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12 anpens 2010 roga N 61-P3

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHWUN NNEKAPCTBEHHbIX CPEACTB

[Ipunst
lNocynapcrBennoi {ymoit
24 mapta 2010 rona

Onobpen
Coserom Penepanuun
31 mapra 2010 rona

CHHCOK U3MEHSIIOLIHUX JOKYMEHTOB
(B pen. denepanbHbIX 3aKk0HOB OT 27.07.2010 N 192-03,

or 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-03,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-03,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-@3,

ot 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-@3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-03,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-@3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pen. 28.11.2018), ot 04.06.2018 N 140-D3,
ot 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3)

nasa 1. OBLUMUE MNMOJIOXKEHUSA
CraTtbsa 1. NMpegmeT perynupoBaHusa HacTosiwero ®egepanbHOro 3akoHa

1. Hacrosmmii @enepalbHbIl 3aKOH PpEryJaUpYeT OTHOLICHMs, BO3HUKAIOIIME B CBA3M C
oOpalieHueM - pa3padOTKON, NOKIMHUYECKUMHU HCCIEAOBAHUAMHU, KIMHUYECKUMM HCCIIEJOBAaHUSIMU,
JKCIIEPTU30M, TOCYHAPCTBEHHOM pErucTpanueii, co CTaHAapTU3anued U C KOHTPOJIEM KayecTBa,
MPOU3BOACTBOM, M3rOTOBJICHUEM, XPAaHEHUEM, IE€PEBO3KOM, BBO30M B Poccuiickyro dexnepanuro,
BbIBO30M U3 Pocculickonn denepanuu, pekiIamMon, OTIIYCKOM, pealu3alueil, rnepeaadyen, IpuMeHEHHUEM,
YHUYTOKEHHUEM JIEKAPCTBEHHBIX CPENICTB.

(B pen. denepanbhoro 3akona ot 06.12.2011 N 409-03)

2. Hacrostmumii @enepanbHbIi 3aKOH YCTaHABIMBAET MPUOPUTET FOCYAAPCTBEHHOTO PETYIUPOBAHMS
6e30macHOCTH, KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MIPU UX OOPAICHUH.
(B pen. @enepanpHoro 3akona ot 25.06.2012 N 93-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

CraTtba 2. Ccepa npumeHeHUsa HacTosiwero ®PenepanbHOro 3akoHa

Hacrosmuit denepanbHblil 3aKOH NPUMEHSIETCS K OTHOIIEHUSM, BO3HHUKAIOIIMM NPH OOpalleHuH
JIEKApCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon denepannu.

CraTtbsa 3. 3akoHOAaTeNnbLCTBO 06 O6palleHUn nekapcTBeHHbIX CPeacTB

1. 3akoHomaTenbCcTBO 00 OOpalIeHWH JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIETO
@denepalibHOTO 3aKOHA, APYruX ¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATHUBHBIX IMPAaBOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOIaTENBbCTBO 00 0OpaIlleHNH JIEKAPCTBEHHBIX CPEICTB B OTHOLIECHUH IOPUINYECKUX JIUI] U
UHIUBUAYAJIBHBIX  IMpENIpUHUMATENCH,  OCYIIECTBISAIOIIUX  JEATEJbHOCTh  HAa  TEPPUTOPHU
MEXIYHApOJAHOTO MEIUIIMHCKOTO KjacTepa, MPUMEHSETCS C y4eTOM OCOOEHHOCTEW, YCTaHOBJICHHBIX
®enepanbHbiM 3aKOHOM "O MEXIYHApOJAHOM MEIUIIMHCKOM KJIAaCTepe M BHECEHHWU W3MEHEHUU B
OTJeNbHbIE 3aKOHOaTeNbHbIE akThl Poccuiickoit denepanmu.

(uactsb 1.1 BBenena @enepasibHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. [eiictBue Hacrosuiero denepalbHOr0 3aKOHA paclpocTpaHsIeTcsl Ha 00paleHne HApKOTUYECKUX
JIEKAPCTBEHHBIX CPEJICTB U TCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH,
YCTAHOBJICHHBIX  3aKkOHOAATeNbCTBOM  Poccuiickonn ®denepauuu 0 HAPKOTUYECKUX  CPEICTBAX,
TICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCOpax.

3. JeiictBue Hacrosimero @enepanbHOrO 3aKOHA  pacHpocTpaHseTcs Ha oOpaileHue
paanodapMaleBTHUECKUX JIGKAPCTBEHHBIX CPEACTB C y4ETOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3akoHoaarenscTBoM Poccuiickoit denepanuu B o01actu odbecriedeHus paauauoHHON Oe30MacHOCTH.

4. Ecnu MexIayHapoIHbIM oroBopoM Poccuiickoit ®enepanyivi yCTaHOBJIEHBI MHBIE MPaBUIla, YeM
T€, KOTOpBIE NIPEAYCMOTpeHbl HacroAmuM @DenepanbHbIM  3aKOHOM, MPUMEHSIOTCS IIpaBUia
MEXIYHapOAHOIO JOTrOBOPA.

5. B Poccuiickoii @enepanuu B COOTBETCTBUU C MEXKIYHAapOIHBIMU JOroBopamu Poccuiickon
@enepau M (WIM) Ha OCHOBE NPUHLMIA B3aUMHOCTH TPU3HAIOTCA PE3YNbTAaThl KIMHUYECKHX
UCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENapaTroB Uil MEIULMHCKOIO IIPUMEHEHUS, IPOBEIEHHBIX 34
npeaenamMu treppuropun Poccutickon @enepanyu.

Ctatbs 4. OCHOBHbIE NOHATUSA, ncnonb3yemMmbie B HACTOALLEM CDenepaanOM 3aKOHe

Hns ueneit Hactosiniero deepanbHOro 3aK0OHA UCTIOIB3YIOTCA CIEYIOMINE OCHOBHBIE TOHATHS:

1) nexapcTBEHHBIE CpPEJCTBAa - BEIIECTBA WJIM HMX KOMOMHAIIMHM, BCTYNAIOIIME B KOHTAKT C
OpraHMW3MOM 4YEJIOBEKa WJIM XKUBOTHOI'O, NMPOHUKAIOIIME B OpPraHbl, TKAHW OpPraHW3Ma YEeJOBEKA WIIU
KMBOTHOTO, TPUMEHSAEMBbIE IS NPOPUIAKTHKH, IMATHOCTHKH (32 HUCKIIOYCHHEM BEIECTB MU HX
KOMOMHAIMM, HE KOHTaKTUPYIOLUIUX C OPraHU3MOM YeJIOBEKAa WM KHUBOTHOTIO), JIeueHHUs 3a00seBaHMUs,
peadwInTalMy, Il COXpaHEHHs, IPEeOTBPAIlEHHs] WU NpepbIBaHUs OEpEeMEHHOCTH M IMOJIyuYeHHBIE U3
KpOBH, IUIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OPraHU3Ma YEJIOBEKA WIHM )KMBOTHOTO, PACTEHHUI, MUHEPAJIOB
METOJaMU CUHTe3a WJIM C MPUMEHEHHEeM OHOJOruyeckux TexHosoruil. K nekapcTBeHHBIM cpencTBam
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

OTHOCATCS (hapMalleBTUYECKHE CyOCTaHIINH U JIEKAPCTBEHHBIE TIpenapaThl;

2) ¢apmarieBTHUECKasT CYOCTaHIUS - JIEKAPCTBEHHOE CPEJCTBO B BHJE OJHOTO WIJIM HECKOJIBKUX
obnanaromux GpapMaKoIOrHIeCKOl aKTUBHOCTBIO JCHCTBYIONIUX BEIIECTB BHE 3aBUCIMOCTH OT MPUPOIBI
MPOUCXOXKACHUS, KOTOpPOE MpeaHA3HAueHO JUIsl TPOU3BOJCTBA, W3TOTOBICHHS JIEKAPCTBEHHBIX
MpermapaToB U onpeenser ux 3hHEeKTHBHOCTS;

(. 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) BCIIOMOTaTCJIIbHBIC BCIICCTBA - BCIICCTBA HCOPraHN4CCKOro U1 OpTraHu4eCcKoOro
IMPOUCXOXKACHUA, UCITIOJIB3YEMBIC B ITPOLECCE MMPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBECHHBIX IIPECIIapaToOB
AJIg IpUAaHuA UM HCO6XOI[I/IMLIX (1)I/I3I/IKO-XI/IMI/I‘I€CKI/IX CBOfICTB;

4) nexkapcTBEHHBIE IIperaparbl - JIEKAPCTBEHHBbIE CPEACTBA B BHJE JIEKAPCTBEHHBIX (opM,
IpUMEHsIEMblEe JUISl MPO(UIAKTUKHM, JAUArHOCTUKM, JIEYEHHUs 3a0oiieBaHUs, peadWIuTaluu, JUis
COXPaHEHUs, IPEIOTBPAIICHHS] U TIPEePbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHas (opma - COCTOSIHUE JIEKAPCTBEHHOTO IIperapara, COOTBETCTBYIOIIEE CHOCOOaM
€ro BBEJICHHSI U IPUMEHCHHUS M 00eCIIeUnBaloIiee JOCTHKEHHE HE00X0IMMOTrO0 JiedeOHOro AP deKTa;

5.1) no3upoOBKa - CoJIEpKAHUE OJHOTO MM HECKOJIBKHX JICHCTBYIONINX BEUIECTB B KOJMYECTBEHHOM
BBIDQ)KEHUU Ha EIUHUIY J03bl, WJIM E€AMHUIY O00beMa, WIM E€AMHUIy MacChl B COOTBETCTBUM C
JeKapCTBEHHON ¢opmoii OO UIs  HEKOTOPBIX BHJOB JICKAPCTBEHHBIX (OPM  KOJIMYECTBO
BBICBOO0KJIA€MOI'0 M3 JIEKAPCTBEHHON (hOPMBI IEHCTBYIOILIETO BELIECTBA 3a €IMHUIY BPEMEHH;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) mepeveHb KU3HEHHO HEOOXOMMMBIX M BaXKHEHIIMX JICKAPCTBCHHBIX IMPEHAPATOB - €XKEr0IHO
yrBepxkaaemblid [IpaBurensctBoM Poccuiickoit denepanuu nepedeHb JIEKAPCTBEHHBIX IIPENApaToB IS
MEIUILMHCKOTO MPUMEHEHHsI, 00€CIIeUnBaIOLINX TPUOPUTETHBIE TOTPEOHOCTH 3APAaBOOXPAHEHUS B LIEISIX
po(UIAKTUKU U JIedeHUs 3a00JIeBaHUM, B TOM YHCIIe TPEe00IaaloluX B CTPYKType 3a00JI€eBa€MOCTH B
Poccuitckoit denepanuu;

6.1) opdanHbIe JIEKapCTBEHHBIE MperapaThl - JIEKAPCTBEHHBIC Npemaparhbl, NpeaHa3HAUYCHHbBIE
UCKITIOYUTENBHO JUIsl JUArHOCTHKU WM TMaTOT€HETHYECKOro JIeYeHHs (JIeYeHUs, HaIpaBJICHHOTO Ha
MEXaHHU3M pa3BUTHs 3a00s1eBaHUs) peIKUX (OppaHHbBIX) 3a00JI€BaAHNA;

(. 6.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) Ouonormyeckue JEKapCTBEHHbIE IMpenaparbl - JEKapCTBEHHbIE Mpenaparbl, JEHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOW3BENCHO WM BBIICICHO W3 OMOIOTMYECKOTO MCTOYHMKA WM ISl OMpeeiIeHHUS
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOIMMa KOMOWHAIMS OHOJOTUYECKHX U (PU3UKO-XUMHUYECKHUX
MeTonoB. K Ouonmormyeckum JEKapCTBEHHBIM IpemaparaM OTHOCSTCS HMMYHOOHOJOTHYECKHE
JIEKapCTBEHHBIC TIperapaThl, JIEKApCTBEHHBIC IIpemaparhl, MOJYYCHHBbIE H3 KpPOBH, IUIa3Mbl KPOBH
YeloBeKa U JKMBOTHBIX (32 HCKIIOUYEHUEM IIENbHONH KpPOBH), OMOTEXHOJIOTHYECKHE JIEKapCTBEHHBIC
npenaparsl, TeHOTepaneBTUUECKIE JICKAPCTBEHHBIE MpenapaThl;

(. 6.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7) UMMYHOOMOJIOTMYECKHME JIeKapCTBEHHbIE Ipenaparbl - JIEKapCTBEHHbIE Ipemnaparhl,
npegHasHauYeHHbIE Ui (OPMHUPOBAHUS AKTUBHOTO WJIM MACCUBHOTO MMMYHMTETa JHOO IHMArHOCTUKU
HaIM4YUs  WMMMYHHUTETa WIM  JUArHOCTHKM  CHEUM(PHUYECKOrO0  NPUOOPETEHHOTO0  U3MEHEHMUS
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

MMMYHOJIOTHUECKOTO  OTBETa Ha  ajuleprusupyromue BemecTtBa. K MMMyHOOHMOJOTHYECKUM
JIEKApCTBEHHBIM  IIpenaparaM  OTHOCATCS ~ BAaKLMHBI,  AHATOKCUHBI,  TOKCHUHBI,  CBIBOPOTKH,

UMMYHOTJIOOYJIMHBI B aJUIEPTCHBI;
(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) GMOTEXHOJIOTMYECKHE JIEKAPCTBEHHbIE TIPENaparhl - JIEKAPCTBEHHBIE IIPENapaThl, IPOU3BOCTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIOJIb30BaHUEM OMOTEXHOJIOTMYECKUX IPOLIECCOB U METOJOB (B TOM YHCIIe
JHK-pexoMOMHAHTHONW TEXHOJIOTUH, TEXHOJIOTUU KOHTPOJIHPYEMOH 3KCIPECCHU T'€HOB, KOAUPYIOMIUX
OMOJIOTMYECKHU AaKTHBHbIE O€IKM B IPOKAPUOTAX M DYKApUOTax, BKIOYAas H3MEHEHHbIE KJIETKU
MJIEKOMTUTAIONINX ), THOPUIOMHOTO METO/Ia ¥ METO/1a MOHOKJIOHAJIbHBIX aHTHUTE,

(n. 7.1 BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

7.2) TEHOTEpalleBTUYECKUE JIEKAPCTBEHHBbIE Ipernaparbl - JIEKapCTBEHHBIE  IIpenaparhl,
¢dapmarieBTHUYEeCKass CyOCTaHIMS KOTOPBIX SIBISETCS PEKOMOMHAHTHON HYKJIEMHOBOM KHUCIOTOM WM
BKJIIOYaeT B ce0sI PEKOMOMHAHTHYIO HYKJICHHOBYIO KHCIIOTY, ITO3BOJISIONIYIO OCYIIECTBIISTH
peryianupoBaHue, penaparuio, 3aMeHy, 100aBjIeHne WK yAaJeHHe TeHeTHUECKON M0CIe10BaTeIbHOCTH;
(n. 7.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HaApKOTHYECKHE JICKAPCTBEHHBIC CPEJCTBA - JICKAPCTBEHHBIC MperapaThl ¥ (GapMarieBTHUCCKUC
cyOCTaHIIMM, COJAEpXaIlhe HAPKOTUYECKHE CpeAcTBa MU BKIIOYeHHBbIE B [lepedeHr HapKOTHYECKHX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX MPEKypCOpPOB, NOAJEKAIIMX KOHTpoiro B Poccuiickoi
@enepanuy, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Pocculiickoin @enepanuu, MeEXIyHApOIHBIMU
noropopamu Poccuiickoit @enepanuu, B ToM yncie EnuHON KOHBEHIMEH O HApKOTHUYECKUX CPEIICTBAX
1961 roxa;

9) mcuUXOTpOnHbIE JEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIC MpenapaTsl U (hapMaleBTHUECKUE
CyOCTaHIIMM, COJEprKalllhe I[CUXOTPOIHbIE BEUIeCTBa U BKIIOUYEHHblE B [lepeueHb HAPKOTHYECKHUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IPEKypCOpOB, MOMIEXKAIIMX KOHTpoiro B Poccuiickon
@enepanny, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoir @enepanuu, MeEXIyHapOIHBIMU
noroBopamu Poccuiickoir ®@enepanuu, B ToM unciae KoHBeHIMEW O NMCUXOTPOMHBIX BemiectBax 1971
roja;

10) pagmodapmarieBTHUECKUE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
coJiep’KaT B TOTOBOM JUIsl UCIIOJIb30BaHUS (OpME OJUH PAAUOHYKIMJ WJIA HECKOJIBKO PAaJUOHYKIIHI0B
(paznoaKTUBHBIX U30TOIOB);

11) pedepeHTHBIN JeKapCTBEHHBIH MpemnapaT - JEKapCTBEHHBIM Ipenapar, KOTOpBI BIIEpBbIE
3apeructpupoBad B Poccuiickoit ®denepauuu, kadectBo, 3()(HEKTUBHOCTh U 0€30MACHOCTH KOTOPOIo
JI0Ka3aHbl Ha OCHOBAaHWU pE3YNbTATOB JOKIMHMYECKHUX HCCIEOBAaHUN JIEKAPCTBEHHBIX CPENCTB M
KIIMHUYECKMX HCCIIEJOBAaHWM JIEKAPCTBEHHBIX IIPENAapaToB, IPOBEIECHHBIX B COOTBETCTBUU C
TpeOoBaHusiMu uacteii 6 u 7 crarbu 18 Hacrosimero denepaqbHOro 3aKkoHa B OTHOLIEHUU
JIEKapCTBEHHBIX CPEJICTB JAJISI MEIUIIMHCKOTO TPUMEHEHUS JTMO0 B COOTBETCTBUH C TPEOOBAHUAMHU CTAThU
12 nactosmero ®enepaibHOro 3aKOHAa B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO
NPUMEHEHHs, U KOTOPBIA HCHOJB3YeTCs A OLEHKH OWO3KBHBAJICHTHOCTH WJIM TeparneBTUYEeCKON
SKBHUBAJIEHTHOCTH, KayecTBa, 3((HEKTUBHOCTH M 0€30IaCHOCTH BOCIIPOU3BEACHHOIO WM OMOAHAJIOrOBOIO
(OmoromoOHOro) JIEKapCTBEHHOTO IIpenapara;

(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

12) Bocnpou3BEACHHBIN JEKApPCTBEHHBIN Mpenapar - JEKapCTBEHHbIN Ipernapar, KOTOPbI UMEET
TaKOM jK€ KAaYeCTBEHHBIH COCTaB M KOJUYECTBEHHBIM COCTaB MEHCTBYIOIIMX BEIIECTB B TAaKOW XKe
JeKapcTBeHHON (opme, 9To U pedepeHTHBIN JICKApCTBEHHBIA Tpenapar, U OMO3KBUBAJICHTHOCTh WIIH
TeparneBTHUeCKass  SKBUBAJICHTHOCTb  KOTOPOro  peepeHTHOMY  JIeKapCTBEHHOMY  Ipemnapary
MOJITBEPK/I€HA COOTBETCTBYIOIIMMHU MCCIIEIOBAHUIMU;

(n. 12 B pen. ®enepanpHoro 3akona oT 22.12.2014 N 429-D3)

12.1) TepameBTHYECKasT HSKBUBAJIEHTHOCTb - JOCTMXKEHHME KIMHUYECKH  COIOCTaBUMOTO
TepaneBTHUecKoro 3¢dexkra Nnpu NPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIULMHCKOIO
MPUMEHEHHS [Tl OJJHOM M TOM K€ TPYIIIBI OOJBHBIX IO OJHUM U TEM K€ MOKa3aHUSIM K IPUMEHEHHUIO;

(n. 12.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

12.2) 6uoananoroselii (OMOMOAOOHBIN) JIEKAPCTBEHHBIN TpemapaT (0MoaHanor) - OMOJOTHYECKHMA
JIEKapCTBEHHBIN TNperapar, CXOXHil Mo mapaMerpaMm KkadecTBa, 3(PGEeKTHMBHOCTH M 0€30MacHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JIEKApCTBEHHBIM IIpenapaToM B TaKO ke JieKapcTBEHHOW ¢(opme u
MMEIOIIUI UIEHTUYHBIN CI10CO0 BBEICHHUS;

(m. 12.2 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

12.3) B3amMo3aMEHsEMbIH JICKAPCTBEHHBIM Ipemnapar - JCKapCTBEHHBIN MperapaT ¢ JI0Ka3aHHOM
TEparneBTUUECKON SKBUBAJIEHTHOCTbIO WM OHOSKBUBAJIEHTHOCTbIO B OTHOIIEHUU PEPEPEHTHOTO
JIEKapCTBEHHOT'O TpernapaTa, UMEIOIINNA SKBUBAICHTHBIE €My KauyeCTBEHHBIH COCTaB U KOJUYECTBEHHBII
COCTaB JICUCTBYIOIINX BEIIECTB, COCTAB BCIIOMOTATENIBHBIX BEUIECTB, JEKAPCTBEHHYIO ()OPMY H CIIOCOO
BBEJICHUS;

(m. 12.3 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

13) JICKApCTBCHHOC PACTUTCIIBHOC CBIPHC - CBCKHUC HJIM BBICYHICHHBIC PACTCHHSA 100 HuX 4acCTu,
HCIIOJIB3YCMbBIC [JId IMPOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB OpraHu3aluiaMui - IIPOU3BOAUTCIIIMUA
JICKApCTBCHHBIX CPCACTB WJIM U3TOTOBJICHHUA JICKAPCTBCHHBIX IIPEIAPATOB aAllITCYHBIMU OpTraHU3allUAMU,
BC€TCPUHAPHBIMH allTCYHBIMHU OpraHu3alluiaMi, WHAUBUAYAJIbHBIMUA MNPCANTIPHUHUMATCIIIMU, WUMCIOIIUMU
JIMIICH3UIO HAa (I)apMaL[eBTI/I‘ICCKYI-O ACATCIIBHOCTD,

14) nexkapcTBEHHBIM pacCTUTENBbHBIN Mpenapar - JEKapCTBEHHbIN MpenapaT, MPOU3BEACHHBIN WU
M3TOTOBJIEHHBIN U3 OAHOIO BUJA JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbs WM HECKOJIBKHX BHI0B TAKOTO
CBIPBS M pealn3yeMblil B pac)acOBaHHOM BHUJI€ BO BTOPUYHON (IIOTPEOUTENBCKON) YIIaKOBKE;

15) romeonaTruyeckuii JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpenapar, IpOU3BeAeHHbINH WK
U3TrOTOBJICHHBIH M3  (apMaleBTUUECKOW CyOCTaHIMM WM (apMaleBTUYECKUX CyOCTaHIMl B
COOTBETCTBUM C TpeOOBaHUAMM OOIIMX (papMakoNeHHbIX cTaTed K TOMEONaTHUYeCKHM JIEKapCTBEHHBIM
IpernapaTaM WM B COOTBETCTBUU C TpeOOBaHUSAMHU (apMakoneu CTpaHbl HPOU3BOJUTENS TAaKOTO
JIEKapCTBEHHOI'O IIpernapara;

(m. 15 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) Mex1yHapOJHOE HEMIATEHTOBAHHOE HAUMEHOBAHHE JIEKAPCTBEHHOI'O CPEJICTBA - HAUMEHOBaHUE
JIEHUCTBYIONIErO  BemecTBa  (papMameBTUYECKOM  CyOCTaHIIMM, PEKOMEHJIOBaHHOe BcemupHOH
OpraHMu3alMen 31paBOOXPaHEHUS;

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

17) TOProBO€ HAMMCHOBAHHUC JICKAPCTBCHHOI'O CpCACTBa - HAMMCHOBAHHUC JICKAPCTBCHHOI'O
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

CPEACTBA, IIPUCBOCHHOE €ro pa3padOT4YMKOM, JEpiKaTelIeM WU BIAJEIBLUEM PErHCTPALUOHHOIO
yJIOCTOBEPEHUS JICKapCTBEHHOI' O Mpenapara;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) TpynmupoBOYHOE HAMMCHOBAaHHE JICKAPCTBEHHOTO IMperaparta - HAaUMCHOBaHHE
JIEKapCTBCHHOTO TperapaTa, He UMEIONIET0 MEXKyHAapOIHOTO HEMAaTeHTOBAHHOTO HAUMEHOBAHMS, WIIH
KOMOWHAIIMH JICKAPCTBEHHBIX MPENapaToB, WCIOJIb3yeMOe B LENSIX OOBCIUHEHUS WX B TPYIIY IO
€IMHBIM HAMMEHOBAaHUEM HCXOJIS U3 OJMHAKOBOTO COCTaBa JICHCTBYIONINX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmias apmakoneiitHas cTaTbs - JTOKYMEHT, YTBEP)KICHHBIN YIIOJHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCIIOJIHUTEIBHOW BJIACTU M COJEpIKAIlWi MepedyeHb IoKa3aTesieii KayecTBa M (WIJIM) METOJIOB
KOHTPOJISl KauyecTBa KOHKPETHOW JIEKAPCTBEHHOW (HOPMBI, JIEKAPCTBEHHOTO pACTHTEIHHOTO ChIPHS,
OIUCAaHUS OMOJIOTHYECKHUX, OMOXMMHUYECKIX, MUKPOOHOIOTUIECKUX, (PU3UKO-XUMUYECKUX, (PU3UICCKHUX,
XUMAYECKHX U JIPYTHMX METOJO0B aHaln3a JEKapCTBEHHOTO CPEACTBA, a TakkKe TpeOOBaHUS K
UCITIOJIB3YEMBIM B II€NSX MPOBEICHHS IaHHOTO aHalnW3a peakTHBaM, THTPOBAHHBIM pPacTBOpaM,
WH/IUKATOpaM;

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

19) dapmakoneiiHas craThs - JOKYMEHT, YTBEP)KICHHBIA YIIOJHOMOYEHHBIM (eaepaabHbIM
OpPraHOM MCIIOJHHUTEIIBHOM BJIACTH U COJICPIKAIIN NIEPEeUYCHb MOoKa3aTesei KayecTBa U METOI0B KOHTPOJIS
Ka4yecTBa JIKAPCTBEHHOTO CPECTBA;

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

19.1) crangapTHbie 00pa3Ibl - BEIIECTBA, TOCPEICTBOM CPABHEHHS C KOTOPHIMHU OCYIIECTBIIACTCS
KOHTPOJb KayecTBa HCCIIEyEeMbIX JIEKAPCTBEHHBIX CPEACTB C MOMOMIbIO (PUIUKO-XUMUYECKUX U
OMOJIOTMYECKUX METO/OB B LEJISAX MOATBEPKICHISI COOTBETCTBUS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
HOPMAaTUBHOM JTOKYMEHTAIlUU, YCTAHOBJICHHBIM MPHU OCYIIECTBIECHUH TOCYJapPCTBEHHOMN perucTpanuu, u
KOTOpBbIC TPHMEHSIOTCS JUISI KAJTUOPOBKH CTAHIAPTHBIX OOpa3lOB MPOHW3BOJUTENS JICKAPCTBCHHBIX
CPEICTB, HCIOJIB3YyEeMBIX HJIsi KOHTPOJS KauyecTBa M HWHBIX IIeNied Mpu OOpalleHHH JIeKapCTBEHHBIX
CPEJICTB;

(n. 19.1 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakorneiiHplii CTaHAAPTHBIN 00pa3er] - CTaHAapTHBIA 00pasel, MNPOU3BEICHHBIH B
COOTBETCTBHH € (hapMaKONEeHHON CTaThel;
(m. 19.2 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

20) HOpMAaTUBHAaA MOOKYMCHTAaLlUA - JOKYMCHT, conepmamnﬁ IEPCUCHb OIPCACIACMBIX I10
pe3yjabTaTaM COOTBCTCTBYIOIIUX OKCIICPTU3 IOKa3aTejie KadecTBa JICKQPpCTBECHHOT'O CPEACTBa MJIA
MCIUIHUHCKOI'O IPUMCEHCHUS, MCTOJOB KOHTPOJIA €T0 Ka4CCTBA U YCTaHOBJ'IeHHLII\/'I €ro MpoOnu3BOAUTECIICM,

21) HOpMATUBHBIN TOKYMEHT - JOKYMEHT, COJIep Kallluii MepedyeHb ONpeesieMbIX MO pe3ybTaTaM
COOTBETCTBYIOLIMX OJKCHEPTH3 TIOKa3aTened KadecTBa M (WIM) METOAOB KOHTPOJS KadecTBa
JIEKAapCTBEHHOW  (OpPMBI, OMHUCAHHUS  OMOJOTUYECKHX, OHMOXMMHUUYECKHX, MHUKPOOHUOIIOTHIECKHX,
(GU3NKO-XUMHUYECKUX, (PU3MUECKUX, XUMUUECKUX U JIPYTUX METOJOB aHAlM3a JIGKAPCTBEHHBIX CPEJCTB
JUIs. BETEPUHAPHOTO MPUMEHEHHUs, TPeOOBaHMsI K HCIIOJIb3YEMBIM B LIEJISIX MPOBEACHUS TaHHOTO aHaIM3a
peakTuBaM, THTPOBAHHBIM PacTBOPaM, MHAUKATOPAM U YCTaHOBJIEHHBIN €0 IPOU3BOINUTENIEM;

www.consultant.ru Crpannna 7 n3 127
HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100033&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100034&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100036&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100037&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100038&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100040&fld=134

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

21.1) oOumii TeXHWYECKHH JAOKYMEHT - KOMIUIEKT JAOKYMEHTOB M MAaTE€pPHajOB, COCTOSLIMHA U3
HECKOJIBKMX  pa3fenoB -  JOKyMEHTalud  aAMMHHMCTPAaTMBHOIO  XapakTepa,  XUMHYECKOH,
(dapmaneBTHUECKON W OHOJIOTMYECKON JOKYMEHTAluH, (HapMakoJIOTHISCKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAlu¥, KIMHUYECKOM JOKYMEHTAllMM W IPEICTABIIAEMBIM OJHOBPEMEHHO C 3asBICHUEM O
rOCYJapCTBEHHOI pErucTpaiy JeKapCTBEHHOTO Mpernapara il MeIMIIMHCKOTO TpUMEeHEeHHs B (hopmarte,
YCTQHOBJIEHHOM YIIOJTHOMOUYEHHBIM (pe/iepanbHbIM OpraHOM UCIIOJHUTEIbHOM BIIACTH;

(m. 21.1 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPE/CTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEICTBA TPEOOBAHUIM
(bapMakoneHoi ctaThy MO0 B CiIydae €€ OTCYTCTBUSI HOPMATUBHOM TOKYMEHTALIMU WJIM HOPMATHBHOTO
JOKYMEHTa;

23) 0e30macHOCTh JIEKAPCTBEHHOT'O CPEICTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CpPEJCTBA,
OCHOBaHHAsl HA CPAaBHUTEIILHOM aHalu3e ero 3(h()eKTUBHOCTH U pUCKa IPUYNHEHHUS BPE/ia 3/10POBbIO;

24) >(p¢eKTUBHOCTh JEKAPCTBEHHOTO Mperapara - XapaKTepPHCTUKa CTENEeHH IOJO0KHTEIBHOTO
BIMSIHUSA JIEKAPCTBEHHOI'O IIpernapara Ha TEYeHHEe, MPOAOIDKUTEIbHOCTh 3a00J€BaHUS WM  €ro
IIPEJOTBpALCHHE, peaOUINTALUI0, HA COXPAaHEHUE, IPEJOTBPAIlEHIE WIK IIPEepbIBaHNE OEPEMEHHOCTH;

25) CepuA JICKAPCTBCHHOI'O CPCACTBaA - KOJIHUYCCTBO JICKAPCTBCHHOI'O CpEACTBA, IIPOU3BCACHHOC B
PE3YIBTATC OAHOTO TCXHOJOTMYCCKOro HUKJIa €TI0 IMPOU3BOAUTCIICM;

26) perucTpaloHHOE yIOCTOBEPEHHE JIEKAPCTBEHHOTO IMpernapaTa - JOKYMEHT, MOATBEP>KIAt0IIHi
(axT rocyapcTBEeHHOW PErHCTPALMH JIEKAPCTBEHHOTO TIpenapara;

26.1) nepkaTenb WIM BIIAJENEl] PErUCTPALMOHHOIO YAOCTOBEPEHUS JEKapCTBEHHOTO Ipenapata -
pa3pabdoOTYMK JIEKAPCTBEHHOTO CPENCTBA, IPOU3BOAMTENb JICKAPCTBEHHBIX CPEICTB WM HWHOE
IOpUIMYECKOe JIMIo, OOjajaroliee MpaBoOM BIAJCHHUS PETUCTPALMOHHBIM YJIOCTOBEPEHHEM, KOTOpbIE
HECYT OTBETCTBEHHOCTb 3a KaueCTBO, 3 PEKTUBHOCTh U OE30MMACHOCTD JIEKAPCTBEHHOI'O IIPErapara;

(m. 26.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpaiioOHHbI HOMEp - KOJO0BOE 00O3HAUCHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY TIpemapary
IIPU €r0 TOCYAAPCTBEHHOM PErvCTpallly;

28) oOpamieHne JEKApCTBEHHBIX CPEACTB - pa3paboTKa, JTOKIMHUYECKHUE HCCIETOBAHUSA,
KIIMHUYECKHE MCCIEI0BaHMUs, IKCIIEPTH3a, TOCYIapCTBEHHAs] pErUCTpallysl, CTaHAApTU3ALUSI U KOHTPOIIb
Ka4yecTBa, MPOU3BOJICTBO, U3TOTOBJICHUE, XPAHEHHE, NTIEPEBO3Ka, BBO3 B Poccuiickyro denepaiuio, BEIBO3
u3 Poccuiickoii denepanuu, pekiama, OTIYCK, pealu3alus, mepefayda, MPUMEHEHHE, YHUYTOXKCHHE
JICKapCTBCHHBIX CPEJICTB;

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyObekTbl O0OpalleHHs] JEKapCTBEHHBIX CPEACTB - (U3WYECKHE JUIa, B TOM UHUCIE
WHIVBUAYAJIbHBIE TNPEANPUHAMATENN, U IOPUAWYECKUE JIMLA, OCYILECTBISIOIIUE AEATEIbHOCTh IIPH
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

30) pa3pa60Tq1/H< JICKAPpCTBCHHOI'O CPpCACTBA - OpraHu3anusd, 06.1'[8.2[2[10].].[3.51 MpaBaMH Ha PE3yJIbTAThI
JOKIIMHUYCCKUX I/ICCJ'Ie}IOBaHI/Iﬁ JICKApCTBEHHOT'O CpeacTBa, KIIMHHYCCKHUX HCCIICTOBAHUM
JICKApCTBCHHOTO IIpelapaTra u (I/IJ'II/I) Ha TEXHOJIOTHUIO TPOU3BOJACTBA JICKAPCTBCHHOI'O CPCACTBA,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) IIPOU3BOACTBO JICKAPCTBCHHBLIX CPEACTB - HACATCIBHOCTH IIO ITPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHuU3allUsAMU - MPOU3BOAUTCIISIMU JICKAPCTBCHHLIX CPCIACTB Ha OIHOM cTaaun, HCCKOJBKUX
HJIM BCEX CTAAUAX TCXHOJIOTHYCCKOI'O IPOoLECCa, a TAKXKE IO XpaHCHUIO U pealn3allii IIPOU3BEACHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) npou3BOACTBEHHAs IUIOLIA/IKA - TEPPUTOPUATBHO 000COOIEHHBIH KOMIUIEKC ITPOU3BOAUTEIS
JIEKapCTBEHHBIX CpPEJCTB, IIPEIHA3HAYEHHBIH I BBIIOJHEHUS BCEro Ipolecca MPOU3BOACTBA
JIEKapCTBEHHBIX CPECTB WIIM €r0 OIPEIESICHHOMN cTanu;

(m. 31.1 BBeneHn PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) npousBOAMTENb JIEKAPCTBEHHBIX CPEJICTB - OpPraHU3alMsl, OCYILECTBIIAIOIIAs IPOM3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUsAMHU HacToslero denepaabHOro 3aKoHa;

33) ¢apmaneBTHYeCcKas AEATEIBHOCTb - JEATENBHOCTh, BKIIOYAIONIAs B c€0sl ONTOBYIO TOPIOBIIIO
JIEKapCTBEHHBIMU  CPEJCTBAaMHM, WX XpaHEHHE, MEepeBO3Ky U (WIM) PO3HUYHYIO TOPrOBIIIO
JIEKApCTBEHHBIMU IIpenaparamMy, HX OTIYCK, XPaHEHHE, IEPEBO3KY, HM3IOTOBIECHUE JIEKAPCTBEHHBIX
IIpenaparos;

34) opraHuzanUs  ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CPEICTBAMU -  OpTaHU3AIlMs,
OCYIIECTBJISIIOINIAs OINTOBYIO TOPTOBJIIO JIEKAPCTBEHHBIMH CPEACTBAMH, HUX XpaHEHHUE, IMEPEBO3KY B
COOTBETCTBHUH ¢ TpeOoBaHUSIMU HacTosiero deaepaibHOro 3aK0HA;

35) amTeuHas opraHu3anus - OpraHu3alus, CTPYKTYpHOE IOApA3JeleHUEe MEAUIIMHCKON
OpraHM3alUH, OCYIIECTBISIOIINE PO3HHUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH MperapaTtaMu, XpaHCHHE,
IMEPCBO3KY, M3TOTOBJICHHUC MW OTIYCK JICKAPCTBCHHBIX IIPCHapaToB AJId MCIUIHWHCKOIO IMPUMCHCHHUSA B
COOTBETCTBHUH € TpeOoBaHUAMHU HacTosero degepaibHOro 3aKoHa;

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTe4yHas OpraHW3alus - OpraHu3aIus, CTPYKTYpHOE IMOJApa3/eleHne
BETEPUHAPHON OpPTaHMU3aIMH, OCYIIECTBIISIIONINE POSHUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU TIpenapaTaMu,
XpaHEHHE, U3TOTOBJIEHUE M OTIYCK JEKAPCTBEHHBIX MPENApPAaTOB AJiI BETEPUHAPHOTO NPUMEHEHUS B
COOTBETCTBHUH C TpeOOBaHUAMH HacTosero deaeparbHOro 3aKOHA;

37) dbanpcuduIpoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
JIO’KHOU MH(OpMAIUel 0 er0 COCTaBe U (UITK) TIPOU3BOIUTEIIE;

38) HemoOpoKayecTBEHHOE JIEKApCTBEHHOE CpPEICTBO - JIEKAPCTBEHHOE CpPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOINEeWHON CTaThu JIMOO B Cllydae €€ OTCYTCTBUS TpPeOOBaHUSIM
HOPMaTUBHOM JOKYMEHTAIIMHM WJIM HOPMATUBHOTO IOKYMEHTA;

39) koHTpadakTHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOIsIIeecs B 000poTe
C HapyIICHUEM I'PaXJIaHCKOTO 3aKOHOIATEIbCTBA;

40)  [OKIMHMYECKOE  HCCIEeOBaHME  JIEKAPCTBEHHOI'O  CpPeACTBA -  OMOJIOrMYEcKHe,
MUKpPOOUOIOTHYECKHE, UMMYHOJIOTHYECKHUEe, TOKCHUKOJIOTHYECKHe, (apmakoIorudyeckue, (Qpuandeckue,
XUMUYECKUE U APYTHE UCCIEIOBAHUS JEKAPCTBEHHOTO CPEICTBA MMyTEM MPUMEHEHUsI HAYYHBIX METOJIOB
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

OLCHOK B LECJIAX IOJYUCHUA NOKA3ATCIBCTB 6G3OHaCHOCTI/I, KadeCTBa U B(b(l)eKTI/IBHOCTI/I JICKApCTBCHHOT'O
CpE€acTBa;

4]) KIMHUYECKOE HCCIIEOBaHUE JIEKAPCTBEHHOIO IIpenapara - H3Y4YeHHME IUarHOCTHYECKHX,
Je4eOHbIX, MPOPUIAKTUIECKUX, (HapMaKOJIOrHYECKUX CBOMCTB JIEKAPCTBEHHOTO Iperapara B Ipolecce
€ro MPHUMEHEHHsI y 4YeloBeKa, >XKMBOTHOIO, B TOM YHCJIE NPOIECCOB BCACBIBAHUS, PaCHpEACTICHHS,
U3MCHEHUS] W BBIBEACHUS, IyTeM MPUMEHEHHS HAy4YHbIX METOJOB OLIEHOK B HENAX MOJYYEHHS
JI0Ka3aTeIbCTB OE30MaCHOCTH, KadecTBa M A(P(EKTUBHOCTH JICKAPCTBEHHOTO Ipemnapara, JAaHHBIX O
HEKENAaTEIbHBIX PEaKUUsAX OpraHu3Ma 4YeJOBeKa, J>KMBOTHOIO Ha IPHUMEHEHHE JIEKapCTBEHHOTO
npemapata u 00 3¢dexre ero B3aUMOJCHCTBUS C IPYTUMH JICKAPCTBCHHBIMU TperaparaMd U (WJIH)
MUIIEBBIMH IPOIYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE MCCIIEIOBAaHUE JIEKAPCTBEHHOTO Mpenapara sk MEIUIIMHCKOTO
NPUMEHEHUS - KJIMHUYECKOE HCCIEeNOBaHUe JICKAPCTBEHHOIO IMperapara Ui MEAUIIMHCKOTO
MPUMEHEHHS, MPOBOAUMOE pa3pabOTYMKOM JIEKapCTBEHHOIO Iperapara B ABYX M 00Jee METUIIMHCKHX
OpraHu3alysIX Mo eAUHOMY MPOTOKOITY KIMHHYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOT O IIperapara;

43) MeXIyHapOAHOE€ MHOTOIICHTPOBOE KIMHUYECKOE HCCJICJAOBAHHUE JIEKAPCTBEHHOTO Iperapara
IUIE  MEJMIUHCKOTO TPUMEHEHHsI - KIMHHYECKOE HCCIICIOBAaHUE JIEKAPCTBEHHOTO IIperapara s
MCIUIHUHCKOI'0 MPUMCHCHUSA, IPOBOANMOC pa3pa60Tq1/H<0M JICKAPCTBCHHOI'O IIpfrapara B Pa3IMYHbIX
CTpaHax 1o eIMHOMY MTPOTOKOIY KIMHUYECKOTO UCCIICIOBAHNS JIEKAPCTBEHHOTO Iperapara;

44) NOCTPErucCTpallMOHHOE KIMHUYECKOE MCCIE0BAaHUE JIEKAPCTBEHHOI'O Ipenapara Juist
MEIULUHCKOTO TMPUMEHEHUs - KIMHUYECKOE UCCIEe0OBaHME JIEKapCTBEHHOIO Ipemnapara i
MCIUIHUHCKOI'0 MPUMCHCHUA, ITIPOBOAUMOC ITPOU3BOJUTCIICM JICKAPCTBCHHOI'O Ipcrapara, I“pa)KIlaHCKI/If/'I
000pOT KOTOPOTO OCYIIECTBIISIETCS MOCJIE TOCYAAPCTBEHHOM pEerucTpainuy, B LEIsX JAOHNOJHUTEIbHOTO
cOopa JaHHBIX O €ro 6e30MacHOCTH U YPPEKTUBHOCTH, PACIIMPEHUS IMOKA3aHUH K TIPUMEHEHUIO TAHHOTO
JIEKapCTBEHHOI'O IIPETapaTra, a TAKKE BBIBICHHUS HEKEIATEIbHbIX PEAKIMH TallMEHTOB HA €0 IEHCTBUE;

45) wuccnenoBaHue OWOIKBHUBAJIEHTHOCTH JIEKApPCTBEHHOTO IIpernapara - BHUJA KIMHUYECKOTO
HCCIIeIOBAaHMsI JISKApCTBEHHOT'O Mpernapara, MpOoBeACHHE KOTOPOTo OCYHIECTBISIETCS AJIS OINpe/eNeHus
CKOPOCTH BCAChIBaHHMSI W BBIBEJICHHSI OJHOTO WM HECKOJBKHX 00Jamarommx (HapMaKoIoTHIecKoi
aKTUBHOCTBIO JICHCTBYIOIIMX BELIECTB, KOJUYECTBA JIEKAPCTBEHHOIO Ipernapara, JOCTUTAOLIEro
CHCTEMHOTO KpPOBOTOKA, W PE3YyJbTAaThl KOTOPOTO ITO3BOJIAIOT CIENaTh BBIBOJ O OMOIKBHUBAICHTHOCTH
BOCIIPOM3BE/ICHHOI'O JIEKAPCTBEHHOI'O Mpernapara B ONpeIesIEHHbIX JIeKapCTBEHHOH (opmMe U 103UpOBKe,
COOTBETCTBYIOIINX (hOpME U JO3UPOBKE pehepeHTHOrO JIEKAPCTBEHHOTO MPETapara;

(. 45 B pen. denepanpHoOro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEpPANEBTUYECKONW SKBUBAJIEHTHOCTU JIEKAPCTBEHHBIX IpENapaToB - BHUJ
KJIMHUYECKOT'O MCCIIeI0BaHMs JIEKapCTBEHHBIX MpenapaToB, MPOBEJCHUE KOTOPOTO OCYIIECTBISIETCS s
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX NPENapaToOB OINPEIEIIEHHON JIEKapCTBEHHOH (hOpMBI, a
TaKKe HaJIM4Yusl OJMHAKOBBIX TOKaszaresnell ©Oe3omacHOCTH U A3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
MperapaToB, OJUHAKOBBIX KIMHUYECKHX 3(P(PEKTOB MpH UX MPHUMEHEHHH,

47) MMPOTOKOJI KIIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOTO Ipelapara - HOKYMCHT, B KOTOPOM
OIMPEACIIAIOTCA LICIIN, (bOpMI)I opraHu3alvi U METOA0JIOrrd MPOBEACHHA KIMHHYCCKOI'O0 HCCICOOBAHMA,
CTaTUCTUYCCKHUEC MCTOIBI 06pa6OTKI/I PE3YIbTATOB TAKOI'0 HCCICAOBAHHUA W MCPHBI I1O 00eCIIeYCHUIO
0e30macHOCTH (i)I/ISI/I‘IeCKI/IX JAIL, Y4YaCTBYOIIHUX B KIMHHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

npernapara;

48) 6p0m10pa HCCIICA0BATEIIA - CBOJHOC U3JIOKCHUE PE3YJIIbTATOB JOKIMHHUYCCKOI'0 UCCIICAOBAHUA
JICKAPpCTBCHHOT'O  CpCACTBA U  KIIMHHUYCCKOI'O HCCICAOBAaHHA JICKAPCTBCHHOI'O  IIplliapara I
MCIUIHUHCKOI'O IPUMCHCHUA

49) uHpOpPMALMOHHBIN JUCTOK MAIUEHTA - TOKYMEHT, B KOTOPOM COJIEpPKATCS B IOCTYIHOH (opme
CBEJICHUs, Kacarolyecs MPOBOAMMOIO KIMHUYECKOTO HCCIEeIOBaHMS JICKApCTBEHHOI'O Iperapara, U B
MUCHbMEHHOW (hopMe 1T00pOBOJIBHOE COTJIACHE IMAlMEHTa Ha Y4acTHEe B KIMHHUYECKOM HCCIEIOBAHUHU
JIEKapCTBEHHOI'0 Ipernapara I0ocCjie O3HAKOMIJICHHS € OCOOCHHOCTSIMM KIMHMYECKOI'O HCCIEeIO0BaHMS,
MMEIOLIMMU 3HAYE€HUE JJIs1 BBIPAKEHUS TAKOTO COTJIACHS;

50) noGouyHoe [nelcTBUME - peaklus OpraHu3Ma, BO3HHUKIIAs B CBA3M C IPUMEHEHUEM
JIEKApCTBEHHOT'0 Tpenapara B J03aX, PEKOMEHAYEMbIX B HHCTPYKIMH TIO €ro MPUMEHEHUIO, MIJIf
npoUIaKTUKU, AMATHOCTUKH, JICUCHUS 3a00JI€BaHUS WU I peaOuInTaluu;

50.1) HexenarenpHas peakuUMsl - HENpeJHAMEpEHHas HeOJaronmpusiTHas peaklus OpraHu3Ma,
KOTOpasi MOKET OBITH CBsI3aHa C IPUMEHEHUEM JICKAPCTBEHHOT'O TIperapara;
(. 50.1 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTelbHas peaklMs - HEXKeNarelbHas peaklys OpraHu3Ma, CBs3aHHas ¢
IIPUMEHEHHUEM JIEKAPCTBEHHOI'O IIpenapara, IpUBeImas K CMEPTH, BPOXKICHHBIM aHOMAIMAM WIH
[IOpOKaM pa3BUTUA JIMOO IpeJCTaBisAoNIas cOOOH Yrpo3y JKM3HH, TpeOyrolas IOCHUTAIM3AlUU WU
MpUBE/IIAs K CTOMKOW yTpaTe TPyA0CIOCOOHOCTH U (MJIM) HHBAJIMIHOCTH;

52) HenmpeaBHUACHHAS HEXeNaTelIbHas pPeaKIus - HeXelaTelbHas Peaklus OpraHu3Ma, KoTopas
CBsA3aHA C NPUMEHEHUEM JIEKapCTBEHHOIO IIpemapara B J/03aX, PEKOMEHIYEeMBIX B IPOTOKOJE €ro
KIIMHUYECKOTO HCCIEOBaHUsA, OpOIIIOpe KCCIEA0BaTeNsl, HIW C TMPUMEHEHHEM JIEKapCTBEHHOTO
mpenapara B 033X, PEKOMEHAYEMBIX B HHCTPYKIIMHA IO €ro NPUMEHEHHUIO I8 NPpO(UIAKTUKH,
JMArHOCTHUKH, JICYSHHS 3a00JIeBaHUS WU MEAUIIMHCKONW peaOuInTaIly NallMeHTa, U CYIIHOCTh, TSHKECTh
WU MCXO0JI KOTOPOW HE COOTBETCTBYET MH(GOPMAIIMU O JIEKapCTBEHHOM IIpernapare, CoJepKalleics: B
MPOTOKOJIE €ro KIMHUYECKOTO WCCIEAOBaHUsA, OpOIIIOpe HCCIAeoBaTeNsl WIM B HWHCTPYKIUHU IO
MIPUMEHEHHUIO JIEKApCTBEHHOTO Tperapara;

(m. 52 B pen. denepanpHOro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHan30p - BUJA JESATEIBHOCTH MO MOHUTOPUHTY 3()(PEKTUBHOCTH U 0O€30MacHOCTU
JIEKapCTBEHHBIX  IIPENapaToB, HANpaBICHHBIH HAa  BBIABICHHE, OLEHKY M  IPEJOTBpPALICHHE
He)KeJIaTeJIbHBIX MOCJIECTBUI IPUMEHEHUS JIEKAPCTBEHHBIX NPENapaToB;

(n. 52.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) miaH ympaBJeHHUsI PUCKaMH - TOAPOOHOE OINHMCAHHUE MEPOMNPHUATHH 1Mo (hapMakoHaI30pYy,
HaNpaBJICHHBIX Ha BBIABICHHE, OLEHKY U NMPEIOTBPAIICHUE MM MUHUMM3AIMIO PUCKOB, CBA3aHHBIX C
JIEKapCTBEHHBIMH TTperapaTaMy, BKIF04ast OIIEeHKY 3()(EeKTUBHOCTH JaHHBIX MEPOTIPUSTHII,

(. 52.2 BBenen denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIH MpenapaT - MEIUUUHCKAN JTOKYMEHT YCTaHOBJIEHHOW (OpMBI,
COJiepKalllMii Ha3HA4Y€HHE JIEKapCTBEHHOTO Ipemnapara JUlsli MEJUIMHCKOrO INMPUMEHEHHs, BBbIJAHHBIN
MEAUIMHCKUM pPa0OTHUKOM B LENSIX OTIYCKa JIEKAPCTBEHHOrO Ipenapara WIM €ro H3rOTOBJIEHHS U
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Jara coxpanenus: 18.07.2019

OTITyCKa Ha OyMa)KHOM HOCHTEJIE MJIH C COTJIacHs MallMeHTa WM €r0 3aKOHHOTO MPEJICTaBUTENS B opMe
ANIEKTPOHHOTO JIOKYMEHTa, HOINMCAHHOTO C HCIIOJIb30BAaHUEM YCHIICHHOH KBaIM(UIIMPOBAHHOM
AJIEKTPOHHOW MOJINUCH MEIMIMHCKOTO pabOTHHKA, JUOO JOKYMEHT YCTAHOBICHHOH (OpMHI,
CoZlepyKallii Ha3HAUCHME JIEKapPCTBEHHOIO Mpemnapara s BETCPMHAPHOTO NPHMEHEHUS, BBIIAHHBINA
BETEpUHAPHBIM PAOOTHUKOM B IIENSAX OTIYCKa JIEKAPCTBEHHOI'O Iperapara WM €ro M3rOTOBICHHS U
OTIyCKa Ha OyMa)KHOM HOCHTEIIE;

(n. 53 B pen. ®enepanbuoro 3akona ot 29.07.2017 N 242-D3)

54) TpeOoBaHMe MEAMIIMHCKOW OpraHu3allid, BETEPUHAPHON OpraHu3almuu - JIOKYMEHT
YCTaHOBJICHHON (POPMBI, KOTOPBIN BHIMUCAH METUIIMHCKUM HJIM BETEPUHAPHBIM PAOOTHUKOM, MMEIOLIHM
Ha 3TO MpaBO, M COACPKHUT B NMUCHBMEHHOW (opMe YyKa3aHHME anTeuHOl opraHu3anuu 00 OTIyCKe
JICKApCTBEHHOTO Mperapara WIM O €ro M3rOTOBICHHM M 00 OTIYyCKE sl oOecredeHus JedeOHOro
mpolecca B MEIUIIMHCKON OpraHu3aluy, BeTepUHAPHON OpraHHU3alliy;

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Iperapara, BKIoYaroas B ce0s aHaau3 HH(OpMAIMKU O CPAaBHUTEIbHON KIMHUYECKON
3 PEeKTUBHOCTH 1 GE30IIACHOCTH JIEKAPCTBEHHOTO MpenapaTa, OIEHKY SKOHOMUYECKUX MOCIEICTBUN €ro
IPUMEHEHMs, M3Y4YECHUE [OIOJHUTEIbHBIX IOCIEICTBUNA NPUMEHEHUS JIEKapCTBEHHOIO Ipernapara B
LEeIsIX HPUHATHSA PELIEHUH O BO3MOXKHOCTH BKJIIOUEHHUS JIEKAPCTBEHHOrO IIpernapara B IE€peYeHb
KHU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, HOPMAaTHUBHbBIC MPABOBbIE aKThl U
UHBIE JOKYMEHTBI, OIIPEAETSIONINE MOPAIOK OKa3aHUsI MEIUIUHCKOM MMOMOLIY, WM UCKIIOUEHUS €ro U3
yKa3aHHbIX EPEYHs, aKTOB U JIOKyMEHTOB;

(. 55 BBeneH denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHHUTOpWHra JBH)KECHHS JIGKAPCTBCHHBIX MPEMapaToB ISl  MEIAUIUHCKOTO
npuUMeHEeHHs - (emepanbHas rocydapcTBeHHAs WH(GOPMAIMOHHAS CHUCTEMa MOHHUTOPWHTA JIBHUIKCHHSI
JIEKapCTBEHHBIX IMIPErapaTtoB [Uisi MEAMIIMHCKOTO TMPUMEHEHHUS OT MPOU3BOIUTENS [0 KOHEYHOTO
MOTpeOUTeNsE C MCIHOJB30BAaHUEM B OTHOIIEHWU JIEKAPCTBEHHBIX TMPENapaTtoB Ui MEAUIIMHCKOTO
MIPUMEHEHHUS CPEJICTB UACHTU(DUKAIIIH.

(1. 56 BBenen DenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

Mnaea 2. NOTHOMOYUA ®PEOEPAJIbHBLIX OPITAHOB I/ICI'IOHHMTEHbI-JOIZ 3
BINNACTWU, OPFAHOB UCIMNOJTHUTENIbHOU BJTACTU CYBBEKTOB POCCUUCKOU
S®EOEPALIUU NMPU OBPALLEHUU NNEKAPCTBEHHbBIX CPEACTB

Cratba 5. MNonHomMmouusi cpedepanbHbIX OPraHOB WUCNONMHUTENLHOM BRacTu npu
obpalleHUn nekapcTBEHHbIX CPeAcTB

K momaomounsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTEIBLHOM BJIACTH pu O6paH_leHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:

1) mposenenue B Poccuiickoil @enepanuu eAMHON TOCYIapCTBEHHON MOJUTHKH B 00JIACTH
o0ecrnieueHus JeKapCTBEHHBIMU MpenapaTtaMu rpaxaan B Poccuiickoit @enepanuu;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2) yrBepxkaeHue oOmMX (¢dapMakomeWHbIX cTaTed, QapMakoNmeWHbIX CcTaTed, U3JaHHue
roCyJlapCTBEHHOI (papmaxorien, co3anue 1 BeJeHne peectpa (papMakoneiHbIX CTaHIapTHRIX 00pa3IoB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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3) ocymiecTBIeHHE TOCYAAPCTBEHHOTO KOHTPOJs (Haa3o0pa) B cdepe oOpalieHus JeKapCTBEHHBIX
CPEICTB;
(B pen. @exnepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) nuueH3upoBaHKE MTPOU3BO/ICTBA JEKAPCTBEHHBIX CPEICTB U (papMaleBTUUECKOH JesITeNbHOCTH B
COOTBETCTBHHU C 3aKOHOAATENbCTBOM Poccuiickont denepanuu;

5) opraHuzanys 3KCHIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ATHYECKONW HKCHEPTU3bl BO3MOXKHOCTH
MPOBCACHUA KIIMHUYCCKOTI'O UCCIICAOBAHUA JICKAPCTBCHHOI'O MMpeTiapaTta AJid MCAUIIUHCKOI'O IIPpUMCHCHUA,
SKCHEPTU3bl  JTOKYMEHTOB, IPEJCTABICHHBIX JUId ONpPEIENCHHs BO3MOXXHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIN IIpenapar i1 MEIULMHCKOIO IIPUMEHEHHUs IPU TOCYHApCTBEHHOM pPETUCTpalUU B
KayecTBe Op(paHHOI0 JIEKaPCTBEHHOI'O IpenapaTa;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5.1) opraHuzanusi TpPOBEACHHS] KOMIUIEKCHOW OIEHKM JIEKAPCTBEHHOIO TMpernapara B MENsX
MPUHATUS PEIICHUH O BO3MOXXKHOCTHU BKJIFOYEHHS JICKAPCTBEHHOTO Mpernapara B IEpPEUYeHb >KU3HEHHO
HEOOXOUMBIX M Ba)XHEHMIMX JIEKAPCTBEHHBIX IperaparoB, HOPMATHUBHbBIC IPABOBBIC AKThl M HHBIC
JIOKYMEHTBI, OMpPEACIAIONINE TOPAIOK OKa3aHUs MEAUIIMHCKOW TOMOINM WJIM HCKJIIOYEHHUS €ro u3
yKa3aHHBIX MEPEeYHs, aKTOB U JJOKYMEHTOB;

(. 5.1 BBenen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) BbITaua pa3penicHui Ha MPOBEICHNE KIMHUYECKUX HMCCIICIOBAHUI JIEKAPCTBEHHBIX MPEMapaToB,
BEJICHUE PEECTPa BBIJIAHHBIX PA3PEIICHUN Ha MPOBEACHUE KIMHUYECKUX UCCIICIOBAHUM JIEKAPCTBEHHBIX
MpernapaTos;

7) rTocymapCTBEHHasi pPETUCTpalvs JIEKAPCTBEHHBIX MPENapaToB, BEACHUE TOCYAapCTBEHHOTO
peecTpa JeKapCTBEHHBIX CPEICTB;

8) opranuzauus 1 (WIin) NpoBEACHNE HHCIEKTUPOBAHUS CyOBEKTOB 0OpalleHHsl JIEKAPCTBEHHBIX CPEICTB
Ha COOTBETCTBME MpaBUIaM Haulexalel 1abopaTopHON MPaKTUKH, TpaBUiiaM HaJyIexalei
KJIIMHUYECKOW MPAKTUKH, MPaBUJIaM HaJIeKalled MPaKTUKU XpaHEHUs U MePEeBO3KU JIEKaPCTBEHHBIX
IpernapaToB, IpaBUiIaM HajjleKaled TucTpuObIOTOPCKOM NMPaKTHKH, TpaBUIaM HaJJIeKallel anTeqyHon
MPaKTUKU;

(m. 8 B pea. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

8.1) opranm3zanus u (W) MPOBEACHUE MHCIIEKTUPOBAHUS CYOBEKTOB OOpaIlEHUs JIEKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSAM MPABHI HAJIeKAIIed MPOW3BOACTBEHHON MPAKTUKU, BbITada
3aKJIIOYEHUH O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IpaBUII
HaJjIeKalllel MpOU3BOJCTBEHHON TPaKTUKHY;

(. 8.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8.2) ycraHOBIEeHHE TOpsAKa BEACHHWS M BEACHHE TOCYAapCTBEHHOTO peecTpa 3aKIOYeHHH O
COOTBETCTBUH  TPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEACTB TpPEOOBaHUSAM TpaBWJ  HaJJIeKaIen
MPOU3BOACTBEHHOMN MPAKTUKU;

(1. 8.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocyaapCTtB€HHas  peructpanus MNpCACIIbHBIX  OTIHYCKHBIX  ICH HpOHSBO,Z[PITCJ'ICfI Ha
JICKApCTBCHHBIC TIIpCIapaThbl, BKIIOYCHHBIC B TICPCUYCHb KWU3HCHHO H@O6XOJII/IMI)IX U Ba)KHEHUIIIHX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

JIEKapCTBCHHBIX TIPEMapaToB, W BEJCHHE TOCYJApPCTBEHHOTO peecTpa MPEICNIbHBIX OTHYCKHBIX IICH
MIPOU3BOIUTEIICH Ha JICKAPCTBEHHBIC TpenapaThl, BKIOYCHHBIC B IEpeUeHb KU3HEHHO HEOOXOAMMBIX U
BXHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cornmacoBaHue MPOECKTOB PEIICHUI OPraHOB MCIIOJTHUTEILHOU BIIACTH CyOBeKTOB Poccuiickoit
@enepanyu 00 YCTaHOBJICHWW W (WJIM) HM3MEHEHHH IPENEIBbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK H
MpeeIbHBIX Pa3MEPOB PO3HUYHBIX HAJA0aBOK K (DAaKTUYECKUM OTHYCKHBIM II€HaM, yCTaHOBJICHHBIM
MPOU3BOJIUTEIISIMU  JIEKAPCTBEHHBIX IPENapaTroB, Ha JIEKAPCTBEHHBIC IIpenapaThl, BKIIOUYCHHBIC B
MepeyueHb )KMU3HEHHO HEOOXOMMBIX U BOKHEHIIINX JIGKAPCTBEHHBIX MPEMapaTOB;

(. 9.1 BBeaen ®enepanbHbiM 3akoHOM OT 13.07.2015 N 241-D3)

10) ycraHoBieHue nopsjika BBO3a JIGKAPCTBEHHBIX cpelcTB B Poccuiickyto denepannio U BbIBO3a
JIEKapCTBEHHBIX cpecTB U3 Poccuiickoit denepannu;
(. 10 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

10.1) BbIa4a, yCTaHOBICHHUE TIOPSIIKA BhIIAYU U (POPMBI JOKYMEHTA, KOTOPBIH MOATBEPKAAET, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIperapaTa OCYIIECTBICHO B COOTBETCTBHUU C TPEOOBAHUSIMH TIPABUI
HQ/IJIOKAIIed MPOU3BOJICTBCHHON TPAaKTUKW, M  TOJUICKHT IPEICTABICHHIO TI0 TPEeOOBaHUIO
YIIOJTHOMOYEHHOT'O OpPTaHa CTPaHbI, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN ITpemapar;

(m. 10.1 BBenen @enepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

10.2) BpIaya, yCTaHOBJIEHHE IOpsiIKa BbIAA4Yd U (OPMbI JOKYMEHTA, COJAEPIKAIIEro CBEJIECHUS O
CTaAMAX TEXHOJIOTMYECKOro IpoIiecca IMPOM3BOJICTBA JICKAPCTBEHHOTO CPEJICTBA LISl MEIUIIMHCKOTO
MIPUMEHEHHUSI, OCYIIECTBIIIEMbIX Ha TeppUTOprU EBpazniickoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepaybHOr0 3aKOoHA OT
13.07.2015 N 241-®3)

11) co3manue coOBETOB MO BONPOCAM, CBA3aHHBIM C 0OpallleHUeM JIeKapCTBEHHbBIX CPE/ICTB;
12) aTTectanus u cepTUPUKALMS CICIIHATUCTOB;
13) yrpatun cuiy c 1 centsiops 2013 roga. - @enepanbhblit 3akoH ot 02.07.2013 N 185-D3;

14) ocymiecTBieHue papmMakoHaI30pa;
(m. 14 B pen. denepanpHOro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MeXIyHaApOAHOM COTPYJHHUYECTBE;

16) mosryyeHue 1o 3anpocam yrnoJIHOMOUYEHHOTO (eiepaIbHOr0 OpraHa UCTIOJIHUTEbHON BIACTH OT
OpPraHOB MHCIIOJHUTENBHOW BiacTu cyObekToB Poccuiickoil ®enepaiuu, a Takke OT CYOBEKTOB
oOpallleHus1 JIEKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOTO NPUMEHEHUS HH(POpPMAalUH IO BOIpPOcCaM
YCTAHOBJICHUS ¥ IPUMEHEHHUSI 1IEH Ha JIEKApCTBEHHbIE IIPerapaThl U HaJI0aBOK K HUM;

17) MNPUMCHCHUC MCP OTBCTCTBCHHOCTH 3a HAPYHICHUC 3aKOHOAATCIILCTBA Poccuiickoit @ez(epaulm;

18) yTBepkaeHHE TMpaBWJI HaJJIexalled J1abopaTOPHOM MpPaKTHKH, TMpaBUi HaJJIeKallen
KJIIMHUYECKOW IPAaKTUKH, IpaBWJI HaAJeXalledl NPOU3BOACTBEHHON IPAKTUKH, IPABWJ HaIJIeKallel
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

MPAKTUKA  XpaHEHUS W  TEPEeBO3KH  JICKAPCTBCHHBIX  IPENapaTroB, MPaBUI  HAJJICKAIICH
IUCTPUOBIOTOPCKOW TIPAKTUKH, TMPABHJI HAJUICKANICH aNTeYHOW MPAKTHKH, NpPaBWI HaJJIeKaIIen
MPAKTUKU (hapMaKOHA[30pa JICKAPCTBEHHBIX MPEMapaToB ISl MEIUITUHCKOTO MPUMEHEHUS;

(n. 18 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19) ycranoBnenue nopsiaka GOpMUPOBAHUS PETUCTPAIIMOHHOTO I0OChE HA JICKAPCTBEHHBIN Mpernapar
U TpeOOBaHM K IOKYMEHTaM B €r0 COCTaBE;
(n. 19 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20) yTBeprKIeHHE MTPaBUJI PAllMOHAIBHOTO BEIOOpPA HAUMEHOBAHUH JIEKAPCTBEHHBIX IIPENapaToB s

MEIUIIMHCKOTO TPUMEHCHHS,
(. 20 BBeneH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

21) yTBepkeHuE NepeyHs] HAUMEHOBAHUH JIEKAPCTBEHHBIX (GOPM;
(m. 21 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

22) QopmupoBaHuEe peecTpa THUIOBBIX HHCTPYKUMA 1O MEIUIMHCKOMY MPUMEHEHUIO
B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IIPENApATOB;
(. 22 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

23) yTBepxkAeHHE TPEOOBAHUN K HMHCTPYKLUUHU MO MEIUIIMHCKOMY MPUMEHEHHIO JIEKApPCTBEHHBIX
MpenapaToB U K MHCTPYKIIMH 110 BETEPUHAPHOMY ITPUMEHEHHUIO JICKAPCTBEHHBIX MPENapaTos;
(m. 23 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

24) nocyneOHOE 3aKphITHE CAWTOB, COJACPKAMMUX WH(POPMAIUIO O PO3ZHUYHON MpOoIa}e
JUCTAHIIMOHHBIM CIOCOOOM, MPEIOKEHHE O MPUOOPETECHHH IUCTAHIIMOHHBIM CIIOCOOOM, JOCTaBKE
JTUCTAHIIMOHHBIM CHOCOOOM H (WiM) Tmepefadye (PU3NMUECKOMY JIMIly JAUCTAHIIMOHHBIM CIIOCOOOM
JIEKapCTBEHHBIX  IIPENApaToB, HAPKOTUYECKUX JIEKAPCTBEHHBIX IpPENapaToB M  IICUXOTPOIHBIX
JIEKAPCTBEHHBIX IPENApaToB, 32 NCKIIOYEHUEM CIIy4aeB, YCTaHOBIEHHBIX [IpaBurenscTBoM Poccuiickoi
denepanuu.

(. 24 BBenen denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

Koncynprantllinroc: npumeyanue.
C 29.11.2019 ct. 5 nononusiercs m. 25 (O3 ot 28.11.2018 N 449-03). Cm. Oyaymiyro penakiuio.

KoncynsrantlIntoc: npumedanue.

Cr. 5.1 pacmpocTpaHsieTcsl Ha MOJTHOMOYHUS, KOTOpbIe HE TepeqaHbl A OCYIIECTBICHHS OpraHam
rOCyJapCTBEHHOH BIACTH CyObeKTOB PD M opraHam MECTHOTO CaMOYIPaBIICHHSI COOTBETCTBYIOIIUMHU
denepanbabiMu 3akoHamMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [lepemaya ocywecTBneHUss nosiHoMmouun deaepanbHbIX OpPraHoB
MUCMNOJIHUTENIbHOW BRNacTU nNpu oOOpalleHMn JleKapCTBEHHbIX CpeACTB oOpraHam
UCNONMHUTENbLHOW BnacTn cyobekToB Poccunckon Pepepaumm

(BBenena denepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)

[TonmaoMouus (I)C,Z[CpaHBHBIX OpTraHOB HCIIOJIHUTEIILHOM BJIaCTU npu O6paH_ICHI/II/I JICKApCTBCHHBIX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

CPEICTB, MpeaycCMOTpeHHble HacToAwuM DenepadbHbIM 3aKOHOM, MOIYT I€peJaBaThCs i
OCYIIECTBJICHUS ~ OpraHaM  HCIOJHUTEIBHOM  BJIAacTH  CcyObekToB  Poccuiickori ~ denepanun
nocranosieHussMu IlpasurenscrBa Poccniickoit denepanuu B Mopsake, yCTaHOBICHHOM PDenepabHbIM
3aKOHOM OT 6 OKTsi0pss 1999 roga N 184-®3 "OO6 oOmmx MpUHIIMIIAX OpraHU3aIliu 3aKOHOJAATCIIbHBIX
(mpencTaBUTENBHBIX) M WCIOJIHUTENIBHBIX OPraHOB TOCYAApPCTBEHHOW BiacTu cyObekToB Poccuiickoii
Odenepanun.

Cratba 6. NlonHOMO4YMA OpraHOB UCMOJSIHUTENIbLHOW BnacTu cybbekta Poccunckon
deaepaumm npm odpaLieHnn NneKapcTBeHHbIX CPeacTB

K mnonaHoMOuMsIM OpraHoB HCHOJHHUTENbHOH BiacTu cyObekta Poccuiickoii ®enepauuu mpu
oOpallleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka 1 peanu3anus pernOHAJIBHBIX MPOTrpaMM 00ecreueHUs] HaCeNICHHs JIEKaPCTBEHHBIMU
npenapaTramu;

2) yCTaHOBJIEHHE IPEJEIIbHBIX Pa3MEPOB ONTOBBIX HaJA0aBOK M MPEJEIIbHBIX Pa3MEPOB PO3ZHUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HAaM, YCTaHOBJEHHBIM IPOM3BOAUTENIIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOUEHHBIE B IE€PEUYEHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEUILUX JICKAPCTBECHHBIX IIPEIIAapaTOB;

3) ocymecTBI€HHE PETHOHAIBHOTO TOCYJapCTBEHHOIO KOHTPOJIS 3a IPHUMEHEHHEM II€H Ha
JICKapCTBEHHBIC TIIperapaTrhl, BKIIOUYEHHbIE B IMEPEYCHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIINX
JICKApCTBCHHBIX IPCIaparoB, OpraHHU3alusIMU ONTOBOM TOProBjiM, aNTCYHbBIMHU OpraHU3allusAMU,
VHIUBHUIyJIbHBIMH MTPEANPHHAMATEISIMHI, UMEIOIIMMH JIMLIEH3UIO Ha (papMalieBTHYECKYIO AeSTeIbHOCTD;
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-@3)

4) npuHsATHEe pemieHUs 00 HCMONB30BaHMM Ha Teppuropuu cyowekta Poccuiickoit denepamvu
HapsIy ¢ perenTaMy Ha JICKApCTBEHHBIC MTpenapaThl, OPOPMIICHHBIMU Ha OyMa)KHOM HOCHUTEJIE, PEIENITOB
Ha JIEKApCTBEHHBIE MIpenapaTsl, CPOPMUPOBAHHBIX B (HOPME IEKTPOHHBIX JOKYMEHTOB.

(. 4 BBennen denepanbHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAAPCTBEHHASA ®APMAKOINEA

Cratba 7. PaspaboTka n usgaHume rocyaapcTtBeHHOM hapmakoneu, pasmelleHue
AaHHbIX O HEeW

1. Ilon rocynapcTtBeHHOM (hapmakomneeil MOHMMaeTcst CBOJ OOmMX (hapMakoONeHHbIX cTaTed U
(hapMaKoOIeHBIX CTaTeHl.

2. Pa3paboTtka oOmumx ¢apMakonelHbIx cTaTedl W (apMakoNeHHbIX cTaTeld, B TOM YHUCIIE
(dapMakoleiHBIX cTaTed Ha (QapMakomNelHble CTaHAapTHBIE OOpasmbl, ¥ BKJIOYEHHE WX B
rOCYJapCTBEHHYIO (hapMaKOINE OCYIIECTBISAIOTCS B TOPSJIKE, YCTAaHOBJICHHOM YIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCIIOTHUTENBHOM BIIACTH.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

3. Pa3zpabotka papmakoneitHol cTaTbil Ha pedepeHTHBIN JIeKapCTBEHHBIN MpenapaT U BKIIOUYEHUE
ee B rOCyJapCTBEHHYIO (apMakolelo B TEUEHHE CpOKa JEWCTBUS 3allUThl WCKIIOYUTEIBHOTO ITpaBa,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

YIIOCTOBEPEHHOT'O MAaTEHTOM Ha pedepeHTHBIN JIEKApCTBEHHBINH Mpenapar, OCYIECTBISIOTCS C COTIacus
ero pa3pabdoT4MKa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. TocynmapcTBeHHass (apMmakores H3IaeTCs  YIOJIHOMOYCHHBIM  ()eliepalbHbIM  OPraHOM
UCIIOJIHUTEIBHOW BJIACTH 32 CYET CPEACTB (eiepaibHOro OIJDKETa U MOUICKUT MEPEH3IaHISIM HE PEeKe
4YeM OJMH pa3 B IMSATh JIET, B MEPUOJ MEKAY KOTOPHIMH M3IAOTCSA MPUIOKEHHS K TOCYIapCTBEHHOM
dapmakoriee, conepxkamme ooOmme QapmakoneiiHeie cTathl U (WiIM) QpapMakoneidHble CTaThH,
YTBEPIKICHHBIC MOCIIE U3IaHHsI WK TEPEU3IaHus rOCYAapCTBEHHOM (hapMaKoIeH.

5. YmomHoMoueHHBIN (enepanbHblii OpraH HWCHOJHUTEIBHON BIACTH pa3MellaeT JaHHBIE O
rocyJapCcTBEHHOM (apmakoriee U MPUIOKEHUIX K He Ha cBoeM oduIimanbHOM caiite B cetu "MHTepHeT"
B YCTAHOBJICHHOM MM MOPSIKE.

aea 4. FTOCYOAAPCTBEHHbIA KOHTPOJIb NPU OGPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Ctratba 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeAcCTB MU
dapmaueBTMUYECKON OeATENBLHOCTHU

1. JInueHnsupoBaHue MPOU3BOJICTBA JEKAPCTBEHHBIX CPEACTB U (hapMalleBTUUECKON NeSTEIbHOCTH
OCYLIECTBJISIETCSA B COOTBETCTBUHU € 3aKOHOAATeNbCTBOM Pocculickon denepanuu.

2. O6s13aTeabHBIM YCIOBUEM MPEIOCTABICHUS JIMLEH3UH Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB
SIBISIETCSl TPWJIOKCHHE K 3asBJIICHHIO COMCKATEINs JIMIIEH3UHM TEePEYHs JIEKApCTBEHHBIX (OpPM M (WIIN)
BUJOB (hapMaleBTHUECKUX CYOCTaHIMH, KOTOpPBIE MPOU3BOAWTEINH JIEKAPCTBEHHBIX CPEACTB HaMEpEH
MIPOU3BOANTD.

3. B ciyyae HE0OXOAMMOCTH PACHIMPEHHS TTPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB 3a CUET HOBBIX
JEeKapCTBeHHBIX (OpM U BHUAOB (PapMaleBTUUYECKHX CYOCTAaHIIUN MPOU3BOJIUTEND JIEKAPCTBEHHBIX
CPEJICTB JIOJDKEH MOTYYUTh HOBYIO JIMIICH3UIO Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB.

Cratba 9. [locymapcTBeHHbINW KOHTponb (Hag3op) B cdepe obGpaweHus
NneKapcTBEHHbIX CPeAcTB
(B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

1. TocynapcTBeHHBII KOHTPOJb (Haa30p) B chepe oOparieHus JEKapCTBEHHBIX CPEJICTB BKIIOUAET B
ceOst:

1) JTUUEH3MOHHBIA KOHTpOJIb B cdepe NpPOM3BOJCTBA JIEKAPCTBEHHBIX CpPEACTB M B cdepe
(bapMarieBTUYECKOH 1eATEIIbHOCTH;

2) (denepanbHBIN rOCy1apCTBEHHBIN HA/A30p B cepe oOpallieHus JeKapCTBEHHBIX CPEJICTB;

3) BEIOOPOYHBIM KOHTPOJIb KaUeCTBa JIEKApPCTBEHHBIX CPEICTB.
(. 3 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. JInieH3MOHHBIN KOHTpPOJIb B C(bepe IMpONU3BOACTBA JICKAPCTBCHHBIX CPCACTB H B C(I)epe
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

(hapMaIleBTHUECKON JEATEIBHOCTH OCYIIECTBISICTCS YINOJHOMOYCHHBIMU (peiepalibHBIM — OpTaHOM
WCIIOTHUTEJIPHOW BJIACTM M OpraHaMH HCIIOJIHHUTENIBHOW BJIaCTH CyOBeKTOB Poccuiickoit deneparuu
COTJIACHO MX KOMIIETCHIIMU B TOPSAIKE, ycTaHOBiIeHHOM dDenepanbHbIM 3aKOHOM OT 26 aekabps 2008
roma N 294-®3 "O 3ammre npaB IOPUIUYCCKUX JIMI] U WHIUBHUIYAIBHBIX MPEANPUHUMATENCH IMpHU
OCYILIECTBIEHUN TI'OCYAAPCTBEHHOTO KOHTPOJS (HaA30pa) MU MYHULMIAIBHOIO KOHTPOJIA", C Y4ETOM
0COOEHHOCTEH OpraHU3aIy U MTPOBEACHUS MTPOBEPOK, YCTAaHOBICHHBIX DenepaibHbIM 3aKOHOM OT 4 Mas
2011 roga N 99-@3 "O nuueH3upoBaHUM OTAEIbHBIX BUIOB JAESITEIBHOCTH" .

3. ®enepanbHbI TIOCYJapCTBEHHBI Haa30p B cdepe oOpalleHus JEKapCTBEHHBIX CPEICTB
OCYIIECTBISICTCS YINOJHOMOYEHHBIMH (pe/lepaIbHBIMI OpraHaMH HCIOJHUTEIBHON BiacTH (nanee -
OpraHbl TOCYJApCTBEHHOTO HaJ30pa) COMIACHO HUX KOMIIETEHIMM B IOPSAAKE, YCTAaHOBJICHHOM
IIpaBurensctBoM Pocculickoit denepanuu.

4. ®@enepanbHblii TOCYIApPCTBCHHBIH HAa30p B cdepe O0OpalleHus] JIEKApCTBEHHBIX CPEICTB
BKJIFOUYAET B ce0s:;

1) opranuzanuio U MpOBEACHUE MPOBEPOK COOMIOACHHS CyOBEKTaMU OOpaleHHs JEeKapCTBEHHBIX
CPEIICTB YCTaHOBJICHHBIX HacTOAMUM DefepanbHbBIM 3aKOHOM M TMPUHSATHIMH B COOTBETCTBUM C HHUM
WHBIMH HOPMATHBHBIMHU MpPaBOBBIMU akTaMu Poccuiickoit denepaunuu TpeOGoBaHUN K HOKIMHHYECKUM
HCCTICOBAHUSM JICKAPCTBEHHBIX CPEICTB, KIMHUYECKHM HCCIICIOBAHUSIM JIEKAPCTBEHHBIX IPENapaTosB,
XpaHEHUIo, TepeBo3ke, BBO3y B Poccuiickyro ®Depepanuio, OTHYCKY, peanu3aliil JEKapCTBEHHBIX
CPEIICTB, MPUMEHEHHUIO JIEKAPCTBEHHBIX MPENApaTOB, YHUUTOKECHHUIO JICKAPCTBEHHBIX CPENICTB, a TaKkKe
COONIONICHHST  YIIOJIHOMOYEHHBIMU OpraHaMd HCIOJIHUTEIbHOW BiacTH cyObekToB Poccuiickoit
denepaiu METOJIMKU YCTAHOBJICHHMS] TPEACIbHBIX Pa3MEPOB OINTOBBIX HAJ0ABOK U IMPEIETbHBIX
pa3MepoB PO3HUYHBIX HA/I0aBOK K (PaKTUYECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IMIpENapaToB, Ha JIEKAPCTBEHHBIC Mpenaparbl, BKIIOYEHHBIE B TEPEUCHb >KU3HEHHO
HEO0OXOIMMBIX M BaKHEUIINX JIEKApCTBEHHBIX MPenapaToB (Jajnee - 00si3aTeNIbHbIe TPeOOBaHNU);

2) opraHu3aIyio ¥ MPOBEJIECHNE TTPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB, HAXOIAIINUXCS B
rpaxaaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHHIM K X KaYECTBY;

2.1) nmpoBeneHHnE KOHTPOJIBHBIX 3aKYyIOK B LEISIX MPOBEPKU COOIMIOAEHMS CyObeKTaMu oOpalleHus
JIEKaPCTBEHHBIX CPENCTB, OCYIIECTBISIOUMMHU PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU IIpeNapaTaMu
JUIS MEIMLMHCKOIO NPUMEHEHMs], MpaBUJ OTIYCKa JIEKAPCTBEHHBIX IPENnapaTroB JUIsl MEAUIIMHCKOTO
OpUMeHeHus W (Wim) 3ampera mnpoJaxku  (anbCU(UIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJACTB,
HEZ00pOKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

(n. 2.1 BBegeH denepanbHbIM 3akOHOM OT 27.12.2018 N 511-D3)

3) opraHu3aIuio U MpoBeaeHHe papMaKoHaI30Pa;

4) npuMeHeHre B MOPAJKE, YCTAHOBICHHOM 3aKOHOJaTenbCcTBOM Poccuiickoit deaepauuu, mep mo
MIPECEUEHUIO BBISBIIEHHBIX HapylIeHUH 00s3aTeabHBbIX TpeOOBaHUN M (WJIM) YCTPAHEHHUIO MOCIEACTBHUM
TaKMX HapyLUIeHWH, B TOM 4YHCIIE MNPHUHATHE PEUIEHUS O HAXOXKIEHUM JIEKAPCTBEHHBIX CPEJICTB B
oOpallleHuH, BplJavy IpeanucaHiii 00 yCTpaHEHUH BBISIBJICHHBIX HAPYIIEHUI 0053aTeIbHbIX TpeOOBaHUN
Y IIPUBJICYEHHNE K OTBETCTBEHHOCTH JINLI, COBEPIIMBIINX TAKHE HAPYLICHUS.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. ®enepanbHBIi TOCYJAapCTBEHHBI Haa30p B cdepe oOpalleHus JEKapCTBEHHBIX CPEACTB
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

OCYIIIECTBISICTCSI B TOpsAKe, ycTraHoBieHHOM DenepanbHbiM 3akoHOM OT 26 nmekadpst 2008 roma N
294-®3 "O 3ammTe TmNpaB HOPUAMYECKUX JHUIl W HWHAUBUIAYAJIBHBIX MPEAIPUHUMATEICH IpHU
OCYILIECTBIEHUN T'OCYAAPCTBEHHOTO KOHTPOJIS (HaA30pa) M MYHULMIAIBHOIO KOHTPOJIA", C Y4ETOM
O0COOCHHOCTEH, YCTaHOBJIEHHBIX HacTosied cratheil. [IpeaBapuTenbHOE COrlacoBaHUE C OpraHaMu
MPOKYPATyphl CPOKOB TPOBEACHHS BHEIIAHOBOH MPOBEPKU CYOBEKTOB OOpAICHHS JIEKAPCTBEHHBIX
CpPEICTB, a TaKKe MpelBapUTEeIbHOE YBEAOMJICHHE IOPUAMYECKUX  JIMI, HHAMBHUIYaJbHBIX
MpealpuHUMATeNIei 0 Havaje MPOBEIEHUs 3TOM MpoBepku He Tpedyercs. Opranel MPOKypaTyphl
M3BEIAIOTCA O MPOBEJICHUU BHEIUJIAHOBOM MPOBEPKU CYOBEKTOB OOpaIeHUs JEKApPCTBEHHBIX CPEICTB
MMOCPEACTBOM HAIPABJICHHUS COOTBETCTBYIONIUX JOKYMEHTOB B T€UEHHE TpPeX pabodmx THEH ¢ MOMEHTa
OKOHYaHUS MPOBEACHUS YKA3aHHOM BHEIJIAHOBOM MPOBEPKHU.

(uactsb 5 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JloJKHOCTHBIE JIMIIa OpraHa TOCYJapCTBEHHOIO HaJ30pa B IMOPSJKE, YCTaHOBJICHHOM
3akoHoJaTenbCcTBOM Poccuniickor denepanniv, UMEIOT MPaBo:

1) momyyaTh Ha OCHOBAaHHWH MOTHMBHMPOBAHHBIX MHUCHMEHHBIX 3allPOCOB OT CYOBEKTOB OOpalleHus
JICKaPCTBCHHBIX CPEJICTB, OPraHOB HCIOJHUTEILHON BIIaCTH CYOBEeKTOB Poccuiickoit ®exepanuu u
OpraHOB MECTHOTO CaMOYMNpaBlieHUS JOKYMEHThl M HH(OpMalMio 1O BompocaM oOpalleHus
JIEKaPCTBEHHBIX CPEJICTB;

2) OecrnpensTCTBEHHO IO TMPEABSBICHUH CIYKEOHOrO yIOCTOBEPEHHS M KONUHU IpHUKa3a
(pacnopsikeHMs) opraHa rocy1apCTBEHHOI'O Ha/J30pa O HaA3HAYEHUU MPOBEPKH MOCEIIATh UCIOIb3yeMble
IOPUANYECKUMU JIMIIAMHA, WHAUBUAYAIBHBIMH MPEANPUHUMATENSAMHU, SBISIOMIMMUCS CyOBbEeKTaMu
oOparieHust JICKAPCTBEHHBIX CPEICTB, NMPU OCYIISCTBICHUH CBOCH IEATEIBHOCTH TEPPUTOPUH, 3TAHHUS,
MIOMEIIEHUS U COOPYKEHHUS B LEJSIX TPOBECHHS MEPOTIPUSATUI MO KOHTPOJIIO;

3) nmpoBoauTH O0TOOp 00pa3lOB JEKAPCTBEHHBIX CPEICTB, MPEAHA3HAYEHHBIX I pealli3alluu U
pean3yeMbIX CyObeKTaMu OOpalleHusl JIeKapCTBEHHBIX CPEICTB, [UIsi TMPOBEPKH HX KadecTsa,
MPOBEJICHUSI UCCIICJIOBAHMI, WCIBITAHUH B COOTBETCTBMM C TpaBWiIaMu oTOopa 00OpasIoB.,
YCTaHOBJICHHBIMU YITOTHOMOYEHHBIM (heZiepabHbIM OPTraHOM UCTIOTHUTENBHOM BIIACTH;

3.1) TOpoBOAWUTH KOHTPOJBHBIE 3aKYNKH JIEKAPCTBEHHBIX IMpenapaToB Uil MEAMIIMHCKOIO
NPUMEHEHHUsT B LENAX IPOBEPKU COOJIOJCHUS CyObEeKTaMu OOpalleHusi JIEKApCTBEHHBIX CPEJICTB,
OCYILECTBISIONMMU PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMHM INIpernaparaMu s  METUIMHCKOTO
PUMEHEHMs, NIPAaBUJI OTIYCKa JIEKAPCTBEHHBIX MpPENnapaToB IS MEIUIMHCKOTO NMPUMEHEHUs U (WIH)
3ampera  OpoAaku  (panbCU(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,  HEI0OPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPECTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(m. 3.1 BBenen denepanbHbIM 3aK0HOM 0T 27.12.2018 N 511-03)

4) BbIIaBaTh CyOBEKTaM OOpAaIleHUs JIEKAPCTBEHHBIX CPEACTB MNPEANHCAHUS O MpeKpalleHUuH
HapylIeHU o0s3aTenbHbIX TpeOOBaHUN M 00 yCTpaHEHHM BBISBICHHBIX HapyIIEHUN 00S3aTelbHbBIX
TpeGoBaHU;

5) HAIpaBJIATH B YIIOJTHOMOYCHHBIC OpTaHbl MaTC€pUualibl, CBA3aHHBIC C HAPYIICHUSAMU 003aTeNIbHBIX
Tpe60BaHPII>i, JJI1 peUICHUA BOIIPOCOB O B036Y)K,Z[6HI/II/I YIr'OJIOBHBIX ACII IO ITPU3HAKaM HpeCTYHHCHI/Iﬁ.

7. BBI60pO‘IHBII>’I KOHTPOJIb Ka4€CTBA JICKAPCTBCHHLIX CPCACTB OCYHICCTBIACTCA YIIOJHOMOUYCHHBIM
(bel[epaHLHLIM OpraHoM HCIIOJIHUTEIbHON BIACTH B YCTAaHOBJICHHOM UM HOPAAKC U BKIIFOYACT B ce0s:
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

1) 0O6paboTKy cBeneHHil, B 0043aTE€IbHOM MOPAIKE MPEIOCTABIIEMBIX CYOBEKTaMH OOpaIleHUs
JIEKapCTBEHHBIX CPEJCTB, O CEPHSIX, MAPTHAX JIEKAPCTBEHHBIX CPEACTB, NOCTYIAIOUIMX B TPa)XIaHCKUN
obopot B Poccwuiickoit denepannu;

2) ot6op 00pa3LOB JEKAPCTBEHHBIX CPEACTB y CYOBEKTOB OOpalleHUs JEKApPCTBEHHBIX CPEACTB B
LEJSAX MPOBEICHUS UCIBITAHUN HAa UX COOTBETCTBHUE TPEOOBAHUSIM HOPMATHMBHOW JOKYMEHTALUHU WM
HOPMAaTUBHBIX JOKYMEHTOB;

3) npuHATHE N0 pe3yJbTaTaM IPOBEIECHHBIX MCIBITAHUI PELIEHMS O JajJbHEHIIEM Ipa)IaHCKOM
000pOoTEe COOTBETCTBYIOLIETO JIEKAPCTBEHHOT'O CPEJICTBA;

4) mpuHATHE YHNOJHOMOYCHHBIM (eiepallbHBIM OpPraHOM HCIOJTHUTEIBHOM BJIACTU PEIICHUS O
MepeBO/IE JIEKAPCTBEHHOTO CPE/ICTBA HA MOCEPUMHBINA BHIOOPOUHBII KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX
CPEICTB B Cllydae IIOBTOPHOTO BBISBJICHHS HECOOTBETCTBHS KauyecTBa JICKAPCTBEHHOTO CpENICTBA
YCTaHOBJICHHBIM TpeOoBaHUSM © (MpU HEOOXOJMMOCTH) O TPOBEpKEe CyObeKTa OOpalieHus
JICKaPCTBCHHBIX CPENCTB. Pacxompl, CBSI3aHHBIC C MPOBEACHUEM IOCEPUHHOTO0 BBHIOOPOYHOTO KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEACTB, OIIAYMBAIOTCS MPOM3BOAMUTENEM JIEKAPCTBEHHOIO CPEICTBA JIMOO
Jep KaTesIeM WK BIIJEIbIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIGKAPCTBEHHOTO MIperapara.

(uactb 7 BBeneHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NMPEMNAPATOB AJ14 BETEPUHAPHOIO NPUMEHEHUA

CraTtbsa 10. Pa3spaboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JIEKapCTBEHHBIX CPEACTB BKIIOYAET B CE0S MOUCK HOBBIX (hapMaKOJIOTUYECKU
AKTUBHBIX BCHICCTB, IMOCICAYIOMICC H3IYUCHHEC HUX JICKAPCTBCHHBIX CBOﬁCTB, JOKJIMHNYCCKUEC
UCCIIEIOBaHMs, Pa3pabOTKy TEXHOJIOTMH MpOU3BOACTBA (hapMaleBTUUECKUX CyOCTaHIUM, pa3paboTKy
COCTABOB M TEXHOJIOTUI IIPOU3BOACTBA JICKAPCTBEHHBIX ITPENAPaTOB.

2. @uHaHCcOBOE oOecnieueHne pa3padOTKHU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 3a CUeT:

1) cpencTs penepanbHOro OrOIKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEeICTB MIPOU3BOIUTEIIECH JIEKapCTBEHHBIX CpEICTB npu BBITIOJTHCHUH
HAy4YHO-MCCIIEI0BATENbCKUX PA0OT MO JOTOBOPY MEXAY pa3pabOTUMKOM JIEKapCTBEHHBIX CPENICTB U
MIPOU3BOIUTEIIEM JIEKAPCTBEHHBIX CPEJICTB;

4) HHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit Gbenepam/m MCTOYHHKOB.

3. IIpaBa pa3zpaboTurKa J€KapCTBEHHOI'O CPEJICTBA OXPAHSIIOTCS IPaskJaHCKUM 3aKOHOAATEIbCTBOM.

Ctatba 11. [oOKnNuHMYECKOE wucCcneaoBaHUe JIeKapCTBEHHOro cpeacTea AN
MeAULMHCKOro npumMmeHeHus
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

1. JIOKJIMHUYECKOE HCCICIOBAHUE JICKAPCTBEHHOIO CPEACTBA IS MEAMIIMHCKOTO TPUMEHECHHUS
MPOBOAMUTCS MyTeM IPUMEHEHHsS HAaydHBIX METOJOB OICHOK B IENAX IOJYYCHHs JI0Ka3aTeIbCTB
Oe3omacHoCTH, KauecTBa 1 3(H(PEKTHBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

2. JloxinMHU4YECKOe HCCIEeOBaHME JIEKAPCTBEHHOI'O CPEICTBA Uil MEIUIMHCKOIO ITPUMEHEHMS
MPOBOJUTCS B COOTBETCTBUHM C TPAaBWJIAMH HaJUIXKalIeH 1a00opaTOpHOM MPAKTUKH, YTBEPKIECHHBIMHU
YIOJIHOMOYEHHBIM (heiepaIbHbIM OPTaHOM UCIIOJIHUTENIBHON BIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Jlns opraHu3anyy ¥ NPOBEACHUS TOKIMHUYIECKOTO NCCIIeIOBAHUS JICKAPCTBEHHOTO CPE/ICTBA IS
MCAUIIMHCKOI'O MMPUMCHCHU A pa3pa6OT‘-II/IKI/I JICKApCTBCHHBIX CpCACTB MOTYT IIPpHUBJICKATh
HAaY4HO-MCCIIEJIOBATEIbCKHE OPraHU3alliy, OOpa3oBaTeNbHBIC OpPraHU3alMU BBICIIETO 00pa30oBaHUS,
UMEIoIIe HEOOXOJUMYI0 MaTepHUaTbHO-TEXHHUYECKYI0 0a3y M KBaJU(UIMPOBAHHBIX CIICHUAIUCTOB B
COOTBETCTBYIOIIEH 00JIACTH HCCIICTOBAHUSI.

(B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. JIOKIMHUYECKOE HCCIIE0BAaHUE JIEKAPCTBEHHOI'O CPEACTBA Ul MEIUIMHCKOIO IMPUMEHEHMS
MPOBOJUTCS TI0 YTBEPKACHHOMY pPa3pabOTUYNKOM JICKAPCTBEHHOTO CpPEICTBAa IUIAaHY C BEIACHHUEM
IIPOTOKOJIa 3TOI'0 HCCIIEAOBAHUS M COCTABJICHHEM OTY€Ta, B KOTOPOM COJAEP)KATCs Pe3ysbTaTbl 3TOr0
UCCIIENIOBAaHUSI M 3aKIIOYEHHE O BO3MOXHOCTH IIPOBEJCHHUSA  KIMHMYECKOIO  MCCIIEJOBAaHUS
JIEKapCTBEHHOT'0 Mpenapara JJisi MEIULMHCKOTO IPUMEHEHUS.

5. I[IpoBenenue npoBepok cOONIOACHUS MPAaBUII HaJIexalel 1a00paToOpHOM MPAaKTUKK U IIPABOBBIX
HOPM HCIIOJIb30BaHMs >KMBOTHBIX HpPU MPOBEIEHUM JOKIMHMYECKHX HCCIEOBAHUN JIEKapCTBEHHBIX
CpCACTB AJid MCOUIMUHCKOrO IMPHUMCHCHUS OCYHICCTBIACTCA YIIOJHOMOYCHHBIM q)eI[epaJII)HBIM OopraHom
MCIIOJHUTEJIbHOM BIacTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pe3ynpraThl AOKIMHUYECKOTO HCCIEJOBAHMS JIEKAPCTBEHHOI'O CPEACTBA I MEAMIIMHCKOIO
MIPUMEHEHUSI MOTYT OBbITh MpPEACTaBICHbl B YIOJHOMOYEHHBIN (enepanbHblii opraH MCHOJHUTEIbHOU
BJIACTU B YCTAHOBJICHHOM IOPSIKE B LEJAX ITOCYIapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOT'O IIpenapara.

Cratba 12. [loknuMHMYECKOe WUccrnefoBaHMe JeKapCTBEHHOro cpeacTtea W
KIIMHMYEeCKOe uccrefoBaHMe JEeKapCTBEHHOro npenapara Ansi  BeTepUHapHoOro
NPUMEHeHuUA

1. Z[OKJ'II/IHI/I‘-ICCKOC HCCJICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA IJId BCTCPHUHAPHOI'O NPUMCHCHUA
MMPOBOAWUTCA MyTEM HNPUMCHCHHA HAYUYHBIX MCTOAOB OICHOK B MNOCIAX IMOJIYYCHHA OOKA3aTCIbLCTB
6630HaCHOCTI/I, KadueCTBa U 3(1)(1)CKTI/IBHOCTI/I JICKAPCTBCHHOT'O CPEACTBA, B TOM YUCIIC OIIPCACIICHUA CPOKa
€ro BbIBCACHUA U3 OpPraHM3Ma >XMBOTHOT'O, B LEIIAX obOecnieyeHnss 0E30IaCHOCTH MIpOAYKIIMHU KUBOTHOT'O
MPOUCXOKACHUA MTOCJIC NTPUMEHCHUA COOTBCTCTBYIOIICTO JICKAPCTBCHHOI'O IIpCIiapara.

2. JIoKJIMHHUYECKOE HCCIE0BaHUE JIEKApCTBEHHOTO CpPEACTBA M KJIMHHYECKOE MCCIe0BaHUe
JIEKapCTBEHHOTO TMpemnapara Uil BETEPUHAPHOTO MPUMEHEHHs, HCCIeAOBaHWE OMOIKBUBAICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOTO Tpemnapara MPOBOISTCS B COOTBETCTBUHU C MPAaBUIIAMH, yYTBEP>KICHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCIIOTHUTEIHHON BIACTH.

3. HOKHHHH‘—I@CKO@ HUCCIICAOBAHUEC JICKAPCTBECHHOI'O0 CpEACTBA W KIMHHYCCKOEC HCCICAOBAHHC

www.consultant.ru Crpannna 21 uz 127
HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=203348&date=18.07.2019&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100105&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=284470&date=18.07.2019&dst=101842&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=203348&date=18.07.2019&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100106&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=299806&date=18.07.2019&dst=100011&fld=134

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pexn. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

JIEKAPCTBEHHOI'0 Ipernapara Uil BETEPUHAPHOIO IPUMEHEHMS IIPOBOLATCSA 10 YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHEM IPOTOKOJIOB 3TUX HCCIEI0BaHUM U
COCTABJICHMEM OTYETOB, B KOTOPBIX COAEPKATCS PE3yIbTaThl 3TUX UCCIIEIOBAHUMN.

4. Jlns opraHu3aluy M TPOBEACHHS JTOKIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO CPEACTBA M
KIIMHUYECKOT'O UCCIIeI0OBaHUS JIEKAPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS pa3padoTIuK
JIEKapCTBEHHOTO  CPEJICTBA  MOJXKET  IPHBIEKAaTh  OpPraHU3alu{, HMEIOIIUEe  HEO0OXOIUMYIO
MaTepHaIbHO-TEXHUYECKYI0 0a3y M KBaJM(UIIMPOBAHHBIX CHEIMAIMCTOB B COOTBETCTBYIOIIEH 001acTH
UCCIICJOBAHHUS.

5. KimHuyeckue uCCleNOBaHMs JIEKAPCTBEHHBIX IPENapaTroB [UIsl BETEPUHAPHOTO IPUMEHEHMS
IIPOBOJATCSL B BETEPUHAPHBIX OpraHU3alMsIX M B OpraHU3alMsAX, OCYLIECTBISIOIIMX pa3BelICHHE,
BBIPALIIMBAHUE U CO/IEPI)KAHUE KUBOTHBIX, B LIEIISIX:

1) YCTAHOBJICHUS ICPECHOCUMOCTH JICKAPCTBCHHBIX IIPCIIAPAaTOB 3JOPOBBIMHU KUBOTHBIMHU,

2) monbopa ONTUMAIBHBIX JO3MPOBOK JICKAPCTBEHHBIX IIPENapaToB W Kypca JICUYEHUS Ha
KOHKPETHOM IpyIIIe )KUBOTHBIX C ONPE/IEICHHBIM 3a00JI€BaHUEM;

3) ycTaHoBiIEeHHUs O€30MACHOCTH U A(P(PEKTUBHOCTH JIEKAPCTBEHHOTO IpenapaTa, MpeJHa3HaueHHOTO
IUIs JIEYEHUS ONpEeCTICHHbIX 3a00JIeBaHUM KUBOTHBIX, MM 3((HEKTUBHOCTH JEKApCTBEHHOIO IIpenapara
TS PO HIIAKTUKY 3200JI€BaHUH 3I0pPOBBIX KHUBOTHBIX;

4) u3ydeHHs] BO3MOXHOCTEH pacIIMpeHUs MOKa3aHUM K MPUMEHEHUIO 3aperucTPUPOBAHHOTO
JIEKApCTBEHHOTO MperapaTa 1 BhISIBJICHUS paHEe HEM3BECTHBIX TOOOYHBIX ICUCTBHUH.

6. Kimmanueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCIliapaTa IJId BCTCPHHAPHOI'O IMPHUMCHCHUA
OCYHICCTBIIACTCA 3a CHET CPEACTB pa3pa60TqHKa JICKApCTBECHHOT'O CPEACTBA.

7. Ordersl O pe3yiapTaTax IOKIMHMYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIMHUYECKOTO  HUCCJIEIOBAHMS  JIEKAPCTBEHHOI'O Ipernapara JUuisli BETEPUHAPHOIO  IIPUMEHEHUs
COCTABIIAIIOTCS  Pa3pabOTUYMKOM JIEKAPCTBEHHOIO CPEJCTBA C YYETOM 3aKIIOUEHUM OopraHu3auui,
IIPUHUMABIINX y4aCTHUE B OPraHMU3alMi U MPOBEICHNUN dTUX MCCIICJOBAaHUMN.

8. KOHTpOHB 3a TMPOBCACHUCM HTOKIIMHUYCCKUX I/ICCJ'IC,ZLOBaHI/Iﬁ JICKApCTBCHHBLIX CPCACTB U
KIIMHUYCCKUX I/ICCJ'IGI[OBEIHI/Iﬁ JICKApCTBCHHBIX  IpCrapaTroB A  BCTCPUHAPHOIO  IMPHUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM q)eﬂepaJ'ILHLIM OpraHomMm HCIIOJIHUTENLHOM BIACTH.

Maea 6. OCYLWECTBJIEHUE FOCYJAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX NMPENAPATOB

Crtatbs 13. FlocypapcTBeHHas perMcTpauusi nekapcTBeHHbIX NpenapaToB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Poccuiickoii @enepanuu JOMYCKalOTCS MTPOU3BOJCTBO, U3TOTOBIICHUE, XpPAaHEHHE, IIEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuto, BeiB0o3 u3 Poccuiickon ®enepanuu, pekinama, OTIYCK, peaau3alus,
neperaya, MPUMEHEHUE, YHUUYTOXKEHHE JIEKapCTBEHHBIX IIPENapaToB, €CIM OHHM 3apErHCTPUPOBaHBI
COOTBCTCTBYIOIIIUM YIIOJJTHOMOYCHHBIM q)ejlepaHI)HBIM OpraHom MCHOJHUTEIbHON BIACTH.
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JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

(uactb 1 B pen. denepanproro 3akoHa ot 13.07.2015 N 241-D3)
2. 'ocyaapCTBEHHOM perucTpaiuu noaJjiexKar:

1) Bce nekapcTBEHHBIE Ipemaparbl, BIEpPBbIE MOJUICXKAIINe BBOAY B oOpamieHue B Poccuiickoit
denepanuu;

2) JneKapCTBEHHbIC IIpenaparhl, 3apEerUCTPUPOBAHHBIE DPAHEE, HO IPOU3BEAEHHBIE B JPYIHX
JIEKapCTBEHHbIX (OpMax B COOTBETCTBUHU C IEPEYHEM HAMMEHOBAaHUI JIEKapCTBEHHBIX (OpPM, B HOBOU
J03UPOBKE IMPU JOKA3aTEIbCTBE €€ KIMHUYECKON 3HAUUMMOCTH U 3P PEKTHBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocynapcTBeHHasi perucrpaius JeKapCTBEHHbIX IPENapaToB OCYIIECTBISETCS M0 pe3ysibTaTaM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TOCYAAapCTBEHHas perucrpanus oppaHHbIX JIEKAPCTBEHHBIX
[IPEernapaToB OCYLIECTBIISIETCA IO pe3ysibTaTaM JKCIEPTU3bl JOKYMEHTOB, IIPEICTaBICHHbIX IS
OIpeJIeJIeHUs] BO3MOKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN Mpenapar A MEAMLHUHCKOTO NPUMEHEHUs
IpU  OCYIIECTBICHHWH TOCYHApCTBEHHOM pErucTpalid B KadecTBe Op(aHHOTO JIEKApCTBEHHOTO
npernapara, v o pe3yJibTaTaM SKCIEepTH3bl JIEeKapCTBEHHBIX CPECTB.

4. TocymapcTBEeHHAs! peTUCTPAIlUs JICKAPCTBEHHOTO Tperapara OCYIIECTBIISICTCS COOTBETCTBYIOIIHM
YIIOJIHOMOYEHHBIM (peliepaIbHbIM OPraHOM HCIIOJIHUTEIIBHOW BJIACTH B CPOK, HE NPEBBIMIAIOIIAN CTa
MIECTUIICCATH paboumMx JHEH CO ITHS MPUHATHS COOTBETCTBYIOIIETO 3asBIICHUS O TOCYAApCTBEHHOM
perucTpanyy JCKapCTBEHHOTO TpenapaTta. B yka3aHHBIA CpPOK BKIIIOYAETCS BpeMs, HEOOXOIUMOE st
MTOBTOPHOTO TPOBEJICHUSI JKCIEPTU3Bl JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHHM CO cCTarThed 25
Hactosero denepanpHoro 3akoHa. Cpok rocyIapCTBEHHOW PETUCTpPAllMU JIEKAPCTBEHHOIO Ipernapara
HCYHCIISICTCS CO [JHS TPHHSTHS COOTBETCTBYIOIIMM YITOJIHOMOYEHHBIM (peepaibHbIM  OpPraHOM
WCIIOIHUTENBHOM  BJIAaCTH  COOTBETCTBYIONIETO  3asBICHHUS O TOCYHApCTBEHHOH  perucrparuu
JICKapCTBCHHOTO TIperapara ¢ MPWIOKCHHEM HEOOXOIUMBIX JOKYMEHTOB 110 JIeHb BBIJAYH
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpemnapaTa. BpeMs, HeoOxoauMoe 1Sl HampaBiIeHUs
VIIOJTHOMOYCHHBIM  (he/iepalbHBIM OPraHOM WCIIOJTHHUTEIBHOW BJIACTH 3alpoca O MPEICTaBICHHUH
HEO0OXOIMMBIX MAaTEepPHANIOB U MPECTABICHHUS 3asBUTEIEM OTBETa Ha JAHHBIN 3alpOC B COOTBETCTBHH CO
cratbsimu 16, 19 m 23 nHacrosmero denepanbHOro 3aKOHA, HE YYUTBIBACTCS NMPU HCUYHUCICHUU CPOKa
roCy/IapCTBEHHON PETUCTPAIlMH JIEKAPCTBEHHOTO Mpernapara.

5. T'ocynapCTBEHHOW pEerucTpalmy HE MOAJIeKAT:

1) nexapcTBEHHBIE Npenaparhl, W3TOTOBJICHHBIE AaNTEYHBIMU OpPraHU3allMsSIMU, BETEPUHAPHBIMU
anTeYHBIMU OPTraHU3ALMAMU, UHIUBUAYAJTbHBIMHU MPEIPUHUMATEIAMHU, KOTOPbIE UMEIOT JULECH3UI0 HA
(bapmalleBTUUECKYIO JAESITeNBbHOCTh, O pelenTaM Ha JIeKapCTBEHHBbIC MpernapaTbl U TPeOOBaHUAM
MEIHUIMHCKUX OpraHU3allnii, BETEPUHAPHBIX OpraHu3alni;

2) nexapCTBEHHBIE MPEnapaThl, MPHOOpeTeHHbIe (U3NUECKUMU JIMIIaMU 3a Tpeaenamu Poccuiickoi
®denepanyu U MpeHa3HaYeHHbIE IS JMYHOTO UCIIOJIb30BAHMUS;

3) JICKApCTBCHHBIC NTPCIIapaThl, BBO3UMbBIC B Poccnﬁcxyro d)e;[epaumo JJIL OKa3aHUusA MC,Z[HLIHHCKOﬁ
IIOMOIIHA I10 XU3HCHHBIM IMOKAa3aHHUAM KOHKPETHOI'O IMalME€HTAa Ha OCHOBAHWM pa3pCUICHUS, BBIJJAHHOTO
YIIOJIHOMOYCHHBIM (I)C,[[epaJIBHBIM OopraHom HUCIIOJIHUTEIbHON BJIaCTH,
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4) nexkapcTBEHHBbIE CpelCTBa, BBO3UMblEe B Poccuiickyto denepannio Ha OCHOBAaHUU BBIJAHHOIO
YIIOJIHOMOYEHHBIM (peIepaIbHbIM OPraHOM HCIIOJIHUTEJIBHOM BJIACTH PA3pelleHUs U MpelHa3HaueHHbIe
JUId TPOBEACHUS KIMHUYECKUX MCCIEI0BaHUN JIEKApCTBEHHBIX IIpenapaToB W (WIM) HPOBEACHUS
JKCIIEPTU3bl  JICKAPCTBEHHBIX CPEACTB  JUIsl  OCYILECTBICHMsSI TOCYAApCTBEHHOM  perucrpanuu
JIEKAPCTBEHHBIX IIPENApaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) pamuodapManeBTUYECKUE JICKAPCTBEHHBIC Mpenaparhl, M3TOTOBICHHBIC HEMOCPEIACTBCHHO B
MEAUIMHCKUX OpPraHu3alUsaX B IMOPSAIKE, YCTAaHOBIEHHOM YIOJHOMOYEHHBIM (elepalibHbIM OpPraHoOM
HCIOJIHUTEIBHOM BIIACTH;

7) nekapCTBEHHBIE MTpernapaThl, IPOU3BOJUMBIE IJISl HIKCIIOPTA.
6. He nomyckaercs rocyiapcTBeHHasi perucTparusi:

1) JICKAPCTBCHHBIX IIPCHapaTroB, OTIHUYAOMIUXCA ApYyr OT JApyra Ka4Y€CTBECHHBIM COCTABOM
HGIZCTB}HOHIHX BCIICCTB, IO OAMHAKOBBIM TOPIrOBbIM HAMMCHOBAHUECM,

2) OHOTO JICKAPCTBEHHOI'O Tpernapara, MPeICTaBICHHOIO Ha TOCYJAAPCTBEHHYIO PETHCTPAIMIO B
OTHOIICHWH OJHOTO W TOTO K€ Jep)KaTels WM BIAJCIbIIAa PETUCTPAIMOHHOTO YIOCTOBEPECHUS
JICKQpCTBEHHOTO TMpernapara B BUAE ABYX M 00Jiee JIGKAPCTBEHHBIX IPENapaToB IOJ pa3IMYHBIMHU
TOPrOBBIMH HAMMEHOBAHHUSIMH.

(m. 2 B pea. @exnepanbuoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 371eKTpoHHOW (opMe WIM HA OyMa)KHOM HOCHUTENC) CyOBbeKTa oOparmieHus
JIEKapCTBEHHBIX  CPEICTB  COOTBETCTBYIOIIMM  YIIOJTHOMOYEHHBIM  (hefepalbHbIM  OpPraHOM
WCTIOTHUTEIPHOW  BJIACTH, OCYIICCTBIISIIOIIMM TOCYIAPCTBEHHYIO PETUCTPAIUIO  JICKAPCTBEHHBIX
MpenaparoB, B YCTAHOBICHHOM UM MOPSAKE OCYIIECTBIAECTCS HAYYHOE KOHCYJIbTUPOBAHHUE IO BOIIPOCAM,
CBA3aHHBIM C  TIPOBEJICHUEM  JOKJIMHUYECKUX  HUCCJICNIOBAHMM, KIMHHUYECKUX  HCCIEIO0BAHUM
JIEKapCTBEHHBIX IMPEMapaToB, SKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB, A(P(HEKTHUBHOCTH H
0€30MacCHOCTH, C OCYIIECTBICHUEM TOCYIapCTBEHHOM PEruCTpallid JICKAPCTBEHHBIX MPEnapaToB.
KoHcynpTupoBaHue OCYyIIECTBISETCS C MpUBIEUYEHHUEM (heaepaabHbIX TOCYJapCTBEHHBIX OIOKETHBIX
YUpPEKIECHUN, TOJABEAOMCTBEHHBIX NTaHHOMY (enepaqbHOMYy OpraHy HCIOJHUTEIHHOM BJIACTH U HE
YYacTBYIOIIMX B OpPraHU3alldd TMPOBEIEHUS SKCIEPTU3bl KAaueCTBa JICKAPCTBEHHBIX CPEIACTB B ILENAX
OCYILIECTBJIEHUS WX TOCYAApPCTBEHHOW PETHCTPAIMM B COOTBETCTBHMM CO CTarhbedl 16 HacTosmero
@denepallbHOTO 3aKOHA, B BUJE OTBETA B MUCHMEHHOUW (OopME YMOIHOMOUYEHHOTO (peiepalbHOTO OpraHa
WCIOJIHUTENIBHOM BIAacTH Ha 3amnpoc. Pa3sMep B3uMaeMod ¢ 3asBUTENS IUJIaThl ONpEAENseTcs B
COOTBETCTBHHM C 3aKOHOJAaTelnbcTBOM Poccuiickoii @enepamuu 00 oOpraHuzaiiii MperaoCTaBICHUs
TOCYJapCTBEHHBIX M MYHUIMNAIBHBIX  yciyr. HWMHdopmamuss 00 OCYIIECTBICHHMH HAyYHOTO
KOHCYJTbTUPOBAHUS, B TOM YHCIIE CTaThbU, 0030pbI, CIPaBOYHbIE MaTepuanbl U HHas MHPopmanus od
OCYIIECTBJICHUN HAYIHOTO KOHCYJIbTUPOBAHUS, pPa3MeNIaeTcsl Ha OPUIIUATLHOM CalTe YIIOJTHOMOYEHHOTO
denepanbHOrO0 OpraHa HCIOTHUTEIbHOW BiIacTH B cetd "MHTepHeT" ¢ cOOMIOJEHHEM OTrpaHUYCHHUI,
YCTAaHOBJICHHBIX ~ 3aKOHOJATEIIbCTBOM O  TEPCOHAIBHBIX  JIAHHBIX, KOMMEpYECKOW © (W)
roCyZapCTBEHHOM TalHe.

8. T'ocymapcTBeHHass perucTpanus JEKapCTBEHHBIX MPEnapaToB, KOTOpPHIE MpeTHA3HAYCHBI IS
MPUMEHEHHUS] B YCIOBUSX BOCHHBIX JCHCTBUI, YPE3BBIYAWHBIX CUTyallud, MPOQUIAKTHUKHA U JICUCHUS
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

3a00JIeBaHUN U MOPAKEHUH, MOJYYCHHBIX B PE3yJIbTaTe BO3JCHUCTBUS HEOIATOMPHUITHBIX XUMHUYCCKHX,
OMOJIOTMYECKHUX, DPaTUAlMOHHBIX (PakTOpoB, U pa3zpaboTaHbl MO 3aJaHuI0 (elepalbHbIX OPraHoOB
MCIIOJIHUTEIILHOM BIIACTH, YIIOJITHOMOUYEHHBIX B 00JIACTH OOOPOHBI CTPAaHBI U 0E30MAaCHOCTH TOCYIapCTBA,
OCYILIECTBIISICTCS B MOPsiAKe, ycTaHoBIeHHOM [IpaBuTensctBom Poccuiickoi denepanum.

CraTtba 14. NMpuHUMNbI 3KCNEepPTU3bI NIeKAPCTBEHHbIX CPeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCHepTI/I33. JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCS Ha NPUHIMUIIAX 3aKOHHOCTH, CO6HIOII€HI/ISI
npaB H CB060,Z[ YCJIOBCKAa M TIpaXKJaHWHA, IIpaB HOPHUAUYCCKOI0 JMIa, HE3aBUCHUMOCTHU JKCIICPTa,
O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTLL HCCHGHOBaHHﬁ, MMPOBOAWMEBIX C HCIIOJIb30BAHUCM
COBPCMEHHBIX ,Z[OCTI/I}KeHI/Iﬁ HAaYKH WM TEXHUKH, OTBCTCTBCHHOCTHU (bez[epanLHoro rocyaapCTBEHHOI'O
6IOZ[)KCTHOI‘O YUpCKACHUA II0 MPOBCACHUIO OSKCIICPTU3BI JICKAPCTBCHHBLIX CPCACTB M ISKCICPTOB 3a
MMPOBCACHUEC U KAYCCTBO SKCIICPTUI3LI.

2. DKcrnepTu3a JeKapCTBEHHbIX MTPenapaToB sl MEIULIMHCKOIO IPUMEHEHHUS BKIIFOYAET B ce0sl:

1) IKCIICPTU3Y HOKYMCHTOB, MPCACTABJICHHLIX JId OIIPCACIICHHUA BO3MOXHOCTHU pacCMATPpHUBATb
JIeKapCTBCHHI)If/'I npemnapar [misd MCAUIHWHCKOrO HNPUMCHCHHA IPU OCYLICCTBIICHHUU FOCy[[apCTBeHHOﬁ
perucTpanuu B Ka4CCTBC Op(i)aHHOl"O JICKaApCTBCHHOI'O IIpCIiaparTa;

2) SKCIEPTU3Y NPETIOKEHHBIX METOI0OB KOHTPOJISI KayecTBa JICKApPCTBEHHOTO CPEJICTBA M Ka4eCcTBa
IIPEJCTAaBICHHBIX O0OpPa3LOB JIEKAPCTBEHHOI'O CPEACTBAa C MCIOJb30BAaHMEM JTHX METOJOB (Jajnee -
IKCIIEPTU3a KAaueCTBA JICKAPCTBEHHOT'O CPEJICTBA);

3) OKCIICPTHU3Y OTHOILICHUSA 0XXKHJIAeMOM TOJB3bI K BO3MOXHOMY PHCKY JIIPUMCHCHU
JICKApCTBCHHOT'O IIpCriapara.

3. 3KCHCpTI/I3a JICKApPCTBCHHBIX IPCHIapaToB I BCTCPHUHAPHOI'O NMPHUMCHCHUS BKIHOYACT B cels
OKCIICPTU3Y KaA4dCCTBA JICKAPCTBCHHOI'O CpCACTBA M OKCICPTHU3Y OTHOLICHUS O)I(HI[aeMOfI IIOJIB3bI K
BO3MOXHOMY PUCKY ITPUMCHCHUS JICKAPCTBCHHOT'O IIpECIiapara.

Cratba 15. ®depepanbHoe rocygapCTBEHHOe OHAXKeTHOe yuypexaeHue no
npoBeAEeHNIO IKCNEePTU3bI JIeKapCTBEHHbIX CPEACTB

DKcrepTu3a JIEKapCTBEHHBIX CPEACTB IMPOBOAUTCS (peepallbHbIM IOCYAAPCTBEHHBIM OFO/XKETHBIM
YUPEXIEHUEM COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (efepabHOr0 OpraHa MCIOJHUTENbHON BIAacTH,
CO3/IaHHBIM JJi1 00ecnedyeHUs MCIIOIHEHUs IOJIHOMOYUN 3TOro (eaepaibHOro OpraHa IO Bblaue
paspelleHnii Ha NpOBeIeHUE KIMHUYECKUX HCCIEeIOBaHMN JICKapCTBEHHBIX IpernaparoB U (MJIH) IO
rOCyJapCTBEHHOMN pErucTpalyy JeKapCTBEHHbBIX IPENapaToB (anee - SKCIEPTHOE YUPEKICHUE).

CrtaTtbs 16. Oprauusauml npoeneHunsa 3KCnepTu3bl NNeKapCTBeHHbLIX CpeacTB
(B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

1. SKCHCpTI/ISa JICKApCTBCHHBIX CPCACTB IMPOBOAUTCH KOMHCCHEH 9KCHICPTOB IKCICPTHOI'O
YUPCIKACHUA, Ha3HA4YCHHON ero PYKOBOJUTECIIEM, HAa OCHOBAHHU 3aJaHHA Ha IPOBCACHUC SKCIICPTUILI
JICKApCTBCHHOT'O CpCACTBA, BBIJAHHOI'O YIIOJHOMOYCHHBIM (bez(epaanLIM OopraHomM HUCIIOJIHUTEIbHOMN
BJIaCTH. PYKOBOJII/ITGJ'H) SKCIICPTHOI'0 YUYPCKIACHUSA o0OecreunBaeT HaaJaCxKamee nmpoBEACHHUE 3KCIICPTHU3EI
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JICKApCTBEHHBIX CPEJCTB B COOTBETCTBUU C 33/JaHUEM, BBIIAHHBIM YIIOJHOMOYEHHBIM (eepaabHbIM
OpPraHOM HCIIOJIHUTENIBHOM BJIACTH, U OPraHU3yeT MOArOTOBKY CBOJHOIO 3aKIIOYECHMs 3TOM KoMmuccuu. B
COCTaB 3TOM KOMHUCCHHM IO PEIICHUIO PYKOBOJAUTEINS SKCIEPTHOTO YUPEKAEHUS MOTYT ObITh BKJIIOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTaroIue B JAHHOM SKCIEPTHOM YUPEKACHUH, €CJIU UX CIelHaIbHbIe
3HAHUS HEOOXOJMMBI JUIsl TPOBEICHUS SKCIEPTU3bl W TaKUe SKCIEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUPEKICHHUH.

2. DKCHepTOM IO IMPOBEIEHHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBISETCS aTTECTOBAHHBIN
paOOTHUK SKCIEPTHOIO YUPEXKICHHs, KOTOPBIH HMEeT BbICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OMO0JIOTHYECKOE, BETEpUHAPHOE WIIM XUMHUYECKOe 00pa30BaHUE U MPOBOAMT HKCIEPTH3Y JIEKAPCTBEHHBIX
CPEACTB B MOPSIIKE UCTIOIHEHUS CBOMX JOJPKHOCTHBIX 00s3aHHOCTEH (Jaiee - SKCIepT).

3. Ilpu mpoBeneHHM SKCIEPTU3bl JEKAPCTBEHHBIX CPEACTB AKCIEPT HE MOXKET HaXOJIUThCA B
KaKoi-1100 3aBHCHUMOCTH OT JIMIA, HA3HAYMBIIETO 3Ty JKCIEPTHU3Y, pa3paboTuMKa JIEKapCTBEHHOTO
CPEACTBA WX IPYTHX 3aUHTEPECOBAHHBIX B PE3YJIbTATAX SKCIEPTU3HI JIULI.

4. Tlpym mpoBeNeHHM SKCHEPTH3bl JIEKAPCTBEHHBIX CPEIACTB HE JOIYCKAaeTcs UCTpeOOoBaTh Yy
3asiBUTEIISL JTHOO WMHBIX JIML MaTepualibl, H€06XOIII/IMI)I€ IJIs1 IPOBCACHUSA OKCIICPTHU3BI. B cjIydac
HEJIOCTATOYHOCTH MPEACTABICHHBIX O3KCIEPTYy MaTepualioB Ui Ja4yd 3aKJIIOUEHHS SKCIEPT CTaBUT
BOIIPOC O IIPEACTABICHUU €My HEOOXOIUMBIX MAaTepHaJOB TIepes] PYKOBOAUTEIEM 3KCIEPTHOIO
YUIpEXICHUS, KOTOPbI 00paIiaeTcss ¢ COOTBETCTBYIOIINM 3alPOCOM B YIIOJHOMOYCHHBIN (heepanbHbIN
opran HCITOTHUTEIbHON BJIaCTH, BI)II[aBI_HI/Iﬁ 3alaHUC Ha IMPOBCACHHUEC ISKCICPTU3BI JICKAPCTBECHHOI'O
cpencTBa. YKazaHHbBIN (bepepanbHbId OpraH UCIIOJHUTEIFHON BIACTH B TEYCHHUE IATH PaboOYMX AHEH co
THS TIOCTYIUIEHHSI 3aIpoca PYKOBOAUTENS HKCIIEPTHOTO YUPEXKICHHS HANPABIAET 3aSBUTENIO 3aIpoC O
NPEICTaBICHUN HEOOXOANMBIX MaTepHaioB. JlaHHBIN 3ampoc MOXKET OBITh MepeiaH YIOJIHOMOYCHHOMY
MPpEACTABUTCIIIO 3aABUTCIIA JIMYHO ITOA PACIIMCKY, HAIIPABJICH 110 IMMOYTC 3aKa3HBIM ITMCbMOM HJIM IICPEAaH
B JJIGKTPOHHOH (OpME MO TEJIEKOMMYHUKAIIMOHHBIM KaHalaM CBS3U. B cilydae HampaBieHUs JaHHOTO
3arpoca 1mo modre 3aKa3HbIM IMMCbMOM OH CUHUTACTCA IMOJYUCHHBIM IO UCTCUYCHHU HICCTU JlHeﬁ C JaThbl
HampaBJIeHUs 3aKa3HOTO MUChMA.

(uactsb 4 B pen. enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTenb 00s3aH MPEACTaBUTh OTBET HA 3alpoC YIMOJIHOMOYEHHOro (henepanbHOro opraHa
WCIIOJIHUTEJIBHOM BJIAacTU B CPOK, HE NMPEBBIMIAIOIIUIN AEBIHOCTAa pa0OUMX AHEH CO JAHS €ro MOJy4YeHHs.
YTOIHOMOYEHHBIH (enepaibHbIil OpraH MCHOJHUTENBHOM BIIACTH, BBIAABIINK 3aJaHuE HA MPOBEAECHUE
AKCIIEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUYEHHE MSATH pabouyux JHEH co AHS MOCTYIJIEHUS OT
3asBUTENI OTBETA Ha JAHHBIM 3allpoC HAIPABISET TAKOW OTBET B JKCIIEPTHOE yupekaeHHe. B ciydae
HENpPEeJICTAaBICHNUs] 10 HMCTEYEHUU JIeBSHOCTa pabouux JHEHW 3asBUTENEM OTBETa Ha JaHHBIA 3ampoc
YIIOJIHOMOYEHHBIN (esiepaibHblil OpraH HCIOJHUTENbHON BJIACTH, BBIJABIIMM 3a/laHUE Ha MPOBEACHUE
AKCIIEPTU3Bl JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHUE MATH pabouuxX JHEW HampaBisieT B JIKCIEPTHOE
YUPEXKIEHUE YBEIOMIIEHHE O HENPEJCTABICHUU 3asBUTEJIEM OTBETa Ha 3allpoC YKa3aHHOIO OpraHa.
Bpemsi co nHS HampaBiieHUsl 3ampoca SKCIEPTHOIO YUYPEKICHHUS B YIOJIHOMOUYEHHBIH (enepanbHbIii
OpraH MCIOJHUTEIbHOW BJIACTU 10 JHS IMOJIYYEHHS SKCIEPTHBIM YUPEXKIECHUEM OTBETa Ha 3alpoc WIH
YBEJIOMJICHHS] O HENpEACTAaBIEHUN OTBETa Ha 3alIpoC HE YYUTHIBACTCS IMPU HCUYHUCIEHUU CpPOKa
IIPOBEJIEHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPENICTBA.

(uacTs 4.1 BBeneHa @enepasibHbIM 3ak0HOM OT 25.11.2013 N 317-03)

4.2. Ecau B cocTraBe perMCTpallMOHHOIO JOChE HA JIEKApPCTBEHHBIM IpernapaT Uisi MEAUIIMHCKOTO
IIPUMEHEHHUsI CONEPKUTCA MNpeaycMoTpeHHas cratbedl 18, wactero 1.1 crarem 30 wm crateeir 34
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Hactosmiero @denepalbHOTO 3aKOHA KOMMSI PEIICHUS YIIOJTHOMOYEHHOTO (eIepallbHOTO OpraHa
WCIIOJTHUTEJIBHOM BJIACTU O MPOBEJCHUU WHCIEKTHUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJNICTB,
JKCIEpPTy 10 OGOPMIICHHS PE3yIbTATOB ASKCIEPTH3BI JICKAPCTBEHHOTO CPENICTBA TMPEIOCTABISETCS B
MOpSAKE W Ha YCJIOBUAX, KOTOpbIE NpeaycMOTpeHbl udacTsmMu 4 u 4.3 HACTOALIEH CTaThbu, KOMHS
3aKJIIOYEHUST O COOTBETCTBUU MPOU3BOJIUTENSI JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM IPABUII
HaJJIeXxalled MPOU3BOJCTBEHHONW MPAKTUKU, BBIIAHHOTO YIOJIHOMOYEHHBIM (eepaqbHbIM OpraHoM
WCIIOJIHUTEJIbHOU BJIACTH.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asBuTens 00s3aH MPEICTABUTH B YIOJHOMOUYCHHBIN (elepaibHbIil OpraH HCIOJHUTEIbHOM
BJIACTU KOIHIO 3aKJIIOYEHHUS O COOTBETCTBUHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHUSIM
NpaBUJ HaJJIeKaIled MPOU3BOACTBEHHONH MPAKTUKA B CPOK, HE TMPEBBIIIAIOIIMN CTa BOCBMUAECATH
pabouux AHEH cO AHs MOJYYEHHUs 3ampoca O €€ MPeJOCTABICHUHU. YIOJIHOMOYEHHBIH (enepaabHbIi
OpraH HCIIOJIHUTEIBHON BIIACTH, BBIJABIIMK 33/JaHUE HA TPOBEIEHHE HSKCIEPTH3bI JIEKAPCTBEHHOTO
CpeAcTBa, B TEYEHUE NATH pabouyMx AHEH CO JHSA IMOCTYIJIEHHS OT 3asBUTENs KONUM 3aKIIOYEHUS O
COOTBETCTBHHM  TPOM3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpPeOOBaHMAM MpaBHJ  HaJUICKAIICH
IIPOM3BO/ICTBEHHO!N NPAaKTUKU, HANpaBISIET €€ B 3KCIIEPTHOE YUpexJeHue. B ciyuyae HenpencTaBiieHUs
3asBUTENIEM B YKa3aHHBIA CPOK KOIMHU 3aKIIOYEHUS O COOTBETCTBHH IPOU3BOIMTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMSAM MPaBWII HaJUIeXkKallell MPOM3BOACTBEHHON MPAKTUKU  YHOJHOMOYECHHBIH
benepanbHBIE OpraH WCIOJHUTEIFHOW BIACTH, BBIJABIIMN 3aJaHWE Ha TPOBEICHHE OSKCIEPTU3BI
JICKapCTBEHHOT'O CpEACTBA, B TEUEHHE MATH PabOuYMX JHEW HampaBisieT B SKCIEPTHOE YUpeKIeHHE
YBEIOMJICHHE O HEIPEJICTABICHUH 3asBUTEIEM KOMHH 3aKIIOYCHUS O COOTBETCTBUU IPOHU3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHUAM IMPaBUJ HaJJIeXalled MPOM3BOJICTBEHHON MpakTUKU. Bpems co
IHS HalpaBJIEHUs 3ampoca SKCIEPTHOTO YYPEXKICHHs B YIIOJIHOMOYEHHBIH (enepanbHbiii opraH
UCIOJHUTEJIBHOM BJIACTU [0 JHS HOJYYEHUS OHKCHEPTHBIM YUPEXKJEHUEM KONHHU 3aKIIOYEHUs O
COOTBETCTBHHM  TNPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpPeOOBaHMAM MpaBHJ  HaJUICKAIICH
MPOU3BOJICTBEHHON MPAaKTUKM WM YBEAOMIIEHHS O €€ HENpPEJCTAaBICHUM He Y4YHUTHIBAeTCs IpU
WCYHCIIEHUH CPOKA MPOBEICHUS IKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA.

(uactp 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. Dkcmepr Npu MPOBEIEHUU IOPYYEHHOH €My pPYKOBOAMUTEIEM OHKCIEPTHOIO YUPEXKJEHUs
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTM TIOJHOE WCCIEIOBaHUE TMPEACTABIEHHBIX €My OOBEKTOB, MaTepHalioB, JAaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE II0 T[OCTaBJICHHBIM Tepel HHUM BOIpOcaM HIIU
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOKHOCTH TMPOBEACHUS WM OKCIEPTU3bl JIEKAPCTBEHHOTO
CpEeICTBa, €CIIU MOCTaBICHHBIE BOMPOCHI BBIXOJIAT 3a MPeJIeibl ClIelUalbHBIX 3HAHUHN JKCIIepTa, OObEKTHI
WCCTIEIOBAHUI U MaTepHalIbl HEMPUTOJIHBI WJIM HEJIOCTATOYHBI JIJISi TIPOBENICHUS MCCIIEIOBAHUN U Jauu
3aKJIFOYEHHUs JTUOO COBPEMEHHBIM YpOBEHb Pa3BUTHS HAyKU HE TMO3BOJIIET OTBETUTH Ha IMOCTABIICHHBIC
BOIIPOCHI;

2) HC pasrjamiaTtb CBCACHHA, KOTOPLIC CTAJIM €MY U3BCCTHBI B CBA3U C NPOBCACHUCM 3KCICPTU3BI
JICKApCTBCHHOT'O CPCACTBA, 4 TAKKC CBCACHUSA, COCTABIAIOIINUEC I'OCYAAPCTBEHHYIO, KOMMCPUYCCKYIO HJIA
HHYI OXpPaHACMYIO 3aKOHOM TaI>'IHy;

3) obecreunTh COXPaHHOCTh MPEACTABICHHBIX OOBEKTOB UCCIIEOBAaHUIN U MaTEPHUAJIOB.

6. DKcnepT He BIIpaBe:
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1) IpoBOOUTH SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA MO OOpAIEHHIO HEMOCPEACTBEHHO K HEMY
OpraHu3aiuii uim GU3NIECKUX JINII;

2) caMOCTOSITENILHO COOMPATh MaTePUATBI IJIsl IPOBEIACHISI SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA;
3) IpOBOAUTH HKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAUE€CTBE HErOCYJapCTBEHHOT'O IKCIIEPTA.

7. B cinydae HEOOXOAMMOCTH OKCIEpPT BIIpaBE XOJATalCTBOBATb IEpell PYKOBOIUTEIEM
HKCHEPTHOIO YUPEXKJICHHSI O IPUBJICUCHNUH K IPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPENICTBA IPYTUX
9KCIIEPTOB.

8. Kaxnplii sKCnepT, BXOJAIIUN B COCTaB KOMHUCCHM JKCIIEPTOB, KOTOPOH MOPYYEHO MPOBEACHUE
9KCIIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO U CAMOCTOATEIBHO IPOBOAMUT HCCIIEAOBAHUSA,
OLICHUBAET Pe3yJbTaThl, MOJyUYEHHbIE UM JIMYHO U JAPYTUMHU JKCIEpPTaMu, U (HOPMYIUPYET BHIBOJBI
OTHOCUTEIILHO TIOCTABJICHHBIX BOTIPOCOB B MIPE/IeNiax CBOMX CICIHAIbHBIX 3HAHUM.

9. PeBy.]'IbTaTBI OKCIICPTHU3bI JICKAPCTBCHHOI'O CPCACTBA O(I)OpMJ'IHIOTCSI 3aKJIFOYCHHUECM KOMMCCHH
OKCIICPTOB. B 3akmioyeHMH KOMHMCCHU OKCIICPTOB YKAa3bIBAIOTCA IICPCUCHBb I/ICCJIGI[OBaHI/If/'I, 00BeM
MMPOBCACHHBIX KaXXJIbIM OKCIICPTOM I/ICCJIC,I[OBaHI/Iﬁ, YCTAHOBJICHHBIC KAXXJIbIM U3 HUX (I)aKTLI Hu CACIIaHHBIC
B pC3yJIbTATC I/ICCJICIIOBaHI/H\/JI BBIBOJbI. 3KCHCpT, MHCHUC KOTOPOI'0 HE COBIIAAACT C pCHICHUCM KOMHCCHUHN
OKCIICPTOB, BIIPABC BbIPA3UTH CBOC MHCHUC B MHUCHMEHHOMN q)OpMC, KOTOpOC HpI/IO6I_I_[a€TC$I K 3aKJIFOYCHUIO
KOMHCCHUH SKCIICPTOB.

10. DkcmepThl, BXOJAAIIME B COCTaB KOMHCCHH, MPEIYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJaTenbcTBOM Poccuiickoir denepanuu 3a gady 3akKIIOUEHUs, COAEPKAIIErO
HEe00OCHOBaHHbIE WU (PallbcU(UIIPOBAHHBIE BBIBOJIbI, O YEM OHU JIAIOT MOJIHUCKY.

11. Onpenenennie ypoBHs MpodhecCHOHATHHON MOITOTOBKH AKCIEPTOB U aTTECTAllMs UX Ha MPaBO
MPOBEJICHUST IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCA JKCIEPTHO-KBATH(PUKATUOHHBIMHU
KOMHCCHSIMU B MOPSIAKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (eJIepaibHBIM OPTaHOM
WCIIOJTHUTENBHON BJacTU. YPOBEHb NMpodeccroHaNbHON MOATOTOBKU IKCIIEPTOB MOMJICKHUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCUSIMH HE PEXKE YeM OJIUH Pa3 B IATH JIET.

12. TlpaBuia mHpoBeNEHUS SKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTU HKCHEPTH3BI
OTIENbHBIX BUJOB JIEKAPCTBEHHBIX MpenapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IIPENaparoB,
BOCITIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IIpenapaToB, OHOJOIMYECKHX JIEKAPCTBEHHBIX IPENapaToB,
O0MoaHaNoroBbix (OMOMOAOOHBIX) JIEKApPCTBEHHBIX MpenaparoB (OMOaHAJIOroB), TOMEONATHYECKHX
JIEKapCTBEHHBIX IPEnapaToB, JIEKAPCTBEHHBIX PACTUTENBHBIX MPENapaToB, KOMOWHAIMN JIE€KAPCTBEHHBIX
npenapaToB), (GOpMbl 3aKIIOYEHUH KOMHCCHM JKCHEPTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPraHOM HCIIOJIHUTENIbHON BIACTH.

(uactb 12 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. NMopaya u paccMoTpeHue 3asiBfIeHUA O rocyfAapCTBEHHOW perucTpauum
reKkapcTBeHHOro npenaparta Ana BeTepuHapHoro npuMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlmga rocygapCTBEHHON pErucTpauuy JEKapCTBEHHOTO TIpenapara [jisg BETEPUHAPHOIO
MPUMEHEHHUS pa3paboTUMK TaKOro JEKapCTBEHHOTO Tperapara WM YHIOJHOMOYEHHOE WM JIpyroe
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

IOpUAMYECKOE JIMIO (Jajlee B HACTOSIIEW CTaThe - 3asBUTENIb) MPEJCTABIAET B YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH HCIOJHUTEIBHOW BIIACTH, OCYLIECTBISIOUIMM TOCYJapCTBEHHYIO PETUCTPALMIO
JICKapCTBEHHBIX MPENapaToB /Ul BETEPUHAPHOTO MPUMEHEHHS, B DJICKTPOHHOH (opMe mim Ha OyMaKHOM
HOCHTEJIE 3asBJICHUE O TOCYJAapCTBEHHON PETrUCTpPaLMy JIEKapCTBEHHOTIO Ipenapara JJisi BETEPUHAPHOTO
NPUMEHEHHS, a TAK)KE B TIOPSIJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heiepabHbIM
OpPraHOM HCIOJHMTEIbHOM BJIACTH, B 3JEKTPOHHON (popMe miu Ha OyMaKHOM HOCHTEJ]IEe HEOOXOAMMBIE
JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS] PETHCTPALMOHHOE JI0ChEe Ha JIEKAPCTBEHHBIM Npenapar ajs
BETEPUHAPHOTO IPUMEHECHHS.

2. B 3asBi€HUH O rOCYAapCTBEHHOW PETUCTpALlUy JIEKAPCTBEHHOIO Ipenapara AJis BETEpUHAPHOIO
IIPUMEHEHMS YKa3bIBAIOTC:

1) HauMEeHOBaHME U aJPeC 3asBUTEIISA, Pa3padOTINKA U MPOU3BOAMUTEINS JIEKAPCTBEHHOTO Mperapara
JUIs BETEPUHAPHOIO IPUMEHEHHUsS W aJpec MecTa OCYIIECTBJICHMsI IPOU3BOJCTBA JIEKAPCTBEHHOIO
npenapaTta Juisi BETEPUHAPHOTO NPUMEHEHHUs (B Cilydae HaJIMuus HECKOJIbKMX YYaCTHHKOB IIpoliecca
IIPOM3BO/ICTBA HEOOXOAMMO YKa3aTh KaXkJJOr0 U3 HUX);

2) HaMMEHOBAHUE JICKAPCTBEHHOIO TperapaTa i BETEPUHAPHOTO MPUMEHEHHS (MEXITYHAPOIHOE
HEMaTeHTOBAaHHOE, WM TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

3) MEpCUCHDb HCﬁCTBYIOMHX M BCIIOMOIaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara JJjisd BETCPUHAPHOI'0 IPUMCEHCHUS, C YKa3aHUEM KOJIMYCCTBA KAXKA0I'0 U3 HUX;

4) nexapcTBeHHas ¢opMma, JO3HPOBKA, CIOCOOBI BBEJICHUS W TPHUMEHEHHUS, CPOK T'OJHOCTH
JICKApCTBEHHOTO Mperapara Jjisi BETePUHAPHOTO IIPUMCHEHUS;

5) ¢papmakorepaneBTHUECKas IPYIIIa;

6) HE0OXO0AUMOCTh MPUMEHEHHSI YCKOPEHHOM IMPOIeyphl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B
LEJISIX TOCYIapCTBEHHOM PEruCTpaliiy JIEKApCTBEHHOTO Npernapara;

7) KOIIMU JOKYMCHTOB, ITOATBCPKAAOIINX YIUIATY FOCYHapCTBeHHOﬁ TTOIIJIMHBI:

a) 3a MPOBEAECHUE HKCIEPTHU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M JKCHEPTU3bl OTHOILEHUS
0’KHMJIa€MOMH I10JIb3bI K BO3MOXKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOI'O IIpernapara il BETEpUHAPHOIO
IIPUMEHEHHSI IIPU €r0 FOCYAApPCTBEHHOM PErUCTPALUY;

6) 3a BbIAAYy PEruCTpaiuOHHOIO0 YAOCTOBCPCHUA JICKAPCTBCHHOTO IIPCIlapara,

8) HanmMuHMe coriacus, NPEeIyCMOTPEHHOTO YacThl0 7 HACTOAIIEH CTaTbh, €CIM C MOMEHTa
peructpaiiu pedepeHTHOro JIEKapCTBEHHOI'O TpernapaTta A BETEPUHAPHOTO IMPUMEHEHHs MpOILIO
MEHee YeM IIECTh JIET.

(B pen. denepanbhoro 3akona ot 13.07.2015 N 241-03)

3. PerucrpanmoHHOE OChE B LENAX HKCHEPTH3bI JEKAPCTBEHHOIO IpenapaTa JUlsl BETEPUHAPHOTIO
npUMeHeHHs (HOPMUpPYETCs U3 CIEAYIOMIUX JOKYMEHTOB:

1) KOIIMA JIMOCH3WKW Ha IPOU3BOACTBO JICKAPCTBCHHBIX CPEACTB, BBI)IaHHOfI IMPOU3BOAUTCIIIO
PEruCTpupyeMoro JICKApCTBCHHOTO IIpeliapaTta HJIA BCTCPHUHAPHOI'O INPUMCHCHUA, I pOCCHﬁCKHX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

MIPOU3BOAUTENEH;
(n. 1 B pen. @enepanbaoro 3akoHa ot 04.06.2018 N 140-D3)

2) xomus JUICH3UU HA TPOM3BOACTBO JIGKAPCTBEHHBIX CPEJCTB, BBIJAHHOW IPOU3BOIUTEIIO
(bapMareBTHUECKON CyOCTaHIINHU, BXOASIICH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO TpenapaTa Juist
BETEPUHAPHOTO MPUMEHEHHSI, TSI POCCUMCKHUX TIPOU3BOIUTEIEH;

(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2.1) xomus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS IS
KOKJIOW  MPOU3BOJICTBEHHOM  IUIOMIAJKH  PETUCTPUPYEMOrO  JIGKAPCTBEHHOTO  Tperapara  Jyis
BETEPUHAPHOTO NPUMEHEHUS U TOJTBEPKIAIOUIETO COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapaTa TpeOOBaHUAM MPABUI HAAJIEKAIEH MTPOU3BOJACTBEHHON MPAKTUKH, M €r0 MepeBO Ha PYCCKHI
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICEHHOM TMOPSAKE, a TaKXKe KOMUSA 3aKJIIOUYeHHS O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM NPAaBHJ HaJUIekalled MPOU3BOJICTBEHHOM
MIPAKTUKH, BBIJAHHOTO YIIOJTHOMOYCHHBIM (pe/IepalIbHBIM OPTraHOM HCIIOJTHUTEIBLHOM BIIACTH JIJIST KK0N
MIPOU3BOJICTBEHHON TUIOMIAJIKA PETUCTPUPYEMOro JIEKAPCTBEHHOTO TMpernapara [isi BETEPUHAPHOTO
MIPUMEHEHHUSI, JTUOO KOMHS PEUICHUs O MPOBEJACHUM MHCIICKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHATOTO YIOTHOMOYEHHBIM (pe/lepaTbHBIM OPraHOM HCHOJHUTENBHOM BIACTH JUIS KaXKIOH
MIPOU3BOJICTBEHHON IUIOIIAJIKM PETUCTPUPYEMOTro JICKAPCTBEHHOTO TMperapara il BETEPUHAPHOTO
MIPUMEHEHHUs. YKa3aHHbIE TOKYMEHTbI IPEACTABIISIIOTCA B CIIy4yae, €ClIM MPOU3BOACTBO JIEKAPCTBEHHOTO
Mpernapara ocyuecTBigeTcs 3a npeaenamu Poccniickoit denepanmu;

(m. 2.1 BBenen denepanbubiM 3aKoHOM 0T 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTAa, BBIJIAHHOTO YIIOJITHOMOYEHHBIM OPTaHOM CTpPaHbl TPOU3BOIUTEIS
bapMareBTHIECKON CyOCTaHIIH u MOJITBEPKIAIOIIETO COOTBETCTBHE IPOU3BOIUTEIIS
(dapMaIeBTHYECKOM CyOCTaHIINH, BXO/SIIEH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO TIperapara Jiis
BETCPUHAPHOTO MPUMEHEHUS, TPEOOBAHUIM TPaBUII HaJUICXkKAIEH MPOU3BOJICTBCHHON NMPAaKTUKU, U €ro
MEPEeBOJ] HA PYCCKHM SI3BIK, 3aBEPCHHBIC B YCTAHOBJIICHHOM IIOPSIKE, B CIIy4ae, €CIId TPOU3BOJCTBO
(bapmalleBTHUECKOI cyOCTaHIIUM OCYIIEeCTBIsIeTCs 3a mpeaenamMu Poccuiickoii @eneparuu;

(. 2.2 BBegeH ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) IMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HeKapCTBeHHBIﬁ npenapar s BETCPUHAPHOTO
IIPUMCHECHUSI,

4) NOKyMEHT, coJepXaluil cieayoulyo HHGopManuo o (apmaneBTHUYECKON CyOCTaHIUU WM
(apmaleBTUUECKUX CYOCTaHLMSX, BXOSAIIUX B COCTaB JEKAPCTBEHHOI'O IpernapaTa JUlsi BETEpUHAPHOIO
IIPUMEHEHHUS:

a) HauMeHOBaHMe (papMaleBTUYECKON CyOCTaHINH, €€ CTPYKTYypa, OOII1e CBONCTBA;

6) HAaNUMCHOBAHUC U aIpC€C IIPOU3BOJUTCIIA,

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPONU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgx IMPOU3BOACTBA,

r) uHopMaLus 0 IpUMeECsX;

n) crienupukanys Ha (apMaleBTUUECKYIO CyOCTaHIIHIO;
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JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

€) OMHMCAaHNE METOJUK KOHTPOJISI KAYECTBA;
’K) pe3yJIbTaThl aHAIM3a cepuil apMalleBTUYECKON cyOcTaHIInu;

3) NEpCUCHb CTAaHAAPTHBIX O6pa3L[OB HJIM BCIICCTB, UCIIOJIB3YCMbIX IIPU OCYIICCTBICHUU KOHTPOJIA
KadecCTBa,

1) OMUCAHUE XapaKTEPUCTHK U CBOWCTB YITAKOBOYHBIX MATEPHAIIOB M YKYTIOPOUHBIX CPEJICTB;
K) JaHHBIC O CTAOMJIBHOCTH;
) CPOK TOJTHOCTH, YCIIOBUSI XPAaHCHHUS;

5) OTUCT O pe3yjibTaTax MOOKJIMHHUYECKOI'O MCCICHOBAHUA JICKAPCTBCHHOI'O CpPEACTBa JJId
BCTCPUHAPHOI'O ITPUMCHCHU A,

6) OTUCT O PpE3yJibTaTaX KIMHHUYCCKOIO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTra JJisd
BCTCPUHAPHOI'O MPUMCHCHHA Y KAXKAOTO BUAA JKUBOTHBIX, YKA3aHHBIX B MHCTPYKIUU 11O BETCPUHAPHOMY
IIPUMCHCHUIO,

7) IPOEKT MHCTPYKIIUHU IO BETEPUHAPHOMY IIPUMEHEHUIO JIEKAPCTBEHHOTO MperiapaTa, CoJepKaiien
CJIETYIOIINE CBEACHHUS:

a) HAaMMEHOBAHME JICKAPCTBEHHOTO Ipernapara JJis BETEPUHAPHOTO MPUMEHEHHS (MEXITYHAPOIHOE
HEMaTeHTOBAaHHOE, WM TPYIIUPOBOYHOE, U XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) ekapcTBeHHas (hopma C yKa3aHWEM HaWMEHOBAHHWH M KOJMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEILIECTB U KAUECTBEHHOI'0 COCTaBa BCIIOMOTaTEIbHBIX BEILIECTB;

B) OIMMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O NIpriapara AJid BETCPUHAPHOTO IPUMCHCHU

r) dpapmakoTepaneBTHUECKas TPYIIa JIEKapCTBEHHOTO Mpernapara JJisi BETepUHAPHOTO NPUMEHEHHS
WJTU yKa3aHHe "TOMEeONaTHYeCKUN JIEKapCTBEHHBIN TIpenapar';

n)  (QapmakonuHamMMKa M (apMaKkOKMHETHKa (32  MCKIIOYeHHeM  (apMaKOKHHETHKH
TrOMEOIATHYECKUX JICKAPCTBEHHBIX NPENapaToB W PACTHTEIBHBIX JIEKAPCTBEHHBIX IPENapaToB) HIIU
OIMCaHNe UMMYHOOHOJIOIMYECKMX CBOWCTB JIEKAPCTBEHHOI'O IpenapaTa;

€) MoKa3aHusl JUIsl IPUMEHEHMUS;
) IPOTUBOIIOKA3aHUs JUIsl IPUMEHEHHUS;
3) MepbI MPEAOCTOPOKHOCTH NMPU MPUMEHEHUH;

I/I) YKa3aHnu€ BO3MOKHOCTHU U 0COOEHHOCTEH MNPUMCHCHUA Y 6CpCMCHHBIX JKUBOTHBIX, Y )KUBOTHBIX B
nepruoa JJIakTaluu, y HIOTOMCTBA JKUBOTHBIX;

I() PCKUM OO3UPOBAHUA, CII0co0 BBCACHUA U IMPUMCHCHUA, IIPU HCO6XO,[[I/IMOCTI/I BpeMs IIpueMa
JICKApCTBCHHOTO IpErapara JJId BETCPUHAPHOT'0 MPUMEHCHUS, ITPOAOJDKUTCIIBHOCTD JICUCHU S,

www.consultant.ru Crpannna 31 uz 127
HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

J) BO3MOXHBIC MMOOOYHBIE JCWCTBUS, HEXKEIATEIBHBIC PEAKIIMH MMPU MPUMEHEHUH JICKAPCTBEHHOTO
Iperapara Jiis BETEpUHApHOIO IPUMEHEHHUS;

M) CUMIITOMBI IEPETO3UPOBKH, MEPBI IO OKA3aHUIO IOMOLLY IIPU IEPETO03UPOBKE;
H) B3aMMOJIEHCTBHE C IPYTMMU JIEKAPCTBEHHBIMU IpenapaTaMy U (WIM) KOpMaMu;
0) ¢opMBI BBIITyCKA JEKAPCTBEHHOTO Mperapara JJisi BETEPHHAPHOTO IPUMEHEHUS;

1) yka3aHue (Ipu HEOOXOIUMOCTH) OCOOCHHOCTEW JCHCTBUS JICKAapCTBEHHOIO Ipemapara Jjis
BETEPUHAPHOTO MPUMEHEHHSI P TIEPBOM TPHUEME WIIA TIPH €T0 OTMEHE;

p) onmcanue (Ipu HEOOXOIUMOCTH ) NEHCTBUIM BETEPUHAPHOTO Bpaua (BeTepuHAPHOTO (henbamepa),
HWHOTO CIICIMAIMCTa B O0JIACTH BETCPUHAPHH, BIIaJICTbIa )KHBOTHOTO TIPH MPOITYCKE MpUeMa OJHOU WIIH
HECKOJIbKUX 7103 JICKAPCTBEHHOTO Mperapara Jijisl BETEPUHAPHOTO MPUMEHEHUS,

C) CPOK TIOAHOCTH H YKa3zaHHC Ha 3alnpeT MNPHUMCHCHUSA JICKAPCTBCHHOI'O IIplriapara IJId
BCTCPUHAPHOI'O HPUMCHCHHA 110 HCTCUCHHUU CPOKA I'OAHOCTHU,

T) YCJIOBUS XpPaHEHUS;

y') YKa3aHHu€ Ha HGO6XO,I[I/IMOCTB XpaHCHUA JICKAPCTBCHHOI'O IIpfliapara I BCTCPHUHAPHOI'O
IMPUMCHCHUSA B MECTaX, HCAOCTYIIHBIX IJIA I[CTCI\/JI;

¢) ykazanue (mpu HEOOXOJMMOCTH) CHEIHAIbHBIX MEp MPEIOCTOPOKHOCTU MPH YHHUUTOKEHUU
HEHUCIIOIb30BAHHBIX JICKAPCTBEHHBIX MTPENapaToB JIsl BETEPUHAPHOTO MPUMEHEHHS;

X) CPOKH BO3MOKHOT'O HCIIOJIb30BAaHUS MPOAYKLIUHU KUBOTHOTO MPOMCXOXKIAEHUS IMOC]IE BBEICHHS
YKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS;

I_I) YCJIOBHUA OTITYCKA,

'-I) HaMMCHOBaHUA MW aJpeCa IMPOU3BOACTBCHHBLIX IIJIOMAA0K MPOU3BOAUTEIA JICKAPCTBEHHOT'O
npemnapara JJjisd BETCPUHAPHOT'O IPUMCHCHU I ;

II) HAauMEHOBAaHWE, aJ[peC OpraHU3allud, YIOJHOMOYEHHOM Jep)KaTeleM WU BIaJelIblieM
PErUCTPAlIMOHHOTO  yIOCTOBEPEHUsSl JIEKAPCTBEHHOI'O IMpenapara Ha MPUHATHE NPETeH3Uld OT

MOTpeOUTENs;

8) MpPOeKThl MaKETOB NEPBUYHON YIAKOBKH M BTOPUYHOM YITaKOBKHU JIEKAPCTBEHHOTO Mpernapara Jjs
BETEPUHAPHOTO NPUMEHEHMUS;

9) cnenyromue cBeIeHHs O IEKapCTBEHHOM Mpenapare il BETepUHAPHOTO IPUMEHEHUS:
a) OTHMCaHME U COCTAB JICKAPCTBEHHOTO TIpernapara i BETepUHAPHOTO IPUMEHEHUS;
0) onucanue (apMaleBTHUECKON pa3paboOTKy;

B) OMKCAHHUE MpOoIecca MPOU3BOJCTBA U €r0 KOHTPOJIS;
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I') OIIMCAaHUE KOHTPOJISI KPUTUYECKUX CTAJUM MPOU3BOJICTBA U IPOMEKYTOUYHON IPOAYKIINH;

J) HaMMEHOBaHWA M ajapeca pa3pabOT4MKa, Aep)KaTens WIM BIaJeliblla PEruCTPalvOHHOTO
YIIOCTOBEpEHHUsS]  JIGKAPCTBEHHOTO  Tpemnapara, MPOM3BOACTBEHHBIX  IUIOMIAJIOK  MPOU3BOIUTEIS
JIEKapCTBEHHOTO IIpenapara Juisi BETEpPHHAPHOTO IIPUMEHECHNS;

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

¢) (apmarieBTHYECKast COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKH;

3) MaTepUaIbHBINA OaJlaHC JIJIS IPOM3BOACTBA CEPHH FOTOBOTO MPOJIYKTA;

1) OMUCAHHUE XapaKTEPUCTHK M CBOWCTB YITAKOBOYHBIX MATEPHAIIOB U YKYITOPOYHBIX CPEJICTB;
K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BaIHIAIUs1) POIIECCOB U (UJIN) UX OLICHKA;

J) TpeOOBaHMA K KayeCTBY BCIIOMOTATEIIbHBIX BEHIECTB (CepTHU(UKAT, crenupuKanms Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U UX 000CHOBaHNUE);

M) AHAIIUTUYCCKUC MCTOAUKH, HUCIHOJB3YCMbIC TIIpU OCYHICCTBJICHHHN KOHTPOJIA KadCCTBa
BCIIOMOI'aTCIbHBIX BCIICCTB,

H) JIOKYMEHTaJIbHOE MOATBEpPKJAeHUE (BaTUAAIMsA) aHAIUTUUYECKUX METOIUK, MCIIOIb3YEMBIX IMPH
OCYILIECTBJIEHUH KOHTPOJII KaYeCTBa BCIIOMOTraTEIbHBIX BEILIECTB;

0) I/IH(i)OpMaIII/IH 00 HCIIOJB30BAaHUM BCIIOMOTIaTEIbHBIX BC€IICCTB YCIOBCYCCKOIO M XHMBOTHOI'O
MMPOUCXOKIACHUAA,

1) uHGopMaIus 00 UCIIOJIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOIO IIpernapara il BETEepPUHAPHOTO INPHUMEHEHUs
(cepTudukar, cnenndukays Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHMUE);

C) AHAIIMTHYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpU OCYHICCTBJICHUNW KOHTPOJA KAa4YCCTBa
JICKApCTBCHHOTO ITperiaparta JJIs1 BETCPUHAPHOT'O MPUMCHCHU A,

T) JAOKYMCHTAJIbHOC IOATBCPIKACHHUC (BaHI/I,I[aI_[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIOJB3YCMBIX IIPpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBa JICKAPCTBCHHOI'O IIp€riaparta Ajid BETCPUHAPHOI'O IPUMCHCHMA

y) JOKYMEHT, MOJTBEPXIAONIMIA Ka4eCTBO JIGKAPCTBEHHOTO Mperapara TPeX MPOMBIIUICHHBIX
cepuii (IIPOTOKOJT aHAIM3a MM CEPTU(PUKAT aHAIKM3a), OJTHA CEPHUsI KOTOPOTO JIOJKHA COBIA/IATh C CepUei
o0pa3iia JIeKapCTBEHHOTO Iperapara, MoIaHHOT0 Ha PETUCTPAIIHIO;

¢) xapakTepucTUKa MprUMecei;

X) MNEpCUCHb CTAHAAPTHBIX 06pa3u0B, HCIIOJIb3YCMbBIX IIPU OCYIICCTBJIICHMU KOHTPOJIA KadCeCTBa
JICKApCTBCHHOTO ITperiapara JJIs1 BETCPUHAPHOT'O MPUMCEHCHU A,
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11) JaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOI'O IIpenapara sl BETEpUHAPHOIO0 IPUMEHEHNUS;

10) xomus DOKyMEHTa, COJIEpKamero MHPOPMAlHUI O HAJUYUM WM 00 OTCYTCTBHUHU (HaKTOB
pEerucTpaluy JEKapCTBEHHOTO IMpernapara Uisi BETEpUHAPHOTO MPUMEHEHHUs 3a npeaenamu Poccuiickoit
denepanuu;

11) cormacue B MUCHbMEHHOH (hopMme, MPeTyCMOTPEHHOE YacThbi0 7 HACTOSAMLICH CTAaThU, B CIIydae
perucTpanuy BOCIpOU3BEICHHOTO JIEKAPCTBEHHOIO IIpenapara;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomus JOKyMEHTa Ha PYCCKOM f3bIKE, 3aBEpEHHOI0 B YCTAHOBJICHHOM IMOpSIKE H
MOATBEPKIAIOIIETO MPABOMOYHOCTh 3asBJICHHS O TOCYJApPCTBEHHON pETUCTpaluu JEKapCTBEHHOIO
npernaparta Jijisl BETepUHAPHOTO IPUMEHEHUs (JIOBEPEHHOCTH ).

4. llpu mnpoBeneHUM YCKOPEHHOW MpoLEayphl 3KCHEPTU3bl JIEKApCTBEHHOIO Ipernapara Juls
BETEPUHAPHOIO INPUMEHEHUS B LEISIX €ro TIOCYJApCTBEHHOM PEruCTpaly MOXET INPEeACTaBIATHCA
uHbOpMaNus, MOIydeHHAs TPU MPOBEJCHUN KIMHUYECKUX MCCIIETOBAHHNA JIEKAPCTBEHHOTO TpenapaTa u
onyOJIMKOBaHHasl B CHELHUATU3UPOBAHHBIX IEYATHBIX H3JaHMSX, a TaKKe JTOKYMEHTBI, COJepiKallue
pe3ysbTaThl MCCIEAOBAHMSI OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara JUisi BETEPUHAPHOTO
IIPUMEHEHHS.

5. Ha skcniepTusy pa3ianuHbIX JEKapCTBEHHBIX (POPM OJHOTO U TOT'O K€ JIEKAPCTBEHHOIO Ipernapara
JUIs BETEPUHAPHOIO IPUMEHEHUS 3asBUTEINb MPEACTABISAET OTACIbHBIE 3asBICHUS U PErHMCTPallMOHHBIC
J0ChE Ha KaXIYI0 JIeKapcTBEeHHYIO (hopmy. [Ipu ycioBuM 0JHOBpEMEHHOM 1MO1a4H HA SKCIEPTU3Y OAHOM
JIeKapCTBEHHOH ()OPMBI C pa3IMUHBIMU JO3UPOBKOM, KOHLEHTpaleld, 00bEMOM 3asiBUTENb MPE/ICTABISET
OJIHO 3asIBJICHHE U PETrUCTPALMOHHOE JI0ChE C MPUIIOKEHUEM MAKETOB YIIAaKOBOK Ha KaXAYI0 JO3UPOBKY,
KaX/1y0 KOHLEHTPALHIO, KaX/Iblii 00BbeM U KaXJ10€ KOJIMYECTBO 7103 B YIIaKOBKE.

6. 3asBUTEND BIIpaBE€ TMPECACTAaBUTL I10 cOOCTBEHHOM HMHHUIIUATHUBE BMECTC C 3adBJICHHEM O
FOCYyJJapCTBEHHOM PErucTpalyy JICKApCTBEHHOIO IIperapara il BETEPUHAPHOIO IPUMEHEHUS
AOKYMCHTBI, ITOATBECPKAAIOIINUEC YILIATY FOCy,I[apCTBeHHOfI MOUIJIMHBI U YKAa3aHHBIC B ITYHKTC 7 gacth 2
HacToAIIel cTaThu. B ciyyae Ux HempencTaBiIeHHs] COOTBETCTBYIOMIMN YIIOTHOMOYEHHBIN (peepanbHblii
opran HWCIIOTHUTETbHON BIACTH IMPOBEPACT (paKT YI1aTbl 3asABUTEIICM FOCyI[apCTBeHHOfI ITOIIJIMHBI
MOCPEACTBOM HCMOJb30BaHUsI MHPOpPMAIMU 00 yIUlaTe TOCYJapCTBEHHOM MOIUIMHBI, COJEpIKalleiics B
lNocynapctBeHHOM MHOOPMAIMOHHOM CUCTEME O TOCYJAPCTBEHHBIX W MYHUIMIIAIBHBIX TUIATEXKax, Ha
OCHOBAaHMHM  IIPEICTABICHHBIX  3asBUTEJIEM  KOIHMM  JOKYMEHTOB, IIOATBEPKAAIOLIMX  yIUIATy
rOCyJ1IapCTBEHHOM MOUUIUHBI.

7. He nomyckaercsi HCHOJIb30BaHME B KOMMEPUECKMX IeNAX HH(POpMAIUMM O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX UCCIIEI0BAaHUN JIEKapCTBEHHbIX
IIPENapaToB JUisl BETEPUHAPHOIO INPUMEHEHUs, NPEACTABICHHON 3asBUTENEM [UIsl TOCYAAPCTBEHHOU
perucTpalMy JIeKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacuss B TEUYEHHWE WIeCTH JIeT C JAaThbl
rOCyJapCTBEHHOI perucTpaiu peepeHTHOro JeKapcTBEHHOTo npemnapara B Poccuiickoit deneparum.

Cratba 18. Nopaya u paccMoTpeHue 3asiBNIeHUA O rocyfapCTBEHHOM perncrpauum
nekapcTBeHHOro npenapara Ana MeAULUHCKOro NpuMeHeHus
(B pen. denepanbhoro 3akona ot 22.12.2014 N 429-03)
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1. Jnga rocynapCTBEHHOM pErucTpalMy JIEKapCTBEHHOIO IIpernapara JUisli MEIULUHCKOIo
IPUMEHEHMs OPUMYECKOE JIMIO, JEHCTBYIOIEe B COOCTBEHHBIX HHTEpPECax WM YHOJHOMOYEHHOE
IIPEACTABIIAITh MHTEPECH! JPYroro IOpUAMYECKOIO JIMLA MU 3asBIIAIONIEE JICKAPCTBEHHBIM IIpernapar Ha
rOCYJJapCTBEHHYIO PEruCTpaluio (Jlajlee B HACTOALIEH CTaTbe - 3asBUTENb), IPEACTaBIAET B
YIIOJTHOMOYEHHBIN (eiepalbHblii OpraH MCIOJTHUTEIBHOW BIACTH, OCYILECTBIISIONINI TOCYJapCTBEHHYIO
PErucTparmio JIEKapCTBEHHBIX MPENapaToB A MEIUIMHCKOIO IPUMEHEHHUs, B JJIEKTPOHHON hopMe U Ha
OyMa)XKHOM HOCHTEJE 3asBICHHE O TOCYAAPCTBEHHOW PErHCTpalldH JIEKAPCTBEHHOTO Iperapara Jyis
MEIULUHCKOTO IPUMEHEHHUs, a TaKKe B IOpPsJKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (enepanbHbIM
OpPraHOM HCIIOJTHHUTEIBHON BJIACTH, B AJIEKTPOHHOM (hopMe M Ha OyMaKHOM HOCHTENE HEOOXOIMMBbIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCS PErMCTPALlMOHHOE J10Che Ha JIEKapCTBEHHBIM mpemapar Juis
MEJIULUHCKOTO IPUMEHEHMUS.

(dactp 1 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asBiieHHH O TOCYAapCTBEHHOM PErHCTpPAlMK JIEKAPCTBEHHOTO MperapaTa i MEIULIIUHCKOTO
IIPUMEHEHUSI YKa3bIBAKOTCS:

1) HamMmeHOBaHME, aJapec 3asBUTEIS] M TNPOM3BOJUTENS JIEKAPCTBEHHOTO Iperapara JJis
MEIUIIMHCKOTO MPUMEHEHUs, CBEACHUS 00 MX PETHCTPAli B KA4eCTBE HAJOTOIUIATEIbIINKA B CTPaHE
peructpanuu (U1 POCCUUCKHUX IOPUIMYECKUX JIUI - WICHTU(OUKAIMOHHBIA HOMEP HAIOTOIUIATeIbIIHKA
(MHH), nnst “HOCTpaHHBIX IOPUIMYECKHX JIUIL - CTpaHa PETUCTPALUK, HAMMEHOBAaHHE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIM HOMEp, KOJ HaJOroIUIaTebIIMKa B CTpaHE perucTpauuu (MHKOPIIOpPAIUK)
WIN €ro aHajor) W aJIpec MecTa OCYIIECTBICHUS IMPOU3BOJCTBA JICKAPCTBEHHOTO Ipemnapara (B cirydae
HAIMYAS HECKOJIBKUX YYaCTHHKOB TIpOIlEcCa €ro MPOM3BOJACTBA HEOOXOMMMO YyKa3aTh Ka)JIOro
y4acTHHKA B COOTBETCTBUH C OCYIIECTBISIEMOH CTauel IPOU3BO/ICTBA);

(n. 1 B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HAaUMMCHOBAHHUC JICKAPCTBCHHOI'O IIpCIiapaTa I MCIUIUMHCKOTO IMPUMCHCHHA (MG)KI[YHapO,Z[HOC
HCIMMAaTCHTOBAHHOC, WJIK I'PYHITHUPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/Ifl);

3) MEpCUCHDb HeﬁCTBYIOL[IPIX N BCIIOMOTAaTCJIBHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBECHHOI'O
npemnapara Jjid MEAUIUHCKOTO IPUMCHCHUS, ¢ YKA3aHUEM KOJIMYCCTBA KAXKIOT0 U3 HUX;

4) JICKApCTBCHHAA (I)OpMa, AO3UPOBKa, CITOCOOBI BBCACHHUA U IMPUMCHCHHS, CPOK TOAHOCTHU
JICKApCTBCHHOTO IMpriapara JJIsi MCIUITUHCKOI'O MIPUMCEHCHU S

5) bapmakoTepaneBTHUECKas TPYIINa, KO aHATOMO-TE€PaneBTHUECKO-XUMUYECKOHN KiIaccu(uKaIu,
PEKOMEHJIOBAaHHOW BceMupHO oOpraHu3anuerl 3apaBOOXpPAHEHUsS, 3asABIsEMbIC IOKa3aHUA IS
IIPUMEHEHUSI JIEKAPCTBEHHOTO Tperapara i MEAUIMHCKOTO IPUMEHEHNS;

6) OTCYTCTBME€ HEOOXOJUMOCTH TPEIOCTaBICHUS OT4Ye€Ta O pe3yibTaTaXx KIMHUYECKOTO
WCCIIEIOBAHM, HMCCIEN0BaHUs OMOIKBUBAICHTHOCTH JIEKAPCTBEHHOTO IMpemapaTra, pa3peuieHHOro s
MeTUIIMHCKOTO puMeHeHus B Poccuiickoit deneparuu 6omee ABAAIATH JIET, C YKa3aHUEM HOPMAaTUBHBIX
MPaBOBBIX AKTOB, MOJATBEPKAAIOIINX JAHHBII CPOK IPUMEHEHNS,

7) HeobOxomuMocTh oopmiIeHHsT paspelieHus Ha BBO3 B Poccuiickyro denepanuio KOHKPETHOU
MapTUM  3apPETUCTPUPOBAHHBIX M (WJIM)  HE3apETUCTPHPOBAHHBIX  JIEKAPCTBEHHBIX  CPECTB,
Npe€aAHa3HAUCHHBIX JIA MPOBCACHUA OSKCICPTHU3BI JICKAPCTBCHHBLIX CPEACTB B LCIIAX FOCY}IapCTBeHHOﬁ
perucTpaiuy;
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8) HEe0OXOIUMOCTh TPOBEACHHS IKCIEPTHU3BI JIOKYMEHTOB, IMPEACTABICHHBIX ISl OMpECIICHUS
BO3MOXXHOCTH paccMaTpuUBaTh JICKAPCTBEHHBIN Mpenapar Mg MEAMIMHCKOrO MPUMEHEHUS MpH
OCYIIIECTBICHUH rOCYAaPCTBEHHOMN PErHCTpaIiK B KauecTBE OpPaHHOTO JICKAPCTBEHHOTO MIPerapara;

9) HeoOX0IMMOCTh MPUMEHEHHUSI YCKOPEHHOM MpOLEeAyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B
LEJISX TOCYIapCTBEHHON PerucTpaluu JeKapcTBEHHOIO Mpenapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIONINX YIUIATy FTOCYAAPCTBEHHOM MOIUTHNHBI:

a) 3a IPOBEICHHE SKCIEPTHU3bl JIOKYMEHTOB, IPEJICTABICHHBIX IJIsi OMPENEICHUS BO3MOXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar Uisi MEIWLUHUHCKOTrO IPUMEHEHHsI IPU OCYILIECTBICHUU
rOCy/IapCTBEHHON PETUCTPAIlMU B Ka4ecTBe Op(PAHHOTO JICKAPCTBEHHOTO Mpernapara;

0) 3a IPOBEICHHE DKCIEPTHU3bI KAadeCTBa JICKAPCTBEHHOTO CPEJICTBA M JKCIEPTH3bl OTHOIICHHS
0’KMJIa€MOM TOJIB3bI K BO3MOXKHOMY PUCKY ITPUMEHEHUS JIEKApCTBEHHOTO Mpenapara, pa3peiueHHoro s
MEIUIMHCKOr0 npuMeHeHusi B Poccuiickoit ®exepanuu Oonee ABaALATH JIET, HIPU OCYIIECTBICHUU
rocyIapCTBEHHOM pPEerucTpaliy JICKAPCTBEHHOTO Mperapara;

B) 3a IIPOBCACHHUC OKCIICPTHU3blI KAa4CCTBA JICKAPCTBCHHOI'O CPCIACTBA W OKCIICPTH3bl OTHOIICHUA
O)KHI[aeMOﬁ IMOJIB3bI K BO3MOXHOMY PHUCKY INPUMCHCHHA JICKAPCTBCHHOI'O IIplriapara AJisi MCAUIUHCKOI'O
IIPUMCHCHHUA IIPpU €TI0 FOCY,HapCTBeHHOﬁ perucrpannm;

I) 3a MPOBEACHUE HKCIEPTU3bl KAuecTBa JIEKAPCTBEHHOIO CPEACTBA U SKCIEPTU3bl OTHOLICHUS
O0’KU/1aeMOH T0JIb3bI K BO3MOXKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOI'O Ipernapara /il MEJUIIMHCKOTO
IIPUMEHEHUS], B OTHOIIEHUU KOTOPOTO IPOBEJIEHBl MEKIYHAPOJHbIE MHOIOLIEHTPOBHIE KIMHUYECKHE
UCCIIeIOBAaHMsI, 4YacTb M3 KOTOpHIX HpoBeneHa B Poccuiickoit ®dexpepauuu, Opu OCYILECTBIECHUU
roCy/1apCTBEHHON PETUCTPALlMU JIEKapCTBEHHOTO Ipenapara;

11) Hanuuume corjacusi NMPOU3BOJUTENS JIEKAPCTBEHHOIO IIpernapara, MpPOM3BOJICTBO KOTOPOTO
ocymiecTBisiercss 3a mnpenenamum  Poccuiickon ®enepanuu, Ha INPOBEACHUE WHCIEKTHPOBAHUS
MIPOU3BOIUTENIS HA COOTBETCTBUE TPeOOBaHUAM IIPABUI HaJJIeXKaIed MPON3BOICTBEHHOMN NMPaKTHKH;

12) Hanuuue cornacusi, IpelyCMOTPEHHOIO YacThio 18 HacTosIel cTaThy;

13) yka3zaHnue BUJa JIEKApCTBEHHOTO Mpernapara, MpeAcTaBIeHHOT0 Ha perucTpanuio (pedepeHTHbIN
JIEKAapCTBEHHBIA  TIpemapar, BOCIPOM3BEICHHBIM  JICKAPCTBEHHBIM  mMpemapar, OHOJOTHYECKUA
JIEKapCTBEHHBIN TMpemapaT, OuoaHalOTOBbIM (OMOMOJO0HBIN) JeKapcTBEHHBIN mpenapar (OuoaHamor),
roMeonaTuYecKuii JJeKapCTBEHHBIN Mpenapar, JIeKapCTBEHHbIN pacTUTENbHBIN penapar).

(uactsb 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. PeructpanmonHoe aochke Ha JIEKapCTBEHHBIM MpemapaT A MEIUIMHCKOTO MpPHUMEHEHUs
npenocTaBiseTcs B popMe 00IIero TeXHMUECKOro JOKYMEHTA.
(gactb 3 B pen. epepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

4. P a3aCiI IOKYMCHTAIIUU AAMUHUCTPATUBHOI'O XapaKTCPa BKIKOYACT B ce0s:

1) 3asiBIeHHE O TOCYAapPCTBEHHOW PETHCTPAIlMK JICKAPCTBEHHOI'O TMperapaTta Ui MEIUIMHCKOTO
MPUMEHEHHS B AJIEKTPOHHOH (opMe U Ha OyMa)kHOM HOCHUTEIIE;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

2) KOMHUIO JIOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOTO B YCTAHOBJIECHHOM TMOpSIKE U
MOATBEPKIAIOIIETO MPAaBOMOYHOCTh 3asBHUTENS MOJaBaTh 3asBJICHHE O rOCYAApCTBEHHOI perucrpaiuu
JIEKApCTBEHHOTO MperapaTa i MEIULIUHCKOTO MPUMEHEHUS (JI0BEPEHHOCTH);

3) KONMIO JMIEH3MHM Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB MM KOIMIO 3aKIIOYEHHS O
COOTBCTCTBUH MMPOU3BOAUTCIIA JICKApPCTBCHHBIX CpCAcCTB Tpe6OBaHI/I$IM ImpaBuJI Hannencameﬁ
IIPOM3BOACTBECHHON MPAKTUKY, BBIIAHHBIX YIIOJHOMOYEHHBIM (eIepalibHbIM OPTaHOM HCIIOJHHUTEIEHON
BJIACTU B OTHOIIEHUH MPOM3BOJICTBEHHOH IUIOMIAZKU PETUCTPUPYEMOTO JICKaPCTBEHHOIO Iperapara, B
cirydae, €cly IPOU3BOJICTBO JISKAPCTBEHHOTO IpernapaTa ocymectisercs B Poccuiickoii @enepanum;

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4) KONHWIO BBIJIAHHON YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IPOM3BOIUTENS JIMIICH3UW Ha
MPOU3BOJICTBO JICKAPCTBEHHOI'O IIpernapara M €€ INEepeBOJ Ha PYCCKHHM S3bIK, 3aBEpPEHHBIC B
YCTaHOBJICHHOM TOPSIZIKE, a TAKkKe KOMUIO 3aKII0UYEHUS O COOTBETCTBUH MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpPEeICTB  TpeOOBaHWSAM  TIPaBWJ  HAJUICKAIICHW  TPOU3BOJACTBCHHOW  NMPAKTUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (hefiepaabHbIM OPTaHOM HCIIOIHUTENBHON BIACTH B OTHOIICHUHU MPOU3BOJICTBEHHOM
IJIOMIAJIKK PETHUCTPUPYEMOr0 JIEKAapPCTBEHHOrO Ipenapara, WM KOMHIO PEUICHUs YIOJIHOMOYEHHOTO
(dbenepaIbHOr0O OpraHa HCIIOJIHUTEIbHOW BJIACTH O IIPOBEJCHHHM WHCIICKTUPOBAHUS TPOU3BOJIUTEIIS
JIEKApCTBEHHBIX CPEJCTB, B CIydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOIO Mpenapara OCyIIeCTBISETCS 3a
npenenamu Poccuiickoit deneparuu;

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

5) IMPOCKT MHCTPYKIHUH IO MEAULIUHCKOMY IIPUMCHCHUIO JICKAPCTBCHHOT'O IIpCIiapara, conep;xameﬁ
CJICAYIOUC CBCACHUA:

a) HaMMEHOBAHME JIEKAPCTBEHHOIO TIpenapara (MeXAyHapoJHOE HENaTeHTOBaHHOE, WU
IPYNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

6) JICKApCTBCHHAsA (I)opMa C YKa3aHUCM HAaMMEHOBAHUM M KOJIMYECTBEHHOIO COCTaBa ,ZLCI\/’ICTBYI-OH_II/IX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCIIbHBIX BCIICCTB (HpI/I H€06XOI[I/IMOCTI/I KOJIMYCCTBEHHOI'O
COoCTaBa BCIIOMOI'aTCIIbHBIX BeIlIeCTB);

B) OIKMCaHUE BHEIIHErO BU/IA JIEKAPCTBEHHOTO MpenapaTa Jjs MeIULIUHCKOIO0 IPUMEHEHNUS;
I') (PU3UKO-XUMHUECKUE CBOIMCTBA (1711 pannodapMaleBTHYeCKUX JIEKAPCTBEHHBIX MPEnapaToB);

n) ¢dapmakoTepaneBTUUYECKass Tpymnmna, KOJ JIEKapCTBEHHOTO TIpenapara Jjis MEIUIIMHCKOTO
MIPUMEHEHHUS 10 aHATOMO-TEPANeBTUYECKO-XUMUIECKON KIIacCH(PUKAIIUU, pEKOMEHI0BaHHOW BecemupHoii
OpraHu3aIyei 3JpaBOOXpaHECHHS, UM YKa3aHUE "TOMEONaTuIeCKUil JIeKapCTBEHHbIN Ipenapar';

e) ¢dapmakoguHammuka W ¢dapMakoKMHETHKa (32  UCKIIOYeHHeM  (DapMaKOKWHETUKU
TOMEOTIATHYECKUX JIEKAPCTBECHHBIX MPENapaTOB M PACTUTEILHBIX JICKAPCTBEHHBIX TPEIIapaToB);

’K) TIOKa3aHMs 1J1s1 IPUMEHEHUS;
3) MPOTHBOINOKA3aHUS JIJISl TPUMEHEHUS;

1) MEpBI IIPETOCTOPOKHOCTH IIPU IPUMEHEHNH;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

K) YKa3aHWe BO3MOXXHOCTH U OCOOCHHOCTEW NpPHUMEHEHHUs JIEKApCTBEHHOrO TIperapara s
MEAUIMHCKOTO TMPUMEHEHUS OEepeMEHHBIMU IKCHIIMHAMH, OJKCHIIMHAMH B TEPUOA TPYIHOIO
BCKapMJIMBAHUS, IETHMU, B3POCIBIMU, HIMEIOIIUMU XPOHHUECKUE 3a00JICBAHUS;

J) PKUM J03UPOBAHMS, CIIOCOOBI BBEACHUS M NMPUMEHEHUs, MPYU HEOOXOJUMOCTH BpeMs IpHemMa
JIEKApPCTBEHHOT'0 Tpernapara i MEAMIIMHCKOrO0 MPUMEHEHUS, MPOJOKUTENBHOCTh JICYCHUS, B TOM
YHUCJIe Y ACTEH 10 ¥ TIO0CIIe OJTHOTO T0/1a;

M) BO3MOJHBIC HCKCIIATCIIBHBIC PCaKIMU IIpU NPHUMCHCHUHU JICKAPCTBCHHOI'O IIpCriapaTta IJId
MCIUIHUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IEPEJO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY IIPU IEPEJO3UPOBKE;
0) B3aUMO/JICCTBUE C APYTUMHU JICKApCTBEHHBIMHU IIpenapaTaMy U (MJIK) MUILEBBIMU IPOAYKTAMU;
1) pOpMBI BIIIYCKA JIEKAPCTBEHHOI'O IIPEnapara;

p) ykazaHue (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEH NEHCTBUS JIEKapCTBEHHOrO IMpemapaTa Jis
MEIUIIMHCKOTO MPUMEHEHHS TIPU IIEPBOM MIPUEME WIIH TIPU €TI0 OTMEHE;

¢) onucanue (Ipu HeOOXOAUMOCTH) NeicTBUI Bpaya ((enpamiepa) u (WIn) DaleHTa Mpy MpommyckKe
IprieMa OJTHOHM WIIM HECKOJIBKHX 03 JIEKAPCTBEHHOTO IIperapara Jyisi MeTUITUHCKOTO IPUMEHEHHS;

T) BO3MOXHOC€ BJIHMAHUC JICKAPCTBCHHOI'O IIpf€riapara i MCAUMOUHCKOrO IIPUMCHCHHUS Ha
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHA CPECACTBAMH, MCXaHU3MAMMU,

y') CPOK TOAHOCTHU M YKA3daHUC Ha 3alpeT MNPUMCHCHHUA JICKAPCTBECHHOI'O Ipcrapara I
MCIUIHUHCKOI'O IPUMCHCHUS 11O HCTCUCHUH CPOKA 'OJHOCTHU,

&) ycnoBus XpaHeHuUs;

X) YKa3zaHuc Ha H€06X0]:[I/IMOCTI) XpaHCHUA JICKAPCTBCHHOI'O IIp€riapara A MCEIUIHHCKOI'O
NMPUMCHCHUS B MECTAaX, HCAOCTYIIHBIX IJISA HCTeﬁ;

1) yKa3aHue (Ipu HEOOXOAMMOCTH) CIELUAIbHBIX MEpP MPEAOCTOPOKHOCTH INMPH YHUUTONKEHHUH
HEHUCIIOIb30BAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB ISl MEAULIMHCKOIO IPUMEHEHUS;

Y) YCIIOBUS OTITYCKa;

1) HAaUMCHOBAHHMS M aJpeca NPOM3BOJCTBCHHBIX IUIOMIAJOK MPOU3BOIAMTENS JIEKAPCTBEHHOTO
npernapara;

1) HaMMEHOBaHHWE, aJpec OpraHu3allM, YIOJHOMOUEHHON Jiep)KaTeleM WM BIAAebleM
PETUCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara JUisi MEIULIHUHCKOrO MPUMEHEHHs Ha
MPUHATHE MTPETEH3UH OT MOTPEOUTENS;

6) MHCTPYKIUIO 110 MEAUIIMHCKOMY MPUMEHEHUIO WM KPAaTKyl0 XapaKTepUCTUKY JIEKApCTBEHHOTO
rpenapara, yrBep KICHHbIE B CTpaHe IIPOU3BOAUTEILS;
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7) IPOEKThl MAKETOB IEPBUYHOMN YIIAKOBKHM U BTOPUYHOW YIIAKOBKH JIEKAPCTBEHHOIO Mpenapara ajs
MEIULMHCKOIO IPUMEHEHUS;

8) HpOEKT HOPMATHUBHOW JOKYMEHTALIMM WJIM HOPMAaTHBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN
npenapar Il MeIMLIUHCKOr0 IPUMEHEeHHs MO0 yKa3aHHe COOTBETCTBYIONICH (papmakomneitHoN cTaThu;

9) moKyMeHT, conaepKamuii MHPOPMALUIO O HAIMYMHM WIH 00 OTCYTCTBUH (PAaKTOB PETHCTPALUU
JIEKapCTBEHHOTO IIpenapara Juisi MeTUIIMHCKOTO IPUMEHEHNs 3a npeaenamu Poccuniickoit deneparym;

10) xommm OKYMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM TOPSAKE M TMOATBEPKIAOMIMX (HaKT
perucTpaluy JIEKapCTBEHHOrO TMpenapara B MHOCTPAHHBIX TOCyJapcTBaX B KadecTBe OPQaHHOTO
JIEKapCTBEHHOI'O IIpernapara;

11) IUIaH  YIIPABJICHHUA pUCKAMU I OMOJIOTUYECKUX JICKApCTBCHHLIX IIPCIIapaToB  IJIA
MCIUIHUHCKOI'O IPUMCHCHUA

12) nokymMeHT o cucteme ¢apMakoHaa30pa JAepiKarels WM BIaJeiblla PEruCTPalMOHHOTO
YIO0CTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

13) moKyMeHT, MOATBEPKIAOIIUN KadecTBO JICKAPCTBEHHOTO Iperapara TPeX HMPOMBIIIICHHBIX
cepuil (ITPOTOKOJI aHAIIM3a WK CEPTUPHUKAT aHAIN34), OHA CEPHUsi KOTOPOTO JIOJKHA COBIAJATh C CEpUEH
oOpa3na JIEKapCTBEHHOTO IMpemapara [Uisi MEAMIMHCKOTO TMPUMEHEHHs, MPEeICTaBICHHOIO Ha
roCy/1IapCTBEHHYIO PETUCTPALIMIO.

(uactsb 4 B pen. DenepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

5. Pa3znen xumuueckoi, apManieBTUUECKON M OMOJIOTMYECKOM TOKyMEHTAllu BKJIIOYAeT B ceOs
JOKYMEHTBI, cojiepKaliie HHpopMaIHio o papMalieBTUYECKON CyOCTaHIIMM U JIEKAPCTBEHHOM IIperapare
JUIE MEIUIIMHCKOTO NMPUMEHEHHMs], MPOLIecce €ro MPOM3BOACTBA U METOJaX KOHTPOJsS KauyecTBa, B TOM
qucle:

1) KomHIO JOKYMEHTA, COAEPIKAIIETro CIASAYIONYI0 HHPOPMAIIHIO O papMarleBTUIECKON CyOCTaHIIUN
win GpapManeBTUYECKUX CyOCTaHIIMX, BXOSIIINX B COCTaB JIEKAPCTBEHHOTO Ipernapara:

a) HauMeHoBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA;
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTa)II/If/'I IMPONU3BOACTBA U MCTOAOB KOHTPOJIS Ha BCEX
CTagudgx IMPOU3BOACTBA,

I) onucaHue pa3paboTKU Ipouecca MPou3BOJICTBA;

1) ONTUCAHKNE KOHTPOJIS KPUTUUYECKUX CTAIUI MPOU3BOJICTBA U MPOMEKYTOYHON MPOIYKIIHH;
€) TOKYMEHTaJIbHOE TIOITBEPIKACHHUE (BAIMIAIINSI) POIIECCOB U (UJTH) X OIEHKA,

’K) CBOICTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTEePUCTHKA TPUMECEH;
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1) cnenudukanys Ha papManeBTHUECKYI0 CyOCTaHIINIO U ee 000CHOBAHHUE;

K) aHaJUTHYECKHE METOJMUKH, WCIOJb3yeMble MPHU OCYILIECTBICHHUH KOHTPOJIA KadyecTBa
(hapmaIeBTHUECKON CyOCTaHIINY;

J) JOKYMEHTAJIbHOE IMOATBEPXKACHUE (BalMJalMsl) aHATUTUUECKUX METOAUK, UCIONb3YeMbIX IMPH
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHUECKOH CyOCTaHIINY;

M) pe3yJIbTaThl aHaIKu3a cepuil hapMaleBTUUECKOI CyOCTaHIIUN;

H) MNEpCUCHb CTaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIIOJB3YCMbIX MPHU OCYHICCTBICHUN KOHTPOJIA
KadeCTBa,

0) OTMCAHNE XAPAKTEPUCTHK U CBOHCTB YIIAKOBOYHBIX MATEPHAIIOB M YKYTIOPOUHBIX CPEICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKON CyOCTaHITNH;
P) CpPOK FOJIHOCTH;

2) TOKYMEHT, COJICpIKAIIHii CIeAYIOIINE CBEICHUs O JIEKAPCTBEHHOM IpernapaTe A MEAUIIMHCKOTO
MIPUMEHEHUS:

a) OIIMCAHHUC U COCTAaB JICKAPCTBCHHOI'O IIpCIiapaTta I MCAUIUHCKOTI'O IIPUMCHCHH

0) omucanue (apmareBTHUCCKOH pa3paboTku (000OCHOBaHWME BBIOOpA COCTaBa, IEPBUIHOU
YIIaKOBKU U HHOTO);

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaIII/If/'I IMPOU3BOACTBA U MCTOAOB KOHTPOJIS Ha BCCX
CTagudgXx IMPOU3BOACTBA,

I) ONHUCaHWE KOHTPOJS KPUTHMUECKUX CTaJud Ipolecca MPOU3BOACTBA U MPOMEKYTOUHOMN
MPOIYKIHY;

J1) HAUMEHOBAaHUE U a/IpeC MECTa OCYILECTBIIECHUS IPOM3BOJCTBA JIEKAPCTBEHHOIO Ipernapara Juis
MEIMIMHCKOTO IMPUMEHEHHs (B Cllydae HaJW4YUsl HECKOJIBKHX YYACTHHUKOB IIpoliecca IPOU3BOJICTBA
HE00XO0IMMO yKa3aTh Ka)KJ0T0 U3 HUX);

€) (hapmareBTHUECKasi COBMECTUMOCTB;

) MUKpOOHMOJIOTMYECKHE XapaKTePUCTUKH;

3) MaTepHaIbHBIN OanaHc JUIsl MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONUCAaHNE XapaKTEePUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€PUAIOB U YKYIOPOUHBIX CPEJICTB;

K) JIOKyMEHTaJIbHOE TOJATBEP:KIeHHE (BaIMAALMs) IPOLIECCOB MPOU3BOJCTBA U (MJIM) UX OLIEHKA;

J) TpeboBaHMsI K KayecTBY BCIIOMOTaTeIbHBIX BelIeCTB (cepTUduKaT, cHenudukanus Ha
BCIIOMOTaTeNIbHbIE BEIIECTBA U UX 00OCHOBaHNUE);
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M) AHAIIUTUYCCKUC MCTOAUKH, HUCIOJB3YCMBIC IIpU OCYHICCTBJIICHMU KOHTPOJISA KadcCTBa
BCIIOMOT'aTCJIBbHBIX BCILICCTB,

H) JIOKYMEHTaJIbHOE MOATBEpPKJACHUE (BalUAals) aHAIUTUYECKUX METOJUK, WCIOIb3YEMBIX MPHU
OCYIIIECTBJICHUH KOHTPOJISI KAYECTBA BCIIOMOTATEIbHBIX BEIIECTB;

O) I/IH(bOpMaI_[I/ISI 00 HCIIOJB30BAHMHM BCIOMOIAaTEIbHBIX BCIICCTB YCJIIOBCUYCCKOT'O MW XHWBOTHOI'O
IIPOUCXOKIACHUSA,

H) I/IH(I)OpMaL[I/ISI 00 MCIOJIB30BAaHNH HOBBIX BCIIOMOTATEIbLHBIX BCIICCTB,

p) TpeOoBaHMA K KayecTBY JIEKAPCTBEHHOIO Ipenapara s MEIULIUHCKOIO IPUMEHEHHUs
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIN Mpernapar u uX 000CHOBAHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIHOJB3YEMbIC IIpU OCYHICCTBJIICHUU KOHTPOJISI KadeCTBa
JICKApCTBCHHOTO ITplriapara JJIisi MCAUITUHCKOI'O MPUMCHCHU S

T) AOKYMCHTAJIbHOC IOATBCPIKACHHUC (BaHI/I,I[aL[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIIOJB3YCMBIX IIPpU
OCYIICCTBJICHUU KOHTPOJIA Ka4€CTBa JICKAPCTBCHHOI'O IMperiapara Ajid MECAUIUHCKOTO IMTPUMCHCHU A,

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO IIpernapara JUisi MeAMLIMHCKOTO TPUMEHEHMS;
¢) XxapakTepucTUKa MPUMECEH;

X) MNEpCUCHb CTAaHAAPTHBIX 06pa3u0B, HCIOJIb3YCMbIX IIPpU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO ITplriapara i1 MCAUITUHCKOI'O IPUMCHCHUA

I1) IaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOT'O TIpenapara Juisi MeJUIIMHCKOTO TPUMEHEHHUSI.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pazgen Q)apMaKOJ'IOl"I/I"IeCKOI\/'I, TOKCHUKOJIOTHYECKOM JAOKYMCHTAIIUU BKIIFOYACT B ce0s OTYETHI O
pe3yibTaTax JOKIMHUYCCKUX HCCIICTOBaHUM JICKAPCTBCHHOTO CpCACTBA AJII MCAUIIUHCKOI'O IMPUMCHCHUS,
B TOM YHCIJIC:

1) oTder o hapmMakOTUHAMUYECKUX UCCIEAOBAHUSX;
2) otueT 0 hapMaKOKUHETHUECKUX HCCIEIOBAHUSAX;

3) OT4ET O TOKCUKOJIOTHYECKUX UCCIICTIOBAHMSIX.
(uacTsb 6 B pen. denepanbHoro 3akoHa otT 22.12.2014 N 429-D3)

7. Pa3nen KIMHUYECKOW TOKYMEHTAllMM BKIIOYAET B ce0s OTYETHl O pe3yibTaTax KIMHUYECKHX
HCCIIEIOBaHMM JIEKApCTBEHHOIO IIpenapaTa JUisi MEIULUHCKOTO IIPUMEHEHUS, B TOM YHCIIE:

1) ortdersi 00 wucCAEAOBAaHUSAX OHOJOCTYITHOCTH ¥ OMOIKBUBAJIEHTHOCTH, WCCIICOBAHUSX,
yCTaHABIUBAIOIIUX KOPPEIAIUIO PE3yIbTaTOB, MOJYYEHHBIX B YCIOBUAX in Vitro u in vivo;

2) oT4eTHl 0 PapMAKOKUHETHUECKUX UCCIIEOBAHUSX;
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3) otyeTsl 0 (hapMaKOAUHAMUYCCKUX UCCIICIOBAHUSX;
4) oT4eTHI O KIIMHUYECKUX HCCIEA0BaHUAX 3(PPEKTUBHOCTH U OE30MACHOCTH;

5) OTYET 0 NOCTPETUCTPALIMOHHOM OIIBITE IPUMEHEHMSI (IIPU HAJIMYUN).
(dactb 7 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpebGoBanus k o0beMy HH(pOpMAIUK, MPEIOCTABIAEMON B COCTaBE PETUCTPAIIMOHHOTO JIOCHE,
JUISL OTAETBHBIX BUAOB JIEKAPCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO MPUMEHEHUS YCTaHABIMBAIOTCS
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOJTHUTEIBHOM BIACTH.
(dactp 8 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B oTHOIIIEHHUU JEKAPCTBEHHBIX IMPENapaToB, Pa3pelICHHBIX IS MEIUIUHCKOTO NMPUMEHEHHUS B
Poccuiickoit @enepanuu Oojee ABaALATH JIeT (32 HCKIIOYEHHEM OMOJIOTMYECKUX JIEKapCTBEHHBIX
MpernapaToB), JOMYCKAeTCs BKIIOUEHHE B COCTaB pasjeia (papMaKoJIOrHYeCKOW, TOKCHKOJIOTHYECKOM
JOKYMEHTAIlMN U pa3jiena KIMHUYECKOH JOKYMEHTAIlMd BMECTO OT4eTa pa3paboTdyuka O pe3ysibTarax
COOCTBEHHBIX JIOKIMHUYECCKUX HMCCIICOBAHUN JICKAPCTBEHHBIX CPEJICTB U KIMHHYECKHUX HMCCIIEAOBAHUN
JIEKapCTBEHHBIX MPENaparoB Ui MEIUIMHCKOTO MPUMEHEHHs 0030pa HayyHBIX pabOT O pe3yibTarax
JTOKJIMHUYECKUX MCCICIOBAHUN JICKAPCTBEHHBIX CPEACTB M KIMHMUYECKUX WCCICAOBAHUM JTaHHBIX
JIEKapCTBEHHBIX MPENapaToB, B TOM YKCIIE BKJIIOYAs OMbBIT UX MOCTPETUCTPALIMOHHOTO IPUMEHEHHUS.
(dactp 9 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10. IIpu rocynapCTBEHHOW PpEruUCTpallid BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MpPEnapaToB MAJis
MEIUIUHCKOTO TPUMEHEHHUsI JONMYCKaeTcs BKIIOYEHHE B COCTaB paszziena (hapMaKoIOTHYEeCKOH,
TOKCHUKOJIOTHYECKOM JOKYMEHTAallud U paslena KIMHUYEeCKOW JIOKyMEHTalldd BMECTO OTueTa
pa3paboTynka O pe3yiabTaTax COOCTBEHHBIX IOKIMHMYECKHX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB
0030pa Hay4yHBIX pabOT O pe3yibTaTax JOKIMHUYECKUX HCCIEAOBAHUN peepeHTHOro JEKapCTBEHHOIO
npenapaTa U NpPEeJCTaBIEHUE BMECTO KIMHUYECKHUX MCCIEIO0BAaHUM B MOJHOM 00bEME, YCTAaHOBIEHHOM
pas3zfenoM KIMHUYECKON JOKYMEHTAallMM, OT4eTa O pe3yjbTaTaX HCCIIeAOBaHUM OMOIKBUBAJIEHTHOCTH
BOCIIPOU3BEJIEHHOT0 JIEKAPCTBEHHOTO Mpemnapara Juisi MeIuWUMHCKoro mnpumeHenus. He tpeOyercs
IpEJCTaBICHUE OTYeTa O pe3yiabTaTax HCCIeI0BaHUNM OMOIKBUBAJIEHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOTI'O IpenapaTa s MEAUIIMHCKOTO IPUMEHEHMSI, €CIIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHBIE MPENapaThl A1l MEAULIUHCKOIO IPUMEHEHUs, KOTOPbIE:

1) mpenHazHauyeHbl I MApEeHTEPAIBbHOIO (MOJKOXKHOIO, BHYTPUMBIIIEYHOIO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPDOHAapHOIO) BBEIEHUSA H
IIPEJCTABISAIOT CO00I BOAHBIE PACTBOPHI;

2) mpeCTaBISIIOT COO0M PacTBOPHI AJIsl MEPOPATHHOTO MPUMEHEHHUS;
3) mpousBenieHbI B (hOpME MOPOIIKOB WIIH JTUODUIN3ATOB ISl IPUTOTOBIICHUS PACTBOPOB;
4) ABASIOTCS ra3amu;

5) SABJSIFOTCS YIIHBIMU WJIM TJIa3HBIMU JIEKAPCTBEHHBIMM IperapaTamMu, IPOU3BeIeHHBIMU B hopMme
BOJHBIX PaCTBOPOB;

6) mpeaHa3HaYeHbI JJI1 MECTHOTO IPUMEHEHHUS U PUTOTOBJIEHHBI B (JOpME BOJIHBIX PACTBOPOB;
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7) IPECTABISIFOT COOOW BOAHBIC PACTBOPHI ISl MCIOJIB30BaHUS B (DOpME MHTAIAIHNA C TTIOMOIIBIO
HeOynaif3epa WK B KauecTBE Ha3aJbHBIX CIIPEEB, MPUMEHSIEMBIX C TTOMOIIBIO CXOIHBIX YCTPOUCTB.
(uactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. Jlna cnyuaeB, ykazaHHBIX B TyHKTax 1 - 3, 5 - 7 wactm 10 Hacrosmeld cTaThH,
BOCIIPOU3BE/ICHHBIN JIEKAPCTBEHHBIN Ipenapar uisi MEAULHMHCKOIO INPUMEHEHMSI JOJDKEH COAepXkarb
TaKHe K€ BCIIOMOTaTelIbHbIE BEIIECTBA B TAKUX K€ KOJUYECTBAX, Kak U pe(epeHTHBIN JIeKapCTBEHHbIN
npenapaT. Eciu cocTaBbl BCIIOMOTaTENbHBIX BEIIECTB Pa3IMYaroTCs, 3asBUTEIb JOJDKEH MPECTABUTH
JI0Ka3aTeNIbCTBA TOTO, UYTO HCIOJIb3yeMble B JAaHHBIX KOHIICHTPAIUSX BCIIOMOTaTeNbHbIEC BEIIECTBA HE
BIMSIIOT Ha Oe3omacHOCTh U (W) 3((HEeKTUBHOCTH JIEKAPCTBEHHOTO NpenapaTta sl MEIUIIMHCKOTO
npuMeHeHus. B ciyyae, ecnu 3asBUTEIb HE MOXKET MPEACTaBUTh TAaKHE JOKA3aTEeNbCTBA U (WIJIM) HE UMEET
JIOCTyNa K COOTBETCTBYIOLMM JIAHHBIM, OH JIOJDKEH IIPOBECTU COOTBETCTBYIOLIME HCCIIEJOBAHMS Ui
JI0Ka3aTeNIbCTBA OTCYTCTBHUSI BJIMSIHUSL Pa3HBIX BCIOMOTAaTENbHBIX BEIIECTB HJIM BCIIOMOTaTEIbHbBIX
yCTpoHcTB Ha Oe3omacHOCTh U (WMiu) 3(PGEKTUBHOCTH JICKAPCTBEHHOTO Mpernapara il MEIUIIUHCKOTO
MPUMEHEHUS B TOPSIKE, YCTAHOBIECHHOM YIOJTHOMOYEHHBIM (heiepaabHbIM OPraHOM HCHOJHUTEIbHOM
BJIACTH.

(uacth 11 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Ilpu rocyaapcTBEHHOM perucrpaniy KOMOUHAIUI paHee 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
penaparoB  JJid  MEAULUHCKOTO IPUMEHEHUs JIONYCKAaeTCs BKIIOUEHHE B COCTaB pasjela
(bapMaKoIIOTHYECKOH, TOKCHKOJIOTUYECKOH IOKYMEHTAllMM M pasjeia KIMHUYECKOH JOKyMEHTAIUH
BMECTO OTYeTa pa3paboTyhMKka O pe3yabTaTaXx COOCTBEHHBIX JOKIMHHYECKUX HCCIETOBAHHM
JIEKapCTBEHHBIX CPEIACTB 0030pa HayuyHbIX pabdOT O pe3yibTaTax AOKIMHUYECKHX MCCIIEeI0BaHUI
pedepeHTHBIX JIEKaPCTBEHHBIX IMPENapaToB, BXOASIIMX B COCTaB KOMOMHAIIMHM JIEKAPCTBEHHBIX
MpernapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OHOM JIEKapCTBEHHOH (opme.

(uacth 12 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha oskcnepTu3y pas3iWyHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
npenapara i MEAMIMHCKOIO TMPUMEHEHHS 3asBUTEIb MPEACTABISIET OTACIbHbIE 3asBICHUA H
PEruCTpallMOHHBIE TOChE Ha KaXAYI0 JeKapcTBeHHYIO ¢opmy. [Ipu ycroBuM 0JHOBPEMEHHOM MOIauu HA
AKCIIEPTU3Y OJHOM JEKapCTBEHHOH (OPMBI C pPa3NUYHBIMU JO3MPOBKOM, KOHIIEHTpAIMei, o0heMoM
3asIBUTEIb TIPEACTABIISIET OJTHO 3asBJICHUE M PETUCTPAIMOHHOE JIOChE C MPUIOKEHUEM MAKETOB YIIaKOBOK
Ha Ka)XIyI0 JO3HPOBKY, KKy KOHIICHTPAIIHIO, KAXK/IBI 00beM U Kaxk/10€ KOIUYECTBO 103 B YIIAaKOBKE.
(dactb 13 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

14. Tlpu rocymapCTBEHHOW perucrpanuu ophaHHOTO IJIEKAPCTBEHHOTO TMpemnapara 3asBUTENb
MpeACTaBIsIET MHPOPMAIIHIO, HEOOXOIUMYIO JUTsl (POPMUPOBAHUS pazjiesia KIMHUYECKON JTOKYMEHTAIIUH,
B 00beMe, YCTAaHOBIIEHHOM YIIOJTHOMOYEHHBIM (pe/IepalbHbIM OPTaHOM HCTIOTHUTEIBHON BIACTH.

(dactpb 14 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

15. HpI/I perucTpanmuu OMOJIOTHYECKOTO JICKApCTBCHHOT'O IIpfliapara, IHNOJYUYCHHOI'O H3 KpPOBH,
I1a3Mbl KpPOBHU YCJIOBEKA, B COCTABE€ PCTUCTPALMOHHOIO AOOCBE Ha HeKapCTBeHHBIﬁ npenapar s
MCIUIHUHCKOI'O TPUMCHCHUS JOJIKHBI OBITh MMpEACTaBJICHBI JOITOJHUTCIIBHO!:

1) B paszmene AOKyMEHTAIlMd aJMUHUCTPATHBHOTO XapakTepa TOKYMEHT, COJep Kalluil
nH(popMaIII0 0 CyObEeKTaX OOpalleHHs] JOHOPCKOW KPOBH M (WIIM) €€ KOMIIOHEHTOB, O TOM, I/ie ObLia
OCYIIIECTBJICHA JOoHanusi (KpoBH © (WJM) TUIa3Mbl KPOBHM), a TakKe JaHHbIe 00 HMH(PEKIIMOHHBIX
3a00/IeBaHUAX, TMEPEAAIINXCS MapeHTepaTbHBIM TyTeM, HHPOpMAIUS O CyOBheKTax oOpalieHus

www.consultant.ru Crpannna 43 u3z 127
HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100349&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100357&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100358&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100359&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=195524&date=18.07.2019&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100360&fld=134

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

JIOHOPCKOW KpOBH W (WMJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHMH KOTOPBIX OCYIIECTBISETCA KOHTPOJb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazaene XUMHUYECKOH, (hapMaleBTHUECKONW U OMOJIOTHYECKOM JOKYMEHTAIIH:

a) KpUTEpUU U CIOCOOBI 0TOOpa, TPAHCHOPTUPOBAHUS U XPAHEHHUS JOHOPCKOW KpPOBH M (WIIH) ee
KOMITOHEHTOB;

0) pe3yabTaThl HCCIIEAOBAaHUN OTOOPAHHBIX JOHOPCKOM KPOBU M (WMJIM) IUIa3Mbl KPOBH M ITyJIOB Ha
HaIM4YMe BO30yauTeneld WHQEKIMi, BKIoYas WHGOpMAIMIO 00 HCHOJIB30BAHHBIX METOAMKAX
UCCIEOBAaHUH W B CIydae HCCICAOBAaHMS MYJIOB IUIa3Mbl KPOBH PE3YJbTaThl JOKYMEHTAJIHHOTO
MOJTBEPKACHUS (BaIHIAIMH) HCIIOJIb30BAaHHBIX METO/INK;

B) TEXHUYECKHE XapaKTEPUCTUKH YMAKOBKH JUIsi 0TOOpa IOHOPCKOM KPOBH U (UJIK) MJIa3Mbl KPOBH,
BKJTIOYasi HH(OPMAIUIO 00 UCTIOIB30BAHHBIX PACTBOPAX AHTHKOATYJISTHTOB.
(uacth 15 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. Knuanyeckue uccieaoBaHMs JICKapCTBEHHOTO Tpernapara il MEIUIMHCKOTO MPUMEHEHUS B
LEeIsIX €ro roCyJapCcTBEHHOH perucrpauuu mposoasrcs B Poccuiickoit ®Pepepanuu B IOPAIKE,
ycTaHoBiIeHHOM craThsiMu 38 - 44 mnacrosuiero ®enepanpHoro 3akoHa. OTyeT O MPOBEIEHHBIX
UCCIIEOBAHMAX BKJIIOYAECTCA B COCTAB Paszeila KIMHUYECKOW NOKYMEHTALMM PErMCTPAalMOHHOIO JOChE
Ha JIEKQpCTBEHHBIN INpenapar A MEAULMHCKOro NMpuMeHeHHs. /[l JekapcTBEHHBIX MpenaparoB AJs
MEIULMHCKOTO IPUMEHEHMs, B OTHOLICHMHM KOTOPBIX B PE3yJbTaTe »JKCIEPTU3bl [TOKYMEHTOB,
[IPE/ICTABICHHBIX JJISl ONPEENIEHUsT BO3MOXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM Ipenapar yis
MEIULMHCKOTO MPUMEHEHHs B KayecTBe Op(aHHOIO JIEKAPCTBEHHOTrO Iperapara, Takas BO3MOXKHOCTh
IpU3HAHA M B OTHOILIEHUH KOTOPHIX IPOBEAEHbI KIMHUYECKHE HCCIIEIOBAaHUS, BBIIIOJIHEHHBIE 3a
npenenamu  Poccuiickoit ®denepanuu B COOTBETCTBMM C IpaBWJIaMHM  HaJylexaleidl J1abopaTtopHoOn
MPaKTUKA M TpaBWIaMU HaJJeXalled KIMHUYECKON MpaKTUKH, JIONMYCKAeTCs BKIIOYEHHE B COCTaB
pasfena KIMHUYECKOM NOKYMEHTAllMd BMECTO OTYETa O pe3yibTarax KIMHUYECKHX HCCIIEJOBaHUN
JIEKApCTBEHHOIO IIpenapara Juisi MEIUIMHCKOTO IPUMEHEHUS, POBEAEHHBIX B Pocculickon ®denepanny,
OTYETAa O pe3ynbTaTax KIMHUYECKUX MWCCIEIOBAaHUM, BBIIIOJHEHHBIX 3a mpenenamu Poccuiickoin
denepanuu.

(uacTb 16 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

17. 3asBuTenp BOpaBe NPEACTaBUTh MO COOCTBEHHOM HWHHMIIMATHBE BMECTE C 3asBIIEHUEM O
rOCYZAApCTBEHHOM PErucTpaluy JICKapCTBEHHOIO IIpemapara sl MEIULHUHCKOrO IPUMEHEHUS
JOKYMEHTBI, TOATBEPKIAOIINE YIUIATy TOCY1apCTBEHHON NOIUIMHBI U yKa3aHHble B yHKTe 10 wacty 2
HacTosIel cTatbu. B ciydyae ux HempecTaBiIeHHUs COOTBETCTBYIOIIMN YIOTHOMOYEHHBIN (heaepaibHbIN
OpraH HCIIOJIHUTENBHON BIIACTU NpoBepsieT (DAKT YIUIaThl TOCYJapCTBEHHON NOUUIMHBI 3asBUTENIEM
MIOCPEJICTBOM HCIIOJIb30BaHUs MH(pOpMaMK 00 yIulaTe ToCyJapCTBEHHOM MOLUIMHBI, COAepiKalleics B
I'ocynapcTBeHHON HMH(OPMALIMOHHOW CHCTEME O TOCYJAapCTBEHHBIX M MYHMIMIAIbHBIX IUIATEXaxX, Ha
OCHOBAaHUM  MPEACTABIECHHBIX  3aABUTEJIEM  KONUN  JOKYMEHTOB, IOJATBEPKIAIOUIMX  YIIATy
rOCyJ1apCTBEHHOM MOUUTUHBI.

(uactb 17 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18. He nomyckaercs HCIOJNB30BaHHE B KOMMEPUECKHMX IIeNIX HHGOpMAlMu O pe3yiapTaTax
JOKJIIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX CPENCTB M KIMHUYECKUX UCCIIEI0BAaHUM JIEKAPCTBEHHBIX
MpernapaToB s MEAMIMHCKOTO NPUMEHEHUs, MPEJICTaBICHHON 3asBHUTENEM JJsi TOCYAapCTBEHHOU
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perucTpanyy JIeKapCTBEHHOrO IMperapara, 0e3 ero corjacus B TEUYEHHME UIECTH JIET C JaThl
roCyJ1IapCTBEHHON perucTpanuu pedepeHTHOro JeKkapCTBEHHOTo npemnapara B Poccuiickoii @enepanuu.
(uactb 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

19. lepxkartenp WM Biaaeiel] PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Ipenapara Ha
OMOTEXHOJIOTMYECKHI WM Op(aHHBIN JIEKAPCTBEHHBIN Mpenapar 00sA3aH MPEIOCTaBIATh HAa BO3ME3THOM
OCHOBE 00pa3lbl peepeHTHOro JEKapCTBEHHOr0 IpenapaTa 3assBUTENIAM sl IPOBEACHUS KIMHUYECKUX
uccnenoBanuii. CTOMMOCTh 0O0pasna peepeHTHOro JIEKapCTBEHHOTO Iperapara, BKIIOYEHHOTO B
IepevYeHb )KU3HEHHO HEOOXOUMbIX M BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, HE JOJKHA MIPEBHIILATH
3apETUCTPUPOBAHHYIO IMPEICIbHYIO OTIYCKHYIO IIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIN IMperapar Hiu
LIEHY Ha JICKapCTBEHHBIN IIpenapaT B CTpaHE IPOU3BOAUTEIIS.

(dactb 19 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

20. 3asgBiieHHE O TOCYAAPCTBEHHOM perucTpany BOCIPOU3BEACHHOIO JEKApCTBEHHOTO Mperapara
JUISE MEJHMIIMHCKOTO TPUMEHEHHUS MOXET OBITh IOJaHO B YIOJHOMOYCHHBIH (enepalbHblii Opran
UCTIOJIHUTEIBHOM  BJIACTH, OCYIIECTBIIIONIMA TOCYIapCTBEHHYIO  PETHCTPAIllI0  JICKApCTBEHHBIX
MpermapaToB, MO HCTEYCHWH YETHIPEX JIET C JaThl TOCYJApCTBEHHOH perucTpanu pedepeHTHOrO
JICKapCTBEHHOTO npenapara B Poccuiickort deneparum.
(uacts 20 BBeaeHa DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3agBneHue O TOCYJAapCTBEHHOW  perucrpanuu  OuoaHanoroBoro (0uomogo0HOTO)
JICKapCTBCHHOTO TIperapaTa (0noaHanora) MoKeT OBbITh ITOIaHO B YITOJIHOMOUYEHHBIN (helepaibHbId OpraH
UCIIOJIHUTENIBHOM  BIACTH, OCYIIECTBIISIIONIMM TOCYJAapCTBEHHYIO PErHCTpAalUi0  JIEKapCTBEHHBIX
IpermapaToB, MO HWCTEYCHWH TpPeX JIET C JaThl TOCYAApCTBEHHOW pEerHCTpanud pPePepeHTHOTO
neKkapcTBeHHOro npemnapata B Poccuiickoit denepanuu.

(dactb 21 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22. JlepxaTenb WM BIAJENEl PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKApCTBEHHOrO Iperapara
MPEACTABIISIET B YINOJTHOMOYEHHBIN (eepanbHblii OpraH WCIOTHUTEIBHONW BJIACTH, OCYIIECTBIISIIOIIUN
(GYHKIIUH 110 KOHTPOIIO U HAJ30pY B cepe 3apaBoOOXpaHEHHs], OTUET MO pe3yibTaTtaM (papMaKoHaI30pa
OJINH pa3 B LIECTh MECSIEB B TEUCHHUE ABYX JIET MOCJE IOCYAAPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO
npenapara B Poccuiickoil @enepanun, €KE€rolHO B TEUEHHUE MOCIEAYIOIINX TPEX JET U B JdalIbHEHIIeM
OJIH pa3 B MSATh JIET.

(uacTh 22 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 19. lpuHATHME pelleHMA O Bblave 3KCNEepPTHOMY YUYPEeXAEeHUIO 3aAaHuA Ha
npoBeAeHMe 3KCNepTU3bl SIeKapCTBEHHOro cpeacTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Tedenue necaTH pabodyux JHEW CO JHS MPUHATHUS 3a8BJICHUS O TOCYAApCTBEHHOI perucrpanuu
JIEKapCTBEHHOI0  Tpernapara  COOTBETCTBYIOIIMM  YIIOJTHOMOYEHHBIM  (denepanpHblii  opran
WCTIOJHUTEJIBHOW BIIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OPMIICHUS
MNpEACTABJICHHBIX AOKYMCHTOB PErUCTPAllMOHHOIO0 JOCHE Ha HeKapCTBeHHBIf/'I npemnapatr U MMpPUHUMACT
pelieHue O BbIaue 3aJaHusl Ha IIPOBEICHHUE:

1) sKkcmepTHu3bl TOKYMEHTOB, MPEICTABICHHBIX [IJIsi OMPENEICHUS BO3MOXXHOCTH PAacCMaTpUBAThH
JIEKApCTBEHHBIA TMpenapar sl MEAUIMHCKOrO MPUMEHEHMs] MPHU OCYIIECTBICHUHM TOCYJAapCTBEHHOMN
perucTpanmm B KauecTBe ophaHHOr0 JIEKAPCTBEHHOT'O IIpernapara;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

2) OKCICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTH SKCIICPTU3LI KAUYCCTBA JICKAPCTBCHHOI'O CPCACTBA
M SKCIIEPTU3bl OTHOLICHUSA O}I(H,I[aeMOI;'I IIOJIB3bI K BO3MOKHOMY PHCKY IPHUMCHCHHA JICKAPCTBCHHOI'O
npemnapara ajid MCIUIUHCKOTIO IPUMCHCHU,

3) sKcrnepTHU3bl JIEKApCTBEHHOT'O CPE/ICTBA B YACTH HKCIEPTU3bl KaUeCTBA JIEKApCTBEHHOIO CPE/ICTBA
U 3KCHEPTU3bl OTHOUIEHMSI OKUJAEMOW IMOJb3bl K BO3MOXKHOMY PHUCKY IPHUMEHEHHUs JIEKAPCTBEHHOTO
mpenapara Juisl MEAMLMHCKOIO IPUMEHEHHs B TOPSJKE YCKOPEHHOW THpPOLENYPbl SKCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CcTaThell 26 HacTosero denepanbHOro 3aKOHa;

4) »sKcnepTu3bl JICKApCTBEHHOI'O CPEACTBa B OTHOIIEHUM JICKAPCTBEHHOI'O IIpenaparta Juls
BETEPUHAPHOTO IPUMEHEHUS.

2. YIOTHOMOYEHHBIH (heiepaibHbId OpraH MCIOJHUTEILHON BJIACTH YBEAOMIISCT B DJICKTPOHHOMN
dopme mnu Ha OyMa)XHOM HOCHTENE 3asSBUTENS U DKCIEPTHOE YUPEKICHHE O MPUHSATOM DPEUICHHU O
BbIJ]a4€ 33JJaHUI HA IPOBEJICHUE SKCIEPTU3, IPETYCMOTPEHHBIX YaCThIO | HACTOAILIEH CTaThU, U B Cllydae
HE0O0XOIMMOCTH O BbIJaue paspeuieHus Ha BBo3 B Poccuiickyro ®enepanuio KOHKPETHOW MAPTHH, CEPUU
3apEruCTPUPOBAHHBIX U (WJIM) HE3apErMCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
IIPOBEICHUH NPEAYCMOTPEHHBIX SKCIEPTU3 C YKa3aHUEM MPUYHMH TaKOI'0 OTKa3a.

3. B cnyuae BBbISBICHHS OTCYTCTBHUS HIIM HEIOCTOBEPHOCTH HH(OPMAIMH, COAEpKAIlIehHCs B
MPEJCTABIICHHBIX 3asSBUTENEM IOKYMEHTAaX, YIIOJHOMOYEHHBIH (elepanbHblii OpraH HCIIOJHUTEIHHON
BJIACTH HAMNpaBJseT 3asiBUTENIO 3ampoc 00 yTOYHEHHHM 3TOM uHQOpManuu (Jauee - 3ampoc
YIOJHOMOYEHHOTO (Pe/iepajIbHOr0 OpraHa HCIIOJIHUTEIbHOW BJIACTH), KOTOPBIM MOXET OBbITh IeperaH
YIOJHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO NOJ PACHUCKY, HAlpaBJi€H IO MOYTE 3aKa3HbIM
IIMCBMOM WJIM TE€pPEaH B 3JEKTPOHHOHN (opMe M0 TeJIEKOMMYHMKAI[MOHHBIM KaHaiaMm cBsi3u. B ciydae
HaMpaBlIEHUsl 3aMpoca YMOJTHOMOYEHHOTO (eaepaibHOro OopraHa HCIOJIHUTEIbHOW BIACTH IO TOYTE
3aKa3HbIM IUCbMOM OH CYHUTAETCs IOJYyYEHHBIM MO MCTEYEHHM IIECTHM JHEH ¢ JaThl HANpaBJICHUS
3aKa3HOT0 NMHUCHMA.

4. 3asgBuTenb 0053aH MpPEICTaBUTh OTBET HA 3alpOC YINOJIHOMOYEHHOTO (eAepalbHOro opraHa
WCTIOJHUTEJILHOM BIIACTU B CPOK, HE NMPEBBIMIAIONINI JIeBIHOCTA pabOYMX JAHEH CO JHS €ro MOJy4YEeHHs.
CpOK, YKaSaHHLIﬁ B "acTH 1 HaCTOﬂmeﬁ CTaTbu, NPUOCTAHABIIMBACTCA CO JHA HAIIPABJICHUA 3asIBUTCIIIO
3ampoca YHOJHOMOYEHHOTO (elepaabHOro OpraHa HCIOJHUTENbHONH BJIACTH /O JHSA HOJIYYEHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHOBaHUEM AJi1 OTKa3a B OpraHU3allMU SKCIEPTU3, MPEAYCMOTPEHHBIX 4acThio | Hacrosumiei
CTaThH, SBISETCA TPEACTABICHHUE HEOOXOMUMBIX HJisi TPOBEACHHUS TMPEIYCMOTPEHHBIX DJKCIEPTH3
JOKYMEHTOB B HEIOJIHOM 00beMe WM HENpeICTaBJICHUE 3asiBUTEIIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha
3arpoc yMOJIHOMOYEHHOTO (elepalbHOr0 OpraHa HCIOJIHUTEIbHOM BIACTH, a TaKKe IpeJCTaBICHHE
JIOKYMEHTOB, HE COJIEPKalllX MCUYEPIBIBAIOIIETO MepeUHs HEOOXOIUMBIX CBEICHUN.

Ctatbsa 20. JkcnepTusa [AOKYMEHTOB, TNpeACTaBMNeHHbIX AnA onpepeneHvs
BO3MOXHOCTHU paccMmaTpuBaTb .I'IeKapCTBeHHbIl:’l npenapar ansa MeaQULMNHCKOIro
npuMmeHeHuA npu ocyuwecTBlIeHUn rocynapCTBeHHoﬁ perucrtpauunu B Ka4decCcTBe
opdraHHOro niekapcTBeHHOro npenapara

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a AOKYMCHTOB, IMPCACTABJIICHHBIX IJIA OHNPCACIICHUSA BO3MOXHOCTU pacCMaTpuBaAThb
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

JIEKApCTBEHHBIA TMpenapar il MEAUIMHCKOrO MPUMEHEHHS MPU OCYIIECTBICHUU TOCYIapCTBEHHOM
pEerucTpanuy B KadecTBe OppaHHOTO JICKAPCTBEHHOTO Iperapara, COCTaBICHHE KOMHUCCHEH SKCIIEPTOB
3aKJIIOYEHUST O BO3MOXHOCTU WJIM HEBO3MOXKHOCTH paccMaTpHUBaTh JIGKAPCTBEHHBIM Npernapar s
MEIUIIMHCKOTO TPUMEHEHHsI TIPH OCYIIECTBICHUH TOCYJApPCTBEHHOM PErHCTpallud B KauyecTBE
ophaHHOTO JEKaPCTBEHHOTO Tperapara M HalpaBJICHWE aHHOTO 3aKIIOYCHUS B YIMOJIHOMOYEHHBIN
(dbenepaibHBIA OpraH HMCIIOJIHUTEIBHOW BJIACTH OCYIIECTBIISFOTCS B CPOK, HE MPEBBIIAIONIANA TPUIIATH
pabounx JHEH cO JHS MONYYCHHS SKCIIEPTHBIM YUPEXKICHUEM 3aJaHus YITOJIHOMOUYEHHOTO (eepaibHOTO
opraHa MCTOJHUTEILHON BJIACTH U B JIEKTPOHHOW (popMe miin Ha OYMa)KHBIX HOCHUTEISIX HEOOXOAMMBIX
JOKYMEHTOB, yKa3aHHBIX B myHKTax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 cratbu 18 HacTosmiero
denepaabHOTO 3aKOHA.

2. JIoKyMEHTBI, COJEpXAIIUeCcs B PETrUCTPAIMOHHOM JOCh€ Ha JIEKapCTBEHHBIM Mpemapar u
MOCTYMUBIINE HA OYyMa)KHBIX HOCUTEJIAX B SKCIIEPTHOE YUPEKJICHUE I OCYIIECTBICHUS UX dKCIEPTURHI
JUISL  ONPEAENICHUST BO3MOXHOCTHM pacCMAaTpUBaTh JICKAPCTBEHHBIM mpenapar isi MEIULMHCKOIrO
NpPUMEHEHUs B KauecTBe oOpdaHHOrO JIEKapCTBEHHOTO IIperapara, MoJJIeKaT BO3BpaTy B
YIOJIHOMOYCHHBIA (pefepalibHbIi OpraH MCIOJHUTEIHHOM BJIACTH OJHOBPEMEHHO C 3aKIIOYCHUSIMU
COOTBETCTBYIOIIMX IKCIEPTHU3.

Cratba 21. PeweHne 0 BO3MOXHOCTW paccMaTpuBaTb JIeKapCTBEHHbIA npenapar
npuM oOcCywecTBNMEeHUM TrocyAapCTBEHHOW perucTtpauMm B KadecTBe opdaHHOro
neKkapcTBeHHOro npenapara

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cpok, He npeBbIIAOIUI MITH padounx JTHEH CO JIHS MOJIyYEHUs 3aKJIIOUEHUs, YKa3aHHOIO B
gactu 1 crateum 20 Hacrosimero @enepanbHOro 3akoHa, YMNOJIHOMOYEHHBIM (enepaibHblii OpraH
WCIIOJIHUTEJIBHOM BJACTU OCYILIECTBIISIET OLEHKY IIOJYyYEHHOTO 3aKJIIOYEHMs AJI ONPENENIEHUs €ro
COOTBETCTBHS 3aJaHUI0 HA IIPOBEJEHUE COOTBETCTBYIOLIEH AKCHEPTHU3bl U YBEAOMIISIET 3asBUTENS B
ANEKTpOHHOU (opMe MM Ha OyMa)kHOM HOCHUTENE O pe3yJabTaTax IPOBEIEHHOM 3KCIEPTU3bl C
MPUIIOKEHUEM KOIUH HKCIEPTHOIO 3aKJIIOYEHHS (C COXpaHEHHEM KOH(HUISHIIMAIbHOCTH UHPOPMALIUHU O
COCTaBe AKCIEPTHOW KOMHUCCUHU) U O BO3MOYKHOCTH MJIM HEBO3MO>KHOCTH paccMaTpUBATh JIEKAPCTBEHHBIN
npernapar Uil MEIULUHCKOTO IPUMEHEHUS INpPU OCYIIECTBIEHUU TOCYNApCTBEHHOH perucrpanu B
KauecTBe OppaHHOTrO0 JIEKapCTBEHHOI'O IIpernapara.

2. Ilpy BBIHECEHMM KOMHCCHEN DOKCIEPTOB 3aKIKYEHHS O BO3MOXKHOCTHM paccMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar A MEAMIMHCKOIO NPUMEHEHHUS NpPU OCYIIECTBIEHUH TOCYAApCTBEHHOU
perucTpanuy B kadyectse ophaHHOIO JIEKApCTBEHHOI'O IpenapaTa yIoJHOMOYEHHBIN (eaepanbHblii Opran
WCIIOJIHUTEJIBHON BJIACTH B CPOK, HE MPEBBIMAIONIUN MATH paboyux AHEW CO JHS MOJYy4YeHHUsS JaHHOTO
3aKJIIOUYEHHUs, IPUHUMAET pELIEHUE O BbIAYEe 3aJaHus HAa NPOBEIACHHE DKCIEPTHU3bl KadyecTBa
JIEKapCTBEHHOI'O CPEACTBA M HKCIEPTU3bl OTHOLIEHUS O0KMJIAeMOM MOJb3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHs] JIEKapCTBEHHOI'O Ipenapara il MEOULMHCKOTO IMPUMEHEHMsI B IOPSIKE YCKOPEHHOU
MPOLIEAYPBl AKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHUM CO CTaTbed 26 HACTOSILETO
denepallbHOTO 3aKOHA.

3. B cinydae mpuHATHS PELICHHUS] O HEBO3MOXKHOCTH pacCMaTpUBAaTh JEKAPCTBEHHBIN Ipenapar s
MEAWIIMHCKOTO TPHUMEHEHUs TpU TOCYIJApCTBEHHOW pErucTpallid B  KadecTBe Op¢aHHOTOo
JIEKApCTBEHHOT'O  MperapaTa YINOJTHOMOYEHHBIM (QefepanbHbIii  OpraH HCHOJHUTEIBHOW  BIIACTH
MpeKpaniaeT npoueaypy rocy1apCTBEHHOW perucTpanuu JIEKapCcTBEHHOTO Mpemnapara. 3asBUTEb BIIpaBe
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JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

0o0paTUTbCS B PETHUCTPUPYIOUINI OpraH ¢ 3asBICHHEM O TOCYAapCTBEHHOW PETUCTPAIMH YKAa3aHHOTO
JIEKapCTBEHHOI'0 IIperapaTa B COOTBETCTBUU coO cTaThell 18 Hacrosero deaepanbHOro 3aKoHa.

CraTtba 22. YTpaTtuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

Cratba 23. JKcnepTu3a KayecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLLUEHMA OXWAAeMOM MNONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS JeKapCTBEHHOro
npenapara aAns MeAULUHCKOro NnpuMeHeHus

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOIO CPENCTBA U DKCIIEPTU3a OTHOLIECHUS OXKHUIAEMOM IOJIb3bI
K BO3MOYKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOI'O Ipernapara Uil MEIULHUHCKOTO IPUMEHEHHs,
COCTaBJICHME KOMHUCCHSIMHU DOKCIEPTOB 3aKIYEHHHM II0 pe3yjibTaTaM IPOBENCHHBIX JKCIEPTH3 H
HaNpaBJICHUE JTUX 3aKIIOYCHWH B YIOJHOMOYEHHBIH (efepalbHblii OpraH HCIOJHUTEIBHON BIIACTH
OCYLLIECTBIISIIOTCS. B CPOK, HE TPEBBIIAIOIIUI CTa AECATH PabOUYMX JTHEH CO JIHS MOJyYeHUs SKCIEPTHBIM
YUPEXKJICHUEM COOTBETCTBYIOILETO 3a/JaHHs YIOJHOMOYEHHOTO (eepaJbHOro OpraHa HCIOJHUTEIbHON
BJIACTU M HEOOXOAUMBIX IOKYMEHTOB B 3JIEKTPOHHOM (popMe Wil Ha OYMakKHbIX HOCUTEISX.

2. B TedeHue AeBsIHOCTA JHEH CO JHS TOJIYYCHHUS PEIICHUS YIOJHOMOYCHHOTO (eAepaibHOrO
OpraHa HCIIOJIHUTEIbHOW BIIACTH O MPOBEACHUU SKCIEPTH3, MPEIyCMOTPEHHBIX 4YacThio | HacTosIie
CTaThH, 3aSBUTEINIb IMPEACTABIISICT B JKCICPTHOE YUPEKICHUE ISl MPOBEACHHUS SKCIEPTU3bI KadecTBa
JIEKapCTBEHHOT'O CpeACTBa 00pa3libl JIEKAapCTBEHHOI'O Npernapara s MEIULIUHCKOTO0 NPUMEHEHUs,
MIPOU3BEICHHOTO B COOTBETCTBHH C TPEOOBAHUSMU OIBITHO-IIPOMBINIJICHHOTO U (FUJTH) MPOMBIIIUICHHOTO
PErIaMeHTOB, YTBEP)KIEHHBIX PYKOBOIHUTENEM IPOU3BOAUTENS JEKAPCTBEHHBIX CPEICTB, a TaKXKe B
COOTBETCTBYIOIIUX CIIydasx 00pa3iipl (hapMareBTHUSCKON CYOCTaHIIMH, TECT-IITaMMa MHKPOOPTaHU3MOB,
KYJIbTYpPBI KJIETOK, 00pa3iibl BEIIECTB, MPUMEHSIEMbIX Il KOHTPOJIA KadecTBa JIEKApCTBEHHOTO CPe/ICTBA
MyTEM CPAaBHEHHSI C HUMH HCCIIEAYEMOTO JICKAPCTBEHHOTO CPEJICTBA, B KOJIMYECTBaX, HEOOXOAUMBIX JIJIst
BOCITPOM3BE/ICHUSI METOJIOB KOHTPOJISI KauecTBa.

3. Ilpu momydeHuu o0Opa3IOB JICKAPCTBEHHOTO Npemapara U (papMaleBTUYECKON CyOCTaHIIMH
JKCIEPTHOE YUPEXKICHHE BBIIAET 3asBUTEIIO0 JIOKYMEHT, MOATBEPKIAIOLIMN MONTYYEHUE YKa3aHHBIX
00pasIioB, U B CPOK, HE MPEBBIMIAIOIINN TpeX pabouunXx JAHEH, yBEIOMIISIET B AJIEKTPOHHOU (OpMe UM HA
OyMa)XHOM HOcHTeJIe 00 3TOM YIOJTHOMOYEHHBIN (eiepanbHbIN OpTaH UCTIOTHUTENBHOM BIACTH.

4. YxazaHHBIC B YacTsIX 2 W 3 HACTOSIIEH CTaThU CPOK ISl TIPEACTABICHHUS 3asBUTENIEM 00pa3IoB
JIEKapCTBEHHOTO Ipenapara W (apMaleBTUYECKOW CYOCTaHIIMM M CPOK YBEJOMJIEHHS SKCHEPTHBIM
yupexkaeHueM o0 dJToM Ha OyMaXHOM HOCUTENE YIOJHOMOYEHHOro (enepaibHOTO OpraHa
HCIIOJIHUTEJILHOM BJIACTU HE BKJIIOYAKOTCS B CPOK IPOBENEHUS DKCIEPTU3, IPEAYCMOTPEHHBIX YaCThIO 1
HAaCTOSIIEH CTATHHU.

5. JIOKyMEHTBI, IOCTYIUBIIME B OJKCIEPTHOE YUYPEXKACHUE [UIA IPOBEIEHUS DKCIEPTHU3,
MPEelyCMOTPEHHBIX YacThIO | HAcTOsIIEN CTaThH, MOJIEkKAT BO3BPATY B YIIOJIHOMOYEHHBIHN (enepaibHbli
OpraH HCIIOJHUTEJIBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYCHUSAMH, IIOJIYYEHHBIMH II0 pe3ylbTaTam
COOTBETCTBYIOIIMX IKCIIEPTHU3.

Cratba 24. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
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OTHOLUEHUSA OXWMOAeMOW NOoSfib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEeHHOro
npenapara Ans BeTepMHaApHOro NpuMeHeHUsA

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOI'O CPENCTBA U DKCIIEPTU3a OTHOLIECHUS OXKUIAAEMOM IOJIb3bI
K BO3MOXXHOMY pPHUCKY IIPUMEHEHMs JICKapCTBEHHOI'O IIpenapara il BETEpPUHApPHOIO IPHUMEHEHMS,
COCTaBJICHHE KOMMCCHAMM DSKCIEPTOB 3aKIIOUEHUN II0 pe3ylbTaTaM YKa3aHHBIX JKCIEPTH3 U
HaNpaBJICHUE TaKUX 3aKIIOYCHHHA B YMOJTHOMOUYEHHBIN (hefepalbHbIi OpraH HCIOJHHUTEIBHON BIIACTH
OCYILLIECTBIISIOTCS B CPOK, HE MPEBBILIAIOIUI CTa AECATH PabOUYMX THEH CO IHS MOJIy4eHHs SKCIEPTHBIM
YUPEXKICHUEM 3aJaHusl yIOJHOMOYEHHOrO (efepaabHOr0 oOpraHa HCIOJHUTENIBHOM BIACTH C
JOKYMEHTaMH, YKa3aHHBIMU B 4acTu 3 craThu 17 HacTosmero denepanbHOro 3aK0Ha.
(B pen. @enepanbabix 3akoHOB 0T 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B TedeHue mnsATHaAUATH paboOyYMX JAHEW CO JHS TMOJNYYEHUS PELICHUS YIOJIHOMOYEHHOIO
(denepanbHOro OpraHa HCIIOJIHUTEIBHON BJIACTH O MIPOBEICHUYU YKA3aHHBIX B 4YacTH | HACTOSIICH CTaThH
9KCIEPTU3 3aABUTENb NPEJICTABISAET B IKCIEPTHOE YUPEXKACHHUE NJIsl MPOBEACHUS SKCIEPTU3bl KayecTBa
JIEKapCTBEHHOI'O CpEACTBAa O0pa3ilbl JIEKAPCTBEHHOI'O Mpenapara JUisi BETEPUHAPHOTO MPHUMEHEHUS,
MIPOU3BEJCHHOTO B COOTBETCTBHUHM C TPEOOBAHUSMHU TEXHOJOTUYECKUX PErJIAMEHTOB, YTBEPIKICHHBIX
PYKOBOJIUTENEM TPOU3BOAMUTENS JIGKAPCTBEHHBIX CPEICTB, a Takke oOpasern QapManeBTHIecKoi
CyOCTaHIIMH B KOJTMYECTBAX, HEOOXOIUMBIX I BOCIIPOU3BEICHUS METOJ0B KOHTPOJIS KAueCTBa.

3. Ilpu momydyeHun oOpa3LOB JICKAPCTBEHHOTO Mpemnapara U (apMaleBTHUECKON CyOCTaHIIUN
JKCIIEPTHOE YUYPEKICHHUE BbBIAACT 3asBUTEIIO JOKYMEHT, INOATBEP)KIAIOLIMI IOIY4YEHHE YKa3aHHBIX
00pas1oB, 1 B CPOK, HE MPEBHIIAIONINNA TPEX PadOYNX JHEH, yBEJOMIISIET B MUCbMEHHOH (hopme 00 3TOM
YIIOJIHOMOYEHHBIN (eiepaabHblil OpraH UCIOIHUTENBHOM BIACTH.

4. Cpox anms TpeACTaBICHUS 3asBUTEIEM 00pas3loB JIEKApCTBEHHOTO IIpenapara H
bapMarieBTUUECKOH CyOCTaHIIMM M CPOK YBEJOMJIEHHS OHKCHEPTHBIM YUpPEKICHHEM 00 3TOM B
MMCbMEHHOW (hopMe YITOJIHOMOUYEHHOro (heepalbHOrO OpraHa HUCIIOJIHUTENbHON BIIACTH, YKa3aHHbBIE B
qacTsaX 2 ¥ 3 HACTOSIIEH CTaThbu, HE BKIIIOYAIOTCA B CPOK NMPOBEJCHMS YKa3aHHBIX B 4acTU | HacTosieil
CTaTbU DKCIIEPTHU3.

5. JIOKyMEHTBI, NOCTYIUBIINE B SKCIIEPTHOE YUPEXKICHUE I NMPOBEACHUS YKAa3aHHBIX B 4acTH |
HACTOAIIEH CTaTbU OHKCHEPTU3, MOAJEKAT BO3BpaTy B YIOJIHOMOUYEHHBIM (enepanbHblii  Oprat
UCIIOJIHUTENIBHOU BJIACTU OJHOBPEMEHHO C 3aKJIFOYEHHAMU 110 pe3yabTaTaM YKa3aHHBIX JKCIIEPTHU3.

CraTtba 25. [loBTOpHOE NpoBeAeHne IKCNepTU3bl NiIeKapCTBEHHbIX CPeaCcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyuasix HenocTaTo4HONM 0OOCHOBAHHOCTH MJIM HEMOJIHOTHI 3aKI0YEHHS] KOMUCCHUU KCIIEPTOB,
HINYMS B HEM IPOTUBOPEUMBBIX NaHHBIX, (hanbCcU(UKALUU BBIBOJAOB SKCHEPTU3bI JIEKAPCTBEHHOIO
CPEICTBA, COKPBITHS OT YIOJIHOMOYEHHOTO (heJiepaibHOr0 OpraHa MCHOJHUTENBHOM BIaCTH OCHOBAHUU
JUIs  OTBOAA DJKCIEPTa BCIEACTBHE €ro 3auHTEPECOBAHHOCTHM B Ppe3ylbTaTax COOTBETCTBYIOIIEH
OKCIICPTHU3EI, Haiau4yusg  JaHHBIX (¢} IpsAMOM 160 KOCBEHHOM BMCIIATCJIBCTBE B mponecc
COOTBETCTBYIOIIEH IKCHEPTU3BI JIMI, HE YYACTBYIOLIUX B €€ IPOBEJIEHHM, HO OKA3aBIIMX BJIMSIHHE Ha
MPOIIeCC W PEe3yJbTaThl €€ MPOBEICHUsSI, YIOJIHOMOUYCHHBIM (eepalbHBIM OPraHOM HCIIOJTHUTEIBHON
BJIACTH HAa3HAYaeTCs MOBTOPHAs SKCIIEPTH3a JIEKAPCTBEHHOT'O CPEJCTBA U (UJIM) ATUYECKast SKCIePTH3a.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

2. IloBTOpHAs 3KCHEPTH3a JIEKAPCTBEHHOI'O CPEACTBA IPOBOJUTCA C YYETOM DPE3yIbTaTOB paHee
IIPOBEICHHONW O3KCNEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIIOJIHOMOYEHHBIM (pelepabHbIM OpPraHOM
WCTIOJTHUTEJILHOW BJIACTH M HE MPEBBIMIAIOMINI TPUALATH Pa0OUYNX THEH CO AHS MOTYYEHHUS SKCIEPTHBIM
YUPEKACHUEM 3a/laHUs Ha IPOBE/IEHUE TIOBTOPHOM 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTBA.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®wunHaHCOBOE OOECIICYCHUE BBHIMOJIHEHUS 3a/JaHUs HA TPOBEJCHUE TOBTOPHOW AKCHEPTH3BI
JICKQpCTBEHHOTO CPEJICTBA HE OCYIIECTBIISAETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbA 26. YcKkopeHHas npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeacTB

1. YckopeHHas mnpoueaypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENIAX TOCYAapCTBEHHOU
pEeTHCTpalK JIGKAPCTBEHHBIX IMPEIMapaToB TPUMEHSETCS B OTHOIICHWUH OpP(aHHBIX JIEKAPCTBCHHBIX
MIpernapaToB, MEPBBIX TPEX JEKAPCTBEHHBIX MpEnapaToB, perucrpupyemsix B Poccuiickoit denepannu B
KaueCTBE BOCIPOM3BEIACHHBIX JIEKAPCTBEHHBIX IPEMapaToB, OYEPETHOCTh KOTOPBIX OIpPEICIIeTCS B
COOTBETCTBMM C HOMEPOM U JaTOW BXOMALIMX 3asBICHUM O TOCYJapCTBEHHOW pPETUCTpaluu
JIEKAPCTBEHHBIX IMPEnapaToB B paMKaxX OJIHOIO MEXIYHApPOJIHOIO HEMAaTeHTOBAHHOTO HAWMEHOBAHMS
JIEKapCTBEHHOT'O TIperapara WiIM TPYNIHPOBOYHOTO HAWMEHOBAHHS JICKAPCTBEHHOIO TMpernapara, u
JIEKapCTBEHHBIX Mpenaparos, npeAHa3HaYEHHBIX HCKJIFOYUTEIILHO TUTST IPUMEHEHUS

HECOBEPILECHHOJICTHUMH TPaKIaHAMHU.
(B pen. enepanbHbix 3aK0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. yCKOpCHHaH npooeaypa SKCICPTHU3BI JICKAPCTBECHHBIX CPCACTB B LEIIAX FOCY,Z[apCTBeHHOﬁ
pEerucTpanru JICKAPCTBCHHLBIX IMMPCIIapaTOB HE ITPUMCHACTCA B OTHOIICHUH:

1) 6uoanaioroBsIx (OMOMOAOOHBIX ) JICKAPCTBEHHBIX MpenapaToB (0MOaHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MpEnaparoB (3a HCKIIOYEHHUEM Op(aHHBIX JEKApPCTBEHHBIX
IIPENapaToB);

3) BOCHpPOM3BEJEHHBIX JIEKAPCTBEHHBIX IMpEmnapaToB (3a MCKJIIOYEHHWEM IMEPBBIX  Tpex
peructpupyemselx B Poccuiickoii ®enepanuu B KaueCTBE BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX
IIpenaparoB M JIEKapCTBEHHBIX IPENapaToB, NPEJHA3HAYCHHBIX HCKIIOYUTEIBHO Ui HPUMEHEHUs
HECOBEPILICHHOJIETHUMHU T'pakJaHaMN );

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPENapaToB;

5) nexapCTBEHHBIX INpenapaToB, 3aperUCTPUPOBAHHBIX pPaHEE, HO TMPOMU3BENEHHBIX B JPYIHUX
JIEKapCTBEHHBIX (OpMaxX B COOTBETCTBUHU C MEPEYHEM HAMMEHOBAHUH JIEKAPCTBEHHBIX ()OPM U B HOBOM
TIO3UPOBKE.

(uacts 2 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas mpoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOJUTCSA IO PELICHHUIO
COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOrO (pe/iepabHOr0 OpraHa HMCIOJHUTENBHON BJIACTH HAa OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIMIAIOIINI BOCBMUECATH pabounx nHei. [Ipu sTom sxcneprusa
JIOKYMEHTOB, COJEPKAIIUXCS B PETHCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIN Mperapar, MPOBOIUTCS B
CPOK, HE TPEBBIMIAIONINI NeCATH padOYuX JHEH, JKCIepTH3a KadecTBa JIEKApCTBEHHOTO CPEACTBA U
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JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

HKCHEpPTH3a OTHOLICHHUS OXXKUJAEMOH TOJb3bl K BO3MOXXKHOMY DPHUCKY HPHUMEHEHHS JIEKapCTBEHHOTO
npenapara mpoBOJISATCS B CPOK, HE PEBBIIAIOMINI IECTHIECITH pabOYNX THEH.
(uactsb 3 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B oTHOmIEHNY Op(aHHBIX JEKAapCTBEHHBIX IPENapaTOB MOT'YT ObITh IIPEJCTABICHBI PE3YJIbTAThI
JNOKJIMHUYECKUX UCCIENOBAHUH JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKHUX MCCICJOBAaHUM JIEKAPCTBEHHBIX
IIPENapaToB s MEAMLMHCKOTO NMPUMEHEHUs, BBIIIOJIHEHHBIX 3a mpenenamu Poccuiickoit denepannn B
COOTBETCTBHHM C TMpaBWJIaMH HaJJexalleld 1abopaTOpHOM MPakTHUKH M IpaBUJIaMH HaJAJeKalei
KIIMHUYECKOW MTPAKTUKU.

(uactsb 3.1 BBeneHa PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

4. YcKOpeHHas Mporeaypa 3KCIEPTH3bl JICKAPCTBEHHBIX CPEJICTB IPOBOJUTCS B IOPSIKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nactosimero denepabHOTO 3aKOHA, M HE 03HAYACT CHUKCHUS
TpeOOBaHUH K 0€30MaCHOCTH, KaueCTBY M A()()EKTUBHOCTH JIEKAPCTBEHHBIX MPEIIapaTOB.

CraTtbAa 27. PeweHune o0 rocyaapCTBEHHOW perucTpauuvm nekapcTtBeHHOro npenapara

1. B cpok, He mpeBbILIAIOIINN IeCATU pabouuX AHEH CO JHSA MOJYYEHHs 3aKJIIOYEHUNH KOMHUCCHU
JKCIIEPTOB 110 pe3yJIbTaTaM HKCIIEPTU3bl KAYE€CTBA JIEKAPCTBEHHOI'O CPEJICTBA U SKCHEPTU3BI OTHOLICHHUS
OKUJAEMOH IOJIb3BI K BOBMOXXHOMY PHUCKY IIPUMEHEHUS JIEKapCTBEHHOI'O IIpenapaTa, COOTBETCTBYIOILNN
YIOJHOMOYEHHBIN (peiepabHbII OpTraH UCIIOJHUTEIbHOM BIIACTH:

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1) pa3memiaer Ha cBoeM OpUIIMATBHOM caiiTe B ceTd "MHTEepHET" COOTBETCTBYIOIINE 3aKIIFOUCHUS
KOMHUCCHUH SKCIIEPTOB M OCYIIECTBISET MX OLEHKY Ui OINpEAeNeHUS COOTBETCTBUSA 3aJaHHUIO Ha
MIPOBEACHHUE ITUX IKCIIEPTU3;

(m. 1 B pea. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2) mpUHMMAaEeT pELIEHHE O TOCYAapCTBEHHOM perucTpalnuy JEKapcTBEHHOIO Mpernapata Wi 00
OTKa3€ B TOCYJapCTBEHHOM perucTpaiuu JEKapCTBEHHOIO IIpenapara;

3) BHOCHUT NpU NPUHATHUU PELIEHUS O TOCYAapCTBEHHOM perucTpaiyu JIEKapCTBEHHOrO Mpernapara
JaHHbIE O 3aperMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4ucie O (apmaneBTHUYECKOM
cyOCTaHIIMM, BXOJSIIEH B COCTaB JIGKAPCTBEHHOrO IIpernapaTra, B TOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB M BBIIACT 3asBUTENI0 PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO
npemnapara, popmMa KOTOpPOTro YTBEPKAAETCS YIIOTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCIIOTHUTEIbHON
BJIACTH, COTJACOBAaHHbIE HOPMATHMBHYIO JOKYMEHTAIIMI, HOPMATUBHBIM JTOKYMEHT, WHCTPYKIUIO IO
MPUMEHEHHUIO JIEKapCTBEHHOIO IpernapaTa W MakKeThl [EepBUYHOM YNAKOBKM M BTOPUYHOU
(moTpebUTeNbCKO) YNAaKOBKM C YKa3aHHEM Ha HHMX HOMEpa pPErMCTpPallMOHHOTO YJOCTOBEPEHMS
JIEKapCTBEHHOI'0 IMpernapaTa M JaThl €ro TOCYAapCTBEHHOW PETUCTPAallUd WM B Clydyae HPUHSITUS
pemieHust 00 OTKa3e B TOCYIApCTBEHHOW pPETUCTpalMM JIEKapCTBEHHOTO IpernapaTa YBEJIOMIIIET B
MUCbMEHHOW QopMe 3asBUTENsT 00 O5TOM C YyKa3aHHWEM TNPUYMH TAKOTO OTKa3a. 3a BbIAAdy
PETUCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO MIpenapaTa B3UMAeTCsl FOCYAApCTBEHHAs NOLUIMHA B
COOTBETCTBHH € 3aKoHOaTenbcTBOM Poccuiickoit deneparuu o Haiorax u coopax.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2. OcHOBaHMEM I OTKa3a B TOCYJApCTBEHHOM PpEruMCTpaluy JIEKapCTBEHHOTO Ipernapara Jyis
MEIAUIMHCKOTO  NPUMEHEHUsS  SBISETCS  3aKIOYEHHE  COOTBETCTBYIOLIETO  YIOJHOMOYEHHOTO
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JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

denepanbHOro OpraHa WCIHOJHUTEIHLHOM BJIACTH O TOM, 4YTO KadecTBo u (wim) 3()PEeKTHBHOCTH
PETUCTPUPYEMOTO JICKAPCTBEHHOIO IMperapaTa A MEAMIIMHCKOIO MPUMEHEHUS HE IOATBEPIKICHBI
MOJIYYEHHBIMU JAHHBIMU WJIM YTO PUCK MPUYMHEHHS BpeJa 3J0POBBI0 YEJIOBEKA BCIECACTBUE IpUEMa
JIEKapCTBEHHOI'O IMpernapara il MEIUIUHCKOTO NPUMEHEHHUs MpeBbIaeT 3(PQPEKTUBHOCTh €ro
MIPUMEHEHUS.

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE NpEACTAaBICHWE B COOTBETCTBYIOUIMI YIOJIHOMOYEHHBIH (eaepanbHblii Opran
VCIIOJIHUTEJIBHOM BJIACTH JIEKAPCTBEHHOI'O IIperapaTra, B OTHOIICHHHM KOTOPOrO IIOJNy4Y€H OTKa3 B
roCyAapCTBEHHOM PErucTpalvi U KOTOPBIM BIIOCJIEACTBUM IOJBEPICS U3MEHEHHIO B YaCTH €ro COCTaBa,
paccMaTpuBaeTCsl Kak IPEACTaBICHUE HOBOIO JIEKAPCTBEHHOIO IIpernapara Ha €ro rocyAapCTBEHHYIO
PEruCTpaLMIO HE3aBUCUMO OT COXPAHEHUs €ro IIEpBUYHOIO0 HAUMEHOBAHMS.

(dactp 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Ilpu mpenocTaBiIeHUM 3aABUTEIEM B COCTAaBE PETUCTPAIIMOHHOTO JOChE Ha JICKAPCTBEHHBIN
npemnapar Juis BEeTEpUHAPHOTO MPUMEHEHUS! KOMUU PEeHIeHHs YIIOJIHOMOUYEHHOro (heaepaabHOro opraHa
WCTIOJTHUTEJIPHOW BJIACTU O TMPOBEJICHWW HMHCIICKTUPOBAHUS MPOU3BOIUTEINS JICKAPCTBEHHBIX CPEJICTB
CPOK TIPUHATUS pEHIeHHsT O TOCYJapCTBEHHOW perucTpanu JeKapCTBEHHOTO Ipemapara Jyis
BETEPUHAPHOTO MPUMEHECHHS MPUOCTAHABIUBACTCA CO JIHA MOJIYYCHHS 3aKJIIOUCHUM, YKA3aHHBIX B YaCTH
1 Hacrosimied cTaThu, A0 AHS NPUHATUS YIOJIHOMOYEHHBIM (efepanbHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH PEIICHUs O BbIIaue WM 00 OTKa3e B BBIJAaUe 3aKIFOUCHUS O COOTBETCTBUU IPOU3BOIAMTEISA
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABHII HAJISKAIIeH MPON3BOACTBEHHON MMPAKTUKU, HO HE OoJee
YeM Ha CTO BOCEMBJIECAT PabOUYnX JTHEH.

(uactb 4 BBenena denepanpubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM Jisi OTKa3a B TOCYAAPCTBEHHOM PErucTpallMM JIEKApCTBEHHOTO Mperapara AJis
BETEPUHAPHOTO TPUMEHEHUsl SBIIAETCS 3aKIIOYEHHE YIOJIHOMOYEHHOTOo (eaepaabHOr0 oOpraHa
WCTIOTHUTEIPHOM BJIACTK O TOM, 4YTO KadecTBO H (wiu) 3¢G(HEKTUBHOCT PETUCTPUPYEMOTO
JIEKApCTBEHHOr'0 TMpernapara JUuisi BETEPUHAPHOTO NPUMEHEHUST HE MOATBEPXKIEHBI MOJIYYEHHBIMU
JAHHBIMHU WJIM YTO PUCK NMPUYMHEHUS Bpelia 3J0POBbIO JKUBOTHOTO BCJIEACTBUE MPHEMa JIEKAPCTBEHHOTO
mpemapaTta Afs BETEPUHAPHOTO NPHUMEHEHHUs MpeBbImaeT 3(PQGEeKTUBHOCTh €ro MPUMEHEHHs, OTKa3
YIOJIHOMOYEHHOTO (he/IepalIbHOTO OpraHa WCIOTHUTEIBHOW BJIACTH B BBIJAYE 3aKIIOYEHUS O
COOTBETCTBUM  MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBAHHSAM TPaBHI  HaJuIexarien
MPOU3BOJICTBEHHON MPAaKTUKUA IS KaXKIOW TMPOU3BOJCTBEHHOW TIJIOMIAJKH  PETHCTPUPYEMOTO
JIEKApCTBEHHOI'0 Ipenapara Juisi BETEPUHAPHOTO TMPUMEHEHHS B Cily4yae, €clid MPOU3BOJCTBO
JIEKApCTBEHHOT'0 Tpenapara Il BETEPUHAPHOTO TPUMEHEHHUS OCYIIECTBISETCS 3a TpejeliaMu
Poccuitckoit denepanuu, Ui OTCYTCTBUE TAKOTO 3aKJIFOUEHUS.

(dactb 5 BBenena denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Cratba 27.1. I'Iop;mox onpeapeneHna B3aMMO3aMEeHAEMOCTUN JeKapCTBeHHbIX
npenaparoB And MeaguUMNHCKOro npnMmeHeHuns
(BBeneHa PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Bzaumo3aMeHSIEeMOCTh JIEKAPCTBEHHBIX TMpENapatoB JUIsi MEIUIMHCKOTO TPUMEHEHHS
onpenensieTcss B nopsijake, ycraHoBieHHoM IIpaButensctBoM Poccuiickoit ®@enepanniv, Ha OCHOBAaHUU
CJIEYIOIIUX TapaMETPOB:
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

1) oSKBUBaNEHTHOCTh (MIsi OMOAHANOTOBBIX (OMOIMOMOOHBIX) JICKAPCTBEHHBIX MPEIapaToB
(OuoaHamoroB) -  CONOCTaBUMOCTb)  KAa4eCTBEHHBIX U KOJUYECTBEHHBIX  XapaKTEPUCTHUK
(dapmaleBTHUECKUX CyOCTaHIM (MCIIOJIb30BAHUE PA3IMYHBIX COJIeH, 2PHUPOB, KOMILJIEKCOB, U30MEPOB,
KPUCTAIITMYECKUX (OPM U JIPYrHX MPOU3BOJIHBIX OIHOIO M TOrO K€ JIEHCTBYIOIIETO BellecTBa HE
SIBIISICTCSL TIPETIAITCTBUEM ISl B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MPENapaToB, €ClI MPU MPOBEICHUH
uccienoBaHusl OWOAPKBUBAJCHTHOCTH JIEKAPCTBEHHOrO IIpermapaTa WM B cllydae HEBO3MOKHOCTH
MIPOBEJICHUS] ATOTO UCCIICAOBAHUS TPU MPOBEACHUU HCCIEIOBAHUS TEPANICBTUYCCKONW IKBUBAICHTHOCTH
JIEKapCTBEHHOI'O Mperapara J0Ka3aHO OTCYTCTBHE KIIMHUYECKU 3HAUMMBIX pa3ivyuil papMaKOKHHETUKH
1 (rn) 6e3onacHOCTH U 3P PEKTUBHOCTH JTCKAPCTBEHHOTO Mpernapara sk MEAUIIHHCKOTO TPUMEHECHHUS );

2) DKBUBAJICHTHOCTh JICKAPCTBEHHOW (OpMBbI (IO SKBHBAJCHTHBIMU JICKAPCTBEHHBIMU (hOpMaMH
MMOHUMAIOTCSI Pa3HbIC JIGKAPCTBEHHBIC (POPMBI, MMECIOIINE OJUHAKOBBIC CIOCOO BBEJCHUS WU CIOCOO
NpUMEHEHHs, OO0JaJarolue  COMOCTABUMBIMU  (hapMAaKOKUHETHUYECKHMMHU  XapaKTEPUCTUKAMHU U
(hapMaKoJIOTHICCKUM JCHCTBHEM M 00ECIICUHBAIOIINE TAKXKE JTOCTIKCHHE HEOOXOAMMOTO KIIMHUYECKOTO
s dekra. Paznuums nekapcTBEHHBIX (OPM HE SBIJISIOTCS MPEISITCTBUEM IS X B3aMMO3aMCHSIEMOCTH,
€CITU TP TPOBEIECHUH HCCIEIOBaHUS OMOIKBHBAJICHTHOCTH JIEKAPCTBEHHOIO TperapaTa WiId B Cllydae
HEBO3MOXXHOCTH TPOBEICHUS STOTO HCCIICIOBAHUS TPU IMPOBEICHUU HCCIICAOBAHUS TEPArieBTUYCCKON
SKBHBAJIICHTHOCTH JICKAPCTBEHHOTO TIperapara JI0Ka3aHO OTCYTCTBUE KIIMHMYECKU 3HAYMMBIX Pas3IIddHid
(dhapMakokuHEeTUKH M (WiHM) 0e30macHOCTH M A(PQPEKTHBHOCTH JIEKAPCTBEHHOrO Ipernapara s
MEUIIMHCKOTO MPUMCHCHHS );

3) 5KBUBQJIEHTHOCTb MJIM CONOCTABMMOCTb COCTaBa BCIOMOTAaTEJbHBIX BELIECTB JICKAPCTBEHHOI'O
mpernapata Ui MEAMLMHCKOIO TNpPUMEHEHHUs (pa3luyusi cocTaBa BCIIOMOTATENIbHBIX BEIIECTB
JICKapCTBEHHOI'0 Ipernapara A MEIULMHCKOIO NPUMEHEHUS HE SBJSIOTCA HPENATCTBHEM IS MX
B3alMO3aMEHSIEMOCTH, €CIM MpU IPOBEJCHUM HCCIEI0BAaHUS OMOAKBUBAJIEHTHOCTU JIEKAPCTBEHHOTO
mpenapara i MEAMLIMHCKOTO NPUMEHEHHs WM B ClIyd4ae HEBO3MOXKHOCTH IPOBEIEHHUS 3TOrO
UCCIIEIOBaHMsI TPU TPOBEJICHUU HCCIEIOBAHMS TEPANEBTUUYECKONW SKBHUBAJIEHTHOCTH JIEKAPCTBEHHOIO
npenapaTa uis MEAMLMHCKOIO NPHUMEHEHUS JI0KAa3aHO OTCYTCTBUE KIMHHUYECKM 3HAUYMMBIX pPa3Indui
(dapMakoKMHETHKH M (Wiau) Oe3omacHOCTH M A(P(GEKTUBHOCTH JIEKAPCTBEHHOIO Ipemnapara s
MEIUIMHCKOro npuMeHeHus. [Ipm 3ToM pasnuumsa cocTaBa BCIOMOIATEIBHBIX BELIECTB HE JIOJIKHBI
MPUBOJIUTh K PHUCKY BO3HMKHOBEHMSI CEPbE3HBIX HEXKENIATEeNbHbIX peakUuid y OTIAENbHBIX TIPYII
NAIMEHTOB WM MOBBIIIEHUS YAaCTOTHl X BO3HUKHOBEHMS);

4) HIEHTUYHOCTh CIIOCO0a BBEJICHUS U IPUMEHEHHS;

5) oTcyrcTBME  KIMHMYECKHM 3HAYMMbBIX  pa3jMydil 1OpU  TNPOBEIACHUU  MCCIEOBAHUS
OMODKBUBAJIECHTHOCTH JIEKAPCTBEHHOTO Iperapara WM B CIIydae HEBO3MOXKHOCTH IPOBEICHUS ITOTO
UCCIIEIOBAaHMUsI OTCYTCTBHE KJIMHUYECKHM 3HAUMMBIX pa3IMyMii mokaszareieid O€30MacHOCTH U
3G GEKTUBHOCTH JIEKapCTBEHHOTO Tperapara TpH TPOBEIEHHH HCCIEAOBAHUS TEparieBTUYECKON
SKBUBAJIEHTHOCTH. JlaHHBIH mapaMeTp HE TMPHUMEHSETCS B OTHOLIGHMHM BOCHPOM3BEAECHHBIX
JIEKAPCTBEHHBIX IpEnapaToB, yka3aHHbIX B yacTu 10 craten 18 Hacrosmero denepanbHoro 3akoHa. B
OTHOIIECHUH OMOAHAIOTOBBIX (OMOIMONOOHBIX) JIEKAPCTBEHHBIX IMpernaparoB (OMOaHAJIOroB) AaHHBIE 00
OTCYTCTBUHM KIMHUYECKH 3HAYMMBIX pasziauuuii Oe3omacHOCTH, 3()()EKTUBHOCTH W HWMMYHOTEHHOCTH
JEKapCTBEHHOTO  Mperapara IO  pe3yibTaTaM  IpPOBENEHUS  KIMHUYECKHUX  HMCCIEeIOBAHUMN
MIPEIOCTABIISIIOTCS B TIOPSIIKE, YCTAHOBIEHHOM HACTOSIIEH YacThIo;

6) COOTBCTCTBUC TMPOU3BOAUTCIIA JICKAPCTBCHHOI'O  CpCIACTBA TpC6OBaHI/I$IM HaJJIexaIem
HpOHSBOI{CTBeHHOfI IMPAKTHUKHU.
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2. CpaBHEHHE NapaMeTPOB PErHCTPUPYEMBIX JIEKAPCTBEHHBIX IPENapaToB I MEIULMHCKOTO
MIPUMEHEHHUsSI OCYILECTBIISIETCS KOMHUCCHUEH HKCIEPTOB HKCIEPTHOIO YUPEXKACHUS IPU NPOBEACHUU
AKCIEPTU3BI TAKUX JIEKAPCTBEHHBIX MPENapaToB B MPOIIECCE UX FOCYAApCTBEHHOM peructpanuu. BeiBoab
JKCIEPTOB O B3aMMO3AMEHSIEMOCTH WJIM HEB3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENapaToB s
MEIHUIIMHCKOTO TMPUMEHEHHsSI, CICIIaHHbIE B pE3yJIbTaTe€ 3TOr0 CPAaBHEHHS, OQOPMIISIIOTCS B BUJC
MPWIOXKEHUS K 3aKIIOUYEHHUI0 IKCIEPTOB MO (popme, YTBEp)KIECHHOW YMOJIHOMOYEHHBIM (eepalbHbIM
OpraHOM MCHOJHUTEIBHOM BIACTH.

3. TlonokeHusi HACTOALIEH CTAaThU HE PACHPOCTPAHSIOTCA Ha pedepeHTHbIe JeKapCTBEHHBIE
rpenaparsl, JIEKApCTBEHHbIE PACTUTEIBLHBIE MpenapaTsl, TOMEONaTHYECKUE JIEKApCTBEHHBIC MPerapaThl U
JIEKapCTBEHHbIE IMIperaparbl, KOTOPbIE pPa3pelieHbl Uisi MEIUIUHCKOTo mnpumMmeHeHus B Poccuiickoii
@denepanuu OoJiee IBAIIATH JIET M B OTHOIIEHUHM KOTOPBIX HEBO3MOXKHO MPOBEICHHUE HCCIICIOBAHUS UX
OMOPKBHUBAJIEHTHOCTH.

CraTtbAa 28. PeructpauymoHHoe yaoocToBepeHne nekapCTBeHHOro npenapara

1. PerucrpaunoHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipernapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAACTCS OECCPOYHO, 3a HCKIIOYCHHEM PETHUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKApCTBEHHOI'0 IIpenapara, Bbl1IaBa€MOr0 CO CPOKOM JEHCTBHUS ISATh JIET, HA BIIEPBBIE PETUCTPUPYEMbIE
B Pocculickoit @enepannu JeKapCTBEHHbBIE MPeNapaThl.

2. Tlo ucrteueHWW YyKa3aHHOTO B YacTH | HacTofled cTaThu Cpoka BbLIaeTcs OeccpodyHoe
PEruCTPallMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOI'O TMperapaTa MpH YCIOBUM TMOJITBEPKACHHUS €ro
rOCy/1apCTBEHHOW PETUCTPALIUU.

3. B cnywae BHeceHust B cooTBeTcTBUU co craThsimu 30 u 31 macrosmero denepaibHOro 3aKoHa
U3MEHEHUH B CoOJieprKalllMecss B PErUCTPALMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBINA JIEKapPCTBEHHBIN
mpernapar JOKYMEHTHI, 3aTpardBalOIIUX CBEIEHUs, OTPAKEHHBIE B PETUCTPAIIMOHHOM YIOCTOBEPEHUH
JIEKapCTBEHHOT'O Ipernapara, YHOJHOMOUYEHHbIN (penepanbHblii OpraH MCIOJHUTENBHOW BIACTH BBIAAET
HOBOE PETHUCTPAllMOHHOE YIOCTOBEPEHHE JICKApPCTBEHHOTO Ipernapara, CoJeprkaliee BHECEHHBIE B HETO
W3MEHEHHUS.

(uactb 3 BBeneHa MeepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

4. B ciywyae yTpaTbl WM TOBPEXACHUS PErHUCTPALMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOTO
mpenapara Mo 3asBJICHUI0O B IMHCHBbMEHHOM QopMe Iepkarenss WM BJaJelblla PErucTPallMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOIO MpernapaTa Uik YIIOJTHOMOUYEHHOTO UMM IPYTOTr0 FOPUIUYECKOrO JIUIA O
BbIJIaU€ YOJIMKaTa PETHCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO TMperapara yrnoJIHOMOUYCHHBIN
benepanbHBIA OpraH HCIIOTHUTEIHLHON BIACTH B CPOK, HE MPEBBIMAIONIUN JecATH pabounx AHEH co THs
MOCTYIJICHUS 3asBJICHUS, BBIJAET JyOJUMKAT PETHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO
mpemapaTta. 3a Bblgady IyOJiMKaTa PEerMCTPAlMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO IMpemapara
B3MMAETCsl TOCYIApCTBEHHAS MOIIJIMHA B COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickoi denepannu o
Hajorax u coopax.

(uacTb 4 BBeneHa denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

Cratba 29. [lloarBepxaeHue rocyAapCTBEHHOW perucTpauvm rneKapcTBeHHOro
npenapara
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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1. IMoaTBepkaeHUE TOCYJAPCTBEHHON PETHUCTpAIlMU JICKAPCTBEHHOTO Iperapara OCYIIECTBISACTCS
IpHu BbIaue OeCCPOYHOr0 PETUCTPANMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO Ipemnapara B clydae,
yKa3aHHOM B 4acTu 2 crtaTtbu 28 Hactosimero denepasbHOro 3aKOHAa, B CPOK, HE MPEBBIIAIONIMN
MIECTUICCATH padOYMX THEH CO JHS TMOJTYYCHHS] COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (helepaabHbIM
OpraHOM HCIIOJTHUTEIBHOW BJIACTH 3asBJICHUS O TMOATBEPKICHUHM TOCYJAApPCTBEHHOW pPETrHUCTpaIiu
JIeKapCTBEHHOro Tmpenapara. He ocymiecTBisieTcss MOATBEPKACHHE TOCYAapCTBEHHOM pPETUCTpalluu B
OTHOIIIEHUH JICKAPCTBEHHOTO TperapaTa, He HaXouBIIerocsi B oopamienuu B Poccuiickoit deneparnuu B
TeueHue Tpex W Oosiee JIeT, a TAaKKe€ B OTHOIICHHH JIEKAPCTBEHHOI'O CPEICTBA, MPOU3BEIAECHHOTO C
HapylIeHueM TpeOOBaHUs, YCTAHOBJIEHHOTO YacThio 3.7 ctatbu 71 Hactosmiero deaepaibHOro 3aK0Ha.

2. 3asgBieHUE O MOJTBEPKICHUHM TOCYAapCTBEHHOM pErucTpanuy JIEKapCTBEHHOTO Ipenapara
MIPEJICTaBISIETCSl B COOTBETCTBYIOIIMN YIIOJHOMOYEHHBIHN (efepanbHblii OpraH UCIOJIHUTEIBHON BIACTH
HE paHee dYeM 3a CTO BOCEMBJIECAT JIHEW JI0 HUCTEYCHHUS CpoKa JCHCTBUSA PErHUCTPALIMOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara.

3. IloaTBepkaeHUE TOCYAAPCTBEHHOM PErHMCTpalMU JIEKAPCTBEHHOIO IpenapaTa OCYILECTBIIAETCS
[0 pe3yJbTaTaM 3KCIEPTH3bl OTHOLIEHHS OXHMJAEMOH IO0JIb3bl K BO3MOXKHOMY PHUCKY INPUMEHEHHs
JIEKapCTBEHHOI'O Iperapara Ha OCHOBAaHUM PE3yJIbTaTOB MOHUTOpPUHIA 3(P(HEKTUBHOCTU U 0€30IaCHOCTH
JIEKapCTBEHHOI'0  Ipernapara, I[POBOAMMOrO JepXaTeleM WIM BIAJENbLEM PErucTparoHHOIO
YIIOCTOBEPEHHS JIEKAPCTBEHHOTO TpenapaTa 100 yIIOJTHOMOYEHHBIM UMH FOPUANYECKIM JIHIIOM, a TAK)KE
COOTBETCTBYIOLIUM YIOJHOMOUYEHHBIM (e/iepaaIbHbIM OPraHOM UCIIOJHUTEIHHON BJIACTH B COOTBETCTBUU
¢ TpeboBaHUsAMHU cTaTby 64 HacTosero denepabHOrO 3aKOHA.

4. K 3asgBieHHI0 0O IOATBCPKIACHUU FOCYHapCTBeHHOﬁ perucrpanuun JICKApCTBCHHOI'O IIpe€Iiapara AJisd
MCIUIHUHCKOI'O IPpUMCHCHUA IIPUJIararOTCAa:

1) JOKyMEHTBI, coJepxallie pe3ynbTaThl MOHHUTOPUHIAa 3(PQPEeKTUBHOCTH U 0E30MacHOCTU
JIEKapCTBEHHOI'0 IMpernapara Juisi MEJUIMHCKOrO TPUMEHEHHs, IPOBEIEHHOTO JepKaTelieM WU
BIIQJICTIBLEM PETUCTPALMOHHOIO YJOCTOBEPEHMs JIEKApCTBEHHOIO IIpemnapaTta Uil MEAMIMHCKOIO
NPUMEHEHUsS JHO00 YIOJHOMOYEHHBIM MM IOPUIMYECKMM JIMIIOM, MO (opme, yTBEpKIAECHHON
YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJIHUTENFHON BIIACTH;

2) KOIIMA JIMOCH3WUW Ha MIPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WM KOIIKMA 3aKIOYCHHA O
COOTBETCTBUHM  MPOU3BOAMUTENs JIEKAPCTBEHHBIX CPEACTB TPeOOBaHHUSAM MpaBWJI  HaJJIeKallen
HpOHSBOI{CTBGHHOfI IMMPAKTHUKHU, BbIAAHHBIX YIIOJITHOMOYCHHBIM (1)€I[epaJ'IBHBIM opranomMm HCHOJIHUTEILHOU
BJIACTU B OTHOIIEHMM MPOU3BOACTBEHHOM IJIOMIAIKHU JEKApCTBEHHOI'O Mpenapara A MEAUIUHCKOrO
MIPUMEHEHHUSI, TOCYJJTaPCTBEHHAs PETUCTPAIMs KOTOPOTO MOATBEPKAAETCS B CIy4ae, €CJIM MPOU3BOJICTBO
JIEKApCTBEHHOr'0 MpernapaTa Jid MEIUWUMHCKOrO TNpPHUMEHEHHs ocyulecTBisieTcss B Poccuiickoit
denepanuu;

3) xomusi BBIJJAHHOM YINOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOM3BOAUTENS JIMIEH3UM Ha
MPOU3BOJCTBO JICKAPCTBEHHOTO Mpenapara g MEIUIMHCKOrO MPUMEHEHUS U €€ MEPEBOJ HAa PYCCKHUI
SI3bIK, 3AaBEPEHHBIC B YCTAHOBIECHHOM IMOPSJKE, a TAKXKE KOINHUS 3aKIOUYEHUS O COOTBETCTBUM
MIPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSIM TIpaBUJ HaJJIEKaIIe MPOU3BOACTBEHHOMN
MPAKTUKW, BBIJAHHOTO YIMOJHOMOYEHHBIM (eepaibHBIM OpPraHOM HWCHOJHUTENBHON BIacTH B
OTHOIIIEHWH TMPOU3BOJACTBEHHOW IUIONIAJKK JIEKQPCTBEHHOrO Mpemnapara sl  MEAUIHUHCKOIO
MPUMEHEHHUSI, TOCYAApPCTBEHHAs PErucTpauus KOTOPOrO IOATBEPKIAETCS, WM KONMUSA PELICHUS
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YIIOJTHOMOYEHHOTO (hpeIepabHOr0 OpraHa HMCIOJHUTENBHON BIACTH O MPOBEACHUU WHCIEKTHPOBAHUS
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEACTB B CIIydae, €clid MPOU3BOACTBO JIEKAPCTBEHHOTO Ipernapara Juis
MEJULIMHCKOr0 IPUMEHEHMS OCYIIECTBIISIETCS 3a npeaesnaMu Poccniickoit denepanun.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOmIEHNU OMOJOTUYECKHUX JICKAPCTBEHHBIX MPENaparoB IS MEIUIUHCKOTO MPUMCHECHUS
3asiBUTENb JOMOJIHUTEIBHO MPEJCTABIsIeT pe3yJdbTaThl MEPOINPHUATHI, MPEAYCMOTPEHHBIX ILIAHOM
VIpaBIeHUS] PUCKAMH, YTBEPXKIECHHBIM YIIOJTHOMOYCHHBIM (helepanbHbIM OpraHOM HWCHOJHUTEIBLHOM
BJIACTM TMPH OCYIIECTBICEHUU TOCYAAPCTBEHHOM pPETUCTpallid JIEKApCTBEHHOrO TMperapara Juisd
MEJIUIUHCKOTO IPUMEHEHUSI.

(dactp 4.1 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asBJICHUIO O TOATBEP)KICHUH TOCYIAapCTBEHHON PETHCTpalMU JEKapCTBEHHOTO IpenapaTa
JUIl BETEPUHAPHOI'O NPUMEHEHUS IMPHJIAraloTCsl JOKYMEHTBI, CoJepXalllue pe3yabTaThl MOHUTOPHHIA
3pGEKTUBHOCTH U OE30MaCHOCTH JICKAPCTBEHHOTO TIIperapara il BETEPHHAPHOTO IPUMEHEHUS,
IIPOBOJIUMOIO  JIepKaTesleM WM BIAJENbLEM pPErMCTPALlMOHHOIO YIOCTOBEPEHUS JICKapCTBEHHOI'O
npernapara JUisi BETEPUHAPHOTO MPUMEHEHHsS OO YIIOJTHOMOYEHHBIM UM IOPUIMYECKUM JUIIOM, IO
dopme, YTBEpKAECHHOW YHOIHOMOYEHHBIM (efepabHbIM OpPraHoM MCIOJHHUTEIbHON BIAacTH, U
JIOKYMEHTBI, YKa3aHHbIE B MMyHKTax |, 2 - 2.2, mognynkrax "a", "6", "k", "n" nynkra 4 wactu 3 crateu 17
Hacrosiero denepaibHOro 3aKoHa.

(uactb 4.2 BBeeHa PenepasibHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.3. C 3agBiIeHUEM O NMOATBEPKACHUM IOCYIapCTBEHHON PErMCTpalMy JIEKAPCTBEHHOTO IIpernapaTa
3asBUTENb NPEICTABIIAET KOMMIO JOKYMEHTA, IOATBEP/KAAIOIIEIO YIIaTy TOCYAApPCTBEHHOW IOLIJIMHEI 3a
MOJTBEPXKIEHUE IOCYJapCTBEHHON perucTpalyy JEKapcTBEHHOro Ipemnapara, JM00 MOXKET IpeCcTaBUTh
YKa3aHHbIN JIOKYMEHT 110 COOCTBEHHOW MHUIMATUBE. B ciyyae HenpeacTaBiieHUs: yKa3aHHOTO IOKYMEHTa
YIIOJIHOMOYEHHBI  (pefiepasibHblii  OpraH  MCIOJHUTEIbHOM BJACTH HpoBepseT (akT  yIUIaThl
roCy/lapCTBEHHOM NOLUIMHBI 3asBUTENEM IOCPEIACTBOM HCIOJb30BaHUs HHPopManuu o0 ymuiare
rOCyJapCTBEHHON MONUIMHBI, cojepxamieiics B ['ocygapcTBeHHON MH(MOPMAIMOHHONH CHCTEME O
rOCy/IapCTBEHHBIX M MYHHUIMNAJIbHBIX IJIATEKaX, HA OCHOBAHUU IPE/ICTABICHHOW 3asBUTENEM KOIHH
JOKYMEHTA, MTOATBEPHKAAIOIIEr0 YIUIATy FOCYAapCTBEHHON MOIIIINHBI.

(uactp 4.3 BBeneHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

5. B Teuennwe gecatu pabouux JHEH coO MJHS TPHHATHS 3asBICHUS O TOATBEPKIACHUU
TrOCYAapCTBEHHOM pPETUCTpaIliu JIEKapCTBEHHOTO Ipernapara U JOKYMEHTOB, COJEPKAIIUX PE3YJIbTaThl
MOHHUTOPHHTA YPPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, MpoBOJAUMOTO JIepiKaTeieM
WIM  BIAAENbLEM  PErUCTPAlMOHHOTO  YJOCTOBEPEHHs  JIEKapCTBEHHOro  mpemapara  Ju0o
YIOJTHOMOYEHHBIM UMH IOPUAUYECKUM JIUIIOM, YIIOJTHOMOYEHHBIN (hefepaibHblii OpraH UCTIOTHUTENbHOM
BJIACTHU:

1) OpoBOAUT MPOBEPKY IMOJHOTHI CBEIECHHUM, COJEpKAIIUXCA B MPEICTABICHHBIX 3asBUTEIEM
JIOKYMEHTaXx;

2) NPUHUMACT PCIICHUC O IMPOBCACHUHN WA 00 oTka3e B MPOBCACHUHN SKCIICPTU3bI OTHOUICHUA
O)KPIJI&GMOIZ IMOJIB3BI K BO3MOXHOMY PHCKY IMPUMCHCHUA JICKAPCTBCHHOT'O IIpEliapara Ha OCHOBAHWU
PE3YyJIbTATOB MOHUTOPUHIA 3(1)(I)CKTI/IBHOCTI/I 1 0e30MacHOCTH JICKApCTBCHHOT'O IIpCIiapaTa, MpOBOANMOIO
ACPKATCIIEM HIIM BJIAACIBLHEM PETUCTPAIUOHHOIO YIAOCTOBCPCHUSA JICKAPCTBCHHOI'O IIperiapara 0o
YIIOJIHOMOYCHHBIM UMH IOPUAUYCCKUM JIMIIOM, a TAKIKEC (I)ez[epaanLIM OpraHomMm HCIIOJIHUTEILHOM BIACTH
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B COOTBETCTBHUH C TpeOOBaHUAMHU cTaThi 64 HacTosmero denepaabHOro 3aK0Ha;

3) yBemomuiieT B JJIEKTPOHHOW (opMe WM MHUCBMEHHOM QopMme 3asBUTENS U DKCIEPTHOE
VUpEeXKICHHUE O MPHUHITOM pPEIICHWH MO0 B Cllydae MPUHSATUS PEIICHUs 00 OTKa3e B NPOBEACHHUH
AKCIIEPTU3BI YKA3bIBACT IPUUYUHBI TAKOTO OTKA3a.

6. B citydae BBIABICHHS HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH MH(POPMALIUH, COAEPIKaIIeHCs
B IIPEJICTABJICHHBIX 3asBUTEIEM TOKYMEHTaX, YIOJHOMOUYCHHBIN (ereparabHblil OpraH MCIOJIHUTEIbHON
BJIACTUM HANpPAaBISET 3asBUTENI0 3ampoc 00 YTOYHEHHMH YKazaHHOW HMH(oOpManuu. 3ampoc
YIIOJIHOMOYEHHOr0  (heflepalibHOr0  OpraHa  MCIOJHUTEIbHOM  BJIACTM  MOXET ObITh  IepenaH
YIOJHOMOYEHHOMY IPEACTABUTENIO 3aBUTENS JIMUHO I10J PAaCIUCKY, HAIllpaBJIEH IO MOYTE 3aKa3HbIM
IUCbMOM WIN NEpefaH B 3JIEKTPOHHOM Gopme M0 TeIeKOMMYHUKALMOHHBIM KaHaiaM cBsA3M. B ciyuae
HaNpaBJICHUsl 3ampoca YIMOJIHOMOYEHHOTo (hefepalbHOTO OpraHa HMCIOJHUTENBHONW BIIACTH IO IOYTE
3aKa3HbIM IMCbMOM OH CUMTAETCsS IIOJYyYEHHBIM IO MCTEYCHHMM IIECTU [THEH C JaThl HAIpaBJICHHUS
3aKa3HOT0 NMHUCHMA.

7. 3asBuTens 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YMOJIHOMOYEHHOIro (eaepaabHOro OpraHa
HCIIOJIHUTEJIBHOM BJIAacTU B CPOK, HE MPEBBIIAIONIUN AEBIHOCTA paOdOUUX AHEW CO JHS €ro MOJTYYEHHMS.
Cpok, yKka3aHHBIH B 4acTW 5 HACTOSIIEW CTaThbH, MPUOCTAHABIMBACTCS CO JHS HAMPaBJICHUS 3asBUTEIIO
3arnpoca YHOJHOMOYEHHOIO (heepaJbHOr0 OpraHa HCIOJHUTENBbHOM BJIACTU N0 JHSA IOJYYEHUS UM
COOTBETCTBYIOIIETO OTBETA M HE YYUTHIBACTCA TMPU HUCUYHUCICHUM CpPOKa IOATBEPXKACHUS
roCy/1lapCTBEHHON PErUCTpalliy JIEKapCTBEHHOTO Mpernapara.

8. OcHoOBaHuEM Uil OTKa3a B IIPOBEIEHUM DOKCIEPTU3bl OTHOILIECHUS OXHAAEMOH IOJIB3BI K
BO3MO>XHOMY PHUCKY NPHUMEHEHHUS JIEKAPCTBEHHOI'O Iperapara SBJISETCsl MPEICTaBICHUE JOKYMEHTOB,
COJIEp>KaIINX PE3yNbTaThl MOHUTOPUHTA 3(P(HEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Ipernapara, u
(M) B OTHOLIEHUMM OMOJOrMYECKHX JIEKAPCTBEHHBIX IIPENapaToB pe3ysbTaTOB OCYIIECTBIICHUS
MEPOIPUATHUA B COOTBETCTBUM C IUIAHOM YIIPABIEHHUS PHUCKAaMH, YTBEP)KIECHHBIM YIOJIHOMOYEHHBIM
(benepanbHbIM OPraHOM HMCIOJHHUTENBHOM BIACTHU MPHU OCYLIECTBICHUU TOCYIApCTBEHHOMN perucTpanuu
JIEKapCTBEHHOT'O Ipernapara, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OpMAIMM, MOATBEpXkIaroel (akT
yIUIaThl ~ TOCYJApCTBEHHOM  MOIUIMHBI 32  IOATBEPXKAECHUE TOCYJapCTBEHHOW  perucTpanuu
JIEKapCTBEHHOT'O Tpernapara, JUOO0 HENpeICTaBlICHUE 3asBUTENIEM B YCTAHOBIIEHHBIH CpPOK OTBETa Ha
YKa3aHHBII B dYacTM 6 HACTOSIIEW CTaThU 3alpoc YHIOJIHOMOYEHHOro (enepaJbHOr0 opraHa
MCTIOJHUTEJIbHOM BIIACTH, a TAK)KE OTCYTCTBUE B YKAa3aHHBIX JOKYMEHTaX MH(pOpMalUU, KOTOpas A0JKHA
OBITH B HUX OTpa)KeHa.

9. DkcmepTusza OTHOIICHHS OXHUAA€MON TOMB3bI K BO3MOXXHOMY PHUCKY TMpPUMEHEHUs
JICKApCTBCHHOT'O IIpf€riapara B LEIAX MOATBCPKIACHUA FOCYI[apCTBeHHOfI peructpainmu JCKapCTBCHHOI'O
npemnapaTa MPOBOJUTCS KOMHUCCHUEH DKCIEPTOB SKCIEPTHOTO YUPEXKACHUS B CPOK, HE MPEBBIIIAIOIIHIA
COpoKa pabouyux ITHEMH.

10. B cinyuae HEZOCTAaTOYHOCTH IPEACTABICHHBIX IKCIEPTY MAaTEpUANOB JUIS JAaud 3aKJIIOYEHUs
JKCHEpPT 00palaeTcsi K pyKOBOAUTEIO SKCIIEPTHOIO YUPEXKICHHsSI O MPEJOCTABICHUU €My HEOOXOAUMBIX
MaTepHaioB. PyKoBOAMTENb SKCHEPTHOIO YUPEXKAECHUS OOpaIlaeTcsi ¢ COOTBETCTBYIOIIUM 3allpoOCOM B
YIOJTHOMOYEHHBIN (enepalbHblil OpraH HCIOJHUTEIbHON BJIACTH, BBIIABIIMM 3a/laHuEe HAa MPOBEICHHE
JKCIIEPTU3bl OTHOIIECHHS OKHUIAEMOH IIOJIb3bl K BO3MOKHOMY DPHUCKY IPUMEHEHUsS JIEKAPCTBEHHOIO
mpernapaTa Ha OCHOBAHMM JOKYMEHTA, COJAEpIAalllero pe3yabTaThl MOHUTOPUHTA 3()(EKTUBHOCTH U
0€30MacHOCTH JIEKapCTBEHHOTO Mpenapata. B Teuenue nsatu pabounx AHEH co JHs MOCTYIUIEHUS 3ampoca
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PYKOBOJIUTENST AKCHEPTHOTO YUPEXKACHUS YyKa3aHHbBIM (elepanbHbIii OpraH HCIOJHUTEIBHONH BIACTH
HampaBisieT 3asBUTENIO 3aIpPOC O MPEJICTABICHUMHM HEOOXOIUMBIX MAaTepUaoB, KOTOPBIM MOXET ObITh
IepeAad yIOJIHOMOYEHHOMY IIPEACTABUTEINIO 3asBUTEN JUYHO IIOJ PACIMCKY, HAIPABJICH II0 II0YTE
3aKa3HbIM IMCbMOM WJIM II€peJaH B 3JIEKTPOHHOM popMe 1o TeIeKOMMYHHUKAI[MOHHBIM KaHallaM CBs3u. B
cllyyae HampaBJICHUS 3alpoca YIMOJHOMOUYEHHOTO (eaepanibHOTO OpraHa MCIOJIHUTEIBHOW BIIACTH TI0
II0YTE 3aKa3HBIM MMCbMOM OH CUUTACTCS IOJyYEHHBIM 10 UCTCUYECHUU IIECTH JHEH C AAaThl HAIIPABJICHUS
3aKa3HOro NKUChMa.

11. 3asBuTens 00s3aH MPEICTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (elepaibHOro OpraHa
HUCIIOJHUTEIBHON BJIACTH B CpOK, HEC HpeBbIHlaIOH_[I/Iﬁ mMECTUACCATHU pa60q1/1x I[HCI>’I CO OHA IMOJY4YCHHA
YKa3aHHOI'O 3anpoca. YTIOJIHOMOYEHHbIM (enepaiabHblii OpraH MCIOJHUTEIbHOM BIACTH, BbIIABILUN
3aJlaHu€ Ha IIPOBEIEHUE OKCIEPTU3bl OTHOILIEHUS OXHAAeMOM IOJb3bl K BO3MOXKHOMY PHUCKY
IPUMEHEHMs JICKapCTBEHHOIO IIperapaTa Ha OCHOBAaHMM JIOKYMEHTa, COJEpXKALEro pe3yJbTaThl
MOHUTOPHUHTA 3((HEKTUBHOCTH U 0E30MACHOCTH JICKAPCTBEHHOTO Iperapara, B TCUYCHHE IISITH PadodYnx
JHEW cOo JHA MOCTYIUIEHUS OT 3asBMUTENs OTBETA Ha 3alpoC YNOJHOMOYEHHOTro (efepalbHOro opraHa
HCIIOJIHUTEJILHOM BJIACTU HAMpaBJIseT 3TOT OTBET B OKCIEPTHOE yupexieHue. B ciiydyae HenpeacTaBieHUs
10 UCTEUYEHUH ILECTUIECITH pabouuX JTHEH 3asBUTEIEM OTBETa Ha yKa3aHHBIN 3allpOC YIOJIHOMOYEHHBIH
denepanbHBIA OpraH WCIHOJHUTEIHLHOW BIIACTH, BBIABIIMK 3aJlaHWE HA MPOBEICHUEC DKCIEPTU3BI
OTHOILLICHMS OKUIaeMOU TOJb3bl K BO3MOXKHOMY PHCKY NPUMEHEHHUs JIEKapCTBEHHOI'O Ipernapara Ha
OCHOBAaHMHU JOKYMEHTA, COJEPKaIlero pe3ylbTaThl MOHHUTOPWUHTA S(PQPEKTHBHOCTH U OE30MAaCHOCTH
JIEKapCTBEHHOI'0 IIpernapara, B TEUCHUE AT pabouyux JHEH HampaBisieT B HKCHEPTHOE YUpexkaAeHue
YBEIOMJICHHE O HEINPEJCTABICHUM 3asBUTEIEM OTBETa HA 3alpOC YKa3aHHOro opra”a. Bpems co nHs
HalpaBJICHUs 3ampoca HKCHEPTHOIO YYPEXKJIEHHs B  YIOJIHOMOYEHHBIH (enepalbHblii  Oprax
HWCIIOTHUTEIbHOM BJACTH A0 OHA TMOJYUYCHHS OSKCIHCPTHBIM YYPCKIACHUCM OTBCTAa Ha 3alpoC HIN
YBEIOMJICHUST O HENpEACTaBIEHUN OTBETa Ha 3alpoCc HE YYUTHIBAETCS IPU HCUUCIEHUH CpOKa
MMPOBCACHUA OKCIICPTHU3bl OTHOIICHHA O)I(HI[&GMOﬁ MMOJIb3BI K BO3MOXHOMY PHUCKY JIIPUMCHCHUA
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAHHMM JOKYMEHTA, COJEP)KALIero pe3ysbTaThl MOHMTOPHHIA
3¢ (}eKTUBHOCTH M 0€30IIaCHOCTH JIEKAPCTBEHHOTO Mpernapara.

12. B cpok, He MpeBBIIIAIONINI IecATH padounx AHEW CO JHA MONYYEHHUS 3aKITFOYEHHUS KOMUCCUU
AKCHEPTOB MO pe3yJabTaTaM JKCHEPTU3bl OTHOILICHHS OXUIAEMOW TMOJb3bl K BO3MOXXHOMY PHCKY
MIPUMEHEHHS JIEKapCTBEHHOTO Ipemnapara, COOTBETCTBYIOIIMM YIOIHOMOYEHHBIN (enepanbHblii opran
HWCIIOTHUTETbHOMN BIACTH:

1) ocylecTBIsIET OLIEHKY 3TOTO 3aKIIOYEHUS AJIsi OMpeNeleHHs] €ro COOTBETCTBUS 3aJaHHI0 Ha
MPOBEACHUE YKa3aHHOW IKCIIEPTHUBHI;

2) npUHMMaeT pelleHHe O TMOATBEPKJIECHUHM TOCYAApCTBEHHOM perucTpalyy JIeKapCTBEHHOTO
mpernapata WiM 00 OTKa3e B TMOATBEPKICHUM TOCYJAapCTBEHHOM PETUCTpallMM JIEKAPCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPHUHATHH PELIEHUS O TMOATBEPKACHUU TOCYIJapCTBEHHON perucrpanuu
JIEKAPCTBEHHOI'O IIperapaTa CBEICHUsS B T'OCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBLAAET
3asBUTEIIO0 OECCPOYHOE PETUCTPALIIOHHOE Y OCTOBEPEHUE JIEKAPCTBEHHOIO IIpenapara.

13. OcHOBaHMEM Il OTKa3a B MOJTBEPXICHUHM TOCYJIAPCTBCHHON PETHUCTPAIMU JICKAPCTBEHHOTO
nperiapara sBJSICTCS  3aKJIFOUCHHE COOTBETCTBYIOIIETO YIOJHOMOUYEHHOTO (ellepalibHOTO OpraHa
WCTIOJTHUTEIBHOM BJIACTH O TOM, YTO PHCK NMPUYMHCHHUS BpEAa 370POBBIO0 UEIOBEKA WM KHMBOTHOTO
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BCJIC/ICTBHE MIPHEMA JICKAPCTBEHHOTO TIperapara npeBbiaeT 3GGeKTHBHOCTh €ro MPUMEHEHUS.
(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mpoBeneHUs MpOLEAYypbl MOATBEPKIEHUS TIOCYAAapCTBEHHON perucTpaunuu
JIEKapCTBEHHOr 0 Ipernapara ero odpaienue B Poccuiickoit @enepanyivi He TPUOCTAaHABIUBAETCS.

15. Homyckaercst oOpalieHHe JIGKAPCTBEHHBIX IPENapaToB Ui MEIUIMHCKOTO NMPUMEHEHUS [0
HCTEYEHUs1 CpOKa TFOJHOCTH, MPOU3BEACHHBIX B TEUEHHE CTAa BOCBMUIECATH KaJCHAAPHBIX THEH Mocie
JaThl TPHUHATUS YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJIHUTEIBHOW BJIACTH pEIICHUS O
MOATBEPIK/ICHUU TOCYIapCTBEHHOW pErucTpanuu, B COOTBETCTBUU C MH(OpMAIMEH, coiepxaliencs B
JOKYMEHTaX PEruCTPallMOHHOIO JIOChe Ha JIEKapCTBEHHBIM IpenapaT A0 JAaThl I[PUHATUS TaKOTro
peuieHusl.

Cratba 30. BHeceHMe Wu3MEeHeHMW B [OOKYMEeHTbl, coaepXxawwmecsa B
perncTtpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JEeKapCTBeHHbIA npenapar And
MeAULIMHCKOro NpMMeHeHuns

1. B menax BHeceHUS W3MEHEHUU B JOKYMEHTHI, COJEpIKAaIlUecs B PETUCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBIA MpernapaT JUisi MEIUIIMHCKOTrO NPUMEHEHUs, Iep)KaTelb WIn
BIIQJIETIEl] PETHUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKApPCTBEHHOTO Mperapara Wid YIOJIHOMOUYEHHOE WM
Jpyroe IpUANYECcKoe MO (Jajiee B HACTOSIIEH CTaThe - 3asBUTENb) MPEJCTABIISAET B YIIOJIHOMOYEHHBIN
denepanbHBIi OpraH HCIOJTHUTEIHLHOW BJIACTU 3asBJICHHE O BHECEHHWHM TaKMX H3MEHEHHH 1o Qopme,
YCTAHOBJICHHOW YITOJIHOMOUYEHHBIM (heZiepaibHbIM OPTaHOM HCIIOTHUTEIHLHOW BIACTH, U TpUiIaraeMbie K
HEMYy M3MEHEHHs B yKa3aHHBIE JOKYMEHTBI, a TakKKe JOKYMEHTHI, MOATBEPKIAIOIINEe HEOOXOIUMOCTh

BHECCHUS TAKUX M3MCHCHHIA.
(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-D3)

1.1. IIpu HE0OXOAMMOCTH BHECEHHUS B JJOKYMEHTBI, COJAEPKAIMECS B PETUCTPAIIMOHHOM JI0ChEe Ha
3apETUCTPUPOBAHHBINA  JIEKAPCTBEHHBIM IIpernapar Uil MEIULUHCKONO NPUMEHEHUS, W3MEHEHUH,
YKa3aHHBIX B MyHKTE 3 4YacTW 2 HACTOSIIEH CTaThbu M TPEOYIOIMX MPOBEIECHUS SKCIEPTHU3BI KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJHUTEIHFHO MPEACTABISET B YIOJIHOMOUEHHBINH (eaepanbHbIi
OpraH UCIOJHUTEIBbHON BJIACTH KOMUIO JIMIIEH3UHU HaA MPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB MUIIU KOMHIO
3aKJIIOUYEHHsT O COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TPaBUII
HaJyIeKaled TPOU3BOJACTBEHHOW TMPAKTUKHU, BBIJAHHBIX YIOJTHOMOYEHHBIM (eepaabHbIM OpPraHoM
WCIIOJIHUTENBHON BIACTH B OTHOIICHWHM W3MEHEHHOW H (WJIM) JOMOJTHEHHON MPOU3BOJICTBEHHOM
IUTONIAJKH JICKAPCTBEHHOTO TMpernapara, B Cilydae, €ClId MPOU3BOJICTBO JICKAPCTBEHHOTO IMpernapara
ocymectBusiercss B Poccuiickoit ®eneparnuu, au00 KONMUIO BBIJAHHON YIOJHOMOYEHHBIM OpPraHOM
CTpaHbl TMPOW3BOJAUTENS JIMIEH3UM Ha IMPOU3BOACTBO JIEKAPCTBEHHOI'O Mpenapara M €€ IepeBOo] Ha
PYCCKHMH S3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOPSIKE, @ TaK)KE KOIMIO 3aKIIOUYECHUS O COOTBETCTBUU
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHUSM TIpaBUJI HAJUIeKAIEH TMPOU3BOJICTBEHHON
MPAKTUKH, BBIJAHHOTO YIMOJHOMOYEHHBIM (eepaibHBIM OpPraHOM HWCHOJNHUTENBHON BIacTH B
OTHOIIIEHWHW W3MEHEHHOM W (WJIM) JIOMOJIHEHHOW MPOU3BOACTBEHHOM IUIOMIAJKK JIEKAPCTBEHHOTO
npernapaTa, Ui KOMHUIO PElIeHUs] YIIOJTHOMOUYEHHOTO (eAepaTbHOr0 OpraHa MCIOTHUTEILHOW BIACTH O
MPOBEJICHUU WHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB B CiIydyae, €CIIM MPOU3BOJICTBO
JIEKapCTBEHHOIO ITperapara OCyIIeCTBIAEeTCS 3a npenenamu Poccuiickon denepanuu.

(dactp 1.1 BBegena denepanpubiM 3akoHOM OT 04.06.2018 N 140-D3)
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1.2. Ilpu HEOOXOIMMOCTH BHECEHHS B JJOKYMEHTBI, COJIEPKAIINECS B PETUCTPALIMOHHOM JIOChE Ha
3apETrUCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipenapar il MEAMIMHCKOIO IPUMEHEHUs, HW3MEHEHH,
YKa3aHHBIX B MyHKTE 4 4acTH 2 HACTOSIIEH CTaTbU U TPEOYIONIMX MPOBEACHHS IKCIIEPTH3BI KauecTBa
JIEKaPCTBEHHBIX CPEJICTB, 3asIBUTEIb JOMNOJHUTEIHLHO MPEJICTaBISIeT B YIOJIHOMOYEHHBINH (enepalibHbIi
OpraH UCITOJIHUTEJIbHON BJIACTH KOIMIO JUIIEH3UH Ha IIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB UM KOIHUIO
3aKJIIOUYEHHST O COOTBETCTBHM IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IPaBUII
HaJJIeXkKAaIeld MPOM3BOACTBCHHON MPAKTUKU, BBIAAHHBIX YIIOJHOMOUYEHHBIM (efepaibHbIM OPraHoOM
WCIIOJTHUTEJIBHOW BJIACTH B OTHOILIEHWH MPOU3BOJCTBEHHOW IUIOIMIA/IKU JEKAPCTBEHHOI'O IMperapara, B
cly4dae, €ClIM IPOM3BOJCTBO JIEKAPCTBEHHOrO Ipernapara ocyuiectsisieTcs B Poccuiickoit @enepauuu,
00 KONHIO BbIIAHHOM YIIOJTHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOIUTENIS JUIICH3UU Ha TPOU3BOJCTBO
JIEKApCTBEHHOTO TperapaTa U ee MepeBo]i Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM IOPSKE, a
TaK)K€ KOIMIO 3aKIIIOUEHHUSI O COOTBETCTBUU IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUIM
MpaBWJI HaJJIekKAIIeld MPOU3BOJICTBEHHOW TMPAKTUKH, BBIJIAHHOTO YIMOJHOMOYEHHBIM (eaepanbHbIM
OpraHOM HCIIOJIHUTEJIbHOM BJIACTM B OTHOLIEHMH IPOU3BOACTBEHHOM IUIOLIAJIKH JIEKAPCTBEHHOIO
mperapara, Wi KOIHUIO PEIICHUs] YIIOJTHOMOYEHHOTO (eAepaTbHOrO OpraHa WCIIOTHUTEILHOW BJIACTH O
MIPOBEACHUN MHCIIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEJCTBA B CIIy4ae, €CIIM MPOU3BOJICTBO
JIEKapCTBEHHOTO Ipernapara OCyILIeCTBIAETCS 3a npenenamu Poccuiickort denepann.

(uactsp 1.2 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. TlpuHsaTHe pemieHuss O BHECCHHWM W3MEHEHWUH WM 00 OTKa3e BO BHECCHHWW W3MCHCHHUU B
JOKYMEHTBI, COJEpXkAIIUEeCsl B PETUCTPAMOHHOM JOCh€ Ha 3apErHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar st MeIUIIMHCKOTO MIPUMEHEHUS, B CIIydae HEOOXOUMOCTH IIPOBEICHUS KCIIEPTH3bI KauyeCcTBa
JIEKapCTBEHHBIX CPEACTB U (MJIM) SKCHEPTU3bI OTHOILIEHHUS OKUIAeMON MOJIb3bl K BO3MOXXHOMY PHUCKY
MPUMEHEHUS JIEKAPCTBEHHOIO Tpernapara i MEIULMHCKOTO MPUMEHEHUS OCYILIECTBISIETCS B CPOK, HE
MIPEBBILIAIOIINM IEBIHOCTA Pa0OUYMX JHEH, a B OCTAIBHBIX CIy4yasX B CPOK, HE MPEBBIIAIONINI TPUIATH
paboumx IHEH CO JHS MPHHSITHS YIIOJTHOMOYCHHBIM (eepallbHBIM OPraHOM HCIOJHUTEIILHON BIIACTH
3asBJICHUSI O BHECEHUU TaKUX U3MEHEHUH.

(uactp 1.3 BBegena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2. DKcIepTu3a JeKapCTBEHHBIX CPEICTB B YACTH HKCIEPTU3bl KAUueCTBA JEKApPCTBEHHOT'O CPE/ICTBA U
(unn) SKCIEepTU3bl OTHOLLIEHUS 05KMJIAa€MOM TOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHMSI JIEKapCTBEHHOTO
npenapara Uil MEAULUHCKOTO IPUMEHEHUSI IPOBOAUTCS B ClIy4dac BHECEHHs MU3MEHEHHUH B JIOKYMEHTHI,
coJepKallMecs: B PETUCTPAlMOHHOM JOChE Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar, B
OTHOIICHUH:

1) cBeneHuil, yka3aHHBIX B HHCTPYKLUUU [0 MEIHWLHUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOI'O
npenapara:

a) JIeKapCcTBEeHHas popMa ¢ yKa3aHHEM HaMMEHOBAHMM M KOJMYECTBEHHOI'O COCTaBa JEHCTBYIOIINX
BEIIECTB U KaUeCTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BELIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

6) dapmakoguHamMuka M (QapMakOKMHETHKa (32  UCKJIIOYEHHEM  (apMaKOKHHETUKU
rOMEOATHYECKUX JIEKAPCTBEHHBIX MPETapaToB M PACTUTEIBHBIX JIEKAPCTBEHHBIX MTPETIapaToB);

B) TMOKa3aHud i1 TPpUMCHCHUSA

T') IPOTUBOINOKA3aHUs JJIsl IPUMEHEHUS;
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J1) MEPBI IIPEIOCTOPOKHOCTU IIPU IPUMEHEHNH;

e) YKa3aHHUC BO3MOXHOCTH H 0COOEHHOCTEH INIPUMEHCHUA JICKApCTBCHHOI'O IIpC€Iiapara I
MCIUIHUHCKOI0O IMPHUMCHCHUSA 6€peMeHHBIMI/I JKCHINWMHAMHM, OJKCHIIMHAMHM B IICpUOLA TI'PyAHOIrO
BCKapMJIMBaHHUsA, 1€TbMH, B3pOCIBIMH, UMCIOIIIUMHU XPOHHUYECCKUEC 3360J’I€BaHI/I${;

) PEKUM J03UPOBAHUS, CIIOCOOBI BBEIECHUS M MPUMEHEHUS, P HEOOXOIMMOCTH BpeMsl IpUeMa
JIEKapCTBEHHOI'O Ipenapara, MpoJOJDKUTENBHOCT JICYEHUSA, B TOM YHCJIE Yy OETEH JO U IOCJIEe OJHOTO
roja;

3) BO3MOJKHBIC TOOOYHBIC JICHCTBUS U HEXeNaTeIbHbIC PEaKIIUU P MPUMEHEHUH JICKAPCTBEHHOTO
npernapara;

1) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 10 OKA3aHUIO TOMOILH TPH MEPEeI03UPOBKE;
K) B3aUMOJIEMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU IIpenapaTaMu U (WIH) MUIIEBbIMU IPOAYKTAMU;
1) (OopMBI BbIITyCKa JIEKAPCTBEHHOI'O Ipernapara;

M) ykazaHue (IpH HEOOXOIMMOCTH) OCOOCHHOCTEH JCWCTBHS JICKAPCTBEHHOTO Mperapara Tpu
MIEPBOM IMPHEME HIU TIPU €0 OTMEHE;

H) CBCACHHUA O BO3MOXHOM BJIMSAHHU JICKAPCTBCHHOI'O IMpCriapara AjJd MCAUIUHCKOI'O0 NPpUMCHCHUA
Ha CII0COOHOCTh YIIpaBJEATh TPAHCIIOPTHBIMHA CPEACTBAMHA, MCXAHU3MAMMU,

0) CpPOK TOAHOCTH M yKa3aHHE Ha 3alpeT MPUMEHEHHUs JICKaPCTBEHHOTO Ipernapara mo UCTCUCHHUH
CpOKa TOJHOCTH;

1) YCJIOBUS XpaHEHUSs;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOIO Mpernapara Jjisi MeIUIIMHCKOTO MPUMEHECHHS;

3) u3MeHeHusl MecTa MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO TPUMEHEHHUS,

4) u3MeHeHus MokKas3aresieil KauecTBa JIEKapCTBEHHOIO Ipernapara Jjisi MEIUIUHCKOTO TPUMEHEHMUSI
U (MJIM) METO/I0B KOHTPOJIA KayecTBa JIEKAPCTBEHHOTO Mpernapara Jiisi MEAMIIMHCKOTO TPUMEHEHMS;

5) HN3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO Iperapara JJIs1 MCAUITUHCKOI0 IPUMCHCHUS

6) cBeneHUl 0 HEOOXOAMMOCTH BHECEHHs] MHBIX M3MEHEHHH B MHCTPYKLHUIO MO MEIUIIMHCKOMY
MPUMEHEHHUIO JIEKAPCTBEHHOI'O IIperapara, a Takke B UHbIE JOKYMEHTBI, COJepKaliuecs B
PETUCTPALIMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKapCTBEHHBIN mpenapar. [Ipum sTom pemeHue o
MIPOBEJICHUU DSKCIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB U (MJIM) SKCIEPTH3bl OTHOIICHUS
OKUJAEMOH IOJIb3bl K BO3SMOKHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHOTO IIpenapaTa Juisi MEAUIIMHCKOIO
MIPUMEHEHUSI IPUHUMAETCS] B COOTBETCTBUM C YTBEPIKICHHOM yIIOIHOMOUYEHHBIM (hefiepaibHbIM OPraHOM
WCTIOJHUTENIBHOW BIIACTH KJIacCHU(pUKAIMeld W3MEHEHHMH, BHOCHMBIX B JOKYMEHTHI, COJEpKaliuecs: B
PETUCTPALIMOHHOM JIOChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar.
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(uactsb 2 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. C 3asByIeHHEM O BHECEHUH M3MEHEHUI B IOKYMEHTBI, COIEPKAILINECS B PETUCTPALIMOHHOM J0Che
Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil MEIULHMHCKOTO IPUMEHEHHS, Hapsaly ¢
JIOKyMEHTaMH, YKa3aHHBIMHU B 4acTH | HAcTOAIIECH CTaThH, 3asIBUTEIb MPEICTABISIET KOMMU JOKYMEHTOB,
MOATBCPIKAAOIUX YIIATY I‘OC}’Z[&pCTBGHHOﬁ MOIUIMHBI 3@ BHCCCHUC B NOKYMCHTLI, COACPXKAIIUCCA B
PETHCTPAllMOHHOM JIOCh€ Ha 3apEerHCTPUPOBAHHBIA JIEKAPCTBEHHBIH Iperapar Uil MEIUIUHCKOTO
NPUMEHEHHS, U3MEHEHHH, TpeOyIomMX MPOBEACHUS AKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B YaCTH
HKCIIEPTU3bI KAYeCTBA JIEKAPCTBEHHOTO CPEZCTBA U (MJIHM) IKCIIEPTU3bI OTHOIICHUS OYKHIAeMOM IOJIB3BI K
BO3MOXXHOMY PHUCKY I[IPUMCHCHHUA JICKAPCTBCHHOT'O IIpliaparta I MCAUIMHCKOIO IPHUMCHCHUS,
rOCY/IapCTBEHHOMW IOIIUTMHEI 32 BHECEHUE B JIOKYMEHTBI, COJIEpIKAIHECcs] B PErHCTPAlMOHHOM J0Che Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar g MEIUIMHCKOTO NPUMEHEHHUS, W3MEHEHUW, HE
TpeOYIOIMX IPOBEICHHUS HKCIEPTU3bl JICKAPCTBEHHOT'O CPEJICTBA, JMOO BIpaBE IPEICTABUTH II0
CcOOCTBEHHOI HWHUIUATUBC YKAa3aHHBIC JOKYMCHTBI. B CJIydyac UX HCIPCACTABIICHHUA YHOHHOMOquHBIfI
(denepasbHBI OpraH HCHOJHUTEIBHOW BIACTH TNPOBEpsAeT (AKT yIIIaThl TOCYAAPCTBEHHBIX MOILIHH
3asBHUTEJIEM TOCPEICTBOM HCIOJIB30BaHUS HWHPOpPMAaNUKU 00 yIlare TOCyJapCTBEHHBIX IOIUINH,
cozxepikamieiics B ['ocynapcTBeHHOH HH(MOPMAIIMOHHOI CHCTEME O TOCYIapCTBEHHBIX U MYHHIIUIAIBHBIX
IJI1aTCXKax, Ha OCHOBAHUH NPCACTABJICHHBIX 3asdBHUTCIICM KOITH AOKYMCHTOB, IOATBCPKAAIOIMUX YIIIATY
rOCy/1apCTBEHHOW MOILIHHBL.
(uactsb 3 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4. B Teuenue necatu pabouux JHEH co JHS MOCTYIJIEHUs YKa3aHHOI'O B 4acTH | HacTosIel cTaTbu
3asBIICHUS W HEOOXOIMMBIX JIOKYMEHTOB YIIOJIHOMOYEHHBIN (enepaabHblii OpraH HCIOIHUTEIHHON
BJIACTHU:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEIEHUH, COAEPKAILUXCS B MPEICTaBICHHbBIX
3asBUTEJIEM MaTepHUallax;

2) IpUHUMAET PEIICHUE O MPOBEJCHUN YKA3aHHBIX B YACTH 2 HACTOSIIEH CTaTbH COOTBETCTBYIOIIUX
AKCIIEPTH3 JIEKAPCTBEHHOTO CPEICTBA WIIM 00 OTKa3€ B UX MPOBEACHUU;

3) yBenoMJIsieT B AJICKTPOHHOW WJIM MTUCHMEHHOW (POpMe 3asBUTENSI O MPUHSATOM PEIICHUH WU B
cllydae TMPUHATHS pelieHuss 00 OTKa3e B MPOBEACHMHM COOTBETCTBYIOIIEH JKCHEPTHU3BI C yKa3aHUEM
MIPUYMH TAKOTO OTKa3a.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

4.1. B cinydae BBISBICHUS HEIOCTOBEPHOCTU CBEACHMM, COJEP)KALIUXCA B IPEACTABICHHBIX
3asBUTEJIEM MaTepHajax, yIOJHOMOUYEHHBIN (eepaabHblii OpraH MCIOJIHUTENFHONW BIACTH HalpaBlisieT
3asBUTENIIO0 3apoc 00 YTOYHEHMM YKa3aHHBIX CBeAeHUH. [laHHBIM 3ampoc MokeT ObITh TepenaH
YIIOJTHOMOYEHHOMY IPEICTAaBUTENIO 3asBUTENS JIMYHO IOJ PACHMCKy, HAIpaBJEH IO MOYTE 3aKa3HbIM
MIMCBMOM WJIM TIE€pPe/iaH B JIEKTPOHHOHN (opMe MO TeIEKOMMYHMKAI[MOHHBIM KaHaiaMm cBsi3u. B ciyudae
HaIPaBJIEHUS JTaHHOTO 3aIIpoca I10 MOYTE 3aKa3HbIM TMCbMOM OH CUMTAETCS MOJyYEHHBIM T10 UCTEYEHUH
IIeCTH JHEH ¢ JaThl HalpaBiIeHHsl 3aKa3HOT0 MUChMa.

(uacts 4.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 25.11.2013 N 317-®3)

4.2. 3agButens 00s3aH MPEICTABUTH OTBET Ha 3alpoc YIMOJIHOMOUYEHHOTO (eaepanbHOro opraHa
WCTIOJHUTENIBHOW BJIACTU B CPOK, HE MPEBBIIAIONIMNA JEBIHOCTa pabouux THEW CO THS IOITy4eHHs
naHHOro 3ampoca. Cpok, yKa3aHHbIM B 4acTH 4 HACTOAIIEH CTaTbW, NPUOCTAHABIMBAETCS CO JIHSA
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HAaIpaBJICHUS 3asBUTENIO 3alIpOCa YIIOJIHOMOUYEHHOTO (heiepaibHOr0 OpraHa UCHOJIHUTEIbHOM BIACTH /10
IHS TOJYYeHHS UM OTBETa Ha JAHHBIA 3alpOC M HE YYUTHIBACTCS MPHU MCUUCICHUU CPOKA TPHHSATHS
pelieHrsT O BHECEHWHM HM3MEHEHUH B JIOKYMEHTHI, COJEp)KallMecsi B PETHCTPALIMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIM ITpenapar JJsi MEIUIIMHCKOTO IPUMEHEHHSI.

(uactsb 4.2 BBeeHa PenepasibHbIM 3ak0HOM 0T 25.11.2013 N 317-®3)

5. OcHOBaHMEM JUIsl OTKa3a B NMPOBEJCHWM yKa3aHHBIX B YacTH 2 HACTOSIICH CTAThbU IKCIEPTH3
SIBIISICTCS PEACTABIICHUE TJOKYMEHTOB, IEPCUNCIICHHBIX B YacTsAX | U 3 HACTOSIICH CTaThH, B HEIIOJHOM
o0beMe, HEIpPEJCTaBICHUE 3asBHUTEICM B YCTAHOBJICHHBI CPOK OTBETa HAa yKa3aHHBIH B dacTu 4.1
HACTOSAIIEH CTaThU 3alpoC YIOJIHOMOUYEHHOTO (peiepaibHOTO OpraHa UCTIOTHUTEIHLHOW BIACTH, & TAKXKE
OTCYTCTBHE€ B  NPEJICTaBICHHBIX  JOKYMEHTaX  JIOCTATOYHBIX  CBEJICHUH,  IOJTBEPIKIAIOLINX
HE0OXOIMMOCTh BHECEHHUS M3MEHECHUM, WIIK OTCYTCTBHE HMH(OPMAIINH, MOATBEPKAAOMIEH (HaKT yIUIAThI
rOCYJIapCTBCHHBIX IMOIUIMH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTAaThU.

(B pen. deaepanbhbix 3aKk0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4aCTU 2 HACTOSIIEW CTAaThbU DKCHEPTU3BI MIPOBOASTCA B MOPSIIKE, YCTAHOBICHHOM
cratheit 23 Hacrosero depaepaabHOTO 3aKOHA.

7. B cpok, He npeBbIIAOIINN JecaTh pabouux JHEH co JHA MOJyYeHMs 3aKIHYEeHUI KOMHCCUI
SKCIIEPTOB MO pe3ysbTaTaM YKa3aHHBIX B 4YacTHU 2 HACTOSIIEH CTaThbU SKCHEPTHU3, YIOJHOMOYCHHBIN
(benepanbHbIi OpraH UCIOJHUTEIBHOMN BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) npuHUMaeT peleHre O BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/IEpPIKAIIUEcs] B PETUCTPALIMOHHOM
JI0ChE Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN IMpemnapar il MEIUIUHCKOTO TPUMEHEHUS, Wi 00
OTKa3€ BO BHECEHUM TaKUX U3MEHEHUMU;

2) BHOCHUT B TOCYJapCTBEHHBI peecTp JIEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU pEIICHUS O
BHECECHUM  W3MEHEHMH B  JOKYMEHTBI, COJAEpXKallMecs B  PETUCTPALMOHHOM  JOCbE  Ha
3aperuCTPUPOBAHHBIM JIEKApCTBEHHBIM IpenapaT s MEIUIUHCKOTO INPUMEHEHHUs, HEeO0OXOIUMBbIe
M3MEHEHUS U BO3BPALLAET UX 3asBUTEIIIO;

3) BBIOAeT 3aABUTEII0 HOBOE PETUCTPAIMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOrO IIpernapaTa B
Clly4ae U3MEHEHHMs CBEACHUM, COJIEPKAILIUXCS B HEM.
(. 3 BBennen DenepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHuMeM /i1 OTKa3a BO BHECEHHM HW3MEHEHUH B JIOKYMEHTBI, COJAeprKauuecs B
PETUCTPAIMOHHOM JIOCh€ Ha 3apEerHCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMpenapar s MEIUIHMHCKOIrO
MIPUMEHEHHUS, SBJISETCS 3aK/II0UEeHUE YIOTHOMOYEHHOTO (eepaIbHOr0 OpraHa UCTIOJTHUTENLHON BIACTH
0 BO3MOXXHOCTH CHIDKEHHsSI 0€30MacHOCTH, KadyecTBa, 3(PGEKTHBHOCTH JIEKAPCTBEHHOTO CpPEICTBA B
CJIy4yae BHECEHMS TAKUX U3MEHEHUN.

9. Jlomyckaercs oOpaleHue JIeKapCTBEHHBIX MpenapaToB ISl MEIUIIMHCKOTO MPUMEHEHHsS 0
HCTEUYEHUsl CPOKa FOAHOCTH, TPOU3BEAECHHBIX B TEUEHUE CTa BOCBMMJIECATH JIHEW MOCIE JaThl MPUHATHUSA
YIOJIHOMOYECHHBIM (heJIepaIbHBIM OPTraHOM UCITOJIHUTEIILHON BJIACTU PEIICHUS O BHECEHUH W3MECHEHHUH B
JOKYMEHTBI, COJAepXkalluecs B PETUCTPAMOHHOM JIOCh€, B COOTBETCTBUU C HWH(OpMAIUEH,
coJepKaliecss B JOKYMEHTax pPETUCTPAIlMOHHOTO J0ChE€ Ha JIGKApCTBEHHBIM TIpemapar 10 AaThl
MPUHSITHS TAKOTO PEIIECHUSI.
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(uactp 9 B pen. @epepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

Cratba 31. BHeceHne U“3MeHeHuMn B  AOKYMEHTbI, copepxawmecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JleKapCTBEHHbIA npenapar Ans
BeTePMHAPHOro NpMMeHeHu s

1. B mensx BHecEeHUS M3MEHEHUN B JIOKYMEHTBI, COJEpXAIIUeCs B PErUCTPALlMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npenapar Juisi BETEPUHAPHOIO INPUMEHEHMs, JAepkKaTellb WU
BJIa/I€JIEl] PErMCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapara WUid YIOJIHOMOUYEHHOE WM
Jpyroe I0pUANYECKOe JIUIO (Jajiee B HACTOSIICH CTaThe - 3asBUTENb) MPEJCTABIAET B YIIOJTHOMOYEHHBIH
¢benepanbHBIE OpraH HCIOJHUTEIPHON BIIACTH 3asBICHHME O BHECCHHWH TaKHUX W3MEHEHHMH 1o dopme,
YCTaHOBJICHHOW YIIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOIHUTEIBLHOM BIACTH, U MpuUilaraeMbie K
HEMY M3MEHEHHUS B yKa3aHHBIC JIOKYMEHTBHI, a TAaKXKe JTOKYMEHTBHI, MOJATBEP)KIAIOIINE HEOOXOIUMOCTh
BHECEHUS TakuxX u3MeHeHui. [Ipy HeoOXoIMMOCTH BHECEHUSI N3MEHEHUH B IOKYMEHTHI, COIepKalluecs B
PETUCTPALlMOHHOM JIOCbE€ Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapar i BETEPUHAPHOTO
NPUMEHEHUS, B CIy4asgX W3MEHeHUs ¢ (Wiu) JOIMOJIHEHUS TPOU3BOACTBEHHON  IUIOMIAJIKU
JIEKapCTBEHHOI'O CPEJICTBA, a TaKXKe M3MEHEHMs IoKa3aTesiell KauecTBa JIEKapCTBEHHOrO Mpernapara Jyis
BETEPUHAPHOTO MPUMEHEHHUS U (WJIM) METOAOB KOHTPOJS KayecTBa JIEKAPCTBEHHOrO Mpernapara Juis
BETEPUHAPHOTO IMPUMEHEHUS 3asiBUTENb  JIOMOJHHUTEIBHO MPEACTABIAET B  YIOJIHOMOYEHHBIH
(benepanbHBIA OPraH UCIOTHUTEIBHON BIACTH CIEAYIONINE JOKYMEHTHI:

1) KOIIMA JIMOCH3UWKW Ha IPOU3BOJACTBO JICKAPCTBCHHBLIX CPCIACTB, BLIIlaHHOfI IMPOU3BOAUTCIIIO
JICKaApCTBCHHOI'O IIpLIiapaTta JJisl BETCPUHAPHOI'O MPUMCHCHHA, OJIA pOCCHﬁCKHX HpOHSBOHHTCJ’ICﬁ;

2) xomus JUIEH3UU Ha NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJACTB, BBIJAHHOW IPOU3BOIUTEIIO
bapmarieBTHUECKON CyOCTaHIMM, BXOJALIEH B COCTaB JIEKAPCTBEHHOI'O MpernapaTa A BETepPUHAPHOTO
IIPUMEHEHUS, JUIsl POCCUMCKHUX ITPOU3BOIUTEIICH;

3) Konusl TOKyMEHTA, BBIIAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOAMTEINS JUIS KaXKI0H
IIPOU3BOJCTBEHHON IUIOLIAJIKM JIEKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO IIPUMEHEHUs U
MOJITBEPKIAIOIETO COOTBETCTBUE IPOU3BOAUTENS JIEKAPCTBEHHOrO Ipernapara TpeOOBAHUSAM IPaBUII
HaJUIeKalled IPOU3BOJACTBEHHONM NIPAKTUKH, W €ro IIepeBOJ, HAa PYCCKHM S3bIK, 3aBEPECHHBIC B
YCTAaHOBJICHHOM IOPSZIKE, a TAK)KE KOIMS 3aKJIFOUEHHs] O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CpeacTB  TpeOOBaHUSM  MpaBWU  HaJuleXkalled  MPOM3BOACTBEHHOM  IMPaKTUKH,  BBIJAHHOIO
YIIOJIHOMOYEHHBIM (pesiepanbHbIM OPraHOM MCIIOJHUTEIBHON BIACTH Ul KaKJOW IMPOU3BOACTBEHHOMH
IUIOUIA/IKK JIEKAPCTBEHHOI'O IIpernapara i BETEPUHApHOTO TNPUMEHEHMs, JU00 KOMMS PEIIeHUs O
MIPOBEACHUN UHCIIEKTUPOBAHUS IIPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEACTB, IIPUHATOIO YIIOJHOMOYECHHBIM
(denepanbHbIM OpPraHOM HCIIOJIHUTENBHOM BJIACTH JUISI KaXJOW IPOM3BOJCTBEHHON IUIOIIAIKU
JIEKApCTBEHHOIO IIpenapara Juisi BETCpUHAPHOIO IIPUMEHEHHUs. YKa3aHHbIE JOKYMEHTBI MIPEACTABISIOTCS
B ClIy4yae, €CIu IPOU3BOJACTBO JIEKAPCTBEHHOIO Ipernapara s BETEPUHAPHOIO IPUMEHEHUs
ocyliecTBiseTcs 3a npeaenamu Poceculickoit @enepanuu;

4) xomusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHoOM CTPaHbl I[POU3BOAUTEIS
bapmarieBTUYECKOM cyOcTaHIun U MIOJITBEP K IAIOILETO COOTBETCTBUE IIPOU3BOIUTEIS
dapmaieBTHUECKO CcyOCTaHIIMU, BXOJSIIEH B COCTaB JIEKApCTBEHHOI'O IMpemnapara Jjs BETEpUHAPHOIO
IpUMEHEHHs, TPeOOBaHUSAM MpPaBUJ HaJUIeXkalleil MPOM3BOJICTBEHHOM NPaKTHUKH, M €ro IMepeBOoj Ha
PYCCKHMIl  SI3bIK, 3aBEpPEHHbIE B YCTAHOBJIEHHOM TIOpsAJKe, B Cllydae, €CiId IPOU3BOJICTBO
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

(hapmaleBTHUECKOM CyOCTaHIIMM OCYIIECTBIsIETCS 3a mpeaenamu Poccuiickoit eneparuu.
(dactp 1 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cinyyae u3meHeHuss u (WIK) JOMOJHEHHUS MPOU3BOJACTBEHHOW IUIOMIAJKU JIEKAPCTBEHHOIO
CpelcTBa JOKYMEHTHI, YKAa3aHHbIE B 4YacTH | HACTOsIIEW CTaTbu, NPEACTABISIOTCA 3asABUTEIIEM B
OTHOIIEHWH M3MEHSAEMOM W (MJM) JOIOJHSAEMON IPOU3BOACTBEHHOM IUIOLIAJKH JIEKAPCTBEHHOIO
cpenctBa. Pemienre 0 BHECEHMM U3MEHEHUI B JOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar i BETEPUHAPHOTO IMPUMEHEHUS, UM 00 OTKa3e B UX
BHECEHUU MPUHUMAETCS B Cllydae HEOOXOAUMOCTH MPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJCTBA B
CPOK, HE IIPEBBILIAIOIINN AEBSIHOCTA padOYUX AHEH, a B OCTAJbHBIX CIy4asX B CPOK, HE IIPEBBIIIAIOIINN
TPUALIATU pabOYMX JAHEU CO JTHS MPUHATUS YIOJIHOMOYEHHBIM (eiepalibHbIM OpraHOM HCHOIHUTEIbHOM
BJIACTH 3asIBJICHUS O BHECEHUU TAKUX U3MEHEHUM.

(dactp 1.1 BBegena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2. B cinydyae BHeceHUsI UBMEHEHUN B JOKYMEHTBI, COJEPXKAIIUECS B PErUCTPAIIMOHHOM J0ChE€ Ha
3apETUCTPUPOBAHHBINA JICKAPCTBEHHBIN Ipenapar g BETEPHUHAPHOIO IPUMEHEHHs, B OTHOILICHUU
CBENIEHUH, yKa3aHHBIX B mojamydkrax "e", "x", "k", "n", "H", "c", "x" nmynkrta 7 uwactu 3 crarbu 17
Hacrosiero denepaabHOTO 3aKOHA, U3MEHEHHUS M (WMJIM) JTOMOJIHCHHS TPOW3BOJICTBEHHOM IIIOIIAIKH
JIEKApPCTBEHHOT'O CPEJICTBA, a TAaKXKE B Clydae HM3MEHEHHS IOKa3aTelied KadyecTBa JICKapCTBEHHOIO
npenapara Jjis BETCPUHAPHOTO NMPUMEHEHHsSI M (WJIM) METOJOB KOHTPOJS KadecTBa JICKAPCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO MPUMEHEHHUs MPOBOJUTCS IKCIEPTHU3a JIEKAPCTBEHHOTO CPEACTBA A
BETEPUHAPHOTO TMpUMEHEeHHs. B ciayyae HEOOXOIMMOCTH BHECEHHS WHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepKallrecs B PETUCTPAIlMOHHOM JI0Ch€ Ha 3apeTrMCTPUPOBAHHBINA JIGKAPCTBEHHBIM Tpemnapar s
BETEPUHAPHOTO IPUMEHEHUS, IKCIIEPTU3a JIEKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO PUMEHEHHUS HE

MIPOBOMTCS.
(B pen. deaepanbubix 3aKkoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. C 3asBI€HUEM O BHECEHUU W3MEHEHUH B IOKYMEHTBHI, COJEPIKAIINECS B PETUCTPALIMOHHOM J0ChE
Ha 3apervuCTPUpPOBAHHBIA JIEKAPCTBEHHBIM Ipemapar Julsi BETEPUHAPHOTO NPHUMEHEHMs, Hapsagy ¢
AOKYMCHTAaMH, YKa3aHHbIMM B  4acCTHU 1 HaCTOﬂmeﬁ CTaTbd, MPCACTABIAIOTCA JOKYMCHTEIL,
MOJTBEPXKIAIOINE YIJIATy TOCYAapCTBEHHOM IMOLUIMHBI 3a BHECEHHME B JIOKYMEHTHI, COJepiKalluecs B
PErUCTPAallMOHHOM J0ChE€ Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOTO
NPUMEHEHMs, W3MEHEHUH, TpeOylolmuX TMPOBEACHUs HKCHEPTH3bl JIEKApCTBEHHOIO CpeICcTBa s
BETEPUHAPHOTO MPUMEHEHUS, UJIU U3MEHEHUH, He TPeOyIOMMX IPOBEICHUS 3KCIEPTU3bI JIEKAPCTBEHHOTO
CpeZAcTBa /15l BETEPUHAPHOTO IPUMEHEHUSI.
(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

4. B cpok, He NMpeBBIIIAIOMUN 1ecATH pabounx JHEH co JTHS MOCTYIUIEHUS YKa3aHHOTO B 4acTH 1
HACTOAIIEH CTaThbU 3asBJIEHUS M HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (enepalibHblil opra
UCIIOJIHUTENIHOM BJIACTH!

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJIEHHUH, COAEPKAIIMXCS B MPEICTABICHHbIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pelIeHUE O MPOBEJECHUH IKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA /ISl BETEPUHAPHOTO
IPUMEHEHHS WK 00 OTKa3e B €€ MPOBE/ICHUHY;

3) yBenomisieT B MUCbMEHHOU (opMe 3asBUTEN O MPUHATOM PEIIEHUWU WU B Cllydae MPUHATHUS
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

peuicHu-d 00 oTKase B MMPOBCACHUHN DJKCICPTHU3BI JICKAPCTBECHHOI'O0 CPEACTBA JIA BCTCPHUHAPHOI'O
IIPUMEHCHUSA C YKa3aHUEM IIPUYKMH TaKOro OTKasa.

4.1. B cityuae BbIsIBJICHUSI HEJOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH CBEJCHUM, COIEPKAIINXCS B
MIPE/ICTABJICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJIHOMOYEHHBINH (efepanbHblii OpraH HCHOJHUTEIbHOM
BJIACTH HANpPABJISIET 3asABUTEIIO0 3apoc 00 YTOYHEHHWM YKa3aHHBIX CBEACHHM. 3ampoc MOXKET ObITh
nepesiaH yroJIHOMOYEHHOMY MPEICTaBUTEINO 3asBUTENS [0/ PACHKCKY, HAIIPABIIEH IO MOYTE 3aKa3HBIM
MMMCHMOM WJIM TIepPE/IaH B JEKTPOHHOHN (hopMe MO TeIeKOMMYHHKAIIMOHHBIM KaHalaM CBs3u. B ciyuae
HaIpaBJIeHUs 3ampoca 00 YTOYHEHUH YKa3aHHBIX CBEJICHUU MO MOYTE 3aKa3HbIM MMHMCbMOM OH CUMTAETCS
MOJIYYEHHBIM 110 UCTEYEHUH IIECTH JIHEU C JaThl HAIIPABJICHUS 3aKa3HOTO MHUChMa.

(dactp 4.1 BBeaeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3agBuTens 00s3aH MPEACTABUTH OTBET HA 3aMpOC YIMOJTHOMOYEHHOTO (eAepabHOr0 opraHa
WCIIOJIHUTENILHON BJAacTU B CPOK, HE MPEBBIIAIONIUN AEeBIHOCTA pabouux JHEW CO JHSA MONY4YEeHHUS
nanHoro 3ampoca. Cpoku, ykazaHHble B 4yacTu 1.1 Hacrosimieil craTbd, MPUOCTAHABIMBAIOTCS CO JIHA
HaMpPaBIICHUS 3asBUTEIIO 3aIIPOCa YIIOJIHOMOUEHHOTO (eiepaibHOTO OpraHa UCIOTHUTENLHOM BIacTH 110
JTHSL TIOJyYeHWs OTBETa Ha JAHHBIM 3alpoCc W HE YYUTHIBAIOTCS TMPU HUCUUCICHUU CPOKA MPUHATUS
pellleHrss O BHECEHWH H3MEHEHH B JOKYMEHTBI, COJEp>Kallhecs B PETUCTPAlMOHHOM JOChe Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar sk BETEPUHAPHOTO TPUMEHEHHUS.

(uactsb 4.2 BBeneHa @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM JuIs OTKa3a B IIPOBEIEHUM OKCIEPTU3bl JIEKAPCTBEHHOIO CpPEACTBA s
BETEPUHAPHOTO TMPUMEHEHUs SBJSIETCS IPEJCTaBICHHE TOKYMEHTOB, YyKa3aHHbIX B dacTsax 1 u 3
HACTOAIIEH CTaThU, B HEMOJIHOM O00BbEME MIIM OTCYTCTBHE B MPEJCTABIECHHBIX JOKYMEHTAX JIOCTATOYHbIX
CBEJICHUH, TMOATBEP)KIAIOIIUX HEOOXOJMMOCTh BHECEHMsS HW3MEHEHUH, MO0 HenpeIcTaBlieHUe
3asBUTEJIEM B YCTAHOBJICHHBI CPOK OTBETa Ha yKa3aHHBIM B uyacTu 4.1 HacTosed CTaTbU 3ampoc
YIIOJIHOMOYEHHOTO (heiepabHOI0 OpraHa UCIOJHUTEIbHOM BIACTH.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

6. DKcrepTusa JEKApCTBEHHOIO CPEACTBA ISl BETEPUHAPHOIO MPUMEHEHHUs B LIEJIIX BHECEHMS
W3MEHEHUH B JOKYMEHTBI, COJEp)KalllMecs B PErUCTPALMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIM MpenapaT JUisli BETEPUHAPHOTO IPUMEHEHHMs, OCYIIECTBISIETCS B  TOPSAJIKE,
YCTaHOBJIECHHOM cTaTbeil 24 Hactosero deaepaibHOro 3aKoHa.

6.1. B cpok, He MpeBBIMIAIONINKI MATH padOYUX JAHEW CO JHS TMOJIyUYeHHUs 3aKIIOUYEHUS KOMHUCCUU
SKCIEPTOB IO pe3yJibTaTaM YKa3aHHOW B YacTH 2 HACTOSIIEH CTaThbW AKCHEPTHU3bI, YIOJTHOMOYECHHBIN
benepanbHBIN OPraH UCMOTHUTENBHON BIACTH:

1) npyHUMaeT peleHre O BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/Iep Kallliecs] B PETUCTPALUOHHOM
JI0ChE Ha 3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar JUisi BETEPUHAPHOIO MPUMEHEHHs, UIu 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHI;

2) BHOCHUT B TOCYJapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJACTB HAa OCHOBAHMM PEUIEHUS O
BHECEHUM W3MEHEHMH B  JOKYMEHTBI, COJepKallhuecs B  PErucTpalMOHHOM  JIOCb€  Ha
3apEeTUCTPUPOBAHHBIN JIEKaPCTBEHHBI Mpenapar Ui BETEPUHAPHOTO INPUMEHEHUs, HeoOXOoIuMbIe
M3MEHEHHUS U BO3BpAIllaeT 3TU JJOKYMEHTHI 3asiBUTEIIO.

(uacTsb 6.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 22.10.2014 N 313-D3)
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

6.2. B ciiydae BHeceHUsI U3BMEHECHU B JIOKYMEHTHI, COCPIKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIN  JICKAPCTBEHHBIM Mperapar Uil BETEPUHAPHOTO TPUMEHEHHWs, B 4YacTH,
KacalomleicsT W3MEHEHUsT W (WJIW) JIOTIOJHECHUS IPOU3BOJCTBEHHOW IIIOMAAKH JIEKAPCTBEHHOTO
npernapara, MpH IpPEJACTABICHUU 3asBUTEIIEM B COOTBETCTBUHU C IIYHKTOM 3 YacTH | HACTOSIICH CTaTbu
KOIMU PEIICHUs YIMOJHOMOYCHHOTO ()eepalibHOTO OpraHa HWCHOJHUTEIBHON BIACTH O TPOBEIACHHUH
WHCIICKTUPOBAHUS MTPOU3BOIUTEINS JICKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIA B 4acTH 6.1 HacTosmien
CTaThH, TIPUOCTAHABIIMBACTCS CO JIHS TMOJYyYEHUS 3aKIIOYCHHS KOMHUCCUU SKCIIEPTOB 10 JHS TMPHHATHS
YIIOJTHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM UCIIOJTHUTEIBHOM BIIACTH PEIICHHS O BBIAYE MU 00 OTKa3e B
BBIJIaYe 3aKJIFOYCHHUS O COOTBETCTBUU MPOM3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHHSIM IPABUI
Ha/IJIKAIIeH TPOU3BOJCTBEHHOM MPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMbIECIT PadOUYMX JHEH.

(dactb 6.2 BBeaeHa denepanbubiM 3akoHoM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsi OTKa3a BO BHECEHUM W3MEHEHHH B JOKYMEHTBI, COJEpJKamuecs B
PErMCTPallMOHHOM J0ChE€ Ha 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpemnapar Juisi BETEPUHAPHOTO
IPUMEHEHHUS, B ClIydasix, He TPeOYIOIIUX MPOBEICHUS IKCIEPTH3bI JIEKAPCTBEHHOTO CPEICTBA, SIBJISAETCS
MPEeJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4yacTAX | W 3 HACTOSIIEH CTaThH, B HEMOJHOM OOBEME HIIU
OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX CBEJIEHUH, KOTOPbIE JOKHBI ObITh B HUX OTPa’KEHbI, MO0
HEMpPEJICTaBICHUE 3asBUTEJIEM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuiei
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heiepabHOIO OpraHa UCIIOJIHUTENbHON BIIACTH.

(dactp 7 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM MJi1 OTKa3a BO BHECEHHMM W3MEHEHHMI B JOKYMEHTBHI, COJAepaliuecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipemnapar Uil BETEPUHAPHOIO
MPUMEHEHUS, B CIydasix, TPeOYIOIIMX MPOBEACHUS SKCIEPTU3BI JIEKAPCTBEHHOTO CPEJNICTBA, SIBISICTCA
3aKJIFOYCHUE YIIOJTHOMOYECHHOTO (DeepaqbHOr0 OpraHa HCIOJHUTEIBHOW BIIACTH O BO3MOXKHOCTH
CHIDKEHHUS 0€30MacHOCTH, KauecTBa, 3(PPEeKTUBHOCTH JEKAPCTBEHHOTO Mperapara BCIeACTBUE BHECEHUS
W3MEHEHUH B yKa3aHHBIE JOKYMEHTHI, OTKAa3 YIOJTHOMOYEHHOTO (eJepaTbHOTO OpraHa UCIIOJTHUTEIbHON
BJIACTH B BbIJaue 3aKIIOYCHHS] O COOTBETCTBHM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSIM
MpaBWJI HaJJeXKallell MPOW3BOJCTBEHHOW NPAaKTUKKM B Clydyae H3MEHEHMs U (WIH) JONOJIHEHUS
MPOU3BOJCTBEHHON IUIOLIAJKU JIEKAPCTBEHHOTO IIpenapara, €clid MPOU3BOJICTBO JIEKAPCTBEHHOIO
npernapara Jjisi BETepUHApHOr0 MPUMEHEHUsI OCYIECTBiseTcs 3a npeaenamu Poccuiickoit denepannu,
WJIM OTCYTCTBHE 3TOTO 3aKIFOYEHUSI.

(dactp 7.1 BBegena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpallleHHe JEeKapCTBEHHBIX MpPENnapaToB JUIsl BETEPUHAPHOTO NPUMEHEHUS 10
HCTEUYEHHUsI CPOKA TOAHOCTH, MPOU3BEACHHBIX B TEUEHUE CTa BOCBMHJIECATH JHEW MOCIE JaThl IPUHATHUS
YIIOJIHOMOYEHHBIM (pe/iepanbHbIM OPraHOM MCIOJIHUTEIbHOM BIACTH PELICHUs O BHECEHUH U3MEHEHUH B
JIOKYMEHTBI, COIepXKallliecs B PETUCTPALIMOHHOM JI0ChE Ha JIEKapCTBEHHBIN IpenapaT, B COOTBETCTBUHU C
uHpopManuen, coaeprkaleics B JOKyMEHTaX perucTpallMoOHHOTO J1I0Che Ha JIEKApCTBEHHBIN Mpenapar 10
JaThl IPUHATUS TAKOTO PEIICHHUS.

(uactp 8 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocygapCcTBEHHOW permcTpaumm rekapcTBeHHOro npenapara
Pemenue 06 OTMCHEC I‘OCY,Z[&pCTBCHHOfI perucTpanu JCKApCTBCHHOTO IpeliapaTa U MCKIHOUYCHUN

JICKApCTBCHHOT'O Ipfriapata M3 TOCYAAapCTBCHHOI'0 peeCTpa JICKAPCTBCHHBIX CPEACTB IMPUHHUMACTCA
YIIOJIHOMOYCHHBIM (I)C,[[epaJIBHBIM OpraHomMm HCIIOJIHUTEILHON BIACTH B cJIyydac:
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

1) npeacTaBiIeHUsI COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (e/iepaTbHbBIM OPraHOM UCIIOIHUTEIbHON
BJIACTU 3aKJIIOYEHHUS O PUCKE WM 00 Yrpo3e 370pOBbIO, JKM3HM YEIOBEKAa WIM JKUBOTHOIO IpHU
NPUMEHEHUH JIEKapCTBEHHOI'O TMperapara, MpeBhIIalonmx ero 3(QeKTuBHOCTh, MO pe3yibTaTam
OCYILECTBIISIEMOI0 UM MOHMTOPUHIa 0€30I1aCHOCTH JIEKAPCTBEHHOTO IIperapara;

2) mojmaym JeprKaTelieM WIH BJIAQJEIbIIEM PETUCTPAIMOHHOTO YIOCTOBEPCHHS JIEKAPCTBEHHOTO
mpernapara I  YIOJHOMOYCHHBIM KM JIPYTHUM FOPUAWYCCKHM JIMIIOM 3asiBIICHUS 00 OTMEHe
rOCy/IapCTBEHHOW PETUCTPAIIUU JICKAPCTBEHHOTO Mpernapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HENOATBEPKAECHUS FOCYAAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOI'O Iperapara 1o MCTEYEHHUH
CpOKa JAECUCTBHsI PETHCTPALIMOHHOIO YAOCTOBEPEHNUS, BBIIAHHOTO HA IIATH JIET;

4) HenpeacTaBiIeHUS 3asBUTENEM MH(OpMaLMU, KOTOpask MOKET MOBJIEYb 32 COO0N HEOOXO0IUMOCTb
BHECEHUS U3MEHEHUH B JJOKYMEHTBI, COAEpKaLMecs B PETUCTPALIMOHHOM JI0ChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBCHHBIHN Tpernapar, B TSUCHUE TPUIIATH pabovnX JHEH CO THS HACTYIUICHUS dTUX U3MCHCHUI;

5) ocyuecTBIeHHsI TOCYIapCTBEHHONW pErucTpalMy JIEKapCTBEHHOTO Ipernapara IoJ TOPTOBBIM
HANUMCHOBAHUCM 3apCruCTpUpPOBAHHOIO0 pPaHEC 1104 3TUM TOPrOBLIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYaIOLIerocs KaYeCTBEHHBIM COCTaBOM JICHCTBYIOIIMX BEILECTB;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) OCYIIECTBICHUS TOCYJAPCTBEHHOMN PErUCTPAIlUK OJHOTO U TOTO K€ JICKAPCTBEHHOTO Mperapara B
OTHOIICHWM OJHOTO W TOTO K€ Jep)KaTelas WX BIAJCIbIIa PETUCTPAIMOHHOTO YIOCTOBEPCHUS
JICKQpCTBEHHOTO TMperapara B BUAE ABYX M 0o0jiee JIGKAPCTBEHHBIX IPENapaToB IOJ pa3IMYHBIMU
TOPrOBBIMH HAMMECHOBAHUSIMU;

(m. 6 B pea. @exnepanbuoro 3akona ot 04.06.2018 N 140-D3)

7) BBIHECEHHMSI CYZIOM pELIeHUs O HapyUIeHUH MpaB [paBoo0diafaTenss 00beKTOB UHTEIIEKTyalbHOU
COOCTBEHHOCTH NPH 0OpaIlleHUH JIeKapCTBEHHbBIX CPE/ICTB;

8) OTCYTCTBHS JIEKapCTBEHHOI'O Tpermapara B oOparieHuu B Poccuiickoit denepannui B TeueHUe
Tpex u bonee JeT;
(. 8 BBeieH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

O) HeBHINOMHEHHWS JepXaTeleM WM  BJIAAebIleM PETUCTPALMOHHOTO  YAOCTOBEpEHUs
JIEKApCTBEHHOT'O Tpenapara JU00 YIMOJIHOMOUYEHHBIM UMHU JIPYTUM IOPUIUYECKUM JUIIOM MEPOTPUSTHIA
mo oOecrneyeHn0 Oe30MacHOCTH JIEKAPCTBEHHBIX IMPEMapaToB, YCTAHOBJICHHBIX YIMOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJHUTEIHHOM BJIACTH B COOTBETCTBMHM ¢ dYacTsmMu 3 u 4 cratbu 64
HacTosero denepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUs (papMaKkoHaaA30pa;

(n. 9 BBennen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza nepkarenss WIM BiajAeiblla PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapaTta JIMOO YIMOJIHOMOYEHHOTO MMM JIPYroro OPHAWYECKOrO JIMIA OT BHECEHUS W3MEHEHUN B
MHCTPYKLHUIO I1I0 IPHUMEHEHHUIO JIEKAPCTBEHHOI'O IIperapaTa, KacaroIUXCs HOBBIX IOATBEPKIACHHBIX
JaHHBIX O TOM, YTO PUCK MPUUYMHEHUS BpPEAa 3/10pPOBbIO YEJIOBEKAa HJIM UBOTHOTO BCJEICTBHE MpHEMa
JIEKapCTBEHHOTO Mpenapara npeBbiaeT 3¢ HEeKTUBHOCTh €r0 IPUMEHEHHUS.

(m. 10 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

CraTtba 33. locyaapcTBeHHbIN peecTp NieKapCTBEeHHbIX CpeacTB

l. T'ocymapcTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB COJIEPKHUT IEPEUYEHb JIEKAPCTBEHHBIX
MpermapaToB, MPOMIEANINX TOCYIAPCTBEHHYIO PETUCTPAIINIO, MTepeueHb (hapMareBTHUECKUX CyOCTaHITHM,
BXOJIAIIMX B COCTaB JIEKAPCTBEHHBIX MIPEMApaTOB, U CIEAYIONIYI0 HHPOPMAIUIO:

1) B OTHOILIEHUH JIEKAPCTBEHHBIX MIPEMapaToOB:

a) HaMMCHOBAHME JIEKAPCTBEHHOrO Tpenapara (MEXKIYHapOJHOE HEMAaTeHTOBAaHHOE, WM
TPYIIHPOBOYHOE, WM XUMUYECKOE U TOPrOBOEC HAUMEHOBAHWS ),
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nexapcTBeHHass (opMa ¢ yKazaHHUEM JIO3UPOBKH JICKAPCTBEHHOTO IpenapaTa M ero KOJIM4ecTBa B
MOTPEOUTENHCKOM YIIaKOBKE;

B) HAMMEHOBaHUE JIEPXKATENsl MM BIIA/ICbIIa PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara U CBEJCHHS O PETHCTPALMU JIepKaTessl WIH BIIAJeblla PETUCTPAIIHIOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOT'O TIperapara Jyisi MeIUITUHCKOTO MPUMEHEHHS B KQ4eCTBE HAIOTOIUIATEIbIINKA B CTPaHE
peructpanuu (sl pOCCUHCKUX HOPUANYCCKHUX JIUI] - UACHTU(OUKAIMOHHBIA HOMEpP HAJIOTOIUIaTeIIbIINKA
(MHH), nuyist ”HOCTpaHHBIX IOPHINYCCKUX JIUI - CTPAHA PErHCTPaIlii, HAMMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, perucTpaliOHHBIA HOMEp, KOJ HAaJOTOIUIATENIBIIMKA B CTPAHE PErUCTpaI (MHKOPIOPAIIWH)
WJTU €0 aHaJor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

F) HAaMMCHOBAHUC WU aJIpC€C IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O IMpeIiapara U CBCACHUA O pEerucTrpanuun
NPOM3BOAMTENS  JIEKAPCTBEHHOTO  TIpermapara JUli — MEAWIMHCKOTO NPHUMEHEHHs B  KayecTBe
HAJIOTOIIATENbIIMKA B CTPaHE  perucTpamuu  (UIT  POCCHHCKUX  IOPUAWYECKHX  JIAI[ -
UACHTUDUKAIIMOHHBI HoMep Hanoromiarensiiuka (MHH), 11 MHOCTpaHHBIX IOPUAMYECKUX JHUI] -
CTpaHa pETrHCTpaluy, HANMEHOBAHHE PETUCTPUPYIOIIETO OpraHa, PpPEerucTPalMOHHBIA HOMEp, KO
HAJIOTOIJIaTEIIbIIMKA B CTPaHe PErUCTpalui (MHKOPIIOPAIMK) WIIK €0 aHaJIor);

(nm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) (dapmakoTepaneBTHUeCKas rpyImma, KOJ{ JIEKapCTBEHHOIO npenapara o
aHaTOMO-TEparneBTUYECKO-XUMHUYECKON KilacCU(pUKalliU, peKOMEH10BaHHOW BceceMupHol opranuzanuent
3paBOOXpaHEHUS;

(nmm. "n" B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)
€) MoKa3aHusl U MPOTUBOMNOKA3aHUS K MPUMEHEHUIO JIEKapCTBEHHOI0 IpernapaTa;
) MMOOOYHBIE IEWCTBUS JIEKaPCTBEHHOT'O IIperapara;
3) CPOK T'OJIHOCTH JIEKapCTBEHHOIO IIpernapara;
M) YCIIOBHS XpaHEHHUS JICKAPCTBEHHOTO MTPETapara;

K) YCJIOBUA OTITYCKA JICKapCTBCHHOI'O IIpCIiapara,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

J) HOMep apMakomeWHOW CTaThl WIM B CilIy4ae €€ OTCYTCTBHS HOMEpP HOpPMaTHBHOM
JOKYMEHTAIK J100 HOPMATUBHOTO JOKYMEHTA;

M) JaTta TOCYJapCTBEHHON PETHUCTPAIMH JIGKAPCTBEHHOrO Tperapara W €ro PerucTparmoOHHBINA
HOMEp, JlaTa 3aMEHbl PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JICKApPCTBEHHOTO Iperapara Ha OeccpoyHOe
pPETUCTpAIIMOHHOE  YAOCTOBEPEHHE JIEKApCTBEHHOI'O IpenapaTta, Jara IOAa4yd  3asBICHUS O
MOJTBEPKICHUN TOCYNapCTBEHHOW PETHCTpallMy  JIGKAPCTBEHHOTO  Iperapara, Jara OTMEHBI
rOCy/IapCTBEHHOW PETUCTPAIINU JICKAPCTBEHHOTO Mpernapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

H) KAQ4eCTBEHHBIM COCTAaB M KOJMYECTBEHHBIM COCTaB JCHCTBYIOLIMX BEIIECTB M Kau€CTBEHHBIMN
COCTaB BCIIOMOTaTeIbHbIX BELIECTB JICKAPCTBEHHOTI'O Mpenapara;
(nn. "H" BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

0) uHpopmarrsa 000 BcexX pa3pelieHHbIX BUAAX BTOPUUHOH (MIOTPEOUTENHCKON) YIaKOBKH;
(. "o" BBeneH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

) Jarta OPHUHITHUS PEHIeHHs O BO3MOXXHOCTH pacCMaTpHUBaTh JIEKAPCTBEHHBIM Mpenapar MpH
TOCy/IapCTBCHHON PETUCTPAIlNU B KadecTBe Op(PaHHOTO JICKAPCTBEHHOTO Mpernapara;
(nm. "n" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

p) HaimuyWe JIeKapCTBEHHOTO Ipenapara B I€peYHE >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIINX
JIEKapCTBEHHBIX IIPENapaToB;
(nm. "p" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

C) HaJIMYME B JIEKAPCTBEHHOM IpernapaTe HApKOTUYECKUX CPEICTB, IICUXOTPOMHBIX BEIIECTB M MX
MPEKYypCOpPOB, MOMICKAIMX KOHTposito B  Poccuiickonn  ®@enepauuu, B  COOTBETCTBUH  C
3aKkoHoarenscTBOM Poccuiickon denepanuu, MexyHapoaHbIMU JoroBopamu Poccutickoit @enepannu,
B ToM uucine EauHOil KOHBeHIMEH O HapkoTHYecKuX cpenctBax 1961 roma u KouBenmueir o
MICUXOTPONHBIX BemecTBax 1971 roxa;

(. "c¢" BBeneH denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

T) uHQoOpMalusi O TOM, SBIAETCA JIM JaHHBIA JIEKAPCTBEHHBIM Tpenapar peQepeHTHHIM
JIEKApCTBEHHBIM TIPENapaToM;
(nm. "T" BBeneH @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-®3)

y) CBEIEHUS O IMojaye 3asBJICHUS O BHECEHWU H3MEHEHU B JIOKYMEHTBI, COJepalliuecs B
PETUCTPALIMOHHOM JIOChE Ha JIEKApCTBEHHBIN IIpenapar;
(nm. "y" BBeeH ®PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

&) cBeneHUs O B3aMMO3aMEHAEMOCTH JIEKapCTBEHHOIO Ipernapara;
(nm. "¢" BBenen denepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

X) CPOK BBEJICHUS JIEKAPCTBEHHOIO IpernapaTa B rpaxkJIaHCKHI 0060poT;
(nm. "x" BBeeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2) B OTHOUIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIA:
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

a) HamMEHOBaHWE (hapMaIleBTHYECKOH CcyOcTaHIMU (MEXKIyHAPOJHOEC HEMATCHTOBAHHOE, WIN
TPYNITUPOBOYHOE, HITM XUMHUYECKOE U TOPTrOBOC HAUMCHOBAHHS );
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HaMMEHOBAHUE U aJ[PeC MPOU3BOAUTENS (PapMalEeBTUUECKOM CyOCTaHIINY;
B) CPOK TOAHOCTH (hapMaleBTUYECKON CyOCTaHINY;
T') YCJIOBHS XpaHEeHHs (apMarieBTUIECKON CyOCTaHIINH;

o) HoMep ¢apMakomeWHOW CTaTbM WM B CIy4ae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOM
JOKYMEHTAIMK JM00 HOPMATUBHOTO JOKYMEHTA;

¢) Hammuue (papManeBTUYECKONW CYOCTAHIIMH B MEPEYHE HAPKOTHYECKUX CPEACTB, TICUXOTPOMHBIX
BEIIECTB U UX IMPEKypCOPOB, MOJUIekKAIIUX KOHTpodro B Poccuiickoit ®denepainuu, B COOTBETCTBUU C
3aKoHoarenbcTBOM Poccuiickon denepanuu, MexIyHapoaHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uyucie EauHoil KOHBEHIMEH O HapKoThueckux cpenactBax 1961 roma u KonBeHuuein o
IICUXOTPOIHBIX BemecTBax 1971 roxa.
(nm. "e" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. dapmareBTHUSCKas CYOCTAHIUS, MPOU3BEACHHAS IS Peau3allii, MOXKET OBITh BKIIFOUYCHA B
TOCYJapCTBCHHBIN peecTp JICKApCTBEHHBIX CPEJICTB Ha OCHOBAHMUHW 3asBJIICHUS pPa3pabOTUMKa WU
MIPOU3BOJIUTENSL JIEKAPCTBEHHOTO CPEACTBA JHOO YIIOJIHOMOYEHHOTO WMH IOPHIMYECKOTO JIMIA TpU
YCJIOBHUU TIPOBEIICHUS B OTHOIICHWH TaKOH (papMaleBTUYECKOW CyOCTaHIIMM 3KCIIEPTH3bl KadyecTBa
(dapmalreBTHUECKON CyOCTaHIIMM B IMOPSJIKE, YCTAaHOBIEHHOM craTheil 34 Hacrosimero denepanbHOro
3akoHa. B oTHomieHWM (apmaneBTHYECKUX CYOCTaHIMK, TNPOU3BEIACHHBIX [UIS peaju3aluu, B
TOCYJapCTBEHHOM peecTpe JICKAPCTBEHHBIX CPEACTB COJEPKUTCS CIEAYIoast WH(OPMAIIHS:

1) HauMeHoBaHUE (apMalleBTUYECKONH CyOCTaHIMM (MEXIyHAapOJAHOE HENaTeHTOBAHHOE, WU
IPYNIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHUE, ajjpec MPOU3BOIUTENS (papMalleBTHUECKOM CyOCTaHIIMH, a TaK)Ke€ B OTHOLIEHUU
JIEKAPCTBEHHBIX CPEJCTB Il MEJULMHCKOIO NMPUMEHEHHUS CBEICHUS O PETUCTpPalUd ITPOU3BOAUTEIS
¢dapmarieBTUYECKOH CyOCTaHLIMM B KayecTBE HAJIOTOIIAaTENbIIMKAa B CTpaHe perucrpauuu (s
POCCHUHCKHMX HOPUIMYECKUX JHIl - WIACHTUPUKAIMOHHBIM Homep Hanoromnatenbiiuka (MHH), nns
MHOCTPAHHBIX IOPUIUYECKHUX JIML[ - CTpaHa PETUCTPALMH, HANMEHOBAHUE PETMCTPUPYIOIIETO OpraHa,
pPErUCTpallMOHHBIM HOMEp, KOJI HAJOroIUIaTebIIMKa B CTpaHe pPEerucTpauuu (MHKOPIIOpALMU) WU €ro
aHaJjor);

(. 2 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUYECKOM CyOCTaHIINu;
4) ycnoBus XpaHeHHsI papMarieBTUIECKOM CyOCTaHIINM;

5) Homep (apmakomeiiHOil cratbm MO0 B cilydae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOU
JOKYMEHTAI[M! WJIM HOPMAaTUBHOTO JOKYMEHTA;

6) HaJIM4uec (I)apMaHCBTH‘ICCKOf/'I Cy'6CTaHI_II/II/I B NEPCUHC HAPKOTUYCCKHUX CPCACTB, IMCUXOTPOITHBIX
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

BEIIECTB M HUX NPEKYPCOPOB, MOUIEKAIIMX KOHTPOJt0 B Poccuiickoit denepaunu, B COOTBETCTBUU C
3aKoHoJaTeNbcTBOM Poccuiickoit denepanuu, MexayHapoHbIMU JoroBopamu Poccuiickoit @enepanuu,
B TOM uuciae EnuHoN KoHBeHIMEW O HapkoTuueckux cpenacrBax 1961 roma m KonseHuueil o
MCUXOTPONHBIX BeniecTBax 1971 roxna;

7) mara BKIIOYEHHUS (hapMaleBTHUECKOW CyOCTaHIIMK B TOCYIApCTBEHHBIN PEeCTp JIEKapCTBEHHBIX
CPEeACTB, AaTa BHECEHHUs M3MEHEHHUH B JTOKyMEHTH! (hapMaleBTHUECKOM cyOCTaHLIMHU, AaTa UCKIIOUYEHMS
(bapMarieBTHUECKON CyOCTaHIIUH U3 TOCYIAapCTBEHHOTO peecTpa JEKapCTBEHHBIX CPEICTB.

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Iopsnok BeneHHs] TOCYIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB IS MEAULUHCKOTO
IIPUMEHEHUsT M IOPSAJOK BEIEHHUS TOCYAApPCTBEHHOIO pPEECTpa JIEKAPCTBEHHBIX CPEACTB A
BETEPUHAPHOTO TPUMEHEHHUSI YTBEPKAAIOTCS COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (eepaabHbIM
OpraHOM MCIIOJHUTEIbHOM BJIACTH.

Cratba 34. BknroyeHMe B rocyfapCTBeHHbIN peecTp NeKapCTBEeHHbIX CPeacTB MU
MUCKNIoYeHne u3 rocyaapcTBeHHOro peecTpa neKapCcTBEeHHbIX cpencTB
c¢hapmaueBTUYECKON CyOCTaHLUMKN, NPOU3BEAEHHOMN ANA peanusauumn
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BrmrodeHWs (apMalreBTUYCCKOW CYOCTAaHIIMM, NPOW3BEICHHOW IS peaju3aliu, B
roCyAapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTU3A €€ KaUueCTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcnepTH3a KauecTBa yKa3aHHOW B yacTH 1 Hacrosel cratbu apManeBTHYECKON cyOCcTaHLIuY,
COCTaBJICHHE KOMHUCCHEN IKCIIEPTOB 3aKII0UEHUN IO pe3ysIbTaTaM 3TON SKCIEPTU3bl U UX HANpaBJICHUE B
YIIOJIHOMOYEHHBINH (efepalibHblii  OpraH MCIOJHUTENbHOW BJIACTH OCYLIECTBISIIOTCS B CPOK, HeE
MPEBBILIAIOIIMM  IIECTUACCATH paboYuxX JHEH CO JHA TMOJY4YEHHUS OKCHEPTHBIM YUPEXKJACHUEM
COOTBETCTBYIOILIETO 3a/JaHUsl YIOJHOMOYEHHOI0 (hefiepalbHOro OpraHa MCIOJHUTEIbHON BIACTH U
CIIEYIOIIUX TOKYMEHTOB:

1) Komusi JUIEH3MM Ha TPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB WM KOMUS 3aKJIIOYEHUS O
COOTBETCTBUHM  TPOM3BOAMTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBaHHWSM  TpaBWII  HaJJIeKalei
MIPOU3BO/ICTBEHHOIN NPAKTUKHU, BBIIAHHBIX YMOJIHOMOYEHHBIM (e/lepajbHbIM OPraHOM HMCIIOJHUTEIbHOM
BJIACTH, B CJydYae, €CIU IPOU3BOJCTBO JIEKAPCTBEHHOTO CPEICTBAa OCYIIECTBisieTcss B Poccuiickoit
Oenepauny;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2) Komus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpraHOM CTpaHbl IMPOU3BOJUTEN
JIEKapCTBEHHOI'O CPEJCTBA M MOATBEPKAAIOIIEIO pa3pelIeHue MPOU3BOACTBA JIEKAPCTBEHHOIO CPEICTBA,
U €ro MEepPEBOJl HA PYCCKUH S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSJIKE, a TAKXKE KOMHSI 3aKJIFOUEHUS O
COOTBETCTBUHM  IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHUSAM  IpaBWJl  HaJJIexalleu
MIPOU3BO/ICTBEHHOM MPaKTHKH, BBIIAHHOTO YIMOJTHOMOUYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTH, JIMOO KOMHUS pPEUIeHHs YIOJIHOMOYEHHOTO (elepalibHOr0 OpraHa HCIOJIHUTEIbHOM BJIacTH O
IIPOBEJICHUN HWHCIEKTUPOBAHUS IPOU3BOJIUTEINS JIEKAPCTBEHHOI'O CPEACTBA. YKa3aHHBIE JOKYMEHTBI
IIPEICTABISIIOTCS B CIy4ae, €CIM IPOU3BOACTBO JIEKAPCTBEHHOTO CPEIACTBA OCYILECTBISAETCS 3a
npeaenamu Poccniickoit denepanuu;

(. 2 B pea. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

www.consultant.ru Crpannna 72 uz 127
HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=135628&date=18.07.2019
https://login.consultant.ru/link/?req=doc&base=RZR&n=121091&date=18.07.2019
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100536&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=205524&date=18.07.2019&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=223533&date=18.07.2019&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100546&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100548&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=191811&date=18.07.2019&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=299421&date=18.07.2019&dst=100070&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=304349&date=18.07.2019&dst=100365&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=191811&date=18.07.2019&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=299421&date=18.07.2019&dst=100071&fld=134

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

3) IOKYMEHT, COAep Kalluil CIeayIoIe CBeIeH s O (hapMaleBTHUECKON CyOCTaHIUHU:
a) HauMEHOBaHMe (apMaleBTUUECKON CyOCTaHIMH, €€ CTPYKTypa, o0I11e CBONCTBA;
0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHS IIPOM3BOJCTBA C OMKMCAHUEM CTAJMKM MPOM3BOJCTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

T) onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

J1) ONHMCaHWE KOHTPOJISl KPUTUYECKUX CTaAui Ipolecca MPOU3BOACTBA U IPOMEKYTOUHOU
IPOAYKIHIH;

€) IOKYMEHTaJIbHOE TTOATBEPIKIACHUE (BAIMIALIMS) POIIECCOB U (MJIM) UX OLICHKA;
’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA IPUMECEH;

n) creurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIUIO U €€ 000CHOBAHME;

K) aHaJUTHYECKUE METOJMKH, WCIOIb3yeMble TIPH OCYINECTBICHHHM KOHTPOJIA KadecTBa
(bapmaleBTHUECKOI CyOCTaHIINH;

JI) AOKYMCHTAJIBbHOC MOATBCPIKIACHUC (BaJII/I[[aIII/Iﬂ) AHAIIUTUYCCKUX MCETOJUK, HCIIOJB3YCMBIX IIPHU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBa q)apMaueBTqucxoﬁ CY6CTaHI_II/II/I;

M) pe3yJIbTaThl aHAJIN3a CEPHl (hapMaIleBTUUECKON CyOCTaHIINH;

H) MIepeueHb CTaHAAPTHBIX 00Pa3IlOB MM BEIIECTB, UCIOIb3YyEMbIX IIPU OCYIIECTBICHUH KOHTPOJIS
Ka4yecTBa,

0) OIMCaHME XaPaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MaT€pPHAJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHbIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) TOKyMEHT, COJEep KaIINi CBEACHUS O PErMCTPAI[Ui TPOU3BOIUTEINS JIEKAPCTBEHHBIX CPE/ICTB NS
MEIULMHCKOTO NMPUMEHEHHs B KayeCTBE HAJIOTOIIAaTEbIINKA B CTpaHe PErUCTpaluu (I POCCHMCKHUX
IOPUANYECKUX JIUI - HJIEHTU(UKAIMOHHBIM HoMep Hanororuiarensmuka (MHH), ans mHOCTpaHHBIX
IOPUANYECKHX JIULL - CTPaHa PETUCTPALi, HANMEHOBAHNE PETUCTPUPYIOIIETO OpraHa, perucTpaliOHHbIN
HOMeEp, KOJI HAJIOTOIlJIaTeNbIIMKA B CTpaHe perucTpaniy (MHKOPIOpaluy) UK €ro aHajor).

(. 4 BBennen PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlna mpoBeneHus OKCIEPTH3bl KayecTBa YKa3aHHOM B dYacTW | HacToslmed CTaTbu
(dapmaleBTUUECKO CyOCTaHIIMM 3asBUTENIb MPEJICTABISIET B YINOJIHOMOYEHHBIM (enepanbHblil opra
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

HUCIIOJIHUTEILHOM BJIACTH:

1) 3asBieHHE O BKJIIOUYEHHWHM B TOCYIAAPCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEICTB JaHHOU
(hapmaIeBTHUECKON CyOCTaHIINY;

2) KonMsl JOKYMEHTa, MOJTBEPXJAIOLIEro YIUIATy roCyJapCTBEHHOW IMOLUIMHBI 3a BKJIIOUEHHE B
rOCYJapCTBEHHBI PEeCTp JEKapCTBEHHBIX CPEACTB (apMalleBTUYECKON CyOCTaHIMH, MPOU3BEICHHOMN
U1 peain3auuu, 00 1O COOCTBEHHOW WHHMIMATUBE YKa3aHHbIH JOKyMeHT. B cimyuae ero
HETPE/ICTABICHUS 3asBUTEJIEM YIOJHOMOUYEHHBINH (enepanbHblii OpraH HCHOJHHUTEIBHON BIAacTH
npoBepseT (akT yIuiaThl TOCYAapCTBEHHOW MOLUIMHBI 3asBUTEIEM C UCIOJIb30BaHMEM MHpOpManuu ob
yIiaTe ToCyJapCTBEHHOM MONUIMHEI, conepKaieiics B ['ocynapcTBeHHON MH()OPMAITMOHHON CHCTEME O
rOCylapCTBEHHBIX M MYHHUIMIAJIBHBIX IIATEKaX, HA OCHOBAHUU IIPEICTABICHHOW 3asBUTENIEM KOIHH
JNOKYMEHTA, IIOATBEPKAAIOLIETO YIUIATy TOCYAapCTBEHHON MTOIUINHBL;

(m. 2 B pea. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) IOKYMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOAIIEH CTaThU;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4) 3asBIeHHE O BbIJa4ye paspelieHus Ha BBO3 B Poccuiickyro depepannio KOHKPETHOW MapTHU
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPEACTBA, IPEJHA3HAYEHHOI'O JUIsl IPOBEICHMS yKa3aHHOU
JKCIEPTU3BI.

(. 4 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B TeueHue necaTu padoUMX JHEH CO JHS MPUHATHUS 3asBJICHUS O BKJIIOUYEHUHU YKA3aHHOM B 4acTu
1 macrosimed cratbu (papManeBTUYECKOW CYOCTaHIMHM B TOCYAAPCTBEHHBIH PEECTp JEKapCTBEHHBIX
CPEICTB M JIOKYMEHTOB, MEPEYMCICHHBIX B YacTH | M MyHKTe 2 4YacTu 3 HACTOAIIECH CTaTbhH,
YIIOJTHOMOYEHHBIH (heepaibHblid OpraH UCTIONHUTEILHON BIIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) mpoBOAMUT MPOBEPKY MOTHOTHI M JOCTOBEPHOCTH JAHHBIX, COACPKAIIMXCS B MPEICTaBICHHBIX
3asBUTEJIEM JOKYMEHTAX;
(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pELICHHE O HANpaBiICHUM B SKCIEPTHOE YUpEXKJICHUE 3a/laHus Ha IPOBEACHUE
HKCHEPTHU3bl KauecTBa yKa3aHHOM B yacTH | HacTosIel ctaTby papMaleBTUYecKol cyOCTaHIIMU Ui 00
OTKa3e B TAKOM HallpaBJICHUU;

3) yBegOMIIsieT B JEKTPOHHON WM MUCbMEHHON (popme 3asBUTENS O MPUHATOM PEIICHUU WIIH B
cllydae OTKa3a C YKa3aHHeM IMPUYHH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciyyae BBISIBJICHHS HEIOCTOBEPHOCTH CBEICHHM, COACPKAMMXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuanax, YIIOJTHOMOYEHHBIN (eiepalibHbIil OpraH UCIIOJHUTEIHHON BIACTH HAMPABIISICT
3asBUTEIIO 3alpoc 00 YTOYHEHWH YKa3aHHBIX CBeACHWH. JlaHHBIM 3ampoc MOXXET OBITh TepeaaH
YIOJHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO MOJ PACHUCKY, HAMpaBJieH MO MOYTE 3aKa3HbIM
MMUCBMOM WJIM TIEPENIaH B AJIEKTPOHHOU (opMe MO TEeTEeKOMMYHUKAITMOHHBIM KaHajaM CBs3u. B ciydae
HaIlpaBJI€HUs JJAHHOTO 3aIlpoca MO MOYTE 3aKa3HbIM MHUCbMOM OH CUMTAETCS MOJYYEHHBIM 10 UCTEUCHUU
IIECTH JTHEH C JIaThl HAMPABJICHUS 3aKa3HOTO MUChMA.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

(uactsb 4.1 BBeneHa @enepasibHbIM 3ak0HOM 0T 25.11.2013 N 317-®3)

4.2. 3asBuTenb 00s3aH MPEICTaBUTh OTBET HA 3aIpPOC YIMOJHOMOYEHHOTO (emepaabHOTr0 opraHa
WCTIOJTHUTENIBHOW BIIACTH B CPOK, HE MPEBBIAIONINNA JEBSIHOCTa pabouyux THEW CO THS IOITy4eHHs
nanHoro 3ampoca. Cpok, yKa3aHHBIM B 4YacTW 4 HACTOSIIEH CTaThbH, NPHOCTAHABIMBAETCS CO JIHS
HAaIIpaBJICHUS 3asSBUTEIIO 3aIIpOCa YIIOJIHOMOYEHHOTO (heIepalbHOr0 OpraHa UCIOJIHUTEIbHOM BIACTH 10
IHS TOJTYYEHHs] MM OTBETa Ha JAaHHBIM 3alpoC M HE YYUTHIBACTCS NMPU MCUYUCICHUU CPOKA SKCIEPTH3BI
KayecTBa (hapMaleBTUYECKOW CyOCTaHIIMM, HEHCIIONb3YeMOH TpU MPOU3BOJACTBE JIEKAPCTBEHHBIX
Ipenaparos.

(uactsb 4.2 BBeneHa PenepasibHbIM 3ak0HOM 0T 25.11.2013 N 317-®3)

5. OcHOBaHMEM [UIs1 OTKa3a B HAIIPaBJICHUU B HKCIIEPTHOE YUPEKICHUE 3aJIaHUs Ha IPOBEICHHE
JKCIEPTH3hl KadyecTBa yKa3aHHOW B dYacTU | Hacrosimed cratbu (apManeBTUYCCKOW CyOCTaHIINH
SIBJISIETCSl HENPE/ICTABICHHE JIOKYMEHTOB, YKa3aHHBIX B YacTU 2 HACTOSIIEW CTaTbH, OTCYTCTBUE
uH(pOpMaNUY, TOATBEpXKIArOMe (akT ymiarel TOCYJAapCTBEHHON TIONUIMHBI 33 BKIIFOUCHUE
dapmalleBTUUECKO CyOCTaHIIMM, TPOU3BEACHHON M pealu3allid, B TOCYAapCTBEHHBIA peecTp
JIEKapCTBEHHBIX CPEACTB, HEMPEACTABICHUE 3asBUTEIEM B YCTAHOBJIICHHBIN CPOK OTBETA HA YKA3aHHbBIN B
yactu 4.1 HacTOsIIEH CTaThU 3aIPOC YIIOJIHOMOUYEHHOTO (efepaibHOr0 OpraHa UCIOJHUTENBHOMN BlIacTU
WJTU TIPEJICTABIICHUE TOKYMEHTOB, HE COJEPKAIMX UCUEPITBIBAIOIIECTO MEPEUHs HEOOXOIUMBIX CBEJICHUM.
(uactsp 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHue nsaTHaguATH padboOUYMX JAHEW CO JAHS IOJIyYEHHS pELIEHUS YHIOJHOMOYEHHOI'O
(benepaabHOro OpraHa UCHOJHUTEIbHOM BJIACTHU O HAIPABJIECHUHU B SKCIEPTHOE YUPEXKJICHHUE 3aJaHUs Ha
MPOBEJICHUE DKCIIEPTH3hl KAa4eCcTBa YyKAa3aHHOW B dYacTU | HAcTosIeld cTaTbu (apMareBTUYCCKOM
CyOCTaHIIMM 3asiBUTENb MPEJICTABIACT B SKCIEPTHOE YUPEXkKACHUE JUIsl IPOBEACHUS JaHHOM SKCIEpTU3bI
00pa3ubl (hapMareBTHUECKOW CYOCTaHIIMH B KOJMYECTBE, HEOOXOJMMOM JUIsSi BOCIIPOU3BEICHUS METOI0B
KOHTpOJISl KauecTBa. OKCHEPTHOE YUPEKICHHE IpHU IOJy4deHHMH OO0pa3LoB yKa3aHHOM B uactu 1
HacTodAlel cTaTbu (hapMalleBTUYECKOM CyOCTaHLIMM BBIJAET 3asBUTENIO JTOKYMEHT, MOJATBEPKIAONINMA
MOJIydeHHe 3TUX O0Opas3loB, M B CPOK, HE TMPEBBIMIAONIMN Tpex pabouux JHEH, yBeAOMIIIET B
ANIEKTPOHHOW WJIM TNUCbMEHHOW (¢opMe 00 3TOM  YIOJIHOMOYEHHBIH (enepanabHbIi  OpraH
HCIIOJIHUTEJILHOM BJIACTU. DTH CPOKHU HE BKIJIFOYAIOTCS B CPOK MTPOBEIECHUS JAHHON DKCIIEPTU3HI.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. JIOKYMEHTBI, IIOCTYIIHUBIIKXE B DKCIEPTHOE YUYPEKICHUE I NPOBEACHUS DKCIEPTU3bI KaueCcTBa
yKa3aHHOM B 4acTtu | HacTosmeidl cratbu (hapMaleBTUYECKON CyOCTaHLIMM, MOJUIeKaT BO3BpATy B
YIIOJIHOMOYEHHBIN (eiepaabHblii OpraH MCHOJIHUTENBHOW BIACTH OAHOBPEMEHHO C 3aKIIIOYEHUSMHU I10
pe3yibpTaTaM IPOBENECHHON YKCIIEPTU3BI.

8. B cpok, He MpeBBIIAIONINI TATH pabouux THEH CO JHSA MOJTYYeHHs 3aKIIIOUEHUS KOMHUCCHUU
AKCIEPTOB IO pe3ysbTaTaM »JKCIEPTU3bl KAayeCTBA YKA3aHHOM B 4YacTh | HaACTOSAIIEH CTAaThbU
(dapmalleBTHUECKOM CyOCTaHIINHY, YITOJIHOMOUYEHHBIN (hefiepaabHblid OpraH UCIIOIHUTEIBHON BIACTH:

1) OCYIICCTBIIACT OLCHKY TAKOI'O 3aKJIIOUCHUA I ONPCACICHHUA €ro COOTBETCTBUA 3aJaHUIO Ha
IMPOBCACHUC JTaHHOM SKCHEPTHU3BI,

2) mpUHUMAET pellieHue O BKJIIOYEHNUHU YKa3aHHOU B yacTu | HacTosien ctaTbu (hapMaleBTHUECKOM
CyOCTaHIIMM B TOCYJApCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEACTB HJIM pElIeHHe 00 OTKa3e B TaKOM
BKJIFOYEHUU;
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3) BHOCUT IpU HNPHUHITHUM PELICHUS O BKJIIOYEHUMM YKa3aHHOM B yacTH | HacTosmiedl craTbu
GbapManieBTUUECKOH  CyOCTaHIMM B TOCYAAPCTBEHHBIM  peecTp  JEKapCTBEHHBIX  CPEICTB
MPEyCMOTPEHHYIO MyHKTOM 2 4yacTu | crateu 33 Hacrosmero denepanbHOro 3akoHa WHGOPMALIUIO H
yBEIOMJISIET 00 3TOM B 3JIEKTPOHHOM MM MUCbMEHHON (hopMe 3asiBUTENS.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. OchHoBaHMeM JisI OTKa3a BO BKIIOYEHWHM YKAa3aHHOM B dYacTu | HacTosimied CTaTbu
(dapmaleBTHUECKON CYOCTaHIIMM B TOCYAAPCTBEHHBIM pEECTp JICKAPCTBEHHBIX CPEJICTB SIBIISCTCS
3aKJII0OYEHHUE COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (peepaibHOTrO OpraHa HUCIOIHUTEIBHOW BIIACTH O
TOM, YTO KaueCTBO (papMaIieBTUIECKON CyOCTaHIIMK HE TIOITBEPIKICHO MOTYYCHHBIMH JTAHHBIMU.

(dactp 9 BBenena DenepabHbIM 3aK0HOM OT 22.10.2014 N 313-D3; B pen. deaepaabHOrO 3aKOHA OT
04.06.2018 N 140-®3)

10. He pomyckaeTrcsi BKJIIOUEHHE B TOCYJApPCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEIACTB OJHOMN
(dhapMaIreBTHYECKON CYOCTaHIIMH, MTPOU3BEICHHON ISl pPeaTn3alliid U BBITYCKAEMOW OJHUM M TEM Ke
MIPOM3BOIUTENIEM, B BUJE IBYX U O0Jiee PeecTPOBBIX 3aIUCEH.

(dactpb 10 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

11. BHecenue n3MeHeHu B TOKYMEHTHI Ha (hapMalleBTUYECKYIO CyOCTaHIINIO, TIPOU3BEICHHYIO JIJIs
peanu3alui U BKJIIOYEHHYIO B TOCYIApPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISETCSA B
nopsake, ycraHoBieHHOM cTathsiMu 30 u 31 Hacrosmero ®denepanbHOro 3akoHa, € YILIATOM
roCyJIapCTBEHHOM MOLIJIMHBI, TPEAYCMOTPEHHOMN 3aKOHOAATENBCTBOM Poccuiickoi denepaunn o HajIorax
u cOopax.

(dactb 11 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12. Tormyckaercst oOpamienue hapMaleBTHUECKUX CyOCTaHIINMI, IIPOU3BEICHHBIX IS Pealu3allii, B
TEYCHHE CTa BOCHMHJICCSATH JHEH JO WM IOCJIC TPHHSITHS YIIOJHOMOYCHHBIM (helepaibHbIM OpraHoOM
WCIIOJTHUTENBHON BJIACTH pEIIEHUS O BHECEHWHW HU3MEHEHUW B JOKYMEHTHl Ha (hapMalleBTHUUECKYIO
CyOCTaHIMIO, TPOM3BEACHHYIO JUIS peau3allid ¥ BKIIOUYEHHYIO B TOCYJApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB.

(uacTh 12 BBeaena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 WCKIIOYEHUH W3 TOCYIAapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEJCTB
(dhapmareBTHUeCKO CyOCTaHIIUM, TMPOU3BEACHHOW IJIsi pealn3aluy, MPUHUMACTCS YIOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH B CIyYae:

1) mpencraBiaeHHs] COOTBETCTBYIOLIUM YIIOJTHOMOYEHHBIM (e/iepaIbHbIM OPIaHOM UCIIOJTHUTENbHOM
BJIACTH 3aKJIIOYEHUS O PUCKE WM 00 Yrpose >KU3HU WIN 3]I0pPOBbIO UYelIOBeKa JHMOO >KUBOTHOTO NPHU
MCIOJIb30BAaHUU JIEKAPCTBEHHOT'O CPENICTBA;

2) nogadun p33pa60T‘-II/IKOM JICKApCTBCHHOTO CPCACTBA HWJIM IIPOU3BOAUTCIIEM JICKAPCTBCHHOTO
cpeacTBa h11%(s10) YIIOJITHOMOYCHHBIM HMHU APYTHUM HOPHIWYCCKHUM JIUMIOM 3asABJICHUS 00 HCKIIIOUCHHH W3
rocyaapCTBEHHOTO pCeCTpa JICKAPCTBCHHBIX CPEACTB (I)apMaL[eBTH‘{CCKOfI CY6CTaHI_[I/II/I, HpOI/I3BeIleHHOI71
A peain3aluun;

3) oTcyrcTBUs (hapMalleBTHUECKON CyOCTaHIIMU, TPOU3BEACHHON ISl pealn3alyu, B OOpalleHNH B
Poccutiickoit deneparuu B TeUeHHE TPEX U OOJIEE JIET.
(uacth 13 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbivi 3aKoH oT 22.12.2014
N 429-®3.

Cratba 36. OOGxanoBaHMe peweHUss 06 oOTKase B BblAaye pas3peleHUs Ha
npoBeAeHNe KIIMHMYECKOro uccrnefoBaHUs JeKapCTBEHHOro npenaparta, pewweHus o6
OTKasze B roCcyAapCTBEHHOW perucrpauuu neKapCTBEHHOro npenapara, 3akiio4YeHUs
KOMMUCCUM IKCMEPTOB IKCNEPTHOrO yYpexXaeHUsA UIn 3aKkrovyeHus coBeTa no aTuke

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Pemienne cOOTBETCTBYIOIIETO YMOIHOMOYEHHOTO (hefepaibHOTO OpraHa MCHOJIHUTEIBHOW BIIACTH
00 oOTKa3e B BbAaye pa3pelleHUs] Ha IPOBEAECHUE KIMHUYECKOTO MCCIEJOBAHUSA JICKAPCTBEHHOIO
mpernapara, pelieHHe YKa3aHHOTro (enepanbHOr0 oOpraHa HCIOJHUTENBHOW BIACTH 00 OTKa3e B
rOCylapCTBEHHON PETUCTPALIMKA JICKAPCTBEHHOI'O IIpernapaTta, 3akIl4eHHEe KOMHCCHUU JKCIEPTOB
SKCIIEPTHOIO YUPEXKACHUS WIM 3aKJIIOUEHUE COBETa IO 3TUKE MOXKET ObIThb 00KalOBaHO B IOpPSIKE,
YCTaHOBJICHHOM 3aKOHOJaTenbcTBOM Poccuiickoit denepannu. 3akitoyeHue skcnepra, ohopMIeHHOe 110
UTOTaM 3KCIIEPTU3bI B LEISX ONPEACIICHNs B3aUMO3aMEHAEMOCTH 3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O
npernapara, MOXeT ObITh 00)KaJIOBaHO JAEprKaTesleM MJIM BIaJleNIbLeM PErucTPallMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIperapaTa B KOMUCCHUIO KCIIEPTOB AKCIEPTHOIO YUPEKACHUs. 3aKII0UEHHE KOMUCCUH
HKCHEPTOB 3KCIEPTHOTO YYpPEXKICHHs, O(GOpPMIIEHHOE [0 MTOraM HepecMoTpa 00KaJOBaHHOTO
3aKJIIOUYEHHUs] JKCIEpTa, MOXKET ObITh OCHOPEHO JepKaTelieM WIM BJaJEiblEM PErucTPalMOHHOTO
yIOCTOBEpEHHs JICKApCTBEHHOrO Ipenapara MO0 yYIOJIHOMOYEHHBIM UMM JIMIIOM B IOPSJIKE,
YCTAaHOBJIEHHOM  3aKoHojarenbcTBOM Poccuiickoit  @enepauuu. Ilpu oOxanoBaHuu  perieHus
YIIOJIHOMOYEHHOr0 (heZiepalIbHOr0 OpraHa HCHOJHMUTENbHOM BIIACTH, 3aKJIIOYEHMs JKCIepra WU
KOMHMCCHHM 3KCIEPTOB SKCIEPTHOIO YUPEIKACHUS, 3aKI0UEHUS COBETA 10 3THKE JEPKATEIb WM BiIaelel]
PErUCTPAllMOHHOIO yJIOCTOBEPEHMsI JIEKaPCTBEHHOI'O IIpernapara JUO0O0 YIOJIHOMOYEHHOE HMHU JIMIIO
BIIPAaBE MPEJICTABUTh PE3YJbTAaThl IKCIEPTU3BI JIEKAPCTBEHHOI'O IpEnapara, MPOTOKOJbI IMOJYyYEHHBIX
aKKpEeIMTOBAHHBIMU HUCHBITATEIbHBIMU JTAOOpaTOpUsIMH  (LIEHTpaMM) pPE3yJlIbTaTOB HCCIEIOBAHUH,
WCTIBITAHU M.

Cratba 37. WUHdopmauusa, cBsA3aHHaA C oOcCywecTBNeHUeM rocyaapcTBeHHOW
perucTpauum nekapcTBeHHbIX MpenapaTtoB, WHcdoOpMauus o 3aperncTpUpPoBaHHbIX
neKapcTBeHHbIX npenapatax W JfleKapCTBEeHHbIX MpenapaTax, WCKMIOYEHHbIX U3
rocyaapcTBeHHOro peecTpa fieKapCTBEeHHbIX CpeACcTB

1. CooTBeTCTBYIOIUI YITOJTHOMOUEHHBIN (esiepaibHblil OpraH HCIOIHUTENBHOM BIACTH pa3Meliaer
Ha cBoeM oduuuanbHOM caifte B cetu "MHTepHer" uHGpOpMaIuio, CBSI3aHHYIO C OCYIIECTBICHHEM
rOCylapCTBEHHON PETUCTPALMM JIEKAPCTBEHHBIX IPENapaTroB, B TOM YHUCIE MPOBEAECHHUEM DKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEACTB (BKJIIOUasl Pe3yJbTaThl €€ MPOBEACHMS), UH(OPMALIMIO O 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX Ipenapatax M JIEKapCTBEHHBIX IpenapaTax, MCKIIOYEHHBIX M3 TOCYJapCTBEHHOIO
peecTpa JEKapCTBEHHBIX CPEICTB, HE MO3JHEE YeM uepe3 MATh padoyux AHEW CO JHS MOIYy4EeHHUS
COOTBETCTBYIOLIUM YIOJHOMOUYEHHBIM (hefiepaibHbIM OPraHOM HCIOJIHUTEIBHOW BIIACTH 3asBJICHUS O
roCy/1IapCTBEHHON PETUCTpalliy JIEKapCTBEHHOT O Mpernapara.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2. Cpoku W TIOpSJOK pa3MEIIeHUs YKa3aHHOW B dYacTh | Hacrosiied cratbd HH(DOpMarmu
YCTaHABIUBAIOTCS YIOJTHOMOYEHHBIM (pe/lepalibHbIM OpPraHOM HCHONHUTENbHOU Biactu. MHopmanus,
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yKa3zaHHas B 4yacTu | HACTOSINEH CTaThH, SBISETCA OTKPHITOM M OOIIEAOCTYIHOW M IPENOCTaBIISIETCS
3aMHTEPECOBAaHHBIM JIMI[AM B COOTBETCTBUU € 3aKOHOJaTeIbCTBOM Poccuiickoit denepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Mnaea 7. KMMHUWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbDIX
NPEMAPATOB ANnA MEANLUMWHCKOIO NPUMEHEHUA, OrOBOP
Ob UX NMPOBEAEHUW, NMPABA NALUMEHTOB, YYACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHuMuyeckme wuccnenoBaHMs neKapCTBEeHHbLIX npenapaTtoB AnA
MeAULIMHCKOro NnpMmMmeHeHus

1. Knmuandeckue ucciaenoBaHUs JIGKAPCTBEHHBIX MPENaparoB I MEAMIIMHCKOTO MPUMEHEHHUS, B
TOM YHCIIE MEKIYHAPOIHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBBIE, TOCTPETUCTPAIIMOHHBIC, IPOBOISATCS B
OJTHOM WJIM HECKOJBKHX MEIUIMHCKHX OPTaHM3AIMSIX B COOTBETCTBHHM C TPaBUJIAMH HaJJICKAIICH
KIIMHHYECKOW TIPAKTUKHU, YTBEPKICHHBIMU YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH, COOTBETCTBEHHO B CIICAYIOUIHX IIEIISX:
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1) ycraHoBieHue 06€30MaCHOCTH JICKAPCTBCHHBIX MPENapaToB I 3A0POBBIX JTOOPOBOJIBIEB U (WIIH)
MIEPEHOCUMOCTH UX 3J0POBBIMH J100POBOJIBIIAMH, 32 UCKIIOYEHHEM TaKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX
MpernaparoB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickon denepannu;

2) HOI[60p OIITUMAJIBHBIX JO3UPOBOK JICKAPCTBECHHOI'O IIPCIlapaTa U KypcCa JICUCHUA UIA MTallUCHTOB
C OIpCaACJICHHBIM 3a6OJI€BaHI/IeM, OIITUMAJIBHBIX 03 MW CXCM BaKIHMHAIIUKN I/IMMYHO6HOJIOFI/I‘I€CKI/IMI/I
JICKaApCTBCHHLIMMU IIPCIIapaTaMu 310POBbIX ,I[O6p0BOJ'IBI_IeB;

3) ycraHoBieHHE 0€30MaCHOCTH JIEKAPCTBEHHOTO TMpemnapara u ero dpQeKTUBHOCTH JJI TMAIUEHTOB
C ompeaencHHbIM 3a0oneBaHueM, mpodumakTudeckoir SHPEKTUBHOCTH HUMMYHOOMOIOTHYECKIX
JICKaPCTBCHHBIX MPENapaToB JUIS 3J0POBBIX TOOPOBOJIBIICE;

4) n3ydyeHue BO3MOXHOCTH pacCIIMPEHUs NOKa3aHUU [l MEAMIIMHCKOTO NMPUMEHEHUS U BBISBICHUS
paHee HEN3BECTHBIX MMOOOYHBIX JIEHCTBUI 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPEMapaToB.

2. B oTHOIICHUN BOCIIPOU3BCACHHBIX JICKAPCTBCHHLIX MPCIIapaTOB MJIA MEAUILIMHCKOTO TPUMCEHCHUSA
IMPOBOAATCA HCCICOOBAHHUA OMOPKBUBAJICHTHOCTH W (I/IJ'H/I) TepaHeBTH‘IGCKOﬁ OKBUBAJICHTHOCTHU B
MnopAaaKe, YCTAaHOBJICHHOM YITOJTHOMOYCHHBIM (l)eﬂepaanHM OpraHomMm HCIIOJIHUTENLHOM BIACTH.

3. OpraHmaumo MPOBCACHUA KIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPpCTBCHHOT'O TIIpfriapara IJid
MCIUIUHCKOTI'O IPUMCHCHUS BIIPABC OCYHICCTBJIATD:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wil yIoJIHOMOYEHHOE UM JIUIIO;

2) oOpazoBaTenbHbIE OpraHU3alMd BhICHIET0 O0pa30BaHUS, OpPraHMU3ALUU JIOTOJHUTEILHOTO
PO eCCHOHAIIBHOTO 00pa30BaHU;
(m. 2 B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

3) Hay4HO-UCCIIEA0BATENbCKUE OPraHU3alHu.
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4. KiuHWYECKHWE HWCCIENOBaHUS JICKQpPCTBEHHOTO Tpernapara Uisi MEIUIIMHCKOTO MPUMEHEHUS
MIPOBOIATCS HAa OCHOBAHUH PA3pPEUICHHUS Ha MPOBEACHHE KIMHUYSCKOTO MCCICAOBAHUS JICKAPCTBEHHOTO
mpemapaTa, BBIJAHHOTO  YIOJHOMOYECHHBIM  (helepadbHbIM OPraHOM HCIIOJIHUTEIHHOW  BIIACTH.
Y1oJHOMOYCHHBIN (peiepalibHbIi OpraH UCHOJHUTEILHOM BJIACTH BEACT PEECTP BBIIAHHBIX pa3pelieHUui
Ha MPOBEJICHUE KIMHUYECKUX MCCIICIOBAaHUN JIEKAPCTBEHHOTO Iperapara, CoJAepKalliidi yKa3aHue Ha UX
11eJTb WJIU 1IeJTH, B YCTAHOBJICHHOM 3TUM OPT'aHOM MOPSJIKE.

(B pen. deaepasibHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Yrparun cuny ¢ 1 uronsg 2015 roaa. - @enepanbubliii 3akoH ot 22.12.2014 N 429-D3.

6. K opranmsanmu mpoBeAeHUS KIMHUYECKUX HCCIEIOBAaHMN JIEKAPCTBEHHOTO Tpernapara s
MEIUIIMHCKOTO TPUMEHEHUs pPa3pabOTYMKOM JIEKAPCTBEHHOTO IperapaTa MOTYT IPHBICKATHCS
IOpUIMYECKHE JIMIa JI000H  OpraHM3allMOHHO-TIPABOBOM  (OpMBI  TpH  yCIOBUM  OOEcCIeUYeHUs
COOTBETCTBUS ITHX HUCCIIEIOBaHUI TpeOoBaHMsAM HacTosero deaepaabHOTo 3aKOHa.

7. KimHHM4YecKue HCCIeNOBaHUs JIEKAPCTBEHHBIX IPENapaTroB Uil MEAUIMHCKOIO IIPUMEHEHHUsS
IPOBOJATCS B MEIUIMHCKMX OpraHu3aluaX, aKKpPEeIUTOBAHHBIX YIIOJIHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJHUTENBHOM BJIACTH B INOpsAJAKe, ycTaHOBIeHHOM IIpaBurensctBoM Pocculickoin
®Oenepanuu.

8. IlepeueHb MEOUIIMHCKUX OpraHU3alMid, HMEIOUMX [pPaBO MPOBOJUTH KIMHUYECKUE
HCCIIEIOBaHMsI JIEKApCTBEHHBIX IpenapaToB A MEIUIMHCKOIO NPUMEHEHUs, U PEeecTp BbIIAHHBIX
paspelieHuii  Ha  IPOBEACHHE  KIMHUYECKMX  MCCIEJAOBAaHMH  JIEKAPCTBEHHBIX  IPENaparoB
OINyOJIMKOBBIBAIOTCA M PA3MEINAIOTCS YHOJHOMOUYEHHBIM (peliepalbHbIM OpPraHOM HCHOJHHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM UM IOPsIKE Ha CBOeM ounmaibHOM caiite B cetn "UuTepHeT".

Cratbsa 39. PeweHue o npoBeAeHUN KIMHUYECKOro UccrnenoBaHUA NeKapCTBEHHOro
npenaparta ans MeauUUHCKOro NpuMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KnuHuyeckoe wnccneqoBaHUE JIEKAPCTBEHHOIO IIpernapara Uil MEIMIMHCKOTO INPUMEHEHUS
IIPOBOJUTCS HAa OCHOBAHMM PA3PELICHUS HA IPOBEICHUE KIMHUYECKOTO UCCIIECIOBAHMS JIEKAPCTBEHHOIO
npenapaTta, BBIJAHHOTO YIOJHOMOYEHHBIM (heepaJbHbIM OPraHoOM HCIOJHUTEIbHOM BIIACTH IO
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOJUMBIX JUIS TOJIyUYEHHsI pa3pelleHus Ha NpOBEICHHE
KJIMHAYECKOT0 MCCIIEJOBAaHMUS JIEKAPCTBEHHOIO IIpenapara U 3THYECKON IKCIIEPTU3BL.

2. I[J'I}I MOJIYUYCHHUA Pa3pCHICHUA Ha IMPOBCACHUC KIIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBECHHOI'O
npemnapara ajd MCAUIUHCKOI0 MPpUMCHCHHA 3aABUTCIIb MMPCACTABIISACT B ynOHHOMO‘IGHHBIﬁ (1)6I[CpaJ'II)HI)II\/'I
opran HWCIOJIHUTEIbHOM BIACTH:

1) 3asiBIeHueE 0 BhIJaU€ pa3pelieHus: Ha IPOBEACHHE KIMHUYECKOT0 UCCIeA0BaHUs JIEKaPCTBEHHOTO
npernapara Juisi MEAMIIMHCKOTO TPUMEHEHHUS;

2) KONmuM JTOKYMEHTOB, MOATBEPXKAAIOIIMX YIUIATY TOCYAApCTBEHHOM MOIUIMHBI 3a MPOBEIECHUE
OTUYECKOM DKCIEPTHU3Bl, SKCIEPTU3bl JTOKYMEHTOB Ha JICKAPCTBEHHBIM IIpenapar Uil IOJy4YeHUs
paspellleHusT Ha TNPOBEACHHE KIMHUYECKOTO HCCICNOBAaHUSA JIEKapCTBEHHOTO IIpenapara Juisd
MEIULMHCKOIO IIPUMEHEHHUs, 3a BbIJAa4y Ppa3pelICHHs] Ha IPOBEACHUE KIMHUYECKOIO HCCIEAOBaHUS
JIEKApCTBEHHOT'0 IIpenapara sl MEIUIMHCKOIO NMPUMEHEHMs, 32 MPOBEICHNE 3KCIEPTU3bl JOKYMEHTOB
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

Ha JICKAPCTBEHHBIM TMpenapar i T[OJyYEHHs] pa3pelieHus Ha MPOBEICHHE MEXIYHAPOIHOTO
MHOTOIICHTPOBOTO KJIMHMYECKOTO HCCIIEIOBaHUS JIEKapCTBEHHOTO IIpernapara Jaisi MEIUIIMHCKOTOo
MPUMEHEHHUSI, 32 BbIJAYy pa3pelieHus] Ha TMPOBEICHHUE MEXKIYHAPOJHOTO MHOTOLEHTPOBOIO
KIIMHUYECKOTO HCCIIEOBaHMs JIEKAPCTBEHHOI'O IIpernapara [Uidl MEIUIMHCKOTrO IMPUMEHEHHs, 3a
MPOBEACHUE S3TUYECKOW SKCHEPTU3bI, IKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpenapar s
MOJIYUYEHHUSI pa3pelieHHus Ha MPOBEJCHHUE MOCTPETUCTPALMOHHOTO KIMHUYECKOTO HCCIIEIOBAHUS
JIEKApCTBEHHOT'0 Tpernapara st MEAUIMHCKOTO MPUMEHEHHUs], 3a BbIJIayy pa3pelieHusi Ha IPOBEJICHUE
MIOCTPETUCTPAILIMIOHHOTO KIMHUYECKOTO HUCCIIEOBAHUS JIEKAPCTBEHHOIO IMperapaTa A MEAUIIMHCKOrO
MPUMEHEHHUS, WIH 10 COOCTBEHHOW WHUIIMATHBE yKa3aHHBIC NOKYMEHTHI. B ciiydae HempeacTaBICHHS
3asiBUTENIEM YKa3aHHBIX JOKYMEHTOB YIIOJIHOMOYEHHBIN (hefepanbHblii OpraH MUCHOJHUTEIbHOM BIACTH
npoBepsieT (DaKT yIIaThl TOCYJAPCTBEHHON TMONLUIMHBI C HWCIOJb30BaHWEM HHQoOpMarmu 00 yruiare
roCyJapCTBEHHOW TONLIMHBI, cojepkamelics B [ocygapcTBeHHOW WHGOPMAIIMOHHOW CHCTEME O
roCyJapCTBEHHBIX M MYHHUIIMIAIBHBIX IJIaTEKaX, HA OCHOBAHMM MPEJICTABICHHBIX 3asgBUTEIIEM KOMUMN
JIOKYMEHTOB;

3) IMPOTOKOJ KIIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOT'O IIpelapara rjid MCEAUIMHUHCKOIO
MMPUMCHCHH,

4) OpoIIopy UCCIIEI0BATEIIS;
5) uHpOpMaIMOHHBIN JIMCTOK NAIIMCHTA,

6) cBemeHus 00 OmbITe PabOTHI MCCIEAOBATENICH MO COOTBETCTBYIOIIMM CIEIHMAIBHOCTAM U X
OIIBITE Pa0OTHI IO IPOBEICHUIO KIIMHUYECKUX UCCIICIOBaHUI;

7) CBCACHUA O MCAMLNUHCKUX OpraHu3alusax, B KOTOPBIX IpCAIojJaracrcda IMpoOBCACHUC
KJIMHUYECKOI'0 MCCIIEeI0OBAHUS JIEKAPCTBEHHOTrO MpernapaTa Al MEJUIMHCKOTO MpUMEHEeHHs (TMOJIHOEe U
COKpallleHHOE€ HAaUMEHOBAHUS, OpPraHU3allMOHHO-TIpaBoOBas (opMa, MECTO HAXOXKJIECHUS M MECTO
OCYILECTBIICHUSI I€ATENILHOCTH, Telae(oH, Tenedakc, agpec MEKTPOHHONU MOUTHl KaXKAOH MeIUIMHCKON
OpraHu3alln);

8) CBCACHUA 0 npeanojaaracMbIix CpoKax IMPOBCACHUA KIMHHUYCCKOT'O HUCCICA0OBaHUA
JICKApCTBCHHOTO IMpfriapara JJIs1 MCAUITUHCKOI'O MIPUMEHCHU S

9) KOIIMKO OOTOBOpa 00513aTEIILHOTO CTpaxoOBaHHUA, 3aKIIIOYCHHOI'O B COOTBETCTBUHU C THUIIOBBIMU
ImpaBuUjIaMn 00513aTeJIBHOTO CTpaxOoBaHHid, C YKa3aHHEM HpGI[GJIBHOﬁ YHUCJICHHOCTHU ITAaIlMCHTOB,
y4aCTBYOOIUX B KIIMHAYCECKOM HCCICAOBAHUU JICKAPCTBCHHOI'O Ipflapara o MEIAUIHUHCKOIO
MMPUMCHCHUS

10) I/IHq)OpMaI_II/II-O 0 COCTAaBC JICKAPCTBCHHOTO Ipenapara 11 MCAUIUHCKOI'O IPUMCHCHU A,

11) mOKyMeHT, cOocTaBJIEHHBIH MPOU3BOAUTENEM JIEKAPCTBEHHOIO Mpenapara JUisi MEAUIIMHCKOTO
IIPUMEHEHUSI U COJEpPJKAIMM IOKa3aTelau (XapaKTepUCTUKH), a TaKK€ CBEACHMS O JIEKAPCTBEHHOM
mpenapare s MEIWIHMHCKOTO IPUMEHEHUs, IPOU3BEIACHHOM [UIi IPOBENCHMS KIMHUYECKHUX
HCCIIeIOBaHUM;

12) xonuio JIMLEH3UM HA MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJACTB B CIyyae, €CId MPOU3BOJICTBO
JIEKapCTBEHHOI'O IIpernapara ocyiecTsisiercss B Poccuiickoit @epepanuy, WiM KOINUIO 3aKJIIOUYEHUS O
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

COOTBETCTBUM IPOM3BOAUTENS JIGKAPCTBEHHOTO IMpermapara TPeOOBaHHWSAM TPABUI  HAJJICKAIICH
MIPOU3BOJICTBEHHON TIPAKTHUKH, BBIAAHHOTO YIOJHOMOYCHHBIM OPraHOM CTpPaHbl IPOH3BOIUTEIS
JICKapCTBEHHOTO Mpernapara.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. B cpok, He mpeBbImamuil maTH pabodnx JHEH CO THS MPUHATHS YKa3aHHOTO B MyHKTE | dactu
2 HACTOSIIIECH CTaThbU 3asBJICHUS U HEOOXOIUMBIX JTOKYMEHTOB, YIOJHOMOYCHHBIH (eepabHbI OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) IIPpOBOAUT ITPOBCPKY IOJHOTHI U JOCTOBECPHOCTHU CBC,HCHHﬁ, COACPpKAIINXCS B ITPEACTABIICHHBIX
3asABUTCIICM JOKYMCHTAX,

2) NpUHUMAET pEeUIeHHE O MPOBEACHUU SKCIEPTH3bl JTOKYMEHTOB JUJIsl MOJyYEHUsl pa3pelleHus Ha
MIPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Tpenapara Ajsi MEAUIIMHCKOTO MPUMEHEHUS
Y 3THYECKOM SKCIEePTU3bI UK 00 OTKa3e B MPOBEACHUN YKa3aHHBIX IKCIEPTHU3;

3) yBemomisieT B JJIGKTPOHHOH (opme wim Ha OyMa)XHOM HOCHUTENE 3asBHUTEIS O MPHHITOM
peleHnn 100 B Cilydae MPUHITUS PEIICHUs 00 OTKa3e TAK)Ke C YKa3aHUEM MTPUYMH TaKOTO O0TKa3a;

4) moaroTaBiMBAaeT M HAMpaBseT B SKCIEPTHOE YUPEXKJIEHUE M COBET IO 3THUKE 3aJaHHE Ha
IIPOBE/IEHUE COOTBETCTBYIOIIUX IKCIIEPTHU3.

4. B cny4ae BBISBICHHUS HETOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HMH(OpMAIMH, COJEpIKalIeics B
IIPEJCTAaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIN (elepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH HAIPABISET 3asBUTEIIO 3apOoC 00 YTOYHEHWH yKa3zaHHOW mH(popmanmu. JJaHHBIH 3amipoc MOKET
ObITH IepelaH YHNOJIHOMOYEHHOMY NPEICTABUTENIO 3asBUTEIS JIMYHO IO/ PACIUCKYy, HAIpaBjieH II0
MOYTe 3aKa3HBIM MMMCHMOM WJIH TEpellaH B AJIEKTPOHHOH (hopMe MO TEIeKOMMYHHKAIIHOHHBIM KaHaJlaM
CcBA3U. B ciyyae HampaBieHUs [JaHHOIO 3ampoca IO IOYTE 3aKa3HbIM I[HCbMOM OH CYHUTACTCs
MIOJIYYEHHBIM [0 MCTEYEHHUH IIECTH JHEH ¢ AaThl HANpaBJiICHMs 3aKa3HOTO MHUCHbMA. 3asBUTENb O0s3aH
IPEJCTaBUTh OTBET Ha 3alpoc YHOJIHOMOYEHHOTO (heepalbHOr0 OpraHa MCIOJHUTEIBHOM BIACTH B
CPOK, HE IPEBBIIAIOIMINN 1eBIHOCTa pabouux IHEH co AHs ero noiydeHus. Cpok, yka3aHHBIM B yacTtu 3
HACTOSIIEH CTaTbH, IIPUOCTAHABIIMBACTCS CO JHs HAIIPaBIEHUs 3asBUTENIO 3alIpOCa YIOJIHOMOYEHHOI'O
(benepanbHOro opraHa MCHOJHUTEIBHON BJIACTH JI0 JHS MOJYYEHHS] UM COOTBETCTBYIOIIEIO OTBETA U HE
YUUTBIBACTCd TPU HMCUUCICHMHM CpOKa MPUHATHS  YIOJIHOMOYEHHBIM (elepajbHbIM  OpraHOM
VICIIOJTHUTEJIBHON BJIACTH PEIIEHUS O MPOBEIECHUH 3KCIEPTU3bI JOKYMEHTOB Ul IIOJIYYEHUS pa3pelieHus
Ha T[POBEJICHUE KIUHUYECKOIO MCCIECIOBAHMUs JICKAPCTBEHHOIO IIpernapara s MEAUIUHCKOIO
IIPUMEHEHHS.

5. OcHOBaHMEM i OTKa3a B MPOBEACHUM SKCIEPTU3bI JOKYMEHTOB JJISl MTOJIYYEHUS pa3pelleHus
Ha [IPOBEJIEHUE KIMHUYECKOIO MCCIEA0BAaHUS JIEKAPCTBEHHOrO Mpenapara JUisi MEAMIIMHCKOTO
IIPUMEHEHHUST U DJTUYECKOW OKCIEPTU3Bl SBISAETCS IPENCTaBICHHE JAOKYMEHTOB, IPEIYyCMOTPEHHBIX
4acTbl0 2 HACTOSILEH CTaTbH, B HEMOJHOM OOBEME, HEMpE/ICTaBICHHE 3asBUTEIEM B YCTaHOBJIECHHBIN
CpPOK OTBETa Ha yKa3aHHBIH B 4acTH 4 HACTOSIIEH CTAaThU 3alpocC YIOJHOMOYEHHOTrO (enepaibHOro
OpraHa UCIHOJHHUTENIbHOIN BJIACTH JUOO OTCYTCTBHE B NPEJICTABJICHHBIX JOKYMEHTaX HCUEPIBIBAIOIIETO
nepeyHs HeoOxonuMol HMHpopMalu Wi WHGOpPMAlMU, KOTOpas AOJDKHA ObITh OTpakeHa B HHUX, a
TaK)Xe€ OTCYTCTBHE MH(OpMAaIMH, MOATBEpXkAaromeld (akT ymiaTel TOCyAapCTBEHHOW MOUUIMHBI 3a
IIPOBEJICHUE OTUYECKOW HKCIEPTHU3Bl, DKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar yis
MOJIy4EHUsl pa3pellleHusl Ha MPOBEJeHUE KIMHUYECKOIO HCCIIEeI0OBAaHUS JEKApCTBEHHOTO Ipemnapara Jyis
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

MEJIULMHCKOIO IIPUMEHEHHUs, 3a BbIJAady Ppa3pelICHHs] Ha IMPOBEIACHUE KIMHUYECKOTO HCCIEAOBaHUS
JIEKApCTBEHHOI'O IIpenapara Iy MEIULMHCKOTO IIPUMEHEHHs, 3a NIPOBEACHUE DKCIIEPTU3bl JOKYMEHTOB
Ha JICKAPCTBEHHBIM IIpenapar i1 [OJYy4YEHMs pAa3pellieHHs Ha IIPOBEACHHUE MEXKIYHAPOIHOTO
MHOT'OLICHTPOBOIO KJIIMHUYECKOIO HCCIEAOBAHUA JIEKAPCTBEHHOIO IIpemnapara i MEAULUHCKOIO
IIPUMEHEHHUs, 3a BblJAa4y pa3pelICHHss Ha [POBEIACHUE MEKIYHApOJHOIO MHOIOLICHTPOBOIO
KIIMHUYECKOI0 MCCIIEJOBaHUsA JIEKAPCTBEHHOIO IIpernapara il MEIULMHCKOIO IIPUMEHEHUd, 3a
MIPOBEACHUE 3TUYECKOW OKCIEPTU3BI, JKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipenapar s
MOJIyYCHUSA pA3pelleHds Ha IPOBEACHUE IOCTPErMCTPALIMOHHOIO KIMHHUYECKOrO HCCIEAOBaHUA
JIEKAPCTBEHHOI'O IIpernapara Uil MEJULUHCKOrO IPUMEHEHMs, 3a BblIady pa3pelleHus Ha IIPOBEICHUE
MIOCTPETUCTPAMOHHOIO KIWHUYECKOIO MCCIENOBaHUA JIEKAPCTBEHHOIO Ipernapara Uil MEAUIMHCKOIO
IIPUMEHEHHS.

6. IlpoBeneHwe SKCHEPTU3bl JOKYMEHTOB JUIsl TOJYYEHHsS pa3pelieHuss Ha IPOBEICHHE
KJIMHUYECKOT'O MCCJIE0BAHMS JIEKAPCTBEHHOTO Tperapara Jijisi MEAUIIMHCKOTO0 TPUMEHEHUSI U ATHUECKOU
AKCIIEPTU3BI, COCTABIICHUE KOMUCCUEH IKCIIEPTOB M COBETOM I10 ITHUKE 3aKITFOYCHUN O BO3MOKHOCTH WJIU
HEBO3MOKHOCTH TPOBEICHMS TAKOTO KJIMHUYECKOTO MCCICAOBAHUS U HAIPaBJICHUE dTHX 3aKIIOYCHUUN B
YIIOJTHOMOYEHHBIN (peiepalibHblil OpraH HCIOJHUTEIbHOW BIACTH OCYILECTBISIOTCS B CPOK, HE
MPEBBIMIAIOIIMA TPUALNIATH PAOOYUX JHEH CO JHS TMOJMYYCHHSI SKCIICPTHBIM YUPESKICHHUEM 3aaHUS
YIIOJTHOMOYEHHOTO (eiepalibHOTO OpraHa HCIOJTHUTEIbHOW BJIACTU C TPUIOKEHHEM JOKYMEHTOB,
yKa3aHHbIX B NyHKTax 3, 4, 10 m 11 Wactu 2 HaACTOSAMIEH CTaThW, W COBETOM IO JTHKE 3aJaHUs
YIIOJTHOMOYEHHOTO (eiepallbHOTO OpraHa HCIOJMHUTEIbHOW BJIACTU C TPUIOKEHHEM JOKYMEHTOB,
YKa3aHHBIX B ITyHKTax 3 - 6, 8 m 9 yacTu 2 HacTOAIIEH CTAThHU.

7. B cpok, He MpeBBINIAIOMUI MATH paboUUX JTHEH CO JHS MOJIyYEHUS 3aKIIOUEHHUH, yKa3aHHbBIX B
4acTH 6 HACTOSIIEH CTaThH, YIIOJTHOMOUYEHHBIH (peepanbHbIi OpraH UCTIOHUTEILHON BIACTH:

1) OCYHICCTBJISCT OLICHKY NOCTYIIMBIINX 3aKJIIOYCHUMN IS ONnpecaAcCICHUA UX COOTBCTCTBUSA 3alaHUAM
Ha NPOBCACHUEC COOTBECTCTBYIOIIUX OKCIICPTHU3,

2) mpUHUMaeT pelleHHe O BbIJaue pas3pelleHus Ha MPOBEIEHUE KIMHUYECKOTO HCCIe0BaHUs
JIEKapCTBEHHOI'0 IpernapaTta s MEAMIMHCKOIO MPUMEHEHHsS WM 00 OTKa3e B BbLIaye YKa3aHHOTO
paspeleHus;

3) BBIIAET paspelleHue Ha MPOBEJCHHE KIMHUUYECKOTO HCCIIEAOBAaHUS JIEKAPCTBEHHOrO Ipernapara
JUIe MEAMLIMHCKOTO TPHMEHEHHUs WM pelleHHe o0 OTKa3e B BbIJau€ YKa3aHHOIO pa3pelieHust ¢
yYKa3aHHWEM IIPUYMH OTKa3a.

8. OcHoBaHueM AJI1 OTKa3a B BbIAAYUC PA3PCIICHUA Ha IMPOBCACHUC KIMHUYCCKOTO HCCICIOBAHUA
JICKApCTBCHHOTO IMpfriapara i1 MCAUITUHCKOTIO MPUMCHCHUA SABJIACTCA HAJIMYUC 3aKIOUYCHUSA KOMHUCCUHN
OKCIICPTOB MHJIM 3aKJIOYCHHUA COBETA IO OSTHKE O HCEBO3MOXXHOCTHU IMPOBCACHUA KIMHHUYCCKOTO
HCCICOO0BaHUA JICKAPCTBCHHOI'O TIIp€riapata I MCEIUUOUHCKOTO IMPUMCHCHUA IO PE3yjibTaTaM
MPOBCACHHBIX SKCIICPTU3, TPCAYCMOTPCHHBIX YaCTbhIO 6 HaCTOHH_[Cﬁ CTaTbu.

9. Pemenne 00 oTka3e B MPOBEACHUHM DKCIEPTU3BI JOKYMEHTOB JJISl TIOJYYCHHS pa3pelieHUs] Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUA JIEKAPCTBEHHOIO Mpenapara Jjisi MEIUIIMHCKOTO TPUMEHEHUS
158 3TI/I‘—IeCKOI7I BKCHepTI/ISI)I U B BbIIAYC paspemeHm{ Ha HpOBeJIeHI/Ie KIIMHUYECKOT'O HCCIICAOBAHUSA
JIEKapCTBEHHOTO TpemapaTta A MEAWIIMHCKOTO MPUMEHEHHUS MOXKET OBITh 00XKaJllOBaHO B TOPSAKE,
YCTaHOBJICHHOM 3aKOHOJATEILCTBOM Poccuiickon denepanum.
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

CraTtba 39.1. 3Tnyeckas akcnepTusa
(BBenena depepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTHU3a MPOBOAUTCA COBETOM 110 3THUKEC, CO3JJaHHBIM B MOPAAKEC, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (beﬂepaﬂbeIM OpraHomM HCITOJIHUTEILHOMN BJIaCTH, B LICJIAX BbIAAYHU 3aKJIIOYCHUS 00
TUYECKON 000CHOBAHHOCTH BO3MOKHOCTH MPOBCACHUA KIIMHUYCCKOTIO HMCCJIICAOBAHUSA JICKAPCTBCHHOI'O
mnmpenapara Jjid MEAUIUHCKOI'O IIPUMCHCHMUS.

2. DKcHepTaMu COBETa MO ATUKE MOTYT OBITh MPEICTABUTEIH MEIUITMHCKUX OpraHU3aIuii, HAydHbIX
opranmzanuii, 00pa30BaTeNIbHBIX OpPraHMU3alMi BBICHIETO OOpa3oBaHMs, a TaKXKe NPeICTaBUTENN
OOIIECTBEHHBIX OPTaHU3AINNA, PEIIUTHO3HBIX OPTaHU3AIMI U CPEJICTB MacCcOoBOM WH(popMauu. JlaHHbIC
SKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KaKOW-THMOO 3aBHUCHUMOCTH OT DPa3pabOTYMKOB JIEKAPCTBEHHBIX
MPENapaToB U APYIrUX JIUI, 3aUHTEPECOBAHHBIX B PE3YJIbTATAX 3THUYECKON IKCIEPTU3HI.

3. Omnata ycayr SKCIEPTOB COBETa IO JITHKE OCYHIECTBIISIETCS HAa OCHOBAaHUM JOrOBOpa,
3aKJIFOYCHHOTO MEXIY YIOJHOMOYEHHBIM (pe/iepaibHbBIM OPraHOM HCIIOJHUTEIBFHON BIIACTH, KOTOPBIM
CO3/laH COBET M0 3TUKE, M OKCIEPTOM COBETa IO 3THKE, 3a CYeT OIOPKETHBIX AaCCUTHOBAHMUH,
MPEIYCMOTPEHHBIX YIOJIHOMOYEHHOMY (ellepalbHOMY OpraHy HCIIOJIHUTEIBHOW BJIACTH, KOTOPBIM
CO3JIaH COBET IO 3THKE, B (elepanbHOM OIOKETe Ha COOTBETCTBYIOIIMH ToJ Ha OOecHeyeHHe ero
NEesATEIbHOCTH, B pa3Mepax, ycTaHoBlIeHHbIX [IpaButensctBom Poccniickoit denepanun.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu.

5. CocTtaB COBETa MO ATHKE, TOJIOKEHHE 00 TOM COBETE, MOPAAO0K €T0 ASATEIbHOCTH, TPEOOBAHUS K
KBIM(DHUKAIIMH M OIBITY Pa0OTHI IO IKCIIEPTHOM OIEHKE HAYYHBIX, MEIUIMHCKUX U dTHYCCKHUX ACTICKTOB
KIMHUYECKUX  HMCCIIEOBAHUM  JIEKAPCTBEHHBIX IMPENApaToB Uil MEIUIMHCKOTO IPUMEHEHHS,
MPEIBbABISIEMBIE K JKCIIEPTAM COBETA MO 3THKE, MOPSJAOK OpPraHu3alMu W TPOBEICHHS ATUYECKOU
SKCIIEePTHU3bI, (hopMa 3aKITIOYEHUS COBETA MO STUKE YCTAHABIMBAIOTCS YIMOJIHOMOYEHHBIM (heqepaabHbIM
OpPraHoM HCIOJIHUTEIbHOM BJIACTH. YHCIIO MNpeacTaBUTENEH MEIMIMHCKUX OpPraHu3alfil HE MOXKET
MPEBBIIIATH MMOJOBUHY OT OOIIETO YHCIIa YKCIIEPTOB COBETA MO ITHKE.

6. Mudopmanus o coctaBe cOBeTa MO ITHKE, IJIAHAX €ro paboThl M TEKYLIEH IesATEIbHOCTU
pa3meniaercs Ha OQUIMAIBLHOM CcaiTe YHNOJHOMOUYEHHOro (eaepanbHOro opraHa HUCIOJTHUTENbHON
BJacTH B ceTu "MHTEepHET" B yCTAaHOBIIEHHOM UM IOPSIJIKE.

Cratbsa 40. lNpoBeaeHMe KNMHUYECKOro UccrieAoBaHUA NeKapCTBEHHOro npenapara
AN MeAULMHCKOro NnpMMeHeHus

1. PykoBoauTenb MEIMIMHCKON OpraHU3allMM, KOTOpas MPOBOJUT KIMHUYECKOE HCCIEI0BAHUE
JIEKApCTBEHHOTO  TIpemapara s  MEIUIMHCKOTO TNPUMEHEHHs, Ha3HadaeT  HCCIeq0BaTeNs,
OTBETCTBEHHOTO 3a TMPOBEACHHWE TAaKOr0 HCCIEAOBaHUS M HMEIOIIEro JIe4eOHYI0 CHEIHabHOCTD,
COOTBETCTBYIOIIYIO MPOBOJAMMOMY KIMHHYECKOMY HCCIIEIOBAHHUIO JICKAPCTBEHHOTO TMpernapara, co
CTaxkeM paboThl MO MpOrpamMMaM KIMHUYECKUX HCCIEIOBAaHUN JEKapCTBEHHBIX IMpENapaToB HE MEHee
YyeM TpU roja M IO €ro MPeaOKEHUI0 Ha3HAYaeT COMCCIENOBATENel M3 YHClIa Bpaded ITOM
MEIULIUHCKON OpraHu3aIuu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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2. HccnenoBarenb OCYHICCTBJIACT BBIGOp ManMUCHTOB, KOTOPBLIC IIO0 MCIUIHWHCKHUM ITIOKA3aHUAM
MOI'yT OBITh IMPUBJICYCHBI K YYaCTHIO B KIMHHUYCCKOM HCCICAOBAHHWH JICKAPCTBCHHOI'O IIpe€riapata IJIsd
MCIUIUHCKOI'O IPUMCHCHUS.

3. I/ICCJ'IG,I[OBaTeJ'IB H COHCCIICHOBATCIIN  OOJIXKHBI OBITb O3HAKOMJIEHBI C pe3yibTaTaMu
JOKJIIMHUYCCKOI'O HUCCICIOBaHUA JICKApCTBCHHOTI'O cpeacTea, COACPKAIINMHUCA B 6p0H1I0pe
HCCICO0BATCIIA, IIPOCKTOM IIPOTOKOJIAa KIMHHUYCCKOI'0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIp€Iiapara IJIsd
MCIUIHUHCKOI'0O NPHUMCHCHUA, p3,3pa6OTaHHLIM paSPaGOT‘H/IKOM JICKAPCTBCHHOT'O IIpCriaparta HWJIWM HMHBIM
OPUIUYCCKUM JIMIOOM, IIPHUBJICKACMBIM K OpraHu3aldi IIPOBEACHHA KIMHUYCCKOIO HCCICIOBaHHA
JICKApCTBCHHOI'O IMpfrapara I MCAUIUHCKOrO IMPUMCHCHUA, W APYTHUMH MATCpUalaMKd TaKOro
HUCCICIOBaHUA.

3.1. PykoBoauTesb MEAUIIMHCKON OpPraHU3allii B CPOK, HE MPEBBIIAIOLINI TpeX padouyux JAHEH CO
JHS Havajla [IPOBEIEHUS KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOrO Ipenapara s MEAULMHCKOTO
MPUMEHEHHs, cOoo0maeT 00 3TOM B YINOJHOMOYCHHBIH (peepanbHblii OpraH WCHOJIHUTEIBHOW BIACTH,
BBIJIABIINN pa3pellieHue Ha MPOBEICHUE TaKOTO UCCIIEI0BaHMsl, IO YCTAaHOBICHHON UM dopMme.
(uactsb 3.1 BBeneHa @enepasibHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. Opranuzanuy, OCYIIECTBISIOIIME OPraHU3alMI0 MPOBEACHHUS KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBCHHOTO TIperapaTa Uil MEIWIMHCKOTO TPHMEHEHUsS W yKa3aHHbIE B 4YacTH 3 cTaThu 38
Hacrosimero denepanbHOrO 3aKOHA, B Cilydyae HEOOXOIUMOCTH BHECEHUS HM3MCHEHUH B TMPOTOKOI
KIIMHUYECKOTO WCCIICIOBAHMSI JICKAPCTBCHHOTO TMpernapara Jisi MEIUIIUHCKOTO MPUMEHEHHS COOOIIaloT
00 3TOM B YITOJTHOMOUCHHBIN (heepabHbIi OpraH UCIIOJTHUTEIILHOW BJIACTH, BBIAABIIUI pa3pelieHue Ha
MIPOBE/ICHUE TAaKOTO MCCIIEIOBAHNUS, 10 YCTAHOBJIEHHOW UM (hopme.

(B pen. @exnepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOmeHNs] O BHECEHWH HW3MEHEHHWH B MPOTOKON KIMHUYECKOTO HCCIICAOBAHUS
JIEKapCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO IPUMEHEHUS JIOJIKHA COJIep KaTh CIEAYIOIINE CBeICHUS:

1) HauMeHOBaHUE, UICHTU(DUKAIIMOHHBIN HOMEP U J1aTa MPOTOKOJIA KIMHUYECKOTO UCCIEI0OBaHUS;
2) nata BHECEHUsI U3BMEHEHUH B IPOTOKOJ KIMHUYECKOTO HCCIEIOBAHNUS;
3) HaMMEHOBAaHME U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HAaMMCHOBAHUC OpraHu3alnu, HpHBJ’IC‘IGHHOﬁ p83pa6OTLII/IKOM JICKApCTBCHHOTO TIIp€riapara K
opranm3anvu MpOBCACHUA KIIMHUYCCKOIO UCCIICAOBAHUA (HpI/I HaJ'II/I‘-II/II/I);

5) HaMMCHOBAHHUA M MCECTa HaAXO0XKXICHHA MCIUIHNHCKHX 0pFaHH3aL{HfI, B KOTOPBIX IPOBOAUTCA
KIMHUYCCKOC NCCICIJOBAaHUC,

6) nara BbIJAYM pas3pelieHHs Ha TPOBEACHHE KIMHUYECKOTO WCCIEIOBAaHHS W HOMEp 3TOrO
pa3penieHus;

7) N3MEHEHUs1, BHOCUMBIE B IPOTOKOJI KIMHUYECKOTO UCCIIEI0OBAHUS.
(uacTsb 4.1 BBenena @enepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NMpeBBIIAMUN TPUALATH PabOYMX JAHEH CO JHS MOJTYYeHHUs YKa3aHHOTO B yacTu 4
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HACTOSIIEH CTAaThU COOOILEHHS, YIOJIHOMOYEHHBIH (efepaabHblii OpraH HCHOJHHUTEIBHOM BIAacTH
paccMaTpUBaeT 3TO COOOIEHHE B YCTAHOBJIEHHOM MM IOpSAKE M NPUHUMAET pPELICHHE O BHECEHUHU
U3MEHEHUN B IIPOTOKOJ KIMHUYECKOTO MCCIIEIOBAaHUs JIEKAPCTBEHHOIO Ipenapara Uil MEAUIMHCKOIO
IPUMEHEHUs WM 00 OTKa3e BO BHECEHMM Takux wu3MeHeHMi. Ilpu paccmorpeHun cooOuieHus o
HEOOXO/MMOCTH BHECCHHMS H3MEHEHHWH B TPOTOKOJ KIMHMYECKOTO MCCIIEOBAHUS JICKAPCTBEHHOTO
mpenapara A8 MEAMLMHCKOTO IPUMEHEHHMs B LENAX OLEHKM OOOCHOBAHHOCTH IIPE/UlaraeMblX
U3MEHEHUN U OIPENENICHUs CTEIEHU PUCKA Ul NAUUEHTOB, IPUHUMAIOIIUX y4acTHE B KIMHUYECKHUX
UCCIIC/IOBAHUSIX, YIOJIHOMOYEHHBIM  (pellepalbHbIM  OpPraHOM  HUCIOJHUTEIBHOW BJIACTHM  MOTYT
IIPUBJIEKATHCS SKCIIEPTHI COBETA 110 dTHKE.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. KimHnueckoe wuccienoBaHue JIEKapCTBEHHOIO IIpernapaTta Jjis MEIUUUHCKOTO IPUMEHEHUs
MOXKET OBITh MPHOCTAHOBJIEHO WM MPEKpalIeHO, €CIM B Ipollecce €ro IpoBeleHHs OOHapy:KeHa
OIIACHOCTH JUISl )KU3HHU, 310pPOBbs MALIMEHTOB. B ciryyae BOSHUKHOBEHUS ONMACHOCTH JUISl )KU3HHU, 3/I0POBBS
MalKUEHTa, YYacTBYIOIIETO B KIMHMYECKOM HCCIEAOBAaHUM JIEKAPCTBEHHOrO Ipernapara s
MEIUIMHCKOTO TPUMEHEHHUs, HMCCIIEeNOBaTeNM 005M3aHbl MPOMH(DOPMUPOBATH 00 3TOM PYKOBOJIUTEIS
MEIULUMHCKOM OpraHu3aldd W  OpPraHu3aluio, [OJYYMBLIYIO Pa3pelieHHe  YINOJIHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJHUTENBPHOW BIACTH Ha OPraHU3alUI0 TPOBEICHHUS KIMHUYECKOTO
HCCIIE0BaHMS JIEKAPCTBEHHOIO Mpenapara. Pemenue o npruocTaHOBICHUU KIMHUYECKOTO UCCIEI0BaHUs
JIEKapCTBEHHOI'O Ipernapara JUlsi MEAULUHCKOIO IPUMEHEHUS MPUHUMAIOT PYKOBOJIUTENb MEIUIIMHCKOM
OpraHu3aiuy 1 (Wju) OpraHu3aius, MoTy4HBIlas pa3pelieHrne YIOoJIHOMOYEHHOTo (heaepaabHOro oprana
HCIIOJIHUTEJIBHON BJIACTH HA OPraHM3allMI0 MPOBEJIEHUS KIMHMYECKOTO MCCIEI0BAaHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIULMHCKOTO TPUMEHEHUs, pEeUIeHWE O NPEeKpalleHMH TaKoro HCCIeqoBaHus
MPUHUMAET YIOJTHOMOYCHHBIH (eiepaabHbIii OpraH UCIOJHUTEIBHON BIACTH HA OCHOBAHUU COOOIECHUS
B IHCHBMEHHOW (opme pyKOBOIUTENS MEIUIIMHCKOM OpraHu3allid WIM OpraHu3alus, MOJy4YHBIIAs
pas3pelieHrne YIoJIHOMOYEHHOTO (eepabHOr0 OpraHa HCIIOJHUTENFHOW BJIACTH HAa OPTraHU3aIUI0
IIPOBEJEHUS KIMHUYECKOT0 UCCIEA0BaHUs JIEKapCTBEHHOTO Ipenapara Juisi MEAUIIMHCKOTO IPUMEH EHUSL.

7. B cpok, HE TPEBBIMIAIINN MATH padounX JHEH CO JHS 3aBEPIICHUS], PUOCTAHOBJICHUS WU
MPEKpaIleHUusl KIMHUYECKOr0 MCCIENOBAaHMSA JIEKAPCTBEHHOrO Ipemnapara sl  MEIULIMHCKOIO
MIPUMEHEHHUs, COO0IeHne 00 3TOM HampaBiseTcsl OpraHU3alMsIMH, YKa3aHHBIMH B 4acTu 3 craThu 38
Hactosiero denepansHOro 3aKoHa, B YIIOJTHOMOYEHHBIN (erepanbHblii opraH MUCIIOMHUTEIHLHON BIACTH
10 YCTaHOBJIEHHOW UM (opMe.

8. CDopMa COO6I_I_[CHI/I${ O 3aBCpIICHHHU, IMPUOCTAHOBIICHUHU WU MNPCKpAMICHUNU KIIMHHUYCCKOI'O
HCCIICO0BaHUA JICKAPCTBCHHOI'O IIp€riaparta Al MEAULIUMHCKOTO MPUMCHCHUA JOJIKHA COACPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpPTaHM3alUK WM METUIIMHCKUAX OpPTaHU3aIUsIX, MPOBOIUBIINX
JIAaHHOE MCCIIEI0OBAHUE;

2) OIMMCAHUEC JaHHOT'O UCCIICAOBAHMAA,

3) manHble HccnenoBarens ((paMuIusi, UM, OTYECTBO, MECTO PabOThHI, 3aHUMaeMasi JOJKHOCTD,
CHEIHNANbHOCTh, CTaX paboOThl MO MporpaMmaM KIMHMYECKUX HCCIEAOBaHUN JIeKapCTBEHHBIX
MpermapaToB, IEpPeYeHb KIMHUYECKHX WCCIICJOBAaHUNA JICKAPCTBEHHBIX IIPEIapaToB, B KOTOPBIX OH
MpUHUMAN y4acTre (IepUOAbl yJacTHsl) B KAUECTBE MCCIEA0BATENS MU COUCCIIEIOBATENSA);

(B pen. @enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)
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4) pe3yabpTaT JAaHHOI'O MCCIEA0BAHUA (3aBEpILIEHUE, IPUOCTAHOBIICHUE UM MIPEKpAILEHUE JaHHOTO
UCCIIEJOBAaHMS C YKa3aHWEM MX IPUYUH M BIHMSHUS Ha OIICHKY €r0 Pe3yJIbTaToB, OOIIYIO OIEHKY pUCKa U
OXMJAEMOH TIOJIb3BI OT IPUMEHEHHUS HCCIEIyeMOro JIeKapCTBEHHOrO Ipemapara, a TakKxke
npeAarnoaracMple TanbHEHINe 1eHCTBUSA).

8.1. Ilpu BbISIBICHUH (QeACpATbHBIM OPraHOM HWCIOJHUTEIBHON BIIACTH, OCYIICCTBISIONIAM
(GYHKIIMK 10 KOHTPOJII0O M HAa30py B cdepe 3apaBOOXpaHCHHs, HAPYNICHWH NpaBWUi Ha/JIeKaIlleh
KIIMHUYECKOW TPAKTHKU TPU TPOBEICHUH KIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO Ipernapara,
BJIMSIFOIIMX Ha TOJIHOTY W (WMJIHM) JOCTOBEPHOCTH JIAaHHOTO KIIMHUYECKOTO HCCIICJOBAaHUS, YKa3aHHbBIN
(bel[epaJIBHbe/'I opran HCHOJIHUTEIBHON BJIACTU MMPUOCTAHABIMUBACT MPOBCACHUC NAHHOTO KIIMHHUYCCKOI'O
WCCIIC/IOBAHMSI M BBIHOCUT MEIMIIMHCKON OpraHW3alid, B KOTOPOH MPOBOAUTCS JaHHOE KIMHUYECKOE
UCCIIeIOBAaHKEe, TMpeanucaHue o0 yCTpaHEHWHM BBIABICHHBIX HapymeHuil. I[lpum HeycTpaHneHuu
MEIUIIMHCKOW OpraHM3aleil BBISABICHHBIX HApYIICHWH B YCTAHOBJICHHBIH B NPEINHCAHUH CPOK
yKa3aHHBIA (enepanbHblii OpraH HCIOJHUTEIbHOW BJIACTH IMPHHAMAET pEUICHHE O TPEKpalIeHUN
MPOBEJICHUS] KIMHUYECKOTO HMCCIICOBAHUS JIEKAPCTBEHHOTO Mperapara M HamnpasisieT B (eaepalbHbIi
OpraH HCIIOJIHUTEIbHON BJIACTH, OCYILECTBISAIOIIMN (QYHKIMM 1O BbIPAaOOTKE U pealu3aluu
TOCYJapCTBCHHOM IMOJIMTUKH W HOPMATHBHO-IIPABOBOMY PETYJIMPOBAaHHIO B chepe 3apaBOOXpaHCHHS,
3aK/IIOYCHHUEC O BBIABJIICHHU IIPU MMPOBCACHUU NAHHOI'O KIMHHUYCCKOI'0 MCCICAOBAaHUA Hap}IIHeHI/If/'I IIpaBuiI
Ha/IJISKAIIEH KIMHUYECKOW MPAKTHKH ISl IPHHATUS PEHICHUS 00 OTMEHE pa3pellieHusl Ha OpraHUu3aliio
MMPOBCACHUA JAHHOI'O KIMHUYCCKOIO MCCICAOBAHHA C HOAThl HNPUHATUA PCIICHHUA O IMPUOCTAHOBJIICHHUU
MIPOBEJICHUS KIIMHUYECKOTO UCCIICI0BaHUS JIEKAPCTBEHHOIO TIpenapara.

(dactb 8.1 B pen. denepanpuoro 3akona ot 13.07.2015 N 241-D3)

9. VYnonHoMoYeHHBIH (enepasbHBIi  OpraH HCHOJHUTEIbHON BJIACTH ONMYyOJIMKOBBIBAET U
pasMeniaer Ha CBoeM oduiuaibHOM caiite B cetu "MHrepHer" cooOlieHue O 3aBeplleHuH,
NPUOCTAHOBIICHUN WJIM TPEKPAIIeHNH KIMHUYECKOrO HCCIIEIOBAHUS JICKAPCTBEHHOT'O Iperapara JUis
MCIUIHUHCKOI'0o NMPpUMCHCHUA B CPOK, HE HpeBI)IHIaI-OHII/Iﬁ IIATH pa60q1/1x I[Hefl CO JIHdA €T0 IOJYy4YC€HUS, B
YCTaHOBJICHHOM UM TOPSIJIKE.

10. YnomHoMo4eHHBIH (enepanbHbIi OpPraH HCIOTHUTEIBHOM BIIACTH OCYIIECTBIISET BEICHHE
peecTpa ucciaenoBareiel, TPOBOASAIIMX WK IPOBOJAUBIIMX KIMHUYECKUE UCCIENOBAHUS JIEKAPCTBEHHBIX
MPENnaparoB il MEIUIMHCKOTO MPUMEHEHUS, B COOTBETCTBUU C YTBEPKICHHBIMH MM IMpaBUIaAMU U
pa3Meniaer ero Ha cBoeM odunuaibHOM caiite B ceTn "HHTepHeT" B YCTAaHOBIEHHOM UM TMOPSJIKE.
VYkazaHHBIN peecTp CONECPKUT MHPOPMAITUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 YacTH 8 HACTOSIIEH CTaThH.

11. Oryer o pe3ynpTaTax KIMHUYECKOTO HCCIENOBAHUS JIEKAPCTBEHHOIO IIpernapara A
MEJIULUHCKOTO MPUMEHEHUS COCTABIISIETCS] OPraHU3alUeH, YKa3aHHOW B 4acTH 3 CTaThbu 38 HACTOSIIETO
@DenepallbHOTO 3aKOHA, HA OCHOBAaHMM 3aKJIIOYEHHM MEIULMHCKUX OpPraHU3alli, MPOBOIUBLIMX 3TO
UCCIIEIOBaHNEe, U MPEACTABIAETCS B YINOJHOMOYEHHBIH (efepanbHbIi OpraH MCHOJIHUTEIbHOW BJIAcTH,
BBIIABIINI pa3pelIeHUE Ha MIPOBEIEHUE dTOTO UCCIIEI0BaHMS, B CPOK, HE MIPEBBIIAOIINMN TPEX MECALIEB
CO JHS €ro 3aBepllieHHs, NPHUOCTAHOBIEHUS WM NPEKpalIeHUs, B TMOPSJAKE, YCTAaHOBJIEHHOM
YIIOJIHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCTIOJIHUTENIbHON BIACTH.

12. Hapymienue npaBusl Hajuiexalled KIMHUYECKOW MpakTUKH, (aibcUPUKalus pe3yIbTaToB
KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernaparta Uisi MEAUIIMHCKOIO NMPUMEHEHMs BJIEKYT 3a
co00l OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanun.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

13. Ilpu npoBeaeHNHN KIMHUUYECKOTO UCCIIEA0BAHUS JIEKAPCTBEHHOIO IIpenapara sl MEIULUHCKOIO
IPUMEHEHMs JOIYCKaeTcsl 3a00p y MallMEHTOB OMOJIOTMYECKUX MaTepuayoB (00pa3libl OMOJIOrHYECKUX
KHUJIKOCTEH, TKaHEH, CEKPEeTOB W MPOAYKTOB >KU3HEACATEIBHOCTH 4YEJIOBEKa, (M3MOJIIOTHYECKUX U
NaTOJIOTMYECKUX BbIIEIECHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPI'aHU3MOB, OMOICUIHBINA MaTepuall)
uid ux usyuyenus B Poccuiickoit @enepaunu u (uim) 3a npeaenamu Poccuiickoit @enepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

14. Tlopsanok BBo3a B Poccuiickyro @enepannio U BbIBO3a 3a mpeneibl Poccuiickoit denepanuu
OMOJIOTMUECKMX  MaTepUajoB, IIOJYYCHHBIX IIPU  MPOBEACHHHM  KIMHUYECKOTO  HCCIEIOBaHUS
JIEKApCTBEHHOTr'0 Tperapara s MEIUIMHCKOro IPUMEHEHMs, YycTaHaBinuBaercs [IpaButenbcTBOM
Poccuiickoit @eneparuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 41. [loroBop 0 npoBeAeHUU KITMHUYECKOro uccrnenoBaHUs NeKapCTBEHHOro
npenapara ans MegULUHCKOro NnpuMeHeHus

1. KnuHuyeckoe wucciefoBaHuEe JIEKAPCTBEHHOTO IIpermapaTa A METUIIMHCKOTO HPUMEHEHUs
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O MPOBEACHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
mnpemapata AJii MEIULIUHCKOTO TNPUMEHEHHMs], 3aKII0YaeMbIM MEXIy OpraHu3alfei, MoIyduBIIeH
paspelieHrne YImoJIHOMOYEHHOTO (eepabHOr0 OpraHa HCIIOJHUTENFHOW BJIACTH HAa OPTaHU3AIUI0
MIPOBEJICHUSI TAKOT'O HCCIEAOBAaHUSA, M MEAMIIMHCKOW OpraHU3alMel, OCYIIECTBISIIONICH MpPOBEICHHE
TaKOI'0 UCCJIEJOBAHMUSL.

2. I[OFOBOp O IIPOBCACHHUHU KIMHHUYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpliapara JIsd
MCIUIHUHCKOI'O IPpUMCHCHUS JOJKCH COACPIKATD!:

1) YCJIOBUA U CPOKH ITPOBCACHUA JAHHOTO UCCICOBAHUS

2) ompenaenieHHe OOIIEH CTOMMOCTH MPOTPaAMMBI JAHHOTO HCCIIEIOBAHUS C YKAa3aHUEM CYMMHBI,
MpeIHa3HavaIoNIecst s BBITLJIAT UCCIIeI0BATENSAM, COUCCIIEI0OBATENSIM;

3) onpenenenue GopMbl MPECTABICHUS PE3YJIHTATOB IAHHOTO UCCIIEIOBAHUS B YITOJTHOMOYEHHBIH
(benepanbHBI OPraH UCIOTHUTEIBHOMN BIACTH.

Cratbna 42. duHaHcoBoe obecnevyeHue KNMUHUYECKOro nccnenoBaHus
NeKapCTBEHHOro npenaparta ans MeaULMUHCKOro npuMeHeHus

dunaHcoBoe oOecHeUeHHEe KIMHHYECKOTO HCCIICAOBaHUA JICKAPCTBCHHOI'O IIpCriapara I
MCIUIHUHCKOI'O IPUMCHCHUS OCYLICCTBIIACTCA 3a CUCT:

1) cpencTs penepanbHOro OrOIKETA;

2) CpCACTB OpFaHI/I3aI_II/II71, MOJIYYUBHINX PAa3pClICHUC HA OpTraHUu3aldi0 MPOBCACHUA IOAHHOTO
HCCIICO0BaHNA, B COOTBETCTBHUU C YCIOBUAMU JOTOBOpA O €TI0 IMPOBEACHNH,

3) HHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit Gbenepam/m MCTOYHHKOB.

Cratba 43. lpaBa nauveHTOB, YYaCTBYWLWMX B KINMHMYECKOM MUCCrefoBaHUU
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

JIeKapCcTBeHHOro npenaparta anAa meanumnHCKoro npuMmeHeHus

1. VYwuacrue MNalnuCeHTOB B KIIMHUYCCKOM HCCIICAOBAHUHM JICKAPCTBCHHOI'O IMpfcliapara I
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCSA ,Z[O6pOBOJ'IBHI>IM.

2. TlanueHT WM ero 3aKOHHBIA MPEJCTABUTENh JOJDKEH OBbITh MH(OOPMHUPOBAH B MUCHBMEHHOU
dhopwme:

1) 0 JICKapCTBCHHOM IIperiapare Ijid MCAUIHUHCKOrO IMPUMCHCHHUA W CYIIHOCTU KIMHHUYCCKOI'O
HCCIICO0BAaHM 3TOT'O JICKaAPCTBCHHOI'O IIpCIiapara,

2) o 6e30MacHOCTH JIEKAPCTBEHHOTO TpermapaTa Il MEIUIIMHCKOTO MTPUMEHEHHUS, €ro 0KUIaeMOn
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKA Ui MAUEHTa,

3) 00 YCIOBUAX YyHaCTHA MalMCHTA B KIIMHUYCCKOM HCCJIICOBAHUU JICKAPCTBCHHOT'O IIpCriapaTta J1JIsa
MCAULTUHCKOI'O IIPUMCHCHUS

4) 0 OCIM WM HCIAX W MTPOAOJDKUTCIIBHOCTHU KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOI'O
mnpceraparta 11 MCAUIUHCKOI'O IIPUMCHCHU,

5) o JeHCTBUSAX NAUMEHTa B CIy4yae HENpPEIBHUJIECHHBIX 3((EKTOB BIUSHUSA JIEKAPCTBEHHOI'O
rpenapara s MEAULUHCKOrO IIPUMEHEHKS Ha COCTOSIHUE €0 310POBb;

6) 00 yclOBHSIX 00S3aTEIILHOTO CTPaXOBAHUS )KU3HH, 3[I0POBbS MAIIUCHTA,

7) 0 TapaHTHUAX KOH(bI/II[eHI_II/IaJ'ILHOCTI/I ydqaCTusa IalUCHTa B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOTO IIperiapara AJid MCIUIUHCKOTIO NpUMCHCHHUA.

3. Z[O6pOBOJ'ILHOC COrJIaCu¢€ IMalfuCHTa HAa Y44aCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBECHHOI'O
npemapara M1 MCIUIHUHCKOrO IMPHUMEHCHUS IMOATBCPKAACTCA €T0 IMMOAINMUCBIO HWIIM IMOAINMUCBIO €T0
3aKOHHOT'O TPCACTABUTCIIA Ha I/IHq)OpMaI_II/IOHHOM JIUCTKE IIalluCHTA.

4, HaHI/IeHT WIN €ro 3aKOHHBII OpeaACTaBUTCIIb HMECT IMpaBO OTKa3aTrbCd OT Y4YaCTusA B
KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCliapaTa AJId MCAUIUHCKOI'O IMPUMCHCHUA Ha 000
CTaguu MPOBCACHUA TaKOI'0 UCCICOOBAaHMA.

5. TlpoBeneHue KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO Mpernapara Uil MEAULUHCKOTO
MPUMCEHCHUSA C YJaCTHEM B KAaUCCTBC IMAIlMCHTOB HeTefI AOIMYCKA€TCA TOJBKO C COrjiacus B MMACHEMEHHOMN
dopme ux poaurenei, ycblHOBUTeNeH. JleTH MOTYT paccMaTpuBaTbCs B KauyecTBE MOTEHIHAIbHBIX
MAIMEHTOB TAKOTO UCCIIEIOBAHUS, TOJIBKO €CIIH €T0 NMPOBEICHHE HEOOXOJUMO IS YKPEIUICHUS 3/J0POBBS
AeTelt Ui NpoUIAKTUKY MHPEKIMOHHBIX 3a00J€BaHUM B IETCKOM BO3pacTe JIMOO €ClU LIeIbI0 TaKOoTo
WCCIICIOBAHMS SIBIISIETCS TIOMYYCHUE JaHHBIX O HAWIydIIeld JO3MPOBKE JIEKAPCTBEHHOTO Mperapara Jis
JeueHust jaereil. B »Tux ciyyasx TakoMy HCCIEIOBAHUIO JOJDKHO NPEAIIECTBOBATh KIMHUYECKOE
WCCIIIOBAHNE JIEKAPCTBEHHOTO TIperapara JUisi MEIUIIMHCKOTO MPHUMEHEHHS Ha COBEPIICHHOJIETHHX
rpaxJaaHax, 3a HCKIIOYEHHEM CIIyyaeB, €CJIM HUCCIeAYeMbl JIeKapCTBEHHbIM mpemnapar ajs
MEOUIITMHCKOI'O IIPUMCHCHU A npe€aHa3Ha4YCH HUCKIIIOYUTEIIBHO JJIsL HCII0JIb30BaHUA
HECOBEPIICHHOJIETHUMHU TpakKJaHaMHU.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)
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6. 3aHpeLuaeTC$1 MMPOBCACHUC KIIMHUYCCKOr0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIperapara A
MCIUIHUHCKOI'O IPUMEHCHUSA C YUaCTUEM B KQYECTBC IMMAIITUCHTOB!

1) netrel-cupoT u JIeTei, OCTaBIIUXCS 0€3 MONEUYCHUS POTUTEIICH;

2) JKEHIIMH B TMepuo] OEepeMEHHOCTH, JKEHIIMH B NEPUOJ TPYAHOTO BCKAapMIIMBAaHHUA, 3a
UCKJIIOUYEHUEM CIIy4aeB, €CJIM IPOBOJUTCS KIMHUYECKOE MHCCIIEIOBAaHUE JIEKApCTBEHHOTO IIpenapara,
MpeIHa3HAYEHHOTO JUIsl YKa3aHHBIX JKEHIIMH, IPU YCIOBUM HEOOXOAMMOCTH MOJY4YeHHs] MH(pOpMaInu
TOJIBKO BO BpEMsl IPOBEIEHUS COOTBETCTBYIOUIMX KIMHUYECKUX MCCIEAOBAaHUN U MPHUHATHS BCEX
HEOOXOJUMBIX MEp IO HCKIIOUEHHUIO pUCKAa HAHECEHHUs Bpelda >KEHIIMHE B IMepHoJ OepeMEHHOCTH,
KEHILMHE B IEPUOJ IPYAHOI0 BCKAPMIIMBAHMSL, IIJIOy UIH PEOCHKY;

3) BOGHHOCHYXKalIMX, 3a HUCKIIOYEHHEM CIIydaeB MPOBEACHUS KIMHUYECKOrO HCCIeI0BaHuUs
JIEKApCTBEHHOT'0 TIpernapara, CIEeNHAIbHO pa3padOTaHHOTO Uil MPUMEHEHHUS B YCIOBUAX BOCHHBIX
NCHCTBUM, 4Ype3BBIYAMHBIX CHUTyallMii, NpOQUIAKTUKA U JiedeHHs 3a00JeBaHUN M MOpaXKEeHHH,
MOJYYEHHBIX B  pE3yJlbTaTe BO3JCUCTBHUS  HEOJArONPHUATHBIX  XUMHUYECKHUX, OHOJIOTHYECKUX,
paauanuoHHbIX (akTopoB. KimHuMYeckoe HCCleqOBaHHE TaKOro JIEKApCTBEHHOTO Ipernapara MOKET
MIPOBOJIUTHCS C YJACTHEM B KQUE€CTBE MAIMEHTOB BOCHHOCIYKAIIKX, 32 UCKIIOUYEHUEM BOCHHOCTYXKAIUX,
MPOXOSIINX BOCHHYIO CIY»XOY 10 MPU3BIBY, C COOTIOCHIEM TpeOOBaHMIA, YCTAHOBIECHHBIX HACTOSIIIUM
®denepanbHbIM 3aKOHOM B OTHOIIICHUH TPaKIaHCKUX JIUIL;

4) COTPYIHUKOB MTPABOOXPAHUTENILHBIX OPraHoOB;

5) JIMII, OT6I)IB8,IOHII/IX HaKa3aHHUC B MCCTaxX JIMIICHUA CBO6OI[BI, a TaKXKEC JIMIL, HAaXOJAIIUXCA I101
CTpa)Keﬁ B CJICACTBCHHBIX U30JIATOpAX.

7. JlomyckaeTcs IpOBEJCHHE KIMHUYECKOIO HCCIEAOBAaHMUS JIEKAPCTBEHHOIO IIpernapara i
MEIULMHCKOTO MPUMEHEHHUsI, TpeTHa3Hau€HHOT 0 JJIs JICYeHUs NICUXUYECKUX 3a00JIeBaHUM, C y4acTHEM B
KauecTBE MAI[MEHTOB JIUI C ICUXUYECKUMHU 3a00JI€BaHUSIMU, IPU3HAHHBIX HEJEECIIOCOOHBIMU B TIOPSKE,
YCTaHOBJIEHHOM  3aKkoHojaTesnbcTBOM — Poccuiickont  ®enepanuu.  KimHnyeckoe — ucciiejoBaHHe
JIEKapCTBEHHOI'O Ipernapara B 3TOM ClIy4ae MPOBOJIUTCS MPH HAJIWYMM COIJIacusl B MUCbMEHHOH (opme
3aKOHHBIX MPEJCTaBUTENEN YKAa3aHHBIX JIUII.

Cratba 44. OOs3atenbHOe CTpaxoOBaHMe >XU3HW, 300POBbA  MNaLUEHTa,
yyacTBylLWero B KNMHUMYECKOM WCCNefoBaHMM NeKapCTBEHHOro npenapata And
MeAULUHCKOro NPUMEeHeHUs

(B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

1. Opranuzanus, TNOMyYWBIIAs pa3pelieHue Ha OpPraHU3aIUi0 TPOBEACHUS KIMHUYECKOTO
WCCIIEIOBaHMs JIEKAPCTBEHHOTO Tpernapara Ais MEIUIMHCKOTO TMpPUMEHEeHHs, 00s3aHa B KadecTBe
CTpaxoBaTessl CTPAaxOBaThb PHUCK MPUYMHEHHS Bpela MKWU3HHU, 3J0POBBI0 TAlMEHTAa B PE3YJbTaTe
MPOBEJICHUS KIIMHUYECKOIO0 UCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara il MEAUIUHCKOTO TPUMEHEHUS
3a CBOM CUeT MyTeM 3aKJIF0UEHUS 1I0r0BOpa 0043aTeIbHOTO CTPAaXOBaHUSI.

2. OOBekTOM 00s3aTeILHOrO CTpaxOBaHUA SBJISACTCA HMymeCTBCHHLIﬁ HUHTCPCC IalluCHTAa,
CBSI3aHHBIN C MNPUIUHCHUEM BpEaa €ro XMU3HW UKW 310POBBI0 B PE3YIbTATC MPOBCACHUA KIMHUYCCKOTO
HCCIICAO0BaHUA JICKAPCTBCHHOI'O IIpCiapaTta Iyt MCAULIMHCKOTO ITPUMCHCHMU .
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

3. CTpaxoBbIM CIy4aeM 1O JIOTOBOPY 0053aTEeIBHOTO CTPAXOBAHUS SIBISIETCS CMEPTh MallMEeHTa WITH
YXYALIEHUE €ro 3I0pPOBbs, B TOM YHCIIE BJIEKYIee 3a COOON YyCTaHOBJICHHE UHBAJIUIHOCTH, IPU HATTUUUU
MPUYUHHO-CIICJICTBEHHON CBSI3M MEXAY HACTYIJICHHEM J3TOTO COOBITUS W YYacTHEM TaIlleHTa B
KJIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOI'O MIperapara.

4, Tp€6OBaHI/I5vI 0 BO3MCHICHMU BpClaa, MNPUYMHCHHOI'O JXWU3HW MKW 3A0POBBIO ITAalWUCHTA,
NpCaABABIIAOTCA B TCUCHHUEC CPOKOB HCKOBOI1 JaBHOCTH, YCTAaHOBJICHHBIX I'paXaaHCKUM
3aKOHOJaTCIIbCTBOM.

5. Pa3Mep CTanOBOfI BBIIIJIATHI 11O IOT'OBOPY 00513aTeNLHOr0 CTpaxOBaHHs COCTABJIACT:

1) B ciydyae cMepTu MalyeHTa JBAa MUJUIMOHA PyOJiel Ha KaXI0ro IMalleHTa, y4acTBOBABILErO B
KIIMHUYECKOM HCCIIeI0BaHUHU JIEKAPCTBEHHOTO IIperapara;

2) npu yXyALUIEHUU 3]J0POBbs MAlIUEHTA!

a) TIOBJIEKIIIEM 3a COOOM yCTaHOBJIIEHHE WHBAJIUTHOCTU | rpynmbl, OAMH MWLIHOH MSATHCOT ThHICSY
pyOnelt Ha KaxAO0ro IMalMeHTa, YYacTBOBABIIETO B KIMHWYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO
npernapara;

0) moBiekiIeM 3a cOO0OM yCTaHOBJIEHHWE WHBAIUIHOCTH Il Tpynmbl, oguH MWUIMOH pyOJsied Ha
KaXXJIOTO MaIllMeHTa, YIaCTBOBABILETO B KIMHUYECKOM HCCIICIOBAHUH JICKAPCTBEHHOT'O MPErapara;

B) IOBJEKIIEM 3a co0oil ycraHoBieHHe MHBaiWgHOCTU III rpynmsl, maTbcOT ThICSU pyOieill Ha
Ka)KJOro MalMeHTa, y4acTBOBABUIETO B KIIMHUYECKOM HCCIIE0BaHUN JIEKAPCTBEHHOTO IIpEapara;

T') HE MOBJICKIIEM 3a CO00H YCTAaHOBJICHHSI MHBAJTUIHOCTH, HE 00Jiee YeM TpUCTa THICSY pyOJiel Ha
KOKJOrO TMalMeHTa, YYacTBOBABIIETO B KIMHWYECKOM WCCIEIOBAaHUM JIEKAPCTBEHHOrO IIpemaparta,
UCXOJsl W3 HOPMATHUBOB, OTPAXKAIOIIMX XapaKTep H CTCICHb MOBPEKIACHHS 3]I0POBbS, a TaKkKe
(aKTUYECKH TIOHECEHHBIX TMAllMeHTOM pPAcXOJI0B, BBI3BAHHBIX IOBPEKICHUEM 3JI0POBBS, Ha
MEIUIIMHCKYIO TOMOIIb, IPUOOPETCHHE JICKAPCTBEHHBIX MTPEIapaToB.

(mm. "r" B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublii 3akon oT 22.12.2014 N 429-D3.

7. CpOK A0roBopa 00513aTeIbHOTO CTpaxOBaHUA HE MOKET OBITh MCHEC, YCM CPOK IMPOBCACHUSA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O ITpCIiapara.

8. YcinoBus noroBopa 00s3aTENbHOTO CTPAaxOBaHUS, B TOM YHCIE CTPaxoBble TapUQbl IO
00s13aTEILHOMY CTPaxOBaHHUIO, MEPEUYCHb HEOOXOIUMBIX TOKYMEHTOB JJISl OCYIIECTBIICHHS] CTPaXxOBOMU
BBITUIATHI, TOPSAOK YCTAHOBJIGHHUS CTpaxoBaTeleM WHIWBUIYaIbHOTO WACHTU(DUKAIIMOHHOTO KOJAa
ManucHTa, MOpsAa0K I/IHCbOpMI/IPOBaHI/ISI CTPaxoBaTCJIEM CTpaxXOBIIHMKA O IMPHUBJICYCHHBIX K KIMHUYCCKOMY
WCCIIEOBAHUIO JIEKAPCTBEHHOTO MpernapaTta s MEAMIIMHCKOrO MPUMEHEHHUs NalMeHTax, MOPsA0K
YI1aThbl CTanOBOI\/'I MMpEMHH, MMOPAJAOK pe€ainu3aliuu OIPCACICHHBIX HACTOAIIUM qbellepa.]'H)HBIM 3aKOHOM U
npyrumu  (penepanbHBIMH 3aKOHAMH TMpaB U O0OS3aHHOCTEH CTOPOH MO JIOTOBOPY 0053aTeIbHOTO
CTpaxOBaHHA, a TaKXKXC HOPMATHBBI, OTpaAXAOMIUE XapaKTECP U CTCICHb IOBPCKIACHUA 310POBbA,
yCTaHABIUBAIOTCS TUTIOBBIMU TIPABHIIAMU 0053aT€TFHOTO CTPaXOBAHUS.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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9.B CJIydac NpUYUHCHUA BpEAa ) XKU3HU MMAIUCHTA, YHaCTBOBABIICT'O B KIIMHUYCCKOM HUCCIICAOBAHNN
JICKApCTBEHHOI'O IIp€riapara, BBIFOI[OHpI/IO6peTaTCJ'IHMI/I 10  JO0TOBOpPY 00513aTeJILHOIO CTpaxoBaHUs
ABJIIOTCA T'paXJaHC, HMCIOMIUC IIPpaBO Ha BO3MCHICHHUEC BpClda B Cliydac¢ CMCPTH KOpMWJIbLla B
COOTBETCTBHUH C TI'paXAaHCKUM 3aKOHOJAATCJIbCTBOM, IIPH OTCYTCTBHMM TaKUX TIpaXXKJaH - POAUTCIIH,
Cymnpyr, ACTU yMCPLICTIO ManuveHTa, y4aCTBOBABHICIO B KIIMHHUYCCKOM HCCICAOBAHHWHN JICKAPCTBCHHOI'O
mnmpemapara, B cCiIyda€ CMCPTH HalMCHTA, YYaCTBOBABIICIO B KIMHHYECKOM  HCCICAOBAHHUU
JICKApCTBCHHOT'O Ipfrapara U HC HMCBLICTO CAMOCTOATCIBHOI'O J0XOJ4, - IpakAaHC, Ha WKIAWBCHUU
KOTOPBIX OH HaxOoAWJICsA, B OTHOLWICHHMHM BO3MCHICHUA PpacXodO0B Ha norpe6eHHe nanucHTa,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfIiapara, - JIMIO, IMOHCCHICC TAKHC
PacxoJbl.

10. CTanOBaSI BbIIlJIaTa B CUCT BO3MCHICHHA BpCAd, MNPUYMHCHHOI'O JKWU3HU IIAlIMCHTA,
Y4aCTBOBABIICTO B KIMHHYECKOM HCCICIOBAHHHU JICKAPCTBCHHOI'O IIp€riapara, pacrupeaciIA€TCa MEXKIAY
BI)II‘OI[OHpI/IO6pCTaT€JI$IMI/I IMPOMOPUHUOHAIBHO UX KOJIMYCCTBY B PABHBIX OOJIAX.

11. Ilpum HacTymieHuum CTPaxoBOrO ciy4yash IAUUEHT, YYacTBOBAaBIIMH B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOI'O  IIpernapara,  BbIFOJONpUOOpeTaTeNlb  BIpaBe  NPEAbIBHUTH
HEMOCPEJCTBEHHO CTPaXOBILUKY TpeOOBaHUE O BO3MELIEHUN NPUUMHEHHOro Bpena. CTpaxoBas BbIILIATa
OCYILIECTBIISIETCSl CTPAXOBIIMKOM B TEUEHUE TPHUALATH JHEW CO JHSA HPEJCTABICHUS HEOOXOAMMBIX
JNOKyMEHTOB. [lanueHT, y4acTBOBABIINM B KIMHUYECKOM HUCCIEN0BAaHUU JIEKAPCTBEHHOIO IIpenapara, uiu
BBITOJIONIPHOOpETaTedh 0053aH COOOUIMTH CTPAXOBIIUKY JUIS OCYIIECTBICHHS CTPaXOBOW BBHIILIATHI
VH/IMBUYAJIbHBIA UACHTU(PUKALIMOHHBIN KOJ| TallMeHTa, YCTAHOBJIEHHBIH CTpaxoBaTeIeM B COOTBETCTBUU
C TUIIOBBIMU NPaBUJIAMH 00S13aTEIBHOTO CTPAXOBaHUS.

12. Jlo MmONHOrO OmpeleNeHHus pa3Mepa IMOMJIEKALEro BO3MEIIECHUIO Bpeda CTPAXOBIIMK IIO
3asBJICHUIO NAI[UEHTA, YYaCTBOBABIIETO B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOIO IIpenapara, i
3asBJICHUIO BBITOAOIPUOOpETaTENs BIPABE OCYILIECTBUTh YAaCTh CTPAXOBOI BBIILIATHI, COOTBETCTBYIOILYIO
(hakTUYECKH OTpeeIEHHON YacTH MPUUNHEHHOTO Bpea.

13. CTanOBaﬂ BbIIlJIaTa B  COOTBCTCTBUU C JOrOBOPOM 00513aTEIBLHOTO CTpaxOBaHHUA
OCYHICCTBIIACTCA HE3aBUCUMO OT BBITIIAT, MPUYUTAIOINNUXCA IO APYTUM BHIaM CTPaxXOBaHH.

14. He pomyckaeTcs ydvacTMe TAlMEHTa B MPOBEIACHUM KIMHHUYECKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO Ipenapara Mpu OTCYTCTBHHU JIOTOBOPA 00S3aTEIbHOTO CTPaXOBaHHSI.

15. KoHTponp 3a HCIOJIHEHHWEM OpraHMU3alMel, MOJY4YMBIIEH pa3pelleHuE Ha OpraHHU3alUIo
MIPOBEJICHUS KIIMHUYECKOIO MCCIIEI0BaHuUs JIEKApCTBEHHOIO Mpenapara Jyisi MEULUHCKOTO TPUMEHEHMUS,
YCTaHOBJICHHOHN HacTosIIel cTaThbeil 00s3aHHOCTH MO 0053aTEIbHOMY CTPAXOBAHUIO JKU3HHU, 370POBBS
ManueHTa, YJacTBYIOLIEro (y4yacTBOBABIIEr0) B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOIO
mpernapara, OCYIIECTBISIETCS YIOJHOMOUYEHHBIM (eiepaJbHbIM OpPraHOM HCIOJHUTENBHOW BIACTH,
BBIIABILIMM pa3pellieHue Ha MPOBEJIEHUE KIMHUYECKUX HMCCIEI0BaHUMN JIEKaPCTBEHHBIX MPENnaparoB JUIs
MEAULMHCKOTO IPUMEHEHMUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
Crtatbs 45. [Mpou3BoACTBO NeKapCTBEHHbIX CpeacTB

1. HpOI/IBBOIlCTBO JICKAPCTBCHHLBIX CPCACTB JOJIKHO COOTBCTCTBOBATDH TpeGOBaHI/IHM ImpaBuJI
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

HaJJIeXaIeld MPOU3BOJACTBCHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYECHHBIM (eiepallbHBIM OpraHOM
UCIOJMHUTENIBbHOM BracT. OCOOEHHOCTH Mepexo/ia MPOU3BOICTBA OTJCIBbHBIX JIEKAPCTBEHHBIX CPEACTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSIMHU MPABHII HAJIEKAIIEH MPOU3BOACTBEHHON MPAKTUKH
yctaHaBiauBatotcst IIpaButensctBom Poccuiickoit ®denepanuu. Bpiaya 3akiro4yeHU O COOTBETCTBHH
MIPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHMSIM TMpaBUJ HAJJICXKAIIed MPOU3BOJICTBEHHOM
MPAaKTUKU OCYILIECTBISAETCS IO PE3yJIbTaTaM HWHCIEKTUPOBAHMS IPOU3BOAUTENICH JIEKAPCTBEHHBIX
CpPEACTB B MopslKe, ycraHoBiaeHHOM IIpaButensctBom Poccuiickon ®@enepauuu. Pasmep martel 3a
BbIIaYy 3aKIIOYEHHUS O COOTBETCTBUM IMPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IpaBUII
HaJUIeKAlled  IPOM3BOACTBEHHOM IPaKkTUKU  ycraHaBinuBaercs IlpaBurensctBoM  Poccuiickoi
®enepaunn. [lopsaok opraHuzanuy U NPOBEACHUS MHCIEKTUPOBAHUS MMPOU3BOJUTENEH JIEKAPCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBAHUSM TIPAaBUJ HaJIekKAIIed TMPOU3BOACTBEHHONW IPAKTUKH
yctanaBiuBaercs [IpaButenscTBoMm Poccuiickoit @enepanuu.

(B pen. @enepanpHbix 3akoHOB OT 25.06.2012 N 93-®3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. Ilpou3BOACTBO JIeKapCTBEHHBIX cpeiacTB B Poccuiickoit denepanuu  OCYyIIECTBISACTCS
MIPOU3BOJIUTENSMU JIEKAPCTBEHHBIX CPEACTB, UMEIOLIMMH JUICH3UIO Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepxaeHHE COOTBETCTBUS JIMLEH3MATa IIpaBUJaM HaJJIeKallel MpOou3BOJICTBEHHOM
MIPAKTUKU OCYIIECTBISIETCS B paMKax JIMIIEH3MOHHOTO KOHTPOJS B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoii @enepanuu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIEH CTaThH.

(B pen. deaepanbhbix 3aKkoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpom3BoACTBO JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISETCA C COONIOJCHHEM TpeOOBaHUI
MIPOMBIIIJICHHOTO PeryiaMeHTa, KOTOPBI yTBEPIKAAETCSl PyKOBOJUTENIEM MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpPeACTB W BKJIIOYAaeT B ce0s TMepeueHb HCIOJIb3YeMbIX (hapMaleBTHUECKUX CyOCTaHIUN W
BCIIOMOTaTENbHBIX BEIIECTB C yKa3aHHUEM KOJIMYECTBA Ka)XJOr0 U3 HUX, JaHHbIE 00 HCIOJIb3yeMOM
00Opy/IOBaHUM, OIMCAHUE TEXHOJOTMYECKOro TMpollecca M METOJOB KOHTpOJII Ha BCEX JTamax
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB.

4. Ilpu npou3BOACTBE JIEKAPCTBEHHBIX CPEJCTB HCIOJIB3YIOTCSA (papMaleBTUYECKUE CyOCTaHIIUH,
BKJIFOYEHHBIE B TOCYJAPCTBEHHBIN PeeCTp JIEKAPCTBEHHBIX CPECTB, 32 UCKIIOYEHHEM (apMalleBTUYECKUX
CyOCTaHIIMH, MTPOU3BOIUMBIX I IPOBEIEHUS KIIMHUYECKUX MCCIe0BaHuM U Ju1s skcnopTa. K mporeccy
MIPOU3BO/ICTBA (hapMalleBTHUECKOM CyOCTAaHIIMM OTHOCSTCS JII0OBIe CTAJANK TEXHOJIOTHYECKOro Mpoliecca,
MTO3BOJISIIOIINE MTOJIYUYUTh TOTOBBIN MPOJYKT, COOTBETCTBYIOIIHM TpeOOBaHUAM (papMaKONEeHON CTaTbhH, B
TOM 4yHciae (epMeHTalMs, SKCTPaKIUs, OYUCTKA, BBIJCIICHHE, NEepeKpPUCTAIIN3alMs, BBICYLIMBAHHE,
U3MENbYCHHE.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. TlepeueHb JIEKApCTBEHHBIX MpPENapaToB s MEIUIMHCKOTO IMPUMEHEHHs, B OTHOLIEHHU
KOTOPBIX YCTAaHaBIMBAIOTCA TpeOoBaHMA K OOBEMY Taphl, YNAaKOBKE M KOMIUIEKTHOCTH, IepeueHb
JIEKAPCTBEHHBIX NIPENApPaTOB sl BETEPUHAPHOTO IPUMEHEHHS], B OTHOIIEHUH KOTOPBIX YCTaHABIUBAIOTCS
TpeOoBaHUsI K 00BEMY Taphl, a Takke TpeOOBaHUS K 0OBEMY Tapbl, YMaKOBKE M KOMIUIEKTHOCTU
JIEKapCTBEHHBIX IpenaparoB Jii MEIUIMHCKOrO0 IMpUMEHEHHs, TpeOoBaHUS K 0OBEMYy Tapbl
JIEKAPCTBEHHBIX IIPENApaToB JII BETEPUHAPHOIO IIPUMEHEHUs OIPEIEISAIOTCS COOTBETCTBYIOIIUMHU
YIOJTHOMOYEHHBIMHU (eiepalbHBIMU OpraHaMU HCIOJHUTENIBHON BJIACTU B MOPSJIKE, YCTaHOBICHHOM
IIpaBurensctBoM Poccutickoit denepanun.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

4.2. Opranuzanuy, OCYIIECCTBIISIONINE IMPOU3BOACTBO (hapMalleBTUYECKONW CYOCTaHIIMM CIHPTa
STHJIOBOTO (9TaHOJA) JAJsi MPOM3BOJCTBA CHHPTOCOAEPIAIIUX JIEKAPCTBEHHBIX IpEenapaToB, O0O0s3aHBI
OCYUIIECTBJISTh YY4ET U JICKJIApUPOBAHUE B MOPSAKE, YCTAHOBJICHHOM cTaThsiMu 8§ u 14 denepaibHOTrO
3akoHa OT 22 HosiOps 1995 roma N 171-®3 "O rocygapcTBEHHOM peryJWpOBaHWUU TPOU3BOJCTBA U
000poTa ATHJIOBOTO CHHPTA, AJKOTOJBHOM W CHHPTOCOJEpXKamlell MpOAYKIHMH M 00 OrpaHUYCHHUH
noTpeOaeHus (PacUTH) aJTKOTOJILHON POTYKITUN".

(uactsb 4.2 BBeeHa PenepasibHbIM 3ak0HOM 0T 03.07.2016 N 261-D3)

4.3. UnnuBuayasnbHble NpPEANpUHUMATENN U IOPUANYECKHUE JIMILA, OCYLIECTBIAIOIINE 3aKYNKy U
UCTOJIb30BaHUE (apMaIleBTUYECKON CYyOCTaHIIMHM CIIUPTa STHJIOBOTO (3TAaHONA), a TaKXKe MPOU3BOJCTBO,
M3TOTOBJICHHE W (Wiau) o00OpPOT (32 MCKIIOYEHHEM PO3HUYHOW MPOJAKH) CIIHMPTOCOACPIKAIINX
JICKapCTBEHHBIX MpPENapaToB, OO0S3aHBl OCYIIECTBIATh HMX YYeT M JIEKJIapUpOBaHHE B TIOPSIKE,
yCTaHOBJICHHOM cTaThsiMu 8 u 14 ®depepanbHoro 3akoHa ot 22 Hos0ps 1995 roma N 171-d3 "O
TOCYJapCTBEHHOM pETyJIHMPOBaHUHM TPOU3BOACTBA M 00OpPOTa H3TUIIOBOTO CIHUPTA, AIKOTOJBHOW U
CHUPTOCOJEpIKAIIEH MPOAYKIIMH U 00 OTpaHHYEHUU NOTPeOIeHHs (PACTIUTHUS) AIKOTOJILHONU MPOIyKIIHH".
(uactsb 4.3 BBeeHa DenepasibHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

5. 3anpemaercst MPOU3BOICTBO:

1) nexapCTBEHHBIX CPEJCTB, HE BKJIIIOUEHHBIX B TOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPE/ICTB,
34 HCKIIOYEHHEM JIEKAPCTBEHHBIX CPEACTB, IMPOU3BOAMUMBIX I [POBEACHUS KIMHUYECKHUX
UCCIICIOBAHUM U JUIA DKCIIOPTA;

2) panbcupUIMPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nekapCTBEHHBIX CPEJCTB O€3 JMILEH3UN Ha POU3BO/ICTBO JIEKAPCTBEHHBIX CPE/CTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHICHUCM IpPABUJI OpTraHHU3allH TIPOU3BOACTBA W KOHTPOJIA
KaueCTBa JICKAPCTBCHHBIX CPCACTB,

5) ¢dapmaneBTHUeckoi CcyOCTaHIIMM CHOUPTAa OSTUJIOBOTO (dTaHONA) Ha TEXHOJOTHYECKOM
000pyZI0BaHUH, KOTOPOE HE 3apETUCTPHUPOBAHO WIIM 3aKOHCEPBUPOBAHO B COOTBETCTBUU ¢ DenepantbHbIM
3akOHOM OT 22 Hos0ps 1995 roma N 171-®3 "O rocynapcTBEHHOM pPETYJIMPOBAHUU MPOM3BOJACTBA U
000poTa ATHJIOBOTO CHHPTA, AJKOTOJBHOH W CHHPTOCOJEpXKAIIEH MPOMYKIHMH W 00 OrpaHUYCHUH
notpeOieHus (pacuTHs) aIKOrOJIbHOM MpoayKIuu'".

(. 5 BBennen denepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

6. Ilpu BBOJE JEKApPCTBEHHBIX CPEACTB B TPAKIAHCKUH OOOPOT YIOJTHOMOYEHHOE JIHIIO
MPOU3BOJUTEIIA JICKAPCTBECHHBIX CPEACTB OCYIICCTBIIACT NOATBEPIKACHHUEC COOTBETCTBUA JICKAPCTBCHHBIX
CpeICTB TpeOOBaHMSIM, YCTAHOBIEHHBIM NMPHU UX TOCYAAPCTBEHHOW pErucTpaiiy, U rapaHTUpPYyeT, 4YTO
JICKApCTBCHHBIC CpEACTBa MPOU3BECACHBI B COOTBCTCTBUU C Tp€6OBaHI/I$IMI/I ImpaBujI Haﬂnemameﬁ
MIPOU3BOJCTBEHHOMN MPAKTUKHU.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YIIOTHOMOYEHHBIM JIMIIOM NMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB SABJIACTCA C€Iro pa6OTHI/IK,
aTTECTOBAHHBIM B YCTAaHOBJICHHOM YITIOJTHOMOYCHHBIM q)ellepaJ'IBHI)IM OpraHOM HCIIOJIHUTEIRHON BJIACTH
MOpAIKE U HMEIOIIUN CTax pa6OTBI HE MEHEe YeM IITh JIET B 00JIacTH IMPOU3BOACTBA U (I/IJ'II/I) KOHTPOJIA
Ka4ueCTBa JICKAPCTBECHHBIX CPEACTB, BBICHICC O6pa3OBaHI/Ie COOTBETCTBCHHO ITIO OHHOﬁ us3 CHGHH&HBHOCTeﬁ
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

1 (WIK) OTHOMY W3 HAMPABJICHHUHA MOATOTOBKHU: OMOJIOTHSI, OMOTEXHOJIOTHS, BETePUHAPHS, KIIMHUIECKAs
MEIUINHA, DPaJuallMOHHAs, XUMHUYECKas M Ouoyiornyeckas 3ammura, ¢apmanus, (yHIaMeHTalIbHas
MEJUIIMHA, XUMUYECKasl TEXHOJIOTHSI, XUMUS.

(dactpb 7 B pen. DeaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

8. Ilpon3BoauTeNN JEKAPCTBEHHBIX CPEICTB (32 HCKIIOUEHHEM (apMaleBTUYECKOH CyOCTaHLIUU
CHUPTa STUJIOBOTO (3TaHOJIA) MOTYT OCYHIIECTBIISATH MPOJAAXy JIEKAPCTBEHHBIX CPEJICTB WUJIU TEpe/aBaTh
HX B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickont denepaunu nopske:

(B pen. @enepanpHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM npou3BOIUTENSAM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3aiusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3alvsaM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3alvuiaM, WHAWBUAYAJIbHBIM
OpcaAnpUuHUMATCIIAAIM, HUMCIOIIUM JIMIOCH3HWIO Ha Q)apMaHCBTI/I‘IeCKYI-O ACATCIIbHOCTh HMJIM JIHICH3MIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,

4) HAYYHO-UCCJIICAOBATCIILCKUM OpraHnU3aluvsaIM IJIs Hay‘lHO-I/ICCJ'IeILOBaTeJ'ILCKOI‘/‘I pa6OTI>I;
5) MCIUIIMHCKUM OpraHu3alviM U BETCPHUHAPHBIM OPraHU3alusaM;
6) OopraHu3aluiaM, OCYIICCTBIIAOIIUM PA3BEACHUC, BBIPpAIIUBAHUC U COACPIKAHUC JKUBOTHBIX.

9. TlpomsBoaurenu QapManeBTUICCKOW CYOCTaHIIMM CIHUpPTa 3TUJIOBOTO (dTaHOoJAa) OOs3aHbBI
OCYILECTBIATH peanu3aluio (mepenady B YCTaHOBIGHHOM 3aKoHonaTenbcTBOM Poccuiickoit deneparnu
nopsinke)  (apmaneBTHYECKOW — CyOCTaHIIMM — CIIUPTa  AOTHJIOBOTO  (3TAaHOJIA)  MIPOU3BOUTEISIM
JIEKapCTBEHHBIX CPEJCTB JUIsl MPOU3BOJCTBA JEKAPCTBEHHBIX CPEJCTB B €MKOCTIX 00beMoM He Oonee 1
mutpa u (unu) He MeHee 1000 TuTpoB, a opraHu3anmsM, YKa3aHHbIM B IIyHKTax 2 - 6 yacTu 8 HacTosIen
CTaThH, B Tape 00beMOM He Oosee 1 nuTpa.

(dactb 9 BBeneHa denepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

CraTtbsa 46. MapkupoBKa fiekapCcTBEeHHbIX CPeAcTB

1. JlexapcTBEHHbIE Mpenaparthbl, 3a HCKJIIOUEHUEM JIEKAPCTBEHHBIX IPENapaTroB, M3rOTOBJIEHHBIX
anTEeYHbIMM OpraHU3alMsIM{, BETEPUHAPHBIMU AaNTE€YHBIMM OpPraHM3aALUAMH, WHIUBHYaIbHBIMU
MpEeNNPUHUMATENSIMU, HUMEIOIIMMH  JIMLEH3UI0 Ha (apMaleBTUYECKYIO JESTENIbHOCTb, JIOJKHBI
MOCTYMAaTh B 0OpalleHue, eciu:

1) Ha uUX NEepBUYHOM YyMAaKOBKE (3a MCKIIOUYEHHWEM IEPBUYHOM YMAKOBKH JIEKapCTBEHHBIX
pacTUTENBHBIX IpPEenapaToB) XOPOIIO YUTAEMbIM IIPU(TOM Ha PYyCCKOM SI3bIKE yKa3aHbl HAMMEHOBAaHUE
JIEKapCTBEHHOI0 Mpemnapara (MeXIyHapoJAHOE HEMaTEeHTOBAHHOE, WJIM TPYNIUPOBOYHOE, WIH
XMMUYECKOE, WIM TOProBO€ HAMMEHOBAHUE), HOMEpP CEpUH, JaTa BhITycKa (711 MMMYHOOMOJIOTHYECKUX
JIEKapCTBEHHBIX IpernapaToB), CPOK TOJHOCTH, JO3MPOBKA HWJIM KOHIIEHTpalus, o0beM, aKTUBHOCTh B
€IMHHLIAX JEUCTBUS WIH KOJIMYECTBO J103;

(B pen. DenepanbHbix 3akoH0B 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOHN (MOTPEOUTETHCKOM) YMaKOBKE XOPOIIO YUTAEMBIM MIPHPTOM HA PYCCKOM
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

S3bIKE YKa3aHbl HaWMEHOBAHHE JICKAPCTBEHHOTO Ipemnapara (MeXIyHapOoIHOE HEMAaTeHTOBAHHOE, WITH
IPYNIUPOBOYHOE, WJIM XHMHYECKOC W TOProBOC HAMMCHOBAHHWS), HAWMMEHOBAaHUE IPOU3BOIUTEIIS
JIEKapCTBEHHOTO TIperapara, HOMEp CepHH, J1aTa BBITYCKa (IS HMMYHOOUOJIIOTHYECKUX JIEKAPCTBEHHBIX
IpernapaToB), HOMEpP PErMCTPAIMOHHOTO YJIOCTOBEPEHHS, CpPOK TOJHOCTH, CIIOCO0 IMPUMCHCHMS,
JO3UPOBKA WJIM KOHIIEHTpAlus, 00bEM, aKTHBHOCTh B CJMHHIIAX JCHUCTBUS JIMOO KOJIUYECTBO /103 B
yIIaKOBKeE, JIEKApCTBEHHAs (hopMa, YCIOBHS OTITYCKA, YCIOBHUS XPaHCHHSI, TPEIYIPEAUTEIbHbBIC HAITUCH.
(B pen. deaepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®dapManeBTHUECKUE CYyOCTaHIIMU JOJDKHBI TIOCTYNaTh B OOpalleHHe, €CiM Ha WX IMEePBHYHOU
YIIAKOBKE XOPOIIIO YHTAEMbIM MIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (apMalleBTUIECKOM
cyocTaHIK (MEKIYHApOIHOE HEMAaTeHTOBAHHOE, WM TPYMIIUPOBOYHOE, WM XMMHUYECKOE U TOProBOE
HAaUMEHOBAHMSI), HAMMEHOBAHUE MTPOU3BOIUTENS (papMaIeBTUUECKON CyOCTaHIIMU, HOMEP CEpUU U Jara
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE M €JIMHUIBI U3MEPEHUS] KOJHMYECTBA, CPOK TOJHOCTU U YCIOBUS
XpaHCHUSI.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. JlekapCTBEHHBIE CPEICTBA B KAYECTBE CHIBOPOTOK JIOJDKHBI ITOCTYIATh B 0OpaleHNue C YKa3aHuEM
’KHMBOTHOI'0, U3 KPOBH, IJIa3Mbl KPOBH, OPI'aHOB M TKaHEH KOTOPOI'O OHU MOJIYYEHBI.

4. Ha BTOpHUHYIO (HOTPEOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, OJYYEHHBIX U3 KPOBH,
IUIa3Mbl KPOBU, OPraHOB W TKaHEHW uelloBeKa, NOJDKHA HAHOCUTbcA Haanuchk: "AnTturena k BHUY-1,
BUMU-2, k Bupycy renaruta C 1 NOBEpXHOCTHBIM aHTUT€H BUpyca rernaruta B orcyrcrByror".

5. Ha  nepBuYHyH0O  yHakoBKY W BTOpPUYHYKO  (IOTPEOMTENbCKYIO)  YIAKOBKY
pannodapmManeBTHIECKUX JIEKAPCTBEHHBIX CPEJCTB JOKEH HAHOCUTHCS 3HAK PaJIMallMOHHON OMTACHOCTH.

6. Ha BTOpHuYHYyIO (MOTPEOUTENBCKYIO) YIIaKOBKY FOMEONATHYECKHX JEKApPCTBEHHBIX MPernapaToB
IOJDKHA HAHOCUTHCS HAAMNCh: "'l oMeonaruueckuii'’.

7. Ha BTOpHYHYIO (IOTpeOMTENbCKYIO) YHNAKOBKY JIEKApCTBEHHBIX PACTUTENBHBIX IpernapaToB
JOJKHA HAHOCUThCA Haamnuch: "IIpoaykuus npouuia pairallioOHHbIA KOHTPOJIB'.

8. Ha mnepBuuHyro ymakoBKy (€ciu sl 3TOro CYLIECTBYET TEXHHUYECKas BO3MOXHOCTb) M
BTOPUYHYIO (MMOTPEOUTENHCKYI0) YIIAKOBKY JICKAPCTBEHHBIX TMperapaToB, MpPeIHA3HAUYCHHBIX IS
KIIMHUYECKUX MCCIIeIOBaHUHN, T0JKHA HAHOCUTBCS HaIMUCh: "J{J1s1 KIIMHUYECKUX UCCIeI0BaHUN" .

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. VYmnakoBka JEKapCTBEHHBIX CpEACTB, NPEJHA3HAYECHHBIX MCKIIYATEIBHO MJIsI JKCIIOPTa,
MapKUpPYeTCsl B COOTBETCTBUH C TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHyto Tapy, KOTOpas He MpeJHa3HaueHa JUIsl MoTpeduTened U B KOTOPYIO
MOMEIIEHO JIEKapCTBEHHOE CPEJICTBO, JOKHA HAHOCUTHCS HHGOpMalMs O HAaUMEHOBAaHUHU, CEPUU
JICKapCTBEHHOTO CPEJICTBA, JIaT€ BBIMYCKA, KOJUYECTBE BTOPUYHBIX (TMOTPEOUTENHCKHX) YIIaKOBOK
JIEKapCTBEHHOTO CPECTBA, MPOU3BOAUTEINIE JIEKAPCTBEHHOTO CPEACTBA C YKAa3aHUEM HAWMEHOBAaHUS U
MECTOHAXOKACHUS IPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEACTBA (apec, B TOM YUCIIe CTpaHa U (MJIM) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPE/CTBA), a TAKXKE O CPOKE T'OJHOCTU JIEKAPCTBEHHOI'O CPEJCTBA U 00
YCJIOBHSX €r0 XpaHEHUs U MEePEeBO3KU, HEOOXOAUMBIE MTPEAYIPEIUTEIbHbIC HAAMMCH U MAaHUITYISTOPHbIE
3HAKH.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

11. Ha nepBuuHyl0 yNakoBKYy U BTOPUYHYIO (IOTPEOUTENHCKYIO) YIAKOBKY JIEKApPCTBEHHBIX
CPEACTB JJii BETEPUHAPHOIO IPUMEHEHHUs JOJDKHA HAHOCUTbCA Haanmuchk: "Jljis BeTepUHAPHOIO
IIpUMEHEHU".

12. Ha BropuuHyto (IOTpeOMTENbCKYIO) YHNAKOBKY JIEKaPCTBEHHOIO IIpernapara HaHOCHUTCSA
IITPUXOBOM KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUNCKYIO ®EAEPALMIO N BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOW ®EOEPALIUK
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

CraTtba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro denepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB U3 Poccunckon Pepepaumm
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyto @enepaiuio OCyIIECTBISAETCS B IMOPSIKE,
ycrtaHoBiieHHOM [IpaBurensctBoM Poccuiickoii @Penepauuu, B COOTBETCTBUM C TAMOKEHHBIM
3aKOHOAATETHCTBOM TaMOKeHHOro coro3a B pamkax EBpA3DC (nmanee - TaMoKeHHBIN c0103) U (WIIN)
3akoHoJaTenbcTBOM Poccuniickor denepauniv 0 TaMOKEHHOM JIEIIE.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

2. Brosumbie B Poccuiickyro denepaiuio JekapCcTBEHHBIE CPEACTBA JODKHBI OBITH BKJIIOYEHBI B

rOCY/IapCTBEHHBIN PeecTp JEKapCTBEHHBIX CPEJICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. Homyckaercs BBo3 B Poccuiickyro denepanuio KOHKPETHOM MapTHM 3aperuCTPUPOBAHHBIX U
(uM)  HEe3aperucTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, IMPEJHA3HAYEHHBIX JJIs  IPOBEACHUSA
KIIMHUYECKUX MCCIEN0BAaHUN JIEKAPCTBEHHBIX IPENapaToB, MPOBEACHUS JKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB JUIsl OCYIIECTBIEHHUS TIOCYIapCTBEHHOW PpErucTpaluyl JEKapCTBEHHBIX MpEnapaTtoB WU Ui
OKa3aHUs MEIMIMHCKON IMOMOIIM IO JKU3HEHHBIM ITOKa3aHMSM KOHKPETHOIO IallMe€HTa Ha OCHOBAaHUU
paspelleHusi, BbIJIAHHOTO YIOJHOMOYEHHBIM (peJiepaibHbIM OPraHOM MCIOJHUTEIBHONW BJIACTH 10
3asBJICHUSAM JIUI, YKa3aHHBIX B cTaTbe 48 Hacrosmero ®denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJIGHHMS W TPHUHIATHE pEIIeHUus O BblJauye pa3pelieHuss Ha BBO3 KOHKPETHOM MapTUH
3apErUCTPUPOBAHHBIX U (WJIN) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IPEIHA3HAUEHHBIX IS
MIPOBEJCHUS] KIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHBIX IIpPENapaToB, IPOBEIEHUS OSKCIEPTHU3BI
JIEKapCTBEHHBIX CPEACTB JJI OCYLIECTBIECHUS TOCYJapCTBEHHOW PETUCTPALMM  JIEKAPCTBEHHBIX
[pernapaToB WM JUIsl OKa3aHWUsS MEIUIMHCKOW IOMOIIM IO >KM3HEHHBIM MOKAa3aHUSM KOHKPETHOTO
namueHTa J1u0o o0 oTKa3e B BblJjau€ YKa3aHHOI'O pa3peleHHs IPOU3BOJATCS B CPOK, HE MPEBBIIAOIINI
ATy padounx nHel. [1naTa 3a Beljauy yKa3aHHOTO pa3pelleHusl He B3UMaeTCsl.

(B pen. deaepanbhoro 3akona ot 06.12.2011 N 409-03)

4. B Poccuiickyro ®denepannio MOKHO BBO3HUTH JIEKAPCTBEHHBIE CPEJICTBA, KAYECTBO KOTOPBIX
MOJTBEPKIAECHO  CEPTU(PHUKATOM  IMPOUZBOAMTENS  JEKAPCTBEHHBIX  CPEJACTB,  YAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3MMBIX JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUAM (apMaKoINeWHbIX cTaTel J1ubo B ciiydae
UX OTCYTCTBHUSI HOPMaTUBHOM JOKYMEHTAIlMU WJIK HOPMAaTUBHOTO TOKYMEHTA.

(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

5. 3anpemaercst BBo3 B Poccuiickyto @enepannio GpanbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HeI0OPOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPENICTB, KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPE/ICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcuduuupoBaHHbIE JEKAapCTBEHHbIE CPEICTBA, HEIO0OPOKAYECTBEHHBIE JIEKAPCTBEHHbBIE
CPEACTBA MOMJIEKAT UZBATHUIO U MOCIEAYIOLIEMY YHUUTOKEHUIO WK BbIBO3Y U3 Poccuiickon denepannu,
KOHTpa(aKTHbIE JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHIO U MOCIEAYIOIIEMY YHUUTOXKEHUIO. Y HUUTOXKEHUE
wim BbBO3 U3 Poccuiickoit ®enepanym  QanbCHPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HE/I00pOKAYECTBEHHBIX ~ JIEKAPCTBEHHBIX  CPEACTB, KOHTPA(aKTHBIX  JIEKApCTBEHHBIX  CPEICTB
OCYLIECTBJISICTCA 3a CYET JIMLA, OCYLICCTBUBIIEIO HX BBO3. [IOpANOK YHHUYTOXKEHMS W3BATHIX
¢banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEI0OPOKAUYECTBEHHBIX JICKAPCTBEHHBIX CPECTB,
KOHTpadaKTHBIX JEKapCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymectBistomme BB03 B Poccmiickyro  ®enepanuio  GanbCUBUIMPOBAHHBIX
JICKapCTBEHHBIX  CPEACTB, HEJOOPOKAaUYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JICKApPCTBCHHBIX CPEACTB, HCCYT OTBECTCTBCHHOCTHL B COOTBETCTBUU C TAMOKXCHHBLIM 3aKOHOAATCIHCTBOM
TamosxkeHHOTO cor03a U (MiIK) 3aKkoHoAaTenbcTBOM Poccuiickoit @enepaninu 0 TAMOXKEHHOM JIeJIe.

(B pen. PenepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BbIB03 s1ekapcTBEHHBIX cpeAcTB U3 Poccuiickoit denepanuu ocymecTisiercss 6€3 NpUMEHEHUsS
OTpaHUYEHUI, YCTAHOBJEHHBIX TaMOXXEHHBIM 3aKOHOJATEIIbCTBOM TaMOXXEHHOTro cor3a U (WIH)
3akoHozarenscTBOM Poccniickoin denepanuu 0 rocylapCTBEHHOM PEryJIMpPOBAaHUU BHEIIHETOPTrOBOU

JeSTeTbHOCTH.
(B pen. ®enepanbabix 3akoHOB oT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, or 22.12.2014 N
429-03)

Koncynprantllinroc: npumeyanue.
C 29.11.2019 ct. 47 nononusiercs 4. 9 (P3 ot 28.11.2018 N 449-D3). Cm. Oyayulyro peJakLuio.

CraTtba 48. Opugnyeckme nuua, KOTOpbIM pa3pelleH BBO3 JIeKapCTBEHHbIX CpeacTB
B Poccumnckyro ®enepauuto
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlekapcTBeHnHble cpenctBa B Poccuiickyro denepannto MOryT BBO3UTh:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) MNPOU3BOAUTCIIN  JICKAPCTBCHHBIX  CPCACTB  JJIA Lenaeu COOCTBEHHOTO IMPpONU3BOACTBA
JICKApCTBCHHBIX CPCIACTB;

2) UWHOCTpaHHBIE pa3padOTUMKH JIEKAPCTBEHHBIX CPEACTB W HHOCTPAHHBIE IPOU3BOAMTENN
JIEKapCTBEHHBIX CPEJCTB WIH JIPYrHe I0pUINYECKHUE JIUIIA 110 TOPYUEHHUIO pa3paboTurKa JIEKapCTBEHHOTO
CpEACTBa Ul IPOBEICHMS KIMHUYECKMX MCCIEN0BAHUM JIEKAPCTBEHHOI'O Ipenapara, OCYIIECTBIICHUS
rOCy/IapCTBEHHOW  pPErUCTpalliy  JIEKAPCTBEHHOTO IperapaTa, BKIOYEHHUS  (apMaleBTUYECKOU
CyOCTaHIIMHM B TOCYIAApCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJIS KauyecTBa JICKAPCTBEHHBIX
CPEICTB IPHU HAJMYMM pa3pellieHuss YIOJTHOMOYEHHOTo (heepaabHOro OpraHa MCIOJHUTENIbHOMN BIacTH
Ha BBO3 KOHKPETHOM NapTUU JIEKAPCTBEHHBIX CPE/CTB;
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

3) opranu3anuy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMY;

4) HayYHO-UCCIICJIOBATECILCKUE OpPraHU3alluk, OO0pa3oBaTeIbHBIE OPraHU3AlUU  BBICIIETO
o0Opa3oBaHMs, MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB s pa3pabOTKH, HUCCICIOBAHUMA, KOHTPOJIS
0e30macHOCTH, KavecTBa, A(PQGEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB NpPU HAIUYUAU Pa3pelICHHS
YIIOJTHOMOYEHHOTO (heZiepalibHOTO OpraHa UCIIOJHUTEILHON BIACTH;

(B pen. @enepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

5) MEIUIIMHCKNE OpraHu3alluy, NHbIE YKa3aHHbIE B ITyHKTax 1 - 4 HacTosiel craTbu OpraHu3alnuu
IUI OKa3aHWsI MEIULIUHCKON IIOMOIIM I10 )KM3HEHHBIM [TOKa3aHUAM KOHKPETHOTO ITALIMEHTA IIPH HAJTMYUU
pas3pelieHns: yrnoJIHOMOUYEHHOTO (eepaJbHOr0 OpraHa HMCIIOJHUTEIBHONW BIACTH HA BBO3 KOHKPETHOU
[apTUHU JIEKApCTBEHHOI0 IpenapaTa, BbIAAHHOTO B YCTAHOBJIEHHOM IOpsAIKe B (OpMeE 3JIEKTPOHHOIO
JIOKYMEHTA, MMOAMMCAHHOTO YCHJICHHON KBATN()UIIMPOBAHHOMN 3IEKTPOHHON TOMHCHIO.
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

Cratba 49. [IOKyMeHTbl, nNpeacTtaBnseMble B TaMOXeHHble opraHbl Poccunckoun
Penepauunm nNpu BBO3e fieKapCcTBEeHHbIX cpeacTB B Poccuinckyro denepauuto
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Tlpu BBO3e JnekapcTBeHHBIX cpeAcTB B Poccuiickyro dDenepanuio B TaMOXEHHBIE OpraHbl
Poccuiickoii  ®epeparuu  HapsAxy C JOKYMEHTAMH, NPEACTABICHHE KOTOPBIX IMPEIYCMOTPEHO
TaMO>KEHHBIM 3aKOHOAATEJIhCTBOM TaMOXEHHOro coro3a U (WiIM) 3aKOHOJATeNbcTBOM Poccuiickoit
Penepanny 0 TAMOKEHHOM JI€NI€, IPEACTABISIOTCS CIEAYIOIIME TOKYMEHTHI:

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) ceprtudukar TPOU3BOIUTENS JICKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIONINH COOTBETCTBHE
BBO3MMOI'O JIEKAPCTBEHHOI'O cpejacTBa TpeboBaHusM (apmakoneitHod craThu JuOO B cioydae ee
OTCYTCTBUSI HOPMATUBHOW JJOKYMEHTAIIUU I HOPMATUBHOTO JOKYMEHTA;

2) paszpelieHue YHOJIHOMOUYEHHOTO (eepaslbHOro opraHa HCIOJHMTENbHOM BJIacTH Ha BBO3
KOHKPETHOM MAapTHUH JIEKAPCTBEHHOI'O CPEJICTBA B CIydYasX, YCTAHOBJIEHHBIX YacTbio 3 craTbu 47
Hacrosuiero denepaabHOro 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHble B NMyHKTax | u 2 yacTu 1 HacTosmiedl cTaTbu, MPEACTABIAIOTCS B
TaMOXeHHble opraHbl Poccuiickoit @enepanun npu NpuObITUN JEKapCTBEHHBIX cpeAcTB B Poccuiickyto
denepanuio.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 50. BB0o3 nekapcTtBeHHbIX npenapatoB B Poccuickyrwo ®Pepepauuio ans
FINYHOroO UCMONIb30BaHUA U UHbIX HEKOMMEPUYECKUX Lerien, a Takke Ansi ICNOoSb30BaHUSA
Ha TeppuUTOPUM MeXAyHapoAHOro MeaAULMHCKOro Krnacrepa
(B pen. Denepanbbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexkapcTBeHHbIE mpemnapaTtbl MOryT ObITh BBe3eHbl B Poccuiickyro denepanuio 0e3 yuera
TpeOOBaHUH, MPeTyCMOTPEHHBIX YacTsaMu | - 4 crateu 47, ctatbsimu 48 u 49 Hacrosmero deaepanbHOro
3aKOHa, €CJIM OHU MPEIHA3HAYEHBbI JJIs:

(B pen. denepanbhoro 3akona ot 06.12.2011 N 409-03)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

1) nMUYHOrO WCHONB30BaHUS (PUIMUCCKUMH JHIaMH, TpUOBBIIMMU B Poccuiickyro ®eneparuio.
I[Ipu »stoM BBO3 B Poccuiickyto @Denepanuio JEKAPCTBEHHBIX IIPENaparoB, COJEpIKaIIUX
CWIBHOJACUCTBYIOIINE U (WUJM) SAJIOBUTHIC BEIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICUCTBYIOIIMX BEIIECTB JJIA €€l YroJIOBHOrO 3aKoHoJarenbcTBa Poccuiickoit denepanuu U B
CIIMCOK SIIOBUTBIX BEILIECTB Ul LE€JIEW YrOJIOBHOIO 3aKoHojarenbcTBa Pocculickon denepauuy,
yrBepxkaeHHble [IpaBurensctBoMm Poccuniickoit denepanuu, oCylecTBISETCA MPU HAJTUYUH TOKYMEHTOB
(3aBepeHHBIX KONUN JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMMCOK M3 HHUX), IMOJATBEPKIAIONIMX HA3HAUCHUE
¢buznueckoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX MIPENapaToB (3a MCKIIOUYEHHUEM JIeKapCTBEHHBIX
MpEnaparoB, 3aperucTpupoBaHHbix B Poccuiickoit ®exepanum U OTIyCcKaeMbiX B Poccuiickoi
Oenepannu 6e3 pelernTa Ha JeKapcTBeHHbIHN npemnapar). [loarBepkaaroiue JOKyMEHTHI (X 3aBepEHHbIC
KOIHMU WJIA 3aBEPEHHBIC BBIMUCKHU U3 HUX) JOJIKHBI COJIEPKaTh CBEJICHUS O HAMMEHOBAHUU U KOJIMYECTBE
HA3HAYEHHOr0 JIEKapCTBEHHOTO Mpemapara. B ciiydae, eciu NOATBEp)KIAIONIME JOKYMEHTHI (UX
3aBEpPEHHBIC KOMUU WM 3aBEPEHHBIC BBINUCKU M3 HUX) COCTaBJICHBI HA MHOCTPAHHOM S3bIKE, K HUM
MpujiaraeTcs HoTapuaJlbHO 3aBEPEHHBIN MEPEBOJ] HA PYCCKUM S3BIK;
(n. 1 B pea. @enepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) uCHONb30BaHUS PpabOTHUKAMH  AWIUIOMATUYECKOTO KOpIyca WIM  IPEICTaBUTENIMU
MEKIYHApOAHBIX OpraHu3aluid, aKKpeIuToBaHHbIX B Poccuiickoii denepannu;

3) 5edeHUs NACCaAXXMPOB M WIEHOB S3KMIIAXKEH TPAHCHOPTHBIX CPEACTB, IMOE3AHBIX Opurag u
BOAMTENEH TPAHCIIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyto @enepanuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN U YUACTHUKOB
MEXYHapOAHbIX dKCIIEIULIUN;

5) JICYHCHHA KOHKPCTHBIX JXKMBOTHBIX B 300IIapKaX, a TaK¥KC JKUBOTHBIX, BBO3UMBIX B POCCHfICKYIO
denepanyio UIst y4acTHs B CHOPTUBHBIX U 3PEUIIHBIX MEPONPUATHSIX;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6) UCTIOJIB30BaHUS HA TEPPUTOPUHU MEXKTYHAPOTHOTO METUIIMHCKOTO KIacTepa.
(. 6 BBennen denepanbHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. B ciaywasx, npelyCMOTPEHHBIX 4acThlO | HAcTOSAIIEH CTAaThbH, AOIyCKaeTcs BBO3 B Poccuiickyro
denepannio JIEKapCTBEHHBIX IIPENapaToB, HE 3apErUCTPUPOBAaHHBIX B Pocculickon denepanuu.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlexkapcTBEHHbIE Npenapatsl, MpeHa3HauYeHHbIE I T'YMaHUTapHONW MOMOIIM (COJENCTBUSA) WIH
IIOMOLIM TIPU YpE3BbIUANMHBIX CHUTyalMsX, BBo3iATcd B Poccuiickyro @Penepanuio B HOpAIKE,
yctanoBieHHoM [IpaButenbctBom Poccuiickoit ®enepanun. 3ampemaercss BBo3 B Poccuiickyro
@denepalvio  HE3aPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  IIPENaparoB,  NPEJHA3HAYCHHBIX A
rYMaHUTapHON MOMOIIH (COAEHCTBHS) WM MIOMOILY IIPU YPE3BBIYANHBIX CUTYALIUSIX.

(B pen. deaepanbhoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuuecTBO chbegepanbHOro opraHa WCNONHUTENLHOW BRacTy,
YyNnONMHOMOYEHHOro B 00OnacTM TaMOXEHHOro pgena, WM ApPYrux YMNONMHOMOYEHHbIX
c¢hepepanbHbIX OPraHOB UCNOJTHUTENTLHOWN BacTun
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

1. VYmomHoMoueHHbIe (eaepanbHble OpraHbl HWCHOJHUTEIBLHON BIACTH MPEIOCTABISIOT B
pacriopsbkeHue (eepaJbHOr0 OpraHa HCHOJHMTENBHOM BIAcTH, YIOJIHOMOYEHHOTO B 001acTH
TaMOXXCHHOTO JIeJla, TOCYAAapCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEACTB, a Takke HH(OpMAIUIO O
BBIJIAaHHBIX pa3pelIeHUs X Ha BBO3 KOHKPETHOM IIAapTHM JICKApCTBEHHBIX CPEIACTB B CIy4Yasx,
YCTaHOBJIEHHBIX 4acThio 3 craThu 47 HacTosero deaepanbHOro 3aKOHa.

2. ®enepanbHBIA OpraH HMCIOJHHUTEIBHON BJIACTH, YIOJHOMOYCHHBIH B OOJACTH TaMOXXEHHOTO
nena, THPOPMUPYET yKa3aHHBIC B YaCTH | HACTOSIIEH CTaTbU YIIOJTHOMOYEHHEIE (peiepalibHbIC OpPraHbI
HCTIOJHUTEJIBHOM BJIACTM O BBO3E JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro denepaliiio U BBIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoit deneparnuu mo GopMe U B MOPSAKE, KOTOPHIE YCTaHOBIICHBI
[IpaBuTenscTBoM Poccuiickoi denepanuu.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTBneHue cpapmMaLeBTUYECKOU AEATENBHOCTHU

1. dapmaneBTrueckasi JeATEILHOCTh OCYIIECTBISICTCS OpraHu3alUsMU OINTOBOM TOPTOBIH
JIEKapCTBEHHBIMU  CPEACTBAMHM,  ANTEYHBIMU  OpPTaHHU3aAIUSIMU,  BETEPHUHAPHBIMH  ANTEUHBIMH
OpraHu3alMsIMH, WHIUBUTyaJIbHBIMU MpeANPUHUMATEISIMH, UMEIOIIUMH  JTUIICH3UIO Ha
(bapmaleBTUYECKYI0 AESTeNbHOCTh, MEIUIIMHCKUMHU OpTraHU3alUsIMH, HUMEIOUIMMH JIMIEH3UI0 Ha
(dapMaleBTHYECKYIO JCSITEIbHOCTh, W WX O0OCOOJCHHBIMU MOJApA3JCIICHUsIMU (aMOyJIaTOpUSIMH,
denpamepckuMu U QeNbIIIePCKO-aKyIIEPCKUMH  MYHKTaMH, LEHTpaMu (OTIENICHUsMHU) OOIIei
BpayeOHOU (CEeMEHOM) MPaKTHUKU), PACIOJIOKEHHBIMH B CEJIbCKUX HACENEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPraHMU3AlMH, U BETEPUHAPHBIMH OPTraHU3alUsSIMU, UMEIOUIMMH JIMIEH3UI0 Ha
(hapMaIreBTHYECKYIO ICITEILHOCTD.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2. ®usnueckue JHIla MOTYT OCYHIECTBIATH (PapMaleBTUUECKYIO JEATENbHOCTh MpPHU HAJIUYUU
BBICLIET0 WJIM CPEIHEro (hapMaleBTHUECKOro o0pa3oBaHus M cepTU(UKaTa CHEIMAINCTa, BHICIIETO WU
CpEeHeTO BETEPMHAPHOTO 0Opa30BaHMA M CepTU(UKATA CHENUAINCTA, a TAaKXKe BBICIIETO WIH CPEIHETO
MEIULMHCKOr0 00pa3oBaHus, cCepTHU(UKATa CIELUATUCTa U JOMOJHUTEIBHOIO MpPOpEeCCHOHATHLHOIO
o0Opa30BaHMs B YaCTH PO3HUYHOW TOPIOBIIM JIEKAPCTBEHHBIMU IpenapaTaMH MpU YCIOBHHM UX PabOTHI B
000C00JIEHHBIX MOAPA3eICHUIX MEIUIIMHCKUX OpraHu3alui, yKa3aHHbIX B yacTu | HacTosIEel cTaThy.
(uactsb 2 B pen. enepanproro 3akoHa ot 27.07.2010 N 192-D3)

Koncynprantllntoc: nmpumeuanue.
Cr. 52.1 Berynaer B cuity ¢ 29.11.2019. JlekapcTBeHHbIE npenapaThl 411 MEAUIIMHCKOIO IPUMEHEHMS,
BBEJICHHbIE B TpakaaHCKuii o0opoT mo 29.11.2019, momnexxkaT XpaHEHHIO, TEPEBO3KE, OTMYCKY,

peanu3anuu, Tepeaade, MPUMEHEHWI0 10 ucTedeHus cpoka ux romHoctu (D3 or 28.11.2018 N
449-D3).

Cratba 52.1. BBoa B rpaxpaaHcKkum OOOpPOT neKapCTBEHHbIX npenapaTtoB Ans
MeAULIMHCKOro npMmMmeHeHus
(BBeneHa @enepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

1. Ilepen BBOAOM B TpaskJaHCKH 000POT KXKIOH CEpHM WM KaKAOH MapTUH MPOU3BEACHHOTO B
Poccuiickoit denepannu J€KapCTBEHHOIO Npenapara 1l MEIULIUHCKOTO IPUMEHEHHS, 3a UCKIIOYCHUEM
MMMYHOOHOJIOTHUECKUX  JICKAPCTBEHHBIX  IPEMapaToB, MPOU3BOIUTEIb TAaKOTO JIEKAPCTBEHHOTO
npernapara MnpeJcTaBiseT B (pefepalibHblii OpraH MCIIOJHUTEIbHON BJIACTH, OCYLIECTBISIOIINN (QYHKINU
[0 KOHTPOJII0O U Hag30py B cdepe 3ApaBOOXpPaHEHUs, JOKYMEHT IPOU3BOJIUTENS JIEKAPCTBEHHOTO
CpPEICTBa, IOATBEPXKNAOIIMNA  KAa4eCTBO  JIEKAPCTBEHHOIO  Ipemapara, U MOATBEPKICHHE
YIIOJIJHOMOYEHHOI'0 JIMLA IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOIO
npemnapara TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPU €0 FOCYJapCTBEHHON perucTpanum.

2. Tlepen BBOJOM B TPaKIAHCKUU OOOPOT KXKIAOW CEpPUM WM KAXKJIOW MAPTHU BBO3UMOTO B
Poccuiickyro  ®@enepauuio JIEKapCTBEHHOrO Ipemapara JUuisi MEIMUHUHCKOTO IPUMEHEHHUs, 3a
UCKITIOYCHUEM HMMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MPEMapaToB, OPTaHHW3aIs, OCYIIECTBIISIOIIAS
BBO3 JIEKapCTBEHHOIo mpemnapata B Poccuiickyto ®eznepanuio, npeacTtaBiseT B (eaepaibHbld Opra
WCTIOJTHUTEIGHOW  BIIACTH, OCYHIECTBISIOMMK (YHKIMH TIO KOHTPOJIIO M Ham3opy B cdepe
3IpaBOOXpaHEHUs, CepTU(PUKAT MPOUZBOAUTENS JICKAPCTBEHHOTO  CPEICTBA,  YIOCTOBEPSIOIIMIA
COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOTO TpenapaTa TpeOoBaHUAM (apMaKOINEeHHOM CTaThH, a B CIIydae
OTCYTCTBHs (hapMaKOINEeWHON CcTaTbu TPeOOBAaHUSM HOPMATHUBHON JOKYMEHTALlMHM, U TOATBEPXKIACHUE
MPEICTaBUTENSL OPraHU3AlMK, OCYILIECTBISIONIEH BBO3 JIEKAPCTBEHHOrO Ipenapara B Poccuiickyro
Qdenepaudido M YIOJHOMOYEHHOW HMHOCTPAHHBIM  IPOM3BOJAUTENEM JIEKAPCTBEHHBIX  CPEJICTB,
COOTBETCTBHS BBO3MMOTO JICKQPCTBEHHOTO TIperapara TpeOOBaHUSM, YCTAHOBJICHHBIM TIPU €rO
rocyAapCTBEHHOM perucTparmu.

3. [opsnok mpeacTaBiIeHUsT B COOTBETCTBUH C YacTsMHU | M 2 HacToOsIIeH CTaTbu JTOKYMEHTOB U
CBEICHMIl O JIEKapCTBEHHBIX IIpernaparax, BBOJUMBIX B TPaXJAHCKUI 00OpOT, yCTaHaBJIMBAETCS
[IpaBurensctBoM Pocculickoit denepanun.

4. B OTHOUIEHMHM TMEpPBBIX TPEX CEpUM WIM NapTUM JIEKAPCTBEHHOrO IIpenapara, BIEpBbIE
npousBeieHHOro B Poccuiickoir @enepanuu uiaM BOEpBble BBO3UMOTo B Poccuiickyro deaepanuio, B
benepanbHBIA OPraH UCMOIHUTENBHON BIACTH, OCYIIECTBISIFONIMKA (DYHKIIMKA IO KOHTPOIIO M HAI30py B
cdepe 31paBOOXpaHEHUS, TOTOJHUTEIBHO MPEACTABISIETCS TPOTOKOJ UCIIBITAHUN O COOTBETCTBUU CEPUU
WM TapTUU JIEKapCTBEHHOIO Mpemnapara Uil MEOULIMHCKOrO IPUMEHEHHUs IT0Ka3aTesisiM KadecTBa,
MPEAYCMOTPEHHBIM HOPMAaTHBHOM JIOKYMEHTalluel (najee - MPOTOKOJ HCHIBITAHUI), MPOBOJUMBIX
aKKpeJIUTOBAHHBIMH B COOTBETCTBUU C 3aKOHOAATENhCTBOM Poccuiickoit deneparn 00 akKpeAUTalUU B
HallUOHATBHOM  CHUCTEME  aKKpeAuTaluu  (eaepaibHbIMU  TOCYIapCTBEHHBIMU  OIOJIKETHBIMU
YUPEKICHUSIMHU,  TOJABEAOMCTBEHHBIMH  (eiepaibHOMYy  OpraHy  HCIOJHHUTEIbHOW  BIACTH,
OCYIIECTBISIOMIEMY (YHKIIMM 1O BBIPA0OTKE W peaju3alii TOCYJAapCTBEHHOM TOJUTUKH U
HOPMAaTUBHO-TIPABOBOMY PETYJIHUPOBaHHIO B cdepe 3apaBooxpaHeHus, H (eaepalbHOMy OpraHy
WCIIOJIHUTENIBHON  BJIACTH, OCYIIECTBIAIOLIEMY (YHKIMU 10 KOHTPOJIIO M Haa3opy B cdepe
3npaBooxpaHeHus. [lopsmok BeigaunM ykazaHHBIMU (efepaibHBIMU TOCYAapCTBEHHBIMH OIOIKETHBIMH
YUPEXKACHUAMHU JAHHOTO MTPOTOKOJIA U pa3Mep IUIATHI 3a €ro BblJauy ycTaHaBIMBaKOTCA [IpaBuTenscTBOM
Poccuiickoit denepanun.

5. Exxeronno He mo3aHee 1 ¢heBpasns MpOU3BOIUTENN JEKAPCTBEHHBIX CPEJICTB WJIM OpTraHU3AINH,
OCYUIECTBJISIONIME BBO3 JIEKAPCTBEHHBIX NpemnapatoB B Poccuiickyro denepanuio, NpeacTaBiIsiOT B
(dbenepaibHBIA OpraH UCIOJTHUTEIBHON BIIACTH, OCYIICCTBISIONINN (DYHKIIMU IO KOHTPOJIIO M HA/I30py B
cdepe 3apaBoOOXpaHEHUS, TPOTOKOJ HCTIBITAHUHN MOCTYIHUBIIETO B TEUEHUE T0Jla B TPAKIAHCKUN 000pOT
JIEKApCTBEHHOT'O TpernapaTa KOHKPETHOTO TPOU3BOAUTENST (HAa OJHY CEpPHI0 KaXJI0ro TOPTrOBOTO
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HAaMEHOBAHHUS C YYETOM JICKApCTBEHHOH ()OPMBI U JOMPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B
COOTBETCTBUM C 3aKoHonaTenbCcTBOM Poccuiickoit ®dexepauuu 00 akKpeAUTalMM B HAlMOHAIBHOM
CHCTEME aKKPEAUTAUU UCIBITATeIbHBIMU JTA00pAaTOPHSIMHU (LICHTPAMHU).

6. IlpousBoauTenu JIEKAPCTBEHHBIX CPEJICTB MM OpPraHU3allMM, OCYLIECTBISIOLIME BBO3
JIEKapCTBEHHBIX NpenapatoB B Pocculickyro denepanuio, HE MEHEE YEM 3a OJIMH TOJ 0 IJIAHUPYEMBIX
IIPUOCTAHOBIICHHUS] WM IPEKpaIleHUs IMPOU3BOJACTBA JIEKAPCTBEHHBIX IpernaparoB WJIM HMX BBO3a B
Poccuiickyro ®enepanuio yBeIOMISIOT 00 3TOM (hefepasibHBI OpraH HCIOJHUTEIBHON BJIACTH,
OCYILIECTBISAIONIMNA (PYHKIIMU IO KOHTPOJIIO U HAA30py B chepe 3apaBooXpaHeHus U (peaepanbHblil opran
WCIIOJIHUTEIGHON  BIACTH, OCYHISCTBISIOMUNA  (QYHKIMH 1O  JHUICH3UPOBAHUIO  MPOHM3BOJICTBA
JIEKapCTBEHHBIX CPEICTB.

7. BBoA B TpakHaHCKUK OOOPOT KaXAOH CepuU WM KaXIO0W MapTHH MMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOI'O Ipenapara, npousseseHHoro B Poccuniickoit denepanuu uinm BBo3UMoro B Poccuiickyro
denepanyio, OCYMIECTBISETCS HAa OCHOBAHWUHW pa3pelICHUs, BBIIAHHOTO (eepalibHBIM OpraHOM
UCIOJHUTEJIBHOM BJIAcTH, OCYHIECTBISIOIIMM (YHKUMH 10 KOHTPONIO U Haa3opy B cdepe
3paBOOXPAaHEHHs, HAa OCHOBAHWHU BBIJAHHOTO (elepalbHBIMA TOCYIAPCTBEHHBIMH OFOKETHBIMU
YUPEKICHUAMY, YKAa3aHHBIMU B 4acTU 4 HACTOSLIEH CTAaThbH, 3aKIIOYEHHS O COOTBETCTBUU CEPUM WM
apTUU UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IMpenapara TpeOOBaHUSAM, YCTAaHOBIIEHHBIM IPU €ro
rocyJapcTBeHHol peructpanuu. [opsaok Bbiauu pa3pellieHrs Ha BBOJ B TPaKAaHCKUNA 000pOT cepuu
WIH TAPTUH IMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara, a Takke MOPsI0K BbIIa4l YKa3aHHOTO
3aKJIIOYEHUS M pasMep IulaThl 3a €ro BblAady ycraHasiaubarorcsa IIpaBurensctBom Poccuiickoit
denepanuu.

8. 3a HempeACTaBICHUE WJIM HECBOEBPEMEHHOE IMPEACTABICHUE JOKYMEHTOB U CBEJICHHIA,
MIPETYCMOTPEHHBIX YacTsamu 1, 2, 4, 5 u 6 HacTosIIel CTaThH, MPOU3BOIUTEIH JICKAPCTBCHHBIX CPEJCTB H
OpraHM3alliy, OCYILECTBISIOUINE BBO3 JIEKApPCTBEHHBIX MpemnapatoB B Poccuiickyio denepaiuio, HeCyT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.

9. IlpencraBineHune JTOKYMEHTOB M CBEIEHUH, MpeayCMOTpeHHbIX dacTsMu 1, 2 u 4 HacTosuen
CTaTbM, M TMOJY4YEHHE NPEIyCMOTPEHHOTO YacThlO 7 HACTOSILEH CTaTbU pa3pelieHus] Ha BBOJ
MMMYHOOHOJIOTHUECKOTO JICKApCTBEHHOI'O IpenapaTa B TpakKAaHCKUH 000poT He TpedyroTcs B
OTHOIIEHWU JIEKAPCTBEHHBIX IpernapaTroB, MpeAHa3HAYEHHbIX JJI1 TPOBEACHHUS  KIMHUYECKUX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX IPENApaTOB, MPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB I
OCYILIECTBIICHUS] TOCY/AapCTBEHHOW pPErucTpaliy JIEKapCTBEHHBIX MpENnaparoB, a TAakKe B OTHOIICHUU
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, MPEJHA3HAYCHHBIX NI OKa3aHUs MEIULMHCKOU
MTOMOLIH T10 ’KU3HEHHBIM MOKa3aHHUsIM KOHKPETHOTrO MalueHTa, BBO3UMbIX B Poccuiickyro ®dexnepanuio B
COOTBETCTBHHM C 4acTbio 3 cTaThk 47 HacTosimero PenepajbHOro 3aKOHa.

10. Tlpu BBISBIEHUH B TPAXKAAHCKOM 00OpOTE CEpHM WM TMApTHU JIEKAPCTBEHHOTO Mperapara,
JOKYMEHTBl U CBEICHHUS O KOTOPBIX, NMPEAyCMOTpeHHble dacTsMu 1, 2 u 4 Hacroseill craTb, He
npescTaBieHbl B (efepalbHbIi OpraH HCHOJHUTENBHON BIIACTH, OCYLIECTBISIIOIIMM (DyHKUIMH TO
KOHTPOJIIO U HAaA30py B cepe 3apaBOOXpaHEHUs, MO0 CEpUM WM MapTMM MUMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipernapara, HE MMEIOMIMX pa3pelieHuss Ha BBOJ B TpaXKIaHCKUH 000poT,
NPEJYCMOTPEHHOT0 4YacThlO0 7 HACTOsIIEH CTaTbd, (eepalbHbIi OpraH HCIOJHUTENBHONH BIACTH,
OCYIIECTBISIONMN (YHKIMU [0 KOHTPOJNIO M HaA30py B cdepe 3ApaBOOXpaHEHHS, B MOPAJIKE,
ycraHoBiieHHOM [lIpaButensctBoM Poccuiickoit @enepanyy, NPUHUMAET PELIEHUE O MPEKpalleHUun
IpaX/JIaHCKOro0 000poTa TaKMX CEpUM WIM MapTUU 1O MPEACTABICHUS YKa3aHHBIX JIOKYMEHTOB H
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CBEJCHUH 100 MOTy4eHHs YKa3aHHOTO pa3peIleHHs.

Cratbsa 53. Npoaaxa, nepeaaya NekapcTBeHHbIX CPeACTB OpraHM3auMaMu onToBOM
TOProBny NeKapCTBeHHbIMU cpeacTBaMMU

1. Opranusanuu onToBOM TOPrOBJIM JEKAPCTBEHHBIMU CPEACTBAMHU MOT'YT OCYILECTBIIATh MPOJAXY
JICKAPCTBEHHBIX CPEICTB WM IIepelaBaTh MX B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickon
Denepauuy nNopsIKe:

1) apyrum opranusanusmM OlnTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IpOU3BOIUTEISAM JICKAPCTBEHHBIX CPECTB IS 1ieJIeil TPONU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeyHbIM OpraHU3alUsAM U BETEPUHAPHBIM allTEYHbIM OpraHU3alUsiIM;

4) Hay4HO-MCCIIEJ0BATENbCKUM OPraHU3aLUAM [Tl HayYHO-HCCIIe10BaTeIbCKONH paboThI;

5) WHOIUBUAYaTbHBIM TNPEANPHUHUMATENSIM, HMEIONIMM JIMIEH3UI0 Ha (apMameBTUYECKYIO
JEATEIbHOCTD WIH JTULEH3UI0 HA MEAULUHCKYIO IEATEIbHOCTD;

6) MEIULIMHCKUM OpraHu3alusiM, BETEPUHAPHBIM OpraHU3aLUsIM;
7) opranu3anusM, OCyIIeCTBISIONIMM pPa3Be/IeHHEe, BIpalllUBaHUE U COAEP)KaHUE )KUBOTHBIX.

2. OpraHu3anyy ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEICTBAMHU 00SI3aHBI XPAHUTH 3aKYIIJICHHYIO
(bapMaleBTUUECKYI0 CYOCTaHLMIO CIUpPTa 3TUIOBOrO (3TaHOJA), OCYLIECTBIATh €€ peaau3alfio WU
repeaady B YCTAaHOBJIEHHOM 3akoHoAarenbcTBOM Poccuiickoin denepanuu MOpsAIKE OPraHU3aLUsAM,
yKa3aHHBIM B ITyHKTax | - 7 yactu 1 Hacrosel craThy, B Tape 00beMoM He Oosee 1 muTpa.

(dactb 2 BBeneHa denepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

Cratbs 54. NpaBuna onToBOM TOProBSU JIEKAPCTBEHHLIMU CpeacTBaMuU

OntoBass  TOProBiis  JIGKAPCTBEHHBIMH  CPEACTBAMH  OCYIIECTBIISICTCS  MTPOU3BOIUTEISIMHU
JIEKAPCTBEHHBIX CPEICTB M OPraHU3alUsSMH ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU IIO
MpaBUjiaM HaJJIekKallew TUCTPUOBIOTOPCKOM MPAKTUKHU U TIpaBUjIaM HaJJIeXKallel MPaKTUKH XPaHSHUS U
MEPEBO3KU JIEKAPCTBEHHBIX MPENApPaTOB, YTBEPKIECHHBIM COOTBETCTBYIOIIMMH YIOJHOMOYEHHBIMU
(dbenepalbHBIMUA OpraHaMU UCTIOTHUTEIHHON BIIACTH.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CraTtba 55. MNopsagok pO3HMYHOM TOProBIU NeKapCTBEHHbIMM NpenapaTtamu

1. Po3HuMYHas TOpProBis JIEKapCTBEHHBIMHM NpenapaTaMM B KOJIMYECTBAX, HEOOXOAUMBIX JUIs
BBITIOJTHEHUST BpayeOHbIX ((enbaiepckux) Ha3HAaYeHUN MM Ha3HAUYE€HUH CHEeNMaTUCTOB B 001acTu
BETEPUHAPUM,  OCYILECTBISAETCS  ANTEUYHbIMM  OpPraHM3AlMsAMHM, BETEPUHAPHBIMH  ANTEUYHBIMU
OpraHM3alysIMH,  WHIUBUAYAIbHBIMU  NPEAIPUHUMATEISIMH,  HWMEIOIIUMHU  JIMLEH3UI0  Ha
(bapMareBTUYECKYI0 JAESITEIbHOCTb, MEAWIUHCKUMH OpPraHU3alMsIMM, HMEIOIUMH JIMIIEH3UI0 Ha
(bapMaleBTUUECKYIO JESTeNbHOCTb, W HUX 000COOJEHHBIMU MoOjpa3zeneHusiMu (amOynaTopusMu,
benpamepckuMu ¥ QEIbAIIEPCKO-aKYIIEPCKUMHU  [TyHKTaMH, LEHTpaMH (OTJAeNeHUsIMH) oOIei

www.consultant.ru Crpannna 103 u3 127
HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=286610&date=18.07.2019&dst=100352&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=286610&date=18.07.2019&dst=100353&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=110404&date=18.07.2019&dst=100013&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=210619&date=18.07.2019&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=201163&date=18.07.2019&dst=100668&fld=134

Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

BpayeOHOU (CEeMEIHOM) MpPaKTHUKM), PACHOJIOKEHHBIMU B CEIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpPraHMU3alMM, U BETEPUHAPHBIMH OPraHU3alUsIMU, UMEIOUIMMH JIMIEH3UI0 Ha
(hapMaleBTHUECKYIO JIeATeIbHOCTh. PaspemieHa po3HWYHAs TOPTOBIS TOJBKO JIEKAPCTBEHHBIMU
npernapaTamu, 3aperucTpupoBaHHbiME B Poccuiickoii ®epepanu WIM HU3TOTOBJICHHBIMU ANTEUHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeYHBIMU OpraHu3aIusIMu, WHIVBUIYTbHBIMU
NpeANpPUHUMATENSIMU, UMEIONIMMH JIMLIEH3UI0 Ha (apMalleBTUUECKYIO JIeATeIbHOCTh. Po3HMYHAs
TOProOBJsl JIEKAPCTBEHHBIMM TIpernaparaMd OCYLIECTBISETCS 10 TMpaBWiIaM HaJUIeKalled anTeuHon
MPAKTUKHU, YTBEPKIACHHBIM YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

(B pen. deaepanbHbIx 3aKk0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

2. Bunpl anredHbIX oOpraHM3alMi M NpaBWia OTIYCKa JIEKAPCTBEHHBIX IIpPENnaparoB JJis
MEAULMHCKOTO IMPUMEHEHUS aNTEYHbIMM OpraHU3alUsMHU, WHIUBUAYAJIbHBIMU MPEAIPUHUMATEISAMH,
MMEIOIIMMHU JIMIEH3HIO0 Ha (hapMalleBTUUYECKYIO JAESTEIbHOCTb, @ TAKXKE IPAaBUIIa OTITYCKA JIEKAPCTBEHHBIX
[IpenapaToB Ui MEAUIMHCKOTO NPUMEHEHUS MEIULIMHCKMMM OpraHU3alUsIMH, UMEIOLIUMU JIULEH3UIO
Ha (apMaleBTUYECKYIO AEATENbHOCTh, U HMX 000COOJIEHHBIMU THOJpasfeneHus MU (amMOyaaTopusMu,
denpamepckuMu M QETBAMIEPCKO-aKYIIEPCKUMH  ITyHKTaMH, LEHTpaMH (OTIAENeHUsIMH) OO0Imei
BpaueOHOM (ceMeHOI) MpakTHKH), PACIONOKEHHBIMH B CEJIbCKUX HACEIEHHBIX IMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIllT€YHbIE OPTaHU3aIlMH, YTBEPXKIAIOTCS YIIOJIHOMOYEHHBIM (ellepalbHbBIM OpPTaHOM
MCIIOJHUTEJIbHOM BIacTH.

(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. IIpaBuia oTIycka HAPKOTUYECKUX CPEJICTB M ICHXOTPOITHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
KaueCTBC JICKAPCTBCHHBLIX MPCIaparoB, JCKAPCTBCHHLIX IIpCrapaTroB, COACPKAIIUX HAPKOTHUYCCKUC
CPEICTBA W TIICUXOTPOIHBIC BEIIECTBA, YTBEPXKIAIOTCS YIIOJIHOMOYECHHBIM (pellepalIbHbIM OpPraHOM
WCTIOJTHUTEIBHOM BIIACTH IO COTJIACOBAaHHMIO C (pemepanbHbBIM OpraHOM HCIIOJHUTENLHOW BIIACTH,
YIIOJTHOMOYEHHBIM B chepe BHYTPEHHHX JIEII.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. HCKapCTBeHHHe npenaparbl Ik  BCTCPUHAPHOTO  IMPUMCHCHHUA - IMOMJIC)KAT  OTITYCKY
BC€TCPUHAPHBIMH AlITCUHBIMU OpTraHu3allkusaAMU, BCTCPUHAPHBIMU OpraHU3alusaAMU, HWHAWBUAYAJIbHBIMU
npeaApuHUMaTEeIIIMA, UMCIOIIUMHU JIMICH3UIO Ha q)apMaL[eBTI/ILICCKYIO ACATCIIbHOCTD. HpaBI/IJ'Ia OTITyCKa
JICKAPCTBCHHBIX MpCIapaTtoB JJid BCTCPUHAPHOTO MNPUMCHCHHA YTBCPKAAKOTCA YIIOJIHOMOYCHHBIM
(beﬂepaJ'ILHbIM OopraHomM HUCITOJTHUTEILHON BIIACTH.

5. llepeyeHb MEAMIMHCKMX OpraHW3allUi, WMEIOIIUX JMIEH3UI Ha (QapMaleBTUYECKYIO
JeSTelNbHOCTh, W WX  000COOJNIEHHBIX  MojpasfeneHuidl  (amOynaTopuid,  (enpamepckux U
(dhenpaepcKo-akyepcKux MyHKTOB, IIEHTPOB (OTACICHHI) o0Iel BpaueOHOM (CeMEHOM) MpaKTUKH),
PacIOJIOKEHHBIX B CEIbCKUX HACEJIIEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OPraHU3ALNH, a
TaK)X€ I€peueHb JIEKAPCTBEHHBIX IIPENapaToB (3a MCKIIOYEHHEM HapKOTHYECKHUX JIEKapCTBEHHBIX
IIPenapaToB M MCUXOTPOIHBIX JEKAPCTBEHHBIX MPENapaToB), MPoaka KOTOPBIX MOMXKET OCYILECTBIATHCS
YKa3aHHBIMH OpraHU3alusMU U UX 00OCOOJIEHHBIMHM MOJpa3fesIeHUsIMU, YCTAaHABIMBAIOTCA OpraHaMU
UCTIOJHUTENIbHOMN BiacTu cyObekToB Poccuiickoit @enepanuu.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

6. AnreuyHsle OpraHu3allid, WHIAUBUAYAJIbHBIE MPEANPUHUMATENN, HMEIOIIME JIMLEH3UIO Ha
(dapMalleBTUUECKYIO0  JeSTEIbHOCTh, O0sf3aHbl o0ecreurMBaTh  yTBepXkJIeHHbIH IIpaBuTEnbCTBOM
Poccuiickoit @enepannu U GOpMHUPYEMBI B YCTAHOBIEHHOM UM TOPSIIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX Ui OKa3aHUs MEAUIIMHCKON MOMOIIIH.
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(uactsb 6 B pen. enepanbHoro 3akoHa ot 25.11.2013 N 317-®3)

7. AnrteuHble OpraHM3allM, WHIUBHIyAJIbHBIC NPEANPUHUMATEIH, HMCEIOUIME JHILCH3HI0 Ha
(bapMaIeBTUYECKYI0 JIATENbHOCTh, HapsAgy C JIEKAPCTBEHHBIMH IMperaparaMd HMEIOT IPaBo
npuoOpeTaTh ¥ MPOJaBaTh MEIUIIMHCKUE U3CIUs, Ne3HH(DUIMPYIOINE CPEACTBa, IPEAMETHI U CPEICTBA
JUYHOW TUTHEHBI, TIOCYNy Ui MEIUIMHCKHX LeJel, MpeAMEeThl M CPeICTBa, NpeAHAa3HAYCHHBIC IS
yxo/1a 3a O0JIbHBIMH, HOBOPOXK/ICHHBIMHU U JICTBMH, HE TOCTUTIINMH BO3PACTa TPEX JIET, OYKOBYIO OITHUKY
U CpeICTBa yXoJa 3a HeW, MUHEpAIbHBIE BOJIBI, MPOAYKTHl JICUEOHOTO, AETCKOTO U JTHETUYECKOTO
NUTaHKs, OMOJIOTHYECKH aKTUBHbBIE J0OABKH, MaphroMEepHbIE 1 KOCMETHYECKHE CPECTBA, MEITUIIMHCKUE
U CaHMTapHO-TIPOCBETUTEIbHBIC TEYaTHBIC W3/JaHUs, NpPEAHA3HAYCHHBIC JUIA TMPOIAraHibl 30POBOTO
o0Opa3a KU3HH.

(B pen. @enepanbbix 3akoHOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-D3)

8. HlesTenbHOCTh anTeuyHbIX opranuzanuil Boopyxennbix Cun Poccuiickoit denepanuu, apyrux
BOICK, BOWHCKUX (POPMUPOBAHUI M OpPraHOB, B KOTOPBIX 3aKOHOAATENbCTBOM Poccuiickoit denepanuu
MPEeIyCMOTPEHO MPOXOXKACHUE BOEHHOM CHY>KObl WM (eaepalbHON TOCYTapCTBEHHON CIIyKOBbI,
CBSI3aHHOM C NPAaBOOXPAHUTEIBHOW JAESATEIbHOCTBIO, PErJIaMEHTUPYETCs HacTosmuMm DenepaabHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOIIMMH (eepalbHBIMU OpraHaMU HCIOJIHUTENBHON BIACTH
nosioxkeHusasMu. KOHTpOib 3a COOJIIOJCHHEM YKa3aHHBIMH aNTEYHBIMU OpPraHU3ALMIMHU TOJIO0KEHUN
HacTosero denepanbHOrO 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOIIMMH (eAepalbHbIMU OpraHaMH
HCIIOJIHUTEILHOMN BIACTH.

(B pen. @exnepanbHoro 3akona ot 13.07.2015 N 262-03)

CraTtbsa 56. U3aroTtoBneHue n OoTNycK fieKapCTBEHHbIX NpenapaToB

1. M3roroBineHue JEKAPCTBEHHBIX NPENapaToB alTEYHbIMU OpraHU3ALMSIMH, BETEPUHAPHBIMU
anTeYHBIMH OpraHU3alUsIMU, WHIWBUAYAJIBHBIMU MPEANPUHUMATENSIMHA, HMEIOIMIMMU JIMLIECH3UIO Ha
(bapMalleBTUUECKYIO ACSITENbHOCTh, OCYIIECTBISETCS MO pelenTaM Ha JIeKapCTBEHHBbIE Mpenaparhl, Mo
TpeOOBaHUSIM MEAUITMHCKUX OpraHU3alllii, BETEPUHAPHBIX OPTaHU3allMi B COOTBETCTBHH C TpaBUIAMU
W3TOTOBJIEHUS M  OTIIyCKa JIGKAPCTBEHHBIX IIPENaparoB, YTBEPKIAECHHBIMU  YIIOJITHOMOUYECHHBIM
(benepaibHBIM OPTaHOM UCIIOJIHUTEILHOMN BIACTH.

2. Ilpy M3roTOBIEHUM JIEKAPCTBEHHBIX IIPENAPATOB AlTEYHBIMUA OPraHU3alUsMU, BETEPUHAPHBIMU
anTeYHbIMM OpraHU3alUsAMH, WHJIUBUIYaIbHBIMU MPEINPUHUMATEISIMU, HWMEIOIIMMHU JIMIEH3UI0 Ha
(bapMareBTUYECKYIO JESTEeIbHOCTb, HCHOJIB3YIOTCSA (apMalleBTUYECKHE CyOCTaHIMHU, BKJIIOUCHHBIE
COOTBETCTBEHHO B FOCYAApCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB JUIsl MEIUIIMHCKOIO TPUMEHEHUS U
roCylapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO NIPUMEHEHUS B YCTAHOBJIEHHOM
nopsake. He nomyckaercs M3roTOBJIEHHE ANTEUHBIMM OPTraHU3ALMSIMH, BETEPUHAPHBIMHU ANTEUHBIMU
OpraHM3alysIMHM,  WHIUBUAYAJIbHBIMH  NPEANPUHUMATEISIMM,  HMMEIOIIUMMHU  JIMLEH3MIO  Ha
(bapmMalleBTUUECKYIO JESITENbHOCTb, JIEKAPCTBEHHBIX MPENaparoB, 3aperuCTpUpPOBaHHBIX B Poccuiickoii
denepanuu.

3. MapkupoBKka JIEKapCTBEHHBIX MPENapaToB, H3TOTOBJIEHHBIX AaNTEUYHBIMU OpraHU3aALUIMU,
BETEpUHAPHBIMU aNTEYHBIMH OpPTaHMU3ALMSIMHU, MHIUBUAYAJIbHBIMH TMPEANPUHUMATEIIMH, UMEIOIIUMU
JUIEH3UI0 Ha (apMaleBTHUECKYIO0 JAEATeIbHOCTh, M OQOPMIICHHE TAaKUX MPENnapaToB JOJTKHbI
COOTBETCTBOBATH MPABUJIaM, YKa3aHHBIM B 4acTH 1 HACTOSIIEH CTaThU.

4. ArniTeunbie OpraHu3anuu, BCTCPUHAPHBIC alITCYHBIC  OpraHu3alinu, HHIWBUIYAJIbHBIC
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npeanpruHuMaTeIii, UMCHOIMHUEC JIMICH3UIO HAa d)apMaL[eBTI/I‘IGCKYIO ACATCIBbHOCTD, HECYT OTBECTCTBCHHOCTD
3a HEecoOJIoZeHNE MpaBHJI M3TOTOBJIEHUS M OTIyCKAa JICKAPCTBEHHBIX IPENapaToB B COOTBETCTBHM C
3aKoHoarenscTBOM Pocculickon denepanuu.

Cratba 57. 3anpeweHue npoaaxum ¢anbCUPULMPOBAHHbIX JleKapCTBEHHbIX
CpeAcTB, HepobOpoKayeCTBEHHbIX  JIEKApCTBEHHbIX  CPeACTB,  KOHTpadaKTHbIX
neKapCcTBEHHbIX CpeacTB

[Tponaxka hanbcupUIIUPOBAHHBIX JEKAPCTBEHHBIX CPEIICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEeICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPECTB 3aIPELIACTCS.

CraTtbsa 58. XpaHeHMe nekapCcTBeHHbIX CpeacTB

1. XpaHeHWE JIEKapCTBEHHBIX CPEACTB OCYIICCTBISICTCS IMPOU3BOJAUTEISMU JICKAPCTBEHHBIX
CPEICTB, OpraHW3alUsMUd  ONTOBOH  TOPrOBIM  JICKAPCTBCHHBIMH  CPEACTBAMH,  ANTECYHBIMU
OpraHU3aIsIMH, BETCPUHAPHBIMU anTeYHBIMU OpraHu3alUsIMH, WH/IUBUYJIbHBIMUA
MPESIPUHUMATEIIIMU, UMCIOIIUMHA JIUIICH3UIO0 Ha (DapMarleBTHUECKYIO JIESATEIPHOCTh WIH JUICH3UIO Ha
MEJIUIUHCKYIO JIeATEIIbHOCTh, MEAUIUHCKUMH OpraHU3alMsMU, BETEPUHAPHBIMU OpPTaHU3ALUSAMHU U
WHBIMH OPTraHU3alUsSIMH, OCYIICCTBISIONMMHU OOpalleHrue JICKQpCTBEHHBIX CPEJICTB. XpaHCHHE
JICKApPCTBEHHBIX CPEJCTB JUISI BETEPUHAPHOTO TNPUMCHEHUS OpraHu3alMsIMd W WHIUBUAYATbHBIMU
MPEANPUHUMATEIIIMA B CITydasX, €CIM OHU WCIOJB3YIOTCS HUCKIIOYUTEILHO TIPU Pa3BelICHUH,
BBIpAIIMBAaHUM, COJICPYKAHUH U JICYCHUU KUBOTHBIX, MOXKET OCYIICCTBISIThCA 0€3 TOJTY4YCHUS JIMLICH3UU
Ha (apMaleBTUYCCKYIO IeATEIHHOCTb.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuia  XpaHeHHMs]  JICKAPCTBEHHBIX  CPEJICTB  YTBEPXKIAIOTCA  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPraHOM HCIIOJIHUTENIBHON BIACTH.

3. XpaHeHHe HAapKOTUYCCKUX JICKAPCTBCHHBIX CPCACTB, IICUXOTPOIIHBIX JICKAPCTBCHHBLIX CPECACTB,
panuodapmManeBTHYECKUX  JIEKApCTBEHHBIX  CPEJICTB  OCYIIECTBISETCS B COOTBETCTBUM  C
3aKkoHo1arenscTBOM Poccutickont denepanu.

Cratba 58.1. lpeAMeTHO-KONMUYECTBEHHbIA Y4YeT JieKapCTBEeHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns
(BBeneHa PenepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. [IlepedyeHr JEKapCTBEHHBIX CPEIACTB [JII MEIUIIMHCKOTO TPUMEHEHUs, TMOJIekKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ VUeTy, YTBEp)KIAeTcs YINOJHOMOYEHHBIM (heepaibHbIM OpraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. TlopsoK BKIIOYEHHUS JICKAPCTBEHHBIX CPEACTB JJIsI MEAMLMHCKOTO TMPUMEHEHUs B IEepeuyeHb
JICKApPCTBCHHBIX CPEACTB I MCAUIIMHCKOTO NPUMEHCHUA, MOMIC)KAIUX IMPEAMETHO-KOJIMYECTBCHHOMY
y4yeTy, YCTaHaBIUBACTCS YMOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCIHOJHHUTENBHOM BIIACTH IO
COTJIACOBAaHUIO C (elepallbHBIM OpraHOM HCIONHHUTEIBHON BIACTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEJI.

(B pea. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)
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3. TlpenMeTHO-KONMMYECTBEHHBIM YYET JEKAPCTBEHHBIX CPEJICTB /I MEAMIIMHCKOTO MPUMEHEHUS
BEYT IMPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEICTB, OPraHU3ALMHM ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU
CPEACTBAMH, ANTEYHBIE OpPraHU3alW{, WHIWBUAYaJbHBIC MPEANPUHUMATENN, UMEIOIIUE JIMLECH3UIO Ha
(bapMaleBTUUECKYIO JI€ATEIbHOCTh WM JIMIEH3UI0O HA MEIUIUHCKYIO JESTENbHOCTh, U MEIULUHCKHE
OpraHM3aIlfH, OCYIIECTBISIONINEe 00palleHne JIEKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHCHHSI,
MyTeM PErucTpanuy JIObIX CBS3aHHBIX C MX OOpalleHHEeM OIlepalHii, Mpu KOTOPbIX H3MEHSETCS HX
KOJIMYECTBO U (MJIM) COCTOSIHHE, B CIICIIMATBHBIX )KYpPHAJIaX ydeTa Omepaiui, CBI3aHHBIX C 0OpaIlcHHeM
JIEKapCTBEHHBIX CPEJICTB ISl METUIIMHCKOTO MPUMEHEHUS (Jajee - CrieluaibHble KYpPHAIIbI).

4. TlpaBuna perucTpanuy OIepauuii, CBA3aHHBIX C OOpAIICHHWEM JIEKAPCTBEHHBIX CPEACTB JUIA
MEIULUHCKOTO IPUMEHEHHUs, BKIIOUEHHBIX B IEpEUeHb JIEKAPCTBEHHBIX CPEACTB I MEIULMHCKOIO
IIPUMEHEHHUS], TIOUIEKAIINX IPEIMETHO-KOJIMUECTBEHHOMY YYETY, B CHEIMAJIbHBIX XKYpPHAJaX U IpaBuiia
BEJCHUSA M XPAaHEHMs CIELUAIbHBIX JKYpHAJIOB YTBEP)KIAIOTCS YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIOJIHUTEIbHON BIACTH.

5. Kontpons 3a coOnrofeHHEM MpaBWJI PETUCTPAllMU OMepaluii, CBA3aHHBIX C OOpalieHueM
JICKAPCTBCHHBIX CPCACTB A MCAULIMUMHCKOTO IMPUMCHCHHUA, BKIOUCHHBIX B IEPCUCHDL JICKAPCTBCHHBIX
CPEICTB [IJIsl MEIWLUHCKOTO TPUMEHEHUs, MOJIeKAIIUX TPEAMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIICHUAJIBHBIX JKypHaJIax, a TaKXE 3a CO6JIIOI[€HI/I€M npaBujl BCACHUA M XPaHCHHA CIICHUAJIBHBIX
KYpPHAJIOB BO3JIaraeTcsl Ha YIOJIHOMOYEHHbIE (pe/iepalibHble OpraHbl UCMOJHUTEIBHON BIACTH U OPraHbI
WCIIOTHUTENIbHOW BIACTH CyObeKTOB Poccuiickoit ®Depepanuu, OCYHIECTBISIONIUE JUIICH3UPOBAHUE
MIPOU3BOJICTBA  JICKAPCTBEHHBIX CPEICTB, (apMaleBTUYECKOM JEATEIBHOCTH W  MEIUIIUHCKOU
ACATCIIbHOCTHU, U OCYHICCTBIIACTCA B paMKaxX JIMICH3UOHHOI'O KOHTPOJIA.

Masa 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTtba 59. OcHOBaHUA U NOPAAOK YHUUTOXEHUSA NeKapCcTBEHHbIX CpeacTB

1. HenoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (albcU(PUIIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeAcTBa IMOJUIEKAT M3BIATUIO M3 OOpaIleHUs W YHUYTOXKEHUIO B TOPSJKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OcHOBaHMEM [UIsl YHUUTOXKEHUS JIEKAPCTBEHHBIX CPECTB
ABJIACTCS  pEIIEHWE  BJIAJENbla  JIEKAPCTBEHHBIX  CPEICTB,  PEIIEHHE  COOTBETCTBYIOLIETO
YIOJTHOMOYEHHOTO (eZiepaibHOro OpraHa UCIOJHUTENBHOMN BIACTH WM PEIlIEHUE Cyaa.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. KontpadaxkTHbie J1eKapCTBEHHBIE CPEICTBA MOJICKAT USBITHIO U3 OOpAIeHUSI U YHUUTOKEHUIO
o pemieHuto cynaa. [lopsaok yHUYTOXKEeHHs] KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB YCTAaHABIMBACTCS
[TpaBuTenscTBOM Poccuiickon @enepanum.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxoapl, CBsi3aHHBIE C YHUYTOXKEHHEM KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEICTB,
HE100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENICTB, (anbCU(UIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
BO3MELIAKOTCS X BIAACIBLEM.

4, BJ'Ia,Z[CJ'ICI_[ JICKApPCTBCHHBIX CPCACTB HOJDKCH NPCACTABUTHL B yl'[OJ'IHOMO‘ICHHLII\/'I (bCHCpﬁHBHLIfI
opra” HUCIIOJIHUTEILHON BIIACTH JOKYMCHT HJIM 3aBCPCHHYIO B YCTAHOBJIICHHOM IIOPAAKE €ro KOIIHIO,
MOATBCPIKAAOIINC (I)aKT YHUYITOXKCHHA JICKAPCTBCHHLIX CPECACTB.
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5. CoOTBeTCTBYIOIIMK yIOJHOMOYEHHBIH (hefepanbHblii  OpraH HCIOJHUTEIBHON  BIIACTH,
IPUHABIIMHA pelieHre 00 YHUYTOKEHHM JICKApCTBEHHBIX CPEICTB, OCYILIECTBJIAET KOHTPOJIb 3a HX
YHUYTOKEHHUEM.

6. VYHHYTOXEHHE JIEKapCTBEHHBIX CPEACTB IPOU3BOAUTCA OPraHMU3ALMAMH, HMEIOIIHAMU
COOTBETCTBYIOIIYIO JMIIEH3MIO, Ha CHIEIHATIHLHO 000PYAOBAaHHBIX IIJIONIAIKAX, HOJUTOHAX U B CHEIMATIBHO
000pYZIOBaHHBIX MOMEILEHUSIX ¢ cOO0/IeHneM TpeOoBaHUN B 00JaCTU OXpaHbl OKPYXKAIOLIEH cpenibl B
COOTBETCTBHUH C 3aKOHOJATENILCTBOM Poccuiickon denepanuu.

7. Hapkoruueckue J€KapCTBEHHBIC CPEACTBA, TICHUXOTPOIHBIC JICKAPCTBEHHBIE CPEJCTBA,
paguodapMalieBTHUECKUE  JICKAPCTBEHHBIE  CPEICTBA  YHHUYTOXKAIOTCI B COOTBETCTBHHM  C
3akoHojiaTesbcTBOM Poccuiickoit deneparum.

Mnasa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPEMNAPATbI ANA MEAULUMHCKOIo NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha NeKapCcTBeHHble npenapatbl
ANA MeAULIMHCKOro NpMMeHeHus

rOCYI[apCTBeHHOG peryjimpoBaHu€ MNOC€H Ha JICKAPCTBCHHBIC TIIperapaTtbl I MCECIUIHUHCKOI'O
MPUMCECHCHUSA OCYHICCTBIIACTCA IMOCPECACTBOM:

1) yrBepxknenust IIpaBurensctBoMm Poccuiickoit denepanuu nepeyHs >KU3HEHHO HEOOXOIUMBIX U
BOXHEHIIINX JICKAPCTBEHHBIX IMPENapaTroB, KOTOPBIA CPOPMHUPOBAH B YCTAHOBJICHHOM UM IOpPSJIKE Ha
OCHOBE KOMIUICKCHOH OIICHKH JICKapCTBEHHBIX MPEIapaToB, BKIIOYAs aHAJIN3 CBEACHUN O CPAaBHUTEILHON
KIIMHUYECKOW I(PPEKTUBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOT'O CPEICTBA, OICHKY IKOHOMUYECKUX
MOCNEACTBUI MPUMEHEHUS JIEKQpCTBEHHOTO CPEJICTBA M H3YYCHHE JOIOJIHUTENbHBIX MOCIEACTBHIMA
MIPUMEHEHUS JIEKAPCTBEHHOTO CPEJICTBA;

(m. 1 B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpXKIEHHS METOAWKH pacdyeTa MpeaeNbHBIX OTIYCKHBIX IIeH TPOM3BOJHTENCH Ha
JIeKapCTBEHHbIE MpPEenaparhl, BKIIOUEHHBIE B MEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEHUIIMX
JIEKQpCTBEHHBIX IPEIapaToB, a TAK)Ke BHEAPEHHS MEXaHH3MOB (POPMHUPOBAHUS CHCTEMBI pedepeHTHBIX
[CH,

(B pen. enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TrocygapCTBEHHOW pEerucTpalMi TpPENeNbHBIX OTIYCKHBIX II€H MPOU3BOJUTENEH Ha
JICKApCTBCHHBIC TIIp€riapaThbl, BKIIOYCHHBIC B ICPCUCHL KHU3HCHHO H€06XOI[I/IMI>IX A BaXHEUIIHNX
JIEKapCTBEHHBIX MPENapaToB;

(B pen. @enepanpuoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHUA TOCYHNAPCTBCHHOI'O peeCTpa IMPEACIIbHBIX OTIYCKHBIX IICH Hp0H3BOHI/ITCHCI>'I Ha
JICKApCTBCHHEBIC TIIpC€IapaTthbl, BKIIOYCHHBIC B IEPCUCHb KXHU3HCHHO HGO6XO)II/IMI)IX A BaKHEHIIHNX
JICKApCTBCHHBIX MPCIIapaTOB;

5) yTBep)KIEHHS METOJWKH YCTAHOBJIEHHWS OpraHaMU WCIIOJTHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit ®enepanuu mnpenenbHbIX pa3MEpOB ONTOBBIX HAJ0aBOK M NPEACTbHBIX pPa3MepoB
PO3HUYHBIX HaA0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJIEHHBIM IPOU3BOJUTENISIMHU
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

JICKApCTBCHHBIX IMpCIapaTroB, Ha JICKAPCTBCHHBLIC IPCHapaTbl, BKIOYCHHLIC B IICPCUCHb KU3HCHHO
HCO6XOI[I/IMBIX 1 BaXKHEHUIITHX JICKApCTBCHHBIX IIPCIIapaToB;

6) ycTaHOBIICHHS TIPE/ICIBHBIX Pa3MEPOB ONTOBBIX HAJ0aBOK M IPENCIbHBIX Pa3MEPOB PO3HHYHBIX
Ha/10aBOK K (AKTHUUECKUM OTIIYCKHBIM II€HAM, YCTaHOBJIEHHBIM IPOU3BOJMTENISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JICKAPCTBEHHBIC NpenapaThl, BKIIOYCHHbIE B IEpEUYeHb XKU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JICKAPCTBEHHBIX MPENApaToB;

7) yTBEpKICHHUs TOPSAIKA BBIIAYU NPEIINUCAHHMIA OpraHaM WCIIOTHHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoit denepanyu o npuBeACHUN B COOTBETCTBHE C 3aKOHOATENILCTBOM Poccuiickoin denepannu
pemieHnid 00 YCTAaHOBJIGHWU TMPEACITBHBIX Pa3MEpPOB OMNTOBBIX HAJA0ABOK M TPEICIBHBIX pPa3MepoB
PO3HUYHBIX Haa0aBOK K (PaKTHUYECKHUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM TIPOU3BOJAUTEIISIMU
JIEKApCTBEHHBIX IMIpEnapaTroB, Ha JIEKAPCTBEHHbIC IMpenaparbl, BKIIOYEHHBIE B IMEPEUCHb >KU3HEHHO
HEOOXOUMBIX M BAXHEWIIUX JIEKAPCTBEHHBIX MpENapaTroB, €CIM OHU MPUHATHI C HaPYIICHHEM
3aKkoHozarenscTBa Poccuiickon denepannn, B nopsake, ycranosiaeHHoOM IIpaBurensctBoM Poccuniickoi
®Oenepanuu;

8) HampaBlleHHS YNOJHOMOYEHHBIM (efepabHbIM OpPraHOM HCIIOJHUTEIHHONH BJIACTH OpraHam
UCIIOJHUTENBHOM Biactu cyOobekTtoB Poccuiickoit ®enepauuu mnpeanucaHuié o NPUBEIACHUU B
COOTBETCTBME C  3aKOHOJIarenbCcTBOM Poccuiickoi ®enepauuy NPUHATBIX € HApyLICHUEM
3akoHoJaTenbcTBa Poccuiickoit denepannu perieHnit 00 yCTaHOBJIEHUH NPEEIbHBIX Pa3MEPOB ONTOBBIX
HaZI6aBOK U TOPCACIbHBIX PasMCpPOB PO3HUYHBIX HaIl6aBOK K OC€HaM Ha JICKapCTBCHHBLIC IIpCIIaparhl,
BKJIFOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOMMBIX U BXKHEUIINX JICKAPCTBEHHBIX IIPENapaTos.;

9) ocymiectBieHuUs GeaepaTbHOr0 rOCyIapCTBEHHOTO Haa30pa B chepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB M PErMOHAIBHOTO TOCYIAPCTBEHHOI'O KOHTPOJSI 32 NMPUMEHEHHEM LIeH Ha JIeKapCTBEHHbBIC
IpernapaTsl COOTBETCTBEHHO YINOJHOMOYEHHBIMH (e/lepalbHBIMI OpraHaMH HMCIIOJHUTEIHHON BIACTH U
OpraHamMM HCIOJHUTENIbHOW BiacTH cyObekToB Poccuiickoit denepanyuy CoriacHO MX KOMIIETEHLUH B
nopsiike, ycranosiaeHHoM IIpaButensctBom Poccuiickoit @enepanny;

(m. 9 B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npuMmeHeHHs TPESYCMOTPEHHBIX 3aKoHojaTenbcTBOM  Poccuiickoit  ®enepanuu  Mmep
OTBETCTBEHHOCTH 3a HapylLIEHHE MOPsJIKa IeHO0O0pa30BaHMs Ha )KMU3HEHHO HEOOXOIUMbIE U BaKHEHIIne
JIEKapCTBEHHbIE MpPEnapaThl.

Koncynprantllntoc: npumeuanue.
3apeructpupoBanasie 10 07.06.2019 mpenenbHble OTHYCKHBIE IIEHBI TOMJIEXKAT 00s3aTeIbHOMN
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUHU €O CT. 2 @3 o1 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHas perucTpauvsa v nepeperucrTpauusi npeperibHbIX
OTMYCKHbIX LeH npou3BoAuTeNnend Ha JreKapCcTBeHHble rMpenapartbl, BKIIOYEHHble B
nepeyvyeHb XXU3HEHHO HEOOX0ANMbIX U BaXXHEMLUUX NleKapCTBEHHbIX NpenapaToB

(B pen. denepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHast OTHyCKHas LI€Ha NPOU3BOAMTEINS Ha JICKAPCTBEHHBIN Ipenapar, BKIOYEHHBIN B
MepevYeHb IKU3HEHHO HEOOXOJWMBIX ¥ BAKHEWIIUX JIEKAPCTBEHHBIX IMPEnapaToB, TMOJJICKHUT
rOCyJIapCTBEHHOM PErMCTpalUM B MOpsAIKE, ycTaHoBIEeHHOM [IpaButensctBom Poccuiickonn ®denepanmu,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

Ha OCHOBAHHWH IPEACTABICHHOIO B YIOJHOMOYEHHBIH (enepanbHblli OpraH HCHOJHUTEILHON BIACTH
3asBIICHHS JCP)KATENs WIN BIAJENblla PETUCTPAIIMIOHHOTO YAOCTOBEPECHHUS JICKAPCTBEHHOTO Mpenapara
(YIIOJTHOMOYEHHOTO UM JIMIIA).

2. 3apeructpupoBaHHAs NpeAEIbHAs OTHYCKHAas IIeHa IPOW3BOAUTENSI HA JIEKApCTBEHHBIN
Inpemnapar, BKJIIOUCHHBIA B NnepCUYCHb KMU3HCHHO HCO6XOI[I/IMBIX A BaXHEHIIMX JICKApPCTBCHHBIX
IpenapaTroB, MOXET ObITh EpeperUCTPUPOBAHA B CTOPOHY YBEIHUYCHHUS OIWH Pa3 B KaJICHAAPHOM TOay
Ha OCHOBaHUH IMPEJICTABICHHOTO B YIOJHOMOYEHHBIH (pe/iepaibHbIi OpraH NCTIOIHUTEIBHOM BIacTu 10 1
OKTAOpS KaKIOro roja 3asBICHUS JAepKaTels WIM BiaJeblla PErHCTPAllMOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOI'0 IIpernapara (yInoJHOMOYEHHOT0 UM JIULIA).

3. 3aperucTtpupoBaHHas IpeJelibHas OTIYCKHas IIeHa IPOU3BOAMTENS Ha JIEKAPCTBEHHBIN
mpernapar, BKIIOYEHHBIH B IIepeYeHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKapCTBEHHBIX
IIPENapaToB, MOKET ObITh MEPEPEruCTPUPOBAHA B CTOPOHY CHM)KEHHUSI HA OCHOBAHUU IPEACTABICHHOIO B
YIOJHOMOYEHHBIN (eiepalibHbIil OpraH MCIOJIHUTEIbLHON BIACTU 3asBIICHUS JAepiKaTess WK BiaJenblia
PErucTpaliOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara (yroJHOMOYEHHOTO UM JIMLA).

4. Jlepkarenb WIM BIAJENEll PErMCTPALlMOHHOIO YIOCTOBEPEHMS JIEKApCTBEHHOI'O IIpernapaTa
(YNOJIHOMOYEHHOE MM JMI0) 00sf3aH NpPEICTaBUTh B YINOJIHOMOYEHHBIM (QenepanbHblii opran
HCIIOJIHUTEJILHON BJIACTU 3asBJICHHE O MEPEPEruCTpallii 3aperucTPUPOBAHHON MPEeIbHON OTIYyCKHOM
LIEHBI TPOU3BOANTEIIS HA JICKAPCTBEHHbIN IpenapaT, BKJIYEHHBIH B [IEpPEeUeHb )KU3HEHHO HEOOXOAMMBIX
Y BaXXHEHIINX JIEKAPCTBEHHBIX MIPENapaToB, B CTOPOHY CHMXKEHHUS B CIEIYIOIIMX CIIydasX:

1) cHM)KEHUE 1IeHbl B MHOCTPAHHOW BAJIOTE HA JIEKAPCTBEHHBIN IpenapaTr B CTpaHe MPOU3BOANUTEIS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBINH IIpemapaT 3aperucTpupoBaH M (WIM) B KOTOpBIE
IIOCTABJISIETCS IPOU3BOJUTEIIEM;

2) cHWXKEHHE IIeH Ha pedepeHTHBIC JIGKAPCTBEHHBIC MpermapaThl B COOTBETCTBHHM C ITYHKTOM |
HacToAIlel dYacTh (IJI1 COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OMOaHATIOTOBBIX (OMOMOJOOHBIX)
JICKapCTBCHHBIX MPETIapaToB);

3) mpeBbllIeHNE MpeAeTbHONM OTHYCKHOW IIE€HBI Ha MEpPBbI BOCIPOM3BEIEHHBIN, OMOAaHATIOTOBBIN
(Onono100HBIM) JEKapCTBEHHBIN MpenapaT MHOCTPAHHOTO IPOM3BOJCTBA HaJ NMPEAEIbHOM OTIYCKHON
[[EHOM MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEACHHBIHN, OM0aHANOTrOBbIN (OMOMOJO00HBIN) JeKapCTBEHHBII
rpenapar, pacCUiuTaHHOM B COOTBETCTBHUU C METOAMKOM, yTrBep:kJaeHHOH [IpaBurensctBoM Poccuiickoi
Oenepanny;

4) mpeBblllIEHUE MPEeIbHON OTIYCKHOW I€HBl Ha MEPBbIA BOCIPOU3BEICHHBIN, OMOaHATIOTOBBIN
(OmoronoOHBIA) JIeKapCTBEHHBIH NpenapaT NPOM3BOAUTENS TocyaapcTBa - uieHa EBpasuiickoro
SKOHOMHYECKOTO COK03a HaJ IPEACIbHOM OTIIYCKHOW II€HOM NPOM3BOAMTENS HAa  BTOPOU
BOCIIPOU3BE/ICHHbIN, OHOaHAIOroBbIl (OMOMONOOHBIN) JIEKAPCTBEHHBIH Mpenapar MpPOU3BOIUTENS
rocyiapcrsa - WieHa EBpa3sMiCKOro JKOHOMHMYECKOTO COK3d, PACCYMTAHHOM B COOTBETCTBHH C
METOAUKOH, yTBepxkaAcHHOM [IpaBuTenscrBom Poccuiickon @enepannu.

5. Ilopsaok mepeperucTpanuy 3aperuCTpUuPOBAHHBIX PENEIBbHBIX OTIYCKHBIX LIEH MPOU3BOUTENEH
Ha JIEKapCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B IEpPEUCHb XM3HEHHO HEOOXOJMMBIX U BAKHEHUIIMX
JIEKapCTBEHHBIX IpEenapaToB, B CIyYasX, MNPEJyCMOTPEHHBIX dYacTaMM 2 - 4 HacTosAlled cTaThu,
ycranaBinuBaercs [IpasurensctBoM Poccniickoit denepanuu.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

6. DKOHOMUYECKUI aHaIM3 IPENeIbHON OTIYCKHOM LIEHbl IPOU3BOAMTENS HA JIEKAPCTBEHHbIN
mpernapaTr, BKIIOYEHHBIH B IE€peUYeHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEHIIHUX JIEKaPCTBEHHBIX
IpernapaTroB, MNpPU €€ TOCYIAapCTBEHHOW PpEruCTpallud WIH TEePEPeruCTpallii  OCYIIECTBISETCS
dbenepanbHbIM OPraHOM MCIOJHUTEIBHOW BIIACTH, OCYIIECTBISIONIMM (YHKIUU 10 TMPUHSATHUIO
HOPMATHBHBIX IPABOBBIX AaKTOB W KOHTPOJIIO 3a COONIOJIEHHMEM 3aKOHOAATENbCcTBA B  cdepe
roCyAapCTBEHHOTO PETyJIMPOBaHUs 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

7. Pacder mpenenbHBIX OTIMYCKHBIX IIEH, YKa3aHHBIX B YacTsX | M 2 HACTOSIIEH CTaTbu, NMPH UX
roCyIapCTBEHHON PErHCTpalMM WIN NEPEPErucTpalui OCYILECTBISAETCS B COOTBETCTBUH C METOJIUKOM,
yrBepxkaeHHou [IpasurensctBoM Poccniickoit denepanuu U yYUTHIBAIOLIEH B TOM YHCIIE:

1) cobnronenue GanaHca MHTEPECOB MOTPEOUTENEH JEKAPCTBEHHBIX IMPENapaToB, BKIIOUYEHHBIX B
MepeueHb KU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JICKApPCTBEHHBIX MPEMapaToB, W IMPOU3BOAUTEICH
JIEKapCTBEHHBIX TPENapaTroB, BKIIOYEHHBIX B IEPEUYCHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHIIHUX
JIEKApCTBEHHBIX IIPEMapaToB;

2) pakTHUecKylo OTHYCKHYIO LIEHY Ha JIeKapCTBEHHBIE npenapatsl B Poccuiickoii denepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro depepanuio, a TakKe LEHbI HAa aHAJOTHYHbIC
JIEKapCTBEHHbIE Mpernaparhl, Haxoasimecs B oopamiennn B Poccuiickoit denepanuu;

3) 3arpaTbl NpPOU3BOAUTENS JIEKAPCTBEHHOI'O IIpernapara Ha IPOM3BOJACTBO M  PpeaTU3aLUIo
JIEKapCTBEHHOT'O IIperapara;

4) neHy Ha JIeKapCTBEHHBIN IIpenapar, €ro LeHy B CTpaHe MPOU3BOJUTEINS U B CTPaHaxX, B KOTOPbIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpUpoBaH U (UJIM) B KOTOPBIE TOCTABIISAETCS IPOU3BOUTEIEM.

8. He nomyckarotcs peanusanusi U OTIIYCK JIEKAPCTBEHHBIX IMIPENAapaToB, BKIIOUEHHBIX B IEPEUYECHb
KHM3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKApCTBEHHBIX IMPENaparoB, HA KOTOPbIE MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPEMapaToB HE 3aperucTpupoBaHa MpefelibHas OTIYCKHAas 1I€Ha, peanu3alius
IIPOU3BOJUTENISAMU JIEKAPCTBEHHBIX IPENApaToB IO L€HaM, MPEBBIIANUM 3apETUCTPUPOBAHHBIE WIIH
IepeperucTpUpoOBaHHbIE MPEENIbHBIE OTITYCKHbIE 1IEHbl Ha JIEKapCTBEHHBIE MIPEnapaTsl ¢ y4eTOM Hallora
Ha JI00aBJIEHHYIO CTOUMOCTb.

9. Oco0EeHHOCTH TOCYJapCTBEHHOTO PETYIUPOBAHUS MPEAETbHBIX OTITYCKHBIX 1I€H ITPOU3BOIUTENEH
Ha JIEKapCTBEHHBIC Mpenaparbl, BKIIOUEHHBIE B TMEPEUYCHb KU3HEHHO HEOOXOMUMBIX MU BaKHEUIIUX
JIEKApCTBEHHBIX MPEMNapaTroB, B 3aBUCHMOCTH OT SKOHOMHUYECKHX W (WJIM) COLMAIBHBIX KPUTEPUEB
(M3MeHeHMe yCIOBH, MOPSAAKA U CTOMMOCTH MPOU3BO/ICTBA JIEKAPCTBEHHBIX MTPENApaTOB, UCIIOIb30BAHUE
HOBBIX (OpPM, METOJIOB M CIOCOOOB TOCYJApPCTBEHHOTO pETyJUpOBaHUs IIEH Ha JIEKApPCTBEHHBIC
mpemnapaTsl, B TOM YHCIIE Ha OCHOBE MeXaHH3Ma pedepeHTHOro 11eH000pa30BaHus, U3MEHEHUH MOopsaKa
OKa3aHHsl MEIUIIMHCKOM MOMOIIH, ¥ UHbIE H3MEHEHHUsI) ycTaHaBnuBatoTcs [IpaBurensctBoM Poccuiickoit
denepanuu.

Cratba 62. [ocymapCTBeHHbIMW peecTp npefesfibHbIX  OTNYCKHbIX  LEH
npousBoauTenien Ha fieKapCTBeHHble npenapaTbl, BKIMOYEHHbIe B NepevyeHb XU3HEHHO
Heo6XxoAUMbIX N BaXXHEULIMX JIeKapCTBEeHHbIX NpenapaToB

1. 3aper HUCTPUPOBAHHELIC nin NEpCPEruCTpupOBaHHBIC OpCaACIIbHBIC OTITYCKHBIC IOCHBI
HpOHSBOI{HTeHeﬁ Ha JICKApCTBCHHBIC IpCrapaThbl, BKIOUYCHHLIC B ICPECUCHL KWU3HCHHO H€06XOHI/IMBIX n
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

BOXHEUIIMX JIEKAPCTBEHHBIX IIPEMApaToB, MOJJIEKAT BKJIOYEHUID B TOCYJAPCTBEHHBIA PEECTP
MPEAEIIbHBIX OTIHYCKHBIX IIEH MPOU3BOAUTENEH Ha JIEKAPCTBEHHBIE MPENAPAThI, BKIFOYEHHBIE B IEPEYECHb

KU3HEHHO HEOOXOIMMBIX U BAKHEHUIINX JICKAPCTBEHHBIX MTPEIapaToB.
(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBeHHBIA peecTp MPeeIbHBIX OTIYCKHBIX II€H IMPOU3BOAMTENICH Ha JIEKAPCTBEHHbIC
npernaparbl, BKIIOYEHHBIC B IMEpEYCHb >KU3HEHHO HEOOXOAMMBIX M BAKHEUIIMX JIEKAPCTBCHHBIX
MIpermapaToB, CONEPIKUT B ceOE CIeNYIONIYI0 HH(DOPMAIIHIO:

1) HauMeHOBaHUe AepKaTels WIKM BIaJeNblia PErUCTPAMOHHOTO YIOCTOBEPEHUS JIEKaPCTBEHHOTO
Mpernapara, HAUMEHOBAHUE IPOU3BOJMUTENS JIEKAPCTBEHHOI'O IMIpErapara, CBEAEHUS O PErucTpauuu
JeprKaTessl WIK BIIAJIEbla PETUCTPAMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara, CBEIeHHs O
perucTpauuy MpoU3BOAUTENS JICKAPCTBEHHOTO Ipenapara g MEIUIMHCKOrO NPUMEHEHHUS B Ka4eCTBE
HAJIOTOIIATEeNbIINKA B  CTpaHe  perucrpanuu (A  POCCUMCKHX  IOPUIMYECKUX  JIMI -
UICHTH(UKAITMOHHBI HOMep Hanoromatenbiuka (MHH), mis WHOCTpaHHBIX FOPUIUYECKHX JIUI -
CTpaHa pErucTpalyuy, HAWUMEHOBAHHE PErUCTPUPYIOUIETO OpraHa, PErucTPAllMOHHBIA HOMEp, KOJ
HAJIOTOIUIATEIbIIMKA B CTPAaHE PErucCTpalyl (MHKOPIIOpAIMU) WM €r0 aHaJIor), MECTO HaXOXKICHUS
MIPOU3BOJICTBEHHBIX IIOLIAJ0K, YYaCTBYIOUIUX B IIPOLIECCE MTPOU3BOJCTBA JIEKAPCTBEHHOT'O Mpernapara, ¢
YKa3aHUEM CTaJuy IIpoLecca MIpOU3BOJCTBA;

(m. 1 B pea. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HauMMEHOBAaHME JIEKApPCTBEHHOrO Ipemnapara (MEXAyHapoAHOE HEMaTeHTOBAaHHOE, WU
IpYNIIMPOBOYHOE, UM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMEp PerucTPaIIOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO Mpenapara;

4) nexapcTBeHHas GopMa C yKazaHHEM JO3WPOBKHU JIEKAPCTBEHHOTO Tpernapara u €ro KoJW4ecTBa
BO BTOPUYHOH (MMOTPEOUTENHCKOM) YIIaKOBKE, a TAK)KE€ KOMIUIEKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructprupoBaHHasl IpeJiesibHask OTIYCKHAs 1IeHa B pyOIIsx;

6) maTta ¥ HOMEp NpPHKa3a YIMOJIHOMOYEHHOTO (heepaibHOTO OpraHa MCHOJHUTEIHLHON BIACTH O
rOCy/IapCTBEHHON PETUCTPALIUU UJIH TIEPEPETUCTPAIINU TIPEIeTbHON OTITYCKHOM IIeHBI Ha JIEKApCTBEHHBIN
mpermapar, BKIIOUEHHBIM B IEpPEUYCHb JKU3HCHHO HEOOXOJWMBIX M BaXXHEHINIUX JICKAPCTBEHHBIX
MpenapaTos;

(B pen. deaepanbhbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

6.1) naTa BCTYIUIEHHUS B CHIIy IIPHUKa3a yIOJHOMOYEHHOIO (e/lepaIbHOro OpraHa MCIOJIHUTEIbHON
BJIACTU O TOCYJAapCTBEHHOW PETHCTPALMM WIM NEPEPEerucTpalvy MPENeNbHOM OTIHYCKHOM IIEHBI
MPOU3BO/IUTENSL HA JICKAPCTBEHHBIN NpenapaT, BKIIOYEHHBIH B MEpevyeHb JKU3HEHHO HEOOXOAWMBIX U
BaYKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(m. 6.1 BBenen denepanbHbpIM 3aK0HOM 0T 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBIH HAa BTOPUYHYIO (TMOTPEOUTENIHCKYIO) YIAaKOBKY JIEKapCTBEHHOIO
Ipenapara;
(. 7 BBeneH DenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)
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8) KOja NeKapCTBEHHOrO Mpemnapara MO aHAaTOMO-TEPAEeBTHUYECKO-XUMUYECKON KIIacCU(UKAIINH,
pEeKOMEHI0BaHHOW BcemMupHo# opranu3anueit 3[paBooXpaHeHusl.
(. 8 BBeeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. TocynapcTBeHHass perucTpanusi WIH TepeperucTpanusi MNpeebHBIX OTIYCKHBIX IIEH Ha
JICKapCTBEHHbIE MpPENapaTrhl, BKIIOUEHHBIC B TMEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIIHX
JICKApCTBEHHBIX MPENapaToB, BEICHUE TOCYAapCTBEHHOTO peecTpa NpPEACTbHBIX OTITYCKHBIX II€H
MPOU3BOIUTENCH Ha JIEKApCTBEHHBIC MpEnapaThl, BKIOYECHHBIC B MEPEYCHb )KU3HEHHO HEOOXOANMBIX U
BOXHEUIIMX  JICKAPCTBCHHBIX  IPEMapaToB, OCYIIECTBISIOTCS B TOPSJKE,  YCTAaHOBICHHOM
IIpaBurensctBoM Poccuiickoit deneparnuu.

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

Cratba 63. YcTaHOBnNeHuMe opraHaMm WUCNONHUTENILHOW BNacTu CyObLEKTOB
Poccuiickon ®Pepepaumm npegenbHbIX pa3mMepoB ONTOBbLIX HaAab6aBOK U nNpeAenbHbIX
pa3mMepoB PO3HMYHbIX Hafb6aBOK K (haKTUYECKUM OTNYCKHbIM LieHaM, YCTaHOBJI€HHbIM
Npou3BOAUTENAMM JIeKapCTBEHHbIX MpenapaTtoB, Ha NeKapCTBeHHble npenapartbl Ans
MeAULIMHCKOro NpuMeHeHuns

1. Opranbl HCIOJHUTEIBHOM BiacTu cyObekTOoB Poccuiickoit @Penepanuu ycTaHaBIMBAIOT
npeesbHbIe pa3Mephl ONTOBBIX HAI0aBOK U MPECIbHBIC pa3Mephl PO3HUYHBIX HaJ0ABOK K (DaKTHIECKUM
OTIIYCKHBIM II€HAM, YCTAHOBJIEHHBIM IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IIPENAPATOB, HA JIEKAPCTBEHHBIE
npernaparel, BKJIIOYEHHBIE B TIEpEUYeHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX
[IPENapaToB, B COOTBETCTBUM C YTBEPXKACHHONM B IOpsAJKE, yCcTaHOBIEHHOM IIpaBurenscTBOM
Poccuiickoit ®enepanu, METOAMKON YCTaHOBJIEHHS OpraHAMU HCIOJIHUTEIBbHOM BJIAcTU CYOBEKTOB
Poccuiickoit ®enepanuu mnpenenbHbIX pa3MEpOB ONTOBBIX HAA0ABOK M MpPENENbHBIX pa3MepoB
PO3HMYHBIX HaA0aBOK K (DaKTMUECKUM OTIYCKHBIM LI€HaM, YCTAaHOBJIEHHBIM IPOU3BOJUTENISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKapCTBEHHBIE IpENaparbl, BKIOYCHHBIE B IE€PEUEHb KU3HEHHO
HEOOXOIUMMBIX W  BaXHEHIIMX  JIEKapCTBEHHBIX ImpemapaToB. [IpoekTsl  pemieHuid  opraHoB
UCTIOJHUTENBHOM BiacTH cyObekToB Poccuiickoit denepanuu o0 ycTaHOBIEHMM M (MJIM) U3MEHEHUHU
IpeleiabHbIX PAa3MEPOB ONTOBBIX HAJ0aBOK U IMpeNeibHBIX pPa3MEpPOB PO3HUYHBIX HaI0aBOK K
(aKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOAUTENISAMU JIEKAPCTBEHHBIX IpernapaTroB, Ha
JIEKapCTBEHHbIE TpEenaparbl, BKJIIOUYEHHbIE B IMEPEUEHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEMIINX
JIEKapCTBEHHBIX MpEenapaToB, MOMJIEKAT COTJIACOBAHHIO C (elepaJbHbIM OPraHOM MCIOJHUTEIbHON
BJIACTH, YIIOJIHOMOYEHHBIM OCYILECTBIATh IPaBOBOE pEryIMpoBaHUE B cdepe TIocylapCTBEHHOIO
peryiaupoBaHus 1LieH (TapugoB) Ha TOBapbl (YCIyrd), B MOpPAJIKE, YCTAaHOBIEHHOM IIpaBUTEIHCTBOM
Poccuiickoit ®epeparnuu.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

2. OpraHuzanyyd ONTOBOM TOProBiIM M (WJIM) amnTEYHble OpraHu3allid, WHIMBUIYyaJIbHbIE
OpeINpUHUMATENN, HMEIOIIMEe JMIEH3UI0 Ha (PapMaleBTUYECKYIO JeSITEeIbHOCTb, OCYLIECTBISIOT
peain3aluio JIEKApCTBEHHBIX IIPENapaTroB, BKIIOYEHHBIX B IEpeYeHb >KU3HEHHO HEOOXOIUMBIX H
BAOXHEHIINX JIEKAPCTBEHHBIX IIPENApaToB, IO II€HaM, YPOBEHb KOTOPBIX HE IMPEBBIMIAET CYMMY
(aKkTUYECKON OTMYCKHOM IIEHBI, YCTAHOBJICHHOW MPOU3BOAMUTENEM JIEKAPCTBEHHBIX IpENnapaTroB M He
IIPEBBILIAIOIIEH 3apETUCTPUPOBAHHOW WJINM TNEPEPETUCTPUPOBAHHON MPEAEIBHOM OTIIYCKHOM LIEHBI
MIPOM3BOUTENA (HA AAaTy peau3alliy JIEKApCTBEHHOrO Iperapara IpOorU3BOAUTENIEM), U pa3Mep ONTOBOU
Haj0aBKu M (WIM) pa3Mep pPO3HMYHOM HaA0aBKM, HE MPEBBHILAIONIME COOTBETCTBEHHO pa3Mepa
MpeACIbHONM ONTOBOM HAM0aBKH M (WJIM) pa3Mepa MpeAeIbHOW POSHUYHOW HaI0aBKH, YCTAHOBJICHHBIX B
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cyonsekre Poccuiickoii deneparyu.
(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

3. Opranbl HCHOJHHUTEIBHON BiacTu cyOBbekToB Poccuiickoit ®enepannu pasMenialoT B CETH
"UHTepHeT" WM omyOIMKOBBIBAIOT HHPOPMALIUIO O 3apErUCTPUPOBAHHON MPEIeIbHON OTIYCKHOM IICHE
Ha JIEKAPCTBEHHBIC TMpENaparhbl, BKIIOUYEHHBIC B TEPEUYCHb KU3HEHHO HEOOXOMUMBIX W BaKHEUIIUX
JIEKapCTBEHHBIX IIpernapaToB, 00 yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit ®exepauuu pasmepe
MpeAesIbHOW ONTOBOM Ha/0aBKU U (WJIM) pa3Mepe MpenelbHON PO3HUYHON HAI0aBKU K YCTaHOBJICHHBIM
MIPOU3BOJIUTENIAIMU JIEKApPCTBEHHBIX MpenaparoB (aKTUYECKUM OTIYCKHBIM II€HAaM Ha JIEKapCTBEHHBIE
mpemapaTsl, BKIIOYCHHBIE B IEPEUYCHb >KU3HEHHO HEOOXOIMMBIX W BAXHEHUIIUX JIEKAPCTBEHHBIX
npemnapaToB, 1 00 yka3aHHOH B yacTu 2 HacTosued cratbu cymme. MHdopmanus, mpernycMOTpeHHas
HACTOAILIEHN 4acThlO, JOJKHA PAa3MEILAThCs TAKXKE B alITEUHBIX OpraHU3alUsaX B JOCTYIIHOM /711 CBEACHUS
BCEX 3aMHTEPECOBAHHBIX JIUI] (JopME U OOHOBIISATHCS IO MEPE €€ OMyOINKOBaHUS.

4. Ilpunarele ¢ HapylleHHEeM 3akoHojaTesnbcTBa Poccuiickoil Penepanuu pelieHUs OpraHoB
UCIIOJHUTENIbHONW BiacTH cyObekTa Poccuiickoit denepanyu 00 yCTaHOBJIEHUH IPEJEIIBHBIX pa3MepoB
OITOBBIX Ha/10aBOK U MPEEIIbHBIX Pa3MEPOB POZHUYHBIX Ha10aBOK K 3apEerMCTPUPOBAHHBIM MIPEAEIbHBIM
OTITYCKHBIM II€HaM Ha JIEKapCTBEHHBIE MTPENapaThl, BKIIIOUCHHbIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
BaKHEHIINX JIEKAPCTBEHHBIX MPENApaToB, MOUIEKAT OTMEHE B CYACOHOM MOPSIKE.

Mnhasa 13. MOHUTOPUHI 9PPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOAALWUNXCA B OBPALLEHUN
B POCCUNCKOW ®EOEPALIUU
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtbsa 64. ®PapmakoHaasop
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MpernapaThl, Haxoagmuecs B oopamieHun B Poccuiickoit deaepannn, moayiexar
MOHHUTOPHHTY J(PGEKTUBHOCTH U O€30MacHOCTH B IIENIAX BBIABICHUS BO3MOXHBIX HEraTHBHBIX
MOCTEACTBUI WX NPUMEHEHUS, WHIUBUAYAIbHON HEMEPEHOCUMOCTH, MPEAYNPEKICHUS MEIULIMHCKUX
pabOTHUKOB, BETEPUHAPHBIX CIEIUATNCTOB, MAIIMEHTOB WM BIAJAENbIEB )KHUBOTHBIX M WX 3aIIUTHI OT
MPUMEHEHUS TAKUX JIEKAPCTBEHHBIX MTPENAPATOB.

2. ®dapMakoHaJ30p OCYLIECTBISAETCS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (hefepabHbIM
OpPraHOM HCIIOJIHUTEIbHON BJIACTU B YCTAHOBJIEHHOM MM MOpSAJKE MYTEM aHaiu3a MpeaocTaBiIsieMON
cyObeKkTaMH OOpalleHHs JIKapCTBEHHBIX CpPEeACTB HHGpoOpMaMM O MNOOOYHBIX  JIEHCTBHSIX,
HEXXEJIaTeJIbHBIX PEAKIMIX, CEPbE3HBIX HEXKENIaTeNbHbIX PEaKIMIX, HEMpPEIBUIECHHBIX HEXeJlaTelbHbIX
peaknMsIX Npu NPUMEHEHHMH JIeKapCTBEHHBIX MpernaparoB, 00 WMHIMBHyaJbHOH HENEPEeHOCUMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTHU JIEKAPCTBEHHBIX IIPEMAPATOB, a TAK)KE 00 UHBIX (haKTax U 0OCTOATEIbCTBAX,
NPEJCTABIAIONINX YIpo3y JKU3HM MM 3[0POBBIO UelIOBEKa JHOO >KMBOTHOTO IPH TPUMEHEHUH
JIEKapCTBEHHBIX MPENapaToB M BBIABIEHHBIX Ha BCEX ATamax oOpallleHus JIEKapCTBEHHBIX MpernapaToB B
Poccutickoit denepanuu 1 Ipyrux rocyaapcrax.

3. CyOBekThl oOpareHust JeKapCTBEHHBIX CPEJCTB B MOPSIKE, YCTAHOBICHHOM YIOJIHOMOYECHHBIM
denepanbHBIM  OpPraHOM HCIOJTHUTEIBHOW BIIACTH, OOs3aHBl COOOIIATh B  YMOJIHOMOYEHHBIN
(dbenepabHBI OpraH HWCIOJHHUTEIBHOW BJIACTH O TOOOYHBIX JCUCTBHUSAX, HEXKEIATCIbHBIX PEaAKIIHsIX,
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CEPbE3HBIX HEKEIATECNbHBIX PEAKLUAX, HEIPEABUICHHBIX HEKEIATCIbHBIX PEAaKIUAX IPU IPUMEHEHUU
JIEKapCTBEHHBIX IPENnapaToB, 00 WHAMBUAYaJbHOW HENEPEHOCUMOCTH, OTCYTCTBMU 3()(HEKTHBHOCTU
JICKapCTBEHHBIX INpPENapaToB, a Takke 00 MHBIX (pakTax M OOCTOATENBCTBAX, MPEACTABIAIONIUX YIPO3Y
KHU3HU WIM 3[0pPOBBIO YEJOBEKa JMOO >XKMBOTHOI'O IPU NPUMEHEHUM JIEKApCTBEHHBIX IpenapaToB U
BBISIBIICHHBIX Ha BCEX JTamax OOpalleHusl JICKapCTBEHHBIX mpernapatoB B Poccuiickoit denepamuu u
IPYTHUX TOCYJapCTBaXx.

4. Jepxatenu WIM BIAACNIbIbl PETUCTPAIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IPEnaparos,
FOPUJINYECKHE JINLA, HA UMSI KOTOPBIX BBIIAHbI Pa3pelIeHus Ha IPOBEACHUE KIIMHUYECKUX UCCIIEOBAaHUMN
B Poccwmiickoii ®eneparuu, au00 YNOJTHOMOYCHHBIE HMH JPyTHE IOPUAMYECKHE JIMIIA B paMKax
oOecnieueHns 6€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSIJIKE, YCTAHOBICHHOM COOTBETCTBYIOIINM
YIIOJTHOMOYEHHBIM (DefiepaTbHBIM OPTaHOM HCIOIHUTEIBHON BIIACTH, O0S3aHBI OCYIICCTBISTH MPHEM,
yueT, 00palboTKy, aHaliW3 M XpaHEHUE TMOCTYMaIUX B HX aJpec OT CYOBEKTOB OOpalieHus
JIEKAPCTBEHHBIX CPEJACTB M OPraHOB TOCYJApCTBEHHOM BJIACTH COOOMICHHH O TMOOOYHBIX JCHCTBUSX,
HEXEJaTelIbHbIX PEaKLUsAX, CEPhE3HbIX HEXKEIATEIbHbIX U HENPEABUACHHBIX HEXKENATeIbHbIX PEaKLUIX
pY MPUMEHCHHUH JICKAPCTBCHHBIX IPENapaToB, 00 OCOOCHHOCTSAX WX B3aWMOJCWUCTBHS C JAPYTUMHU
JIEKapCTBEHHBIMU TpenapaTaMu, WHIUBUAYAIbHOW HEMEPEHOCHMOCTH, a Takke 00 MHBIX (akTax u
00CTOSITENTLCTBAX, MPEACTABISIONINX YIPO3y JKU3HH HIIU 3JOPOBBIO0 YEIIOBEKa MO0 >KHBOTHOTO WIIU
BIMAIONIMX HAa M3MEHEHHE OTHOUICHUS OXHUAAEMOW MOJb3bl K BO3MOXHOMY PHUCKY HPUMEHEHUS
JIEKaPCTBEHHBIX MPEMAPATOB.

5. Ilpu BbIsBIEHUU HMH(OPMAIMU O CEPhE3HBIX HEXKENAaTEIbHBIX PEAKLUAX U HENpeIBUIACHHBIX
HEXEJIaTeJIbHBIX PpPEeaKUMsIX IpU IPUMEHEHUU JIEKapCTBEHHBIX IpenapaTroB, 00 OCOOEHHOCTAX UX
B3aUMOJICHCTBUS C JIPYTMMH JIEKapCTBEHHBIMH IIperaparaMy, WHAWBUIYaJIbHOM HEMEpeHOCHUMOCTH, a
TaKkke 00 UHBIX aKTax U 0OCTOSITENBCTBAX, BIUSIOUIMX HA U3MEHEHUE OTHOLLIEHUS OKUAAEMOM MOJIb3bI K
BO3MOKHOMY DHUCKY IPUMEHEHHUS JIEKapCTBEHHBIX I[PENaparoB, JAEp)KaTelld WM  BJIAJAEIbIIbI
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKapCTBEHHBIX NMPENapaToB, IOPUINYECKUE JINIIA, HA UM KOTOPBIX
BBIJIaHbl pa3pelleHHs Ha MpOBEJCHHE KIMHUYECKUX HuccienoBaHuil B Poccuiickoit deneparuu, audo
YIOJHOMOYEHHbIE MMM JIpyIHe€ HOpUIMYECKHE JuIa OO0sf3aHbl NPUHATH MEpbI, HAINpaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCIEACTBUH  NPUMEHEHHs  TaKuX  JIEKapCTBEHHBIX  Ipernapartos,
MpenyNnpexaeHne NPUUNHEHUS Bpeia KU3HU WIN 3/I0pPOBBIO YEJIOBEKA JMOO KMBOTHOTO, 3aIIUTy UX OT
NPUMEHEHMs TaKUX JIEKAPCTBEHHBIX MpPEnapaToB, HA JONOJHUTENbHbIN cOOp AaHHBIX 00 3()(EeKTUBHOCTH
1 0€30MaCHOCTH TAaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIlIeHNe U COKPBITHE UH(OPMALINU, TPETYCMOTPEHHOM YacThi0 3 HACTOSAIIEH CTaThH,
JepKaTed WA  BJIQAENbIBl  PETUCTPAIIMOHHBIX  YIOCTOBEPEHUH JIEKAPCTBEHHBIX IpENapaTos,
IOPUJINYECKHE JINLIA, HA UMSI KOTOPBIX BBbIIAHBI pa3pelieHus Ha MPOBEACHUE KIMHUYECKUX UCCIIEOBaHUMN
B Poccuiickoit ®enepanuu, auO0 yYHIOJIHOMOUYEHHBIE HWMH JAPYTHE HOPUAMYECKHE JIUIA, a TaKkKe
JOJKHOCTHBIC JIMIIA, KOTOPBHIM 3Ta WHGOpMAIMs CTalla M3BECTHA MO POAY HX NpohecCHOHATHHOU
NEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMH C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.

7. Ilpu mony4yeHUH YIOJTHOMOYEHHBIM (hefepalbHbIM OPraHOM HCIIOJHUTENBHON BJIACTH B paMmKax
OCYyILIECTBICHUST UM (hapMaKoHa/30pa JA0Ka3aTeNbCTB O HECOOTBETCTBHM JIEKAPCTBEHHOrO Iperapara
YCTAQHOBJICHHBIM TpEOOBaHUSIM MU TpPU MOJYyYeHUH HH(POpPMAIMM O HECOOTBETCTBMM JAHHBIX 00
3¢ (heKTUBHOCTH U O 0€30MaCHOCTH JIEKAPCTBEHHOI'O Mperapara JaHHBIM O JEKapCTBEHHOM IIpernapare,
CoJIep KalIMMCsl B MHCTPYKIIMH IO €ro MPUMEHEHHUIO (B TOM YHMCIIE BBISBICHHBIX B XOJ€ OCYIECTBICHHS
(dbapmakoHaa30pa KOHTPOJIbHO-HAJ30PHBIMH OpPraHaMU HHOCTPAHHBIX TOCYIApCTB), YIOJIHOMOYEHHBIH
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(benepanbHBI OpraH MCIOJHUTEIHHON BIACTH B YCTAaHOBJICHHOM MM IOPSIAKE pACCMaTPUBAET BOIIPOC O
IIPUOCTAHOBIICHUH IIPUMEHEHHUs TAKOI'0 JIEKAPCTBEHHOTO IIpenapara.

CraTtbsa 65. NMpuoctaHoBNeHne NpUMeHeHUsA NeKapCTBeHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. ITpu momyyennn uHpOpMAIMK O HEKEJIATEIBHBIX PEAKIUAX MPU MPUMEHEHUH JIEKAPCTBEHHOTO
npenapara, He yKa3aHHBIX B MHCTPYKIHMU IO TPHUMEHEHHIO JIEKapCTBEHHOTO Mpernapara, Cepbe3HBIX
HEXKEJIATeNbHBIX pPEaKUUsiX, 00 OCOOCHHOCTAX €ro B3aWMOJCHCTBUSA C JPYTUMHU JIEKapCTBEHHBIMHU
npernaparamMu, KOTOpbIe MOTYT HPEACTAaBIATh YIPO3y KHU3HU WU 3710POBBIO YeJIOBEeKa MO0 KUBOTHOTO, a
TaKXe O HECOOTBETCTBUHU JAHHBIX 00 3((HEeKTUBHOCTH M O 0€30MACHOCTH JIEKAPCTBEHHOI'O Mpernapara
JTaHHBIM O JIEKAPCTBEHHOM ITpenapare, COAepKaluMcsl B MHCTPYKIMHU IO €ro MPUMEHEHHUIO, B TOM YHCIIe
OT YHOJHOMOYEHHBIX OPraHOB HWHOCTPAaHHBIX TOCYIapCTB, OOMEH KOTOPOH OCYIIECTBISETCS B
COOTBETCTBUH C COTJIAIICHUSAMH MEXIY YIIOJIHOMOYEHHBIM (eJepabHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMU HMHOCTPAHHBIX TOCYAApCTB, YIOJHOMOYEHHBIN (enepalbHbIi
OpraH HMCHOJHUTEIbHOH BIACTH pacCMaTpHBAeT BOIPOC O BO3SMOKHOCTH IMPUOCTAHOBIICHHS OOpaIIeHUs
TAKOTO JICKAPCTBEHHOTO IIpernapara B TIOPSIKE, YCTaHOBJICHHOM YIOJHOMOYEHHBIM (heaeparbHbIM
OpraHOM HCIOJIHUTEIbHOH BIIACTH.

2. llpy HEWUCNIONIHEHMU WM HEHAJJIeXallleM MWCIIOJIHEHUN JIep)KaTelsIMu WIM  BiaJelbllaMU
PErUCTPAallMOHHBIX YAOCTOBEPEHUMN JIEKAPCTBEHHBIX MPENaparoB, IOPUAMYECKUMHU JHMIAMH, HAa UM
KOTOPBIX BBIIAHBI PA3pEIICHUS HA TPOBEACHUE KIMHUYECKUX HcciienoBanuii B Poccuiickoit denepanuu,
WM YIOJTHOMOYEHHBIMH UMH JIPYTUMH IOPUIUIECKIMHU JTUIIAMHU 0053aHHOCTEH, YCTAHOBIIEHHBIX YacTsIMU
3 u 4 crateu 64 Hacrosmero deaeparbHOTO 3aKOHA, JIMOO B CIIydasiX MPEICTaBICHUS COOTBETCTBYIOLIIM
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIOJIHUTENBLHOM BIIACTH 3aKIIOYEHHUS O HEAOCTOBEPHOCTH
Pe3yJIbTaTOB KJIMHUYECKOTO UCCIIEOBAHMSI JIEKAPCTBEHHOTO Mpenapara il MEJUILMHCKOTO IPUMEHEHUS,
KOTOpOE€ OCHOBAaHO Ha pPe3yjbTaTax MPOBEPKM MEAMIIMHCKOW OpPraHM3allid, NMPOBOJMBIIEH YKa3aHHOE
KIIMHUYECKOE MCCIIeI0BaHUE C HApYILIEHUEM MpaBuJl HajJIeXalleld KIMHUYeCKOW MPaKTUKH, U IPUBEIIO K
MOJTyYEHHIO HEIOCTOBEPHBIX PE3yJbTaTOB, JIMOO B ciyyae HEBBINOJHEHMS NPEANHUCAHUS, BbIJAHHOTO
YIOJHOMOYEHHBIM (pe/lepaibHbIM OpraHOM HCIOJHUTENbHOM BIACTHM IO HTOTaM OCYIIECTBICHUS
BBIOOPOYHOI'O KOHTPOJISI KayecTBa JIEKApCTBEHHOI'O Ipernapara, YHOJIHOMOYEHHBIH (enepaiabHbIil opran
WCIIOJIHUTEJIPHON BJACTH B YCTAaHOBJIEHHOM WM IOPSIKE paccMaTpUBAaeT BOIPOC O MPUOCTAHOBICHHUH
IIPUMEHEHHUS TAKOT'O JIEKAPCTBEHHOTO NIpernapara.

3. YnonHOMOuYeHHBIH (enepalbHblil OpraH HMCIOJIHUTEILHOW BJIACTU IPH MPEACTABICHUH €My
CBEICHMI O HECOOTBETCTBMM IPOU3BOAUTEINS JIEKAPCTBEHHBIX CpPEICTB TpeOOBAHUSAM IPABUI
HaJJIexallel Mporu3BOJICTBEHHON MPaKTUKU U (WJIN) O HapyIIEHUU JIMIIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE
ObUIN BBISABJIEHBI B XOJ€ MPOBEIEHUS WHCIEKTHPOBAHUS NMPOU3BOAMTENS JEKAPCTBEHHBIX CPENICTB MIIH
OCYILIECTBJICHUS JINLIEH3MOHHOTO KOHTPOJIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPUBEIN
UM MOTYT IPUBECTH K IMPOU3BOACTBY JIEKAPCTBEHHBIX IPENApaToB I MEIULMHCKOTO NPUMEHEHHs,
MPUYMHUBIINX UM CIIOCOOHBIX TPUYMHUTH BPE] )KM3HU WM 3I0POBBIO FPaXKJIaH, pacCMaTPUBAET BOIPOC
O TPUOCTAHOBJICHUU IPUMEHEHHUs JIEKaPCTBEHHBIX IIPENapaToB I MEAUIMHCKOIO INPUMEHEHHS B
YCTaHOBJIEHHOM MM MOPSJKE B CICAYIOIINX CIydasX:

1) coctaB ¥ (WJIM) TEXHOJOTHS TMPOU3BOJACTBA JICKAPCTBCHHOTO Mperapara i MEIMIUHCKOTO
HpI/IMeHeHI/Ifl (C OITMCAaHUEM CTa,ZII/II\/'I HpOI/ISBOJICTBa) OTJIMYAKOTCA OT 3asIBJICHHLIX B peFI/ICTpaHI/IOHHOM
JIOChE;
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2) nexapCTBEHHBIN mpenapar i MEAUIMHCKOrO0 MPUMEHEHMSI IPOU3BEAECH Ha IPOU3BOJCTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChE;

3) y HOpou3BOAMTENS JIEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPIKIAOLINE
COOTBETCTBHE KAaueCTBa JICKAPCTBEHHOI'O IIpenapara Jisi MEAULUHCKOrO IPUMEHEHUSA, BBOIHMMOIO B
rpaxIaHCKH 000poT, TpeOOBAHHSIM, YCTAHOBJICHHBIM IIPH €r0 TOCYIapCTBEHHON PErHCTPALnY;

4) TPOW3BOAMTENEM JICKAPCTBEHHBIX CPEJACTB B COIJIAaCOBaHHBIH C  COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (DeJIepaTbHBIM OPTaHOM HUCTIOJHUTEILHOW BJIACTH CPOK HE YCTPAHECHBI HAPYIICHUS
TpeOOBAaHUI MpaBUJI HAUICKANICH TPOU3BOJICTBEHHON MPAKTUKA U (WJIM) JMIICH3UOHHBIX TPeOOBaHUH,
KOTOpbI€ OBbLTM BBHISBICHBI B XOJI¢ MPOBEICHUS HWHCICKTUPOBAHUS MPOU3BOIUTEINS JICKAPCTBEHHBIX
CPE/CTB WJIM OCYIICCTBJICHHUS JTUIICH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JICKAPCTBECHHBIX CPEICTB
U TIPUBEJIM WJIU MOTYT TMPUBECTH K IMPOU3BOJCTBY JIEKAPCTBEHHBIX MPEMapaToB I MEIHIIMHCKOTO
MPUMEHECHHSI, IPUIMHUBIIUX MM CIIOCOOHBIX MPUYMHUTD BPEJl )KU3HU WU 37J0POBBIO TPaXK/IaH.

(dactb 3 BBeneHa denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YnonHoMoueHHbIH (hefepanbHbIii OpraH UCIOIHUTENBHON BIACTH IPU HAIMYUU Y HETO CBEICHUN
O HECOOTBETCTBUU IPOU3BOJIUTEINIS JICKAPCTBCHHBIX CPEACTB TPEOOBAHUSAM MPABUJI  HAJICKAIICH
MIPOM3BOJICTBEHHONW MPAaKTUKKW U (WIM) O HAPYIIEHUH JUIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE OBLIH
BBISIBIIGHBI B XOJI€ TIPOBEJICHUS WHCIEKTUPOBAHUS TPOU3BOJIUTENSI JIEKAPCTBEHHBIX CPEACTB WIHU
OCYILIECTBIICHUS JIMIIEH3HOHHOTO KOHTPOIIA B chepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U MPHUBEIU
WM MOTYT IPHUBECTH K MPOMU3BOJICTBY JICKAPCTBEHHBIX IMPENapaToB /I BETEPUHAPHOTO NMPUMEHEHMUS,
MPUYMHUBIINX WM CIOCOOHBIX MPUYUHUTH BPEJ >KU3HH WU 3J0POBBIO KHUBOTHBIX, PacCMaTpHUBACT
BOIIPOC O TIPUOCTAHOBJIEHWU peaIM3allMd W TPUMEHEHUS JICKapCTBEHHBIX IMpenapaToB s
BETEPUHAPHOTO MPUMEHEHHSI B YCTAHOBICHHOM UM TOPSAKE B CIECAYIOIIUX CIydasK:

1) coctaB u (WiIM) TEXHOJOrHS MPOM3BOJACTBA JIEKAPCTBEHHOI'O Iperapara s BETEPUHApHOTO
IPUMEHEHHs (C ONMCaHMEM CTaJuil MPOM3BOJCTBA) OTIMYAIOTCS OT 3asABJICHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) HeKapCTBeHHLIﬁ npenapar Ajd BETCPUHAPHOTO ITPUMCHCHUA IIPONU3BCIACH Ha HpOHBBOHCTBeHHOﬁ
IIomaaKe, HE YKa3aHHOI\/'I B pEruCTpaiiOHHOM JOCKE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTBI, MOATBEP)KIArOIne
COOTBETCTBHE KadecTBa JIEKAPCTBEHHOI'O IIpernapara Jyisi BETEPUHAPHOIO NPUMEHEHHUs, BBOAMMOIO B
rpaxJIaHCKH 000poT, TpeOOBaHUSIM, YCTAHOBJIEHHBIM IIPU €0 roCy1apCTBEHHON PEruCcTpalluy;

4) npou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIMH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (heZiepallbHbIM OpPraHOM HCIOJIHUTENBHOW BJIACTH CPOK HE YCTPAHEHbI HapyIIECHUS
TpeOOBaHUM MpaBUJl HaJyIeXkKalled MPOU3BOJCTBEHHOM MPAaKTHUKU M (WJIM) JIMLEH3UMOHHBIX TPeOOBaHUM,
KOTOpbIE OBUIM BBISBICHBI B XOJ€ NPOBEIEHUS HMHCIEKTHUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYIIECTBJICHUS JUIIEH3MOHHOTO KOHTPOJIA B cpepe MpOU3BOACTBA JEKAPCTBEHHBIX CPEJCTB
U TIPUBEJIM WIM MOTYT NPHUBECTH K MPOM3BOJCTBY JIEKAPCTBEHHBIX MpEnapaToB A BETEPHUHAPHOTO
MPUMEHEHHS, TPUIMHUBIINX WM CIOCOOHBIX MPUYNHUTD BPEJl )KU3HU WU 37J0POBBIO KHBOTHBIX.

(uactp 4 BBeneHa DenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHagsopa
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-@3)
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YronHOMOYEeHHBIM  (penepanbHBIi  OpraH  WCIOJHHUTEIBHOW  BJIACTH,  OCYIIECTBIISFOITUI
dapmakoHag3op, Haxomsmmuxcs B oOpamennn B Poccuiickoit ®Dexmeparuu, 1O  pe3yibTaraMm
(dapmakoHag30pa pa3MeniaeT Ha cBoeM oduiaibHOM caiite B cetd "HMHTepHer" umHbOpMaiumioo o
MPUHATBIX PEHICHUSX O BHECEHUHM HU3MEHEHUS B MHCTPYKIHMIO MO TMPUMEHEHHIO JIEKapCTBEHHOI'O
npernapaTa, 0 MPUOCTAHOBIICHUU NMPUMEHEHHsI JIEKapCTBEHHOTO Ipemnapara, 00 M3bATUU U3 OOpaIleHUs
JIEKApCTBEHHOTO MperapaTa Wik 0 BO30OHOBJICHUH MPUMEHEHHS JIEKapCTBEHHOTO Iperapara.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Mnasa 14. AH®OPMALUA O JIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHI'A ABUXEHUA NEKAPCTBEHHbBIX NMPEMAPATOB
anAa MEQUUMHCKOro nPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. CucremMa MOHUTOpPUHra
ABUXEHUS NeKapCcTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMeHeHus1
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Mudopmanusi o JeKapCTBEHHBIX IpernapaTax, OTIYCKAaeMbIX IO PELENTy Ha JIEKapCTBEHHBIM
rpenapar, JO0J/DKHA COIEP’KAThCs TOJIBKO B CIIELMAIM3UMPOBAHHBIX W3JAaHUAX, NPEAHA3HAYEHHBIX I
MEIUIMHCKUX, (hapMalleBTUUECKUX, BETEpUHApHBIX paOOoTHHMKOB. HWH(popmanus o JeKapCTBEHHbIX
npernaparax Juis CleUaIUCTOB B 00JacTH OOpaleHHs JIEKapCTBEHHBIX CPEJICTB MOXKET COAEP)KaThCs B
MOHOTpaHsX, CIpPaBOYHHKAX, HAYYHBIX CTaTbiX, B JIOKJIaJaX Ha KOHrpeccax, KOH(EepeHIHsIX,
CUMIIO3MYMax, HAYYHBIX COBETaX, a TAK)KE B MHCTPYKLHAX 10 IIPUMEHEHUIO JICKAPCTBEHHBIX IIPENapaToB.

2. Nudopmanus o JeKkapCTBEHHBIX Ipenaparax, OTIIyCKaeMblX 0e3 pelenTta Ha JEeKapCTBEHHBIN
mpemapaTr, MOXKET COAepKaTbcs B IMYyONUKAUAX M OOBSIBICHUAX CPEICTB MaccoBOM HH(opMaIu,
CHEIUATU3UPOBAHHBIX M OOIIMX IMEYATHBIX HU3JAHUSIX, MHCTPYKIHUSX MO MPUMEHEHHUIO JIEKAPCTBEHHBIX
MpernapaToB, MHBIX U3JAHUSIX CYOBEKTOB OOpallleHHsI JIEKApCTBEHHBIX CPE/ICTB. PekiaMHble MaTepualbl o
JIEKApCTBEHHOM TIperapare, OTIyCKaeMOM Oe3 pelenrta Ha JIEKapCTBEHHBIM Tpemapar, JOJIKHBI
COOTBETCTBOBATh MHCTPYKIUHU IO MPUMEHEHHUIO JIEKAPCTBEHHOTO pernapara.

3. Jlomyckaercss HCIONb30BaHUE JIOOBIX MaTepUANbHBIX HOCHUTENEH, MO3BOJISAIONIUX XPaHUTh,
nepeaaBaTh U UCMOIb30BaTh HH(POPMALIKIO O JIEKApCTBEHHBIX MpernapaTax 0e3 ee HCKaXeHHUs.

Koncynsrantlntoc: npumedanue.
Y. 4 ct. 67 BcTynaer B cuity ¢ 1 siuBapsa 2020 roga.

4. Jlna ueneil MASHTHUPHUKALMU YIAKOBOK JIEKAPCTBEHHBIX MPENapaTroB [Uisi MEAUIIMHCKOTO
IIPUMEHEHHUs] NPOM3BOJUTENMN JICKAPCTBEHHBIX CPEACTB B IOPSAKE, YCTaHOBIEHHOM IIpaBuTEnsCcTBOM
Poccuiickoit @enepanny, HAHOCAT Ha MEPBUYHYIO YIIAKOBKY (B OTHOIICHUH JIEKAPCTBEHHBIX MPENapaToB
JUI. MEAULIMHCKOTO IPUMEHEHHS, I KOTOPBIX HE MPEAyCMOTPEHA BTOPUYHAs YIIAaKOBKAa) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIAaKOBKY JIEKAPCTBEHHBIX MPENaparoB Il MEIUIMHCKOTO NMPUMEHEHMs CpelICTBa
UACHTUDUKAIIMY, 32 HUCKIIOUEHUEM JIEKAaPCTBEHHBIX IMPENaparoB I MEIUIIMHCKOTO HPUMEHEHHUS,
MIPOU3BOJUMBIX JUISl IPOBEACHUS KIMHUYECKUX HCCIEIOBAHMM, SKCIOPTA, JIEKAPCTBEHHBIX IIPENapaToB
JUIS MEIMLUHCKOTO IPUMEHEHHUs, YKa3aHHbIX B 4acTAX 5 M 8 crateu 13 Hacrosmero denepanbHOro
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3aKOHa, paguo(apMaIeBTHICCKIX JCKAPCTBEHHBIX MPEMapaToB U MUSBOK MEIUIIMHCKHX.
(dactp 4 BBeneHa OenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3 (pen. 28.11.2018))

5. XapakTepucTHKH CpeicTBa HASHTU(DUKALINH, TIOPSIOK €r0 HaHECEHUsS M TPeOOBAHUS K CTPYKTYpE
u ¢dopmary wuHbOpManUU, KOTOPYIO COACPKUT CPEACTBO HACHTU(UKALMUU, ONPEICNITIOTCS
IIpaBurensctBoM Pocculickoit denepanun.
(dactb 5 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsimox co3maHusi, pa3BUTHs, BBOJA B OJKCIUIyaTallMIO, O3KCIUIyaTallud W BBIBOAA W3
JKCIUTyaTallud CHCTEMbl MOHMTOPMHIA JBHUYKEHUS JIEKAPCTBEHHBIX NPENapaToB s MEAMIIMHCKOIO
MPUMEHEHHS, TOPSI0K TPEJOCTaBICHUS WHPOPMAIUHU, COACpXKAIICHCS B CHCTEME MOHUTOPWHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB s MEIULUUHCKOTO NMPUMEHEHHUs, U MOPSIAOK B3aUMOJCHCTBUS
YKa3aHHOH CHCTEMbl C HWHBIMH  TOCYJapCTBEHHBIMH  WH()OPMAIMOHHBIMA  CHCTEMaMH U
MH(OPMALIMOHHBIMU CUCTEMAaMHU IOPUINYECKHX JIUI U MHAUBUAYAIbHBIX MIPeANpUHUMATENCH, YKa3aHHbBIX
B yacTsx 7 u 10 Hactosmie#t crarbu, ycranaBnuBatorcs [IpaButenbctBoM Poccwmiickoit Deneparuu.
OnepatopaMy CUCTEMbl MOHHMTOPUHIA JBUYKEHUS JIEKAPCTBEHHBIX IMPENapaTroB [UIsi MEAUIIMHCKOIO
MPUMCHCHHS SIBJITIOTCS  (peepalibHBIl  OpraH HWCIOJHUTEIBHON BiacTd W (WIM) OpraHHU3aIus,
ynosHomoueHHble [IpaButenscTBOoM Poccuiickoit @eaepannu.

(dactb 6 BBeneHa denepaibHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

Koncynprantllntoc: nmpumeuanue.
Y. 7 ct. 67 BcTymaer B cuity ¢ 1 siuBaps 2020 roza.

7. FOpuanueckue JIMla U UHAUBUAYAIbHbIE MPEAIIPUHUMATENH, OCYIIECTBIISIIOLIME TPOU3BOACTBO,
xpaHeHue, BBO3 B Poccuiickyro ®Deaepanuro, OTHNYCK, pEaJM3alMI0, NepeAady, NOPUMEHEHHE U
YHUUYTOXKEHUE JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHHUsI, 00eCTIEUNBAIOT B MOPSIKE U
B cocTaBe, KoTopble YycTraHoBjieHbl IIpaBurenbctBoM Poccuiickoir @Penepauuu ¢ yd4eToM BHUAA
OCYIIIECTBISIEMOM UMHU JEATEIbHOCTH, BHECEHHE HWH(GOpMAallMd O JIEKapCTBEHHBIX IMpemapaTax st
MEIUIIMHCKOTO TMPUMEHEHUS] B CHCTEMY MOHHUTOPHUHIA JIBUXKEHHUS JIEKAPCTBEHHBIX IPENapaTroB s
MEIUIMHCKOTO TPUMEHEHUS.

(dactb 7 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

Koncynprantllinroc: npumeyanue.
C 29.11.2019 ct. 67 nononusiercs 4. 7.1 (3 ot 28.11.2018 N 449-D3). Cm. Oynyiiyro pelakiuio.

8. Opranuzanus HHOOPMALMOHHOTO B3aUMOJEUCTBHUS CHCTEMbl MOHHUTOpPUHTA JBM)KECHUS
JIEKApPCTBEHHBIX TPEMapaToB I MEIUIMHCKOTO TPUMEHEHHS C WHBIMH TOCYAapCTBEHHBIMU
WH(OPMALIMOHHBIMU CHCTEMaMH OOEeCHeuYnBaeTcs B TOM YHCJIE TOCPEACTBOM HH(PACTPYKTYpHI,
obecrieunBaroniel MHGHOPMAITMOHHO-TEXHOJIOTHUECKOE B3aWMOJICHCTBHE WH(POPMAIIMOHHBIX CHCTEM,
WCIONB3YEMBIX JUISI MPEJOCTABICHUS] TOCYIAPCTBEHHBIX M MYHUUUINAIBHBIX YCIYI WU HCIOJIHEHUS
rOCYJAapCTBEHHBIX U MYHUITUTIATBHBIX (DYHKIINI B JIEKTPOHHOH opme.

(uacth 8 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

9. O6menoctynHas uHOpManMs, coAep)Kalascsi B CHCTEME MOHHUTOPHHIa JIBM)KEHUS
JIEKapCTBEHHBIX IIpernapaToB JUIS MEIUIMHCKOTO IIPUMEHEHUS], pasMeniaercs B
MH(OPMALIMOHHO-TEIEKOMMYHUKAITMOHHOM ceT "MHTepHer" (B TOM uuncie B (OpMe OTKPBITHIX JTaHHBIX)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

B IIOpsiKe, ycTaHOBIEHHOM [IpaBurensctBoM Pocculickoit denepanumu.
(dactpb 9 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

10. IIpousBoauTENM JIEKAPCTBEHHBIX CPEJICTB MOJIYUYAIOT COJAEPKAIIYIOCS B CUCTEME MOHUTOPUHIA
JBIDKEHUS JICKAPCTBEHHBIX IpErapaToB I MEAMIIMHCKOTO MPUMEHEHHs WH(OPMAIMI0 O CEepUsix H
MapTHUSIX JICKAPCTBEHHBIX MPEMapaToB, MPOU3BOJIUMBIX UMHU U HAXOMSIIUXCS B TPAKIAHCKOM 000pOTE B
Poccutickoit deneparuu, 6€3B03Me3HO.

(uactpb 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Koncynprantllinroc: npumeyanue.
Y. 11 ct. 67 Berynaer B cuiny ¢ 01.01.2020.

11. 3a npou3BOACTBO MM NPOJAXKY JEKAPCTBEHHBIX MPENapaToB JUisi MEAUIIMHCKOIO MPUMEHEHHUS
0e3 HaHECeHHs CPEJICTB HJICHTU(UKAINU, C HAPYIICHHEM YCTAHOBJICHHOTO MOPSIKA WX HAHECCHUS, a
TaKk)kK€ 32 HECBOCBPEMEHHOE BHECEHHME IaHHBIX B CHCTEMY MOHUTOPHHIA IBW)KCHUS JIEKaPCTBEHHBIX
MpenaparoB i MEIUIMHCKOTO TPUMEHEHUsS WM BHECEHHE B HEE HEIOCTOBEPHBIX JaHHBIX
IOpUANYECKHE JIMLa U WHAUBHUIyalbHbIE NPEINPUHUMATENIHN, yKa3aHHbIE B 4YacTAX 4 U 7 HacTosuleH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOAATENBCTBOM Poccuiickoit @enepanuu.
(uacth 11 BBegena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TlpaButenbctBo Poccuiickoii @Penepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEJPEHUS
CHCTEMbl MOHUTOPHMHIA JIBUKEHMS JIEKApCTBEHHBIX IpenapaToB s MEIULMHCKOIO INPUMEHEHUs,
BKJIIOYAsi CpPOKM €€ BHEAPEHUs, B OTHOIICHWU JIEKAPCTBEHHBIX IPENapaToB i MEAUIMHCKOIO
IIPUMEHEHMs, BKJIIOUYEHHBIX B IE€PEYCHb KU3HEHHO HEOOXOJMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX
MpernapaToB, JIEKAPCTBEHHBIX IIPEMapaToB, MPEeIHA3HAUYCHHBIX IS 00ECHedeHus JHI, OOJBHBIX
reModuiineil, MyKOBHUCIMI030M, TUNO(U3ApHBIM HAHU3MOM, Oose3Hbio ['omie, 370KayecTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(POUIHOMN, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
JMI] TIOCJIe TPAHCIUIAHTALlMKM OpPraHoB M (WJIM) TKaHeW, HWHBIX JIEKapCTBEHHBIX IpenapaToB JJis
MEAUIIMHCKOTO TPUMEHEHHUS.

(uacTh 12 BBegena PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

MaBsa 14.1. OTPAHUYEHUA, HANNAT AEMbIE
HA OPTAHU3ALUUN, OCYLUECTBNAKLWMUE OEATENIbBHOCTb
MO OBPALLUEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBenmena denepanbHBIM 3ak0HOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuyeHusi, Hanaraembie MNPU OCYLIECTBNEHUU [OeATeNIbHOCTU B
cchepe obpalleHUs NeKapCTBEHHbIX CPeacTB

1. Opranuzanuy, 3aHUMaroUIMecs pa3paOOTKOH, NPOM3BOJACTBOM U (WIM) peanu3aiuen
JIEKapCTBEHHBIX MPENnapaToB A MEAUIIMHCKOTO NMPUMEHEHHs, OpraHu3aluu, o0Iaalolue npaBaMu Ha
HCII0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOI'O NpenapaTa JJisi MEAULUHCKOTO IPUMEHEHMS],
OpraHM3ali ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CpEJICTBAMH, amNTeuHble oOpraHu3auuu (Ux
NPEJCTaBUTENIN, UHBbIE (U3NUYECKHE U IOPUANYECKHE JIMIIA, OCYIECTBISIONINE CBOIO JESITEIBHOCTh OT
MMEHU 3TUX OpraHu3alui) B OTHOUICHUH MEIUIMHCKUX PAaOOTHUKOB U PYKOBOAUTEIEH MEIUIIMHCKUX
OpraHM3alvii He BIIpaBe:
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

1) BpyuaTh MOJapKH, BBIILIAYMBATH JACHEKHBIE CPEACTBA (32 MCKIIOYEHHEM BO3HArpPaKICHHUI 1O
JOrOBOpaM  IIpU  IIPOBEEHUM KIMHMYECKUX MCCIEJOBAHUN JIEKapCTBEHHBIX IpEenapaToB s
MEAUIMHCKOTO TPUMEHEHUS, BO3HArpaXkIE€HUM, CBA3aHHBIX C OCYILECTBICHHEM MEIULIUHCKUM
paOOTHHUKOM NEAAroruueckKoi u (WiM) HaAy4HOW AEATENbHOCTH), B TOM YMCIIE OIJIauMBaTh Pa3BICUCHHUS,
OTIBIX, IIPOE3]T K MECTY OTIbIXa, a TAK)KE MPHUBJIEKATh K Y4aCTUIO B Pa3BJIEKATEIbHBIX MEPOIPHUATHIX,
IIPOBOJIUMBIX 3a CYET CBOUX CPEJICTB;

2) 3akiaoyaTh COMVIALUIEHUS O HA3HAYEHMM WM PEKOMEHJALMU IalMeHTaM JIeKapCTBEHHBIX
IIPenapaToB s MEAULUHCKOrO MPUMEHEHH (3a UCKIIIOUEHHEM JIOTOBOPOB O MPOBEAECHUHU KIMHUYECKHX
U CCIIEIOBAaHUM JIEKAPCTBEHHBIX MIPENApaToB JIJIsl MEAULIUHCKOIO IPUMEHEHU);

3) mpeaoOCTaBIATH o6pasu},1 JICKApPCTBCHHEBIX IIpEapaToB A MEAUIMUHCKOI'O IMPUMCHCHHUA B LECIIAX
BpY4YCHHA TIALIUCHTaAM (33. HCKIIIOYCHHUEM  CJIydacB, CBA3aHHBIX C TPOBCACHUCM KIMHUYCCKUX
HCCIICOBaHUM JICKAPCTBCHHLIX IIPCIIapaToB 111 MCAULIUMHCKOI'O HpI/IMeHeHI/Iﬂ);

4) npeoCTaBIsATh HEJOCTOBEPHYIO U (MJIM) HETIOJIHYIO MH(OPMAIIHIO O JIEKAPCTBEHHBIX MperapaTax
JUIS. MEIUITMHCKOTO MMPUMEHEHHUS,

5) mocemate UX B pabouee BpeMsi Ha pabOUMX MECTaX, 3a UCKIIOYCHHEM CIIy4aeB, CBS3aHHBIX C
MPOBEJCHUEM  KIMHMYECKMX HCCIICOBAHWUN  JICKAPCTBEHHBIX IPEMapaToB Ui  MEIUIIUHCKOTO
IIPUMEHEHHUs], C Y4aCTHEM B IOPSJKE, YCTAHOBJICHHOM PYKOBOJMTEIEM MEIHULIMHCKOM OpraHU3alliH, B
COOpaHUsIX MEIUIIMHCKUX Pa0OTHUKOB M HMHBIX MEPOIPHATHSAX, HANPABICHHBIX Ha IOBBIIICHUE HX
npo(eCCHOHATBFHOTO YPOBHSA WJIM Ha TPEAOCTaBICHHE WH(POpPMAINHU, CBSI3aHHOH C OCYIIECTBICHHUEM
MOHHUTOPHUHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPEIIApaTOB;

6) HO6Y)KI[21TI) K BBIIIMCBIBAHUIO JICKAPCTBCHHBLIX NpCrapaTroB I MCAUIIMHCKOrO IMPHUMCHCHUS Ha
6HaHKaX, COoACPIKAIIUX PIH(l)OpMaI_II/IIO PCKIIAMHOI'0 XapaKTCpa, a4 TAKIKEC Ha PCUCIITYPHBIX 6J'IaHKaX, Ha
KOTOPBIX 3apaHEC HalnedYaTaHO HAMMCHOBAHUC JICKAPCTBCHHOI'O mpfcmapara I MEAULIUHCKOTO
IMPUMCHCHUS.

2. Opranu3zanuu, yKka3aHHble B a03alie mepBoOM JacTu | HACTOSAIIEH CTaThU, U UX MPEICTABUTETU B
OTHOIIEHUH (hapMalleBTUUECKUX paOOTHUKOB U PYKOBOJIUTENEH aNTeUHBIX OpraHU3alliil He BIIPaBe:

1) Bpy4daThb MMOJApKH, BbIIIAYUMBATH ACHCKHBIC CPCACTBA, B TOM YMCIIC OIINIAYMBATL PA3BJICHYCHUA,
OTABIX, MPOEC3A K MCECTY OTAbIXd, W IPHUBJICKATH K YYACTUIO B Pa3BJICKATCIBHBIX MCPOIPHUATUSAX,
IMPOBOAVWMEBIX 3a CHCT CBOUX CPCACTB,

2) mpenocTaBiATh OOpa3lbl JIEKAPCTBEHHBIX IpErnapaTroB A MEIUIUHCKOIO HMPUMEHEHHs [Uis
BPY4YEHHMSI HACEIICHHIO;

3) 3aKJII04YaTh CONIAlICHUA O IMPCHJIOKCHHUU HACCICHUIO OHNPCACICHHBIX JICKAPCTBCHHBIX
mnmpemnapaTtoB A1 MCAUITUHCKOI'O MPUMEHCHU A,

4) mpenoCTaBIATh HEIOCTOBEPHYIO U (MJIM) HEMOJIHYIO HH(POPMALIHIO O JIEKAPCTBEHHBIX Mperaparax
JUIS  MEQUIMHCKOTO TMpPUMEHEHHUs, B TOM YHCI€ MMEIOIIMX OJIMHAKOBOE MEKIyHapOJIHOE
HENaTEeHTOBaHHOE HaMEHOBAaHMUE.

Cratba 67.2. TpeboBaHMA K OpraHM3auMm U NPOBeAEHUID HayYHbIX MEepPONpPUATUMN,
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

MHbIX MepOMnpUSTAUN, HamnpaBfieHHbIX Ha NOBbIWEHWe MNPOo(PeCcCUOHANBLHOIO YPOBHSA
MeAULMHCKUX paboTHUKOB UMM Ha npeaocTaBrieHnWe UWHcgopmauum, CBA3aHHOW C
ocyllecTBNeHMeM MOHUTOPUHIa 6e30NacHOCTY NeKapCcTBEHHbIX NpenapaToB

1. IIpu npoBeneHUN HaAyYHBIX MEPONPUATUN, UHBIX MEPOIPUSATHI, HAIIPaBICHHBIX Ha MOBBIIIEHNE
Ipo(ECCHOHATLHOIO YPOBHA MEAMLUMHCKUX pPAOOTHUKOB WM Ha IPEAOCTABICHHE CBS3aHHOW C
OCYIIECTBIICHHEM  MOHHUTOpPUHra  O€30IacHOCTH  JIGKAPCTBEHHBIX  IpenapaToB  WHQOpMaIHH,
OpraHU3yeMbIX OpraHM3alMsMHU, yKa3aHHbIMU B a03aue nepBoM uactu | crateu 67.1 Hacrosiuero
@enepanbHOr0 3aKOHA, WX NPEACTABUTENSIMH W (WiM) (UHAHCUPYEMBIX 3a CUET CpPEICTB 3TUX
OpraHM3allMii W WX [PEICTaBUTENICH, 3alpeliaeTcs MPernsiTCTBOBaTh y4YacTUI0 B YKa3aHHBIX
MEPOINPHUATHUAX HMHBIX OPraHM3alUi, KOTOPBIE IPOU3BOLAT WIHA PEAINU3YIOT JIEKAPCTBEHHBIC IIpEnaparhl
U1l MEIULMHCKOTO IPUMEHEHHUS CO CXOKUM MEXaHU3MOM (PapMaKoJOTHYECKOro AEHCTBHs, OO
CO37aBaTh JMCKPUMHUHALMOHHBIE YCIOBUSA JUI1 OJHHUX YYAaCTHUKOB II0 CPaBHEHUIO C JPYIMMH
YY4aCTHUKAMHU, & UMEHHO:

1) npenocTaBiIsATh pa3iIMYHOE KOJIMUYECTBO BPEMEHHM IS BBICTYIUIEHUN YYaCTHHUKOB, pa3jIMYHbIE 110
pasMmepy 3aHUMaeMOll IUIOIIAAM MecTa sl JeMOHCTpalu o0pa3lioB JIEKApCTBEHHBIX IpenapaToB s
MEIULMHCKOTO TNPHUMEHEHUS WIM pEKIAMHBIX MaTepHAIOB O JIEKAPCTBEHHBIX IIpenaparax it
MEIULMHCKOrO IPUMEHEHMS HA DKCIIO3ULUAX, CTEHIaX, 38 UCKIIOYEHUEM CIIy4aeB, €CJIM TaKUE YCIOBUS
3aKpeIUIeHbl B COTJIALICHUSAX JTUX OPraHM3alWid, WX MpeACTaBUTeNeH 0 (PMHAHCHPOBAHUM YKa3aHHBIX
MEpPONPUATHIA U 00YCIIOBJIEHBI PA3JIMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha X OpraHU3aluIo;

2) ycTaHaBJIMBaTh pa3Mep B3HOCA JJI1 YYaCTHUKOB MEpOIPUSATUH, yYKa3aHHBIX B a03alle MepBOM
HACTOALLEH YacTH, IPEBBIIAIOINNA CYMMY 3aTpaT Ha OPraHU3alMI0 YKa3aHHBIX MEPOIPUATUN U BEAYIIMN
K HEOOOCHOBAaHHOMY OTPAHUYEHHUIO YUCIIA UX YYACTHUKOB.

2. Opranuzanuu, ykasaHHble B a03ane nepBoM udactu 1 crtarbu 67.1 Hactosmero denepanbHOro
3aKOHA, UX TMPEACTABUTENH, OCYILECTBIISIONINE OpraHU3alUi0 U (UiIM) (UHAHCUPOBAHUE MEPOIPHUITHH,
yKa3aHHbIX B 4acTH | HacTosIIeH cTaThy, 0053aHbl 0OOECTIeYnBaTh JOCTYI K MHPOPMALIUH O J1aTe, MECTe U
BPEMEHM NIPOBEJCHUS YKA3aHHBIX MEpPONPUATUHN, IJaHaX, MPOrpaMMax IPOBEIEHUS YKa3aHHbBIX
MEPONPUATHHA U TeMax, INIAHUPYEMBIX JUIsl pACCMOTPEHUS, COCTABE MX YYACTHUKOB IIYyTEM pa3MELICHUS
COOTBETCTBYIOIIEH MH(OpMallMK Ha CBOMX OPUIMANBHBIX caiiTax B ceTu "MHTepHeT" He mo3nHee ABYX
MECSLEB J0 Hayaja MPOBEACHNS YKA3aHHBIX MEPOIIPUSITHH.

3. Uudopmanust o nNpoBeI€HUN MEPONPUATUH, YKa3aHHBIX B 4acTU | HAcTOsIIEH CTaThbH, B CPOK,
YCTAaHOBJICHHBIM 4acTbi0 2 HACTOSALIEW CTaThbu, JOJDKHA ObITh HampaBieHa B (eaepalbHbI OpraH
UCTIOJIHUTEJIBHOM  BIIACTH, OCYLIECTBISIOIMIMKA (YHKIMM @O KOHTPOJIK U Haa3opy B cdepe
3/IpaBOOXPAHEHMs], JJIs MOCIEAYIOIIEro pa3MelleHusl ee Ha OQHUIMAIbHOM CalTe 3TOro OpraHa B CETH
"NuTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYWEHUE 3AKOHOOATEJNIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEHMU NEKAPCTBEHHbIX CPEACTB
M BO3MELLEHUWE BPEOA, NTPUYMUHEHHOIO 300POBbLIO NPAXKAAH
BCINEACTBUE NPUMEHEHUA NEKAPCTBEHHbDBIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3akoHogatenbcTBa Poccunckon
depepauunm npm odpaLieHUn NneKapcTBeHHbIX CpeacTB
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

1. Hapymenue 3akoHomatenbcTBa Poccuiickoit denmepanuu mpu 0OpalleHUH JICKAPCTBEHHBIX
CpeACTB BjeUYeT 3a CO000Hl OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEILCTBOM Poccuiickoit
denepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenmpeACTaBICHHE WM HECBOEBPEMEHHOE NPEICTaBICHHEe HHPOPMAMK U (MJIM) TOKYMEHTOB
mub0 TpEACTaBIEHWE HEJOCTOBEPHBIX UWHGpOpManuu u (WIKM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacrosuM ~ DeepaabHBIM — 3aKOHOM, CYOBEKTBI OOpallleHHs JIEKAPCTBEHHBIX CPEICTB  HECYT
OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOJATENLCTBOM Poccuiickoin denepaunm.

(dactp 2 BBeneHa DenepaibHbIM 3aK0HOM OT 22.12.2014 N 429-03; B pen. deaepaabHOrO 3aKOHA OT
04.06.2018 N 140-®3)

Cratbsa 69. BoameweHne Bpepa, NpMYNHEHHOro 340POBbLIO rpaxaaH BcneacTBue
NPUMEHEeHUA NeKapCcTBEHHbIX NpenapaToB

1. HpOI/ISBO,I[I/ITeJ'IB JICKAPCTBCHHOI'O IIpCIiapara 00s13aH BO3MECTUTH BpcA, HpI/I‘II/IHeHHHﬁ 300POBbBIO
rpaxziad BCJICACTBHUEC IPUMCHCHU A JICKAPCTBCHHOI'O IIpcriapara, €CJin J0Ka3aHo, 4YTO:

1) nexapcTBeHHBIN IpenapaT NPUMEHSUICA 110 Ha3HAUEHHIO B COOTBETCTBUU C HMHCTPYKLHUEH IO
IIPUMEHEHUIO JIEKAPCTBEHHOI'O IIpernapaTa M MPUYMHON Bpeda SIBUWICS BBOJ B IpaXJAaHCKUH 000OpOT
HEe100pOKaYeCTBEHHOTO JIEKApCTBEHHOTO Npernapara;

2) Bpel 3I0pOBbIO MPUYMHEH BCIEJICTBUE HEIOCTOBEPHON uH(pOpMaluu, colepkalleiics B
MHCTPYKLIMU 1O NPUMEHEHHIO JIEKapCTBEHHOTO IIpernapara, U3JaHHOH MPOM3BOIUTENEM JIEKapCTBEHHOTO
npernapara.

2. B cnydae, eciu Bpel 3[0pOBbIO TPaKIaH MPUUUHEH BCIEJICTBUE MPUMEHEHHUS JIEKapCTBEHHOTO
mpernapara, MPUIIEANIET0 B HETOJAHOCTh B pe3yJbTaTe HapyIICHUS NpPaBWI XPaHEHUS JIEKaPCTBEHHBIX
CPEICTB, MPaBWJI ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMU IpenapaTaMy, MPaBHI OTIMYCKa JEKapCTBEHHBIX
MpernapaToB, IPaBWJ M3TOTOBICHHUS W OTIyCKAa JICKAPCTBEHHBIX IIPErapaTtoB, BO3MEIICHHE Bpeaa
OCYIIIECTBIISIETCSI COOTBETCTBEHHO OpraHU3alliell OMTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeYHOW OpraHW3aliei, WHIAUBUAYAIGHBIM MPEANPUHUMATEIEM, WMEIONIMMH JIMIICH3WIO Ha
(bapMaleBTUUECKYIO JESATENbHOCTh WM JHUICH3UI0 Ha MEIUIMHCKYIO AeATeIbHOCTh, MEAMIIMHCKOU
OopraHu3anueil, WMeEIIeld JHUIEeH3WI0 Ha (PapMalleBTHYECKYIO NEATENbHOCTh (€€ 000CO0IeHHBIM
nojpaszaeneHueM (amOymnatopuei, GenpamepckuM U (QenpamepcKo-aKyepckuM MyHKTaMH, [IEHTPOM
(otnenenuem) oOuiell BpauyeOHOM (CeMeNHOM) MpPaKTHKHU), PAcIONOKEHHBIM B CEIbCKOM HACEIEHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas OpraHu3aius), JTOMYCTUBIINMH MPOJAXy WU OTIYCK TaKOTro
JIEKapCTBEHHOTO Tperapara.

(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

3. Bo3Mmenienwe Bpeaa, NPUYMHEHHOIO 3J0POBBIO TpaxKJaH BCJIEICTBUE IMPUMEHEHUs
JIEKapCTBEHHBIX TIPENapaToB WU COBEPIICHUS MPOTUBONPABHBIX JCUCTBUN CYOBEKTaMU OOpalieHHs
JIEKapCTBEHHBIX CPENICTB, OCYIIECTBISAECTCS B COOTBETCTBHM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJIOXXEHUA
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

Cratba 70. O npu3HaHMM yTpPaTUBLULMMM CUNY OTAESNbHbIX 3aKOHOAATeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNnbHbIX akToB) Poccumnckon depepaumm

[Tpu3HaTh yTPaTUBIIUMU CHUITY:

1) denepanbubiii 3akon ot 22 uroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpencTBax”
(Cobpanue 3akonoaarenbcTBa Poccniickoit @eneparuu, 1998, N 26, cr. 3006);

2) ®enepanbublil 3akoH oT 2 stHBaps 2000 roga N 5-®3 "O BHeCEeHUH U3MEHEHUS U JTOTIOJHEHUN B
®enepanpubiii 3akoH "O nekapcTBeHHBIX cpeacTtBax" (CoOpaHue 3akoHOIATEIbCTBA Poccuiickoi
®enepanun, 2000, N 2, ct. 126);

3) crarpio 40 ®enepanpaoro 3akona ot 10 ssuBaps 2003 roga N 15-D3 "O BHeCCHHH M3MEHEHHH U
JIOTIOJIHEHUH B HEKOTOpPBIE 3aKOHOJATeNbHbIE aKkThl Poccuiickoil Penepanny B CBSA3M C IPUHATUEM
®denepanpHoro 3akoHa "O  JIMIEH3WPOBAHMM OTACNIBHBIX BUIOB jesTtenbHocTH"  (CobOpanue
3akoHoarenscTBa Poccuiickoit denepamuu, 2003, N 2, cr. 167);

4) cratpio 31 ®enepanpHoro 3akoHa ot 30 urons 2003 roga N 86-D3 "O BHeCCHHH U3MEHEHUN H
JOTIOJIHEHUI B HEKOTOPBIEC 3aKOHOAATENbHbIE akThl Poccuiickon denepanuu, NpU3HAHUU YTPATUBIINMHU
CHIIy OTAENbHBIX 3aKOHOJATEIbHBIX akToB Poccuiickoit denepanuu, NpenoCcTaBICHUH OTACIbHBIX
rapaHTUil COTPYAHUKAM OPraHOB BHYTPEHHHUX JI€JI, OPTaHOB MO KOHTPOJIIO 32 00OPOTOM HAPKOTUUYECKUX
CPEICTB U TICHXOTPOMHBIX BEUIECTB W YNpPa3AHAEMBIX (elepaibHbIX OPraHOB HAJIOTOBOMl MOJWIUU B
CBS3U C OCYILECTBICHUEM MEp IO COBEPIICHCTBOBAHUIO rocyiaapcrBeHHOro yrpasieHus" (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) cratbio 101 denepanbHoro 3akona ot 22 aBrycrta 2004 roga N 122-03 "O BHeCeHHH W3MEHEHHIA
B 3aKOHoJaTelbHble akThl Poccuiickoil depepauuu M NPU3HAHUM YTPATUBIIMMHU CHIY HEKOTOPBIX
3aKOHOAATENbHBIX akTOB Poccuiickoit @enepauuu B cBaA3u ¢ npunarueM denepanbHbix 3akoHOB "O
BHECEHUU W3MEHEHUM M jaonoiHeHuil B PdexepanbHblii 3akoH "OO 0OLIMX NPUHIMIAX OpraHU3aLUU
3aKOHOAATENbHBIX (IPEICTAaBUTENbHBIX) W MCIOJHUTEIBHBIX OpPraHOB TIOCYJapCTBEHHOH BJacTu
cyobektoB  Poccuiickoit  ®@enmepaumu” u  "OO 0o0mMX NOPUHIUNAX OPraHU3aLUUM  MECTHOIO
camoynpasiienus B Poccuiickoii @enepanuu" (CoOpanue 3akoHomarensctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crareio 28 denepanbHoro 3akona ot 18 mexadbps 2006 roga N 231-d3 "O BBeacHUM B ICHCTBHE
gactu ueTBepTroil ['paxkmanckoro koaekca Poccuiickoit ®enepanun" (CoOpaHue 3aKOHOIATENbCTBA
Poccuiickoit deneparuu, 2006, N 52, cT. 5497).

CraTtba 71. BctynneHue B cuny HacTtoswero PegepanbHOro 3akoHa

1. Hacrosimuit @epepanbHblil 3aK0H BeTymnaeT B cuiy ¢ 1 centsiops 2010 rona.

2. JlexapCTBEHHBIE CpEACTBA, 3apErMCTPUPOBAHHBIE O [HSA BCTYIUIEHUS B CHJIy HACTOSILErO
DenepallbHOTO 3aKOHA, MMOJJIEkKAT BKIYEHHUIO B TOCYAAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YyKa3aHHBIX B yacTu 1 ctarbu 33 Hacrosmero denepanbHOTO 3aKOHA CBEIEHUM 00 ITHX
JIEKapCTBEHHBIX CpeACTBaX 0e3 MPOXOXKJECHUS BHOBb MPOIEAYypbl TOCYIAapCTBEHHOM pErucTpalnuu
JIEKapCTBEHHBIX NIPENapaToB.
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

3. l'ocynmapcTBeHHAsT perucTpanus JeKapCTBEHHBIX MPEMapaToB, 3a UCKIFOYEHUEM JICKapCTBEHHBIX
MpernapaToB ISl MEIUIIMHCKOTO NMPUMEHEHHUsS, NPEJCTABICHHBIX HA YKAa3aHHYIO PETHCTPALUIO IO JTHS
BCTYIUICHHUS B CHITy HacTosimero ®denepaabHOro 3aKOHA, OCYIIECTBIISCTCS B COOTBETCTBUU C HACTOSIIIUM
denepanbHBIM 3aKOHOM Ha OCHOBaHUH JIOKYMEHTOB W JIaHHBIX, IPEJCTABICHHBIX /IO JIHS BCTYIUICHUS B
cuty Hacrosiero denepanbHOTo 3aKOHa.

(B pen. @enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. TocynapcTBeHHasi perucTpanus JeKapCTBEHHBIX MPenapaToB JUIsi MEIUIIMHCKOTO TPUMEHEHHS,
MIPEJICTABJICHHBIX HA TOCYAApCTBEHHYIO PETUCTPALMIO 10 JHS BCTYIUJICHHS B CHIJIYy HacCTOSILEro
@denepalbHOTO  3aKOHA, M TIOCYJAapCTBEHHAas pErucTpauus JEKapCTBEHHBIX IpernaparoB s
MEAHUIIMHCKOTO MPUMEHEHUs, MPEICTABICHHbIX Ha OKCIEPTH3Y JEKApCTBEHHBIX CPEICTB /0 JHA
BCTYIUICHUS B CHIly Hactoswmero denepaJbHOrO 3aKOHA B LEIAX UX MOCIEAYIOLIEH roCyIapCTBEHHOM
pEerucTpalmu, OCYLIECTBIISIIOTCS Ha OCHOBAaHMM JOKYMEHTOB M JAaHHBIX, MPEACTABICHHBIX [0 JHS
BCTYIUIEHUSI B CUJIy Hactosiero denepanbHOro 3aKOHA, a TakKXKe 3asiBJIECHUS O TOCYJapCTBEHHOU
perucTpaluy JIEKApCTBEHHOTO TMpenapara, MPEICTaBICHHOTO IPOU3BOJUTENIEM JIEKapCTBEHHBIX
[IPenapaToB WM YIIOJHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU C HacTosuMM PDenepanbHbIM 3aKOHOM B
YIIOJTHOMOYEHHBIH (eiepabHbIN OpraH UCIIONHUTENbHOM BiacTu 10 1 maprta 2011 rona, 6e3 TpeboBanus
yIUIaThl TOCYIapCTBEHHOM MMOLUIMHBI, IIPEyCMOTPEHHON 3aKkoHOAaTeIbcTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(uactsb 3.1 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. IloaTBepkIeHHE TOCYIApPCTBEHHOW PpErucTpaluy JIEKapCTBEHHBIX IpernapaTroB  JUis
MEIUIMHCKOTO MPUMEHEHMS, PEACTAaBIECHHBIX JJIs MMOATBEPIKIECHUS FOCYIapCTBEHHONW PErUCTpALUU 10
IHsS BCTYIUIEHUS B cuily Hacrosimero denepanbHOro 3akoHa, M IMOJITBEPXKIEHUE TOCYJapCTBEHHOMN
perucTpalMy JIEKApCTBEHHBIX IIPErapaTroB JUIsi MEIWLMHCKOIO IPUMEHEHMsI, INpEACTaBIECHHBIX Ha
HKCHEPTHU3Y JIEKAPCTBEHHBIX CPEJICTB /10 JHSA BCTYIUIEHUS B CUIy Hacrtosiuero denepaibHOro 3akoHa B
LEesIX TOCIENYIOIIer0 MMOATBEPXKAECHUS HMX TOCYJAapCTBEHHOH pEerucTpalnmy, OCYIIECTBISIOTCS Ha
OCHOBAaHMU JOKYMEHTOB M [aHHBIX, NPEACTABIEHHBIX JO JHSA BCTYIJIGHHS B CHIIy HACTOSIIErO
@denepalbHOTO 3aKOHA, a TaKXe 3asdBJIEHUS O NOJATBEP)KIEHUU TOCYJAapCTBEHHOM pETUCTpalluu
JIEKapCTBEHHOTO TpernapaTa, MNpPeCTaBICHHOTO MPOMU3BOJUTEIEM JIEKApCTBEHHBIX IPENapaToB MU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HacTosmuM @DenepaibHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepaibHbI OpraH UCTIONHUTENbHOU BiacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHuUs
yIUIaThl TOCYTapCTBEHHOM MMOLUIMHBI, PEYCMOTPEHHOM 3aKOHOKaTenbCcTBOM Poccniickoit @enepannuu o
Hajorax u coopax.

(uactsb 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpuHsATnMe pemeHUss O BHECEHMM M3MEHEHMH B JOKYMEHTBI, COJEpKalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapar Ui MEIULUHCKOTO
IIPUMEHEHHs U TPEACTABIEHHBIE 0 IHSA BCTYIUIEHUS B CWIy Hacrosmero denepanbHOro 3aKoHa, U
MIPUHSITHE PEIICHUS O BHECEHUH U3MEHEHUI B JOKYMEHTHI, COJIEprKalleecs] B PETUCTPALlMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN NpenapaT il MEAUIIMHCKOTO IPUMEHEHMS ¥ IIPEJICTABICHHBIE Ha
JKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10 JIHs BCTYIUIEHUs B CHIIy Hactosmero denepanbHOro 3akoHa,
OCYILECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABIEHHBIX 1O JIHS BCTYIUIEHHS B CUILY
Hacrosimiero @denepanbHOrO 3aKOHA, a TAKXKE 3asBJICHUS O BHECEHHMM W3MEHEHHHW B JOKYMEHTHI,
coJiepKallvecs B PETUCTPALIMOHHOM JIOChE Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIN IpenapaTr aJis
MEIUIIMHCKOTO MPUMEHEHHUs, NPEICTaBICHHOIO IMPOU3BOAMUTEIEM JIEKaPCTBEHHBIX MPErnapaToB WM
YIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBMM ¢ HacTosiiuM @DenepanbHbIM — 3aKOHOM B
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(per. ot 06.06.2019) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 18.07.2019

YIIOJTHOMOYEHHBIN (efiepabHBIN OpraH UCIIOHUTENbHON BiacTu 10 1 mapra 2011 rona, 6e3 TpeboBaHus
YILJIAThl TOCYIApCTBEHHOW MONUIMHBI, TPEAYCMOTPEHHOM 3aKOoHOJaTeNbcTBOM Poccuiickoit Denepanuu o
Hajorax u coopax.

(dactp 3.3 B pen. Penepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplmaua paspenieHM Ha NpPOBEACHHE KIMHUYECKUX MCCIEAOBAHUN JIEKApPCTBEHHBIX
IIPENapaToB [UIsi MEJULUHCKOIO IPUMEHEHHS 110 3asBICHUAM, IOAAHHBIM JI0 JIHS BCTYIICHUS B CHILY
Hacrosuiero denepanbHOro 3aKOHa, a TAKXKE 110 3asBICHUAM, ITOJAAHHBIM I10CIIE JHS BCTYILUICHUS B CUILY
HacTosAmero deaepanbHOro 3aKOHAa Ha OCHOBAHMM 3KCIIEPTU3, IPOBEACHHBIX 10 JHS BCTYIUICHUS B CHUILY
Hacrosuiero denepajbHOrO 3aKOHA, OCYLIECTBISAETCS B COOTBETCTBHM C HacrosmuMm dDenepalbHbIM
3aKOHOM Ha OCHOBaHUM JOKYMEHTOB U JIaHHBIX, IIPEACTABICHHBIX MJIM MOJyYCHHBIX 0 IHS BCTYIUICHHUS
B cuily Hacrosmero denepanpbHoro 3aK0Ha, a TAKKE Ha OCHOBAaHUH KOIIMU IIPEABAPUTENBHOIO JOrOBOPa
00513aTENIbHOTO  CTPAXOBAaHUS  KHM3HHM, 3/0pOBbSl IAIIMEHTOB, YYacTBYIOUIMX B  KIMHUYECKOM
HCCIIEA0BAHUM JIEKAPCTBEHHOI'O IIperapara JIsd MEIULIHUHCKOrO NPHUMEHEHMs, WM KOIMU JOroBOpa
00513aTENILHOTO ~ CTPAXOBAaHUS  KHM3HHM, 3/0pOBbsl NAllMEHTOB, YYacTBYIOUIMX B  KJIMHUYECKOM
HCCIIEIOBAaHUM JIEKAPCTBEHHOIO Ipernapara sl MEAULMHCKOrO0 MHpPUMEHEHUs, JHO0O0 NpeCTaBIECHHOU
KOIIMM J0roBopa 00s3aTeIbHOI0 CTPAXOBAHUS, 3aKJIFOUEHHOTO B COOTBETCTBUU C TUIIOBBIMM IPAaBUIAMU
00513aTENIFHOTO CTPaxOBaHUsS, C YKa3aHHUEM NpeAeTbHONH YHCICHHOCTH IMAalMEHTOB, YYacTBYIOUIMX B
KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOI'O IIperapara s MEIULUHCKOro IpUMEHEeHMs, O0e3
TpeOOBaHMUS YIUIATHl TOCYIAapPCTBEHHOW MONUIMHBI, IPEAYCMOTPEHHONW 3aKOHOJAaTeIbcTBOM Poccuiickoit
®enepanuu o Hajnorax u coopax.

(uactb 3.4 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B HHOCTPAHHOW BAJIIOTE 10 AHS BCTYIUIEHHS B CHJIY HAacCTOSLIErO
®denepanbHOTO 3aKOHA MIPEIETBHBIE OTITYCKHBIC IIEHBl MHOCTPAHHBIX TPOU3BOAUTEIICH HA JIEKAPCTBEHHbBIC
npemnapaTsl, BKIIOYCHHbIE B TIE€PEUYCHb KU3HEHHO HEOOXOAUMBIX M BaXXHEHIIUX JIEKapCTBEHHBIX
MpenaparoB, MOJIekKAT nepecueTy B pyonu no kypey LlenTpansHoro 6anka Poccuiickoit @enepanuu Ha
naty, ycraHoBieHHylo [IpaButenbctBoM Poccuiickoit @eneparuu, 6e3 NpeacTaBIeHUs 3asBICHHUS O
repecyere MeHbl ¢ BHECEHWEM COOTBETCTBYIOIIMX W3MEHEHUN B TOCYAPCTBEHHBIN PEECTp MpeaeabHbIX
OTIYCKHBIX II€H MPOU3BOJUTENEH Ha JIEKAPCTBEHHBIE Mpenaparhl, BKJIIOUYECHHbIE B MEPEYEHb KU3HEHHO
HEOOXOUMBIX U BOKHEUIITUX JIEKAPCTBEHHBIX MIPEMapaToB.

(uactp 3.5 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE JO0 JHS BCTYIUICHUsT B cuiy Hactosmero ®denepanbHOoro 3akoHa
npeleibHble OTIYCKHBIE II€Hbl POCCHMCKMX MPOU3BOAUTENCH Ha JIGKAPCTBEHHBIC IMpenapaThl,
BKJIFOUCHHBIC B TMIEPEUCHb JKU3HEHHO HEOOXOIMMBIX W BaXKHEHINIWX JICKAPCTBEHHBIX IPENapaTosB,
noanexar wuHaekcamuu c¢ 1 HosOps 2010 roma wmcxods M3 MPOTHO3UPYEMOTO YPOBHS WHQISAINH,
ycTaHoBjieHHOro deepanbHbIM 3ak0HOM OT 2 nekadbps 2009 romga N 308-D3 "O denepansHoM Or0KETE
Ha 2010 rox u Ha nnanoBsli nepuo 2011 u 2012 ronos" Ha 2011 rog.

(dactp 3.6 BBeneHa denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapta 2011 roga He nomycKaroTCs IPOU3BOJACTBO U BBO3 B Poccuiickyro Denepanuo
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKaX ¢ MApKUPOBKOM, KOTOpast Obljla HAHECEHA J0 JHS BCTYIJICHUS B
cuiy Hactoswero PenepanbHoro 3akoHa. 1Io McredyeHMM yka3aHHOTO CpOKa JaHHBIE JIEKAPCTBEHHBIE
mpernapaTbl MOTYT OTIYCKaThCsl, PEaJIn30BBIBATHCS, MEpeaBaThbCsl M NMPUMEHSATHCS A0 HCTEUEHUs HUX
CpOKa rOJJHOCTH.

(B pen. deaepanbhbix 3aKk0HOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)
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Oenepanbhblil 3akoH oT 12.04.2010 N 61-03
(pen. ot 06.06.2019)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 18.07.2019

4. Co nmHa BcTymieHuss B cuily Hactosimero denepanbHoro 3akona v no 30 ampenst 2011 roga
BKJIIOYMTEIBHO  JIONYCKAETCS MPOBEJCHHUE OSKCIEPTU3bl JICKAPCTBEHHBIX CPEJACTB  JKCIIEPTaMHU
OKCIICPTHOI'0  y4YpCKACHUA OO HNPOXOXKIACHUA HWMHU aATTCCTAlUU B MOopsJKe, YCTaAHOBJICHHOM
VIIOJTHOMOYEHHBIM (heiepalIbHbIM OPTaHOM UCTIOTHUTEIILHOW BJIACTH.

5. Co mus BcTyluieHHs B cuiy Hacrosimiero ®eaepanbHoro 3akoHa u no 31 nexadpst 2013 roxa
BKJIFOYUTENBHO OCYLIECTBISETCS NEPEX0] K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHUH C
MpaBUJIaMU OpraHU3aIMi POU3BOACTBA U KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
gyactu 1 crareu 45 Hacrosimero ®enepanpHOoro 3akoHa, B MoiHOM oObeMe. Cpoku mepexona
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB K MX MPOU3BOJACTBY B COOTBETCTBUHU C KOHKPETHBIMU
TpeOOBaHUSMU [IAaHHBIX MpPaBWJI, BKJIIOYAs CPOKU AaTTECTAllMM YIOJIHOMOYEHHBIX JIHUI], yKa3aHHBIX B
gacTsix 6 u 7 cratbu 45 Hacrosimero deneparbHOrO 3aKoHa, ycTaHaBiuBaroTcs [IpaBuTenbcTBOM
Poccuiickoit @eneparuu.

6. JluueH3uun Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BbIIaHHble 10 | stHBaps 2014 rona,
nerctBytor nocne 1 sHBaps 2014 roga 1o uctedeHus Cpoka UX ACHCTBUSA IPHU YCIOBUU COOTBETCTBUS
JUIEH3MaTa TpaBUjaM OpraHU3alliyd MPOU3BOJICTBA M KOHTPOJISI KAauecTBa JICKAPCTBEHHBIX CPEJICTB,
yKa3aHHBIM B yacTH 1 cTatbu 45 HacTosiero @enepaibHOTO 3aKOHA.

7. ®dopmupoBaHHE TOCYAApPCTBEHHOTO 3aJlaHUS Ha MPOBEACHHE DKCIEPTHU3BI JIEKAPCTBEHHBIX
cpenctB (eaepaabHOMY TOCYAAPCTBEHHOMY OIOKETHOMY YUYPEKACHHUIO MO MPOBEACHUIO IKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJCTB M (PMHAHCOBOE OOECIICUCHME BBITIOJIHEHUS 3TOTO 3aJaHUs OCYIIECTBIISIOTCS B
nopsiike, ycraHoBiieHHOM PDenepanbHbIM 3ak0HOM OT 12 siuBaps 1996 rona N 7-®3 "O HekoMMepUecKux
opraHuzanusx".

(uacts 7 BBeneHna denepanbubiM 3aKk0oHOM OT 29.11.2010 N 313-D3)

[Ipe3naent
Poccniickoit ®enepanuun
JA.MEJIBEJIEB
Mocksa, Kpemiib
12 anpens 2010 roga
N 61-®3
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