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I'masa 1. OBIIUE ITOJIOXKEHIM A
Cratss 1. Ilpeamer perynupoBanust HacTosiero denepanbHOro 3aKoHa

1. Hacrosmmuii denepalibHblii 3aKOH PEryJIMPYeT OTHOIICHUS, BOSHUKAOIINE B CBSI3U ¢ OOpaIllCHUEM -
pa3pabOoTKOH, JOKIMHUYECKUMH UCCIIEIOBAHISIME, KIIMHHYECKUMHE UCCIIEAOBAHISIME, SKCTICPTU30H,
TOCYJIAapCTBEHHOM pETHCTpAIeH, CO CTAaHAAPTU3AINEH U C KOHTPOJIEM Ka4eCTBa, IPOU3BOACTBOM,
M3TOTOBJIEHUEM, XpaHEHHUEM, IIEPEBO3KOI, BBO30M B Poccuiickyro dejepanuio, BBIBO30M U3 Poccuiickoit
denepannu, peKiIaMon, OTIIYCKOM, peajiu3aluet, nepenaueii, IpUMEHEHUEM, YHUUTOXXCHUEM
JIEKApCTBEHHBIX CPE/CTB.

(B pen. @enepanbaoro 3akoHa ot 06.12.2011 N 409-D3)

2. HacTtosammit @enepalibHbIi 3aKOH yCTaHABIMBAET MPUOPUTET FOCYNAPCTBEHHOTO PETYINPOBAHUS
Oe3omacHoCTH, KauecTBa 1 3 (HEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB IIPH UX OOpaIieHu .
(B pen. ®enepanproro 3akona ot 25.06.2012 N 93-D3)

Crarbs 2. Cdepa npumeHenns Hactosmiero denepaibHOro 3aK0HA

Hacrosmuit ®@enepanbHblil 3aKOH MPUMEHSIETCS] K OTHOILICHUSM, BO3HUKAIOIIUM MIPH 00paIieHUH
JIEKapCTBEHHBIX CPEACTB Ha Tepputopuu Poccuiickoit @enepanuy.



Craths 3. 3aKOHOIATEIILCTBO 00 0OpaIleHUH JICKAPCTBEHHBIX CPEACTB

1. 3akOoHOATETHCTBO 00 OOpAIICHUH JIEKAPCTBEHHBIX CPEIICTB COCTOUT M3 HacTosmero demeparbHOTO
3aKO0Ha, APYTUX (heAeparbHBIX 3aKOHOB U MHBIX HOPMAaTHUBHBIX MPABOBBIX akTOB Poccuiickoit ®enepanuy.

1.1. 3akoHOHaTETHCTBO 00 OOpANICHUHY JICKAPCTBESHHBIX CPEJICTB B OTHONICHUH IOPUINYCCKHIX JIUI U
WHIMBHUTy AJIbHBIX MPEANPUHUMATENICH, OCYIIECTBIISIONUX JCATSILHOCTh Ha TEPPUTOPHH
MEXTYHAPOTHOTO MEAUIIMHCKOTO KJIacTepa, IPUMEHSCTCS C Y4ETOM 0COOCHHOCTEH, YCTAHOBJICHHBIX
®DenepanbHBIM 3aKOHOM "O MEXAYHAPOTHOM METUIITHCKOM KJlacTepe W BHECEHHH U3MEHEHHH B
OTJeNbHBIC 3aKOHOAaTeIbHBIC akTh Poccuiickoit @eneparun’.

(gactsh 1.1 BBemena @eaepanbHbIM 3akoHOM OT 29.06.2015 N 160-D3)

2. JleiictBue HacTosiero denepaabHOro 3aK0Ha PacpoCTPaHAETCs Ha 0OpalleHne HApKOTUYECKHX
JIEKApCTBEHHBIX CPEJCTB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPENICTB C YIETOM 0COOEHHOCTEH,
YCTaHOBJICHHBIX 3aKOHOJATeNbCTBOM Poccuiickoil denepanyy 0 HApKOTHUECKUX CPEIICTBAX,
MICUXOTPOMHBIX BEIIECTBAX U 00 UX MPEKypCOpax.

3. HetictBue Hacrosmero deneparbHOro 3aK0Ha paclpoCTpaHIeTcs Ha oOpalieHne
panuohapMaleBTHIECKUX JEKaPCTBEHHBIX CPEACTB C yUETOM OCOOEHHOCTEH, YCTaHOBICHHBIX
3aK0HOAATeNhCTBOM Poccuiickoit Denepamnyu B 001acTH 00ecTiedeHus paHalliOHHON 0€30MTaCHOCTH.

4. Ecnu MexayHapoIHbIM 1oroBopoM Poccuiickoit deneparum ycTaHOBICHBI HHBIC MTpaBUia, YeM Te,
KOTOpBIE NPEeAyCMOTPEHBI HacTOSAIUM DeepanbHbIM 3aKOHOM, IPUMEHSIOTCS ITpaBuiia
MEXKIYHapOAHOTO 10TOBOpA.

5. B Poccuiickoii @enepanry B COOTBETCTBUM C MEKIYHAPOIHBIMU AoroBopamMu Poccuiickoit
®Denepanyu 1 (MIM) HA OCHOBE TIPUHIIMTIA B3AUMHOCTH IMPU3HAIOTCS PE3YJIbTATHI KITMHIHYECKUX
UCCJIEI0BAaHUN JIEKaPCTBEHHBIX IIPENapaToOB AJI1 MEJUIIMHCKOTO IPUMEHEHMUS, IPOBEACHHBIX 32
npeaesnamu teppuropun Pocculickoi denepanuu.

Cratps 4. OCHOBHBIE MTOHSTHS, HCTIONIb3yeMbIe B HacToseM PeneparbHOM 3aKOHE
s neneit Hactosimero denepaybHOrO 3aKOHA HCIOJIB3YIOTCS CIEIYIOLINE OCHOBHBIE TIOHSTHS:

1) nekapcTBEHHbIE CPEACTBA - BEIIECTBA WIIM MX KOMOWHAIMH, BCTYNAIOIINE B KOHTAKT C OPraHU3MOM
YeJIOBEKa WIN )KMBOTHOTO, IPOHMUKAIOIINE B OPTaHbl, TKAHU OPraHU3Ma YeJI0BEKA WIIH KUBOTHOTO,
NpUMeHsIeMbIe ISl TPOPUIAKTHKH, IUATHOCTUKY (32 UCKIIOUEHUEM BEIIECTB WIIM MX KOMOMHAIMH, He
KOHTaKTUPYOIUX C OPraHU3MOM YEJIOBEKA MITH KHBOTHOTO), JICUeHHs 3a00JIEBaHUS, peaOuIHTaINH, JUIS
COXpaHEHUs, IPETOTBPAIICHHS WIH MTPEPHIBAaHUA OEPEMEHHOCTH U MOJTYyYEHHBIE U3 KPOBH, MJIa3MBI
KpPOBH, U3 OPTaHOB, TKAHEW OpraHU3Ma YelIOBeKa MITH )KHBOTHOTO, PACTCHHUH, MHHEPAJIOB METOIaMHU
CHHTE3a WU ¢ IPUMEHEHHEM OMOJIOTHUYECKUX TeXHOMOrui. K iekapCcTBEHHBIM CpeIcTBaM OTHOCSATCS
(bapmarneBTHUECKUE CyOCTaHIIMH U JISKApPCTBEHHBIE TPENaparhl;

2) dapmaneBTuUecKas cyOCTaHIUS - IEKAPCTBEHHOE CPEACTBO B BUIE OJJHOTO MJIM HECKOIBKHX
obaaromux GapMaKoIorHIecKOi aKTHBHOCTBIO JEUCTBYIOIINX BEIIECTB BHE 3aBUCHMOCTH OT ITPHPOJIBI
MIPOUCXOXKIEHUS], KOTOPOE TIPEeIHA3HAUYEHO TSI TPOM3BOCTBA, U3TOTOBIIEHUS JIEKAPCTBEHHBIX
MIPeraparoB U onpeenseT ux 3pPeKTHBHOCTE;

(1. 2 B pen. @epepanpHOro 3akoHa ot 22.12.2014 N 429-D3)

3) BCIIOMOT'aTCJIbHBIC BCIICCTBA - BEUICCTBA HCOPTAHUYCCKOI'0O UJIN OPraHUYCCKOI0 IMMPOUCXOKIACHU,
HCIIOJIB3YCMBIC B IIPOLICCCC MTPOU3BOJACTBA, U3TOTOBJICHUSA JICKAPCTBCHHBIX HNPETIApaTOB JJIA IMIPUAAHUA UM
HeO6XOZ{I/IMBIX (1)I/I3I/IKO-XI/IMI/I‘ICCKI/IX CBOﬁCTB;



4) nekapcTBEHHBIE ITpENapaThl - JICKAPCTBEHHBIE CPEZICTBA B BUJIE JICKAPCTBEHHBIX (hOpM, IPUMEHSIEMbIC
JUTSE PO UITAKTHKH, TUArHOCTUKH, JICUCHHS 3a00JIeBaHMs, peaOWInTaluy, Ui COXpaHEHuS,
MIPEIOTBPAIICHUS WA IPEPBHIBaHUs OEPEMEHHOCTH;

5) nexkapcTBeHHas opMa - COCTOSIHHE JIEKAPCTBEHHOTO TpernapaTa, COOTBETCTBYIOIIEE CIIOCO0aM ero
BBEJICHUS U ITPUMEHEHUS 1 00eCIIeUNBAIOIIEe TOCTHKCHUE HEO0XOAMMOTO JiedueOHOT0 d(deKTa;

5.1) no3upoOBKa - COJIEpIKAHKE OJHOTO MU HECKOIBKUX JCHCTBYIOIIUX BEIIECTB B KOJUYESCTBEHHOM
BBIPQXCHUU HA CIIUHUILY JT03bI, WIH SIUHHITY 00beMa, HITU CIUHUILY MacChl B COOTBETCTBUH C
JIeKapCTBEHHOU (POPMOit THOO ISl HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (POPM KOJIMIECTBO
BBICBOOOKaEMOT0 U3 JICKAPCTBEHHOM (HOPMBI ISHCTBYOIIETO BENIECTRA 32 INHHILY BPEMEHU;

(1. 5.1 BBeaen denepanbHBIM 3akoHOM OT 22.12.2014 N 429-D3)

6) mepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHUIIHX JICKAPCTBEHHBIX MPETAPaTOB - €XKET0JHO
yrBepkaaeMblil IIpaBurenscTBoM Pocculickoit denepanuu nepeyeHs JIEKapCTBEHHBIX IPENapaToB I
MEIUIMHCKOTO TPUMEHEHHS!, 00ECTICUNBAIOIINX PUOPUTETHBIE TOTPEOHOCTH 3APABOOXPAHEHHUS B IIEIISIX
npoUIaKTUKY U JIeueHHs 3a001eBaHui, B TOM YHCIIE TPeo0IIalatoliX B CTPYKType 3a0071eBaeMOCTH B
Poccuiickoii @eaepannu;

6.1) opdaHHBIE TEKAPCTBEHHBIE MIPENAPATHI - JEKAPCTBEHHBIE IPETAPATHI, IPeIHA3HAYCHHBIC
UCKITIOYUTENBHO ISl AUATHOCTUKH WM NATOr€HETUYECKOTo JISUCHNUS (JICUeHHUs], HAIPABICHHOIO Ha
MEXaHHU3M pa3BUTHUS 3a005eBanus1) penkux (OpaHHbIX) 3a00JIeBaHHIL;

(. 6.1 BBeaeH denepanbHbIM 3akoHOM 0T 22.12.2014 N 429-D3)

6.2) Guonoruyeckue JIeKapCTBEHHBIE MIpenapaThl - JISKapCTBEHHBIE TIpenaparsl, AeHCTBYIOIIEE BEIECTBO
KOTOPBIX MPOU3BEACHO WX BBIACICHO U3 OMOJIOTHYECKOI0 HICTOUYHHKA U JUISI ONIPEEIICHHSI CBOWCTB U
KadyecTBa KOTOPBIX HEOOXOAMMa KOMOMHAIMS OMOJIOTHYECKUX U (PU3NKO-XUMUYECKUX MeToa0B. K
OMOJIOTMYECKUM JIEKApCTBEHHBIM IpenapaTtaM OTHOCITCSI IMMYHOOHOJIOTHYECKUE JICKAPCTBEHHBIE
npenapartsl, JeKapCTBEHHbIE ITPENapaThl, MOJyYeHHbIE U3 KPOBH, INIa3Mbl KPOBH YEJIOBEKA U KUBOTHBIX
(32 HCKITFOUYEHNEM 1IeTTbHON KPOBH), OMOTEXHOIOTHIECKUE JICKAPCTBEHHBIE TIPETIapaThl,
TeHOTepareBTHYECKHE JICKAPCTBEHHBIE MTPenapaThl;

(1. 6.2 BBeaeH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

7) *MMYHOOHOIIOTHYECKHE JIEKapCTBEHHBIE TIPETapaThl - JIEKAPCTBEHHBIE MPeTaparhl, MpeIHa3HauYeHHBIS
JUtst pOPMHUPOBaHNMST aKTUBHOTO WIJIHM MTACCUBHOTO UMMYHHUTETA JIHO0 TUArHOCTUKH HATWYNS HIMMYHHUTETA
WM JTUATHOCTUKH CHEeH(PIIECKOT0 MPHUOOPETEHHOTO H3MEHEHHS MMMYHOIJIOTUYECKOTO OTBETa Ha
ajeprusupytomye Benectsa. K ”MMyHOOHOIOTHYECKUM JIEKAPCTBEHHBIM ITperiapaTaM OTHOCSTCS
BaKIMHbI, aHATOKCUHbI, TOKCUHBI, CbIBOPOTKH, I/IMMYHOFJIO6YJIHHI)I " aJUICPI'CHBI;

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

7.1) GuoTEeXHOIOTNYECKHE JIeKapCTBEHHBIE MIPEapaThl - IEKAPCTBEHHBIE MPeTapaTsl, IPOU3BOJICTBO
KOTOPBIX OCYIIECTBIISETCS C UCIIOIb30BAHUEM OHMOTEXHOJIOTMYECKUX MPOLIECCOB M METOAOB (B TOM YHUCIIE
JHK-pexoMOMHAaHTHOW TEXHOJIOTUH, TEXHOJIOTUU KOHTPOJIMPYEMON 3KCIIPECCUH I'€HOB, KOAUPYIOIINX
OMOJIOrMYECKH aKTUBHBIE OCJIKM B IPOKAPHOTAX U DYKapHUOTaX, BKIIOYAs H3MEHEHHBIE KJIETKU
MJIEKOTIMTAIOIINX ), THOPUIOMHOIO METO/]a U METO]a MOHOKJIOHAJIbHBIX aHTUTET,

(. 7.1 BBegen PenepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

7.2) TeHOTEepaNieBTUIECKHUE JICKApCTBEHHBIE MPENapaThl - JIEKapCTBEHHbIE MpeTnapaThl, papmaleBTHIeCcKast
CyOCTaHIIMS KOTOPHIX SIBIIIETCS pEKOMOMHAHTHOW HYKJIEMHOBOM KHCIIOTOM M BKJIIOYAET B Ce0s
PEKOMOMHAHTHYIO HyKJIEMHOBYIO KHCIIOTY, MO3BOJISIONIYIO OCYIIECTBIISTh PErYIMPOBaHNE, perapaLuio,
3aMeHy, o0aBJIeHUE WIN YAaJeHNEe TeHETHIECKON TOCIe0BaTEIbHOCTH;

(1. 7.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)



8) HapKOTHYECKHE JIEKapCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE IIPenapathl U (hapMaleBTHUIECKIEe
cyOcTaHIMH, coAepKallie HapKOTHIECKHE CPEACTBA U BKITIOUeHHBIE B [lepeueHh HapKOTHYIECKIX
CPEACTB, ICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB, NOICKAIIUX KOHTPOIO B Poccuiickon
®denepannn, B COOTBETCTBUU € 3aKOHOATENLCTBOM Poccuiickoit @eaepannn, MeXAyHApOIHBIMU
noroBopamu Poccutickoit denepanuu, B Tom unciie EquHON KOHBEHIIMEW O HAPKOTUUYECKUX CPEICTBAX
1961 rona;

9) MCUXOTPOTIHBIC JICKAPCTBEHHBIC CPEJICTBA - JICKAPCTBEHHBIC MPenapaThl U papMaIieBTHUECKUC
cyOcTaHIMH, COJepXKAIlKe IICUXOTPOITHBIC BEIIECTBA U BKIIFOUYCHHBIC B [lepeueHbh HApKOTHYECKIX
CPEACTB, ICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB, NOICKAIUX KOHTPOI0 B Poccuiickon
®denepannn, B COOTBETCTBHUU € 3aKOHOATENbCTBOM Pocculickoit @eaepannn, MeX1yHapOIHbBIMU
nmoroBopamu Poccuiickoit @eaepannu, B ToM uncie KoHBeHITHEH 0 ICHXOTPOIMHBIX BemecTBax 1971
roja;

10) paanodapmarneBTHIECKHE JICKAPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIC CPEACTBA, KOTOPBIC COACPKAT
B T'OTOBOM JJISA UCITIOJIb30BaHUA q)OpMC OWH PAAUOHYKIIN UJIN HECKOJIBKO PaANOHYKINI0B
(paanoaKTUBHBIX U30TOIIOB);

11) pedepeHTHBII TeKapCTBEHHBIN Mpenapar - JIeKapCTBEHHBIN Ipenapat, KOTOPHIA BIIEPBBIS
3apeructpupoBat B Poccuiickoit deneparum, kauecTBO, 3PPEKTUBHOCTH M 0€30MaCHOCTH KOTOPOTO
JIOKa3aHbl HA OCHOBAHUH PE3YyJIbTATOB JOKIMHUYECKUX HCCIIEIOBAHUH JEKapCTBEHHBIX CPEACTB U
KIIMHUYECKUX MCCIIEeI0OBaHUN JIeKapCTBEHHBIX MpenapaToB, IPOBEACHHBIX B COOTBETCTBUU C
TpeOOoBaHUAMHU YacTel 6 u 7 ctatbu 18 HacTosiero denepaabHOro 3aKOHA B OTHOIICHUU
JIEKapCTBEHHBIX CPEACTB /U1 MEAUIIMHCKOTO MPUMEHEHNS INO0 B COOTBETCTBUHM C TPEOOBAHUSAMU CTaThU
12 nacrosmero @enepaqbHOr0 3aKOHA B OTHOILEHUH JIEKAPCTBEHHBIX CPEICTB AJIsl BETEPUHAPHOTO
NPUMEHEHUS], U KOTOPBIN MCHOJIb3YEeTCs AJIsl OLCHKH OMO3KBUBAJICHTHOCTH WIIN TEPANIEBTHYECKON
9KBUBAJIEHTHOCTH, KayecTBa, 3(HeKTUBHOCTU U OE30I1aCHOCTH BOCIIPOU3BEICHHOIO MIIM OMOaHAJIOrOBOTO
(6rono0OHOTO) JIEKAPCTBEHHOTO TIpernapara;

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

12) Bocripou3BeIeHHBIH JIEKaPCTBEHHBIH MIpenapar - IeKapCTBEHHBIH MpenapaT, KOTOPBIi HIMEeT TaKou
’K€ KQYECTBEHHBIM COCTAB M KOJIUYECTBEHHBIM COCTAB JICMCTBYIOIINX BEIIECTB B TAKOM K€
JISKapCTBEHHOU (popMe, uTo U peepeHTHBIH JIeKapCTBEHHBIN IIperapar, 1 OM0IKBUBAJICHTHOCTh WU
TepareBTUYecKas SKBUBAIIEHTHOCTh KOTOPOTO pedepeHTHOMY JIeKapCTBEHHOMY Tpemnapary
MOATBEPKAEHA COOTBETCTBYIOIIMMU HCCIECIOBAHUSIMU;

(. 12 B pen. ®enepanbHOTro 3aKonHa ot 22.12.2014 N 429-03)

12.1) TepaneBTHYECKAsI SKBUBAJICHTHOCTb - JJOCTIKEHNE KIIMHUYECKH COTIOCTABUMOTO TEPAIEBTUIECKOTO
3 dexTa mpu MpUMEHEHUH JICKAPCTBEHHBIX MPEMapaToB IS MEAUIIMHCKOTO TIPUMEHECHHUS IS OJTHOW U
TO¥ K€ rpyIIibl 0OJIBHBIX MO OJHUM U T€M K€ MMOKa3aHUSIM K IPUMEHEHHUIO;

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

12.2) 6uoananoroBsiii (OMOIIOTO0HEII) JTeKapCTBEHHBIN npenapat (0noaHaIor) - OMOJOTHIECKHUN
JIEKapPCTBEHHBIH ITperapar, CX0KHH 1o MapaMeTpaM KauecTBa, 3PPEKTUBHOCTH 1 O€30aCHOCTH C
pedepeHTHBIM OHOJIOTHYECKUM JIEKAPCTBEHHBIM ITPETapaToM B TAKOH JKe€ JICKAPCTBEHHOU (opMe H
HAMEIOIIUN MIEHTUYHBIM CIIOCOO BBEJCHUS;

(1. 12.2 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHsIeMbIii JIeKapCTBEHHBIN Mpenapar - JIeKapCTBEHHBIN Mpenapar ¢ T0Ka3aHHOM
TepaneBTHYECKON SKBUBAJIEHTHOCTHIO WM OMOIKBUBAIEHTHOCTHIO B OTHOIIEHHH Pe(hepPEHTHOTO
JIEKapCTBEHHOTO NpenapaTa, MMEIOIINI S3KBUBATIEHTHBIE €My KaUuECTBEHHBIN COCTAaB U KOJNYECTBEHHBIN
COCTaB JICHCTBYIONINX BEIECTB, COCTAB BCIIOMOTaTEJILHBIX BEIIECTB, JIEKAPCTBEHHYIO JOPMY U CIIOCO0
BBEJICHUS;



(1. 12.3 BBenen depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13) mexapcTBEHHOE PaCTHTENBHOE CHIPHE - CBEXKHE WIIH BBICYIIICHHBIE PACTEHUS JIHOO WX YaCTH,
UCTIOJIb3YEeMBbIE JUIsl IPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB OPTaHU3AIMAME - IIPOU3BOIUTEIISIMU
JIEKApCTBEHHBIX CPEJICTB WIIM M3TOTOBIICHHS JICKAPCTBEHHBIX MPENAPATOB alTEUYHBIME OPTaHU3aAIUSIMH,
BETEPHHAPHBIMU alITEYHBIMY OPTaHU3aIMsIMH, UHAUBUIYATbHBIMHU MPEATPUHUMATEIISIMUA, TMCIOIIIUMU
JIUIICH3UIO Ha (DapMaIrleBTUYECKYIO JICATSILHOCTE;

14) nexapCTBEHHBIN PaCTUTENIBHBIN MpemapaT - JICKApCTBCHHBIH Mpenapar, MPOU3BeICHHBIN HITN
W3TOTOBJICHHBIN W3 OJTHOTO BHJIA JIEKAPCTBEHHOTO PACTUTENHLHOTO ChIPhS UITH HECKOJBKUX BUJIOB TAKOTO
CBIPBS M pealn3yeMblii B pac()aCOBaHHOM BH/IE BO BTOPUYHOH (ITOTPEOUTENHCKON) YIIAKOBKE;

15) roMeonaTHYECKuUH JIEKapCTBEHHBIN TIperapar - JeKapCTBEHHBIH Mmperapar, MPOon3BeACHHBIA HTH
M3TOTOBJICHHBIN U3 (papMalieBTHYECKO cyOCTaHIINM WK apMaleBTHUECKUX CyOCTaHIINH B
COOTBETCTBHHU C TPEOOBaHUSIMH OOIIUX (hapMaKOIEHHBIX cTaTel K TOMEOaTHIECKIUM JIeKapCTBEHHBIM
npenapaTaM Wi B COOTBETCTBHH C TPEOOBaHUSAMH (hapMaKOIIEH CTPaHbl IIPOU3BOIUTEIS TAKOTO
JIEKapCTBEHHOT O MpenapaTa;

(. 15 B pen. @enepanpHOro 3aKonHa oT 22.12.2014 N 429-03)

16) MexxIyHapoIHOE HEMTATEHTOBAHHOE HAMMEHOBAHHUE JICKAPCTBEHHOT'O CPE/ICTBA - HANMEHOBAHNE
JIEHCTBYIOMIETO BeIIecTBa (papMaIieBTHUECKOM CyOCTaHIINY, peKOMEHI0BaHHOE BeemupHoi
opraHu3zanyei 3ApaBoOXpaHEeHNUs;

(B pen. @enepanbpHOTo 3aK0Ha OT 22.12.2014 N 429-D3)

17) ToproBoe HaMMEHOBAHKE JICKAPCTBEHHOTO CPEJICTBA - HAUMECHOBAHHE JICKAPCTBEHHOI'O CPEJICTRA,
MPUCBOCHHOE €r0 Pa3pabOTYHKOM, JePIKATEIIEM HITH BIAJICIbIIEM PETHCTPAIIMOHHOTO YI0OCTOBEPCHHS
JIEKApCTBEHHOTO Tpernapara;

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

17.1) rpyninupoBOYHOE HAUMEHOBAHUE JIEKAPCTBEHHOTO MperapaTa - HAMMEHOBAHHE JICKapCTBEHHOTO
npernapara, He UIMEIOIIEr0 MeX1yHapOHOTO HETTATEHTOBAHHOI'O HAMMEHOBAHUS, MM KOMOUHAIIMU
JISKAPCTBEHHBIX MPENapaToB, UCIOIb3yeMOE B IEIsIX 00bEAUHEHUS X B TPYIINY MOJI €AMHBIM
HAUMEHOBAaHUEM MCXO/Is U3 OJJMHAKOBOI'O COCTaBa JICHCTBYIOLIUX BEIICCTB;

(. 17.1 BBenen denepanpHbM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) obmas apmakornieitHas CTaThs - JOKYMEHT, YTBEPKIEHHBIN YITOITHOMOYEHHBIM (hesiepaibHBIM
OpraHOM HCIIOJIHUTENBHOM BIACTH U COJIep KAl IepeueHb ToKas3arelnei KauecTsa 1 (WIIh) METOIOB
KOHTPOJIS Ka4yeCTBa KOHKPETHOH JIEKAPCTBEHHOU (DOPMBI, JICKApCTBEHHOI'O PACTUTEIILHOTO ChIPhS,
OMKCAHUS OMOJIOTMYECKUX, ONOXUMUYECKUX, MUKPOOUOIOTHYECKHIX, PU3UKO-XUMHUECKUX, (DU3HMUECKUX,
XUMHUYECKUX M APYTUX METOJIOB aHajIK3a JIEKAPCTBEHHOTO CPEJICTBA, a TAaKXkKe TPeOOBaHMSI K
MCIOJIb3YEMBIM B IIEJISX TPOBEJACHMS JaHHOIO aHaJIN3a PeaKTHBaM, TATPOBAHHBIM PacTBOPAM,
WHIUKATOPaM;

(B pen. denepanbHOTo 3aKkoHa 0T 22.12.2014 N 429-D3)

19) papmakomneiinas cTaTbs - JOKyMEHT, yTBEPKACHHBIN YIIOJTHOMOYEHHBIM (periepanbHBIM OpraHoM
HUCITOJIHUTEILHOM BIIACTH U cozlepncaumﬁ IEPEUCHDb MOKa3aTelIe KauecTBa 1 METOJ0B KOHTPOJIA
Ka4yecTBa JICKApCTBEHHOI'O CPEJICTBA;

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

19. 1) CTaHAAaPTHBIC 06pa3u51 - BCIICCTBA, IOCPCACTBOM CPABHCHHSA C KOTOPBIMU OCYILCCTBIIACTCA
KOHTPOJIb Ka4€CTBA UCCICAYCMBIX JICKAPCTBCHHLIX CPCACTB C ITIOMOIIBIO (bI/IBI/IKO-XI/IMI/I‘-IGCKI/IX n
OHOJIOTHMYECKUX MCTOJO0B B LCIIAX MOATBCPKACHUA COOTBCTCTBUSA JICKAPCTBCHHBIX CPEACTB TpC6OBaHI/I$IM
HOpMaTHBHOﬁ AOKYMCHTAMH, YCTAHOBJICHHBIM IIPH OCYIICCTBJICHUHN FOC}’I[apCTBeHHOﬁ peructpaunuu, u



KOTOpbIE IPUMEHSIOTCS JUTS KaTHOPOBKH CTAaHAPTHBIX 00Pa3IlOB MPOU3BOIUTEINS JICKAPCTBEHHBIX
CpPEJICTB, HCIIOIBb3YEMBIX JISi KOHTPOJISl KAUeCTBa ¥ MHBIX IeJIeH npu 00palieHu  JeKapCTBEHHBIX
CPEICTB;

(1. 19.1 BBemen deaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) papmakonelinblii cTaHIAPTHBINA 00pasel - CTaHIapTHBIN 00pasel, MPOU3BEACHHBINH B COOTBETCTBUH
¢ (hapMakorneiiHON CTaThel;
(1. 19.2 BBenen ®enepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-D3)

20) HOpMAaTHBHAS JOKYMEHTAIUS - JOKYMEHT, COJIEpKAIINiA IepeUeHb ONPEAEIIEMBIX 110 pPe3yIbTaTaM
COOTBETCTBYIOIINX IKCIEPTH3 TIOKa3aTeNell KauecTBa JIEKaPCTBEHHOTO CPEICTBA IS METUITTHCKOTO
MIPUMEHEHUS, METOIOB KOHTPOJISI €70 Ka4ecTBa W YCTAaHOBIIEHHBIN €T0 MMPON3BOIAUTEIEM;

21) HOPMATHUBHBIN JOKYMEHT - IOKYMEHT, COJICP KAl MepEUYCHb ONPEICIIeMbIX M0 pe3yibTaTaM
COOTBETCTBYIOIIUX DKCIIEPTU3 TIOKa3aTelei KauecTra U (MJIM) METOIOB KOHTPOJIS KauecTBa
JICKaPCTBEHHOU (DOPMBI, ONMCAHUS OMOJIOTMYECKUX, OMOXUMHUYECKUX, MUKPOOHOJIOTUYECKUX, (PU3UKO-
XUMHYECKUX, QU3NYCCKUX, XUMUYECCKHUX U JJPYTHX METOJIOB aHAJIN3a JICKAPCTBECHHBIX CPEICTB JIJIs
BETCPUHAPHOTO MPUMEHEHUS, TPEOOBAHUSI K UCTIOJIE3YEMbIM B TIEIISIX TIPOBEJICHHS TAHHOTO aHAIN3a
peaKTHBaM, THTPOBAHHBIM PACTBOPAM, HHIUKATOPAM U YCTAHOBIICHHBIH €ro MPOU3BOIUTEIICM;

21.1) oOmmii TEXHUYECKH JOKYMEHT - KOMITIEKT JOKYMEHTOB H MaTePUAIOB, COCTOSIINNA U3
HECKOJIBKHMX pa3JIeNioB - JOKYMEHTAllMH aAMUHHUCTPATUBHOTO XapaKTepa, XMMUYECKOM,
(hapMaleBTUUYECCKON U OHOJIOTHYECKOH TOKyMEHTAI|H, (hapMaKOoJIOrHUeCKOM, TOKCHKOJIOTHYSCKON
JIOKYMEHTAINH, KITMHUYECKOW JOKYMEHTAIlUH U MPEeACTaBIsIeMbli OJJHOBPEMEHHO C 3asBICHHUEM O
rOCYJapCTBEHHON PETUCTpaIiH JIEKAPCTBEHHOTO Mpenapara sl MeUIIMHCKOTO MPUMEHEeHHUs B JopMaTe,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (heZiepabHBIM OpTraHOM HCTIOTHHUTEIBHOHN BIIACTH;

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

22) Ka4ecTBO JIEKaPCTBEHHOI'O CPEJICTBA - COOTBETCTBHE JIEKAPCTBEHHOI'O CPENICTBA TPEOOBAHHUAM
(bapmaxoreiiHoO# cTaTbu MO0 B CITydae ee OTCYTCTBUSI HOPMAaTHBHOM JOKYMEHTAIIUU MM HOPMAaTUBHOTO
JIOKYMEHTA;

23) 6e30macHOCTh JIEKAPCTBEHHOTO CPEICTBA - XapaKTEPUCTHKA JICKAPCTBEHHOT'O CPEACTBA, OCHOBAHHAS
Ha CPaBHUTEIHLHOM aHaNM3e ero 3EKTUBHOCTH U PUCKA MPUYHUHEHUS BPeJia 3710POBbIO;

24) 3¢ppexTHBHOCTH JIEKaPCTBEHHOTO IMpeTapaTa - XapaKTepUCTHKA CTEIICHH MOJIOKUTEIIEHOTO BIUSTHUS
JIEKapCTBEHHOTO TIperapara Ha TeUeHHe, POI0IDKUTENIFHOCTD 3a00JI€BaHsI WU €r0 TIPeJ0TBpaIleHuE,
peadunmuTaIunio, Ha COXpaHeHue, MPEA0TBPALEHHIE WIH TIPEephIBaHNEe OEPEMEHHOCTH;

25) cepusi JIeKapCTBEHHOTO CPEJICTBA - KOJIMYECTBO JIGKAPCTBEHHOTO CPE/ICTBA, MPOM3BEICHHOE B
pe3yibTaTe OHOTO TEXHOJIOTHYECKOTO IIUKIIA €r0 MPOU3BOAUTEICM;

26) PErUCTPAMOHHOC YAOCTOBCPCHUC JICKAPCTBCHHOIO IIPLCIiapaTa - IOKYMCHT, HO,Z[TBCp)KI[aIOH_II/Iﬁ q)aKT
FOCY,I[apCTBeHHOﬁ perucTpanuu JCKapCTBECHHOI'O IIperapara,

26.1) meprkatelns WIH BIIAJCIICI] PETHCTPAITMOHHOTO yIOCTOBEPEHHMS JIEKAPCTBEHHOTO TIperapara -
pa3paboTUHK JIEKAPCTBEHHOTO CPECTBA, TPONU3BOUTENb JICKAPCTBEHHBIX CPEICTB HITH HHOE
IOPHUINYECKOE JIUTIO, 00Jaarolee MpaBoM BIaICHHs PETUCTPAMOHHBIM YI0CTOBEPEHUEM, KOTOPEIC
HECYT OTBETCTBEHHOCTh 3a Ka4ecTBO, 3(Q()EeKTUBHOCTD U 0€301MacHOCTh JIEKAPCTBEHHOTO Mperapara;
(1. 26.1 BBenen PenepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

27) perucTpallMOHHBII HOMEP - KOJOBOE 0003HaYCHUE, PUCBOECHHOE JIEKAPCTBEHHOMY Ipenaparty MmpH
€ro TOCyJJapCTBEHHON pPerucTpaliy;



28) obparenne 1eKapCTBEHHBIX CPENICTB - pa3paboTKa, JOKIMHUYECKHC UCCIICIOBAHNUS, KITMHUICCKIE
HCCIIEIOBAHUS, DKCIIEPTH3a, TOCYIapCTBEHHAS PETHCTPAITS, CTAHIAPTH3AINS W KOHTPOJIh Ka4eCTRa,
MIPOU3BOJICTBO, U3TOTOBJIEHUE, XPAHEHUE, IEPEBO3KA, BBO3 B Poccuiickyto deaepanuto, BbIBO3 U3
Poccuiickoit @eaepannu, peknama, OTIYCK, peanu3anus, nepeaadya, IpUMEHEHUE, YHUUTOXKEHUE
JIEKapCTBEHHBIX CPEICTB;

(B pen. @enepanbaoro 3akoHa ot 06.12.2011 N 409-D3)

29) cyOBeKTHI 0OpaIleHHUs JICKAPCTBEHHBIX CPEICTB - (PU3MUYCSCKUE JIUIA, B TOM YKCIIC WHIUBUIYAIbHBIC
MPEITPUHUMATEIN, U FOPUIUYCCKUEC JTUIA, OCYIICCTBISIIONINE ACSITSIBHOCTh PU 00paIICHUN
JICKAPCTBEHHBIX CPEJCTB;

30) pazpaboTurK JeKapCTBEHHOTO CPECTBA - OPTaHU3aIlNs, 00IaAaroImas IpaBaMy Ha Pe3yIbTaThl
JMOKITMHAYECKIX MCCIIETOBAaHUI JIEKAPCTBEHHOTO CPENICTBA, KIIMHUYECKIX UCCIETOBAHUI
JIeKapCTBEHHOT'O Tpenapara u (HiIi) Ha TEXHOJIOTHIO IPOU3BO/ICTBA JIEKAPCTBEHHOT'O CPE/ICTRA,

(B pen. @eaepanbpHOTo 3aKk0Ha 0T 22.12.2014 N 429-D3)

31) npou3BOJICTBO JEKAPCTBEHHBIX CPENICTB - AEATENBHOCTD MO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJCTB
OpraHMU3alMsAMH - IPOU3BOJUTEISIMY JIEKAPCTBEHHBIX CPEICTB Ha OJHOW CTaINH, HECKOJIBKUX WA BCEX
CTaIuAX TEXHOJIOTMYECKOI0 IIPOLECCa, a TAKKE 110 XPAaHEHUIO U Pealln3alvy IPOU3BEICHHBIX
JIEKApCTBEHHBIX CPEICTB;

31.1) npou3BOJICTBEHHAsI IUIOIIA/AKA - TEPPUTOPHATBEHO 000COOICHHBIH KOMILIEKC MTPOU3BOIUTEIS
JICKApCTBCHHBIX CPEACTB, HpeIlHa3Ha‘IeHHbII71 JJI BBIIIOJIHEHUA BCETO IMPOoLECCa NPpOMU3BOACTBA
JICKApPCTBCHHBIX CPEACTB UJIN €TI0 OHpCI[CHeHHOﬁ CTaauu,

(. 31.1 BBenen PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

32) MMPOU3BOAUTCIIb JICKAPCTBCHHBIX CPCACTB - OpraHu3aliysa, OCyIECTBIIAOMIAd MPOU3BOACTBO
JICKAPCTBCHHBIX CPEACTB B COOTBECTCTBUU C Tp66OBaHI/IHMI/I HaCTOAICTO CDGZ[GpaJ'IBHOFO 3aKOHa,

33) hapmaneBTHYECKAS ACATEIBHOCTD - IESATEIBHOCTD, BKIIIOYAOIIAs B Ce0sl ONMTOBYIO TOPTOBITIO
JIEKapCTBEHHBIMH CPEJICTBAMH, UX XpaHEHHUE, IEPEBO3KY U (MJIM) POZHUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMHU TIpenapaTaMu, UX OTIYCK, XpaHEHHE, IEpPEeBO3KY, U3TOTOBJICHHE JIEKAPCTBEHHBIX
MIpenapaTos;

34) OpraHuvsanusa OIITOBOM TOProBJIX JICKAPCTBCHHBIMU CPCACTBAMMU - OpraHru3anus, OCYIICCTBIIAOMIAA
OIITOBYIO TOPI'OBJIIO JICKAPCTBCHHBIMU CPCACTBAMU, UX XPAHCHUEC, TICPCBO3KY B COOTBCTCTBUU C
Tp66OBaHI/I$IMI/I HaCTOACTO (DellepaHBHOFO 3aKOHa,

35) anTeuHast opraHU3aIys - OpraHu3aius, CTPYKTYPHOE MoJpas/ielieHne MeJUIIMHCKON OpraHu3aIln,
OCYIIECTBIISIONINE POSHUYHYIO TOPTOBITIO JIEKAPCTBEHHBIMU TIpETapaTaMu, XpaHeHHe, IIepeBo3KY,
W3TOTOBJICHUE M OTITYCK JIEKAPCTBEHHBIX MPEIapaToB JJisi METUIIMHCKOTO IPUMEHEHHS B COOTBETCTBUH C
TpeboBaHUsIMU HacTosero denepanbHOrO 3aKOHA;

(B pen. @enepanbHOro 3akoHa ot 25.11.2013 N 317-D3)

36) BeTeprHapHAas anTevHas OpraHyu3alys - OpraHu3alus, CTPYKTypHOE Moipa3/ieiieHue BeTepuHapHOH
OpTraHMU3aIf{, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMHU TperapaTaMu, XpaHeHHe,
H3IroTOBJICHUC U OTITYCK JICKAPCTBCHHBIX IIPpE€IIapaToOB JJIsI BETCPUHAPHOTO IPUMEHEHN B COOTBETCTBUU C
TpeboBaHMsIMH HacTosAIero deaepanbHOro 3aK0HA;

37) danscuuuupoBaHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOXKAAEMOE
JIOHOH MHPOPMALIKEH 0 ero coctase U (M) MPOU3BOIUTETIE;



38) HenoOpOKaYEeCTBEHHOE JICKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPENICTBO, HE COOTBETCTBYIOIICE
TpeboBaHUIM (hapMaKOIEHHO! cTaThu JINOO B CITy4ae ee OTCYTCTBUS TPeOOBAHUSM HOPMATUBHON
JIOKYMEHTAIIMX WITA HOPMATUBHOT'O JIOKYMEHTA;

39) koHTpadaKkTHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOIAIIIEECS B 000POTE C
HapYIICHUEM IPaKIAHCKOTO 3aKOHOIATEIILCTRA;

40) TOKTMHUYECKOE UCCIICIOBAHUE JICKAPCTBEHHOT'O CPEACTBA - OMOJIOTUYECKHIE, MUKPOOHOJIOT HUECKHUE,
UMMYHOJIOTUYECKUE, TOKCUKOJIOTHYECKHE, (hapMaKoJIOTHYeCKue, (pU3nuecKkrue, XAMUISCKHUE U IPYTHE
WCCIIETOBAHNS JIEKAPCTBEHHOTO CPEJICTBA ITyTeM MTPUMEHEHHS HAYIHBIX METOOB OIIEHOK B IIEJISIX
MOJTyYEeHHS TOKA3aTEeNbCTB O€30MIaCHOCTH, KauecTBa 1 3 (EeKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA;

41) KIMHAYECKOE MCCIIeIOBaHNE JIEKAPCTBEHHOTO TIpenapara - N3y4eHne THarHOCTHIECKUX, JeUeOHbIX,
NpopHUIaAKTHYECKHX, (hapMaKOJIOTHUECKIX CBOMCTB JIEKAPCTBEHHOTO MpenapaTa B MPOIecce ero
IMPUMCHCHHUA Yy YCJIOBCKA, ) KUBOTHOI'O, B TOM YHCJIC MIPOLECCOB BCACBIBAHUA, paCpCACIICHUA, U3MCHCHUA
1 BBIBCIACHU:, IYTEM IIPUMEHCHUA HAYYHbBIX METOAOB OLICHOK B HCJIAX MMOJYUYCHHUS JOKA3aTCIbCTB
0e30macHOCTH, KayecTBa B AP PEKTUBHOCTH JIEKAPCTBEHHOTO Tpenapara, TaHHbIX O HexXelaTeIbHbIX
peaKIMsaX OpraHu3Ma 4eloBeKa, )KUBOTHOTO Ha MPUMEHEHHE JICKAPCTBEHHOTO Mpernapata u 00 d¢dexTe
€ro B3aMMOJICHCTBUS C JPYTHMH JICKAPCTBEHHBIMH TIpEnapaTaMu | (MJIH) THIIEBBIMU TPOYKTAMH,
KOpMaMH;

42) MHOTOILIEHTPOBOE KIIMHUYECKOE MCCIICIOBAaHUE JIEKAPCTBEHHOTO MIpernapara il MeTUIIUHCKOTO
MIPUMEHEHUS - KIIMHUYECKOE UCCIIEIOBAHUE JICKAPCTBEHHOTO Mpernapara Jjisi MEAUIIMHCKOTO
IMPUMCHCHUA, ITIPOBOJAUMOC paSpaGOTHI/IKOM JICKapCTBCHHOI'O NIp€riapaTa B IBYX 1 60H€C MCEIUIIMHCKUX
OpraHU3alMIX M0 €IUHOMY MIPOTOKOIY KIMHUYECKOTO UCCIIEIOBAHUS JICKAPCTBEHHOTO Mpernapara;

43) MCKAYHAPOAHOC MHOTOLICHTPOBOC KIIMHUYCECKOC UCCIICAOBAHUC JICKAPCTBCHHOT' O IIp€riapaTa AJisd
MCIUIMUHCKOI'O0 MPUMCHCHUS - KIIMHUYCCKOC UCCIICAOBAHUC JICKAPCTBECHHOI'O IIpeIiapaTa il
MCIULHUHCKOI'0 MPUMCHCHUS, IIPOBOAUMOC pa3pa6OT‘lI/IKOM JICKAPCTBCHHOT'O IpCriapaTa B PA3JIMYHBIX
CTpaHax 110 €IMHOMY IIPOTOKOJJY KIMHUYCCKOI'O0 UCCICA0BaHW JICKAPCTBECHHOI'O ITpeIriapara,

44) MOCTPETUCTPATNOHHOC KIIMHUYCCKOC NCCIICIOBAHNE JICKAPCTBCHHOTI'O IIpfriapara JJisi MEAUIIUHCKOI'O
IMPUMCHECHUSA - KIIMHNYCECKOC NUCCICIOBAHUEC JICKAPCTBCHHOI'O ITperiaparta Ajid MCIUIIUMHCKOI'O
MMPUMCHCHUS, IIPOBOANUMOC IIPOU3BOAUTEIIEM JICKAPCTBECHHOI'O IIp€riapara, Fpa)I(Z[aHCKI/Iﬁ O60pOT
KOTOPOT'O OCYHIECTBIIACTCS MTOCJIC FOCY,Z[&pCTBeHHOﬁ perucrpanyru, B NejaAX JONOJIHUTEIIEHOTO cGopa
JaHHBIX O €T0 0e30IMacHOCTH U 3(1)(1)6KTI/IBHOCTI/I, pacuimpeHusd IOKa3aHuM K MNPUMCHCHUIO JAHHOT'O
JICKApPCTBCHHOTO IIpCIiapaTa, a TaKKE BbISIBJICHUS HCKCIATCIIbHBIX peaKHI/Iﬁ ManrCHTOB Ha €ro ,Z[eﬁCTBPIe;

45) uccnenoBanue OMOIKBUBAJICHTHOCTH JISKAPCTBEHHOTO MperapaTa - BUJI KIMHUUECKOTO HCCIICI0BaHMS
JIEKapCTBEHHOT'O TIperapara, poBe/IcHUe KOTOPOTo OCYIIECTBISIETCS TSl ONPEJIENIEHHsI CKOPOCTH
BCAaChIBAHUS U BBIBCACHUA OAHOT'O NI HECKOJIBKHUX 06na11a}01u1/1x Q)apMaKOHOFI/I‘ICCKOI\/'I AKTHBHOCTBIO
JIEHCTBYIONIUX BEIIECTB, KOIMYECTBA JICKAPCTBEHHOTO Ipenapara, TOCTUTAFOIIEr0 CHCTEMHOTO
KPOBOTOKA, U PE3YJIbTaThl KOTOPOTO MO3BOJISIOT C/IEIaTh BEIBOJ O OMOIKBUBAJICHTHOCTH
BOCTIPOM3BEICHHOTO JIEKAPCTBEHHOTO MIperapaTa B ONPeAelICHHBIX JeKapCTBEHHON (hopMe U TO3UPOBKE,
COOTBETCTBYIONIUX (hopMe U TO3UPOBKE pehepeHTHOTO JIEKAPCTBEHHOTO Mpemnapara;

(1. 45 B pen. DenepanbpHOTO 3aK0HA OT 22.12.2014 N 429-D3)

46) uccnenoBaHUe TEPANEBTUIECKON IKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENAapaToB - BUJ KIMHUYECKOTO
HCCIIEI0OBAHHUS JIEKAPCTBEHHBIX IIPENApaToB, IPOBEAEHUE KOTOPOr0 OCYIIECTBIAETCS ISl BBISIBICHUS
OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPEMNapaToB ONpeleleHHON JIEKapCTBEHHON (POPMBI, a TAKKe
HaJIM4Usl OJMHAKOBBIX NIOKa3aTelneil 6e30macHoCT! 1 3 PEKTUBHOCTH JIEKAPCTBEHHBIX MIPENapaToB,
OJIMHAKOBBIX KIIMHIYECKHUX 3((EKTOB NPU UX MPHUMEHEHUH;



47) IpOTOKOJ KIIMHNYECKOT0 MCCIIeIOBaHMs JIEKaPCTBEHHOTO Mperapara - IOKyMeHT, B KOTOPOM
OTIPEIEIISIOTCS 1IENH, POPMBI OPTAHU3AINN M METOJIOJIOTHSI TPOBEICHUSI KITMHUIECKOTO UCCIICIOBAHNS,
CTaTHCTUYECKHE METOIbI 00PaOOTKH PE3yNIbTAaTOB TAKOTO HCCIEIOBAHMS U MEPHI IO 00ECTIEYCHUTO
Oe3omacHOCTH (PM3UIECKUX JIUI, YIACTBYIOIINX B KIIMHUYECKOM HCCIIEIOBAHNH JIEKAPCTBEHHOTO
mpernapara;

48) OpolIopa UCCIe0BATENS - CBOJJHOE U3JI0KEHHUE PE3YIbTATOB JOKIMHHUYECKOTO UCCIICIOBAHUS
JIEKapCTBEHHOT'O CPEJICTBA U KIIMHUYECKOTO UCCIIEIOBAHUS JICKAPCTBEHHOTO Mpemnapara Jijist
MEJUIIUHCKOTO TPUMEHEHUS;

49) nHpOpMATMOHHBIN TNCTOK MAITUEHTA - TOKYMEHT, B KOTOPOM COZIEPKATCs B TOCTYIMHOHN dopme
CBEJICHUSI, Kacaroluecs MPOBOANMOTO KJIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO NIpenapara, 1 B
MUCBMEHHOU (opMe T0OPOBOIBHOE COTJIACHE TAIIMEHTA Ha yYacTHE B KIMHHYCCKOM HCCIICIOBAaHUN
JICKaPCTBEHHOTO TperapaTa Mociie 03HAKOMIICHUS C 0COOEHHOCTAMU KIIMHUYECKOTO UCCIIE0BaHUS,
HMMCIOIIMMHU 3HAUCHHUE JJId BBIPAXKCHUA TaKOI'O COTJIaCHUs;

50) noGo4HOE NEWCTBHE - peaKlysi OpraHu3Ma, BOZHUKINAS B CBS3H C IPUMEHEHHUEM JICKApCTBEHHOTO
mperapara B 033X, PEKOMEHIYEMbIX B MHCTPYKIIHU IO €r0 IPUMEHEHHIO, JUTS MPO(UITaKTHKH,
JMUATHOCTHKH, JIeUeHs 3a00JIeBaHUs WIIN ISl peaOITUTAIINN;

50.1) HexxenaTenbHas peakiys - HelpeJHAMEpEeHHAs: HeOIaronpusaTHAS PEaKIUs OpraHu3Ma, KoTopas
MOJKET OBITh CBsI3aHA C IPUMEHEHHEM JICKapCTBEHHOTO IIperapara;
(. 50.1 BBenen denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTeNbHas peaklys - HeXellaTesIbHask peaklus OpraHu3Ma, CBA3aHHas C
PUMEHEHUEM JIEKapCTBEHHOT'O MpernapaTa, NpUBEALIas K CMEPTH, BPO’KACHHBIM aHOMAaIMAM MU
MOPOKaM pa3BUTHS JTMOO MpeACTaBIsIONIas co00i yrpo3y *KHu3HHU, TpeOyoasi TOCHUTAIN3ALUHN WIN
npuBeALIast K CTOMKON yTpaTe TPYyAOCIIOCOOHOCTH U (MJIM) MHBAIHIHOCTH;

52) HenpeBUICHHAS HEXKeJIaTebHas PEakIus - HeXXeslaTeIbHasl peakius OpraHu3Ma, KoTopasi CBsA3aHa C
MPUMEHEHHUEM JICKAPCTBEHHOTO IIperapara B 103aX, PEKOMEH/IyeMbIX B IIPOTOKOJIE €r0 KIMHHYECKOTO
WCCIIeIOBaHUS, OPOIIIOpE MCCIIe0BaTeNsl, I C IPUMEHEHUEM JIEKApCTBEHHOT'O Tperapara B 033X,
PEKOMEHAYEMBIX B HHCTPYKIHMHU IO €0 IPUMCHCHHUIO JIJIA HpO(bI/IJ'IaKTI/IKI/I, JUAarHOCTHUKU, JICUCHUS
3200JICBAHMUS WITH MEUITUHCKOMN peabHIUTAIINY MAIIMEHTA, ¥ CYIIIHOCTb, TSHXKECTh HITH HCXO0J KOTOPOM He
COOTBETCTBYET HH(POPMAITUH O JICKAPCTBEHHOM TIpenapare, COASPKAIICHCs B MPOTOKOJIE €ro
KITMHAYECKOTO HUCCIIEIOBAHMS, OPOIIIOPE UCCIISOBATENS MM B UHCTPYKIMH IO IPUMEHEHHIO
JIEKApCTBEHHOTO Tpernapara;

(. 52 B pen. ®eaepanbHoro 3akona ot 22.12.2014 N 429-03)

52.1) dhapmakoHaa30p - BHJ| IEATSIHLHOCTH TI0 MOHUTOPUHTY 3P PEKTHBHOCTH U OE30ITIaCHOCTH
JIEKapCTBEHHBIX MTPENapaToB, HANPABJICHHBIN Ha BBISBICHUE, OIICHKY U MPEIOTBPAIICHHE
HE)KEeNaTeNbHBIX MOCIECTBUN IPUMEHEHHUS JIEKaPCTBEHHBIX NIPETNapaToB;

(. 52.1 BBenen denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) nnaH ynpasieHUs PUCKaMU - TOAPOOHOE ONMMCaHNe MEPONIPHUATHI 110 (hapMaKoOHaI30pY,
HaIPaBJIEHHBIX HA BBIABIICHHUE, OIICHKY M MPEAOTBPAIICHNE W MUHIMH3AINIO PUCKOB, CBI3aHHBIX C
JIEKapCTBEHHBIMU TpeNapaTaMHu, BKII0Yast OIIeHKY dP(GEKTUBHOCTH TAHHBIX MEPOTIPUSTHIA;

(1. 52.2 BBenen denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

53) PCLCIT Ha HCKapCTBCHHBIﬁ npernapar - TMCbMCHHOC HA3HAYCHHUC JICKAPCTBCHHOT'O IIpcIiapara 1o
YCTaHOBJ'IeHHOﬁ (bOpMC, BbIJAHHOC MCIUITMHCKUM WJIU BETCPHUHAPHBIM pa60THI/IKOM, HUMCIOIIIMM Ha 3TO
IMpaBo, B LCIIIX OTITYCKA JICKAPCTBCHHOTI'O IIPCIiapaTa Wik €ro U3roTOBJICHUS U OTIIYCKa,



54) TpeboBaHNE METUITMHCKOW OpPTraHU3aIliK, BETCPUHAPHON OpraHU3aIliy - TOKYMEHT YCTaHOBICHHOM
(OpMBI, KOTOPBIH BHITUCAH METUIIMHCKAM HIIM BETCPUHAPHBIM PA0OOTHIUKOM, HMEIOIIIUM Ha 3TO MPaBo, U
COJIEPKUT B MUCbMEHHOU (hopMe yKa3aHHe anTeYHOW OPTaHN3alru 00 OTIIYCKE JeKapCTBEHHOTO
Mperapara Win O €ro U3rOTOBIEHUH U 00 OTITycKe [T oOeciedeHus JedeOHOTo mporecca B
MEIUIIMHCKOM OpraHu3aliK, BETEPUHAPHON OpraHu3aliu;

55) KOMIUIEKCHAs OIICHKA JIEKAPCTBEHHOIO Mpemnapara - OlEeHKa 3apEeTUCTPUPOBAHHOTO JICKAPCTBEHHOT'O
mpernapara, BKIJaromas B ce0s aHau3 HHGOPMAIHK O CPAaBHUTEIBHON KIMHUYECKOH 3 (hEKTUBHOCTH
1 0€30ITaCHOCTH JIEKAPCTBEHHOTO Mpernapara, OICHKY 3JKOHOMHUYECKUX MTOCIICIACTBHIA €TI0 IPUMEHECHHS,
M3yYeHHUE TOTIOTHUTEIHHBIX MOCIEACTBAN MPUMEHEHHS JIEKaPCTBEHHOTO MIPerapara B IesIX MPUHITHS
peIIeHui 0 BO3MOXKHOCTH BKJIFOUCHHSI JICKAPCTBEHHOTO TIpeTapaTa B IepeueHb )KU3HEHHO HEOOXOIMMBIX
Y BOXKHEHUIIHX JIEKAPCTBEHHBIX MIPETapaToB, HOPMAaTHBHBIEC TPABOBbIE aKTHI M MHBIE JOKYMEHTHI,
OTIpEIETISIONIIE MOPSAIOK OKA3aHUs MEIUIIMHCKOW MTOMOIIH, MIJIM UCKITFOUEHUS €T0 U3 YKa3aHHBIX
MepEYHsl, aKTOB U JOKYMEHTOB.

(. 55 BBeneH DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

I'nasa 2. [IOJJHOMOYMS ®EJIEPAJIBHBIX OPTAHOB UCIIOJIHUTEJILHOM
BJIACTH, OPTAHOB UCIIOJIHUTEJIbHOM BJIACTU CYBBEKTOB POCCUIMCKOM
OEJIEPALIMNA TP OBPAIIIEHNN JIEKAPCTBEHHBIX CPEICTB

Crates 5. [lomHOMOYMS (eepabHBIX OPTaHOB HCIIONHUTEIFHONW BIACTH TP 00pAIIEHUH
JICKApCTBCHHBIX CPEACTB

K nonHoMouMsIM QeiepanbHbIX OpraHOB UCTIOHUTEIBHOM BIAcTH NP 00paIIeHuH JIeKapCTBEHHBIX
CPEJICTB OTHOCSTCS:

1) mpoBenenne B Poccuiickoit denepariun eqUHON TOCYAaPCTBEHHOHN TOIUTHUKH B 0071aCTH OOeCTIeueHUs
JIEKApCTBEHHBIMU NpenapaTamu rpaxnaan B Poccuiickoit @enepanuu;

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

2) yTBepxkieHHe 00IuX (hapMaKoNeHHbIX cTaTe, (apMaKoleHHbIX CcTaTel, H3laHie TOCYAapCTBEHHON
(bapmakornen, cozgaHue 1 BeleHUe peecTpa (hapMaKoNeHHbIX CTaHIAPTHBIX 00pas3IoB;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyIiecTBICHHE TOCYAapCTBEHHOTO KOHTPOJIs (HaI30pa) B chepe oOpaieHus JIeKapCTBEHHBIX
CPE/ICTB;
(B pen. ®enepanbHoro 3akona ot 25.06.2012 N 93-D3)

4) MUIIEeH3UPOBaHUE MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (hapMaIleBTUIECKOH AESTEILHOCTH B
COOTBETCTBHHM C 3aKOHOJATENLCTBOM Poccuiickoit @eaepanny;

5) opraHu3anus SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB, ITUIECKON HKCIEPTHU3BI BOSMOKHOCTH
IIPOBENICHUSI KIIMHUYECKOIO NCCIIEN0BAaHUS JIEKAPCTBEHHOT O IpernapaTa 1yl MEAULUHCKOTO IPUMEHEHMS,
9KCIIEPTU3bI JOKYMEHTOB, IIPEICTaBICHHBIX AJIs OIPEAEICHUS BO3SMOKHOCTU PaCCMaTPUBAaTh
JIEKapCTBEHHBIN Mpenapar 111 MEAUIMHCKOTO IPUMEHEHNS IIPHU TOCYTapPCTBEHHONW PETUCTPALIUH B
KadgecTBe 0p(haHHOTO JIEKApPCTBEHHOI'O TIpenapara;

(B pen. denepanbHOTo 3aKkoHa OoT 22.12.2014 N 429-D3)

5.1) oprann3anus MpoBeJAeHN KOMIUIEKCHOM OIEHKH JIEKAPCTBEHHOTO MpemnapaTa B UEeNSIX IPUHATHS
peleHnii 0 BO3MOXKHOCTH BKITIOUCHHS JIEKAPCTBEHHOTO TIperapara B epeyeHb )KU3HEHHO HE0O0X0IUMBIX
Y BaXHEUIIHX JIEKAPCTBEHHBIX MIPETapaToB, HOPMATUBHBIE TPABOBbIE aKTHI M MHBIE JOKYMEHTHI,
OTIpEACIAIONINE MOPSAIOK OKa3aHU MEAULIMHCKON MOMOIIH MIIM UCKIIOYEHHUS €70 U3 YKa3aHHBIX
MIEPEYHs], aKTOB U IOKyMEHTOB;

(m. 5.1 BBeieHn DenepaibHbIM 3aKOHOM OT 22.12.2014 N 429-03)



6) BeIIa4a pa3pelIeHnid Ha MPOBeIeHNe KIIMHUYECKUX HCCIIeIOBAaHIH JIEKapCTBEHHBIX MPENapaToB,
BEJICHHE PeecTpa BBIAHHBIX pa3pelIeHni Ha MPOBEACHNE KIMHNYECKUX HCCIIEIOBAaHNH JIEKAPCTBEHHBIX
MIPerapaTos;

7) rocylapCTBEHHAS] PETUCTPAIIHS JICKAPCTBEHHBIX TPEIapaToB, BEACHUE FOCYapCTBEHHOTO peecTpa
JICKApCTBEHHBIX CPE/ICTB;

8) opranmuzanus U (WiK) IPOBEICHNE HHCIIEKTUPOBAHUS CYObEKTOB O0PAIIICHHS JICKAPCTBEHHBIX CPEJICTB
Ha COOTBETCTBHUE TPAaBUIIAM Ha/JISKAIICH 1a00paTOpHON NPaKTUKH, TIPaBUIaM HaJIeKarei
KITMHIYECKOM MPaKTUKH, PaBUIIaM Ha/IJIeKallel MPaKTHKN XPaHEHUS U IEPEBO3KH JIEKAPCTBEHHBIX
MpenapaToB, IPaBHJIaM HaICKAIIEH TUCTPHOBIOTOPCKON TTPAKTHKH, TTpaBUiIaM HaIjIeKaIeld anTeTHON
MIPAKTHUKH;

(1. 8 B pen. denepanpHOro 3akoHa ot 22.12.2014 N 429-D3)

8.1) opranmzanus 1 (WJIK) IPOBEACHUE UHCIICKTHPOBAHUS CyOBEKTOB 00pallleHus JIEKAPCTBEHHBIX
CPEZICTB Ha COOTBETCTBHE TPEOOBAHUSM MPABIII HAZJICKAIICH MPOU3BOICTBEHHOM MPAKTUKH, BbIJa4a
3aKIIFOYEHUIH O COOTBETCTBHU IPOU3BOAUTEIS JIEKAPCTBEHHBIX CPENICTB TPEOOBAHHUSM TPABHUII
HaJyIeKaleil NpOU3BOJCTBEHHOM MPaKTHUKHU;

(1. 8.1 BBenen ®enepansHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBIIEHUE TIOPSIZIKA BEJCHISI U BEJCHHUE TOCYJaPCTBEHHOTO PEECTpa 3aKIIIOUEHUH 0
COOTBETCTBHH POHU3BOAUTEIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSIM MPABUIT HaIeKAIIEH
IIPOU3BOJICTBEHHON ITPaKTUKH;

(. 8.2 BBeaeH DenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-D3)

9) rocynapcTBeHHAasE PETUCTPALHsl yCTAaHOBIEHHBIX IPOM3BOAUTEISMU JIEKAPCTBEHHBIX IIPETAapaToB
NpeAeTbHBIX OTIIYCKHBIX LIEH Ha )KU3HEHHO HEOOXOMMbIE U BayKHEUIINE JIEKAPCTBEHHBIE IIPenaparhl 1
BEICHUE rOCYJapCTBEHHOI'O peecTpa MPeAeIbHbIX OTIYCKHBIX LIEH IPOM3BOAUTENEH Ha JIEKapCTBEHHbIE
npenapaTsl, BKIOUEHHBIE B IEPEYEHb )KU3HEHHO HEOOXOIUMBIX U BAXKHEHUIINX JIEKapCTBEHHBIX
MIpenapaTos;

9.1) cornacoBaHue MPOEKTOB PEIICHHI OPraHOB UCIIOJIHUTEIIBHOM BIIACTH CyOBEKTOB Pocculickoii
®denepanyu 00 yCTaHOBJICHUH U (MJIH) U3MEHEHUU MPEIeIbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U
MIpeJIeBHBIX Pa3MEPOB PO3HIUYHBIX HAI0ABOK K (PAKTHUECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM
MIPOM3BOAUTEISAMH JIEKAPCTBEHHBIX MPENapaTOB, HA JIEKAPCTBEHHEIE MTperapaThl, BKIFOUCHHBIC B
nepeueHb JKU3HEHHO HEOOXOMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaTos;

(1. 9.1 BBenen ®enepanpubiM 3akoHOM OT 13.07.2015 N 241-03)

10) ycraHoBieHHEe OPsi/IKa BBO3a JIEKAPCTBEHHBIX cpeacTB B Poccuiickyto denepalnio U BHIBO3a
JIeKapCTBEHHBIX cpeacTB u3 Poccuiickoit denepannu;
(. 10 B pen. ®enepanbHoro 3axona ot 22.12.2014 N 429-03)

10.1) BbImava, ycTaHOBJICHHE TTOPSAKA BBLIAYH U (POPMBI JOKYMEHTA, KOTOPBIN MOATBEPKIAET, UTO
MPOMU3BOCTBO JIEKAPCTBEHHOI'O TIpernapara OCYIIECTBIEHO B COOTBETCTBUU C TPEOOBAHUSMHE MTPABUI
Ha/JIeXallei MpOM3BOJCTBEHHOM NMPAKTUKHY, M TIOJICKUT MPEICTABICHUIO 110 TPEOOBAHUIO
YIOJIHOMOUYEHHOT'O OpraHa CTPaHbI, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MPETIapar;

(1. 10.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10.2) BBIgava, yCTaHOBIICHUE TIOPSKA BEIAAYN U (hOPMBI JOKYMEHTA, COJICPIKAIIET0 CBEICHUS O CTATUIX
TEXHOJIOTHUYECKOT0 MpoLecca MPOU3BOACTBA JEKAPCTBEHHOT'O CPEICTBA Il MEAULMHCKOTO IPUMEHEHHS,
OCYILIECTBIISIEMbIX Ha TEpPUTOpHK EBpa3uiickoro S5KOHOMHYECKOTO COI03a;

(1. 10.2 BBenen ®enepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03, B pen. Peaepa’dbHOT0 3aKOHA OT
13.07.2015 N 241-D3)



11) co3manme COBETOB IO BOIIPOCAM, CBSI3aHHBIM C 00OpaIeHNUEM JICKAPCTBECHHBIX CPEJICTB;
12) aTrecTamus u cepTUGUKAITIS CICITHAIACTOB;
13) yrpatun cuiy ¢ 1 centsiopst 2013 rona. - @enepanbhsiii 3akon ot 02.07.2013 N 185-03;

14) ocymecTBiieHue papMakoHaI30pa;
(1. 14 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

15) ygactre B MeXIyHAPOIHOM COTPYAHUYECTBE;

16) moxy4enne mo 3ampocam yIoJTHOMOYEHHOTO (peepaabHOro OpraHa UCTIOHATENBHOM BIIACTH OT
OpraHoOB UCTIOTHUTEIHHOHN BIACTH CyOBeKkTOB Poccuiickoit Penepannu, a Takxe OT CyOBEKTOB
oOpalieHus IeKapCTBEHHBIX CPEACTB AJISi MEJUIMHCKOTO IPUMEHEHHSI MHPOPMAIHH IO BOIIPOCaM
YCTAHOBJICHHUA U IIPUMEHCHUA LICH Ha JICKAPCTBCHHBIC IIPCIIapaThbl U HaIl6aBOK K HUM,

17) mpuMmeHeHne Mep OTBETCTBEHHOCTH 3a HApYIIICHHUE 3aKOHOaTeNbcTBa Poccuiickoii Deaepanuu;

18) yTBepkaeHre IpaByil Ha IeXKAaIIeH JJa0OpaTOPHOI MPaKTHUKH, PABUIT HAJIEKAIeH KIMHUIeCKOH
MIPAKTHUKH, TPABHII HaAJIEKaIled TPON3BOACTBEHHON MTPAKTHUKH, TPABHII HAUIEKAIIEH IPAKTHKH
XpaHEeHHUS U [IEPEBO3KH JIEKAPCTBEHHBIX MIPENapaToB, IPaBUJ HAAJIEKAILEH TUCTPUOBIOTOPCKOM
MPaKTUKH, IPABIIT HA/IJISKAIEH aNTeYHOH MPAaKTUKH, TPAaBIJI HAAJICKAIIEH MPaKTUKK GapMaKoHaI30pa
JIEKapCTBEHHBIX MPENapaToB U1 MEAUIIMHCKOTO IPUMEHEHHUS;

(1. 18 BBeneH denepanbHbM 3aK0HOM 0T 22.12.2014 N 429-03)

19) ycranoBienue nmopsika (OpMHAPOBaHUS PETUCTPAIIMOHHOTO JOChE HA JIEKApCTBEHHBIN Ipenapar u
TpeOOBaHMI K TOKyMEHTaM B €r'0 COCTaBE;
(. 19 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) yTBep>KACHUE MTPABHI PAIIMOHAIBHOTO BRIOOPAa HAMMEHOBAHHI JIEKAPCTBEHHBIX MPENapaToB JUIst
MEANIMHCKOTO PUMEHEHHUS;
(1. 20 BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

21) yTBepKIaeHHEe IepeyHs] HANMEHOBAaHUH JIEKAPCTBEHHBIX (HhOpM;
(. 21 BBeneH PenepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) hopmupoBaHue peecTpa TUIOBBIX HHCTPYKIMH 10 MEJUIMHCKOMY ITPUMEHEHHUIO B3aMMO3aMEHSIEMBIX
JIEKapCTBEHHBIX MPENapaTos;
(1. 22 BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

23) yTBepKaeHne TpeOOBaHNH K MHCTPYKIIMH MO0 MEAUIIMHCKOMY TTPUMEHEHHIO JIEKAPCTBEHHBIX
MIpenapaToB ¥ K MHCTPYKIIMHU 110 BETEPUHAPHOMY ITPUMEHEHUIO JICKAPCTBEHHBIX MIPENapaToB;
(1. 23 BBeneH PeaepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

24) nocyneOHOe 3aKpbITHE CAHTOB, COlEepKAIIUX HHOOPMALIHIO O PO3HUYHON MPOJaKe TUCTAHIIMOHHBIM
Croco6oM, MpeayIoKEeHHNE O MPHOOPETEHNH JUCTAHIIMOHHBIM CITOCOO0M, TOCTaBKE TUCTAHIIMOHHBIM
crocoOoM u (nin) nepeaade GU3NISCKOMY JIMITY TUCTAHIIMOHHBIM CIIOCOOOM JIEKapCTBEHHBIX
mpernapaToB, HAPKOTHICCKHUX JICKAPCTBCHHBIX ITPEIIapPaTOB U NMCUXOTPOITHBIX JICKAPCTBEHHBIX
MpernapaToB, 3a UCKIIOUEHUEM ClIy4daeB, ycTaHOBIIEHHBIX [IpaButenbcTBoM Poccuiickoit denepanuu.

(11. 24 BBenen PenepanbHBIM 3aKOHOM 0T 22.12.2014 N 429-03)



Crarps 5.1. [lepenada ocyIiecTBICHUS OTHOMOYNH (eaepaabHBIX OPraHOB UCIIOTHUTEILHOMN BIACTH
TIpH OOpaIIEeHNHN JICKAPCTBEHHBIX CPEICTB OpraHaM HCIIOJHUTEIBPHON BJIACTH CYOBEKTOB Poccuiickoit
®denepanuu

(BBemeHa deaepanbHBIM 3aK0HOM OT 13.07.2015 N 233-D3)

[Nomaomouns henepanbHBIX OPraHOB UCTIOHUTEIBHOM BIIACTH MPHU OOPAIICHUH JICKAPCTBECHHBIX CPEJICTB,
MpeayCMOTpPEHHBIE HacToAUM DenepanbHbIM 3aKOHOM, MOTYT MEpEIaBaThCS IS OCYIIECTRICHUS
OpraHaM UCIOJHHUTEIBHOMN BJIACTH CyOBEeKTOB Poccutickoii Denepanny MoCTaHOBICHUSIMU
IIpaButenscTBa Poccuiickoit @enepannu B opsiake, ycraHOBIeHHOM DenepalbHBIM 3aKOHOM OT 6
okTsa0ps 1999 roma N 184-03 "O06 o0muX MpUHIMIIAX OpraHU3allHNA 3aKOHOJATSITEHBIX
(TIpencTaBUTENBHBIX) M HCIIOTHUTENHFHBIX OPTaHOB TOCYIaPCTBEHHON BIIACTH CYOBEKTOB Poccuiickoit
Denepanun’.

Cratbs 6. [lomHOMOUHSI OPraHOB HCIIOMHHUTENLHON BacTH cyObekTa Poccuiickolt deaepanunu npu
oOpallleHUuH JICKAPCTBEHHBIX CPECTB

K momHOMOYHsSIM OpraHOB UCTIOMHHUTEIBHOHN BIACTH cyObekTa Poccuiickoit @eneparim mpu odpameHun
JIEKApCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3paboTka 1 peanu3anus peruoHANbHBIX IPOrpaMM O0OecIieYeHHs HaCeJICHHUS JIEKAPCTBCHHBIMU
npenapaTamy;

2) ycTaHOBIIEHHE Npe/IeTbHBIX Pa3MEPOB ONTOBHIX HaJ0ABOK M MpeAEIbHBIX pa3MepOB POSHUYHBIX
HaI[6aBOK K Q)aKTI/I‘-ICCKI/IM OTITYCKHBIM I€HAM, YCTAHOBJICHHBIM IPONU3BOAUTEIAMU JICKAPCTBCHHBIX
IperapaToB, Ha JICKAPCTBECHHBIC NIPCTIapaThl, BKIIFOUCHHBIC B IIEPCUCHDL )KU3HCHHO HGO6XOI[I/IMI)IX u
BAKHEHIIUX JIEKAPCTBEHHBIX IIPENAPATOB;

3) ocyliecTBIEHHE PErHOHATIBHOTO FOCYJapPCTBEHHOTO KOHTPOJIS 32 IPUMEHEHHUEM LIEH Ha
JIeKapCTBEHHBIE TIPENapaThl, BKIIOUYCHHBIE B IEPEUECHD )KU3HEHHO HEOOXOANMBIX U BasKHEHIIIMX
JIEKapCTBEHHBIX IIPENapaToB, OPraHU3aUsIMUA ONITOBOM TOPrOBIIH, AITE€YHBIMU OPraHU3aLUSIMH,
MHIWBUAYaJIbHBIMY NPEANPHUHUMATEISIMU, MIMEIOIIMMHU JTULIEH3UI0 Ha (JapMalleBTUUECKYIO JACSITEIbHOCTb.
(B pen. ®enepanproro 3akona ot 25.06.2012 N 93-d3)

I'maBa 3. TOCYJJAPCTBEHHA I ®APMAKOIIEA
Cratbs 7. PazpaboTka 1 u3ganue rocyJapcTBEHHON (apMaKoren, pa3MelleHle JaHHbIX O Heil

1. I[lox rocymapcTBeHHOI (hapMakorieeii TOHUMAeTCst CBOJT OOMIMX (papMaKONEHHBIX CTaTel U
(hapMaKoIeHHBIX CTATeH.

2. Pa3paboTka obuux GapMakoneiHbIx craTedl 1 (hapMaKoNeHHbIX CTaTe, B TOM Yrcie (hapMaKomeHHbIX
crateil Ha (papMaKoIreitHbie CTaHIapTHBIE 00Pa3Ilbl, U BKIFOYEHHE HX B TOCYIAPCTBEHHYIO (hapMaKOoIero
OCYIIECTBIISIFOTCS B IOPSI/IKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM (he/iepaibHbIM OpPraHOM
UCIIOJTHUTEIBHOW BIIACTH.

(B pen. denepanbHOTo 3aKkoHa 0T 22.12.2014 N 429-D3)

3. Pa3paboTka hapmakoneliHoi cTaTbu Ha peepeHTHBII JIeKapCTBEHHBIN MpenapaT 1 BKIOYEHHUE e¢ B
rOCyJapCTBEHHYIO (DapMaKoIIel0 B TEUCHUE CPOKA JICHCTBHUS 3aIUTHI HCKITFOUYUTEILHOTO MPaBa,
YIIOCTOBEPEHHOTO MATEHTOM Ha pe()epEeHTHBIH JIEKAPCTBEHHBIH MPEnapaTr, OCyIMECTBISIFOTCS C COTJIACHSI
ero pa3paboT4uKa.

(B pen. @enepanpHOro 3akoHa oT 22.12.2014 N 429-D3)

4.T OCyaapCTBCHHAA (bapMaKor[eﬂ HU31aCTCA YIIOJIHOMOYCHHBIM (bellepa.]'ILHBIM Opranom HCIIOJIHUTEIIBHOMN
BJIaCTH 3a CUCT CPCACTB (beﬂepanbﬂoro 6IOZ[)K€T3 U IOJICIKUT NEPCU3JAHUAM HE PCKEC YCM OAWH pa3 B
IATh JICT, B IICPUOJ MCKAY KOTOPHIMU U3JAIOTCA MMPUIOKCHUS K FOC}’,Z[apCTBCHHOﬁ (bapMaKonee,



conepikariue obrve hapMaKkornelHbie cTaTby U (WiK) hapMaKoIeHHbIC CTaTbH, YTBEPKACHHBIC ITOCIIC
W3JIaHUS WITH TIEPEN3IaHus TOCyIapCTBEHHOM (hapMaKoIieH.

5. YIIOJTHOMOYEHHBIH (efepaabHbIi OpraH UCIOJHATEIHFHOW BIACTH pa3MeIIaeT JaHHbIE O
roCcy/IapCTBeHHOH (papMakoriee 1 IpUIOKEHUAX K Hel Ha cBoeM o(HIlnanbHOM caiite B cetn "UHTepHeT"
B YCTaHOBJICHHOM UM TIOPSIJIKE.

I'nasa 4. TOCYJAPCTBEHHBI KOHTPOJIb [IPU OBPAIIIEHUNA
JIEKAPCTBEHHBLIX CPE/ICTB

Crates 8. JIutieH3npoBaHue MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (hapMalleBTUIECKON AeATETHbHOCTH

1. JInmeH3upoBaHNe IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (papMarieBTHIECKON AeSITeTFHOCTH
OCYIIECTBIISIETCS. B COOTBETCTBHUHU € 3aKOHOaTeNbcTBOM Poccuiickoit denepanuu.

2. O0s13aTeNbHBIM YCIIOBHEM TPENOCTABICHUS JTUIIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEIICTB
SBIISICTCS] IPUIIOKEHHE K 3asIBIICHUIO COMCKATENS! JIUIIEH3UH MTEPEeYHS JIeKapCTBEHHBIX (OPM U (WITH)
BUOB (hapManeBTHUECKUX CYyOCTaHLINH, KOTOPbIE IPOU3BOAUTEINb JIEKAPCTBEHHBIX CPEACTB HAMEPEH
MIPOU3BOANTb.

3. B ciiydae HE0OXOAMMOCTH pacIIUpEeHus IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB 32 CYET HOBBIX
JIEKapCTBEHHBIX (JOPM H BUIOB (PapMalleBTHUECKUX CYOCTaHIIMI MPOU3BOIUTENb JIEKAPCTBEHHBIX
CPEACTB JIOJDKEH IOJIYYUTh HOBYIO JIMIICH3UIO HA IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB.

Cratbs 9. 'ocynapcTBeHHBINH KOHTPOIIb (Haa30p) B chepe oOparieHus JIeKapCTBEHHBIX CPEACTB
(B pen. ®enepanpHoro 3akona ot 25.06.2012 N 93-D3)

1. FocynapcTBeHHBIH KOHTPOIb (Haa30p) B cdepe oOpalieHus JIeKapCTBEHHBIX CPEACTB BKIIIOUAET B ceOsl:

1) TUIIEH3MOHHBIH KOHTPOJIb B chepe MPOM3BOCTBA IEKAPCTBEHHBIX CPEICTB U B chepe
(hapMaleBTHIECKON JeITEIbHOCTH;

2) denepanbHbIl TOCYIapCTBEHHBIN HAI30p B cpepe oOpalieHus JIeKapCTBEHHBIX CPE/CTB;

3) BBIOOPOYHBII KOHTPOITh Ka4eCTBA JIEKApPCTBEHHBIX CPEJICTB.
(. 3 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

2. JIMeH3MOHHBIH KOHTPOJIb B cpepe MPON3BO/ICTBA JIEKAPCTBEHHBIX CPENICTB U B cepe
(bapMareBTHIECKOM IEATEIILHOCTH OCYIIECTBISIETCS] YIOJTHOMOYEHHBIMH (heiepaibHBIM OpraHOM
WCTIOJTHUTENFHON BIACTH M OpraHaMH MCIIOJHUTENHHOHN BiIacTh cyobekToB Poccuiickoit deaepariu
COTJIACHO MX KOMIICTEHITUH B TIOPsIKE, ycTaHOBIeHHOM DemepaibHBIM 3aKOHOM OT 26 nexadps 2008
roja N 294-®3 "O 3amure npaB IOPUINIECKUX JIUL 1 HHAUBUAYAIBHBIX NPEANpUHUMATENEH TPH
OCYILIECTBIICHUHU FOCYIapCTBEHHOTO KOHTPOJIA (HaA30pa) U MyHUIMIIATBHOTO KOHTPOJIA", C y4eTOM
0coOeHHOCTe! OpraHu3aluy U NPOBEICHHUS IPOBEPOK, YCTaHOBIEHHBIX DeepaabHbIM 3aKOHOM OT 4 Mast
2011 ropa N 99-®3 "O nuieH3UPOBAHUU OTAEIBHBIX BUJOB AESITEIBHOCTH".

3. ®enepanbHBIA TOCYIaPCTBEHHBIA HAA30p B chepe oOparieHus IeKapCTBEHHBIX CPECTB
OCYIIECTBIISIETCS YIIOJTHOMOUYEHHBIMHU (heiepaibHBIMUA OpTaHaM{ UCTIOTHUTEIBHOM BIIACTH (Hajee -
Oprasbl TOCYAapCTBEHHOTO HA/130pa) COTJIACHO MX KOMIIETEHIINU B TIOPSI/IKE, yCTAHOBIEHHOM
IIpaButenscTBOM Poccuiickoit deneparuu.

4. ®denepanbHbIi TOCYIAPCTBEHHBIN HA30p B chepe 0OpaIieHus JeKapCTBCHHBIX CPECTB BKIIIOYACT B
ceOs:



1) opranuzanuio u MpoBeicHIe IPOBEPOK COOIIOICHNSI CYOhEKTaMU 00paIlleHHsI JIeKapCTBEHHBIX
CPEJICTB YCTAaHOBJIEHHBIX HACTOSAIINM PenepalbHBIM 3aKOHOM U IPUHATBIMUA B COOTBETCTBUU C HUM
WHBIMH HOPMaTHBHBIMU TIPaBOBEIMHU akTaMu Poccutickoit denepariny TpeOoBaHUI K JOKIHHHYECKAM
MCCIIETOBAHUSIM JICKAPCTBEHHBIX CPEJICTB, KIIMHUIECKIM HCCIIEIOBAHMSM JIEKAPCTBEHHBIX MIPETIapaToB,
XpaHEHUI0, IEpPEBO3Ke, BBO3Y B Poccuiickyro denepanuto, OTIyCKY, peaau3aliy JEKapCTBEHHbIX
CpEJICTB, MPUMEHEHUIO JIEKAPCTBEHHBIX MPEMapaToB, YHUUTOKEHUIO JIEKAPCTBEHHBIX CPENICTB, 4 TAKKE
COOJTFOICHYS YITOJITHOMOYCHHBIMY OpraHaMH UCTIOJTHUTEIHLHON BIIACTH CYOBEeKTOB Poccuiickoit
denepalii METOJMKH YCTAaHOBJICHHS MTPEICIBHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPEICIbHBIX
pa3MepoB PO3HUYHBIX HA0ABOK K (DaKTUUECKUM OTITYCKHBIM I[€HaM, YCTaHOBJICHHBIM IPOU3BOIUTEIISIMH
JIEKapCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE MTPETaparhl, BKIIFOUEHHBIE B TIEpeYeHb )KIU3HEHHO
HEOOXOAMMBIX M BAKHEHIITHX JIEKAPCTBEHHBIX MPENapaToB (Jajee - 00s3aTeIbHbIe TPEOOBAHMS);

2) OpraHHU3alHIO U TIPOBEICHNE MIPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOSIIINXCS B
TPpaXAaHCKOM 000pOTE, YCTAHOBJICHHBIM TPEOOBAHUSIM K X KAa4eCTBY;

3) opraHM3aIMIO U IPOBEACHUE (hapMaKOHaI30Da;

4) mpuMeHEeHHe B MOPSIKe, YCTAHOBIEHHOM 3aKOHOMaTenscTBOM Poccutickoit deneparum, Mep 1Mo
MIPECEUCHHIO BBISIBJICHHBIX HAPYIIEHUH 0053aTebHBIX TPEOOBaHUH 1 (WITH) YCTPAHEHHIO TTOCIIEACTBHMA
TaKuX HapyLICHUH, B TOM YHUCIIE IPUHATHE PELICHUS O HAX0XKICHUH JIEKAPCTBEHHBIX CPEIICTB B
oOpalrieHun, BbIIavy Mpeaniucannii 00 yCTpaHEeHWH BBISBICHHBIX HAPYIICHUH 00sS3aTENbHBIX TpeOOBaHUH
1 MMPUBJICUCHUEC K OTBETCTBCHHOCTH JIMII, COBCPIIMBIINX TAKHWEC HAPYIICHH.

(aactp 4 B pen. @enepansHoro 3akoHa ot 22.12.2014 N 429-D3)

5. depepanbHbI TOCYIapCTBEHHBIN HAA30D B cepe oOpaleHus JIeKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS B MOPSIKE, YCTaHOBICHHOM DeepanbHBIM 3aK0HOM OT 26 nekadps 2008 roma N 294-
@3 "O 3amuTe NpaB PUIXYECKUX JIUL U HHAUBUAYAIbHBIX MPEANPUHUMATENEH [IPU OCYIIECTBICHUN
TOCY/IapCTBEHHOTO KOHTPOJIS (Ha/30pa) U MyHHUIUIIAILHOTO KOHTPOIIA", ¢ y4eTOM 0COOCHHOCTEH,
YCTaHOBJICHHBIX HacTosIel cratbei. [IpeaBapuTensHoe cormacoBaHue ¢ OpraHaMH MPOKypaTyphl
CPOKOB MPOBEICHNUS BHEIIIAHOBON IIPOBEPKH CYOBEKTOB O0OpAIEHHUS JIEKAPCTBEHHBIX CPEJICTB, a TAKKE
MpEeIBAPUTEIHFHOE YBEIOMIICHUE IOPUINICCKUX JIUT, HHIUBUIYAIBHBIX MPEAIPHHUMATENIECH O HaYaie
MIPOBEICHHUSI 3TOM MPOBEPKHU He TpeOyeTcs. Opradsl MPOKYpaTyphl U3BEIIAIOTCS O POBEACHUH
BHETIIAHOBOU MPOBEPKHU CyOBEKTOB 0OpaIIeH JIEKAPCTBEHHBIX CPEICTB MOCPEACTBOM HAIPABICHIUS
COOTBETCTBYIOIIUX JOKYMEHTOB B T€UEHHE TPeX paboUunX AHEW ¢ MOMEHTA OKOHUYAHUS IPOBEICHUS
YKa3aHHOW BHEIIAHOBOW ITPOBEPKH.

(dacts 5 B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)

6. JIoJ>KHOCTHBIE JIMIIa OpraHa TOCYJapCTBEHHOTO HAA30pa B MOPAIKE, YCTAHOBICHHOM
3aKOHOATeNbCTBOM Poccuiickoit denepannu, UMET IPaBo:

1) monmy4yaTh Ha OCHOBAaHMH MOTHBHPOBAaHHBIX MICHMEHHBIX 3aIIPOCOB OT CyOBEKTOB 0OpaIieHus
JIEKapCTBEHHBIX CPEACTB, OPTaHOB UCIIOJHUTEIHPHON BIACTH CyOBeKTOB Poccuiickoit deneparum u
OpraHoB MECTHOTO CAMOYIPABJICHHUS TOKYMEHTHI M HH(OPMAIIKIO TI0 BOIIPOCaM OOpalleHHs
JIEKaPCTBEHHBIX CPEJICTB;

2) GecnpensITCTBEHHO IO MPEABABICHUH CIYKeOHOTO YIOCTOBEPEHHMS M KOITMH NpHKa3a (pacriopsuKeHus )
opraHa rocy/IapcTBEHHOTO HaJ30pa O Ha3HAUYEHWH MPOBEPKHU MOCEIIATh NCTIOIb3yeMble IOPUIMIECKUMHU
JIUIIAMU, UHIUBUTYaTbHBIMH TIPEATNPUHAMATENSMH, SBISIOIIUMUCS CyOhEKTaMH O0paIIeHHs
JIEKapCTBEHHBIX CPEZACTB, IPY OCYIIECTBICHUN CBOEH ACSITEILHOCTH TEPPUTOPUH, 3aHU, TOMEICHUS 1
COOPY’KEHHS B LENSIX MPOBEICHUS MEPOTIPUATHIA 110 KOHTPOJIIO;

3) IMPpOBOAUTH OT60p o6pa3u0B JICKApCTBCHHBIX CPCACTB, MPCAHA3HAUYCHHBIX JIA pCaiu3aliui U
pCaIN3yCMbIX CY6’LGKT3MI/I O6paI]_ICHI/I$I JICKAPCTBCHHBIX CPCACTB, AJId NPOBCPKU UX KaUCCTBA,



MPOBEICHUS NCCIIEJOBAHNM, HCTIBITAHUN B COOTBETCTBUH C MPaBHJIaMU 0TOOpa 00pasIioB,
YCTaHOBJICHHBIMH YIIOJTHOMOYEHHBIM (heIepallbHbIM OPTaHOM HCIIOTHUTEIbHOM BIIACTH;

4) BpIIaBaTh CyOBEKTaM OOpalleHus JIEKAPCTBEHHBIX CPECTB MPEANMCAHUS O IPEKPAIIEHUH HAPYIIIeHHIH
00s13aTebHBIX TPeOOBaHMIA M 00 YCTpaHEHNH BBISIBICHHBIX HApyIIEHUH 00s13aTeIbHBIX TPeOOBaHMIA;

5) HaIlpaBJIATh B YIIOJTHOMOYCHHBIC OpraHbl MaTCpUAJIbl, CBA3aHHBIC C HAPYIICHUAMU 00s13aTeNbHBIX
Tpe6OBaHI/II71, U1 peHICHUA BOIIPOCOB O BO36y)KI[eHI/II/I YT'OJIOBHBIX [€CJI IO MPpU3HAKaM HpCCTyHJICHI/Ifl.

7. BBIOOpOUYHBIN KOHTPOIh KAUECTBA JIEKAPCTBEHHBIX CPEJICTB OCYIICCTBISAETCS YIOTHOMOYCHHBIM
(benepaabHBIM OPraHOM HCIOTHHUTEILHON BIIACTH B YCTAHOBICHHOM UM IOPSKE U BKIIIOYACT B CEOSI:
1) 00paboTKy cBeAeHMA, B 0053aTEIIEHOM MOPSIKE TMPEIOCTABISIEMBIX CyOheKTaMu 00paIieHus
JIEKApCTBEHHBIX CPEJICTB, O CEPHSIX, MAPTHUIX JICKAPCTBECHHBIX CPEICTB, TOCTYIAIONINX B IPaXKIaHCKHUH
obopot B Poccuiickoii ®eaepannu;

2) oTO0p 00PA3IIOB JICKAPCTBECHHBIX CPEICTB Y CYOBEKTOB 00paIlieHHs JICKAPCTBEHHBIX CPEACTB B LEISIX
IMPOBCACHUA HUCIBITAHUN HAa UX COOTBETCTBHUE TpC6OBaHI/ISIM HOpMaTI/IBHOI\/'I JOKYMCHTallU U
HOPMaTHBHBIX IOKYMEHTOB;

3) mpuHATHE [0 PE3yNIbTaTaM NPOBEICHHBIX UCIBITAHUHN PEILICHUS O AaJbHEHIIEM IPakIaHCKOM 000poTe
COOTBETCTBYIOIIETO JIEKAPCTBEHHOT'O CPECTBA;

4) npuHATHE YIOJIHOMOYEHHBIM (pefepallbHbIM OPraHOM HUCTIONHUTEILHOMN BIACTH PEIICHHS O TIEpEeBOIC
JIEKApCTBEHHOT'O CPE/ICTBA HA MOCEPUHHBIA BHIOOPOUHBIH KOHTPOJb KAUeCTBA JIGKAPCTBEHHBIX CPE/ICTB B
ClIyda€ NOBTOPHOI'O BBIABJICHHA HECCOOTBETCTBHUA KAa4Y€CTBA JICKAPCTBECHHOI'O CPEACTBA YCTAHOBJICHHBIM
TpeOoBaHMAM 1 (TIpU HEOOXOIUMOCTH) O TIPOBEPKE CyOBEKTa OOpaIIeHUs JIEKApPCTBEHHBIX CPEJICTB.
Pacxoppl, CBsI3aHHBIE C IPOBEACHUEM MTOCEPUIHHOTO BEIOOPOYHOTIO KOHTPOJISI KAueCcTBa JIEKAPCTBEHHBIX
CpPECTB, OIUIAYHMBAIOTCS IPOU3BOAUTENIEM JIEKAPCTBEHHOTO CPEACTBA JIMOO0 JeprKaTesieM WM BiIaJelbleM
PETUCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOIO TIpernapara.

(dacte 7 BBeneHa PenepalibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

I'masa 5. PABPABOTKA, JOKIIMHUYECKUE UCCJIIEJOBAHWA
JIEKAPCTBEHHBIX CPE/ICTB, A TAKXKE KIIMHUYECKUWE UCCJIIEAOBAHUA
JIEKAPCTBEHHBIX ITPEITAPATOB J1JI1 BETEPUHAPHOI'O IPUMEHEHUA

Cratps 10. PazpaboTka iekapCTBEHHBIX CPEJICTB
1. Pa3paboTka JIekapCTBEHHBIX CPEJCTB BKIIIOUACT B C€0S MOUCK HOBBIX (hapMaKOJIOTHMUECKH aKTUBHBIX
BEIIECTB, MOCIEYIONIee N3yUeHUE UX JIEKAPCTBEHHBIX CBOWCTB, JOKIMHUYECKUE UCCIIEIOBAHNS,
pa3paboTKy TEXHOJIOTHUN MTPOU3BOJICTBA (DapMaIleBTHUECKHUX CyOCTaHIINH, pa3pabOTKy COCTAaBOB U
TEXHOJIOTUM MPOU3BOCTBA JIEKAPCTBEHHBIX MPETIAPATOB.
2. ®unaHcoBoe obecrieueHre pa3paboTKU JIEKapCTBEHHBIX CPEICTB OCYIIESCTBIISIETCS 32 CUET:
1) cpencTs denepaibHOTO OOIKETA;
2) cpeAcCTB pa3pabOTINKOB JIEKAPCTBEHHBIX CPEICTB;
3) cpeACTB MPOU3BOIUTENCH JIEKAPCTBEHHBIX CPEICTB MTPH BRIMTOTHEHUH HAYIHO-UCCIIEA0BATEITHLCKIX
paboT 1o FOTOBOPY MEXIY Pa3padOTUUKOM JIEKaPCTBEHHBIX CPEACTB M MPOU3BOAUTEIIEM JICKAPCTBEHHBIX

CPEICTB;

4) MHBIX HE 3aNpeIleHHBIX 3aKOHOAATEILCTBOM Poccutickoit Denepaliyiv HCTOYHUKOB.



3. IlpaBa pa3paboTynKa JCKapCTBEHHOTO CPEACTBA OXPAHIIOTCS TPAXIAHCKAM 3aKOHOAATECIIbCTBOM.
Crarps 11. JlokmuHIYECKOE HCCICI0BAaHNUE JIEKAPCTBEHHOTO CPEACTBA I METUIIMHCKOTO TPUMEHEHUS

1. JIOKIMHAUYECKOE MCCIIENOBAHIE JIEKAPCTBEHHOTO CPEICTBA IS MEAUIIMHCKOTO IIPUMEHEHMS
MPOBOMTCS MyTEM MPUMEHEHHS HAYYIHBIX METO/I0OB OLICHOK B IIEJISX TONYyUCHHS J0KA3aTSILCTB
0e30macHOCTH, KauecTBa ¥ 3 (HEKTUBHOCTH JICKApCTBEHHOT'O CPEICTRA.

2. IOKIIMHUYECKOE MCCIICIOBAHNE JICKAPCTBEHHOTO CPECTBA ISl MEIUIIMHCKOTO TIPUMEHCHHS
MPOBOJIMTCS B COOTBETCTBUH C MPaBUIAMH HaJUIeKanlel JJa0opaTOPHOI MPAKTUKH, YTBEPKICHHBIMU
YITIOJIHOMOYEHHBIM (heiepaibHBIM OPraHOM UCIIOTHUTEIBHON BIACTH.

(B pen. @enepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

3. Ins opraHu3anyy ¥ MPOBEACHUS JOKIMHUYECKOTO UCCIIEAOBAHMUS JIEKAPCTBEHHOTO CPECTBA IS
MEIUIMHCKOTO TPUMEHEHHUS pa3padOTUNKU JIEKAPCTBEHHBIX CPENICTB MOTYT IPUBJIEKATh HAYYHO-
HCCIIeI0BaTeNIbCKIE OpPraHu3aluy, 00pa3oBaTelbHbIC OPraHU3aIiy BBICIIET0 00pa30BaHUs, HMEIOIIUE
HEOOXOIUMYIO MaTepUAIIbHO-TEXHUIECKYIO 0a3y M KBATM(HUIIMPOBAHHBIX CIICIIUAJIICTOB B
COOTBETCTBYIOILEH 00JIaCTH UCCIICOBAHHSI.

(B pen. ®enepanproro 3akoHa ot 02.07.2013 N 185-03)

4. loxIIMHUYeCKOe MCCIIeTOBaHMe JIEKapCTBEHHOTO CPECTBA TSl MEIUIIMHCKOTO IIPUMEHEHHS
MIPOBOJIUTCS IO YTBEPKICHHOMY Pa3pab0TIMKOM JICKAPCTBEHHOTO CPECTBA IIaHY C BEICHUEM
MPOTOKOJIA STOTO MUCCIICOBAHUS U COCTABICHUEM OTUETa, B KOTOPOM COJECPKATCS PE3YIbTATHI 3TOTO
HCCJICIOBAHUS U 3aKII0YCHHE O BO3MOKHOCTHU MTPOBEICHUS KIIMHUYECKOTO UCCIICTOBAHUS
JIEKapCTBEHHOTO TperapaTa ajis MEAUITMHCKOTO IPUMECHEHHUS.

5. IlpoBenieHne MpoBEPOK cOOIIONEHHSI TPABUII HaJUIeXkKaleH 1a00paTOpHOI MPAKTUKU U IPABOBBIX HOPM
WCIIOJIb30BaHMsI JKUBOTHBIX IPU MPOBEACHNHN JOKIMHUYECKUX UCCIIEIOBAHNH JIEKAPCTBEHHBIX CPEJICTB
JUTS METMLIMHCKOTO IPUMEHEHHSI OCYILECTBISIETCS YIIOJTHOMOYEHHBIM (ellepalbHbIM OpraHoM
WICIIOJIHUTEIILHOM BJIACTH.

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

6. Pe3ynbTaThl JOKITMHHYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOT'O CPECTBA ISl MEAUIIMHCKOTO
NPUMEHEHUS] MOTYT OBbITh PEACTaBJICHBI B YIIOJTHOMOYEHHBIH (heaepanbHbIil OpraH HCIOTHUTEIBHON
BJIACTH B YCTAHOBJIEHHOM IOPSJKE B LIEJIIX FOCYAaPCTBEHHON PErucTpalyy JIGKapCTBEHHOTO IIpenapaTa.

Cratps 12. I[OKJ'II/IHH‘ICCKOG HCCJICAOBAHUC JICKAPCTBCHHOT'O CPCACTBA U KIIMHUYCCKOC UCCIICIOBAHUC
JICKApPCTBECHHOT'O IIpf€riapaTta JJIsi BETCPUHAPHOTO NIPUMCEHCHU A

1. JIOKJH/IHI/I‘ICCKOC HCCJICAOBAHUEC JICKAPCTBECHHOT'O CPEACTBA JJId BETCPUHAPHOI'0 IMIPUMCHCHUSA
IIPOBOJUTCA MYTEM ITPUMCHCHUA HAYYHBIX METOJ0B OLICHOK B LCJIAX IMOJYUCHHUA JOKA3aTCIbLCTB
6C3OHaCHOCTI/I, KadeCcTBa U 3(1)(1)6KTI/IBHOCTI/I JICKApCTBCHHOTI'O CPEACTBA, B TOM HUCJIC OIIPCACIICHUSA CPOKa
€T'0 BBIBCACHUS U3 OpraHu3Ma )KUBOTHOTO, B IICJIAX obecrneueHus 0€30MacHOCTH MNpOAYKINU KUBOTHOI'O
MMPOUCXOXKIACHUS MMOCJIC IPUMCHCHUS COOTBECTCTBYIOIICTO JICKAPCTBCHHOI'O ITpLCIiapara.

2. IOKITMHIYECKOE MCCIIeIOBAaHNE JIEKAPCTBEHHOTO CPECTBA U KIMHIUYECKOE NCCIIEJOBAHNE
JIEKapCTBEHHOTO TIperapara i BETEPUHAPHOTO IPUMEHEHHS, UCCIIEI0BaHNE OMOIKBUBAIEHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOTO TperapaTa MpOBOAATCSA B COOTBETCTBUH C MPABUIIAMH, YTBEPKACHHBIMH
YIOJIHOMOYEHHBIM (heiepaIbHBIM OPTaHOM HCTIOTHUTENBHOM BIACTH.

3. ﬂOKJ’II/IHI/I‘leCKOC HCCJIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA U KIIMHUYCCKOC UCCICIOBAHUC
JICKApPCTBCHHOTO IIpcriapaTa JJIsi BETCPUHAPHOTO NPUMCHCHUSA IIPOBOAATCS 110 YTBCPIKACHHOMY



pa3paboTUYNKOM JIEKAPCTBEHHOTO CPENICTBA TUIAHY C BEJICHUEM MPOTOKOJIOB 3TUX UCCIIEIOBAaHUN U
COCTaBJICHHEM OTYETOB, B KOTOPBIX COJIEPKATCS PE3YNbTaThl ITUX MCCIIETOBAHMIM.

4. J1nst opraHu3aiyy U IPOBeICHNUS JOKIMHIYECKOTO NCCIIeIOBAHNS JIEKApCTBEHHOTO CPECTBA H
KITMHIYECKOTO FICCIIeI0BAaHMSI JIEKAPCTBEHHOTO TIperapara Uik BETEpUHAPHOTO IPUMEHEHHS Pa3padOTIIK
JICKaPCTBEHHOT'O CPEJICTBA MOXKET MPUBIICKATh OPTaHU3aIlUU, UMEIONIUE HEOOXOIUMYIO0 MaTepUaIbHO-
TEXHUUYECKYIO 0a3y U KBATU(UITUPOBAHHBIX CIIESITUATUCTOB B COOTBETCTBYIOIICH 001aCTH UCCIICAOBAHUS.

5. Knuanueckue nucciaenoBaHus JeKapCTBEHHBIX MTPENapaToB AJIs BETEPUHAPHOIO TPUMEHEHUS
MIPOBOJATCS B BETEPUHAPHBIX OPTAaHU3AIMSAX U B OPTaHU3AINAX, OCYIIECTBISIONINX pa3BeIeHHE,
BBIpAIIBaHKUE U COACPIKAHNE KUBOTHBIX, B IIEJISX:

1) ycTaHOBIIEHHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MTPETIapaToB 370POBBIMH KUBOTHBIMH;

2) monbopa ONTUMAIHHBIX JO3MPOBOK JIEKAPCTBEHHBIX MPEMApaTOB U Kypca JIEYeHN Ha KOHKPETHOU
TPYIIIE )KUBOTHBIX C ONPE/ICIICHHBIM 3a00JICBAHUEM;

3) ycraHoBieHHs 0€30I1aCHOCTH U 3(P(PEeKTUBHOCTH JIeKapCTBEHHOTO TIpenapaTa, MpeaHa3HauYeHHOr o IS
JIeUeHHS OTIpe/IeNICHHBIX 3a00JIeBaHUH JKUBOTHBIX, MU AP (EKTUBHOCTH JIEKAPCTBEHHOTO TIpenapaTa Jjst
npoUIaKTUKH 3a00I€BaHUN 30POBBIX KUBOTHBIX;

4) n3yuyeHus: BO3MOXKHOCTEH paclIMpeHns] MOKa3aHUH K IPUMEHEHHIO 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO IpeTaparta 1 BhISBICHUS paHee HEM3BECTHBIX MOOOYHBIX AEHCTBUIL.

6. Kinuanueckoe nccienoBaHye JIEKapCTBEHHOTO Ipernapara Jjsi BeTepUHApHOTO MPUMEHEHUS
OCYHIECTBIISIETCS 3a CUET CPECTB pa3paboTUHKa JICKAPCTBEHHOTI'O CPEJICTRA.

7. OTYeTHI 0 pe3yibTaTaX JOKIMHUYECKOTO UCCIIEA0BAHUS JICKAPCTBEHHOI'O CPEACTBA U KIIMHUYECKOI'O
HCCICAOBAHMS JICKAPCTBCHHOIO IIPEIiapaTa Ajisl BETCPUHAPHOTO MIPUMCHCHUA COCTABIIAOTCSA
paSpa60T‘lI/IKOM JICKAPCTBCHHOT'O CPCJACTBA C YUCTOM 3aKJIIOYCHUN OpFaHH3aHHﬁ, MIPUHUMABIIHNX Yy4aCTHUC
B OpraHu3any U NPpOBCACHUN 3TUX HCCHGHOB&HHﬁ.

8. KoHTpons 3a mpoBeeHneM TOKITMHUYECKUX UCCIIEA0BAaHU JIEKAPCTBEHHBIX CPEACTB U KIIMHUUECKUX
HCCIIE0OBAHUN JIEKAPCTBEHHBIX IIPENAPATOB Ui BETEPUHAPHOIO IIPUMEHEHUS OCYIECTBIISIETCS
YIIOJIHOMOYEHHBIM (heiepabHBIM OpraHOM UCTIONTHUTEIBHOM BIACTH.

I'nasa 6. OCYILIECTBJIEHUE I'OCYJIAPCTBEHHOM PETUCTPALIUN
JIEKAPCTBEHHBIX ITPEITAPATOB

Crates 13. ['ocynapcTBeHHas perucTpalys JeKapcTBEHHBIX PEnapaToB
(B pen. denepanbpHOTO 3aKk0HA OT 22.12.2014 N 429-D3)

1. B Poccuiickoii @eaepanuu JOMyCKAIOTCS IPOU3BOJICTBO, M3TOTOBJICHHE, XpaHEHNE, TIEPEBO3KA, BBO3 B
Poccuiickyro denepanuto, BeiBo3 u3 Poccuiickoit denepanuu, pexiama, OTIIYCK, peaau3alusd, epeaaya,
MIPUMEHEHUE, YHUUTOKECHUE JICKAPCTBEHHBIX IPENAPATOB, €CJIM OHH 3aPETMCTPUPOBAHBI
COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (heZiepaibHBIM OpraHOM UCTIOJTHUTEBHOMN BIIACTH.

(vacts 1 B pen. @enepansHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapcTBeHHOM peruCTpaIiiy MO JIeKaT:
1) Bce nexapcTBEHHBIE MTpeTaparhl, BIIEPBhIE MOUIekKAIIe BBOAY B oOparienne B Poccuiickoit
®denepaunu;

2) nexapcTBEHHbIE MTpenapaThl, 3apeTUCTPUPOBAHHBIC PaHee, HO MPOU3BEACHHBIE B IPYTHUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHUH C IEPEYHEM HAUMEHOBAHHH JIEKAPCTBEHHBIX ()OPM, B HOBOH
JIO3UPOBKE IPH JT0KAa3aTENbCTBE €€ KIMHNUECKON 3HAYMMOCTH 1 3P PEKTHBHOCTH;



3) HOBBIEC KOMOWHAIINH 3apCTUCTPUPOBAHHBIX PaHEE JIEKAPCTBEHHBIX MTPENapaToB.

3. 'ocymapcTBeHHas! perucTpanys JeKapCTBEHHBIX MIPETapaToB OCYIIECTBISIETCS IO pe3yIbTaTaM
SKCIIEPTHU3HI IEKAPCTBEHHBIX CPEICTB, a TOCYAAPCTBEHHAS PETUCTPAIis Op(paHHBIX JEKapCTBEHHBIX
MIPETapaToB OCYMIECTBISIETCS TI0 PE3yIbTaTaM dKCIEPTH3BI JOKYMEHTOB, IPEACTABICHHBIX IS
ompeieTIeHUs] BO3MOXKHOCTH pacCMaTpUBAaTh JIEKaPCTBEHHBIN Mpenapar Jjisi MEIUIIUHCKOTO MPUMEHEHUS
TIPH OCYIIECTBICHUH TOCYIAPCTBEHHON PErUCTPAIlMU B KQ4eCTBE OPPAHHOTO JICKAPCTBEHHOTO
npenapara, ¥ o pe3yJibTaTaM SKCIIEPTU3HI JICKAPCTBECHHBIX CPEICTB.

4. T'ocynapcTBeHHAsI perUCTpAIHs IEKapCTBEHHOTO TMIPerapara OCyIIeCTBISETCS COOTBETCTBYIOIINM
YIOJTHOMOYEHHBIM (heepaTbHBIM OpPraHOM HCTIOTHUTEIHHOMN BIIACTH B CPOK, HE MPEBBIMIAIOIIHIA CTa
MIECTUIECSTA PA0OUUX JHEH CO THS MPUHATHS COOTBETCTBYIOIETO 3asBICHUS O TOCY/IaPCTBEHHOM
pETHUCTpaIlK JIEKAPCTBEHHOTO IpenapaTa. B yKka3aHHBINA CPOK BKITIOYAETCA BpeMsl, HEOOXOAMMOE ISt
MMOBTOPHOTO IIPOBEICHNUS SKCIIEPTU3HI ICKAPCTBEHHOT'O CPEJICTBA B COOTBETCTBUU CO CTaTheH 25
HacTosuiero dexepanpHoro 3akoHa. Cpok rocy1apcTBEHHOM perucTpaluy IeKapcTBEHHOr0 MpemnapaTa
WUCYHCIISCTCS CO JTHS MPUHATHS COOTBETCTBYIONIUM YIIOJHOMOYEHHBIM (he/IepabHBIM OpPraHOM
HCIIOJIHUTENFHOM BJIACTU COOTBETCTBYIOIIETO 3asIBJICHHS O TOCYAAPCTBECHHON PETUCTPALINH
JIEKapCTBEHHOTO TIperapaTa ¢ IpUiIoKeHHEeM HEOOXOAUMBIX JOKYMEHTOB TI0 JICHb BbITadl
PETHCTPALIMOHHOTO YAOCTOBEPEHU JIEKAPCTBEHHOTO MperapaTa. Bpems, HeoOXoauMoe ISl HarpaBIeHUs
YIOJTHOMOYEHHBIM (heepaTbHBIM OpraHOM MCTIONHHATENBHOMN BIIACTH 3a1IpOCca O MPEICTABICHUH
HEOOXOMMBIX MaTepUaJIOB U MPEICTABICHHS 3asiBUTEJIEM OTBETA Ha TaHHBIN 3aIIPOC B COOTBETCTBUHU CO
crathsiMu 16, 19 u 23 nHactosmero @eaepanbHOTO 3aKOHA, HE YUYUTHIBACTCS MPU UCUUCICHUN CPOKa
roCyJIapCTBEHHOM perucTpanuy JeKapcTBEHHOTO Mpernapara.

5. T'ocynapcTBEHHOM PErucTpalvi HE OJIEKAT:

1) nexapcTBEHHBIE TIpeNapaThl, U3TOTOBIEHHBIC AlITEYHHIMU OPTaHU3aIlUSIMHU, BETEPUHAPHBIMHU
arTEeYHbIMU OPraHU3ALMSIMHI, UHIUBUTYAIbHBIMU IPEANPUHUMATEISIMU, KOTOPbIE UMEIOT JTULEH3UIO Ha
(hapMaIneBTUIECKYIO JAeSITeIHbHOCTB, IT0 PEeIlenTaM Ha JIEKaPCTBEHHBIE MTperiapaThl U TpeOOBaHUIM
MEIUUUHCKUX OpraHu3aluid, BETEpUHAPHBIX OpPraHU3alINi;

2) JeKapCTBEHHbBIE TPEnapaThl, IPUOOPETCHHbIC (DU3MUSCKUMHU JIMIIAMHU 3a MpeenaMu Poccuiickoit
®denepalluy U MpeIHa3HAYEHHBIE ISl JIMYHOTO UCII0JIb30BAHUS;

3) nexapcTBEHHBIE Mpemnaparsl, BBO3UMEIE B Poccuiickyto deneparinio sl OKazaHUs MEAUITUTHCKON
MIOMOILHY IO KU3HEHHBIM MTOKA3aHUSIM KOHKPETHOIO MAllMEHTa HA OCHOBAHUHU Pa3pElIeHHUs], BBIAAHHOTO
YIOJTHOMOUYEHHBIM (heiepaTbHBIM OpPraHOM UCTIONHUTENBHOMN BIIACTH;

4) nekapcTBEHHbIE CPEICTBA, BBO3UMBIE B Poccuiickyro ®enepariiio Ha OCHOBaHUU BBIAAHHOTO
YIIOJIHOMOUYEHHBIM (heiepaibHBIM OpraHOM MCIIOIHUTEIBHOM BIACTH pa3pelleHus U MpelHa3HauYeHHbIC
JUTSI TIPOBEEHUS KIIMHUYECKHUX FCCIIeIOBAaHUI JIEKapCTBEHHBIX MPENapaToB U (MITH) MTPOBEICHHS
JKCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB I OCYIIECTBICHUS TOCYIapCTBEHHOM perucTpanuu
JIEKAPCTBEHHBIX IIPENApaTOB;

5) dpapmaneBTuUeckue cyOCTaHINH;

6) pannodapmarieBTHYECKHE JIEKAPCTBEHHBIE IIPenapaTrhl, H3rOTOBICHHBIE HEOCPEACTBEHHO B
MEIUIMHCKUX OPTaHU3aIMAX B TIOPSIJIKE, YCTAHOBICHHOM YIIOTHOMOUYEHHBIM (e/IepabHbIM OpraHOM
UCTIOJIHUTEIIHHO BIIACTH;

7) AeKapCTBEHHBIC MPENapaThl, MPOU3BOINMBIC IS SKCTIOPTA.

6. He nomyckaeTcs rocynapcTBeHHast peruCTpaLus:



1) JexapCcTBEHHBIX MPEMAapaTOB, OTIMYAIONINXCS APYT OT ApYyra KaueCTBEHHBIM COCTABOM JECHCTBYIOIINX
BEIIECTB, MOJT OJJMHAKOBBIM TOPTOBBIM HANMEHOBAHHUEM;

2) OIHOTO JIEKAPCTBEHHOTO IperapaTa, BBIITYCKaeMOT0 MTPOU3BOAUTEIIEM IO PA3IIMIHBIMI TOPTOBBIMHU
HAaUMEHOBAaHUSMH H MIPEJICTABICHHOTO HA TOCYJApPCTBEHHYIO PETUCTPAIUIO B BUIE ABYX U OoJjee
JIEKapCTBEHHBIX MIPENapaToB.

7. Io 3ampocy (B 31eKTpOoHHOU popme i Ha OyMaKHOM HOCHTENIE) CyObheKTa oOpaleHus
JIEKapCTBEHHBIX CPEJCTB COOTBETCTBYIOIINM YIIOJHOMOYEHHBIM (heZiepaqbHBIM OpraHOM
UCIIOJIHUTEIILHOM BIACTH, OCYLIECTBISIFOIUM [OCYJAPCTBEHHYIO PETHCTPALIUIO JIEKAaPCTBEHHBIX
[penapaToB, B yCTAHOBICHHOM MM HOPSIIKE OCYLIECTBIAETCS HAyYHOE KOHCYJIbTUPOBAHUE 110 BOIIPOCaM,
CBSI3aHHBIM C IIPOBEJCHNEM JOKIMHUYECKUX HCCIIEAOBAHNH, KITMHUIECKUX UCCICIOBAaHNI
JIEKapCTBEHHBIX IIPENapaToOB, SKCIEPTH3bl KaUeCTBA JIEKAPCTBEHHBIX CPEACTB, 3G HEKTUBHOCTU U
0€30MacHOCTH, C OCYIIECTBICHHEM TOCYAaPCTBEHHON PETUCTPALNH JICKAPCTBEHHBIX MIPETapaToB.
KoncynpTrpoBaHUE OCYIIECTBISETCS C MPUBJICUEHHEM (pefepallbHbIX TOCYAaPCTBEHHBIX OFOKETHBIX
YUpEeXACHUH, TOABEJOMCTBEHHBIX JaHHOMY (pefiepallbHOMY OpraHy UCIIOJTHUTEIBHOM BIACTH U HE
Y4aCTBYIOIIUX B OpraHyu3aliy MpPOBCACHU A SKCIICPTHU3EI KaUCCTBA JICKAPCTBECHHBIX CPEACTB B LICIIAX
OCYILECTBJICHUS UX FOCYAAPCTBEHHON PETUCTPALIMK B COOTBETCTBUU CO cTaThel 16 HacTOsIIEro
®denepanbHOro 3aK0HA, B BUAE OTBETa B MUCbMEHHOI (hopMe yIOJIHOMOYEHHOTO (heaepaabHOTro OpraHa
WCIIOJIHUTEILHOM BIacTH Ha 3ampoc. Pa3mep B3uMaemoil ¢ 3asBUTEIIS IUI1AaThI ONIPEAesieTcs B
COOTBETCTBHH C 3aKOHOaTensCcTBOM Poccuiickoit denepariui 06 opraHu3aIiy MpeIoCTaBICHHS
rOCYJapCTBEHHBIX M MyHHIIUIATBHBIX YCIyTr. MH(bopManus 00 OCyIIeCTBICHUN HAYYHOTO
KOHCYJIbTUPOBAHUA, B TOM YUCJIC CTAThHH, 0630}')]:»1, CIIpaBOYHbBIC MAaTCpUAJIbl U UHAA I/IH(I)OpMaHI/Iﬂ 06
OCYHICCTBJICHUN HAYYHOI'O KOHCYJIbTUPOBAHU A, PAaSMCIIACTCA Ha O(bI/IHI/IaIII)HOM caiirte YIIOJIHOMOYCHHOT'O
(henepaNbHOTO OpraHa UCIIOJHUTEILHON BIacTh B ceTd "MHTEepHET" ¢ COOI0ICHUEM OrpaHUYCHUH,
YCTAHOBJICHHBIX 3aKOHOJATENbCTBOM O IIEPCOHABHBIX AAHHBIX, KOMMEPUYECKOH U (MJIH)
rOCyJapCTBEHHOM TalHE.

8. 'ocynapcTBeHHas perucTpanus JIEKApCTBEHHBIX MIPENAapaToB, KOTOPbIE MPeIHA3HAUYEHBI IS
NPUMEHEHUS B YCIIOBUSAX BOCHHBIX JICHCTBUM, YpE3BBIYAHHBIX CUTYANNH, TPOPUIAKTHKH U JICUSHUSI
3a00JIeBaHUI U TIOPAKEHUI, TIOYYEHHBIX B pe3yJbTaTe BO3JCHCTBUS HEONAroNpPUATHBIX XUMUYECKUX,
OHMOJIOTUYECKUX, pAIMAIIHOHHBIX (PAKTOPOB, U pa3padOTaHBbI MO 33JaHUI0 (eepalbHBIX OPraHOB
UCTIOJIHUTEIbHON BIIACTH, YIOJTHOMOYEHHBIX B 00J1aCTH 000POHBI CTpaHbI U 0€30MaCHOCTH TOCYJapcTBa,
OCYILIECTBIISIETCS B MOPsAKE, ycTaHOBIEHHOM IIpaButensctBoM Poccuiickont denepanum.

Cratps 14. [IpHHIMIIEI SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEJCTB
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 9KCHepTI/I33 JICKAPCTBECHHBIX CPEACTB OCHOBBLIBACTCA HAa NIPUHIUITIAX 3aKOHHOCTH, COGHIO)IGHI/ISI npaB 1
CBOGOII YCJIOBCKaA U I'paKaaHnHa, IIpaB OPUANICCKOro JiMia, HE3aBUCUMOCTH IKCIIEPTA, 06’LCKTI/IBHOCTI/I,
BCECTOPOHHOCTHU U MOJHOTBI HCCHGHOBaHHﬁ, IIPOBOJUMBIX C UCITOJIB30BAHUEM COBPEMCHHBIX
,I[OCTI/I)KGHI/Iﬁ HAyYKU U TCXHUKHU, OTBETCTBCHHOCTHU (bez[epanLHoro TroCyaAapCTBCHHOTO 6IOI[)KCTHOFO
YUPCKACHUA 110 TPOBCACHUTIO OKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB U 3KCIICPTOB 3a MMPOBCACHUC 1
Ka4CCTBO OKCIICPTUIBI.

2. DKcnepTH3a JIEKapCTBEHHBIX MPEnapaToB ISl METUIIMHCKOTO IPUMEHEHHSI BKIIIOYAET B ce0sl:
1) sxCnIepTU3y JOKYMEHTOB, IPEACTABIEHHBIX IS OTIPEeSICHIs] BO3MOKHOCTH pacCMaTpHBATh

HeKapCTBeHHBIﬁ npenapar JJjisi MEAUIUMHCKOI'O ITPUMCHEHUA ITPU OCYINECTBJICHUN FOCYHapCTBeHHOﬁ
PErucTpanuvn B Ka4CCTBEC Op(i)aHHOFO JICKApCTBCHHOT'O MIpCIiapara,



2) BKCIEPTU3Y MPEATI0KEHHBIX METOIOB KOHTPOJIS KauecTBa JIEKAPCTBEHHOT'O CPEICTBA M Ka4eCTBa
MIPEJICTaBIEHHBIX 00Pa3IloB JIEKAPCTBEHHOTO CPEACTBA C MCIIOIB30BAHNEM 3THX METOJIOB (1asee -
SKCIIEPTH3a KauyeCcTBa JIEKAPCTBEHHOTO CPEJICTBA);

3) sKCIepTH3Y OTHOIICHHS 0’KUJAEMOH O3Bl K BOBMOKHOMY PUCKY IIPUMEHEHHS JIEKapCTBEHHOTO
mpernapara.

3. DkcnepTU3a JIEKapCTBEHHBIX MPENapaToB ISl BETCPHHAPHOTO IPUMEHEHHUSI BKJIFOUACT B Ce0s
9KCIEPTU3Y KauecTBa JEKAPCTBEHHOTO CPEJICTBA U IKCIIEPTU3Y OTHOIICHHUS 0XKUIaeMOM TOJIB3bI K
BO3MOKHOMY PHCKY IPUMEHEHHS JIEKapCTBEHHOTO Tperapara.

Crates 15. @enepanbHOE TOCyIapCTBEHHOE OI0KETHOE YUPEKICHHE TIO TPOBEACHUIO SKCIIEPTHU3EI
JIEKapCTBEHHBIX CPEZCTB

OKcrnepTu3a JIeKapCTBEHHBIX CPECTB MPOBOAUTCS (eiepalbHBIM TOCYIapPCTBEHHBIM OFOIKETHBIM
YUPEKIECHUEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (pe/IepaaIbHOr0 OpraHa UCTIOIHUTEIbHON BIIaCTH,
CO3JIaHHBIM JIJIs1 00eCTieUeHHs UCTIOTHEHHS IOJTHOMOYHH 3TOT0 (ellepalbHOro oOpraHa Mo Bblgaue
pa3pelnIeHni Ha TPOBeICHHE KIIMHNYECKUX UCCIIEJOBAaHUI JIEKapCTBEHHBIX TPETapaToB U (WIIN) IO
TOCY/IapCTBEHHOI PErHCTpaliy JIEKapCTBEHHBIX MPENaparoB (Jlajiee - KCIEPTHOE yUPESKACHHE).

Crarbs 16. Opranuzanus NpoBeICHHsI SKCIEPTU3HI JIEKAPCTBEHHBIX CPEICTB
(B pen. @enepanbpHOTo 3aKk0Ha 0T 22.12.2014 N 429-D3)

1. DkcnepTH3a JIeKapCTBEHHBIX CPENICTB MPOBOIUTCS KOMUCCHEH IKCIIEPTOB SKCIIEPTHOTO YUPEKICHHS,
HA3HAYECHHOM €T0 pPyKOBOAMTEIIEM, HA OCHOBAHUU 33JJaHUs Ha IIPOBEIEHUE KCIIEPTU3BI JIEKAPCTBEHHOI O
CpPEICTBa, BHIIAHHOTO YIIOJIHOMOUYEHHBIM (heaepabHbIM OPraHOM HUCIIONHUTEIbHON BIACTH.
PykoBoanTeNs 3KCIIEPTHOTO YUPEKACHUS 00ecieunBaeT HauIeKallee IPOBEICHNE SKCIIEPTH3bI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU C 33JaHUEM, BBIIAHHBIM YIIOJTHOMOYEHHBIM (eliepabHbIM
OpraHOM HCIIOJIHUTENIBHOM BIACTH, M OPraHU3yeT MOArOTOBKY CBOJIHOTO 3aKJIFOUEHMsI 3TOH KoMuccuu. B
COCTaB 3TOH KOMHUCCHH TI0 PEIICHHIO PYKOBOAUTEIISI SKCIIEPTHOTO YUPEKIACHUSI MOTYT OBITh BKIIFOUEHBI B
KayecTBe SKCIIEPTOB JINIA, He pa0OoTaloIie B JaHHOM 3KCIIEPTHOM YUPEKICHNUH, €CITH UX CIIeUaIbHbIe
3HAHWS HEOOXOIUMBI JUISI IPOBEICHHSI SKCIIEPTU3bI U TAKKE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM
SKCIIEPTHOM YUPEXKICHUH.

2. DKCTIepTOM TIO MTPOBEACHUIO SKCIIEPTHU3HI JIEKAPCTBEHHBIX CPEJICTB SIBIISIETCS aTTECTOBAHHBIN PAOOTHUK
OKCTIIEPTHOTO YUPEKICHHSI, KOTOPBIA UMEET BBICIIIEEe METUIIMHCKOE, (hapMalleBTHUECKOE, OUOTIOTHIECKOE,
BETEPUHAPHOE WJIM XUMHUUECKOE 00pa30BaHUE U IPOBOIUT IKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB B
MOPSIIKE MCTIOTHEHUSI CBOMX JOJKHOCTHBIX 00513aHHOCTEH (flaee - IKCIepT).

3. [Ipu mpoBeeHUH FKCIIEPTU3bI JISKAPCTBEHHBIX CPEACTB IKCIEPT HE MOXKET HAXOAUTHCSA B KAKOH-THOO
3aBUCHMOCTH OT JIMIIA, HA3HAYMBIIIETO 3Ty SKCIIEPTH3Y, pa3paboTunKa JIeKapCTBEHHOTO CPEACTBA UITH
JIPYTUX 3aUHTEPECOBAHHBIX B PE3YJIbTATAX IKCIIEPTU3BI JIULI.

4. Ilpu npoBeeHNH IKCIIEPTH3HI JIEKAPCTBEHHBIX CPEJICTB HE JIOMYCKAETCsI HCTPEOOBATh Y 3asBUTEIS
1100 MHBIX JIMI MaTepualibl, HEOOXOAUMBIE TSl TPOBEIECHUSI SKCIEPTH3bI. B ciyuae HepocTaTOYHOCTH
IIPEACTABIICHHBIX SKCIEPTY MATEPUAJIOB JUIsl 1a4y 3aKJIFOUEHHS SKCIEPT CTABUT BOMPOC O MIPENCTABICHUN
eMy HeoOXOJMMBIX MaTEepHUaIoB Nepe]] pyKOBOAUTEIEM SKCIIEPTHOTO YUPEXKIEHHUS, KOTOPHIA o0pamiaeTcs
C COOTBETCTBYIOIIMM 3aIIPOCOM B YIIOJTHOMOUYEHHBIN (eiepabHbIN OpraH UCIIOTHUTEIHHON BIIACTH,
BBIJIABIINH 3aJlaHHE Ha MTPOBEJICHUE KCIIEPTU3bI JIGKAPCTBEHHOT'O CPEJICTBA. Y Ka3aHHBIN (ellepanbHbIH
OpraH HCIIOJHUTEILHOW BIACTH B TEUCHHUE MATH paboymXx IHEH co AHSA MOCTYIUICHHS 3ampoca
PYKOBOAMTEIIS HKCIIEPTHOIO YUPEKICHUSA HAIIPABIIAET 3asIBUTEIIO 3aIIPOC O MPEACTaBICHUN
HEOOXOIUMBIX MaTepuanoB. JlaHHBIH 3apOC MOKET OBITh MEepeaH YIIOJTHOMOYCHHOMY MPEICTABUTEIIO
3asIBUTENS JINYHO T0J] paCIMCKY, HApaBJIEH IO MOYTE 3aKa3HBIM MMCHMOM WM NEpeaH B 3JIEKTPOHHON



(dbopmMe 1o TeeKOMMYHUKAIIMOHHBIM KaHallaM CBsI3U. B ciydae HammpaBleHUs JaHHOTO 3arpoca o moyre
3aKa3HBIM [TUCHMOM OH CUUTAETCS IMOJyYSHHBIM 110 UCTEUCHUH IISCTH JHEH C JaThl HAPaBICHUS
3aKa3HOTO MUCHhMA.

(gactpb 4 B pen. PenepanpHOro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuTeNb 00s3aH MPEJICTABUTH OTBET HA 3alIPOC YIOJHOMOUYEHHOTO (he/iepanbHOro opraHa
WCTIOJTHUTEILHOW BIACTH B CPOK, HE TIPEBHIIIAONINN JICBIHOCTA pA00YMX JHEH CO JHS €ro MONyUYCHUSI.
YosHOMOYEHHBIH (heepaibHBIN OpraH HCIIOJIHUTEIILHOM BIACTH, BBIJIABIINIA 33JaHUE HA TIPOBEICHUE
JKCIICPTH3BI JICKAPCTBEHHOTO CPEACTBA, B TCUCHUE IIATH pabOYUX JHEU CO JHSI MOCTYIUICHUS OT
3asIBUTENS] OTBETA HA JAHHBIH 3aIpOC HAMPABIISET TaKOi OTBET B SKCIIEPTHOE YUpekIeHue. B ciydae
HETPEeCTaBICHU 110 NICTEUCHHUH JACBSIHOCTa pabounX IHEH 3asBUTENIEM OTBETAa HA JaHHBIHA 3a1poc
YIOJTHOMOUYEHHBIN (heiepabHbIi OpraH NCIIOTHUTEIHHON BIIACTH, BRIIABIINN 33JaHE Ha IPOBEICHIE
SKCIIEPTHU3HI JIEKAPCTBEHHOTO CPE/ICTBA, B TEUEHHE MSATH pabOYHX JHEH HapaBisieT B 9KCIIEPTHOE
YUpexKICHUE YBETOMJICHHE O HEPEICTABICHUH 3asSBUTEIIEM OTBETA Ha 3alpOC YKa3aHHOTO OpraHa.
Bpewmst co aHs HanpaBJIeHHS 3aMpoca SKCIEPTHOTO YUPEIKICHHS B YIIOJTHOMOYCHHBIN (enepaabHbIid
opran HMCIIOIHUTEIbHOM BIaCTH J0 OHA MOJTYUYCHU A SKCIICPTHBIM YUYPCKACHHUEM OTBETA HAa 3alIpOC NN
YBECOAOMJICHUA O HCTIPCACTABIICHUHN OTBETA HA 3alIPpOC HC YUYHUTBIBACTCA IMIPU UCHUCIICHUU CpOKa
MIPOBEICHHSI SKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTRA.

(dacts 4.1 BBenmena PenepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

5. DKcHepT Mpy NPOBEACHNUH MOPYUCHHON €My PYKOBOIUTENIEM SKCIIEPTHOTO YUPEKICHHS IKCIIEPTU3bI
JIEKapCTBEHHOTO CPe/ICTBA 00s3aH:

1) mpoBecTH MOIHOE HCCIIeI0BaHKUE MPEICTAaBICHHBIX €My 00BEKTOB, MaTEpPHUANIOB, 1aTh 0OOCHOBAHHOE U
00BEKTHBHOE 3aKIFOUSHHE 110 TIOCTABJICHHBIM TIepe]] HUM BOIPOCaM MM MOTHBUPOBAHHOE 3aKIIFOUEHHE O
HEBO3MOKHOCTH ITPOBEICHHSI UM SKCIEPTHU3HI JIEKAPCTBEHHOT'O CPEACTBA, €CJIN IOCTABICHHBIE BOIIPOCHI
BBIXOJISIT 32 TIPE/IEIbl CIICLMATbHBIX 3HAHUH SKCIepTa, 00bEKThI NCCIIEIOBAHUI U MaTepUaIIbI
HETPUTOIHBI M HEAOCTATOYHBI JUIs IPOBEACHUS UCCIEIOBAHUN U Jauy 3aKJIIOYCHUS THO00
COBPEMEHHBIN YPOBEHb Pa3BUTHsI HAYKH HE MO3BOJISIET OTBETUTH HA TIOCTABJICHHBIE BOIIPOCHI;

2) He pasriamnarh CBEJCHHU, KOTOPBIE CTAJIN €My U3BECTHBI B CBSI3U C MTPOBEJICHUEM DKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA, @ TAKXKE CBE/ICHU, COCTABIIIOIIUE IOCYJapCTBEHHYI0, KOMMEPUYECKYIO MU
WHYIO OXpaHsIeMyIo 3aKOHOM TaifHy;

3) obecneunTh COXPAaHHOCTh NPEACTaBIEHHBIX O0BEKTOB UCCIIEIOBAHNI U MaTEPHUAIOB.

6. DKcIiepT He BIIpaBe:

1) npoBOAUTH SKCIEPTU3Y JIEKAPCTBEHHOI'O CPEZCTBA 110 OOPAILLCHUIO HETIOCPEICTBEHHO K HEMY
opraHuzanyii WM GU3MIeCKUX JIHII;

2) CaMOCTOSATCIIBHO C06I/IpaTL MaTepualibl JJI ITPOBCACHUS SKCIICPTU3BI JICKAPCTBCHHOTO CPCACTBA,
3) MMPOBOAUTH IKCHCPTUIY JICKAPCTBCHHOI'O CPECACTBA B KAUCCTBC HCTOCYAAPCTBCHHOT'O 3KCIICPTA.

7. B ciydae He0OXOAMMOCTH SKCIIEPT BIIPaBe XOJaTaCTBOBATH MEpel PyKOBOIUTENEM SKCIIEPTHOTO
YUpEXIECHUS O PUBJIEUEHUH K MPOBEJICHUIO SKCIIEPTHU3HI JIEKAPCTBEHHOTO CPECTBA APYTUX IKCIIEPTOB.

8. Kaxxprit axcniept, BXOIAIIUN B COCTaB KOMICCHH SKCIIEPTOB, KOTOPOM IMOPYICHO MTPOBEICHIE
9KCIIEPTU3BI JEKAPCTBEHHOTO CPEACTBA, HE3ABUCUMO M CaMOCTOSITEIILHO IIPOBOJIUT UCCIIEIOBAHMS,
OIICHUBACT PE3YJIbTATHI, IOJYYCHHBIC UM JIMYHO U JIPYTUMH SKCIIEPTAMHU, ¥ (POPMYIIUPYET BHIBOIBI
OTHOCUTEIBHO MOCTABICHHBIX BOMPOCOB B Mpe/eiIaX CBOMX CIIEHUATbHBIX 3HAHUM.



9. Pe3ynbTaThl 3KCIIEPTU3bI JIGKAPCTBEHHOTO CPEJICTBA O(DOPMIISIFOTCS 3aKITIOUYCHUEM KOMUCCHU
9KCIIEPTOB. B 3aKIII04eHNN KOMICCHY KCTIEPTOB YKA3bIBAIOTCS IEpedeHb UCCIIeT0BaHMi, 00BeM
MIPOBEICHHBIX KaXKIBIM IKCIIEPTOM HCCIIEOBAHUH, YCTAHOBICHHBIE KAXKIBIM M3 HUX (PaKThI U ClICITaHHBIC
B pe3yJIbTaTe UCCIIEA0BAaHUI BBIBOIBI. DKCIIEPT, MHEHHE KOTOPOTO HE COBIIAJAET C PEIIEHHEM KOMICCHU
SKCIIEPTOB, BIIPaBE BHIPA3UTh CBOE MHEHHE B TUCHbMEHHOU (hopMe, KOTOpoe MproOIIaeTcs K 3aKII0YSHUTO
KOMUCCHUHU IKCIIEPTOB.

10. DkcnepThl, BXOASIIUE B COCTAB KOMUCCUH, TTPEIYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B COOTBETCTBUU
¢ 3akoHOJaTeNLCTBOM Poccutickoit deneparuu 3a qady 3aKIFOUCHUs, COACPIKAIIETO HEOOOCHOBAHHBIC
i (haabCHQUIMPOBAHHBIE BEIBOJIBI, O YeM OHH JAIOT IMOATIHCKY.

11. Onpenenenuie ypoBHs nMpodecCHOHATFHON MOATOTOBKH SKCIIEPTOB M aTTECTANMS UX HA IPaBO
MPOBENICHHS YKCTIEPTU3bI JICKAPCTBEHHBIX CPEJICTB OCYIIECTBISIFOTCS SKCIIEPTHO-KBATH(DUKAIIMOHHBIMA
KOMUCCHSIMH B MOPSJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIUM YITOJHOMOYECHHBIM (De/iepaibHbIM OPraHOM
UCTIOJIHUTENILHOM BlacTu. YpoBeHb NpodecCHOHaTBbHOM MOATOTOBKH SKCIIEPTOB MOJICKHUT TIEPECMOTPY
YKa3zaHHbIMH KOMUCCHUAMMU HE PCIKE UCM OAWH pa3 B IIATH JICT.

12. TIpaBuia npoBeneHHs IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB M 0COOEHHOCTH HKCIIEPTU3bI OTICIIBHBIX
BUJIOB JIEKAPCTBEHHBIX MPenaparos (pedepeHTHHIX JIEKapCTBEHHBIX MIPENapaToB, BOCIIPOU3BEICHHBIX
JIEKapCTBEHHBIX IIPENapaToB, OMOJIOIMIECKUX JIEKAPCTBEHHBIX MPENapaToB, OMOAHATIOTOBBIX
(6rono00HBIX) JTEKAPCTBEHHBIX MIPenapaToB (O10aHaIOroB), TOMEONATHYECKUX JIEKAPCTBEHHBIX
npenapaToB, JIEKapCTBEHHBIX PACTUTEIBHBIX MPEMapaToB, KOMOMHAIIUH JeKapCTBEHHBIX MPEnaparoB),
(1)OpMI)I 3aKJIFOYEHUN KOMUCCHUH SKCIIEPTOB YCTAHABIUBAIOTCA COOTBCTCTBYIOIIHUM YIIOJITHOMOYCHHBIM
(enepanbHBIM OpPraHOM UCIIOJIHUTEIBHOMN BJIACTH.

(gactp 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Crates 17. [logaua u paccMOTpeHUE 3asiBICHUS O TOCYAapCTBEHHON PETUCTPAINH JIEKapCTBEHHOTO
npenapara il BETCPHHAPHOTO TIPUMECHEHHSI
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ins rocyapCcTBEHHON perucTpaliy JeKapCTBEHHOIO Ipenapara sl BETepUHAPHOTO IPUMEHEHUS
pa3paboTUUK TAKOTO JIEKApPCTBEHHOIO Mpenapara Wir YIOJIHOMOYEHHOE UM APYroe I0OpUANYECKOe JTUII0
(manee B HAaCTOSIIEH cTaThe - 3asBUTENh) MIPECTABISACT B YIIOJIHOMOUYCHHBIN (eiepaIbHbIi OpraH
WCIIOJTHUTENBHON BJIACTH, OCYHIECTBIIAIONINI FOCY 1TapCTBEHHYIO PETHCTPALHIO JEKapCTBEHHBIX
npenapaToB AJsl BETEpUHAPHOTO IPUMEHEHHUS, B 3IEKTPOHHOM hopMme niin Ha OyMaskHOM HOCHTEIE
3asBJICHUE O TOCYJapCTBEHHOW PETUCTPALK JIEKapCTBEHHOTO Mpenapara JJisl BETEpUHAPHOTO
NPUMEHEHUS], & TAKXKe B MOPSIIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (hefiepanbHbIM
OpraHOM UCTIOTHUTENBHOW BIACTH, B 3JIEKTPOHHON (popMe uir Ha OyMa)KHOM HOCHUTEJIE HEOOXOTUMEIE
JIOKYMEHTBI, 13 KOTOPHIX (POPMUPYETCS PETUCTPALMOHHOE JOChE Ha JIEKAPCTBEHHBIN MIpenapar s
BETEPUHAPHOTO IPUMEHEHHUS.

2. B 3asgBieHuun o FOCY,E[apCTBeHHOﬁ perucTpanuu JCKapCTBECHHOI'O IperiapaTta AJid BETCPUHAPHOTO
IMPUMCHCHUSA YKa3bIBAKOTCH:

1) HauMeHOBaHUE U ajpec 3asBUTENS, pa3paboTINKA U IPOU3BOIUTEIIS JICKAPCTBEHHOTO TIperapara Jis
BETEPUHAPHOTO MPUMEHEHUS U aIpeC MECTa OCYIIECTBICHUS MTPOU3BOJICTBA JIEKAPCTBEHHOTO TIpemapara
JUISL BETEPUHAPHOTO IPUMEHEHMSI (B CITydae HAIMYUSA HECKOJIBKHUX YUYACTHUKOB ITpoliecca MPOU3BOICTBA
HEO0OXOAMMO yKa3aTh KKIIOTO U3 HUX);

2) HAaMMCHOBAHUC JICKAPCTBCHHOI'O MTpeTiapaTa AJjisd BETCPUHAPHOTI'0 MPUMCHCHUSA (MC)K,I[yHapO,Z[HOC
HCIMMATCHTOBAHHOC, WJIU I'PYIIIUPOBOYHOC, NN XUMHUYCCKOC U TOPTrOBOC HaI/IMCHOBaHI/Iﬂ);



3) nmepedeHb NEHCTBYIONTUX U BCIIOMOTATEILHBIX BEIIECTB, BXOAIINX B COCTAB JICKAPCTBEHHOTO
mpenapara st BETCpUHAPHOTO MPUMEHEHHS, C YKa3aHUEM KOJIMYeCTBa KaKIOTO U3 HUX;

4) nmekapcTBeHHAs Gopma, TO3UPOBKA, CHOCOOBI BBEICHHUS U TPUMEHEHUS, CPOK TOTHOCTH
JIEKapCTBEHHOT'O TIperapara Jiisi BETepUHAPHOTO TPUMEHCHUS;

5) papmakoTepaneBTHUECKas TPYIINa;

6) HeOOXOAUMOCTh MPUMEHEHHUS YCKOPSHHOM MPOIIEAYPhI KCIIEPTH3BI IEKAPCTBEHHBIX CPEICTB B IEIAX
TOCYApPCTBEHHOW PETHCTPAIMH JICKAPCTBEHHOTO Mpernapara;

7) Konu# JOKYMEHTOB, TIOATBEPKAAIONINX YIIATy TOCYAapCTBEHHON TOIUTHHBI:

a) 3a IPOBECHHUE IKCTIEPTU3BI KAYECTBA JIEKAPCTBEHHOI'O CPE/ICTBA U IKCIIEPTU3HI OTHOLICHHUS
0’KHMJJaeMOH TOJIb3bI K BO3MOKHOMY PHUCKY IIPUMEHEHUS JIeKapCTBEHHOTO Mperapara sl BETepUHApHOT0
MIPUMEHEHUS TIPU ero rocy1apCTBEHHOM perucTpaluy;

0) 3a BBIAAYY PErUCTPALIMIOHHOTO yIOCTOBEPEHNUS JIEKAPCTBEHHOTO IIpenapara;

8) Hammume coriacusi, MPeIyCMOTPEHHOTO YacThi0 7 HACTOSIIECH CTaTbH, €CIIM C MOMEHTA PETHCTPAIiN
pedepeHTHOro JeKapCTBEHHOTO Ipenapara Juisi BETepPHHAPHOTO IPUMEHEHHS MTPOIIUIO MEHEe YeM IIECTh
JeT.

(B pen. @enepanbpHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PeructpanoHHO€ AOChE B LIESAX 3KCIEPTU3bI JIEKAPCTBEHHOTI'0 NIpenapara [yl BETEpUHAPHOIO
npUMeHEHUs] (OPMUPYETCS U3 CIEAYIOINX JOKYMEHTOB:

1) xonusl JOKyMEHTa Ha PYCCKOM SI3BIKE, BBIIAHHOT'O KOMIIETEHTHBIM OPTaHOM CTPaHbI IPOU3BOJUTEIS
JUTSL KaKJOW IPOM3BOICTBEHHOM IUIOIIAIKN PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpenapara Juist
BETEPUHAPHOTO MTPUMEHEHUS (B TOM YHUCIIE IS IPOU3BOAUTEIS (hapMarieBTUIECKON CyOCTaHIINH ),
3aBEPEHHOI0 B YCTAHOBJICHHOM IOPSAIKE U NOJTBEPAKAAIOIIETO COOTBETCTBUE IIPOU3BOUTEIS
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TperapaTa il BETepUHAPHOTO MPUMEHEHHU TPeOOBaHUAM MTPABUI
HaJIJIeXKAaIIeH MPOU3BOJCTBEHHOM MPAKTHKH, JIMOO KOMHS JIMIIEH3NH Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEJICTB ISl BETEPUHAPHOTO MIPUMEHEHUS ISl POCCUICKUX MPOU3BOJUTENEH;

2) Komus 3aKJIIOYEHHUSI O COOTBETCTBUU NMPOU3BOIUTENS JIEKAPCTBEHHOIO Tperapara JUIsi BETepUHAPHOTO
NPUMEHEHUs TpeOOBaHUIM MIPAaBUII HaJJIeXkKAaIleH IPOM3BOACTBEHHOM NMPAKTHKHU, BBIAAHHOTO
YIIOJIHOMOUYEHHBIM (heiepalibHBIM OpraHOM MCTIOJIHUTEIBHOM BIACTH JUIS K101 TIPOU3BOICTBEHHOM
TUTOMIAJIKA PETUCTPUPYEMOTO JIEKApCTBEHHOTO Tpenapara Jjisl BETepUHAPHOTO MTPUMEHEHUS (B TOM YHCIie
JUTSL IPOM3BOUTEIIST (hapMaIeBTHUECKON CYyOCTaHIINM ), TNOO KOMHSI JIMIIEH3UH Ha IPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB JUIs1 BETEPUHAPHOTO IPUMEHEHHMS U1l POCCUMCKUX IIPOU3BOUTENEH;

3) mpoeKT HOPMATHBHOT'O JOKYMEHTA Ha JIEKApCTBEHHBIN Mpenapar Aj1sl BETEpUHAPHOTO IPUMEHEHUS;
4) NOKyMEHT, CoAeprKallii ciieIyonryto nHpopMarmo o GapManeBTUIECKO CyOCTaHIIMN T
(bapMareBTHIECKUX CyOCTaHIIMAX, BXOISIINX B COCTAB JIEKAPCTBEHHOTO TIperniapara Jijisl BeTepUHAPHOTO
MPUMEHEHUS:

a) HaMMeHOBaHUe (papMaIeBTHUECKON CyOCTaHIINA, €€ CTPYKTypa, OOIITHE CBOMCTRA;

6) HAaMMCHOBAHUC U aIpCC NPOU3BOAUTECIIA,



B) TEXHOJIOI'UA ITPOU3BOJCTBA C OITMCAHUEM cTraauit MIPOU3BOJACTBA U METOAOB KOHTPOJIA Ha BCEX CTAAUAX
IIPOU3BOJICTBA,

T) nHGOPMAIHS O TIPUMECSX;

) crienudukanus Ha (papMaleBTUICCKYI0 CyOCTaHITHIO;

€) OMUCAaHUEe METOINK KOHTPOJIS Ka4eCTBa,;

JK) pe3yNbTaThl aHATTN3a Cepuil (papMarleBTHIECKOI CyOCTaHIH;

3) TIepeueHb CTAaHAAPTHBIX 00Pa3IOB HITH BEIIECTB, UCIOIB3YEMBIX IIPH OCYIIECTBICHNH KOHTPOJIS
Ka4yecTBa;

1) OITUCAHHUE XaPAKTEPUCTHK U CBONCTB YIIAKOBOYHBIX MaTEPHAJIOB U YKYIIOPOUHBIX CPECTB;
K) JaHHBIC O CTAOMJILHOCTH;
J7) CPOK TOJHOCTH, YCIIOBHSI XPaHCHUS;

5) oT4eT o pe3yibTaTax AOKIMHHYECKOTO UCCIIEAOBAaHNS JIEKAPCTBEHHOI'O CPENICTBA AJISl BETEPUHAPHOTO
NPUMEHEHUS;

6) OT4YeT 0 pe3yibTaTax KIMHUYECKOI0 UCCIIE0BaHMsI IEKapCTBEHHOIO NIpenapara Ui BETEPUHAPHOTO
MIPUMEHEHUS Y KaX/I0TO BU/a )KMBOTHBIX, YKA3aHHBIX B HHCTPYKILUH 110 BETEpUHAPHOMY IPUMEHEHHUIO;

7) IPOEKT MHCTPYKIHU 110 BETEPUHAPHOMY PUMEHEHHIO JICKApCTBEHHOTO Npenapara, coiepxKariei
CJICAYIOIINE CBEICHUS:

a) HaMMEHOBaHME JIEKAPCTBEHHOT'O Tpernapara Jijisi BETEpUHAPHOTO MPUMEHEHUS (MEXTyHapOIHOE
HEMaTeHTOBaHHOE, WK TPYIIHPOBOYHOE, MITM XUMHUYECKOE I TOPrOBOE HAMMEHOBAHU);

0) nekapcTBeHHas opMa ¢ yKazaHMEM HaUMEHOBAaHUH M KOJIMUYECTBEHHOIO COCTaBa JIEHCTBYIONIUX
BEIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB;

B) OIMMCAaHNEC BHCIIHCTO BUIA JICKAPCTBCHHOI'O IIpCTiapaTa AJisi BETCPUHAPHOI'0 IPUMCHCHMUS

r) papMakoTepaneBTUYECKas TpyIIa JIeKapCTBEHHOTO Mpernapara JUisi BETEPHHAPHOTO MPUMEHEHUS HITH
yKa3zaHue "rToMeonaTndecKi JeKapCTBEHHBIN mpenapar";

1) hapmakonuHamMuka ¥ GpapMaKOKHHETHKA (33 UCKITIOUCHHEM (apMaKOKMHETUKH FOMEOIaTHIECKUX
JIEKaPCTBEHHBIX MPENapaToB U PACTUTENLHBIX JICKAPCTBEHHBIX MIPETIapaToOB) UIH OMHCAHNE
UMMYHOOHOJIOTUYECKUX CBOWCTB JICKAPCTBEHHOTO Tpernapara;

€) MOKa3aHus JJIsl NPUMEHCHHUS,

) MMPOTUBOINOKA3aHUS JIJIsl IPUMECHEHUS;

3) MEpHI PEAOCTOPOKHOCTH MPH MPUMEHEHNN;

I/I) YKa3aHUC BO3SMOXKHOCTH U 0co0eHHOCTEH MMPUMCHCHUA Y 6€peMCHHBIX JKMBOTHBIX, Y )KUBOTHLIX B
Nepuo[J JJaKTallkuK, Y MIOTOMCTBA ) KUBOTHBIX;



K) PEXKUM JTIO3UPOBAHUS, CITIOCOO BBEJIEHUS U IPUMEHEHUS, IPH HEOOXOTUMOCTH BpeMsl IipremMa
JIEKapCTBEHHOTO TIperapara i BETEPUHAPHOTO IPUMEHEHHS, TIPOIOIDKUTEILHOCTD JICUSHHS,

JI) BO3MO>KHBIE TIOO0YHBIE JeMCTBHA, HeXKelaTeIbHbIe peakllny MPU IPUMEHEHNH JIEKapCTBEHHOTO
rperapara il BETEpUHAPHOTO IPUMEHEHHUS;

M) CUMIITOMBI NIEPEA03UPOBKH, MEPHI MO OKA3aHUIO IIOMOIIY TPH NEPE03UPOBKE;
H) B3aMMOJICHCTBHUE C APYTUMH JICKAPCTBECHHBIMU MpenapaTaMy U (W) KOpMaMH;
0) GhopMBI BBIITyCKa JIEKAPCTBEHHOI'O TIpeTapara sl BETEpUHAPHOTO IPUMEHEHNS;

1) yKazanne (Ipu HeoOXOTUMOCTH) OCOOEHHOCTEH NeCTBHS JIEeKapCTBEHHOTO MIperapara s
BETEPUHAPHOTO IPUMEHEHHS TTPY MIEPBOM MIPUEME WIIU TIPU €r0 OTMEHE;

p) onucanue (pu HEOOXOAUMOCTH ) ACUCTBHI BETEPHHAPHOTO Bpaya (BETepHHAPHOTO (eNbIIepa),
WHOTO CIIE[UaJIiCTa B 001aCTH BEeTEpUHAPHH, BIIaAesblia )KHBOTHOTO NIPH MPOITYCKE TprUeMa OJHON HITH

HECKOJIBKHX 103 JIEKApCTBEHHOI'O TIpenapara JIisi BETepUHAPHOTO IPUMEHEHNS;

C) CPOK TOTHOCTH U YKa3aHHE Ha 3arpeT IPUMEHEHHs JIEKapCTBEHHOT' 0 MpernapaTa i BETEPUHAPHOTO
MPUMEHEHHS 110 HCTEYEHUH CPOKa TOIHOCTH;

T) YCIIOBUS XpaHEHHUS;

y) yKa3aHue Ha HeOOXOAMMOCTh XPaHEHHUs JIEKAPCTBEHHOTO IperapaTa JJisi BETEPUHAPHOTO IPUMECHEHHUS
B MecTaX, HEOCTYIHbIX AT JeTeH;

&) ykxazanue (Ip1 HeOOXOAUMOCTH) CHEUUAIBHBIX MEP IPEAOCTOPOKHOCTH PU YHHUTOKECHUU
HEHCIIOJb30BAHHBIX JIEKAPCTBEHHBIX PENapaToB JjIsl BETEPUHAPHOTO IPUMEHEHNS;

X) CPOKHM BO3MOKHOT'O MCIIOJIb30BAaHUS MPOIYKITUH )KUBOTHOTO MPOUCXOXKACHHUS TIOCIIE BBEICHUS
JKHBOTHOMY JIEKAPCTBEHHOIO Ipernapara Jyuisi BETEpPUHAPHOTO IIPUMEHEHHS];

I1) yCJIOBHUS OTITYCKa;

I'I) HAaMMCHOBAHUA U aipeca MPOU3BOJACTBCHHbBIX IJIOMIAAOK IPOU3BOAUTECIIA JICKAPCTBECHHOI'O IIpCiapaTa
AJI1 BETCPpUHAPHOI'O IPUMCHCHU S

) HANMEHOBaHUE, aJPec OPraHU3aINH, YIIOJTHOMOYEHHOH IepKaTesIeM WIIN BIIaIeNIbIIEM
PETUCTPAITMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO TIpeTiapaTa Ha IPUHSITHE IPETEH3UN OT

MOTPeOnTENS;

8) MPOEKTHI MaKEeTOB MEPBUYHOM YIIaKOBKM M BTOPHYHOM YIAaKOBKHU JIEKAPCTBEHHOTO ITpernapaTa JJist
BETEPUHAPHOIO IPUMEHEHHS;

9) crnenyrolue CBEACHUS O JICKAPCTBEHHOM TIpernapare Jijisl BeTepUHAPHOTO MPUMEHEHNSI:
a) OIMCAaHKE U COCTAB JICKAPCTBEHHOTO MperapaTa Uik BETEPUHAPHOIO IIPUMEHEHHUS,
0) onrcaHue apMareBTHUECKOI pa3paboTKy;

B) OIMUCaHMEC Mpo1ecca MPOonU3BOACTBA U €0 KOHTPOJIA,



T') ONMCAaHKUE KOHTPOJISI KPUTHYECKUX CTAAUIl IPOU3BOJICTBA U IPOMEIKYTOYHON MPOIYKIIHH;
J) HANMEHOBAHUS U ajipeca pa3paboTyrKa, AepKaTess WK Bla/iesbla PerucTPaluoHHOTO
yIOCTOBEPEHUSI JIEKAPCTBEHHOTO MpenapaTa, POU3BOACTBEHHBIX ILIONIAI0K TPOU3BOAUTEIIS
JIEKapCTBEHHOT'0 Iperapara Jjisi BETepHHAPHOTO MPUMEHEHHS;

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

) apMmareBTHUECKass COBMECTUMOCTE;

’K) MUKPOOHOJIOTHIECKUE XapaKTePUCTHKH;

3) MaTepralbHBIN OaNaHc s TPOU3BOJICTBA CEPUHU TOTOBOTO MPOIAYKTA;
1) OITUCAHNE XapaKTEPUCTHK M CBONCTB YIAaKOBOYHBIX MaTEPHAJIOB U YKYITOPOUHBIX CPECTB;

K) TOKyMEHTAJILHOE TOATBEPKICHNE (BATUAAIINS) TTPOLIECCOB U (WIN) UX OICHKA;

1) TpeOOBaHMS K Ka4eCTBY BCIIOMOTaTENILHBIX BEIECTB (cepTrdukar, cnenudukanyis Ha
BCIIOMOTaTeJIbHBIE BEIIECTBAa U UX 000CHOBAHUE);

M) AHAJIMTUYCCKHUE METOJAUKHU, UCTIOJIb3YEMBIC IIPU OCYIIECTBIICHNU KOHTPOJIA Kau€CTBa
BCIIOMOTI'aTCJIBHBIX BCIICCTB,

H) IOKyMEHTAJIBHOE MOATBEPKICHUE (BATHIAINS ) aHAIUTUICCKUX METO/MK, UCIIOIb3yEeMbIX MTPH
OCYILIECTBJIEHUH KOHTPOJISI KAU€CTBA BCIIOMOTATEIbHBIX BEUIECTB;

O) I/IH(bOpMaI_II/IH 00 MCIOJIB30BAHUH BCIIOMOTaTCIbHBIX BCUICCTB YCJIIOBCYCCKOI'O M )KUBOTHOT'O
MMPOUCXOXKIACHUS,

1'[) I/IH(i)OpMaLII/ISI 00 UCIIOJIB30BAHMU HOBBIX BCIIOMOTaTEIIbHBIX BCIICCTB,

p) TpeOOBaHMS K KA4eCTBY JIEKAPCTBEHHOTO IIperapaTa JJisi BETEPHHAPHOT0 IpUMeHeHus (cepTudukar,
cnenuuKaIys Ha JeKapCTBEHHBIN Mpenapar 1 uX 000CHOBaHUE);

C) AHAJIIMTUYCCKUC MCTOAUKH, UCTIOJIb3YCMbIC TPHU OCYIICCTBIICHUH KOHTPOJIAL KAaY€CTBA JICKAPCTBECHHOT'O
npenapara ajisi BETCPpUHApPpHOTO IPUMCHCHUS

T) JAOKYMCHTAJIbBHOC MOATBCPIKACHUC (BaJ'II/I,Z[aI_II/ISI) AHAJIMTUYCCKUX METOJAUK, UCIIOJIBb3YCMbIX IIPH
OCYIICCTBJICHUN KOHTPOJIA KA4€CTBa JICKAPCTBCHHOI'O IIpe€TiapaTa 1Jid BETCPUHAPHOI0 IIPUMCHCHMA

y) JIOKYMEHT, ITOATBEPKIAIOIINH KauyeCTBO JIEKApCTBEHHOTO TpernapaTa TPeX MPOMBIIUIEHHBIX CepHil
(IPOTOKOI aHAIM3A WM CEPTU(UKAT aHAJIM3a), OJJHA CEPUsl KOTOPOTO JI0JKHA COBIAATh C CEpPHEH
o0pa3ia JIeKapCTBEHHOTO MpenapaTa, IOAaHHOT0 Ha PErHCTPaLHIo;

&) xapakTeprCTHKa IPUMECEii;

X) TIepeveHb CTaHaPTHBIX 00Pa3IOB, UCIIOIB3yEMBIX IIPH OCYIIECTBICHUN KOHTPOJIS KauecTBa
JIEKAPCTBEHHOT'O IIpenapara Uil BETEpUHAPHOIO IPUMEHEHUS;

I1) TaHHBIE O CTAOMIIHLHOCTH JIEKAPCTBEHHOTO Mpernapara JJisl BETepUHAPHOTO MPUMEHEHNS;

10) xonus JOKyMEHTa, COAEPIKaIIero HHGOpMaLrio O HATMYUHN WIK 00 OTCYTCTBUH (DaKTOB PETHCTPALIUH
JIEKapCTBEHHOTO NIpenapaTta il BETEpUHAPHOTO IPUMEHEHHN 3a IpenenaMu Poccuiickoit deneparuu;



11) cornacue B muChbMEHHOU (popMe, MPEeyCMOTPEHHOE YaCThIO 7 HACTOSIICH CTAThH, B CIIydac
perucTpanyu BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O MpeTapara;
(B pen. @enepanpHoro 3akoHa ot 13.07.2015 N 241-D3)

12) xonus AOKyMEHTA Ha PyCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBIEHHOM TOPSIKE ¥ ITOATBEPIKIAIOIIETO
MIPaBOMOYHOCTb 3asIBJICHUS O TOCYJaPCTBEHHON PETUCTPAIUH JICKAPCTBEHHOI'O Mpenapara JJis
BETEPUHAPHOTO IPUMEHEHHUS (JIOBEPCHHOCTB ).

4. Ilpu npoBeieHUH YCKOPEHHON MPOLIEYPhI SKCIEPTU3HI JIEKAPCTBEHHOTO MperapaTa s
BETEPUHAPHOTO IPUMEHEHHS B IEJISIX €r0 FOCYIapCTBEHHOM PETHCTPALINN MOXKET MPEICTABIATHCS
nH(pOpMAIHs, TOTyIeHHAas P MPOBEICHUH KIMHUYECKUX MCCIIeTOBAaHUH JIEKapCTBEHHOTO MperapaTa u
OIyOJTMKOBaHHAS B CIIEITUAIM3UPOBAHHBIX TIEUATHBIX U3IAaHUX, & TAK)KE JTOKYMEHTHI, COJIEpIKalline
pe3yIbTaThl UCCIIETOBAaHUS OMOIKBIUBAIIEHTHOCTH JIEKAPCTBEHHOTO MperapaTa isi BETEpHUHAPHOTO
MIPUMEHEHUSL.

5. Ha akcriepTu3y pa3iniHbIX JIEKApCTBEHHBIX (DOPM OHOTO U TOTO e JIEKApCTBEHHOTO Tpernapara Jyist
BETEPUHAPHOI0 IPUMEHEHUS 3aIBUTENb MPEACTABISIET OT/IENbHbIE 3asBICHUS U PETUCTPALMOHHBIE TOChE
Ha KaXAYIo JIeKapcTBeHHYI0 (opmy. [Ipu ycioBun onHOBpEeMEHHON OAAaYH Ha SKCIEPTH3Y OAHOM
JIEKapCTBEHHOU ()OPMBI € pa3IMYHBIMU JO3UPOBKOM, KOHLEHTpALUEH, 00beMOM 3asIBUTENb IPEICTABISET
OJTHO 3asIBJICHUE U PETUCTPALIMOHHOE JOChE C MPHIIOKEHUEM MAaKETOB YIIAKOBOK Ha KaXAYIO TO3HPOBKY,
KaXyI0 KOHIIEHTPALHIO, KK 00bEM U KaXKI0€ KOJIMYECTBO 7103 B YIIAKOBKE.

6. 3asgBHUTEID BIIpaBC MPpEACTaBUTDH 110 CcOOCTBEHHON HMHUIIMAaTUBE BMECTC C 3asBJICHUEM O
roCy/IapCTBEHHOM perucTpaluy JIeKapCTBEHHOTO MpenapaTa JUisi BETepUHAPHOTO IPUMEHEHHUS
JOKYMCHTBI, IIOATBCPKAAIOIINEC YIUIATy FOCYILapCTBeHHOﬁ IMMOUIJIMHBI U YKa3aHHBIC B ITYHKTC 7 yacTtu 2
HACTOSAIIEH cTaThy. B ciydae ux HenmpeACTaBIeHUS COOTBETCTBYOIINH YITOTHOMOYEHHBINH (hefiepatbHbIi
OpraH MCIIOJHUTEIIHON BIACTH NPOBEPsieT (akT yIIaThl 3asBUTENIEM rOCYJapCTBEHHON MOIIIHHEI
MOCPEICTBOM HCIOJIb30BaHU HHPOpMaIK 00 yIuiaTe rocyJapCTBEHHON MOIIMHEL, COAEpsKalleics B
I'ocynapcTBeHHOH MH(GOPMALMOHHON CHUCTEME O TOCYAaPCTBEHHBIX M MyHHLUIIAJIBHBIX IJIATEXax, Ha
OCHOBAHUH NMPEACTABJICHHBIX 3asBUTCIIEM KOIIHM JOKYMCHTOB, IMOATBCPKIAIOMIUX YILIATY
rOoCyJIapCTBEHHOM MOILIAHBI.

7. He nomyckaeTcs UCTIOJIb30BaHNE B KOMMEPYECKHUX TIeIsIX HHPOPMAIMK O pe3ysibTaTax JOKIMHUIECKUX
UCCIIEIOBAaHUH JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX MCCIICAOBAHHUMN JIEKAPCTBEHHBIX MPETapaToB IJist
BETEPHUHAPHOTO IIPUMEHEHUS], IPEICTABICHHON 3asBUTEIEM AJIsl TOCYJapCTBEHHON perucTpanyuu
JIEKapCTBEHHBIX IIpeNapaToB, 0€3 ero corjlacks B TEYEHUE LIECTH JIET € IaThl TOCYIapCTBEHHOM
peructpanuu peepeHTHOro JIeKapCTBEHHOro npenapara B Poccuiickoit @enepanuu.

Crarps 18. Ilogava u paccMOTpeHHE 3asBICHUS O TOCYIAPCTBEHHONW PETHCTPAITUH JICKAPCTBEHHOTO
Ipenapara Juisi MEAUIIMHCKOTO IPUMEHEHUA
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1. I rocy1apCTBEHHOM PETUCTPALIUH JIEKAPCTBEHHOTO Mpenapara il MEAUIIMHCKOTO TPUMEHEHNUS
IOPUINYECKOE JINIIO, ISHCTBYIONIEEe B COOCTBEHHBIX HHTEPECaxX MM YIIOJIHOMOUYEHHOE MPEACTaBIATh
MHTEPECHI APYTroro IPUANUECKOro JIUIA U 3adBIIAIOLIee JEKapCTBEHHBIN MpenapaT Ha rocy1apCTBEHHYIO
perucTpanuio (1ajgee B HaCTOAIICH CTaThe - 3asBUTEND), IPEICTABIISIET B YIIOJIHOMOYEHHBIH
(benepanabHbIA OpraH HCIOJTHUTENFHON BIIACTH, OCYIIECTBISIONINN TOCYIapCTBEHHYIO PETUCTPAIINIO
JIEKApCTBEHHBIX MTPENapaToB JIIsi MEJAUITUHCKOTO MPUMEHEHUS, B JJIEKTPOHHOU (hopMe U Ha OyMaKHOM
HOCHTEJIE 3asBJICHUE O TOCYAAPCTBEHHON PErMCTPALAN JIEKAPCTBEHHOTO IIpenapara JUisi MEJUIIMHCKOTO
MPUMEHEHUS], & TAKXKe B MOPSIZIKE, YCTAHOBJICHHOM yIIOJTHOMOYEHHBIM (peiepabHbIM OPTaHOM
WCIIOJIHUTETILHOM BIIaCTH, B 3JIEKTPOHHOU opMe U Ha OyMaKHOM HOCUTEJIE HEOOXOJUMbIE JOKYMEHTHI,
13 KOTOPBIX (hOpMUPYETCs pErUCTPalMOHHOE AOChE Ha JIEKaPCTBEHHBIH MpernapaT i MeIUIHHCKOTO
IIPUMEHEHUS.



(gacth 1 B pen. @enepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

2. B 3asBIieHUM 0 TOCYJapCTBEHHON PEerrCTpaIiy JEKapCTBEHHOTO Mpernapara i MeIUIIHHCKOTO
MIPUMEHEHUS YKa3bIBaIOTCS:

1) HaMMEHOBaHHKE U aJpeC 3asABUTEIS M IIPOU3BOAMTENS JIEKAPCTBECHHOTO Mpenapara JAJisi MEIUIIMHCKOTO
NPUMEHEHUS U aJJpec MeCTa OCYLICCTBICHHUS €ro MPOU3BOJICTBA (B CIIy4ae HAIMYHUS HECKOJIBKUX
Y4YaCTHHUKOB IPOILIECcca MPOM3BOICTBA HEOOXOIUMO YKa3aTh KaXJI0T0 YYaCTHHUKA B COOTBETCTBUH C
OCYIIECTBIISIEMOU CTauell IPOU3BOICTRA);

2) HauMeHOBaHMe JIEKAPCTBEHHOTO MpeTapaTa Uil MEAUINHCKOTO IPUMEHEeHH (MeKIyHapOIHOE
HENATeHTOBAaHHOE, WV TPYIIHPOBOYHOE, FITH XUMHUYECKOE ¥ TOPTOBOE HANMEHOBAHH);

3) MEepeUCHb HeﬁCTBy}OHIHX 1 BCIIOMOTaTCJIbHBIX BCUICCTB, BXOAANIUX B COCTAB JICKAPCTBECHHOT' O
npernapara ajid MCAUIUHCKOro IPUMEHCHH, C YKAa3aHUEM KOJIMYCCTBA KaXXJ0I'0 U3 HUX,

4) nexapcTBeHHas popma, JO3UPOBKA, CIIOCOOBI BBEACHUS U IIPUMEHEHHS, CPOK TOAHOCTH
JIEKApCTBEHHOTO TIpernapara Jiuisi MEUIHHCKOTO TPUMEHCHUS;

5) ¢apmakoTepaneBTHUECKas IPYIIa, KOJ aHATOMO-TEPANIEBTHUECKO-XUMHYECKON KJIACCH(DHUKAIINH,
pekoMeHa0BaHHOU BeceMupHoO# opranuzanueil 31paBoOXpaHeHuUs, 3asIBIsIEMbIE TOKA3aHUS IS
IMPUMCHCHUA JICKAPCTBCHHOTO Ipcrapara JJisi MCAUIUHCKOI'O IPUMCHCHU A,

6) OTCYTCTBHE HEOOXOIMMOCTH IIPEAOCTABICHUS OTUETa O Pe3yJIbTaTaxX KIMHUYECKOTO UCCIIEI0BaHus,
UCCcIieT0OBaHusl OMOIKBUBAIICHTHOCTH JIEKAPCTBEHHOTO NpenapaTa, pa3peuieHHOro sl MEAUIIUHCKOTO
npuMeHeHus B Poccuiickoit @enepanmu 6oree ABaANATH JIET, C yKa3aHUEM HOPMAaTHUBHBIX ITPABOBBIX
AKTOB, TIOATBEPKAAIOIINX JaHHBIA CPOK IPUMEHEHUS;

7) HeoOxoarMOCTh 0(OpMIIEHHS pa3pelleHus Ha BBo3 B Poccuiickyio denepannio KOHKPETHOH NapTHH
3aperuCTPUPOBAHHBIX U (WIN) HE3aperuCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, IPEeIHA3HAYSHHBIX JJIS
IIPOBEICHUSI SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B LESAX I'OCYAAPCTBEHHON PETUCTPaLUy;

8) He0OX0AUMOCTD MPOBEJCHUS IKCIIEPTHU3HI IOKYMEHTOB, ITPEICTABICHHBIX JJIS ONPEIeIeHUs
BO3MOKHOCTH PacCMaTpPHUBATh JIEKAPCTBEHHBIN NpenapaT UIsl MEUIIMHCKOTO IPUMEHEHUSI TPH
OCYILIECTBIICHUHU FOCYJapCTBEHHON PETMCTPALIMM B KauecTBE Op(aHHOrO JIEKapCTBEHHOT'O Mpenapara;

9) He0OX0AMMOCTh MPUMEHEHHS YCKOPEHHOH MPOLeTyPhl 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LIEIAX
rOCy/IapCTBEHHOM perncTpalyi JIeKapCcTBEHHOTO Mpenapara;

10) koMU TOKyMEHTOB, MMOATBEPKIAIOIINX YIUIATy TOCYIapCTBEHHOM MOIITHHEIL:

a) 3a IPOBCACHHUEC SKCIICPTU3BI JOKYMCHTOB, IPCACTABJIICHHBIX AJId ONIPCACICHUS BO3SMOXKHOCTHU
paccMaTpuBaTh J'IeKapCTBeHHBIﬁ npenapar ajrsi MCAUIUHCKOT'O IIPUMCHCHUSA TTPU OCYIECTBJICHUN
FOC}’,E[apCTBeHHOﬁ perucTpainu B Ka4CCTBEC Op(l)aHHOFO JICKApCTBCHHOT'O IIpcIiapara,

0) 3a IpoOBEEHUE IKCIIEPTHU3BI KA9E€CTBA JIEKAPCTBEHHOTO CPEICTBA U DKCIIEPTU3HI OTHOIICHUS
0KUJJAEMOM T0JIB3bI K BO3MOKHOMY PUCKY PUMEHEHHUS JIEKAPCTBEHHOT'O IIpenapara, pa3peiieHHoro s
MEITUITMHCKOTO TpuMeHeHus B Poccuiickoit deneparuu 60ee 1BaIaTH JIET, IPH OCYIIECTBICHUN
roCyIapCTBEHHOM PETUCTPALIMH JIEKAPCTBEHHOT'O IIpemnapara;

B) 3a MIPOBEAEHHNE IKCIIEPTU3HI KAYeCTBA JIEKAPCTBEHHOTO CPEACTBA M HKCIIEPTU3bI OTHOLICHHUS
0’KHMJaEMOH MOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHUS JIEKapCTBEHHOIO IIpernapara ajsl MeIULMHCKOTO
MPUMEHEHUS NIPU €0 rOCyIapCTBEHHOM perucTpanuy;



T) 32 MPOBEJEHIE IKCIIEPTHU3HI KA4eCTBA JIEKAPCTBEHHOTO CPEICTBA U SKCIIEPTHU3BI OTHOIIEHUS
0’KHJJaeMOH TIOJI3BI K BOBMOKHOMY PHCKY IIPUMEHEHHS JIEKApCTBEHHOTO TIpernapara Jjisi MeIUIITHCKOTO
MIPUMEHEHUS, B OTHOIIIEHHH KOTOPOTO MPOBEACHBI MEXIyHAPOIHBIE MHOTOIIEHTPOBbIE KIIMHUYECKHE
HCCIIEI0BaHUs, YaCTh U3 KOTOPBIX IIpoBeaeHa B Poccuiickoit denepaiuu, npu oCyIIeCTBICHUN
TOCY/IapCTBEHHOM PETHCTPALlMH JIEKAPCTBEHHOTO Tperapara;

11) Hanmu4ue coryiacus MPOU3BOIUTENS JIEKapCTBEHHOTO Iperapara, MPOU3BOJCTBO KOTOPOTO
ocyIiecTBIseTcs 3a npenenaMu Poccuiickoit deneparyy, Ha MPOBEIEHUE HHCIIEKTUPOBAHUS
MPOM3BOJMTEINS HA COOTBETCTBHE TPEeOOBAaHUAM MPaBHI HAJJIEKaIIel TPOU3BOJACTBEHHON TPAKTHKH;

12) Hanmmame coryiacusi, MPeayCMOTPEHHOTO YacThio 18 HacTOAIIeH cTaThH;

13) yka3anue Bua JeKapCTBEHHOTO Iperapara, IpeCcTaBIeHHOro Ha perucrpanuio (pedepeHTHbIH
JIeKapCTBEHHBIN Mpenapar, BOCIPOU3BEACHHBIN JIEKapCTBEHHBIN Tpenapar, OnoJoruyecKuii
JIeKapCTBEHHBIN Mpenapar, 0MoaHaloroBbIi (OMOMO00HEII) JIeKapCTBEHHBIN Ipernapat (0noaHaor),
TOMEOIaTUYECKH JeKapCTBEHHBIN Mpernapar, IeKapCcTBEHHBIM pacTUTENbHBIHN Npernapar).

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

3. PeructpanmoHHoe 0cke Ha JEKapCTBEHHBIH MpenaparT Ui MEAUIHHCKOTO IPUMEHEHHUS
HPEIOCTABIACTCS B OpME OOIIET0 TEXHUIECKOTO JJOKYMEHTA.
(dacts 3 B pen. @eaepanbHOro 3aKoHa ot 22.12.2014 N 429-03)

4. Pazen MOKyMEHTAI[MK aJ]MHHHCTPATUBHOTO XapaKTepa BKIIIOUACT B ceOs:

1) 3asBneHUe 0 rocyAapCTBEHHON perucTpalyy JeKapCTBEHHOIO IIpenapara A MeIUIUHCKOTO
NPUMEHEHUS B JIEKTPOHHOH (hopme 1 Ha OyMa>KHOM HOCHTEIIE;

2) KOIHIO IOKYMEHTa Ha PYCCKOM SI3BIKE, 3aBEPEHHOr0 B YCTAHOBJICHHOM MOPSIIKE U MOITBEPKIAIOIIEIO
MIPAaBOMOYHOCTD 3asBUTENS TO1aBATh 3asBICHUE O TOCYAapCTBEHHON PETHCTPALNH JIEKAPCTBEHHOTO
npemnapara i MEAULUHCKOTO IPUMEHEHNS (JI0BEPEHHOCTH);

3) KOITUIO JIMIOCH3UN Ha NPONU3BOACTBO JICKAPCTBCHHBIX CPCACTB UJIN KOIMUIO 3aKJIIOYCHHA O COOTBETCTBUU
IIPOU3BOJUTEIIA JICKAPCTBCHHBIX CPEACTB Tpe6OBaHI/IﬁM ImpaBUI Hannemameﬁ HpOHSBOI[CTBeHHOfI
IMMPAKTHUKHU, BBIAAHHBIC YIIOJTHOMOYCHHBIM @eﬂepaHLHHM OpraHomMm HCTIOJTHUTEIIbHOM BJIaCTH, B CJIy4ac,
C€CJIN IMPOU3BOACTBO JICKAPCTBEHHOI'O IIpCTiapaTa OCYHICCTBIISICTCA B Poccuiickoi (I)ez[epaulm;

4) KOIMIO BHIJIAHHOW YIIOJIHOMOYEHHBIM OPTraHOM CTpPaHBI TPOU3BOIUTENS TUIICH3UH HA TIPOU3BOJICTBO
JIEKapCTBEHHOTO TIPemapata u €€ mepeBo Ha PYCCKUH SI3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM IOPSIIKE, U
KOITHIO 3aKJTIOUEHHUS O COOTBETCTBUH MPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM TIPABILIT
HaJIeKaIEel PON3BOICTBEHHOM MPAKTUKH, BBIIAHHOTO YIIOJTHOMOYCHHBIM (he/lepaTbHBIM OPTaHOM
WCITOJTHUTENILHOM BJIACTH, B CIIydae, €CIIU IIPOU3BOJICTBO JIEKAPCTBEHHOTO TIpemapaTa OCYIIeCTRISIETCS 3a
npeaenamu Poccuiickoit denepanumy;

5) IMMPOCKT MHCTPYKIUU IO MCAUITUMHCKOMY NNPUMCHCHUIO JICKAPCTBCHHOTO IIpCIiapara, coaepmameﬁ
CJICOYIOIINEC CBCACHUA:

a) HaMMEHOBaHME JIEKAPCTBEHHOTO TIpernapara (MeXIyHapoIHOE HEMTaTEeHTOBAHHOE, UITH
TPYIIIAPOBOYHOE, WU XUMUYECKOE U TOPTOBOE HAMMEHOBAHMS);

6) JICKaApCTBCHHAA cbopMa C YKa3aHUEM HAaMMCHOBAaHUH 1 KOJIMYSCTBEHHOIO COCTaBa rI[CI\/JICTByIOI_LII/IX
BC€IICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOT'aTCIIbHBIX BCIICCTB (HpI/I HCO6XO,I[I/IMOCTI/I KOJIMYECTBCHHOT'O
cocCTaBa BCIIOMOI'aTCIIbHBIX BCH_ICCTB);



B) ONKCaHNE BHEITHETO BUJIA JICKAPCTBEHHOTO MpernapaTa Juisi MEJUIIMHCKOTO IPUMCHEHVIS,

T') GU3UKO-XMMHYECKHE CBOMCTBA (I paguodapManeBTHISCKIX JCKapCTBEHHBIX TIPETIapaToR);

n) hapMakoTepaneBTHYECKas TPYIITA, KOJI JICKAPCTBEHHOTO MpernapaTa JJisi MeJUIIMHCKOTO IPUMEHEHHUS
M0 aHATOMO-TEPANEBTUYCCKO-XUMUIECKON KIaccudukaimu, peKoMeHI0BaHHON BecemupHoii

opraHu3anuen 3paBooOXpaHeHNs, I yKa3aHue "TOMEeOoNaTHIeCKHii JeKapCTBEHHBIN npenapar';

¢) papmakoauHaMuKa U (papMakOKUHETHKA (32 UCKITFOUCHUEM (DapMaKOKUHETHKH TOMEOIIaTUIECKIX
JIEKapCTBEHHBIX MPENapaToB U PACTUTENHHBIX JIEKAPCTBEHHBIX MPEMapaToB);

K) MIOKA3aHUs I IPUMEHEHUS,

3) IPOTUBOIIOKA3aHUs IJIsl IPUMEHEHNUS;

1) MepHBI PEOCTOPOKHOCTH TPU PUMEHEHHH;

K) YKa3aHHe BO3MOXXHOCTH H 0COOEHHOCTEH IPUMEHEHHSI JIEKaPCTBEHHOT'0 Tpernapara JUisi MEIUIIMHCKOTO
NPUMEHEHUs] OEpPEeMEHHBIMH JKEHIIMHAMY, XCHIMHAMH B IEPUO/J] TPYIHOTO BCKapMIIMBAHUSI, A€THMH,
B3POCIIBIMH, UIMEIOIIMMHU XPOHUYECKHE 3a00JICBaHUS;

) peXUM J03UPOBaHUS, CIIOCOOBI BBEACHUS U IPUMEHEHMS, TP HEOOXOAUMOCTH BpeMs Ipruema
JIEKapCTBEHHOTO TperapaTta Jid MEAULMHCKOT 0 MPUMEHEHHU S, IPOIOJDKUTETLHOCTD JIEYEHUS, B TOM

YHUCIIE y IeTEU IO U MOCIIe OJTHOTO TO/Ia;

M) BO3MOXKHBIC HEXKEJIATCIIbHBIC PCAKIIUU IPU IPUMEHECHUH JICKAPCTBCHHOI'O IIpeTiapaTa 11
MCIUIHUHCKOI'O MPUMCHCHUS

H) CUMIITOMBI [I€PEA03UPOBKH, MEPHI IO OKAa3aHUIO IIOMOIIX TP NEPEI03UPOBKE;
0) B3aMMO/ICHCTBHUE C IPYTHMH JIEKAPCTBEHHBIMU MpernapaTamMu 1 (MIH) MUIIEBBIMHU POTyKTaMH;
) opMBI BBITYCKa JIEKAPCTBEHHOTO TpernapaTa;

p) ykaszanue (Ipy HeoOX0AUMOCTH) 0COOEHHOCTEH J1eHCTBUS JIEKAPCTBEHHOTO Ipenapara ajs
MEIUIMHCKOT0 IPUMEHEHUS NP NIEPBOM IIPUEME WK TIPH €r0 OTMEHE;

¢) onmcaHue (Mpu HEOOXOMMOCTH) JICHCTBHI Bpaya ((enpaimepa) 1 (WIn) NalueHTa Ipy MpoITycKe
MpreMa OJTHOM MIIM HECKOJIBKHX /103 JIEKAPCTBEHHOTO MpemnapaTa Jilsl MEJUIIMHCKOTO IPUMEHEHHS,

T) BO3MOKHO€ BJIMAHUEC JICKAPCTBECHHOI'O IIpEIiapaTa i MCAUIIUHCKOrO IIPUMCHCHHUS Ha CIIOCOOHOCTD
YHpaBJIATh TPAHCIIOPTHBIMU CPEACTBAMU, MCXAHU3MAMU,

y) CPOK I'OAHOCTHU U YKAa3aHUEC Ha 3alPET NPUMCEHCHUS JICKAPCTBCHHOIO IpeIriapaTa I MCAUIIMHCKOT'O
MMPUMCHCHHUS 11O UICTCUCHUU CPOKA T'OAHOCTH;

&) ycnoBuUst XpaHEHHS;

X) yKazaHre Ha He0OXOAMMOCTh XPaHEHUS JIEKAPCTBEHHOTO TpernapaTa Jilsi METUIIMTHCKOTO IPUMEHEHHS
B MECTaxX, HEJOCTYIHBIX I ACTEH;

]_[) YKa3aHue (HpI/I HCO6XOI[I/IMOCTI/I) ClIeMaJIbHBbIX MEP NPEAOCTOPOIKHOCTU IMPU YHUUTOKCHUN
HCHUCIIOJB30BAHHBIX JICKAPCTBCHHBIX NPCTIapaToOB I MCAUIIMHCKOI'O MIPUMCHCHUS



9) YCJIOBHS OTITyCKa;
1) HANMEHOBaHHUS U aJjpeca MPOU3BOICTBEHHBIX TUIONIAIOK TPOU3BOIUTEIIS JIEKAPCTBEHHOTO TIperapara;

1) HANMEHOBaHUE, aJpec OPraHU3aINH, YIIOJTHOMOYEHHOH IepKaTeIeM MIIN BIIaIeITbIIEM
PETHUCTPALIMOHHOTO YAOCTOBEPEHHSI IEKAPCTBEHHOTO TIperapaTa il MEAUIIMHCKOTO MPUMEHEHHS Ha
MIPUHATHE TPETSH3UHN OT MOTPEOUTEIIS;

6) HWHCTPYKIHIO MO MEAUIUHCKOMY ITPUMEHCHUIO WJIN KPATKYIO XapaKTCPUCTUKY JICKAPCTBECHHOT'O
npernapara, YTBCpPXKJACHHBIC B CTPAHE IIPOU3BOAUTEIIA,

7) IPOEKTHI MAaKETOB MIEPBUYHON YITAKOBKM M BTOPUYHOM YIIAKOBKH JIEKAPCTBEHHOTO Tpemnapara Jiist
MEIUIIMHCKOTO IPUMEHECHHS,

8) IpOEeKT HOPMATUBHOM JOKYMEHTALIMU WJIM HOPMAaTHUBHOTO TOKYMEHTa Ha JIeKapCTBEHHBIN Ipenapar
JUTSL METUITMHCKOTO IPUMEHEHHsI JTHOO0 yKa3aHUE COOTBETCTBYIOIIEH (hapMaKoIeHHON CTaThy;

9) TOKYMEHT, CoJIeprKaIni HHPOPMAIIHIO O HAJTMYUHU HIIK 00 OTCYTCTBUHU (PAKTOB PETUCTPAIIUU
JIEKApCTBEHHOTI'O IIpenapaTa A MEAUIMHCKOT0 IPUMEHEHHUS 3a npenenamu Poccuiickoit @enepanny;

10) koMK JOKyMEHTOB, 3aBEPEHHBIX B YCTAaHOBJICHHOM IOPSAIKE U NOATBEPKAAOLMINX (PAaKT perucTpauu
JIEKapCTBEHHOTO Ipernapara B MHOCTPaHHBIX TOCYAapCTBaxX B KaueCcTBE Op(aHHOTO JEKAPCTBEHHOTO
npenapara;

11) man ynpaBjieHUs] pUCKaMU JJ1sl OMOIOTUYECKUX JIeKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO
MIPUMEHEHUS;

12) nokyMeHT o cucteMe apMaKoHaA30pa AepKaTeslsl WK BIIaAesblia PErHCTPAHOHHOTO
YIIOCTOBEPEHHS JIEKAPCTBEHHOTO IIperapaTa;

13) mOKyMeHT, MOATBEPKAAIOIINI KauyecTBO JIEKAPCTBEHHOTO MpernapaTa TpexX MPOMBIIUIEHHBIX CepHit
(mpoTokoI aHaNM3a WK cepTH(UKAT aHANN3a), OJTHA CEPUsl KOTOPOTO JIOJKHA COBMAJIATh C cepHei
oOpa31a JIeKapCTBEHHOT 0 NperapaTa i MEAUIUMHCKOTO IPUMEHEHHS, TIPECTaBIEHHOTO Ha
TOCyJIapCTBEHHYIO PETUCTPALUIO.

(dacts 4 B pen. PeaepanbHoro 3akona ot 22.12.2014 N 429-03)

5. Pa3nen xuMuueckoi, papmManeBTHUECKONH 1 OMOJIOTHYECKON JOKYMEHTAIINH BKIIIOUAET B ce0s
JOKYMEHTBI, CofieprKalie nHPOopMaLuio o GpapManeBTHIecKol cyOCTaHLIMH U JIEKAPCTBEHHOM IIpenapaTe
JUTSL METUITMHCKOTO TIPUMEHEHH S, TIPOIIEcCe €ro MPOU3BOACTBA U METOIaX KOHTPOJIS Ka4ecTBa, B TOM

YHUCJIC:

1) KomHI0 TOKyMEHTA, COACPIKAIIETO CISAYIONTyI0 nH(popMaIuio o GpapManeBTHIeCKON CyOCTaHIINN HUITH
(hapMaIneBTUIECKUX CYOCTaHIUAX, BXOSIINX B COCTAB JICKAPCTBEHHOTO MIperapara;

a) HauMeHoBaHue (hapMaleBTUIECKON CyOCTaHIINM, €€ CTPYKTYypa, 00IIne CBOICTBA;
0) HauMEHOBAaHUE U AJPEC MPOU3BOTUTEIIS;

B) TEXHOJIOTHS ITPOU3BOJICTBA C OTIMCAHUEM CTaIUI TTPOU3BOJICTBA U METOIOB KOHTPOJIS HA BCEX CTATUIX
MIPOU3BOJICTBA;

I‘) OIIMCaHUC pa3pa60TKI/1 mponecca nmpou3BOACTBA,

,I[) OIMMKUCAaHNC KOHTPOJIA KPUTUUCCKUX CTa,I[I/Iﬁ OpOn3BOACTBA U HpOMe)KyTO‘IHOI‘/JI OpOAYKIIHUH,



€) TOKyMEHTaJIhbHOE IMOATBEPIKIACHUE (BATUIAITNS) TIPOIIECCOB | (MJIM) UX OIICHKA;
’K) CBOMCTBA U CTPYKTypa JIEHCTBYIONINX BEIIECTB;

3) XapaKTepHUCTHUKa TPUMeceii;

1) crienudukanus Ha (HapMareBTUYSCKYI0 CyOCTaHIMIO U e¢ 000CHOBAHHE;

K) aHATMTUYECKUE METOMKH, UCTIOIb3yEMBIC TPU OCYIICCTBICHUN KOHTPOJIS KaYyeCTBa
(hapManeBTHIECKON CyOCTaHIINY;

J) TOKYMEHTAIIbHOE ITOATBEPKAeHIE (BATUIAINS) aHATUTHYECKAX METOINK, UCTIONb3yEeMbIX TIPH
OCYIIECTBIICHHH KOHTPOJISI KadecTBa (hapMareBTHIECKO CyOCTaHIINY;

M) pe3yJIbTaThl aHAJIN3a CEpUH (hapMalleBTHUSCKON CyOCTaHIUMY;

H) HCpe‘-ICHI) CTaH)IapTHI)IX 06pa311013 WK BE€IICCTB, I/ICHOJ'II)?:yeMI)IX HpI/I OCYHIGCTBHGHI/II/I KOHTpOJ'IS[
KauecTBa,

0) ONHCaHNE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MaTEPHAIOB U YKYIIOPOUHBIX CPEJICTB;
1) TaHHBIE O CTAOMIHLHOCTH (DapMaIrleBTUYECKONW CyOCTaHIINN;

P) CPOK TOJTHOCTH;

2) TOKyMEHT, COACPIKAIIHIMI CIEAYIOMNE CBEICHUS O JIEKAPCTBEHHOM TIperapaTe AJisl MEIUITHHCKOTO
MPUMEHEHUS:

a) OIMMCAaHHUC U COCTAB JICKAPCTBCHHOI'O IpeIiapaTta A MCAUIIMHCKOI'O IIPUMCHCHUS

0) onrcanue apMaleBTHIECKOM pa3paboTKu (000CHOBAaHUE BHIOOPA COCTaBa, IEPBUYHON YIIAKOBKU U
WHOTO0);

B) TEXHOJIOIUA IMPOU3BOJCTBA C OITMCAHUEM CTaI[I/Iﬁ IIPOU3BOACTBA U METOAOB KOHTPOJIA HAa BCEX CTaAUAX
MMPpOU3BOJACTBA,

T') ONKCaHNE KOHTPOJISI KPUTHYECKUX CTaJAMi Mpolecca MPOU3BOACTBA U IPOMEXYTOUHOH MPOLYKIINY;
Jl) HAMMEHOBAHUE M aJIpeCc MECTa OCYIIIECTBICHHSI TPOM3BOICTBA JEKApCTBEHHOIO Ipernapara s
MEIUIMHCKOTO MPUMEHEHHNS (B CITydae HATMUMS HECKOJIBKHUX YYaCTHHKOB IPOIIecca MPOU3BO/ICTBA
HEOOXOMMO YKa3aTh KaKIOTO U3 HUX);

e) hapmaneBTHYECKAs COBMECTUMOCTH;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTHKH;

3) MaTepUalbHbIN OanaHc A7 TPOU3BOJICTBA CEPUHU TOTOBOTO MPOIYKTA;

1) ONUCAaHNE XapaKTEPUCTHK M CBONCTB YAaKOBOYHBIX MaTEPHAJIOB U YKYITOPOUHBIX CPEZCTB;

K) TOKYMEHTaIbHOE NOATBEPKACHUE (BAIMAALIMS ) TPOLIECCOB IPOU3BOACTBA U (MJIH) MX OLICHKA;

J'I) TpC6OBaHI/I5[ K KauCCTBY BCIIOMOT'aTCIIbHBIX BCUICCTB (CepTI/I(l)I/IKaT, CHC]_II/I(l)I/IKaLII/IH Ha
BCIIOMOI'aTCJIbHBIC BEIICCTBA U UX 06OCHOBaHI/Ie);



M) AHAIIUTHYCCKHUE MECTOAUKH, UCITIOJIB3YEMBIC IIPHU OCYHICCTBIICHUU KOHTPOJIA Ka4ueCTBa
BCIIOMOTI'aTCJIBHBIX BCIICCTB,

H) IOKyMEHTAJIBHOE TTOATBEPKIeHHUE (BATHIAINS) aHATUTHIECKIX METOINK, UCTIOIh3yEeMbIX MTPH
OCYIIECTBIICHHH KOHTPOJIS Ka4eCTBa BCIIOMOTaTEIbHBIX BEIIECTB;

O) I/IH(I)OpMaHI/Iﬂ 00 MCIOJIE30BAHUH BCIIOMOTaTENbHBIX BCIICCTB YCIOBCUYCCKOI'O U JKUBOTHOI'O
IMPOUCXOKIACHUS,

1) HHGOPMAIHAS 00 HCIIOIH30BAHWH HOBBIX BCIIOMOTATEIBHBIX BEIIECTB;

p) TpeOOBaHMS K KaUueCTBY JIEKApCTBEHHOTO TIperapara JJisi MeIUIIMHCKOTo TpuMeHeHus (cepTudukar,
crienuKaIys Ha JICKapCTBEHHBIN TIpermapaT U uX 000CHOBaHHE);

C) AHAJIIMTUYCCKUC METOAUKHU, UCTIOJIb3YEMBIC ITPHU OCYIICCTBIICHUN KOHTPOJIA Ka4€CTBA JICKAPCTBECHHOI'O
nmpernapara ajid MCAUIUHCKOr0 IIPUMCHCHMA

T) TOKyMEHTaIbHOE TMTOATBEPIKICHUE (BaTHIAINS) aHATUTHIECKIX METOAHK, UCTIOb3YEMbIX MTPH
OCYIIECTBIICHHH KOHTPOJIIS Ka4eCTBa JIEKAPCTBEHHOTO Tpernapara Jjisi MeIUIIHHCKOTO MTPHUMEHEHUS;

y) Pe3yJIbTaThl aHAJIM30B CEPUH JICKAPCTBEHHOTO Ipenapara Al MEAULUHCKOTO IPUMEHEHNS;
¢) xapakTeprCcTHKa IPHUMECEIA;

X) TIepeueHb CTaHJAPTHBIX 00Pa3IOB, UCIIOIL3YyEMBIX IIPH OCYIECTBICHUN KOHTPOJISI KauecTBa
JIEKapCTBEHHOI'O IIperapara i MEIULUHCKOIO IPUMEHEHHUS;

I1) TaHHBIE O CTAOMIHLHOCTH JIEKAPCTBEHHOTO TIperapara JJisi MEIUITUHCKOTO TPUMEHEHUSI.
(dacts 5 B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Paznen hapmMakoI0ruiueckoi, TOKCHKOJOTHYECKOM JIOKYMEHTAIIMK BKJIFOUAET B CE0s1 OTYETHI O
pe3ynbTaTax JOKIMHUYECKUX UCCIIEIOBAHUHN JIEKAPCTBEHHOTO CPEACTBA IJIST MEAUIIMHCKOTO IPUMECHEHHSI,
B TOM YHCJIE:

1) oTueT 0 papMaKOAMHAMUYECKHUX HCCIIEIOBAHMSIX;

2) OTUYET O (l)apMaKOKI/IHeTI/I‘IeCKI/IX HUCCIICA0OBAHUAX

3) OT4ET 0 TOKCUKOJIOTHUECKHUX UCCIICIOBAHUSIX.
(dacts 6 B pen. PeaepanbHoro 3axona ot 22.12.2014 N 429-03)

7.P a3JIciI KJIMHHYECKOHN JAOKYMCHTAIIUX BKIIFOYACT B ce0s OTYETHI O pe3yiibTaTaX KIIMHUYCCKUX
I/ICCJ'IC,I[OBaHI/Iﬁ JICKAPCTBCHHOT'O Mpfrapara JJIsi MCAUIMHCKOTO MIPUMCHCHU A, B TOM YUCJIC!

1) oTueTsl 00 MCCIeNOBaHUSIX OHMOAOCTYITHOCTH U OMOIKBUBAIEHTHOCTH, UCCIICIOBAHUSX,
YCTaHABJIUBAIOIIMX KOPPEJISIHIO PE3YJIbTATOB, MOJYUYECHHBIX B YCIOBHUSX in Vitro  in vivo;

2) oTueThl 0 (hapMAKOKMHETHUYESCKHUX MCCIICIOBAHMSIX;
3) ot4eTsl 0 hapMaKOAMHAMUYICCKUX UCCIIEIOBaAHUSX;

4) OTYCTHI O KIIMHUYCCKHUX UCCICIOBAaHUAX B(I)CPCKTI/IBHOCTI/I n 6630H3CHOCTI/I;



5) OTYET O MOCTPETUCTPAIIIOHHOM OIIBITE IPUMEHCHHUS (TIPH HATIHH ).
(qacth 7 BBemeHna denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBanus Kk 00beMy HHPOpPMAINH, TIPEAOCTABIIEMON B COCTaBE PETUCTPAITHOHHOTO JJOCHE, M
OTJIETBHBIX BUIOB JIEKAPCTBEHHBIX MIPETapaToB I MEAUIIMHCKOTO MPUMEHEHHNS YCTaHABIUBAIOTCS
YIIOJIHOMOUYEHHBIM (heiepaaIbHBIM OpraHOM HUCTIONHUTEIBHOM BIACTH.

(uacTpb 8 BBeieHa DepepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B oTHOIIEHNH JIEKAPCTBEHHBIX IPENIAPATOB, pa3pelIeHHBIX sl MEAUIIMHCKOTO IPUMEHEHNS B
Poccuiickoit @eaepannu Oojiee ABAAMATH JIET (32 HCKITIOYCHHEM OHOJIOTMYCCKUX JICKAPCTBEHHBIX
MIPeTaparoB), JOMMYCKAETCs BKIIIOUEHHNE B COCTaB pazjena (papMaKkoIornIecKoi, TOKCHKOIOTHIECKON
JIOKYMEHTAIINH 1 pa3/iena KINHIYECKOH TOKYMEHTAIIH BMECTO OTdeTa pa3paboTyiKa O pe3yIbTaTax
COOCTBEHHBIX JOKIMHUYIECKHUX MICCIETOBAHUH JIEKAPCTBEHHBIX CPEICTB M KIMHUYIECKUX MCCIIEAOBAaHUI
JIEKapCTBEHHBIX MPENapaToB sl MEAULIUHCKOTO MPUMEHEHHUs 0030pa HayYHBIX paboT 0 pe3ynbTaTax
JOKIMHHUYCCKUX I/ICCHGZIOBEIHI/Iﬁ JICKApPCTBCHHBIX CPEACTB U KIIMHUYCCKUX I/ICCHCI[OBaHI/Iﬁ JaHHbIX
JICKApPCTBCHHBIX NPETIapaTOB, B TOM YHCJIC BKIIIOYAA OIBIT UX MOCTPETUCTPAIMOHHOI'O TPUMCHCHUS.
(gactpb 9 BBeneHa denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10. IIpu rocy1apcTBEHHOM perucTpauuy BOCOPOU3BEACHHBIX JIEKAPCTBEHHBIX IPENapaToB AJIs
MEIUIMHCKOTO IIPUMEHEHUS IOMyCKAaeTCs BKIIIOUEHUE B COCTaB pas3zena (hapMaKoJIOrHYECKOH,
TOKCHKOJIOTHYECKOH JOKYMEHTALUH U pa3jielia KIMHUYECKON TOKYMEHTAH BMECTO OTYETa
pa3paboTunKa O pe3yibTaTax COOCTBEHHBIX JOKIMHUYECKUX MCCIIEOBAHHM JIEKAPCTBEHHBIX CPEACTB
0030pa Hay4yHbIX pabOT O pe3ysbTaTax JOKIMHUUECKUX UCCIeI0BaHul pe)epeHTHOTO JIeKapCTBEHHOTO
npernapara 1 Npe€aACTaBJICHUEC BMECTO KIIMHUYCCKUX I/ICCJICI[OBaHI/II\/'I B ITOJTHOM O6’bCM€, YCTAaHOBJICHHOM
paszenoM KIIMHUYECKOH IOKYMEHTAIIUH, OTYETa O Pe3yJIbTaTax UCCleI0BaHUH OMOIKBUBAIICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'O Mpenapara Ajsi MeAULMHCKOro npuMeHenus. He tpedyercs
NpEeACTaBICHUE OTYETa O Pe3ybTaTax UCCIeI0BaHNI OMOIKBUBAICHTHOCTH BOCIIPOU3BEICHHOTO
JIEKapCTBEHHOTO Ipenapara Jiisi MEAUIUHCKOTO IPUMEHEHUS, €CIIM PETHCTPUPYIOTCS BOCIIPOU3BEICHHbIE
JIeKapCTBEHHBIE TIPEeNapaThl A1l MEAUIUHCKOTO IPUMEHEHHS, KOTOPHIE:

1) npenHa3HauYEHBI JI TAPEHTEPATIHHOTO (TIOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPHUTJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTABHOT'O, BHYTPUKOPOHAPHOT'0) BBEIEHUS U
IPECTaBIISIIOT COO0I BOAHBIE PaCTBOPSI;

2) npeAcTaBIsAIOT cOO0M PacTBOPHI I NEPOPATILHOTO IPUMEHEHNS;

3) npou3sBezieHsl B ()OpME NOPOIIKOB MIIH THO(GUIN3ATOB JUIsI IPUTOTOBJICHHUS PaCTBOPOB;

4) ABNAIOTCS Ta3aMU;

5) SBJSFOTCS YIIHBIMHE WJIH TJIA3HBIMH JIEKAPCTBEHHBIMHU TperiapaTaMu, MPOU3BEIEHHBIMU B hopMe
BOJHBIX PACTBOPOB;

6) npeaAHAa3HAa4YCHbI IJI1 MCCTHOT'O IIPUMCHCHUS U IIPUT'OTOBJICHBI B (bopMe BOAHBIX PACTBOPOB;

7) IpeCTaBISAIOT OO0 BOJHBIE PACTBOPHI JIJIsl HCTIONB30BaHMS B (POPME UHTAIISIHIA C TIOMOIIIBIO
HeOyaii3epa MM B Ka4eCTBE Ha3aIbHBIX CIPEEB, IPUMEHSIEMBIX C TTIOMOIIBIO CXOAHBIX YCTPOWCTB.
(dacts 10 BBenena denepaiapHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

11. s cny4aeB, yka3aHHBIX B IyHKTax 1 - 3, 5 - 7 yactu 10 HacTosmIeli cTaThH, BOCIIPON3BEICHHBIH
JIEKapCTBEHHBIN Mpenapar A MEAULMHCKOTO MPUMEHEHNUS TOJKEH COAEPKATh TaKUe e
BCIIOMOTaTeJbHBIE BEIECTBA B TAKHUX YK€ KOINYECTBaX, KaK U pe)epeHTHBIN JIeKapCTBEHHBIH Mpenapart.
Ecnu cocraBbl BCIIOMOraTeNbHBIX BELIECTB Pa3IMUaOTCs, 3asIBUTEb TOJKEH MIPEICTaBUTh



JI0Ka3aTeJIbCTBA TOIO, YTO UCIIOIb3yEMBbIE B IAHHBIX KOHIIEHTPALMSIX BCIIOMOIaTeJIbHbIE BEILIECTBA HE
BIIMSIOT Ha 6e30macHOCTh U (1) 3G eKTHBHOCTB JIeKapCTBEHHOTO NperapaTa A1 MeJHIUHCKOTO
npuMeHeHus. B ciryuae, ecnu 3asiBUTENb HE MOXKET IPEACTaBUTh TAKHE AOKA3aTeIbCTBA U (MJIM) HE UMEET
JOCTyIa K COOTBETCTBYIOLIMM JAaHHBIM, OH JOJDKEH IPOBECTH COOTBETCTBYIOIIME UCCIIEIOBAHUS IS
JI0Ka3aTeJIbCTBA OTCYTCTBHSI BIMSHUS Pa3HBIX BCIIOMOIaTEIbHBIX BEIIECTB MJIM BCIIOMOTaTEIbHbIX
YCTPOKCTB Ha 0e30macHOCThb U (WIN) 3P GEKTUBHOCTD JIEKAPCTBEHHOTO MpenapaTa sl MeAHIIMHCKOTO
MPUMEHEHUS B MOPSIKE, YCTAHOBICHHOM YIIOJIHOMOUYEHHBIM (heiepabHbBIM OpraHOM UCTIOHUTEIBHOM
BJIACTH.

(gacts 11 BBenena denepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

12. Tlpu rocynapcTBEHHOM perucTpanuy KOMOMHAMN paHee 3aperucTPUPOBAaHHbIX JIEKAPCTBEHHBIX
IIpenapaToB A MEIUIUHCKOTO TPUMEHEHUS TOIyCKAaeTCsl BKIIOYEHNE B COCTAaB pa3/elia
(bapMaKoI0ruyecKoil, TOKCHKOJOTHUECKON TOKYMEHTAIMH U pa3zeia KIMHUIECKOH JOKyMEHTaluu
BMECTO OTUeTa Pa3paboTyHKa O Pe3yNbTaTax COOCTBEHHBIX JOKIMHUYECKUX UCCIEIOBaHUI
JIEKapCTBEHHBIX CPEJCTB 0030pa HAYYHBIX paboT 0 pe3yibTaTax JOKIMHIUYECKHX HCCIIeOBAHMN
pedepeHTHBIX JIeKapCTBEHHBIX PENapaToB, BXOSIINX B COCTaB KOMOMHAIINH JIEKapCTBEHHBIX
npenapaToB, U 00 OTCYTCTBUH WX B3aUMOJICHCTBUS B OJTHOM JIEKAPCTBEHHOH (hopme.

(dacts 12 BBenena denepanpHpIM 3ak0HOM 0T 22.12.2014 N 429-03)

13. Ha skcriepTr3y pa3iudHbIX JIEKApCTBEHHBIX (DOPM OJTHOTO U TOTO YK€ JIEKapCTBEHHOTO Mperapara Jis
MEIULIUHCKOIO IPUMEHEHUS 3asBUTEIb MIPEACTABIIACT OTACIbHBIC 3asIBJICHUS U PETUCTPALIMOHHBIE TOChE
Ha KaXIyI0 JIEKAPCTBEHHYO (opMy. [Ipu yc1oBUM 0JHOBpEMEHHOM MOJauy Ha SKCIIEPTU3Y OTHOU
JICKaPCTBEHHOU (DOPMBI ¢ Pa3IMYHBIMU JT03UPOBKOM, KOHIIEHTPAIIUEH, 00bEMOM 3asBUTEIb MTPEICTABISICT
OJHO 3asBJICHUE U PETUCTPALIMOHHOE JI0ChE C MPUII0KEHUEM MAKETOB YIIAKOBOK Ha KOXKIYIO 103UPOBKY,
KOKAYIO0 KOHIICHTPAIIMIO, KaXIbIii 00beM U KaXK10€ KOJIMYECTBO JI03 B YIIaKOBKE.

(dacts 13 BBenena denepanpHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

14. Tlpu rocyaapcTBeHHOH peructpauni op(aHHOro JeKapCTBEHHOTO Ipernapara 3asiBUTENb
npeacTaBiIsieT HHPOpMaLuio, He00X0AUMYIO A1 GOPMUPOBaHUS pa3zea KIMHUIECKON JOKYMEHTAlHY,
B 00beMe, yCTAaHOBJIEHHOM YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIONHUTEILHOMN BIACTH.

(dacte 14 BBenena denepanabHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

15. Ipu peructparyu 6GHOIOTHYECKOTO JIEKAPCTBEHHOTO TIpenapara, MoJy4eHHOTO U3 KPOBH, TIA3MBbI
KPOBH YEJIOBEKa, B COCTaBE PErHCTPALIMOHHOTO JOChE Ha JICKAPCTBEHHBIN Npenapar Al MEAULMHCKOTIO
MPUMEHEHUS! IOJDKHBI ObITh PEACTaBICHBI TOTIOJIHUTEIBHO:

1) B pa3zgene MOKyMEHTAIMH aMHHACTPATUBHOTO XapaKTepa JOKYMEHT, COJIepIKaIliii HHGOPMAITUIO O
cyObekTax oOpalleHus] JOHOPCKOW KPOBH U (MJIH) €e KOMIIOHEHTOB, O TOM, TJie ObLIa OCYIIeCTBICHA
JoHaIws (KpOBH U (MJIH) TJIa3MbI KPOBH), & TAKXKe JIAaHHBIE 00 MH(EKITMOHHBIX 3a00JIeBaHUSIX,
niepealoNIuXcs MapeHTEePATbHBIM MTyTeM, HHPOpMAIHs 0 CyObeKTax oOpalieHus JOHOPCKOW KPOBH U
(nm) ee KOMITIOHEHTOB, B OTHOIIIEHUU KOTOPBIX OCYIIECTBIIIETCS] KOHTPOJIb JOHOPCKOM KPOBH U (WIIH) €
KOMIIOHEHTOB;

2) B paszaene XUMAYECKOH, papMalleBTHUECKONW U OMOIOrH4ecKO JOKYMEHTALINH:

a) KPUTEPHUHU U CTIOCOOBI 0TOOpa, TPAHCIIOPTUPOBAHUS U XPAaHEHHS TOHOPCKON KPOBHU U (WIIH) €€
KOMIIOHEHTOB;

0) pe3yJIbTaThl UCCIIEIOBAHNI OTOOPAHHBIX JIOHOPCKOW KPOBH M (VJTH) TUIA3MbI KPOBH M ITYJIOB Ha
Ha4ue Bo3OyauTeneil nHQEeKIuid, BKIroYas HHPOPMaLUIo 00 NCIOIb30BaHHBIX METOJUKAX
WCCIIeIOBaHUH U B cllydae McCIeJOBaHusl MTyJIOB TUIa3Mbl KPOBU PE3yIbTaThl JOKYMEHTAIBHOTO
MOATBEPKICHNUS (BaJMJAlH) UCTIONB30BaHHBIX METOIHK;



B) TEXHHYCCKHE XapaKTEPUCTUKH YITAKOBKH I 0TOOpa TOHOPCKOM KPOBH | (MJIH) IIJIa3MBI KPORBH,
BKITIO4asi HHQOpMAIIHIO 00 HCIOJIh30BaHHBIX PACTBOPAX AHTHKOATYIISTHTOB.
(qacth 15 BBeaeHa denepanbHBIM 3ak0HOM 0T 22.12.2014 N 429-03)

16. Kimnan4geckue uccnenoBaHus JIeKapCTBEHHOTO IperapaTa Il MEAUITMHCKOTO IIPUMEHECHHS B IEJITX
€ro rocy1apCTBEHHOW perucTpaiuu nposoasrcs B Poccuiickoit @enepaunu B HOPAJIKE, yCTAHOBIEHHOM
craTbsiMu 38 - 44 Hactosiero deaepansHOro 3akoHa. OT4eT 0 MPOBEACHHBIX UCCIICTOBAHUIX
BKJIIOUAETCS B COCTAaB pa3jieiia KIMHUYECKON JOKYMEHTALMU PETHCTPAlMOHHOTO 10ChE Ha
JIEKapCTBEHHBIN MpenapaT s MEAUIIMHCKOTO IpUMeHEHHUs. 11 TIeKapCTBEHHBIX MpenapaToB AJis
MEIULUHCKOIO IPUMEHEHUS, B OTHOLICHUH KOTOPBIX B PE3YyIbTaTE 3KCIEPTU3BI JOKYMEHTOB,
MPEJICTABJICHHBIX YIS ONpeIeNIEHUs] BOBMOXXHOCTH paccCMaTpyBaTh JIEKapCTBEHHBIN npenapat A
METUITHHCKOTO IPUMEHEHHS B KauecTBE Op(haHHOTO JEKapCTBEHHOTO Tpernapara, Takasi BO3MOKHOCTh
MpU3HAaHA U B OTHOIIIEHWH KOTOPBIX MPOBEICHBI KIMHUYECKNE UCCIIEIOBAHM S, BBITIOJIHEHHBIE 32
npenenamu Poccutickoit depepariuy B COOTBETCTBHUHM C MPAaBUIIAMH HAIJISKAIICH J1a00paTopHOM
MPaKTUKU U NpaBUIaMU HaJIeKallell KIMHUYECKON MPAKTUKH, AOMYCKAETCA BKIIOUCHHUE B COCTAB
paszaena KIMHUYECKOW TOKYMEHTAIIMM BMECTO OTYETA O pe3yJibTaTaX KIMHUYECKUX UCCIIEIOBAHUI
JIEKapCTBEHHOI'O Mpenapara Jijisi MEIULIMHCKOr0 NPUMEHEHHUS, MPOBEIeHHBIX B Poccuiickoi denepanuu,
0T4YEeTa O pe3yibTaTaxX KIMHUYECKUX UCCIEAOBAaHUM, BHIIIOIHEHHBIX 3a Ipenenamu Poccuiickoit
®denepanuu.

(dacts 16 BBenena denepanpHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

17. 3asgBUTEND BIIpaBe MPEeACTaBUTH 10 COOCTBEHHOM MHUIIMATHBE BMECTE C 3asBICHUEM O
roCyZapCTBEHHON PErUCTPALMY JIEKAPCTBEHHOIO IIpenapara il MEAULUHCKOIO IPUMEHEHUS
JIOKYMEHTBI, TOATBEPKAAIOIIUE YIUIaTy FOCYyIapCTBEHHOM MOIIJIMHBI M YKa3aHHbIe B yHKTe 10 yactu 2
HACTOSIIIEH cTaThu. B ciyuae nX HempencTaBIeHHsT COOTBETCTBYIOIIUI YIIOJIHOMOUSHHBIN (e1epaabHbIiH
OpraH MCIIOJHUTEJILHON BIACTH IPOBepsieT (akT yIiiaThl FOCYJapCTBEHHON MOIIJIMHBI 3asBUTEIEM
MOCPEICTBOM HCIOJIb30BaHU HHPOpMaIK 00 yIuiaTe rocyJapCTBEHHON MOLIIMHEBL, COAEp Kalueics B
I'ocynapcTBeHHOH MH(POPMALMOHHON CHCTEME O TOCYAaPCTBEHHBIX M MyHHULIUIAJIbHBIX IJIATEXax, Ha
OCHOBaHUM NPE/ICTAaBICHHBIX 3aBUTENEM KON JOKYMEHTOB, TOATBEPKAAOINX YIIATY
roCyJIapCTBEHHOM MOILIWHBI.

(dacte 17 BBenena denepanapHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

18. He nomyckaercs UCIOIb30BAHUE B KOMMEPUYECKUX IENIIX HH(POPMALIUU O Pe3yIbTaTax
JIOKJIMHUYECKHIX UCCIIEOBAaHUM JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX UCCIIE0BAHUH JIEKapCTBEHHBIX
MIPerapaToB sl MEIUIIMHCKOTO IPUMEHEHUS, PEICTABICHHOM 3asiBUTEIIEM JIJISl TOCYIapCTBEHHOM
pETHUCTpAIINK JIEKAPCTBEHHOTO Ipemnapara, 0e3 ero corjacus B TSYeHUE MIECTH JIET C IaThI
TOCY/IapCTBEHHOM perucTpanuu peepeHTHOTo JIeKapCcTBEHHOTO mpenapara B Poccuiickoit deneparum.
(dacte 18 BBenena denepanabHBIM 3aKk0HOM 0T 22.12.2014 N 429-03)

19. lepxaTenb UM BiIaJelel] perucTpalliOHHOIO YAOCTOBEPEHHS JIEKapCTBEHHOTO IIpenapara Ha
OMOTEXHOJIOTUYECKUHT Wi OpQaHHBIN JIEKAPCTBESHHBIN Tpernapar 00s3aH MPeJ0CTaBIsATh HAa BOZME3IHOM
OCHOBe 00pa31bl pehepeHTHOTO JIEKApCTBEHHOO Ipenapara 3asBUTEISIM AJIs IPOBEACHUS KITMHUYECKUX
uccnenoBanuii. CtoumocTts 00pasia pedepeHTHOT0 JIeKapCTBEHHOIO Ipenapara, BKIIOYEHHOTO B
nepeveHb JKU3HEHHO HEOOXOIMMBIX M BXKHEHIINX JIEKapCTBEHHBIX IPENapaToB, HE TOJDKHA MPEBHILATH
3apEeruCTPUPOBAHHYIO NPEACIBbHYIO OTITYCKHYIO LIEHY Ha pe)epeHTHbII JeKapCTBEHHBIH MpenapaT Wik
LIEHY Ha JIEKAPCTBEHHBII NpernapaT B CTPaHE IPOU3BOIUTENS.

(dacts 19 BBenena denepanapHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

20. 3asiBiIeHHE O TOCYIapCTBEHHOM PEruCcTpaliii BOCIIPOU3BEAEHHOIO JIEKAPCTBEHHOIO IIpenapara ajst
MEAUIIHCKOT0 MIPUMEHEHHUS] MOXKET OBITh IMOIAHO B YIOJIHOMOYEHHBIH (hefepanbHbli opran
WCIIOJTHUTENBHON BIACTH, OCYLIECTBIAIOUINI FOCy1apCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX
npenapaToB, M0 UCTCYSHUHN YETHIPEX JIET C AaThl TOCYAapCTBEHHON perucTpauuu peepeHTHOTO
JIEKapcTBEHHOT O npenapata B Poccuiickoit denepanum.



(qacth 20 BBeaeHa DenepanbHBIM 3ak0HOM 0T 22.12.2014 N 429-03)

21. 3asBneHNE 0 TOCYAapCTBEHHON PETUCTPaliK OM0aHaIOoTr0BOTO (OHOIOAOOHOTO0) JIEKAPCTBEHHOTO
npemapara (broananora) MoOKeT OBITh MTOJITAHO B YIIOJTHOMOYEHHBIH (enepaabHblil OpraH
WCTIOTHUTENHFHON BIIaCTH, OCYIIECTBISIONINHI TOCYyITapCTBEHHYIO PETHCTPAIIHIO JIEKapCTBEHHBIX
npenapaToB, M0 UCTEYEHNUHU TPEX JIET C IaThl TOCYJapCTBEHHON PernCcTpau pe)epeHTHOTO
JIEKapCTBEHHOT0 npenapara B Poccuiickoit @exnepanui.

(gactp 21 BBenena denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

22. JleprkaTenb WIH BIaIeNel] PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO TIperapara
MIPEJICTABIISIET B YIIOJIHOMOYECHHBIH (hefiepatbHbBIN OpraH HCIIOIHUTENLHOW BIACTH, OCYIIECTBIISIOIINN
(YHKIIIH IO KOHTPOJIO U HAA30PY B cdepe 3ApaBOOXpaHEHUs, OTIET 10 pe3yibTraTtaM GapMaKkoHaa30pa
OJIMH pa3 B IIECTb MECSIIEB B TEUCHHE ABYX JIET IMOCIIE TOCYAapCTBEHHON PETUCTPAINH JIEKapCTBEHHOTO
npemnapara B Poccuiickoit ®eaeparun, eXXerofHO B TEUEHUE MOCIEAYIOMUX TPEX JIET U B JaJIbHEHIIEM
OIWH pa3 B IIAATH JICT.

(aactp 22 BBenena denepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

Crarbs 19. IIpuHsaTre pelieHrs 0 Bbl1aye 3KCIEPTHOMY YUPEKICHUIO 3a/1aHUs HA IPOBEICHUE
9KCTIEPTH3bI JIEKAPCTBEHHOTI'O CPEICTBA
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Teuenune necsatu pabounx JHEH cO THS MPUHSATH 3asBJICHUS O TOCYAapCTBEHHOM perucTpanuu
JIEKapCTBEHHOT'O TIpeTapara COOTBETCTBYIONIHMHA YITOTHOMOYCHHBIN (ellepaibHbId Opra
WCTIOJIHUTETILHOM BJIACTH MPOBOJUT MIPOBEPKY MOIHOTHI, JOCTOBEPHOCTH M MPABUIILHOCTH O(POPMIICHHUS
MMpEACTABJICHHBIX JOKYMCHTOB PECTUCTPALIMOHHOI'O IOCHE Ha J'IeKapCTBCHHHﬁ npenapar u IpuHUMacT
pEILIEHUE O BBIa4e 3aJaHNsl Ha IIPOBEICHNUE!

1) sKcIepTU3bl JOKYMEHTOB, PEICTABICHHBIX JUIS ONPEAe/ICHUS BO3SMOXHOCTH pacCMaTpUBaTh
JIEKapCTBEHHBIN Npenapar A1l MEAULUHCKOTO IPUMEHEHUS IPH OCYILECTBICHUN I'OCY1apCTBEHHOM
perucTpanuu B kKadecTBe op(haHHOTO JIEKAPCTBEHHOTO TIpenapara;

2) OKCICPTU3BI JICKAPCTBEHHOI'O CPEACTBA B HACTHU SKCIIEPTU3LI KAY€CTBA JICKAPCTBEHHOI'O CPEACTBA U
OKCIICPTU3bI OTHOUICHUA omnaaeMoﬁ IMOJIb3bI K BOBMOXHOMY PHUCKY IMTPUMCHCHUS JICKAPCTBECHHOT'O
npenapara il MCAUIUHCKOTIO IPUMCHCHUA

3) KcIepTU3bI JIEKAPCTBEHHOTO CPEJCTBA B YACTH SKCIIEPTU3bI Ka4eCTBa JIEKAPCTBEHHOT'O CPEICTBA U
9KCIEPTU3bI OTHOLIEHHS 0’KHJAEMOM MOJIb3bl K BO3MOKHOMY PHCKY IPUMEHEHHS JIEKAPCTBEHHOTO
npenapara st MEIULIUHCKOIO IPUMEHEHUS B ITOPSJIKE YCKOPEHHOU ITPOLIEyPhl KCIIEPTU3BI
JIEKapCTBEHHBIX CPEZCTB B COOTBETCTBHH CO CTaThel 26 HacTosmero PepeparbHOro 3aKOHA;

4) sKcrIepTH3bI JIEKAPCTBEHHOTO CPEACTBA B OTHOIIIEHUH JIEKAPCTBEHHOTO Mperapara i BETEpUHAPHOTO
[IPUMEHEHUS.

2. YIoIIHOMOUYEHHBIH (eiepaIbHbIi OpraH HCIOTHUTENFHON BIACTH YBEAOMIISIET B DJIEKTPOHHOU (hopme
WM Ha OyMa)KHOM HOCHTEJIE 3asIBUTENS U SKCIIEPTHOE YUPEKACHUE O IPUHSATOM PEIIEHHH O BhIJaue
3a/laHuil Ha IPOBEACHNE IKCIIEPTU3, TPEAYCMOTPEHHBIX YacThI0 | HACTOAIIEH CTaThH, U B CIIy4ae
HEOoOXOIMMOCTH O BBIZIaue pa3perieHns Ha BBo3 B Poccuiickyto Peneparuro KOHKPETHON MapTHH, CEPUN
3aperuCTPUPOBAHHBIX U (WIIH) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB MM 00 OTKAa3e B
MPOBEJCHUH MTPEIYCMOTPEHHBIX IKCIIEPTH3 C YKa3aHUEM MIPUYMH TaKOTO OTKa3a.

3.B CJIy4dac BBIABJIICHUS OTCYTCTBUSA UJIIM HEAOCTOBCPHOCTHU I/IH(l)OpMaLII/II/I, couepmameﬁca B
MPEACTABJICHHLIX 3as4BUTCIICM JOKYMCHTAX, yr[OJ'IHOMO‘lCHHBIﬁ (be}lepanLHmﬁ opra”n HCIIOJTHUTEIIBEHOM
BJIACTHU HANIPABJIACT 3aABUTCIIIO 3alIpOC 00 YTOUYHCHUHU 3TOH I/IH(bOpMa]_[I/II/I (J:[anee - 3aIpocC



YIOJIHOMOUYEHHOTO (heZiepaibHOTO OpraHa HCIIOTHUTENbHON BIIACTH), KOTOPBIF MOKET OBITh MepeiaH
YIOJIHOMOUYEHHOMY MPEACTABUTEIIO 3asIBUTENS INYHO IO PACTIFCKY, HAIIPABJIEH TI0 TTOYTE 3aKa3HBIM
MUCHMOM WJIH TIEpEIaH B DIEKTPOHHOH (popMe 1Mo TeIeKOMMYHHUKAIIMOHHBIM KaHallaM CBs3U. B cirydae
HaTPaBIIEHS 3aIIpoca YIIOJHOMOYEHHOTO (heIepalTbHOT0 OpraHa NCTIOTHUTEIHHOMN BIIACTH T10 TI0UTE
3aKa3HBIM [TMCEMOM OH CYHTAETCS MOIYICHHBIM 10 HCTEYCHUH IIIECTH THEH C JaThl HallpaBJICHUS
3aKa3HOTO MHChMa.

4. 3asBuTens 00s13aH MPEACTABUTH OTBET HA 3apPOC YIOTHOMOYEHHOTO (e/IepalbHOrO OpraHa
WCITIOJIHUTENILHOM BJIACTH B CPOK, HE MPEBBIIAIOMINN IEBSHOCTAa Pa0OYHX JTHEH CO JHS €ro MOTy4YeHHUS.
Cpok, yKa3aHHBIN B yacTu | HacTOAIIEH CTaTbU, IPUOCTAHABIMBACTCA CO IHS HAIIPABJICHUS 3asBUTEIIO
3arpoca yInoJIHOMOYEHHOTO (heaepaabHOro OpraHa UCIIOJHUTEIBHON BIACTH A0 IHS MOIYYEeHUS UM
COOTBETCTBYIOILETO OTBETA.

5. OcHOBaHUEM JUTsI OTKa3a B OPTaHU3aI[MHU IKCIIEPTHU3, MPEyCMOTPEHHBIX YaCThI0 1 HACTOSIIEH CTaThH,
SIBJIICTCS MPEACTABICHUE HEOOXOAUMBIX IS IPOBEACHUS MPEAYCMOTPEHHBIX SKCIIEPTU3 JOKYMEHTOB B
HETOJTHOM 00beME MJIM HENPEICTABIICHUE 3asIBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETA Ha 3aIpoC
YIOJIHOMOUYEHHOTO (heJIepalbHOTO OpraHa MCIIOJIHUTEIILHOM BJIACTH, a TAKIKE MPEACTABICHHUE
JIOKYMEHTOB, HE COAEPIKAIINX UCUEPIBIBAIOIIETO MEPEYHSI HEOOXOAUMBIX CBEICHUI.

Crarbs 20. DkcnepTu3a JOKYMEHTOB, IPEICTABICHHBIX AJI ONPEIEICHUS BO3SMOKHOCTH pacCMaTPUBATh
JIEKapCTBEHHBIN Mpenapar A1l MEAULUHCKOTO IPUMEHEHUS IPH OCYILECTBICHUN IOCY1apCTBEHHOM
perucTpannu B kadecTBe op(aHHOTo JISKapCTBEHHOTO Tpernapara

(B pen. @enepanbpHOTo 3aK0Ha OT 22.12.2014 N 429-D3)

1. DkcnepTu3a JOKYMEHTOB, IPEACTABICHHBIX IS OMPEIeTICHUS BOZMOKHOCTH pacCMaTpUBaTh
JIEKapCTBEHHBIN Mpermapar Al MEUIMHCKOTO MPUMEHEHHUS TIPY OCYIIIECTBICHUN TOCYapCTBEHHON
pETHUCTpAllMU B Ka4eCTBE OppaHHOTO JICKAPCTBEHHOTO TIperapaTa, COCTaBIIeHHEe KOMUCCHEH SKCIIEPTOB
3aKJTFOYEHUS O BO3MOXKHOCTH HITM HEBO3MOXXHOCTH PacCMaTPHUBATh JIEKapCTBEHHBIN Mpenapar s
MEIUIIMHCKOTO IPUMEHEHHS MTPH OCYIIECTBICHUH TOCYJTaPCTBEHHOM PETUCTPAIIUH B KAUECTBE
op(haHHOTO JICKapPCTBEHHOTO Mperapara U HalpaBJICHUE TaHHOTO 3aKJIFOUEHUS B YIIOJTHOMOYCHHBIH
(enepalbHbIi OpraH UCIOJHUTEILHON BIACTH OCYIIECTBIIIOTCS B CPOK, HE MPEBBIIIAIONINN TPUALIATH
paboumx JHEH CO JHS MOJYUYSHHsI SKCIICPTHBIM YUPESKICHUEM 3aJIaHuUs YIIOJHOMOYEHHOTO (pe/iepaabHOro
opraHa UCIOJHUTEIbHON BJIACTH U B AJICKTPOHHOM (opMe MM Ha OYMa)KHBIX HOCUTEIIAX HEOOXOUMBIX
JIOKYMEHTOB, YKa3aHHBIX B MyHKTax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbu 18 HacTosmiero
®denepabHOTO 3aKOHA.

2. IOKyMEHTBHI, CofiepKallrecs B pETUCTPAIMOHHOM JIOChE Ha JIEKAPCTBEHHBIH Mperapar 1 MOCTYITUBIIIHE
Ha OYMa)XHBIX HOCHUTEIISX B SKCIIEPTHOE YUPESKICHUE IS OCYIICCTBICHUSI UX SKCIICPTHU3BI IS
ompeieTIeHUs] BO3MOXKHOCTH PacCMaTPUBATh JICKAPCTBEHHBIN Mpenapar IIsl MEIUIIMHCKOTO TIPUMEHEHUS
B KauecTBe Op(aHHOTrO JICKAPCTBEHHOTO IIperapara, o yIeXkar BO3BpaTy B YIIOJIHOMOYCHHBIH
(enepanbHbIi OpraH UCIOJHUTEILHON BIACTH OJJHOBPEMEHHO C 3aKJIFOUECHUSIMH COOTBETCTBYIOLIUX
9KCIEPTHU3.

Cratps 21. Pemienrie 0 BO3MOKHOCTH pacCMaTpHUBATh JIEKAPCTBEHHBIN MpenapaT Mpu OCYIECTBICHUN
roCyJapCTBEHHOW PErHCTPALlM B KauecTBE Op(haHHOrOo JIEKapCTBEHHOT0 Mpernapara

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

1. B cpok, He peBBIIAIONINN AT pabouuXx JHEH cO JTHS MOTYYCHUS 3aKIIOUCHHUS, YKa3aHHOTO B
YacTH
1 crarbu 20 HacTosmero OenepanbHOTO 3aK0HA, YIOIHOMOYEHHBIH (eaepanbHblil opran
WCIIOJTHUTENBHON BIACTH OCYIECTBIISET OLIEHKY MOJTYYEHHOTO 3aKIF0UEHNUS TS ONPEIEICHUs €T0
COOTBETCTBUSI 3a/laHUIO Ha IIPOBEJEHUE COOTBETCTBYIOLIEH SKCIIEPTHU3HI U YBEAOMIISIET 3aIBUTEINS B



AJEKTPOHHOH (hopMe miih Ha OYMakHOM HOCHUTENE O Pe3yNIbTarax MpoBeICHHON SKCIIEPTH3HI C
MPUIOKEHUEM KOTTHH SKCIIEPTHOTO 3aKJII0UCHNs (C COXpaHeHUeM KOH(DUACHITNATLHOCTH HH(POPMAITHH O
COCTaBe HKCIEPTHOW KOMUCCHH) M O BO3MOXXHOCTH MJI HEBO3MOKHOCTH PacCMaTPUBATh JIEKAPCTBEHHBIH
mpermapar Ui MEAUIIMHCKOTO PUMEHEHHS TTPH OCYIIECTBICHUH TOCYJaPCTBEHHON PETUCTPAIINH B
KadecTBe op(paHHOTO JIEKaPCTBEHHOTO MIperapaTa.

2. Ilpu BEIHECEHHN KOMUCCHEHN 3KCIIEPTOB 3aKJIFOUEHHS O BO3MOXHOCTH pacCMaTpUBaTh JIEKaPCTBEHHBIN
npemnapar i1 MEAUIUHCKOTO IPUMEHEHNS ITPU OCYIIECTBICHUH TOCYJapCTBEHHON PETUCTPALNH B
KadecTBe Op(haHHOTO JIEKApCTBEHHOTO Npenapara yIoJHOMOYEHHBIN (e/lepalbHblii Opran
WCIIOJIHUTEIILHOM BJIACTH B CPOK, HE MPEBBIIAOIININ IATH padouuXx AHEH cO JHS NOIy4EHUs] JaHHOTO
3aKJIOYEHUS], IPUHUMAET PEeIICHHUE O BhIJaue 3alaHus Ha IPOBEIEHHE IKCIIEPTU3bI KauecTBa
JIEKapCTBEHHOT'O CPE/ICTBA U 3KCIIEPTU3bl OTHOLICHUS 0KMJAEMOM MOJIb3bl K BO3SMOXKHOMY PHCKY
IIPUMEHEHUS JISKapCTBEHHOTO Ipenapara Al MEAULIMHCKOTO IPUMEHECHHUS B IIOPAAKE YCKOPEHHON
MIPOLIEAYPHI KCIIEPTHU3HI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHUHU CO CTaThel 26 HACTOSIIETO
DenepanbHOro 3aK0Ha.

3. B cayyae nmpuHATHS peLIeHHsI 0 HEBO3MOKHOCTH paccMaTpHUBaTh JeKapCTBEHHBIN Mpenapar A
MEIUILMHCKOTO IIPUMEHEHUS IPH FOCYJapCTBEHHON PErucTpaly B KauecTBe OpPaHHOrO
JIEKapCTBEHHOTO Ipenapara yIoJIHOMOYEHHBIN (eepalbHblil Oprad UCTIOHUTEIbHON BIaCcTH
IpeKpalaeT Npoueaypy rocyJapCTBEHHON PErUCTPalMy JIEKAPCTBEHHOTO MpernapaTa. 3asBUTENb BIIPaBe
00paTUThCS B PETUCTPUPYIOLINIA OPraH ¢ 3asBICHUEM O TOCYAaPCTBEHHOM PErucTpalui yKa3aHHOTO
JIEKapCTBEHHOI'O IIperapara B COOTBETCTBUM €O cTaThel 18 HacTosmero denepanbHOro 3aKoHa.

Cratps 22. YTpatuna cuny ¢ 1 urons 2015 rona. - @enepanbHbiii 3akoH ot 22.12.2014 N 429-D3.

Cratbs 23. DKkcnepTu3a KayecTBa JIEKapCTBEHHOTO CPEACTBA U SKCIEPTH3a OTHOLICHUS 0KUIaeMOU
NOJIb3BI K BO3MOXKHOMY PHCKY IPUMEHEHHS JIEKAPCTBEHHOT'O MpernapaTa 1Jisi MEAULUHCKOTO IPUMEHEHUS
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DkcniepTH3a KauecTBa JIEKAPCTBEHHOT'O CPEICTBA M SKCIIEPTH3a OTHOIICHHUS OKUIaEMOM MOJB3bI K
BO3MOXHOMY PUCKY IPUMEHEHHUs JIEKAPCTBEHHOTO Iperapara sl MEAULMHCKOT O IPUMEHEHH],
COCTaBJIEHUE KOMUCCHSIMH 3KCIIEPTOB 3aKIFOYEHUM 110 pe3yJibTaTaM IIPOBEIEHHBIX IKCIIEPTU3 U
HaIpaBJIeHHE dTUX 3aKIIOUYCHUI B YIIOJTHOMOYECHHBIH (e/iepaibHbIii OpraH UCTIOJIHUTEIBHOM BIacTH
OCYILECTBIISIIOTCS B CPOK, HE MIPEBBILIAIONINH CTa AeCATH padOYNX AHEH CO AHA HOITY4EHUs SIKCIEPTHHIM
YUPEXKIEHUEM COOTBETCTBYIOIIETO 3a/IaHHs YIIOTHOMOYEHHOTO (he1epaIbHOr0 Oprana UCIIOJHUTEIbHON
BJIACTH Y HEOOXOAMMBIX JOKYMEHTOB B 3JIEKTPOHHOM (hopMe Wiin Ha OyMa>KHBIX HOCHUTEISIX.

2. B TeueHue AeBsIHOCTA JTHEH CO JIHS TOJIYYCHHS PEIICHUs YIIOTHOMOUYEHHOro (hefiepabHOro opraHa
WCITOJTHATEIIFHOM BJIACTH O MPOBEACHUH IKCIIEPTH3, IPETYCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTaThH,
3asBUTENIb IPEACTABIISET B AKCIIEPTHOE YUPEKIEHUE SISl IPOBEAEHUS SKCIIEPTU3BI KaueCcTBa
JIEKapCTBEHHOTO CPENICTBA 00Pa3Ibl JICKAPCTBEHHOTO Mpenapara Juisi METUIIMHCKOTO PUMEHEHUS,
MIPOU3BEJICHHOTO B COOTBETCTBUU C TPEOOBAHUAMHU ONBITHO-TIPOMBIIINIEHHOTO U (MJIH) TPOMBIIUICHHOTO
PErIaMEHTOB, YTBEPAKIAEHHBIX PYKOBOJIUTEIEM IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B
COOTBETCTBYIOIIUX CIIy4asx 00pasibl (papMarieBTHIeCcKoi CyOCTaHIIMY, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJIBTYPhI KJIIETOK, 00pa3Ilbl BEIECTB, MPUMEHSEMBIX JIJISl KOHTPOJISI KA4eCTBa JIEKAPCTBEHHOTO CPE/ICTBA
MyTEeM CPaBHEHUS C HUMHU MCCIICAYEMOr0 JICKapCTBEHHOTO CPEJCTRA, B KOJIMYECTBAX, HEOOXOIUMBIX IS
BOCIIPOM3BEJICHUS] METOJIOB KOHTPOJIS Ka4eCTBa.

3. [Ipu mosryyeHur 00pa3IoB JICKAPCTBEHHOTO MpenapaTa u (hapMaleBTHIECKON CYOCTaHIIMU IKCIIEPTHOE
YUPEXKJICHUE BBIIACT 3asBUTEINIO JOKYMEHT, ITOATBEPIKIAIONINI TTOTyYSHIE YKa3aHHBIX 00pasIloB, U B
CPOK, HE MPEBBIIAOIINN TpeX pabodnx JTHEH, yBeIOMIIACT B JICKTPOHHON (hopMe WITH Ha OyMaKHOM
HOCHTENEe 00 ATOM YITOJHOMOYCHHBIH (he/iepatbHbIi OpraH HCIIOIHUTEIHLHONW BIACTH.



4. YxazaHHbIC B 4aCTIX 2 ¥ 3 HACTOSIIEH CTAaTbU CPOK JJIs TIPEJICTABIICHHS 3asBUTEIEM 00pa3IioB
JIEKapCTBEHHOTO TIpenapara u (hapMareBTHIecKOi CyOCTaHIIMH U CPOK YBEJOMIICHHSI SKCTICPTHBIM
yapexeHrneM 00 ’TOM Ha OyMa)XHOM HOCHTEIIE YIIOJTHOMOYEHHOTO (peIepaibHOTO OpraHa
WCTIOTHUTENHFHOU BIACTH HE BKIIFOYAIOTCS B CPOK MPOBEIEHUS IKCIIEPTH3, IPETYCMOTPEHHBIX YacThIo |
HACTOSIIIEH CTaThU.

5. I[OKYMGHTI)I, MOCTYIUBIIKUEC B SKCIIEPTHOC YUPCIKACHUC AJId MIPOBCACHUA SKCIICPTHU3,
npeaAyCMOTPCHHBIX YaCThIO 1 HaCTOSIIEH CTaTbH, MMOAJICIKAT BO3BPATY B yHOHHOMO‘leHHLIfI (1)6I[€paJ'ILHI)II\/'I
opran HUCIIOJIHUTEIILHOM BIIACTHU OIHOBPEMCHHO C 3aKJIIOYCHUSAMU, MTOJYYCHHBIMU 10 PE3yJIbTaTaM
COOTBETCTBYIOIIIUX SKCIICPTHUS.

Cratbs 24. DxcriepTr3a KauyecTBa JICKapCTBEHHOTO CPEACTBA M KCIIEPTH3a OTHOIICHUS 0KHIaeMOi
TIOJIH3BI K BO3MOXKHOMY PHCKY MIPHUMEHEHHS JIEKAPCTBEHHOTO MperapaTa JJisl BETepUHAPHOTO
MIPUMEHEHUS

1. DxcnepTH3a KauecTBa JIEKAPCTBEHHOTO CPEACTBA U SKCIIEPTH3a OTHOUIEHHS O’KHUAAEMOH MONIb3BI K
BO3MOKHOMY PUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O ITpCIiapaTta Iy BETCPUHAPHOI'0 IPUMCHCHUA,
COCTaBJIEHHE KOMHUCCHSIMU 3KCIIEPTOB 3aKJIIOUEHUH [0 PE3yJIbTaTaM yKa3aHHbBIX IKCIIEPTU3 U
HaIpaBJieHNE TAaKWX 3aKITIOUYEHUI B YIIOJTHOMOUYEHHBIN (hefiepanbHbIi OpraH UCIIOTHUTEIFHON BIaCTH
OCYILECTBIISIFOTCS B CPOK, HE MIPEBBILIAIONINH CTa AeCATH pad0YNX AHEH CO AHA MOIY4EHUS SKCIEPTHHIM
YUpEXACHUEM 33JaHus YIOJTHOMOYEHHOT O (peiepaibHOr0 OpraHa UCIIOJIHUTEIbHOM BIaCTH €
JIOKYMEHTaMH, yKa3aHHBIMHU B yacTH 3 ctatbu 17 HacTosmero degepanbHOro 3aKoHa.

(B pen. @eaepanbubix 3akoHOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B TeyeHune naTHaauaT pabounx JHEH cO THS MOMYUYCHHUS pEIIeHHs YIIOJIHOMOYEHHOTO (eIepaaIbHOTO
OpraHa UCHOJHUTEIbHOU BIACTH O MPOBEICHUH YKAa3aHHBIX B 4YaCTU | HACTOSLIEH CTAThU SKCHEPTHU3
3as1BUTENb NPEICTABISET B SKCIEPTHOE YUPEXKICHUE AJIS IPOBEACHUS SKCIIEPTU3bI KaueCTBa
JIEKapCTBEHHOTO CPENICTBA 00pa3Ilbl IEKAPCTBEHHOTO MIpeTapaTa Jijisi BETEPHHAPHOTO IPUMEHEHHUS,
MPOM3BEIEHHOTO B COOTBETCTBUH C TPEOOBAHMSIMH TEXHOJIIOTUYECKUX PETIIAMEHTOB, YTBEPKICHHBIX
PYKOBOJHMTEIEM IIPOU3BOIUTES JIEKAPCTBEHHBIX CPEJICTB, a Takxke o0pasell papManeBTHUECKON
CyOCTaHIIMM B KOJMUYECTBAX, HEOOXOMMBIX JUISI BOCIIPOM3BE/ICHUS METOJIOB KOHTPOJISI KA4eCTBa.

3. [Ipu mosryueHur 00pasIoB JICKAPCTBEHHOTO MpenapaTa U (apMaieBTUYeCKON CyOCTaHIIMU IKCIIEPTHOE
YUpExX/IeHUE BBIIAET 3asBUTENIO IOKYMEHT, TOATBEPKIAIONINN TTOyYeHIe YKa3aHHBIX 00pasIioB, U B
CpPOK, He MPEBBIIIAIINN TpeX pabounx THEH, yBeIoOMIIIeT B MUCBMEHHOH (hopMe 00 3TOM
YIOJTHOMOUYEHHBIN (heiepallbHbIi OpraH UCIIOTHUTEIHLHON BIIACTH.

4. Cpok ist IpeICTaBIeHHs 3asiBUTENIEM 00pa3IloB JIEKapCTBEHHOT'O Mpernapara U papMarieBTUIecKOm
CyOCTaHIIMH M CPOK YBEJOMIICHHSI SKCIIEPTHBIM yUpeXKIeHHEM 00 STOM B MUCbMEHHOH Qopme
YIIOJIHOMOYEHHOTO (peiepalibHOrO OpraHa UCIIOTHUTENbHON BIACTH, YKa3aHHbBIE B 4acTsaX 2 U 3
HaCTOSIIIIeﬁ CTaTbH, HE BKIIFOYAIOTCA B CPOK NPOBEACHHNA YKa3aHHbBIX B 4aCTU 1 HaCTOSIHIefl CcTaTbn
IKCIIEPTH3.

5. I[OKYMCHTBI, MOCTYIUBIIKWC B S9KCIICPTHOC YUPCIKACHUC AJId NPOBCACHHNS YKA3aHHBIX B 4aCTU 1
HaCTOS[H_Ieﬁ CTAaTbH 3KCICPTU3, TIOATICIKAT BO3BPATY B ynOHHOMO‘ICHHLIfI (l)eﬂepaHLHBIﬁ opra”n
HUCITOJITHUTEIILHOM BIIACTH OJHOBPEMEHHO C 3aKJIFOUCHUAMMU 110 PE3YJIbTaTaM YKa3aHHBIX OKCIICPTU3.

Cratbs 25. IloBTOpHOE TIPOBEICHNE PKCIIEPTU3HI IEKAPCTBEHHBIX CPEACTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1.B clIydadax He,[[OCTaTO‘lHOﬁ 000CHOBAHHOCTHU MJIU HEITOIHOTHI 3aKIIOUSHUS KOMHCCUU OKCIICPTOB,
HaJIM4KUA B HCM IPOTUBOPCYMUBLIX TAHHBIX, (banbcn(i)m(aunn BBIBOJOB OKCIICPTU3BI JICKAPCTBCHHOT'O
CpeaAcCTBa, COKPBITHUA OT YHOJJHOMOYCHHOTO (be/:[epanbﬂoro OopraHna HCIIOJIHUTEIIBHOM BJIACTH OCHOBAaHUM



JUISL OTBOJIA SKCIIEPTA BCIIEACTBHE €TO 3aMHTEPECOBAHHOCTH B PE3yJIbTaTaX COOTBETCTBYOLIECH
9KCTIEPTHU3BI, HATMYHS JaHHBIX O MPSIMOM JIHO0 KOCBEHHOM BMEIIATEIBECTBE B IIPOIIECC
COOTBETCTBYIOIIEH AKCIIEPTH3HI JINI], HE YYACTBYIOIIHX B €€ IIPOBEJICHUH, HO OKAa3aBIINX BIUSHNC HA
IpOILIECC U PE3yIbTATHI €€ MMPOBEACHUS, YIOIHOMOYESHHBIM (helepalbHBIM OPTaHOM HCIOTHUTEIBHON
BJIACTH HAa3HAYAETCsI OBTOPHAS AKCIIEPTH3a JIEKAPCTBEHHOTO CPENICTBA M (WJIN) ITHYECKAst IKCIICPTH3A.
(B pen. @enepanbpHOTro 3aKkoHa 0T 22.12.2014 N 429-D3)

2. [loBTOpHAS SKCIIEPTH3A JIEKAPCTBEHHOT'O CPEJICTBA MMPOBOJAMUTCS C YIETOM PE3yJIbTATOB PaHEe
MIPOBEJICHHOMN 3KCIEPTH3BI B CPOK, YCTAHOBICHHBIN YIOJTHOMOYCHHBIM (heepaTbHBIM OpraHOM
UCTIOJIHUTETHLHOM BIIACTU M HE TIPEBBIMNAONINA TPUANATH PA0OOUYMX JTHEH CO JTHS TOTYYCHHS SKCIICPTHBIM
YUpekICHUEM 33/I1aHUS Ha TIPOBEJICHNE MIOBTOPHOM AKCIIEPTU3bI JICKAPCTBEHHOTO CPEJICTBA.

(B pen. @enepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

3. ®duHaHCcOBOE 00SCIICUCHUE BBHITTOJHEHUS 3a/IaHUS Ha MTPOBEJICHHUE TOBTOPHOM 3KCIIEPTH3HI
JIEKapCTBEHHOT'O CPE/ICTBA HE OCYIIECTBISAETCS.
(B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbs 26. Y ckopeHHas MpoLeaypa IKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB

1. YckopeHHas npouenypa 3KCIIepTH3bI JICKAPCTBEHHBIX CPEJACTB B LIETSAX TOCYJapCTBEHHON PETUCTPALUH
JIEKapCTBEHHBIX IIPENapaToB MPUMEHIETCA B OTHOIIEHUH Op(aHHbIX JIEKAPCTBEHHBIX NIPETAPATOB,
IIEPBBIX TPEX JIEKAPCTBEHHBIX IIPENAPATOB, pErUCTpUpyeMbIX B Poccuiickoit denepanyy B KauecTBe
BOCITPOU3BECHHBIX JIEKAPCTBEHHBIX MPENAPATOB, OUEPEAHOCTH KOTOPBIX OIIPEAEISETCS B COOTBETCTBUU
C HOMEPOM U J1aTOH BXOJAIIUX 3asIBICHUI O TOCYIapCTBEHHOM PErUCTPALlY JIEKAPCTBEHHBIX IIPENAPaTOB
B PaMKax OJIHOTO MEXIyHapOJHOI0 HEMATEHTOBAHHOIO HAUMEHOBAHUS JIEKAPCTBEHHOTO IIperapara uiiu
TPYIIMPOBOYHOIO HAMMEHOBAHMSI JIEKAPCTBEHHOTO NIPENapaTa, ¥ JIEKapCTBEHHBIX PENapaTos,
MIpeTHa3HAYEHHBIX UCKJIFOUUTENBHO JUIsl IPUMEHEHUS HECOBEPIIEHHOIETHUMH IPAKIAHAMHU.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. YckopeHHas mpoleaypa IKCIepTH3bI JIEKAPCTBEHHBIX CPEICTB B IEIIAX TOCYIaPCTBEHHON perucTpanuu
JIEKapCTBEHHBIX MPENapaToB HE MPUMEHSICTCS] B OTHOIICHUU

1) 6noananoroBeIx (0MOMOAOOHKIX) JIEKAPCTBEHHBIX MpenapaToB (0MOaHaIOroB);

2) peepeHTHBIX JIEKapCTBEHHBIX MPENaparoB (3a UCKIIFOUYECHHEM Op(aHHbBIX JICKAPCTBEHHBIX
MIperaparoB);

3) BoCIpOHM3BEACHHBIX JIEKAPCTBEHHBIX MPETapaToB (3a CKIIOYEHHEM MEPBHIX TPEX PErHCTPUPYEMBIX B
Poccuiickoit @eaepannn B KaU€CTBE BOCIIPOU3BEAEHHBIX JICKAPCTBEHHBIX IPENAPATOB U JIEKAPCTBEHHBIX
MpenapaToB, MpeAHa3HAYEHHBIX UCKITIOYUTEIHHO ISl IPUMEHEHHS HECOBEPIICHHOIETHIMH
TpaXAaHAMH);

4) HOBBIX KOMOMHAIMH 3apErUCTPUPOBAHHBIX paHEe JIEKapCTBEHHBIX IPENapaToB;

5) neKapCTBEHHBIX MPENAPaTOB, 3aPErUCTPUPOBAHHBIX PaHee, HO MPOU3BENECHHBIX B IPYTUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHUH C IepeYHEM HAUMEHOBAHHH JIEKAPCTBEHHBIX ()OPM U B HOBOI
JIO3UPOBKE.

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

3. yCKOpCHHaﬂ npoucaypa 3KCuCpTU3LbI JICKAPCTBCHHBIX CPCACTB IMMPOBOJAUTCA IO PCIICHUTO
COOTBCTCTBYIOUICTO YIIOTHOMOYCHHOT'O (bez[epanbﬂoro OopraHa HCIOJHUTEIBHON BJIACTH HA OCHOBaHHH
3asABJICHUA 3adBUTCIIA B CPOK, HEC HpeBBIIHaIOI]_II/If/'I BOCBMUACCATHU pa601mx ,Z[Heﬁ. HpI/I OTOM 3KCIICpTHU3a
JAOKYMCHTOB, COACPIKAINUXCA B pPETUCTPATUOHHOM OOCHEC Ha J'IeKapCTBeHHI:IfI npenapar, IpoOBOAUTCA B



CPOK, HE MPEBBIMAIONINN IECITH padovnX JHEH, SKCIIepTH3a KauecTBa JICKAPCTBEHHOT'O CPEJICTBA U
JKCIEPTH3a OTHOIICHHUS OXKHIAEMOH MOJIH3bI K BO3MOXKHOMY PHCKY NPUMEHEHHS JICKAPCTBEHHOTO
npenapara npoBOSITCSA B CPOK, HE TIPEBBINIAIONIH IIECTUICCATH pabounX JTHEH.

(gactpb 3 B pen. PenepanpHOro 3aKoHa oT 22.12.2014 N 429-D3)

3.1. B otHOmIeHNH Op(haHHBIX JIEKAPCTBEHHBIX MPENApaTOB MOTYT ObITh MPEACTABICHBI PE3yIbTaThI
JIOKJIMHUYECKUX UCCIICIOBAHUM JICKAPCTBEHHBIX CPEACTB U KIMHUYCCKUX UCCIICA0BAaHUH JIEKaPCTBEHHBIX
MperaparoB JJIsl MEIUIIUHCKOTO TPUMEHEHUS, BRITIOJHEHHBIX 32 TpeaenaMu Poccutickoit enepariiu B
COOTBETCTBUH C TIPaBUJIAMH HaJJIexKaIIeH 1TaO0paTOPHON MPAKTHKY M MTPABUIAMU HaJIeKaIeH
KITMHAYECKOM MPAKTHUKH.

(qacthb 3.1 BBemena @eaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

4. YckopeHHas mpoIieIypa dKCIIePTH3BI JIEKapCTBEHHBIX CPENICTB IMPOBOTUTCS B MOPSIKE,
yCTaHOBJICHHOM cTaThsiMu 17 - 20, 23 u 24 Hacrosimero denepalbHOro 3aK0Ha, U HE 03HAYaET CHUKCHUS
TpeOOBaHU K 0€30MaCHOCTH, Ka4eCTBY U 3P (EKTUBHOCTH JICKAPCTBCHHBIX MIPEIIapPaToB.

Cratbs 27. PenieHue 0 rocyJapcTBEHHOM PErHCTPaIliH JICKAPCTBEHHOIO Mpenapara

1. B cpok, He IpeBHIIAIONINAN AECATH PA0OYNX JHEH CO JHS MOYIEeHHUS 3aKITI0YCHNH KOMICCHN
9KCIEPTOB MO Pe3yNbTaTaM dKCIEPTH3bI KaYeCTBA JIEKAPCTBEHHOTO CPEACTBA H SKCIIEPTU3bI OTHOLICHHS
0’KHJAaEMOH MOMIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKapCTBEHHOTO MIPENapara, COOTBETCTBYIOIINN
YIIOJIHOMOYEHHBIH (heiepanbHbIid OpraH UCIIOTHUTEFHON BIACTH:

(B pen. @enepanbpHOTo 3aK0Ha OT 22.12.2014 N 429-D3)

1) pa3mernaer Ha CBOeM OQUIIMATILHOM caiite B ceTr "VIHTepHET" COOTBETCTBYIONIUE 3aKITFOUCHUS
KOMUCCHH SKCIIEPTOB M OCYIIECTBISIET UX OLEHKY JUIS OTIPEICTICHHUSI COOTBETCTBUS 3aIaHUI0 Ha
MIPOBEJICHHUE ATHX IKCIIEPTH3;

(. 1 B pen. dexpepanbHoro 3akona ot 22.12.2014 N 429-D3)

2) IpUHUMAET PEUICHUE O TOCYIAPCTBEHHOW PErHCTPAIMH JIEKAPCTBEHHOTO MpemnapaTa Wik 00 OTKas3e B
rOCy/IapCTBEHHOM perncTpalui JIEKapCcTBEHHOTO Mpenapara;

3) BHOCHT IIPU MIPUHATHH PEIICHUS O FOCYIaPCTBEHHOM PErUCTPAIIUH JIEKAPCTBECHHOTO MpernapaTa
JIAaHHBIC O 3apPErMCTPUPOBAHHOM JICKAPCTBEHHOM TIpernapare, B TOM YUCIie O (papMareBTHUECKON
cyOCTaHIMH, BXOJIAIICH B COCTAB JICKAPCTBEHHOTO Mpernapara, B roCyJapCTBEHHBIN peecTp
JICKAPCTBEHHBIX CPEJICTB U BBIIACT 3aIBUTEITIO PETUCTPAIIMOHHOE yIOCTOBEPEHHUE JICKAPCTBEHHOTO
npenapara, popmMa KOTOPOTO YTBEPKAACTCS YIIOTHOMOYCHHBIM (eIepaibHbIM OPTaHOM HCIOTHUTEILHON
BJIACTH, COIVIACOBAHHBIE HOPMATUBHYIO JOKYMEHTALIUIO, HOPMATUBHBIM JOKYMEHT, HHCTPYKIIUIO 110
IIPUMEHEHUIO JIEKAPCTBEHHOTO MperapaTa U MakeThl IEPBUYHON YIIAKOBKH U BTOPUYHOMN
(mOTpedUTENHCKON) YITAKOBKY C YKa3aHHEM Ha HUX HOMEpa PErHCTPAIMOHHOTO YAOCTOBEPEHHS
JIEKAPCTBEHHOT'O IIpenapaTa v 1aThbl €ro roCyJapCcTBEHHOW PETUCTPallui WIN B CIy4ae IPUHSITHS
pelieHust 00 0TKa3e B TOCY/IAPCTBEHHOM PETUCTPAIUH JICKAPCTBEHHOTO MTperapara yBeIOMIISET B
MUCBMEHHOHN (opMe 3asiBUTENS 00 3TOM C yKa3aHHUEM IPUYUH TaKOTO OTKa3a. 3a BhIIavyy
PETUCTPALIMOHHOTO Y0CTOBEPEHUS JIEKAPCTBEHHOTO MperapaTa B3MMaeTCs TOCyJapCTBEHHAs MMOIIIHHA B
COOTBETCTBHH C 3aKOHOaTeNhCcTBOM Poccuiickoii deneparuu o Hasorax u coopax.

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

2. OcHOBaHUEM JUTS 0TKa3a B TOCYIaPCTBEHHOM PETHCTPAaIliK JIEKAPCTBEHHOTO TIperapara siBIsieTcs
pelIeHre COOTBETCTBYONIETO YIIOJIHOMOYEHHOTO (heIepaIbHOTO OpraHa HCIIOHUTEIILHOM BIACTH O TOM,
YTO KauecTBO U (WiH) 3P PEeKTUBHOCTD PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipenapara He MOATBEPKICHBI
MOJTYYEeHHBIMHU JaHHBIMU HJIH YTO PUCK MPUYUHEHUS Bpelia 30POBBIO YETIOBEKa MITH JKUBOTHOTO
BCJIEJICTBHE MPHEMa JISKapCTBEHHOTO Npenapara npeBbiacT 3Q(QEeKTUBHOCTD €r0 MPUMEHEHUSI.

(B pen. @enepanpaoro 3akoHa ot 11.10.2010 N 271-D3)



3. IloBTOpHOE TIpEeICTaBIEHHE B COOTBETCTBYIONINI YITOTHOMOYCHHBIN (he/iepabHbIN OpTraH
WCTIOJTHUTENFHON BIIACTH JIEKAPCTBEHHOTO MpEMnapaTa, B OTHOIIEHHH KOTOPOTO MOJTyYeH OTKa3 B
TOCY/IapCTBEHHOMN PETHCTPALNK M KOTOPBINA BITOCIEACTBAN TOBEPTCS M3MEHEHHIO B YACTH €T0 COCTaBa,
paccMmaTpuBaeTcs Kak IMpeICTaBIeHnEe HOBOTO JIEKAPCTBEHHOTO MpemnapaTa Ha €ro roCyAapCTBEHHYIO
PETHUCTPALIMIO HE3aBUCUMO OT COXPAHEHHS €0 MEPBUYHOTO HANMEHOBAHMS.

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

Cratps 27.1. HOpﬂI[OK OIpeACICHNA B3aMMO3aMCHACMOCTHU JICKAPCTBCHHBIX NPCHIapaToB 1A
MCIUIUHCKOI'0 MPpUMCHCHUS

(BBenmeHa deaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. B3anMo3aMeHAEeMOCTb JIEKAPCTBEHHBIX MPETapaToB Il MEAUIIMHCKOTO IPUMEHEHHS OIPEIENAeTCS B
nopsizike, ycraHoBieHHOM [IpaButenbctBoM Poccuiickoii deneparium, Ha OCHOBAaHHUH CIIEAYIOIINX
1apaMeTpPOB:

1) sKBUBaNEHTHOCTH (7151 OMOAHATOTOBBIX (OMOTIOAOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (0M0aHaIOToB) -
CONOCTaBUMOCTH) KAUECTBEHHBIX U KOJIMYECTBEHHBIX XapaKTEPUCTUK (hapMareBTHIeCKUX CyOCTaHIMI
(MCnoNB30BaHNE PA3IMIHBIX CONEH, A3(pUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAIUINYECKUX (HOPM U JPYTHX
HPON3BOIHBIX OJHOTO M TOTO )K€ JICHCTBYIOIIETO BEIIECTBA HE SBISETCS TPETSTCTBHEM VIS
B3aMMO3aMEHIEMOCTH JICKAPCTBEHHBIX MIPENapaToB, €CIIM NP MPOBEICHNH UCCICIOBAHUS
OMOAKBHBAJICHTHOCTH JICKAPCTBEHHOT'O TIperapara Uil B cllydyac HEBO3MOKHOCTH ITPOBEICHUS STOTO
WCCIIEIOBAHUS TIPH MTPOBEICHUH UCCIIEIOBAHUS TEPANIeBTHYECCKON SKBUBAICHTHOCTH JIEKAPCTBEHHOTO
npenapara J0Ka3aHo OTCYTCTBHE KIMHUYECKH 3HAYMMBIX Pa3uuuii (papMaKOKHHETUKH U (WJIN)
Oe3omacHOCTH 1 3P PEKTUBHOCTH JICKAPCTBEHHOTO TIpernapara Jjisi MeAUIUHCKOTO TPUMEHEHHS);

2) SKBUBAJICHTHOCTB JICKAPCTBEHHON (POPMBI (101 IKBHBAIICHTHBIMH JIEKAPCTBEHHBIMU (popMaMu
HOHMMAIOTCS pa3HbIe JISKapCTBEHHBIE (POPMBI, UMEIOIINE OJIMHAKOBBIE CII0CO0 BBEIACHUS U CIIOCO0
NPUMEHEHUS, 00JIa/IafOIIIe COIIOCTaBUMBIMU (hapMaKOKMHETHYECKUMH XapaKTEPUCTHKAMH U
(bapMaKoJIOrHYECKUM JICHCTBHEM U 00ECTICYHBAIOIINE TAKXKE JOCTIKEHHE HEOOXOAUMOTO KIIMHUYECKOTO
addexra. Paznuuns nekapcTBEHHBIX (OPM HE SBISIOTCS MPENSATCTBUEM JJIsl KX B3aHMO3aMEHSEMOCTH,
€CIIY TIPH [IPOBEICHUH UCCIIeIOBaHUS OMOIKBUBAIICHTHOCTH JICKAPCTBEHHOTO TIpernapara Uil B Cirydae
HEBO3MOXKHOCTH ITPOBE/ICHUS ATOTO UCCIICAOBAHUS TIPU MPOBEJACHUH UCCIIEIOBAHMUS TEPAIIeBTHUECKON
9KBHBAJICHTHOCTH JIEKAPCTBEHHOTO TperapaTa JJ0Ka3aHO OTCYTCTBHE KIIMHUYECKH 3HAUMMBIX Pa3IIHIHi
(hapMakOKHHETUKY U (WiH) 6€301acHOCTH 1 3G (EKTUBHOCTH JIEKAPCTBEHHOTO TIpernapara Jijs
MEIUIMHCKOTO TIPUMEHEHHS);

3) 3KBUBaJICHTHOCTh MJIH COMIOCTABUMOCTh COCTaBa BCIIOMOTAaTENILHBIX BEIIECTB JIEKAPCTBEHHOT'O
npenapara Jjisi MeJJUIIMHCKOTO TIPUMEHEHUsI (pa3Inyusi COCTaBa BCIIOMOTATEIbHBIX BEIECTB
JIEKapCTBEHHOT'O TIperapara Jiisi MEIMIIHHCKOTO TPUMEHEHUS! HE SIBJISTIOTCS TIPETISITCTBUEM IS UX
B3aMMO3aMEHIEMOCTH, €CJIU TIPH MTPOBEICHUH UCCIIEIOBAHUS OMOIKBUBAIIEHTHOCTH JIEKAPCTBEHHOTO
npenapara A1l MEAULIUMHCKOTO IIPUMEHEHHS WIIM B CIy4ae HEBO3MOXXHOCTH MPOBEACHHUS 3TOTO
MCCIIeIOBAHUS TIPH MIPOBEICHUH UCCIIEIOBAHMUS TEPANIEBTHUECKON SKBUBAIEHTHOCTH JIEKAPCTBEHHOTO
npenapara AJ1s1 MEJUIWHCKOTO IPUMEHEHHS JOKA3aHO OTCYTCTBUE KIMHUUECKU 3HAYMMBIX Pa3inIui
(apMaKOKMHETHKH U (WIK) 0e30MacHOCTH U 3(PPEKTHBHOCTH JIEKAPCTBEHHOTO TIpernapara st
MEIUIMHCKOTO puMeHeHus1. [Ipy 3TOM pa3inyus cocTaBa BCIIOMOTATENIbHBIX BEIIECTB HE JIOJKHEI
MPUBOJIUTH K PHUCKY BO3HUKHOBEHHS CEPhE3HBIX HEXENATENHHBIX PEAKIUI Y OT/ICNbHBIX TPYIII
MAIIMEHTOB WU MTOBBIIICHHUS YaCTOTHI UX BO3HUKHOBEHHS);

4) HUACHTHYHOCTb crocoba BBCICHUSA U IPUMCHCHMUA

5) OTCYTCTBUC KIIMHUYCCKH 3HAYUMBbBIX pasnnqnﬁ IIpU NPOBCACHUU UCCIICAOBAHUA OMO’KBUBAJICHTHOCTH
JICKAPCTBCHHOTO IIpCriapaTta WJin B CIIy4a€ HCBO3MOXKHOCTHU IMPOBCACHUS 3TOTO UCCIICAOBAHUA OTCYTCTBUC



KIIMHAYECKU 3HAYUMBIX Pa3iIMuuii mokazarenei 6e30macHoCTH U 3 (GEKTHBHOCTH JIEKAPCTBEHHOTO
npenapara npy MPOBEJICHUH UCCIICIOBAHUS TEPAIEBTUUECKON SKBUBAJICHTHOCTH. JIaHHBIH apameTp He
MIPUMEHSIETCS] B OTHOIIICHUU BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX B yacTh 10
cratey 18 HacTosmero deaepansHOTO 3aK0HA. B OTHOIIEHHN OMOaHAI0TOBBIX (OMOTIOT00HBIX )
JIEKapCTBEHHBIX MpenapaToB (OM0aHATOTOB) JaHHBIE 00 OTCYTCTBHH KITMHUYECKH 3HAYMMBIX D3I
Oe3omacHOCTH, 3)PEKTUBHOCTH U UMMYHOTEHHOCTH JIEKAPCTBEHHOTO Mpernapara 1o pe3yjibraTam
MPOBEICHHS KIIMHUYECKUX MCCIICIOBAHMIA MTPEIOCTABIISAIOTCS B MOPSIKE, YCTAHOBJICHHOM HACTOSIIICH
YacThlIo;

6) COOTBETCTBHE MPON3BOAUTEIIS JICKAPCTBEHHOTO CPEACTBA TPCOOBAHUAM HaIJICKAIIICH
MPOU3BOJICTBEHHOMN MPAKTHKH.

2. CpaBHEHHE TAPaMETPOB PETHCTPUPYEMbIX JICKAPCTBEHHBIX MPEMAPATOB IS MEAUITHHCKOTO
MPUMEHEHHS OCYIIECTBIIAETCS KOMUCCHEH KCIIEPTOB SKCIEPTHOTO YUPEIKACHHUS MTPH TPOBEICHUN
9KCIEPTH3BI TAKUX JICKAPCTBEHHBIX MPEapaToB B MPOIECCE X TOCYIAPCTBEHHON pErHCTpaliiy. BEIBOIBI
9KCIEPTOB O B3aUMO3aMEHIEMOCTH MJIH HEB3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MIPENapaToB st
MEIUIUHCKOTO MTPUMEHEHNS, CACIaHHbIe B PE3YJIBTATE 3TOTO CPABHEHHUS, OPOPMIISIOTCS B BH/IE
NPUIOKEHUSI K 3aKTIOYEHHIO YKCIIEPTOB 10 (hopMe, yTBEPKICHHON YITIOJTHOMOYEHHBIM (heaepaibHbIM
OpraHOM HCIIOJHUTEIBHON BIACTH.

3. TlonokeHust HACTOSIICH CTAThU HE PACIIPOCTPAHSIOTCS Ha peepeHTHBIC JIEKApCTBEHHBIE TPENapaThl,
JIEKapCTBEHHbBIC PACTHTEIbHBIC PEMapaThl, TOMEONATHUCCKUE JIEKAPCTBEHHBIC MPEMapaThl U
JICKapCTBEHHBIE TIPETIapaThl, KOTOPBIC Pa3pelIeHb! A MEAUIIMHCKOTO MPUMEHEHHsS B Poccuiickoi
Denepariin 60sIee IBAANATH JIET ¥ B OTHOIIIEHHH KOTOPBIX HEBO3MOYKHO MPOBEJACHUE UCCIICAOBAHMS UX
OHMOPKBHUBAJIEHTHOCTH.

Crarbs 28. PeructpaliluoHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOIO Mpenapara

1. PeructpaunonHoe y1ocToBEpeHHE JEKapCTBEHHOT'O Mperapara ¢ yKa3aHueM JIEKapCTBEHHBIX (GOpM U
JO3MPOBOK BBIAAETCS OECCPOUHO, 32 HCKIIOUEHUEM PETUCTPALIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO
IIpenapara, BbIIABaEMOro CO CPOKOM JEHCTBUS IISITh JIET, HA BIIEPBBIE pErUcTpUpyeMble B Poccuiickoit
Denepalivy JEKapCTBEHHBIE TPENapaThl.

2. 1o ucTeveHnn yKa3aHHOTO B YaCTH | HACTOSIIEH CTaThU CPOKa BBIACTCS OECCPOUHOE
PETUCTPALIMOHHOE YAOCTOBEPEHHE JIEKApCTBEHHOTO TIperapara Mpy yCIOBUH MOITBEPKICHHS €ro
TOCY/IapCTBEHHOM PETUCTpPAIUH.

3. B ciydae BHeceHust B cOOTBETCTBUU cO cTaThbsaMu 30 u 31 HacTosiero deaepanbHOro 3aKkoHa
M3MEHEHHH B COJIEPIKAITUECS B PETUCTPAIIIOHHOM JIOChE Ha 3apETUCTPUPOBAHHEIN JICKapCTBEHHBIN
mpenapar JOKyMEHTHI, 3aTParuBaroOIINX CBEJCHUS, OTPAKCHHBIE B PETUCTPAIIIOHHOM YI0CTOBEPEHUH
JIEKapCTBEHHOTO TIperapaTa, YIoJJHOMOUYCHHBIN (efepaabHbIN OpraH UCIOJHUTEIHFHOW BIACTH BhITAET
HOBOE PETUCTPAIIMOHHOE YIOCTOBEPEHIE JIEKAPCTBEHHOTO TIpermapara, cojeprkaiiee BHECEHHBIC B HETO
WU3MEHEHHUSI.

(uactp 3 BBeeHa dexepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B cnyuae yTpaThl WIH MOBPEXKIEHUS PErHCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO NpemnapaTa
10 3asIBJICHUIO B MIMCHbMEHHON (JOopMe JIepiKaTesi WK BIIaelblia PErHCTPAIIOHHOTO YI0OCTOBEPEHHUS
JIEKapCTBEHHOTO TpeTapaTa WK YIIOJTHOMOYEHHOTO UMH JPYTOTo I0PHINIECKOT0 JINIA O BhIIa4e
IyOnHMKaTa perucTPaliOHHOTO YI0CTOBEPEHHS JIEKAPCTBEHHOTO TIperapara yIoJIHOMOYEHHBIH
(enepanbHbIi OpraH UCIOJHUTEILHON BIIACTH B CPOK, HE IPEBBIIIAOINN IeCATH padounx JTHEH co THS
MOCTYIUICHUS 3asBJICHNUS, BBIIAET JyOIMKAT PETUCTPALMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapata. 3a BelAady AyOnuKaTa perucTpauuoHHOTO YAOCTOBEPEHHs JIeKapCTBEHHOT O Mpermapara
B3MMAaEeTCs TOCYJapCTBEHHas MOIIJIMHA B COOTBETCTBHH C 3aKOHOAAaTenbCTBOM Poccuiickoit deneparuu o
Hayorax u coopax. (yactb 4 BBeneHa PenepanibHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)



Crarbs 29. [loaTBepkeHre TOCYIapCTBEHHON pEeTrUCTpalliy JIEKapCTBEHHOTO MpernapaTa
(B pen. @enepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

1. [lonTBep:xaeHIe TOCYIaPCTBEHHOW PETUCTPAITH JIEKAPCTBEHHOTO MpeTapaTa OCyIIeCTBISETCS MPH
BbIJaue OECCPOYHOTO PETUCTPALIMOHHOTO YOCTOBEPEHH S JIEKapCTBEHHOT O Tpernapara B cirydae,
yKa3aHHOM B 4acTu 2 cratbu 28 HacTosero deaepanbHOro 3aK0Ha, B CPOK, HE MPEBBIIAIONINAN
HICCTUCCSITA PA0OYUX JHEH CO JIHS MOTYYCHUS COOTBETCTBYIOIIMM YIIOJTHOMOUYSHHBIM (he/iepalibHbIM
OpraHOM HCTIOJTHUTEIBHON BIACTH 3asBJICHUS O MOATBEPKICHUHN IOCYJaPCTBEHHON PETUCTpaIluu
JIEKapCTBEHHOTO TiperapaTa. He ocymiecTBisieTcs: MOATBEp K IEHHE TOCYIapPCTBEHHOM PETUCTPALluH B
OTHOIIIEHUH JICKAPCTBEHHOT'O MIpenapara, He HaXOAUBIIEerocs B oOpamennn B Poccuiickoit denepary B
TEeYeHHE TpeX u OoJiee JeT, a Tak)Ke B OTHOLICHHUH JIEKapCTBEHHOTO CPENICTBA, MTPOU3BEEHHOTO C
HapyIIeHneM TpebOoBaHMs, YCTAaHOBICHHOTO 4acThio 3.7 cTarhu 71 HacTosmero denepanbHOro 3aKOHa.

2. 3asBiI€HNE O MOATBEPKACHUHU TOCYJapCTBEHHON perucTpaliy JeKapCTBEHHOro penapara
MPECTaBIISIETCS] B COOTBETCTBYIOIINH YIIOJTHOMOYEHHBIH (pefiepanbHbIi OpraH UCTIOTHUTENBHON BIACTH
HE paHee YeM 3a CTO BOCEMBJIECAT JHEHN 10 UCTEUEHHUs CPOKa NEUCTBHSI PErUCTPALlMOHHOTO
YIOCTOBEPEHHMS JIEKApPCTBEHHOTO MIpenapara.

3. IloaTBepskAeHNE TOCYAaPCTBEHHON PErUCTPaLuy JISKAPCTBEHHOTO Ipenapara OCyLIeCTBISIETCS 110
pe3ynbTaTaM KCIEPTU3bI OTHOLICHUS OXKHUIAEMOH MOJIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOTO TIpernapara Ha OCHOBaHUH PE3YJIbTaTOB MOHUTOPUHTA 3()h(HEKTUBHOCTH M OE30MACHOCTH
JIEKapCTBEHHOI'O IIperapara, IPOBOJUMOI0 JEPKaTelIeM WM BIaJeIbleM PErHCTPAllIOHHOTO
YIIOCTOBEPEHHUS JIEKAPCTBEHHOTO TpernapaTa JH00 YIOTHOMOYSHHBIM UMY IOPUANYECKUM JIUIIOM, a TaKiKe
COOTBCTCTBYIOIIUM YITIOJITHOMOYCHHBIM q)ejlepaﬂbHBIM OopranomMm HUCIIOJTHUTEILHOM BJIACTH B COOTBETCTBHU
¢ TpeboBaHUsAMU cTaThu 64 HacTosero denepanbHOTO 3aKOHA.

4. K 3asBJI€HUIO O TOATBEPKACHUH TOCYAaPCTBEHHON PErUCTpaLly JIEKAPCTBEHHOTO Ipenapara
NPUJIAraroTCs JOKYMEHTBI, COACpIKallIle pe3yabTaThl MOHUTOPUHTa 3()(HEKTUBHOCTH M O€3011aCHOCTH
JIEKapCTBEHHOI'O IIperapara, IpOBOIUMOI0 AepKaTeJIeM UM BIaJEbLEM PErUCTPAlMOHHOIO
YIOCTOBEPEHMSI JIEKAPCTBEHHOTO Tpenapara Jr00 yIOIHOMOUYEHHBIM UMH IOPUAMYECKUM JIUIIOM, TIO
(bopme, YTBEPKIIECHHOH COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (peiepaibHbIM OpraHOM HUCTIONHUTEIbHOM
BJIACTH; KOMIHS JIUIIEH3UHN Ha IPOM3BO/ICTBO JIEKAPCTBEHHBIX CPEACTB MIIM KOMUS 3aKII0UYEHUS O
COOTBETCTBHHM HPOMU3BOANTES JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHHSIM MPABMII HayIeKaleH
MIPOM3BOJCTBEHHOH NMPAKTHKH, BbIIAHHBIE YIIOJTHOMOYEHHBIM (peZiepaqbHBIM OpraHOM HUCIIOJIHUTEIbHOM
BJIACTH, B Clly4ae, €cii IPOU3BOACTBO JIEKApPCTBEHHOTO Tpenapara ocyuiecTisiercs B Poccuiickoit
Denepanyu, MO0 KONHS BEIIAHHOHN YIIOJIHOMOYSHHBIM OPTaHOM CTPaHbI IPOU3BOAUTEINS JIULEH3NH Ha
MIPOM3BOICTBO JIEKAPCTBEHHOTO IpernapaTa 1 ee MepeBo]l Ha PyCCKHUN SA3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM TIOPS/IKE, ¥ KOIHUS 3aKIFOYSHHUS O COOTBETCTBHUH MTPON3BOAUTENS JIEKaPCTBEHHBIX
CpeNCTB TPeOOBAaHUSAM MPABWIT HAAJIEKAIIEH MPON3BOACTBEHHON NMPAKTHKH, BEIIAHHOTO
YHOJTHOMOYEHHBIM (heepabHBIM OpPraHOM HCTIOTHUTEIHHOHN BIIACTH, B CIIy4ae, €CIIM MPOU3BOICTBO
JIEKapCTBEHHOIO TNIpenapaTa OCyIlecTBIsAETCs 3a npenenaMu Poceniickoit deneparnyu. B oTHomeHnn
JIEKapCTBEHHBIX MPENapaToB IS BETEPUHAPHOIO IPUMEHEHUSI JOTIOJIHUTENIBHO MPEACTABIISIOTCS
JOKYMEHTBI, yKa3aHHble B mogmyHkTax "a", "6", "k", "n" mynkra 4 yactu 3 crarbu 17 HacTosmero
DenepanbHOro 3aKkoHa. B oTHOMIEHNN OMOTOTHYECKHX JIEKAPCTBEHHBIX MPENIapaToB 3asBUTENb
JIOTIOJTHUTENBHO MPEACTABISIET PE3YIbTAThl OCYIECTBIEHUS MEPOTIPUSATHIA B COOTBETCTBHH C TNIAHOM
yIIpaBIieHHs] PUCKaMH, YTBEPKIACHHBIM YIIOJTHOMOYEHHBIM (pejiepaibHbIM OpraHOM UCTIOJIHUTEIIBHOM
BJIACTH IIPU OCYLLECTBICHUH rOCYJapCTBEHHOM PErucTpaliy JIeKapCTBEHHOr o npenapara. C 3asBlIeHUueM
0 TIOATBEP>K/ICHUH TOCYIapPCTBEHHOM PETUCTPAIlNK JIEKAPCTBEHHOTO MpemnapaTa 3asiBUTEIb IPEACTaBIAET
KOIUIO TOKYMEHTA, MMOATBEP K IAIOLIET0 YIUIaTy FOCyIapCTBEHHOM MONIUIMHEI 3a MMOATBEP)KICHUE
rOCyJapCTBEHHOW PErHCTPALMH JIEKaPCTBEHHOTO Mpernapara, J100 BIpaBe MPeICTaBUTh 10 COOCTBEHHON
MHUIMATHBE yKa3aHHBIN JOKyMEHT. B cilyuae HenpeacTaBiIeHHs yKa3aHHOTO JOKYMEHTa
YIIOJIHOMOYEHHBIH (heaepanbHbIA OpraH HCIIOTHUTEILHON BIACTH HPOBEPSIET (HaKT yIIaThl



TOCY/IapCTBEHHOM MOIIJIMHEI 3asSBUTENIEM TIOCPEICTBOM HUCIIOIB30BaHMs HH(OpMAIUH 00 yIuiaTe
roCyIapCTBEHHOM MOIILIMHBI, coaeprkalieiics B ['ocymapcTBeHHON HH(POPMAIIMOHHON CHCTEME O
TOCY/IapCTBEHHBIX U MyHHUIIUITAIHHBIX IJIATEXKaX, HA OCHOBAHWH MPEICTABICHHOMN 3asBUTEIIEM KOITHH
JIOKYMEHTA, TOATBEPKIAIOIIETO YIIATy TOCYJapCTBEHHON TOIUTAHEL.

5. B Tedenue necaty pabouux JTHEH CO JHS MPUHATUS 3asBJICHUS O MOATBEPXKICHUM TOCYI1apCTBCHHOMN
perucTpaluu JeKapcTBEHHOTO Mpernapara U JOKyMEHTOB, COIePKaIIUX Pe3yIbTaThl MOHUTOPUHTA

3¢ pekTUBHOCTH 1 0E30MIACHOCTH JISKAPCTBEHHOTO MpernapaTa, MPOBOJAUMOr0 JIepKaTEIIeM W
BJIQJICTBIIEM PETUCTPAIMOHHOTO YIOCTOBEPCHHS JICKAPCTBEHHOTO IIpeTiapara JIM0O YIIOJIHOMOYCHHBIM
MU IOPUIUIECKUM JIMIIOM, YIIOJTHOMOYEHHBIH (eiepabHBIA OpraH NCTIOTHUTEIHHOHN BIIACTH:

1) mpoBOAXT POBEPKY MOTHOTHI CBEACHUMN, COAECPIKAIINXCS B TIPECTABICHHBIX 3asIBUTEIIEM
JIOKyMEHTAaX;

2) IpUHUMAET PEeUICHUE O MPOBEACHUH W 00 OTKa3e B POBECHUN SKCIIEPTU3bI OTHOLICHHUS
0’KHJJaeMOH MOJIb3bI K BO3MOKHOMY PUCKY PUMEHEHHUS JIEKapCTBEHHOIO IIperapara Ha OCHOBaHUHU
Pe3yNbTaTOB MOHUTOPUHTA () (HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO IpernapaTa, IpOBOAUMOTO
JeprKaTesIeM WK BIaJelNbleM PErHCTPalMOHHOTO YAOCTOBEPEHHS JIEKaPCTBEHHOTO IIpernapaTa oo
YIIOJIHOMOYEHHBIM UMH IOPHIUYECKUM JIMLIOM, a TaKkXke (eaepaIbHbIM OPraHOM HCIIOJHUTEIbHOM BIaCTH
B COOTBETCTBHH C TpeOOBaHUAMHE cTaTh 64 HacTosero dexeparbHOTO 3aK0HA;

3) yBEAOMIISIET B BJIEKTPOHHOM (hopMe WIIM TUCbMEHHOM (hopMe 3asBUTEIISI H IKCIIEPTHOE YUPEXKICHHE O
MPUHATOM PElIeHUH JIMOO B CITydae MPHUHATHS PelieHns: 00 0TKa3e B MPOBEICHUN IKCIIEPTU3BI YKa3bIBACT
IIPUYMHBI TAKOTO OTKa3a.

6. B ciny4ae BbIsSIBJICHUS HEAOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTH MH(OPMAIMH, coaepKaleiics B
NPEACTaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJIHOMOUYEHHbIN (heepaabHbli OpraH UCIOTHUTEILHON
BJIACTH HAIPaBIISIET 3asIBUTEIIIO 3a1Ipoc 00 YTOYHEHHH yKa3aHHOW HH(OpMau. 3anpoc
YIIOJIHOMOUYEHHOTO (peZiepabHOro OpraHa UCIIOJHUTENbHON BIaCTH MOXKET ObITh IlepeiaH
YIOJIHOMOUYEHHOMY MPEACTABUTEIIO 3asIBUTENS JINYHO MO PACHCKY, HAIIPaBJIEH IO MOYTe 3aKa3HBIM
MUCBMOM WJIM TIEpeJIaH B DJIEKTPOHHOU (hopMe MO TeIeKOMMYHUKAIIMOHHBIM KaHallaM CBs3H. B ciydae
HaIpaBJICHHs 3aIlpoca YIIOJTHOMOYEHHOTO (eIepaIbHOr0 OpraHa HCIOJIHUTENFHON BIACTHU TI0 TIOYTE
3aKa3HbIM MTUCHMOM OH CUHMTAETCS MOJIyYEHHBIM MO0 NCTEUEHUH IIECTH JHEH C IaThl HAIIPaBICHUS
3aKa3HOTO NMUCHhMA.

7. 3asBuUTeNb 0053aH NPEICTaBUTH OTBET HA 3aIIPOC YIIOJIHOMOUYEHHOTO (heiepajIbHOro opraHa
WCIIOJIHUTEILHOM BJIACTH B CPOK, HE MPEBBIIAIONINN IEBIHOCTa PA0OOUYMX THEH CO JHS €ro MOTy4EHHUsL.
CpokK, yKa3aHHBIH B YaCTH 5 HACTOSAIIEH CTaThH, IPUOCTAHABIMBACTCS CO JHS HAIlPABICHUS 3asBUTEIIO
3arpoca yIoJIHOMOYEHHOTO (heiepalibHOTO OpraHa UCIIOTHUTEILHOW BIACTH 0 JIHS MOTyYCHUS UM
COOTBETCTBYIOIIETO OTBETA U HE YUNUTHIBACTCS MPU UCUUCICHNN CPOKA MTOATBEPIKICHUS
TOCY/IapCTBEHHOMN PErHCTPaIH JIEKAPCTBEHHOTO TIpenapara.

8. OcHOBaHHUEM JIJIs1 0TKA3a B IPOBEACHNUHN KCIIEPTU3BI OTHOIIEHUS OKHUIAEMOM MOJIB3bI K BO3SMOXKHOMY
PUCKY IPUMEHEHMS JIEKAPCTBEHHOTI'O IIPerapara sABIAETCS IIPEACTABIEHUE JOKYMEHTOB, COAEPKAIUX
pe3ybTaThl MOHUTOPUHTA 3G (GEKTUBHOCTH B OE30MIACHOCTH JIEKAPCTBEHHOTO Ipenapara, u (Uju) B
OTHOIIEHNH OMOJIOTUYECKUX JIEKAPCTBEHHBIX MTPETIapaToOB PE3yIbTaTOB OCYIIECTBICHHUS MEPOTIPUSITHI B
COOTBETCTBHH C IJIAHOM YIIPABIICHUSI PUCKAMH, YTBEPKICHHBIM YIIOJIHOMOUYEHHBIM (eIepaTbHbIM
OpPraHOM UCHOJIHUTENIBHON BIACTH IIPU OCYIIECTBICHUH FOCYAAPCTBEHHON PErUCTPALIMU JIEKAPCTBEHHOIO
npenapara, B HETOJIHOM o0beMe, OTCYTCTBUE HH(POPMAIIUH, IOJTBEPKIAIONMIEH QaKT yIIaThl
TOCY/IapCTBEHHOM! MOIIJIMHEI 32 OATBEPKIEHUE TOCYAAPCTBEHHON PErUCTPALiH JIEKAPCTBEHHOTO
npenapara, JIn00o HenpeACTaBICHHE 3asBUTEIeM B YCTAHOBIICHHBIH CPOK OTBETA HAa yKa3aHHBIN B 4acTu 6
HACTOSIIIEH CTaThy 3apoC YIOIHOMOYEHHOTO (eepalIbHOTO OpraHa UCTIOJIHUTEIBHOM BIACTH, a TAKXKe
OTCYTCTBHE B YKa3aHHBIX JOKyMEHTax MH(OpPMAaLUH, KOTOpas T0JDKHA OBITh B HUX OTPayKeHa.



9. JkcnepTH3a OTHOMICHHS OXKHJIACMOM MOJIB3bI K BO3MOKHOMY PHCKY MPUMEHEHHS JIEKAPCTBEHHOTO
npenapara B IeJsX HOATBEPIKACHUS FOCYJApCTBEHHOW PErHCTpaIliH JICKAPCTBEHHOTO ITperapaTa
MPOBOJIMTCS KOMUCCHEH SKCIIEPTOB IKCIIEPTHOTO YUPEKICHHS B CPOK, HE TIPEBBINIAIONIHNA COPOKA
pabouunx IHEH.

10. B ciiydae HETOCTaTOUHOCTH MPEACTABICHHBIX SKCIIEPTY MAaTEPUAJIOB IS Jau 3aKIIIOYEHUS SKCIEPT
oOpamiaercst K pyKOBOAMTEIO IKCIIEPTHOTO YUPEXKACHHUS O PEAOCTaBICHUH eMy HEOOXOJUMbIX
MaTepHajoB. PykoBoAMTENb 3KCIIEPTHOTO YUPEKACHUS 00palaeTcsi ¢ COOTBETCTBYIOIINM 3apOCOM B
YIIOJIHOMOYEHHBIH (heaepabHbIi OpraH HCIIOJHUTEIFHON BIIACTH, BHIAABLINI 3a1aHUE HA MIPOBEACHUE
SKCIEPTU3HI OTHOIICHHS 0’KAJAEMOH O3Bl K BOBMOXKHOMY PHUCKY IIPUMEHEHHS JIEKapCTBEHHOTO
Mperapara Ha OCHOBaHHH JIOKYMEHTa, COAEPIKAIIETO Pe3yIbTaThl MOHUTOPUHTA YPPEKTUBHOCTH H
0e301macHOCTH JIEKapCTBEHHOTO Tpemnapara. B teuenne st pabounx mHEH co THSA MOCTYIIICHHS 3a1mpoca
PYKOBOAMTEINS SKCIIEPTHOTO YUPEKISHUS YKa3aHHbIHN (pe/iepanbHbIii OpraH UCIIOHUTEbHON BIACTH
HaNpaBJIsIeT 3aABUTEIIO 3aPOC O MPEeACTaBICHUH HEOOXOAMMBIX MaTepHAlIOB, KOTOPBIA MOXKET OBITh
nepesaH YIoJTHOMOUYEHHOMY MPEACTABUTEINIO 3asiBUTENS JIMYHO T10J] pacMCKY, HallpaBJIeH Mo MouTe
3aKa3HbIM MTUCHMOM WJIM TIepeJaH B DJIEKTPOHHOW (popMe TI0 TETICKOMMYHHUKAIIMOHHBIM KaHallaM CBs3H. B
ClIydae HalpaBJIeHUs 3ampoca YIIoJIHOMOUYEHHOTO (efiepaqbHOro Oprana UCIIOJHUTEIBHON BIACTH 10
MOYTE 3aKa3HBIM IMICEMOM OH CUHTAETCS TOJTYYESHHBIM 10 HCTEYSHUH IIIECTH THEH C JaThl HallpaBICHUS
3aKa3HOTO MHCHMA.

11. 3asBuTenp 00s3aH MPEICTABUTh OTBET HA 3aIIPOC YIIOTHOMOYEHHOTO (heJiepatbHOTO OpraHa
WCIIOJTHUTEILHON BJIACTH B CPOK, HE TPEBBIIIAONINHA IECTUICCITH PAO0OUNX JHEH CO JTHS MOTYUYCHUS
YKa3aHHOTO 3arpoca. Y OJTHOMOYCHHBIN (eiepaibHbIA OpraH UCTIOHUTEIBHOMN BIACTH, BbIIABIIHIA
3aJjaHle Ha MPOBEACHNE SKCIIEPTU3bI OTHOIICHUS OXKUIAEMOM MOJIb3bI K BO3SMOKHOMY PUCKY
MIPUMEHEHUS JIEKAPCTBEHHOT 0 MpernapaTa Ha OCHOBaHUU JOKYMEHTA, COJEPKAILEro Pe3yIbTaThl
MOHHUTOPHUHTA 3((HEKTUBHOCTH M 0€30MIaCHOCTH JIEKAPCTBEHHOTO Iperapara, B TEUSHHE MATH padodrx
JHEW co JHS MOCTYIUICHUS OT 3asIBUTENS OTBETA HA 3alIPOC YIOIHOMOYEHHOI0 (heIepalbHOTO OpraHa
WCIIOJIHUTEILHOM BJIACTH HAIPABIISIET 3TOT OTBET B AKCIIEPTHOE yUpexkIeHHE. B ciyuae HenpeacTaBieHus
110 UCTEYECHUH LIECTUIECITH pabounX JHEH 3asBUTEIEM OTBETa Ha yKa3aHHBIH 3alpOC YIIOJTHOMOYEHHBIN
(enepanbHbIi OpraH UCIOJHUTEILHON BIIACTH, BBIJABINNIN 3aJaHUe Ha MPOBEJICHUE SKCIIEPTU3BI
OTHOLICHUA O)KI/I,Z[aeMOI\/'I I1OJIb3bI K BOBMOXHOMY PHUCKY IMTPUMCHCHHS JICKAPCTBCHHOT'O IIpCIiapaTra Ha
OCHOBaHHWU JIOKYMEHTA, COJIEPKAIIEeT0 Pe3ylbTaThl MOHUTOPHUHTA 3QPEKTUBHOCTH 1 OE30MaCHOCTH
JIEKapCTBEHHOTO TIpernapara, B TeUeHHe MATH pabovnX JHEH HaIllpaBIsieT B 9KCIIEPTHOE YUPEKICHNE
YBEIIOMJICHUE O HEIIPEICTABICHUH 3asBUTENIEM OTBETA Ha 3aIpoC YKa3aHHOTo oprana. Bpems co qus
HaIpaBJICHUs 3aIIPOCca HKCIEPTHOTO YUPEKICHHS B YIOJIHOMOUYEHHBIHN (penepanbHblil opran
WCIIOJIHUTEILHOM BJIaCTH 10 AHA NOJIYYEHHs SKCIEPTHBIM YUPEXkKIEHHEM OTBETa Ha 3allpoC WIH
YBEIIOMJICHHUS O HETIPEACTABICHUH OTBETA Ha 3alpOC HE YUUTHIBAETCS IIPU UCUUCICHUU CPOKa
IMPOBEACHUA SKCIICPTU3bI OTHOIICHNA O)KI/I)Z[&GMO?I IMOJIb3bI K BOBMOXKHOMY PUCKY IMTPUMCHCHUSA
JIEKapCTBEHHOTO TpeTapaTa Ha OCHOBAaHHUH JOKYMEHTA, COJEPKAIIET0 PEe3yIbTaThl MOHUTOPHUHTA

3¢ exTrnBHOCTH 1 6E€30MaCHOCTH JIEKAPCTBEHHOTO MperapaTa.

12.B CpOK, HE HpeBBIH_IaIOH_II/Iﬁ JCCATHU pa60q1/1X ,Z[Hef/i CO OHA MOJYUYCHHA 3aKJIFOYCHUSA KOMUCCUUN
9KCIICPTOB IO pE3yJibTaTaM SKCIECPTU3bI OTHOIICHHUA O)KI/IZ[aCMOﬁ IMOJIB3bI K BO3BMOKHOMY PHUCKY
MMPUMCHCHUSA JICKAPCTBCHHOT' O Ipfriapara, COOTBCTCTBYIOH_[I/Iﬁ yHOJ'IHOMO‘IeHHBIfI (beﬂepaHLHBIfI Oopran
HCIIOJIHUTEIIFHON BIIACTH:

1) ocymiecTBIsIET OIIEHKY 3TOTO 3aKIIOUEHUS ISl ONIPEIETICHNS €r0 COOTBETCTBHUS 33JaHHIO Ha
MIPOBEICHUE YKa3aHHOU IKCITEPTH3HI;

2) IpUHUMAET PEUICHUE O MOATBEPKICHNH TOCYAapCTBEHHOMN perucTpannu JeKapCTBEHHOTO penapara
i 00 0TKa3e B MOATBEP)KACHUH TOCYJapCTBEHHON PErHCTPALlH JIEKaPCTBEHHOTO MpenapaTa;



3) BHOCHT TIpH MIPUHATHH PEIICHHUS O MOATBEPKICHUN TOCYIapCTBEHHOM PETUCTPAINH JIEKAPCTBEHHOTO
Mpernapara CBEZICHHUS B TOCYJapCTBEHHBIN PEECTp JEKapCTBEHHBIX CPENICTB M BBIAAET 3aBUTEIIO
OeccpoyHOe PETUCTPAIIOHHOE YIOCTOBEPEHNE JIEKAPCTBEHHOTO Tpemnapara.

13. OcHoBaHMEM TSI OTKa3a B TOATBEPKICHUU TOCYAaPCTBEHHON PEruCTPaIii JIEKapPCTBEHHOTO
mpernapara siBJsieTCs PEIIEHUEe COOTBETCTRYIOIIETIO YITOJIHOMOYEHHOTO (Pe/iepaabHOr0 OpraHa
HCIIOJIHUTENLHOM BIIACTU O TOM, YTO PUCK MPUYMHEHUS BPEla 310POBbIO YETIOBEKA WM JKUBOTHOTO
BCJICJICTBUE TIpUEMa JICKAPCTBEHHOTO Iperapara MpeBbIiaeT 3PPEKTUBHOCTh €ro MPUMECHEHUS.

14. B mepro mpoBeACHUS TPOIIETyPhI TOATBEPKASHIS TOCYAapCTBEHHON PETHCTPAIIAN JIEKAPCTBEHHOTO
npemnapara ero obparieHue B Poccuiickoit @denepanuu He TPHUOCTAHABINBACTCS.

15. lomyckaercst oOpalieHre JIeKapCTBEHHBIX MTPETapaToB Al MEAUIINHCKOTO TPAMEHEHUS 10
HCTEUYECHUS CPOKa FOJTHOCTH, MPOU3BEJICHHBIX B TCUCHHUE CTA BOCBMUECSATH KaJCHAAPHBIX JHEH mocie
JIaThl IPUHSATHUS YIIOJHOMOYCHHBIM (DeiepaibHBIM OPraHOM UCTIOJTHUTEIBHON BIACTH PEIICHUS O
MOITBEPKACHUH TOCYITAPCTBEHHOM PETUCTPAIIUH, B COOTBETCTBHH C MH(OpMaIIMEH, COACpKaIICICs B
JMIOKYMEHTaX PETUCTPAIMOHHOTO JOChE HA JIEKAPCTBEHHBIN Mpenapar 10 JaThl MPUHATHSI TAKOTO
peuieHusl.

Crarbs 30. BHeceHue U3MeHEHUN B JOKYMEHTBI, COAEPKALIUECS B PETUCTPALIMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN NMpenapar sk MEAULUHCKOTO IPUMEHEHUS

1. B nenstx BHEeCEHUs HU3MEHEHUI B TOKYMEHTBI, COJiepKallliecs: B peruCTPallMOHHOM JI0Che Ha
3aperuCTPUPOBAHHBIN JeKapCTBEHHBIN Mpemnapar A1 MEIUIIUHCKOTO MPUMEHEHUs, IepKaTelb WIn
BJIaJieJIel] pETUCTPALIUOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOI'0 NIpenapara Uil yIOJIHOMOUYECHHOE UM
JIpyroe I0pUAMYECKOE UL (Jajee B HACTOALICH CTAaThe - 3asIBUTEIb) MPEICTABISIET B YIOJTHOMOYEHHBII
(benepanbHbI OpraH HCIOJIHUTEIBHOM BIIACTHU 3asiBJIEHHE O BHECEHUH TaKMX U3MEHEHHH 1o (opme,
YCTAHOBJICHHOW YIOJTHOMOYEHHBIM (ellepanibHbIM OPraHOM MCHOJIHUTENFHON BIACTH, M IPUIOKEHHBIE K
HEMY MU3MEHEHHMS B YKa3aHHbIE JOKYMEHTHI, a TAKXKe JOKYMEHTHI, TOATBEP)KJAI0IIIEe HEOOXO0IUMOCTh
BHECEHMS TaKuX M3MeHeHnH. [Ipyn Heo6X0AMMOCTH BHECEHHUS N3MEHEHUH B TOKYMEHTHI
PETUCTPAIIMOHHOTO JI0Che Ha 3apeTUCTPUPOBAHHEIN JIEKapCTBEHHBIH MpenapaT, TPeOYIOMINX MPOBEICHHS
3KCIIEPTHU3BI KaUeCTBA JIEKAPCTBEHHBIX CPEJICTB U (MJIN) 3KCIIEPTU3BI OTHOIIEHUS 0KHM1aeMON MOJIB3bI K
BO3MOKHOMY PHCKY IIPUMEHEHHS JIEKApCTBEHHOTO TMpernapara s MEAULMHCKOTO MTPUMEHEHUS,
3asBUTEIIb OMOJIHUTEIBHO MIPEACTABISIET B YIIOJIHOMOYEHHBIH (periepabHbIi OpraH UCTIONHUTEIbHOM
BJIACTH KOIHIO JMLIEH3UH Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB MIIM KOTIUIO 3aKIIOUEHHUS O
COOTBETCTBHH IPOMU3BOANTES JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM IPABWII HaIeKalIeH
MIPOM3BOJCTBEHHOM NMPAKTHKH, BbIIAHHBIE YIIOJTHOMOYEHHBIM (peZiepaqbHbBIM OpraHOM HUCTIOJIHUTEIBHOM
BJIACTH, B Cllyyae, €CIIM IIPOU3BOJICTBO JICKAPCTBEHHOIO IIpenapara ocyuiectsisercs B Poccuiickoi
Oeneparnyn, MO0 KOMHUIO BBIJIAHHOHN YIIOJIHOMOYEHHBIM OPTaHOM CTPaHbI IPOU3BOUTEINS JIMIIEH3NH Ha
MIPOM3BOICTBO JIEKAPCTBEHHOTO IpenapaTa u ee IepeBo]l Ha PyCCKHU A3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM TIOPSA/IKE, ¥ KOIMHIO 3aKIFOYSHHUS O COOTBETCTBHH ITPONU3BOAUTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMAM MpaBUJl HAAJISKAIIEH MPON3BOACTBEHHON IPAKTHKH, BBIIAHHOTO
YIIOJIHOMOUYEHHBIM (heiepaabHBIM OpraHOM UCIIOHUTEIBHOM BIACTH, B Cllydae, €CIM IPOU3BOACTBO
JIEKapCTBEHHOTO MpenapaTa oCcyIlecTBIsAETCs 3a npenenamMu Poceniickont deneparuu. [Ipunarue
peLeHns: 0 BHECEHUHM W3MEHEHUH 1M 00 OTKa3e B UX BHECEHUH OCYIIECTBIISIETCS B ClIydae
HEOOXOAMMOCTH MPOBECHHS SKCIIEPTHU3HI Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB U (MIJIN) SKCIIEPTHU3HI
OTHOIIIEHUS OXKUTaEMOM MOJB3bI K BO3SMOXKHOMY PHCKY MTPUMEHEHUS JIEKApCTBEHHOTO MpemnapaTa JIs
MEINIIMHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIIIAIOMININ JAEBSTHOCTa pab0odnX JTHEH, a B OCTAIBHBIX
CITy4asix B CPOK, HE MPEBBIIIAIONTNI TPUALATH pabounx THEH CO AHA MPUHATHUS YITOTHOMOYEHHBIM
(enepaabHBIM OPTaHOM HCIIOTHUTEIBHON BIACTH 3asBJICHUS O BHECEHHH TaAKUX M3MEHEHHH.

(gacTts 1 B pen. @enepansHoro 3akoHa ot 22.12.2014 N 429-D3)



2. DKcrepTH3a JIEKapCTBEHHBIX CPEJICTB B YACTH HKCIIEPTU3bI KA4eCTBa JIEKAPCTBEHHOTO CPE/ICTBA U
(m1n) SKCTIEPTHU3BI OTHOIIEHUS 0KMIaeMO MOJB3bI K BO3MOKHOMY PHCKY TPUMEHEHHS JIEKapCTBEHHOTO
mpernapara il MEAUIIWHCKOTO MPUMEHEHHUS TIPOBOIUTCS B CIydae BHECEHUS! H3MEHEHUH B IOKyMEHTHI,
coJleprKarrecs B PErUCTPAIIIOHHOM JOChE Ha 3aperUCTPUPOBAHHBIN JIeKapCTBEHHBIN TIpenapar, B
OTHOIICHUH:

1) cBeneHMIA, YKa3aHHBIX B MHCTPYKIIMH [0 MEIUIIMHCKOMY MTPUMEHEHUIO JICKAPCTBCHHOTO TIperapara;
a) JIeKapcTBeHHAas (hopMa ¢ yKa3aHUEM HaUMCHOBAHHN U KOJUYECTBEHHOI'O COCTaBa JICUCTBYIOIINX
BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATEIBHBIX BEMIECTB (TP HEOOXOAUMOCTH KOJIMYECTBEHHOTO

coCTaBa BCIIOMOTI'aTCIbHBIX BCH.ISCTB);

0) papmakonrHaMuKa ¥ papMaKOKMHETHKA (32 UCKITIOUEHUEM (hapMaKOKHHETHKH TOMEOTaTHIeCKIX
JICKaPCTBEHHBIX MPENApaTOB U PACTUTEIHLHBIX JIEKAPCTBEHHBIX MPEMApaTOB);

B) TIOKa3aHUs I MPUMEHEHUS;

T') IPOTUBONOKA3aHUs AJIsl IPUMEHEHHUS;

1) MEpPBI IPEAOCTOPOKHOCTH PU IPUMEHEHHH;

€) yKa3zaHHe BO3MOKHOCTH U OCOOCHHOCTEH MPUMEHEHUS JISKapCTBEHHOTO Mpenapara JJisi MeHIIMHCKOTO
NpUMEHEHUs] OEpeMEHHBIMH JKEHIIMHAMH, KCHITMHAMH B IEPUO/] TPYIHOTO BCKApMIIMBAHUS, ICTHMH,
B3POCIIBIMH, UIMCIOIIMMHU XPOHHYECKHE 3a00JICBaHHUS;

) PEXKUM JO3UPOBaHMUS, CIIOCOOBI BBEACHUS U IPUMEHEHHS, TP HEOOXOAUMOCTH BpeMs IipuemMa
JIEKapCTBEHHOTO TIpenapara, poA0JKUTEILHOCTD JICUCHHS, B TOM YHCIIE Y ATl 10 U 1OCTIe OTHOTO

roja;

3) BO3MOKHBIE TTOOOYHEIE ﬂeﬁCTBHH 1 HCXKECJIATCIJIbHBIC pCaKIUU IIPHU IPUMCHCHHHU JICKAPCTBEHHOT'O
npernapara;

1) CUMIITOMBI ITI€PEI03UPOBKH, MEPHI 110 OKAa3aHHIO ITOMOIIIH MIPH ITEPEI03UPOBKE;
K) B3aMMOJCHCTBHE C APYTUMH JIEKaPCTBEHHBIMH IIpenapaTaMu 1 (MIM) TUILIEBBIMH IPOAYKTAMHU;
1) GopMBI BBIITYCKA JIEKAPCTBEHHOTO IIpenapara;

M) yKa3aHue (Ipu He0OXOJMMOCTH) 0COOEHHOCTEH JICHCTBHUS JIEKAPCTBEHHOTO Ipernapara npu nepBoM
MIpHeMe WIIA TIPH €r0 OTMEHE;

H) CBCACHHA O BO3MOXKHOM BJIMSAHUU JICKAPCTBCHHOT'O IIpC€TiapaTa AJid MEANIHUHCKOTO IIPUMCHCHUA Ha
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPEACTBAMU, MCXAHU3MAMU

0) CPOK TOJHOCTH U yKa3aHHUE Ha 3alpeT MPUMEHEHHs JIEKapCTBEHHOTO IIperapara Mo UCTEYSHUH CPOKa
TOAHOCTH;

T) YCIIOBUS XPaHEHUS;
P) YCJIOBHS OTITyCKa;

2) COCTaBa JICKAPCTBCHHOT'O Mpfcraparta JJis1 MCAULIUHCKOT'O ITPUMCHCHU A,

3) HU3MCHCHUSA MCCTAa POU3BOACTBA JICKAPCTBCHHOI'O IperiapaTa AJid MECAUIUHCKOTO MPUMCHCHU S,



4) n3MeHeHus TIoKa3aTesel KayecTBa JIEKapCTBEHHOTO Mpenapara ik MEAUIIMHCKOTO PUMEHEHUS U
(um) METOI0B KOHTPOJISE KauecTBa JICKAPCTBEHHOTO Mpenapara il MEAUIIMHCKOTO TPUMEHEHHS;

5) u3MeHeHwusI CpoKa TOJHOCTH JIEKAPCTBEHHOTO MpernapaTa sl MEAUIIMHCKOTO IPUMEHEHHS,

6) cBeeHN 0 HEOOXOANMOCTH BHECEHHUSI MHBIX HM3MEHEHHH B HHCTPYKIHIO IO METUIIMHCKOMY
MPUMEHEHUIO JIEKApCTBEHHOTO Npernapara, a TaKkKe B HHbIC JJOKYMEHTHI, COJepKaIlInecs B
PETUCTPALIMOHHOM JI0ChE Ha 3apeTUCTPUPOBAHHEIH JIeKapcTBEHHBIH mpemnapaT. [Ipu sToM perienue o
MPOBEICHUH IKCIIEPTU3BI KaYeCTBA JICKAPCTBEHHBIX CPEJCTB U (MJIH) SKCIEPTH3bI OTHOIICHHS
OXKHJaeMOH TTOJIb3BI K BO3MOKHOMY PHCKY IPUMEHEHHS JIEKapCTBEHHOTO ITpenapara Jyisi MeIULIMHCKOTO
NPUMEHEHUS IPUHUMAETCSI B COOTBETCTBUH C YTBEPKACHHON YIOIHOMOYEHHBIM (he/lepaibHBIM OPraHOM
HCTIOJTHATEIBHON BIIACTH KIaccHu(UKanyel N3MEHeHNH, BHOCHUMBIX B IOKYMEHTBI, COJIep KaInecs B
PErHCTPaOHHOM JI0Che Ha 3apeTUCTPUPOBAHHBIN JICKApPCTBEHHBIN Iperapar.

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

3. C 3agBiIeHHEM O BHECEHUU M3MEHEHUH B OOKYMCHTBI, COACPKAIIUECA B PETUCTPAIMOHHOM JOCHE HA
3apEruCTPUPOBAHHBINA JIEKAPCTBEHHBIN Npenapar JUisi MEAUIIMHCKOrO IPUMEHEHNUs, Hapsay C
JIOKyMEHTaMH, YKa3aHHBIMHU B 4acTH | HAacTOSIIEH CTaThH, 3asBUTENh MPECTABISAET KOITUU TOKYMEHTOB,
MOITBEPKIAIOIINX YIUIATy TOCYIapCTBEHHOM MMONIIMHEI 32 BHECEHNE B IOKYMEHTBI, COJIEpKAInecs B
PETHCTPALIMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIH MpenapaT sl MeJUIIHHCKOTO
MPUMEHEHUS, H3MEHEHUH, TPEOYIOIINX MPOBEIEHUS SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEJICTB B YaCTH
3KCIIEPTHU3BI Ka4eCcTBa JIEKApCTBEHHOTO CPECTBA U (MJTH) SKCIIEPTU3BI OTHOLIEHUS 0>KMIaeMOM TOJb3bI K
BO3MOKHOMY PUCKY NPUMCHCHU JICKAPCTBCHHOI'O ITperiapaTa 1jisd MECAUIIUHCKOTO IIPUMCHCHNA,
roCy/IapCcTBEHHOM IMOIUIMHBI 38 BHECEHHE B IOKYMEHTHI, COJIEpKaIllMeCs] B pETHCTPALlMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpENapar JUisi MEJULIMHCKOTO IPUMEHEHUS, U3SMEHEHU, HE
TpeOYIOMIHX MPOBEIEHUS IKCIIEPTH3BI JIEKAPCTBEHHOTO CPEJICTBA, JIHOO BIIPaBE MPEACTABUTH 110
coOCTBEHHOW MHUIIMATUBE YKa3aHHbIE IOKYMEHTHI. B cirydae ux HempeacTaBiIeHHs YIIOJTHOMOUYEHHBIH
(enepanbHbIA OpraH UCTIOTHUTEIHHON BIIACTH MPOBEPSET PaKT YILUIATHI TOCYIAPCTBEHHBIX MOILTHH
3asIBUTEIIEM TTOCPECTBOM HCTIONB30BaHUS HH(GOpMAIMH 00 yIiaTe roCy1apCTBEHHBIX MOIINH,
conepikarieiics B ['ocynapcTBeHHONH HHPOPMAIIMOHHON CHCTEME O TOCYIapPCTBEHHBIX U MYHHIIATIATBHBIX
IJiaTeXKax, Ha OCHOBAaHHWHU IPCACTABJICHHBIX 3adBUTCIICEM KOIIHM JOKYMCHTOB, IMOATBECPKAAIONIUX YILIATY
roCyJIapCTBEHHOM MOILIAHBI.

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

4. B Teuenue aecsaTH paboUMX JHEW CO IHS MOCTYIJICHUS YKAa3aHHOTO B YacTH 1 HacTosIIel cTaTbu
3asBJICHUS M HEOOXOIMMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIN (peepabHbIi OpraH UCTIOIHUTEIbHOM
BJIACTHU:

1) mpoBOIUT MPOBEPKY MOJHOTHI M IOCTOBEPHOCTH CBEACHUMN, COACPIKAIUXCS B TIPECTABIEHHBIX
3asiBUTEIIEM MaTepHaax;

2) IpUHUMAET PEIIeHUE O MPOBEICHUH YKAa3aHHBIX B YaCTH 2 HACTOAIIEH CTaThH COOTBETCTBYIOIIHNX
AKCIEPTU3 JEKAPCTBEHHOTO CPEJICTBA WITH 00 OTKAa3€ B UX MPOBEACHUU;

3) yBenoMIISIeT B 3JIEKTPOHHON MJIM MMMCbMEHHON (opMe 3asiBUTEINS O MPUHATOM PEILICHUU WIIH B Cilydyae
NPUHSATHS PElIeHus 00 0TKa3e B MPOBEACHNUU COOTBETCTBYIOIIEH KCIIEPTU3HI C YKa3aHUEM IPUINH
TaKOro 0TKa3a.

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

4.1. B cimydae BEISIBIICHUS HEIOCTOBEPHOCTH CBEICHUH, COAEPIKAITNXCS B MPEJACTABICHHBIX 3asSBUTEIIEM
MaTepuanax, yIoJTHOMOUEHHBIH (eiepalibHbIi OpraH UCTIOTHUTEIHLHON BIIACTH HAMPABIISET 3asBUTEITIO
3arnpoc 00 yTOYHEHUU YKa3aHHBIX CBEACHUN. JJaHHBIN 3a1IpOC MOXKET OBITh MIEPE/IaH YIIOJIHOMOYCHHOMY
MPEACTABUTENIO 3asIBUTEIA JUYHO MO PACIIUCKY, HAIIPABJIEH MO MOYTE 3aKa3HbIM TMCbMOM WJIH NEPE/IaH
B DJIGKTPOHHOU (pOopMeE 10 TEIeKOMMYHHUKAIIMOHHBIM KaHallaM CBsI3U. B cilyuae HampaBiIeHHs JaHHOTO



3arpoca Io MoYTe 3aKa3HbIM IIUCHMOM OH CUMTAETCS TIOYYECHHBIM IT0 UCTEUYCHUH MIECTH JIHEH C TaThl
HaIpaBJICHNs 3aKa3HOTO MUCHEMA.
(qacthb 4.1 BBenena @eaepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenp 00s3aH MPEICTABUTH OTBET HA 3alIPOC YIOIHOMOYEHHOTO (heepanbHOTO OpraHa
WCTIOJTHUTEILHOW BIACTH B CPOK, HE TIPEBHIIIAONINN JIEBIHOCTA pa0OYNX JHEH CO JHSI MOJTyUSHUS
JmaHHOTrO 3ampoca. Cpok, YKa3aHHBIH B 4acTU 4 HACTOSIIICH CTaThH, IPUOCTAHABIMBACTCS CO JTHS
HaIpPaBJICHU 3asBUTEITIO 3alIpOca YIOJIHOMOYCHHOTO (DeepaabHOr0 OpraHa UCIIOJIHUTEIILHOM BIIACTH JI0
JTHS TIOJYYCHUS UM OTBETa Ha JaHHBIN 3alpOC U HE YUUTHIBACTCS MIPU UCUUCIICHUN CPOKA TPUHSATHS
peIleHHs 0 BHECEHUH U3MEHEHUH B JIOKYMEHTBI, COJIEPKAIUECS B PETUCTPAIIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemapar sl MEJIUIUHCKOTO TPUMEHEHUSI.

(qacthb 4.2 BBenena @eaepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHOBaHUEM [JIs OTKa3a B IPOBEACHNUN yYKa3aHHBIX B YacTH 2 HACTOALIEH CTAThbU SKCIIEPTU3 ABIIAETCS
npecTaBIeHUe JOKYMEHTOB, IEPEYNCIICHHBIX B YacTsaX | U 3 HacTosIIeH cTaThH, B HEMIOJIHOM 00beMe,
HeIpe/CTaBIeHUE 3asiBUTENIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha yYKa3aHHBIN B yacTu 4.1 HacTosei
CTaThH 3aMpoc YIOIHOMOYEHHOTO (pe/iepalbHOrO OpraHa UCTIOJIHUTEIBHOM BIACTH, @ TAKXKE OTCYTCTBHE
B IIPEICTaBJICHHBIX JOKYMEHTAX JOCTATOUYHBIX CBEACHHUH, IOATBEPKAAIOUINX HEOOXOAUMOCTh BHECCHHUS
W3MEHEHUH, WK OTCYTCTBUE MH(OPMALKH, TOATBEPXKAAIOIECH (PaKT YIUIaThl TOCYIapCTBEHHBIX MOIUINH,
YKa3aHHBIX B 9aCTH 3 HACTOSILEH CTATBU.

(B pen. ®enepanbHbix 3ak0HOB 0T 25.11.2013 N 317-D3, ot 22.12.2014 N 429-03)

6. Yka3aHHBIC B 4acTH 2 HACTOSAIICH CTAThH YKCIIEPTU3HI IPOBOJSATCS B TIOPSIKE, YCTAHOBICHHOM
cratheit 23 HacTosimero deaepanbHOTo 3aKOHA.

7. B cpok, He MPEeBBIIAOIINN IeCATH pab0drX JHEH CO THS MOTyUYSHHS 3aKTFOUeHUI KOMUACCHI
9KCIEPTOB 110 pe3yIbTaTaM yKa3aHHBIX B YACTH 2 HACTOSAIIECH CTaThbH HKCIIEPTU3, YIOTHOMOYECHHBIN
(enepanbHBIA OpraH UCIOIHUTEILHOM BIacTH:

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

1) mpuHUMaeT penieHre 0 BHECEHUN N3MEHEHHUH B JOKYMEHTBHI, COJIEPIKaIINecs B PETUCTPAIIIOHHOM
JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar JJisi MEJUIIMHCKOTO IPUMEHEHHSI, UK 00
OTKa3€ BO BHECEHMH TAKUX U3MECHECHUI;

2) BHOCHT B TOCYJIJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB HA OCHOBAHWH PEIICHUS O BHECEHUHU
W3MEHEHUH B TOKYMEHTBI, COJePKAIUECS B PETHUCTPALIMOHHOM JIOChE Ha 3aPETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN ITperapar A MEIUIMHCKOTO PUMEHEHHU S, HEOOXOIMMbIe N3MEHEHHS U BO3BPAIAET HX
3asBHUTEITIO;

3) BBIIAET 3asBUTENIO HOBOE PETUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO IIperapaTa B cilyyae
M3MEHEHUS CBEeIEHUH, COEPIKAIIIIXCS B HEM.
(1. 3 BBenen depepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. OcHOBaHUEM JUIsI OTKa3a BO BHECEHUH U3MEHEHUHN B JOKYMEHTHI, COAEPKAIIUECS B PETUCTPALIMOHHOM
JIOCHE Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT A MEAUIIMHCKOTO IPUMEHEHUS], ABIISIECTCS
3aKITIOUEHUE YITIOTHOMOYEHHOTO (DeIepaIbHOTO OpraHa UCTIOJHUTEIHPHON BIACTH O BOBMOXXHOCTH
CHW)KEHUs 0€3011aCHOCTH, KauecTBa, 3()(H)EKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA B CIIy4ae BHECCHHS
TaKUX W3MCHCHHIA.

9. ﬂOHYCKaeTCH O6paH.[€HI/IC JICKAPCTBCHHBIX MPETApaTOB AJId MCAUILIUHCKOTO MIPUMCHCHU 1O UCTCUCHUSA
CpoOKa rogHOCTH, IMMPOU3BCACHHLIX B TCUCHUC CTAa BOCBMUACCATH ):[Heﬁ IMOCJIC NAaThl MPUHATUA
YIIOJIHOMOYCHHBIM (be}lepa.HBHBIM OpraHom HCIIOJIHUTEIIBFHON BIIaCTH peUiCHUA O BHCCCHUN W3MCHCHUI B
JOKYMCHTBI, COACPIKAIUCCA B PETUCTPAITMOHHOM NOCHE, B COOTBETCTBUU C HH(l)OpMaHHeﬁ,



coJiep Kaliericsl B JOKYMEHTaX PErHCTPAIlIOHHOTO JJOChE Ha JICKAPCTBEHHBIN Tpenapar J0 JaThl
MIPUHSTHS TAKOTO PEIICHUSI.
(gacth 9 B pen. @enepanpHOro 3akoHa otT 22.12.2014 N 429-D3)

Crates 31. BHeceHne n3MeHEeHNH B IOKYMEHTHI, COJIEPIKaIINecs B PETUCTPAIIIOHHOM JOChEe Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBECHHBIN Mpemnapar Jisl BETEPUHAPHOTO MPUMEHEHUS

1. B nensx BHeceHUs] I3MEHEHUH B JOKYMEHTBI, COJIEpIKaIecs B PErUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JEKapCTBEHHBIH MpenapaT Uil BETEPHHAPHOTO MPUMEHEHUSI, Jep KaTellb Wil
BJIaJieJIel] PETUCTPALIMOHHOIO YAOCTOBEPEHHS JIEKAaPCTBEHHOI'O Mperapara Uik yIIoJIHOMOYEHHOE UM
JIpyroe I0pUAMYECKOE JUIO (Jajnee B HACTOALICH CTaThe - 3asIBUTEIIb) MPEICTABISIET B YIIOJTHOMOYEHHBII
(enepanbHbIi OPraH UCIOJIHUTEIBHOM BIIACTHU 3asIBJIEHHE O BHECEHUH TaKUX U3MEHEHUH 1o dopme,
YCTAHOBJICHHOW YIOJTHOMOYEHHBIM (ellepanibHbIM OPraHOM MCIIOJIHUTEILHON BIACTH, M IPUI0KEHHBIE K
HEMY M3MEHEHHS B YKa3aHHbIE JOKYMEHTBI, a TAK)Ke JOKYMEHTHI, TOATBEPKAAI0IIe HE0OX0JUMOCTh
BHECEHMS TaKMX M3MECHCHUM. HpI/IHHTI/Ie pelIC€HuA O BHCCCHUU TaKHUX W3MEHEHUIN NN 06 OTKa3€ B UX
BHECEHHUH OCYIICCTBIISCTCS B CPOK, HE MPEBBIMIAIOIINIA ACBIHOCTa paOOYMX JHEH CO JHS NPUHSATHUS
YIIOJIHOMOYCHHBIM (I)e[lepaﬂbeIM Opranom HMCIIOITHUTEIbHOM BIIACTH 3asBJICHUS O BHECEHUH TaKUX
WU3MEHEHU.

(B pen. ®enepanpHoro 3akoHa ot 13.07.2015 N 241-03)

2. B cnyuyae BHECEHHUS! U3MEHEHHUH B IOKYMEHTBI, COAEPIKAIINECS B PETUCTPALMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JeKapCTBEHHBIN Mpemnapar A BeTepUHAPHOTO MPUMEHEHUS], B OTHOIIIEHUN
CBEIICHUH, YKa3aHHBIX B moAmyHkTax "e", "x", "k", "a", "1", "¢", "x" mynkra 7 yactu 3 ctateu 17
HacTosuiero deaepanbHOro 3aK0HA, U3MEHEHUS U (MJTH) JOTIOIHEHUS POU3BOICTBEHHOM ITOIIAAKU
JIEKapCTBEHHOT'O CPEJICTBA, a TAKXKe B CIy4ae M3MEHEHHs MoKa3aTesei KauecTBa JeKapCTBEHHOTO
npenapara AJs BETepUHAPHOT0 MPUMEHEHHS U (WJIN) METOAOB KOHTPOJIS KAUueCTBa JIEKAPCTBEHHOTO
npenapata AJ1s1 BETEpUHAPHOT0 IPUMEHEHHSI IPOBOAMTCS SKCIEPTH3a JEKapCTBEHHOI'O CPeNICTBA AJIS
BETEPUHAPHOTO NIpUMeHeHus. B ciryuae He00X0AMMOCTH BHECEHUS MHBIX M3MEHEHHUH B IOKYMEHTHI,
COJepIKaIIMEecs] B PETUCTPALIMOHHOM JI0ChE Ha 3apEerHCTPUPOBAHHBIN JIEKapCTBEHHBIH NpenapaT JUIs
BETEPUHAPHOTO IPUMEHEHHS, IKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA I BETEPUHAPHOTO IPUMEHEHHS HE
MIPOBOJUTCSI.

(B pen. ®enepanbHbix 3ak0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

3. C 3asBIeHHEM O BHECEHHH U3MEHEHHUH B JOKYMEHTBI, COJIEpKAaIHecsl B PETUCTPALIMOHHOM J0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH MTpenapar Ui BETepUHAPHOTO IIPUMEHEHHS, HapsiLy C
JOKyMEHTaMH, YKa3aHHBIMH B 4acTH | HACTOSIIEH CTaThH, MPEICTABISIOTCS TOKYMEHTEI,
HOATBEPKIAIONINE YILIaTy TOCYIapCTBEHHOM TOIUINHEI 32 BHECEHUE B JIOKYMEHTBI, COIEpKaIecs B
PETUCTPAIIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapart il BETCPHHAPHOTO
NPUMEHEHUS], N3BMEHEHUH, TPEOYIOIINX MPOBENICHNS SKCIIEPTH3HI JIEKAPCTBEHHOT'O CPEJICTBA JUIS
BETEPUHAPHOTO NTPUMEHEHUS, MIIH U3MEHEHUI, He TPEOYIOIINX MPOBEJICHHS DKCIIEPTU3HI JIEKAPCTBEHHOTO
CpeJIcTBa JIJIsl BETEPUHAPHOTO MPUMEHEHUSI.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

4. B cpok, He TIPEeBHIMAONIHIA AeCSITH PA00YUX JHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B 4acTu |
HACTOSIIEH CTaThH 3asiBIICHUS K HEOOXOUMBIX JOKYMEHTOB, YITOJIHOMOYEHHEIH (DeepaibHbIi Opran
HUCIOJIHUTEILHOU BJIACTH:

1) mpoBOINT POBEPKY MOIHOTHI M TOCTOBEPHOCTH CBEACHNMN, COACPIKAIIUXCS B TIPEICTABICHHBIX
3as1BUTEJIEM JIOKYMEHTaXx;

2) MPUHUMACT PCHICHUC O TPOBCACHUHN SKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA JId BETCPUHAPHOTO
MMPUMCHCHUS U 00 OTKa3e B ee MMPOBCACHUMN,



3) yBemomiIieT B MUCbMEHHOW (hopMe 3asBUTEINS O MPUHITOM PEIICHUH WX B CITydae TIPUHATHS PEIIeHUs
00 oTKa3e B MPOBEIEHUH IKCIIEPTHU3HI JIEKAPCTBEHHOTO CPEACTBA I BETEPUHAPHOTO MPUMEHEHHUS C
yKazaHeM MPUYIHH TaKOTO 0TKa3a.

5. OcHOBaHWEM IS OTKa3a B IPOBEACHNUN IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA ISl BETEPHHAPHOTO
MIPUMEHEHUS SIBIISIETCS MIPEICTaBIeHNE JOKYMEHTOB, YKa3aHHBIX B 4acTsAX 1 U 3 HacTosIIeH cTaThu, B
HETNOJTHOM 00hEME MIIH OTCYTCTBHE B IIPEJICTABIICHHBIX IOKYMEHTAX JOCTATOYHBIX CBEICHHMIA,
MOITBEPKIAIOIINX HEOOXOIUMOCTh BHECCHUS U3MCHEHHM.

6. DKcnepTH3a JISKapCTBEHHOTO CPEJICTBA ISl BETEPHHAPHOTO IPUMEHEHHS B [ETISIX BHECEHHS
M3MEHECHUH B JIOKYMEHTBI, COAEPIKAIMECs B PETUCTPALIOHHOM JI0CHE Ha 3apETHCTPHPOBAHHBIN
JIEKapCTBEHHBIH MIpenapar Ui BETCpUHAPHOTO IPUMEHEHHS, OCYIIIECTBIIETCS B OPSIKE,
YCTaHOBJIEHHOM cTaThell 24 HacTosmero deaepanbHOTO 3aK0HA.

6.1. B cpok, He MPEBBIMIAIINHA MATH PA00YNX THEH CO JHS MONYyUYSHHS 3aKII0UEHIS KOMHCCUH
9KCIEPTOB IO pe3yIbTaTaM YKa3aHHOM B YACTHU 2 HACTOSIIECH CTaThU SKCIIEPTU3bI, YIIOTHOMOYEHHBIHN
(heaepanbHbIi OpraH UCIOJHUTEILHON BIACTH:

1) npuHUMAaeT peLIeHne O BHECCHUN U3MEHEHHUH B TOKYMEHTBI, COACPIKAIINECS B PETHUCTPALIOHHOM
J0ChE HA 3apervCTPUPOBAHHBIN JIEKAPCTBEHHBIH Npenapar AJ1sl BEeTepUHAPHOI0 IPUMEHEHHUS, UK 00
OTKa3€ BO BHECCHUH TaKUX U3MEHEHUI;

2) BHOCHUT B TOCYAapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB HA OCHOBAHUU PEIICHUS O BHECCHUH
M3MECHEHHUH B TOKYMEHTBI, COACPKAIIHUECS B PETUCTPAIIMOHHOM JTOCKE HA 3apETUCTPUPOBAHHBIIM
JIEKapCTBEHHBIN MpemnapaT J1sl BETEpUHAPHOTO IPUMEHEHHSI, HEOOXOAMMBbIC U3MEHEHUS U BO3BpAIlaeT
3T JOKYMEHTHI 3asBUTEIIO.

(dacts 6.1 BBenmena deaepanbHbIM 3aK0HOM OT 22.10.2014 N 313-D3)

7. OCcHOBaHMEM JJIsl OTKa3a BO BHECEHUM U3MEHEHHI B TOKYMEHTBHI, COIEPKAIINECS B PETUCTPAlIMIOHHOM
JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mperapar sl BETEpUHAPHOTO IPUMEHEHHUS, SBISETCS
3aKIIFOUYEHHUE YIIOJTHOMOUYEHHOTO (heIepaIbHOTO OpraHa HCIIOJHUTENFHON BIACTH O BO3MOXKHOCTH
CHIDKEHHS 0€30T1aCHOCTH, KauecTBa, 3PQEKTUBHOCTH JIEKAPCTBEHHOTO TIperapara Jisi BETCpHHAPHOTO
MIPUMEHEHUS B CITyyae BHECEHUS N3MEHEHUH B yKa3aHHbBIE TOKYMEHTHI.

8. Jlonmyckaetcs oOpalieHue JIeKapCTBEHHBIX MPenapaToB sl BETEPHHAPHOTO MPUMEHEHUS JI0 HCTSYCHUS
CpOKa TOJTHOCTH, POU3BE/ICHHBIX B TEYEHUE CTA BOCBMUJIECATH JTHEH MOCIIE TaThl IPUHSATHS
YIIOJTHOMOYCHHBIM (peiepaibHBIM OpraHOM HCTIONTHHUTENIHHOM BIACTH PELICHUs O BHECCHUU N3MEHEHHH B
JOKYMCHTBI, COACPKAIIUECCA B PETUCTPATMOHHOM OOCHE Ha HeKapCTBeHHLIfI npernapar, B COOTBETCTBHUU C
uHpOpMAaIUei, coiepIKalleiics B JOKyMEHTaX PErUCTPAIMOHHOTO JIOChE Ha JIEKapCTBEHHBIH Mpernapart J10
JAaThI IIPUHATHUA TaKOTO PECHICHUSA.

(dacts 8 B pen. PeaepanbHoro 3axona ot 22.12.2014 N 429-03)

Cratps 32. OTMEHa rocyJapCTBEHHOM pErucTpaliiy JIEKApCTBEHHOTO NpemnapaTa

Pemenue 06 oTMeHe TOCy1apCTBEHHOHN perucTpanny JEKapCTBEHHOIO Ipernapara U UCKIIIOUSHUH
JIEKapCTBEHHOTO IIpeTIapaTa U3 roCcy1apCTBEHHOTO PEECTPA JIEKAPCTBEHHBIX CPEACTB IIPUHUMACTCS
YHOJTHOMOYEHHBIM (heiepaIbHBIM OPTaHOM HCTIONHUTENBHOM BIIACTH B CIIyJae:

1) mpencTaBieHns COOTBETCTBYIOIIUM YIIOJIHOMOUYEHHBIM (hejiepabHBIM OPTaHOM HCITOTHUTENbHOM
BJIACTH 3aKJIIOYCHHUS O PUCKE WM 00 YIpo3e 370POBBIO, KU3HH YeJIOBEKA HIIH KHUBOTHOTO MPH
NPUMEHEHUH JICKapCTBEHHOT'O Mperapara, MPEBIMLAONINX ero 3PPEeKTUBHOCTS, [0 Pe3yIbTaTaM
OCYIIECTBIISIEMOTO UM MOHUTOPHHTa O€30MaCHOCTH JIEKAPCTBEHHOTO MIpernapaTta;



2) mojauu JeprkaTesieM WIH BIaJIelbIieM PErHCTPAIIOHHOTO YI0OCTOBEPEHHUS JIEKAPCTBEHHOTO MpernapaTa
WIN YIOJTHOMOYEHHBIM MM JIPYTHM IOPUIHYECKUM JIMIIOM 3asiBIICHHSI 00 OTMEHE TOCyIapCTBEHHOM
perucTpanuy JeKapCTBEHHOTO TIperapara;

(B pen. @enepanpHOro 3aKkoHa OT 22.12.2014 N 429-D3)

3) HCIIOATBCPIKACHUA FOC}’I[apCTBCHHOﬁ perucTpanuru JICKapCTBECHHOIO IMperiapaTa rno HCTCUCHUU CpOKa
HeﬁCTBHﬂ PEruCTpallMOHHOI0 YAOCTOBCPCHUS, BEIJAHHOI'O Ha IIATH JICT,

4) HenpencTaBieHus 3asBUTEIEM HHPOPMAIHH, KOTOPas MOXKET MOBJIeYb 3a cO00H HEOOXOAMMOCTh
BHECEHHS N3MEHEHUH B IOKYMEHTHI, COJIEPIKAIIHECS B PETHUCTPAIIMOHHOM JI0ChE Ha 3apeTUCTPUPOBAHHBIN
JIEKapCTBEHHBIN ITperapar, B TeUeHNe TPUALATH pabounx ITHEH co THS HACTYIUICHUS dTUX H3MEHEHUH;

5) ocyuiecTBIEeHNs FOCYJapCTBEHHON PEeruCTpalvy JIEKAPCTBEHHOTO IIperapaTa o TOProBbIM
HAaUMEHOBAaHUEM 3apETUCTPUPOBAHHOIO paHee MO STUM TOPTOBHIM HAUMEHOBAHHEM JIEKAPCTBEHHOT O
npernapara, OTJIMYaIONIeT0cs KaueCTBEHHBIM COCTaBOM JICHCTBYIOIINX BEILECTB;

(B pen. @exaepanbpHOTO 3aK0Ha OT 22.12.2014 N 429-D3)

6) OCyIIEeCTBICHHSI FOCYJapCTBEHHON PEerucTpalyy 3asBUTEIEM OJHOTO U TOT'O K€ JEKapCTBEHHOIO
npenapata noJ pa3JIn4HbIMU TOPTOBBIMH HAUMEHOBAHUSIMU;

7) BBIHECEHHS CYIOM PEIICHHUs O HapyIICHUH MpaB MpaBoobianarelisi 00beKTOB HHTEILICKTYaIbHON
COOCTBEHHOCTH TIpY OOpallleHUH JIEKapCTBEHHBIX CPE/ICTB;

8) OTCYTCTBHUSA JEKapCTBEHHOTO MpemnapaTa B oopamennu B Poccuiickoit @enepaiiuu B TeUCHUE TPEX U
Ooutee JIET;
(. 8 BBeneH denepanbHBIM 3aK0HOM 0T 22.12.2014 N 429-D3)

9) HEBBIMOIHEHUS IEPKATENIEM MM BIIaJIENbIIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mperapara JJu00 YIOJTHOMOYEHHBIM UMH JPYTUM IOPUINYECKIM JTUIIOM MEPOTIPUSATHIA 10 00ECTICYCHUTO
0€30MMacHOCTH JICKAPCTBEHHBIX MTPEMapaToB, YCTAHOBJICHHBIX YIIOJIHOMOYCHHBIM (eiepaibHbIM OPraHOM
WCITOJTHUTENILHOM BJIACTU B COOTBETCTBUM € yacTsiMu 3 U 4 cratbu 64 Hactosmiero denepaibHOTO 3aK0HA,
B paMKaXx OCYILECTBICHUs (hapMaKOHAI30Da;

(1. 9 BBenen denepanbHBIM 3aK0HOM 0T 22.12.2014 N 429-03)

10) oTka3a neprkaTenst WM BiaJlesibla PETUCTPALIMOHHOIO YAOCTOBEPEHHs JIEKapCTBEHHOT' O Ipernapara
100 YIOJIHOMOUYEHHOTO UMM JPYTOro I0PUAMYECKOT0 JIMIA OT BHECEHHUSI M3MEHEHUI B MHCTPYKIHIO 110
NPUMEHEHUIO JIEKAPCTBEHHOTO Ipenapara, KacaroIluXCcs HOBBIX TOATBEPKAEHHBIX JaHHBIX O TOM, YTO
PUCK IPUYMHEHHUS Bpe/ia 3J0POBbIO YEIOBEKa MIIM )KMBOTHOTO BCIIECTBUE NPHUEMa JIEKapCTBEHHOTO
npenapara npesbimaet 3GHEeKTUBHOCTD €ro MPUMEHEHUSI.

(. 10 BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

Cratps 33. ['ocynapcTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB

1. l'ocynapcTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB COJAEPIKUT NMEPEUEHB JIEKAPCTBEHHBIX MIPENApaToB,
NPOILEALINX TOCYJapPCTBEHHYIO PETHCTPALIUIO, IIepeueHb (papMaleBTHUECKUX CyOCTaHLUH, BXOASALINX B
COCTaB JICKAPCTBEHHBIX IIPENapaToB, U CIEAYIOIIYI0 HHPOPMALIUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MPEMAPaTOB:

a) HaMMEHOBaHHUE JIEKapCTBEHHOT'0 Tpenapara (MeXIyHapoIHOE HeMTaTeHTOBaHHOE, WIIH

TPYNIIMPOBOYHOE, UIIM XUMUYECKOE H TOPTOBOE HAMMEHOBAHUS);
(B pen. @enepanbpHOTo 3aKk0Ha OT 22.12.2014 N 429-D3)



0) mexkapcTBeHHAs (popMa ¢ yKazaHHEM JTO3UPOBKH JIEKAPCTBEHHOTO TIperapaTa i ero KOJUIeCTBa B
MOTPEOUTENBCKOM YIIaKOBKE;

B) HAMMEHOBAHUE JCPXKATEIS WIN BIIA/IENIbIIa PETUCTPAOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara;
(. "B" B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

I‘) HaMMCHOBAHHUEC U aApCC NPOU3BOAUTEIIA JICKAPCTBCHHOI'O IIpCIiapara,

I) (apmakoTepaneBTHUeCcKas TpyIIa, KOJ JIEKapPCTBEHHOTO Tpenapara 1o aHaTOMO-TE€PaeBTHYECKO-
XUMIYECKOH KiaccupUKauy, peKOMEHIOBaHHON BeeMupHO# opraHn3arueit 31paBooXpaHeHus;
(. "n" B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-03)

€) MoKa3aHus ¥ MPOTHBOIOKA3aHKUs K MPUMEHEHHIO JIEKApCTBEHHOTO TIperapara;
) MOOOYHBIE ACHCTBUSI JIEKAPCTBEHHOTO TIPETapara;

3) CPOK T'OJHOCTH JIEKAPCTBEHHOTO IIpETapaTa;

1) yCJIOBUS XpaHEHHS JIEKapCTBEHHOTO MperapaTa;

K) YCJIOBHS OTITyCKa JIEKAPCTBEHHOTO TpernapaTa;

1) HOMep (hapMaKOTEHHO# CTaThU WIH B CITydae €€ OTCYTCTBHS HOMEP HOPMATHBHOM JOKYMEHTAIUH
MO0 HOPMATUBHOTO JIOKYMEHTA;

M) JlaTa TOCyIapCTBEHHOM perucTpaliy JeKapCTBEHHOI O Mpernapara 1 ero perucTpaluoHHBIA HOMED,
JlaTa 3aMEeHbl PETUCTPALIMOHHOIO YAOCTOBEPEHHs JIEKapCTBEHHOI' 0 Ipernapara Ha OeccpoyHoe
PETUCTPALIMOHHOE YAOCTOBEPEHHE JIEKapCTBEHHOT O ITperapaTa, Aarta 1noJiauu 3asiBICHHs O
MOJATBEPKAEHUN FOCYIapCTBEHHOM perucTpalvy JIEKApCTBEHHOTO Ipenapara, 1atTa OTMEHbI
rOCy/IapCTBEHHOM perncTpalui JIEKapCcTBEHHOTO Mpenapara;

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

H) KQ4eCTBEHHBIN COCTAB M KOJIMUYECTBEHHBII COCTAB JIEMCTBYIOIIMX BEIIECTB M KAUECTBEHHBIN COCTaB
BCIIOMOTaTeIHHBIX BEUIECTB JIEKAPCTBEHHOTO Mperapara;
(. "H" BBenen DenepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-03)

0) nadopmarms 000 BCcex pa3pelicHHBIX BUAaX BTOPUIHON (MTOTPEOUTEIHCKOMN) YIIAaKOBKH;
(. "o" BBenen denepanabHBIM 3aK0HOM 0T 22.12.2014 N 429-03)

1) 1aTa MPUHITHS PELIICHUS O BO3MOXXHOCTH pacCMaTPUBATh JICKAPCTBEHHBIN ITperapar npu
TOCY/IapCTBEHHON PETHCTPAlMU B KauecTBe Op(haHHOTO JICKAPCTBEHHOTO Tperapara;
(. "n" BBenen denepanbHbIM 3ak0oHOM OT 22.12.2014 N 429-03)

p) HaJIMYIUC JICKAPCTBCHHOTIO IIPLCIiapaTa B IEPECUHEC ) KUZHCHHO H€O6XOI[I/IMI>IX M BaKHCHIIINX
JICKAPCTBCHHBIX IIPEIIapaTOB;

n.n

(. "p" BBenen denepanbHBIM 3aK0HOM 0T 22.12.2014 N 429-03)

C) HAIMYHWE B JICKAPCTBEHHOM IIpenapaTe HapKOTHIECKUX CPENICTB, ICUXOTPOITHBIX BEIIECTB U UX
MPEKYPCOPOB, MOANIEKAIINX KOHTPOIto B Poccuiickoit denepanuu, B COOTBETCTBUU C
3aKoHOAATeNbCTBOM Poccuiickoit @enepanyn, MeXIyHapoJHBIMU foroBopamu Poccuiickoit denepannmy,
B TOM uncie Enunoi koHBeHIMe! 0 HapkoTudeckux cpeacTBax 1961 roga u Konsenuueit o
MICUXOTPONHBIX BemecTBax 1971 roaa;



(. "c¢" BBeneH denmepanbHBIM 3aK0HOM 0T 22.12.2014 N 429-03)

T) HHPOPMAILIUS O TOM, SBIISCTCS JIM JAHHBIN JIEKapCTBEHHBIN Tipenapar pedepeHTHBIM JIeKapCTBEHHBIM
npenapaTom;
(. "1" BBeneH denepanbHBIM 3aKk0HOM 0T 22.12.2014 N 429-03)

y') CBCACHU O TOJa4Y€ 3asABJICHHUA O BHCCCHUU W3MCHCHUI B AOKYMCHTBI, COACPKAIIUECCA B
PErucTpallMoOHHOM JOCHE Ha HeKapCTBeHHLIﬁ Ipemnapar,

nen

(nm. "y" BBeneH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

&) cBeieHUs 0 B3aMMO3aMEHIEMOCTH JICKAPCTBEHHOTO MpeTapara;
(. "¢" BBemen DexepanbHBIM 3aK0HOM OT 22.12.2014 N 429-03)

X) CPOK BBeJIEHHS JICKaPCTBEHHOTO MpemnapaTa B TpaKIaHCKUN 000poT;
(. "x" BBeneH ®enepanbHBIM 3aK0HOM 0T 22.12.2014 N 429-03)

2) B OTHOLICHUH (apMaIeBTUIECKUX CYyOCTaHIIHIA:

a) HanMeHOBaHHe (apMalleBTHIECKOH CyOCTaHITUH (MEXTyHAPOIHOE HEMATEHTOBAHHOE, NITH
TPYIIAPOBOYHOE, WIIM XMMHUYECKOE U TOPrOBOE HANMEHOBAHHA);
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

0) HaMMEHOBaHKE U aJpec MPOU3BOIUTENS (DapMaleBTUIECKOH CyOCTaHINM;
B) CPOK TOIHOCTH (papMalieBTHIECKON cyOCTaHIINMY;
T') YCIIOBHS XpaHEHUs (hapMaleBTUIECKON CyOCTaHIINHT;

1) HoMep (hapMaKoIEeHHOM CTaThH HJIH B CIy4ae ee OTCYTCTBHUSI HOMEpP HOPMAaTHBHOW JIOKYMEHTAI[HH
JM00 HOPMATHUBHOTO JIOKYMEHTA,;

¢) Hajnure papMaleBTHICCKON CyOCTaHIIUH B IEPEUHE HAPKOTHUYCCKUX CPEICTB, ICUXOTPOITHBIX
BEILIECTB U UX IIPEKYPCOPOB, MOIeKAIMX KOHTpoto B Poccuiickoit denepaiiiv, B COOTBETCTBUH C
3aKOHOaTenbCTBOM Poccuiickoit @enepannn, MexAyHApOIHbIMU noroBopamu Poccuiickoit denepannu,
B TOM uncie EnrHol KoHBEeHIMEN 0 HapKoTUUYecKux cpeacTBax 1961 roga u Konsenuueit o
MCUXOTPONHbIX BemecTBax 1971 rona.

(. "e" BBenen PenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

2. ®apmarieBTHUECKasd CyOCTaHIINA, TPOU3BEACHHAS IS PeaTN3aI[iH, MOKET ObITh BKIIFOUEHA B
rOCYJJAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPECTB HA OCHOBAHUH 3asBIICHUS pa3padOTUNKa UITH
MIPOM3BOAMUTENS JIEKAPCTBEHHOTO CPENICTBA JINOO YITOJIHOMOYEHHOTO HMH IOPUANYECKOT0 JINIA IPH
YCIIOBHY MPOBEACHUS B OTHOLLIEHUU TaKoi (papMarneBTHIeCcKOi cyOCTaHIIMM SKCIIEPTU3bI KauyecTBa
(bapmalneBTHUECKOH CyOCTaHIIMM B MTOPS/IKE, YCTAHOBIEHHOM cTaThell 34 HacTosiero @enepaibHOTO
3aKoHa. B oTHOIIeHNN hapManeBTHYECKUX CyOCTaHIMIA, MPON3BEACHHBIX JJIsl pealu3aluy, B
rOCyJapCTBEHHOM PEECTpe JEKapCTBEHHBIX CPEACTB COAEPIKUTCA CleAyIomas nHhopManys:

1) HanMeHOBaHKE QapMaIreBTHUECKON cyOcTaHIMU (MEX/yHAPOTHOE HEMTAaTEHTOBAHHOE, WIIN
TPYNIHPOBOYHOE, HITH XUMHUYECKOE H TOPTOBOE HANMEHOBAHN);

2) HauMEHOBaHKE U aJpec MPOU3BOIUTENS (PapMaleBTUYECKOH CyOCTaHINH;

3) cpok rogHOCTH (hapMareBTUIECKON CyOCTaHIINY;



4) ycioBus XpaHeHUS (hapMarieBTHIECKON CyOCTaHIINH;

5) HOMep (papmakomeHOU cTaThel THUOO B CIy4yae ee OTCYTCTBUS HOMEP HOPMAaTUBHOW JOKYMEHTAIHH
VI HOPMATHUBHOTO JOKYMEHTa;

6) Hannume papMaleBTUIECKON CyOCTaHIIMU B IEPEYHE HAPKOTUIECKUX CPEACTB, ICUXOTPOITHBIX
BEILECTB U UX IIPEKYPCOPOB, MOMAJIEKAIMUX KOHTPOII0 B Poccuiickoit denepanuu, B COOTBETCTBUU C
3aKkoHOoJaTeNnbCTBOM Poccuiickoit @enepanuu, MexxayHapoJHbIMU forosopamu Pocculickon @enepanuu,
B TOM uncie Enunoi koHBeHIuei o Hapkotudeckux cpeactBax 1961 romxa u Kousenuueii o
TICHXOTPOMHBIX BemecTBax 1971 roma;

7) naTta BKIIHO4EHHs (papMareBTHIECKOi CyOCTaHIIMK B TOCYAaPCTBEHHBIN PEECTp JIEKapCTBEHHBIX
CpPEICTB, 1aTa BHECEHUS] N3MEHEHUH B TOKYMEHTHI (hapMalieBTUYEeCKOM CyOCTaHIIMMU, JaTa UCKIIFIOUECHUS
(bapmareBTHUECKOH CyOCTaHIIMN U3 TOCYIapCTBEHHOTO PeecTpa JISKapCTBEHHBIX CPE/ICTB.

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

3. Ilopsnok BeJleHUs TOCYAapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPECTB ISl METUIIMHCKOTO
NPUMEHEHUS U TOPSIOK BEACHUS FOCYIapCTBEHHOTO PEECTpa JICKApPCTBEHHBIX CPEACTB A
BETEPHUHAPHOTO [IPUMEHEHUS YTBEP)KJAIOTCSA COOTBETCTBYIOLIUM YIIOJIHOMOUYCHHBIM (heepaIbHbIM
OpPraHOM HCIIOJTHUTEIBHON BIACTH.

Cratps 34. BriroueHue B rocy1apCcTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJCTB U UCKIIOUEHUE U3
rOCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB apManeBTHUECKON CyOCTaHIINM, IPOU3BEICHHOM
JUIsL pealln3alyu

(B pen. @expepanbpHOTo 3aKk0Ha 0T 22.12.2014 N 429-D3)

1. JIns BItOYEeHUS (hapManeBTHUECKON CyOCTaHIIMY, IPOU3BEICHHOM TS peain3alivi, B
TrOCYJIAPCTBEHHBIN peecTp JCKapCTBEHHBIX CPECTB, MPOBOIUTCS DKCIIEPTH3A €€ KaueCTRa.
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. JkcnepTHr3a KayecTBa yKa3aHHOH B 4acTH | HacTosIel ctaTbi (hapMareBTHIECKON CyOCTaHIInH,
COCTaBJIEHHE KOMHUCCHEN AKCIIEPTOB 3aKITIOUYEHUH 110 pe3ysIbTaTaM 3TOM SKCIEPTU3bI U UX HAIIPaBIIEHUE B
YIIOJIHOMOYEHHBIH (heiepalibHbI OpraH UCIOTHUTEIFHON BIACTH OCYILECTBIISIFOTCS B CPOK, HE
MPEBBIIAIONINH MIECTHAECITH pabounx JHEH cO THS MTOJYUYCHUS SKCIIEPTHBIM YUPEKICHUEM
COOTBETCTBYIOIIETO 33/1aHUsI YIIOJIHOMOUYEHHOTO (heepaibHOIO OpraHa UCIIOJHUTEIHON BIACTH U
CIIETYIOIINX JOKYMEHTOB:

1) KOIIKA JIMIOCH3UH Ha IIPONU3BOACTBO JICKAPCTBCHHBIX CPEIACTB UJIU KOIHKA 3aKIIOYCHUSA O COOTBETCTBUU
MIPOU3BOUTENS JICKAPCTBEHHBIX CPEIICTB TPEOOBAHUSM MIPaBUII HAIJICKAIIIECH MTPOU3BOICTBEHHON
NPaKTUKH, BBEIIAHHBIC YIIOJTHOMOYEHHBIM ()e/IepabHbIM OPTaHOM HCIIOJHHUTEIILHON BIIACTH, B CIy4ae,
€CII MPOM3BOJICTBO JIEKAPCTBEHHOIO Mpenapara ocyuiectrisaercs B Poccuiickoit denepanuu;

2) xonus BBIAAHHON YIOJTHOMOYEHHBIM OPraHOM CTPaHbI POU3BOANTENS JIUIIEH3UH Ha TIPOU3BOICTBO
JIEKapCTBEHHOT'O CPEJICTBA U €€ MIEPEBOJ HA PYCCKUM S3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPAJKE, U
KOTIMS 3aKJIFOUYEHHSI O COOTBETCTBUU IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHHUAM HPaBHUIT
Haﬂnemamef/i HpOHSBOHCTBeHHOﬁ MMPAKTHUKH, BBIZAHHOT'O YIIOJTHOMOYCHHBIM @eﬂepaﬂbHIﬂM OpraHom
UCIIOJIHUTEIIBHOM BJIacTH, B Clly4yae, €Ciii IIPOM3BOJICTBO JIEKAPCTBEHHOIO CPEICTBA OCYILECTBIIETCA 3
npexnesnamu Poccuiickoit denepanumy;

3) HOKYMEHT, COJIepKAIUH CIEAYIOUTNE CBECHHS O (papMaIleBTHUSCKOM CyOCTaHITIH:

a) HauMeHoBaHue (hapMaleBTUIECKOHN CyOCTaHINH, €e CTPYKTYypa, 00IIne CBOICTBA;



0) HAMMEHOBAHKE U aJPEC MTPOU3BOIUTEIIS;

B) TEXHOJIOI'UA ITPOU3BOJACTBA C OIIMCAHUEM craaui IIPOU3BOJACTBA U METOA0B KOHTPOJIA Ha BCEX CTAAUAX
IIPOU3BOJICTBA;

T') OTKCcaHue pa3padOTKH Mpolecca MPOU3BOICTRA;

) OTIMCaHKUE KOHTPOJISl KPUTHUECKUX CTAAMK Mpoliecca MPOU3BOACTBA M MPOMEKYTOYHOU MPOAYKIHH;
€) TOKyMEHTAIbHOE TTOATBEP KIeHHE (BaIHIAIH) TPOIIECCOB U (HJIH) UX OICHKA;

’K) CBOMCTBA U CTPYKTypa JIEHCTBYIONINX BEIIECTB;

3) XapaKTepUCTHKA IpUMeceii;

1) crienuduKkaiys Ha (GapMaleBTUYSCKYI0 CyOCTaHIIMIO U e¢ 000CHOBAHHME;

K) aHAJIUTUYECKHE METOMKH, CIIOIb3yEeMBbIE TIPH OCYIIECTBICHUH KOHTPOJIS Ka4ecTBa
(hapManeBTUIECKON CyOCTaHITNY;

) TOKYMEHTAIIbHOE MTOATBEPKAeHIE (BATUAINS ) aHATUTHYECKAX METOIUK, UCTIONB3YEMBIX TIPH
OCYIIECTBICHHH KOHTPOJIS KadecTBa (hapMaleBTUIECKON CyOCTaHIINY;

M) pe3yJIbTaThl aHAJIM3a CEpUi (hapMalleBTHUSCKON CyOCTaHIUHY;

H) NI€peYeHb CTaHAAPTHBIX 00Pa3L0B WM BEIIECTB, UCTIOIb3yEMBIX NIPH OCYIIECTBICHUN KOHTPOJIS
Ka4yecTBa;

0) ONHCaHNE XapaKTEPUCTHK U CBOWCTB yITAaKOBOYHBIX MATEPHAIOB U YKYIOPOUHBIX CPEJICTB;
1) JJaHHBIC O CTA0MIBLHOCTH (hapMalleBTUIECKON CyOCTaHIINY;

P) CPOK TOJTHOCTH.
(dacts 2 B pen. @enepanbHoro 3axona ot 22.12.2014 N 429-03 (pex. 13.07.2015))

3. Jlnst mpoBeneHus SKCIepTH3bI Ka4eCTBa YKAa3aHHOW B 4acTH | HACTOSAIIEN CTaThu (hapMareBTHIeCKOn
cyOCTaHIMM 3asBUTENb MIPEACTABISIET B YIIOJIHOMOUYEHHBIN (heepaabHbIi OpraH HCIIOTHUTEIbHON
BJIACTH:

1) 3asBNIEHIE O BKJIFOUEHUH B TOCY/IapCTBEHHBII PEECTp JIEKAPCTBEHHBIX CPEJCTB JaHHON
(bapMareBTHIECKOi CyOCTaHIINY;

2) Komus JOKYMEHTa, MOATBEPKIAIOIIET0 YIUIaTy roCyJ1apCTBEHHOM MOLTHHEI 3 BKIIOYEHHUE B
roCyJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB (apManeBTUIECKONW CyOCTaHIINH, TPOU3BEIEHHON
JUTSL peaTn3ali, MO0 1o cOOCTBEHHOW MHUIIMATUBE YKa3aHHBIN JOKYMEHT. B ciyuae ero
HETpeICTaBICHHS 3asBUTEIEM yIIOJTHOMOYEHHBIN (eiepaibHblid OpraH UCIOJIHUTEIBHON BIACTH
npoBepsieT (HaKT YIUIaThl TOCYJAPCTBEHHOW MONLUTHHBI 3asBUTEIIEM C HCIIONIb30BaHUEM WHPOPMAITUK 00
yIiaTe rocy1apcTBEHHOM MONUIMHBI, coJiepxaineiics B ['ocynapcTBeHHON MHQOPMAIIMOHHOM cCHCTEME O
TrOCYJapCTBEHHBIX M MyHULIUIIATIbHBIX IUIATEXKAX, HA OCHOBAHUH IIPEACTABICHHOM 3asBUTEJIEM KOIIUU
JIOKYMEHTA, MOATBEPKIAOLIEr0 YIUIATy FOCY1apCTBEHHOU MTOIUINHBI;

(1. 2 B pen. @enepansHoro 3akona ot 22.12.2014 N 429-D3)

3) TOKYMEHTEHI, YKa3aHHBIC B YaCTH 2 HACTOSIICH CTaThU;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)



4) 3asBIIEHUE O BBIJAYE pa3pelIeHIs Ha BBO3 B Poccuiickyro denepaliiio KOHKPETHOH mapTun
HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJICTBA, TPETHA3HAYCHHOTO [Tl TPOBEICHHS YKa3aHHOM
OKCIIEPTHU3HI.

(11. 4 BBenen DeaepaabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B TeueHue aecaTy paboUMX JHEH CO JHS MPUHSITHS 3asBICHUS O BKIIOYCHUU YKa3aHHOHN B yacTH 1
HACTOSIICH cTaThy (hapMarleBTUYCCKON CyOCTaHIIUY B TOCYIapCTBEHHBIN PEECTp JICKAPCTBECHHBIX
CPEJIICTB U JOKYMEHTOB, TICPEUYKCIICHHBIX B YacTU | ¥ MyHKTE 2 4acTU 3 HACTOSIICH CTaThH,
YIOJTHOMOYEHHBIN (heiepalIbHbII OpraH UCIOJHUTEILHON BIACTH:

(B pen. @enepanpHOro 3aK0oHa OT 22.12.2014 N 429-D3)

1) mPOBOHT MPOBEPKY IOJHOTHI M JIOCTOBEPHOCTHU JAHHBIX, COACPIKALINXCS B IIPEICTABICHHBIX
3asIBUTEJIEM JJOKYMEHTAX;
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2) MpUHMMAET pellIeHUe O HalpaBJIeHUHU B 3KCIIEPTHOE YUpeKICHUE 33/1aHNs Ha IPOBECHUE SKCIIEPTU3HI
KadecTBa yKa3aHHOH B 4acTH | HacTosIel ctaTbu papManeBTHUECKOW CyOCTaHIIMKU WA 00 OTKas3e B
TaKOM HallpaBJICHUY;

3) yBemomiIsieT B 3JICKTPOHHON MJIM MMMCbMEHHON (opMe 3asiBUTEINS O IPUHITOM PELICHUU WIIH B Clly4yae
0TKa3a ¢ yKa3aHHEM INPUYMH TaKOro OTKAa3a.
(B pen. @enepanbpHOTo 3aKk0Ha OT 22.12.2014 N 429-D3)

4.1. B ciyuae BBISIBIICHHSI HEIOCTOBEPHOCTH CBEJICHHM, COJIEPKAIIMXCS B IPEACTABICHHBIX 3asBUTEIIEM
MaTepHainax, yrmoJIHOMOUCHHBIN (eiepantbHblid OPraH UCIIOIHUTENFHON BIACTH HAIIPABIISIET 3asBUTEIIO
3ampoc 00 yTOYHEHUH YKa3aHHBIX CBEJCHUI. JJaHHBII 3ampoc MOXKET OBITh IepeiaH YIIOJTHOMOYEHHOMY
NPEICTABUTEINIO 3asBHUTENS IMYHO O] PACIIMCKY, HAIIPaBIICH TI0 ITOYTE 3aKa3HBIM MIMCHMOM HJIH NIepejaH
B 2JIGKTPOHHOH (popMe MO TeIIEKOMMYHHKAIIMOHHBIM KaHaJlaM CBSI3H. B ciryuae HarpaBiieHHs JaHHOTO
3ampoca Io MOYTe 3aKa3HBIM MICEMOM OH CUUTAETCS ITOJIYYEHHBIM 110 HCTEYEHHUH IIECTH JJHEH ¢ 1aThl
HaIpaBJICHHs 3aKa3HOTO MUCHEMA.

(dacts 4.1 BBenena dexepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBUTeNb 00s3aH MPEJICTABUTH OTBET HA 3alIPOC YIIOJHOMOUYEHHOTO (he/iepaibHOr0 OpraHa
WCTIOTHUTENFHON BIIACTH B CPOK, HE TPEBHIMIAIOIIHNNA JEBSHOCTA pabOYMX JHEU CO JHS MOTydeHUS
JaHHOTO 3arpoca. Cpok, yKa3aHHBIN B 4acTu 4 HACTOSIIEH CTaTbU, IPUOCTAHABIMBACTCS CO IHSA
HaTpaBIIESHU 3asIBUTEITIO 3allpoca YIOIHOMOYEHHOTO (heJiepaIbHOTO OpraHa HCIIOIHUTEIEHON BIACTH JI0
JTHS TIOJYYEHUsI UM OTBETa Ha JaHHEIN 3apoc U He YUIUTHIBAETCS PU UCUUCICHUU CPOKA SKCIIEPTHU3BI
KadecTBa (papmaleBTHYECKOI CyOCTaHIINH, HEUCIOIB3YEMOH MPH MPOU3BOICTBE JIEKAPCTBEHHBIX
MIpEeraparToB.

(dacts 4.2 BBeneHa PexepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHUEM JJIs OTKA3a B HANPABJIEHUH B DKCIIEPTHOE YUPEKACHHE 3aJaHNsl HA IIPOBEICHUE
9KCTIEPTH3bI KaueCcTBa YKa3aHHOW B yacTu 1 HacTosIIel cTaThby (hapMalieBTHIECKOH CyOCTaHIINN
SBJIIETCS] HETIPEICTABICHNE TOKYMEHTOB, YKa3aHHBIX B YACTH 2 HACTOSIEH CTaTbH, OTCYTCTBHE
MH(QOPMaIUH, TOATBEPKAAONIeH (aKT yIiaThl TOCYAapCTBEHHON MOLIJIMHBI 33 BKIIOUCHHE
(bapMarieBTHIECKOi CyOCTaHIINM, TPOU3BEICHHOM JUIS pean3aliy, B TOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEZCTB, HETPEACTABIICHHE 3aBUTEIEM B yCTAHOBIEHHBIH CPOK OTBETA HA yKa3aHHBIN B
yactu 4.1 HacTOsIIEH CTaThH 3aIIPOC YIIOIHOMOUYEHHOTO (heiepabHOTO OpraHa HCIIOTHUTENLHON BIACTH
WM TIPEJICTaBICHNE TOKYMEHTOB, HE COJEPKAIINX NCYEPIIBIBAIOIIETO IIEPEYH HEOOXOANMBIX CBEACHUN.
(gacTts 5 B pen. @enepansHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teucnue IIATHaaAIaTH pa60‘lI/IX I[Heﬁ CO OHA MOJYUYCHHA PCIICHUSA YIIOJJHOMOYCHHOT'O q)e;[epam;Hor ()
OopraHa HCHOJIHUTEIIHEHOM BIIACTH O HAIPpaBJICHUU B 3KCIICPTHOC YUPCIKIACHUC 3aJaHUS Ha IIPOBCACHUC



9KCTIEPTHU3BI KAYeCTBA YKa3aHHOW B yacTH | HacTOAIIEH CTaThy (hapMarieBTHUECKOH CyOCTaHIIN
3asBUTEIIb IIPEACTABIET B 3KCIIEPTHOE YUPEKICHUE JUTS IPOBEIEHHSI JAHHON 3KCIIEPTU3bl 00pa3Libl
¢bapmaneBTH4ECKOH CyOCTaHIIMU B KOIMYECTBE, HEOOXOIMMOM VI BOCIIPOM3BEAECHHS METOA0B KOHTPOJIS
KadyecTBa. DKCIIEPTHOE YUPEKIACHUE ITPH NOTy4EHUH 00pa3LoB yKa3aHHOH B yacTH | HacTosiwell ctaTbu
(bapmaneBTHUECKON CyOCTaHIIMY BBIAAET 3asIBUTEIIO JOKYMEHT, HOATBEPKAAIOLINN IOIy4YeHHE ITUX
00pa3uoB, U B CPOK, HE TPEBBIIAIOMINN TpeX pabounx AHEH, YBEIOMIISIET B 3JIEKTPOHHON HIIH
MUCbMEHHOH opMe 00 ITOM yIOITHOMOUCHHBIH (heiepaIbHbIi OpraH HCIOTHUTENFHON BIACTH. DTH
CPOKHM He BKJIIOYAIOTCS B CPOK MPOBEAEHUS JaHHOM SKCIEPTU3HI.

(B pen. @eaepanbpHOTo 3aKk0Ha OT 22.12.2014 N 429-D3)

7. JIOKyMEHTEI, TIOCTYIHBIINE B 3KCIIEPTHOE YUPEKACHUE TS IIPOBEICHIUS SKCIIEPTH3HI KadecTBa
yKa3aHHOM B 9acTh | HacTOsAIIeH cTaThll (papMarieBTHUECKO CyOCTaHIINH, TIOJIeKAT BO3BPaTy B
YIOJTHOMOYEHHBIN (heiepabHbI OpraH UCIOTHUTEIHFHON BIIACTH OJJHOBPEMEHHO C 3aKITIOUEHUSMH 110
pe3ynbTaTaM MpOBEACHHOM HKCIIEPTUZHI.

8. B cpok, He MpeBBIIAOIIUH MSITH PA00YUX JTHEH CO JHS MONTYUCHHUS 3aKITI0UYCHHUS KOMUCCHH SKCIIEPTOB
M0 Pe3yJIbTaTaM SKCIIEPTU3bl KaUeCTBa YKa3aHHOH B 4acTH | HacTosel ctaTbu papManeBTHIECKON
cyOcCTaHIIMH, YITOTHOMOYEHHBIHA (hefiepanbHbIN OpraH CIIOIHUTEIEHON BIIACTH:

1) ocymiecTBISET OIIEHKY TAKOTO 3aKIIOUEHUS IS ONPEeNIeHUs] €TO COOTBETCTBUS 3aIaHUI0 Ha
MIPOBEICHHUE JAHHOM SKCIIEPTU3HI;

2) IpUHUMAET PeUICHUE O BKIIIOYCHNHU YKa3aHHOH B 4acTH | HacTOsIIEH cTaThl (hapMarieBTUIECKOn
CcyOCTaHIIMM B TOCYIApPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEJCTB WM PElICHUE 00 OTKa3e B TAKOM
BKJIFOUCHHH;

3) BHOCHT P IPUHATUH PEIICHUS O BKIIIOUYCHUN YKa3aHHOH B 4acTh 1 HacTOSIIEH cTaTbu
(apmaneBTHUECKOI CyOCTaHIIMN B TOCYIapPCTBEHHBII peecTp JIeKapCTBEHHBIX CPEICTB
IpeTyCMOTPEHHYIO ITYHKTOM 2 YacTu 1 cratey 33 Hacrosiero @enepaibHOro 3aKoHa HH(GOpMAIIio 1
YBEJIOMJISIET 00 3TOM B 3JIEKTPOHHOM MJIM TUCBMEHHOM (hopMe 3asiBUTEIISI.

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

9. OcHOBaHMEM ]IS 0TKa3a BO BKIIFOUEHUH YKa3aHHOW B 4acTH | HACTOSIIIEH CTaThi (papMaleBTHYECKON
CcyOCTaHIIMM B rOCYIapCTBEHHBINA PEECTP JICKAPCTBEHHBIX CPEICTB SBISIETCS PELLICHUE COOTBETCTBYIOLIETO
YIIOJIHOMOUYEHHOTO (peZiepabHOro opraHa UCIOJTHUTEIBHON BIACTH O TOM, YTO Kau€CTBO
(apmaneBTHUECKON CyOCTaHIIMU HE IOATBEPKACHO MOJTYYEHHBIMH JaHHBIMU.

(dacts 9 BBenena denepanbHbIM 3aK0HOM OT 22.10.2014 N 313-D3)

10. He nomyckaercs BKIIIOYEHHE B TOCYJaPCTBEHHBINA PEECTp JEKAPCTBEHHBIX CPENCTB OTHOU
(bapMarieBTHIECKOi CyOCTaHIINM, TPOU3BEICHHON IS pean3allii U BBITYCKaeMOMN OJTHUM H TEM Ke
IIPOU3BOJUTENEM, B BUJIE ABYX U 00JI€€ PEECTPOBBIX 3aIIHCE.

(gactp 10 BBenena denepanpHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

11. Buecenne n3MEeHEHHIA B TOKYMEHTHI Ha (papMaleBTHYECKYIO CyOCTaHIIMIO, IPOU3BEACHHYIO IS
pean3anny 1 BKIIOUYEHHYIO B FTOCY/IapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, OCYILECTBISIETCS B
nopsiake, yctanoBiaeHHOM ctaThsiMu 30 u 31 Hacrosmero ®enepaabHOro 3aK0HA, C YIIaTON
roCcyIapCTBEHHOM MONUIMHBI, TPEYCMOTPEHHOM 3aKOHO1aTeNbcTBOM Poccutickoit denepainu o Hajorax
u cOopax.

(dacts 11 BBenena denepanapHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

12. lonmyckaeTcs oOpatienue GapManeBTHISCKUX CyOCTaHIHA, TPOU3BEICHHBIX IS pealln3aliy, B
TEUYEHHUE CTa BOCBMUAECATH JHEU 0 U TIOCIIe IPUHATHS YIIOJIHOMOYEHHBIM (heAepaabHBIM OpraHOM
WCIIOJIHUTEILHOM BJIACTH PELICHHUS O BHECEHUH N3MEHEHUH B JOKYMEHTHI Ha (hapMalleBTUIECKYIO



CyOCTaHIHIO, IPOU3BEICHHYIO JUIS PEATN3aIliH U BKIIOYCHHYIO B TOCYAapCTBEHHBII peecTp
JIEKapCTBEHHBIX CPEJICTB.
(qacth 12 BBeaeHa denepanbHBIM 3ak0HOM 0T 22.12.2014 N 429-03)

13. Pemrenue 06 UCKITIOYEHNN M3 TOCYJAPCTBEHHOTO PEEeCTpa JIEKapCTBEHHBIX CPENICTB
(hapMaIeBTUUYECKON CYyOCTaHIIUH, TPOU3BEICHHOMN ISl pean3aliy, TPUHUMACTCS YIIOJITHOMOYCHHBIM
(henepaNbHBIM OpraHOM UCIIOJIHUTEIBHOHN BIIACTH B CIIyYae:

1) MMpeACTaBJICHUA COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (pe[lepaJ'ILHI)IM OopranomMm HUCIIOJIHUTCIbHOM
BJIACTH 3aKJIFOYCHUA O PUCKE UIIN 00 Yrpo3€ >KU3H1 WK 310POBBIO UCTIOBCKaA 00 JKUBOTHOTO npu
HCIIOJIb30BaHNHU JICKAPCTBEHHOI'O CPEACTBA,

2) moa4yu pa3pabOTIHKOM JIEKAPCTBEHHOT'O CPEICTBA WM ITPOU3BOAUTEIIEM JIEKAPCTBEHHOTO CPE/ICTBA
00 YIOJIHOMOYCHHBIM UMH IPYTHM FOPUAMUECKUAM JIUIIOM 3asIBJICHUS 00 UCKITIOYCHHUH U3
rOCyJIapCTBEHHOT'O peecTpa JISKaPCTBEHHBIX CPEACTB (DapMalleBTUYECKOM CyOCTaHIIUHU, IIPOU3BEACHHOM
JUTSL peaTu3aliuiy;

3) orcyTcTBUS (hapManeBTUIECKON CyOCTaHIINH, POU3BEIEHHON IS pean3allii, B OOpaIleHIH B
Poccwuiickoit @enepanny B TeUeHHE TpeX U OoIee JeT.
(dacts 13 BBenena denepanpHbM 3ak0HOM 0T 22.12.2014 N 429-03)

Cratps 35. YTparuna cuny c 1 urons 2015 rona. - @enepanbHbiit 3akoH oT 22.12.2014 N 429-D3.

Cratbs 36. O0xanoBaHue pemeHust 00 0TKa3e B BbIaue pa3pelleHns Ha MPOBeIcHHE KITMHUIECKOTO
UCCIIeIOBAaHNUS JIEKAPCTBEHHOTO Mpenapara, peleHust 00 0TKase B rOCYJapCTBEHHON PEerHCTpalin
JIEKapCTBEHHOTO MIPernapara, 3aKIF09eHIs KOMUCCHH SKCIIEPTOB SKCIIEPTHOTO YUPEKIACHHS WITH
3aKJIFOYCHUS COBETA IO STHKE

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

PerieHre COOTBETCTBYIOIIETO YIIOJTHOMOUYEHHOTO (heIepalIbHOTO OpraHa UCIIOJHUTEILHON BIIaCTH 00
OTKa3€ B BblJIau€ pa3pellIeHUs Ha IPOBEAEHUE KIIMHUYECKOTO UCCIIEIOBaHMs JIEKAPCTBEHHOr O IIpenapara,
pellIeHre YKa3aHHOTO (eIepabHOrO OpraHa UCTIOJHUTEIBHOM BJIACTH 00 OTKa3¢ B TOCYIapCTBEHHON
perucTpainuu JeKapCTBEHHOIO Mpernapara, 3aKJII0UeHIe KOMUCCUM 3KCIIEPTOB SKCIEPTHOTO YUPEKACHUS
WM 3aKJTFOUEHHUE COBETA IO ATHUKE MOXET OBITh 00)KaJIOBAaHO B MOPSJIKE, YCTAHOBIEHHOM
3aKOHOAATENhCTBOM Poccuiickoit Denepannu. 3akitoueHre IKcnepTa, 0hOPMIIEHHOE IO HTOTaM
AKCIIEPTHU3bI B LUEISIX ONPECICHHS B3aUMO3aMEHIEMOCTH 3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOT O
Tperapara, MOXeT OBITh 00)KaJIOBAHO JIEPIKATENIeM WIIN BIIAJIENbIIEM PETUCTPAIIHIOHHOTO yIOCTOBEPEHHUS
JIEKapCTBEHHOTO TpemnapaTa B KOMUCCHIO SKCIIEPTOB KCIEPTHOTO YUPEKACHIS. 3aKITIOUeHUE KOMUCCHHU
9KCIIEPTOB AKCIEPTHOIO YUPESIKIACHHS, OPOPMIICHHOE 10 UTOraM MEPeCMOTpa 00’KajI0BaHHOTO
3aKITIOUEHUS IKCIIEPTa, MOXKET OBITH OCIIOPEHO AeprKaTesIeM HIH BJIaJIEIbIIEM PETUCTPAIIHOHHOTO
YAOCTOBEPEHUS JICKAPCTBEHHOTO TIpenapara Ju00 YIIOTHOMOYCHHBIM UMH JIUIIOM B TTOPSIZIKE,
YCTaHOBJICHHOM 3aKOHOAATeNbcTBOM Poccuiickoit @enepanmu. [Ipy oOxkanoBanuy pereHus
YIOJTHOMOUYEHHOTO (heJIepalbHOTO OpraHa MCIIOJIHUTENILHOW BIACTH, 3aKITFOYCHHS YKCIIEPTa WIH
KOMMCCHH SKCIIEPTOB IKCIIEPTHOTO YUPEXKACHUS, 3aKIFOUEHHS COBETA IO 3TUKE AEP>KaTeNb WU BlIadeel]
PETUCTPALIMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO MperapaTa 00 YIOJTHOMOYEHHOE UMH JTUII0
BIPABE MPEACTABUTH PE3YJIbTAThI SKCIEPTU3BI JIEKAPCTBEHHOT' O TIpenapaTa, IpoTOKOJbI MOJYYEHHBIX
AKKPEIUTOBAHHBIMU UCIIBITATEILHBIMU JIA0OPATOPUAMU (LIEHTPAMHU) PE3YJIbTATOB UCCIICIOBAHNUH,
HACIIBITAHMH.

Crates 37. UHdopMarus, cBSI3aHHAS C OCYIIECTBICHUEM TOCYIapCTBEHHON PErUCTpaIliy
JICKapPCTBEHHBIX MpENapaToB, HHGOPMAIIHS O 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MpernapaTax u
JIEKapCTBEHHBIX Mpenaparax, UCKIIOYEHHBIX U3 TOCYIapCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEACTB



1. CoOTBETCTBYOIIUI YITOJHOMOYCHHBIHN (heepaibHbIi OpraH UCIIOJHUTESIILHOM BJIACTH pa3MelacT Ha
cBOeM oduIaIbHOM caiiTe B ceTd "HMHTepHeT" HH(pOPMALHIO, CBA3aHHYIO C OCYIIECTBICHHEM
TOCYy/IapCTBEHHOMN PETHCTPALNH JIEKAPCTBEHHBIX MIPETIApaToOB, B TOM YUCIIE IPOBEACHUEM dKCTIEPTH3BI
JIEKapCTBEHHBIX CPEACTB (BKIIOYAs pe3yIbTATHI €€ MPOBEACHNS), HH(DOPMAIIHIO O 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MpernapaTax U JIEKapCTBEHHBIX Iperaparax, NCKIIOYEHHBIX U3 TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB, HE MO3/IHEE YeM Uepe3 MATh pabounX IHEH O AHS MOTyUeHHS
COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (peJiepalbHbIM OpPraHOM HCHIONHUTEIBHOHN BIaCTH 3asBICHHS O
TrOCy/IapCTBEHHOM pEerucTpalyu JIEKAapCTBEHHOT O Ipenapara.

(B pen. @eaepanbpHOTo 3aKk0Ha OT 22.12.2014 N 429-D3)

2. CpokH 1 TIOPSAIOK pa3MeIIeHuns yKa3aHHO! B 4acTH | HacTosmel craTbu HHpOopManun
YCTaHaBIUBAIOTCS YIIOTHOMOYEHHBIM (heZlepatbHBIM OpTraHOM HCTIOTHUTENBHOHN BracTH. HbopMmarus,
yKa3zaHHas B 9acTH | HACTOSIIEH CTaTbH, SIBISIETCS OTKPBITON U OOIIEIOCTYITHOM U MPEI0CTABISETCS
3aWHTEPECOBAHHBIM JIMI]AM B COOTBETCTBUH C 3aKOHOAATENLCTBOM Poccuiickoii denepannu.

(B pen. @eaepanbpHOTo 3aKk0Ha 0T 22.12.2014 N 429-D3)

I'masa 7. KIMHNMYECKHWE NCCIEAOBAHUS JIEKAPCTBEHHbBIX
ITPETIAPATOB U MEJULIMHCKOI'O ITPUMEHEHN A, JOI'OBOP
Ob UX ITPOBEJIEHNU, ITPABA ITALIMEHTOB, YYHACTBYIOIINX
B OTHUX NCCJIEJOBAHMAX

Cratps 38. Kiinnudeckue uccieoBaHus JIEKApCTBEHHBIX MPETapaToB A MEIUIIMHCKOTO IPUMEHEHUS

1. Kimnandeckue ucciie10BaHus JIEKAPCTBCHHBIX MPENapaToB I MEIUIIMHCKOTO IPUMEHEHHS, B TOM
YHCIIe MEXKIYHAPOIHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBBIE, TOCTPETUCTPAIIMOHHBIC, TIPOBOJISATCS B
OJTHOW MJTH HECKOJBKUX MEIUIIMHCKUX OPraHU3alUsaX B COOTBETCTBUU C MIPABUIIAMH HaJIJICKaIIeH
KITMHAYECKOM MPAKTHUKH, YTBEPIKICHHBIMHU YIIOJTHOMOUCHHBIM (hejiepaibHBIM OpraHOM UCTIOJTHUTEIIBHOM
BJIACTH, COOTBETCTBEHHO B CIICAYIOIIUX I[EIIAX:

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

1) ycraHoBJIeHHE 0€30IACHOCTH JICKAPCTBEHHBIX MPENapaToB JJis 3I0POBBIX JOOPOBOJILIIEB U (HJIH)
MEPEHOCUMOCTH UX 3JI0POBBIMHU JOOPOBOJIBIIAMH, 33 UCKITIOYECHUEM TaKUX HCCIEIOBAHMN JIEKAPCTBEHHBIX
MpernapaToB, MPOU3BEACHHBIX 3a nipenesiamu Poccutickoit denepannu;

2) 1'[0)160}) OIITUMAJIBHBIX JO3UPOBOK JICKAPCTBECHHOI'O MIPLCIiapaTa U Kypca JICUCHUA IJI MMAlIUCHTOB C
OIIPEACIICHHBIM 3a60J’I6BaHI/ICM, OIITHUMAJIBHBIX 103 U CXCM BaKIIMHAIITUHU I/IMMYH06I/IOJ'IOFI/I‘IGCKI/IMI/I
JICKApCTBCHHBIMU IIpCIriapaTaM 31J0POBbIX ILO6pOBOJ'IBI_IeB;

3) ycTaHOBIIeHHE 0€30IaCHOCTH JIEKAPCTBEHHOT'O Tpenapara 1 ero 3pGeKTUBHOCTH JUISI MAIIMEHTOB C
OTIpeJIeIEHHBIM 3a00JIeBaHueM, TIPOPUIAKTHIECKON 3P PEKTHBHOCTH UMMYHOOHOIOTHIECKUX
JIEKapCTBEHHBIX MPENapaToB JUIS 3/[0POBBIX I0OPOBOJIBIIEB;

4) N3Yy4YCHUC BO3SMOXKXHOCTHU PACIIUPECHUA IMOKa3aHHUMI I MCAUTTUHCKOI'O NPUMCHCHH A U BBISABJIICHUS
paHeC HECU3BCCTHBIX MOOOYHBIX HeﬁCTBHﬁ 3apCTUCTPUPOBAHHLBIX JICKAPCTBCHHLBIX IIPCIIAPATOB.

2. B orHOIIEHNHK BOCITPOU3BCACHHBIX JICKAPCTBECHHBIX IMPEINapaToB It MEAUITMHCKOT'O ITPUMCHCHUA
IIPOBOJATCA UCCIICAOBAHUA OMO’KBUBAJIEHTHOCTH U (I/IJH/I) TepaHeBTH‘IeCKOﬁ OKBHBAJICHTHOCTH B

MopAaKeE, YCTAHOBJICHHOM YITOJITHOMOYCHHBIM Q)eﬂepaﬂBHBIM Opranom HUCITOJIHUTEIIFHOM BIIACTH.

3. OpI‘aHHSaL{I/IIO MPOBCACHUS KIIMHUYCCKUX I/ICCJICI[OBaHI/Ifl JICKApCTBCHHOT'O Ipcrapara JJIst
MCIUIUHCKOI'0 MPpUMCHCHUS BIIPABC OCYHICCTBIIATDL:

1) pa3pa60Tqm< JICKAPCTBCHHOT'O MpfriapaTta Wik YIIOJHOMOYCHHOC UM JIUIO,



2) oOpa3zoBaTeNbHBIC OPTaHU3AIIH BRICIIIET0 00pa30BaHUs, OpraHU3aINN JOTIOTHUTEIEHOTO
podeCCHOHATTLHOTO 00pa30BaHU;
(1. 2 B pen. denepansHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4HO-HCCIIEAOBATENBCKIE OPTaHU3aAIIHH.

4. Knuaudeckue uccleJOBaHus JICKapCTBEHHOTO Mpenapara Jisi MEIUIIMHCKOTO IPUMEHEHUS
MIPOBOJISATCS HA OCHOBAHUHU Pa3pEIICHHs Ha MMPOBEACHUE KIMHUYECKOTO UCCIIEeI0BAHUS JICKAPCTBEHHOTO
mpernapara, BbIJJAHHOTO YIIOJIHOMOYCHHBIM (pellepalibHbIM OPTaHOM HUCIIOJHUTEILHON BIACTH.
YronHOMOYeHHBIN (heepaTbHBIN OpraH HCIIOTHUTEIHFHOM BIIACTH BEJIET PEECTP BBIIAHHBIX pa3peIICHHMA
Ha TPOBeIeHNE KIIMHNYIECKUX MCCIIEOBAHUH JIEKapCTBEHHOTO TIperapara, CoAepKallnuii ykasaHue Ha X
e WM [IEJH, B YCTAHOBJICHHOM 3THM OPTaHOM TIOPSIZIKE.

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

5. Yrparun cuny c 1 utonsg 2015 rona. - @enepanbhelit 3akoH 0T 22.12.2014 N 429-03.

6. K opranmzanum nmpoBeneHus KIMHAYECKUX UCCIIeI0OBaHUI JIEKApCTBEHHOTO TIpernapara JIjist
MEIUIMHCKOTO IPUMEHEHUS Pa3padOTIMKOM JIEKapCTBEHHOT'O ITpenapara MOTyT IPUBIIEKAThCS
IOPUIMYECKHUE JTUIA TF000H OpraHn3allMOHHO-TIPABOBOM ()OPMBI IPH YCIOBHU O0ECTICUEHUS
COOTBETCTBHS 3THX HCCIIEIOBAaHUH TpeOoBaHMAM HacTosero dexepanbHOro 3akoHa.

7. Knuanueckue uccie0BaHus JIEKapCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO IPUMEHEHUS
MPOBOJSATCS B MEJUIMHCKUX OpPTraHU3alUsIX, aKKPEAUTOBAHHBIX YIIOJIHOMOUYSHHBIM (eiepabHbIM
OpraHOM HCIOJIHUTENIBHON BIACTH B NOPSAKE, ycTaHOBICHHOM IIpaBurensctBoMm Poccniickoin
®denepanuu.

8. IlepeueHb MEIUIIMHCKUX OPTaHU3aMK, HIMEIOIINX NPABO MIPOBOJUTH KIMHUYECKUE UCCIIETOBaHUS
JIEKapCTBEHHBIX MIPENapaToB ISl MEAULMHCKOTO IPUMEHEHHS, U PEECTP BBIIAHHBIX Pa3pelleHUH Ha
NpoBe/IeHHE KIMHUYECKUX MCCIIeI0BaHUH JIEeKapCTBEHHBIX PENapaToB OMyOJNKOBBIBAIOTCSA U
pasMenamTcs YIOoTHOMOYEHHBIM (eepallbHbIM OPraHOM HMCTIOJTHUTENLHOM BIACTH B YCTAHOBJICHHOM MM
nopsiJIke Ha cBoeM o(UIMaIbHOM caiite B ceTu "MHTepHET".

Cratbs 39. Pemenre o mpoBeAeHUHN KIMHIYECKOTO UCCIEA0OBAHMS JIEKAPCTBEHHOTO TIpemapaTa s
MEIUIIMHCKOTO TIPUMEHEHHS
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Knnuanugeckoe ncceoBaHue JEKapCTBEHHOTO Mpenapara i MEAUIUHCKOTO IPUMEHEHNUS
IIPOBOJIUTCSI HA OCHOBAHUH Pa3peICHMs] Ha ITPOBENCHNUE KIIMHUYECKOIO UCCIIEI0BAHNUS JIEKAPCTBEHHOTO
npenapara, BbIJJAaHHOTO YITOJTHOMOYEHHBIM (eJiepaibHbIM OPraHOM HCTIOJTHUTENLHOM BIIACTH 110
pe3yapTaTaM SKCIEePTHU3bI TOKYMEHTOB, HEOOXOJUMBIX JUIS MTOJTyYeHHUs pa3pelIeHus Ha IPOBEeHIE
KJIMHAYECKOT'O UCCIIEI0BAaHUS JIEKAPCTBEHHOrO MperapaTa U 3THYECKON SKCIEPTU3BI.

2. I[J'ISI MOJIYYCHUA pa3pCIICHUS HAa IIPOBCACHUC KIIMHUYCCKOT'O UCCICA0BAHUS JICKAPCTBCHHOT'O
npenapara g MCAUIUHCKOIr 0 IPpUMCHCHHAA 3adBUTCIIb IPCACTABIISICT B ynOJ’IHOMO‘iCHHLIfI (I)C,Z[CpaHLHLIﬁ
opra”n HCIIOJIHUTEIIFHON BIIACTH:

1) 3asBNeHNE O BBIAAUE pa3pelieHus Ha MPOBECHIE KIMHIYECKOT0 UCCIIEeIOBAHHS JIEKapCTBEHHOTO
mpemnapara il MEAUIINHCKOTO MPUMEHEHHUS;

2) KOIMUA JOKYMCHTOB, IIOATBCPIKAAOIINX YIJIATy FOCY,[[apCTBCHHOfI MOMIJIMHEI 3a MTPOBCACHUC
ITHUYCCKOI OKCIICPTU3BI, SIKCIICPTHU3bI JOKYMCHTOB Ha HGKapCTBGHHBIﬁ npenapar AJis MoJIy4CHUA
pa3spCuiCHusA Ha NPOBECACHNUC KIIMHUYCCKOI'O UCCIICAOBAHMS JICKAPCTBCHHOTI'O ITpCriapara I
MCIUIUHCKOI'0 MPpUMCHCHUS, 3a BbLAAYy PA3PCHICHUA HAa TPOBCACHUC KIIMHUYCCKOTO UCCIICAOBAHUA



JIEKapCTBEHHOTO TIperapara i MEAUIINHCKOTO MPUMEHEHHS, 32 POBEIEHUE IKCIIEPTH3HI JOKYMEHTOB
Ha JIEKapCTBEHHBIH MperapaT IS MOJTyYeHHUs pa3pelIeHus Ha MPOBEICHIE MEXTyHapOTHOTO
MHOTOIIEHTPOBOTO KIIMHUYECKOTO UCCIIEAOBAHUS JIEKAPCTBEHHOTO MpemapaTa isi MeIUIIHHCKOTO
MIPUMEHEHUS, 32 BhIAady pa3penieHns Ha IPOBeIeHNE MEKIYHAPOIHOTO MHOTOIIEHTPOBOTO
KITMHIYECKOTO FCCIeI0OBaHMS JIEKaPCTBEHHOTO MIperapara ik MEIUIWHCKOTO PIMEHEHNS, 32
MIPOBEICHUE STUUECKOM IKCIEPTU3BI, IKCIIEPTU3BI TOKYMEHTOB Ha JIEKAPCTBEHHBIN Mpenapar st
MOJIYYCHHUSI pa3pelICHUs Ha MPOBECHUE TOCTPETUCTPAIMOHHOTO KIMHUYECKOT'O UCCIIeI0BAHUS
JIEKapCTBEHHOTO TIpenapaTa s MEIUIIMHCKOTO IPUMEHEHMS, 32 BhIIaYy pa3pelIeHUs Ha IPOBEACHHE
MOCTPETUCTPAIIMOHHOTO KJIMHUYECKOTO UCCIEAOBaHUS JIEKAPCTBEHHOTO MIpenapara AJisi METUIIUHCKOTO
MIPUMEHEHUS, WJTH 110 COOCTBEHHOM WHUIIMATHABE yKa3aHHBIE JOKYMEHTHI. B ciydae HempeacTaBieHus
3asBUTEIEM YKa3aHHBIX JOKYMEHTOB YIIOJTHOMOYEHHBIN (heJepaibHbIil OpraH HCIIOTHUTEFHOW BIACTH
mpoBepsieT (haKT yIiaTsl TOCYAapCTBEHHOMN MOIUIMHBI C HCTIOIb30BaHNEM HH(popManuu o0 yrurare
TOCy/IapCTBEHHOM MONIINHEI, coiepikareiics B ['ocymapcTBeHHON HHPOPMAIIMOHHON CHCTEME O
TOCYJapCTBEHHBIX M MYHUIIUIIATBHBIX TUIATEXKAX, HA OCHOBAHUHM MPEACTABICHHBIX 3asBUTEIEM KO
JIOKYMEHTOB;

3) IpOTOKOJ KITMHUYECKOTO UCCIICIOBAHNS JIEKAPCTBEHHOTO MpernapaTa sl MeJUINHCKOTO TPUMECHEHHUS,;
4) GpomIropy UCCIeI0BaTeNs;
5) uHPOPMAITMOHHBIN JINCTOK MAITUEHTA;

6) cBeieHUs 00 OIbITEe PAabOTHI UCCIICIOBATENCH 110 COOTBETCTBYIONIUM CIICIIUATIBHOCTSM U UX OTIBITE
pabOoTHI IO IPOBEACHUIO KIIMHHUYECKUX UCCIICIOBAHUN;

7) cCBeACHUS 0 MEAUIIMHCKUX OPTaHU3AIUAX, B KOTOPBIX MPE/INOoIaraeTcs MpoBeIeHNe KIIMHUIeCKOTO
WCCJIEIOBAHUS JIEKAPCTBEHHOTO TIperapara Jijisi MeIUIIHHCKOTO MTPUMEHEHUs (ITOJTHOE U COKPAIIEHHOE
HAaUMEHOBaHUs, OPraHU3aI[IOHHO-TIPaBOBast (hopMa, MECTO HAXOXKICHUS 1 MECTO OCYIIECTBIICHHUS
JIeSITEIbHOCTH, TeTe(oH, Tenedakc, aapec AIEKTPOHHON MOYTHI KaXI0H MEeTUIIMHCKON OpraHu3aIlim);

8) CBCICHUA O NMpEAIIoJIaracMbIX CpoKax NpOBEACHNA KIIMHUYCCKOI'0 UCCJIIC0BaHNA JICKAPCTBCHHOT'O
nmpernapara ajid MCIUIUHCKOTr0 IIPUMCHCHMA

9) KOIIUIO 10TOBOpPa 00513aTEIBEHOrO CTpaxoOBaHUs, 3aKIIFOYCHHOTO B COOTBECTCTBUU C TUIIOBBIMU
npaBujiaMu 00513aTEeTBEHOTO CTpaxOBaHUs, C YKa3aHUCM HpeHeHBHOﬁ YUCJICHHOCTH ITAlITMCHTOB,

YYaCTBYHOIIHUX B KIMHUYCCKOM HCCJICAOBAHNUU JICKAPCTBCHHOI'O IIperiapara il MCAUIUHCKOT'O
MMPUMCHCHUS

10) nadopMalnio 0 COCTaBe JIEKAPCTBEHHOIO pernapara Il MeIUIIMHCKOTO IPUMEHEHUS;

11) TOKyMEeHT, COCTaBIIEHHBIN MPON3BOAUTEIIEM JICKAPCTBEHHOTO TIperapaTa JijIsl MEIUIIHHCKOTO
MIPUMEHEHUS ¥ COJICPIKAIIHIA TTOKa3aTelu (XapaKTePUCTUKH), a TAKXKE CBEJCHUS O JIEKAPCTBEHHOM
npenapare Uisi METULIUHCKOTO IPUMEHEHUS, IPOU3BEICHHOM I IPOBEACHUS KIMHUYECKUX
HCCIICIOBAaHUI;

12) KOmuIO TUIIEH3UX Ha MMPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB B CIIy4ae, eCiId MIPOU3BOICTBO
JIEKapCTBEHHOIO Mpenapara ocyuiecTrisaercs B Poccuiickoit deepanuu, Win KOMUIO 3aKII0YEHNS O
COOTBETCTBHH MTPOU3BOAMUTEINS JIEKAPCTBEHHOTO MIperapara TpeOOBaHNAM MPaBUII HA JIeXKaIIeh
HpOHBBOHCTBeHHOﬁ MMPAKTHUKH, BBIIAHHOI'O KOMIICTCHTHBIM YIIOJITHOMOYCHHBIM OPraHOM CTPaHbI
MIPOU3BOANTENS JIEKAPCTBEHHOIO Npenapara.



3. B cpok, He MPEBBIMAOIIUI MATH PabOYKX JTHEH CO JHS NPUHSITHS YKa3aHHOTO B IMyHKTE | "acTu 2
HACTOSIIIEH CTaThU 3asIBIICHUS U HEOOXOJUMBIX JJOKYMEHTOB, YIIOJTHOMOYCHHbIH (enepabHblii opran
WCTIOTHUTEIHHON BIIACTH:

1) mpoBOAXT POBEPKY MOTHOTHI ¥ TOCTOBEPHOCTH CBEICHHIA, COEPKAIINXCS B MIPEICTABICHHBIX
3asIBUTEJIEM JIOKYMECHTAX;

2) IMPUHUMACT PCHICHUEC O MTPOBCACHUHN SKCIICPTU3BI JOKYMCHTOB JJIA MMOJYYCHUA pa3pClICHUA Ha
IMMPOBCACHUC KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOI'O MTpeniapaTta IJjid MCAUITUHCKOTO NPUMCHCHUA
W 3THYECKOI OKCIICPTU3BI NI 00 oTKa3e B MPOBEAICHNHN YKa3aHHBIX SKCIIEPTU3;

3) yBemomIIsIeT B 3JEKTPOHHOH (opMe HTH Ha OYMa)KHOM HOCHUTEIE 3asBUTEIS O IPHHATOM PEIICHUN
0o B cllydae MPUHATHS PEIICHUS 00 0TKa3e TAKKE ¢ YKa3aHUEeM MPUIHH TAKOTO 0TKA3a,

4) moAroTaBIMBAET U HANPABIIAET B OKCIIEPTHOE YUPEKACHUE U COBET 110 3TUKE 3aJaHKe Ha MPOBEJICHUE
COOTBETCTBYIOLIUX IKCIEPTHU3.

4. B cityuae BbISBIICHHSI HETIOJIHOTHI U (WJIM) HEAOCTOBEPHOCTH MHPOPMALIMH, CoAepKalLeiics B
NPEICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJIHOMOUYEHHbIN (heaepaabHblil OpraH UCIOTHUTEILHON
BJIACTH HAIPABIISIET 3asIBUTEIIIO 3a1Ipoc 00 YTOYHEHNH yKa3aHHOW HH(popManuy. JJaHHbIH 3a1ipoc MOXKeT
OBITH IepeAaH YIOJIHOMOYEHHOMY PEACTABUTENIO 3asIBUTEIIS JINYHO MIOJ] PACIIMCKY, HalpaBJieH 110
IMOYTE 3aKa3HbIM IMUCbMOM MJIM NIEPEIaH B SHCKTpOHHOﬁ (bOPMC 110 TCJIICKOMMYHHUKAIIMOHHBIM KaHaJIaM
cBs3U. B ciydae HampaBieHMs JaHHOTO 3aIpoca 10 Mo4Te 3aKa3HbIM MHCbMOM OH CUHTaeTCs
IMMOJIYYCHHBIM IO UCTCYCHUM IICCTU I[Hefl C JaThl HAIIPABJICHUA 3aKa3HOT'O MMCbhMaA. 3asBUTEND 00sI3aH
IPEICTaBUTh OTBET Ha 3alpOC yIOJHOMOUCHHOTO (pefepanbHOro opraHa UCTIOIHUTEIbHON BIACTH B
CPOK, He MPEBBIIIAIOIINN AEBSTHOCTa pabounx HEH co mHs ero momydeHus. Cpok, yKa3aHHBIH B 4acTh 3
HACTOSIIIEH CTaThy, IPUOCTAHABIIMBAETCS CO THS HAIPaBJICHU 3asBUTEIIO 3apOCca YIOIHOMOYEHHOTO
(enepanabHOro opraHa HCHOJIHUTENBHOM BIACTU 10 JHS NOJTYYEHUsS] UM COOTBETCTBYIOLIETO OTBETA U HE
YUUTHIBAETCS IPH UCUHCIICHUH CPOKA MPUHATHS YIIOJIHOMOUYCHHBIM (eiepaIbHbIM OPTaHOM
HUCIIOJIHUTEIILHOM BIIACTH peUICHUA O MPOBEACHNU SKCIICPTHU3bI AOKYMCHTOB IJI IIOJYUYCHHA Pa3pCIICHUA
Ha NPOBEACHNUEC KIIMHUYCCKOTO UCCIICA0BAHUSA JICKAPCTBECHHOT'O NIp€riapaTta i1 MEAUIUHCKOI'O
IMPUMCHCHUA.

5. OcHOBaHHWEM [ OTKA3a B IPOBEACHNUN SKCIIEPTU3BI JOKYMEHTOB IS OJIYUYEHHs pa3pelcHus Ha
MIPOBEJIEHNE KIIMHUYECKOT0 HCCIIEIOBaHMsI JIEKApCTBEHHOTO IIpenapara Al MEAULIMHCKOr0 IPUMEHEHUS
W 3TUIECKON DKCIEPTU3BI ABISAETCS NMPEACTAaBICHHE JOKYMEHTOB, IPEAYCMOTPEHHBIX YaCThIO 2
HACTOSILLIEH CTaThH, B HETIOJIHOM 00beMe, HeTIPeICTABIICHNE 3asIBUTENIEM B YCTAaHOBJICHHBIN CPOK OTBETa
Ha YKa3aHHBIA B 4acTH 4 HACTOSIIEH CTaThH 3apoc YINOJIHOMOYEHHOTO (e/IepabHOr0 OpraHa
WCTIOJTHUTENFHON BIACTH JIMOO OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAaX UCUEPIIBIBAIOIIECTO TTEPETHS
HEo0X0 MO HHpOopMaIuK Wi HHQOpPMAIMU, KOTOPAas OJDKHA OBITh OTPAXKCHA B HUX, & TAKKe
OTCYTCTBHE MH(POPMAIHH, TIOATBEPHKAAIONIEeH (aKT yIIIaThl TOCYIapCTBEHHON MONUIMHBI 32 MPOBEICHUE
9TUYECKOM SKCIIEPTU3BI, SKCIIEPTHU3BI JOKYMEHTOB Ha JIEKAPCTBEHHBIN MIpenapar A HOIydeHHS
paspelieHus Ha IPOBEIACHUE KIMHUYECKOTO UCCIEA0BAHNS JIEKAPCTBEHHOIO IIpenapara AJis
MEJULMHCKOrO IPUMEHEHUS, 32 BbLAYy pa3pelIcHNs Ha POBEACHUE KIMHUYECKOIO UCCIEA0BAHNS
JIEKApCTBEHHOT'O IIperapara i MEJULUHCKOIO IPUMEHEHUS, 3a IIPOBECHUE SKCIIEPTU3BI JOKYMEHTOB
Ha JICKapCTBEHHBIN ITpenapar [yis MOIyYEHUs pa3pelleHus Ha IIPOBEIECHUE MEXIYHAPOJHOTO
MHOT'OLIEHTPOBOI'O KIIMHUYECKOIO UCCIIEI0BAaHNUS JIEKAPCTBEHHOrO Ipernapara Uil MEAULIMHCKOT O
IIPUMEHEHUS, 32 BbIIAUy pa3pelIeHUs] Ha IPOBEAEHUE MEXTYHAPOJHOTO MHOIOLIEHTPOBOIO
KJIMHAYECKOT'O UCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpernapara Jiisi MEAUIIMHCKOrO IPUMEHEHHS, 32
MIPOBEJIEHNE ITUUECKOM IKCIEPTU3HI, SKCTIEPTHU3bI JOKYMEHTOB Ha JIEKApCTBEHHBIN Ipenapar A
MIOJIYYEHMsI Pa3peLICHUs Ha IPOBEJECHUE IIOCTPETUCTPALMOHHOIO KIIMHUYECKOIO UCCIIEI0BAaHUS
JIEKapCTBEHHOTO IIperapara s MEIUIIUHCKOTO IIPUMEHEHMS, 3a Bbllayy pa3pelleHHs Ha IPOBEACHNE



IMOCTPETUCTPAINOHHOI'O0 KIIMHUYECKOT'O UCCIICAOBAHUA JICKAPCTBECHHOT'O IIp€riapaTa IJisi MEAUITUHCKOI'O
IIPUMCHCHUA.

6. [IpoBejicHNE SKCIIEPTH3BI IOKYMEHTOB JUTS TIOJTYYCHUSI pa3pelieHus Ha MPOBEJICHUE KITHHTIESCKOTO
MCCIICI0BAHMS JICKAPCTBCHHOI'O IIperapara Iy MeIUIUHCKOrO IPUMEHEHHUS M STHUECKOM 3KCIIEPTH3HI,
COCTaBJICHHE KOMUCCHEH PKCIICPTOB M COBETOM I10 3TUKE 3aKIIFOUCHUI O BO3MOXHOCTH WIIH
HEBO3MOYKHOCTH TPOBEICHUS TAKOTO KIIMHUYECKOTO MCCIICIOBAHMS U HAIPABJICHUE 3TUX 3aKITFOUCHUHN B
YIOJTHOMOUYEHHBIN (heiepalibHbIA OpTaH UCTIOTHUTEIHHOMN BIIACTH OCYIIECTBIIIOTCS B CPOK, HE
MIPEBBIIAOIINN TPUALIATH PA0OYMX JHEH CO JHS MOJyUYEHHUS SKCIICPTHBIM YUPEKICHUEM 3a1aHUS
YIIOJIHOMOUYEHHOTO (hesiepaibHOro OpraHa UCIOTHUTEIBHON BIACTH C MPIIIOKEHUEM JJOKYMEHTOB,
yKa3aHHBIX B MyHKTaX 3, 4, 10 u 11 gacTu 2 HacTOSIIEH CTaThH, U COBETOM IO STHUKE 3aJaHUS
YIIOJIHOMOYEHHOTO (peiepaibHOrO OpraHa UCIIOMTHUTEIBHON BIACTH C MPIIIOKEHAEM JJOKYMEHTOB,
yKa3aHHBIX B MyHKTaX 3 - 6, 8 1 9 gacTu 2 HACTOSAIIEH CTaThH.

7. B cpok, He MpeBbIIAONIAN TATH Pad0UnX JTHEH CO THS MOIYUYCHHS 3aKIIIOUCHUM, yKa3aHHBIX B 4aCTH 6
HACTOSIIIEH CTaThH, YIIOJIHOMOUYCHHBIH (eiepabHbIi OpTaH UCIIOTHUTENLHON BIACTH:

1) ocymiecTBIsET OIIEHKY MOCTYIHUBIIUX 3aKIIOUEHUH IS OTpeIeNIeHUs] IX COOTBETCTBUS 3aJaHUSAM Ha
MIPOBEJICHIE COOTBETCTBYIOIINX IKCIIEPTH3;

2) IpUHUMAET PELICHUE O BbIAaYe Pa3pelIeHNs Ha [IPOBeIeHHE KIMHUYECKOTO UCCIIeIOBAHUS
JIEKapCTBEHHOTO Tpenapara JIjisi MeIMIIUHCKOTO MPUMEHEHHUS T 00 0TKa3e B BbIIade yKa3aHHOTO
paspelieHus;

3) BbIAACT PAa3pCUICHUEC Ha ITPOBCACHUC KIIMHUYCCKOr'0 UCCIICAOBAHUA JICKAPCTBCHHOI'O IIpeTiapara ajisd
MEOUIUHCKOTI'O IMPUMEHEHHUS UJIN PEIICHUE 00 OTKa3e B BbIJa4€ YKa3aHHOT'O pa3pC€lICHUA C YKa3aHUEM
IMPUYHH OTKa3a.

8. OcHOBaHHEM AJI OTKAa3a B BblJAYC pa3pClICHUs Ha IPOBCACHNUEC KIMHUYCCKOI'O UCCICAOBAHNA
JICKApPCTBCHHOT'O IIpfrapara JJIsi MCAUIUHCKOI'O MPUMCHCHUA ABJIACTCA HAJIMYNEC 3aKIITOYCHUA KOMHUCCHUN
OKCIICPTOB MJIM 3aKIIIOYCHUA COBETA 110 3TUKE O HEBO3MOXXHOCTU NPOBECACHUA KIMHUYCCKOT'O
HCCJICI0BaHUA JICKAPCTBCHHOIO ITpEriapaTa Ajid MEAUIIUHCKOTrO NPUMEHCHH 110 pE3yJibTaTaM
IMPOBEACHHBIX OKCIIEPTU3, IIPEAYCMOTPECHHBIX YaCThIO 6 HaCTOHHIeP'I CTaTbu.

9. Pemienue 00 oTKase B MPOBEICHUN 3KCIIEPTU3bI JOKYMEHTOB JUIS OJIYYEHUS pa3peLieHus Ha
NpOBeIeHHE KIMHUYECKOTO UCCIIeIOBaHUS JISKAPCTBEHHOO Ipenapara sl MEAULUHCKOTO IPUMEHEHHUS
Y 3THYECKON 3KCIIEPTU3BI U B BbIJIaU€ Pa3pelleHNs] Ha IPOBEJCHNE KIMHUUECKOTO HCCIIEOBAHMS
JICKApPCTBEHHOT'O Ip€napara JJIsi MEAUIUHCKOTI'O ITPUMEHECHUSA MOXKET OBITH 00XKAJIOBAHO B TMOPpAIKE,
YCTaHOBJICHHOM 3aKOHOJaTeNIbcTBOM Poccuiickoit denepanuu.

Cratbs 39.1. DTrdeckas SKCIiepTH3a
(BBeneHa PenepanbHBIM 3aKOHOM 0T 22.12.2014 N 429-D3)

1. DTnyeckas OKCIICPTU3a MPOBOJUTCA COBETOM I10 3TUKE, CO3JaHHBIM B MTOPAAKE, YCTAHOBJIICHHOM
YIIOJIHOMOYCHHBIM Q)ezxepam)HLIM OpraHom HCIIOJIHUTEIIEHOM BJIAaCTH, B ICJIAX BbIJJa4YH 3aKITHOYCHHA 00
3TUYECKOH 000CHOBAHHOCTH BO3MOXKHOCTH IMPOBEACHUA KIIMHNYCCKOTr0 UCCIICAJOBAHUS JICKAPCTBEHHOT'O
npernapara aji MCIUIIUHCKOr o IIPpUMCHCHM.

2. DKCrepTaMH COBETA IO STHKE MOT'YT OBbITh MPEACTABUTENIN MEIUIIMHCKUX OPraHU3aluii, HaydHbIX
OpraHm3alnii, 00pa30BaTENbHBIX OPraHNU3aNN BBICIIETO 00pa30BaHMsI, a TAKKE MPEICTABUTEIH
0OIIIECTBEHHBIX OPTaHU3alli, PEIMTHO3HBIX OPTaHU3aIlui U CPEIICTB MacCoBOM nH(popMaruu. J[aHHbIe
SKCIICPTHI HE JOJDKHBI HAXOAUTHCS B KAKOH-THOO 3aBUCUMOCTH OT Pa3pa0dO0TYHKOB JICKAPCTBEHHBIX
MpenapaToB U APYTUX JIUILI, 3aMHTEPECOBAHHBIX B PE3yJIbTaTaX STUYECKON IKCIIEPTU3HI.



3. Omata yciyT 3KCIIEPTOB COBETA I10 3TUKE OCYIIECTBIACTCA HA OCHOBAHUU JIOTOBOPA, 3aKJII0YEHHOIO
ME/Ty YIOTHOMOYCHHBIM (heiepabHBIM OPraHOM HCIIOTHUTEIBHON BIACTH, KOTOPBIM CO37[aH COBET IO
9THKE, U SKCIIEPTOM COBETA I10 ITHKE, 33 CUET OFOKETHBIX aCCUTHOBAHHM, IIPEyCMOTPEHHBIX
YIIOJIHOMOYEHHOMY (pellepanibHOMY OpraHy MCIIOIHUTEIbHOM BIacTH, KOTOPHIM CO3[aH COBET 110 3THKE, B
(enepanpHOM OIOKETE Ha COOTBETCTBYIOIIHUI ol Ha 00eCIIeYeHre ero IeATeIbHOCTH, B pa3Mepax,
ycraHoBiIeHHBIX [IpaBurenscTBOoM Poccuiickoit Menepanum.

4. DKCHepThl COBETA MO 3THUKE HECYT OTBETCTBEHHOCTH B COOTBETCTBHHU C 3aKOHOAATEIHCTBOM
Poccuiickoit ®enepanuu.

5. CocraB coBeTa 10 ATHKE, MTOJIOKEHHE 00 3TOM COBETE, ITOPSIIOK €ro MeATeIHhHOCTH, TpeOOBaHUSI K
KBaTM(UKALINU U OTIBITY PaOOTHI 11O SKCTIIEPTHOMN OIIEHKE HAYYHBIX, MEAUIIMHCKAX U ITHYECKUX ACMIEKTOB
KIIMHAYECKHUX UCCIICIOBAHU JICKQPCTBEHHBIX MPENapaToB IS MEAUIIMHCKOTO PUMEHEHHS,
MPEABSBISIEMBIC K SKCIIEPTaM COBETA IO ATUKE, TOPSIOK OPTaHU3aIlMU U IPOBEICHUS dTUYCCKON
JKCIIEPTH3HI, PopMa 3aKITFOUCHHS COBETA 110 3TUKE YCTAHABIMBAIOTCS YIIOJTHOMOUYCHHBIM (heIepaibHBIM
OPraHoOM MCHOJHUTENIbHOU BiIacTU. Yucio npeacraBuTeneil MEJUIMHCKUX OpraHu3aluid HE MOKET
MPEBBIIIATH MOJIOBUHY OT OOIIEro YKcia SKCIICPTOB COBETA 110 ITUKE.

6. Madopmariist o cocTaBe coBETa 10 ITHUKE, TIaHAX €ro padboThl U TEKYIIEH AesITeT-HOCTH pa3MeIaeTcs
Ha O(hUIIMATBEHOM CaliTe YIOIHOMOYEHHOTO (heepatbHOTO OpTaHa UCIIOTHUTENBHOHN BIACTH B CETH
"NHTepHEeT" B yCTAHOBJIICHHOM UM HOPSIKE.

Cratsps 40. [IpoBeneHne KIMHIYECKOT0 HCCIeI0BaHMs JIEKapCTBEHHOT O NpernapaTa Ui MeAUIIUHCKOTO
IIPUMEHEHUS

1. PykoBoauTens MEIUIIMHCKON OpraHu3ayy, KOTopas MPOBOAUT KIMHUYECKOE UCCIIEIOBAHNE
JIEKapCTBEHHOTO NIpeTapara Uil MEAUINHCKOTO MPUMEHEHNS, Ha3HAYAET HUCCIIE0BATENS,
OTBETCTBEHHOTI'O 32 MPOBEIECHUE TAKOT'0 UCCIEJOBAHMUS U UMEIOLIETO JISUeOHYIO CIIeHaIbHOCTb,
COOTBETCTBYIOILIYIO IPOBOAUMOMY KIMHHUUYECKOMY MCCIIEA0BAHUIO JIEKAPCTBEHHOI'O Mpernapara, co
CTa)keM padOThI IO porpaMMaM KJIMHUYECKUX HUCCIIeI0OBaHUH JIEKApCTBEHHBIX MIPENapaToB HE MEHEE
YeM TPH I'oJia ¥ 110 €ro NpEeAJIOKEHUI0 HA3HAYaeT COUCCIIEI0BATENEN U3 YUCIIa Bpadel ATOU
MEIUIMHCKOW OpraHu3aliu.

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

2. HCCHGHOB&TCJ’IB OCYILICCTBIIACT BI:I60p MalrueHTOB, KOTOPBIC IO MCAUIIMHCKUM MOKa3aHUSM MOTYT
OBITh IMMPUBJICYCHLI K YIACTHIO B KIIMHUYCCKOM HUCCIICJOBAHNUU JICKAPCTBECHHOI'O ITpETiapaTa AJid
MCIUIUHCKOI'O0 MPUMCHCHUA.

3. UccnenmoBarelb M COMCCIIEOBATENH JODKHBI OBITH O3HAKOMIICHBI C Pe3yIbTaTaMH JOKIMHUYECKOTO
WCCIIEIOBAHNS JIEKAPCTBEHHOTO CPEJICTBA, COJIEPKAIIUMUCS B OPOIIIOPE UCCIIE0BATENS, TPOEKTOM
MIPOTOKOJIAa KIIMHAYECKOTO UCCIIEI0OBAHUS JIEKAapCTBEHHOTO TIperapaTa JIyIsl MEAUIIMHCKOTO IPUMCHEHHSI,
pa3paboTaHHBIM Pa3pabOTYMKOM JICKAPCTBEHHOIO Mperapara Wik HHBIM IOPHINIECKUM JTHIIOM,
MIPUBJICKAEMbIM K OpraHU3alliy MIPOBEICHUS KIMHUYECKOIO UCCIIEI0BAaHUA JIEKaPCTBEHHOT O MpemnapaTa
JUISL MEAUIIMHCKOTO MPUMEHEHHUS, U APYTUMH MaTepUaiaMHi TAKOTO UCCIEAOBaHUS.

3.1. PykoBoauTenb MEIMIMHCKOM OpraHU3aliy B CPOK, HE MPEBBIIAIONINN TpeX pabounx JHEH co ITHS
Hayvaja MpoBe/IeHUs KIIMHUYECKOT0 UCCIIeI0BaHMS JIEKAPCTBEHHOTO TIpenapaTa JUlsi MeJUITTHCKOTO
NPUMEHEHUs], coo0nIaeT 00 ATOM B YITOTHOMOYCHHBIN (ellepaibHbIid OpraH UCTIOMHUTEIHHOM BIacTH,
BBIJIABIINH pa3pelieHue Ha MPOBEJICHUE TAKOTO MCCIIeJOBAHMSI, TI0 YCTAHOBICHHOH UM QopMme.

(dacts 3.1 BBenena @exepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

4. OpI‘aHHSaL{I/II/I, OCYIICCTBJIAIOIINEC OPTraHU3allUI0 ITPOBCACHU KIIMHUYCCKOI'0 UCCIICIOBAHUA
JICKAPCTBCHHOTO IIpcriapara JJIsi MCAUIIUHCKOTO MPUMCHCHUA U YKAa3aHHBIC B 4aCTU 3 crarbu 38
HaCTOAIICTO d)eﬂepanbnoro 3aKOHa, B CJIy4dac HCO6XOI[I/IMOCTI/I BHECCHUS M3MCHCHUI B IMPOTOKOJI



KITMHIYECKOTO HFCCIIeI0BaHMs JIEKAPCTBEHHOTO MperapaTa JUisi MEAUIIMHCKOTO TPUMEHEHHS COOOIIAI0T
00 3TOM B YIIOJJHOMOYEHHBIH (heepaabHbIi OpraH UCIOJHUTEIbHOM BIACTH, BBIIABIIMN pa3pelicHHe Ha
MIPOBEICHNE TAKOTO WCCIIEIOBAHNS, TI0 YCTAHOBIEHHON MM (popme.

(B pen. ®enepanbuoro 3akona ot 11.10.2010 N 271-03)

4.1. <DopMa COO6HICHI/I$I 0 BHECCHHUHU U3MCHCHHUH B IMPOTOKOJI KIIMHUYECKOT'O UCCIICAOBaHUSA
JICKApPCTBCHHOTO IIpfriapaTa JJIsi MCAUIUHCKOIO MPUMCEHCHUA NOJIKHA COACPKATh CIACAYIOIIUE CBEACHMA:

1) HaumMeHOBaHue, UICHTU(UKAIIMOHHBIN HOMED U JlaTa MPOTOKOJIA KIIMHUYECKOTO UCCIICIOBAHNUS;
2) naTta BHECCHHS M3MEHEHHUH B MPOTOKOJI KJIMHHYCCKOIO HCCIICIOBAHUS;
3) HAaNMEHOBAaHHUE U MECTO HAXOXKICHUS 3assBUTEIIS,

4) HaMeHOBaHUE OpTaHU3AlINH, IPUBJICUCHHON Pa3paboTUYMKOM JIEKAPCTBEHHOTO MpenapaTa K
OpraHu3aliy NPOBeACHUS KIMHUYECKOTO UCCIIe0BaHus (TIpH HATMYHHN);

5) HaNMEHOBaHUS M MECTa HAXOXKICHUS MEIUITUHCKUX OPTaHU3AINN, B KOTOPBIX TPOBOIUTCS
KIIMHHYECKOE MCCIEI0BAHUE;

6) naTa BeIJAuM pa3pelIeHuUs Ha IPOBEACHNE KIIMHUYECKOTO HCCIIEI0BAaHNS M HOMED 3TOTO pa3peIlIeHus;

7) N3MEHEHUsI, BHOCUMBIE B TIPOTOKOJ KIIMHMYECKOTO HCCIICAOBAHHUS.
(aactb 4.1 BBenena denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBBIIAIINI TPUALIATH pa0OYHX JHEH CO AHS MOTyYEHUS YKa3aHHOTO B YacTH 4
HACTOSIIIEH CTaThU COOOIIECHNUS, YIIOJTHOMOUEHHBIH (heaepanbHbIil OpraH UCTIOTHUTEIBHON BIACTH
paccMaTpUBaeT 3TO COOOIIEHUE B yCTAHOBICHHOM MM HOPSIKE M IPUHUMAET PEILICHHE O BHECEHUH
M3MEHEHUI B IPOTOKOJ KIIMHUYECKOTO HCCIIEA0BAaHMS JIEKAPCTBEHHOT'O ITpenapaTa il MEJUIIMHCKOTO
NpUMEHeHUs i 00 OTKa3e BO BHECEHHH TaKux m3MeHeHHH. [Ipu paccMoTpeHnn cooOeH s 0
HEOOXOJMMOCTH BHECEHHUS H3MEHEHUH B TIPOTOKOJ KIIMHIUYECKOTO HCCIIeI0BaHHs JIEKapCTBEHHOTO
npernapara i MEAUIMHCKOTO MPUMEHEHHS B IENIAX OIEHKHM 000CHOBAHHOCTH IIpe IaraeMbIX
M3MEHEHUI U OTpeieTIeHNsI CTENEHH PHCKa JUIS MAIlHeHTOB, IPUHUMAIOIINX YYaCTHE B KIMHUYECKUX
MCCIIIOBAHUSX, YIOJTHOMOYEHHBIM (peiepalbHbIM OPraHOM UCIOJHUTEIBHOM BIACTH MOTYT
MIPUBJIEKATHCS SKCIEPTHI COBETA IO 3THKE.

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

6. Kimmanueckoe nccienoBaHye JIEKapCTBEHHOTO Tpernapara s MeIUIIMHCKOTO TPUMEHEHHS MOXKET
OBITH IPUOCTAHOBIIEHO WJIH MTPEKPAIIEHO, €CITH B IIPOLIECCE €TI0 IPOBEACHUS 00HAPYKEeHA OMACHOCTH /IS
KU3HU, 30POBBS MAIIMEHTOB. B ciTyyae BOZHUKHOBEHHSI OTIACHOCTH IS KU3HH, 3/I0POBBS MTAIMEHTA,
YYacCTBYIOIIETO B KIIMHHYECKOM HCCIIEIOBAHNY JIEKAPCTBEHHOTO TIpernapara Jjsi MeTUIIITHCKOTO
NPUMEHEHUS], UCCIIeI0BATENN 00s13aHbl MPOMHPOPMUPOBATH 00 3TOM PYKOBOAUTENS MEAUIIMHCKON
OpraHu3alMy 1 OpraHU3alMIo, TONTYYUBIIYIO pa3pelIeHHe YIIOJTHOMOYEHHOTO (eIepajJbHOTO OpraHa
WCIIOJTHUTENBHON BIACTH HAa OPraHU3alMIO IPOBEAEHHS KIMHUYECKOTO UCCIIEN0BaHMs IEKAPCTBEHHOTO
npemnapara. Pemenue o NprocTaHOBIEHUHN KIMHUYECKOTO UCCIIEA0BAHUS JIEKAPCTBEHHOT0 NpemnapaTa Jyis
MEIUIIMHCKOTO MPUMEHEHHS TPUHUMAIOT PYKOBOIUTENh MEAULIMHCKON OpraHu3auy U (MITH)
OpraHMu3anys, NOJyYNBIIAs Pa3pelIeHre YITOJIHOMOYEHHOTO (e/lepaJbHOr0 OpraHa UCTIOTHATEIBHOM
BJIACTH HA OPTraHU3aIUIO TIPOBEICHUS KIIMHIYECKOTO NCCIIEIOBAHNS JIEKAPCTBEHHOTO TIpernapara s
MEINIIMHCKOTO PUMEHEHHS, PELICHHE O MPEKPALEHUN TAKOTO NCCIIEOBAHNUS TPUHUMAET
YIIOJIHOMOYEHHBIH (heepabHbIi OpraH UCIIOJHUTEFHON BIACTH HA OCHOBAaHUH COOOLICHNUS B
MUCbMEHHOH (popMe pyKOBOIUTENSI MEAUIIMHCKON OpraHu3alliy WM OpraHu3alysl, HOTyYrBIIas
pa3spelieHre yIoJIHOMOYEHHOTO (pefepanbHOro oprana UCIIOJTHUTENbHON BIACTH Ha OpraHU3aIHIo
MIPOBEJEHMS KIMHUYECKOT0 HCCIIEN0BaHM JIEKAPCTBEHHOTO NpenapaTa Uil MEAUIMHCKOTO IPUMEHEHHS.



7. B cpok, He MPEBBIIAOIIKHI MSTH PA00YUX JHEH CO JHS 3aBEPIICHUS, TPHUOCTAHOBICHUS HIIH
MPEeKpaIeHns KIMHIYECKOr0 UCCIeI0BaHMS JIEKApPCTBEHHOTO MIpenapara s MeAUIIHHCKOTO
MIPUMEHEHUS, COOOIIEHNE 00 STOM HAIPABISETCS OpTraHM3AMSIMH, YKa3aHHBIMHU B YaCTH 3 CTaThH 38
HacTosero degeparbHOrO 3aK0HA, B YITOITHOMOYEHHBIH (hefiepatbHbII OpraH HCIOTHUTEFHON BIACTH
0 YCTaHOBJICHHOW UM (opMe.

8. q)opMa C006HICHI/I$I 0 3aBCPUICHNH, MTPUOCTAHOBJICHUH WJIN NPEKPAUICHUU KIIMHUYCCKOI'O
HCCJICA0BaHN JICKAPCTBCHHOIO MperiapaTa Ajisd MCAUIIMHCKOTIO MIPUMCHCHHA JOJDKHA COACPIKATD:

1) nrdOpMAaITHIO 0 MEAUITMHCKOW OpPraHu3aiy WA MEIUIIMHCKAX OPTaHU3aIUAX, TPOBOIUBIITNX TaHHOE
HCCIIEI0BAaHUE;

2) omMcaHWe JAaHHOTO UCCIICIOBAHMS,

3) nannble uccnenonarens (GaMuius, UMs, OTYSCTBO, MECTO PabOThI, 3aHUMaeMasl IOJKHOCTh,
CIENUANBHOCTD, CTaX paboThI IO MPOTpaMMaM KITMHHYECKUX UCCIICTOBAaHNH JICKApCTBEHHBIX
npenapaToB, MepPeYeHb KIMHUUECKUX MCCIIeJ0BaHHM JIEKapCTBEHHBIX PENapaToB, B KOTOPHIX OH
NPUHUMAJ ydacThe (MIEPUOJIBI yYacTHs) B KAUECTBE UCCIISIOBATEINS UK COMCCIICIOBATENS ),

(B pen. ®enepanproro 3akona ot 11.10.2010 N 271-03)

4) pe3ynbTaT JAHHOTO UCCIENOBaHM (3aBEpIICHUE, IPUOCTAHOBICHUE WU MPEKpaIleHIe JaHHOTO
HCCJICA0BaHNA C YKa3aHUEM UX IPUYUH U BJIMAHUA Ha OLUCHKY €0 pe3yJIbTaTOB, O6H.[y10 OIICHKY pUCKa U
0’KHJAEMOH TOMBb3bI OT IPUMEHEHHS UCCIIELyEMOT0 JIEKAPCTBEHHOTO IIpernapara, a TaKkxKe
npeJinojaraeMele JanbHenume 1eUCTBuUs).

8.1. [Ipu BeIsBICHNHU (heepabHBIM OpraHOM HCIIOTHUTENBHOM BIACTH, OCYIIECTBISIFOIIAM (DYHKITHH I10
KOHTPOJIIO U HaJ30py B cpepe 3apaBOOXpaHEHUs], HAPYIISHUH TPaBIII HA/JIekKaIeH KIMHUIECKOH
MIPAKTUKY NP MPOBEICHUH KIIMHUYECKOTO UCCIIEN0BAHM JIEKAPCTBEHHOTO MpenapaTa, BIUAIOIMINX Ha
MOJHOTY M (MJIM) JOCTOBEPHOCTH JAHHOTO KJIMHUYECKOr0 MCCIIeI0OBAHNUS, YKa3aHHbIH (enepaIbHbIi
OpraH WCIOJHUTEIHHON BIACTH MPUOCTAHABIMBAET MPOBEACHNE JaHHOTO KIIMHUYECKOT0 HCCIeI0BaHUS U
BBIHOCUT MEIUIIMTHCKON OpPTaHM3alliH, B KOTOPOU MTPOBOJIUTCS TaHHOE KIMHIUYECKOE HCCIIEeIOBAHNE,
npeanucanyre o0 yCTpaHeHWH BBISIBJICHHBIX HapylneHui. [Ipu HeycTpaHeHH MEIUIIMHCKON
OpraHU3alMEN BBIIBICHHBIX HAPYIIEHUI B YCTAHOBJIEHHBIN B IIPEANIMCAHUU CPOK YKA3aHHBIN
(enepanbHbI OPraH HCIOJIHUTENIBFHON BIACTH NPUHUMAET PELICHUE O MPEKPaIleHUH IPOBEICHHS
KIIMHAYECKOT0 UCCIIEIOBAHMUS JIEKAPCTBEHHOTO Ipenapara 1 HaupasisieT B heaepaibHblil opran
WCIIOJIHUTEILHOM BJIACTH, OCYILECTBISIOMNI (PYHKIIMU IO BEIPAOOTKE U pealn3alii roCyapCTBEeHHON
NOJIMTUKU ¥ HOPMAaTUBHO-TIPABOBOMY PETYJIHPOBAHUIO B cepe 3ApaBOOXPaHEHHS, 3aKIIOUSHUE O
BBISIBJICHUH TIPY TIPOBEACHNH TaHHOTO KIIMHUYECKOTO HCCIIeI0BaHMsI HapyIIeHUH TpaBril HaJyIexKalen
KIIMHAYECKOH MPaKTUKH JUIS IPUHSTHS pelieHusi 00 OTMEeHe pa3pelleHns] Ha OPTaHu3aInio POBEICHHUS
JTAHHOTO KJIMHIYECKOTO WCCIEIOBAHMS C AATHI IPUHSITHS PEIIECHHS O IPUOCTAHOBIEHUH ITPOBEICHUS
KIIMHUYECKOTO MCCIIEN0BaHNs JIEKAPCTBEHHOIO IIperapara.

(gacTs 8.1 B pen. @enepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. YronHoMOuYeHHBIH (eepaiabHbIi OpraH HCIOTHUTENFHON BIACTH OITyOJIMKOBBIBAET U pa3MelaeT Ha
cBoeM o(uIHraIbHOM caiite B ceT "MHTepHeT" coolleHre o 3aBepIIeHUH, IPUOCTAHOBICHUH HITN
MPEeKpaIIeHNH KIMHIYECKOTO NCCIIeIOBAHNS JIEKApCTBEHHOTO IIpenapara sl MeIUIITHCKOTO
NPUMEHEHUS B CPOK, HE TPEBBINIAIONINN ITATH pabouuX JHEH CO JIHS ero MOJMy4YeHNUs], B yCTAaHOBICHHOM
UM TIOPSIZIKE.

10. YnoaHoMO4eHHBIH (enepalbHbIi OpraH UCTIOIHUTEIBHOM BIACTH OCYILECTBISIET BEACHUE peecTpa
HCCIIEI0BATENEH, IPOBOIAIIMX WM POBOJUBIINX KIHHUYECKHE HCCIEOBAHNS JIEKapCTBEHHBIX
MpenapaToB A MEIULMHCKOTO MPUMEHEHNS, B COOTBETCTBUH C YTBEP)KICHHBIMH UM NPaBUIIAMH U



pa3MeraeT ero Ha CBoeM o(HUIINaTLHOM caiTe B ceTd "VIHTepHEeT" B YCTAaHOBJICHHOM UM TTOPSIIKE.
YkazaHHbBIN peecTp COACPKUT HHPOPMALIUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTh 8 HACTOAIIEH CTAThH.

11. OtueT o pe3ynpTaTax KIMHIHYECKOTO HCCIIeIOBAHMS JIEKAPCTBEHHOTO Mperapara Ui MEAUIIMHCKOTO
MIPUMEHEHUS COCTABIISICTCS OpTraHu3alnell, ykazaHHO! B 4acTu 3 cTatbu 38 HacTosmero denepaabHOro
3aK0Ha, Ha OCHOBAHUH 3aKIIOYCHUN MEAUIIMHCKUX OPraHU3aluii, MPOBOJUBIIUX 3TO UCCIEIOBaHUE, U
MIPEJICTABIISICTCS B YIIOJHOMOYCHHBIH (De/iepanbHbIi OpraH HCIIOJHUTEILHOM BIACTH, BBIIABIIIHIMA
paspelnieHue Ha MPOBEACHUE STOTO UCCIICOBAHUS, B CPOK, HE MIPEBBIIIAIONIUN TPEX MECSIIEB CO JTHS €ro
3aBEPILICHUS, TPUOCTAHOBICHUSI WM IPEKPAILICHUS, B TOPSJIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
(dheneparTbHBIM OPraHOM HCITOJIHUTEIHLHOM BIIACTH.

12. HapymieHue mpaBiiI Ha/JIeKaIIed KITMHIYECKON MPaKTHKH, (hambCru(uKaIis pe3yabTaToB
KJIMHAYECKOT'O UCCIIEI0BAaHUs JIEKaPCTBEHHOr O Ipemnapara il MEAULIMHCKOTO IPUMEHEHHUS BIIEKYT 32
c000i1 OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEIBCTBOM Poccutickoit denepanuu.

(B pen. @eaepanbpHOTO 3aK0Ha OT 22.12.2014 N 429-D3)

13. Tlpu npoBeieHNH KITMHUYECKOTO UCCIeOBaHUS JIEKAPCTBEHHOTO Mpenapara Uik MeIUIIMHCKOTO
MIPUMEHEHUS TOyCKaeTcs 3200p y MalueHTOB OMOIOTHYECKUX MaTepHAIOB (00pa3Ibl OMOIOTHIECKAX
KHUIKOCTEH, TKaHEeH, CEKPETOB U NPOIYKTOB KU3HEAEATEIbHOCTH YEN0BeKa, (PU3NOTIOTHYECKUX U
MaTOJIOTUYECKUX BBIIEICHNUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOIICUITHBII MaTepHra)
Iutst ux m3ydenns B Poccuiickoit deneparuu u (mm) 3a npeaenamu Poccuiickoit deneparum.

(B pen. @expepanbpHOTro 3aKkoHa 0T 22.12.2014 N 429-D3)

14. Tlopsimok BBO3a B Poccuiickyro deneparuio U BeIBO3a 3a mpeaensl Poccuiickoit deneparuu
OHMOJIOTMUECKUX MAaTEPUAJIOB, TOJIYYCHHBIX PU MPOBEACHUN KIMHHUYECKOTO UCCIICOBAHUS
JIEKapCTBEHHOTO TIperapaTa Uil MEAUIIMHCKOTO PUMEHEHNs, ycTaHaBiuBaeTcs [[paButenscTBoM
Poccuiickoit ®enepanuu.

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

Cratbs 41. JloroBop 0 mpoBeIcHUU KIMHUIECKOTO HCCIEIOBAHMS JISKAPCTBEHHOTO TIpemnapara Jjis
MCIUIMUHCKOI'O0 MPUMCHCHUSA

1. Knmuanueckoe nccieoBaHye JIEKapCTBEHHOT O Tpernapara sl MeIUIITHCKOTO MTPUMEHEHUS
MIPOBOJMTCS B COOTBETCTBUHM C IOTOBOPOM O MIPOBEIECHUN KIMHUYECKOTO UCCIIEIOBAHUS JIEKApPCTBEHHOI'O
npenapara A1 MEJUIUHCKOTO IPUMEHEHHS], 3aKII0YaeMbIM MEXXIY OpraHU3alue, oTyYuBIIei
paspelieHue yIoJIHOMOYEHHOTOo (e1epaIbHOT0 OpraHa UCIOIHUTENILHON BIACTH Ha OPraHU3aLHIO
MPOBENIEHHS TAKOT'0 UCCIIEIOBAHMS, 1 MEAULMHCKON OpraHu3ayeii, OCyILeCTBISIOIEH TPOBEICHUE
TaKOr'o UCCIIEI0OBAHUS.

2. ﬂOFOBOp O MMPOBCACHNH KIIMHUYCCKOI'0 UCCICA0BaHNA JICKAPCTBECHHOI'O ITpeIiapaTa Ay MEIUIIUHCKOT'O
IIPUMCHEHUA TOJIDKEH COACPKATh:

1) YCJIOBUA U CPOKHU NPOBECACHUS JAHHOI'O UCCIICIOBAHUS,

2) OIpeACIICHUC 06H_I€I>i CTOMMOCTH POrpaMMbl JaHHOI'O UCCJICAOBAHUA C YKa3aHUCM CYMMEBI,
HpG)IH&?:Hﬁ‘-IZlIOHICfICH JJI BBITIIIAT UCCIICA0BATEIIAM, COUCCICA0BATCIIAM,

3) onpeneneHue GOPMBI TIPEACTABICHUS Pe3yIbTATOB TAHHOTO UCCIICIOBAHUS B YIIOJTHOMOYEHHBIH
(enepanbHbIi OpraH UCIOJHUTEILHON BIACTH.

Cratbs 42. unancoBoe o0ecreYeHNEe KIMHHYECKOTO HCCJIICA0BAaHU JICKAPCTBCHHOI'O ITpeTiapaTa IJIsd
MCIUIMUHCKOI'0 MPpUMCHCHUS



®duHaHcoBOE obOecreueHNEe KIIMHHUECKOTO HCCJIICAO0BaHUs JICKAPCTBCHHOTI'O IIp€rapara JJisd MCIUIUHCKOI'O
IMPUMCHCHUA OCYHICCTBIIACTCA 3a CUCT!

1) cpencTB genepaabHOTO OIOKETA;

2) CpCACTB OpFaHHSaHHﬁ, MOJYYUBIIUX Pa3pCIICHUC HA OPraHU3allUIO IIPOBCACHUA JaHHOT'O
Huccjca0oBanrsd, B COOTBETCTBUU C YCIIOBUAMU JOTrOBOpa O €ro NpoBSACHNHN,

3) HHBIX HE 3alIPCIICHHBIX 3aKOHOJAaTCIILCTBOM Poccuiickoit q)e)lepaum/l HCTOYHHKOB.

Cratss 43. [IpaBa manneHTOB, y4acTBYIONINX B KIIMHHYECKOM HCCIIEIOBAHUH JIEKAPCTBEHHOTO TIpenapara
JUTSL METUITMHCKOTO TIPUMEHEHHS

1. Yuacrue IMalMCHTOB B KIIMHUYECKOM UCCIICAOBAHUU JICKAPCTBECHHOT'O MpcnapaTta JJIs1 MEAUIUHCKOI'O
IMPUMCHCHUA ABIIACTCA I[O6pOBOJ'II>HI)IM.

2. [arueHT nim ero 3aKOHHBIN MPEACTABUTENb JO/DKEH ObITh HHOOPMUPOBAH B MUCBMEHHOM (hopme:

1) o0 nekapcTBEHHOM IpenapaTe Uil MEAUIUHCKOTO IPUMEHEHHSI U CYIHOCTH KIMHUIECKOTO
MCCIICIOBAHMUS 3TOTO JIEKAPCTBEHHOT'O MPEnapara;

2) o 6e30MacHOCTH JIEKApCTBEHHOTO TIpenapara JUisi MEIUIIMHCKOTO MPUMEHEHHS, €ro 0XKUIaeMon
3¢ (GEKTUBHOCTU U CTETICHU PUCKA IS TTAICHTa,

3) 00 yCcNnoBHAX y4acTHs MAlMEHTA B KIMHHYECKOM HCCIICAOBAHHUH JIEKAPCTBEHHOTO MpenapaTa AJs
MEIULUHCKOIO IPUMEHEHUS;

4) 0 ICJIK WA HEJIAX U TPOAOJIKUTCIIBHOCTU KIIMHUYECKOTI'O UCCIICAOBAHUS JICKAPCTBECHHOT' O IIpCriapaTa
AJI MEAUIUHCKOTO IPUMCHCHUS

5) 0 meHCTBUSX MAIMEHTa B Clly4yae HelpeIBUACHHBIX d3QQEKTOB BIUSHHS JIEKAPCTBEHHOTO MpenapaTa
JJ1d MEAUIMUHCKOT'O IPUMEHCHHU A Ha COCTOAHUE €TI0 310POBbSI;
6) 00 ycnoBusAX 0053aTETLHOTO CTPAXOBAHUS KHU3HHU, 3I0POBbS MAIIUEHTA;

7) O rapaHTUusx KOH(l)I/IZ[eHLII/IaHLHOCTI/I y4acTud MaueHTa B KIMHUYCCKOM HCCJIICAOBAHUH
JICKAPCTBCHHOTO IIpc€riapaTa JJIsI MCAUIUHCKOI'O ITPUMCHCHU .

3. ﬂOGpOBOJ’IBHOG COTJIaCUC MalreHTa Ha YU4aCTHUC B KIIMHUYECKOM MCCIIEAOBAHNU JICKAPCTBECHHOT'O
nmperapara ajid MCIUIMUHCKOTr0 IPUMEHCHU A IMOATBEPKIAACTCA €ro MOAINMUCHIO NI IMTOAIIUCHIO €T0
3aKOHHOT'O MPEACTAaBUTEIIA Ha I/IH(i)OpMaHI/IOHHOM JINCTKEC IMallMCHTA.

4. HaLII/IeHT WIIA €T0 3aKOHHEIN NpEeACTABUTCIIb UMCCT IMPABO OTKA3aThCA OT Y4aCTHUs B KIIMHUYCCKOM
HCCJICAOBAHNHU JICKAPCTBCHHOI'O ITperiapaTa Ijid MCAUIIUHCKOTO IPUMCHCHHUA HaA 000 cTagun
MMPOBCACHUA TAKOT'O UCCIICAOBAHUA.

5. IIpoBeneHre KIMHUYECKOTO NCCIIEI0BAHNS JIEKAPCTBEHHOrO Iperapara Uil MEAULIMHCKOTO
MIPUMEHEHUS C YYaCTUEM B KQUECTBE MAIIMEHTOB JETEHN JOMYCKAETCS TOJIBKO C COIIacHusl B MMCbMEHHOM
(dbopMe ux poauTenel, yChIHOBUTENEH. JleTr MOTyT paccMaTpUBaThCs B KAYECTBE MOTEHI[HAIbHBIX
MAI[EHTOB TAKOT'O MCCIIEZIOBAHMS, TOJIBKO €CIIH €r0 MPOBEIeHNe HEOOXOMMO ISl YKPEIUIEHUS 37J0POBbBsI
JIeTel win Mpo(UIaKTUKU HH(DEKIIMOHHBIX 3a00JIEBaHUI B IETCKOM BO3PacTe JIMOO ECITH IENIBI0 TAKOTO
UCCJIEAOBAHUS SBISICTCS MOTYYCHUE TaHHBIX O HAWIYYILEeH JO3UPOBKE JICKAPCTBEHHOI'O Mpernapara AJis
JeYeHus aeTel. B aTuX ciayyasx TakoMy UCCICIOBAHUIO TOJKHO NPEAIIECTBOBATh KIMHUYECKOE
HCCIIEIOBAHKE JIEKAPCTBEHHOIO Mpenapara s MEAUIMHCKOTO NPUMEHEHHS Ha COBEPILIEHHOJIETHUX



rpakaaHax, 3a HCKJIIOYCHHEM CITydaeB, €CIIM HCCIIeIyeMblil JIeKapCTBEHHBIH MpenapaT is
MEIUIIMHCKOTO TIPUMEHEHHsSI IPeIHA3HAYCH UCKITIOYUTEIBHO ISl HCTIOIB30BAHHUS
HECOBEPIICHHOJICTHUMH TPaXK TaHAMH.

(B pen. denepanbuoro 3akona ot 22.10.2014 N 313-03)

6. 3anpemaeTCﬂ MMPOBCACHUC KIIMHUYCCKOI'0 UCCICAOBAHU JICKAPCTBECHHOI'O IIpeTriapaTa aJjid
MCIUIMHCKOI0 MPpUMCHCHUS C YUACTHUCM B KaUCCTBC IMAIIUCHTOB:

1) neteri-cupoT U IeTeH, OCTABIIUXCS O3 TIONCUYCHUS POIUTENICH;

2) *eHIIUH B IepHoj 0epeMEHHOCTH, JKEHIIIUH B TIEPHO]T TPYTHOTO BCKAPMIIMBAHUS, 32 HCKITFOUEHHEM
CJIy4aeB, €CJIM MPOBOJIUTCS KIMHUYECKOE HCCIEIOBAaHUE JIEKAPCTBEHHOT'O IIpenapaTa, IpeJHa3HaYeHHOT O
JUTSL YKa3aHHBIX JKEHIIH, TIPY YCIOBUY HEOOXOAMMOCTH MOTy4YeHHs HH()OPMAIIUK TOIBKO BO BPEMS
MPOBEICHHUS COOTBETCTBYIOIINX KIMHUYECKUX UCCIICIOBAHNI U PUHSTHS BCEX HEOOXOAUMBIX Mep 1O
WCKITIOYCHHUIO PUCKA HAHECEHUS Bpela )KEHIMHE B TIEPHO/ OEPEMEHHOCTH, JKEHIIUHE B TIEPHO TPy THOTO
BCKapMJIMBAHUS, TUIOLY UJIH PEOCHKY;

3) BOGHHOCTYXKAIUX, 38 HCKIIOUYCHUEM CIIy4aeB NPOBEICHUS KIMHUYECKOIO UCCIEOBAHUS
JIEKapCTBEHHOT'O Ipenapara, CeHaibHO pa3paboTaHHOro ISl IPUMEHEHUS B yCIOBUSIX BOCHHBIX
JIEHACTBUIA, YpE3BBIYalHBIX CUTYaln, MPOPIIAKTAKA U JISYCHUS 3a00JIeBaHUIA 1 TIOPaKEHUH,
MOJY4YEHHBIX B PE3YJIbTaTE BO3IEHCTBUS HEOIATONPHUSTHRIX XUMUIECKHUX, OMOIOTHUECKUX,
panuannoHHbIX pakTopoB. KimmHuueckoe ucciaeoBaHie TAKOTo JIEKAPCTBEHHOTO MpenapaTa MOXKeT
MIPOBOJIUTHCS C YHaCTHEM B KaueCTBE MMALlMEHTOB BOCHHOCIIYKAINX, 33 UCKIIIOUEHHEM BOSHHOCTYKAIlUX,
MPOXOIAIINX BOCHHYIO CITYKOY 10 MPU3BIBY, C COOIOACHUEM TPEOOBAaHNH, YCTAHOBJICHHBIX HACTOSIIIUM
q)eﬂepaHI)HBIM 3aKOHOM B OTHOLICHUHU I'PAXKIAHCKUX JIWIL;

4) cOTpyAHUKOB IIPAaBOOXPAHUTEIILHBIX OPIaHOB;

5) nut, OTOBIBAIONINX HAaKa3aHUE B MECTaX JIMIIEHUS CBOOOIBI, a TAKXKE JTUI, HAXOSAIINXCS IO/ CTpaxKei
B CJICJICTBEHHBIX H30JIATOPAX.

7. ,Z[OHYCKaeTCH IMPOBCACHUEC KIIMHUYCCKOT'0 UCCIICA0BAHUA JICKAPCTBECHHOI'O Ipe€TiapaTta JJid
MCIUIUHCKOI'0 MPUMCHCHUS, TPEAHA3SHAUCHHOI'O U1 JICYHCHUA MICUXUYCCKUX 3360J’IeBaHI/II\/’I, C y4aCTueEM B
Ka4€CTBEC MallMCHTOB JIUIL C ICUXUYCCKUMHU 33,6OJ'ICBaHI/I$IMI/I, IIPU3HAHHBIX He,[[eeCHOCOGHLIMI/I B ITIOPSIAKE,
YCTAHOBJICHHOM 3aKOHOJATCJIbCTBOM Poccuiickoi @eﬂepaunn. Knuandeckoe HUCCIICAO0BAHNC
JICKAPCTBCHHOT'O IIpC€riapaTta B 3TOM CJIydac IMPOBOAUTCS IIPHU HAJIMIUHN COIJIaCHUs B MMMCHMEHHOM (i)OpMC
3aKOHHBIX HpeHCTaBHTGHCﬁ YKa3aHHBIX JIUIIL.

Cratps 44. O6s3aTeNnbHOE CTPAXOBAHHE )KU3HH, 3/I0POBbHS MMAIMEHTa, YYACTBYIOMIETO B KIIMHIYECKOM
UCCIIEIOBAHNY JIKAPCTBEHHOTO TIpernapara Jijisi MEJMIIUHCKOTO PUMEHEHUS
(B pen. ®enepanpHoro 3akoHa ot 29.11.2010 N 313-03)

1. Opranu3zanys, NoJIy4MBILAas pa3pelieHue Ha OPraHU3alHI0 IPOBEACHUS KIMHUYECKOTO UCCIECIOBAHUS
JIEKapPCTBEHHOTO TIperapara ik MEAUIIMHCKOTO MPUMEHEHHs, 0053aHa B KAYeCTBE CTPaXOBaTEIs
CTpaxoBaTh PUCK MPUUYMHEHUS Bpea KU3HU, 3A0POBBIO MAIMEHTA B pe3yJIbTaTe NPOBEACHUS
KJIIMHAYECKOTO UCCIIEIOBAHUS JICKAPCTBEHHOTO Mpernapara Il MEAUIIMHCKOTO MPUMEHEHHUS 32 CBOU CUET
MyTEM 3aKIFOYEHUS IOTOBOPA 00SI3aTENBHOTO CTPaXOBaHUSI.

2. O0BEKTOM 0013aTEIBHOTO CTPAXOBAHUS SBJISIETCS NMYIIIECTBEHHBIN HHTEPEC MAI[MeHTa, CBI3aHHBIN C
NPUYMHEHUEM Bpea ero KHU3HU MU 3I0POBBIO B PE3yNbTaTe NPOBEACHHS KIMHUIECKOTO UCCIICIOBAHMUS
JIEKapCTBEHHOTO Ipenapara Ajsi MEAUIUHCKOTO IPUMEHEHHSI.



3. CTpaxoBBIM CITydaeM TI0 JOTOBOPY 00s3aTeIFHOTO CTPAaXOBaHUS SBISIETCS CMEPTH TAIlMEHTA FITH
YXyAILIEHUE €r0 30POBbhs, B TOM YHCIIE BIEKYIIIEE 32 COO0H yCTaHOBIEHNE HHBAJMIHOCTH, TIPY HATNIHIH
MIPUYUHHO-CIIEACTBEHHOH CBA3H MEXIY HACTYIUICHHEM 3TOT0 COOBITHS ¥ YYaCTHEM TaIlHEeHTa B
KITMHIYECKOM HCCIIeI0BaHUH JIEKApCTBEHHOTO TIpernapara.

4. TpC6OBaHI/I}1 0 BO3MCIICHNUU BpEaa, NPUIMHCHHOT'O )XU3HU UJIU 3I0POBBIO MMallUCHTA, IIPEABABIIAIOTCA B
TCYCHUC CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHBIX I'PA’)KAaHCKUM 3aKOHOJATCIILCTBOM.

5.P asMep CTanOBOfI BBIIIJIATHI ITO JOT'OBOPY 00s13aTENBHOTO CTpaxoBaHUs COCTABJIACT:

1) B cirywae cMepTH manyeHTa J8a MIDIHOHA pyOIIei Ha KaKIoTo MalfieHTa, y4acTBOBABIIIEeTO B
KIIMHAYECKOM HCCIIeIOBAHNH JICKAPCTBEHHOTO Tperapara;

2) npu yXyIIEHUH 30POBbsI MAIIUEHTA:
a) MOBJIEKIIIEM 33 COOOH YCTaHOBIICHHE UHBATMIHOCTH | TpyIIIbI, OAMH MHUJUIMOH MATHCOT THICSY pyOIieit
Ha Ka)kJIOT0 MalMeHTa, y4aCcTBOBABIIETO B KIIMHUYECKOM HCCIIEI0BAaHMH JIEKaPCTBEHHOTO Mpenapara;

0) moBIeKkIIeM 3a co00# yCTaHOBIEHHE WHBATHIHOCTH 1] rpymnmbl, 0JMH MIJUTHOH pyOIiel Ha KaXKI0To
NalMeHTa, Y9aCTBOBABIIETO B KIIMHMYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOTO TperapaTa;

B) TIOBJIEKIIIEM 3a CO00W ycTaHOBIEHNE MHBATUAHOCTH I11 rpyIIiel, IATHCOT THICSY PyONiei Ha KaXKIO0To
MaIMeHTa, Y4acTBOBABIIETO B KIMHUYECKOM HCCIeI0BaHUM JIEKapCTBEHHOTO Mpernapara;

T') HE TIOBJICKIIIEM 3a COOOM yCTaHOBIICHUSI HHBAJIMIHOCTH, He 00Jiee UeM TPUCTA ThICSY pyOJiei Ha
K)K0T0 TallMeHTa, Y1aCTBOBABIIETO B KIIMHHYSCKOM HCCIICIOBAHUH JICKAPCTBEHHOT'O TIpernapara,
UCXOJIS N3 HOPMATHUBOB, OTPAXKAKOIIUX XaPAKTEP U CTEICHb MOBPEKICHUS 3JI0OPOBBS, & TAKIKE
(baKTHYECKH MOHECCHHBIX MAIIMEHTOM PAcX0/I0B, BBI3BAHHBIX MOBPEIKIACHUEM 3/I0POBbS, Ha
MEIUIUHCKYIO MOMOIIb, MPHOOPETEHHE JIEKAPCTBEHHBIX MPEMapaToB.

(. "r" B pen. @enepanpHOro 3akoHa oT 22.12.2014 N 429-D3)

6. Ytparun cuy ¢ 1 utonsg 2015 rona. - @enepanbhblit 3akoH oT 22.12.2014 N 429-03.

7. Cpok moroBopa 00513aTETBHOTO CTPAXOBaHHS HE MOXET ObITh MEHEe, YeM CPOK MPOBEACHHUS
KITMHUYECKOTO MCCIIeI0OBaHMS JIEKAPCTBEHHOTO TIperapara.

8. YcioBus 1oroBopa 00s3aTeNnbHOr0 CTPaX0BaHUs, B TOM YHCIIE CTPAaxOBble TapH(pbI 110 0053aTeIEHOMY
CTPaxOBaHMIO, IEPEYCHb HEOOXOAMMBIX JOKYMEHTOB ISl OCYLIECTBICHHUS CTPaXOBOH BBIILIATHI, MOPSIOK
YCTaHOBJICHHUS CTPaxoBaTeNIeM WHAWBUAYaILHOTO HACHTU(DHUKAIIMOHHOTO KO/ MAIlMEeHTa, OPSIIOK
WHQOPMUPOBAHHS CTPAXOBATEIIEM CTPAXOBIIMKA O PUBJICYCHHBIX K KIMHUYECKOMY HCCIICI0BAHUIO
JIEKapCTBEHHOTO Tperapara ik MEANIIMHCKOTO MPUMEHEHNS TIAIIMeHTaX, TOPSA0K yIJIaThl CTPaXOBOH
MIPEMHUH, TIOPSIIOK peaTn3auy ONPEAETIeHHBIX HACcTOINM PenepanbHbIM 3aKOHOM U APYTUMHU
(benepa’abHBIMU 3aKOHAMH MIPaB U 00SI3aHHOCTEH CTOPOH IO AOTOBOPY 00s3aTEIBHOTO CTPAaXOBaHuUs, a
TaK)K€ HOPMATHBBI, OTPAXKAIONINE XaPAKTEP U CTENEHD MOBPEXKACHUS 3[J0POBbsI, yCTaHABINBAIOTCS
TUIIOBBIMU NPaBHJIaMH 0053aTEIILHOTO CTPaXOBaHMS.

(B pen. denepanbHOTo 3aKkoHa OoT 22.12.2014 N 429-D3)

9. B citydae npuauHEHUS BpeIa KU3HU MAIMEHTa, YIaCTBOBABIIIETO B KITMHUIECKOM HCCIICIOBAaHIH
JIEKapCTBEHHOTO TPEeTapaTa, BHIr0I0ONPHOOPETATENIMH IO JOTOBOPY 0053aTENEHOTO CTPAXOBAHUS
SBIISIOTCS TPaXKJIaHe, MEIOIINE TPaBO Ha BO3MEIICHNE BPe/ia B CIIydae CMEPTH KOPMHJIbIIA B
COOTBETCTBHUH C IPAKIAHCKUM 3aKOHOJIATEIBCTBOM, IIPU OTCYTCTBUH TAKUX TPAKJIaH - POJAUTENH,
CyNpyT, JETH YMEPIIEro NalleHTa, y4acTBOBABIIETO B KIMHUUYECKOM HCCIEI0BAHUN JIEKAPCTBEHHOTO
npenapara, B CIy4ae CMEpTHU MalMEHTa, YYaCTBOBABILIETO B KIIMHUYECKOM UCCIICOBAaHUH
JIEKApCTBEHHOT'O MIpenapaTa U He UMEBIIETO CAMOCTOSITENIBHOTO JOX0/1a, - TpaK/laHe, Ha MXKIUBEHUN



KOTOPBIX OH HAaXOJIWJICS, B OTHOIICHHY BO3MEIIICHUS pAacX0JI0B Ha MOrpedeHue MalueHTa,
YYaCTBOBABIIIETO B KIMHHYECKOM HCCIICIOBAaHHH JIEKAPCTBEHHOTO Mpenapara, - JIMIo, TIOHecIIee TaKue
pacxoJpl.

10. CTanOBaH BbIIIaTa B CUYCT BO3MCUICHUA Bpeaa, MIPUINHECHHOT'O KM3HU MMAallMEHTAa, YHaCTBOBABIICTO B
KIIMHUYECKOM HUCCIICAOBAHUH JICKAPCTBCHHOT'O MIp€TiapaTa, paCupeCaACIsICTCA MEKIAY
BI)II‘OHOHpI/IO6pCTaT6J'I$IMI/I MPpONMOPHHUOHAIBHO UX KOJUYCCTBY B PABHBIX JOJIAX.

11. Ilpu HaCTYIJICHUH CTPAXOBOIO CIyvasi MAlMEHT, Y4aCTBOBABIINMI B KIIMHUYECKOM UCCICIOBAHUU
JIEKapCTBEHHOTO TIpeTapaTa, BHroI0ONprHoOpeTaTeNb BIIpaBe MPEeAbIBUTh HETIOCPEACTBEHHO
CTPaxOBIMUKY TpeOOBaHME O BO3MEIICHHH TPUYNHEHHOTO Bpeaa. CTpaxoBasi BRITLIATA OCYIIECTBIAETCS
CTPaxOBIIUKOM B T€UCHHE TPUALATH JHEH CO JHS MIPEICTABICHNS HEOOXOAUMBIX JOKYMEeHTOB. [lanuent,
Y9acTBOBABIINN B KJIMHAYECKOM HCCIIEIOBAHNY JIEKAPCTBEHHOTO TIpernapaTa, Wik BEITOA0NPHOOpETaTEb
00s13aH COOOIUTE CTPAXOBIIUKY JIJIsl OCYIIECTBICHUS CTPAXOBOU BBITUIATHI WHAMBH Y ATbHBIN
UACHTU(OUKAIIMOHHBIN KOJI MMAIIMECHTA, YCTAHOBJICHHBIH CTPAaXx0BaTEIeM B COOTBETCTBUU C TUITOBBIMU
MpaBUJIaMH 00s13aTEILHOTO CTPAXOBAHUSL.

12. 1o monHoro onpeaeneHus pa3mMepa MoAjaeKallero BO3MEIICHHUIO Bpela CTPAXOBIIMK IO 3asBJICHUIO
MalMEHTa, YIaCTBOBABLIECTO B KIIMHUYECKOM HCCIIEJOBAaHUHU JIEKAPCTBEHHOT'O MperiapaTa, WiIn 3asiBICHHUIO
BBITOJOIIPHOOpETATENS BIIPaBE OCYLIECTBUTH YaCTh CTPAXOBOW BBIILIATHI, COOTBETCTBYIOLIYIO
(akTHYeCcKH ONpeaeICHHON YacTH MIPUYMHEHHOTO Bpea.

13. CrpaxoBasi BBIIUIaTa B COOTBETCTBHHU C JOTOBOPOM O0SI3aTEIBHOTO CTPAXOBAHHUS OCYIIECTBISCTCS
HE3aBUCUMO OT BBIIIAT, IPUUUTAIONIUXCS IO APYTHM BHUIaM CTPAXOBaHMUS.

14. He JOITYCKA€TCA Y4aCTHUE Mallu€HTa B MIPOBEACHUUN KIIMHUYCCKOI'O0 UCCICA0BaHMUS JICKAPCTBEHHOT'O
npernapara 1npu OTCyTCTBUU JOTOBOpa 00513aTENBHOTO CTpaxoBaHU.

15. KoHTposb 3a UCTIOIHEHHEM OpraHu3alliei, MOJIyYHBILEi pa3pelieHie Ha OpraHu3alHio IPOBEICHUS
KIIMHIYECKOTO HCCIIeI0BaHMsI JIEKaPCTBEHHOTO TIperapara il MEAUIIMHCKOTO IPUMEHEHHUA,
YCTaHOBJICHHOM HaCTOAIIEH cTaTheil 00SI3aHHOCTH 1O 00513aTEIbHOMY CTPaXOBaHHIO JKU3HHU, 37J0POBbS
MAIMeHTa, YIacTBYIONIETo (Y4acTBOBABIIET0) B KITIMHIUECKOM HCCIIeI0BaHUH JIEKapCTBEHHOTO
npenapara, OCyIIeCTBISIETCs YIIOJIHOMOUYSHHBIM (heiepabHBIM OpraHOM UCIIOJIHUTEIBHOM BIaCTH,
BBIJIABIINM pa3pelIeHUe Ha IPOBEICHUE KIMHUIECKUX UCCIIEIOBAHNH JIEKAPCTBEHHBIX MTPETIapaToB AJIs
MEIUIHCKOTO IPUMEHEHUSI.

I'masa §. [IPOU3BOJCTBO 1 MAPKHMPOBKA JIEKAPCTBEHHBIX CPE/ICTB
Cratbs 45. IIpon3BoACTBO JIEKAPCTBEHHBIX CPEACTB

1. [Tpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB JIOJKHO COOTBETCTBOBATh TPEOOBAHMSIM ITPABHIT HAIJIC)KAIIICH
MIPOU3BOICTBEHHOU ITPAKTHKH, YTBEPKJICHHBIM YIIOJTHOMOUYEHHBIM (heIepalbHbIM OPraHOM
UCTIOTHUTENbHOU B1acTu. OcOOCHHOCTH TIepeXxoa MPOU3BOICTBA OT/IEIBHBIX JICKAPCTBEHHBIX CPEJCTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPeOOBAHMSIMHE MTPABKII HAJIJISKAIICH TPOU3BOICTBEHHON MPAKTHKH
ycranaBiauBatorcs [IpaBurensctBoMm Poccuiickoit @enepannu. Boigada 3axirodeHuit 0 COOTBETCTBUU
MIPOU3BOUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM MIPaBUII HAIJISKAIIECH MTPOU3BOICTBEHHON
MPaKTHUKH OCYIIECTBIISICTCS M0 pe3ybTaTaM HHCTICKTUPOBAHUS POU3BOAUTEIICH JIEKAPCTBEHHBIX
CpEJICTB B MOpsJiKe, ycTaHoBieHHOM [IpaBurensctBoM Poccuiickoit @enepaiuu. Pasmep miatsl 3a
BBIZIa9y 3aKJIFOUCHHS O COOTBETCTBUHU IIPOU3BOIUTEIS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM TTPABHUIT
HaJyIeKalel MpOu3BOICTBEHHOM NpakTHKU ycTaHaBnuBaercs [IpaButenscTBoM Poccuiickoit
Oenepanuu. [lopsanok opraHu3alnuy U IPOBEICHUS UHCIIEKTUPOBAHUS TPOU3BOIUTENCH IEKAPCTBEHHBIX
CPEJICTB Ha COOTBETCTBHE TPEOOBAHHSM ITPABIIT HAICIKAIICH TPOU3BOJICTBEHHOM MPAKTHKU
yctanaBiuBaetcs [IpaButensctBoM Poccutickoit deneparuu.



(B pen. @enepanpHBIX 3aK0HOB OT 25.06.2012 N 93-®3, o1 22.10.2014 N 313-®3, o1 22.12.2014 N 429-
©3)

2. I[Ipon3BoACTBO JIEKapCTBEHHBIX CpeacTB B Poccuiickoit Denepanny oCcymecTBIIeTCS
MTPON3BOAUTEISIMH JIEKAPCTBEHHBIX CPEICTB, UMEIOIINMH JINIIEH3UIO Ha TIPOU3BOJICTBO JEKAPCTBEHHBIX
cpencts. [loaTBep)kIeHNE COOTBETCTBUS JULIEH3NATA IIPaBUIaM HaJyIeXkKallel MpOU3BOACTBEHHON
MIPAKTUKHU OCYLIECTBIISETCS B paMKaXx JUIIEH3MOHHOTO KOHTPOJIS B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccwuiickoii denepanuu ¢ yaeToM 0COOCHHOCTEH, yKa3aHHBIX B YacTH | HACTOSIICH CTaThHU.

(B pen. @eaepanbubix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

3. IIpon3BOACTBO JIEKAPCTBEHHBIX CPEIICTB OCYIIECTBISIETCS C COOII0OACHHEM TpeOOBaHUI
MPOMBIIIJICHHOTO PErfiaMeHTa, KOTOPBIH YTBEPIKIACTCSl PYKOBOIUTEIEM MTPOU3BOAMTEINS JIEKAPCTBEHHBIX
CpPEJICTB U BKITIOYAET B ce0sl epeveHb HCIOIb3yeMbIX (hapMaleBTUIECKUX CyOCTaHIIHN 1
BCIIOMOTaTEIbHBIX BEIIECTB C YKa3aHUEM KOJIMUESCTBA KaXKIOr0 U3 HUX, JJAHHBIC 00 UCTIOIh3yeMOM
000pyZ0BaHNH, OMTHCAHUE TEXHOJIOTHYECKOTO MPOIecca U METOI0B KOHTPOJISI HA BCEX dTanax
MPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB.

4. Ilpu npor3BOACTBE JIEKAPCTBEHHBIX CPEICTB UCIIOB3YIOTCS (hapMaleBTHUECKUE CyOCTaHINH,
BKJIIOUEHHBIC B FOCYJapCTBEHHBIN peecTp JEKaPCTBEHHBIX CPEACTB, 3a UCKIIOYEHHUEM (HapMalleBTUIECKUX
cyOcTaHIMiA, MPON3BOAUMBIX ISl IPOBEACHUS KIMHUUECKUX HCCIEIOBAaHUM U U1 3KkcnopTa. K mpoueccy
NPOM3BOACTBA (hapMaLleBTUUECKON CyOCTaHIIMM OTHOCSITCS JIFOObIE CTaIUU TEXHOJIOIMYECKOro Ipolecca,
MIO3BOJIAIONIHE MOTYYHUTh TOTOBBIHM MPOAYKT, COOTBETCTBYIOIIUI TpeOOBaHMsIM (hapMaKONEeHHON cTaThH, B
TOM YHcIIe pepMEHTAIHS, SKCTPAKIINS, OYUCTKA, BhIICICHHE, IEPEKPUCTAIIN3AIINS, BEICYIINBAHHE,
U3MeEIIbYCHUE.

(B pen. @expepanbpHOTo 3aKk0Ha 0T 22.12.2014 N 429-D3)

4.1. IlepeveHb JIeKapCTBEHHBIX MTPETAPATOB I MEIUITUHCKOTO MPUMEHEHUS, B OTHOIIEHUH KOTOPBIX
YCTaHaBIUBAIOTCS TPEOOBaHUS K 00bEMY Taphl, YIIAKOBKE M KOMITJICKTHOCTH, MTEPeYeHb JIEKAPCTBEHHBIX
MIPerapaToB JJisl BETEPUHAPHOTO MPUMEHEHNS, B OTHOIIICHHN KOTOPBIX YCTaHABIMBAIOTCS TPeOOBaHUS K
00BeMy Taphl, a Takke TpeOOBaHUS K 00hEMY Taphl, YIIAKOBKE U KOMIIEKTHOCTH JIEKAPCTBEHHBIX
MIperaparoB JJisi MEIUIIUHCKOTO TPUMEHEHUs, TPeOOBaHMs K 00bEMY Tapbl JICKAPCTBEHHBIX HPENapaToB
JUISL BETEPUHAPHOTO IPUMEHEHHSI OTIPEAEIISIOTCS] COOTBETCTBYIOIIMMHE YIIOTHOMOYSHHBIMHU
(enepanbHBIMKM OpraHaMH UCTIOJHUTEIBLHON BJIACTH B MOPSJIKE, YCTAaHOBJICHHOM [IpaBUTEIbCTBOM
Poccuiickoii ®enepanuu.

(dacts 4.1 B pen. denepanpHoro 3aKk0Ha OT 14.12.2015 N 374-D3)

4.2. Opraauzanuy, OCyIIECTBISIONIUE MPOU3BOJICTBO (hapMaleBTHIECKON CYOCTaHITUH CIIUPTA ATHIIOBOTO
(3TaHoIa) [Tl MPOU3BOICTBA CITUPTOCOACPIKAIIUX JICKAPCTBEHHBIX MIPEapaToB, 00s3aHbl OCYIIECTBIIAThH
y4eT U JEKIapUpPOBAaHUE B TIOPSIKE, YCTAHOBIEHHOM CTaThsaMu 8 U 14 denepaibHOTO 3aK0HA OT 22
HOs10ps 1995 roma N 171-@3 "O rocymapcTBEHHOM PETYIHPOBAHUN TTPOU3BOICTBA U 000POTA ATHIIOBOTO
CIIUPTA, ATKOTOJIBHOM U CIHUPTOCOAEP KA MPOAYKIMK U 00 OrpaHUYEHUH TOTPeOIeHNs (pacIUTHA)
aJKOTOJILHOM MPOTyKUIUu".

(uacTtp 4.2 BBenena denepanbubivM 3akoHOM OT 03.07.2016 N 261-D3)

5. 3ampemiaeTcst Mporu3BOACTBO:

1) mekapCTBEHHBIX CPEJICTB, HE BKIIOYEHHBIX B TOCYIAPCTBEHHBIA PEECTp JEKAPCTBEHHBIX CPENICTB, 32
HCKITFOUCHUEM JICKAPCTBECHHBIX CPEACTB, IIPOU3BOANMBIX JJIA ITPOBECACHUA KIIMHUYCCKHUX I/ICCJIG,ZIOBaHI/Iﬁ u
JUIsl KCIIOPTa;

2) panscupUIUPOBAHHBIX JEKAPCTBEHHBIX CPEACTB;

3) JICKApPCTBCHHBIX CPCACTB 0e3 JIMIICH3UU Ha MPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB,



4) nexapcTBEHHBIX CPEACTB C HAPYIIEHNUEM IIPABUII OPTaHNU3ALMU TIPOU3BOJICTBA M KOHTPOJISI Ka4eCTBa
JIEKapCTBEHHBIX CPECTB.

6. IIpu BBOZIE IEKapPCTBEHHBIX CPEACTB B IPAXXKIAHCKUN 000POT yIIOJIHOMOUYCHHOE JIULIO TPOU3BOJUTEIS
JIEKapCTBEHHBIX CPEICTB OCYLIECTBIISIET IIOATBEPKACHUE COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUsIM, YCTAHOBIICHHBIM MIPU MX TOCYIAapPCTBEHHOM PETHCTPALlH, H TAPAHTUPYET, YTO
JIeKapCTBEHHBIE CPENICTBA MPOU3BEICHBI B COOTBETCTBHH C TPEOOBaHUSIMH MPABUIT Ha JIeKalIeH
MIPOM3BOACTBEHHOM MPaKTHKH.

(B pen. @eaepanbpHOTo 3aKk0Ha OT 22.12.2014 N 429-D3)

7. YIIOTHOMOYECHHBIM JIUIIOM MPOU3BOIUTENS JICKAPCTBEHHBIX CPEJICTB SBISIETCS €r0 paOOTHHUK,
aTTECTOBAHHBII B YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM (heiepaibHBIM OpraHOM UCIIONHUTEIBHOM BIACTH
MTOPSIIKE ¥ IMEFOIIHH CTaX paOOTHI HE MEHEE YeM ITATh JIET B 00JIACTH MTPOU3BOICTBA U (WIIH) KOHTPOJISA
KadyecTBa JICKApPCTBEHHBIX CPEJCTB, BBICIIEE 0Opa3oBaHNE COOTBETCTBEHHO MO OJHOHN U3 CHIEHUAIBHOCTEH
U (WJIK) OTHOMY M3 HANpPaBJICHUH NOATOTOBKH: OHOJIOTHS, OMOTEXHOIOTUSI, BETEPUHAPHSL, KIIMHUYECKas
MEMIIMHA, paHAlMOHHAs, XUMUYeCKasi U OMOJIOrnyecKas 3amura, papmarusi, pyHIaMmeHTaIbHas
MCIHUMIIMHA, XUMHWYCCKasa TCXHOJIOT U, XUMUSI.

(dacts 7 B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

8. IIponsBoanTeny JIEKApCTBEHHBIX CPEIACTB MOTYT OCYIIECTBIISATh IPOAAXKY JIEKAPCTBEHHBIX CPEICTB UIIH
NepeaaBaTh UX B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoilt denepanuu nopsaxe:
1) npyruM IpoU3BOAUTENSIM JEKAPCTBEHHBIX CPEICTB IS IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB;

2) opraHu3anysM ONTOBOW TOPTOBIIM JEKapCTBEHHBIMU CPEACTBAMU;

3) aAlTCYHBbIM OpraHnu3alyiaM, BETCPUHAPHBIM allTCYHBIM OpraHu3alvusaM, MHAUBUIYaJIbHbIM
npeaAnpuHUMaTeIAM, UMCIHOIIIUM JIMIICH3UIO Ha (I)apMaueBTquCKy}o ACATCIBHOCTD MJIN JIMIICH3WIO Ha
MCIUNUHCKYIO NCATCIBbHOCTD,

4) HAyIHO-UCCIIeI0BATETLCKUM OPTaHU3AIIMIM /IS HAyYHO-HCCIIEI0BATEIBCKOM PaOOTHI;

5) MEIULMHCKUM OpPraHU3alisIM U BETEPUHAPHBIM OpraHU3allisIM;

6) opraHu3anUsAM, OCYIIECTBISTIONIUM pa3BeJieHNEe, BEIPAIIMBAHUE U COACPKAHHUE )KUBOTHBIX.
Cratbs 46. MapKkupoBKa JIEKapCTBEHHBIX CPEJICTB

1. .HeKapCTBeHHBIe npenapartsl, 3a UCKIIFOUCHUEM JICKAPCTBCHHBIX NIP€NIapaToB, U3rOTOBJICHHBIX
AINTCYHBIMU OpraHu3daluiaMi, BETCPUHAPHBIMU allTCYHBIMU OPraHUu3alusaMu, THANBUAYaJIbHBIMHA
MpeANIpUHUMATEIAMU, UMCIOIIMMHU JIMIICH3UIO Ha @apMaueBaneCKy}o JACATCIBbHOCTD, JOJIKHBI
MOCTYTaTh B 0OpalieHne, eciiu:

1) Ha UX MEpBUYHON YNaKOBKe (32 HCKIIOUEHUEM NEPBUYHON YIIAKOBKH JIEKAPCTBEHHBIX PACTUTEIBHBIX
npenapaToB) XOPOIIO YUTAEMBIM IIPU(PTOM Ha PyCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHUE JIEKAPCTBEHHOT'O
npenapata (MeXIyHapOAHOE HEMaTEHTOBAHHOE, HIIH IPYIITMPOBOYHOE, HIIM XUMHUYECKOE, UIIK TOPrOBOE
HAaUMEHOBaHUE), HOMEP CEPHH, AaTa BBITYCKa (JISI IMMYyHOOHOIOTHYECKUX JIEKAPCTBEHHBIX
npenapaToB), CPOK TOJHOCTH, TO3UPOBKA WIIH KOHIIEHTPAIUS, 00beM, aKTHBHOCTh B €JJUHUIAX JICHCTBUS
WIN KOJIMYECTBO [J103;

(B pen. ®enepanpubix 3akoHOB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOH (IOTPEOUTENILCKO) YIAaKOBKE XOPOIIO YATAEMBIM IIPH(TOM Ha PYCCKOM SI3BIKE
yKa3aHbl HAMMEHOBaHNE JICKApCTBEHHOTO Ipenapara (MexXIyHapoaHOE HEMATeHTOBaHHOE, WIIH
TPYNIIUPOBOYHOE, WIIM XUMUYECKOE U TOPTOBOE HAMMEHOBAHUs), HANMEHOBAaHHUE IIPOU3BOIUTENS



JIEKapCTBEHHOTO TIpernapara, HoMep CEepuH, J1aTa BhITyCKa (11 MMMYHOOUOJIOTHYECKHX JICKAPCTBEHHBIX
npenapaToB), HOMEP PETHCTPAIIOHHOTO YIOCTOBEPEHHUSI, CPOK TOJHOCTH, CIIOCO0 MPUMEHEHHS,
JIO3MPOBKA WIIH KOHIICHTPAIHsI, 00heM, AKTUBHOCTh B €JIMHUIIAX JIEHCTBUS OO KOJUYECTBO JI03 B
yITaKOBKe, JIeKapCTBeHHAs (opMa, yCIIOBHUS OTIYCKA, YCIOBUS XpaHSHHUS, TIPSy IUTCIbHBIC HAITUCH.
(B pen. ®enepanbhbix 3ak0HOB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. dapMaleBTHYECKHE CyOCTaHIIMMU IOJDKHBI TIOCTYIIATh B O0paleHHE, €CITM Ha UX IIEPBUYHON YITAKOBKE
XOPOIIIO YUTAEMBIM MIPU(TOM Ha PYCCKOM SI3BIKE YKa3aHbl HAMMEHOBaHME (hapMaleBTUICCKON
cyOcTaHmu (MEKIYHAPOAHOE HEITATEHTOBAHHOE, WIIM TPYIIITUPOBOYHOE, WIH XUMUYECKOE U TOPTOBOC
HaMMEHOBaHUS ), HAMMEHOBAHUE MPOU3BOIUTENS (PapMalieBTHYECKON CyOCTaHITUK, HOMEp CEPHH U JlaTa
W3TOTOBJICHUS, KOJIMYECTBO B YIIAKOBKE U CTUHUIIBI U3MEPEHHS KOJTUYECTBA, CPOK TOJTHOCTH U YCIIOBUS
XpaHCHUSI.

(B pen. @enepanpHOro 3aKkoHa OT 22.12.2014 N 429-D3)

3. JlekapcTBEHHBIE CPEICTBA B KAUECTBE CHIBOPOTOK JIOJKHBI MIOCTYTATh B 00OpalleHUe ¢ yKa3aHueM
’KUBOTHOTO, U3 KPOBH, IIJIa3Mbl KPOBH, OPIaHOB M TKaHEH KOTOPOTO OHU MOITY4EHBI.

4. Ha BrOpu4HYIO (MIOTPEOUTEIHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MIOJYICHHBIX U3 KPOBH,
IJIa3Mbl KPOBH, OPraHOB M TKaHEH 4eNIOBEKa, JOJDKHA HAHOCUThCSA Haanuck: "Anturena k BUU-1, BUU-
2, k Bupycy renatuta C 1 NOBEpXHOCTHBIA aHTUT€H BUpYca renatura B orcyTcTByrOT".

5. Ha nepBuuHyI0 yIakoBKY U BTOPUUHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY paanoQapMameBTHUECKIX
JIEKAPCTBEHHBIX CPEACTB JIOJKEH HAHOCUTHCS 3HAK PAJAMALMOHHOMN ONTaCHOCTH.

6. Ha BTopruHyto (IMOTpeOUTENBCKYIO) YIIAKOBKY TOMEONATHIECKUX JIEKaPCTBEHHBIX NPENapaToB 10JDKHA
HAHOCHUTHCS HaAImUCh: "I'oMeomaTnueckui'”.

7. Ha BropuuHyto (IOTpeOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTENHHBIX MPENapaToB JOJDKHA
HaHOCUThCS HaaAnuch: "[Iponykuus npouuia paguaquoHHbIA KOHTPOJb' .

8. Ha nmepBu4HyI0 ynakoBKy (€CiIH Ui 3TOTO CYIIECTBYET TEXHUYECKasi BO3SMOXXHOCTh) U BTOPUYHYIO
(mOTPEOUTENLCKYIO) YIIAKOBKY JICKAPCTBEHHBIX MPENapaTOB, MPEIHA3HAYCHHBIX JIJIS KIIMHUYECKUX
HCCIIeIOBAHMM, TOKHA HAHOCUTHCS HAAMHUCK: " JIJIsI KITMHUYECKUX MCCIIeToBaHui" .

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

9. YmakoBka JICKAPCTBCHHBIX CPEACTB, MPCAHA3HAUCHHBIX UCKIIOYHUTCIBHO JIS 3KCIIOPTA, MAPpKUPYCTCA B
COOTBECTCTBHUU C Tp66OBaHH5{MI/I CTpPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHy!O Tapy, KOTopas He peJHa3HadYeHa JJIs TOTpeOuTeNe 1 B KOTOPYIO IOMEIICHO
JIEKapCTBEHHOE CPEJICTBO, JIOJDKHA HAHOCUTHCS UH(POPMAIIHS O HANMEHOBAaHUH, CEPUH JIEKAPCTBEHHOTO
CpEJICTBA, JaTe BHIMYCKa, KOJINIECTBE BTOPUYHBIX (MIOTPEOUTETBCKIX) YIIAKOBOK JIEGKAPCTBEHHOTO
CpeJICTBA, TPOU3BOAUTENE JIEKAPCTBEHHOI'O CPEJICTBA C YKA3aHUEM HAMMEHOBAHMS U MECTOHAX 0K ACHMS
MIPOM3BOJMTEINS JIEKAPCTBEHHOTO CPECTBA (aApec, B TOM YHUCIE CTpaHa U (MJIM) MECTO IPOU3BOACTBA
JIEKapCTBEHHOTO CPE/ICTBA), a TAK)XKE O CPOKE FOJHOCTH JIEKAPCTBEHHOTO CPEACTBA M 00 YCIOBHSIX €TO
XpaHEeHHUs ¥ NIEPEBO3KH, HEOOXOJUMbIE IPEAYNPEANTENbHBIE HAAUCH U MAHUITYJIATOPHBIE 3HAKH.

11. Ha mepBHYHYIO YIaKOBKY M BTOPHUYHYIO (ITOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEICTB JIIsI
BETEPUHAPHOTO MPUMEHEHUS JOHKHA HAHOCUTHCS HAAMHCE: " [[11sl BeTeprHapHOTO MPpUMEHEHUS "

12. Ha BTOpr4HYI0 (IOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO MpenapaTa HAHOCHTCS IITPUXOBOR
KOZI.



I'mara 9. BBO3 JIEKAPCTBEHHbBIX CPEJICTB
B POCCUUCKYIO ®OEJEPALIMIO Y BBIBO3 IEKAPCTBEHHBIX CPEJICTB
13 POCCUMCKON ®EIEPALINN
(B pen. ®enepanpHOro 3akoHa oT 06.12.2011 N 409-D3)

Cratbs 47. Ilopsaok BBO3a JIEKapCTBEHHBIX cpelicTB B Poccuiickyio deaepannio U BEIBO3a
JIEKAPCTBEHHBIX cpeAcTB U3 Poccuiickoit denepanyu
(B pen. @enepanbaoro 3akoHa ot 06.12.2011 N 409-D3)

1. BB03 s1lekapCTBEHHBIX CpeaCcTB B Poccuiickyro Depepanuo OCymecTBIsSETCS B MIOPIIKE,
yctaHoBiieHHOM IIpaButensctBoM Pocculickoih @enepanuu, B COOTBETCTBUU ¢ TAMOKEHHBIM
3aKOHOIaTEILCTBOM TaMoxkeHHOTO coro3a B pamkax EBpA3DC (nanee - TaMoKeHHBIN cOt03) U (HITH)
3aKOHOJIaTeNnbCTBOM Poccuiickoit denepalivi 0 TaMOXKEHHOM JIETIe.

(B pen. ®eaepanbaoro 3akoHa ot 06.12.2011 N 409-D3)

2. Brozumeie B Poccuiickyro Denepaiinio jiekapcTBEHHBIC CPEICTBA JOJKHBI ObITh BKIIFOUCHBI B
rOCYyZapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJCTB.
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-03)

3. Homyckaetcst BBo3 B Poccuiickyro deneparinio KOHKPETHOM MapTUX 3aPETUCTPUPOBAHHBIX U (TUITH)
HE3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYECHHBIX IS IPOBEIEHUS KIHHUIECKUX
WCCJIEIOBAHNH JIEKAPCTBEHHBIX MIPETapaToB, MPOBEICHHS SKCIIEPTU3HI JIEKAPCTBEHHBIX CPECTB IS
OCYIIECTBJIEHHSI TOCYIapCTBEHHOM PErUCTpalluyl IEKapCTBEHHBIX MPEnapaToB Ui [Tl OKa3aHUs
MEIUIMHCKOMN MTOMOIIH 10 KM3HEHHBIM MTOKa3aHUSAM KOHKPETHOTO MaI[eHTa Ha OCHOBAaHUH pa3pellieHus,
BBIJJAHHOTO YIIOJIHOMOUYCHHBIM ()e/IepabHBIM OPTaHOM HCIIOJTHUTEILHON BIACTH MO 3asIBICHUSIM JIHILI,
YKa3aHHBIX B cTaThe 48 HacTosamero deaepaibHOro 3aKkoHa. PaccMoTpeHne Takoro 3asBJICHUS U
NPUHSTHE PELICHUs O BblIaue pa3pelleHns] Ha BBO3 KOHKPETHON MapTHUH 3aperuCTPUPOBAHHBIX U (WIIN)
HE3apEerNCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, IPEIHA3HAYECHHBIX JJIS IPOBEICHUS KIMHUYECKUX
UCCJIEJOBAHNH JIEKAPCTBEHHBIX MIPENAPATOB, IPOBEICHHSI 3KCIIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB IS
OCYIIIECTBIIEHHSI TOCYIaPCTBEHHOM PETUCTPAIIUH JIEKAPCTBEHHBIX MPENapaToB UITH JISI OKa3aHUs
MEIUIIMHCKOM TOMOIIH 110 XKU3HEHHBIM ITOKa3aHUSIM KOHKPETHOTO MallMeHTa JIM00 00 0TKa3e B BhIJaue
YKa3aHHOTO pa3pelIeH sl MPOU3BOSTCS B CPOK, HE IPEBBIIAIOININN NSTH pabounx auei. [nara 3a
BbIJIayy YKa3aHHOTO Pa3peIIeHNs HE B3UMAETCS.

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

4. B Poccuiickyro ®ezepaiiiiro MOXKHO BBO3HUTbH JIEKAPCTBEHHBIE CPE/ICTBA, KAYECTBO KOTOPBIX
HOATBEPKICHO CEPTU(HUKATOM ITPOU3BOANUTEIS JIEKAPCTBEHHBIX CPEJCTB, yIOCTOBEPSIOIIIM
COOTBETCTBHE BBO3MMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM (apMaKONEHHBIX cTaTel 100 B ciydae
X OTCYTCTBHA HOpMaTHBHOﬁ JOKYMCHTallU WX HOPMAaTUBHOT'O JOKYMCHTA.

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

5. 3anpemaetcs BBo3 B Poccuiickyio ®enepanunio GpanbcupuIMpOBaHHBIX JEKAPCTBEHHBIX CPEACTB,
HEe100OpPOKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPENICTB.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. danbcuduIpoBaHHbBIC JISKAPCTBEHHBIC CPECTBA, HEA0OPOKAYECTBEHHBIC JICKAPCTBEHHBIC CPEICTBA
MOJyIeXKaT U3BATHUIO U MTOCIEAYIOIIEMY YHUUTOXEHUIO WM BbIBO3Y U3 Poccutickoit denepaiuu,
KOHTpa(haKTHbIC JICKAPCTBEHHBIE CPEACTBA - M3BSITHIO U MIOCCAYIOIIEMY YHHUTOKEHHUIO. Y HUUTOXKCHHE
i BeIB03 U3 Poccuiickoit Denepanuu anbcnumpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HEJI00POKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPEJICTB
OCYILECTBIISICTCS 3a CUET JIULA, OCYIIECTBUBIIETO X BBO3. [10pSIIOK YHUUTOXKEHUS U3BATHIX
(hanbcuUIMPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAYCCTBEHHBIX JICKAPCTBEHHBIX CPE/ICTB,
KOHTpa(haKTHBIX JICKAPCTBEHHBIX CPEICTB ycTaHaBnuBaeTcs [IpaButenscTBoM Poccuiickoii deneparum.



(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

7. JIuna, ocymecTistontie BBo3 B Poccuiickyto @enepannro pambCcuuImpoBaHHbBIX JIEKapCTBEHHBIX
CpPEeICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENICTB, KOHTPA()AKTHBIX JIEKAPCTBEHHBIX CPEACTB,
HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C TAMOXKEHHBIM 3aKOHOJATEIBCTBOM TaMOKEHHOTO COH03a U
(unmn) 3akoHOAaTeNnBCTBOM Poccuiickoit depepannu 0 TAMOXKEHHOM JIeJIe.

(B pen. @eaepanbaoro 3akoHa ot 06.12.2011 N 409-D3)

8. BBIBO3 JiekapcTBEHHBIX CpeAcTB U3 Poccuiickoii denepanuu ocymecTrisercs 0e3 MpUMEHECHUS
OTpaHWYEHHH, yCTAHOBIEHHBIX TAMOKEHHBIM 3aKOHOATEILCTBOM TaMOXEHHOTO CO03a U (FITH)
3aKOHOATeNbCTBOM Poccuiickoil denepannn 0 rocyJapCTBEHHOM PEryJIMPOBAHUH BHEIIHETOPTOBOM
JIeSTeIbHOCTH.

(B pen. @enepanpHbIX 3ak0HOB 0T 06.12.2011 N 409-D3, o1 25.11.2013 N 317-®3, ot 22.12.2014 N 429-
03)

Cratps 48. IOpuanueckue nuia, KOTOPeIM pa3pelieH BBO3 JeKapCTBEHHBIX cpeicTB B Poccuiickyto
®denepanuio
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHbIe cpeacTBa B Poccuiickyto denepanno MOIyT BBO3UTD:
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-03)

1) npou3BOANUTENN JICKAPCTBEHHBIX CPEJCTB IS IIeTieid COOCTBEHHOTO MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEJCTB;

2) MHOCTpaHHbIE Pa3padOTUNKHU JIEKAPCTBEHHBIX CPEICTB U HHOCTPAHHBIEC IIPOU3BOAUTENHN
JIEKapCTBEHHBIX CPEJCTB WIN IPYTHe IOPUANIECKUE JIUIA 0 TOPYUYEHHIO pa3pabdoTurKa JICKapCTBEHHOTO
CpeACTBa ISl IPOBEIEHHSI KIMHUYECKUX UCCIIEI0OBAHUH JIEKApCTBEHHOTO Npenapara, OCyIIeCTBICHHS
roCyJapCTBEHHOW PErHCTpalMy JIEKAPCTBEHHOTO IIpernapaTa, BKIIUeHHs (apMaleBTHIeCKOM
CyOCTaHIIMM B TOCYJapCTBEHHBIN PEECTp JIEKapCTBEHHBIX CPENICTB, KOHTPOJIS KauecTBa JIEKapCTBEHHBIX
CPEJICTB NPH HATMYHMH Pa3pelieHns] YIIOTHOMOYEHHOTO (e/lepaibHOTO OpTraHa UCTIONIHUTEIbHOM BIacTi
Ha BBO3 KOHKPETHOW MapTUH JIEKAPCTBEHHBIX CPECTB;

3) OpraHu3anuunu OIITOBOM TOPTOBJIN JICKAPCTBEHHBIMHU CPEACTBAMU,

4) Hay4HO-MCCIIE0BATEILCKIE OPraHnu3alii, 00pa30BaTeIbHbIC OPraHU3aIlK BHICIIETO 00pa30BaHus,
HPOU3BOIUTEIH JIEKAPCTBEHHBIX CPENICTB ISl pa3pabOTKH, HCCIIEIOBAHMIA, KOHTPOJISI 0€30IacHOCTH,
KadecTBa, YPPEKTHBHOCTH JIEKAPCTBEHHBIX CPEJCTB NIPH HAJTHMYUH Pa3pEIICHHs YITOTHOMOYSHHOTO
(enepanbHOTO OpraHa HCIIOJTHUTEIILHOM BIIACTH;

(B pen. ®enepanproro 3akona ot 02.07.2013 N 185-03)

5) MeOUUMHCKHE OpTaHU3alliy, HHbIE YKa3aHHbIE B yHKTaX | - 4 HacTOAIIEH CTaThbU OPraHU3aLNH IS
OKa3aHMs MEIUIMHCKONW IOMOLIH MO )KU3HEHHBIM [TOKa3aHUSM KOHKPETHOTO MTallMeHTa MPH HAINYUU
paspelieHus YIIOJIHOMOYEHHOTO (peaepabHOro OpraHa HCIIOJHUTENbHON BIACTH HA BBO3 KOHKPETHOM
NapTHH JIEKapCTBEHHOT'O MperapaTa, BEIJAHHOTO B YCTAHOBIEHHOM IOPSAKE B (POPME DIIEKTPOHHOTO
JIOKYMEHTA, ITOANMCAaHHOTO YCUIIEHHOH KBaNH(pUIIMPOBaHHON AIIEKTPOHHOM MOJITUCHIO.

(B pen. ®enepanproro 3akona ot 12.03.2014 N 33-D3)

Cratps 49. JlokyMeHTHI, Ipe/icTaBIsieMble B TAMOKEHHBIE opranbl Poccuiickoit denepanyu npy BBO3E
JIEKapCTBEHHBIX cpeAcTB B Poccuiickyro denepannio
(B pen. @enepanbaoro 3akoHa ot 06.12.2011 N 409-D3)



1. IIpu BBO3€ NEeKapCTBEHHBIX CpeacTB B Poccuiickyro denmepaliiio B TaMOKeHHBIE opraHbl Poccuiickoit
®Denepanyu HAPALY € JOKYMEHTaMH, PEACTABICHUE KOTOPBIX MPETyCMOTPEHO TaAMOKEHHBIM
3aKOHOIaTeILCTBOM TaMOKEHHOTO COr03a M (MJIN) 3aKOHOIaTeILCTBOM Poccuiickoit @eaepannu o
TaMO>KEHHOM JIeJie, MPEICTABISIOTCS CIEYIOIINEe TOKyMEHTHI:

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) ceprudukat NpOU3BOAUTEINS JICKAPCTBEHHOTO CPECTBA, YIOCTOBEPSIOIINN COOTBETCTBUE BBO3UMOTO
JICKaPCTBEHHOT'O CPENICTBA TPEOOBaHUAM (hapMaKOIICHHOMN CTaThy OO B CIIydae €€ OTCYTCTBHS
HOPMAaTUBHOW JOKYMEHTAIIMU U HOPMATUBHOTO JOKYMEHTA;

2) pa3pelieHne yImoJTHOMOYEHHOTO (eIepalbHOTO OpraHa NCIIOTHUTEIHHON BIIACTH Ha BBO3 KOHKPETHOM
MAPTHH JIEKAPCTBEHHOTO CPEICTBA B CIIyYasix, YCTAHOBICHHBIX YaCThIO 3 cTaThul 47 HACTOSIIETO
®denepaabHOTO 3aKOHA.

2. IoKyMeHTBI, YKa3aHHbIEe B MyHKTax 1 ¥ 2 yacTu 1 HacTosImen cTaTby, MPEACTaBISIOTCS B TAMOXKEHHBIE
opransl Poccuiickoit @eneparyu npu npuOBITHH JeKapcTBEHHBIX cpeacTB B Poccuiickyto denepartimio.
(B pen. ®enepanbaoro 3akoHa ot 06.12.2011 N 409-D3)

Crarbs 50. BBo3 nekapcTBeHHBIX IpenapaToB B Poccuiickyro denepanuio Juist JMYHOTO UCTIOIb30BaHUS
Y MHBIX HEKOMMEPUYECKHX LIEJIeH, a TAKKe ISl UCTIONb30BaHNs Ha TEPPUTOPUH MEKIYHAPOTHOIO

MEIUIUHCKOro Ki1acTepa
(B pen. @eaepanbubix 3akoH0B 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHEBIE ITpenapaTsl MOTYT OBITH BBe3eHBI B Poccuiickyro @enepanuio 6e3 yuera TpeOOBaHuiA,
MpeyCMOTPEHHBIX YacTsIMH 1 - 4 ctatbu 47, crateamu 48 u 49 Hacrosimero denepaabHOro 3aK0Ha, €CIH
OHM ITpeTHA3HAYEHBI JUIS:

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

1) AM9HOTO MCTIONB30BaHUS (PHU3MUECKUMU JIMTIaMU, TPHOBIBIIMMU B Poccutickyro @eaeparuro. [Ipu
3TOM BBO3 B Poccuiickyro @eepanutio JJeKapCTBEHHbBIX MPenapaToB, COJIEPHKAIIUX CUIIbHOAEHCTBYIONINE
U (MJTM) IIOBUTHIE BELIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK CHIIbHOJEHCTBYIOIINX BEIIECTB
JUIS LIEJIEW yTOJNIOBHOIO 3aKOHOAaTeNbeTBa Poccniickoit defepaliiy U B CIIMCOK SAOBUTHIX BEIIECTB JUIS
LeJIEN YrOJIOBHOTO 3aKoHoAaTenbcTBa Poccuiickoit denepanuu, yreepxkaeHHble [IpaBurenscTBoM
Poccwuiickoit denepanuu, OCYIIeCTBISETCS MPU HATMYNHU JIOKYMEHTOB (3aBEPEHHBIX KOTHH JIOKYMEHTOB
WJIM 3aBEPEHHBIX BBIITUCOK U3 HUX), ITOATBEPIKIAIONNX Ha3HAYCHNE PU3NIECKOMY JIUITY YKa3aHHBIX
JIEKapCTBEHHBIX MpPEnapaToB (3a UCKIFYEHUEM JIEKAPCTBEHHBIX MPENapaToB, 3apETUCTPUPOBAHHBIX B
Poccwuiickoit @enepanuu u oTiryckaeMbix B Poccuiickoit @enepanuu 6e3 perienTta Ha JIeKapCTBEHHBIH
npemnapar). [logTBep:xaaroniyie JOKYMEHTHI (MX 3aBEpEHHbIE KOITUHU WU 3aBEPEHHBIE BBIMUCKH U3 HUX)
JIOJKHBI COZIeP KaTh CBEACHNUS O HAMMEHOBAHNHN M KOJMYECTBE HA3HAYEHHOTO JIEKAPCTBEHHOTO
npemnapara. B cirydae, ecnu moATBepKIaIOINE JOKYMEHTHI (MX 3aBEpEeHHBIE KON WIIA 3aBEPEHHbBIE
BBINICKH U3 HUX) COCTABJICHbI HA MHOCTPAHHOM SI3bIKE, K HUM TPUJIaraeTcs HOTapHaJIbHO 3aBEPEHHBIN
NIEPEBOJ] Ha PyCCKUI 3BIK;

(. 1 B pen. ®enepansHoro 3akoHa ot 02.06.2016 N 163-D3)

2) UCNONBH30BaHMS PAOOTHUKAMHE JUILIOMATHYECKOTO KOPITyCa WITH MPEICTABUTEIISIMU MEKYHAPOIHBIX
OpraHu3alliii, akkpeIuToBaHHbIX B Poccuiickoit denepannu;

3) JIe4eHus MACCAXKUPOB U WICHOB DKUIAXKEH TPAHCIIOPTHBIX CPEJICTB, MOC3IHBIX OpUTal U BOJHUTENCH
TPAHCTIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyro denepariuio;
(B pen. @enepanbaoro 3akoHa ot 06.12.2011 N 409-D3)

4) neyeHus: y4aCTHUKOB MEXAYHAPOAHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPOTIPUATHI U YYaCTHUKOB
MEXTyHAPOIHBIX DKCIIETULIHIM;



5) neYeHus] KOHKPETHBIX JKUBOTHBIX B 300MapKaXx, a TAK)KE KUBOTHBIX, BBO3UMBIX B POCCHICKYIO
Ddesepaliio sl y4acTHsi B CIIOPTUBHBIX M 3PEITHIIHBIX MEPOIPHSITHSIX;
(B pen. ®enepanbuoro 3akona ot 06.12.2011 N 409-03)

6) UCTIONIL30BAHMS HAa TEPPUTOPHUN MEKIYHAPOTHOTO METUIIMHCKOTO KIacTepa.
(1. 6 BBenen dexnepanbHBIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B ciyyasix, mpeyCMOTPEHHBIX 4acThi0 1 HACTOSIICH CTaThH, JOITycKaeTcs BBO3 B Poccuiickyro
Denepalnio JeKapCTBEHHBIX MMPENapaToB, HE 3apEerUCTPUPOBAHHBIX B Poccuiickoit Meneparui.
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

3. JlexkapcTBEeHHBIE TIPENapaThl, MpeIHa3HAYCHHBIC I TYMaHUTAPHON TTOMOIIH (COAEWCTBYS) HITH
MTOMOILY IIPU YpE3BbIYAHBIX CUTYalUsIX, BBO3ATCA B Poccuiickyro @enepanuo B Nopsaake,
yctanoBieHHOM [IpaButensctBoM Poccutickoit @eneparuu. 3anperniaercst BBo3 B Poccuiickyto
@enepaumo HE3apCrUCTPHUPOBAHHBIX JICKAPCTBCHHBIX IIPCIIApaToOB, NPECAHA3HAYCHHBIX IJIsd
TYMaHUTapHOW MOMOIIHU (COAEMCTBUA) MIIM TIOMOIIM IPH Ype3BbIUAHBIX CUTYaLIUAX.

(B pen. @expepanbaoro 3akoHa ot 06.12.2011 N 409-D3)

Crates 51. CorpyaauuecTBo (eaepaIbHOTO OpraHa HCIOTHUTENFHONW BIACTH, YITOITHOMOYEHHOTO B
001aCTH TaMOKEHHOT'0 JIeN1a, U APYTUX YHIOJTHOMOYEHHBIX (eiepaibHbIX OPraHOB UCIOIHUTENEHON
BJIACTH

1. YonHoMoueHHbIE (eiepaabHbIe OpTaHbl HCTIONHUTENBHON BIACTH NMPEAOCTABISIIOT B PACTIOPSHKCHUE
(benepanbHOro OpraHa UCIOJHUTEIBHOM BIACTH, YIIOJTHOMOUYEHHOTO B 00JIaCTH TAMOKEHHOT'O JefIa,
TOCYJIapCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPECTB, a TAK)KE MHPOPMAIIHIO O BBIJAHHBIX PAa3pPEIICHUAX HA
BBO3 KOHKPETHOW MapTUH JIEKAPCTBEHHBIX CPEACTB B CIy4asx, YCTAHOBICHHBIX YacThiO 3 cTaThu 47
HacTosero deepanbHOro 3aK0HA.

2. ®enepalbHBIA OpraH UCTIOTHUTEIHHON BIACTH, YIIOJTHOMOUYEHHBIN B 00JIACTH TAMOXKEHHOTO JIeNa,
WHGOPMUPYET YKA3aHHBIC B YaCTH | HACTOSAIICH CTaThH YIIOJHOMOYCHHBIE (PeIepalibHbIC OPTaHbI
HCTIOJTHUTENIbHOW BJIACTH O BBO3€E JIEKAPCTBEHHBIX Cpe/ICTB B Poccuiickyto denepanuio U BbIBO3E
JIEKapCTBEHHBIX cpeacTB U3 Poccuiickoit @enepanyu o gopme U B OPSIIKE, KOTOPbIE YCTaHOBJICHEI
IIpaBuTenscTBOM Poccuiickoit denepanum.

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

I'maa 10. DPAPMALEBTUYECKASA JEATEJIBHOCTb
Cratbs 52. OcyliecTBiIeHHe (apMaIeBTHUECKON IeATeIbHOCTH

1. @apmareBTHYECKAS ACITEIHHOCTH OCYIIECTBIISETCS OPraHU3AMSIMI ONTOBOM TOPTOBIH
JICKaPCTBEHHBIMH CPEJICTBAMH, alITCUHBIMUA OPraHU3ALNIMHI, BETEPUHAPHBIMU allTCUHBIMU
OpraHM3alHsIMH, THIWBUAYaTbHBIMU MPEANPUHUMATEIIMH, UMEIOIIUMH JIMIIEH3UIO Ha
(hapMaIeBTUIECKYIO JAeSITeIbHOCTh, MEUIIMHCKIMH OPTaHU3aIUAMU, IMEIOIIUMH JTUIICH3UIO Ha
(hapMaIneBTUIECKYIO eI TeIHbHOCTh, U UX 000COOJIEHHBIMU TIOPA3ICIICHUAMH (aMOYIaTOPHUSIMH,
(denpamepckuMu U (hebAnIepCKo-aKyIepCKUMU TYHKTaMU, IIEHTPaMHU (OTACTICHUSIMH) O0IIeH
BpadueOHOM (CeMEIHOM) IPAKTHUKN ), PACIIOIOKEHHBIMH B CETTLCKUX HACEIICHHBIX IMMYHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTeYHbIC OPraHU3aIMH, U BETCPUHAPHBIMHA OPraHU3AIMSIMH, UMEIOIINMU JIMIIEH3UIO Ha
(hapMareBTUIYECKYIO JACSITEIbHOCTb.

(B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-03)

2. ®du3nuUuecKue Jiaia MOTyT OCyHICCTBJIATH (bapMaI_ICBTI/I‘leCKYIO ACATCIIBHOCTD IPU HAJIMYHU BBICILICTO
HJIn CPpCAHETO (l)apMaL[eBTI/I‘-ICCKOFO O6pa3OBaHI/ISI u CepTI/I(l)I/IKaTa CrIeuaaIncCTa, BhICIICTO NI CPEAHLCTO
BCTCPUHAPHOT'O 06pa3OBaHI/I}I n CCpTI/I(l)I/IKaTa crieyaancTa, a TaKXXC BBICHICTO UJIK CPECAHETO



MEUITUHCKOTO 00pa30BaHus, cepTH(UKATA CIICIIUAINCTA U JIOTIOTHUTENEHOTO TIPOo(ecCHOHATEHOTO
00pa3oBaHMs B YACTH PO3HIUYHOMN TOPTOBIIN JICKAPCTBEHHBIMH TIpENapaTaMy MPH YCIOBHH UX Pa0OTHI B
000CO0ICHHBIX MOPA3ICIICHUSX MEAUIIMHCKIX OPraHU3aIiid, YKa3aHHbIX B YaCTH | HACTOSIIEH CTaThU.
(gactpb 2 B pen. @enepanpHoro 3akoHa ot 27.07.2010 N 192-D3)

Cratps 53. [Ipogaxka, nepenaya JIEeKapCTBEHHBIX CPECTB OpraHU3alMsIMUA ONITOBOW TOPTOBIH
JIEKapCTBEHHBIMH CPEJICTBAMHU

Opranusanuu onToOBOM TOPTOBIH JICKAPCTBEHHBIMU CPEICTBAMH MOT'YT OCYIIECTBIISTH MPOJAKY
JIEKapCTBEHHBIX CPEACTB WM MEepelaBaTh NX B YCTAHOBICHHOM 3aKOHOAATEIHCTBOM Poccuiickoit
®denepanuu MOpsIKe:

1) npyruM opraHn3anusaM ONTOBON TOPTOBIIN JIEKAPCTBEHHBIMHU CPEACTBAMIU;

2) IPOM3BOAMNTEISIM JIEKAPCTBEHHBIX CPEACTB JUIA IeNiel IPON3BOICTBA JICKAPCTBEHHBIX CPE/ICTB;
3) anTeyHBIM OPraHU3aAlMSIM U BETEPUHAPHBIM allTEYHBIM OPTaHU3ALIHSIM;

4) Hay4YHO-UCCIICIOBATEILCKUM OPraHU3aI|sAM ISl HAyYHO-UCCIICIOBATEIBCKOM PabOTHI;

5) MHAUBUIYATbHBIM TPSANPUHUMATEISIM, UMEIOIIMM JIMIICH3HUIO Ha (hapMalleBTUYECKYIO JACSITeIbHOCTh
WJIW JIMIICH3UIO Ha MCIUITUHCKYIO ACATCIIbHOCTD,

6) METUIIMHCKUM OPTraHU3aIUsIM, BETEPHHAPHBIM OPTraHU3aAIUIM;

7) opraHH3anUsAM, OCYIIECTBIIIONIUM pa3Be/IcHIE, BEIPAIIMBAHNUE U COACPKAHNE )KUBOTHBIX.

Crarbs 54. IIpaBuia onToBOil TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMHU

OnToBast TOProBJIs JIEKAPCTBEHHBIMU CPEJICTBAMH OCYIICCTBIISAETCS MPOU3BOIUTEIIAMH JICKAPCTBEHHBIX
CPEJIICTB ¥ OpraHu3alMsIMKA OTITOBOM TOPTOBJIM JICKAPCTBEHHBIMHU CPEJCTBAMH 10 MTPABHJIAM HaJUIeKaIIeh
JTUCTPUOBIOTOPCKOM MPAKTUKK U TIPaBUJIaM HaJIexkKallel MPaKTUKUA XpaHSHHS U TIEPEBO3KU
JICKApCTBEHHBIX MPENapaToB, YTBEPIKICHHBIM COOTBETCTBYIOIIUMHE YIIOJTHOMOUYCHHBIMHU (eiepaTbHbBIMU
OpraHamMy UCTIOJIHUTEIHHOM BIACTH.

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

Cratps 55. [lopga0k po3HUYHON TOPTOBJIH JIEKAPCTBEHHBIMU TperapaTaMu

1. Po3HWYHAs TOPTOBIIA JIeKapCTBEHHBIMH TIpenapaTaMy B KOJIMYECTBAX, HEOOXOUMBIX JJISI BHITIOTHEHHS
BpaueOHBIX ((epAIIepCKIX ) Ha3HAUYEHHI WIIM Ha3HAYEHHH CTICIMAIMCTOB B 00J1aCTH BeTepUHAPHH,
OCYILECTBIISIETCS AITEYHBIMHU OPTaHNU3ALUsIMU, BETEPUHAPHBIMH alITEUHBIMHU OPraHU3aLMAMHY,
WHIMBUAYaTbHBIMH NPEANPUHAMATEISIMU, MMEIOIIMMH JIMLIEH3UI0 Ha ()apMalleBTUUECKYIO JeSITENbHOCTD,
MEIUIUHCKUMH OPraHn3alsIM{, UMEIOIIMMH JIMIIEH3UIO Ha (apMalleBTUUECKYIO AESTeIbHOCTD, U UX
000CO0IEHHBIMU TIOIPA3/IEIeHUSIMH (aMOyIaTOPHSIMHE, (ENbIIIEPCKUMU ¥ (DeITbAIIePCKO-aKyIIePCKUMHA
MYHKTaMH, IIEHTpaMH (OTAEJICHUsIMH) 001Iei BpaueOHOU (CeMEHOI) MPaKTHKH), PACTIOI0KEHHBIMU B
CEJIbCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeUHbIE OPTaHU3aIiH, H BETCPHHAPHBIMH
OpraHu3aIysIMHU, UMEIOIIUMH JIMIIEH3UIO Ha apManeBTHYECKYIO JIeATeIbHOCTh. Pa3pelieHa po3HuyHast
TOProOBJIS TOJBKO JIEKAPCTBEHHBIMU IIpeNapaTaMy, 3aperucTpupoBaHHbIMU B Poccuiickoit denepanuu
WM U3TOTOBJICHHBIMH alITEYHBIMU OPTaHU3alKsIMH, BETEPUHAPHBIMU allTEeYHBIMU OPTraHU3aLUsIMH,
WMHIMBUYaJIbHBIMH NPEANPHUHAMATEISIMI, HIMEIOLIMMHU JTHLIEH3UIO Ha (JapMalleBTUUECKYIO JeSITENbHOCTb.
Po3nnuHast TOprosiis JieKapCTBEHHBIMU NpENapaTaMy OCYILIECTBISETCS IO paBUiaM HaaJleKarei
anTEeYHOH MPAaKTUKH, YTBEP)KICHHBIM YIOJTHOMOYEHHBIM (peepalbHbIM OPraHOM UCTIOHUTEIBHON
BJIACTH.

(B pen. @enepanbHbIX 3ak0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

2. BI/I)IBI allTCYHBIX opraHH3aum71 U IIpaBuJia OTIIyCKa JICKAPpCTBCHHBIX MperapaToB JJIs1 MCAUIIUMHCKOI'O
MPUMCHCHUSA allITCYHBIMU OPraHu3allvusIMu, UHAUBUAYAJIbHBIMU MMPEANTPUHUMATCIISIMU, UMCHOIITUMU
JIMIICH3WUIO Ha (bapMaueBTqucxy}o ACATCIIBHOCTD, a4 TAKXKC ITpaBUJjIa OTIIYCKa JICKAPCTBCHHLIX ITPCIIAPaATOB
A4 MECAUIHUHCKOTO NPUMCHCHU A MCAUIIMHCKUMHA OpTraHU3aliuaAMu, UMCIOIIIUMHU JIMICH3UIO Ha
(bapMaL[CBTI/I‘-IeCKyIO JACATCIBHOCTD, U UX 000CO0JIEHHBIMH noapasacJICHUAMUA (aM6y.]'IaTOpI/I$IMI/I,



GbenpamepckuMu 1 GesbIIIepcKo-aKyIIepCKHUMH ITyHKTaMU, IEHTpaMu (OTeNICHUIMU ) 001ei
BpadueOHOM (CeMEIHOM) IPAKTHUKHN ), PACIIOIOKECHHBIMH B CEITLCKUX HACEIICHHBIX IMTYHKTAX, B KOTOPBIX
OTCYTCTBYIOT allTCUHbIC OPraHU3aI[UK, YTBEPKAAIOTCS YITOTHOMOYCHHBIM (eIepabHbIM OPraHOM
UCTIOJIHUTEIILHOHN BIIACTH.

(B pen. @enepanpHOro 3aKkoHa oT 25.11.2013 N 317-D3)

3. [IpaBuia oTIycka HAPKOTUYECKUX CPEACTB U TICUXOTPOITHBIX BEIIECCTB, 3aPECTUCTPUPOBAHHBIX B
KauyeCTBE JICKAPCTBEHHBIX MPENAapaTOB, JICKAPCTBESHHBIX MTPEMApPaTOB, COACPKANUX HAPKOTUICCKHE
CPEJICTBA ¥ TICUXOTPOIIHBIC BEIIECTBA, YTBEPIKIAIOTCS YITOJIHOMOYCHHBIM (DeiepaibHBIM OPraHOM
UCTIOJIHUTETIHLHOM BIIACTH MO COTJIACOBAHUIO C (e/iepabHbIM OPTaHOM HCITONTHUTEILHON BIIACTH,
YIIOJIHOMOYEHHBIM B chepe BHYTPCHHUX JeI.

(B pen. @enepanpHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlexapcTBEHHBIE MTpETapaThl Isl BETEPUHAPHOTO IPUMEHEHMS ITOAJIEKAT OTITYCKY BETEpUHAPHBIMU
anTeYHbIMU OPTaHU3ALNAMH, BETEpUHAPHBIMUA OPTaHHU3aLUAMHU, UHAUBUAYAIbHBIMH
npeANnpUHUMATEISIMH, IMEIOIIMMH JTUIEH3UI0 Ha (hapMalleBTHUECKYIO JedaTenbHoCTh. [IpaBuna otmycka
JIEKAPCTBEHHBIX NIPENApATOB AJI1 BETEPUHAPHOIO IPUMEHEHUS YTBEPKAAIOTCS YIIOJTHOMOYEHHBIM
(enepaabHBIM OPTaHOM HCIIOITHUTEIBHON BIACTH.

5. IlepeueHb MEIUIMHCKUX OPTaHU3ALNN, UIMEIOIINX JIMLEH3HIO Ha (papMaLeBTHYECKYIO AESTEIbHOCTD, 1
X 000COOJICHHBIX TIOJIpa3/IeNIeHnH (aMOyIaTopuid, GebaIIepcKuX 1 GelbIIepcKo-aKyIIepCKux
MYHKTOB, IICHTPOB (OTIeNeHni ) o0miel BpaueOHOH (ceMeitHOI) TPaKTHKH), pACIIOIOKEHHBIX B CEIbCKUX
HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIE OPraHU3aI|H, a TAKKe TepeucHb
JIEKapCTBEHHBIX MPENapaToB (32 UCKIIOYCHNEM HAPKOTHYECKHX JICKAPCTBEHHBIX MPETapaToB U
MICUXOTPOTHBIX JIEKAPCTBEHHBIX MPEMApaToB), MPO/IaXka KOTOPHIX MOJKET OCYIIECTBISTHCS YKa3aHHBIMU
OpraHu3alMsAMU U UX 000COOJIEHHBIMH MOAPA3ACICHUIMHE, YCTAaHABIMBAIOTCSI OPraHaMHt
WCTIOJTHUTENFHOU BIacTh cyObekToB Poccuiickoit deneparym.

(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AniTeyHble OpraHU3allii, HHANBUAYAIbHbIE TPEATPUHUMATENHN, UMEIOIINE JTUIICH3UIO Ha
(bapMaIeBTHYECKYIO JeSITeNbHOCTh, 00s13aHbl 00eCIIeunBaTh YTBEPKACHHBIN [IpaBuTenbcTBOM
Poccuiickoit depepanuu 1 GOpMHUPYEMBIIl B yCTAHOBIEHHOM MM MOPSIIKE MUHUMAJIbHBIN aCCOPTUMEHT
JIEKapCTBEHHBIX MIPENapaToB, HEOOXOAUMBIX JJIsl OKa3aHUsI MEAUITUHCKON TOMOIIIH.

(dacts 6 B pen. PeaepanbHoro 3akona ot 25.11.2013 N 317-03)

7. AniTedHble OpraHu3aluy, HHIUBUyaIbHbIE TPEANPHHAMATEIN, UIMEIOIINE JINLECH3HIO Ha
(apMaleBTHUECKYIO JESITEIbHOCTh, HApsAY C JIEKapCTBEHHBIMU MIpenapaTaMyu UMEIOT IPaBo
npuoOpeTaTh U MPOAaBaTh MEAUIIMHCKHIE U3ACTHsL, Ae3NHPHUIMPYIOIINE CPENICTBA, TIPEAMETHI M CPEACTBA
JIUYHOM TUTHUEHBI, TIOCY Ly JUTSI MEJUIIMHCKUX IIeJiel, MpeIMEeThl U CPEICTBA, IPeAHa3HauYEHHBIE IS
yXxo/a 3a 00JIbHBIMHU, HOBOPOXKACHHBIMH U AETbMH, HE JOCTUTIIIMH BO3pacTa TPeX JeT, OYKOBYIO ONTHKY
U CPEJICTBA yX0Jia 3a Hell, MUHEpaIbHbIE BOJIBI, POJAYKTHI JIEYEOHOTO, JIETCKOTO U IUETUIECKOTO
MUTaHUs, OMOJIOTUYECKU aKTUBHBIE 100aBKH, Map(ioMepHbIe 1 KOCMETHYECKHE CPEICTBA, MEAUIIMHCKHE
Y CAaHUTAPHO-TIPOCBETUTEINIbHBIE NT€YaTHBIE U3/IaHUs, IPeIHA3HaYeHHbIE I [TpOoNaralsl 3J0pOBOr0
o0pasa XU3HU.

(B pen. @enepanbubix 3aKoHOB 0T 27.07.2010 N 192-D3, o1 25.11.2013 N 317-03)

8. JlearenpbHOCTH anTe4yHbIX oprannzannii Boopyxennbsix Cun Poccuiickoii @enepanyu, Ipyrux BOWCK,
BOMHCKHUX (hOPMHUPOBaHUI U OPraHOB, B KOTOPBIX 3aKOHOAaTenbscTBOM Poccuiickoit deneparinu
HPEyCMOTPEHO MPOXO0XKICHNE BOSHHOM CITyKObI MM (esieparbHON Tocy1TapCTBEHHON CITYKOBbI,
CBA3aHHOM ¢ IPAaBOOXPAHUTENBHOM IEATENIBHOCTBIO, PETIIAMEHTHpYeTC HacToAuMM DeaepaibHbIM
3aKOHOM M YTBEP>KICHHBIMU COOTBETCTBYIOUIMMU (ellepalbHbIMU OpraHaMi UCIOJTHUTENFHON BIACTH
noJjoxeHussMI. KOHTpoIb 32 coOMI0IeHNEM YKa3aHHBIMH alTEYHBIMUA OPTaHU3aLUSIMH MTOJI0KCHUHT



Hacrosimero deiepaibHOrO 3aKOHA OCYIIECTBIISIETCS] COOTBETCTBYIONIMMH ()e/iepalbHbIMU OpraHaMu
UCTIOJIHUTEIILHOH BIIACTH.
(B pen. @enepanpHoOro 3akoHa ot 13.07.2015 N 262-D3)

Crates 56. 3roTtoBieHne U OTIYCK JEKapCTBEHHBIX MPENapaToB

1. M3roToBieHue JeKapCTBEHHBIX MPENapaToB alTeYHBIMU OpraHU3aluIMU, BETCPUHAPHBIMU alITCYHBIMU
OpraHU3alMsIMHU, UHIUBUTyAIbHBIMU TIPEINPUHUMATEISMH, UMCIOIIUMHU JTUICH3UIO HA
(hapMalneBTUUECKYIO JACSITeIHHOCTh, OCYIICCTBIISETCS 10 PEIENTaM Ha JICKAPCTBEHHBIC MIPeapaThl, 10
TpeOOBaHMAM MEIUIIMHCKUX OPTaHU3aIiil, BETEpUHAPHBIX OPTaHU3aINN B COOTBETCTBUY C MPaBIIIAMHU
M3TOTOBJICHHUS M OTIYCKa JIEKApCTBEHHBIX MIPETapaToB, YTBEPKIACHHBIMHI YIIOTHOMOYEHHBIM
(enepanbHBIM OpPraHOM UCTIOTHATENHHOHN BIIACTH.

2. Ilpu U3roTOBIEHUH JIEKAPCTBEHHBIX MPENapaTOB aTCYHBIMU OPTaHU3AINSIMU, BETCPUHAPHBIMU
AIlITCUYHBIMU OpraHru3aluiaMi, UHINBUAYAJIbHBIMU NPCANPUHUMATCIIAMA, UMCIOIIIUMU JIMLICH3UIO HA
(hapMalEeBTUYECKYIO JACSITeIHbHOCTh, UCIIOIB3YIOTCS (hapMaIleBTHUESCKHUE CYOCTAHIINH, BKITFOUCHHBIC
COOTBETCTBCHHO B FOCyI[apCTBeHHBIP'I peecTp JEKAPpCTBCHHBIX CPCACTB AJId MECAUITMHCKOTO IPUMCHCHUA U
TOCY/IapCTBEHHEBII peecTp JIEKapCTBEHHBIX CPECTB ISl BETEPHHAPHOTO IPUMEHEHHSI B yCTAHOBICHHOM
nopsiake. He gomyckaercs M3roToBIIeHNE aTeYHBIME OpTaHU3aIMsIMH, BETEPUHAPHBIMA allTeYHBIMA
OpTraHM3alsIMHA, THIWBUAIYATHHBIMU MPEATNPUHAMATEISIMHA, UMEIOIIAMH JIUIIEH3UIO Ha
(hapManeBTUIECKYIO A TeIHHOCTD, IEKAPCTBEHHBIX MPENapaTOB, 3apeTUCTPUPOBAHHBIX B Poccuiickoit
®denepauuu.

3. MapkupoBKa JIEKapCTBEHHBIX MIPENapaToB, U3TOTOBICHHBIX allTEYHBIMU OpPTaHU3aIUSIMH,
BETEPUHAPHBIMH alITEYHBIMU OpraHU3aUsIMH, UHANBUIYATbHBIMHU MPEATNPUHUMATENSIMU, TMEIOILIUMU
JMLEH3UIO Ha ()apMalleBTUUECKYIO ESITENbHOCTh, U 0QOPMIICHHE TAKHUX MIPETIAPATOB JOJIKHbI
COOTBETCTBOBAThH IIPAaBMJIaM, YKa3aHHBIM B 4acTH | HacTosweil ctaTbu.

4. AntedHble OpraHu3alyy, BETEpUHAPHBIE alITEUHBIC OPTraHNU3aLH, MHINBHIyaIbHbIC
mpeaArnpuHUMaTE I, UMCIOIIUC JIMIICH3UIO Ha @apMaHeBTI/I‘IeCKYIO ACATCIIBHOCTE, HECYT OTBECTCTBECHHOCTDH
3a HecoOJroIeHre TIPABUIT M3TOTOBJICHHSI U OTITYCKA JIEKAPCTBEHHBIX MIPETapaToOB B COOTBETCTBUH C
3aKO0HOJATENbCTBOM Poccuiickoit @enepanuu.

Cratps 57. 3anpenienne npoaaxu (hanbcupruupOBaHHBIX JIEKAPCTBEHHBIX CPEICTB,
He100pOKAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB

[Iponaxa danbcnuImpoBaHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX
CPEJIICTB, KOHTPAa(aKTHBIX JICKAPCTBEHHBIX CPEJICTB 3aIIPEIacTCsl.

Cratps 58. XpaHeHre JIeKapCTBEHHBIX CPEJICTB

1. XpaHeHune JeKapCTBEHHBIX CPEACTB OCYIIECTBISIETCS! POU3BOAUTENSIMH JIEKAPCTBEHHBIX CPEACTB,
OpraHu3alMsIMU ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH CPEACTBAMH, alITEYHBIMU OPTraHU3aLUsIMH,
BETEPUHAPHBIMH alITEYHBIMU OPTraHU3aLUsIMH, HHINBUIYAIbHBIMU PENPUHIMATENSIMH, UMEIOLIUMU
JMLEH3UI0 Ha (hapMalleBTUUECKYIO JAESTEeNbHOCTh WM JIMLIEH3UIO HA MEAULIUHCKYIO AEATENBHOCTD,
MEIUIMTHCKUMU OpTaHU3alMsIMU, BETEpUHAPHBIMHU OPraHU3aIMSIMU U UHBIMHA OpTaHU3aIHIMHU,
OCYIIECTBISIOMUME 00pallieHue JIEKapCTBEHHBIX CPEACTB. XpaHEHHE JIEKaPCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHECHHUS OPTraHU3alUsIMH U HHAUBUAYAILHBIMH MIPEIIPUHAMATEIISIME B CITyYasiX,
€CJIM OHH UCTIONB3YIOTCS UCKITIOUUTENBHO MTPH Pa3BeICHUH, BBIPAIIUBAHNH, COJICPKAHUU U JICUCHUH
JKUBOTHBIX, MOXKET OCYIIECTBIISITHCA O€3 MOMyUCHNUS JIMLCH3UU Ha (PapMalleBTHUYECKYIO JeSITENbHOCTb.
(B pen. @enepanbHOro 3akoHa ot 22.10.2014 N 313-D3)



2. [IpaBuna XxpaHEeHHUS JTEKapCTBEHHBIX CPEJICTB YTBEPIKIAIOTCS COOTBETCTBYIOIINM YITOTHOMOYEHHBIM
(benepaabHBIM OPTaHOM HCIOMHHUTEILHON BIIACTH.

3. XpaHeHne HAPKOTHUECKHX JIEKAPCTBECHHBIX CPENICTB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB,
panuodapManeBTHIECKUX JIEKapCTBEHHBIX CPEICTB OCYLIECTBIISIETCS] B COOTBETCTBUH C
3aKkoHOJaTeNnbCTBOM Pocculickoit @enepanun.

Cratbs 58.1. HpCI[MeTHO-KOJ’II/I‘leCTBeHHHﬁ YUCT JICKAPCTBCHHBIX CPEACTB JJIsI MECOAUILIMHCKOI'O
IMPUMCHCHUA

(BBenmeHa deaepaabHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. Ilepedens TeKapCTBEHHBIX CPEACTB IS MEIUITMHCKOTO TPUMEHEHHS, ITOUTISKAITIX ITPEAMETHO-
KOJIMYECTBCHHOMY YUYETY, YTBEPKIACTCS YIIOJTHOMOUYCHHBIM (peIepalIbHbIM OPTaHOM HCITOJTHUTEILHOM
BJIACTH.

2. HOpHI{OK BKJIIOUCHHA JICKAPCTBCHHBIX CPEACTB NI MCAUIIMHCKOI'O MPUMCHCHUS B ICPCUYCHDb
JIEKapCTBEHHBIX CPEJICTB U MEJUIIMHCKOTO IIPHMEHEHHS, IO UICHKAIINX ITPEAMETHO-KOTHIECTBEHHOMY
y4eTy, YCTaHaBIMBACTCS YIIOJIHOMOYEHHBIM (he/iepaTbHBIM OPraHOM HCIOIHUTEIFHOM BIACTH O
COTJIACOBaHMIO C (heiepabHBIM OPTaHOM HCIIOTHUATEIBHON BIACTH, YIOJIHOMOYEHHBIM B chepe
BHYTPECHHHX JIEJI.

(B pen. ®enepanbaoro 3akoHa ot 03.07.2016 N 305-D3)

3. [IpenMeTHO-KOMYECTBEHHBIN yUeT JIeKapCTBEHHBIX CPEACTB I MEAUIIMHCKOTO IPUMEHEHHUS BEAYT
IIPOU3BOUTENN JIEKAPCTBEHHBIX CPEJACTB, OPraHU3aLUHU ONITOBOM TOPTOBIIH JIEKAPCTBEHHBIMU
CpEeACTBaMHU, allTeYHbIE OPraHU3aluK, UHIUBULYAIbHbIE IPEAIPUHUMATENIN, UMEIOLIUE JIMLEH3UIO Ha
(apMaleBTHUECKYIO JESITEIbHOCTh MIIH JIMLEH3UIO HA MEJUIUHCKYIO AEATENIbHOCTD, U MEAULIMHCKHE
OpraHu3alMy, OCYIIECTBIISIONINE O0OpallleHHEe JIEKapCTBEHHBIX CPEICTB U MEIULMHCKOTO IPUMEHEHUS,
MyTeM PETUCTPALUH JIFOOBIX CBSI3aHHBIX C UX 00pallleHHEM OIepalfii, TPH KOTOPBIX U3MEHSIETCS UX
KOJINYECTBO U (MJIN) COCTOSIHUE, B CTICIATILHBIX JKypHaJlaX ydeTa onepaluii, CBI3aHHBIX ¢ O0palleHneM
JIEKapCTBEHHBIX CPEZACTB /I MEAUIIMHCKOTO IPUMEHEHHUS (J1ajiee - CrelhalbHbIE KypHAIbI).

4. IlpaBuiia perucTpaiiu onepaiuii, CBI3aHHBIX ¢ 00paIIeHrneM JIEKApCTBEHHBIX CPEICTB IS
MEIULIUHCKOIO IPUMEHEHUS], BKJIIOUEHHBIX B IIEPEUEHb JIEKAPCTBEHHBIX CPENICTB ISl MEIULIUHCKOTO
MPUMEHEHUS, OJISKAIUX MPEAMETHO-KOIMUYECTBEHHOMY YUETY, B CIIEUANbHBIX JKypHaJIax U MpaBuia
BEJICHVSI ¥ XPAHEHMSI CTIEIUAITFHBIX JKyPHAIOB YTBEPIKIAIOTCS YIIOTHOMOYEHHBIM (eiepabHbIM
OpPraHOM UCHOJIHUTEIBHON BIACTH.

5. KoHTpoib 32 co0II0/IeHHEM MPaByil PETUCTPAIIMN OIepaliid, CBI3aHHBIX C OOpalleHneM
JIEKApCTBEHHBIX CPEACTB JIJISI MEAUIIMHCKOTO IPUMEHEHHUS, BKJTFOUCHHBIX B IIEPEUCHB JICKAPCTBECHHBIX
CPEJICTB Il MEJIUIIMHCKOTO MPUMEHEHH, MOJIEXAIINX MPEIMETHO-KOJIUYECTBEHHOMY YUETY, B
CITENMATBHBIX )KYpPHAIAX, a TAKKE 32 COOJFOICHUEM MPABUJI BEACHUS M XPaHSHUS CIEITHATBHBIX
JKYpHAJIOB BO3JIaraeTcsi Ha YIOJHOMOUYEHHbBIE ()eZiepalbHbIe OpraHbl UCTIOJIHUTEEHOW BIACTH U OPTaHbI
WCTIOJTHUTENLHOU BIacTH CyObekToB Poccuiickoit Ddeaepaliuu, 0CyIeCTBISIONINE JIUIEH3UPOBaHNE
MIPOM3BOICTBA JICKAPCTBEHHBIX CPENICTB, (hapMaIleBTHUECKOM NeATEILHOCTH U MEUITHMHCKON
JIEATEIbHOCTH, U OCYLIECTBIISIETCS] B paMKaX JUIEH3UOHHOTO KOHTPOJIA.

I'maBa 11. YHUUTOXEHUE JIEKAPCTBEHHbBIX CPEJICTB
Cratps 59. OcHOBaHHS U TIOPSIIOK YHUYITOXKEHHS JIEKApPCTBEHHBIX CPENICTB
1. HenoOpokadecTBeHHBIE JIEKAPCTBEHHBIE CPENCTBA, (halbCH(PULIMPOBAHHBIC JIEKAPCTBEHHBIE CPEACTBA

IOJJICKAT U3BATUIO U3 06paH_[eHI/I}I 1 YHUUYTOXCHUIO B IIOPAAKE, YCTAHOBJIICHHOM HpaBI/ITCJ'ILCTBOM
Poccuiickoi qDCI[CpaLII/II/I. OcHoBaHHEM I YHUYTOXCHUS JICKAPCTBCHHBIX CPCACTB ABJIACTCA PCHICHUC



BJIaJIeIbIA JICKAPCTBEHHBIX CPEICTB, PEIICHHE COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (hefieparbHOro
opraHa MCTIOJHUTEIIFHON BIIACTH WITU PEIlICHHE CY/Ia.
(B pen. @enepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

2. KonrpadakTHble JeKapCTBEHHBIE CPEIICTBA MOJIEKAT U3BATHIO U3 OOPAILEHUS U YHUUTOXKECHUIO 110
pewmennto cyaa. Ilopsaok yHHuTOKeHHS KOHTPa(aKTHBIX JIEKapCTBEHHBIX CPEACTB YCTaHABIMBACTCS
IIpaButensctBoM Poccuiickoit denepanuu.

(B pen. @eaepanbpHOTo 3aKk0Ha OT 22.12.2014 N 429-D3)

3. Pacxompl, cBsi3aHHBIE C YHUUTOKEHHEM KOHTPa()aKTHBIX JIEKapCTBEHHBIX CPEJICTB,
HEeJ00pOKAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (hanbCH()UINPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEMIAFOTCS WX BIIAIETIBIIEM.

4. Bnanernern neKapcTBEHHBIX CPEACTB JOJDKCH NPEACTaBUTh B YIIOJTHOMOUYEHHBIH (heaepanbHbIil opran
HCIIOJIHUTEIILHOM BJIACTU JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBIEHHOM IOPSAKE €TI0 KOIUIO,
noATBepKAaroue (akT YHHUTOKEHUS JICKAPCTBECHHBIX CPEJICTB.

5. CoOoTBeTCTBYIOMUI YIIOTHOMOYEHHBIN (heepabHbIA OpraH UCIIOTHUTEIFHON BIACTH, IPUHSIBIIAN
peleHne 00 YHHITOXKEHHH JIGKaPCTBEHHBIX CPEICTB, OCYILECTBISIET KOHTPOJIb 33 UX YHUUTO)KEHUEM.

6. YHHUYTOKEHHUE JIEKapPCTBEHHBIX CPEICTB MPOU3BOANTCS OPTaHNU3ANNIMHA, IMEIOIIUMHU
COOTBETCTBYIOIIYIO JIUIIEH3UIO, Ha CIIEaIbHO 000PYIOBAHHBIX ILJIOMIAAKAX, TOJUTOHAX U B CIICIIHATBHO
000pyIOBaHHBIX MMOMEIIEHUSIX C COOJIIO/ICHUEM TPeOOBaHUN B 00JIACTH OXPaHbl OKPYKAIOILEH Cpebl B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccuiickoit deaepanuu.

7. HapkoTudeckue JIeKapCTBEHHBIE CPEACTBA, ICHXOTPOITHBIC JIEKapCTBEHHBIE CPEICTBA,
paarodapMaleBTHIECKHE JIEKApCTBEHHBIE CPEACTBA YHUUYTOXKAIOTCS B COOTBETCTBUH C
3aKOHOAaTeabCTBOM Poccuiickoit denepanuu.

I'maBa 12. TOCYIAPCTBEHHOE PET'YJIMPOBAHUE LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATBI 1JI51 MEJAULITMHCKOI'O ITPUMEHEHU A

Cratbs 60. ['ocynapcTBeHHOE peTryIMpOBaHUE IICH Ha JIEKAPCTBEHHBIC MPENapaThl I METUITTHCKOTO
MPUMEHEHUS

FOC}’I{apCTBCHHO@ PEryJInpoOBaHUC LICH HA JICKAPCTBECHHBIC IMMPCIapaThl A1 MECIUIUHCKOTO NPUMCEHCHU
OCYIICCTBIIACTCA MMOCPECACTBOM:

1) yrBepxxaenus IIpaButensctBoM Poccuiickoit deneparun nepedHs )KM3HEHHO HEOOXOTUMBIX H
B)KHEHIIINX JIEKAPCTBEHHBIX TPENAPATOB, KOTOPHIN CPOPMUPOBAH B YCTAHOBIIEHHOM MM TIOPSJIKE Ha
OCHOBE KOMIUIEKCHOW OLICHKH JIEKAPCTBEHHBIX IPENAPATOB, BKIKOYAs AHAJIN3 CBEICHUH O CPaBHUTEIBLHOMN
KIIMHAYECKOH 3 PEeKTUBHOCTH U 0€30IaCHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA, OLIEHKY SKOHOMHUYECKUX
MOCIIEACTBUN IPUMEHEHMSI JIEKAPCTBEHHOTO CPEJICTBA M N3YYEHUE TOTIOJTHUTEIBHBIX MOCIEACTBUN
[IPUMEHEHUS JICKaPCTBEHHOI'O CPELCTBA;

(. 1 B pen. dexnepansHoro 3akona ot 22.12.2014 N 429-03)

2) yTBEpXKJICHUSI METOIUKH YCTAHOBIICHHS TPOU3BOIUTENSMH JIEKAPCTBEHHBIX MPENapaToB MpeaeTbHBIX
OTITYCKHBIX II€H Ha JIEKAPCTBEHHBIC NIPENaparhl, BKIIOUYEHHEBIE B IepeueHb KHU3HEHHO HEOOXOJIMMBIX H
B)KHEHIIINX JIGKAPCTBEHHBIX TPETAPATOB, a TAKXKE BHEJAPSHUST MEXaHH3MOB (DOPMHUPOBAHUS CHCTEMBI
pehepeHTHBIX IICH;

(B pen. @enepanbpHOTo 3aKk0Ha OT 22.12.2014 N 429-D3)



3) rocyIapCTBEHHOM PETUCTPAIH YCTAHOBICHHBIX TIPOM3BOIUTEISIMHA JIEKAPCTBEHHBIX MTPETIapaToB
MIpEeIeNbHBIX OTITYCKHBIX IIEH Ha JIEKAPCTBEHHBIE MIPENapaThl, BKIIIOUEHHBIE B IIEPEUEHb )KIU3HEHHO
HEOOXOMMBIX W BAXKHEUIIINX JIEKAPCTBEHHBIX MPENapaToB;

4) BeqleHUs TOCY/IapCTBEHHOTO peecTpa MpeAelbHBIX OTIYCKHBIX IIeH TPON3BOANTENCH Ha
JICKaPCTBEHHBIC MTPEMapaTthl, BKIIOUECHHBIE B IIEPEUCHB )KU3HCHHO HEOOXOIUMBIX U BAXKHECHUIITUX
JIEKapCTBEHHBIX MPENapaToB;

5) yTBepKeHUS METOIMKH YCTAHOBIICHUSI OPraHAMU HCITOJIHUTEIILHOM BllacTH CyOBhekToB Poccuiickoi
®Denepanyn MpeaeTbHBIX Pa3MEPOB ONTOBBIX HAI0ABOK M MPEIEIBHBIX Pa3MEPOB POSHIUYHBIX HAJI0ABOK K
(haKTUYIECKIM OTITYCKHBIM I[eHaM, yCTaHOBICHHBIM MIPON3BOINUTEISMH JIEKAPCTBEHHBIX MIPETIapaToB, Ha
JIEeKapCTBEHHBIE MTPETapaThl, BKIIIOUYEHHBIE B IIEPEUeHb )KU3HEHHO HEOOXOTUMBIX U BAXKHEHUIITHX
JIEKapCTBEHHBIX TPENapaTos;

6) yCTaHOBIICHHS TPECIbHBIX Pa3MEPOB ONTOBBIX HaJ0ABOK M MpPEAETIbHBIX pa3MePOB POZHUYHBIX
Ha/10aBOK K (paKTHYECKUM OTIIYCKHBIM II€HAM, yCTAaHOBJICHHBIM MPOU3BOIUTEIISIMU JICKAPCTBEHHBIX
npenapaToB, Ha JIEKaPCTBEHHBIC TIpeNaparhl, BKIIOUYECHHBIE B IepeueHb )KU3HEHHO HEOOXOUMBIX U
BaXHEHMIIINX JIEKapCTBEHHBIX NTPETIAPATOB;

7) yTBEp>KACHHS HOPSIAKA BBIAAYM IPEANMCAaHUN OpraHaM HCIIOJHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoii @eaepannu o NIpUBEIECHUN B COOTBETCTBHE € 3aKOHOaTeNbcTBOM Pocculickoit @enepanuu
peleHnii 00 yCTaHOBJICHUH MTPEelIbHBIX Pa3MEPOB ONTOBBIX HAA0aBOK U MPEJIEIbHBIX Pa3MepoB
PO3HUYHBIX HaI[6aBOK K q)aKTI/I‘IeCKI/IM OTITYCKHBIM IICHAM, YCTAHOBJICHHBIM ITPOU3BOJAUTCIIAMHA
JICKApPCTBCHHBIX MPETIapaTOB, HAa JICKAPCTBCHHLIC MPCIIapaThl, BKIIIOYCHHBIC B ICPCUYCHDb ) KU3HCHHO
HGO6XO[II/IMI>IX M BayKHEUIIINX JICKApCTBCHHBIX MNPpEIIapaToB, CCJIM OHU IMPUHATHI C HAPYHICHUEM
3aKkoHonarenbcTBa Poccuiickoilt denepaunu, B nopsake, ycraHoBieHHOM IIpaButensctBoM Poccuiickoit
®denepanny;

8) HampaBJIeHUS YIOJIHOMOYEHHBIM (pefiepaibHbIM OPraHOM HCIOJTHUTENBHOM BIACTH OpraHaM
WCIIOJIHUTENLHOM BitacTu cyOhekToB Poccuiickoit depepaliuy mpeanucanuid 0 MpUBEICHUHN B
COOTBETCTBHE C 3aKOHOATENBCTBOM Pocculickoii @enepanny NPUHATBHIX C HAPYIICHHEM
3akoHOzAaTeNbcTBa Poccuiickoit denepaun pemeHnii 06 yCTaHOBICHUH NPEACTbHBIX pa3MEPOB ONTOBBIX
Ha/10aBOK U MpeeNbHBIX Pa3MEPOB PO3HUYHBIX HAJ0aBOK K II€HAM Ha JIEKapCTBEHHBIE MPETapaThl,
BKJIIOUEHHBIE B MIEPEUYEHb )KU3HEHHO HEOOXOIUMBIX U BKHEUIINX JIEKAPCTBEHHBIX IPENapaToB;

9) ocymiectienus (eneparbHOro rocy1apcTBEHHOro Has30pa B chepe oOpalieHust JeKapCTBEHHBIX
CPEJICTB ¥ PETHOHAIILHOTO TOCYJapCTBEHHOIO KOHTPOJIS 32 IPUMEHEHUEM LIEH Ha JIEKapCTBEHHBIC
npenapaTsl COOTBETCTBEHHO YIIOJIHOMOYEHHBIMHE (heiepabHBIMA OPTaHAMH MCTIOTHUTEIBHON BIACTH U
opraHaMy UCTIOJHUTEIHFHOU BJIACTH CyOBeKTOB Poccuiickoit demepariiil COrIacHO MX KOMITETEHIIUN B
nopsizike, ycraHoieHHoM IIpaButensctBoM Pocculickoit ®denepanuu;

(1. 9 B pex. @enepanpHOro 3aKk0Ha OT 25.06.2012 N 93-03)

10) mpumMeHeHHS MTPeTyCMOTPEHHBIX 3aKOHOAATENhCTBOM Poccuiickoii Denepanny Mep OTBETCTBEHHOCTH
3a HapyIIeHHUE TIopsIKa [IEHO00pa30BaHus Ha )KU3HEHHO HEOOXOIMMBIC U BAXKHEHIIIHE JIeKapCTBEHHBIE
npenaparsl.

Cratbs 61. ['ocynapcTBeHHAs! peTUCTPANAs YCTaHABIMBAEMBIX ITPOU3BOAUTEIISIMHU JICKAPCTBEHHBIX
mpernapaToB NPCACIIbHBIX OTITYCKHBIX IIE€H Ha JICKAPCTBECHHBIC IIPEIIapaThbl, BKIIFOUCHHBIC B IICPCUCHDb
JKN3HCHHO HeO6XOlII/IMBIX 7 BaXKHEUIIINX JICKapCTBCHHLBIX ITPEIIapaToOB

(B pen. @enepanbaoro 3akoHa ot 08.03.2015 N 34-03)

1. YcranaBnuBaeMele MMPOU3BOAUTCIIAMU JICKAPCTBCHHLIX IMPCIIAPATOB NPCACIbHBIC OTITYCKHBIC LICHBI HA
JICKAPCTBCHHBIC MPCTIapaThl, BKIIFOUCHHBIC B IICPCUCHD JKU3HCHHO HCO6XO,[[I/IMLIX M BaXKHEUIITUX



JIEKapCTBEHHBIX MPENapaToB, MOJIIEKAT TOCYAaPCTBEHHOM PETHCTPALUN B TIOPSIIKE, yCTAHOBIEHHOM
IIpaButensctBOoM Poccuiickoit denepainu.
(gacth 1 B pen. @enepanpHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBanm# momaHHOTO A0 1 OKTAOPS KaXKIOTo rojia 3asBICHHS TPOU3BOAUTENS JIEKaPCTBEHHBIX
npenapaToB, BKIIOYCHHBIX B TIepeueHb )KU3HEHHO HEOOXOJUMBIX M BaKHEHIIINX JIEKapCTBEHHBIX
npenapaToB, 3aperCTPUPOBAaHHAS NpeAebHAsl OTIYCKHAs LieHa Ha JISKApCTBEHHBIN MpenapaTt MOXeT
OBITH IIEpeperucTpUpoOBaHa OJUH pa3 B KaJIeHAAPHOM IOy B MOPSAKE, yCcTaHOBIEHHOM [IpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

(gacthb 2 B pen. @enepanpHoro 3akoHa ot 08.03.2015 N 34-03)

2.1-2.2. Yrparunu cuiny ¢ 1 uronst 2015 rona. - deaepanbhblii 3akoH oT 08.03.2015 N 34-03.

3. Pacuer nmpenenbHbIX OTIYCKHBIX LI€H, YKa3aHHBIX B 4acTAX | u 2 HacTosIIel cTaTby, IPH UX
rOCY/apCTBEHHOMN PErucTpaliy WK IepeperucTpalii OCyIIECTBISAETCS B COOTBETCTBUM C METOAUKOM,
yrBepkaeHHOH [IpaButenscTBoM Pocculickoit denepanuu U y4UTHIBAIOIIECH, B YACTHOCTHU:

1) cobmonenue 6anaHca HHTEPECOB MOTPEOUTENEH IEKApCTBEHHBIX MPENapaToB, BKIIOUCHHBIX B
nepeveHb JKU3HEHHO HEOOXOJUMBIX M BKHEHIINX JIEKapCTBEHHBIX MPENapaToB, U MPOU3BOAUTENCH
JIEKapCTBEHHBIX MIPENapaToOB, BKIIOYCHHBIX B IEPEUEHb KU3HEHHO HEOOXOMMBIX M BaXKHEHILINX
JIEKapCTBEHHBIX MPENapaTos;

2) (hakTHYECKYIO OTITYCKHYIO IIEHY Ha JIEKapCTBEHHBIE penapathl B Poccutickoit deneparum, 1eHy
BBO3a JIEKApCTBEHHBIX NpenapaToB B Poccuiickyto denepannio, a TakKe LEHbl Ha aHAJIOTMYHbIE
JISKapPCTBEHHBIC MTpeapaTthl, HaXoAsImuecs B oopaiiennu B Poccutickoit @eneparuu;

3) 3aTpaThl MPOU3BOIUTENS JIEKAPCTBEHHOT'O TIpeTapara Ha MPOU3BOACTBO U peaTU3aIIHI0
JIEKapCTBEHHOTO TIperapaTta;

4) 1eHy Ha JIeKapCTBEHHBIN IperapaT HHOCTPAHHOTO TPOM3BOJICTBA, €T0 IIEHY B CTPaHE MPOM3BOANTEIS U
B CTpaHax, B KOTOPBIX MPENapaT 3aperucTPUPOBaH U (WIIH) B KOTOPBIE MOCTABISIETCS MHOCTPAHHBIM
HPOU3BOIUTEINIEM.

(dacts 3 B pen. @eaepanpHoro 3akona ot 08.03.2015 N 34-D3)

4. He nomyckaroTcst peau3aius U OTITYCK JIEKapCTBEHHBIX MIPETapaToB, BKIIOYEHHBIX B IEpEUYEHb
YKM3HEHHO HEOOXOIMMBIX U BAKHEHILNX JIEKAPCTBEHHBIX MPETapaToB, HA KOTOPBIE MPONU3BOIUTEISIMH
JIEKapCTBEHHBIX TPETapaToB HE 3apEerHCTPUPOBaHA IIPe/eIbHAs OTITYCKHAS [IEHA, peau3anus U OTITyCK
NPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX ITPENapaToB IO IIeHaM, IPEBBIIAONINM 3aperUCTPUPOBAHHbIC
npe/ieNIbHbIe OTIYCKHBIE IIeHBI Ha JICKAPCTBEHHBIE TIPENapaThl.

(aactb 4 BBenieHa DenepanbHbIM 3ak0HOM OT 08.03.2015 N 34-D3; B pen. denepaibHOroO 3aKOHA OT
03.07.2016 N 350-®3)

5. OCoOEHHOCTH rOCyAapCTBEHHOTO PETrYJIMPOBAHUS IPEIC/IbHBIX OTIYCKHBIX IIEH Ha JICKapCTBEHHBIC
Mperaparhl, BKIIOUEHHBIE B TIEPEYCHD )KHU3HEHHO HEOOXOIUMBIX M BAXKHEHUIITUX JIEKapCTBEHHBIX
MperaparoB, B 3aBUCUMOCTH OT 3KOHOMHYECKUX U (MITH) COIIMATLHBIX KPUTEPUEB (M3MEHEHNUE YCIOBHIA,
MOPSIKA M CTOMMOCTH ITPOU3BOICTBA JICKAPCTBEHHBIX MTPEIapaToB, UCIIOIB30BaHNE HOBBIX (hOpM,
METOJIOB U CITOCOOOB TOCYAapCTBEHHOTI'O PETYITUPOBAHHS [IEH Ha JIEKapCTBEHHBIC TPENapaThl, B TOM
YHCJIe Ha OCHOBE MeXaHM3Ma peepeHTHOro eHOo00pa30BaHus, N3MEHEHHH MOPSAKA OKa3aHUS
METUITHHCKON TTOMOIITH, ¥ MHBIE N3MEHEHHs) ycTaHaBIuBaroTcs [IpaButensctBoM Poccuiickoit
®denepanuu.

(dacts 5 BBeneHa PenepanbubiM 3akoHOM OT 08.03.2015 N 34-03)

Cratps 62. ['ocynapcTBEHHBIN peecTp NPEeAETbHBIX OTIYCKHBIX IIEH TPOM3BOANTENEH Ha JIEKAPCTBEHHBIE
npenapaTsl, BKIIOUEHHBIE B IEPEYEHb )KU3HEHHO HEOOXOIUMBIX U BaXKHEUIINX JEKapCTBEHHBIX
npenapaToB



1. 3apeructpupoBaHHbIe IPeeIbHBIE OTIYCKHBIE IIEHBI Ha JIEKAPCTBEHHBIE MPETapaTsl, BKIIOYEHHBIC B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX U BAXKHEHIIIHNX JIEKAPCTBEHHBIX MPENapaToB, MOAJIEKAT BKIIOYSHUIO
B TOCYJIAPCTBEHHBIH PEECTp MPeNeIbHBIX OTITYCKHBIX IIEH MPOU3BOINTENEH Ha JIEKAPCTBEHHBIE
TIperaparhl, BKIIIOUYEHHBIE B TIEPEUYCHD )KIU3HEHHO HEOOXOIUMBIX F BAKHEHIITUX JIeKapCTBEHHBIX
MIpenaparos.

2. l'ocymapcTBeHHBINM peecTp MPeeIbHBIX OTITYCKHBIX IICH POU3BOIUTENCH Ha JICKAPCTBCHHBIC
Mperaparhl, BKIIOUECHHBIC B TIEPEUYCHB )KU3HCHHO HEOOXOIUMBIX M BAKHEHIITUX JICKAPCTBEHHBIX
MIPeTapaToB, COACPKUT B cede CIEeTYIONIyI0 HH()OPMAIIHIO:

1) HauMeHOBaHKE AeprKaTes sl WIK BIaelbla PErUCTPALIOHHOIO YA0CTOBEPEHHUS JIEKAPCTBEHHOTO
npenapaTa, HAMMEHOBaHHUE IIPOU3BOANTEIIS JIEKAPCTBEHHOTO MIPenapaTa, MECTO HaXOXKICHUS
MIPOM3BOACTBEHHBIX IUIOIAA0K, YYACTBYIOLIUX B IIPOLIECCE MPOM3BOACTBA JIEKApCTBEHHOIO IIpernapara, ¢
yKa3aHMEM CTaJMHU IpoLecca IPOU3BOICTBA;

(. 1 B pen. ®enepansHoro 3akoHa ot 22.12.2014 N 429-D3)

2) HaMEHOBaHHUE JIEKapCTBEHHOTO Mpenapara (MeX/IyHapoaHOE HeaTeHTOBAaHHOE, HITH
TPYNIAPOBOYHOE, WIIM XUMHUYECKOE U TOPrOBOE HANMEHOBAHH);
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMEep PerucTPanMoOHHOTO yJOCTOBEPEHUS JIEKApCTBEHHOTO MIPENapaTa;

4) nexapcTBeHHas (popma ¢ yka3aHHEM JI03UPOBKH JEKapCTBEHHOT'O MperapaTa U ero KoJIM4ecTBa BO
BTOPUYHOH (MOTPEOUTENBCKOM) YIIAaKOBKE, & TAK)KE KOMIUIEKTHOCTE;
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas peJenbHas OTIIyCKHAs IIeHa B PyOJIsiX;

6) 1ata ¥ HOMEp NpHKa3a YIOJIHOMOUEHHOTO ()eZepalbHOTO OpraHa UCIOJHUTEILHON BJIACTH O
roCyJIapCTBEHHOM pEerucTpalui, nepeperucTpalyu NpeaeabHON OTHYCKHON 1IEHbI Ha JIEKapCTBEHHBIN
mpernapar, BKIIOYCHHBIH B IEPeUEHb )KU3HEHHO HEOOXO0MMBIX U BYKHEUIITHX JICKAPCTBEHHBIX
Mpernaparos;

(. 6 B pen. @enepanbHOro 3akoHa oT 22.12.2014 N 429-D3)

7) IWTPUXOBOH KOJI, HAHECEHHBIH Ha BTOPUYHYIO (MIOTPEOUTENBCKYIO) YIIAKOBKY JIE€KapCTBEHHOI'O
npenapara;
(. 7 BBenen denepanbHBIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) Koz JIeKapCTBEHHOTO TIpernapara 1o aHaTOMO-TepaneBTHIECKO-XUMHIECKOH Kitaccu(rKanuny,
pekomMeHJ0BaHHOM BceMupHo# opranuzaiiven 3paBooXpaHeHusl.
(1. 8 BBenen dexpepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. l'ocynapcTBeHHAs perucTpanus IpeaeabHbIX OTIYCKHBIX LIEH Ha JIEKaPCTBEHHBIE MPENaparsl,
BKIIFOUCHHBIE B IIEPEUYCHB )KHU3HEHHO HEOOXOIUMBIX M BXKHEHUIITNX JICKAPCTBEHHBIX MTPETapaToB, BEICHUE
TOCYIapCTBEHHOI'O peecTpa MpeAesbHBIX OTITYCKHBIX LIEH TPOU3BOJIUTENICH HA JIEKAPCTBEHHbIE
Mpenaparthl, BKIIOYECHHBIC B IEPEICHD JKU3HEHHO HEOOXOIMMBIX M BAXKHEHUIITUX JIEKAPCTBEHHBIX
MpernapaToB, OCYIIECTBISAIOTCS B opsiake, yctaHoBIeHHOM [IpaBuTtenscTBoM Poccuiickoi @enepanuu.

Cratps 63. YcTaHOBICHHE OpraHaMy HCIIOJTHUTENLHOM BiacTu cyobekToB Poccuiickoit deneparun
npeaeNbHBIX Pa3MEPOB ONTOBBIX HAI0ABOK U MPEeNbHBIX Pa3MEPOB POSHUYHBIX HaJJ0aBOK K
(aKTHYECKUM OTITYCKHBIM IIEHAM, yCTaHOBJIEHHBIM MPOU3BOIUTEISIMH JIEKAPCTBEHHBIX IpenapaToB, Ha
JIEKapCTBEHHBIE MTPENapaThl sl MEAUIIMHCKOTO IPUMEHEHUS



1. Opransl UCTIOJIHATEITLHOM BIIACTH CyOBEeKTOB Poccuiickoit deneparinu ycTaHaBIUBAIOT MPEACITHHEBIC
pa3Mepsl ONTOBBIX HAA0ABOK M MpeAeIbHBIE pa3Mephl PO3HUYHBIX HAT0aBOK K (PaKTHIECKAM OTITYCKHBIM
LIEHaM, YCTaHOBJICHHBIM MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPENApaTOB, HA JIEKAPCTBEHHBIE MpeNapaThl,
BKJTFOUCHHBIE B TIEPEUCHb KU3HCHHO HEOOXOIUMBIX U BaKHEHIIINX JICKaPCTBEHHBIX MPEIIapaToB, B
COOTBETCTBHUU C YTBEPKACHHOM B NOpsiAKe, ycTaHOBIEHHOM [IpaButensctBoM Poccuiickon @enepannu,
METOJIUKOM YCTaHOBJICHUSI OPTaHaMU MCIIOJIHUTEIIBHOM BiacT cyObekToB Poccuiickoi denepanuu
MPEJICTbHBIX Pa3MEPOB ONTOBBIX HaI0ABOK U MPEIEIBHBIX Pa3MEPOB PO3HUYHBIX HAJI0ABOK K
(haKTUYECKUM OTITYCKHBIM I[CHaM, YCTaHOBJICHHBIM MIPOU3BOIUTENISIMH JICKAPCTBEHHBIX [TPEIIapaToB, Ha
JIeKapCTBEHHBIE TIpeIapaThl, BKIOUCHHBIC B TIEPEUCHB )KH3HEHHO HEOOXOAMMBIX M BAXKHEHIIIHX
JIEKapCTBEHHBIX MpenapaToB. [IpoeKkTsl pemeHnii opraHoB UCTIOTHATEIHHON BIACTH CYOBEKTOB
Poccwuiickoit @enepannu 00 yCTAaHOBICHUH U (MITH) U3MEHEHHUH MIPEIEITbHBIX Pa3MEPOB OMTOBBIX
HaA0aBOK M MPeAeTbHBIX Pa3MEPOB PO3HUIHBIX HAI0AaBOK K (PAKTUYECKUM OTITyCKHBIM IICHAM,
YCTaHOBJICHHBIM ITPOU3BOIUTEIISIMU JICKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIC MTpenapathbl,
BKJIFOUCHHBIC B MIEPEUYCHb )KU3HCHHO HEOOXOIUMBIX M BaXKHEHIITUX JICKAPCTBESHHBIX MTPEIapaToB,
MOJIJICKAT COTJIACOBAHUIO C (PeIepaIbHBIM OPI'aHOM MCIIOJHUTEILHOM BIACTH, YITOJTHOMOYCHHBIM
OCYIIECTBJISATH MPABOBOE PErYIMPOBAHKE B c)epe TOCYIapCTBEHHOTO PEryIUpOBaHus 1IeH (TapudoB) Ha
TOBapHI (YCIyTH), B IopsAKe, ycraHoBieHHOM [IpaButensctBoM Poccuntickoit deneparum.

(B pen. ®enepanpHoro 3akoHa ot 13.07.2015 N 241-03)

2. OprasHu3anuy oNTOBOM TOPrOBIH U (MJIM) aTeuHblEe OpraHU3aluy, UHIUBUyalbHbIE
NpeANpUHAMATENH, IMEIOIINE JINIICH3HIO Ha (apMaleBTUYECKYIO IS TeIbHOCTD, OCYIIECTBIISIOT
pcajim3alnio JICKApCTBCHHBIX IPCIIapaToOB, BKIIFOYCHHBIX B IIEPECUCHDL )KU3HCHHO HGO6XOI[I/IMI)IX u
BKHEHIINX JIEKAPCTBEHHBIX IIPENAPATOB, 110 LIEHAM, YPOBEHb KOTOPBIX HE IPEBBILIAET CYMMY
(akTHUECKOH OTITYCKHOH 1I€HBI, YCTAHOBJICHHOW MPOM3BOAMUTENIEM JIEKAPCTBEHHBIX MIPETIAPATOB U HE
MIPEBBITIAOIIEH 3apEeTrUCTPUPOBAHHON MPEAETHFHON OTITYCKHOH IIEHBI, U pa3Mep ONTOBOH Ha/I0aBKU U
(unn) pazMep po3HUUHON Ha0aBKHY, HE IPEBBIIIAIONINE COOTBETCTBEHHO pa3Mepa MpeiesIbHONH ONTOBOH
Haz0aBKH U (WJIM) pa3Mmepa MpeaesibHONH pO3HUYHOM Han0aBKH, yCTaHOBIEHHBIX B cyOobekTe Poccuiickoit
®depnepanuu.

3. Opransl HCTIOJTHUTEIHHOM BIIacTH cyObekToB Poccuiickoit @enepannu pasmemaior B cetu "MuTepHet"
WM ONTyOJIMKOBBIBAIOT HH(POPMAIIUIO O 3apETUCTPUPOBAHHON TIPEICITBHOM OTITYCKHOMW IICHE Ha
JIEKapCTBEHHBIE TIPETapaThl, BKIIOUCHHBIC B IIEPEUSHD )KU3HEHHO HEOOXOAMMBIX M BRXKHEHIITNX
JIeKapCTBEHHBIX IIpenapaToB, 00 ycTaHOBJIEHHBIX B cyObekTe Poccuiickoii dexepaunu pazmepe
npeaenbHO ONTOBOM Hafg0aBKu U (MJIM) pa3Mepe IpeieNbHON PO3HUYHON Hag0aBKU K YCTaHOBJICHHBIM
NPOU3BOAUTENSAMH JIEKAPCTBEHHBIX NTPENAapaTOB (PaKTHUECKUM OTITYCKHBIM LICHAM Ha JIEKapCTBCHHBIE
npenapaTsl, BKIIOUYEHHBIE B IEPEYEHb )KU3HEHHO HEOOXOIUMBIX U BAXKHEHUIINX JIEKapCTBEHHBIX
npenapaToB, U 00 YKa3aHHOH B 4acTH 2 HacTosIel ctatbu cymme. MadopMmanus, npexycMoTpeHHas
HAaCTOSIIIEN YaCThIO, JOJDKHA Pa3MEIaThCs TAK)KE B alITEYHBIX OPraHU3alUsAX B JTIOCTYITHOM JJIs CBEJIEHUS
BCEX 3aMHTEPECOBAaHHBIX JIUI POpME M OOHOBIIATHCS TI0 MEpe €€ OMyOIMKOBaHHUSL.

4. IlpunsaTele ¢ HapylIEHHEM 3aKOHOIaTeNbCTBa Poccuiickoit denepanuu perieHus OpranoB
WCTIOJTHUTENLHOU BIacTh cyobekTa Poccuiickoli deneparum 00 yCTAaHOBICHUN NPEJISIIEHBIX pa3MepOB
OTITOBBIX HAJI0ABOK M MPEJIEIIbHBIX pa3MEePOB POSHUYHBIX HAJ0ABOK K 3apETUCTPUPOBAHHBIM ITPEIEITHbHBIM
OTITYCKHBIM I[€HaM Ha JICKAPCTBEHHBIC MPENapaThl, BKIFOYCHHBIC B TIEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BKHEUIITUX JICKAPCTBEHHBIX MIPETIAPaTOB, TOICKAT OTMEHE B CYZACOHOM ITOPSIZIKE.



T'masa 13. MOHUTOPUHI" 5OPEKTHUBHOCTHU U BE3OITACHOCTU
JJEKAPCTBEHHBIX ITPEITAPATOB, HAXOOSIINXCA B OBPAIIIEHNN
B POCCUNCKOU ®EJIEPALINN
(B pen. ®enepanpHOro 3aK0Ha OT 22.12.2014 N 429-D3)

Cratbs 64. dapmakoHaa30p
(B pen. @expepanbpHOro 3akoHa 0T 22.12.2014 N 429-D3)

1. JlekapcTBeHHBIE TIpeTIapaThl, HaXoamuecs B oopamennn B Poccutickoit denepaltuu, moiexar
MOHHUTOPHUHTY 3(PPEKTUBHOCTH U OE30ITACHOCTH B IIEIISAX BBISBICHHUS BOZMOKHBIX HETaTUBHBIX
MOCIIEAACTBAN X IPUMEHEHVSI, MHANBHUTyaJIbHOW HEMIEPEHOCHMOCTH, PEAYIPEKACHAT MEAUITHHCKAX
pabOTHHUKOB, BETEPUHAPHBIX CHEIHATNCTOB, TAIIMEHTOB WIIA BIAaICIbIIEB )KUBOTHBIX U UX 3aIIUTHI OT
MIPUMEHEHUS TAKUX JICKAPCTBEHHBIX MPENapaToB.

2. ®apmakoHa[30p OCYIIECTBIISIETCS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pefiepanbHbIM OpraHoM
WCTIOJIHUTETILHOM BJIACTH B yCTAHOBJICHHOM MM TOPSIZIKE TIyTEM aHaji3a MpeoCcTaBIsieMoil cyObeKTaMu
oOpalieHus JIeKapCTBEHHBIX CPEACTB HHPOPMALMK O TOOOYHBIX AEHCTBUAX, HEXKENATEIbHbBIX PEaKIHIX,
CEPbE3HBIX HEXKEIATENBHBIX PEAKIUAX, HEMPEABUIACHHBIX HEXKEIATENBHBIX PEAKIUAX IPH IPUMEHEHUN
JIEKapCTBEHHBIX MIPENapaToB, 00 HHANBUAYAJIHHON HENEPEHOCUMOCTH, OTCYTCTBHH 3 (GEKTUBHOCTH
JIEKapCTBEHHBIX IIPENapaToB, a TaKKe 00 NHBIX (aKkTax U 00CTOATEIBCTBAX, IPEACTABISIOIINX YTPO3Y
JKU3HH WK 3T0POBBIO YelloBeKa JIM0O0 )KUBOTHOTO TIPH IPUMEHEHUH JICKAPCTBEHHBIX MIPETIapaToB U
BBISIBIICHHBIX Ha BCEX 3Tarax oOpaleHus JIEKapCTBEHHBIX npenapatoB B Poccuiickoit epepanuu u
JIpPYrux rocyJapcTBax.

3. CyObekThl 00palieHus! JEKapCTBEHHBIX CPEICTB B MOPAIKE, YCTAHOBICHHOM YIOJIHOMOYEHHBIM
(enepaabHBIM OPraHOM HCIOJIHUTENILHON BIIACTH, 00sI3aHBI COOOIATH B YIOJTHOMOYEHHBIH
(benepanbHBIA OPraH UCHOJIHUTEIBHOM BIIACTH O TOOOUHBIX JEHCTBUSX, HEXKEIATEIbHBIX PEaKIUIX,
CEPbE3HBIX HEXKENATENBHBIX PEAKIUAX, HENPEABUICHHBIX HEXKENIATEIBHBIX PEAKIUAX IPU IPUMEHEHUN
JIEKapCTBEHHBIX MPENapaToB, 00 MHAWBUAYAIbHON HENEPEHOCHMOCTH, OTCYTCTBHH 3PPEKTUBHOCTH
JIEKApCTBEHHBIX MIPENapaToB, a TaKKe 00 HHBIX (aKTax v 00CTOSATENHCTBAX, TIPEICTABISIONINX YTPO3Y
’KU3HU WK 37I0POBBIO YEJIOBEKA JIMOO KUBOTHOTO MPH MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB U
BBISIBJICHHBIX Ha BCEX 3Tamax oOpaleHus JeKapcTBEHHBIX MpemnaparoB B Poccuiickoit @enepannu u
JIPYTHX FOCYAApCTBAaXx.

4. JlepxaTeny Wi BIaJeNblbl pETUCTPAlMOHHBIX YOCTOBEPEHUH JIEKAPCTBEHHBIX MPENaparos,
IOPUIMYECKHE JINIIA, HA UMsI KOTOPBIX BBIIAHBI pa3pEIICHUs HAa IPOBEICHNE KIIMHUUECKNUX HCCIEJOBAaHUN
B Poccwuiickoit @eneparum, MO0 YHIOITHOMOYEHHBIE MU JPYrUe IOPUINICCKUE JIUIA B paMKax
obecrniedeHus: 6€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSAIKE, YCTAHOBICHHOM COOTBETCTBYIOIINM
YIOJIHOMOYEHHBIM (heiepaTbHBIM OpPraHOM HCTIOHUTEIBHOMN BIIACTH, 00S3aHBI OCYIIECTBISATE IIPUEM,
yueT, 00paboTKy, aHaIM3 U XpaHEHHEe IOCTYIAIOIUX B UX aJpec OT CyObEKTOB 00paleHus
JIEKapCTBEHHBIX CPEJCTB U OPraHOB rOCYJapCTBEHHON BJIACTH COOOIIEHUH 0 MOOOYHBIX AEHCTBHSAX,
HEXeNAaTelIbHbIX PEaKLUAX, CEPbE3HbIX HEXKEIATEIBHBIX U HEIIPEABUACHHBIX HEKEIATEIIBHBIX PEaKIHIX
NIpY IPUMEHEHHH JIEKapCTBEHHBIX NPENapaToB, 00 0COOCHHOCTSIX UX B3aUMOAEHUCTBHSA C IPYTUMH
JIeKapCTBEHHBIMU TNIpenapaTaMy, HHAUBHIYAIbHOW HETIEPEHOCUMOCTH, a TaKkKe 00 MHBIX (pakTax u
00CTOATENBCTBAX, IPEACTABIAIONINX YIPO3y KHU3HU WX 3710POBBIO YETIOBEKA JTMOO0 KUBOTHOTO MIIH
BJIMSIFOIIMX HA U3MEHEHUE OTHOLICHUS OKUAAEMOM TOJIb3bI K BO3SMOKHOMY PUCKY IPUMEHEHUS
JIEKAPCTBEHHBIX IIPENapaToB.

5. HpI/I BBIABJICHUHA I/IH(l)OpMaLII/II/I 0 CCPBLC3HBIX HCKCIIATCIBHBIX PCAKIUAX U HCIIPCABUACHHBIX
HCXKCIATCIIbHBIX PCAKIUAX TTPU TPUMCHCHUU JICKAPCTBCHHBIX MTPETIApaTOB, 00 0COOCHHOCTSAX HX
BSHHMOZLGP’ICTBI/IH C ApYyrumMu JICKApCTBCHHBIMU IIpCIIapaTaMu, I/IHI[I/IBI/I,Z[yaJIBHOﬁ HCMICPCHOCUMOCTHU, a
TaKKe 00 MHBIX (baKTaX nu 06CTO}ITCHLCTB3X, BIIMAIOIIHUX HA UBMCHCHHNC OTHOIICHMS O)KHHaCMOﬁ I10JIB3bI



K BO3MOXKHOMY PHCKY IIPUMEHEHHS JIEKaPCTBEHHBIX MPENapaToB, AEP KATEIH WM BIaIeIIbIIbI
PETHUCTPALIMOHHBIX yIOCTOBEPEHNUH JIEKapCTBEHHBIX IPENapaToB, IOPUANYECKUE JTUIA, HA UM KOTOPBIX
BBIZIAHBI pa3pelieHns Ha MPOBEICHNE KIMHIYIECKUX HcclieqoBanuii B Poccniickoit @enepanmm, 11u00
YIOJTHOMOYEHHBIE UMH IpyTHE IOPUINYECKIE JTUIa 00s53aHbI IPUHATH MEPHI, HAIIPaBIICHHBIC HAa
yCTpaHEHHE HEeraTHBHBIX MOCJIEICTBUI MPUMEHEHHS TaKUX JIEKAPCTBEHHBIX ITPEMapaToB,
peIynpeKIeHUE MPUINHEHIS BpeIa dKU3HU WU 370POBBIO YEIIOBEKA JINOO )KUBOTHOTO, 3aIIUTY UX OT
MPUMEHEHUS TaKKUX JICKAPCTBCHHBIX MPENapaToB, Ha JOMOJHUTEILHBIN COOp JaHHBIX 00 3P PEKTUBHOCTH
1 0€30IMTaCHOCTH TAaKKX JICKAPCTBCHHBIX MPEIIapaToB.

6. 3a HecOOOIIeHHE WIH COKPBITHE WH(POPMAIIIH, TPEIYCMOTPEHHON YaCThIO 3 HACTOSIICH CTaThH,
Jiep>KaTelln WK BIIaeNbIbl PETUCTPAMOHHBIX yIOCTOBEPEHHNH JIEKapCTBEHHBIX MPENapaTos,
IOPUIMYECKHUE JTUTA, HA UM KOTOPBIX BBIJAHBI pa3pelIeHus Ha MPOBEeHIE KITMHIYECKUX HCCIIeIOBAHUHA
B Poccuiickoit deneparnu, 1100 yIOTHOMOYEHHBIE UMH IPYTHE IOPUANYECKHUE JINIIA, a TAKKE
JTOJKHOCTHBIE JIUI[A, KOTOPBIM 3Ta WH(GOPMAITHS CTala U3BECTHA 10 POAY MX MPOPEeCCHOHATBLHOM
JIESITENIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHM C 3aKOHOJIaTeNbcTBOM Poccutickoit denepanuu.

7. Ilpu mory4yeHnn YHOJIHOMOYEHHBIM (efiepallbHbIM OpPraHOM HUCTIOJIHUTEIHHO BIaCTH B paMKax
OCYILECTBIICHUS UM (hapMaKOHAA30pa AJOKA3aTEIbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOI'O TIpemnapara
YCTAHOBJICHHBIM TPEOOBAHUSAM WM IPU MOJIy4YCHUH HH()OPMALMK O HECOOTBETCTBHH AAHHBIX 00

3¢ $eKTUBHOCTH U 0 OE30MaCHOCTH JICKAPCTBEHHOIO Iperapara JaHHBIM O JIEKapCTBEHHOM IIpenapare,
COIEPKALIMMCS B UHCTPYKLIMH I10 €r0 MPUMEHEHHUIO (B TOM YHMCIIE BBISIBICHHBIX B XOJI€ OCYIIECTBIICHHS
(apMakoHaI30pa KOHTPOIbHO-HAJ30PHBIMHI OpraHaMHi WHOCTPAHHBIX TOCYAAPCTB), YITOTHOMOYCHHBIN
(benepanbHbIi OpraH HCIIOTHUTEIFHON BIACTH B YCTAHOBJICHHOM UM IOPSIKE PACCMaTPHUBAET BOIPOC O
MIPUOCTAHOBJIEHUH IPUMEHEHHSI TAKOT'0 JIEKAPCTBEHHOTO Mpernapara.

Crarbs 65. IIpuocTaHoBlIeHME TPUMEHEHMS JIEKAPCTBEHHOT'O IIpenapara
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ilpu monmy4yennu uHGOPMAIIMHU O HEXKETIATENBHBIX PEAKIUAX PU TPUMEHEHHH JIEKAPCTBEHHOTO
IIpenapara, He YKa3aHHbIX B HHCTPYKIUH 110 IPUMEHEHUIO JIEKAPCTBEHHOIO Mpenapara, Cepbe3HbIX
HE)XeNaTeNbHBIX peakiusix, 00 0COOEHHOCTAX €ro B3aMMOAEUCTBUS C IPYTUMH JIEKapCTBEHHBIMU
npenapaTaMu, KOTOpbIe MOTYT MPEJICTABIISATh YTrPo3y KHU3HU HITH 3I0POBBIO YeJIOBEKa MO0 KUBOTHOTO, &
TaKXe 0 HECOOTBETCTBUU JTaHHBIX 00 3((eKTUBHOCTH U 0 OE30MIACHOCTH JIEKAPCTBEHHOTO Ipenapara
JTaHHBIM O JIEKapCTBEHHOM IIpernapare, COASp KAIUMCs B HHCTPYKIUH 110 €70 IPUMEHEHHUIO, B TOM YHCIE
OT YIIOJTHOMOYEHHBIX OPraHOB HHOCTPAHHBIX TOCY1apCTB, 0OMEH KOTOPOIl OCYIECTBISETCS B
COOTBETCTBHH C COTJIALICHUSIMH MEKIY YIOJTHOMOYEHHBIM (pefiepaibHbIM OpPraHOM HUCTIOJHUTEILHON
BJIACTH U YIIOJTHOMOYEHHBIMHU OpraHaMU HHOCTPAaHHBIX TOCY/IapCTB, YIOJIHOMOYEHHBIH (eaepanbHbIit
OpraH WCMOJHUTEIHHON BIACTH PacCMaTPUBAET BOIIPOC O BO3MOXKHOCTH MPHOCTAHOBIIEHUS OOpaIIeHus
TAKOTO JIEKAPCTBEHHOTO Mperapara B MOpsJIKe, YCTAHOBICHHOM YIIOJIHOMOUYEHHBIM (e/IepabHbIM
OpPraHOM UCIOJIHUTEIBHON BIACTH.

2. Ilpy HeMCHONHEHNH WM HEHAJUIeXKAallleM UCTIOJIHEHUH JIepKaTeIsIMU HITH BIlaJlesIbLiaMH
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JICKAPCTBEHHBIX MIPENapaToB, OPUANIECKUMH JIULIAMH, HA UMS
KOTOPBIX BBIAAHBI Pa3pellieHns] Ha IPOBeleHHe KIMHUUECKUX uccienoBanuil B Poccuiickoit @enepanum,
WX YIIOJTHOMOYC€HHBIMU UMHU JPYT'UMH IOPUIUYCCKUMH JIULIaMU 06ﬂ3aHHOCTeﬁ, YCTAHOBJICHHBIX YaCTAMU
3 u 4 cratbu 64 Hactosiero degepanbHOTO 3aK0HA, MO0 B CIyYasX MPEJCTABICHUS COOTBETCTBYIONIHM
YHOJIHOMOYEHHBIM (heIepaTbHBIM OPraHOM MCTIONHUTENBHOM BIACTH 3aKIIOUEHUS O HEIOCTOBEPHOCTH
PE3yIbTATOB KIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO TIpernapara Jijisi MEJIMIIUHCKOTO IPUMEHEHNS,
KOTOpOE OCHOBAaHO Ha pe3yJbTaTaxX MPOBEPKH MEAUIMHCKON OpraHu3aluy, MPOBOIUBILEH YKa3aHHOE
KIMHAYECKOE UCCIIENOBAHUE C HAPYLICHUEM MIPAaBUIT HaJUIekKAIeH KITMHUYeCKON NPAaKTUKH, U TIPUBEJIO K
MOJY4YEeHHUIO HEZJOCTOBEPHBIX PE3YIbTAaTOB, MO0 B Cilyyae HEBBITOTHEHUS MIPEAIHCAHNS, BBIIAHHOTO
YIIOJIHOMOUYEHHBIM (heepabHBIM OpPraHOM UCTIOJIHUTEIBHOM BJIACTH 10 UTOTaM OCYIECTBICHUS



BBIOOPOYHOTO KOHTPOJISI KauecTBa JIEKAPCTBEHHOTO TperapaTa, yIoJIHOMOYSHHBIH (penepaabHbIil opran
WCTIOTHUTENHHON BIaCTH B YCTAHOBJICHHOM MM TMOPSIKE PaCCMATPUBAET BOIIPOC O TIPUOCTAHOBICHUH
MPUMEHEHUS TaKOT0 JIEKApCTBEHHOTO TIperapara.

Crates 66. MHhopMarus o pesymnbratax (hapMaxoHag3opa
(B pen. @eaepanbpHOTo 3aKk0Ha OT 22.12.2014 N 429-D3)

YnoiaHoMo4eHHBIH (eaepanbHbIi Oprad UCTIOIHUTEIBHON BIACTH, OCYIIECTBISIIOIINNA (hapMaKOHAA30D,
Haxozsmuxcs B oOpamenun B Poccuiickoii denepanuy, 1o pe3yibraTtaM GpapmMakoHaa30pa pa3MenacT
Ha cBoeM ouIabHOM caiiTe B cetr "HMHTepHET" MHGOPMAIHIO O IPUHATHIX PEIICHUIX O BHECEHUH
M3MEHEHUS B MHCTPYKLHUIO 10 IPUMEHEHUIO JICKAPCTBEHHOIO MPENnapara, 0 NpUOCTAHOBIECHUU
MIPUMEHEHUS JIEKAPCTBEHHOTO Ipemnapara, 00 U3BATHH U3 00pallIeHus JISKapCTBEHHOTO TpernapaTa wii O
BO300HOBIIEHUHY IPUMEHEHHS JIEKApPCTBEHHOTO TIperapara.

(B pen. @enepanbpHOTo 3aKkoHa 0T 22.12.2014 N 429-D3)

I'maa 14. UTHOOPMAIA O JIEKAPCTBEHHBIX ITPEITAPATAX
Crates 67. UH(DOpMAaIus 0 IeKapCTBEHHBIX MTperaparax

1. Mudopmarnus o JeKapcTBEHHBIX IpenapaTax, OTIyCKaeMbIX [0 PELENTy Ha JIeKapCTBEHHBIN Mpenapar,
JIOJKHA CONEPKATHCS TOJIBKO B CHIENHATU3UPOBAaHHBIX N3JaHUAX, IPEJHA3HAYCHHBIX ISl MEJUIIMHCKHX,
(apMalnieBTH4ECKUX, BETEpUHAPHBIX PaOOTHUKOB. MH(MOopManys o IekapCTBEHHBIX Mperaparax A
CHENIUAIMCTOB B 00JaCTH 0OpaIleH!sI JIEKAPCTBEHHBIX CPEJICTB MOKET COJIEPKATHCSI B MOHOTpausIX,
CIPaBOYHHKAX, HAYYHBIX CTaThsX, B JOKJIaJaX Ha KOHIpeccax, KOHPEePEHIUIX, CHMIIO3UyMaX, HAydIHBIX
COBETax, a TAaK)Ke B MHCTPYKIUAX MO MPUMEHEHUIO JIEKApCTBEHHBIX MTPETapaToB.

2. Mudopmarnus o JeKapCcTBEHHBIX Ipenaparax, OTIyCKaeMbIX 0e3 peLenTa Ha JeKapCTBEHHBIHN Mpemnapar,
MOJKET COJEePXKaThCs B MyOIUKALMAX U OOBABICHUAX CPEACTB MaccOBOM MH(pOpMAaLIUH,
CHEUMAIN3UPOBAHHBIX M O0IINX MEYATHBIX U3IaHUIX, HHCTPYKLHUAX IO IPUMEHEHHIO JIEKapCTBEHHBIX
npenapaToB, HHBIX U3JJAaHUSX CYOBEKTOB OOpallleHUs JIEKAPCTBEHHBIX CPEJICTB. PexiiaMHble MaTepHalbl O
JIEKapCTBEHHOM TIpenapare, OTIyckaeMoM 0e3 pelienTa Ha JIeKapCTBeHHBIN Mpernapar, JOKHBI
COOTBETCTBOBATh MHCTPYKIIMU IO TPUMEHEHHIO JIEKAPCTBEHHOTO Tpernapara.

3. I[OHyCKaeTCH HCIIOJIb30BaHUE JTIOOBIX MaTCpPUAIIbHBIX HOCI/ITeJIeﬁ, IMMO3BOJIIIOIIUX XPaHUTh, IEPC1aBaATh
" UCII0JIB30BaTh HH(l)OpMaLIPIIO 0 JICKApCTBCHHBIX Np€rapaTtax 0e3 ee MCKaKEeHMUSI.

I'masa 14.1. OTPAHUYEHN A, HAJIATTAEMBIE
HA OPTAHM3AIIMU, OCYIIECTBJIAIOILIMWE AEATEJIBHOCTD
10 OBPAIIEHNIO JIEKAPCTBEHHbBIX CPEACTB

(BBenena QPenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

Cratps 67.1. Orpannyenusi, HanaraeMble IPU OCYIIECTBIICHUH IEATENLHOCTH B cpepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB

1. Opranuzammm, 3aHUMarOMecs pa3padoTKO, MPON3BOACTBOM H (WIJIH) peann3anneil JIeKapCTBEHHBIX
npenapaToB JIIsl MEJUIUHCKOTO MPUMEHEHNS, OpTaHU3aIiH, 00JIaIal0NINe TpaBaMy Ha UCTIONIb30BaHUE
TOProBOT0 HAMMEHOBAHM JICKAPCTBEHHOI'O ITperiapaTa AJid MCIUIIUHCKOI0 IIPUMCHEHHS, OpTraHu3alun
ONTOBOM TOPIroOBJIN JICKAPCTBEHHBIMU CPEACTBAMU, AlITCUHBIC OpraHrU3aluu (I/IX npeaACTaBUTEIIN, NHBIC
¢du3nUecKue U IPUANIECKUE JTUIA, OCYLIECTRIAIONINE CBOIO ACATEIEHOCTh OT HMEHU 3TUX OPTaHU3alNi)
B OTHOIICHWH MEAULIUHCKUX PAOOTHUKOB U PYKOBOJIUTEIECH MEIUIIMHCKUX OPraHU3alluil He BIpaBe:



1) Bpy4aTh MoJAPKH, BBITUIAYMBATH JICHE)KHBIEC CPEICTBA (32 UCKIIOYCHHUEM BO3ZHATPAXKICHHIN T10
JIOTOBOpaM IPH MPOBEJICHUN KIMHUYECKUX MCCIIeJOBaHMIA JIEKapCTBEHHBIX NIPENapaToB JUIs
MEIUIUHCKOTO MTPUMEHEHUS, BO3HATPAXKICHHIA, CBSI3AHHBIX C OCYIIECTBICHUEM MEIUITUHCKHM
pabOTHHKOM TIeIarOTHIECKOM 1 (MIIN) HaydIHOU JesTEeTFHOCTH), B TOM YHCIIE OIUIaYMBATh Pa3BIeueHUs,
OTJIBIX, TIPOE3]T K MECTY OT/IbIXa, & TAKXKE MPHUBJICKATH K YYACTHIO B Pa3BlIeKaTSIbHBIX MEPOTIPUSATHSIX,
MIPOBOJIMMBIX 33 CUET CBOMX CPEJICTB;

2) 3aKII04YaTh COMVIANICHHUS O HA3HAYCHUH WM PEKOMEHIAllMY MAllMEHTaM JICKapCTBEHHBIX MpPerapaToB
JUTSL MEJTUITMHCKOT'O TIPUMEHEHHS (32 UCKITFOUCHUEM JIOTOBOPOB O MPOBEIEHUH KIIMHUYCCKUX
WCCIIETOBAaHNH JIEKAPCTBEHHBIX MTPETapaToB sl MEIUIITHCKOTO TPHUMEHEHUS);

3) mpemocTaBIATh 00pa3Ilbl JEKAPCTBEHHBIX MPENApaToB I MEAUIIMHCKOTO IPUMEHEHHUS B TEIIAX
BpYUCHHS MAIMeHTaM (32 UCKIIIOUYEHUEM CIy4YaeB, CBA3AHHBIX C TPOBEIECHNEM KIIMHUIECKIX
HCCIIEI0BAHUN JIEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO IPUMEHEHUS);

4) npeaoCTaBIATh HETOCTOBEPHYIO U (HMJIH) HETIOMHYIO HHPOPMAIHIO O JIEKApCTBEHHBIX MpenapaTax s
MEJULUHCKOIO IPUMEHEHUS;

5) moceniate ux B pabouee BpeMsi Ha pabOUMX MECTAX, 33 UCKIIIOYEHUEM CIIy4aeB, CBA3aHHBIX C
MPOBEIEHHEM KIMHUYECKUX MCCIIEIOBAHUM JIEKapCTBEHHBIX NPENapaToB Il MEIUIIMHCKOTO
NPUMEHEHUS], C Y4aCTHEM B MOPSAKE, yCTAHOBICHHOM PYKOBOJUTEIEM MEIUIIMHCKONW OpraHU3aLny, B
COOpaHMsIX MEJUIMHCKUX paOOTHUKOB U UHBIX MEPOIPUSATHSX, HATIPABICHHBIX Ha MOBBIIICHHE X
npodeCCHOHANBLHOTO YPOBHSI WIIH Ha MPeJOCTaBlIeHnEe HH(OPMAIINH, CBI3aHHOHN C OCYIIECTBICHUEM
MOHHUTOPHHTA 6€30TIaCHOCTH JICKAPCTBEHHBIX MPENapaToB;

6) moOy>XKIaTh K BHIIMCHIBAHUIO JIEKAPCTBECHHBIX MPENAPATOB Il MEAULMHCKOIO IPUMEHEHHS Ha
OnaHKax, coJepXxalux HHPOPMALMIO PEKIaMHOI0 XapaKTepa, a TAKKe Ha PELEeNTypHbIX OJlaHKax, Ha
KOTOPBIX 3apaHee Hale4aTaHo HAMMEHOBAaHKE JIEKAPCTBEHHOTO IpenapaTa A1l MEAULMHCKOTO
NPUMEHEHHUSL.

2. OpraHu3aiuy, yKa3aHHble B a03a1le epBOM YacTH 1 HACTOSINEH CTaTh, M UX MPEICTABUTEIU B
OTHOIIICHUH (hapMalleBTHUCCKUX PAOOTHUKOB U PYKOBOJIUTEIICH allTeYHBIX OpraHu3aluii He BIpPaBe:

1) BpYyYaTh NNOAApPKH, BbIIJIAYUBATH ACHCKHLBIC CPEACTBA, B TOM YHCJIC OIJIAYMBATh PA3BJIICUCHUS, OTAbIX,
mpoe3q K MECTY OTAbIXA, U MPUBJICKATH K YHAaCTHUIO B PA3BJICKATCIIbHBIX MEPOIIPUATUAX, IPOBOAUMBIX 3a
CUCT CBOUX CPECACTB;

2) peIoCTaBIATh 00pa3Ibl JIEKAPCTBEHHBIX MPEMapaToB il METUIIMHCKOTO IPUMEHEHHUS JUIsl BPyUCHHS
HACEJICHUIO;

3) 3aKJIIOYaTh COTJIaICHUA O MMPEAJIOKCHNU HACCIICHUIO ONIPCACIICHHBIX JICKAPCTBECHHBIX IIPEIIapaTOB I
MCIUIUHCKOI'O0 MPUMCHCHUA,

4) npenocTaBIATh HEOCTOBEPHYIO U (MJIM) HETIONHYIO HH(OPMAIHIO 0 JIEKapCTBEHHBIX Npenaparax Juis
MEAUIMHCKOTO MPUMEHEHHS, B TOM YHCJIE HMEIOLINX OJMHAKOBOE MEK/TyHAPOJHOE HEMTATEHTOBAHHOE
HaUMEHOBaHUE.

Cratps 67.2. TpeOoBaHUs K OpraHU3aIluN U TPOBEACHNUIO HAYYHBIX MEPOTIPUSATHIA, MHBIX MEPOIPHITHH,
HaIpaBJICHHBIX Ha TOBBINICHNE MPO(HECCHOHATHHOTO YPOBHS METUIIMHCKUX PA0OOTHUKOB HITH Ha
npeaocTaBlieHre HHOPMAIMH, CBA3aHHON C OCYIIECTBICHUEM MOHUTOPHHTA O€30MacCHOCTH
JIEKAPCTBEHHBIX IIPENapaToB



1. IIpu mpoBeneHNH HAYYHBIX MEPOTIPUATHIA, MHBIX MEPOIIPUATHH, HAITPABIEHHBIX HA TOBHIIIEHNE
po(hecCHOHANTBHOTO YPOBHS MEAULIMHCKUX PAOOTHUKOB MIIM Ha MPEAOCTABIICHUE CBSI3aHHOH C
OCYIIECTBIICHIEM MOHUTOPHHTA O€30MaCHOCTH JIEKAPCTBEHHBIX MIPENapaToB HH(POPMAIINH,
OpraHM3yeMBIX OpPTaHU3aIMsIMH, YKa3aHHBIMU B ab3arie mepBoM dacTu 1 crateu 67.1 HacTosmiero
DeepalbHOTO 3aKOHA, MIX MPEACTABUTEISIME U (Wi ) (MHAHCHPYEMBIX 3a CUET CPEACTB ITHX
OpraHu3alMi U UX MPEJCTABUTENCH, 3apeliacTcs IPensITCTBOBATh yUACTHIO B YKa3aHHBIX
MEPONPHUATUAX UHBIX OPraHU3aIUi, KOTOPBIC MPOU3BOAST WU PEATU3YIOT JIEKAPCTBEHHBIC MTPEHapaThl
JUTSL MEJTUITMHCKOTO TIPUMEHEHHSI CO CXOXKUM MEXaHH3MOM (hapMaKOJIOTHUECKOTO JeHCTBHSI, THOO
C03/1aBaTh JUCKPUMUHAIIMOHHBIC YCIOBUS JJI OJHUX YYACTHUKOB [0 CPABHEHUIO C IPYTUMU
y9acTHUKaMH, 2 UMEHHO:

1) mpemocTaBIATh pa3IMdHOE KOJIMYECTBO BPEMEHH JIJIs BRICTYIUICHHH YYAaCTHUKOB, Pa3IMYHBIE 110
pasMepy 3aHUMaeMOH IUTOMAAN MECTa T JEMOHCTPAITUN 00pa3IioB JIEKAPCTBEHHBIX MPENapaToB sl
MEAUIMHCKOT0 MPUMEHEHHS WM PEKIIaMHBIX MaTepHaiOB O JIEKAPCTBEHHBIX IIperapaTax s
MEIUIMHCKOT0 MPUMEHEHHS Ha 3KCIIO3ULIUAX, CTEHIAX, 32 UCKIIOUEHNEM CITy4aeB, €CJIU TaKhe yCIOBHS
3aKpeTUICHBI B COTJIAIICHHSIX STHX OpPraHu3alluii, UX TpeIcTaBuTeNeH 0 (UHAHCUPOBAHUU YKa3aHHBIX
MEPOTIPHUITUI U 00YCIOBICHBI Pa3THYHBIMU 3aTPAaTaMU YYaCTHUKOB Ha UX OPTaHU3AIIUIO;

2) ycTaHaBIMBaThH pa3Mep B3HOCA JUISl yYACTHUKOB MEPONPHSTUI, yKa3aHHBIX B a03ale IepBoM
HACTOSIIIECH YaCTH, MPEBBIIAIOIINN CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPOIPUITUI U BeTyIIH
K HEOOOCHOBaHHOMY OIPaHUYEHUIO YUCIIA UX YYACTHUKOB.

2. Opranu3zany, ykazanHble B ab3aie nepBoM dacTtu 1 crateu 67.1 Hactosimero denepaibHOrO 3aKOHA,
UX MPEACTaBUTENH, OCYLICCTRISIONIIE OPTaHN3anio U (WIn) (GUHAHCUPOBaHUE MEPOTIPUSITHI,
YKa3aHHBIX B yacTu | HacTosmIel cTaThy, 00s3aHbI 00ECTICUYMBATh AOCTYI K HH(POpMAIMK O AaTe, MECTE U
BpPEMEHH IIPOBEICHUS YKa3aHHBIX MEPONPUSATHH, IJIaHaX, IPOrpaMMax MPOBEACHUS yKa3aHHBIX
MEPONPHUIATUI U TEMaX, INITAHUPYEMBIX AJIS1 PACCMOTPEHUS], COCTABE X YUYACTHUKOB ITyTEM pa3MeLCHHs
COOTBETCTBYIOIIEH HH(OPMAITMK Ha CBOMX O(HUIIMANBHEIX caiiTax B ceTn "MHTepHEeT" He mo3IHee IBYX
MECSILIEB 10 Havajla MPOBEJICHNS YKa3aHHBIX MEPONPHUITHIL.

3. Mudopmarust 0 NpoBeICHUN MEPOTIPUATHIA, YKa3aHHBIX B 4aCTH | HACTOSIIECH CTaThH, B CPOK,
YCTaHOBJICHHBIN YacThIO 2 HACTOSIIEH CTaThH, IOJDKHA OBITh HAaNpaBjieHa B )eiepalibHbIN OpraH
WCIIOJTHUTEILHOU BJIACTH, OCYIICCTBISAIONUI (DYHKIIMU 0 KOHTPOJIIO U Haa30py B chepe
3/IpaBOOXPAHEHHS, AJIS TIOCIIEIYIOIIET0 pa3MelleHus ee Ha O(OUIIHAIEHOM CalTe 3TOTO OpraHa B CETH
"UnrepHeTt".

nasa 15. OTBETCTBEHHOCTD 3A HAPYIIEHUE 3AKOHOJIATEJIbCTBA
POCCUICKOU ®EJIEPALIMHN ITPU OBPAILIEHUN JIEKAPCTBEHHBIX CPEJICTB
1 BO3MELLEHUE BPEJIA, IPUUNMHEHHOT'O 3/IOPOBBIO I'PAYXKIAH
BCJIEJICTBUE TTIPUMEHEHUS JIEKAPCTBEHHBIX ITPEITAPATOB

Cratps 68. OTBETCTBEHHOCTb 3a HapyIIEHHE 3aKOHOaTeNbCTBa Poccuiickoit @enepannu npu
oOpalIeHny JeKapCTBEHHBIX CPEACTB

1. Hapymenue 3akononarensctBa Poccuiickoii @enepannu npu oOpalieHnH JIEKapCTBEHHBIX CPEICTB
BJIEUET 3a COOON OTBETCTBEHHOCTH B COOTBETCTBHUH C 3aKOHOIATeNbcTBOM Poccuiickoit deneparmu.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HemnpeacTaBieHue MHOOPMALKMKU U (WIIK) TaHHBIX, TPEIyCMOTPEHHBIX HacTosmuM DenepanbHbIM
3aKOHOM, CYOBEKTHI 00palleHus JIEKaPCTBEHHBIX CPEICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKOHOaTeIbCTBOM Poccuiickoit denepanuu.

(aacTp 2 BBeneHa DexepanbHBIM 3aKk0HOM OT 22.12.2014 N 429-D3)



Cratps 69. Bo3mernienue Bpe/ia, IpUIAHEHHOTO 370POBBIO TPaXKIaH BCICICTBUC TPUMEHEHHS
JIEKapCTBEHHBIX MPENapaToB

1. [IponsBoauTENH IEKAPCTBEHHOTO MpenapaTa 00s;3aH BOZMECTUTh Bpe, TPUYUHEHHBIH 3I0POBBIO
TpaXKJIaH BCIIEICTBUE MPUMEHEHHS JIEKApCTBEHHOTO TIpenapara, €Ciii JOKa3aHo, 4To:

1) J'ICKapCTBeHHI)II‘/'I npenapar NpuMeHsJICA IO Ha3HAYCHHUIO B COOTBCTCTBUU C PIHCprKHHeP'I 10
MMPUMCHCHUIO JICKAPCTBCHHOT'O MIp€riapaTa u HpPI‘IPIHOﬁ Bpcaa sIBUJICA BBOJ B Fpa)KIlaHCKI/Iﬁ O60pOT
HeIlO6pOKa‘IeCTBeHHOFO JICKaApCTBCHHOI'O IIp€riapara,

2) Bpen 3/I0POBBIO IPUIMHEH BCIICJCTBHE HEAOCTOBEPHON MH(POPMAIINH, COAEPIKAIIEHCI B HHCTPYKIIUU
0 MMPIMEHEHUIO JIEKApCTBEHHOTO TIperapara, H3JaHHOW IPOU3BOIUTENEM JIEKapCTBEHHOTO TIperapara.

2. B cityuae, ecnu Bpell 3/10pOBbIO TPakAaH MPUYUHEH BCICICTBUE PUMEHEHUS JIEKapPCTBEHHOTO
npernapara, npumeAmero B HCroAHOCTh B PE3YJIbTaTC HAPYIICHHA IPaBUJI XpaHCHHS JICKAPCTBCHHBIX
CpCaCTB, ITpaBUJI OINTOBOM TOPIroOBJIN JICKAPCTBECHHBIMU IIpC€IIapaTaMu, IMpaBHUJI OTITYCKa JICKapCTBCHHBIX
NpenapaTos, MPABII U3TOTOBIICHUS M OTITYCKa JICKAPCTBEHHBIX MTPENapaToB, BO3MELICHUE Bpeaa
OCYIIECTBISIETCSI COOTBETCTBEHHO OpraHU3alUel ONTOBOM TOPTOBIIN JIEKAPCTBEHHBIMH CPEICTBAMH,
anTevyHON OpraHu3aell, THINBUAYaJIbHBIM IIPEeIIPHHAMATEIEM, IMEIOIIMMH JIMICH3UIO Ha
(apManeBTHUECKYIO NeATENLHOCTD WM JIMIIEH3HIO Ha METUIUHCKYIO IeATeIbHOCTD, MEIHIIMHCKON
OpraHm3anuel, IMEoIIeH TUIeH3UI0 Ha (papMaIleBTHYECKYIO IEATENBHOCTH (€€ 000CO0IeHHBIM
noapasaencHueM (amoOynaTopueit, GepamepcKkuM U QelbAIIepCKO-aKyIIePCKUM TyHKTaMH, [IEHTPOM
(oTmenenuem) obuel BpaueOHOW (CeMeHOI) MPAKTUKH ), PACTIONOKEHHBIM B CEIbCKOM HACEJICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET anTeyHasi OpraHu3aius), JOMyCTUBIIMMHU MPOAAXKy WIH OTITYCK TaKOTO
JIEKapCTBEHHOT'0 Iperapara.

(B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bo3menienue Bpena, NpUIMHEHHOTO 30POBBIO I'paKaaH BCIEICTBUE IPUMEHEHUS JIEKAPCTBEHHBIX
TIPeTapaToB WA COBEPIICHUS TIPOTUBONPABHEIX JAEHCTBUN CyObeKTaMH OOpaleHus IEKapCTBEHHBIX
CpEJCTB, OCYILIECTBISETCS B COOTBETCTBUM € 3aKOHOJaTeNbCcTBOM Poccuiickoit denepanuu.

I'masa 16. 3AKJIITOYUTEJIBHBIE [TOJIOXKEHU A

Crates 70. O mpU3HAHWN YTPATUBIINMHE CHITY OTICIBEHBIX 3aKOHOJATEBHBIX aKTOB (TIOJIOKEHUN
3aKOHOAATENbHBIX akTOB) Poccmiickoit deneparun

[Tpu3HaTh yTPATUBIINMU CUNY:
1) ®enepanbhblii 3ak0H OT 22 utons 1998 roga N 86-D3 "O nekapcTBeHHbIX cpeacTBax” (CoOpaHue
3akoHOmaTenscTBa Poccuiickoit denepamum, 1998, N 26, ct. 3006);

2) ®enepanpubii 3ak0H OT 2 ssHBaps 2000 roga N 5-03 "O BHeceHUM U3MEHEHHUS U TOTIOTHEHUH B
Denepanbhbiii 3aKoH "O sekapcTBeHHBIX cpencTax’ (Cobpanue 3akoHonaTenbcTBA Poccuiickoit
®Deneparmu, 2000, N 2, cT. 126);

3) cratbto 40 denepanbHoro 3akoHa ot 10 saBapst 2003 roma N 15-03 "O BHeceHUN U3MEHEHUH U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOAaTeNbHbIE akThl Poccuiickoil denepaliuu B CBSA3U ¢ IPUHITHEM
®enepanpHoro 3akoHa "O NIHUIIEH3NPOBAHUH OTAETBHBIX BHIOB nesTenbHocTr” (Cobpanue
3akoHOmarenscTBa Poccuiickoit denepamum, 2003, N 2, ct. 167);

4) crateio 31 @eaepanbroro 3akona ot 30 utons 2003 roma N 86-D3 "O BHeceHNM U3MEHEHUI U
JIOTIOTHEHUH B HEKOTOPKIC 3aKOHOAaTeIbHbIe akThl Poccuiickoit denepaium, Npu3HaHUU yTPATUBIIUMU
CUJIy OTAENBHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoii deaepaninu, mpe1oCTaBICHUN OTACIbHBIX
rapaHTuil COTPYIHUKAM OPTaHOB BHYTPEHHUX JIEJI, OPTaHOB 110 KOHTPOJIIO 32 000POTOM HAPKOTHUYECKUX



CpPEJICTB Y IICUXOTPOIHBIX BEIIECTB U YIPa3AHIEMBIX (hefiepaibHbIX OPraHOB HAJIOTOBOW TIOJHITUH B
CBSI3U C OCYIIECTBIICHHEM MEp TI0 COBEPIICHCTBOBAHUIO rocyapcTBeHHoro yipasieaus" (Cobpanue
3akoHOmarenscTBa Poccuiickoit deneparum, 2003, N 27, ct. 2700);

5) crareto 101 denepanbHoro 3aKoHa OT 22 aBrycta 2004 roga N 122-03 "O BHEceHUN H3MEHEHUH B
3aKOHOJIaTeNIbHbIC akThl Poccuiickoii denepanuu ¥ NpU3HAHUUA YTPATUBITUME CHITY HEKOTOPBIX
3aKOHOJIaTeNIbHBIX akToB Poccuiickoii denepanuu B CBsi3u ¢ npuHsITHEM DenepanbHbIX 3aKkoHOB "O
BHECEHUM U3MCHCHUH U JonoyHeHUH B DenepanibHbiii 3akoH "O0 00IIUX MPUHIIUIIAX OpTraHU3aIUN
3aKOHOJIATENIBHBIX (TPEJICTABUTEIILHBIX) H UCTIOTHUTEIBHBIX OPraHOB TOCY/IapCTBEHHON BIACTH
cyonexToB Poccuiickoit @enepanuu” 1 "OO6 00MKX MPUHINIIAX OPTaHU3AIMHA MECTHOTO
camoynpasnenus B Poccuiickoit @enepanun” (Cobpanne 3akoHomaTenbecTBa Poccuiickoit @enepanym,
2004, N 35, ct. 3607);

6) ctatbto 28 denepanbHoro 3akoHa ot 18 nexadps 2006 roga N 231-03 "O BBeneHUM B JCHCTBHE YacTH
yerBepTol ['pakmanckoro kozaekca Poccuiickoii deneparnuu” (CoOpanue 3akoHOIaTeNIbCTBA Poccuiickoit
®denepanyu, 2006, N 52, ct. 5497).

Crarbs 71. Berymnenue B cuity HacTosero deaepaabHOro 3akKoHa
1. Hactosmmit ®enepaibHblii 3aK0H BCTymaeT B cuity ¢ 1 certsopst 2010 roza.

2. JlekapcTBEHHBIE CPEICTBA, 3aPETUCTPUPOBAHHBIC 10 JHS BCTYILJICHUS B CHITY HACTOSIIIIETO
®denepanbHOro 3aKOHA, TOJIEKAT BKIIIOYSHHIO B TOCYIAPCTBEHHBIC PEECTPHI JICKAPCTBEHHBIX CPEJICTB C
BHECEHHEM YKa3aHHBIX B 4acTH 1 crathu 33 HacTosiiero denepanbHOro 3aKkoHa CBEJCHHUM 00 3THX
JIEKapCTBEHHBIX CPEACTBaX 0€3 MPOXOKACHHUS BHOBD MIPOLIEYPHI TOCYIaPCTBEHHON PETUCTPAIIuN
JIEKapCTBEHHBIX TPENapaToB.

3. l'ocynapcTBeHHast perucTpanys JIEKapCTBEHHBIX MTPENapaToB, 38 UCKIFOUCHUEM JIEKaPCTBEHHBIX
NpernapaToB JUIsl MEUIUHCKOTO IIPUMEHEHHS, IPEACTABICHHBIX Ha YKa3aHHYIO PETHCTPALUIO 10 THS
BCTYIUICHHS B CHITY HacTosiero ®enepaibHOro 3aK0Ha, OCYIISCTBIISIETCS B COOTBETCTBUHU C HACTOSIIIIAM
(De,]lepaHBHBIM 3aKOHOM Ha OCHOBAaHUH JOKYMCHTOB U JAHHBIX, MPCACTABJICHHBIX 10 IHA BCTYIIJICHUA B
cuity Hacrosiero denepaabHOro 3aKOHa.

(B pen. ®enepanphoro 3akona ot 11.10.2010 N 271-03)

3.1. I'ocynapcTBeHHAs! perucTpanys JIeKapCTBEHHbIX NPEnapaToB Il MEIULMHCKOTO IPUMEHEHUS,
NPEACTaBICHHBIX Ha FOCYJapCTBEHHYIO PETHCTPALMIO JI0 AHS BCTYIUICHHS B CHIIY HACTOSIIETO
DenepanbHOrO 3aKOHA, M TOCYAaPCTBEHHAS PETHCTPALUS JIEKAPCTBEHHBIX MIPENapaToB s
MEIUIMHCKOTO MPUMEHEHHNS, TIPEICTABIEHHBIX Ha IKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 AHS
BCTYIJICHHS B CHITy HacTosmero denepaabHOro 3aKOHA B METISX UX MOCIEAYIOIeH TOCy1apCTBEHHOM
pETHUCTpaLINK, OCYIIECTBISIOTCS HA OCHOBAaHWH TOKYMEHTOB M JJAHHBIX, IPEJCTABIEHHBIX /IO THS
BCTYIIJICHHS B CHITy HacTosmero denepaabHOro 3aKOHa, a TAKXKe 3asiBIICHUS O TOCYAapCTBEHHON
pPETUCTpALINK JIEKAPCTBEHHOTO NpenapaTa, MpeICTaBIEHHOTO TPOU3BOAUTENIEM JIEKAaPCTBEHHBIX
MIpenapaToB WIX YIIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUM C HACTOALIMM DeiepallbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIH (heepaabHbIi OpraH HCIIOTHUTENbHON BiacTu A0 1 maprta 2011 roxa, 6e3 TpeboBanus
YIUIAThl TOCYIAPCTBEHHOM MOLUIMHEIL, TPEyCMOTPEHHON 3aKkoHOo1aTenbecTBOM Poccuiickoit deneparuu o
Hajorax u coopax.

(gacts 3.1 B pen. denepanpHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. [loaTBepxkacHNE TOCYIAPCTBEHHONW PETUCTPAITH JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
MPUMEHEHUS, TPEICTABICHHBIX JJIS MOATBEPKACHUS TOCYIaPCTBEHHON perucTpanuu A0 JHS BCTYIUICHUS
B cuity Hacrosmero denepanbHOro 3aKk0Ha, ¥ MOATBEPAKACHUE TOCYJaPCTBEHHONW perucTpauu
JIEKaPCTBEHHBIX NIPENAapaToB M1 MEAULUHCKOTO IPUMEHEHHS, IPEACTABICHHBIX HAa SKCIIEPTU3Y
JIEKApCTBEHHBIX CPEACTB JI0 IHS BCTYIUICHUS B CHIIy HacTosiero deaepanbHOro 3akoHa B LEIX



HOCJIEIYIOUIEr0 IOATBEPKACHUS X FOCYJapCTBEHHON PEerucTpaliuy, OCYIIECTBIIAIOTCS HA OCHOBaHUU
JOKYMEHTOB U JIaHHBIX, IPEICTABICHHBIX JI0 AHS BCTYIUICHUA B cuily HacTosuero deaepanbHoro
3aKO0Ha, a TAKXKE 3a8BJICHUS O IIOATBEPKACHUH F'OCYAaPCTBEHHON PETUCTPaLly JICKapCTBEHHOIO
npenaparta, IpeACTaBICHHOrO IPOM3BOJUTENIEM JIEKAPCTBEHHBIX NIPENAPAaTOB WIN YIOITHOMOYEHHBIM UM
JIMLIOM B COOTBETCTBUU C HacTosmuM DeniepanbHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN (eliepanbHblii Opra
UCTIONIHUTENbHOH Biactu o | mapta 2011 roaa, 6e3 TpeboBaHMs yIIaThl TOCYAaPCTBEHHOH MONUIKHBI,
NpeayCMOTPEHHOM 3aKOHOAATeNbCTBOM Poccuiickoii denepanmu o Hajorax u cbopax.

(gactp 3.2 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D03)

3.3. [IpunsiTre perieHust 0 BHECEHNH U3MEHEHHUH B IOKYMEHTBI, COAEPIKAILNECS B PETUCTPALIIOHHOM
JI0ChE HA 3apErUCTPUPOBAHHBIN JIEKAPCTBECHHBIN Npenapar i MEJULUHCKOIO IPUMEHEHUS U
IpeACTaBIECHHbIE 10 AHS BCTYIUICHUA B CULy HacTosAero denepanbHOro 3aKoHa, U MPUHATHE PELICHUS O
BHECEHUH W3MEHEHUH B TOKYMEHTHI, COIEPIKallleecs B PETUCTPALIMOHHOM JJOChE Ha 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar A1 MEAULIMHCKOTO MPUMEHEHNUS U IPEACTABIEHHBIE Ha SKCIIEPTU3Y
JICKAPCTBCHHBIX CPEACTB 10 AHA BCTYIIJICHUA B CUJIY HACTOAILICTO (De;[epaﬂbHoro 3aKOHa,
OCYHCCTBIIAIOTCA HAa OCHOBAHUHM JOKYMCHTOB U JAHHBIX, ITPEACTABJICHHBIX O JHSA BCTYIIJICHUA B CUILY
HacTosuiero deaepanbHOrO 3aKO0HA, a TAK)KE 3asABJICHNUSA O BHECEHUU U3MEHEHUH B TOKYMEHTHI,
COJEpIKALIMECS B PETUCTPALIMOHHOM JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKapCTBEHHBIH MpenapaT UIs
MEIUILMHCKOTO IIPUMEHEHUS], IPEICTABICHHOI0 IPONU3BOANUTENEM JICKAPCTBEHHBIX MIPENapaToB MU
YIIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHHU C HACTOSIUM DenepanbHbIM 3aKOHOM B
YIOJTHOMOUYEHHBIN (heiepallbHbIi OpraH HCIOTHUTENhHOH BiracTu 1o 1 mapra 2011 roga, 6e3 TpeboBaHus
YIUIaThl TOCYJAPCTBEHHOM MOLUIMHBL, IIPEyCMOTPEHHON 3aKOHO1aTeNbCTBOM Pocculickoi denepannu o
HaJorax u coopax.

(gactp 3.3 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-03)

3.4. Beinaua pa3pelueHuil Ha NpOBEACHUE KIMHUUYECKUX UCCIEI0BAHUN JIEKaPCTBEHHBIX IPENApaTOB AJIs
MEANIMHCKOTO MPUMEHEHHS 10 3asIBJIICHUAM, IOAAHHBIM IO JHS BCTYIUICHUS B CHITy HACTOSIIETO
®denepallbHOrO 3aKOHA, a TAKXKE I10 3asBICHHUAM, IIOJAaHHBIM I0CIIE JHS BCTYIUICHUS B CHIIy HACTOSIIETO
®enepallbHOrO 3aKOHA HA OCHOBAaHUH SKCIIEPTU3, TPOBEAECHHBIX J0 JHS BCTYIUICHUS B CHITY HACTOSILErO
DeiepabHOrO 3aKOHA, OCYIIECTBIIIETCA B COOTBETCTBUY ¢ HacToAmUM DeepanbHbIM 3aKOHOM Ha
OCHOBaHHUM JIOKyMEHTOB U JaHHBIX, IPEACTABICHHBIX WM MOTYyYEHHBIX IO JTHS BCTYIUIEHUS B CUITY
Hacrosiero desiepajbHOrO 3aKO0HA, a TAK)KE Ha OCHOBAaHUM KOIIMU IIPEIBAPUTEIILHOIO 10r0BOpa
0053aTeIbHOT0 CTPAaXOBaHUs KU3HH, 370POBbS MAI[MEHTOB, YYaCTBYIOIIHUX B KIIMHUYECKOM
WCCJIEJOBAHNH JIEKAPCTBEHHOT'O Tpenapara sl MEIULMHCKOTO MPUMEHEHUs, HIIN KON I0T0BOpa
00513aTeTbHOr0 CTPaXxOBaHMS )KHU3HH, 310POBbsI MAIIMEHTOB, YYaCTBYIOIINX B KJIMHUYECKOM
MCCIIeIOBAaHNH JIEKApPCTBEHHOTO Ipenapara Jjsi MEAULMHCKOTI0 PUMEHEeHHUS, TUOO0 MpeaCTaBICHHON
KOIIMH JIOTOBOPa 00513aTEIBHOTO CTPAXOBaHMUs, 3aKJIFOYEHHOTO B COOTBETCTBUH C THIIOBBIMH IPABUIIAMHU
0043aTeIbHOT0 CTPAaXOBaHUs, C yKa3aHUEM IpeIeIbHON YNCICHHOCTH MAIlIeHTOB, YYaCTBYIOIINX B
KIIMHIYECKOM HCCIIeI0BaHUH JIEKapCTBEHHOTO Ipernapara A MEAULIMHCKOTO TPIMEHEHus, 0e3
TpeOOBaHM YIUIATHI TOCYIAPCTBEHHOM MONLIHHEI, ITPETyCMOTPEHHON 3aKOHOIaTeNbCTBOM Poccuiickoit
®enepanyy 0 HAIOTax U cOopax.

(gactp 3.4 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIE B HHOCTPAHHOM BAJITOTE /10 THS BCTYIUIEHHUS B CHITY HACTOSILETO
®enepallbHOTO 3aKOHA NPEAEIbHBIE OTITYCKHBIE IIEHBI MHOCTPAHHBIX MPOU3BOJUTENEH HA JIEKapCTBEHHBIE
nmpernaparbl, BKIIIOYCHHBIC B ICPCUYCHD ) KU3HECHHO HGO6XOJII/IMI)IX M Ba)KHEHUIIINX JICKApCTBECHHBIX
IpernaparoB, MOAJIeKAT Iepecuery B pyosu o kypey LlenrpansHoro 6anka Poccuiickoii denepannu Ha
naty, yctanoBieHHyTo [IpaButenscTBoM Poccniickoit Denepannu, 6e3 IpeIcTaBICHUS 3assBICHUS O
nepecyeTe 1eHbl C BHECEHNEM COOTBETCTBYIOIINX M3MEHEHUH B TOCYAAPCTBEHHBIN PEECTp MpeaebHBIX
OTITYCKHBIX IIEH IPOM3BOANTENEH Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUEHHBIE B TIEPEUECHb KU3HEHHO
HEOOXOJMMBIX U BAXKHEUIIIHNX JICKAPCTBCHHBIX MPEIIapaToB.

(aacTtp 3.5 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)



3.6. 3aperucTpupoBaHHBIE 10 THS BCTYIUICHHUS B CHUTy HacTosAmero deaepanbHOTO 3aKOHA MPEIeIbHbIE
OTITyCKHBIE IIEHBI POCCHMCKHUX MPOU3BOINTENICH Ha JIeKapCTBEHHBIE TIPENapaThl, BKIFOUSHHBIE B IIEPEUYEHb
JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, MOAJIEKAT HHASKCAIH ¢ 1 HOsOps
2010 roma ncxoAs U3 MPOTHO3UPYEMOTO YPOBHS MH(IIALINH, YCTaHOBIEHHOTO DeiepaabHBIM 3aKOHOM OT
2 nexabps 2009 roma N 308-®3 "O denepanpaoMm O61omkeTe Ha 2010 rox 1 Ha TuTaHoBEI iepron 2011 u
2012 rogoB" na 2011 rom.

(uacts 3.6 BBeneHa DenepanbHbIM 3aKoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He momycKalOTCs MPOU3BOJICTBO U BBO3 B Poccuiickyro denepaiuio
JIEKApCTBEHHBIX MPENapaToB B YIIAKOBKAX C MAPKUPOBKOM, KOTOpas ObLIa HAHECEHA JIO JTHS BCTYIUICHUS B
cuity Hacrosimero ®enepanbHoro 3akoHa. [1o HCTeUeHNN YKa3aHHOTO CPOKa IaHHbBIC JICKapCTBEHHbBIE
npenapaTbl MOTYT OTIYCKAThCS, PEATM30BBIBATHCS, MIEPEIABATHCS H IPUMEHSTHLCS IO UCTCUCHUS HX
CpOKa rOJTHOCTH.

(B pen. ®eaepanbubix 3akoHOB 0T 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co nH4 BCTYIUICHHS B cluTy HacTosmero dexepansHoro 3akoHa u o 30 ampens 2011 rona
BKJIFOUUTEIBHO JOITYCKACTCA NPOBECACHNUEC SKCIICPTUIBI JICKAPCTBECHHBIX CPCACTB SKCIIEpTaMU
SKCTIEPTHOTO YUPEKIACHHS J0 MPOXOXKICHHUS UMH aTTECTAMH B MOPSJIKE, YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (heiepabHbIM OPraHOM UCIIOHUTEIBHOM BIACTH.

5. Co mus BeTyIuieHUs B cuity Hactosmero denepanpaoro 3akona u no 31 nexkadps 2013 roga
BKJIFOUHUTEIHHO OCYIIECTBIIICTCA MEPEXO] K IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUH C
MpaBUJIaMHU OPTaHU3AIUHU IPOU3BOICTBA U KOHTPOJIS Ka4eCTBA JICKAPCTBEHHBIX CPEACTB, YKa3aHHBIMU B
yactu 1 craThu 45 HacTosiero denepaibHOTO 3aKOHA, B MMOJIHOM 00beMe. Cpoku nepexona
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB K X MTPOU3BOJICTBY B COOTBETCTBUH C KOHKPETHBIMU
TpeOOBaHUSIMHY JAaHHBIX MTPABIII, BKITFOYAst CPOKU aTTECTAIMH YIIOJTHOMOUYEHHBIX JIUII, YKa3aHHBIX B
yacTsax 6 u 7 crateu 45 HacTosuero deaepanbHOro 3aKoHa, ycTaHapinuBaroTcs [IpaBurenscTBoM
Poccuiickoit ®enepanuu.

6. JIumeH3uy Ha TIPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB, BhIAaHHKIE 10 1 ssHBaps 2014 rona, AeMCTBYIOT
nociie 1 ssaBaps 2014 roga 10 UCTEUESHUS CPOKa MX JCHCTBUS IIPH YCIOBUH COOTBETCTBHS JIUIICH3MATA
MpaBUIaM OPTaHU3AIUH TIPONU3BOJICTBA U KOHTPOJISI KAYECTBA JIGKAPCTBEHHBIX CPEJICTB, YKa3aHHBIM B
yactu 1 crateu 45 HacTosmero deaepaabHOTO 3aKOHA.

7. ®opMupOBaHHE TOCYJAPCTBEHHOTO 3a/]aHVsI Ha TIPOBEICHNE IKCTIIEPTH3BI JIEKAPCTBEHHBIX CPEJICTB
(heneparbHOMY TOCYJapCTBEHHOMY OIO/DKETHOMY YUPEXKICHHUIO IO TPOBEACHHIO SKCIIEPTU3HI
JIEKapCTBEHHBIX CPEACTB U (PMHAHCOBOE 00ECIIeUeHNE BHITOHEHUS 3TOTO 3a/IaHUS OCYIIECTBISIOTCS B
MOpsIIKE, YCTaHOBJICHHOM DenepanbHbIM 3aK0HOM OT 12 staBapst 1996 roga N 7-@3 "O HEKOMMEpPUECKHIX
opraHuzanusx".

(dacte 7 BBeneHa @enepanbHbIM 3aK0HOM OT 29.11.2010 N 313-D3)

IIpesnaent

Poccwuiickoit @enepannn
JMEJIBEJIEB
Mocksa, Kpemis

12 anpens 2010 roga
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