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12 anpens 2010 roga N 61-P3

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHWUN NNEKAPCTBEHHbIX CPEACTB

[Ipunst
l'ocynapctBennoi Jlymoit
24 mapta 2010 rona

Onobpen
Coserom Penepanuu
31 mapra 2010 rona

CHuCcoK M3MEHSIOIINX JTOKYMEHTOB
(B pea. @enepanbHbix 3aKk0HOB 0T 27.07.2010 N 192-03,
or 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-@3, ot 25.12.2012 N 262-@3, ot 02.07.2013 N 185-D3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-@3, ot 22.10.2014 N 313-D3,
orT 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
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, ot 04.06.2018 N 140-®3, ot 28.11.2018 N 449-D3,
o1 27.12.2018 N 511-®3)

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

1. Hacrosmmii @enepalbHbII 3aKOH PpEryJIUPYET OTHOLICHMs, BO3HUKAIOIIME B CBSA3M C
oOpalieHueM - pa3pabdOTKON, NOKIMHMUYECKUMHU HCCIEAO0BAaHUSAMHU, KIMHMUYECKUMHU HCCIEIOBAHUIMU,
JKCIIEPTU30M, TOCYHAPCTBEHHOM pErucTpalyeil, cO CTaHAApTHU3alUed M C KOHTPOJIEM KayecTBa,
MPOU3BOACTBOM, M3rOTOBJIEHUEM, XPAaHEHUEM, IE€PEBO3KOW, BBO30M B Poccuiickyro dDexnepanuro,
BbIBO30M U3 Pocculickonn denepannu, pekiIamMou, OTIIYCKOM, pealu3aluei, nepegadyei, IpuMEHEHUEM,
YHUYTOKEHHUEM JIEKAPCTBEHHBIX CPENICTB.

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

2. Hacrosmmii @enepaiabHbIi 3aKOH YCTAaHABIMBAET MPHOPHUTET TOCYAAPCTBEHHOTO PETryINPOBAHUS
6e30macHOCTH, KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MPU UX OOpAILCHUH.
(B pen. ®exnepanbHoro 3akona ot 25.06.2012 N 93-D3)
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CraTtba 2. Cdepa npumeHeHUs HacTosiwero PenepanbHOro 3akoHa

Hacrosmuit denepanbHblil 3aKOH NPUMEHSIETCS K OTHOIIEHUSM, BO3HHUKAIOIIMM MpH OOpaleHuH
JIEKApCTBEHHBIX CPEICTB Ha Tepputropuu Poccuiickon @enepannu.

CraTtbsa 3. 3akoHOA4aTeNnbLCTBO 06 OOpaLLeHNn NeKapCcTBEeHHbIX CpeacTB

1. 3akoHOmaTenbcTBO 00 OOpalieHUH JIEKAPCTBEHHBIX CPEJICTB COCTOMT U3 HACTOSIIErO
@denepalibHOTO 3aKOHA, APYruX ¢eAepanbHbIX 3aKOHOB M HMHBIX HOPMATUBHBIX IMPAaBOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOIATENHCTBO 00 OOpAICHNH JICKAPCTBEHHBIX CPE/ICTB B OTHOIICHUH IOPUINIECKUX UL 1
WHJWBUIYAIBHBIX  MPEANPUHUMATENEH,  OCYIIECTBIIONMX  JEATENBHOCTh  HAa  TEPPUTOPUHU
MEKIYHAPOJAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSETCS C Y4eTOM OCOOCHHOCTEW, YCTaHOBJICHHBIX
@enepanbHbiM  3aKk0HOM "O  MEXAYHApOIHOM MEIUIIMHCKOM KJacTepe M BHECEHWH HW3MEHEHHU B
OT/IeNbHBIC 3aKOHOaTeNbHbIE akThl Poccuiickoit denepannu’.

(uactsb 1.1 BBenena @enepasibHbIM 3aKk0HOM OT 29.06.2015 N 160-D3)

2. [leiictBue Hacrosuero denepanbHOro 3aKOHA PAcIpOCTpaHsIeTCs Ha OOpalieHne HApKOTHYECKIX
JIEKAPCTBEHHBIX CPEJICTB U TCUXOTPONHBIX JIEKAPCTBEHHBIX CPEJICTB C YYE€TOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX  3aKOHOIATENbCTBOM  Poccuiickont @enepaunu O HApKOTUYECKUX  CpPEICTBaX,
TICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCOpax.

3. JeiictBue Hacrosimero @DenepanbHOrO0 3aKOHA  pacHpoCcTpaHseTcs Ha oOpalleHue
pagrodapMaleBTHUECKUX JIGKAPCTBEHHBIX CPEACTB C yY4ETOM OCOOCHHOCTEH, YCTAaHOBJICHHBIX
3akoHoAarenscTBOM Poccuiickoit deneparuu B o0nactu oOecnedeHus paiualioOHHON 0e3011acCHOCTH.

4. Ecnn MexayHapoIHbIM oroBopoM Poccuiickoit ®enepanyiv yCTaHOBJIEHBI MHBIE MpaBUiIa, YeM
T€, KOTOpBIE NIPEAYCMOTPEHbI HacTtoAmUM @DenepanbHbIM  3aKOHOM, IIPUMEHSIOTCS  IIpaBUila
MEXIYHapOAHOIO JOrOBOpA.

5. B Poccuiickoii @enepanuu B COOTBETCTBUU C MEXKIYHAapOIHBIMU Jorosopamu Poccuiickon
@enepau ¥ (WIM) Ha OCHOBE NPHUHLMIA B3aUMHOCTH TPHU3HAIOTCA PE3YyNbTaThl KIMHUYECKHUX
UCCIEAOBAHUMN JIEKAPCTBEHHBIX IIPENapaTroB Uil MEIULMHCKOTO IIPUMEHEHUS, IPOBEIEHHBIX 34
npeaenamMu reppuropun Poccutickonn @enepanyu.

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

Hns ueneit Hactosiniero deepanbHOro 3aK0OHA UCTIOIB3YIOTCA CIEIYIOMINE OCHOBHBIE TOHATHS:

1) nekapcTBeHHBIE CpeACTBa - BeELIECTBA MM WX KOMOWHAIMM, BCTYMAIONIME B KOHTAKT C
OpraHMW3MOM 4YEJIOBEKa WJIM XUBOTHOI'O, NMPOHUKAIOIIME B OpPraHbl, TKAaHW OpPraHW3Ma YEJIOBEKA HWIIU
KMBOTHOTO, TPUMEHSAEMBbIE IS NPO(PUIAKTHKH, IMATHOCTHKH (32 HUCKIIIOYCHHEM BEIECTB MM HX
KOMOMHAIMM, HE KOHTAaKTUPYIOUIMX C OPraHU3MOM 4YeJIOBEKa WM KMBOTHOTO), JIEUeHHs 3a00JIeBaHUs,
peadwInTalMy, I COXpaHEHHs, IPEIOTBPAIlEHHs] U NpepbIBaHUs OEpEMEHHOCTH M IOJIyuYeHHBIE U3
KpOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAHEHW OPraHU3Ma YeJIOBEKA WJIHM )KMBOTHOT'O, PACTEHHUI, MUHEPAJIOB
METOJAaMU CUHTE3a WIM C NMPUMEHEHHEM OHOJOrMyeckux TexHosoruil. K jekapcTBeHHBIM cpelcTBam
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OTHOCATCS (papMalleBTUYECKHE CyOCTaHIIH U JIEKAPCTBEHHBIE TpenapaThl;

2) dapmaneBTHUecKas CyOCTaHIMsS - JIGKAPCTBEHHOE CPEACTBO B BUAE OJHOTO HIIM HECKOJIbKUX
obnanaromux GpapMaKoIOrHIeCKON aKTUBHOCTBIO JCHCTBYIONINX BEIIESCTB BHE 3aBUCHMOCTH OT MPUPOJIBI
MIPOUCXOXACHUS, KOTOPOE TNpeJHa3HAYeHO JJisi IPOU3BOJACTBA, HU3TOTOBJICHHS JIEKAPCTBEHHBIX
MpermapaToB u onpeenseT ux 3h(HEeKTHBHOCTS;

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

3) BCIIOMOTaTCJIIbHBIC BCIICCTBA - BCIICCTBA HCOPraHN4YCCKOro Ui OpTraHu4eCKOro
IIPOUCXOXKIACHUA, UCITOJIB3YEMBIC B ITPOLECCE IMPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX IIPEIIApaTOB
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 (QoOpM,
IpUMEHsIEMblEe JUISl MPO(UIAKTUKHM, JAUArHOCTUKM, JIEYeHHUs 3a0oiieBaHUs, peadWIuTaluy, JUis
COXPaHEHHUS, IPEIOTBPAICHHS UITU TIPEepPbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHas (opma - COCTOSIHME JICKAPCTBEHHOTO ITperapara, COOTBETCTBYIOIIEE CHOCOOaM
€ro BBEJICHHSI U IPUMEHCHHUS M 00eCIIeUnBaloIIee JOCTIKEHHE HE00X0IMMOTrO0 JIedeOHOro Y deKTa;

5.1) no3upOBKa - COJEPKAHUE OJTHOTO MM HECKOJIBKHUX JICHCTBYIOIIMX BEIIECTB B KOJINYECTBEHHOM
BBIDQ)KEHUU Ha €IUHUIY J03bl, WIM E€AMHUIY Oo0beMa, WM EAMHUI]y Macchbl B COOTBETCTBUU C
JeKapCTBEHHON ¢opmoii OO UIi HEKOTOPBIX BHJOB JICKAPCTBEHHBIX (POPM  KOJIMYECTBO
BBICBOO0K/IAEMOI'0 U3 JIEKAPCTBEHHON (hOPMBI ICHCTBYIOLIETO BEIIECTBA 3a €AUHHILY BDEMEHH;

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

6) mepeyeHb >KM3HEHHO HEOOXOIMMBIX W Ba)KHEHMIIMX JIEKapCTBEHHBIX IPENapaToB - €XKEroJHO
yrBepxkaaemblid [IpaBurensctBoM Poccuiickoit denepanuu nepedeHb JIEKAPCTBEHHBIX IPENapaToB IS
MEIULMHCKOTO MIPUMEHEHHsI, 00eCIeUnBAIOLINX TPUOPUTETHBIE MTOTPEOHOCTH 3/IPaBOOXPAHEHUS B LIENIAX
npoUIakTUKU U JIedeHUs 3a00JIEBaHU, B TOM 4YHUCIIE MPeobsiajaloliX B CTPYKTYpe 3a00JI€BA€MOCTH B
Poccuitckoit denepanuu;

6.1) opdanHbIe JIEKapCTBEHHBIE MpenapaThl - JIEKAPCTBEHHBIC Npemaparhl, IMpeaHa3HAuYECHHbBIE
UCKITIOYUTENBHO ISl JUArHOCTHKH WJIM TMaTOTEHETHYeCKOro JiedeHHs (JIeYeHUs, HaIpaBJICHHOTO Ha
MEeXaHHU3M pa3BUTHs 3a00seBaHUs) peIKkuX (OppaHHbBIX) 3a00JI€BaHUI;

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

6.2) Ouonorumyeckue JEKapCTBEHHbIE IMpenaparbl - JEKapCTBEHHbIE IMpenaparbl, JEHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOU3BENECHO WU BBIIEICHO U3 OMOJOTHYECKOTO MCTOYHMKA M ISl OMpPEeIeHUS
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOIMMa KOMOWHAIMS OHOJOTUYECKHX U (PU3UKO-XUMHUYECKHUX
MeTonoB. K Ouonmormdyeckum JEKapCTBEHHBIM IpenaparaM OTHOCSTCS HMMYHOOHOJIOTHYECKHE
JIEKApCTBEHHBIC TperapaThl, JIEKAPCTBEHHBIC MpENapaThl, MOJYyUYCHHbIE M3 KPOBH, IUIa3Mbl KPOBHU
YelloBeKa M JKMBOTHBIX (32 HCKIIOUYEHUEM IIENbHONH KpPOBH), OMOTEXHOJIOTHYECKHE JIEKapCTBEHHBIC
npenaparsl, TeHOTepaneBTUUECKHE JIEKAPCTBEHHBIE MPEenapaThl;

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

7) UMMMYHOOMOJIOTMYECKHE JIeKapCTBEHHbIE Tpernaparbl - JIEKapCTBEHHbIE Ipenaparsl,
npeJHa3HauYeHHbIE U1 (OPMHUPOBAHUS AKTUBHOTO WJIM MACCUBHOTO UMMYHHMTETa JHOO IHArHOCTHKHU
HaIM4YUs  WMMMYHHUTETa WJIM  JUArHOCTHKU  CHEUM(PHUUECKOrOo  NPUOOPETEeHHOrO0  HW3MEHEHHUS
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MMMYHOJIOTHYECKOTO  OTBETAa Ha  ajuleprusupylonye BemectBa. K UMMyHOOHOJIOTHYECKHM
JICKApCTBEHHBIM  TIperapaTtaM  OTHOCATCS ~ BaKIMHBI,  aHATOKCHUHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUIEPTCHBI;

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

7.1) GMOTEXHOJIOTMYECKHE JIEKAPCTBEHHBIE TIPENaparhl - JIEKAPCTBEHHBIE IIPENapaThl, IPOU3BOICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIIOJIb30BAHUEM OMOTEXHOJIOTUYECKUX MPOLIECCOB U METOOB (B TOM YHCIIE
JHK-pexoMOMHAHTHON TEXHOJIOTUH, TEXHOJOTUH KOHTPOJIHPYEMOU 3KCIIPECCUU T'€HOB, KOAWPYIOIIUX
OMOJIOTMYECKH AaKTHBHbIE O€JIKHM B MPOKApHOTaX M HYKapHOTaX, BKIIOYAs H3MEHEHHbIE KIIETKU
MJIEKOMTUTAOINX ), TAOPUIOMHOTO METO/Ia ¥ METO/1a MOHOKJIOHAJIbHBIX aHTHUTEN,

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

7.2) TEHOTEpalleBTUYECKUE JIEKAPCTBEHHBbIE IIpernaparbl - JIEKapCTBEHHbIE  IIPEnaparsl,
¢bapmarieBTHUYEeCKass CyOCTaHIMS KOTOPBIX SIBISETCS PEKOMOMHAHTHOM HYKJIEHHOBOM KHCIIOTOM WM
BKJIIOYaeT B €0 PEKOMOMHAHTHYIO HYKJICHHOBYIO KHCIOTY, ITO3BOJISIONIYIO OCYIIECTBISATh
peryiaupoBaHue, penaparuio, 3aMeHy, 100aBjIeHne WK yAaJeHHe TeHeTHUECKON M0CIe10BaTeNbHOCTH;
(n. 7.2 BBeneH denepanbHbIM 3aK0OHOM 0T 22.12.2014 N 429-03)

8) HapKOTHMYECKHE JIEKapCTBEHHBIE CPEJICTBA - JIEKAPCTBEHHBIE IpenapaThl U (papmaleBTUUYECKHE
CyOCTaHLIMM, COJEpIKallMe HApKOTUYECKHE CpelICTBAa M BKIIOUEHHble B [lepeueHb HapKOTHYECKHX
CPEICTB, IICUXOTPOIIHBIX BELIECTB M HUX IPEKypCOpOB, MOJUIEKAIMX KOHTpouro B Poccuiickoit
@®enepanny, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoi @enepanuu, MeEXIyHAapOIHBIMHU
norosopamu Poccuiickoii denepanuu, B ToM ynciae EAMHON KOHBEHLMENH O HApKOTUYECKUX CPEICTBaX
1961 roxa;

9) mcuUXOTpomHbIEe JEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIC MpenapaTsl U (hapMaleBTHUECKUE
CyOCTaHLIMM, COJEp Xallhe I[CUXOTPOIHbIE BEUIeCTBa M BKIIOUEHHblE B [lepeueHb HAPKOTHYECKHUX
CPEICTB, IICUXOTPOIHBIX BEIIECTB M MX IPEKypCOpOB, MOMIEXKAIIMX KOHTpoO B Poccuiickon
@enepanuy, B COOTBETCTBMM C 3aKOHOAATENBCTBOM Poccuiickoil @Penepannuu, MeEXITyHApOIHBIMU
noroBopamu Poccuiickoit ®@enepaunn, B ToM uuciae KoHBeHIuel O MCUXOTPOMHBIX BemecTBax 1971
roja;

10) pammodapmarieBTHUECKUE JIEKapCTBEHHBIE CPENICTBA - JIEKAPCTBEHHBIE CPEACTBA, KOTOPHIE
coJiep’KaT B TOTOBOM JUIsl MCIIOJIb30BaHUS (OpME OJUH PAJUOHYKIMJ WIM HECKOJIBKO PaJMOHYKIHIO0B
(paznoaKTUBHBIX U30TOIOB);

11) pedepeHTHBIN JeKapCTBEHHBIH MpemnapaT - JEKapCTBEHHBINM Ipenapar, KOTOpBIM BIIEpBbIE
3apeructpupoBan B Poccuiickoii ®dexepaunu, kadectBo, 3()(HEKTUBHOCTh U 0€30MACHOCTH KOTOPOTO
JI0OKa3aHbl Ha OCHOBAaHWU pE3YyJIbTATOB JOKIMHUYECKHX MCCIEI0BaHUN JIEKAPCTBEHHBIX CPEJICTB U
KIIMHUYECKMX HCCIIEJOBAaHMM JIEKAPCTBEHHBIX IIPENAapaToB, IPOBEIECHHBIX B COOTBETCTBUU C
TpeOoBaHusiMu uacteit 6 u 7 crarbu 18 Hacrosimero ®denepaqbHOro 3aKkoHa B OTHOILIEHUU
JIEKapCTBEHHBIX CPEJCTB IS MEIUIIMHCKOTO IPUMEHEHHU TM00 B COOTBETCTBUH C TPEOOBAHUSAMHU CTAThU
12 nactosmero ®enepanibHOro 3aKOHa B OTHOLIEHUHM JIEKAPCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO
NPUMEHEHHs, U KOTOpBIA HCHOJB3YeTCsl A OLEHKHM OMOPKBUBAJIEHTHOCTH MJIM TepamneBTUYECKON
SKBHUBAJIEHTHOCTH, KayecTBa, 3 (HEKTUBHOCTH 1 0€30aCHOCTH BOCIIPOU3BEACHHOIO MJIM OMOAaHAJI0rOBOTIO
(OmoromoOHOro) IeKapCTBEHHOTO Ipernapara;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
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12) BoCHpOW3BEICHHBIN JICKAPCTBEHHBIN IMpenapaT - JEKapCTBEHHBIM Npernapar, KOTOPbI HMeeT
TaKOW jK€ KaYeCTBEHHBIH COCTaB M KOJUYECTBEHHBIM COCTaB NEHCTBYIOIIMX BEIIECTB B TAaKOU XKe
JeKapcTBeHHON (opme, 4To U pedepeHTHBIN JIGKAPCTBEHHBIA Tpenapar, U OMO3KBUBAJICHTHOCTh WIIH
TepamneBTHUeCKass  SKBHUBAJICHTHOCTb  KOTOPOro  peepeHTHOMY  JICKapCTBEHHOMY  Ipemnapary
MOJITBEPXK/I€HA COOTBETCTBYIOIIMMU MCCIIEIOBAHUAMU;

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

12.1) TepameBTHUYECKasl AKBUBAJEHTHOCTb - JOCTM)KEHHME KJIMHUYECKH COIOCTaBUMOIO
TepaneBTHUecKoro 3¢dexkra Nnpu NPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIULMHCKOIO
MPUMEHEHHS JUIs1 OJJHOM M TOM K€ IPYIIBI OOJBHBIX IO OJHUM U TEM )K€ MOKa3aHUSAM K IPUMEHEHHUIO;

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

12.2) 6uoaHanoroBblii (OMOMONO0HBIN) JIGKAPCTBEHHBIN MpemapaT (0MoaHaIor) - OMOJOTHYECKHMA
JIEKapCTBEHHBIN TMperapar, CXOXHUil Mo mapaMerpaM KadecTBa, 3(PGEKTUBHOCTH M O€30HMacHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM IIpenapaToM B TaKOi ke JIeKapCTBEHHOH (opme u
MMEIOIIUI UIEHTUYHBIN C10CcO0 BBEICHUS;

(m. 12.2 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12.3) B3amMo3aMEHsEMbIH JICKAPCTBEHHBIM Ipemnapar - JCKapCTBEHHBIH IpernapaT ¢ JI0Ka3aHHOMN
TEPareBTHYECKOW HKBUBAICHTHOCTHIO WM OHOAKBHUBAJICHTHOCTHIO B OTHOIICHWH pePEepEeHTHOTO
JIEKapCTBEHHOT'O TpernapaTa, UMEIOIINNA SKBUBAICHTHBIE €My Ka4eCTBEHHBIH COCTaB U KOJMYECTBEHHBIH
COCTaB JICUCTBYIOIIMX BELIECTB, COCTAB BCIIOMOTATEIBHBIX BEIIECTB, JIEKAPCTBEHHYIO (OPMY H CIIOCOO
BBEJICHUS;

(m. 12.3 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13) JICKApCTBCHHOC PACTUTCIBHOC CBIPHC - CBCKHUC HJIM BBICYHICHHBIC PACTCHHSA b0 MX 4acCTu,
HCIIOJIB3YCMBIC [JId IMPOU3BOJACTBA JICKAPCTBCHHLBIX CPCACTB OpraHu3aluiaMu - IIPOU3BOAUTCIAMUA
JICKApCTBCHHBIX CPCACTB HJIM HU3TIOTOBJICHHUA JICKAPCTBCHHBIX IPCIIAPATOB AlITCYHBIMHU OpPraHU3alUsIMU,
BCTCPUHAPHBIMU alTCYHBIMHU OpPraHu3aluiaIMi, WHAUBUAYAJIbHBIMU NPCANPHUHUMATCIIAMU, WMCIOIIUMU
JIMIICH3UIO HAa (I)apMaL[eBTI/I‘ICCKYI-O ACATCIIBHOCTD,

14) nexkapcTBEHHBIM pPAaCTUTENBHBIN Mpenapar - JEeKapCTBEHHbIN Mpenapar, NMPOU3BEICHHbIN WM
M3TOTOBJIEHHBIN U3 OAHOTO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO CBHIPbS WM HECKOJIBKMX BUIOB TaKOTO
CBIPBS M pealn3yeMblil B pac)acOBaHHOM BHUJI€ BO BTOPUYHON (IIOTPEOUTENBCKON) YIIaKOBKE;

15) romeonaTruyeckuii J€KapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpenapar, IpOU3BEeIeHHbIN WK
U3TOTOBJICHHBIH M3  (papMaleBTUUECKOM CYOCTaHLIMM WM (apMaleBTUYeCKUX CcyOcTaHIuN B
COOTBETCTBUM € TpeOOBaHMAMM OOIMIMX (papMakoneiHHbIX cTaTell K TOMEONaTHYeCKUM JIEKapCTBEHHBIM
mpernapaTaM WM B COOTBETCTBUU C TpeOOBaHUAMHU (apMakoneu CTpaHbl MPOU3BOAMTENS TaKOIO
JIEKapCTBEHHOI'O IIPEIapara;

(. 15 B pen. denepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

16) Mex1yHapOJHOE HETIATEHTOBAHHOE HAUMEHOBAHUE JICKAPCTBEHHOTO CPEJCTBA - HAUMEHOBaHUE
JIEHUCTBYIONIETO  BemecTBa  (papMaleBTUYECKON  CyOCTaHIIMH, PEKOMEHJIOBaHHOe BcemupHOH
OpraHMu3alMen 31paBOOXPaHEHUS;

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

17) TOProBo€ HAMMCHOBAHHUC JICKAPCTBCHHOI'O CpCACTBa - HAWUMCHOBAHHUC JICKAPCTBCHHOI'O

KOHcy.HI)TaHTHJIIOC www.consultant.ru Crpanuna 6 u3 126

HaJaeKHasl IpaBoBasi MOAAEPIKKa


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

®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. ot 27.12.2018)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

CPEICTBA, IPUCBOCHHOE €ro pa3pabOoTUMKOM, JepXKaTeleM MWIM BJIAJACIbIEM pPEruCTPAllMOHHOTO
yJIOCTOBEPEHUS JIEKaPCTBEHHOI'O IIpenapaTa;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOE HAMMEHOBAaHWE JICKAPCTBEHHOTO Tpenapara - HaWMMEHOBAaHUE
JIEKapCTBCHHOTO TperapaTa, He UMEIONIET0 MEKIyHApOJHOTO HEMAaTeHTOBAHHOTO HAMMEHOBAHUS, WIIH
KOMOWHAIIMH JICKQPCTBEHHBIX MPENapaToB, WCIOJb3yeMOe B LENSIX OOBCIUHEHUS WX B TPYIILY IOA
€IMHBIM HANMEHOBAaHUEM HCXO/IS U3 OJMHAKOBOTO COCTaBa JCHCTBYIONINX BEIIECTB;

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

18) obmias apmakoneiitHas cTaTbs - JTOKyMEHT, YTBEP)KICHHBIN YIIOJHOMOYEHHBIM (heaepanbHbIM
OpPraHOM HCIIOJIHUTEIBHOW BJIACTH M COZAEPIKAIUIl MepedeHb MOoKa3aTeNie KayecTBa M (MJIM) METOJOB
KOHTPOJISI KauecTBa KOHKPETHOW JIEKAPCTBEHHOW (DOPMBI, JIEKAPCTBEHHOTO PACTHTEIBHOTO ChIPHS,
OIUCAaHUS OMOJIOTHYECKHUX, OMOXMMHUYECKIX, MUKPOOHOIOTUIECKUX, (PU3UKO-XUMUYECKUX, (PU3UICCKHUX,
XAMAYECKHX M JIPYTMX METOAOB aHalu3a JIEKAPCTBEHHOTO CPEICTBA, a Takxke TpeOOBaHHUA K
UCIIOJIB3YEMBIM B II€NSX MPOBEICHHS IaHHOTO aHalnW3a peakTHBaM, THTPOBAHHBIM pacTBOpaM,
WH/IUKATOpaM;

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

19) dapmakoneiiHas craThs - JOKYMEHT, YTBEP)KICHHBIA YIIOJHOMOYEHHBIM (eepaabHbIM
OpPraHOM MCIIOJHHUTEIIBHOM BJIACTH M COJICPIKAIINN NIEPEUYeHb NOoKa3aTeseii KayecTBa U METOJI0OB KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOT'O CPEJICTBA;

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

19.1) crangapTHbie 00pa3Ibl - BEIIECTBA, TOCPEICTBOM CPABHEHHS C KOTOPHIMH OCYILECTBIIACTCS
KOHTPOJb KayecTBa HCCIEAYyEeMbIX JIEKAPCTBEHHBIX CPEACTB C MOMOIIbIO (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKUX METO/OB B IIEJISX TOJITBEPKICHUS COOTBETCTBUS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
HOPMAaTUBHOM JTOKYMEHTAllUU, YCTAHOBJICHHBIM MPHU OCYIIECTBIECHUH TOCYJapCTBEHHOH perucTpaiuu, u
KOTOpBbIC TPHMEHSIOTCS JUISI KaJTUOPOBKH CTAHIAPTHBIX O0Opa3lOB MPOHM3BOJUTENS JICKAPCTBCHHBIX
CPEICTB, HCIOJB3yeMbIX MJisi KOHTPOJs KadecTBa M HHBIX IIeNied Mpu OOpalleHHH JIeKapCTBEHHBIX
CpPEICTB;

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

19.2) dapmakorneiiHplii CTaHAAPTHBIN 00pa3er] - CTaHAapTHBIA o00paseln, MNPOU3BEICHHBIH B
COOTBETCTBHHM C (hapMaKONeHHON CTaThel;
(m. 19.2 BBenen denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

20) HOpMAaTUBHAaA MOOKYMCHTALlUA - JOKYMCHT, conepmamnﬁ IEPCUCHb OIPCACIACMBIX 10
pe3yjabTaTaM COOTBCTCTBYIOIIUX OKCIICPTU3 MoKa3aTeliell KadecTBa JICKApCTBCHHOI'O CPEACTBA JId
MCIUIHUHCKOI'O IPUMCHCHUS, MCTOJOB KOHTPOJIA €TI0 Ka4CCTBAa U yCTaHOBHeHHBIﬁ €T0 ITPOU3BOAUTCIICM;

21) HOpMATHBHBIN TOKYMEHT - JOKYMEHT, COJIep Kallluii MepedyeHb ONpeesieMbIX M0 pe3ybTaTaM
COOTBETCTBYIOIIMX OJKCIEPTHU3 TOKa3aTened KauecTBa U (WJIM) METOJOB KOHTPOJS KadecTBa
JIEKApCTBEHHOW  (OpPMBI, OMHUCAHHUS  OMOJIOTMUECKHX, OHOXMMHYECKHUX, MHKPOOHOIOTHIECKUX,
(U3UKO-XUMHYECKHUX, (PU3UIECKUX, XUMUYECKUX U JPYTUX METOJIOB aHAlM3a JIEKAPCTBEHHBIX CPEICTB
JUTsI BETEPUHAPHOTO TPUMEHEHUs, TPEOOBAaHUS K UCIIOIB3YEMBIM B IIEJISIX TPOBEICHHS TAHHOTO aHaIn3a
peakThBaM, TUTPOBAHHBIM PACTBOPAM, UHJIMKATOPAM U YCTAHOBJIEHHBIN €r0 MPOU3BOAUTEIIEM;
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®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. ot 27.12.2018)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

21.1) oOumii TeXHWYECKHH JOKYMEHT - KOMIUIEKT JOKYMEHTOB WM MAaTe€pHajoB, COCTOSLIMHA U3
HECKOJIBKMX  pa3lenoB -  JOKyMEHTalMW  aIMUHMCTPATUBHOIO  XapakTepa,  XUMHYECKOH,
(dapmaneBTHUECKON ¥ OHMOJIOTMYECKON JOKyMEHTaluu, (papMaKkoIOrHuecKoi, TOKCHUKOIOTUYSCKOM
JOKYMEHTAlu1, KIMHUYECKOM JOKYMEHTAllMM W IPEACTABIIAEMBIM OJHOBPEMEHHO C 3asABICHUEM O
rOCYJapCTBEHHOI pErucTpaniy JeKapCTBEHHOTO Mpenapara Jjisi MeIMIMHCKOT0 IpUMEHeHus B hopmare,
YCTAHOBJIEHHOM YIIOJTHOMOUYEHHBIM (pe/iepanbHbIM OPraHOM HCIIOJHUTEIbHON BIIACTH;

(m. 21.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOI'O CPE/ICTBA - COOTBETCTBUE JICKAPCTBEHHOI'O CPEIACTBA TPEOOBAHUSIM
(apMakoneHoi ctaThby MO0 B CiIydae €€ OTCYTCTBUS HOPMATUBHOM TOKYMEHTALMU WJIM HOPMAaTHBHOTO
JNOKYMEHTA,

23) 0e30macHOCTh JIEKAPCTBEHHOI'O CPEICTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CpECTBa,
OCHOBaHHAsl HA CPAaBHUTEIILHOM aHalu3¢e ero 3(h()EeKTUBHOCTH U pUCKa MPUYMHEHHUS BPE/ia 3/10POBbIO;

24) > ¢eKTUBHOCTh JEKAPCTBEHHOTO Mperapara - XapaKTepPHCTUKa CTENEHH IOJO0KHTEIBHOTO
BIMSIHUS JIEKAPCTBEHHOI'O IIpernapara Ha TEYeHHE, MPOAOIDKUTEIbHOCTh 3a00JI€BaHUs WM  €ro
IIPEJOTBpALCHHE, pea0UIUTALUI0, HA COXPAaHEHUE, IPEJOTBPALLEHUE WIN IIPEPbIBAHNE OEPEMEHHOCTH;

25) CepuA JICKAPCTBCHHOI'O CPCACTBA - KOJIHUYCCTBO JICKAPCTBCHHOI'O CpEACTBA, IIPOU3BCACHHOC B
PE3YIBTATC OAHOTO TEXHOJOTUYCCKOr'o HUKJIa €Tro NPOU3BOAUTECIICM,

26) perucTpaloHHOE yIOCTOBEPEHHE JICKAPCTBEHHOTO MpernapaTa - JOKYMEHT, MOATBEPKIAt0IIHi
(axT rocynapcTBEeHHON PEruCTpaluy JIEKAPCTBEHHOTO Tpernapara;

26.1) nepkaTenp WIM BIAJENel] PerHCTPALMOHHOIO YAOCTOBEPEHUS JEKapCTBEHHOIO Ipenapara -
pa3pabdOTYMK JIEKAPCTBEHHOTO CPEJCTBA, IPOW3BOAMTENb JICKAPCTBEHHBIX CPEICTB MM HHOE
IOpUIMYECKOe JINIo, OOJajaroliee MpaBoOM BIIAJCHHUS PErUCTPALMOHHBIM YJIOCTOBEPEHHEM, KOTOpBIE
HECYT OTBETCTBEHHOCTb 3a Ka4eCTBO, 3(PPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOT'O IIPENapara;

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

27) perucTpanoHHbI HOMEp - KOJO0BOE 00O3HAUCHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY TIperapary
IIPU €r0 TOCYAAPCTBEHHOW PETHCTPALIUY;

28) oOpamieHne JEKApCTBEHHBIX CPEACTB - pa3paboTKa, JOKIWHUYECKUE HCCIEIOBAHUSA,
KIIMHUYECKHE MCCIEI0BaHMUs, IKCIEPTH3a, TOCYIapPCTBEHHAs] PETUCTpallysl, CTAaHAAPTU3ALUS U KOHTPOIIb
Ka4yecTBa, MPOU3BOJICTBO, U3TOTOBJIICHUE, XPAHEHHE, ITIEPEBO3Ka, BBO3 B Poccuiickyro denepannio, 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 CpPEACTB - (U3WYECKHE JUIa, B TOM YHUCIE
WHIVBUAYAJIbHBIE NPEAIPUHUMATENN, U IOPUAMYECKUE JIMIA, OCYIIECTBISAIOIIUE AEATEIbHOCTh IIPH
oOpallleHu ! JIEKapCTBEHHBIX CPECTB;

30) pa3pa60Tq1/H< JICKApCTBCHHOI'O CpCACTBA - OpraHu3anusd, 06.1'[8.2[2[10].].[3.51 MpaBaMH Ha PE3yJIbTAThI
JOKIIMHUYCCKUX I/ICCJ'Ie}IOBaHI/Iﬁ JICKApCTBEHHOT'O CpeacTBa, KIIMHUYCCKHUX I/ICCJ'Ie)IOBaHI/Iﬁ
JICKApCTBCHHOTO IIperiapara u (I/IJ'II/I) Ha TEXHOJIOTHUIO TPOU3BOJACTBA JICKAPCTBCHHOI'O CPCACTBA,
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(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) IIPOU3BOACTBO JICKAPCTBCHHBLIX CPEACTB - HACATCIBHOCTH IIO IIPOU3BOACTBY JICKAPCTBCHHBIX
CpCACTB OpraHuU3alUsAMU - MPOU3BOAUTCIIIMU JICKAPCTBCHHLIX CPCACTB Ha OJIHOM cTaguu, HECCKOJBKHUX
HJIM BCEX CTAAUAX TCXHOJIOTHYCCKOI'O IPOoLECCa, a TAKXKE IO XpaHCHHUIO W pealu3ali IIPON3BEICHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) nmpou3BOJCTBEHHAS IUIOIIAIKA - TEPPUTOPUATBHO 000COOICHHBIA KOMIUICKC IPOU3BOIUTEIS
JIEKapCTBCHHBIX CPEJCTB, MPEIHA3HAYCHHBIA [UJIS BBINIOJHEHUS BCEro MpoIecca MPOU3BOACTBA
JICKAPCTBEHHBIX CPEJICTB MJIM €r0 ONPEICIICHHON CTa 1M,

(m. 31.1 BBenen @enepasibHBIM 3aKk0HOM OT 22.12.2014 N 429-D3)

32) IIPOU3BOJUTEIIb JICKAPCTBCHHBIX CPCACTB - OpraHusaluda, OCYHICCTBIIAOMIAsA IIPOU3BOACTBO
JICKApPCTBCHHBIX CPCACTB B COOTBCTCTBHHU C Tpe6OBaHI/I$[MI/I HaCTOAIICTO @enepanLHoro 3aKOHa,

33) ¢apmaneBTuyeckas A€ATEIBHOCTb - JEATEIBHOCTh, BKIIOYAIONIAs B c€0sl ONTOBYIO TOPrOBIIIO
JIEKapCTBEHHBIMU  CPEJCTBAMHM, WX XpaHEHHE, MEepeBO3KYy U (WIM) PO3HUYHYIO TOPrOBIIIO
JIEKAPCTBEHHBIMU IIpenaparaMy, HX OTIYCK, XPaHEHHE, IEPEBO3KY, HM3rOTOBIECHUE JIEKAPCTBEHHBIX
IIpenaparos;

34) opraHuzanUs  ONTOBOM TOPrOBJIM  JIGKAPCTBEHHBIMU CpPEACTBAMH -  OpTaHU3aIlus,
OCYIIECTBJISIIONIAs OINTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMH CPEACTBAMH, WX XpaHEHHUE, IMEPEBO3KY B
COOTBETCTBHUH ¢ TpeOOBaHUSAMU HacTosmIero deaepanbHOro 3aKOHA;

35) amTeuHas opraHu3anUs - OpraHMu3alus, CTPYKTYpPHOE IOApA3JeIeHUEe MEAUIMHCKON
OpraHM3alH, OCYIIECTBISIOIINE PO3HUYHYIO TOPIOBIIIO JICKAPCTBEHHBIMH MpenapaTtaMu, XpaHEHHE,
MEPCBO3KY, M3TOTOBJICHUEC W OTIYCK JICKAPCTBCHHBLIX IIpCHIapaToB AJId MCIUIHUHCKOI'O IMPUMCHCHHUSA B
COOTBETCTBHUHM € TpeOoBaHUAMM HacTos1ero denepanbHOro 3aKoHa;

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

36) BeTepuHapHas anTe4yHas OpraHW3alus - OpraHu3aIus, CTPYKTYpHOE IMOJApa3elieHue
BETEPUHAPHON OpPTaHMU3aIlMH, OCYIIECTBIISIIONINE POSHUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMU TperapaTaMu,
XpaHEHHE, U3TOTOBJIEHUE M OTIYCK JIEKAPCTBEHHBIX MPENApaTOB JJii BETEPUHAPHOTO NPUMEHEHHUS B
COOTBETCTBHUH C TpeOOBaHUAMH HacTosAIIero deaepabHOrO 3aKOHA;

37) dbanpcuduIpoBaHHOE JIEKAPCTBEHHOE CPEJCTBO - JEKAPCTBEHHOE CPEICTBO, COMPOBOXKIAEMOE
JIO’KHOU MH(OpMAaIUel 0 ero CocTaBe U (UITH) TIPOU3BOIUTEIE;

38) HemoOpOoKayecTBEHHOE JIEKApCTBEHHOE CpPEICTBO - JIGKAPCTBEHHOE CPEACTBO, HeE
COOTBETCTBYIOIIIEE TpeOOBaHUSM (apMaKONeWHON CTaThu JIMOO B Cliydyae €€ OTCYTCTBUS TpPeOOBaHUSIM
HOPMAaTUBHOM JTOKYMEHTAllUHU UM HOPMATUBHOTO JIOKYMEHTA;

39) koHTpadakTHOE JTEKaPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOIAIIeeCs B 000pOTe
C HapyIICHUEM I'PaXkIaHCKOTO 3aKOHOIATEIbCTBA;

40)  [OKIMHMYECKOE  HCCIEeOBaHME  JIEKAPCTBEHHOI'O  CpPeACTBA -  OMOJIOTMYECKHe,
MUKpPOOUOIOTHYECKHE, UMMYHOJIIOTHUECKHE, TOKCHKOIOTUYECKHE, (apMakoJoruveckue, (usmdeckue,
XUMUYECKUE U APYTHE UCCIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA MyTEeM NMPUMEHEHHSI HAYYHBIX METOJIOB
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OLCHOK B LECJIAX IOJYUCHUA NOKA3ATCIBCTB 6C3OHaCHOCTI/I, KadeCTBa U 3(1)(1)6KTI/IBHOCTI/I JICKApCTBCHHOT'O
Cp€acCTBa,

4]) KIMHUYECKOE HCCIIEOBaHUE JIEKAPCTBEHHOIO IIpenapara - H3Y4YeHHME IUarHOCTHYECKHX,
Je4eOHbIX, MPOPUIAKTHYECKUX, (AapMaKOIOTHYECKUX CBOMCTB JICKAPCTBEHHOI'O Ipernapara B Ipolecce
€ro MPUMEHEHHs y 4YellOBeKa, >XKMBOTHOTO, B TOM YHCJE MPOIECCOB BCACBIBAHUS, paclpe/eICHus,
U3MEHEHMsI W BBIBEIICHUS, IIYyTEM IPUMEHEHHMs HAayYHBIX METOJOB OLIEHOK B ILENAX IOIy4EHUs
JI0Ka3aTeNnbCcTB OE30MacHOCTH, KadecTBa M 3((EKTUBHOCTH JIEKAPCTBEHHOIO IpenapaTa, AaHHBIX O
HEXKEJATENbHbIX pEaKLUUsAX OpraHM3Ma YelOBeKa, >KUBOTHONO HA IPUMEHEHHUE JICKapCTBEHHOI'O
npenapara U 00 3¢p¢exre ero B3aUMOJCHCTBUS C APYTUMH JIEKAPCTBEHHBIMH MpenapaTtamu U (W)
MUILEBbIMU IPOAYKTAMHU, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE MCCIIEOBAaHUE JICKAPCTBEHHOTO Mpernapara JAJisi MEIULIUHCKOTO
NPUMEHEHHUST - KJIMHUYECKOE HCCIEe0OBaHUE JIEKAapCTBEHHOTO TMpernapara Uil MEAUIIMHCKOTO
MPUMEHEHHS, MPOBOJAUMOE Pa3pabOTYMKOM JIEKaPCTBEHHOIO Iperapara B ABYX M 0ojiee MEIUIIMHCKHUX
OpraHM3alysIX Mo €AUHOMY MPOTOKOITY KIMHUYECKOT0 UCCIIEIOBAHMSI IEKAPCTBEHHOT'O MIperapara;

43) MeXIyHapOAHOE€ MHOTOIICHTPOBOE KIMHUYECKOE HCCIICIOBAHME JIEKAPCTBEHHOTr'O Iperapara
IUIE  MEJMIMHCKOTO TPHUMEHEHHsI - KIMHHYECKOE HCCIICIOBaHUE JIEKAPCTBEHHOTO IMperapara s
MCIUIHUHCKOI'0 MPUMCHCHUSA, IPOBOANMOC pa3pa60Tq1/H<0M JICKAPCTBCHHOI'O Ipfrapara B Pa3IMYHbIX
CTpaHax 1o eIMHOMY MTPOTOKOJIY KIIMHUYECKOTO UCCIICAOBAHMS JICKAPCTBEHHOTO Tpernapara;

44) NOCTPEruCTpalMOHHOE KIMHUYECKOE MHCCJIEIOBAaHUE JIEKapCTBEHHOI'O Ipenapara Juis
MEIULUHCKOTO TPUMEHEHUs - KIMHUYECKOE HCCIEe0OBaHME JIEKapCTBEHHOIO Ipemnapara Jajs
MCIUIHUHCKOI'0O MPUMCHCHUA, ITIPOBOJUMOC IMMPOU3BOAUTCIIEM JICKAPCTBCHHOI'O IIpECriapara, Fpa)KI[aHCKI/Iﬁ
000pOT KOTOPOTO OCYIIECTBIISIETCS 1OCJIE€ TOCYAAPCTBEHHOM PEerucTpanuy, B LEIIX JAOHNOJHUTEIbHOTO
cOopa JaHHBIX O €ro 0e30MacHOCTH U YPPEKTUBHOCTH, PACIIMPEHUS ITOKA3aHUH K TIPUMEHEHUIO TAHHOTO
JIEKapCTBEHHOTO Mpernapara, a Tak’ke BbISIBICHUS HeXeNaTeIbHbIX peakiUii NallMeHTOB Ha ero AeHCTBHE;

45) wuccnenoBaHue OWOIKBHUBAJIEHTHOCTH JIEKApPCTBEHHOIO IIpernapara - BHUJA KIMHUYECKOTO
HCCIIEIOBAaHMsI JICKApCTBEHHOTO Ipernapara, MpOBeAeHHE KOTOPOro OCYIIECTBISIETCS AJIS ONpeesIeHus
CKOPOCTH BCAChIBaHHMsSI W BBIBEJICHHS OJHOTO WJIM HECKOJBKHX OONagaroImux (apMaKoIOTHIECKOM
aKTUBHOCTBIO JICHCTBYIOIIMX BELIECTB, KOJUYECTBA JIEKAPCTBEHHOI'O Iperapara, JOCTUTAOLIETo
CHCTEMHOTO KpPOBOTOKA, W PE3YyJIbTAaThl KOTOPOTO ITO3BOJIAIOT CIENATh BBIBOJ O OMOIKBHUBAIEHTHOCTH
BOCIIPOU3BEICHHOI'O JIEKAPCTBEHHOI'O Mpernapara B ONpPE/eCHHBIX JEKapCTBEHHONW (hopMe U T03UPOBKE,
COOTBETCTBYIOLINX (hOpME U JTO3UPOBKE pehepeHTHOrO JIEKApCTBEHHOTO MTPEeTapara;

(m. 45 B pen. denepanpHoro 3aKoHa oT 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEpPANEBTUUYECKONM SKBUBAJIEHTHOCTU JIEKAPCTBEHHBIX IpENapaToB - BHUJ
KJIIMHUYECKOT'O MCCIIeI0BaHMs JIEKapCTBEHHBIX MpenapaToB, MPOBEJECHUE KOTOPOTO OCYIIECTBISIETCS s
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPEMApaTOB OMPEIeIEHHON JIEKapCTBEHHOH (HOpPMBI, a
TaKKe HaJIM4Yusl OJMHAKOBBIX TOKaszaresedl ©Oe3omacHOCTH U 3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
MPerapaToB, OJJMHAKOBBIX KIMHUYECKHX 3()(PEKTOB MpH UX MPUMEHEHHH;

47) MMPOTOKOJI KIIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOTO Ipfrapara - HJOKYMCHT, B KOTOPOM
OIMPECACIIAIOTCA LICIIN, q)OpMI)I opraHu3alvd U METOAO0JIOrvd MPOBEACHHA KIMHHYCCKOTO HCCICOOBAHMA,
CTaTUCTUYCCKUEC MCTOIBI O6pa6OTKI/I PE3YJIbTATOB TAKOI'0 HCCICAOBAHUA W MCPBI IO 00eCIIeYCHUIO
0e30macHOCTH (1)I/I3I/I'-IGCKI/IX JIMI, YYaCTBYIOIIMX B KIMHHYECKOM HCCICAOBAHUN JICKAPCTBCHHOI'O
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npernapara;

48) 6p0m10pa HCCIICA0BATEIIA - CBOJHOC U3JIOKCHHUE PE3YIIBTATOB JOKIMHHUYCCKOI'0 UCCICAOBAaHUA
JICKAPpCTBCHHOTO  CpCACTBA U  KIIMHHUYCCKOI'O HCCICAOBaHHA JICKAPCTBCHHOI'O IIplriapara JJid
MCIUIHUHCKOI'O IPUMCHCHUA

49) uHpOpPMALIMOHHBIN JIMCTOK MAIUEHTA - TOKYMEHT, B KOTOPOM COJIEpPIKATCs B IOCTYITHOU (opme
CBEJICHUs, Kacarolyecs MPOBOAMMOIO KIMHHUYECKOTO HMCCIEeIOBaHMS JICKApCTBEHHOI'O Ipernapara, U B
MUCHbMEHHOW (hopMe 100pPOBOJILHOE COTJIACHE MAlMEHTa Ha Y4acTHEe B KIMHUYECKOM HCCIICIOBAHUH
JIEKapCTBEHHOI'0 Ipernapara Iocjie O3HAaKOMJICHHS € OCOOCHHOCTSIMM KIMHMYECKOIO HCCIIEIO0BaHMS,
MMEIOLIMMU 3HAYE€HUE JJIs1 BBIPAXKEHUS TAKOTO COTJIACHS;

50) noGouyHoe [elcTBUME - peaklus OpraHu3Ma, BO3HHUKIIAs B CBA3M C IPUMEHEHUEM
JIEKApCTBEHHOT'0 TIpernapara B J03aX, PEKOMEHIYEMbIX B HHCTPYKIIMH [0 €ro NPUMEHEHHIO, IS
npoUIaKTUKU, AMATHOCTUKH, JIeUCHUS 3a00JIeBaHUS WU I peaOuInTalnu;

50.1) HexenarenpHas peakuMsl - HENpeJHAMEpEHHas HeOJaronmpusiTHas peaklus OpraHu3Ma,
KOTOpasi MOKET OBITH CBsI3aHA C IPUMEHEHHEM JICKapCTBEHHOT'O MpernapaTa;
(. 50.1 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTelbHas peaklUMs - HEXKeNaTelbHas peaklys OpraHu3Ma, CBs3aHHas ¢
IIPUMEHEHHUEM JIEKAapCTBEHHOI'O IIpenapara, IpUBEAIIas K CMEPTH, BPOKICHHBIM aHOMAJIAAM WIIU
[IOpOKaM pa3BUTUS JIMOO IMpPEJICTABIAIONIAs COOOW Yrpo3y JKW3HH, TpeOyrolas IOCHUTAIM3aLMU MU
MpUBE/IIAs K CTOMKOW yTpare TPyJ0CnocOOHOCTH M (MIJIN) MHBAIHTHOCTH;

52) HenmpeaBHUACHHAS HEXeNaTelbHas PeaKIus - HeXelaTelbHas PEeaklus OpraHu3Ma, KoTopas
CBA3aHA C NPUMEHEHUEM JIEKapCTBEHHOIO Ipemapara B J103aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KIIMHUYECKOTO HCCIEOBaHUs, OpOIIIOpe KCCIeA0BaTeNsl, HWIW C TNPUMEHEHHEM JIEKapCTBEHHOTO
mpenapara B 033X, PEKOMEHJYEMbIX B HHCTPYKIMU 10 €ro NPUMEHEHHWIO s MPOPUIAKTHUKH,
JMArHOCTHKH, JICYSHHS 3a00JIeBaHUS UIH MEAUIIMHCKONW peaOuIuTaIMK MalleHTa, U CYIIHOCTh, TSKECTh
WM MCXO0JI KOTOPOW HE COOTBETCTBYET MH(GOPMAIIMU O JEKapCTBEHHOM IIpenapare, CoJepiKallleics B
MPOTOKOJIE €ro KIMHUYECKOTO WCCIeA0BaHUsA, OpOIIIOpe HCCIeNoBaTeNsl HIW B HHCTPYKIHH TIO
MIPUMEHEHHUIO JIEKAPCTBEHHOTO Tperapara;

(m. 52 B pen. denepanpHOro 3aKoHa oT 22.12.2014 N 429-D3)

52.1) ¢apmakoHang30p - BUA JEATEIBHOCTH [0 MOHUTOPUHTY 3()PEKTUBHOCTH M 0O€30MaCHOCTU
JIEKapCTBEHHBIX  IIPENapaToB, HANpaBICHHBIH HAa  BBIABICHHE, OLEHKY W  IPEJOTBpPALICHHE
HE)KeJIaTeJIbHBIX MOCIIECTBUI MPUMEHEHMSI 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,
HaIlpaBJIEHHBIX Ha BBISBICHHE, OLEHKY U NPEIOTBpALICHUE WIM MUHUMHU3ALMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMH TIpernapaTamMu, BKIItoUas OleHKY 3 ()EKTUBHOCTH JaHHBIX MEPOTIPUSTHH;

(n. 52.2 BBenen denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIH MpenapaT - MEIULUUHCKAN JTOKYMEHT YCTaHOBJIEHHOW (OpMBI,
CoJiepKalllMii Ha3HA4YeHHE JIEKapCTBEHHOIO Ipenapara s MEIULMHCKOTO INPUMEHEHMs, BbIIAaHHBIN
MEAUIIMHCKUM pPa0OTHUKOM B HENISIX OTIYCKAa JIEKAPCTBEHHOrO Mpenapara WIM €ro M3rOTOBJICHHS U
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OTITyCKa Ha OyMa)KHOM HOCHTEJIC MJIU C COTJIaCHs MallMeHTa WK €r0 3aKOHHOTO MPEICTaBUTENS B opMe
ANIEKTPOHHOTO JIOKYMEHTA, HOJINMCAHHOTO C HCIOJBb30BaHUEM YCHWJICHHOH KBaJU(pHUIUPOBAHHON
AJIEKTPOHHOW MOJINUCH MEIMIMHCKOTO pabOTHHKA, JUOO JOKYMEHT YCTAHOBJICHHOH (OpMBI,
CoZlepyKallii Ha3HAUCHME JIEKapPCTBEHHOIO Mpemnapara s BETCPUHAPHOTO MPHMEHEHUS, BbBIIAHHBINA
BETEpUHAPHBIM pPAaOOTHUKOM B IEJSAX OTIYCKA JIEKAPCTBEHHOI'O Iperapara MM €ro M3rOTOBICHHS U
OTIyCKa Ha OyMa)KHOM HOCHTEIIE;

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

54) TpeboBaHWE MEOULIMHCKOW OpraHU3alUM, BETCPHHAPHON OpraHM3alMd - JOKYMEHT
YCTaHOBIIEHHON (DOPMBI, KOTOPBIN BHIMUCAH METUIIMHCKUM HIJIM BETEPUHAPHBIM PAaOOTHHUKOM, UMEIOIINM
Ha 9TO NpaBO, M COJICPKUT B IHChbMEHHOW (OpMe yKazaHHE alTeyHOH OpraHu3aluu 00 OTIYyCKe
JICKApCTBEHHOTO Mpernapara WIM O €ro M3rOTOBICHHMM M 00 OTHYyCKe JUIsl oOecredeHus JedeOHOro
nporecca B MEANIMHCKOI OpraHu3aliy, BEeTepUHAPHON OpraHH3aIHH;

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Iperapara, BKIOYaromas B ce0s aHaau3 HH(OpMAIMU O CPABHUTEIBHON KIMHUYECKOH
3 PEeKTUBHOCTH 1 GE30IACHOCTH JIEKAPCTBEHHOTO TpENapara, OLeHKY SKOHOMHYECKHX MOCIEACTBUH €ro
IPUMEHEHMs], U3Y4YECHUE [OIMOJIHUTENbHBIX IOCIEICTBUIA NPUMEHEHUs JICKapCTBEHHOI'O IIpernapara B
LEeIsIX HPUHATHSA PELIEHUH O BO3MOXKHOCTH BKJIIOUEHHUS JIEKAPCTBEHHOIO IIpernapaTa B IE€peueHb
KU3HEHHO HEOOXOJMMBIX M BaXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, HOPMAaTUBHbIC IPABOBbIE aKThl U
UHBIE JOKYMEHTBI, OIPEAEISIOUINE MOPAI0K OKa3aHUsI MEIUIIMHCKOM MTOMOLIY, WM UCKIIOUEHUS €ro U3
yKa3aHHbIX EPEYHs, aKTOB U IOKyMEHTOB;

(. 55 BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

56) cucreMa MOHUTOPUHTA [BIDKEHHUS JICKAPCTBEHHBIX MpPENapaToB Uil MEAUIIMHCKOTO
MpuUMEeHeHus - ¢eepaibHas rocydapcTBeHHass WH(GOpPMAIMOHHAS CHCTEMa MOHUTOPHHIA JIBUKCHUS
JIEKapCTBEHHBIX TMIPENapaToB [Uisi MEAMIIMHCKOTO TMPUMEHEHHUS OT MPOU3BOAUTENS 1O KOHEYHOTO
MOTpeOUTENsE C MCIOJB30BAaHUEM B OTHOIIEHWW JIEKAPCTBEHHBIX TMPENapaToB JUIsi MEIUIIMHCKOTO
MIPUMEHEHUS CPEJICTB UACHTU(DUKAIINH.

(1. 56 BBeneH @enepanbHbIM 3akOHOM OT 28.12.2017 N 425-03)

Mnaea 2. NOTIHOMO4UA PEANEPAJIbHbLIX OPITAHOB I/ICI'IOHHMTEHbI-jOIZ 5
BINNACTWU, OPFAHOB UCIMNOJIHUTENIbHOU BITACTU CYBBEKTOB POCCUUCKOU
S®EOEPALINU NMPU OBPALLEHUU NNEKAPCTBEHHbBIX CPEACTB

Cratba 5. MNMonHomouusi cpedepanbHbIX OPraHOB WCNONMHUTENLHOM BRacTu npu
obpalleHnn nekapcTBEHHbIX CPeAcTB

K momaomounsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTEIBHOM BJIACTH npu O6paH_leHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCH:

1) mposenenune B Poccuiickoit @enepanuu eAUMHON TOCYIapCTBEHHON MOJUTHKM B 00JacTu
o0ecrnieueHuns JeKapCTBEHHBIMU MpenapaTtaMu rpaxiaan B Poccuiickoit @enepanuy;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2) yrtBepxknaeHue oOmmx (¢dapMakoneWHbIX cTarted, QapMakoneWHbIX cTared, W3AaHue
rocyJlapCTBEHHOH (papmaxorien, co3aHue 1 BeJeHne peectpa (papMakoneiHbIX CTaHIapTHRIX 00pa3IoB;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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3) ocyliecTBIEHHE TOCYAapCTBEHHOTO KOHTPOJsS (Ham3opa) B cdepe oOpalieHus: JeKapCTBEHHBIX
CPEJCTB;
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHue MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB U (PapMalleBTUUECKOM IeATEIIbHOCTH B
COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickont denepanny;

5) opraHuzanus 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB, ITHUECKOW 3KCIEPTHU3bl BO3MOXKHOCTH
MMPOBCACHUA KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara AJisd MCIUIUHCKOTO MPUMCHCHU A,
9KCHEPTU3bl JTOKYMEHTOB, MPEJCTABICHHBIX JUI1 ONpPEIENCHUs BO3MOXKHOCTH paccMaTpUBaTh
JIEKAPCTBEHHBIN IIpenapar JjIsd MEIULMHCKOIO IIPUMEHEHHs INPU TOCYJAPCTBEHHOW PErucTpaluy B
KayecTBe Op(paHHOI0 JIEKaPCTBEHHOI'O IIpenapara;

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

5.1) opraHuzanusi TpPOBEACHHS] KOMIUIEKCHOW OIEHKM JIEKAPCTBEHHOIO TMpernapara B MENsIX
MIPUHATHS PEIICHHH O BO3MOXXHOCTHU BKJIFOYEHHS JIEKAPCTBEHHOTO Mperapara B MEPEUYeHb >KU3HEHHO
HEOOXOUMBIX M Ba)XHEHMIMX JIEKAPCTBEHHBIX IMperaparoB, HOPMATHUBHBIC IPABOBBIC AKThl M HHBIE
JOKYMEHTBI, OMpPEACIAIONINE TMOPSIOK OKa3aHUS MEAMIIMHCKONW TOMOINM WJIM HMCKJIIOYEHHUS €ro u3
yKa3aHHBIX MEPEeYHs, aKTOB U JJOKYMEHTOB;

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

6) BbIJaUa pa3pelieHUil Ha MPOBEICHNE KIMHUYECKUX HUCCIIEeI0OBAaHUI JIEKapCTBEHHBIX MPEnaparos,
BEJICHUE PEECTPa BBIJIAHHBIX PA3pPEIICHUN HA MPOBEACHUE KIMHUYECKUX UCCIICIOBAHUM JIEKAPCTBEHHBIX
MpernapaTos;

7) TocynmapcTBEHHasi pPETUCTpalus JICKapCTBEHHBIX TPEMApaToB, BEIACHUE TOCYAAPCTBEHHOTO
peecTpa JeKapCTBEHHBIX CPECTB;

8) opranuzanus v (WIin) NpoBEACHNE UHCIEKTUPOBAHUS CyObEKTOB 0OpaIlleHHsl IEKAPCTBEHHBIX CPE/ICTB
Ha COOTBETCTBME MpaBUIIaM HaJylexKallel 1abopaTopHON MPaKTUKH, TpaBUIaM HaJJIexalen
KJIIMHUYECKOW MPaKTUKH, PaBUIaM HaJyIeXkKallel MPaKTUKN XpaHEHUS U NIePEBO3KHU JIEKapCTBEHHBIX
IpernaparToB, MpaBUIaM HaaJexaled TuCTpuObIOTOPCKOM MPaKTHKY, TPaBUIaM HaAJIeKalleld anTeqHon
MPaKTUKU;

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

8.1) opranmu3zanus u (WJIKd) MPOBEACHUE WHCIIEKTUPOBAHMS CyOBEKTOB OOpAIlIeHUs! JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSAM TMPABUI HaJUIeXkKallleld MPOU3BOACTBEHHON IMPaKTUKH, BblAaua
3aKJIIOYEHUH O COOTBETCTBUU TNPOU3BOAMTENS JIEKAPCTBEHHBIX CpPEICTB TpPEOOBAHUSAM IpaBUII
HaJjIeKallel MpOU3BOJCTBEHHON MPaKTUKH;

(. 8.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBJIEHHE TOpsAKa BEACHHUS M BEACHHE TOCYAapCTBEHHOTO peecTpa 3aKIIOYEeHUU O
COOTBETCTBUH  TPOU3BOJIUTENS  JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TIPABWII  HaJIekKaIIeH
MPOU3BOJACTBEHHOUN PAKTHUKY;

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

9) rocyaapCTBC€HHas perucrpanusad YCTAaHOBJIICHHBIX MPOU3BOAUTCIAMU JICKAPCTBCHHLIX IMPCIIapaToB
MNpEACIIBHBIX OTIIYCKHBIX IICH HAa XU3HCHHO HGO6XOJII/IMI)Ie ¥ BaKHEHUIIIIE JICKApCTBCHHBIC IMpCIIapaThl U
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BEJICHUE TOCYJapCTBEHHOI'O peecTpa MPEAEIbHBIX OTIYCKHBIX LIEH IPOM3BOJUTENEH HA JIEKAapCTBEHHBIE
Ipenaparhl, BKJIIOUEHHbIE B IIEpEUYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX
IIpenapaTos;

9.1) cornacoBaHue MPOEKTOB PEIICHU OPraHOB MCIOJHUTEIBLHON BIAacTH CyObekTOB Poccuiickoi
Oenepani 00 yCTaHOBJICHWHM W (WJIM) W3MEHEHUHW TMPEIEIbHBIX PAa3MEPOB ONTOBBIX HAJ0aBOK U
MpeleibHbIX Pa3MEpoOB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HAM, YCTaHOBIJIEHHBIM
MIPOU3BOUTEIISIMU  JIEKAPCTBEHHBIX IIPEMapaToB, Ha JIEKAPCTBEHHBIC IMperapaThl, BKIIOUYEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOJUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

(n. 9.1 BBenen ®enepanbubiM 3akoHOM OT 13.07.2015 N 241-03)

10) ycraHoBIIeHHE MOPSAIKa BBO3a JIEKAPCTBEHHBIX cpelncTB B Poccuiickyto ®denepaiuio U BbIBO3a
JIEKapCTBEHHBIX cpeactB u3 Poccuiickoit denepannu;
(m. 10 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

10.1) BeIaua, ycTaHOBICHHE TOPSIIKA BBIAAYU U (POPMBI JOKYMEHTA, KOTOPBIA MOATBEPKIAET, YTO
IIPOM3BOJICTBO JIEKAPCTBEHHOT'O Ipernapara OCYIIECTBIEHO B COOTBETCTBUHM C TPeOOBAaHUSMM IPABUI
HaJuIeXkKalleld IMPOU3BOJACTBEHHOM MNpPAaKTUKW, U MOJIEKUT NPEICTaBICHHI0O 10 TpPeOOBAHHUIO
YIIOJIHOMOYEHHOT'O OpIraHa CTPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN Ipenapar;

(. 10.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10.2) BbIaya, yCTAaHOBJICHHUE TOPSJIKA BbIIAYM M (DOPMBI JOKYMEHTa, COJCPIKAIICrO CBEICHUS O
CTaaUsIX TEXHOJIOTWYECKOTO IpoIecca IMPOU3BOACTBA JICKAPCTBEHHOTO CPENCTBA IS MEIHIIMHCKOTO
MPUMEHEHHSI, OCYIIECTBIISIEMbBIX HA TePPUTOPHH EBpa3niickoro SKOHOMHUYECKOTO COK3a;

(n. 10.2 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepaybHOrO 3aKOHA OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB IO BOMPOCAM, CBSI3aHHBIM C OOpaIIeHUEM JIEKAPCTBEHHBIX CPEJ/ICTB;
12) aTTectanus u cepTU(UKaLNS CIELHATUCTOB;
13) yrparun cuny ¢ 1 cents6psa 2013 rona. - @enepanbhsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBiienue GpapmMakoHaa30pa;
(. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MeXAYHApOIHOM COTPYIHUYECTBE;

16) mosydeHue 1o 3arpocaM yrmoJTHOMOYEHHOTO (helepaibHOrO opraHa UCIOJIHUTEIFHON BIACTH OT
OpPraHOB HCIOJHHUTENBHONW BiacTH cyObekToB Poccuiickoit ®eneparuu, a Takke OT CYOBEKTOB
O6paHIeHI/I$[ JICKAPCTBCHHBIX CPCACTB A MCIAUIIMHCKOI'O HNPHUMCHCHUSA I/IH(i)OpMaHI/II/I mo BoOIpoCaM
YCTaHOBJICHHSI U IPUMEHEHUS 11€H Ha JIEKapCTBEHHBIE MpenapaThl U HaA0aBOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapyIIeHUE 3aKOHOIaTenbcTBa Poccuiickoit denepammy;

18) yTBepkIAeHHWE TpaBWJI HaAJeXKameld J1abopaTOpHOM MPAKTHKH, TMPaBUI HajJIexalien
KJIMHUYECKOW MPAKTUKHW, MPaBWJI HAIJIEkKalled MPOWU3BOJACTBEHHON NPAKTHKH, MPABWJI HaJIeKaIIEH
MPAaKTUKU  XpPaHEHHs U  TIEPEBO3KH  JIEKQPCTBEHHBIX  MpemapaTroB, IMpaBWJ  HaJUIeKalleil
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

IUCTPUOBIOTOPCKOW TPAKTUKH, MPaBHJ HAJISKAIIEH anTeyHOH MpaKTUKH, TNpaBWI HaJJIekKalleH
IIPAKTUKU (hapMaKoHa[30pa JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHMS;
(n. 18 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19) ycranoBnenue nopsiaka GopMHUPOBaHUS PETHCTPAILIMIOHHOTO I0ChE Ha JIEKAPCTBEHHBIN Mpernapar

1 TpeOOBaHMIA K TOKYMEHTaM B €r0 COCTaBE;
(. 19 BBenen denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

20) yTBep:KIeHHE MMPaBIJI PAlMOHAIBHOTO BHIOOPa HAMMEHOBAHM JIEKAPCTBEHHBIX PENapaToB s

MEAHUIIMHCKOTO IPUMEHEHHS,;
(. 20 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepkeHHUE NMepeuHs] HAMMEHOBAaHU JIEKapCTBEHHBIX (POPM;
(. 21 BBenen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) (QopmupoBaHuE peecTpa THUIOBBIX HHCTPYKIMA 1O METUIMHCKOMY MPUMEHEHUIO

B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX MPEapaToB;
(m. 22 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

23) yTBepxkAcHUE TPEOOBAaHUN K HMHCTPYKIUU MO MEAUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHBIX
MpernapaToB U K MHCTPYKLIUU IO BETEPUHAPHOMY IPUMEHEHUIO JIeKapPCTBEHHBIX MPENapaToB;
(. 23 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) nocyneOHOE 3aKphITHE CaWTOB, COJEPKAIMX HHPOPMAIMI0 O PO3HUYHOM mpojaxke
JTUCTAHIIMOHHBIM CIIOCOOOM, TPEUIOKCHHE O MPUOOPETCHHH UCTAHIIMOHHBIM CIIOCOOOM, JOCTaBKE
JUCTAaHIIMOHHBIM CcrocoboM u (win) mnepenade (U3MYECKOMY JHUIy TUCTAaHIIMOHHBIM CIIOCOOOM
JIEKApPCTBEHHBIX  MPEMApaToB, HAPKOTHYECKUX JICKAPCTBEHHBIX TMPENapaTOB M  ICHUXOTPOITHBIX
JIEKApCTBEHHBIX MPENapaToB, 32 UCKIIOUEHHEM CllydaeB, YcTaHOBJIEHHBIX [IpaBurensctBoM Poccuiickoii
denepanuu.

(. 24 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 29.11.2019 cr. 5 mononusercs 1. 25 (O3 ot 28.11.2018 N 449-D3).

Koncynpranrllntoc: npumeuanue.

[Tonoxxenus ctatbu 5.1 pacmpocTpaHsSIOTCS HA MOJHOMOYUS (eepalbHbIX OpPraHOB HCIOJHUTEIBHOMN
BJIACTH, KOTOpBIE HE IepelaHbl Ul OCYIIECTBICHUS OpraHaM TOCYAAapCTBEHHOM BIIACTH CyOBEKTOB
Poccuiickoit denepanuu 1 opraHaM MECTHOTO CaMOYIPAaBIEHUSI COOTBETCTBYIOIIMMU (eepatbHbIMU
3aKOHAMH.

Cratba 5.1. [lepemaya ocywecTBneHUss MosIHOMo4Yun eaepanbHbIX OpPraHoB
MUCMNOJIHUTENIbHOW BNacTU nNpu oObOpalleHMn JleKapCTBEHHbIX CpeACTB oOpraHam
UCNONHUTENbLHOW BnacTn cyobekToB Poccunckon Pepepaumm

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

[TonmaoMOUHs (I)e;[epam,me OpTraHOB HCIIOJIHUTEIILHOM BJIaCTU npu O6paH_ICHI/II/I JICKApCTBCHHBIX
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®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. ot 27.12.2018)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

CPEICTB, MpeaycMOTpeHHble HacToAwuM DenepanbHbIM 3aKOHOM, MOIYT II€peJaBaThCs s
OCYIIECTBJICHUS  OpraHaM  HCIOJHUTEIBHOM  BIAacTH  CyObeKkTOB  Poccuiickort ~ deneparuu
nocranosieHussMu IIpaBurenscrBa Poccniickon @enepanuu B nopsiake, yctaHoBleHHOM dDenepanbHbIM
3aKOHOM OT 6 OKkTs0pst 1999 roga N 184-®3 "OO6 oOmmx MpUHIUIIAX OpraHU3AIMU 3aKOHOATEIbHBIX
(mpeacTaBUTENbHBIX) U HCHOJHUTENIBHBIX OPraHOB I'OCYJAapCTBEHHOW BiacTH cyObeKkToB Poccuiickoit
Odenepanun.

Cratba 6. NonHOMO4YMA OpraHOB UCMOJSIHUTENbHOW BnacTu cybobekta Poccunckomn
deaepaumm npm odpaLieHnn neKapcTBeHHbIX CPeacTB

K mnosHOMOUYMSM OpraHoB MCIIOJHUTEIbHONW Biactu cyObekTa Poccuiickont ®enepaunu npu
o0pallleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) pa3paboTka 1 peanu3anysi perMOHAIBHBIX POrpaMM 00eCIeYeHHs HaceJIeHUs JIEKAPCTBEHHBIMU
npenapaTramu;

2) yCTaHOBIJIEHHUE TIPENEIBbHBIX pa3MEPOB ONTOBBIX HAJ0ABOK M MPECIbHBIX Pa3MEepOB PO3SHUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HAaM, YCTaHOBJEHHBIM IPOM3BOAUTENIIMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JICKApPCTBEHHBIE MpENapaThl, BKIIOYCHHbIE B IEpEYeHb JXKU3HEHHO HEOOXOAUMBIX U
BAKHEUILNX JICKAPCTBEHHBIX IIPEIIApaTOB;

3) ocymecTBI€HHE pPETHOHAIBHOTO TOCYJApCTBEHHOIO KOHTPOJS 3a IHPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIC TIIpenapaThl, BKIIOUYCHHbIE B IMEPEUYCHb >KU3HEHHO HEOOXOAMMBIX W BaKHEHIIUX
JICKApCTBCHHBIX IMPCHaparoB, OpraHu3alyusiMu OINITOBOM TOProBjv, aNTCYHbBIMH OpraHU3alusIMU,
VHIUBHUIyJIEHBIMH MTPEANPHHAMATEISIMHI, UMEIOLIMMH JIMLIEH3UIO Ha (papMalieBTHUYECKYIO AeSTeIbHOCTD;
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) npuHsATHEe pemieHUs 00 HCIONIb30BaHMM Ha Tepputopun cyownekra Poccuiickoit denepanuu
HapsIy ¢ perenTaMy Ha JICKapCTBEHHBIC MTPenapaThl, 0POPMIICHHBIMH Ha OyMa)KHOM HOCHUTEJIE, PEIENTOB
Ha JIEKApCTBEHHBIE MpenapaTsl, CPOPMUPOBAHHBIX B (HOPME IIEKTPOHHBIX JOKYMEHTOB.

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

Mnasa 3. TOCYAAPCTBEHHASA ®APMAKOINEA

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

1. Ilon rocynapcTtBeHHOM (hapmakoneei MOHMMaeTCcst CBOJ OOMmMX (hapMaKkONeHHbIX cTaTed U
(hapMaKoOIEeHHBIX CTaTEeH.

2. Pa3paboTtka oOmux ¢apMakonelHslx cTaTell U (apMakoNeWHbIX CcTaTed, B TOM 4YHCIeE
(dapMakoleiHbpIX cTaTed Ha (QapMakomneiHble CTaHJapTHBIE oOOpasmbl, HW BKJIOYEHHE WX B
rOCYJJapCTBEHHYIO ()apMaKOINE OCYIIECTBISIOTCS B IOPAIKE, YCTAHOBJICHHOM YHOJHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTENHLHOM BIIACTH.

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

3. Pa3zpabotka papmakoneitHoi cTaTbu Ha pedepeHTHBIN JIEKapCTBEHHBIN Mpenapar U BKIIOUYEHUE
ee B rOCyJapCTBEHHYIO (papMakoIel0 B TeUEHHE CpoKa JCWCTBUS 3aLIUTHl MCKIIOUUTEILHOTO IIPaBa,
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®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

YIOCTOBEPEHHOT'O MATEHTOM Ha pe)epPeHTHBIN JICKAPCTBEHHBIN MpenapaT, OCYIIECTBISIOTCS C COTIAacHs
ero pa3pabdoT4MKa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. TocynapcTBeHHass (apMmakores HU3JaeTCs  YIOJIHOMOYCHHBIM  (eiepalbHbIM  OpPraHOM
UCIIOJIHUTEILHON BIIACTH 3a CUET CPEACTB (heiepaIbHOro OKJDKETa U MOJUICKHUT MEPEH3IaHIsIM HE PeKe
4YeM OJMH pa3 B ISATh JIET, B MEPUOJ MEKAY KOTOPHIMH M3IAOTCS HPUIOKCHUS K TOCYIapCTBEHHOM
dapmakomiee, conepxkamme ooOmme QapmakoneiiHple cratbu W (Wau) (apMakoNeHHBIE CTAThH,
YTBEPIKICHHBIC MTOCIIC U3IaHMsI WK TIePEen3IaHus roCyAapCTBEHHOM hapMaKoreu.

5. YmomHomMoueHHBIH (eaepanbHblii OpraH HWCIOJHUTEIBLHON BIACTH pa3MelaeT JaHHBIE O
rocyJapCTBEHHOM (apmMakoriee U MPUIOKEHUAX K Hei Ha cBoeM oduinanbHOM caiite B ceTu "MHTepHeT"
B YCTAHOBJICHHOM MM MOPSIKE.

aea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Ctatba 8. JlMueH3MpoBaHMe NPOU3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB U
dapmaueBTMUYECKON OeATENBHOCTHU

1. JlnnensupoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (papMaleBTUYECKOW AESATEIbHOCTU
OCYLIECTBIISETCA B COOTBETCTBUHU € 3aKOHOAATENbCTBOM Poccuiickon Penepanuu.

2. O6s13aTenbHBIM YCIOBUEM MPEIOCTABICHUS JIMLEH3UN HAa IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SIBISIETCSl TIPWJIOKCHWE K 3asBJICHUIO COMCKATEINs JIMIEH3UHM TEePEeYHs JICKApCTBEHHBIX (OpM M (WIIN)
BUJOB (hapMaleBTHUECKUX CYOCTaHIMH, KOTOpPHIE MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB HaMEpEH
MIPOU3BOANTD.

3. B ciyyae HE0OXOAMMOCTH PaCHIMPEHHS TTPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (OpM U BHUAOB (papMaleBTHUECKUX CYOCTaHIIMI MPOU3BOIUTENh JIEKaPCTBEHHBIX
CPEJICTB JIOJDKEH MOJTYYUTh HOBYIO JIMIICH3UIO Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB.

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

1. TocynapcTBeHHBII KOHTPOJIb (HAaa30p) B chepe oOparieHus JEKapCTBEHHBIX CPEJICTB BKIIOUAET B
ceOst:

1) JUUEH3MOHHBIA KOHTpOJIb B cdepe NpPOM3BOJCTBA JIEKAPCTBEHHBIX CpPEACTB M B cdepe
(bapMarieBTUYECKOH 1A TEIbHOCTH;

2) denepanbHBIN TOCyIapCTBEHHBIN HAA30p B cepe oOpallieHus JeKapCTBEHHbBIX CPENICTB;

3) BBIOOPOYHBIM KOHTPOJIb KaUeCTBa JIEKAPCTBEHHBIX CPECTB.
(. 3 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. JInieH3MOHHBIN KOHTpPOJIb B C(bepe IMPpONU3BOACTBA JICKAPCTBCHHBIX CPCACTB H B C(bepe
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(hapMaIleBTHUECKON JEATEIBHOCTH OCYIIECTBISICTCS  YIOJHOMOYCHHBIMU  (peiepalibHBIM — OPTaHOM
WCIIOTHUTEIIPHONW BJIACTM M OpraHaMU HCIIOJHUTEIIbHON BlIacTH CcyOBekTOB Poccuiickoit deneparuu
COTJIACHO MX KOMIIETCHIIMU B TOPSJKE, YCTaHOBIeHHOM dDenepanbHbIM 3akoHOM OT 26 nexadps 2008
roga N 294-®3 "O 3ammre npaB IOPUIUYCCKUX JIMI] U WHIUBHUIYAIBHBIX TMPEANPUHUMATENEH IMpHU
OCYIIECTBJICHUU TOCYAAPCTBEHHOTO KOHTPOJIS (Haa30pa) U MYHHUIMIAIBLHOTO KOHTPOJA", ¢ ydeToM
0COOEHHOCTEH OpraHU3aIy U MTPOBEACHUS MTPOBEPOK, YCTaHOBICHHBIX DenepalbHbIM 3aKOHOM OT 4 Mast
2011 roma N 99-®3 "O nuneH3UpOBaHUHU OTAEIBHBIX BUIOB JACATEIBHOCTH .

3. ®enpepanbHbI TIOCYJapCTBEHHBIN Ham30p B cdepe oOpalleHusl JEKapCTBEHHBIX CPEICTB
OCYIIECTBISICTCS YIOJTHOMOUYEHHBIMH (pe/lepalbHBIMI OpraHaMHM HCIOJHUTEIBHON BIAacTH (naynee -
OpraHbl TOCYJApCTBEHHOTO HaJ30pa) COIVIACHO HX KOMIETEHUUH B MOPAAKE, YCTAaHOBICHHOM
IIpaBurensctBoM Pocculickoit denepanumu.

4. denepanbHbIii TOCYAapCTBEHHBIM HAA30p B cdepe oOpalieHHs JIEKAPCTBEHHBIX CPEICTB
BKJIFOYAET B ceO4:

1) opranuzanuio U MpoBeICHUE MPOBEPOK COONIOACHUSA CyObeKTaMH OOpallleHus JIEKapCTBEHHBIX
CPEIICTB YCTAaHOBJICHHBIX HacTOAMUM DefepanbHbIM 3aKOHOM M TMPUHSATHIMH B COOTBETCTBUU C HHUM
WHBIMH HOPMATHBHBIMU MpPaBOBbIMU akTaMu Poccuiickoit denepauuu TpeOoBaHUN K NOKIMHHYECKUM
WCCIICIOBAHUSM JICKAPCTBEHHBIX CPEICTB, KIMHUYECKUM HMCCIEIOBAHUAM JIEKAPCTBEHHBIX IpENapaTos,
XpaHEHUIo, TepeBo3ke, BBO3y B Poccuiickyro ®Depepaiuio, OTHYCKY, peanu3aliil JEKapCTBEHHBIX
CPEIICTB, MPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB, YHUUTOKECHHUIO JICKAPCTBEHHBIX CPENICTB, a TaKkKe
COONIONICHHUST  YIIOJIHOMOUYEHHBIMU OpTraHaMy HCIOJIHHUTEIBHOW BIAacTH CyOBeKTOB Poccuiickoii
denepalu METOJIMKU YCTAHOBJICHUSI TPEAETbHBIX Pa3MEPOB OINTOBBIX HAJ0ABOK U MPEAEIbHBIX
pa3MepoB PO3HUYHBIX HA/I0aBOK K (PaKTUYECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIpENapaToB, Ha JIEKAPCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B IEpPEYCHb >KU3HEHHO
HEO0OXOIMMBIX M BaKHEUIINX JIEKapCTBEHHBIX MPEnapaToB (jajnee - 00si3aTeNbHbIe TpeOOBaHuU);

2) opraHu3aIMio ¥ MPOBEJECHUE MPOBEPOK COOTBETCTBUS JIGKAPCTBEHHBIX CPENICTB, HAXOAIINXCS B
rpaxaaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHHIM K X Ka4eCTBY;

2.1) nmpoBenieHHnE KOHTPOJIBHBIX 3aKYIOK B LEJSIX MPOBEPKU COONIOICHUS CyOBeKTaMu oOpalieHus
JIEKapCTBEHHBIX CPENICTB, OCYIIECTBISAIOIMMU PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMH IIperapaTamu
JUIS MEIMLMHCKOIO TNPUMEHEHMs], MpaBUJ OTIYCKa JIEKAPCTBEHHBIX IPENnapaTroB JUIsl MEAUIIMHCKOTO
npuMeHeHus W (Win) 3amnpera npofaxku  (GanbCU(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
HEZ00pOKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB 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 3aKOHOJaTeNnbCcTBOM Poccuiickoit deaepannu, mep 1o
MIPECEYEHUIO BBISIBICHHBIX HapylIEHUN 00sf3aTelbHBIX TpeOOBaHUN M (WJIM) YCTPaHEHUIO MOCIEACTBHUM
TakMX HapyLIEHWH, B TOM 4YHCIE MPHUHATHE PELIECHUS O HAXOXKJIEHUM JIEKApCTBEHHBIX CPEICTB B
oOpallleHuy, BelJavy IpeanucaHiii 00 yCTpaHEHUH BBISIBJICHHBIX HAPYIIEHUI 0053aTelbHbIX TpeOOBaHUMN
Y TIPUBJICYEHHNE K OTBETCTBEHHOCTH JIML, COBEPIIMBIINX TAKUE HAPYIIECHHUS.

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

5. ®enepanbHBI TOCYJapCTBEHHBI Haa30p B cdepe oOpalleHus: JIEKapCTBEHHBIX CPEICTB
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OCYIIECTBJISIETCS. B MOpsJKe, ycTaHOBIEHHOM dDenepanbHbiM 3akoHOM OT 26 nekabpsi 2008 roma N
294-®3 "O 3ammTe NOpaB OPUANYECCKUX JUIl W HWHAWUBUAYAIBHBIX MPEAIPHHUMATEICH IpU
OCYILIECTBJIEHUN T'OCYAAPCTBEHHOIO KOHTPOJIS (HAA30pa) MU MYHULHUIAIBHOIO KOHTpPOJA', ¢ y4eToM
0COOCHHOCTEH, YCTaHOBJIEHHBIX HacTosiel cratheil. [IpenBapuTenbHOE coOrylacoBaHUE C OpraHaMu
MPOKYPATypbl CPOKOB TIPOBEACHHS BHEIUIAHOBOW NPOBEPKH CYOBEKTOB OOpAIICHHS JIEKAPCTBEHHBIX
CpPEICTB, a TaKKe [MpelBapUTEeIbHOE YBEAOMJICHHE IOPUAMYECKUX  JIMI, WHAMBHUIYaJbHBIX
MpealpuHUMATeNIei 0 Havaje MPOBEISHUs 3TOM mpoBepku He Tpedyercs. OpraHbl MPOKypaTyphl
M3BEILAIOTCA O MPOBEJICHUU BHEIJIAHOBOM MPOBEPKU CYOBEKTOB OOpaIleHHs JIEKApCTBEHHBIX CPE/ICTB
MOCPEACTBOM 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. JIOJKHOCTHBIE JHIIA OpraHa TOCYJapCTBEHHOTO HaA30pa B IMOPSAJIKE, YCTaHOBICHHOM
3akoHo aTenbcTBOM Poccuniickoit denepannu, UMEIOT IPaBo:

1) monmyyaTh Ha OCHOBaHHWH MOTHMBHUPOBAHHBIX MUCHBMEHHBIX 3aIPOCOB OT CYOBEKTOB OOpaleHUS
JICKaPCTBCHHBIX CPEJICTB, OPraHOB HCIOJHUTEILHON BJIACTH CYOBeKTOB Poccwiickoit Dexepanuu u
OpraHOB MECTHOTO CaMOYIpaBlieHHs JOKYMEHThl W HMHQOpPMAIMI0 IO BOMpocaMm oOpalieHus
JIEKaPCTBEHHBIX CPEJICTB;

2) OecmnpensTCTBEHHO IO MPEIbSBICHUH CIYXKEOHOTO YJOCTOBEPEHHMS W KOMHHM IpPHKa3a
(pacnopsikeHMs) opraHa rocy1apCTBEHHOI'O Ha/J30pa O Ha3HAUYEHUU MPOBEPKH MOCEIIATh MUCIOIb3yeMble
IOPUANYECKUMH JIMIAMH, HWHAUBUAYAIbHBIMH TMPEANPUHUMATENAMU, SBISIOUIUMUCS CYObEKTaMH
oOpareHust JISKAPCTBEHHBIX CPEICTB, MPH OCYIIECTBICHUN CBOCH ICSITEILHOCTH TEPPUTOPHUU, 3JIaHUSA,
MIOMEIIEHUS U COOPYKEHHUS B LEJSIX TPOBEICHHS MEPOTIPUSATUI MO0 KOHTPOJIIO;

3) nmpoBoauTH O0TOOp 00pa3lOB JEKAPCTBEHHBIX CPEICTB, MPEAHA3HAYCHHBIX I peau3alliu U
peain3yeMbIX CyObeKTaMH OOpallleHusl JEeKapCTBEHHBIX CPEACTB, s MPOBEPKM MX KayecTBa,
MPOBEJICHUSI UCCIICJIOBAHMI, WCHBITAHUH B COOTBETCTBMH C TIpaBWJIaMu oTOOpa 00OpasIos.,
YCTaHOBJICHHBIMHU YIIOJIHOMOUYEHHBIM (hefiepaabHbIM OPraHOM UCIIOTHUTENBHOM BIACTH;

3.1) mpoBOAWTH KOHTPOJIbHBIC 3aKYyNKH JIEKAPCTBEHHBIX TPEMapaToB I METUIIMHCKOTO
MPUMEHEHHUS B IENsAX TMPOBEPKH COONIONCHUs CyOBEeKTaMu oOOpalleHus JEeKApCTBEHHBIX CPENCTB,
OCYIIECTBJISIONIMMHA PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU TpErmapaTaMyd JJisi  MEIUIIMHCKOTO
MPUMEHEHHUS, MPAaBUJI OTIYCKa JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIMHCKOTO MPUMEHEHUS U (WJIH)
3ampera Tpojaxu  QarbCUPUIIMPOBAHHBIX  JIGKAPCTBEHHBIX  CPENCTB,  HEAOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPECTB;

(. 3.1 BBegen denepanbHbiM 3akoHOM OT 27.12.2018 N 511-D3)

4) BbIIaBaTh CyOBEKTaM OOpAaIleHUs! JIEKAPCTBEHHBIX CPEACTB MNPEIANHMCAHUS O MpPEeKpalleHUH
HapylIeHU o0s3aTenbHbIX TpeOOBaHMII M 00 yCTpaHEHMM BBISIBICHHBIX HapylIeHUN O00s3aTeNbHbBIX
TpeOoBaHU;

5) HAIpaBJIATH B YIIOJTHOMOYCHHBIC OpTaHbl MaTC€pUualibl, CBA3aHHBIC C HAPYIICHUSAMU 0053aTeNbHBIX
TpC6OBaHHﬁ, JJI1 peHICHUA BOIIPOCOB O B036Y)K,Z[CHI/II/I YIr'OJIOBHBIX ACII IO IIPU3HAKaAM HpCCTYHHCHHﬁ.

7. BBI60pO‘IHBII>i KOHTPOJIb Ka4€CTBA JICKAPCTBCHHBIX CPCACTB OCYIICCTBIACTCA YIIOJHOMOUYCHHBIM
(bel[epaHLHLIM OopraHoM HCIIOJIHUTEILHOM BIACTH B YCTAaHOBJICHHOM UM HOPAAKC U BKIIFOYACT B ceos:
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1) 0OpaboTKy cBeneHHil, B 0043aTE€IbHOM MOPSAAKE MPEIOCTABIIEMBIX CYOBEKTaMH OOpaIleHus
JIEKapCTBEHHBIX CPEICTB, O CEPHSX, HAPTHUAX JIEKAPCTBEHHBIX CPE/ICTB, MOCTYMAIOMINX B TPAXIAHCKUN
obopot B Poccwuiickoit denepannu;

2) oTt60op 00pa3LOB JEKAPCTBEHHBIX CPEACTB y CYOBEKTOB OOpAaIlEHUs! JEKAPCTBEHHBIX CPEICTB B
LEeJSAX MPOBENCHUS UCIBITAHUN HAa UX COOTBETCTBUE TPEOOBAHUSM HOPMATHUBHON JOKYMEHTAIIUU WIU
HOPMAaTUBHBIX JOKYMEHTOB;

3) npuHATHE N0 pe3yJbTaTaM IPOBEAECHHBIX MCIBITAHUN PELICHMS O JaJbHEHIIEM Ipa)IaHCKOM
000pOoTEe COOTBETCTBYIOLIETO JIEKAPCTBEHHOT'O CPEJICTBA;

4) mpuUHATHE YIOJHOMOYCHHBIM (elepalbHBIM OpPraHOM HCIIOJTHUTEIHHOW BJIACTH PEHICHUS O
MePEeBO/IE JIEKAPCTBEHHOT'O CPEJICTBA HA MOCEPUMHBIN BHIOOPOUHBIM KOHTPOJIb KA4eCTBa JIEKAPCTBEHHBIX
CPEICTB B Cllydae IIOBTOPHOTO BBISBJICHHS HECOOTBETCTBHS KadeCTBa JICKAPCTBEHHOTO CpPEICTBA
YCTaHOBJICHHBIM TpeOoBaHUSM © (MpU HEOOXOAMMOCTH) O TMPOBEpKe CyObeKTa OOparieHus
JIEKapCTBCHHBIX CPENCTB. Pacxoipl, CBA3aHHBIC C MPOBEACHHEM IMOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIIS
KauecTBa JIEKAPCTBEHHBIX CPEACTB, OIUIAYMBAIOTCS MPOM3BOAMTENEM JIEKaPCTBEHHOI'O CPEACTBA JIMOO
Jep KaTesIeM WU BIIACITIbIIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TIpenapara.

(uactb 7 BBeneHa denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, AOKITMHUWYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHWYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB AJ14 BETEPUHAPHOIO NMPUMEHEHUA

CraTtbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JIEKapCTBEHHBIX CPEJICTB BKJIIOYACT B ce0sl MOMCK HOBBIX (hapMaKOJIOTHYCCKU
AKTUBHBIX BCHICCTB, MOCICAYIOONICC M3YUCHHUC HUX JICKAPCTBCHHBIX CBOI71CTB, JOKJIIMHUYCCKUEC
HCCIIEIOBaHMs, Pa3pabOTKy TEXHOJIOTHMH MpOU3BOACTBA (hapMaleBTUUECKUX CyOCTaHIUM, pa3paboTKy
COCTABOB M TEXHOJIOTUI IIPOU3BOACTBA JICKAPCTBEHHBIX ITPENapaToB.

2. ®uHaHCcOBOE oOecnieueHne pa3pabOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISETCS 3a CUeT:

1) cpencTs penepanbHOro OrOIKETA;

2) cpecTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJCTB;

3) CpEeICTB MIPOU3BOUTEIICH JIEKapCTBEHHBIX CpENCTB npu BBITIOJITHCHUH
HAy4YHO-MCCIIEIOBATENbCKUX PA0OT MO JIOTOBOPY MEXKAY pPa3pabOTUMKOM JIEKapCTBEHHBIX CPEICTB U
MIPOU3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) HWHBIX HC 3alIpCHICHHBIX 3aKOHOAATCILCTBOM Poccuiickoit (De;[epam/m HCTOYHHKOB.

3. IlpaBa pa3zpaboTurKa JEKapCTBEHHOI'O CPEJICTBA OXPAHSIOTCS IPa’KIAHCKUM 3aKOHOIaTEIbCTBOM.

Ctatba 11. [OKnNuUHMYECKOE MucCcCrneaoBaHMe JIEeKapCTBEHHOro cpeacrtea AnA
MeAULMHCKOro npumMmeHeHus
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1. JIOKJIMHUYECKOE HCCIACIOBAHUE JICKAPCTBEHHOIO CPEICTBA IS MEAMIIMHCKOTO MPUMEHCHHUS
[POBOAMUTCS MYyTEM TMPUMEHCHHUS HAy4YHbIX METOJOB OICHOK B IIEJSX IOJYYCHHS [OKA3aTeIIbCTB
Oe3omacHoCTH, KauecTBa 1 3(h(PEKTHBHOCTH JICKAPCTBEHHOTO CPEJ/ICTBA.

2. JloxinMHUYECKOEe HCCIEeI0BaHME JIEKAPCTBEHHOI'O CPEICTBA Ui MEJUIMHCKOIO IIPUMEHEHMS
MPOBOJUTCS B COOTBETCTBUHM C MpABWJIAMHU HaJUIKalleld J1adopaToOpHOM MPAKTUKU, YTBEPKICHHBIMHU
YIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM UCIIOJHUTENIBHOM BIACTH.

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

3. Jlns opraHu3anyy ¥ NPOBEACHUS TOKIMHUYIECKOTO NCCIIeIOBAHUS JICKAPCTBEHHOTO CPEICTBA IS
MEIULIUHCKOTO  TPUMEHEHUs  pa3pabOTYMKH  JICKAPCTBEHHBIX  CPEACTB  MOTYT  IPHUBICKATh
HAaY4HO-MCCIIEJIOBAaTEIbCKHE OpraHM3alliy, OOpa3oBaTeIbHBIC OpPTraHM3allMU BBICHIIETO O00pa30BaHUS,
UMEIoIIe HEOOXOJUMYI0 MaTepHUaTbHO-TEXHHUYECKYI0 0a3y M KBaJU(HUIMPOBAHHBIX CIICHUAIUCTOB B
COOTBETCTBYIOIIEH 00JIaCTH UCCIIEIOBAHUSL.

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

4. JloKJIMHUYECKOE HCCIEeI0BaHUE JIEKAPCTBEHHOI'O CPEICTBA Ui MEIUIMHCKOTO IPUMEHEHMS
IIPOBOAMUTCS IO YTBEPKACHHOMY pPa3pabOTUMKOM JIEKAPCTBEHHOIO CpEJCTBAa IUIAHY C BEICHHEM
IIPOTOKOJIa 3TOI'0 HCCIIEAOBAHHUS M COCTABJICHHEM OTY€Ta, B KOTOPOM COJEPIKATCS Pe3yJIbTaTbl 3TOr0
UCCIIEIOBAaHUsI U 3aK/IIOYEHHE O BO3MOXHOCTH IPOBEJIEHUS  KIMHUYECKOTO  HUCCIIEOBAHMS
JIEKapCTBEHHOTO Mpenapara sl MEIULIMHCKOTO IPUMEHEHUS.

5. [IpoBenenue npoBepok coOMIOACHUSI MPAaBUI HaAJIexKalel 1abopaToOpHOM MPAaKTUKK U IPABOBBIX
HOPM HCIIOJIb30BaHUS >KMBOTHBIX IpPU NPOBEICHUM JOKIMHUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHBIX
CpCACTB AJid MCAUIHWHCKOIO IMPHUMCHCHUSA OCYHICCTBIIACTCA YIIOJHOMOYCHHBIM q)eﬂepaJH)HI)IM OopraHomMm
WCIIOJHUTEJIbHOM BIacTH.

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

6. Pe3ynpraThl JNOKIMHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOI'O CpPEACTBA I MEAMIIMHCKOIO
MIPUMEHEHUSI MOTYT OBbITh IMPEACTaBICHbl B YIOJHOMOYEHHBIN (perepanbHblii OpraH MCHOJHUTEIbHOU
BJIACTU B YCTAHOBJICHHOM IOPSIKE B LEIAX IOCYIapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOTO IIpenapara.

Cratba 12. [loKknuMHMYECKOE uccnefoBaHWe NeKapCTBEHHOro cpeactBa M
KIIMHMYEeCKOe uccrnefoBaHME JEKapCTBEHHOro npenapara Ans  BeTepUHapHoOro
NPUMEHeHuUA

1. Z[OKJ'II/IHI/I‘-ICCKOG HCCICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA IJId BETCPHUHAPHOI'O NPUMCHCHUSA
MMPOBOAWUTCA IMYTEM HNPUMCHCHHA HAYYHBIX METOJOB OICHOK B MHOCIAX IIOJYUCHHA J0Ka3aTCIIbCTB
6630HaCHOCTI/I, KadueCTBa U 3(1)(1)CKTI/IBHOCTI/I JICKApCTBCHHOT'O CPCACTBA, B TOM YUCIIC OIPCACIICHUA CPOKa
€ro BbIBCACHUA U3 OpPraHM3Ma >XMBOTHOT'O, B LEIIAX obOecnieueHnss 0E30aCHOCTHU MMpOAYKIIMHU KUBOTHOTI'O
MPOUCXOKACHUA MOCJIC TPUMEHCHUA COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCIIapara.

2. JloKJIMHHUYECKOE HCCIE0BaHUE JIEKApPCTBEHHOTO CpPEACTBA M KJIMHMYECKOE MCCIe0BaHNE
JIEKapCTBEHHOTO TMpemnapara Uil BETEPUHAPHOTO MPUMEHEHHs, HCCIeAOBaHWE OMOIKBUBATICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOT'O Tperapara MPOBOASATCS B COOTBETCTBHHU C MPABUIIAMH, YTBEP)KIECHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM HCIIOTHUTEILHON BIACTH.

3. HOKHHHH‘—I@CKO@ HUCCIICAOBAHUEC JICKAPCTBEHHOI'O CpCACTBA W KIMHHYECKOC MCCICIOBAHUC

KOHcy.HI)TaHTHJIIOC www.consultant.ru Crpanuna 21 u3 126

HaJaeKHasl IpaBoBasi MOAAEPIKKa


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

®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. o1 27.12.2018) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 23.04.2019

JIEKapCTBEHHOI'O IIpernapara [uisi BETEPUHAPHOTO IMPUMEHEHUS MPOBOJATCA II0 YTBEPKACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEACTBA IUIAHY C BEJIEHHEM IIPOTOKOJIOB 3TUX HCCIEJIOBaHUM U
COCTABJICHHEM OTYETOB, B KOTOPBIX COAEPKATCA PE3YNIbTAThl ITUX UCCIICJOBAHUN.

4. Jlng opraHu3aluy U NPOBENCHUS NTOKIMHUYECKOIO HCCICIOBAaHUS JIEKAPCTBEHHOI'O CPENCTBA U
KJIIMHUYECKOI0 UCCIIEI0BAaHUS JIEKAPCTBEHHOIO Npenapara Jijisl BETEpUHApHOIO IPUMEHEHUS pa3paboTUnK
JEKapCTBEHHOTO  CPEICTBA  MOXET  IpUBJIEKaTb  OpraHu3aluM, HMEIoUMe  HEOOXOJUMYIO
MaTepHaIbHO-TEXHUYECKYI0 0a3y M KBaTU(HUIIMPOBAHHBIX CHEIHMATMCTOB B COOTBETCTBYIOLICH 00IacTH
UCCIIEIOBaHUS.

5. KimHuyeckue uCCIeNOBaHMs JIEKAPCTBEHHBIX IIPENapaTroB UIsl BETEPUHAPHOTO IPUMEHEHMS
IPOBOJATCSL B BETEPUHAPHBIX OpraHU3alMAX M B OpraHU3alMsiX, OCYIIECTBISIOIIUX pa3BEICHHUE,
BBIPALIIMBAHUE U CO/IEPI)KAHUE KUBOTHBIX, B LIEIISIX:

1) YCTAHOBJICHUS IECPCHOCUMOCTH JICKAPCTBCHHBIX IIPCIIAPAaTOB 3J0POBBIMU KUBOTHBIMU

2) monbopa ONTUMAIBHBIX JO3MPOBOK JICKAPCTBEHHBIX IIPENapaToB W Kypca JICUEHHUS Ha
KOHKPETHOM IpyIIe )KUBOTHBIX C ONPE/IETICHHBIM 3a00JI€BaHUEM;

3) ycTaHOBiIEeHHUsT O€30MACHOCTH U A(P(PEKTUBHOCTH JISKAPCTBEHHOTO IpenapaTa, mpeJHa3HaueHHOTO
JUIs JIeYEHUs ONpeCICHHbIX 3a00JIeBaHUM KUBOTHBIX, MM 3((HEKTUBHOCTH JIEKAPCTBEHHOr'0 IpenapaTa
IS TPO(UIIAKTUKY 3200JIEBaHU 3I0POBBIX KUBOTHBIX;

4) u3ydeHHs] BO3MOXHOCTEH pacHIMpeHUss MOKa3aHUM K MPUMEHEHUIO 3aperucTPUPOBAHHOTO
JIEKApCTBEHHOTO MperapaTa 1 BhISIBJICHUS PaHEe HEM3BECTHBIX MOOOYHBIX ICHCTBUI.

6. Kimmanueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTa JId BCTCPHUHAPHOI'O ITPHMCHCHUA
OCYHICCTBIIACTCA 3a CHET CPCACTB pa3pa60TqHKa JICKAPCTBCHHOT'O CPCACTBA.

7. Ordersl O pe3yapTaTax IOKIMHMYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO CpENCTBA U
KJIMHAYECKOTO  HMCCIIEIOBAHMs  JIEKAPCTBEHHOI'O IIpenapara Uil  BETEPUHAPHOIO  IPUMEHEHUS
COCTABIIAIIOTCS  Pa3pabOTUMKOM JIEKAPCTBEHHOIO CpPEJCTBA C YYETOM 3aKIIOUeHHH OpraHu3auui,
IIPUHUMABIIINX y4aCTHUE B OPraHU3al[MU U POBEICHNUN dTUX MCCIICJOBAaHUM.

8. KOHTpOHB 3a TMPOBCACHUCM HOOKIIMHUYCCKUX I/ICCJ'IC,ZLOBaHI/Iﬁ JICKApCTBCHHBIX CPCACTB H
KIIMHUYCCKUX I/ICCJ'IGI[OBEIHI/Iﬁ JICKApCTBCHHBIX  IpCrapaTroB Ajid  BCTCPUHAPHOIO  IMPUMCHCHUSA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (I)C,I[epaJ'ILHHM OpraHomMm HCIIOJIHUTEILHOHN BIACTH.

Maea 6. OCYLECTBJIEHUE FOCYJAPCTBEHHOWU PETMCTPALIUN
NEKAPCTBEHHbIX NMPENAPATOB

CrtaTtba 13. FlocyaapcTBeHHasi permcTpauus nekapcTBeHHbIX npenapaToB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Poccuiickoii @enepanuu JOMYCKalOTCS MIPOU3BOJCTBO, U3TOTOBIIEHUE, XpaHEHHE, IIEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuro, BeiB03 U3 Poccuiickoit @enepannn, pekiiamMa, OTIYCK, pealn3alus,
nepenaya, MPUMEHEHUE, YHUUYTOKEHHE JIEKapCTBEHHBIX IIPENapaTroB, €CIM OHU 3aperuCTPUpPOBAHBI
COOTBCTCTBYIOIIIUM YIIOJJTHOMOYCHHBIM (bellepaJ'H)HBIM OopraHomM HCHOTHUTEIBHON BIACTH.
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(dactp 1 B pen. @eaepanbuoro 3akoHa ot 13.07.2015 N 241-D3)
2. 'ocyaapCTBEHHOM perucTpaiuu noaJjiexKar:

1) Bce nekapcTBEHHBIE Ipemaparbl, BIEpPBbIE MOJUICXKAIINEe BBONY B oOpamienue B Poccuiickoii
denepanuu;

2) JneKapCTBEHHbIEC IIpenapaThl, 3apEerUCTPUPOBAHHBIE DPAHEE, HO IIPOU3BENEHHBIE B JPYIHX
JIEKapCTBEHHBIX ()OpMax B COOTBETCTBUU C IEPEUHEM HAMMEHOBAHMH JIEKapCTBEHHBIX ()OPM, B HOBOH
J03UPOBKE IMPH JOKA3aTEIbCTBE €€ KIMHUYECKON 3HAaUMMOCTH U 3()(HEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENapaToB.

3. I'ocynapcTBeHHasi perucrpaiys JEeKapCTBEHHbBIX IIPENapaToB OCYIIECTBISAETCS 0 pe3ysibTaTaM
HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB, a TIOCYNapCTBEHHas perucrpaunus opgaHHBIX JIEKAPCTBEHHBIX
[IpernapaToB OCYLIECTBIISIETCS IO pe3ysibTaTaM 3KCHEPTU3bl JOKYMEHTOB, IPEJICTaBICHHBIX JUIf
OIpeJIeJIEHUs] BO3MOXKHOCTH pacCMaTpUBAaTh JIEKAPCTBEHHBIN Mpenapar A1 MEAULMHCKOTO PUMEHEHUS
IIPU  OCYILECTBICHUM TOCYJapCTBEHHOM pEerucTpalyy B KadyecTBE OP(PaHHOIO JIEKAPCTBEHHOTO
npernapara, v o pe3yJibTaTaM SKCIepPTH3bl JIEKapCTBEHHBIX CPE/ICTB.

4. TocymapcTBeHHAs! peTUCTPaIlUs JICKAPCTBEHHOTO Tperapara OCYIIeCTBISICTCS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJIHUTEIILHOW BJIACTH B CPOK, HE TPEBBINIAIOIINN CTa
MIECTUICCATH pabouMx JHEH CO JHS MPUHSATHS COOTBETCTBYIOIIETO 3asBICHUS O TOCYAapCTBEHHOM
perucTpaiyy JCKapCTBEHHOTO Tpernapara. B yka3aHHBIA CPOK BKIIIOYAETCS BpeMs, HEOOXOIUMOE JIIst
MTOBTOPHOTO TIPOBEJICHUSI 3KCIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBHHM CO CTaThed 25
Hactosero denepanpHoro 3akoHa. Cpok rocyIapCTBEHHOW PETUCTPAllMU JIEKAPCTBEHHOI'O Iperapara
WCYHCIISICTCS CO JHS TPHHSTHS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (pelepaibHbIM  OpraHoM
WCIIOIHUTENILHON  BJACTH  COOTBETCTBYIOIIETO  3asBICHHUS O TOCYIJApCTBEHHOH  perucTparuu
JICKapCTBCHHOTO TIperapara ¢ MPWIOKCHHEM HEOOXOJMMBIX JOKYMEHTOB 10 JIeHb BBIJAYH
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKaPCTBEHHOTO IpenapaTa. Bpems, Heo0Xoqumoe isi HarpaBieHUs
VIIOJTHOMOYCHHBIM  (heJiepadbHbIM OPTraHOM HCIOJTHUTEIHLHOW BJIACTH 3ampoca O MPeJACTaBICHUN
HEO0OXOIMMBIX MaTE€pPHANIOB U MPEJCTABICHUS 3asSBUTENIEM OTBETA HA JaHHBIN 3apOC B COOTBETCTBHH CO
cratbsimu 16, 19 m 23 mHacrosmero denepanbHOr0 3aKOHA, HE YYUTBHIBACTCS MPU HCUYHUCICHUU CPOKa
roCy/IapCTBEHHON PETUCTPAIlMH JIEKAPCTBEHHOTO Mpernapara.

5. T'ocynapCTBEHHOW pEerucTpalmy He MOAJIeKAT:

1) nexapcTBEHHBIE Npenaparbl, M3TOTOBJICHHBIE AaNTEYHBIMU OpraHU3alMsSMHU, BETEPUHAPHBIMU
aNTeYHBIMU OPTraHU3ALMUSAMU, UHIUBUAYATbHBIMU MPEINPUHUMATEISAMH, KOTOPhIE UMEIOT JIMIEH3UIO Ha
(bapmalleBTUUECKYIO JAESITeTbHOCTh, IO pelentaM Ha JEeKapCTBEHHBbIE MpermapaTbl U TPeOOBaHUAM
MEIHUIMHCKUX OpraHU3alnii, BETEPUHAPHBIX OpraHU3alni;

2) nexapCTBEHHBIE MPEnapaThl, MPHOOPETeHHbIE (PU3NUYECKUMU JIHIIaMU 3a Tpeaenamu Poccuiickoit
®denepanyy U MpeIHa3HaYeHHbIE JIS IMYHOTO UCIIOJIb30BAHMUS;

3) JICKApCTBCHHBIC MTpCTIapaThl, BBO3UMbBIC B POCCHﬁCKym qDC,[[Cp&I_II/IIO JJIA OKa3aHUA MCHHHHHCKOﬁ
IIOMOIIM I10 XU3HCHHBIM IMOKAa3aHHUAM KOHKPETHOI'O IMalME€HTAa Ha OCHOBAHHWM pPa3pClICHUS, BBIJIAHHOTO
YIIOJIHOMOYCHHBIM (I)C,[[epaJIBHBIM OpraHomMm HCIIOJIHUTEIbHOM BJIaCTH,
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4) nexkapcTBEHHBIE CpelCTBa, BBO3UMble B Poccuiickyto ®denepannio Ha OCHOBAaHUU BBIJAHHOI'O
YIIOJIHOMOYEHHBIM (peIepaIbHbIM OPraHOM HCIIOJIHUTEJIBHONW BJIACTH PAa3pelleHUs U NpelHa3HaueHHbIe
JUIs TPOBEACHUS KIMHUYECKUX MCCIEA0BaHUN JIEKapCTBEHHBIX IpenapaToB U (WJIM) IPOBEACHUS
JKCIIEPTU3bl  JIEKAPCTBEHHBIX CPEACTB  JUIsl  OCYLLECTBICHMsS TIOCYAApCTBEHHOM  perucrpanuu
JIEKAPCTBEHHBIX IIPENAapaToB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) pamuodapManeBTUYECKUE JICKAPCTBEHHBIC Ipenaparhl, M3TOTOBICHHBIC HEMOCPEACTBCHHO B
MEAUIMHCKUX OpraHu3alUsaX B MOPSAIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (elepalibHbIM OpPraHoM
HCIOJIHUTEIBHOM BIIACTH;

7) nekapCTBEHHBIE MpernapaThl, IPOU3BOJUMBIE IJISl HIKCIIOPTA.
6. He nomyckaercs rocy1apcTBEHHasi perucTparusi:

1) JICKAPCTBCHHBIX IPCIaparoB, OTIUYAOIMIUXCA ApYyr OT JApyra Ka4Y€CTBECHHBIM COCTABOM
HeﬁCTBYIOHIHX BCIICCTB, IO OAUHAKOBBIM TOPrOBbIM HAMMCHOBAHUCM,

2) OIHOTO JICKAPCTBEHHOTO Ipernapara, MPeACTaBICHHOIO Ha TOCYIapCTBEHHYIO PETUCTPAIUIO B
OTHOIICHWH OJHOTO W TOTO K€ JepiKareis WU BIIAJENblla PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JICKQpCTBEHHOTO TMperapara B BUAE ABYX M 0ojiee JICKAPCTBEHHBIX NpEnapaToB MOJ Pa3IHYHBIMU
TOPrOBBIMH HAMMCHOBAHUSIMH.

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

7. Tlo 3ampocy (B 271eKTpoHHOW (opMe WIM HAa OyMa)KHOM HOCHUTENIC) CyOBeKTa OoOparmieHus
JIEKapCTBEHHBIX  CPEICTB  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (elepaabHbIM  OpPraHOM
WCIIOTHUTEIIbHOW  BJIACTH, OCYIICCTBIISIIOIIUM TOCYJAPCTBEHHYIO PETUCTPAIUIO  JICKAPCTBEHHBIX
MpenaparoB, B YCTAHOBICHHOM UM MOPSAKE OCYIIECTBIAECTCS HAYyYHOE KOHCYIbTUPOBAHHUE IO BOMPOCAM,
CBA3aHHBIM C  TIPOBEJICHUEM  JOKJIMHUYECKUX  HUCCJICIOBAHMM, KIMHHUYECKUX  HCCIIEIOBAHUN
JIEKapCTBEHHBIX IMPEMapaToB, HKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB, A(G(HEKTUBHOCTH H
0€30MaCHOCTH, C OCYIIECTBICHUEM TOCYIAapCTBEHHOW PErHCTpallid JICKAPCTBEHHBIX TIPEMapaToB.
KoHcynpTupoBaHue ocCyIIecTBISICTCS C MpUBIeUYeHHEM (eepaabHbIX TOCYJapCTBEHHBIX OIOJKETHBIX
YUPEKIECHUN, TOJABEAOMCTBEHHBIX TaHHOMY (eaepaqbHOMYy OpraHy HWCIOJHUTEIHHOM BJIACTH U HE
YYaCTBYIOIIMX B OpPraHU3alldd TNPOBEIEHUS SKCIEPTU3bl KAauecTBa JICKAPCTBEHHBIX CPEACTB B LEINAX
OCYILIECTBJIEHUS HMX TOCYAApPCTBEHHOW PETHCTPAIMM B COOTBETCTBHMM CO CTarhbedl 16 HacTosmero
®denepalbHOTO 3aKOHA, B BUJE OTBETA B MUCHMEHHOUW (OopME YMOIHOMOUYEHHOTO (eiepalbHOTO OpraHa
WCIOJIHUTENIBHOM BIAacTH Ha 3ampoc. PasMep B3uMaeMol ¢ 3adBUTENS IUIAThl ONPEAENSETCS B
COOTBETCTBHHM C 3aKOHOJAaTelnbcTBOM Poccuiickoii @Denepanuu 00 oOpraHuzaiy MperoCTaBICHUS
TOCYIapCTBEHHBIX M MYHUIMNAIBHBIX  yciyr. HWMHdopmamuss 00 OCYIIECTBICHHMH HAyYHOTO
KOHCYJTbTUPOBAHUS, B TOM YHCIE CTaThbH, 0030pbI, CIPaBOYHbIE MaTepuaiabl M UHas uHbopMalus 00
OCYIIIECTBJICHUN HAYYHOT'O KOHCYJIBTUPOBAHUS, pa3MeNIaeTcs Ha OPUITMATLHOM CaliTe YITOJTHOMOYEHHOTO
denepanbHOrO OpraHa WCIOTHUTEIbHOW BiIacTh B cetu "MHTepHeT" ¢ cOOMIOJeHHEM OrpaHUYeHU,
YCTAHOBJICHHBIX ~ 3aKOHOJATEIIbCTBOM O  TEPCOHAIBHBIX  JIAHHBIX, KOMMEpUYeCKOW U  (WJH)
roCyZapCTBEHHOM TalHe.

8. T'ocymapcTBeHHass perucTpanus JEKapCTBEHHBIX IMPEnapaTroB, KOTOPHIE MpeTHA3HAYCHBI IS
MPUMEHEHHUS] B YCIOBHUSX BOCHHBIX JCHCTBUI, YPE3BBIYAWHBIX CUTYyallud, MPOPUIAKTUKHA U JICYCHUS
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3a00JIeBaHUN W MOPAKEHUH, MOJYICHHBIX B PE3yJbTaTe BO3JCHCTBUS HEOIArONPUSTHBIX XHUMHUYECKUX,
OMOJIOTMYECKHUX, DPaTUAlMOHHBIX (PakTOpoB, U pa3zpaboTaHbl MO 3aJaHuI0 (elepalbHbIX OPraHoOB
WCTIOJTHUTEIIHOW BJIACTH, YIOJTHOMOUYEHHBIX B 00JaCTH OOOPOHBI CTpaHbl U 0€30MacCHOCTH rOCyIapCTBa,
OCYILIECTBIISICTCS B TOPsAKe, ycTaHoBiIeHHOM [IpaBuTenscTBoMm Poccuiickoit denepanuu.

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

1. 3KCHepTI/I3a JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCA HA NPUHIOUIIAX 3aKOHHOCTH, CO6JHOI[CHI/ISI
npaB H CB060,I[ YCJIOBEKAa M TI'paKJaHHWHa, IIpaB KOPpUAWYCCKOro Jvla, HE3aBHUCHUMOCTHU JKCIICPTa,
O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTU U IOJIHOTLL I/ICCJICZ[OB&HPIﬁ, MNPOBOAWMEBIX C HCIIOJIb30BAHUCM
COBPCMEHHBIX ,Z[OCTI/I)KGHI/Iﬁ HAaYKM W TEXHUKH, OTBCTCTBCHHOCTHU (bez[epaﬂbHoro ToCyaapCTBCHHOI'O
6IOZ[)KCTHOI‘O YUYpCKACHHA 110 MPOBCACHHUIO OSKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB M ISKCICPTOB 34
MMPOBCACHUEC U KAYCCTBO SKCIICPTU3LI.

2. DKcnepTu3a JeKapCTBEHHbIX MIPENapaToB sl MEAULIMHCKOTO IPUMEHEHHS BKIIIOYAET B ceOsl:

1) IKCIICPTU3Y HOKYMCEHTOB, IMPCACTABJIICHHBIX IJI OIIPCACIICHUS BO3MOXKXHOCTU PACCMATPUBATH
JIeKapCTBeHHI)If/'I npemnapar Mid MCIUIHWHCKOrO HNPUMCHCHHA IPpU OCYIICCTBIICHHUHU FOCYIIapCTBeHHOfI
perucrpanuu B Ka4CCTBE Op(i)aHHOl"O JICKaApCTBCHHOTI'O IIpCIiapara;

2) SKCIEPTU3Y NPETIOKEHHBIX METOI0B KOHTPOJIS KadecTBa JICKApPCTBEHHOTO CPEJICTBA M KayecTBa
IIPEJCTaBICHHBIX O0pPa3LOB JIEKAPCTBEHHOI'O CPEACTBAa C MCIOJb30BAaHMEM JTHX METOJOB (Jajnee -
IKCIIEPTU3a KAaueCTBA JICKAPCTBEHHOI'O CPEJICTBA);

3) OKCIICPTHU3Y OTHOILICHUSA 0XXHJIaeMOM TIONB3bl K BO3MOXHOMY PHCKY JIIPUMCHCHUA
JICKApCTBCHHOT'O IIpCriapara.

3. 3KCHCpTI/I3a JICKApPCTBCHHBIX IPCHapaToOB IJId BCTCPUHAPHOI'O NPUMCEHCHUSA BKIHOYACT B ce0s
OKCIICPTU3Y KaAdCCTBA JICKAPCTBCHHOI'O CpCACTBA M OKCICPTHU3Y OTHOLICHUSA O0XKHIAeMOM ITIOJB3BI K
BO3MOXHOMY PUCKY ITPUMCHCHUS JICKAPCTBCHHOI'O IIpCIlapara.

Cratba 15. ®depepanbHoe rocygapCcTBEHHOe OlMKeTHOe yupexaeHue no
npoBeAEHUIO IKCNEePTU3bI NIeKapCTBEHHbIX CPeACcTB

DKcnepTusa JIEKapCTBEHHBIX CPEACTB MPOBOAUTCS (eiepalibHbIM IOCYAapCTBEHHBIM OOJIKETHBIM
YUPEXIEHUEM COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (eIepaJIbHOr0 OpraHa MCIOJHUTEIbHON BIAacTH,
CO3/IaHHBIM JJIsi 00€CledYeHUs] MCIIONHEHUS IOJIHOMOYUN 3TOro (QenepaJbHOTO OpraHa IO BblIaye
paspelleHnii Ha NpOBeIeHUE KIMHUYECKUX HCCIEeIOBaHMN JICKapCTBEHHBIX IpernaparoB U (WJIH) IO
rOCyJapCTBEHHOH pErucTpaliy JeKapCTBEHHBIX IIPENapaToB (Jlajiee - SKCIEPTHOE YUPEKICHUE).

CrtaTtbs 16. Oprauusauml npoBeneHusa 3KCnepTu3bl NNeKapCTBeHHbIX cpeacTB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. SKCHCpTI/ISa JICKApCTBCHHBIX CPCACTB IMPOBOAUTCH KOMHCCHEH 9KCHICPTOB 3KCICPTHOI'O
YUPCIKACHUA, Ha3HA4YCHHON ero PYKOBOJUTEIICEM, Ha OCHOBAHHWMU 3aJlaHUA Ha IMPOBCACHHUEC DKCIICPTU3BI
JICKApCTBCHHOT'O CpCACTBA, BBIJAHHOI'O YIIOJHOMOYCHHBIM (I)C)IepaJIBHBIM OopraHomM HUCIIOJIHUTEIbHOMN
BJIaCTH. PYKOBOJII/ITGJ'IB OKCIICPTHOI'O YUPCKICHHUA o0OecrieunBaeT Haaaex)amee nmpoBEACHHUE SKCIICPTU3EI
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JICKQpCTBEHHBIX CPEJCTB B COOTBETCTBUU C 33/JaHUEM, BBIAAHHBIM YIIOJTHOMOYEHHBIM (herepabHbIM
OpPraHOM HCIIOJIHUTENBHOM BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOIO 3aKJIFOUEHUs 3TOM Komuccuu. B
COCTaB 3TOM KOMHUCCHUH TI0 PEIICHUIO PYKOBOAMTEINS 3KCIIEPTHOTO YUPEXKICHHS MOTYT OBITh BKIIOUEHBI B
Ka4yecTBE KCIIEPTOB JIMIIA, HE paboTaroIue B JAHHOM SKCIEPTHOM YUPEKIEHHUHU, €CIIM UX CleUalIbHbIe
3HAHUS HEOOXOOMMBI ISl TPOBEACHHUS SKCHEPTH3bl W TaKHE SKCHEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUPEKICHHUH.

2. DKCHepTOM IO IMPOBEJIEHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SBIIAETCS aTTECTOBAHHBIN
paOOTHUK SKCIEPTHOTO YUPEXKJEHHs, KOTOPBI HMeEET BbICIIEE MEAMLUHCKOE, (hapMaleBTHUECKOE,
OMO0JIOTHYECKOe, BETEPUHAPHOE MM XUMHUYECKOEe 00pa30BaHUE U MPOBOAUT IKCIEPTU3Y JICKAPCTBEHHBIX
CPEACTB B MOPSIIKE UCTIOIHEHUS CBOMX JOJPKHOCTHBIX 00S3aHHOCTEH (Jjaiee - SKCIepT).

3. HpI/I MPOBCACHUHN OJKCHCPTU3BI JICKAPCTBCHHLIX CPCACTB JSKCICPT HE MOKCET HAXOAUTHCSA B
KaKoi-1100 3aBHCHMOCTH OT JiMla, HA3HA4YMUBLICTO 3TY OJKCIICPTU3Y, pa3pa60TqHKa JICKaApCTBCHHOI'O
CpCACTBA UJIK APYTUX 3aMHTCPECOBAHHLIX B PE3YyJIbTaTaX SKCIICPTU3BI JIUII.

4. Tlpym mpoBeNeHHH SKCHEPTH3bl JIEKAPCTBEHHBIX CPEJACTB HE JOIYCKAaeTcsi MCTpeOOBaTh Yy
3asiBUTEIIS JTHOO HMHBIX JiL MaTtepualbl, HCO6XOIII/IMI)IC AJid MPOBEACHHA OKCIICPTUILI. B cirydac
HEJIOCTATOYHOCTH MPEACTABICHHBIX SKCIEPTY MAaTepUalioB IS Jaud 3aKIFOUCHHS DKCIEPT CTaBUT
BONPOC O TPEACTABICHUHW €My HEOOXOAMMBIX MAaTepHajoB Iepea PYKOBOIAHUTEIEM JKCIIEPTHOTO
YUPEXICHUS, KOTOPBI 00paIaeTcsi C COOTBETCTBYIOIIUM 3allPOCOM B YIIOJIHOMOYEHHBIN (eepanbHbli
opran HUCITOTHUTEIbHON BJIaCTu, BI)II[aBHII/Iﬁ 3alaHUuC Ha IMPOBCACHUEC ISKCICPTU3BI JICKAPCTBECHHOI'O
cpencTBa. YKazaHHbIN (hefepanbHblii OpraH UCIIOJHUTEIFHON BIACTH B TEYCHHUE IISATH PabodnX JHEH co
IHS TIOCTYIUIEHHSI 3aIpoca PYKOBOAUTENS SKCIIEPTHOTO YUPEKJCHUS HAMpPABIISACT 3asBUTEINIO 3a1IpoOC O
IPEICTaBICHUN HEOOXOANMBIX MaTepHaioB. JlaHHBIN 3ampoc MOXKET OBITh MepenaH YIOJIHOMOYCHHOMY
MPpEACTABUTCIIIO 3aABUTCIIA JIMYHO IO PACIIMCKY, HAIIPABJICH 110 MMOYTC 3aKAa3HBIM IMMCbMOM HWJIM IICPEAaH
B JJIGKTPOHHOH (popMe MO TEJIEKOMMYHUKAIIMOHHBIM KaHallaM CBs3H. B ciydae HampaBiieHHs JaHHOTO
3arpoca 1mo mo4re 3aKa3HbIM IMMCbMOM OH CUHUTACTCA IMOJYUCHHBIM IO UCTCUYCHHUU HICCTU I[HGI\/JI C JaThbl
HampaBJIeHUs 3aKa3HOTO MUChMA.

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

4.1. 3asBuTenb 00s3aH MPEACTaBUTh OTBET HA 3alpoC YIMOJIHOMOYEHHOro (henepalbHOrO opraHa
WCIIOJIHUTEJILHOM BJIAacTH B CPOK, HE NMPEBBIIAIOIIUIN AEBIHOCTAa PabOUMX JAHEH CO JHS €ro MOJTY4YEeHUs.
YTOIHOMOYEHHBINH (esiepanbHblil OpraH MCHOJIHUTENBHONW BJIACTH, BBIAABIIMM 3aJaHuE HA MPOBEIECHUE
AKCIIEPTHU3bl JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHHME MATH pabouMx JHEH co AHS MOCTYIJIEHUS OT
3asBUTEN OTBETA HAa JAHHBIM 3allpOC HANpaBISAET TaKOW OTBET B DKCIEPTHOE yupexiaeHue. B ciydae
HENpPEJICTaBICHNUs 10 HUCTEYEHHWU JEeBIHOCTa pabouux JHEW 3asBUTENEM OTBETa Ha JaHHBIM 3arpoc
YIIOJIHOMOYEHHBIN (esiepaibHblil OpraH HCIOJIHUTENbHON BJIACTH, BBIJABIIWM 3a/laHUE Ha MPOBEACHUE
AKCIIEPTU3Bl JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHUE MATH pabOuYMX JHEW HampaBisieT B HKCIEPTHOE
YUPEXKIEHUE YBEIOMIICHHE O HENPEJCTABICHHUU 3asBUTEIIEM OTBETa Ha 3allpoC YKAa3aHHOIO OpraHa.
Bpemsi co nHS HampaBiieHUsl 3ampoca SKCIEPTHOrO YUYPEKICHHS B YIOJIHOMOUYEHHBIH (enepanbHbIi
OpraH MCIOJHUTEIbHOW BJIACTU 10 JHS IMOJIYYEHHs DKCIEPTHBIM YUPEKJIEHHUEM OTBETa Ha 3alpoc WIH
YBEJAOMJICHHS] O HENpEACTAaBIEHUM OTBETa Ha 3alpoC HE YYUTHIBACTCA IpPU HCUYHCIEHUU CpOKa
IIPOBEJIEHUS IKCIEPTU3HI JIEKAPCTBEHHOTO CPENICTBA.

(uacTsb 4.1 BBenena @enepanbHbIM 3aKkoHOM OT 25.11.2013 N 317-®3)

4.2. Ecan B cocTaBe pEerMcTpallMOHHOIO JOChE Ha JIEKApCTBEHHBIN INpemnapar s MEIULUHCKOTO
IIPUMEHEHHUsI CONEPKUTCA MNpeaycMoTpeHHas crarbedl 18, wactero 1.1 crarem 30 wm crareein 34
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Hactosmero @enepalbHOTO 3aKOHA KOMMSI PEIICHUS YIIOJTHOMOYEHHOTO (eIepallbHOTO OpraHa
WCIIOJTHUTEJIBHOW BIIACTH O MPOBEACHUM WHCIEKTHUPOBAHUSA IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJNCTB,
JKCIEPTY 10 OPOPMIICHHSI PE3yIbTAaTOB AKCIEPTHU3BI JICKAPCTBEHHOTO CPEJCTBA MPEIOCTaBISETCS B
MOpSAIKE W Ha YCJIOBUAX, KOTOpbIE NpeaycMOTpeHbl uacTsimMu 4 u 4.3 HacTosAmled cTaThbu, KOIMMS
3aKJIFOYCHUST O COOTBETCTBHHM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUII
HaJJIeXxalled MPOU3BOJCTBEHHONW MPAKTUKU, BBIJIAHHOTO YIIOJIHOMOYEHHBIM (eepaqbHbIM OpPraHoM
WCIIOJIHUTEIIBHOU BJIACTH.

(dactp 4.2 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.3. 3asBuTenb 00s3aH MPEICTABUTH B YIMOJHOMOUYEHHBIN (elepaibHbIil OpraH HCHOJHUTEIbHOM
BJIACTU KOIMIO 3aKIIIOYEHUS O COOTBETCTBUHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHUSAM
NpaBUJl HaJUIeKaIled MPOU3BOACTBEHHONH NPAKTUKA B CPOK, HE MPEBBIIAIOIINN CTa BOCBMHUAECATH
pabouux AHEH cO AHs IOJYYEHHUs 3ampoca O €€ MPeJOCTAaBICHUU. YIOJIHOMOYEHHBIH (enepanbHbIi
OpraH HCIIOJHUTEIBHON BIIACTH, BBIJABIIMK 33/JlaHUE HA TPOBEIEHHE ASKCHEPTH3BI JIEKAPCTBEHHOTO
CpeAcTBa, B TEUYEHUE MNATH pabouyMx AHEH CO JAHSA MOCTYIUICHHMsI OT 3asBUTENsS KOIUHU 3aKIIOYEHUs O
COOTBETCTBHHM  TNPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TpPeOOBaHMSAM MpaBHI  HaJUIeKAIIeH
IIPOM3BO/ICTBEHHON NPAaKTUKHU, HANpaBISIET €€ B 3KCIEPTHOE YUpexJeHue. B ciyuyae HenpencTaBiieHUs
3asBHUTEJIEM B YKa3aHHBIA CPOK KOIMHU 3aKIIOYEHHUS O COOTBETCTBHH IPOU3BOIMTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMSAM TMPAaBWII HaJUIeXkallell MPOM3BOJACTBEHHON MPAKTUKU  YHOJIHOMOYEHHBIH
(benepanbHBIi OpraH WCIOJHUTEIFHOW BJIACTH, BBIJABIIMN 3aJaHWE Ha TPOBEICHHE SKCIEPTU3BI
JICKapCTBEHHOT'O CpEJACTBA, B TEUEHHE MATH PabOUYMX JHEHW HanpapisieT B SKCIEPTHOE YUpeXKICHUE
YBEIOMJICHHE O HETPEICTABICHUH 3asBUTEIEM KOIHMH 3aKIIOYCHHS O COOTBETCTBUU IPOH3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAaHMAM IpPaBUJ HaJJIeXalled NPOM3BOJICTBEHHOM MpakTUKU. Bpems co
IHS HAlpaBJIEHUs 3ampoca SKCIEPTHOTO YUYPEXKIEHHs B YIIOJIHOMOYEHHBIA (enepanbHblii opraH
UCIOJHUTEIIBHOW BJIACTU 1O JHS HOJYYEHUS OHKCHEPTHBIM YUPEXKIEHUEM KOINHHU 3aKJIIOYEHUS O
COOTBETCTBUHM  TPOM3BOAMTENS  JICKAPCTBEHHBIX  CPEICTB TPEOOBaHHMSM MpaBWJI  HaJUIekKAaIle
IIPOM3BOJICTBEHHON IPAKTUKM WJIM YBEAOMIIEHUS O €€ HENpPEJCTAaBICHUM He YUYUTHIBA€TCA IpHU
WCYMCIICHUH CPOKA MTPOBEICHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA.

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

5. Dkcnepr mpu TPOBENEHUU IOPYYEHHOH €My pPYKOBOAMUTEIEM OHKCIEPTHOIO YUpEXKJIECHUs
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTM TIOJHOE WCCIENOBaHHE TMPEACTABIECHHBIX €My OOBEKTOB, MaTepHalioB, JaTh
000CHOBaHHOE M OOBEKTHBHOE 3aKIIOUEHHE 10 TIOCTAaBICHHBIM TIEpel] HHM BOIpOCcaM WU
MOTHBUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOXXHOCTU TMPOBEAECHUS WM SKCIEPTH3bl JIEKAPCTBEHHOIO
CpEeICTBa, €CII MOCTaBICHHBIE BOMPOCHI BBIXOJIAT 3a MPEJeNbl ClIeUaTbHBIX 3HAHUHN JKCIIEepPTa, O0bEKTHI
WCCTIEIOBAHUIN U MaTepHalIbl HEMPUTOJIHBI WJIM HEJAOCTATOUHBI JJIsi TTPOBEICHUS MCCIEAOBAHUN U Jauu
3aKJIIOUEHHUs MO0 COBPEMEHHBIM YpOBEHb Pa3BUTHs HAyKU HE TMO3BOJIIET OTBETUTh Ha MOCTABIIEHHBIC
BOIIPOCHI;

2) HC pasrjamarb CBCACHHA, KOTOPLIC CTAJIM €My U3BCCTHBI B CBA3U C MPOBCACHUCM 3KCIICPTU3LI
JICKAPCTBECHHOT'O CPEACTBA, 4 TAKKEC CBCIACHUSA, COCTABIAIOMIUEC I'OCYAAPCTBCHHYIO, KOMMCPUYCCKYIO HIIN
HHYI OXpaHACMYI0 3aKOHOM TaﬁHy;

3) obecreunTh COXPaHHOCTh MPEACTABICHHBIX 00BEKTOB HCCIIEIOBAHUN U MAaTEPHAJIOB.

6. DKcnepT He BIIpaBe:
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®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. ot 27.12.2018)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

1) IpOBOAMTH 3KCIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA MO OOPAIICHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3aiuii uim GU3NIECKUX JINII;

2) caMOCTOSITENILHO COOMPATh MaTEPUAIIBI JIJIsl IPOBEACHHSI SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTRA,;
3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HErOCYJapCTBEHHOI'O IKCIIEPTa.

7. B cinydae HEOOXOAMMOCTH SKCHEPT BIIPaBE XOJATAlCTBOBATb IEpell PYKOBOIUTEIEM
HKCHEPTHOIO YUPEXKJICHHSI O IPUBJICUCHNH K IPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA IPYTHUX
9KCIIEPTOB.

8. Kaxxaplii sxcnepT, BXOAAIIUN B COCTaB KOMHCCHM IKCIEPTOB, KOTOPOIl MOPYyYEHO MPOBEICHUE
9KCIIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO U CAMOCTOATEIBHO IPOBOAMUT HCCIIECJOBAHUSA,
OLICHUBAET Pe3yJbTaThl, MOJyUYEHHbIE UM JIMYHO U JAPYTUMHU IKCIEpTaMu, U (HOPMYIHUPYET BHIBOJBI
OTHOCUTEIIFHO TTOCTABJICHHBIX BOTIPOCOB B MIPEJIesiaX CBOMX CIICIMAIbHBIX 3HAHUH.

9. P C3YyJIbTaTbl 3KCHCPTU3BI JICKAPCTBCHHOI'O0 CPCEACTBA O(l)OpMJ'IHIOTCH 3aKJIIFOYCHHUECM KOMHNCCHHU
OKCIICPTOB. B 3akmioyeHMn KOMHMCCHU OKCIICPTOB YKa3bIBAIOTCA IICPCUCHDb HCCHCI[OBaHHﬁ, 00BeM
IMPOBCACHHBIX KaXXJIbIM OKCIICPTOM I/ICCHG,Z[OBaHPlﬁ, YCTAHOBJICHHBIC KAXXJIbIM U3 HUX (1)aKTLI n COCIIaHHBIC
B pC3yJIbTaTeC HCCIICIOBAHNI BBIBOJIEL. 3KCHepT, MHCHHUC KOTOPOIr'o HE COBIIAAACT C pCHICHUCM KOMHCCUHN
OKCIICPTOB, BIIPABC BbIPA3UTH CBOC MHCHUC B MHUCHMEHHOMN Q)OpMC, KOTOpOC HpI/IO6H_[aCTCH K 3aK/JIFOYCHHUIO
KOMHCCHUH SKCIICPTOB.

10. DkcmepThl, BXOJALIME B COCTaB KOMHCCHH, MPEAYNPEKAAIOTCS OO0 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJATenbCTBOM Poccuiickoii denepauuu 3a [ady 3aKIOUYCHHS, COAECPKAIIETO
He00OCHOBaHHbIE WU (PalbcU(PUIIMPOBAHHBIE BBIBOJIbI, O YEM OHU JIAIOT MOJAIMHUCKY.

11. Onpenenenne ypoBHs MpodecCHOHATBHON TOATOTOBKH AKCIIEPTOB U aTTECTAIMS MX HAa MPaBO
MPOBEJICHUST IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCA JKCIEPTHO-KBATH(PUKATUOHHBIMHU
KOMHUCCHUSIMHU B TIOPSIJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YITOJTHOMOUYEHHBIM (heepaTbHBIM OpPTraHOM
WCIIOJHUTENBHON BIacTU. YPOBEHb MPO(ECCHOHAIBHON MOATOTOBKU JKCIEPTOB MOMJICKHUT MEPECMOTPY
YKa3aHHBIMU KOMHCCHSIMH HE PEXKe YeM OJIUH pa3 B IIATH JIET.

12. TlpaBuia mHpoBeNEHUS SKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTU HKCHEPTH3BI
OTIENbHBIX BHUJOB JIEKAPCTBEHHBIX IMpemnapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IIpenapaTos,
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IpenapaToB, OHOJIOIMYECKMX JIEKApPCTBEHHBIX IpENnaparos,
O0MoaHaNoOroBbix (OMOMOAOOHBIX) JIEKApPCTBEHHBIX MpenaparoB (OMOaHAJIOroB), TOMEONATHYECKHX
JIEKapCTBEHHBIX IPEnapaToB, JIEKAPCTBEHHBIX PACTUTENBHBIX MpenapaToB, KOMOMHAIUM JeKapCTBEHHbBIX
npenapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHHM JKCIEPTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPraHOM HCIIOJIHUTENIbHON BIACTH.

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

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

1. Jlmga rocygapCTBEHHON pErucTpanuy JEKapCTBEHHOTO TIpenapara i BETEPUHAPHOIO
MpPUMEHEHHUsT pa3paboTUYMK TaKOro JIEKApCTBEHHOTO Tperapara WM YHIOJHOMOYEHHOE MM JIpyroe

KOHcy.HI)TaHTHJIIOC www.consultant.ru Crpanuna 28 u3 126

HaJaeKHasl IpaBoBasi MOAAEPIKKa


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

®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. ot 27.12.2018)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

IOpUAMYECKOE JIMLO (Jajlee B HACTOSIIEW CTaThe - 3asBUTENb) MPEJCTABISAECT B YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH HCIOJHUTEIBHOW BIACTH, OCYLIECTBISIOUIMM TOCYJapCTBEHHYIO PETUCTPALMIO
JIEKapCTBEHHBIX MPENapaToB /Uil BETEPUHAPHOTO MPUMEHEHHS, B DJICKTPOHHOH (opMe mir Ha OyMaKHOM
HOCHTEJIE 3asBJICHUE O TOCYJAapCTBEHHON PEruMCcTpalyy JIEKAPCTBEHHOIO IpernapaTa sl BETEPUHAPHOIO
NPUMEHEHHS, a TAK)KE B TOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (e/iepaibHbIM
OpPraHOM HCIOJHMTENIBbHOM BJIACTH, B 3JEKTPOHHON (popMe miu Ha OyMa)KHOM HOCHTENEe HEOOXOAMMBIE
JOKYMEHTBI, U3 KOTOPBHIX (OPMHUPYETCS PErHCTPALlMOHHOE J10Che Ha JIEKApCTBEHHBIM Mpemapar Juis
BETEPUHAPHOT'O IPUMEHECHHS.

2. B 3asBieHUN O roCyapCTBEHHONW PETUCTPALMK JIEKAPCTBEHHOTO IpenapaTa Jyuisl BETEpUHAPHOTO
IIPUMEHEHMS YKa3bIBAIOTCS:

1) HaMMEeHOBaHME U AJPEC 3asgBUTEIA, Pa3padOTUMKA U MPOU3BOJUTENS JIEKAPCTBEHHOIO Mperapara
IUIs BETEPUHAPHOIO IPHMEHEHHS M aJpec MecTa OCYIIECTBJICHHS IIPOM3BOJCTBA JIEKAPCTBEHHOIO
npenapaTta JUisi BETEPUHAPHOIO NPUMEHEHUs (B Cily4yae HaJlMuus HECKOJIbKMX YYaCTHUKOB Ipoliecca
IIPOM3BO/ICTBA HEOOXOAMMO YKa3aTh KaXKJJOr0 U3 HUX);

2) HaMMEHOBaHUE JICKAPCTBEHHOT'O IpernapaTa JJisi BETEPUHAPHOTO MPUMEHEHHUs (MEXIyHapOIHOE
HENMaTeHTOBAaHHOE, WK TPYIIHUPOBOYHOE, MM XUMHUYECKOE M TOPrOBOE HAUMEHOBAHUS);

3) MEpCUCHDb IICIZCTB}HOHII/IX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAAINIUX B COCTAB JICKAPCTBCHHOI'O
npenapara i1 BETCPUHAPHOI'O0 IPUMCEHCHUS, C YKA3aHUEM KOJIMYCCTBA KAKAOTI'O U3 HUX;

4) nexapcTBeHHas ¢opma, JO3HPOBKA, CIOCOOBI BBEICHUS W NPHMEHEHHUS, CPOK TOIHOCTH
JICKApCTBEHHOTO Mperapara Jjisi BETCPUHAPHOTO IIPUMCHEHUS;

5) papmakorepaneBTHUECKas IPyIIa;

6) HE0OXO0AUMOCTh NMPUMEHEHHsI YCKOPEHHOH IMPOIeyphl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB B
LEJISIX TOCYIapCTBEHHOM PEruCcTpaliuy JIEKapCTBEHHOTO Npenapara;

7) KOIIMU JOKYMCHTOB, HOATBCPIKAAOIINX YIUIATY l"OCy,Z[ElpCTBCHHOfI TTOIIJTUHBI:

a) 3a MPOBEJECHUE HKCHEPTHU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M JKCHEPTU3bl OTHOILEHUS
0’KHMJIa€MOM I0JIb3bI K BO3MOXXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara Jjisi BETEpUHAPHOTO
IIPUMEHEHHSI IIPU €r0 FOCYAAapCTBEHHON pEruCTpaluy;

6) 3a BbIAa4y PEruCTpaiuOHHOI'O0 YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIPLCIIaparTa,

8) HanMuHMe coriacusi, MPEeIyCMOTPEHHOTO YacThl0 7 HACTOAIIEH CTaTbh, €CIM C MOMEHTa
peructpanu pedepeHTHOro JIEKapCTBEHHOIO IpemnapaTra A BETEPUHAPHOTO MPUMEHEHHs MpOILIOo
MEHee YeM IIECTb JIET.

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

3. PerucrpanmoHHOE JOChE B LENAX HKCHEPTH3bI JEKAPCTBEHHOIO IpenapaTa JIjsl BEeTEpUHAPHOIO
npUMeHeHHs (OPMUPYETCS U3 CIAEAYIOIUX JOKYMEHTOB:

1) KOIIMA JIMOCH3WKW Ha IIPOU3BOJACTBO JICKAPCTBCHHBLIX CPEICTB, BBIJIaHHOfI IIPOU3BOAUTEIIIO
PEruCTpupyeMoOro JICKApCTBCHHOTO IIpCliapaTra HJisI BCTCPHUHAPHOI'O0 MHNPUMCHCHUA, I pOCCHfICKHX
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MIPOU3BOAUTENEH;
(n. 1 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) xomus JUICH3UU HA TPOU3BOACTBO JICKAPCTBEHHBIX CPEJICTB, BBIIAHHOW MPOU3BOIUTEIIO
(bapMareBTHUECKON CyOCTaHIINU, BXOSIICH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO TpernapaTa Juist
BETEPUHAPHOTO MPUMEHEHHSI, TSI POCCUMCKHUX TIPOU3BOIUTENEH;

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

2.1) xomus MOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS IS
KOKJIOW  IMPOU3BOJICTBEHHOM  IUIOMIAAKKM  PETUCTPUPYEMOrO  JIGKAPCTBEHHOrO  Mperapara  Juis
BETEPUHAPHOTO NPUMEHEHUS U TOJTBEPKAAIOUIETO COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapaTa TpeOOBaHUSM MPABUI HaIJIeKale MPOM3BOACTBEHHON IPAKTUKH, U €0 MEePEeBO/I Ha PYCCKUIA
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IMOPSAKE, a TaKKe KOMUs 3aKIIOYeHUs O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHHUSAM TNPaBHJ HaJJIekalled MPOU3BOJICTBEHHOM
MIPAKTUKH, BBIJJAHHOTO YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HUCIIOJHUTEIHHOM BIACTH IS KaXKIOU
MIPOM3BOJICTBEHHON TIUIOMIAJIKA PETUCTPUPYEMOTO JIEKAPCTBEHHOIO TMpernapara [Jisi BETEPUHAPHOTO
MIPUMEHEHHUSI, JTUOO KOMHS PEUICHUs O MPOBEJACHUM MHCIICKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB, MPUHSATOTO YIOJTHOMOUYEHHBIM (heiepaqbHBIM OPraHOM HCHOJIHHUTEIbHOW BIACTH Ul KaXXIOW
MIPOU3BOJICTBEHHON IUIOIMIAJIKK PETUCTPUPYEMOTr0 JIEKAPCTBEHHOTO TMperapara [Jjisi BETEPUHAPHOTO
MIPUMEHEHHUs. YKa3aHHbIE JOKYMEHTBI IPEACTABISIIOTCA B CIy4yae, €CiIu MPOU3BOJCTBO JEKAPCTBEHHOIO
rpernapara ocyuecTisieTcs 3a npegenamu Poccuiickoit denepanuu;

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

2.2) xomus JOKYMEHTAa, BBIJIAHHOTO YIIOJIHOMOYEHHBIM OPTaHOM CTpPaHbl TPOU3BOIUTEIS
bapMarieBTUIeCKOM cyOcTaHIuH u MOJITBEPIKIAIOIIETO COOTBETCTBHE IPOU3BOIUTEIIS
(dhapmaIeBTHYECKOM CyOCTaHIINH, BXO/SIIEH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO TIperapara Jiis
BETCPUHAPHOTO NMPUMCHEHUS, TPEOOBAHUSIM TPABWII HAJJICKAIICH MPOU3BOJCTBEHHOW MPAKTHKHU, H €T
MEPEeBOJ] Ha PYCCKHH SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TIOPSIKE, B Clydae, €CIHM IMPOU3BOJICTBO
(bapmalleBTHUECKOI cyOCTaHIIUM OCYIIECTBIsIETCS 3a nmpeaenamMu Poccuiickoii @eneparuiy;

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

3) IIPOCKT HOPMATHUBHOI'O JOKYMCHTA Ha J'IeKapCTBeHHHﬁ npemnapar Aisi BETCPUHAPHOTO
IMMPUMCHCHUS

4) NOKyMEHT, coJepxaluil cieayroulyo HHpopManuo o (apmaneBTHYECKON CyOCTaHIUM WM
(apmaleBTUUECKUX CYOCTaHLMSX, BXOSIIUX B COCTaB JIEKaPCTBEHHOI'O IpernapaTa JUisl BETEpUHAPHOIO
IIPUMEHEHHUS:

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

6) HaNMMCHOBAHUC U apCC IMPOU3BOJUTCIIA,

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTa}I[I/II\/’I IMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagudgx IMPOU3BOACTBA,

r) uHopMaLus 0 IpUMeECsX;

n) crienuukanys Ha (apMaleBTUUECKYIO CyOCTaHIIHIO;
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€) ONHMCAaHNE METOJUK KOHTPOJISI KAYECTBA;
K) pe3yJIbTaThl aHAIM3a Cepuil (papMalleBTUYECKOM cyOcTaHIUY;

3) NEpCUCHb CTAHAAPTHBIX 06pa3u0B HJIM BCIICCTB, UCIIOJIB3YCMbIX ITPU OCYIICCTBICHUU KOHTPOJIA
KadeCTBa,

1) OMUCAHUE XapaKTEPUCTHK U CBOWCTB YITAKOBOYHBIX MATEPHAIIOB M YKYTIOPOYHBIX CPEJICTB;
K) JTaHHBIC O CTAOMJIBHOCTH;
JI) CPOK F'OJIHOCTH, YCJIOBUSI XPAHEHMUS;

5) OTUET O peE3yjbTaTax AOKIMHHUYECKOIO MCCICAOBAHUA JICKAPCTBCHHOI'O0 CpEACTBA JId
BCTCPUHAPHOI'O ITPUMCHCHUA,

6) OTUCT O PpEe3yJibTaTaX KIMHHUYCCKOIO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapara JJid
BCTCPUHAPHOI'O MPUMCHCHHA Y KAXKAOTO BHAA JKUBOTHBIX, YKA3aHHBIX B MHCTPYKIUU 11O BETCPUHAPHOMY
IIPUMCHCHUIO,

7) IPOEKT MHCTPYKIIUHU IO BETEPUHAPHOMY MPUMEHEHHIO JIEKAPCTBEHHOTO Mpernapara, CoAaepsKaien
CJIETYIOIINE CBEACHHUS:

a) HAaMMEHOBAHME JICKAPCTBEHHOTO Ipernapara Jjis BETEPUHAPHOTO NMPUMEHEHHs (MEXIyHAPOIHOE
HEMaTeHTOBAaHHOE, WK TPYNIHUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) ekapcTBeHHas (hopma C yKa3zaHWEM HaWMMEHOBAHHWI M KOJMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIECTB U KAU€CTBEHHOT'0 COCTaBa BCIIOMOTATEIbHBIX BEILIECTB;

B) OIMMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IIpcriapara Ajid BETCPUHAPHOTIO IPUMCHCHU,;

r) dpapmakoTepaneBTHUECKas TPYIa JIEKapCTBEHHOTO Mpernapara JJisi BETepUHAPHOTO MPUMEHEHHS
WJTU yKa3aHHe "TOMEONaTHYECKUN JIEKapCTBEHHBIN TIpenapar';

n)  (QapmakonuHamMMKa M (apMaKkOKMHETHKa (32  MCKIIOYeHHeM  (apMaKOKHHETHKH
TrOMEOIATHYECKUX JICKAPCTBEHHBIX NPENnapaToB W PACTHTEIBHBIX JIEKAPCTBEHHBIX IIPENapaToB) MU
OIMCaHNe UMMYHOOHOJIOIMYECKIX CBOWCTB JIEKAPCTBEHHOT'O MpenapaTa;

€) MoKa3aHusl JUIsl IPUMEHEHMUS;
) IPOTUBOIOKA3aHMs JUIsl IPUMEHEHHUS;
3) MEpbI MPEAOCTOPOKHOCTH NMPU MPUMEHEHUH;

I/I) YKa3aHnu€ BO3MOKHOCTU U oco0eHHOCTEH MNPUMCHCHUA Y GCpeMeHHBIX JKUBOTHBIX, Y )KUBOTHBIX B
nepuoa JJIakTaluu, y IOTOMCTBA JKUBOTHBIX;

I() PCKUM OO3UPOBAHUA, CII0co0 BBCACHUA U IMPUMCHCHUA, IIPU HCO6XO,[[I/IMOCTI/I BpeMs IIpueMa
JICKApCTBCHHOTO ITpErapara JJIs1 BETCPUHAPHOT'0 MPUMEHCHU S, ITPOAOJIKUTCIIBHOCTD JICUCHUS,
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J) BO3MOXHBIC MMOOOYHBIE JCUCTBUS, HEXKEIATEIbHBIE PEAKIINH MPU MPUMEHEHUH JICKAPCTBEHHOTO
Iperapara Juis BETEpUHApHOIO IIPUMEHEHHUS;

M) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO IIOMOILLM IIPU NEPETO03UPOBKE;
H) B3aMMOJICHCTBHE C IPYTMMU JIEKAPCTBEHHBIMU MpenapaTaMy U (WIM) KOpMaMu;
0) ¢opMBI BBITyCKA JIEKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IIPUMEHEHUS;

1) yka3aHue (Ipu HEOOXOIUMOCTH) OCOOCHHOCTEH JICHCTBHS JICKAapCTBEHHOIO IIpemapara i
BETEPUHAPHOTO MPUMEHEHHSI IPU TIEPBOM TPHUEME HIIA TIPH €T0 OTMEHE;

p) onmcanue (Ipu HEOOXOIUMOCTH ) NEHCTBUM BETEPUHAPHOIO Bpaya (BeTepUHAPHOTO (henbamiepa),
WHOTO CIIeIMAINCTa B 00JIACTH BETEpUHAPHUH, BIIAJICTbIA )KUBOTHOTO TIPH MPOITYCKE MpUeMa OJHOU WIIH
HECKOJIbKUX 7103 JICKAPCTBEHHOTO Mperapara Jijlsl BETEPUHAPHOTO MPUMEHEHUS,

C) CPOK TIOAHOCTHM H YKa3daHHC Ha 3alnpeT MNPHUMCHCHUSA JICKAPCTBCHHOIO IIplriapara IJId
BCTCPUHAPHOI'O HPUMCHCHHA 110 HCTCUCHHUU CPOKA I'OAHOCTH;,

T) YCJIOBUS XpPAaHEHUS;

y') YKa3aHHu€ Ha HGO6XO,I[I/IMOCTB XpaHCHUA JICKAPCTBCHHOI'O IIpfliapara [JIsI BCTCPHUHAPHOI'O
IMPUMCHCHUSA B MECTaX, HCAOCTYIIHBIX IJIsA ﬂeTeﬁ;

¢) ykazanue (mpu HEOOXOJMMOCTH) CHEIHAIbHBIX MEp MPEeIOCTOPOKHOCTU MPH YHHUTOKEHUU
HEHUCIIOIb30BAHHBIX JICKAPCTBEHHBIX MPENapaToB JJIsl BETEPUHAPHOTO MPUMEHEHHS;

X) CPOKM BO3MOKHOT'O HCIIOJIb30BAHUS MPOAYKLUUHU >KUBOTHOTO IMPOMCXOXKIEHUS IOC]IE BBEICHHS
YKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa il BETEpUHAPHOTO IPUMEHEHUS;

I_I) YCJIOBH:A OTITYCKA,

'-I) HaMMCHOBaHUA MW aApeCa IMPOU3BOACTBCHHLIX INIOMIAJO0K MPOU3BOJUTEIA JICKAPCTBECHHOI'O
npemnapara JJjisd BETCPUHAPHOT'O IPUMCHCHU S ;

II) HAaMMEHOBAaHWE, aJpec OpraHu3aliM, YIOJHOMOUYEHHOM JepXaTeleM WIN BIaAeIbleM
PETUCTPALIMOHHOIO  yIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapara Ha MPUHATHE MPETEH3UH OT
OTpeOUTENS;

8) MPOEKThl MaKETOB NEPBUYHON YIAaKOBKH U BTOPUYHOM YITaKOBKHU JIEKAPCTBEHHOTO Mperapara Jjs
BETEPUHAPHOTO NPUMEHEHMUS;

9) cnenyromue cBeIeHHs O JIEKapCTBEHHOM IMpenapare il BETepUHAPHOTO IPUMEHEHUS:
a) OTHMCaHME U COCTAB JICKAPCTBEHHOTO TIpernapara Jjisi BETepUHAPHOTO IPUMEHEHUS;
0) onucanue papMaleBTHUECKON pa3paboOTKy;

B) OMKCAHUE MpoIecca MPOU3BOJCTBA H €r0 KOHTPOJIS;
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"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 23.04.2019

I') OIIMCAaHUE KOHTPOJISI KPUTUYECKUX CTAAUM MPOU3BOJICTBA U IPOMEKYTOUHON IPOAYKIINH;

J) HaMMEHOBAaHWA M ajapeca pa3pabOT4MKa, AepKaTens WIM BJajelblla PErucTPaiOHHOTO
YIIOCTOBEpEHHsS]  JIGKAPCTBEHHOTO  Tpemapara, MPOU3BOACTBEHHBIX  IUJIOMIAJOK  IPOU3BOIUTENS
JIEKapCTBEHHOTO IIpenapara Juisi BETepHHAPHOTO PUMEHECHNS;

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

¢) (apmarieBTHYECKast COBMECTUMOCTb;

) MUKPOOHOIOTHYECKHE XapaKTePUCTHKH;

3) MaTepuaIbHBINA OaJlaHC JIJIS POM3BOACTBA CEPHH FOTOBOTO IMPOJIYKTA,;

1) OMUCaHUE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MATEPUAIOB U YKYIIOPOUHBIX CPEJICTB;
K) JOKYMEHTAJIbHOE MOATBEPkKACHHE (BaIMIAIMs) POIIECCOB U (UJIN) UX OLICHKA;

J) TpeOOBaHMA K KayecTBY BCIIOMOTATENFHBIX BEHIECTB (CepTH(UKAT, CcrenupuKanms Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U UX 00OCHOBaHNUE);

M) AHAIIUTUYCCKUC MCTOJAUKH, HUCIOJB3YEMBIC TIIPpH OCYLICCTBJICHHN KOHTPOJIA KadYeCTBa
BCIIOMOI'aTCIBbHBIX BCIICCTB,

H) JIOKyMEHTaJbHOE MOJATBEPXKJEHUE (BaJMJalMsl) aHAIUTUYECKUX METOAMK, UCIIOJIb3YyEMbIX IpPU
OCYLIECTBICHUU KOHTPOJIA Ka4e€CTBA BCIIOMOraTE/IbHBIX BELIECTB;

0) I/IH(i)OpMaIII/IH 00 HCIIOJB30BAaHUM BCIIOMOTIaTEIbHBIX BC€IICCTB YCJIIOBCYCCKOT'O M XHUBOTHOI'O
IIPOUCXOKIACHUS

1) uHGopMaIus 00 UCIIOIb30BAHUH HOBBIX BCIIOMOTaTEIbHBIX BEIIECTB;

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOro IIpernapara MJisi BETEepPUHAPHOTO IPHUMEHEHHs
(cepTudukar, cnenudukalus Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHUE);

C) AHAIIUTAYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpH OCYHICCTBJICHUHW KOHTPOJA Ka4YCCTBa
JICKApCTBCHHOTO ITperiapaTa AJIs1 BETCPUHAPHOT'O MPUMCHCHUS,

T) AOKYMCHTAJIbHOC NOATBCPIKIACHHUC (BaJ'II/I)IaI_[I/IH) AHAIIUTUYCCKUX MCETOJUK, UCIIOJB3YCMBIX IIPpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBa JICKAPCTBCHHOTO MMpETiapara AJid BETCPUHAPHOI0 IPUMCHCHU A,

y) JOKYMEHT, MOJTBEPXIAIONINIA KadeCTBO JICKAPCTBEHHOT'O IMperapara TPeX MPOMBIIUICHHBIX
cepuii (IPOTOKOJT aHAIM3a MK CEPTU(PHUKAT aHAIHM3a), OJTHA CEPHUsI KOTOPOTO JOJKHA COBIA/IATh C CepUei
o0pa3iia JIeKapCTBEHHOTO Iperapara, MoIaHHOT0 Ha PETUCTPAIIHIO;

¢) xapakTepucTuKa NpuMecei;

X) NEpCUCHb CTAHAAPTHBIX 06pa3u013, HCIOJIb3YCMBIX IIPU OCYHICCTBJICHUHN KOHTPOJIA Kad€CTBa
JICKApCTBCHHOTO ITperiapara JJIs1 BETCPUHAPHOT'O IPUMCEHCHU A,
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1) JaHHbIE O CTAOMIIBHOCTH JIEKAPCTBEHHOTO MIpenapara Jiisi BETEpUHAPHOTO MPUMEHEHHUS,

10) xomus DOKyMEHTa, COJIEpKamero WHPOPMalHUI O HaJUYMM WX 00 OTCYTCTBUHU (HaKTOB
pEerucTpalny JEKapCTBEHHOTO IMpernapara Uisi BETEpUHAPHOTO MPUMEHEHHUs 3a npeaenamu Poccuiickoii
denepanuu;

11) cormacue B MUCHbMEHHOH (hopMme, MperyCMOTPEHHOE YacThiO 7 HACTOALICH CTAaTbu, B Clydae
perucTpanyy BOCIpOU3BEICHHOTO JIEKAPCTBEHHOI'O IIpenapara;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) komus JOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBJICHHOM TOpSAKE H
MOATBEPKIAIOIIETO MPABOMOYHOCTh 3asBJICHHUS O TOCYJApPCTBEHHON pETUCTpalluu JIEKapCTBEHHOIO
mpernaparta Jijisl BETepUHAPHOTO IPUMEHEHUs (JIOBEPEHHOCTH ).

4. llpu mnpoBeneHUM YCKOPEHHOW MpoLEeIypbl 3KCHEPTU3bl JIEKApCTBEHHOI'O IIpernapaTta i
BETEPUHAPHOIO INPUMEHEHUS B LEISIX €ro TIOCYAApCTBEHHOW PErHCTpalMM MOXKET IPEACTaBIIATHCS
uHbOpMaNys, MOy4YeHHAs TPU MPOBEJICHUN KIMHUYECKUX UCCIEI0BAaHMUH JIEKAPCTBEHHOTO IpenapaTa u
onyOJIMKOBaHHasl B CIELHATU3UPOBAHHBIX IE€YATHBIX H3JAHMSIX, a TaKKe JIOKYMEHTBI, COJepiKallue
pe3ysbTaThl MCCIEAOBAHMUS OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara JUisi BETEPUHAPHOTO
IIPUMEHEHHS.

5. Ha skcniepTusy pa3ianyuHbIX JEKapCTBEHHBIX ()OPM OJIHOTO M TOTO XKe JIEKApCTBEHHOIO Mpernapara
JUIs. BETEPUHAPHOIO NPUMEHEHUS 3asiBUTEIb MPEACTABIAET OTACIbHBIC 3asBICHUS U PErHCTPALlMOHHBIC
J0ChE Ha KaXIYI0 JIeKapcTBEHHYIO (hopmy. [Ipu yciioBuM 0JHOBpEMEHHOM 1MO1a4H HA SKCIEPTU3Y OTHOM
JIEKapCTBEHHOH ()OPMBI C pa3IMUHBIMU JJO3UPOBKOM, KOHLIEHTpAIeH, 00bEMOM 3asiBUTENb MPEACTaBIIAET
OJIHO 3asIBJICHHE U PErUCTPALMOHHOE JI0ChE C MPUIIOKEHUEM MAKETOB YIIAaKOBOK Ha KaXAYI0 JO3UPOBKY,
KaX/1yl0 KOHLEHTPALHIO, KaX /bl 00BEM U KaXJ10€ KOJIMYECTBO 7103 B YIIaKOBKE.

6. 3asBUTEND BIIpaBE€ TMPEACTAaBHUTL II10 coOCTBEHHOMN HHUIIMATUBE BMECTC C 3asBJICHHEM O
rOCYyJIapCTBEHHOM PErucTpalyy JIEKapCTBEHHOIO IIpenapara Uil BETEPUHAPHOTO IPUMEHEHUS
JOKYMEHTBI, MOATBEPKAAOIINE YIUIATY TOCYAAapPCTBEHHOM INOIUIMHBI M YKa3aHHbIE B IIYHKTE 7 4acTu 2
HacToAIIeH cTaThu. B ciyyae Ux HempencTaBiIeHHs] COOTBETCTBYIOIIMN YIOTHOMOYSHHBIN (pemepanbHblii
opran HWCIIOTHUTENbHON BIACTH IMPOBEPACT q)aKT YIJ1aTbl 3asABUTCIIEM FOCynapCTBeHHOﬁ ITOIIJIMHBI
MOCPEACTBOM HCMOJb30BaHUs MHGOpMaAIuu 00 yIuiaTe TOCyJapCTBEHHOH MOIUIMHBI, COIEpKalieiics B
lNocynapcTBeHHOM MHOOPMAIMOHHOM CUCTEME O TOCYJAPCTBEHHBIX W MYHHUIMIIAIBHBIX TUIATEXKax, Ha
OCHOBAaHMM  IIPEIACTABIICHHBIX  3asBUTEJIEM KONHWK  JOKYMEHTOB, NOATBEPKIAIOLIMX  YIUIATY
rOCyJ1IapCTBEHHOM MOUUTUHBI.

7. He pnomyckaercss HCHOJIb30BaHME B KOMMEPUECKMX ILeNsAX HH(POpMaUu O pe3yiabTaTax
JOKJIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPENICTB U KIMHUYECKUX UCCIIEI0BAaHUN JI€KapCTBEHHBIX
IIPENapaToB JUisl BETEPUHAPHOIO IPHUMEHEHUS, NPEJCTABICHHON 3asBUTENEM Ul TOCYAApCTBEHHON
perucTpanMy JIeKapCTBEHHBIX IpernaparoB, 0e3 ero corjacus B TEUEHUE IIeCTH JIeT C JIaThl
rOCyJapCTBEHHOM perucTpaiuu peepeHTHOro JeKapcTBeHHOro npemnapara B Poccuiickoit deneparym.

Cratba 18. Nopaya u paccMoTpeHue 3asiBNeHUA O rocyfapCTBEHHOM perncrpauuu
nekapcTBeHHOro npenapara Ana MeAULMHCKOro NnpuMeHeHus
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. ot 27.12.2018)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

1. Jnga rocynapCTBEHHOW perucTpalMy JIEKapcTBEHHOIO IIpernapara Juisli MEIULUHCKOIO
IIPUMEHEHHs OPUIMYECKOE JIMIO, NEHCTBYIOIEEe B COOCTBEHHBIX HHTEpPECax WIM YHOJHOMOYEHHOE
MIPEACTABIIATE UHTEPECH! JPYroro IOPUAUYECKOTO JIMLA U 3asBILIIOLIEE JICKAPCTBEHHBIM IIpenapar Ha
rOCYJapCTBEHHYIO PErMCTpaluio (Jlajlee B HACTOALIEH CTaTbe - 3asBUTENb), IPEACTaBIAET B
YIIOJTHOMOYEHHBIN (eiepalbHblii OpraH MCIOJTHUTEIBHOW BIACTH, OCYIIECTBIISIONINI TOCYJapCTBEHHYIO
pEerucTparnmio JIEKapcTBEHHBIX MIPENapaToB A MEIULMHCKOIO IPUMEHEHNs, B JIEKTPOHHOI (opMe U Ha
OyMa)XHOM HOCHTEJE 3asBICHHE O TOCYAAPCTBEHHOW PErHCTpallMH JIEKAPCTBEHHOTO Iperapara Jyis
MEIULUHCKOTO0 IPUMEHEHHUs, a TaKXKe B MOpPSJIKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM (erepaabHbIM
OpPraHOM HCIIOJHHUTEIBHOIN BJIACTH, B AJIEKTPOHHOH (opMe M Ha OyMaKHOM HOCHTENEe HEOOXOAMMBIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCSl PErMCTPALlMOHHOE J10Che Ha JIEKapCTBEHHBIM INpemapar Jyis
MEJIULUHCKOTO IPUMEHEHMUS.

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

2. B 3asBiIeHHH O TOCYAapCTBEHHOW PErHCTPALUU JIEKAPCTBEHHOIO IMpernapara Jjisi MEIUIIMHCKOTO
IIPUMEHEHUSI YKa3bIBAKOTCS:

1) HamMmeHOBaHME, aJapec 3asBUTEIS] M TNPOM3BOJUTENS JIEKAPCTBEHHOTO Iperapara IJis
MEIUIIMHCKOTO MPUMEHEHUs, CBEACHUS 00 MX PETHCTPAllM B KAa4eCTBE HAJIOTOIUIATEINBIINKA B CTPaHE
peructpanuu (Ui POCCUUCKHUX IOPUIMYECKUX JIUI - WICHTU(OUKAIMOHHBIA HOMED HAIOTOILIATEIIbIIHKA
(MHH), nnst mHOCTpaHHBIX IOPUIMYECKHX JIUIL - CTpaHa PErUCTPALliK, HAUMEHOBAaHHE PETHCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIH HOMEp, KOJ HAJIOTOIUIaTEIbIIUKA B CTPAHE PErHcTpaluu (MHKOPIOpALMH)
WIN €ro aHajor) W aJIpec MEecTa OCYIIECTBICHUS IMPOM3BOJCTBA JIGKAPCTBEHHOTO IperapaTa (B ciydae
HAIMYAS HECKOJIBKUX YYaCTHHKOB TIpOIlecCa €ro MPOM3BOJACTBA HEOOXOOMMO YyKa3aTh Ka)IOro
y4acTHHKA B COOTBETCTBUH C OCYIIECTBISIEMOH CTa el IPON3BOJICTBA);

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

2) HaMMCHOBAHHUC JICKAPCTBCHHOI'O IIpfliapaTta I MCAUIUMHCKOIO IPUMCHCHHA (MC)K,Z[YHapO,I[HOG
HCIMMAaTCHTOBAHHOC, UJIX I'PYHITMPOBOYHOC, NI XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) MEpCUCHDb HeﬁCTBYIOL[II/IX N BCIIOMOTAaTCJIBHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBECHHOI'O
npemnapara Jjid MCIUIUHCKOTO MPUMCHCHU A, C YKA3aHUEM KOJINYCCTBA KAXKIOTO U3 HUX,

4) JICKApCTBCHHAA (I)opMa, AO3UPOBKa, CITOCOOBI BBCACHHUA U IMPUMCHCHHSA, CPOK TOOHOCTHU
JICKApCTBCHHOTO Iperapara 111 MCAUIUHCKOIO IPUMCHCHUA ;

5) dbapmakoTepaneBTHUECKas TPYIINa, KO aHATOMO-TE€PANeBTHUYECKO-XUMUYECKOM KiIaccuPHUKaIu,
PEKOMEHJIOBaHHOW BcemupHO opraHuszanuend 3ApaBOOXPAHEHUS, 3adBISIEMble ITOKa3aHUSA  JJIs
IIPUMEHEHUSI JIEKAPCTBEHHOTO Tpernapara s MEAUIUHCKOTO IPUMEHEHNS;

6) OTCYTCTBME€ HEOOXOJUMOCTH TPEJOCTABICHUS OT4YeTa O pe3ylbTaraXx KIMHAYECKOTO
WCCIIEIOBAHMS, HCCIEA0BAaHUS OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mpernapara, pa3perieHHOro JUis
MEeTUIIMHCKOTO IpuMeHeHus B Poccuiickoit deneparuu 6omee ABAAIATH JIET, C YKa3aHHEM HOPMAaTUBHBIX
MPaBOBBIX aKTOB, MOJATBEPKAAIOIINX JAHHBIN CPOK IPUMEHEHNS,

7) HeobOxomuMocTh odopmiieHHsT paspenieHus Ha BBo3 B Poccuiickyro ®enepamnuio KOHKPETHOM
MapTUM  3apPETUCTPUPOBAHHBIX W (WJIM)  HE3apETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
Npe€aAHa3HAUYCHHBIX JIA MPOBCACHUA OSKCICPTHU3BI JICKAPCTBCHHBLIX CPEACTB B LCIIAX FOCY}IapCTBeHHOﬁ
perucTpaiuy;
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8) HCO6XOZ[I/IMOCTL MMPOBCACHHUA OSKCICPTU3bI AJOKYMCHTOB, IMMPCACTABJIICHHBIX JIA OIIPCACIICHUA
BO3MOYKHOCTH paccMaTpuBaTh JICKAPCTBEHHBIM Mpenapar JUisl MEAMIUHCKOTO TPUMEHEHHUS TpU
OCYIIECTBIICHHU TOCYIAPCTBEHHON PErUCTPaLlMK B KauecTBE Op(PaHHOTO JICKAPCTBEHHOT'O MperapaTa;

9) HeoOX0IMMOCTh MPUMEHEHHUSI YCKOPEHHOH MpOLEeayphbl KCIEPTU3bI JEKAPCTBEHHBIX CPEICTB B
LEJISX TOCYIapCTBEHHON perucTpaluu JeKapcTBEHHOTO Mpenapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOMINX YIUIATy TOCYAapCTBEHHOM MOITUHBL:

a) 3a IPOBEICHHME DKCHEPTU3bl JIOKYMEHTOB, MPEICTABICHHBIX ISl ONpENEJICHUs BO3MOXKXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar uisi MEIULHUHCKOrO IPUMEHEHHsI IpPU OCYLIECTBIECHUU
rOCy/IapCTBEHHON PETUCTPAIlMU B KadecTBe Op(haHHOTO JIEKApCTBEHHOTO Mpenapara;

0) 3a IPOBEICHHE SKCIEPTHU3bI KAayeCTBa JICKAPCTBEHHOTO CPEICTBA M SKCIEPTHU3bI OTHOIICHUS
0’KMJIa€MOM TOJIB3bl K BO3MOXKHOMY PUCKY ITPUMEHEHUS JIEKApCTBEHHOTO Mpenapara, pa3peiueHHoro s
MEAUIMHCKOro npuMeHeHusi B Poccuiickoit ®exepanuu Oonee ABaALATH JIET, MPU OCYIIECTBICHUU
roCyAapCTBEHHOM pEerucTpallvy JIEKapCTBEHHOTO MperapaTa;

B) 3a IIPOBCACHUC OKCIICPTHU3bI KA4YCCTBA JICKAPCTBCHHOI'O CPCACTBA M OKCIICPTHU3bl OTHOLICHMUA
O)KHI[aeMOﬁ IMOJIB3bI K BO3MOXHOMY PHUCKY INPUMCHCHHA JICKAPCTBCHHOI'O IIpCriapara AJisi MCAULUHCKOI'O
IIPUMCHCHHUA IIPpU €TI0 FOCYﬂapCTBeHHOﬁ perucrpannm;

I) 3a MPOBEACHUE HKCIEPTU3bl KAuecTBa JIEKAPCTBEHHOIO CPEACTBA M SKCIEPTU3bl OTHOILLEHUS
0’KM/1aeMOH T0JIb3bI K BO3MOXKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOT'O Ipernapara /il MEJUIIMHCKOTO
IIPUMEHEHUSI, B OTHOIIEHWU KOTOPOIO IPOBEJEHBI MEKIYHAPOJHbIE MHOIOLIEHTPOBHIE KIMHUYECKHE
UCCIIeIOBaHMsI, 4YacTb W3 KOTOpBIX ImpoBeneHa B Poccuiickoir ®exepauuu, HOpU OCYIIECTBIECHUU
roCy/1lapCTBEHHON PETUCTpalluy JIEKapCTBEHHOTO Npenapara;

11) Hanuuume corjacus NPOU3BOJUTENS JIEKAPCTBEHHOI'O IIpernapara, MPOM3BOJCTBO KOTOPOIO
ocymiecTBisiercss 3a mnpenenamu  Poccuiickonn  @enepanuu, Ha INPOBEACHUE HHCIEKTUPOBAHUS
MIPOU3BOIUTENIS HA COOTBETCTBUE TPeOOBaHUAM MPaBUII HAAJIEXKaIed TPOU3BOJICTBEHHOM MPaKTUKH;

12) Hanuuue cornacus, IpelyCMOTPEHHOIO YacThio 18 HacTosIel cTaTby;

13) ykazaHue BU/a JeKapCTBEHHOTO IpenapaTa, MpeICTaBIeHHOro Ha perucTpanuio (pedepeHTHbIN
JIEKAapCTBEHHBIA  TIpemapar, BOCIPOM3BEICHHBIM  JICKAPCTBEHHBINM  Mperapar, OHOJOTHYECKUMA
JIEKapCTBEHHBIN TMpemapaT, OMoaHaOTOBbIM (OMOMOJO0HBIN) JTeKapcTBEHHBIN mpenapaT (OuoaHamor),
roMeonaTHYecKuil JJIeKapCTBEHHBIN Npenapar, JIEKapCTBEHHBIN PaCTUTENbHBIN Mpenapar).

(uactb 2 B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. PeructpanmonHoe aochke Ha JIEKapCTBEHHBIM IMpemapaT A MEIUIMHCKOTO MpPHUMEHEHUs
mpenocTaBisercs B GopMe 00IIero TEXHUIECKOTo JOKYMEHTA.
(dactp 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4, Pazgen JOKYMCHTAIIUU aAMUHUCTPATUBHOI'O XapPaKTCPa BKIIKOYACT B ce0s:

1) 3asBieHHE O rOCyIapCTBEHHOW pErucTpanuy JIEKapCTBEHHOrO Mpenapara Juisi MEeIULHUHCKOTro
NPUMEHEHHS B AJIEKTPOHHOH opMe U Ha OyMakHOM HOCHUTEIIE;
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2) KOMHUIO JIOKYMEHTAa Ha PYCCKOM S3bIKE, 3aBEPEHHOTO B YCTAHOBJIECHHOM TOPSIKE U
MOATBEPKIAIOIIET0 MPAaBOMOYHOCTh 3asiBUTENS 0JIaBaTh 3asBICHUE O TOCYJApCTBEHHOH perucrpainuu
JIEKApCTBEHHOTO MperapaTa il MeIUIUHCKOTO MPUMEHEHUS (JIOBEPEHHOCTH);

3) KONMIO JMIEH3MH Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB MM KOIMIO 3aKIIOUCHHS O
COOTBCTCTBUH MMPOU3BOAUTCIIA JICKAPCTBCHHBIX CpCACTB Tpe6OBaHI/I$IM ImpaBuJI Ha):[nexcameﬁ
IIPOU3BOACTBECHHON MPAKTUKY, BBIIAHHBIX YIOJHOMOYEHHBIM (eaepaqbHbIM OpPraHOM HCHOJIHUTEIbHOM
BJIaCTH B OTHOLICHHUU HpOI/I3BOI[CTB€HHOfI IIomaaku peruCcTpupyecMoro JICKAapCTBCHHOT'O IIpfriapara, B
ciry4ae, €Cly IPOU3BOJICTBO JIEKAPCTBEHHOTO IpernapaTa ocyecTsisiercs B Poccuiickoit @enepanuy;

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

4) KONHWIO BBIJAHHON YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl TPOU3BOIAUTENS JIMIICH3UW Ha
MPOU3BOJICTBO JICKAPCTBEHHOI'O IIpenapara M €€ TNEepeBOJ Ha PYCCKUH $53bIK, 3aBEpEHHBIE B
YCTaHOBJICHHOM TOPSAJIKE, a TAK)KE KOIUIO 3aKIHOYEHHUSI O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHUSIM  TpaBUJ  HAQJIEXKAIICH  MPOU3BOJICTBEHHOW  MPAKTUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (hefiepabHbIM OPTaHOM HCIIOJHUTENBHON BIIACTH B OTHOIIEHUHU MPOU3BOJICTBEHHOM
IJIOMIAIKK PETHUCTPUPYEMOTr0 JIEKAPCTBEHHOI'O TMpernapara, WIH KOMHIO PEHICHUs YINOTHOMOYEHHOTO
(dbenepaIbHOr0O OpraHa HCIIOJIHUTEIbHOW BJIACTH O IIPOBEJCHHHM WHCIICKTUPOBAHUS TPOU3BOJIUTEIS
JIEKapCTBEHHBIX CPEACTB, B CJIydae, €CIU MPOM3BOJICTBO JEKAPCTBEHHOrO Mpenapara OCylECTBISIETCS 3a
npenenamu Poccutickoit denepanuu;

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

5) MMPOCKT MHCTPYKIHH IO MEAULIUHCKOMY IIPUMCHCHUIO JICKAPCTBCHHOT'O IIpCIiapara, conepmameﬁ
CJICAYIOUC CBCACHUA:

a) HaMMEHOBAHME JIEKAPCTBEHHOrO Mpenapata (MEXAyHapOJHOE HENaTeHTOBAHHOE, WM
IPYNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

6) JICKApCTBCHHAsA (I)OpMa C YKa3aHUCM HAaMMEHOBAHUM M KOJMYECTBEHHOIO COCTaBa ,HCP’ICTBYIOLHHX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOI'aTCJIbHBIX BCUICCTB (HpI/I HGO6XOI[I/IMOCTI/I KOJIMYCCTBCHHOI'O
CcoCTaBa BCIIOMOTI'aTCIbHBIX BCH_IeCTB);

B) OIKMCaHUE BHEIIHErO BU/IA JIEKAPCTBEHHOTO Mpenapara Jjsi MeIULUHCKOIO IPUMEHEHHUS;
I') GU3UKO-XUMHUECKUE CBOICTBA (JUIsl pannodapMaleBTHIECKUX JIEKAPCTBEHHBIX MTPENapaToB);

n) ¢dapmakoTepaneBTUUYECKass Tpymmna, KOJA JIEKapCTBEHHOTO Tpernapara Jid MEIUIIHHCKOTO
MIPUMEHEHHUS 110 aHATOMO-TEPANeBTUYECKO-XUMUIECKON KIIacCH(PUKAIIUU, pEKOMEHI0BaHHOW BecemupHoii
OpraHu3aIyei 3JpaBoOXpaHECHHS, MM YKa3aHHUE "TOMEONaTUIeCKH JIeKapCTBEHHBIN mpernapat”;

e) (dapmakogumHammuka U (apMaKOKMHETHKAa (32  HCKIIOYeHHeM  (papMaKOKMHETHKHU
TOMEOTIATHYECKUX JIEKAPCTBCHHBIX MPENApaTOB M PACTHTEILHBIX JICKAPCTBEHHBIX MPEIIapaToB);

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

1) MEpBI IIPEIOCTOPOKHOCTH IIPU IPUMEHEHNH;
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K) YyKa3aHHE€ BO3MOXXHOCTH M OCOOEHHOCTEH NPUMEHEHHUS JIeKapCTBEHHOTO IIperapara Jyis
MEIULUHCKOTO HNPUMEHEHHUs OEpEeMEHHbIMU JKEHIIMHAMH, JKCHIIMHAMU B IIEpUOJ TIPYAHOIO
BCKapMJIUBAHMsI, IETbMH, B3POCIBIMHU, UMEIOIIMMHU XPOHUYECKHE 3a00JIeBaHuS;

J) PSKUM JO3UPOBAHMS, CIIOCOOBI BBEACHUS U MPUMEHEHUS, NMPU HEOOXOIUMOCTH BpeMs IpHeMa
JIEKApPCTBEHHOr'0 Tpenapara i MEAUIMHCKOrO0 MPUMEHEHUs, MPOJOLKUTEIbHOCTh JICYEHUs, B TOM
YHUCJIe Y ACTEeH 10 ¥ TIO0CIIe OJTHOTO T'0/1a;

M) BO3MOJXHBIC HCKCIIATCIIBHBIC PCAKIMKU IIpHU IMIPHUMCHCHUH JICKAPCTBCHHOI'O Hpfcrapara s
MCIUIHUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IEPETO3UPOBKH, MEPHI 110 OKA3aHUIO IIOMOILY IIPU NIEPEI03UPOBKE;
0) B3aUMO/JICHCTBUE C APYTUMHU JICKApPCTBEHHBIMHU ITpenapaTaMy U (WJI1) MUILEBbIMU IPOLYKTaMU;
1) pOpMBI BIIIYCKA JIEKAPCTBEHHOI'O IIPENapara;

p) ykazaHue (Mpu HEOOXOAUMOCTH) OCOOCHHOCTEH IEHCTBHUS JIEKAapCTBEHHOIO MperapaTa Jyis
MEIUIIMHCKOTO MPUMEHEHUS TIPH MIEPBOM MIPUEME UJIH TPU €0 OTMEHE;

¢) onucanue (Ipu HeOOXOAUMOCTH) NeicTBUI Bpaya ((enpamepa) u (WIn) HaleHTa Mpy Mpormycke
IprieMa OTHOM WIIM HECKOJIBKHX 103 JIEKAPCTBEHHOTO TIperapara Jyisi MeIUITUHCKOTO IPUMEHEHHUS;

T) BO3MOXHOC€ BJIMAHUC JICKAPCTBCHHOI'O IIpfliaparta M4 MCIUIMUMHCKOIO IIPHUMCHCHHUA Ha
CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMHA CPECACTBAMH, MCXAHU3MAMMU,

y') CPOK TOAHOCTHU M YKA3daHUC HaA 3alpeT MNPHUMCHCHUA JICKAPCTBECHHOI'O IIpfliapaTra JdJIsd
MCIUIHUHCKOI'O IPUMCHCHUS 11O UCTCUCHUHN CPOKA I'OJHOCTU,

&) ycnoBus XpaHeHuUs;

X) YKa3zaHuc Ha H€06X0]:[I/IMOCTI) XpaHCHUA JICKAPCTBCHHOI'O IIp€riapara M1 MCEIAUIIUHCKOI'O
NMPUMCHCHUS B MECTAX, HCAOCTYIIHBIX IJISA I[eTeﬁ;

1) yKa3aHue (IMpu HEOOXOAMMOCTH) CIELHAIbHBIX MEp MPEeIOCTOPONKHOCTU HPU YHUUTOKEHUU
HEHUCIIOIb30BAaHHBIX JIEKAPCTBEHHBIX IIPENAPATOB IS MEAULIMHCKOIO IPUMEHEHUS;

Y) YCIIOBUS OTITYCKa;

1) HAaUMCHOBAHHS M aJpeca NPOM3BOJCTBEHHBIX IUIOMIAJIOK MPOU3BOIAMTENS JIEKAPCTBEHHOTO
npernapara;

1) HaMMEHOBaHHWE, aJpec OpraHu3allH, YIOJHOMOUYEHHOM JepXKaTeleM WM BIaJAebleM
PETUCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara s MEAUIMHCKOTOo NPUMEHEHHUS Ha
NPUHSATHE MTPETEH3UI OT MOTPEOUTENIS;

6) MHCTPYKIUIO 110 MEAUIIMHCKOMY MPUMEHEHUIO WM KPaTKyl0 XapaKTepUCTUKY JIEKapCTBEHHOTO
rpenapara, yrBep KICHHbIE B CTpaHe IIPOU3BOAUTEILS;
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7) IPOEKThl MAKETOB NIEPBUYHOM YIIAaKOBKU U BTOPUYHON YIIAKOBKH JIEKAPCTBEHHOIO Ipenapara Jjs
MEIULMHCKOIO IPUMEHEHUS;

8) MpOEKT HOPMATHUBHOW JOKYMEHTAlMM WJIM HOPMATHBHOIO JIOKYMEHTa Ha JIEKapCTBEHHBIN
npenapar Il MeIMLUHCKOTrO IPUMEHEHus JTM00 yKa3aHHe COOTBETCTBYIONIEH (hapMaKoneiHO! CTaThu;

9) moKyMeHT, cojaepKamuii MHPOPMALUIO O HAIWYHHM WIH 00 OTCYTCTBUHU (PAaKTOB PETHCTPALUU
JIEKapCTBEHHOTO IIpenapara Juisi MeIUIIMHCKOTO IPUMEHEHus 3a npeaenamu Poccuiickoit @eneparmm;

10) xommm [OKYMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM TMOPSAKE M TMOATBEPKIAOMIMNX (HaKT
perucTpaluy JIEKapCTBEHHOrO TMpenapara B MHOCTPAaHHBIX TOCyJapcTBaX B KadecTBe OpQaHHOTrO
JIEKapCTBEHHOI'O IIpeTapara;

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

12) pokymeHT o cucteme ¢apMakoHaa30pa JAepiKarels WM BIafelblla PErucTPaliOHHOTO
YIO0CTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara;

13) mOKyMeHT, MOATBEPKIAIOLIUN KAayecTBO JIEKAPCTBEHHOTO Mpernapara TPeX MPOMBIIUICHHBIX
cepuil (ITPOTOKOJI aHAJIN3a WIIM CEPTU(HUKAT aHAIN3a), OJTHA CEPUsI KOTOPOTO JIOJKHA COBIAAATh C CEpUe
oOpa3na JIEKapCTBEHHOTrO TMpemapara [Uisi MEAMIMHCKOTO TPUMEHEHUs, MPEeICTaBICHHOIO Ha
roCy/1IapCTBEHHYIO PETUCTPALIMIO.

(uactb 4 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

5. Paznen xumumueckoi, (apManieBTUUECKON M OMOJIOTMYECKOM TOKyMEHTAlluu BKJIIOYAeT B ceOs
JOKYMEHTBI, coJiepxalue HHGopMaiuio o papMalieBTUUECKON CyOCTaHIIMK U JIEKAPCTBEHHOM Ipernapare
JUI. MEIUIIMHCKOTO TPUMEHEHMs, MIPOLIECcCe €ro MPOM3BOACTBA U METOJAaX KOHTPOJISI KauecTBa, B TOM
qucle:

1) KomHIO JOKYMEHTA, COAEPIKAIIETro CIASAYIONYI0 HHPOPMAIIHIO O papMarleBTUIECKON CyOCTaHIIUN
win GapMareBTUIECKIX CyOCTaHIIHMIX, BXOSIIINX B COCTaB JICKAPCTBEHHOTO Mpemnapara:

a) HauMeHoBaHue (hapMalleBTHUECKOM CYyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBONCTBA;
0) HaMMEHOBAaHHE U a/IPEC MPOU3BOAUTEIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaI[I/II\/JI MMPOU3BOACTBA U MCTOAOB KOHTPOJIA HA BCEX
CTagudgx IMPOU3BOACTBA,

I) onucaHue pa3paboTKU Mpolecca MPoU3BOJICTBA;

1) ONUCaHNe KOHTPOJIS KPUTUUYECKUX CTAINI MPOU3BOJICTBA U MPOMEKYTOYHON MPOIYKIINH;
€) TOKYMEHTaJIbHOE TIOITBEPKACHHUE (BAIMIAIINSI) IPOIIECCOB | (MUJTN) MX OIEHKA,

’K) CBOICTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTEPUCTHKA TTPUMECEH;
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1) cnenudukanys Ha papMaleBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBAHUE;

K) aHaJUTHYECKHE METOJUKH, HCIOJIb3yeMble MpPH OCYILIECTBICHUH KOHTPOJIA KadecTBa
(hapmaIeBTHYECKON CYOCTaHIINY;

J) JOKYMEHTAJIbHOE IMOJATBEPXACHUE (BalMJalMsl) aHATUTUYECKHMX METOAUK, UCIOJb3YeMbIX IMpU
OCYIIECTBICHUH KOHTPOJIS KauecTBa (hapMaleBTHUECKOM CyOCTaHIINY;

M) pe3yJIbTaThl aHaIKu3a cepuil hapMaleBTUYECKOI CyOCTaHIInu;

H) MEpCUCHb CTaHAAPTHBIX 06pa3u013 HJIM BCUICCTB, UCIIOJIB3YCMbIX MPU OCYHICCTBICHUNU KOHTPOJIA
KadeCTBa,

0) OMHCAHNE XaPAKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPHUATIOB U YKYIIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaIieBTUUECKON CyOCTaHIINH;
P) CPOK TOAHOCTH;

2) TOKYMEHT, COJepIKAIIHii CIeAYIOIIIE CBeIEHHUs O JIEKAPCTBEHHOM Ipenapare A MEAUIIMHCKOTO
MIPUMEHEHUS:

a) OIIMCAHHC U COCTAaB JICKAPCTBCHHOI'O IIpCIiapaTta IJIA MCAUIUHCKOI'O IIPUMCHCHUA

0) omumcanue (apmareBTHUECKOH pa3paboTku (000OCHOBaHWE BBIOOpA COCTaBa, IEPBUIHON
YIIaKOBKU U HHOTO);

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaI[I/Iﬁ IMPpOU3BOACTBA U METOJOB KOHTPOJISI Ha BCEX
CTagudgx IMPOU3BOACTBA,

I) ONHUCaHWE KOHTPOJS KPUTHUYECKUX CTaJuil Mpolecca IPOU3BOJICTBA U IPOMEKYTOUHOM
MPOIYKIHY;

J1) HAUMEHOBAaHUE U a/IpeC MECTa OCYILECTBIIEHUS IIPOU3BOJCTBA JIEKAPCTBEHHOrO Ipernapara s
MEIUIMHCKOTO TPUMEHEHUsl (B Cllydyae HaJIW4Msl HECKOJbKUX YYaCTHHUKOB Ipoliecca MpPOHM3BOJCTBA
He00X0IMMO yKa3aTh KaXKJO0ro U3 HUX);

€) (hapmarieBTHUECKasi COBMECTUMOCTb;

) MUKPOOHMOJIOTMYECKHUE XapaKTEPUCTUKH;

3) MaTepHaIbHbIN OanaHc JUIs MPOU3BOICTBA CEPHH FOTOBOTO MPOIYKTA;

1) ONUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MaTepUAIOB U YKYIOPOUHBIX CPEJICTB;

K) JIOKyMEHTaJIbHOE TOJATBEPKACHHE (BaJIUAaLMs) IPOLIECCOB MPOU3BO/ICTBA U (MJIM) MX OLICHKA;

J) TpeboBaHMS K KayecTBY BCIIOMOTAaTEIbHBIX BEIIECTB (cepTUHKAT, cnenudukanus Ha
BCIIOMOTaTeNIbHbIE BEIIECTBA U UX 000CHOBaHUE);
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M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJIB3YCMbIC TIIPpH OCYHICCTBJICHHU KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIIBbHBIX BCILICCTB,

H) JIOKYMEHTaJIbHOE MOATBEpPKJeHUE (BaMUAALMs) aHAIUTUYECKUX METOJHUK, MCIIOIb3YEMBbIX MPHU
OCYIIIECTBJICHUN KOHTPOJISI KAYECTBA BCIIOMOTATEIbHBIX BENIECTB;

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

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

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOTO Ipernapara Uil MEAWIHHCKOTO IPUMEHEHUS
(ceprudukar, cienuduKays Ha JIEKapCTBEHHBIN pernapar u uX 000CHOBAHUE);

C) AHAJIUTUYCCKUC MCTOAUKH, HCIOJB3YCMBIC TIpH OCYHICCTBJICHUHW KOHTPOJA Ka4YCCTBa
JICKApCTBCHHOTO IIperiapara JJIs1 MCAUIUHCKOI'O IPUMCHCHUA ;

T) AOKYMCHTAJIbHOC NOATBCPIKACHUC (Bannz[am/m) AHAIIUTUYCCKUX MCETOJAUK, HUCIIOJIB3YEMbIX IIpHU
OCYIICCTBJIICHNU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOTI'O IMperiapaTa JJId MCAUIUHCKOI'O IPUMCHCHUA

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO IIpenapara sk MeAULIUHCKOTO IPUMEHEHHUS;
¢) XxapakTepucTUKa NpUMeCcei;

X) MNEpCUCHb CTAaHAAPTHBIX 06pa3u0B, HCIIOJIB3YCMbIX IIPpU OCYHICCTBJIICHUU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO IIperiapara JJIs1 MCAUIUHCKOI'O IPUMCHCHUA ;

11) IaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O MIperapara Jisi METUIIUHCKOTO PUMEHEHUSI.
(dactb 5 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pazgen Q)apMaKOJ'IOl"I/I"IeCKOI\/'I, TOKCHUKOJIOTHYECKOM JAOKYMCHTAIlUU BKIIFOYACT B ce0s OTYETHI O
pe3yabTaTax JOKIMHUYCCKUX I/ICCHGI[OBaHI/Iﬁ JICKAPCTBCHHOTO CPCACTBA OJII MCAUIIUHCKOI'O MPUMCHCHUS,
B TOM YHCIJIC:

1) oTuer o papmMakOTUHAMUYECKUX UCCIEAOBAHUSX;
2) otueT 0 (apMaKOKUHETHUECKHUX MCCIEAOBAHUNIX;

3) OT4eT O TOKCUKOJIOTUYECKUX UCCIICIOBAHUSIX.
(uactb 6 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3nen KIMHUYECKOW TOKYMEHTAllMU BKIIOYAET B ce0sl OTYETHl O pe3ylbTaTax KIMHUYECKHX
HCCIIEIOBaHMM JIEKApCTBEHHOI'O IIpenapaTa Jilsl MEAULUHCKOTO IPUMEHEHUS, B TOM YHCIIE:

1) orduersl 00 wucCCAEAOBAaHUSAX OMOJOCTYITHOCTH UM OMOIKBUBAJIECHTHOCTH, WCCIICIOBAHUSAX,
yCTaHABIUBAIOIIUX KOPPEJSIUIO Pe3yIbTaTOB, MOJYYEHHBIX B YCIOBHUAX 1N Vitro U in vivo;

2) oT4eTHl 0 (PapMAKOKUHETHUECKUX UCCIIEIOBAHUSX;
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3) otyeTsl 0 (hapMaKOIUHAMUYCCKUX UCCIICIOBAHUSX;
4) oTYeTHI O KIMHUYECKUX HCCIIeT0BaHUAX (P PEeKTUBHOCTU U O€30M1aCHOCTH;

5) OTYET O NOCTPETUCTPALIMOHHOM OIBITE IPUMEHEHUS (IIPH HATTUUUH).
(dactpb 7 BBeneHa deaepanbHBIM 3aK0OHOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 00beMy HHPOpPMAIMH, MPEIOCTABIIEMON B COCTaBE PETUCTPAIMOHHOTO JOCKE,
JUISL OTAETBHBIX BUAOB JIEKAPCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO MPUMEHEHUS YCTaHABIMBAIOTCS
YIIOJTHOMOYEHHBIM ()eIepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIACTH.
(dactb 8 BBeneHa denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

9. B oTHOIIIEHUU JEKAPCTBEHHBIX MPENapaToB, Pa3pelICHHBIX IJIsi MEAUIIMHCKOrO MPUMEHEHUS B
Poccuiickoit @enepanuu Oojee ABaALaTH JeT (32 HCKIIOYEHHEM OMOJIOTMYECKUX JIEKapCTBEHHBIX
MpernapaToB), JOMYCKAETCsl BKIIOUEHHE B COCTaB paszeia (papMaKoJIOTHUECKOH, TOKCHKOJIOTHMYECKON
JOKYMEHTAIlMU U pa3jienia KIMHUYECKOHW JOKYMEHTAIMd BMECTO OT4eTa pa3paboTduka O pe3ylbTaTax
COOCTBEHHBIX JIOKIMHUYECCKHX HMCCIICOBAHUN JICKAPCTBEHHBIX CPEJICTB U KIMHHYECKUX HMCCICAOBAHUN
JIEKapCTBEHHBIX MPENaparoB Ui MEIUIMHCKOTO MPUMEHEHUsS 0030pa HaydHbIX paboT O pe3ysbTarax
JTOKJIMHUYECKUX MCCIEIOBAHUN JICKAPCTBEHHBIX CPEICTB W KIMHUYECKUX MCCIICIOBAHUM JaHHBIX
JIEKapCTBEHHBIX MPENapaToB, B TOM YUCIIE BKIIIOYAs OTBIT UX MOCTPETUCTPALIUOHHOTO TPUMEHEHHUS.
(dactb 9 BBeneHa denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10. [Ipu rocynapCTBEHHOW PpErHUCTpallid BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MPErapaToB MAJis
MEIUIMHCKOTO TPUMEHEHHUsI JONMYCKaeTcs BKIIOYEHHE B COCTaB paszzaena (hapMaKoIOTHYEeCKOH,
TOKCHUKOJIOTHYECKONH JOKYMEHTallud W pasfelia KIMHUYECKOH JOKYMEHTAllMM BMECTO OTueTa
pa3paboTunka O pe3yiabTaTax COOCTBEHHBIX IOKIMHMYECKHX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPENICTB
0030pa Hay4yHBIX pabOT O pe3ynbTaTax JOKIMHUYECKUX HCCIEAOBAHUU peepeHTHOrO JEKaPCTBEHHOIO
npernapaTa U MpPEJCTaBIEHUE BMECTO KIMHMYECKHUX HCCIIEOBAaHUI B MOJHOM 00bEME, YCTaHOBIEHHOM
pas3zenoM KIMHUYECKON JOKYMEHTAallMM, OT4eTa O pe3yjbTaTaX HCCIIeAOBAaHUM OMOIKBHUBAJIEHTHOCTH
BOCIPOM3BE/IEHHOT0 JIEKAPCTBEHHOI'O TMpemnapara Juis MeIuUuHCKoro npumeHeHus. He TpeOyercs
NpEeJCTaBICHUE OTYeTa O pe3yiabTaTax HCCIeOBaHUNH OHMOIKBHUBAJIEHTHOCTH BOCHPOM3BEIEHHOIO
JIEKapCTBEHHOTI'O IpenapaTa s MEAUIIMHCKOTO IPUMEHEHMSI, €CIIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
JIEKapCTBEHHBIE MPENapaThl sl MEAULUHCKOIO IPUMEHEHUS, KOTOPbIE:

1) mpenHazHauyeHbl IS MAapEHTEPAIBbHOIO (TIOJKOXKHOIO, BHYTPUMBIIIEYHOIO, BHYTPUBEHHOTO,
BHYTPMIJIA3HOTO,  BHYTPHUIIOJOCTHOIO, BHYTPHCYCTAaBHOTO, BHYTPUKOPOHAapHOIO) BBEJIEHHUS MU
IPEJCTaBISAIOT cO00M BOAHBIE PACTBOPHL;

2) mpeCTaBISIFOT COOOM PacTBOPHI AJISl IEPOPATHLHOTO MPUMEHEHHS;
3) mpousBeieHbI B (hOpME MOPOIIKOB HIIA JTUOPHIN3ATOB JJI IPUTOTOBIIEHUS PACTBOPOB;
4) ABASIOTCS ra3aMu;

5) SABJSIFOTCS YIIHBIMU WJIU TJIa3HBIMU JIEKAPCTBEHHBIMM IperapaTamMu, IPOU3BEIeHHBIMU B popMme
BOJHBIX PaCTBOPOB;

6) npeHa3HaYeHbI AJI1 MECTHOT'O IPUMEHEHHUS U PUTOTOBJIEHBI B JOPME BOJHBIX PACTBOPOB;
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7) IPECTABISIFOT COOOW BOAHBIE PACTBOPHI /ISl MCIOJIB30BaHUs B (POpME MHTAIAIHNA C TTIOMOIIBIO
HeOynaif3epa WiK B KauecTBE Ha3aJbHBIX CIIPEEB, MPUMEHSEMBIX C TTOMOIIBIO CXOJIHBIX YCTPOUCTB.
(uactpb 10 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. Jlna cnyuaeB, yka3aHHBIX B TyHKTax 1 - 3, 5 - 7 wactm 10 Hacrosmed cTaThH,
BOCITPOM3BE/ICHHBIN JIEKAPCTBEHHBIA MpenapaTr s MEIUIMHCKOTO MPUMEHEHHUS JOJDKEH COJEpXKaTh
TaKHe K€ BCIIOMOTaTelIbHbIE BEIIEeCTBA B TAKUX K€ KOJMYECTBAX, Kak U peepeHTHBII JIeKapCTBEHHBIH
npenapar. Eciii cocTtaBel BCIIOMOTATEIbHBIX BEHIECTB Pa3IMYaIOTCs, 3aABUTENb JOJKEH IMPEACTaBUTH
JI0Ka3aTeNIbCTBA TOTO, UYTO HCIOJIb3yeMbIE B JaHHBIX KOHIICHTPALUSX BCIOMOTaTelIbHBbIC BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh U (WiaH) 3()PEKTUBHOCTH JIEKAPCTBEHHOIO Mpemnapara JUisi MEIUIUHCKOTO
npuMeHeHus. B cioyyae, ecnu 3asBUTEIb HE MOXKET MPEACTaBUTh TAKHE JOKA3aTENbCTBA U (WIK) HE UMEET
JIOCTYIa K COOTBETCTBYIOIIMM JAHHBIM, OH JIOJDKEH MPOBECTH COOTBETCTBYIOUIUE MCCIICIOBAHUSA IS
JI0Ka3aTeNIbCTBA OTCYTCTBHUSI BJIMSIHUSI Pa3HBIX BCIOMOTAaTEIbHBIX BEIIECTB WM BCIIOMOTaTENbHbBIX
YCTpOUCTB Ha Oe30macHOCTh U (MiH) 3(PGEKTUBHOCTH JICKAPCTBEHHOTO Mpemnapara Jyisi MEAUIIUHCKOTO
MPUMEHEHUS B TOPSIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM (heiepaabHbIM OPraHOM HCHOJHUTEIBHOM
BJIACTH.

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

12. Ilpu rocyaapcTBeHHOM perucrpaluy KOMOWHAUI paHee 3aperucTpUPOBAaHHBIX JIEKAPCTBEHHBIX
npenaparoB JJis  MEAUUMHCKOIO NPUMEHEHUs JIONyCKaeTcsd BKIIYEHHE B COCTaB  paszfena
(apMaKoIIOTHYECKOH, TOKCHKOJIOTHYECKOH IOKYMEHTAIlMM M pa3jeia KIMHUYECKOH JOKYMEHTAIUH
BMECTO OTYeTa pa3paboTyMKa O pe3yabTaTax COOCTBEHHBIX JOKIMHMYECKUX HCCIIECTOBAHHM
JIEKapCTBEHHBIX CPEJACTB 0030pa HayuyHbIX pabOT O pe3yiapTaTax JAOKIMHUYECKHX MCCIIEI0BaHUN
pedepeHTHBIX JIEKaPCTBEHHBIX IMPENapaToB, BXOASIIMX B COCTaB KOMOHMHAIIMM JIEKAPCTBEHHBIX
MpernapaToB, ¥ 00 OTCYTCTBUHU MX B3aUMOJICHCTBUS B OIHOH JIEKapCTBEHHOH (opme.

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

13. Ha oskcnepTu3y pa3lWyHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
npenapara i MEAMIMHCKOTO TPHUMEHEHMS 3asBUTEIb MPEACTABISIET OTIEIbHbIE 3asBICHUS U
PEruCTpallMOHHBIE TOChE HA KAXAYI0 JeKapcTBeHHYIO ¢opmy. [Ipu ycioBuM oqHOBpEMEHHOM MOIauu HA
SKCIIEPTU3Y OJHOM JIEKApCTBEHHON (OpPMBI C pPa3IMUHBIMHU JO3HPOBKOH, KOHIEHTparueil, oO0beMoM
3asBUTENb TIPEJICTABIISIET OJTHO 3aBJICHUE M PETUCTPAIIMOHHOE JIOChE C MPHIIOKEHHUEM MAKETOB YITaKOBOK
Ha Ka)XIyI0 JO3HPOBKY, KKy KOHIICHTPAIIUIO, KX IbI 00beM U Kaxk/10€ KOJTUYECTBO 103 B YIIAaKOBKE.
(dactpb 13 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tlpu rocymapcTBEHHOW peructpanuu opdaHHOTO JEKAPCTBEHHOIO IMpernapara 3asBUTENhb
MpeACTaBISIET MHPOPMAIIHIO, HEOOXOUMYIO TSl (POPMUPOBAHUS pazjieia KIMHUYECKON JTOKYMEHTAIUH,
B 00beMe, YCTAaHOBIIEHHOM YIIOJTHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIHHOM BIACTH.

(dactb 14 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. HpI/I perucTpanmuu OMOJIOTHYECKOTO JICKApCTBCHHOT'O IIpfliapara, IOJYYCHHOTO H3 KpPOBH,
I1a3Mbl KpPOBHU YCJIOBEKA, B COCTABC PCTUCTPAIMOHHOIO AO0CBE Ha HeKapCTBeHHBIfI npemnapar ajid
MCIUIHUHCKOI'O TPUMCHCHUS JOJIKHBI OBITH MpEaACTaBJICHBI JOMMOJIHUTCIIBHO!

1) B paszmene AOKyMEHTAIlMW aJMHUHUCTPATHBHOTO XapakTepa JTOKYMEHT, COJep Kallui
nH(popMaIHI0 0 CyObeKTaxX OOpalleHHs] JOHOPCKOW KPOBH M (WIIM) €€ KOMIIOHEHTOB, O TOM, I/ie Oblia
OCYIIIECTBJICHA JOHanMs (KpoBHM H (WMJM) TUIa3Mbl KPOBHM), a Takke JaHHble 00 WH(EKIIMOHHBIX
3a00/IeBaHUAX, TMEPEAAIINXCS MapeHTepaTbHBIM IyTeM, HHpOpMAIMS O CyObeKTax oOpalieHus
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JIOHOPCKOW KpOBM W (MJIM) €€ KOMIIOHEHTOB, B OTHOIICHUU KOTOPBIX OCYILECTBIACTCS KOHTPOJIb
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2) B pazaene XUMHUIECKOH, (hapMarieBTHUECKON M OMOJIOTHUECKON JOKYMEHTAIHH:

a) KpUTEpUU U CHOCOOBI 0TOOpa, TPAaHCHOPTUPOBAHUS U XPAHEHHS] JOHOPCKOW KpPOBU M (WiIH) ee
KOMITOHEHTOB;

0) pe3yabTaThl UCCIEAOBAaHUN OTOOPAHHBIX JOHOPCKOM KPOBM M (WJIM) TUIA3Mbl KPOBH U ITJIOB Ha
HaIM4YMe Bo30yauTeneld WHQEKIWA, BKIOYas uWHGOpMAIMIO 00 HCHOJIB30BAHHBIX METOAMKAX
UCCIEOBaHUH W B CIydae HCCIEAOBAaHMS MYJIOB IUIa3Mbl KPOBH PE3YJbTaThl JOKYMEHTAJIHHOTO
MOJTBEPKICHUS (BaJIHIAIMH) HCIIOJIb30BAaHHBIX METO/NK;

B) TEXHMYECKHE XapaKTEPUCTUKH YIAaKOBKH JUIsl 0TOOpa TOHOPCKOM KPOBU U (UJIU) TJIa3Mbl KPOBH,
BKJTIOYasi HH(OPMAIUIO 00 UCTIOIB30BAHHBIX PACTBOPAX AHTHKOATYJISTHTOB.
(uacth 15 BBegena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. KnuHuueckue ucclieIoBaHUs JIEKAPCTBEHHOTO Mperaparta Jjisi MEAUIIMHCKOTO MPUMEHEHUsS B
LENsAX €ro TOCYJAapCTBEHHOW perucrpaunud mnpoBonadrcs B Poccuiickoit @Pepepaunu B MNOPSIKE,
ycTaHOBJI€HHOM craThsiMu 38 - 44 mnacrosuero denepanbHoro 3akoHa. OTYET O NPOBEACHHBIX
UCCIIE0BAHUAX BKJIKOYAETCS B COCTAB pa3jiesia KIMHUYECKON JOKYMEHTAlMU PErUCTPALMOHHOIO J1I0ChE
Ha JICKApCTBEHHBIN Tpenapar s MEIUIMHCKOrO NmpuMeHeHus. s ieKapCTBEHHBIX IMpenapaToB s
MEIULHUHCKOTO TPUMEHEHUs, B OTHOLICHUH KOTOPBIX B PE3YIbTaT€ 3KCIEPTU3bl JOKYMEHTOB,
MPEACTABICHHBIX [UJISi OMNpPENENICHUs BO3MOKHOCTH pPacCMaTpUBATh JICKAPCTBEHHBIM mpenapar s
MEJIUIIMHCKOTO NPUMEHEHUS B KadyecTBE Op(aHHOrO JICKApCTBEHHOTO Ipernapara, Takas BO3MOXKHOCThb
MpU3HAHA M B OTHOIIEHWU KOTOPBIX IPOBEACHBI KIMHUYECKHE WCCIICIOBAaHUsI, BBIMOJHEHHBIC 3a
npeaenamu Poccuiickoii ®denmeparui B COOTBETCTBHM C TNPaBWJIAMH HaJUIeKaIleHd J1abopaTOpHOU
MPaKTUKU ¥ TpaBWIAMU HaJUIeKaIIed KIMHUYECKOW MPAKTHUKH, TOMYCKAeTCsl BKIIOUEHHE B COCTaB
paszena KIMHMYECKOW JTOKYMEHTAallUh BMECTO OTYETa O PEe3yJIbTaTaxX KIMHUYECKUX MCCIEI0BaHUM
JIEKapCTBEHHOr 0 Ipenapara JJisi MEAUIMHCKOIO MMPUMEHEHHSI, TPOBEICHHBIX B Poccuiickoit denepanmu,
oTyeTa O pe3ylbTaTax KIMHUYECKUX HCCIEeI0BAHMM, BBIMOJHEHHBIX 3a mpenenamu Poccuiickoi
denepanuu.

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

17. 3asBuTenp BOpaBe NPEICTaBUTh IO COOCTBEHHOM HWHUIIMATHBE BMECTE C 3asBICHHUEM O
rOCYZAApCTBEHHOM PErucTpaluu JICKapCTBEHHOIO IIpemapara Uil MEIULMHCKOrO IPUMEHEHUS
JOKYMEHTBI, TOATBEPKAAOIINE YIUIaTy IOCY1apCTBEHHON NOLIIMHBI U yKa3aHHble B IyHKTe 10 gacty 2
HacTosIel ctatbu. B ciydyae ux HempeJcTaBiIeHHs COOTBETCTBYIOIIMN YIOIHOMOYEHHBIH (enepaabHbIil
OpraH HCIIOJIHUTEIBHON BIIACTU NpoBepsieT (DAKT YIUIaThl TOCYAApCTBEHHOH IONUIMHBI 3asBUTENIEM
MIOCPEJICTBOM HCIIOJIb30BaHUS MH(pOpMalMK 00 yIulaTe ToCyJapCTBEHHOH MOLUIMHBI, COofepKalieics B
['ocynapcTBeHHON HMH(OPMALMOHHOW CHCTEME O TOCYNAapCTBEHHBIX M MYHULHMIAIbHBIX IUIaTeXaX, Ha
OCHOBAaHUM  MPEICTABIECHHBIX  3aABUTEJIEM  KONUN  JOKYMEHTOB, IOATBEPKIAIOUIMX  YIJIaTy
rOCyJ1apCTBEHHOMW MOUINHBI.

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

18. He nomyckaercs HCHOJIB30BaHHE B KOMMEpPUECKHMX IeNaX HHGOpMAlMU O pe3yiabTaTax
JOKJIIMHUYECKUX MCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX UCCIIEI0BAaHUN JIEKAPCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO MPUMEHEHUs, NPEICTaBICHHON 3asBUTE]IEM Jsi TOCYAapCTBEHHOU
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perucTpanyy JIeKapCTBEHHOrO Iperapara, 0e3 ero coriacus B TEYEHHE WIECTH JIET C JaThbl
roCy/1IapCTBEHHON perucTpanuu pedepeHTHOro JekapCcTBEHHOTo npemnapara B Poccuiickoit @enepanuim.
(dactb 18 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. Jlepxkarenp WM Biaaeiel] PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO Ipenapara Ha
OMOTEXHOJIOTMYECKHI WM Op(aHHBIN JIEKApCTBEHHBIN Mperapar 00s3aH MPeJ0CTaBIATh Ha BO3ME3IHOM
OCHOBE 00pa3lbl peepeHTHOTo JEKApCTBEHHOTO Ipernapara 3assBUTENSAM JAJIs IPOBEACHUS KIMHUYECKUX
uccnenoBanuii. CTOMMOCTh 00pasna pedepeHTHOro JIeKapcTBEHHOI'O IIpernapara, BKIOYEHHOTO B
NepevYeHb )KU3HEHHO HEOOXOIUMbIX M BaXKHEHININX JIEKAPCTBEHHBIX MPENapaToB, HE JOJKHA MPEBbILIATH
3apETUCTPUPOBAHHYIO IMPENEIbHYIO OTIYCKHYIO IIEHY Ha pe(epeHTHBIN JIeKapCTBEHHBIN IMperapar Hiu
LIEHY Ha JICKapCTBEHHBIN ITpernapaT B CTpaHE IPOU3BOAUTEIIS.

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

20. 3asBiIEHUE O TOCYAAPCTBEHHOM PErMCTpalii BOCIPOU3BEAECHHOTO JEKAPCTBEHHOIO Mperapara
JUISS MEJMIIMHCKOTO TIPUMEHEHHUST MOXET OBITh IOJaHO B YIIOJHOMOYCHHBIN (enepanbHblii OpraH
UCIIOJIHUTENILHOM  BIACTH, OCYIIECTBIISIIOIIMM  TOCYJAapCTBEHHYIO PErHCTpalfio  JIEKapCTBEHHBIX
MpermapaToB, MO HCTEYCHWH YETHIPEX JIET C JaThl TOCYAApCTBEHHOW pETrUCTpaluu pedepeHTHOro
JeKkapcTBeHHOro npemnapata B Poccuiickoit denepanuu.
(dactb 20 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3agBneHue O TOCYJapCTBEHHOW perucrpanuu  OuoaHanoroBoro (O0uomogo0HOTO)
JIEKapCTBEHHOTI' O IIpernapaTa (0rnoaHanora) Mo>KeT ObITh [101aHO B YIIOJIHOMOUYEHHBIN (eiepalibHbIi opran
UCIIOJIHUTENILHOM  BIACTH, OCYIIECTBIISIIOIIMM TOCYJAapCTBEHHYIO PErHCTpalfio  JIEKapCTBEHHBIX
IpernaparoB, 1O MCTEYEHUH TpeX JeT C JaThl TOCYAapCTBEHHOW perucrpanud pedepeHTHOTO
JeKkapcTBeHHOro npemnapata B Poccuiickoit denepanuu.

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

22. JlepxaTenb WM BiaJeNel PErUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOTO Ipernapara
MPEACTABIISIET B YIMOJTHOMOYEHHBIN (helepanbHbIi OpraH WCIOJTHUTEIBHON BJIACTH, OCYIIECTBIISIIONIUN
(GYHKIIUH 110 KOHTPOIIO U HAJA30py B cepe 3apaBOOXpaHEHHs], OTUET MO pe3ysbTaTtaM (papMaKkoHaI30pa
OJINH pa3 B LIECTh MECSIEB B TEUCHHUE JABYX JIET MOCJE rOCYAAPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO
npenapara B Poccuiickoil @enepannn, €KerogHO B TEUCHHE MOCIEAYIONINX TPEX JET U B JaJbHEUIIEM
OJIH pa3 B MSTh JIET.

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

Cratba 19. lpuHATME pelieHnA O Bblgave 3KCNepTHOMY YUYpPeXAeHUI0 3aAaHuAa Ha
npoBeAeHMe 3KCNepTU3bl SIeKapCTBEHHOro cpeacTBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necatu pabouux JHEH co JHS NMPUHATHSA 3asBIIEHUS O TOCYJapCTBEHHON perucTpanun
JIEKapCTBEHHOIO  Tpernapara  COOTBETCTBYIOIIMHM  YIOJIHOMOYEHHBIM  (denepanbHbBli  Opras
WCTIOJIHUTENILHOW BJIACTU MPOBOJUT MPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OopMIIeHHUs
MNpEACTABJICHHBIX AOKYMCHTOB PETUCTPAllMOHHOIO JOCHE Ha J'IeKapCTBeHHIﬂf/'I npenapar U IMpUuHUMACT
pelieHue O BbIaue 3aJaHusl Ha IIPOBEICHHUE:

1) sKkcmepTU3sl TOKYMEHTOB, MPEJICTABICHHBIX [JISi OMPENEICHUS BO3MOXXHOCTH PacCMaTpUBAThH
JIEKApCTBEHHBIA Mpenapar sl MEAUIMHCKOrO NMPUMEHEHHUS MNPU OCYIIECTBIECHUHU TOCYAapCTBEHHOM
perucTpanmy B KauecTBe ophaHHOro JIEKApCTBEHHOT'O IIpernapara;
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2) OKCICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTH SKCIICPTU3LI KAUCCTBA JICKAPCTBCHHOI'O CPCACTBA
M SKCIIEPTU3bl OTHOLICHUSA O}I(HZ[aeMOﬁ IIOJIB3bI K BO3MOKHOMY PHUCKY IIPUMCHCHHUA JICKAPCTBECHHOI'O
npemnapara ajii MCIUIUHCKOTIO IPUMCHCHU,

3) sKcrepTHU3bl JIEKApCTBEHHOTO CPE/ICTBA B YACTH HKCIEPTU3bl KaUeCTBA JIEKAPCTBEHHOIO CPE/ICTBA
U 3KCHEPTU3bl OTHOUIEHMSI OKUJAEMOW IMOJb3bl K BO3MOXKHOMY PHUCKY IPHUMEHEHHUs JIEKAPCTBEHHOTO
mpenapara Juisi MEAMLMHCKOTO HPHUMEHEHHS B TOpPSJIKE YCKOPEHHOW HpOLELYpbl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPE/ICTB B COOTBETCTBUU CO CTaTheil 26 HacTosero denepanbHOro 3aK0Ha;

4) »sKcnepTU3bl JIEKapCTBEHHOI'O CpEACTBa B OTHOIIEHUM JICKApCTBEHHOIO IpenapaTta Juis
BETEPUHAPHOTO IPUMEHEHUS.

2. YIIOTHOMOYEHHBIH (heiepaibHbId OpraH MCIOJHUTEIBLHON BJIACTH YBEAOMIISICT B DJICKTPOHHOM
¢dopme minu Ha OyMa)KHOM HOCHUTENE 3asSBUTENS U DKCIIEPTHOE YUYPEKICHHE O MPUHATOM PEIICHUU O
BbIJIa4€ 33JJaHUI HA IPOBEJICHUE SKCIEPTU3, IPEyCMOTPEHHBIX YacThlO | HACTOAIIEH CTAaThU, U B Cllydae
HE0O0XOIMMOCTH O BBIJaue paspelnieHus: Ha BBo3 B Poccuiickyro denepaiiio KOHKPETHOW MapTUH, CEpUU
3apEruCTPUPOBAHHBIX U (WJIM) HE3apErMCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
IIPOBEICHUH NPEAYCMOTPEHHBIX IKCIEPTU3 C YKa3aHUEM IIPUUUH TAKOTO OTKa3a.

3. B cnyuae BbISBICHHS OTCYTCTBHUS WM HEJAOCTOBEPHOCTH HH(pOpManuu, coiaepkamieiics B
MPEJCTaBIICHHBIX 3asBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBIH (elepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH HAINpaBJseT 3asdBUTENIO 3ampoc 00 yTOYHEHMHM JToi wuHOpMmanuu (Jaiee - 3ampoc
YIIOJTHOMOYEHHOTO (peIepaIbHOr0 OpraHa HMCIOJHUTEIBHON BIACTH), KOTOPBIM MOXeT OBITh mepenaH
YIOJHOMOYEHHOMY MPEICTABUTENIO 3asABUTENS JIMYHO TOJ PACHUCKY, HAlpaBJ€H IO MOYTE 3aKa3HbIM
IIMCBMOM WJIM IE€PENaH B 3JEKTPOHHOHN (opMe IO TEIIEKOMMYHHMKAIIMOHHBIM KaHanaMm CBs3H. B ciyudae
HaMpaBlIEHUsl 3alpoca YMOJTHOMOYEHHOTO (e[epalbHOr0 OpraHa HCIOJHUTENBHONW BIACTH IO IMOYTE
3aKa3HbIM IUCHbMOM OH CYHUTAeTCS IOJYyYEHHBIM MO MCTEUEHMM IIECTU JTHEH C JaThl HAINpaBJICHUS
3aKa3HOT0 NMHUCHMA.

4. 3asgBuTenb 0053aH NPEICTaBUTh OTBET Ha 3alpoC YNOJIHOMOYEHHOTO (eAepalbHOro opraHa
WCTIOJIHUTEJILHOW BJIACTU B CPOK, HE MPEBBIMIAIOLINN JIeBIHOCTA pabouuX JHEH cOo JHSA ero MoJydeHus.
CpOK, YKaSaHHLIﬁ B "acTH 1 HaCTOHHleﬁ CTaTbH, NPUOCTAHABIIMBACTCA CO JHS HAIIPABJICHUA 3asABUTCIIIO
3ampoca YHOJHOMOYEHHOTO (elepajabHOro OpraHa HCIOJHUTENbHONW BJIACTH O JHSA TOJYYEHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHOBaHUEM AJi1 OTKa3a B OpraHU3allMu 3KCIEPTHU3, MPEIYCMOTPEHHBIX 4acThio | Hacrosmiei
CTaThH, SBISIETCA TIPEACTABICHHE HEOOXOIMMBIX [IJIi TPOBEACHHUS TMPEIYCMOTPEHHBIX DJKCIEPTH3
JOKYMEHTOB B HEIMOJIIHOM 00beMe MM HEeMpeCTaBlIeHNe 3asSBUTEIEM B YCTaHOBJICHHBIN CPOK OTBETa Ha
3arpoc yMOJIHOMOYEHHOTO (elepalbHOr0 OpraHa HCIOJIHUTEIbHOM BIACTH, a TaKKe IpeJCTaBICHHE
JOKYMEHTOB, HE COJIEP>KallllX UCUYEPIBIBAIOIIETO MEePeUHs HEOOXOUMBIX CBEICHUU.

Ctatbsa 20. JkcnepTu3a [AOKYMEHTOB, TNpPeACTaBrieHHbIX AnNA onpeaeneHus
BO3MOXHOCTHU paccMmaTpuBaTb neKapCTBeHHblﬁ npenapar ansa MeagUMLUNHCKOIro
npuMmeHeHuA npu ocyuwecTBlIeHUn rocynapCTBeHHoﬁ perncrtpauunm B Ka4decCcTBe
Op(*)aHHOFO JNNIeKapCcTBeHHOro npenaparta

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

1. 3KCHCpTI/I3a JAOKYMCHTOB, IMPEACTABJIICHHBIX JIA OHNPCACIICHUA BO3MOXHOCTH pacCMaTpHBATh
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JIEKApCTBEHHBIA TMpenapar il MEAUIIMHCKOrO IMPUMEHEHHUsI MPU OCYIIECTBICHUU TOCYAapCTBEHHOU
perucTpanuy B KadyecTBe OphaHHOTO JICKAPCTBEHHOTO Mperapara, COCTaBIICHHE KOMHUCCHEH SKCIIEPTOB
3aKJIIOYEHUST O BO3MOXHOCTH WJIM HEBO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Nperapar s
MEIUIIMHCKOTO TPUMEHEHHsI TIPU OCYIIECTBICHHH TOCYIApCTBEHHOW PETHCTpAallUd B KauyeCTBE
ophaHHOTO JEKAPCTBEHHOTO TIperapara W HalpaBJICHWE JaHHOTO 3aKIIOYCHHUS B YIMOJIHOMOYEHHBIN
(dbenepaibHBIA OpraH MCIIOIHUTEIBHOW BJIACTH OCYIIECTBIISFOTCS B CPOK, HE MPEBBIIAIONIUNA TPUIIATH
paboumx JHEH cO JHS MONTYYCHUS SKCIIEPTHBIM YUPESKISHUEM 3aJaHHSI YIIOJTHOMOYSHHOTO (heepaabHOro
opraHa MCTOJHUTEILHON BJIACTH U B JIEKTPOHHOW (popMe miin Ha OyMaKHBIX HOCHUTEISIX HEOOXOAMMBIX
JOKYMEHTOB, yKa3aHHBIX B myHKTax 1, 2, 5, 6, 10 wactu 4 u B uwactu 7 crarbu 18 HacTosmIero
denepaabHOTO 3aKOHA.

2. JIoKyMEHTBI, COJEpXaIIhecs B PETrUCTPALMOHHOM JO0Ch€ Ha JICKapCTBEHHBIN Mpernapar Hu
MOCTYMUBIINE Ha OYMa)KHBIX HOCUTEIIAX B OKCIIEPTHOE YUPEXKIEHUE VI OCYIIECTBICHUS X SKCIIEPTHU3BI
JUISL  ONPEAENICHUST BO3MOXHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIM IIpenapar uisi MEIULIMHCKOTO
NpPUMEHEHUs B KauecTBe oOpdaHHOrO JEKapCTBEHHOTO IIperapara, MoJJIeKaT BO3BpaTy B
YIOJIHOMOYECHHBIM (peAepalbHbIl OpraH HCIOJIHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSIMU
COOTBETCTBYIOIIMX IKCIIEPTHU3.

Cratba 21. PeweHMe 0 BO3MOXHOCTU paccMaTpuMBaTb JleKapCTBeHHbIW npenapar
npuM oOcCyWwecTBNMEeHUM TrocyAapCTBEHHOW perucTtpauMm B KayvecTtBe opdaHHOro
nekapcTBeHHOro npenapara

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

1. B cpok, He npeBbILAOIUI AT padounx JHEN CO AHS MOJY4YEHUs 3aKJIIOUEHHUs, YKa3aHHOIO B
gactu 1 crateum 20 Hacrosimero @enepanbHOro 3aKoHa, YINOJIHOMOYEHHBIH (heaepanbHbli OpraH
UCIIOJIHUTENIBHON BJAaCTU OCYLIECTBIISIET OLEHKY IIOJYyYEHHOTO 3aKIIOYEHMs JJIs ONPENENIEHUs €ro
COOTBETCTBHS 33JaHUI0 Ha MPOBEIEHHE COOTBETCTBYIOILEH AKCHEPTH3bl U YBEJOMIISIET 3asBUTENS B
ANEKTPOHHOU (opMe HiIM Ha OyMa)kHOM HOCUTENE O pe3yiabTaTax IPOBEIECHHOW SKCIEPTH3bl C
MPUIIOKEHUEM KOITUH HKCIEPTHOIO 3aKJIIOYEHHS (C COXpaHEHHEM KOH(HUISHIIMAIbHOCTH UHPOPMALIUHU O
COCTaBe KCIEPTHOW KOMHUCCHHU) U O BO3MOKHOCTH MJIM HEBO3MOXKHOCTH paccMaTpUBAaTh JIEKAPCTBEHHBIN
mpernapaTr il MEIULUHCKOIO NPHUMEHEHUS IPU OCYIIECTBIEHUH TOCYAAPCTBEHHOM pErucTpanyvy B
KauecTBe OppaHHOTO JIEKaPCTBEHHOI'O IIpernapara.

2. Ilpy BBIHECEHMM KOMHCCHEH DOKCIIEPTOB 3aKIIOYEHHS O BO3MOXKHOCTH pPaccMaTpHUBAaTh
JIEKapCTBEHHBIN Mpenapar A MEAUIMHCKOIO NPUMEHEHHUS NpPU OCYIIECTBIEHUH TOCYAApCTBEHHOU
perucTpanuy B kadyecTse oppaHHOT0 JIEKApCTBEHHOT'O IpenapaTa yoJHOMOYEHHBIN (eaepanbHblil opral
WCIIOJIHUTENILHON BIIACTH B CPOK, HE MPEBBILAIONIUN MATH pabouux JHEH cO JHS MOJy4YeHHUsS JaHHOTO
3aKJIIOUYEHUs, IPUHUMAET pELIEHUWE O BbIAYEe 3aJaHus HAa NPOBEIACHHE DKCIEPTHU3bl KadyecTBa
JIEKapCTBEHHOI'O CPEACTBA M HKCIEPTU3bl OTHOLIEHUS O0XKUJA€MOW MOJIb3bl K BO3MOXXKHOMY PHCKY
IIPUMEHEHHs JIEKapCTBEHHOTO Ipenapara A MEAMIMHCKOrO MPUMEHEHHS B IOPSJIKE YCKOPEHHOU
MPOLEAYPBl JKCHEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUM CO CTaTbed 26 HACTOSILIETO
denepallbHOTO 3aKOHA.

3. B cnydae npuHATHS PELICHHUs] O HEBO3MOKHOCTH pPacCMaTpPUBATh JIEKAPCTBEHHBIN Ipenapar Juist
MEAWIIMHCKOTO TPHUMEHEHUsS TpU TOCYIJApCTBEHHON  perucTpalud B  KadecTBe OpQaHHOTO
JIEKApCTBEHHOT'O TperapaTa YIMOJTHOMOYEHHBIM (QeAepadbHbIii  OpraH HCIOJHUTEIBHOW  BIIACTH
MpeKpamaeT npoueaypy rocyapCTBEHHOW PerucTpaluy JeKapCTBEHHOTO MpernapaTta. 3asBUTENb BIIPABE
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o0paTUTbCS B PETHCTPUPYIONIMI OpraH ¢ 3asBICHHEM O TOCYJAapCTBEHHOW PErHCTpalMi YKa3aHHOTO
JIEKapCTBEHHOI'0 IIperapaTa B COOTBETCTBUU cO cTaThell 18 Hacrosero deaepanbHOro 3aKOHa.

CraTtba 22. YTpatuna cuny ¢ 1 nrons 2015 ropa. - PepgepanbHbIv 3aKOoH oT 22.12.2014
N 429-®3.

Cratba 23. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUA OXWAaeMOMW NOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 JfleKapCTBEHHOro
npenapara Ans MeAULUUHCKOro NpuMeHeHus

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

1. DkcnepTu3a KayecTBa JIEKapCTBEHHOIO CPEACTBA U DKCIIEPTU3a OTHOILIECHUS OKUAAEMOM I10JIb3BI
K BO3MOYKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOI'O IIpernapara Uil MEIULHUHCKOTO IPUMEHEHHs,
COCTaBJICHME KOMHCCHSMHM DOKCIIEPTOB 3aKIIOUYEHUH 110 pe3yslbTaTaM IPOBEACHHBIX JKCIEPTU3 U
HaNpaBJICHUE JTUX 3aKIIOYCHHH B YIOJHOMOYEHHBIH (hefepanbHblii OpraH HCIOJHUTENFHOW BIACTH
OCYLLECTBIISIIOTCS. B CPOK, HE MPEBBILIAIOIIMI CTa AECATH PabOUYMX JTHEH CO JTHS MOJYyYEHUs 3KCIEPTHBIM
YUPEXKICHUEM COOTBETCTBYIOILETO 3a/laHHs YIOJHOMOYEHHOTO (eepaqbHOro OpraHa HCIOIHUTEIbHON
BJIACTU M HEOOXOAUMBIX IOKYMEHTOB B 3JIEKTPOHHOU (hopMe Wi Ha OyMa)KHbIX HOCUTEIISAX.

2. B TedeHue AeBSIHOCTA JHEH CO JHS TOJIYYCHHUS PEIICHUS YIOJHOMOYCHHOTO (eAepaibHOro
OpraHa HCIIOJIHUTEIbHON BIACTH O MPOBEIEHUHU HKCIEPTU3, MPEAYCMOTPEHHBIX 4YacThio | Hacrosmiei
CTaThH, 3asBUTENIb MPEACTABISICT B AKCIEPTHOE YUPEKICHUE IS MPOBEACHHUS SKCIEPTH3bl KadecTBa
JIEKapCTBEHHOT'O CpEeACTBa 00paslbl JIEKapCTBEHHOI'O Iperapara A MEIULHUHCKOTO MpUMEHEHUS,
MIPOU3BEICHHOTO B COOTBETCTBUM C TPEOOBAHUSIMU ONMBITHO-NPOMBIIIJIEHHOTO U (WJIM) MPOMBIIIIICHHOTO
PErJIaMeHTOB, YTBEPKIEHHBIX PYKOBOIHUTENEM IPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB, a TaKXKe B
COOTBETCTBYIOIIUX CITydasx 00pa3ipl (hapMareBTHUECKON CYOCTaHIIMH, TECT-IITaMMa MHKPOOPTaHI3MOB,
KYJIbTYpPbI KJIETOK, 00pa3libl BEIIECTB, MIPUMEHSIEMbIX I KOHTPOJIA KayecTBa JIEKapCTBEHHOI'O CPEICTBa
MyTEM CPAaBHEHHSI C HUMH HCCIIEAYEMOT0 JICKAPCTBEHHOTO CPEJICTBA, B KOJIMYECTBaX, HEOOXOAUMBIX TSt
BOCITPOM3BE/ICHUSI METOJIOB KOHTPOJISI KaueCTBa.

3. Ilpu momydeHuu 0Opa3IOB JICKAPCTBEHHOTO Npemnapara U (papMaleBTUYECKON CyOCTaHIIMU
SKCIEPTHOE YUYPEXKIACHHE BBIIAET 3asBUTEIIO0 JIOKYMEHT, MOATBEPKIAIOLIMNA IMONYyYEHUE YKa3aHHBIX
00pasIioB, U B CPOK, HE MPEBBIMIAIOIINI TpeX padovnX JHEH, yBEIOMIISIET B AJIEKTPOHHON (popMe WIIM Ha
OyMa)XHOM HOcHTeJe 00 3TOM YIOJTHOMOYEHHBIN (eiepabHbIN OpTaH UCTIOTHUTENBHOM BIACTH.

4. YxazaHHBIC B YacTsIX 2 W 3 HACTOSIIEH CTaThU CPOK ISl TIPEACTABICHHUS 3asBUTENIEM 00pa3IoB
JIEKapCTBEHHOTO Mpenapata W (apMaleBTHUECKOM CyOCTaHLIMU M CPOK YBEJIOMJICHHMS SKCIEPTHBIM
yupexKIeHueM o0 dJToM Ha OyMaXHOM HOCUTENE YIOJHOMOYEHHOro (enepaibHOTO OpraHa
HCIIOJIHUTENILHON BJIACTU HE BKJIIOYAKOTCS B CPOK IIPOBEIEHUS DKCIEPTU3, MPELYCMOTPEHHBIX YaCThIO 1
HAaCTOSIIEH CTaThHU.

5. JIOKyMEHTBI, IIOCTYIUBIIME B OJKCIEPTHOE YUPEXKACHUE [UI IPOBEIEHUS DKCIEPTHU3,
MIPEelyCMOTPEHHBIX YacThIO | HACTOSIIEN CTaThH, MOAJIEKAT BO3BPATY B YIIOJTHOMOUYEHHBIH (peepanbHblii
OpraH HCIIOJHUTEJIBHOW BJIACTH OJHOBPEMEHHO C 3aK/IIOYCHUSIMU, IOJYYEHHBIMU II0 peE3yJbTaTaM
COOTBETCTBYIOIINX KCIIEPTHU3.

Cratba 24. JKcnepTu3a KayecTBa JieKapCTBEHHOro cpeAacTBa M 3KcnepTusa
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OTHOLUEHUSA OXWOAeMOW NoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS FeKapCTBEeHHOro
npenapara Ans BeTepUMHaApHOro NpuMeHeHUsA

1. DkcnepTu3a KauecTBa JIEKapCTBEHHOI'O CPENCTBA U DKCIIEPTU3a OTHOLIEHUS 0XKUIAEMOM OJIb3bI
K BO3MOXXHOMY pPHUCKY IIPUMEHEHMS JIEKapCTBEHHOIO IIpenapara i BETEPUHAPHOIO IPUMEHEHHs,
COCTaBJICHME KOMMCCHAMM DSKCIEPTOB 3aKJIIOUEHUH 110 pe3yslbTaTaM yKa3aHHBIX DJKCIIEPTH3 W
HaNpaBJICHUE TaKUX 3aKIIOYCHHHA B YMOJTHOMOUYEHHBIN (efepalbHbIi OpraH HCIOJHHUTEIBHON BIIACTH
OCYILLECTBIISIIOTCS. B CPOK, HE MPEBBIIAIOIIUI CTa AECATH PabOUYMX JTHEH CO JIHS MOJYyYEHUs 3KCIEPTHBIM
YUPEXKICHUEM 3aJaHusl yINOJHOMOYEHHOrO (herepaabHOr0 oOpraHa HMCHIOJHUTENBHON BIAacCTH €
JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 cTaThu 17 Hacrosmero @enepanbHOro 3aK0Ha.
(B pen. @enepanbubix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B TeueHue nATHaAUATH pPAOOUYMX JHEH CO JAHA TMOJYYEHHUS pEIIeHHs YIOJIHOMOYEHHOIO
(benepaabHOro OpraHa HUCIOJHUTEIHHON BIACTH O TIPOBEJICHIH YKAa3aHHBIX B YaCTH | HACTOSAIIEH CTaThU
9KCHEPTHU3 3asBUTEIIb NPEACTABISIET B SKCIEPTHOE YUPEXKACHUE /ISl MPOBEIEHUs SKCIIEPTU3bl KauecTBa
JIEKapCTBEHHOI'O CpEACTBAa 0O0pa3llbl JIEKAPCTBEHHOr'O Mpenapara JyUisi BETEPUHAPHOTO MpPHUMEHEHUS,
IIPOU3BEJCHHOIO B COOTBETCTBUU C TPEOOBAHUSAMH TEXHOJOTMUECKUX PEIrJIAMEHTOB, YTBEP’KICHHBIX
PYKOBOJMUTENEM HPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB, a Takxke oOpaszeln ¢apMaleBTUYECKOU
CyOCTaHIIMM B KOJIMYECTBAX, HEOOXOMMBIX [l BOCIIPOU3BEICHHUS METOZ0B KOHTPOJISI KAueCTBa.

3. Ilpu momydyeHun 0Opa3lOB JICKAPCTBEHHOTO IMpemnapara W (apMaleBTHUECKON CyOCTaHIIUU
OKCIIEPTHOE YUYPEKICHHUE BbBIAACT 3asBUTEIIO0 JOKYMEHT, INOATBEP)KIAIOLIMI IOIY4EHHE YKa3aHHBIX
00pas1oB, 1 B CPOK, HE MPEBHIAIONINNA TPEX PadoYNX JHEH, yBEJOMIISIET B MUCbMEHHOH (opme 00 3ToM
YIIOJIHOMOYEHHBIN (eiepabHbli OpraH UCIOJHUTEIbHOM BIIACTH.

4. Cpox amsi TpeACTAaBICHHUS 3asBUTEIEM O00pas3loB JIEKAPCTBEHHOTO IMpemapara |
bapMarieBTUUECKOH CyOCTaHIIMM M CPOK YBEJOMJIEHHS OHKCHEPTHBIM YUpPEXKICHHEM 00 3TOM B
MMCBbMEHHOW (hopMe YITOJIHOMOUYEHHOTO (heepaJIbHOr0 OpraHa MCHOJHUTENbHON BJIACTH, YKa3aHHBIE B
qacTsaX 2 ¥ 3 HACTOSIIIEH CTaThbu, HE BKIIIOYAIOTCA B CPOK NMPOBEJCHUS YKa3aHHBIX B 4acTu | HacTosieil
CTaTbU DKCIIEPTHU3.

5. JIOKyMEHTBI, IOCTYIUBIIUE B SKCIIEPTHOE YUPEXKICHUE I NPOBENCHUS YKAa3aHHBIX B 4acTH |
HACTOAIIEH CTaTbU OHKCHEPTH3, MOMAJEKAT BO3BpaTy B YIOJIHOMOYEHHBIH (enepanabHblii  Oprat
HCIIOJIHUTENIBHON BJIACTU OJHOBPEMEHHO C 3aKJIFOUEHUAMU 110 pe3ybTaTaM yKa3aHHBIX JKCIIEPTHU3.

CraTtba 25. lNloBTOpHOE NpoBeAeHne IKCNepTU3bl NIeKapCTBEHHbIX CPeaCcTB
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyuasix HenocTaTO4HON 0OOCHOBAHHOCTH MJIM HEMOJHOTHI 3aKJIIOUEHHUS] KOMUCCUU DKCIIEPTOB,
HINYMS B HEM IPOTUBOPEUMBBIX JAHHBIX, (albCU(UKAIMK BBIBOJOB HKCHEPTH3bl JIEKAPCTBEHHOTO
CPEICTBA, COKPBITHS OT YIOJIHOMOYEHHOTO (efiepaibHOr0 OpraHa MCHOJHUTENbHOM BIACTH OCHOBAHMM
JUId  OTBOAA DKCIEpTa BCIEACTBUE €ro 3alMHTEPECOBAHHOCTH B PpE3yNlbTaTaX COOTBETCTBYIOIIEH
OKCIICPTHU3EI, Haiau4yusg  JaHHBIX 0 IMpIMOM 160 KOCBEHHOM BMCIIATCJIBCTBE B mponecc
COOTBETCTBYIOLIEH DKCIEPTU3BI JIUI, HE YYACTBYIOLIMX B €€ NPOBEACHHM, HO OKa3aBIIMX BIMSHHUE Ha
MPOIIECC W PE3yJbTaThl €€ MPOBEICHUsSI, YIIOJIHOMOUYECHHBIM (eepalbHBIM OPraHOM HCIOJTHUTEIBHON
BJIACTHM Ha3HAYAETCsI IOBTOPHAs DKCIIEPTU3A JIEKAPCTBEHHOI'O CPEJCTBA U (MJIM) STHYECKAsl SKCIIEPTH3A.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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2. IloBTOpHas 3KCHEPTH3a JIEKAPCTBEHHOI'O CPEACTBA IPOBOJAMUTCA C YYETOM DPE3YJIbTAaTOB paHee
IIPOBEICHHOW 5SKCNEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIIOJIHOMOYEHHBIM (ellepaibHbIM OpPraHOM
WCTIOJTHUTEJIBHOW BJIACTH M HE MPEBBIIIAIONINI TPUALATH PAOOYNX THEH CO AHS MOTYYEHHUS SKCIEPTHBIM
YUPEKACHUEM 3a/1aHuUs Ha IPOBEICHUE IOBTOPHOM 3KCIIEPTU3bI JICKAPCTBEHHOI'O CPE/ICTBA.

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

3. dunaHcoBOe 00OecleUYeHHE BEIITOIHEHUS 3alaHuA Ha IIPOBCIACHUC HOBTOpHOﬁ SKCIICPTU3BL

JICKApCTBEHHOTO CPEJICTBA HE OCYIIECTBISETCA.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbAa 26. YcKkopeHHas npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeacTB

1. YckopeHHas mnpoueaypa SKCIEpPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TOCYIapCTBEHHOU
pEerucTpaluy JEKapCTBEHHBIX IPENapaToB MPUMEHSETCS B OTHOIIEHWU Op(AHHBIX JIEKAPCTBEHHBIX
MpernapaToB, MEPBBIX TPEX JEKAPCTBEHHBIX MpenapaToB, perucrpupyemsix B Poccuiickoit denepanuu B
KaueCTBE BOCIPOM3BEIACHHBIX JIEKAPCTBEHHBIX IPEMapaToB, OYEPETHOCTh KOTOPBIX OIpEACNsIeTCs B
COOTBETCTBMM C HOMEPOM U JaTOW BXOMALIMX 3asBICHUA O TOCYJApCTBEHHOM perucTpaiuu
JIEKAPCTBEHHBIX IIpPENapaToB B paMKaxX OJIHOTO MEXIYHapOJHOTO HEMAaTEeHTOBAHHOTO HAWMEHOBAHUS
JIEKapCTBEHHOT'O TIperapara WM TPYNIHUPOBOYHOTO HAWMEHOBAHMS JICKAPCTBEHHOTO TMpernapara, u
JIEKapCTBEHHBIX Mpenaparos, npeAHa3HaYeHHBIX HCKJIIOYUTEIILHO TUTST MIPUMEHEHUS

HECOBEPILCHHOJIECTHUMH TPaKIaHaAMHU.
(B pen. @exnepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. yCKOpeHHaH nmpooeaypa SKCICPTHU3BI JICKAPCTBECHHBIX CPCACTB B LCJIIAX FOCY,Z[B.pCTBCHHOfI
pErucTpanmu JICKAPCTBCHHLBIX IMMPCIIapaTOB HE TPUMCHACTCA B OTHOILICHUH!

1) 6uoanaoroBeix (OMOMOAOOHKIX ) IEKAPCTBEHHBIX MIPEnapaTtoB (OM0aHaIOroB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IpEenapaTroB (3a HUCKIOYEHHEM Op(aHHBIX JEKapCTBEHHBIX
IIPENapaToB);

3) BOCHpPOU3BEJIEHHBIX JIEKAPCTBEHHBIX IMpenapaToB (3a HMCKIOYEHHEM TIEPBBIX Tpex
peructpupyemblx B Poccuiickoin @enepanuu B KauyeCTBE BOCIPOU3BEIAEHHBIX JIEKAPCTBEHHBIX
IIpenaparoB M JIEKapCTBEHHBIX IIPENaparoB, IPEAHA3HAYCHHBIX MCKIFYUTEIBHO [UIi IPUMEHEHUS
HECOBEPILICHHOJIETHUMHU T'pakJJaHaMu );

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPENapaToB;

5) nexapCTBEHHBIX NpenapaToB, 3aperUCTPUPOBAHHBIX pPaHEE, HO IMPOMU3BENEHHBIX B JPYTHUX
JIEKapCTBEHHBIX (JOpMaxX B COOTBETCTBUHU C MEPEYHEM HAMMEHOBAHUH JIEKApCTBEHHBIX (JOPM U B HOBOM
TIO3UPOBKE.

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

3. VYckopeHHas mpoleaypa 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJUTCA IO PELICHUIO
COOTBETCTBYIOILIETO YIOJIHOMOUYEHHOTO (pe/iepabHOr0 opraHa HMCIOJHUTENBHON BJIACTH Ha OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIIAIOIINN BOCEMUIECITH pabouux nHei. [lpu sTom skcnepTusa
JIOKYMEHTOB, COJEPKAIUXCS B PETHCTPAIMOHHOM JIOChE Ha JICKAPCTBEHHBIN Tpermapar, MPOBOIUTCS B
CPOK, HE TPEBBIMIAIONINI NeCATH padOuYuX JHEH, JKCIepTH3a KadecTBa JIEKApCTBEHHOTO CPEACTBA U
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HKCHEpPTH3a OTHOLICHHUS OKUJAEMOH TMOJb3bl K BO3MOXXKHOMY DPHUCKY HPHUMEHEHHS JIEKapCTBEHHOTO
npenapara mpoBOJSITCSA B CPOK, HE MPEBBIIAIOMINI ECTHIECITH pabOYNX THEH.
(uactsb 3 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. B oTHOMIEHNH Op(aHHBIX JEKAPCTBEHHBIX IpeNapaToB MOT'YT ObITh IPEACTABICHbI PE3YJIbTaThl
JNOKJIMHUYECKUX HUCCIIENOBAaHUM JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX
IIPENapaToB sl MEAMLIMHCKOTO IPUMEHEHUS, BBIIIOJIHEHHBIX 3a mnpenenamu Poccuiickoit denepannu B
COOTBETCTBHHM C TMpaBWJIaMH HaJjekameld 1abopaTOpHOM MpaKTUKM M MpaBUJIaMU HaJUIeXallei
KIIMHUYECKOU MTPAKTHKU.

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

4. YcKOpeHHas Mporeaypa SKCIEPTH3bl JICKApPCTBEHHBIX CPEJICTB IPOBOIAMTCS B IOPSJKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nactosimero denepaibHOTO 3aKOHA, M HE 03HAYACT CHUKCHUS
TpeOOBaHUH K 0€30IACHOCTH, KauecTBY M 3()(DEKTUBHOCTH JIEKAPCTBEHHBIX MTPETIAPATOB.

CraTtbAa 27. PeweHue 0 rocyaapCTBEHHOW perncrpauum fneKapcTBeHHOro npenapara

1. B cpok, He mpeBbILIAIOIINUN IeCITH pabouuX AHEH CO JAHS MOJIYYEHHs 3aKJIIOYEHUNH KOMHUCCHUU
JKCIIEPTOB 110 pe3yjIbTaTaM JKCIIEPTU3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U IKCIEPTU3bl OTHOLICHUS
OKUJAEMOH IOJIb3BI K BO3MOXXHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO Mpenapara, COOTBETCTBYOLINN
YIOJTHOMOYEHHBIN (peiepabHbII OpTraH UCIOIHUTEIbHOM BIIACTH:

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

1) pa3memiaer Ha cBoeM OQUIIMATBHOM caiiTe B ceTd "MHTEepHET" COOTBETCTBYIONIUE 3aKIFOUCHUS
KOMHUCCHUH SKCIIEPTOB M OCYLIECTBJISAET HMX OLEHKY JUIs OINpeAeNieHUsT COOTBETCTBUS 3aJaHUIO Ha
MIPOBEACHHUE ITUX IKCIIEPTU3;

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

2) mpUHMMAaET pEeUIeHHE O TOCYAapCTBEHHOM PErucTpaluy JIEKapCTBEHHOrO Ipemnapara win o0
OTKa3€ B TOCYJapCTBEHHOMN PErucTpaluy JIEKApCTBEHHOTO NIpenapara;

3) BHOCUT NpU NMPUHATUU PEIICHUSI O TOCYAapCTBEHHOM PETUCTPAIMH JICKAPCTBEHHOTO Ipemnapara
JaHHBIE O 3apeTMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpemapaTe, B TOM 4Yucie O (apMareBTHIECKOU
cyOCTaHIIMM, BXOJSIIEW B COCTaB JIEKAPCTBEHHOI'O TIpemapaTa, B TOCYAapCTBEHHBIM peecTp
JIEKAPCTBEHHBIX CPEJACTB M BBIJAET 3aABUTENIO PErUCTPALMOHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOI'O
npenapara, opmMa KOTOpPOro YTBEPKAACTCS YIIOTHOMOUYEHHBIM (e/iepaIbHBIM OPTaHOM UCITOJIHUTEIIbHON
BJIACTH, COTJIACOBAHHbIE HOPMATHBHYIO JOKYMEHTAIIMIO, HOPMATHUBHBIA JOKYMEHT, UHCTPYKLHIO IO
MPUMEHEHUIO JIEKAPCTBEHHOT'O0 Tpemapara W MakKeThl TEPBUYHOW YIMAKOBKHM U  BTOPHUYHOU
(moTpeOuTeNbCcKOM) YMAaKOBKM C YKa3aHHMEM Ha HHUX HOMepa PEerucTPalMOHHOTO YAOCTOBEpPEHUS
JIEKApCTBEHHOT'0 TperapaTta W JaThl €ro TOCYAapCTBEHHOW pETHUCTpaliud WM B Cllydae MNPUHSITHS
pemieHrs 00 OTKa3e B TOCYAapCTBEHHOW pEruCcTpaluu JIEKapCTBEHHOTO MperapaTra YBEIOMIIIET B
MUCbMEHHOW QopMe 3asBUTENsT 00 H5TOM C YyKa3aHWEM TPUYMH TAaKOTO OTKaza. 3a BbIady
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MpenapaTa B3MMAaeTcs rocyAapCTBEHHAas MOIUIMHA B
COOTBETCTBHH C 3aKOHOJATENIbcTBOM Poccuiickoit deneparnu o Hajorax u coopax.

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

2. OcHOBaHMEM /I OTKa3a B TOCYJApCTBEHHOM PpEruMCTpalvy JICKapCTBEHHOTO Ipernapara i
MEIAUIMHCKOTO  NPUMEHEHHs  SBISAETCS  3aKIOYEHME  COOTBETCTBYIOLIETO  YIOJHOMOYEHHOTO
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denepanbHOrO0 OpraHa WCIHOJHUTEIBLHOW BJIACTH O TOM, 4YTO KadecTBo u (WiH) 3(PPEKTHBHOCTH
PETUCTPUPYEMOTO JICKAPCTBEHHOI'O MpernapaTta s MEAMIMHCKOTO MPUMEHEHUS HE MOATBEPKIICHBI
MOJIYYEHHBIMH JAaHHBIMU WJIM YTO PUCK NMPUYMHEHUS Bpelia 3J0POBBIO YEJIOBEKAa BCIEJCTBUE MpUEMa
JIEKapCTBEHHOI'0 Ipernapara Mg MEIUIMHCKOTO NPUMEHEHHUs IMpeBbIlIaeT 3(PQPEeKTUBHOCTh €ro
MIPUMEHEHUS.

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

3. TloBTOpHOE WpEACTAaBICHHE B COOTBETCTBYIOIIUI YIOJIHOMOYEHHBIH (QenepanbHblii opran
UCIIOJIHUTEJIBHOM BJIACTH JIEKAPCTBEHHOI'O IIperapara, B OTHOIIEHWH KOTOPOrO IIOJYy4YeH OTKa3 B
roCyAapCTBEHHOM PEruCTPalMi U KOTOPBIM BIIOCJIEACTBUM IOJABEPICS U3MEHEHHIO B YACTHU €r0 COCTaBa,
paccMaTpuBaeTCsl Kak IPEICTaBICHHE HOBOI'O JIEKAPCTBEHHOIO IIpenapara Ha €ro rocyAapCTBEHHYIO
PEruCTPaLMIO HE3aBUCUMO OT COXPAHEHUs €ro EpBUYHOIO HAUMEHOBAHMSL.

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

4. Ilpu mpenocTaBieHUU 3asBUTEIIEM B COCTABE PETHUCTPALMOHHOIO JOChE Ha JIEKApCTBEHHBIN
npemnapar Juisi BETEpUHAPHOTO MPUMEHEHUsS! KOMUU PEeLIeHHs YIIOJIHOMOUYEHHOro (heaepaabHOro opraHa
WCTIOJTHUTEJIBHOW BJIACTU O TPOBEJICHUU HMHCIICKTUPOBAHUS IMPOU3BOIUTEINS JICKAPCTBEHHBIX CPEJCTB
CpPOK TPUHATUS pEHIeHHs O TOCYJAapCTBEHHON pEerucTpaluy JIEKapCTBEHHOro Tpemaparta AJis
BETEPUHAPHOTO MPUMEHEHHS MPUOCTAHABIMBACTCSA CO JIHA MOJIYYCHHS 3aKJIIOUCHUM, YKA3aHHBIX B YaCTH
1 Hacrosimied cTaThbu, A0 AHS HPUHATUS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHOM HCIIOJHUTEIbHOM
BJIACTH PEIICHUs O BbIIaue WM OO0 OTKa3e B BBIAUe 3aKIIOYCHHUS O COOTBETCTBHH IPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUSIM MPABHII HAJICKAIIECH MPON3BOACTBEHHON MIPAKTUKU, HO HE OoJee
YeM Ha CTO BOCEMBJIECAT PabOUYnX JTHEH.

(uactb 4 BBeneHa denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM Jisi OTKa3a B TOCYAAPCTBEHHOW PErucTpalMM JIEKAPCTBEHHOTO MperapaTta s
BETEPUHAPHOTO TPUMEHEHUSl SBIAETCS 3aKIIOYEHHE YIOJIHOMOYEHHOTo (eaepaabHOr0 OpraHa
WCTIOTHUTENIBHOW BJIACTH O TOM, 4YTO KadecTBO H (Wiau) d3PGEKTUBHOCTH PETHCTPUPYEMOTO
JIEKApCTBEHHOr'0 TMpernapara JUuisi BETEPUHAPHOTO NPUMEHEHUS HE MOATBEPXKIEHBI MOJYYEHHBIMU
JTAHHBIMHU WM YTO PUCK NMPUYMHEHUS BPEIa 3/I0POBbIO JKUBOTHOT'O BCIIEACTBUE MPUEMa JIEKAPCTBEHHOTO
mpemapaTa Ais BETEPUHAPHOTO NPHUMEHEHHUs MpeBbIaeT 3(PQPEeKTUBHOCTh €ro MPUMEHEHHs, OTKa3
YIOJIHOMOYEHHOTO (he/IepalIbHOTO OpraHa WCIOTHUTEIBHOW BJIACTH B BBIJAYEe 3aKIIOYEHUS O
COOTBETCTBUHM  TPOU3BOAMTENSI JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHMSIM TPaBUI  HaJJexKallen
MPOU3BOJICTBEHHON MPAaKTUKA IS K&KIOHW TMPOU3BOJCTBEHHOW IUIOMIAAKA PETUCTPUPYEMOTO
JIEKApCTBEHHOr0 Ipenapara Juisi BETEPUHAPHOTO TMPUMEHEHHS B CJly4yae, €clid NPOU3BOJCTBO
JIEKApCTBEHHOT'0 Tpenapara Il BETEPUHAPHOTO TPUMEHEHHUsS OCYIIECTBISETCS 3a TMpejesiaMu
Poccuiickoit denepanuu, i OTCyTCTBUE TAKOTO 3aKIIFOUECHUS.

(uacTs 5 BBenmena denepansabiM 3akoHOM 0T 04.06.2018 N 140-D3)

Cratba 27.1. I'Iop;mox onpeapeneHna B3aMMO3aMEeHAEMOCTUN JeKapCTBeHHbIX
npenapartoB And MeaguUMHCKOro npnmMmeHeHuns
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Bzammo3aMeHSIEMOCTh JIEKAPCTBEHHBIX TMpENaparoB IS MEIUIIMHCKOTO TMPUMEHEHHUS
onpenensieTcss B nopsake, ycraHoBieHHOM I[IpaButensctBom Poccuiickoit ®depepannu, Ha OCHOBaHUU
CJIEYIOIIUX TapaMETPOB:
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1) oSKBUBaJNEHTHOCTh (MIsi OMOAHAJIOrOBBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX TPENapaToB
(OnoanamoroB) -  CONOCTaBUMOCTb)  KAa4eCTBEHHBIX M KOJMYECTBEHHBIX  XapaKTEPHUCTUK
(dapmalneBTHUECKUX CYOCTaHIIMI (HMCIIOJIb30BAHUE PA3IMYHBIX COJICH, d3PHUPOB, KOMILIEKCOB, H30MEPOB,
KPUCTAINIMYECKUX (OPM U JPYrHX IPOU3BOJAHBIX OJHOIO M TOTO K€ JIEHCTBYIOIIETO BEIIECTBA HE
SIBJISICTCSL TIPETIATCTBUEM JIJIsI B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX IPEMapaToB, €CIIA MPHU MPOBEACHUN
uccienoBaHusl OWOAKBUBAJCHTHOCTH JIEKAPCTBEHHOrO IIpernapaTa WM B cllyyae HEBO3MOKHOCTH
MIPOBEJICHUSI ATOTO UCCIICOBAHUS TIPU TPOBEACHUU HCCIEAOBAHUS TEPANICBTUYECKONH SKBUBAICHTHOCTH
JIEKapCTBEHHOT'O Tperapara JoKa3aHO OTCYTCTBHE KIIMHUYECKU 3HAUMMBbIX Paziuuuii (hapMaKOKUHETHUKU
1 (nn) 6e3onacHOCTH U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara it MEAUIIMHCKOTO TPUMECHEHHUS );

2) PKBUBAJICHTHOCTH JICKAPCTBEHHON (OopMbI (I10JI IKBUBAJICHTHBIMHU JIEKAPCTBEHHBIMU (HOpMaMU
MMOHMMAIOTCSI Pa3HbIC JIGKAPCTBEHHBIC (POPMBI, MMEIOIINE OJUHAKOBBIC CIOCOO BBEICHUS U CIOCOO
NpPUMEHEHHS, OO0JaJarolIie  COMOCTABUMBIMH  (PapMaKOKMHETUYECKUMHU  XapaKTePUCTUKAMHU |
(hapMaKoJIOTHICCKUM JCHCTBHEM M 00ECIICUHBAIOIINE TAK)KE TOCTIKEHUE HEOOXO0IMMOT0 KIMHIYECKOTO
s dekra. Pazauuus nekapcTBEHHBIX (OPM HE SBJISIOTCS MPEMSITCTBUEM I MX B3aMMO3aMEHSIEMOCTH,
€CITU TP TPOBEIECHUH HCCIENOBaHUA OMOIKBHUBAJICHTHOCTH JIEKAPCTBEHHOIO TIperapaTra WiId B cliydyae
HEBO3MOXXHOCTH TPOBEJCHHS 3TOTO HMCCIICOBAHUS MPU MPOBEICHUU HCCIICAOBAHMS TEPAIIeBTUYCCKON
SKBHBAJIICHTHOCTH JIEKAPCTBEHHOT'O TIperapara JI0Ka3aHO OTCYTCTBUE KIMHUYCCKU 3HAUYUMBIX Pa3TUIHN
(dapmakokuHeTHKH H (WiHM) Oe30macHOCTH HW  A()PEKTUBHOCTH JICKAPCTBEHHOI'O Ipemapara i
MEUIIMHCKOTO MPUMCHCHHS );

3) 5KBUBQJIEHTHOCTb MJIM CONOCTaBUMOCTb COCTaBa BCIOMOTATENbHBIX BELIECTB JICKAPCTBEHHOI'O
mpernapata JUis  MEAMLMHCKOIO IMpUMEHEHHUs (pa3luyusi cocTaBa BCIIOMOTATENIbHBIX BEIIECTB
JICKapCTBEHHOI'0 Ipernapara A MEIULMHCKOIO NPUMEHEHUs HE SBISIOTCS MNPEMsITCTBUEM Ul HUX
B3aMMO3aMEHSAEMOCTH, €CIM TPU TPOBEIECHUH HCCIEAOBAHHUS OMOIKBUBAICHTHOCTH JIEKAPCTBEHHOTO
mpenapara i MEAMLIMHCKOTO IPUMEHEHUS WIM B ClIydae HEBO3MOXHOCTH IPOBEIEHHUS 3TOTO
UCCIIEIOBaHMsI IPU IPOBEJIEHUU HCCIEIOBAHMSI TEPANEBTUUYECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npenapaTa uii MEAMLIHMHCKOIO NMPHUMEHEHUS JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUMMBIX pa3IndMi
(bapMakOKMHETHKH U (Wiau) Oe3omacHOCTH M A(P(GEKTUBHOCTH JIEKAPCTBEHHOIO Mpemnapara s
MEAULIMHCKOro npuMeHeHus. [Ipu 3ToM pasnuums cocTaBa BCIOMOIATEIbHBIX BELIECTB HE JIOJKHBI
MPUBOJIUTh K PHUCKY BO3HMKHOBEHHS CEpPbE3HBIX HEKEIATEeIbHBIX PEAKIUH y OTAENbHBIX TIPYIII
MAIMEHTOB WM MOBBIIIEHUS YaCTOThl X BOSHUKHOBEHMS);

4) UIEHTUYHOCTh CIIOCO0a BBEJICHUS U IPUMEHEHHS;

5) oTcyrcTBME  KIMHMYECKM 3HAYUMBIX  pa3iMuuil OpU  TNPOBEJCHUM  UCCIEIO0BaHMS
OMODKBUBAJIECHTHOCTH JIEKAPCTBEHHOTO Tperapara WM B Cllydae HEBO3MOXXHOCTH IPOBEACHHUS 3TOTO
UCCIIEIOBAaHMUsI OTCYTCTBHE KJIMHUYECKHM 3HAUMMBIX pa3IMyMii mokas3arened O€30MacHOCTH U
3pGEKTUBHOCTH JIEKapCTBEHHOTO TIpenapara MpH TPOBEICHUH HCCICAOBAHUS TEpareBTHUECKON
SKBHUBAJIEHTHOCTH. JlaHHBIH mapaMeTp HE MpPHUMEHSAETCS B OTHOLIEHHHM BOCHPOM3BEAEHHBIX
JIEKAPCTBEHHBIX IIpEnapaToB, yKa3aHHbIX B yactu 10 craten 18 Hacrosmero denepanbHoro 3akoHa. B
OTHOILIEHUH OMOAHAIOTOBBIX (OMOIOMOOHBIX) JIEKAPCTBEHHBIX NpenapaToB (OMOAHAIOrOB) MaHHBIE 00
OTCYTCTBHHM KIIMHUYECKH 3HAYMMBIX pa3iuuuii 0e30macHOCTH, ()(HEKTUBHOCTH W HWMMYHOTE€HHOCTH
JIEKapCTBEHHOTO  Mperapara [0  pe3yibTaTaM  NpPOBEIEHUS  KIMHMUYECKHX  HMCCIEeIOBAHUMN
MPEIOCTABIISIOTCS B TIOPSIIKE, YCTAHOBIEHHOM HACTOSIIEH YacThIo;

6) COOTBCTCTBUC TMPOUZBOAUTCIIA JICKAPCTBCHHOTO  CpCACTBA TpC6OBaHI/I${M HaJjIexaIen
HpOHSBOI{CTBeHHOfI IMPAaKTHUKH.
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2. CpaBHeHHE MAapaMETPOB PErUCTPUPYEMBIX JIEKAPCTBEHHBIX MPENapaTtoB s MEAULHUHCKOIO
MIPUMEHEHHUSI OCYILECTBIISIETCSI KOMHUCCHUEH SKCHEPTOB SKCIEPTHOIO YUPEKIACHUS IpPU MPOBEACHUHU
9KCIIEPTU3BI TAKUX JIEKAPCTBEHHBIX IIPENAPATOB B MPOLIECCE UX TOCYNAPCTBEHHOMN perucTpanuu. BeiBosl
JKCIEPTOB O B3aMMO3AMEHSIEMOCTH WJIM HEB3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IpENapaToB s
MEIUIMHCKOTO TPUMEHEHHUs, CICJIaHHBIE B pe3yJbTaTeé 3TOTO0 CpaBHEHUS, O(GOPMIIIOTCS B BHUJE
MPWIOXKEHUS K 3aKIIOUYEHUI0 IKCHEPTOB MO (hopMe, YTBEP>KICHHOW YHNOJIHOMOYEHHBIM (herepanbHbIM
OpPraHOM MCIOJIHUTEIbHON BIACTH.

3. TlonmokeHusi HACTOALICH CTAaTbU HE PACHpPOCTPAHSIOTCA Ha pedepeHTHbIE JIeKapCTBEHHBIC
npenaparsl, JIEKApCTBEHHbIE PACTUTEIbHBIE MPENapaThl, TOMEONATHYECKUE JICKAPCTBEHHBIE MTpenapaThl U
JIEKapCTBEHHbIE TIperaparbl, KOTOPbIE pa3pelieHbl Uil MEIUIUHCKOTO mnpumMeHeHuss B Poccuiickoii
@denepanuu OoJiee IBAJIATH JIET M B OTHOIIEHUH KOTOPHIX HEBO3MOXKHO TMPOBEACHHUE MCCIICIOBAHUS HX
OMOPKBHUBAJIEHTHOCTH.

CraTtbAa 28. PeructpaymoHHoe yaocToBepeHue nekapcTBeHHOro npenapara

1. PerucrpanmoHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOrO MperapaTa C yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAACTCS OECCPOYHO, 3a HCKIIOYEHHUEM DPETHCTPALMOHHOTO YIOCTOBEPEHHS
JIEKApPCTBEHHOI'0 MIpernapara, BbIIaBaEMOro CO CPOKOM JIEUCTBHUS IIATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Pocculickoit @enepannu JeKapCTBEHHbBIE MPENapaThl.

2. Tlo ucrteyeHWW YyKa3aHHOTO B YacTH | HacTofledl cTaThu cpoka BbIaeTcs OeccpoyHoe
PEruCTPallMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOI'O IperapaTa MpH YCIOBUMU TMOJTBEPKACHHUS €ro
rOCy/1IapCTBEHHOW PETUCTPALIUU.

3. B cnygae BHeceHust B cooTBeTcTBUH co craThsimu 30 u 31 Hacrosmero denepanbHOro 3aKoHa
U3MEHEHUH B CoOJieprKalllMecss B PErUCTPALMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIA JIEKapPCTBEHHBIN
mpernapar JOKYMEHTHI, 3aTParuBalOIIUX CBEIEHUs, OTPAXCHHbIE B PETUCTPAIMIOHHOM YIOCTOBEPEHUU
JIEKapCTBEHHOTO Ipenapara, YHOJIHOMOYEHHbIH (efepaibHblii OpraH MCIOJHUTENBbHON BIIACTH BbIIAET
HOBOE PETHUCTPAllMOHHOE YIOCTOBEPEHHE JICKApCTBEHHOTO IIpenapara, CoJeprkallee BHECEHHBIE B HETO
W3MEHEHHUS.

(uactb 3 BBeneHa denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)

4. B caywyae yTpaTbl WM TOBPEXACHUS PETHCTPALMOHHOIO YJOCTOBEPEHHS JIEKAPCTBEHHOIO
npernapaTa IO 3asBJICHUI0 B NHCbMEHHON (QopMe [epkarenisi WU BiaJenblia PerucTpanoHHOTO
yIIOCTOBEPEHMS JIEKAPCTBEHHOT'O Tpenapara Uik YIOJIHOMOYEHHOTO UMM JIPYroro IpUANYECKOro JIUIa O
BblIaue AYyOJIMKaTa PerucTpaliMOHHOTO YJOCTOBEPEHMs JIEKAPCTBEHHOIO Ipernapara yINoJIHOMOYEHHBIH
(benepanbHBIA OpraH HCIIOTHUTEIHHON BIACTH B CPOK, HE MPEBBIMIAONINN JecITH pabounx JHEH co THS
MOCTYIUIEHUSI 3asBJICHMS, BbIJAaeT JyONMKAT pPETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemapaTta. 3a Bblgady OyOiHMKaTa PETUCTPALlMOHHOTO YAOCTOBEPEHHUs JIEKApCTBEHHOTO Tperapara
B3MMAETCs TOCYAapCTBEHHAS MOIIJIMHA B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickoint denepaunu o
Hajorax u coopax.

(uacTb 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)

Cratba 29. [lloarBepxaeHwe rocyAapCTBEHHOW perncTpauvu rekapcTBeHHOro
npenapara
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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1. IMoaTBepkaeHHE TOCYIAPCTBEHHON PETHUCTPAIlMU JICKAPCTBEHHOTO Iperapara OCYIIeCTBIISCTCS
pHu Bbaue OECCPOYHOr0 PETUCTPANMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipermapara B ciydae,
yKa3aHHOM B 4acTu 2 crtaTtbu 28 Hactosimiero denepasbHOro 3aKOHa, B CPOK, HE IPEBBIIAIOMINN
MIECTUICCATH padOYuX THEH CO JHS TOJTYYCHHs] COOTBETCTBYIOIIMM YITOJIHOMOUYEHHBIM (heepanbHbIM
OpraHOM HCIIOJTHUTEIBHOW BJIACTH 3asBJICHUS O TMOATBEPXKICHUM TOCYJApCTBEHHOW pETHUCTpaIiu
JIeKapCTBEHHOro mpenapara. He ocymiecTBisieTcss MOATBEPKACHUE TOCYIapCTBEHHOM perucrpanuu B
OTHOIIIEHUH JICKAPCTBEHHOTO TperapaTa, He HaXoauBIIerocst B oopamienuu B Poccuiickoit deneparuu B
TeueHue Tpex u OoJsiee JIeT, a TakKe B OTHOIICHHUU JIEKAPCTBEHHOTO CPEACTBA, MPOU3BEIECHHOIO C
HapylIeHueM TpeOOBaHMs, YCTAHOBIIGHHOTO 4acThio 3.7 cratbu 71 HacTosmiero deaepaibHOro 3aK0Ha.

2. 3asgBieHUE O MOJTBEPKACHUHM TOCYAApPCTBEHHON pPErucTpaluy JIEKapCTBEHHOTO Iperapara
MIPEJICTABIISIETCSl B COOTBETCTBYIOIINN YIIOJHOMOYEHHBIN (efiepanbHbIil OpraH UCIOJHUTEIbHON BIACTH
HE paHee dYeM 3a CTO BOCEMBJIECAT JIHEW JI0 HUCTEYCHHUS CpoKa JACHCTBUSA PErHUCTPALIMOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara.

3. IoaTBep:keHHe TOCYJapCTBEHHON PETUCTpAIMK JIEKAPCTBEHHOTO Mperapara OCYHIECTBISIETCS
[0 pe3yJbTaTaM 3KCIEPTH3bl OTHOLICHHS OXHMJIAeMOH IOJIb3bl K BO3MOXHOMY PHUCKY IHPHUMEHEHHs
JICKaQpCTBEHHOTO Iperapara Ha OCHOBAHUHU PE3yJIbTaTOB MOHUTOPHUHTA d(PPEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOTO  Iperapara, I[POBOAMMOIO JepXaTeleM WIM BIAJENbLIEM PErucTpaloHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOT0 Mpenapara JIM00 yIOJTHOMOYEHHBIM MU FOPUINYECKUM JIMIIOM, a TaKXkKe
COOTBETCTBYIOLIMM YIOJIHOMOUYEHHBIM (e/iepabHbIM OPraHOM HUCIOJIHUTENBHOM BIACTH B COOTBETCTBUU
¢ TpeboBaHUsAMU cTaTbi 64 HacTosiero denepalbHOIO 3aKOHA.

4. K 3asgB1eHu10 0 IOATBCPKIACHUU FOCYHapCTBeHHOﬁ perucrpanuu JICKApCTBCHHOI'O IIpCIiapara AJisd
MCIUIHUHCKOI'O IPpUMCHCHUS IPpUJIararoTCs:

1) JOKyMEHTBI, cojepXalue pe3ylabTaThl MOHUTOPUHIAa 3(PQPEeKTUBHOCTH U 0E30MacHOCTH
JIEKapCTBEHHOI'0 Ipernapara Juisi MEJUIMHCKOTO TPUMEHEHHs, IPOBEIECHHOTO JepKaTelieM WU
BIIQJIETIBLEM PETUCTPALIMOHHOIO yJOCTOBEPEHMsI JIEKApCTBEHHOIO IIpemnapara Uil MEAMIIMHCKOIO
NPUMEHEHHUsST MO0 YIOJHOMOYEHHBIM MM IOPUIUYECKHM JHUIIOM, 1O (GopMe, YTBEPKJIEHHOU
YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCTIOJIHUTENBHON BIIACTH;

2) KOIIMA JIMOCH3HMU Ha HOPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WM KOIIUA 3aKJIOYCHHA O
COOTBETCTBHHM  TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM TPaBUI  HaJAJexKallel
HpOHSBOI{CTBeHHOﬁ IMMPAKTHUKHU, BbIAAHHBIX YIIOJITHOMOYCHHBIM q)ellepaJ'IBHBIM opraHomMm HCIOJIHUTENLHOU
BJIACTU B OTHOILIEHWM MPOU3BOACTBEHHOH IIOIMIAJKHU JEKApCTBEHHOIO Mpernapara s MEAUIIMHCKOIO
MIPUMEHEHHUSI, TOCYJJTaPCTBEHHAsI PErUCTpPaIlHsl KOTOPOTO MOATBEP)KIAETCA B CIIy4ae, €CJIM MPOU3BOJICTBO
JIEKApCTBEHHOr'0 MperapaTa Jisg MEIUMUUHCKOrO NPUMEHEHHs ocyulecTBisieTcss B Poccuiickoit
denepanuu;

3) Komusi BBIJJAHHOM YIOJHOMOYEHHBIM OpPraHOM CTpaHbl NPOU3BOAMTENA JIMIIEH3UUM Ha
MPOU3BOJCTBO JICKAPCTBEHHOTO Mpernapara g MEIUIMHCKOrO MPUMEHEHUS U €€ MEPEBOJ HAa PYCCKHUI
SI3bIK, 3AaBEPEHHBIC B YCTAHOBJIICHHOM IIOPSJKE, a TaKXE KONHUsA 3aKIIOUECHHS O COOTBETCTBUHU
MIPOU3BOUTENSI JICKAPCTBEHHBIX CPEICTB TpeOOBaHUSM TIpaBUJ HAJJICKAIIEd MPOU3BOJICTBEHHOMN
MPAKTUKH, BBIJAHHOTO YIMOJHOMOYEHHBIM (eIepaibHBIM OpraHOM HUCHOJHUTENbHON BIacTH B
OTHOIIIEHWH TMPOU3BOJCTBEHHOW IUIONIAJKK JIEKQPCTBEHHOrO Mpemnapara sl  MEAUIHUHCKOIO
IPUMEHEHUSI, TOCYAApPCTBEHHAs PEruCTpauus KOTOPOro ITOATBEPKIAACTCS, WIM KOINHS PELICHUS
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YIIOJTHOMOYEHHOTO (heIepabHOIO OpraHa HMCIOJHUTENFHONW BIACTH O NMPOBEACHUU HWHCIEKTHPOBAHUS
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEACTB B CIIy4ae, €CIIM MPOU3BOJICTBO JICKAPCTBEHHOTO Mperapara Jijist
MEIULMHCKOT0 IPUMEHEHUS OCYIIECTBIISIETCS 3a npenenamu Poccniickont denepanun.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHNU OMOJOTUYECKHUX JICKAPCTBEHHBIX MPENapaTroB JUIsi MEAUIMHCKOTO MPUMECHCHHUS
3asiBUTENb JOMOJIHUTEIBHO MPEJCTABISIeT pPe3yJabTaThl MEPOINPHUATHI, MNPEAyCMOTPEHHBIX ILIAHOM
VIpaBIeHUS] PUCKAMH, YTBEP)KICHHBIM YIIOJTHOMOYCHHBIM (elIepaIbHBIM OPraHOM HCIOJHUTEIBHON
BJIACTHM TMPH OCYIIECTBICHUU TOCYAAPCTBEHHOM PETUCTPAllMU JIEKAPCTBEHHOIO IIpernapara s
MEJIUIIUHCKOTO MPUMEHEHHUS.

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

4.2. K 3asBJICHUIO O TOATBEPXKJICHUH TOCYIApPCTBEHHONW PETMCTpAIMM JICKApCTBEHHOTO MpenapaTa
JUIl BETEPUHAPHOI'O NPUMEHEHUs IMPHUJIAraroTcsl JOKYMEHTHI, COJepiKallue pe3ysiabTaTbhl MOHUTOPHHIA
3pGEKTUBHOCTH U OE30MaCHOCTH JICKAPCTBEHHOTO IIperapara il BETEPHHAPHOTO TPUMEHEHUS,
IIPOBOJIUMOIO JIep’KaTelieM WM BIAJENbLEM pPErMCTPAllMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOI'O
mpernapara JUisi BETEpUHAPHOTO MPUMEHEHHs OO YIIOJIHOMOYEHHBIM UM IOPUIMYECKUM JUIIOM, IO
dopme, YTBEpkKAEHHOW YHNOJIHOMOYEHHBIM (efepabHbIM OpPraHOM HCIHOJIHUTENBHOM BIACTH, MU
JIOKYMEHTHI, YKa3aHHbIE B MMyHKTax |, 2 - 2.2, mognynkrax "a", "6", "k", "n" nynkra 4 wactu 3 ctareu 17
Hacrosero denepaibHOro 3aKoHa.

(uacTsb 4.2 BBeneHa PenepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. C 3asBIeHUEM O NMOATBEPKACHUM IOCYIapCTBEHHON PErMCTPalMy JIEKAPCTBEHHOTO IIpernapara
3asBUTENb NPEJCTABIIACT KOMMUIO TOKYMEHTA, ITOATBEPKIAIOIIEr0 yIUIaTy rOCYJapCTBEHHOM MOIUINHEI 3a
MOJTBEPXKIEHUE IOCYJapCTBEHHON perucTpaliy JIEKapcTBEHHOTo Ipernapara, JM00 MOXKeT IpeaCcTaBUTh
YKa3aHHBIN JIOKYMEHT 110 COOCTBEHHOW MHUIMATUBE. B ciyuyae HenpeacTaBieHus: yKa3aHHOTO IOKYMEHTa
YIIOJIHOMOYEHHBIA  (pefiepasibHblii  OpraH  HMCIOJHUTEIbHOM BJAacTH MpoBepseT (aKT  yIIaThl
roCy/lapCTBEHHOM NOLUIMHBI 3asBUTENEM IOCPEIACTBOM HCIOJB30BaHUs HHPoOpManuu 00 yruiare
rOCYJJapCTBEHHOM MONUIMHBI, cojepxamieiics B ['ocygapcTBeHHON MH(pOPMAIMOHHOM CHCTEME O
rOCy/IapCTBEHHbIX M MYHHUIMIAJIBHBIX IJIaTeKaX, HA OCHOBAHUU IPEICTABICHHOW 3asBUTEJIEM KOIHHU
JOKYMEHTA, MMOATBEPHKAAIOIIErO YIUIATy FOCYAapCTBEHHON MOIIINHBI.

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

5. B Teuenuwe pecatu pabouux JHEHM CO JAHS TPUHITUS 3aiBICHUS O TMOJTBEPKICHUH
rOCyAapCTBEHHOM pPETUCTpaIlMu JIEKapCTBEHHOTO Ipernapara U JOKYMEHTOB, COJEPKAIUX PE3YJIbTaThl
MOHHUTOPHHTA YPPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara, mMpoBOJIUMOTO JIepiKaTeieM
WIM  BIAAENbLEM  PErUCTPAllMOHHOTO  YJOCTOBEPEHHs  JIEKapCTBEHHOro  mpemapara  Ju0o
YIIOJTHOMOYEHHBIM UMH IOPUAUYECKUM JTUIIOM, YIIOTHOMOYEHHBIHN (efiepanbHblidi OpraH UCTIOTHUTENBHOM
BJIACTHU:

1) mpoBOAUT TPOBEPKY MOIHOTHI CBEICHHM, COIEpKAIIUXCS B TPEJCTABICHHBIX 3asSBUTEIEM
JIOKYMEHTaXx;

2) NPUHUMACT PCIICHUC O IMPOBCACHUH WA 00 oTka3e B MPOBCACHUHN SKCIICPTU3bI OTHOUICHUA
O)KPIJI&GMOIZ IMMOJIB3BI K BO3MOXHOMY PHCKY MNPUMCHCHHUA JICKAPCTBCHHOI'O IIpCliapaTa Ha OCHOBAHUH
PE3YyJIbTATOB MOHUTOPUHIA BCP(I)CKTI/IBHOCTI/I 1 0e30MMacHOCTH JICKAPCTBCHHOI'O IIpfIiapaTa, MpOBOAUMOIO
ACPKATCIIEM HIIM BJIAACIBLIEM PETUCTPAIIMOHHOIO YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIp€Iiapara 00
YIIOJIHOMOYCHHBIM UMH IOPUANYCCKUM JIMIIOM, a4 TAKKE (bellepaJlBHBIM OpraHoM HUCIIOJIHUTEJIbHON BIIaCTU
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B COOTBETCTBUU C TpeOOBaHUsAMHU cTaThbu 64 HacTosero PenepajbHOro 3aKOHa;

3) yBemomuisieT B JJIEKTPOHHOW (opMe WM MHCbMEHHOH QopMme 3asBUTENS] M OIKCIEPTHOE
VUpEeXKIEHHUE O MPHUHITOM pPEIICHWHM MO0 B ClIy4yae NPUHATHS PEHICHHS 00 OTKa3e B MPOBEICHUU
AKCIIEPTU3BI YKA3bIBACT IPUUMHBI TAKOTO OTKA3a.

6. B ciydae BBIABICHHS HEJOCTOBEPHOCTH U (MJIM) HEAOCTATOUHOCTH MH(POPMALIUH, COIEpIKaIIEHCS
B IIPEJICTABJICHHBIX 3asBUTEIEM JOKYMEHTaX, YIOJIHOMOYEHHBIN (peepanbHblil OpraH MCIOJIHUTEIbHON
BJIACTU HANpPAaBISEeT 3asBUTENIO 3ampoc 00 YTOYHEHHMM YyKazaHHOW wuH(opmamuu. 3ampoc
YIIOJIHOMOYEHHOr0  (hefiepalibHOr0  OpraHa  MCIOJHUTEIbHOM  BJIACTM  MOXET OBITh  IepenaH
YIOJHOMOYEHHOMY IPEACTABUTEII0 3asBUTENS JIMYHO I10J PACIMCKY, HAIPaBJIEH IO IOYTE 3aKa3HbIM
IUCbMOM WIN NEpefaH B 3JEKTPOHHOM Gopme M0 TeIeKOMMYHUKALMOHHBIM KaHaiaM cBsA3M. B ciyuae
HaNpaBJICHUsl 3ampoca YIMOJIHOMOYEHHOro (hefepalbHOrO OpraHa HMCIOJHUTENBHONW BIIACTH IO IOYTE
3aKa3HbIM IIMCBMOM OH CYHUTAeTCA IOJYYCHHBIM 10 MCTEYCHMM ILIECTU JHEH C JaTbhl HalpaBICHUS
3aKa3HOT0 NMHUCHMA.

7. 3asBuTens 00s3aH MPEACTaBUTH OTBET HA 3alpoC YMOJIHOMOYEHHOTO (eaepaabHOro opraHa
HCIIOJIHUTEJILHOM BJIAcTU B CPOK, HE MPEBBILIAIONIUN AEBIHOCTA pa0OUMX AHEW CO JHS €ro MOJTYYEHHMS.
Cpok, yKa3aHHBIH B 4acTU 5 HACTOSIIEN CTaThH, MPUOCTAHABIMBACTCS CO JIHS HAIMPABIICHUS 3aSBUTEIIO
3ampoca YHOJHOMOYEHHOTO (elepajbHOro OpraHa HMCIOJHUTENBHONW BJIACTH O IHS TOJIYYECHUS UM
COOTBETCTBYIOIIETO OTBETA M HE YYUTHIBACTCA TMPU HUCUYHUCICHUM CpPOKa MOATBEPKICHUS
roCy/1lapCTBEHHON PErUCTpalliy JIEKApCTBEHHOTO IIpernapara.

8. OcHoBaHMEM /i1 OTKa3a B IPOBEACHUM SKCIEPTU3bl OTHOLIECHUSA OXHUAAEMOU IOJIb3bl K
BO3MOXXHOMY DPHUCKY NPHUMEHEHHUs JIEKAPCTBEHHOI'O Iperapara sBJSIeTCsl NPEJICTaBICHUE JTOKYMEHTOB,
COJIEp>KaIINX Pe3yNbTaThl MOHUTOPUHTA 3(P(HEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Tpernapara, u
(M) B OTHOLIEHMM OMOJOrMYECKHUX JIEKAPCTBEHHBIX IIPENapaToB pe3yJIbTaTOB OCYIIECTBIICHUS
MEPOIPUATHA B COOTBETCTBUU C IUIAHOM YIIPABJICHMSI PUCKaMH, YTBEP)KIEHHBIM YIIOJIHOMOYEHHBIM
(benepanbHbIM OPraHOM HMCIOJHUTENBHOM BJIACTU MPU OCYLIECTBICHUU TOCYIApCTBEHHOM perucTpanuu
JIEKapCTBEHHOTO Ipernapara, B HEMOJHOM 00beMe, OTCYTCTBUE HMH(pOpMAIMH, NOATBEpkKIatoen ¢GakT
yIUIaThl ~ TOCYJApCTBEHHOM  MONIIMHBI 32  IMOATBEP)KJIEHUE  TOCYJapCTBEHHOW  perucrpauuu
JIEKapCTBEHHOTO Tpernapara, JUOO HEMpeICTaBICHHE 3asBUTENIEM B YCTAHOBIEHHBIH CpPOK OTBETa Ha
YKa3aHHBII B dYacTM 6 HACTOSIIEW CTaThU 3alpoc YHOJHOMOYEHHOTO (elepalibHOrO opraHa
UCTIOJTHUTENIbHOM BJIACTH, a TAK)KE OTCYTCTBUE B YKAa3aHHBIX JOKYMEHTax MH(OpMaIuu, KoTopas 10JHKHA
OBITH B HUX OTpa)KeHa.

9. DkcmepTusza OTHOIICHHS OXHUAA€MON TOMB3bI K BO3MOXXHOMY PHUCKY TMpPUMEHEHUs
JICKApCTBCHHOT'O ITpf€riapara B LEIAX MOATBCPKIACHUA FOCynapCTBeHHOﬁ peructpanmu JCKApCTBECHHOTO
mpemnapaTa MpOBOJUTCS KOMHUCCUEH IKCIEPTOB SKCIEPTHOTO YUPEXKACHUS B CPOK, HE MPEBBIIIAIOIIHIA
COpoKa pabouyux ITHEMH.

10. B cinyuae HEZOCTAaTOYHOCTU MPEACTABICHHBIX JKCIEPTY MAaTEpUAIOB JUISl JAaud 3aKJIIOYEHUs
9KCHEepPT 00palaeTcss K pyKOBOAUTEIO SKCIIEPTHOIO YUPEXKICHHS O MPEJOCTABIECHUN €My HEOOXOAUMBIX
MaTepHaioB. PyKOoBOAMTENb SKCHEPTHOIO YUPEXKIAECHUS OOpaIlaeTcsi ¢ COOTBETCTBYIOIIUM 3alpoCOM B
YIIOJTHOMOYEHHBIN (enepalbHblil OpraH HCIOJHUTEIbHON BJIACTH, BBIJABIIMM 3a/laHUE HA MPOBEICHHE
JKCIIEPTU3bl OTHOILECHMS OXKUIAEMOH IIOJIb3bI K BO3MOYKHOMY PHUCKY INPHUMEHEHHS JIEKAPCTBEHHOIO
mpernapaTa Ha OCHOBAHMM JOKYMEHTA, COJEpXallero pe3yabTaThl MOHUTOPUHIA 3()(EKTUBHOCTH U
0€30IacHOCTH JIEKapCTBEHHOT' 0 TpenapaTa. B Teuenue nstu pabouux JHEH co THS MOCTYIUIEHUS 3ampoca
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PYKOBOJIUTENST AKCHEPTHOTO YUPEXKACHUS YyKa3aHHbBIM (elepanbHblii OpraH HCIOJHUTEIBHONH BIACTH
HaMpaBisieT 3asgBUTENIO 3aIpPOC O MPEICTABICHUHM HEOOXOIMMBIX MaTepUalIOB, KOTOPBIH MOXXET ObITH
IepeAad yIOJIHOMOYEHHOMY IIPEACTABUTENIO 3asBUTEN JIMYHO IIOJ PACIUCKY, HAIPABJICH II0 II0YTE
3aKa3HbIM IMCbMOM WJIM NI€peJaH B 3JIEKTPOHHOM popMe 1o TeIeKOMMYHHUKAI[MOHHBIM KaHallaM CBs3u. B
cllyyae HampaBJICHUS 3alpoca YMOJHOMOUYEHHOTO (efepaibHOTO OpraHa HCIOJHUTEIBHON BIACTH IO
II0YTE 3aKa3HBIM IMMCbMOM OH CUMTACTCS IOJYyYEHHBIM 10 UCTEUYECHUU IIECTH JHEH C AAaThl HAIIPABJICHUS
3aKa3HOro NKUChMa.

11. 3asBuTens 00s3aH MPEICTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (elepaibHOro opraHa
WCTIOJIHUTENIHOW BJACTH B CPOK, HE MPEBBIMAIONIMNA MIECTHACCATH pabOYMX JHEW CO JHA HOITYYEHUs
YKa3aHHOI'O 3anpoca. YTIOJIHOMOYEHHbIM (enepaiabHbIi OpraH MCIOJHUTEIbHOM BIACTH, BbIJABIIUMN
3aJlaHu€ Ha IIPOBEIEHUE OKCIEPTU3bl OTHOILIEHUS OXHAAeMOM IOJb3bl K BO3MOXKHOMY PHUCKY
IIPUMEHEHMs JICKapCTBEHHOIO IIpenapaTa Ha OCHOBAaHMM JIOKYMEHTA, COAEPI)KaIIEero pe3yJbTaThl
MOHUTOPHUHTA ((HEKTUBHOCTH U 0E30MaCHOCTH JICKAPCTBEHHOTO Iperapara, B TEUYCHHE ISITH pabodmux
JHEW cO JHA MOCTYIUIEHUS OT 3asBMUTENs OTBETA Ha 3alpoC YNOJHOMOYEHHOro (eaepaJbHOro opraHa
WCIIOJIHUTEJILHOM BJIACTH HAINPABJISIET 3TOT OTBET B OKCIIEPTHOE yUpekJeHue. B ciiydyae HenpeacTaBieHUs
10 UCTEUEHUH IIECTUECITH pabouux JTHEH 3asBUTEIEM OTBETa Ha yKa3aHHBIN 3allpOC YIOJIHOMOYEHHBIH
denepanbHBIA OpraH WCIHOJHUTEIBLHOW BIIACTH, BBIABIIMK 3aJlaHWE HA MPOBEICHUEC DKCIEPTU3HI
OTHOILICHMS OXKUIaeMON IOJIb3bl K BO3MOKHOMY PHMCKY NPHUMEHEHHUs JIEKapCTBEHHOI'O Ipernapara Ha
OCHOBAaHMHU JOKYMEHTA, COJEPKAIIero pe3ylbTaThl MOHHUTOPWHTA I(PPEKTHBHOCTH U OE30MACHOCTH
JIEKapCTBEHHOT'O IIpernapara, B TEUEHUE IATH pabouyux JHEH HampamisieT B HKCHEPTHOE YUpexJAeHUe
YBEIOMJICHHE O HENpPEJCTABICHUM 3asBUTEIEM OTBETa HA 3alpoC yKa3aHHOro opraHa. Bpems co nHs
HalpaBJICHUs 3ampoca HKCHEPTHOIO YYPEXKJIEHHs B  YIOJIHOMOYEHHBIH (enepalbHblii  Oprax
HUCIIOTHUTEIbHOM BJACTH A0 OHA MOJYUYCHHSA OSKCIHCPTHBIM YYPCKIACHUCM OTBCTAa Ha 3alpoC HIU
YBEIOMJICHHS. O HENpEACTaBIEHUN OTBETa Ha 3alpoc HE YYUTBHIBA€TCA IPU MCUMCICHHUU CpOKa
MMPOBCACHUA OKCIICPTHU3bl OTHOIICHHA O)I(HI[&GMOﬁ MMOJIb3BI K BO3MOXHOMY PHUCKY JIIPUMCHCHUA
JICKapCTBEHHOI'0 IIperapara Ha OCHOBAaHMM JOKYMEHTa, COAEPIKaIlIero pe3ysbTaTbl MOHMTOpPUHIA
3¢ (eKTUBHOCTH M 0€30IIaCHOCTH JIEKAPCTBEHHOTO Npenapara.

12. B cpok, He MpeBBIIAIONINI AecATH pabouux AHEW CO JHS MONYYCHUS 3aKIFOYSHHS] KOMHCCUU
SKCHEPTOB MO pe3yJabTaraM JKCHEPTU3bl OTHOLICHHS OXUIAAEMOM IMOJb3bl K BO3MOXXHOMY PHCKY
MPUMEHEHUS JIeKapCTBEHHOTO Ipernapara, COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIN (eaepaabHblii OpraH
HWCIIOTHUTETbHON BIACTH:

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

2) npUHMMaeT pelleHHe O TNOATBEPKJIECHUM TOCYAApCTBEHHOM perucTpanuy JIeKapcTBEHHOTO
npernapata wWid 00 OTKa3e B TOATBEPKICHUM TOCYJAapCTBEHHOW pErucTpanuy JIEKapCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPHUHATHH PELIEHUS O TMOATBEPKACHUU TOCYIJapCTBEHHON perucrpaunuu
JIEKAPCTBEHHOI'O IIperapara CBEIEHUs B T'OCYIAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBLAACT
3asBUTEIIO0 OECCPOYHOE PETUCTPALIMIOHHOE YOCTOBEPEHHE JIEKAPCTBEHHOTO IIpenapara.

13. OcHoBaHHEM IJI1 OTKa3a B NOATBCPIKACHUUN FOcyHapCTBeHHOﬁ pEerucTpann JCKapCTBECHHOI'O
npemapara ABJIFACTCA 3aKIHOUYCHUEC COOTBETCTBYIOIICTO YIIOJITHOMOYCHHOI'O (benepam)Horo oprana
HUCIIOJIHUTEILHON BIACTH O TOM, YTO PHCK NPUYUHCHHA BpCHa 3OOPOBHBIO YCIIOBCKA HJIM KHUBOTHOTO
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BCJIC/ICTBHE MIPHEMa JICKaPCTBEHHOTO TIperapara npeBsiaeT 3Q(GEeKTUBHOCTh €ro MPUMEHEHHUS.
(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B nmnepuon mpoBeneHUs MpOLEAYypbl MOATBEP)KIEHUS TIOCYAapCTBEHHON perucTpaunuu
JIEKapCTBEHHOT' 0 Ipemnapata ero odpaienue B Poccuiickoii @enepaniy He MPUOCTAaHABIUBACTCS.

15. HomyckaeTrcst oOpalieHue JIEKapCTBEHHBIX MPENaparoB il MEIUIIMHCKOTO MPUMEHEHHs 0
HCTEYEHUsl CpPOKa TFOJHOCTHU, MPOU3BEACHHBIX B TEUEHHE CTAa BOCBMUIECCATU KaJEHIAPHBIX JHEW IOCIe
JaThl TPUHATUS YHOJIHOMOYEHHBIM (DeJiepalbHbIM OpPraHOM WCIOJHHUTEIBHOM BIACTH PpEIICHUS O
MOATBEPK/ICHUU TOCYIapCTBEHHOW pEerucTpaiuu, B COOTBETCTBUU C HMH(MOpMaLUel, coaepkaiieiics B
JOKYMEHTaX PETrUCTPALlMOHHOIO JI0OCh€ Ha JIEKapCTBEHHBIM IpenapaT A0 JaThl INPUHATHS TaKOTO
peuieHusl.

Cratba 30. BHeceHMe Wu3MEeHeHMW B [OOKYMEeHTbl, coaepXxawwmecsa B
perucTtpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JeKapCTBEHHbIM npenapaTt And
MeAULIMHCKOro NpMMeHeHuns

1. B menax BHeceHUS W3MEHEHUW B JOKYMEHTHI, COJEpIKaIlUecs B PETUCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBIA MperapaT JUisi MEIUIMHCKOTO NPUMEHEHUs, Jep)KaTelb WIn
BIIQJIETIEl] PETHUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IMperapara WUid YIOJIHOMOYEHHOE WM
Jpyroe I0pUANYEcKoe MO (Jajiee B HACTOSIIEH CTaThe - 3asBUTENb) MPEJCTABIISAET B YIIOJIHOMOUYEHHBIH
denepanbHBI OpraH HCIOTHUTEIBHOW BJAcTU 3asBJICHHE O BHECEHHWU TaKMX H3MEHEHWil mo Qopme,
YCTaHOBJICHHOW YITOJIHOMOUYEHHBIM (heiepaIbHBIM OPTaHOM HCIIOTHUTEIHLHOW BIACTH, U TpUiIaraeMbie K
HEMYy M3MEHEHHsI B yKa3aHHBIE OKYMEHTBI, a TakKKe JOKYMEHTHI, MOATBEPKIAI0IIE HEOOX0IUMOCTh

BHECEHUS TAKUX U3MCHCHHUI.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. IIpu HE0OXOAMMOCTH BHECEHHUS B JJOKYMEHTHI, COJEPKAIMECS B PETUCTPAIIMOHHOM J0Che Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpernapar Uil MEIUIUHCKOrO NPUMEHEHUS, W3MEHEHMU,
YKa3aHHBIX B MyHKTE 3 4YacTW 2 HACTOSIIEH CTaThu M TPEOYIOIMUX MPOBEIECHUS SKCIEPTU3BI KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJHUTEIHLHO MPEJICTaBIsIeT B YIOIHOMOYEHHBINH (ernepalbHbIi
OpraH UCIOJHUTEIBbHON BJIIACTH KOIUIO JIMIIEH3UHU HA MPOU3BOACTBO JEKAPCTBEHHBIX CPEJICTB MU KOIIHIO
3aKJIIOUYEHUST O COOTBETCTBHM TIPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPaBUI
HaJyIeKaled TPOU3BOACTBEHHOW MPAKTUKHU, BBIJAHHBIX YIOJTHOMOYEHHBIM (eAepaabHbIM OpPraHoM
WCIIOJIHUTENBHON BIACTH B OTHOIICHWHM W3MEHEHHOW H (WJIM) JOMOJHEHHON MPOU3BOJICTBEHHOM
IUIONIAJKH JICKAPCTBEHHOTO IMpernapara, B Cilydae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOTO Ipernapara
ocymectBusiercs:s B Poccuiickoit ®eneparuu, au00 KONMUIO BBIJAHHOW YIOJTHOMOYEHHBIM OpPTaHOM
CTpaHbl TMPOW3BOIAUTENS JIMIEH3MU Ha IMPOW3BOACTBO JIEKAPCTBEHHOTO Mpenapara M €€ INepeBOoJ Ha
PYCCKHMH S3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IOPAJIKE, a TAKXKE KOIMIO 3aKJIIOYEHUS O COOTBETCTBUU
MIPOU3BOJUTENS] JICKAPCTBEHHBIX CPEICTB TPeOOBaHUSM TIpaBUJI HAJUIeKAIEH TMPOU3BOJICTBEHHOM
MPAKTUKH, BBIJAHHOTO YIMOJHOMOYEHHBIM (eiepaibHBIM OpPraHOM HCHOJHUTENbHOM BIacTu B
OTHOINIEHWH W3MEHEHHOW © (WJIM) JIOMOJIHEHHOW TMPOU3BOACTBEHHON TUIOMIAJKH JIEKAPCTBEHHOTO
npermnapaTa, Ui KOMUIO PElIeHUs] YIIOTHOMOYEHHOTO (hefiepalbHOr0 OpraHa UCTIOJHUTEILHON BIACTH O
MPOBEJICHUU WHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB B CiIydyae, €CJIM MPOU3BOJICTBO
JIEKapCTBEHHOTO ITperapara OCyILIeCTBIIAETCS 3a npenenamu Poccuiickon denepanni.

(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)
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1.2. Tlpu HEOOXOIUMOCTH BHECEHHUS B JIOKYMEHTHI, COJIEPKAIIMECS B PETUCTPAIMOHHOM JIOChE Ha
3apETrUCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipenapar il MEAMIMHCKOIO IPUMEHEHUs, W3MEHEHH,
YKa3aHHBIX B MyHKTE 4 4acTW 2 HACTOSIIEH CTaThbu M TPEOYIOIIMUX MPOBEJICHUS SKCHEPTU3bl KauecTBa
JIEKaPCTBEHHBIX CPEJICTB, 3asBUTEIb JOMNOJHUTEILHO MPEJICTABIsIET B YIOJIHOMOYEHHBINH (enepalibHbIi
OpraH UCIIOJIHUTEJIbHON BJIACTH KOIMIO JIMIIEH3UU HA MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB HIIU KOIIHIO
3aKJIIOYEHHUS O COOTBETCTBMM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPaBUII
HaJJIeXKAaIeld MPOW3BOACTBCHHON MPAKTUKU, BBIAAHHBIX YIIOJHOMOYEHHBIM (eAepaibHbIM OPraHoOM
WCIIOJTHUTEJIBHOM BJIACTH B OTHOILIEHWH MPOM3BOJCTBEHHOW IUIOIIAJIKU JEKApCTBEHHOI'O Iperapara, B
cly4dae, €ClIM IPOM3BOJCTBO JIEKAPCTBEHHOrO Ipernapara ocyuiectBisieTcss B Poccuiickoil denepanuu,
00 KONUIO BBIJIAHHOM YIIOJTHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOUTENS JIUIICH3UU HA TPOU3BOJCTBO
JIEKApCTBEHHOTO TperapaTa U ee MepeBo]l Ha PYCCKUM S3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM TOPSJIKE, a
TaK)X€ KOIMIO 3aKJIIOUEHHUSI O COOTBETCTBUU IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM
MpaBWJI HaJJIekKAIIed MPOU3BOJICTBEHHOW TMPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (eaepanbHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTH B OTHOLIEHUMM MPOU3BOACTBEHHON IIJIOIIAIKH JIEKAPCTBEHHOIO
nperapaTa, Wi KO0 PEIISHUS] YIIOJTHOMOYEHHOTO (eIepaTbHOrO OpraHa MCIIOJTHUTEILHOW BIACTH O
MIPOBEACHUU MHCIIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEJCTBA B CIIy4ae, €CJIM MPOU3BOJICTBO
JIEKapCTBEHHOTO Iperapara OCylIeCTBIIAETCS 3a npenesiamu Poccuiickoit denepanni.

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

1.3. [lpunsAtue peunieHuss O BHECEHUM HU3MEHEHUW WIJIM 00 OTKa3e BO BHECCHHM W3MEHEHUUN B
JOKYMEHTBI, COJEep>Kallfecss B PETUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIA JIEKapCTBEHHBIH
npenapar Jijisi MeIUIIMHCKOTO IPUMEHEHUS, B CIIydae HEOOXOUMOCTH IIPOBEICHUS SKCIIEPTH3bI KauecTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) DKCHEPTU3bl OTHOIICHUS OKHUIAEMOW MOJIb3bI K BO3MOXXHOMY PHUCKY
MIPUMEHEHHUS JICKAPCTBEHHOTO Tpenapara i MEAUIIMHCKOTO MPUMEHEHHS OCYIIECTBISIETCS B CPOK, HE
MIPEBBILIAIOIINM IEBIHOCTA pa0OUYUX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIAIONINN TPUAATH
paboumx IHEHW CO JHS TPHHSITHS YIIOJTHOMOYCHHBIM (eepalbHBIM OPTaHOM HCIIOJTHHUTEIHLHOW BIACTH
3asiBJICHUS O BHECEHUU TaKUX U3MEHEHHI.

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

2. DKcnepTr3a JIEKApCTBEHHBIX CPEJCTB B YACTH IKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHOTO CPEACTBA U
(unn) SKCIEepTU3bl OTHOLLIEHUS 05KMJIa€MOU TOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHMSI JIEKapCTBEHHOTO
npenapara Jiisi MEAULUHCKOTO IPUMEHEHUSI IPOBOAUTCA B ClIy4ac BHECEHHs] U3MEHEHMH B JOKYMEHTHI,
coJlepKalMecs B PETUCTPAlMOHHOM JOChE Ha 3aperHCTPUPOBAHHBIN JIEKApCTBEHHBIM IIpenapar, B
OTHOIICHUH:

1) cBeneHuil, yka3aHHBIX B HHCTPYKUMH [0 MEIHWLHUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO
npenapara:

a) JIeKapcTBEHHasl popMa ¢ yKa3aHMEM HaUMEHOBAHMN M KOJIMUYECTBEHHOT'O COCTaBa JIEHCTBYIOIIMX
BEIIECTB U KaUeCTBEHHOTO COCTaBa BCIIOMOTaTENIbHBIX BEUIECTB (IIPU HEOOXOIUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTaTeJIbHBIX BEIIECTB);

6) dapmakoguHamMuka M (QapMakOKMHETHKa (32  UCKJIIOYEHHEM  (apMaKOKHHETHKU
rOMEOTATHYECKUX JIEKAPCTBEHHBIX MPEMAPaTOB M PACTUTEILHBIX JIEKAPCTBEHHBIX MTPETIApaTOB);

B) TMOKa3aHud i1 IPUMCHCHUS

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

e) YKa3aHHUC BO3MOXHOCTH H 0COOEHHOCTEH IIPUMEHCHUA JICKApCTBCHHOI'O IIpf€riapara I
MCIUIHUHCKOI0O IMPHUMCHCHUSA 6epeMeHHLIMI/I JKCHINWMHAMHM, OJKCHIIMHAMHU B 1ICpUOS TI'PyAHOrO
BCKapMJIMBaHHs, 1€TbMHA, B3pOCIIBIMU, UMCIOIIIUMHU XPOHHYCCKUEC 3360HeBaHI/IH;

) PEKUM J03UPOBAHUS, CIIOCOOBI BBEIECHUS M MPUMEHEHUS, P HEOOXOIMMOCTH BpeMsl IpHeMa
JIEKapCTBEHHOI'O IIpenapara, MpOoJOJDKUTENBHOCT JICYEHUSA, B TOM YHUCIIE y ACTEeH 10 U IOCIE OJHOTO
roja;

3) BO3MOJKHBIC TOOOYHBIC ICHCTBUS U HEXeNaTeIbHbIC PEAKIIUU ITPU MPUMEHEHUH JICKAPCTBEHHOTO
npernapara;

1) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO TOMOILH TPH MEPEI03UPOBKE;
K) B3aUMOJIEMCTBHE C APYTUMHU JIEKAPCTBEHHBIMHU IIpenapaTaMy U (WIN) TUILEBbIMU IPOIYKTaMU;
1) (GOopMBI BbIITyCKa JIEKAPCTBEHHOI'O Ipenapara;

M) ykazaHue (IpH HEOOXOIMMOCTH) OCOOCHHOCTEH JEWCTBHS JICKAPCTBEHHOTO Iperapara Mpu
MIEPBOM MIPHEME UJIHU MPHU €r0 OTMEHE;

H) CBCACHHUA O BO3MOXHOM BJIMSAHHU JICKAPCTBCHHOI'O IIperiapara AJid MEAULUHCKOTO IMPUMCHCHUA
Ha CII0COOHOCTh YIIPaBJEATh TPAHCIIOPTHBIMHA CPEACTBAMU, MCXAHU3MAMMU,

0) CpPOK TOAHOCTH M yKa3aHHWE Ha 3alpeT MPUMEHEHHUs JICKaPCTBEHHOTO Ipenapara Mo UCTCUCHHUH
CpOKa TOJHOCTH;

1) YCJIOBUS XpaHEHUS;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mpenapara Jijisi MeJUIIMHCKOTO PUMEHEHHS;

3) u3MeHeHus1 MecTa MPOU3BOJICTBA JICKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO TPUMEHEHHUS;

4) u3MeHeHus Mokas3aTeyieil KauecTBa JIEKapCTBEHHOTrO IMpernapaTa i MEAUIIMHCKOTO MPUMEHEHUS
U (MJIM) METO/I0B KOHTPOJI KayecTBa JIEKAPCTBEHHOTO Mpernapara Julsi MeAMLIMHCKOTO TPUMEHEHHUS;

5) HN3MCHCHUA CPOKA I'OJHOCTH JICKAPCTBCHHOTO Iperiapara AJisi MCAUIIUHCKOI0 MPpUMCHCHUS

6) cBeneHuil 0 HEOOXOAMMOCTH BHECEHMsI MHBIX M3MEHEHUH B MHCTPYKLHUIO MO METUIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOI'O Tperapara, a Takke B MHbIE JOKYMEHTBI, coOJepxaliuecs B
PETUCTPALIMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKapCTBEHHBIN Npenapar. [Ipum sToMm pemeHue o
MIPOBEJICHUN OKCIEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB U (WJIM) SKCIEPTH3bl OTHOIICHUS
OKUJAEMOH IOJIb3bl K BO3SMOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOT'O IIpenapara AJis MEIULUHCKOTO
MIPUMEHEHUSI IPUHUMAETCSI B COOTBETCTBUU C YTBEPHKIEHHOM yIOIHOMOUYEHHBIM (efiepaibHbIM OpraHOM
UCTIOJHUTENIBHOW BIIACTH KJacCH(UKalueld M3MEHEHUH, BHOCHMBIX B JIOKYMEHTHI, COJiepKalluecs B
PETUCTPALIMOHHOM JIOChE Ha 3apernCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpernapar.
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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, COJICPKAIIMECS B PETUCTPALIMOHHOM JIOChE
Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpemapar [yl MEIULHMHCKOrO IPUMEHEHMS, Hapsaly ¢
JIOKyMEHTaMH, YKa3aHHBIMHU B 4acTH | HacTOAIIEH CTaThH, 3asIBUTEINb MPEICTABISIET KOMU JOKYMEHTOB,
MOATBCPIKAAOIUX YIIATY I‘OC}’Z[&pCTBGHHOfI MONUIMHBI 3a BHCCCHUC B NOKYMCHTHLI, COACPKAIIUCCA B
PETHCTPAllMOHHOM JIOCh€ Ha 3apEerHCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpemapar Uil MEIHIUHCKOTO
NPUMEHEHHS, WU3MEHEHUH, TpeOyIOIMX MPOBEACHUS AKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B YACTH
HKCIIEPTU3bI KAYeCTBA JIEKAPCTBEHHOTO CPEACTBA M (MJIHM) SKCIIEPTU3bI OTHOLICHUS OKHIAeMOM TOJIB3bI K
BO3MOXXHOMY PHUCKY I[PUMCHCHHUA JICKAPCTBCHHOT'O IIpfliaparta I MCAUIMHCKOIO IPHUMCHCHUA,
rOCY/IapCTBCHHOW IMOLUTMHBI 32 BHECEHUE B JIOKYMEHTBI, COJIEPIKAIMECs] B PErUCTPAlMOHHOM J0ChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar il MEIMIUHCKOTO NPUMEHEHUS, W3MEHEHHM, HE
TPeOYIOIMX IPOBEICHHUS HKCIEPTU3bl JICKApCTBEHHOI'O CPEJICTBA, JMOO BIOpaBEe IPEICTABUTH I10
COOCTBEHHOI HHUIMATUBC YKA3aHHBIC JOKYMCHTBI. B cJIydyac UX HCIPEACTABIICHUA yHOJIHOMO‘{eHHBIf/'I
(benepasbHBI OpraH HCIOJHUTEIBHOW BIACTH NPOBEpAET (aKT YIUIAThl TOCYAapCTBEHHBIX MOILIMH
3asBHUTEIIEM TMOCPEICTBOM HCIOJIB30BaHUS HWHPOpPMAaLUMK 00 YyIUlaTe TOCYJapCTBEHHBIX IOIUINH,
cozxepikameiics B ['ocygapcTBeHHOM HH(OPMAMOHHON CHCTEME O TOCYJapCTBEHHBIX U MYHHUIIMITAIBHBIX
IJI1aTCXax, Ha OCHOBAHUHW NPCACTABJICHHBIX 3aABUTCICM KOITUH JOKYMCHTOB, IOATBCPKAAOMINX YILIATY
rOCy/1apCTBECHHOW MOIIIHHBL.
(uactsb 3 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. B Teuenue necatu pabouux JHEH co JHS NOCTYIJIEHUs YKa3aHHOIO B 4acTH | HacTosIel cTaTbu
3asBICHUS W HEOOXOIUMBIX JIOKYMEHTOB YIIOJHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTEIHHON
BJIACTHU:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJACHUH, COAEpKAIMXCS B IPEACTaBIECHHbIX
3asBUTEJIEM MaTepHUallax;

2) IPUHUMAET PEIICHUE O MPOBEJACHUN YKA3aHHBIX B YACTH 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIIUX
AKCIIEPTH3 JIEKAPCTBEHHOTO CPEICTBA WIIH 00 OTKA3€ B UX MPOBEICHUU;

3) yBenoMJsieT B AJIEKTPOHHOW WJIM MTUCHMEHHOW (opMe 3asBUTENSI O TMPUHSATOM PEIICHUH WJIH B
cllydae TMPUHATHS pemieHuss 00 OTKase B MPOBEACHMM COOTBETCTBYIOIIEH JKCHEPTHU3BI C yKa3aHUEM
MIPUYMH TAKOTO OTKa3a.

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

4.1. B ciydae BBIABICHHS HEIOCTOBEPHOCTH CBEIEHHH, COICPKALIMXCS B IPEICTaBICHHBIX
3asBUTEJIEM MaTepHajax, yIOJHOMOUYEHHBIN (erepaabHblii OpraH MCIOJIHUTENFHON BIACTH HalpaBlisieT
3asBUTENIIO0 3alpoc 00 YTOYHEHWM YKa3aHHBIX CBeAeHWH. [laHHBIM 3ampoc MokeT ObITh TepenaH
YIIOJIHOMOYEHHOMY IPE/ICTABUTENIO 3asSBUTENS JIMYHO IO PACIUCKy, HAlpaBiIeH MO MOYTE 3aKa3HbIM
MUCHMOM WJIM TIEpEJaH B 3JEKTPOHHON (opMe MO TEeIEeKOMMYHHUKAIMOHHBIM KaHalaM CBs3H. B ciydae
HampaBJIeHUs] JaHHOTO 3aIpoca M0 MOYTe 3aKa3HbIM MMCbMOM OH CUMTAETCS MOJYYE€HHBIM MO0 UCTEUEHUH
IIIECTH JTHEH C AaThl HAPABJICHUS 3aKa3HOTO MTUChMA.

(uacTs 4.1 BBeneHa @enepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. 3agButens 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YMOJIHOMOUYEHHOro (efepalbHOro opraHa
UCTIOJHUTENILHOW BJIACTU B CPOK, HE MPEBBILAIOMIMNA JEBIHOCTa pabouyuX IHEH cO JHSA MOTYy4eHUs
naHHOro 3ampoca. Cpok, yKa3aHHbIM B 4acTH 4 HACTOAIIEH CTaTbW, NPUOCTAHABIMBAECTCS CO JHSA
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HAaIpaBJICHUS 3asSBUTENIO 3alIpOCA YIIOJIHOMOYEHHOTO (he/iepalbHOr0 OpraHa UCIOJTHUTEIbHOM BIACTH 10
IHSA TOJYyYeHHS UM OTBETa Ha JAHHBIA 3alpOC M HE YYUTHIBACTCS MPHU MCUUCICHUU CPOKA MPHHATHA
pelieHrsi 0 BHECEHWHM HM3MEHEHUH B JOKYMEHTBI, COJEpKaIlMecss B PETHUCTPAlMOHHOM JOChe Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar sk MeIUIIMHCKOTO IPUMEHEHUSI.

(uacTsb 4.2 BBeneHa PenepasibHbIM 3aKk0HOM OT 25.11.2013 N 317-®3)

5. OcHOBaHMEM AJI OTKa3a B IPOBEIEHUM YKa3aHHBIX B 4acTU 2 HACTOSIIEH CTaThbU SKCIEPTU3
SBIISICTCA TPEICTABICHUE JJOKYMEHTOB, IEPEUYUCIICHHBIX B YacTsAX | ¥ 3 HACTOAILICH CTaThU, B HEMTOJTHOM
o0beMe, HEINpEJCTABICHUE 3asBUTEIEM B YCTAHOBJCHHBI CPOK OTBETa Ha YKa3aHHbBIM B uactu 4.1
HACTOALIEH CTaTbU 3aIPOC YIIOJIHOMOYEHHOTO ()eIepabHOr0 OpraHa UCIOJIHUTENbHON BJIACTH, a TaKKe
OTCYTCTBHE B  IPEJICTABIEHHBIX JIOKyMEHTAaX  JOCTATOYHBIX  CBEJECHUH, MOATBEPXKIAFOIIUX
HEOO0XOAMMOCTh BHECEHUSI U3MEHEHUH, UM OTCYTCTBHE MH(OPMALIMH, MMOATBEPKAAOMIECH (DaKT yraTel
rOCyJJapCTBEHHBIX MOLUINH, YKa3aHHBIX B YaCTH 3 HACTOSILEH CTaThH.

(B pen. @enepanbubix 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4aCTU 2 HACTOSIIEH CTAaThbU DKCHEPTU3BI MPOBOASTCS B MOPSIKE, YCTAHOBICHHOM
crathelt 23 Hacrosiero depaepaabHOTO 3aKOHA.

7. B cpok, He IpeBbIIAOIINN JecaTh pabouux JHEH co JHA MOJNy4eHMs 3aKIHYEeHUI KOMHCCUH
AKCIIEPTOB MO pe3ysbTaTaM YKa3aHHBIX B 4YaCTH 2 HACTOSIIEH CTaThbH SKCHEPTHU3, YIMOJIHOMOYCHHBIN
(benepanbHbIi OpraH UCIOJHUTEIBHOMN BIIACTH:

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

1) npuHUMaeT peleHrue O BHECEHUN U3MEHEHHH B IOKYMEHTBHI, COIepKaIlliecs B PErUCTPAllHOHHOM
JIOChE Ha 3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar Mg MEIUIUHCKOTO MPUMEHEHHS, WU 00
OTKa3€ BO BHECEHUM TaKUX U3MEHEHUMU;

2) BHOCHUT B TOCYJapCTBEHHBI pEeCTp JIEKaPCTBEHHBIX CPEJCTB HAa OCHOBAHWU PEUIEHUS O
BHECECHMM  W3MEHEHMH B  JOKYMEHTBI, COJAEpXallUMecs B  PETUCTPAllMOHHOM  JOChE  Ha
3aperuCTPUPOBAHHBIM JIEKApPCTBEHHBIM IpenapaT s MEIUIUHCKOTO TPUMEHEHHUs, HEeO0OXOIUMBbIe
M3MEHEHUs U BO3BPAILAET UX 3as1BUTEIIO;

3) BBIZAET 3afBUTEII0 HOBOE PETHUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO IIpernapara B
Clly4ae U3MEHEHHMs CBEACHUM, COJIEPKAILIUXCS B HEM.
(m. 3 BBennen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHuMeM /i1 OTKa3a BO BHECEHHM HW3MEHEHUH B JIOKYMEHTBI, COJAEprKaluecs B
PETUCTPAlMOHHOM JOChE€ Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMpenapar g MEIUIMHCKOTO
MIPUMEHEHHUS, SBISETCS 3aKJII0UEeHUE YIOTHOMOYEHHOTO (hefiepaibHOr0 OpraHa UCTIOJHUTEILHOW BIACTH
0 BO3MOXHOCTH CHIDKEHMsI 0€30MacHOCTH, KadecTBa, d(PPEKTHBHOCTH JIEKAPCTBEHHOTO CpPEJICTBA B
CJIy4yae BHECEHMS TaKUX U3MEHEHUN.

9. Jlomyckaercs oOpaleHue JIeKapCTBEHHBIX MPENnapaToB Il MEIUIIMHCKOTO MPUMEHEHHS [0
HCTEUYEHUsI CPOKa FOJAHOCTHU, IPOU3BEACHHBIX B TEUEHHE CTa BOCBMUJIECATU JHEW MOCIE AaThl TPUHATHUS
YIOJIHOMOYECHHBIM (heJIepaIbHBIM OPTaHOM UCITOJIHUTEIIHON BJIACTU PEIICHUS O BHECCHUH U3MECHEHHH B
JOKYMEHTBI, COJAEpXalluecs B PETUCTPAIIMOHHOM JOChe, B COOTBETCTBHH C WH(pOpMaIuei,
coJepKaliecss B JOKYMEHTax pPETUCTPAIlMOHHOTO JOCh€ Ha JIGKQpCTBEHHBIM Tpermapar 10 JJaThl
MPUHSITHS TAKOTO PELICHUS.
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(uactb 9 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Cratba 31. BHeceHne wu3MeHeHUU B  OOKYMEHThI, coaepxawumecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIM JeKapCTBEHHbIM npenapaTt Ans
BeTePMHAPHOro NpMMeHeHu s

1. B nmensx BHeceHUS W3MEHEHUH B JIOKYMEHTBI, COJAEpIKAIIMECS B PETUCTPALMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOTO NPUMEHEHUS, AepiKaTelb WIN
BJIa/I€NIEl] PErMCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO Iperapara WUid YIOJIHOMOUYEHHOE UM
Jpyroe I0pUANYECcKOe JIUIO (Jajiee B HACTOSIICH CTaThe - 3asBUTENb) MPEJCTABIIAET B YIIOJIHOMOYEHHBIH
(benepanbHBIE OpraH HCIIOJHUTEIFHONW BIIACTH 3asBJICHHE O BHECEHMM TaKUX W3MEHEHHH 1o Qopwme,
YCTaHOBJICHHOW YIIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOIHUTEIBLHOM BIACTH, U MpuUilaraeMbie K
HEMY M3MEHEHHS B yKa3aHHBIC JIOKYMEHTBHI, a TAKXKe JTOKYMEHTHI, MOATBEPKIAIOIINE HEOOXOIUMOCTD
BHECEHUS Takux u3MeHeHui. [Ipy HeoOX0IMMOCTH BHECEHUSI U3MEHEHUH B IOKYMEHTHI, COepKalluecs B
PETUCTPAllMOHHOM JIOChE€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar i BETEPUHAPHOTO
NPUMEHEHUS, B CIy4asX W3MEHeHHs ¢ (WIu) JOIMOJIHEHUS TPOU3BOJACTBEHHOM  IUIOIIAJKU
JIEKapCTBEHHOI'O CPEJICTBA, a TaKKe M3MEHEHHs IoKa3aTesleld KauecTBa JIEKapCTBEHHOrO Mpernapara Jyis
BETEPUHAPHOTO MPUMEHEHUS U (MJIM) METOAOB KOHTPOJS KayecTBa JIEKAPCTBEHHOTO Mpemnapara Jis
BETEPUHAPHOTO IMPUMEHEHUS 3asiBUTEIb JIONOJHUTEIbHO MPEACTABISET B  YINOJIHOMOYEHHBIN
benepanbHBI OpraH UCIIOJHUTENBHON BIACTH CIEAYIONINE JOKYMEHTBI:

1) KOIIMA JIMOCH3UWKW Ha IPOU3BOJACTBO JICKAPCTBCHHBLIX CPCICTB, BBII[&HHOﬁ MMPOU3BOJUTCIIIO
JICKApPCTBCHHOT'O IIpIiapaTta sl BETCPUHAPHOI'O IPUMCHCHUA, JIA pOCCHﬁCKHX HpOI/IBBO,Z[I/ITCJIeﬁ;

2) Kxomus JMIEH3UU Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BBIJIAHHON IPOU3BOJIUTEIIIO
(bapmarieBTHUECKON CyOCTaHIIMM, BXOJALIEH B COCTaB JIEKAPCTBEHHOIO Mpernapara Jjsl BETepUHAPHOTO
IIPUMEHEHUS, JUIsl POCCUMCKUX ITPOU3BOIUTEIICH;

3) KoOmus TOKyMEHTA, BEIIAHHOTO YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbI TPOU3BOIUTENS A KaXKI0M
MPOU3BOACTBEHHON TUIOIIAJAKN JIEKAPCTBEHHOIO0 Mpenapara JJisi BETEPUHAPHOTO NPUMEHEHUS U
MOATBEPHKIAIOIIETO COOTBETCTBUE IMPOU3BOJIUTENS JIEKAPCTBEHHOIO Mpenapara TpeOOBaHUSAM MpaBHII
HaJUIeKAIEed IPOU3BOACTBEHHONM IIPAKTUKH, W €ro IIepeBOJ HAa PYCCKUM A3BIK, 3aBEPECHHBIC B
YCTAHOBJICHHOM TIOPSIJIKE, a TAK)KE KON 3aKJIFOYEHUSI O COOTBETCTBUU IIPOU3BOJUTEIS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHUSIM  TpaBWUJ  HAJIEXKAIIEH  MPOW3BOJICTBEHHOW  MPAKTUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM HCIOIHUTENBHON BIACTH Ui Ka)XJOH MPOU3BOJICTBEHHOM
TJIOMIAIKM JIEKAPCTBEHHOT'O TMpernapara il BETEPUHAPHOTO MPUMEHEHHS, JIMOO KOMHUS DPEIICHUs O
IPOBEJICHUN MUHCIIEKTUPOBAHMS IIPOU3BOJIUTEIIS JIEKAPCTBEHHBIX CPEACTB, PUHITOTO YIIOJIHOMOYEHHBIM
(dbenepaibHBIM  OpPTraHOM HMCIOJHUTEIBHON BJIACTH JUISl KaXJIOW MPOM3BOJCTBEHHON TUIOMIAJKU
JIEKapCTBEHHOI'0 Ipenapara JJisi BETEPUHAPHOIO MPUMEHEHHUS. Y Ka3aHHbIE JOKYMEHTBI IIPEACTABIISIIOTCS
B Clly4ae, €CJIH MPOW3BOJCTBO JIEKAPCTBEHHOrO TMpenapara Mg BETEPUHAPHOTO MPUMEHEHUS
ocyliecTBisercs 3a npeaenamu Poccuiickoit @enepanuu;

4) xomusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTENS
bapmarieBTUYECKOM cyOcTaHIun u MIOJITBEP K IAIOLLETO COOTBETCTBHUE IIPOU3BOIUTEIIS
dapmaleBTHUECKO CcyOCTaHIIMHU, BXOAAIIEH B COCTAaB JIEKAPCTBEHHOTO IMpemnapara Jjisi BETEpUHAPHOTO
IpPUMEHEHHs, TPeOOBaHUSAM NPaBWI HaJUIeKAleH NPOU3BOJCTBEHHOM NPaKTHUKH, M €ro IMepeBoj Ha
PYCCKHMIl  S3bIK, 3aBEpPEHHbIE B YCTAHOBJIIEHHOM TIOpsAJKE, B Cllydae, €CiId IPOU3BOJICTBO
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(hapmaleBTHUECKOM CyOCTaHIIMM OCYIIECTBIsIETCS 3a peaenamu Poccuiickoit deneparuu.
(dactb 1 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHeHuss u (WIK) JOMOJHEHUS MPOU3BOJCTBEHHOW TIUIOMIAJKU JIEKAPCTBEHHOIO
CpelcTBa JOKYMEHTBI, YKAa3aHHbIE B 4YacTM | HACTOsIIEW CTaTbu, NPEACTABISIIOTCA 3asBUTEIEM B
OTHOIIEHUH M3MEHSAEeMOM U (MJM) JOMOJHSIEMON IPOU3BOACTBEHHOM IUIOIAJKU JIEKAPCTBEHHOTO
cpenctBa. Pemienrie 0 BHECEHUM U3BMEHEHUI B JOKYMEHTBI, COACPKALIUECS B PETUCTPALIMOHHOM JIOChE Ha
3apEeTrUCTPUPOBAHHBIN JICKAPCTBEHHBIH Mpenapar AJisi BETEPUHAPHOTO MPUMEHEHUs, M 00 OTKa3e B MX
BHECEHUU MPUHUMAETCS B Cllydae HEOOXOAUMOCTH MPOBEICHUS IKCIEPTU3BI JIEKAPCTBEHHOI'O CPE/ICTBA B
CPOK, HE MPEBBIMAIONINIA IeBIHOCTA pabounX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIIAIONIIHA
TPUALIATH pabOYMX JHEU CO JTHS MPUHATUS YIOJHOMOYEHHBIM (eiepaibHbIM OpraHOM HCIOIHUTEIbHOM
BJIACTH 3asIBJICHUS O BHECEHUU TAaKUX U3MEHEHUII.

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

2. B cinydyae BHeceHUsI U3BMEHEHUN B JOKYMEHTBI, COJIEP)KAIIMUECS B PETUCTPAIMOHHOM JOChE Ha
3apETUCTPUPOBAHHBINA JICKAPCTBEHHBIN IpenapaTr i BETEPUHAPHOTO IPHUMEHEHHS, B OTHOIICHUH
CBEJIEHUH, yKa3aHHbIX B mojamynkrax "e", "x", "k", "na", "H", "c", "x" nmynkra 7 wactu 3 crarbu 17
Hacrosiero denepaabHOTO 3aKOHA, U3MEHEHHUS M (WMJIM) JIOTIOJHEHHMS MPOM3BOJCTBEHHON ILIOIIAJKU
JIEKAPCTBEHHOT'O CPEJCTBA, a TaKXkKe B CIydae HM3MEHEHHsS IOKa3aTelied KadecTBa JICKAPCTBEHHOTO
mpenapara i BETEPUHAPHOTO INMPUMEHEHHMS W (WJIM) METOJO0B KOHTPOJII KadecTBa JICKApCTBEHHOTO
npenapara Jyisi BETEPUHAPHOTO MPUMEHEHHUs MPOBOJUTCSA HKCIEPTU3a JIEKAPCTBEHHOT'O CPEACTBA st
BETEPUHAPHOTO TMpUMEHeHHs. B ciaydae HEOOXOIMMOCTH BHECEHHS WHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepKalrecs B PETUCTPAIlMOHHOM JOCh€ Ha 3apEeTMCTPUPOBAHHBINA JIGKAPCTBEHHBIM Mpemnapar s
BETEPUHAPHOTO IPUMEHEHUS, IKCIIEPTH3a JICKAPCTBEHHOT'O CPEACTRA JIJII BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJIUTCA.

(B pen. @enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. C 3asBI€HUEM O BHECEHUU U3MEHEHUH B IOKYMEHTBHI, COJEPIKAIINECS B PETUCTPALIMOHHOM J0ChE
Ha 3apervuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipemapar Juis BETEPUHAPHOTO NPUMEHEHUs, Hapsay cC
AOKYMCHTAaMH, YKa3aHHbIMK B  4acCTHU 1 HaCTOHmeﬁ CTaTbd, MPCACTABIAIOTCA JOKYMCHTHI,
MOJTBEPXKIAIOINE YIJIATy TOCYAapCTBEHHOW IMOLUIMHBI 3a BHECEHHME B JOKYMEHTHI, COJepXKalluecs B
PErMCTPAalMOHHOM J0ChE€ Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM INpemnapar il BETEPUHAPHOIO
IPUMEHEHMs, W3MEHEHUH, TpeOylolMX MPOBEACHUS HKCHEPTU3bl JIEKAPCTBEHHOIO CpeACTBa IS
BETEPUHAPHOTO MPUMEHEHMUSI, UJIM U3MEHEHH, He TPeOYyIOIKX MPOBEACHMSI SKCIIEPTU3bI JIEKAPCTBEHHOTO
CpezAcTBa /sl BETEPUHAPHOTO IPUMEHEHUSI.
(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

4. B cpok, He MpeBBIIIAOMUN 1ecATH pabounx JHEW co THS MOCTYIUIEHUS YKa3aHHOTO B YacTH |
HACTOAIIEH CTaThbU 3asBJIEHUS M HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (enepalbHblil opran
UCIIOJIHUTENIBHOH BJIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHHH, COAEpKAIIMXCS B MPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET peleHUue O MPOBEJCHUH IKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEACTBA AJIl BETEPUHAPHOIO
PUMEHEHHS WK 00 OTKa3e B €€ MPOBEICHUHY;

3) yBenoMisieT B MUCbMEHHOU (opMe 3asiBUTEIN O MPUHATOM PEIIEHUU WM B Cllydae MPUHATHUS
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peuicHu-d 00 oTKase B MMPOBCACHUH OKCIICPTU3bI JICKAPCTBCHHOI'O CpPCACTBA I BCTCPHHAPHOI'O
IIPUMEHCHUSA C YKa3aHUEM IIPUYKMH TaKOro OTKasa.

4.1. B cityyae BbISIBJICHUSI HEJOCTOBEPHOCTHU U (WJIM) HEIOCTATOUYHOCTH CBEJICHUMN, COICPKAIINXCS B
MIPE/ICTABJICHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJIHOMOYEHHBINH (efepanbHblii OpraH HCIOJHUTEIbHOM
BIIACTH HANPABIISET 3asABUTENIO 3alpoc 00 YTOYHCHHWH YyKa3aHHBIX CBEJICHUH. 3ampoc MOXKET OBITh
nepesiaH yroJIHOMOYEHHOMY HPEICTaBUTEI0 3asBUTENA [0/ PACHKCKy, HAIPaBJIEH IO MOYTE 3aKa3HBIM
MMMCHMOM WJIM TI€PE/IaH B JIEKTPOHHOHN (hopMe MO TEIIEKOMMYHHKAIIMOHHBIM KaHaiaMm CBsi3u. B ciydae
HaIpaBlIeHUs 3ampoca 00 YTOYHEHUH YKa3aHHBIX CBEICHUH MO MOYTE 3aKa3HbIM MUCbMOM OH CUHUTACTCS
MOJIYYEHHBIM 110 UCTEYEHUU IIECTH JIHEU ¢ JaThl HAIIPABJICHUS 3aKa3HOTO MHUChMa.

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

4.2. 3agButens 00s3aH MPEACTABUTH OTBET HA 3aMpOC YIMOJTHOMOYEHHOTO (eAepabHOrO OpraHa
UCIIOJIHUTENILHON BJAcTU B CPOK, HE MPEBBIMAIONIMN JeBSHOCTa pabouux AHEW CO AHS TMOTYYECHUS
naHHoro 3ampoca. Cpoku, ykazaHHble B 4yacTu 1.1 Hacrosieil craTbd, MPUOCTAHABIMBAIOTCS CO JHSA
HAIpPAaBIICHUS 3asIBUTEIIO 3aIpOca YIOJIHOMOUYEHHOTO (eIepalIbHOTO OpraHa UCTIOJHUTENIBHOM BIaCcTH J10
JHSL TIOJyYeHWs OTBETa Ha JAHHBIM 3alMpoCc W HE YYUTHIBAIOTCS NPH HCYHCICHUHM CPOKAa MPUHSATHUS
pellleHrss O BHECEHWH H3MEHEHH B JOKYMEHTHI, COJEp>Kallhecs B PETUCTPALMOHHOM JOChe Ha
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mperapar JAJi BETEPUHAPHOTO TPUMEHEHHUS.

(uacTsb 4.2 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHuMeM M OTKa3a B MPOBEJCHUU OKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA JUIf
BETEPHHAPHOTO MPUMEHEHHs SBISETCS NPEACTABICHUE JOKYMEHTOB, YKa3aHHBIX B dacTsax | u 3
HaCTOHHIef/'I CTaTbu, B HECIIOJIHOM o0BeEME HIIH OTCYTCTBHC B MIPCACTABJIICHHBIX JOKYMCHTAaX JOCTATOYHBIX
CBEJCHUH, TOATBEPXKIAIOMMX HEOOXOJMMOCTh BHECEHHs WM3MEHEHHH, JIMOO HelpecTaBIeHHe
3asBUTEJIEM B YCTAHOBJICHHBII CPOK OTBETa Ha yKa3aHHbIM B yacTu 4.1 HacTosled CTaTbU 3ampoc
YIIOJTHOMOYEHHOT0 (heZiepaaIbHOro OpraHa UCTIOIHUTEIBHON BIIACTH.

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

6. DKkcnepTu3a JIEKapCTBEHHOIO CPEACTBA Ul BETEPUHAPHOTO NPUMEHEHMS B LIEISAX BHECEHMS
W3MEHEHUH B JOKYMEHTBI, COJEp)KalllMecs B PEruCTPALMOHHOM JOCh€ Ha 3aperucTpUPOBAHHBIN
JIEKapCTBEHHBI @Ipernapar Uil BETEPUHAPHOIO INPUMEHEHMs, OCYLIECTBIIAETCI B  IOPSJKE,
YCTaHOBJIEHHOM cTaTbel 24 HacTosmero denepajbHOro 3aK0Ha.

6.1. B cpok, He MpeBBIMIAIONINKA MATH padOYMX JHEWU CO JHS MONYYEHHUs 3aKIIOYEHUS KOMHCCHH
AKCHEPTOB IO pe3yJibTaTaM YKa3aHHOW B YacTH 2 HACTOSIIEH CTAaThbW AKCHEPTHU3bI, YIOJIHOMOYECHHBIN
(benepanbHBIA OPraH UCMOTHUTENBHON BIACTH:

1) npyHUMaeT peleHre O BHECEHUU U3MEHEHHH B IOKYMEHTBI, CO/Iep Kallliecs: B peTUCTPallMOHHOM
JI0ChE Ha 3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar JUlsl BETEPUHAPHOIO MPUMEHEHHsI, UK 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHUI;

2) BHOCUT B TOCYJapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJACTB HAa OCHOBAHWMU PEUIEHUS O
BHECEHMM M3MEHEHMH B  JIOKYMEHTBI, COJep’Kallfecss B  pPETrUCTPAllMOHHOM  JIOChe  Ha
3apEeTUCTPUPOBAHHBIN JIEKapCTBEHHBI Mpernapar Ui BETEPUHAPHOTO INPUMEHEHUs, HeoOXOTuMble
M3MEHEHHUS U BO3BpAIllaeT 3TU JJOKYMEHTHI 3asiBUTEIIO.

(uacTsb 6.1 BBeneHa @enepanbHbIM 3ak0HOM OT 22.10.2014 N 313-D3)
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6.2. B ciiyuae BHeceHUsI U3BMEHEHUN B JIOKYMEHTBI, COAEPIKAILMECS B PETUCTPALIMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIN  JIEKAPCTBEHHBIM Iperapar [yl BETEPHUHAPHOTO NPUMEHEHHs, B 4YacTH,
KacammeﬁCﬁ U3MCHCHHUSA U (I/IJII/I) JOIIOJITHCHUA HpOI/I3BOI[CTB€HHOﬁ IIomaaKu JICKapCTBCHHOI'O
npernapara, MpH IpPEJACTABICHUHU 3asBUTEIIEM B COOTBETCTBUU C IIYHKTOM 3 YacTH | HACTOSIICH CTaTbu
KOIIMK PCHICHUA YIIOJIHOMOYCHHOI'O CI)CZ[Gp&JILHOFO opraHa HUCIIOJIHUTEIBLHOU BJIACTH O IMPpOBCACHNU
WHCIICKTUPOBAHUS MTPOU3BOIUTEINS JICKAPCTBEHHBIX CPENCTB CPOK, YKa3aHHBIA B vacTH 6.1 HacTosmien
CTaTbu, NPUOCTAHABIIMBACTCA CO OHA IMOJYYCHHUSA 3aKIIIOUYCHUSA KOMHCCHU SKCICPTOB O AHA MPUHATHA
YIIOJTHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM UCIIOJHUTEIBHOM BIIACTH PEIICHHS O BBIAAYE MU 00 OTKa3e B
BbLJAYC 3aKIIHOYCHHA O COOTBCTCTBUHU IMPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB Tp€6OBaHI/I$IM MpaBHJI
Ha/IJIKAIIeH TPOU3BOJCTBEHHOM MPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMbJIECIT Pa0OYMX JTHEH.

(dactb 6.2 BBeaeHa denepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHMEM [UIsi OTKa3a BO BHECEHUM W3MEHEHHH B JOKYMEHTBI, COJEpJKaluecs B
PETUCTPALlMOHHOM JI0OChE€ Ha 3apeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapar i BETEPUHAPHOTO
IPUMEHEHHUS, B CIydasx, He TPeOYIOIINX MPOBEICHUS HKCIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA, SIBJISETCS
MPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4yacTAx | W 3 HACTOSIIEH CTaThH, B HEMOIHOM OOBEME HIU
OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX CBEJIEHHUI, KOTOPbIE JOJDKHBI OBbITh B HUX OTpPa)KeHbI, JTUOO
HEIpPEJICTaBICHUE 3asBUTEIEM B YCTAaHOBJEHHBIH CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuieu
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heiepalbHOTO OpraHa UCIIOJIHUTEIbHOMN BIACTH.

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

7.1. OcHoBaHWeM MJi1 OTKa3a BO BHECEHUM H3MEHEHHMH B JOKYMEHTBHI, COJAep)Kalluecs B
PErMCTPAallMOHHOM J0ChE€ Ha 3apEerMCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOIO
MPUMEHEHUS, B CIydasx, TPeOYIOIIMX MPOBEACHUS DKCIEPTU3BI JIGKAPCTBEHHOTO CPENICTBA, SBIISIETCA
3aKJIFOUYCHUE YIIOJTHOMOYECHHOTO (heepaqbHOr0 OpraHa WCIOJHUTEIBHOW BJIACTH O BO3MOXKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(PPEeKTUBHOCTH JICKAPCTBEHHOIO IMperapaTa BCIEACTBHE BHECEHUS
W3MEHEHUHN B yKa3aHHBIC JOKYMEHTHI, OTKAa3 YIOJTHOMOYEHHOTO (peAepaaIbHOTO OpraHa UCIOJHUTEIbHON
BJIACTH B BBIJaue 3aKIIOYCHHS] O COOTBETCTBUH MPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
MpaBWJI HaJUIeKallell MpOU3BOJACTBEHHOW NPAKTUKM B Cllydyae HW3MEHEHMs U (WIM) JOMOJHEHHUS
MIPOU3BOJCTBEHHON IUIOIIAJKUA JIEKAPCTBEHHOrO IIpenapara, €CiId MPOU3BOJCTBO JIEKAPCTBEHHOIO
npernapara Jjisi BETepUHApHOr0 MPUMEHEHUsI OCYIIECTBIseTcs 3a npeaenamu Poccuiickoit denepannu,
WJIM OTCYTCTBHUE 3TOTO 3aKJIFOYEHUSI.

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

8. Jlomyckaercs oOpallleHHe JeKapCTBEHHBIX IPENaparoB JUIsl BETEPUHAPHOTO NPUMEHEHUs 10
HCTEYEHHUsI CPOKA TOJHOCTH, MMPOU3BEACHHBIX B TEUEHUE CTa BOCBMUJIECATH JAHEW MOCIE JaThl TPUHSITHS
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH PELIEHHs O BHECEHUM MU3MEHEHUI B
JIOKYMEHTBI, COZiepKallliecss B PETUCTPALIMOHHOM JI0ChE Ha JIEKapCTBEHHBIH IpernapaT, B COOTBETCTBUU C
uHpopManuen, coaepkalieics B JOKyMEHTaX PerucTpallMoOHHOTO 1I0Che Ha JIEKApCTBEHHBIN Mpenapat J10
JaThl IPUHATUS TAKOTO PEICHHUS.

(uactb 8 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW permcrpauuvm fieKapCTBEHHOro npenapara
Pemenue 06 OTMCHEC I‘OCY,Z[&pCTBCHHOfI perucTpaiu JCKApCTBCHHOTO IIpCliapaTa U UCKIHOUYCHUN

JICKApCTBCHHOT'O Ipfriapata HW3 TOCYAapCTBCHHOI'0 peeCTpa JICKAPCTBCHHBIX CPEACTB IMPUHHUMACTCA
YIIOJIHOMOYCHHBIM (I)C,[[epaJIBHBIM OpraHomMm HCIIOJIHUTENLHOM BIACTH B cJyydac:
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1) npeacTaBiIeHUs: COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (e/iepaTIbHBIM OPraHOM HCTIOTHUTEIBHON
BJIACTU 3aKIIOYEHHUS O PUCKE WIM 00 Yrpo3e 310pOBbIO, JKU3HU 4EIOBEKAa WIM JKUBOTHOIO IpHU
NPUMEHEHUH JIEKapCTBEHHOI'O TMperapara, MpeBhIIAonmX ero 3(QeKTuBHOCTh, MO pe3yibTaTam
OCYILECTBIISIEMOI0 UM MOHUTOPUHIa 0€30I1aCHOCTH JIEKAPCTBEHHOTO IIperapara;

2) mojmaym JeprKaTelieM WIH BJIAJCIbIIEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapara HWId  YIOJHOMOYCHHBIM WM JIDYTMM FOPUAWYCCKHM JIMIIOM 3asBIICHUS 00 OTMEHe
rOCy/IapCTBEHHOW PETUCTPAIlMH JICKAPCTBEHHOTO Mpenapara;

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

3) HENOATBEP)KIAEHUS FOCYAAPCTBEHHOM PErHCTpalMM JIEKapCTBEHHOI'O Ipenapara 1o HCTEYEHUU
CpOKa JACUCTBHSI PETHCTPALIMOHHOIO YAOCTOBEPEHUS, BBIIAHHOI'O HA IIATH JIET;

4) HenpeACTaBICHUS 3asiBUTEIEM HH(OPMAIIMH, KOTOPask MOKET TOBJIeYb 32 c000i HEOOXOIMMOCTh
BHECEHHSI N3MEHEHUI B IOKYMEHTBHI, COAEPIKAIUECS B PErUCTPAIMOHHOM JI0ChE Ha 3apEerHCTPUPOBAHHBIHI
JIEKapCTBEHHBIN TMpemnapar, B TeUeHUE TPUALIATH padOUunX JHEH CO AHS HACTYIUICHUS dTUX U3MECHCHHUI;

5) ocyuecTBICHHs TOCYIapCTBEHHONW pErucTpaluy JIEKapCTBEHHOro Ipernapara IoJl TOPrOBBIM
HAMMCHOBAHUCM 3apCruCTpUpOBAHHOI0 pPaHEC IIOA 3TUM TOProOBbIM HAMMCHOBAHHUCM JICKAPCTBCHHOI'O
npernapara, OTJINYAIOLIerocs KaYeCTBEHHBIM COCTABOM JICHCTBYIOIINX BEILECTB;

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

6) OCYIIECTBICHHS TOCYJAPCTBEHHOM PETUCTPAIlUK OJHOTO U TOTO XK€ JICKAPCTBEHHOTO Tpernapara B
OTHOIICHWM OJHOTO W TOTO K€ JepiKareis WU BIIAJENblla PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JICKQpCTBEHHOT'O TMpernapara B BUAC ABYX M 0oJjee JIGKApCTBCHHBIX NpenapaToB MOJ pPa3IHYHBIMU
TOPrOBHIMH HAMMCHOBAHUSIMU;

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

7) BBIHECEHHMSI CYZIOM pELIeHMs O HapyUIeHUH MpaB MpaBoodagaTenss 00beKTOB UHTEUIEKTYaIbHON
COOCTBEHHOCTH NPH 0OpaIlleHNH JIEKapCTBEHHBIX CPE/ICTB;

8) OTCYTCTBHS JIEKApCTBEHHOT'O Tperapara B oOpamieHuu B Poccuiickoit denepannui B TeueHUE
Tpex u bornee Jer;
(. 8 BBeeH DenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-D3)

9) HeBHINONHEHHWS JepXaTeleM WM  BJIAJAebIleM  PETUCTPALMOHHOTO  YAOCTOBEpPEHUs
JIEKApCTBEHHOT'O TIpernapara JU00 yMOJIHOMOUYEHHBIM UMHU JIPYTUM IOPUIUYECKUM JUIIOM MEPOTPUSTHIA
no oOecrneyeHn0 Oe30MacHOCTH JIEKAPCTBEHHBIX IPEMapaToB, YCTAHOBJICHHBIX YIMOJIHOMOYEHHBIM
(dbenepaibHBIM OpPraHOM HCIIOJHUTEIHHOM BJIACTH B COOTBETCTBMM C dYacTsmMu 3 u 4 cratbu 64
HacTosiero denepanbHOro 3aK0HA, B paMKax OCYIECTBICHUs (papMaKkoHaaA30pa;

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

10) orkaza nepkarens WIM BiaJeNblla PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapaTa JIMO0 YMOJIHOMOYEHHOTO MMM JIPYroro HOPHIMYECKOro JIMIAa OT BHECEHUS W3MEHEHUU B
MHCTPYKLHUIO II0 IPHUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapara, KacaroIIMXCsl HOBBIX IOATBEPKIACHHBIX
JAHHBIX O TOM, YTO PUCK MPUUYMHEHUS Bpela 3/I0pPOBBIO YEIOBEKA WJIU KMBOTHOTO BCIIEJICTBUE IpHUEMa
JIEKapCTBEHHOTO Mpenapara npeBblaeT 3(p(HEeKTUBHOCTh €r0 MPUMEHEHHS.

(m. 10 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)
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CraTtba 33. locyaapCcTBEeHHbIN peecTp NieKapCTBEeHHbIX CpeacTB

l. T'ocynapCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEACTB COJAEPKUT IIE€PEUEHb JIEKAPCTBEHHBIX
MpemapaToB, MPOIMIEANINX TOCYIAPCTBEHHYIO PETUCTPAIIHIO, IEPEUYCHb (papMaIeBTUUYECKUX CyOCTaHIUH,
BXOJIAIIMX B COCTAB JIEKAPCTBEHHBIX MIPEMApaTOB, U CIEAYIONIYI0 HHPOPMAIUIO:

1) B OTHOIIIEHHUH JIEKAPCTBEHHBIX IIPENapaToOB:

a) HAMMCHOBAHME JIEKAPCTBEHHOIO Tpenapara (MeXIyHapoJHOE HEMaTeHTOBAaHHOE, WU
TPYIIHPOBOYHOE, WM XUMUIECKOE U TOPrOBOC HAUMEHOBAHWS ),
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nexapcTBeHHas (popMa ¢ yKazaHHEM JTO3UPOBKH JICKAPCTBEHHOTO IpenapaTa M ero KOJMYecTBa B
MOTPEOUTENHCKOM YIIaKOBKE;

B) HAUMEHOBAaHUE JIEP)KATENsI MM BIIA/ICbIIa PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara U CBEJCHHS O PETHCTPAlldU JIepKaTessl WIH BIIaJielblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JICKapCTBCHHOT'O TIperapara Juisi MeIUITMHCKOTO MPUMEHEHHS B KQ4eCTBE HAJIOTOIUIATEIIbIINKA B CTPAHE
peructpanyu (sl pOCCUHCKUX FOPUANYCCKHUX JIUI] - UICHTU(DUKAIMOHHBIA HOMEpP HAJIOTOIUIATEIbIINKA
(MHH), nuyist ”HOCTpaHHBIX IOPHIMYCCKUX JIUIT - CTPaHA PErHCTPAIN, HAMMEHOBAHUE PETUCTPUPYIOIIETO
opraHa, perucTpalMOHHBIA HOMEp, KOJ HAJOTrOIUIATENbIIMKA B CTPaHE PETUCTPAMK (MHKOPIIOPAIINHN)
WJTU €0 aHaJor);

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

F) HAaMMCHOBAHUC WU aJIpC€C MPOU3BOAUTCIIA JICKAPCTBCHHOI'O IMperiapaTta U CBCACHUA O pECrucCTpalun
NPOM3BOAMTENS  JIGKAPCTBEHHOTO  Tpermapara JUli — MEAWIMHCKOTO NPUMEHEHHs B  KayecTBe
HAJIOTOIIATENbIIMKA B CTpaHE  perucrpamuu (VIS POCCHHCKMX  IOPUAWYECKHX — JIHIl -
UACHTUDUKAIIMOHHBI HoMep Hanoromiarenbiuka (MHH), s MHOCTpaHHBIX HOPUAMYECKUX JHI -
CTpaHa pETrHCTpaluy, HANMEHOBAHHWE PETUCTPUPYIOIIETO OpraHa, PpEeruCTPalMOHHBIA HOMEp, KO
HAJIOTOIJIATENbIIMKA B CTPaHe PErucTpaluu (MHKOPIIOpAIMK) IIM €r0 aHaJIor);

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

1) (dapmakoTepaneBTHUeCKas rpyImma, KOJ{ JIEKApCTBEHHOT'O npenapara o
aHaTOMO-TEpareBTHUECKO-XUMHUYECKON KilacCU(pUKalliU, peKOMEeH10BaHHOW BceceMupHol opranuzanuent
3paBOOXpaHEHUS;

(nmm. "n" B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)
€) MoKa3aHusl U MPOTUBOMNOKA3aHUS K MPUMEHEHUIO JIEKapCTBEHHOI0 IpernapaTa;
) MOOOYHBIE IEWCTBUSA JIEKaPCTBEHHOTO Mpernapara;
3) CPOK T'OJIHOCTH JIEKapCTBEHHOI'O IIpernapara;
M) YCIIOBHS XpaHEHHUS JICKAPCTBEHHOTO TIpeTapara;

K) YCIOBUA OTITYCKA JICKAPCTBCHHOI'O IIpCiapara,
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J) HOMep QapMakomeWHOW CTaThl WIM B ClIy4ae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOM
JOKYMEHTAIK J100 HOPMATUBHOTO JOKYMEHTA;

M) JaTra TOCYJapCTBEHHON PETHUCTpAllMH JIEKAPCTBEHHOIO Tperapara W €ro perucTparuOHHBINA
HOMEp, JlaTa 3aMEHbl PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKApPCTBEHHOTO Mperapara Ha OeccpoYHOe
pPETUCTpAIIMOHHOE  YAOCTOBEPEHHE JIEKapCTBEHHOI'O IpenapaTa, Jara [OAa4yd  3asBICHUS O
MOJITBEPKICHUN TOCYIapCTBEHHOW PETUCTpAallMKd  JICKAPCTBEHHOTO Iperapara, Jara OTMEHBI
rOCy/IapCTBEHHOW PETUCTPAIINU JICKAPCTBEHHOTO MMpenapara;

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

H) KAQ4ECTBEHHBIH COCTAaB U KOJUYECTBEHHBIM COCTaB JCHCTBYIOLIMX BEHIECTB M Kau€CTBEHHBIMN
COCTaB BCIIOMOTaTeIbHBIX BELIECTB JICKAPCTBEHHOTO Mpenapara;
(nn. "H" BBeneH denepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-03)

0) uHpopmarrs 000 Bcex pa3pelIeHHbIX BUAaX BTOPUYHOM (TOTPEOUTENHCKOI) YITAaKOBKY;
(nm. "o" BBeneH denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03)

M) Jara TPUHITHS PEHIeHHs O BO3MOXHOCTH pacCMaTpHUBaTh JIEKAPCTBEHHBIA MpemapaTr IpU
rOCy/IapCTBEHHON PETUCTPAIlMU B KadecTBe Op(haHHOTO JICKApCTBEHHOTO Mpernapara;
(nm. "n" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

p) HaJu4uhe JIEKApCTBEHHOrO Ipenapara B IE€pPeYHE XU3HEHHO HEOOXOAMMBIX U BayKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB;
(nm. "p" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

C) HaJIMYME B JIEKAPCTBEHHOM IpernapaTe HApKOTUYECKUX CPEICTB, ICHUXOTPOMHBIX BEIIECTB U HX
MPEKYypCOpPOB, MNOMJIECKAIIMX KOHTpoJito B  Poccuiickoii  @enepaunr, B  COOTBETCTBHH  C
3aKkoHonarenscTBOM Poccuiickon denepanuu, MeXyHapogHeIMU forosopamu Poccutickoit @enepannu,
B ToM uucine EauHOoil KOHBEeHIHMEW o HapkoTmueckux cpenactBax 1961 roma u KonBeHumeit o
MICUXOTPONHBIX BemecTBax 1971 roxa;

(. "c¢" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uH@OpMalMsl O TOM, SBIAETCA JM JaHHBIA JIEKQPCTBEHHBIM TMpemapaT pedepeHTHBIM
JIEKApCTBEHHBIM TIPENapaToM;
(nm. "T" BBeneH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

y) CBEIEHUS O IMojaye 3asBJICHUS O BHECEHWU H3MEHEHUl B JIOKYMEHTBI, COJepXalliuecs B
PETUCTPALIMOHHOM JIOChE Ha JIEKApCTBEHHBIN IIpenapar;
(nm. "y" BBeeH ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynpranrllntoc: npumeuanue.

WNndopmaniisg o B3auM03aMEHSIEMOCTH JIEKAPCTBEHHBIX MPEnapaToB JJii MEIULUHCKOIO MPUMEHEHHS
NOJJIEKUT BKJIIOYEHHMIO B TOCYIAapCTBEHHBIN PEECTp JIEKApCTBEHHBIX cpeAcTB ¢ 1 sHBaps 2018 roga
(DenepanbHblii 3akoH 0T 22.12.2014 N 429-03).

&) cBeseHUs 0 B3aMMO3aMEHIEMOCTH JISKapCTBEHHOIO IpenapaTa;
(nm. "¢" BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)
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X) CPOK BBEJICHUS JIEKAPCTBEHHOTO IpernapaTa B rpakIaHCKHI 000poT;
(. "x" BBeneH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOUICHUH (hapMaIleBTUYECKUX CYOCTaHIIHI:

a) HauMMeHOBaHUE (hapMalleBTHUECKON CyOcTaHIMM (MEXIyHAapOJHOE HENaTeHTOBAHHOE, WU

TPYIIHPOBOYHOE, WM XUMUYECKOE U TOPrOBOEC HAUMEHOBAHWS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) HaMMEHOBAaHUE U AJPEC MPOU3BOAUTENS (PapMaleBTHUECKON CyOCTaHIINN;
B) CPOK TOAHOCTH (papMaIrieBTUIECKON CYOCTaHIUY;
I') yCJIOBUS XpaHEeHUs (hapMaIleBTUYECKON CyOCTaHIINH;

n) Homep ¢apMakoneWHOl cTaTbu WM B CIy4yae €€ OTCYTCTBHS HOMEP HOPMAaTHUBHOM
JOKYMEHTAIH JINOO HOPMATHUBHOTO JIOKYMEHTA;

e) Hanuuue (papmareBTUUYECKONH CYOCTaHIIMU B MEpPEUYHE HAPKOTUUECKHX CPEACTB, MCHUXOTPOMHBIX
BEIIECTB M HMX IPEKYPCOPOB, MOJIEKAIIMX KOHTPOJO B Poccuiickoit denepaunu, B COOTBETCTBUU C
3aKkoHoarenbcTBOM Poccuiickoit denepanuu, MexxayHapoaAHbIMU JoroBopamu Pocculickoit @enepannu,
B TOM uuciae EnuHoil koHBeHIMEW o HapkoTuueckux cpeacrBax 1961 roma m KouBeHuueid o
MCUXOTPONHBIX BemlecTBax 1971 ropa.

(. "e" BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. ®apmarieBTHYecKas cyOCTaHIMs, MPOU3BEACHHAS AJIS pealu3alyu, MOXKET ObITh BKJIIOYEHA B
rOCy/lapCTBEHHBI PEECTP JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHUM 3asBJICHUS pPa3pabOTUMKa WIH
IIPOM3BO/IUTENS JIEKAPCTBEHHOI'O Cpe/CcTBa JMOO YIOJIHOMOYEHHOTO UMM IOPUIUYECKOro JHLA IMpHU
YCIIOBUM TPOBEJCHHUS B OTHOIIEHWH TakKoM QapManeBTUUYECKOW CyOCTaHIIMM SKCHEPTHU3bl KayecTBa
¢dapmarieBTHUECKOH CyOCTaHLIMU B TMOPSAJIKE, YCTAaHOBJIEHHOM cTatheill 34 Hacrosiuero denepaibHOro
3aKkoHa. B oTHomeHMM (QapManeBTUYECKUX CYOCTaHLMN, MPOU3BEIEHHBIX Uil pealu3aluu, B
rOCYJJapCTBEHHOM peecTpe JEKapCTBEHHbBIX CPEACTB COJAEPKHUTCS CleAyIoLIast HH(OpMaIHs:

1) HammeHoBaHME (apMaleBTUUYECKOW CyOCTaHUIUU (MEXIyHapOJHOE HENAaTeHTOBAaHHOE, WIN
IPYNIUPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);

2) HauMEHOBaHUE, a/Ipec MPOU3BOAUTENS (apMalleBTUYECKON CyOCTaHIIMH, a TaKKE€ B OTHOIICHUU
JIEKapCTBEHHBIX CPEACTB Ul MEJUIMHCKOTO NPUMEHEHMS CBEIEHUS O PETHCTpalMM IPOU3BOIUTEIS
(dapmalleBTUUECKO CyOCTaHIIMM B KauecTBE HAJOrOIJIaTeNbUIMKAa B CTpaHe perucTpauuu (s
POCCUIMCKHMX IOPUAMYECKHX JIMI - HACHTU(PHUKAIMOHHBIM HoMep Hanorortarensiumka (MHH), s
MHOCTPAHHBIX IOPUINYECKHUX JIMI[ - CTpaHa PErucTpallviy, HAMMEHOBAaHUE PErMCTPUPYIOIIET0 OpraHa,
pEerucTpaliMoHHBI HOMEp, KOJ HaJlOromiaTelbIuKa B CTpaHe PErucTpaluu (MHKOPHOpalWK) WIH ero
aHaJjor);

(m. 2 B pen. @enepanbpHoro 3akona ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (papMarieBTUIECKOM CyOCTaHITNN;

4) ycnoBusi XpaHeHus: papMarieBTUYECKON CyOCTaHINH;
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5) Homep (apmakoneiHOH cTaThM JMOO B Clydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIMM UM HOPMATUBHOT'O IOKYMEHTA;

6) Hannmuue (GapMaleBTUICCKOW CYOCTaHIIMM B MEPEYHE HAPKOTHYECKUX CPENICTB, MCUXOTPOITHBIX
BEILIECTB M UX MPEKYpPCOPOB, IMOUICKANUX KOHTpoJt0 B Poccuiickoii denmepariuu, B COOTBETCTBUHU C
3aKoHomarenscTBOM Poccuiickon denepanuu, MeXyHapoAHbIMUA Aorosopamu Poccuiickoit @enepanuu,
B TOM uyucie EauHoil KOHBEHIMEH o HapkoTHueckux cpeactBax 1961 roma w KouBeHuueir o
IICUXOTPOIHBIX BemecTBax 1971 roaa;

7) mata BKIO4eHHs (hapMarieBTUYEeCKOW CyOCTAaHIIMK B TOCYNAPCTBEHHBIH peecTp JeKapCTBEHHBIX
CpEeACTB, AaTa BHECEHHUS M3MEHEHUI B JOKYMEHTHI (papMalnieBTUUECKOil CyOCTaHIMH, JaTa WCKIIOUEHUS
(apmaneBTHYECKOI CyOCTaHIIMN U3 TOCYAaPCTBEHHOTO PEECTpa JEKapCTBEHHBIX CPEJICTB.

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

3. HOpH,Z[OK BCACHUA TOCYHAapCTBCHHOI'O0 peeCTpa JICKAPCTBCHHBIX CPCACTB JII MCEAULIMHCKOTO
MNPpUMCHCHUA W TMOPAAOK BCACHUA TI'OCYOAAPCTBCHHOI'O peeCTpa JICKAPCTBCHHBLIX CpPCACTB IJIA
BCTCPUHAPHOI'O IIPUMCHCHHUSA YTBCPKAAKOTCA COOTBECTCTBYIOIIMM  YIIOJTHOMOYCHHBIM Q)CﬂepaHBHBIM
OopraHom HCIIOJIHUTEILHON BIACTH.

Cratba 34. BknroyeHMe B rocyfapCTBEHHbIA pPeecTp NeKapCTBEHHbIX CpPeAcTB U
UCKIlOYeHue u3 rocynapcTtBeHHOro peecTtpa rNeKapCTBEHHbIX cpencTs
c¢phapmaueBTUYECKON CyOCTaHLUMKU, NPOU3BEAEHHON ANA peanu3auumn
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. Jlns BrItO4eHUs ¢dapMaleBTHYECKOW CyOCTAaHIIMM, TPOWU3BEICHHOW [UIs pealu3aliu, B
TOCYIapCTBEHHBIN PEeCTp JIEKAPCTBECHHBIX CPEICTB, TPOBOAMTCS IKCIIEPTH3a €€ KaueCcTRa.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2. DKcnepTy3a KayecTBa yKa3aHHOU B yacTu | HacTosmien craTtbu (papMalieBTHUECKON cyOCTaHINH,
COCTABJICHHE KOMUCCUEH DKCIIEPTOB 3aKJIFOUEHUH 110 pe3yiabTaTaM 3TOW DKCIEPTU3bI U UX HAIIPABJICHUE B
YIOJTHOMOYEHHbIN (efepanbHblii OpraH MCIOJIHUTEIbHOW BIACTH OCYIIECTBISIIOTCS B CpPOK, HE
IPEBBILAIOIIMNA  IIECTUAECATH pabouyux JHEH cOo JHS TOJIyYEHHMsS SKCIEPTHBIM YUpeKACHUEM
COOTBETCTBYIOLIETO 3a/JaHUsl YINOJHOMOYEHHOrO (heepanbHOr0 OpraHa MCIOJIHUTEIbHON BIAcTH U
CJIEYIOIIUX JTOKYMEHTOB:

1) xomusi JUIEH3UH Ha TMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB WM KOMHUS 3aKIIOYEHUS O
COOTBETCTBMHM  TPOU3BOAMTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHMSIM TPaBUI  HaJAJexKallei
MIPOM3BOJICTBEHHON MPAKTHKH, BBIIAHHBIX YIOJIHOMOYEHHBIM (peiepaibHbIM OpPraHOM HCTIOITHUTEIHHOM
BJIACTH, B CIlydae, €ClIu MPOU3BOJCTBO JIEKAPCTBEHHOTO CpEACTBa OCYUIECTBIseTCs B Poccuiickoi
denepanuu;

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

2) KOmmug JOKYMCHTA, BBIJJAHHOTO YIIOJJHOMOYCHHBIM OpPraHoM CTpaHbl MPOU3BOANTEIIA
JICKApCTBCHHOT'O CPEACTBA U MOATBCPIKAAOIICTO pa3pCHICHUC MTPOU3BOACTBA JICKAPCTBCHHOI'O CPECACTBA,
" €T0 IEepEBO/ HA pyCCKI/Iﬁ SA3BIK, 3aBEPECHHBIC B YCTAHOBJICHHOM ITOPAJKE, a4 TAKKE KOIMUA 3aKIIFOUYCHUSA O
COOTBCTCTBUU  NPOU3ZBOJUTCIIA  JICKAPCTBCHHBIX  CPCACTB Tpe6OBaHI/IHM ImpaBUJI Hannexcameﬁ
HpOHSBOHCTBeHHOﬁ MMPAKTHUKHU, BBIJJAHHOT'O YIIOJJHOMOUYCHHBIM CbellepaJ'II)HI)IM opraHom HCIIOJIHUTEIHLHOMN
BJIaCTH, 1100 KOIHS peuiCHuA YIIOJIHOMOYCHHOI'O (I)C,Z[epaJ'IBHOl"O opraHa HUCIIOJIHUTEILHON BJIACTH O
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MPOBEICHUN HMHCIIEKTUPOBAHUS TPOU3BOAUTEINSL JIEKAPCTBEHHOTO CPEACTBA. YKa3aHHbIE JTOKYMEHTHI
MIPEJICTABJISIIOTCS B Ciydae, €CiId IMPOU3BOJACTBO JIEKAPCTBEHHOTO CpEICTBA OCYILECTBISETCS 3a
npeaenamu Pocceniickoit denepanuu;
(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) TOKYMEHT, COJIepPKAIMi CIICAYIONUE CBEACHUS O (hapMalleBTUYECKON CyOCTaHIUN:

a) HauMeHOBaHue (papMaleBTUYECKON CyOCTaHIINH, ee CTPYKTypa, 00IlIre CBOICTBA;

0) HaMMEHOBAaHME U a/1PEC POU3BOAUTENS;

B) TEXHOJIOTHS IPOU3BOJCTBA C OMHMCAHUEM CTAJWHA MPOU3BOACTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJusAX MMPOU3BOJICTBA;

T) onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

J1) ONHMCaHWE KOHTPOJISl KPUTUYECKUX CTaAuil Ipolecca MPOU3BOACTBA U IPOMEKYTOUHOM
IIPONYKLIHH;

€) IOKYMEHTaJIbHOE TIOITBEPKIACHUE (BAIMIA1IMs) POIIECCOB U (UJTM) X OIIEHKA,
’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA IPUMECEH;

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

K) QHAJUTHYECKHE METOJIUKH, HCIOJIb3YeMble TIPU OCYIIECTBICHHH KOHTPOJII KadyecTBa
(bapmarieBTHUECKON CyOCTaHIUH;

J'I) AOKYMCHTAJIBHOC IMOATBCPIKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX MCTOAHWK, UCIOJbB3YEMBIX IIPU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBa Cl)apMaHeBTquCKOﬁ CY6CTaHI_[I/II/I;

M) pe3yJIbTaThl aHAJIN3a CEPHM (hapMaIleBTUUECKON CyOCTaHIINH;

H) MIepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIIOIb3YEMBIX MPU OCYIIECTBICHUN KOHTPOIS
KayecTBa,

0) OIIMCaHME XaPaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MaT€pPHAaJIOB U YKYIIOPOUHBIX CPE/CTB;
1) JaHHBIE O CTA0MJIBHOCTH (papMalieBTUUECKON CyOCTaHIINM;
P) CPOK FOJIHOCTH;

4) TOKYMEHT, COJEpKAIINI CBEACHUS O PErHCTpaIli TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB IS
MEIUIUHCKOTO NMPUMEHEHHsI B Ka4eCTBE HAJIOTOIUIATENbIINKA B CTPaHe PErUCTpalMu (11 POCCHMCKUX
IOPUANYECKUX JIUI - HAeHTU(UKAIMOHHBIA HoMep Hanororarensiuka (MHH), ans mHOcTpaHHBIX
IOPUANYECKHX JIUIL - CTPaHa PETUCTPALK, HAMMEHOBAHNUE PETUCTPUPYIOIIETO OpraHa, perucTpaliiOHHbIN
HOMeEp, KOJI HAJIOTOIlJIaTENbIINKA B CTPAHE perucTpaniy (MHKOPIOpaluy) WIK €ro aHajor).
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(. 4 BBeneH PenepanbHbIM 3ak0HOM 0T 28.12.2017 N 425-D3)
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlng mpoBeAeHMS SKCHEPTH3bl KadyecTBa YKa3aHHOM B dactu | Hacrosmed cratbu
(hapMmareBTUUeCKOW CyOCTaHIIUM 3asBHUTENIb TPEJCTABISACT B YIOJHOMOYCHHBIM (efepalibHbI OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) 3asBieHHE O BKJIIOUYEHWHM B TOCYAAPCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEICTB JaHHOU
(hapmaIeBTHUECKON CYOCTaHIINY;

2) Konus JOKYMEHTa, MOJTBEPXJAIOLIEr0 YIUIATy roCyJapCTBEHHOM IOLUIMHBI 32 BKIIIOYEHHE B
TOCYJapCTBEHHBI PEECTp JIEKAapCTBEHHBIX CPEACTB (apMaleBTUYECKON CyOCTaHIMM, MPOU3BEICHHON
IUIe  peain3auuu, MO0 1O COOCTBEHHOW WHMIMATHBE YyKa3aHHbI JOKyMeHT. B ciywae ero
HETIPE/ICTABJICHUST 3asBUTEJIEM YIIOJHOMOYEHHBIH (enepanbHblii OpraH HCHOJHHUTEIBHON BIACTH
npoBepseT (akT yIiaTbl TOCYAapCTBEHHON MOIUIMHBI 3asBUTEJIEM C UCHOJIb30BaHMEM MHpOpMaLuu o0
yIuiaTe ToCyJapCTBEHHOM NOLUIMHBI, coepxalleiics B ['ocynapcTBeHHON MH(POPMALMOHHON CHCTEME O
rOCylapCTBEHHBIX M MYHHUIMIIAJIBHBIX IIJIATEKaX, HA OCHOBAHUU IIPEIICTABICHHON 3asBUTENIEM KOIIUU
JOKYMEHTA, IIOATBEPKAAIOLIET0 YILIATy OCY1apCTBEHHON IOIUINHBI;

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

3) IOKYMEHTBI, YKa3aHHBIEC B UaCTU 2 HACTOAIIEH CTaThU;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4) 3asBieHUE O BblJaye paspelieHus Ha BBO3 B Poccuiickyto denepannio KOHKPETHOW MapTuUu
HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEACTBA, IPEJHA3HAYEHHOI'O JUIsl IPOBEICHMS yKa3aHHOU
JKCIEPTU3BI.

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

4. B TeueHue necatu pabouMx JHEH cO JHS MPUHATHS 3asBJICHUS O BKIIIOUEHUU YKa3aHHOW B 4acTU
1 nacrosmeit ctathu (papmarieBTHUECKOW CYOCTaHIIMM B TOCYIAapPCTBEHHBIH PEECTp JIEKapCTBEHHBIX
CPEACTB M JIOKYMEHTOB, MEPEYHMCICHHbIX B 4YacTM | M TyHKTE 2 YacTW 3 HACTOSIIEH CTaThH,
YIIOJTHOMOYEHHBIN (peiepanbHbIi OpraH UCTIOTHUTEIHHON BIACTH:
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) mpoBOAMT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH JIaHHBIX, COACPKAIIUXCS B IMPEICTaBICHHBIX
3asBUTEJIEM JJOKYMEHTAX;
(B pen. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHUMAET pELICHHE O HANpaBICHUM B SKCIEPTHOE YUPEXKJICHUE 3a/laHus Ha IPOBEACHUE
HKCHEPTHU3bl KauecTBa yKa3aHHOM B 4acTH | HacTosIel cTtaTby GapMalieBTUYecKoi cyOCTaHIIMU WM 00
OTKa3e B TAKOM HallpaBJICHUU;

3) yBemomIIsieT B AJIGKTPOHHOW WMJIM MHCbMEHHON (hopMe 3asBUTEINIS O MPUHSATOM PEIICHUH WU B
cllydae OTKa3a C YKa3aHHeM IMPUYHH TaKOTO OTKa3a.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B ciyyae BBISIBJICHHS HEIOCTOBEPHOCTH CBEIACHUM, COAEPKAIIUXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuanax, yIOJTHOMOUYEHHBIN (eiepalibHbIil OpraH HUCIOJHUTEIBHON BIACTH HAIMPABIISICT
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3asBUTEINIO0 3ampoc 00 YTOYHEHWU YKa3aHHBIX CBeAeHHWH. J[aHHBIM 3ampoc MOXET OBITh IepeiaH
YIOJIHOMOYEHHOMY IPEACTABUTENI0 3asIBUTENS JMYHO IOJ PACIHCKY, HAMPABJIECH MO IOYTE 3aKA3HBIM
MMMCHMOM WJIM TI€PE/IaH B JIEKTPOHHOHN (hopMe MO TEIIEKOMMYHHKAIIMOHHBIM KaHaiaMm CBsi3u. B ciydae
HaIlpaBJICHUs JAHHOIO 3aIlpoca MO MOYTE 3aKa3HbIM IMMCbMOM OH CUUTAETCS MOJIYYEHHBIM 10 UCTEYEHUU
LIECTH JIHEH C JIaThl HAMpPaBJICHUS 3aKa3HOTO MUChMA.

(dactp 4.1 BBeaeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3agButens 00s3aH MPEACTABUTH OTBET HA 3aMpPOC YIMOJTHOMOYEHHOTO (eAepabHOrO OpraHa
UCIIOJIHUTENIBHON BJIAacTH B CPOK, HE MPEBBIMIAIONIUN AEBSHOCTA pabOouuX AHEH CO JHSA MOJIy4eHUs
naHHoro 3ampoca. Cpok, yka3aHHbIM B 4acTU 4 HACTOAILIEH CTaThbW, NMPHUOCTAHABIMBACTCS CO JHSA
HaIpPaBJICHUS 3asBUTEIIIO 3aIIPOCa YIIOJIHOMOUYEHHOTO (eiepabHOr0 OpraHa UCIOJHUTENLHOM BIacTH 10
JIHSL TIOJyY€HHUsI UM OTBETa Ha JAHHBIA 3alpOC M HE YUYUTHIBACTCS MPH MCUYUCICHUH CPOKa IKCIEPTU3BI
KauecTBa (hapMalleBTUUECKONH CyOCTaHIMU, HEHUCIOIb3yeMONH MpH MPOU3BOJCTBE JIEKAPCTBEHHBIX
[IpenapaToB.

(uacTsb 4.2 BBeneHa @enepasibHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUIsl OTKa3a B HAlpaBJIEHUU B DKCIEPTHOE YUPEKACHUE 3a/laHUSl HA IPOBEJCHHE
SKCHEpPTU3bl KauecTBa YKa3aHHOM B uacTh 1 HacTosmed craTbu (apMaleBTUYECKOH CyOCTaHLUU
SBJIETCS. HENPEJCTABJIICHWE JOKYMEHTOB, YKa3aHHbIX B 4YacTH 2 HAcTOSIIEW CTaTbh, OTCYTCTBUE
uHbopMalMy, MOATBEpXKAAOLWEH (akT ymiarel TOCYJapCTBEHHOM MONIUIMHBI 3a BKIIOYEHUE
(bapMarieBTHUECKOW CyOCTAaHIIMHM, TPOW3BEICHHON JUIS pealu3alii, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB, HEMPEACTABICHUE 3asiBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA yKa3aHHBIA B
yacTu 4.1 HacToAIIEH CTaThH 3aPOC YHOJTHOMOYEHHOTO (he/iepabHOTO OpraHa UCTIOIHUTEIBHON BIACTH
WM NPEACTaBICHUE IOKyMEHTOB, HE COJIEpKAIIUX NCUEPIIBIBAIOIIETO IIepeuHsl HEOOXOIUMBIX CBEACHUH.
(uactsb 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenue mnaTHaguATH pabo4yMX AHEW CO AHS TOJYYEHHUS pELICHUS YHOTHOMOYEHHOIO
(dbenepalbHOrO0 OpraHa UCIOJTHUTEIBHONW BJIACTH O HAMPABJICHUU B SKCIEPTHOE YUPEKICHUE 3aJaHUS Ha
MPOBEJICHUE OKCIEPTH3bl KadyecTBa yKa3aHHOW B dYacTu | Hacrosimed cratbu ¢apMaieBTUYeCKOM
CyOCTaHIIMM 3asBUTEIb MPEJCTABISET B SKCIEPTHOE YUPEKIACHUE JJIS MPOBEICHUS JTaHHOW HKCIIEPTU3HI
o0pa3isl (hapMaleBTUUECKO CyOCTaHIIMU B KOJIMUYECTBE, HEOOXOIMMOM I BOCIIPOU3BEICHHUS METOI0B
KOHTPOJISI KadecTBa. OKCIEPTHOE YUYPEKIEHHWE TMPHU TOJYy4eHUH OOpa3IoB yKa3zaHHOW B yactu |
HacToAlIel cTaTbu (apMaleBTUYECKON CyOCTAHIIMU BBIAET 3aSBUTENIO JOKYMEHT, MOJATBEPKIAIOIIHIA
MOJIydeHUE ITHUX O0pas3loB, U B CPOK, HE TMPEBBIMAIOIIMNA TpeX pabouux JgHEH, YBEIOMISIET B
JNEKTPOHHOW WM THUChMEHHOW (¢opmMe 00 HTOM YIOJTHOMOYEHHBIM (eaepanbHBIi  Opraf
WCTIOTHUTENILHON BJIACTH. DTH CPOKHU HE BKIIIOUAIOTCS B CPOK MPOBECHUS JTAHHOMN KCIIEPTHU3HI.

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

7. JIOKYMEHTBI, IOCTYIHUBIIKE B SKCIEPTHOE YUYPEKIACHUE JUIS NMPOBEACHUS SKCIEPTU3bl Ka4eCTBA
yKa3aHHOH B wacTu 1 Hacrosmed crtarbu ¢apMaleBTUYECKOH CyOCTaHIMM, MOAJIEKAT BO3BpaTy B
YIOJTHOMOYEHHBIN (peiepalibHbIil OpraH MCIOJIHUTEIbHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU IO
pe3yabTaTaM IIPOBEIECHHON JKCIIEPTU3BI.

8. B cpok, He MpEeBBINAIIMNWA TATH PadOUYMX THEW CO JHS TOJYYCHHS 3aKIIOUEHUS KOMHUCCHUU
JKCIEPTOB MO pe3ylbTaTaM »>KCHEPTU3bl KauyecTBa YKa3aHHOM B dacTh | Hacrosuied craTtbu
(hapmareBTHUeCKOi CyOCTaHITNH, YITOJTHOMOYEHHBIN (eiepaabHbIil OpraH UCTIOTHUTETHFHOW BIIACTH:

1) OCYHICCTBIIAACT OLUCHKY TAKOT'O 3aKJIHOUCHUA JIA ONPCACIICHHUA €0 COOTBCTCTBUA 3aJdHUIO Ha
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IMPOBCACHUC I[ElHHOfI OKCIICPTU3BI;

2) IPUHUMAET pelIeHUE O BKIIOUCHNUN YKa3aHHOW B 4acTu | HacTosmel ctaTbu papMarneBTHICCKOM
CyOCTaHIINM B TOCYIApCTBEHHBIM PEeCTp JCKAPCTBEHHBIX CPEICTB WU pelleHne 00 OTKa3e B TaKOM
BKJIIOUEHUU;

3) BHOCUT IpU HPHUHITHM PELICHUS O BKJIIOUEHUMM YKa3aHHOM B yacTu | HacTosmiedl craTbu
GbapManieBTUUECKOH  CyOCTaHIMM B TOCYAAPCTBEHHBIM  peecTp  JIEKapCTBEHHBIX  CPEICTB
MPEyCMOTPEHHYIO MyHKTOM 2 4yacTu | crateu 33 Hacrosimiero denepanbHOro 3akoHa WHGOPMALIUIO H
yBEeIOMJISIET 00 3TOM B 3JIEKTPOHHOM MM MUCbMEHHON (hopMe 3asiBUTEINSL.

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

9. OchHoBaHMeM JisI OTKa3a BO BKIIYEHHWM YKAa3aHHOW B dYacTu | HacTosimied CTaTbu
(dapMaleBTHYECKON CYOCTaHIIMM B TOCYAAPCTBEHHBIM pEECTp JICKAPCTBEHHBIX CPEJCTB SIBIISCTCS
3aKJIFOYEHHE COOTBETCTBYIOUIETO YHNOJHOMOYEHHOTO (peepalibHOr0 OpraHa HCIOIHUTEIBHOW BJAacTU O
TOM, 9TO Ka4eCTBO (papMarieBTUICCKON CyOCTaHIIMK HE TIOITBEPIKICHO MOTYYCHHBIMU JTaHHBIMH.

(gactp 9 BBeneHa DenepanbHbIM 3akoHOM OT 22.10.2014 N 313-03; B pen. denepaabHOTo 3aKOHA OT
04.06.2018 N 140-D3)

10. He nomyckaeTrcsi BKIIIOUEHHE B TOCYJAPCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEACTB OJHOM
(dhapMaIreBTHYECKON CYOCTaHIIMH, MPOU3BEACHHON IJI pealli3allid W BBIITYCKAGMON OJIHUM U TEM JKe
MIPOU3BOIUTENIEM, B BUJE IBYX U O0Jiee PeecTPOBBIX 3AIICEH.

(dactpb 10 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHecenue n3MeHeHu B JOKYMEHTHI Ha (papMalleBTUYECKYI0 CyOCTaHIINIO, TIPOU3BEACHHYIO JIJIs
peanu3alui U BKJIIOYEHHYIO B TOCYIApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, OCYIIECTBIISICTCS B
nopsake, ycraHoBieHHOM cTathsimMu 30 u 31 Hacrosmero ®denepanbHOro 3akoHa, C YIUIATOM
rOCyJIapCTBEHHOM MOLUIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATENBCTBOM Pocculickoit denepannu 0 Hajaorax
u coopax.

(dactb 11 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. Jlonyckaercs oOparienne GpapManeBTUIECKIX CyOCTaHIIUM, MPOU3BECHHBIX TSl peaTu3allii, B
TEUEHHUE CTa BOCBMHUJECATH THEH JO W TOCJE MPUHATUS YIMOJIHOMOYECHHBIM (perepaibHbIM OpPraHOM
WCIIOHUTENBHON BJIACTH pEIIEHUS O BHECEHWHM HU3MEHEHUH B JOKYMEHTHl Ha (apMaleBTUUECKYIO
CyOCTaHIIMIO, TPOU3BEACHHYIO JUIsI pealu3allud W BKIIOYEHHYIO B TOCYJAapCTBEHHBIN peecTp
JIEKApCTBEHHBIX CPEJICTB.

(dactb 12 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Pemenue 00 UWCKIIOYEHUH W3 TOCYIApCTBEHHOTO peEecTpa JEKapCTBEHHBIX CPENCTB
(dhapmareBTUUeCKO CyOCTaHIIUM, MPOU3BEACHHOW IJIsi pealn3alii, MPUHUMAETCS YIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH B CIyYae:

1) mpencraBiaeHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOTHUTEIbHON
BJIACTH 3aKIIOYEHUS O PUCKE WM 00 yrpose >KU3HU WIN 3JI0POBBIO UYeIOBeKa JHOO >KUBOTHOTO NPHU
MCIIOJIb30BaHUU JIEKAPCTBEHHOTO CPENICTBA;

2) nogadyun paBpaﬁoT‘-II/IKOM JICKApCTBCHHOTO CpCACTBAa WM NPOU3ZBOAUTCIIEM JICKAPCTBCHHOTO
cpeacTBa oo YIIOJITHOMOYCHHBIM HMHU APYTHM HOPHIWYCCKHUM JIUIOM 3asABJICHUS 00 HCKIIIOUCHHH W3
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rOCy/IapCTBEHHOT'O PeecTpa JEKAPCTBEHHBIX CPEICTB (GapMaleBTUYCCKOW CyOCTaHIINH, MPOU3BEICHHOM
VI peann3aluu;

3) oTcyrcTBUs (apMalleBTHUECKON CyOCTaHIINU, TPOU3BEACHHOM ISl pealiu3alii, B 00palieHuy B
Poccutiickoit deneparuu B TeUCHUE TPEX U OOJIee JIeT.
(uactb 13 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nrons 2015 ropa. - PegepanbHbIv 3aKOoH oT 22.12.2014
N 429-93.

Cratba 36. OOxanoBaHue peweHUs o060 oOTKase B Bbigaye paspelleHus Ha
npoBeAeHWEe KINMHUYECKOro MUccrneanoBaHUSA FeKapCTBEHHOro npenapara, pewweHus o6
OTKase B rocyfapCTBEHHOM perucrtpauMm neKkapcTBEHHOro mnpenaparta, 3akfiy4eHusA
KOMMCCUM IKCNEPTOB IKCMEPTHOro yYpeXXAeHUs N1 3aKnoYeHUs coBeTa No 3TUKe

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

Perienrie COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO (hefepaibHOr0 OpraHa HCIOJIHUTEIbHONW BIAacTU
00 OTKa3e B BbAayYe pa3pelieHUs] Ha MPOBEACHUE KIMHHYECKOTO HCCIEOBAHUS JICKAPCTBEHHOTO
mpemnapaTa, pelIeHHe YKa3aHHOTO (QenepalbHOr0 oOpraHa HWCHOJHUTENBHONM BIACTH 00 OTKa3e B
rOCy/lapCTBEHHOM PETUCTpallMK JIEKAPCTBEHHOI'O IIpernapaTa, 3akKIl4YeHHE KOMUCCHUU HKCIEPTOB
AKCIIEPTHOTO YUPEKACHUS WIM 3aKIIOUEHHE COBETa MO JTUKE MOXKET OBITh 00XaJllOBAaHO B TOPSJKE,
YCTaHOBJICHHOM 3aKOHOJATeNLCTBOM Poccuiickoii denepanuu. 3akrodeHne dKCepTa, 0pOPMIICHHOE TI0
WUTOTaM 3KCIEPTU3bI B UENSAX OMPEACIICHUS B3aUMO3aMEHAEMOCTH 3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOIO
npernapaTa, MOKeT ObITh 00XKaJIOBAaHO JEpKATeJIEM WIN BJIaJIEblIEM PETUCTPALMOHHOIO YOCTOBEPEHHUS
JIEKApCTBEHHOIO IperapaTa B KOMUCCHUIO 3KCIEPTOB 3KCHEPTHOTO YUPEKACHHUA. 3aKIIOUEHNEe KOMUCCUU
OKCHEPTOB OSKCIEPTHOTO YYPESKICHHs, O(GOPMIIEHHOE IO HTOTaM NepecMOoTpa 00KaJIOBAaHHOTO
3aKJIIOUEHHUs] JKCIEpTa, MOXKET OBITh OCIOPEHO JepKaTelieM WM BJIaJETbIEM PETUCTPALIMOHHOTO
YIOCTOBEPEHUSI JIEKapCTBEHHOI'O IIpernapara JuOO YIOJTHOMOYEHHBIM MMM JIMIOM B TOPSJKE,
YCTAHOBJICHHOM  3aKoHojaTtenbcTBOM  Poccuiickoit  @enepanuun. Ilpu  obGxkanoBaHMM — pelieHUs
YIOJHOMOYEHHOTO (heIepaJbHOr0 OpraHa HCIOJIHUTEIbHOW BIIACTH, 3aKJIIOYEHHUS OJKCIEepTa Wi
KOMHUCCHH 3KCIIEPTOB 3KCIEPTHOIO YUPEXKICHNUS, 3aKJIIOUEHUS COBETA 10 3TUKE JEPIKATENb UIIU BJIAJENEL]
PETUCTPALIMOHHOTO YJOCTOBEPEHUSI JIEKAPCTBEHHOTO IIpernapara Ju0O YHNOJHOMOYEHHOE HMHU JIUIO
BIIPaBE NPEICTAaBUTh PE3Y/IbTATHl 3KCIEPTU3BI JEKAPCTBEHHOIO IIpernapara, MPOTOKOJIBbI IOJTY4YEHHBIX
aKKpEIUTOBAHHBIMU UCHBITATEIbHBIMU  J1a0opaTopusiMU  (LIEHTpaMHU) pPE3yJIbTaTOB HCCIEAOBAHUM,
HCIIBITAHU M.

Cratba 37. WHdopmaumsa, cBA3aHHaA C OCYLWECTBIEHMEM TrOCyAapCTBEHHOW
perucTtpauum neKkapCcTBeHHbIX MnpenapaTtoB, WHdoOpMauusas O 3aperMcTpUpoBaHHbIX
NneKapCcTBEHHbIX nNpenapatax W JleKapCTBEeHHbIX Mpenaparax, WCKIHYEHHbIX U3
rocyaapcTBeHHOro peecTpa fiekapCcTBeHHbIX CpeAcTB

1. CooTBEeTCTBYIOUINI YITOJIHOMOUYEHHBIN (heiepaabHblid OpraH UCIIOJHUTENbHON BJIACTH pa3MeliaeT
Ha cBoeM oduimaibHOM caiite B cetn "HMHTepHer" nH(pOpMaIMiO, CBSI3aHHYIO C OCYIIECTBICHUEM
rOCYAapCTBEHHOM pPETUCTpAlMU JIEKAPCTBEHHBIX MPENApPaTOB, B TOM YHUCJE IPOBEICHUEM JKCIEPTU3BI
JIEKapCTBEHHBIX CPEICTB (BKJIIOYAsi Pe3y/bTaThl €€ MPOBEJACHU), HHHOPMAIHIO O 3apPETHCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IIpenaparax W JEKapCTBEHHBIX Mpernaparax, HCKIYEHHBIX W3 TOCYIapCTBEHHOI'O
peecTpa JIEKapCTBEHHBIX CPEJICTB, HE IMO3[JHEE 4YeM uepe3 MATh padouyux JHeW co AHS IOIydeHHs
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COOTBCTCTBYIOIIMUM YIIOJTHOMOYCHHBIM (pe;[epaanHM OopraHomM WCITIOJTHUTEILHOM BJIACTH 3asIBJICHHUS O
roCyJapCTBEHHOM perucTpaiuy JeKapcTBEHHOTO IIpenapara.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. Cpoku W TOPSAAOK pa3MEIICHUsS YyKa3aHHOW B dYacTh | Hacrosmiedl crarbu WHOOpMAIUu
YCTaHABIIMBAIOTCS YIOJTHOMOYCHHBIM (peiepalibHBIM OpPraHOM HCIIOJTHUTENbHON BiacTu. MHpopmarus,
yKa3aHHasg B 4acTH | HACTOALIEH cTaThbu, SBJISETCS OTKPBITON M OOIIEAOCTYIHON M MPEAOCTaBIseTCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBHUHM C 3aKOHOAATENBLCTBOM Poccuiickoit denepanuu.

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

Mnasa 7. KMMHUWYECKUE UCCNEOOBAHUA NIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUU, NPABA NALUMEHTOB, YYACTBYIOLLUUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB Ansd
MeaAULMNHCKOro npumMmeHeHusA

1. Kiimanyeckne uccnenoBaHus JEKapCTBEHHBIX IMPENapaToB JUIS MEIUIIMHCKOTO NPHUMEHEHUs, B
TOM YHUCJIC MCKAYHAPOAHBIC MHOT'OLICHTPOBLIC, MHOTOLICHTPOBLIC, TOCTPECTUCTPALUMOHHBIC, ITIPOBOAATCA B
OJTHOM WJIM HECKOJBbKHX MEAWIMHCKUX OPraHM3alsX B COOTBETCTBUHU C IPAaBWIAMHU HaJjIexKalen
KIMHAYECKOW MPAKTUKHU, YTBEPKICHHBIMU YIOJTHOMOYEHHBIM (peepanbHbIM OPraHOM HCIOTHUTEIHHON
BJIACTH, COOTBETCTBEHHO B CJIEIYIOLINX LIEISX:
(B pen. denepanphoro 3akoHa ot 22.12.2014 N 429-03)

1) ycranoBieHue 0e30MacHOCTH JIEKAPCTBEHHBIX MPENnapaToB i 3A0POBBIX T0OPOBOIBIEB U (MIIH)
MEPEHOCUMOCTH MX 3JI0POBBIMU JTOOPOBOJIBIIAMH, 32 UCKIIFOYEHHUEM TaKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX
IpenaparoB, IPOU3BEICHHBIX 3a penenamu Poccuiickoit denepanuy;

2) mo00p ONTUMANIBHBIX JO3WPOBOK JICKAPCTBEHHOTO Iperapara U Kypca JISYeHUs ISl TTallieHTOB
C OIpeJeJIeHHbIM 3a00JIeBaHUEM, ONTUMAIBHBIX /03 U CXEM BaKIMHALUMU HUMMYHOOHOJIOIMYECKUMHU
JIEKapCTBEHHBIMU MperapaTaMu 3I0pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBieHHE 0€30MacCHOCTH JIEKAapCTBEHHOTO IpenapaTta U ero 3pQeKTUBHOCTH JUIsl alluEeHTOB
C ompeaencHHbIM 3a0osieBaHHeM, NpoduIakTudecko 3S(HPEKTUBHOCTH HUMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB JJIs 37J0POBBIX 100POBOJIBIIEB;

4) uzyueHue BO3MOKHOCTH PaCUIMPEHUs MOKa3aHUN JJIsl MEAULIMHCKOTO IPUMEHEHUSI U BBISIBJICHUS
paHee HEU3BECTHBIX MOOOYHBIX IEHCTBHIA 3apeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPENAPATOB.

2. B oTHOIIEHUHN BOCITPOMU3BCACHHBIX JICKAPCTBCHHLIX MPCIIapaToB AJIA MEAUIIMHCKOTO MIPUMCHCHUA
MMpOBOAATCA HCCICHOBAHUA OHMOA’KBUBAJICHTHOCTH U (I/IJ'II/I) TepaHCBTHQCCKOﬁ OKBHUBAJICHTHOCTH B
MOpAAKE, YCTAHOBJIICHHOM YITOJJTHOMOUYCHHBIM q)enepam)HHM opraHomM HCIIOJIHUTESIHLHON BIACTH.

3. OpF AHU3alUIl0 TPOBCACHUA KIMHUYCCKUX HCCHC,Z[OB&HI/II‘;I JICKAPCTBCHHOT'O TIIpf€riapara JIJid
MCIUIHUHCKOI'O IPUMECHCHUS BIIPABC OCYIICCTBIIATE!:

1) pa3paOoTUHK JIEKapCTBEHHOTO Mperapara Uil yIOJTHOMOYEHHOE UM JIUIIO;
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2) oOpa3oBaTenbHBIE OpraHU3alMd BhICHIETO O00pa30BaHUS, OpPTaHU3ALUU JIOTOJHUTEIHLHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHUs;
(n. 2 B pen. ®enepanbuoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAaY4YHO-HUCCJIICAOBATCIIBCKUEC OpraHru3aluu.

4. KinuHuueckue ucCClelOBaHUs JICKAPCTBEHHOTO Ipernapara Ui MEAMLIHUHCKOTO IMPHUMEHEHHS
IPOBOAATCS HA OCHOBAaHMM Pa3peIICHHs Ha MPOBEICHHE KIMHUYECKOTO MCCIEAOBAHMS JEKAPCTBEHHOTO
mpernapara, BBLIAHHOTO  YIIOJIHOMOYEHHBIM  (efepalibHbIM OpPraHOM  HCIOJHHUTEIBHON  BIIACTH.
VYnonHoMouYeHHBIH (henepaitbHbI OpraH UCIOJIHUTEIBHON BIACTH BEAET PEECTP BBIJAHHBIX Pa3pelICHU
Ha MPOBEACHUE KIIMHUYECKUX MCCIIEIOBAaHUN JIEKAPCTBEHHOTO Mpernapara, CoAepKalluid ykasaHue Ha UxX
1eJTb WJIM 1IeJTH, B YCTAaHOBJIEHHOM 3THM OPTaHOM IOPSI/IKE.

(B pen. denepanbubix 3ak0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxpa. - @exnepanpHblil 3akoH 0T 22.12.2014 N 429-03.

6. K opranuszanuu mnpoBeNeHHUs KIMHUYECKUX HCCIIEJOBaHUM JIEKapCTBEHHOI'O IMpernapara ajs
MEIULUHCKOTO TPUMEHEHHUsl pa3pabOTYMKOM JIEKApCTBEHHOI'O IIpernapara MOTYT IPUBJIEKATbCA
IOPUIMYECKHE JIMIa JI000H OpraHM3allMOHHO-TIPABOBOM  (OpMBI  TpH  yCIOBUM  OOECICUYeHUs
COOTBETCTBHS 3TUX UCCIeI0BaHUN TpeOoBaHUAM HacTosero denepaibHOro 3aKoHa.

7. KimHHM4YecKue HCCIeNOBaHUs JIEKAPCTBEHHBIX IIPENapaTroB Ui MEAMIMHCKOIO IPUMEHEHHS
IPOBOJATCSL B MEIUIMHCKMX OpraHu3aluaxX, aKKpPEeIUTOBAHHBIX YIIOJIHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJHUTEIBHOW BJIACTU B TIOpAJKE, YyCTaHOBIEHHOM IlIpaBurensctBoM Poccuiickoin
®Denepanuu.

8. IlepeueHp MEOUIIMHCKUX OpraHU3aluid, HMEIOUMX [PaBO IMPOBOJAUTH KIMHUYECKUE
UCCIIEIOBaHMs JIEKAPCTBEHHBIX IPENaparoB A MEAMIMHCKOIO INPHUMEHEHHs, U PEECTP BBIIAHHBIX
paspelieHuii  Ha  IPOBEIACHHE  KIMHUYECKMX  MCCIEJAOBAHMHM  JIEKAPCTBEHHBIX  IpEenapaToB
OINyOJIMKOBBIBAIOTCA M PA3MEINAIOTCS YHOJHOMOYEHHBIM (peepalbHbIM OpPraHOM HCHOJIHHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM UM HOpPSKE Ha CBOEM OpUIMaIbHOM caiite B cetu "MHTepHeT".

Cratbsa 39. PeweHue o npoBeAeHUN KITMHUYECKOro UccrnenoBaHUA NeKapCTBEHHOro
npenapara ans MeguUUHCKOro NnpuMeHeHus
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KnuHuyeckoe wnccneqoBaHUE JIEKAPCTBEHHOIO Ipemnapara Uil MEIMIMHCKOTO INPUMEHEHMS
IIPOBOJUTCA HAa OCHOBAHMM PA3PELICHUS HA IPOBEICHUE KIMHUYECKOIO UCCIECIOBAHMS JIEKAPCTBEHHOIO
npenapaTta, BBIJAHHOIO YIOJHOMOYEHHBIM (heaepaabHbIM OPraHOM HCIOJHUTEIBHOM BIIACTH IO
pe3yabTaTaM 3KCHEepPTH3bl JOKYMEHTOB, HEOOXOOUMBIX JUISl MOJyYeHHs pa3pelieHHs Ha IMpOBEACHUE
KJIMHAYECKOT0 MCCIIEJOBAaHUS JIEKAPCTBEHHOIO IIpenapara U STHYECKON IKCIIEPTU3BI.

2. I[J'I}I MOJIYUYCHHUA Pa3pCHICHUA Ha IMPOBCACHUC KIIMHUYCCKOI'0 HCCICIOBAHUA JICKAPCTBCHHOTO
mnpemnapara ajd MCAUIHUHCKOI'0 MPUMCHCHHA 3aABUTCIIb MMPCACTABIACT B ynOJIHOMO'—ICHHI:Iﬁ Q)enepanLHLIﬁ
opran HUCIIOJHUTENILHOM BIIACTH:

1) 3asiBIeHUE 0 BhIJaU€ pa3pelieHus: Ha IPOBEIeHNE KIMHUUECKOTO UCCIIEJOBAHUS JIEKAPCTBEHHOTO
npernapara Juist MEAMIIMHCKOTO TPUMEHEHHUS;
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2) KOMHMHM JIOKYMEHTOB, MOJTBEPXKAAIOUIUX YIUIATy TOCYAapCTBEHHOM MOUUIMHBI 3a MPOBEACHUE
STUYECKOM SKCHEPTHU3bl, SKCIEPTU3bl JOKYMEHTOB HA JIEKAPCTBEHHBIN Ipenapar Juisl IOJIYy4YeHUs
paspelmieHuss Ha IMPOBEICHUE KIMHUYECKOIO HCCIECNOBAHMS JICKAPCTBEHHOIO IIpenapara i
MEIULHUHCKOrO IMPUMEHEHHUs, 3a BbIJAUy pa3pelICHUs] Ha IMPOBEACHUE KIMHUYECKOTO HCCIEAOBaHUS
JIEKapCTBEHHOI'O Mpenapara Juisi MEAULUMHCKOTO MPUMEHEHUS, 3a MPOBEIACHUE IKCIIEPTU3bl JOKYMEHTOB
Ha JIEKAPCTBEHHBIM Ipenapar i [OJYyYEHHs pa3pelieHuss Ha MPOBEICHHE MEXIYHAapOIHOIO
MHOTOLEHTPOBOI0 KJIMHUYECKOIO MCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpernapara Uil MEAULHUHCKOIO
MIPUMEHEHHUsI, 3a BbIJAYy pa3pelIeHUs] Ha MPOBEACHUE MEKIYHAPOJHOTO MHOTOLIEHTPOBOIO
KJIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOrO IIperapara s MEAUUHUHCKOrO NPUMEHEHMS, 3a
MIPOBEACHUE 3TUYECKOW SKCHEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKApPCTBEHHBIM Ipenapar s
MOJyYECHUSI PA3pELICHUs Ha IMPOBEICHUE IOCTPErMCTPAUMOHHOIO KIMHUYECKOTO HCCIIEIOBAHUS
JIEKApPCTBEHHOI0 Ipernapara s MEJUUMHCKOrO NPUMEHEHHMs, 3a Bblayy pa3pelieHUs] HAa IPOBEICHUE
MMOCTPErUCTPALMOHHOTO KIIMHUYECKOTO MCCIEI0BAHUS JIEKAPCTBEHHOrO IIperapara s MEIULHUHCKOrO
MIPUMEHEHHUS, WM 10 COOCTBEHHOW WMHHUIIMATUBE yKa3aHHbIE JOKYMEHTHL. B cimyuae HempencTaBieHUs
3asBUTENIEM YKa3aHHBIX JIOKYMEHTOB YITOJIHOMOYEHHBINH (helepaibHblii OpraH UCTIOJHUTEIHLHOW BIACTH
npoBepsieT (DakT ymiaaThl TOCYJApPCTBEHHON MONILIMHBI C HCIOJb30BaHWEM HH(opManuu o0 yruiare
rOCy/IapCTBCHHOW TMOIDIMHBI, COJepKamieiics B [ocymapcTBeHHOW WH(DOPMAIIMOHHOW CHCTEME O
roCyAapCTBEHHBIX M MYHUIMIAIbHBIX IJIaTEXaX, HA OCHOBAHWM IPE/ICTABIICHHBIX 3asgBUTEJIEM KOIUMN
JIOKYMEHTOB;

3) IIPOTOKOJI KIMHHUYCCKOro HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara i MEAUIHMHCKOI'O
IMPUMCHCHUS,

4) Oporrtopy Hccaea0BaTeNs;
5) nHGOPMaALMOHHBIH JIMCTOK MALMEHTA;

6) CBCACHUA 00 ormbITe pa60TBI I/ICCJ'IG,Z[OBaTeJ'IeI\/’I MO0 COOTBETCTBYIOIIHUM CIICHUAIIBHOCTAM U HUX
OIIBITC pa6OTI>I 110 IPOBCACHUTIO KIIMHUYCCKUX HCCHC}IOB&HHﬁ;

7) cBemeHHMS O MEIWIWHCKUX OpTraHU3alMusIX, B KOTOPBIX MPEAINOoJaraeTcs IMpOBeIeHUE
KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Tpernapara JUisi MEIUIIMHCKOTO TMPUMEHEHUs (TIOJTHOE U
COKpaIlleHHOE€ HAaUMEHOBAHUS, OpraHU3allMOHHO-TIpaBOBas (opmMa, MECTO HaXOXKICHUS H MECTO
OCYIIECTBJICHUS JIEATEILHOCTH, TelaedoH, Tenedake, apec IMEKTPOHHON MOYTHI KaKIO0W MEAUITUMHCKON
OpraHH3aIlNHN);

8) cBemeHUsT O TMPEANOJIATaéMbIX CpPOKax TMPOBEICHUS  KIMHHYECKOTO  HCCIIETOBAHUS
JIEKApCTBEHHOIO Mpernaparta il MEIUIUHCKOTO MPUMEHEHHS;

9) xomuio AOroBOopa OO0s3aTENIBHOTO CTPaXOBaHUS, 3aKIIOYEHHOTO B COOTBETCTBHU C THUIIOBBIMH
MpaBWJIaMU  00SI3aTENBHOTO CTPAaxOBaHUS, C YKa3aHUEM TNPEIeNbHONM YHCIEHHOCTH TMallueHTOB,
YH4aCTBYIOIIMX B KIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'0 IIpf€riapara ajdd MCEAUIIUHCKOIO
MIPUMEHEHUS,

10) madopmaruio o coctaBe JIEKapCTBEHHOTO MpernapaTa s MEIUIIMHCKOTO TPUMEHEHUS;

11) mOKyMeHT, cOCTaBIEHHBIN NPOU3BOAUTENIEM JIEKAPCTBEHHOIO IMpenapara JUisi MEAULIMHCKOIO
MPUMEHEHUSI U COJEpKaIllMi MOKazaTeldu (XapaKTepUCTUKH), a TaKKe CBEACHHUSI O JIEKapCTBEHHOM
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npenapare i MEIUIMHCKOTO TPUMEHEHHUs, MPOU3BEICHHOM [UJIi TPOBEACHHUS KIMHUYECKUX
HCCJICTOBAHUM;

12) xomnuio JMIIEH3UU Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB B Cliydae, €CJIU IMPOU3BOICTBO
JIEKapCTBEHHOI0 Tpernapara ocyiuectBisiercss B Poccuiickoit @enepanuu, Wik KOMHIO 3aKIIOYEHUS O
COOTBETCTBUM TPOHW3BOJAUTENS JIEKAPCTBEHHOI'O TpermapaTa TpeOOBaHUSAM TMPAaBWII  HaJICKAIICH
MIPOU3BOJICTBEHHOW TMPAKTUKHU, BBIJAHHOTO YHOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOJUTEIS
JIEKapCTBEHHOI'O IIperapara.

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

3. B cpok, He mpeBbImaIuil mTH pabodnx JHEH CO THS MPUHATHS YKa3aHHOTO B MyHKTE | dactu
2 HACTOSIIIICH CTaThbHU 3asIBICHHUS U HEOOXOIUMBIX JIOKYMEHTOB, YIOJHOMOYECHHBIH (efepabHbIi OpraH
HUCIIOJIHUTEILHOM BJIACTH:

1) MMpOBOAUT MPOBEPKY NOJIHOTHI U JOCTOBECPHOCTHU CBGHCHHﬁ, COACPIKAIMXCA B IIPCACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) MNPUHUMACT PCHICHUC O MPOBCACHUHU SKCIICPTHU3bI JOKYMCHTOB IJIA IMOJYYCHHA PA3PCIICHUSA Ha
MPOBCACHUC KIIMHUYCCKOI0 UCCICAOBAHUA JICKAPCTBCHHOI'O IMperiapara A MECAULIUHCKOTO IMTPUMCHCHUA
H 3THYECKOH OKCIICPTHU3bI UJIN 00 oTKa3e B IMPOBEACHNH YKAa3aHHBIX 3KCIICPTU3;

3) yBemomisieT B JJIEKTPOHHOH (opme wim Ha OyMa)KHOM HOCHTENE 3asBHUTEIS O MPHHITOM
penieHny 100 B ciiyyae MPUHATHUS pEeIeHHs 00 OTKa3e TakKe ¢ yKazaHUEM MPUYHH TaKOro 0TKAa3a;

4) moaroTaBiIMBAaeT M HANpaBISET B SKCIEPTHOE YUPEXKJIEHUE M COBET IO 3THUKE 3aJaHHE Ha
IIPOBE/IEHUE COOTBETCTBYIOIINX SKCIIEPTHU3.

4. B ciy4ae BBISBICHHUS HETOJHOTH M (WJIM) HEJOCTOBEPHOCTH HWH(OpPMAIMH, COJEpIKaLIeHcs B
IPEJCTABICHHBIX 3asiBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (elepanbHblil OpraH HCIOJIHUTEIbHON
BJIACTHM HAIPABJISET 3asABUTENIO 3alpOC 00 YTOUHEHUHU yKa3aHHOW MHGpopManuu. [laHHBIN 3a1pOC MOXKET
OBITH TepelaH YHOJIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENS JIMYHO IOJ PACIUCKY, HaNpaBieH IO
[IOYTE 3aKa3HbIM MHCbMOM MJIM MEpeJlaH B 3JIEKTPOHHOU (opMe MO TeIEKOMMYHHUKAIIMOHHBIM KaHalaM
CcBA3U. B ciyyae HampaBieHUs [aHHOIO 3ampoca IO IOYTE 3aKa3HbIM I[HMCbMOM OH CYHUTACTCs
MOJIYYEHHBIM [0 MCTEYEHHM LIECTH JHEH ¢ AaThl HalpaBJICHHUs 3aKa3HOrO NMUCbMa. 3asBUTENb 00s3aH
IPEJCTaBUTh OTBET Ha 3alpoC YMOJIHOMOYEHHOTo (heliepalbHOro OpraHa HMCIOJHHUTEIbHON BiacTH B
CPOK, HE IPEBBIIAIOIMNN IeBIHOCTa pabouux IHEH co AHs ero noiaydeHus. Cpok, yka3aHHBIM B yacTu 3
HACTOSIIEH CTaTbM, IIPUOCTAHABIIMBACTCS CO JIHs HAIPaBIEHUS 3asBUTENIO 3allpoca YIOIHOMOYEHHOI'O
(benepanbHOro opraHa MCHOJHUTENIBHOMN BJIACTH 0 JHS MOJTYYEHUS] UM COOTBETCTBYIOILIETO OTBETA U HE
YUUTBIBACTCA TPU MCUMCICHMHM CpOKa HPUHATHS  YIOJHOMOYEHHBIM (ellepalbHbIM  OpPraHOM
VICIIOJTHUTENIBHON BJIACTH PEILEHUs O MPOBEICHUH 3KCIEPTU3bI JOKYMEHTOB ISl IOJIYYEHHS pa3pelieHus
Ha TIPOBEJICHUE KIUHUYECKOIO MCCIEIOBAaHUs JICKAPCTBEHHOIO Ipenapara sl MEIULMHCKOIO
IIPUMEHEHHS.

5. OcHoBanuem AJI1 OTKa3a B MPOBCACHUU SKCIICPTU3BI JOKYMCHTOB IJId IMOJYYCHUS pa3pClICHUA
Ha MPOBCACHUC KIMHHUYCCKOIO0 HMCCICAOBAHUA JICKAPCTBCHHOI'0 Impernapara 4 MEAUIUHCKOTO
INPUMCHCHUSA U 3THUYECKOM OKCIICPTU3BI ABJIAACTCA MNPCACTABIICHUC JOKYMCHTOB, HNPCAYCMOTPCHHBIX
JacThio 2 HaCTOSIHleI\/’I CTaTbM, B HCIIOJIHOM 061)eMe, HCMPCACTABJICHUEC 3adBHUTCIICM B yCTaHOBHeHHBIfI
CpOK OTB€Ta Ha yKaSaHHLII\/'I B uvactu 4 HaCTOHH_Ieﬁ CTaTbU 3aIpoC YIIOJHOMOUYCHHOTO (be):(epanLHoro
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OpraHa HMCHOJHHUTENIbHON BIacTW JMOO OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOLIETO
nepeyHs: HeoOXxoAuMon uH(opmanuu Wi UHGOPMAIUHU, KOTOpas JOJDKHA OBITh OTpakeHa B HHX, a
TaKXKe OTCYTCTBHE HH(OPMAIMH, MOATBEpXAarome (akT yriaaThl rocyJapCTBEHHON MOLUIMHBL 32
MIPOBEACHUE 3TUYECKOW SKCHEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar s
IIOJIyYEHUsl pa3pellieHus] Ha MPOBEJICHUE KIMHUYECKOIO UCCIIEI0BAaHUS JEKApCTBEHHOIO IIpernapaTa A
MEIULHUHCKOrO IMPUMEHEHHUs, 3a BbIJIayy pA3pElICHHs Ha MPOBEICHUE KIMHUYECKOIO HCCIIEIOBAHMS
JIEKapCTBEHHOI'O IpernapaTa JJii MEIULMHCKOTO IPUMEHEHHUS, 3a MPOBEACHUE IKCIEPTU3bl JOKYMEHTOB
Ha JICKAPCTBEHHBIM IMpenapar i [OJYyYEHUs pa3pelieHuss Ha MPOBEICHHE MEXIYHApOIHOTO
MHOTOLIEHTPOBOTO KJIMHMYECKOTO HCCJIEOBaHMs JIEKQpCTBEHHOIO Ipernapara sl MEIULUHCKOIo
MIPUMEHEHHUsI, 3a BbIJAYy pa3pelIeHUs] Ha MPOBEACHUE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOIO
KJIIMHUYECKOIO0 HCCIIEJOBaHMs JIEKAPCTBEHHOI'O IIpernapara Uil MEIUIMHCKOrO0 IPUMEHEHMs, 3a
MIPOBEACHUE 3TUYECKOW SKCHEPTU3bl, SKCHEPTHU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM IpenapaTr i
IIOJIyYEHUSl pa3pelleHHs] Ha MPOBEACHHUE IOCTPETUCTPALUOHHOTO KIMHUYECKOIO HCCIEAOBAHUS
JIEKApCTBEHHOI0 Ipernapara sl MEAULUMHCKOrO0 MPUMEHEHHUs], 3a BblJAaUy pa3pelieHusi Ha IPOBEJICHUE
[IOCTPETUCTPALIMOHHOTO KIMHUYECKOTO HMCCIIEAOBAHUS JIEKAPCTBEHHOI'O Ipernapara Uil MEAUIIMHCKOrO
MIPUMEHEHUS.

6. IlpoBemeHue SKCHEPTU3bl JOKYMEHTOB JUIsI TOJYyYEHHsS pa3pelieHuss Ha MPOBEICHUE
KJIMHUYECKOT0 MCCJIeI0BaHUs JIEKAPCTBEHHOIO Tpernapara JJjisi MEAUIIMHCKOTO TPUMEHEHUSI U STUYECKOU
AKCIEPTU3BI, COCTABIIEHNE KOMUCCUEH IKCIIEPTOB U COBETOM I10 3TUKE 3aKJIIOUEHUN O BO3MOKHOCTU WIIH
HEBO3MOKHOCTH MPOBEACHUS TAKOTO KIMHUYECKOTO MCCIEIOBAHUS U HAMPABJICHUE STUX 3aKJIIOYCHUHN B
YIOJHOMOYEHHbIN (enepanbHbli OpraH MCIOJHUTEIbHOW BIACTH OCYIIECTBISIIOTCS B CPOK, HE
MPEBBIIIAIOIINKA TPUALIATH paboyuX JHEH CO AHS TONMYYEHUS SKCIEPTHBIM YUPEKICHUEM 3aJaHMUs
YIOJIHOMOYEHHOTO (eepaJIbHOTO OpraHa HCIHOJHUTEIBRHON BJIACTH C MPWIOKEHUEM JOKYMEHTOB,
yKa3aHHbIX B myHkTax 3, 4, 10 m 11 wactu 2 Hacrosuledl cTaTbu, U COBETOM IO JTHUKE 3aJaHUs
YIOJIHOMOYEHHOTO (eepaIbHOTO OpraHa HCIOJHUTEIBRHON BJIACTH C MPWIOKEHUEM JOKYMEHTOB,
yKa3aHHBIX B MMyHKTax 3 - 6, 8 u 9 yacTu 2 HacTOAMICH CTAThU.

7. B cpok, He TIPEBBIMAONINN NATH pabO4YNX THEH CO THS MOTY4YEHHUs 3aKIIOUYEHUN, YKA3aHHBIX B
gacTu 6 HACTOSIIEH CTaThH, YIIOJTHOMOYEHHBIH (peiepanbHbli OpraH HCIIOTHUTEILHON BIACTH:

1) OCYHICCTBJIACT OLCHKY NOCTYIIUBIINX 3aKJIFOUCHUM AJIg onpeACIICHUA NX COOTBCTCTBHUA 3aJaHUAM
Ha NMPOBCACHUC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) NpUHUMAET pEUIeHHE O BbIJaue pa3pelieHus Ha IMPOBEACHHE KIMHUYECKOTO MCCIEIOBaHUS
JIEKapCTBEHHOTO Tpenapara i MEIUIUHCKOIO NPUMEHEHHs WM 00 OTKa3e B BbIJau€ yKa3aHHOTO
paspelieHus;

3) BbIIACT PA3pPCIICHHUEC Ha MPOBCACHUC KIIMHUYCCKOI'O MCCICAOBAHUA JICKAPCTBCHHOI'O IIPCIlapaTa
A MCOUOUHCKOrO MNPHUMEHCHUSA WM PCUHICHUC 00 OTKa3e B BbIJIAYC YKAa3aHHOI'0 pa3pCliCHusd C
YKa3aHHUEM IIPUYIHNH OTKa3a.

8. OcHOBaHHEM JUId OTKas3a B BbIIAYE PA3PEIICHUS HA NMPOBEACHHE KIMHUYECKOTO HCCIIEIOBaHUS
JIEKApCTBEHHOIO Ipenapara Juisi MEIULMHCKOIO IIPUMEHEHUS SBIIAECTCA HAIUYKME 3aKII0UYEHUs KOMUCCHUU
JKCIEPTOB WM 3aKJIOYEHUS COBETa [0 3THKE O HEBO3MOXHOCTH IPOBEACHUS KIMHUYECKOTO
UCCIIEAOBAHMUA JICKAPCTBEHHOIO IIpenapara Uil MEAMIUHCKOrO IIPUMEHEHHs 10 pe3yibTaTaM
MIPOBEACHHBIX IKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTAThU.
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9. Pemenne 00 OTKa3e B MPOBEACHUM AKCHEPTH3BI JOKYMEHTOB IS MOJTYYEHHUS pa3pelieHus Ha
IIPOBE/IEHUE KIIMHUYECKOr0 MCCIeI0BaHUs JIEKAPCTBEHHOr0 Ipernapara Uil MEIUILMHCKOIO IPUMEHEHUs
U ITUYECKOM S3KCHEPTU3bl M B BblAau€ pPAa3peLICHUs Ha IPOBEIEHUE KIMHMUYECKOIO HCCIEAOBAHUS
JIEKapCTBEHHOI'0 Ipernapara Uil MEAULUHCKOrO MPUMEHEHHs] MOXKET ObITh 00XaJllOBaHO B IOPSIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBoM Poccuniickoit denepanun.

CraTtbsa 39.1. 3Tnyeckas akcnepTusa
(BBenena denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

1. DTdueckas OKCIICPTHU3a IMMPOBOANUTCA COBETOM II0 3THUKE, CO3JJAaHHBIM B IOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM (be):[epaanblM OpraHom HCIIOJIHUTEILHOM BJIaCTH, B LCIAX BbIAA4YMW 3aKIIHOYCHUSA 00
9THYECKOH 000CHOBAHHOCTH BO3MOYKHOCTH IMPOBCACHUA KIMHUYECKOTO HCCICAOBAHUA JICKAPCTBECHHOI'O
npemnapara JJjid MCIUIUHCKOIO NPpUMCHCHH .

2. DKcrnepTaMu COBETa MO STUKE MOTYT OBITh MPEICTABUTEIN MEAUIIMHCKUX OpraHU3aIiil, HAy4HbIX
OpraHusanuii, o0pa3oBaTeNbHBIX OpraHM3alMil BhICHIEr0 OOpa3oBaHUS, a TaKXKe IPEICTaBUTEIH
OOIIECTBEHHBIX OPTaHU3ALUN, PEIUTHO3HBIX OpPraHU3alMi U CPeACTB MaccoBOoi uMHpopmanuu. /JaHHbIe
SKCIIEPTHl HE JIOJKHBl HAXOAUTHCA B KAaKOW-TMOO 3aBUCHUMOCTH OT DPa3padOTUMKOB JIEKAPCTBEHHBIX
MpernapaToB U APYTHUX JIUILl, 3aMHTEPECOBAHHBIX B PE3YJIbTaTaX 3TUYECKOMN IKCIIEPTHU3HI.

3. Omata yciyr SKCIEPTOB COBETa IO ATHKE OCYIIECTBISETCS Ha OCHOBAaHHH JIOTOBOPA,
3aKIIFOYCHHOTO MEXy YIOJHOMOYCHHBIM (peliepabHbIM OPraHOM HCIIOJIHUTEIBLHOW BIIACTH, KOTOPBIM
CO3JIaH COBET IO J3THUKE, M OKCIEPTOM COBETa MO JTHKE, 3a CYET OIOKETHBIX ACCUTHOBAHMH,
MPEYCMOTPEHHBIX YIOJHOMOYCHHOMY (ellepaJbHOMYy OpraHy HCIIOJIHUTEILHOW BJIACTH, KOTOPBIM
CO3JIaH COBET MO JTHKE, B (elepatbHOM OIOKETe Ha COOTBETCTBYIOIIMK TOJX Ha OOECIeYeHHe ero
JeSITeIbHOCTH, B pa3Mepax, ycraHoBIeHHbIX [IpaButenscTBoM Poccuiickoit denepanuu.

4. DKcHepThl COBETa MO ITHUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanun.

5. CocraB coBeTa 110 3TUKE, IIOJ0XKEHUE 00 3TOM COBETE, MMOPAIOK €ro AeSITeIbHOCTH, TPEOOBaHUS K
KBAJM(HUKALMU U ONBITY PaOOTHI 110 SKCIIEPTHOM OIIEHKE HAyYHbIX, MEUIUHCKIX U ATUYECKHX aCIEKTOB
KJIMHUYECKUX  HUCCIIEOBAaHUM  JIEKAPCTBEHHBIX MpEenaparoB s MEAUIMHCKOTO IMPUMEHEHMUS,
IIPENBABISAEMBIE K DKCIIEPTAM COBETA IO 3THUKE, MOPAJOK OPraHM3allMM U TPOBEACHMS ITUYECKOU
AKCIEPTU3BL, (hopMa 3aKITIOUYEHHS COBETAa MO 3TUKE YCTAHABJIMBAIOTCS YIIOJIHOMOUYEHHBIM (peliepabHbIM
OpPraHOM MCIOJIHUTEIBbHOW BIAacTH. YMCIO MpencTaBUTENed MEAMIMHCKUX OpraHU3aluil HE MOMKET
MIPEBBILIATH MMOJIOBUHY OT OOIIET0 YKMCIia IKCIEPTOB COBETA MO ITUKE.

6. Uudopmanus o coctaBe coBeTa MO ITHKE, MJIaHAX €ro paboThl W TEKyLIEH IesTeIbHOCTH
pasmemiaercs Ha OQUIMAIBLHOM CalTe YHNOJHOMOYEHHOTO (heAepallbHOTO OpraHa MCIOJIHUTEIbHON
BJIACTH B ceTH "VIHTEpHET" B yCTaHOBJIEHHOM UM MOPSJKE.

CraTtba 40. NpoBegeHne KINMHUYECKOro UCCreaoBaHNA JNTIEKapCTBEHHOroO npenapara
AnNA MeaULMHCKOIo NpUMeHeHus

1. PykoBoguTenr MEIUITMHCKOW OpTaHHW3allid, KOTOpas MPOBOIUT KIMHHYECKOE HCCIIETOBAHUE
JIEKApCTBEHHOr0  Tpemapara s  MEIUIMHCKOTO  TNPUMEHEHMs, Ha3HauaeT  HCCIeqoBaTels,
OTBETCTBEHHOTO 3a TMPOBEJACHUE TAaKOTO WCCIAEAOBAHUS M HMMEIONIET0 JICUEOHYIO CIEIHAIbHOCTD,
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JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

COOTBETCTBYIOLIYIO IMPOBOAMMOMY KIMHHUYECKOMY HCCIEI0BAaHUIO JIEKAPCTBEHHOrO IIpernapara, co
cTakeM palOoThl MO IpOrpaMMaM KIMHUYECKHX HMCCIEJOBAHUM JIEKAPCTBEHHBIX MpENapaToB HE MEHee
4YeM TpU TOJa M IO €ro MpPEUIOKCHHIO Ha3HA4aeT COMCCIENOBATEeNIe W3 4YuClla Bpadeld 3TOHU
MEIULUHCKONW OpraHu3aIiH.

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

2. HCCJ’IGI[OB&TCJ'IB OCYHIECTBIIACT BBI60p MManuMceHTOB, KOTOPBIC I10 MCIUIHMHCKHUM IIOKa3aHUAIM
MOTYT OBITH MPHUBJICYCHBI K YYAaCTHIO B KIIMHHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOTO IIpcrapara IJIsd
MCIUIHUHCKOI'O IPpYUMCHCHUS.

3. MHccnenoBaTenb M COMUCCIIENOBATENN JOJDKHBI OBITh O3HAKOMJIEHBI C  pe3yJbTaTaMU
JOKJIMHUYECKOIO  MCCIIEJOBAaHUS  JIEKApCTBEHHOI'O  CPEACTBA,  COJAEpKAIIMMHUCSH B Opoliope
UCCIIEIOBATENs, IPOEKTOM IPOTOKOJIA KJIMHUYECKOTO HCCIICAOBAaHUS JIEKApCTBEHHOIO Ipernapara Ijs
MEIULUHCKOTO MPUMEHEHUs, pa3paboTaHHBIM pa3pabOTUYMKOM JISKApPCTBEHHOI'O Ipenapara WM HUHBIM
IOpUANYECKUM JIMIIOM, MPUBJIEKAEMbIM K OpraHu3allluyd IPOBEICHUS KIMHUYECKOIO HCCIEI0BAHUS
JIEKapCTBEHHOI'0 IIpernapara Uil MEIUIMHCKOIO IpPUMEHEHHs, M JAPYrMMH MaTepuajlaMd TaKoro
UCCIICIOBAHMS.

3.1. PykoBoauTeNnb MEAUIIMHCKON OpPraHU3allii B CPOK, HE MPEBBIIAIONINI TpeX pabo4yux JHEU co
JTHSL Hayaja MPOBEACHUS KIMHHUYECKOTO MCCISAOBAHMS JIEKAPCTBEHHOIO Ipernapara Jjisi MEIUIIMHCKOTO
MPUMEHEHHUs, coo0IIaeT 00 3TOM B YHNOJHOMOYEHHBIN (hefepaibHblii OpraH HMCIOJHUTEIbHON BJIACTH,
BBIJIAaBIIUI pa3pellieHne Ha MPOBEACHUE TAKOTO UCCIIEIOBAHMS, 10 YCTAaHOBJICHHON UM (hopme.
(uacts 3.1 BBenena @enepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYHIECTBISIOIIME OPraHU3aLUI0 IPOBEACHMS KIMHUYECKOIO HCCIEI0BaHMS
JIEKapCTBEHHOI'O IIpernapaTra il MEIWLHUHCKOIO IPUMEHEHHs W yKa3aHHble B 4acTu 3 craThu 38
Hacrosamiero denepaabHOr0 3aKOHA, B CIydae HEOOXOAMMOCTH BHECEHUS M3MEHEHUH B IPOTOKOI
KJIMHUYECKOT'O MCCIIEI0BAHUS JIEKAPCTBEHHOIO Ipernapara JUlsi MEJAULUHCKOrO MPUMEHEHHUS! COOOIIA0T
00 3TOM B YIIOJIHOMOYEHHBIN (efiepanbHbI OpraH UCIIOJIHUTENBHON BIIACTH, BBIIABIINHI pa3pelieHne Ha
MIPOBE/IEHUE TAKOTO UCCIIEJOBAaHUS, 110 YCTAaHOBIEHHON UM (hopMe.

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. cDOpMEl COO6H.[CHI/I$I O BHECEHMH H3MCHEHHH B MPOTOKOJI KIMHHUYCCKOIO HCCIICAOBAHUS
JICKApCTBCHHOTO Iperiapara JJIs1 MCAUITUHCKOI0 IPUMEHCHUS JOJDKHA COACPKATE CICAYIONNE CBEACHUA:

1) HaumMeHOBaHue, UICHTH()UKAIIMOHHBIH HOMEp ¥ JaTa MPOTOKOJIA KIMHHYECKOTO UCCIICIOBAHUS,
2) nata BHECEHUSI U3BMEHEHUH B MPOTOKOJ KIMHUYECKOTO UCCIIEI0BAHUS;
3) HaMMEHOBaHUE U MECTO HAaXOXICHU 3asiBUTEII;

4) HaMMEHOBaHWE OpraHU3allMU, NPUBJICYEHHON pa3pabOTUMKOM JIEKapCTBEHHOI'O Ipemnapara K
OpraHu3aIMK POBEACHUS KIMHUYECKOTO UCCIIE0BaHuUS (IIPU HATNYHHN);

5) HaAUMMCHOBAHUA M MECTa HaAXO0XICHHA MCIHUITMHCKHX opraHmauHﬁ, B KOTOPBIX IMPOBOAHUTCA
KIIMHUYCCKOEC NCCIICIOBAHUC,

6) mara BbBIgAYM pa3pelIeHUs Ha MPOBEACHHE KIWHHYECKOTO HCCIICAOBAHUS W HOMEpP 3TOTO
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pa3pelIeHus;

7) U3MEeHEeHus, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIIEIOBAHMUS.
(uactb 4.1 BBegena denepanbubiM 3akoHoM oT 11.10.2010 N 271-03)

5. B cpok, He mpeBbIIAIIMN TpUAATH PabOYMX JTHEH CO AHS MOJYyYEeHHs YKa3aHHOTO B yacTu 4
HACTOSIIIEH CTaThH COOOIIEHHS, YIOJHOMOYEHHBIH (enepaabHblii OpraH HWCHOJIHUTEIBHOW BIIACTH
paccMaTpuBaeT 3TO COOOIICHHE B YCTAaHOBJICHHOM UM MOPSAKE W MPUHUMAET pEIIeHHE O BHECEHHH
U3MEHEHUH B MPOTOKOJ KJIMHUYECKOTO HCCIENO0BAHUS JIEKAPCTBEHHOrO Ipernapara Uil MEAUIIMHCKOTO
MpUMEHEHUs uiIu 00 OTKa3e BO BHECEHUWM Takux u3MeHeHuil. Ilpu paccmorpenun cooOuieHus o
HEOOXO/MMOCTH BHECCHHMS HM3MEHEHHWH B TPOTOKOJ KIMHMYECKOTO MCCIIEOBAHUS JICKApPCTBEHHOTO
mpernapata JJii  MEIULIUHCKOTO MPUMEHEHHS B LEISX OLEHKHM OOOCHOBAaHHOCTU MpeAJiaraeéMbIX
U3MEHEHUN U ONpEAENICHUsl CTEIEHM pUCKA JUIs MAlMEHTOB, MPUHUMAIONIMX YYacTHE B KIMHHUYECKHX
UCCIICIOBAHMAX, YIOJIHOMOYEHHBIM (efepaibHbiM OpPraHOM HCIOJTHHUTEIBHOW BJIACTHU  MOTYT
IIPUBJIEKATHCSI SKCIIEPTHI COBETA 1O ITUKE.

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

6. KinHnyeckoe wuccienoBaHue JIEKapCTBEHHOIO IIpernapaTta s MEJUUUHCKOTO IPUMEHEHUs
MOXKET OBITh MPHOCTAHOBIEHO WM MPEKpaIIeHO, €ClM B IMPOILecce €ro IpoBeleHHs OOHapyKeHa
OIIACHOCTb JUISl )KU3HHU, 3/10pOBbs MAllUEHTOB. B ciryyae BOZHUKHOBEHUS OMACHOCTH JIJIS )KU3HH, 3/10POBbS
MalKUEHTa, YYacTBYIOLIETO B KIMHMYECKOM HCCIEAOBAaHUM JIEKAPCTBEHHOrO Iperapara s
MEIUIUHCKOTO TPUMEHEHHUs, HMCCIIEeoBaTeNM 00sM3aHbl MPOMH(DOPMUPOBATH 00 3TOM PYKOBOJUTEIS
MEIULUMHCKOM OpraHu3aldd W  OpPraHHU3aluio, I[OJIYYMBLIYIO pa3pelieHUuE  YIOJHOMOYEHHOIO
denepanbHOrO OpraHa HCIOJHUTENBPHOW BIACTH HA OpPraHU3alUI0 TPOBEACHHUS KIMHUYECKOTO
HCCIIE0BaHMS JIEKAPCTBEHHOTO Ipenapara. Pemenue o npuocTaHOBICHUN KIMHUYECKOTO UCCIEAOBaHUS
JIEKapCTBEHHOI'O IIpernapara JUlsi MEAULUHCKOIO IPUMEHEHUS IPUHUMAIOT PYKOBOJUTEIb MEIULIUHCKON
OpraHu3aiuy 1 (WJu) OpraHu3aius, MoTy4HBIlas pa3pelieHrne YIOoJIHOMOYEHHOTo (heaepaabHOro oprana
WCIIOJIHUTEJILHOM BJIACTH HA OPraHU3allMI0 MPOBEAEHUS KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara JUisi MEIUIMHCKOTO NPUMEHEHUs, pEeUIeHWe O MPEKpPalleHUHu TaKOTO MCCIIEIOBaHUSA
MIPUHUMAET YIOJHOMOYEHHBIN (eepalbHbIi OpraH UCIOIHUTEIbHONW BIACTH Ha OCHOBAaHUM COOOILEHUS
B THCHMEHHOW (opme pyKOBOIUTENS MEIUIIMHCKOM OpraHu3allid WM OpraHu3alus, MOTy4YHBIIAs
paspeleHrue YInoJHOMOYEHHOro (efepalbHOr0 OpraHa HCIOJHUTEIBHON BIIACTH Ha OpraHU3alliio
MPOBEACHUS KIIMHUYECKOTO UCCIIEA0BAHMS JIEKAPCTBEHHOTO ITpenapara Jjisi MEAUIIMHCKOTO TPUMEHEHHS.

7. B cpok, HE TPEBBIMIAOIINN MATH padodnX THEH CO JHS 3aBEPIICHUS], MPUOCTAHOBJICHHS WU
MPEKpaIleHUsl KJIMHUYECKOIO MCCIEAOBAaHMS JIEKAPCTBEHHOIO Impemapara Uil  MEIULMHCKOIO
MpUMEHEHHUsI, cooOIIeHne 00 ATOM HAIPaBIISIETCS OpraHU3AIMSIMHU, YKa3aHHBIMU B YacTH 3 CTaTbu 38
Hactosiero denepansHOro 3aKkoHa, B YIIOJTHOMOYEHHBIN (erepanbHblii OpraH UCTIOMHUTEIHLHON BIACTH
0 YCTaHOBJIEHHOUN UM (opMme.

8. CDopMa COO6I_I_[CHI/I${ O 3aBCpIICHHHU, IMPUOCTAHOBIICHUU WU MNPCKpAMICHUN KIIMHHYCCKOI'O
HCCIICO0BaHUA JICKAPCTBCHHOI'O IIp€riaparta A MEAUIUHCKOTO MPUMCHCHUA TOJIKHA COACPKATh:

1) uadopmanuo 0 MEIUIIMHCKOW OpPTaHM3AlNU WM METUIIMHCKUAX OPTaHHU3AIHIX, MPOBOIUBIIIX
JIAHHOE MCCIIEIOBaHKE;

2) OIMMCAHHEC JaHHOI'O UCCIICAOBAHMAA,
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3) nmanHble uccrnenoBarens (haMuiaus, UMs, OTYECTBO, MECTO pabOTHI, 3aHMMAaeMas JIOJKHOCTD,
CHEIUAaIbHOCTh, CTaX paboThl 10 TMporpaMMaM KJIMHHUYECKHX HCCIICIOBAaHUMA JIEKApPCTBEHHBIX
MpenaparoB, IepeYeHb KIMHUYECKUX HCCIEAOBAaHUN JICKAPCTBEHHBIX IMpEnapaToB, B KOTOPBIX OH
MPUHUMAJ ydacTue (TIEPUOIbI YIaCTHs) B KAYECTBE UCCIICIOBATENS NI COMCCIICIOBATEN);

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynbTaT AAHHOTO MCCIEI0BaHUA (3aBepIllIEHUE, IPUOCTAHOBICHUE WM IIPEKpaIleHUe JaHHOTO
MCCIICIOBAHMS C YKAa3aHUEM UX MPHYUH M BIUSHUS Ha OLEHKY €ro Pe3ybTaToB, OOIIYIO OLEHKY pUCKa U
OKMUJACMOM IIOJB3bl  OT IPUMEHEHMsI MCCIEAYEMOro JIEKapCTBEHHOIO IIpemapara, a TaKkke
IIpeiIoiaraeMble JajJbHENIINE JEHCTBUS).

8.1. Ilpu BeIABIEHMM (QeleparibHbIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH, OCYIIECTBIISIOLIUM
(GYHKIMU 1O KOHTPOJII0O M HAA30py B cdepe 3ApaBOOXpaHEHMS, HAPYUICHWH TNpaBWII HaJIeKaIlei
KJIIMHUYECKOW NPAKTHKU NPU IPOBEICHUM KIMHUYECKOIO HCCIIECJOBAHMs JIEKAPCTBEHHOI'O IIperapara,
BIUSIOLUIMX HA TOJHOTY U (WIM) JOCTOBEPHOCTh JAHHOI'O KIMHMYECKOI'O HMCCIEIOBAHUSA, yKa3aHHBIN
(benepanbHbI OpraH MCHOJHUTEIBHOM BIACTH MPUOCTAHABIMBACT MPOBEIEHUE JAaHHOTO KIMHUYECKOIO
HCCIIEA0BAHUSA U BBIHOCUT MEIULIMHCKOW OpraHW3all{, B KOTOPOM IPOBOJAUTCS JAHHOE KIMHHYECKOE
UCClieIoBaHKMe, IpeanucaHue o0 YCTpaHEHUM BbIABICHHbIX HapymieHuil. I[lpu HeycTpaHeHuu
MEIULUHCKOW OpraHu3aleil BbIABICHHBIX HApYyIIEHWW B YCTAHOBJIEHHBIM B IPEANHUCAHUH CPOK
yKa3aHHbI (enepanbHblii OpraH MCIOJHUTEIbHOM BIIACTM NPUHUMAET pEIIeHHEe O IpeKpalleHuu
IIPOBEJICHUS KJIMHUUYECKOIO MCCIIEJJOBAHMSI JIEKAPCTBEHHOIO IpernapaTa W HalpaBisieT B (enepalbHbIi
OpraH MCIIOJHUTEIbHON BIACTH, OCYLIECTBIAIOIIMNA (YHKIMU 1O BbIPAaOOTKE M peaau3alnuu
TOCYJapCTBEHHOH IOJMTHKH W HOPMATHBHO-TIPABOBOMY PETYIMPOBAHHIO B chepe 3ApaBOOXpAaHCHHS,
3aKJIFOYEHUE O BBIABIICHUU IPU MPOBEACHUN JAHHOTO KIMHUYECKOTO MCCIIEIOBAaHUSA HAPYIIEHUH NpaBUII
HaJuIeXkallel KIMHUYECKON PAKTUKY Ul IPUHATUS pelIeHNus 00 OTMEHE pa3pelIeHHs] Ha OPraHu3aluIo
IIPOBEJEHUS JAHHOTO KIMHMYECKOTO HCCIIENOBAaHUS C JaThl IPUHATUS PELICHHUS O MPUOCTAHOBICHHUH
IIPOBEACHUS KIIMHUYECKOIO NCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara.

(vacts 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

9. VmnonHomMoueHHBIH (QenepaibHbIii OpraH HCHOJIHUTEIBLHOW BJIACTH ONYOJMKOBBIBAET U
pasmerniaer Ha cBoeM oduuuansHoM caiite B cetn "HHTepHeTr" cooOlieHHMe O 3aBepIICHHH,
MIPUOCTAHOBJIEHUU WM NPEKPALICHUH KIWMHUYECKOTO MCCIEI0BaHUS JIEKapCTBEHHOTO Ipernapara Jis
MEIULMHCKOTO MPUMEHEHHs B CPOK, HE MPEBBIIIAIOINN MATH pabodux JHEH co JHS ero mojiydeHus, B
YCTaHOBJICHHOM UM MOPSJIKE.

10. YnonHoMoueHHbIH (eaepanbHbIi OpraH MCHOJHHUTEIbHON BIACTH OCYIIECTBISET BEJCHUE
peecTpa I/ICCJ'ICJIOBaTGJ'Ief/'I, MMPOBOAANIUX WX HMPOBOAMBIINX KIIMHUYCCKUC UCCIICAOBAHUA JICKAPCTBCHHBIX
IIPENnapaToB Uil MEAUIMHCKOIO NPUMEHEHHUS, B COOTBETCTBUU C YTBEPKACHHBIMH MM IIPAaBWIAMH H
pa3MeniaeT ero Ha cBoeM o¢uuuanibHOM caiite B cetd "VIHTepHEeT" B yCTaHOBJIEHHOM UM IOPSIJIKE.
VYKazaHHBIN peecTp coAepKUT UH(OPMAIHIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HACTOSIIEH cTaTbH.

I11. Otuer o pe3ynapTaTax KJIMHUYECKOTO HCCIEAOBAaHUSA JIEKAPCTBEHHOIO IIpemnapara is
MEIUIMHCKOTO MPUMEHEHHSI COCTABIIAETCS OpraHU3alMel, yKa3aHHOW B 4acTH 3 cTaTby 38 HACTOALIETO
(DeJ:(epaﬂLHoro 3aKOHAa, Ha OCHOBAaHHNU 3aKITIOYESHIUH MEOUITMHCKHUX opraHmauHﬁ, OpOBOAMBIIUX 3TO
UCCIIeIOBAaHKE, M MPEJCTABISAETCA B YHOJHOMOUYEHHBIH (peepanbHblii opraH MCIOJHUTEIBHON BIAcTH,
BI)I)IaBHII/Iﬁ PaspCIICHUE Ha MPOBCACHUC 3TOIO MCCICIOBAHUSA, B CPOK, HE npeBmma}omHﬁ TPEX MECALICB
CO JHS €ro 3aBeplICHMs, IMPUOCTAHOBJICHUSA WM IPEKpAlICHUs, B IOPSIAKE, YCTAHOBIECHHOM
YIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOTHUTEIBHON BIACTH.
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12. Hapymenue mnpaBuil HaJUIekKalledl KIMHUYECKON MNPakTHKH, (anbcu(uKamus pe3ylbTaToB
KIIMHUYECKOT0 HCCIEI0BAaHUs JIEKapCTBEHHOIO Ipenapara il MEJULUHCKOIO NPUMEHEHUsS BJIEKYT 3a
co0O0# OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/ATENLCTBOM Poccuiickoii deneparui.

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

13. Ilpu npoBeeHNHN KIMHUUYECKOTO UCCIIEI0BAHNS JIEKAPCTBEHHOIO IIpenapara Jyisi MEIULUHCKOTIO
IIPUMEHEHMs JOIYCKaeTcs 3a00p y MAalMEeHTOB OMOJIOTMYECKUX MaTepHaoB (00pa3libl OMOIOTMYECKUX
KHUJIKOCTEH, TKaHEH, CEKpPEeTOB W MPOAYKTOB >KU3HEACATEIILHOCTH 4YeNOBeKa, (U3MOJIOTHYECKUX U
NaTOJIOTMYECKUX BbIIEIECHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPI'aHU3MOB, OMONCUIHBINA MaTepua)
14 ux usyuyenus B Poccuiickoii @enepauuu u (uin) 3a npegenamu Poccuiickoit @enepanuu.

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

14. Tlopsimok BBO3a B Poccuiickyto ®Denepanuio U BbIBO3a 3a mpenaeibl Poccuiickoit denepannu
OMOJOTMYECKUX  MaTepUalioB, TMOJNYYEHHBIX TPU MPOBEACHUM  KIMHUYECKOTO  HCCIEIOBaHUS
JIEKApCTBEHHOT'0 TperapaTta i MEIUIIMHCKOrO TMPUMEHEHHs, YycTaHaBiuBaercs IIpaBUTENbCTBOM
Poccuiickoit deneparuu.

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

Cratbsa 41. [loroBop 0 npoBeAeHUU KITMHUYECKOro uccrnenoBaHUs NeKapCTBEHHOro
npenapara ans MeguUUHCKOro npuMeHeHus

1. KnuHuyeckoe wuccinefoBaHuEe JIEKAPCTBEHHOIO IIpemapaTta A METUIIMHCKOTO IPUMEHEHUs
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O MPOBEICHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpermapata AJii MEIULUHCKOTO TMPUMEHEHHs, 3aKI0YaeMbIM MEXKIy OpraHU3alHel, MOTy4YHBIICH
paspelieHrne YIoJIHOMOYEHHOTO (eepabHOr0 OpraHa HCIOJHUTENFHOW BIIACTH HAa OPTaHU3AIUIO
MPOBEJICHUSI TAKOT'O HCCIEAOBAHUSA, M MEAMIIMHCKOW OpraHU3alMel, OCYIIECTBIISIIONICH MpPOBECHHE
TaKOI'0 UCCIIEJOBAHMUS.

2. I[OFOBOp O TPOBCACHUU KIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOTO IIpeliapara IJid
MCIUIHUHCKOI'O IPUMCHCHUS JOJKCH COACPKATD:

1) YCJIOBUA U CPOKH TPOBCACHUA JAHHOTO UCCICJOBAHUS

2) ompexaenieHHe OOIIEH CTOMMOCTH MPOTPaMMBbI JAHHOTO HCCIIEIOBAHUS C YKAa3aHUEM CYMMHBI,
MpeIHa3HavaIonIecst sl BHITLJIAT UCCIIeIOBATENsIM, COUCCIEIOBATENSAM;

3) onpenenenue GopMbl MPEICTABICHUS PE3YIHTATOB JIAHHOTO MCCIIEIOBAHMS B YITOJTHOMOYCHHBIH
(benepanbHBIA OPraH UCMOTHUTENIBHOM BIACTH.

Cratbna 42. duHaHcoBoe obecnevyeHue KNMUHUYECKOro nccnenoBaHus
NeKapCTBEHHOro npenapara ans MeauUUHCKOro npuMeHeHus

dunaHcoBoe oOecrneyeHUEe KIMHHYECKOTO HUCCIICAOBaHUA JICKAPCTBCHHOI'O IIp€riapara A
MCIUIHUHCKOI'O IPUMCHCHUS OCYLICCTBIIACTCA 3a CUCT:

1) cpenctB deaeparbHOTO OFOKETA;

2) CpCACTB OpFaHI/I3aI_II/II71, MOJIYYMBHINX PAa3pClICHUC HA OpTraHU3alrdi0 MPOBCACHUA HOAHHOI'O
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HCCIICA0BaHMuA, B COOTBCTCTBHUU C YCIIOBUAMU OOTOBOpPA O €TI0 IMPOBCACHHUH,

3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit deneparinu HICTOYHUKOB.

Cratba 43. [lpaBa nauMeHTOB, y4acTBYHWOLWUX B KIIMHUYECKOM MUCCleaoBaHUU
NeKapCcTBEHHOro npenapara Ana MeaAULUHCKOro NpuMeHeHus

l. VYuacrthe mnanMeHTOB B KJIMHUYECKOM HCCICAOBAaHUM JIEKAapCTBEHHOI'O Mperapara Jyist
MEAUIIMHCKOTO IPUMEHEHHUS ABIISETCS JOOPOBOJIBLHBIM.

2. TlanueHT WM ero 3aKOHHBIA MPEJCTAaBUTENh JIOJDKEH OBITh MH(OOPMHUPOBAH B MUCHBMEHHOU
dhopwme:

1) 0 JICKapCTBCHHOM IIperiapare il MCAUIHUHCKOIO HNPUMCHCHHUA W CYHIHOCTH KIIMHHUYCCKOI'O
HCCIICOAOBAHUSA 3TOI'0 JICKAPCTBCHHOI'O ITpCIIapara,

2) o 6e30MacHOCTH JICKAPCTBEHHOTO TperapaTa JUIsi MEIUIMHCKOTO MTPUMEHEHHS, €ro 0KHUIaeMOU
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKa Ui MAIUEHTA;

3) 00 YCIOBUAX YHACTHA MaMCHTA B KIIMHUYCCKOM UCCIICAOBAHUU JICKAPCTBCHHOI'O IIpcIiapara s
MCAULTUHCKOI'O IIPUMCHCHUS

4) 0 OCIM WM HCIAX W MOPOAOJDKUTCIBHOCTHU KIMHHUYCCKOIO HMCCICAOBAHUA JICKAPCTBECHHOI'O
npceraparta 11 MCAUIUHCKOI'O IIPUMCHCHH,

5) 0 JAeWCTBUSX MalMeHTa B Cllydyae HeNpenBHIACHHBIX 3()()EKTOB BIHMSAHUS JIEKAPCTBEHHOTO
npenapara st MEAULUHCKOro IIPUMEHEHKS Ha COCTOSIHUE €0 310POBbS;

6) 00 ycinoBHsIX 0043aTEILHOTO CTPaXOBaHUS )KU3HH, 310pPOBbS MAIIUECHTA;

7) 0 TapaHTHAX KOH(l)I/II[eHI_II/IaJ'ILHOCTI/I ydqaCTtus IManueHTa B KIMHUYCCKOM HCCIICAOBAHUUN
JICKApCTBCHHOTO Iperapara JJIsd MCAUITUHCKOTIO IPUMCHCHU .

3. Z[O6pOBOJ'ILHOC COorJIaCu¢€ IMalueHTa Ha Yy4aCTUC B KIMHUYCCKOM HCCICIOBAHUU JICKAPCTBECHHOI'O
npemapara s MCAUIHUHCKOrO IMPUMCEHCHUA IMMOATBCPIKAACTCA €ro MNOAMNUCHBIO WKW IMOANUCBIO €TO0
3aKOHHOT'O TPCACTABUTCIIA Ha I/IH(1)OpMaI_II/IOHHOM JIMCTKC MMallUCHTA.

4. HaHI/IeHT WIM €r0 3aKOHHBII OpeaACTaBUTCIIb HMECT IpaBO OTKaA3aTrbCd OT YYaCTUA B
KIIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCIiapaTa AJII MCAUIUHCKOI'O IMPUMCHCHUA Ha 000
CTaguu IMPOBCACHUA TaKOI'0 UCCICAOBAHM.

5. IlpoBeaeHue KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO Ipenapara sl MEIUIUHCKOTO
MIPUMEHEHHUS C YIaCTHEM B KaueCTBE IMAIIMEHTOB JIETeH MOMYCKAETCs TOJBKO C COTJIaCHsl B TUCHMEHHOMN
dbopMe uX poauTenei, ycplHOBUTeNeH. J[eTh MOryT paccmaTpuBaTbCcs B KayecTBE IMOTEHIIMATBHBIX
MAIMEHTOB TAKOTO MCCIIEI0BaHUs, TOJBKO €CJIU €0 MPOBEACHNE HEOOXOAUMO ISl YKPEIIEHUS 3/10pPOBbS
netei nin npouIakTUku UHQEKIIMOHHBIX 3a00JIeBaHUI B IETCKOM BO3pacTe MO0 €CIIU IENbI0 TaKOTro
WCCTICIOBAHUS SIBJISICTCS TIOJIYYCHHE JAHHBIX O HAaWJTydllled JO3UPOBKE JICKAPCTBEHHOTO IMpernapara JJis
nedyeHus: Jered. B 3TUX clydasx TakoMy HCCIEAOBAHUIO JOKHO MPEAIIEeCTBOBATH KIMHUYECKOE
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HCCIICIOBAHKUE JIEKAPCTBEHHOTO Tpernapara Uil MEIUIIMHCKOTO MPUMEHEHHS Ha COBEPUICHHOJIECTHHX
rpakiaHax, 3a MCKIIOUYEHHEM CIIy4aeB, €CIM HCCIEAYeMbI JICKapCTBEHHBIH Ipermapar st
MCAUIIMHCKOI'O IIPUMCHCHU npeaHa3Ha4cH HUCKIIIOYUTCIIBHO JJIsL HUCII0JIBb30BaHUA
HECOBEPILCHHOJICTHUMH TPaK1aHAMHU.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpemaeTc;I IMPOBEACHNUEC KIMHHUYECKOI'O MCCICOOBAHUA JICKAPCTBCHHOI'O IIpfriapara Ijid
MCIUIHUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MAllUCHTOB!

1) neTei-CUpOT U ACTEH, OCTABIINXCS O€3 MOTICUCHUS POIUTEINICH,

2) JKCHIIUH B TMEpUOJ OCEPEeMEHHOCTH, JXEHIIMH B TIEPUOJA TPYAHOTO BCKAapMIIMBAaHUA, 3a
HCKJIIOUEHUEM CIIy4YaeB, €CIM IPOBOAUTCSA KIMHUYECKOE MCCIEAOBAaHUE JIEKAPCTBEHHOr'O IIpernapara,
MpeAHa3HAYEHHOTO ISl YKAa3aHHBIX >KEHIWH, PH YCIOBUH HEOOXOJAMMOCTH TMONYYeHHUs WH(OpMaIuu
TOJBKO BO BpeMs IPOBEICHHS COOTBETCTBYIOIUMX KIMHUYECKUX HCCIEHOBAHUM U NIPUHATHUS BCEX
HEOOXOMMBIX MEp IO HCKIIOUCHUIO PUCKA HAHECCHHUs Bpela JKEHIIMHE B TEpUOa OCpEeMEHHOCTH,
KEHILMHE B IEPUOJ TPYAHOTO BCKAPMIIMBAHUS, IIJIOY UIH PEOCHKY;

3) BOEHHOCIYXAalllUX, 3a MCKIIOYEHHEM CIIy4aeB IIPOBEIEHUS KIMHUYECKOIO HCCIIECIOBAaHUSL
JIEKapCTBEHHOT'0 IIpernapaTa, CHelMalbHO pPa3pabOTaHHOrO [yl MPUMEHEHHsS B YCIOBMSX BOEHHBIX
JCWCTBUH, Ype3BbIUANHBIX CHUTYalWid, NPOPHUIAKTHKH W JIe4eHUs 3a00JIeBaHUI W TMOpaXECHUH,
IOJYYEHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEOJArONpUATHBIX  XMMUYECKHX, OHOJIOIMYECKHX,
paavanvoHHbIX (axTopoB. KimHMYeckoe ucCClieJOBaHME TaKOIo JIEKAPCTBEHHOrO IpernapaTa MOXKET
IIPOBOAMTHCS C yYaCTUEM B KaUECTBE MMALIMEHTOB BOCHHOCIIY)KAILUX, 3a UCKJIIFOUEHUEM BOCHHOCIIYKAILlUX,
MIPOXOSAIINX BOCHHYIO CIYXO0Y 10 NMPU3bIBY, C COOIIOAEHUEM TPeOOBaHUM, YCTAHOBJIEHHBIX HACTOSILIUM
@DenepalbHBIM 3aKOHOM B OTHOLICHUH I'PaXIAHCKUX JIMLL;

4) cOTpYIHUKOB MTPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) JINII, OT6I>IBaIOH_[I/IX HaKa3aHUC B MCCTax JTHIICHUA CBO6OI[BI, a TaKXKC JIMIL, HAXOOAIIUXCA I101
CTpa)KGI\/'I B CJICACTBCHHBIX HU30JIATOpAX.

7. JlomyckaeTcsi NpPOBEIEHUE KIMHUYECKOIO HCCIENOBAaHUS JIEKapCTBEHHOIO IIpernapaTta i
MCIUIHUHCKOI'O MPUMCHCHHUS, IMPEAHAZHAYCHHOI'O JJIA JICUCHUA IICUXNUYCCKHUX 3216OJ'I€BaHI/II\/’I, C y4yaCTHueEM B
Ka4yecTBE MaIEeHTOB JIUI] C ICUXUYECKUMHU 3a00J1€BaHUSAMU, IPU3HAHHBIX HEJAEECOCOOHBIMU B MOPSIKE,
YCTaHOBJIIEHHOM  3akoHozaarenbcTBOM  Poccumiickoit  ®enepanuu.  KnuHudeckoe  MCCIIEIOBaHHE
JIEKapCTBEHHOTO IpenapaTta B 3TOM Cllyyae MPOBOJUTCA NMPH HAJIMYMUU COTJIACUs B MUCBMEHHOHW (Qopme
3aKOHHBIX HpeI[CTaBI/ITeJIefl YKa3aHHbIX JIMII.

Crtatba 44. OO6GsAsaTenbHoOe CTpaxoBaHME XU3HW, 300pPOBbA  MNaUMUEHTa,
yyacTBywLWero B KIMHUYECKOM MUCCrefoBaHUM neKapCTBEHHOro npenapata Ans
MeAULMHCKOro npumMeHeHus

(B pen. denepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpPaHHSaHI/IH, noJiydyuBHIasd pa3pClICHUC Ha OpraHHu3alrui0 MPOBCACHUA KIMHUYCCKOTO
HCCIICOOBAaHMA JICKAPCTBCHHOI'0 IIp€rapara ajd MEAWIUHCKOIO IPUMCHCHUA, 00s3aHa B KayecTBE
CTpaxoBaTCJIsl CTPaxoOBaTb PHUCK MNIPUYUHCHUA BpCAa KU3HU, 3JOPOBLIO MAlMCHTA B PE3YJILTATC
MPOBCACHUA KIMHUYCCKOTO HUCCICAOBAHUSA JICKAPCTBCHHOI'O IMperiaparta 1jid MEAUIUHCKOTO IMTPUMCHCHUA
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3a CBOM CUeT IMyTEM 3aKJIIFOYCHHA JOTOBOpa 00513aTEeIHLHOTO CTpaxoBaHUs.

2. OOBeKTOM 005g3aTeNLHOr0 CTpaxoBaHUs ABJISICTCA I/IMYH_ICCTBCHHBII‘/'I HHTEPEC TIIalllMCHTA,
CBSI3aHHBIN C MNPUIMHCHUCM BpCaa €ro KMU3HW UK 3J0POBBIO0 B PE3YJIbTATC IMMPOBCACHHUA KIMHUYCCKOTO
HCCICA0BAHMA JICKAPCTBCHHOI'O IIpC€riapaTta A MEAUIUHCKOTI'O IIPUMCHCHUA.

3. CTpaxoBbIM CIIy4aeM 10 JIOTOBOPY 0053aTeILHOTO CTPAXOBAHUS SIBIISICTCS CMEPTh MAIlUEHTA WIIH
YXYALIEHUE €ro 3/I0pOBbs, B TOM YHCIIE BIEKYIee 32 COOON yCTaHOBJICHHE HHBAJIUIHOCTH, IPU HATTUYUU
MIPUYUHHO-CIICJICTBEHHON CBSI3M MEXAY HACTYIJICHHEM J3TOTO COOBITHS W YYacTHEM TalleHTa B
KJIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOI'O MIperapara.

4, Tp€6OBaHI/I$I 0 BO3MCHICHMM Bpcaa, MNPUIUMHCHHOI'O0 JXWU3HMU MWW 3O0POBBIO IMAMUCHTA,
NpCaABABIIAOTCA B TCUCHHUEC CPOKOB HCKOBOI1 JaBHOCTH, YCTAHOBJICHHBIX I'paXaaHCKUM
3aKOHOJAaTCIIbCTBOM.

5. PasMep CTanOBOﬁ BBITIJIATHI 110 JOT'OBOPY 00513aTeNLHOr0 CTpaxoOBaHUs COCTABJIACT!

1) B ciydyae cMepTH MalMeHTa JBa MUJUIMOHA pyOiel Ha KaXJOoro MalMeHTa, y4acTBOBABIIETO B
KIIMHUYECKOM HCCIIEOBAHUU JIEKAPCTBEHHOI'O IIPENapara;

2) npu yXyALLIEHUU 37J0POBbs MAlIUEHTA!

a) TIOBJIEKIIIEM 3a COOOM yCTaHOBJIIEHHE WHBAJIUTHOCTU | Ipynmbl, OAMH MWLIHOH MSATHCOT ThHICSY
pyOnelt Ha KaxJO0ro IMalMeHTa, YYacTBOBABIIETO B KIMHWYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO
npernapara;

0) moBiekIIeM 3a cOo0OM yCTaHOBJIEHHWE WHBAIUAHOCTH Il rpynmbl, oguH MWUIMOH pyOJjied Ha
KaXXJIOTO MAaIllMeHTa, Y9aCTBOBABIIETO B KIMHUYECKOM HCCIICI0OBAHUH JICKAPCTBEHHOTO MPEMapara;

B) MOBJEKIIEM 3a co0oil ycraHoBieHue uHBanuWgHOCTU III rpynmsl, maTbcoT ThICSU pyOneil Ha
Ka)KJI0T0 MAalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HUCCIIEA0BAHUU JIEKAPCTBEHHOTO IIpemapara;

I') HE TIOBJIEKIIEM 3a COOOM YCTaHOBJICHUSI MHBAUIHOCTH, HE OOJIee YeM TpHCTa ThICSY pyOsel Ha
Ka)XJIOTO TMAalMEHTa, Y4YaCTBOBABIIET0 B KIWHUYECKOM HCCIEJOBAaHUU JIEKapCTBEHHOIO Ipenapara,
WUCXOMsl W3 HOPMATHBOB, OTPAXAIOUIUX XapakTep U CTENEHb MOBPEXKICHUS 3J0POBBS, a TaKKe
(aKTUYECKH TIOHECEHHBIX TMAllMeHTOM PACcXOJI0B, BBI3BAHHBIX IOBPEKICHUEM 3JI0pPOBBS, Ha
MEIUIIMHCKYIO TTOMOIIb, TPHOOPETEHHUE JIEKAPCTBEHHBIX MIPEMapaToB.

(mm. "r" B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 rona. - @enepanbhblii 3akoH oT 22.12.2014 N 429-D3.

7. CpOK A0roBopa 00s13aTeIIbHOTO CTpaxOBaHUAd HE MOIKET OBITh MCHEC, UYCM CPOK IIPOBCIACHUA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O ITpCIiapara.

8. YcnoBus J0roBopa 00s3aTENBHOTO CTPAXOBaHUS, B TOM YHCIE CTPaxoBble Tapudbl IO
00s13aTeIbHOMY CTPaxOBaHUIO, MepeuyeHb HEOOXOAMMBIX JOKYMEHTOB I OCYILECTBJICHHS CTPAaxOBOU
BBIIJIATHI, TOPSJOK YCTAaHOBJECHHS CTpaxoBaTeleM HHIWBUAYAJIBHOTO HICHTU()UKAMOHHOTO KoJa
ManueHTa, NopsAA0K HH(OOPMUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJICUEHHBIX K KIMHUYECKOMY
HCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEOUIMHCKOTO IPUMEHEHUs IalMeHTaX, MOpPsI0K
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YILJIAThI CTPAXOBOM MPEMUH, MOPAIO0K pEATU3ALNH ONPEACIICHHBIX HACTOAIMM DeaepaibHbIM 3aKOHOM U
ApyrumMu  (peepalbHbBIMU 3aKOHAMM IIpaB U 0O0A3aHHOCTEH CTOPOH IO JOroBOpY 0053aTeNbHOIO
CTPaxOBaHMs, a TAaKXXE HOPMATUBBI, OTPAXAIOUIME XapaKTep M CTENEHb IOBPEXACHUS 3/10pOBbS,
YCTaHaBJIMBAIOTCS TUIIOBBIMU IIPaBHJIaMH 0053aTEIbHOTO CTPAXOBAHUS.

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

9. B ciiyuae npuyrHEeHHs Bpea *KU3HU MMallMEHTa, yYaCTBOBABILETO B KIIMHUYECKOM UCCIIEJOBAaHUU
JICKApCTBEHHOTO TMIperapara, BBITOAONPUOOPETATENIIMU 10 JOTOBOPY OO0S3aTEIBHOTO CTPAaXxOBaHUS
SBIIAIOTCS TpakJaHe, HMMEIOIIME MpaBO Ha BO3MEUICHHE Bpela B Cllydae CMEpPTH KOpMUIbIA B
COOTBETCTBUH C TPAXKIAHCKUM 3aKOHOJATEIHCTBOM, NPHU OTCYTCTBUM TaKUX TpPaxiaH - POIUTEIIH,
CYIIpYT, JI€TH yMEpUIero HalueHTa, y4acTBOBABLIETO B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOI'O
npenapara, B cllyda€ CMEPTH TMAlKUEHTa, YYacCTBOBABIIErO B KJIMHUYECKOM HCCIEJOBAaHUU
JIEKapCTBEHHOI'O Ipernapara U He MMEBILIEro CaMOCTOSTENBHOIO JI0XO0/a, - IpakJaHe, Ha MXKIUBEHUU
KOTOPBIX OH HaxOJWJCs, B OTHOIICHMM BO3MEIIEHMUS PACXOJOB Ha IMOrpedeHue MalKueHTa,
Y4acCTBOBABIIETO B KIIMHUYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOTO Tperapara, - JIMIo, TOHEeCIIee TaKue
pacxosbl.

10. CrpaxoBass BblIUIaATA B CYET BO3MELIEHHUS BpeAa, NPUUYMHEHHOIO JKM3HM IMAIMEHTa,
Y4acTBOBABILIETO B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOI'O Ipernapara, paclupelesieTcs Mexay
BBIFOJIONIPHOOpETaTENIMA IPOIOPLIMOHATIBHO UX KOJMYECTBY B PABHBIX JI0JISX.

11. Ilpm HacTymiaeHUHM CTPAXOBOrO ClIy4as TMAlMUEHT, YYacCTBOBABIIMKA B KIMHUYECKOM
HCCIICIOBAHUH JIEKAPCTBEHHOTO npenapara, BBITOJIOTIPUOOPETATEIH BIIpaBe NpeabsBUTH
HEMOCPEJICTBEHHO CTPAXOBIIMKY TPEOOBAHHWE O BO3MEIICHUN MPUIMHEHHOTO Bpeaa. CTpaxoBas BhIILIATA
OCYILIECTBIISICTCSl CTPAXOBIIMKOM B TEUEHHE TPHUJLATH JHEH CO JHS MpeACTaBICHUS HEOOXOIMMBIX
JOKYMEHTOB. [lalieHT, y4acTBOBABIIMI B KIIMHUYECKOM HCCIIEIOBAaHUHU JIEKAPCTBEHHOTO MpENapara, Win
BBITOIONIPHOOpETaTENh 005S3aH COOOLIUTh CTPAXOBIIMKY [UIsl OCYIIECTBIEHUS CTPaxOBOMl BBIMIATHI
WHJUBUIYATbHBIA WIEHTU(DUKAITMOHHBIN KOJT TIAIIMEHTa, YCTAHOBIIEHHBIN CTPaxoBaTejIeM B COOTBETCTBUHU
C TUMOBBIMH MPaBUIIAMH 00S3aTEIHOTO CTPAXOBaHUSI.

12. Jlo TONHOrO OMpeleNieHus pa3Mepa MOJJISHKAIIET0 BO3MEIICHHIO Bpeda CTPaXOBIIUK IO
3asIBJICHHIO TAIMEHTAa, YYACTBOBABIIIETO B KIIMHUYECKOM UCCIICIOBAaHHUH JICKAPCTBEHHOTO Tpernapara, Wi
3asABJICHUIO BI)IFOI[OHpI/IO6pCTaTGJ'I$[ BIIpaB€ OCYHICCTBUTH YaCTb CTanOBOi/JI BbBIIIJIaThI, COOTBETCTBYIOIYIO
(haKTUYECKHU ONPEeIICHHON YaCTH MPUYMHEHHOTO Bpe/a.

13. CrpaxoBas BbIILIaTAa B COOTBETCTBUU C JIOTOBOPOM 00S3aTE€IbHOTO  CTPaXOBaHUs
OCYILIECTBIISETCS] HE3aBUCUMO OT BBIILIAT, IPUUUTAIOIIMXCS 110 APYTUM BHAJIaM CTPaXOBaHUS.

14. He AOIMYCKACTCA y4aCcTUC TMMalMEHTAa B MPOBCACHUN KIMHHYECKOIO0 HCCICAOBAHUA
JICKApCTBCHHOTO IIpCIiapaTa nNpu OTCYTCTBUU JOTOBOpA 00513aTEILHOTO CTpaxOBaHUH.

15. KoHTposp 3a HCIOJTHEHWEM OpraHU3alMel, IMOJIyYUBIIEH pa3pelleHHue Ha OPTraHHU3aLUIo
IIPOBEJEHUS KIIMHUYECKOIO MCCIEA0BaHNs JIEKAPCTBEHHOTO Mpernapara JUisi MEAUIIMHCKOTO IPUMEHEHMS,
YCTAaHOBJIEHHOW HACTOALIEH cTaThell O0S3aHHOCTH MO 005S3aTeIbHOMY CTPaXOBAaHUIO KHU3HU, 370POBbS
NaIMeHTa, YYacTBYIOLIEro (y4acTBOBABIIET0) B KJIMHUYECKOM HCCIEOBAHUU JIEKAPCTBEHHOTO
mpernapaTa, OCYIIECTBIISIETCSI YHNOJHOMOYEHHBIM (heepaabHbIM OPraHOM MCIIOJHUTEIBHOW BIIACTH,
BBIIABIIMM pa3pellieHUuE Ha MPOBEIECHUE KIMHUYECKUX HMCCIEN0BAHUM JIEKAPCTBEHHBIX MPENaparoB IS
MCIUIHUHCKOI'O IPpUMCHCHUS.
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naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEOCTB
CraTtbsa 45. NMpon3BoACTBO NIeKapCTBEHHbLIX CPeacTB

1. TIpoW3BOACTBO JIEKAPCTBEHHBIX CPEACTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHUSAM TIPABHII
HaJJIeXkKAIel POU3BOJICTBCHHON MPAKTUKH, YTBEPIKICHHBIM YIIOJTHOMOYEHHBIM (peepaibHbIM OpraHOM
HCIIOTHUTENIbHON BiacTH. OCOOCHHOCTH IMepexo/ia MPOU3BOACTBA OTIACIBHBIX JICKAPCTBEHHBIX CPEJICTB K
WX TPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSMHM MPABUI HAJICKAIIEH MPOU3BOJACTBEHHOM MPAKTUKU
yctanaBiauBatorcs IIpaButensctBom Poccuiickoit ®denepanvu. Bpimaya 3akiro4eHUd O COOTBETCTBHH
MPOU3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TPEeOOBAHMSIM TMPaBUJl HAJJICKAIIEW MPOU3BOJACTBEHHOM
MPAKTUKU OCYIIECTBIACTCS MO pPe3yJbTaTaM MHCIECKTUPOBAHUS TPOU3BOAUTENIECH JIEKAPCTBEHHBIX
CpPEACTB B MOpslKe, ycraHoBiaeHHOM IIpaBurensctBom Poccuiickonn ®enepanuu. Pazmep matel 3a
BbIIaYy 3aKIIOYEHHUS O COOTBETCTBHHM IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IMPaBUII
HaJUIeKallled  NPOM3BOACTBEHHOM IPakTUKU  ycTaHaBinuBaercsa IIpaBurensctBoM  Poccuiickon
Oenepanuu. [lopsnok opraHu3aluv U NPOBEACHUS WHCIEKTUPOBAHUS IPOU3BOJUTEIICH JIEKAPCTBEHHBIX
CpPEeICTB Ha COOTBETCTBHE TPEOOBAHUSM TPABWJI HAJJIEKAIIed MPOU3BOIACTBEHHON MPAKTHKU
ycranaBiauBaercs [IpaBurensctBom Poccuiickoit enepanum.

(B pen. ®enepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, or 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D03)

2. IlpousBoacTBO JIEKapCTBEHHBIX cpelacTB B Poccuiickoit @enepauuu  OCYyIIECTBISAETCS
IIPOU3BOIUTEINISAIMU JICKAPCTBEHHBIX CPE/ICTB, UMEIOIIMMU JIMIEH3UI0 Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepakaeHHe COOTBETCTBHUS JIMIEH3WATa IpaBUiaM HaJyleXkalleld IpOU3BOJCTBEHHOU
IPAKTUKU OCYILECTBIIACTCS B paMKax JIMLEH3MOHHOI'O KOHTPOJSI B COOTBETCTBUU C 3aKOHO/ATEILCTBOM
Poccuiickoii @enepanuu ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIEH CTaThH.

(B pen. @enepanbHbix 3aK0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS C COOIIOJeHneM TpeOoBaHMIA
MIPOMBIIIIJIEHHOTO PerJiaMeHTa, KOTOPBIM yTBEPIKAAETCS PYKOBOJUTENIEM MPOU3BOAUTENS TIEKAPCTBEHHBIX
CPEICTB M BKIIOYaeT B ce0s MepedeHb MCHOJIb3yeMbIX (apMalleBTUYECKUX CYOCTaHLUMHA U
BCIIOMOTATENbHBIX BEIIECTB C yKa3aHUEM KOJIMYECTBA Ka)XJOTO W3 HUX, JaHHbIE 00 HMCIOJIb3yeMOM
00OpYJIOBaHUM, OIMCAHHE TEXHOJIOTHYECKOTO IIpolecca M METOJOB KOHTPOJII Ha BCEX dTamax
MIPOU3BO/JICTBA JICKAPCTBEHHBIX CPEJICTB.

4. Ilpu npou3BOACTBE JIEKAPCTBEHHBIX CPEJICTB HCIIOJIB3YIOTCSA (papMalieBTHUECKHue CyOCTaHIuH,
BKJIFOYEHHBIE B TOCYJAPCTBEHHBIN PeecTp JIEKapCTBEHHBIX CPEACTB, 3a UCKIIOYEHHEM (papMalleBTUIECKUX
CyOCTaHIIMH, TPOU3BOIUMBIX I IPOBEIEHUS KIIMHUYECKUX MCCIenoBaHui 1 Ju1s skcnopTa. K mporeccy
MIPOU3BO/ICTBA (hapMalleBTHUECKONW CyOCTaHIIMU OTHOCSTCS JII0ObIE CTaAMK TEXHOJIOIMYECKOro Mpolecca,
MTO3BOJISIFOIINE MTOJIYYUTh TOTOBBIN MPOJYKT, COOTBETCTBYIOMINNA TpeOOBaHUAM (hapMaKONEeHHOM CTaTby, B
TOM 4YHciae (epMeHTalMs, SKCTPaKIHs, OYUCTKA, BBIJENEHHE, MEePeKpUCTAIUIM3alNs, BBICYLIIMBAHMUE,
M3MENbYCHHE.

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

4.1. HepequL JICKApCTBCHHBIX MpCrapaTtoB A MCIUIHUHCKOrO INIPHUMCHCHUSA, B OTHOIICHHUUN
KOTOPLBIX YCTAaHABJIMBAKOTCA Tpe6OBaHI/I${ K 06’BeMy Tapbl, YIAKOBKEC HW KOMIUICKTHOCTH, IICPCUCHBb
JICKApPCTBCHHBIX MPEIapaToB JJIA BETCPUHAPHOT'O0 MPUMEHCHUSA, B OTHOMICHU N KOTOPBIX YCTAaHABJIMBAIOTCA

KoncyabranrlLioc www.consultant.ru

HaJaeKHasl IpaBoBasi MOAAEPIKKa

Crpanuna 92 u3 126


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

®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. o1 27.12.2018) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 23.04.2019

TpeOoBaHUSI K 0OBEMY Taphl, a TaKke TpeOOBaHHS K OOBEMY Tapbl, YMAaKOBKE M KOMIUIEKTHOCTH
JIEKapCTBEHHbIX IpenapaToB Ui MEIUIUHCKOIO IPUMEHEHHus, TpeOoBaHUA K OObEMy Tapbl
JICKQpCTBEHHBIX TMPEnapaToB JJs BETEPUHAPHOTO NPUMEHEHHS OIPEICNIIOTCS COOTBETCTBYIOIIUMHU
YIIOJIHOMOYEHHBIMU (eiepalibHBIMU OpraHaMy HCIIOJIHUTENILHOW BJIACTH B IOPAIKE, YCTAaHOBJICHHOM
IIpaBurensctBoM Pocculickoit denepanuu.

(dactb 4.1 B pen. GenepanpHoro 3akona ot 14.12.2015 N 374-D3)

4.2. Opranuzanuy, OCYIIECTBIIIONIUNE MPOU3BOACTBO (hapMalleBTHUECKOW CYyOCTaHIIMU CHHpTa
STHJIOBOTO (9TaHOJA) JAJsi MPOU3BOJCTBA CHHPTOCOAEPKAIIUX JIEKAPCTBEHHBIX IPenapaToB, O0O0s3aHBI
OCYILECTBIATh YUYET U JIEKJIApUpPOBaHHUE B IMOPSAKE, YCTAHOBIECHHOM cTaThsiMu 8 u 14 ®exnepanbHOro
3akoHa OT 22 HosiOps 1995 roma N 171-®3 "O rocygapcTBEHHOM peryJWpOBaHUU TPOU3BOJCTBA U
000poTa ATHJIOBOTO CHHPTA, AJIKOTOJBHOW W CHHPTOCOJEpXKAmlell MpOAYKIHMH M 00 OrpaHUYCHHUH
noTpeOaeHus (PacUTH) aTKOTOJILHON POIYKITUN".

(uacTsb 4.2 BBeneHa PenepasibHbIM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. NnnuBuayanbHble MPEANPUHUMATEIH U IOPUIUYECKHE JIMIA, OCYIIECTBISIIONIME 3aKYNKYy H
UCIOJIb30BaHUE (DapMaIleBTHUECKON CyOCTaHIIMKM CIHPTa THIIOBOTO (3TAaHOJA), a TaKKe MPOU3BOJICTBO,
W3TOTOBJICHHE W (WiIM) o000pOT (32 MCKIIOUYEHHEM PO3HUYHOW MPOJAXKU) CIIHPTOCOICPIKAIINX
JICKapCTBCHHBIX IPENapaToB, OO0S3aHBI OCYIIECTBIATh HMX YyUYET W JICKIAPUPOBAHUE B TIOPSIKE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 ®degepanbHOoro 3akoHa ot 22 HosiOps 1995 roma N 171-®3 "O
rOCyJapCTBEHHOM PETyJIMPOBAHUHM TIPOM3BOJACTBA U 000pOTa ITHIIOBOTO CIHPTA, aJKOTOJBbHON U
CHUPTOCOEpIKAIICH MPOAYKIIMH U 00 OrpaHUYEHUHU OTPeOIeHUS (PACIUTHS) AIKOTOIBEHOM MPOTyKITUH'".
(uactsb 4.3 BBeneHa DenepasibHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

5. 3anpermaercs MPOU3BOICTBO:

1) nexapCTBEHHBIX CPEJCTB, HE BKJIIOUEHHBIX B TOCYJapCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX CPENICTB,
34 HCKJIIOYEHHEM JIEKApPCTBEHHBIX CPEICTB, IMPOU3BOAMMBIX I IIPOBEIEHUsS KIMHUYECKUX
UCCIICIOBAHUM U JUIA DKCIIOPTA;

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;
3) leKapCTBEHHBIX CPEJCTB 0€3 JTUIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHICHUCM TIIpaBUJI OpTraHHU3allH TIPOU3BOACTBA W KOHTPOJIA
KaueCTBa JICKAPCTBCHHBIX CPCACTB,

5) ¢dapmaneBTHUeckoi CcyOCTaHIIMM CHOUPTAa OSTUIOBOTO (dTaHONA) Ha TEXHOJOTHYECKOM
000py/I0BaHUU, KOTOPOE HE 3apErMCTPUPOBAHO WK 3aKOHCEPBUPOBAHO B COOTBETCTBUHU ¢ DeepanbHbIM
3akOHOM OT 22 Hos0psa 1995 roma N 171-®3 "O rocynapcTBEHHOM DPETYJIMPOBAHUU MPOM3BOJACTBA U
0o0opoTa 3TUJIOBOTO CHMPTA, AJIKOTOJBHOM M CHUPTOCOJEpKalled NpOAYKUMH M 00 OrpaHHYEeHUU
noTpebeHus (pacuTHs) aTKOTOJILHON MPOAYKITUHU" .

(1. 5 BBenen denepanbHbIM 3akoHOM 0T 29.07.2017 N 278-D3)

6. HpI/I BBOJC JICKAPCTBCHHBLIX CpCIACTB B Fpa)K,Z[aHCKI/Iﬁ 060pOT YIIOJJHOMOYCHHOC JIMIO
MMPOU3BOJUTEIIA JICKAPCTBEHHBIX CPEACTB OCYIICCTBIIACT MOATBEPKACHHUE COOTBETCTBUA JICKAPCTBCHHBIX
CpCACTB TpeGOBaHI/IHM, YCTAHOBJICHHBIM IIpU HUX FOCYI[E[pCTBCHHOﬁ perucrtpanuu, U rapaHTupyeT, 4TO
JICKApCTBCHHBIC CpEACTBa INPOU3ZBEACHLEI B COOTBETCTBUHU C Tpe6OBaHI/I$IMI/I IMpaBuI Haﬂnemameﬁ
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IIPOU3BOJCTBEHHOMN IIPAKTUKH.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YTNOJTHOMOYEHHBIM JIUIIOM TPOU3BOIUTEINS JICKAPCTBEHHBIX CPEJICTB SBISIETCS €ro paOOTHUK,
aTTECTOBAaHHBIA B YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (pellepabHbIM OPraHOM HCHOJHUTEIBHOM BIIaCTH
MOPSJIKE ¥ UMEIOIIUI CTaX pabOThl HE MEHEe YeM IISATh JIET B 00JacCTH IPOU3BOJICTBA U (HUJTM) KOHTPOJIS
KauecTBa JICKApPCTBEHHBIX CPEJICTB, BhICIIEEe 00pa30BaHUE COOTBETCTBEHHO 110 OJIHOM U3 CIEUAIIbHOCTEH
1 (WIK) OTHOMY W3 HANPABJICHHUHA MOATOTOBKHU: OMOJIOTHS, OMOTEXHOJIOTHS, BETEPUHAPHS, KIMHHUYECKAS
MEIMIMHA, paJuallMOHHAs, XUMHUYECKas M Ouoyiornyeckas 3ammura, ¢apmanus, (yHIaMeHTalIbHAas
MEJUIIMHA, XUMUYECKasl TEXHOJIOTHSI, XUMUS.

(dactpb 7 B pen. DeaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

8. Ilpon3BonuTENN JEKAPCTBEHHBIX CPEICTB (32 UCKIIOUEHHEM (PapMaleBTUYECKON CyOCTaHLIUHU
CIUPTa STUIOBOTO (3TaHOJA) MOTYT OCYIIECTBIIATH MPOJAAXy JIEKAPCTBEHHBIX CPEJICTB WIIU IEepe/laBaTh
HX B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepauun Nopsike:

(B pen. @enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3aiusM ONTOBON TOProBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3alvsaM, BCTCPUHAPHBIM aIITCUHBIM OpraHu3alviaM, WHAHWBUAYAJIbHBIM
OpcaANpUuHUMATCIIAIM, HUMCIOIIUM JIMIOCH3HWIO Ha q)apMaI_IeBTI/I‘IeCKYI-O JACATCIIBHOCTh HMJIM JIMIOCH3HMIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,

4) Hay4HO-UCCIIEJ0BATEIbCKUM OpPTaHU3aLUAM Ul HAyYHO-HCCIIEI0BATENbCKOM pabOThI;
5) MEIULIMHCKUM OpraHU3alusM U BETEPUHAPHBIM OpraHU3alUsIM;
6) opranu3anusM, OCyIIeCTBISIONIMM pa3Be/ieHHe, BIpAllUBaHUE U COAEP)KaHUE )KUBOTHBIX.

9. IlpouwsBomutenu (papManeBTUUECKON CYOCTaHIIMU CIUPTAa ASTUIOBOrO (dTaHOJA) OO0s3aHBI
OCYILIECTBIATh pean3aluio (Iepeaady B yCTaHOBIEHHOM 3aKOHOJaTelnbcTBOM Poccuiickoit deneparyu
nopsiike)  (papMaleBTUYECKON  CyOCTaHIIMM  COMpPTa  ATWIOBOrOo  (3TaHONA)  MPOU3BOJIUTEISIM
JIEKapCTBEHHBIX CPEJCTB JUIsl MPOU3BOJCTBA JEKAPCTBEHHBIX CPEJCTB B €MKOCTSIX 00beMoM He Ooiee 1
mutpa u (unn) He MeHee 1000 TuTpoB, a opraHu3anmsIM, YKa3aHHbBIM B IIYHKTax 2 - 6 yacTu 8 HacTosIen
CTaThH, B Tape 00beMOM He Oostee 1 nuTpa.

(dactb 9 BBeneHa PenepanbHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

CraTtbsa 46. MapkupoBKa fekapCcTBEHHbIX CpeACcTB

1. HeKapCTBeHHI)Ie openaparbl, 3a HCKIIOYCHHUEM JICKAPCTBCHHBIX MPCIapaToB, HW3TOTOBJICHHBIX
AllTCUHBIMU  OpTraHU3alUsIMU, BCTCPUHAPHBIMHU AlTCYHBIMH OpraHUu3allusaAMU, HWHIUBUAYAJIbHBIMU
npeaAnpuHUMaTeIIMiM, HWMCIHOIMWMMHA JIMOCH3HUIKO Ha q)apMaueBTquCKy}o JACATCIIBHOCTh, OOJI?KHBI
IoCTynaThb B o6pa1ueHHe, CCJIN:

1) Ha uUX NEpBUYHOM yMaKOBKE (3a MCKIIOUYEHHWEM TNEPBUYHOM YMAKOBKH JIEKapCTBEHHBIX
pacTUTENBHBIX MpenapaToB) XOPOIIO YUTAEMbIM IIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBAaHUE
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JIEKApCTBEHHOr0  mpemnapara (MEXAyHApOJAHOE HENaTEHTOBAHHOE, WM TPYNIUPOBOYHOE, WIHU
XUMHUYECKOE, WJIM TOPrOBOE HAMMEHOBAHUE), HOMEP CEPHH, JlaTa BhIMYCKa (71T MMMYHOOHOJIOTHUYECKHUX
JIEKAPCTBEHHBIX MPENapaToB), CPOK TOAHOCTH, JO3UPOBKA WM KOHIIEHTpalus, 00beM, aKTUBHOCTHb B
eIMHULAaX NeHCTBUS WM KOJHYECTBO 103,

(B pen. @enepanpubix 3akoHOB OT 11.10.2010 N 271-03, ot 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOM (MOTPEOUTETHCKOW) YIAKOBKE XOPOIIO YUTAEMBIM IHIPUPTOM HAa PYCCKOM
A3bIKE YKa3aHbl HAaMMEHOBAaHUE JIEKAPCTBEHHOTO Mperapara (MEeXAyHapOIHOE HEMAaTeHTOBAaHHOE, HIIU
IPYNIHPOBOYHOE, WJIM XUMHUYECKOE U TOPrOBO€ HAMMEHOBAHMUS), HAWUMEHOBAaHUE IPOU3BOIUTEIS
JICKapCTBEHHOTO Iperapara, HOMep CepHH, JaTa BBIIYCKa (11 MMMYHOOHOJOTHYECKUX JIEKAPCTBEHHBIX
[pernapaToB), HOMEpP PErHUCTPAIMOHHOTO YIOCTOBEPEHHS, CPOK TOJHOCTH, CIIOCOO0 MPUMEHEHHS,
J03UPOBKAa WM KOHIEHTpaIus, 00beM, aKTUBHOCTh B €IMHMIAX JCHCTBUS JMOO KOJHMYECTBO /103 B
yIaKoBKe, JIeKapcTBeHHasi (opMa, YCIOBUS OTIYCKa, YCIOBUS XpaHEHHUs], IPEeTyNpeaUTebHbIC HAITICH.
(B pen. @exnepanbubix 3aKk0HOB oT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. dapMareBTHUECKUE CYOCTaHIIMU JOJDKHBI TOCTYNaTh B OOpallleHHe, €ClIM Ha MX MEePBUYHON
VIIAaKOBKE XOPOIIIO YHTAEMBIM MIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHHE (hapMaleBTUICCKOM
cyOcTaHIK (MEKIYHAPOIHOE HEMAaTEHTOBAHHOE, WM TPYNITHUPOBOYHOE, WIM XUMHUYECKOE U TOPrOBOC
HAaUMEHOBAHMSI), HAUMEHOBAHHE MMPOU3BOAUTENS (PapMaIeBTUICCKONW CyOCTaHIIMK, HOMEp CEpUHU U Jara
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE W €JMHUIIBI U3MEPEHUS KOJMYECTBA, CPOK TOJHOCTH M YCIIOBHSI
XpaHCHUSI.

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

3. JlexapcTBEHHBIE CpEACTBA B KAYECTBE CHIBOPOTOK JOJIKHBI IIOCTYIIATh B 00paIlleHNE ¢ YKa3aHUEM
’KHMBOTHOI'0, U3 KPOBH, IJIa3Mbl KPOBH, OPI'aHOB U TKAHEH KOTOPOI'O OHU MOJIyYEHBI.

4. Ha BTOpHUHYIO (IOTPEOUTEIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPECTB, IOJYyYEHHBIX U3 KPOBH,
IUIa3Mbl KPOBU, OPraHOB W TKaHEeHW ueloBeKa, MOJDKHA HAHOCUThCS Haamuch: "AHtutena k BUY-1,
BUNU-2, k Bupycy renarura C 1 OBEpXHOCTHBIN aHTUTE€H BUpYyca remnartuta B orcyrcrByror".

5. Ha  nepBuYHy0O  ymakoBKY W BTOpPUYHYIO  (TOTPEOMTENbCKYIO)  YIAaKOBKY
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPECTB JI0JKEH HAHOCUTHCS 3HAK PaJIMalliOHHON OMAaCHOCTH.

6. Ha BTOpHYHYyIO (MOTPEOUTENBCKYI0) YIIAKOBKY TOMEOMATHYECKHX JIEKAPCTBEHHBIX MpPErapaToB
IOJDKHA HAHOCUTHCS HAAIMNCh: "I oMeonaruueckuii’.

7. Ha BTOpHYHYIO (IOTpeOMTENbCKYIO) YHNAKOBKY JIEKAapCTBEHHBIX PACTUTENBHBIX IpenapaToB
JOJKHA HAHOCUThCA Haanuch: "[Ipoaykius npouia paauallioHHbIH KOHTPOJIb' .

8. Ha mnepBuuHyro ymakoBKy (€ciu JUIsl 3TOrO CYIIECTBYET TEXHHUYECKass BO3MOXKHOCTB) U
BTOPUYHYIO (MOTPEOUTENHCKYI0) YIAKOBKY JICKAPCTBEHHBIX TMperapaToB, MpPETHA3HAUYCHHBIX IS
KJIIMHUYECKUX MCCIIEOBaHMM, JOHDKHA HAHOCUTBCS HAANUCh: "I KIMHUYECKUX UCCIIEJOBaHUN".

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

9. VYmnakoBka JEKapCTBEHHBIX CpEACTB, NPEJHA3HAYECHHBIX MCKIIOYUTEIBHO ISl JKCIIOPTa,
MapKUpPYeTCsl B COOTBETCTBHH C TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHyto Tapy, KOTOpas HE IpeJHa3HaueHa /s MOoTpeOuTened W B KOTOPYIO
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IMOMCUICHO JICKAPCTBCHHOC CpCACTBO, AOJDKHA HAHOCHUTLCA I/IH(bOpMaI_[I/ISI 0O HaWMCHOBAHHH, CCPHU
JICKApCTBEHHOT'O CpC€ACTBA, OaT€ BBIIIYCKA, KOJUYCCTBE BTOPHUYHBIX (HOTpe6I/ITeHBCKI/IX) YIIaKOBOK
JICKApCTBCHHOT'O CPEACTBA, MPOU3BOAUTCIIC JICKAPCTBCHHOTO CPCACTBA C YKA3aHUCM HAWMMCHOBAHHA H
MCCTOHAXOXJACHUSA IIPOU3BOJUTEIIA JICKAPCTBEHHOT'O CPEACTBA (anpec, B TOM 4YHMCJIC CTpaHa U (I/IJ'II/I) MCCTO
IMPOU3BOJACTBA JICKAPCTBCHHOI'O CpeI[CTBa), a TaKKC O CpPOKC roaHOCTHU JICKAPCTBCHHOI'O CpCACTBA U 00
YCIIOBUAX €0 XpaHCHUA U IICPEBO3KU, HeO6XO,Z[I/IMBIe nopeaAynpeaAUTECIbHBIC HAAIIMCH U MaHUITYJIATOPHBIC
3HaKM.

11. Ha nepBuuHyi0 yHakoBKYy W BTOPHUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CPEICTB HJisi BETEPUHAPHOIO MPUMEHEHUs JOKHA HAHOCUTHhCS Haanuck: "Jljig BeTepuHApHOTO
npuUMeHeHus".

12. Ha BropuuHyto (IOTpPEeOUTENBCKYI0) YHNAKOBKY JIEKapCTBEHHOIO IIpernapaTa HaHOCHUTCS
IITPUXOBOH KOJ.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 NEKAPCTBEHHbIX CPECTB
U3 POCCUNCKON ®EOEPALIUN
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaaok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro denepauumro m
BbIBO3a NeKapCTBEHHbIX cpeacTB u3 Poccunckon depepauum
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nexkapctBeHHbIX cpeacTB B Poccuiickyro ®enepainnio OCYLIECTBISETCS B IOPSAIKE,
ycraHoBieHHOM [IpaButensctBom  Poccuiickoii  ®enepanuu, B COOTBETCTBUM € TaMOKEHHBIM
3aKOHOAATEIbCTBOM TaMokeHHOro coro3a B pamkax EBpA3DC (manee - TaMoOXEHHBIN cO103) U (UJIN)
3aKoHOIaTenbCcTBOM Pocculickoit denepanu 0 TaMOKEHHOM JIEI€.

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

2. BBosumbie B Poccuiickyto @enepalnuio JieKapCTBEHHBIE CPECTBA JOJDKHBI OBITH BKIIIOUEHBI B
TOCY/IapCTBCHHBIN PEeecTp JIEKaPCTBCHHBIX CPEJICTB.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. Jlomyckaercs BB03 B Poccuiickyro ®enepaiuio KOHKPETHOM MapTHM 3aperHCTPUPOBAHHBIX U
(W)  HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IMPEJHA3HAUYEHHBIX JJIs  INPOBEIEHUS
KIIMHUYECKHUX I/ICCJ'IGI[OBaHI/Iﬁ JICKApCTBCHHEBIX IPEIapaToB, MPOBCACHUA ISKCHCPTU3BI JICKAPCTBCHHBIX
CPEICTB Ul OCYILECTBIEHHUS TIOCYIapCTBEHHOW PErucTpaluy JIEKapCTBEHHBIX IpEnapaTroB WM AJIs
OKa3aHUus MGI[I/IIH/IHCKOI\/JI IMOMOIIM 110 XU3HCHHBIM IMOKAa3aHUAM KOHKPCETHOI'O IMAalMCHTAa Ha OCHOBAHHH
paspelieHns, BBIAAHHOTO YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCHOJHUTENBHOM BIACTH MO
3asdBICHUSAM JIMII, yYKa3aHHBIX B cTarbe 48 Hacrosmero ®dexepanbHoro 3akoHa. PaccmoTpeHue Takoro
3a8BJICHUS W TPHUHATHE PEIIEHUs O BbIJAa4Y€ pa3pellieHuss Ha BBO3 KOHKPETHOW MapTUH
3apETUCTPUPOBAHHBIX U (WIJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, MPEIHA3HAYCHHBIX IS
IIPOBEJEHUS KIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX IIPENApaToOB, IPOBENEHUS OSKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB JJIsi OCYLIECTBJIEHHS TOCYAAPCTBEHHOM perucTpanuu JIeKapCTBEHHBIX
IIPENapaToB WM JUIsl OKa3aHWs MEOUIMHCKOW IOMOIIM IO JKU3HEHHBIM IOKa3aHUAM KOHKPETHOI'O
nanueHTa 0o 06 oTKa3e B BblIaue YKa3aHHOTO pa3pelieHHs] TPOU3BOJATCS B CPOK, HE MPEBBIIIAOIIHNHA
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Ty padounx nHel. [InaTa 3a BeIgady yKa3aHHOTO pa3pellieHus He B3UMAaETCsl.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4. B Poccuiickyro @Denepanyio MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEJICTBA, KAYECTBO KOTOPBIX
HNOJATBEPKAEHO  CEpPTU(PHUKATOM  IMPOU3BOAMTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOoBaHUAM (papMaKoIeHHbIX cTaTel JInbo B ciiyyae
UX OTCYTCTBUS HOPMaTUBHOM JOKYMEHTALlMU WJIA HOPMaTUBHOI'O TOKYMEHTA.

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

5. 3anpemaercst BBo3 B Poccuiickyro @enepanuro GpaibCcuUIMPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB,
HEZ00POKAYECTBECHHBIX JIEKAPCTBECHHBIX CPEICTB, KOHTPA(DAKTHBIX JIEKAPCTBEHHBIX CPEICTB.
(B pen. @enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

6. QanbcuUIUPOBAHHBIC JIEKAPCTBECHHBIC CPEJCTBA, HEIOOPOKAYECTBEHHBIC JICKAPCTBEHHBIC
CpEICTBA MOJUIKAT U3BATHIO U TIOCIIEAYIONIEMY YHHUTOXKEHHIO WK BbIBO3Y U3 Poccuiickoii denepanum,
KOHTpa(i)aKTHI)Ie JICKAPCTBCHHLIC CPCACTBA - U3BATHUIO U MOCICAYIOIIEMY YHHUYTOKCHHUIO. YHUYTOXKECHNE
wim  BeIBO3 u3 Poccuiickoit  ®exepauun  panbcupUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEJCTB,
H6H06pOKaq€CTB€HHBIX JICKAPCTBCHHBIX CpCaACTB, KOHTpaq)aKTHBIX JICKAPpCTBCHHBIX CpCACTB
OCYIIECTBIISICTCS 3a CYET JIMIA, OCYIIECTBMBIIETO HUX BBO3. [lOpSIOK YHHYTOXEHHS H3BATHIX
q)aJ'II)CI/I(l)I/ILII/IpOBaHHI)IX JICKApCTBCHHBIX CpPCACTB, HGI[O6pOKa‘-ICCTBCHHI)IX JICKApPCTBCHHBIX CPCACTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaBurensctBom Poccuiickoii denepanum.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectBiastomue BBo3 B Poccuiickyro  ®enepanuio  GaibCUPUIMPOBAHHBIX
JICKApCTBEHHBIX  CPEACTB, HEJOOPOKAYECTBEHHBIX  JIEKAPDCTBEHHBIX  CPEICTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHM C TAMOXKEHHBIM 3aKOHOJATEIbCTBOM
TamoxeHHOro coro3a u (Uin) 3aKkoHoaareabcTBoM Poccuiickoit denepanuu 0 TaMOKEHHOM JIEIIE.

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

8. BbIBO3 JekapcTBEHHBIX cpencTB U3 Poccuiickoit denepanuu ocymecTisieTcs 0e3 NpuMeHEHHs
OrpaHUYEHUI, YCTAaHOBJEHHBIX TaMOXXEHHBIM 3aKOHOJATENLCTBOM TaMOXXEHHOro coro3a M (MIN)
3aKoHOmarenscTBOM Poccuiickont denepanuu 0 rocyJapCTBEHHOM pPETrYJIMPOBAHMHM BHEIIHETOPTOBOM

NEeITEILHOCTH.
(B pen. ®enepanbabix 3akoHOB OoT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N
429-03)

Koncynprantlntoc: npumedanue.
C 29.11.2019 cr. 47 nononnsiercs 4. 9 (O3 ot 28.11.2018 N 449-D3).

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 SieKapCTBEHHbIX CPeaAcTB
B Poccumnckyro ®egepauuto
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHbIe cpencTBa B Poccuiickyro denepaiuo MOryT BBO3HUTH:
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) mnpou3BOAUTENM JIEKAPCTBEHHBIX CPEACTB JUId ILened COOCTBEHHOrO IPOM3BOJICTBA
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JICKApCTBCHHBIX CPCIACTB;

2) WHOCTpaHHbIE pPa3pabOTYUKU JIEKAPCTBEHHBIX CPEICTB U HMHOCTPAHHBIE MPOU3BOIUTENN
JICKaApCTBEHHBIX CPEJCTB WM APYrHe IOPUAMYECKHE JTUIA 110 TOPYUYCHHUIO Pa3pabdoTIHKa JIEKApCTBEHHOTO
CpeacTBa Uil MPOBEICHHS KIMHUYECKHX MCCIEIOBAaHUM JIEKAPCTBEHHOIO Ipemnapara, OCYIIECTBIICHUS
TOCYJapCTBEHHON  perucTpaluy  JICKapCTBEHHOTO — Iperapara, BKIIOYEHHS  (apMarieBTUYECKOM
CyOCTaHIIMM B TOCYJapCTBEHHBIA pEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJISI KA4eCTBA JIEKAPCTBEHHbIX
CPEACTB IpH HAJIMYUH pa3pelIeHUs] YIIOJIHOMOYEHHOTO (peepasbHOr0 OpraHa WCHOJHHUTEIBHON BIIACTH
Ha BBO3 KOHKPETHON MapTUU JIEKAPCTBEHHBIX CPEJICTB;

3) opranu3anuy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMY;

4) HayYHO-UCCIICJIOBATECILCKUE OpPraHU3allid, OO0pa30BaTeNbHBIC OpPraHHW3alMU  BBICIIETO
oOpa3oBaHMsl, MPOW3BOAUTEIH JICKAPCTBECHHBIX CPEACTB IS Pa3paOOTKH, HCCICIOBAHUN, KOHTPOIIS
0€30MacHOCTH, KadecTBa, A(PQPEKTUBHOCTH JICKAPCTBCHHBIX CPEACTB NPU HAIUYUU  Pa3pEUICHHS
YIIOJTHOMOYEHHOTO (helepaIbHOTO OpraHa UCIIOJIHUTELHON BIACTH;

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

5) METUIIMHCKUE OpraHu3alliyi, MHbIE YKa3aHHbIE B ITyHKTaxX | - 4 HacTosIIeN CTaTbU OpraHu3aluu
JUI OKa3aHWsI MEIULMHCKON IIOMOIIM I10 )KM3HEHHBIM [TOKA3aHUAM KOHKPETHOTO MALIMEHTa IPU HAJTMYUU
pas3pelieHnst yImoJIHOMOUYEHHOTO (eAepaTbHOT0 OpraHa MCIOJHUTEILHON BJIACTH HA BBO3 KOHKPETHOU
[apTUHU JIEKapCTBEHHOI0 IpenapaTa, BBIAAHHOTO B YCTAHOBJIEHHOM IOpsIKE B (OpME 3JIEKTPOHHOIO
JIOKYMEHTA, MOAMMCAHHOTO YCHIICHHON KBAIM(UIIMPOBAHHON JIEKTPOHHON MOATHUCHIO.
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

Cratba 49. [1OKyMeHTbl, nNpeactaBnsieMblie B TaMOXeHHble opraHbl Poccumnckowm
Penepauunm nNpu BBO3e NieKapCcTBEeHHbIX cpeacTB B Poccuinckyro Penepauuto
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Tlpu BBO3e nekapcTBeHHBIX cpeACTB B Poccuiickyro denepanuio B TaMOXEHHBIE OpraHbl
Poccuiickoit  ®depeparuu  HapsAxy C JAOKYMEHTAMH, NPEACTABICHHE KOTOPBIX MPEAYCMOTPEHO
TaMOKEHHBIM 3aKOHOAATEIhCTBOM TaMOXEHHOTO coro3a W (W) 3aKOHOJATeNbCcTBOM Poccuiickoif
denepanyu 0 TAMOKEHHOM JIEJIE, MPEJICTABIISIIOTCS CIEAYIOIME JOKYMEHTHI:

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

1) ceptudukar mHPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA, YJIOCTOBEPSIOUINII COOTBETCTBHE
BBO3UMOTO JIEKAPCTBEHHOTO CpeAcTBa TpeOoBaHUAM (apmakoneidHoH cTatbu JuOO B ciydae ee
OTCYTCTBHSI HOPMATUBHOM JOKYMEHTAIIMH UM HOPMATUBHOI'O JOKYMEHTA;

2) paspelieHHe YHOJIHOMOYEHHOTO (hefiepalbHOr0 OpraHa HCIOJIHMUTENBbHOM BJIACTH Ha BBO3
KOHKPETHOM MAapTHUH JIEKAPCTBEHHOT'O CPEICTBA B CIydasX, YCTAHOBJIIEHHBIX YacTbio 3 craThu 47
Hacrosuiero denepaabHOro 3aKOHa.

2. JIokyMeHTBI, yKa3aHHBIE B NMyHKTax | u 2 4actu | HacTosIIel cTaThH, MPEACTABISIOTCS B
TaMOXeHHble opranbl Poccuiickoit @enepanun npu NpuOBITUN JEKapCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuro.

(B pen. deaepanbhoro 3akoHa ot 06.12.2011 N 409-03)
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Cratba 50. BB0o3 nekapcTtBeHHbIX npenapatoB B Poccuunckyro depepauuio ans
JINYHOrO UCMNOJIb30BaHUA U UHbIX HEKOMMEPUECKUX Lenen, a Takke ANs UCNONb30OBaHUSA
Ha TeppPUTOPUM MEXAYHAPOAHOIro MeaAULIMHCKOro Krnacrepa
(B pen. @enepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIC TmpernapaThl MOTyT OBITH BBe3eHbI B Poccuiickyro ®Denepanuio 0e3 ydera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsmMu | - 4 crateu 47, ctathsimu 48 u 49 nactosmero denepalbHOTO
3aKOHa, €CIIM OHU IMpeIHA3HAYEHBI JJIA:

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

1) nuYHOrO MCHOJB30BaHUS (PU3MUYECKUMH JHIlaMH, NpubbiBIIMMU B Poccuiickyo ®exnepanuio.
I[Ipu »stom BBO3 B Poccuiickyro Denepanuio JIEKapCTBEHHBIX IPENApPATOB, COAECPXKAILIMX
CIWIIbHOACHCTBYIOIIME U (WIM) SJOBUTHIE BELIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICHCTBYIOIIMX BELIECTB MJIs LEJEN YrOJOBHOIO 3aKoHOJaTenbcTBa Poccuiickoit denepanuu U B
CIMCOK SIIOBUTBIX BEILIECTB MJisi LieJied YroJIOBHOIO 3akoHojaTenbcTBa Pocculickoir ®denepauuu,
yrBepkaeHHble [IpaBurensctBoM Poccniickoit denepanuu, OCYyHIECTBIAETCS NIPU HAJIUYHMK JTOKYMEHTOB
(3aBEepeHHBIX KOMUN JOKYMEHTOB WMIIM 3aBEPEHHBIX BBIMHMCOK W3 HUX), MOATBEPIKIAIOIIUX Ha3HAUCHUE
¢u3n4YecKkoMy JIMIly YKa3aHHBIX JIEKAPCTBEHHBIX TMPEMapaTroB (3a HCKIIOYEHHUEM JIEKapCTBEHHBIX
IpenaparoB, 3aperucTpupoBaHHbIX B Poccuiickoit ®enepauum u ornyckaemblx B Poccuiickoit
®enepanuu 0€3 peLenTa Ha JeKapcTBEHHbIN npenapar). [lonrBepkaaroniye J0KyMEHTbI (MX 3aBEPEHHbIE
KOIUU WJIM 3aBEPEHHBIE BHIMUCKHU M3 HUX) JIOJKHBI COIEPKATh CBEICHUS O HAUMEHOBAHUM U KOJIMYECTBE
Ha3HAYEHHOr'0 JIEKapCTBEHHOIO Ipenapara. B ciydae, ecium NOATBEp)KIArOIIME JOKYMEHThI (UX
3aBepEHHBIC KOMHM WM 3aBEPEHHBIC BBIMHCKU W3 HUX) COCTABIEHb HAa MHOCTPAHHOM SI3bIKE, K HHUM
IpujlaraeTcs HOTapualbHO 3aBEPEHHBIN NIEPEBO] HA PYCCKUM SA3BIK;
(m. 1 B pea. @enepanbuoro 3akona ot 02.06.2016 N 163-03)

2) WCMOJB30BaHMS  PAaOOTHUKAMH  JIAINIOMATHYECKOTO KOpIyca WM  MPEACTaBUTEISIMU
MEKIYHApOAHBIX OpraHu3aluii, akKpeIuToBaHHbIX B Poccuiickon denepannu;

3) neudeHus MaccaXUpoB M WIEHOB JKUMNAXEW TPAHCIOPTHBIX CPEACTB, IMOE3JHBIX Opuraa u
BOJIUTEJIEH TPAHCIIOPTHBIX CPEACTB, NpuOBIBIINX B Poccuiickyto deneparuro;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHus y4aCTHUKOB MEXJTYHAPOJIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPONPUATHH U Y4aCTHHUKOB
MEXIYHapOAHbBIX dKCIEIUIIUI;

5) nedeHuss KOHKPETHBIX KUBOTHBIX B 300MapKax, a TaK)Ke KUBOTHBIX, BBO3UMBIX B Poccuiickyro
denepanuio s y9acTusi B CIOPTUBHBIX M 3PEIIUIITHBIX MEPOTIPUSTHSIX;
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

6) UCTIONB30BaHUS HA TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 29.06.2015 N 160-D3)

2. B ciyyasx, npeayCMOTPEHHBIX 4acThiO | HacToslIel CTaThH, NOIyCKaeTcs BBO3 B Poccuiickyro
denepanyio JIEKApCTBEHHBIX NPENApaToB, HE 3apErUCTpUPOBaHHBIX B Poccuiickoil @enepanun.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. .HCI(apCTBCHHBIC npenaparsl, NPpECAHA3HAUYCHHDBIC IJIA FyMaHHTapHOﬁ oMo (COIIGIZCTBHH) NN
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IIOMOIIM IIPYM 4YPE3BBIYAMHBIX CHTyauusx, BBO3sATCA B Poccuiickyto ®enepanuio B NOpsIKE,
yctanoBiieHHOM [IpaButensctBom Poccuiickoit ®depeparuu. 3amnpemaercs BBo3 B Poccuiickyro
@denepallio  HE3APETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IIPENaparoB,  IpEJHA3HAYEHHbIX  JJIA
ryMaHUTapHON MOMOIIH (COACHCTBHS) UM MIOMOIIY IPU YPE3BbIYANHBIX CUTYALIUSX.

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

Cratba 51. CotpyaHuuyecTBO (peagepanbHOro opraHa WCMONHUTENILHOW BRacTy,
YNOSIHOMOYEHHOro B 0OONacTM TaMOXEHHOro perna, W ApPYrux YNonHOMOYEeHHbIX
¢depepanbHbIX OpraHOB UCMONTHUTENBLHOWU BracTun

1. VYnmomHoMoueHHbIe (enepanbHble OpraHbl HWCIOJHUTEIBHON BIACTH MPEAOCTABISIIOT B
pacriopsbkeHue (eepaJbHOr0 OpraHa HCIHOJHMTENBbHOM BIAcTH, YHOJIHOMOYEHHOT0 B 001acTu
TaMOXXEHHOTO JIeJla, TOCYAAapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB, a Takke HH(OPMAIHIO O
BBIIAaHHBIX pa3pellIeHUs X Ha BBO3 KOHKPETHOW NapTHUM JICKApCTBEHHBIX CPEICTB B CllyyasX,
YCTaHOBJIEHHBIX 4acThio 3 craThu 47 HacTosmero deaepanbHOro 3aKOHa.

2. @enepanbHblil OpraH HCHOJHUTEIBHON BIIACTH, YIOJHOMOYEHHBIH B 00JACTH TaMO>KEHHOI'O
nena, nHQOPMHUPYET yKa3aHHBIC B 4aCTH | HACTOAIICH CTaTbU YIMOJTHOMOUYEHHBIE (e/iepaibHbIe OpraHbl
UCIIOJIHUTEJIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpencTtB B Poccuiickyro denepanuio M BBIBO3E
JIeKapCTBEHHBIX cpeAcTB u3 Poccuiickoir denepanyuu mo GopMe u B MOpPsAKE, KOTOPHIE yCTAaHOBIICHBI
IIpaButensctBOM Poccuiickoit Deneparuu.

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

Masa 10. PAPMALEBTUYECKAA OEATEJIbHOCTb
CraTtba 52. OcyuwecTBneHue cpapmMmaueBTUHECKON AEATENTLHOCTU

1. ®apmaneBTHyecKas AESITENBHOCTb OCYLIECTBISIETCS OpPraHU3alUsMU ONTOBOM TOProBiId
JIEKApCTBEHHBIMU ~ CPEACTBAMH,  aNTE€YHbIMM  OPraHU3alUsIMH, BETEPUHAPHBIMU  ANTECYHBIMU
OpraHu3alMsIMH, WHAMBUAYAJIbHBIMU  NPEANPUHUMATENSMH, UMEIOUIUMH  JIULIEH3HIO Ha
(bapMaIeBTUYECKYI0 JESITEeIbHOCTb, MEIWIUHCKUMH OpIraHU3alUsIMM, HMEIOLIUMH JIMIEH3UI0 Ha
(bapMaleBTUUECKYIO JESITeNbHOCTb, U HUX 000COOJEHHBIMU MoOjpa3zeneHusiMu (amOynaTopusMu,
denpamepckuMu ¥ QEIbALIEPCKO-aKYIIEPCKUMHM  ITyHKTaMH, LEHTpaMHu (OTJeNeHUsIMH) oOIei
BpayeOHON (CEeMEWHOM) MPaKTUKM), PACIOJIOKEHHBIMH B CEJIbCKUX HACEIEHHBIX MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTEUHbIE OpraHU3allMM, U BETEPUHAPHBIMU OPTraHU3ALUSMU, UMEIOINIMMU JIHUIEH3UI0 Ha
(bapMaleBTUYECKYIO 1EATEIbHOCTb.

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

2. dusnyeckue WA MOTYT OCYIIECTBIATH (hapMaleBTHUECKYIO NESTEIFHOCTh TPU HATMYUU
BBICLIETO WJIM CPEIHEro (hapMaleBTHUECKOro o0pa3oBaHus M cepTU(UKaTa CHEIMATINCTA, BBHICIIETO WU
CPEAHEro BETEpUHAPHOr0 00pa3oBaHMs U cepTU(UKATAa CIEHUAINCTA, & TAKXKE BBICILIEr0 WIN CPEIHETO
MEIUIMHCKOrO0 00pa3oBaHus, CepTHU(HKATa CHEIHATUCTa W JOMOJHUTEIBHOIO MPOPEeCcCCHOHATBHOTO
o0Opa30BaHMs B YaCTH PO3HUYHOW TOPTOBIH JIEKAPCTBEHHBIMU IpernapaTaMH MpU yCIOBUHM UX PabOTHI B
000CO0JIEHHBIX MOAPA3IENCHUIX MEIUIIMHCKUX OpraHu3alni, yKa3aHHBIX B yacTu | HAcTOsILIEH cTaThH.
(uactsb 2 B pen. enepanproro 3akoHa ot 27.07.2010 N 192-D3)
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Koncynprantllitoc: npumeuanue.

Crates 52.1 Bcrymaer B cuminy ¢ 29.11.2019. JlexkapcTBeHHblE mpenaparbl JUIsi MEIULUHCKOIO
MIPUMEHEHUS, BBEJACHHBIC B TpakaaHcKuii obopot mo 29.11.2019, momiexar xpaHEHHUIO, MEPEBO3KE,
OTIIYCKY, peajl3alyi, nepegade, IpUMEHEHUIO 1O UCTEUYEHUs CPOKA UX TOJHOCTH.

Cratba 52.1. BBoa B rpaxaaHCcKkum oOOOpPOT NeKapCTBEHHbIX npenapaTtoB AnS
MeAULMUHCKOro NPUMeHeHus
(BBenena denepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)

1. ITepen BBOIOM B IpakIaHCKUK 000POT KaKJIOH CEPUHU WIIM KaXKIOW MapTUU MPOU3BEICHHOTO B
Poccuiickoii @enepannu JIEKapCTBEHHOTO IIpernapara i MEAULMHCKOTO MTPUMEHEHUS, 32 UCKIIFOYEHUEM
MMMYHOOHMOJIOTHYECKMX  JIGKAPCTBEHHBIX IpENapaToB, MPOU3BOJAUTENh TaKOrO JIEKAPCTBEHHOTO
mpermapara MpeacTaBisieT B eiepalibHbIi OpraH MCIIOTHUTEILHOW BIACTH, OCYIIECTBISIONNN (YHKIHH
0 KOHTPOJIIO M HAA30py B cdepe 3IpaBOOXpaHEHUs, JOKYMEHT MPOU3BOIUTENS JIEKaPCTBEHHOTO
CpelIcTBa,  TMOATBEPXKAAIOIIMM  KAayecTBO  JICKAPCTBEHHOTO  Tpemapara, W HOATBEPXKICHUE
YIOJHOMOYEHHOI'O JIMLA MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUSL JIEKAPCTBEHHOI'O
npenapara TpeOOBaHUsIM, YCTAHOBIICHHBIM MIPHU €TI0 TOCYAapPCTBEHHOM PEruCcTpaIlyH.

2. Ilepen BBOJOM B TIpa)KAAHCKUN OOOPOT KaXJ0H CepUM MM KaXJOW NapTUU BBO3MMOIO B
Poccuiickyro ®@enepauuio JIEKapCTBEHHOIO Ipenapara JUuisi MEIULHAHCKOTO IPUMEHEHHs, 3a
UCKJIFOYEHUEM HMMYHOOHMOJIOIMUYECKUX JIEKAPCTBEHHBIX IPENapaToB, OpraHM3aLus, OCYIIECTBIISIONAS
BBO3 JIGKAPCTBEHHOTro mpemnapara B Poccwiickyto ®denepamuro, mpeacrasisier B (eaepalbHbId OpraH
UCIIOJHUTEIIBHOW BIACTH, OCYLIECTBISAIOIIMNA (YHKIMH 1O KOHTPOJIK M Haa3opy B chepe
3pAaBOOXPAHEHMs, CEPTU(PHUKAT IPOU3BOAUTENS JIEKAPCTBEHHOIO  CPEACTBA,  yJOCTOBEPSIOMIMI
COOTBETCTBHE BBO3MMOI'O JIEKAPCTBEHHOTIO IpenapaTta TpeOoBaHUAM (papMaKoNnelHON cTaTbH, a B Cllydyae
OTCYTCTBHS (papMaKoNeWHOW CTaTbu TPEOOBAHUSM HOPMATHUBHOW IOKYMEHTAIMH, W TOJTBEPKICHHE
IIPEICTABUTENST OpraHU3alMy, OCYLIECTBIIIOIIEH BBO3 JIEKAPCTBEHHOIO Ipenapara B Poccuiickyro
QPenepali0 W YINOJHOMOYEHHOM HMHOCTPAHHBIM  IPOM3BOJMUTENEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBHMSI BBO3MMOTO JIEKAPCTBEHHOTO Ipenapata TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIpU €ro
roCyJAapCTBEHHOM pEruCTpaLH.

3. lopsnok mpeAcTaBiIeHUsI B COOTBETCTBUM C 4acTsAMHU | M 2 HacTosmieill cTaTbu JOKYMEHTOB U
CBEJCHMIH O JIEKapCTBEHHBIX IIpernaparax, BBOJUMBIX B TpPaXXAAaHCKUI 000pOT, YyCTaHaBIUBAETCS
IIpaBurenscTBoM Pocculickoit denepanum.

4. B OTHOUIEHMM MEpBbIX TpPEX CEpUN WIM MapTHl JIEKapCTBEHHOrO TIpernapara, BIIEPBBIE
npousBeeHHOro B Poccuiickoii Penepauuu v BOEpBble BBO3UMOro B Pocculickyro denepanuro, B
(dbenepalibHBIA OpraH UCIOJHUTEIBHON BIIACTH, OCYIICCTBIISIONIUN (DYHKIIMU IO KOHTPOJIIO M HA/I30py B
cdepe 3ApaBOOXpaHEHHUS, TOTIOTHUTEIHHO MPEACTABISAETCS MPOTOKOI UCIBITAHUN O COOTBETCTBUH CEPUU
WM TapTUU JIEKAPCTBEHHOTO Mpemnapara s MEOUUHMHCKOrO MPUMEHEHUs IOKa3aTesiiM KadecTBa,
MPEAYCMOTPEHHBIM HOPMATHUBHOW JIOKyMEHTaluen (Janee - MPOTOKOJ MCHBITAHUN), MPOBOJMMBIX
aKKpPEIUTOBAHHBIMHA B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickort deneparum 00 akKpeaUTaIiK B
HAI[MOHATILHOW  CHUCTEME  aKKpeauTanuu  ¢GeAepanbHbIMH  TOCYJAPCTBEHHBIMU  OHOKETHBIMU
YUPEXKICHUAMM, IMOABE JOMCTBEHHBIMH dbenepalbHOMY  OpraHy  HCIOJHUTEIHHOM  BJIACTH,
OCYIIECTBISIONIEMY (YHKIIMM TIO BBIPAaOOTKE U peamu3alid TOCyJapCTBEHHOW TMOJUTUKH U
HOPMAaTHBHO-TIPABOBOMY PETYJIHPOBaHUIO B cdepe 3apaBoOXpaHeHHs, U (deaepaibHOMY OpraHy
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WCIIOJIHUTEIIBHON  BIIACTH, OCYIICCTBISIONMIEMY (YHKIIMM 1O KOHTPOJIIO M Han30py B cdepe
3napaBooxpaHeHus. [lopsimok BblauM yKa3aHHBIMH (eAepabHBIMU TOCYJIaPCTBEHHBIMU OFOKETHBIMH
YUPEKIECHUSIMU JTAHHOTO MPOTOKOJIA M pa3Mep IUIATHI 3a €ro Bblauy ycTaHaBiuBaroTcs [IpaButenbcTBoM
Poccuiickoit @eneparuu.

5. Exxerogno He mosnHee 1 (eBpans mpoM3BOAUTENHN JEKAPCTBEHHBIX CPEJCTB MM OpPTaHU3aAIHH,
OCYILIECTBISIONIME BBO3 JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyro ®Denepanuio, NPEACTaBIAIOT B
(benepanbHBI OpraH UCIOJHUTEIBHON BIACTH, OCYHISCTBISIOMNN (YHKIUU O KOHTPOIIO U HAJI30py B
cdepe 31paBOOXpaHEHUs], IPOTOKOJ UCIBITAHUHM MOCTYNUBIIErO B TEYEHUE IOa B IPaXJAaHCKUH 000poT
JEKapCTBEHHOIO IIpernapara KOHKPETHOIO IPOM3BOAUTENS (HAa OJHY CEpPHUI0O Ka)XIO0ro TOProBOrO
HalMEHOBAHMS C Y4ETOM JIEKapCTBEHHOH (OpMBI U JO3MPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B
COOTBETCTBHH C 3aKOHOIATeNbCTBOM Poccuiickoit ®enepannu 00 akKpenAuTalMd B HAIMOHAIBHON
CHCTEME aKKpEAUTALUU UCIBITaTeIbHBIMU JJA00PATOPUSIMHU (LIEHTPAMHU).

6. [IpowsBomuTenu JIEKapCTBEHHBIX CPEACTB WM OpraHU3alMM, OCYIIECTBISAIONINE BBO3
JIEKapCTBEHHBIX NpenapatoB B Poccuiickyro deneparnio, He MEHee YeM 3a OJMH ToJl A0 TUIAHUPYEMBbIX
MIPUOCTAHOBJICHUS] WJIM TPEKPAIIEHUS MPOU3BOJICTBA JIEKAPCTBEHHBIX IIpPENaparoB WJIM HUX BBO3a B
Poccuiickyro @enepaiuio yBeIOMISIOT 00 A3TOM ¢eAepanbHbli OpraH HWCHOJHUTEIBHON BIACTH,
OCYIIECTBISIONINH (DYHKIIUU 1T0 KOHTPOJIIO ¥ HAI30py B cdepe 3apaBooxpaHeHus U (heaepaabHbId Opran
UCIIOJHUTENILHON  BIACTH, OCYIIECTBIAIOMUNA (QYHKIMM TO JHUICH3UPOBAHUIO TMPOHU3BOJCTBA
JIEKApCTBEHHBIX CPEJICTB.

7. BBoA B TpakAaHCKUH OOOPOT KaXKAOH Cepuu MM KaXI0W HapTMM MMMYHOOMOJIOTHYECKOIO
JIEKApCTBEHHOI0 IIpenapara, npoussefeHHoro B Pocculickon ®denepanuu wim BBO3UMoro B Poccuiickyro
denepanuio, OCYLIECTBISETCS HAa OCHOBAHUM pa3pellieHUs, BBIJAHHOTO (enepaabHbIM OpPraHoOM
WCTIOJTHUTEIIGHOW  BJACTH, OCYHIECTBISIIOIIMM (YHKIMH TI0 KOHTPONIO W Ham3opy B cdepe
3/IpaBOOXPAaHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepanibHbIMU TOCYIAapPCTBEHHBIMU OOJKETHBIMU
YUPEKIACHUSMH, YKA3aHHBIMM B YaCTH 4 HACTOSIIEW CTAaTbH, 3aKIIOYEHUS O COOTBETCTBUH CEPUU WIH
NapTUd UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSIM, YCTAHOBJIEHHBIM IPHU €ro
rocyapcTBeHHON peructpauuu. [Topsaok Belauu paspenieHusi Ha BBOJ B I'Pa)JIaHCKHUI 000poT cepuu
WX NApTUU UMMYHOOHOJIOTHYECKOTO0 JIEKApCTBEHHOTO IpenapaTa, a TakKe MOPsI0K BblJaul YKa3aHHOTO
3aKJIIOYEHUs W pa3Mep IulaTel 3a €ro Bbyiady YycraHasiuBaroTcs IIpaBurenscTtBoM Poccuiickoi
denepanuu.

8. 3a HempeICTaBlIEHHE WIM HECBOEBPEMEHHOE IIPEJCTABICHHE JOKYMEHTOB M CBEICHHH,
NPESYyCMOTPEHHBIX acTsmu 1, 2, 4, 5 u 6 HacTosmell cTaThbH, POU3BOANUTEINN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alyy, OCYLIECTBISIOIINE BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyro Penepannio, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATeNbCTBOM Poccniickoit denepanuu.

9. IlpencraBneHne JTOKYMEHTOB M CBEIEHUWH, MPETYCMOTPEHHBIX dacTsMu 1, 2 m 4 HacTosmen
CTaThbW, M TMOJy4YEHUE MPEAYCMOTPEHHOTO YACThIO 7 HACTOSAILIEH CTaThbU pa3pelieHus] Ha BBOJ
MMMYHOOHMOJIOTUYECKOTO JICKAPCTBEHHOTO TperapaTta B TPaXIaHCKUM 000poT He TpeOyroTcs B
OTHOILIEHUU JIEKAPCTBEHHBIX MPENapaToB, MPEJHA3HAYCHHBIX A [POBEACHUS  KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IPENapaToB, MPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IJIf
OCYIIECTBJICHUSI TOCYIapCTBEHHONW PETUCTpalluu JIEKAPCTBEHHBIX IPENapaToB, a TAaKXK€ B OTHOLIEHUU
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpENapaToB, MpPeAHA3HAUYEHHBIX IS OKa3aHUs METUIMHCKOU
MOMOIIIH T10 >KM3HEHHBIM MOKAa3aHMUSIM KOHKPETHOTO MalMeHTa, BBO3UMBIX B Poccuiickyro deaepanuio B
COOTBETCTBHUHU C 4acThio 3 cTaThu 47 HacTosero OeaepaibHOTO 3aKOHA.
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10. Ilpu BbIsIBIEHUU B Ipa)<JIaHCKOM OOOpOTE CEpUM WIHM NapTUU JIEKAPCTBEHHOI'O IIperapara,
JOKYMEHTBl M CBEICHHSA O KOTOpBIX, IMPEIyCMOTPEHHble YacTaMu 1, 2 u 4 HacrosimeWd craTbu, HE
NpeACTaBiIeHbl B (heAepalibHbId OpraH HCIOJHUTEIBHON BIACTH, OCYIIECTBISIOMUN (QYHKIUU 110
KOHTPOJIIO U Haa30py B cdepe 3ApaBOOXPAHEHHUs, JTUOO CepUH WIM MapTUM UMMYHOOHOJIOTHYECKOIro
JICKApCTBEHHOTO TIpenapaTa, HE MMEIOIMX pa3pelieHuss Ha BBOJ B TPaXIaHCKUKA 000poT,
MPEelyCMOTPEHHOTO YacThi0 7 HAcTosAlled cTaTbu, ¢efepanbHbIi OpraH HCIOJHUTENBHON BIACTH,
OCYIIECTBISIOMMNA (YHKIIMM IO KOHTPOJIO M HAa30py B cdepe 3ApaBOOXpAaHEHHS, B MOPIIKE,
yctaHoBiieHHOM IIpaBurenbctBoM Poccuiickoii ®Penepanyu, NPUHUMAET PEIICHUE O MPEKPALICHUN
rpaXJaHCKOTO 000pOTa TaKWX CEPHUH WM MapTHH [0 TPEACTABICHUS YKAa3aHHBIX JOKYMEHTOB H
CBEACHUI MO0 MOTYyYSHHS YKa3aHHOTO pa3peleHusl.

CraTtba 53. lNMpopaxa, nepenavya nekapCcTBeHHbIX CPeACTB OpraHu3auussMm onToBou
TOProBnu fieKapCTBEHHbLIMU cpeaAcTBaMun

1. Opranuzanuu ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMHU MOT'YT OCYLIECTBIISITH MPOJIAXKY
JICKapCTBEHHBIX CPEACTB WM IepeJaBaTb MX B YCTAHOBJIECHHOM 3aKOHOJATENbCTBOM Poccuiickoit
denepanuu NopsaKe:

1) ipyrumM opraHu3aiusiM ONTOBOM TOPTOBJIN JICKAPCTBEHHBIMU CPEICTBAMU;

2) NPOU3BOIUTENSM JICKAPCTBEHHBIX CPEACTB AJIA LIeJIeH TPOU3BOACTBA JICKAPCTBEHHBIX CPE/ICTB;
3) anTe4HbIM OPraHU3AIUSAM U BETCPUHAPHBIM alITEYHBIM OPTaHU3ALIUSM;

4) HAyYHO-UCCIIEIOBATEIHLCKUM OPTaHU3AIUSAM JJIs1 HAyYHO-MCCIIEI0BATEIbCKONU PabOTHI;

5) WHAUBUAYAJIBHBIM  MPCAIIPUHUMATCIIAM, HWMCHOIIUM JIMIOCH3WIO HA cbapMaueBTI/Iqecxy}o
ACATCIIBHOCTD UJIN JIMICH3HUIO HA MCIUINHCKYIO ACATCIIBHOCTD,

6) MEIUIIMHCKUM OpTaHU3aIUsIM, BETepUHAPHBIM OpPTaHU3aIIHsIM;
7) opraHu3aIusM, OCYIIECTBISIONIUM Pa3BeICHNE, BRIPAIIIMBAHUE U COJIEPKAHUE KUBOTHBIX.

2. OpraHu3aiuu ONTOBOW TOPTOBIH JICKAPCTBEHHBIMU CPEICTBAMU 00SI3aHBI XPAHUTH 3aKYTJICHHYIO
(hapMaIeBTUUECKyI0 CYOCTAHIIMIO CIIMPTa STUIIOBOTO (ITaHOJA), OCYIIECTBISATH €€ peaju3aluio WIn
nepenayy B YCTAHOBJICHHOM 3aKOHOJATeNbcTBOM Poccuiickoit denepanuu MoOpsaKe OpPraHU3ALUIM,
YKa3aHHBIM B MyHKTax | - 7 yactu 1 HacTosel cTaTby, B Tape 00beMoM He 6osee 1 nuTpa.

(uactsb 2 BBeneHa denepanbHbiM 3aKk0HOM 0T 29.07.2017 N 278-D3)

CraTtbsa 54. NMpaBuna oNnTOBOW TOProBfN NIEKAPpCTBEHHbIMU CpeacTBaMm

OnroBass  TOProBiil  JIGKAPCTBEHHBIMH  CPEACTBAMHU  OCYILECTBISAECTCS  MPOU3BOAUTEISIMHU
JICKApCTBCHHBIX CPEACTB W OpTraHHu3alyusIMU OINTOBOM TOProBJIU JICKAPCTBCHHBIMU CPEACTBAMU 110
MpaBWJIaM HaJJIeKaIle JUCTPUOBIOTOPCKOM MPAKTUKU U TIPAaBUIIAM HaJUIekKallel MPaKTUKU XpaHEeHUs U
MNEPECBO3KNU JICKAPCTBCHHBIX IIpE€IapaToB, YTBCPKIACHHBIM COOTBETCTBYIOIIUMH YIIOJJHOMOYCHHBIMU
(benepanbHBIMU OpraHaMU UCTIONTHUTENBHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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Cratbs 55. I'Iop;lppK pO3HVI‘IHOI7I TOproBIin neKapCTtBeHHbIMUM npenapatamun

1. Po3HuYHas TOpProBis JEKAapCTBEHHBIMH IperapaTaMH B KOJIMYECTBAX, HEOOXOIUMBIX ISt
BBIMIOJTHEHUST BpadyeOHBbIX ((enbIiepckux) Ha3HAYeHUH WM Ha3HAUYEeHUH CIENMaTUCTOB B 001acTu
BETCpUHAPUH,  OCYIIECTBISIETCS ~ ANTEYHBIMH  OPraHM3alMsSMH, BETEPUHAPHBIMH  ANTCYHBIMHU
OpraHu3alusIMH, WHAMBUAYAIbHBIMU  MPEANPUHUMATEISIMH, UMEIOUIMMH  JIMIEH3UI0  Ha
(bapMareBTHYECKYI0 JCSITeIbHOCTh, MEIWIUHCKHUMH OpPTraHU3alMsIMH, HMCIONUMH JIMIECH3UI0 Ha
(bapMaleBTUYECKYIO JESITeNbHOCTh, W HUX 000COOJEHHBIMU MoOApa3iefneHusiMu (amMOylnaTopusMu,
benpamepckuMu ¥ QEIBANIEPCKO-aKyIIEPCKUMHA  MYHKTaMH, LEHTpamMHu (OTACNCHUSAMH) OOIei
BpaueOHOI (ceMelHOI) MPaKTUKH), PACIOIOKEHHBIMU B CEIIbCKMX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUYHbIE OPTraHU3aIMH, U BETEPHUHAPHBIMH OPraHU3aLMSMHU, UMEIONIMMHU JIMLEH3UIO Ha
(bapmalleBTUUECKYIO0 JI€ATeIbHOCTh. PaspemieHa po3HWYHAsE TOPIrOBIS TOJBKO JIEKAPCTBEHHBIMU
MpernaparamMmu, 3aperucTpupoBaHHbiMA B Poccuiickoil @enepauuy WM W3rOTOBJICHHBIMHM AIlTEYHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeuYHbIMH OpraHu3aIUsIMH, WHIUBUIYaIbHBIMU
NPEINPUHIMATEISIMYA, HWMCIOIIUMH JIMICH3UI0 Ha (PapMaleBTUYECKYIO JesSTelNbHOCTh. Po3HMYHAs
TOPTrOBII JIEKAPCTBEHHBIMU IMIpermapaTaMH OCYIIECTBISETCS MO MpaBWjaM HaAJexallell amnTeuyHou
MPAKTUKH, YTBEPKJICHHBIM YITOJTHOMOYEHHBIM (eIepaIbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH.

(B pen. @enepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

2. Buapl anTeyHbIX OpraHu3aluii W TpaBWiIa OTIYCKA JIEKAPCTBEHHBIX IMPEnapaTroB IS
MEIULHUHCKOTrO MPUMEHEHHS alTeYHbIMU OpPraHU3alMsAMHU, HUHAMBUAYaJbHBIMU MpPEANPUHUMATEISIMU,
MMEIOIIUMH JIMIIEH3UIO Ha (hapMarleBTHYECKYIO ACATSILHOCTb, & TAKXKE IMPaBUiIa OTITYCKA JICKAPCTBCHHBIX
MpenaparoB JUisi MEIULMHCKOIO NPUMEHEHUs MEJUUMHCKUMU OpPraHU3alUsIMH, UMEIOIIMMH JIMLEH3UIO
Ha (hapMaIeBTHUECKYIO ICSATCIbHOCTh, U WX O0OCOOJECHHBIMH IOAPA3ICICHUSIMH (aMOYIaTOPHSIMH,
denpamepckuMu U QENbIIIePCKO-aKyIIEPCKUMH  MMYHKTaMU, UeHTpaMu (OTIENIeHUsMHU) OOIIei
BpayeOHON (CEeMEHOM) MPaKTUKU), PACIOJIOKEHHBIMU B CEIBCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEYHbIE OpraHMU3aIMM, YTBEPXKAAIOTCS YIOTHOMOUYEHHBIM (heaepaabHbIM OpPraHOM
WCTIOJIHUTEIIbHOM BJIACTH.

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

3. IlpaBuiia OTIycKa HapKOTUYECKUX CPEACTB U MCHUXOTPOIHBIX BEIIECTB, 3aPETHUCTPUPOBAHHBIX B
KauecTBE JIEKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX IPENapaToB, COJAEPKAIIUX HAPKOTUUYECKUE
CpelICcTBa M TICUXOTPOITHBIE BEIIECTBA, YTBEPHKIAIOTCS YIOJIHOMOYECHHBIM (efepaqbHbBIM OpPTraHOM
WCIIOHUTENBHON BJAcTU MO COTJACOBAaHUIO C (eepalibHBIM OpPraHOM HCIONHUTEIBHONW BIIACTH,
YIOJITHOMOYEHHBIM B cpepe BHYTPEHHUX JICII.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHblE TpemapaTbl JJii BETEPUHAPHOTO TMPUMEHEHUS TOJUIeKaT  OTIIYCKY
BETEPUHAPHBIMHU AaNTCYHBIMU OPraHU3alUsAMU, BETEPUHAPHBIMU OpraHU3aLMAMHU, WHIAUBUILYaJIbHBIMU
MpeaNPUHUMATENSIMU, UMEIOIIMMHU JUIEH3UI0 Ha (apMalleBTUYECKYIO AesTenbHOCTh. [IpaBuna oTmycka
JIEKAPCTBEHHBIX IIPENapaToB JJIsi BETEPUHAPHOIO IPUMEHEHHUs YTBEPKIAAIOTCA YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIBLHOM BIIACTH.

5. IlepeyeHb MEOUIIMHCKUX OpraHU3allMi, MMEIONIMX JIMIEH3UI0 Ha (hapMaleBTHYECKYIO
NesTeNbHOCTh, M WX  O00O0COOJNIEHHBIX  mojpasjeneHuil  (amOynaTopuil,  (QelabAlIEpCKUX U
(benpamepcKo-aKyIepcKux MyHKTOB, IEHTPOB (OTAeTeHH) o0mel BpaueOHO# (CeMeHOI) MpaKTUKH),
PAcCIIONIOKEHHBIX B CEITBCKUX HACEIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHBIC OPTaHU3aINH, a
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TaK)Ke TMEpPEeUYeHb JICKAPCTBEHHBIX IMPENapaTroB (3a MCKIOYECHUEM HAPKOTHMYECKUX JIEKAPCTBEHHBIX
MpenapaToB U MCUXOTPOITHBIX JIEKAPCTBEHHBIX MPENapaToB), Mpoaka KOTOPBIX MOXKET OCYIIECTBISITHCS
YKa3aHHBIMH OpraHU3alusIMUA B UX 00OCOOJICHHBIMH MOJPa3/eIICHUSIMHU, YCTAHABIUBAIOTCS OpraHaAMH
WCIIOTHUTEIIBHON BJIacTH cyObekToB Poccuiickoit deneparuu.

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

6. AnrteyHble OpraHu3allid, WHIUBUAYAJIbHbIC MPEINPUHUMATEIN, HMEIOIIME JIMLIEH3UI0 Ha
(apMaleBTHUECKYIO0  JESATEIILHOCTh, O0S3aHBI  O0OeCneurMBaTh YTBEpXKIeHHBIM [IpaBUTENBCTBOM
Poccutickoit denepanuu 1 GopMUPYEMBIA B YCTAHOBJICHHOM MM TOPSJIKE MUHUMAIbHBI aCCOPTHUMEHT
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX I OKa3aHUs MEAUIIMHCKON TTOMOIIIH.

(dactb 6 B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteyHble OpraHu3allid, WHIWUBUAYAJIbHBIC MPEANPUHUMATEIN, WMCIONINE JIMICH3UIO Ha
(bapMaIeBTHYECKYI0  JICATEIILHOCTh, HapsAy C JIGKAPCTBEHHBIMU IIperaparaMd HMEIOT IPaBo
MPUOOpPETaTh U MPOJIaBaTh MEIUITMHCKUE U3ICIHS, Ne3HHPHUIIMPYIOIINE CPEACTBA, MPEJAMETHI U CPEIICTBA
JUYHOW TUTHEHBI, TIOCYIy Ui MEIUIIMHCKHUX LeJed, MPEeIMEeThl M CPEICTBA, MpEIHA3HAYCHHBIC IS
yxo/a 3a O0JIbHBIMU, HOBOPOXKICHHBIMH H JIETbMH, HE IOCTUTIIIMMH BO3pPAcTa TPEX JIET, OYKOBYIO ONITHKY
W CpeICTBa yXojJa 3a Hel, MUHEpaJIbHbIC BOJbI, MPOJYKTHI JICUEOHOTO, JETCKOTO M JIHETUYECKOTO
MUTaHKUS, OMOJIOTUICCKU aKTHBHBIC JI00ABKH, MappIOMEpHbIC 1 KOCMETHYECKHE CPEICTBA, MEIUIIMHCKHE
U CaHHMTapHO-NIPOCBETUTEIIbHBIC TICUATHBIC W3aHUs, NPEAHA3HAYCHHBIC JUIS IPOIAraHibl 3I0POBOTO
o0pasa KU3HH.

(B pen. @enepanbHbIX 3aKOHOB 0T 27.07.2010 N 192-®3, ot 25.11.2013 N 317-D3)

8. JlearenbHOCTh anTeuHbIX opranu3zauuii Boopyxkennbix Cuil Poccuiickoit denepaunu, apyrux
BOMCK, BOMHCKUX (POPMUPOBAaHUI M OPraHoOB, B KOTOPBIX 3aKOHOJaTelbcTBOM Poccuiickoit ®Penepanuu
IPEIYCMOTPEHO TPOXOXKACHUE BOSHHON CIYy)KOBI WM (enepaibHOil ToCylapCTBEHHOW —CITY>KOBI,
CBSI3aHHOM C IPaBOOXPAaHUTENBHOM JESATEIBHOCTBIO, PErVIAMEHTUPYETCsl HacToAmuM PenepanbHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOUIUMU (eepalbHbIMU OpraHaMH HCIIOJIHUTEIbHON BIAcTH
nojioxkeHussMU. KOHTponb 3a COOJIOJIEHHEM YKa3aHHBIMM AalTeUYHBIMU OpIaHU3aLUSAMH T10JI0KEHHH
HacTosuero denepanbHOr0 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMU (elepabHBIMU OpraHaMH
VCIIOJIHUTEJILHOM BJIACTH.

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

Cratbs 56. N3roTtoBneHue n OTNYCK NekKapCTBEeHHbIX npenapartoB

1. M3roroBineHue JEKapCTBEHHBIX NPENApaTOB alTEYHBIMM OpraHU3aALMIMHU, BETEPUHAPHBIMU
anTeYHbIMU OPTraHM3ALUsAIMH, WHIUBUIYAIbHBIMU MPEANPUHUMATENSAMU, HUMEIOIIMMH JIMLIEH3UIO Ha
(bapMalleBTUYECKYIO AESTENbHOCTh, OCYIIECTBISETCS MO pelenTaM Ha JEKapCTBEHHbIE Mpenaparsl, 1o
TpeOOBAaHUAM MEAMLMHCKUX OpPraHU3alMid, BETEPUHAPHBIX OpraHMU3alUil B COOTBETCTBUU C MpaBUIIaMHU
WU3TOTOBJIEHUS W OTIIyCKa JIEKAPCTBEHHBIX IPENapaToB, YTBEPKACHHBIMH  YIIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM UCTIOJHUTENILHON BIACTH.

2. [Ipy M3roTOBJIEHUHU JICKAPCTBEHHBIX MPENApPaTOB alT€YHBIMUA OpPraHU3alMsIMU, BETEPUHAPHBIMU
alTEeYHBIMU OpraHU3alMsAMHU, WHIWBUAYAIBHBIMU MPEANPUHUMATENSIMHA, HMEIOIIMMU JIMLUECH3UIO Ha
(hapMaIeBTUUECKYyI0 JeSTEIbHOCTh, HCIOJB3YIOTCS (DapMaleBTHUYECKHE CYOCTAHIINHM, BKIIIOYCHHBIC
COOTBETCTBEHHO B IOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB I MEAULMHCKOIO MPUMEHEHHS U
rOCYJIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENCTB ISl BETEPUHAPHOTO MPUMEHEHHS B YCTAHOBJIECHHOM
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nopsiike. He pomyckaercs M3roTOBIIEHHE aNTEUYHBIMU OPraHU3alMSIMH, BETEPUHAPHBIMU aNTEYHBIMU
OpraHu3aIMIMH, WHIUBUTyTbHBIMH MpEeANPUHUMATEIISIMH, HMEIOIIIMU JINLIEH3UIO Ha
(hapMaIreBTHUECKYIO JCSITEILHOCTD, JIEKAPCTBECHHBIX MPENaparoB, 3aperUCTPUPOBAHHBIX B Poccuiickoi
denepanuu.

3. MapkupoBKka JIEKApCTBEHHBIX IIPENApaTOB, W3TOTOBJIEHHBIX ANTEUYHBIMU OPraHU3ALUIMU,
BETEpPUHAPHBIMU aNTEYHBIMM OpPraHMU3aLUsAMHU, WHIUBUAYAJIbHBIMH IPEANPUHUMATEIIMH, UMEIOIIUMU
JUIEH3UI0O Ha (apMaleBTUYECKYIO JeATeIbHOCTh, M O(QOpPMIICHHE TaKHUX NpPEenapaToB JIOJKHBI
COOTBETCTBOBATH MPABUJIaM, YKa3aHHBIM B 4acTH 1 HAcTOSIIEH CTaThU.

4. AnteuHble OpraHu3ald, BETEPUHAPHBIC AaNTEYHbIC OpraHU3alud, HWHAUBUAYaJIbHbIE
MpeANPUHUMATENIN, UMEIOITUE JIMIICH3UIO Ha (hapMaIleBTUUECKYIO ACSITEIbHOCTh, HECYT OTBETCTBEHHOCTD
3a HECOOJIOJICHHE MPaBWJI W3TOTOBJICHHSI U OTIYCKA JICKAPCTBEHHBIX TMPENapaToB B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit denepaimu.

Cratba 57. 3anpeweHue npoaaxu danbCUPUUNPOBaAHHbLIX JeKapCTBEHHbIX
cpencTs, HeJoOOpOKaYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB, KOHTpadaKTHbIX
neKapcTBEeHHbIX CpeacTB

[Tponaxa danscuduuupoBaHHBIX JEKAPCTBEHHBIX CPEACTB, HEOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeACTB, KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMPEIIACTCS.

CraTtbsa 58. XpaHeHMe nekapCcTBEeHHbIX CPeACcTB

1. XpaHCHI/Ie JICKAPCTBCHHBIX CPCACTB OCYIICCTBIIACTCA MPOUIBOAUTCIAMA JICKAPCTBCHHBIX
CPEICTB, OpraHU3alUsAMH  ONTOBOM  TOPTrOBIM  JICKAPCTBEHHBIMH  CpPEACTBAMH,  AlTCUHBIMH
opranu3anusimu, BCTCPUHAPHBIMU alITCYHbIMU OopraHu3anusiMu, WHIAWBUAYAJIbHBIMHA
IpeINpUHUMATENISIMU, UMEIOLIUMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO NeSTebHOCTh WM JIMLEH3UI0 Ha
MCIUIHUHCKYIO OCATCIBbHOCTb, MCIUIWHCKUMHU OpraHu3aliuiaMu, BETCPUHAPHBIMH OpPraHu3alusiMu H
UHBIMH  OpraHU3alMsM{, OCYUIECTBISIOIIMMHU OOpalleHue JIeKapCTBEHHBIX CPEJCTB. XpaHEHUe
JICKAPCTBCHHBIX CPCACTB IJId BCTCPHUHAPHOI'O IMPHUMCHCHUA OpraHu3alusaIMUu W HWHAWBUAYAJIbHBIMU
OpEeINpUHUMATENIMA B CIy4asX, €CJIM OHHU MCIOJB3YIOTCS HCKIIOUUTENBHO TIpU  pa3BeJICHHH,
BbIpallluBaHWH, COACPKAHUU U JICUCHWUN XUBOTHBIX, MOXCET OCYHICCTBIATHCA oe3 MOJIYYCHHA JIMICH3UU
Ha (papMaleBTHYECKYIO 1eATEIbHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. IlpaBmia  XpaHEHMs]  JIEKapCTBEHHBIX  CPEICTB  YTBEPXKIAIOTCA  COOTBETCTBYIOILUM
YIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM MCTIOJIHUTEIbHON BIACTH.

3. XpaHeHUE HApKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJNCTB,
pagnodapMaleBTUYECKUX  JIEKAPCTBEHHBIX  CPEJCTB  OCYIISCTBISETCS B COOTBETCTBHH  C
3akoHoJarenbcTBOM Pocceniickont denepanum.

Cratba 58.1. lpeamMeTHO-KONMMYECTBEHHbIA YYeT JeKapCTBEeHHbIX CpeacTB Ans
MeAULIMHCKOro NpMMeHeHuns
(BBenena denepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)
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1. HepequL JICKAPCTBCHHBLIX CpCACTB JIA MCAUMIMHCKOrO IMPUMCHCHHUA, MOAJICIKAIIHUX
NpECAMETHO-KOJIMYECTBEHHOMY  YUCTYy, YTBCPKAACTCA  YIIOJIHOMOYCHHBIM (be,[[epaJ'IBHBIM OopraHom
HCIIOJIHUTEILHOMN BIACTH.

2. Topsmok BKIIIOUEHHS JICKAPCTBEHHBIX CPEIACTB JUIS MEJUIMHCKOIO NMPUMEHEHHS B NEpEUeHb
JICKApCTBCHHBIX CPCACTB I MCAUIUHCKOI0 MPUMCHCHHA, MOMICKAIUX MPEAMCTHO-KOJINYCCTBCHHOMY
y4eTy, YCTAHAaBIHMBAETCS YIIOJIHOMOYEHHBIM (heliepalbHbIM OPraHOM HCIOJIHUTENIBHON BIACTH II0
COTJIACOBAaHUIO C (efepalbHbIM OPraHOM HCIOJHHUTEIBHON BIACTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEII.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. Hpe,Z[MeTHO-KOJ'II/ILIeCTBeHHHﬁ YU€T JCKAPCTBEHHBIX CPCACTB AJI1 MCAUIHUHCKOI'O IMPUMCHCHUA
BCAYT IMMPOU3BOAUTCIIM JICKAPCTBCHHBLIX CPCACTB, OpraHu3alyun OIITOBOM TOProBJIX JICKAPCTBCHHBIMU
CpeACTBaMH, allTCUHbIC OpraHHU3allii, UWHAWBUAYAJIBbHBIC NPCANPHUHUMATCIIN, UMCIOIIHUEC JIMIOCH3WIKO Ha
q)apMaHCBTH‘IGCKyIO ACATCIIBHOCTE WJIM JIMIOCH3WIO HAa MCAULUHCKYIO ACATCIbHOCTb, U MCAWLUMHCKHC
OopraHu3anunu, OCYICCTBIISOIINC o6pameHHe JICKAPCTBCHHLIX CPCACTB IJId MCAUIIMHCKOT'O ITPUMCHCHUA,
IMyTeM pCrucTpanmuu JIFOOBIX CBS3aHHBIX C UX O6paHI€HI/I€M onepaunﬁ, IIpHU KOTOPBIX HU3MCHIACTCA HUX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSAHUC, B CIICHUAJIBHBIX XYPHAJIaX y4dC€Ta onepaunﬁ, CBA3aHHBIX C 06pameHHeM
JICKApPCTBCHHBIX CPCACTB JJII MCAUIIUHCKOI'O IIPUMCHCHUA (aanee - CIICHAJIbHBIC )KypHaJH)I).

4. TlpaBuna perucTpaluy ONepalui, CBA3aHHBIX C OOpAIlEHUEM JIEKApPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO MPUMEHEHHUSI, BKIIIOUEHHBIX B MEPEUYEHb JIEKAPCTBEHHBIX CPEACTB JII MEAUIIMHCKOTO
MIPUMEHEHHUS, TOJIEKAIINX PEAMETHO-KOJINYECTBEHHOMY YUETY, B CIEUUAIbHBIX KypHalIaxX U IpaBUiIa
BEJCHUS M XPAaHCHHS CIEHUAIBHBIX JKYPHAJIOB YTBEPXKIAIOTCS YIIOJIHOMOYEHHBIM (eepaabHbIM
OpraHOM MCHOJHUTEIbHOM BIACTH.

5. Koutponb 3a coOiio/ieHHEeM MpaBWJl PErucTPallud OMNEpalHii, CBSA3aHHBIX C OOpalleHHeM
JIEKAPCTBEHHBIX CPEACTB Il MEIULMHCKOTO NPUMEHEHHMs], BKIIOUEHHBIX B NEPEUYEHb JIEKAPCTBEHHBIX
CpCACTB aAJid MCAULOMUHCKOTO NPHUMCHCHHA, IMMOJIC)KAIIUX MNPECAMCTHO-KOJIUYCCTBCHHOMY YUCTY, B
CHeIHANbHBIX JKypHalax, a TakXke 3a COONIOJIGHWEM TMpaBWJI BEACHUS M XPaHEHHs CHEeIHaTbHBIX
YKYpHAJIOB BO3JIaraeTcsi Ha YIMOJHOMOYEHHBIE (peiepaibHble OpraHbl UCTIOJIHUTEIBHON BJIACTH M OPTaHbI
WCIIOHUTENBbHON BracT cyOnekToB Poccuiickoit denepaiinu, OCYHIECTBISIONINE JIUIIEH3UPOBAHHE
MPOU3BOJICTBA  JIEKAPCTBEHHBIX  CPEICTB, (apMarleBTUUECKON  JEATEIBPHOCTH M MEIUIIMHCKON
NEeSATEIbHOCTH, U OCYILIECTBIIAETCS B paMKaX JIMLIEH3MOHHOTO KOHTPOJIS.

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CrtaTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUSI NeKapCTBEHHbIX CPeAcTB

1. HenoOpokauecTBEHHbIE JIEKAPCTBEHHBIE CPEJCTBa, (anbCU(UIIMPOBAHHBIE JIEKAPCTBEHHBIE
cpeacrtBa mojie)Kar H3BATUIO U3 06pameH1/Is[ U  YHUYTOXKCHHIO B TMOPAAKE, YCTAHOBJIICHHOM
IIpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHMEM [UIsl YHUUTOKEHHUS JIEKAPCTBEHHBIX CPEACTB
ABJISICTCA ~ pElIeHHe  BIaJAeiblla  JIEKApCTBEHHBIX  CPEICTB,  PELICHHE  COOTBETCTBYIOILEIO
YIIOJIHOMOYEHHOTO (heiepaibHOTO OpraHa UCIIOJHUTEIBLHON BIACTH WM PELICHHUE CYAa.

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

2. KOHTpa(I)aKTHBIC JICKApCTBCHHBIC CPCACTBA MOMJICIKAT UIBATHUIO U3 O6paI_I_[eHI/I$I U YHUYTOKCHHUIO
M0 pCIICHUIO Cya. HOpSII[OK YHUYTOXKCHHUA KOHTpa(i)aKTHI)IX JICKAPCTBCHHLBIX CPCIACTB YCTAHABIWBACTCA
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IIpaBurensctBoM Pocculickoit denepanumu.
(B pen. deaepanbhoro 3akona ot 22.12.2014 N 429-D3)

3. Pacxompl, cBsi3aHHBIE C YHUYTOXKEHHEM KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HEeI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, (anbCU(UIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
BO3MEUIAKOTCS UX BIAACIbLEM.

4. Bragenen JneKapCTBEHHBIX CPEACTB JIOJDKEH IMPEACTaBUTH B YIIOJHOMOYCHHBIN (henepanbHbIA
OpraH MCHOJHUTEIBHON BJIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAaHOBJICHHOM IMOPSAKE €ro KOIMHIO,
MOATBEPKIAIOIINE (PAKT YHHUTOKEHUS JICKAPCTBEHHBIX CPEJCTB.

5. CoOTBeTCTBYIOIIMK yIOJHOMOYEHHBIH (heaepasbHblii OpraH HWCIOJHHUTEIBHOW  BIIACTH,
INPUHABIIMHA pelieHre 00 YHUYTOKEHHM JICKApCTBEHHBIX CPEJCTB, OCYILECTBIIAET KOHTPOJIb 3a HX
YHUYTOKEHHUEM.

6. VYHMUYTOXKEHHE JIeKAPCTBEHHBIX CPEJCTB IPOU3BOAMUTCS OpPraHU3ALUAMM, HMEIOIIUMU
COOTBETCTBYIOIYIO JIMLIEH3HIO, Ha CHIEUAIIbHO 000PYI0BaHHBIX IUIOIIAKAX, IOJIUTOHAX U B CIIELUAIbHO
000pYZIOBaHHBIX MOMEILEHUSIX ¢ cOoO0/IeHneM TpeOoBaHU B 00JaCTH OXpaHbl OKPY)KaIOLIeH cpeibl B
COOTBETCTBHH C 3aKOHOAaTenbcTBOM Poccniickoit denepanun.

7. HapkoTuueckue JIEKapCTBEHHBIE CPEACTBA, TCUXOTPOIHBIC JIEKAPCTBEHHBIE CPEACTBA,
paguodapMalieBTHUECKUE  JICKAPCTBCHHBIE ~ CPEICTBA  YHHUYTOXKAIOTCI B COOTBETCTBHHM  C
3akoHoJaTeNbcTBOM Poccuiickoit denepaiuu.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHBbIE NMPEMNAPATbLI ANnA MEAULIMHCKOIo NnPUMEHEHUA

Cratba 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha NeKapCcTBeHHble npenapatbl
ANA MeAULMHCKOro NpUMeHeHus

FOCYI[apCTBCHHOG peryjiupoBanue HOCE€H Ha JICKAPCTBCHHBIC IIpenapaTbl I MCAUIHUHCKOI'O
MPUMCEHCHUSA OCYHICCTBIIACTCA IMMOCPECICTBOM:

1) yrBepxknenust [IpaBurensctBom Poccuiickoii denepannu nepeyHs >KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIIMX JIEKAPCTBEHHBIX IPENapaToB, KOTOPHIM cHOPMUPOBAH B YCTAHOBJIEHHOM WM TOPSJIKE Ha
OCHOBE KOMIUIEKCHOM OILICHKH JIEKAPCTBEHHBIX MPENapaToB, BKIIOUas aHAIIN3 CBEACHUN O CPAaBHUTEIbHOM
KIMHUYECKOW 3 ()EKTUBHOCTH M 0€30MacHOCTU JIEKAPCTBEHHOTO CPENICTBA, OIEHKY JKOHOMHYECKHX
MOCJIE/ICTBUI TPUMEHEHHsI JIEKAPCTBEHHOI'O CPEACTBA M H3Yy4YEHUE JOMOIHUTENbHBIX MOCIEACTBUN
MIPUMEHEHHUS JIEKAPCTBEHHOTO CPEJICTBA;

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

2) YTBECPXKACHHUA MCETOJUKH YCTAHOBJICHUA TIPOU3BOJUTCIAMU JICKAPCTBCHHBIX IIPCIIapaToB
IIpEEIbHBIX OTIYCKHBIX ILIEH Ha JIEKapCTBEHHBIE IpeNapaThl, BKJIIOYEHHBIE B IEPEYEHb KU3HEHHO
HGO6XOJII/IMI)IX W BaXHEHIMX JICKAPCTBCHHLBIX IIPEIiapaToB, a TaKXE BHCAPCHHA MCXAaHHU3MOB
(dbopmMHpoBaHUs CUCTEMBI Pe(hepPEHTHBIX LIEH;

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

3) FOCYﬂ&pCTBCHHOﬁ perucTpanu YCTaHOBJICHHBIX MMPOU3BOAUTCIISIMU JICKAPCTBCHHBIX ITPCIIAPATOB
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NpCAC/IbHBIX OTITYCKHBIX HCH Ha JICKAPCTBCHHBLIC IPCIapaTbl, BKIOYCHHBLIC B IMCPCUYCHL KXKU3HCHHO
H606XOI[I/IMBIX 1 BaXKHEHUIITHX JICKApCTBCHHBIX IIPEIIapaToOB;

4) BeneHWs TrOCYHapCTBEHHOIO peecTpa MPEAeNIbHbIX OTIYCKHBIX ILIEH IPOU3BOJAUTENEH Ha
JIEKapCTBEHHbIE IIPENapaTrhbl, BKIIOUEHHbIC B IIEPEYEHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEHIIMX
JIEKAPCTBEHHBIX IIPENAapaToB;

5) yTBepKXIEeHHS METOJUKU YCTAHOBJICHMS OpraHaMHM MHCIOJHHUTEIbHONH BIAacTU CyOBEKTOB
Poccuiickoit ®enepanuu NpenenbHBIX pa3MEpOB ONTOBBIX HAA0ABOK M TPEACIBbHBIX pa3MepoB
PO3HMYHBIX HaI0aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTAaHOBJICHHBIM IPOU3BOAUTEIIMU
JIEKAPCTBEHHBIX IIpENapaTroB, Ha JIEKAPCTBEHHBIC IIPENaparhl, BKIKOYEHHBIE B IIEPEUYEHb >KU3HEHHO
HEOO0XOAMMBIX U BaXKHEHIINX JIEKapCTBEHHBIX IIPENapaTos.;

6) YCTaHOBJICHUS TPEICIBHBIX Pa3MEPOB ONTOBBIX HAI0ABOK M MPEACIHHBIX Pa3MEPOB PO3ZHUYHBIX
Ha70aBOK K (DAaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpenaparoB, Ha JIEKAPCTBEHHBIC Mpemaparhbl, BKIIOYEHHBIE B IEPEUCHb KU3HEHHO HEOOXOJUMBIX U
BOXKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB;

7) yTBEpKIE€HMsI TOpSAJKA BBIJAYM MPEANHUCAHHN OpraHamM HCIOJHUTEIBHON BJIACTH CyOBEKTOB
Poccuiickoit denepanu o NpuUBEAECHUHU B COOTBETCTBUE C 3aKOHOJIaTelIbecTBOM Poccuiickoit denepannu
perieHuit 00 YCTaHOBJIEHMHM TMPEACIBbHBIX pa3MepOB ONTOBBIX HaA0aBOK W MPEIEIbHBIX pPa3MEPOB
PO3HUYHBIX HaA0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOIUTEISIMHU
JICKapCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHbIC NpenapaThbl, BKIIOYCHHBIE B NEPEUYEHb >KU3HEHHO
HEOOXOIUMBIX M BAXHEWINUX JIEKAPCTBEHHBIX MpENapaTroB, €CIM OHU MPUHATHI C HaPYIICHHEM
3aKkoHozarenscTBa Poccniickont @enepannu, B nopsake, yctaHoBieHHOM lIpaBurensctBom Poccuiickoin
®Oeneparuu;

8) HampaBlieHUS YIOJIHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJIHUTEIbHOW BJIACTH OpraHaMm
UCTIOJHUTENIbHOW BiacTu cyObekToB Poccuiickoit ®Penepanuu npeinucaHuii O TNPUBEACHUU B
COOTBETCTBME C  3aKOHOJATenbCTBOM  Poccuiickoii dDenepanum NPUHATBIX € HAPYLICHUEM
3akoHoJaTenbcTBa Poccuiickoit denepannu pereHnit 00 yCTaHOBJIEHUH MPEIEIbHBIX Pa3MEPOB ONTOBBIX
Ha70aBOK M MpENETIbHBIX Pa3MEPOB PO3HUYHBIX HaJ0aBOK K II€HaM Ha JIEKApCTBEHHBIE Ipenaparsl,
BKJIFOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIINX JIEKApCTBEHHBIX MIPENapaTos;

9) ocymiecTBieHus GpeaepaabHOro rocyIapCTBEHHOTO Haa30pa B chepe oOparieHus JeKapCcTBEHHbIX
CPEIACTB M PETHMOHAIBHOIO TOCYJApPCTBEHHOIO KOHTPOJIS 3a NPUMEHEHMEM LI€H Ha JIEKapCTBEHHbBIE
IpenapaTbl COOTBETCTBEHHO YIOJIHOMOUYEHHBIMH (eiepalbHBIMU OpraHaMH UCIOJHUTENbHON BlacTu U
OpraHamMM HUCIOJHUTENILHOW BiacTH cyObekToB Poccuiickoit dexepanny coriacHO UX KOMIETEHLIUHU B
nopsiike, ycranosiaeHHoM IIpaButensctBom Poccuiickoit @enepanny;

(m. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npuMeHeHHs TNPEAYCMOTPEHHBIX 3aKoHoAaTrenbcTBOM Poccuiickoir denepaunu  mep
OTBETCTBEHHOCTH 3a HapylLICHHE MOPsAIKa IeHO0O0pa30BaHMs Ha )KU3HEHHO HEOOXOAMMBIEC U BaKHEHIINe
JIEKapCTBEHHBIE MpPenapaThl.

Cratbsa 61. Focyp,apCTBeHHaﬂ perucTpauuma yCtaHaBJiMBaeMbIX npousBogunuTenAamMu
JNIEKAapCTBEHHLIX nMNpenapatoB nMNpegesibHbIX OTNYCKHbLIX LUeH Ha JeKapCTBeHHbIe
npenapartbl, BKI4YeHHbleé B NepevYeHb XWU3HEeHHO HeoOXoAUMBbIX W BaXXHeUWUX
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JIeKapCTBEeHHbLIX npenapartoB
(B pen. @enepanpHoro 3akoHa ot 08.03.2015 N 34-D3)

1. YcranaBnuBaeMble MPOU3BOJIUTENSMH JIEKAPCTBEHHBIX IPENapaToB MpeleibHbIe OTIYCKHbIE
LIEHBl Ha JIEKaPCTBEHHBIE IIPENApaThl, BKIOYEHHBIE B MIEPEYEHb KU3HEHHO HEOOXOAUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX TPENnaparoB, MOJJIEKAT TOCYIapCTBEHHOW pErucTpanud B MOPSAIKE, YCTaHOBJICHHOM
IIpaBurensctBoM Pocculickoit denepanun.

(dactb 1 B pen. DeaepanbHoro 3akoHa ot 08.03.2015 N 34-D3)

2. Ha ocHoBaHMM NOJAaHHOTO 10 1 OKTAOpS KaXZOro TroAa 3asBICHUS IPOU3BOAUTEIS
JIEKapCTBEHHBIX TPENapaTroB, BKIIOUEHHBIX B IEPEUYCHb >KU3HEHHO HEOOXOJUMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, 3aperuCTpUPOBaHHAs IpeAeibHAas OTIYCKHAs Ii€Ha Ha JIEKapCTBEHHBIN
npenapaT MOKeT ObITh IIEpEeperucTpUpoBaHa OJIMH pa3 B KaJICHAAPHOM IOy B MOPSAJIKE, YCTAHOBICHHOM
[IpaBurenscTBoM Pocculickoit denepanun.

(uactsb 2 B pen. denepanpuoro 3akoHa ot 08.03.2015 N 34-03)

2.1-2.2. Yrparunu cuiny ¢ 1 utonst 2015 roxa. - @enepanpubiii 3akon ot 08.03.2015 N 34-@3.

3. Pacuer mpenenbHBIX OTIYCKHBIX I1I€H, YKa3aHHBIX B 4yacTsaX | W 2 HACTOsIIEW CTaTbH, MPU HX
rOCyJIapCTBEHHOM PETUCTPALMU WA NEPEPETUCTPALMUA OCYLIECTBISECTCS B COOTBETCTBUU C METOJHUKOI,
yrBepkieHHoH [IpaBurenscTBoM Pocculickoit @enepannl 1 yYUTHIBAIOIIEH, B YaCTHOCTH:

1) cobmonenne GanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IPENapaToB, BKIIOYCHHBIX B
NepeueHb XM3HEHHO HEOOXOAMMBIX M BaKHEUIINX JIEKAPCTBEHHBIX IIPENapaTroB, M INPOU3BOIUTENEH
JICKApCTBCHHBIX IPCIapaToB, BKIIOYCHHBIX B IMCPCUCHL KHU3HCHHO HCO6XOIII/IMBIX A BaXHEHIINX
JIEKapCTBEHHBIX MPETapaToB;

2) (pakTHUECKYIO OTIYCKHYIO LIEHY Ha JIeKapCcTBEHHbIe npenapathl B Poccuiickoii denepanuu, 1eHy
BBO3a JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro dexepanuio, a Takke LEHbBl HAa aHAJIOIMYHbIE
JIeKapCTBEHHBIE TIpenapaThl, Haxo siuecs B oopamenuu B Poccuiickoit deneparuu;

3) 3aTpaThl TPOM3BOIUTENS JIEKAPCTBEHHOI'O TIpenapara Ha TPOM3BOJACTBO U pealln3alluio
JICKapCTBEHHOTO Ipenapara;

4) meHy Ha JEKapCTBEHHBIN TMpenapar HHOCTPAHHOTO TPOM3BOJACTBA, €ro IEHy B CTpaHe
MIPOM3BOJUTEINS U B CTpaHax, B KOTOPBIX Ipenapar 3aperucTpUpOBaH U (WJIHM) B KOTOpPbIE MOCTaBISETCS
WHOCTPAHHBIM MTPOU3BOIUTENIEM.

(dactb 3 B pen. PeaepanbHoro 3akoHa ot 08.03.2015 N 34-D3)

4. He nonyckaroTcsi peanu3anusi U OTHYCK JIEKapCTBEHHBIX MPENapaTroB, BKIIOYEHHBIX B MEPEUYCHb
JKN3HCHHO HCO6XOI[I/IMBIX 158 Ba)KHeﬁMHX J'ICKapCTBeHHLIX npenapaTOB, Ha KOTOpBIe HpOI/I3BO)II/IT€J'I$IMI/I
JIEKApCTBEHHBIX MPENapaToB HE 3apeTrUCTPUPOBaHA MpeaeiabHas OTIYCKHAs 1I€HA, pealn3alus U OTIIYCK
HpOI/ISBOJII/ITe.]'ISIMI/I J'IeKapCTBCHHBIX npenapaTOB II0 II€HaM, HpeBBIHIaIOHH/IM SapeFI/ICTpI/IpOBaHHI)Ie
npeAelibHbIe OTIYCKHBIE LIEHBI Ha JIEKAPCTBEHHBIE MpEapaThl.

(gactp 4 BBenmena denepanpHbiM 3akoHOM OT 08.03.2015 N 34-@03; B pen. PenepanbHOTO 3aKOHA OT
03.07.2016 N 350-®3)

5. OcoOeHHOCTH TIOCYNapCTBEHHOTO PETYJIUPOBaHUS MpEIeNbHbIX OTIHYCKHBIX LE€H Ha
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JICKapCTBCHHBIE TMpEnaparhl, BKIIOYEHHBIC B TMEPEUCHb JKU3HCHHO HEOOXOAWMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCHUMOCTH OT IKOHOMUYECKUX U (WJIM) COLUHUAIbHBIX KpPUTEPUEB
(U3MEHEeHHE yCIIOBUH, OPSAKA U CTOMMOCTH IIPOM3BO/ICTBA JIEKAPCTBEHHBIX PENApaToB, UCIOIb30BaHUE
HOBBIX ()OpPM, METOJOB U CIOCOOOB TOCYIAapPCTBEHHOI'O pEryJIMpOBaHUS I€H Ha JeKapCTBEHHBIE
IpernapaTel, B TOM YHCIE Ha OCHOBE MeXaHM3Ma peepeHTHOTO 1IeHO0Opa30BaHusl, U3MEHEHUH MopsiaKa
OKa3aHusl MEIUIIMHCKOI MOMOIIH, U UHbIE U3MEHEHHUs) ycTaHaBnuBatoTcs [IpaBurensctBoM Poccuiickoii
denepanuu.

(dactb 5 BBenena deaepanbupiM 3aKk0HOM OT 08.03.2015 N 34-D3)

Cratba 62. [ocymapCTBeHHbI peecTp npeferibHbIX  OTMNYCKHbIX  LeH
npousBoauTeNen Ha rfieKapCTBEeHHble npenapaTbl, BKMOYEHHbIE B NMepe4vyeHb XXU3HEHHO
Heo6GXoAUMbBIX U BaXXHEULIMX NleKapCTBEeHHbIX NpenapaToB

1. BapeFI/ICTpI/IpOBaHHLIC NpEACIIbHBIC OTIIYCKHBIC LCHBI Ha JICKAPCTBCHHBIC IIpCIaparhl,
BKJIFOYCHHBIC B IICPCUHCHb KHU3HCHHO HCO6XOILI/IMI)IX U BaXHCHIINX JICKApCTBCHHLIX MPCHapaTos,
IoJJICKAaT BKIIFOUCHHIO B FOCYZ[apCTBeHHBIﬁ peecTtp IpCACIIbHBIX OTIYCKHBIX LICH HpOHSBOI{HTCJ’ICﬁ Ha
JICKApCTBCHHBIC TIIpCIapaTthbl, BKIIOYCHHBIC B IICPCUCHL KHU3HCHHO HGO6XOI[I/IMI)IX U BaXKHEHUIIHMX
JICKaApCTBCHHLIX IIPCIIapaToB.

2. T'ocymapcTBeHHBIH peecTp MPEeeIbHBIX OTIYCKHBIX LIEH MPOW3BOAMTENCH Ha JIEKapCTBEHHBIE
npemnapaTsl, BKIIOYCHHBIE B IE€PEYCHb JHKU3HEHHO HEOOXOJUMBIX M BaXKHEHUIINX JIEKapPCTBEHHBIX
MPEerapaToB, COJACPKUT B ceOe CISNYIONIIYIO HH()OPMAIIHIO:

1) HauMeHOBaHuUE JiepXKaTessl UM BIIa/eiblia PErUCTPALIMOHHOTO YIOCTOBEPEHUS JICKapCTBEHHOIO
rpenapara, HaMMEHOBAHME IIPOM3BOJUTENS JIEKAPCTBEHHOIO IIperapaTa, CBEACHUS O PErucTpalyu
JiepKaTellsd WIKA BIIaJebla PErMCTPAlMOHHOTO YIOCTOBEPEHNUS JIEKapCTBEHHOTO Mpernapara, CBEICHUs O
pEerucTpanuy IIPOU3BOAUTENS JIEKAPCTBEHHOTO Ipernapara Uil MEIUIMHCKOTO NPUMEHEHHS B KauecTBE
HQJIOromjiaTeNbIlMKa B  CTpaHe  perucrpauuu  (Iii  POCCHMMCKUX  IOPUAMYECKMX — JIMI[ -
UJACHTU(PUKAIMOHHBI HoMmep Hanoromnatenbiiuka (MHH), mis vHOCTpaHHBIX IOPUAMYECKHMX JIUI[ -
CTpaHa pPErucTpaliy, HAUMEHOBAHWE PErMCTPUPYIOLIETO OpraHa, PErucTPALlMOHHBIA HOMED, KOI
HaJIOTOIIaTENbIINKA B CTpAaHE pPErucTpanuu (MHKOPHOpAIMM) WIM €ro aHajior), MECTO HaXOXKICHHS
IIPOU3BOJCTBEHHBIX IIIOMIAJ0K, YYaCTBYIOIIUX B IIPOLIECCE ITPOU3BOICTBA JIEKAPCTBEHHOIO IIpernapara, ¢
YKa3aHUEM CTaJuu IIpoLecca MpOu3BOCTBA;

(m. 1 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMMEHOBAaHME JIEKApPCTBEHHOrO Ipemnapara (MEXAyHapOJHOE HENaTEeHTOBAHHOE, WIH
IpYNIUPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PerucTpPaLMOHHOTO YI0CTOBEPEHUS JISKApCTBEHHOT'O Mpenapara;

4) nexapcTBeHHasi GopMa ¢ yKa3aHHEM JTO3MPOBKH JIEKAPCTBEHHOT'O IperapaTra U ero KOJIW4YecTBa
BO BTOPUYHOH (MMOTPEOUTENHCKOMN) YITaKOBKE, a TAK)KE KOMIUIEKTHOCTB;
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3apeructpupoBaHHas IpeJiesibHask OTIYCKHAs 1IeHa B pyOIIsx;

6) nata ¥ HOMeEp MpHKa3a YIOJIHOMOYEHHOTo (eaepaibHOro opraHa MCIOJIHUTEIbHOW BIIACTH O
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rOCYJIapCTBEHHOM PETUCTPalMU, NMEPEPErUCTPalvU MPEAEIbHON OTIHYCKHOW LIEHBI HA JIEKAPCTBEHHbIN
npemnapaTr, BKIIOUEHHBIH B IE€peUYeHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
MPEIaparTos.;

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

7) WTPUXOBOHM KOJ, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTEIBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npernapara;
(n. 7 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

8) KOJ JIeKapCTBEHHOIrO IIpernapara IO aHaTOMO-TepaleBTHMUYECKO-XMMUYECKOH KiIacCU(pUKaIH,
PEKOMEHI0BaHHOM BceMupHON opranu3anueit 34paBoOXpaHeHUs.
(n. 8 BBennen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. T'ocynapcTBeHHast perucTpalus MpeAeabHbIX OTIIYCKHBIX LIEH Ha JIEKapCTBEHHbIE IpernapaThl,
BKJIFOYECHHBIE B NI€PEUCHb KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX IpenapaToB, BECHUE
rOCYAapCTBEHHOIO PEECTpa IPENEIbHBIX OTIYCKHBIX I€H IPOM3BOJUTENIEN Ha JIEKAPCTBEHHbIC
Ipenaparhl, BKIIOUEHHbIE B IIEpEUYeHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKAPCTBEHHBIX
IIpenaparoB, OCYIIECTBIAIOTCS B ITOPsIIKE, ycTaHOBIEHHOM lIpaButensctBoM Pocculickon @enepanuu.

Cratba 63. YcraHoBneHMe opraHamMm MUCMNOSIHUTENILHOM BNacTM CYOBLEKTOB
Poccunckon depepaumm npepenbHbIX pasMepoB ONTOBbIX HagbaBOK U npeaenbHbIX
pa3mMepoB PO3HUUYHbLIX HafbGaBOK K (haKTUYECKUM OTNYCKHbIM LieHaM, YCTaHOBJEHHbIM
npousBoAUTENSMMN NeKapCTBEHHbIX MpenapaTtoB, Ha NeKapCcTBeHHble npenapaTtbl AnA
MeAULIMHCKOro NpuMeHeHus

1. Opranbl HMCHOJIHUTEIBHOW BiacTu cyObekTOoB Poccuiickoit @Penepanuu ycTaHaBIUBAIOT
IpeJiesIbHbIE Pa3Mephl ONTOBBIX Ha/10aBOK U MPE/eNbHbIEC pa3Mepbl PO3HUUHBIX HaZ0aBOK K (PaKTHUECKUM
OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MIPENapaToB, HA JIEKAPCTBEHHBIE
Ipenaparhl, BKIIOUEHHbIE B IEpeUeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX
[IpernapaToB, B COOTBETCTBUM C YTBEPXKJACHHOH B TOpsAJKE, YyCTaHOBIEHHOM IlpaBuTenscTBOM
Poccuiickoit deneparnuy, METOIUKOM YCTAaHOBJIEHUS OpraHaMU HCIOJIHMUTENBHOM BIACTH CYOBEKTOB
Poccuiickoit ®enepanyu NpeaeNbHBIX Pa3MEPOB ONTOBBIX HAA0AaBOK M MpPEAETIbHBIX pa3MeEpoB
PO3HMYHBIX HaI0aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOAUTEIIMU
JIEKapCTBEHHBIX IPENapaTroB, Ha JIEKapCTBEHHbIE Ipenaparbl, BKIOYEHHbIE B IEPEUEHb MKU3HEHHO
HEOOXOAMMBIX M  BaXHEWIIMX JIEKAPCTBEHHBIX IpemapartoB. [IpoekThl  pemeHuid  opraHoB
UCIIOJIHUTENIbHON BiacTH cyOBbekToB Poccuiickoil @enepanuu 00 ycTaHOBJIEHHWU M (WJIM) W3MEHEHUU
IpeJeNbHBIX pPa3MEpoOB ONTOBBIX HAJ0ABOK W MpPEIENbHBIX PpPa3MEpOB PO3HUYHBIX HAA0aBOK K
(aKTUYECKUM OTIYCKHBIM 1I€HaM, YCTaHOBJIEHHBIM MPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX IperaparoB, Ha
JIeKapCTBEHHbIE Mpenaparhl, BKIIOUEHHBIE B IEpeYeHb JKU3HEHHO HEOOXOJUMBIX M BaXKHEHUIIMX
JIEKapCTBEHHBIX IPENapaToB, IMOAJIEXKAT COIIACOBAHMIO C (peepaJbHBIM OpPraHOM HCIOJHUTEIBHON
BJIACTH, YIOJHOMOYEHHBIM OCYIIECTBIATh IPaBOBOE PpEryIMpoBaHHWE B cdepe TocyaapCTBEHHOTO
perynupoBaHus 1eH (TapudoB) Ha ToOBaphl (YCIyru), B MOpsAKe, ycTaHOBIeHHOM [IpaBHTENbCTBOM
Poccutickoit denepanun.

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

2. OpPaHI/ISaHI/II/I OIITOBOM TOProBjin U (I/IJ'II/I) AllTCYHBIC OpraHu3alvv, HWHIAWBUIAYAJILHBIC
nNpeaApruHUMATECIN, HMCIOIIHWE JIMICH3UIO Ha Q)apMaueBTquCKon ACATCIIBHOCTh, OCYHICCTBIIAIOT
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pealM3aluio JIGKAPCTBEHHBIX TIPENapaTroB, BKIIOUEHHBIX B TIEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX MIPENapaToB, IO II€HaM, YPOBEHb KOTOPBIX HE TMPEBBIIIAET CYMMY
(aKTUYECKOW OTMYCKHOHN IICHBI, YCTAHOBJICHHOW MPOW3BOAMTENIEM JIEKAPCTBCHHBIX IMPENapaToOB U HE
MPEBBIIAIONICH 3apPETUCTPUPOBAHHON MpeleIbHOM OTHYCKHOW ILIEHBI, U pa3Mep OINTOBOW HaI0aBKU U
(wnn) pazMep pO3HUYHON HAI0ABKH, HE MPEBBIIIAIONINE COOTBETCTBEHHO pa3Mepa MpeesIbHON ONTOBON
Haa0aBKH U (WIM) pa3Mepa MpeaeabHOM pO3HUYHON HaJ0aBKU, YCTAHOBJICHHBIX B cyObekTe Poccuiickoii
denepanuu.

3. Opranpl HCHOJHUTEIBLHON BiacTH CyOBekTOB Poccmiickoit denmepanuu pa3memniaroT B CETH
"NuTepHer" niM omyOIMKOBBIBAIOT HH(MOPMAIMIO O 3apETUCTPUPOBAHHON MPEIeTbHONU OTIYCKHOW IIeHE
Ha JIEKapCTBEHHbIE IIpenapaThl, BKIIOYEHHbIE B IE€PEYCHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIMX
JICKapCTBEHHBIX TIpenapaToB, 00 YCTaHOBJIEHHBIX B cyObekre Poccuiickoii ®epepanmu pazmepe
IIpeJeIbHOW ONTOBOM HAaJ0aBKH U (WJIM) pa3Mepe MpelenbHON PO3HUYHON HaJ0aBKU K YCTaHOBJICHHBIM
MIPOU3BOIUTEISIMU JICKAPCTBEHHBIX IPEnapaToB (PaKTHUECKUM OTITYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
Ipenaparhl, BKJIIOYEHHbIE B IEpeUeHb MXU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX
npernaparoB, U 00 yKa3aHHOW B YacTH 2 HACTOSIIECH craThu cymMme. MHbopMmarms, mpeaycMOTpeHHas
HACTOALLEH 4acThIO, JOJDKHA Pa3MEIaThCs TAKXKE B allTCUHBIX OpPraHU3alUsaX B JOCTYIIHOM JUJIS CBEACHHUS
BCEX 3aWHTEPECOBAHHBIX JHII (hopMe 1 OOHOBIISATHCS IO MEPE €€ ONMyOINKOBAHHS.

4. llpunateie ¢ HapylleHHEM 3akoHonaTenbcTBa Poccuiickoil Penepanyy pelieHUs OpPraHOB
WCTIOJTHUTENIBHONW BiacTH cyObekTa Poccuiickoit deneparyu 00 YCTaHOBICHUU IPEIESIBbHBIX Pa3MEpOB
OITOBBIX Ha/10aBOK U NPEACIbHBIX Pa3MEPOB POZHUYHBIX HA0aBOK K 3apEerHCTPUPOBAHHBIM pEAEIbHBIM
OTITYyCKHBIM II€HaM Ha JIEKapCTBEHHBIE IPENapaThl, BKJIOYEHHbIE B IEPEUYEHDb )KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIMX JIEKAPCTBEHHBIX MIPENApATOB, MOJIEkKAT OTMEHE B CyIeOHOM MOPSIKE.

Mnaesa 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OMNACHOCTU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOAOALWLUNXCA B OBPALLEHUN
B POCCUNCKOWN ®EOEPALIUN
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHan3op
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE Mpenapathl, HaxoaAmuecs B oOpauieHun B Poccuiickoit deneparuu, moiexar
MOHHUTOPUHTY 3(QQEKTUBHOCTH U 0€30IaCHOCTH B II€JIAX BBISBICHUS BO3MOXKHBIX HETaTUBHBIX
MOCJIEACTBUM MX NPUMEHEHUS, WHIUBUAYAIbHON HEMEPEHOCHUMOCTH, NMPENYNPEKACHUS MEIUIIMHCKUX
pabOTHUKOB, BETEPUHAPHBIX CIELUAINCTOB, MMAIMEHTOB WM BJIAJEIbIEB KMBOTHBIX U MX 3aLIUTHI OT
NPUMEHEHMS TaKUX JIEKAPCTBEHHBIX MPENapaToB.

2. ®dapMakoHAJ30p OCYILECTBISETCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eepaibHbIM
OpPraHOM HCIIOJIHUTEIbHON BJIACTM B YCTAHOBJICHHOM MM IIOpPSIKE ITyTEM aHaIu3a MPEJOCTaBIsEeMOU
cyObekTamMu  oOpallleHHs JIEKapCTBEHHBIX CpeACTB  HMHGOpManuu O MOOOYHBIX  JEHCTBHSIX,
HEXXEJIATEJIbHBIX PEAaKIMAX, CEPbE3HBIX HEXKENATENbHbIX PEAKIMIX, HENPEIBUIECHHBIX HEXKEJaTEIbHbIX
p€aknugax Ipu MPUMCEHCHHUH JICKAPCTBCHHBIX IMIPCrapaToB, 00 I/IHJII/IBI/I)IyaJ'IBHOI\/’I HEMICPCHOCUMOCTH,
OTCYTCTBUH 3()(PEeKTUBHOCTHU JEKAPCTBEHHBIX MPENApaToB, a Takke 00 UHBIX (paKkTax U 0OCTOATEIHCTBAX,
MPEJICTABIISIONINX YIpOo3y KU3HU WM 370pPOBbIO 4YelOBEKa JIMOO KUBOTHOTO MpPU MNPUMEHEHHH
JIEKapCTBEHHBIX MPENapaToB U BBIABICHHBIX Ha BCEX dTamax OOpalleHHs JIEKAPCTBEHHBIX MpenapaToB B
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Poccuiickoit denepanuu u Apyrux rocyaapcrBax.

3. CyObexThl 0OpalleHus JIEKapCTBEHHBIX CPEJICTB B MOPAJKE, YCTAHOBIEHHOM YHOJHOMOUYEHHBIM
benepanbHBIM  OPTaHOM  HCHOJHHUTENBHOM BIACTH, OO0sf3aHBI COOOWIATh B  YHOJIHOMOYECHHBIH
GbenepanbHbIl OpraH MCHOJHUTENBHOM BIACTH O IMOOOYHBIX JEHCTBUAX, HEXKEIATEIbHBIX PpEaKIMIX,
CEPbE3HBIX HEXKEJIATENIbHbIX PEAKLUAX, HENPEABUACHHBIX HEXENATEIbHbIX PEAKIUAX IPU IPUMEHEHUU
JIEKapCTBEHHBIX IpeNnapaTroB, 00 WHAWBUAYAJIbHOM HENEPEHOCHMOCTH, OTCYTCTBMM 3()(PEeKTHBHOCTH
JICKapCTBEHHBIX IPENapaToB, a Takke 00 MHBIX (DakTax M OOCTOATENbCTBAX, MPEICTABISAIOUINX YTPO3Y
KHU3HU WIM 3J0POBBIO YEJOBEKa JMOO >XMBOTHOI'O MPU NPUMEHEHUH JIEKApCTBEHHBIX IpenapaToB U
BBISIBIICHHBIX Ha BCEX JTamax OOpalleHusl JIEKapCTBEHHBIX mpemnapatoB B Poccuiickoit denepauuu u
IPYTHUX TOCYJapCTBaXx.

4. Jepxatenu WIM BIAACNIbIbl PETUCTPAIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IpPENaparoB,
FOPUJINYECKHE JIMLIA, HA UMSI KOTOPBIX BBIIAHbI Pa3pelieHus Ha IPOBEACHUE KIIMHUYECKUX UCCIEIOBaHUMN
B Poccuiickoit ®enepanuu, OO0 YIOTHOMOYEHHBIE HMMH JPYTU€ MOPUAUYECKHE JIMIa B paMKax
obecrnieueHns 6€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSAIKE, yCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJTHOMOYCHHBIM (De/IepalbHBIM OPTaHOM HCIIOJHUTEIBHON BIIACTH, O0S3aHBI OCYIICCTBISTH IMPHEM,
y4eT, 00paboTKy, aHalu3 U XpaHEHHE IMOCTYMalIUX B HX aApec OT CYOBEKTOB OOpalieHus
JICKapCTBCHHBIX CPEACTB M OPraHOB TOCYJApCTBEHHON BJIACTH COOOIICHWH O MOOOYHBIX JICHCTBUSX,
HEXEJNaTeNIbHbIX PEaKLUsAX, CEPhE3HbIX HEXKENIATEeIbHbIX U HENPEABUACHHBIX HEXKEIATEeIbHbIX PEaKLUIX
Py TPUMEHCHHUH JICKAPCTBCHHBIX IPENapaToB, 00 OCOOECHHOCTSX WX B3aMMOJICHCTBHS C JIPYTHMH
JIEKapCTBEHHBIMU TpenapaTaMy, WHIANBUAYAIbHONH HENEePeHOCUMOCTH, a Takxke 00 HHbBIX (hakTax u
00CTOSITENTLCTBAX, IMPEACTABISIONINX YIPO3y JKU3HH WU 3J0POBBIO YEIIOBEKa JHOO >KMBOTHOTO WIIU
BIMAIOINIMX HAa M3MEHEHHE OTHOLICHUS OXHUAAEMOM TOJIb3bl K BO3MOKHOMY PHCKY IPUMEHEHUS
JIEKApCTBEHHBIX MIPEMapaToB.

5. Ilpu BbIsSBICHUU HMH(OPMAIMU O CEPhE3HBIX HEXENaTeIbHBIX PEAKLUUAX U HENpPeIBUIACHHBIX
HEXXEeNaTeJIbHBIX PpPEeaKUMsIX I[P NPUMEHEHUU JEKapCTBEHHBIX IpenapaTtoB, 00 OCOOEHHOCTAX UX
B3aMMOJEHCTBUA C OPYTMMH JIEKAPCTBEHHBIMH IIpenapaTraMy, WHIWBHUIYaJIbHOW HENEPEHOCHUMOCTH, a
Tak)ke 00 MHBIX aKTax U 0OCTOSITETHCTBAX, BIUSIOUINX HA U3MEHEHNE OTHOLIECHUS OKUIaeMO MOIb3bI K
BO3MOXKHOMY PHUCKY TIPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB, JAEpXKaTeld WIA  BIAAEIbIb
PETUCTPALIMOHHBIX YIOCTOBEPEHUN JIE€KApCTBEHHBIX MpEnapaToB, IOPUAWYECKUE JIHIA, HA UM KOTOPBIX
BBIJIaHBl pa3pelleHrs Ha NMPOBEJCHME KIMHUYECKHUX HuccienoBaHuil B Poccuiickoit denepanyu, aubo
YIOJHOMOYEHHbIE MMM JIpyIHMe HOpUIMYECKHE JuIa OO0sf3aHbl NPUHATH MEpbI, HAINpaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCJIEACTBUH  NPUMEHEHHsS  TaKuX  JIEKapCTBEHHBIX  IpENaparos,
MpenyNpexaeHne NPUUNHEHUS Bpela KU3HU WIN 3/I0pPOBBIO YEJIOBEKA JUOO )KMBOTHOTO, 3aIIUTy UX OT
NPUMEHEHMs TaKUX JIEKAPCTBEHHBIX MpenapaToB, Ha JONOJHUTENbHBIH cOOp AaHHBIX 00 3((HEKTUBHOCTH
1 6€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX IPENapaToB.

6. 3a HecooOIIeHNe UM COKPBITHE UH(OPMAIINH, TPEAYCMOTPEHHON YacThiO 3 HACTOAIIEH CTaThH,
JepKaTed WA  BJIQAENbIBl  PETHUCTPAIIMOHHBIX  YIOCTOBEPEHHH JIEKAPCTBEHHBIX  IPENaparos,
IOpUJIMYECKHE JIMLIA, HA UMSI KOTOPBIX BBIIAHBI pa3pelIeHUs] Ha MPOBEECHNE KIMHUYECKUX UCCIIEI0BaHUM
B Poccumiickoit ®enepamnuu, MO0 yIOJTHOMOYEHHBIE WMHU JIPyrue MOPHANYECKHE JHIA, a TakkKe
JOJKHOCTHBIC JIMIIA, KOTOPBIM 3Ta WHGOpMAIMs CTajla M3BECTHA MO POAY HX NpodheCCHOHATLHOM
NEATEeIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM Poccuiickoi denepanum.

7. HpI/I MOJIYYCHHUU YIIOJIHOMOUYCHHBIM (beﬂepaanHM OopraHomM HCIIOJIHUTEIILHOM BJIACTH B paMKax
OCYIICCTBJICHHUA WM (bapMaKOHan:«xopa J0Ka3aTCJIbCTB O HCCOOTBCTCTBHHU JICKAPCTBCHHOI'O IIpCriapara
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YCTQHOBJICHHBIM TpPeOOBAaHUSAM MM TpPH TOJYYeHHH HH(POPMAIMKM O HECOOTBETCTBUHM JAaHHBIX 00
3G GEKTUBHOCTH U 0 0€30IIaCHOCTH JIEKaPCTBEHHOI'O Ipernapara JaHHBIM O JIEKApCTBEHHOM IIpenapare,
COJIEpIKAIMMCSl B MHCTPYKLMU 110 €r0 IPUMEHEHHIO (B TOM UYHMCJIE BBISBICHHBIX B XOJE OCYIIECTBICHUS
(bapMakoHaa30pa KOHTPOJIbHO-HAJ30pPHBIMU OpraHaMM HMHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BJIACTH B YCTAHOBJICHHOM MM IOPSJIKE paccMaTpUBaeT BOMPOC O
IIPUOCTAaHOBJICHUY IIPUMEHEHUS TAKOTO JIEKAPCTBEHHOI'O IIperapara.

CraTtbsa 65. lMpuocTtaHoBNeHne NpUMEHeHUsA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. ITpu momyyennu uHbOpMAMK O HEXKENIATEIBHBIX PEAKUUAX MMPH MPUMEHEHHH JICKaPCTBEHHOTO
IpernapaTa, HE YKa3aHHBIX B MHCTPYKLUMHU IO IPHUMEHEHUIO JIEKapCTBEHHOIO IIpernapaTa, CEpbe3HbIX
HEXKEJIATeNbHBIX pPEaKUUsiX, 00 OCOOCHHOCTAX €ro B3aWMOJICHCTBHUA C JPYTUMHU JIEKapCTBEHHBIMHU
npernapaTamu, KOTOpble MOTYT MPEJICTABIIATh YIPO3Y KHU3HHU UIIH 30pPOBbIO YeIO0BEKa JIMOO0 KUBOTHOTO, a
TaKXe O HECOOTBETCTBUHU JAaHHBIX 00 3((HEKTUBHOCTH M O O€30MACHOCTH JIEKaPCTBEHHOI'O Ipenapara
JAHHBIM O JIEKapCTBEHHOM IIpernapare, COAEpKalluMCsl B MHCTPYKIIMHM 110 €ro IPUMEHEHHIO, B TOM YUCIIE
OT YNOJHOMOYEHHBIX OPraHOB HWHOCTPAaHHBIX TOCYIApCTB, OOMEH KOTOPOH OCYIIECTBISAETCS B
COOTBETCTBUM C COIJIAIIEHUSAMHM MEXIY YINOJHOMOUYEHHBIM (peepalbHbIM OPraHOM HCIOJIHUTEIbHOM
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMU HMHOCTPAHHBIX TOCYAApCTB, YIOJHOMOYEHHBIN (enepalbHbli
OpraH UCIOJHUTENILHONW BJIACTU PacCcMaTpUBAaeT BOIPOC O BO3MOKHOCTH MPUOCTAHOBJIEHUS OOpallleHHs
TAKOTO JICKAPCTBEHHOTO IIperapara B MOPSAAKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HMCIIOJIHUTEIbHOU BIACTH.

2. llpy HEWUCNIONIHEHWH WM HEHAJJEeXallleM HWCIIOJIHEHUU Jep)KaTesssMU WIA BIaJelbliaMu
PEruCTPALIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX IPENaparoB, IOPUANYECKUMHU JIMIAMH, HAa HUMS
KOTOPBIX BBIIAHBI PA3pELICHUS] HA IPOBEACHUE KIMHUYECKUX HcclienoBaHui B Pocculickoit denepanmuy,
WM YIOJTHOMOYEHHBIMH UMH JIPYTUMH IOPUIUIECKUMHE JTUIIAMHU 0053aHHOCTEN, YCTAHOBIIEHHBIX YacTsIMU
3 u 4 cratpu 64 HacTosmiero MeaeparbHOTO 3aKOHA, TMOO B CIIydasX MPEICTaBICHUS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIOJHUTENBHOM BIACTH 3aKIIOYEHHUS O HEIOCTOBEPHOCTH
PEe3yIbTAaTOB KIMHUYECKOIO HCCIEN0BaHUS JEKAPCTBEHHOIO Mpernapara Uil MEAUIIMHCKOTO IPUMEHEHNS,
KOTOpOE€ OCHOBAaHO Ha pPe3yibTaTax NPOBEPKM MEAMIIMHCKOW OpraHu3allid, MPOBOJMBIIEH yKa3aHHOE
KJIMHAYECKOE MCCIIEIOBAHUE C HAPYIICHUEM IIPABUJI HAJUIEKAIEH KIMHUYECKON NMPAKTHKHU, U TIPUBEIIO K
MOJTyYEHHIO HEIOCTOBEPHBIX PE3yJbTAaTOB, JMOO B Cly4yae HEBBIOJHEHMS NPEANUCAHHS, BBIJAHHOTO
YIOJHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCIHOJHUTENbHOM BJIACTH IO HWTOTaM OCYIIECTBIICHUS
BBIOOPOYHOI'O KOHTPOJISI KayecTBa JEKapCTBEHHOTO Ipernapara, YHOJIHOMOYEHHBIN (enepaibHbIil opran
VCIIOJTHUTENIBHON BJIACTH B YCTAHOBJIEHHOM WM IOPSJKE pacCMaTpUBAET BONPOC O MPHOCTAHOBJICHUU
IIPUMEHEHHUS TAKOT'0 JIEKAPCTBEHHOTO NIpernapara.

3. YmosHOMOYEHHBIH (enepalbHblii OpraH HMCIOJIHUTEIbHOW BJIACTU MpPHU NPEICTABICHUU EMY
CBEICHMI O HECOOTBETCTBMM IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB TpeOOBAHUSAM MpPaBUII
HaJJIexallel Mporu3BOJICTBEHHON MPaKTUKU U (WJIK) O HAPYLIEHUH JINLEH3UOHHBIX TPeOOBAHUN, KOTOPHIE
ObUIM BBISBJICHBI B XOJ€ MPOBEIECHUS MHCIEKTHPOBAHUS MPOU3BOIMUTENS JEKAPCTBEHHBIX CPEICTB MIIH
OCYILIECTBIICHUS JINLIEH3UOHHOTO KOHTPOJIS B cpepe MpOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB U IPUBEIU
UM MOTYT IPUBECTH K INPOU3BOJCTBY JICKAPCTBEHHBIX IPENAPATOB I MEIULMHCKOTO IPUMEHEHUs,
MPUYMHUBIIUX UM CIIOCOOHBIX MPUUMHUTH BPE]l ’KU3HU WK 3I0POBBIO FPaXKIaH, pacCMaTPUBAET BOIPOC
O TPHUOCTAHOBJICHUU IPUMEHEHHUs JIEKaPCTBEHHBIX IIPENapaToB I MEAMIMHCKOIO IPUMEHEHHS B
YCTaHOBJIEHHOM MM MOPSAIKE B CAEAYIOINX CIydasx:
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1) cocraB u (MiIM) TEXHOJOTUs IPOU3BOJCTBA JIEKAPCTBEHHOI'O IpernapaTra Al MEIUIMHCKOrOo
IIPUMEHEHHs (C ONMCaHMEM CTaIuil MPOMU3BOJCTBA) OTIMYAKOTCS OT 3asBJICHHBIX B PErUCTPALlMOHHOM
J0ChE;

2) JexapcTBEHHBIN mpenapar i MEAUIIMHCKOTO MPUMEHEHHsI POU3BEACH Ha MPOU3BOJICTBEHHON
IUIOUIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOCHE;

3) y HOpOM3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPIKIAIOIINE
COOTBETCTBME KauecTBa JICKAPCTBEHHOTO IMpernapara i MEAUIMHCKOrO MPUMEHEHUs, BBOJIUMOIO B
rpaxaaHCKHi 000pOT, TPeOOBAHUAM, YCTAHOBJICHHBIM IIPU €r0 TOCYAapCTBEHHOM perucTpamnui;

4) nOpou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COIJIACOBAHHBIA C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (pefiepanbHbIM OpPraHOM HCIOJHUTEIBHOW BJIACTH CPOK HE YCTPAHEHBI HapYIIEHUS
TpeOOBAaHUI MpaBUJI HAJUISKANICH TMPOU3BOJICTBEHHON MPAKTUKKA M (WJIM) JHMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbl€ OBbUIM BBISBICHBI B XOJ€ IPOBEIEHUS HMHCIHEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYIIECTBICHHUS JUIIEH3MOHHOTO KOHTPOJISA B c(pepe Mporu3BOACTBA JEKAPCTBEHHBIX CPECTB
U IPUBEJIM WM MOTYT INPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IIPENapaToB Ul MEAMIMHCKOIO
MIPUMEHEHHUS], IPUUMHUBIINX I CIOCOOHBIX MIPUYUHUTD BPEJl KU3HU WK 3J0POBBIO I'PaXK/IaH.

(uacth 3 BBeneHa denepanpubiM 3aKk0oHOM 0T 04.06.2018 N 140-D3)

4. YIIOTHOMOYEHHBIH (hefepaibHbINA OpTaH UCIIOJHUTEIFHON BIACTH MPH HAIMYUH y HETO CBEJCHHUN
O HECOOTBETCTBMM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM IPaBUI HaJUIeXkKalleH
IIPOM3BOJICTBEHHOW MpPaKTUKUW U (WIM) O HApYLIEHUU JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE ObLIN
BBISBJICHBl B XOJE IIPOBEICHMS WHCIEKTUPOBAHUS IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB WIH
OCYILIECTBJICHUS JINLIEH3UOHHOTO KOHTPOJIA B cpepe MpOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U IPUBEIU
WIM MOTYT IPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaToB JJIsl BETEPUHAPHOIO NMPHUMEHEHHS,
MPUYMHUBIIUX WM CIIOCOOHBIX NPUYUHUTH BPEJ >KU3HM WU 30POBBI0 KMBOTHBIX, PAcCMaTpHUBAcET
BOIIPOC O TIPUOCTAHOBJICHUM pEAIU3allUd M TPUMEHEHMs] JIEKAPCTBEHHBIX IIPENapaToB  JUIs
BETEPUHAPHOTO MPUMEHEHHSI B YCTAHOBJICHHOM UM MOPSAKE B CIEAYIONIUX CIydasx:

1) coctaB W (WJIM) TEXHOJOTHS IMPOU3BOJICTBA JIEKAPCTBEHHOIO Tpernapara i BETCPUHAPHOTO
HpI/IMeHeHI/ISI (C OIIMCAaHUECM CTaI[I/Iﬁ HpOI/ISBO)ICTBa) OTIIMYAKOTCA OT 3ad4BJICHHBIX B pCFI/ICTpaHI/IOHHOM
JIOChE;

2) nekapCTBEHHBIN Ipenapar i BETEpUHAPHOTO MPUMEHEHUS TPOU3BE/IEH Ha MPOU3BOJICTBEHHON
IJIOIIAJKE, HE YKa3aHHOM B PErUCTPALMOHHOM JI0ChHE;

3) y HOpOM3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPIKIAIOINE
COOTBETCTBUE KayeCTBA JIEKAPCTBEHHOI'O Iperapara I BETEPUHAPHOIO IPUMEHEHHs, BBOAMMOIO B
IpaXJIaHCKHUI 000pOT, TpeOOBAHUAM, YCTAaHOBJIEHHBIM IIPU €r0 TOCYJapCTBEHHON perucTpaliy;

4) TpOU3BOAUTENEM JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBIM C  COOTBETCTBYIOIIMM
YIOJIHOMOYECHHBIM (eJIepaIbHBIM OPTaHOM HCIOJHUTEIBHON BIIACTH CPOK HE yCTPAaHEHBI HapYIICHUS
TpeOOBaHUY MpaBUI HaJyIekKalleld MPOU3BOJICTBEHHONW MPAKTUKH U (WIIK) JIUIEH3UOHHBIX TPeOOBaHUM,
KOTOpbIe OBUIM BBISIBJICHBI B XOJI¢ TMPOBEACHUS WHCICKTUPOBAHHS MPOU3BOAUTEINS JIEKAPCTBEHHBIX
CPEICTB WJIH OCYIIECTBICHUS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
W TIPUBETU WM MOTYT TPUBECTH K TMPOU3BOJCTBY JICKAPCTBEHHBIX TPEMAPATOB IS BETEPHUHAPHOTO
MPUMEHEHUS, TPUYNHUBIIHNX WIA CIOCOOHBIX MPUYUHUTE BPEJl KU3HU WIIN 3J0POBBIO KHUBOTHBIX.
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(uactb 4 BBeneHa OenepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

CraTtbsa 66. UHcpopmauma o pesynbTaTax hapmakoHagsopa
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

YronHOMOYeHHBIH  (penepanbHBIi  OpraH  WCIOJHHUTEIBHOW  BJIACTH,  OCYIIECTBIISFOIIHI
dapmakoHag3op, Haxomdmmxcs B oOpamennn B Poccuiickoit ®Dexmeparuu, 1O pe3yibTaraMm
(dhapmakoHag30pa pa3MeniaeT Ha cBoeM oduimanbHOM caiite B cetdu "HHTepHer" wuHbOpMamuioo o
MPUHATBIX PEHICHUSX O BHECEHUH HU3MEHEHUS B MHCTPYKIHUIO 1O TMPUMEHEHHIO JIEKapCTBEHHOI'O
npernapaTa, 0 MPUOCTAHOBJICHUU MPUMEHEHHsI JICKapCTBEHHOTO Ipemnapara, 00 M3bATUU U3 OOpalieHus
JIEKApCTBEHHOTO MperapaTa Wik 0 BO30OHOBJICHUH MPUMEHEHHUS JIEKApCTBEHHOTO Mperapara.

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

naesa 14. U(H®OPMALUA O NIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbBIX NMPEMNAPATOB
anAa MEQUUMHCKOro NnPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. CucremMa MOHUTOPUHra
ABUXEHUA NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NPUMEeHeHUs
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Uudopmanuss o JeKapCTBEHHBIX IIpernapaTax, OTIHYCKaeMbIX 10 pELEenTy Ha JIEKapCTBEHHBIN
mmpenapar, JO0J/DKHA COIEP’KAaTbCs TOJIBKO B CIIELIMAIIM3UPOBAHHBIX W3JAaHUAX, NPEAHA3HAYEHHBIX I
MEIUIMHCKUX, (apMalleBTUUECKUX, BETEPUHApPHBIX pPaOOTHHMKOB. HWH(popmanus o0 JIeKapCTBEHHbIX
npernaparax Jyuisl CleUaJucTOB B 00JacTu OOpalleHHs JIEKapCTBEHHBIX CPEJICTB MOXET COAEP)KaThCs B
MOHOTpadusiX, CIpPaBOYHHKAX, HAYYHBIX CTaThbiX, B JOKJIaJaX Ha KOHrpeccax, KOH(EpeHIHsIX,
CUMIIO3UYMax, HAYYHBIX COBETaX, a TAK)KE B MHCTPYKLHAX 10 IIPUMEHEHUIO JIEKAPCTBEHHBIX IIPENapaToB.

2. Nudopmanus o0 JeKapCTBEHHBIX Ipemaparax, OTIyCKaeMbIX Oe3 pelenTta Ha JeKapCTBEHHBIN
mpemapaT, MOXKET COJAepKaTbcs B IMYyONUKAUAX M OOBSABICHUAX CPEICTB MaccoBOM HHQopMaIn,
CHEIUATU3UPOBAHHBIX M OOMIMX IMEYATHBIX HU3JAAHHUSIX, MHCTPYKIHUAX MO MPUMEHEHUIO JIEKAPCTBEHHBIX
MpernapaToB, MHBIX U3AAHUSIX CYOBEKTOB OOpallleHus JIeKapCTBEHHBIX CPEACTB. PekiiaMHble MaTepHalbl O
JIEKApCTBEHHOM TIperapare, OTIyCcKaeMOoM Oe€3 pelenrta Ha JIEKapCTBEHHBIM Mpenapar, JOJKHBI
COOTBETCTBOBAaTh MHCTPYKIUH IO IPUMEHEHHUIO JIEKAPCTBEHHOT'O Mpernapara.

3. Jlomyckaercsi HCIIONB30BaHHE JIOOBIX MaTepUAIbHBIX HOCHUTENEW, IMO3BOJSIONIMX XPaHUTh,
nepeaaBaTh U UCIOIb30BaTh HH(POPMALIMIO O JEKapCTBEHHBIX MpernapaTax 0e3 ee HCKaXEeHHUs.

Koncynprantlntoc: npumedanue.
Y. 4 cr. 67 BcTynaer B cuny ¢ 1 suBaps 2020 roaa.

4. Jlna ueneil uASHTHUPHUKAMU YIAKOBOK JIEKAPCTBEHHBIX MpENnapaTtoB JUisi MEAUIIMHCKOTO
IIPUMEHEHHUs] NPOM3BOJUTENMN JIEKAPCTBEHHBIX CPEACTB B IOPsAKE, YCTaHOBIEHHOM IIpaBuTenncTBOM
Poccuiickoit denepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOILIEHUH JIEKAPCTBEHHBIX MPENapaToB
JUI. MEAUIIMHCKOTO MPUMEHEHHs, I KOTOPBIX HE MPEAyCMOTpPEHA BTOPUYHAs YIIaKOBKAa) U BTOPUYHYIO
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(MTOTPEeOUTENBCKYI0) YITAKOBKY JICKAPCTBEHHBIX MPENaparoB I METUIIUMHCKOTO MPUMEHEHHsS CPEIICTBA
UICHTU(PUKAIIMKM, 33 HUCKIIOYEHHEM JIEKApCTBEHHBIX IpPENaparoB ISl METUIIMHCKOTO MPUMEHEHUS,
MIPOU3BOUMBIX JUIsl TIPOBEJACHUSI KJIMHUYECKUX HCCIEIOBAHMM, SKCIOPTA, JIEKAPCTBEHHBIX IPENapaToB
JUIS MEIMIMHCKOTO MPHMEHEHHUs, YKa3aHHbIX B 4acTax 5 u 8 crarteu 13 Hacrosmero denepaabHOro
3aKOHa.

(dactb 4 BBeneHa deaepanbHBIM 3aK0HOM OT 28.12.2017 N 425-D3)

5. XapakTepuCTHKH CpeJICTBA UACHTU(DUKALIUH, TOPSIOK €ro HAHECEHHUS U TPEOOBaHUS K CTPYKType
u ¢dopmary wuHbOpManuU, KOTOPYIO COACPKUT CPEACTBO HICHTU(UKALWU, ONPEACNAIOTCS
IIpaBurensctBoM Pocculickoit denepanuu.
(dactb 5 BBeneHa deaepanbHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

6. llopsimok co3manusi, pa3BUTHs, BBOJA B OJKCIUTyaTallMIO, SKCIUIyaTalldd M BbIBOJA W3
JKCIUTyaTalldd CHCTEMbl MOHMTOpPUHIA JBUYKEHHUS JIEKAPCTBEHHBIX IIPENapaToB s MEAUIMHCKOTO
MPUMCHCHHS, TOPSIOK TIPEJOCTaBICHUS WHPOPMAIMK, COJACpIKAIIEHCS B CHUCTEME MOHUTOPHHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB s MEAUUUHCKOrO MPUMEHEHHUs, U MOPAIOK B3aUMOJACUCTBUS
VKa3aHHOH CHCTEMBI C HMHBIMH  TOCYHApCTBEHHBIMH  WH(MOPMAIMOHHBIMH  CHCTEMaMu H
MH(OPMALIMOHHBIMU CUCTEMAMHU IOPUINYECKHX JIUI U WHAUBUAYAIbHBIX MPEANPUHUMATENCH, YKa3aHHbBIX
B yacTsx 7 u 10 mactosme#t crarbu, ycranaBnuBaiorcs [IpaButenbctBoM Poccuiickoit ®Depepanuu.
OnepatopaMy CUCTEMbl MOHHUTOPHHIA JBUYKEHHUS JIEKAPCTBEHHBIX IMPENaparoB JUisi MEIULIMHCKOIO
MPUMCHCHHS SBJIIOTCS  (peepalibHbI  OpraH HWCIOJHUTEIBHON BiIacTd W (WIKM) OpraHU3aIlns,
ynosHomoueHHble [TpaButenscTBoM Poccuiickoit @enepannn.

(dactb 6 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

Koncynprantllntoc: npumeuanue.
Y. 7 ct. 67 BcTynaet B cuity ¢ 1 suBapst 2020 ropa.

7. FOpuanueckue Iuia U UHAUBUAYAIbHbIE MPEANPUHUMATENHN, OCYIIECTBISIONINE TPOU3BOJCTBO,
xpaHeHne, BBO3 B Poccuiickyro ®exaepamnuio, OTHYCK, pealu3aluio, Iepeaady, HTPUMEHEHUE |
YHUUYTOKEHHUE JIEKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOTO MPUMEHEHHsI, 00€CTIEUHBAIOT B OPSAKE U
B coOcCTaBe, KOTopble YycraHoBieHbl IIpaBurenbctBoM Poccuiickoin @exepanuu ¢ y4eToM BHIAA
OCYIIIECTBISIEMOM UMHU JEATEIbHOCTH, BHECEHHE WH(GOpMAallMd O JEKApCTBEHHBIX Mpenaparax s
MEIUIIMHCKOTO TMPUMEHEHUS B CHCTEMY MOHHUTOPUHIA JIBUXKEHHUS JIEKAPCTBEHHBIX IPENaparoB IS
MEIUIMHCKOTO TPUMEHEHUS.

(dactpb 7 BBeneHa DenepanibHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

Koncynprantllntoc: nmpumeuanue.
C 29.11.2019 ct. 67 nononnsiercs 4. 7.1 (®3 ot 28.11.2018 N 449-D3).

8. Opranuzanusi HMHGOPMAIIMOHHOTO B3aMMOJEHCTBHS CHUCTEMbl MOHHUTOPHUHIA JBU)KEHUS
JIEKapCTBEHHBIX MpENnapaToB JJig MEAULIMHCKOIO TMPUMEHEHUS C MHBIMH TOCYAapCTBEHHBIMU
MH(POPMALIMOHHBIMM CHCTEMaMH OOECIeYMBaeTcs B TOM YHUCIE MOCPEACTBOM HH(PACTPYKTYPHI,
oOecnieunBaromied MHGOPMAIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIIMOHHBIX CHCTEM,
UCIOJIb3YEMBIX JJISl MPEAOCTaBIECHMs] TOCYJAPCTBEHHBIX M MYHHULMNAIBHBIX YCIYT W HCIIOJIHEHHUS
rOCy/IapCTBEHHBIX U MyHHUIIUIATBHBIX (QYHKIMI B 3JIEKTPOHHOM (opme.
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(uactb 8 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. O6menoctynHas uHOpMalMsi, CcoOAEpXKalascsi B CHCTEME MOHHUTOPHHIA JIBHXKEHUS
JIEKapCTBEHHBIX IIpernapaTroB JUIs MEIUIMHCKOTO IIPUMEHEHNUS, pasMeniaercs B
nH(pOpPMaITMOHHO-TEIEKOMMYHUKAITMOHHOU ceTH "MHTepHeT" (B TOM uuncie B popMe OTKPBITHIX JIaHHBIX )
B IIOpsiAKe, ycTaHOBIeHHOM [IpaBurenscTtBoM Pocculickon denepanuu.

(dactpb 9 BBenena deaepanbHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

10. IIpousBoauTENIN JIEKAPCTBEHHBIX CPEJICTB MOIYYAIOT COACPKAILIYIOCS B CUCTEME MOHUTOPUHTA
JBIDKEHUS JICKAPCTBEHHBIX IpENapaToB IS MEAWIIMHCKOTO NMPUMEHEHHs WH(OPMAIUI0 O CEepUsix U
MapTHUSIX JICKAPCTBEHHBIX MPEMapaToB, MPOU3BOJUMBIX UMHU M HAXOMASIIUXCS B TPAKIAHCKOM 000pOTE B
Poccutickoit deneparuu, 6€3B03MeE3HO.

(uactpb 10 BBenena denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

Koncynprantllmtoc: npumeuanue.
Y. 11 ct. 67 BcTynaer B cuity ¢ 1 ssuBaps 2020 roza.

11. 3a npou3BOACTBO MM MPOJAXKY JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOIO IPUMEHEHUS
0e3 HaHECeHHs CPEJICTB HJICHTU(UKAINU, C HAPYIICHWEM YCTAHOBIECHHOTO IMOpPSIKAa WX HAaHECCHHS, a
TaKk)K€ 32 HECBOEBPEMEHHOE BHECEHHME IaHHBIX B CHCTEMY MOHHUTOPHHIa ABW)KCHUS JIEKAPCTBEHHBIX
MpenaparoB i MEIUWIMHCKOTO TPUMEHEHUs WM BHECEHHME B HEE HEIOCTOBEPHBIX JaHHBIX
IOpUANYECKHE JIMLa U WHAUBHIyalbHbIE NPEINPUHUMATENIHN, yKa3aHHbIE B YacTAX 4 U 7 HacTosuleH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHM C 3aKOHOIAaTeNIbCTBOM Poccuiickoit denepanum.
(uacth 11 BBegena PenepanbHbIM 3akOHOM OT 28.12.2017 N 425-D3)

12. TIpaBurensctBo Poccuiickoit @Penepanuu BIpaBe YCTaHOBHTH OCOOCHHOCTH BHEAPCHHS
CHUCTEMBl MOHMTOpPHMHIA JIBWJKEHUS JIEKapCTBEHHBIX IIPENapaToB JUIsi MEIULUHCKOIO IPUMEHEHUS,
BKJIIOYAsi CpPOKM €€ BHEApPEHUs, B OTHOIICHWU JIEKAPCTBEHHBIX IMpEenapaToB i MEAUIMHCKOIO
INPUMEHEHMs, BKJIIOUYEHHBIX B IEpPEYCHb MXH3HEHHO HEOOXOAMMBIX W BaKHEHIIMX JIE€KapCTBEHHBIX
[IpernapaToB, JEKAapCTBEHHBIX IMpernapaToB, IpeJHAa3HAYEHHBIX [UJIs1 OOecreyeHusl JInL, OOJNbHBIX
reModuineil, MyKOBHUCIMI030M, TUNO(U3apHBIM HAHU3MOM, Oose3Hbto ['omre, 370KayecTBEHHBIMHU
HOBOOOpa30BaHUAMHU JTUM(POUIHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, pPaCCEIHHBIM CKJIEPO30M,
JMII TIOCNIe TPAHCIUIAHTALlMM OpPraHoB M (MJM) TKaHeH, MHBIX JIEKApCTBEHHBIX IIpernaparoB s
MEAUIIMHCKOTO TPUMEHEHHUS.

(uactb 12 BBegena PenepanbHbIM 3akOHOM OT 28.12.2017 N 425-D3)

Mnaea 14.1. OrPAHUYEHWSA, HAJTATAEMbIE
HA OPTAHU3ALUWW, OCYLLECTBIAKOLWUE OEATENBbHOCTDb
MO OBPALLEHUIO NNEKAPCTBEHHbLIX CPEOCTB
(BBeneHa @enepanbHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuyeHusi, Hanaraembie MNPU OCYLIECTBNEHUU [OeATeNIbHOCTUM B
cchepe o6palleHUsA nekapcTBeHHbIX CPeacTB

1. Opranuzanuu, 3aHUMaroUIMecs pa3paOOTKOH, NPOM3BOJACTBOM U (WIM) peau3aiuen
JIEKapCTBEHHBIX MpEnapaToB s MEAUIIMHCKOIO MPUMEHEHUsI, OpraHu3aliy, obajatolye npaBaMy Ha
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HCIIOJIb30BAaHUE TOPrOBOI0 HAUMEHOBAHHUS JIEKAPCTBEHHOTO IIpernapara Juisi MEIULIUHCKOTO IPUMEHEHN,
OpraHu3alii ONTOBOW TOPrOBIM JICKAPCTBEHHBIMH CPEJICTBAMM, alTE4YHblE OpraHum3auuu (ux
NPEJCTaBUTENIN, UHBbIE (U3NYECKHE W IOPUIMYECKHE JIHIA, OCYIIECTBISIOUINE CBOIO JESTEIBHOCTH OT
MMEHM 3THUX OpPraHM3alUi) B OTHOLUIEHWH MEJUIMHCKUX PAOOTHUKOB U PYKOBOAMTENEH METULIMHCKHUX
OpraHu3alyii He BIIPaBeE:

1) BpyuyaTh MOJapKH, BBIIUIAYMBATH JACHEKHBIE CPEACTBA (32 MCKIIOYEHHEM BO3HATPAKICHHM IO
JIOTOBOpaM IIpU  TPOBEACHUM KIMHUYECKUX HCCIICJOBAHMM JIEKAPCTBEHHBIX IIPENapaToB JUId
MEIULHUHCKOTO MPUMEHEHHUs, BO3HArPAXKIECHUN, CBSA3aHHBIX C OCYLIECTBICHUEM MEIULUHCKUM
pabOTHHUKOM IEAaroruuecKoi M (WiIM) HaAyYHOW AEATENbHOCTH), B TOM YHCIIE OIJIauYMBaTh Pa3BICUCHHUS,
OTIIbIX, IIPOE€3J] K MECTY OTIbIXa, a TAKKE€ IPHUBJIEKATh K YYaCTHIO B Pa3BJICKATEIbHBIX MEPOIPUSATHUSX,
IIPOBOJMMBIX 3@ CUET CBOUX CPE/ICTB;

2) 3aKJII04YaTh COIIaICHHMA O HA3HAYCHHMU WK PEKOMCHAALIMK ITaUCHTAM JICKAPCTBCHHBIX
npemnapaTroB A1 MECAUIUHCKOIO IPpUMCHCHUS (33. HCKIIIOYCHHUEM OOIr0OBOPOB O IMPOBCACHUHN KIIMHUYCCKUX
I/ICCJ'ICI[OBEIHI/II‘/'I JICKAPCTBCHHLIX IIPCIIapaToB I MCIULIUMHCKOT'O HpI/IMeHeHI/Iﬂ);

3) mpenocTaBisATh 00pa3ilbl JIEKAPCTBEHHBIX MPENapaToB AJisi MEIUIIMHCKOTO MPUMEHEHHUS B LEISX
BPYYCHHUsI TMalMeHTaM (32 HWCKJIIOYECHUEM CIIy4yaeB, CBS3aHHBIX C TPOBEICHUEM KIMHUYCCKHUX
WCCJICIOBAHMH JIEKAPCTBCHHBIX MPENApaTOB JIJI MEIUIIMHCKOTO IPUMEHEHUS );

4) npeoCTaBIATh HEJOCTOBEPHYIO U (MJIK) HEMOJIHYI0 HH(POPMAIIHIO O JIEKapCTBEHHBIX Mpernaparax
JUTSI MEIMITTHCKOTO IPUMEHEHNS;

5) mocemate ux B pabouee BpeMs Ha pabOuMX MecTax, 3a MCKIIOUEHHEM CIIyyaeB, CBSA3aHHBIX C
IIPOBEACHUEM  KIMHUYECKUX MCCIECNOBAHMM  JIEKAPCTBEHHBIX IPENaparoB Uil  MEAMIMHCKOIO
IIPUMEHEHHUS], C Y4aCTHUEM B IOPSAJKE, YCTAHOBJIEHHOM PYKOBOJIMTEJIEM MEIUIMHCKOM OpraHu3aluy, B
COOpaHMSIX MEIMLMHCKUX pPa0OTHUKOB M MHBIX MEPONPUSTHUSX, HAIMPABICHHBIX Ha IOBBIIIEHUE HX
npo¢eCCHOHATBLHOTO YPOBHSA WJIM Ha NPEeAOCTaBlIeHHE WH(POpPMAalMHU, CBSI3aHHOH C OCYIIECTBICHUEM
MOHHUTOpPHHTa 0€30M1aCHOCTH JIEKApCTBEHHBIX IIPENapaTos;

6) moOyX/1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX MpPENapaToB JUIsl MEJUIIMHCKOIO MPUMEHEHUs Ha
OnaHKax, coAepKalluX MH(OPMAIMIO PEKIAMHOIO XapakTepa, a TaKkKe Ha PeLENTypHbIX OJlaHKaX, Ha
KOTOpBIX 3apaHee HaledyaTaHO HaWMEHOBAaHHUE JIEKAPCTBEHHOIO IIpenapara [uisi MEIHULHUHCKOIrO
MIPUMEHEHHUS.

2. Opranu3zanuy, yka3aHHble B a03alle mepBoM yacTH | HacTosIed cTaTbU, U UX MPEACTaBUTENH B
OTHOIIECHUHU (hapMalleBTUUECKUX paOOTHUKOB U PYKOBOJIUTENEH aTeUHbIX OpraHU3aliii He BIIpaBe:

1) Bpy4daThb IMOAApKH, BBIIIAYUBATH ACHCKHBIC CPCACTBA, B TOM YHCJIC OIUIAYMBATHL PA3BJICYCHMUA,
OTAbIX, IMPOE3a K MCECTY OTAbIXa, W IPHUBJICKATH K YYACTHIO B PAa3BJICKATCIIbHBIX MCPOIIPUATHAX,
MMPOBOAUMEBIX 3a CHCT CBOUX CPCIACTB,

2) mpeaocTaBisSTh O0pa3llbl JEKAPCTBEHHBIX INPENapaToB s MEIUIIMHCKOTO MPUMEHEHHUS s
BpY4YEHUS HACEIICHUIO;

3) 3aKJII04YaTh COrJIallI€HUA O MPCHIIOKCHHUN HACCICHUIO ONPCACICHHBIX JICKAPCTBECHHBIX
npenapaTroB AJIsI MCAUIIUHCKOI'O IPUMCHCHU A,
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4) mpenoCTaBIATh HEOCTOBEPHYIO U (MJTM) HEMOJIHYIO HH(POPMALIHIO O JIEKAPCTBEHHBIX Mperaparax
V11 MEIUIMHCKOIO IPUMEHEHHUs, B TOM UHCJIE HMEKIUX OJUHAKOBOE MEXIyHapOIHOE
HENaTEHTOBAaHHOE HaMEHOBAaHMUE.

Cratba 67.2. TpeboBaHMA K OpraHM3auMuM U NPoOBeAEHUI0 Hay4HbIX MepOonpUATUMN,
MHbIX MepONnpPUATUNA, HanpaBfeHHbIX Ha MNOBbIWeHWe npodecCUOHaNbLHOro YpPOBHSA
MeAULMHCKMX paboOTHUMKOB WM Ha npepocTaBneHne WHdopmauum, CBA3aHHOM C
ocyLiecTBNeHueM MOHMTOPUHra 6e3onacHoOCTH fieKapCTBEHHbIX NpenapaTos

1. IIpn npoBeneHNN HAYYHBIX MEPONPUATUH, UHBIX MEPOIPUATHNA, HAIIPABICHHBIX HA MOBBIIICHHUE
npoecCHOHATLHOTO YPOBHS MEIUIMHCKUX pPAOOTHUKOB WM HAa TIPEJOCTaBICHHE CBSI3aHHON C
OCYILIECTBJICHMEM  MOHUTOpUHIa  O€30MacHOCTH  JIEKAPCTBEHHBIX  IMpenaparoB  HHGOpMAaLUU,
OpraHM3yeMbIX OpTraHM3ANMIMH, yKa3aHHbBIMH B a03are mepBoMm yactu | crateu 67.1 HacTosmiero
@denepallbHOTO 3aKOHA, HMX MPEACTaBUTEISIMU U (UiaM) (UHAHCHUPYEMBIX 3a CUET CPEACTB ATHX
OpraHu3alMii MU UX TMPEACTaBUTENICH, 3ampemaeTcs NPEnsITCTBOBATh Yy4YacTUIO B  YKa3aHHBIX
MEpONPUSITHUSIX HMHBIX OpPraHu3alui, KOTOpPbIE MPOU3BOJAT WIM PEAIHU3YIOT JIEKAPCTBEHHBIE Mpenaparsbl
JUISE MEJMIIMHCKOTO TIPUMEHEHHUS CO CXOXXUM MEXaHW3MOM (hapMaKOJIOTUYECKOTO IACHCTBHS, JIHOO
CO37aBaTh JUCKPUMHUHALMOHHBIE YCIOBUS I OJHUX YYACTHUKOB [0 CpPaBHEHUIO C APYTHMMH
Y4aCTHUKAMH, & UMEHHO:

1) mpeocTaBiIATh pPa3IMuHOE KOJUYECTBO BPEMEHH AJIS BBICTYIUICHHH YYaCTHUKOB, PAa3JIMYHbIE 110
pasMepy 3aHHMaeMOH IUIOIAAN MECTa JUIl JAEMOHCTpanuu oOpaslioB JIEKapCTBEHHBIX MpPENapaToB s
MEIMIMHCKOTO MPUMEHEHHs WIM PEKIaMHBIX MAaTEpHajOB O JIEKAPCTBEHHBIX Ipenaparax Juisd
MEJIULMHCKOTO MPUMEHEHUS Ha DKCIO3ULMAX, CTEHIaX, 38 UCKIIOUECHHUEM CIIy4aeB, €CJIM TaKUE YCIOBUS
3aKpeIUIeHbl B COMIALICHUAX 3TUX OpraHM3alui, MX HpeicTaBuTesiell 0 (PMHAHCHUPOBAHUM YKa3aHHBIX
MEpPOIPUATHIA U 00YCIIOBJIEHBI Pa3IMYHBIMU 3aTpaTaMy YYACTHUKOB Ha UX OPraHU3alIUIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA JJIs YYAaCTHUKOB MEpOINPHUATHH, yKa3aHHBIX B al3alie MepBOM
HACTOSIIEN YaCTH, MPEBBIIIAIONIMN CyMMY 3aTpaT Ha OPTaHU3ALUI0 YKa3aHHBIX MEPOIPHUIATHI U BEAYLIUN
K HEOOOCHOBAHHOMY OTPaHMUYEHHIO YUCIIA UX YYaCTHUKOB.

2. Opranuzanuu, ykasaHHble B a03aie nepBoM yactu 1 crarbu 67.1 Hactosmero denepanbHOro
3aKOHA, UX IMPEJICTABUTENHN, OCYIIECTBIIAIONIME OpraHU3aluio U (Win) GUHAHCUPOBAHHE MEPOIPHUATHH,
YKa3aHHBIX B yacTu 1 HacTosIel ctaTbu, 00s13aHbI 00eCeYMBaTh JOCTYI K HHGOPMAIIMH O JaTe, MECTE U
BPEMEHM NIPOBEJECHUS YKA3aHHBIX MEPONPUATHMN, IIJJaHaX, IPOrpaMMax IPOBEIEHUS YKa3aHHbIX
MEPOIPUATHIA U TeMaX, IIaHUPYEMBIX JUIsl pACCMOTPEHHS, COCTaBE MX YYAaCTHHUKOB IIyTEM pa3MEIIeHUs
COOTBETCTBYIOLIEH MH(OpMaIMKM Ha CBOUX OQUIMATIBHBIX caiiTax B ceTu "MHTepHeT" He mo3aHee ABYX
MeCSILEB 0 Havaja MPOBEACHUS YKAa3aHHBIX MEPOIPUITHI.

3. Uudopmanus o mpoBeeHUH MEpOIPHUITUH, YKa3aHHBIX B YacTH | HacTosIed cTaTbd, B CPOK,
YCTAaHOBJICHHBIH YacTbi0 2 HACTOSALIEH CTaTbM, JODKHA OBITh HalpaBiieHa B (elepaibHbIi OpraH
UCTIOJHUTENILHOW  BJIACTH, OCYHIECTBISAIOMMKA (YHKIMM 1O KOHTPOJIIO U Haa3opy B cdepe
3/IpaBOOXPAHEHMs, IS MOCIEAYIOIEro pa3MeIleHusl ee Ha O(PUIUaIBbHOM CaiiTe 3TOro opraHa B CETH
"NuTepuer".

Maea 15. OTBETCTBEHHOCTb 3A HAPYLUEHWE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUA INMPU OBPALLUEHUN NEKAPCTBEHHbLIX CPEACTB
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®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. ot 27.12.2018)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

N BO3MELLEHUE BPEOA, NPUYMUHEHHOIO 300POBbLIO NPAXXOAH
BCINEACTBUE NPUMEHEHWUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckomn
deaepaumm npm odpaLleHnn neKapcTBeHHbIX CPeacTB

1. Hapymenue 3akoHomarenbcTBa Poccuiickoit @enepauuu mnpu OOpalieHUH JIEKapCTBEHHBIX
CpeACTB Bj€YeT 3a CO000H OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATENIBLCTBOM Poccuiickoit
denepanuu.

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

2. 3a HempencTaBlIEHUE WIM HECBOEBPEMEHHOE Mpe/icTaBlieHNne nHpopMauy U (WIn) JOKYMEHTOB
au00 NpeACTaBICHWE HEAOCTOBEPHBIX HHGpopManmMu M (WIM) JOKYMEHTOB, IPEIYCMOTPEHHBIX
HactossmuM ~ DenepanbHBIM  3aKOHOM, CYOBEKTBHI OOpaIleHUs JIEKAPCTBEHHBIX CPEACTB  HECYT
OTBETCTBEHHOCTb B COOTBETCTBHHM € 3aKOHOAATeNbcTBOM Poccuiickoit ®enepanuu.

(uactp 2 BBeneHa DenepasibHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pen. PenepaabHOTO 3aKOHA OT
04.06.2018 N 140-93)

Cratba 69. Bo3meweHue Bpeaa, NPUYUHEHHOrO 340POBbLI0 FpaxpaH BcneacTeuve
NPUMEeHEeHUsA NeKapCTBEHHbIX NpenapaToB

1. Ilpon3BoauTENh JEKAPCTBEHHOTO MpenapaTa 00s3aH BO3MECTUTb BpE/l, IPUUUHEHHBIN 3J0pPOBBIO
rpakJaH BCJeJICTBHE IPUMEHEHHsI JIEKapCTBEHHOTO MIperapara, €y JOoKa3aHo, YTo:

1) nexapcTBEHHBIH Mpenapar MPUMEHSUICS N0 Ha3HAYEHWIO B COOTBETCTBMM C HMHCTPYKLHUEH IO
IPUMEHEHHIO JIEKapCTBEHHOT'O Ipernapara ¥ NPUYMHOW Bpela sSBUJICS BBOJ B TI'PaXIaHCKUH 000pOT
HEZ00pOKaYECTBEHHOIO JIEKAPCTBEHHOTO Mpenapara;

2) Bpel 310pOBbI0 NPUYMHEH BCIEJICTBHE HEJAOCTOBEPHOM HH(OpMaIUy, cojaepskalieics B
MHCTPYKLUHU 1O IPUMEHEHUIO JIEKAPCTBEHHOTO Ipenapara, U3JaHHOW MPOU3BOAUTEIEM JIEKAPCTBEHHOIO
npemnapara.

2. B cnygae, eciu Bpen 3M0pOBBIO TPaKAAaH MPUYMHEH BCJIEICTBHE NMPUMEHEHHS JIEKAPCTBEHHOTO
npernapara, MpUILEANEro B HErOJAHOCTh B pe3yJbTaTe HapyIIEHUs NpPaBUI XPAHEHUS JIEKAPCTBEHHBIX
CpCACTB, IMpaBUJI ONTOBOM TOProBJIM JICKAPCTBCHHBIMU IIPCIiapaTaMu, IMPaBUJI OTIIYCKa JICKAPCTBCHHBIX
IpenaparoB, MpPaBUJ M3TOTOBIEHHUS U OTIyCKAa JIEKApPCTBEHHBIX IIpPENnaparoB, BO3MEILICHHE Bpena
OCYIIECTBIISIETCS COOTBETCTBEHHO OpPTaHM3alKedl OINTOBOH TOPrOBIM JIEKAPCTBEHHBIMH CpEICTBAMH,
anTeyHON opraHu3anuel, WHIAMBUIYAIbHBIM NpPEANPUHUMATENEM, HMEIOUMMH JIMIEH3HI0 Ha
q)apMaIIeBTI/ILIeCKYIO ACATCIIBHOCTE WM JHUIOCH3WIO Ha MCEAUIUHCKYIO ACATCIbHOCTD, Me)IHHHHCKOﬁ
OpraHuzaiyel, uMerIell JHIEeH3U Ha (apMaleBTUYECKYI0 JesITeIbHOCTh (ee 000COoO0IeHHBIM
nojpaszzesneHueM (amOynatopuei, ¢enpamepckuM U (QeapAmepcKo-akyluepckuM MYHKTaMU, LIEHTPOM
(oTnenenuem) oOmiell BpaueOHON (CeMeHOI) MpaKTUKM), PACHOJIOXKEHHBIM B CEJIHCKOM HACEIECHHOM
ITYHKTE, B KOTOPOM OTCYTCTBYECT allTCUHAA OpFaHI/ISaHHﬂ), JOIMYCTUBIIMMH HPOJAXY WM OTITYCK TAaKOT'O
JIEKapCTBEHHOTO Mpernapara.

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

3. Bo3Mmemenue Bpeaa, NPUUMHEHHOIO 3J0POBBIO TIpaXJaH BCJIEICTBUE IPHUMEHEHUs
JIEKapCTBEHHBIX MPENapaToB WM COBEPUICHHS MPOTUBOMNPABHBIX JEUCTBUN CyObEeKTaMu OOpalleHUs
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®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. ot 27.12.2018)
"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB"

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 23.04.2019

JIEKAPCTBEHHBIX CPEJICTB, OCYILIECTBIISIETCS B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoi
denepanuu.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJTOXXEHUA

Cratba 70. O npu3HaHMM yTpaTUBLUUMMU CUNY OTAESNbHbIX 3aKOHOAATEelNbHbIX aKTOB
(nonoxeHun 3akoHoaaTeNnbHbIX akToB) Poccunckon depepaumm

IIpu3Hath yrpaTuBIIMMU CUILY:

1) denepanphbiii 3akoH oT 22 urwoHA 1998 roma N 86-®3 "O mexapcTBEHHBIX cpencTBax”
(Cobpanue 3akononatenscrBa Poccuiickoit @enepanuu, 1998, N 26, cr. 3006);

2) ®enepanbublil 3ak0H OT 2 sHBapsa 2000 roga N 5-®3 "O BHeCeHHMH U3MEHEHUS U JTOTIOJHEHUN B
@enepanbHblii 3akoH "O nekapcTBeHHBIX cpenctBax” (CoOpaHme 3akoHoOmaTenbcTBa Poccuiickoi
®denepanun, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbHoro 3akona ot 10 saBaps 2003 roga N 15-O3 "O BHeceHUH U3MEHEHUM U
JIOTIONIHEHUH B HEKOTOpbIE 3aKOHOJaTenbHbIe akThl Poccuiickoii denepanuu B CBSI3U C MPHUHITHEM
@enepanbHoro 3akoHa "O  JMIEH3WPOBAHMM  OTAENBHBIX BHIOB jaearenbHocTH"  (CoOpanue
3akoHoaaTeabcTBa Poccuiickoit ®eneparuu, 2003, N 2, c1. 167);

4) crarpio 31 @enepansuoro 3akona ot 30 utons 2003 roga N 86-O3 "O BHeceHHH U3MEHEHUN U
JIOTIOJIHEHU B HEKOTOPBIE 3aKOHOJATENbHbIE akThl Poccuiickoit deaepannu, NpU3HAHUM YTPATUBLIMMU
CUJIy OTHEJIbHBIX 3aKOHOJATENIbHBIX akToB Poccuiickonn ®enepaunu, NPEAOCTABICHUHM OTAEIbHBIX
rapaHTUil COTPyIHUKAM OPraHOB BHYTPEHHUX JI€JI, OPTaHOB MO KOHTPOIIIO 32 000POTOM HAPKOTUYECKUX
CPEICTB M TICHXOTPOITHBIX BEIICCTB W YIPa3IHICMBIX (eJepabHBIX OPraHOB HAJIOTOBOW TOJHIIMH B
CBSI3M C OCYIIECTBICHHEM MEp IO COBEPIICHCTBOBAaHHWIO TocynapcTBeHHoro ympasineHus" (CoOpanwue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) cratbio 101 @enepanbpHoro 3akona ot 22 asrycta 2004 rona N 122-03 "O BHeceHMH U3MEHEHHUN
B 3aKOHoAaTelbHble akThl Poccuiicko denepanuum M NPU3HAHUM YTPATHBUIMMHU CHJIY HEKOTOPBIX
3aKOHOZATENbHBIX akTOB Poccuiickoi Penepauuu B CBsA3M ¢ npuHaTHeM DenepanbHbIX 3akoHOB "O
BHECEHUU HM3MEHEHUIl MU JomnonHeHuid B PenepanbHblil 3akoH "OO 00IIMX NpUHIMIAX OpraHU3alMU
3aKOHOJATENIbHBIX (IIPEJCTAaBUTENIBHBIX) M MCIOJHHUTEIbHBIX OpPraHOB TOCYJapCTBEHHOH BIACTH
cyobektoB  Poccuiickoit  ®enepauuu" wu  "OO oOmMX NPUHIMIAX OPraHU3aldd  MECTHOIO
camoympasnenust B Poccuiickoit ®enepanun" (Cobpanue 3akoHonatenbcTBa Poccuiickoit denepanun,
2004, N 35, ct. 3607);

6) cratbto 28 dexnepanpHOro 3akoHa ot 18 nexadbps 2006 roga N 231-O3 "O BBeneHUM B AeHCTBHUE
yacTu dYeTBepToi ['paxkmanckoro konaekca Poccuiickoit ®enepanuu" (CoOpaHue 3aKOHOATEIHCTBA
Poccuiickoit ®enepamuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny HacTosiwero ®eaepanbHOro 3akoHa

1. Hacrosiuit ®denepanbHblii 3aK0H BeTynaet B cuity ¢ 1 ceHTsiops 2010 roaa.

2. JlexapCTBEHHBIE CpEICTBA, 3APETMCTPUPOBAHHBIE JO JIHS BCTYIUICHHS B CHJIy HACTOSIIIETO
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DenepalbHOIO 3aKOHA, IOJIEKAT BKIYECHHUIO B I'OCYAAPCTBEHHBIE PEECTPBI JICKAPCTBEHHBIX CPEICTB C
BHECEHHEM YyKa3aHHbIX B yacTu 1 crtarbu 33 Hacrosmero denepanbHOro 3aKoHa CBEAEHUI 00 3THX
JICKApCTBEHHBIX CPEACTBaX 0€3 MPOXOXKICHHS BHOBb HPOLEAYPHl TOCYIApCTBEHHOH perucTpanuu
JIEKapCTBEHHBIX IIPENapaToB.

3. l'ocymapcTBeHHAsT perucTpamus JeKapCTBEHHBIX MPEMapaToB, 3a HCKIIFOUEHUEM JICKapCTBEHHBIX
MpenapaToB JUIsl MEIUIIMHCKOTO NMPUMEHEHHS, MPEJCTAaBICHHBIX HA YKAa3aHHYI) PETHCTPALUIO O JTHS
BCTYIUICHHUS B CHITy HacTosimero denepaabHOro 3aKOHA, OCYIIECTBIISCTCS B COOTBETCTBUU C HACTOSIIIIUM
denepanbHBIM 3aKOHOM Ha OCHOBAaHUH JIOKYMEHTOB M JIAaHHBIX, MPEACTABICHHBIX JI0 THS BCTYILICHHS B
cuty Hacrosiero denepanbHOTO 3aKOHA.

(B pen. @enepanbuoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. I'ocynapcTBeHHas: perucTpalus JeKapCTBEHHbIX IPENnapaToB Uil MEAUIIMHCKOTO IPUMEHEHUS,
MPEJICTABJICHHBIX HA TOCYAapCTBEHHYIO PETUCTPALUIO [0 JHS BCTYIJICHUS B CHIIy HAaCTOSIIEro
@denepallbHOTO  3aKOHa, M TOCYJApCTBEHHAs perucrpalnus JEKapCTBEHHbIX IpernaparoB s
MEIHUIIMHCKOTO MPUMEHEHUS, NPEICTABICHHBIX Ha OKCIEPTH3Y JEKAPCTBEHHBIX CPEICTB A0 JHS
BCTYyIUIEHUSI B cuily Hactosuiero ®denepanbHOro 3akoHa B LEISAX HUX MOCIENYIOIIEH rocyaapCTBEHHOU
pEerucTpanmm, OCYIIECTBISIOTCS Ha OCHOBAaHMHM JOKYMEHTOB M JaHHBIX, MPEJCTABICHHBIX [0 JHS
BCTYIUIEHUSI B CWIy Hactosiero @enepajbHOrO 3aKOHA, a TaKXKe 3asiBJIEHUS O TOCYAapCTBEHHOU
perucTpaluy JIEKapCTBEHHOIO Mpenapara, MPEACTaBICHHOTO MPOU3BOJUTENIEM JIEKApPCTBEHHBIX
IIpernapaToB WM YIIOJTHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU C HacTosAmmM denepanbHbIM 3aKOHOM B
YIIOJTHOMOYEHHBIN (eiepalibHbII OpraH UCIIONHUTENbHOM BiaacTu 10 1 mapta 2011 rona, 6e3 TpeboBaHus
yIUIaThl TOCYTAPCTBEHHOM IMOLUIMHBI, IPEAYCMOTPEHHOM 3aKOHOAaTenbCTBOM Pocculickoit denepannn o
Hajorax u coopax.

(uactsb 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. IloaTBepkIeHHE TOCYNApCTBEHHOW pETrUCTpallMM JIEKAPCTBEHHBIX MpPENapaTroB  AJs
MEAUIMHCKOTO MPUMEHEHHUS, IPEACTABIECHHBIX JJIS MOATBEPK/IEHUSI TOCYIapCTBEHHON PErUCTpaluu J0
IHS BCTYIUIEHHS B CHily Hacrtosiero denepanbHOro 3akoHa, M MOJITBEPXKJIEHUE TOCYJapCTBEHHOMN
perucTpalyy JIEKapCTBEHHBIX MPENapaToB JUIsi MEAULHMHCKOIO IPUMEHEHMs], INpEACTaBICHHBIX Ha
HKCHEPTHU3Y JIEKApPCTBEHHBIX CPEJICTB /10 JHS BCTYIUIEHHS B CUIy Hacrosiuero denepaibHOr0 3aKOHA B
LEeISIX TOCIENYIOIIEr0 MOATBEPXKAECHUS HMX TOCYJapCTBEHHOM pPEerucTpaluy, OCYLIECTBISIIOTCS Ha
OCHOBAaHMU JOKYMEHTOB M JaHHbBIX, NPEICTABICHHBIX JO JHSA BCTYIUIGHHS B CHIJIy HAaCTOSIIETO
@denepallbHOTO 3aKOHA, a TaKXKe 3asdBJICHUS O NOJATBEP)KIECHUU TOCYJAapCTBEHHON pPETUCTpaluu
JIEKapCTBEHHOTO TpernapaTa, MNpPeJCTaBICHHOTO MPOU3BOJUTEIEM JIEKApCTBEHHBIX IPENapaTtoB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUUM ¢ HacTosiiuuM DenepanbHbIM  3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepalibHbI OpraH UCTIONHUTENbHOU BiacTu 10 1 maprta 2011 rona, 6e3 TpeboBaHUs
yIUIaThl TOCYTaPCTBEHHOM NMOLUIMHBI, IPEAYCMOTPEHHOM 3aKOHOIaTeNbCTBOM Pocculickoit denepannn o
Hajorax u coopax.

(dactb 3.2 B pen. denepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpuHsATmMe pemieHUss O BHECEHMM M3MEHEHMH B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpemnapaT A MEIUIIMHCKOTO
IIPUMEHEHUSI U TPEACTABIEHHBIE 0 JHS BCTYIUIEHUS B CHUIy HacTosmero denepaabHOro 3aKOHa, W
MIPUHSATHE PEIICHUS O BHECEHUH U3MEHEHUI B JOKYMEHTHI, COJIeprKalleecs] B PETUCTPALlMOHHOM JI0ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapaT AJisi MEIULUHCKOTO IPUMEHEHNUS U MPECTABICHHBIE HA
JKCIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB JI0 JHS BCTYIUICHHs B CHily Hactosmero denepaibHOro 3akoHa,
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OCYILIECTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB M JAHHBIX, NPEACTABICHHBIX JIO JIHS BCTYIUIEHUS B CUILY
Hactosamero denepanbHOr0 3aKOoHA, a TaKXKEe 3asABJICHHS O BHECEHUHM H3MEHEHUN B JOKYMEHTHI,
CoJiepKallMecs B PETMCTPALlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIN IpemnapaTr aJis
MEIUIIMHCKOTO MPUMEHEHUS, NPEICTaBICHHOIO IMPOU3BOAUTEIEM JICKaPCTBEHHBIX MPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM ¢ HacTosiiiuM @DenepanbHbIM — 3aKOHOM B
YIIOJITHOMOYCHHBIN (eiepaabHbIi OpraH UCIIOJHUTEIbHON BiacTu 10 1 mapta 2011 roga, 6e3 TpeboBaHus
yIUIaThl TOCYIapCTBEHHOM IMOLUIMHBI, IPEAYCMOTPEHHOM 3aKOHOAaTenbCTBOM Pocculickoit @enepanun o
Hajorax u coopax.

(uactb 3.3 B pen. GenepanbHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bpimaua pazpenieHUil Ha TPOBEICHHE KIMHUYECKUX MCCIICIOBAaHUNA JIEKAPCTBEHHBIX
MpenaparoB Uil MEAUIIMHCKOrO MPUMEHEHHUS 10 3asBICHUSM, MOJIAHHBIM J0 JTHS BCTYIUICHHS B CHILY
Hacrosero denepanbHOro 3aKOHA, a TAKXKE IO 3asABJICHUSAM, TTOJAHHBIM TIOCIIC JHS BCTYIJICHUS B CHITY
Hacrosiiero denepanbHOro 3aK0HAa HA OCHOBAHUH SKCIEPTU3, TPOBEACHHBIX JIO JHS BCTYIUICHUS B CHILY
HacTosmero denepanbHOrO 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUU ¢ HacrosmuMm DenepanbHbIM
3aKOHOM Ha OCHOBAHHMH JOKYMEHTOB U JAHHBIX, MPEJICTABICHHBIX WM MOJYYSHHBIX J0 JHS BCTYIUICHUS
B cuily Hactosiiero denepanbHOroO 3aK0HA, a TAK)KE Ha OCHOBAHUH KOIUU MPEABAPUTEIHHOTO J0rOBOpa
00s13aTeTLHOTO  CTPAaXOBAaHUS KU3HHU, 3/IOPOBBSl  IMAIIMCHTOB, YYaCTBYIOIIUX B KIMHUYECKOM
HCCJICIOBAHUH JICKQPCTBEHHOTO Tperapara Uil MEIUIHUHCKOTrO NMPUMEHEHHS, WM KOIUU JOTOBOpa
00s13aTeTLHOTO  CTPAXOBAHWS KW3HU, 3/I0POBBSl IMAIIMCHTOB, YYACTBYIOIIUX B KIMHUYECCKOM
WCCJICOBAaHUM JICKAPCTBEHHOI'O Tperapara Uil MEIUIIMHCKOTO NMPUMEHEHHUs, MO0 IPeICTaBICHHON
KOIMU JIOTOBOpPA 0053aTENbHOIO CTPaXOBaHMsI, 3aKJIIOUYEHHOTO B COOTBETCTBUU C TUIIOBBIMU IPaBUIIAMU
0053aTeTbHOTO CTPAaXOBAaHMsSI, C YKa3aHUEM IMpEeIeNIbHON YUCIEHHOCTH NAlleHTOB, Y4acTBYIOLIUX B
KIIMHUYECKOM HCCJICIOBAaHUM JISKAPCTBCHHOTO IMperapara JUis MEIUIHUHCKOTO IpUMEHEeHHs, 0e3
TpeOOBaHUs YIUIAThl TOCYAapCTBEHHOW MOIUIMHBI, MPEIyCMOTPEHHON 3aKOHOJATeNbCTBOM Poccuiickoii
®enepanuu o HaJorax U coopax.

(uactb 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHblE B HMHOCTPAaHHOM BaJllOT€ A0 JAHS BCTYIUIEHHS B CUJIY HAcCTOSLIETO
DenepallbHOTO 3aKOHA IPEJEIIBHBIE OTIYCKHBIE 1IEHBl NHOCTPAHHBIX IIPOM3BOAUTEINEH HA JIEKAPCTBEHHBIE
IpenapaTsl, BKJIIOYEHHbIE B I€PEUYEHb >KM3HEHHO HEOOXOJUMBIX M BaXXHEMIINMX JIEKapCTBEHHBIX
IpernapaToB, MOJJIeXKAT MepecyeTy B pyonu mo kypey Llentpanbhoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHyio I[IpaButenbctBom Poccuiickoit denepanuu, 6€3 MpeACTaBICHHUS 3asBICHHUS O
IIEPECUETE LIEHBl C BHECEHUEM COOTBETCTBYIOIMX MU3MEHEHHI B TOCYJAapCTBEHHBIN PEECTp NPEAEIbHBIX
OTITYCKHBIX II€H IPOU3BOAMTENEH Ha JIEKAPCTBEHHBIE MpENaparhbl, BKIIOUYEHHbIE B ME€PEUEHb JKU3HEHHO
HEOOXOAMMBIX U BaXKHEUIINX JIEKaPCTBEHHBIX MTPENapaToB.

(uacTsb 3.5 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbBIE 1O [JHS BCTYIUIEHMS B CHIly HacTosmero @PenepalbHOrO 3aKoHa
IpeleibHble OTIYCKHBIE II€Hbl POCCHUMCKMX MPOU3BOJAUTENIEH Ha JIEKApCTBEHHBIE Ipernaparsl,
BKJIIOYEHHbIE B IE€pEUeHb >KU3HEHHO HEOOXOAMMBIX M BA)KHEHIIMX JIEKAPCTBEHHBIX MPENapaTos,
noanexar uuiaekcamuun ¢ 1 HosiOps 2010 roma mcxoAs M3 MPOrHO3UPYEMOTO YpPOBHS WHQIISAINH,
ycraHoBieHHOro denepanbHbiM 3akoHOM OT 2 nekabpst 2009 rona N 308-D3 "O ¢denepanbHoM Oropxere
Ha 2010 rox u Ha nanoBeid iepuon 2011 u 2012 rogos" Ha 2011 rox.

(vacTsb 3.6 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He momyckaroTcsl NPOU3BOJICTBO U BBO3 B Poccuiickyto denepannto
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®Oenepanbhblil 3akoH ot 12.04.2010 N 61-D3
(pen. o1 27.12.2018) JoxkymenT npenoctasien Koncynsrantlmoc

"O6 obpalieHNnH JIeKapCTBEHHBIX CpeacTB" Hara coxpanenns: 23.04.2019

JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKAX C MAPKHUPOBKOW, KOTOpasi OblIa HAHECeHA 710 AHS BCTYIICHHS B
cuiny Hacrosmero denepanbHoro 3akoHa. [lo WcTeyeHMM yKa3aHHOTO CpOKa JaHHBIC JIEKapPCTBCHHBIC
Ipernaparsl MOTYT OTIYCKAThCS, PEATM30BBIBATHCS, MEPEaBaTbCsi M NMPUMEHATHCS 10 HMCTEUYEHUS HX
CpOKa TOTHOCTH.

(B pen. @enepanbubix 3aKk0HOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co gusa BerymuieHusl B cuily Hacrosmero ®denepanbHoro 3akona u no 30 ampens 2011 roma
BKJIIOYUTENIBHO  JIOMYCKACTCS IMPOBEJCHHE OKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB  IKCIEpTaMU
OKCIIEPTHOTO  YUPEXKACHUS JO TMPOXOXKIACHUS HWMH aTTeCTallid B TMOPSAIKE, YCTAaHOBICHHOM
YIIOJTHOMOYEHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEIHLHOW BIACTH.

5. Co mHs BcTyIuieHHs B cuily Hacrosimero dexepanpHoro 3akoHa u mo 31 nexadps 2013 roma
BKJIFOYUTEJIBHO OCYIIECTBISICTCS MEPEX0] K MPOU3BOJCTBY JICKAPCTBEHHBIX CPEACTB B COOTBETCTBHUH C
MpaBWJIaMU OPTaHHU3aIUM MPOU3BOJICTBA U KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
gyactu 1 crarebum 45 Hacrosmero @®enepanbHOro 3akoHa, B TOJHOM oObeMe. Cpoku mepexonaa
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB K HX IMPOU3BOJCTBY B COOTBETCTBUU C KOHKPETHBIMHU
TpeOOBaHUSMHU JTAHHBIX MPABWI, BKJIIOYAs CPOKM AaTTECTAIlMHM YIIOJHOMOYEHHBIX JIUI], yKa3aHHBIX B
gactax 6 u 7 crateu 45 Hacrosimero denepanbHOro 3akoHAa, ycTaHaBiuBaroTcs lIpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

6. JluneH3uu Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB, BbIIaHHbie A0 1 sHBaps 2014 rona,
neiictBytor nocie 1 sHBaps 2014 roma n0 McTE4YEHUs CpOKAa UX JIEHCTBUS MPU YCIOBHUH COOTBETCTBUS
JUIIEH3MaTa TpaBUjaM OpTraHM3alliyd TPOU3BOJICTBA M KOHTPOJISI KAauyecTBa JICKAPCTBEHHBIX CPEJICTB,
YKa3aHHbBIM B yacTu | ctatbu 45 Hacrosero deaepanbHOro 3aKOHa.

7. ®opMupoBaHHE TOCYIAapCTBEHHOIO 3a/laHUs Ha MPOBEIEHUE ODKCHEPTU3Bl JIEKAPCTBEHHBIX
cpeactB (enepanbHOMY TOCYIAapCTBEHHOMY OIO/DKETHOMY YUPEXKICHHIO 1O MPOBEACHUIO SKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB M (PMHAHCOBOE OOECIeUeHUE BBITIOJHEHUSI 3TOTO 3a/laHUsl OCYIECTBIISIFOTCS B
nopsiike, ycTraHoBlieHHOM DenepanbHbIM 3aKOHOM 0T 12 stuBaps 1996 roga N 7-@3 "O HekoMMepUeCcKuX
opraHuzanusx".

(dactb 7 BBeneHa denepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

IIpe3nnent
Poccuiickoii denepanuun
JAME/IBEJIEB
Mocksa, Kpemip
12 anpens 2010 rona
N 61-®3
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