POCCHUICKAS SENEPALNA
OENEPAJILHHNM 3AKOH
06 obpalleHMM JIEKAPCTBEHHBEIX CPEeINCTB

IpuusaT T'ocymapCTBeHHOW JyMon 24 mapra 2010 roma
Omobpen CoBeToMm demepalun 31 mapra 2010 roma

(B pen. denmepasbHOTO 3akoHa oT 27 wmionsg 2010 r. N 192-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccumickou demepaumn, 2010, N 31, crT.
4161; demepanbHOTO 3akoHa oT 11 okrabps 2010 r. N 271-03 - CobpaHue
3akKoHOIaTesLCTBa PoccuMckon denepaumm, 2010, N 42, cv. 5293;
demepasibHOT'O 3akoHa oT 29 Hogbps 2010 1. N 313-03 - CobpaHue
3akKoHOIaTesbCTBa PoccuMckom denepaumm, 2010, N 49, ct. 6409;
demepasIbHOTO 3BakoHa oOT 6 gnOekabps 2011 1©. N 409-03 - CobpaHue
3akKoHOIaTesLCTBa Poccurickom denmepaumm, 2011, N 50, cr. 7351; B pexmn.

demepanbHOTO 3BakoHa oT 25 wmoHa 2012 1. N 93-03 - CobpaHue
3akKoHOIaTesbCTBa PoccuMckom denepaumm, 2012, N 26, cT. 3446;
demepanbHOTO 3akoHa oT 25 gpmekxabps 2012 . N 262-03 - CobpaHue
3akKoHOIaTesJLCTBa PoccwuMckon denepaumm, 2012, N 53, ct. 7587;
demepasibHOT'O 3BakoHa oT 2 wuwogsgs 2013 . N 185-03 - CoOpaHue
3akKoHOImaTesibCTBa PoccuMckom denepaumn, 2013, N 27, ct. 3477;
demepanbHOTO 3akoHa oT 25 Hoabps 2013 1©. N 317-03 - CobpaHue
3akKoHOIaTesLCTBa PoccuMckon denepaumm, 2013, N 48, cT. 6165;
demepasibHOT'O 3akoHa oT 12 wmapra 2014 1. N 33-03 - CoOpaHue
3akoHOImaTesLCTBa PoccuMckom denepaumm, 2014, N 11, ct. 1098;
demepasibHOTO 3akoHa oT 22 okTabps 2014 r. N 313-03 - CobpaHue
3akoHOImaTesLCTBa Poccurickom denepaumm, 2014, N 43, cT. 5797;
demepasIbHOT'O 3BakKoHa OT 22 gnekxabps 2014 r. N 429-03 - CobOpaHue
3akoHoOImaTesibCTBa PoccuMckom denepaumm, 2014, N 52, ct. 7540;
demepasIbHOTO BaKOoHAa or 8 wmapra 2015 r©. N 34-03 - CoOpaHue
3akKoHOIaTesLCTBa Poccumckonm denepaumm, 2015, N 10, ct. 1404;
demepanbHOTO 3akoHa oT 29 wmoHga 2015 . N 160-03 - CoOpaHue
3akKoHOImaTesibCTBa PoccuMckom denepaumm, 2015, N 27, ct. 3951;
denmepanbHOTO 3akoHa oT 13 wmoma 2015 . N 233-93 - CobpaHue
3akKoHOIaTesLCTBa PoccuMckon denepaumm, 2015, N 29, cv. 4359;
demepanbHOTO 3akoHa oT 13 wmwoms 2015 . N 241-03 - CoOpaHue
3akoHoOIaTesbCTBa Poccumckom denepaumm, 2015, N 29, cT. 4367;
denepanbHOTO 3akoHa oT 13 wmoma 2015 1. N 262-93 - CobpaHue
3akoHOIaTesLCTBa Poccurickom &denmepaumm, 2015, N 29, cT. 4388;
demepasibHOT'O 3BakoHa oT 14 gnexabps 2015 r. N 374-03 - CoOpaHue
3akKoHOImaTesibCTBa PoccuMckom denepaumn, 2015, N 51, cT. 7245;
demepaslbHOTO 3akoHa oT 29 gpmekxabps 2015 r. N 389-03 - CobpaHue
3aKOoHOIaTeNLbCTBa Poccurickon Odenepalun, 2016, N 1, cT. 9;
demepasibHOT'O 3BakoHa oT 2 wmioHga 2016 . N 163-03 - CoOpaHue
3akoHoOmaTesbCcTBa Poccumckom denepaumn, 2016, N 23, cT. 3287;
denepalIbHOT'O 3aKOHAa or 3 wmonsa 2016 . N 261-03 - CoOpaHue
3akKoHOIaTesLCTBa PoccuMckon denepaumm, 2016, N 27, ct. 4194;
demepanbHOTO 3BakoHa oT 3 wumwoogsgs 2016 . N 305-03 - CofOpaHue
3akKoHOImaTesbCTBa PoccuMckom denepaumn, 2016, N 27, cT. 4238;
denepalIbHOT'O 3akKOHAa or 3 wmiona 2016 T N 350-93 - CobpaHue

3aKOoHOIaTeNbCTBa Poccumckom demepaumy, 2016, N 27, cT. 4283;



denmepanibHOTO 3akoHa oT 29 wmona 2017 . N 242-93 - CobpaHue

3akKoHOImaTesLCTBa PoccuMckom denepaumm, 2017, N 31, ct. 4791;
demepasibHOT'O 3akoHa oT 29 wuwons 2017 . N 278-03 - CobpaHue
3akKoHOIaTesJLCTBa PoccwuMckon denepaumm, 2017, N 31, cT. 4827;

demepasibHOTO 3akoHa oT 28 gmekxabps 2017 r. N 425-03 - CobOpaHue
3akoHomaTesibCcTBa Poccumckom denepaumm, 2018, N 1, cT. 9)

T'maBa 1. OOmme IOJIOXEeHUS

Craresa 1. IlpenMeT perynMpoBaHMsa HacTodmero demepalibHOT'O

3aKoOHa
1. Hacrosammn denepalibHBI 3aKOH peryaupyeT OTHOWEHUS,
BO3HMKAKIME B CBSA3M C ofOpalmleHueM - pas’paboTkol, OOKJIMHUYECKUMU
MCCIIeOOBaHUAMMA, KJIMHUYE CKUMU UCCIIeOOBAHUSMM, 5KCIEPTU30M,

TOCYyIapCTBEHHOM perucTpaumer, CcoO CTaHOapTulaluver U C KOHTPOJIEM
KauecTBa, IPOM3BOACTBOM, M3TOTOBJIEHMEM, XPaHEHMEM, [1epeBO3KOM,
BBO30OM B Poccurckyio denmepalmio, BEIBO3OM U3 Poccumckom denmepaunn,
pexJaMou, OTITyCKOM, peanm3auuey, nepenauden, IpVIMEHEHMEM,
YHUUTOXEHMEM JIEKAPCTBEHHEIX CpencTB (B pen. dermepalibHOTO 3aKoHa OT 6
nexabps 2011 1. N 409-03 - CobBpaHre 3akKOHOIATEJLCTBAa POCCUICKOM
depmepaumn, 2011, N 50, cr. 7351).

2. Hacrosumn denepasibHEM 3aKOoH yCTaHaBJIMBAET IpruopmuTeT
TOCYyIapCTBEHHOTO pPeryJIupoOBaHmUI ©esonacHoCTH, KayecTBa Vi
50beKTMBHOCTM JIEKAPCTBEHHHEIX CPEeICTB IIpu ux obpameHun (B pen.
demepasibHOT'O 3BakoHa oT 25 wmoHa 2012 1. N 93-03 - CobpaHue
3akKoHoOIaTesibCcTBa Poccumckom denepaumm, 2012, N 26, cr. 3446).

Crarbsa 2. Chepa npuMmMeHeHUs HacTosAumero denepallbHOT'O 3aKOHAa

HacToaumy demepalibHBIL 3aKOH IPVMEeHSIeTCS K OTHOUEHMAM,
BO3HMKAIMM I[IpM ofOpalleHuM JIEKAaPCTBEHHBX CPEeINCTB Ha TeppuTopum
Poccurickon denepallM.

Crarbsa 3. 3aKOHOIATENLCTBO 0O obpaleHur JieKapCTBEeHHBIX
CpencTB

1. 3BakoHOmATeNbCTBO OO0 OOpalleHVM JIEKAPCTBEHHBIX CPEeIOCTB COCTOUT
13 HacrTodmero demepasibHOTO 3akOoHa, OPYyITUxX GeIepasibHHIX BaKOHOB U
MHBIX HOPMATMBHEIX [PABOBHX aKTOB Poccurckom denmepalun.

1-1. BaxkoHomaTesbLCTBO 06 ofOpalleHuM JIeKapCTBEHHEIX CPeICTBE B
OTHOWEHUM OPUINUYECKUX JIUIL U VIHOVMBUOY AJIb HEIX npennpuHMMaTesenn,
OCYIIEC TBJIIAOIMX OeaTeJIbHOCTD Ha TEPPUTOPUN MEeXIYHAPOIHOTO
MeIVUVHCKOTO KJjlacrepa, IPMMEHSEeTCS c y4ueToM OCODEeHHOCTEH,
YCTaHOBJIEHHEX demepalibHbIM 3akoHOM "O MeXIyHapOIHOM MeIUIMHCKOM
KJIaCTepe M BHECEHUM WU3MEHEHMM B OTIEJIbHEIE BaKOHONATEJIbHEE aKTEH
Poccurickom OQenmepauum" (uacTts 1-1 BBeneHa denepalibHBEIM 3aKOHOM OT 29
uioHs 2015 ©. N 160-03 - CobpaHMe B3akKOHOIATEJILCTBa POCCUICKOM
depmepaumnu, 2015, N 27, cr. 3951).

2. JlevicTBMe HacToAmeTro dernepalibHOTO 3aKOHAa PAaCIpOCTpaHseTCs Ha
obpameHmue HAPKOTUUYECKMUX JIEKAaPCTBEHHEIX CPEeICTB Vi TICUXOTPOIHEIX
JIeKapCTBEHHBIX CpeIncTB c y4ueToM OCODEHHOCTEM, YCTaHOBJIEHHEIX
3aKOHOIATEJILCTBOM Poccurickor denepaluM O HAPKOTUYUECKUX CPEICTBax,



IICUXOTPOIHEIX BelecTBax M 00 MX NpeKypcopax.

3. JericTBue HacTodmero delepalibHOI'O 3aKOHAa PacClIpOCTpaHseTCcsd Ha
obpameHre panrodhapMalleBTUUECKUX JIEKapPCTBEHHBIX CPEeICTB C YUeToM
ocobBeHHOCTEM, YCTAaHOBJIEHHBEIX 3aKOHOINATEJIbLCTBOM PoccuMckom demepalnu
B obJjacTu obecrnedeHMsd palMalMOHHOM Oe30IaCHOCTU.

4. Ecmu MEXIOYHaPOOHEM IDOT'OBOPOM Poccurickon denmepaunn
YCTaHOBJIEHE MHEIE IIpaBuUjla, UYeM Te, KOTOphEe MNPelNyCMOTPEHH HaCTOSIMM
demepalibHEIM 3aKOHOM, [IPMMEHSWTCH IpaBuila MEeXIyHapOOHOI'O OOTOBOPa.

5. B Poccurickoy demepalur B COOTBETCTBUM C MeEXIOYHAapPOIHBIMU
noroeopammu Poccumickou Odenmepaunu um (MIJM)  Ha OCHOBE IPpMHLIMIIA
B3aVMHOCTMU IPpUBHATCA Pes3yJibTaTH KJIMHUYE CKUX VCCJIe IOBaHUN
JIEKAPCTBEHHBEIX IIpernapaToB IJig MeIULMHCKOTO IMPMMEHEeHUs, [IPOBEeIeHHEIX
3a npenejiaMu TeppuTopuM Poccumckou Odenmepalum.

Crarbsg 4. OCHOBHHE IOHATUS, MCIOJNb3YyeMble B HACTOSAIEM
demepasibHOM BaKOHE

Insa uejemn HaCTOAWETO denmepanibHOT'O 3aKOHa MCIIOJNIb 3YITCH
crenyKuye OCHOBHEIE TTOHATHUSA:

1) JexapCTBEHHBIE CpPenCcTBa - BellecTBa WMIM UX KoOMOMHAL UM,
BCTyawume B KOHTAaKT C OpPraHM3MOM UeJjioBeka WM XMBOTHOIO,

IpOHMKAaKIME B OPTaHb, TKaHM OplaHM3Ma UYeJjloBeKa MM XMBOTHOTIO,
IpyMeHsSeMbEe g NPodMIIaKTUKM, OUATHOCTUKM (3a MCKIIOUEHMEM BeleCTB
WM UX KOMOMHAlLMM, He KOHTAKTUPYKIMX C OPTraHM3MOM UeJIoOBeka WU
XMBOTHOTO) , JeudueHusa 3abojeBaHusa, peabunmTaumy, »OJsg COXpPaHeHUd,
IpelOoTBPAalleHMS WM IIPEepPHEBaHusa OepeMeHHOCTM U IIOJIyUYeHHEE U3 KPOBH,
JlasMel KPOBM, M3 OPIT'aHOB, TKaHEM OpraHM3Ma uYeJiloBekKa MJIM XMBOTHOTO,
pacTeHuN, MMHEPAaJIOB MeToIoaMu CUHTE3a W c IpUMeHEeHUEM
OMOJIOTMUECKUX TexHoJioTuM. K JIeKapCTBEHHEIM CPeOCTBaM OTHOCSATCSH
bapmaneBTHUECKME CYOCTaHUUM M JIEKAPCTBEHHEE IIperapaTH;

2) bapmaueBTHMUEeCkas CyOCTaHLUMS — JIEKAPCTBEHHOE CPelCTBO B BUIE
OOHOTO WMJIM HECKOJIbKMX objazanmmMx (apMaKoJIOTMUECKOM aKTUMBHOCTLIO
OEeMCTBYIMX BEUEeCTB BHE 3BaBUCUMOCTM OT MNIPUPOIE MIPOUCXOXIEHUd,
KOTOpOEe INpelHasHaYeHO IJIS [NPOM3BOLCTBa, M3TOTOBJIEHUMS JIEKAPCTBEHHHX
npenapaTos M onpemenserT uUx 250OeKTUMBHOCTH (B pen. denmepasibHOTO
3aKoHa OT 22 pmekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOIATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540);

3) BcCnomoraTeJibHBEIE BelleCTBa - BelleCTBa HEOPI'aHUYEeCKOT'O WK
OPT'aHUYECKOTO IIPOMCXOXIEeHMUs, MCIOJIb3YyeMble B IIpOollecCce IPOM3BOICTEBA,
VM3TOTOBJIEHUA JIEKAPCTBEHHEIX IIPeNapaToBR IJid NPpUIaHUS UM HeOOXOIUMEBIX
OUBUKO—XUMNUECKUX CBOMCTE;

4) JexapCTBEHHHE IpelnapaTe - JeKapCTBEHHBIE CpeIcTBa B BUIE
JIeKapCTBEHHBIX GOpPM, MpMMeHseMbe 1Jig OPpOodUIaKTUKM, OUATHOCTUKM,
JedeHusa 3abosieBaHMA, peabuamMTauuyu, OIS COXPaHEeHMs, NPpeOoTBpalleHUsd
WM IIpPepbBBaHusa OepeMeHHOCTH;

5) JsexapcTBeHHasa dopMa - COCTOsSHME JIEKAPCTBEHHOT'O Ipelapara,
COOTBETCTByWIlee ClrocofaM e€ro BBEIEeHMS U IPUMEeHeHUs UM obeclieumpamnlee
OOCTUXEHME HeOoOXOoIMMOTO JieueBHOTO sdderTa;

5-1) @mo3uMpoBKa - COIepXaHMe ONHOTO MJM HECKOJIbKUX JIeMCTBYOUMUX
BEUEeCTB B KOJIMUECTBEHHOM BHPAaXEHMM Ha EeIOUHMIY INO3H, WM eOUHUILY
obveMa, WM €IMHMIY MaCChl B COOTBETCTBMM C JIEKAPCTBEHHOM GOopMOM
anbo nys HEKOTOPHIX BUIOB JIeKapPCTBEHHBIX dopmM KOJIMUECTBO
BEICBODOXIAEMOTO M3 JIEKAPCTBEHHOM (QOPMBl IEMCTBYyKUEI'O BellecTBa 3a



envHULly BpeMeHy (nyHKT 5-1 BBemeH denepalibHEIM 3aKOHOM OT 22 nekabps
2014 . N 429-93 - CobpaHMe BaKOHOIATeJIbCTBa Poccurickor demepauuu,
2014, N 52, cr. 7540);

6) IepeudeHb XM3HEHHO HeOOXOIOMMEIX I BaXHeNIMX JIeKapCTBEHHBIX
npenapaTos = eXeTOoNHO YyTBepxIaeMell I[[paBUTeILCTBOM Poccuiickon
demepauuy IepeudeHb JIeKapCTBEHHBIX IIpernapaToB s MEeIMLMHCKOT'O
IpUMEHEHUs, oOfOeclneuMBalMX IPUOPUTETHHEE MNOTPeOHOCTM 3IPaBOOXPaHEeHUS
B LUeJlax OpobMIIakKTUKM U JIeUeHUS 3aboJieBaHMUM, B TOM yycre
npeobianamuMx B CTPYKType 3adojieBaeMocTM B Poccuimickon demepaluuu;

6-1) opdaHHEE JIeKapCTBEHHBIE npernapaTsl S JleKapCTBEHHBIE
npernapaThs, [NpeOHa3HaueHHBEe MCKJIUUTEJIBHO nns OVATHOCTUKMU VZnpeZi
IaTOT'eHETUUYECKOT O JledeHMsa  (JledeHMs, HAlPaBJIEHHOT'O Ha MexXaHU3M
pazBuTusa 3abojieBaHuUsa) penkmux (opbaHHBEIX) 3adojsieBaHuMi  (OyHKT 6-1
BBerneH derepalibHEIM BakKOHOM OT 22 p»exkabps 2014 . N 429-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccunickou demepaumn, 2014, N 52, cT.
7540) ;

6-2) OMOJIOTMUECKME JIEKAaPCTBEHHBE IIpelapaThl - JIeKapCTBEeHHLE
npernapaTh, IOeMCTBYyllee BEUleCTBO KOTOPHIX INPOM3BEIEHO WMJIM BHIOEJIEHO U3
OMOJIOTMYECKOTO MCTOUYHMKA M IJid OIpenejieHMsS CBOMCTB U KaudyecTBa
KOTOPEIX HeoOxonMMa KOMOMHAUMA OMOJIOTMUECKUX U  OUBUKO—XUMUUECKUX
MEeTOIOB. K O1OJIOTUE CKUM JIEKAaPCTBEHHEM IIpellapaTaM OTHOCSTCS
VIMMYHOOMOJIOTUUECKME JleKapCTBEHHBIE npernapatTsl, JleKapCTBEHHBIE
npernapaThl, IIOJIydeHHBle M3 KPOBM, I[JIa3MH KPOBM UYeJIOBEKa U XUBOTHHX
(3a MCKJIOUEeHMEeM LeJIbHOM KPOBM), OMOTEeXHOJIOTMUeCKMe JeKapCTBEHHEE
npenapaTs, TI'eHOTepalleBTUMUEeCKMe JIeKapCTBEHHBEe IIperapaTh (IYyHKT 6-2
BBeneH OdenepasibHEIM 3aKOHOM OT 22 1nekabpsa 2014 . N 429-03 -
CobpaHMre 3BakoHOIaTesibCTBa Poccumckom denmepaumm, 2014, N 52, cT.
7540) ;

7) MMMYyHOOMOJIOTMYUECKME JIeKapCTBEHHEE [IpelapaTH — JIeKapCTBEHHEE

pernaparH, npernHas3HaUYeHHbE s bopMmpoBaHMSa aKTUBHOTO NI
[IaCCUBHOTO MMMyHMTeTa JmMOO IMATHOCTMUKM HaJIMUMUSg MMMyHUTEeTa NI
OVMAaTHOCTUKU creuudrIecKoro IPMOOPETEHHOTO VBMEeHeHUs
VIMMYHOJIOT'MYECKOT'O oTBETA Ha aJleprusupyomme BelecTBa. K

VMMYyHOOMOJIOTUUYECKMM JIEKAPCTBEHHBIM [perapaTaM OTHOCSTCS  BaKLMHH,
AHATOKCHUHE, TOKCWUHEl, CEIBOPOTKM, MUMMYHOTJIOOYJIMHEI M aJlJIEPTEeHH (B pen.
demepasIbHOTO 3BakKoHa OT 22 gnekabps 2014 r. N 429-03 - CobOpaHue
3akKoHOIaTesLCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540);

7-1) OMOTEXHOJIOTUUECKUE JIeKapCTBEHHEIE npenapaTts =
JIeKAPCTBEHHBIE TperapaTh, OIPOMBBOIACTBO KOTOPHX OCYINECTBJISETCS C
MCIIOJIb30BaHMEM OMOTEXHOJIOTMUECKMX I[IPOLEeCCOB M MeTOHOB (B TOM UYKCJeE
IHK-pekOMOMHAHTHOM TEeXHOJIOTMM, TEeXHOJIOTMM KOHTPOJMPYEMOV »DKCIPEeCCUM
TEeHOB, KOIUPYKRIMX OMOJIOTUUECKM AaKTUBHEE OeJIKM B MIPOKaApPMOTax U
syKapMoTax, BKJIOYAS M3MEHEHHBE KJIETKM MJIEKOIMTAnIMX), I'MOPUIOMHOTO
MeTozIa u MeTozma MOHOKJIOHAJIb HBIX auTuTresl (OyHKT 7-1 BBeIeH
denmepallbHEIM 3aKOHOM OT 22 mekabpsa 2014 1©. N 429-93 - CobpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540);

7-2) TeHOTepaleBTUUECKUE JleKapCTBEHHBIE npenapatTsl =
JIeKapCTBEHHbBe IIpelapaTHl, bapmManeBTHUUECKASA cybcTaHUMS KOTOPBIX
ABJISETCSA PEeKOMOMHAHTHOM HYKJIEMHOBOWM KMCJIOTOM MM BKJOUaeT B cebsa
PEKOMOMHAHTHYIO HYKJIEMHOBYIO KUCJIOTY, IO3BOJISNIYID OCYIECTBIISATH
peryaupoBaHue, penapauuo, 3aMeHy, nobasByieHue W yoajieHue
TeHeTUYEeCKOM IoCJlenoBaTeJIbHOCTM  (OYHKT 7-2 BBemeH dernepalibHBIM
3aKOHOM OT 22 nmekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJILCTBA



Poccurickon Qemepaumm, 2014, N 52, cr. 7540);

8) HapkoTHUeCKMe JIeKapCTBEHHEE cpencTaa - JIeKapCTBEHHHE
npenapaTe ¥ bapMalleBTMUueckue CcyOCTaHLUMM, CoOepxXallMe HapKOTUUeCKMe
cpencTsa n BKJIOUEHHEE B [lepeueHb HAPKOTUUECKUX CpencrTs,
IICUXOTPONHEIX BEUECTB I UMX IIPEKYyPCOPOB, IOoIAJeXalMx KOHTPOJIO B
Poccurickom demepaumy, B COOTBETCTBUM C 3aKOHOIATEJIHBCTBOM POCCUICKOM
demepaunm, MexXOyHaApOOHEIMM OoToBopamm Poccumckoym denmepaumm, B TOM
uycyle EOMHOM KOHBEHLMEM O HapKOTMUeCKkMX cpexncrBax 1961 roma;

9) NICUXOTPOIIHEIE JIeKapCTBEHHBIE cpencrsa = JIeKapCTBEHHBIE
npenapaTe M bapMalepTMueckmue CcyOCTaHLUMM, COOepxXale ICUXOTPOIIHEE
BelleCTBa " BKJIIOYEHHEBIE B [lepeueHsb HapKOTUUYECKUX CpencrTs,
IICUXOTPONIHEIX BEUECTB I UMX I[IPEKYyPCOPOB, IOoIAJeXalMx KOHTPOJIO B
Poccurickoym denmepalmny, B COOTBETCTBMUM C 3aKOHOINATEJIBCTBOM POCCHUMCKOM
demepauny, MeXIOyHapOIHEIMM IOTOoBOpaMu Poccumckom denmepaumy, B TOM
upciie KoOHBEHLMEM O IICUXOTPOINHBX BemecTBax 1971 roma;

10) pamnodbapMalleBTHUUECKME JIeKapCTBEHHBIE cpencTsa =
JIeKapCTBEHHBIE cpencrTsa, KOTOpPHE comepxar B TOTOBOMU ons
MCIIONb30BaHMa QopMe OAOMH PaAMOHYKJIMA MM HECKOJIbKO PaAMOHYKJIMIOB
(pamMOaKTUMBHEIX M30TOIOB) ;

11) pebepeHTHBM JIeKapCTBEHHBIN npenapar - JIeKapCTBEHHBIM
npenapaT, KOTOPEM BIEPBEE 3apPerMCTPUPOBaH B Poccurckon denmepauunm,
KauecTBO, 20PEeKTUBHOCTD u 60e30MNacHOCTb KOTOPOIO HOOKAa3aHH Ha
OCHOBAaHMUM PEe3YyJIbTAaTOB IOKJIMHUYECKUX MCCIIeIOBaHUM JIeKapCTBEHHBIX
CpencTs n KIIMHUYECKMX MCCJIeOOBaHMM JIEKapCTBEHHBIX [pPenapaToB,
IIPOBENEHHEIX B COOTBETCTBMM C TpeOOoBaHMAMM dacTeyt 6 m 7 crarbm 18
HacTosmero <demepallbHOTO 3akKOHa B OTHOUEHMM JIEKAPCTBEHHBIX CPEeACTB
08 MEeOMUMHCKOTO IpMMeHeHMsa JmMbo B COOTBETCTBMM C TpeOOBaHMUAMU
craTeu 12 Hacrosmero denepalibHOT'O 3aKOHAa B OTHOUEHUM JIEKaPCTBEHHBIX
CPEOCTB IJid BETEPMHAPHOTO IIPMMEHEHMS, U KOTOPBIM MCIOJb3yeTCHd nOJig

OLIEHKU OMOBKBUBAJIEHTHOCTM WUJIM TEPaleBTUMUYECKOM DBKBMBAJIEHTHOCTH,
kauecTBa, 20PeKTMBHOCTM U 0Oe30MIaCcCHOCTHU BOCIIPOMB3BEOEHHOTO ZNgR%|
010aHaJIoToBOT0  (OMONOHNOOHOTO) JIEKAPCTBEHHOI'O IIpenapaTa (B peX.
denmepallbHOT'O 3akoHa OT 22 mekabps 2014 1. N 429-93 - CobpaHue
3akKoHOmaTesibCTBa PoccuMckom denepaumnm, 2014, N 52, ct. 7540;
demepanbHOTO 3akoHa oT 13 wmwomas 2015 . N 241-03 - CoOpaHue
3akKoHOIaTesLbCTBa Poccurickom denmepaumm, 2015, N 29, cr. 4367);

12) BOCHOPOMBBEHNEHHH JIeKAPCTBEHHBM [IpelapaT - JeKapCTBEeHHHM
npenapar, KOTOPHM VIMEET TaKoM xe KayeCTBEHHHEM cocTaB n

KOJIMUECTBEHHEM COCTaB JEMCTBYKIMX BEUECTB B TaKOM Xe JIeKapCTBEHHOM
dopme, uTo u pebepeHTHEM JIEKaPCTBEHHBI npenapar, Vi
OMODKBUBAJIEHTHOCTL MJIM TepaleBTUUeCcKkas DKBUBAJIEHTHOCTL KOTOPOTO
pebepeHTHOMY JIeKapPCTBEHHOMY IpelapaTy IIOITBEepXIeHa COOTBETCTBYI MMM
nuccyenoBaHuaMu (B pen. denepalibHOT'O 3akKoHa OT 22 mekabps 2014 r. N

429-d3 - CobpaHuMe BakoOHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540);
12-1) TepaneBTHUeCcKkas DBKBMBAJIEHTHOCTL — NOCTUMXEHME KJIIMHUUECKU

CONIOCTaBMMOT'O TepaleBTUUeCKOTO sbbexTa NpM NPUMEHEeHUM JieKapCTBEHHBIX
npenapaToe IJid MeIOMIMHCKOI'O IIPMMEHEHMS IJIS ONHOM M TOM Xe I'PyIIIb

OOJILHEIX IO OINHMM M TEeM Xe IIOKaszsaHMsAM K [OpMMeHeHui (oyHKT 12-1
BBerneH derepalibHEIM BakKOHOM OT 22 pexabps 2014 . N 429-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccunickou demepaumm, 2014, N 52, cT.
7540) ;

12-2) 6uoaHaJIOTOBHIM (BrononoOHBIM ) JIEKAPCTBEHHBIM npernapar



(bmoaHasior) - OMOJIOTMYECKMM JIEKAPCTBEHHBIM [IpenapaT, CXOXUN 1o
napamMeTpaM KadecTBa, sbbexTMBHOCTM M ©Oe30macHOCTM C pedepeHTHEM
OMOJIOTMUYECKUM JIEKAPCTBEHHBEIM IIpelapaToM B TaKOM Xe JIEKapCTBEHHOM
bopmMe M MMenmMi MOESHTWUYHBM crnoco® BBezmeHus (ODyHkKT 12-2 BBemeH
denmepalibHEIM 3akKOHOM oOT 22 gpmekabpsa 2014 . N 429-93 - CobpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540);

12-3) BBamMMOBaMEHSIEMHM JIEKAPCTBEHHEIM IpenapaT - JeKapCTBEHHBIN
npenapar c IOKa3aHHOM TepalneBTUYeCKOM SKBUBAJIEHTHOCTLIO WJIU
OMOBKBUBAJIEHTHOCTLIO B OTHOIWEHUN pedepeHTHOTO JIEKAPCTBEHHOT'O
npenapara, VIMeoMn 5KBMBAJIEHTHEE eMy KadeCTBEHHEM COCTaB U
KOJIMYECTBEHHE COCTaB HOEMCTBYKUMX BEUIECTB, COCTaB BCIOMOI'aTeJIbHBIX
BElEeCTB, JEKapCTBEHHYK bopMy M croco® BBemeHus (NyHKT 12-3 BBemeH
denmepalibHEIM 3akKOHOM oOT 22 nmekabpsa 2014 r. N 429-03 - CobpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540);

13) mnexapCTBEHHOE pPAaCTUTEJIbHOE ChHPbe — CBEeXMe MM BLBICYIEHHLBE
pacTeHus aubo MX YaCTHU, MCIOJIb3yeMue IJisS [NPOU3BOICTBA JIeKAPCTBEHHEX

CpelCTB OpPTaHM3aUUAMU — [IPOU3BOIUTEJIAMU JIEKAPCTBEHHEX CPEICTBE WU
M3TOTOBJIEHMSA JIEKAPCTBEHHEIX IIpelapaToB AalTeuHbMM OpTaHM3aLMaMU,
BeTEepMHaPHBIMU aIrTeYHEIMU opraHu3auusaM, MHIOVBUIY aJlb HEIMM
IpennprHMMaTeIMA, VIMEOIVIMN JIMLIEH3UIO Ha bapMaLleBTHUUECKYIO
OeSaTeJIbHOCTD;

14) JjexapCTBEHHHMN PaCTUTeEJIbHEIM npemnapar - JIeKapPCTBEHHBIN
npenapaT, [IPOM3BEIOEHHBIN VI M3TOTOBJIEHHBIM n3 OIHOTO BUIA
JIEKAPCTBEHHOI'O PAaCTUTEJIbHOI'O CHPbS MJIM HECKOJIbKMX BMIOB TakKoI'O
CHIPb A n peanns3yeMsli B pacdacoBaHHOM BUIE BO BTOPUYHOM
(moTpebuTesIbCKOM) YyIaKoBKe;

15) romMeonaTuMuecKMy JIEKAPCTBEHHHM I[IpenapaT - JeKapCTBEHHBMN
npenapaT, I[IPOM3BENEHHB WM M3TOTOBJIEHHB U3 bapmMaLieBTHUYECKOM
cyBcTaHuUm W bapmaleBTHMUEeCKMUX CyOCTaHUMIM B COOTBETCTBMUU C
TpeOoOBaHMAMM OOMMX bapMaxKOonenHEIX craTren K TOMEeOIaTUYE CKMM
JIeKapPCTBEHHBIM npenaparam nnm B COOTBETCTBMM C TpeDOBaHUAMU
bapMakoIer CTpaHb [IPOM3BOOUTEJIS TAaKOI'O JIEKAPCTBEHHOI'O Ipelnaparta (B

pen. denmepallbHOT'O 3akKoOHA OT 22 nekabpsa 2014 r. N 429-03 - CobOpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540);

16) MexmyHapOoIOHOEe HelaTeHTOBAHHOE HaVMEeHOBAaHMEe JIeKAPCTBEHHOTO
cpelCcTBa - HaMMEHOBAaHME IeMCTBYKIETI'O BelleCTBa bapmMaLleBTHUYECKOM
cybCcTaHLIMM, PEKOMEHIOBAaHHOE BCeMMpPHOM OpTaHM3alMel 3OPpaBOOXPaHEeHUS
(B pen. OdenmepalibHOTO 3akoHa oT 22 nekxabps 2014 . N 429-03 -
CobpaHre 3BakoHOIaTesibCTBa Poccumckom denmepauwmm, 2014, N 52, cT.
7540) ;

17) Topromoe HaVMeHOBaHUE JIEKapPCTBEHHOT'O cpencTsa =
HaMMeHOBaHMe JIEKAPCTBEHHOTO cpencTBa, IIPMCBOEHHOE ero
paszpaboTunKoM, mepxaTeseM WU BJIaneJiblieM PeTMCTPALVOHHOTO
YIOOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara (B pen. demepaliIbHOT'O 3akoHAa
oT 22 npexkabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJIbLCTBA
Poccurickom Qenmepaumm, 2014, N 52, cr. 7540);

17-1) rpynnMpoBOYHOE HaMMeHOBaHMe JIEKAPCTBEHHOTO IIpenapaTa -
HaVMMeHOBaHMEe JIEKapCTBEHHOI'O IIpellapaTa, He MMeonlel'o MeXOyHapOoOHOI'O
HEelaTeHTOBaHHOI'O HaMMEeHOBAaHUH, ZN)IZS KOMOMHAaLUU JIeKapCTBEHHEIX
npenapaToB, MCIOJIb3yeMOoe B LeJiIX OOBeOMHEHMS UMX B TPYINYy [IOI €IOVHBIM
HaMMEeHOBaHMEM MCXOIs M3 OOMHAKOBOTO COCTaBa HOEMCTBYOIMX BENEeCTB
(nyuxkT 17-1 BBemeH OderepalibHEIM 3aKOHOM OT 22 nekabps 2014 1©. N
429-d3 - CobpaHuMe BakoOHOIaTesbCTBa Poccurickom denmepaumm, 2014, N



52, cT. 7540);

18) ofbmwas obapmakoneyHasa cCTaTbsa - IOOKYMEHT, YTBEPXIEHHBIN
YIIOJTHOMOUYEHHEIM benepasbHEM opTraHOM VICIIOJIHUTEJIb HOM BJIACTU U
comepXaluM IepedeHb [okKaszaTeJleM kKadyecTBa M (MJIM) MeTOIOB KOHTPOJIS
KauecTBa KOHKPETHOM JIEKAPCTBEHHOW bopwmer, JIEKAPCTBEHHOTO
PaCTUTEJIbHOT'O CHIPb S, ONMCAaHUS OMOJIOTUMUECKUX , OMOXVIMUUECKMUX ,
MUKPOOMOJIOTUYECKMX, OUMBUKO-XVMUUECKUX, OM3NUECKUX, XUMHUUIECKUX U
OPYyTMUX METOINORBR aHaliM3a JIEKapCTBEHHOT'O CpellCTBa, a Takxe TpebOoBaHUA
K MCIHOJIb3yeMHIM B LeJyigdX I[IPOBeIeHMsa IaHHOTO aHaJlMza peaKTuBauM,

TUTPOBaAHHBEIM PacTBOpaM, MHIOMKAToOpaM (B pen. denmepajibHOTO 3aKoHaA OT
22 pmexabps 2014 . N 429-03 - CoOpaHmMe 3BaKOHOHNATEJILCTBA POCCUMCKOM
demepaumnu, 2014, N 52, cr. 7540);

19) dbapmakonerHas CTaThbd = OOKYMEHT, YTBEePXIEHHBIN
YIIOJIHOMOUEHHEM (GenepatibHbM OpTraHOM VICIIOJIHUTEJIL HOM BJIACTU n
comepxaummy IepeudeHb IoKaszaTeJlell KadecTBa U METOIOB KOHTPOJIA
KayecTBa JIEKAPCTBEHHOI'O cpencTea (B pen. demepalibHOI'O 3akKoHa oOT 22
nexabpsa 2014 . N 429-83 - CobpaHMe 3aKOHOIATEJILCTBa POCCUMCKOM
depmepauun, 2014, N 52, cr. 7540);

19-1) craHpmapTHEEe OOpa3lbEl — BelleCTBa, I[OCPEICTBOM CPaBHEHUS C

KOTOPEIMM OCYUECTBJISETCSA KOHTPOJIb KadeCTBa MCCJIeNyeMBIX JIeKapCTBEHHBIX
CPEeICTB C IIOMOWBI OUBUKO-XUMUUIECKUX U OUOJIOTUUECKUX METOINOB B LeJIIx
[IOOTBEPXIEHNS COOTBETCTBUA JIEKapPCTBEHHHX cpencTB TpeOOBaAHMAM
HOPMAaTUBHOM OOKYyMEeHTaUuum, YCTaHOBJIEHHEM pu OCylleCTBJIEHUU
TOCYyIapCTBEHHOM pPerucTpaluuM, U KOTOPHE IPUMEHSITCS IJIS KaJIMOPOBKU
CTaHIapPTHEIX 0oBpaszLoB [IPOU3BONUTEN A JIeKapCTBEHHBX CcpeIncrTs,
MCIIOJIb3YEMEIX IJIS KOHTPOJIS KadvecTBa WM MHHEX LeJey Opu ofpaleHun
JIeKapCTBEHHHEX cpencTB (nyHKT 19-1 BBemeH demepallbHEIM 3akKOHOM OT 22
nexabpsa 2014 1. N 429-03 - CobBpaHue 3aKOHOIATEJILCTBAa POCCUICKOM
demepaumn, 2014, N 52, cr. 7540);

19-2) bapmMaxkomneMHB)M CTaHOAPTHBEM obpas3el] — CTaHIapTHHM obpasell,

IIPOM3BENEHHE B COOTBETCTBMM C GapMakKoneMHOM cTaTbey (oyHKT 19-2
BBeneH OdenmepalibHEIM 3aKOHOM OT 22 npekabps 2014 1. N 429-03 -
CobpaHMe BakKoHOImaTeNnbCcTBa Poccuiickon demepaumu, 2014, N 52, cT.
7540) ;

20) HoOpMaTMBHas OOKYMEHTalMsa - IOKYMEHT, COIepXalll IepeudyeHb

omnpemeJyigseMbIX 10 pes3yJibTaTaM COOTBETCTBYKUMX SKCIEPTU3 IIoKas3aTeJeMr
KayecTBa JIEKAPCTBEHHOTO CpelACcTBa IJigd MeOMIIMHCKOTO I[IpUMeHeHUHd,
METOINOB KOHTPOJIA €T'0 KaueCTBa M YCTAHOBJIEHHHM €I'0 NPOMBBOIOMUTEJIEM;

21) HOPMAaTWUBHEIM OOKYMEHT — IOOKYMEHT, coIepxaluy IIepedeHb
onpemeJyigseMbIxXx 10 pes3yJjibTaTaM COOTBETCTBYWIMX SKCIEPTU3 IIoKa3aTeJeMn
kKayecTBa ¥ (MJIM) MEeTOINOB KOHTPOJIA KadeCTBa JIEKAPCTBEHHOW GOPMH,
onMCaHUsa OMOJIOTUYECKUX , OUMOXUMUUE CKUX , MUKPOOMOJIOTUUECKUX,
OUBUKOXVMMMUECKUX, OUBUUECKUX, XUMMUUECKUX U OPYTMX MeTOINOB aHalinsza
JIEKAPCTBEHHBEIX CPEeINCTB IJiSd BeTEePMHAPHOTO IIPpUMeHeHMusa, TpeboBaHUS K
VICIIOJIb 3y €MEIM B Lnejax IpoBeleHUsa HOAHHOTO aHajlu3a peakTuBaM,
TUTPOBAaHHBIM pacTBopamM, VMHIMKATOPaM u YCTAaHOBJIEHHBIV ero
IPOU3BOOUTETIEM;

21-1) ofumMi TEexXHMUECKMM OOKYMEeHT - KOMIIJIEKT IJOKYMEHTOB U
MaTepraJyioB, COCTOAWMM M3 HECKOJIbKMX paslesioB = OOKYyMEeHTalum
AIOMMHNCTPATUBHOTO xapakrepa, XVIMMYECKOM, bapmMaLeBTHUECKOM 128
OMOJIOTMYECKOM HOOKyMeHTauuy, GbapMakKoJIOTUUeCKOM, TOKCUKOJIOTMUECKOM
OOKyMeHTaluu, KJIMHUYECKOM OOKYyMEeHTalum n npencTaBJigeMbl
OOHOBPEMEHHO c 3asaBJIEHUEM o) TOCYyOAapCTBEHHOM perucTpaumum



JIEKAPCTBEHHOI'O IIpellapaTa oJjg MeOMUMHCKOI'O IIpMMeHeHMs B dopmaTe,
YCTAHOBJIEHHOM YIIOJIHOMOUEHHEM (emepaJsibHEIM OPTaHOM MCIOJHUTEJIbLHOM
BjacTu (nyHKT 21-1 BBeneH OdelepalibHEIM 3aKOHOM OT 22 gnekabps 2014 r.
N 429-03 - CobBpaHMe BaKOHOIaTeJbCcTBa Poccurickou ®emepaumm, 2014, N
52, cT. 7540);

22) KauecTBO JIeKapCTBEHHOT'O cpencTBa = COOTBETCTBUE
JIeKapCTBEHHOT'O CpencTBa Tpeb®oBaHUAM (QapMakoIleMHOM cTaTbU Jubo B
cllydyae ee OTCYTCTBUSA HOPMaTMBHOM IOKYMEHTAUMUM WJIM HOPMaTMBHOIO
OOKYyMeHTa;

23) 0es30macHOCTb JIEKAapPCTBEHHOTO CpeIncTBa - XapaKTepMuCcTUKa
JIEKAPCTBEHHOT'O CpencTBa, OCHOBAaHHASA Ha CPaBHUTEJbBHOM aHajMze eIo
5bbeXTMBHOCTM UM pPMCKa [IPMUMHEHMS Bpena 3LO0POBLIO;

24) 20beKTUBHOCTHL JIEKAPCTBEHHOTO IIpenapaTa - XapaKTepucTuka
CTENEHM MOJIOKMUTEJIbHOTO BJMAHMSA JIEKAPCTBEHHOT'O IpenapaTa Ha TedeHUue,
IPONOJXUTEJIEHOCTE 3abojyieBaHMsa MM €TI0 IpenoTepalleHue, peabummTaluo,
Ha CoOXxXpaHeHUe, IpeloTBpalleHMe WM IIpepbHlBaHMe OepeMeHHOCTH;

25) cepusa JIeKAapCTBEHHOT'O CpPelCTBa — KOJMYUECTBO JIEKAPCTBEHHOTO
CpencTBa, MNPOMU3BEIEHHOE B PEe3yJbTaTe OINHOTO TEXHOJIOIMUYECKOTO LMKIIa
€Tr0 NPOMU3BOIOUTEIIEM;

26) perucTpalMOHHOE yIOCTOBEpEeHMEe JIeKapCTBEHHOT'O I[IpenapaTa -
OOKYMEHT, IO TBePXIamnii baxT TOoCyIapCTBEHHOM perucTpaumumn
JIeKapPCTBEHHOT'O IIpenapara;

26-1) nmepxareJib WM BJlaleJiell PEeTUCTPAalMOHHOTO YIOCTOBEPEHUS
JIEKAPCTBEHHOI'O IIpellaparTa - paspaboTuuk JIeKapCTBEHHOT'O CPpeICcTBa,
IIPOM3BONUTEJIL JIEKAPCTBEHHEX CPenNCcTB WIM MHOEe OpMuIMUYecKoe JIMLO,
oBJylajaliee NPaBOM BJIaIEHMUS PETUCTPaLMOHHEIM YINOCTOBEPEHMEM, KOTOPEHE
HEeCyT OTBETCTBEHHOCTL 23a KauecTBO, 20PEeKTUBHOCTL M Oe30MIacCHOCTb
JIEKAPCTBEHHOT'O Ipenapara (DyHKT 26-1 BBemeH demepalibHBEIM 3aKOHOM OT

22 pexabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOIATEJILCTBa POCCUMCKOM
depmepauun, 2014, N 52, cr. 7540);
27) perucTPpaluMOHHHIM HOMep - KOIOBOe ODO3HAaueHMe, IPUCBOEHHOE

JIEKAPCTBEHHOMY IIpellapaTy IIpM eI'0 I'OCYHAapCTBEHHOM peIuMCTpaluM;

28) ofOpaleHue JIEKAaPCTBEHHHIX cpencrTs = paspaboTka,
OOKJIMHUYECKMYE UCCJIeOOBaHMs, KIVMHMUYECKME MCCJIeOOBaHMS, DKCIEepTHU3a,
ToCymapCTBEHHAas perucrpaumus, CTaHIapTMU3aLuMsa ¥ KOHTPOJb KadecTBa,
IPOMBBONCTBO, M3TOTOBJIEHME, XPaHEHMe, IIepeBO3Ka, BBO3 B Poccumckyn
denmepaluio, BEIBO3 us3 Poccurickoy Odemepaumun, pekjama, OTIYCK,
peanmsauusa, nepenada, I[IPMMEeHEHMEe, YHUUTOXEHME JIeKapCTBEHHEIX CPEeICTB
(B pem. OdemepalIbHOT'O 3BakoHa oT 6 nexabps 2011 r. N 409-03 -

CobpaHMre BakKoHOImaTenbCcTBa Poccuiickou demepaumnu, 2011, N 50, cT.
7351);

29) cybmekTH ofOpalleHMs JIEKAPCTBEHHHX CpPelICTB - Oouanudeckue
aMiia, B 2 TOM UMCJIe MHAOMBMAyAaJIbHBIE NPEeANPMHMMATENM, UM OPpUANYECKMEe
Jaulia, OCYLeCTBJIAlIMe IedaTeJIbHOCTL IIpu obpalleHUM JIeKapCTBEHHEX
CpeIlCcTB;

30) pazpaboTuuk JIeKapCTBEHHOTO cpencrnaa = opraHmu3auusa,
oBJylajanmas NnpabBaMu Ha pPe3ynbTaTE OOKJIMHMYE CKUX MCCJIeDOBaHUM
JIEKAPCTBEHHOI'O CPEeACTBa, KIMHUUECKMX MCCJeHOBAaHUM JIeKAPCTBEHHOI'O
npenapara n (M) Ha TEeXHOJIOTMIO IIPOM3BOACTBA JIEKAPCTBEHHOI'O

cpencTBa (B pen. denepalibHOT'O 3akKoHa oOT 22 nekabpsa 2014 r. N 429-03
- CobpaHMe BakoHOIaTesibCTBa Poccuiickou denmepaumnm, 2014, N 52, cT.
7540) ;

31) nmpomsBOICTBO JIEKAPCTBEHHEIX CPeICTB - HOedTeJIbHOCTbL II0



IIPOMBBOLACTBY JIEKAPCTBEHHEIX CPEeINCTB OpIraHM3aUUAMM — [IPOU3BOIMUTEJISMU
JIeKapCTBEHHBIX CPEeNCTB Ha OIHOM CTaIuM, HECKOJIbBKUX MM BCeX CTaIUAax
TEXHOJIOTMUYEeCKOI'O IIpolilecca, a Takxe [0 XPaHeHMuI U peanmzaumum
IIPOMBBEOEHHEIX JIEKAPCTBEHHEX CPENCTB;

31-1) nmpom3BOICTBEHHAsS IJIOMAnKa — TEepPUTOPMAaJIbHO 0B0COBJIEHHBIM
KOMILJIEKC IPOMBBOIMUTEJIS JIEKAPCTBEHHEIX CPEeNCTB, IpelHa3HAUEeHHBIM IJId
BBIIIOJIHEHMS BCEeT'O Ipollecca MNPOM3BOACTBa JIEKAaPCTBEHHBIX CPEeIOCTB WU
ero omnpemnejyieHHOM crTamuu (nyHKT 31-1 BBemeH dernepalsibHEIM 33aKOHOM OT

22 pexabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOIATEJILCTBa POCCUMCKOM
depmepauun, 2014, N 52, cr. 7540);
32) Hnpoms3BOIMTEJb JIeKapCTBEHHEIX cpencTs = opraHmM3auus,

OCYIECTBJISAKIAs I[IPOMU3BOICTBO JIEKAPCTBEHHHIX CPEIOCTB B COOTBETCTBUM C
TpeboBaHMAMM HacTodmero denepaliIbHOT'O 3aKOHA;

33) dapmaueBTHMUEeCKkas NeSTeJIbHOCTb — IesaTeJIbHOCTH, BKJIOUallas B
cebs ONTOBYK TOPTOBJIO JIEKAPCTBEHHEIMM CPeNCTBaMM, UX XpaHeHue,
IePEeBO3KY M (MJIM) POBHUUHYID TOPTOBJI JIEKAPCTBEHHBEIMUM IpernapaTaMu, Uux
OTIYyCK, XpaHeHMe, I[EPEeBO3KY, M3TOTOBJIEHME JIEKAPCTBEHHHX IIPENapaToB;

34) opraHmMzauusa OINTOBOM TOPIOBJM JIEKAPCTBEHHBIMM CPEeOCTBaMM —
opraHms3auusa, oCyleCTBJISIA S OIITOBYIO TOPT'OBJIO JleKapCTBEHHBIMN
cpemcTBaMM, MUX XpPaHeHue, IepPeBO3KYy B COOTBETCTBUM C TpeOOBaAHUSIMU
HacTosmero demepaJIbHOTO 3akKoHAa;

35) anrTeuHas opraHmM3alumnsa = opraHmsauusa, CTPYKTYpPHOE
nompasnesyieHrue MeIMUMHCKOM OopraHM3aluy, OCYWEeCTBJISKIMEe PO3HUUHYI
TOPTOBJIO JIEKAPCTBEHHBIMU npenaparTamu, XpaHeHue, IepeBO3KY,
MBTOTOBJIEHME ¥ OTIYCK JIEKAPCTBEHHBEIX IIPENApPaTOB mOJsg MEeOUIMHCKOTO
IIPYMEHEHMS B COOTBETCTBMM C TpebOoBaHMAMM HacToAmwero demepalyibHOTO
3akoHa (B pen. denepalibHOT'O 3akoHa OT 25 HoabOps 2013 r. N 317-03 -
CobpaHme 3akoHOIaTesbCTBa Poccurickom denmepaumm, 2013, N 48, cT.
6165);

36) BeTepuHapHasd anTeyHas opraHms3aumnsa = opraHmuzauus,
CTPYKTYPHOE MonpasleljieHMe BEeTepMHAPHOM opTaHM3almuM, OCylleCTRJIISIME
PO3HUUHYIO TOPTOBJIO JieKapCTBEHHBMM/ npernapaTamMu, XpaHeHue,
MBTOTOBJIEHME ¥ OTIIYCK JIEKAPCTBEHHHBX I[PENapaToB OJisg BETEPUHAPHOTO
IIPVMMEHEHVS B COOTBETCTBUM C TpeboBaHMAMM HacTodAmero JdemepalyibHOTO
3aKOHAa;

37) danbcubmumMpoOBaHHOE JIEKAPCTBEHHOE CPEeNCTBO — JIEKapCTBEHHOE
CpencTBO, CONPOBOXIaeMoe JIOXHOM MHOOpMaALMENM O ero cocTaBe u (Miu)
IIPOU3BOAUTETIE;

38) HenobOpokaueCTBEHHOE JIeKapCTBEHHOE CPEeINCTBO — JIEKapCTBEHHOE
CpeICTBO, He COOTBETCTBYylee TpebOoBaHMAM QapMakOoNeMHOM CcTaTbU JMOO
B CJlyyae e€e OTCYyTCTBUSA TpebOoBaHMAM HOPMAaTMBHOM HOOKYMEHTALIMU WJIU
HOPMATMBHOT'O HOOKYMEHTA;

39) xoHTpabakTHOE JIeKapCTBEHHOE CPenCcTBO - JIeKapCTBEHHOE
CpencTBO, HaxoZdulleecs B obopoTe c HapylleHMeM TPaXxIaHCKOTIO
3aKOHOIATEeJNIbCTBA;

40) DOKIMHMUYECKOE MCCJIeHOBaHMe JIeKapPCTBEHHOTO cpencrnaa =
BrosornuuecKme, MUKPOBMOJIOTNYECKYE, VIMMYHOJIOTUUYECKUE,
TOKCHUKOJIOTHMUECKKEe, GapMakKoJioTMuyeckue, OusMdeckue, XUMUUECKUE n
Ipyrue nccIenoBaHus JIEKAPCTBEHHOI'O CpencTBa IIyTeM IIPUMeHeHUS
HayUHBIX METOIOB OLIEHOK B eyax [IOJIyYEeHMU IOoKasBaTeJILCTB

fe30nacHOCTH, KadecTBa ¥ 50OeKTMBHOCTM JIEKAPCTBEHHOT'O CpPenCcTBa;
41) KIMHMUECKOE MCCJIeIOBaHUe JIEKAPCTBEHHOT'O npernapara =
n3ydeHue OMAaTHOCTUUYECKUX, JleueOHHIX, OpodUIIaKTUUECKUX,



bapMakoJIOIMUYEeCKMUX CBOMCTB JIEKaPCTBEHHOI'O IpelapaTa B [polecce ero
IIPMMEHEHMS y YeJIOBeKa, XMBOTHOI'O, B TOM YMCJIe IPOLIeCCOB BCacChBaHMA,
pacnpenesyieHmns, M3MEeHEeHMS M BbIBeIOeHMd, NyTeM [IPMMEeHEeHMS HayuHBHIX
MeTOIOB OLIEHOK B LeJAax I[OJIydeHMs IJOKa3aTeJIbCTB 0e30nacCHOCTH,
xauecTBa ¥ 50PeKTMBHOCTM JIEKAaPCTBEHHOT'O IIpenapara, IOaHHBIX o
HexXeJlaTeJIbHEIX peaKUMAX OopraHM3Ma UYeJioBeKa, XMBOTHOI'O Ha I[IPMMEeHeHMe
JIEKAPCTBEHHOTO IpernapaTra u o6 sdbexTe ero B3aMMONEMCTBMA C OPYIUMU
JIeKapCTBEHHBIMM NpelapaTaMy M (MaM) OMIEBEIMM NPONYKTaMM, KOPMaMM;
42) MHOTOLIEHTPOBOE KJIMHMUECKOe MCCJIeIOBaHUe JIEKAPCTBEHHOT'O
npenapaTra Ojig MeIOUUMHCKOTO I[IPMMEHEeHMA — KIMHMYEeCKOe MCCJIeHOoBaHMe
JIeKAPCTBEHHOT'O IIpellapaTa Ojas MeOMUMHCKOTO INIPMMEeHEeHMS, [IPOBOAMMOE
pa3paboTuMKOM JIEKAPCTBEHHOT'O IMpelapaTa B IBYX M 0Dojiee MeOMLMHCKUX

opraHmM3auMax [0 eIOVMHOMY IPOTOKOJY KJIIMHUYECKOTO MCCJIeHOBAaHMA
JIeKapPCTBEHHOT'O IIpelnapara;

43) MexOyHapoOHOE MHOTOLIEHTPOBOE KJIIMHUYECKOE MCCcIegoBaHMe
JIEKaPCTBEHHOT'O IpelapaTa OJg MEOIMUMHCKOTO NPMMEHEHMS — KJIMHUMUECKOE
MCCJIeOOBaHME JIEKapCTBEHHOTO IpelapaTa OJd MeIMLIMHCKOI'O [IPUMMEHEHUHd,
IIPOBOOMMOE PaspaboTuMKOM JIEKAPCTBEHHOTO I[penapaTta B PasJIMUHBIX
CTpaHax 1o eIMHOMY IIPOTOKOIY KJIMHUYECKOTO MCCJIeHOBaHMUS
JIEKAPCTBEHHOI'O Ipenapara;

44) nocTpermMcTpalMOoHHOE KJIMHNYECKOe MccJlenopaHue
JIeKAPCTBEHHOT'O IIpelapaTa Ojd MeOMUMHCKOTO NIPMMEeHeHMS - KIMHMYUECKOe

MCCJIeOOBaHME JIEKAPCTBEHHOTO IIpeliapaTa IOJjI4d MeOUMIUIVMHCKOI'O IIPMMEHEHMA,
npoBpoOmMMoe InIpomsBoIMUTEIJIEM JIEKaApPCTBEHHOTI'O InperapaTa, I‘pa)K,E[aHCKI/HZ
O@OpO’I‘ KOTOPOI'O OocCcylmecCcTBJIA€eTCA IIOCITIe I‘OCYJIapCTBeHHOﬁ permncrpaunr, B

HeJyax IOIMOJIHUTEJIEHOT'O cBopa IOaHHEX o ero ©0e30IacHOCTU U
sbdexTuBHOCTH, pacumpeHus rIoKasaHum K [IPYMEHEHUIO IDaHHOTO
JIEKAPCTBEHHOT'O IIpellapaTa, a TakXe BLHIABJIEHMS HeXeJlaTeJIbHBIX peaKLUM

IIallMeHTOB Ha eI'o IelCTBUE;

45) mccrnenmoBaHMe OMOBKBUBAJIEHTHOCTM JIEKAPCTBEHHOT'O IperaparTa -
BUI KJIMHWUYUECKOT'O MCCJIEINOBAHMS JIEKAPCTBEHHOT'O IIpernapara, [IPOBeIeHMe
KOTOPOT'O OCYUWLECTBJIIETCsS HJIs OIpeleJleHMs CKOPOCTM BCaChHBaHUA U
BEHIBEIIEHUHA OIHOTO UM HECKOJbKMX objlamaommx GapMaKoJIoTMUeCKOM
AKTMBHOCTBIO IEeVIC TBYOIMX BelecTs, KOJIMYeCTBa JIEKAPCTBEHHOTO
npenapara, OOCTUTAKIETO CUCTEMHOT'O KPOBOTOKA, M PE3yJIbTAaThH KOTOPOI'O
[IO3BOJIAIOT CHEJIaTh BEBOA O OMOBKBMBAJIEHTHOCTU BOCIPOMBBEINEHHOTO
JIEKAPCTBEHHOT'O IIpellapaTa B OIpeHeJIeHHHX JeKapCTBeHHOW dopMe U
IO3UPOBKE, COOTBETCTBYIMX bopme n IO3BUPOBKE pebepeHTHOTO
JIEKapCTBEHHOTO Inpernapara (B pen. &demepasibHOT'O 3akKoHa OT 22 nexabps
2014 . N 429-03 - CoOpaHMe 3aKOHOIATeJIbCTBa PoccurickoM denepauuu,
2014, N 52, cT. 7540);

46) mccrenmoBaHME TepaleBTUUECKOM SKBUBAJIEHTHOCTM JIEKAPCTBEHHBIX

penapaTos = BUI KJIMHUYECKOTO MCCJIeHOBaHMA JIeKapCTBEHHBIX
npenapaTos, I[OIpOBeleHMe KOTOPOI'O OCYLEeCTBJIASTCH onsa BEISBJIEHMS
ONVMHAaKOBBIX CBOMCTB JIeKapCTBEHHBIX penapaTos onpeneJIeHHOM
JIeKapCTBEeHHOM (QOPMEI, a TaKXe HaJlMuuga OOMHAKOBEIX noxKasaresen

fezonacHoOCT ¥ 20OEKTUMBHOCTM JIEKAPCTBEHHEIX NPENapaToB, OOMHAKOBEIX
KIVMHUYECKUX 30PeKTOB NpM MX NPMMEHEHMUM;

47) OpPOTOKOJI KJIMHMYECKOT'O MCCJIeOBaHUA JIEKAPCTBEHHOT'O
npenapara - IOOKYMEHT, B KOTOPOM ONpPenesysainTCH uenu, bopmer
OpraHM3auuM ¥ MeTOIOJIOTMSA MNPOBEIEeHMSa KIMHMYECKOT'O MCCJIeIOBaHMUA,
CTaTUCTUUECKHME MeTOIbl O0pabOoTKM pPe3yJibTaToOB TakoI'0 MCCJIeNOBaHUA U
Mepel IO obecrneueHUio 60e30NacHOCTM OUBUMUEeCKMX JIML, YyYaCcTBYOUIMUX B



KJIMHMUYECKOM MCCJIeNOBaHUM JIEKAPCTBEHHOI'O IIpelaparTa;

48) Opomropa MCCJemoBaTejJis - CBOIHOE U3JIOKEeHME pPe3yJIbTaTOoB
OOKJIMHMYECKOT'O MCCJIeOOBAHMSA JIEKAPCTBEHHOT'O CPeACTBa M  KJIMHMUECKOIO
MCCJIeOOBAaHUSA JIEKAPCTBEHHOT'O IpelapaTa Iojs MeIMLUMHCKOITO IIPUMEeHEeHUS;

49) mHQOPMALMOHHBEIM JIMCTOK I[alMeHTa - IOOKYyMeHT, B KOTOPOM
comepxaTcsa B IOOCTyNHOM (QopMe CBeIeHMs, KacaolMecs I[IPOBOIOMMOIO
KJIIMHMYECKOI'O MCCJIeNOBaHMa JIEKapCTBEHHOI'O IIpelnapaTa, M B IMCbMEHHOM
bopmMe 1noOPOBOJILHOE CcoIvlacMe IlallMeHTa Ha ydYacTue B KIIMHUUECKOM
MCCJIeDOBAHUM JIEKAPCTBEHHOI'O npernapara ocJje O3HaKOMJIEHUH c
OCODEHHOCTSAMM KJIMHMYECKOT'O MCCJIeNOBaHMsa, UMEUMMM 3HadeHMe [JId
BEID&XEHMSA TaKOI'O COIJlacus;

50) nobouHOe IeMcTBMEe - peakKuMs OpI'aHM3Ma, BO3HUKIIAS B CBA3U C
IIpMMEHEHMEM JIEKapCTBEHHOI'O IIpelapaTa B HOO3aX, pPeKOMeHIOYyeMHBX B
MHCTPYKLMM IO €ero [OpMMEHEeHMD, »Oid OPpodMIaKTMKM, OMaTHOCTMKM,
JleyeHMsa 3aboJieBaHMSA MM OJI peabuauTalumnn;

50-1) HexeJlaTeJibHAas peakKUMs - HeNpelHaMepeHHas HeOJaTronpusTHas
peakuus opTraHM3Ma, KoTopas MoxeT OBTb CBsa3aHa c IIPUMEHEHMEM
JlekapcTBeHHOTO npenapara (nyHkT 50-1 BBeneH denepaJlibHEIM 3aKOHOM OT
22 mexabps 2014 . N 429-03 - CoOpaHmMe 3BaKOHOHNATEJILCTBAa POCCUMCKOM
demepaumn, 2014, N 52, cr. 7540);

51) cepbesHas HexeJlaTeJlbHAs peaklusa - HexeJlaTeJibHasa peakKlus
opraHmu3Ma, CBs3aHHasg C [IPUMEHEHUEM JIEKaPCTBEHHOTO npenapara,
npueenuas K CMEPTM, BPOXIEHHBIM aHOMaJMAM MM [IOpOkKaM pasBUTUS JMOO
npencraeigomas coOol yrpol3y XM3HM, TpebOyoulas IocCOouTalM3aluuy Ui
npuBelllasgs K CTOMKOM yTpaTe TPYINOCIOCOOHOCTUM M (MIIM) MHBAJIMIOHOCTH;

52) HemnpeIBUIEeHHas HexeJlaTeJlbHasd peakuusa — HexeJjlaTeJbHas
peakLMsa opraHM3Ma, KOoTopas CBA3aHa C I[IPMMEeHEeHMEeM JIeKapCTBEHHOTO
npenapaTa B IOO3axX, PEKOMEHIOYEMHEX B IIPOTOKOJIE eI'0 KJIMHUYUEeCKOI'O
MCCJIeDOBAaHUS, Bporope uccyenoeaTensd, ZN)IZS c IIPUMEHEHUEM
JIeKAaPCTBEHHOT'O IIpellapaTa B HO3aX, PeKOMeHAOyeMbIX B MHCTPYKLMM IO €TI0
IPMMEHEHMIO IJIS NPpOoOMIaKTMKM, »OMarHOCTUKM, JiedeHusa 3aboJjieBaHMA MM
MEeIMUMHCKOM peabunuTaumy NauueHTa, U CYHHOCTb, TSAXECTb WM MUCXOI
KOTOPOM He COOTBeTCTByeT MHboOpMauUMM O JIEKAPCTBEHHOM IIpelapare,
comepXalleMicsi B NPOTOKOJIE €TI0 KJIMHMYECKOI'O MCCJenoBaHusa, Opolwpe
ucciemoBaTensa MAM B MHCTPYKLUMM  II0 IIPMMEHEHUIO JIEKaPCTBEHHOTO
npenapara (B pen. demepasibHOTO 3akoHa oOT 22 pnekabps 2014 r. N
429-33 - CobpaHMe BakKoHOImaTenbCcTBa Poccuimickou denmepaumm, 2014, N
52, ct. 7540);

52-1) dapmakoHan30p = BUL OesaTeJIbHOCTU II0 MOHUTOPUHTY
5bbexTUBHOCTM M Oe30IaCHOCTM JIEKAPCTBEHHBEIX IIpellapaToB, HallpaBJIEHHBIN
Ha BHIABJIEHME, OLEHKY U I[IpeloTBpalleHMe HexeJlaTeJIbHBX [IOCJIeOCTBUM
IIPVMMEHEHMS JIEKAPCTBEHHEIX penapaToB (nOyHKT 52-1 BBeneH denmepalibHBEM
3akKoHOM OT 22 nmekxabpsa 2014 r. N 429-03 - CoOpaHmMe BaKOHONATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540);

52-2) nnaH ynpaBJieHMs PUCKaAMM - [NOOPOOHOE ONMCAaHMUE MEePOIIPUSATUN
no dapMakoHan3opy, HalpaBJIEHHEIX Ha BEISIBJICHUE, OLIEHKY n
IpenoTBpalleHMe MM MUHMMM3alMIO PUCKOB, CBA3aHHBIX C JI€KapCTBEHHBIMU
npenapaTaMy, BKJIOUAS OlLEeHKY 200eKTMBHOCTM INAHHBIX MePONPUATUM (IIYHKT
52-2 BBezmeH OdezepalibHEM BaKOHOM OT 22 nexabpsa 2014 . N 429-03 -
CobpaHMre 3BakoHOIaTesibCTBa Poccumckom denmepaumm, 2014, N 52, cT.
7540) ;

53) peuenT Ha JIeKAPCTBEHHHM [OpenapaT - MeIMUMHCKMUM IOKYMEHT
YCTAaHOBJIEHHOM (QOpPMBI, CoOIepxXallMil HaszsHaueHMe JIeKAPCTBEHHOT'O IpelaparTa



IJIA MeIMIVMHCKOI'O IIpMMEeHEHUA, BBIIIA HHEBIV MeIIMIVIHCKVM paGOTHMKOM B
neJjigdxX OTIIyCKa JIEKAapPCTBEHHOTO npernapara VJn ero M3TOTOBJIEHUA 121
OTIIyCKa Ha 6yMaXHOM HOCHUTEeJIe 12N %8 C corgiacmd IIauMeHTa WM €TI0

3aKOHHOT'O IpenCcTaBUTeld B bopme BJIEKTPOHHOTO IOOKYyMEeHTa,
IIONNIMCaHHOTO c MCIIOJIb30BaHMEM YCUJIEHHOM KBalIMOUUMPOBAHHOM
BJIEKTPOHHOM [IOIONIVCHU MEeIMUVHCKOTO padoTHMKE, NiZiele) IOOKYMEHT

YCTaHOBJIEHHOV (QOPMBI, COIepXallMi Ha3HaueHMe JIeKapCTBEHHOT'O IperapaTa
OJI9 BETEePMHAPHOTO IIPMMEHEHMS, BHEIOAHHBEM BEeTEepPUHAPHEIM pPaBOTHUKOM B
uejigax OTIycka JeKapCTBEHHOTO IpelapaTa  WIM eTI'0 M3TOTORBRJIEHUS U
OoTIycka Ha OyMaxHOM HocuTejie (B pen. demepalibHOTO 3akoHa OT 29 wuons
2017 . N 242-93 - CobpaHMe BaKOHOIAaTeJIbCTBa Poccurickor demepaumu,
2017, N 31, cT. 4791);

54) TpeboBaHUe MEeOUILIMHCKOM opraHmM3aumy, BeTEepUHAPHOMU
opraHM3auuMy - OOKYMEHT YCTAaHOBJIEHHOM (QOPMEL, KOTOPHIM BHIIIMCAH
MENULUVHCKMM WJIM BeTEepMHAPHBIM PabOTHMKOM, MMEIMYM Ha 2TO IpaBO, U
COIEepXUT B OMCbBMEHHOM GQopMe yKasaHMe alTedHOM opTaHu3aumm o6
OTIIyCKe JIeKapCTBEHHOTO IIpenapaTta MM O eT'0 UITOTOBRJIeHUM U 00
OTHyCKe IJidg obecrnieueHus J1eue®HOTO npouecca B MeIVLIMHCKOM
opraHM3aluuy, BEeTEePUMHAPHOM OpITaHM3alNM;

55) kowmmekcHas OlleHKa JIEKApPCTBEHHOTO IpenapaTa - OlleHKa
3apeTrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IpelapaTa, BKJoYawimas B cebsa
aHanys wuHOOPMALMM O CPaBHUTEJIbLHOM KJIMHMUECKOM 5HOQeKTUMBHOCTU U
0e30MIaCHOCTHM JIEKapCTBEHHOT'O npenapara, OLIEHKY SKOHOMMUECKIUX
IIOCJIEOCTBUY eT0o IpPUMEeHeHMUd, UIYyUeHMNe IJONOJIHUTEJIbHEIX I[1OCJIEeOCTBUM
IPpUMEeHEeHUA JIeKapCTBEHHOT'O IpenapaTa B Lejax OPUHATUA PEeleHuM O
BOBMOXHOCTM BKJIOUEHMS JIEKAPCTBEHHOT'O IIpelapaTa B I[epedeHb XMBHEeHHO
HeOOXOOMMEIX M BaXHeMIMX JIeKapCTBEHHBIX IIpelrnapaTosB, HOpPMaTUBHEE
IpaBOBBIE AKTH ¥ MHBIE HOOKYMEHTH, Olpelesidilyre HOPAOOK OKasaHUA

MEeIMUMHCKOMY I[IOMOWM, MM MCKJIOUEHMS eT'0 M3 YyKAa3aHHHX [1epedHs, aKTOB
M IOOKyMeHTOB (nyHkT 55 BBenmeH denepalibHBEIM 3aKOHOM OT 22 nekabps
2014 . N 429-03 - CobpaHMe BaKOHOIAaTeJNIbCTBa Poccurickor demepaumu,

2014, N 52, cT. 7540);
56) cucTeMa MOHMTOPMHI'E IOBWXEHUs JIeKQaPCTBEHHEIX NIPelapaToB IJis

MeIVILIVMHCKOTI'O IIPMMEHEHNMA - @enepanbﬂaﬂ r'oCcynapCTBEHHAaA
MH@OpMaHMOHHaH cucrTeMa MOHMTOPMHI'A IOBVIXEHMA JIEKAaPCTBEHHEIX
InperiapaToB IOJIA MEIMIVHCKOI'O IIPMMEHEHUA oT InIpomsBOoIOMUTETIA o

KOHEUHOTO MoTpeduTesyida C MUCHIOJIb30BAaHMEM B OTHOWEHUM JIEKAPCTBEHHBIX
npenapaToB IJisg MEOUIMHCKOTO MNIPMMEHEHMS CPenCTB MAeHTUubMKaALMy (IyHKT
56 BBezmeH denepaJibHEIM 3aKoOHOM OT 28 nexabpsa 2017 r. N 425-03 -
CobpaHme BakoHOmaTelnbCcTBa Poccumickon demepaumm, 2018, N 1, cr. 9).

T'smaBa 2. llonmHOMOUMA GenepallbHEIX OPIaHOB MCIIOJIHUTEJIbEHOM
BJIACTM, OPTaHOB MCIIOJIHUTEJIBHOM BJIACTM CYyOBEKTOB
Poccurickonm Permepaluum Ipu oOpalleHUM JIeKapCTBEHHBIX
CpencTs

Crarbsa 5. IlomHoMOuMs demepasibHBIX OPTAHOB MCIIOJIHUTEJIbHOM
BJIaCTM IIpM oOpalleHUM JIEKAPCTBEHHBIX CPEeICTB

K nomHoMoOumMsaM (QenepalibHEIX OPI'aHOB MCIIOJIHMTEJIBHOM BJIACTM IPK
oBpalleHUM JIeKaPCTBEHHEX CPEeICTB OTHOCATCA:

1) nposezmeHme B Poccurickoy OdenmepaluyM €OMHOM I'OCyIapCTBEHHOM
IOJIUTUKM B OOJjlacTM OOecCIleueHMs JIEKAPCTBEHHBIMM [pelapaTaMy I'pPaxXIaH B



Poccurickon demepaumm (B pen. demepalibHOTO 3akKoHa oT 22 nekabps 2014
r. N 429-03 - CobpaHMe 3BakKoHOZaTesNbCTBa Poccurickor demepaumm, 2014,
N 52, cT. 7540);

2) yTBepxIeHMre oOmMxX (QapMaKOIeMHEX crarewy, bapMaKOIEMHEIX
cTaTeM, m3OaHue TOCYyOapCTBEHHOM O(apMakolleu, CO3OaHue U BeleHUe
peecTpa GapMaKOIEMHEX CTAHIOAPTHEX 00pasuoB (B pen. demepalilbHOTO
3akoHa OT 22 npekxabpsa 2014 . N 429-03 - CoOpaHmMe BaKOHONATEJILCTBA

Poccurickon demepaumm, 2014, N 52, cr. 7540);
3) ocymecTBJIeHME T'OCYINAapCTBEHHOT'O KOHTpPOJIS (Hamsopa) B coepe

ofpameHys JIEKAPCTBEHHHX CpenCcTB (B pen. demepalibHOT'O 3akoHa OT 25
mioHg 2012 1. N 93-03 - CobpaHMe B3aKOoHOIAaTeJIbCTBa POCCUMCKOM
demepauunu, 2012, N 26, cr. 3446);

4) JMLeH3VPpOBaHUE IIPOMU3BOICTRBA JIeKapCTBEHHEIX CpeIncTB n

bapmMalleBTUUECKOV IOEeATeJIbHOCTM B COOTBETCTBMM C 3aKOHOINATEJILCTBOM
Poccurickom denmepaumm;

5) opraHmuzauMsa BKCIEPTU3H JIEKAPCTBEHHEIX CPEICTB, DSTUYECKOMU
3KCIIEPTU3EL BO3MOXHOCTHU IpoBeneHns KJIMHUYECKOTO MCCJIeDOBAaHUS
JIeKapCTBEHHOT'O IpernapaTa OJlsd MeIMIMHCKOT'O I[IPUMEHEeHUs, BKCIepTU3E
IOKYMEHTOR, nIpencTaBJIeHHBEIX ons onpenesieHmns BOBMOXHOCTH
paccMaTpMBaThL JIEKAPCTBEHHBM OpernapaT IOJds MeIULVHCKOTO IPUMMEeHEHUSI
IpM T'OCYINapCTBEHHOM perucTpaluy B KadecTBe OpdaHHOIT'O JIEKAPCTBEHHOI'O
npenapara (B pern. demepalyibHOT'O 3akoHa oT 22 nexabps 2014 r». N
429-93 - CobOpaHMe 3BakKoOHOIaTesibCcTBa Poccumckom denmepaumyu, 2014, N
52, cT. 7540);

5-1) opraHusBaLMs NPOBEIEHMS KOMIIJIEKCHOM OLEHKM JIeKapCTBEHHOTO
npenapara B Hesyax TIPUHATUS PeleHMM O BO3MOXHOCTM  BKJIOUEHUS
JIeKapCTBEHHOTO IperapaTra B IIepeyeHb XMBHEHHO He 0B XONVMEIX n
BaXHEWIMX JIEKAPCTBEHHHX IPernapaToB, HOPMATMBHEE I[IPABOBHE AKTH U
WHBIE HOOKYMEHTH, OIpeleyigolMe TOPSOOK OKAa3aHUS MEeIUIMHCKOM I1OMOIIM
WM MCKJIOUEHMS €TI0 M3 YyKasaHHBIX [epeuyHs, aKTOB UM HOOKYMEHTOB (IYyHKT
5-1 BBemeH OdenepalibHEIM 3aKOHOM OT 22 nekabps 2014 r. N 429-03 -
CobpaHMe BakKoHOImaTenbCcTBa Poccuiickou demepaumnu, 2014, N 52, cT.
7540) ;

6) BHIAYa pas3pelleHMy Ha I[IPOBeIdeHMe KJIMHUUYECKUX MCCIJIeNOBaHUM
JIeKapCTBEHHBIX IpPelapaToB, BeleHMe peecTpa BHIAHHBIX pPal3pelleHuy Ha
IIpOoBeeHMe KIIMHUUECKUX MCCJIeNOBaHUM JIEKAPCTBEHHBEIX IIpelapaToB;

7) TocyIapCTBeHHas perucTpaumns JIeKapCTBEHHEX npenapaTos,
BeIeHMe T'OCYINapCTBEHHOT'O peecTpa JIeKapCTBEHHBIX CPENCTB;

8) opraHuzauus u (1) NpOBEIEHME MHCIEKTUMPOBAHMA CYyOBEKTOB
oBpaleHus JIeKapPCTBEHHEIX CPEICTB Ha COOTBETCTBME [IpaBUIlaM HalJlexallel
J1afopaTopHOM MNPaKTMKM, OpaBujlaM HaOjexalley KJIMHUUEeCKOM NpakKTUKH,
npaBUJIiaM HalJlexallel MNPaKTUKM XPaHeHUS U IIepeBO3KUM JIEKAaPCTBEHHHX
npernapaToB, OpaBuilaM HaIJlexallel OUCTPUOBITOPCKOM MNPaKTUKM, IPpaBUIlaM
Hajexaumel alTedHOM NpakTuky (B pen. JdemepalibHOI'O 3akoHa oT 22
nexabpsa 2014 1. N 429-03 - CobBpaHre 3akKOHOIATEJLCTBAa POCCUICKOM
depmepauun, 2014, N 52, cr. 7540);

8-1) opraHmzauusa u (MUIJIM) OPOBEIeHMEe MHCIEKTUPOBAHUSA CyOBEKTOB
oBpalleHUs JIEKAaPCTBEHHEIX CPEINCTB Ha COOTBETCTBMEe TpeOOBaHMAM IIpPaBUIl
Haexaumen IIPOM3BONCTBEHHOM IPaxKTUKHA, BEIIAUA 3aKJIOUEHUM o)
COOTBETCTBUM INPOMBBONUTEJIS JIEKAPCTBEHHEIX CPENCTB TpeOOBaHMUAM MIPaBUII
Haznjexaley MNPOMBBOINCTBEHHOM NPakTukM (nOyHKT 8-1 BBemeH denepalibHBEM
3aKOHOM OT 22 nekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJIbLCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540);



8-2) yCTaHOBJIEHME TOpsAOKa BEeIOeHMs UM BeIeHMVe TOCYyIapCTBEHHOTO
peecTpa BakKJIOUEHMM O COOTBETCTBMM [IPOMBBOOUTEIIS JIeKapCTBEHHBX
cpencTB TpebBOBaHMAM MNPABUII HaIJeXalley NPOM3BOICTBEHHOM MNPAKTUKMU
(nyHkT 8-2 BBemeH denepalibHBEIM 3akKOHOM OT 22 nekabps 2014 1©. N
429-93 - CobpaHue 3BakoHOIaTesbCTBa Poccuvickom denmepaumm, 2014, N
52, cT. 7540);

9) TocymapCTBeHHas pPerucTpalmMs YCTAHOBJIEHHHEX MIPOM3BOOUTEIISIMA
JIEeKapCTBEHHBIX I[IPENapaToB MPEenesibHEIX OTIYCKHBEIX IIeH Ha XM3HEHHO
HeoOXOoOUMEIE n BaxHeMmme JIeKapCTBEHHBIE npenapaTe M = BeIeHUe
TOCYIapCTBEHHOTO PeecTpa NPEeleJIbHEIX OTIIYCKHEIX IIeH MNPOM3BOINMUTEJIEN Ha
JIeKAPCTBEHHEIE IIpernapaTh, BKJIOUEHHBE B IIepeUeHb XMBHEHHO HeOOXOIVMEIX
¥ BaXHeMIMX JIEKAPCTBEHHEIX I[IPENapaToB;

9-1) corysacoeaHue IIPOEKTOB PpPEULEHMM OPI'aHOB MCIOJIHUTEJIbHOM
BJlaCTU CyOBeKTOB Poccurickoy Odemepaumm o060 YyCTAHOBJIEHUMM U (1)
VI3MEeHEeHUU Ipenesib HbIX pPas3MepoOB OITOBHEIX Hanb®aBOK U IPenejibHBIX
pPa3MepoB POBHUYHEIX HambBaBOK K baxkTHUUeCcKUM OTIIYy CKHEIM LeHawm,
YCTaHOBJIEHHBIM IPOU3BOONTEIIIMA JIeKapCTBEHHBIX npenapaTos, Ha

JIeKAPCTBEHHBIE TIpernapaTh, BKJIOUEHHBE B IIepeUeHb XVMBHEHHO HeOOXOIVIMEIX
M BaXHEMIMX JIeEKAPCTBEHHHIX MpernapaToB (NyHKT 9-1 BBemeH demepalibHBEM
3akoHoM oT 13 wmionag 2015 . N 241-03 - CobpaHme 2BaKOHOOATEJILCTRBA
Poccurickon demepaumm, 2015, N 29, cr. 4367);

10) ycTaHOBJIEHME nopsanoka BBO3a JIEKAPCTBEHHEIX CPEencTB B
Poccurickyno demepalumio M BEBO3a JIEKAPCTBEHHHBIX CPEOCTB M3 PoCcuMMCKOM
demepauuu (B pen. demepalsibHOTO 3akoHa oOT 22 nekabps 2014 r. N
429-33 - CobpaHMe BakKoHOmaTenbCcTBa Poccuimickom denmepaumm, 2014, N
52, cT. 7540);

10-1) BHImaua, YCTAHOBJIEHMe MNOpSIKa BHIAUM M QOPMBEl JOKYMEeHTa,
KOTOPHIM IIONTBEPXIaeT, UYTO I[POM3BOINCTBO JIEKAPCTBEHHOT'O IIpelapara
OCYWEeCTBJIEHO B COOTBETCTBUM C TpeOOBaHMAMU IIPaABUIL Haexaumen
IPOM3BOINCTBEHHON MNPAKTUKM, U MOIJIEXUT MNPENCTaBJIEHMIO 10 TpeOOoOBaHUIO
YIOJIHOMOUYEHHOT'O OpTaHa CTPAaHe, B KOTOPYK BBOBUTCS JeKapCTBEHHHM
npenapart (myaxkT 10-1 BBemeH OdenepalibHEIM B3aKOHOM OT 22 nekabps 2014
r. N 429-3d3 - CobBpaHue 3BakKoHOImaTenbCcTBa Poccuiickon demepaumm, 2014,
N 52, cT. 7540);

10-2) BHIDaua, YCTAHOBJIEHMe IOpsSlKa BHIaAYM M QOPMEl JOKYMEeHTa,
comepxamero CBeIeHUs o CTaIusax TEXHOJIOTUYECKOT'O rnpolecca
IIPOM3BONCTEBA JIEKAPCTBEHHOI'O CpPenCcTBa IJig MEeIOMUMHCKOI'O I[IPMMEHEeHUHd,
OCYHMECTBJIAEMEIX Ha TEPPUTOPUM EBPa3mMMCKOTO 3SKOHOMUUECKOTO COI3a
(nyuxT 10-2 BBenmeH OdemepalibHEIM 3akoHOM OT 22 mekabps 2014 . N
429-33 - CobpaHMe sBakKoHOmaTesnbCcTBa Poccuimickom denmepaumm, 2014, N
52, cr. 7540; B pen. demepasibHOTO 3akoHa oT 13 wmomag 2015 r. N
241-903 - CobpaHMe 3akKoHOIaTesibCTBa Poccumckom denmepaumnyu, 2015, N
29, cr. 4367);

11) cozmaHMe COBETOB IO BOIpOCaM, CBSA3aHHEM C OOpalleHueM
JIEKAPCTBEHHBIX CPEenCTB;

12) aTrrecTrauusa U cepTudMkalMsa CIeUMaJIMCTOB;

13) (OyHkT 13 yTpaTwuil CuJly Ha OCHOBaHuM OdenepalibHOT'O 3akKoHa OT
2 wions 2013 1©. N 185-03 - CoOpaHmMe 3aKOHOHNATEJILCTBA POCCUMCKOM
demepaumnu, 2013, N 27, cr. 3477)

14) ocymecTriieHue GapmMakoHan3opa (B pen. denmepalibHOT'O 3aKOHAa
or 22 npexabps 2014 1. N 429-03 - CobpaHMe 3BaKOHONATEJILCTBA
Poccurickon Qemepaumm, 2014, N 52, cr. 7540);

15) yuyacTue B MeXIOyHapOIHOM COTPYIOHUUECTBE;



16) noJsiydeHMe IO 3alpocaM YIIOJIHOMOUYEHHOTO G(elepasibHOTO opTraHa
VICIIOJIHUTEJIBHOM BJIACTM OT OPTAHOB MCIOJHMTEJIbBHOM BJIACTU CYyOBEKTOB
Poccurickom demepaumy, a TakKXe OT CyDOBEeKTOB OOpalleHMA JIeKAapPCTBEHHBIX
CpenCcTB IJid MEeOUMUIMHCKOTO IpPUMEHEHUS vHbOPMaUUM 1o BOIIpOCaMm
YCTAHOBJIEHUA UM IIPMMEHEHMS lLeH Ha JIeKapCTBEHHBIE IIperlapaTH M HalbaBOK

K HUM;
17) npuMeHeHUE Mep OTBETCTBEHHOCTMU 3a HapylueHue
3aKOHOIATeJNIbCTBa Poccuyckon demepalmu;
18) yTBepxOeHMe IpPaBWUJI HaLjexaley JabopaToOpHON IPakKTUKA,
IpaBWJI HaIjexalen KJIMHNYECKOM IPaKTUKHA, IpaBuUIl HaJjexamen

IPOM3BONCTBEHHONM MNPaKTMKM, [OPaBUJI HaIJexalel NPaKTUKM XPaHeHUS U
IIEPEBO3KU JIeKapCTBEHHBX IpernapaTos, npaBmil Haexauen
OUCTPUOBITOPCKOM NPakTUKM, [IpaBWJI HaOjexalley alTedHOM NIPaKTUKM,
npaBuMiyl HaJexaumer OPpakKTUKM bapMakoHam3opa JIeKAPCTBEHHHBIX IPenapaToB
o9 MEeOMLMHCKOTO NpMMeHeHMa (nyHKT 18 BBemeH demepasibHBEIM 3aKOHOM OT
22 pexabps 2014 r. N 429-03 - CoOpaHMEe 3aKOHOIATEJILCTBa POCCUMCKOM
demepaumnu, 2014, N 52, cr. 7540);

19) ycTaHOBJIeHMe Topsanaka GOpMMPOBAHMS PETMCTPALMOHHOTO HOOCHe
Ha JIEKAPCTBEHHHI HOpenapat u TpefoBaHMM K OOKYMEHTaM B €TI0 COCTaBe
(nysxkT 19 BBemeH demepalibHEIM 3akKoOHOM OT 22 mekadbpsa 2014 r. N 429-03
- CobBpaHme BakoHOmaTesibCTBa Poccuiickou denmepauwm, 2014, N 52, cT.
7540) ;

20) yTBepXIOeHME TIPaBUJI PalMOHAJILHOTO BEIDOPA HaVMEHOBaHUM
JIEKAPCTBEHHBIX I[IpelapaToB IJisg MeOMUMHCKOTO [IpMMeHeHMus  (nyHKT 20
BBenen denepalibHEIM 3akKOHOM OT 22 nmekabps 2014 1. N 429-03 -
CobpaHMre 3BakoHOIaTesibCcTBa Poccumckom denepaumm, 2014, N 52, crT.
7540) ;

21) yTBepxIeHMe I[epeuHs HAMMEHOBAHUM JIEKAPCTBEHHHX QOpPM (MIYHKT
21 BBemeH OdenepalibHEIM BaKOHOM OT 22 nekabps 2014 1©. N 429-03 -

CobpaHMre 3BakoHOIaTesibCTBa Poccumckom denmepaumm, 2014, N 52, crT.
7540) ;

22) dopMmMpoOBaHME peecTpa TUIIOBEX MUHCTPYKLUM 10 MEIULIMHCKOMY
IIPMMEHEHMI0 B3aMMO3aMeHsIeMblX JIEKapCTBEHHBIX IIpelapaToB (IOyHKT 22
BBeneH OdenepasibHEIM 3aKOHOM OT 22 npekadbps 2014 . N 429-03 -
CobpaHre BakoHOZaTenbCcTBa Poccuiickou demepaumm, 2014, N 52, cT.
7540) ;

23) yTBepxIeHMe TpebOOBaHUM K MWHCTPYKLUMU 1o MEeIULVHCKOMY

[IPYIMEHEHMIO JIEKAPCTBEHHHX I[IPENapaToB M K MHCTPYKUMM IO BEeTEePUHAPHOMY
[IPYMEHEHMIO JIEKapPCTBEHHHX IIpenapaToB (nyHKT 23 BBemeH demepalibHBIM
3aKOHOM OT 22 nmekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540);

24) mocyne®HOe 3BaKpHTME CaMTOB, COIEPXalMxX nHOOPMa L0 o
PO3HUYHOM pomaxe OMCTAHLVOHHEM crnocobowm, IpenJIoXeHme o
nprodpeTeHun IOVCTaHLMOHHBIM criocoboM, IDOCTaBKe OVCTaHLMOHHBIM
crnocoboM U (MaM) HOepenade QUBUUECKOMY JIMIY IOMCTAHUMOHHBM CIIOCODOM
JIEKAPCTBEHHHX [IPENapaToB, HaPKOTUMUECKMUX JIEKAPCTBEHHBIX IPEenapaToB U
[ICUXOTPOIHEX JIEKAPCTBEHHBIX [pernapaToB, 3a MCKJIOUEeHMEM CJydaes,
YCTAHOBJIEHHHX [IpaBUTeJIbCTBOM Poccuiickoyn demepaumm (nyHKT 24 BBeIeH
denepallbHEIM 3aKOHOM OT 22 mekabpsa 2014 1. N 429-93 - CobpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

Crarbs 5-1. Ilepemaua OCYHMECTBJIEHMS I[IOJIHOMOUUM GerepalibHBIX
OPT'aHOB MCIIOJIHUTEJILHOW BJIACTK NPU OOpalleHUM



JIEKQPCTBEHHBIX CPEACTB OpI'aHaM MCIOJIHUTEJIbHOM
BJIaCTU CcyOwbekTOB Poccurickom demepauunm

[lonHoMoumsa GenepalsibHEIX OPI'AHOB MCIOJHUTEJIBHOM BJIACTU npu
obpalleHUMn JIEKapCTBEHHEX CpeIncTs, IpenyCMOTPEHHEE HaCTOAUWMM
denepallbHEIM 3aKOHOM, MOTYT IlepenaBaThbCHa IJjg OCYLECTBJIEHMA OpraHaM
VICIIOJIHUTEJIL HOM BJIACTU CyOBEKTOB Poccumckon denmepauun
IIOCTaHOBJIeHMAMU [IpaBUTeNLCTBA Poccumckom benmepauum B IOPAIOKE,
YCTaHOBJIEHHOM JdemepalibHEIM 3akKOHOM OT 6 okTabps 1999 roma N 184-903
"O6 ofmmMxX NOPMHLMIIAX OpTraHM3alMM 3aKOHONATEJIbHHIX (NIpelCTaBUTEJIbHBIX)

" VICTIOJIHUTEJIb HEIX OpPIaHOB TOCyIapCTBEHHOM BJIaCTU CcyOBEeKTOB
Poccurickort denepaumun" (crarbs 5-1 BBenmeHa denepallbHEIM 3aKOHOM OT 13
miosig 2015 ©. N 233-03 - Cob6paHMe B3aKOHOIATEJILCTBa POCCUICKOM

depmepauun, 2015, N 29, cr. 4359).

CraTbsa 6. [loJlHOMOUMSA OPI'@HOB MCIIOJIHUTEJILHOM BJIACTM CyOBeKTa
Poccurickom Penmepalummu Ipu oOpalleHUM JIeKapCTBEHHBIX
CpencTs

K nosmHOMOUMAM OPT'aHOB VICIIOJIHUTEJIL HOM BJIACTHU cyDOBeKTa
Poccurickoy denmepaluM OpU OOpalleHMM JIEKAPCTBEHHBIX CPEACTB OTHOCHATCS:

1) pazpaboTka M peanm3alyMs PEIMOHAJIbHHX IpoT'paMM oDeclieueHUs
HaceJIeHUs JIEKapCTBEHHEIMM IIpernapaTaMi;

2) YyCTaHOBJIEHMEe IIpeleJIbHHX pPasMepoB OIITOBEIX HanbaBoOK n
IpeleJIbHBIX PasMeEPOB PO3HMUHEIX HaIDaBOK K (QAKTUUECKMM OTIIYCKHEM
lleHaM, YCTaHOBJIEHHBIM [IPOM3BOAMTEJIAMM JIEKAPCTBEHHBIX IIpenapaToB, Ha
JIeKapCTBEHHBIe IIpelapaThl, BKJIOUEHHBE B IIepeueHb XM3HEHHO HeOOXOIVMBIX
¥ BaXHEMIMX JIEKaPCTBEHHBIX [IPElapaToB;

3) ocymecTBJIEHME PETMOHaJIbHOTO TOCYyHapCTBEHHOTO KOHTPOJA 3a
IPMMEHEHMEM LI€H Ha JIEKapCTBEHHBIE IIpelapaThl, BKJIOUEHHBE B IIepedeHb

XVMBHEHHO HeOOXOOUMEIX n BaXHeMIX JIeKapCTBEHHEIX pernaparTos,
OpTraHM3auUsaIMU OIITOBOM TOPT'OBJIM, AN TEeYHEIMU opraHM3aluusaMu,
MHOVBUOYaJIbHEIMU IpennIprHMMaTe I IMA, VIME VMM JIMLIEH3UIO Ha
bapmMmalleBTHMUECKY -HOesSTeJIbHOCTL (B pen. demepallbHOT'O 3akoHa oT 25
miong 2012 1. N 93-03 - CobpaHMe B3aKOHOJATeJIbCTBa POCCUMCKOM

demepaumn, 2012, N 26, cr. 3446);

4) npuHATHEe pelleHMs OO0 MCIOJb30BAHUM Ha TeppuUTopuM CcyObekTa
Poccurickoym denmepalum HapAnoy C PpeLenTaMM Ha JIeKapCTBEHHHE IIpernaparTh,
OQOPMIIEHHBEIMM Ha ByMaxHOM HOCUTEJIe, PEeLeNTOB Ha JIeKapCTBEHHHE
npenapaTe, CcOOPMUPOBAHHEX B GQOpPMe DJIEKTPOHHBIX INOKYMEHTOB (IYyHKT 4
BBenen OdenmepasibHEIM 3akoHOM OT 29 wmiong 2017 . N 242-93 - CobpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2017, N 31, cr. 4791).

T'maBa 3. TocymapcTBeHHas bapmakornes

Crarbs 7. PaspaboTka M M3IaHMe T'OCyIapCTBEeHHOM QapMakolew,
pasMelleHre IOaHHBEIX O HeMU

1. Ilom TOCyHapCTBEeHHOM OdapMakoleel I[OHMMaeTCsa CBOI obmmx
bapMakoneMHEIX cTaTel UM bapMaKOIIeMHEIX CTaTel.

2. Paspaborka ob0mmx GapMakKOIeMHEX CcTaTey u bapMaKOIeMHEIX
crarewu, B TOM uycise GapMakoIeMHBIXx CcTaTey Ha (QapMakoIleVHble

CTaHIapTHEIE OOpaslbl, ¥ BKJKOUEHME MX B T'OCYINapCTBEHHYK OGbapMakoIlen



OCyHmeCTBJIAKTCA B IIOpAIKe, YCTaHOBJIEHHOM YIIOJIHOMOYEHHEIM @enepaanblM

OPT'aHOM MCIIOJIHUTEJIbHOM BJacTu (B pexn. JdemepallbHOT'O 3akKoHa OT 22
nexabps 2014 . N 429-03 - CobpaHMe 3akoHOIATeJIbCTBa POCCUMCKOM
depmepaumnu, 2014, N 52, cr. 7540).

3. PaspaboTrka bapmakonemHoM CTaTbu Ha pebepeHTHEN

JIeKAPCTBEHHBI IIpelnapaT M BKJWNUEHMEe e€e B TOCYyIapCTBEHHYK (dapMaKoIlen
B TeUeHHUe Ccpoka IOeliCcTBUSA 3aIMUTE VICKJIOUMTEJILHOTO npaea,
YOOCTOBEPEHHOI'O IIAaTEeHTOM Ha pebepeHTHHM JIeKapCTBEHHHM IIpenapart,
OCYWEeCTBJIATCSA C coIjlacusa ero pas3padborumka (B pen. denepallbHOTO
3akoHa oT 22 pmekxabpsa 2014 r. N 429-03 - CobpaHMe 3BaKOHONATEJILCTBA
Poccurickom denmepaumm, 2014, N 52, cr. 7540).

4. TocymapCTBeHHAas bapmakones n3naeTcs YIIOJIHOMOUYEHHBIM
benepaslbHEIM OPI'a@aHOM MUCIIOJIHUTEJILHOM BJIaCTU 3a cuer CpelCcTB
benepanbHOTO OIMXEeTa M IMONJEXMUT IepeM3IOaHMaM He pexe dueM OOMH pas B
04Tbe JIeT, B Iepuon Mexny KOTOPEIMU M3OanTCA IPUJIOXEHMA K
TOCyOapCTBEeHHOM GapMakollee, colepxaume obmme dapMakoIlleMHble CTaTbU U
(nn)  dbapMakoIneyHble CTaTbM, YTBEepPXIeHHHE rocJe M3OaHUS W
epem3naHusa IOCyNapCTBEHHOM GapMakoIlen.

5. YnojHOMOUeHHHM (enepaJsibHBEIM OpPIraH MCIOJHUTEJILHOM BJIACTHU
pasMemaeT IaHHHE O T'OCYyIapCTBEHHOM dapMakollee U INPUIIOKEHUSAX K HEM
Ha cBoeM oduiMaJbHOM cauTe B ceTu "VHTepHeT" B YyCTAHOBJIEHHOM UM
nopAanKe.

T'nmaBa 4. T'oCynmapCTBEHHBM KOHTPOJIb IIPpU OOpalleHUM
JIEKAPCTBEHHEIX CPEeICTB

Crarbsa 8. JIMLIEHBMPOBAaHME [IPOMBBONCTBA JIEKAPCTBEHHHX CPEICTB
1 bapMaleBTUUECKON HOedTeJIbHOCTU

1. JInueH3MpOBaHME IIPOMU3BOINCTBA JIeKapCTBEHHHIX CpenCcTB n
bapMalleBTUMUYECKOM HOESATEeJBHOCTM OCYULEeCTBJIAETCA B COOTBETCTBMUU c
3aKOHOIaTEeJIbCTBOM PoccuMckoy denepallM.

2. OBsazaTesibHBEM YCJIOBMEM npenoCcTaBJIeHNA JIMLEeH3UU Ha
IIPOM3BONCTBO JIEKAPCTBEHHEIX CPENCTB fABJAETCHA IPMIIOXEHME K BasBJIEHMO
CoMcCKaTessa JMLUEH3UM I[IepedHd JIeKapCTBEHHEX OGopM ¥ (MiaM) BMUIOOB
bapmalleBTHUUECKMX CyOCTaHLMM, KOTOPEE [NIPOU3BOIUTENb JIEKAaPCTBEHHEIX
CPEeACTB HaMepeH NIPOU3BOIUTH.

3. B crydae HeoOXOoOMMOCTHM pacumMpeHmns IPOM3BOLCTBA
JIEKAPCTBEHHBIX CPEeANCTB 3a CYeT HOBHBIX JIEKAPCTBEHHBIX (QOopM M BMIOB
bapmaneBTHUUECKMX CyOCTaHLUMM [IPOM3BOOUTEJIL JIEKAPCTBEHHBIX CPEICTB
OOJDKEH IOJIYYMTB HOBYI JIMLIEH3MIO Ha [OIPOM3BOICTBO JIeKapCTBEHHBIX
CpenCcTB.

Crarbss 9. T'OCymapCTBEHHHM KOHTPOJIb (Ham3op) B cohepe
obpameHnsa JIeKapCTBEHHEIX CPENCTB

1. ToCymapCTBEHHEM KOHTPOJL (HAI30p) B chepe obpameHmns
JIEKAapPCTBEHHHX CPEICTB BKJIOUAeT B cels:

1) JIMUEH3MOHHBIM KOHTPOJIE B chepe NPOMBBOACTBA JieKapCTBEHHHX
cpencTB M B cbepe dbapMalleBTUUECKOM IeATEJIbBHOCTU;

2) GemepalibHHM T'OCYIDapCTBEHHBIM HaOs0p B chepe obpaleHmns
JIEKAPCTBEHHEIX CPEenCTB;

3) BHIOOPOUHHM KOHTPOJIbL KaueCTBa JIEKAPCTBEHHEIX CPEeICTB (IIYHKT 3



BBenen denmepalibHEIM 3aKOHOM OT 22 pmekabps 2014 1. N 429-93 -
CobpaHre 3BakoHOIaTesibCTBa Poccumckom Odenmepaumm, 2014, N 52, cT.
7540) .

2. JIMLIeHBMOHHEY KOHTPOJIL B cdepe MNPOM3BOICTBA JI€KAPCTBEHHEX
cpencte u B cbepe OdapMaleBTUUECKOM NeATEeJIbHOCTU OCYLECTBJISETCH

YIIOJIHOMOYEHHBIMM QenepasibHEIM OpPIT'aHOM MCIIOJIHUTEJIEHOM BJlaCcTU "
opraHamu VICIIOJIHUTEJIBHOM BJIACTM CyOBeKTOB Poccurckom denmepaunm
COIJIAaCHO MX KOMIIETEHUMM B [NOPAAKEe, YCTAaHOBJIEHHOM demepallbHEM

3aKOHOM OT 26 nmekxabps 2008 roma N 294-03 "O 3ammTe OpaB OPUIONUECKUX
JmL, n MHIOVBUIYaJlbHBIX IpennpMHMMaTenen npu OCYyIeCTBJICHUN
TOCYHDAapCTBEHHOTO KOHTPOJNA (Han3opa) M MyHMUMIAJIBHOT'O KOHTponda", C
yd4eToM OCODEHHOCTEN opraHm3auunum " IpoBeIEeHMNS IIPOBEPOK,
YCTAaHOBJIEHHEX demepalsibHEIM 3akoHOM oT 4 wMas 2011 roma N 99-03
"O IMUEH3MPOBAHMUM OTIOEJIbHEIX BUIOOB OedTeJIbHOCTU".

3. denmepa’sibHEMU TOCyOapCTBEHHEBI Hamsop B Ccbepe ofOpameHus
JIEKaPCTBEHHBIX CPENCTB OCYIECTBJISETCH YIHNOJIHOMOUYEHHBMM (QerepalibHEMU
opraHaMM MCIOJIHUTEJIbHOM BJIACTM (Oajlee — OpPTraHE I'OCYyOapCTBEHHOTIO
Hansopa) COIJIaCHO MX KOMIIE TEHLIUMU B nopfanke, YCTaHOBJIEHHOM
[IlpaBuTensCcTBOM Poccumickom demepaumu.

4. OdemepalibHBIM TOCyHOapCTBEHHEI Han30p B cbepe obOpaleHusa
JISKAPCTBEHHEIX CPEeOCTB BKJIOYAeT B ceba:

1) opraHmsauMio M [IPOBEINeHMEe IIPOBEPOK COOJIoIeHusS CcyObeKTaMu
oBpalleHMs JIEKAaPCTBEHHEIX CPEINCTB YCTaHOBJIEHHEIX HacTosaumM delepallbHEM
3aKOHOM ¥ IPMHSATEIMM B COOTBETCTBMM C HMM MHEIMM HOPMAaTWBHBIMU
IpaBOBBIMM aKTaMu PoccuMickoy dPenepaumm TpebOoBaHMM K IOKJIMHUUECKMUM
MCCJIeOOBAHMAM JIEKAPCTBEHHBIX CPEeACTB, KJIMHUYUECKMUM MCCJIeHOBaHMAM
JIeKAPCTBEHHEIX IIpelapaToB, XPaHeHMO, [IepeBO3Ke, BBO3Yy B PoCCHUMCKYI
demepaunio, OTIYCKYy, pealM3aluuM JIEKaPCTBEHHBIX CPENCTB, [IPUMEHEHMIO
JIEKaPCTBEHHBIX [pPEeNapaToB, YHUUTOXEHMIO JIEKAPCTBEHHEIX CPencTB, a
TaKXe COOJIOIEHMS YIOJIHOMOYUEHHEIMM OpPTaHaMM MCIOJIHUMTEJIEHOM  BJIaCTHU
cy®BeKTOB PoccumckoM OdemepaluuM MeTOIOMKM YCTaHOBJIEHUS IpenebHBIX
pPa3MeEPOB OITOBEIX HaIODaBOK M IIPeleJIbHHX PasMepPOB PO3HMUHEIX HaIbaBOK
K (QaKTMUeCKMM OTIIYCKHEM LieHaM, YCTaHOBJIEHHBIM IPOU3BOAUTEIIIMN
JIeKAPCTBEHHBEIX IIpelapaToB, Ha JIeKapCTBEHHBE [pelapaThl, BKJIOUEHHHE B
IIepeUYeHb XM3HEHHO HEOOXOOMMBIX M BaXHEMIMX JIEKAaPCTBEHHBIX [IpelapaToB

(mnanee - obsazaTesibHEE TPeOOBaHUA) ;
2) opTraHM3aluio u npoBeleHUe IIPOBEPOK COOTBETCTBUS
JleKapCTBEHHBIX Ccpencrs, HaXOOAIMXCSI B TPaxIaHCKOM oboporTe,

YCTAHOBJIEHHEM TPeBOBAHUAM K UX KAUYECTBY;
3) opraHmsauuio U NpoBeneHue bapMakoHaI30pPa;

4) npuMMeHeHMe B IOpAIKe, YCTaHOBJIEHHOM 3aKOHOIATEJILCTBOM
Poccurickom Qdemepauuu, Mep IO MNIPECEUYEHMI BEISABJIEHHEBIX HapyleHum
obgazaTeJsIbHEIX TpeboBaHUM U () YCTPaHEHMK I[OCJEeOCTBUM TaKMxX

HapyWeHMy, B TOM UYMCJIE IIPUHATHUE PEIEeHMI O HaXOXIEHMM JI€KapCTBEHHBIX
CpenCTB B oOOpalleHuM, BBIOAYY NPEeNIMCcaHuM o0 YyCTPaHEHUM  BBISBJIEHHBIX
HapyleHUM O0A3aTeJIbHEIX TPpeOOBaHMM UM IIPUBJIEUEHME K OTBETCTBEHHOCTHU
Jul, COBEPUMBIMX Takye HapyLeHMS.

(JacTe 4 B penm. demepalIbHOTO 3akoHa OT 22 mekabpsa 2014 . N

429-33 - CobpaHMe BakKoHOmaTenbCcTBa Poccuimickom denmepaumm, 2014, N
52, cm. 7540)

5. demepalibHHM TI'OCYIDapCTBEHHBIM HaOs0p B chepe obpaleHmns
JIEKAPCTBEHHHX CPEeICTB OCYWECTBJISIEeTCsS B IOPAOKe, YCTaHOBJIEHHOM

demepasibHBEIM 3akKOHOM OT 26 mexkad®psa 2008 roma N 294-03 "O zammTe IIpas



OPUONYECKMX JIMI M MHIMBMIOYAJIbHBIX NPEONPUMHMMATEJEN NIPM OCYUECTBJIEHUN
TOCYHOAapCTBEHHOTO KOHTPOJA (Hams3opa) M MyHMUMIAJIBHOTO KOHTponda", cC
yUueToM ocobeHHOCTEM, YCTAaHOBJIEHHBIX HacTodmen crarbLen.
[lpenBapMUTeJIbHOE COIJIaCOBaHUE c opraHaMu IPOKypPaTypPH CPOKOB
IPpOBENEHNMS BHEIJIAHOBOV IIPOBEPKM CyOBEKTOB OOpalleHMS JI€KapPCTBEHHBIX
CpencTB, a TakKxXe [pelBapuUTeJIbHOE YBEIOMJIEHME OPUIMYECKUX JIMIIL,
MHOVMBUMAYAJbHEX [NPeANpMHMMATEeJIeM O Hadajle NPOBeIeHMS DTOM [IPOBEPKU
He TpebyeTcd. OpTraHH IIPOKypPaTypPH MB3BEUAnTCHA o) IpOBEeIEHUN
BHEIJIQHOBOM IPOBEPKM CyOBEKTOB OOpalleHusd JIEKaPCTBEHHBIX CPEICTB
IIOCPEeNCTBOM HallpaBJIEHMSA COOTBETCTBYHUMX INOKYMEHTOB B TeUEHME Tpex
paboumMx OHEeM C MOMEHTa OKOHUYAaHMSA IIPOBEIEeHMA YyKAas3aHHOM BHEIJIAHOBOM
npoeepku (B pen. demepallbHOTO 3akoHa OT 22 nmekabdps 2014 r. N 429-03
- CobpaHMe BakoHOmaTesibCcTBa Poccuirickou denmepaumm, 2014, N 52, cT.
7540) .

6. JOJXHOCTHEIE JIMlla OpraHa I'OCYyNapCTBEHHOTO Han3opa B HIOpAIKe,
YCTaHOBJIEHHOM 3aKOHOIATeJbCTBOM Poccumckor denepaluy, MMEWT IpaBoO:

1) nosmydYaTh Ha OCHOBAHMUM MOTMBMPOBAHHBIX NMCBMEHHBIX 3alIPOCOB OT
CyOBeKTOB OOpalleHMAa JIEKAPCTBEHHBIX CPENCTB, OPIaHOB MCIOJHUTEJbBHOM
BJIACTU CyDBEKTOB Poccurickon demepaunn n OPT'aHOB MECTHOTO
caMoynpaBJieHus HOOKYMEHTH ¥ MHbOopMaLMio IO BONIpOCaM obpameHmnsa
JIEKaPCTBEHHBIX CPENCTB;

2) OecHnpenaTCTBEHHO 10 NPelbaBJIEHUM CJIYyXeOHOT'O YyIOOCTOBEPEHUS U
KONMM IpMKasza (pacHnopsxeHMsa) opraHa TIOCyHapCTBEHHOI'O HaAsopa O
Has3HAUYEHMM I[IPOBEPKM I[OCEeWATh MCIOJIb3yeEMBIE OPUIMUECKMMM JIMLaMM,
VMHOVBUOYAJbHEMY [NPEeONPUHMMATENIAMM, SBIISOIMMUCS CyObekTaMy ofOpalleHMs
JIEKAPCTBEHHBIX CPEeACTB, [Ipu OCYyEeCTBJIEHUN cBOeM 0eaTeNbHOCTHA
TEPPUTOPUM, 3OaHMUSA, I[IOMEUEHMSa WM COOPYXEHMS B LeJaxX NPpOBeNeHUd
MEPONPUATUN IO KOHTPOJIO;

3) OpoBOIUTH oTbop oBbpasLoB JIeKapCTBEHHBIX CpencrTs,
npenHa3HadeHHEX [JII peajM3aluy M peanmM3yeMblx CcyObekTaMy ofOpalleHus
JIeKapPCTBEHHBIX CPencTs, 0Jig IIPOBEPKM MX KadecTsa, IpOBeNeHUd
MCCJIeNOBaHMUM, WUCIBITAHUM B COOTBETCTBUM C IpaBuUlaMu oTOopa oBOpas3loR,
YCTaHOBJIEHHBIMM YIIOJIHOMOUEHHEIM (QelepaJsibHEIM OPI'aHOM MCIIOJIHUTEJIBHOM
BJIACTHU;

4) BBHIDABATH cybbwexTaMm obpaleHunsa JIEKAPCTBEHHBIX CpeIncTs
IpelnMcaHMsa O IpeKpalleHUM HapyleHMM oOd3aTelIbHEX TpeboBaHMM M 00
YCTPaHEHMM BBIABJIEHHBIX HaApPyWeHUM o00sg3aTesIbHBIX TpeOOBaHUM;

5) HamnpaBJATb B YINOJIHOMOYWEHHEE OPTAaHE MaTepMaJsl, CBA33aHHEE C
HapyleHUIMU 00s3aTeJIbHEIX TpeOOBaHMM, IJIA PpPelleHUsa BONPOCOB O
BO3OYXIOEHMM YTOJIOBHBEIX JeJI IO NPM3HAKaM [NPeCTyIJIEHUM.

7. BpIOOPOUHEBIM KOHTPOJIb KadyecTBa JIeKapCTBEHHBIX CpencTs
OCYMECTBJIAETCA YNOJIHOMOYEHHEM (QelepaJibHEIM OPITaHOM MCIOJIHUMTEJIbEHOM
BJIaCTM B YCTaHOBJIEHHOM MM IOpPSAOKEe M BKJOYaeT B cebga:

1) obpaboTky cBeneHMM, B 0043aTeJIbHOM MNOPSAOKE I[IPeIoCTaBJISEeMbIX
cybbekTaMm ofpalleHusd JIEKapCTBEHHBIX CpPenCcTB, O Ccepuax, NapTuax
JIEKAPCTBEHHEIX CPEeACTB, [IOCTyIalIMx B TpaxIaHCKUM 0BopOoT B
Poccurickom demepaumm;

2) oTbop 0OpasLOB JIEKAPCTBEHHHX CPEICTB y CyOBEeKTOB oOOpalleHUs
JIEKapPCTBEHHBIX CPEACTB B LeJax IpOBEeneHUS VICIIBITaHUM Ha nx
COOTBETCTBME TPeODOBaHMAM HOPMaTUBHOM INOKYMEHTAaLMUM MM HOPMaTMBHEIX
IOOKYMEHTOB;

3) OpMHATHME [0 pes3yJjbTaTaM [IPOBEIEHHEX MCIHETAaHUM pelleHus O
OaJibHeMIeM TI'pPaXIaHCKOM 000pOoTe COOTBETCTBYKUEIO JIEKapPCTBEHHOTO



cpeIncTBa;

4) NpuHATHE YIOJIHOMOUEHHBIM (QenepaJibHBEIM OPI'aHOM MCIIOJIHUTEJIbHOM
BJIAaCTM PEUlIeHMST O IIePeBOIe JIEKapCTBEHHOTO CpencTBa Ha I[IOCEPMMHBIN
BEIOOPOUHEI KOHTPOJIb KaudecCcTBa JIEKAPCTBEHHHBIX CPENCTB B criydae
IIOBTOPHOTO BEISIBJIEHU A HECOOTBETCTBUSA KadecTBa JIEKAPCTBEHHOT'O
CpeInCcTBa YCTaHOBJIEHHHM TpPeOOBaHMAM M (IOPpM HEeOOXOIMMOCTM) O HPOBEpKEe
cyBBeKTa obpalleHusa JIEKAPCTBEHHEIX CPeACTB. Pacxombl, CBS3aHHHE C
IIPOBENeHMEM IIOCEPUNMHOTO BHOOPOUHOI'O KOHTPOJIA KadeCTBa JIEKapCTBEHHBIX
CpeIlCTB, OIJIauMBAalTCs I[IPOMU3BOIUTEJIEM JIEKAPCTBEHHOI'O CcpencTea Jmbo
mepxaTeseM W BJIaleJibleM PEerMCTPaLMOHHOTO YIOOCTOBEPEHUS
JIeKapPCTBEHHOT'O IIpenaparta.

(JacTe 7 BBemeHa demepalibHBEIM 3akKOHOM OT 22 mekxabps 2014 . N
429-33 - CobpaHMe BakKoHOmaTenbCcTBa Poccuimickou denmepaumm, 2014, N
52, ct. 7540)

(Crarpg 9 B pen. OdenepalibHOTO 3akoHa oT 25 miooHs 2012 . N
93-03 - CobpaHmMe BakoHOmATeJIbCTBa PoccuMickou d®emepaumm, 2012, N 26,
cr. 3440)

T'nmaBa 5. Paspab®oTka, HOOKJIMHMUECKME MCCIeOOBaHUS
JIEKAPCTBEHHEIX CPenNCTB, a TakXe KIMHUUECKME
MCCJIeNOBaHMA JIEKAPCTBEHHEIX [IpernapaTos IOJid
BETEPUMHAPHOTO NPVMEHEHMA

Crarbss 10. PazpaboTka JIeKapCTBEHHBIX CPENCTB

1. PazpaboTka JI€KAPCTBEHHEX CpPeICTB BKJIOUaeT B cebsg IIOUCK
HOBEIX (0apMakKoOJIOIMUYECKM aKTMBHEIX BEUIECTB, IOcCjenynllee M3ydeHMe WUX
JIeKapCTBEHHBIX CBOMCTB, OOKJIMHMUYECKME MCCJIeOOBaHMsg, pas3paboTky
TEXHOJIOTUM MNPOMU3BONCTBA (QapMaleBTUUECKUX CcyOcTaHuuy, paszpaboTky
COCTaBOB M TEXHOJIOTUM [NPOMU3BOINCTBAa JIEKAPCTBEHHEIX IIPENapaToB.

2. OumHaHCOBOe ofOecrnedeHre paspaboTKM JIeKapPCTBEHHEX CpPeICTB
OCYIIECTBJISETCHA 3a CUeT:

1) cpemcTB benmepalibHOTO OWIXeTa;

2) cpencTB pa3paboTUuMKOB JIEKAPCTBEHHEIX CPEICTB;

3) CpencTB NPOM3BOIMTEJIEM JIEKAPCTBEHHEIX CPEICTB IPM BEHIIOJIHEHUMU
Hay4HO-MCCJIeNOBATEJILCKMX paboT [IO »OOTOBOPY MeXDOy pa3paboTurMKoM
JIEKQPCTBEHHBIX CPENCTB U IIPOM3BOAMTEJIEM JIEKAPCTBEHHBIX CPELNCTB;

4) MHBIX He 3alpelleHHBEIX BaKOHOOAaTeJIbCTBOM Poccuiickon demepaumm
MCTOYHMKOB .

3. IlpaBa pazpaboTuuka JIEKQPCTBEHHOTO CpPeACTBa OXPaHSAKnTCH
TPaXIaHCKMM 3aKOHOIATEJIECTBOM.

Crarbsa 11. IOKJIMHMYECKOE MCCJIeIOBaHME JIEKAPCTBEHHOTO
cpencTBa IJiS MeIMUMHCKOI'O IIPUMEHEHUS

1. JokJIMHMUECKOe MCCJIeHOBaHME JIEKAPCTBEHHOT'O CpencTBa IOJidg
MEINVLMHCKOT'O MNPMMEHEHMSA NPOBOAMTCHA NyTEeM NPMMEHEHMA HAay4HEX MeTONOB
OLLEHOK B LeJAX I[OJIydeHMA OOKa3aTeJIbCTB Oe30NacHOCTM, KadecTbBa U
50PEeKTMBHOCTHM JIEKAPCTBEHHOT'O CpPencTBa.

2 . JOKJIMHUYECKOE VCCIJIedOBaHMEe JIEKAPCTBEHHOTO CpencTBa OJsg
MEIVLMHCKOTO MNPYMEeHEeHMs MNPOBOIMUTCSA B COOTBETCTBUM C npaBuiiaMm
Haexaumen JabopaTopHOM MNPaKTUKM, YTBEPXIEHHBEMM YIIOJHOMOUEHHBM

benepaslbHEIM OPI'@aHOM MCIIOJIHMTEJIbLHOM BjlacTu (B pen. demepalibHOT'O



3aKoHa OT 22 pmekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJILCTBA
Poccurickom denmepaumm, 2014, N 52, cr. 7540).

3. [yns opraHmsBaluuM ¥ [OIPOBEeIEeHMS HOOKJIMHMYECKOTO MCCJIeOOBaHMS
JIEKAPCTBEHHOTO CPEeICTBa IJs8d MEeIMIMHCKOTO [PYMMEHEeHMUS pas3paboTurku
JIEKAPCTBEHHHX CPEeICTB MOTYT I[IPUBJIEKATH HAYUYHO-MUCCJIENOBATEJILECKHUE

opraHmuzauuy, obpas30oBaTeJIbHEIE OpITaHM3aluMn BRICIIET'O obpasoBaHusd,
“Mewmme HeobX0oOMMYIO MaTepMaJIbHO-TEXHUUECKYIO Basy u
KBaIUOUUMPOBaHHBIX CIIeumaJiMCTOB B COOTBETCTRYIIIEN obyacTu

uccyienoBaHmusa (B pen. demepalibHOTO 3akoHa oT 2 wuwoong 2013 r. N 185-03
- CobpaHme 3BakoHOIaTesibCcTBa Poccuiickou denmepauwmnu, 2013, N 27, cT.
3477) .

4. HNOKJIIMHMUYECKOe MCCJIeOIOBaHMEe JIeKapPCTBEHHOI'O CpeIcTBa s
MEIMLIMHCKOTO IMPUMEHEHMS MPOBOIMUTCA [0 YTBEPXISHHOMY pPas3padoTuMKOM
JIEKAPCTBEHHOTO CpencTBa JiaHy c BEeIEeHMEM IPOTOKOJIa 3TOTO
MCCJIeOOBaHMSA M COCTaBJIEHMEM OTUeTa, B KOTOPOM COIEepXaTCs pesyJibTaTh
3TOT'O MUCCJIeNOBaHUSI n 3aKJIOUEeHY e o BO3BMOXHOCTH npoBeneHmns
KJIVHUYECKOTO MCCJIENOBAHMSA JIEKAPCTBEHHOTO MNperapaTa OJjs MeOUIMHCKOTO
IPUMMEHEHUS .

5. IpoBeneHue IPOBEPOK COBNIIOEeHNU A IpaBuUil Hanjexamen
J1aBopaTOPHOM MNPAKTUKM ¥ NPABOBBIX HOPM MCIIOJbL30BAHMS XMBOTHHIX I[IPU
NPOBENEeHUM MNOKJIMHUUECKUX UCCIEOOBAHUM JIEKAPCTBEHHBIX CPEeIOCcTB OJIg
MEIVLMHCKOTO MNPYMEeHEeHMs OCYUEeCTBJIAETCsS YIIOJHOMOYEHHEIM benepasibHEM

OPT'aHOM MCIIOJIHUTEJIbHOM BJlacTu (B pen. denepalibHOT'O 3akKoOHa OT 22
nexabpsa 2014 . N 429-83 - CobpaHMe B3aKOHOIATEJILCTBa POCCUICKOM
demepaumnu, 2014, N 52, cr. 7540).

6. PesymbTaTH OOKJIMHUUYECKOT'O MCCIIenOBaHUI JIEKAPCTBEHHOTO
cperncTBa IJid MEIMUMHCKOTO IPUMMEHEHMS MOTYT OBTb NPEeINCTaBJIEHHE B
YIIOJIHOMOUYEHHEIN benepaibHEM opraH VICIIOJIHUTEJIbHOM BJIaCTU B
YCTAaHOBJIEHHOM nopsanke B nenax TOCyIapCTBEHHOM perucTpaumnmn

JIEKapPCTBEHHOTO MpernaparTa.

Crarbs 12. [NOKJIMHMUYECKOE UCCJIEOOBaHME JIEKApPCTBEHHOTO
CpeIncTBa UM KIVMHMUECKOE MUCCJIeOOBaHME JIEKAPCTBEHHOTO
npenapara OJjisd BEeTEPUMHAPHOT'O INPVIMEHEHMSI

1. IHDokJIMHMYUECKOe mccisiegopaHme JIEKApPCTBEHHOTI'O cpencTea IJIA
BETEPMHAPHOI'O IIPpMMEHEHNMA InpoBOoIOIMNUTCA IIyTreM IIPVIMEHEHMA Hay4YHEIX
MeTOIOOB OLIEHOK B meJyax TIOJIYUEeHMA JOoKas3aTeJIbCTB fe30nacHOCTH,

xKauecTtBa ¥ 5bdexTUMBHOCTM JIeKAPCTBEHHOI'O CpencTBa, B TOM UYMCIIE
onpeneJieHUs CpPoOKa €I'0 BEBEIeHUS U3 oOplaHM3Ma XMBOTHOITO, B LeJax
obecrieueHuss ©Oe30MNaCHOCTM MNPOOYKLUUM XUBOTHOI'O IIPOUCXOXIEHUS IIOCIIE
[IPYMEHEHMs COOTBETCTBYWIEIO JIeKapCTBEHHOT'O Ipelnapara.

2. JoKJIMHUYECKOE MCcIenoBaHme JIEKapPCTBEHHOT'O cpencrBa u
KJIMHMUYECKOE MCCJIeNOBaHMEe JIEKAPCTBEHHOI'O IIpelapaTa Iojisgd BEeTEepPMHAPHOI'O
IIPUMEHEeHU, MCCJleDOBaHKE OMOBKBUBAJIEHTHOCTHU YKaBaHHOT'O
JIEKAPCTBEHHOT'O IpelapaTa IPOBOIATCA B COOTBETCTBMM C [IpaBuUIlaMy,
YTBEPXOEHHEMM YIOJHOMOUEHHEIM (QenepasibHEIM OPI'aHOM  MCIIOJIHUTEJILHOM
BJIACTHU.

3. IOKJIMHUYUECKOe MCCIleDoOBaHMe JIEKAPCTBEHHOT'O cpencTBa U
KJIMH/MYECKOe MCCJIeOOBaHMe JIEKApCTBEHHOT'O IIpernapaTa IOJjig BeTePMHapHOIO
[IPVIMEHEHMs I[IPOBOISTCH IO YyTBEPXIEHHOMY pPa3paboTuMKOM JIEKAPCTBEHHOTO
cpelcTBa IIJlJaHy C BeIeHUEM IIPOTOKOJIOB 3TUX MCCJIeIOBAaHUM u
CcoCTaBJIeHMEM OTUeTOB, B KOTOPEIX COINEpXaTCHa pPe3yJIbTaThl D3TUX



VCCJIeNOBaHUM .

4. Iyna opraHusaluMy U [IPOBEeNeHMs NOKJIMHMUECKOI'O MCCJIeOOBaHMS
JIEKapCTBEHHOT'O CPEeACTBa M KJIMHMUECKOT'O MCCJIEIOBAHUMS JIEKAPCTBEHHOTO
npenapaTa OJigd BEeTEPMHAPHOTO IPUMEHEHMUA paszpaboTuuK JIEKAPCTBEHHOTO
cpeIcTBa MOXeET IpUBJIEKATH opraHu3auuy, yMene HeOoDOXOOUMYIO
MaTepraJibHO-TEXHUUECKYID 0a3y ¥ KBaJIMOMLUMPOBAHHEX CIeUMajiuCTOB B
COOTBEeTCTByKIEY 06JIaCTM MCCJIeIOBAHUS.

5. KnuHuueckue MCCIIeNOBaHUSA JIEKAPCTBEHHEIX I[pPenapaToB OJd
BETEPUHAPHOTO INPMMEHEHMS IIPOBONATCS B BETEPMHAPHEX OPTaHM3aLUUaX U B
opraHM3aluMax, OCYUEeCTBJAIMX pa3BeleHMe, BhHpallMBaHMEe U COIepXaHue
XMBOTHEIX, B LEJAX:

1) yCcTaHOBJIEHUSA IEePEeHOCUMOCTHU JIEKAPCTBEHHBIX npenapaTos
3O0POBEIMY XVBOTHBEIMU ;

2) nombopa ONTMMAJIbHEIX JO3MPOBOK JIEKAPCTBEHHBIX [PEelapaToB U
Kypca JiedeHMsa Ha KOHKPETHOM TIpyIlIle XUBOTHHX c onpeneJjie HHEM
3ab0JIeBAHUEM;

3) ycTaHoOBJIeHUs 06e30MnacHOCTM U 50OeKTUMBHOCTM JIeKapCTBEHHOTO
npenapaTa, [IpeIHa3HAUEeHHOT'O IJig JIeUYeHMs OlpeleJIeHHHX 3aboJieBaHUM
XMBOTHEIX , VI sbbexTMBHOCTHU JIeKapCTBEHHOTO npenapara oJis
DpodUIakTUKM 3a00JIeBaHUM 3IO0POBHX XUBOTHHX;

4) m3ydeHMs BO3MOXHOCTEM pPacCUIMPeHMsa [IOoKa3aHMM K I[IPMMEHEHUMIO
3apeTIMCTPUPOBAHHOTO JIEKAPCTBEHHOT'O IIpelapaTa M BHIEABJIEHMS pPaHee
HEeM3BECTHHX [TOOOUHEIX NOEeMCTBUN.

6. KimHuueckoe KCCIlenOBaHUE JIEKAPCTBEHHOT'O IpenapaTa nOJjda
BEeTEPUHAPHOT O IpUMeHeHUS OCyleCTBJIAEeTCS 3a cuer CpeIncTs
paspaboTumkKa JIeKapCTBEHHOT'O CpeIcTBa.

7. OTueTH o) pesyJbTaTax OOKJIMHUYECKOT'O UCCJIeNOBaHUA
JIEKAPCTBEHHOTO CpPeICTBa M KJIMHMUECKOTO MCCJIEHOBaHMUSA JIEKAPCTBEHHOTO
npenapaTa OJg BEeTEepMHAPHOTO MPMMEHEHMS COCTAaBJAITCA pPas3paboTuMKoM
JIEKAPCTBEHHOTO cpencTBa c y4eToM 3aKJIOUYEeHUM opraHm3aumny,
IPUHUMABIKMX ydacTMe B OpIraHMB3alMM M [NPOBEeIeHUM BTUX MCCIIeOOBaHMN.

8. KoHTpoOJb 3a IpOBEeIEeHUEM OOKJIMHUYUE CKUX UCCJIeOOBaHUN
JIEKAPCTBEHHBIX CPEeOCTB U KJIMHMUECKUX MCCJIEOOBAaHUM JIeKapCTBEHHEIX
npernapaTosn oJIs BETEPUHAPHOTO IPYMEHEHU A OCYyWEeCTBJIAETCS
YIIOJIHOMOUEHHEIM dernepaJibHEIM OPI'aHOM MCIIOJIHUMTEJIbHOM BJIACTMU.

T'smaBa 6. OcymecTBJIeHME TI'OCYINapCTBEHHOM perucTpalmum
JIEKQPCTBEHHBEIX IIpernapaTos

Crares 13. TocynapCTBEeHHAas pPerucTpalusa JIEeKapCTBEHHBIX

penapaTos

1. B Poccumckon demepauun OOy CKAalnTCH IPOU3BOLCTERO,
M3TOTOBJIEHME, XpaHeHUe, IIepeBo3ka, BBO3 B Pocculickyn demepalmo,
BEIBO3 ns Poccurickoit Odemepaumy, pekjamMa, OTIYyCK, peanmsauus,

nepenava, IpMMEeHEHMEe, YHUUTOXEHME JIEKAPCTBEHHEIX IIpernapaToB, eCcJu
OHUM Bapel'uMCTPUPOBaHEL COOTBETCTBYOIMM YIIOJIHOMOUEHHEIM OGenepaJtibHbM
OPTaHOM MCIIOJIHUTEJIbHOM BJjacTu (B pexn. denmepanbHOTO 3akoHa oT 13
mioyigs 2015 ©. N 241-83 - CobpaHue 3akOHOIATEJLCTBAa POCCUICKOM
depmepauun, 2015, N 29, cr. 4367).

2. ToCcynapCTBEHHOV perucTpauuy IoIJiexaT :

1) Bce JleKapCTBEHHHBE I[PENapaTh, BIEPBHE I[IOIJIeXalye BBOIY B
obpameHre B Poccuyckom demepalui;



2) JleKapCTBEHHHE I[IpelnapaTH, 3apelUCTPUPOBaHHEE paHee, HO
IPOM3BENEHHEIE B IPYyIMX JIEKapCTBEHHEIX QopMax B COOTBETCTBMUU C
IepedHeM HaMMEeHOBAaHMM JIEKAPCTBEHHBIX GOpM, B HOBOM IJO3UPOBKE [IpPU
IOKAa3aTeJIbCTBE €€ KJIMHUUECKOM 3HAUMMOCTU U 20OEeKTUBHOCTH;

3) HOBHE KOMOMHAUMM 3apPeTMCTPUPOBAHHEIX pPaHee JIeKapCTBEHHEX

penapaTos.

3. TocymapCTBeHHAasd perucTpaums JIeKapCTBEHHEIX pernapaTosn
OCYWECTBJIAETCs IO pPe3yJibTaTaM 3KCIEPTU3El JIEKAPCTBEHHEIX CPenCcTB, a
TOoCyIapCTBEHHAass perucrpauus opbaHHEIX JIEKAaPCTBEHHHX npenapaTosn

OCYIWEeCTBJISETCsS 10 pe3yJbTaTaM BKCIEePTM3HE IOKYMEHTOB, NPEenCTaBJIE@HHEIX
IJIS OIpeneJleHMsS BOSMOXHOCTM pPacCCMaTPMBATL JIeKAPCTBEHHE [Ipernapar
oJIs  MEeOUUMHCKOTO I[IPMMEHEHMs I[IPU OCYLEeCTBJIEHUU TOCYyInapCTBEHHOM
perucTpaluuu B KayecTBe OphaHHOTO JIeKapCTBEHHOTO IpenapaTra, U IO
pesynbTaTaM SKCIEPTU3E JIEKAPCTBEHHEIX CPEnCTB.

4. TocymapcTBeHHas perucTpaums JIEKAPCTBEHHOTO npemnapara
OCYIECTBJISIETCS COOTBETCTBYIMM YIOJIHOMOUEHHEM (eIepajibHEM OPTaHOM
UCIIOJIHUTEJILHOM BJIACTM B CPOK, HEe I[pEeBHlAIMI CTa WeCTUOeCATU

paboumx OHEeV CO HOHS [PUHATHUSA COOTBETCTBYIIETO 3agBJIEHUS o
TOCYyHapCTBEHHOM permcrTpalum JIeKapCTBEHHOT'O Ipernapara. B  yKa3aHHBM
CPOK BKJIOUAeTCsS BpeMs, HeoOXOoIoMMoOoe IJis [IOBTOPHOTO IpOBEeNeHNUs
SKCIEPTU3H JIEKAPCTBEHHOTO CPEeICTBa B COOTBETCTBUM CO cCTaTbel 25
HacTogmero demepasibHOTO BakoHa. CpPOK TOCYIAPCTBEHHONM pPeIrMcTpalum
JIEKAPCTBEHHOTO npenapara VCUMCIISeTCA co OoHS IPUHSATUSA

COOTBETCTBYUMM YIIOJIHOMOUEHHEM (QelepaJibHEIM OPITaHOM MCIIOJIHUTEJIbHOM
BJIACTM COOTBETCTBYUEI'O 3adBJIeHMS O TOCYINapCTBEHHOM perucTpalmumu
JIEKAPCTBEHHOTO IpernapaTa C IPMUIIOKEeHMEM HeOOXOOMMEIX HOOKYMEHTOB IO
IEeHb BEIIAYM PEeTUCTPALMOHHOTO YIOOCTOBEpPEHMSA JIEKAPCTBEHHOTO
npernapara. Bpewms, Heobxonoumoe nOjis HalpaBJIeHUS YIIOJIHOMOUYEHHEIM
benmepanbHEIM OPTaHOM MCIOJHUTEJIBHOM BJIACTM 3ampoca O [IpelcTaBJIeHUM
HeOOXOOMMEIX MaTepMrasiOB M IIPEeNCTAaBJIEHMS 3asgBUTEJIEM OTBeTa Ha IOaHHBIM
3anpoc B COOTBETCTBMM CO cTaTbaMmu 16, 19 wu 23 HaCTOAWeIro
denmepallbHOTO 3akKoOHA, He YUUTHBAETCS npu MCUMCIIEHUU Ccpoka
TOCYyHapCTBEHHOM perucTpaluumu JIeKapCTBEHHOTO IIpenapara.
5. TocynapCTBEHHOV PerucTpauuy He I[I0IJIexaT:

1) JexapCTBEHHHE npernapatTsl, V3T OTOBJIEHHEIE arnTeyHBIMI
opTraHu3auuaMu, BeTEepPUHAPHBEMU arTeyHbBIMU opraHu3auUsaMH,
VHOVBUOYAJbHEMY HOPelIPpMHUMATEJNISAMM, KOTOPHBE MVMEKT JIMLEH3UIO Ha
bapmMalleBTUUECKYID IeSTeJIbHOCTh, II0 peLenTam Ha JleKapCTBEHHBIE
npenapaTe U TpebOoBaHMAM MEIMLUMHCKUX OpITaHu3alui, BEeTEepPUHAaPHHIX
opraHu3aluuy;

2) JexapCTBEHHHE [pelnapaTe, NproOpeTeHHEEe OU3UUECKUMM JIMIIaMU
3a npenejamm Poccurickon demepaumm M OpenHa3HadyeHHBE IJIs  JIMYHOTO
VCIIOJNIb 30BAHUS;

3) JexapCTBEeHHHE [penapaTe, BBO3MMEE B Poccurickyin &denepaluio
IOJig OKaszaHMSA MeOMUMHCKOM IIOMOUM 10 XMBHEHHHM I[10KABaHMAM KOHKPETHOI'O
nauMeHTa Ha OCHOBAHUMU paspemeHsus, BEIIAHHOTO YIIOJIHOMOUYEHHEIM
benmepasIbHEIM OPTaHOM MCIIOJIHUMTEJILHOM BJIACTU;

4) JlexapCTBEHHBIE CPenNCTBa, BBO3MMEIE B Poccurckyion demepalMio Ha

OCHOBAHUU BEII&AHHOTO YIIOJIHOMOYEHHBIM benepalibHEM OpT'aHOM
VICIIOJIHUTEJILHOM BJIACTM pPaspelleHMs UM [pelHas3HaUeHHBE IJid [NPOBEeIeHUS
KIIMHWYE CKUX MCCJIeOBaHUN JIeKapCTBEHHBIX pernapaTos n (vmm)
IPOBENeHMs DKCIEePTU3LE JIEKAPCTBEHHBIX CPenCTB OJjid OoCyleCTRBJIEHNUS

I‘OCY.JIapCTBeHHOVI permcrpalumMm JIEKAPCTBEHHEIX IIpellapaTOoB;



5) dapmanerTHUecKMe CyOCTaHLUM;

6) panuobapmalieBTHUUECKHUE JIEKapPCTBEHHBIE npenapartH,
M3TOTOBJIEHHEIE HEINOCPEeACTBEHHO B MEAOMUMHCKMX OpTaHMB3alLMax B IOopsalke,
YCTaHOBJIEHHOM YIIOJIHOMOUEHHEM (QelepalibHEIM OPITaHOM MCIOJIHUTEJIBHOM
BJIACTH;

7) JeKapCTBEeHHHE MNpenapaTh, NPOM3BOIMMEE IJIA 3KCIOPTAa.

6. He pomnyckaeTcsa rocymapCTBEeHHasd perucTpalma:

1) JexapCTBEHHHX I[IpenapaToB, OTAMYAKIMUXCI JIPYyT oT opyra
KaQUeCTBEHHEIM COCTaBOM IEMCTBYKUMX BEUECTB, I[IOX OIOMHAKOBEIM TOPIOBEM

HaVMEeHOBAaHUEM;
2) OmHOTO JIEKAaPCTBEHHOTO npenapara, BHIITY CKaeMOT'O
NPOU3BOOUTEJIEM nomn pPasIIMUHEIMA TOPTOBBIMU HAVMEHOBAHUAMU u

NPenCTaBJIEHHOTO Ha I'OCYHapCTBEHHYKH PeruMcTpaluMio B BuIOe OBYyX M OoJjiee
JIeKAPCTBEHHEIX IIpelnapaToB.
7. Ilo Banpocy (B 2JeKTPpOHHOM GopmMe MM Ha OyMaxXHOM HOCHUTEJEe)

cyG%eKTa o@pameHMH JIEKAPCTBEHHEIX cpencTs COOTBETCTBYIIOIMM
YIIOJIHOMOYEHHEIM @e,ﬂepaﬂbeIM OpIr'aHOM VCIIOJIHUTEJIbHOM BJIaCTWM,
OCyueCTBJIAINVIM T'OCYyHoapCTBEHHYIO permucrpanumno JIEKAapPCTBEHHEIX

npenapaToB, B YCTAHOBJIEHHOM MM [OPSIOKE OCYULECTBIJISETCS HaydHOe
KOHCYJILTUPOBAHME I[I0 BONPOCaM, CBS3aHHHM C NPOBEINEHMEM MNOKJIMHUUECKUX
UCCJIeOOBaHMUM, KIMHMUECKMX MCCJIEOOBaHMM JIEKAPCTBEHHHIX [pPenapaTos,
SKCIEePTU3H KadecTBa JIEKapPCTBEHHHX CpencrTs, 3ddexTUBHOCTHU n
BesomnacHOCTH, c OCylIeCTBJIEHMEM TOCynapCTBEHHOM perucTpaumum
JIEKAaPCTBEHHHX npenapaTos. KoHCyJb TUPOBAHKE oCyleCcTBJIsSeTCs c
IpUBJeYeHMEM OGelepasibHEX TOCYIapCTBEHHBEIX  OOIXE THHEX yupexIaeHus,
[IOIBEOOMCTBEHHEX HOaHHOMY demepasibHOMYy OpPTaHy MCIOJIHUTEJLHOW BJIACTU
Y HEe YydYacCTByoOUIMX B OpTaHM3aUMM [IPOBEIOeHMs DOKCIEePTM3E KauecTBa
JIEKAPCTBEHHHX CPEICTB B LEJsSX OCYWEeCTBJIEHMS WUX TOCYyIapCTBEHHON
perucTpauuy B COOTBETCTBMM CO CTaThbeM 16 HacTosAmero denepalibHOTO

3aKOHa, B BuUIe OTBeTa B NMCBbMEHHOMN dopme YIIOJIHOMOYEHHOT'O
bemepasIbHOTO OpTraHa MCIHOJIHMTEJIBHOM BJIACTM Ha 3anpoc. Paswmep
B3MMaeMO} C 3agBUTEJIA I[JIaTH OIpeleliseTCHd B COOTBETCTBUU C
3aKOHOOATEJIECTBOM Poccuyckon denmepaumnm e]o) opraHmM3alnun

IpenoCTaBJIEHMS I'OCYINapCTBEHHEIX M MyHMUMIAJNBHBEIX YyCIyI'. lMHbopMauusa o0
OCYMECTBJIEHUM HAYYHOT'O KOHCYJIBTMPOBAaHMSA, B TOM UYMUCJIE CTaThbH,
OD30pH, CHPaBOYHBIE MaTepualibl M MHas MuHOopMaumsa 00 OCyleCTBJIEHUN
Hay4HOT'O KOHCYJIBTMPOBaHMSA, pasMellaeTcs Ha odMLMaIbHOM canure
YIIOJIHOMOYEHHOT'O (QemepasibHOTO OpTaHa MCIOJHUTEJIbHOM BJIACTM B CeTU
"urepHeT" c COoBJIIOeHVEM OT'PaHUUYEHUH, YCTAaHOBJIEHHEBIX
3aKOHONATEJILCTBOM O I[I€PCOHAJIbHHEX JaHHBIX, KOMMepUecKou u  (uiam)
TOCYyIapCTBEHHOM TalHe.

8. TocymapcTBeHHasa perucTpaumnsa JIeKapCTBEHHEIX IpenapaTos,
KOTOPEIE NpenHa3HadeHBl i [IPMMEHEHMS B YCJIOBMAX BOEHHBIX IOEMCTBUM,
UpesBHUAMHEIX CUTyaluuy, OPOOMIaKTUKKM U JIedeHUsd 3aboJiIeBaHUM u
IIOPaXeHMy, I[OJIyUdEeHHBIX B pes3yJbTaTe BO3OENCTBUA HeOJIaronpUaTHEX
XVMUYUECKUX, OMOJIOTMUECKMUX, PaIMalMOHHBIX QaKTOpOB, M pa3paboTaHH IO
3anaHuio QelepalibHEIX OPI'aHOB MCIIOJIHMTEJIEHOM BJIACTM, YIIOJHOMOYEHHEIX B
obylacTy OOOPOHBEL CTPaHbBl M OE30MNaCHOCTM I'OCyIapCTBa, OCYWECTBJISETCS B
nopsankKe, yCTaHOBJIEHHOM IlpaBuUTeNbCTBOM Poccurickor demepalnu.

(Crarpba 13 B pen. OdenepalibHOT'O 3aKoHa OT 22 mekabps 2014 r. N
429-03 - CobOpaHMe 3BakoOHOIaTesibCTBa Poccuyckom Odenmepaumnu, 2014, N
52, cT. 7540)



CraTbsa 14. HpMHLU/IHI:I SKCIIEPTV3EI JIEKAPCTBEHHBIX CpPEeInCTB

1. 9xcrnepTusa JIEKAPCTBEHHHX CPEICTB OCHOBBIBAETCS Ha I[IPMHLIMUIIAX
3aKOHHOCTM, COOJIOOEHMS IpaB M CBOOOI uUeJioBeka M TIpaxlaHMHa, IIpas
OPUONYECKOTO nuua, HE3aBUCUMOCTHU 3KCIIEpTa, ODBEKTUBHOCTH,
BCECTOPOHHOCTM ¥ I[IOJIHOTH MCCJIEOOBaHMM, IPOBOOMMEIX C MCIIOJIb30BAHMEM
COBPEMEHHHIX IOCTYDKEHUN HayKM n TeXHUKY, OTBETCTBEHHOCTH
benmepaslbHOTO TOCYHAapCTBEHHOTO OOIXETHOT'O YUPEeXIeHMS IO [IPOBEIEeHUI0
SKCIIEPTU3EL JIEKAPCTBEHHEIX CPEeINCTB I DKCIEPTOB 3a IIpOBeIeHMe U
KaueCTBO BKCIEPTUS3LI.

2. DOKcroepTMsa JIeKapCTBEHHHX penapaTosB s MEeIOMUVHCKOT'O
IIPMMEHEHM BKJIOUaeT B cebg:

1) sxconepTusy HOOKYMEHTOB, IIpPeACTaBJIeHHBIX s onpeneyeHns
BOSMOXHOCTM pPacCMaTpMBATH JIEKAPCTBEHHBI NpenapaTr O MeOMLMHCKOI'O
[IPYIMEHEHMS I[IPM OCYIECTBJIEHUM TOCYHNapCTBEHHOM permcrpaumy B KadecCTBe
opdaHHOTO JIEKAPCTBEHHOTO Ipelnapara;

2) BKCOepTUs3y IPEenJIOXEHHEIX MeTOoHnOB KOHTPOJIA KadyecTBa
JIEKApPCTBEHHOTO CpencTBa n KauvecTBa IpencTaBJIeHHEIX oBpasioB
JIEKAPCTBEHHOTO CpencTBa C MCHOJb30BaHMEM STUX MeTOINOB (masee -

SKCIEepTMU3a KaueCTBa JIEKAPCTBEHHOTO CPEeICTBa) ;

3) BKCIOepTus3y OTHOMEHUS OXMUIAEMOM IOJIb3E K  BO3MOXHOMY PUCKY
IPMMEHEHMSsT JIEKAPCTBEHHOTO Ipernapara.

3. DkchnepTysa JIeKAapPCTBEHHHX [IPenapaToB oms BETEPUHAPHOTO
NpUMMEeHEeHMsS BKJIOUaeT B cebd DSKCIEPTUly KauecTBa JIEKAPCTBEHHOTO
cpellCTBa M SKCIEPTU3Y OTHOMEHUS OXUIAEMOM IOJIL3E K BO3MOXHOMY PUCKY
IPMMEHEHMST JIEKAPCTBEHHOTO Mpernapara.

(Crarpa 14 B pen. OdenepalibHOT'O 3akKoHa OT 22 mekabps 2014 r. N
429-93 - CobpaHuMe 3BakoOHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540)

Crarbsa 15. denmepalibHOE T'OCYyHAPCTBEHHOE OIIXEeTHOe yUypexIeHUe
10 MPOBENEHMI0 DKCIEPTU3El JIEKAPCTBEHHEX CPEeNCTB

SxcrnepTmsa JIEKAPCTBEHHBIX cpencrTs IPOBOOUTCSA benepanbHEM
TOCyInapCTBEHHEM B10IXe THEIM yUpexIeHueM COOTBETCTBYIETO
YIIOJIHOMOYEHHOT O benmepanvHOTO oprasa VICIIOJIHUTEJIbHOM BJIACTH,

COBOaHHEM IJisd oOecClleUeHMs MCIIOJIHEHMS IIOJIHOMOUUM 3TOoro (denepalibHOTO
opraHa IO BHIAUEe pas3pelleHuy Ha [NPOBeIeHMEe KIMHUUECKUX MCCIEeNOBAaHUN
JIEKAPCTBEHHHX I[IPEenapaToB M (MJM) IO TOCYIAPCTBEHHOM pPeIrucTpalmnn
JIEKAapPCTBEHHHX IIpenapaToB (majlee - BKCIEPTHOE yupexIeHMe) .

Crarpsa 16. OpraHmszauus IPOBEIeHUS SKCIEPTUS3Bl JIEKAPCTBEHHBIX
cpencrTs
(HamMeHOBaHMe B pen. demepalibHOT'O 3akoHa oOT 22 mekabps 2014 1.
N 429-03 - Cob6paHMe BaKOHOIaTeJNbCTBa Poccuirickou demepaumym, 2014, N
52, cr. 7540)

1. SKCHepTV[Ba JIEKAapPCTBEHHEIX CpencTe IIpoBOIONUTCA KOMMCCHUEN
SOKCIIEPTOB OSKCIIEPTHOI'O Yy4YpEeXIeHUA, Ha3HAUEeHHOW eTro pykropoOoOMTEIJIEM, Ha
OCHOBaHMM 3alaHMA Ha IPpOBEeIeHME DJSKCIIEPTUMI3E JIEKAPCTBEHHOI'O CpencCTiBa,
BEIDAHHOI'O YIIOJIHOMOUYEHHEBEIM @)eﬂepaﬂbeIM OPTraHOM VICTIOJIHUTEJIbHOM BJIACTU.
PykoromuTesib SKCIIEPTHOI'O YUpeXxngeHmMAa obecrieunpBaeT HanJiexauee
InpoBperneHme SKCIIEPTV3EL JIEKapCTBEHHEIX cprencTs B COOTBETCTBUUA (&



3amaHueM, BHII A HHEIM YIIOJITHOMOYE HHEIM benepasibHEIM OpTraHoOM
VCIIOJIHUTEJNILHOM BJIACTM, U OPTaHM3yeT IOATOTOBKY CBOOHOTO 3aKJIOUEHMS
3TOM KOMMCCUM. B cocTaB 9DTOM KOMMUCCUM IO PEIIeHUMID PYyKOBOIUTEJS
BSKCIEPTHOTO YUPEeXIeHMs MOTYT OHTb BKJIOUEHH B KaueCTBEe BSKCIEPTOB
nuua, He paboramumye B IAaHHOM SKCIEPTHOM YUYPeXIeHUMM, EeCIU UX
crieuMaJibHEIE  3HAHUSA HEeOOXOIOMMEl IJIsS MNPOBENEeHMS DSKCIEPTU3E UM TaKue
SKCIEPTH OTCYTCTBYIT B HOAHHOM 3KCIEPTHOM YUPEXISHUM.

2. DKCIEPTOM IO TIPOBEIOEHUI BKCIEPTU3L JIEKAPCTBEHHBX CPENCTB
SIBJISETCS ATTECTOBAHHE PabOTHUK BKCIEPTHOTO YYPEeXIeHUs, KOTOPHIM
VMeeT BHICIIEE MeIULHCKOE, bapmalnieBTHUECKOE, OuroJIoTUYEeCKoE,
BETEpPMHAPHOE WM XUMMMUECKoe ofOpas’0oBaHMe U [OPOBOOUT DBKCIEPTU3Y
JleKapCTBEHHBIX CpencTB B TIOPSOKEe MCIOJHEHUS CBOMX IOOJDKHOCTHBIX
obsa3aHHOCTEV (majiee - DKCIIEPT) .

3. [lpu TOPOBEIEeHUM BDKCIEPTUS3H JIEKAPCTBEHHHX CPEICTB BKCIEPT He
MOXET HAaXOOVWTbLCH B KaAaKOM-JIMOO BaBUCKMMOCTM OT JIMIla, HABHAUUBIIETO 3Ty
BKCIIEPTUBRY, paspaboTumka JIEKapCTBEHHOTO cpencTBa WM IOPYTUX
3aMHTEPECOBAHHEIX B PEe3yJibTaTax SKCIEPTU3Bl JIUII .

4. Tpwu IPOBEeNEeHUN SKCIIEP TUSE JIeKapCTBEHHBIX cperncTB He
nonyckaeTcsa wucTpeboBaTh |y 3aaBuTessa  Jub0  MHHEX JIML  MaTepMWaJhl,
HeoOxomuMele IJiS HNPOBEIEHMS DBKCIEPTUM3H. B cilyyae HeIOCTaTOUYHOCTHU
NpenCcTaBJIEHHEX BKCIEPTY MaTepuajioB IJigd »Oauy 3BaKJIUEeHMS DBKCIEepT
CTaBUT BONPOC O IMPEeICTaBJIEHUM eMy HeOOXOIMMEIX MaTEPMAJIOB Iepel

PYKOBOOMTEJIEM BKCIEPTHOIT'O yUpexneHus, KOTOPHIM obpamaeTcs c
COOTBETCTBYIIMM 3alIpoCcoM B YIIOJIHOMOUEHHEM (QenepalsibHEM OpTaH
VCIIOJIHUTEJIbLHOM BJIACTM, BHEIOABUIMM 3aldaHMe Ha I[IPOBelIeHMEe DKCIEePTU3E

JIeKapCTBEHHOT'O CPEeACTBa. YKa3aHHHM bemepalibHEM OpPIT'aH MCIIOJHUTEJIbLHOM
BJIACTM B TeueHMe NATM padoumx »OHeM CcO I»OHS TI[OCTYIJIeHMS 3amnpoca
PYKOBOIUTEJIS DSKCIEPTHOTO YUYPEeXIOeHMS HAaNpaBJIgeT 3asBUTEJIO 3alpoc O
npencTaBJieHUuM HeOOXOOMMEIX MAaTepMaJioB. JaHHBIA 3anpoc MOXeT OHTb
nepenaH yIOJIHOMOUEHHOMY IMPeICTaBUTEJI0 3asSBUTEJIS JIMUHO 10 PacIMUCKYy,
HalnpaBJIeH IO I[IoUTe 3akKa3HBM NMCBMOM WM IepemaH B B3JIeKTPOHHOM dopme
10 TeJIEKOMMYHMKALMOHHBEIM KaHajlaM CBA3M. B ciiyuae HanpaBJIEeHUS IOAaHHOTO
3anpoca o IIoYuTe 3akKasHbBIM [IMCHMOM OH CUMTAeTCs I[IOJIYUEeHHBIM II0
MCTEeUYeHUM WeCcTM HOHEeM C JaTh HalpaBJleHMS BaKa3HOoT'O NuchbMa (B pen.
demepasIbHOT'O 3akoHa oT 25 Hosabps 2013 . N 317-03 - CobpaHue
3akKoHOImaTesLbCTBa Poccurickom denmepaumm, 2013, N 48, cr. 6165).

4-1. BagaBuUTENb obsa3aH NpencTaBUTb OTBET Ha 3amnpoc
YIIOJIHOMOUEHHOTO (GemepaljibHOTO OpT'aHa MCIOJIHUTEJIbBHOM BJIACTU B CPOK,
He TIIpeBHIlallMy IeBSHOCTa pabouux »OHeM CcO IOHS eTro IIOJIyUYeHMs.
YIIOJIHOMOUEHHHM (QenepalibHEM OpT'aH MCIOJIHUTEJILHOM BJIACTH, BBIIIA BIIMMV
3alaHye Ha [NPOBEeNeHMe DKCIEPTU3H JIEKAPCTBEHHOT'O CPEeICcTBa, B TeueHUe
oaTy  paboumx IOHEeM CO OHA [NOCTYIJIEHMSA OT 3asaBUTEJIS OTBeTa Ha OAaHHEMU
3anpocC HalpaBJIgeT TaKOo¥ OTBET B DOKCIEPTHOEe yupexlieHue. B ciyuae
HenpelCTaBJIeHUsa IO MCTEeUeHUM IJOeBSHOCTa paboumx »OHEV 3asgaBUTEJIEM
oTBEeTa Ha IOaHHBIM 3arpoc YIIOJIHOMOUEHHEIV benepalibHBEM opraH
VICIIOJIHUTEJIbHOY  BJIaCTM, BHIABUWMMY 3aXaHMEe Ha [NPOBeIeHMEe BKCIEePTU3EH
JIeKapCTBEHHOT'O CpPenCTBa, B TeueHMe NATK padoumx OHEeM HalpaBJIgeT B
DKCIEPTHOE YyuUpexIeHMe YBeIOMJIEHMe O HelOpelCTaBJIeHUM 3asaBUTEJIEM
OTBETa Ha B3alpocC YyKasl3aHHOTO opTraHa. BpemMsa CcO I»OHA HalpaBJleHUS
3amnpoca BDKCIEPTHOTO YUPEXIeHMs B YINOJIHOMOUEHHHM GemepalibHEM OpIraH
VICIIOJIHUTEJIbHOY  BJIACTM OO IHOHS IIOJIyUdeHUS BKCIEPTHBEM YyUpexXIeHUeM
OTBETAa Ha 3alpoC MM YyBeIOMJIEHMSA O HeIpelCTaBJIEHUM OTBeTa Ha 3alpoc
He YUMTHBAETCS IIpU VUCUMCIJIEHUN Cpoka IpOBEeIEeHUS DKCIIEPTU3EL



JIeKapCTBEHHOTO cpencTea (gacTtb 4-1 BBeneHa PernepaJsibHBEIM 3aKOHOM OT
25 Hosbpsg 2013 . N 317-03 - CobBpaHMe 3akoHOIATEJIbCTBAa POCCHUMCKOM
depmepaumnu, 2013, N 48, cr. 6165).

5. DkxcnepT OpM [OIPOBEIEHUMU IOPYYEHHOM eMy PYKOBOIOUTEIEM
BKCIEPTHOTO YUpPeXIeHMS B3KCIEPTU3Bl JIEKAPCTBEHHOTO CpencTBa o0sa3aH:

1) nDpoBecTM [OJIHOE MCCJIeHOBaHME NPEeACTaBJIEHHHX eMy OOBEKTOB,
MaTepraJios, OaThb OOOCHOBaHHOE " OOBEKTMBHOE BaKJIO4YEeHMe IO
IIOCTaBJIEHHEIM IIepel HMM BOIPOCaM MJIM MOTUBMPOBaHHOE 3akKJIOUEHME O
HEBO3MOXHOCTM IPOBEHOEHUS MM DKCIEPTU3H JIEKAPCTBEHHOI'O CPENCTBa,
€CIM IIOCTaBJIEHHEIE BOIIPOCHE BEIXONAT 3a Ipenejibl ClIelMallbHBIX 3HaHMUN
3KCIepTa, OBBEKTH MCCIIeOBaHMUM n MaTepMraJitl  HEeNPUITOIOHBEL  MJIM
HEeIOOCTaTOUHE IOJid NPOBEIEHMS MCCIEIOBaHMM M HOauM BaKJIoOUYeHud Jubo
COBPEMEHHEM YPOBEHb pPas3BUTUSA HayKM He II0O3BOJISeT OTBEeTUTH Ha
IIOCTaBJIEHHBEIE BOIIPOCEHL;

2) He pasTJjamaTb CBeIeHMs, KOTOpHE CTaJlM €My M3BECTHHE B CBA3U
C NPOBEIEHMEM DBKCIEPTM3H JIEKAPCTBEHHOT'O CPelCcTBa, a TakKXe CBeIeHUd,
CoCTaBJd0IME TOCYIapCTBEHHYID, KOMMEPUECKY MJIM MHYKD OXPaHIeMylo
3aKOHOM TalHYy;

3) ofecneumThb COXPAaHHOCTHL INPEICTaBJIEHHEIX OOBEKTOB MCCJIEeIOBaHUM
M MaTepualioB.

6. DOKCHepT He BIIpare:

1) ODpoOBOOMTH BKCIEPTUIY JIEKAPCTBEHHOTO CpencTBa IO OOpaleHMo
HEIOCPENCTBEHHO K HEeMy opraHM3auui miaM OM3MUeCKMX JIMLL;

2) CaMOCTOATEeJIbHO CcOoOMpaTh MaTepMaJel IJIsS [NPOBEIEHMUs DKCIIEePTU3E
JIEKAPCTBEHHOI'O CPEenCcTBa;

3) NpPOBOIMTL BKCIEPTU3Y JIEKAapCTBEHHOTO CpelcTBa B KadecTBe
HEeTOCyNapCTBEHHOT'O BKCIepTa.

7. B cinydyae HeOOXOIMMOCTM BSKCIEPT BIpaBe XOIaTalCTBOBATH Iepern
PYKOBOIMTEJIEM DBKCIEPTHOT'O YUPEXIEHMS O [IPUBJIEUEHUM K [IPOBEIESHMIO
BKCIEPTU3E JIEKAPCTBEHHOTO CPenCcTBa IOPYyI'MX B5KCIEPTOB.

8. Kaxmeli DKCIEpPT, BXOOANMM B COCTaB KOMMCCUM BKCIEPTOEB,
KOTOPOM [OPYYEHO IPOBEIEHME DBKCIEPTU3H JIEKAPCTBEHHOI'O CpPEencTBa,
HEe3aBUCHMO n CaMOCTOATEJIBHO HNPOBOOUT MCCJIeIOBaHMSA, OlLEeHMBaAET
pes3yabTaThl, [OJIydeHHBe MM JIMYHO M OPYyI'MMM BSKcIepTamy, ¥ QopMyampyeT
BEIBOIIEL OTHOCUTEJIEHO IIOCTaBJIEHHBIX BONPOCOB B Mpelejlax CBOUX
CreuMaJibHEIX 3HAHUMA.

9. Pe3ysbTaTH DBKCIEPTU3E JIEKAPCTBEHHOI'O CpeAcTBa OQOopMIISTCS
3aKJIIOUEHMEM KOMMCCHUM DSKCIEPTOB. B 3aKJOUYeHUM KOMUCCHUM DBKCIEPTOB
YyKas3bBalnTCa IepeyYeHb MCCcenoBaHmi, oBbeM MNPOBEIEHHEIX  KaXIBEIM
SKCIIEPTOM MCCJIeNOBaHUM, YCTAHOBJIEHHBE KaxIbM M3 HMX (aKTH n
CcIeJlaHHBIE B pes3yybTaTe MCCJIEeOOBAHUM BEBOIB. OJOKCIEPT, MHEHUE
KOTOPOI'O HE COBIlamaeT C pPelleHMeM KOMUCCUM DBKCIEPTOB, BIpaBe
BHIPABUTL CBOE MHEHMEe B NOMCBMEHHOM dopmMe, KOTOpoe npmodmaeTcs K
3aKJIOUEHMIO KOMUCCHUM BKCIEPTOB.

10. SxcnepTh, BXOIAlMe B COCTaB KOMMCCMHM, [IpenylpexnainTcs o6
OTBETCTBEHHOCTM B COOTBETCTBMM C 3aKOHOIATEJECTBOM Poccurckomn
denepauum 3a Oady 3akKJIodeHMus, coIepXalerl'o HeODOCHOBAaHHEIE WUIIM
banbcudMUMpPOBaHHEE BHBONBE, O UYeM OHM HAlT IOAIMUCKY .

11. OnpeznejyieHue yYpPOBHA NPOPEeCCHMOHAJIBHOM MNOATOTOBKM SKCIEPTOB U
aTTecTaluMsa MX Ha NPaBO IIPOBEIEHUS DSKCIEPTU3E JIEKAPCTBEHHEIX CPEeNCTB
OCYMECTBJIAITCA 5SKCIEPTHO-KBAIMOMKALMOHHEIMM KOMMUCCHUAMM B IHOPAIKE,
YCTaHOBJIEHHOM COOTBETCTBYKIMM YIIOJIHOMOYEHHEM OGenepalsibHEM OpPI'aHOM
VICIIOJIHUTEJILHOM BJIACTH. YPOBEHDb npodeccroHalbHOM IIOOTOTOBKM



SKCIIEPTOB IMOIJIEXUT I[IEePEeCMOTPY YKAaB3aHHBIMM KOMMCCHUSIMM HE pexe ueMm
OIOVH pa3 B IATbH JIeT.

12. IpaBwuja NPOBEIeHUSA BKCIEPTU3E JIeKapCTBEHHEX CPEICTB U
O0COBEHHOCTM DBKCIEPTU3H OTHOEJIBHEIX BUIOB JIEKAPCTBEHHHIX IIPernapaToB
(pedbepeHTHBEIX JleKapCTBEHHBIX npenapaTos, BOCIIPOU3BEIEHHBIX
JIEKapCTBEHHBIX I[IPEernapaToB, OMOJOTUUECKMUX JIEKAPCTBEHHBEIX [IPEelapaTos,
OMOaHAaJIOTOBEX (OMONOIOOHEIX) JIEKAPCTBEHHEIX IIpenapaTtos (6MoaHaJIoToB),
ToOMeOornaTuue CKMUX JIeKapCTBEHHBIX npenapaTos, JIeKapCTBEHHBIX
PaCTUTEJILHEIX [IPEernapaToB, KOMOMHAaLWMM JIeKapCTBEHHBIX npenapaTos) ,
GOPMEI 3aKJIOUEHUY KOMMCCUM DKCIEPTOB YCTAHABJIMBAKTCH COOTBETCTBYI MM
YIIOJIHOMOUEHHEIM QenepaJibHbEIM OPI'aHOM MCIIOJIHMTEJIbHOM BJlacTu (B pen.
demepasIbHOTO 3akoHa oOT 22 gnekabps 2014 r. N 429-03 - CobOpaHue
3akKoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540).

Craresa 17. Ilomaya M pacCMOTPeHMUE 3asBJIEHUS O I'OCYINapCTBEHHOM
perucTpauumu JeKapCTBEHHOTO IIpenapaTta IJjs
BETEPUHAPHOT'O IIPUMEHEHUS

1. g ToCymapCTBEHHOM peTrucTpaluuM JeKapCTBEHHOTO Ipernaparta
IoJiS BETEePMHAPHOI'O I[IPMMeHeHMs pas3paboTuuMk TakoI'o JIeKAapPCTBEHHOI'O

npenapaTa MM YIOJHOMOUEHHOE MM IpyTloe puIndeckoe JiMIIO (IDajiee B
HacTodley CcTaTbe — 3agBUTEJDb) npencraBigeT B YIIOJIHOMOUYEHHEIN
bernepanbHEM opraH VICIIOJIHUTEJIbL HOM BJIACTH, oCyle C TBJISMMNT
TOCYHOApPCTBEHHYIO permucTpaLmno JIEKAPCTBEHHBIX npenapaTos nJsa

BETEPUHAPHOTO MNPMMEHEHMs, B DJEKTPOHHOM GQopMe MIM Ha OyMaXHOM
HOCHTEJIE BasBJIeHMEe O TOCYIapCTBEHHOM perucTpaluy JIeKAapPCTBEHHOTO
npenapaTa IJid BETEPMHAPHOTO IIPMMEHEHMS, a TaKxe B nopsanxe,
YCTAHOBJIEHHOM COOTBETCTBYWUMM YIIOJIHOMOUEHHEIM OGelepaJibHEIM OpPIaHOM
VCIIOJIHUTEJIbLHOM BJIACTM, B SBJIEKTPOHHOM QopMe MM Ha OyMaXHOM HOCUTEeJIe
HeOoOXOoOMMEE INOKYMEHTH, M3 KOTOPHX QOPMUPYETCS PETMUCTPAaLMOHHOE IOOChE
Ha JIEKapCTBEHHBM [IpernapaT OJiS BEeTEePUMHAPHOT'O IPMMEHEHMS .

2. B BasgByieHUMM O TOCYHOAPCTBEHHOMW perucTpauuyM JIeKapCTBEHHOTO
npenapaTa OJig BeTepPMHAPHOTO MPMMEHEeHMS YyKa3hHBalTCH:

1) HawmMeHOBaHME u ampec 3a8aBUTENA, pazpaboTunka u
IPOM3BOAUTENA JIEKAPCTBEHHOTO IperapaTa IOJig BeTEPMHAPHOT'O IIPUMEHEeHUS
¥ ampec MecCTa OCYUEeCTBJIEHMS NPOM3BOICTBA JIEKAPCTBEHHOTO IIpelapaTa
OJI9 BEeTEPMHAPHOTO IPUMEHEHUS (B crnydae HaJinums HEeCKOJIbKUX
YUaCTHMKOR IIpollecca IMPOMBBOICTBA HeOOXONOMMO YyKasaTb KaxIoro U3
HUX) ;

2) HavMEeHOBAHME JIEKAPCTBEHHOTO IpernapaTa IJs BEeTEepPMHAPHOTO
IpUMeHeHUsa (MexOyHapOoOHOEe HelNaTeHTOBaHHOEe, MM TPYNNIMPOBOYHOE, WJIMU
XVMMYECKOe U TOPT'OBOEe HaMMeHOBaHUSA) ;

3) mepeueHb IOEMCTBYKOUMX M BCIOMOT'aTeJIbHBIX BeEUEeCTB, BXOIAUMX B

COCTaB JIEKAPCTBEHHOI'O IIpelapaTa -IJjisg BETEPMHAPHOI'O [IPMMEHEeHUd, C
yKa3aHMeEM KOJIMYEeCTBa KaXIOoI'O M3 HUX;

4) nexapcTBeHHas ¢Gopwma, OO3MPOBKa, CIIOCOOH BBEIEHUA u
IIPMMEHEHNU S, CPOK TOOHOCTU JIEKAPCTBEHHOTO npenapara omsa

BETEPUHAPHOT'O IPUMEHEHMS;

5) bapmakoTepaneBTHUeCKas Tpylloa;

6) HeOOXOIMMOCTHL I[PMMEHEHMS YCKOPEHHOM IMPOLelyphl BKCIepTU3E
JIeKapPCTBEHHBIX CpencTB B Lenax TOCYyIapCTBEHHOM perucTpaumun
JIEKAPCTBEHHOI'O Ipenapara;

7) KOOMM HOOKYMEHTOB, [NOATBEpXIallMX VYIJIaTy TI'OCyIapCTBEHHOM



[TOULTIVHEL :
a) Ba NnpoBeIeHMe HBKCIEePTM3H KaueCTBa JIEKAPCTBEHHOT'O CPEeICTBa U
SKCIEePTU3H OTHOWEHMS OXMIOAEMOM I[IOJIb3H K BO3MOXHOMY PUCKY IIPVMMEHEHUS
JIEKAPCTBEHHOTO IMpelnapaTa IJis BEeTEePUMHAPHOTO [PUMEHEeHUs I[Ipu eTo
TOCYyHapCTBEHHOM perucTpaluu;
6) Ba BHIOAYy PeI'MCTPALMOHHOTO YIOCTOBEPEHMS JIeKaPCTBEHHOTO

npenapara;
8) HamMuune corJjlacus, NOPeIyCMOTPEHHOTO UYacCThid / HACTOAUEN
CTaTbM, €CJM C MOMEHTa pPeruMcTpaury pedepeHTHOIO JIEKAPCTBEHHOTO

npenapaTra IJg BETEPMHAPHOTO IIPMMEHEHMA [IPOLJIO MeHee uYeM WecCTb JieT
(B pen. OdenmepayibHOTO 3akoHa oT 13 wmioyig 2015 . N 241-03 - CoOpaHue
3akKoHOIaTesIbCTBa Poccurickom denmepaumm, 2015, N 29, cr. 4367).

3. PermcCTpalMOHHOE IOCbe B LeJiaxX 5SKCIEPTU3H JIeKapCTBEHHOTO
npenapaTa IOJjsg BETEPMHAPHOI'O IIpMMEeHeHMsa OQopMMpyeTCsa M3 CJIenyo UMX
IOOKYMEHTOB :

1) xonmsa HOOKYMEeHTa Ha PYCCKOM S3bIKe, BHIAHHOTO KOMIIETEeHTHEM
OPT'aHOM CTPAaHE MNPOU3BOIOUTEJISA IJIS KaXIOM INPOM3BOINCTBEHHOM ILJIOMAIKM
pPerncCTPMPyEeMOT O JIEKAPCTBEHHOTO npenapara nyis BETEPUHaAPHOTO
IpUMEeHeHuda (B TOM dYMCIe oJisa IPOMBBOIUTEI I bapmMaLeBTHUECKOM
cyBCcTaHUUM) , 3aBEPEHHOI'O B YCTAHOBJIEHHOM IIOPAIKE M IIONTBEPXIAalIeIo
COOTBETCTBME I[POU3BOIUTENISA PETUCTPUPYEMOI'O JIEKAPCTBEHHOI'O IIpelapaTa
IOJig BEeTEePMHAPHOTO [IPUMEHEHMU A TpeBOBaHUAM paBUil Hanmexaumen
IIPOM3BONCTBEHHON NPakKTMKM, JmMOO KONMA JIMUEH3MM Ha [IPOM3BOACTBO
JIEKAPCTBEHHEIX CPEeNCTB OJig BETEePMHAPHOI'O IPMMEeHeHMS IJiS POCCUMCKUX
IPOUBBOIUTEJIEN ;

2) xomnmusa 3aKJIOYEHU S o COOTBETCTBUMU IPOMU3BOOUTEIA
JIEKAPCTBEHHOT'O IIpelapaTa OJjig BeTEepMHAPHOTO I[IPMMEeHeHMs TpeOoBaHMAM
npaBuil Hanjexauemn IIPOM3BONCTBEHHOM IPaKTUKY, BEII&AHHOTO
YIIOJIHOMOUYEHHEIM QemepalsibHbEIM OPI'aHOM MCIIOJIHUTEJIBHOM BJIACTM OJIS KaXIOoM
IIPOM3BONCTBEHHOM IIJIOWanKM PEeIrMCTPMPYEMOI'O JIEKAPCTBEHHOTO IIpelnapaTra
IOJig BEeTEepMHAPHOT'O I[PpMMEeHeHusa (B TOM UYMCJe Ojd IPOMU3BOOUTEIA
bapmanerTHUeCcKOM CcyOCTaHUMM) , JIMOO KONMSA JIMLUEH3MM Ha [IPOM3BOACTBO
JIEKAPCTBEHHEIX CPEeNCTB IJig BETEePMHAPHOI'O IPMMEeHeHMS IJiS POCCUMCKUX
IPOMBBOOUTETIEN ;

3) NpOeKT HOPMAaTMBHOTO IOKYMEHTa Ha JIeKapCTBEHHBM NpenapaT IJid
BETEPUHAPHOI'O IIPUMEHEHU;

4) IOKYMEHT, comepxammum CJIe Oy Uy MHOOPMa LI le)
bapmaneBTHUEeCkKOV CyOCTaHUUM WK bapmMalLeBTHUUECKUX cybCcTaHUUAX,
BXOIAWMX B COCTaB JEeKapCTBEHHOT'O IIpernapaTa IJjisg BETEPUHAPHOTO
IpUMEeHEeHU :

a) HamuMMeHOBaHMe (apMalleBTMUeCKOM CcyOCTaHUUM, €€ CTPYKTypa,
obuye CBOMCTBA;

©) HaMMEHOBAHME U ampecC NPOU3BOOUTEJIA;

B) TEXHOJIOTMSA [IPOM3BOACTBa C ONMCAHMEM CTaIVM [IPOU3BOIACTBA U
METOLOB KOHTPOJIA Ha BCEX CTaIuMax [IPOM3BOACTBA;

) mHOOpMAaLMA O NPMMECHIX;

o) crneumbmxaumsa Ha OGapMaleBTUYECKYKn CyOCTaHLMIO;

€) OoInMCaHMe METOIMK KOHTPOJIS KadecTBa;

X) pes3ysbTaThl aHalusza cepuM dapMalleBTUUECKOM CyOCTaHLUM;

3) IepedeHb CTaHIapPTHEX O0pas3loB MM BEUIEeCTB, MCIOJNb3yeMbIX IPpK
OCYMECTBJIEHUM KOHTPOJIS KadeCTBa;

) OINMCaHME XapaKTEPUCTMK M CBOMCTE YINaKOBOUHEIX MaTepMaJiOB U
YKYIOPOUHEIX CPEICTB;



K) IaHHBIE O CTaOMIJILHOCTU;

JI) CPOK T'ONHOCTM, YCJIOBUS XPaHEHUS;

5) oTuer o) pesyJbTaTax IOOKJIMHNYECKOT'O MCCJIeHOBaHMS
JIEKAPCTBEHHOTO CPEeOCTBa OJid BETEPMHAPHOTO IPMMEHEHUS;

6) oTueT o pesyJbTaTax KJIMHUYECKOTO UCCJIeOOBaHUA
JIeKapCTBEHHOT'O IpernapaTa OJsg BeTepMHAPHOTO I[PMMEHEeHMA Yy KaxIoTo
BUIA XMBOTHEIX, YKa3aHHEIX B MHCTPYKLUMUM 10 BETEPMHAPHOMY IIPVMEHEHMUIO;

7) TOpoexT VHCTPYKLUU 1o BeTepUHAPHOMY IpUMeHEHUIO
JIEKapCTBEHHOT'O MpelapaTa, CcoIepxXallel cjelyolye CBeIeHMUd:

a) HauMMEeHOBaHME JIEKAapPCTBEHHOT'O IIpernapaTa IJid BeTepUMHAPHOTO
IpUMEeHEeHUs (MeXIOyHapOoIHOEe HelaTeHTOBaHHOe, WM TPYINMPOBOYHOE, WIMU
XVYMUUECKOEe U TOPpI'OBOE HaMMEHOBAaHUA) ;

©) JexapCTBeHHAasd bopma C yKa3aHueM HaMMeHOBAaHUM u
KOJIMUYECTBEHHOT'O COCTaBa INEeMCTBYUMX BEUEeCTB M KadueCTBEHHOI'O COoCTaBa
BCIIOMOT'@TeJIbHEIX BEUECTR;

B) ONMCaHMe BHEWHEeTO BuUIa JIEKaPCTBEHHOTO npenapara ons
BETEPUHAPHOTO MNPUMEHEHUS;

) bapMakoTepalneBTHMUEeCKas I'pylllla JIeKapCTBEHHOT'O IpernapaTa IJid

BETEPUHAPHOTO IpVYIMEHEHMS VI yKasaHue "ToMeonaTmue CcKum
JIeKapCTBEHHB nOpenapat";

o) dapMakoIMHaMMKa 18 bapMaKOKMHETMKA (3a VICKJIIOUEHMEM
bapMaKOKMHE TUKHU TOMeONnaTU4deCKUX JIeKapCTBEHHHIX penapaTos n
PacTUTeNbHBIX JIeKapCTBEHHBIX penapaTos) W onmcaHue

VIMMYHOOMOJIOTMYUECKMX CBOMCTB JIEKAPCTBEHHOT'O IIpenapara;

€) IoKa3aHusa IJisa IPUMEHEHUS;

X) MIPOTUBOIOKA3aHUA IJiS [NPUMEHEeHUS;

3) MepPH IPelOCTOPOXHOCTM IPU INPUMEHEeHUU;

1) YyKaszsaHMe BO3MOXHOCTM M OCODEHHOCTEM MNPMMEHEeHMS y OepeMeHHBIX
XMBOTHHEIX, Y XMBOTHHIX B I[€pPUON JIaKTaluM, Yy ITOTOMCTBA XUBOTHHIX;

K) pexuM IOO3MPpOBaHMa, CIOCODO BBeIeHMS U I[IPUMEHeHUd, npu
HeoOXOOMMOCTHU BpeMsa npueMa JIEKapPCTBEHHOTO npernapara ons
BETEPMHAPHOT'O I[IPMMEHEHMSI, [IPONOJIXMTEJILHOCTEL JIEUeHUS;

JI) BOBMOXHBIE TI[IOOOUHBIE HOeMCTBMS, HexeJlaTeJlbHHe peakUuuMu Ipu
IIPVMMEHEHUM JIEKAPCTBEHHOTO IIpelapaTa IJiS BEeTEPMHAPHOI'O IIPMMEeHEHMS;

M) CHUMIITOMBEL I[I€PEeNOBUPOBKM, MEPH I[I0 OKa3aHU IOMOIM npu
Iepeno3MpPOBKE;

H) B3auMMOIENCTBME C OPYTUMM JIEKAPCTBEHHHMMU IpernapaTraMu M (MJim)
KopMaMm;

0) GOpMEI BHIIyCKa JIEKAPCTBEHHOT'O IIpernapaTa IJig BeTepUMHAPHOTO
IPVIMEHEHWS ;

) ykasaHue (npu HEeOOXOOMMOCTI) ocoBeHHOCTEN OEeVCTBUS
JIeKapCTBEHHOT'O IpernapaTa IOJsd BEeTepPMHAPHOT'O I[PUMEHEeHUS IIPU I[IepPBOM
IprueMe WM [IPpM eTo OTMEHEe;

p) omnmcaHue (IpM HeOOXOOMMOCTM) IEMCTBMM BETEPMHAPHOI'O Bpaua
(BeTepuHapHOTO Oeybrmepa), MHOTO CIelMaliCTa B OOJIaCcTU BeTepUHAPUM,
BJIaZeJiblla XMBOTHOTO IIPM IPOIYyCKe IIpMeMa OIHOM MM HEeCKOJIbKMX 03
JIeKapCTBEHHOT'O IperapaTa IOJig BeTePMHAPHOT'O IPUMEHEHUS;

C) CpOK I'OOHOCTHU n yKazaHue Ha 3anperT IPYIMEHEHW S
JIEKAPCTBEHHOT'O IIpellapaTa Ojig BEeTEePMHAPHOT'O IPMMEeHeHMS 10 MCTeUeHUU
cCpoka TONHOCTH;

T) YCJIOBMSA XPaHEHUS;

y) YyKaszsaHMe Ha HeOoOXOIMMOCTB XPaHEeHMS JIEKapCTBEHHOT'O Ipernaparta
IOJIsT BETEPUMHAPHOTO INPMMEHEHMsS B MecTaxX, HEeINOCTYIIHBIX IJId OeTel;



®) ykazaHue (nmpwm HeoBOXOOMUMOCTI) CrielMalibHBEIX Mep
IPeIOCTOPOXHOCTY IIPM YHUUTOXEHMM HEMCIIOJIb30BAHHBIX JIEKAPCTBEHHHX
npernapaToB IJiS BETEPMHAPHOT'O INPMMEHEHUS;

X) CPpOKMU BOBMOXHOT'O VCIIOJIb30BaHMUA IPOOYyKLUUM XUBOTHOTO
IIPOUCXOXIEHUA IIOCJI€ BBEIEHUSA XMBOTHOMY JIEKAPCTBEHHOTO IpenapaTa ojsd
BETEPUHAPHOT'O IIPUMEHEHMS;

1I) YCJIOBUS OTIIyCKa;

Uu) HaUMeHOBAaHUSA u ampeca IPOMBBOIOCTBEHHEIX IJIomanok
IPOUBBOOUTENI JIEKAPCTBEHHOTO npenapatTa oJjis BETEPUHAPHOTO
IIPVIMEHEHUS ;

) HauMMeHOBAaHMe, aIpecC opTlaHM3aluM, YIOJIHOMOUEHHOM IepXaTeJleM
WM  BJlameJiblieM PETUCTPALIMOHHOTO YyIOOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapaTa Ha NPUMHATHE NPEeTEH3UM OT NOTpebuTresid;

8) MNPOEeKTH MakKeTOB IIE€PBUUHOM YIIAKOBKM I BTOPUUYHOM YIIaKOBKU
JIeKapCTBEHHOT'O IperapaTa IJig BeTePMHAPHOT'O IPUMEHEHUS;

9) crnenymomme CBeleHUud o) JIEKAPCTBEHHOM npenapare nJjsa
BETEPUHAPHOTO MNPUMEHEHUS :

a) omnmcaHue 128 cocTas JIEKaPCTBEHHOTO npenapara oJIs
BETEPUHAPHOT'O IIPUMEHEHMS;

0) omnmcaHre GapMalleBTUUECKON pa3paboTKiu;

B) ONMCaHMe IIpollecca MNPOMU3BONCTBA UM €TI0 KOHTPOJIS;

') OINMCaHMe KOHTPOJIS KPUTUUECKUX cTanmun IPOM3BOLACTRBA u
IIPOMEXYTOUHOM TIPOIYKLIUM ;

) HauMMeHOBaHMA UM azpeca pa3paboTuuka, IOepXaTesisa MM BJaleljiblia
PETUCTPALMOHHOTO YIOOCTOBEPEHUS JIEKAPCTBEHHOTO npenapara,
IPOM3BOACTBEHHEIX IIJIOMANOK IMPOM3BOIUTEJIS JIEKAPCTBEHHOT'O IpernapaTa
IOJIS BETEPMHAPHOT'O NpMMeHeHUus (B pen. dermepalibHOTO 3akoHa OT 13 wmioJs
2015 r. N 241-03 - CoBOpaHMe 3aKOHOIATeJIbCTBa Poccurickol denepauuu,
2015, N 29, cr. 4367);

e) bapmMaueBTHUECKAS COBMECTMMOCTD;

K) MUKPOOMOJIOTMYECKME XapaKTEePUCTUKM;

3) MaTepualyibHBEM BOajlaHC OJid IPOM3BOIACTRBA cepumn TOTOBOTO
IpoOoyKTa;

1) OIMCaHME XaAPaKTEPUCTUK M CBOMCTB YINIaKOBOUHEIX MaTEpMaJIOB U
YKYIOPOUHEIX CPEeICTB;

K) IOOKYMEeHTaJIbHOEe INOATBepPXIeHMre (BajluMmaluMs) IIPpOLecCOoB M (Mm)
X OlleHKa;

JI) TpeboBaHMSA K KadeCTBY BCIOMOT'ATEJIbLHEIX BEIECTB (cepTuduxar,
crneumdmMKalMsa Ha BCIOMOTATEJIbHEIE BeleCTBa UM MX OOOCHOBAHUE) ;

M) aHaIUTUYECKMe MeTOIMKM, MUCIOJIb3yeMble [IPpU OCyleCTBJIEHUNU
KOHTPOJIS KaueCTBa BCIOMOTATEJIbHHX BEUECTB;

H) IOOKyMEHTaJIbHOE TOATBEpPXIEeHME (Banmmmanmsa) AHAJIMTUYE CKUX
MEeTOOVK, VICIIOJIb 3y EMBIX npu OCyeCTRBJICHUM KOHTPOJIA KauecTBa
BCIIOMOTATEJIbHEX BEUECTB;

0) mHOOpMalMs 06 VCIIOJIb 30BaHUNU BCIIOMOT'aTeJIbHEIX BeUleCTB
YeJIOBEUECKOT'O M XMBOTHOT'O IPOUCXOXIEHUS;

n) mHbopMaumsa OO0 MCIOJNIB30BAHMM HOBHEIX BCIOMOI'aTeJIbHEIX BEIEeCTB;

p) TpeboBaHUA K KauecTBy JIEKAPCTBEHHOTO npenapatTa oJjsa
BETEPUHAPHOTO NpUMeHeHUus (cepTudmkaT, crneumpmraumsa Ha JIeKapCTBEHHEMU
npenapatTt 1 ux OOOCHOBAaHMUE) ;

C) aHaIuUTUYeCKMe MEeTOOMKM, MCIOJIb3YyEMBIE IIPU OCymeCTBJIEHUM
KOHTPOJIA KauecTBa JEeKapCTBEHHOT'O Ipenaparta ojsa BETEPUHAPHOTO
IPpUMEHEHUS ;



T) IOKYyMEHTAaJIbHOE I[OITBEpPXIeHMUE (Banmmmaums) aHaANIUTUYE CKUX
MeTOIUK, MICIIOJIb 3y EeMBIX npu OCYyUEeCTBJICHUN KOHTPOJIA KadeCcTBa
JIEKAPCTBEHHOT'O IIpelapaTa Ojisg BEeTEePMHAPHOTO NPMMEeHEeHUS;

y) HOOKYMEHT, I[OATBEepXIallMy KaueCTBO JIeKAPCTBEHHOT'O IIpelapaTa
TpeX MNPOMBIIJIEHHEIX CePpMM ([NPOTOKOJI aHallM3a MM cepTudmxaT aHalmsza),
oIHa cepusa KOTOPOTO IOJIXHA COBIaIaTh c cepuemn obpasua
JIeKAPCTBEHHOT'O IIpelnapaTa, [IOOAaHHOTO Ha peTrMCTpalMo;

®) xapakTepucCTHUKa IIPpMMEeCEeN;

X) IlepeueHb CTaHIAPTHEX oBpas3LoEB, MCIIOJIb 3y EeMbBIX npu
OCYMECTBJIEHMM KOHTPOJIA KadecTBa JIEKapCTBEHHOTO npenapara oms
BETEPMHAPHOT'O IPMMEHEHUT;

11) IaHHBE O CTabUIILHOCTU JIEKaPCTBEHHOTO npernapara oyis
BETEPUHAPHOT'O IIPUMEHEHUT;

10) xomnmsa IOOKyMEeHTa, comepXxauero MHOOpMaLUMI O HaluuumM uam o6
OoTCyTCTBUM (QaKTOB perncTpaumnmn JIEKAPCTBEHHOTO npenapara omis
BETEPMHAPHOI'O IIPpMMeHeHUsa 3a IpenejiaMu Poccuiickoi demepaluy;

11) corjacme B INOMCbMEHHOM ©QopMme, NOPedyCMOTPeHHOe dYacTbio
HacTodleM cTaTby, B crydae perucTpaumnmn BOCINPOMU3BEIEHHOTO
JIeKapCTBEHHOT'O Ipenaparta (B pexn. demepallbHOTO 3akoHa oOT 13 wmionsa
2015 r. N 241-03 - CoBOpaHHMe 3aKOHOIATeJIbCTBa Poccurickol denepauuu,
2015, N 29, cr. 4367);

12) xomnmsa OOKyMeHTa Ha PYCCKOM a3BIKE, 3aBEpPEeHHOTO B
YCTAHOBJIEHHOM IIOPSAAKEe M NOATBEpXIapnllero IPaBOMOYHOCTBL 3adBJIEHMS O
TOCyIapCTBEHHOM perucTpaumnumn JIeKaPCTBEHHOTO npernapara oyis
BETEPMHAPHOI'O IIPMMEHEeHUS (HOBEPEHHOCTH) .

4. Tlpm IpOBEeIeHUN YCKOPEHHOM IpoLenypPh BKCIIEPTUSBE
JIeKAPCTBEHHOT'O IIpellapaTa Ojis BETEePMHAPHOT'O NIPMMEeHeHMS B Lejiax eIo
TOCYyIapCTBEHHOM peTrucTpaluumn MOXeT IPenCcTaBIaTbCSI nHbpopMal Mg,
IIOJIydeHHasa IIpM [IPOBENEeHMM KIIMHUUECKMX MCCJIeOOBAaHMM JIEKAPCTBEHHOI'O
npenapaTra ¥ ONyOJIMKOBaHHaA B CIeLMalM3MPOBAHHBIX [I€YaTHBIX M3OaHMAX,

a TakKxe IJOKYMEHTEHI, comepxamme pesysipTaTel nCcciyiegOpaHmMA
OMOBKBUBAJIEHTHOCTHU JIEKaApPCTBEHHOTI'O InperiapaTa IJIA BETEPMHAPHOTI'O
IIPVMIMEHEHUA .

5. Ha »KCHepTusy PasIMUHEIX JIEKAaPCTBEHHHX (QOpPM OIHOTO M TOTO Xe
JIeKAPCTBEHHOT'O IIpelapaTa Mnjis BeTEepMHAPHOTO IMPMMEeHEeHMS BasaBUTEeb
IpelCcTaBJigeT OTHEeJIbHBIE 3afdBJIEHUS UM PETMCTPAalMOHHEIE HOChE Ha KaxIylo
JIeKapCTBEHHYILD QopMy. I[lpM yCJOBMM OINHOBPEMEHHOM INOHAUM Ha BKCIEPTU3Y
OHOM JIEKAPCTBEHHOM GOPMEI C PAa3JIMUHEIMM HOO3UPOBKOM, KOHILEHTpaluueu,
OBBEMOM 3asBUTEJIb NPENCTaBJIAET OIOHO 3asBJIEHME U PEIUCTPAalMOHHOE
OOCbe C IPUIIOXEHMEM MaKETOB YIakKOBOK Ha KaxIyl HOO3UPOBKY, KaxXIylo
KOHLEHTPpAalLMo, KaxXIbpll OOBEM M KaXIoe KOJMYECTBO O3 B YyIakKOBKe.

6. 3BagBuTeNnb BIpaBe I[IPenNCTaBMTb 10 COOCTBEHHOM MHMLMATUBE
BMECTE C 3afBJIEHMEM O TOCYHAapCTBEHHOM peIruMcTpauumu JIeKapCTBEHHOT'O
npenapaTta IOJg BETEPMHAPHOT'O I[IPMMEHEHMS IOOKYMEHTEH, [NOINTBEpPXIAILMe
yIlaTy I'OCYHapCTBEHHOM IONUIMHEL M yKasaHHHEe B I[OIyHKTe 7 dYacTu 2
HacTodmeM cTaTbM. B cioydae wMxX HENpPenCcTaBJIeHMA COOTBETCTBYUMNA
YIIOJIHOMOUEHHE denepaJibHbBY OpPI'aH MCIOJHUTEJIBHOM BJIACTM I[IPOBEPSET
baxT ynJaaTH 3ag9BUTEIIEM TOCyIapCTBEHHOM TIOIJIMHEL IIOCPEenNCTBOM
MCHNOJIb30BaHMsa MHOopMauum 0O ynjare TOCyLapCTBEHHOM TIOULJIMHEL,
comepxaumencsa B T'ocymapCcTBEeHHOM MHOOPMAaLMOHHOM cucrTeMme o)
TOCYyIapCTBEHHEIX n MYyHMLMIIAJIbHEIX njaTexax, Ha OCHOBaHUMU
IpelCTaBJIEHHBIX 3afgBUTEJIEM KONMM HOOKYMEHTOB, I[IOATBEpXIallMxX YIJaTy
TOCYyIapCTBEHHOM I[IOWJIMHEL.



7. He IoolyckaeTcs VCIIOJIb30BaHME B KOMMEpPUYEeCKUXK LHeysax
nubpopMalMM O pes3yybTaTaxX IOOKJIMHMUECKUX MCCIEeIOBAaHUM JIeKapCTBEHHHX
CPenCTB ¥ KJIMHMUECKMUX MCCJIEeIOBaHMUM JIEKAPCTBEHHHX IIpenapaToB IJis
BETEPUHAPHOTO IpMMEeHEeHU, IpencTaBJIEeHHON 3asaBUTEJIEM s
TOCYyIapCTBEHHOM PpeTrucTpaluuM JIeKapCTBEHHEIX I[IpelapaTosB, 0e3 ero
corJlacus B TEeUeHMe WecCTM JIeT C IaThl TI'OCYyHapCTBEHHOM perucTpaluu
pebepeHTHOTO JIEKAPCTBEHHOTO Ipernapara B Poccurickon demepalum.

(Crarba 17 B pen. demepallbHOI'O 3akoHa oT 22 mekxabps 2014 r. N
429-33 - CobpaHmMe sBakKoHOomaTesnbCcTBa Poccuimickom denmepaumm, 2014, N
52, crT. 7540)

Crarbs 18. [lomaua M PaCCMOTPEHME 3asBJIEHUS O
TOCYHapCTBEHHOM perucTpaluu JIEKapCTBEHHOTO
npenapara s MEeOULIMHCKOTO MIPMMEHEHUS
(HamMeHOBaHMe B pen. demepalibHOT'O 3akoHa OT 22 nekabps 2014 .
N 429-03 - Cob6paHMe BaKOHOIaTeJNbCTBa Poccurickou ®emepaumm, 2014, N
52, cT. 7540)

1. g TOCyHOAapCTBEHHOM perucTpauuy JIeKapCTBEHHOT'O Ipernaparta
o7  MEeIMUMHCKOTO IIPUMMEHEHMUs pUIMJYecKoe JIMIIO, OericTByKlee B
COOCTBEHHEIX MHTEepecax WM YIIOJHOMOUEHHOE IMPelCTaBJIAThL MWHTEPECH
OpyTOT'0 KPMOMUECKOT'O JIMla M 3adBjdiollee JIeKapCTBEHHHM IIpernapaT Ha
TOCYIapCTBEHHYID perucTpaumuio (IJajlee B HACTOAWEeM CTaTbe - 3adBUTENDL),
npencTapjsgeT B YIOJHOMOUEHHBM G(elepasibHBEI OpPTaH MCIOJIHUTEJbHOM
BJIACTM, OCYUWECTBJIAOIMY TOCYIapCTBEHHYID PETUCTPALMID JIEKAPCTBEHHBIX
npenapaToB IJiS MeIMUIMHCKOT'O IPMMEHeHMUsa, B DBJIEKTPOHHOM dopMe M Ha
OyMaxHOM HOCUTEe e 3asaBJIeHMe o) TOCyIapCTBEHHOM perucTpaumum
JIeKapCTBEHHOT'O IpernapaTa Ojs MEeOMUMHCKOTO TIPMMEHEeHMs, a TakKxXxe B
nopsnke, YCTaHOBJIEHHOM YTIOJIHOMOUEHHBIM beneparnbHBM OpTraHoOM
VICIIOJIHUTEJIbHOM BJIACTM, B DJIEKTPOHHOM GopMe M Ha OyMaXHOM HOCHUTEJe
HeOoOXOoOMMEE INOKYMEHTH, M3 KOTOPHX QOPMMPYETCS PEIMCTPalMOHHOE HOOChe
Ha JIEKapPCTBEHHB MOpenapaT OJsg MeIUMIMHCKOTO IpuMMeHeHusa (B pen.
demepasIbHOTO 3akoHa oOT 22 gnekabps 2014 r. N 429-03 - CobOpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

2. B BagBjeHUM O TOCYIapCTBEHHOM pPerucTpaluM JIeKapCTBEHHOT'O
npenapara IJjsg MeIUIMHCKOTO IIPUMEHEHMUS YKa3BBAlTCH:

1) HawmMeHOBaHwUe, anpec 3asaBUTENS n IPOU3BOOUTETIS
JIeKapCTBEHHOT'O IperapaTa IOJd MeIMUIMHCKOT'O NPMMEHeHMs, CBeleHus o0
X perucTpauuy B KadveCTBe HaJIOT'OIJlaTeJsibliMKa B CTpaHe perucTpaumm
(mis POCCUMCKUX OPUOMUE CKUX JIALL -  UOeHTUOVKALMOHHEI HOMEP
HaJioToriaTesbivka (MHH), @OJ8 MHOCTPAHHBIX HPUOAMYUECKMX JIMI, — CTpPaHa
perucTpauuM, HaMMEHOBaHME PEeIrMCTPUPYIETro oplaHa, pPeIMCTPalVOHHBIM
HOMEPp, KO HaJIoTOoIJlaTeJibliMKa B CTpaHe perucTpaumm (MHKOPIoOpalWM)
WU ero aHaJior) n ampec MecTa OCYHECTBJIEHUS IIPOM3BOICTBA
JIeKapCTBEHHOT'O IpenapaTra (B ciiydae HaluuuMsa HECKOJIbKUX YUACTHUKOB
npollecca ero IIPOM3BOICTBAa HeOOXOIMMO yKas3aThb KaxXIOoT'0 ydaCTHMKA B
COOTBETCTBUM C OCYUWECTRBJIIEMOM CTaIMel [IPOM3BOICTBA) (B pexn.
demepasibHOTO 3akoHa oT 28 gmekxabps 2017 . N 425-03 - CobOpaHue
3akKoHOIaTesLbCTBa Poccurickom denmepaumm, 2018, N 1, cT. 9);

2) HauMeHOBAaHME JIeKapCTBEHHOT'O IpernapaTra nIJid MEOUILIMHCKOTO
IpUMEHEHUS (MeXIOyHapOoIHOE HelaTeHTOBAaHHOe, WM TPYINMPOBOYHOE, WJIMU
XVMMUECKOE U TOPTOBOE HaMMEeHOBaHUSA) ;

3) mnepeueHb IOEVCTBYKOIMX ¥ BCIOMOTATEJIbHBEIX BEUECTB, BXOIAIMX B



COCTaB JIEKAPCTBEHHOI'O IIpelapaTa OJjlg MeIMLIMHCKOI'O [IPMMEHEHUsa, C
yKaszaHMeM KOJIMUeCcTBa KaxXIOoT'o M3 HUX;

4) nexapcTBeHHas Gopwma, OO3MPOBKA, CIIOCOOH BBEIEHUA 128
IIPVMMEHEHMS, CPOK T'OOHOCTM JIEKAPCTBEHHOI'O IpellapaTa OJg MEeOMIMHCKOTO

IIPVIMEHEHNS ;
5) bapmaxkoTepaneBTHUUECKAS rpynna, KOO
aHATOMO-TepaleBTUUECKO~XMMMNYUECKON KkJaccubpmraumm, PEKOMEHIOBAHHOM

BCGMMpHO]z OpI‘aHMBaLU/[eIZ 30paBOOXpPaHeHu4d, 3adBJIAEMEBIE IIOKa3aHmMA panassi
IIPMMEHEHNA JIEKAPCTBEHHOT'O IIpellapaTa IOJId MEeIMIMHCKOI'O IIPVMMEHEHMA;

6) OTCyTCTBUE HeoOXOoOMMOCTH IpenoCTaBJIeHUS oTueTa o)
pesyibTaTax KJIMHUUECKOTO MCCJIenOBaHMAg, MCCJIeOOBAaHMUI
OMODKBUBAJIEHTHOCTHM JI€KAPCTBEHHOTO Ipenapara, pPaspemeHHoTo nsa

MEOUIMHCKOTO NpUMeHeHusa B Poccurickoy Oenmepauum 0OoJiee OBanuaTu JeT,
C yKasaHMEeM HOPMATMBHEIX [NPABOBEX aKTOB, IOIOTBEPXIANUMX IaHHBIM CPOK
IIPVUMEHEHUS ;

7) HeOoBXOIMMOCTBL OQOPMIIEHUS pPaspelleHrs Ha BBO3 B POCCUMCKY
denepanuio KOHKPETHOM IapTumn 3apEeTUCTPUPOBAHHEIX n (1m111)
HEBAPETIUCTPUPOBAHHEIX JIEKAPCTBEHHHX CPeICTB, [peOHa3HaueHHBX JJId
IPOBENEHUS BKCIEePTU3Ll JIEKAPCTBEHHEIX CPEANCTB B LeJIgX I'OCYNapCTBEHHOM

perucTpaumnm;

8) HeoOXOoOMMOCTb IIpOBEeNEeHUs DKCIIEPTU3EL IOOKYMEHTOB,
npencTaBJIE HHEIX OJis onpeneyeHns BO3MOXHOCTH paccMaTpuBaThb
JIeKapCTBEHHBIM npenapar OJ1s MEeIOVLMHCKOTO IPMMEHEHU ST npu

OCYIECTBJIEHMM TI'OCYIDapCTBEHHOM perucrpauumu B KadecTBe OpdaHHOTO
JIEKAPCTBEHHOI'O Ipenapara;
9) HeOOXOIMMOCTHL IPMMEHEHMS YCKOPEHHOM MpPOLelyphl BKCIepTU3E

JIEKapCTBEHHHX cpencrTs B HeJyax TOCYyHnapCTBEHHON perucTpauum
JIEKApPCTBEHHOTO IpernaparTa;

10) xonmM HOOKYMEHTOB, [OATBepXIallMxX YyIIJaTy I'OCyIapCTBEHHOM
[TOMUIJIVHEL

a) 3a NpoBeIeHME DBKCIEPTU3E OOKYMEHTOB, IPEeNCTaBJIEHHBEIX IJId
onpernesieHMs BO3MOXHOCTM pacCMaTpMBaTh JIEKAPCTBEHHBI NOpelapaT oS
MEeIOMLMHCKOTO IPVIMEHEHUS npu OCyLEeCTBJIIEHUN TOCYyLapCTBEHHOM
perucTpauumM B kadecTBe OpQaHHOTO JIEKAPCTBEHHOT'O Ipelapara;

0) 3a NpoBeleHME DBKCIEPTU3E KadeCTBa JIEKAPCTBEHHOTO CpencTBa M
BKCIEPTMU3E OTHOWEHMS OXMIAEMOM II0JIb3BEl K BO3MOXHOMY PUCKY IIPUMMEHEHUS
JIEKaPCTBEHHOT'O IpelnapaTa, Pa3pelleHHOTO IOJId MEIMILMHCKOI'O IIPUMEHEHUS
B Poccumckom demepauum OoJjiee OBanuaTM JIeT, OPM OCYULECTBJIEHUU
TOCYyIOAapCTBEHHOM PEeTruCTpaluM JIEKapCTBEHHOI'O Ipelapara;

B) 3a NpOBEeIeHME DBKCIEPTU3E KadeCTbBa JIEKAPCTBEHHOI'O CPpencTBa u
BKCIEPTMU3E OTHOWEHMS OXMIOAEMOM II0JIb3BEl K BO3MOXHOMY PUCKY IIPUMEHEHUS
JIeKAPCTBEHHOT'O IIpelapaTa ojad MeOMUMHCKOTO [PMMEeHeHMI [Ipu ero
TOCYyIapCTBEHHOM PEeTruCTpalum;

I') 3a [NpOBeleHME 3BSKCIEPTU3HE KadeCTbBa JIEKAPCTBEHHOI'O CpPpencTBa u
BKCIEPTMU3E OTHOIEHMS OXMIOAEMOM II0JIb3BEl K BO3MOXHOMY PUCKY IIPUMMEHEHUS
JIEKAPCTBEHHOT'O IIpelapaTa Ojs MeOMLUMHCKOIO IPMMEeHEeHMS, B OTHOIEHUM
KOTOPOTO NIPOBENEHEL MeXIOyHapOoOHbe MHOT'OLIeHTPOBELIE KJIMHMYECKUE
MCCJIeOOBaHMA, YacCTb M3 KOTOPEIX INIpoBeneHa B Poccuyckoym denepauuny,
IpK OCYUECTBIIEHUN TOCYyHapCTBEHHOM perucTpauumn JIEKapPCTBEHHOTO
npenapara;

11) HamuuMe coIvlacusa NPOMBBOAMTEJS JIeKAPCTBEHHOT'O IIpelnaparTa,
IPOM3BONCTBO KOTOPOIO OCYUWEeCTBJIASTCA 34 npenejgamMm Poccumckon
demepauun, Ha IpoBeNeHMKE VHCIEKTUPOBAaHMUA IPOU3BOOUTETIA Ha



COOTBETCTBME TpeOoBaHMAM IpaBUII HaznJjexaumen IPOM3BOLCTBEHHOM
NPaKTUKL;

12) Hamuume coIJilacus, HIPelyCMOTPEHHOT'O uYacTeio 18 HacTodAumen
CTaTbU;

13) ykxazsaHMe BMIA JIEKAPCTBEHHOT'O IIpellaparTa, IPeICTaBJIEHHOTO Ha
perucTpauuio (pedepeHTHEM JIeKapCTBEHHBM IpernapaT, BOCIPOM3BEeIeHHBN
JIeKapCTBEHHBEM IpernapaT, OMOJIOTUYEeCKUM JIEKAPCTBEHHBIM npenapar,
OMOaHAaJIOTOBEM  (OMONOMNODHEI) JIEKAPCTBEHHEM IIpenapaT (bnoanajsor) ,
TOMEONaTUUECKUN JIEKAaPCTBEHHB [pelapaT, JIEKAPCTBEHHEI pPaCTUTEJIbHBIM

npenapar) .

(JacTp 2 B pen. demepallbHOT'O 3akoHa OT 22 mekabps 2014 . N
429-33 - CobpaHMe BakKoHOmaTenbCcTBa Poccuimickou denmepaumm, 2014, N
52, cT. 7540)

3. PerucTpaluMOHHOE IOCbe Ha JIeKapCTBEHHEM npenapat ons

MENULIMHCKOT'O MPMMEHeHMS MpelocTaBJigdeTcs B QopMe OOMEero TexXHUUeCKOT'O
OoKyMeHTa (B pen. &dernepalibHOT'O BakKoHa oT 22 gnekabps 2014 1o. N
429-93 - CobpaHue 3BakoHOIaTesibCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540).

4. Pazpmesl NOKYMEHTAUMM aIMMHUCTPATUBHOT'O XapaKTepa BKJIOUaeT B
cebsa:

1) BagBjeHMe O TOCYHapCTBEHHOM peTrucTpaluumn JIEKAPCTBEHHOTO
npernapaTra IJgd MeIMLIMHCKOI'O IIPUMMEHEeHMs B DBJEeKTPOHHOM dopMe M Ha
OyMaxHoOM HoOCHUTeJe;

2) komnuwo OOKYMEHTAa Ha PYCCKOM S3BEIKE, 3aBEpPEeHHOTO B
YCTaHOBJIEHHOM IOPSAKE U I[OAOTBEPXIamlero IPAaBOMOUHOCTL SBasgBUTEJIS
IomaBaThb BasgBJIeHME O TOCYIapCTBEHHOM perucTpaluy JIeKApPCTBEHHOTO
npernapaTra IJjgd MeIULIMHCKOT'O INPUMEeHeHUs (IOBEePeHHOCTH) ;

3) KOmMI JIMIEH3UM Ha MNPOMBBOINCTBO JIEKAPCTBEHHBIX CPENCTB WK
KOMMI0 BaKJIOUEHMS O COOTBETCTBUM MPOUIBOIUTEJS JIEKAPCTBEHHHX CPEICTB
TpeboBaHMAM MPaBUJI Hamjexalley MNPOM3BOINCTBEHHOM MNPaKTUKM, BHEIAHHHE
YIIOJIHOMOUEHHEIM GenepaJibHEIM OPI'aHOM MCIIOJIHMTEJIbHOM BJIaCTM, B CJlydae,
ecyy HOPOM3BOACTBO JIEKAPCTBEHHOTO npenapara OCyIIeCTBJISETCH B
Poccurickom denmepalul;

4) KONMIO BBIIAHHOM YIIOJIJHOMOUEHHBIM OPI'@HOM CTPAHBEl I[IPOU3BOIUTEJIS
JIMLIEH3MM Ha [IPOM3BOACTBO JIEKAPCTBEHHOT'O IperapaTa M e€e IIepeBOI Ha
PYCCKMM  S3BIK, BaBEPEeHHHE B YCTAHOBJIEHHOM nopsnke, Vi KOTINIO
3aKJIOUEHMSI O COOTBETCTBUM I[POUIBOIUTEJIS JIEKAPCTBEHHBIX cpencTs
TpeboBaHMAM MPaBUJI Hamjexalley MNPOM3BOINCTBEHHOM NPaKTUKM, BHIAHHOTO
YIIOJIHOMOUEHHEIM GenepaJibHEIM OPI'aHOM MCIIOJIHMTEJIbHOM BJIACTM, B CJydae,
ecyaM HOPOM3BOANCTBO JIEKAPCTBEHHOTO Ipernapara OCylEeCTBIISEeTCS 3a
npenenaMmy Poccurickon denepaumm;

5) OpoexT MHCTPYKUMM 10 MEeIMIMHCKOMY IIPMMEHEeHMI JIEKapCTBEHHOT'O
npernapara, ComepXalley cJenyllre CBeIeHUS:

a) HauMMEeHOBAaHME JIEKapCTBEHHOTO npemnapara (MexmyHapomHoe
HEMaTEHTOBAHHOE, WM TPYIIMPOBOUHOE, WM XVMMUUECKOE U TOPI'OBOE
HaMMEHOBAHUL) ;

©) JexapCTBEHHAasA bopma c yKasaHueM HaVMEHOBAaHUN 128
KOJIMUECTBEHHOTO COCTaBa MNEMCTBYIMX BEIEeCTB M KAaUYeCTBEHHOT'O COCTaBa
BCIIOMOT'@TE&JIbHEIX BEUWECTB (Ipy HEeOOXOIMMOCTM KOJIMUECTBEHHOT'O COCTAaBa
BCIIOMOTATEJIbHHX BEIEeCTB) ;

B) ONMCaHMEe BHEMHEero BuUIa JIeKapCTBEHHOT'O npenapara oJIs
MENULIMHCKOTO MNPUMMEHEHUS;

') QUBUKO-XUMHUUECKUE CBOMCTBA (s pannobdapMaleBTUUE CKUX



JIEKAPCTBEHHEIX [IPEernapaToB) ;
o) bapmakoTepamneBTHUeckas I'pylla, KOO JIEKAPCTBEHHOTO Ipenapara
0Jis MEeOUMLMVHCKOTO [PMMEHEeHMS I[I0 aHAaTOMO-TepaleBTUUYeCKO-XUMMUECKOMN

kJaccubomukaumm, PEKOMEHIOBAHHOM BcemMmupHOM opraHm3aumemn
3O0PaBOOXPAHEHUd, WU yKazaHue "ToMeonaTmueCcKUm JIEKAPCTBEHHBIM
npenapat";

e) bapmMaxkoOMHaMMKa n bapMaKOKMHE THMKA (3a MUCKJIIOUEeHMEM
bapMaKOKMHE TUKU ToMeOonaTUYe CKUX JIEKAPCTBEHHBIX IpenapaTos u

PAaCTUTEJILHEIX JIEKAPCTBEHHHX IIPernapaToB) ;

X) I[OKa3aHusa IJid [NPUMEeHEeHUd;

3) MPOTMBOIIOKA3AaHUA IJId [NPMMEeHEHUS;

¥) MEepH MNPEeOOCTOPOXHOCTM IIPU MNPUMEHEHUN;

K) yKas3aHue BOBMOXHOCTH Vi ocoBeHHOCTEN IPVIMEHEHW S
JIeKapCTBEHHOT'O IpenapaTa IOJsg MeIMUIMHCKOT'O I[IPUMeHeHUus OepeMeHHBMU
XEeHIMHaMM, JKEeHUMHaMM B I[eproll I'PyIHOT'O BCKapMIMBAHMA, IeTbMMU,
B3POCJBEIMM, MUMEKIMMM XPOHMUEeCKMe 3aboJjieBaHMUS;

JI) PexyMm INO3UPOBAHMUS, CIIOCOOB BBeIOeHUs U I[IPUMMEeHEHUd, [pu
HeoOXOoOMMOCTHU BpeMsa npueMa JIEKapPCTBEHHOTO npernapara ons
MENULMHCKOT'O IPMMEHEeHMS, NPONOJIKMTEJIbHOCTEL JIeUeHMs, B TOM UMKCIe Yy
meTey OO M IIOCJIe OOHOIT'O I'o;a;

M) BO3MOXHEIE HexeJlaTeJbHBIE peaxumum npu IPVIMEHEHUN
JIeKapCTBEHHOT'O IpenapaTa OJjsg MeOMUMHCKOT'O IIPMMEHEHUS;

H) CHUMIITOMEl II€pPelNO3UPOBKM, MEPH IO OKa3aHUI IOMOIIM npu
[Iepeno3UPOBKE;

0) BBaUMOIOEMCTBME C OPYTMMM JIEKAPCTBEHHBEMM NpernapaTaMy U (wWiim)
IMIEBEIMU TNIPONYKTAaMU ;

1) GOpMHE BEIIyCKa JIEKAPCTBEHHOTO Ipenapara;

P) ykKaszsaHue (npun HeOoOXOOVMOCTH) ocoBDeHHOCTEN OecTBUS
JIeKapCTBEHHOT'O IpernapaTra IOJjs MeIMIMHCKOTO I[PUMEHEeHUs IIPpU IIePBOM
IpyueMe WM [IPpU eTo OTMEHEe;

C) onmucaHme (npM HeOOXOOMMOCTM) IEeMCTBUM Bpaua (penbomepa) wu
(M) TauMeHTa OpKY [OPOINyCKe IpueMa OIHOW MM HECKOJBKUMX 03
JIeKapCTBEHHOT'O IpernapaTa Ojs MEeOVUMHCKOTO MPVMEHEHUS;

T) BOBMOXHOE BJMSHME JIEKAPCTBEHHOI'O IpelapaTa IJjisg MeOUUMHCKOIO

[IPVMEHEHVs Ha CIOCODOHOCTL YIPaBJIATH TPAHCIOPTHHEMU cpencTBaMy,
MexXaHU3MaMU;
y) CPOK T'OOHOCTU n yKazaHue Ha 3anperT IIPUMEHEHU

JIeKapCTBEHHOT'O IpernapaTa IOJg MeOIMUMHCKOT'O IIPMMEHEHMS I[I0 MWCTeueHUU
cCpoka TOIOHOCTH;

®) ycrnoBusA XpaHEHUS;

X) yKazaHMe Ha HeOOXOOMMOCTL XPaHEeHUd JIeKapCTBEHHOT'O MpenapaTa
o1 MEeOMUMHCKOTO IIPMMEHEHMS B MecCTaX, HEeIOCTYIHBEIX IJid OeTel;

1) ykKaszsaHue (mpm HeoBOXOOMMOCTH) CIIeLMAaJIb HEIX Mep
IPEeOOCTOPOXHOCTM IIPM YHUUTOXEHMUM HEMUCIIOJIb30BAHHEIX JIEKAPCTBEHHEIX
npenapaToB IJigd MeIMLMHCKOTO IIPMMEeHEeHMUS;

) YCJIOBUSA OTIIyCKa;

) HaMMEHOBAHMS u anpeca IPOM3BOLCTBEHHEIX IJIoma oK
IPOMBBOOUTENA JIEKAPCTBEHHOT'O Ipernapara;

1I]) HaMMEeHOBaHMUEe, alpec opraHmu3aluy, YIOJHOMOUEHHOM JepXaTeJieM
VIV BJlameJiblieM PETUCTPALMOHHOTO YIOOCTOBEPEHUSI JIeKapCTBEHHOTO
npernapaTta IJjgd MeIUUIMHCKOTO I[PMMEeHEeHMS Ha I[IPUHATHE I[PeTeH3UM OT
norpedburend;

6) MHCTPYKLMIO 1o MeIVLVHCKOMY IpUMeHEHUIO ZR)Z8 KPaTKYyIo



XapaKTEepUCTUKY JIEKAPCTBEHHOI'O IIpelapaTa, YTBEPXIEeHHBHEe B CTpaHe
[IPOMBBOOUTEIIS ;

7) HOPOEKTH MAaKeTOB [EePBUUHOM YHNAKOBKM ¥ BTOPUUYHOM YIaKOBKM
JIEKAPCTBEHHOT'O IIpellapaTa Iojig MeOMLUMHCKOI'O IIPMMeHeHUS;

8) NpPOoeKT HOPMAaTMBHOM HOOKYMEHTALMM WMJIM HOPMATMBHOI'O IOKyMeHTa
Ha JIeKapCTBEHHBM [IpernapaTr IJis MeOUUMHCKOI'O MNPMMeHeHMS JMOO yKa3aHue
cooTBeTCTByWMEN QapMakoleMHOW CTaTbU;

9) IDOKYMEHT, coIepxaumi MHOOpMALMIO O HaJMuMM MM OO OTCYTCTBUU
bakTOBR permucTpauuy JIEKAPCTBEHHOI'O IIpelapaTta oyis MeOULVHCKOT'O
IIPUMMEHEHMSA 3a Ipenejyiammu Poccumickoy denmepaumm;

10) xommM OOKYMEHTOB, 3aBEepPEeHHEX B YCTAHOBJIEHHOM I[OPAIOKE U

nogTBepXxIanmmx  bakT perucTpaunmn JIEKAPCTBEHHOTO npenapara B
MHOCTPAHHEX TOCYyHapCTBaxX B KaueCTBEe opbaHHOTO JIEKAPCTBEHHOTO
npemnapara;

11) myaH ynpaBJIeHMS PUCKaMM IJid OMOJIOTMUYECKMX JieKapCTBEHHBIX
npenapaToB IJig MeIMLMHCKOTO NPMMEHEHMSI;

12) mokyMeHT O cucTeMe bapMakKOoHaI30pa IepXaTejs WM BJlalejiblia
PETUCTPALMOHHOTO YIOOCTOBEPEeHUSd JIeKapCTBEHHOT'O Ipernapara;

13) nmokxyMeHT, [NONTBEepXIallMM KaueCTBO JIEKAPCTBEHHOT'O Iperaparta
TpeX MNPOMBIIJIEHHEIX CePMM ([NPOTOKOJI aHallM3a MM cepTudmxaT aHalmsza),
onHa cepusa KOTOPOTI'O IOOJIKHA CcoBIamaTh c cepuen obpasua
JIeKapCTBEHHOTO npenapara nns MEeIMIMHCKOT'O IpVMEHEHUS,
IpelCTaBJIEHHOTO Ha I'OCYIapCTBEHHYI PEeIrMCTpalyo.

(JacTte 4 B pen. demepalIbHOTO 3akoHa oOT 22 mekabps 2014 1. N

429-93 - CobpaHue 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540)
5. Pasgen XUMMUECKOM, bapmaleBTUUECKOM " OMOJIOTUUE CKOM

OOKYMEeHTalUMM BKJIlOUaeT B ceb®sa HOOKYMEHTEH, cCcoIepXxamme MHboOpMaLUi O
bapMalleBTHUUECKOM cybcTaHLUUM u JIEKAPCTBEHHOM npenapare oJjsa
MENUUMHCKOT'O IIPMMEeHEeHMs, IIpollecce ero IMPOoM3BOICTBa U MeTomax
KOHTPOJIA KadecTBa, B TOM UMCIE:

1) kxomnmuio HOOKYMEHTa, comepxaumero CJIeOyIIoUyIo nHOOPMa LU0 le)
bapMalleBTMUECKOM CyOCTaHUUM UK bapMalleBTHUUECKUX cybCcTaHUUaX,
BXOIAWMX B COCTAaB JIEKAPCTBEHHOT'O IIpelaparTa:

a) HauMeHOBaHMe OdapMalleBTMUeCKOM CcyOCcTaHUUM, ee CTPYKTypa,
obmme CBOMCTEBA;

©) HauMMeHOBAaHME U ampec NPOUI3BOIOUTEJIS;

B) TEexXHOJIOTMS IIPOM3BOACTBa C ONMCAHMEM CTaIUM [POU3BOICTBA U
METOINOB KOHTPOJIA Ha BCeX CTaIusax [IPOM3BOICTRA;

T) omnmcaHmue paszpaboTku Npollecca IPOU3BOIACTRA;

IO) OINMCaHMe KOHTPOJIA KPUTUUECKUX cTanum IPOMBBOIACTRA u
IIPOMEXYTOUHOM TIPOIYKLIUM ;

€) IOOKYMEHTAJIbHOEe INOATBEPXIeHMEe (BalmmalMs) IIPOLECCOB U (mymmm)
X OlLIeHKAa;

X) CBOMCTBa UM CTPYKTypa HOeMCTBYKIMX BEUECTB;

3) XapaKTepucTuka IIpUMecel;

n) crneuudpmralmsa Ha bapMaLeBTHUUECKYIO cy®CcTaHLUIO u ee
oBbOCHOBAHME;
K) aHaJlUTUUeCKMEe MEeTOOMKM, MCIOJIb3YyEMEEe [IpuU OCYIIECTBJIEHUN

KOHTPOJIA KauecTBa bapMalleBTUUECKOM CyOCTaHLMN;

JI) IOOKYMEHTAaJIbHOEe I[OATBEPXIEHNE (Bammmanmsa) AHAJIMTUYE CKUX
MEeTONOUK, VICIIOJIb 3y EMEIX npu OoCyleCTBJIEHUU KOHTPOJISA KayecTBa
bapMalleBTMUECKOM CyOCTaHLUM;



M) pe3yJbTaThl aHalusa cepuM dapMalleBTUUECKOM CyOCTaHLUM;

H) I[epedYeHb CTAaHIAPTHHX 00pas3L0B MM BEUEeCTB, MCIOJIb3YEMEIX I1PU
OCYUIEeCTBJIEHUM KOHTPOJIS KadecCTBa;

0) OomnMCaHMe XapPaKTEPUCTUK M CBOMCTB YIAKOBOUHEIX MaTepualjioB U
YKYTIOPOUHEIX CPENCTB;

1) IaHHBIE O CTabOUIJIIBHOCTM GapMaleBTUUYECKOM CyOCTaHLIMM;

P) CPOK TOOHOCTM;

2) IOOKYMEHT, COIepXauui CcJenywoime CBeIeHrsS O JieKapCTBEHHOM
npenaparTe OJag MEeOUUMHCKOTO IPUMEHEHUS :

a) OoIMCaHMe UM COCTap JIeKapCTBEHHOT'O IpelapaTa OJid MeOMUIMHCKOTO
IIPVMEHEHUS ;

©) omnmcaHMe OdbapMaleBTUUeCKOM paszpaboTku (oOOCHOBaHME BHOOPa
cocTaBa, [NEePBUUHOM YINakKOBKM UM MHOTO) ;

B) TEexXHOJIOTMS IIPOM3BOACTBa C ONMCAHMEM CTaIUM [IPOMU3BOICTBA U
METOINOB KOHTPOJIA Ha BCeX CTaIusax [IPOM3BOICTRA;

T') OmNMCaHMe KOHTPOJIS KPUTUUECKMUX CTaIMM¥ Ipolecca [IPOM3BOICTRBA
Y IPOMEXYTOUYHOM NPOIOYKLMU;

) HauMMeHOBaHMe U aJpec MecTa OCYUEeCTBJIEHUS IPOM3BOLCTRA
JIeKapCTBEHHOT'O IpenapaTa nOJd MeIMUIMHCKOTO I[IpMMeHeHusa (B cjydae
HaJMuMsag HEeCKOJIbKMX YUAaCTHMKOB IIpollecca I[IPOMBBOIACTBa HeODXOIOMMO
yKasaTh KaxXIoro M3 HUX) ;

e) bapmMaueBTHUECKASd COBMECTMMOCTD;

K) MUKPOOMOJIOTMYECKME XapaKTEePUCTUKN;

3) MaTepuasyibHBEM BOajlaHC  OJid IPOM3BOIOCTRBA cepumn TOTOBOTO
IponoyKTa;

1) OINMCaHME XaAPaKTEePUCTUK M CBOMCTB YINaKOBOUHEIX MaTEpMaJIOB U
YKYIOPOUHEIX CPeICTB;

K) IOKYyMEeHTaJIbHOe IOOTBEPXIESHUE (Banmmmaums) IpOLIeCCOB
IPOMBBOACTBA U (MJIM) MX OLIeHKa;

JI) TpeboBaHMS K KAadeCTBY BCIOMOT'ATEJIbHEIX BEIECTB (cepTuduxar,
crneumdmMKalMa Ha BCIOMOTATEeJIbHEIE BeleCTBa UM MX OOOCHOBAHUE) ;

M) aHaIUTUYECKMEe MEeTOIMKM, MUCIOJIb3yeMble [IPpU OoCyueCTBJIEHUNU
KOHTPOJIS KadeCTBa BCIOMOTATEJIbHHX BEUECTB;

H) IOOKyMEHTaJIbHOE TOATBEPXIEeHME (Bammmaums) AHAJIMTHUYECKUX
MEeTONONK, VICIIOJIb 3y EMBIX npu OCyIeCTBIJIEHUM KOHTPOJIA KauecTBa
BCIIOMOTATEJILHEX BEUECTB;

0) mHOOpMalMs 06 VCIIOJIb 30BaHUK BCIIOMOT'aTeJIbHEIX BelUleCTB
YeJIOBEUEeCKOT'O M XMBOTHOT'O IPOMUCXOXIEHUS;

n) mHbOoOpMaumsa OO0 MCIOJNB30BAHMM HOBHIX BCIOMOT'AaTEJIbHEIX BEIECTB;

p) TpeboBaHUA K KauecTBYy JIEKAPCTBEHHOTO npenaparta oJjsa
MEOUIMHCKOTO IMIpUMEeHEeHUua (cepTudmkaT, craeuudmkalursa Ha JeKapCTBEHHBIM
npenapatTt M ux OOOCHOBAaHMUE) ;

C) aHaIuUTUUeCKMe METOOMKM, MCIOJIb3YyEMBIE IIPU OCymeCTBJIEHUM
KOHTPOJIS KauduecTBa JIEeKapCTBEHHOTO npenapartTa nJsa MEeIMLUMHCKOT'O
IPpUMEHEHU ;

T) IOOKYMEHTAJIbHOE MOATBEPXICHUE (Bammmanumsa) AHAJIMTHUYE CKUX
MEeTONONK, VICIIOJIb 3y EMBIX npu OCyIeCTBJIEHUM KOHTPOJIA KauecTBa

JIEKAPCTBEHHOI'O IIpellapaTa Iojig MeOMLUMHCKOI'O IIPMMeHeHUS;

y) pesyibTaThl aHaJlM30B CepulM JIeKapCTBEHHOTO IpenapaTa mOjd
MEeOMUMHCKOTO IPUMMEHEHUS ;

d) xapaxTepucTMUKa IPUMeCeN;

X) IlepeueHb CTaHIAPTHEX oBpas3LoB, MCIIOJIb 3y EeMBIX npu
OCYUIEeCTBJIEHUM KOHTPOJIS KadecTBa JeKapCTBEHHOTO npenapara s



MENULIMHCKOTO MNPUMMEHEHUS;

1I) OaHHBEE O CTabMIILHOCTU JIeKapCTBEHHOT'O npenapara oJis
MENULMHCKOTO IPMMEeHEHUS .

(JacTe 5 B pem. demepalIbHOTO 3akoHa OT 22 mekabps 2014 1©. N
429-93 - CobpaHue 3BakoHOIaTesbCTBa Poccuvickom denmepaumm, 2014, N
52, cT. 7540)

6. Pazpmesnn GapMakKoJIOTMUECKOM, TOKCUKOJIOTMUECKOM HOOKYMEHTaluu
BKJIOUAET B cef®g OTUETH O pes3yJibTaTaxX JOKJIMHUUECKUX MCCJeIOBaHUM
JIeKapCTBEHHOT'O CPenCTBa IJiS MEOVLMHCKOT'O IMPMMEHEHMS, B TOM YMCIe:

1) oTueT O dapMakKOOAMHaAMUUECKMUX MCCIJIENOBaAHUAX;

2) otrueT O QapMakOKMHETMUECKUX MCCIJIeOIOBAHUAX;

3) oTueT O TOKCUKOJIOTMUECKUX MCCIJIEOOBAHUIX.

(JacTe 6 BBemeHa demepaJibHBEIM 3akoHOM oT 11 oxrabps 2010 . N
271-93 - CobpaHMe 3akKoHOIaTesibCcTBa Poccuyckom denmepaumnu, 2010, N
42, cr. 5293; B pen. denmepalsibHOT'O 3akKoHa OT 22 nekabps 2014 r. N
429-03 - CobpaHMe sBakKoHOmaTenbCcTBa Poccuimickom denmepaumm, 2014, N
52, cT. 7540)

7. Pazimesl KIMHUMYECKOV INOKYMEHTAalLMM BKJIUaeT B cebsa OTUeTH O
pesysbTaTax KJIMHMUYECKMX MCCJIeOOBAaHMM JIEKAPCTBEHHOT'O IpelapaTa IJid
MENULIMHCKOTO MNPMMEHEHMSI, B TOM 4YMCJIe:

1) oTueTH o6 VCCJIeNOBAHMUSIX BMOOOCTYIIHOCTHU Vi
OMODKBUBAJIEHTHOCTH, VCCJIeNOBaHUAX, YCTaHAaBJIMBALIMX KOPPEeJIALNIO
pPes3yJibTaTOB, I[IOJIYyUeHHEIX B YCJOBMAX in vitro m in vivo;

2) oTueTH O (QapMaKOKMHETHUUECKUX MCCIIEIOBaHUAX;

3) oTueTH O QapMakKOIMHAMMUUECKUX MCCIIEIOBAHUAX;

4) oTuyeTHl O KJIIMHMYE CKUX MCCJIeIOBaAHUSX 20PeKTUBHOCTU u
6e30macHOCTH;

5) oTueT O MOCTPETIUCTPALMOHHOM OIBTEe MNPMMEeHeHUS (MIPM HaJIUduu) .

(HJacTe 7 BBemeHa demepalibHEIM 3akKOHOM OT 22 mekabps 2014 1. N
429-03 - CobOpaHMe 3BakoHOIaTesibCcTBa Poccuyckom denmepaumyu, 2014, N
52, cT. 7540)

8. TpeboaHusa K obbemMy MHOOPMALIMM, [IPEeIdOCTAaBJISEMOM B COCTare
PETUCTPALMOHHOTO oocee, niisa OTHOeJIbHBIX BUIOOB JIeKapCTBEHHBIX
npernapaTosn oJIs MEeOMUIMHCKOT O IPVMEHEHUS YCTaHaBJIMBAKTCSH
YIIOJIHOMOUEHHEIM (QenepaJibHEIM OPI'aHOM MCIIOJIHMTEJIbHOM BJacTu  (dacTb 8
BBenena OdenepalibHEIM 3BakKOHOM OT 22 pekabpsa 2014 r. N 429-03 -
CobpaHMe BakKoHOmaTenbCcTBa Poccuiickou demepaumu, 2014, N 52, cT.
7540) .

9. B OTHOWEHMM JIEKAPCTBEHHEIX IIpPernapaToB, pa3pelleHHbIX oJIs
MEeOUIMHCKOTO NpUMeHeHusa B Poccurickoym Oenmepauum 6Oo0Jiee nORanlaTM JeT
(Ba UCKJIIOUEHVEM OUOJIOTUYE CKIUX JleKapCTBEHHBIX npenaparTos) ,
IonyckaeTcs BKJIIOUEHUE B cocTasn paszzena bapMaKoOJIOTUYECKOM,
TOKCUKOJIOT'MUECKOM IOKYMeHTalMM U pasleia KIMHUUEeCKOM IOKyMeHTaluu
BMECTO OTueTa paspadoTumkKa O pel’ysibTaTax COOCTBEHHHBX JOKJIMHUYECKUX
MCCJIEONOBAHUM JIEKAPCTBEHHHX CPEICTB U KJIVMHUUYECKUX VCCJIe DOBaHUM
JIeKapCTBEHHBIX IpernapaToB OJsg MEeOMUMHCKOT'O IIPMMEHEeHMs o0030pa HayuHEBIX
paboT O pesyJabTaTax OOKJIMHUUECKUX MCCJIeIOBaHUM JleKapCTBEHHBIX
CPEeOCTB U KJIMHUUECKUX MCCIJIENOBAHMUNM IOAaHHHBX JIEKAPCTBEHHHEIX [PENapaToB,

B TOM UYMCJIE BKJIOUAS OIBIT MX MNOCTPETUCTPALMOHHOTO MNPMMEHEeHMS  (JacThb
9 BBemeHa dezepa’libHEIM 3aKOHOM OT 22 nekabps 2014 . N 429-03 -
CobpaHre BakoHOIaTenbCcTBa Poccuinickou demepaumyu, 2014, N 52, cT.
7540) .

10. IIpwm TOoCyIapCTBEHHOM perucTpaumnmn BOCIIPOU3BEINEHHEIX



JIEKaPCTBEHHBIX [pPEeNapaToB OJg MEeOMUMHCKOT'O I[IPUMMEHEHMS HOONyCKaeTCHd
BKJIOUEHME B COCTap pa3nejya G0apMakKoJOTMYEeCKOM, TOKCUKOJIOIMUECKOM
OOKYMEeHTalUuuM M pas3zejla KIMHMYEeCKOM HOOKyMeHTalMy BMEeCTO OoTdeTa
pazpaboTumMkKka O pel’yJibTaTaxX COOCTBEHHEIX INOKJIMHMUECKUX MUCCJIeIOBaHUM
JIEKapPCTBEHHBIX CPEOCTB obzopa HayU4HEBIX paboT o pes3yJbTaTrax
OOKJIMHMYECKMX MCCJeHOBaHMM ped@epeHTHOTO JIEKAPCTBEHHOT'O IpelnapaTta U
IpencTaBJIeHMEe BMECTO KJIMHMUECKMX MCCJIeNOBaHMM B IIOJIHOM OObeMe,
YCTaHOBJIEHHOM pasnesioM KJIIMHUYECKOM IOKyMEeHTaluM, oTueTa o
pe3yibTaTax MCCJIeNOBaHUM OMOBKBUBAJIEHTHOCTH BOCIIPOMU3BEIEHHOTO
JIeKaPCTBEHHOT'O IIpellapaTa s MeOMUMHCKOI'O IpMMeHeHusa. He Tpebyetrcsa
IpencTaBJIeHME OTUeTa O pe3yJibTaTaxX MCCIeNoBaHMM OMOBKBMBAJIEHTHOCTHU
BOCIPOM3BEIEHHOTO JIEKaPCTBEHHOTO npenapara ons MEIULMHCKOTO
IIPVMMEHEHMS, €eCJM PEeTIUCTPUPYITCS BOCIPOU3BEIOEHHBIE JIeKapCTBEHHBIE
npenapaTe OJi MEeOUUMHCKOI'O IIPMMEHEHMS, KOTOPEHE:

1) npenHa3HAUYeHH oJs IapeHTEepaNlbHOTO (MOOKOXHOTO,
BHYTPUMBIIEUYHOTO, BHYTPMBEHHOI'O, BHYTPMUIJIA3HOT'O, BHYTPMUIIOJOCTHOIO,
BHYTPUCYCTABHOT'O, BHYTPUKOPOHAPHOI'O) BBEIEHMSI M NPEACTaBJILALT CcoOoM
BOIHBEIE PaCTBOPEHL;

2) NpencTaBJART CODOOM PAaCTBOPH IJIS NEPOPAaJIbHOTO MNPMMEHEHMA;

3) npousBeneHH B dopme IIOPOWKOB ZRpIZS INOOUIMBATOB ons
IPUTOTOBJIEHUS PACTBOPOB;

4) gBJ4gTCA Tas3aMu;

5) 4BJANTCA YWHBEMM MM TJIA3HEMM JI€EKapCTBEHHEMM [penapaTaMmy,
IPOM3BEOEHHEIMM B (QOpMe BOIHEIX PAaCTBOPOB;

6) OpenHaz3HaYeHBH IJII MECTHOI'O I[IPMMEHEHMS U IIPUIOTOBJIEHH B
dopMe BOIHEIX PaCTBOPOB;

7) npencTaBJAT CODOOM BOIHEE PAaCTBOPH IJIA MCIOJbL30BaHMA B
bopme MHTANAUMM C IHIOMOWbI HebOyJjamsepa MM B KadeCTBE Ha3aJlbHBIX
crpeeB, I[IPMMEHSEMHBIX C IIOMOUBI CXOOHEIX YCTPOMCTB.

(JacTp 10 BBemeHa demepalibHEIM 3akOHOM OT 22 mekabps 2014 . N

429-03 - CobOpaHMe 3BakKoOHOIaTesibCTBa Poccuyckom denmepaumyu, 2014, N
52, cT. 7540)

11. Ima cjaydyaeB, YyKa3aHHHX B IOyHkTax 1 - 3, 5 - 7 uvactu 10
HaCToOAWEeM CTaTby, BOCIPOM3BENEHHBM JIEKAPCTBEHHBM OIpenaparT oJs

MEeIMUMHCKOTO [NPMMEHEeHMS IJOJDKeH COoIepXaThb TakKMe Xe BCIOMOT'aTeJIbHEE
BelleCTBa B TaKMX Xe KOJIMUeCcTBaxX, KakK UM pebepeHTHH JIeKapCTBEHHBIN
npenapar. Ecau COCTAaBEH BCIOMOT'aTeJIbHBEIX BEUECTB pasjiMualnTCcH,
3aABUTEJIb OOJIKEH MNPEelCTaBUTh IOOKa3aTeJIbCTBa TOI'O, YTO MCIOJIb3yeMbe
B IaHHBEIX KOHILEHTpaluMax BCIOMOI'aTeJIbHEIE BelleCTBa HEe BJIMALT Ha
OesonacHoCcTs M (M) 50OexTMBHOCTE JIEKAPCTBEHHOT'O IpelapaTa nIJd
MEeIVUVHCKOTO IIPUMEHEHUS . B crnyuae, ecam 3asaBUTEJb HE MOXET
IpencTaBMUTh TaKMe [okKasaTejlbCcTBa M (MaM) He MMeeT [JocTyla K
COOTBETCTBYIOWMM IOaHHBIM, OH IOJIDKEeH IIPOBECTM COOTBETCTBYyUME
MCCJIenoBaHMAa IJid ookKaszaTesbCTBa OTCYTCTBUSA BJIMSHUSA PasBHEX
BCIIOMOT'@TeJIb HEIX BEUEeCTB ZN)IZS BCIIOMOT'@TEJIb HEIX YCTPOMCTB Ha
feszonacHOCTE M (maM) 500eKTMBHOCTL JIEKAPCTBEHHOTO IpenapaTa »ojsdg
MEeIMLUMHCKOTO IPMMEHEeHMsa B [OpAIKe, YCTaHOBJIEHHOM YIIOJIHOMOYEHHEIM
bernepalibHEIM OPI'aHOM VICIIOJIHUTEJIb HOM BJIACTU (uacTe 11 BBeneHa
denepallbHEIM 3aKOHOM OT 22 mekabpsa 2014 1. N 429-93 - CobpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

12. Ipwm TOCYyOapCTBEHHOM perucTpaumum KOMOMHAaL N paHee
3aPETUCTPUPOBAHHEIX JIEKapPCTBEHHEIX pernapaTos oyisa MeOULVHCKOT'O
IIPUMEHEHU A IOoInycKaeTcs BKJIOUEHME B cocTasn pasnerna



bapmMakoJIOTMUECKOI, TOKCUKOJIOTMYECKOM ODOKyMEHTaluu u paszena
KJIMHMYECKOY NOKYyMEeHTaluVM BMECTO OoTdeTa paspaboTumka O pesyJibTaTax
COBCTBEHHBIX NOKJIMHUUYECKMX MCCJIENOBAHMI JIEKAPCTBEHHBIX CpencTB ob30pa
HaydHBEIX padoT O pe3yJibTaTaxX NOKJIMHUMUECKUX MCCJIeNOoBaHUM pebepeHTHBIX

JIEKAPCTBEHHEIX I[IpelnapaTosB, BXOIAIUX B cocTaB KOMOMHAaLMM
JIEKAPCTBEHHEIX TIpernapaToB, M 00 OTCYTCTBUM MX B3aAVMOIEWCTBMS B OIHOM
JlekapcTBeHHOM dopMe (uacTe 12 BeBemeHa OderepalibHEIM 3aKOHOM OT 22
nexabpsa 2014 . N 429-83 - CobpaHMe 3aKOHOIATEJILCTBa POCCUMCKOM

demepaumn, 2014, N 52, cr. 7540).

13. Ha skCHepTM3y PaszJIMYHBIX JIeKaPCTBEHHBIX QOPM OOHOTO M  TOTO
Xe JIeKapCTBEHHOTO IpenapaTa IJa MeIMLMHCKOTO IPMMEHEHMUs 3asaBUTEIb
IpelCcTaBJigeT OTHEeJIbHBIE 3afdaBJIEHUS UM PEIMCTPAalMOHHEIE HOChE Ha KaxIylo
JIEKapCTBEHHYID QopMy. I[lpM yCJOBMM OIOHOBPEMEHHOM INOHAUM Ha BKCIEPTU3Y
ONHOM JIEKAPCTBEHHOM QOPMEI C Pa3JIMUHEIMM HOO3UPOBKOM, KOHLEHTpauueu,
OBBEMOM 3asBUTEJIb NPENCTaBJISAET OIHO 3asBJIEHME U PEIUCTPAalMOHHOE
OOCbe C IIPWUJIOXEHMEM MaKeTOB yINaKOBOK Ha KaxXIyl HO3UPOBKY, KaXIyo
KOHLIEHTPpAalUMo, KaxIpll oObeM M KaxIoe KOJIMUeCTBO MHO3 B YIaKOBKE
(uacTe 13 BBemeHa demepalibHEIM 3akKOHOM OT 22 mekabps 2014 . N
429-03 - CobpaHmMe BakKoHOImaTenbCcTBa Poccumickou denmepaumu, 2014, N
52, cT. 7540).

14. Ipy TOCyHAapCTBEHHOM peIrucTpauuu OpdaHHOTO JIEKAPCTBEHHOTO
npenapaTra 3asaBUTEIb IpenCcTaBsaeT nHbpopMal Mo, HeOoOXOoOMUMy IJId
bopMMPOBaHMSA pasmena KJIMHMYECKOM IOOKYyMeHTaluumn, B obweme,
YCTaHOBJIEHHOM YIIOJIHOMOUEHHEM (QelepalibHEIM OpPITaHOM MCIOJIHUTEJIBHOM
Biactu (uacTte 14 BBemeHa demepalibHBIM 3aKOHOM OT 22 mekabps 2014 1.
N 429-03 - CobpaHMe BaKOoHOIaTesbCTBa Poccurckou demepaumm, 2014, N
52, cT. 7540).

15. IIpu permcTpaluuy OMOJIOTMYUECKOI'O JIEKAPCTBEHHOI'O IpelaparTa,
IIOJIy4EHHOTO U3 KpPOBH, [1J1a3MEL KPOBU yeJjioBEeKa, B cocTase
PEeTrMCTPALMOHHOTO HOOChbe Ha JIeKAapCTBEHHBI IpenapaT nOiag MeOMLMHCKOIO
IIPMMEHEHMS IOJDKHEL OBITH [PEeNCTaBJIEHBEl NOINIOJIHMTEJBHO :

1) B paszneine OOKYyMEHTAalUM aIMVMHUCTPATUBHOTO xXapakrepa
OOKYMEHT, CcomepxXauuM MHOopMaLMiO O CcyDbekTax obpalleHus IJOHOPCKOM
KpOBM M (MJIM) €€ KOMIIOHEHTOB, O TOM, I'Ie ObUla OCyWEeCTBJIEHa IOHALMA
(kpoBM M (MIym) JasMel  KpPOBMU) , a Takxe IaHHele 00 MHOEeKLMOHHBIX
3aboJyiepaHMax, NepelaplyxCd [NapeHTepaJibHEM [IyTeM, MVHOoOpMalLmUsd o
cybbekTax obpalleHrsa OOHOPCKOM KpPOBM U (MJIM) ee KOMIOHEHTOB, B
OTHOIEHUM KOTOPEIX OCYWECTBJIAETCH KOHTPOJb IOOHOPCKOM KpPOBM M (Myum)
€e KOMIIOHEHTOB;

2) B paszmesyle XUMMUUECKOM, OGapMalleBTUUECKOM U OUOJIOTUUECKOMN
OOKYMEHTalL N :

a) KpUTEepUM M CHOCOOE oTbOopa, TPAHCHOPTUPOBAHMA U XPaHEHUS
OOHOPCKOM KPOBM M (MJIM) €& KOMIIOHEHTOB;

0) pe3yJbTaTH MCCJEeNOBaHUM OTOOPAaHHEIX INOHOPCKOM KPOBM M (MJM)
JIas3Mel KPOBM M NYJIOB Ha HaaduuuMe BoO3OyIuTesiey MHOeKUMM, BKJIOUAL
nHQopMaL Mo OO MCIOJB30BAHHEIX MeTOAOMKAX MCCJeOOBaHMM M B Cjydae
MCCJIeOOBaHMSA IIYJIOB I1J1a 3MEI KPOBU pPes3yJbTaTh IOOKYMEHTAJIbHOT'O
IOOTBEPXIOEHUT (BalMOalMlM) MCIOJIb30BaHHEIX METOIMUK;

B) TexXHMUECKME XaAPaKTEPUCTMKM yHNakKOBKM OJg oOTbopa HDOHOPCKOM
KpOBM M (MJM) IJla3Mbl KPOBM, BKJKNUaAs MHOoOpMALMIO OO MCIOJIb30BAHHEIX
pacTBOpax aHTUKOATYJISHTOB.

(JacTp 15 BBemeHa demepaJibHBEIM 3akKOHOM OT 22 mekabps 2014 . N
429-33 - CobpaHMe BakKoHOmaTenbCcTBa Poccuimickom denmepaumm, 2014, N



52, cT. 7540)

16. KiumMHMUecKMe MCCJeOOBaHMSA JIeKapCTBEHHOTO IIpenapaTa omis
MEeIMLUMHCKOTO MNPMMEHEHMS B LeJidx ero TOCyIapCTBEHHOM peTrucTpalumn
npoeonaTcsa B Poccuiickolr denmepaumy B HOPAINKE, YCTAHOBJIEHHOM CTAaTbIMU
38 - 44 Hacrosamero dermepaliIbHOTO 3akoHa. OTueT O [POBEIEHHEX
MCCJIeDOBAaHMAX BKJIOYUAETCS B COCTAB pasziesyla KIMHMUECKOM HOOKyMeHTalLUM
PEerMCTPAlLMOHHOTO HOCbe Ha JIeKAapCTBEHHBM IpenapaT Ojs MeOMLMHCKOIO
IIPUMMEHEHUS . s JIeKapCTBEHHEX pernapaTos s MeOVLMHCKOT'O
IIPMMEHEHM, B OTHOUEHUM KOTOPHEIX B pPe3yJjibTaTe DBKCIEePTU3bE HOKYMEHTOB,
IpenCcTaBJIEHHBIX nms onpeneJeHns BO3MOXHOCTH paccMaTpmMBaTh
JIeKAPCTBEHHB [IpenapaT nOiasg MeOMUMHCKOTO INIPMMEeHEeHMS B KadecTBe
opbaHHOT'O JIEKAPCTBEHHOTI'O IIpelapaTa, TaKas BO3MOXHOCTL IIPM3HAHA U B
OTHOWEHUM KOTOPEIX IPOBEIEHEl KJIIMHUYECKUE MCCJIENOBaHMSA,  BHIIOJIHEHHEBE
3a npemeynammu Poccurickom demepaumuu B COOTBETCTBMM C IIpabBuJlaMMU
Hanuexamey J1abopaTOPHOM MNPaKTUKM M NpaBuilaMM HaJiexalel KJIMHUYECKOM
IPaKTUKM, IHOIyCKaeTCsa BKJIOUEHMEe B COCTaB pasznela KJIMHUYE CKOM
OOKYMEHTAalMM BMECTO OTdueTa O pes’ysbTaTax KIMHUUEeCKMX MCCJIeIOBAaHUM
JIeKAPCTBEHHOT'O IIpellapaTa Ojis8 MEeOMLUMHCKOI'O NPMMEeHEeHMS, [IPOBEeIEeHHHBIX B
Poccurickon denmepaunn, oTdueTa o) pe3ylbTarax KJIMHWYE CKMX
MCCJIeOOBAHMM, BHIIOJIHEHHHIX 3a IpenejiaMu Poccurickon demepaumny (HacTb
16 BBezZeHa dezepaJlibHEM 3BaKOHOM OT 22 nexkabps 2014 . N 429-03 -
CobpaHre BakoHOIaTenbCcTBa Poccunickou demepaumm, 2014, N 52, cT.
7540) .

17. BagBuTesib BIpaBe [IPeACTaBUTL I[I0 COOCTBEHHOM MHULMATUBE
BMEeCTe C 3afBJIeHMEM O TIOCYHapCTBEHHOM peIruMcTpaluuy JIeKapCTBEHHOT'O
npenapaTra Ojisg MeOULUMHCKOTO I[IPMMEHEeHMS HOOKYMEeHTH, [IOoATBepxXIailye
yIJjlaTy IT'OCYHOApCTBEHHOM IIOMJIMHBEL M yKasz3aHHele B nOyHkTe 10 wuwactum 2
HacTodmwel cTaTbM. B ciyyae MX HeNpeICTaBJIEHMS COOTBETCTBYIIOUMNI
YIIOJIHOMOUEHHHM QenepalibHBIM OpIr'aH MCIOJHUTEJIBHOM BJIACTU [IpOBepseT
bakT ynmaTe TOCyIapCTBEHHOM [IOUIJIMHEL 3asBUTEJIEM IIOCPEnCTBOM
MCIIOJIb30BaHMA nHQopMaL MM 06 yIojlaTe TOCYyHapCTBEHHOM IIOUJIMHEL,
comepxauerncs B T'ocynapCTBEHHON MHOOPMAaLVMOHHOM cucrTeme o
TOCyIapCTBEHHEIX n MYHULIWITIAJIbHEIX aTexax, Ha OCHOBaHUU
IpeNCTaBJIEHHEIX 3afgBUTEJIEM KONMM OOKYMEHTOB, [OAOTBEpXIamlMX YIJIaTy
TOCYIapCTBEHHOM MNOWIMHE (YacTh 17 BBeleHa denepalibHEIM BaKOHOM OT 22
nexabpsa 2014 . N 429-83 - CobpaHMe B3akKOHOIATEJILCTBa POCCUICKOM
demepaumnu, 2014, N 52, cr. 7540).

18. He gnponyckaerTcs MCIIOJIb30BaHME B KOMMepUYeCKUX Hesax
nHpopMaLMM O pel’ybTaTax HOOKJIMHMUECKMX MCCJeHOBAaHMM JIeKapCTBEHHBIX
CPEeICTB U KJIMHUYECKUX MCCJIENOBaHUM JIEKAPCTBEHHEIX IIpelapaToBR IJid
MEeIVUMHCKOTO IpUMEHEeHU, IpencTaBJIeHHON 3asaBUTEJIEM oyis
TOCyIapCTBEHHOM perucTpauumM JIeKapCTBEHHOTO IpenapaTa, 0e3 ero
corJjlacus B TedYeHMe WeCTU JIeT C TOaTH TOCYyIapCTBEHHOM peTrucTpalumn
pedepeHTHOT'O JIEKapCTBEHHOTI'O IpenapaTa B Poccurckolr Odenmepaluum (4acThb
18 BBezeHa denepalibHEM BaKOHOM OT 22 nekabps 2014 1. N 429-03 -

CobpaHMre 3BakoHOIaTesibCcTBa Poccumckom denmepaumm, 2014, N 52, crT.
7540) .

19. JepxaTenb WM BJanejyiell pPeTrMCTPAaLMOHHOTO YIOCTOBEPEHUSI
JIeKapCTBEHHOTO IperapaTa Ha OMOTEXHOJIOTUYE CKUM W opbaHHEBI

JIEKAPCTBEHHBIM IIpenapat o00d3aH NpemoCTaBJAThH HAa BO3ME3IHOM OCHOBE
obpasurl pedepeHTHOTO JIeKapCTBEHHOTO IIpernaparta 3a9BUTEIIAM ons
IPpOBEeIeHUA KIMHUUECKMUX MUcCcJenmoBaHuM. CTOMMOCTL obpas3la pedepeHTHOTO
JIEKapCTBEHHOTO npenapara, BKJIOUEHHOTO B IIepedYeHb XMBHEHHO



He 0O X0 OMMBIX %9 BaXHeMIMX JIEKapCTBEHHEBIX npernapaTos, He JOJIXHa

[IPEBHIIATE 3apeTrUCTPUPOBAHHYIO npenesyibHyn OTIIYCKHYIO LeHy Ha
pedepeHTHLI JIEKAPCTBEHHE IpenapaT WX LeHy Ha JIeKAapCTBEHHHI
npenapaT B CTpaHe HOpousBomuTess (dacTe 19 BBemeHa denepalibHBEIM
3aKOHOM OT 22 nekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJIbLCTBA

Poccurickom denmepaumm, 2014, N 52, cv. 7540).

20. BasgBJjieHMe O T'OCYINapCTBEHHOM PEeIrucCTpaluy BOCIPOMU3BEIEHHOT'O
JIeKapCTBEHHOT'O Ipernapara nIOJsg MeIUIMHCKOTO I[IPMMEeHEeHMS MOXeT OBITb
IOOAaHO B YIIOJIHOMOUEHHHM GbenepaJibHB OpITaH MCIOJIHUTEJIbLHOM  BJIaCTH,
OCylleC TBJISOWLUN TOCYyIapCTBEHHYIO perucTpanmuo JleKapCTBEHHBIX
npenapaToB, I[I0 MCTEUEeHUM UYeTHpex JiIeT C OaTH TOCYyZapCTBEHHOM
perucTpauuu pedepeHTHOT'O JIeKapPCTBEHHOT'O IIpenapaTa B POCCUMCKOM
denepauun (uactp 20 BBemeHa denepallbHBEIM 3akKOHOM OT 22 mekabpsa 2014
r. N 429-03 - CobpaHMe 3BakKoHOIaTeNbCTBa Poccurickor demepaumm, 2014,
N 52, cr. 7540).

21. 3BasgBJjieHMe O TOCYIapCTBEHHOM perucTpauuy ©O010aHaJIOTOBOTO
(BronomoBHOTO) JIEKAPCTBEHHOTO IpenapaTta (6muoaHasora) MoxeT OBTb
IIOOAaHO B YIIOJIHOMOYEHHEM (QelepaJsibHEI OpT'aH MCIOJIHUTEJIbLHOM BJIaCTH,
OCyleC TBJISOWLUNA TOCYyIapCTBEHHYIO perucTpaumno JleKapCTBEHHBIX
npernapaTos, o UCTEUYEeHUN TpEX JerT C JaTe TOoCYyOapCTBEHHOMU
perucTpauuu pedepeHTHOT'O JIeKapPCTBEHHOT'O IIpelnapaTa B POCCUMCKOM
demepauum (uacTb 21 BBenmeHa OdenmepalibHEIM 3aKOHOM OT 22 nekxabpsa 2014
r. N 429-03 - CobpaHMe 3BakKoHOIaTeNbCTBa Poccuiickor demepaumm, 2014,
N 52, cr. 7540).

22. IepxaTelb WM BJaleJiell pPeTrUCTPalLMOHHOTO YIOOCTOBEPEeHUS
JIeKapCTBEHHOT'O IpernapaTa IPpelCTaBJIgeT B YIIOJHOMOUYEHHEM (QelepaJlibHBI
OpT'aH MCIIOJIHUTEJIBHOM BJIACTM, OCYWECTBJIALIMY OGYHKUMUM 10 KOHTPOJIO U
Han30py B chepe 3IPaBOOXPaHEHNUS, oTueT 1o pesyJibTaraM
bapmMakoHamzopa OOMH pas3 B WIECTb MeCHALEeB B TeueHMe nOBYyX JIeT II0CJe
TOCYIapCTBEHHOM perucTpaluM JIeKapCTBEHHOT'O IpernapaTa B POCCHUMCKOM
demepaumy, exXer'OOHO B TeUeHMe IIOCJeNyoiIMX Tpex JIeT M B HOaJlbHeMleM
OIOVH pa3 B NATbH JieT (yacTb 22 BBemeHa demepajibHBEIM 3akKOHOM OT 22
nexabpsa 2014 1. N 429-03 - CobBpaHue 3akKOHOIATEJLCTBAa POCCUMCKOM
depmepauun, 2014, N 52, cr. 7540).

Crarea 19. IpUHATHE pPEmeHMS O BHIAUE SKCIEPTHOMY YUPEXIEHUIO
3amaHusg Ha MpPOBeNeHMEe SKCIEPTU3H JIEKAPCTBEHHOTO
cpencTBa

1. B TeueHuMe mecaTu paboumx IHEM CO OHA NPUHATUA 3asaBJIEHUS O
TOCYyHOapCTBEHHOM perucTpauumn JIEKAPCTBEHHOTO npenapaTa
COOTBETCTBYOUMUN YIOJIHOMOUEHHHY OGenepalibHEM OpIT'aH MCIIOJIHUTEJIbHOM
BJIACTM [POBOIOUT I[POBEPKY IIOJIHOTH, IOCTOBEPHOCTM U IPaBUILHOCTHU
obopMIIEHMSA MPelCTaBJIEHHEIX NOKYMEHTOB PEeTrMCTPAUMOHHOTO IOCbe Ha
JIEKAPCTRBEHHBIM IIpernapaT UM NPpMHMMaeT pelleHMe O BhHIOaue 3alaHusa Ha
IIpOBEeIEHME :

1) »KCHnepTMsbEl JOKYMEHTOB, IPeICTaBJIEHHBIX OJIsT onpeneyeHus
BO3MOXHOCTM PaCCMaTPMBATL JIEKAPCTBEHHBM IpernapaT OJgS MeIULMHCKOTO
IPUMEHEHUA IPY OCYULECTBJIEHUM TOCYINAapCTBEHHOM perucTpaluy B KadeCTBe
opbaHHOTO JIeKaPCTBEHHOT'O Ipernapara;

2) DKCIOEPTU3H JIEKAPCTBEHHOT'O CpelncTBa B YacTu DKCIIEPTUSBE
KauecTBa JIEKAPCTBEHHOTO CPeNCTBa M BKCIEPTU3E OTHOUEHMS OXMIAaeMOMU
IIOJIB3E K BO3MOXHOMY PMCKY IIPMMEHEHUS JIeKaPCTBEHHOTO IIpellapaTa noJsd



MeIVUMHCKOTO IPYMEeHEeHUS;

3) BKCHepTM3H JIeKAapCTBEHHOT'O CpelcTBa B YacCTHU BKCIEPTU3H
KadyecTBa JIEKAPCTBEHHOI'O CPEeNCTBa M BKCIEPTM3BEl OTHOULIEHMSA OXMIaeMOM
IIOJIB3El K BO3MOXHOMY PMCKY IIPMMEHEHMS JIEKAPCTBEHHOI'O IpelapaTa IJd
MENMLMHCKOT'O IPMMEHEHMS B [NOPSIKE YCKOPEHHOM MPOoLenyphl 3KCIEPTUS3E
JIEKAPCTBEHHEIX CPEeACTB B COOTBETCTBMM CO CTaTbey 26 HacCToAwWeIo
denmepasiIbHOT'O 3aKOHA;

4) BKCOEPTU3EH JIEKaPCTBEHHOTO cpencrsaa B OTHOWEHUN
JIEKapPCTBEHHOT'O MpelapaTa IJig BETEPMHAPHOI'O IIPUMEHEHMHI.

2. YIOJIHOMOUEHHHM (denepaJsibHBEIM OpPIaH MCIOJHUTEJIEHOM BJIACTHU
YyBEeOOMJISIeT B DBJIEKTPOHHOM QopMe MM Ha OyMaXHOM HOCUTEJIe 3asaBUTEeNS U
BKCIEPTHOE YyUYpexIeHMe O [NPMHATOM pPeUeHMM O BbIade 3aZaHuM Ha
IpOBEeIEeHME BKCIEPTU3, NPEOyCMOTPEHHEX uYacThio 1 HacTodweM CcTaTbM, U
B Cllydae HeOOXOIOMMOCTM O BBIAUe pas3pelleHMsa Ha BBO3 B POCCHMNCKYD
demepaunio KOHKPETHOM MHapTMUM, CEepUM 3apeIMCTPMPOBAHHBIX W (MJM)
HEB3aAPETIMUCTPUPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB WM o6 oTkKase B
IPOBENEHUM NPEOYyCMOTPEHHBEIX BSKCIEPTU3 C YyKasaHMeM [OIPpMUMH TaKoTo
oTKasza.

3. B ciaydae BEISIBJICHU A OTCYTCTBUSA VI HEIIOCTOBEPHOCTHU
nHbpopMaumM, coIepXxalelcsa B IIPeOCTaBJIEHHEIX 3afgBUTEJIeM IOKYyMeHTax,
YIIOJIHOMOUYEHHE (QenepalibHBM OpI'aH MCIOJHUTEJNBHOM BJIACTM HAalNpaBJSgeT
3agBUTEJIO0 3aNpoc 00 yTOUYHEHMM D2TOoM wumHdopMauum (majiee - 3amnpoc
YIIOJIHOMOUEHHOTO denepalJIbHOT'O OopTaHa MCIIOJIHUTEJIbHOM BJIACTM) , KOTOPHI
MOXeT OBITh IepelaH YIOJHOMOUYEHHOMY I[PEeNCTaBUTEJ0 3adBUTENS JIMUIHO
IIOX PacCOMCKy, HAaNpabJIEH IO [NOYTEe BaKas3HBM I[IMCBMOM MM IIepenmaH B
BJIEKTPOHHOM QopMe IO TeJIeKOMMYHMKAlMOHHBIM KkaHajlaM CBA3M. B ciydae
HalpaBJIeHMUSI 3amnpoca YIIOJIHOMOYEHHOT'O benepanbHOTO opraHa
VICIIOJIHMTEJIbHOY  BJIaCTM I[IO IOUYTe 3akKasHbBIM [OMCBMOM OH CUMTAaeTCH
IIOJIyYEHHBIM [1O MCTEUYEHMM WeCTM IOHEY C HOaThl HalNpaBJIeHMT 23BaKasz3HOTO
nmMceMa .

4. BagaeuTenb obsa3aH IpenCcTaBUTh OTBET Ha 3anpoc
YIIOJIHOMOYEHHOTO QemepasIbHOT'O OpTaHa MCIOJIHMTEJIBHOM BJIACTM B  CPOK,
He [peBbamMM OeBAHOCTa paboumx OHEM CO IOHA ero nojgydeHmsa. Cpok,
yKaszaHHB B dYacTu 1 HacTodmeyM CTaTby, [IPMOCTAHABJAMBAETCS CO OHS
HalpaBJIeHMUSA 3afgBUTEJIO 3alpoca YIOJHOMOYEHHOTO OGenepallbHOIO oOpraHa
VICIIOJIHUTEJIbHOY BJIACTM IO OHSA IOJIyY4eHMS MM COOTBETCTBYHUEI'O OTBETA.

5. OcHoOBaHMEM onsa oTkasa B opraHmM3alumnm BKCIEPTUS,
IpenyCMOTPEHHEX YacThbid 1 HacTodmeM CcTaTbM, ABJILAETCA [IpeAcTaBJIeHME
HEOOXOOMUMEIX IJI NPOBENEeHMSA NPEeNyCMOTPEHHBIX BKCIepTM3 HOOKYMEHTOB B
HEIOJIHOM OOBeMe MJIM HEeNPEeNCTaBJIEHME 3adBUTEJIEM B YCTAHOBJIEHHEI CPOK
OTBETAa Ha 3alpoC YINOJIHOMOYEHHOTO QemepallbHOT'O OpIl'aHa MCIIOJIHUTEJIbLHOM
BJIACTH, a TaKxe IpencTaBJIeHue IOOKYMEHTOB, He comepXalmx
MCUepIbBaplero IepedHsa HeOOXOOMMBIX CBEeINeHMM.

(Crarpsas 19 B pen. denepallbHOTO 3akKoHa OT 22 mekabps 2014 r. N
429-d3 - CobpaHuMe BakoHOIaTesbCTBa Poccuvickom denmepaumm, 2014, N
52, ct. 7540)

Craresa 20. 3xcHnepTuU3a IOOKYMEHTOB, IPEINCTaBJIEHHEIX IJId
onpenejieHMss BO3MOXHOCTM pPacCMaTpMBaThb
JIEKAPCTBEHHEM [IpenapaT IJisg MeOMUMHCKOIO
IPYIMEHEHMUs [P OCYIECTBJIEHUM T'OCYyHapCTBEHHOM
perucTpauuMu B kadecTBe OPQaHHOTO JIEKAPCTBEHHOI'O
npenaparTa



1. SxcnepTmsa OOKYMEHTOB, [IPEICTaBJIEHHBIX oJis onpemneyeHns
BOSMOXHOCTM pPacCMaTpMBATH JIEKAPCTBEHHBI NpenapaT mOjisg MeOMLMHCKOIO
IIPMMEHEHMA IIPM OCYULECTBJIEHUM I'OCYHAapCTBEHHOM peruMcTpaluM B KadecCTBe
opdaHHOTO JIEKAPCTBEHHOTO IIpelnapaTa, COCTaBJIEeHME KOMUCCHUEN BKCIEPTOB

3aKJIOYEeHU A o) BO3MOXHOCTU VI HEBO3MOXHOCTHU paccMaTpmMBaTh
JIeKapCTBEHHBIM npenapar ons MeOMLMHCKOT'O IPMMEHEHMSI npu
OCyHeCTBJIEHUN TOCYyIapCTBEHHOM perucTpaluuy B KadecTBe OpdaHHOTO
JISKAPCTBEHHOT'O IIpenapaTta M HalpaBJIeHMe IOaHHOTO 3aKJIOUEHNS B
YIIOJIHOMOYEHHEBIM benmepanbHBEIM opraH VCIOJIHUTEJIbHOM BJIACTU

OCYWEeCTBJIANTCA B CPOK, HE IIPEeBHUAKIMM TpMALATM paboumx IOHEM CO IOHS
IIOJIy4YeHU s BKCIIEP THEIM yUupexneHreM 3alaHusa YIIOJIHOMOYEHHOT'O
benepanlbHOTO OpTraHa MCIOJIHUTEJIbLHOM BJIACTM UM B 2JIEKTPOHHOM GopMe uMIu
Ha OyMaxHHX HOCUTEJIAX HEOOXOIMMBIX IOKYMEHTOB, yKa3aHHHX B IIYHKTAax
1, 2, 5, 6, 10 wacmm 4 wm B yacTu 7 cTarekm 18 HaACTOAmETO
demepalIbHOT'O 3akKoOHa.

2. JIOKyMeHTH, coIepXalmecs B PETUCTPALMOHHOM oocke Ha
JIeKapCTBEHHBIM IpernapaT ¥ I[IOCTyNMBIIMEe Ha OyMaxXHHX HOCUTEJISX B
DKCIIEPTHOE YyuUpexIeHre IJid OCylEeCTRBJIEHUS ux SKCIIEePTU3E s
onperneJjieHMs BO3MOXHOCTM PacCMaTPMBaTL JIEKApPCTBEHHEI IpenapaT IJid
MeIMUMHCKOT'O I[IPYMEeHeHMUs B KayecTBe opbaHHOTO JIEKapPCTBEHHOTO
npenapara, omjiexaT BO3BpPaTy B YIOJIHOMOUEHHBE OGenepalibHE OpIraH
VICIIOJIHUTEJIbLHOY BJIACTM ONHOBPEMEHHO C 3BaKJIOUeHUSMM COOTBETCTBYIIOWUX
BKCIEPTUS.

(Crarbsa 20 B pen. denmepallbHOTO 3akKoHa OT 22 mekabps 2014 r. N
429-03 - CobOpaHMe 3BakKoHOIaTesibCcTBa Poccumckom denmepaumyu, 2014, N
52, ct. 7540)

CraTbsa 21. PemeHMe O BO3MOXHOCTM PacCCMaTPUBaTb
JIEKAPCTBEHHHM [IpenapaT NPpY OCYyeCTBIIEHUN
TOCYyHapCTBEHHOM permcTpaluy B KadyeCTBe
opdaHHOTO JIEKAPCTBEHHOT'O Ipelnapara

1. B CpoOk, He IpeBHIAIMM NATKM paboumMx IHEM CO IOHS IIOJIydeHUS
3aKJIOUEeHMs, YyKaszaHHOTO B yactu 1 craTeu 20 HactTosmero denepalibHOTO
3aKOHa, YIOJHOMOUEHHEN GelepalibHbIM OpTaH MCIOJIHUTEJIbHOM BJIACTHU
OCyumeCcTBJIAET OLIEHKY IIOJIYUEHHOTO 3BakKJI0UeHUs NOJIa ONpelesiIeHUus eTo
COOTBETCTBMSA 3aIaHMIO Ha [POBEeJEeHMEe COOTBETCTBYWIEN BKCIEPTU3LE U
yBeIOMJISEeT 3asSBUTEJIS B DJIEKTPOHHOM dopMe MM Ha OyMaxXHOM HOCUTEJe O
pesybTaTax MNPOBEOEHHOM BKCIEPTU3H C MNPUJIOXKEHMEM KOIUM DKCIEPTHOTO
3aKJIOUeHYsa (C COoXpaHeHMeM KOHQUIeHLMaJIbHOCTM MHOOpMalMM O CocTaBe
DKCIIEPTHOM KOMMCCUM) 178 o BO3MOXHOCTU I HEBOBMOXHOCTU
paccMaTprBaTh JIEKAPCTBEHHBM IIpernapaT OJld MeIMLIMHCKOT'O IIPUMEHeHUS
IPU OCYIECTRBJIEHUM T'OCYHAapPCTBEHHOM perucTpaluM B KauecTBe OpbaHHOTO
JIEKAPCTBEHHOTO IIpelnaparTa.

2. llpy BEIHECEHUM KOMMCCMEM DBKCIEPTOB 3BaKJIOUeHUS O BO3MOXHOCTU
paccMaTprBaTh JIEKAPCTBEHHBM IIpernapaT OJd MeIMLIMHCKOT'O IIPUMEHEeHUS
IPpU OCYHECTRBJIEHUM T'OCYHAapPCTBEHHOM perucTpaluM B KauecTBe OpbaHHOTO
JIEKAPCTBEHHOTO npenapaTa YTIOJIHOMOYEHHEIN benepaiibHE opraH
VICIIOJIHUTEJIbHOM BJIACTM B CPOK, HE IpEeBHUAanmMM OATM paboumx IOHEM CO
OHS IIOJIydeHMS IaHHOT'O 3aKJIoYeHMs, I[IPUMHMMAaeT peleHMre O BblIaue
3alaHysa Ha NPOBEeNeHMe DKCIEePTU3H KaueCTRBa JIEKaPCTBEHHOTO CPeICTBa U
SKCIIEPTURE OTHOMEHMS OXMIAEMOM I10JIb3BEl K BO3MOXHOMY PHUCKY IIPUMEHEHUS



JIEKAPCTBEHHOI'O IIpelapaTa oJjg MeOMLUMHCKOI'O I[IPMMEeHeHMS B I[IOopsSOke
YCKOPEHHOM IpoLEenyPEl 3KCIEPTU3H JIEKAPCTBEHHOTO cpencTaa B
COOTBETCTBUM CO CTaTbey 26 HacTosmero demepalIbHOT'O 3akKoHA.

3. B clydae NPUHATHUS PelleHVs O HEeBO3MOXHOCTM pPacCMaTpPUBaThb
JIeKapCTBEeHHLIN npenapar s MeIVLMHCKOTO IPMMEHEHU I npu
TOCYyIapCTBEHHOM perucTpaluuu B KadecTBe OpOaHHOTO JIEKapCTBEHHOTIO
npenapaTa yHNOJIHOMOUYEHHBM (QenepaJibHBIM OpT'aH MCIOJHUTEJBHOM BJIACTHU
npekpamaeT OPOoLeAOypy TOCYIDapCTBEHHOM pPerucTpaummu JIeKapCTBEHHOTO
npenapaTra. 3agBUTeJIb BIpabke o00paTUTHLCHA B PeruMcTpMUpylUlMi opraH C
3asABJIEHMEM O TOCYINapCTBEHHOM PEeTrMCTpaluM yKa3aHHOI'O JIEKapCTBEHHOTIO
npenapaTra B COOTBETCTBMM CO cTaTbey 18 HactTosamero demepalibHOTO
3aKoHa.

(Crarba 21 B pen. demepalibHOI'O 3akoHa oT 22 mekxabps 2014 r. N
429-93 - CobOpaHMe 3BakKoHOIaTesibCcTBa Poccumckom denmepaumyu, 2014, N
52, ct. 7540)

CraTbsa 22. (YTpaTuiia cujly Ha OCHOBaHMM demepalibHOI'O 3akKOHa OT
22 pmexabps 2014 . N 429-03 - CoOpaHmMe 3aKOHOHNATEJILCTBAa POCCUMCKOM
depmepauun, 2014, N 52, cr. 7540)

Crarbs 23. 9KCHepTM3a KauecCTBa JIEKAPpCTBEHHOI'O CpelncTBa "
OKCIIepTM3a OTHOIEHMA OXMIOAEMOM IOJIB3HE K
BO3BMOXHOMY PMCKY IIPVMMEHEHMA JIEKAPCTBEHHOTI'O
InperiapaTa IOJid MeIMIMHCKOI'O IIPUMMEHEHWMA

1. 3kxcrnepTMsza KavyecTBa JIEKAPCTBEHHOT'O CpPEenNCTBa U BKCIepTus3a
OTHOIEHUS OXMUIaEeMOM TOJIb 3HI K BO3MOXHOMY PUCKY IIPVIMEHEHUS
JIEKAPCTBEHHOTO IIpelapaTa IJjg MeIULMHCKOTO IMPMMEHeHUs, COCTaBJIeHUE
KOMUCCUSAMUM DKCIIEPTOB 3aKJIIOUEeHUMN 1o pe3yJibTaTaMm IPOBEIEHHEIX
DKCIEPTUS U HanpagBJIeHKe DTUX BaKJIOUYEHUN B YIIOJTHOMOYE HHEI
bernmepasibHEM OpPIT'aH MCIOJIHUTEJIbHOM BJIACTM OCYUWECTRBJISITCS B CPOK, He
IIPEeBHIIAKIINMY CTa OecaTu pabouux OHEeW CO IOHS I[IOJIydeHMSA DKCIEPTHEM
yUpexneHMeM COOTBETCTBYUEIO 3alaHMsa YIOJHOMOUEHHOTO (QemepalibHOTO
OopraHa MCIOJHUTEJNBLHOY BJIACTU M HEOOXOOMMBIX INOKYMEHTOB B DJIEKTPOHHOM
dopMe MM Ha OyMaxXHBIX HOCUTEJIAX.

2. B rTeueHre @meBgHOCTA QOHEM CO oHS IOJIyUeHUS peleHusa
YIIOJIHOMOUYEHHOT O (GelepasibHOTO oOpTraHa VCIOJIHUTEJILHOWV BJIACTHU o
IPOBEINEHUM BKCIEePTU3, MNPeOyCMOTPEHHEX YacTbid 1 HaACTOdWeM CcTaTby,
3agBUTEJIb [PEeNCTaBJIgeT B BOKCIEPTHOE YyuUpexIeHMe MOJigd I[IPOBEelNeHUs
DKCIEPTU3E KaueCTRBa JIEKAPCTBEHHOTO CpelCcTBa oOOpa3lb JIEKAPCTBEHHOTO
npenapatTa ojsa MEeIVLMHCKOTO IpUMEeHEeHUHd, IPOMBBEOEHHOTO B
COOTBETCTBUU € TpeOOBaHUAMU ONBITHO—IIPOMBIIJIEHHOT'O n ()
IIPOMBIIJIEHHOT'O PeTJIaMeHTOB, YTBEPXIEHHBX PYKOBOIUTEJIEM NPOM3BOOUTEJIS
JIEKAPCTBEHHEIX CPEeNCTB, a TakXe B COOTBETCTRBYKIMX CJydasax ofpasLsl

@apMaHeBTquCKOﬁ cyOCTaHLUM, TecT-WTaMMa MMKPOOPI'aHM3MOB, KYJIb TYPEI
KJIETOK, o6pa3ua BemeCTsB, IIPVMMEHAEMBIX J14a KOHTPOJIA KauecTBa
JIEKAPCTBEHHOTO cpencrea nyTeM CPaBHEHNMA C HVIMM nccisengyemMoro
JIEKApPCTBEHHOTI'O cpencTrBa, B KoJIM4YyecTBax, HeOOXOOMMEIX panpssi

BOCIPOM3BEIEHMS METONOB KOHTPOJIA KadecTBa.

3. Ilpu IOJIydYeHUM 0oBpaszL0B JIEKaAPCTBEHHOTO npemnapara n
bapMalleBTMUYECKOM CyOCTaHLMM 3KCIEPTHOE yUpexXIeHMe BhIaeT 3asBUTEJO
IOOKYMEHT, IOATBEPXIAlWMM [IOJIydeHMe yKasaHHBIX o0pas3lLoB, M B CPOK, HE
IpeBHUALIMY Tpex paboumx OHEM, yBEeIOMIISeT B BJIEKTPOHHOM QopmMe WM



Ha OyMaxHOM HocuTejyie OO0 5TOM YIOJIHOMOYEHHBM OGenepasibHBM OpraH
MICIIOJIHUTEJIbHOM BJIACTU.
4. YkaszsaHHBEIE B YacTax 2 M 3 HaCToOAWeM CTaTbM CPOK IJig

npencTaBJjieHUs BasgBuUTeJieM 00pasloB JIEKAPCTBEHHOTO npenapara Vi
bapmalieBTHUUECKOM cyBcTaHLunM u CpPOK YBEIOMJIEHUS BKCIIEPTHBIM
yupexneHueM o0 5TOM Ha OyMaxHOM HOoCHUTeJe YIIOJIHOMOUEHHOTO

benmepasnbHOTO OpTraHa MCIHIOJHUTEJIBHOM BJIACTM He BKJIOUATCS B CPOK
IIPOBEeNeHMs DKCIepPTU3, [IPenyCMOTPEHHBIX YacThi 1 HacTodmel CTaTbu.

5. IOKyMeHTH, [OCTyNMBIIME B 3KCIIEPTHOE yupexIeHue oyis
IPOBEeNeHMs BKCIePTMU3, NPemyCMOTPEHHEX YacTbil 1 HacTOodmey CcTaTby,
IonJjiexaT BOBBPATY B YIOJHOMOUEHHB (GelepalibHEM OPT'aH MCIOJHUTEJILHOM
BJIACTM OINHOBPEMEHHO C 3aKJIoUeHMAMM, I[IOJIYYEeHHBIMM I[I10 pesyJjibTaTaM
COOTBETCTBYIIUMX BDKCIEPTUS.

(Crarpsa 23 B pen. OdenepalibHOT'O B3akKoHa OT 22 mekabps 2014 r. N
429-93 - CobOpaHMe 3BakKoHOIaTesibCcTBa Poccuyckom denmepaumyu, 2014, N
52, cT. 7540)

Crarbsa 24. JOkcroepTm3a KadecCTBa JIEKAPCTBEHHOI'O CPeICcTBa U
BKCIEPTU3a OTHOWEHUS OXMIOAaeMOM IIOJIb3H K
BO3MOXHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO
npenapaTa IJig BETEPMHAPHOI'O IPMMEHEHUS

1. 3kxcrneprmsza KavyecTBa JIEKAPCTBEHHOI'O CpPEenNCTBa U BKCIepTus3a
OTHOIEHMSI OXMamaemMoum 1OJIb 3 K BOBMOXHOMY PUCKY TIPUMEHEHUS
JIEKapCTBEHHOT'O IpernapaTa Ojis BEeTEePUMHAPHOTO MNPMMEHEHMs, COCTaBJIEHUE
KOMMCCHUSAMM DKCIIEPTOB 3aKJIOUeHUM 10 pe3yJibTaTaM YyKas3aHHBEIX 32KCIEepTU3
¥ HalpaBJIEHME TaKMX SBaKJIOUeHUM B YIOJIHOMOUEHHHM OQeIepalsibHEM OopIT'aH
VCIIOJIHUTEJILHOY  BJIACTM OCYHECTBJISITCS B CPOK, He IMPEeBHIIalIMY CTa
necsaTy paboumx IHEM CO OHS I[OJIYUeHMUS DKCIEPTHHM yUYpexXIeHMVEeM 3amaHUs
YIIOJIHOMOYEHHOT'O benmepasbHOTO opraHa VCIIOJIHUTEJIbLHOY  BJIaCTU C
OOKYMEHTaMM, yKa3aHHEMM B YacTu 3 cTaTbu 17 HacTodwmero demepalibHOTO
3akoHa (B pen. demepalyibHOTO 3akKoHa OT 22 okTsadbpsa 2014 r. N 313-93 -
CobpaHMe BakKoHOIaTenbCcTBa Poccuiickou demepaumnu, 2014, N 43, cT.
5797; OdenmepanbHOTO 3akoHa oT 13 wmiona 2015 r. N 241-03 - CobOpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2015, N 29, cr. 4367).

2. B TeueHre nATHaAIUATK padoumMx IHEMV CO OHS IOJIyUdeHMS PeleHUs
YIIOJIHOMOUEHHOTO GenmepasibHOTO oOpTraHa VICIIOJIHUTEJIbLHOM BJIACTU o)
IPOBEINEeHUM YKasaHHBIX B YacCTM 1 HACTOAUEW CTaThbM DBKCIEPTU3 BasgBUTETIb
IpelCTaBJIgeT B BKCIEePTHOe YyupexIeHMe mJid IIPOBENeHMs DKCIEPTU3H
KauecTBa JEKAPCTBEHHOTO CpelcTBa oOOpaslbl JIEKAPCTBEHHOTO IpenapaTa
OJIT BEeTEPMHAPHOTO I[PMMEHEeHMUs, I[POMBBEIEHHOTO B COOTBETCTBUM C
TpeBbOBaHUAMU TEXHOJIOTMUYE CKUX perjaMeHTOR, YTBEPXIEHHBIX
PYKOBOOMTEJIEM IPOM3BOIMUTEJISA JIEKAPCTBEHHEIX CPelCTB, a Takxe obpasel]
bapmalieBTHUUECKOM cy®cTaHuuM B KOJIMUECTBAX, HeOOXOOUMBIX  IOJIS
BOCIIPOMBBEIEHNSI METOINOB KOHTPOJISI KauecTBa.

3. Ipu IOJIyUeHUN oBbpasLoB JIEKaPCTBEHHOTO npenapara n
bapmMaleBTHUUECKOV CYyOCTaHLUUMM BKCIEPTHOE yUpPEeXIeHMEe BhIAEeT BasgBUTEI0
IOOKYMEHT, MNOOTBEPXIAWIMI [OJIyUeHMe yKasaHHBX o00pasloB, M B CPOK, HE
IpeBHUIALIMIY Tpex paboumx OHEM, yBeIOMISeT B NMCbMeHHOM ¢QopmMe 00
BTOM YIIOJIHOMOUEHHE GelepalsibHEM OpIT'aH MCIIOJIHUTEJILHOM BJIACTU.

4. Cpok nJjda OpelcTaBJIeHMS BasgBUTeJeM 00pas3loB JIeKapCTBEHHOT'O
npenapara Vi bapmaleBTHUUECKOM cyBCcTaHUIUM U CPOK YBEIOMJIEHUS
SKCIIEPTHHM YyUpexIeHreM 00 DTOM B NMCBMEHHOM (QopMe YIIOJHOMOUEHHOTO



bemepaslbHOTO OpTaHa MCIIOJIHUTEJIbLHOW BJIACTM, YyKAaBaHHBE B yYacTsax 2 u 3
HacTofAlWeM CcTaTbM, HEe BKJOYATCA B CPOK IpOBENEHMs YyKa3aHHBEIX B
yacTtu 1 HacTodmey CTaTbM DKCIEPTUS.

5. IOKyMEeHTH, [OCTyNMBIIME B BKCIEPTHOE yUpexneHme ons
IpOBEeNEeHMs YKasaHHBIX B YacTM 1 HACTOAWEM CTaThbM BKCIEPTMU3, HOOJEXaT
BO3BpPATy B YIOJHOMOUYEHHEM (GenmepalibHEM OpITaH MCIHOJHUTEJBHOM BJIACTHU
OIDHOBPEMEHHO C 3aKJIOUEHUAMM [IO Pe3yJbTaTaM yKa3aHHEIX 3KCIEPTU3.

Crarbss 25. [OBTOpPHOE MNPOBEIEHME SKCIEPTUSIH
JIEKAPCTBEHHLIX CPEenCTB
(HamMeHOBaHMe B pen. demepalibHOT'O 3akoHa OT 22 nekabps 2014 .
N 429-03 - CobpaHMe BaKOHOIaTeJbCcTBa Poccurickou ®emepaumym, 2014, N
52, cT. 7540)

1. B crtydasx HEIOCTAaTOUHON OOOCHOBAHHOCTM WMJIM HEIIOJIHOTEH
3aKJIOUEHUST KOMUCCHUM DKCIIEPTOB, HaJIMUMsA B HEM [NPOTUBOPEUMBEIX IaHHEIX,
banbcudmkalMy BEIBOINOB DKCIEPTM3El JIEKAPCTBEHHOI'O CPEenNCTBa, COKPBITUS
OT YIOJIHOMOUEHHOTO ¢demepasibHOTO OpraHa VCIIOJIHUTEJILHOMI BJIACTHU
OCHOBaHMM IJIS OTBOIA SDKCIepTa BCJENCTBME eI'0 BaMHTEPEeCOBaHHOCTU B
pesyJbTaTax COOTBETCTBYWIEM SKCIEPTU3E, HaJMuMsa IOaHHEIX O IIPSAMOM
b0 KOCBEHHOM BMellaTeJIbCTBe B IIPOLEeCcC COOTBETCTBYWILEN DKCIEPTU3H
ML, He YyYacCTBYOIMX B e€e I[IPpOBeIeHuM, HO OKazaBWMX BJIMSHME Ha
npouecc ¥ pPes3yJbTaTH ee [IPOBeNeHMs, YIIOJHOMOUEHHEM denepalibHBM
OpPT'aHOM MCIIOJIHMTEJILHOM BJIACTM Ha3HadaeTCsa I[IOBTOPHAaS DBKCIepTUs3a
JIEKAPCTBEHHOT'O CpeAcTBa U (MIM) >2THUUecKas »KcIoepTusa (B pen.
demepasZIbHOT'O 3akoHa OT 22 mekabps 2014 . N 429-03 - CoOpaHue
3akoHoOmaTesibCcTBa Poccumckom denepaumm, 2014, N 52, cr. 7540).

2. [loBTOpPHAs B2KCIEPTHU3a JIeKAaPCTBEHHOT'O CpelCcTBa [IPOBOIUTCS C
ydueToM pPesyJsbTaToB paHee IIPOBENEeHHOM 3KCIIEPTU3EL B CpOK,
YCTAHOBJIEHHH YIOJIHOMOUEHHEIM (QenepasibHEIM OPI'aHOM  MCIIOJIHUTEJILHOM
BJIACTM M He [PEeBHUWAIMI TpUAOLATK padoumx OHEM CO IOHS [IOJIyUYeHUS
SKCIIEPTHEIM yUYpexXIeHMeM 3alaHMsa Ha I[IPOBelNeHMe IIOBTOPHOM DBKCIepPTU3E
JIEKAPCTBEHHOT'O cCcpencTBa (B pen. demepalibHOT'O 3akoHa OT 22 mekxabps
2014 . N 429-03 - CobpaHMe BaKOHOIAaTeJIbCTBa Poccurickor demepauuu,
2014, N 52, cT. 7540).

3. OuHaHCOBOe ofOeclleueHMe BHIIOJIHEHMS 3alaHMsa Ha [IPpOBeIeHUue
IIOBTOPHOM DKCIEPTU3E JIEKAPCTBEHHOI'O CPEeACTBa He ocyllecTmiigeTcs (B
pen. denepalibHOTO 3akoHa OT 22 mexkabps 2014 . N 429-03 - CobOpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

CraTbsa 26. YCKOpPEeHHas INpolelypa 3KCIEPTU3Hl JIEKapPCTBEHHBIX
cpencrTs

1. YckopeHHasa npolenypa 9SKCIEPTU3H JIeKAPCTBEHHBIX CPeICTB B
eJyax ToCyIapCTBEHHOM perucTpaumnmn JIeKapCTBEHHBIX penapaTos
IPVMEHSEeTCS B OTHOWEHMM OpbaHHHIX JIEKAPCTBEHHHIX IIPernapaToB, II€PBHIX
Tpex JIEKapPCTBEHHHX penaparTos, PEeTUCTPUPYEMEIX B Poccwrickon
denmepaluuy B KadyeCTBEe BOCIPOMI3BEIEHHBIX JIEKAPCTBEHHBX IIpelapaToB,
OUepeHOCTbL KOTOPEIX OIpelleliseTCss B COOTBETCTBUM C HOMEPOM U IaTOMU
BXOIAMMX BagBJIEHMIM O TOCYHAPCTBEHHOM PETUCTPaUMM JI€KAPCTBEHHBIX
pernapaTos B paMKax OIHOTO MEXIYHAPONHOTO HENATEHTOBAHHOTO
HaMMEeHOBaHUHA JIEKAPCTBEHHOT'O npenapara NS TPYNNIMPOBOYHOTO
HaMMeHOBaHUA JIEKAPCTBEHHOI'O IIpelapaTa, M JIeKapCTBEHHBIX IIpellapaToB,



npenHa3HaUYeHHEX MCKJIOUMTEJIbHO IJIS I[IPMMEHEHUS HeCOBEepPLIEHHOJIETHUMU
rpaxmaHaMu (B pen. denepalibHOTO BakKoHa oOT 22 nexkabps 2014 r. N
429-03 - CobpaHMe BakKoHOImaTesnbCcTBa Poccumickou denmepaumyu, 2014, N
52, cr. 7540; OdepmepanbHOTO 3akoHa oT 13 wmwomsa 2015 r. N 241-03 -

CobpaHme BakKoHOImaTenbCcTBa Poccuiickou demepaumnu, 2015, N 29, cT.
4367) .

2. YCkOpeHHas Mnpoluelypa BSKCIepPTU3bl JIEKAPCTBEHHHX CPeICTB B
HeJIgIX TOCYHAaPCTBEHHOM pPeTruMcTpaluu JIeKapCTBEHHBX I[IPEernapaToB He
IPVMEHSIETCS B OTHOUEHUM :

1) 6moaHaJIOTOBHX (61onIOgOOHEIX ) JIEKAPCTBEHHBIX npenapaTos
(broaHaJIoOTOB) ;

2) pedepeHTHHX JIeKapCTBEHHBIX npenapaToB (Ba VICKJIIOUEeHUEM

OopbaHHEIX JIEKaPCTBEHHBIX [IPENapaToB) ;

3) BOCHPOM3BEIEHHHX JIEKAPCTBEHHHX MPENapaToB (3a MCKIIOYEHUEM
IIEPBEHIX TpPEeX PeIruMcTpMUMpyeMBlXx B Poccuiickoy demepaumm B KadecTBe
BOCIPOM3BEIEHHBIX JIeKapCTBEHHBIX IpenapaTos " JIeKapCTBEHHBIX
penapaTos, IpenHa3HadeHHBIX VICKJIIOUMTEJIEHO nis IIPUMEHEHU A
HECOBEPULIEHHOJIETHMMIM I'paxInaHaMu) ;

4) HOBBIX KOMOMHALMY 3apeTMCTPUPOBAHHEIX paHee JieKapCTBEHHBIX
IpenapaTos;

5) JlexkapCTBEHHEIX I[IpPEelapaToB, 3aperMCTPMPOBAaHHEBIX pPaHee, HO
IIPOM3BENEHHEIX B IOPYyIMX JIEKapPCTBEHHEIX QopMax B COOTBETCTBUU C
IIepeyYHeM HaMMEHOBAaHUM JIEKaPCTBEHHEIX GOPM M B HOBOM IO3MPOBKE.

(JacTe 2 B pen. demepalIbHOTO 3akoHa OT 22 mekabps 2014 1. N

429-93 - CobpaHue 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540)
3. YckopeHHas MOpouenypa BSKCIePTU3B JIEKapPCTBEHHBIX cpencTs

IPOBOOMTCS IIO PEHEHUIO COOTBETCTBYWIETO YIIOJHOMOUEHHOTO GbemepalyibHOTO
opraHa WMCIIOJIHUTEJIbLHOM BJIACTM Ha OCHOBAHUM 3asSBJIEHUS 3agIBUTEJSI B
CPOK, HE MNPEeBHAKIMY BOCBMUIESCATM padoumx nHer. [pM 5TOM BKCIepTU3a
OOKYMEHTOB, COHEepXallMxCs B PeIMCTPALMOHHOM OOCHEe Ha JieKapCTBEHHHM
npemnapar, NPOBOIMTCS B CPOK, He IMPEBHIAIMM IecaTu padoumx OHeN,
DKCIIEPTMRa KauecCTBa JIEKAPCTBEHHOTO CPEeICTBa M BDKCIEPTM3a OTHOIEHUS
OXMIOAaeMOM TIOJIb3El K BO3MOXHOMY PMUCKY IPMMEHEHMS JIEKaPCTBEHHOTO
npenapara OPOBOOSATCS B CPOK, HE NPEeBHmanIMi MeCTUOeCaTr padoumx
nHey (B penm. demepasibHOI'O 3akoHa oOT 22 mekxabps 2014 r. N 429-03 -
CobpaHMre 3akoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N 52, cT.
7540) .

3-1. B oTHOmeHUM OpdaHHEIX JIEKAPCTBEHHHEIX NPENapaToB MOTYT OBTb
IpenCcTaBJIeHE Pes’yJIbTATH OOKJIMHUUECKUX MCCJIIEOOBAHUNM JIEKAPCTBEHHBIX
CPenCTB M KJIMHUUECKUX MCCJIeIOBaHMM JIEKAPCTBEHHBEIX I[IPEenapaToB OJis

MENULIMHCKOT'O MNPMMEHEHMS,  BBIIOJIHEHHBIX 3a npenejyaMm Poccurickomn
demepauum B COOTBETCTBUU C IOpaBuUJlaMM Hanjgexaumey JabopaTopHOM
NPaKTUKU ¥ NPpaBUJIaMM HaIJiexallel KJIMHUYECKOM NpakTuku (uacts 3-1
BBenena OdenepalibHEIM 3BakKOHOM oOT 22 pmekabpsa 2014 r. N 429-03 -
CobpaHre BakoHOIaTenbCcTBa Poccunickou demepaumm, 2014, N 52, cT.
7540) .

4. YckopeHHas mOpolenypa 5SKCIEPTU3H JIeKapCTBEHHBIX cpencTs
NPOBOOMTCS B TIIOPAINKe, YCTAHOBJIEHHOM cTaTrbaumu 17 - 20, 23 un 24

HacTosmero denmepalJibHOT'O 3akOHa, M He O3HAuUaeT CHUXEeHUS TpeboBaHUM K
0e30nacHOCTHM, KadeCTBY U 20OEeKTMBHOCTM JIEKAPCTBEHHEX [NPENapaTOB.

CraTbs 27. PemeHue O I'OCyIHapCTBEHHOM perucTpalun



JIEKAPCTBEHHOTI'O IIpellapaTa

1. B CpoOk, He I[peBHIIAKIMN IeCATK padouux NOHEV CO OHS IOJIydeHUS
3aKJIOUEHUM KOMMUCCHUM DBKCIEPTOB II0 Pe3yJibTaTaM D3KCIepPTU3Bl KauecTBa
JIEKAPCTBEHHOT'O CPEeACTBa UM DKCIEPTU3E OTHOWEHMS OXMIAaeMOM IIOJIb3H K
BO3MOXHOMY PUCKY IIPUMEHEHNU A JIEKAPCTBEHHOTO npemnapara,
COOTBETCTBYUMUN YIOJIHOMOUEHHHY OGenepalibHEM OpIT'aH MCIIOJIHUTEJIbHOM
Bjlactu (B pen. demepalibHOTO 3akoHa oT 22 nekabps 2014 r. N 429-03 -
CobpaHMre BakKoHOmaTenbCcTBa Poccuiickou demepaummu, 2014, N 52, cT.
7540) :

1) pasMemaeT Ha cBoeM obuumasbHOM camTe B ceTu "VHTepHeT"
COOTBETCTBYKIME 3aKJIOUEHUS KOMUCCHUM DBKCIEPTOB U OCYULECTBJISEeT UX
OLIEHKY IJIsl OIpelleJIeHUs COOTBETCTBMA 3alaHuio Ha IPOBeleHUe DTUX
skcrnepTus (B pen. denepalsibHOTO 3akoHa OT 22 nekxabps 2014 r. N
429-03 - CobpaHMe BakKoHOImaTenbCcTBa Poccutickou denmepaumnu, 2014, N
52, cT. 7540);

2) npuHMMaeT peleHre o TOCyIapCTBEHHOM perucTpaumnumn
JIEKAPCTBEHHOTO npenapara W 00 oTKase B TOCYyHapCTBEHHOM
perucTpaluuMmM JIeKapCTBEHHOT'O Ipelapara;

3) BHOCHT TINPM [NPUHATUM PEUWEeHMUS O T'OCYyIapCTBEHHOM pPeTrucTpalun
JIEKAPCTBEHHOT'O IIpelapaTa HOaHHBE O 3apel'MCTPUMPOBAHHOM JIeKapCTBEHHOM
npenapaTre, B TOM uYMucie O QapMaleBTMUECKOM CyOCTaHLMM, BXOLAUEN B
cocTas JIEKAPCTBEHHOTO npenapara, B TOCyIOapCTBEHHEM peecTp
JIeKapCTBEHHBIX CpencTB n BEIIAET 3ag9BUTEJI0 PerncTpaLrOHHOe
YIOOCTOBEPEHME JIEKAPCTBEHHOI'O IIpernapatra, GopMa KOTOpOI'o yTBepXIaeTCs
YIIOJIHOMOYEHHBIM benepainbHEM OpTr'aHOM VICTIOJIHUTEJIbHOM BJIACTH,
COTJIaCOBaHHEIE HOPMAaTHMBHYI IOKYMEHTalLMo, HOPMaTUBHEIM IOOKYMEHT,
MHCTPYKLMIO 1o IIPUME HE HUIO JIEKAPCTBEHHOT'O IIpelapaTa M MaKeTH
IIEPBUYHOM YIAaKOBKM M BTOPUYHOM (NOTPeDOMUTEJIECKON) YIIaKOBKU C
yKazaHMeM Ha HUX HOMEpa PerMCTPAaLMOHHOTO YIOOCTOBEPEHUS
JIEKAPCTBEHHOT'O IIpellapaTa M HOaThl €TI0 I'OCYHAapCTBEHHOM peTrMcTpaluuM WM
B CJilyyae IPUMHATKUA pelleHusa 00 OTKaze B I'OCYINAapCTBEHHOM permcTpalum
JIEKAPCTBEHHOT'O IIpellapaTa yBeOOMJISeT B IMCbMeHHOM dopMe zaaBuTesis o6
3TOM C yKas3aHMeM IPpMUMH TakKoT'o OTKaza. 3a BbIady PerMCTPalLMOHHOIO
YIOOCTOBEPEHMS JIEKapPCTBEHHOT'O IIpellapaTa B3MMaeTcsa TIOoCyHapCTBeHHas
IouJIMHa B COOTBETCTBMM C 3aKOHOHATeJbCTBOM Poccuiickoy demepaluy O
Hajorax u cbopax (B pen. OdenepalibHOTO BaKoHa OT 22 nekabps 2014 .
N 429-03 - CobpaHMe BaKOHOIaTesbCTBa Poccurckou demepaumm, 2014, N
52, cT. 7540).

2. OcHOBaHMEM IoJId OoTKaza B TIOCYINapCTBEHHOM perucTpalumu
JIEKAPCTBEHHOT'O npernapara ABJIAETCH peleHye COOTBETCTBYIMETO
YIIOJIHOMOYEHHOTO (QemepalsibHOTO OpTraHa MCIOJHUTEJIbHOM BJIACTM O TOM,
4TO KadecTBO U (M) 300eKTMBHOCTL PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara He IONTBEPXIOEHE IIOJIYYEeHHBIMM HOaHHBIMM MJIM UTO PUCK
IPUMUMHEHMS Bpella 3I0POBLI0 UeJIoBeKa WMJIM XMBOTHOI'O BCJIEINCTBME IIpMUeMa
JIEKAPCTBEHHOTO IpelnapaTa nOpeBbmaeT 300ekTMBHOCTL €TI0 NPMMEeHEeHUusa (B
pen. OdenmepasibHOTO 3akoHa oT 11 oxrsabps 2010 . N 271-03 - CobOpaHue
3akoHOIaTesbCTBa Poccurickom denmepaumm, 2010, N 42, cr. 5293).

3. [IoBTOpPHOE MpelCcTaBJIeHMEe B COOTBETCTBYOUUM YIIOJIHOMOUEHHEI
benepanbHE OpraH MCIOJHMTENBHOM BJIACTM JIEKAPCTBEHHOT'O IIpernapara, B
OTHOWEHUM KOTOPOTO MNOJIydeH OTKa3 B TIOCYIapCTBEHHOM pPeTrucTpauum U
KOTOPEHIM BIIOCJIENCTBUM I[IOIOBEepPI'CA WM3MEHeHMI B UYacTM ero CcocTaka,
paccMaTpMBaeTCsa Kak IpelcTaBJIeHMe HOBOITO JIEKAPCTBEHHOTO I[IpelapaTa



Ha ero TOCYyIapCTBEHHYI pPEeTrMCTpaluMio HE3aBMCMMO OT COXPAaHEHUs eTro
[IEPBMUUYHOTO HauMMeHOBaHMs (B pen. OdenmepasbHOTO 3akoHa OT 22 nexabps
2014 . N 429-93 - CobpaHMe BaKOHOIATeJNIbCTBa Poccurickor demepauuu,
2014, N 52, cT. 7540).

Crarbsa 27-1. IopsaloK oOINpelesyieHus B3aUMO3aMEHIEMOCTU
JIEKAPCTBEHHHX IIPEenapaToB Ojigd MeOMIMHCKOT'O
IIPUMEHEHU A

1. BzammMo3aMeHseMOCThb JIEKAPCTBEHHBIX IpenapaTos ons
MEIOMLUMHCKOTO IIPMMEHEHMS ONpelesigeTcd B IIOpAOKe, YCTaHOBJIEHHOM
[IpaBuTensCcTBOM Poccurickoy demepauun, Ha OCHOBAHUM CJIe Oy KRImx
IapaMeTpoB:

1) »KBMBAJEHTHOCTH (onysa O110aHaJIOT'OBEIX (B1oTIOgOOHEIX )
JIEKAPCTBEHHEBIX npernapaTos (bmoaHasioroB) - COIIOCTAaBMMOCTE )
KQUeCTBEHHHX U KOJIMUEC TBEHHBIX XapaKTepUcCTUK bapMalLeBTHUECKUX
cybcTaHUUM  (MCHOJIb30BaHME PAa3JIMUHEIX COoJleM, 20MpOoB, KOMILJIEKCOB,
M30MEPOB, KPUCTAJIIMUECKMX GOPM M OPYIMX NPOM3BOIOHEIX OIOHOTO UM  TOTO
xe OelCTBYKIEero BeumecTBa He ABJISETCHA IpenaTCTBMEM nns
B3aMMO3aMEHSAEMOCTHM JIEKAPCTBEHHEIX IIpPenapaToB, €CJaU IIpu IpoBeleHUU
MCCJIenNOBaHUA OMOBKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO IpelapaTa WM B
CJlydae HEeBO3MOXHOCTM NPOBEOEHMS BTOTO MCCJEeNOBaHMA IIPpM [OIPOBEOEHUU
MCCJIeNOBaHUSA TepaneBTUYEeCKON DKBUBAJIEHTHOCTU JIEKAPCTBEHHOTO
npenapaTta Joka3aHo OTCYTCTBUE KJIMHWYE CKU 3HAUMMEIX pasamnuum
bapMakKOKMHETUKM U (MJIM) ©Oe30IacHOCTU UM 30OeKTUBHOCTHU JIEKAPCTBEHHOTO
npenaparTa OJid MeOMUMHCKOTO IPUMMEHEHMH) ;

2) DKBMBAJIEHTHOCTHL JIEKAPCTBEHHOM GQOpPMEL (mom »XKBMBAJIEHTHBMU
JIEKAPCTBEHHEIMM QopMaMM TOHMMAKTCS pPa3HBE JIeKapCTBEHHEE bopwmer,
VMeKlMe OOMHAKOBEE CHOCOO BBeeHUS U CHoCcoO HNpuMeHeHMusa, obJjalanmme
COINIOCTaBMMBIMIM bapMaKOKMHE TMUE CKUMU XapakTepuCcTUKaMm u
bapMaxkoJIOTMUECKMM HOeMCTBMeM WU ofecleumpamnmye Takxe OOCTWXEHUE
HeOOXOOMMOT'O KJIIMHMUYECKOTO 3bpdpexTa. Paszamumda JIeKapCTBEHHBIX QOpM He
ABJIAITCSA IPENATCTBMEM IJid 179:4 B3aMMO3aMEHAEMOCTH, ecnu npu
IPOBEISHUM MCCIJIEeOOBaHMSA OMOBKBMBAJIEHTHOCTM JIEKAPCTBEHHOT'O NIpelnapaTa
WM B CJydae HEeBO3MOXHOCTM I[POBEIOEHMSa HSTOTO MCCIeIOBAHMA [IPU
IpoBeleHUU MCCIIeNOBaHUA TepalneBTUUECKON DKBUBAJIEHTHOCTU
JIEKAPCTBEHHOTO IIpelapaTa IoKa3aHO OTCYTCTBME KJIMHMUECKM 3BHAUYMMEBIX
pazauuny  bapMakKOKMHETUKM U (MJm) f6esonacHoCT M 3Q0PEeKTUMBHOCTU
JIEKAPCTBEHHOTO IpelnapaTa IJj8a MeIMUMHCKOTO IIPMMEHEHMS) ;

3) ®KBMBAJIEHTHOCTH MJIM COIMNOCTABMMOCTEB COCTaBa BCIOMOI'ATEJIbHBIX
BeUleCTB JIEKAPCTBEHHOTO npenapaTa OJ19 MEeOUIIMHCKOTO MNPUMEHEHUS
(pasmmuma cocTaBa BCIIOMOT'@TeJIbHEIX BEUECTB JIEKAPCTBEHHOTO
npenaparTa OJig MeOMUMHCKOTO IIPMMEHEHMSA He SABJATCHA NPEeNATCTBMEM OJId
179:4 B3aMMO3aMeHsaEeMOCTH, ecnu npu IpoBeleHUU UCCJIeOOBaHUA
OMODKBUBAJIEHTHOCTHY JIEKAPCTBEHHOTO IpenapartTa oJjisa MEOUIIMHCKOT'O
IPUMMEHEHUI MM B CJlydae HEBO3MOXHOCTM NPOBEOEHMS DTOTO MCCIeNOBaHUA
npu IpOoBEeIeHUN MCCJIeNOBaHUSA TepaneBTUUECKON DKBUBAJIEHTHOCTHU
JIEKAPCTBEHHOTO IpenapaTa Ojid MeIULMHCKOTO I[IPUMMEeHeHUS IOKasaHo
OTCYTCTBME KJIMHUUECKM BHAUVMBEIX pPa3JIMuul OGapMakOKMHETUKM U (MJIn)
fe30nacHOCTHU n sdbexTMBHOCTHU JIEKAPCTBEHHOTO npenapara oJs
MEOMIUMVHCKOTO HNpMMeHeHMud. [Ipm 5TOM pasinuMsa coCcTaBa BCIOMOT'aTeJibHBIX
BeUleCTB He OOJIKHBEL IIPUBOIMUTL K PUCKY BO3HUKHOBEHUSA Cepbe3HBIX
HexXeJlaTeJIbHEIX peaKUUM y OTIEJIbHHIX TPYNN [IaluMeHTOB WJIM I[IOBBIUEHUSA



YaCTOTH MX BO3HMKHOBEHUS) ;

4) UMOEeHTUYHOCTH crocoba BBeIeHUS U [IPUMEHEHUS;

5) oTcyTCTBME KIIMHMYECKM SBHAUMMEIX Pa3JIMuMM [OPpU [IPOBEIEeHUU
MCCJIenNoBaHMUA OMOBKBUBAJIEHTHOCTM JIEKAPCTBEHHOTO IpenapaTa WIM B
clydyae HEBO3MOXHOCTM TINPOBENeHMS 3TOT0 MUCCJIeOOoBaHUS OTCYyTCTBUE
KJIMHUYECKU 3HAYMMEBIX pasInumni rnoxkasarTeJyen ©es30MmacHOCTHY u
50QeKTMBHOCTHM JIEKAPCTBEHHOTO IperapaTa IIpU [IPOBENeHUM MCCJIEeNOBaHUSA
TepaneBTUUYECKOY BKBUBAJIEHTHOCTM. JaHHBEIM IapaMeTp He [IpUMeHSeTCs B

OTHOIEHMUM BOCHPOMSBBEINEHHEIX JIEKAPCTBEHHBEIX I[IPEernapaToB, YKas3aHHBIX B
yactu 10 crarem 18 HacTosgmero denepalibHOT'O 3akoHa. B OTHOWEHUU
OMOaHAJIOTOBEX (OMONOIOOHEIX) JIEKAPCTBEHHEIX IIPENapaToB (brmoaHasIoToB)

OaHHBEIE OO0 OTCYTCTBMM KJIMHMUECKM SBHAUMMBIX pPasanuuuy 6e30IacHOCTH,
sbbexTMBHOCTM U VMMMYHOT'€HHOCTHU JIEKaPCTBEHHOTO npenapara 1o
pes3yabTaTaM NPOBeOeHMA KIMHMUYECKMX MCCJeHOBaHMM [IPeOOoCTaBJISnTCS B
IopAnOKe, YCTaHOBJIEHHOM HAaCTOAIENM YacThbio;

6) COOTBETCTBUE IPOU3BOOUTEIH JIEKaPCTBEHHOTO cpencrsaa
TpeOOoBaHMAM Hajiexalleldl NPOM3BOICTBEHHOM IIPaKTUKU.

2. CpaBHeHUe rnapaMeTpoB PeIMCTPUPYEMBIX JIeKapCTBEHHBIX
npenapaToB IS MEeIOULMHCKOI'O IIPMMEHEHMSA OCYLEeCTBJIAETCA KOMMCCHUEN
SKCIIEPTOB DKCIEPTHOI'O YUYPEeXIeHUSd IIPpM I[POBENEeHMM DKCIEePTU3E TaKUxX
JIEKaPCTBEHHBIX [PENapaToB B IPOLIECCEe MX TOCYyHapCTBEHHOM perucTpaluin.
BeIBOOEI SKCIEPTOB O B3aMMO3aMEeHSeMOCTM MJIM HeB3aMMO3aMeHSIeMOCTU
JIeKAPCTBEHHBEIX IIpelapaToB Ojs8 MEeOMLUMHCKOI'O NPMMEeHEeHMS, CHeJIaHHBEe B
pe3yJsbTaTe B3TOI'O CpaBHeHud, OQOPMIIAKTCS B BUIE [IPUJIOXEHUS K
3aKJIOUEHMIO BKCIEPTOB 1o dbopwme, YTBEPXIEeHHON YIIOJIHOMOUYEHHBIM
benepaslbHEIM OPI'aHOM MCIIOJIHUTEJIBHOM BJIACTHU.

3. TlojoxeHus HacTofAmen CTaTbU He PacCIpoOCTPaHAnTCs Ha
pedepeHTHEE JIeKapCTBEHHEE I[pelnapaTh, JeKapCTBEHHEE pPaCTUTEJIbHEE
npernapaTs, I'OMeOollaTUMUeCKMe JIEKaPCTBEHHBE IpellapaThl M JIeKapCTBEHHLEE
npenapaTe, KOTOPHE pas3pelleHb Ojd MEeIMLMHCKOTO IPUMEHEHUS B
Poccurickom demepaumm OoJiee OBanuUaTM JIET M B OTHOWEHMM KOTOPBIX
HEBO3MOXHO MNPOBEeIEHME MCCJI€IOBaHMSA UX OMO3KBMBAJIEHTHOCTM.

(Crarba 27-1 BBemeHa JdemepalibHBEIM 3akKOHOM OT 22 mekabps 2014 1.
N 429-03 - CobpaHMe BaKOHOIaTesbCTBa Poccumckou demepaumm, 2014, N
52, ct. 7540)

CraTea 28. PermMcTpalMOHHOE YIOCTOBEPEHME JIEKAPCTBEHHOTO
npemnapara

1. PerucTpalMOHHOE YyINOCTOBEPEeHMe JIEKapCTBEHHOT'O IIpenapaTra cC
yKasaHueM JIeKapCTBEHHEIX GOpM U IO3UPOBOK BHIaeTCcsa OeCCpPOYHO, 3a
VCKJIIOUeHVEM PETUCTPALMOHHOTO YIOCTOBEPEHUS JIeKapCTBEHHOTO
npernapaTra, BbIaBaeMOI'O CO CPOKOM HIeMCTBMS [IATb JIeT, Ha BIIEPBHE
perucTpupyeMee B Poccurickon dermepalMy JIeKApPCTBEHHEIE IperlapaTH .

2. [lo wucTeueHUM YKa3aHHOTO B YacTM 1 HACTOSAlEM CTaTbM CpoKa
BEIDIaeTCa OeCCpOUHOE PpPEerMCTPalMOHHOE YIOCTOBEPEHME JIEKAPCTBEHHOTO
npenapara npu YyCJIOBUM IOOTBEPXIEHUS ero TOCYyZapCTBEHHOM
perucTpaumun.

3. B ciayuae BHeCceHMs B CcoOoTBeTcTBUM cO cTarbammu 30 m 31
HacTosmero JdemepalIbHOT'O 3aKOoHAa VBMEHEeHUM B conmepxaumecs B
PETUCTPALMOHHOM IOChbE Ha B3apPeI'MCTPUPOBAHHBI JIEKAPCTBEHHB IIpernaparT
OOKYMEHTH, 3aTparuBalliMx CBeINeHMs, OTPaxXeHHHEe B pPEeIUCTPALMOHHOM
YIOOCTOBEPEHUM JIEKAPCTBEHHOT'O IIpernapaTa, YIOJHOMOUEHHHY belepaJlibHBIM



OpT'aH MCIIOJIHUTEJILHOM BJIaCTHU BEIIAET HOBOE pPerncTpalroOHHOe
YIOOCTOBEPEHME JIEKAPCTBEHHOI'O Ipelnapara, CoIepXallee BHEeCEHHHEe B HEeTO
usMeHeHus (dacTb 3 BBemeHa demepalibHEM 3akKOHOM OT 22 mekabpsa 2014
. N 429-3&3 - CobpaHue 3BakKoHOIaTenbCcTBa Poccuiickon demepaumnm, 2014,
N 52, cr. 7540).

4. B crayyae yTPaTe NI [IOBPEeXIOEHU S PEermMCcTPalMOHHOTO
YIOOCTOBEPEHMS JIEKAPCTBEHHOT'O IpernapaTa IO 3asBJIEHMIO B NIMCbBMEHHOM
bopme nmepxaTena WM BJanejblia PEIMCTPALMOHHOT'O YIOOCTOBEPEeHUS
JIEKAPCTBEHHOT'O npernapara ZN)IZS YIIOJIHOMOUYEHHOT'O VMU IPYyTOTO
OPUONYECKOTO JiMila O BbOaue OyOiMKaTa PEeTrUCTPalMOHHOTO YyIOOCTOBEPEeHMUS
JIEKAPCTBEHHOTO npenapara YIIOJTHOMOYEHHEIN benepanbHbIL opraH
MCIIOJIHUTEJIBHOM BJIACTM B CPOK, He I[IpeBbllallMi HecaTr paboumx OHeM CO
OHS T[OCTYINJIEHUs BasBJIeHNHd, BHIOAET oyonuKaT PEerMCTPAaLMOHHOTO
YIOOCTOBEPEHNS JIEKAPCTBEHHOT'O npenapara. 3a BRIDAUy OybBamkaTa
PEeTrMCTPAalMOHHOTO YIOCTOBEPEeHMs JIeKapCTBEHHOT'O IIpenapaTa B3MMaeTcs

TOCyIapCTBEeHHAas IIOUJIMHA B COOTBETCTBUK c 3aKOHOIATEJIECTBOM
Poccurickom denepauum o HaJjijorTax u cbopax (uacTte 4 BBeIeHa
demepasibHEIM 3akOHOM OT 22 mekabps 2014 . N 429-03 - CoOpaHue

3akoHoImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

Crarbs 29. I[onTBepXIeHMVE T'OCYOapCTBEHHOM peIrucTpaluu
JIEKAPCTBEHHOTO IIpernapara

1. IonTBepXOeHME TOCYIHaApCTBEHHOM peIMcCTpaluuM JIEKapCTBEHHOTO
npernapaTa OCYUWEeCTBJISEeTCHS NPM BbZade OeCCPOYHOT'O PEeTUCTPAaLMOHHOTO
YIOOCTOBEPEHMS JIEKapCTBEHHOT'O IIpelapaTra B cjlydae, yKasaHHOM B YacTU
2 craTbu 28 HacTosmero denepalibHOT'O BaKOHA, B CPOK, He IIpeBHIlaloluMi
mecTumecaT paboumx OHEU co OHS IOJIydYeHM s COOTBETCTBYIOWMM
YIIOJIHOMOYEHHBIM (QenepalibHbIM OPI'aHOM MCIOJIHUMTEJIBHOM BJIACTM 3a9BJIEHUSA
o IONTBEPXISHUM TOCyIapCTBEHHOM perucTpaumumn JIEKapPCTBEHHOTO
npemnapara. He OCYLECTBJIIETCH IIOOTBEPXISHME TOCyIapCTBEHHOM
permcTpauMy B OTHOIEHMM JIEKAPCTBEHHOT'O IpellapaTa, He HaxXOOMBIIETOCS
B oOpaumeHur B Poccurickonm demepaumy B TedeHMEe Tpex M 0Oojee JeT, a
TaKXe B OTHOWEHMM JIEKapPCTBEHHOI'O CpPeNCcTBa, IIPOMU3BENEHHOTO c
HapyumeHreM TpeboBaHMsA, YCTAHOBJIEHHOT'O YacCThio 3-7 CTaTbU 71
HacTosmero demepalJibHOT'O 3akKoOHa.

2. 3BasBJieHMEe O I[OITBEPXIEHUMU TOCYyIapCTBEHHOM perucTpaumnumn
JIEKAPCTBEHHOTO npenapara IPEenCTaBJIsAETCa B COOTBETCTBYIMUM
YIIOJIHOMOUEHHE (GenepaJibHbBM OpI'aH MCIIOJIHMUTEJIBHOM BJIACTM HEe paHee ueM
3a CcTO BOCEMBIECHAT oHeM oo MCTedYeHUs cpoka nercTeusd
PETUCTPALMOHHOTO YyIOCTOBEPEHMS JIEKAPCTBEHHOT'O IIpernapara.

3. llooTBepxXIeHMe TOCYyIapCTBEHHOM perucTpaluuM JIeKapCTBEHHOTO
npenapaTa OCYULEeCTBJISETCHa [0 pe3yJbTaTaM BKCIEPTU3H OTHOIWEHUSA
OXMIAeMOM TIIOJIb3BI K BO3MOXHOMY PMCKY [IPMMEHEHUSI JIEKapCTBEHHOIO
npenapaTta Ha OCHOBaHMM pPesyJIbTaTOB MOHUTOPMHIE SQPEKTUBHOCTU U
0e30IaCHOCTHM JIEKaPCTBEHHOT'O IpelapaTa, IPOBOOMMOIO IepXaTeJieM MM
BJlaleJiblleM PEeTrMCTPAalMOHHOTO YIOOCTOBEPEHMA JIEKAPCTBEHHOIO IIpelapaTra
OO YIOJIHOMOUEHHBIM MMM DPUIMYECKMM JIMLIOM, a TaKXe COOTBETCTBYIIIMM
YIIOJIHOMOYEHHEM (denepalibHbM OpTraHOM VICIIOJIHUTEJIbHOM BJIACTHU B
COOTBETCTBUM C TpeboBaHMAMM CTaTbM 64 HacTosumero &enepallbHOTO
3aKOHa.

4. K 3agBJIEHMIO O TIIOOTBEPXIECHMM TIOCYIapCTBEHHOM perucTpalun
JIEKapCTBEHHOTO npenapara npuiaramnTcs IOOKYMEHTEI, comepxaume



pPe3yJIbTaTEl MOHUTOPUHIA 3QOPEKTUMBHOCTM M OE30MNaCHOCTM JIEKAPCTBEHHOTO
npenapara, IPOBOOMMOIO HepXaTeJyleM MIM BJaAeslblieM PpPerMCTPalLMOHHOTO
YOOCTOBEPEHMS JIeEKAapPCTBEHHOTO Ipenaparta JMbo YIOJHOMOUEHHBM MMM
OPUONYECKUM JINLIOM, 1o bopwme, YTBEPXIEHHOM COOTBETCTBYIMM
YIIOJIHOMOYEHHBIM (QenepaJibHbIM OPI'aHOM MCIOJIHMTEJIBHOM BJIACTM;  KONUA
JMLEH3MM Ha [NPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB MM KONMS 3aKJIOUeHUS
O COOTBETCTBUM MNPOU3BOIUTEJS JIEKAPCTBEHHEIX CPEOCTB TpeOOBaHUAM
IpaBUII Haomexauen IPOMU3BOACTBEHHOM NPaKTUKA, BBIOAHHEIE
YIIOJIHOMOYEHHBIM (QenepaJibHBIM OPI'aHOM MCIIOJIHMTEJIBHOM BJIACTM, B Clydae,
eCcyy I[IPOM3BOINCTBO JIEKAPCTBEHHOTO npenapara OCyleCTBJIAeTCA B
Poccurickoyn denmepaumm, JMOO KONMSA BHIAHHOM YIIOJHOMOUYEHHEIM OPT'aHOM
CTPaHE [IPOM3BOAMTENS JIMLUEH3UM Ha IPOU3BOLNCTBO JIEKaPCTBEHHOTO
npernapaTta " €e IePEeBOJ Ha PYCCKMM SA3BIK, BaBEPEHHEE B YCTAHOBJIEHHOM
nopsanke, u KOonmsa 3aKJIOYEeHNU A o COOTBETCTBUU IPOMU3BOOUTEIA
JIeKapCTBEHHBIX CpenCcTB TpeBOBaHMAM npaBui Hanmexaumen
IIPOM3BOACTBEHHOM IPaKTUKM, BEIOAHHOI'O YIIOJIHOMOYEHHEM OQermepalibHEM
OPTaHOM MCIOJIHMTEJIbHOM BJlaCcTH, B crydae, ecnn IPOMU3BOLACTBO
JIeKAPCTBEHHOT'O IIpellapaTa OCylleCcTBJsSeTCs 3a IpenejlaMyM PoCCHUMCKOM
denmepauum. B OTHOWEHMM JIEKAPCTBEHHBIX [IpellapaToB OjIg BEeTEePMHAPHOTO
IIPVMMEHEHMS OOIOJIHUMTEJIBHO [PEeNCTAaBJIAITCS HOOKYMEHTH, YKasaHHBE B
nongnyHkrax "

a", "e", "k", "a" nyHkTa 4 uvactu 3 cTaTbu 17 HACTOSAWETO
demepasIbHOT'O 3aKoOHA. B  OTHOWEHUMU OMOJIOTUYUECKUX JleKapCTBEHHBIX
pernapaTosB 3agBUTENDb OOIMOJIHUTEJIBHO npencTaBygeT pPes3yJibTaTH
OCYWEeCTBJIEHUSA MEPOIPUATUN B COOTBETCTBMM C I1IJIAHOM yIIpaBJieHUs
prUcCKaMu, YTBEPXIEeHHEM YIIOJIHOMOUYEHHEIM benepasibHEIM opTraHoM
VICIIOJIHUTEJIbLHOY BJIACTM IIPM OCYUWECTBJIEHUM T'OCYIapPCTBEHHOM peTrucTpalum
JIeKapCTBEHHOTO npenapara. C 3asgBJIEHUEM o) IOOTBEPXIEHUN
TOCYHOApPCTBEHHOV perucTpaluumn JekKapCTBEeHHOTO IpenapaTa 3asaBUTEJb
npencraBjdgeT KOTIIMUIO IOOKYyMEeHTa, IOOTBEPXIANIETO yanaTy
TOCyIapCTBEHHOM TIOMJIVIHEL 3a IOOTBEPXIEHNUE TOCyZapCTBEHHOM
perucTpauum JIeKapCTBEHHOT'O IpelapaTa, JubOo BIpaBe MNIPenCTaBUThL IO
COOCTBEHHOM MHMIIMATUMBE yKas3aHHBEM IOKYMEHT. B cilyuae HenpenCTaBJIeHUS
YyKasaHHOTO OOKYyMEHTa YIIOJIHOMOUEHHBIM benepanbHBIV opTraH
VICIIOJIHUTEJIbLHOY BJIACTM NpOoBepseT QaKT ylJjaThl I'OCYHAaPCTBEHHOM I1OUJIMHEL
3asaBUTEJIEM IOCPENCTBOM VICIIOJIb 30BaHMSA nHbopMauUm 06 yrjarTe
TOCYyHOAapCTBEHHOM TIOUWJIVHEIL, comepxalemncsa B T'ocymapCTBEHHOM
VHOOPMALMOHHOM CHUCTEeMe O T'OCYINAapPCTBEHHEIX UM MYHMIIMIAJNBHBIX I[IJIaTexax,
Ha OCHOBAHUMU npencTaBJIeHHON 3asaBUTEJIEM KON OOKYyMeHTa,
IOOTBEPXIOANIETO YIJaTy I'OCYIapCTBEHHOM IIOMJIMHEL.

5. B TeueHMe necATH paboumx IOHEMW CO IOHS NPUHATUS 3asaBJIEHUS O
IIOOTBEPXIEHUM TOCYNAPCTBEHHOM perucTpalMM JIEKapCTBEHHOTO IpernapaTa
M IOKYMEHTOB, COIepXallMX pPe3yJIbTaThl MOHUTOPMHIAa BOOEeKTUBHOCTU U
0e30MacCHOCTHM JIEKAapPCTBEHHOT'O IpelapaTa, IPOBOAMMOIO IepXaTeJieM WIu
BJIameJiblleM PeIrUCTPalMOHHOTO YyIOCTOBEPEHMS JIEKapCTBEHHOT'O IIpelnapaTa
hysZiele] YIIOJTHOMOYEHHBIM VMU opuIMyue CKUM JINLIOM, YIIOJIHOMOUEHHEIM
bernmepasibHEM OpPIT'aH MCIIOJIHUTEJIbHOM BJIACTMU:

1) NpoBOIMUT TIPOBEPKY TIOJIHO THI CBeIeHul, conepXaumxcs B
IpenCTaBJIEHHEX 3asgBUTEJIEM IOKYMEHTax;

2) NOPpVHMMAaeT pelleHre O MNPOBEeNeHuM miay o0 OoTkKa3e B [NPOBEIESHUU
DKCIIEPTUBE OTHOIWEHMS OXMIAEeMOM I10JIb3BEl K BO3MOXHOMY PUCKY IIPUMEHEeHUS
JIeKapCTBEHHOT'O IpelapaTa Ha OCHOBaHUM pPesyJIbTaTOoB MOHUTOPUHTA
20bexTUBHOCTM U 0e30MNacCHOCTU JIEKAPCTBEHHOTO IpelnapaTa, IPOBOOMMOIO
mepxarejseM W BJlameJiblieM PETUCTPALMOHHOTO YIOCTOBEPEHUS



JIEKaPCTBEHHOT'O MNpenapaTa JubOO YINOJIHOMOUEHHBIM MMM DPUINUECKMUM JIMIIOM,
a Taxkxe (QelepalibHEIM OPI'aHOM MCIOJIHUMTEJIBHOM BJIACTM B COOTBETCTBUM C
TpeboBaHMAMM CTaTbU 64 HacrTosdmero delnepalyibHOT'O 3aKOHA;

3) yBezmowmJsgeT B BJIEKTPOHHOM dopmMe WK IMCBbMEHHOM bopwme
3a9BUTEJNS M BKCIEPTHOE YyUYpEeXIeHMEe O MNPUMHATOM peleHuy Jmubo B Clydae
NPMHATUA pelleHusa o0 oTkasze B [IPOBEINEeHMM DSKCIePTM3bl yKasbBaeT
IIPUMUYMHEL TaKOI'O OTKasza.

6. B ciyuae BHIABJIEHMS HEINOCTOBEPHOCTM M (MJIM) HeINOCTaTOUYHOCTU
nHbpopMaumM, coIepXxalelcsa B IIPeOCTaBJIEHHEIX 3asgBUTEJIeM IOKYyMeHTax,
YIIOJIHOMOUEHHE QenepaJibHbBY OPI'aH MCIIOJIHMTEJIBHOM BJIACTM HAalpaBJISeT
3a8aBUTENID 3anopoc 060 yTOUHEHUU YKasaHHOM nHQOPMAaLMM . 3anpoc
YIIOJIHOMOYEHHOI'O (pemepaljIbHOI'O OpraHa MCIOJIHUTEJBHOM BJIACTM MOXET
OBITE IIepelaH YIOJIHOMOYEHHOMY I[PeICTaBUTENI0 SBafaBUTEJIS JIMYUHO IO
pacnmcky, HalpaBjieH IO I[I0oYTe 3akas3HbEM [OMCbMOM MM IIepelaH B
BJIEKTPOHHOM QopMe IO TeJIeKOMMYHMKAlMOHHBIM KkaHajlaM CBA3M. B ciydae
HalpaBJIeHUA 3amnpoca YIIOJIHOMOYEHHOT'O benepasbHOTO opraHa
VICIIOJIHMTEJIbHOY  BJIaCTM I[IO IIOYTe 3akKasHbBIM [OMCBbMOM OH CUMTAaeTCH
IIOJIyYEHHBEIM I10 MCTEUYEHMM WeCTM OHEeM C »aThl HalpaBlleHMd 3akKasz3HoT'o
nmuceMa .

7. BaaBuUTeNb o0b6a3aH npencTaBuUThb oTBET Ha 3aI1poc
YIIOJIHOMOYEHHOI'O (penmepaljlbHOI'O OpIraHa MCIOJIHMUTEJIBHOM BJIACTM B  CPOK,
He [pEeBBIIaKMY OeBAHOCTa paboumx IOHEM CO IOHA ero nojgydeHuda. Cpok,
YKasz3aHHB B YacTyM 5 HacCTodlleM CTaTbM, [IPMOCTAHABJAMBAETCS CO HOHS
HalpabJIeHMA 3afABUTEJIO 3alpoca YIHIOJIHOMOYEHHOIO (QenepaslbHOIO oOpraHa
VICIIOJIHUTEJIbHOY BJIACTM IO OHSA IIOJIyYeHMS MM COOTBETCTBYUEI'O OTBETa U
He YUMTEIBAETCH IIPM MCUMCIIEHMM CPpOKa I[ONTBEPXIEHMA TOCYyNapCTBEHHOM
perucTpauuMmM JIEKapCTBEHHOT'O Ipelapara.

8. OcHOBaHMEM IJjid OTkasza B I[IPOBEHOEeHUM OKCIEPTU3bl OTHOWEHUS
OXMIAaeMOM IIOJIb3Bl K BO3MOXHOMY PMCKY [IPMMEHEHUHd JIEKapCTBEHHOTO
npenapaTa fABJSETCH IIpencTaBlIeHME NOKYMEHTOB, COIepXallMX pe3yJibTaThl
MOHUTOPMHTA 30OeKTMBHOCTM M Oe30IaCHOCTM JIEKAPCTBEHHOTO IIpenapara,
n  (MaM) B OTHOUEHUMU OMOJIOTUUYECKIUX JIeKapPCTBEHHBIX penapaTos
pPe3yJIbTAaTOB OCYUWECTBJIEHUSA MEPOIPUATUM B COOTBETCTBMM C I[1JIAHOM
yIOpaBJIeHMS PMCKaMM, YTBEPXIEHHBM YIIOJHOMOUEHHHM (elepaJlibHbBM OPITaHOM
MICIIOJIHUTEJIbHOM BJIACTM NIPM OCYIECTBJIEHMM I'OCYHAapPCTBEHHOM peIrMcTpaluM
JIEKapCTBEHHOT'O IpelapaTa, B HEIOJHOM oOBeMe, OTCYTCTBME MHOOpMalLuUM,
nonTeepXImanmer QakT ynjaTh I'OCYHAapCTBEHHOM IIOMJIMHBEL 33 [NOATBEPXIEHUE
TOCyIapCTBEHHOM perucTpaumun JIEKAPCTBEHHOTO npenapara, 6o
HelpencTaBJIeHME 3afgBUTEJIEM B YCTaHOBJIEHHBEI CPOK OTBETa Ha yKaszaHHBIM
B YWacCTM 6 HaCTosAmeM CcTaTbM 3Balpoc YIOJHOMOUYEHHOTO (emepajlbHOTO
opraHa MCIOJIHUMTEJIBHOM BJIACTM, a TaKXe OTCYyTCTBME B YyKa3aHHBHX
IOokyMeHTax MHQopMalMy, KOTOopas HOOJDKHA OBITh B HMX OTpaxXeHa.

9. DOkcHepTM3a OTHOULEHMSA OXMIOAEeMOM IOJb3El K BO3MOXHOMY PUCKY
IPVIMEHEHUS JIEKaPCTBEHHOTO npenapara B Heaax IOOTBEPXIOEHUS
TOCYIapCTBEHHOM perMcTpaluuy JIEKapCTBEHHOTO IIpenapaTta [IPpOBOOUTCS
KOMMUCCHEN DBKCIEPTOB DB3KCIEPTHOI'O YUYPEeXIEeHMA B CPOK, He I[IpeBhlanlmi
copoka paboumx IHEeN.

10. B ciydae HeIOCTaTO4YHOCTHU IpencTaBJIEHHBIX BKCIEPTY
MaTepMraJsioB IJIA OadM 3aKJIOUeHMs 3KCIepT ofpallaeTCsa K PYKOBOIOUTEI
BKCIEPTHOTO YYPEeXIEeHMS O MNPeNoCTaBJIEHMM €My HeOOXOOMMBIX MaTepMralioB.
PyKOBOIMTEJIE SKCIEPTHOT'O yUYpexIeHMsa ofpalaeTcss C COOTBETCTBYUUM
3aIpoCOM B YIOJIHOMOYEHHEM GemepalibHBIM OpIraH MCIOJHUTEJIBHOM BJIACTH,
BBIDABUIMIM 3alaHMe Ha [IPpOBEeIeHME BKCIEPTU3bEl OTHOWEHUS OXUIaeMoM



IIOJIBE3BI K BO3MOXHOMY PUCKY IIPMMEHEHWMA JIEKAPCTBEHHOTI'O InperiapaTra Ha

OCHOBAHUMU IOOKYMEHTa, comepxamero Pe3yJbTaTh MOHMTOPMHTA
sdbexTMBHOCTM M Oe30MNaCHOCTHM JIEKAPCTBEHHOTO Ipenaparta. B TedeHue
narty paboumx IOHEM CO HOHSA IIOCTYILJIEHUSA 3amnpoca PYKOBOIOMTEJIA

SOKCIIEPTHOI'O YUpEeXIeHMA yKaBaHHHﬂ @enepaanmﬁ opI'aH VCIIOJIHUTEJILHOM
BJIACTM HallpaBJIAET 3a4dBUTEJIO 3arnpoc @) npencTraBJIEHUN HeO0OXOOMMEBIX

MaTeprasios, KOTOPEI MOXET OHITb repenaH YIIOJITHOMOUYEHHOMY
IpenNCTaBUTEJI0 3agBUTE IS JIMUHO II0X pPaclIMCKy, HalpaBJleH I[I0 IIoYTe
3aKa3HBEM IMCBHMOM ZN)IZS rnepenaH B BJIEKTPOHHOM bopme 1o

TEJIEKOMMYHMKAIIMOHHEIM KaHaJlaM CBSA3M. B cilydyae HalpaBJieHMS 3amnpoca
YIIOJIHOMOUEHHOTO GenepalsIbHOT'O OpIl'aHa MCIIOJIHMTEJIbBHOM BJIACTM IO I[IoUTe
3aKasHEIM [OMCBMOM OH CUMTAETCS I[IOJIyUEeHHBIM [0 MCTEUEeHMM WeCTM IHEN C
OaTe HalpaBJIEHMS 3akKa3HOI'O NMCbMa.

11. 3agBureib obsasaH IpeICcTaBUTh oTBET Ha 3amnpoc
YIIOJIHOMOUEHHOTO denmepalsIbHOT'O OopT'aHa MCIIOJIHUTEJIbLHOM BJIACTM B  CPOK,
He [pPEeBBAKIMNM NeCTUOECATM paboumMx IOHEM CO OHSA [OJIydeHMS yKa3aHHOTO
3anpoca. YIOJHOMOUEHHEN (GenepalibHEM OpTraH MCIOJHUTEJIbLHOM BJIACTH,
BBIDABWIMM 3alaHKe Ha I[IPpOBeIeHMe BKCIEePTU3bEl OTHOUWEHUS OXUIaeMoM
IIOJIB3El K BO3MOXHOMY PUCKY I[IPMMEHEHMS JIeKapCTBEHHOT'O IIpelapaTa Ha
OCHOBaHUU IOOKYyMEHTa, comepxalero pPe3yJbTaTH MOHMTOPMHTIA
50PeKTMBHOCTM M Oe30INaCHOCTM JIEKAPCTBEHHOI'O IIpelapaTa, B TeUeHUue
naTy paboumx OHEeM CO IOHS I[IOCTYIUJIEHMS OT 3asgBUTesId OTBeTa Ha 3alpoc
YIIOJIHOMOYEHHOT'O benmepasbHOTO opraHa VCIIOJIHUTEJIb HOM BJIACTHU
HanpasJjgeT DBTOT OTBET B BKCIIEPTHOE YUpPEXIOeHNE . B crlydae
HEeNpenCTaBJIeHMS [0 MCTEUYEHMM WeCTuIecdaTr paboumx OHEM 3BasgBUTEJIEM
OTBeTa Ha YKa3aHHBM 3alpocC YIOJIHOMOUYEHHEMN benmepanbHBEM opraH
VICIIOJIHUTEJIbHOY BJIACTM, BBIOABUMNM BalaHMe Ha I[POBeIeHMe BKCIepPTU3E
OTHOIIEHMSA OXMIOaeMOoMU I10JIb 3 K BO3MOXHOMY PUCKY IPVMEHEHUS
JIEKapCTBEHHOT'O IpellapaTa Ha OCHOBaHUMU IOOKYyMEHTa, comepXauero
pPe3yJbTaT MOHUTOPMHIA 30dexkTMBHOCTM M Oe30NacCHOCTM JIEKAPCTBEHHOTO
npernapara, B TeueHMe NATKM paboumx I»HEeM HalpaBJIgeT B BKCIEpPTHOe
yUupexneHre yBeIOMJIEHME O HeNpeICcTaBJIEHMM 3agBUTEJIEM OTBeTa Ha
3an0poc yKasaHHOTO oOpraHa. BpemMa co »OHSA HalpaBJIeHUA 3amnpoca
BKCIIEPTHOTO YyUpeXneHUs B YTIOJIHOMOUYE HHEIM benepalib HEM opraH
VICIIOJIHUTEJIbHOY  BJIACTM OO IOHS IIOJIyUdeHUS BKCIEPTHBEIM YyUpexXIeHUeM
OTBETAa Ha 3alpoC MM yBEIOMJIEHMS O HENPEACTaBJIEHMM OTBeTa Ha 3alpoc
He YyYUTHIBAETCSH [IPU MCUMCIIEHMM CPpOKa IIPOBEIEHMS SKCIEPTU3bl OTHOUEHUS
OXMIaeMOM IIOJIb3E K BO3MOXHOMY PUCKY I[PUMEHEeHUS JIeKapCTBEHHOTO
npenapara Ha OCHOBaHUU IOOKYMEHTa, comepxalero pPes3yJibTaTH
MOHUTOPMHI'a 30OeKTUBHOCTM U Oe30IaCHOCTU JIEKAPCTBEHHOI'O IIperaparTa.

12. B cpok, He TIIpeBHUAIMM JecaTu paboumx OHEW CO oHS
IIOJIyUYEeHMS 3aKJINUeHMS KOMUCCUM DBKCIIEPTOB IO pesyJibTaTaM 3SKCIEPTU3H
OTHOIEHMS OXMIOaeMou I10JIb 3E K BO3MOXHOMY PUCKY IPVMEHEHUS
JIEKapCTBEHHOTO npenapara, COOTBETCTBYLWUN YTIOJIHOMOUYE HHEIM
benepanbHBEM OpPT'aH MCIOJIHMTEJIBHOM BJIACTU:

1) ocymecTBJISeT OLEHKY B3TOT'0 3aKJIOUeHMsS IJiS OlpenelJieHus eTo
COOTBETCTBMSA 3aIaHMIO Ha MNPOBeIeHMEe yKa3aHHOM DKCIIePTU3H;

2) npuHMMaeT pelueHe o) IOOTBEPXIEHUN TOCYyLapCTBEHHOM
permcTpauMm JIEKAPCTBEHHOT'O IIpenapaTa MM o0 OoTkKase B I[IOOTBEPXICHUM
TOCYIapCTBEHHOM perucTpaluy JIeKapCTBEHHOT'O IpernaparTa;

3) BHOCUT OPM NPUHATUM PeleHMS O MNOATBEPXIEHUM I'OCYyIapCTBEHHOM
permcrTpauMm JIEKAPCTBEHHOT'O IIpenapaTta CBeIeHMd B TI'OCyIapCTBEHHBIM
peecTp JIEKAPCTBEHHEIX CpPenCTB U BBIIAET 3a9BUTEIIO0 feccpouHoe



PeruCTPaLMOHHOE YyIOCTOBEPEHMe JIeKAPCTBEHHOT'O IIpelaparTa.

13. OcHOoBaHMEM mOJig OTkasza B NOATBEPXIEHMM TI'OCyOapCTBEHHOM
perucTpaumumn JIEKaPCTBEHHOTO npenapara ABJISIETCH peleHre
COOTBETCTBYWMETO YIOJIHOMOUEHHOT'O (GellepalibHOT'O OpIl'aHa MCIIOJIHUTEJILHOM
BJIACTM O TOM, UYTO PMUCK I[IPMUMHEHUS BpeIa 3IOOPOBbI0 UeJjioBekKa WM
XMBOTHOT'O BCJIeACTBME IIpMeMa JeKapCTBEHHOT'O I[penapaTa [IpPeBHIaeT
50beKTMBHOCTE €TI0 NPUMEHEHU.

14. B nepuon IPOBEEHUSA IPOoLEeNyPEL IIONTBEPXIEHM
TOCYyIapCTBEHHOM pPerucTpaluuMr JIEKapCTBEHHOI'O IIpelapaTa ero ofpalleHue
B Poccuiickon dermepalumuy He IIPUOCTAHABJIMBAETCH.

15. JonyckaeTcs obpaleHmne JleKapCTBEHHBIX npernapaTos ons
MeIVUVHCKOTO IPMMEeHEeHMs IO MCTeUeHMs CpoKa IT'OIOHOCTM, [IPOMU3BEIEHHEX
B TeueHMEe CTa BOCBMUIECHATM KaJIEeHOAPHBIX HOHEeM I[I0CJle HaThl [IPUHSTUS
YIIOJIHOMOUYEHHEIM (QemepasibHbIM OPT'aHOM MCIIOJHUTEJIbHOM BJIACTM PelleHMsS O
IIONTBEPXIEHUM TOCYINapCTBEHHOM permucTpaluu, B COOTBETCTBUM c
nHbopMalLMel, comepxXallecsa B IOKYMEeHTax PpPeIUCTPalMOHHOTO IOoChbe Ha
JIEKAPCTBEHHBY IIpenapaT IO HAaTH IPUHATKS TAaKOT'O pPeleHMs.

(Crarpa 29 B pen. OdenepalibHOT'O 3akKoHa OT 22 mekabps 2014 r. N
429-03 - CobpaHmMe BakKoHOImaTenbCcTBa Poccumickou denmepaumu, 2014, N
52, cT. 7540)

Crarbs 30. BHeceHMe M3MEeHEHMM B INOKYMEHTH, COIepXallMecs B
PETUCTPALMOHHOM OOCBHE Ha BapeIruCTPUPOBAHHLBIM
JIeKapPCTBEHHB MNpPernapaT oJisg MeOULMHCKOTO
IPYIMEHEHU S

1. B uensax BHECEHMS M3MEeHEeHM) B IOKYMEHTH, CcoIepxXaummuecs B
PETUCTPALMOHHOM IOChbe Ha 3apPeTlMCTPUPOBAHHEM JIEKAPCTBEHHHM IIpenaparT
s MEeOULIMHCKOT'O IpMMEeHEeHU, oepxaTeib NS BJIaneJiel
PEeTMCTPALMOHHOTO YIOOCTOBEPEHNS JIEKAPCTBEHHOT'O npenapara NI
YIIOJIHOMOUYEHHOE UM IPYyToe pMAIMYEeCKOe JIMIO (majiee B HACTOAWEY CTaTbe
- 3asBUTEJIb) [pPelCcTaBJIgeT B YIOJHOMOYEHHEM OelepalibHEM opraH
MCIIOJIHUTEJIBHOM BJIACTM 3afdBJIeHMEe O BHECEeHMM TakMxX M3MeHeHUM I10
dbopwme, YCTaHOBJIEHHOM YIIOJIHOMOYEHHEIM benmepanbHEM opTraHoM
VCIIOJIHUTEJILHOM  BJIACTM, ¥ IPUIIOKEHHEE K HEeMy M3MEHEeHMS B yKasaHHHE
OOKYMEHTH, a TakXe IOOKYMEeHTHl, [IOATBepxXIalllye HeOOXOOMMOCTL BHECEeHUS
TaKUX WM3MeHeHUuM. I[lpu HeODXOIMMOCTM BHECEHUS U3MEHEHUM B IOKYMEHTE
PEeTUCTPAaLMOHHOTO mocee Ha 3apPeTrUCTPUPOBAHHBIL JIeKapCTBEHHEM
npenapar, TpedbyouMxX NIPOBENEeHMS DKCIEePTU3H KadeCTBa JIEKAPCTBEHHBIX
CpPelCTB U (MJM) DKCIEPTU3E OTHOWEHUS OXUIAEMOM IIOJIb3E K  BO3MOXHOMY

PUCKY IPUMEHEHU JIEKaPCTBEHHOTO npenapara IoJIg  MEeIOUIMHCKOTIO
[IPVIMEHEHMs, 3asBUTEJIb IOIOJIHMUTEJIbHO [PEeINCTAaBJISeT B  YIIOJIHOMOUYEHHEI
benepanbHbM opTraH VICIIOJIHUTEJILHOM BJIACTU KOMMIO JIMLEeH3UM Ha
IIPOM3BONCTEBO JIEKAPCTBEHHEIX CPEICTB W KOIIMIO 3aKJIOUEHNU o

COOTBETCTBUM [NPOUIBOIOUTENISA JIEKAPCTBEHHEIX CPENCTE TPpeOOBaHUAM IIPaBUII
HanJjexamey [IPOM3BONCTBEHHOM IIPaKTUKM, BHIIAHHEIE YIIOJIHOMOUYEHHEM
benepanbHEM OpT'aHOM VICIIOJIHUTEJILHOM BJIACTH, B Ciydae, eCuu
IIPOM3BONCTEBO JIEKAPCTBEHHOI'O IIpellapaTa OCyleCcTBJigeTca B Poccuiickoin
denepauuu, 60  KONMI BHIOAHHOM  YIOJHOMOUWEHHHM OPITaHOM CTPAaHH
IPOMBBOIOUTEJNIS JIMLEH3MUM Ha [IPOM3BOICTBO JIEKAPCTBEHHOT'O Ipernapara  u
€e MepeBOI Ha PYCCKUM S3HK, SaBEpPEeHHHE B YCTAHOBJIEHHOM MNOpSOKe, U
KOIIMIO 3aKJIOUEeHUS O COOTBETCTBMU I[IPOMBBOLOUTEJIS JIEKAPCTBEHHHBIX CPEeNCTB
TpeDOBaAHUAM MPaBUJI HaIJlexallel [NPOM3BOINCTBEHHOM INPaKTUKM, BBIAHHOTIO



YIIOJIHOMOYEHHEM (QenepalibHbIM OPI'aHOM MCIIOJIHMTEJIBHOM BJIACTM, B Clydae,
ecnu IIPOMU3BONCTBO JIeKaPCTBEHHOT'O IIpellapaTa OCylleCcTBJseTCcs 3a
npenenamu Poccurickoy Odemepaumm. [prMHATHME pPElIEHUSA o) BHECEHUU
MBMEeHeHuM wmiaM o0 OTKase B MX BHECEHUM OCYHUEeCTBJIAETCS B Cjiydae
HeOOXOOVMMOCTM IIPOBENEHMS SKCIEPTMS3H KadeCTBa JIEKAPCTBEHHBIX CPEICTB
M (MIM) SKCHEePTM3bl OTHOUEHMS OXMIAeMOM I[OJIb3H K BO3MOXHOMY PUCKY
IIPMMEHEHMA JIEKaPCTBEHHOTO IIpenapaTa Ojid MeOMUMHCKOI'O I[IPMMEeHeHMsS B
CpPOK, He IpeBhamMy OeBAHOCTa paboumx OHEM, a B OCTAJIbHBEIX CJydasax
B CPOK, He IpeBHUIAWMI TpuAuaTy padoumMx »OHEM CO HOHS [IPUHSTUS
YIIOJIHOMOUYEeHHEIM (QemepasibHEIM OPT'aHOM MCIIOJIHUTEJIbHOM BJIACTM 3asBJIEHUS
O BHECEHMM TaKMuxX Uu3MeHeHUlM (B pexn. JdemepallbHOT'O 3akoHa OT 22
nexabpsa 2014 1. N 429-03 - CobBpaHre 3akKOHOIATEJLCTBAa POCCUICKOM
demepaumnu, 2014, N 52, cr. 7540).

2. JOKcIepTusa JIeKapCTBEHHHX CPeICTB B JacTu 3KCIEPTU3H
KadyecTBa JIEKapCTBEHHOTO CpencTea M (MaM) SKCIEePTM3bl OTHOUEHMS
OXMIaeMOM IIOJIb3Bl K BO3MOXHOMY PMCKY [IPMMEHEHUHI JIEKapCTBEHHOTO
npenapaTta IOJjg MeIMUMHCKOTO IPMMEHEHMS NPOBOOMTCH B CJlydae BHECEHUHA
M3MEeHEeHM) B HOOKYMEHTH, CcoOepxaupecs B pPeIMCTPAaLMOHHOM HOCbe Ha
3aPETUCTPUPOBAHHEM JIEKaPCTBEHHEM NpenapaT, B OTHOUEHUM:

1) cBemeHMM, YyKaBaHHHX B MHCTPYKLUMM 10 MEeIMLUMHCKOMY IIPUMEHEHMIO
JIEKapCTBEHHOT'O IIpenapara:

a) JeKapCTBEeHHAasd bopma c yKasaHMeM HaVMEHOBAaHUN u
KOJIMUYECTBEHHOI'O COCTaka IOEMCTBYHUMX BEULIECTB M KadeCTBEHHOI'O COCTaka
BCIIOMOT'@TEJIbHEIX BeUEeCTB (IpM HeOOXOIMMOCTM KOJIMUECTBEHHOI'O COCTaBa
BCIIOMOT'@TEeJILHEIX BEUIECTB) ;

©) bapmMaxkommMHaMMKA u bapMaKOKMHE TMKA (3a MCKJIIUeHMEM
bapMaKOKMHE TUKHU TOMeONaTUYeCKUX JIeKapCTBEHHEIX IpenapaTos n
PACTUTEJIbHEX JIeKaPCTBEHHEIX [IPEeNnapaToB) ;

B) IOKa3aHWusa IJisd [IPUMEHEHUS;

I') NPOTMBONOKAa3aHUSA IJIs NPUMEHEHUS;

I) MEpPB NPEeNOCTOPOXHOCTM IPpM NPMMEHEeHWM;

e) ykaszaHue BO3MOXHOCTU " ocoBeHHOCTEN IIPUMEHEHU A
JIEKaPCTBEHHOT'O MpenapaTa OJg MeIMUIMHCKOI'O [IPUMEHeHUsd OepeMeHHEMU
XeHIMHAaMM, JKeHIMHaMM B [epuol TI'PyIHOTO BCKapMIMBAaHMUA, IOETbMU,
B3POCJIEIMM, MMEKUMMM XPOHMUECKMe 3abojieBaHus;

X) PexyM OO3MPOBAHMS, CIIOCOOH BBeIeHMS U I[IPUMEeHeHUs, [IpUu
HeoOXOOMMOCTU BpeMs npreMa JIEKAaPCTBEHHOTO npenapara,
IPOIOJIXMTEJIBHOCTL JIeUeHMs, B TOM UMCJe Yy IOeTell 0o u rocJye

OOHOTO TOIa;

3) BOBMOXHBIE [TODOOUHBIE HOEMCTBUSA U HexXeJlaTeJIbHEle peakuuy [OIpu
IPpUMEHEHUN JIeKapPCTBEHHOTO IpenaparTa;

¥) CHUMIITOMBEL II€PEeNO3UPOBKM, MEPH I[I0 OKa3aHUI TTOMOIIM npu
Iepeno3MpPOBKeE;

K) B3aMMOIEMCTBMUE C IPYyIMMM JIEKAaPCTBEHHEIMM IIpernapaTtaMu M (Mm)
IUIEBEIMM IPONOYyKTaMM;

JI) QOPMEI BEHIIyCKa JIEKAPCTBEHHOT'O IIpenapara;

M) YyKazaHue (npu HeoBXOoIOMMOCTI) ocobeHHOCTEN IeMCTBUA
JIEKAPCTBEHHOTO IIpelapaTa NpKY IepBOM IIpUEeMe UM IPpUu eT'0 OTMeHe;

H) CBeIeHMS O BO3BMOXHOM BIIMAHUM JIEKAPCTBEHHOTO IpenapaTa IJjd
MENULMHCKOT'O IPMMEeHEHMS Ha CIHOCOOHOCTb YHNPAaBJATbH TPaHCIOPTHBMM
cpencTBaMM, MeXaHM3MaMM;

0) CPOK T'OOHOCTHU u yKazaHue Ha 3anpeT IpUMeHEeHUS
JIEKAPCTBEHHOTO IIpelapaTa 10 MCTeUYeHUM CPpoKa I'OOHOCTMU;



1) YCJIOBUS XPaHEeHUS;

P) YCJOBMSA OTIYCKa;

2) cocrTama JIEKaPCTBEHHOTO npenapara IoJIs MEeOUILIMHCKOTO
IpUMEeHEHU ;

3) mBMeHeHMS MecCcTa NPOMBBOICTBA JIEKAPCTBEHHOTO IIpenapaTa mnojis
MENULIMHCKOTO IPMMEeHEHUS;

4) m3MeHeHMd IloKaszaTeJlell KaueCTBa JIEKAPCTBEHHOTO IpelnapaTa IJig

MEOUUMHCKOTO I[IPUMEHEHUS U (vmm) METONOB KOHTPOJISA KauecTBa
JIEKAPCTBEHHOTO MIpelnapaTa Ijis MeIMIMHCKOTO NPMMEHEHUS;

5) wm3MeHeHMs CpOKa TOOHOCTM JIEKAPCTBEHHOTO npenapara s
MEeOUUMHCKOTO IPUMMEHEHUS ;

6) cBemeHUr O HeOOXOIMMOCTM BHECEHUS VIHEBIX V3MEeHEeHUN B
MHCTPYKLMIO IO MEIMLMHCKOMY IPMMEHEHMI JIEKapCTBEHHOTO IIpenapara, a
TakXe B MHBIE IOKYMEHTH, CcoIepxXaummMecs B pPeIMCTPALMOHHOM IOCbe Ha
3apPEeTrMCTPMPOBAHHLI JIeKAPCTBEHHEM Ipenapar. I[lpy 53ToOM pemeHue o
IPOBENEHUNM DSKCIEPTU3H KaudyecTBa JIEKAPCTBEHHHIX CPEINCTB U (mrm)

SKCIEPTURE OTHOMEHMS OXMIAEMOM IIOJIbE3El K BO3MOXHOMY PUCKY IIPUMEHEHUS
JIeKapCTBEHHOT'O IpenapaTa OJjsg MeOMUMHCKOT'O IIPMMEHEHMS INPUMHMMaeTCs B
COOTBETCTBUM C YTBEPXIEHHOM YIIOJIHOMOUEHHEM OGelepalibHEIM OpT'aHOM
VCIIOJIHUTEJILHOY  BJIACTU KJlaccubmkaumem VIBMEHEHUM, BHOCMMEBIX B
IOOKYMEHTH, comepxammecs B PETUCTPALMOHHOM oocee Ha
3aperUCTPUPOBAHHE JIEKAPCTBEHHEM Npenapar.

(JacTp 2 B pen. OdemepalIbHOT'O 3akoHa oOT 22 mekabps 2014 1. N
429-d3 - CobpaHuMe BakoOHOIaTesibCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540)

3. C BasBJyleHMEM O BHECEHMUM M3MEeHEHMM B INOKYMEHTHI, CcolepXallrecs
B PETUCTPALMOHHOM oocobe Ha 3BaperuMCTPUMPOBAHHHEIM JIeKaPCTBEHHEBI
npenapaTr IOJjs MeIMLMHCKOTO MNPMMEeHEeHMS, Hapany c OOKYMEHTaMH,
YKa3aHHEMM B YaCTM 1 HACTOSAMENM CTAaTbM, 3asgBUTEJIbL NPelCTaBJIsgAeT KOIUU
IOOKYMEHTOBR, IOOTBEepXIamlyx YIJIATy IT'OCYOapCTBEHHOM TTOUIJTMHEL 3a
BHeCeHMe B IOKYMEHTH, coIepXxaulyecs B PeI'MCTPalMOHHOM JOCbe Ha
3apeTrnUCcTPUPOBAaHHBIM JIeKapCTBEHHBIM npemnapar ons MEIULMHCKOTO
IPYIMEHEHUS, VIBMEHEHUM, Tpebynmmx IpOBENEHUSA BKCIIEPTUSBH
JIeKapCTBEHHBIX CPEINCTB B YAaCTM DBKCIEPTMSHE KauecTBa JIEKAPCTBEHHOTO
cpencTea ” (MIM) SKCIOEPTU3E OTHOWEHMS OXMIOAEMOM IIOJIb3Bl K BO3MOXHOMY
PUCKY IPUMEeHEHMSI JIEKapCTBEHHOTO npenapara s MEeIMULMHCKOTO
IPVMEHEHUS, TOCYHOAapCTBEHHOM TIIOUJIMHEL 3a BHECEeHMe B JOKYMEHTH,
comepxaummecs B PeTrMCTPalMOHHOM oocobe Ha 3apernuCcTPUPOBaHHLINM
JIeKapCTBEHHBM MpernapaT Ijid MeOULMHCKOIT'O INPMMEeHeHMS, WU3MeHeHUM, He
TpebynmMx IPOBEeIeHUs BSBKCIEPTU3E JIEKAPCTBEHHOTO CpPenCcTBa, hpiZiele)
BIpPaBe NPEeICTaBMTL IO COOCTBEHHOM MHUIIMATUBE yKa3aHHHE ITOKYMEHTH. B
crydyae  UuUx HenpencTaBJIEHUS YIIOJTHOMOYE HHEIM benepalib HEM opraH
VICIIOJIHUTEJIbLHOY  BJIACTM IpOoBepdeT QaKT ynjaThl I'OCYHAaPCTBEHHEIX IIOMJIMH
3asaBUTEIJIEM IOCPEeNCTBOM VICIIOJIb 30BAHM I vHbOPMaLMM o6 yrjaTe
TOCYyIapCTBEHHBIX TIOUJIMH , comepxalencs B T'ocynapCTBEHHOM
MHOOPMALIMOHHOY CUCTEME O I'OCYHNAPCTBEHHHIX M MYyHMUIMIIAJIBLHBIX IJlaTexax,
Ha OCHOBAHUMU IpencTaBJIeHHBIX 3agBUTEJIEM KON IOOKYMEHTOBRB,
NOOTBEPXIOANIIMX YIJIaTy TOCYODAPCTBEHHOM MNOWJIMHEL (B pexn. demepalibHOTO
3aKoHa OT 22 pmekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJILCTBA
Poccurickom Qenmepaumm, 2014, N 52, cr. 7540).

4. B TeueHMe HmecATH paboumx IOHEW CO OHS INOCTYIJIEHMS YKasaHHOTO
B uYacTM 1 HaACTOAWEMV CTaTbM BaSBJIEHUS U HeOOXOOMMEIX IOOKYMEHTOB
YIIOJIHOMOUEHHHM GenepalsibHBIM OpraH MCIOJIHUTEJIbHOM BJIACTHU:



1) npoBOIUT IPOBEPKY IIOJIHO TEL M ILOOCTOBEPHOCTM CBENEHU,
coIepXalMxCs B MNPEeICTaBJIEHHEIX 3asgBUTEJIEM MaTepualax;

2) npuHUMaeT peumeHne O TIpPOBEeIeHUM YKa3aHHEIX B YacTU 2
HacTodAllell CTaTbM COOTBETCTBYUMX DKCIEPTU3 JIEKAPCTBEHHOI'O CpPencTBa
i o6 oTkaze B UMX [IPOBEeIeHUN;

3) yBenomyigeT B BJIEKTPOHHOM MM [IMCBMEHHOM bopMe 3agaBUTENIS O
IPUHSATOM PEelleHMM WM B CJiydyae T[OPMHATUS pemeHusa o6 oTkase B
IIPOBENEeHMM COOTBETCTBYOUEN DSKCIEePTM3El C yKaszaHMeM IPUMUMH TakKoI'o
oTkasa (B pen. demepalibHOTO 3akKoHa OT 22 zmekabps 2014 r. N 429-93 -
CobpaHMre 3BakoHOIaTesibCTBa Poccumckom denmepaumm, 2014, N 52, cT.
7540) .

4-1. B ciiyuae BHIABJIEHUMS HEOOCTOBEPHOCTM CBEINEeHMM, COHNepXallMxCs
B IIPelCTaBJIEHHBEIX 3asgBUTEJIEM MaTepualax, YIOJHOMOUYEHHH GenepaJsibHbli

opraH VICIIOJIHUTEJILHOM BJIACTHU HamnpaBJjigeT 3asaBUTEJNIO 3amnpoc o6
YTOUHEHMM YKas3aHHBIX CBemeHMM. JaHHBI 3andpoc MoxeT OBTb [epelaH
YIIOJIHOMOUEHHOMY IpencTaBUTEJIo 3aaBUTENIS JIMYHO TIOH pPaclIucky,

HallpaBJIeH II0 IIOUTe 3akKas3HBIM I[IMCbMOM MJIM I[IepeldaH B 2JIEKTPOHHOM dopMme
10 TEeJIEKOMMYHMKAalMOHHBEIM KaHajlaM CBA3M. B cilydae HalOpaBJIeHMS HOAaHHOTO
3anpoca MO MNOoYTe 3aKa3HEM MOIMCBMOM OH CUMTaeTCH IOJIyYEeHHBIM IO
MCTEeUeHUM WeCTM OHEeM C IaThl HalpaBJIeHMS 3aKasHOT'O nuchbMa (dacTb 4-1
BBenena denmepalsibHEIM 3akoHOM oT 25 Hogbps 2013 . N 317-93 -
CobpaHMe 3BakoHOIaTesibCcTBa Poccumckom denmepaumm, 2013, N 48, cT.
6165) .

4-2. BasgaBuUTeJIb oba3aH npencTaBmUThb oTBET Ha 3amnpoc
YIIOJIHOMOUYEHHOT'O (demepasibHOTO OpTraHa MCIOJHUTEJIBHOM BJIACTM B CPOK,
He IpeBHUIamMM OeBAHOCTa pabouMx »OHEeM CO HOHA I[IOJydYeHMS HOaHHOTO
3amnpoca. Cpoxk, YVKa3aHHBIM B yacTu 4 HacTodumen cTaTbeM,
IIPMOCTaHaBJIMBAETCH co OHS HalpaBJIeHUS 3asaBUTEII0 3amnpoca
YIIOJIHOMOUYEHHOT'O QemepalibHOI'O oOpl'aHa MCIOJIHMUTEJIBHOM BJIACTM OO OHS
IIOJIy4YEeHUS ¥M OTBeTa Ha MHaHHBM 3alpoc M He YUMTHBAaeTCAa [IpU
MCUMCJIEHMM CpOKa [PMHATHKS PelleHMsS O BHECEHMM M3MEeHEeHMM B HOOKYMEHTH,

comepxammecs B PEeTUCTPALMOHHOM mocobe Ha 3aperucTpUPOBaHHBI
JIEKAPCTBEHHBY [IpelnapaT ojsg MeOMLUMHCKOIO I[IpMMeHeHus (dacTb 4-2
BBeleHa denepaJtibHEIM 3akoHoM oT 25 Hosgbps 2013 . N 317-03 -
CobpaHre BakoHOIaTenbCcTBa Poccumickou demepaumm, 2013, N 48, cT.
6165) .

5. OcHoBaHMeM IJid OTKazsa B [IPOBEIEHUM YKABaHHEIX B UYacCTU 2
HacTosAmen CTaTbX DBKCIEPTM3 H[ABJISeTCsa IIpelCcTaBJIeHMe IOKYMEHTOB,
IIepEeUMCIJIeHHEIX B YacTax 1 M 3 HaACcTOosAWleM CTaTbM, B HEINOJIHOM oObeMe,
HenpeInCcTaBJIEHME 3asBUTEJIEM B YCTAHOBJIEHHHM CPOK OTBETAa Ha yKa3aHHBIM
B yacTu 4-1 HacToAumweM CTaTbM 3alpocC YIOJHOMOUEHHOTO OGelepalibHOTO
opraHa WMCIIOJIHUTEJIbHOM BJIACTM, a TaKXe OTCYTCTBME B IIPEeNCTaBJIEHHHX
OOKYMEeHTax OOCTATOUHHIX CBeIeHUN, IIOOTBEPXIA0MMX HeoOXOoOMMOCTb
BHECEHUS M3MEHEeHUM, WM OTCYTCTBMEe MHOOpMalMM, HOOTBEPXIAKIEN (QakT
yIJIaThl TOCYHOAPCTBEHHHIX IIONJIMH, YKAa3aHHHX B YACTM 3 HACTOSINENW CTATbU
(B pem. OdemepalIbHOT'O 3BakoHa oT 25 HoabOpsa 2013 r. N 317-03 -
CobpaHre BakoHOIaTenbCcTBa Poccumickou demepaumm, 2013, N 48, cT.
6165; denmepaslbHOTO 3akoHa OT 22 mexkadpsa 2014 r. N 429-03 - CobOpaHue
3akKoHOIaTesLbCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540).

6. YKazaHHBEE B YACTM 2 HACTOSAWEM CTaTbM BKCIEPTU3E IIPOBOOSATCH
B IOpAIKe, YCTAHOBJIEHHOM cCcTaTbel 23 HacTosmero denepalibHOTO 3akKoHA.

7. B Cpok, He NpeBbIIaAIMY OecaTu paboumx OHEeMW CO IOHS [IOJIyUYeHUS
3aKJIOUEHUN KOMUCCHUM BKCIEPTOB [0 PesyJibTaTaM yKaB3aHHBIX B UYacTu 2



HacTodamen cTaThbu SKCIIEPTU3, YIIOJIHOMOUEHHE OGelepallbHEl OpraH
VICIIOJIHUTEJIbHOY BJacTu (B pen. &dernepalibHOT'O B3aKoHa OT 22 nekxabps
2014 . N 429-93 - CobpaHMe BaKOHOIATeJIbCTBa Poccumickor demepauuu,
2014, N 52, cm. 7540):

1) npuHMMaeT pelleHye O BHECEHUM U3MeHEeHUN B IOOKYMEHTEH,
comepxammecs B PeTMCTPAaLMOHHOM mocbe Ha 3aperuMcTPUPOBAaHHBI
JIEKAPCTBEHHLEIM TIpernapaT IJjsg MeOUMLMHCKOTO MNPVMEeHeHMud, wWiu o6 oTkasze
BO BHECEHUM TaKMUX M3MEHEeHMNH;

2) BHOCMUT B T'OCYIapPCTBEHHHM peecTp JIeKapCTBEHHEIX CPeICTB Ha
OCHOBAHMUM PEHEeHUss O BHECEHUM M3MEHEHMUM B INOKYMEHTEH, COoIepXallMecCs B
PETUCTPALMOHHOM HOOCBbE Ha BapPeIMCTPUMPOBAHHEI JIEKAPCTBEHHBIM IIpernapar
IoJig MEeOMLUMHCKOI'O IPMMEeHeHMS, HeOoOXOOMMEe M3MeHeHMS M BO3BpallaeT UX
3aABUTEIO;

3) BHIOaeT BaSBUTEJIO HOBOE PerrMcTpaLUrMoHHOe YIOOCTOBEPEHM e
JIEKAPCTBEHHOTO MperapaTa B Cliydyae M3MEeHeHMS CBEeIOeHWM, COOepXallMxcs
B HeM (nyHKT 3 BBeneH demnepalibHEIM 3aKOHOM oOT 22 nekabps 2014 1©. N
429-93 - CobpaHue 3BakoHOIaTesibCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540).

8. OcHOBaHMEM mJiS OTKasa BO BHECEHUM VBMEeHEeHWVYV B OOKYMEeHTH,

comepxammecd B permMcrprpallMOHHOM prfele)-1S Ha BapeI‘MCTpMpOBaHHbHZ
J'[eKapCTBeHHbIﬁI InperaparT J14a MeIMIVMHCKOI'O IIprMMeHEeHUA, ABJIA€eTCHA
3aKJIKUYeHN e YIOJIHOMOYEHHOT'O @enepam;Horo OopTraHa VICTIOJIHUTEJIE HOM

BJIACTM O BO3MOXHOCTM CHMXEeHMS Oes30NacHOCTM, KauecTBa, 200eKTUMBHOCTHU
JIEKAPCTBEHHOTO CPEenCTBa B CJlydyae BHECEHUS TaKUX M3MEeHEHUM.

9. IlonyckaeTcs obpalleHMe JIEKAPCTBEHHBIX npernapaTosB nJsa
MENULIMHCKOT'O MNPMMEHEeHMS IO MCTedUeHMS CpoKa T'ONHOCTM, IIPOU3BEIEHHBIX
B TeueHMe CTa BOCBMMIECHATM IHEM I[I0CJIe HOAaTH NPUHATUS YIIOJIHOMOUYEHHEM

bemepasibHEIM OPT'AaHOM MCIOJIHUTEJIBHOM BJIACTM pPEUleHUus O BHECEeHUU
VBMEHEHUM B JOKYMEHTH, COIepXallMecs B PEeIrMCTPAalLMOHHOM IOChe, B
COOTBETCTBUN © nHbopMaumen, conepxauencs B IOKYyMEeHTax

PETMCTPALIMOHHOTO HOOChe Ha JIEKAPCTBEHHBM IpernapaT OO HOaTh NPUHSTHUS
TakKoTO pemeHus (B pen. demnepaljibHOTO 3akoHa oT 22 pmekabps 2014 r. N
429-93 - CobpaHuMe BakoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540).

Crares 31. BHeceHMe U3MEHEHUN B INOKYMEHTEH, COIepxalllecCs
B PETrMCTPalLMOHHOM IOCbLE Ha 3apelUCTPUPOBAaHHEBI
JIEKAPCTBEHHHM I[IpenapaT IJisS BEeTEPMHAPHOTO
IPYIMEeHEHY S

1. B uensax BHECEHMS WM3MEHEHMM B IOOKYMEHTH, CoIepXalyecs B
PEerMCTPAlLMOHHOM HOOChbe Ha 3aperMCTPMPOBAHHBI JIEKAPCTBEHHB Ipenapart
s BETEPMHAaPHOTO IpMMEHEeHU, oepxaTenb nnm BJIameJiell
PETUCTPaLMOHHOT'O YIOIOCTOBEPEHMS JIEKAPCTBEHHOTO npenapara ZRJIZS
YIIOJIHOMOYEHHOEe MM Opyroe KpMAMYecKOoe JIMLO (Hajlee B HACTOAlleM CTaTbe
- BasBUTEJIb) OpelcTaBJIgeT B YIOJHOMOUEHHHM denepaJibHbN opraH
MICIIOJIHMTEJNIbHOM BJIACTM 3afdBJIeHME O BHECEeHMM TakMX M3MEeHEeHMM II0
bopme, YCTaHOBJIEHHOM YTIOJIHOMOYE HHBIM benepanbHEM OpTraHoOM
VICIIOJIHUTEJIbHOY  BJIaCTM, U [PMIJIOXKEHHBIE K HEMYy M3MEHEHUSd B yKaszaHHEE
IOOKYMEHTH, a TakXe IOOKYMEeHTHl, IOATBepxXIaKlye HeOOXOOMMOCTb BHECEHUS
TaKUX M3MEHEeHUM. [IpMHATUE pEUleHUs O BHECEHUM TaKMX M3MEHEHUN MM 00
oTKase B MX BHECEHMM OCYUECTBJSeTCd B CpPOK, He IIpeBHLALINI
meBsgHOCTa paboumx IJOHEM CO IOHS NPUHATKSA YIOJIHOMOUYEHHBEIM (QelepaJibHBM



OPT'aHOM MCIIOJIHUTEJILHOM BJIACTU SBasBJIEHMS O BHECEHUM TaKuX M3MEeHEHUM
(B pen. OdenmepayibHOTO 3akoHa oT 13 wmiosig 2015 r. N 241-03 - CoOpaHue
3akoHoOmaTesibCcTBa Poccurckom denepaumm, 2015, N 29, cr. 4367).

2. B cyyyae BHeCeHUS M3MEHEeHUM B IOKYMEHTH, CcoOIepxXalmecs B
PETUCTPALIMOHHOM HOOCBE Ha 3aPerMCTPUMPOBAHHBEI JIEKAPCTBEHHHM OpernapaTtT
IO BETEePMHAPHOTO TI[PMMEHEeHMS, B OTHOIWEHVM CBEeIOeHWM, YKa3aHHBX B
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CTaTbU 17 Hactosamero demepalJibHOTO 3aKoOHa, WM3MEeHEeHusa U (1111)
IOOIOJIHEHM S MNPOM3BOACTBEHHOM IIJIONAIOKM JIEKAPCTBEHHOTO CpelncTBa, a
TaKxe B CJydyae M3MEeHeHMs IoKazaTeJlell KadecTBa JIeKapCTBEHHOT'O
npernapaTta IJid BEeTEPMHAPHOT'O MNPMMEeHeHMS U (MiIM) MeTOINOB KOHTPOJIA
KauecTBa JIEKAPCTBEHHOTO IIpenapaTa IJid BETEePUMHAPHOTO IIPUMEHEHUS
NPOBOOUTCS BKCIEPTM3a JIEKAPCTBEHHOTO CpPEencTBa IJiS BETEPUMHAPHOTO
IpuMeHeHusa. B cilyyae HeOOXONOMMOCTM BHECEHMS MHHX M3MEeHEHUM B
IOOKYMEHTEH, conepxammecs B PETUCTPALMOHHOM oocobe Ha
3apeTrnUCcTPUPOBAaHHBIM JIeKapCTBEHHBIM npemnapar ons BETEPUHAPHOTO
IPVYMEHEHNS, DKCIEPTU3a JIEKAPCTBEHHOTO CPEeNCTBa IJiS BETEPUHAPHOTO
IIPUMEHEHMS He INpoBOomuTCHa (B pen. denepalibHOT'O 3akoHa OT 22 okTa0ps
2014 . N 313-93 - CobpaHmMe BaKOHOIATeJNIbCTBa Poccumickor demepauuu,
2014, N 43, cr. 5797; denmepayibHOTO 3akKoHa OT 22 mekabps 2014 r. N
429-33 - CobpaHMe BakKoHOmaTenbCcTBa Poccuimickou denmepaumm, 2014, N
52, cT. 7540).

3. C BasBJyileHMEM O BHECEHMUM M3MEeHEHMM B INOKYMEHTHl, CcolepXallyecs
B PeETUCTPALMOHHOM nocee Ha BaperuCTPUPOBAHHEIM JIEKAPCTBEHHBI
npenapaTr IOJjs BEeTEePMHAPHOTO INPMMEeHEeHMS, Hapany C OOKYyMEeHTaMM,
YKa3aHHEMM B YaCTM 1 HaCTOAWEeM CTaTbM, I[IPelICcTaBJISlTCHS JOKYMEHTEH,
IOOTBEPXIAnMe yIaTy TOCYHOAapCTBEHHOM TIIOUJIMHEL 3a BHECEeHMEe B
IOOKYMEHTH, comepxaimmecs B PETUCTPALMOHHOM oochbe Ha
3apeTrnUCcTPUPOBAaHHBIM JIeKapCTBEHHBI npemnapar ons BETEPUHAPHOTO
IpUMEHEHNS, VI3BMEeHEeHUN, Tpebynlmx IpOBENEHUS DKCIIEPTUSBE
JIeKapCTBEHHOTO cpencrnaa OJIsT BETEPUHAPHOTO IpUMEeHEeHNS, VI
VBMEHEHUM, He Tpebynnux MIPOBEeIeHUI BKCIIEPTUBEL JIeKapCTBEHHOTO
cpemcTBa IOJisS BETEPUMHAPHOTO MPMMeHeHus (B pen. &®emepaljibHOT'O 3akKoHAa
or 22 okxTabps 2014 . N 313-03 - CobBpaHMe 3BaKOHOINATEJILCTBA
Poccurickom denmepaumm, 2014, N 43, cr. 5797).

4. B CPOK, He TIpeBHUallMM »OecAaTu paboumx OHeY CcO IOHSA
NOCTYIJIEHMS YKAB3aHHOTO B dYacTM 1 HaACTOSAWEN CTaTby 3BasgBJIEHUS U
He 0O X0 OMMBIX IOKYMEHTORB, YIIOJIHOMOUEHHBIM benmepanbHEM opraH
VICTIOJIHUTEJIbHOM BJIACTM :

1) npoBOIUT IPOBEPKY TIOJIHO TEI M IOOCTOBEPHOCTM CBEIESHUM,
comepXalMxCcs B NPelCTaBJIEHHBIX 3asgBUTEJIEM IOKYyMEeHTax;

2) IOpUHMMAaeT peleHre O MPOBEeIEeHUM BKCIEePTU3Ll JIEKaPCTBEHHOTO
cpencTBa IOJd BeTEPMHAPHOI'O IpMMeHeHMsS uiIm 00 oTkKase B ee
IPOBEIEHUN;

3) yBemomyigseT B NMCBMEHHOM GopMe 3agaBUTEJNIS O MNPUHSATOM pPelleHUN
WM B CJlydyae IPMHATUS peueHus o0 oTKaze B INPOBEIEeHUM BKCIEePTU3EH
JIEKapCTBEHHOT'O CPEACTBa OJiId BETEPMHAPHOTO IIPUMMEHEeHMs C YyKasaHUeM
NPVUMH TaKOTO OTKasz3a.

5. OcHoOBaHUEM oJjs oTkKasa B IpOBENEHUN BKCIIEPTUBE
JIeKapCTBEHHOTO cpeIncTBa mOJiS BEeTEePMHAPHOT'O I[IPUMEHEeHUS SBJISETCS
npelncTaBJjieHMe IOOKYMEHTOB, YKa3aHHEIX B uyYacTax 1 um 3 HacTodweM
cTaTbu, B HETOJIHOM obbeMe WM OTCYTCTBME B IIPENCTaBJIEHHBIX
OOKYMEHTax OOCTATOUHEIX CBeIeHU, IOOTBEPXIOANIMX HeoBXOoOVMOCTb



BHECEeHUS M3MEeHEeHUN.

6. OxcrnepTusBa JIEKAPCTBEHHOTO cpencTsa oJis BEeTEPMHAPHOTO
IPVMEHEeHMs B LeJidX BHECEeHUS M3MEHEHMM B IOKYMEHTH, CcoIepxXammuecs B
PETUCTPALMOHHOM IOChbe Ha 3apPeTlMCTPUPOBAHHEM JIEKAPCTBEHHHM IIpenapatT
s BETEPUHAPHOTO IpMMeHeHUd, OCyleCTBJIsIeTCs B ropsanke,
YCTaHOBJIEHHOM cTaTbeM 24 HacrTodmero demepalibHOT'O 3aKOHA.

6-1. B CpOK, He IMNpeBbIIAlUMM NATM padboumMx IHEM CO IHS I[NOJIyUeHUS
3aKJIOUEHUST KOMUCCHUM DKCIIEPTOB IO pe3yJibTaTaM yKa3aHHOM B 4YacTu 2

HacTodamen CTaTbM BKCIEPTU3H, YIOJHOMOYEHHEM {elepallbHEM OpITaH
VICIIOJIHUTEJILHOM BJIACTM :

1) npwHMMaeT peleHre O BHECEHUM W3MeHeHUN B IOOKYMEHTEHI,
comepxamyecs B pPerucTpaloOHHOM mocobe Ha 3apeTrUCTPUPOBAHHEI

JIeKapCTBEHHBIM MNpenapaT oJiS BETEPMHAPHOTO MNPMMEeHEeHUs, uiM o0 oTkKasze
BO BHECEHUM TaKuxX MUIMEeHEHUN;

2) BHOCHUT B TOCYIAapPCTBEHHHM pPeecTp JeKapCTBEHHHEIX CPEeICTB Ha
OCHOBAHMUU pPENIEHUS O BHECEHUUM MBMEHEeHUM B IOKYMEHTH, COIepXalmecs B
PETUCTPALIMOHHOM HOOCBE Ha 3aPeTrMCTPUMPOBAHHBI JIEKAPCTBEHHHM OpernapaTtT
IOJi BETEPUMHAPHOTO TIPMMEHEeHMS, HeOOXOIOMMBIE M3MEeHeHMS ¥ BO3BpallaeT
5TV IOKYMEHTH 3agBUTEJIO.

(HacTp 6-1 BBemeHa demepalibHBIM 3akKOHOM OT 22 okTsabpsa 2014 r. N
313-93 - CobpaHuMe BakoOHOIaTesibCTBa Poccurickom denmepaumm, 2014, N
43, cT. 5797)

7. OCHOBaHMEM IJIS OTKasa BO BHECEHMUM UBMEHEHUM B IOKYMEHTEH,

comepxammecd B permMcrpallMOHHOM prfele)-1S Ha BapePMCTpMpOBaHHMﬁ
HeKapCTBeHHHﬁ InperaparT panassi BETEPMHAPHOT'O IIprMMeHEeHUA, ABJIA€eTCHA
3aKJIKUYeHN e YIOJIHOMOYEHHOT'O @enepaanoro OopraHa VICTIOJIHUTEJIE HOM

BJIACTM O BO3MOXHOCTM CHMXEeHMS Oes30NnacHOCTM, KauecTBa, 200eKTUMBHOCTHU
JIEKAPCTBEHHOTO IIpelapaTa IJid BEeTepPMHAPHOTO IMPMMEHeHMs B CJydae
BHECEHUS M3MEHEeHUM B yKa3aHHBE NOKYMEHTH.

8. IomnyckaeTcs obpameHme JleKapCTBEHHBIX npernapaTosn oJIs
BETEPUHAPHOT'O IIPMMEHEHMS OO MCTEeUeHMs CpoKa I'OOHOCTM, I[IPOM3BEIEHHHX
B TeueHMe CTa BOCBMUIOECSTM IOHEMW [IOCJIE HOATH MNPUHATUS  YIIOJIHOMOUEHHBM
benepasibHEIM OPT'aHOM VCIIOJIHUTEJIbHOM BJIACTU pPeleHus O BHECEHUU
VMBMEHEHUM B HOOKYMEHTH, CcoIepxXalyrecs B pPeI'MCTPalMOHHOM IOChbe Ha
JIeKapCTBEHHBIM IpernapaT, B COOTBETCTBMM C MHQOpMAlLMEeM, CcoIepxalelcs
B IOKYMEHTAaxX PEerMCTPalMOHHOTO IOChbe Ha JIeKapCTBEHHEM OIpenapaT IOo
OaTel TIPUMHSATKS TakoTro pemeHusa (B pen. denepalibHOTO 3aKOHa OT 22
nexabps 2014 . N 429-03 - CobpaHMe B3aKOHOIATeJIbCTBa POCCUMCKOM
depmepaumn, 2014, N 52, cr. 7540).

Crarbs 32. OTMeHa T'OCYIapCTBEHHOM pPeIrucCTpaluu
JIEKAapPCTBEHHOTO IIpernapara

PemeHne o0 OTMEeHe TOCYHapCTBEHHOM perucTpaluM JIEKapCTBEHHOTO
npenapaTra M MCKIIOUYEHUM JIEKaPCTBEHHOTO IpernapaTa M3 I'OCYyIapCTBEHHOTO
peecTpa JIeKapCTBEHHEIX cpencTs IIPUHYIMaEe TCA YIIOJIHOMOUYEHHEM
benmepasbHEIM OPT'AaHOM MCIOJIHUTEJIBHOM BJIACTM B CJllydae:

1) npemcTaBJeHMsS COOTBETCTBYOUMM YIOJHOMOUEHHHEIM (enepaibHBM
OPT'aHOM MCIIOJIHMTEJIbHOM BJIACTM 3aKJIOUEeHMS O puCke uiaM 00 yIpose

3I0POBLIO, XNBHU yeJjioBeKa W XVBOTHOTO pu [IPYIMEeHEeHUN
JIEKAPCTBEHHOTO npemnapara, ITpe BB MK ero sbbexTMBHOCTBH, IO
pes3yibTarTaM OCyLECTBJIISEMOTO UM MOHUTOPMHTA 0e3011aCHOCTHU

JIEKAPCTBEHHOTI'O IIpeliapaTay



2) nonmauu oepxaTeyeM n BJIaleJiblleM PEerMCTPaLMOHHOTO
YOOCTOBEPEHMS JIEKaPCTBEHHOTO IpelnapaTta MM yYINOJHOMOUEHHHM MM IPYITUM
OPUINYECKMM JIMLIOM 3asaBJIeHMS 00 OTMeHe TOCYyIapCTBEHHOM perucTpalumn
JIEKAPCTBEHHOT'O Ipenapara (B pen. demepalibHOT'O 3akoHa OT 22 mekxabps
2014 . N 429-03 - CoOpaHHMe 3aKOHOIATeJIbCTBa PoccurickoM denepauuu,
2014, N 52, cr. 7540);

3) HeNnonTBEepPXIeHMS TOCYyIapCTBEHHOM perucTpaluM JIeKapCTBEHHOTO
npenapara 1o VCTedYeHUN cpoka nelicTeUsd PEerMCTPAaLMOHHOTO
YOOCTOBEPEHMS, BBIOAHHOT'O Ha [IATH JIeT;

4) HemnpenCTaBJIEHMS 3BasBUTeJIEM nubopMaL MM, KOoTOopasd MOXeT
IOBJIeUbL Ba CcoboM HeOoDXOOMMOCTL BHECEHUS M3MEeHEeHUMM B IJOKYMEHTEH,
comepxaummecs B PeTrUCTPaALMOHHOM mocobe Ha 3apeTrUCTPUPOBAHHEI
JIEeKAPCTBEHHBM I[pelapaT, B TedeHMe TpuALaTKM pabouMx OHEeM CO OHS
HaCTyYIJIEHUSA B3TUX M3MEHEHMUIN;

5) ocymecTBJIeHMA TOCYyIapCTBEHHOM peTrucTpaluuM JIeKapCTBEHHOTO
npenapaTa 10 TOPI'OBHIM HaMMEHOBaHMEM 3apelMCTPMPOBAHHOI'O paHee IIon
35TUM TOPI'OBBIM HaMMEHOBAHMEM JIEKAPCTBEHHOI'O IIpelapaTa, OTJIMYAalIeIoCs
Ka4eCTBEHHEIM COCTaBOM HIENMCTBYUMX BemecTs (B pen. demepalibHOTO
3akoHa oT 22 pmekxabpsa 2014 r. N 429-03 - CobpaHMe 3BaKOHONATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540);

6) OCylleCTBJIEHUS I'OCYHAapPCTBEHHOM pPerucTpaluyu 3asdBUTeJIEM OOHOI'O
n TOTO Xe JIeKapCTBEHHOTO IMpenapaTa [NOI pPa3JIMYHEIMM TOPIT'OBEIMU
HaMMEHOBaHUAMHU;

7) BEIHECEHMS CYIOM pPelleHMs O HapylleHUM NpaB OpaBoobjamaTeris
ODOBEKTOB MHTEJIJIEKTYAJIbHOM CODOCTBEHHOCTM IIPM OOpalleHUM JIeKapPCTBEHHBIX
CpencTB;

8) oTcyTcTBUS JIEKAPCTBEHHOTO npenaparTa B obpalle HUM B
PoccurickolM delepauum B TedeHMe Tpex U 0Oojiee JleT (IIYHKT 8 BBeleH
denmepallbHEIM 3akKOHOM OT 22 mekabpsa 2014 1». N 429-93 - CobpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540);

9) HEeBHIIOJIHEHMA IepxaTejyieM MIM BJaAesibleM pPeIrMCTPaLMOHHOTO
YOOCTOBEPEHMS JIEKAPCTBEHHOT'O IpelnapaTa Jubo YIOJHOMOUYEHHBM VMU
OPpYyTMM OPUOVMYECKMM JIMUOM MEPONPUATHM IO obecrnedeHuio Oe30IaCHOCTHU
JIEKAPCTBEHHEIX IIpelapaToB, YCTAHOBJIEHHBIX YINOJIHOMOUEHHHM (elepallbHBM
OPT'aHOM MCIIOJIHUTEJIbHOM BJIACTM B COOTBETCTBMM C dYacTaMM 3 M 4 CcTaTbu

64 HacTosamero demepalsibHOTO 3aKoHa, B paMkax OoCylleCTRBJIEHNUS
bapmakoHanzopa (DyHxkT 9 BBemeH demepalibHBEIM 3aKOHOM OT 22 mekabps
2014 . N 429-93 - CobpaHMe BaKOHOIATeJIbCTBa Poccurickor demepaumu,
2014, N 52, cT. 7540);

10) orkaza mepxaTesns W BJIaZenblia PEeTrUCTPalMOHHOTO

YIOOCTOBEPEHMS JIEKAPCTBEHHOTO Ipenaparta Jubo YIOJHOMOUEHHOT'O MMM
IPpyTOT'0 KPMAMYECKOT'O JiMlla OT BHECEeHMS M3MEeHEeHMM B MHCTPYKLMIO II0
IIPMMEHEHUIO JIEKaPCTBEHHOTO npenapara, Kacanumxcs HOBBIX
IIONTBEPXIEHHEX INaHHEIX O TOM, UYTO PUCK IPUMUMHEHMS Bpena 3LO0POBLIO
yeJioBeka MIIM XMBOTHOI'O BCJIEACTBME IpMEMa JIEKAPCTBEHHOT'O IpelapaTa
npeBbmaeT 30bexkTUBHOCTL ero npuMeHeHusa (nyHKT 10 BBenmeH denmepalibHEM
3akKoHOM OT 22 nmekabpsa 2014 r. N 429-03 - CoOpaHmMe 3BaKOHONATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540).

Crarbsa 33. T'OCyHapCTBEHHEM pPeecTp JIeKapCTBEHHBIX CPEeInCTB

1. POCYILapCTBeHHBUZ peecTp JIEKAaPCTBEHHEIX CpencTns COOepXxmT
I[IEepedYeHb JIEKapCTBEHHEIX InpernapaTros, Inpoue omrx I'oCynmapCTBEHHYIO



perucTpaluio, epedeHb OGapMaleBTUUYECKUX CyOCTaHUMM, BXOOAULMX B
COCTaB JIEKapPCTBEHHEIX MIPEeNapaToB, M CJelylllyl MHOOpMAaLMIO:

1) B OTHOUWEHMM JIEKAPCTBEHHBIX [IpelapaToB:

a) HauMMeHOBaHUE JIEKAPCTBEHHOT'O npenapara (MexOyHaponHoOe
HellaTeHTOBaHHOe, WM TIPYIIMPOBOYHOE, WM XMMMUECKOe U TOpI'OBOe
HauMeHOBaHUsA) (B pen. demepalibHOT'O 3akoHa OT 22 nekxabps 2014 r. N
429-03 - CobOpaHMe 3BakKoOHOIaTesibCTBa Poccumckom denmepaumyu, 2014, N
52, cT. 7540);

0) JsexapcTBeHHas ¢opMa C yKasaHMEM HOO3UPOBKM JIEKAPCTBEHHOTO
npenaparTa M ero KOJIMYeCTBa B NOTPeOUTEeJIbCKOM YIaKOBKE;

B) HaMMEHOBAaHME IepXaTeJsa WIu BJlaeJiblia PEerMCTPAaLMOHHOTO
YOOCTOBEPEHMS JIEKAPCTBEHHOT'O IIpellapaTa M CBeIeHMS O peIlucTpalunu
oepxaTesnsd NI BJlaZejiblia PEeTUCTPALMOHHOTO YIOOCTOBEPEeHUS
JIeKAPCTBEHHOT'O IIpelnapaTa MOjid MeOMUMHCKOTO IIPMMEeHEeHMS B KadecTBe
HaJjioToIJlaTeJNbliMKa B CTpaHe permucTpauuy (Ojasd POCCUMCKUX OPUIOMUYECKUX

JINALL, S VMIOSHTUOMKALMOHHBI HOMEep HaJoromaTenbiumka (MHH), 1nias
MHOCTPAHHBEIX KPUIMUYECKMX JIKI — CTPpaHa perucTpaluyu, HaVvMeHOBAaHUE
perucTpupyoIlero opraHa, PeTMCTPaLMOHHLINA HOMEDP, KOm
HaJioTOoMmJlaTeJiblIMKa B CTPpaHe perucTpauum (MHKOPHOpAalMM) WM €TI0
aHayor) (B pen. denepaljibHOTO 3akoHa oT 28 mekabps 2017 r. N 425-03
- CobpaHMe BakoHOImaTesibCTBa Poccuiickou denmepaumnm, 2018, N 1, cT.
9)

I') HaMMEHOBaHME U aIpeC IIPOMU3BOIUTENA JIEKAPCTBEHHOI'O IpelnapaTra
M CBEIOEeHMS O perucTpalry IPOU3BOAMTENS JIEKAaPCTBEHHOT'O IIpelapaTa IJid
MeIMUMHCKOTO I[PMMEeHeHMs B KadeCTBe HaJIoTOIJlaTeJlbliMKa B  CTpaHe
perucTtpauum (o8 POCCUMCKUX OPUOMYECKUX JIML — MIOEHTUOMKALMOHHEBIM
HOMep HaJjoromjarenbmmka (MHH), O MHOCTPAHHEIX OPUANYECKUX JIML —
CTpaHa permucTpauuu, HaVMeHOBAaHUE perucTpUpynmeIro opraHa,
PETUCTPALMOHHEM HOMEP, KOI HAaJIOTOIJlaTeJlbllMKa B CTpaHe perucTpauun
(MHKOpPIIOPaLMKM) WJIM €Tro aHajor') (B pen. denepalibHOT'O 3aKoHa OT 28
nexabps 2017 . N 425-03 - CobpaHMe 3akKOHOIAaTeJIbCTBa POCCUMCKOM
depmepaumn, 2018, N 1, cr. 9);

o) dapMakoTepaleBTMUeCcKasd I'pylla, KOI JIEKapCTBEHHOT'O IpelnapaTa
II0 aHAaTOMO-TEpPaleBTUYECKO-XVMMMUUYECKOM KJaccudmraumy, PeKOMEeHIOBAHHOU
BceMupHOM opraHM3alMey s3OpaBooxpaHeHusa (B pen. demepalibHOTO 3akKoHA
orT 22 gpexkabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJIbLCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540);

€) IOKa3aHMusa M NPOTUBOINOKa3aHMSA K IPUMEHEHMUI JIEKapCTBEHHOTO
npemnapara;

X) TIOOOUHHE HOEMCTBUA JIEKAPCTBEHHOTO IpelnapaTa;

3) CPOK T'OOHOCTM JIEKAPCTBEHHOT'O IpelaparTa;

1) YCJIOBMSA XPaHEeHMS JIeKapPCTBEHHOT'O Ipelnaparta;

K) YCJIOBMS OTIyCKa JIEKapCTBEHHOTI'O IpelaparTa;

JI) HOMep GapMakKOIEeVHOM CTaTbM MJIM B CJlydae €e OTCYTCTBMS HOMEpP
HOPMaTMBHOM INOKYyMeHTaluuy JIMOO HOPMAaTMBHOI'O INOKYMEHTa;

M) HaTa I'OCYyHapCTBEHHOM peTrMcTpaluMyM JIeKapPCTBEHHOT'O IpelnapaTa U
ero pPerncTpalMOHHBIN HOMED, nara 3aMeHE! PErMCTPAaLMOHHOTO
YIOIOCTOBEPEHMS JIEKaPCTBEHHOTO npenapara Ha BeccpouHoe
PETUCTPAaLMOHHOE YyHOCTOBEPEHME JIEKAPCTBEHHOTO IpellapaTa, aTa Nonauu
3aAaBJIEHUSA o IIOOTBEPXISHUU TOCyIapCTBEHHOM perucTpaumnun
JIeKapCTBEHHOT'O IIpellapaTa, MQaTa OTMeHH I'OCYyHapCTBEHHOM peIrMucTpalum
JIeKAPCTBEHHOT'O Ipenapara (B pen. demepalibHOT'O 3akoHa OT 22 mekxabps
2014 . N 429-03 - CoBOpaHHMe 3aKOHOIATeJIbCTBa Poccurickol denepauuu,



2014, N 52, cr. 7540);
H) KaAUeCTBEHHHM COCTaB U KOJMUECTBEHHBI COCTAaB IeMCTBYIIMX

BEIEeCTB n KaueCTBEeHHBI cocTasn BCIIOMOT'@TeJIbHEIX BEleCTB
JIEKAPCTBEHHOTO IpenapaTta (noonyHkT "H" BBenmeH OdenepalibHBEIM 3aKOHOM
oT 22 npexkabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOIATEJILCTBA
Poccurickom denmepaumm, 2014, N 52, cr. 7540);

0) mHbOpMaLMs 060 BCEXx pa3peueHHBIX BMIOAX BTOPUYUHOM
(moTpebuTresbCKOM) yNakoBkM (noAnyHKT "o" BBeneH delepalibHBEIM 3aKOHOM
or 22 npekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJIbLCTBA

Poccurickom Qenmepaumm, 2014, N 52, cr. 7540);
) nmara IPUHSATUS pemeHnsa o BOBMOXHOCTH paccMaTpuBaTh
JIeKapCTBEHHBIM MpenapaT NPy TOCYOAapPCTBEHHOM pPerucTpalMu B KadecTBe

n "

opbaHHOT'O JIeKAaPCTBEHHOT'O IpenapaTa (nonnyHKT "n" BBeneH delnepalibHBEIM
3akKoHOM OT 22 nmekxabpsa 2014 r. N 429-03 - CoOpaHmMe BaKOHONATEJILCTBA
Poccurickom Qenmepaumm, 2014, N 52, cr. 7540);

P) HaIuuue JIeKAPCTBEHHOTO npenapara B IIepeyYHe XMU3HEHHO
HeOOXOOMMBEIX M BaXHEMIMX JIeKapCTBEHHBIX [pelnapaTos (noanyHKT "p"
BBerneH derepalibHEIM BakKoOHOM OT 22 pexabps 2014 . N 429-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccumickou demepaumm, 2014, N 52, cT.
7540) ;

C) HaJluuye B JIeKAPCTBEHHOM IIpernapaTe HapKOTUYECKUX CPeICTB,
IICUXOTPOIHEIX BeWeCTB M UX I[IPekKypCoOpOoB, IIoAJIeXalMx KOHTPOJIO B
Poccurickom demepaumy, B COOTBETCTBUM C BaKOHOIATEJNLCTBOM POCCUICKOM
denmepauuy, MeXIyHapOIHBIMM HOTOBOpaMu Poccuiickon demepaluy, B TOM
uyciye EOMHOM KOHBEHLMENM O HaAPKOTUUECKMX cperncteax 1961 r1oma wu
KoHBeHLMEN O IICUXOTPONHEIX BemecTBax 1971 roma (nomnyHKT "c" BBemeH
demepasibHEIM 3akOHOM OT 22 mekabps 2014 . N 429-03 - CoOpaHue
3akKoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540);

T) mHOOPMALMS O TOM, SABJISAETCS JIM IAHHEM JIEKAaPCTBEHHEDM IpenapatT
pebepeHTHEM JIEKapPCTBEHHBIM npenapaToM (MOOMYHKT G g BBEIEH
demepalsibHEIM 3akOHOM OT 22 mekabps 2014 . N 429-03 - CoOpaHue
3akKoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540);

y) CBemeHMS O IoIade 3asaBJIEHUMS O BHECEeHUU VB3MEeHeHUN B
IOOKYMEHTE, COoIepXamyecsas B pPeTIMCTPAalLMOHHOM JOCbe Ha JIeKapCTBEHHEBI
Y
2014 . N 429-03 - CoBOpaHMe 3aKOHOIATeJIbCTBa Poccurickol denepauuu,
2014, N 52, cT. 7540);

d) cBenmenus O BBamMMO3aMEHSeMOCTM JIeKapCTBEHHOTO IpenapaTa

Al n

npenapaT (IOOIYHKT BBeneH demepalibHBEIM 3aKOHOM OT 22 nexabps

(moponyHkT "@" BBenmeH demepalibHEIM 3aKOHOM OT 22 nekabps 2014 1. N
429-d3 - CobpaHue 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540);

X) CPOK BBEIEHUS JIEKAaPCTBEHHOTO IperapaTa B I'PaXIaHCKMUM o0B00poT
(moonyHkT "x" BBeneH demepalibHEIM 3aKOHOM OT 22 nekabps 2014 1. N
429-d3 - CobpaHuMe BakoOHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540);

2) B OTHOUWEHMUM GapMalleBTUUECKUX CYyOCTaHLNN:

a) HauMeHOBaHMe O(apMaleBTMUeCKOM CyOCTaHUUM (MexIyHapoOHOe
HEMaTEHTOBAHHOE, WM TPYINIMPOBOUHOE, WM XUMUUECKOE ¥ TOPI'OBOE
HavMeHOBaHMUs) (B pen. demepalibHOT'O 3akoHa oT 22 nekabps 2014 r. N
429-93 - CobOpaHMe 3BakKoHOIaTesibCcTBa Poccuyckom denmepaumyu, 2014, N
52, cT. 7540);

©) HaMMeHOBaHME V7 ampec IPOU3BOOUTETIA bapMmanieBTHUUECKOM

cybCcTaHuUM;



B) CPOK T'OOHOCTHU bapMalleBTUUECKOM CyOCTaHLMM;

') yCJIOBMS XpaHeHUsa dapmMaleBTUUECKOM CyOCTaHLWM;

I) HOoMep GapMakKOIeMHOM CTaTbM MIM B CJllydae e€e OTCYTCTBMS HOMep
HOPMaTMBHOM INOKYyMeHTaluuy JIMOO HOPMAaTMBHOI'O INOKYMEHTa;

e) Halmuue GapMalleBTUUECKOM CyOCTaHLUMM B IIepeudHe HapPKOTUUECKUX
CPelnCTB, MNCUXOTPOIHEX BEUECTB M MX NPEKYyPCOPOB, MNOIJIEXallMxX KOHTPOJIO
B Poccuiickou Odenmepauuu, B COOTBETCTBUU c 3aKOHOIIATEeJIbCTBOM
Poccurickonm denepalulm, MeXIYHAapOOHBIMU OOoTOBOpaMM Poccumickon
denmepauur, B TOM umMcile EOMHON KOHBEHIMEN O HApPKOTUMUECKUX CPenNCTBax
1961 roma m KOHBEHUMEN O ICUXOTPOIHHEX BemecTBax 1971 roma (DOOMYHKT

"e" BBezmeH OdenepaJsyibHEIM BaKOHOM OT 22 nekabps 2014 . N 429-03 -
CobpaHme BakKoHOImaTeNnbCcTBa Poccuiickou demepaumnu, 2014, N 52, crT.
7540) .

2. dapmaueBTHUeckas cyOcTaHLUMSE, [NPOMBBEIEHHas IJid peanms3aluny,
MOXeT OBITH BKJIOUEHA B I'OCYIAaPCTBEHHBEI PeecTp JIeKapCTBEHHEIX CPenCcTB

Ha OCHOBaHUU 3asaBJIeHUs pazpaboTunka ZR)1%1 IPOUBBOIUTEII
JIEKAPCTBEHHOTO CpelcTBa JMOO YIMNOJHOMOYEHHOTO MMM OPUIMUECKOTO JMila
IpM YCJOBUM MNPOBEOEHUS B OTHOUEHUN TaKom bapmMaLeBTHUECKOM
cyOCcTaHUUM BKCIEePTU3E kadecTra OGapMaueBTMUECKOM CyOCTaHUUM B
nopsankKe, YyCTaHOBJIEHHOM cTaThbelM 34 HacTodmero dermepalibHOTO BaKoHa. B
OTHOUIEHUN bapMalLeBTHUECKUX cybcTaHuuH, IIPOMBBEOEHHEIX oJjsa
peanmzauuM, B T'OCYyIapCTBEHHOM peecTpe JIeKapCTBEHHBIX CpencTs

comepxuTcsa cienyouas MHOopMaLMA :

1) HamMeHOBaHMe OGapMaleBTUUeCKOM CcyOCTaHLUMU (MexIyHapoIHoOe
HellaTeHTOBaHHOe, WM TIpPYIIMPOBOUYHOE, MM XMMMUECKOEe UM TOpI'oBOe
HAaMMEHOBAHUL) ;

2) HauMeHOBAaHUE, ampec IPOMB3BOOUTEI I bapmMalLeBTHUECKOM
cyBcTaHuuy, a TaKxe B OTHOULIEHUM JIEKAPCTBEHHEIX CPeNCTB IJid
MEeIMUMHCKOTO IPMMEHEeHMUs CBeIeHMUs O perucTpaumnmn IPOU3BOOUTENIA
bapmaneBTHUECKOV CyOCTaHLUMM B KaueCTBe HaJIOTOoIJlaTeslbliMka B CTpaHe
perucTpauum (OJg POCCUMCKUX OPUIMYECKMUX JIML — MWISHTUQUKALMOHHEBI
HOMep Hajioromyarenbika (MHH), 1Oig MHOCTPAHHBIX OPUOMYECKMX JIML —
CcTpaHa perucTpauuu, HauMeHOBaHMe perucTpupymeIro opraHa,
PETUCTPALMOHHEY HOMEePp, KOJI HaJIoT'oIlaTeJiblMKa B CTpaHe perucTpaumm
(MHKOpPIIOPaLMKM) WM eT'o aHaJjor) (B pen. &demepallbHOT'O 3akoHa oOT 28
nexabpsa 2017 1. N 425-03 - CobBpaHue 3akKOHOIATEJLCTBAa POCCUICKOM
depmepaumnu, 2018, N 1, cr. 9);

3) Ccpok TomHOCTM (QapMaleBTUUYeCKOM CyOCTaHLUM;

4) ycrnoBUA XpaHeHUsS dapMaleBTUMUeCKOM CyDOCTaHLMUM;

5) HoMep dapmakomneMHoM cTaTbMu JuOO B Clydae ee OTCYTCTBUA
HOMEP HOPMAaTMBHOM INOKYMEHTAalMM MJIM HOPMaTMBHOI'O IOKYMEHTa;

6) Hamure dapMalleBTUUECKOM CyDOCTaHLMM B IIepeuHe HAapPKOTUUEeCKUX
CPEeOCTB, IICUXOTPOIIHEIX BEUECTB M UX IIPEKYPCOPOB, NOIJIeXalMX KOHTPOJIO
B Poccurickoy Odenmepauuu, B COOTBETCTBUU c 3aKOHOIATEJIECTBOM
Poccurickon denepaunn, MeXIYyHapOOHEMU OoTOBOpaMM Poccurickon
demepaumy, B TOM UMCJIe EOMHOM KOHBEHLMEN O HAPKOTUUECKMX CpelCcTBax
1961 roma m KOHBEHLMEN O ICUXOTPOIHBX BemecTBax 1971 roma;

7) mara BKJIIOUEHUS bapMalleBTHMUE CKOM cybCcTaHIUM B
TOCYIAapPCTBEHHEM PEEeCTpP JI€eKapCTBEHHEIX CcpencTs, mara BHECeHUd
VMBMEHEHUM B HOOKYMEHTH OGapMalleBTMUECKOM CyOCTaHUMUM, IOaTa MWCKJIIOUeHUS
bapmaneBTHUUECKOM cybCcTaHUIUM n3 TOCYyOapCTBEHHOTO peecTpa
JIEKAPCTBEHHEIX CPEenCTB.

(JacTe 2 B pen. demepalIbHOTO 3akoHa OT 22 mekabps 2014 r. N



429-93 - CobpaHuMe BakoHOIaTesibCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540)

3. Nopsmok BeIeHMs TOCYIapCTBEHHOTO peecTpa JeKapCTBEHHBX
cpeIncTB s MeIULMHCKOT'O IpUMEHEHUS n IOPSIOK BeIOeHUd
TOCYIapCTBEHHOTO pPeecTpa JIeKapCTBEHHEIX CPEeICTB IJIS BETEPUMHAPHOTO
[IPVMMEHEHMSS YTBEPXIAKNTCS COOTBETCTBYIMM YIIOJHOMOUEHHBIM (QemepalstsHbM
OPT'aHOM MCIIOJIHUTEJIbLHOM BJIACTH.

CraTesa 34. BKJIOUEHME B I'OCYIapPCTBEHHEI PEECTP
JIEKAPCTBEHHLIX CPEeACTB M MCKJIIOUeHMe U3
TOCYyIapCTBEHHOT'O pPeecTpa JIEKapCTBEHHEIX CPEINCTB
bapmMaueBTHUeCKOM CyOCTaHLUM, NIPOU3BEIEHHOW
IoJIg peanmM3auum
(HamMeHOBaHMe B pen. denmepalibHOT'O 3akoHa OT 22 nekabps 2014 .
N 429-03 - CobpaHMe BaKOHOIaTesbCTBa Poccurckou demepaumm, 2014, N
52, cT. 7540)

1. Ing BxJmoueHMsa GapMaleBTUUYECKOM CyOCTaHUMM, [IPOU3BEIEHHOM
oI peanm3aluuy, B TOCYIAPCTBEHHE pPeecTp JIEKAapPCTBEHHHX CPEeICTB,
NPOBOIMTCS BKCIEepTM3a ee kKauecTBa (B pexn. demepalIbHOTO 3akoHa OT 22
nexabpsa 2014 1. N 429-03 - CobBpaHue 3akKOHOIATEJLCTBAa POCCUICKOM
depmepauun, 2014, N 52, cr. 7540).

2. DkCIepTMsa KadvecTBa yKa3aHHOM B uyacTM 1 HaCTOSAWEM CTaTbu
bapmalieBTHUUECKOM cy®cTaHuuu, cocTaBJIEHUE KOMMCCHUEN BKCIEPTOB
3aKJIOUEHUNM [1O0 pPesyJIbTaTaM »3TOM SKCIEePTM3E ¥ WMX HalpaBJieHue B
YIIOJTHOMOYEHHEI bernepanbHEM opraH VICIIOJIHUTEJIbL HOM BJIACTU
OCYUWEeCTBJISIOTCA B CPOK, He I[PeBHUALIMY WecTUurnecaTu paboumx IHEM CO
OHS IIOJIyUeHMS SKCIEPTHBEIM YUYPexXIeHMEM COOTBETCTBYKIETO 3alaHus
YIIOJIHOMOUEHHOTO GbenmepasibHOTO oOpTraHa VICIIOJIHUTEJILHOM BJIACTU Vi
cIenynmmMx IOOKYMEHTOB :

1) xomomsa JMUEH3UM Ha [NPOMBBOICTBO JIEKAPCTBEHHEIX CPENCTB WK
KOMMsA BaKJIOUEHMS O COOTBETCTBUM MIPOUIBOOUTEINS JIEKAPCTBEHHHX CPEICTB
TpeBGOoBaHMAM MNPaBUJI HaOjexallely MNPOM3BOICTBEHHOM MNPaKTWKM, BBIAHHHE
YIIOJIHOMOUEHHEIM GenepaJibHEIM OPI'aHOM MCIIOJIHMTEJIbHOM BJIaCTM, B CJjydae,
ecyy I[IPOM3BOLNCTBO JIEKAPCTBEHHOT'O npenaparta OCYyHEeCTBJIAETCS B
Poccurickom denmepalul;

2) KOINMsS BHIOAHHOV YIIOJIHOMOUEHHEIM OPIT'aHOM CTPAaHB MNPOM3BOIUTEJIS
JIMLIEH3MM Ha I[POM3BOICTBO JIEKAPCTBEHHOT'O CPelCTBa M €e IepeBOJ Ha
pPyCCKUn SBHIK, 3aBepeHHbe B YCTaHOBJIEHHOM IOpSOKe, ¥ KOIUSA
3aKJIOUEHUT O COOTBETCTBUM I[POUBBOIUTEJIS JIEKAPCTBEHHEIX CPENCTB
TpeGoBaHMAM MPaBUJI HaIOJexalely MNPOMBBOINCTBEHHOW MNPaKTUKM, BHIAHHOTO
YIIOJIHOMOUEHHEIM GenepaJibHEIM OPI'aHOM MCIIOJIHMTEJIbHOM BJIaCTM, B CJlydae,
ecyun IIPOU3BONCTBO JIeKapCTBEHHOTO CpencTBa OCYWECTBJISETCS 3a
npenenaMmy Poccurickon denepaumm;

3) OOKYMEHT, CoIepXauui cJenyoupe CBeIeHMS O bapMalleBTUUYECKOM
cybCcTaHUIUM :

a) HauMeHOBaHMe OdapMalleBTMUeCKOM CcyOCcTaHUUM, ee CTPYKTypa,
ofmme CBOMCTEBA;

©) HaMMEHOBAHME ¥ alpec MNPOUBBOIMUTEJIS;

B) TEexXHOJIOTMS IIPOM3BOACTBaA C ONMCAHMEM CTaIUM [POU3BOICTBA U
METOINOB KOHTPOJIA Ha BCeX CTaIusax [IPOM3BOICTRA;

T) omnmcaHue pazpaboTkyM MNpolecca MNPOM3BOIACTBA;

) OINMCAaHME KOHTPOJISI KPUTUUECKUX CTamgui npoluecca IPOM3BOIACTBA



Y MPOMEXYTOUHOMY MNPOOYKIIIU;

€) IOOKYyMEHTAJIbHOEe INOATBEpPXIeHMe (BalumaluMs) IIPOLECCOB U (1)
VX OlLleHKa;

X) CBOMCTBa UM CTPYKTypa HOEeMCTBYKIMX BEUECTB;

3) XapaKTepuUCTUKa MIPUMECEN;

n) crneuudpmralmsa Ha bapMaLeBTHUUECKYIO cy©CcTaHLUIO u ee
ODOCHOBAaHUE;

K) aHaJIUTHUUEeCKMEe METOIMKM, MCHOJIb3YEMEE IPpU OCylleCTBJIEHUN
KOHTPOJII KauecTBa bapMalleBTUUECKOV CyOCTaHLIUN;

JI) OOKYMEHTAaJIbHOEe I[OATBEPXIEHNUE (Banmmmanumsa) aAHAJIMTHUYE CKUX
MEeTOOVK, VICIIOJIb 3y EMBIX npu OCyleCTBJICHUM KOHTPOJIA KauecTBa
bapmaneBTHUUECKOV CyOCTaHLIUN;

M) pes3yJbTaThl aHalusza cepuM dapMalleBTUUECKOM CyOCTaHLUM;

H) I[epeuYeHb CTAaHIOAPTHHX 00pasL0B MM BEUEeCTB, MCIOJIb3YEMEX I1PpU
OCYIEeCTBJIEHUM KOHTPOJIS KadecCTBa;

0) OIMCaHVe XapaKTEPUCTUK UM CBOMCTB YIHIaKOBOUHHBIX MaTEepUaJyioOB U
YKYIOPOUHEIX CPEeICTB;

1) IaHHBIE O CTaOMIIBHOCTM GapMaleBTUUYECKOM CyOCTaHLIMM;

P) CPOK TOOHOCTM;

4) OOKYyMEHT, COIepXallMi CBEeINEeHMsS O PerucTpaluM IPOU3BOIUTEIS
JIeKapCTBEHHEIX CPEOCTB IJiId MEeOMUMHCKOTO I[PUMMEHEeHUs B KauecTBe
HaJloTOoIJlaTeJibliMka B CTpaHe permcTpaumuy (IOJiS POCCUMCKUX OPUINYECKUX
My, —  MOEHTUOMKALMOHHEIL HOMEP HAJIOT'OIJIaTeJIbIMKa (VMHH) , 1
MHOCTPAHHEIX OPUIMYECKUX JIMIL - CTPpaHa perucTpaluy, HaVMMEeHOBAaHUE
peETUCTPUPYRIIETO OpTaHa, pPeTrmMCTPalMOHHLBIA HOMED, KOX
HaJloTOoIJlaTeJIbllMka B CTPaHe perucTpauuu (MHKOpIOpauMM) WM  eTo
aHaJsior) (nyHKT 4 BBenmeH denepaJlibHBIM 3akKoOHOM oOT 28 nmekabps 2017 r. N
425-33 - CobpaHmMe 3BakKoHOmaTeJbCTBa Poccumickou demepaumm, 2018, N 1,
cr. 9).

(JacTp 2 B pen. OdemepalIbHOTO 3akoHa oT 22 mekabps 2014 1. N
429-03 - CobOpaHMe 3BakKoOHOIaTesibCTBa Poccuyckom denmepaumyu, 2014, N
52, cT. 7540)

3. ;g npoBeIeHMS DBKCIEPTU3E KayecTBa yKa3aHHOM B yacTu 1
HacToAWeM CcTaTbM QapMalLeBTUUYECKOM CyOCTaHUMM 3asaBUTENb NPenCcTaBJIAeT
B YIIOJIHOMOUEHHEY (GenepalibHBIM OpI'aH MCIOJHUTEJIEHOM BJIACTM:

1) 3agaBjeHue o BKJIOUEHUU B TOCYyIapCTBEHHBIN peecTp
JIeKapCTBEHHBIX CPENCTB INaHHOM bapMalleBTHUUECKOV CyOCTaHLUU;

2) KOIMsA HOOKYMEHTa, I[IOATBEepXIanlero YIJlaTy I'OCyIapCTBEHHOM
IIOUJIMHEL 33 BKJIOUEHME B T'OCYIAapPCTBEHHEIN pPeecTp JIEKAPCTBEHHHIX CPEeICTB
bapmaneBTHUECKOV CyOCTaHUMM, M[NPOMBBENEHHOM IJisg peanm3auuy, Jmbo 10
CcoBOCTBEHHOM VHULIMATUBE yKa3aHHHM OOKYMEHT . B ciyuyae ero
HenpencTaBJIeHUS 3asaBUTEJIEM YIIOJTHOMOYE HHEIM benepalib HEM opraH
VICIIOJIHUTEJIbLHOY BJIACTM IHNpOoBepseT QaKT ylJjaThl I'OCYHAaPCTBEHHOM I1OUJIMHEL
3asgBUTEJIEM C MCIOJBb30BaHMEM MHbOOpMauuy o0 yIjlaTe I'OoCyIapCTBEHHOM
IOUJIMHEI, comepxamerncsa B ['OCyIapCTBEHHOM MHOOPMAILIMOHHOM CHUCTEME O
TOCYIapCTBEHHEIX U MYHMULMIIAJ b HEIX njaTexax, Ha OCHOBAHUMU
IpelCTaBJIEHHOM 3asBUTEJIEM KONUM HOOKYMEHTa, [IOOTBEepXIallero yIjaTy
TOCYyIapCTBEHHOM IOWNIMHEL (B pen. &enepallbHOI'O 3akKoHa OT 22 nekadpd
2014 . N 429-03 - CoOpaHMe 3aKOHOIATeJIbCTBa Poccurickol denepauuu,
2014, N 52, cT. 7540);

3) IOOKYMEHTH, YyKasaHHBE B YacCTM 2 HACToOdWeM cTaTeu (B pen.
demepasIbHOTO 3akoHa oOT 22 gnekabps 2014 r. N 429-03 - CobpaHue
3akoHOImaTesLCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540);



4) 3agBJjeHMe O BHIOAUE paspelleHrs Ha BBO3 B POCCUMCKYIO
demepalMio KOHKPETHOM MapTUM HEe3aperMCTPUMPOBAHHOTO JIEKAPCTBEHHOTO
cpeIlncTBa, NpelHa3HAaUYeHHOTO IOJiS TPOBEeINeHMs YKasz3aHHOM BKCIePTU3E
(nyuxkT 4 BBemeH demepalibHBEIM 3akKOHOM OT 22 mnekabps 2014 r. N 429-03
- CobBpaHue BakoHOImaTesibCcTBa Poccuiickou denmepauwm, 2014, N 52, cT.
7540) .

4. B TeueHue pmecaTu paboumMx OHEM CO OHS NPUHATHUS 3asBJIEHUS O
BKJIOUEHUM YKa3aHHOMW B YacTM 1 HacCTodme¥ cTaTbu OdapMaleBTUUYECKOM
cy®cTaHuuM B TOCYIapCTBEHHEIM PEECTP JIEKAPCTBEHHEIX CPEeNCTB U
IOOKYMEHTOR, IIe€PEeUMCJIEHHBIX B YacTM 1 UM NIyHKTe 2 YacTu 3 HacTosAlen
cTaTby¥, YIOJIHOMOUEHHB OGenepalibHBIM OpI'aH MCIIOJHUTEJIBHOM BJIACTU (B
pen. denmepallbHOT'O 3akKoHa OT 22 nekxabps 2014 r. N 429-03 - CobOpaHue
3akKoHOIaTesLCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540):

1) npoBomOuUT IIPOBEPKY TIOJTHO THI n IOOCTOBEPHOCTM IOAHHBIX,
comepXammxCss B MNPEeICTaBJIEHHEIX 3asgBUTEJIEM INOKYMEHTax (B pen.
demepanbHOTO 3akoHa oT 25 Hoabps 2013 1©. N 317-03 - CobpaHue
3akKoHOIaTesbCTBa Poccurickon denmepaumm, 2013, N 48, cr. 6165);

2) TNpUHMMaeT peleHue O HalpPaBJIEHUM B DBKCIEPTHOE YyUpexIeHMUe
3alaHus Ha [POBEIeHMEe DHKCIEePTU3H KadyecCTBa YyKa3aHHOM B yacTu 1
HaCcToAle)y CcTaTbhbM bapMalleBTUUECKONV CcyOCcTaHUMM uiam o6 OTKaszse B TakKOoM
HapaBJIEHUN;

3) yBenomyigeT B DJIEKTPOHHOMW MJIM NMCHBMEHHOM QopMe 3agBUTENS O
IPUHSATOM PElleHMM WM B CJiydae oOTKaza C yKaszaHMeM IPUUMH TaKOoT'O
oTkasa (B pen. demepalyibHOTO 3akKoHa OT 22 nekabps 2014 r. N 429-93 -
CobpaHMre 3akoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N 52, crT.
7540) .

4-1. B criydae BHABJIEHUS HEIOCTOBEPHOCTM CBEINEeHMUM, COIepXalMXCs
B IIPEICTABJIEHHHEIX B3asgBUTEJIEM MaTepualax, YIIOJHOMOUEHHHM GenepaJsibHbI

opTraH UCIIOJIHUTEJILHOM BJIACTHU HanparJgeT 3asgBUTEJIO 3amnpoc o6
YTOUHEHMM YKas3aHHBIX CBemeHMM. JaHHBIN 3andpoc MoxeT OBTb [IepenaH
YIIOJTHOMOUYEHHOMY IpencTaBUTeIo 3aaBUTENSA JIMYHO IO PacIMUCKY,

HalnpapJIeH IO [IOoUTEe BaKa3HBM NMCHMOM MJIM IE€PpemaH B BJIEKTPOHHOM dopme
IO TEJIEKOMMYHMKALUMOHHEM KaHaJlaM CBS3M. B Ccilyyae HalpaBJIEHMS NAaHHOTO
3anpoca IO IOoYTe SBaKa3HBEIM [IMCBMOM OH CUMTAETCs IIOJIYYEeHHEIM II0
MCTEUYEeHUM WeCTM IOHEeV C HaTH HalpaBJIEeHMS 3akal3HoT'o nmcbMa (uacTtb 4-1
BBenena denmepalsibHEIM 3akoHOM oT 25 Hogbps 2013 r©. N 317-93 -
CobpaHMre 3akoHOIaTesbCTBa Poccurickom denmepaumm, 2013, N 48, cT.
6165) .

4-2. BasgBuUTENb obsazaH IpelCcTaBUTh oTBET Ha 3amnpoc
YIIOJIHOMOUEHHOTO (GbemepajibHOTO OpTraHa MCIOJIHUTEJIbLHOM BJIACTU B CPOK,
He [pEeBHIAKIMI IeBSHOCTa paboumx IHEM CO OHS I[IOJIyUYeHMS IaHHOTO
3amnpoca. Cpoxk, YVKa3aHHBIM B yacTu 4 HacTodumen cTaTbeM,
IPMOCTaHaBJIMBAETCSH co OHS HanpaBJIEHUS 3a9BUTEJIO 3amnpoca
YIIOJIHOMOUEHHOTO GenmepasIbHOTO OpIraHa MCIIOJIHUTEJIBHOM BJIACTM HOO IHS
IOJIyUYEHU S ¥M OTBeTa Ha HOaHHBM 3anpoc ¥ He YUUTHBAETCS IIPU
MCUMCJIEHUM CPpOKa DKCIEePTM3E KauecTBa GapMaleBTHUUEeCKOV CcyOCcTaHUWM,
HEMCIIOJIb3YEMOM NPM MNPOM3BOICTBE JIEKAPCTBEHHHX OpernapaToB (yacTte 4-2
BBenena denmepalsibHEIM 3akoHOM oT 25 Hogbps 2013 r©. N 317-93 -
CobpaHMe 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2013, N 48, cT.
6165) .

5. OcHOBaHMEM IJid OTKas3a B HANPABJEHUM B DBKCIEPTHOE YyUpexIeHMUe
3amaHus Ha [NPOBEeIeHMEe BKCIEPTM3BE KauvecTBa YyKal3aHHOM B dacTtu 1
HaCcToOslen cTaTbu bapMmalnieBTHUUECKOM cy®CcTaHumumu ABJISETCH



HellpelnCcTaBJIeHMe INOKYMEHTOB, YKa3aHHEX B YacTM 2 HaACTOAWlEelM CcTaTby,
OTCyTCTBMEe MHOOpMaumuM, nNonTBepxnamomelr GakT yIjlaTe I'OCYyIapCTBEHHOM
IIOWJIMHEL 3a BKJIOUYEHME OQapMalleBTUUECKOM CyOCTaHLMM, NPOU3BEIEHHOM NIJIid
peanuzauuy, B TOCyOapCTBEHHEI peecTp JIEKapCTBEHHHIX CPelnCcTB,
HEeNpenCTaBJIEHME 3afgBUTEJIEM B YCTAHOBJIEHHHBM CPOK OTBETAa Ha yKa3aHHEM
B uyactu 4-1 HacTodwWeM CTaTbM 3alpocC YIOJIHOMOUEHHOTO GemepalyibHOTO
opraHa WMCIIOJIHUTEJIbHOM BJIACTM WM [IPenCcTaBJIeHMe HOOKYMEHTOB, He
comepXallMx MCUepNBEBapnIErO [IepedHsa HeOOXOIMMBIX CBemeHUlM (B pen.
denmepallbHOT'O 3akoHa OT 22 mekabps 2014 1. N 429-93 - CobpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

6. B TeueHmMe naTHanuaTy paboumMx OHEM CO IOHS IIOJIyUYeHMS pPeleHUs
YIIOJIHOMOYEHHOT'O benmepanbHOTO opraHa VICIIOJIHUTEJIbHOY  BJIACTU O
HaIpaBJIEHUM B BKCIEPTHOE yupexneHue 3anaHus Ha IpoBeNeHKEe
BKCIIEPTUSBE KayecTBa yKa3aHHOM B yactu 1 HaCTOAWEey CTaTbyU
bapmaneBTHUECKOV CyOCTaHUMM 3agBUTEJIb [PEeNCTaBJISeT B BKCIEpPTHOE
yUpexneHue ons IpOBEeNEeHUSA OaHHOMU 3KCIEPTU3EL obpasu
bapmalleBTHUUECKOM cy®cTaHUIMM B KOJINUECTBE, HeOoOXOOVMOM ons
BOCIIPOMBBEIEHMS METOJIOB KOHTPOJIS KadeCcTBa. JKCIEPTHOE yupexIeHUue
npu IojiydeHumM o0paslLoB yKa3aHHOM B dYacTu 1 HaCTOAWley CTaTbyU
bapmalnieBTHUUECKOM cyBcTaHImun BEIIAET 3a9BUTEII0 IOOKYMEHT,
IOOTBEPXIOANMMM [IOJIydeHMe 3TUX oOpaslLoB, ¥ B CPOK, He I[IpeBHUALIUI
Tpex pabouux IOHEeV, YBeIOMJISZeT B DBJIEKTPOHHOM WM NMCbMeHHOM dopme 00
BTOM YIIOJIHOMOUEHHEM OGelepalibHEM OpIT'aH MCIIOJIHUTEJIbHOM BJlaCTU. OTHU
CPOKM He BKJIOUATCH B CPOK [NPOBEeIeHMS IaHHOM SKCIEPTU3b (B pen.
denmepalIbHOT'O 3akoHa OT 22 mekabpsa 2014 1©. N 429-93 - CobpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

7. HOKYMEHTH, IIOCTYIMBIIME B DKCIIEPTHOE yupexneHue omsa
IpOBEeNEeHMS BKCIEPTU3bEl KadeCcTBa yKasaHHOM B YacTM 1 HACTOdWEM CTaTbMU
bapmaneBTHMUECKOV CyOCTaHLUMM, [OOJIeXaT BO3BpaTy B YIOJHOMOYEHHEIM
bernmepasibHEM OpPITaH MCIOJHUTEJIbHOM BJIACTM OIHOBPEMEHHO C 3aKJIOUEeHUSIMU
10 pel3yJibTaTaM IIPOBEOeHHOM BKCIEPTU3H.

8. B Cpok, He IpeBhUlaIMM IATKM pabouMx OHEW CO OHS I[IOJIyYeHUS
3aKJIOUEeHMS KOMUCCHUM DBKCIEPTOB IO pe3yJibTaTaM BKCIEPTU3bEl KadecTBa
YyKa3aHHOM B UYacTM 1 HaACTOsAWeM CcTaTbu dapMaleBTUUeCKOM CcyDOCTaHLUM,
YIIOJIHOMOUEHHE (GenepaJsibHbM OpPI'aH MCIIOJHUTEJIBHOM BJIACTMU :

1) ocymecTBIgSeT OLEHKY TaKOI'O 3aKJIUeHMUSd OJIS OIpelelIeHUS €TI0
COOTBETCTBMSA 3aIdaHMIO Ha NPOBEIEHME IOaHHOM 3KCIEPTU3EH;

2) NIpUHMMAaeT pelleHMe O BKJIOUEeHMM YKAaBaHHOM B YacTM 1 HaCTOAUEN
cTarbu OQapMaleBTUUYECKOM CyOCTaHLUK B TOCyIapCTBEHHBIN peecTp
JIEKaPCTBEHHBIX CPENCTB MM peleHre 0O OTKa3e B TakKOM BKJIIOUEHUM;

3) BHOCHUT IPMY NPUHATUM PEUeHMUs O BKJIOUEHUM yKa3aHHOM B YacTu 1
HacTosAWey CcTaTbu OGapMaleBTUUECKOV CcyOCcTaHUuMM B T'OCYHOAPCTBEHHHM
peecTp JIeKapCTBEHHBIX CPENCTB [IPelyCMOTPEHHYK I[IyHKTOM 2 uyactu 1
craTbeu 33 HacTosmero demepallbHOT'O 3aKoHa MHboOpMaLUMio M yBeIoMIISeT 00
3TOM B DJIEKTPOHHOM WMJIM IIMCBMEHHOM OGopMe 3BasaBUTEIsA (B pexn.
demepasIbHOT'O 3BakKoHa OT 22 gpekxabps 2014 r. N 429-03 - CobOpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

9. OcHOBaHMEM mJig OTKaz3a BO BKJIOUYEHMM YKAaBaHHOM B yacTu 1
HacTodwWey CcTaTbM OQapMaleBTHUYECKOM CcyOCcTaHUMM B I'OCYHAapCTBEHHEM
peecTp JIeKapCTBEHHBIX CPeICTB HBJISeTCH pPelleHye COOTBETCTRYIEIO
YIIOJIHOMOUEHHOTO denmepalsIbHOT'O OopT'aHa MCIIOJIHMTEJIbLHOM BJIACTM O  TOM,
uTo Ka4uecTBO bapmalLeBTHUUECKON cy®cTaHuuM He IOOTBEPXIEHO
[IOJIyYEeHHBEIMM IHaHHBEIMM (dacTb 9 BBenmeHa demepalsibHBEIM 3akKOHOM oOT 22



oxTabps 2014 1. N 313-03 - CoOpaHMe 3aKOHOIATEJILCTBaA POCCUMCKOM
depmepauun, 2014, N 43, cr. 5797).

10. He IOOoNyCKaeTCs BKJIOUEHME B TOCYHOAapPCTBEHHE pPeecTp
JIEKAPCTBEHHEIX CPenCTB onHOM bapmaleBTHIUECKOM cybcTaHuuu,
IIPOM3BENEeHHOM s peanmMzauMy M BBHIIyCKaeMOM OOHMM M TeM Xe
IPOM3BOAUTEJIEM, B BUIe INBYX U 0O0Jlee peecTpOBHIX 3anmucer (uacts 10
BBeleHa denepaJtibHEIM 3aKoHOM oOT 22 nmekabpsa 2014 . N 429-03 -
CobpaHme BakKoHOmaTenbCcTBa Poccuiickou demepaumnu, 2014, N 52, cT.
7540) .

11. BHeceHMe M3BMEHEHUM B IOOKYMEHTEI Ha bapmMaleBTHUUYECKYIO
cyBCTaHLMIO, IIPOU3BENEHHYIO omis peanmsaumnm n BKJIIOYEHHYIO B
TOCYIapPCTBEHHEM PEEeCTP JIEKapCTBEHHEIX CPEeICTB, OCYULEeCTBJIAEeTCS B
nopsanke, ycTaHoBJIeHHOM crTaTesaMu 30 wum 31 HacTosmero demepalibHOTO
3aKOHa, C yIJIaTon TOCyIapCTBEHHOM TIOWJIMHEL, IpelyCMOTPEHHOM
3aKOHOIATEeJIbCTBOM PoccuMckoy dermepaumm O HaJjiorax u cbopax (dacTe 11
BBenena denmepalibHEIM 3akKOHOM OT 22 nmekabps 2014 1. N 429-03 -
CobpaHMre 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N 52, crT.
7540) .

12. JonmyckaeTcs obpaleHmne bapMalleBTHUUECKUX cy®CcTaHumM,
IIPOM3BENEHHEIX IJId peajmM3aluy, B TedeHMe CTa BOCBMUIECHATM IOHEeM oo U
rocJjie MNPMHATKSA YIOJIHOMOUYEHHEIM OGenepallbHEIM OPI'aHOM MCIIOJIHUTEJILHOM
BJIACTM PElIeHMS O BHECEHMM M3MEHEHMM B INOKYMEHTH Ha GapMaleBTUUEeCKYIo
CcyBCTaHLMIO, NPOU3BEICHHYIO s peanmsaumnm n BKJIIOYEHHYIO B
TOCYIapPCTBEHHEM PEeCcTp JIEKapCTBEHHEIX CpencTe (4acTb 12 BBemeHa
denmepalibHEIM 3akKOHOM oOT 22 nmekabpsa 2014 . N 429-93 - CobpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

13. PemeHue 06 VCKJIIOUEeHUM us TOCYyHapCTBEHHOT'O peecTpa
JIEKAPCTBEHHEIX CpeACTB GdapMaleBTHUUeCKOM CyOCTaHLUMM, [IPOUBBEIeHHOM
oJia  peajmMs3aluy, [IPMHMMAETCS YIOJHOMOUEHHHM deIepalibHEM OpPI'aHOM
MICIIOJIHUTEJIbHOM BJIACTM B CJydae:

1) npencraBiieHMS COOTBETCTBYIMM YIIOJHOMOUEHHEM (QelepalbHBM
OPT'aHOM MCIIOJIHUTEJILHOM BJIACTM 3aKJIOUeHMsa O pPUCKe uiImu o0 yrposze
XMBHYM WM 3I0POBBLI dYeJioBeKa JMOO XMBOTHOT'O IIPM MCIIOJIb30BaHUU
JIEKaPCTBEHHOT'O CPencTBa;

2) nomaum pPaszpaboTunKOM JIEKAPCTBEHHOTO cpencTBa W
IIPOM3BONUTEJIEM JIEKAPCTBEHHOT'O cCcpencTea JmbO YIIOJHOMOUYEHHBIM MMM
OIpyIT'MM opuOnYe CKUM JIMLIOM 3asaBJIEHUSA 06 VCKJIIOUEHUN nus
TOCYyIDapCTBEHHOT'O pPeecTpa JIEKapCTBEHHEX CpPenCcTB (QapMalleBTUUECKOM
cyBbCTaHUUM, NPOMI3BENEHHOM IJId peayu3allM;

3) oTcyTcTBMA QapMaleBTUUECKOM CyOCTaHLUMUM, [IPOMU3BEIEHHOM IJid
peanuszauuy, B oOpameHur B Poccurickoy demepalum B TeEUeHME Tpex U
BoJsiee JerT.

(JacTp 13 BBemeHa dermepalibHEIM 3akOHOM OT 22 mekabps 2014 . N
429-d3 - CobpaHuMe BakoOHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540)

Crarbsa 35. (YTpaTuia cuily Ha OCHOBaHuM denepalibHOT'O 3akKoHa OT
22 pexabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOIATEJILCTBa POCCUMCKOM
demepaumnu, 2014, N 52, cr. 7540)

Crarbsa 36. OOxajioBaHMe pelleHrs OO OTKaz3e B BhHIOaue pas3pelleHud
Ha IIpOBeleHMEe KJIIMHMUECKOIT'O MCCJIeOOBAaHUS
JIEKAapPCTBEHHOTO IpelnapaTa, pelleHrs o0 oTkase



B TOCYINApPCTBEHHOM pPEeTrMCTpaluM JIEKAaPCTBEHHOTO
npenapaTra, 3akKJIOUeHMs KOMUCCUM 3KCIEPTOB
SKCIEPTHOTO YUYPEeXIEeHMS MM 3aKJIoUeHMs coBeTa
o 3TUKE

PemeHue COOTBETCTBYKIETO YIOJHOMOUEHHOTO GeIepasibHOTO oOpTaHa
UCIOJIHUTEJILHOM BjacTy o0 OTKase B BHIOaue paspeleHyrs Ha [IpoBeleHue
KJIMHVMYECKOTO MccJjenoBaHmsa JIEKAPCTBEHHOTO npemnapara, pelmeHue
YKa3aHHOTO (emepalibHOTO opTraHa MCIOJIHUTEJILHOM BJjlacTM 00 OoTkasze B
TOCYyIapCTBEHHOM perucTpaumumM JIeKapCTBEHHOTO [Ipenapara, 3akKJioueHMe
KOMUCCUM SKCIEPTOB SKCIEPTHOTO YUPEeXOEeHMS WM BakKJodeHue coBeTa [0

STUKE MOXeT OBITb 00XaJIOBaHO B Inopdanke, YCTaHOBJIEHHOM
3aKOHOIAaTeJIbCTBOM Poccumckomn denepaumnn. 3akJIndeHre SKCIIepTa,
O(i)OpMJ'IeHHoe 10 nuroram OKCIIEPTUI3EL B nmeJiax OornpenesyieHnAa

B3aMMO3aMEHAEMOCTHM 3aperMCTPMPOBaHHOI'O JIEKAPCTBEHHOI'O IIpelnapara,
MOXEeT OBITh OOXaJIOBAHO HepXaTeJleM WM BJlalellblleM pPeIMCTPalyOHHOTO
YIOOCTOBEPEHMS JIEKAPCTBEHHOTO IIpenapara B KOMMCCHIO 3KCIIEPTOB
DKCIEPTHOIO YyUYpeXIeHMA. 3akKJIodeHMe KOMMUCCMM DKCIEPTOB BKCIEPTHOIO
yapexneHusa, OQOpMIIEHHOE 1o nTOoTaM nepecMoTpa OOXaJIOBAHHOT'O
3aKJIOUEHMS BKCIepTa, MOXeT OBITh OCIOPEHO IepXaTeJieM MM BJlalellblieM
PETUCTPALMOHHOTO YyIOCTOBEPEHUS JIEKapPCTBEHHOTO npenapara 6o
YIIOJIHOMOYEHHEIM MMM JIMLOM B NOPSAOKe, YyCTAHOBJIEHHOM BaKOHOIATEJIbCTBOM
Poccurickom Qdemepauuu. Ilpun o0OXaJOBAaHUM PELEHUSA YIIOJIHOMOYEHHOT'O
bemepaslbHOT'O OpT'aHa MCIOJIHMTEJILHOM BJIACTM, 3BaKJIOUEHMS BKCIepTa WIn
KOMMCCHUM BKCIEPTOB BKCIEPTHOTO YUPEXIOeHMd, BaKJIoJUeHusd CcoBeTa IO
3TUKE oepxaTenb ZRyZi BJlaneJiell PEerUCTPalMOHHOTO YIOCTOBEPEHMUHA
JIeKAPCTBEHHOTO IpenapaTta JMbo YIOJHOMOYUEHHOE MMM  JIMILO BIpaBe
IpelCTaBUTh pPe3yJbTaTEH 3KCIEPTU3EL JIEKaPCTBEHHOTO npenapara,
IIPOTOKOJIEl INOJIYUEHHBEIX aKKPEeOMTOBAHHBIMM MCIETATEJIBHEIMM JlabopaTopuaMu
(LeHTPpaMM) pPesyJIbTAaTOB MCCJIENOBAaHMUM, MCIBTaHUM (B pen. demepalibHOTO
3akoHa oT 22 pmekxabpsa 2014 r. N 429-03 - CobBpaHMe 3BaKOHONATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540).

Crarbsa 37. MuHbopmalumsa, CBA3aHHas C OCYLIECTBJIEHMEM
TOCYIapPCTBEHHOW PETUCTPAaLMM JIEKAPCTBEHHEIX
npenapaToB, MHOOpMALMS O 3apeTrUCTPUPOBAHHBIX
JIeKapCTBEHHEIX IMpPernapaTax U JIEKaPCTBEHHBIX
npenaparax, MCKJIUYEHHBX M3 TOCYOapCTBEHHOTO
peecTpa JIeKAPCTBEHHBIX CPEeInCTB

1. CooTBeTCTBYWOIMNA YTIOJIHOMOUYE HHEI benepanbHBIM opras
VICIIOJIHUTEJIbHOY  BJIACTM pasMellaeT Ha CBOeM OodMUMaJIbHOM cauTe B CeTu
"VuTepHeT" mMHOOPMAaALMIO, CBS3aHHYK C OCYUIECTBJIEHMEM TI'OCYHAapPCTBEHHOM
perucTpaumMu JIEKAPCTBEHHBIX IIpernapaToB, B TOM UMUCJIe [NPOBEISHUEM
BKCIIEPTUBE JIeKapCTBEHHBIX cpencTs (BrIIOUA S PesyJibTaTH ee
IpOBEeNeHus) , nHOOPMaLIMIO o 3apPeIrnUCTPUPOBaHHEIX JleKapCTBEHHBIX
npernaparax u JIeKapCTBEHHBIX npenaparax, VICKJTIOUEHHEBIX nu3
TOCYIapCTBEHHOT'O peecTpa JIEKAPCTBEHHBEIX CPEeICTB, He TIO3OHee UeM
yepesz TINATb paboumx OHEM co oHS IOJIyUYEHUS COOTBETCTBYIIIMM
YIIOJIHOMOUEHHEIM (denepalibHEM OPI'aHOM MCIIOJIHMTEJIbHOM BJIACTU 3adaBJIEHUS
O TOCYyIapCTBEHHOM perucTpaluuyu JIeKapCTBEHHOT'O IpenapaTa (B pexn.
demepasIbHOTO 3akKoHa oOT 22 gnekabps 2014 r. N 429-03 - CobpaHue
3akoHOIaTesLCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540).



2. CpokM ¥ TOPSAOOK pPasMEeleHVs YKasaHHOM B YacTM 1 HaCTOAUEN

CTaTbM MHOOPMaLIUM YCTaHaBIMBATCS YIIOJIHOMOYEHHEIM benepalbHEM
OpPTaHOM MCIOJIHMTEJIbHOM BJacTu. JVHbopmMauusa, yKasaHHas B dacTu 1
HacToAumen cTaTbu, ABJIgeTCH OTKPEITOM n oBLEeNOCTYIIHOM n
NpenoCTaBJIAeTCHa 3aMHTEPECOBAHHBIM JauLaM B COOTBETCTBUU c
3aKOHOIDATENbCTBOM Poccuyckom denmepaumm (B pern. demepallbHOTO 3aKOHA
or 22 npexabps 2014 1. N 429-03 - CobpaHMe 3BaKOHOINATEJILCTBA

Poccurickon demepaumm, 2014, N 52, cr. 7540).

T'maBa 7. KiIMHMUECKME MCCIENOBAHUSA JIeKAPCTBEHHEIX I[IPEelapaToB
IoJIS MeOUUMHCKOT'O MNPMMEHEHMS, IOTOBOP 00 MX
IpOBENEeHUNM, IIpakBa IIalMEeHTOB, Y4YaCTBYUUX B 3TUX
MCCJIeHOBaHUAX

Crarpsa 38. KiIMHMUECKME MCCIEIOBaHMS JIeKapCTBEHHBIX
npenapaTos IJig MEeOULUMHCKOI'O [IPMMEHEHUS

1. KnmHMYECKMEe MCCJIeNOBAaHMSA JieKapCTBEHHEIX penapaTos s
MEeOMUVHCKOT'O IPMMEHEHMS, B TOM UMCJIE MeXIOyHapOIHEIE MHOT'OLIEHTPOBEHE,

MHOTOLIEHTPOBEE, I[OCTPETUCTPALUMOHHEE, IIPOBOIATCSH B OHOM NI
HECKOJIbKMX MEOVUMHCKMX OpTaHM3alLusaxX B COOTBETCTBMM C IIPaBUIIaAMU
Hanjexaumey KIMHUYECKOM MIPaKTUKM, Y TBEPXIEeHHEIMA YTIOJIHOMOYEHHEIM
bernepasnbHEM OopT'aHOM VICIIOJIHUTEJIL HOM BJIACTM, COOTBETCTBEHHO B
crenywommMx LeJysax (B pen. demepalibHOT'O 3akoHa oT 22 pmekabps 2014 r. N
429-93 - CobpaHue 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540):

1) ycTaHOBJIEHUE 0e30MacCHOCTHY JIEKAPCTBEHHEIX I[IpelapaToB IJid
3IOOPOBEIX HOOOPOBOJIBLER n () [IePEeHOCUMOCTHA "X 3I00POBEIMU

ODOOpPOBOJIbLIAMM, 3a MCKJIOUEHMEM TaKUX MCCJIeOOBaHUM JIeKapCTBEHHEIX
pernapaToB, I[IPOM3BENEHHEIX 3a NpenejamMu Poccumickon denmepaunu;

2) nombop OINTMMAJIbHEIX IO3UPOBOK JIEKAPCTBEHHOI'O IIpelapaTa u
Kypca JieuyeHUsda oJjis IaLUMEeHTOB c onpeneJjieHHEIM 3aboJyieBaHUEM,
OTNTUMAJIbHEX nos u cxeM BakKUMHALIUMA UMMYHOBOMOJIOTMUE CKUMU
JIeKapCTBEHHBEIMM IIpellapaTaMy 3IOOPOBEX HOOOPOBOJILLIEBR;

3) ycTaHoOBJIeHMe O0e30IIaCHOCTM JIEKAaPCTBEHHOT'O IIperapaTa M eTo
20OEeKTUBHOCTU oJis NalyMeHTOBR c onpeneJjie HHEIM 3aboJyieBaHMEM,
npoduakTUueckor H2QOPEeKTUMBHOCTM MMMYHODMOJIOTMUECKUX JI€eKAaPCTBEHHEIX
npernapaToB IJid 3I0POBHX INOOPOBOJILLER;

4) m3ydyeHME BO3MOXHOCTM PAaCUMPEHMS [IOKa3aHUM IJIS MeIULMHCKOT'O
IpUMEeHEeHUS U BHSABJIEHUSA paHee HEM3BECTHEIX TOOOUHBIX OeViCTBUM
3apPEeTUCTPUPOBAHHEIX JIEKAPCTBEHHEIX IIpernapaToB.

2. B OTHOUEHMUM BOCIPOMB3BEIEHHLEIX JIEKAPCTBEHHEIX IIpernapaToB OJisd
MENULMHCKOT'O IPMMEeHEHMS MNPOBOIATCH MCCJemoBaHMsS OMOBKBUBAJIEHTHOCTU
¥ (uIM) TepaneBTUUYECKOM 3KBMBAJIEHTHOCTM B IIOpPAOKe, YCTAHOBJIEHHOM
YIIOJIHOMOUEHHEM QenepalibHEM OPI'aHOM MCIIOJIHUMTEJILHOW BJIACTU.

3. OpraHm3auumo IPOBEeOEeHN S KJIVHUYE CKUX MCCJIeIOBaHUM
JIEKAPCTBEHHOTO npemnapara oJis MEIMLUVHCKOTO IIPMMEHeHUs BIpase
OCYUIECTBJIATE :

1) paspaboTuMk JIEKAPCTBEHHOTO MpelapaTa MM YINOJHOMOYUEHHOE MM
JMLO;

2) obpas3oBaTeJibHEE opraHmu3aumum BEICIIET'O obpasoBaHMs,
OpraHM3alUuy IOOMNOJIHUTEJIbLHOTO NpodecCroHaIbHOTO oO0paszoBaHMs (B pen.
denmepanibHOTO 3akoHa oT 2 wmona 2013 ©. N 185-93 - CobpaHue



3akKoHOImaTesLCTBa Poccurickom denmepaumm, 2013, N 27, cr. 3477);

3) HaydHO-MCCJIeIOBaTeJIbCKMEe OpTaHM3aLuM.

4. KiIMHMYeCcKMe MCCJeHOBaHMS JIeKapCTBEHHOTO npenapara omisa
MENMLMHCKOTO I[IPMMEHEHMS MNPOBOIOATCS Ha OCHOBAaHMM paspelleHMs Ha
IpOoBeleHMEe KJIMHMYUECKOTO MCCJEeNOBaHMA JIEKAapPCTBEHHOTO npenapara,
BEIJQHHOT'O YIIOJIHOMOYEHHBIM QenepasibHEIM OPTaHOM MCIIOJHMTEJNbHOM BJIACTU.
YIIOJIHOMOUEHHEM GemepalibHEM OpITaH MCIOJHUTEJIbHOM BJIACTU BEeIEeT PeecTp
BEIIIAHHBIX paspeleHnn Ha IpoBeIeHME KJIIMHUYECKMUX MCCJIeOOBaHUM
JIEKapCTBEHHOT'O IpelapaTa, CcomoepXauuy yKaszaHMe Ha MX Lejb WM Lely,
B YCTaHOBJIEHHOM D3TMM OpPTaHOM Hopfanke (B pen. demepallbHOT'O 3akKOHa OT

22 pmexabps 2014 . N 429-03 - CoOpaHmMe 3BaKOHOHNATEJILCTBA POCCUMCKOM
demepauunu, 2014, N 52, cr. 7540; demepasibHOTO 3akoHa OT 13 wmwoJs
2015 r. N 241-03 - CoBOpaHmMe 3aKOHOIATeJIbCTBa Poccurickol denepauuu,
2015, N 29, cT. 4367).

5. (YacTe 5 yTpaTuia CuJly Ha OCHOBaHUM denmepallbHOT'O 3aKOHa OT
22 pexabps 2014 r. N 429-03 - CoOpaHMEe 3aKOHOIATEJILCTBa POCCUMCKOM
demepaumnu, 2014, N 52, cr. 7540)

6. K opTraHM3aunNn IPOBEeOeH s KIIMHWYE CKUX MCCJIeIOBaHUM

JIEKaPCTBEHHOT'O NpenapaTra OJd MeOMUMHCKOTO NPMMEHEHMA paspadoTuMKOM
JISKAPCTBEHHOI'O IpelnapaTa MOI'YyT NPMBJIEKATbCSA OPUIAMYECKME JMla JIoOOoM
OPTaHM3alMOHHO-IPAaBOBOY (QOPMEI NPV yCJIOBMM ODEeCHedeHMS COOTBETCTBUSA
OTUX MCCJenOoBaHMM TpeboBaHMAM HacToAmero denmepalsilbHOT'O 3aKOHA.

7. KnmHMYeCKMe MCCJeIOBaHMA JIeKapCTBEHHEX IpenapaTos oA
MEINMLMHCKOTO IIPMMEHEHMS MNPOBOOATCS B MEIMUMHCKMX OpTraHM3aluMax,
AKKPEeIMTOBAHHEIX YIIOJIHOMOUEHHBIM (QenepalibHBIM OPI'aHOM MCIOJIHMUTEJIbHOM
BJIACTHU B nopanke, YCTaHOBJIEHHOM [IpaBUTEJIBECTBOM Poccurckon
denmepauunm.

8. IlepeueHb MeOMUMHCKMX OPTaHMB3aLMM, MVMe IMX [IPpaBO NIPOBOIUTH
KJIVMHUWYECKME MCCJIeNOBAaHMA JIEKAPCTBEHHEIX IpelapaToBR OJiS MEeOMIMHCKOTO
IIPMMEHEHMS, I PEeCTpP BHIOAHHEIX pa3pelleHM) Ha [NIPOBEeNeHMEe KIIMHMUECKUX
MCCJIeOOBaHUM JIEKapPCTBEHHEBIX IpenapaTos OnyOJIMKOBBEIBATCA "
pasMemanTcAa YTIOJIHOMOYEHHEIM benmepallbHEIM OPI'@HOM MCIIOJIHUTEJbHOM
BJIACTM B YCTaHOBJIEHHOM MM [OPAIKE Ha CBOeM OQMUMaJIbHOM calTe B CeTHU
"VurepHeT".

Crarbss 39. PemeHue O IIpoOBEeOEHVNM KIJIMHMYECKOI'O MCCJIEOOBAHUA
JIEKAPCTBEHHOTI'O IIpeliapaTa OJjid MeOMUIVMHCKOI'O
IIPMMEHEHMA

1. KimMHMUeCckOe MCCJIeHOBaHME JIeKapCTBEHHOT'O npernaparTa s
MEeIVUMHCKOTO I[PMMEeHEeHMs [IPOBOIMTCS Ha OCHOBAHMUM paspelleHus Ha
IpOBeneHVe KIMHMYUECKOTO WMCCJIeHOBaHMS JIEKAPCTBEHHOTO npenapara,
BEIIAHHOT'O YIIOJIHOMOUYEHHEM GenepaJsibHEIM OPI'aHOM MCIIOJIHUTEJIBHOW  BJIACTU
10 pe3yJjibTaTaM DKCIEePTU3E LOOKYMEHTOB, HEOOXOOMMBIX IJIS I[IOJIyYeHUS
paspeleHys Ha NPOBeIeHMe KIMHUUECKOI'O MCCJIeIOBAaHMS JIeKapCTBEHHOTO
npernapara u 3TUYECKOW SKCIEPTUSHL.

2. s T[OoJydeHMS paspelleHUS Ha [IpOBeNeHe KJIMHNYECKOT'O
MCCJIeOIOBAHMUSA JIEKAPCTBEHHOT'O IIpelnapaTa Ijg MeOMLUMHCKOI'O IIPUMeHeHUS
3asBUTEIb IpenCcTaBJigeT B YIIOJIHOMOYEHHBIN benepaibHEM opraH
VICIIOJIHUTEJILHOM BJIACTM :

1) =asByeHMe O BHIAUEe pas3peleHMVs Ha IPOBEeIeHMe KJIMHUUECKOTO
MCCJIeOIOBAaHMSA JIEKAPCTBEHHOT'O IpellapaTa Ojs MeIMLUMHCKOI'O IIPUMEeHEeHMS;

2) xomuy IOOKYMEHTOB, I[NOITBEPXIANIMX VYIJIaTy TIOCYyIapCTBEHHOMN



IIOWJIMHEL 3a [NPOBEIEHME BTUUECKOM SKCIEPTU3E, BKCIEPTU3E HLOKYMEHTOB
Ha JIEKapCTBEHHBI IpenapaT OJjd [IOJIydeHMd paspelleHrMsa Ha [IpOoBeIOeHMe
KJIMHMYECKOT'O MCCJIeNOBaHMA JIEKAPCTBEHHOT'O IpelapaTa Ojsd MeOMLMHCKOIO
IpMMEeHeHMsa, 3a BhIady pas3pelleHus Ha IpoBeIeHME KJIIMHUYECKOTO
MCCJIeOOBaHMA JIEKaPCTBEHHOTO IpelapaTa OJd MeIMUMHCKOI'O [IPUMMEHEHUHd,
3a NPOBEIEHME DSKCIEPTU3E INOKYMEHTOB Ha JIEKApCTBEHHE IpenapaT »Oid
IIOJIydYeHUs pas3pelleHMsa Ha IPpOoBeIeHMe MeXIYyHapOOHOT'O MHOT'OLEHTPOBOIO
KJIVMHUYECKOT'O MCCJIeNOBaHMA JIEKaPCTBEHHOT'O IpellapaTa OJg MEeOMLIMHCKOTO
IIPMMEHEHMS, 3a BblOady paspelleHMs Ha [IpPpOBeIeHME MeXIYyHapOOHOTO
MHOTOLIEHTPOBOTO KJIMHMYUECKOTO MCCJIeIOBaHMA JIEKAaPCTBEHHOTO MpenaparTa
0Jig MEeOMUMHCKOI'O IPMMEHEeHMS, 3a [IpOoBeIdeHMe OTUUECKOM BSKCIEePTU3H,
SKCIIEPTU3E INOKYMEHTOB Ha JIEKAaPCTBEHHBM [OpenapaT ojd [IOJIyYeHUS
pas3peleHus Ha IpoBeNeHKE IOCTPETMUCTPALMOHHOTO KJIMHUYECKOTO
MCCJIeDOBaHMA JIEKAPCTBEHHOT'O IpelapaTa Ojs MeIMLUMHCKOTO [PpMMEeHeHMS,
3a BEIIAYY paspemeHusa Ha IpoBeIeHUe IIOCTPEIMCTPALMOHHOTO
KJIVMHUYECKOT'O MCCJIeNOBaHMA JIEKaPCTBEHHOT'O IpellapaTa OJg MEeOMIMHCKOTO
IPMMEHEeHMa, WM 10 COOCTBEHHOM MHUIMATUBE YyKaz3aHHBE INOKYMEHTH. B
crydae HeNpenCTaBJIeHUSA 3aaBUTEJIEM YyKasBaHHBIX IOOKYMEHTOB
YIIOJIHOMOUEHHE QenepaJibHBY OPI'aH MCIOJHUTEJIEHOM BJIACTM I[IPOBEPSET
baxT ymojaTeE I'OCYIapCTBEHHOM I[OUJIMHEL C MCIIOJIb30BaHMEM MHOopMauuy 0O
yjlaTe TOCYHAapCTBEHHOM IIOUJIMHBEI, CcoOepXxameycs B ['OCyZapCTBEHHOMU
MHQOPMaLMOHHOM cucTeMme o) TOCYyIapCTBEHHEX U My HMLMIIAJIbHBIX
njaTexax, Ha OCHOBaHMM IIPEeNCTaBJIEHHBEIX 3adgBMUTEJIEM KONMNM OOKYMEHTOB;

3) IOPOTOKOJ KJIMHUYUECKOT'O MCCJIeIOBAHUSA JIEKAaPCTBEHHOT'O IIpelapaTa
oJig MeOMLUMHCKOIT'O IPMMEeHeHUS;

4) Opoumopy MCCJenoBaTeld;

5) mMHQOPMALIMOHHBEIN JIMCTOK IalMeHTa;

6) ceBeneHusa o0 omnblTe Pa®OTH MCCJIeNOBaTEJIEM IO COOTBETCTBYIIUMM

CHeuraJIbHOCTSAM ¥ WUX OIbelTe padoTe IO IpOBENEHNIO KJIMHMUE CKMX
MCCJIeDOBAaHMUI;
7) cBemeHus o MeOULIMHCKUX OpTraHM3auusax, B KOTOPEIX

npennojlaraeTcsa NPOBeleHMe KIIMHUUECKOTO MCCJIeIOBAaHUA JIEKAPCTBEHHOTO
npenapaTa IJjig MeOUUMHCKOT'O IIpPMMEeHEeHMsa  (IIOJIHOE n COKpalleHHOe
HaVMEHOBAaHMUA, OpTaHMB3AaLUMOHHO-INpaBoBas GopmMa, MeCTO HaxXOXIeHUS U
MECTO OCYIeCTBJIEHUS IesaTeJIbHOCTH, TenedoH, Tenedpakc, ampec
DIIEKTPOHHOY IIOYUTH KaXIOOM MeOMUMHCKOM OpTraHM3alum) ;

8) cBemeHUs O INpennojlaraeMelx CpPpOoKax IMIPOBEOeHUs KJIMHUUECKOTO
MCCJIeNOBaHMUA JIeKapCTBEHHOT'O IpernapaTa OJld MeIMUMHCKOT'O IIPVMMEHEHUS;

9) xomnmo IOoToBOpa 0083aTEJIbHOT'O CTPaxoBaHMA, 3aKJIOUEeHHOT'O B
COOTBETCTBUM C TUIIOBEIMM IIpaBujlaMy 0043aTeJIbHOTO CTpaxoBaHUA, C
yKaszsaHueM npenejibHOM UM CJIEHHOCTU IalMeHTOR, Yy4YacCTBYoIIMX B
KJIMHUYECKOM MCCJIENOBAHUM JIEKAPCTBEHHOT'O IpelapaTa OJjsd MeOMIMHCKOTO
IIPVMEHEHUS ;

10) wmubopmalmio O cocTaBe JIEKAPCTBEHHOTO npenaparta oJjsa
MEOULVHCKOTO IIPUMEHEHU;

11) nmokxymMeHT, COoCTaBJIEHHEBIM IPOU3BOOUTEIIEM JIeKapCTBEHHOTO
npenapaTa IJigd MeIOUUMHCKOT'O I[PMMEeHEeHMS U COIepXalMM [oKa3aTesn
(XapakKTepuCTUKM) , a TakKxXe CBelleHUs O JIeKapCTBEHHOM IpenapaTe IOJd
MEOUUVHCKOTO IMNPUMEHEHMUHA, IPOMIBEIEHHOM IJiS I[IPOBeIeHUS KJIMHUUECKUX
VICCJIEONOBaAHMUI;

12) xomnmio JIMLUEH3UM Ha I[IPOM3BOANCTBO JIeKapCTBEHHHBIX CPEIOCTB B
criiydyae, eCyy IPOM3BOIACTBO JIEKAPCTBEHHOTO IIpellapaTa OCYIEeCTBJISeTCsa B
Poccurickom Qemepaumy, UK KOIIMIO 3aKJIOUEeHY S o) COOTBETCTBUU



IIpomM3sBOONUTETIA JIEKapPCTBEHHOTI'O nperaparTra ’I‘pe@OBaHI/IHM IIpaBUl

Haexame IPOM3BOLCTBEHHON IPaKTUKHA, BBIIAHHOTO KOMIIE T€H THEIM
YIIOJIHOMOUYEHHEIM opraHoOM CTPAaHE IPOU3BOONUTET S JIEKaPCTBEHHOTO
npenapara.

3. B Cpok, He NpeBbIIAKIMY NATKM padoumx OHEV CcO IHS IPUHSTHUS
yKas3aHHOTO B INyHKTe 1 yacTtmM 2 HACTOAWEeM CTaTbM SBagBJIEHUS U
HEe 0O X0 OMMBIX IOKYMEHTORB, YIIOJIHOMOYEHHEIM benepalbHEM opraH
VCIIOJIHUTEJIbHOM BJIACTU :

1) ODpoBOOMT TNPOBEPKY IIOJIHOTEH n OOCTOBEPHOCTHU CBeIeHUuM,
comepXalMxCcsa B NPelCTaBJIEHHBIX 3adgBUTEJIEM IOKYMeHTax;

2) IpUHUMAaeT pelleHMe O IMPOBEINeHMUM DKCIEPTM3E HOOKYMEHTOB  IJif
IIOJIYyUEeHMsa paspelleHrs Ha [IpOoBeIeHUe KJIMHUYECKOTO VCCJIeOOBaHUAa
JIEKAPCTBEHHOTO IIpelapaTa IJjsg MeIMLUMHCKOTO IMPMMEHEeHMS U BTUUECKOU
DKCIEPTURH MM 00 OTKa3e B IPOBENEeHUM yKa3aHHHIX DKCIEepTU3;

3) yBenomyigeT B DJIEKTPOHHOM QopmMe mIM Ha OyMaxHOM HOCUTeJe
3a8aBUTEJNIA O NPUHATOM PpeleHur Jambo B Cjydae OPpUHATUS peueHus o060
OTKaze TakKXe C YyKa3aHueM IPpUUMH TakKoT'o OTKaz3a;

4) NnoAOTOTaBJIMBAET M HAIpPaBJISEeT B BKCIEPTHOE yUpexXIeHMe M COBET
IO 3TUKE 3BallaHye Ha I[IPOBeIeHMe COOTBETCTBYUMX BKCIEPTU3.

4. B cJaydae BHABJIEHMS HEIMIOJHOTHL U (MJnM) HEeIOCTOBEPHOCTU
vHbOpMaLMM, COIepXalle¥Ccd B MNPeICTaBJIEHHHX 3asBUTEJIeM IOKYyMeHTax,
YIIOJIHOMOUEHHE delnepalibHBIY OPI'aH MCIIOJIHMTEJIbHOM BJIACTM HAalpaBJIgeT
3ag9BUTEJIO0 3aNpPOoC 00 YyTOUHEHMM yKaszaHHOM MHOopMaumm. HaHHBIM 3amnpoc
MOXeT OBITH [IepelaH YIOJHOMOUEHHOMY IMNPEeICTaBUTEJIO 3adBUTEJIS JIMYHO
non pacnmucky, HanpakeJIeH [0 MOoUTe 3akKa3HBM NIMCbBMOM MJIM IIepenaH
B BJIEKTPOHHOM (QOpMe IO TeJIEKOMMYHMKAIIMOHHEIM KaHajJlaM CBA3M. B ciydae
HalnpaBJIEHMsS NAaHHOT'O 3alpoca IO IIouTe 3akKa3HbIM [IMCBMOM OH CUMTAeTCH
IIOJIYUEHHEIM [10 MCTEeUeHMM WeCTM IOHEeM C IaThl HalpaBJIeHUsS 3aKasHOTo

nmMceMa . B3aaBuTENb oba3aH npencTaBUThb oTBET Ha 3anpoc
YIIOJIHOMOYEHHOT'O (QemepasibHOT'O OpTaHa MCIOJHUTEJIbHOM BJIACTM B  CPOK,
He [pEeBBIIaKIMY OeBAHOCTa paboumx IOHEM CO IOHA ero nojgydeHuda. Cpok,
YKasz3aHHBM B YacTM 3 HaACTOdAWeM CcTaTbM, [IPMOCTAHABJIMBAETCS CO OHS

HaIpaBJIEHMs 3asaBUTEJIO 3anpoca yINOJHOMOYUEHHOTO (GenepasibHOTO opraHa
VICIIOJIHUTEJILHOM BJIACTM OO IHS IOJIYYEeHMsS MM COOTBETCTBYKUET'O OTBETA U
HE YUMTEHIBAETCS I[IPM MCUMCIIEHMM CpOoKa IPUHSATUSA YIIOJIHOMOUYEHHEIM
benmepasibHEIM OPTAHOM MCIIOJIHUTEJIBHOM BJIACTM pPelleHMs O [IPOBEIeHUM
SKCIEPTU3H NOKYMEHTOB IJjisg I[OJIydeHMS pa3peleHus Ha IpoBeneHme
KJIMHMYECKOTO MCCJIeOOBaHMS JIEKAPCTBEHHOT'O IpelapaTa Ojid MeOMUMHCKOIO
[IPYIMEeHEHYS .

5. OcHOBaHMEM IJjisg OTKasza B I[POBEIEHMM BSKCIEPTU3E ITOKYMEHTOB
IJIsS TMOJIyYeHMS pas3pelleHus Ha [NPOBeIeHMe KJIIMHMUECKOTO MUCCJeOOBaHMUs
JIEKAPCTBEHHOT'O IpernapaTa Ijid MeIMUMHCKOIT'O [PMMEHEHMS U DTUYECKOM
DKCIEePTU3H ABJIAETCHS INpencTaBJIeHue IOOKYMEHTOB, IpenyCMOTPEHHEIX
YacThi 2 HaCTOsWEeY CcTaTbM, B HENOJIHOM of0BbeMe, HenpelCcTaBJIeHUe
3agBUTEJIEM B YCTAHOBJIEHHEI CPOK OTBeTa Ha YyKas3aHHEM B uyacTtu 4
HacCTOdmeM CTaTbM 3alpoc YIIOJIHOMOYEHHOT'O benepanbHOTO opraxa
VICIIOJIHUTEJILHOM BJIACTM JIMOO OTCYTCTBME B I[IPEINCTABJIEHHHIX IOKYMEHTAaXx
MCUEepNEBaIEeTO IepeyHs HeoOXOIMMOM WHOoOpMaLUMM WU nubopmalmm,
KOoTOopas IOOJDKHa OHTH OTpaxeHa B HMX, a Takxe OTCYTCTBMEe MHbOOpMauuy,
rnomTBepxnamomer GaxT yrnjaTh I'OCYHapCTBEHHOM I[OUJIMHE 3a& I[IPOBEeIeHMe
STUUECKOY BKCIEPTM3E, BOKCIEPTU3E IOKYMEHTOB Ha JIeKapCTBEHHEM
npenapaTt Ijsg I[IOJIydeHWUs pas3peleHus Ha [OpOBeIeHUue KJIIVMHUYECKOTO
MCCJIeNOBaHMs JIEKAPCTBEHHOTO INpenapaTa Ojis MeIMUMHCKOTO MNPYMEHEeHMS,



3a BHIOAUY pPal3peueHus Ha [OIPOBEINeHMre KIMHUUECKOTO MCCJIeDOBAaHUS
JIeKapCTBEHHOT'O IpenapaTa OJjsg MeOMUMHCKOT'O IIPMMEHEHMS, 3a IIPpOBeIeHUue
DKCIEPTURE NOKYMEHTOB Ha JIEKAPCTBEHHHM IIpenapaT IJd [IOJIyUdeHUs
paspeleHns Ha IpoBeneHME MeXIYyHaAPOIHOTO MHOT'OLIEHTPOBOT'O
KJIMHMUYECKOT'O MCCJIeNOBaHMA JIEKAPCTBEHHOI'O IpellapaTa Ijid MeOMLMHCKOI'O
IIPUMMEHEHMS, 3a BbHIOAUy paspelleHMs Ha [IPpOBeleHMe MeXIyHapOoOHOTO
MHOT'OLIEHTPOBOT'O KJIMHUUECKOT'O MCCJIENOBaHMSA JIeKapCTBEHHOTO IIpernapara
OJIsT MEOMUMHCKOTO MPVMMEHEHMS, 3a I[POBEeIeHMe BTUUECKOM BKCIEPTHU3H,
SKCIEPTURHE NOKYMEHTOB Ha JIEKAPCTBEHHHM HOpernapaT IOJsa I[IOJIyUeHUs
paspeueHus Ha IpoBeIeHKE IIOCTPETUCTPALMOHHOTO KJIMHUYECKOT'O
MCCJIeNOBaHMA JIeKapCTBEHHOT'O IpelapaTa IOJd MeIMLIMHCKOT'O IIPUMEeHeHUH,
3a BEIIAYY paspelneH s Ha IpoBeIeH e IOCTPETUCTPALMOHHOTO
KJIMHMUYECKOT'O MCCJIeNOBaHMA JIEKAPCTBEHHOI'O IpellapaTa Ijigd MeOMLMHCKOI'O
IIPVMEHEHNS .

6. [lpoBemeHME DKCIEPTU3E NOKYMEHTOB IJIS I[IOJIyUeHUS pa3peleHus
Ha IpoBelleHMEe KIIMHUUECKOI'O MCCJIeNOBaHMsa JIEKAPCTBEHHOT'O IIpelapara
OJIT MEOVLIMHCKOTO MNPMMEHEHMS UM BTUUYECKOM DKCIEPTUSH, COCTaBJIEHUE
KOMMCCHUEV BKCIEPTOB M COBETOM I[10 2TUKE 3aKJIOUEeHMUM O BO3MOXHOCTM WMJIM
HEBO3MOXHOCTM TIIPOBEIOEeHUS TaKOoT'o KJIMHUYECKOT'O MCCJIeNOBaHUSI n
HampapBJIeHVE 3TUX 3BaKJIOUEHMM B  YIOJIHOMOUEHHBEDN GbenepasibHEM OpTraH
VCIIOJIHUTEJILHOY  BJIACTM OCYHECTBJIAIOTCS B CPOK, He 1P e BhIIA I
TpMAOLuaTKM paboumMx IOHEM CO HOHS I[IOJIyUYeHMS DKCIEePTHBM YyUYpexXIeHMeM
3amaHysa YIOJIHOMOUEHHOT'O (dernepalibHOT'O opraHa MCIOJIHMTEJIbBHOM BJIACTU C
IPUJIOXEHVEM INOKYMEHTOB, YKasaHHHBX B nyHkTax 3, 4, 10 m 11 wactu 2
HacTosWey CcTaTbM, ¥ COBETOM IO DSTUKE 23aTaHusg YIIOJHOMOUEHHOTO
bemepaslbHOT'O OpT'aHa MCIIOJIHUTEJILHOM BJIACTU C MIPUJIOXEHMEM IOKYMEHTOB,
YKAa3aHHBIX B NyHKTax 3-6, 8 m 9 uyvacTm 2 HacToOdlel CTaTbu.

7. B Cpok, He NpeBbIIAKIMY NATK padoumx NOHEV CO OHS [IOJIyUYeHUS
3aKJIOUEHUM, YKa3aHHBEIX B YacTM 6 HACTOsAWEM CTaTbX, YIOJHOMOUEHHLIM
bernmepasbHEM OpPT'aH MCIIOJIHUTEJIbHOM BJIACTMU:

1) ocyumecTBJISeT OLEHKY INOCTYIMBIMX 3aKJIOUEeHUM IJId OllpenesieHUs
X COOTBETCTBMS BamaHMSAM Ha NPOBEeIEeHMEe COOTBETCTBYWIMX DKCIEPTUS;

2) HOpvHMMaeT pPeleHue O BhIOaue paspelleHurs Ha IpoBeleHMe
KJIMHUYECKOT'O MCCJIeNOBaHMA JIEKapCTBEHHOT'O IpelapaTa OJd MeOMIMHCKOTO
IpUMEeHeHMs UM OO0 OTkKa3e B BHIAUe yKa3aHHOT'O paspelleHMs;

3) BHIAEeT paspelleHMe Ha NPOBeIeHMe KIMHUYUECKOT'O MCCJIeIOBaHUS
JIeKapCTBEHHOT'O IpernapaTa Ojs MEeOMUIMHCKOTO NPMMEHEHMS WM peumeHue o0
OTKase B BHIaUe yKa3aHHOT'O paspelleHMs C yKa3aHMeM IIPUUMH OTKa3a.

8. OcHOBaHMEM IJId OTKa3a B BbOaue paspelleHrs Ha [IpoBeleHUe
KJIMHMUYECKOT'O MCCJIeNOBaHMA JIEKAPCTBEHHOI'O IpellapaTa Ijid MeOMLMHCKOI'O
IPYMEHEHMVS SABJISEeTCS HajJuuye 3BakKJIOUEeHMVS KOMMCCUM BKCIEPTOB WM
3aKJIOUEHMS COBEeTa II0 DTUKE O HEBO3MOXHOCTM INPOBEIEeHMS KJIMHUUECKOT'O
MCCJIeNOBaHMUA JIeKapCTBEHHOT'O IpernapaTa OJld MeIMLIMHCKOT'O IIPUMEHEeHUS
IO peslyJibTaTaM I[IPOBEIEHHEX DBKCIePTU3, NPEeOyCMOTPEHHEX UYacThbilo 6
HacToAlle CTaThbU.

9. PemeHue 00O OTKaze B INPOBEIEHUM BKCIEPTU3BE JOKYMEHTOB IJId
IIOJIyUYeHMs pasl3pelleHrs Ha [IpOBeIdeHue KJIMHUYECKOT'O VCCJIeHOBaHMS
JIEKapCTBEHHOT'O IpernapaTra Ojs MEeOIMUIMHCKOTO IMPMMEHEeHMs U DSTUUECKOU
SKCIEPTMRE M B BHIOAUE pPaspelleHrs Ha [OPOBeIeHUe KJIMHUYECKOTO
MCCJIeNOBaHMUA JIeKapCTBEHHOT'O IpernapaTa Ojld MeIMLIMHCKOTO IIPUMEHEeHUS
MOXeT OBITb 0O0XaJIoOBAHO B IOpPSIOKe, YCTAaHOBJIEHHOM 3aKOHOIATEJIbCTBOM
Poccurickoy denepalllM.

(Crarpsa 39 B pen. denepallbHOTO 3akKoHa OT 22 mekabpsa 2014 r. N



429-93 - CobpaHuMe BakoHOIaTesibCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540)

Crarbs 39-1. 3Tuueckasa BKCIepTU3a

1. OTuueckas SKCIEePTM3a NPOBOAMTCS COBETOM IO 3TUKE, CO3IaHHEM
B I[OpfAIKe, YCTaHOBJIEHHOM YIIOJIHOMOYEHHBIM benepanbHEIM OpPT'aHOM
VICIIOJIHUTEJIbHOY BJIACTM, B LeJaIX BbBOAUM 3aKJIOUYeHMsS 00 BSTUUeCKOMU
ODOCHOBaAHHOCTM BO3MOXHOCTM [NPOBEHNEHMI KIMHMUECKOTO MCCJeIOBaHUS
JIeKAPCTBEHHOT'O IIpelapaTa Ojs MeOMLUMHCKOI'O IPMMEeHeHMS.

2. OkcIonepTaMM CcoBeTa IO BSTHUKE MOTYT OEITB npencTaBUTeNnn
MEIOMLMHCKMX OpTraHM3aluy, Hay4HBIX opraHmU3aLuy, obpaszoBaTesIbHBIX
opraHM3alMy BEICLETO OOpa30BaHMA, a TaKXe NPpenCcTaBUTe M OOleCTBEHHHX
opraHmM3aluny, PeJIUTMO3HEX OpTaHM3aluM UM CpelCTB MaCCOBOM MHOOpMaLMM.
IaHHBIE SDKCIEPTH HE HOOJDKHBI HAaXOOMTHCS B KAKOM-JMOO 3aBUCHMMOCTM OT
pa3paboTuMKOB JleKapCTBEHHBIX penapaTos n OIpyTImx JInLL,
3aMHTEPECOBAHHEIX B pe3yJibTaTax 3TUUECKOM BKCIEPTU3EHL.

3. OnjaTta ycJyI SKCIEepTOB COBeTa IO HSTUKe OCYHNeCTBJISAeTCsa Ha
OCHOBAaHMM IOTOBOPA, 3aKJIOUEHHOT'O MeXIy VYIOJHOMOYEHHEM O(QelepallbHEM
OPT'aHOM MCIIOJIHUTEJIbHOM BJIaCTM, KOTOPHM CO3IaH COBET IO DBTUKE, U
BKCIEPTOM COBeTa [0 BTUKEe, 3a CUYerT BOromKe THBEIX aCCUT'HOBAHUM,
IPeNyCMOTPEHHEIX YIIOJHOMOYEHHOMY GenepallbHOMYy OpTaHy MCIOJIHMTEJNbHOM
BJIaCTM, KOTOPEIM CO3IaH COBET IO 3TMUKe, B OenepainbHOM OKIXeTe Ha
COOTBETCTBYyUMUIN IO Ha obecledeHMe eI'0 H»OedTeJIbHOCTM, B pasMepax,
YCTAaHOBJIEHHEIX [IpaBUTEeNILCTBOM PoccuMckom demepallu.

4. DxcHepTHl CcoOBeTa 1o STUKE HECYT OTBETCTBEHHOCTDb B
COOTBETCTBUM C 3aKOHOINATEJILCTBOM Poccurickor demepaumu.

5. CocTap coBeTa IO 3TUKE, IOJIOXeHMEe OO0 B3TOM COBeTe, I[OPANOK
ero OedTeJIbHOCTM, TpeboBaHMs K KBaluM@uKaumMy M ONBETY paboTel IO
SKCIEPTHOM OlLleHKEe Hay4yHBIX, MeIOUIMHCKUX U STUYECKUX aCIIEKTOB
KJIMHMYECKUX MCCJIeNOBaHMM JIEKAPCTBEHHBIX I[IpelnapaToB I8 MeOMLMHCKOIO
IPpVMMEHEHMS, NPpenbsaBJISEeMEIE K SBKCIepTaM CcoBeTa IO 3TUKe, [NOPSIOOoK
opraHM3alUMy U NPOBEIEeHMS DTUUECKOM BSKCIepTU3b, GopMa BakKJIO4YeHUS
COBeTa MNO 3TUKE YCTAaHaBJIMBATCA YIHNOJIHOMOYEHHEIM (QelepalibHEIM OpPI'aHOM
MICIIOJIHUTEJIbHOM BJIACTM. UMCJIO NpeAcTaBUTeJIeY MeOMLMHCKMX OpTaHM3alLuM
HEe MOXET IPEBBIATh I[IOJIOBMHY OT OOWErO uMcjla SKCIEPTOB COBeTa IO
3TUKE .

6. MHbopMauMsa O COCTaBe COBeTa II0 3TUKe, IIJJaHax ero paboTe u
TeKkylmen OeaTeJIbHOCTHU pasmMenmaeTcs Ha oPMLMAaJIEHOM camnure
YIIOJIHOMOYEHHOTO QenepalslbHOT'O OpTaHa MCIOJIHMTEJIbHOM BJIACTM B CEeTHU
"MuTepHeT" B YyCTAHOBJIEHHOM MM IIOPSIKE.

(Crarpsa 39-1 BBenmeHa denepalibHBEIM 3aKOHOM OT 22 nekabps 2014 r.
N 429-03 - CobpaHMe BaKoOHOIaTesbCTBa Poccumckou demepaumm, 2014, N
52, cT. 7540)

Crarbsa 40. [IpoBeneHMEe KJIMHMUECKOI'O MCCJIeOOBaHUS
JIEKAPCTBEHHOTO IpernapaTa IJjg MeIMLMHCKOT'O
[IPMMEHEHU I

1. PyxoBOIMTEJIb MEIOMIMHCKOM OpTaHM3aumm, KoTopas IPOBOOUT
KJIMHMYECKOe MCCJIefOBaHMe JIEKAPCTBEHHOT'O INpelapaTa IOjiid MeOMLMHCKOI'O
IpMMEHEeHMs, Ha3HaudaeT MCCJlefoBaTeligd, OTBETCTBEHHOI'O 3a IpOoBeIeHUe
TaKoTO MCCJIeHOBaHuUsa u VIMEMEeTro JeuebHy0 CIeluuasbHOCTE,



COOTBETCTBYIIYIO IIPOBOOUMOMY KJIMHMYECKOMY MCCJIeIOBAaHMIO
JIEKAPCTBEHHOTO npemnapara, co cTaxem PaboTE 10 IHIporpaMMaMm
KJIIMHMYECKUX MCCJIeNOBaHMM JIEKaPCTBEHHEIX IIpelapaToB He MeHee ueM Tpu
Tomga M IO eTo [NPenJIOKEHMIO Has3HadaeT CoMCCJlemoBaTesyiell U3 uucia
Bpadelr STOM MEeIOMUMHCKOM opraHmu3auum (B pen. delepalibHOTO 3aKOHA OT
22 pmexabps 2014 . N 429-03 - CoOpaHmMe 3aKOHOHNATEJILCTBAa POCCUMCKOM
depmepauun, 2014, N 52, cr. 7540).

2. VccrnemoBaTesib  OCYWeCTBJSEeT BHOOP [NAUMEHTOB, KOTOPHE IIO
MEeIMUMHCKMM I[IOKAaBaHMAM MOTYT OHTH [IPUBJIEUEHEL K y4acTHIo B
KJIMHMYECKOM MCCJIENOBaHMM JIEKAPCTBEHHOT'O IpelapaTa Ojsg MeOMLMHCKOIO
IIPMMEHEHUS .

3. lccrnemoBaTesb U COMCCJIEHOBATEJM HOJIKHBI OEITH O3HAKOMJIEHEl C
pesylbTaTaMy IOKJIMHUYUECKOI'O MCCJIeIOBAaHMS JIEKAaPCTBEHHOT'O CPEICTBa,
coIepXalMHIC S B Bpoumope uccrenoeaTensd, IIPOEKTOM IIPOTOKOJIa
KJIMHMYECKOT'O MCCJIeNOBaHMA JIEKAPCTBEHHOT'O IpelapaTa Ojsd MeOMLMHCKOIO
IpUMeHeHMsa, pa3pa®oTaHHEIM pa3padoTUuMKOM JIEKAPCTBEHHOT'O IIpelapaTa
MM MHBIM OPUOMYECKMM JIMLIOM, I[IPMBJIEKAeMbIM K OpTaHM3aluy [IPOBeIeHUS
KJIMHMYECKOT'O MCCJIeNOBaHMA JIEKAPCTBEHHOT'O IpellapaTa Ojsg MeOMLMHCKOIO
IPpMMEHEHMa, M IPpYyTMMM MaTepualaMy TaKoI'o MCCIeNOBaHMA.

3-1. PyKOBOIMTEJb MeIOVLVHCKOM opraHu3aluumn B CpPOK, He
IpeBHIaIMY TpexX padouMx OHEM CO IOHSA Haudajla [IPOBeHNeHMS KIIMHUYUEeCKOI'O
MCCJIeDOBaHMA JIEKAPCTBEHHOT'O IpelnapaTa Ojs MeIMUMHCKOTO [PpMMEeHeHMS,
coobmaeT 060 B3TOM B YIOJIHOMOUEHHEM (ellepaJsibHEI OpIT'aH MCIIOJIHUTEJIbHOM
BJIAaCTM, BHIABULIMM pas3pelleHVe Ha [IPOBeIeHMe TakKoI'o MCCJIeOOBaHMS, II0
yCTaHOBJIeHHOM MM ¢opMe (uacTb 3-1 BBemeHa demepalibHBEIM 3akKOHOM OT 29
Hoabps 2010 r. N 313-03 - CobpaHmMe B3BaKOHOIATEJILCTBa POCCUMCKOM
depmepauun, 2010, N 49, cr. 6409).

4. OpraHuszauumu, oCylleCTRJIIALIME OpTraHM3aLNIO0 IpoBeNeHns
KJIMHMUYECKOT'O MCCJIENOBaHMA JIEKAPCTBEHHOI'O IpellapaTa Iojid MeOMLMHCKOI'O
IIPUMEHEHMS W yKa3aHHHEe B YacTu 3 cTaTbu 38 HacTodmero demepalibHOTO
3aKOHa, B CJlydae HeOOXOIMMOCTM BHECEHMS WM3MEHEHUM B MNIPOTOKOJI
KJIMHMUYECKOT'O MCCJIeNOBaHMA JIEKAPCTBEHHOI'O IpellapaTa Ijid MeOMLMHCKOI'O
IpMMeHeHMsa coofmaiT o0 3TOM B  YIIOJIHOMOUEHHB OGenepallbHE OpraH
MCIIOJIHMTEJNIbHOM BJIACTM, BBIOABUMI pas3pelleHre Ha [pOoBeIeHMe TakKoI'o
MCCJIeOfOBaHMA, IO yCTaHOBJIeHHOM MM QopMe (B pen. demepalibHOTO BakKOoHA

or 11 oxTabps 2010 r. N 271-03 - CoOpaHMe 3aKOHOINATEJILCTBA
Poccurickon demepaumm, 2010, N 42, cr. 5293).
4-1. dopma coofueHms O BHECEHMM WU3BMEeHEeHUM B IIPOTOKOJI

KJIMHUYECKOT'O MCCJIeNOBaHMA JIEeKapCTBEHHOT'O IpelapaTa OJd MeOUIMHCKOTO
IpUMEeHEHUA IOJIKHA COoIepXaThb CJenyolre CBeIeHUd:

1) HaMMeHOBaHME, UISHTUOMKAUMOHHEIM HOMEp WM IaTa [IPpOTOoKOJa
KJIMHUYECKOT'O MCCJIeNOBaHULA;

2) mara BHECEeHUusd M3MEHEeHUN B IIPOTOKOJI KJIMHMYUECKOT'O
VCCJIeNOBaHUA;

3) HaVMMEeHOBAHME UM MECTO HAaXOXIEeHWUsS 3aSBUTEJIS;

4) HavMeHOBaHMe opraHm3aluuy, IPUBJIEYEHHOMN pPas3paboTumMKoOM
JIeKapCTBEHHOT'O IperapaTa K opTaHM3aluuM I[IPOBENeHMS KJIMHUUECKOTO
KCCJIenoBaHm4a (IpM HaJIuduu) ;

5) HawvMeHOBaHMSA M MEeCTa HaXOXIeHUS MeIUIMHCKUX OpTaHM3aumi, B
KOTOPEIX IPOBOOMTCS KJIMHMUECKOE MCCJIeNOBaHUE;

6) znara BBEIIAYUM paspelueHus Ha IpoBeNeH e KJIMHUYECKOT'O
MCCJIENOBAaHUA M HOMEP 32TOTO pal3pelleHusd;

7) M3MeHEeHWUs, BHOCHUMBIE B MNPOTOKOJI KJIMHMUECKOIT'O MCCJeIOBaHUA.



(JacTp 4-1 BBemeHa OdemepalibHBEIM 3akoHOM oT 11 oxrabps 2010 r. N
271-93 - CobpaHMe 3akKoHOIaTesibCTBa Poccuyckom denmepaumnnu, 2010, N
42, cT. 5293)

5. B Cpok, He I[peBHIlALMY TpUILaTK padouwx IHEeM CcO IHSA
IIoJIydeHMUs yKaszaHHoOTro B uyactu 4 HacTodlmen CTaTbU cooBueHus,
YTIOJIHOMOUE HHEIN bernepanbHEM opraH VICIIOJIHUTEJIb HOM BJIACTHU
paccMaTpuBaeT 3TO COODUEeHMe B YCTAaHOBJIEHHOM MM IOPSIOKE UM IIPUMHMMAET
peleHye O BHECEHUM M3MEeHEeHMUM B INIPOTOKOJI KJIMHUYUECKOI'O MCCJIeIOBaHUS
JIEKAPCTBEHHOI'O IIpelapaTa IJjigd MeOMUMHCKOI'O IPMMeHeHMS WM 00 oTkasze
BO BHECEHUM TaKuUX U3MeHeHuM. Illpu PaccMOTpPEHUN coobueHms o
HeoOXOOMMOCTHU BHECeHUsd V3MEHEeHUM B IIPOTOKOJI KJIMHUYECKOT'O
MCCJIeDOBAHMUSA JIEKAPCTBEHHOI'O IIpelapaTa Ijsg MeOMLUMHCKOI'O [IPMMeHeHMS B
LeJyigx OLeHKM OOOCHOBAHHOCTM [Ipedjlal'aeMblX M3MEeHeHUM UM OolIpelesieHUS
CTeleHM pMucCKa IJig [alUMeHTOB, [IPMHMMAIMX YydacTHUe B KIMHUUYECKUX
MCCJIeNOBaHMUAX, YIOJHOMOUEHHEIM (QelepaJlibHEIM OPI'aHOM MCIIOJIHUTEJIbHOM
BJIACTM MOTYT IIPMBJIEKATHCHA DKCIEPTHL COBeTa [0 D3TuKe (B pen.
demepasIbHOTO 3akoHa OT 22 gnekabps 2014 r. N 429-03 - CobOpaHue
3akoHoOmaTesibCcTBa Poccumckom denepaumm, 2014, N 52, cr. 7540).

6. KimHMueckoe MCCJIeIOBaHMe JIeKapCTBEHHOTO npenapara nns
MEeIMUMHCKOTO IPMMEHEHMs MOXeT OBTb NPMOCTAHOBJIEHO WJIM IPeKpalleHOo,
ecyi B IIpoOllecCe ero IpoBeleHuMsa OOHapyXeHa OIaCHOCTb IJIiS XM3HU,
3I00POBbA IALUMEHTOB. B CcJjlydae BOBHUKHOBEHMS OINACHOCTM IJIS XMU3HU,
3I00POBbA IALMEHTAa, YUaCTBYIIETO B KJIMHUYE CKOM VCCJIe IOBaHUN
JIEKAPCTBEHHOI'O IIpellapaTa Iojs MeOMLUMHCKOI'O IPMMEeHeHMS, MCCJleIoBaTesu
oBs13aHH npouHOOPMUPOBATEH 06 3TOM PYKOBOOUTEJ S MeIOVLVHCKOM
opraHM3auuMy M OopraHMsBaumuio, IIOJIYUMBIIYID pa3pelleHre YIIOJIHOMOUEHHOT'O
bemepaslbHOT'O OpT'aHa MCIIOJIHUTEJIbLHOM BJIACTM Ha OPTaHMB3alMio IIPOBEeOeHUS
KJIMHUYECKOTO MCCJIeODOBAHMSA JIEKAPCTBEHHOT'O IIpelnapaTa. PemeHue o©
IIPMOCTAHOBJIEHUM KJIMHMUECKOI'O MCCJIeNOBaHMA JIEKAPCTBEHHOT'O IIpelapaTa
o7 MEeIMUMHCKOT'O IIPMMEHEHMUS I[IPUHMMAKT pPYyKOBOOUTEJbL MEeIULMHCKOM
opraHmM3alunum n (nm) opraHm3aluusa, IOJTy UM BIlA g paspeleHue
YIIOJIHOMOUYEHHOT'O benepanbHOTO OpTraHa MCIOJIHUTEJIbHOM BJIACTM Ha
OpraHM3auuio [IPOBEIEeHMUsS KJIMHUYUECKOI'O MCCJIeNOBaHUSa JIEKapCTBEHHOTIO
npernapaTta IJg MeIULMHCKOT'O IPMMEHEeHUs, pelleHMe O IIpeKpalleHVM TaKOoTO
MCCJIenOBaHUSI IpUHUMaeT YTIOJIHOMOUEHHEIN benepaiibHEM opraH
MCIIOJIHUTEJIBHOM BJIACTM Ha OCHOBAHMM COOOUEeHMS B NMUCbMeHHOM dopMme
PYKOBOIMTEJIS MeIMUMHCKOM OpTaHM3aUMM WM OpTaHM3alMus, [10JIy4dMBIIas
paspeleHue YIIOJIHOMOYEHHOT'O bemepasIbHOT'O OpT'aHa MCIOJIHUTEJILHOM
BJIACTM Ha opTraHmM3aLuio IpOBENEHUS KJIMHUYECKOT'O MCCJIeOOBaHMS
JIEKAPCTBEHHOT'O IIpellapaTa Ijig MeOMLUMHCKOI'O IIPMMeHeHUS.

7. B CpoOk, He [pPeBHIAWMM NATM paboumx IHEM CO IHS 3aBeplleHUd,
IIPUOCTAaHOBJIEHUS WU IpekKpalleHns KJIMHUYECKOT'O MCCJIeHOBaHMS
JIeKapCTBEHHOT'O IpernapaTa OJjsg MeOIMUMHCKOT'O IIPMMEHEeHMs, coobueHre o0
3TOM HalpareJjfgeTCsa oOpraHM3aluuaMy, YyKaszaHHBEIMM B YacTu 3 crarbeu 38
HacTosamero demepalibHOTO 3aKOHa, B YIOJHOMOUEHHHMN (QelepalibHEM OpIraH
VICIIOJIHUTEJIbLHOY BJIACTM I10 YyCTaHOBJIEHHOM MM Qopwme.

8. dopma coobueHms o 3aBepUeHnN, IPUOCTaHOBJIEHUN VZnpeZi
IpeKpalleHMM KJIIMHMUYECKOIT'O UCCJIeNOBaHMSA JIEKAPCTBEHHOI'O IpelapaTa Ijsg
MeIMUMHCKOTO IPMMEeHEeHMs IOJIKHA COIepXaTh:

1) mubopmMaumio o MEOMIIMHCKOM OpTaHM3auuy WM MEeIMLMHCKUX
opraHM3auMax, IPOBOIMBIMX IaHHOE MCCJIeNOBAaHUE;

2) omnmcaHue IaHHOT'O MCCJIeIOBAaHUS;

3) zmaHHHeEe MuccJenoBaTens (dammnms, ¥Msa, OTUECTBO, MeCTO pPaboTH,



3aHyMaeMas JOOJIKHOCTBL, CIHelMaJIbHOCTL, CTax paboTel 1O HpoTrpaMMam
KJIMHUYE CKUX VCClenoBaHUM JIeKapCTBEHHBIX pernapaTos, epeyeHb
KJIVHUYECKMX MCCJIENOBAHUM JIeKapCTBEHHBIX IIpPernapaToB, B KOTOPHX OH
IPVHMMAJ ydacTue  ([Iepuomsl ydacTus) B KadeCTBE UCCJENOBATEJS WU
couccryenorarensa) (B penm. demepasibHOTO 3akoHa oT 11 oxkTsabpa 2010 .
N 271-93 - CobpaHMe BaKOHOIaTesbCTBa Poccurckou demepaumm, 2010, N
42, cT. 5293);

4) pes’ysabTaT OAHHOTO MCCJIEIOBaHMUSA (3aBeplleHre, NPUOCTAaHOBJIEHUE
WM TpeKpalleHye NaHHOTO MCCJIeOHOBaHMsa C yKa3aHuMeM WUX [OPUUMH U
BIMSAHMUSA Ha OLEHKY eI'0 pe3yJibTaToB, Oflyl OlLeHKY pMCKa UM OXUIaeMoM
IIOJIB3El OT MPMMEHEHMS MCCJIeOyeMOI'O JIEKAPCTBEHHOTO IIperapaTa, a TakKxe
npennojlaraeMele NaJibHeMMe IeVCTBUA) .

8-1. IIpu BHABJEHUM O(QelepasibHEIM OPTAaHOM MCIIOJHUTEJIBHOM BJIACTH,
OCYylleCTRJISIVM OYHKUMM o KOHTPOJIIO u HaIO30py B coepe
3IPaBOOXPaHEeHUd, HapyWeHUM OIPpaBuUJI HalJlexallel KJIMHUUYECKOMW MIPaKTUKU
NPy MNPOBEIEeHUM KJIMHUMUECKOT'O MCCJIeOOBaHMS JIEKAPCTBEHHOTO IIpernapara,
BIMSAKIMX Ha TI[OJHOTY M (MJIM) IJOCTOBEPHOCTH IAHHOTO KJIMHUUECKOTO
MCCJIeNOBaHMA, YyKas3aHHEM GemepalibHEM OpTaH MCIOJHUTEJBHOM BJACTU
IPpUOCTaHaBJIMBAET IPOBEeIeHMe IaHHOTO KJIMHMUYECKOI'O MCCJIeODOBaHUS U

BEIHOCUT MEeIMIMHCKOM opraHM3aluuy, B KOTOPOM [IPOBOOUTCS IDaHHOE
KJIMHMUYECKOEe WCCJlenoBaHMe, IpennmucaHue o0 YCTPaHEeHUM BHSABJIEHHBIX
HapymeHuyi. [lpy HeyCTpaHeHMM MEeIOUMUMHCKOM OpIT'aHM3allMel BBISBJIEHHBIX

HapyWeHMY B YCTAHOBJIEHHEIM B MPENNMCaHUM CPOK yKa3aHHHM GeInepajibHEM
OpraH MCIOJIHUTEJIbHOM BJIACTM I[IPUHMMAaET pPelleHue o IpeKpaleHun
IpoBeNeHMsa KJIMHMUECKOI'O WUCCJIeNoBaHMA JIEKapCTBEHHOI'O IIpelapaTa u
HalopaBJgaeT B benmepanbHBEIM opraH VCIOJIHUTEJIEHOM BJIACTH,
ocyumecTBIAoIMM OQyHKUMM IO BEHpPaOOTKe M peanm3alry I'OCYHapCTBEHHOM
IIOJIMTUKIU n HOPMaTMUBHO-IIPaBOBOMY PeTryINPOBaHUIO B cbepe
3IPaBOOXPAaHEHNUs, 3aKJIoUeHMEe O BHABJIEHUM IIPM I[IPOBEINEHUM INaHHOTO
KJIIMHMYECKOT'O MCCJIeNOBaHMsa HapyULIeHMM NpaBMJl Hajexallel KIMHMYECKOM
NPaKTUKM OJI [OIPMHATUA pelleHusa 00 OTMEeHe pas3pelleHMsa Ha OpTraHM3alMio
IpoBeNeHMsa HaHHOT'O KJIMHMUECKOIT'O MCCJIemoBaHMsa C  HOaThH IPUHATUS
pelmeHys O I[IPUOCTAHOBJIEHUM [POBEIEHMS KJIMHUYUECKOT'O MCCJIeIOBaHUS
JIeKapCTBEHHOT'O Ipenapata (dacTtb 8-1 BBemeHa demepasibHEIM 3aKOHOM OT
22 pexabps 2014 . N 429-03 - CoOpaHmMe 3BaKOHOHNATEJILCTBAa POCCUMCKOM
depmepauunu, 2014, N 52, cr. 7540; B penm. demepasIbHOTO 3akoHa oT 13
mioyis 2015 1©. N 241-83 - CobpaHue 3akoHOIATEJLCTBAa POCCUMCKOM
epmepauun, 2015, N 29, cr. 4367).

9. VYNOJIHOMOUEHHHM OGenepasibHEM OpT'aH MCIIOJIHUTEJIbHOM BJIACTHU
OnyOJIMKOBEIBAET M pas3MellaeT Ha CBOeM oOdMLIMaJIbHOM calTe B CeTHU
"HTepHeT" cooflmeHMe O 3aBepUEHMM, [IPMOCTAHOBJIEHUM WIIM IpPeKpalleHUM
KJIMHMYECKOT'O MCCJIeNOBaHMA JIEKAPCTBEHHOT'O IpelapaTa Ojsd MeOMLMHCKOIO
IIPMMEHEHMSA B CPOK, He IIpeBhllammMi OATM paboumMx HOHEM CcO HOHS eTo
[IOJIydeHUs, B YCTAHOBJIEHHOM MM IIOPSAIKE.

10. YnoJsiHOMOUeHHBM GdenmepalsibHBIM OpPTaH MCIOJHUTEJIBHOM BJIACTU
OCYWECTBJIAET BeIeHUe peecTpa uccaenmoBaTesiey, NPOBOOANMX WIIM
IIPOBOOMBIIMX KIIMHMUECKME MCCIIeNOBaHMA JIEKAPCTBEHHBIX I[IpelapaToB OJs
MeIVUVHCKOTO IIPUMEHEHUS, B COOTBETCTBUM C YTBEPXIEHHEIMU UM
npaBmjlaMM M pas3MellaeT ero Ha CcBoeM oOuUMalbHOM caliTe B CeTu
"VurepHeT" B YyCTAQHOBJIEHHOM MM IOPAOKE. YKa3aHHBEM PEeecTp COOEPXUT
nHQopMalLMio, NPeAyCMOTPEHHYI NYHKTOM 3 dYacTu 8 HacToAleM CTaTbM.

11. Otruer o pesysbTarax KJIMHUYECKOTO MCCJIeDOBAaHUS
JIEKAPCTBEHHOI'O IIpelapaTa Ijg MeOMLUMHCKOI'O [IPMMEeHeHMS COCTaBJISeTCs



opraHms3aluMer, yKasaHHOM B yacTu 3 cTaTbu 38 HacTosmero denepajibHOTO
3aKoOHa, Ha OCHOBAHUMU 3aKJIOUYEHUM MeOVLIVHCKUX opraHmM3auui,
NPOBOOMBIIMX DBTO MCCJEeNOBaHMe, U MPeNCTaBJIIeTCS B YIOJHOMOUEHHBI
benepasbHE OpPI'aH MCIIOJIHUTEJILHOM BJIACTM, BHIOABULMN pa3pelleHMe Ha
IIPOBEIeHMEe BTOI'O MCCJIeNOBaHMSA, B CPOK, He IIpeBhallMil Tpex MecsleB
CO IHA eTO0 3aBeplieHMus, MIPUOCTAHOBJIEHUS MM NPEKpalleHUs, B INOPAIKE,
YCTAHOBJIEHHOM YIOJIHOMOUEHHEM GemepasibHEIM OPTAaHOM MCIOJHUTEJLHOM
BJIACTHU .

12. HapyueHue IpaBUil Hanjexauen KJIMHUYE CKOM IPakTUKU,
banbcubmkalmsas Pel’3yJIbTAaTOB KJIMHUMUECKOTO MCCJIeOOBAaHUSI JIEKAPCTBEHHOTO
npenapara njs MeOULIMHCKOTO IPYMEHEHW S BJIEKYT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOINATEJILCTBOM Poccuiickon
Pemepauuu (B pen. demepalibHOTO 3akoHa oT 22 nekabps 2014 1©. N
429-93 - CobOpaHMe 3BakKoHOIaTesibCcTBa Poccumckom denmepaumyu, 2014, N
52, cT. 7540).

13. [Ipu OpoBeHOeHMM KJIMHMUECKOI'O MCCJeHOBAaHUS JIEKAPCTBEHHOI'O
npenapaTa g MeOUUIMHCKOT'O IIPMMEHEHMS NOollyckaeTcsa 3abop y NalMeHTOB
OMOJIOTMUYECKUX MaTepuraJioB (obpa3lpl OMOJIOTMUECKMX XUIOKOCTEM, TKaHelM,
CEeKpPEeTOB M MNPOIOYKTOB XM3HEIEATEJIbLHOCTM YeJIoBeKa, OMU3UOJIOTUUECKUX U

IaTOJIOTUUECKUX BBIOEJIEHU, Ma3KOB, COoCkKO6O0B, CMBIBOB,
MUKPOOPTaHM3MOB, OMOICHUMHEI MaTepMall) IJ8 KX M3ydeHMs B POCCHUMCKOM
emepauuu u (M) 3Ba Openejamu Poccumickoy Odemepaumm (B pen.
demepasIbHOT'O 3akoHa OT 22 mekabps 2014 . N 429-03 - CoOpaHue

3akKoHOImaTesLbCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540).

14. Tlopsamok BBO3a B Poccurickyion demepaluio M BEBO3a 3a [IpPeneibl
Poccurickon denmepauum OMOJIOTMUECKMX MaTEPMaJIOB, IIOJIYYEHHEIX IIPU
IPOBENEHUM KJIIMHMUECKOT'O MCCJIeNOBAaHMA JIEKAPCTBEHHOT'O IIpernapaTra IJid
MEeIMUMHCKOTO IPMMEHEeHMs, YyCTaHaBJMBaeTCs [IpaBUTEJIbCTBOM POCCUMICKOM
Pemepauuu (B pen. demepalibHOTO BakoHa oT 22 nekabps 2014 1©. N
429-03 - CobOpaHMe 3BakoHOIaTesibCTBa Poccuyckom denmepaumyu, 2014, N
52, cT. 7540).

CraTbsa 41. HOPOBOp O IIPpOBEeIEHNMNM KIIMMHMYECKOI'O MCCJIEOOBAHUMA
JIEKAPCTBEHHOT'O IIpeliapaTa OJid MeOMIVMHCKOI'O
IIPMMEHEHMA

1. KnmHmMueckoe mccijiegoBaHMe JIEKApPCTBEHHOTI'O InperaparTa IJIA
MENVILIMHCKOT'O IIPVMMEHEHMA INPOBOOMUTCHA B COOTBETCTBUU C JOT'OBOPOM ©)
IIpOBEeOEHUN KJIIMHNYECKOI'O MCCJIEOOBAHMA JIEKAPCTBEHHOT'O IIpeliapaTa IOJid
MEeIVMUIVMHCKOI'O IIPVMMEHEHNMA, 3aKJI4YaeMbIM MEeXIy OpPaHMBaHMeﬁ, HonquBmeﬁ
paszpelueHne YIOJIHOMOYEHHOTI'O @enepaanoro OopIr'aHa VCIIOJIHUTEJIbHOM
BJIACTM Ha OpTraHM3alMK IIPOBEIEeHMA TaKOoI'O MCCJIeOIOBaHMA, U MeIVLIMHCKOM
opraﬂmaaumeﬁ, OCYyIIEeCTRIIAIEN IIPpOBEOEHVE TaKOI'O MCCJIEeOOBaHMA.

2. JIoromop o NpoBEeIeHUN KJIMHUYECKOTO VCCIIenOBaHUSA
JIEKAPCTBEHHOTO npenapara njisa MEIMUIMHCKOTO [PUMMEHEHMI  IOJIKEH
comepxaTh :

1) ycJoBMS M CPOKM NIPOBEIEeHMS IAaHHOT'O MCCJIENOBAHUSA;

2) omnpegnejsyieHre oOOLEM CTOMMOCTM MNPOTPaMMEl OaHHOTO MCCJIEeOOBaHMUS
C YyKal3aHMeM CyMMEB, [pelHa3HadalleMcs IJIs BEHIJIAT MCCJeIOoBaTeJIsaM,
COMCCJIIENOBATEIIAM;

3) omnpenesneHme bopmer npencTaBJIeHnS pes3yIbTaToB IDaHHOTO
MCCJIeODOBAaHMSA B YIOJIHOMOUEHHBM (eXepalsibHEM OpTaH MCIOJHUTEJILHOM
BJIACTU.



Crarbsa 42. OduHAHCOBOe obecleueHMe KIMHUUECKOIT'O MCCJIeIOBaHMUS
JIEKAPCTBEHHOT'O IIpeliapaTa nOJid MeIMIVMHCKOI'O
IIPpMMEHEHNMA

drHaHCOBOe ofecleueHue KJIMHUYECKOTO MCCJIeooBaHUI
JIEKAPCTBEHHOTO MperapaTa IJjisg MeOULMHCKOTO MNPVMMEeHEeHMS OCYIEeCTBJIISeTCS
3a cuerT:

1) cpemcTB benmepasibHOTO OKIXeTa;

2) cpencTB OpTaHM3aLMuM, [IOJYUMBIMX pa3pelleHrue Ha OpTraHM3aluio
NpOoBeNeHMss MHaHHOTO WMCCJIeNoBaHusi, B COOTBETCTBUU c YCIJIOBUSMU
OOTOBOpa O €TI0 INPOBEeIeHUU;

3) WMHBIX He BalpelleHHBEIX BaKOHONAaTeJILCTBOM Poccurickor denmepauun
VICTOUYHMVKOB .

Crarbs 43. [lpaBa NaUMEHTOB, YYACTBYWOIMX B KJIMHMNYECKOM
MCCJIeJOBaHMM JIEKAPCTBEHHOI'O IIpeliapaTa OJjid
MEIMUIMHCKOI'O IIPVMMEHEHNMA

1. YyacTre HAUMEHTOB B KJMHMUECKOM MCCJIEOOBAHMUM JIEKAPCTBEHHOTO
npenapaTta IOJg MeIUIMVHCKOI'O IPUMEHEHUS HABJISeTCS IOOPOBOJILHBIM.

2. INauueHT NI ero 3aKOHHEM I[PEelCTaBUTEJNb IOJDKeH OBTh
MHOOPMMPOBAH B IIMCBMEHHOM QopMe:

1) o JlekapCTBEHHOM IpelapaTe nOJg MeIULUMHCKOI'O INPMMEHEHUST U
CYWHOCTHM KJIMHMUECKOI'O MCCJIeOOBaHMSA 3TOI'O JIEKAPCTBEHHOT'O Ipelaparta;

2) o ©6e30mIacHOCTM JIEKAaPCTBEHHOTO IpelapaTa IJjig MeOUUMHCKOI'O
IIPUMEHEHUSa, eTro oxXuriaeMor 50OeKTUMBHOCTM UM CTEIeHM pucka ons
naumeHTa;

3) 06 yCJNoBMAX ydacCTHUs [alMeHTa B KJIMHUYECKOM MCCJIeIOBaHUU
JIeKapCTBEHHOT'O IpernapaTa IOJjsg MeOMUMHCKOT'O IIPUMMEHEHUS;

4) o uenmu WU Hesax n IPOIOJIXUTEJILHOCTHU KJIMHUYECKOT'O
MICCJIeNOBaHMA JIEKaPCTBEHHOT'O IpelapaTa OJld MEeOMUMHCKOI'O IPMMEHEHUS;

5) o g@mewcTBMAX IDallMeHTa B CJiydae HelNpelIBUIeHHHX »20deKkToB
BIMSAHMSA JIeKapCTBEHHOT'O IIpelnapaTa IJig MeOULMHCKOIT'O IIPMMEeHeHMS Ha
COCTOSHME eT'0 3IOOPOBbLH;

6) o6 YCIJIOBMAX 004A3aTeJIbHOT'O CTPaxOBaHUA XM3HM, 3IOOPOBbLHA
naumeHTa;
7) o TapaHTUAX KOHOMIOEHLMAaJIbHOCTHU yd4acTma nauMeHTa B

KJIMHMYECKOM MCCJIeOOBaHMM JIEKAPCTBEHHOT'O IIpernapaTa Ijisd MeOMLMHCKOIT'O
[IPMMEHEHUS .

3. [oBpoBOJILHOE cCOTJlacMe MallMeHTa Ha ydacTue B KJIMHUUECKOM
MCCJIeNOBaHUY JIEKAPCTBEHHOT'O IpelnapaTa Ojsg MeOMIMHCKOT'O NPYMEeHEHMS
[IONTBEPXIAETCH ero [IOINMCHIO NI [IOINMCHIO ero 3aKOHHOTO
IpencTaBUTeNI Ha MHOOPMALIMOHHOM JIMCTKE IalMeHTa.

4. TlauMeHT WM eTo BaKOHHEIM npencTaBUTENb nMeerT paBo
OTKazaTbCa OT ydYacTus B KIMHMYUECKOM MCCJIEHOBAHMM JIEKAPCTBEHHOTIO
npenapaTra Ijig MeIMUMHCKOIT'O IMPMMEeHEeHMs Ha JioboM cTamum [IPOBEeIeHUS
TAaKOT'O MCCJIENOBAaHUS.

5. IpoBemeHue KJIMHUYECKOTO UCcJenoBaHmsa JIEKAPCTBEHHOTO
npenapara IJIs1 MEeIVUMHCKOTO IIPMMEeHeHMs C ydYacTMeM B KauecTBe
[IaLUYeHTOB IeTel IOIyCKaeTCd TOJIBKO C COoIJlacus B NMCbMeHHOM ¢dopme mx
pomuTesieit, yCHHOBUTeJeM. JeTu MOTYT pacCMaTpuBaTbCsS B KauecTBe
[IOTEHLUMAJIbHEIX I[MAallMEHTOB TaKOTO MCCJeNOBaHMusI, TOJBKO eCcyu ero



IpoBeNeHKE HeoOXOOMMO oyis YKpenJjeHus 3I0POBbLA neren ni
NpodUIaKTUKM MHOEKLMOHHEIX 3ab0JIeBaHMM B HOETCKOM BO3pacTe JIMbO ecau
LeJsbl0 TakoT'Oo MCCJeHOBAaHMA ABJSETCS I[IOJIydeHMe HOaHHBIX O HauJlydley
OO3MPOBKe JIEKAPCTBEHHOT'O IIpellapaTa mojsg JedeHusa HeTer. B »21ux
Cllydasx TaKOMy MCCJIENOBaHMUI0 IOJDXHO IpenuecTBOBAThH KJIMHUUYECKOE
MCCJIefOBaHMe JIEKapCTBEHHOT'O IIpellapaTa Ojs MeOMLUMHCKOTO IIPMMEeHEeHMS
Ha COBEPUIEHHOJIETHMX TIpaxnaHax, 3a MCKJIIOYeHMEM cJlydaes, ecnmu
MCCJIeoyeMbll JIEKAaPCTBEHHBIM [IpelapaT moJjigd MeOMLUMHCKOI'O I[IPUMEeHeHUS
npenHa3HadyeH MUCKJIOUMTEJIbHO IJIS MUCIIOJIb30BaHMSA HECOBEPLIEHHOJIETHUMU
rpaxmaHaMu (B pen. denepalibHOTO BakKoHa oOT 22 okTabps 2014 r. N
313-93 - CobpaHMe BakKoHOIaTesnbCcTBa Poccutickou denmepaumnm, 2014, N
43, cT. 5797).

6. BamnpeumaeTcs IpoBeIeHME KJIMHUUECKOTO MCCJIeDOBAaHUS
JIeKAPCTBEHHOT'O IpelapaTa MOjid MeOMLUMHCKOIO IPMMEeHEeHMS C ydacTHeM B
KadyecTBe IalMeHTOB:

1) meTe—-CcHMPOT M IOeTey, ocCTaBUMXCS 0Oe3 I[IOoNeUeHUSa POIOUTEJIEN;

2) XeHWMH B Inepuol OepeMeHHOCTM, XeHIMH B I[Iepuol ITPYyIHOTO
BCKapMIMBaHMA, 3a MUCKIIOUEHMEM CJIydaeB, €CJM NPOBOAMUTCSH KIMHMUECKOe
uccienoBaHue JIEKaPCTBEHHOTO npenapara, pelHa3HadeHHOT O oms
YKaBaHHBIX KEHIMH, [OIPpY YCJOBMM HeOOXOOMMOCTM IIOJIydeHMS MHOOpMaLUM
TOJILKO BO BPEMs NPOBEIEHMUS COOTBETCTBYUMUX KIMHUYUECKUX MCCIIEIOBaHUMN
M IPMHATHMSA BCeX HEOOXOOMMBIX Mep 10 MCKIIUEHMIO PMCKa HaHeCeHMs Bpema

XeHIIMHe B mnepuon OepeMeHHOCTH, XEeHIMHE B nepuoxn TPYyOHOTO
BCKaApMIIMBaHUA, ILJIONY WM PeOeHKY;

3) BOEHHOCJYXalMX, 3a VCKJIOUEeHVEM cydaeB IIpoOBeNeHns
KJIIMHNYECKOTO MCCJIeNOBaHMs JIEKAPCTBEHHOT'O IIpernaparTa, CIelMalbHO
paspaboTaHHOTO 1Jig I[IPUMEHEHMUs B YCIJIOBUAX BOEHHEIX nevicTBUl,
Yypes3BhlUaMHBIX CUTyauuu, NpodMIIakTUKM U JledeHusa 3aboJjieBaHuMl U

IopaxeHmit, I[OJIYUEHHEIX B pPe3yJibTaTe BO3OEMCTBUS HeOJaToNpUaTHREIX
XUMUUECKUX, OUOJIOTUUECKUXK, PamMalMoOHHEIX GakTopoB. KiMHMUeckoe
MCCJIeOOBaHMeE TaKOoT'O JIEKAPCTBEHHOT'O IperapaTa MOXeT MIPOBOAMTLCS C
yyacTueM B KauecTBe MallMeHTOB BOEHHOCJyXallMxX, 3a MCKJIIUEeHUEM
BOEHHOCIIyXallMX, MNPOXONAlMX BOEHHYH CJIYyX0y [0 MNPU3BEIBY, C COOJIISHUEM
TpeBoBaHUM, YCTAHOBJIEHHEIX HaCTOAmMM delepajibHEIM 3aKOHOM B OTHOUIEHUM
TPaXIaHCKUX JINLL;

4) COTPYOHMKOB IMPAaBOOXPAHUTEJILHEX OPTaHOB;

5) suu, oTOHBAaKIMX HakKasaHMEe B MeCTax JIMIIeHMS CBOOOIL, a Takxe
JIMl, HaXOOSWMXCS TOH CTpaxey B CJEOCTBEHHHX M30JIATOpax.

7. IDomyckaercs npoBeneHue KJIVHUYECKOTO MCCJIenoBaHUg
JIeKapCTBEHHOTO npenapara oJis MEeOUILIMHCKOT O NPpVIMEHEHNS,
nperHa3HAaUeHHOTO IJIS JIEUEHMS [NCUXMUECKUX 3abojieBaHuy, C ydacCTUEM B
KayeCcTBe MalMeHTOB JIMI C [ICUXUMUYECKUMM 3abOoJIeBaHMSAMM, [IPUBHAHHBIX
HeImeeCcnoCcoOHBEIMU B IopsnKe, YCTaHOBJIEHHOM 3aKOHOIATEJIECTBOM
Poccumckom denmepaunn. KnuHmMyeckoe MCCJEeNOBaHME JIEKapCTBEHHOTO
npenapaTra B BSTOM CJydyae TIMPOBOOUTCS IIPU HAJIUUUN corJjiacus B

IMCBbMEHHOM QOpMe BaKOHHEIX NPeICTaBUTENIEM YyKasaHHBEIX JIMILI.

Craresa 44. OOd3aTellbHOE CTpaxOBaHME XU3HM, 3IOOPOBbHA
nauyeHTa, yd4acTBYyoUEeIo B KJIMHUUIECKOM
MCCJIeOOBAHMM JIEKAPCTBEHHOTO IpelapaTta Ijsa
MEeOMLMHCKOTO IIPMMEeHEeHMI

1. OpraHmzauusg, [1OJIyYMBIIA S paspeleHue Ha OpTaHM3aLMo



IPpOBENEeHMS KIMHMYUECKOT'O MCCJeOOBaHMA JIEKAPCTBEHHOTO IpelapaTa IOJid
MeIMUMHCKOTO MNpPMMeHeHMs, o0sa3aHa B KadeCTBEe CTPaxoBaTeJIsd CTPpaxoBaThb
pUCK NPUYMHEHMS Bpela XM3HM, 3IOO0POBBI IalMeHTa B pe3yJbTaTe
IPOBENEHMSA KIMHMYUECKOT'O MCCJIeNOBAaHMSA JIEKAPCTBEHHOT'O IpelapaTa nOJdg
MEINMLMHCKOT'O I[IPMMEHEHMS 3a CBOM CUeT I[IyTeM 3aKJIoUeHMs OoT'oBopa
00a3aTeNIbHOT'O CTPaxXOBaHUA.

2. OOBexTOM O0A3aTeJIbHOTO CTPpaxOBaHMS HABJISEeTCH MMYLleCTBEHHBINM
MHTEepeC MNalMeHTa, CBA3aHHBM C [IpPUUYMHEHMEM Bpenma ero XU3HM WIn
3I0POBBID B pesyibTaTe NpOBEeNeHNA KJIVMHUYECKOT'O MCCJIeNOBaHUA
JIeKAPCTBEHHOT'O IIpelapaTa Ojis MeOMLUMHCKOI'O IPMMEeHeHMS.

3. CTpaxOBEHM CJlydaeM IO JOTOBOPY 00A3aTeJIbHOTO CTPaxOBaHUA
ABJISETCSA CMEPTh NalMeHTa MM yXyOlleHre €TI0 3HOPOBbS, B TOM UUCIE
BJIEKYyllee 3a cobon YCTaHOBJIEHMKE VHBaJIMIOHOCTM, Opy HaJaudum
IPUMUYMHHO-CJIENCTBEHHOM CBA3M MeXIy HaCTyIJIEHMEM D3TOI0 COOBTMA U

ydacTreMm rnaumMeHTa B KJIVMHMYECKOM MCCJIEIOBAHUM JIEKAPCTBEHHOTO
npemnapara.
4., TpeboBaHMA O BO3MEUEHUM Bpela, [IPUUMHEHHOTO XWU3HU U

3I0POBLI0 MNalLMEHTa, NPEeObABJIAITCSA B TeUeHME CPOKOB MCKOBOM IaBHOCTH,
YCTAHOBJIEHHBEIX I'PaXOaHCKMM 3aKOHONATEJIbCTBOM.

5. PasmMep CTpaxoBOM BBII1J1a TEL 1o OOTOBOPY 0Bga3aTENIbHOTO
CTpaxoBaHMsa COCTAaBJIAET:

1) B ciaydYae cMepTM NalMeHTa OBa MWJIJIMOHa py6Jeyr Ha KaxXIOoT'o
nauMeHTa, Yyd4acCTBOBAaBUIEIO B KJIMHMUECKOM MCCJEHOBAHMM JIEKAPCTBEHHOTO
npenapara;

2) npu yxyIlleHUM 3I0POBbLs [MalLMeHTa:

a) IMOBJIEKUIEM 3a CODOM YCTaHOBJIEHME MHBaIMIOHOCTM I IpPYINBE, ONOMH
MMUJIJIMOH MNATHBCOT THCAY pyOJeMy Ha KaxXIoT'o NaluMeHTa, YydYacTBOBAaBIIETO B
KJIVMHUYECKOM MCCJIEHOBAHMUM JIEKAPCTBEHHOT'O IpelapaTa;

©) nomJekmeM 3a CcoOO¥ YCTAHOBJIEHME MHBAJIMOHOCTM 11 TIpPyNINH,
OIMH MWJIJIMOH PyOJeM Ha KaxXIoTro nauMeHTa, y4acTBOBAaBIETO B
KJIMHMYECKOM MCCJIeNOBaHMM JIEKaPCTBEHHOTI'O IpenapaTa;

B) IOBJIEKUIEM 3a CODOM YyCTaHOBJIEHME UHBaAJIMIHOCTM 111 TpPYINIH,
IATBCOT TEICSAY pybJyey Ha KaxOooro rHalMeHTa, Yyd4acTBOBAaBIIETO B
KJIMHMYECKOM MCCJIeNOBaHMM JIEKaPCTBEHHOI'O IpelnapaTa;

T') He TIOBJIEKIIEM 3a CcoO0O0OM YyCTAaHOBJIEHMS MHBAJIUIHOCTM, He OoJee
uyeM TpMCTa THICAY pyOJer Ha KaxIoro NalMeHTa, YydacTBOBABUIETO B
KJIMHUYECKOM MCCJIeNOBaHUM JIEKaPCTBEHHOTO npenapara, ncxonda us
HOPMaTMBOB, OTpaXalllMX XapaKTep M CTEIeHb IIOBPEeXIeHMd 3IOOPOBba, a
TaKxe bakTHuecku IIOHECEHHEBIX aluMeHTOM Pacxomos, BEI3BAaHHEIX
IIOBPEXIOEHMEM 3IO0POBbS, Ha MeIMLUVHCKYIO IIOMOIIE, npruobpeTeHue
JIEKAPCTBEHHLEIX IIpernapaToB (B pen. demepalibHOT'O 3akoHa OT 22 mekabps
2014 . N 429-03 - CobpaHMe BaKOHOIATeJNIbCTBa Poccumickor demepauuu,
2014, N 52, cT. 7540).

6. (YacTp 6 yTpaTwmiia CMJIy Ha OCHOBaHMM demepalibHOI'O 3akoHa OT
22 pexabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOIATEJILCTBa POCCUMCKOM
depmepaumun, 2014, N 52, cr. 7540)

7. Cpok poroBopa 00g3aTeJIbHOTO CTPpaxOBaHMsS He MOXeT OBTh
MeHee, YeM CPOK I[IPOBENEeHMS KIMHMYUECKOT'O MCCJIeNOBAaHMSA JIEKAPCTBEHHOTO
npenapara.

8. YcimoBua HOTOBOpa 0043aTeJIbHOT'O CTpaxoBaHMS, B TOM UMCJIeE
CTpaxoBble TapM@E IO 00A3aTEJIbHOMY CTPaxOBAaHMI, [IepedeHb HeOOXOOMMBIX
IOOKYMEHTOB oyisa OCYIECTBJIEHNUA CTPaxoBou BBIIJIATHL, IOPAIOK
YCTaHOBJIEHMSA CTpaxoBaTeJIeM MHOVMBUIYAJBHOT'O MIESHTUOMKALMOHHOTO KOIa



rnauyeHTa, IOPSAIOK MHOOPMUPOBAHUS CTpaxoBaTeJeM CTpaxoBlMKa o
[IPMBJIEYEHHEIX K KJIMHMYECKOMY MCCJIEIOBAHUI JIEKAaPCTBEHHOTO IIpelnapara
IoJIS MeOUUMHCKOT'O MNPMMEHEHMS IalMeHTax, [IOPAOOK VYIIJIATE CTPaxoBOM
npeMun, OPSOOK peanM3aluy OINpeleJieHHHX HacTosamyM denepalibHEM
3aKOHOM ¥ IOPYTMMM belepalIbHEMM 3BaKOoHaMM NpaB U O0S3aHHOCTEN CTOPOH
1o IOTOBOPY 06g3aTeJIbHOTO CTpaxoBaHUSA, a TaxKxe HOPMAaTUBEH,
oTpaxanye XapaKTep M CTEleHb [IOBPEeXIeHMUs SBIOOPOBbS, yCTAaHABJIMBAOTCSH
TUIIOBEIMM IpaBuiaMu 00g3aTeJIbHOTO CTpaxoBaHusa (B pen. demepalibHOTO
3aKoHa OT 22 pmekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJILCTBA
Poccurickom denmepaumm, 2014, N 52, cr. 7540).

9. B criyuae NpMUMHEHMsS Bpena XM3HM [NalLMeHTa, YydYaCcTBOBAaBIIEI'O B
KJIMH/YECKOM MCCJIeIOBaHUN JIEKAPCTBEHHOTO npenapara,
BHITOZOONPUOOpEeTaTEIIMU o OOTOBOPY 006a3aTeJILHOTO CTpaxoBaHUS
ABJIAITCS TPaxnaHe, MMeoIMe [IpaBO Ha BOSBMelleHMe Bpela B Clydae
CMEepTM KOPMMUJIblla B COOTBETCTBMM C TI'PaXIaHCKMM SBaKOHOIATEJILECTBOM,
opM OTCYTCTBUM TaKuUX TIpaxiaH — POIOUTENM, CyNpyT, IeTu yMepleIro
rnauyeHTa, YydYaCTBOBABUETO B KJIVMHMUECKOM MCCJIEOOBAHMUM JIEKAPCTBEHHOTO
npenapara, B CJydae CMepTM MNalMeHTa, Y4YaCTBOBABIEI'O B KJIIMHMUECKOM
MCCJIeDOBaHUN JIEKAPCTBEHHOT'O npenapara n He VIMEBIIET'O
CaMOCTOATEJILHOTO n»oxoZa, - TIpaxlaHe, Ha WXIMBEHUM KOTOPHX OH
HaxXOOWJICS, B OTHOUWEHUM BO3MEUeHMS PAaCXOINOB Ha HoTpebeHMe NallMeHTa,

Yy4aCcTBOBABWETO B KJIMH/YECKOM VCCIIeIOBaHnU JIEKaPCTBEHHOTO
npenapara, - JMLO, I[IOHEcCllee TaKMe PaCXOIH.

10. CrpaxoBad BHIJIATA B CUeT BO3MEUEHUS Bpelna, IPUUMHEHHOTO
KUSHUA nalueHTa, YyU4acTBOBABIIETO B KJIMHMYE CKOM VCCIIenoBaHnUnu
JIEKaPCTBEHHOTO npemnapara, pacnpenenseTcs Mexmay

BEHITONONPMOOPETATENIIMA NPOMNOPLMOHAJIBHO MX KOJMYECTBY B PAaBHBIX OOJAX.
11. IIpu HaACTyIJEHUM CTPAxXOBOTO CJyuyas IMalMeHT, yJYaCTBOBABIMUNI B

KJIMHMYECKOM MCCJIeIOBAHUM JIEKapPCTBEHHOTO npenapara,
BHIT'OZDONpMOOpeTaTesib BIOPaBe MNPenbsBUTb HENOCPENCTBEHHO CTPaXOBIMKY
Tpe®OBaHME O BOBMEUeHMM [IPUUMHEHHOT'O Bpema. CrTpaxoBasg BHIJIATA
OCylleCTBJISETCA CTPAaXOBIMKOM B TedeHMEe TpUILATM »OHEM CO IHA
IpenCcTaBJIeHMs HeOOXONOMMEIX HNOKYMEHTOB. I[lallMeHT, YydYacTBOBAaBLMM B
KJIMHNYECKOM MCCJIeIOBaHUM JIEKapCTBEHHOTO npenapara, NI

BHIOIONpUOOpeTaresb 008a3aH COOOIMTH CTPaxXOBIMKY HOJIS OCYUECTBJIEHUSA
CTPaxOBOM BHILJIATH MHIUBUIYAJILHEM MISHTUOMKAUMOHHEI KOI IallMeHTa,
YCTAHOBJIEHHEM CTpaxoBaTejleM B COOTBETCTBMM C TUIOBBEMM IIPpaBUJIAMU
00a3aTeNIbHOT'O CTPaxXOBaHUA.

12. JJo T[OJHOTO OIpeleJieHrs pasMepa IoIJjiexallero BO3MeleHMo
Bpena CTPaxoBUMK 1o 3aaBJIEHUIO rnaumveHTa, y4acTBOBaBIIEI'O B
KJIMHMYECKOM MCCJIeOOBaHMM JIEKAPCTBEHHOT'O MpenaparTa, WuiIM 3asBJIeHU
BEHITOIONpMOOpeTaTessd BIpaBe OCYULIECTBUTH UYacCTb CTPaxOBOM BHILJIATEH,
COOTBETCTBYNYD (aKTUUECKM ONPENEJIEHHOM YacCTM IPMUMHEHHOI'O Bpena.

13. CrpaxoBas BHIJIATa B COOTBETCTBMU C IOT'OBOPOM OBOS3aTEJILHOTO
CTPaxOBaHMUsA OCYWECTBJISETCSA HE3aBUCUMO OT BHILJIAT, [IPUUMTAUUXCS IO
IPpyT'¥M BMIAM CTPaxoOBaHMA.

14. He ponyckaeTcs ydacTMue HAllMeHTa B [NPOBEOeHMM KJIMHMUUECKOIO
MCCJIe0OBAaHMUA JIEKAaPCTBEHHOT'O IIpellapaTa IIpM OTCYTCTBMM IOTOBOpa
00Aa3aTeJIbHOTO CTPaxOBaHUA.

15. KoHTpoJb 3a VCIIOJIHEHYEM opraHmuzauueu, IOJIyUMBLIEN
paspeleHre Ha OpTraHM3alMio [IPpOBeIdeHMS KJIMHMYUEeCKOI'O MCCJeOOBaHUS
JIEKAPCTBEHHOI'O IIpellapaTa Ijis MeOMLUMHCKOIT'O IPMMEeHeHMSs, yYyCTaHOBJIEHHOM
HacTodAlel cTaTbel O0A3aHHOCTM II0 00A3aTeJIbHOMY CTPaxOBaHMIO XU3HU,



3I0POBbLs IalMeHTa, Yy4YacTBylWeIo (yd4acTBOBaBWEI'O) B KJIMHUUECKOM
MCCJIeDOBaHUN JIEKapPCTBEHHOTO npenapara, OCyIEeCTBJISeTCS
YIIOJIHOMOUYEHHEM elepasyibHEM OPI'aHOM MCIIOJIHUTEJIBHOM BJIACTM,  BbIOABIIMM
paspeleHre Ha [IPOBeIeHMe KIMHUUECKMX MCCJIeIOBaHUM JIeKapCTBEHHEX
npenapaToB IJig MeIOUUMHCKOI'O IIPMMEHEHMS.

(Crarpba 44 B pen. OdenepalibHOT'O B3akoHa oOT 29 Hosbps 2010 . N
313-93 - CobpaHMe BakKoHOmaTenbCcTBa Poccumickou denmepaumm, 2010, N
49, cT. 6409)

T'nmaBa 8. IIpOM3BOICTBO M MapKMPOBKAa JIEKAPCTBEHHBIX CPEICTB

Crarbss 45. [IpOMBBOICTBO JIEKAPCTBEHHHEIX CPEICTB

1. [pOMBBOIOCTBO JIEKAPCTBEHHBIX CPENCTB IJOJDKHO COOTBETCTBOBATH

TpeOOBaAHUAM IpaBMII HaJexalmen IPOMBBOINCTBEHHOMN IPaxKTUKL,
YTBEPXIOEHHBEM YIIOJHOMOUEHHEIM (QenepasibHEIM OpPIT'aHOM VICIIOJIHUTEJIbHOM
BjnacTu. OCOOEHHOCTM Iepexola NPOM3BOACTBA OTHEJIbHBIX JIEKAPCTBEHHBIX

CPEOCTB K UMX IIPOMBBOICTBY B COOTBETCTBMM C TpebDOoBaHMAMM [IPABWUII
Haznjexaley MNPOMBBOINCTBEHHOM MNPAaKTUKM YyCTaHaBJIMBAalTCS [IpaBUTEJIbCTBOM
Poccumckom denmepaunn. Brimaua 3aKJIOUEHUN o COOTBETCTBUU
NPOM3BOOUTEJIS JIEKAPCTBEHHEIX CPEOCTB TpeBOoBaHMAM MNPAaBUII HaJiexalemn
IIPOU3BOACTBEHHOM IPaKTUKN OCYyUEeCTBJIIETCS 1o pesyJbTaTam
VMHCIIEKTUPOBAHUSA I[IPOM3BOOUTEJIEN JIEKAPCTBEHHHX CpPeICTB B IIOpPSIlKe,
YCTaHOBJIEHHOM [IpaBUTEJILCTBOM Poccuiickoy demepaumm. Pas3Mep IJIATH 3a
BHIODAYY 3aKJIOUEHUS O COOTBETCTBUM I[POUBBOIUTEJIS JIEKAPCTBEHHBIX
cpencTB TpebOBaHMAM IIPaBUJI HaIJexalel IIPOM3BOICTBEHHOM IMIPaKTUKU
yCTaHaBIMBaETCH [lpaBUTEIbECTBOM Poccumckon denmepaumum. IllopAamok
opTraHmu3auuy u IpOBEeNEeHNS VHCIIEKTUPOBAHUS IPOUB3BOOUTEJIEN
JIEKapCTBEHHBIX CPENCTB Ha COOTBETCTBME TpeOOBaHUSAM MPABUIJI HaIJiexallen
IIPOM3BOACTBEHHOM MNPaKTUKM yCTaHaBJIMBaeTCs [[paBUTEJILCTBOM PoCCUMCKOM
demepauunu (B pexn. denmepalibHOTO 3akoHa OT 25 wmioHa 2012 . N 93-03 -
CobpaHMe BakKoHOmaTenbCcTBa Poccuiickou demepaumu, 2012, N 26, cCT.
3446; OdemepalsibHOTO BakoHa oT 22 okTabps 2014 r. N 313-03 - CobpaHue
3akKoHOImaTesbCTBa PoccuMckom denepaumnm, 2014, N 43, ct. 5797;
demepasIbHOT'O 3BakKoHa OT 22 gnekxabps 2014 r. N 429-03 - CoOpaHue
3akKoHOIaTesLbCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540).

2. [pouM3BOAOCTBO JIEKAPCTBEHHHEIX CPenCcTB B Poccuiickon demepauuu
OCYUWEeCTBJISEeTCSa I[POU3BOIUTEJIAMM JIEKAPCTBEHHBIX CPENCTB, VIMEOMMMM/
JIMLEH3UIO Ha TIPOM3BOICTBO JIEKAPCTBEHHEIX CPeICTB. [loOTBEepXIeHUE
COOTBETCTBMSA JIMIIEH3MaTa npaBuIaM HaoJjexalen IPOM3BOIACTBEHHOM
IPaKTUKA OCYyIIeCTBJISETCH B pamMkax JIVLIEH3MOHHOTO KOHTPOJIA B
COOTBETCTBMM C BaKOHOINATEJILCTBOM Poccumckom derepaluuu C YUETOM
ocobeHHOCTEN, YyKa3aHHEX B dYacTM 1 HacTodAweM crTaTeu (B pen.
denmepalIbHOT'O 3akoHa OT 22 okTadbps 2014 . N 313-93 - CobpaHue
3akKoHOIaTesLCTBa PoccwuMckonm denepaumm, 2014, N 43, cv. 5797;
demepalIbHOT'O 3akoHa OT 22 mekabps 2014 . N 429-03 - CobOpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

3. [pou3BOOCTBO JIeKapCTBEHHBIX cpencTs OCYyIIeCTBJISIETCH c
COOJIIIOEeHNEM TpeOOoBaHUM [IPOMBIIJIEHHOT'O perjaMeHTa, KOTOPEI
YTBEPXIOAETCHS PYKOBOIUTEJIEM IIPOM3BOOUTEJIA JI€eKapCTBEHHBIX CPENCTB U
BKJIOUAET B cebs IepeudeHb MCIOJIb3yeMEX QapMaleBTUUYeCKUX CyOCTaHUUM U
BCIIOMOT'@Te&JIbHEIX BEIEeCTB C YKasaHMeM KOJIMUeCTBa KaxIoI'o U3 HUX,
IOaHHBIE OO0 MCHOJIb3yeMOM OO0OpYyHOBaHMM, OIMCAHME TEeXHOJIOTUUYECKOTO



npolecca n METOHOB KOHTPOJIA Ha BCex DBTalax I[IpoOM3BOLCTBA
JIeKapCTBEHHBIX CPENCTB.

4. Ilpm IIPOUBBONCTBE JIeKapCTBEHHBIX CpencTB VCIIOJIb3YITCS
bapmalieBTHUeCcKMe CyOCTaHUMM, BKJIOUEHHBIE B I'OCYINAapCTBEHHBI peecTp
JIEKAPCTBEHHEIX CPEenCTB, 23a MCKInYeHMeM OGapMaleBTHUUeCKMX CyOCTaHLNM,
IIPOM3BOOVMEIX s IpOBeleHNs KJIMHUYECKUX MCCJIeNOBaHUM U  IJig
skcrnopTra. K 1mpoueccy MHNPOMBBONCTBa OdapMaleBTUUeCKOM cy®CcTaHuuM
OTHOCATCSH JIIOOEIE  CcTanouy TEXHOJIOI'MUeCKOI'O Ipoliecca, [I03BoJjgilue
IIOJIYUUTEL TOTOBEIM MNPOIOYKT, COOTBETCTRYKIMY TpeOoBaHMAM bapMaKOIeMHOMU
cTaTbM, B TOM umucije GepmMeHTauMs, BKCTPpakuMsa, OUMCTKA, BHIOeJIeHUE,
IepexkpucTajyin3aumrs, BHCyULMBaHMe, U3MeJibueHMe (B pen. demepalibHOTO
3aKoHa OT 22 pmekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOINATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540).

4-1. IlepeyeHb JI€KAPCTBEHHHX pernapaTos nns MEeIMLMHCKOT'O
IIPVMMEHEHMS, B OTHOUEHMM KOTOPEIX YyCTaHaBJIMBATCA TpeboBaHMS K 0O0BeMy
TapE, YIAaKOBKE U KOMIIJIEKTHOCTM, I[I€peUeHb JIEKapCTBEHHEIX IIpelapaToB
IoJiS BETEePMHAPHOI'O IPMMEHEeHMS, B OTHOUWEHMM KOTOPBIX YyCTaHAaBJIMBAKTCS
TpeboBaHMA K OOBEMYy Tape, a Takxe TpeboBaHMA K OOBEMYy Taph,
YyIIaKOBKe U KOMIIJIEKTHOCTM JIEKAPCTBEHHEIX [PErnapaToB IOJid MeIMIMHCKOTO

IIpMMEHEHUA, Tpe@OBaHI/IH K o@%eMy Tapel JIEKAPCTBEHHEIX IIpellapaTOoB panassi
BETEPVMHAPHOI'O IIPMMEHEHUA ornpenejidnTcAd COOTBETCTBYKIMMM
YIIOJIHOMOYE HHEIMIM (beﬂepaﬂbeIMM OopraHaMm VCIIOJIHUTEJIb HOM BJIACTU B

nopsankKe, YCTAHOBJIEHHOM I[IpaBUTeNILCTBOM Poccumckonm denepalumum (UacTb
4-1 BBezmeHa deIepalibHEM BaKOHOM OT 22 nexabpsa 2014 . N 429-03 -

CobpaHMre 3akoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N 52, crT.
7540; B pem. OdemepalIbHOT'O 3akoHa oOT 14 mexabpsa 2015 r. N 374-03 -
CobpaHMre 3akoHOIaTesibCcTBa Poccumckom denmepaumm, 2015, N 51, cT.
7245) .

4-2. OpraHmszaluy, OCYLEeCTBJILLIMEe IPOM3BOACTBO dGapMaleBTHUUeCKOM
cybCcTaHUUM cnmpTa 3TUIIOBOTO (pTanomna) s IPOM3BOIOCTBA
COMPTOCOIEPXAalMX JIEKaPCTBEHHEIX [peNnapaToB, OO0sg3aHE OCYHECTBJIATH
yyeT UM OekJlapMpOoBaHMe B IOopsIke, YCTAHOBJIEHHOM cTaTbaMu 8 u 14
denepalIbHOT'O 3aKOHAa oT 22 HOA0OPS 1995 roma N 171-03 "O
TOCYyIDapCTBEHHOM PETYJIMPOBaHMM [IPOM3BOOCTBa M 000pOoTa DBTUIIOBOTIO
COMPTa, aJIKOTOJIbHOM M CHMPTOCOIEpPXalle NPOOyKLUUM M 00 OIpPaHUYEHUMU
norpediieHusa  (pacomMTMa) aJIKOT'OJIbHOM nponmykumm" (uacTs 4-2 BBemeHa
denepanibHEIM  3akoHoM oT 3 wmoona 2016 . N 261-93 - CobpaHue
3akoHoImaTesibCcTBa Poccurckom denepaumm, 2016, N 27, cr. 4194).

4-3. VHOuBMAOyaJbHBE [PEeANPMHMMATENN n OpUONYeCcKMe auua,
OCYyMEeCTBJIAKIME 3aKyINKy M MCIOJIb30BaHMe GapMalleBTUUECKOM CyDOCTaHLUMU
CrMpTa 3TUJIOBOTO (®TaHOJa), a TaKxe [NPOM3BOINCTBO, WM3ITOTOBJIEHUE U
(nymm) obopoT (3a MCKJIIUEeHMEM PO3HMUHOM MNPOJaxy) CIMPTOCOIEpPXallMx
JIeKAPCTBEHHEIX IIpelnapaToBs, 0B s3aHH OCYWECTBJIAThH nx y4derT n
OekJlapUpoBaHue B ropsanke, YCTAaHOBJIEHHOM CTaThaMU 8 m 14
denepallbHOT'O 3akoHa oOT 22 HoabOpsa 1995 rona e 171-93 "0
TOCYyIapCTBEHHOM PEeTyJIMPOBaHUM IPOM3BOLNCTBa M o0OoOpoTa BTUIIOBOTO
COMPTa, AaJIKOTOJIBHOM M CHMPTOCOIepXalle NPOOYyKLUUM M 00 OIpPaHUYEHUMU
norpebieHrsa (pacomuTMsa) aJIKOT'OJIbHOM HNponykumm" (uacTe 4-3 BBenmeHa
denmepalsibHEIM 3akoHoM oT 29 wmoma 2017 . N 278-93 - CobpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2017, N 31, cr. 4827).

5. BamnpemaeTcs HPOU3BBONCTBO:

1) JlexkapCTBEHHBIX CPEenNCTB, He BKJIOUEHHHX B I'OCYyIapCTBEHHHM
peecTp JIeKAaPCTBEHHEX CPEICTB, 3a MCKJIOUEHMEM JIEKapPCTBEHHEIX CPEICTB,



IIPOM3BOINMMEIX oyis IIPOBENEHUSA KJIIMHUYECKUX MCCJIeNOBaHUM U IJid
3KCIOpTa;

2) banbcudMUMPOBAHHEIX JIEKAPCTBEHHBIX CPEINCTB;

3) JIeKapCTBEHHHX CPEeICTB btes JIMLIeHB3UN Ha IIPOM3BOLCTEO
JIEKAPCTBEHHEIX CPEenCTB;

4) JexapCTBEHHBIX CPEACTB C HapylleHMeM [IpaBUJ opraHmM3aluum
IIPOM3BONCTBA M KOHTPOJIA KadeCTBa JIEKAPCTBEHHHBX CPENCTB;

5) dapmalLeBTHMUeCKOM CyOCTaHUMM CIOMPTa STUIOBOTO (®TaHOJAa) Ha
TEXHOJIOTMYECKOM ODOPYyIOBaHUM, KOTOPOE HEe 3apelUCTPUPOBAaHO ni
33aKOHCEPBUPOBAHO B COOTBETCTBUM C OdelepallbHEIM 3aKOHOM OT 22 HOA0pPHA
1995 roma M 171-03 "O rocynapCTBEHHOM PETyJIMPOBAHMUM IIPOM3BOACTBA U
obopoTa BTUJIOBOTO CHMPTA, aJIKOTOJIbHOM M COMPTOCOIepXallel NPpOoIyKLMUNM
u 006 oTrpaHMUeHUM NOTpebJieHrsa (PacCOuTMs) aJIKOTOJIbBHOM HnpomnykKuum"
(nyexT 5 BBemeH demepasibHEM 3akoHOM oT 29 wmionsg 2017 . N 278-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccumickou demepaumn, 2017, N 31, cT.
4827) .

6. [Ipy BBOIE JIEKAPCTBEHHEX CPEeNCTB B I'PaxIaHCKUN oBopoT
YIIOJIHOMOUYEHHOe JINLLO IIPOMU3BOOUTENSA JIeKaPCTBEHHBIX CpelCcTB
OCYMECTBJIAET MNOIOTBEPXIEHME COOTBETCTBUSA JIeKapCTBEHHEIX CpelCcTB
TpeBOBaAHMUAM, YCTAHOBJIEHHEIM [IPU UX T'OCYIapCTBEHHOM perucTpauun, U
TapaHTUPyeT, UYTO JIeKapCTBEHHEE CPeICTBa I[IPOMU3BEIEHE B COOTBETCTBUU
Cc TpebOBaHMAMM MPaBMJI HaIJlexallel IPOM3BOICTBEHHOM NPaKTUKM (B pem.
demepasIbHOT'O 3akoHa OT 22 mekabps 2014 . N 429-03 - CoOpaHue
3akKoHOIaTesLCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540).

7. YIOJIHOMOUEHHHM JIMIIOM I[IPOM3BOIUTEJIS JIEKAapPCTBEHHEIX CPEeICTB
ABJISAETCHA €r0o PpabOTHMK, aTTECTOBAHHBEIM B YCTAHOBJIEHHOM YIIOJHOMOUYEHHBIM
benepaslbHEIM OPI'aHOM MCIIOJIHMTEJIBHOM BJIACTM MNOPANKE M MMEenmMi CTax
PaboTH He MeHee uYeM IATb JeT B o00JacTM OIPOM3BOICTBA U (MIM)

KOHTPOJIS KauecTBa JEeKapCTBEHHBIX CpeIncTs, BHICLIEE obpasoBaHUe
COOTBETCTBEHHO IIO0 OIHOM M3 CIelMaJIbHOCTEeM U (m1111) OIOHOMY U3
HalnpaBJIEeHUM I[IOOTOTOBKM: OMoJOITMS, OMOTEXHOJIOTHUS, BeTepuHapus,
KIMHMYeCcKasa MenoulMHa, pPpalvalMoHHAas, XUMMUeckas U 0OMoJioTMuecKas
3ammTa, OGbapmMaumsa, dyHOaMeHTaJlbHasa MeOulMHa, XMMMUecKas TeXHOJIoTUd,
xuMusa (B pen. denepalJibHOT'O 3akKoHa oOT 22 okTabps 2014 r. N 313-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccuimickou demepaumnu, 2014, N 43, cT.
5797) .

8. IlpomBBOOMUTEIN JIEKAPCTBEHHBIX cpeIncTs (3a VCKJIIOUEeHMEM
bapmalneBTHUUECKOM cyOCcTaHUUM CIMpTa STUIOBOTO (»TaHoyla) MOTYT

OCYMECTBJIATE NPOIaxXy JIEKAPCTBEHHEIX CPENCTB WM IepenaBaTb MX B
YCTaHOBJIEHHOM 3aKOHOIaTeJIbCTBOM PoccuMckoym Odenmepauur nopanke (B
pen. denmepallbHOT'O 3akoHa oT 29 mions 2017 . N 278-03 - CoBOpaHue
3akKoHoOImaTesibCcTBa Poccurckom denepaumm, 2017, N 31, cr. 4827):

1) mpyrmMm IPOMU3BOOUTEIISAM JIeKapCTBEHHEIX CpeIncTB s
IIPOM3BONCTEBA JIEKAPCTBEHHEX CPEINCTB;

2) opraHM3alLMsM OITOBOM TOPIOBJIM JIEKAPCTBEHHEMM CPeICTBaMM;

3) anTedHHM OpTaHM3alMsaM, BeTEPMHAPHEM alTEeYHEM OPITaHM3alMusaM,

MHIMBUIY aJlb HBEIM npednpmHyMaTesIaM, VIMEIVIM JINILLEH3UIO Ha
q_)apMaLLeBTMT{e CKYIO OeATEeJIbHOCTb 1Z0)8%8 JIMLEH3MIO Ha MEeIIMLINMHCKYIO
OeATEeJIbHOCTb ;

4 ) HAY4YHO-MCCJIeOOBaTeJIb CKIMM OpraHM3aluMAaM OJIA

Hay4YHO-MCCJIENOBATENbECKOM paboTH;
5) MEeIMUMHCKMM OpIT'aHM3alLMsaM M BETEPMHAPHBIM OPIaHM3aLMaM;
6) opraHmMszalLMuaM, OCYWECTBJISKIMM pa3BeldeHMe, BHpallMBaHME U



comepXaHue XMUBOTHEIX .

9. INpousponurenu OQapMalleBTMUECKOM CyOCTaHLMM CIOMPTa 3STUIOBOTO
(pTaHoOJNa) oOOABaHH OCYWECTBJATH pealM3alMio (Iepelady B YCTAaHOBJIEHHOM
3aKOHOIaTeJIbCTBOM PoccuMckoym denmepaumm nopsanke) odapMalleBTUUECKON
cyBCTaHUUM CHOMPTa 3TUIIOBOIO (3TaHOJa) IIPOM3BOINUTEJIAM JIEKaPCTBEHHBIX
CpPenCTB IJis1 MNPOM3BOICTBA JIEKAPCTBEHHEIX CPEICTB B E€MKOCTAX ODBEMOM
He Oojiee 1 ymuTpa M (mam) He wMeHee 1000 JsmTpoB, a opraHM3aUMaM,
YKasaHHBEIM B IIYHKTax 2 - 6 YacTu 8 HacTodmeM CcTaThby, B Tape 0OBeMOM
He Oojiee 1 smurpa (uyacTe 9 BBemeHa denepalibHEIM 3aKOHOM OT 29 wmoJs
2017 . N 278-03 - CobpaHMe BaKOHOIATeJIbCTBa Poccumickor demepauuu,
2017, N 31, cT. 4827).

CraTbsa 46. MapKUpPOBKAa JIEKAPCTBEHHEIX CPEINCTB

1. JlexapCTBeHHBEIE [penapaTs, 3a UCKJIIUEHMEM JIEKapPCTBEHHEX
pernapaToB, WM3TOTOBJIEHHEX allTEeUHBIMM OPpIaHM3alMsaMM, BeTepMHAPHBIMU
AN TEeYHEIMU opraHu3auusaMu, VHOVUBUIYaJIbHEMU IpennprHuMaTeaIMI,
VIMEOMYIMU JIMLIEHBUIO Ha bapmMmalleBTHUECKYIO IesATeJbHOCTEb,  IOJDKHEL
IOCTyNaTk B oOpalleHue, eCJyum:

1) Ha ¥MX TIEepPBUUYHOM YyIaKOBKEe (3a MUCKJIIOUEHMEM IIEPBUUHOM YNaKOBKU
JIEKAPCTBEHHBIX PACTUTEJIbHEIX I[IpelapaToB) XOPOWO UYMTaeMbBM WPUOTOM Ha
PYyCCKOM S3HKE YKa3aHb HaVMeHOBAaHMe JIEKAPCTBEHHOT'O IIpernaparTa
(MeXOyHapOOHOEe HENATEeHTOBAHHOE, WJIM I'PYNIMPOBOUHOE, WMJIIM XUMMUECKOE,
WM TOPI'OBOE HauMeHOBaHUE) , HOMEP cepuy, InaTa BHIOycka (oJs
VMMYHOOMOJIOTMUECKMX JIeKAPCTBEHHEIX I[IpellapaToB), CpOoK TOOHOCTH,
IOO3UPOBKa MJIM KOHLEeHTpaumus, ofweM, aKTMBHOCTL B E€IMHMIIAX IeMCTBUS
WM KOJIMYeCTBO o3 (B pen. demepanbHOTO 3akoHa oT 11 okxTsabpsa 2010
. N 271-03 - CoOpaHmMe 3aKoHOIATeJIbCTBa Poccurickon denepauunm, 2010,
N 42, cr. 5293; JdemepasibHOT'O 3akoHa oOT 22 mekxabps 2014 . N 429-93
- CobOpaHMe BakoHOIaTesibCcTBa Poccuiickou denmepaumyu, 2014, N 52, cT.
7540) ;

2) Ha ¥X BTOPUYHOM (MOTPebUTEJILCKOM) YIaKOBKE XOPOWO YMUTaEMBIM
mpmudTOoM Ha PYCCKOM f3bBIKE yKaz3aHbBl HaMMEHOBaHME JIEKAPCTBEHHOTO
npenapara (MexOyHapOoOHOE HEeNaTEeHTOBaHHOEe, WM IPYNIMPOBOYHOE, WM

XYMMYUECKOe M TOPI'OBOE HAaMMEHOBAHMs), HaMMEeHOBAaHME M[NPOMBBOINUTEJIS
JIEKAPCTBEHHOT'O npenapara, HOMEDP cepuu, nara BHIIyCKa  (IOJs
VIMMYHOOMOJIOTMUECKUX JIeKapCTBEHHHX pernapaTos) , HOMEP
PETMCTPALMOHHOTO YyIOCTOBEPEeHUss, CPOK I'OOHOCTM, CIOCOO NPMMEHEHUS,
IOO3UPOBKAa MM KOHLEeHTpaums, oBweM, aKTUBHOCTL B E€IMHMIIAX IeMCTBUS
OO KOJMUYEeCTBO O3 B ylIakoBke, JlekapCTBeHHas ¢GopMa, YCJOBUS

OTHnycKa, YCJOBUS XpPaHeHus, OpenylnpenmuTesibHele Haonucu (B pen.
demepanbHOTO 3BakoHa oT 11 oxrabps 2010 . N 271-03 - CobpaHue
3akKoHOImaTesibCTBa PoccuMckom denepaumnm, 2010, N 42, cT. 5293;

demepasibHOTO 3akoHa oOT 22 gnekabps 2014 r. N 429-03 - CoOpaHue
3akKoHOIaTesLbCTBa Poccurickom denmepaumm, 2014, N 52, cr. 7540).

2. dapmMmaleBTHUECKME CyDOCTaHLUMM IOJIKHEI [IOCTYINAThL B oOpameHue,
ecyM Ha WMX I[IEePBUYHONM YMNaKOBKE XOPOIO uMTaeMbM mWpuMdTOM Ha PYyCCKOM
g3BIKE yKa3aHb HaVMEHOBAHMUE bapmalnieBTHUECKOM cy®cTaHuuM
(MexoyHaponoHOe HENaTeHTOBAHHOE, WM TPYHNIMPOBOYHOE, WM XUMUUECKOE
n TOPTOBOE HaMMeHOBaHUS) , HaMMeHOBaHMe IPOMU3BOOUTETIS
bapmalieBTMUEeCcKOM CyOCTaHUMM, HOMEP CepuMM U JaTa MI3TOTOBJIEHU,
KOJIMUYECTBO B YIIAKOBKE M EIOVHUIE M3MEPEHUS KOJIMUEeCTBAa, CPOK TONHOCTHU
U YCJIOBUSA XpaHeHus (B pen. demepalIbHOTO 3akoHa oT 22 mekabpsa 2014



r. N 429-3&3 - CobpaHue 3BakoHOZmaTesnbCcTBa Poccumickon demepaumnm, 2014,
N 52, cr. 7540).

3. JlekapCTBEHHEE cpencrTsa B KauecTBe CEIBOPOTOK  IOJDKHEI
IOCTynaTs B obOpalleHre C YKa3aHMeM XUBOTHOTO, U3 KPOBM, IJIa3ME
KPOBM, OPTAaHOB M TKAaHEV KOTOPOI'O OHM IIOJIyUEHH.

4. Ha BTOPMUHY (IIOTPEeOUTEJILCKYI) YIIaKOBKY JIEKAPCTBEHHBIX
CpencTB, IIOJIYUYEeHHEIX U3 KPOBM, ILJIa3Mbl KPOBM, OPI'AHOB U TKaHEM
yeJioBeKa, OOJDKHAa HAaHOCUTLCS HAONWUCH : "AuTHTEeJIa Kk BMU-1, BUU-2, K
BUpyCcy Tenaturta C ¥ T[OOBEPXHOCTHEM aHTUIEeH BUPyca TIenartuTa B
oOTCyTCTBYIT" .

5. Ha NEPBUYHYIO YIIaKOBKY ¥ BTOPUUYHYD (IOTPebMTEJIbECKY)
YIIaKOBKY pannodpapMalleBTUUE CKUX JIEKAPCTBEHHBIX CpenCcTB IOOJIDXEH
HAaHOCUTBLCH 3HAK pPaIMallMOHHOM OIIaCHOCTMU.

6. Ha BTOpPMUHYID (IOTPEeOUTEJIbCKYI) YIAKOBKY T'OMEOllaTUueCKUX
JleKapCTBEHHBIX penapaToB IOOJIKHA HAHOCUTBHCS HAIONIWCh :
"T'omeonaTuueckum" .

7. Ha BTOPUUHYIO (moTpeburesbCKy) YHIAKOBKY JIeKapPCTBEHHEX
PaCTUTEJIbHEIX I[pelapaToB JOJDKHA HAHOCUTBLCS  HANNMCH: "TponmyKLUMS
npouJia panralMOHHEM KOHTPOJL" .

8. Ha mnepBUUHYI YIIaKOBKY (ecnu oJjs 3TOTO CylEeCTByeT
TexHMUecKkas BO3MOXHOCTBL) UM BTOPUUHYD (IOTpPebUTesNbCKYyl) YIakKOoBKY
JleKapCTBEHHBIX npenapaTos, npelHa3HaueHHBIX OJIs KJIIMHVYE CKUX
VICCJIenOBaHMIM, IOOJDKHA HAaHOCUTBLCSH HAONWUCH : "Insa KJIMH/YE CKUX
uccynenoBaHuit" (B pem. demepasibHOTO 3akoHa OT 22 mekabpsa 2014 . N
429-93 - CobpaHue 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2014, N
52, cT. 7540).

9. YmakoBka JIeKapCTBEHHBIX CcpencrTs, IpenHa3HaueHHBIX
VCKJIIOUUTEJIEHO oJs 3KCIOPTa, MapKUpyeTCcs B COOTBETCTBUU C
Tpe®OBaHUAMM CTPAHBE-UMIOPTEPA .

10. Ha TPAHCIIOPTHYIO Tapy, KOTOpasd He MNpenHa3HadeHa A
norpedbuTesiel M B KOTOPYK IIOMENEeHO JIEKapCTBEHHOEe CPpelICTBO, IOJDKHA
HAHOCUTLCH vHbopMal s o) HaMeHOBaHUH, cepun JIeKapCTBEHHOTO
cpencTea, OaTe BHIIyCKa, KOJMUECTBE BTOPUUHHEX (IOTPEOUTEJIbCKUX)
YIIaKOBOK JIEKapCTBEHHOTO CpencTBa, M[IPOMBBOIOMUTEJIE JIEKAPCTBEHHOT'O
cCpencTBa C yKa3aHMEM HAaMMEHOBAHMUSA M MECTOHAXOXIEeHMS I[POM3BOIUTEJIS
JIEKAPCTBEHHOTO CpelcTBa (aipec, B TOM YMCJIe CTpaHa U (MJIM) MeCcTO
IPOMBBOACTBA JIEKAPCTBEHHOTO CPEeICTBa), a TakKxXe O Cpoke TOOHOCTHU
JIeKapCTBEHHOTO CpencTBa M 00 YCJOBMAX €TI0 XPaHeHUSa U [IepPeBO3KN,
HeOoOXOonouMEE MNpenylpenuTelJIbHEEe HaNOMCU M MaHUIIYJISTOPHBE 3HAKM.

11. Ha IIEPBUUHYIO YIIakKOBKY M BTOPMUUHYID (IOTPeOUTEJIbECKYI)
YIIaKOBKY JIEKAPCTRBEHHHEIX CPEINCTB IJiS BETEPMHAPHOTO MNPMMEHEeHMS IOJDXKHAa
HAaHOCUTBLCHA Hamnmchb: "IJId BETEPMHAPHOTO NpUMeHeHuA".

12. Ha BTOpMUHYID (NOTPebUTEeNIbCKYl) YIaKOBKY JIEKaPCTBEHHOT'O
npenapaTa HaHOCUTCH WTPUXOBOM KOI.

T'nmaBa 9. BBO3 JIeKAPCTBEHHBEIX CPEINCTB B POCCHUMCKYIO
demepalMio ¥ BEIBO3 JIEKAPCTBEHHHX CPEICTB
13 Poccuyickonm dermepalum
(HammMeHOBaHMe B pen. OdermepallbHOTO 3akoHa OT 6 nmekabpsa 2011 r. N
409-03 - CobpaHMe BakKoHOImaTeNnbCTBa Poccumickou denmepaumyu, 2011, N
50, cr. 7351)

CraTbsa 47. HOpF[ILOK BBO3a JIEKAPCTBEHHEIX CpPEeInCTB B



Poccurickyn derepallMio M BBIBO3a JI€KaPCTBEHHBIX
cpencTtB m3 Poccumckom denmepaunm
(HamMeHOBaHMe B pen. demepalIbHOT'O 3akoHa OT 6 nmekxabps 2011 .
N 409-03 - CobBpaHMe BaKOHOIaTeNbCTBa Poccurickou ®emepaumm, 2011, N
50, cT. 7351)

1. Beo3s JIEKapPCTBEHHBIX CPeInCTB B Poccurickymo denmepaumio
OCYyWEeCTBJIIETCs B IOPAIKe, YCTAaHOBJIEHHOM I[[paBUTEJILCTBOM POCCUMCKOM
denepauuu, B COOTBETCTBUU c TaMOXEHHEIM 3aKOHOIATEJILECTBOM
TaMOXeHHOTO Ccoo3a B paMkax EBpAs33C (majmee - TaMOXEHHHM COI3) U
(M) BaKOHOHDATEJILCTBOM Poccuiickolr demepaluy O TaMOXEHHOM Iejie (B
pen. denmepallbHOT'O 3akKoHA OT 6 nmexabpsa 2011 r. N 409-03 - CobOpaHue
3akKoHOIaTesLCTBa Poccurckom denmepaumm, 2011, N 50, cr. 7351).

2. BBosumMbele B Poccuiickywn Odenmepaluio JIeKAPCTBEHHEE CpencTBa
IOOJIKHEL OBITH BKJIOUEHH B TI'OCYHAapPCTBEHHE PEeecTp JIeKapCTBEHHEIX CPEeICTB
(B pem. demepalsIbHOTO BakoHa OT 6 z»exabps 2011 . N 409-03 -
CobpaHme BakoHOImaTenbCcTBa Poccuiickou demepaumnu, 2011, N 50, cT.
7351) .

3. JonyckaeTcs BBO3 B Poccumickyion demepaluio KOHKPETHOM I[IapTUM
33apPETUCTPUPOBAHHEIX u (M) He3apeI'MCTPUMPOBAHHLEIX JIeKapCTBEHHHX
CpelCcTB, IpelHAa3HAUEHHEIX IJIs NPOBEIEHMUs KIJIMHUYUYECKUX MCCIJIeIOBaHUMN
JIEKapCTBEHHHX penapaTos, IPOBENEHMS DKCIEPTU3H JIeKapCTBEHHEX
CPenCcTB IJjid OCYWEeCTBJIEHMS I['OCYHapCTBEHHOM pPeruMcTpaluy JieKapCTBEHHBIX
penapaTos WM OJIS  OKasBaHMS MeIOMUMHCKOM I[IOMOMWM IO  XM3HEHHEM
IIOKa3aHMAM KOHKPETHOTI'O IlallMeHTa Ha OCHOBAHMM pas3pelleHMs, BBIOAHHOI'O
YIIOJIHOMOYEHHEIM benepanbHEM opTaHoOM VICIIOJIHUTEJILHOM  BJIACTM IO
3agBJIEHMAM JIMII, YKa3aHHEIX B cTraTbe 48 HacTosmero denepalibHOTO
3aKoHa. PaccMOTpeHME TaKOI'O 3asBJIEHUS U IPUHATUE PElleHUs O BhlIaue
paspeleHys Ha BBO3 KOHKPETHOM MNapPTUM 3aPeTUCTPUPOBAHHEIX W (MJIM)
HE3aPEeIMCTPMPOBAHHEX JIEKAPCTBEHHEIX CPEenCTB, [pPeIHA3HAUEeHHBIX MOJId

npoBeOeHMA KIIMHNYECKUX UccJenoBaHuM JIEKAPCTBEHHEIX npernapaTos,
IIpoBEeNEeHMA SKCIIEPTV3EL JIEKapCTBEHHEIX CpencTs IJIA OoCylmeCTBJIECHMA
I‘OCYI[apC’I‘BeHHOIz permcrpaumm JIEKAaPCTBEHHEIX InperapaTrToB ninm panassi

OKaszaHMs MEeIOVUMHCKOM I[IOMOWM II0 JXMBHEHHHM I[IOKAaBaHMAM KOHKPETHOTIO
rnnauyeHTa Jubo o6 oOTKaz3e B BHIAUE YKASAHHOT'O pal3pelleHMsS NPOM3BOIATCH
B CpOK, He IpeBHIAIMY OaTK paboumx nHeM. I[lnaTa 3a BHIAYY
YKAaB3aHHOT'O paspelleHus He B3uMaeTcsa (B pen. demepalibHOT'O 3akoHa OT 6
nexabps 2011 . N 409-903 - CobpaHMe 3akoHOIATEJIbCTBa POCCUMCKOM
depmepaumn, 2011, N 50, cr. 7351).

4. B Poccumckyo denepauuio MOXHO BBO3UTL JIEKAPCTBEHHEE
cpelCcTBa, KadeCTBO KOTOPHIX INOOTBEPXIECHO CepPTUOMUKATOM IPOU3BOOUTEIIS
JIEKapPCTBEHHHX CpencrTs, YIOCTOBEP AWM COOTBETCTBUE BBOBMMEIX
JIeKapCTBEHHBEIX CpencTB TpeboBaHMAM O(apMakoleMHBXx cTaTtey Jubo B
cllydyae UX OTCYTCTBUSA HOPMaTUMBHOM IOKYMEHTalUUM WM HOPMaTMBHOIO
oDokyMeHTa (B pen. demepalibHOI'O 3akoHa OT 6 mekxabps 2011 . N 409-903
- CobpaHMe BakoHOIaTesibCcTBa Poccuiickou denmepaumm, 2011, N 50, cT.
7351) .

5. BampemaeTcsa BBO3 B Poccurickyion demepauuio QasibCUOUIMPOBAHHEIX
JIEKAPCTBEHHEIX CPEenNCTB, HeOOOpOKAUeCTBEHHHX JIeKAPCTBEHHHIX CPeICTB,
KOHTpabaKTHEX JIEKAPCTBEHHHBIX CpeACcTB (B pen. demepalibHOTO 3akKOHA OT
6 nmexabps 2011 r. N 409-03 - CobpaHMe BaKOHOIATEeJIbCTBa POCCUMCKOM
depmepaummu, 2011, N 50, cr. 7351).

6. danbcudMUMPOBaHHEE JIeKapCTBEHHEE cpencTma,



HenmoBpokaueCTBEHHEE JIeKapCTBEHHBIE CPencTBa [OIJIeXAT WUIBATUIO U
IocyienymoieMy YHUUTOXEHMI WMJIM BHEBO3Y U3 POCCUMCKOM demepauun,
KOHTpabakTHEE JIeKapCTBEHHBIE CpencTBa - MI3BATHUIO UM IIOCJenylleMy
YHUUTOXEHUID. YHUUTOXEHME WUJIM BEBO3 ns Poccumckom denmepaunn
banbCcubMLIMPOBaHHBIX JIeKapCTBEHHBIX cpencTs, HenoBpoKkaueCTBEHHBIX
JleKapCTBEHHBIX Cpencrs, KOHTPabaKTHEIX JleKapCTBEHHBIX CpencTB
OCylleCcTBJISeTCsa 3a CueT Jula, OCYHNEeCTBMBIIETO MX BBO3. IlOpAnok
YHUUTOXEHUS UBBATHX GajibCUbOMIMPOBaHHBX JIeKapCTBEHHBIX cpencTs,
HenoBpoKaueCTBEHHEIX JIeKapCTBEHHBIX cpencTs, KOHTpabaKTHBIX
JIeKapCTBEHHBIX CPEAOCTB YyCTaHaBJIMBaeTcs IlIpaBUTENIbCTBOM POCCUMCKOM
demepauun (B pern. demepalIbHOT'O 3akoHa OT 6 nmexabps 2011 r. N 409-03
- CobpaHme BakoHOImaTesibCTBa Poccuiickou denmepaumnm, 2011, N 50, cT.
7351) .

7. Jnua, OCYyIeCTRBJIISIME BBO3 B Poccurmckymno denepaumo
danbCcudUIMPOBAHHEIX JIEKAPCTBEHHBIX cpencrTs, HenoOpokKadeCTBEHHEX
JIEeKapCTBEHHBIX CPENCTB, KOHTpabaKTHEIX JIEKAPCTBEHHEIX CPENCTB, HECYT
OTBETCTBEHHOCTH B COOTBETCTBMM C TaMOXEHHHEM 2BaKOHONATEJbECTBOM
TaMOXeHHOT'O Ccoi3a M (MIM) 3akoHOIATeJIbCTBOM Poccumickoy denmepaumm O
TaMOXeHHOM Jejie (B pen. O®emepalJibHOTO 3akoHa OoT 6 mekabps 2011 r. N

409-93 - CobpaHmMe sBakKoHOomaTenbCcTBa Poccuimickou denmepaumm, 2011, N
50, cT. 7351).
8. BEIBO3 JIEKAPCTBEHHEIX CpPeICTB ns3 Poccurickon denepaunnm

ocymecTBJsgeTCsa 0e3 NPMMEeHEeHMSs OI'PaHMUeHMUM, YCTaHOBJIEHHEIX TaMOXEeHHBM
3aKOHOIATEJILCTBOM TaMOXeHHOT'O coo3a U (uinm) 3aKOHOIATEJILECTBOM
Poccuricko¥ delepaluM O TI'OCYIaPCTBEHHOM PETYJIMPOBAHUM BHEUHETOPI'OBOM
OesaTenbHOCTM (B pen. demepalIbHOT'O 3akoHa OT 6 nmekabps 2011 1. N
409-93 - CobOpaHMe 3BakoHOIaTesibCcTBa Poccumckom denmepaumyu, 2011, N
50, cr. 7351; demepalsIbHOT'O 3akoHa oT 25 Hoabps 2013 r. N 317-03 -
CobpaHMre 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2013, N 48, crT.
6165; denmepasibHOTO 3akoHa OT 22 mexkabps 2014 . N 429-03 - CobOpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

CraTbpsa 48. Kpuiondyeckue JMila, KOTOPEIM pa3pelleH BBO3
JIeKapCTBEHHEIX CPENCTB B Poccuiickyi demepaluio
(HamMeHOBaHMe B pen. demepalibHOT'O 3akoHa OT 6 nekabps 2011 .
N 409-03 - Cob6paHMe BaKOHOIaTeJbCTBa Poccurickou ®emepaumm, 2011, N
50, cT. 7351)

JlekapcTBeHHBIE Ccpencrea B Poccurickyw denmepaumio MOT'YT BBO3SUTH (B
pen. denmepallbHOT'O 3akKoHA OT 6 nmexabpsa 2011 r. N 409-03 - CobOpaHue
3akoHOIaTesLCTBa Poccurckom denmepaumm, 2011, N 50, cr. 7351):

1) npomsBOIMTENM JIeKapPCTBEHHEIX CPEeNCTB IJid LeJjiell COOCTBEHHOTO
[IPOMBBONCTBA JIEKAPCTBEHHLIX CPENCTB;

2) MHOCTpPAaHHHE paspaboTunky JIEKapPCTBEHHEX cpencTs n
MHOCTPAHHEE [IPOU3BOOUTEIN JIeKapPCTBEHHEIX cpencTs W opyTrue
opUOMYecKMe JiMlla N0 IOPpYyYeHMO paspadoTumka JIEKAPCTBEHHOI'O CpencTBa
IJIS NPOBENEeHMS KIMHMUECKMX MCCJIeOOBaHMM JIEKAPCTBEHHOT'O IIpelraparTa,
OCYIECTRBJIEHUS TOCYINapCTBEHHOM perucTpaluuu JIeKapCTBEHHOTO IIpernapara,
BKJIOUEHMs GdapMaleBTUUECKON CcyOCTaHUMM B TOCYIAPCTBEHHH peecTp
JIEKAPCTBEHHHX CPEICTB, KOHTPOJIS KadeCTBa JIEKAPCTBEHHBIX CPEACTB IIPU
HaJIMYNU paspeumenns YIIOJITHOMOYEHHOT'O benmepanbHOTO opraxa
UCIOJIHUTEJILHOM BJIACTM Ha BBO3 KOHKPETHOM MapTUM JIEKapCTBEHHHX
CpencTs;



3) OopraHMzaumm OIITOBOMU TOPI'OBJIM JIEKAPCTBEHHEBIMM CpeacTBaMM,;

4) Hay4YHO-UCCJIeIOBATEeJIbCKME opraHmM3auuun, oBpasz30BaTe b HEE
OpTaHM3aluM BEICHIETO oBpas3oBaHMUA, IPOM3BOOUTEIIN JIeKapCTBEHHEX
cpencTs ons pazpaboTKM, MCCIeOOBaHMM, KOHTPOJsS 6©6e30IacHOCTH,
KauecTBa, sbbexTUBHOCTHU JIeKapCTBEHHBIX cpencTs npu HaJIU4Um
paspemeHnsa YIIOJIHOMOUEHHOTO benmepalZIbHOTO oOpTraHa MCIOJIHUTEJbLHOM
BJjactu (B pen. denepalibHOTO 3akoHa oT 2 wumwoonsg 2013 . N 185-03 -
CobpaHMre 3BakoHOIaTesbCTBa Poccurickom denmepaumm, 2013, N 27, cT.
3477) ;

5) MemMUMHCKME OpTaHM3aluMM, MHBEE yKa3aHHEEe B IOyHKTax 1-4
HacCToOsfWey CcTaTbM OoplaHM3aluuM OJjsg OoKal3aHMsS MeNULMHCKOM IIOMOWM I10
XM3HEHHBIM [MOKA3aHMSAM KOHKPETHOT'O MHallMeHTa I[IPYM HaJIuuuMy pas3peleHuns
YIIOJIHOMOUEHHOTO (GbemepayibHOTO OpTaHa MCIOJIHUTEJIbLHOM BJIACTM Ha BBO3
KOHKPETHOM napTum JIeKapCTBEHHOTO npenapara, BBIZAHHOTO B
YCTaHOBJIEHHOM IMopsAnke B QopMe BJIEKTPOHHOTO HOOKYMEHTAa, I[IOANMCAHHOTO
YCUJIEHHOM KBaJIMOULIMPOBAHHOM BJIEKTPOHHOM IIOONNCHI0 (B pexn.
demepasbHOTO 3akoHa oT 12 wmapra 2014 1©. N 33-03 - CoOpaHue
3akoHoOmaTesibCcTBa Poccurckom denepaumm, 2014, N 11, cr. 1098).

Crarbsa 49. JJOKYMEeHTEH, [pPelCTaBJISeMbHE B TAaMOXEHHEE OpPI'aHH

Poccurickont denepallyy NPU BBO3E JIeKapCTBEHHBIX
cpencTB B Poccurckyin demepalllio

(HamMeHOBaHMe B pen. demepalibHOT'O 3akoHa OT 6 nekxabps 2011 .
N 409-03 - CobpaHMe BaKOHOIaTenbCcTBa Poccurckou demepaumm, 2011, N
50, cT. 7351)

1. IIpy BBO3Ee JIeKAPCTBEHHHBIX CPENCTB B Poccuuckyin delepaumio B
TaMOXeHHBIe opraHel Poccurickom demepaumm Hapany C 2 IOOKyYMEeHTaMu,
npencTaBJjieHMEe KOTOPHIX MNPEeOyCMOTPEHO TAaMOXEHHBEM 3BaKOHONATEJIbECTBOM
TaMOXeHHOT'O Ccoo3a U (MjaIM) BaKoHOIDaTeJIbCTBOM Poccurickor demepaumm O
TaMOXEHHOM Iejie, MNPEeICTaBJA0TCAa CcJelyillmMe ITOKYMEHTEH (B pen.
demepasIbHOT'O 3akKoHa OT 6 g§Oekxabps 2011 1. N 409-03 - CobpaHue
3akKoHOIaTesLbCTBa Poccurickom denmepaumm, 2011, N 50, cr. 7351):

1) ceptudbmuxat IPOU3BOOUTEIS JIEKAPCTBEHHOTO CpencTra,
YIOOCTOBEP 0N COOTBETCTBUE BBOBUMOTO JIEKAPCTBEHHOTO CpencTBa
TpeboBaHMAM dapMakKoIlIeVHOM cCcTaTbu JMOO B Cjydae ee OTCYTCTBUSA
HOPMATMBHOM MNOKYMEHTALMM MM HOPMATMBHOT'O INOKYMEHTa;

2) paspeumeHue YIIOJIHOMOYEHHOT'O benmepasbHOTO opraHa
VCTIOJIHUTEJIBHOM  BJIACTM Ha BBO3 KOHKPETHOM MNapTUM JIEKAPCTBEHHOTO
cpencTBa B CJIyyasx, YCTaAHOBJIEHHBEIX YACTbIO 3 cCcTaTbMu 47 HacCTOAWeIo
demepasIbHOTO 3akKOHA.

2. JOKyMEeHTH, YyKa3aHHHE B IMyHKTax 1 M 2 YacTu 1 HacTodmewn
CTaTb¥M, MNPEICTAaBJIAKNTCSA B TaMOXEHHBE OPTaHE Poccurickoy demepalum MIpPU
ONPpUOBITUMM JIEKAPCTBEHHHEIX CpencTe B Poccwuiickylo &demepaumo (B pen.
demepasibHOTO BakoHa oT 6 mexkadbpa 2011 ©. N 409-03 - CobpaHue
3akoHOIaTesLCTBa Poccurickom denmepaumm, 2011, N 50, cr. 7351).

Crares 50. BBO3 JIeKapPCTBEHHBEIX I[IPEelapaToB B POCCUMCKYIO
demepalumio OJIS JIMUHOTO UCIOJIbL30BAHUI U
VHBIX HEKOMMEPpUEeCKMX lejiel, a Takxe Ijsg
VICTIONIBBOBAHMS Ha TEPPUTOPUM MEXIYHAPOIHOTO
MEeOMLMHCKOTO KJjlacTepa
(HamMeHOBaHMe B pen. demepalIbHOT'O 3akoHa OT 6 mekabps 2011 .
N 409-03 - CobpaHMe BakKOHOIaTeJbCTBa Poccurickou demepaumm, 2011, N



50, cr. 7351; @depmepanbHOTO 3akoHa oOT 29 wmwooHsa 2015 r. N 160-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccumickou demepaumn, 2015, N 27, cT.
3951)

1. JlekapCTBEHHHE MpernapaThl MOTYT OBTH BBE3€HH B POCCUICKY
demepauuino 06e3 yueTa TpeboOBaHMM, [PEeOyCMOTPEHHBIX uYacTaummu 1 - 4
crareu 47, crarbamu 48 m 49 HacTodmero dernepalyibHOTO BaKOHAa, E€CJu
OHM IpelHa3HadeHH IJisa (B pen. delepalibHOT'O 3akKoHa OT 6 Imekabps 2011
r. N 409-93 - CobBpaHue 3BakKoHOZaTenbCcTBa Poccuiickon demepaumm, 2011,
N 50, cm. 7351):

1) JIMYHOT'O MCIOJIb30BaHMSA OQUIMUECKUMMM JIMLUAaMM, [OIPUOBBUMMM B

Poccurickyo ©denepauuio. Ilpy >3TOM BBO3 B PoccuMCKY0 denmepauno
JIEKapPCTBEHHBIX [penapaToB, CoOOepXallMx CUMJIbHOIENMCTBylULMe U (MJIn)
AOOBUTEIE BelleCTBa, BKJIOUEHHBIE COOTBETCTBEHHO B CHMCOK

CUJIBHOIOEMCTBYOIMX BEUECTB IOJisg LeJeM YIOJIOBHOI'O 3aKOHOINAaTeJIbCTBa
Poccurickor denepaluM U B CIMCOK SAIOOBUTEIX BeEUECTBE IJId uenen
YT'OJIOBHOT'O 3aKOHOIATEJIbCTBa Poccurickon O&denepauun, YTBEPXIEHHBE
[IpaBuTenscTBOM Poccumickom demepaumm, OCYyWECTBJIAETCS NOPM HAJIUUUU
IOOKYMEHTOB (3aBEepeHHBIX KONMM HOOKYMEHTOB MJIM BaBEPEeHHBIX BHIIMCOK U3
HUX), IIOOTBEPXIallMxX HazHaudyeHUe busmuueckomMy JINLLY YKaBaHHBX
JIEKAPCTBEHHBIX IIpelapaToB (3a MCKIINUeHMEeM JIeKapPCTBEHHHIX [IpellapaToB,
33aPETUCTPUPOBAHHEIX B Poccumickon denepaunn n OTIIy CKaeMbIX B
Poccurickon denepaunm ©Oes3 pelLenTa Ha JIEKAPCTBEHHBM [Ipenapar) .
[lonTBepxnanuMe NOKYMEHTH (MX 3aBepeHHbBle KOIMM MU 3aBEpPEHHEE
BEIIMCKU M3 HUX) LOOJDXKHBL COHepXaThb CBeIeHMS O HaVMeHOBAaHUM U
KOJIMUECTBE Ha3HAaUYEHHOT'O JIEKAaPpCTBEHHOI'O IpenapaTra. B ciaydae, ecan
OO TBEPXIanlMe IOOKYMEHTE (MX 3aBEepeHHBle KONMM MM 3BaBepeHHbe
BEIIMCKM M3 HMX) COCTAaBJIEHB Ha MHOCTPAHHOM f3bBKe, K HMM IpujaraeTcs
HOTapMaJlbHO 3aBEPEeHHH I[IepeBON Ha PYCCKMM 43BK (B pen. demepalibHOT'O
3akoHa oT 2 wmioHga 2016 1. N 163-03 - CobpaHMe 3BaKOHONATEJILCTBA
Poccurickom Qenmepaumn, 2016, N 23, cr. 3287);

2) MCNoOJNb30BaHMSA PaAOOTHUKAMM IUIMNJIOMaTUYUECKOT'O KOpIlyca n
penCcTaBUTeIIMU MeXIyHaPOIHEIX opTraHM3auuy, AKKPEeIMTOBAHHEX B
Poccurickom demepaumnn;

3) JledeHMs [acCCaXMPOB M UWJIEHOB SKUIIAXEM TPaHCIOPTHEX CPEIOCTB,
I0e3OHBIX OpuIran M BOLOUTEJIEM TPAHCIOPTHHX CPEeNCTB, NIPpMOBBIMX B
Poccurickyl ®emepaumio (B pen. demepalibHOT'O 3akoHa oT 6 mekabps 2011
r. N 409-03 - CobpaHMe 3BakKoHOZaTeNbCTBa Poccuiickou demepaumm, 2011,
N 50, cT. 7351);

4) JleyeHMS YYACTHMKOB MEeXOYHAPOLHBIX KYJbTYPHBIX, CIOPTUBHEX
MEPONPUATUN ¥ YyUACTHUKOB MEXIYHAPOIHEIX SKCIEeIULUN;

5) JedyeHMs KOHKPETHHX XMBOTHEIX B 300NapkKax, a TaKXe XMBOTHEHX,

BBO3UMBIX B Poccurickyn ®demepaumio IS ydacTuss B CIOPTMBHEIX U
3PEeJIMUIHEX MEPONPUSATUAX (B pen. &ermepallbHOTO 3akoHa OT 6 1nekxabdps
2011 r. N 409-03 - CoBOpaHMe 3aKOHOIATeJIbCTBa Poccurickolr denepauuu,

2011, N 50, cT. 7351);

6) MCHIOJIL30BAHMS Ha TEPPUTOPUM MEXIOYHAPOOHOTO MEeOMULMHCKOTO
KJacTepa (myHKT 6 BBemeH demepalibHBEIM 3akoHOM OT 29 wmoHa 2015 . N
160-33 - CobpaHMe sBakoHOmaTenbCcTBa Poccuimickom denmepaumm, 2015, N
27, cT. 3951).

2. B cnyuyasax, OpelyCMOTPEHHBIX dYacTbio 1 HacToAwWeM CcTaTbu,
monyckaeTcsa BBO3 B Poccuiickyn demepalMio JIeKAPCTBEHHHIX I[IpelapaToB,
HEe 3aperuCTPUMPOBAHHEIX B Poccumickoy demepaumm (B pexn. demepalibHOTO



3akKoHa OT 6 mekabps 2011 r. N 409-03 - CoOpaHMe 3aKOHOINATEJILCTBA
Poccurickom denmepaumm, 2011, N 50, cr. 7351);

3. JlekapCTBEHHBIE IIpenapaTH, [IpelHa3HaUeHHEEe IJig I'yMaHUTapHOM
moMouy (COomeMCTBMA) MM [IOMOUM IIPM UYpPe3BBUAMHBIX CUTyalMax, BBO3STCS
B Poccuiickyin Odenmepauuio B IIOpAIKe, YCTAHOBJIEHHOM I[IpaBUTEJILCTBOM
Poccurickom Odemepaumm. 3anpemaeTcda BBO3 B Poccurckyio demepaumo
HE3aPEeTIMCTPMPOBAHHLEX JIEKAPCTBEHHEIX [IperapaToB, NIpeOHa3HAUEeHHEIX I
TYyMaHUTAPHOWM nomMomy  (COOmeMCTBMA) WMJIM I[IOMOWM [IPU UpPEe3BHUAMHEIX
cuTyauusax (B pen. demepallbHOT'O 3akKoHa OT 6 mexkad®psa 2011 r. N 409-03
- CobpaHMe BakoHOIaTesibCcTBa Poccuiickou denmepaumnu, 2011, N 50, cT.
7351) .

Crarea 51. CoTpymHMUECTBO beIepalibHOTO OpTraHa
VICIIOJIHUTEJILHOM BJIACTM, YIIOJHOMOUEHHOTO B OOJacTu
TAMOXEHHOTO Iejla, M APYTIMX YIOJHOMOUYEHHEX
bemepalsibHEX OPTAHOB MCIOJHUTEJIBHOM BJIACTU

1. YnosiHOMOUeHHEe (QelepalibHEIE OPT'aHH MCIOJHUTEJIbHOM  BJIACTU
IPeloCTaBJIAT B PaclIopsSXeHre oGemepalIbHOT'O opl'aHa MCIOJIHUTEJIbHOM
BJIACTHU, YIIOJJHOMOUEHHOTO B OOGJIACTM TAaMOXEHHOTO Iejia, I'OCYOapCTBEHHHIM
peecTp JIEKAPCTBEHHBIX CpPeICcTB, a TakKxe uHbopMauuon O BRIIAHHEBIX
paspelueHrsax Ha BBO3 KOHKPETHOM MNapTUM JIEKapCTBEHHBIX CPENOCTB B
cyydyasax, YCTaHOBJIEHHBIX YacThbio 3 craTeM 47 Hacrosmero denepalibHOTO
3aKOoHa.

2. demepalsibHHM OPT'aH MCIOJHUTEJIbHOM BJIACTM, YIOJHOMOUEHHEI B
obJylacTM TaMOXEHHOTO neJsia, MHOOpMMPyeT yKasaHHBIE B YacTM 1 HACTOAUEN
CTaTbM YIOJIHOMOUEHHEEe (QellepalibHEIE OpPIT'aHbl MCIIOJIHMUTEJIBHOM BJIACTU O
BBO3E JIeKapCTBEHHEIX CPEenCTB B PoccuMckyw <denmepaumio U  BEBO3E
JIeKapCTBEHHBIX CpPencTB M3 Poccurickon denmepaumy no bopmMe m B HOPSIKE,
KOTOPEIE YCTaHOBJIEHH I[lpaBuTenbcTBOM Poccurickor demepaumm (B pen.
demepasIbHOT'O 3akoHa oT 6 mexabps 2011 . N 409-03 - CobOpaHue
3akoHOIaTesLbCTBa Poccurickom denmepaumm, 2011, N 50, cr. 7351).

T'nmaBa 10. dapmalleBTHUYeCKas OesSTeJIbHOCTb

Crarbs 52. OcymecTBJIeHVe bapMalleBTUUECKOM IesATeJIbHOCTU

1. ®apMmaleBTHUeCKas IeATeJIbHOCTH OCYUEeCTBJISeTCS OplaHM3aluMaIMuU
OIITOBOMU TOPT'OBJIM JIeKapCTBEHHBIMMU cpencTBamu, aITeuHBEMA
opTraHmM3aluuaIMu, BeTEepUHAaPHBMU arTeuHBIMU oOpTraHu3aluaIMu,
VHIVBUIY AJIb HEIMM/ NpennpUHyMaTENIMA, VIMEOMMMM JIULEH3UI0 Ha
bapMalleBTUUECKYID OeATeJIbHOCTL, MEeIMUMHCKMYMM OpITaHM3aUuMsaMM, WMEOIVMM
JIVLIEH3MIO Ha dbapMaLeBTUUECKYD IOEATEJIbHOCTb, M UX O0D00OCOOJIEHHEMU
nompasnesyiIeHUSaMU (amBbyaTopusaMu, deJib e pCcKyUMM u
besbOmepCcKo—akKyuepCKUMU IyHKTaMy, LeHTpaMuy (OoTOeJieHusaAMMr) obmen
BpauebHOM (cemenHoOM) IPaKTUKA) , PaCIoJIOXEeHHEIMMU B CeJIb CKUX
HaCeJIEHHHIX IIYHKTax, B KOTOPHX OTCYTCTBYIOT allTeuHble OopTraHM3auumM, U
BEeTEPUHAPHEMM OPTaHM3aUUAMM, MMeOIMMM JIMIIEH3MI Ha GapMalleBTUUeCKYIo
oesaTeslbHOCTL (B pen. denmepalibHOTO 3akoHa oT 25 Hosbpsa 2013 . N
317-93 - CobpaHMe BaKOoHOImaTeNnbCTBa Poccumickou denmepaumyu, 2013, N
48, cT. 6165).

2. du3nUeCcKMe amua MOTYT OCYULEeCTBJATL (QapMalleBTUUYeCKYI
OedTeJIbHOCTL IIPpM HaJIMUMM BHEICHWIETO WM CpelHeTro dapMaleBTUUeCKOTO



obpasoBaHUs u cepTudmkaTa CIeumanucTa, BHCIIEIO WM CPEeIHEeTro
BETEPMHAaPHOTO oBbpaszoBaHMa U cepTudukaTa ClIeumaamncTa, a Takxe
BEICIIET'O NI cpenHero MEeIULUVHCKOTO obpaszoBaHMa, cepTubmxara
CIeLyayCTa M IOINOJIHMTEJIBHOTO NPOodeCcCHOHaJIbHOT'O O0pas30BaHMS B YacTU
POBHUUHOM TOPTOBJIM JIEKAPCTBEHHEIMM [IpernapaTaMy NOPU YCJIOBUM UX PabOTH
B OOOCOOJIEHHEIX MNOApa3neJIeHUSX MEeOUUVHCKMX OpTaHM3alLMi, YKasz3aHHHX B
yacTu 1 HacTosmeM cTaTbu (B pen. denepalibHOTO 3aKoHA OT 27 MIOJA
2010 r. N 192-03 - CoBOpaHMe 3aKOHOIATeJIbCTBa Poccurickol denepauuu,
2010, N 31, cT. 4161).

Craresa 53. Ilpomaxa, nepelauda JIEKAPCTBEHHHIX CPENCTB
OpraHM3auusaMU OITOBOM TOPI'OBJIM JI€KapPCTBEHHEIMU
cpencTBaMu

1. OpraHms3auum OIITOBOM TOPTOBJIM JIEKAPCTBEHHEIMM CPeNCTBaMu
MOTYT OCYUWECTBJIATH MNPOHOaxy JIEKAPCTBEHHBEIX CPEeICTB WM [IepelaBaThb UX
B YCTaHOBJIEHHOM 3akKOHOIATeJIbCTBOM Poccumckoy demepaluuy nopanke (B
pen. OdenepalibHOTO 3akoHa oT 29 miona 2017 . N 278-03 - CobpaHue
3akoHomaTesibCcTBa Poccumckom denepaumm, 2017, N 31, cr. 4827):

1) mpyrwum opTraHmU3alraMm ONTOBOMU TOPTOBJIN JieKapCTBEHHBIMM/
cpencTBaMu;

2) NOPOM3BOOMTEJIAM JIEKAPCTBEHHHBIX CPELNCTB IJid LeJjiey NPOM3BOINCTBA
JIeKapCTBEHHBIX CPENCTB;

3) anTeuHBIM OPTaHM3aLMSAIM M BETEPUMHAPHBM alTeUHBIM OPTaHM3alMsIM;

4) Hay4yHO-MCCJIeIOBAaTEJIbCKUM opTraHmM3aluaMm nns
Hay4HO-MCCJIENOBATEJIECKOM pPaboTH;

5) MHOMBUIOYAJIbHEIM [IPEONPUHUMATEJIAM, VIMEIOMMM JIMLIEH 3O Ha
bapmalleBTHUUYECKYIO OesTeJIbHOCTDb NI JIMLIE HBUIO Ha MeIULVHCKYIO
OesaTeJIbHOCTD;

6) MeIMUMHCKMM OpTraHM3alMaM, BEeTEepPMHAPHEM OPITaHMU3aLMAM;

7) opraHmM3auUMsaM, OCYULECTBJIAOIMM pPasBeleHre, BhHpallMBaHUE u
comepXaHMe XMBOTHHIX .

2. OpraHuzauum ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMM CPENCTBaAMU
00SA3aHEl XPAaHUTH BaKyNJIEHHYK OdapMaleBTUUYECKYKn CyOCTaHLIMIO crnmpTa
3TUJIOBOTO  (®TaHOJa), OCYWEeCTBJAThL e€e pealu3aluion WM IIepenady B
YCTAaHOBJIEHHOM 3aKOHOIATEJILECTBOM Poccurickon demepauun nopsanke
opraHM3auuaM, yKasaHHEIM B INIyHKkTax 1 - 7 yacTu 1 HacTodAmeM CTaTbMU, B
Tape obweMoM He 6Oojiee 1 ymuTpa (YacTh 2 BBeleHa delepalibHEIM BaKOHOM
or 29 wmiona 2017 . N 278-03 - CoOpaHHMe 3aKOHOHNATEJILCTBAa POCCUMCKOM
depmepaumnu, 2017, N 31, cr. 4827).

Crarbsa 54. I[lpaBujla ONTOBOM TOPTOBJIM JIEKAPCTBEHHEMU CPeICTBaMMu

OnmToBas TOPTOBJISA JIEKAPCTBEHHBIMU cpencTBaMm OCYyIIECTBJISIETCH
IPOU3BOOUTEJIAMU JIEKAPCTBEHHEIX CPEeIOCTB U OpTaHMU3alMsaMU OITOBOM
TOPTOBJIN JIeKapCTBEHHBMA cpencTBaMMU 1o npaBuiam HaoJexamen
OUCTPUOBITOPCKOM NPaKTUKM M MIpaBujlaM HaOjexaley NPaKTUKY XPaHeHMUS U
IePEeBO3KY JIEKAPCTBEHHHX IPenapaToB, YTBEPXIEHHBIM COOTBETCTBYRIVMMA
YIIOJIHOMOUEHHEIMM benepasibHEIMM OpT'aHaMM MCIOJIHMTEJIBHOM BJlacTU (B pen.
demepalIbHOT'O 3akoHa OT 22 mekabps 2014 . N 429-03 - CobOpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

Craresa 55. [lopsAOOK PO3HUUHOM TOPI'OBJIM JI€KaPCTBEHHEMU



npenapaTamMmm

1. Po3HMYHaN TOPT'OBJIA JIeKapCTBEHHBIMMU npernapaTamMm B
KOJIMUECTBAX, HEODOXOOMMEIX mIJIsg BHIIOJIHEHMS BpauebHBX (besbaomepckux)
HasHAUYEHWM WY Ha3HAUEHUM CIHelUraJlMCTOB B 00JIaCcTy BeTepuHapuu,
OCYUWEeCTBJISeTCSa allTEeUHBMM OpTaHM3alLuMsaMM, BEeTEepPUHAPHBIMM allTeUHBIMU
opraHM3auMaMy, UHIOMBUAYAJIbHBEIMY [NPEANPUHMMATEJIAMM, MUMERIMMM JIMIIEH 3O
Ha bapMmaneBTHUUECKYIO OesaTeJIbHOCTL, MENULMVHCKUMM OpPTaHM3aLMsIMHA,
VIMEIVMY  JIMLIEH3UIO Ha bapmalleBTUUECKYIO OesaTeJIbHOCTD, Vi UX
000COBIJIeHHBEIMI nompa3neJIeHUAMU (ambynaTopuammu, OGeJbOlepCKUMM U
benpOmepCKO—aKyuLepCKMMM IYHKTaMM, LeHTpaMu (oTmeneHuUsSMMU) obmen
BpauebHOU (ceMmerHOM) IPaKTUKU) , PaCIIOJIOXEHHEIMMU B CeJlb CKUX
HaCeJIEHHHX IIYHKTaxX, B KOTOPHIX OTCYTCTBYIT alTeuHBEe OpTaHuM3alumM, U
BEeTEPMHAPHEIMM OpTaHM3auMaMM, MMEKIMMM JIMIIEeH3MIO Ha OGapMaleBTUUeCcKYy
OesaTeJIbHOCTbL . PaspeleHa PO3HMYHAS TOPIOBJIS TOJIBKO JIeKAPCTBEHHBIMU
npenaparaMu, 3aperuCcTPUPOBaHHBMU B Poccurickon Odenmepaluum WU
VMBTOTOBJIEHHEIMY ANTEUHBEIMM OPTaHM3aUMIMM, BEeTEPUMHAPHBEIMU  ANTEUHBIMU
opraHM3auMaMM, UHIOMBUAYAJIbHBEIMY [NPEANPUHMMATEJIAMM, MUMELIMMM JIMIIEH 3O
Ha dapMaleBTUMUECKY HOesTeJIbHOCTb. PO3HMUHAas TOPITOBJIS JIeKapCTBEHHBMMU
npenapaTaMu OCyleCTBJISEeTCS 1o npaBUIiaM HamJjexamey anTedHOou
NPaKTUKU, YTBEPXIEeHHEIM YTIOJIHOMOUYE HHEIM benepasbHBEM OpTraHoOM
VICIIOJIHUTEJIbLHOY BJlacTu (B pen. denmepalibHOT'O 3akoHa oOT 25 Hosabps 2013
r. N 317-93 - CobpaHMe 3BakKoHOIaTeNbCTBa Poccuiickor demepaumm, 2013,
N 48, cT. 6165; demepalsibHOT'O 3akoHa oOT 22 mekxabps 2014 . N 429-03
- CobBpaHMe BakoHOImaTesibCTBa Poccuiickou denmepauwm, 2014, N 52, cT.
7540) .

2. BuIH anTeuHBX OpPIaHM3aluy M IpaBuila OTIIYyCKa JIeKapCTBEHHHX
npenapaToB IJiS MENULMHCKOTO IPMMEHEHMS alTeuHBEIMM OPTaHM3alMaIMH,
VIHOVBUIOY aJlb HEIMIU NpennpUHYIMaTEIMA, VIMEIIVMY/ JIVLIEH3UI0 Ha
bapmalneBTUUECKYIO OesaTebHOCTh, a TaKxe npaBuia oTIIyCcKa
JIEKapPCTBEHHBIX I[PEenapaToB IJIS9 MeIULMHCKOT'O IPUMEHEeHUS MeIMIIVHCKUMM
opTraHM3aluuaMu, VMenlVMMM JIMUEeH3UK Ha GapMalleBTUUEeCKYn IesaTeJIbHOCTH,
" X OOOCOOJIEHHEIMM IoIpas3nelieHuMaMu (amMOyiaTopusaMy, OeslbOlepCKUMU U
benpOmepCcKO—aKyuLepCKMMM IYHKTaMM, LeHTpaMu (oTmeneHusMMU) obmen
BpauebHOU (cemenHoOM) IPaKTUKA) , PaCIoJIOXEeHHEIMMU B CeJIb CKUX
HaCeJIEHHHIX IIYHKTax, B KOTOPHIX OTCYTCTBYKT alTEeUYHBEe OpIraHu3aluu,
YTBEPXOANTCSI YIIOJIHOMOUEHHEIM GenepaJIbHEM OPT'aHOM  MCIIOJIHUTEJIbHOM
BJjlacTM (B pen. denepalibHOTO 3akoHa oT 25 HOog6ps 2013 r. N 317-03 -
CobpaHMre 3BakoHOIaTesibCTBa Poccumckom denmepaumm, 2013, N 48, cT.
6165) .

3. IpaBuia oTnycka HAPKOTUUECKUX CPEeNCTB U IICUXOTPOIIHEIX
BEUECTB, 3aperlMCTPUMPOBAHHEIX B KaueCTBEe JIEKAPCTBEHHHX I[IpenapaTos,
JIeKapCTBEHHBIX I[IpPEernapaTos, comepxalmmx HapKOTHUUYECKHMEe CpencTBa U
IICUXOTPOIHEIE BEHECTBA, YTBEPXIOAKTCS YIIOJHOMOUEHHBIM benepasbHBM
OPT'aHOM MCIOJIHUTEJIbLHOM BJIACTM IO COIJIAaCOBAHMI C demepalibHEIM OPIaHOM
VICIIOJIHUTEJIbHOM BJIACTM, YIOJIHOMOYEHHBM B chepe BHYTPEHHUX HOeJ (B
pen. OdenmepasyibHOTO BakoHa oT 3 uioong 2016 . N 305-03 - CoOpaHue
3akoHOImaTesLCTBa Poccurickom denmepaumm, 2016, N 27, cr. 4238).

4. HeKapCTBeHHHe IIperiapaTel J14a BETEPMHAPHOTI'O IIPVMMEHEHMA
monJyiexarT OTIIYCKY BeTEePMHAPHBIMM Al TESYHBEIMU OpraHM3alumMAaMM,
BETEPVMHAPHBMM OpraHM3alumMAaMM, VMHIMBUIOY aJlb HBIMI npennpmMHyMaTeJIaAMy,

MEeIVIMM JIMIIEH3MIO Ha @apMaHeBTquCKyD OeATEeJIbHOCTE . HpaBMna OTIIyCKa
JIEKAPCTBEHHEIX InpernapaToB IOJIA BETEPMHAPHOI'O IIPMMEHEHMA YTBEPXIOAKTCA



YIIOJIHOMOYEHHEIM @enepaanblM OpIr'aHOM UCIIOJIHUTEJILHOM BJIACTH.

5. IlepeueHb MENULMHCKMX OPpITaHM3aluuy, MMeKolMX JIMIEeH3MIO Ha
bapMalleBTUUECKYD HOEATEJIbHOCTh, M WUX OOOCOOJIEHHEIX [HOJpasneJieHUuM
(ambynaTopuii, besib omepCcKUx u besbOomepCcKoO—akKyumepCckux IMIYHKTOB,
LIEHTPOB (oTmesieHMUM) obuen BpauebHOM (cememHOM) IPaKTUKK) ,

PACIIOJIOXKEHHBIX B CeJIbCKMX HACEJIEHHHIX IIYyHKTax, B KOTOPHEX OTCYTCTBYOT
arnTeuHEe OpT'aHM3aluM, a TakKXe [epeueHb JIeKapCTBEHHHX IIpelnapaToB (3a
UCKJIDUEHVEM HAPKOTUUECKUX JIEKAPCTBEHHHIX [PENnapaToB U MICUXOTPOITHBEIX
JIeKapCTBEHHBIX MPENapaToB), MNOpoIdaxa KOTOPHBIX MOXET OCYIEeCTBJISTHLCH
yKasaHHBMU opraHM3aluaMm n ux 060O0COOJIeHHEIMM I[OoIpasleJIeHUsaMH,
YCTaHaBJIMBAITCSA OpIraHaMM MCIIOJIHUTEJIbLHOM BJIACTU CyOBeKTOB POCCHMCKOM
demepaunu (B pen. demepalIbHOTO 3akoHa oT 25 Hoabps 2013 r. N 317-03
- CobBpaHMe BakoHOImaTesibCTBa Poccuiickou denmepaumm, 2013, N 48, crT.
6165) .

6. AnTeuHble opraHm3aluuy, VIHOVBUIY AJIb HEIE npennpuHyMaTeN,
rMenme JINLIEHBUIO Ha bapmalleBTUUECKYIO OesTeJIbHOCTb, OOS3aHH
obecrneumMBaTh YTBEPXIEHHBM [[paBUTEJLCTBOM Poccumckon demepaumm u
bopMUpPYeEMEM B YCTAHOBJIEHHOM MM I[OPSAOKE MMHMMAJIBHEM aCCOPTUMEHT
JIeKapCTBEHHBIX I[IPEernapaToB, HEOOXOIOMMEIX IJiIS OKasz3aHUA MeIULMHCKOM
noMou (B pen. demepasibHOT'O 3akoHa oT 25 Hoabpsg 2013 . N 317-03 -

CobpaHme BakKoHOImaTeNnbCcTBa Poccuiickou demepaumm, 2013, N 48, cT.
6165) .

7. AnTeuyHEe opraHmM3alumM, MHIOMBUIYAJIbHEE MIPEeNIpMHMMATEIHN,
VMenmme JIMLEH3U0 Ha bapMmaneBTHUECKYIO OesaTeJIbHOCTL, Hapany C

JIEKAPCTBEHHBEIMM IIpelapaTaMM M¥MeKnT OpakBo nopuobpeTaTh U OIpodaBaThb
MENULMHCKME M3OeNusd, OesuHOMUMpYyllMe CpencTBa, IpelIMeTH U CpelcTBa
JIMUHOM TMUTMEHH, I[IOCYyIly IJid MeIOMUMHCKMX leJjieM, MNpeIMeTh UM CPpencTBa,
npenHas3HadueHHHEe OJd yxXola 3a OOJIbHBEIMM, HOBOPOXIEHHEIMM UM IOEeTbMM, HE
OOCTUTIIMMM BO3pacTa TpexX JIeT, OUKOBYK OINTUKY M CPemOcTBa yxXola 3a
HeV, MMUHepaJibHEE BOMIH, [IPOIOYKTH JIeueOHOT'O, HOeTCKOI'O U IOUEeTUUYECKOTO
NUTaHUA, OMOJIOTMUYECKM aKTMBHBIE HOOABKM, HapdioMepHBE M KOCMETUUECKUE
cpelncTBa, MeIMLUMHCKME UM CAHUTAPHO-IIPOCBETUTEJILHHE [edyaTHHE M3OaHUd,

npenHaz3HauveHHBe IJIS I[poHlaraHisl 3IJ0poBOTo obpaza Xxu3HM (B pen.
demepasibHOT'O 3BakoHa oT 27 wmwona 2010 . N 192-03 - CoOpaHue
3akKoHOImaTesibCTBa PoccuMckom denepaumm, 2010, N 31, ct. 4161;

demepanbHOTO 3akoHa oT 25 Hoabps 2013 1©. N 317-03 - CobpaHue
3akKoHOIaTesILbCTBa Poccurickom denmepaumm, 2013, N 48, cr. 6165).

8. IedaTeJIbHOCTb alTeuHBIX opraHm3aumun BoopyXeHHEIX Cumn
Poccurickom denepauur, IPYI'MX BOMCK, BOMHCKUX bopMMpOBaHUM 128
OpPT'aHOB, B KOTOPEIX 3aKOHOIATEeJIbCTBOM Poccumckon denmepauun
IpelyCMOTPEHO IPOXOXIOEHMUE BOEHHOU CJITyXOEL VZnpeZi benepanbHOM
TOCyIapCTBEHHOM CIIyXOBI, CBS3aHHOU c IPaBOOXPaAHUTEJIEHOM
OedATeNIbHOCTBI, peIJlaMeHTHMpyeTcs HacToauyMm demepalsibHBIM 3aKOHOM U
YTBEPXIOEHHEIMM COOTBETCTByLMMY (QelepalibHEIMM OpIraHaMM MCIOJIHUTEJIBHOM

BJIACTM IIOJIOXKEHMAMM. KOHTPOJIb 3a COOJIIOEHMEM YKa3aHHBEIMU  AllTEUYHHEMU
OopraHM3aUUaAMU [1OJIOXEHUM HaCTOSAWEeTO demepasyibHOTO 3aKOoHa
OCyWEeCTBIIsSEeTCs COOTBETCTBYOUUMA benepasbHBEMMI opraHamu
MCIIOJIHUTEJIBHOM BJlacTU (B pen. demepalibHOTO 3akoHa oT 13 wmionsg 2015

r. N 262-&3 - CobBpaHue 3BakKoHOZmaTesnbCcTBa Poccurickon demepaumm, 2015,
N 29, cr. 4388).

CraTbsa 56. V3TOTOBJIEHME U OTIIYCK JIEKAPCTBEHHEIX IIPElapaToB



1. M3roTOBJIEHUE JIEKapCTBEHHEIX InperiapaToB AIllTe4YHBEIMUA

OpraHM3alumMAaMM, BeTepPMHAPHBIMM allTEe4YHEIMM OpraHM3aluMAaMM,
MHIMBUIOY aJIb HEIMIM npennpmHMaTesIaMy, VIME VMM JINILLEH3UIO Ha
@apMaHeBTMHeCKyD OJeATeJIbHOCTb, ocymecCcTBJIA€TCA 10 penernTamMm Ha
JIEKapCTBEHHEIE IIpellapaTtl, 10 Tpe@OBaHMHM MEIMUIVHCKUX OpPaHMBauMﬂ,

BETEPVMHAPHEIX oprangauMﬁ B COOTBETCTBMM C IPaBMJIaMM M3TOTOBJIEHUA U

OTIyCKa JIEKapCTBEHHHX I[IPENapaToB, YTBEPXIEHHEMU YIIOJIHOMOUYEHHEM
benepaslbHEIM OPI'aHOM MCIIOJIHUTEJILHOM BJIACTHU.

2. Illpu V3T OTOBJIEHUN JIeKapCTBEHHEIX penapaTos Al TEeYHEIMU
opTaHM3auMaMHA, BeTepUHAPHBIMU aInTeyYHBEIMA opTraHM3auMaMHA,
VHIVUBUIOYaJIbHEMU IpennpUHYIMATEIIAMA, VIMEIOMYIMU JIMLIEHBUIO Ha
bapmalleBTHUECKYIO 0esaTeJIbHOCTh, VICIIOJIb BYITCS bapmMaLeBTHUECKME
cyBCcTaHUUM, BKJIOUEHHEIE COOTBETCTBEHHO B TI'OCYINapCTBEHHE peecTp
JIEKAPCTBEHHHX CPEICTB IJIS MEIMUMHCKOTO IPMMEHEeHMS ¥ I'OCYyIapCTBEHHHI
peecTp JIEKAPCTBEHHBIX CPEOCTB MJiIS BEeTEepMHAPHOTO [IPYIMEHEHW S B
YCTaHOBJIEHHOM opsOKe. He onponyckaeTcsa M3TOTOBJIEHME allTEUHBIMU
OopraHu3auusaMu, BeTepMHAaPHBMU AN TEeYHEIMU opraHu3aluusaMu,
VHIVUBUIYaJlbHEMU IpennpuHYMATEJIAMA, VIMEOMYIMU JIMLIEHBUIO Ha
bapmalleBTHMUECKYO IeSATeJIbHOCTh, JIEKapCTBEHHHX penapaTos,

33aPETUCTPUPOBAHHEIX B Poccumickon delnepaluum.

3. MapkxupoBKa JIeKapCTBEHHBIX pernapaTos, V3T OTOBJIEHHEIX
ANTEeUHEMMY OPTAaHM3aUMsAMM, BEeTEPMHAPHBIMM AlTEUYHHMM OPTaHM3aLUMIMy,
VHIVBUIOYaJIbHEMU IpennpuUHYMATEJIAMY, VIMEOMYIMU JIMLIEHBUIO Ha
bapMalleBTHMUECKYD INeATeJIbHOCTL, M ObOpMIIeHMEe TaKMX IIpelapaToB IOOJDKHEI
COOTBETCTBOBATL IpPaBUJlaM, YKa3aHHEIM B YacTM 1 HaCTOAWEM CTaTbM.

4. AnTeuHble OpraHMBalMM, BeTEPMHAPHEE allTeuHbEe OpITaHM3aLNnM,
VHIVBUIOYaJIbHEBE IpennpuHEUMaTEIN, UMeIye JIVLIEH3YIO Ha
bapmalleBTHUECKYIO 0esaTeJIbHOCTh, HECYT OTBETCTBEHHOCTDb 3a
HecoOJIoNeHe MIPaBMJl M3TOTOBJIEHUS M OTIIYCKa JIEKAPCTBEHHLBIX [IpelapaToB
B COOTBETCTBMM C 3aKOHOIATEJILCTBOM Poccuyckon dernepalyM.

Craresa 57. 3amnpeumeHue npomaxu OGajibCUOMUIMPOBAHHEIX
JIEKAPCTBEHHEIX CPEeNCTB, HeIoOpokKaueCTBEHHBIX
JIEKAPCTBEHHHX CPEICTB, KOHTpabaKTHEIX
JIEKAPCTBEHHHX CPEICTB

[Ipomaxa GasbCcudMUUMPOBaHHEX JIEKAaPCTBEHHHX cpencrTs,
HenoOpoKaueCTBEHHEX JIeKapCTBEHHEX CpencTs, KOHTpabaKkTHEIX
JIEKAPCTBEHHHX CPEICTB 3alpemaeTcs.

Crarbs 58. XpaHeHME JIEKAPCTBEHHEIX CPEICTB

1. XpazHeHue JIEKapCTBEHHHX cpencTs OCyIEeCTBJISeTCH
IIPOMBBOOUTEIIAMY JIEKapPCTBEHHBIX CpeIncTs, opraHM3auusaMmu OIITOBOM
TOPT'OBJIN JIeKapCTBEHHBMM cpeIncTBaMu, arTeYHEIMM OpTaHM3aluusaMu,
BEeTEepMHAaPHEMM anTeyHEIMU opTraHM3auMaMHA, VHIVBULY &JIbHEIMU
IpennpuHYMATEIIAMA, VIMEOMYIMU JIMLIEHBUIO Ha bapmMalieBTHMUECKYIO
OedaTeJIbHOCTL MJIM JIMLEHB3MI Ha MeOMLUMHCKYD OesSTeJIbHOCThL, MeOVLVHCK/MU
OpraHM3auusaMM, BEeTEPMHAPHEIMM OPTaHM3aAUUAMU U MHEMM OPTaHM3alUUsaMHU,
OoCylleC TBIISOIYMA oBpaleHne JIEKapPCTBEHHHX CpencTsB. XpaHeHMe
JIEKAPCTBEHHHX CPEeICTB IJiS BETEPMHAPHOT'O IIPMMEHEHMs OpTaHMBalMaMM U
VMHOVBUOYAJbHEMM [NPEeONPUMHMMATEJIAMM B CJlydasax, eCJIM OHM MCIOJIb3YITCS
VCKJIOUUTEJIBHO I[IPM pasBeldeHMM, BHPAUMBAHUM, COLEPXaHUM M JIeUeHUU



XVMBOTHEIX, MOXeT OCYWECTBJIATLCSH Bes [IOJIyYeHU JIMLIeH3UN Ha
bapMalleBTMUYECKYD »NEeATeNbHOCTh (B pen. demepalIbHOTO 3akKoOHa OT 22
okTabps 2014 r. N 313-03 - CobOpaHue 3akoOHOIATEJIbLCTBA POCCUMCKOM
depmepaumnu, 2014, N 43, cr. 5797).

2. IllpaBuia XpaHeHUs JIeKapCTBEHHEIX CpeIncTB YTBEePXIATCS
COOTBETCTBYKMMM YIOJIHOMOUEHHEM (QelepaJibHEIM OPIaHOM MCIOJIHMTEJIbHOM
BJIACTHU.

3. XpaHeHMe HAPKOTUUECKMUX JIEKAPCTBEHHEX CPEICTB, IICUXOTPOIIHEIX
JIEKAPCTBEHHEIX CPenCcTB, paarodapMaleBTUUEeCKMX JIEKAPCTBEHHBIX CPeLCTB
OCyMEeCTBJIAEeTCA B COOTBETCTBMM C 3aKOHOIATEJIECTBOM POCCUMCKOM
denmepauunm.

Crarbs 58-1. [peIMETHO-KOJIMUECTBEHHHM yueT JIEKAaPCTBEHHBIX
CPenCcTB IJigd MeOULMHCKOI'O IIPpMMeHEeHUS

1. IlepedyeHb JIEKAPCTBEHHBEIX CPENCTB IJIS MEIUIMHCKOI'O NPUMEHEHUH,
noaJjiexamms IpeIMETHO-KOJIMUECTBEHHOMY yyueTy, YyTBEPXIAETCS
YIIOJIHOMOUYEeHHEIM QemepasibHEIM OPT'aHOM MCIIOJHUTEJIbHOM BJIACTU.

2. llopamoK BKJIOUEHMS JIEKAPCTBEHHHEIX CPeICTB IJa MeIMLMHCKOTO
IIPUMEHEHU B IepeuYeHb JIEKAPCTBEHHEIX CPEeNCTB IJg MeOULMHCKOIO
IIPUMEHEeHUS, romJiexanms IpeIMETHO~KOJIMUECTBEHHOMY yduerTy,
YCTaHaBJAMBAETCSA YIOJHOMOUEHHBM (QenepasibHEIM OPTaHOM MCIOJHUTEJIbLHOM
BJIaCTM IIO COIJIaCOBaHM C GenepasibHEIM OPI'aHOM MCIIOJIHMTEJIBHOM BJACTH,
YIIOJIHOMOYEHHEIM B chepe BHYTPeHHUX »neyi (B pen. demepallbHOTO 3aKoOHa
or 3 mionsa 2016 . N 305-03 - CobpaHmMe BakKOHOINATEJILCTBA POCCUMCKOM
depmepaumun, 2016, N 27, cr. 4238).

3. [lpeIMeTHO-KOJMYECTBEHHEM ydeT JIeKapCTBEHHHX CpPeICcTB IJid
MEINMLMHCKOT'O NPMMEHEHMS BelyT NPOM3BOIUTENM JIEKAPCTBEHHEIX CPenCTB,
opraHM3alMy OITOBOM TOPTOBJIM JIEKAPCTBEHHEMM CpelCTBaMM, AallTEUYHHE
OpraHM3aluuM, MHIMBUIYAJILHEIE NPENNPMHMMaTENM, MKMellMe JIMIEH3MO Ha
bapMmalleBTUUYECKYIO OeAaTeJIbHOCTD nnm JIVLIEH3MIO Ha MeOMLUMHCKYIO
OeaTeNbHOCTh, M MEOMUMHCKME OpraHM3alMy, OCyLEeCTBJdnmre obpalleHue
JIeKapCTBEHHBIX CpeIncTs oyis MeOULIMHCKOT'O IpMMeHeHUd, nyTeM
perucTpauum JIOOBIX CBAS3AHHEIX C MX OOpalleHMeM onepaumy, OpM KOTOPEBIX
M3MEeHIeTCa MX KOJMYEeCTBO M (MJM) COCTOSHME, B CIeLMaJIbHBIX XypHajax
ydeTa onepauuy, CBSA3aHHBX C oOpalleHMeM JIEKAaPCTBEHHHIX CpPenCcTB IJIid
MEIMLMHCKOTO NPMMEHeHMS (Oajiee — ChelMalibHEE XYPHAaJE) .

4. IpaBujla peruUcTpauuM onepauuy, CBSA3aHHBIX @ obpaleHmueM
JIEKAPCTBEHHBIX CPEeACTB OJig MEeAOMLUMHCKOI'O I[IPMMEHEeHMS, BKJIOUEeHHHX B
lepedeHb JIEKAPCTBEHHEIX CPeICTB s MeIVLVHCKOTO IIPUMEHEHUS,
nongJjexamyx NPpeIMeETHO-KOJIMUECTBEHHOMY YyUYeTy, B CIelMaJlbHEIX XypHajlax
M IpaBuila BeOeHMS M XPaHeHMSA CHelLMallbHBEIX XKYPHAJIOB YTBEepXIalnTCs
YIIOJIHOMOUYEHHEM (QemepasibHbEIM OPTaHOM MCIIOJHUTEJIbHOM BJIACTU.

5. KoHTposb 3a COOJIIOeHMEM IpaBul perucTrpauumn onepauu,
CBSABAaHHEIX C OOpalleHMeM JIEKAPCTBEHHEIX CPENCTB IJS MEeOULMHCKOIO
IPMMEHEHMSI, BKJIOYEHHBEIX B II€pedYeHb JIEKapCTBEHHEBIX CpencTB omisa
MEeIMLUMHCKOTO IIPUMEHEHUS, IoOJIeXalmx IpeIMETHO-KOJIMUYECTBEHHOMY
ydeTy, B CIeLUMaJIbHBIX XypHaJylax, a Takxe 3a CcoOJoIeHMeEM [IpaBUII
BeIeHus n XpaHeHUs CIielMaJlb HbIX XyPHaJIOB BO3JlaTaeTcsa Ha
YIIOJIHOMOUYEeHHbBe (QemepaJsibHblE OPTaHbl MCIOJHUTEJIBHOM BJIACTM M OPTAaHH
MCIIOJIHUTEJILHOM BJIACTHU CyOBEKTOB Poccumckon denepaunn,
OCYIECTBJISAKIME JIMLEH3VMPOBaHME NPOM3BOICTBA JIEKAPCTBEHHEIX CPEeOCTB,
bapmalleBTUUECKOY OESTEeJIbHOCTU U MeIULMHCKOM nesaTeJIbHOCTH, u



OCYWECTBJIIETCS B PaMKax JIMIIEH3UOHHOT'O KOHTPOJIA.

(Crarpsa 58-1 BBenmeHa denepalibHBEIM 3aKOHOM OT 25 mekxabps 2012 .
N 262-93 - CobpaHMe BaKOHOIaTeNbCTBa Poccurckou demepaumm, 2012, N
53, cT. 7587)

TnaBa 11. YHMUTOXeHME JIeKapCTBEHHBIX CPEINCTB

Crarba 59. OCHOBAHMA M MOPAOOK YHUUTOXEHMUS JI€EKAPCTBEHHEX
cpencTs

1. HemoBpoxaueCTBEHHEE JleKapCTBEHHBIE cpencrsa,
banbcudMLIMPOBAHHEE JIEKAPCTBEHHBIE CpPencTBa I[IOIJIeXaT U3BATU us
obpameHmuss ¥ YHUUTOXEHMI B IOPSAOKe, YCTAaHOBJIEHHOM [IpaBUTEJILCTBOM
Poccurickom demepaumm. OCHOBaHMEM OJA YHUUTOXEHMS JIEKapPCTBEHHBIX
CPEeOCTB ABJIAETCS PpelleHMe BJlalleliblia JIEKAPCTBEHHHX CPeICTB, pPelleHue
COOTBETCTBYWIETO YIOJHOMOUEHHOTO GemepajibHOTO OpTaHa MCIIOJIHUTEJIbLHOM
BJIACTU WM pPemeHue cyna (B pen. ®emepaljibHOT'O 3akoHa oT 22 nekabps
2014 . N 429-03 - CobpaHMe BaKOHOIATeJNIbCTBa Poccumickor demepauuu,
2014, N 52, cT. 7540).

2. KoHTpabakTHEE JIeKapCTBEHHBE CPEenCcTBa IMIOIJIEXAT WMIBATUIO U3
obpameHmnss ¥ YHUUTOXEHMI I[10 PelleHrin Ccyla. I[opagokK YHUUTOXEHUS
KOHTpPabaKTHEIX JIEKaPCTBEHHBX CPENCTB YCTaHaBJIMBAeTCH I[IpaBUTEJIbCTBOM
Poccurickom Qenmepaumm (B pen. demepalibHOT'O 3akKOoHa OT 22 nexabps 2014
r. N 429-3&3 - CobBpaHue 3BakKoHOZmaTenbCcTBa Poccumickon demepaumm, 2014,
N 52, cm. 7540).

3. Pacxomw, CBS3aHHEE ¢} YHUUTOXEHVEM KOHTpab®aKTHHX
JIEeKapCTBEHHBIX CPENCTB, HeIOOPOKaUeCTBEHHEIX JIEKAPCTBEHHHX CPEeICTE,
banbCcUbMLMPOBaHHBIX JIeKapCTBEHHBIX cpencTs, BO3MENAnTCI UX
BJIaIeJIblEM.

4. Bramesel JIeKapCTBEHHBIX CPENCTB IOOJIXEH IpenCcTaBUTh B
YIIOJIHOMOUEHHE GenepaJibHbM OPI'aH MCIOJIHMTEJIBHOM BJIACTM HOOKYMEHT WJIM
3aBEepeHHYI B YCTAHOBJIEHHOM IOPSAIKe eT0 KONMK, IoITBepxiammye odakT
YHUUTOXEHUS JIEKAPCTBEHHEX CPEINCTB.

5. CoOoTBEeTCTRBYIIOUWUM YVIIOJIHOMOUEHHEI benepanbHEM opraH
VICTIOJIHUTEJIL HOM BJIACTH, TIPVHABIMN peleHre 06 YHUUTOXEHUN
JIEKapCTBEHHBIX CPENCTB, OCYHECTBJSET KOHTPOJIb 3a MX YHUUTOXEHUEM.

6. YHUUTOXEeHUE JIeKapCTBEHHBIX cpencTs IPOMU3BOOUTCSH
opraHM3auMaMM, KMEOUMMM COOTBETCTBYWOIYID JIMUIEH3MUIO, Ha ClIeluMajyibHO
ODOPYIOBAHHEIX IJIoMankax, I[IOJMI'OHAX W B CIeluMaJIbHO ODOpPYyIOBaHHHIX
IIOMEIeHUAX C cobJjioneHMeM TpeboBaHMM B 0O0OJlaCTM OXPAaHBE OKpyXaluewn
cpemsl B COOTBETCTBUM C BaKOHOIATEJILCTBOM Poccurckom dernepalum.

7. HapxoTuueckue JleKapCTBEHHBIE cpencrTsa, IICUXOTPOIIHEE
JleKapCTBEHHBIE cpencrTsa, pammuobapmalleBTHUUECKME JleKapCTBEHHBIE
cpencTBa YHMUTOXAKTCS B COOTBETCTBUM C BaKOHONATEJIbLCTBOM POCCUMCKOM
denmepaumnm.

T'maBa 12. ToCcynapCTBEHHOE PEeTyJIMPOBAaHME LIeH Ha JieKapCTBEHHBE
npenapaTs IS MEeOUIMHCKOT'O IIPMMEHEeHUI

Crarbsa 60. T'ocymapCTBEeHHOE peTryJIMpOBaHMe lIeH Ha
JIEKAPCTBEHHEE IIpenapaTH OJig MEeIMLMHCKOTO
[IPUMEHEHU I



T'ocymapCTBEHHOE pPEeTyJMPOBaHME LIeH Ha JIEKAPCTBEHHEE IIpelapaTH
OJI4 MEeOMUMHCKOTO IPMMEHEHMA OCYIEeCTBJIAeTCH INOCPEeACTBOM:

1) yrBepxneHusa IlpaBUTeNLCTBOM Poccumckom delepaumum IepeydHs
XMBHEHHO HEOOXONMMEIX M BaXHEMIMX JIEKAPCTBEHHEIX [IpelapaToB, KOTOPBIM
cbopMMpOBaH B YCTAHOBJIEHHOM MM [OPSIOKE Ha OCHOBE KOMIIJIEKCHOM OLIEHKU
JIEKQPCTBEHHEIX NpEenapaToB, BKJKNUAA aHaJlIM3 CBEIESHMM O CPaBHUTEJIBHOU
KIVHUYECKOM 3bdeKTMBHOCTM M Oe30IaCHOCTM JIEKAPCTBEHHOT'O CPEencTBa,
OLIEHKY 3KOHOMUUECKMX I[IOCJIENCTBUM IPMMEHEHMS JIEKAPCTBEHHOI'O CPEenCcTBa
M M3YyUYEeHMEe OONOJIHMTEJIbHBIX I[IOCJIEOCTBMM IIPMMEHEHMS JIEKAPCTBEHHOTO
cpencTBa (B pen. denmepalibHOT'O 3akKoHa oOT 22 nekabps 2014 r. N 429-03
- CobOpaHMe BakoHOIaTesibCcTBa Poccuiickou denmepaumu, 2014, N 52, cT.
7540) ;

2) yTBepXIeHUs MEeTOOUKM YCTaHOBJIEHUS IPOU3BOAUTEIIMN
JIEKAQPCTBEHHEIX IPENapaToB NPENeJyIbHEIX OTIIYCKHBIX LI€H Ha JIEKAPCTBEHHEE
penapaTs, BKJIOYEHHEIE B II€PEeYEeHb XM3HEHHO HEOOXONOMMBIX M  BaXHEMIMX
JIEKapPCTBEHHBIX IpPEelapaToB, a TakXe BHEOPEeHMSI MeXaHM3MOB QOPMUPOBAHUA
cucrTeMel pebepeHTHEX LeH (B pen. &emepallbHOT'O 3akKoHa OT 22 Inekadpd
2014 . N 429-03 - CobpaHMe BaKOHOIATeJNIbCTBa Poccumickor demepauuu,
2014, N 52, cT. 7540);

3) TOoCyIapCTBEHHOM PpeTrucTpaluuM YCTaHOBJIEHHEIX MNPOMU3BOIUTEJIAMU
JIEKaPCTBEHHBIX [PENapaToB NIPelesIbHEIX OTIIYCKHBIX LIeH Ha JIeKapPCTBEHHEE
npenapaTe, BKJIOYEHHEIE B II€PEeYeHb XM3HEHHO HEOOXOOMMEBIX M BaXHEMIMX
JIEKaPCTBEHHEIX IPENapaTos;

4) BemeHMsa TOCYINApCTBEHHOT'O peecTpa NPenesibHEIX OTIYCKHEX LEH
IPOM3BOOUTEJIEN Ha JIEKAPCTBEHHEE I[IpelapaTh, BKJIOUEHHHE B II€pPedYeHb
XMBHEHHO HEOOXONVIMBIX M BaXHEMIMX JIEKAPCTBEHHEIX [IPENapaToB;

5) yTBepXIeHMS MeTOIMKM YCTaHOBJIEHMS OpTaHaMM MCIOJIHUMTEJIbEHOM
BJIACTM CyOBEKTOB Poccumckoy demepaluiy NPEeNesIbHEIX PasMeEpPOB OITOBBIX
HanbaBOK M MNpPEemesibHBIX Pa3MEPOB PO3HUUHBIX HaZOABOK K (QaKTUUECKMUM
OTIIy CKHEIM LLeHaM, YCTaHOBJIEHHEIM NPOM3BOONTEJIAMM JIEKAPCTBEHHBIX
IpenapaToB, Ha JIEKAPCTBEHHBEE IIpenapaTs, BKJIOYEHHEHE B I[I€PedYeHb
XMBHEHHO HEOOXONMMBEIX M BaXHEMIMX JIEKAPCTBEHHEIX IIPenapaToB;

6) YyCTaHOBJIEHUS I[IpPeIeJIbHBEIX pPas3MepoB OIITOBEIX HanbaBoOK n
NpenesIbHEIX pPasMepOB PO3HMUYHEIX HAaIO0aBOK K (QAKTUYECKMM OTIIYCKHEM
LleHaM, YCTaHOBJIEHHBIM [NPOM3BOOUTEJIAMM JIEKAPCTBEHHBIX NpernapaToB, Ha
JIeKapCTBEHHBIE MpPENapaTe, BKJIOUEHHEE B I[I€PEUYEeHb XMBHEHHO HeODXOIMMEIX
¥ BaXHEMIMX JIEKaPCTBEHHBIX [IPElapaToB;

7) yTBepXIeHUS nopanka BEILODAYU NpennmMcaHmnm OopraHam
MCIIOJIHUTEJNIbHOM BJIACTM CyOBekTOB Poccuiickoy demepalumyt O NPUMBEOEHUM B
COOTBETCTBME C 3aKOHOIATEJILCTBOM Poccumckou Odenepalum peumeHum o6
YCTaHOBJIEHUM [PENEeJyIbHEIX pPa3MEepOoB OITOBEX HaIDaBOK M [IPEeNeJIbHEIX
pasMepoB POBHUUYHBIX HanbaBOK K (QaKTMUEeCKMM OTIYyCKHEM LI€HaM,
YCTaHOBJIEHHBIM NIPOM3BOONTEIIAMN JIEKapPCTBEHHEBIX npenapaTos, Ha
JIeKapCTBEHHBIE MpPENapaTe, BKJIOUEHHEE B I[I€PEUYEeHb XMBHEHHO HeODXOIMMEIX
M BaXHEMIMX JIEKaPCTBEHHBIX [IPElapaToB, €CJM OHM IIPMHSATE C HapylleHUEM
3aKOHOIATEJIbCTBA Poccumckou Odemepauuyu, B HOPAIKE, YCTaHOBJIEHHOM
[IlpaBuTensCcTBOM Poccumickom demepaumu;

8) HanpapBJiIeHUS YIIOJIHOMOUYEHHBIM bernepaibHBEM OpTraHOM
VICIIOJIHUTEJIbHOY  BJIaCTM OpT'aHaM MCIOJIHMTEJIbHOM BJIACTHU CyDOBEKTOB
Poccurickoy Odenepalumu NpennMCaHuM O IIPMBEINEHUM B COOTBETCTBME C
3aKOHOIATeJIbCTBOM Poccuyickoy demepaumy NPMHATEX c HapylWeHreM
3aKOHOOATEeJIbCTBA Poccurickom Odenepaluy peuweHuy o060 YyCTaHOBJIEHUU
IpeleJIbHEIX pPasMePOB OITOBHX HaIbaBOK n IpenesbHbBX pa3MepoB



PO3HMUHEIX HaIDOaBOK K ll€HaM Ha JIeKapCTBEHHBE NpPelapaThl, BKJIOUEHHEE B
IIepeUYeHb XM3HEHHO HEOOXONOMMBIX M BaXHEMIMX JIEKaPCTBEHHBIX [IpelapaToB;

9) ocymecTBJIeHMS denepalJibHOTO T'OCYyIapCTBEHHOI'O Han3opa B cdepe
obpaleHnsa JIEKapCTBEHHBIX CPEICTBE M PEIMOHAJIbHOT'O I'OCYIapCTBEHHOIO
KOHTPOJII 3a IPpVMEHEHNEM LeH Ha JIeKapCTBEHHBIE npenapaTtsl
COOTBETCTBEHHO YIOJIHOMOUEHHBIMM (QenepalibHBIMM OPTaHaMM MCIIOJIHMTEJIbHOM
BJIACTM ¥ OpTaHaMM MCIOJIHUTEJILHOM BJIACTM CyYDOBEKTOB Poccurickon
demepaunn COTJIaCHO ux KOMIIETEHLUMM B [OPAIKEe, YCTAaHOBJIEHHOM
[IlpaBuTenbCcTBOM Poccurickor denmepaumnm (B pen. dPelepalibHOTO 3aKOHA OT
25 wmioHa 2012 1. N 93-03 - CoOpaHmMe 3aKOHOHNATEJILCTBA POCCUMCKOM
depmepauun, 2012, N 26, cr. 3446);

10) nDpuMeHeHMS NIPeOyCMOTPEeHHBIX 23akKOHOIATeJIbCTBOM POCCUMCKOM
demepauny Mep OTBETCTBEHHOCTM 3a HapylleHMe IopsalKa LIeHOOOpa30BaHUA
Ha XM3HEHHO HeOOXOIOVIMBIE M BaXHElMe JIEKAPCTBEHHEE IIPenapaTH.

Crarbss 61. TocymapCTBeHHas perucTpalyrs yCTaHaBJIMBAEMEBIX
IPOVBBOOUTENAMU JIEKAPCTBEHHEIX [IPENapaToB
IpeIesyIbHEIX OTIIYCKHBIX LIeH Ha JIeKapCTBEeHHEE
pernapaTs, BKJIOUEHHEE B I[I€peUeHb XM3HEHHO
HeOOXOOUMEIX M BaXHENMIMX JIEKapCTBEHHHX IPenapaToB
(HamMeHOBaHMe B pen. demepalibHOT'O 3akoHa oT 8 mapra 2015 r. N
34-03 - CoOpaHmMe 3BakoHOHaTeJIbCTBa Poccutickom denmepaumm, 2015, N 10,
crT. 1404)

1. YcraHaBJMBaeMble I[IPOMBBOOUTEJNIAMM JIEeKAPCTBEHHBIX [IpellapaToB
IpenesibHEE OTIIYCKHBIE LIEHB Ha JIeKapCTBEHHEIE [pelapaThl, BKJIOUEHHHE B
[IepedYeHb XMBHEHHO HEOOXOIOMMEIX ¥ BaXHEMIMX JIeKaPCTBEHHEIX IpelrapaTosB,

nomjexar TOCYHapCTBEHHOM perMcTpaluuy B HOPAIKe, YCTAHOBJIEHHOM
[IlpaBUuTenbCcTBOM Poccuirickon denmepaumm (B pen. dPelepalibHOTO 3aKOHA OT
8 w™apra 2015 1. N 34-03 - CoOpaHMe 3BaKOHOINATEJIbCTBAa POCCUMCKOM

depmepaumn, 2015, N 10, cr. 1404).
2. Ha OCHOBaHUM IOIAHHOTO IHO 1 OKTA0pPsS KaxIoro I'ola 3asBJIEHUS

IIPOM3BONUTENIA JIEKAPCTBEHHEIX IIpellapaToB, BKJIOUEHHBEIX B IIepedYeHb
XVBHEHHO HeO0OXOOMMEIX u BaXHeNIMxK JIEKAPCTBEHHHX [IPEenapaTos,
3aperuMcTPMPOBaHHAS IMpenejibHas OTIyCKHAas LieHa Ha JIeKapCTBEHHEM

npenapaT MOXeT OBTH I[IepeperMcCTpMpOBaHa ONOMH pas3 B KaJIeHOAapHOM I'omy
B I[OpAIKe, YCTaHOBJIEHHOM [IlpaBuTesbCTBOM Poccuiickoi demepauum (B
pen. OdenmepasibHOTO BakoHa oT 8 mapta 2015 . N 34-03 - CoOpaHue
3akoHoOIaTesibCcTBa Poccurckom denepaumm, 2015, N 10, cr. 1404).

2-1. (YacTtp 2-1 BBezmeHa denepalibHEM 3akoHOM oOT 11 oxTabps 2010
. N 271-03 - CoOpaHmMe 3aKoHOIATeJIbCTBa Poccurickon denepauum, 2010,
N 42, cr. 5293; yTpaTuiia CUJIy Ha OCHOBaHUM dellepalibHOT'O 3aKOHa OT 8
mapTa 2015 1. N 34-03 - CobOpaHue 3akoHOIATEJIbCTBAa POCCHUMCKOM
depmepaumnu, 2015, N 10, cr. 1404)

2-2. (YacTtb 2-2 BBeneHa denepalibHEM 3akoHOM oOT 11 oxrabps 2010
r. N 271-93 - CobpaHre 3BakKoHOIaTesNbCTBa Poccurickor demepaumm, 2010,
N 42, cr. 5293; yTpaTuiia CUJIy Ha OCHOBaHUM dellepalibHOT'O 3aKOHa OT 8
MapTa 2015 1. N 34-03 - CoOpaHKe 3aKOHOIATEJIbCTBa POCCUMCKOM
demepaumnu, 2015, N 10, cr. 1404)

3. PacueT T1pelesyibHEIX OTIIYCKHBIX [1€H, YKas3aHHBEIX B YacTax 1 um 2
HacTOAWEeY CTaTbwy, npu "X TOCynapCTBEHHOM perucTpanmumn NI
repepermucTpaumum OCYLECTBJIAETCH B COOTBETCTBUU C MeTOIMKOM,
yTBepXOeHHOM [IpaBuUTeslbCTBOM Poccuyckoyn demepaluy M yUMTHBALIEM, B



YaCTHOCTM :

1) cobuiomeHve 0OajlaHCa MHTEPECOB IIOoTpedbuTesiel JieKapCTBEHHBIX
pernapaToB, BKJIOUEHHBIX B I[IepeUeHb XM3HEHHO HEeOOXOIMMEIX UM  BaXHEMIMX
JIeKapPCTBEHHBIX penapaTos, n IpoM3BOOUTEJIEN JIeKapCTBEHHBIX
pernapaToB, BKJIOUEHHEIX B IIepeUYeHb XM3HEHHO HEeOOXONMMBIX M  BaXHEeNMIMX
JIeKapCTBEHHBIX IIPEeNapaToB;

2) baxkTHUUecKyl OTIIYCKHYIO lLIeHYy Ha JieKapCTBEeHHbBEe I[IpernapaTi B
Poccurickort denepaluun, LeHY BBO3a JIEKaApPCTBEHHBIX penapaTos B
Poccurickyio denepalumuio, a TaKXe LeHE Ha aHaJIOTMUYHBEE JIeKapCTBEHHBE
npenapartTe, Haxomdammecsa B obpameHmM B Poccumickom demepaumm;

3) 3BaTpaTH IPOU3BOOUTETIS JIeKapCTBEHHOTO npenapara Ha
IIPOM3BONCTEBO U peajiM3alMio JIEKapCTBEHHOI'O IIpelaparTa;

4) UeHY Ha JIeKapCTBEHHH IIpelapaT MHOCTPAHHOTO IIPOMBBOICTBA,
ero LieHy B CTpaHe IPOM3BOOMTEJIE M B CTpaHax, B KOTOPHX IIpernapar
3aperucTPUpOBal ¥ (miam) B KOTOPEIE IoCTaBJIgeTCH MHOCTPAaHHEM
IIPOMU3BONUTEJIEM .

(JacTte 3 B pen. demepasibHOT'O 3akoHa oT 8 Mapra 2015 . N 34-903
- CobpaHMe BakoHOIaTeJsibCcTBa Poccunckou denmepaumnu, 2015, N 10, cT.
1404)

4. He IOOIIyCKAalTCs peanusaumusa n OTIIYyCK JIeKapCTBEHHEX
pernapaToB, BKJIOUEHHEIX B IIepeuUYeHb XM3HEHHO HeOOXONMMBIX M  BaXHeNMIMX
JIeKapCTBEHHBEIX IpelapaToB, Ha KOTOPHE IIPOM3BOIUTEJIAMMU JIeKAPCTBEHHBIX
pernapaTosB He 3aperucTpupoBaHa npenejyibHasa OTIIyCKHas LeHa,
peanmsauusa ¥ OTIYyCK [IPOM3BOIUTEJIAMM JI€KAPCTBEHHHX I[IPenapaToB I10
LleHaM, [IpeBHIAnIMM 3apel'MCTPUPOBAaHHEE [IpelesibHble OTIIYCKHBIE LIeHH Ha
JleKkapCTBEeHHBIEe IpenapaTi (dacTts 4 BBereHa delepalibHEIM 3aKOHOM OT 8
mapTa 2015 1. N 34-03 - CobpaHue 3akKoOHOIATEJIbCTBA POCCHUMCKOM
demepaumnu, 2015, N 10, cr. 1404; B pen. demepasibHOTO 3akoHa OT 3
mioyig 2016 1©. N 350-03 - Cob6paHMe 3akKOHOIATEJILCTBa POCCUICKOM
depmepauun, 2016, N 27, cT. 4283).

5. OcobeHHOCTHU TOCYyHOapCTBEHHOT'O pPeryIMpoBaHMI IpenesibHEX
OTIIYCKHEIX LIeH Ha JIeKapCTBEHHEE I[pPelapaTH, BKJIOUEHHEE B IIepPedYeHb
XMBHEHHO HeOOXOIMMEIX u BaXHEeMIMX JIEKapPCTBEHHEIX IIpelapaToB, B
3aBUCUMOCTM OT BKOHOMUUECKUX n (nm) CoLMaJIb HBIX KpUTEPUEB
(U3MeHeH e yYCJIOBUM, IOopSIKa M CTOMMOCTM IIPOM3BONCTBA JIEKAPCTBEHHEBIX
npenapaTos, MCIIOJIb30BaHMeE HOBEIX dopwmM, MEeTOHmOB u criocofoB
TOCYyIapCTBEHHOT'O PEeTyJIMPOBaHMA LeH Ha JIeKapCTBEHHEE IIpelapaTs, B
TOM UMCJIE Ha OCHOBe MeXaHMu3Ma pebepeHTHOTO LHeHoOOpasoOBaHUL,
V3MEHEeHMM IOopAOKa OKa3aHMsa MeIMLMHCKOM IIOMOWM, W MHBE M3MEHEHNS)
ycTaHaBaueaoTcsa IlIpaBuTenbCcTBOM Poccuyckoym denepalumn (uacTb 5
BBermeHa denepaJtibHEIM 3akoHOM oT 8 mapTa 2015 7. N 34-03 - CobOpaHue
3akoHoOImaTesibCcTBa Poccurckom denepaumm, 2015, N 10, cr. 1404).

CraTbsa 62. ['OCYIDapCTBEHHEI PEEeCTpP IIPeNelIbHEIX OTIIYCKHEIX LIeH
IPOM3BOOUTEJIEN Ha JIEeKapCTBEHHBE IIpelapatTtl,
BKJIOUEHHEE B IIepeuYeHb XMBHEHHO HeOOXOIOMMEIX U
BaXHENIIMX JIEKAPCTBEHHHX IIPEernapaToB

1. 3apeI‘MCTpMpOBaHHI:Ie InpeneJib Hele OTITY CKHEIE 1€ HEI Ha
JIEKAPCTBEHHEIE IIPEellapaThl, BKJIIOUEHHBIE B II€PE€UEHb XM3HEHHO HeO0OXOOMUMEBIX
128 BaXXHEeMIMX JIEKapPCTBEHHEIX npenapaTros, rmonJyiexarT BKJIIOYEHMIO B
I‘OCVI[apC’I‘BeHHbIVI reecTp InpeneJibHbBIX OTIIYCKHBIX LIE€H HpOMBBOﬂMTeJ’Ieﬁ Ha
JIEKAaPCTBEHHEIE IIpellapaTel, BKJIIOUEHHEBIE B II€pPedYe€Hb XM3HEHHO He 0O XOOMMEBIX



Y BaXHeMIMX JIEKAPCTBEHHEIX I[IPENapaToB.

2. TocynapCTBEHHBN peecTp Ipenesib HEIX OTITY CKHEIX LeH
IPOM3BOAUTEJIEN Ha JieKapCTBEHHBIE [pelapaTh, BKJIOUEHHEE B II€peuYeHb
XMBHEHHO HEeOOXOMMMHEIX M BAaXHENMIMX JIEKAPCTBEHHBIX I[IPEernapaToB, COIEPXUT
B cebe cCllemyollyln MHOOPMALIMIO:

1) HavMeHOBaHMEe HOepxaTeyid WIn BJlameJiblia PETUCTPALMOHHOTO
YIOCTOBEPEHMS JIEKAPCTBEHHOT'O IIpelapaTa, HaMMeHOBaHME NPOMBBOOUTEJIS
JIeKapCTBEHHOT'O IpernapaTa, CBeIOeHMs O perucTpauuu IOepXaTend WiIn
BJIaIEJIblla PEeTUCTPAaLMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO IIpernaparTa,
CBeIeHMsa O PpermMcTpalMyu MNPOM3BOIUTEJIS JIEKAPCTBEHHOT'O IIpenapaTa ojs
MENUMUMHCKOT'O IPMMEeHEeHMS B KauecTBe HaJloToIjlaTeJibliMka B CTpaHe
perucTpaumu (OJiS POCCUMCKUX OPUIMYECKUX JIUL, — MUISHTUOMKALMOHHLIM
HOMEep HaJjoromjaTenbumka (MHH), 1JI8 MHOCTPAHHBIX KPUIMUECKUX JIUIL —
cTpaHa perucTpauum, HaMMeHOBaHUe permucTpupynmeIro opraxHa,
PETUCTPALMOHHEY HOMEePp, KOJI HaJIoToIlaTeJiblMKa B CTpaHe perucTpaumm
(MHKOPIIOPALIMKM) MJIM €T'0 aHaJioT'), MECTO HaXOXIeHUS IMIPOM3BOICTBEHHEIX
JICWANOK, YYaCTBYIOIMX B npolecce IPOM3BOACTBa JIEKAPCTBEHHOTO
npenapara, C YyKa3aHMeM CcTaIuM I[Ipolecca [IpOoM3BOACTBa (B pen.
demepasIbHOT'O 3BakoHa oOT 28 nexabps 2017 r. N 425-03 - CoOpaHue
3akKoHOIaTesLCTBa Poccurickom denmepaumm, 2018, N 1, cT. 9);

2) HavMeHOBAaHME JIEKapCTBEHHOTO npenapara (MexmyHapomHoe
HEeNaTeHTOBaHHOe, WIM TPYIIMPOBOYHOE, WM XMMMUUECKOE U TOPIOBOE
HauMeHOBaHUsA) (B pen. demepalibHOT'O 3akoHa OT 22 nekxabps 2014 r. N

429-03 - CobpaHMe BakKoHOomaTenbCcTBa Poccuimickom denmepaumm, 2014, N
52, cT. 7540);

3) Homep PETUCTPALMOHHOTO YIOOCTOBEPEHMSI JIEKAPCTBEHHOTO
npenapara;

4) JsexapcTBeHHas GopMa C ykKaszaHMeM OO3MPOBKM JIEKAPCTBEHHOI'O
npenapaTa X ero KOJIMUeCTBa BO BTOPUUHOM (IIOTPeOMTEeNIbCKOM) YIakKOoBKe,
a TakXe KOMIIJIEKTHOCTbL (B pem. O&®emepalIbHOT'O 3akoHa oOT 22 1nekabps
2014 . N 429-03 - CobpaHMe BaKOHOIAaTeJNIbCTBa Poccurickor demepaumu,
2014, N 52, cT. 7540);

5) BaperucTpupoOBaHHAas NpellelibHas OTIIYCKHas lLieHa B PyOIaAx;

6) ImaTa ¥ HOMEp IpMKasa YIOJIHOMOUEHHOT'O OdemepalIbHOT'O opIlaHa
MICIIOJIHUTEJIbHOM BJlaCcTU o TOCyIapCTBEHHOM perucTpaumnu,
epeperucTpauum IMIpeneibHOM OTIIYCKHOM LIeHEBL Ha JleKapCTBEHHHM
npenapaT, BKJIOUEHHBE B IIepedYeHb XM3HEHHO HeOOXONOMMBIX U BaXHEeNMUMX
JIeKAPCTBEHHEIX IIpernapaToB (B pen. demepasibHOTO 3akoOHa OT 22 mekabps
2014 . N 429-03 - CobpaHMe BaKOHOIATeJNIbCTBa Poccurickor demepauuu,
2014, N 52, cT. 7540);

7) WTPUXOBOWM KO, HAHECEHHHM Ha BTOPUUHYID (IOTPebUTEeJIbCKYI)
YIakKOBKYy JIEKAPCTBEHHOTO Ipenaparta (OyHKT 7 BBeIeH denepallbHEM
3akKoHOM OT 22 nmekxabpsa 2014 . N 429-03 - CoOpaHmMe BaKOHONATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540);

8) konm JIEKAPCTBEHHOT'O npenapara 1o
aHATOMO-TEepaleBTUUECKO~XMMNYUECKOM KkJaccubpmraumm, PEKOMEHIOBAaHHOM
BceMupHOM oOpraHM3alMey s3OpaBooOXpaHeHMsa (NyHKT 8 BBeIeH delepalibHEM
3aKOHOM OT 22 nmekabps 2014 r. N 429-03 - CoOpaHMe 3aKOHOIATEJILCTBA
Poccurickon demepaumm, 2014, N 52, cr. 7540).

3. TocymapCTBEeHHasa peTrucTpaluMsa OpeleJibHEX OTIYCKHEX LIeH Ha
JIeKapCTBEeHHBle IIpellapaThl, BKJIOUEHHBE B IIepedueHb XM3HEHHO HeOOXOIVMBIX
M BaXHEMIMX JIEKAapCTBEHHBIX IIpelapaToB, BeIdeHMe I'OCYyHapCTBEHHOI'O
peecTpa NpelesyibHHEX OTIIYCKHHX LeH [IPOM3BOIMUTEJIEM Ha JieKapCTBEHHEE



pernapaThl, BKJIOUEHHBE B [IepedYeHb XMBHEHHO HEeOOXONOVMMEIX M BaXHEMIMX
JIEKAPCTBEHHBEIX IIpelapaToB, OCYIEeCTBJSITCS B NOpsIke, YCTAaHOBJIEHHOM
[IlpaBuTensCcTBOM Poccumickom demepalnn.
Crarbss 63. YCTaHOBJIEHME OPTaHaMM MCIIOJIHUTEJILHOM BJIACTU
cybbpekTOoB Poccurickoyn demepaumy NPeneibHBIX
PasMepoB OITOBBIX HaAOaBOK M IPemesIbHBIX pasMepoB
POBHMUHEIX HaAbOaBOkK k (QaKTUUECKMM OTIIYCKHBM
lleHaM, YCTaHOBJIEHHBEIM [IPOMU3BOIUTEIISMMU
JIEKaPCTBEHHEIX [IPENapaToB, Ha JIEKapCTBEHHBE
npenapaTe OJg MEeOUUMHCKOTO IIPMMEHEHMSI

1. OpraHbel MUCIOJIHUTEJILHOM BJIACTU CyOBeKTOB Poccurickoum denmepalum
YyCTaHaBIMBAT MNpenesyibHEIE pPa3Meph OMNTOBHEHX HaIbaBOK U IIPelesibHBE
pasMepksl PO3HUUHEIX HanbaBoOK K baxTMUyeCckyM OTIYCKHBIM LleHaM,
YCTaHOBJIEHHBIM IPOU3BOONTEIIAMN JleKapCTBEHHBIX npenapaTos, Ha
JIeKapCTBEHHBIE MPENapaTH, BKJIOUEHHBE B Ie€pPeUYeHb XMBHEHHO HeOOXOOMMEBIX
Y BaXHEMIMX JIEKAPCTBEHHHEX I[IPENapaToB, B COOTBETCTBUM C YTBEPXISHHOM
B nopsankKe, YyCTaHOBJIEHHOM IlpaBuTenbcTBOM Poccurckom demepaunuy,
METOOMKOM YCTaHOBJIEHMS OpTaHaMM MCIOJIHMTEJIBHOM BJIACTU CyOBEeKTOB
Poccumckomn denmepauum IpenesyibHEIX pPasMepoB OINTOBHX HambaBOK U
IpenesIbHEX Pas3MepoOB PO3HUUHEIX HaIbaBOK K (QAaKTUMUECKUM OTIIYCKHBIM
yeHaM, YCTAaHOBJIEHHEIM [IPOMBBONUTEJIAMM JIeKapPCTBEHHBIX [IPelnapaToB, Ha
JleKapCTBEHHBIE IpelapaTe, BKJIOUEHHEE B IIepPeuUYeHb XMBHEHHO HeODXOIOMMEIX
¥  BaxXHeMMX JIEKapPCTBEHHHBIX IpernapaToB. [IPOEKTH peleHWY OpPI'aHOB
VCIIOJIHUTEJIbHOM BJIaCTHU CyOBEKTOB Poccumickomn denmepauumn 06
YCTaHOBJIEHUM ¥ (MJIM) WM3IMEHEeHUM I[peleJIbHEIX pPasMepOoB OINTOBHX HaXbaBOK
M IpeneJibHBIX Pa3MepOB PO3HUUHHX HaXOaBOK K GOaKTUUECKMM OTIIYyCKHBIM
11eHaM, YCTaHOBJIEHHEIM [NPOVMBBOINUTEJIAMU JIEKAPCTBEHHEIX I[IPErnapaToB, Ha
JIeKapCTBEHHBIE MPENapaTh, BKJIOUEHHBE B IepPeueHb XMBHEHHO HeOOXOOMMEBIX
¥ BaxXHeMMX JIeKapCTBEHHHIX IIpelapaToB, I[IOAJexXaT COIJIACOBAHMIO C
bernmepasibHEIM OPI'@HOM VCIIOJIHUTEJIL HOM BJIACTH, YTIOJIHOMOYE HHEIM
OCYWECTBJIATEL I[IPaBOBOE pPeryJMpOBaHME B chepe TOCYyIapCTBEHHOTO
pPeEryINPOBaAHUA LeH (TrapudorB) Ha TOBapw (ycayru), B [IOpAIKe,
YCTaHOBJIEHHOM [IpaBUTEJIECTBOM Poccumickon demepauun (B pen.
demepasibHOT'O 3akoHa oT 13 wmwoma 2015 1. N 241-03 - CoOpaHue
3akKoHOIaTesLCTBa Poccurickom denmepaumm, 2015, N 29, cr. 4367).

2. OpraHuM3alUuM ONTOBOM TOPTOBIM M (MJIM) arnTeuHbele OpraHu3aluu,

VIHOVBUIY aJIb HEIE IpennprHyMaTEeNN, VIMele UL H3UIO Ha
bapmalneBTUUECKYIO OesaTeJIbHOCTE, OCYyIEeCTBIISAIT peanmszaumnio
JIEKAPCTBEHHBIX npenapaTos, BKJIIOUEHHBIX B IIepeyeHb XMBHEHHO
HeOOXOOMMEIX UM BaXHEMIMX JIEKaPpCTBEHHEIX IpernapaToB, IO lleHaM, YPOBEHb
KOTOPEIX He IpeBHIIaEeT CYMMY bakTHMUueckKom OTITYyCKHOM LIeHHI,
YCTaHOBJIEHHOM IPOM3BOIOUTEJIEM JleKapCTBEHHBIX pernapaTosn u He
IIPpEeBHIIAKIIEY 3aPEeTUCTPUPOBAHHOM NPEeNeJIbHOM OTIYCKHOM LIeHB, U pa3Mep

ONTOBOM HaIbOaBKM M (MIM) pasMep PO3HUYUHOM HanOaBKM, He IIpeBHUAaIME
COOTBETCTBEHHO pa3Mepa IIpenejibHOM ONTOBOM HambaBKM M (MJM) pas3Mepa
IpeneJIbHOY PO3HUUHOM Hal®aBKM, YCTAaHOBJIEHHEIX B CyOBekTe PoCCUMCKOM
denmepaumnn.

3. OpTraHH MCIOJHUTEJILHOM BJIACTU CyDBEeKTOB Poccumickol denepalum
pasmMeumanT B cetu "VHTepHeT" wMIM ONyOJIMKOBHBAKT MHOOPMALIMIO O
3aPETUCTPUPOBAHHOM MNPENeJIbHOM OTIYCKHOM IleHe Ha JIEKapCTBEHHBIE
npenapaThl, BKJIOUEHHBE B [IepedYeHb XMBHEHHO HEeOOXONOMMEIX M BaXHEMIMX
JIEKapPCTBEHHBIX IpelapaTos, OO YyCTAaHOBJIEHHBEIX B CyOwbekTe Poccuyckom



demepauum pasMepe OpenesyibHOM ONTOBOM Hambabky M (MIM) pasMepe
IpeneJyibHOM PO3HMYHOM HaIbaBKM K YCTAaHOBJIEHHEM IPOM3BOOUTEIIAMMU
JIeKapPCTBEHHBIX IpenapaTos bakTHueCKMUM OTITY CKHEIM LLleHaM Ha
JIeKapCTBEHHBIE MpPENapaTe, BKJIOUEHHEE B I[I€PEUYEHb XMBHEHHO HeODXOIMMEIX
M BaXHeMIMX JIEKAaPCTBEHHHIX I[IpenapaToB, ¥ 00 ykKasaHHOM B YacTu 2

HacToAWeM CcTaTbM CcyMMe. JVHbopmaumsa, OpenyCMOTPEeHHAas HacToAmen
YacTheio, IOOJIKHA pasMemaTbCcsa TakKXe B allTeUHBIX OpraHM3alumMax B
OOCTYIIHOM IJIS CBeIeHUsd BCEX 3aVHTEePEeCOBAHHBIX JINLL dopme u

ODOHOBJIATBHCH II10 Mepe ee ONyOJIMKOBAHMUA.

4. IpMHATEE C HapylleHMEeM 3aKOHOIaTeNbCTBa Poccuiickou demepaumm
pelleHrs OPI'aHOB MCIIOJIHUTEJIbHOM BJIACTM CcyObekTa Poccumickon denepaumm
00 YCTaHOBJIEHUM I[PEIEJILHEIX Pa3MepPOB OIITOBHX HanOaBOK I IIpenejibHBIX
pPasMepoB POBHUYUHEIX HanbaBOK K 3aperMCTPMPOBAHHBIM IIpPeneJibHbBIM
OTNYCKHEIM LI€HaM Ha JIEKapCTBEHHEE MpPEeNapaTH, BKJIOYEHHEE B II€PeYeHb
XVMBHEHHO HEOOXOIMMEIX M BaXHeMIMxX JIeKapCTBEHHHIX MIpenapaToB, NOoIOJexXaT
OTMeHe B CyIneOHOM IOpsIKe.

T'nmaBa 13. MOHUTOPMHI 2QPEKTUBHOCTU U O€30NaCHOCTU
JIeKapPCTBEHHBIX I[IPEernapaToB, HaAXONAWMXCH B
obpameHMr B Poccurckoy denepalun
(HauMeHOBaHMe B pen. demepalIbHOTO 3akoHa OT 22 mekabps 2014 1. N
429-03 - CobOpaHMe 3BakKoOHOIaTesibCcTBa Poccuyckom denmepaumyu, 2014, N
52, cr. 7540)

Crarbss 64. dapMakKoHaI30pP

1. JlekapCTBEHHHE IIpenapaTH, HaxonAamyecs B obpalle HUM B
Poccurickon Qdenmepauuny, nomyiexatT MOHUTOPUHTY 50PeKTMBHOCTHA
0e30MacCHOCTHU B LeJigX BHABJIEHMS BO3MOXHEIX HETATUBHBIX [IOCJIENCTBUM UX
IpUMEHEeHU I, VHIOVBUOYaJIbHOM HENepeHOCHMOCTH, npenynpexneHmns
MEeOMUMHCKMX PabOTHUKOB, BETEPMHAPHBEIX CHELUMalMCTOB, MNALMEHTOB WK
BJlaleJIblIeR XMBOTHEIX UM MX 3allMTEl OT IIPUMEHEHUS TaKUX JeKapCTBEHHEBIX
npernapaTos.

2. dapMakKOHaI30pP OCYUECTBJISETCS COOTBETCTBYIOUUM YIIOJHOMOUEHHEM
benmepasibHEIM OPIaHOM MCIOJIHMTEJIBHOM BJIACTM B YyCTAHOBJIEHHOM VM

IIop4aIKe InyreM aHajJinsza Hpe,JIOCTaBJ'IFIeMOﬁ[ cyOBeKTaMu OGpaLLI,eHI/IH
JIEKAPCTBEHHEIX CpencTse MH@)OpMaLI,MM O MTODOOYHBIX OEeVICTBUSAX,
HeXeJlaTeJIbHBEIX peaxrumax, CEPBbE3HEIX HeXeJlaTeJlbHBEIX peakumax,

HENpPEeNBUIESHHEIX HEeXeJIaTeJIbHEIX peaKUMAX IIPpM IPMMEHEHMM JIEKapCTBEHHBIX
npenaparos, o6 VMHIVBUAOYAJIbHOM HEINepPEeHOCUMOCTH, OTCYTCTBUM
50PEKTMBHOCTHM JIEKAPCTBEHHBIX [pPelapaToB, a Takxe o0 MHEX (QakTax u
OBCTOATEJIECTBAX, NPEOCTaBJIANIMX YyIPO3Y XMU3HM UM 3OOPOBLBI0 UYeJIOBEKa
100 XMBOTHOT'O IPM NPMMEHEHMM JIEKAPCTBEHHBIX [IPEeNapaToB M BHISBJIEHHBIX
Ha BCexX sTanax ofbpalleHus JIeKapCTBEHHBIX IIpelapaToB B PoccumckoMn
demepauuy ¥ OPyI'MX IOCydapCTBax.

3. CyOBbekTH oOOpalleHMsa JieKapCTBEHHEIX CpelCcTB B nopsanke,
YCTAHOBJIEHHOM YIIOJIHOMOUEHHEM (QenepaJsibHEIM OPTaHOM MCIOJHUTEJIbLHOM
BJIaCTK, 0O0s3aHe coofmaTb B  YIOJHOMOUYEHHEI benepaibHBIM opraH
VICIIOJIHUTEJIbHOY BJIACTM O NOOOUHBIX IEMCTBMAX, HEXeJlaTeJIbHBIX PeakUMax,
CEPbE3HEIX HEeXeJIaTEeJIbHEIX pPeaKUusax, HelpeOBUIEHHBIX HeXeJlaTeJlbHBIX
peakuMax IpM IPMMEeHEeHMM JIEKAPCTBEHHBIX IIpelapaToB, 00 MHIOMBUIAYAJIbLHOM
HENEPEHOCUMOCTM, OTCYTCTBUM SOOEKTMBHOCTM JIEKAPCTBEHHEIX I[IpenapaTos,
a Taxxe 0O MHEIX QakTax M OOCTOATeNbCTBAX, [IPEeICTaBJARIMX YIPO3y



XM3HU 1Zn)8%8 S3O0OPOBBIO JeJioBEeKa hiiZiele} XKMBOTHOTI'O npm IIPMMEHEHUMN
JIEKAPCTBEHHEIX IIpernapaToB " BEIABJICHHEIX Ha BCeX oTarnax o@pameHMH

JIEKApPCTBEHHHX [IPenapaTos B Poccurmickoit denmepauum u IPYTUX
rocynmapcTBax.
4. JlepxaTenu WM BJlaOeJIbL PerrMCcTPaLMOHHBIX YIOOCTOBEPEeHUM

JIeKAPCTBEHHEIX IIpelapaToB, OPpMAMYECKMe JiMlla, Ha MMS KOTOPBIX  BBIIAHE
pa3peueHnsa Ha [IpOBeINeHMe KIMHMYECKMX MCCJIeHOBaHMM B Poccumckon
demepauun, OO YINOJIHOMOYEHHHE MMM IPyIMe OpMAMYECKME JiMila B paMkKax
obecrnieueHrsa ©Oe30IaCHOCTM JIEKAPCTBEHHEIX I[IPEelapaToB B nopsanke,
YCTAHOBJIEHHOM COOTBETCTBYKIMM YIIOJHOMOUEHHEM (QelepajibHEIM OpPIT'aHOM
VICIIOJIHUTEJIBHOM BJIacTHM, OOA3aHBl OCYWECTBJATH NpHeM, ydeT, o06paboTky,
aHaJIM3 M XPpaHeHMe MNOCTyNallMx B MX aIpec OT CyDOBekToB obpalleHus
JIEKaPCTBEHHBIX CPENCTB M OPI'aHOB I'OCYHAPCTBEHHOM BJIACTU COOOWEHMM O
NIOOOUHEIX INEMCTBUAX, HEXeJlaTeJIbHEIX PeaKLUMAX, CEPbe3HBEIX HeXeJlaTeJbHBIX
" HeNpenBUIOEHHBIX HEeXeJlaTeJIb HEIX peakumax npu IIpMMEeHEeHUM
JIEKapPCTBEHHBIX [penapaTos, OO OCODEHHOCTAX MX B3aMMOIEMCTBMSA C
OIPpyTMMM JIEKAPCTBEHHBIMM IIpenapaTaMy, MHIMBUAYAJIbHOM HEINEePeHOCMMOCTH,
a Taxkxe 00 MHBEIX GakTax m 0OOCTOATeNbCTBAX, MNPEICTAaBJIA0IMX YIPO3y
XMBHM MM 3IOPOBBI dYejloBeKa JMOO XMBOTHOTO MJM  BJIMAOIMUX Ha
VMBMEHEHNME OTHOIWEHMS OXMIOAeMOM IIO0JIb3BEl K BO3MOXHOMY PUCKY IIPUMEHEHUH
JIEKapPCTBEHHBIX INPENapaToB.

5. Ilpy BHABJIEHUMM MHOOPMALMM O CEPbE3HEX HeXeJIaTeJIbHEIX PeaKLMUAaX
n HeNpenBUIOEHHBIX HEeXeJlaTeJIb HEIX peakumax npu IIpMMEeHEeHUN
JIEKapPCTBEHHBIX [penapaTos, OO OCODEHHOCTAX MX B3aUMMOIEMCTBMSA C
OIPpYyTVMM JIEKAPCTBEHHBIMM IIpelapaTaMy, MHIOMBUAYAJIbHOM HEIEePeHOCMMOCTH,
a Takxe 00 MHBEIX GakKkTax M ODOCTOATENbCTBAX, BIMAKIMX Ha W3MEHEHUe
OTHOWEHUA OXMIAEMOM I10JIb 3 K BO3MOXHOMY pPUCKY IIPMMEHEHU A
JIEKaPCTBEHHBEIX MpPENapaToB, JepXaTesM MIM BJlaIeJiblpl PEeTMCTPalMOHHEIX
YIOOCTOBEPEHUM JIEKAPCTBEHHBIX [IpelapaToB, OPpMAMYECKME JIMia, Ha MWMA
KOTOPEIX BEIIAHE pa3pelleHMsa Ha [IPOBeIeHMEe KIMHMUECKMX MCCJIeHOBaHMM B
Poccurickom demepaumy, IMOO YIOJHOMOUYEHHEE UMM JpyITMe DpUINYeCKMe
auiia o6s3aHbl NPMHATH MEPB, HallpaBJIEHHBIE Ha YCTPaHEeHMEe HeTl'aTMBHEIX
IIOCJIENCTBUM IPVIMEHEHUS TaKMUX JIeKapCTBEHHBIX npenapaTos,
npenynpexneHue NPpMUMHEHMS Bpena XM3HM MIM 3OOPOBbLI dYejioBeka Jmbo
XMBOTHOTO, 3alMTy MX OT MPMMEHEHMS TaKMxX JIEKapCTBEHHEIX [pPeNnapaTos,
Ha JOOIOJIHUTEJIbHEM COOp IOaHHBIX 00 2QPeKTMBHOCTM M OE30NaCHOCTM TaKUX
JIEKapPCTBEHHBIX INPENapaToB.

6. 3a HecooOOueHMEe WM COKPHITME MHbOOpMaLMM, [NPEeOyCMOTPEeHHOM
YacThid 3 HaCTodAllelM CTaTby, OepXaTey MM BJalesibLbl pPeIMCTPAaLMOHHBIX
YIOOCTOBEPEHMM JIEKAPCTBEHHBIX [IpelapaToB, OPpMAMYECKMEe JIMia, Ha MMA
KOTOPEIX BBIIAHB pa3pelleHMd Ha [NPOBeIeHMEe KIMHMUECKUX MCCIIEeOOBaHMUM B
Poccurickom demepaumy, MO0 YIOJIHOMOUYEHHEE UMM JpyITHMe DpUINYeCKUe
aMia, a TakxXe OOJDKHOCTHBEe JiMla, KOTOpeM 5Ta MHOopMaums crTaja

M3BECTHA IO pony nx npodeCcCroHaNbHOM OeATeJIbHOCTH, HecyT
OTBETCTBEHHOCTbL B COOTBETCTBUM C 3BaKOHOINATEJIECTBOM Poccumckon
denmepauunm.

7. Ilpu IOJIyYEeHUM YTIOJIHOMOYE HHBIM bernepasibHEM OpT'aHOM

VCIIOJIHUTEJIbLHOM BJIACTU B praMKkax OCylmeCTBJIEHNA M @apMaKOHansopa

IOKa3aTeJNlIbCTB o) HEeCOOTBETCTRBUU JIEKAPCTBEHHOTO npenapaTa
YCTaHOBJIEHHEIM TpPeOOBaHMUAM VI npu IOJIyYEeHUM nHdopMaLUM o)
HEeCOOTBETCTBUU IaHHBIX o6 20PeKTUBHOCTU u o 6esonacHOCTHU
JIEKAPCTBEHHOTO TIpelapaTa IOaHHBM o JIEKAPCTBEHHOM npenapare,

comepxalyMCcCAd B MHCTPYKUMM IO €I'O IIPVMMEHEHMIO (B TOM UNMCJIE€ BEIABJIEHHEBEIX



B XOIe OCylleCTBJIeHUsa bapMakoHal30pa KOHTPOJIbHO-HAII3O0PHEIMM Opl'aHaMu
VHOCTPAaHHEIX TOoCynapcTs) , YIIOJIHOMOYEHHEIN benepanbHbIL opraH
VCIIOJITHUTEJILHOM BJIACTM B YCTAHOBJIEHHOM MM I[OPSIKe paccMaTpuBaeT
BOIIPOC o IPMOCTaHOBJIEHUM IPMMEHEHU S TaKOTO JIEKAPCTBEHHOT'O
npernapara.

(CraTrpba 64 B pen. OdenepalibHOT'O B3aKoHa OT 22 mekabps 2014 r. N
429-03 - CobOpaHMe 3BakoOHOIaTesibCTBa Poccumckom denmepaumyu, 2014, N
52, cT. 7540)

Crarbsa 65. [IpMOCTaHOBJIEHME IIPUMEHEHUS JIEKAPCTBEHHOTO
npenapara

1. Ipr noJydeHuUM MHOOPMALMM O HeXeJIaTeJIbHEIX peaKUMax IIpu
IIPMMEHEHMNM JIEKaPCTBEHHOTO IpernapaTa, He yKasz3aHHBIX B MHCTPYKUMM II0
IIPMMEHEHMI0 JIEKaPCTBEHHOTO npenapara, CepbesHBIX HeXeJlaTeJlbHBIX
peaxkumnax, e]o) OCOBDEHHOCTAX ero B3aMMOIOENCTBUS E OIPpyTMMIM
JIEKapCTBEHHBIMM MpelapaTaMy, KOTOPEE MOI'YT NPelCTaBJISTbh yI'PO3y XMU3HU
MY 3OOPOBLI YejioBeka JMOO XMBOTHOTO, a TakXe O HeCOOTBETCTBUM
OaHHEIX 00 »0QeKTMBHOCTM M O 0Oe30HaCHOCTM JIEKAapCTBEHHOT'O IpenaparTa
IOaHHBIM O JIEKAPCTBEHHOM IIpelapaTe, CoepXallMMCsS B MHCTPYKLMM IO €TI0
IIPVMMEHEHMIO, B TOM UMCJI€ OT YIOJHOMOUYEHHEIX OPIaHOB MHOCTPAaHHBEIX

ToCcymapcTB, OOMEH KOTOPOM OCyIlIeCTBJISETCH B COOTBETCTBUA c
coTJlalle HUAMMU MeXIy YTIOJIHOMOUEHHBIM benepalib HEIM OpTaHOM
VICIIOJIHUTEJIbLHOM BJIACTM U YIIOJIHOMOYEHHBIMU opraHamu MHOCTPAaHHEBIX

TOCYyIapCTB, YIOJIHOMOYUEHHEM (QelepalibHEM OPI'aH MCIIOJIHMTEJILHOM  BJIACTHU
paccMaTpuBaeT BOIMNPOC O BOBMOXHOCTM MNPMOCTAHOBJIEHMS OOpalleHMs TaKoTO
JIeKapCTBEHHOT'O IpernapaTa B IOpslKe, YCTAHOBJIEHHOM YIIOJIHOMOUEHHBIM
bernepasibHEIM OPT'aHOM MCIIOJIHMTEJILHOM BJIACTU.

2. [lpy HEUCIOJIHEHUM WJIM HeHaJlexalleM MCIIOJIHEHUM IepXaTeJIsaMU
NI BJlaIeJIbliaMu PEeTUCTPAaLMOHHEIX YIOCTOBEPEHUN JleKapCTBEHHBIX
npenapaToB, OPUIMYECKMMM JIMLaMM, Ha MMS KOTOPHIX BBIIAHEL pa3peleHUs
Ha IpoBelleHMEe KIIMHUUECKMX UCCllenoBaHuii B Poccuiickon demepaumy, MWK
YIIOJIHOMOUYEHHEIMM MMM OPYyTMMM OPUOMYECKMMM  JIMLaMU oD0s13aHHOCTEN,
YCTaHOBJIEHHBIX YacTaMu 3 ¥ 4 crarem 64 Hacrosamero demepalibHOTO
3akKoHa, JmbO B CJiydasax MNPelCTaBJIEHMS COOTBETCTBYUMUM YIIOJIHOMOUEHHEM
benepainbHEIM OpTaHOM VICIIOJIHUTEJIE HOM BJIaCTHU 3aKJIOUEHMS o
HEIOCTOBEPHOCTHA PE3YIbTATOB KJIIMHUYECKOTO MCCJIeOBaHMS
JIeKapCTBEHHOTO IperapaTa IJg MeIMUMHCKOTO IPpMMeHEeHUS, KOTOpoOe
OCHOBAHO Ha pesyibTarax IIPOBEPKU MEeIULVHCKOM opraHmu3auum,
IPOBOIOMBIIEM YKAas3aHHOE KIIMHMUECKOE MCCJIeHOBaHMEe C HapylleHMEM IIpaBUJ
Haexaumen KJIMHUYE CKOM IPaKTUKHY, n IPUBEJIO K IIOJIyYEeHUIO
HEIOCTOBEPHEIX Pes3yJIbTAaTOB, JMOO B CJlyyae HEBHIIOJIHEHMS IpennucaHusd,
BBIDAHHOT'O YIIOJIHOMOUYEHHEM QeIepajibHEM OPI'aHOM MCIIOJIHUTEJIbLHOM  BJIACTHU
1o nroram OCyleCTBJIEHNU S BEIDOPOYHOT'O KOHTPOJIA KadecTBa
JIEKapPCTBEHHOTO npenapara, YIIOJIHOMOYEHHEIM benepanbHEM opraH
VICIIOJIHUTEJIbLHOY BJIACTM B YCTAHOBJIEHHOM UM I[OPSAOKe pPacCMaTpUBaEeT

BOIPOC o IPMOCTaHOBJIEHUU IPUMEHEHU ST TAaKOTO JIEKAPCTBEHHOTO
npenapara.

(CraTrbsa 65 B pen. denepallbHOTO 3akKoHa OT 22 mekabpsa 2014 r. N
429-93 - CobOpaHMe 3BakKoHOIaTesibCcTBa Poccuyckom denmepaumyu, 2014, N

52, cr. 7540)

Crarbs 66. VMHbopMauusa O pel’ylbTaTax bapMakoHamzsopa



(HamMeHOBaHMe B pen. demepalibHOT'O 3akoHa oT 22 nekabps 2014 1.
N 429-03 - CobpaHMe BaKOoHOIaTesbCTBa Poccumckou demepaumm, 2014, N
52, cr. 7540)

YTIOJIHOMOUEeHHEM (enepalibHbI opraH VICIIOJIHUTEJIbHOM BJIaCTH,
ocymecTBIAOLMM GapMakKOHaI30p, HaxXOoOAUMXCS B obpameHur B POCCUMCKOM
denepauun, 1o pesyiabTaTaM (QapMakoHaIs3o0pa pasMelaeT Ha o CBOeM
obmumanbHOM canTe B ceTu "VHTepHeT" mMHOOpMaLMIO O MNPMHSATEIX PEULEHMAX
O BHECEHMM M3MEHEHUs B MUHCTPYKLMUIO I[I0 I[IPUMEHEHUIO JIEKAaPCTBEHHOTIO
npenapara, O IIPMOCTaHOBJIEHMM IIPMMEHEHUSA JIEKapCTBEHHOI'O IIpelapara,
e]e) U3BATUN n3 obpaleHnsa JIEKAPCTBEHHOTO npenapara WM O
BO300OHOBJIEHUU [IPMMEHEHU I JIEKaPCTBEHHOTO npenapara (B pen.
demepasIbHOTO 3akKoHa oOT 22 gnekabps 2014 r. N 429-03 - CobOpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2014, N 52, cr. 7540).

TsaBa 14. MubopmMauusa O JIEKapCTBEHHEIX IIpelapaTax.
CucTeMa MOHUTOPMHI'A IOBMXEHUS JIeKapCTBEHHBIX
npenapaToB s MEOUIMHCKOTO MIPUMMEHEHUS
(HamMeHOBaHMe B pen. demepalIbHOTO 3akoHa oT 28 mekabps 2017 1. N
425-33 - CobpaHmue 3BakKoHOmaTeJsbCTBa Poccumickon demepaumm, 2018, N 1,
cr. 9)

Crarbsa 67. VMHbopMalMsa O JIEKAPCTBEHHHIX IIpernapaTax.
CucreMa MOHUTOPMHI'A IBMXEHUS JIEKaPCTBEHHBIX
npenapaTos IJig MEeIOULUMHCKOI'O I[IPMMEHEHUS
(HamMeHOBaHMe B pen. denmepalibHOT'O 3akoHa oT 28 nekxabps 2017 .
N 425-03 - CobpaHMe BaKOHOIaTeJbCTBa Poccurckou demepaumym, 2018, N
1, cr. 9)

1. Vudopmaums O JIeKapCTBEHHHX IIpernaparax, OTIyCKaeMEIx II0
peLenTy Ha JIeKapCTBEHHE [Ipenapar, IOJDKHa COIOEepXaTbCs TOJIBKO B

CreuraJin3mUpPOBaAHHEIX M3OaHUAX, npenHa3HaYeHHBX IJIS MEeIOMUMHCKUX,
bapmalleBTHMUECKUXK, BETEPUHAPHEIX PabOTHUKOB. VHdopMaLyms o
JIEKAPCTBEHHHX IpernapaTax Iojsg CIeuMaJuCcCTOB B objacTty obpaleHmus
JIEKapCTBEHHHX cpencTs MOXET comepxaTbCsd B MoHOTPpadmax,
CIpPaBOYHUKAX, Hay4HBIX CTaThaX, B IDoKJIamax Ha KOHTIpeccax,

KOHbepeHUIMAX, CUMIO3MyMaxX, HaY4YHBEIX COBeTaxX, a TaKXe B UHCTPYKLMUAX
10 NPMMEHEHMI JIeKaPCTBEHHBIX IpernapaTosB.

2. VubopmMaums O JIeKAPCTBEHHBIX I[IperapaTax, OTIyCKaeMex 60es3
pelLenTa Ha JIeKAPCTBEHHHM IIpenapaT, MOXeT CcoIepXaThbCsa B NyDOJIMKALUAX
1 OOBABJIEHMAX CPEeONCTB MaccoBoM wuHOoOpMaLMM, CHeLMaJIMBUPOBAHHHX U
oBmMxX IedYaTHHX W3OaHUSX, WHCTPYKUMSIX [0 IPMMEHEHMIO JIeKapCTBEHHEIX
penapaToB, MHHX W3OaHUIX CyOBEKTOB obpaleHms JIEKapCTBEHHEX
cpencTB. PekJlaMHEIE MaTepHMallEl O JIEKAPCTBEHHOM IIpelapaTe, OTIIyCKaeMOM
0e3 pelenTa Ha JIEKapPCTBEHHB IIpelapaT, LOOJIXKHEL COOTBETCTBOBATDH
MHCTPYKLUMM [10 [IPMMEHEHMI JIeKapCTBEHHOTO IIpenapara.

3. JjonyckaeTcs MCIOJIb30BaHMe JIOOHX MaTepMaJibHBEIX HOCUTEJEM,
I103BOJIAIUX XPaHUTE, epenaBaTb M MUCIOJNBL30BaThL MHbOOPMALMIO O
JIEKAPCTBEHHEIX IIpernaparTax 0es3 ee MCKaXeHUS.

4. Ins ueney moeHTHUOMKAUMM YIaKOBOK JIEKAPCTBEHHEIX I[IpernapaTosB
IoJIS  MEeIOMUMHCKOT'O IIPMMEHEHMS NPOM3BOIUTENM JIEKAaPCTBEHHEIX CPEeIOCTB B
opsanKe, yYCTaHOBJIEHHOM [IlpaBuTenbCTBOM Poccuiickoi demepaliMy, HAHOCAT
Ha I[IepBUUHYD VYIAKOBKY (B OTHOUWEHMM JIEKAPCTBEHHLBIX [IpelapaToB IJjisg



MENUILIMHCKOTO MNPMMEeHEeHMS, IJIS KOTOPBIX He IMIPpenyCMOTPeHa BTOpPUYHAS
YIIaKOBKa) M BTOPMYUHYK (IOTPeOUTENbCKYK) YIAKOBKY JIEKAPCTBEHHEIX
npenapaToB IJig MeIMUMHCKOT'O INPMMEHEeHMS CpelcTBa MUIeHTudMkaumm, 3a
VCKJIDUEeHMEM JIEKaPCTBEHHEIX I[PernapaToB IJiS MEeIUIIMHCKOTO IPUMEHEeHUS,
NPOM3BOAOVMEIX IJIS IPOBEINEHMS KIMHUUECKMX MCCJEeNOBAaHMM, BKCIOPTa,
JIeKapCTBEHHBIX I[PEernapaToB IOJig MEeOIMUMHCKOTO INPYMMEHEeHMsS, YKa3aHHHX B
yacTax 5 m 8 crarem 13 HacTosmero dermepalibHOT'O BaKOoHAa (uacte 4
BBenena OdenepalsibHEIM 3BakKOHOM oOT 28 mekxabpsa 2017 . N 425-03 -
CobpaHMre 3BaKOHOINaTeJIbCTBa Poccumckon Odenmepauuu, 2018, N 1, cT. 9,
BCTynaeT B cwiy c 1 gHBapsg 2020 rozma) .

5. XapakTepucTUKU cpencrnBa UOeHTUOMKALINA, IOPSAIOK ero
HaHeceHus U TpeboBaHMS K CTPYKType M ¢dopmary wmHbOOpMALMM, KOTOPY
COOEepXUT CPelnCTBO UIneHTuOUKamm, onpeneyisanTCs [IpaBUTEJIHCTBOM
Poccurickom Odenepauum (uacTtb 5 BBeleHa denepaJlibHEIM BaKOHOM OT 28
nexabps 2017 . N 425-03 - CobpaHMe 3aKOHOIATeJIbCTBa POCCUMCKOM
depmepaumn, 2018, N 1, cr. 9).

6. llopsmok co3maHusd, Pas3BUTHUA, BBOIA B SKCITyaTaluo,
BKCIJTyaTaluuM M BEHBOINA M3 DKCIJIyaTalUM CUCTEMBl MOHUTOPMHIA IBWKEHUS

JIEKapCTBEHHEIX npernapaToB OJ14 MeIMIMHCKOTI'O IIPMMEHEHM A, IIOPAIOOK
npenoCcTaBJIEHUA MH@_)OpMaLU/H/I, conepxameﬁ[c,q B cucremMe MOHMTOPMHTI'a
IBMXEHMA JIEKAPCTBEHHEIX IIpeliapaTOoB OJIA MeIMUIVMHCKOI'O IIpVIMEHEHNA, 123

IIOPAIOK B3aUMMONEMCTBMS YKA3aHHOM CHUCTEMHl C MHEMM I'OCYIapCTBEHHBMMU
MHOOPMALMOHHEIMM CHUCTeMaMM ¥ MHOOPMALMOHHEIMM CUCTEMaMM OPUIMUECKUX
TV M VHIMBUOYAJILHBEIX MNPEONPUHMMAaTEJIeN, YyKas3aHHBX B yvacTtax /7 u 10
HaCToOsAe crarbu, yCTaHaBJIMBALTCS [IpaBUTEJIECTBOM Poccumckom
demepauumu. OnepaTopaMy CUCTEMBE MOHMTOPMHIA OBWXEHMS JI€KAaPCTBEHHHX
npenapaToB IJIS MeIMUIMHCKOT'O IPUMMEHEeHUSa SBJISITCS OdenepalibHBI OpTraH
VICIIOJIHUTEJIbL HOM BJIACTU n (mm) opraHms3auus, YIIOJIHOMOUEHHEE
[IlpaBUTENbCTBOM Poccurickom ®enmepaluy (yacTb 6 BBemeHa denmepalibHBM
3akoHOM OT 28 mexabpsa 2017 . N 425-03 - CoOpaHmMe 3BaKOHONATEJILCTBA
Poccurickomn denmepaumm, 2018, N 1, ct. 9).

7. Opunnueckue aua n VHIMBUOYAJIbHEE npennpuHYMaTeN,
OCYyIEeCTBJISAKIME NPOM3BOIACTBO, XPaHeHue, BBO3 B Poccurickywn demepauuo,
OTITYyCK, peanmszauuo, nepenauy, IIpVMEHEHME u YHUUTOXEHVE
JIeKapCTBEHHBIX [pPEernapaToB IOJig MEeOMUMHCKOT'O IIPMMEHEeHMS, O0OeCleuMBalT
B Iopsnke Vi B cocTame, KOTOpPHE YCTAHOBJIEHE [IpaBUTEJILCTBOM
Poccurickor demepalmm C yU4EeTOM BUIA OCYUECTBJISEMOV UMU IOesaTeJIbHOCTU,
BHeceHMre uHbopMaumMy O JIEKAPCTBEHHBEIX [pelapaTax OJd MeOMIMHCKOTO
IIPUMEHEHVS B CUCTEMY MOHUTOPMHI'A@ IBMXEHMS JIEKAPCTBEHHEIX IIPEelapaToB
OJIs MEOMUMHCKOTO MNPMMEHeHMus (JyacTh 7/ BBeleHa derepasibHEIM BaKOHOM OT
28 mexabpsa 2017 . N 425-03 - CoOpaHmMe 3BaKOHONATEJILCTBA POCCUMCKOM
depmepaumnu, 2018, N 1, cT. 9, BCTynmaeT B cuyy c 1 gHBaps 2020 rozma) .

8. OpraHmusaumusa MHOOPMALMOHHOT'O B3aMMOIEVICTBUS CUCTEMH
MOHUTOPMHTA IBMXEHMsS JIeKapCTBEHHBIX I[IPEernapaToB IJsS MeIULMHCKOTO
IPVMEHEHVS C MHBEIMM TOCYOAPCTBEHHEIMM MHGOOPMALIMOHHBIMM cucTeMaMu
obecrneumBaeTCsa B TOM uyce IIOCPENCTBOM MHPPaCTPYKTYPHL,
obecneuuBamEen MHOOPMALMOHHO-TEXHOJIOTUYECKOe B3ayMOINEeNCTBME
MHOOPMALIMOHHEIX CUCTEM, VICIIOJIb 3y EMBIX s IpenoCTaBJIEHUSI
TOCYIAapPCTBEHHEIX ¥ MYHMLMIIAJIBHBEIX YCJIYT UM MCIOJIHEHUS T'OCYyINapCTBEHHBIX
Y MYHMUMIIAJNBHEX QYHKUMIM B D3JIEKTPOHHOM ¢dopwme (uacTe 8 BBeIeHa
demepasibHEIM 3akoHOM OT 28 mekabps 2017 . N 425-03 - CoOpaHue
3akKoHOIaTesibCTBa Poccurickom denmepaumm, 2018, N 1, cT. 9).

9. OBwemocTynHasa nHbopMaums, comepxamascs B cucrTeme



MOHMTOPMHTA IOBWXEHMS JIeKAPCTBEHHHX [IpernapaToB IJsg MeIMLUMHCKOTO
IPVMMEHEeHMs, pas3MemaeTcs B MHOOPMAUMOHHO-TEJIEKOMMYHMKAILIMOHHOM CeTu
"NurepHeT" (B0 ToM umcyie B (QopMe OTKPBITEIX -HOAHHBIX) B [NOPAOKE,
YCTAaHOBJIEHHOM IIpaBUTesIbCTBOM Poccuickoyn demepaummu (dacTb 9 BBeIeHa
demepasibHBEIM 3akoHOM OT 28 gmekxabps 2017 r. N 425-03 - CobOpaHue
3akoHomaTesibCcTBa Poccumckom denmepaumm, 2018, N 1, cT. 9).

10. [pomM3BOIMTENM JIEKAPCTBEHHEIX CPENCTB IIOJIyYalnT COIepPXallyiloCsd
B CHUCTEeMe MOHUTOPMHI'A IBMXEHUS JIeKapCTBEHHBIX npenapaTos s
MEeIVUVHCKOTO IPYMEeHeHMs MHOOPpMALMIO O CEePUAX U NapTUAX JIeKapCTBEHHEX
IpenapaToB, [IPOMBBOIOMMEIX MMM JM HaXOINSNMXCS B I'PaXIaHCKOM 00OpoTe B
Poccurickom OQenepauur, 606e3Bo3Me3nHO (uacTb 10 BBenmeHa OdenepalibHBM
3aKOHOM OT 28 mekabps 2017 r. N 425-03 - CoOpaHMe 3aKOHOINATEJIbCTBA
Poccurickon demepaumm, 2018, N 1, cr. 9).

11. 3a OpoMBBOANCTBO MM MNPOHaXy JIEKAPCTBEHHEIX I[IPENapaToB OJjid
MEeOMUVHCKOT'O IIpMMeHeHus ©0es3 HaHeCeHUs cpencTs nneHTrOMKaALNY,
C HapylleHMeM YCTaHOBJIEHHOT'O IOpsalKa nx HaHeceHUd, a TaKxe
3a HECBOEBPEMEHHOE BHECEHME IaHHEIX B CUCTEMY MOHUTOPMHI'A IBMXEHUI
JIEKAPCTBEHHHX I[IPENapaToBR IJjid MEIMUMHCKOTO [IPMMEHEHMUS WM BHECEHUe

B Hee HeOJOCTOBEPHBIX JAHHBEIX wprnanyecrumue Jiia n MHIMBUMIOY aJlbHEIE
InpenrnpmHmMMaTesin, YKa3aHHBIE B 4YaACTAX 4 u 7 HacTOAMEN craTbu, HecCcyT
OTBETCTBEHHOCTb B COOTBETCTBUNM ] 3aKOHOIAaTeJIbCTBOM Poccumckomn

Oemepauun (uacTb 11 BBenmeHa denepalibHBEIM 3aKOHOM OT 28 nmekabps 2017
r. N 425-03 - CobpaHMe 3BakKoHOZaTeNbCTBa Poccuiickor demepaumm, 2018,
N 1, cr. 9, BcrTynaer B cuiny c 1 suBapsa 2020 roma) .

12. HpaBuTenbCcTBO Poccuiickon demepalumm BIIpaBe YCTAaHOBUTH
O0COOEHHOCTV BHEIOPEHMS CUCTEMH MOHMTOPMHITA IOBUWXEHMS JieKapCTBEHHEBIX
npenapaToB IOjsg MeOMIMHCKOIT'O NPYMEHEHMS, BKJIOUasd CPOKM ee BHeIpeHUSd,
B OTHOULIEHUM JIEKAPCTBEHHHIX IIpellapaToB IJid MeIOULUMHCKOI'O IIPMMEeHEeHUHd,

BKJIIOUEHHBIX B nepedYeHb XMBHEHHO HEeOoOXOOMMEIX n BaxXHEeMIMX
JIeKapCTBEHHBIX I[PEelapaToB, JIEKaPCTBEHHHEIX [IpernapaToB, IPeOHAa3HaUeHHBIX
s obecrneueHusa JINLL, ©0JIbHBIX reMopuImen, MYKOBUCLUIO30M,
TUNnoOU3aPHEIM HaHMU3MOM, O0JIE3HBIO Tome, 3JI0KaUe CTBEHHBIMU

HOBOODOpPasOBaHMAMM JIMMQOUIHOM, KPOBETBOPHOM M POICTBEHHEIX MM TKaHelM,
PaCCesdaHHEM CKJIEpPO30M, JIML IIOCJIe TPAaHCIJIaHTaluuM OpraHoB U (MJu)
TKaHeM, MHHX JIeKapPCTBEHHBIX [perlapaToB OJd MEeOMUMHCKOTO IIPYMEHEHUS
(uacTp 12 BBemeHa ®denepalibHBEIM 3akKoHOM OT 28 mekabps 2017 1. N
425-93 - CobpaHmMe 3BakKoHOmaTeJsbCTBa Poccumickon demepaumm, 2018, N 1,
cr. 9).

T'smaBa 14-1. OrpaHudeHUs, HaJlaraeMble Ha OpIaHM3aluu,
OCYWECTRBJIAKNIME NesATEJILHOCTL I10 ofpalleHU0
JIEKAPCTBEHHLIX CPEeInCTB
(rnmaa 14-1 BBenmeHa OdemepalibHEIM 3akoHOM OT 25 Hosabps 2013 . N
317-®3 - CobpaHMe sBakKoHOmaTenbCcTBa Poccuimickom denmepaumm, 2013, N
48, cT. 6165)

Crarbsa 67-1. OrpaHMUYEHMSs, HajlaTaeMble IIPU OCYyUeCTBJIEHUN
nedaTesIbHOCTU B chepe obOpalleHMS JIeKapCTBEHHBIX
cpencTs

1. OpraHmusauuy, 3aHMUMaomyecs pas3paboTkol, MIPOMBBOICTBOM u
(nnn) peanmuzauuMer JeKapCTBEHHEX npenapaToB nJsa MEeIMLVHCKOT'O
IPpYMEHEHMS, OpTraHmM3auum, objamawomye IpaBaMu Ha MCIIOJIL30BaHMue



TOPTOBOTO HAUMMEHOBAaHUA JIEKAPCTBEHHOTO IMpenlapaTa Ojasg MeIULMHCKOTO
IIPVMMEHEHMS, OpTaHM3alMM OITOBOM TOPTOBJIM JIEKAPCTBEHHHEMMU CpelCTBaMM,
arnTeuHele opTraHumzauum  (Ux IpencTaBuUTesN, VIHBIE busmnueckue u
opUuIMdYeckKue JmMila, OCYUECTBJIAIME CBOK HOeATeJIbHOCTb OT MMEHM BTUX
opraHM3alUui) B OTHOUWEHUM MEeOUUIMHCKUX pPabOTHUKOB U PYKOBOIUTEJIEM
MENULIMHCKMX OPTaHM3alMi He BIpaBe:

1) BpyuYaThb [IOIapKH, BHIIIJIAUMBATH IOeHeXHbIe cpencTBa (Ba
VCKJIIOUEeHMEM BO3HATPaXIeHUM IO HOOTOBOpPaM IPM MNPOBEIEHUM KIIMHUUECKUX
VCCJIENOBAHUM JIEKAPCTBEHHEIX [NpelapaToB IJiSd MeIUMUMHCKOTO IPpMMeHeHUd,
BOBHAaTpPaxIeHMM, CBSA3AHHEIX C OCYUECTRBJIEHMEM MEeIMIMHCKMM pPabOoTHUKOM
negarormMyeckom u (mm) Hay4yHOM HOesaTeJIbHOCTHU) , B TOM yycJe
OllJlauMBaThL pal3BJIeUeHMsa, OTHEIX, [Ipoes3n K MeCcTy OTIOexXa, a TakKxe
IPUBJIEKATE K y4YacCTMIO B PasBJIEKATEJIbHEIX MEPONPUATUAX, NPOBOOUMEIX 3a
cyeT CBOMX CPEICTB;

2) 3aKJI4YaThb COoTIJlalleH1 A ) Ha3Ha4YeHUMN |28 %8 PeKoOMeHIOTaumm
IIallMeHTaM JIEKAPCTBEHHBIX IIpEerlapaToB IOJIA MEIMIMHCKOI'O IIPMMEHEHMA (za
VMCKIIIOUEHMEM JOT'OBOPOB O InpoBeeHUM KIIMHNYE CKUMX UCCJIeIOBaAHUM

JIEKapPCTBEHHBIX MPEeNapaToB IJig MEeIMUIMHCKOTO IMPUMMEHEeHUS) ;

3) mOpenocTaBJIATH ofbpasuk JleKapCTBEHHBIX npenapaTos oJis
MENUILIMHCKOTO MPMMEHEeHMS B LeJidX BPYyUYeHMUs IalMeHTaM (3a MWUCKJIIUEeHUEM
cryJyaes, CBSI3aHHBIX € IpOBENEeHVEM KJIIVHUYE CKUX VCCJIe DOBaHUM
JIEKapPCTBEHHBEIX [PEelapaToB IOJig MEeIMUIMHCKOTO MPMMEHEeHUS) ;

4) NpemoCTaBJIATb HEIOCTOBEPHYI M (MJIM) HEINOJIHYyl MHOOpMALMIO O
JIeKapCTBEHHBIX MpernapaTax ojs MEeOVLUMHCKOTO IPVMEHEHUS;

5) mocemars wux B pabouee BpeMsa Ha pabouux MecTax, 3a
VICKJIIOUEeHMEM criydyaes, CBS3aHHBIX (e} IpOBEeEeHVEM KJIMH/YE CKUX
MCCJIeNOBaHUM JIeKapCTBEHHEIX [IPEenapaToB IOJid MeIMLIMHCKOT'O IIPUMEHeHUH,
C ydJacTMeM B TIOpPsOKe, YCTAHOBJIEHHOM pPYKOBOOUTEJIEM MEOULMHCKOM
opraHm3aluuu, B coBpaHmsax MEeIMLIVHCKUX PaboOTHUKOB Vi VIHEBIX
MEPONPUATMAX, HAIPAaBJIEHHHX Ha IIOBHIUIEHME MX NPOOeCCHMOHAJIBHOTO YPOBHS
WM Ha I[penocTaBjieHMe uHOoOpMalLmMM, CBA3aHHOM C OCyleCTBJIEHVEM
MOHUTOPMHTAa Oe30MacCHOCTM JIEKAPCTBEHHHIX IIPEernapaToB;

6) noB®yxXmaTb K BHIMVCHBAHMIO JIEKAPCTBEHHBIX npernapaTos s
MEeOULMVHCKOTO IIPVMEHEHUS Ha OaHkax, conmepxammx nHOOPMaLIMIO
PeKJIaMHOT'O XapakKTepa, a TakXe Ha PpelelTypHBX OJlaHkax, Ha KOTOPHBIX
3apaHee HalleyaTaHO HaMMEHOBAaHME JIEKapCTBEHHOTO npemnapara nns
MENULIMHCKOTO MNPMMEeHEHUS .

2. OpraHmuzauum, ykasaHHbEe B abszalle INIepBOM UYacCTM 1 HaCToOAUEN
CTaThb¥, UM UX NPEeOCTaBUTEJM B OTHOWEHUM GapMaleBTUUECKUX pPabOoTHUKOB
Y PYKOBOIMTEJIEM AlTEeUHHX OpPTaHMBaluli He BIpaBe:

1) BpyuYaThb NOIOAPKM, BHILJIAUMBATH JIEHEXHHE CpPpeICcTBa, B TOM UMUCIE
OIlJIauMBaTh Pa3BJIeUeHMS, OTIHHEIX, IIPOesI K MeCTy OTIeXa, M IPUBJIEKATH
K y4acTMI B pPasBJIeKaTeJIbHBIX MEPOIPUATUAX, IMIPOBOIMMBIX 3a CUeT CBOUX
CpemncTB;

2) mOpenocTaBJIATH oBpasub JIeKapCTBEHHBIX npenapaTos nmns
MENULMHCKOT'O MNPMMEeHEeHMS IJId BPYyYeHMS HaCeJIeHUO;

3) BakjouaTh COIJIAlIEHMS O MNPEeNJIOXEHMM HaCeJIEHMIO OllpeleJIeHHHBIX
JIeKapCTBEHHBIX [PENapaToB OJis MEOVUMHCKOTO MPVMEHEHUS;

4) NpemoCTaBJIATh HEeIOCTOBEPHY M (MJIM) HENOJIHYK MHQOpMAalLMi O
JIeKapCTBEHHBIX [pelrnapaTax OJjsg MeOMUMHCKOT'O IIPMMEHEHMS, B TOM UMCJIe
MMEenIMX OIMHAKOBOE MeXIYyHapOoIHOe HeNaTeHTOBAaHHOE HaMMEeHOBAHUE.

(Crarbsa 67-1 BBemeHa OdemepalibHBEIM 3akoHOM oT 25 Hogbpsa 2013 1.
N 317-03 - CobpaHMe BakKOHOIaTeJbCcTBa Poccurickou ®emepaumym, 2013, N



48, cT. 6165)

Crarbsa 67-2. TpeboBaHMA K OpTaHM3alUUM UM NPOBEIOEHUI0 HAayUHBIX
MEPONPUATHUY, WHHX MEePONPUATHUM, HANpPaBJIEHHEX
Ha IOBHIUIEHME MNPOOECCUOHAJILHOT'O YPOBHHA
MEeOMUMHCKMUX PAaBOOTHMKOB MM Ha [NpeInoCTaBJIeHMEe
nubopMalMM, CBS3aHHONM C OCYUIECTBJIEHUEM
MOHUTOPUHTAa Oe30IaCHOCTM JieKapCTBEHHHX

pernapaTos

1. [lpy OpOBeHmeHUM HayUHHX MEPONPMATHUI,  MHHX MEepPONnpUITHUH,
HallpaBJIEHHBIX Ha I[IOBHUIEeHMEe [IPOobOeCCHMOHAJIbHOT'O YPOBHSA MEeIOULMHCKUX
Pa®oOTHMKOB MJIM Ha [IPenocTaBJIEHMEe CBSI3aHHOMU c ocylleCTBJIEHUEM
MOHUTOPMHTE O6e30NacCHOCTM JIeKapCTBEHHHX penapaTos nubopmaL My,

OPTaHM3yEMEIX OpTaHM3alusaAMM, yKa3aHHEIMM B afs3ale [0epBoM dYacTu 1
crareu 67-1 Hacrosmero denepalJibHOT'O 3aKOHa, UX MNIPEeICTaBUTENIAMU U
() QMHaAHCHMPYEMBIX 3a CYeT CPpenCcTB DHBTUX OoplaHm3aluum n nx
npencTaBUTeJIel), 3alpellaeTcsa I[IPeNsaTCTBOBAThE ydacCTMIO B YKas3aHHBIX
MEPONPUATUAX MHBIX OpTaHM3alLMM, KOTOPHE MNPOM3BOIAT WM pPeau3yiloT
JIeKapCTBEHHBIE MpelapaThl OJIg MeIMILMHCKOI'O IIPMMEHEHUS CO CXOXMUM
MexXaHU3MOM bapMaKoJIOTUUECKOTO oemncTBemd, bpiZie]e) cOo3IaBaThb
IOVMCKPMMMHALMOHHEE YCJIOBMS OJI8g OOHMX YYACTHMKOB IIO CPaBHEHMIO C
OIPpYyTVMM yYacCTHMKAaMM, a MMEHHO:

1) npemocTaByAaTh pasJIMUHOE KOJIMUECTBO BPEMEHM IJiS BEICTYIJIEHUN
YUaCTHMKOB, pasJIMUHBE I[I0 pa3Mepy 3aHMMaeMoM IJjomany MecTa nOJId
IeMOHCTpaluuy oOpasloB JIeKaPCTBEHHBIX [IpenapaToB MO8 MeOMLMHCKOIO
IIPMMEHEHMI MM PEeKJIaMHBIX MaTepMalloB O JIEKAaPCTBEHHBIX IIpelapaTax ojsa
MENMLMHCKOT'O NPMMEHEHMS Ha DBKCHO3MLMAX, CTeHIOax, 3a MWCKIIUYEeHMEM
CJlydaeB, €eCJIM TakKue YCJOBMSA 3BaKpPEeIlJeHH B CoTJlalleHMAX 3TUX
opraHmM3auuy, nx npencrTaBuUTeen o brHaHCcHUpoOBaHUM YKasaHHBIX
MEPONpUATUM M OOyCJIOBJIEHH PAa3JIMUHEIMM 3aTpaTaMM YyYaCTHMKOB Ha UX
opraHmM3aluo;

2) yCTaHaBJIMBATL pas3Mep B3HOCA IJig YYaCTHUKOB MEPOIPUATUN,
yKasz3aHHEIX B abz3alle INepBOM HACTOflEe)M YacTy, [IpeBHIlallMi CyMMy 3aTpaT
Ha OpTraHM3alMil YyKa3aHHBEIX MEPONPUATUM M BeOyuMy K HeOOOCHOBAHHOMY
OTPAHMYUEHMIO YMCJla MX YyYaCTHMKOB.

2. OpraHuzauum, ykasaHHee B abzale nepBoM dvacTu 1 crareu 67-1
HacTosmero demepallbHOTO 3akKOHa, MX [IPEeACTaBMTENM, OCYyLeCTBJISLIMe
opraHM3aumio ” (Mnr) OOMHaAHCUPOBaAHME MEPOIPUSATUN, yKa3aHHEX B dacTu 1
HacTodwWey cTaTby, oO43aHEl obecrneuuBaTh HOCTYyN K MHPoOpMauuy O matTe,
MEeCTe WU BPEMEHU IpOBENEeHUA YKa3aHHBIX MEPONPUATHUIN, JlaHax,
nporpaMMax INIPOBENeHMS YyKa3aHHBIX MEPOIPUMATMN M TeMax, I[IJaHMPYyeMBIX
IOJjs paccMOTpeHud, cocTaBe nx YYaCTHUKOB nyTeM pasMeleHns
COOTBETCTByWUWEN MHOOPMALMM Ha CBOMX OQMLMAaJIbHEIX cauTax B CeTu
"HTepHeT" He No3OHee IBYyX MeCHdleB IO Hadajla [IpOoBeIeHMI YyKas3aHHEIX
MEPOIPUATUN .

3. MudopmMmaluusa O MNPOBENEHUM MEPONpPUATHM, YyKa3aHHBEIX B dYacTu 1
HacTodlel CTaTbM, B CPOK, YCTAHOBJIEHHBI YacTbi 2 HACTOAWENM CcTaTby,
OOJPKHa OBITH HalpabJlieHa B (QelepaJibHE OpTaH MCIOJIHMTEJIBHOM  BJIACTH,
OCylleCTRBJISILNNA OYHKUUM o KOHTPOJIIO u HaIO30py B coepe
3IPaBOOXPAaHEHMs, IJiA [OCJelylleIl'0 pa3MelleHMus €€ Ha oduuMabHOM
camTe 3TOTO opraHa B ceTu "lVHTepHeT".

(Crarbsa 67-2 BBemeHa OdemepalibHBEIM 3akoHOM oT 25 Hoabpsa 2013 .



N 317-03 - Cob6paHMe BaKOHOIaTeJbCcTBa Poccurickou ®emepaumym, 2013, N
48, cT. 6165)

T'maBa 15. OTBETCTBEHHOCTH 3a HapylleHMEe 3aKOHOIATeJIbCTBA
Poccurickon denmepaluumr Npu oOpalieHUM
JIEKAPCTBEHHHX CPEICTB M BOBMEUIeHMEe Bpena,
IPUYMHEHHOTO 3IOPOBLI TPaxiIaH BCJEICTBME
IIPMMEHEHMA JIEKAPCTBEHHBEIX IIpellapaToB

Crarbsa 68. OTBETCTBEHHOCTH 3a HapylleHME 3aKOHOIaTeJIbCTBA
Poccurickol denepauuy Ipu obpaleHUn
JIEKAPCTBEHHEIX CPEeLCTB

1. HapymeHue 3aKoHOIATEeJIbCTBA Poccumckom denmepauum npu
ofpameHny JIEKAPCTBEHHHIX CPEAOCTB BJIeYEeT 3a COOO0O¥ OTBETCTBEHHOCTH B
COOTBETCTBMM C 3aKOHOHOATEJNbCTBOM Poccumckolr demepaumm (B pel.

demepasIbHOTO 3akKoHa oT 22 gnekabps 2014 r. N 429-03 - CobOpaHue
3akoHoOmaTesibCcTBa Poccumckom denepaumm, 2014, N 52, cr. 7540).

2. 3Ba HenpencTaBJIeHKE nHbopMaLMM n () IOaHHBIX,
IpenyCMOTPEHHHX HacToAmmM demepalibHEIM 3akKOHOM, CyOBeKTH obpaleHus
JIEKAPCTBEHHBIX CPeICTB HEeCyT OTBETCTBEHHOCTbL B COOTBETCTBUU C

3aKOHOIATEeJIbCTBOM PoccuMckon denepaumm (yacTb 2 BBeneHa OdenepalibHBM
3akKoHOM OT 22 nmekabpsa 2014 r. N 429-03 - CoOpaHmMe BaKOHONATEJILCTBA
Poccurickon Qemepaumm, 2014, N 52, cr. 7540).

Crarbs 69. Bo3MeleHMe Bpena, NPUUMHEHHOT'O 3INOPOBLI0 I'PaxlIaH
BCJIENCTBME IIPMMEHEHMUs JIeKapPCTBEHHEIX [IPEerNapaToB

1. IpomzBOOMTEJIb JIEKAPCTBEHHOTO IIpenaparta o60sa3aH BO3MECTUTH
Bpen, IPUYMHEHHEIN 3I0POBLIO TpaxiaH BCJIEOCTBUE IIPMMEHEHU S
JIeKapCTBEHHOT'O IIpellapaTa, ecjM OOKaszaHOo, UYTo:

1) nexapCTBEHHBM npenapat IPUMEHSAJICA 1o Ha3HAYEHUIO B
COOTBETCTBMM C MHCTPYKLMEMN IO NPMMEHEHMI JIEKaPCTBEHHOT'O IpelapaTa u
IPUYUMHON BpeIna ABUIICSA BBOI B TpaxnaHCKUM obopoT
HenoOpOKadYeCTBEHHOI'O JIEKAPCTBEHHOT'O IpelapaTa;

2) BpeI 3I0POBLI NPUUMHEH BCJIeICTBME HEIOCTOBEPHOM MHOOPMaLUM,
comepxalleycsa B MHCTPYKUMM IO IIPMMEHEHMIO JIEKAPCTBEHHOT'O Ipelapara,
M3OAHHOM NPOM3BOAMTEJIEM JIEKAPCTBEHHOI'O Ipelnaparta.

2. B crxnydae, eciaM Bpel 3I0POBLI TI'paxlaH NPUUMHEH BCJIEICTBUE
IPVMMEHEHMS JIEKAPCTBEHHOI'O IIpenapaTa, [Ipuuenmero B HETOIOHOCTh B
pe3yJibTaTe HapyULIeHMS NpaBUJI XPaHEHMS JIEKAPCTBEHHBIX CPEeOCTB, IpaBuMiI

ONTOBOM TOPTIOBJIM JI€KAPCTBEHHBIMU npenaparamy, IpaBuUIl oTIyckKa
JIEKapCTBEHHHX IpenapaTos, IpaBuUII M3TOTOBJIEHNSA u oTIycKa
JIeKapCTBEHHBIX penapaTos, BOBMelleHKe Bpemna OCylECTBJISeTCA
COOTBETCTBEHHO opraHu3auuen OIITOBOM TOPTOBJIN JIeKapCTBEHHBMM

cpencTBaMM, alTEYHOM OpTaHM3aLMeM, MHIMBUIYAJIbLHEM NPEeINPMHUMAaTEJIEM,
VMMenIVMM  JIMLEeH3MIO Ha (QapMaleBTHUeCKyld HOeSTeJIbHOCTb MM JIMLEeHS3MIO Ha
MEeIOULVHCKYIO OesaTeJIbHOCTD, MeIMLMHCKOM opraHm3aumnen, nMenmen
JMLIEH3MIO Ha bapMaLleBTHUUECKYIO OesaTeJIbHOCTDb (ee 0O0CODJIEHHEM
nompasnesieHueM (ambynaTopuel, OGeNpOmepCKMM M QesibOllepCKO—aKylepCKUM
NIYHKTAaMM, LLEHTPOM (oTmesieHMeM) obmen BpauebHOM (cemerHoOM)
IPaKTUKM) , PAaCIOJIOXEHHEIM B CEJIbCKOM HACEJIEHHOM IIyHKTEe, B KOTOPOM
OTCYTCTBYET alTedHasa oplaHM3aluMusa), OONYyCTMBUMMKM NPOHAXy WM OTIIYCK



TakOI'O JIeKapCTBEHHOTO IpenapaTra (B pen. denepalibHOTO 3akKoHa OT 25
HOoabps 2013 r. N 317-03 - CobpaHmMe B3BaKOHOIDATEJILCTBa PoOCCUMCKOM
depmepaumnu, 2013, N 48, cr. 6165).

3. BosMeleHMe Bpela, IPUUMHEHHOT'O 3I0POBLI I'paxIaH BCJIEICTBUE
IIPMMEHEHMA JIEKAPCTBEHHBEIX IIpelapaToB MM COBEpLIeHMS I[IPOTUBOIIPABHBIX
mericTBMi CcyObekTaMmMy oOpalleHMs JIeKAaPCTBEHHBIX CPEeINCTB, OCYIEeCTBIISETCS
B COOTBETCTBUM C 3aKOHOIATEJILCTBOM Poccuyckon derepalym.

T'naBa 16. 3aKJIOUMTEJILHEE [1OJIOXEHUS

Crarbsa 70. O HpMBHaAHUM YyTPATUBIMMUY CUITY OTIEJIbHBIX
3aKOHOOATEJILHEIX aKTOB (IIOJIOXEHMM
3aKOHONATEJIbHEIX aKTOB) Poccunckou denmepauunmu

[IpM3HaTh YyTPaTUBUMMM CUITY :

1) demepaJibHBIM 3aKOH oT 22  wioHSA 1998 roma N 86-93
"O JnexapcTBeHHEX cpencTeax" (CobpaHue 3BaKOHOINATEJILCTBa POCCUMCKOMU
depmepaumnm, 1998, N 26, cr. 3006);

2) demepanbHHEM 3akoH oT 2 suBapsa 2000 roma N 5-03 "O BHeceHMUU
M3MEeHEeHUI u ponoJyHeHuy B OdenepaJsibHEM 3akoH "O JIeKapCTBEHHBIX
cpencTBax" (CobpaHme 3akoHOIaTesbCTBa Poccurickom denepaumm, 2000,
N 2, cr. 126);

3) crareio 40 OdemepayibHOTO 3akoHa oT 10 sguBaps 2003 roma
N 15-93 "0 BHECEHUN MBMEHEHUN 1Z8 IOOTIOJIHEHUN B HEKOTOpPEEe
3aKOHOIATEeJIbHEIE aKTH Poccumickoy denepauumM B CBA3U C I[IPUHATUEM
demepanpHOTO 3akoHa "O IMUEH3MPOBAHMUM OTHEJIBHEIX BUIOOB IOeAaTeJIbHOCTU"
(CobpaHme 3BakoHOIaTeJIbCTBa Poccumickon demepauun, 2003, N 2,
cr. 167);

4) crareio 31 demepasibHOTO 3akoHa oT 30 mioHa 2003 roma N 86-903
"O BHECEeHMM M3MEHEHUM M HOOIOJIHEHMM B HEeKOTOPHE 3aKOHOIAaTeJIbHBE aKThH
Poccurickon Odenepauuu, IPU3HaHUU YyTPpaTUBLMMM CUILY OTIEJIbHEIX
3aKOHOIIATEJIbHEIX aKTOB Poccumckon denmepauny, IpenocTaBJIeHUM
OTIEJIbHEIX TapPaHTUM COTPYIHMKAM OPI'aHOB BHYTPEHHUX Iejl, OPI'aHOB IO
KOHTPOJIO 3a ODOPOTOM HAapPKOTUMUECKMUX CPENCTB M IICUXOTPOIIHEIX BEUEeCTB U
yopasznHsaeMelx (QemepasibHEIX OPTaHOB HAJIOTOBOM NOJMUMM B CBA3M C
OCYylUeCTBJIEHUEM Mep 1o COBEpPIUEeHCTBOBAHMIO TOCYyIapCTBEHHOTO
ynpasiieHua" (CoOpaHMe sBakoHOZaTesibCcTBa Poccurckon demepaumu, 2003,
N 27, cr. 2700);

5) crarei 101 JdemepanbHOT'O 3akoHa OT 22 aBrycrta 2004 roma
N 122-93 "O BHeCeHMM M3MEeHeHMM B 3aKOHOIAaTeJIbHble aKTh POCCUMCKOM
denmepaluy M NPUIHAHUM YTPATUBUMMM CUJIY HEKOTOPBIX 3aKOHOILATEJIbHBIX
akToB Poccumckom demepaumu B CBA3M C NPUMHATMEM O(GenepalibHEIX BaKOHOB
"O BHECEeHMM M3MEeHEHUM U NOOIOJIHEeHUM B OdenepasibHEM 3akoH "00 ofbmmx
IIPUMHLIMIIAX opraHu3aluum 3aKOHOIATEJIbHEIX (mpencraBUTeJIbHEX) u
VICIIOJIHUTEJIBHEIX OPI'aHOB I'OCYHAPCTBEHHOM BJIACTU CyOBEeKTOB POCCHUMCKOM
denmepauum" " "06 oommx IPMHLMIIAX opTraHms3aumum MECTHOTO
caMoynpasJjieHus B Poccurckon denepaumm" (CobpaHmre 3axKOoHOIATEJILCTBA
Poccurmickon demepaumm, 2004, N 35, cr. 3607);

6) crarnio 28 demepasibHOTO 3akoHa oT 18 nmexadbpsa 2006 roma
N 231-¢3 "O BBemeHMM B JIEeMCTBME UYaCTM UYeTBepToM I'paxIaHCKOTO
xkomekca Poccurickom demepaumm" (CobpaHMe 3aKOHONATEJILCTBA POCCUMCKOM
demepauunu, 2006, N 52, cr. 5497).



Crarea 71. BcTyrmieHue B CWJIy HacTosAmero demepalibHOTO 3akKoHa

1. Hacrosumi denepalibHEIM 3aKOH BCTyIaeT B CUJIy C 1 ceHTA0ps
2010 rozma.

2. JlekapCTBEHHEIE cpencTBa, 3apPEeTUCTPUPOBAHHEE oo OHS
BCTYIUJIEHVS B CWJIYy HAaCTOSMEITO denmepasIbHOT'O 3aKoHa, [IOIJIexaT
BKJTIOUE HUIO B TOCyHapCTBEHHEE PEECTPhl JIEKAPCTBEHHBIX CPenCTB C

BHECEHMEM YKazaHHEIX B YacTu 1 cTaTeu 33 HacTosmero demepalibHOTO
3akKoOHa CBeIeHur 00 »BTUX JIeKapCTBEHHHBX CpencTBax 06e3 MNPOXOXIeHUS

BHOBb IPOoLIe Oy P TOCYyHnapCTBEHHON perucTpanum JIEKapCTBEHHEX
penapaTos.
3. TocynmapCTBeHHas peTrucTpalMrs JeKapCTBEHHEX [IpelnapaToB, 3a

VCKJIDUEeHMEM JIEKaPCTBEHHEIX I[PernapaToB IJiS MeIUIIMHCKOTO IPUMEHEeHUS,
NpenCcTaBJIEHHEIX Ha YyKal3aHHYD pPeruMcTpalumio OO OHS BCTYIJIEHUMS B CUITY
HacTosmero &demepalZIbHOTO 3aKOHAa, OCYUECTBJIIETCS B COOTBETCTBUU C
HacTosumyM demepaJibHBEIM 3aKOHOM Ha OCHOBaHMM IOKYMEHTOB ¥ IaHHHX,
npencTaBJIeHHBX IO IHS BCTYIJIEHMS B CWJy HacTosmero <demepalibHOTO
3akoHa (B pen. demepasibHOTO 3axkoHa oT 11 oxrabps 2010 . N 271-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccuiickou demepaumm, 2010, N 42, cT.
5293) .

3-1. TocymapCTBEHHAass pPeTrucTpalus JIeKapCTBEHHBEX [IPEenapaToB OJisd
MEeIOULVHCKOTO IPUMEHEHUS, IpenCTaBJIE HHEIX Ha TOCYyIapCTBEHHYIO
perucTpaumMio OO OHS BCTYIUIEHMS B CWJIy HacTodmero demepasibHOTO
3akKOHa, U TOCYyHapCTBEHHAas pPerucTpalMrs JIeKapCTBEHHBX IPenapaToB OJisd
MENUILIMHCKOTO MPMMEeHEeHMS, MNPEeOCTAaBJIEHHBEIX Ha BSKCIEPTU3Y JeKapCTBEHHBIX
CpeICTB IO IHS BCTYIJIEHMS B CUJIy HacTosmero demepajibHOTO 3akoHa B
LeNax MX MNOCJenyolelr TOCYyHapCTBEHHOW perucTpalury, OCYNEeCTBJSITCS Ha

OCHOBAHMM IOKYMEHTOB ¥ IMAHHBIX, [IPEIOCTABJIEHHBIX IO IOHA BCTYIJIEHUS B
cuy HaCTOAmWEIO denepalibHOTO 3aKoHa, a Takxe 3asBJIEHUS O
TOCYyIapCTBEHHOM perucTpaunmn JIEKAPCTBEHHOTO npenapara,
pencTaBJIEHHOTO IPOM3BOONTETIEM JleKapCTBEHHEIX npenapaTos U

YIIOJIHOMOUYEHHEIM MM JIMLIOM B COOTBETCTBMM C HacTosamuMm dermepalibHEM
33aKOHOM B YIIOJIHOMOYEHHEIM (GelepalibHEI OpI'aH MCIIOJIHUTEJILHOM BJIACTU IO
1 mapra 2011 ronma, ©0e3 TpeboBaHMA YIJIATH I'OCYINapPCTBEHHOM  IIOUJIMHEL,
IpelyCMOTPEHHOM 3aKOHOIATeJIbCTBOM PoccuMckoy delepaluM O HaJloTrax U
cbopax (uacTep 3-1 BBeneHa OdenepalibHEIM 3akoHOM OT 11 oxkTabps 2010 r.
N 271-03 - CobBpaHMe BaKOoHOIaTeJbCcTBa Poccurickou ®emepaumym, 2010, N
42, cr. 5293; B pen. denmepalsibHOTO 3akoHa oT 29 Hoabps 2010 r. N
313-93 - CobpaHMe BakKoHOImaTenbCcTBa Poccutickou denmepaumyu, 2010, N
49, cT. 6409).

3-2. lonTBepxIeHVEe TOCYIAaPCTBEHHOM pPeTrucTpaluuyr JieKapCTBEHHEX
penapaTosn s MeOMUMHCKOTO IPYIMEHEHMS , IpenCcTaBJIeHHEIX  IOJId
[IOOTBEPXIEHMS I'OCYHapCTBEHHOM perMcTpaluuy OO IOHS BCTYIJIEHMS B CUITY
HacTosamero denmepallbHOI'O 3akKOoHa, ¥ IOLNTBEPXIEHME I'OCYINapCTBEHHOM
perucTpauuy JIeKapCTBEHHEIX [IPEeNapaToB IJisS MeIMUMHCKOT'O IIPUMEHEHUd,

npencTaBJIEHHBIX Ha SKCIIEPTU3y JIEKAPCTBEHHEIX CcpencTs o OHA
BCTYIIJIEHUA B Cuty HacTOAmeIro CDe,uepam;Hor'o 3aKOHa B nmeJyiax
InocrsienoymumeInro IIOOTBEPXIOEHMA nux I‘OCYJIapCTBeHHOﬁ permcrpaunmy,

OCYWECTBJIAITCSA Ha OCHOBaHMUM INOKYMEHTOB M IaHHEIX, I[IPelCTaBJIEHHEIX IO
IOHS BCTYIJIEHMS B CuWJIy HacTosmero demepallbHOI'O 3akKOoHAa, a TakKxe
3aSBJIEHUS o [IOOTBEPXISHUN TOCynapCTBEHHOM perucTpauumu
JIEKAapPCTBEHHOTO npenapara, penCcTaBJIEHHOTO IPOUBBOIUTEJIEM
JIEKAPCTBEHHBIX [IpelapaToB WM YIIOJHOMOUEHHHM MM JIMILIOM B COOTBETCTBUM



c HacTosamuM dernepalibHEIM 3aKOHOM B YIIOJIHOMOUEHHE GelepalibHBEI OpraH
VCIOJIHUTEJIbHOY  BJjlacTu no 1 mapra 2011 roma, ©6e3 Tpe®oBaHUA yIJlaThH

TOCYIapCTBEHHOM TTOUIJIVHEL, npenyCMOTPEHHOM 3aKOHOIATEJILCTBOM
Poccumckomn denmepaumum © Hajiorax M cbopax (wacTb 3-2 BBeIeHa
denepanibHEIM 3akoHoM oT 11 okxTadbps 2010 . N 271-93 - CobpaHue
3akoHomaTesibCcTBa Poccumckom denepaumm, 2010, N 42, cr. 5293; B pexmn.
demepasibHOT'O 3akoHa oT 29 Hosabps 2010 . N 313-03 - CobpaHue
3akKoHOIaTesbCTBa Poccurickon denmepaumm, 2010, N 49, cr. 6409).

3-3. IpuHAaTHUE pemeHys O BHECEHMM WU3MEeHeHUM B IOOKYMEHTH,
comepxammecs B PerucTPauMOHHOM mocoee Ha 3apeTrmUcCTPUPOBAaHHEI

JIEKAPCTBEHHHM [IpenapaT IJisg MEeIMLUMHCKOT'O IPMMEHEHUS M IIpenCTaBJIEHHHE
0O OHS BCTYIUIEHMS B CWJIy HacTodmero demepalibHOT'O 3akKOHAa, UM IPUHATHE
peleHns o BHECEHUU M3MEHEeHUN B IOKYMEHTEl, CoIepxaluurecs B
PEeTrMCTPalMOHHOM IOOChEe Ha BaperMCTPMPOBAHHBI JIEKAPCTBEHHEN [Ipernapar
s MeOUUMHCKOT'O IPYIMEHEHY S Y INpencTaBJIeHHEE Ha BKCIEPTU3y
JIEKAPCTBEHHBIX CPEenCTB OO -OHS BCTYIUJIEHUS B CUIy HaCcTOAWEeIo
denepalIbHOT'O 3aKOHAa, OCYULEeCTBJIAITCA Ha OCHOBAaHMM IOOKYMEHTOB U
IOaHHEIX, IPenCTaBJIEHHBIX IO IHIHS BCTYIJIEHMS B cuity HaCTOAWETO
demepasIbHOTO 3akKOHa, a TakKXe 3asBJIeHMs O BHECEeHUM M3MEHEHUN B
IOOKYMEHTEHL, conepxammecs B PEeIMCTPAaLMOHHOM mocobe Ha
3apPETUCTPUPOBAHHEI JIeKapCTBEHHBIN npernapar s MeOVLVHCKOT'O
[IPVIMEHEHMs, [IPEeICTaBJIEHHOT'O MNPOM3BOIMTEJIEM JIeKAPCTBEHHEIX [IPelapaTosB
MM YTIOJIHOMOUYEHHEM MM JIMIIOM B COOTBETCTBMM C HacTosamM demepaiibHEM
33aKOHOM B YIIOJIHOMOYEHHEIM (GelepalibHEI OpI'aH MCIIOJIHUTEJILHOM BJIACTU IO
1 mapra 2011 rozma, ©6e3 TpeboOBaHMA YIJATH I'OCYyIapPCTBEHHOM  IIOUJIMHEL,
IpelyCMOTPEHHOM 3aKOHOIATeJIbCTBOM PoccuMckoy dernepaluM O HaJloTax U
cbopax (uacTe 3-3 BBemeHa demepalibHEM 3akoHOM oT 11 oxTsabps 2010 .
N 271-03 - CobBpaHMe BaKOHOIaTeJbCTBa Poccurickou ®emepaumym, 2010, N
42, cr. 5293; B pen. demepalsibHOTO 3akoHa oT 29 Hosabps 2010 . N
313-93 - CobpaHMe BakKoHOImaTenbCTBa Poccumickou denmepaumnu, 2010, N
49, cr. 6409).

3-4. BHIaua paspelieHuM Ha NPOBeIeHMEe KIMHUYUECKUX MCCIJIeIOBaHUM
JIEKAPCTBEHHLEIX IIpelapaToB OJjisg MeOMLUMHCKOI'O IPMMEeHeHMS 10 BasBJIeHUAM,
IIOIAaHHEIM IO IOHS BCTYIJIEHMS B CWJIy Hacrogmero demepasibHOTO BakKOHA, a
TaKxXe 1o 3agBJIEHVAM, IIOIAHHEIM I[IOCJI€ HOHS BCTYIJIEHMS B CUITY
HacTosamero denepallbHOI'O 3aKOHa Ha OCHOBAHUM DBKCIEPTU3, I[IPOBEINEHHBIX
oo IoHA BCTYILJIEHUSA B culy HacrTosamero denepallbHOT'O 3aKOHA,
OCYIWEeCTBJISETCS B COOTBETCTBMM C HacrTogummM JdermepalibHEIM SBaKOHOM Ha
OCHOBaHMM IOOKYMEHTOB ¥ HOAHHHX, [IPEICTAaBJIEHHBIX MJIM IIOJIYUEHHEIX IO IHS
BCTYIUJIEHMS B CWJIy HacTosmero &denepallbHOT'O 3akoHa, a Takxe Ha
OCHOBAHUM KONUM NPEIBAPUTEJILHOT'O IOT'OBOPa 0043aTeJIbHOI'O CTPaxXOBaHUIA
XM3HM, BIOOPOBbSA INALMEHTOB, YYaCTBYOIMX B KJIMHWUECKOM MCCJIEIOBaHUM
JIEKAPCTBEHHOT'O IpernapaTra g MeIMUMHCKOT'O INPMMEHEeHMS, WM KOIUM
moroBopa o06g3aTesJIbHOT'O CTPaxOBaHUSA XWBHM, BIOOPOBbS I[ALMEHTOB,
YYaCTBYOIMX B KJIMHMUECKOM MCCJIEOOBAHMM JIEKAPCTBEHHOI'O IIpelapaTa Ijs
MeOMUMHCKOTO [IPYIMEHEHWS, mbo IPenCTaBJIEHHON KOIMM IOT'OBOPa
06g3aTEeJIbHOTO CTPaxOBaHMA, SBaKJIOUEHHOT'O B COOTBETCTBUM C  TUIIOBBIMU
npasuiiaMmu 00s3aTeJIbHOTO CTpaxOBaHUSL, C yKasaHMeM IIpelesibHOM
UMCJIEHHOCTM [AalMEeHTOB, YYaCTBYOIMX B KJIMHUYUECKOM MCCJIeIOBAHUM
JIEKAPCTBEHHOTO npenapara oJis MEeIUUVHCKOT'O [IPVIMEHEHWS, B6es
TpebOoBaHUA YI1J1a TEL TOCYyOapCTBEHHOM TIOWIJIVHEL, IpenyCMOTPEHHOM
3aKOHOIATEJIbCTBOM Poccurickoy denepauum O Hajlorax U cbopax (4acTb
3-4 BBezmeHa dezepalibHEM 3akoHOM oT 11 okTabps 2010 . N 271-03 -



CobpaHMe 3akoHOIaTesbCTBa Poccurickom denmepaumm, 2010, N 42, cT.
5293; B pem. OdemepalIbHOT'O 3akoHa oT 29 Hoabps 2010 r. N 313-03 -
CobpaHme BakoHOIaTenbCcTBa Poccurickou demepaumm, 2010, N 49, crT.
6409) .

3-5. 3BaperucTpuUpOBAaHHBIE B MHOCTPAHHOM BaJIOTEe IO OHS BCTYILJIEHUS
B Ccuwy HacTosmero demepalyIbHOTO 3akKOoHa MpPenesibHEE OTIYCKHBE 1eHE
MHOCTPAHHEIX NPOM3BOOMTEJIEN Ha JIEKAPCTBEHHHE [pernapaThl, BKJIOUEHHHE B
IepeyeHb XM3HEHHO HEeOOXONMMMHEIX UM BaXHEMIMX JIEKAPCTBEHHBIX I[IpernapaTos,
nomJjexaT IepecueTy B PyOnu no kypcy leHTpanpHOTO OGaHKa Poccuickomn
denmepaumum Ha marTy, YCTAHOBJIEHHYIO [TpaBUTEIECTBOM Poccumckom
denepauum, 0e3 NpPenCcTaBJIEHMS BasBJIEHUS O I[EepecueTe leHE C BHEeCEHUEM
COOTBETCTBYWIMX M3MEHEHUINM B TOCYIAapPCTBEHHEI pPEEeCTp IpenesibHBIX
OTIYCKHEIX lI€H MNPOM3BOOMTEJIEN Ha JIEKAPCTBEHHEE IMpenapaTh, BKJIOUEHHHE
B nepeyeHb XVMBHEHHO HEeO0OXOOUMBIX M BaXHEMmMX JIeKapCTBEHHEIX
npenapaToB (yacTb 3-5 BBemeHa demepalsibHEIM 3akoHoM OT 11  okxTabps
2010 r. N 271-03 - CoBOpaHMe 3aKOHOIATeJIbCTBa Poccurickon denepauuu,
2010, N 42, cr. 5293).

3-6. BapernCTPUPOBAHHHE IO IHA BCTYIJIEHMS B CWUJY HACTOAMETO
denmepalIbHOTO 3aKoOHa npenejibHee OTITY CKHEIE 1I&HEI POCCUMCKUX
NPOM3BOOAUTEJIEN Ha JIEKAPCTBEHHBE NpernapaTh, BKJIOUEHHHE B II€peudeHb
XMBHEHHO HEeOOXONMMMHEIX M BAaXHENMIMX JIEKAPCTBEHHBIX [IpPernapaToB, MIOIJIEXaT
mHumekcauum ¢ 1 Hoa6ps 2010 roma mcxomsa M3 IPOTHO3BUPYEMOI'O YPOBHSA
MHOIALMY, YCTAaHOBJIEHHOTO delepalsibHEIM 3aKOHOM OT 2 mekabps 2009 ronma
N 308-03 "O odenepanbHoM OwomxkeTe Ha 2010 Tonm M Ha IJIAHOBHIM [1€PUOIN
2011 m 2012 romor" Ha 2011 rToO& (uacTe 3-6 BBemeHa denepaJibHBEM
3akoHOM oT 11 okTsabpsa 2010 . N 271-03 - CobOpaHmMe BaKOHONATEJILCTBA
Poccurickom Qenmepaumm, 2010, N 42, cr. 5293).

3-7. Tlocne 1 wmapra 2011 rOoma He OOMNYCKAKTCS MNIPOU3BOICTBO U
BBO3 B Poccurickywn demepaluio JIEKAPCTBEHHHX IIpPEernapaToB B
yIakoBKax C MapKMPOBKOM, KOoTopas Obla HaHeCeHa OO OHS BCTYIJIEHMS B
cuJry HacTosmero demepasibHOTO 3aKoHa. [0 MCTedyeHMM YyKas3aHHOTO CpoKa
IOaHHBIE JIEKaPCTBEHHBEE MPEernapaThl MOTYT OTIYyCKATbCS, pPeaM30BHBATLCH,
nepenaBaTbCsa M INIPUMEHSATBLCS OO MCTEUEeHMS MX CpoKa T'OIOHOCTM  (JYacThb
3-7 BBenmeHa O®enepalibHEIM 3akoHOM OT 11 okTabps 2010 r. N 271-03 -
CobpaHMe BakoHOIaTenbCcTBa Poccuimickou demepaumm, 2010, N 42, crT.
5293; B pem. ®demepayibHOTO 3akoHa oT 29 Hoabps 2010 r. N 313-03 -
CobpaHMe BakKoHOmaTenbCcTBa Poccuiickou demepaumm, 2010, N 49, coT.
6409; OdenmepasibHOTO BakKoHa OT 6 mexabps 2011 r. N 409-03 - CobOpaHue
3akoHomaTesibCcTBa Poccurckom denepaumm, 2011, N 50, cr. 7351).

4. Co @mHS BCTYIUJIEHMS B CWJIy HacTosmero demepalJibHOTO 3akoHa U
1o 30 anpesns 2011 r1oma BKIOUUTEJBLHO IOOMNYyCKaeTCsa I[IPOBEeIeHue
SKCIEPTU3E JIEKAPCTBEHHBX CPEINCTB 3KCIEepTaMy SKCIEPTHOTO YUpeXIeHUS
oo IPOXOXIEHM S VIMM aTTecTauum B nopsnke, YCTaHOBJIEHHOM
YIIOJIHOMOUEHHEM GenepajibHEIM OPI'aHOM MCIIOJIHUTEJILHOM BJIACTMU.

5. Co @mHS BCTyIUIEHUS B CUJIy HacTodmero dermepaljibHOTO 3aKOHa U
no 31 mexabpsa 2013 roma BKJIOUMTEJIBHO OCYUWECTBJISETCS IIepexon K
IPOM3BOICTBY JIEKAPCTBEHHEIX CPEINCTB B COOTBETCTBMM C I[IpaBuUiiaMu
opTraHM3aluy MNPOMBBOICTBA M KOHTPOJIS KadecCTBa JIEKAPCTBEHHEIX CPEeICTB,
yKasaHHEIMM B dYacTu 1 cTrarbu 45 HacTosmero demepalIbHOTO 3aKOHa, B
noyiHoM oOweMe. CpPOoKM Mepexoma MNPOM3BOICTBA JIEKAPCTBEHHHX CPEIOCTB K
X TPOMBBOACTBY B COOTBETCTBMM C KOHKPETHHMM TPeOOBaHMAMY IaHHEIX
npaBUJI, BKJOUYAsS CPOKM aTTeCcTaluy YIOJIHOMOUEHHHBIX JIMI, YKAaBaHHBIX B
JyacTax 6 u 7 cCTaTbu 45 Hacrosumero denmepalIbHOTO 3BaKoOHa,



yCTaHaBJauBawnTCa [IpaBuUTesbCTBOM Poccuiickoyn demepalluu.

6. JMueH3MM Ha NPOMB3BOICTBO JIEKAPCTBEHHBIX CPEINCTB, BBIIAHHBE IO
1 sauBaps 2014 roma, znencrByioT nocyie 1 suBaps 2014 roma DO MCTeUeHUS
cCpoka UuX IeMCTBMSA IIpPU YCJIOBUM COOTBETCTBUA JIMIEH3MATa IIpaBuUiaM
OpraHM3auuM [IPOU3BOICTBA M KOHTPOJIS KaueCTBa JIEKAPCTBEHHEIX CPEICTB,
ykKas3aHHEM B YacTu 1 crateum 45 HacTosumero demepalIbHOT'O 3akoHA.

7. QopMMPOBaHUE TOCYyIapCTBEHHOTO 3alaHus Ha IpoBeneHMe
BDKCIEPTMU3E JIEKAPCTBEHHEIX CpPencTB denmepallbHOMY TOCyIapCTBEHHOMY
OIIXETHOMY YyUYpexXIeHMIO 1o IIPOBEIEHUIO DKCIIEPTU3E JI€KaPCTBEHHEIX
cpencTBs ¥ (QMHAHCOBOE obecreueHHne BEI[IOJIHEHMU A 3TOTO 3alaHusa
OCYMECTBJIAITCA B NOPAIKe, YCTaHOBJIEHHOM OdelepalibHEIM 3aKOHOM OT 12
aupapsg 1996 roma N 7-03 "O HeKOMMepuecCKMX opraHmzaumax" (uwacts 7
BBenena denmepalibHEIM 3akoHOM oT 29 Hogbps 2010 . N 313-93 -
CobpaHMre 3BakoHOIaTesibCcTBa Poccumckom denmepaumm, 2010, N 49, crT.
6409) .

IpesuneHT Poccurickom denmepauum I.Meneenes

MockBa, Kpemsb
12 anpesnia 2010 roma
N 61-03



