POCCUNCKAS ®EIEPAIINAI
OEJIEPAJBHBIA 3AKOH

O BHecennu n3meHeHnd B MeepajibHBIN 3aK0H
«006 oOpaleHuH JEeKapPCTBEHHbIX CPeICTB»

Ipurst ['ocynapctBenHoi Jlymon 9 nexabps 2014 rona
Ono6pen CoBeToMm ®derepaunm 17 nexa6psa 2014 ropa
Cratpa 1

Brectu B @enepanbHbiii 3akoH oT 12 ampens 2010 roma Ne 61-03
«O6 obpamenun JekapcTBeHHBIX cpenctB» (CoOpaHue 3aKOHOJATENHCTBA
Poccuiickoit ®Pemepanmm, 2010, Ne 16, ct. 1815; Ne 31, cr.4161; Nod42,
cT. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, cT. 3446; Ne 53,
ct. 7587; 2013, Ne 27, c1. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43,
cT. 5797) cnenyromiye U3MEHEHHUS:

1) B crathe 4:

a) IMyHKT 2 U3JI0KHUTh B CIIEAYIOLIEH pe/laklivu:

i
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«2) bhapmaneBTrdeckasi CyOCTaHLUS — JIEKAPCTBEHHOE CPEICTBO B BHIE
OJHOTO HJIM HECKOJBKUX oONafaronmx ¢(apMaKoJIOTHYeCKOH aKTUBHOCTBIO
JICTBYIOIIMX BEIIECTB BHE 3aBUCUMOCTH OT TIPUPOABI IIPOMCXOXKICHMS,
KOTOpOe MpeJHa3Ha4eHO Ui TPOM3BOJCTBA, H3rOTOBIEHUS JIEKAapPCTBEHHBIX
NperapaToB U onpeeisieT ux 3Q(HEeKTUBHOCTD;»;

6) [OTOTHATH TYHKTOM 5' CITEIYIOIEro COACpKaHMS:

«5') mo3MpoBKa — conepXkaHHe OJHOTO WM HECKONBKHX HeiCTBYIOIIMX
BEIECTB B KOJMYECTBEHHOM BBIPRKEHUU HA EIUHUILY N03bl, WIA €IUHUILY
o0beMa, WK eIUHUILY MAacChl B COOTBETCTBHH C JIeKApCTBEHHOH Qopmoii 1mbo
IUIS. HEKOTOPBIX BHIOB JIEKapCTBEHHBIX ()OPM KOJIMYECTBO BBICBOOOXKIaEMOTO
U3 JIEKapCTBEHHOH (OPMBI AEHCTBYIOIIETO BELIECTBA 3a SIUHUILY BPEMEHH;»;

B) IOMONHUTH IyHKTaMi 6' 1 6° CIIEAYIOLIEro CONep/KaHHUSL:

«6') opdaHHble  NEKApCTBEHHBIE  IpemapaThl —  JIeKApCTBEHHbIE
nperaparbl, MpeAHa3sHAYEHHbIE WCKIIOYUTENBHO IS JUArHOCTUKU WK
NATOI€HETUYECKOro JIeYeHUs (JeUeHusl, HalpaBJIEHHOTO Ha MEXaHU3M Pa3BUTHSA
3aboneBaHus) peakux (opgaHHBIX) 3a00IeBaHMUIA;

6%) Guonormueckue JEKapCTBEHHBIE TMpernapaTtbl — JIEKapCTBEHHBIE
Ipenaparsl, AeUCTBYIOIIEee BELIECTBO KOTOPBIX MPOU3BEACHO WM BBHIICICHO H3
OMOJIOTHYECKOr0 UCTOYHUKA M JUIS OIpeJeNIeHUs] CBOHCTB M KayecTBa KOTOPBIX
HeoOxoauMa KOMOWHAIUS OMONOTMYECKUX U (DU3UKO-XUMHUYECKAX METOMOB.

K OHOJIOrHYECKUM JICKApCTBCHHLIM npemnaparam OTHOCATCA



HMMYHOOMOJIOTHYECKHEe  JIGKApCTBEHHBIE  Tpenaparhl,  JIEKapCTBCHHBIE
TperapaTsl, IMOJy4YeHHble W3 KPOBHU, IIa3Mbl KPOBU 4YeJOBEKa M >KMBOTHBIX
(3a HCKIIOYEHHEM IIEJIBbHOW KpOBH), OMOTEXHOJOTHYECKHE JIEKapCTBEHHBIE
nperaparhl, FreHOTepaneBTUYeCKUe JIEKapCTBEHHBIE Tperiapathl;»;

T') MyHKT 7 U3JIOXKUTh B CIEAYIOIIEH peaKliiu:

«7) uMMyHOOHOTOTHYECKHE JIeKapCTBEHHBIS npernaparsl -
JeKapCTBEHHBIE IperapaTsl, IpeaHasHauYeHHbIe 115 GOPMHUPOBAaHUS aKTUBHOT'O
WIA TACCMBHOTO MMMYyHHTeTa JUOO IMArHOCTMKH HAJH4Ms WMMYHUTETa HWIH
ITHarHOCTUKH CHEeIH(HIECKOTO OpUOOPETEeHHOTO M3MEHEeHUs
UMMYHOJIOTUYECKOTO OTBETa Ha JIepru3upyomye BEIIIeCTBA.
K nMMyHOOHOIOTYECKUM JIeKapCTBEHHBIM IIpernaparaM OTHOCSTCS BaKIUHEI,
aHaTOKCHHBI, TOKCHUHBI, CBIBOPOTKH, UMMYHOTJIOOYJIMHBI ¥ aJlJIePreHbl;»;

1) JOTIONHUTH ITyHKTaMHU 7'u 7 CIEAYIOLIETO COHEPIKAHHUS:

«7") GHOTEeXHONOrHYeCKHEe IEKAPCTBEHHBIE npenaparbl — JIEKapCTBEHHBIE
IIpernaparsl, IPOU3BOACTBO KOTOPBIX OCYIIECTBISIETCS C HCIOIb30BaHUEM
OHOTEXHOJOrMYeCKUX  MpOLeccoB W MerogoB (B TOM  YHCIE
JHK-pexomOuHaHTHOM TEXHOJIOTUH, TEXHOJIOTHH KOHTPOJIHPYEeMOH
OKCIIPECCHH TIEHOB, KOJUPYIOUIMX OWONOTMYEeCKH aKTHBHBIE Oelku B
[IPOKApUOTax U JyKapHOTax, BKIIOYas U3MEHEHHbBIE KJIETKH MJIEKOIMTAIONINX ),

FI/I6pI/IIIOMHOFO METOJa U METOAa MOHOKJIOHAJIBHBIX aHTUTEII,
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7%) reHOTepareBTHIEeCK e JEKAPCTBEHHBIE NPENapaThl — JEKAPCTBEHHBIC
npernaparsl, dapmarieBTHUIECKas cyOcTraHIus KOTOPBIX SIBTISIETCSI
pPEeKOMOMHAHTHOM  HYKIEMHOBOM  KHCIOTOM WM  BKIO4aeT B cebs
PEKOMOMHAHTHYIO HYKIEHMHOBYIO KHUCJIOTY, IIO3BOJIIIOIIYI0 OCYIIECTBIATH
peryJupoBaHue, pernaparuio, 3aMeHy, J00aBleHne WK yJaleHHe TeHETHIECKON
110CJIe IOBATEILHOCTH;;

e) MyHKTHI 11 1 12 U3M0XUTH B CIEAYIOIIEH PeAaKIIAN:

«11) pedepeHTHBII  JEKApCTBEHHBIM Ipemapar —  JIEKapCTBEHHBIN
npenapar, KOTOpbIM BIepBble 3aperucTpupoBaH B Poccuiickoit ®enepanum,
Ka4ecTBO, 3PGEKTHBHOCTh U 0€30MaCHOCTh KOTOPOro O0Ka3aHbl Ha OCHOBAaHHUHU
pe3yJIbTaTOB JIOKJIMHHYECKUX HCCIEJOBAHUN JIEKapCTBEHHBIX CPEICTB M
KIMHAYECKUX HCCIIeIOBaHUM JICKApCTBEHHBIX IpEraparoB, IPOBEJEHHBIX B
COOTBETCTBHM ¢ TpeOoBaHHUAMHU 4dacTH 3 cTaThy 18 HacTosmero denepajlbHOIo
3aKOHa, M KOTOPBIH HCIONB3YeTCsl I OLEHKM OMOIKBUBAJIEHTHOCTH WIH
TepaneBTHYECKOM  OKBHBAJIEHTHOCTH,  KadecTBa,  3(PQEKTUBHOCTH  H
6e30MacHOCTH BOCIIPOM3BEACHHOr0 WM OwoaHanorosoro (6uomnomobHoro)
JIeKapCTBEHHOT'O Iperapara;

12) Bocripon3BeIeHHBIN JIEKapCTBEHHBIA Iperapar — JeKapCTBEHHBIN
nperapar, KOTOPBIA UMeEeT TaKOU K€ KaUeCTBEHHBIN COCTaB M KOJIMYECTBEHHBIIH
COCTaB JICHCTBYIOIIMX BEIIECTB B TaKOHl e JIeKapCTBEHHOW QopMme, 4YTO U

pedepeHTHBI JieKapCTBEHHBIA Ipenapar, M OHO3KBUBAJIEHTHOCTb WX



TepaneBTHYEeCKas IKBUBAJICHTHOCTh KOTOPOTo pedepeHTHOMY JIEKapCTBEHHOMY
Tpernapary NoATBEepXKIeHa COOTBETCTBYOIIMMH HCCIIEIOBAHUIMHE;Y;

) JOTIOJTHUTH TyHKTaMHU 12" - 12° cnenyromero comepxanus:

«12") TepareBTHYeCKas SKBMBANEHTHOCTh — JOCTHMIKEHHE KIMHUYECKH
COIOCTaBHMOTO TepamneBTHIecKoro 3¢dexra npu NPUMEHEHUH JIEKAPCTBEHHBIX
IpEnapaToB i1 MEIUIIMHCKOTO IPUMEHEHMWs U1 OJHOM M TOM K€ TPYIIIIbI
GOJIBHBIX 110 OJHAM U T€M JX€ MOKa3aHUsSIM K IPUMEHEHHUIO;

12%) 6uoananorossiii  (6MOMONOOHBIN)  JIeKapCTBEHHBIH  mpemapart
(6noananor) — OHONOTMYECKHWH JIEKapCTBEHHBIM IIperapar, CXOXHH II0
napamerpaMm Kauectsa, 3((eKTHBHOCTH M Oe3omacHocTH ¢ pedepeHTHBIM
OMOJIOTHYECKUM JIEKApCTBEHHBIM IIpenapaToM B TaKOM XKe JIeKapCTBEHHOU
dbopMe 1 UMEIOIIMN HACHTUYIHBIN CII0CO0 BBEACHHUS;

12%) B3anMo3aMeHsIeMbIil JIeKapCTBEHHBIH MNpenapaT — JeKapCTBeHHbIH
mperapaT € JOKa3aHHOM  TepaleBTUYECKOM  OSKBUBAJICHTHOCTBIO  HIIH
OMO9KBHBAJIEHTHOCTBIO B OTHOIIGHHH pPePEepeHTHOTr0  JIEKapCTBEHHOIO
npernapara, MMEIOIIUMH OSKBUBaJICHTHBIE €My KadeCTBEHHBI COCTaB H
KOJIMYEeCTBEHHBIN COCTaB ACHCTBYIOIIMX BELIECTB, COCTaB BCIIOMOTAaTENIBbHBIX
BEIIIECTB, JIEKAPCTBEHHYIO (hOpMY U CIIOCOO BBEICHUS;»;

3) MyHKT 15 U3I0XUTH B ClEAYIOIEH pelaKIuu:

«15) romeonariueckuii JI€KapCTBEHHBIM IpernapaT — JeKapCTBEHHbIN

npernapar, IPOU3BEIACHHBIA WM M3rOTOBICHHBIH U3 (apMaleBTUIecKOH
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cybcTaHIMyd  WId  (apMareBTHYECKUX CyOCTaHIMi B  COOTBETCTBHH C
TpeGoBaHMsAME  OOIMX  (apMaxomeiHeIX CTaTedl K TIOMEONaTHYECKUM
JIEKapCTBEHHBIM TIperapataM MIM B COOTBETCTBHHM C  TpeOOBaHUSIMH
(bapmaxorien CTpaHbl IPOU3BOAUTENS TAKOTO JIEKAPCTBEHHOTO NIpenapaTa;y,

¥) B IIyHKTe 16 ciioBa «HanMeHOBaHME (hapMalleBTUIecKol CyOcTaHIumy
3aMEHUTh CJI0BaMHU «HAaMMEHOBaHUE e CTBYIOIIETO BeIlleCTBa
dbapmaneBTHIeCKON CyOCTaHIIMHY;

K) IyHKT 17 [ONOJHWTH CIOBaMH «, IepXKareleM WA BlafelblieM
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO IIpenaparay;

J1) IOTIONTHHUTH MYHKTOM 17' ClIeIyIOmero comepkanus:

«17") rpynmupoBoYHOE HAaMMEHOBaHME JEKAPCTBEHHOTO IIpernapara —
Ha¥MEHOBaHUeE JIEKAPCTBEHHOIO IIpernapara, He HMEIOIIEro MeXXIyHapOoJHOro
HENaTeHTOBAaHHOTO  HAWMEHOBAaHWS, WIM KOMOMHAIlMM  JIeKapCTBEHHBIX
IpenapaToB, MCIOJNB3yeMOe B IeNifX OOBeIMHEHHUS MX B TPYIILy MOJ €IUHBIM
HaVMEHOBaHHUEM UCXO[IS U3 OJMHAKOBOI0 COCTaBa JEHCTBYIOIIUX BELIECTB;»;

M) B IIYHKTe 18 cltoBa « 11 MEIUIIMHCKOTO PUMEHEHH) UCKITIOUUTD;

H) B ITyHKTe 19 coBa «i1s MeIULIUHCKOTO IPUMEHEHUS) HCKITIOYHUTD;

0) JIOTIOJIHUTH ITYHKTaMHU 19' u 19? CIIEIYIOLIETO COAEPIKAHUS:

1
«19°) cragmapTHeie 00pa3ibl — BEIECTBa, ITOCPEICTBOM CpaBHEHHS C
KOTOPBIMHU OCYIIECTBIISETCA KOHTPOJIb Ka4eCTBa UCCIIEAYEMBIX JIeKAPCTBEHHBIX

CPEICTB C MOMOIIBIO PUBUKO-XUMUYECKUX U OHMONOTMYECKHX METOIOB B IEJIIX



MOATBEPKACHHUST  COOTBETCTBUSl  JIGKAPCTBEHHBIX  CPEINCTB  TPeOOBaHUAM
HOPMAaTUBHOW  JOKYMEHTAllU{, YCTAHOBIIEHHBIM IPH  OCYLIECTBIEHHU
rOCyJapCTBEHHOM PErducTpaliy, W KOTOpble IPUMEHSIOTCS A KaniuOpOBKH
CTaHIApTHBIX  00pa3slloB  NPOM3BOMUTENSA  JIEKAPCTBEHHBIX  CPEJICTB,
HCIIONB3YEMBIX JUISI KOHTPOJS KadecTBa M HMHBIX Lened Ipu obOpalieHuu
JIEKapCTBEHHBIX CPEJCTB;

19°) papmaKoneiHBIi CTaHIAPTHBIH o6pasen — CTaHAAPTHBIA ob6pasel,
IIPOW3BEJIEHHBIA B COOTBETCTBUM C (PapMaKONeHOM CTaThe;»;

1) ZOMOJHUTH MyHKTOM 21 cllefyromero comepxanus:

«211) oOmMii TEeXHUYECKHH JOKYMEHT — KOMIUIEKT JOKYMEHTOB H
MaTepUasoB, COCTOSINMA M3 HECKOJIBKUX pa3lelloB — JAOKYMEHTAlHH
aJMAHUCTPATHBHOTO  XapakTepa, XHUMHYECKOH, QapMaleBTU4ecKod U
OMONOTHYECKOH JOKyMeHTallu, (apMaKoJIOIrM4ecKON, TOKCHKOIOTHYEeCKOU
JIOKyMEHTaliH,  KJIMHUYECKOM  JIOKYMEHTalluM ¥ [PeJICTaBISIeMbIH
OIHOBPEMEHHO C  3asBI€HMEM O  TOCYIapCTBEHHOH  perucrpanuu
JIEKapCTBEHHOI0 Mpernapara Ui MEAUIMHCKOrO NpuMeHeHuss B ¢opmare,
YCTaHOBJICHHOM YITOTHOMOYEHHBIM (eAepalbHbiM OpPraHOM HCIOTHUTEIBHON
BJIACTH;»;

P) JIOTIOJTHUTE IIYHKTOM 26! CJIEAYIOLLETO COAEPHKAHUS:

«261) Jep)KaTeilb WU BiajeNel]l pPEerucTpalioOHHOIO yAOCTOBEPEHUS
JEeKapCTBEHHOTO IIperapara — pa3paboT4YMK JIeKapCTBEHHOrO CpeiCTBa,
[IPOU3BOJUTENb JIEKAPCTBEHHBIX CpPEICTB WM HHOE HOPUAMYECKOe JIHIO,

06nana101uee paBOM BJIaZICHUS PErUCTPALIMOHHBIM YAOCTOBEPCHHUCM, KOTOPBIC



HECYT OTBETCTBEHHOCTh 3a Ka4yecTBO, 3((EKTUBHOCTH M 0€30MacHOCTh
JIEKapCTBEHHOIO IIpenapara;»;

¢) B myHKTe 30 CIIOBa «, @ TAKXKe» 3aMEHUTH CIIOBaMU «H (WIH)»;

T) ZOMOJHHUTH MyHKTOM 31' ciiemytomero conepanus:

«31") npousBoacTBeHHas IUIOMAAKA — TEPPUTOPHATBHO 060COGTEHHBIMH
KOMIUIEKC IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEIACTB, MpPeAHA3HAYCHHBIA JJIs
BBITIOJTHEHUSL BCErO Ipollecca MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB HIIH €ro
OTpeJieNIeHHON CTauu;»;

y) MYHKT 45 U37I0KUTH B CIEAYIOIeH pelaKkIyu:

«45) uccnenoBanve GMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO Mpernapara —
BUJ KIMHAYECKOTO HCCIEeNOBaHMs JIEKAPCTBEHHOrO IIperiapara, MpOBeleHHe
KOTOPOTO OCYILECTBIISIETCST AN ONpeJelieHHs] CKOPOCTH BCachbIBaHUS U
BBIBEJICHUS OJHOTO MWJIM HECKOJNBKHAX oOnamaromux (apMakolIoTHIecKon
aKTUBHOCTHIO IEHCTBYIOIIUX BEIIECTB, KOJNYECTBA JIEKapCTBEHHOTO Mpernapara,
JOCTHTAIOIIEr0 CHUCTEMHOI'O KPOBOTOKA, U Pe3yJbTaThl KOTOPOTO TMO3BOJSIOT
cenath BBIBOJ O OMOIKBUBAJICHTHOCTH BOCIIPOM3BEIEHHOTO JIEKAPCTBEHHOTO
nperapara B  ONpENEIEHHBIX JIEKapCTBEHHOW ¢GopMe U  JO3HMPOBKE,
COOTBETCTBYIOUIMX (OpMe U JIO3MPOBKE pepepeHTHOro JeKapCTBEHHOTO

Tperapara;y;



9

¢) IOTOTHUTH IIyHKTOM 50! CJIENIYIOLIEro COAEPIKaHus:

«501) HeXeJlaTeNlbHAass Peakildsi — HemnpeJHaMepeHHas HeOlaronpusTHas
peakiusi OpraHmsMa, KOTopas MOXET OBITb CBf3aHa C IPUMEHEHHEM
JIEeKapCTBEHHOTO IIperapara;»;

X) MMYHKT 52 U3JI0KUTH B CIEAYIOLIEN peNaKLIHH:

«52) HempelBUJICHHAs HEXeJlaTelIbHAs peakiusa — HeXelarelbHas
peakiys OpraHuM3Ma, KOTOpas CBsf3aHa C MPUMEHEHHEM JIEKAapCTBEHHOIO
mperapara B 033X, PEKOMEHAYEMBIX B IIPOTOKOJE €ro KIHHHYECKOIo
HCCIIeIOBaHUs, OpOLIIOpe UCCIe0BaTells, WK ¢ IPUMEHEHHUEM JIEKApCTBEHHOTO
mperiapara B J03aX, pEKOMEHYEMBIX B MHCTPYKIHUH 10 €r0 IIPUMEHEHHUIO IS
1poQHUITaKTUKY, JOUArHOCTHKH, JiedeHHs 3a00/eBaHUS MM MEIULMHCKOH
peabwiMTallMd HALUEHTa, W CYIIHOCTh, TXKECTh HJIM MCXOJ KOTOpOM He
COOTBETCTBYET MH(pOpMAIMK O JIEKapCTBEHHOM IIpernapare, cojaepikalieics B
IIPOTOKOJIE €r0 KIMHUYECKOTO HCCIIeOBaHus, OpoIIope UCCleoBaTeNs WK B
MHCTPYKIIUH 110 TPUMEHEHHIO JIEKAPCTBEHHOTO IIpeapara;»;

11) IOMOJIHUTE ITyHKTaMHU 521522 CIIEYIOIIEr0 COMEPIKAHUS:

«521) (dapMakoHag30p — BUA  JCSATENBHOCTH 1O  MOHHTOPUHTY
3¢ beKTUBHOCTH U 0€30MacHOCTH JIEKapCTBEHHBIX IpenapaToB, HaIlpaBIeHHBIHN
Ha BBISIBJICHHE, OLIEHKY U IIPEJOTBpAILCHUE HEXEJIATEeNbHbIX ITOCIEICTBUI

INPUMCHCHUS JICKAPCTBCHHBIX IPEIIapaToB;



10

52%) maH yIpaBlieHns PHCKaMHU — II0POBHOE ONFCAHNE MEPONPUATHE 110
(dapMaKOHaq30py, HAIPaBICHHBIX HA BBIABICHHUE, OLEHKY M IIPENOTBpAIllEHUE
WM MWHAMH3AIIMIO PHUCKOB, CBS3aHHBIX C JIEKAPCTBEHHBIMU IIperapaTaMy,
BKJTFOYasl OIleHKY 3¢ (EKTUBHOCTU JaHHBIX MEPOIIPUITHIH;;

9) OTIOJTHUTH ITYHKTOM 55 CIIeTYIOIIEro CONEp KaHUs:

«55) koMITJIEeKCHasT OlLIEHKAa JIGKQpPCTBEHHOr'o0 Ipernapara — OIeHKa
3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO IIperapaTa, BKIIOWaromias B cebs
aHanu3 wWHQOPMAIMM O CpPaBHUTEIBHON KIMHHYECKOW HPPEKTUBHOCTH U
6e30macHOCTH  JIEKAPCTBEHHOrO0  Mpemapara, OLEHKY  3KOHOMMYECKHX
TOCJIEICTBUN ero IPUMEHEHMs, W3Y4YeHHE JIONMOJIHUTEIBHBIX IIOCIEICTBUAN
IPUMEHEHUs JIEKapCTBEHHOI'O IIpenapara B LENAX IPUHATUS pPEIIeHH o
BO3MOXXHOCTH BKJIFOUEHHMS JICKapCTBEHHOTO IpernapaTra B IEPEeYeHb >KM3HEHHO
HEOOXOIMMBIX ¥ Ba)KHEMIIMX JIEKAPCTBEHHBIX MpernapaToB, HOPMAaTHBHBIC
MpaBOBbl€ AaKThl M HHBIE JOKYMEHTHI, OIPEJeNsIolie IMOPSIOK OKa3aHWs
MEAULMHCKON TTOMOIIY, WU UCKIIIOYEHHSI ero U3 yKa3aHHBIX MEepeyHs, aKTOB U
JIOKYMEHTOB.»;

2) B crarhe 5:

a) B IyHKTe 1 cnoBa «Ha Tepputopun Poccutickoit @enepanum» 3aMeHHTD
cioBaMHu «B Poccuiickoit enepaunny;

6) NyHKT 2 JOINONHHUTH CJOBaMHU «, CO3/JaHHEe U BeIEHHEe peecTpa

(dapMaKoNneHHbIX CTaHAAPTHBIX 00pa3LoBy;



11

B) MyHKT 5 [OMOJHUTH CJOBAaMH «, OKCIIEPTH3Bl JOKYMEHTOB,
NpeCTaBIeHHBIX  JUIi  OINpeNeNeHUs  BO3MOXHOCTH  PacCMarpuBaTh
JIEKapCTBEHHBIM  IpemaparT A MEAULMHCKOTO  NPHUMEHEHUs  IpuU
rOCYIapCTBEHHOM perucTpallil B KadecTBE OP(PAHHOIO JIEKAPCTBEHHOIO
npenaparay;

r') JOIIOJHHUTH IIYHKTOM 5' CIIEAYIOMIEro cofepKaHus:

«5") opranHu3anys TPOBENEHMS KOMILICKCHOH OIIEHKH JIEKAapCTBEHHOTO
mpenapara B LENIX IMPUHATHS pelieHHHA O BO3MOXHOCTH BKJIIOYEHHUS
JIEKapCTBEHHOr0 TIperapara B IMepeueHb JKU3HEHHO HEOOXOAWMBIX U
BaXHEHIINX JICKAPCTBEHHBIX IIpernaparoB, HOPMATHUBHBIE IPaBOBbIE aKThl U
WHBIE JOKYMEHTHI, ONPEACIIAIONIe TOPIIOK OKa3aHUs METUIIMHCKON TTOMOIIU
WK HCKITIOYSHHS €r0 U3 yKa3aHHBIX IIepeyHs, aKTOB U JOKYMEHTOB;»;

1) MYHKT 8 U3JI0XKUTH B CIEAYIOWIEN peaaKkIIiu:

«8) opranm3anusi ¥ (WiIM) MPOBEJCHWE HWHCIEKTUPOBAHUS CyOBEKTOB
o0palleHus IeKapCTBEHHBIX CPEJCTB Ha COOTBETCTBHE TpaBUIaM Hallexaliei
nabopaTopHOM MNpPaKTUKY, NpaBUiiaM HaJIeXXalled KIMHUYECKOH IpaKTUKH,
IpaBUIaM HaJJIeXalleld IpaKkTUKU XpaHeHHsS U IEePEBO3KH JIEKapCTBEHHBIX
IpenapaToB, IpaBUjiaM HaJylexalledl TUCTPUOBIOTOPCKOM MPaKTUKH, IpaBUiIaM

HaJUIeXXalle arTeuHON IPaKTUKHY;;
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€) JOIOTHHUTH IYHKTAMK 8' 11 8 ClIeAYIOIIero CoIepyKaHus:

«8") opramm3anus # (WIM) TIPOBeJEHHE MHCIEKTMPOBAHUS CYGLEKTOB
obpaleHnsl JIEKapCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPeOOBAHMSIM IIpaBHI
HaJUIe)Kale  NpPOW3BOJACTBEHHOW  IIPaKTHKH, BblJaya  3aK/IIOYEHUU O
COOTBETCTBHUH IPOHM3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM IIpaBUIL
HaJIJIeKaIed MPON3BOCTBEHHOM MPaKTUKH;

8%) yCTaHOBIIeHHEe TMOpAAKA BEIEHHS M BeJEHHE TIOCYIapCTBEHHOTO
peecTpa 3aKIIOYeHUN 0 COOTBETCTBUHU NPOU3BOIUTENS JIEKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUAM IIPaBIIT HaJIeXAalleil IPON3BOICTBEHHON IIPAKTUKH;»;

K) yHKT 10 U3710KUTh B CIEQYIOUIEH pelaKiu:

«10) ycraHoBneHne TDOpsAlKa BBO3a JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyto Penepanvito U BBIBO3a JIEKAPCTBEHHBIX CPEeACTB U3 Pocculickoi
Denepanuiu;»;

3) JOTIOJTHUTH ITyHKTaMHU 10" u 10° CIIEIyIOIIETO COAEPIKAHMUS:

«10") BBllaua, ycTaHOBIEHHE TOPSAKA BBIIAYM U (OPMBI JOKYMEHTa,
KOTOpBIA TONTBEPXAAET, YTO IIPOU3BOACTBO JIEKAPCTBEHHOro Ipernapara
OCYIIECTBJIEHO B COOTBETCTBAHM C TpeOOBaHMSMHU MpPaBW HaJJexarien
IPOU3BOACTBEHHON NPAKTUKH, U TOUICKHUT MPEACTABICHHUIO MO TpeOOBaHUIO
YIOJTHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKApCTBEHHBIH

Iperapar,
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10%) Beliaua, yCTaHOBIEHHE MNOPSAKA BbIA4M W (OPMBI JOKyMEHTa,
COZIEpIKAILlEro CBeIEHHs O CTaAMSAX TEXHOIOTMYECKOIO IIPOIECcca MPOU3BOICTBA
JIEKAPCTBEHHOTO CPEJICTBA, OCYIIECTBISEMBIX Ha TEPPUTOPHH EBpasuiicKoro
DKOHOMHYECKOTO COI03a;»;

1) IyHKT 14 U3JI0KUTH B CIeAYIOLIEH pelaKiuu:

«14) ocymecTBienue hapMakoOHaA30Pa;»;

K) JOIOJIHUTH ITyHKTamMu 18 — 24 cienyromero coaepKaHus:

«18) yTBepkieHre TpaBWI Hajajexamied 1abopaTOpHOH IIPaKTHKH,
IpaBWil  HaAJexalled KIMHWYECKOW IIPaKTUKH, [paBWil  HaJjexalnen
MIPOM3BOJICTBEHHON NPAKTUKH, NpaBUl HaJUIeXKalledl NpaKTUKH XpaHEHWS M
MIEPEBO3KH JIEKapCTBEHHBIX [IpernapaTos, TIpaBUil HaJyIexareit
JUCTPUOBIOTOPCKON MPAKTUKH, MPaBWI Hajexamed allTedHOH IIPaKTUKH,
IpaBHUJI HaJUIekKaIle ImpakTUKK (apMaKkoOHaa30pa JIEKapCTBEHHBIX IIPernapaToB
JUTSL METUIIMTHCKOTO IPUMEHEHHS;

19) ycranoBieHne nopsaka GOpMUPOBaHHS PETUCTPALIMOHHOTO JOChE Ha
JIeKapCTBEHHBIH MperapaT U TpeOoBaHMM K JOKYMEHTaM B €TI0 COCTaBe;

20) yTBepxKieHHe TpaBW palMOHAIBHOTO BbIOOpa HaWMMEHOBAHHMIMA
JIEKapCTBEHHBIX NIPENapaToB ISl MEAULIMHCKOTO PUMEHEHMS;

21) yTBepxKeHre NepevyHsi HANMEHOBaHH JIEKapCTBEHHBIX GOPM;

22) popmupoBaHHE peecTpa THUIIOBBIX HHCTPYKLMH IO MEIULMHCKOMY

IIPUMEHCHHUIO B3aUMO3aMCHACMBIX JIEKAPCTBCHHBIX IIPEIapaTosB;
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23) yrBepkieHue TpeOOBaHMH K MHCTPYKUMH 110 MEIULHHCKOMY
[PUMEHEHHUIO JIEKAPCTBEHHBIX IPENapaToB U K MHCTPYKIMH TI0 BETEPHHAPHOMY
NIPUMEHEHHIO JIEKapCTBEHHBIX IIPENapaToB;

24) nocynebHOe 3aKpbITHE CalTOB, COJAePXKAIIMX HHGOPMALMIO O
PO3HMYHONU  TIpOJ@Ke  JUCTAHIMOHHBIM  CIOCOOOM,  IpPEUIOKEHHE O
nproOpeTeHu  AUCTAHIIMOHHBIM  CHOCOOOM, JOCTaBKE JUCTAHIIHOHHBIM
criocoboM ¥ (WiM) nepenade (QU3MUECKOMY JIMIY OUCTAHIMOHHBIM CIIOCOOOM
JIEKapCTBEHHBIX IperapaToB, HAPKOTHYECKUX JIEKAPCTBEHHBIX IIPENapartoB U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaTOB, 3a MCKIIOYEHHEM CIIy4aes,
ycraHoBlieHHBIX [IpaButensctBoM Poccuiickoit ®enepanyu.»,

3) B cTaThe 7:

a) 9acTh 2 IOCJie CJIOB «U (papMaKONEeUHBIX CTaTel» IOIOIHHUTE CIOBaMHU
« B TOM umcie (apMakolelWHBIX cTaTedl Ha ¢apMmaxolelHble CTaHApTHBIE
o0pasisL,»;

6) B yacTu 3 cJIOBa KOPUTMHAIBHOE JIEKAPCTBEHHOE CPEICTBO» 3aMEHUTD
clioBaMH «pedepeHTHbIH JIEKapCTBEHHBIN IIpenapaTy;

4) B ctatee 9:

a) 4acTh | TOTIONHUTH IyHKTOM 3 CIEAYIOIIEero CONepKaHuA:

«3) BEIOOPOYHBIN KOHTPOJIb KaueCTBa JIEKapPCTBEHHBIX CPEJICTB.»;
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6) yacté 4 1 5 U3IOKUTH B CIEAYIOILEH PeJaKIn:

«4, DeflepanbHbIii TOCYIapCTBEHHBIA Ham3op B cdepe obpaleHus
JIEKApCTBEHHBIX CPEJICTB BKIIIOYAET B CeOs:

1) opranusalMio ¥ MpPOBEJEHHE IIPOBEPOK COOMOAEHUS CyObeKTaMu
oOpailleHHsI  JIGKAPCTBEHHBIX  CPEACTB  YCTAHOBJIEHHBIX  HACTOSIIMM
degepanbHBIM 3aKOHOM M MPHHATBIMM B COOTBETCTBHM C HHM HWHBIMH
HOPMATHUBHBIMHU TIPaBOBBIMU akTaMu Poccuiickoii ®eneparuu TpeboBaHud K
JOKJIHHAYECKMM HCCJIeJOBAHUSM JIEKAPCTBEHHBIX CpPEACTB, KIMHHYECKHM
HCCIIEZIOBAHUSAM JIEKapCTBEHHBIX IIPEIapaToB, XpaHEHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyro Denepanuio, OTIYCKy, pealW3alliy JEKapCTBEHHBIX CPEJCTB,
IPUMEHEHHUIO JIEKapCTBEHHBIX IIPENaparoB, YHHWUYTOXKEHHUIO JIEKApCTBEHHBIX
CpPEJICTB, a Taloke COOJIOIeHNUs YIIOJTHOMOYEHHBIMHY OpraHaMM UCIIOIHHUTEILHOM
Biactd cyObekToB Poccuiickoii @Denepaluy  METONMKH  YCTaHOBJICHMSA
MpeIeNbHBIX  Pa3sMEpPOB ONTOBBIX HaA0aBOK U IpeleibHBIX pPasMEPOB
PO3HHYHBIX Han0aBOK K (PaKTUYECKHM OTIIyCKHBIM I[€HaM, yCTaHOBJIEHHBIM
NPOU3BOAUTENSIMY JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE MIPeNnapaTsl,
BKJIIOUYEHHBIE B IIepeYeHb IKU3HEHHO HEOOXOOWUMBIX M  BaXXHEWUIINX
JIEKapCTBEHHBIX IIperapaToB (najiee — o0s3aTeNbHbIe TpeOOBaHNUs );

2) opraHM3alvio U MPOBEJIEHNE IIPOBEPOK COOTBETCTBHUS JIEKapPCTBEHHBIX
CpPEeICTB, HaxXOMsIIUXCA B TPaXIAaHCKOM  00OpoTe, YCTaHOBJIEHHBIM

Tpe60BaHI/IHM K UX Ka4CCTBY,
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3) opraHu3anuio U MpoBeeHue hapMaKoHaI30pa;

4) mpuMeHeHWe B  IOpsJKe, YCTAaHOBJIEHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit @epepanuu, Mep MO IMPECEYEHUIO BBIABICHHBIX HapyIIECHUH
o0s3aTenbHBIX TpeOoBaHMH M (WIM) YCTpaHEHHMIO IIOCJIEACTBHH TaKHX
HapylIeHWH, B TOM YHCIIe NPHHATHE PEIIeHMS O HAXOXKJEHUH JIEKapCTBEHHBIX
CpeAcTB B oOpallleHHH, BblIady IpeAUcaHuii 00 yCTpaHEHHH BBIABIEHHBIX
HapyleHUd 00s3aTeNbHBIX TpeOOBaHUN W TPUBICHYEHHE K OTBETCTBEHHOCTHU
JIUII, COBEPIUMBILINX TaKue HapyIICHHUS.

5. @enepanbHBI  TOCYHapCTBEHHBIM Ham3op B cdepe oOpauieHus
JEKapCTBEHHBIX CPEJICTB OCYLIECTBISETCS B MOpsAJKE, YCTaHOBJIEHHOM
®enepanpHbM 3aK0oHOM 0T 26 nekabps 2008 roga Ne 294-®3 «O 3ammure npas
IOPUINYECKUX  JIMIL WM WHIAMBUAYAJIBHBIX  IpeJlpUHMMATeIed  npu
OCYHIECTBIIEHUN TOCYAApCTBEHHOTIO KOHTPOJS (HaA30pa) U MYyHHUIMIAIBHOIO
KOHTPOJISL», C y4YeTOM OCOOEHHOCTeH, yCTaHOBIEHHBIX HAacCTOSIIEH cTaThel.
IlpenBapuTenbHOE  corlacOBaHME C  OpraHamMd  IPOKypaTypbsl  CPOKOB
IIPOBE/ICHUSI BHEIUIAHOBOM IIPOBEPKU CyOBEKTOB OOpallleHHs JEeKapCTBEHHBIX
CPeACTB, a TaKXke IpeBAPUTEIBHOE YBEIOMJIEHUE IOPUIANYECKUX JIHII,
WHMBUAYalbHBIX NIpeANpUHUMAaTENel 0 Haualle IPOBeJieHus ITOU IIPOBEPKU HE
Tpebyercs. OpraHbl MPOKypaTyphl M3BEINAIOTCS O IPOBEJICHUU BHEIUIAHOBOM

IpOBEPKH CYOBEKTOB OOpallleHUsl JIEKapCTBEHHBIX CPEACTB IMOCPEIACTBOM
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HaIpaBIeHUs] COOTBETCTBYIOMIUX JOKYMEHTOB B TeYCHHE TpeX pabouux IHeH c
MOMEHTa OKOHYaHHsI IPOBE/ICHUs YKa3aHHOH BHEIJIAHOBON IPOBEPKU.»;

B) JIOTIOJIHUTB YaCThIO 7 CIEAYIOLIETO CONEPIKaHUA:

«7. BeIOOpoUHBIE ~ KOHTPOJb  KayecTBa  JIEKAPCTBEHHBIX  CPEJCTB
OCYIIECTBIISIETCS YIIOTHOMOYEHHBIM (pelepaibHBIM OPraHOM HCIOJIHUTENHHOU
BJIACTH B YCTAHOBJIEHHOM UM IOPSIIKE U BKIIFOYAET B CeOs:

1) 06paboTKy cBeneHH, B 00s3aTENLHOM IOPSIKE IPEIOCTaBIAEMBIX
cyOpekTaMu OOpallleHHs] JIEKapCTBEHHBIX CpPENCTB, O CepUsX, IapTUIX
JIEKapCTBEHHBIX CPEACTB, IOCTYNAIOIIUX B IpaxkIaHCKuil o6opoT B Poccuiickoii
Depepanuy;

2) or60p 00pa3LoB JIEKAPCTBEHHBIX CPEACTB y CYOBEKTOB oOpalieHus
JIEKapCTBEHHBIX CPEJCTB B LIEJISX IPOBEACHUS UCIIBITAHUN Ha WX COOTBETCTBUE
TpeOOBaHUSAM HOPMAaTUBHON JOKYMEHTAIU WM HOPMATHBHEIX JOKYMEHTOB,

3) mpuHATHE IO pe3yJbTaTaM IPOBENECHHBIX WCIBITAHUN pelleHus o
JajbHEAIIEM TpaXJaHCKOM 00OpOTe COOTBETCTBYIOUIETO JIEKAPCTBEHHOI'O
Cpe/ICTBa,;

4) npunsiTHE YIIOJTHOMOYEHHBIM benepalbHBIM OpraHoM
UCIIOHUTENBHON BIIaCTH peleHHs O IEePeBOJie JIEKAPCTBEHHOro CpeCcTBa Ha
[IOCEPUIHBIM BBIOOPOYHBI KOHTPOJb KAadecTBa JIEKAPCTBEHHBIX CPEACTB B
cjiydae ITOBTOPDHOTO BBISBJIEHMS HECOOTBETCTBUSI KadecTBa JIEKAPCTBEHHOI'O

CPEACTBA YCTaHOBJIEHHBIM TPeOOBaHMAM U (IpH HEOOXOMUMOCTH) O MPOBEPKE
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cyObekTa oOpaleHus JIeKapCTBEHHBIX CpPEJACTB. Pacxonpl, CBs3aHHBIE C
NPOBEICHHEM [TOCEPUHHOr0 BEIOOPOYHOTO KOHTPOJISI KadecTBa JIEKApPCTBEHHBIX
CpPEJICTB, OIUIAYHMBAIOTCS IPOM3BOJMUTENEM JIEKApCTBEHHOIO CpeAcTBa JUOO
JIep)kaTtelieM — HJIM  BJIaJEJblieM  PErHCTPallMOHHOIO  YJIOCTOBEPEHUS
JIEKapCTBEHHOTO Mperapara.»;

S)BcraTee 11:

a)4acTh 2 TOCHe CJOBa  «IpaBWIaMH»  JOIMOJHHUTH  CIIOBOM
CHaJIeKAIeH»;

0) 9acTh 5 TMocie CI0Ba «IIPABUID) JOTIOTHUTE CIIOBOM «HAIUIEkKAIIe»;

6) cTarbio 13 HU3IIOXUTH B CIeAYIOLEH pelaKIIi:

«Ctatps 13. T'ocyaapcrBeHHasi perucTpanusi J1eKapcTBEHHbIX
npenapatos

1. JlekapcTBeHHble mpenapaThl BBOAATCS B oOpameHue B Poccuiickoi
®Denepanu (B TOM 4uciie MPOU3BOACTBO, U3rOTOBJIEHUE, XpaHEHUE, IePEBO3Ka,
BBO3 B Poccuiickyro ®@enepanuro, BeIBO3 U3 Poccuiickoii denepainu, pexiiama,
OTIIyCK, peaiu3alus, Iepenada, HOpUMEHEHHe, YHUYTOXEHHE), €CIU OHHU
3apETUCTPUPOBAHBl  COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (heJlepalbHBIM
OpPraHOM HCIIOJIHUTEIBHOU BIACTH.

2. I'ocymapcTBeHHOM perucTpaliiy noajIexKar:

1) Bce nexapcTBEHHBIE IpenapaThl, BIEpPBble IMOJJIEXKAIlUE BBOAY B

obparienue B Poccuiickoii ®enepanuy;
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2) MeKapCTBEHHBIE  IIperaparhbl, 3aperMCTPUPOBAHHBIE  paHee, HO
IPOM3BE/ICHHBIE B IPYTHX JICKAPCTBEHHBIX (OPMAX B COOTBETCTBUM C IIEPEYHEM
HaMMEHOBAHHUHN TeKapCTBEHHBIX (OPM, B HOBOH NO3UPOBKE IIPH [J0KA3aTEIbCTBE
ee KIMHUYECKOW 3HAYMMOCTH B 3 ()EKTUBHOCTH;

3) HOBBIE KOMOHHAIIMM 3aperiCTPUPOBAaHHBIX paHee JIEKapCTBEHHBIX
Tperaparos.

3.TocymapcTBeHHass  perucTpalisi  JIeKapCTBEHHBIX  IIPENapaTroB
OCYIIECTBISIETCS TI0 pe3ybTaTaM JKCIIEPTHU3bl JIEKaPCTBEHHBIX CPEICIB, a
roCyJapCTBEHHAs perucTpanus OpQaHHBIX JIEKAPCTBEHHBIX IPENapaToB
OCYLIECTBIISETCS 10 pe3yJIbTaTaM SKCHEepPTH3bl JOKyMEHTOB, IPEACTaBICHHBIX
IS OTIpEJIENIEHHs] BO3MOXKHOCTH pacCMaTpHUBAaTh JeKapCTBEHHBIH IIpenapar Ajis
MEIUIMHCKOrO0  IPUMEHEHHs TPHU  OCYIIECTBIEHHH  TIOCYAapCTBEHHOMN
perucrpaui B KadecTBe Op(HaHHOIO JIEKApCTBEHHOro IIperapara, d 110
pe3yJibTaTaM dKCIEePTU3HI JIEKAPCTBEHHBIX CPE/ICTB.

4. TocymapcTBeHHas ~ perucTpanus  JIKapCTBEHHOTO  IIpernapara
OCYILIECTBIAETCS COOTBETCTBYIOLIUM YIIOJTHOMOUYEHHBIM (e/iepalibHbIM OpraHOM
UCIIOJTHUTEIILHOU BJIACTH B CPOK, HE MPEBBIIIAIOIIMN CTa IIECTHACCATU pabounx
JHEH CO IHS NPHUHATHS COOTBETCTBYIOLIETO 3asBJICHHS O TOCYIapCTBEHHOM
perucTpalliy JIeKapCTBEHHOTO Iiperapara. B ykasaHHBIH CpOK BKIFOYaeTCs
BpeMs, HeoOXoguMmoe  JJIsi  TOBTOPHOIO  INPOBEAEHHUS  DKCIIEPTH3HI

JICKApCTBCHHOI'O CpclAcTBa B COOTBCTCTBHHU CO cTaThed 25 HacToslIero
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depepanpHOro 3akoHa. CpoK rocyapCTBEHHOH PErHCTpalMy JEKapCTBEHHOTO
mpernapata = MCUMCISIETCS co TTHS TIPUHATHUS COOTBETCTBYIOIIUM
yIOJHOMOYEHHBIM  (pefilepaJlbHBIM  OPraHOM  MCIIOJNHUTEJIBHOM  BIACTH
COOTBETCTBYIOILETO 3asBJICHUS 0 rocy1apCTBEHHOMN perucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ TMPHJIOXKEHHEM HEeOOXOIMMBIX JOKyMEHTOB IIO
JIeHb BBIZAYM PETHUCTPALMOHHOTO YAOCTOBEPEHMs JEKApCTBEHHOI'O Iperapara.
Bpemsi, HeoOXomumoe [UIs HAIpPaBIEHHS YIIOJIHOMOYEHHBIM (efepabHBIM
OpraHoM HKCIIOJIHUTENFHOW BJACTH 3alpoca O IIPEJCTaBIEHUM HEOOXOIMMBIX
MaTepuajioB W TMPEJCTaBICHUS 3asBUTEIEM OTBETa Ha [JaHHBIA 3alIpoc B
COOTBETCTBHH €O cTaThsiMHU 16, 19 u 23 Hacrosmero ®enepanbHOro 3aK0Ha, He
VUATHIBACTCSI TP HCYMCIEHHUM CpOKa TOCYJAapCTBEHHOH perucTpanuu
JIeKapCTBEHHOrO Ipernapara.

5. 'ocynapcTBEHHOM perucTpalyy He [OJIeKar:

1) nexapcTBeHHbIE npernaparsl, HM3rOTOBJIEHHBIE anTeYHBIMU
OpraHU3aLHsIMH, BETepUHAPHBIMU arTeYHBIMU OpraHu3alysiIMy,
WHIVBUAYQIBHBIMA [PEANPUHUMATEISIMYA, KOTOpble MMEIOT JIMLIEH3UIO Ha
bapManeBTUYECKyI0  JesITeNbHOCTh, II0 pelenTaM Ha JIeKapCTBEHHBIC
npenapatsl U TpeOOBaHMSIM MEIUIMHCKUX OpraHW3allui, BeTepUHAPHBIX

OpraHU3alyi;
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2) nexapCTBEHHBIE Tperaparhl, IPUoOpeTeHHbIE PU3NYeCKUMH JIMIIaMHU 32
npenenamMu  Poccuifckoit ®@epepanud ¥ OpeIHa3HAYEHHBIE UL  JIMYHOTO
MCIIOJIb30BaHYS;

3) nekapCTBeHHbIE IIpemaparthbl, BBO3UMBIE B Poccuiickyro PDenepanuro
JUIS  OKa3aHWs MEIWIIMHCKOH TIOMOIMM 1O JKM3HEHHBIM IIOKa3aHUIM
KOHKPETHOrO  [MMaldeHTa Ha  OCHOBAaHWUM  pa3pellleHHs,  BBIAAHHOIO
YIOJHOMOYEHHBIM (eiepaibHBIM OpIaHOM HCIIOJIHUTENILHOU BIACTH;

4) nexapcTBeHHBIE cpelcTBa, BBO3uMble B Poccuiickyro ®denepanuo Ha
OCHOBaHHH  BBIJAHHOTO  YIIOJHOMOYEHHBIM  (efepalbHbIM  OpPraHoOM
HCTIOJHUTEIFHOW BJIACTH pa3pellieHus W INpeAHa3HauYeHHbIe JUISI MPOBEISHMS
KIMHUYECKHX HFCCIICIOBAaHUH JIEKAPCTBEHHBIX ITpenapaToB U (M) MPOBEACHUS
OKCIEPTU3EI JIEKAPCTBEHHBIX CPEJACTB JUIS OCYIIECTBIEHHS TOCYIapCTBEHHOM
perucTpanyy JICKapCTBEHHBIX IIPenapaTos;

5) dapmarneBTHUECKHE CyOCTaHIINY;

6) pamuodapMmaneBTHUECKUE JEKapCTBEHHBIE NpenapaThl, H3rOTOBJICHHbIE
HEMOCPEJCTBEHHO B MEIUIIMHCKUX OpraHu3alUsX B IOpS/IKe, YCTAHOBICHHOM
YIOJIHOMOYEHHEIM (eiepabHEIM OpTraHOM UCIIOTHUTENLHOM BiIaCTH;

7) nekapcTBEHHBIE IIperapaTsl, IPOM3BOAMMEIE JUIS SKCIIOPTA.
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6. He nomyckaeTcs rocy 1apCcTBEHHAsI pETHCTPALIUS:

1) mexapCTBEHHBIX  IpEapaToB, OTIMYAIOIIMXCA ApPYr OT Apyra
Ka4eCTBEHHBIM COCTABOM JIEHCTBYIOIIUX BEIIECTB, I10/] OJAWHAKOBBIM TOPTOBLIM
HaUMEHOBaHUEM,;

2) OHOTO JIEKAPCTBEHHOTO TIpernapaTa, BhIITyCKaeMOro IMpPOH3BOAUTENEM
MOJ pas3IMYHBIMA TOPTOBHIMM HAaWMEHOBAHMAMH M IPEACTaBICHHOIO Ha
roCyJapCTBEHHYIO PErucTpaliio B BHIE JByX U 0oJiee JeKapCTBEHHBIX
IpenapaToB.

7.Tlo 3ampocy (B anekTpoHHOH (opMme win Ha OGyMaKHOM HOCUTEIE)
cyObekTa  OOpallleHWss  JIEKQpPCTBEHHBIX  CPEICTB  COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM  ()eflepaJIbHBIM  OpPraHoM  MCIIONHHUTENBHOM  BIAcTH,
OCYIIECTBIISAIONUIMM  TOCYJApCTBEHHYIO  PETHCTPallAI0  JIEKapCTBEHHBIX
IpernaparoB, B YCTAHOBIEHHOM UM TOpPSJKE OCYLIECTBISETCSI Hay4yHOe
KOHCYJIbTUPOBaHME 110 BOIIPOCAM, CBS3aHHBIM C IPOBEACHUEM JOKIMHUYECKUX
UCCIEIOBaHMM, KIIMHUYECKUX WCCIENOBaHUI JIeKapCTBEHHBIX IIperaparos,
OKCIIEPTU3bl  KayecTBa  JIEKAPCTBEHHBIX  CPEACTB, A(GGEKTUBHOCTH U
0e30mMacHOCTH, C  OCYINECTBIEHHEM  TOCYJapCTBEHHOW  pEeTUCTpaluyu
JEeKapCTBEHHBIX  npemnaparoB. KOHCYJIBTHPOBaHME  OCYILECTBISETCA  C
npuBJIeUeHNEeM (eepalbHBIX TOCYJapCTBEHHBIX OIOJDKETHBIX YUYPEKACHUH,
MOABEJOMCTBEHHBIX JaHHOMY (ellepajbHOMY OpraHy HCIOJIHHUTEIBHON BIACTH

U HEC YYaCTBYIOLIMX B OprabHusalldyi IIpOBCACHMA OKCICPTHU3bl Ka4deCTBa
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JIEKApCTBEHHBIX CPEJICTB B IENAX OCYIIECTBICHUS HUX TOCYyNapCTBEHHON
periucTpalid B COOTBETCTBUH cO cTaThed 16 Hacrosimero ®PexnepanbHOIo
3aKOHa, B BHJIe OTBETa B TUCBMEHHOH (hopMe YIIOTHOMOYEHHOTrO (enepaabHoro
OpraHa WCHOJIHUTENBHON BJIACTH Ha 3ampoc. Pasmep B3uMaeMoil ¢ 3asgBUTEIN
TUIaThl ONpEZAeNAeTCs B COOTBETCTBHHM C 3aKOHOAATENLCTBOM Poccuiickoit
Qenepanui 00  OpraHM3allid  TPEJOCTaBICHUS  TOCYJNAapCTBEHHBIX U
MYHUIMINATBHBIX ~ yoryr. HMubopManus 00 OCyIIECTBIEHHH  HayYHOIO
KOHCYJIbTHPOBAHUS, B TOM YHCJIe CTaThbH, 0030pbl, CIPaBOYHbIE MaTepHalbl U
uHat wuHObopMaiUs 00 OCYIIECTBIEHHMH HAyJHOTO KOHCYJIBTHPOBAHHUS,
pa3melnaercs Ha OQUIIMAIBHOM CcalTe YIIOJTHOMOYEHHOTO (e/iepaabHOro oprana
UCTIONHUTENBbHON BiacTH B ceTH «VIHTepHeT» ¢ COONMIOJEHHEM OrpaHHYeHHH,
YCTaHOBJIEHHBIX 3aKOHOJIATEIBCTBOM O MEPCOHAIBHBIX JaHHBIX, KOMMEpPUECKOM
U (W) TOCy AapCTBEHHON TaiiHe.

8. 'ocyrapcTBeHHast peructpaius JIeKapCTBEHHBIX MpPerapaToB, KOTOPhIe
IpefAHasHauYeHbl U1 IIPUMEHEHUS B YCJIOBUSAX BOCHHBIX JIeHCTBUH,
Ype3BbIYAWHBIX CUTyaluid, NpoQWIAKTUKUA W JiedeHus 3aboyieBaHuil W
IOpPaXEHMM, IIOJ[yYEHHBIX B pe3yJibTare BO3IACHCTBUS HEOIArompHUATHBIX
XMMHYECKUX, OMONIOTMUECKUX, PaJWallFiOHHBIX ()aKTOPOB, M pa3pabOTaHbl 110
3a7aHUIO (pefiepalibHBIX OPraHOB HCIIOMHUTENBFHON BIAaCTH, YIIOMHOMOYEHHBIX B
obsacTh 0OOpPOHBI CTpaHbl M 0€30IIaCHOCTH TOCYAapcTBa, OCYILECTBISETCS B

nopsjke, ycranosneHHom IIpaBsurensctsom Poccuiickoit @enepanmu.»;
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7) ctathio 14 U3JI0XKUTE B CIIEAYIOLIEN PeIaKIUn:

«Ctates 14. IIpHHIHNBI 3KCNEPTH3BI JIEKAPCTBEHHBIX CPEICTB

1. DkcnepTU3a JEKapCTBEHHBIX CPEACTB OCHOBBIBAETCA Ha IIPUHIMIAX
3aKOHHOCTH, COONIIOIeHHs TpaB M CcBOOOJ desloBEKa W TpaXIaHWHA, IIPaB
IOPUINIECKOTO JuIa, HE3aBHCHMOCTH JKCHepTa, OOBEKTUBHOCTH,
BCECTOPOHHOCTH U IIOJHOTHI HCCIEAOBAHUMN, ITPOBOAUMBIX C HCIIOJIB30BaAHHEM
COBPEMEHHBIX JOCTIDKEHUM HAYKH U TEXHUKH, OTBETCTBEHHOCTH (eepanbHOro
roCyIapCTBEHHOr0 OIO/DKETHOTO YUPEXKACHUS IO IIPOBEACHUIO SKCIEPTU3bI
JIEKApPCTBEHHBIX CPEACTB M IKCIIEPTOB 32 MPOBEIECHNE U Ka4€CTBO DKCIIEPTU3HIL.

2. DOKcnepTr3a  JIEKAPCTBEHHBIX  IIpenaparoB I  MEQUIUHCKOIO
NIpUMEHEHHUS BKIIIOUaeT B celsi:

1) skcriepTH3y  JOKYMEHTOB, IIPEJCTaBI€HHBIX Uil  ONpeAesieHUs
BO3MOXXHOCTH paccMaTpMBaTh JIEKAPCTBEHHBIM mpenapar uisi MEIULHHCKOIOo
MIPUMEHEHUSI TIPH OCYIUECTBICHUM I'OCYIapCTBEHHOM PErucTpalid B KayeCTBE
ophaHHOro JIEKapCTBEHHOIO IIpenapara;

2) DKCIIEPTU3Y  MNPENOXKEHHBIX  METOJIOB  KOHTPOJsS  KadecTBa
JICKapCTBEHHOI'O  CpeACTBA M KadecTBa  NPEACTaBIEHHBIX  00pas3ioB
JEKapCTBEHHOIO0 CpEeJICTBA C HCIIOJIh30BaHHEM JTUX METOJI0B (nalee —
9KCIIEpPTHU3a KaueCcTBa JIEKapCTBEHHOTO CPEICTBA);

3) aKcnepTH3y OTHOILEHUS OXHUIAAeMOH IOJB3bl K BO3MOXHOMY PHUCKY

HNPUMEHCHHS JICKAPCTBCHHOIO ITperiapara.
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3. DKcmepTH3a JIEKApCTBEHHBIX  IpenapaToB Ui BETEpUHAPHOIO
IpUMEHEHHs BKIIIOYaeT B ce0s DKCIepTU3y KayecTBa JEKapCTBEHHOIO CPEACTBa
U OKCIEPTH3yY OTHOIICHHS OXHAaeMOH MONb3bl K BO3MOXHOMY PHCKY
IPUMEHEHHUS JIEKapCTBEHHOI'0 IIpenapara.»;

8) B cTaThe 16:

a) HAaHMEHOBaHWE U3JIOKHUTH B CIEAYIOMEH peqaKLAu:

«Ctathsa 16. Opranusanus npoBeJeHUs IKCIEPTH3bI
JIEKapPCTBEHHBIX CPEACTBY;

6) yacTh 12 U3J0XUTH B ClIEAYIOIIEH peaaKIlin:

«12.IlpaBuna mnpoBeneHUsT DBKCIEPTU3Bl JIEKAPCTBEHHBIX CpPEACTB H
0COOEHHOCTH JKCIIEPTH3bl OTHENBHBIX BHJIOB JICKAPCTBEHHBIX IPENapaToB
(pedepenTHBIX JIEeKapCTBEHHBIX Hperaparos, BOCIIPOU3BEJECHHbIX
JIEKapCTBEHHBIX IIpenaparoB, OMOJOTMYECKWX JIEKaPCTBEHHBIX IIperaparos,
O610anaoroBeIX (OHOMOZOOHBIX) JIEKAPCTBEHHBIX HpernapaTtoB (6H0aHAJIOroB),
rOMEOINAaTHUYECKUX JIEKAPCTBEHHBIX MIpenapaToB, JEKAPCTBEHHBIX PACTUTENbHBIX
npernaparoB, KOMOUHAIIUM JIEKApCTBEHHBIX MPenapaToB), GOPMBI 3aKIIOUEHUN
KOMUCCHH 3KCIIEPTOB YCTaHABINBAIOTCS COOTBETCTBYIOIIUM yIIOJIHOMOYEHHBIM

benepallbHBIM OPraHOM MCIOJIHUTENBHON BIACTH.»;



26

9) cratpio 17 U3I0KUTH B Clleyrollel pegakiuu:
«Cratbs 17. Ilomaya u paccMoOTpeHHe 3asiBJICHHUS O
roCyAapCTBEHHON perucTpanyi JJeKapcTBEHHOro
npenapara JJisi BeTepMHAPHOr0o NpPHMEHEeHH s

1. Inst rocynapCTBEHHOM PErucTpally JICKAPCTBEHHOI'O IperiapaTta IJis
BETEPHHAPHOTO NPUMEHEHMS pa3paboT4HK TaKoro JIEKapCTBEHHOIO Mperapara
WIA YTIOJHOMOYEHHOE UM JIpyroe IOpHIddYecKoe IHLO (Jalee B HaCTOSIIeH
CTaThe — 3asBUTENb) IPEJICTABISIET B YIOJHOMOUYEHHBIH (eepanbHblii opra
UCIOJHUTEIBHON BIIACTH, OCYILECTBISIONUMN TOCYAapCTBEHHYIO PErUCTPaLiUIo
JIEKapCTBEHHBIX IPENapaToB JJIA BETEPUHAPHOTO IPUMEHEHUS, B 2JIEKTPOHHON
dopmMe wiM Ha OymMaKHOM HOCUTeNe 3asgBJIeHHE O TOCyIapCTBEeHHOMN
pErucTpalLuy JICKapCTBEHHOIO Ipernapara Jijisi BEeTEpPUHAPHOrO MPUMEHEHUs, a
TaKXKe B MOpSAKEe, YCTAHOBIEHHOM COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM
(benepanbHBIM OpraHOM HCIIOJTHUTENBHOU BIIACTH, B JJIEKTPOHHOU (QopMe WiiH
Ha OyMa)XHOM HOCUTENIe HEOOXOUMBIE TOKYMEHTHI, 3 KOTOPBIX GOpMUpYyeTcs
PErUCTPAaLMOHHOE [OChe Ha JIEKAPCTBEHHBIM IMperapar A BETepUHApPHOTO
IIPAMEHEHUS.

2.B 3asgBleHMH O TOCYJapCTBEHHOW pETUCTpAlliM JIEKAPCTBEHHOIO
npernapara Ui BEeTepUHapHOTO IIPUMEHEHHS YKa3bIBAIOTCS:

1) HauMeHOBaHME M ajpec 3asgBUTENS, pa3paboTYMKa M IMPOU3BOIUTENS

JIEKapCTBEHHOT'O IIpenapara Ui BEeTepUHAPHOIo IPHMEHEHHSI W aapec MecTa

OCYMECCTBIICHHUA TPOXU3BOACTBA JIEKAPCTBEHHOTO Iperiapara AJid BETCPHHAPHOTO
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npuMeHeHuss (B CIydae Hald4us HECKONBKMX YYaCTHHKOB IIponecca
IIPOM3BOJICTBA HEOOXOMMO yKa3aTh KaX0ro U3 HUX);

2) HaUMEHOBaHHE JIEKAPCTBEHHOI0 TIperapaTa M BETEPUHAPHOIO
IprMeHeHus (MeXIyHapoJHOe HEeIaTeHTOBaHHOE, MIIM I'PYIIIUPOBOYHOE, UM
XHMHYECKOe W TOPTOBOE HAUMEHOBAHU ),

3) nmepedeHp AEHCTBYIOMIMX U BCIIOMOTATENBHBIX BELIECTB, BXONLIUX B
coCTaB JIEKapCTBEHHOTO IIperapara [yis BETEpUHAPHOIO IIPUMEHEHUs, C
yKa3aHHeM KOJIMYeCTBa KaXXJ0ro U3 HUX;

4) nexapcTBeHHas (GopMa, T03UPOBKA, CIIOCOOB! BBEIEHHS U IPUMEHEHHUS,
CPOK FOJHOCTH JIEKapCTBEHHOT'O IIperapara JUisl BeTepUHAPHOTO IPUMEHEHHS,

5) dapmakoreparneBTHUECKAS TPYIIIA;

6) HeOOXOUMOCTh TNPUMEHEHUS. yCKOPEHHOW IpPOLEeIyphl 3KCIEepPTU3bl
JEKapCTBEHHBIX  CPEACTB B  IENIX TOCYJapCTBEHHOW  perucrpanuu
JIEKApCTBEHHOTO Ipernapara;

7) KOIMA JAOKYMEHTOB, IIOATBEPKAAIOIUX VYIUIATY TOCYIapCTBEHHOU
TIOIITHHEL:

a)3a IIpOBEJEHME OSKCIIEPTHU3bl KadecTBa JIEKAPCTBEHHOI'O CPEIACTBAa M
OKCHEpPTU3bl OTHOLICHHUS OXUIAeMOH TONB3bI K BO3MOXHOMY PHCKY
IIPUMEHEHHs JIEKapCTBEHHOIO Mpernapara i BEeTepUHAPHOTO MPUMEHEHUS MIPH

€ro ToCyIapCTBEHHOU perucTpaiuu;
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0)3a BBIZAYy PETUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO
Ipernapara,

8) Hanu4Me Coryiacus, MPelyCMOTPEHHOIO 4acThbiO 6 HACTOAIIEH CTaThH,
eclIi ¢ MOMEHTa PEerHCTpaliy pedepeHTHOro JIEKapCTBEHHOIO IIperapara i
BETEPHHAPHOI'O IPUMEHEHUS NPOILIO MEHEE YeM INECTh JIET.

3. PeructpaiiuoHHOEe J0Che B ILENAX OJKCHEPTHU3BI JICKAPCTBEHHOT'O
mperiapara Ui BETEPUHAPHOIO IPUMEHEHUs GOopMHUPYETCs M3 CIEIYIOLIMX
JIOKYMEHTOB:

1) komusi JOKyMEHTa Ha PYCCKOM SI3bIKE, BBIJAHHOIO KOMIIETEHTHBIM
OpraHOM CTpaHbl MPOM3BOAUTENS AL KAXAON IPOU3BOACTBEHHON IUIOLIAIKH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpelnapaTa Jjis BeTepUHAPHOT0 PUMEHEHHS
(B TOM duwWciie Ui TMPOU3BOAMTENS (hapMaleBTHYecKoH cyOcTaHIMH),
3aBEPEHHOr0 B YCTAHOBJIEHHOM IOPSAKE M MOATBEP)KIAIOLIEr0 COOTBETCTBHE
NPOU3BOAUTENSL  PETUCTPUPYEMOIO  JIGKAPCTBEHHOI'O  Ipemapara i
BETEPUHAPHOIO NpUMeHeHus  TpeOoBaHMSIM  IIPaBUI HaJyIexalen
IPOU3BOJCTBEHHON TPAKTUKK, JMOO KONMSA JUIIEH3UM Ha IIPOM3BOJICTBO
JIEKapCTBEHHBIX CPEACTB [UIS BETEPUHAPHOIO INPUMEHEHUS IUIS POCCHHUCKUX
IIPOU3BOJUTEIIEH;

2) xomusl 3aKJIFOUEHHUS O COOTBETCTBUM ITPOM3BOIMTENS JIEKAPCTBEHHOIO
nmpenapata IS BETEPUHApPHOIO  IpPHUMEHEHHs  TpeOOBaHUSAM  IPABHI

HaaJiexalen HpOHSBOI{CTBGHHOﬁ NpaKTHKH, BbBIJJAHHOI'O YIIOJHOMOYCHHBIM
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QesepanbHBIM ~ OpraHOM  HCIONHMTENBHOW  BIAacTH  JUIA  KaXJOH
IPOM3BOJCTBEHHOM IUIOMAAKUA PETUCTPUPYEMOIO JIEKapCTBEHHOIO IIpernapara
IS BETEpPUHAPHOTO TpUMEHEeHUs (B TOM dHHuCIe UId IPOM3BOAUTES
(bapMareBTHYeCKOH cyOcTaHIMK), MO0 KONMs JHULEH3UH Ha IPOU3BOJCTBO
JIEKApCTBEHHBIX CPEJCTB A BETEPUHAPHOrO MPHUMEHEHHMS Ui POCCHACKHX
IIPOU3BOJUTENIEH;

3) mpoeKT HOPMAaTWBHOTO JOKyMEHTa Ha JIeKapCTBEHHBIN IIperapar s
BETEPUHAPHOTO ITPUMEHEHUS,

4) TOKyMEHT, CoJIeprKaluil CIETYFOTITY IO uHGOpPMALIUIO 0
bapmarieBTiyeckoll cyOcTaHIMM WM (apManeBTU4eCKUX CyOCTaHIHIX,
BXOASAIIMX B COCTaB JIGKAPCTBEHHOIO Tperapara i BETEPUHAPHOIO
IpUMEHEHHS:

a) HaMeHOBaHue (hapMalleBTHIeCKON CyOCTaHIuu, ee CTPYKTypa, o0mime
CBOMCTBA;

0) HaMMEeHOBaHUE U aJ(pec MPOU3BOAUTEIIS;

B) TEXHOJIOTHSI TPOU3BOJACTBA C OIUCAHHMEM CTaJui IIPOU3BOJCTBA H
METOO0B KOHTPOJIS Ha BCeX CTaIUsAX IPOU3BOICTRA,

r) nHGOpPMALHSL O IPUMECHX;

1) cneru@uKanys Ha GpapMaleBTHUECKYIO CyOCTaHIIHIO,

€) OMHCaHHe METOJUK KOHTPOJIS Ka4eCTBa;

X) pe3yJIbTaThl aHAJIU3a CepUil (hapMalleBTHIECKOM cyOCTaHIuY;
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3) epeveHb CTaHJAPTHBIX 00pas3LOB MIIM BELIECTB, UCIONB3YyEMBIX MPH
OCYIIECTBICHUY KOHTPOJIS Ka4eCcTBa,

1) ONMCAHUE XapaKTepPUCTUK M CBOMCTB YNAKOBOYHBIX MAaTEPHUANIOB H
YKYTIOPOYHBIX CPEJICTB;

K) JaHHbIe O CTAaOWIBHOCTH;

JT) CPOK TOJAHOCTH, yCIIOBUS XPAHEHUS;

5) oTueT 0 pe3yNbTaTax JOKIMHUYECKOr0 MCCIEAOBaHUs JIEKapCTBEHHOIO
Cpe/CTBa JUIsl BETEPHUHAPHOIO IPUMEHEHUS;

6) oTHET O pe3yJbTaTax KJIMHUYECKOTO MCCIENOBAaHUS JIEKapCTBEHHOIO
npernapara JUIsi BETEPHHAPHOTO INPUMEHEHHS Y KaXJOro BHIA JKUBOTHBIX,
yKa3aHHBIX B HHCTPYKLWH 110 BETEPUHAPHOMY IPUMEHEHUIO;

7) IpoeKT UHCTPYKIUU o BETEPHUHAPHOMY ITPUMEHEHHIO
JIeKapCTBEHHOTO MpernapaTa, COAEpKallel Cleayomme CBEACHHUS:

a) HAHMEHOBaHME JIGKApCTBEHHOIO0 TIpemapara JUisi BETEPUHAPHOIO
IpUMeHEHUs (MeXIyHapOIHOE HENaTeHTOBAaHHOE, WM IPYIIIHAPOBOYHOE, HIIA
XUMHAYECKOE U TOProBOe HAaUMEHOBAHHUS );

0) nekapcTBeHHass  Qgopma ¢  yKa3aHMEM  HAWMEHOBaHHUH U
KOJIMYECTBEHHOI'O0 COCTaBa JEWCTBYIOIUX BEIIECTB M KaueCTBEHHOTO COCTaBa
BCIIOMOTaTeJIbHBIX BEIIECTB;

B) ONHCAaHWE BHEIIHEro BHJA JIEKAPCTBEHHOTO Iperapara  Juis

BCTCPUHAPHOTI'O IIPHUMCHCHUA,
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r) hapMakoTepaneBTH4YecKas Ipylna JeKapCTBEHHOIo Ipenapara s
BETEPUHAPHOTO NPUMEHEHHUS WM yKa3aHHe «TOMEeONaTHYeCKHH JIEeKapCTBEHHBIHA
npenapar;

n) bapMakonuHamMuKa M (DapMaKOKMHETHKa (32  MCKIHOYEHHEM
(hapMaKkOKWHETHKH TIOMEONAaTHYeCKHX  JIeKapCTBEHHBIX  IIPEnaparoB U
pPacTUTETBHBIX JIeKapCTBEHHBIX IperaparoB) 17011 OIucaHue
MMMYHOOHOJIOTHYECKHX CBOMCTB JIEKapCTBEHHOTO IIperapara,;

€) MoKa3aHus JIJIs IPUMEHEHMS,;

) IPOTHBOIIOKA3aHUS ISl IPUMEHEHMUS,;

3) MEpPHI NPEJIOCTOPOKHOCTH IIPU MIPUMEHEHUH;

1) yKa3aHWe BO3MOXHOCTH U OCOOCHHOCTEH NMpUMeHeHUs y GepeMeHHBIX
’KMBOTHEBIX, Y )KMBOTHBIX B IIEPHOJI JIAKTALUH, Y TTOTOMCTBA YKMBOTHBIX;

K) PEKUM  JIO3HPOBaHMs, CHOco0 BBeACHUS U TPUMEHEHHs, IpU
HeoOXOUMOCTH BpeMs IpHeMa JIeKapCTBEHHOTO Mpernapara Jyis BeTepHHapHOTO
IPUMEHEHHS, IPOOJDKUTEIEHOCTD JIEUCHUS;

JT) BOSMOXKHBIE TTOOOYHBIE JAEHCTBHSA, HeXenarejbHble peakiuu Ipu
IIPUMEHEHHH JIEKapCTBEHHOTO Tperapara JUisi BETEPUHAPHOTO PUMEHEHHS;

M) CUMITTOMBI TIePeIO3UPOBKH, MEpPHl 10 OKA3aHHUIO I[TOMOINM IIpH
nepe03upoOBKe;

H) B3aUMOJIeHCTBHE C JPYTMMH JIEKAPCTBEHHBIMH IperapaTaMu U (¥JIH)

KOpMaMu;
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0) GOpMBI BEITyCKa JEKAPCTBEHHOTO IIperapara [yl BETEPHHAPHOIO
TIPUMEHEHUS;

) ykaszanwe (mpu  HeoOXoauMocTy)  ocobeHHocTed  JeHcTBUA
JIEKApPCTBEHHOTO Tpernapara JUis BETepUHAPHOIO IPUMEHEHHs INpH IIepBOM
TpUeMe WY TIPHU €ro OTMEHE;

p) onmucanue (Tpu HeOOXOIMMOCTH) AEUCTBUN BETEepHHApPHOIO Bpada
(BeTepuHapHOTO (QeNpAlepa), HHOTO CIeLUalucTa B o0JacTd BeTepUHApPHUH,
BJIajieNlblia YKHBOTHOI'O IPU IIPOIMyCcKe MpHUeMa OJHOM HIIM HECKOJBKUX 103
JIeKapCTBEHHOTO Iperapara JJis BeTepUHAPHOIO IPUMEHEHHUS;

C) CPOK T'OJHOCTH M YKa3aHUe Ha 3alpeT NPUMEHEHHS JIeKapCTBEHHOIO
npernapara [ist BETepHHAPHOTO IIPUMEHEHUS 110 KCTEYEHHH CPOKa MOJHOCTH;

T) YCJIOBHS XpaHEHUS;

y) YKa3aHHe Ha HEOOXOIUMOCTh XpPAaHEHHUs JIEKAPCTBEHHOTO IIperapara
IUISL BETEPUHAPHOTO IIPUMEHEHUS] B MECTaX, HEZOCTYIIHBIX IS JIETeH;

¢) ykazanue (pu HEO0OXOTUMOCTH) CIeIHATBHBIX Mep
IPEAOCTOPONKHOCTH TpPH YHUYTONKEHHU HEUCIIONB30BaHHBIX JIEKApCTBEHHBIX
[penapaToB sl BETEPHUHAPHOTO PUMEHEHHUS;

X) CPOKM  BO3MOXKHOTO  HCIOJB30BAaHUS  MPOAYKIUHM  HKUBOTHOI'O
IPOUCXOXKJCHUS TOCie BBEAEHUS XUBOTHOMY JIEKQpCTBEHHOTO Mpernapara JJis
BETEPUHAPHOTO IMPHUMECHEHHUS,

11) YCIIOBHS OTITyCKa,
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v) HAUMEHOBaHWsSI M ajapeca  IPOM3BOJCTBEHHBIX  IUIOLIANOK
IIPOU3BOAUTE]IS JIEKAPCTBEHHOTO TpenapaTa JJisi BEeTepUHAPHOIO IPUMEHEHNS,

Ill) HAUMEHOBaHNE, aJpec OpraHu3allid, YIOJHOMOYEHHOH HepxKaTelleM
WA BIQJCIBLEM  PETHUCTPAMOHHOTO  yJOCTOBEPEHHS  JIEKApCTBEHHOI'O
pernapara Ha IPUHIATHE IPETeH3UH OT NOTPeOUTENs;

8) MpOeKThl MAaKeTOB IIePBUYHOM YIIAKOBKM U BTOPUYHOM YIIAaKOBKU
JIEKapCTBEHHOTO Mpernapara Ul BeTepHHAPHOTO IIPHMEHEHUS;

9) cnenyrome  CBeIEHWS O  JIGKAPCTBEHHOM  Ipenapare  Juis
BETCPUHAPHOTO MTPUMEHEHUS:

a) OMHCaHHE M COCTaB JIEKAPCTBEHHOrO MperiapaTa Uil BETEPHUHAPHOIO
IIPUMEHEHUS;

0) orucanue GapMaleBTHUECKOH pa3paboTKu;

B) ONMCaHUeE IIpoIlecca MPOU3BOCTBA U €T0 KOHTPOJIS,

') OIIUCaHWe KOHTPONS  KPUTHUECKUX CTaAWii TPOM3BOJACTBA U
IIPOMEXYTOYHOU MPOIYKIHY;

1) HAIMEHOBaHHUsA U ajpeca  IPOW3BOACTBEHHBIX  IUIOMIAHOK
IPOU3BOJUTEIIS JIEKAPCTBEHHOTO TIperapara i BeTepHHAPHOTO IMPYMEHEeHS,

e) papmarieBTHYECKasi COBMECTHMOCTE;

) MUKPOOHOJIOTHYECKHE XapaKTePUCTUKH;

3) MaTepUalbHbIM OalaHc I IPOU3BOACTBA CEPUU I'OTOBOT'O NMPOAYKTA;

1) OIIMCAaHHE XapaKTePUCTHK ¥ CBONCTB YIMAKOBOYHBIX MaTepHaioB U

YKYTIOPOUHBIX CPEJICTB,;
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K) JOKyMEHTaJIbHOE TOATBEPKACHNE (BaluIalHs) IPOLECCOB U (MIIK) MX
OLICHKa,

1) TpeOOBaHMsT K KauecTBY BCIIOMOraTeNbHBIX BEIIECTB (CepTH(HKAT,
crenuHUKALUs Ha BCIOMOTaTeNbHEIE BEIeCTBa U UX 0OOCHOBaHHE);

M) aHAJIUTUYECKHE METOIUKH, HCIIONb3yeMble IIPH OCYILECTBIEHHH
KOHTPOJIS KaueCTBa BCIIOMOTraTeIbHbIX BELECTB;

H) JIOKyMEHTAJIbHOE  TIOATBEpXKJAeHHE (Balujalus) aHAJIUTHYECKUX
METOMUK, HUCIOJB3YyeMBIX TPU  OCYLIECTBIEHMHM  KOHTpOJsL  KayecTBa
BCIIOMOTATeIbHBIX BEIECTB;

o) uHpopMamss 00  HCIONH30BAaHMM  BCIOMOIATENBHBIX  BEIIECTB
Y€JI0BEYECKOro ¥ JXUBOTHOIO IIPOUCXOXKICHHUS;

1) uHbopMaIHs 00 HCIIOTH30BaHUN HOBBIX BCIIOMOIaTEIbHBIX BEILECTB;

p) TpeGoBaHMsT K  KadecTBY JIEKAPCTBEHHOro  Iipemapara  AJisL
BETEPUHAPHOIO TIpUMeHeHUs (cepTudukar, cnenudrkanys Ha JeKapCTBEHHBIH
npenapar 4 ux 000CHOBaHUE);

C) aHAIUTHYECKHE METOIUKH, WCIIONb3yeMble IIPU  OCYIIEeCTBICHUU
KOHTPOJII KadecTBa JIEKAPCTBEHHOrO IIperapara Ui  BeTEpPHHApPHOIO
IIPUMEHEHHS;

T) JOKyMEHTalbHOE TMOATBEPXKICHUE (BaIMAALMs) AaHATUTUYECKUX
METO/IUK, HUCIIONB3yeMBIX IPH  OCYIIECTBICHHH  KOHTPOJII  KauecTBa

JICKAPpCTBCHHOI'O IIperiapaTa AJisi BCTCPHUHApPHOI'O IIPUMECHCHUS
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y) IOKYMEHT, TOATBEepP)KJAIOIMil KavyecTBO JIEKapCTBEHHOIO Ipenapara
TpeX NPOMBIIUIEHHBIX CepHil (IPOTOKON aHaluM3a UM CepTU(UKAT aHaIH3a),
OJlHA CepHs KOTOPOTO JOJDKHA COBIANaTh C cepHeill oOpaslia JeKapCTBEHHOIO
Tperniapara, HOJaHHOTO Ha PerUCTPaltIO;

&) XxapakTepUCTHUKa IpUMECEH;

X) epedeHb CTaHJapTHBIX 00pa31oB, HCITIOJIb3yEMBIX npu
OCYILIECTBJICHUM KOHTPOJS KadecTBa JIEKAPCTBEHHOIO Ipemapara  JUIs
BETEPUHAPHOIO MPUMEHEHUS;

) JaHHBIE O  CTA0WJIBHOCTM  JIEKAPCTBEHHOIO  Iipemapara Ui
BETCPHHAPHOI'O IIPUMEHEHYS,;

10) xorusi AOKyMEHTa, CoJAepiKalero MHGOpMallio O HAJIMYAU WU 00
OTCYTCTBUH  (AaKTOB  PErucTpaldy JIEKapCTBEHHOIO  Iperapata  AJA
BETEPUHAPHOTO MIpUMeHEHN 3a Mpenenamu Poccuiickoilt Penepanuy;

11) cornmacue B NHUCBMEHHON (¢opMe, IPENyCMOTPEHHOE YacThio 6
HacToslell  cTraTh¥, B  CiIy4yae  perucTpauud  BOCIPOU3BEIEHHOIO
JIEKapCTBEHHOT'O IIpenapara;

12) komust ZOKyMEHTa Ha PyCCKOM SI3bIKe, 3aBEPEHHOT0 B YCTAHOBICHHOM
NOpsZiKe ¥ MOATBEPXKAAIOIIEr0 IPaBOMOYHOCTD 3asBJICHUS] O FOCYIapCTBEHHOMN
perucTpanMy JIEKapCTBEHHOIO Ipernapara IJis BETEPUHAPHOTO IpPHUMEHEHHS

(HOBEPEHHOCTH).
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4. Ilpu MPOBEAECHUYU YCKOpPEHHOU MpoLe Ay Pbl SKCHEPTHU3BI
JIEKapCTBEHHOTO TIperapara Juli BETEPUHApHOIO IIPUMEHEHHS B IENX €ro
TOCYIapCTBEHHOM  PErMCTpalldM  MOXeT IpelCTaBiAThCS  HMH(OopMaius,
NOJIyYeHHass IMPH TMPOBEICHUU KIMHUYECKUX HCCIENOBAaHHN JIEKAPCTBEHHOIO
mpenapara U olyOIUKOBaHHAs B CIENUAIN3UPOBAHHBIX MME€YATHBIX M3IaHHUSX, a
TaKxKe JIOKYMEHTHI, coJiepxarue pe3yJIbTaThl HCCIEAOBAHUS
OHOSKBUBAJICHTHOCTHA  JIGKApCTBEHHOIO  IIpemnapara Uil  BeTEPUHApHOIO
IPUMEHCHMUS.

5. Ha skcrepTr3y pa3lIMYHBIX JIEKapCTBEHHBIX (POPM OJHOrO M TOro XKe
JeKapCTBEHHOTO Ipernapara [uisi BETepUHApHOr0 NPHUMEHEHHS 3asBUTEIb
MpE/ICTaBIsAeT OTAENbHBIE 3aSBICHUS WM PETUCTPALMOHHBIE OCHE HAa KaXIYyrO
JIeKapcTBeHHYIO ¢opMy. IIpH ycnoBuy 0JHOBpEMEHHON IT0JaYl Ha SKCIEPTHU3Y
OJIHOM JIEKapCTBEHHOUW (OPMBI C pa3jMYHBIMU [103UPOBKOM, KOHLEHTpALMEH,
06peMOM 3asIBUTEJNb PEJICTABISIET OAHO 3asBICHUE U PETUCTPALMOHHOE 10ChE
C TMPWIOXKEHUEM MAKETOB YIIAKOBOK Ha KAXIYIO [O03HPOBKY, KaXIYyIO
KOHIICHTPAIHIO, KaXAbIH 00BEM U Kax/10e KOJIMYECTBO 03 B yIIaKOBKE.

6. 3asiBUTENE BIIPaBe MPEeICTABUTH M0 COOCTBEHHON HHUIIMATHBE BMECTE C
3asiBJICHHEM O TOCYJapCTBEHHOHN perucTpaluy JISKapCTBEHHOTO Ipernapara AJis
BETEPUHAPHOTO  NPUMEHEHHs  JOKYMEHTBl, IIOATBEPXKIAIOIIME  yIulaTy
roCy1apCTBEHHOM NMONUIMHBI M yKa3aHHbIE B ITyHKT€ 7/ 4acTH 2 HacToslIel

cratbu. B CJIydyae HUX HCEIPEACTaBJICHUS COOTBGTCTB}/IOIIII/Iﬁ yIIOHHOMOHGHHBIﬁ
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(emepaibHBI OpraH HCHONHUTENBHOW BIACTH IIPOBEPsAeT (AKT yIUIATH
3afBUTENIEM TOCYHApCTBEHHOW IOUNUIMHBl ITOCPEACTBOM  HCIIOJIB30BaHUA
pHpopMau 00 ymiaTe TIOCyJapCTBEHHOM IOIIIMHBI, COAEPXKaIehcs B
locymapcTBeHHOM WH(OpPMALMOHHONM CcHCTeMe O TOCYJAapCTBEHHBIX U
MYHUIWNANIbHBIX IUIaTe€XaX, Ha OCHOBAHWU IIPEICTaBICHHBIX 3asBUTENIEM
KOTIH JOKYMEHTOB, IOATBEPXK AKX YIIIaTy TOCY AapCTBEHHOMN IOIIJIMHEL.
7. He momyckaeTcst HCIIONB30BaHNe B KOMMEPUECKHUX LeNIsSX HHpopMaluu
0 pesyibTaTax MOKIMHUYECKUX MCCIEIOBAaHUM JNeKapCTBEHHBIX CPEACTB U
KJIMHUYECKUX HCCIIeOBaHUMI JIEKapCTBEHHBIX MpernapaToB A BETEPUHAPHOTO
IPUMEHEHUS, TIPECTaBICHHOM 3asBUTENIEM IS FOCYAapCTBEHHON peructpaiuy
JIEKapCTBEHHBIX IpernaparoB, 0e3 ero corjiacus B TeUEHHUE IIECTH JIeT C JaThl
rOCYJIapCTBEHHOM perucrpanyu peepeHTHOTO JIeKapCTBEHHOro Ipermapara B
Poccuiickoit @enepanuu.»;
10) B cratee 18:
a) HaMEHOBAHUE U3JI0XKUTh B CIELyIOIel pelaKLIuu:
«Crtatps 18. Ilogaua um paccMoTpeHHe 3asiBJICHUSA O
rocyAapcTBeHHOH perncTpanuy JeKapcTBEeHHOIro
npenapara JJIi MEAHIHHCKOr0 IPUMEHEHH S,
6) yacTh 1 U3TIOKUTH B CIEAYIOLIECH pelaKIIvHm:

«1. It rocy RapCTBEHHOH perucTpaliiy JeKapCTBEHHOIO NpemnapaTa Jis

MECAUIHHCKOI'O IIPUMCHCHUSA OPUANYCCKOE JIMNO, I[GIZCTBYIOHIGG B
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COOCTBEHHBIX HHTEpecax WM YIIOJIHOMOYEHHOE IIPEACTABIATE HHTEPECH
JIPYToro IOPUAMYECKOTO JHMLA M 3asBIIOLIEEe JICKapCTBEHHBIM IIpernapar Ha
rOCY/IapCTBEHHYIO PEerUcTpaliio (Iajee B HACTOsIIEH CTaTbe — 3asBUTEND),
Npe/CTaB/sieT B YIOJHOMOYEHHBIH (QenepanbHbIf OpraH HCIOJHUTEIBHOH
BJIACTH, OCYIIECTBIISIIOIIMM TOCYJapCTBEHHYIO PErMCTPaliio JIEKApCTBEHHBIX
npernapaToB Ui MEIUIMHCKOro MPUMEHEHHWs, B 3JeKTpPOHHOUH Qopme u Ha
OyMa)XHOM  HOCHUTENE 3asBJIEHHE O TOCYJapCTBEHHOM  perucrpauuu
JIEKapCTBEHHOTO IMpernapara [l MEOULMHCKOTO IIPUMEHEHUs, a TaKXe B
MOpSZIKE, YCTAHOBJIEHHOM  YIIOJHOMOYEHHHIM  (elepalbHblM  OpPraHoM
HCIIOJTHUTENILHOW BJIACTH, B DIIEKTPOHHOU (opMe W Ha OYMaKHOM HOCHTEIIe
HeoOXO0MMbIe JOKYMEHTbI, U3 KOTOPBEIX (GOPMUPYETCs PEerUCTPallMOHHOE JOChE
Ha JIEKapCTBEHHBIN [Ipenapar JUIsi MEIULIHCKOTO IPUMEHEHHS.»;

B) YacCTh 2 U3JIOXKUTE B CIENYIOLIEH peaKliuu:

«2.B 3asBneHMM O TIOCYJapCTBEHHOM pEruCTpalli JEeKapCTBEHHOTO
npernapara i MeJULUHCKOTO IIPUMEHEHHUs YKa3bIBAIOTCA:

1) HauMeHOBaHHE U afipec 3asBUTENS U MPOU3BOIUTENS JIEKAPCTBEHHOIO
npemnapara Jjs MEAULIHUHCKOrO IIPUMEHEHUS U aJjpec MecTa OCYILECTBIEHHUS ero
HNpOU3BOACTBa (B cCilydyae HaJW4Ms HECKOJBKHX YYacCTHHKOB IIpolecca
IPOU3BOJACTBA HEOOXOAMMO YyKa3aTh KaXIOrO0 YYacTHHKA B COOTBETCTBHM C

OCYILECTBIIIEMOM cTaauel MPOU3BOJICTRA);
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2) HauMEHOBaHUE JIEKAPCTBEHHOIO IIpemapara JId MEIALHUHCKOTO
NpUMeHeHUs (MeXIyHapoJHOe HENATeHTOBAHHOE, WM TPYNIIHAPOBOYHOE, WIIH
XMMHYECKOE ¥ TOProBOe HAUMEHOBaHMUS);

3) nepeyeHb ACUCTBYIOIIKMX U BCIIOMOTATENbHBIX BEIIECTB, BXOISAIINX B
COCTaB JIGKQpPCTBEHHOIO IIpernapara Ml MEIUIMHCKOIO IPUMEHEHHs, C
yKa3zaHHeM KOJIMYEeCTBA KaXO0ro U3 HUX;

4) nexapcTBeHHas Gopma, 103UPOBKaA, CIIOCOOBI BBEAEHHS M IPUMEHEHMS,
CpPOK T'OJ{THOCTH JIEKAPCTBEHHOT'0 IIpernapara Jjsi MEAUIMHCKOTO IPUMEHEHHMS,

5) papmakoTepanieBTUUECKas IPYIIa, KOX AaHaTOMO-TEPareBTHYCCKO-
XMUMHYECKON KiaccuuKalyy, peKOMEeHI0BaHHOW BcemupHON opraHmsaiuei
3[IpaBOOXPAHEHMS, 3asBIsIEMble IIOKA3aHUs s IPUMEHEHHS JIEKapCTBEHHOIO
npenapara i MeIUIUHCKOIO IIPUMEHEHNS;

6) oTCYyTCTBHE HEOOXOAWMOCTH NPENOCTABJICHUs OT4YETa O Pe3yjibTarax
KIIMHUYECKOTO HCCIIEe/IOBaHNs, UCCIIeIOBaHUS OGMO3KBUBATIEHTHOCTH
JIEKapCTBEHHOTIO Iperapara, pa3pelieHHOro JUisi MEJULIMHCKOTO NIPUMEHEHUS B
Poccuiickoit ®enepanuu 6Gosnee aBajiaTH 1T, ¢ yKa3aHUEM HOPMATHUBHBIX
[IPaBOBBIX aKTOB, MOATBEPKIAAIOIIUX JAaHHBII CPOK IPUMEHEHNUS,

7) HeoOXOIUMOCTh OQOPMIICHHSI pa3pellleHHus Ha BBO3 B Poccuiickyro
Qenepanyio KOHKPETHOM  HapTUM  3aperMCTPUPOBAHHBIX U (WIIH)

HE3apEeruCTpUpOBaHHbLIX JICKAPCTBCHHLIX CpPeACTB, IPCAHA3HAYCHHBIX T4
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IPOBEICHAS] IKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB B LENAX TOCyIapCTBEHHOH
perucTpaLuy,;

8) HeobxoIMMOCTh IPOBEICHUS SKCHEPTHU3BI JIOKyMEHTOB,
IpEJCTaBIeHHBIX  JUIA  ONpENEJ]eHHs  BO3MOXHOCTH  pacCMaTpHMBaTh
JIEKapCTBEHHBIM  Tpemapar Ul MEJUIUHCKOrO  IPUMEHEHHs  IIpH
OCYIIECTBJIEHUM TOCYJapCTBEHHOM pEerucTpaluy B KadecTBe Op(HaHHOIO
JIEKapCTBEHHOTO Mpernapara;

9) He0OXOIUMOCTh TMPUMEHEHHUS] YCKOPEHHOH MPOLEAYyphl 3KCIEPTU3BI
JEeKapCTBEHHBIX  CpPEeICTB B  LEIAX  TOCYJapCTBEHHOM  perucrpanyu
JIeKapCTBEHHOT'O Npenapara;

10) kOormuM JTOKYMEHTOB, HOIATBEPXKIAIOIIUX YIUIATy TOCYHapCTBEHHOM
HOLITHHBL:

a)3a TIPOBEJEHHE DOKCIEPTU3bl [OKYMEHTOB, IPEIACTaBIEGHHBIX s
OTIpeJiesIeHNs] BO3MOXHOCTH paccMaTpuBaTh JIEKapCTBEHHBIN IpenapaTr s
MEIUIUHCKOTO  TPUMEHEHHS IIPU  OCYILISCTBICHHH  T'OCYJapCTBEHHOM
perucTpanyy B KadecTBe OpPaHHOIo JIEKapCTBEHHOTO Iiperapara,

0) 3a TpoBeZeHHE OKCIEPTU3Bl KauecTBa JIEKAPCTBEHHOIO CpPEACTBA M
IKCIEepPTH3bl OTHOWIEHUS OXHIAEMOH IOJNB3Bl K BO3MOXXHOMY  PHCKY
TIPMMEHEHHUS JIGKapCTBEHHOIO IIperapaTa, pa3pelleHHOTo AN MeIULHHCKOTo
npuMeHeHuss B Pocculickoit @egepauuu Oosiee  nBaaunatu  JieT, TPU

OCYHIECTBJICHHHA FOCYI[apCTBeHHOﬁ perucrpalyy JJEKapCTBCHHOIO Ipenapara,
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B) 32 TPOBEJICHUE OJKCIEPTHU3Bl KAYeCTBaA JIEKAPCTBEHHOIO CPEJACTBA H
OKCIEPTH3bl OTHOLICHHMA OXHIAEMOM IIOJNB3Bl K BO3MOXHOMY  PHCKY
MIPUMEHEHUS JIEKApPCTBEHHOIO Ipernapara I MEAUIMHCKOIO IPUMEHEHHUS TIpH
€ro roCyIapCTBEHHOM perucTpaiuy;

T)3a IMPOBEJECHUE OKCIEPTU3bl KA4eCTBa JIEKapCTBEHHOI'O CpEACTBA H
OKCIIEPTU3B OTHOIIEHHS OXHUIAEMOMW TIIOJB3bI K BO3MOXHOMY PHCKY
IIPUMEHEHMS JIEKQpCTBEHHOIO Ipernapara AJid MEIWLMHCKOIO NPUMEHEHMS, B
OTHOIIIEHWM  KOTOPOrO0  IPOBENEHBl  MEXIyHapOOHbIE  MHOIOLEHTPOBbLIE
KIMHWYECKUE HCCIeOBaHMs, 4YacTh M3 KOTOPBIX IpoBeneHa B Pocculickoin
Qenepaumy, TpU  OCYLIECTBICHMHM  TOCYyJapCTBEHHOM  perucTpauuu
JIEKapCTBEHHOTO IIpelapara;

11) Hanuume corjlacus NPOU3BOAUTEINS JIEKAPCTBEHHOIO IIpenapara,
IPOU3BOJICTBO KOTOPOIO OCYLIECTBIsSIETCS 3a nmpenenamu Poccuiickoi
Qenepanyyd, Ha IIPOBEICHHWE  WHCIEGKTUPOBAaHUS  IIPOU3BOAMTENA  Ha
COOTBETCTBHME TpeOOBaHUSM TIpaBMWJI  HaJJeXalled  IpPOU3BOJACTBEHHOMH
[IPaKTUKH;

12) Hanuuue corjacus, IPedyCMOTPEHHOTO dYacThbio 18 Hacrosiieit
CTaThH;

13) yxazaHue BHMJa JEKapCTBEHHOTO IIpenapara, IPeJCTaBICHHOTO Ha
peructpanyio (pedepeHTHBIN JeKapCTBEHHBIH MIpernapar, BOCIPOU3BeIeHHbIM
JIEKapCTBEHHBIA Ipemnapar, OHOJOTMYEeCKHH JIeKapCTBEHHBIM  Iperapar,

OnoanasnoroBbil (6MONOAOOHBIN) JeKapCTBEHHBIM mpenapaTr (OGHoaHaor),
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rOMEONaTHIEeCKUI JIEKapCTBeHHBIM IpelapaT, JISKAPCTBEHHBIM pPacTUTENIbHBIN
mperiapar).»;

) 9acTH 3 — 6 U3JI0KUTH B CIEAYOIIEN pelaKiiu:

«3. PerucTtpaiiyoHHoe J0Che Ha JIGKAPCTBEHHBIM [pemapar A
MEIULHCKOT0 IIPUMEHEHUS MPEAOCTaBIseTCS B opMe O0IIero TeXHNIECKOTo
JOKYMEHTA.

4. Paznen JOKyMEHTaLMM aIMUHMCTPAaTUBHOTO XapakTepa BKIIOYaeT B
ceOst:

1) 3asBaeHHe O TOCYAQPCTBEHHOM pEruCTpalldd  JIEKApPCTBEHHOTO
mpenapara s MEIULHMHCKOTO IPUMEHEHMsS B JJIEKTPOHHOH QopMe H Ha
OyMaXHOM HOCUTEIIE;

2) KOTUIO OKYMEHTa Ha PYCCKOM S3bIKE€, 3aBEPEHHOI'0 B YCTAHOBJICHHOM
MIOPSIIKE ¥ TMOJATBEPIKIAIOIIETO MPaBOMOYHOCTE 3asBUTENIS I101aBaTh 3asgBIICHHE
O TIOCYJapCTBEHHOW  perucTpanyd JIEKapCTBEHHOro  Ipemapara  JAJs
MEJMLUHCKOIO ITpUMEHEHUS (JIOBEPEHHOCTB);

3) KOIIMIO JMILEH3WM Ha IPOU3BOJACTBO JIGKAPCTBEHHBIX CPEICTB HIIH
KOIIMIO 3aKJIIOYEHHUS O COOTBETCTBUU NPOM3BOIUTEINS JIEKAPCTBEHHBIX CPEIICTB
TpeOOBaHUAM NpaBUII HaAJEXKalled MPOU3BOJCTBEHHON NPAKTUKH, BbIHAHHBIE
YIIOJIHOMOUYEHHBIM (heJiepalibHBIM OPTaHOM HCIIONHUTENILHOM BIIACTH, B ClIyyae,
€CJIM IIPOU3BOJICTBO JIEKAPCTBEHHOIO ITpenapaTa ocylecTBisercs B Poccuiickoi

Denepanuy;
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4) KOIHIO BBIJAHHOU YITOJITHOMOYEHHBIM OPraHOM CTPaHbl IPOU3BOANTENS
JMIEH3UN Ha IPOW3BOJACTBO JIEKAPCTBEHHOI'O IIpernapaTa W ee IepeBOA Ha
PYCCKHH S3BIK, 3aBEPEHHbIE B YCTAHOBICHHOM IOpPSIKE, U KOIUIO 3aKJIIOUEHHS O
COOTBETCTBHH IMPOU3BOJIUTEINA JIEKAPCTBEHHBIX CPEJCTB TPEeOOBaHUAM IPABHI
HaJUIeXxaled IpPOM3BOACTBEHHOW MNPAKTUKH, BBIJAHHOIO YITOJIHOMOYEHHBIM
dbenepasbHEIM ~ OpPraHOM  HCIOJHUTENBHONM  BIAcTH, B  clydae, €Clu
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara OCYINECTBISIETCA 3a IMpeferamu
Poccuiickon ®@enepanuy;

5) NpOeKT UHCTPYKIUHU MO MEAUIIMHCKOMY MIPUMEHEHHUIO JIEKAPCTBEHHOTO
npernapara, Coiepxalieil cienyolue CBeIeHU:

a) HAMMEHOBaHWE  JIEKapCTBEHHOIo  mpemapara  (MeXIyHapoJIHOe
HENaTeHTOBAaHHOE, WJIH TIPYNIMPOBOYHOE, WJIH XUMHUYECKOe K TOProBoOe
HAaUMEHOBAHU ),

0) nexapcTBeHHass  Qopma ¢ yKazaHHEM HAaUMEHOBaHMUH U
KOJIMYECTBEHHOTO COCTaBa JEHCTBYIOIIMX BEIIECTB M KauyeCTBEHHOI'O COCTaBa
BCIIOMOTaTeNbHEIX BellecTB (Mpu HEOOXOIUMOCTH KOJIMYECTBEHHOI'O COCTaBa
BCIIOMOTaTeJIbHBIX BEIIECTB);

B) OIMCaHHE BHEUIHEIO0 BHAA JIGKAPCTBEHHOIO Ipemnapara  Jyis
MEAULIMHCKOr0 MPUMEHEHUS;

r) QU3MKO-XUMHYECKHe  CBOWCTBa (s paanodapMaleBTHYECKHAX

JIEKapCTBEHHBIX MPENapaToB);
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1) GapMakoTepaneBTHYecKasl IpyIla, KOJA JIeKapCTBEHHOIO IIperapara
JUIT MENUIMHCKOrO NPHUMEHEHHs II0 aHAaTOMO-TEpaleBTUYECKO-XUMHUECKOH
Kiaccu(uKaiy, PEKOMEHTOBAHHOMI Bcemupaoit opraHu3anuen
3[paBOOXpaHEHUs, WIM yKa3aHHe «TOMEONATUYEeCKUH  JIeKapCTBEHHBIH
npernapar;

€) papmakogMHaMuKa ¥ (apMaKOKMHETHKa (32  HCKIIIOYEHHEM
bapMakOKMHETUKM  TI'OMEONAaTHYeCKUX  JIEKapCTBEHHBIX  IIpenaparoB U
PaCTHTENILHBIX JIEKAPCTBEHHBIX IIPENapaToB);

) TIOKa3aHus ISl IPUMECHEHUS;

3) MPOTHBOIIOKA3aHUS ISl IIPUMEHEHHUS;

1) Mepbl IPEIOCTOPOKHOCTH NP IPUMEHEHUH;

K) yKa3aHue BO3MOXKHOCTHU 1%} ocoOeHHOCTeH PUMEHEHUS
JeKapcTBEHHOTO TMperapara it MEeAWIMHCKOIo NpUMEHEHUs OepeMEeHHBIMU
KEHIIMHAMH, JKEHIIMHAMH B IEpPUOJA TPYyAHOTO BCKapMIIUBAHUS, IETHMH,
B3POCJIBIMU, UMEIOLIIMU XPOHUIECKHEe 3a00IeBaHu;

JT) peXUM JIO3UPOBaHHUs, CIOCOOBI BBENECHHUS U IPUMEHEHHUS, TIpH
HeoOX0oAUMOCTH BpeMsi NpHeMa JIEKapCTBEHHOIO Ipenapara JJs MeIULFHCKOro
IIPUMEHEHUs, POJOKUTENBHOCTD JICUEHUS, B TOM YHCIIE y JAeTedt 10 U mocie
OJTHOTO TOJ1a;

M) BO3MOXHBIE  HEXeJarelbHble  peaklMd  [pu  NPUMEHCHUH

JICKAPCTBCHHOI'O IIpenapara IJjid MCAUIHUHCKOIO IPMMEHCHH
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H) CHMIITOMBI TEPEIO3UPOBKH, MeEphl IO OKa3aHWIO IIOMOLIY IIpH
nepeI03UPOBKE;

0) B3aMMOJIEUCTBHE C IPYTMMHU JIeKapCTBEHHBIMH IIperapartaMy U (WiH)
MHUIIEBBIMH TTPOJTYy KTaMU;

1) (GOpPMBI BBIITYCKa JIEKapCTBEHHOT'O IIpeapara;

p) ykazanue  (Ipd  HEoOXOAMMOCTH)  OcOOeHHOCTel  AeHcCTBHA
JIEKApCTBEHHOTO TIperiapata Ui MEJULMHCKOTO IPHMMEHEHHUS IIPH I[EPBOM
IpHeMe WIH TIPY er0 OTMEHE;

¢) omucanue (mpud HeoOXOOMMOCTH) JeiicTBUM Bpada (¢enpaimepa) H
(w¥) malMeHTa NPU INPOMYyCKe IMpUeMa OJHOM MM HECKOJBKMX J03
JIEKapCTBEHHOTO IIperapara Uil MeJUIMHCKOTO IPUMEHEHHS,;

T) BO3MOXKHOE BJIMSHHE JIEKApCTBEHHOIO Ipernapara s MeJULMHCKOIO
IpUMEHEHHsT Ha CIOCOOHOCTh YIPABIATh TPAHCIOPTHBIMU CPEJCTBAMH,
MeXaHHU3MaMH;

y) CPOK TOJHOCTH M yKa3aHWe Ha 3alpeT NPUMEHEHHUs JIeKapCTBEHHOTO
npenapara JUisi MeJUIIMHCKOTO IMPUMEHEHHS 110 UCTEUEHHUH CPOKa FOIHOCTH;

&) ycI0BUs XpaHEHUS;

X) yKa3zaHHe Ha HeoOXOIWMOCTh XpaHEHHs JIeKapCTBEHHOrO Iperapara

AT MEAUIIMHCKOT'O IIPUMCHCHHS B MECTaX, HEAOCTYITHBIX IJIA JETEH;
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1) yKa3aHHe (mpm HEeOOXO0MMOCTH) CIELUAIbHBIX Mep
MPETOCTOPOXKHOCTH IIPH YHHYTOXKECHHM HEHCIIONb30BAHHBIX JICKAPCTBEHHBIX
IpernapaToB A MEAUIIUHCKOTO IPUMEHEH NS,

q) YCJIOBUS OTIIYCKa;

IIl) HAMMEHOBaHUS M ajgpeca  IIPOM3BOJICTBEHHBIX  IIIOLIAJOK
IPOU3BONTEIS JIEKAPCTBEHHOT'O Ipenapara;

11]) HAUMEHOBaHUe, aJipec OpraHU3allKy, YTIOJIHOMOYEHHON JepiKaTelleM
WIA  BJlaJe/bleM PEeruCTPAllMOHHOTO  yAOCTOBEPEHHS  JIEKAPCTBEHHOI'O
npernapara JUISI MEQUIIMHCKOTO TPUMEHEHHs Ha IIPUHATHE MPETEeH3Ud OT
HOTPeOUTENs;

0) IHCTPYKLMIO TI0 MEAMIMHCKOMY IpUMEHEHHMIO WU KpaTKyIo
XapakTepUCTUKY JIEKAPCTBEHHOrO IIpernapaTa, YTBEP)KIEHHbIE B CTpaHe
IIPOU3BOIUTEILS,;

7) IpoeKThl MakeTOB MEpPBUYHOW YINAKOBKM ¥ BTOPHUYHON YIaKOBKU
JIeKapCTBEHHOTO MpenapaTa AJisi MeIULMHCKOTO IPUMEHEHUS;

8) MpoeKT HOPMATHBHOW JOKYMEHTAllMH WA HOPMAaTHUBHOTO JOKYMEHTa
Ha JIEKapCTBEHHBIN Ipernapar Ui MEeIUIMHCKOro NMpUMEHEeHUs 00 yKa3zaHue
COOTBETCTBYIOLIEH (hapMaKoIeHON cTaThu;

9) noxyMeHT, coAep Kaluii HHPOPMALHIO O HATUINH WK 00 OTCYTCTBUU
(akTOB perucTpalyy JIEKQpCTBEHHOro Ipenapara Misd MeIHOHHCKOTO

npuMeHeHus 3a npenenaMmu Poccuiickoit @enepanmu;
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10) Komu¥ JOKYMEHTOB, 3aBEpEHHBIX B YCTAaHOBJIEHHOM IIOpSZIKE H
MOATBEPXKAAIOMKAX  (aKT perucTpalliy JIEKapCTBEHHOIO IIpenapara B
HHOCTPAHHBIX TOCYJapcTBax B KadecTBe Op(GaHHOrO JE€KapCTBEHHOI'O
npemnapara;

11) mmaH ynpaBieHHS pHUCKaMd 1 OHMOJIOTHYECKUX JIeKapCTBEHHBIX
TIperapaToB AJI MEAUIIMHCKOTO PUMEHEHNUS;

12) 1oKyMeHT o cucteMe (apMaKoHag30pa Jep’KaTels WU Biajenblia
PETHCTPAlMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Mpernapara;

13) 1OKyMEHT, MOATBEPXKIAOIINNA Ka4eCTBO JIEKapCTBEHHOTO Ipenapara
TPeX MPOMBIIIICHHBIX Cepuil (IIPOTOKOJI aHaIM3a WM cepTU(dUKAT aHAIM3a),
OJlHa CepHhsi KOTOPOro JOJDKHA COBMAanaTh ¢ CEpUE ofpasla JeKapCTBEHHOTO
mpenapata  JAAS  MEAULMHCKOrO  IPUMEHEHHs, IIPEe/CTaBICHHOT0O  Ha
rOCyIapCTBEHHYIO PErUCTPALIUIO.

5.Pazmen  xummyeckod, (QapmaneBTHH4eCKOW K OMOJOTrHYECKOH
JOKyMEHTaLlMH BKIO4aeT B ceOs JOKYMEHTHI, colepkKalliue WHQOpPMAIU O
bapmaneBTYeCKOW  CyOCTaHIMM U JIEKAPCTBEHHOM  Iperapare  JJis
MEIMLMHCKOTO MPUMEHEHHMSI, IIPoLiecce ero MPOM3BOJICTBA U METOAAX KOHTPOJIS
KayecTBa, B TOM YHCJIE:

1) xomuio JOKyMEHTa, COAEpKallero CIEAYIOIY HHGOPMALHUIO O

(dapmanepTueckod cyOcTaHIMU Wik (apMalEeBTUYECKUX CYOCTaHIIMAX,
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BXOJSAIIKX B COCTAB JICKaPCTBEHHOI'O IIpernapara:

a) HauMeHOBaHue (apMaleBTHUeCKOl CyOCTaHIMY, ee CTPYKTypa, ob1iue
CBOMCTBA,;

0) HauMeHOBaHUE U aJIpeC MPOU3BOLUTEIIS,

B) TEXHOJIOTHMs IPOM3BOJCTBA C OIMCAaHHEM CTafiui NpPOM3BOACTBA H
METOOB KOHTPOJISI Ha BCEX CTaJMsIX POU3BOJICTBA,;

I') orucaHue pa3paboTKu mpoliecca NPOU3BOJCTBA,

1) OIMCAHWE KOHTPONS  KPUTHYECKUX CTagWid IIPOHM3BOJACTBA H
MPOMEXYTOYHON POAYKLIMH;

€) IOKYMEHTAJIbHOE MOATBEP)KICHUE (BalUallks) IPOLECCOB U (MIN) KX
OLICHKa;

) CBOHCTBa M CTPYKTypa AEHCTBYIOIUX BEIECTB;

3) XapaKTepUCTHKa IpUMeceH;

n) cnenubukams Ha  (QapMaleBTHYECKyl0 CyOCTaHIMIO M ee
000CHOBaHHE;

K) aHAIUTUYECKUE METOJUKM, HCIIONb3yeMble TIPH OCYIIECTBICHUHN
KOHTPOJIS KadecTBa (papMaleBTHIecKOi CyOCTaHIINY;

7) TOKyMEHTJIPHOE  TIOATBEp)KACHHE (BalMJallvs) aHAIUTUYECKUX
METOIUK, HCIOJB3YEeMBIX IIPH  OCYIIECTBIEHMM  KOHTPOJII  KadecTBa
(dapmarieBTUYECKO# cyOcTanmy;

M) pe3yJIbTaThl aHallu3a cepuil papManeBTHUECKOU cyOCcTaHIINY,;
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H) IIepeYeHb CTAaHIAPTHBIX 00pa3liOB MIIM BEIIECTB, MCIIOIB3YEMBIX IPU
OCYILECTBIIEHUHN KOHTPOJIS KauecTBa;

0) OIKCAaHHEe XapaKTEPUCTUK M CBOMCTB YNAKOBOYHBIX MaTE€pPHaloB H
YKYTIOPOYHBIX CPE/ICTB;

1) JaHHEBIE O CTA0WIBHOCTH (apMalieBTUYECKON CyOCTaHIuH;

P) CPOK FOJTHOCTH;

2) IOKYMEHT, COAEPXKAIlUil Clenylole CBEICHUS O JEeKapCTBEHHOM
npernapare Ui MEAULUHCKOTO IPUMEHEHHUS:

a) OTIMCaHWe W COCTaB JIEKApCTBEHHOIO IIpenapara Ul MEIUIMHCKOIO
IIPUMEHEHUS;

0) onucanue QapmareBTUUeckoi paspaborku (o6ocHOBaHME BBIOOpa
cocTaBa, NepBUYHON YIIaKOBKM U KHOTO);

B) TEXHOJIOTHSI IIPOM3BOJACTBA C OIMCAHMEM CTaJHMi IPOM3BOACTBA U
METOZOB KOHTPOJISl Ha BCeX CTaIUsIX MPOU3BOJCTBA;

T') OMMCaHUe KOHTPOJIS KPUTHUYECKUX CTaiuil Ipoliecca IIPOU3BOACTBA U
IIPOMEXYTOYHOH NMPOLYKIMY;

1) HAUMEHOBaHHWE U aJpec MecTa OCYILUECTBIEHMs I[POU3BOACTBA
JeKapCTBEHHOI0 Ipenapara JUisi MEOULIMHCKOrO IIpUMEHeHus (B ciyyae
HQJIMYMS HECKOJBKHX YYacCTHHMKOB [Ipollecca IPOU3BOJCTBA HEOOXOAUMO
yKa3aTh KaXJOro U3 HUX);

e) hapmaneBTHIECKas COBMECTUMOCTE;
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) MUKpOOHOJIOTHYECKUE XapaKTePUCTUKY;

3) MaTepUaNIbHBIN OaaHc AJIs MPOU3BOCTBA CEPUM ITOTOBOIO IIPOIYKTA;

1) OIUCaHUE XapaKTePUCTUK W CBONCTB YIAaKOBOYHBIX MAaTEPHANIOB H
YKYIIOPOYHBIX CPELCTB;

K) JOKyMEHTaJIbHOE NOATBEPXK/ICHUE (Banupmanus) MPOIIECCOB
MPOU3BOJCTBA U (WJIN) UX OLIEHKA,;

1) TpeboBaHMsl K Ka4decTBY BCIIOMOTaTeNbHBIX BEIIECTB (cepTHdHKAT,
criennUKaIysa Ha BCIIOMOTaTeIbHbIE BellecTBa U X 0OOCHOBAHUE);

M) aHAJIUTHYECKHE METOAMKH, KCIIONb3yeMble IIPH  OCYLIECTBICHUU
KOHTPOJISL Ka4eCTBa BCIIOMOTaTENbHbIX BEIIECTB;

H) IOKYMEHTAJIbHOE  TIOATBEpXKAeHHe (Banuanus) aHAIUTUUYECKUX
METOAMK, HCIIONB3YEeMBIX TIPH  OCYIIECTBICHHMH KOHTPOJS  KadecTBa
BCIIOMOTaTebHBIX BEILECTB;

o) uapopmanuss 00 HKCIONH30BAaHMM  BCIOMOTaTENIbHBIX  BEILECTB
YeJI0BEYECKOIr0 U )KUBOTHOTO MIPOUCXOXK ICHUS;

) uHdopMalus 00 UCIOIH30BAaHIH HOBBIX BCTIOMOTaTEIbHBIX BEIECTB;

p) TpeboBaHUS K  KayecTBY  JIGKApCTBEHHOTO  mpemapara  Jyis
MEIUIIHCKOTO MPUMEHEHHUs (CepTUQHKAT, CrelnPuKalusi Ha JeKapCTBEHHBIH
npenapar ¥ ux 000CHOBaHUe);

C) aHAIUTUYECKUE METOAUKH, WCIOJb3yeMble TIPH  OCYIIECTBIEHHUH
KOHTpOJISI KadecTBa JIEKAPCTBEHHOIO Ipemapara IS  MEIWIHUHCKOro

NPUMCHCHUA,
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T) JOKyMEHTAJIbHOE  [OJATBEpXJeHWe (BanuJaiys) aHaIUTUYECKUX
METOAMK, MCIIOJIB3yEMBIX TIPH  OCYILECTBICHMM  KOHTPOJsA  KadecTsa
JIeKapCTBEHHOTO Mpernapara JUisl MeAALHUHCKOrO IPUMEHEHH ]

y) pe3yJbTaThl aHAIM30B CEpUN JIEKApCTBEHHOIO IIpernapara i
MEIUITMHCKOTO MPUMEHEHN;

&) xapaKkTepHCTHKa IIpUMeceH;

X) MepeyYeHb CTaHIapPTHBIX 00pa3nos, HCIIOIB3YEMBIX npu
OCYIIECTBJICHHM KOHTPOJS KadecTBa JIEKQPCTBEHHOrO IIpenapara  Jis
MEIUIMHCKOTO MPUMEHEHUS;

I[) JaHHBIe O  CTaOWIBHOCTM  JIEKAPCTBEHHOrO0  Mpernapara  JJis
MEIULMHCKOI0 NPUMEHEHUS.

6. Pazmen ¢apMakonormveckoi, TOKCHUKOJIOTMYECKOH HOKyMEHTallUu
BKIITOYaeT B ce0s OTYEeTHl O pe3yJbTaTax MOKIMHUYECKUX HCCIeA0BaHUN
JIEKaPCTBEHHOTO CPEACTBA ISl MEULUHCKOr0 IPUMEHEHMSs], B TOM YHUCIIE!

1) otueT 0 hapMaKOIUHAMUYECKUX UCCIIEIOBAHUAK;

2) otueT 0 papMaKOKUHETHIECKIX UCCIIEIOBAHMIX,

3) OT4EeT O TOKCUKOJOTHYECKHIX HCCIICHOBAHMIX.»;

J1) TOTIOJTHUTD YacTSIMM 7 — 22 CIeAyoIIero Coaep XaHus:

«7. Pazmen KIMHUYECKOHW JOKYMEHTAIMd BKIIOYaeT B ce0S OTYETH O

pe3yiibTaTax KIMHHYCCKUX UCCIICOBAHUM JICKApCTBCHHOI'O IIpernapara aad
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MeIUIIMHCKOTO IPUMEHEHMSI, B TOM YHCIIE:

1) oTueTnl 00 HccienoBaHUSIX OMOZOCTYITHOCTA M OMO3KBHUBAJICHTHOCTH,
HCCIIeOBAHUAK, YCTAHABIHUBAIONINX KOPPEIAIIUIO PE3yJIbTATOB, IMOTYUYeHHBIX B
YCIOBHSAX in Vitro 1 in vivo;

2) oT4eThl 0 PapMaKOKMHETHIECKUX MCCIIEIOBAHIIX;

3) oT4eThI 0 papMaKOJUHAMHYECKUX UCCIIeOBAHNUSX;

4)oT4eThl O KJIMHHAYECKHMX HCCIEOBaHUAX AG(EKTUBHOCTH |
0e30I1acCHOCTH;

5) 0T4YeT O MOCTPETrUCTPALIMOHHOM OIIBITE IPUMEHEHNUs (TIPU HATHYMH).

8. TpeGoBanusi kK 00beMy HMH(OpMAIHU, NMPENOCTABISIEMOX B COCTaBe
PErHCTPallMOHHOTO JIOChe, [UIsl OTIENBHBIX BHJIOB JIEKAPCTBEHHBIX IpenapaToB
JUIS  MEIUIHMHCKOrO IPUMEHEHUsS YCTaHABIMBAIOTCS  YIIOJHOMOYEHHBIM
(enepanbHBEIM OPraHOM HUCIIONHUTEIBHOMN BIACTH.

9.B oTHOWIEHMM II€KapCTBEHHBIX IIpermaparoB, pPa3pelIeHHBIX IS
MeIuLIMHCKOro npuMeHeHus B Poccuiickoii ®enepatiuu Gosiee aBaauaTH JeT (3a
UCKIIOUEHHEM OHOJIOTHYECKUX JIEKAPCTBEHHBIX IIPENapaToB), OMYCKAETCS
BKJIIOUEHHE B COCTaB pasjena (apMaKoJOruvecKkoi, TOKCHKOJIOTHYECKOM
JOKYMEHTallM U pa3felia KJIMHAYEeCKOW JOKYMEHTAIllMd BMECTO OT4eTa
pa3paboTynka O pe3ynbTarax COOCTBEHHEBIX MJOKJIMHUYECKHX HCCIIEeOBaHMil
JEeKapCTBEHHBIX CPEACTB U KIWHUYECKHUX MCCIIEOBaHUM JIEKapCTBEHHEBIX

IpenapaToB s MEIMIMHCKOIO IpHMEHeHus o0030pa HaydHBIX pabor o
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pe3ynpTarax [JOKIMHMYECKHX HCCIENOBAaHMN JIEKapCTBEHHBIX CPEICTB U
KIMHAYECKUAX HUCCIIeI0BaHUM JaHHBIX JIEKAPCTBEHHBIX IIPEIIapaToB, B TOM YHCIIE
BKJTIOYAs! OIIBIT UX MOCTPETUCTPALMIOHHOTO IIPAMEHEHHS.

10. Ilpn rocyIapCTBEHHOU perucTpanyu BOCHPOU3BEIECHHBIX
JIEKapCTBEHHBIX TMpenapaTroB s MEIUIMHCKOIO NPUMEHCHHS JOIlyCKaeTcs
BKJIIOYEHWEe B coctaB pazfena (apMaKoJIOTMUecKod, TOKCHUKOJIOTHYECKON
JOKYMEHTAIlMd ¥ pas3jiela KIMHUYSCKONH [OKyMEHTallMd BMECTO OT4eTa
pa3paboTynKa O pe3ysbTaTax COOCTBEHHBIX JOKIIMHAYECKUX HCCIIENOBaHUN
JeKapCTBeHHBIX  CcpelcTB 0030pa Hay4yHbIXx paboT O  pe3yjpTarax
JIOKJIMHUYECKUX HKCCIIeIOBaHUN pedepeHTHOro JIeKapCTBEHHOIO Iperapara U
TPEACTaBICHUE BMECTO KIMHHYECKUX MCCIENOBaHUN B IIOJHOM 00beMe,
YCTAaHOBJICHHOM pPa3JesioM KIIMHUYECKOH JOKYMEHTAIMH, OTYETa O pe3yibTarax
UCCIIeZIOBaHUNM OHOIKBUBAJIEHTHOCTA BOCIPOU3BEICHHOIO JIEKAPCTBEHHOTO
nperapara Uil MEIUIMHCKOro npuMeHeHus. He TpeOyeTcs mpelcraBieHue
oTyeTa 0 pe3ynbTarax WCCIENOBAHUN OHOSKBUBAJIEHTHOCTH
BOCIIDOU3BEJIEHHOI0  JIEKAPCTBEHHOIO  Ipemapara Uil  MEOUIMHCKOIo
IIPYMEHEHHUS, €CJIIA PETUCTPUPYIOTCS BOCHPOHM3BENCHHBIE JIEKApPCTBEHHBIE
Iperaparsl s MEAUIIMHCKOTO IIPUMEHEHHUS], KOTOPEIE:

1) npenHasHavueHb! JUTSt [1apeHTEPaTbHOTO (moaxoxxHOTO,

BHYTPHMBIIIEYHOIO, BHYTPUBEHHOI'O, BHYTPHUIJIA3HOTO, BHYTPHIIOJIOCTHOTO,
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BHYTPHCYCTABHOIO, BHYTPHKOPOHAPHOTO) BBEJEHUS H IPEACTABIAIOT COOOH
BOJIHBIE PacTBOPHI;

2) MpeACTaBIIOT COOOM PACTBOPEI I NEPOPATBHOIO IPUMEHEHHS;

3) mpousBeaeHbl B (QopMe IIOPOIIKOB MM  JIHOQUIM3ATOB  JUIS
TIPUTOTOBJIEHUSI PACTBOPOB;

4) SBISIIOTCSI ra3aMy;

5) ABNAIOTCS YIIHBIMM WU TJIa3HBIMHM JIEKApPCTBEHHBIMU IIperiapaTamy,
IIpOU3BEIeHHBIMU B ()OpMeE BOJHBIX PACTBOPOB;

6) npeaHa3HAYEHBI U1 MECTHOTO IIPUMEHEHUSI U IIPUTOTOBJIEHb] B JopMe
BOJIHBIX PacTBOPOB;

7) mpencTaBIsOT co00it BOJIHBIE PacTBOPHI ISl HCIIOJIB30BaHus B popMe
VHTAJIAUH ¢ TIOMOINBI0 HeOyraif3epa WM B KadeCTBE HA3aJbHBIX CIIPEEB,
PUMEHSEMBIX C TTIOMOIIBIO CXOIHBIX YCTPOUCTB.

11. Jlnsa cyyaeB, ykazaHHBIX B MyHKTax 1 — 3, 5 — 7 gactu 10 HacTosmet
CTaThb{, BOCIPOHU3BEJCHHBIA JIEKAPCTBEHHBIH mpemapar Uil MeIULMHCKOTO
IPUMEHEHUS JOJDKEH COJep)KaTh TakHhe >K€ BCIIOMOTaTellbHbIe BElIECTBa B
TaKHX )K€ KONMYecTBax, Kak W pedepeHTHbIN nekapcTBeHHbIH npenapat. Ecnu
COCTaBbl BCIIOMOTaTeJIBHBIX BEIUECTB pa3IMYaOTCs, 3asgBUTENb JOJDKEH
IPECTaBUTh  JOKAa3aTeIbCTBA TOrO, YTO HCIIOJNB3yeMble B  JaHHBIX
KOHIICHTpalMsAX BCIIOMOraTejbHbIE BEIIeCTBAa HE BIUSIOT Ha 0€30MacHOCTH

1 (M1¥) S>PQPEKTUBHOCTH JIEKAPCTBEHHOI'O Tperiapara Ui MeIUIUHCKOIOo
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npuMeHeHus. B ciydae, ecim 3asgBUTENh HE MOXET MPEACTABUTH TaKue
JOKa3aTeasCcTBa U (MJIM) He MMeeT NOCTyIla K COOTBETCTBYIOUIUM JaHHBIM, OH
DOJDKEH TPOBECTH COOTBETCTBYIOLIME MCCIENOBaHUsA Ul JOKa3aTelbCTBa
OTCYTCTBHS ~ BIHUSHHMS  pa3HBIX  BCIIOMOIATeNBHBIX  BEIIECTB MM
BCIIOMOTATENIbHBIX YCTPOWCTB Ha Oe3omacHOCTh u  (Wwin) 3(QEeKTUBHOCTH
JIEKapCTBEHHOTO TIperapara Ul MEIULUHCKOIO INPUMEHEHUS B IIOPSIKE,
YCTaHOBJIEHHOM YITOJTHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJHHMTENBHOM
BJIACTH.

12.Tlpy  rocylapCTBEHHON  perucrpaiuuy  KoMOMHaIMi  paHee
3apEerUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  IIPENapaToB  JUisl  MEAMIMHCKOIO
NPUMEHEHHS JHOIMyCKaeTCsl BKIIOUEHHE B COCTaB pasjelna (papMaKoJIOrH4eCKOH,
TOKCHKOJIOTHYECKON [TOKYMEHTAlMM W pas3jela KIMHUYECKOW IOKyMEHTaLUH
BMECTO OT4eTa pa3paboTurKa O pe3ysbTaTax COOCTBEHHBIX AOKIMHHUYECKUX
MCCIIeIOBaHUH JIEKapCTBEHHBIX CPeJICTB 0030pa HaydHBIX paboT O pe3ybTaTrax
JOKJIMHUYECKHX HCCIIEIOBaHUA pe(epeHTHBIX JIeKapCTBEHHBIX IIPEenapaTos,
BXOISIIMX B COCTaB KOMOWHAIlMM JIGKApCTBEHHBIX IpenaparoB, U 00
OTCYTCTBUHU HX B3aWMOJEHCTBHUS B OJIHOH JIEKAPCTBEHHOU (opme.

13. Ha sxcniepTu3y pa3ivyHBIX JIEKAPCTBEHHEIX (OPM OJHOTO M TOTO K€
JEeKapCTBEHHOTO IpemapaTta /Uil MEAUIMHCKOrO IPUMEHEHUsS 3asBUTEIb
IPECTaBIseT OT/CbHBIE 3asBICHUSI U PErUCTPAlMOHHBIE JHOChe Ha KaXKIYIO

JeKapcTBeHHYI0 Qopmy. Ilpu ycrnoBuM ofHOBpeMEHHO# MMogavu Ha HKCIEPTU3Y
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OJHOHM JIeKapCTBEHHOU (OPMBlI C Pa3IMYHBIMHM JO3UPOBKOHM, KOHLEHTpaLuei,
00beMOM 3aSIBHTENb IIPENCTABISAET OJHO 3asBJICHHE U PETHCTPAlIMOHHOE 0ChEe
C TMPWIOKEHHEM MaKeTOB YMAaKOBOK Ha KaXAyI0 [O3UPOBKY, KaXKAYIO
KOHIIEHTPAINIO0, K&KJBI 00BEM U KaXKA0€ KOJIMYECTBO J03 B YIIaKOBKE.

14. TIpu rocymapCTBEeHHON peructpauuud Op¢aHHOTO JIeKapCTBEHHOIO
nperiapata 3asABUTENb IPEACTaBIAeT WHGOPMALMIO, HEOOXOOUMYIO I
bopMupoBaHHUs ~ pasfeia  KIMHHYECKOM  JOKyMeHTanuw, B  00beMe,
YCTaHOBJIEHHOM YITOJJHOMOYEHHBIM (eliepalbHbBIM OpPraHOM HCIOJTHUTEIbHON
BJIACTH.

15.Tlpn peructpauu OHOJOTWYECKOr0 JIEKapCTBEHHOTO IIpenapara,
TIOJIYYEeHHOTO W3 KPOBH, IUIa3Mbl KPOBH YETIOBEKA, B COCTAaBe PEruCTPaIlMOHHOIO
J0Che Ha JIGKAPCTBEHHBIN Ipernapar A MEeAUIMHCKOTrO MPUMEHEHUS AOJDKHBI
OBITh IPECTABJICHBI JIOTIOJIHUTEIHHO:

1) B pa3zzerne MOKyMEHTAIlUd aJMUHHUCTPATUBHOTO XapakTepa IOKYyMEHT,
cojepxauuii nHGopmanuo o cydrekTax oOpallieHus JOHOPCKOW KpOBH U (UJIH)
ee KOMIIOHEHTOB, O TOM, IJie OblIa OCYyIIEeCTBIEHa NoHauus (KpoBu U (Wiu)
IIa3Mbl  KPOBH), a TakXe JaHHble 00 WHPEKIHOHHEIX 3a00JIeBaHUAX,
NepefalolXcs TMapeHTepalbHBIM  [yTeM, HHpOpMaIms o CyOBeKkTax
oOpaleHus JOHOPCKOH KpOBH U (WJIK) €€ KOMIIOHEHTOB, B OTHOILIEHHH KOTOPBIX

OCYILECTBIIAETCA KOHTPOJIb JOHOPCKOU KpOBHU U (MJIN) €€ KOMIIOHEHTOB;
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2)B pasgene XUMHYECKOH, (apMaleBTUYECKOH M OHONOTAYECKON
JOKyMEHTaIMH:

a) KpUTEpUH H CIOcoObl 0TOOpa, TPAaHCIOPTUPOBAaHUS M XpaHEHHUA
JIOHOPCKO# KpOBHU U (MJIN) €e KOMIIOHEHTOB;

6) pe3ysIbTaThl MCCIENOBaHMi OTOOPaHHBIX JOHOPCKOH KpOBU M (MINIH)
TIa3Mbl KPOBM W TIyJIOB Ha Hamudue Bo30yauTenedl WHGEKIMH, BKIIOYas
uadopMalnilo 00 HCIIONb30BaHHBIX METOJAMKAX HCCIENOBaHMM M B CiydYae
UCCIEJ0BaHMS ITyJIOB IUIA3Mbl  KPOBH  PE3YJbTaThl  JOKYMEHTAJILHOIO
HOJTBEP KICHUS (BaJIMIALIAN) UCIIOJIB30BaHHBIX METOIUK;

B) TEXHHYECKHAE XapaKTepUCTUKU YIAKOBKU s oTOOpa [TOHOPCKOHU
KpoBH ¥ (MJIM) IUIa3Mbl KPOBH, BKIFOYas MHGOPMALUIO 00 HMCIOIB30BAHHBIX
pacTBopax aHTHUKOAryJIsIHTOB.

16. KmuHnueckue UccleloBaHUsA  JIEKapCTBEHHOro Ipernapara  JJis
MEIUIMHCKOTO IPUMEHEHMs B IeNiX ero rocyJapCTBEHHOHN perucrpanuu
nposoasTcs B Poccuiickoil @enepainy B NOPSAKE, YCTAaHOBJICHHOM CTaTbsIMU
38 —44 wHacrosimero ®enepanbHoro 3akoHa. OTyeT O TPOBENEHHBIX
UCCIIEZIOBAaHUSX BKIIFOYAETCS B COCTaB pas3zeiia KIMHUYECKOM IOKYMeHTalWuu
PETUCTPAlMOHHOIO [OChE Ha JIEKapCTBEHHBIM Ipernapar IS MEIUIMHCKOIo
npuMeHeHus. I nexkapcTBeHHBIX — IpenapaToB IS MEIHLMHCKOTo
[PUMEHEHHs, B OTHOLIEHUU KOTOPBIX B Pe3ysbTaTe SKCIEPTH3bI JOKYMEHTOB,

MpeaACTaBJICHHBIX JJIs OIIpECACIICHNA BO3MOXKHOCTH paccMaTpuBaTh
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JIEKapCTBEHHBIM TpenapaTr Il MEIUIMHCKOIO IPUMEHEHHsS B KauyecTBe
opdaHHOTO JIeKapCTBEHHOIO IIpernapara, Takas BO3MOXHOCTh IpH3HAHA M B
OTHOIIEHUHM KOTOPBIX MPOBEACHb! KIMHUYECKUE MCCIIENOBAaHMUs, BEIITOJHEHHBIC
3a mpenenamud Poccuiickoit Pepepanyd B COOTBETCTBUH C IpaBHIIaMH
Hajiexamesl  y1abopaTOpHOM  NpakTUKA W IIpaBUIaMM  HaJulexalnen
KIMHAYECKOH TMpaKTHKH, JIOMYCKAaeTcsi BKIIOYEHHE B COCTaB pasicia
KIMHAYECKON JIOKYMEHTAIlMd BMECTO OT4YeTa O pe3yjbrarax KIMHHYECKUX
UCCIIEIOBAaHNH JIEKapCTBEHHOTO Ipernapara Uisd METULMHCKOIrO IpUMEHEHMS,
npoBeleHHBIX B Poccuiickoit denepanyy, oryera 0 pe3ynbTraTax KIMHHYECKUX
UCCIIeOBaHUM, BEITIOTHEHHEIX 3a npeaenamu Poccuiickoit Penepanny.

17. 3asiBUTENb BIpaBe MpPEeACTaBUTh 10 COOCTBEHHOHM MHUIIMATHUBE BMECTE
C 3asBJICHHEM O TOCYAapCTBEHHOM perucTpalyy JIEKapCTBEHHOrO Iperapara
U MEIUUIMHCKOIO TMPUMEHEHUs JNOKyMEHTBI, IIOATBEpXKAAlollue YIuiaTy
roCyIapCTBEeHHOU MOLUIMHBI M yKa3zaHHele B MyHKTe 10 vactu 2 HacTosied
cTaThd. B cilydae ux HempeACTaBJ€HHUS COOTBETCTBYIOIIMHI YIIOJHOMOYEHHBIN
¢benepanbHBIl OpraH HCIOJIHUTEIBHOW BIAcTH IpoBepseT (akT YIUIaTh
rocyJapCTBEHHON MOUUIMHBI  3asgBUTENEM IIOCPEACTBOM  HCIIOJIb30BaHUA
uaopmaiuu o0 yIulaTe TroCydapCcTBEHHOM NOIUIMHBL, COJepalieics B
I'ocynapcTBeHHONM HHGOPMAIMOHHOM CHUCTEME O TOCYJapCTBEHHBIX |
MYHUIUIIAIBHBIX IJIaTeXaX, Ha OCHOBAHWM IMPEJCTABIICHHBIX 3asBHUTEIIEM

KOMHUH JOKyMEHTOB, NOATBEP)KIAIOIIHX YIIATy IOCYIapCTBEHHOM IOIUTHHEIL.
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18. He  jgomyckaeTcsi WCIHONB30BaHME B  KOMMEPYECKHMX  LENSX
nHbOpMaUK O pe3yibTaTax MOKIMHUYECKUX HUCCIENOBaHWM JIeKapCTBEHHBIX
CpeACTB W KIMHUYECKUX WCCIEOBAaHUN JIEKAPCTBEHHBIX IIPENapaTroB JJisd
MEAMLIMHCKOTO IIPUMEHEHUS, IIpeICTaBIEHHOM 3asIBUTENIEM JULSI
rOCYIapCTBEHHOU perucTpalyy JIeKapCTBEHHOTO IIpernapara, 6e3 ero corjiacus B
TEUEHHNEe IIECTH JIET C JaThl TOCYIapCTBEHHOM perucTpanuu pedepeHTHOro
JIeKapCTBEHHOTO Ipenapara B Poccuiickoil Penepanuy.

19. lepxaTenps WIM Blafeliell pPErucTpaliOHHOIO  YIOCTOBEpPEHUs
JIEKapCTBEHHOTO Tperiapata Ha OWOTEXHOJNIOTHUECKMH uinu  opdaHHbIH
JIeKapCTBEHHBIM mpemnapaT o0s3aH MpeloCTaB/IATh Ha BO3ME3JHOM OCHOBE
o0pasupl  pedepeHTHOrO0  JIeKapCTBEHHOrO IIpenapara 3asBUTENAM s
TIPOBeJICHVS KIIMHUYECKUX HccienoBanuid. CtoumocTs obpasna pedepeHTHOro
JIEKapCTBEHHOTO  IIperapara, BKIIOUYEHHOTO B IepedYeHb  JKU3HEHHO
HEOOXOAMMBIX M BaXXHEUWIIMX JIGKApCTBEHHBIX IIpenaparoB, He JOJDKHA
NPEBEIIIATh  3aPEeTUCTPUPOBAHHYIO IMpPEJEebHYIO OTIYCKHYIO IIeHy Ha
pedepeHTHBI JIeKapCTBEHHBIA IIperapaT WIM LeHy Ha JIeKapCTBEHHBIH
npenapar B CTpaHe MPOU3BOIUTES.

20. 3asiBneHHEe O TIOCYJApCTBEHHOH pErvcTpaiyy BOCIPOU3BEIECHHOIO
JIEKapCTBEHHOI0 Ipelnapara Ui MEIULMHCKOTO TIPUMEHEHHS MOXET OBITh
IIOJAHO B YTIOJHOMOYEHHBIN (enepasbHBI OpraH WCIOJHUTENBHON BIIACTH,

OCYLIECTBIAIONMH  TOCYHapCTBEHHYIO  PETHCTpallfio  JIEKAPCTBEHHBIX
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IpernapaToB, IO KCTEUYEHHH UeTHIpeX JIeT ¢ JaTkl TIOCYAapCTBEHHON
perucTpandyd pedepeHTHOro JIeKapCTBEHHOIo Iipenapara B Poccuiickoi
Oenepauui.

21.3asgBIeHre O TIOCYJapCTBEHHOW perucrpauuud OHOaHAIoroBOro
(6uomomo6HOr0) JIEeKapCTBEHHOTO mpernapara (OHoaHalora) MoOXeT OBITh
IOZaHO B YIIOJIHOMOYEHHBIN (efepalbHbli OpPraH HCIIOJHUTENBHON BIACTH,
OCYIIECTBJIMIONIUA  TOCYJapCTBEHHYIO  PETUCTPaLMIo JIEKapCTBEHHBIX
TIperapaToB, IO UCTEUEHUH Tpex JIeT C JaThl IOCyJapCTBEHHOM PEerucTpalyu
pedepeHTHOro JeKapCTBEHHOTO npenapaTa B Poccuiickolt ®enepanuu.

22. llepxatens WIM Bilafelell PEerucTpalMoOHHOIO  yAOCTOBEpEeHHUs
JIEKapCTBEHHOTO IperapaTa IMpeCTaBiseT B YIOJIHOMOYEHHBINH (enepaibHbli
OpraH HUCIOJHHUTEIHHOU BJIACTH, OCYLIECTBIISIONINN (QYyHKIMU 110 KOHTPOJIIO U
HaI30py B cdepe 3paBOOXpaHEHHs, OTUeT IO pe3yibTaraM (apMakoHaI30pa
OIMH pa3 B IIECTh MECALIEB B TEYEHHE JABYX JIET IIOCJIE TIOCYIapCTBEHHON
perucTpaluy JeKapcTBEHHOro npemnapara B Poccuiickoil @enepariuu, exeroiHo
B TEUEHUE MOCIEAYIOINX TPEX JIET U B JalIbHEUIIIEM OJIUH pa3 B IISTh JIET.»;

11) craTpio 19 U3M0XUTE B ClIEAYIOIIEH pelakyu:

«Crtatbs 19. [IpuHATHE pelleHHs 0 BbIIa4Ye IKCIIEPTHOMY

yUpesKAeHHIO 32/IaHUS HA NPOBeICHUEe IKCePTH3BI
JIEKAPCTBEHHOr0 Cpe/ICTBa

1. B Tedyenue pnecsitm pabouux AHEW CO JHS NPUHATHS 3asABICHHUS O

roCyJapCTBEHHON perucTpalyy JeKapCTBEHHOIO IIpenapara COOTBETCTBYIOIIHIHA
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YIIOJTHOMOYEHHBIA (pefiepalibHbIi OpraH HMCIIOJIHUTEILHON BIIACTH IPOBOAUT
IIPOBEPKY  MOJHOTHL, JOCTOBEPHOCTHM W  IPABUIBHOCTH  O(OpMIICHHS
TpEACTaBIeHHBIX JOKYMEHTOB DPErHCTPALlMOHHOIO JOChe Ha JIEKapCTBEHHBIH
mpernapaT ¥ MpUHUMaeT pellieHHe O BblAave 3alaHusl Ha NIPOBE/ICHHUE:

1) skcriepTu3sl  AOKYMEHTOB, MPEACTABIEHHBIX [UId  OIpeAeieHH
BO3MOXHOCTH paccMaTpUBaTh JIEKapCTBEHHBIM IIpenapaTr MJId MEIULIMHCKOIO
IIPAMEHEHHUS NIPU OCYILLECTBICHUU IOCYAApCTBEHHON PErMCTpallMi B KavyecTBe
opdaHHOTO JEKapCTBEHHOI'O Ipenapara;

2) BKCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA B YaCTH HKCIIEPTU3BI KauecTBa
JIEKaPCTBEHHOT'O CPEACTBA M 3KCIEPTU3bl OTHOILIECHWS OXHAAEMON IIOJIB3BI K
BO3MOXHOMY  PHCKYy IPHUMEHEHMs JIeKapCTBEHHOIO  Ipernapata  JAjs
MEIULIMHCKOTO IPUMEHEHHS];

3) aKCIepTU3bI JIEKAPCTBEHHOTO CPEJCTBA B YaCTH IKCIEPTU3bI KayecTBa
JIEKapCTBEHHOI'O CPEACTBA M JKCIEPTHU3bl OTHOIICHMS OXUIAEMOM IMONB3BI K
BO3MOXXHOMY  PUCKy IpPHUMEHEHHUs JIeKApCTBEHHOIO  Ipemapara  JJis
MEIULMHCKOrO IIPUMEHEHUS B IOPSAKE YCKOPEHHOH IPOLEAYPHl IKCHEPTU3BI
JIEKapCTBEHHBIX CpEJICTB B COOTBETCTBUM CO CTaTbed 26 HacTosIIero
denepalbHOTO 3aKOHA;

4) 3KcepTU3bl JIEKapCTBEHHOTO CPEJCTBA B OTHOIICHHUH JIEKAPCTBEHHOIO

npenapara JJis1 BETCPHHAapHOTro IIpUMEHCHU .
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2. YIoaHOMOYEHHBIH (efepallbHbIil  OpraH HCIOJIHUTEIBHON BIAacTH
yBeIOMIISET B DJIEKTPOHHOM QopMe MK Ha OyMaKHOM HOCHTEJIE 3asBUTENA U
IKCIIEPTHOE YUPEKAEGHUE O IPHUHATOM peIIeHWH O Bha4e 3afaHuil Ha
IIPOBEZICHUE DKCIIEPTU3, NPELyCMOTPEHHBIX YacThiO | HACTOAINEH CTaThd, U B
ciiyyae HEOOXOIUMOCTH O BBIJAU€ pa3pelleHus Ha BB03 B Poccuiickyro
Depepaiio KOHKPETHOM MApTHH, CepHUH 3aperdCTPUPOBAHHBIX U (WIIH)
HE3aperUCTPUPOBAHHBIX JTEKAPCTBEHHBIX CPEe/ICTB MU 00 OTKa3e B NPOBENCHUH
IpeAyCMOTPEHHBIX 3KCIIEPTH3 C YKa3aHHEM IIPUYMH TaKOI'o OTKa3a.

3. B ciy4ae BhIABIEHHS OTCYTCTBUSA WM HEJOCTOBEPHOCTH MHPOPMALIUY,
cojieprKaiieiics B Ipe/ICTaBIICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJIHOMOYEHHBIH
¢benepanbHBI OpraH UCIOJHUTENBHON BIACTH HAIPABISET 3asSBHUTEIIO 3aIllpoc
00 yrouHeHWHM OTOH uHGQOpMaluU (majee — 3amMpoc YIIOJIHOMOYEHHOTO
(enepalbHOrO OpraHa HWCIOMHUTENBHOM BIAacTH), KOTOPBIA MOXET ObITh
nepeaH yIOJTHOMOYEHHOMY IIPEACTABUTENIO 3asBUTENS JIMYHO O] PACIIHCKY,
HanpapJeH MO M0YTe 3aKa3HbIM IMMCbMOM WIIM MepelaH B JJIEKTPOHHOU (gopMme
[0 TEJIEKOMMYHHMKAIMOHHBIM KaHaIaM CBs3W. B ciydae HampaBlieHHs 3ampoca
YIOJTHOMOYEHHOI'O (efiepalabHOro opraHa HCIOJHUTEIBbHOW BIACTH IO IOYTE
3aKa3HBIM IIMCBMOM OH CUMTAETCS NOIYYEeHHBIM MO WCTEYEHUU IIEeCTH JTHEH ¢
JaThl HAMPaBIIEHUS 3aKa3HOTO MUChMA.

4. 3asBuTens 00s3aH IPEJCTaBUTh OTBET Ha 3aIpOC YIOJTHOMOUYEHHOI'O

(benepanpHOro Opra€a MCIOJIHUTEIBLHOW BJIACTH B CPOK, HE IIPEBBIIIAIOUMM
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IEBSHOCTa pabouux IHEeH co JHs ero nomydeHus. Cpok, yKa3aHHBIM B yacTy 1
HACTOSIIEH CTaThM, MPUOCTAHABJIMBAECTCA CO JHS HaIlpaBiCHUS 3asBUTEIIO
3ampoca yIOJIHOMOYEHHOroO (elepalbHOr0 OpraHa MCIIONHUTEILHOM BIaCTH [0
JHS TIOJYYESHHS UM COOTBETCTBYIOIIErO OTBETA.

5. OcHoBaHMEM JULSt OTKaza B OpraHu3aluu DKCIIEPTU3,
NpeAyCMOTPEHHBIX 4YacThl0 | HacTosAled CTaThU, SBISAETCS INPEACTaBIICHUE
HEOOXOAMMEIX JJISl MPOBEINEHUS IMPeIyCMOTPEHHBIX JKCIEPTHU3 AOKYMEHTOB B
HernoJaHOM o0beMe WM HENpelCTaBlIeHHe 3asBUTENIEM B YCTAHOBJIEHHBIA CpPOK
OTBETa Ha 3alpoC YIIOJTHOMOYEHHOIO (eiepaibHOr0 OpraHa HCIIOIHUTEIbHOU
BJacTH, a Takke IpeACTaBICHHE JOKYMEHTOB, HE  COAEpKalux
HCUYEPITBIBAIOLLETO IepedHs] HEOOXOIUMBIX CBEICHUI.»;

12) cratbio 20 U3JIOKUTE B CIASIYIOIEH pelaKumu:

«Cratpsg 20. IxcnepTH3a JOKYMEHTOB, NPeACTABJIEHHBIX A5

onpeaejieHUs BO3MOKHOCTH paccCMaTpUBaTh
JIeKapcTBeHHbIH npenapar Ajsi MeAHIHHCKOIo
NPHMEHEeHHsI PH OCYIIeCTBJICHHH IrocyAapcTBEeHHOM
perucTpaniy B KauecTse ophaHHOro J1eKapCTBEHHOIr0
npenapara

1. OkcniepT3a JIOKyYMEHTOB, MpEACTAaBICHHBIX [JIs  ONpeIesICHHUs
BO3MOJKHOCTHM pacCMaTpHBaTh JIGKapCTBEHHBINA Ipenapar AJii MEAULIMHCKOIro
IPYMEHEHUS NPYA OCYILECTBIEHUN FOCYJapCTBEHHON PETHCTpaIldé B KadyecTBe
op(aHHOrO JIEKapCTBEHHOTO IIpernapara, COCTaBJICHHE KOMUCCHEH SKCIEPTOB

3aKIIIOYCHHUA o BO3MOXHOCTH HIH HEBO3MOXXHOCTH paccMarpuBaTh

JEeKapCTBEHHBI  mpemapar  AAd  MEAWLUHCKOTO  NPUMEHEHUS  [pH
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OCYLIECTBJICHHM TOCYJapCTBEHHOM perucTpalid B KadecTBe OP(aHHOro
JIEKapCTBEHHOTO0 TperapaTa M HalpaBlIeHHEe [JaHHOIO 3aKJIIOYEHHA B
YIIOJIHOMOYEHHEIN benepanbHbIA opras HCIIOJTHUTEIbHOM BJIACTH
OCYILECTBIISIIOTCS. B CPOK, HE NPEBBIMIAIONIMA TPUANATH pabodmxX JHEH CO JHS
[ONyYEHUs  OKCIEPTHBIM  YYPEXKICHHEM  3aJaHHs  YIOJHOMOYEHHOIO
(enepanpHOro OpraHa HUCITOMHHATEIBHON BIACTH W B JEKTPOHHOH (opme MK
Ha OyMa)XHBIX HOCHTEJSIX HEOOXOAUMBIX JOKYMEHTOB, YKa3aHHBIX B IIyHKTax 1,
2,5, 6,10 yactu 4 u B yacTu 7 ctateu 18 HacTosmiero MenepalbHOro 3aKOHa.

2. JIOKyMEHTBI, CcOAepXal¥ecs B  PErucTpPallMOHHOM  JOChe Ha
JIEKapCTBEHHBIM TIperapaT M IIOCTYyNHBIIME Ha OyMa@XHBIX HOCHUTENSX B
AKCHEPTHOE YUPEKACHUE I OCYLIECTBICHUS UX SKCIIEPTHU3BI VI OIPEAEIEHUS
BO3MOXHOCTH paccMaTpUBaTh JIEKapCTBEHHBIN mpenapar A MEAULIMHCKOIo
NpUMEHEHHsT B KadecTBe Op(aHHOIO JIEKApCTBEHHOTO IIpernapaTa, MOJJIeXaT
BO3BpaTy B YIOJHOMOYEHHBIH (erepalbHBIi OpraH HCIIOJHUTEIBHON BIacTH
OJTHOBPEMEHHO C 3aKIIFOYSHUSIMH COOTBETCTBYIOIIMX SKCIIEPTH3.»;

13) cratpio 21 U3M0XKUTH B CIEAYIOIIEH peaaKiiuu:

«Crtarbs 21. PelieHne o BO3MOKHOCTH PaccCMaTpUBaTh
JIeKAPCTBEHHbIH Mpenapar nNpu oCylecTBIEHHH
rocyapcTBeHHOH pPerucTpanuy B KauecTse OppaHHOro
JIEKAPCTBEHHOI0 Mpenapara

1. B cpok, He mpeBhIIAIOIIMHN NATH padodyux AHEH CO JHS TOJIy4eHHS

3aKJIIOUEHMS], YKa3aHHOro B 4acTH 1 cratem 20 Hactodumero PenepanbHOro

3aKOHA, YIIOJTHOMOUYCHHBIH (elepallbHbIii OpraH WCIIOJTHUTEIBHONH BJIACTH
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OCYILECTBIISIET OLIEHKY IONYyYSHHOTO 3aK/IOUEHMs JUIs OIPENE/ICHHS €ro
COOTBETCTBUS 33JaHMIO Ha TMPOBEJEHHE COOTBETCTBYIOIICH OSKCIEPTHU3BI M
YBEJIOMIISIET 3asBUTENS B JIEKTPOHHOH (opme MIH Ha OyMaKHOM HOCHUTENE O
pesyJbraTaX MPOBEeJEHHON 3KCIEPTU3Bl C NPHUIIOKEHUEM KOIUM SKCIIEPTHOTO
3aKif04eHns (C COXpaHeHHeM KOH(QUASHIMAIbHOCTH HMHGOpPMAllMd O COCTaBe
BKCIIEPTHON KOMHCCHH) M O BO3MOXKHOCTU HITM HEBO3MOXKHOCTH PacCMaTpHBaTh
JIEKapCTBEHHBIM  mpermapaT AN MEIMUUHCKOIO  INPMMEHEHHs  IIpH
OCYILECTBIICHHM TOCYJApCTBEHHOH perucTpaldyl B KadecTBe OP(aHHOro
JIeKapCTBEHHOTO Ipenapara.

2. IIpu BBIHECEHHH KOMHCCHEH 3KCIEPTOB 3aKJIIOYEHUS O BO3MOXKHOCTH
paccMaTpUBaTh JIEKAPCTBEHHBIN Ipenapar A1 MEAULUHCKOIO IPUMEHEHHUS IIPH
OCYIIECTBIGHUH TOCYIapCTBEHHOU perucrpandd B KadecTBe Op(aHHOIro
JIEKApCTBEHHOTO  IperiapaTa  yIOJHOMOYEHHBIH  QefepanbHbll  opras
UCIIOJHUTENBHOM BJIACTH B CPOK, HE MPEBBIIIAIONIMN MATH pabouux IHER co JHS
IOJIYYEHHUs] JaHHOTO 3aKIIOYEHUs, IPUHIMAET PEllleHHe O BhbiJaue 3aJjaHus Ha
IpOBeicHHE IKCIEPTU3Bl KA4ecTBa JIEKApCTBEHHOTO CPEICTBAa M IKCIEPTHU3BI
OTHOLIEHMS OKHJAEMOW IOJB3BI K BO3MOXHOMY PHCKY IIPUMEHEHHS
JIEKapCTBEHHOTO TIperiapaTta JUIi MEJMIUHCKOro IIPUMEHEHHS B IOpSJKe
YCKOPEHHOH  MpOLENYpPhl  OKCHEPTU3bI  JIEKAPCTBEHHOT'O  CpPEACTBa B

COOTBETCTBHHU CO CTaThel 26 HACTOSIIIErO CDe,uepanLHoro 3aKOHa.
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3.B cinydae TpHUHATHS pEIIEHUS O HEBO3MOXXHOCTH paccMaTpuBaTh
JeKapCTBeHHBIA  mpemapaT UL MEAULMHCKOIO  IPUMEHEHUS  IIpH
rOCyIapCTBEHHOM pErucTpalud B KadecTBE OP(PAHHOIO JIEKaPCTBEHHOI'O
mperapaTa yHOJHOMOYEHHBIH (enepaabHbIil OpraH HCIOJHUTEIBHON BIIACTH
IpeKpalaeT IMpoLeAypy TOCy/JapCTBEHHOM pErucTpalii JIEKapCTBEHHOIO
nperaparta. 3asBHTENb BOpaBe OOpaTUThCS B PETUCTPHUPYIOIIMHM OpraH ¢
3afBJEHHEM O TOCYJIapCTBEHHOH pEeTHUCTpaliil yKa3aHHOrO JIEKAPCTBEHHOI'O
npernapara B COOTBETCTBUH cO cTaThel 18 Hacrosmero MenepanbHOro 3aK0HA.»;

14) craThio 22 npu3HaTh yTPAaTUBLIEH CUILY;

15) craTpio 23 U3N0XUTH B CIEAYIOIIEH PelaKIn:

«Craths 23. IJKcnmepTH3a Ka4ecTBa JEKapCTBEHHOro cpeicTBa

3KCIePTH3A OTHOIIEHHS 0KHAAeMOH NoJb3bl K
BO3MO?KHOMY PHCKY NIPHMEHEHHS JIeKaPCTBEHHOT 0
npenapara AJsi MEAHIMHCKOr0 NpHMEHEeHUs!

1. OkcrepTr3a KayecTBa JICKAPCTBEHHOIO CpeACTBAa U BKCIepTU3a
OTHOINEHHS OXUIAeMON TIIOJb3bl K BO3MOXXHOMY pHCKY IPUMEHEHUS
JIEKapCTBEHHOI0 IIpenapaTa I MEIUIMHCKOIO IPHMEHEHUs, COCTaBleHHE
KOMMCCHUSIMH 3KCIIEPTOB 3aKJIFOUEHUH 110 pe3yJibTaTaM MPOBEIeHHBIX IKCIEePTU3
¥ HalpaBlIeHUE JTHUX 3aK/IIOYEHUH B YIIOJIHOMOYEHHBIH (enepalbHbIil OpraH
UCIIOJIHUTENIbHOM BIACTH OCYUIECTBISIOTCS B CPOK, He MPEBBIMIAIOLINN CcTa

AecsiTd pabouyux JHEH co JHS IONy4YeHUS OKCIEPTHBIM YUPEeKIEHHEM

COOTBCTCTBYIOIIECIO  3aJaHKUA  YHNOJIHOMOYCHHOI'O (be,aepanbﬂoro Ooprasa
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HCIIOJIHUTENFHON BIACTH M HEOOXOJUMBIX JOKYMEHTOB B 3JISKTPOHHOH (opme
M Ha OYMa)XKHBIX HOCHUTEIISIX.

2.B TeueHue [peBSHOCTA JHEH C€O JAHS TOJNYYEHUS peElIEHUs
YIIOJHOMOYEHHOTO  (eflepalbHOr0 OpraHa HCHOJNHUTENBHOH BJIACTH O
INPOBEACHUU DJKCIIEPTU3, NPEIYyCMOTPEHHBIX 4YacThio | HaCTOsIIed CTaThH,
3asBUTENb TIPEJCTAaBISET B OJKCIEPTHOE YUPEXKACHWE IS TIPOBEICHUSA
OKCHEPTH3Bl KauecTBa JIEKAPCTBEHHOTO CpEACTBAa OO0pasIlbl JIEKapCTBEHHOTO
npenapara s MeIULIUHCKOT0 IPUMEHEHHS, IPOU3BEICHHOIO B COOTBETCTBHU C
TpeOOBaHUSIMH  OMNBITHO-IIPOMBIIUIEHHOT0O ¥ (WJIHM)  IPOMBIIUIEHHOTO
pErIaMeHTOB, YTBEPKICHHBIX PYKOBOJUTENEM IIPOMU3BOIUTEINS JIEKapCTBEHHBIX
CpPEICTB, a TaK)X€ B COOTBETCTBYIOIIMX Cllydasx oOpasipl GapMalieBTHYeCKOil
cyOcTaHIMM, TecT-IITaMMa MHKPOOPraHM3MOB, KYJbTYPBI KIETOK, OOpasipl
BEILIECTB, IPUMEHSIEMBIX Ui KOHTPONS KadecTBa JIEKAPCTBEHHOrO CpeiCTBa
IyTeM CpPaBHEHHMS C HHMH HCCIEAyEeMOIo JIEKAPCTBEHHOrO0 CpeJICTBa, B
KOJIMYECTBAX, HEOOXOMMMBIX U BOCIIPOM3BENEHUS METOJ0B KOHTPOJIS
Ka4yecTBa.

3.1lpu nomyueHnmu  oOpasLOB  JIEKApPCTBEHHOro  IIperapara H
(bapmaneBTHUECKOW CyOCTaHIMU IKCIEPTHOE YUPEXKIEHHE BBINAET 3asBUTEIO
JIOKyMEHT, MOATBEPKIAIOIMI [OJy4YeHHe yKa3aHHbIX 00pa3loB, U B CPOK, HE

MPEBHIIAIOLIMI TpeX pabounx AHEH, yBeZOMISIET B 3JIEKTPOHHOU GopMe WK Ha
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OyMaxHOM HoOcUTele 00 3TOM YINOIHOMOYEHHBIH (enepanbHblii  Opras
HCITIOJTHUTEILHOM BIACTH.

4. Yxa3aHHBIE B 4YacTAX 2 H 3 HACTOSIIEH CTaTbW CpPOK JiId
NpEeACTaBICHUS 3asBUTENeM O00pa3llioB JIEKapCTBEHHOro Ipenapara u
¢dapManeBTUYeCKOW CcyOCTaHIIMM M CPOK  YBEIOMIICHHSI  SKCIEPTHLIM
yupexjeHneM 00 3ToM Ha OyMaXHOM HOCHTENE YHOJHOMOYEHHOTO
(GenepalbHOrO OpraHa MCIONMHUTENBHON BJIACTH HE BKIIOYAIOTCS B CPOK
IIPOBEACHUS SKCIIEPTH3, ITPELYCMOTPEHHBIX 4aCThIO 1 HACTOSIIEH CTAThU.

5. JIOKyMEHTBI, TOCTYNHBIIME B DKCIIEPTHOE  YyupexiaeHue i
IIPOBEACHUS DKCIEPTU3, IPEAYCMOTPEHHBIX 4YacTbl0 | Hacroslled CTaThy,
II0JJTeXKAT BO3BPATy B YIOJHOMOYEHHBIH (eliepanbHblil Oprad HCIIOJHUTEIbHOM
BJACTU OJHOBPEMEHHO C 3aKIIOYEHHUSIMH, IOJYYEHHBIMH TIO0 pe3yjbpTaTaM
COOTBETCTBYIOIIMX IKCIIEPTHU3.»;

16) B cTaTee 25:

a) HAaMMEHOBAaHUE U3JIOKUThH B CJIEYIONIEH peqaKiivu:

«Cratbs 25. TloBTOpHOE NpoBeeHHEe IKCIEPTH3BI
JIEKApPCTBEHHBIX CPEACTBY;

0) B 4acTH 1 croBa «WjIM COBETa IO 3TUKE» M CJIOBA «H (MJIK) STHYECKOH
OKCIEPTU3BD» UCKIIIOYUTE;

B)B dacTH 2 mnocie cioB «lloBTopHas sKcmepTuza jieKapcTBEHHOTO
CpefcTBa IMPOBOAMTCS» AOIMOJIHUTH CIOBAaMHU «C YYE€TOM pe3yjIbTaToB paHee

HpOBeHeHHOﬁ SKCHEPTU3LD», CJIIOBO KCOPOKa» 3aMCHUTB CJIOBOM «TPpHALATHY,
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CIOBA «, TOBTOpHAs JTHYECKas 3KCIEepTH3a — B CPOK, HE INPEBBIAIOIIAH
NATHAAATH pabodyux THeH COo JHS IOMy4eHHs COBETOM IIO ATHUKE 3aJaHMs Ha
IIPOBEIEHUE MOBTOPHOMN STHYECKON 3KCIIEPTHU3BI» UCKIIIOUHTE;

I') B 9aCTH 3 CJIOBa «, U CPEJICTBA, IEPEUNCIICHHbIE paHee Ha MPOBEACHUE
TaKoM HKCIIEPTH3BI, ITOUIEKAT BO3BpaTy B (elepalbHbIN OI0KeT» UCKIIOYHUTD;

17) B craThe 26:

a) 9acTH | — 3 U3JIOKUTH B CIEAYIOILEH peNaKuu:

«l. YckopeHHass mporexypa 3KCNEPTU3bl JIEKApCTBEHHBIX CPEACTB B
HeasX  TOCYNapCTBEHHOW — perHcTpalldd  JIGKapCTBEHHBIX  IpenapaToB
NPUMEHAETCS B OTHOIICHWH Op(aHHBIX JTEKAPCTBEHHBIX IIpPEraparoB, HEPBBIX
TpeX JIEKAapCTBEHHBIX [IPErnaparoB, perucTpupyeMeix B Poccuiickoit ®enepanyu
B Ka4eCTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPEIapaToB, U JIEKAPCTBEHHBIX
[pernaparoB,  IpeJHa3HAYEeHHBIX  MCKIIOUUTENBHO  JUIS  [PUMEHEHHUS
HECOBEPIIIEHHOJIETHUMH IPakIaHaMHU.

2. YcKopeHHas Mpolenypa dKCIepPTHU3bl JeKapCTBEHHBIX CPEICTB B IIETSIX
roCyZapCTBEHHON pPerucTpalvy JeKapCTBEHHBIX NPEerapaToB He MPUMEHSETCS B
OTHOLLICHUU:

1) 6uoananoroBeix  (6uomomOOHBIX)  JEKapCTBEHHBIX  IperiapaToB
(6uoananoros);

2) pebepeHTHBIX  JICKAPCTBEHHBIX IMpemaparoB (3a  MCKIOYEHHEM

op¢aHHbBIX JIEeKAPCTBEHHBIX MPeraparoB);
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3) BOCIPOM3BECHHBIX JIEKAPCTBEHHBIX IPENapaToB (3a HMCKIIOYEHHEM
IEPBBIX TpeX perucrpupyemelx B Poccuiickoil @Penepauuu B KavyecTBe
BOCIIPOU3BEICHHBIX  JIEKAPCTBEHHBIX  IIPENaparoB U JIEKAPCTBEHHBIX
TpernapaToB,  NPEAHA3HAYEHHBIX  HUCKIIOYMTENIBHO  JUISL  IPUMEHEHUS
HEeCOBEPUICHHOJICTHUMU IpaXKIaHaMH );

4) HOBBIX KOMOWHAIMN 3aperuCTpUpOBAaHHBIX paHee JIeKapCTBEHHBIX
[IperapaTos;

5) nekapcTBEHHBIX  IPENapaToB, 3aperMCTPUPOBAHHBIX paHee, HO
IIPOU3BEICHHBIX B IPYTHX JIEKaPCTBEHHBIX (JOPMAX B COOTBETCTBUY C NIEPEIHEM
HaMMEHOBaHUH JIEKApPCTBEHHBIX (OPM U B HOBOH JIO3UPOBKE.

3. YckopeHHass Ipouenypa OKCIEPTHU3bl  JIEKapCTBEHHBIX  CPEJCTB
INPOBOAUTCS IO  PEIIEHWI0  COOTBETCTBYIOIIEIO  YIIOJIHOMOYEHHOIO
¢enepaibHOrO OpraHa HUCIOJIHUTEIBHON BIAacTHM Ha OCHOBAaHHUM 3asBIICHUS
3asBUTENIS B CPOK, HE IPEBBIMIAIOIINN BOCbMUIecATH pabouux nuelt. [Ipu stom
OKCIIEPTU3a JIOKYMEHTOB, COAEpXAIlMUXCS B PETrUCTPAIMOHHOM JIOChe Ha
JIEKapCTBEHHBIN IpernapaT, MNPOBOJUTCS B CPOK, HE IPEBBIIAIOIINN [1eCATU
pabourx OHEH, sKcrepTH3a KauyecTBa JIEKAPCTBEHHOI'O CPEJCTBa M DKCIEPTH3a
OTHOIIEHUS OXXHUJAeMOW TIONb3bl K BO3MOXXHOMY pHUCKY TIpHMEHEHHS
JIEKapCTBEHHOTO TMperapara MpoBOJATCA B CPOK, He IMPEeBBIMAMUT

IIECTHIAECATH PabodmX AHEH.»;
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6) JOTIONHHATE YACTHIO 3' CIIe/IYIONIEro CoIepkKaHHUs:

«3'. B oTHOImeHH Op(aHHBIX NEKAPCTBEHHBIX MPENapaToB MOTYT OBITH
NpeACTaBIeHbl pPe3ybTaThl IOKJIMHUYECKUX HCCIENOBAHUN JIEKapCTBEHHBIX
CPeACTB M KIMHUYECKUX HCCIeIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB st
MEIUIMHCKOTO0 TPHMEHEHHs, BBIIOJHEHHBIX 3a mpezaenamu Poccuiickon
Demepaupy B COOTBETCTBMM C MpaBUIaMH Hajulexaimneil naGopaTopHOH
NPaKTHKY U MTpaBUJIaMy Hajuiexaledl KIMHUYECKOM ITPaKTUKH.»;

18) B cTaTee 27:

a) B 4acTu 1:

B ab3alie MepBOM CIIOBO «IISITH» 3aMEHHUTH CIIOBOM «IECITHY;

ITYHKT 1 U3JI0KUTH B CleAyIOIIe! pelaKium:

«1) pasmemiaer Ha cBoeM oduimanbHOM calite B cetu «VHTepHeT»
COOTBETCTBYIOIIME 3aKIIOYEHUS KOMHCCHH 3KCIIEPTOB M OCYMIECTBISAET WX
OLIGHKY Il ONpEACIICHUS COOTBETCTBHS 3aJlaHUI0 Ha TMPOBEICHHE 3THX
9KCIIEPTHU3;»;

B IIYHKTE 3 CJOBO «OTKa3a.» 3aMEHUTh CIIOBAMH «OTKa3a. 3a BbIIauy
PEruCTPallMOHHOTO YIOCTOBEpEHHUs JIEKapCTBEHHOIO IIperiapara B3UMAeTCs
roCcyIapCTBEHHas IOLINHA B COOTBETCTBUM € 3aKOHOAATENLCTBOM Poccuiickoit

Denepaiuu 0 Hajlorax u coopax.»;
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0) yacTb 3 U3OXUTH B CIIEIYIOIIEH peJaKuu:

«3. IloBTOpHOE TpeacTaBiieHNEe B COOTBETCTBYIOIIMM yIOJHOMOYEHHBIA
GbenepanbHBI OpraH HCIONHUTENBPHOW BIIACTH JIEKAPCTBEHHOIO Iperapara, B
OTHOLICHUH KOTOPOTO MONy4YeH OTKa3 B T[OCYJAapCTBEHHOM perucTpalyvi
KOTOpbIA BIOCJIEJCTBUM IOABEPrcss M3MEHEHHWIO B YacTH €ro CoCTaBa,
paccMaTpHUBaeTCsl Kak IPEeACTaBI€HHE HOBOIO JIEKAPCTBEHHOIO Mpernapara Ha
€ro TIOCYJapCTBEHHYIO pErUCTpaldi0 HE3aBUCHUMO OT COXpaHEHHs €ro
NEePBAYHOI0 HAUMEHOBAHUS. »;

19) nomonHUTH cTaTheil 27" CEAYIOIIEro COCPKAHMS:

«Cratbs 27'. IHopsinok onpenesieHus B3aNM0O3aMeHsSIEMOCTH

JIEKAPCTBEHHBIX MpenapaTos /s
MEJHIIHHCKOr0 NPHMEHEeHH

1. B3anM03aMeHAEMOCTb JIEKapCTBEHHBIX MIPENapaToB I MEIUIIHHCKOIO
OPUMEHEHHUS OIIpeJeseTcsl B IOpAJKe, YyCTaHOBIEHHOM IIpaBuTensCTBOM
Poccuiickoit @enepanny, Ha OCHOBAHUH CIIEIYIONIUX MApaMETPOB:

1) SKBUBaJIEHTHOCTD (nns 610aHATOTOBBIX (6rmomono6HBIX)
JIeKapCTBEHHBIX IIpenapaToB (61oaHaIoroB) — COMOCTABUMOCTh) Ka4eCTBEHHEBIX
U KOJMYECTBEHHBIX  XapaKTEpUCTHK  (apMalleBTUYECKUX  CyOCTaHIHM
(ncnosp30BaHUE  PA3NUYHBIX  CONIEH, O(UPOB, KOMILIEKCOB, H30MEPOB,
KPUCTAJUIMYECKUX (QOPM M JPYyTUX IIPOM3BOJHBEIX OJHOTO M TOrO K€

lICfICTBYIOIIIeF @) BCHICCTBA He SABJBICTCS HNpCIITCTBHEM JIJISL

B3aMMO3aMCHICMOCTH JICKApCTBCHHBIX MNpenaparoB, €CJIH IIpH ITPOBCJACHUN
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MCCIIEN0BaHKs OMO3KBHBAJICHTHOCTH JICKAPCTBEHHOT'O IIpenapaTa Wid B Cllyvae
HEBO3MOXHOCTH  IPOBEJNEHUS OTOTO HCCIEAOBaHHMA IIPU  IPOBEIEHUH
HCCIIEIOBAHUs TEPAeBTUIECKON YKBUBAIEHTHOCTHU JIEKAPCTBEHHOIO Mpenapara
JOKa3aHO OTCYTCTBHE KJIMHHYECKH 3HAYUMBIX pPasinduil (papMakOKMHETHKH
u () OesomacHOCTH U 3PQPEKTHBHOCTH JIEKapCTBEHHOrO IIpernapara mAjs
MEIUIHHCKOrO IpUMEHEeH U );

2) 9KBMB&JIEHTHOCTb JICKQPCTBEHHOW (QOpMBI (0] 3KBUBAJICHTHBIMH
JIEKapCTBEHHBIMM (DOpPMaMHU TIOHMMAIOTCS pa3Hble JIeKapCTBEHHBIE (OPME,
HMEIOIIHEe OMHAKOBEBIE CIIOCO0 BBeIeHUs U criocod nmpuMeHeHus, obnanaromue
COTIOCTaBUMBIMHU (hapMaKOKHHE THIECKUMHU XapaKTepUCTUKAMU "
(dapMakoJIOTH4YeCKUM JeHCTBHEM H O00ecledrBarole TakXKe JJIOCTUKEHHUE
HeoOXOIMMOro KIMHUYECKOro s¢dekra. Paznuyus jeKkapCTBEHHBIX (OpM HeE
SBJISIOTCS MPETIITCTBUEM UI UX B3aUMO3aMEHSeMOCTH, €CIIH IPH MPOBeIeHUN
UccIenoBaHust GHMOAKBUBAJICHTHOCTH JICKAPCTBEHHOTO TIpernapara Wid B CIy4ae
HEBO3MOXHOCTH  IIPOBEICHUS 3TOrO  WCCIENOBAaHMS IpU  HPOBEICHHUU
HCCIIeIOBaHUs TepaleBTHUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Ipernapara
JIOKa3aHO OTCYTCTBHE KIMHHYECKH 3HAYMMBIX pazinuuil (GapMaKOKHHETHKH U
(unu) OGezomacHOCTH U A(PQEKTHBHOCTH JIGKAPCTBEHHOIO IMpenapara il
MeIUIUHCKOTO TPUMEHEHUS);

3) 5KBUBAJIEHTHOCTh HJIM COIMIOCTABUMOCTH COCTaBa BCIIOMOTaTelbHBIX

BCHICCTB JICKAPCTBCHHOI'O Ip€rapara A1 MEAUIUHCKOIO IIPUMCHCHUA
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(pa3nuuusl COCTaBa BCIOMOIaTeIbHBIX BELIECTB JIEKAPCTBEHHOIO IpenapaTa Asis
MEIUIHUHCKOrO TNPUMEHEHHs He  SBIAIOTCA  OPEIATCTBHEM UL HX
B3aMO3aMEeHAEMOCTH, ecIiiu TIpH IIPOBEZICHUU UCCIIeIOBaHUA
OMOSKBHBAJICHTHOCTH  JICKQPCTBEHHOTO  IIpemapara Il MEIUIMHCKOro
[pHMEHEHNS WIH B CIydae HEBO3MOXHOCTH IPOBENEHHS 3TOTO MCCIENOBAHUA
Ipyd MPOBEICHHWH  HCCIEIOBaHMS  TEPANEBTHYECKOM  SKBHBAJIEHTHOCTH
JIEKapCTBEHHOTO Iperapara IS MEJULMHCKOrO IPHUMEHEHHUs IOKa3aHo
OTCYTCTBHE KJIMHUYECKH 3HAUMMBIX pasnuuuil (apMakOKMHETHKH U (MIH)
OesonmacHOCTH H  3(QGEKTHBHOCTH  JIEKQpCTBEHHOIO  IpernapaTta Ui
MEIUIUHCKOrO TpuMeHeHus. [lpu 3ToM pasiuyus cocTaBa BCIIOMOTATENbHBIX
BEIECTB HE [JO/DKHBI TIPHUBOAMTL K PUCKY BO3HUKHOBEHHS CEPbE3HBIX
HEXeJIaTeNbHBIX PeakUUd y OTAENbHBIX TPy MallUeHTOB WM IOBBILICHUS
YaCTOTHI HX BOZHUKHOBEHHS);

4) UAEHTHYHOCTE crioco0a BBEIEHUS U IPUMEHEHNS;

5) oTCyTCTBHE KIMHHYECKH 3HAYMMBIX pa3IMudil NOpH MpOBeACHUU
¥ccIIeJoBaHus OHMOAKBUBAJICHTHOCTH JICKAPCTBEHHOTO IIperiapaTa Wil B ciIydae
HEBO3MOXXHOCTH IPOBEIEHHUS 3TOTO HCCIEeNOBaHUS OTCYTCTBHE KIMHHYECKU
3HAYUMBIX pa3IMuuil  Mokaszarejeil Oe3omacHOCTM U 3(QQPEKTHBHOCTH
JIEKapCTBEHHOT'O IpernapaTta MpH IPOBEACHUN UCCIIENOBaHUS TepareBTUIeCKOn
OKBUBAJEHTHOCTH. [laHHBI mapameTp He TMpPHUMEHSETCS B OTHOIICHHH
BOCTIPOM3BEIEHHBIX JIEKAPCTBEHHBIX MpeapaToB, yKa3aHHBIX B 4acTH 10 cTatbu

18 mnacrosimero ®enepasbHOro 3akoHa. B oTHomIeHMM OHOAHATIOTOBBIX
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(6ronomo6HBIX) JIEKApCTBEHHBIX NpermaparoB (OuoaHaloros) mgaHHBIE 00
OTCYTCTBHM KIMHHYECKH 3HAYMMBIX pa3Nuiuii 6e30IacHOCTH, d(QEKTHBHOCTH
1 MMMYHOTE€HHOCTH JIEKapCTBEHHOIO IMpemnapara IO pe3ysibTaTaM IIPOBEIEHUs
KJIUHUYECKUX HCCJIEOBaHNN NPEJOCTABISIOTCA B IOPAIKE, YCTAaHOBICHHOM
HACTOSIIEH YacThIO;

6) COOTBETCTBUE TIPOU3BOIAUTEIS JIEKAPCTBEHHOTO Cpe/ICTBA TpeOOBaHUIM
HaJJIeXxaled Mpon3BOACTBEHHOHN IIPAKTUKHU.

2. CpaBHeHUE ITapaMETPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX IIPENapaToB
JUIS  METUIIMHCKOTO IPUMEHEHMS OCYIIECTBISETCS KOMMCCHUEN DJKCIIEPTOB
HKCIIEPTHOTO YUPEXKICHUS [IPU MPOBEEHUH HKCIIEPTHU3BI TAKUX JEKaPCTBEHHBIX
npenaparoB B IMpOLECCe WX TOCYyJapCTBEHHOW perucrpaiuu. BriBombl
3KCIEPTOB 0 B3aMMO3aMEHAEMOCTH WIN HEB3aNMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX IIpenaparoB sl MEOULMHCKOTO MPUMEHEHWUs, CHAENIaHHbIE B
pe3yjbpTare 3TOTO CpPaBHEHUs, OQOPMISIIOTCS B BHAE NPHIOKEHHS K
3aKIIOYEHUIO OKCIepTOB Mo ¢GopMe, YTBEPKICHHON YIIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM MCTIOTHUTENBHON BIIACTH.

3. IlosoxkeHMsT  HaAcTOsIIeM  CTaThM HE  PACHpPOCTPAHSIIOTCS  Ha
pedepeHTHBIE JIEKapCTBEHHBIE Iperaparhl, JIEKAPCTBEHHbIE pPaCTHUTE/IbHEIE
Iperaparsl, roMeonaruyecKre JIeKapCTBEHHbBIE NpenapaThl U JIeKapCTBEHHbBIE

npenaparbl, KOTOPBIC Pa3pClICHBl UL MEIHUIIMHCKOIO IPHUMCHCHHA B
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Poccuiickoii ®enmepauuu Oonee ABaglaTH JeT W B OTHOLICHMM KOTOPBIX
HEBO3MOJXXHO ITPOBEJICHUE UCCIIEIOBAHUS MX OMOIKBUBAIEHTHOCTHU. »;

20) cTaThio 28 AONOIHUTH YacTSIMU 3 U 4 CIENAYIOIIEr0 COAEPIKaHH:

«3. B ciny4yae BHeceHUs B cooTBeTCTBHH co ctathsimu 30 u 31 Hacrosmero
QenepanbHOro 3aKOHa U3MEHEHUH B CofepiKallyecss B perUCTPalliOHHOM J0Che
Ha  3aperucTpUpOBaHHBIN JIEKapCTBEHHBIN npernapar TOKYMEHTHI,
3aTParuBaroOlUX CBEACHMS, OTPAKEHHBIE B PErHCTPAllMOHHOM YIOCTOBEPEHUH
JeKapCTBEeHHOTO  Ipeliapara, yHOJHOMOYEHHBIH  (enepaibHbli  oprad
WCTIOIHUTEIFHOM BJIACTH BBIJAET HOBOE PETHUCTPAIMOHHOE YJIOCTOBEpEHHE
JIEKapCTBEHHOTO IIpenapara, coiepxalliee BHECEHHEIE B HETO U3MEHEHUS.

4.B ciuydae yTparbl WIA  NOBPEXIACHUS  PETrUCTPALMOHHOIO
yAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara IO 3asBI€HUI0 B ITMChMEHHOU
dopMe fepxkaTesss WIHM BIAJeNblla PEruCTPAlMOHHOIO  YJOCTOBEPEHUS
JEKapCTBEHHOIO  Ipenapara MWIM  YIIOJIHOMOYEHHOIO  HMH  JIPYroro
IOPHJIMYECKOro JIMIa O BblIade NyOJuKaTa perucTpPalldOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOI'0  IIperapara  yNOJHOMOYEHHBIM  defepanbHbli  opraH
UCIIONTHUTEIILHON BJIACTH B CPOK, HE IPEBBIIAIONIMHA AeCSITH pabounux OHEH co
JHS TOCTYIUIEHMs  3asBJIEHMs, BblOaeT [IyOJIMKaT  PerucTpaldOHHOTO
yHAOCTOBEPEHHUS  JIEKAPCTBEHHOIO IpemapaTa. 3a  Bblgauy  ayOusdkara
PErucTpallMOHHOrO yAOCTOBEPEHUs JIEKapCTBEHHOTO Ipenapara B3MMaeTcs
rocyAapCTBeHHas IOLUIMHA B COOTBETCTBUH C 3aKOHONATEILCTBOM Poccuiickoi

Denepanuy o Hajlorax u coopax.»;
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21) cratbio 29 U3I0KHUTE B CIEAYIOMIEH peIaKIUH:

«Cratps 29. IloaTBepaaeHHe rocyJapcTBEHHOH PErHcTpalNy
JIEKApPCTBEHHOI0 Npenapara

1. TlonTBep)kieHUEe TOCYIApCTBEHHON perucTpanu JIEKapCTBEHHOIO
nperiapata OCYIIECTBIS€TCA IPH BblIade OEeCCpPOYHOr0 PEruCTPAHMOHHOIO
yIOCTOBEpEHHsI JIEKAPCTBEHHOIO Ipenapara B Cllydae, YKa3aHHOM B 4acTu 2
ctaTed 28 Hactosmiero PenepalbHOrO 3aKOHa, B CpPOK, HE IPEBBILIAIOIIUN
mecTHaecaTd pabounx JOHEH CO [HS TONyYeHHsS COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (peliepallbHbIM OPTaHOM HMCIIONHUTENBHOM BJIACTH 3asBlICHUS
0 TOATBEPXKIACHUU rOCYJapCTBEHHON PErUCTpalliil JIEKAPCTBEHHOIO Mpernapara.
He ocymectBiseTcs MNOATBEPXKAEHHE TOCyHapCTBEHHOM pPETUCTPALMU B
OTHOIIEHHNH JIEKAPCTBEHHOTO Mpernapara, He HaXOAUBIIErocs B OOpallleHUU B
Poccuiickoit Denepanuu B TeueHUE Tpex U Ooliee JieT, a TaKKe B OTHOIUCHUH
JIEKapCTBEHHOTO CpPEJCTBA, IPOU3BEJEHHOrO0 ¢ HapylleHueM TpeOoBaHus,
YCTAHOBIIEHHOTO YacThio 37 cTaThi 71 Hacrosimero MeaepalbHOTO 3aKOHa.

2. 3asiBlieHWEe O TOATBEPXKJAEHUM TOCYIJApCTBEHHON  perucrpanuu
JIeKapCTBEHHOTO  Ipermapara  MpeACTaBisieTCSI B COOTBETCTBYIOLIUHN
YIOJTHOMOYEHHBIN (hefiepalbHbIil OpraH HCIIOTHUTELHON BIACTH HE paHee ueM
32 CTO BOCEMBJECAT AHEH IO HCTEYEHHUS CpOKa NEHCTBHUS PErHCTPalMOHHOTO
YAOCTOBEPEHHMS JIEKAPCTBEHHOI'O IIperapara.

3. lloaTBepXAcHUE TIOCYNAPCTBEHHOM perucTpali JeKapCTBEHHOIro

npenapara OCYHIECTBIIACTCS IO pe3yiibTaraM  OKCHEPTHU3bl OTHOIINCHHA



78

OKUJaeMOM IIOJNB3Bl K BO3MOXHOMY PpHCKYy TNpPHUMEHEHHUs JIEKapCTBEHHOIO
mpernapara Ha OCHOBaHHH pEe3yJIbTaTOB MOHUTOPUHra JS(P(EKTUBHOCTU U
0€e30IaCHOCTH JIEKapCTBEHHOTO IIperapara, IMPOBOJUMOIO [epiKaTelieM HIIH
BIIAJIENIBIIEM PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKapCTBEHHOIO IIpenapara
au00  YIOJHOMOYEHHBIM UMM IOpHAMYECKHM  JIMIIOM, a  TaKxe
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM beneparbHBIM OpraHom
VICIIOJIHUTENBHOM BJIAaCTM B COOTBETCTBUM C TpeOOBaHHSAMH CTaTbu 64
Hacrosero denepanbHOro 3aKoHa.

4, K 3asBIEHUI0 O TMOATBEPXKICHUM TOCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHOIO  Mperapara  TMPHIATAlOTCsT  JOKYMEHTBI,  COAeprKallue
pe3yJIbTaThl MOHUTOpHUHIA 3((PEKTUBHOCTH U OE30M1aCHOCTH JIEKAPCTBEHHOIO
nperiapara, IPOBOAMMOIO JepXaTeleM WIM BIajelbleM perucTpalioHHOIo
yJIOCTOBEPEHHS JICKQPCTBEHHOTO IperapaTa JHU0O YIOJIHOMOYEHHBIM WMHU
IOPUIMYIECKUM JIMIOM, 10 (opme, YTBEPKICHHOH COOTBETCTBYIOIUM
YIIOJTHOMOYEHHBIM (beflepalbHBIM OpPraHOM HCIIOMHUTENBFHON BIIACTH; KOIHUSA
JIMUEH3UK Ha ITPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB MIIM KOMHS 3aKIIOUYECHUS O
COOTBETCTBUH IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM IPaBUII
Ha/yiexalield IpOM3BOACTBEHHON IIPAaKTHKW, BBIJIAHHBIE YIIOJTHOMOYEHHBIM
¢denepadbHBIM  OpPraHOM  HMCHOJHUTENBHOH  BJAcTH, B  clydae, eCiH
MPOM3BOJICTBO JIEKAPCTBEHHOTO IIpemnapaTa ocyllecTBiseTcs B Poccuiickoit

(I)enepaunu, au00 KomHs BBIJTAHHOM YHOJHOMOYCHHBIM OpraHoM CTpaHbl
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POU3BOAUTENS JUICH3UM Ha IIPOM3BOJCTBO JIEKAPCTBEHHOIO IIpernapara v ee
MepeBO/l HAa PYCCKUH S3BIK, 3aBEPEHHBIE B YCTAHOBIEHHOM MOPSAKE, M KOMHUS
3aKIIOYEHUSI O COOTBETCTBHM IPOU3BOAMTENS JIEKapCTBEHHBIX CPEJCTB
TpeOOBaHUAM NPaBUI HaJyIeXallled IIPOU3BOICTBEHHOM NPAKTUKH, BBIJAHHOTO
YIIOJTHOMOYEHHBIM (peiepanbHbIM OpraHOM UCIIOJIHUTENBHOM BIACTH, B ClIydae,
€CJIM MMPOM3BO/CTBO JIEKAPCTBEHHOT'O IIpernapaTa OCYIIEeCTBIISETCS 3a IpeaeiaMu
Poccuiickoit ®enepanuu. B OTHOLIEHHM JIEKapCTBEHHBIX IIpENaparoB s
BETEPUHAPHOTO TMPHUMEHEHUS JAOINOJIHUTENIBHO IPEJCTaBIAIOTCS NTOKYMEHTHI,
yKa3aHHBIE B MOAIYHKTaX «a», «0», «k», «» myHKTa 4 4dactu 3 crateu 17
Hacrosiiero  enepaJlbHOTO  3aKOHAa. B oTHOmEHHH  OUOJIOTUYECKHX
JIEKapCTBEHHBIX  MpernaparoB  3asiBUTENb  JOMNOJHUTEIBHO  IIPEACTaBIseT
pe3yJIbTaThl OCYIIECTBJIECHUA MEPOIPHUSITHHA B COOTBETCTBHU C IUIAHOM
yIpaBIeHUs] PUCKAMH, YTBEPKICHHBIM YIOJHOMOYEHHBIM (efepantbHbIM
OpraHOM UCITOTHUTEJIBHON BJIACTH IIPH OCYIIECTBIEHHH TI'OCYJIapCTBEHHOU
perucTpalyy JeKapcTBeHHOro npemnapara. C 3asBieHHEeM O IOATBEPKACHHU
rOCyJapCTBEHHOM  permcrpalyy JIGKapCTBEHHOTO Iperiapara  3asBUTEINb
IIPEICTaBIIsIET KOITHIO NIOKYMEHTa, ITOATBEPKAAIOLUIETO yIaTy
rOCYyapCTBEHHOM  IOLUIMHBI 3@  IIOATBEPXKJEHHWE  TIOCYJapCTBEHHOH
perucTpalMy JIEKapCTBEHHOIo IIpernapaTa, Ju00 BIpaBe MPEeACTaBUTh IIO
COOCTBEHHO! MHUIMATHBE yKa3aHHBIM JOKYMEHT. B ciydae HemnpeaCTaBICHHUS
YKa3aHHOIo JIOKyMEHTa YIIOJIHOMOYEHHBIN (benepanbHbIH opraH
UCTIOJIHUTENIEHOM BIACTH MpoBepsieT (HakT yIUIaThl TOCYAapCTBEHHON MOIUIAHE

3asBUTENIEM  IOCPENCTBOM  HCIIOJIB30BaHUSA  WHQOpManup 00  ymiaTe
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roCyIapCTBEHHOW  IOUUIMHBL,  coiepxkamedcs B I'ocynapcTBeHHOU
MHGOOPMALMOHHON CHCTEME O IOCYJapCTBEHHBIX M MyHUIHMIAIBHBIX ILIaTekKaXx,
Ha  OCHOBaHWM  TIPEJCTABICHHONW  3asBUTEIEM  KOINMM  JOKYMEHTa,
IIOJTBEPKIAIOMIET0 YIUIATy FOCy JapCTBEHHOM IOIIIHHEL.

5.B Tedenme gecsTH pabouyux AHEW CO [HSA IPUHATHSA 3a4BJIEHUA O
IIOJTBEPKICHUY FOCYJapCTBEHHON perucTpalyy JEKapCTBEHHOIO Ipernapara u
JOKYMEHTOB, COJEp)KaldX pe3yibTaTbl MOHHTOPHHIa J(QQEKTHBHOCTH U
0€e30I1aCHOCTH JIEKAPCTBEHHOI'O IIpernapara, [POBOJMMOrO JAepXKaTeleM WU
BJIaJIeNIBIIEeM PErUCTPAlMOHHOIO YAOCTOBEPEHHUs JIEKapCTBEHHOI'O IIperiapara
nub0  YMOJHOMOYEHHBIM HMMH IOPHIMYECKUM JIMLIOM, YIIOJHOMOYEHHBIN
(enepanbHbIi Oprad UCIOTHUTEIBHOMN BIIACTH:

1) npoBOOUT MPOBEpPKY IMOJHOTBI  CBENEHUM, COJEPKALIUXCA B
IIpENICTaBJICHHBIX 3asBUTEJIEM JOKYMEHTaX;

2) npyHAMaeT pelleHhe O MPOBEACHHHM WIM 00 OoTKa3e B IPOBEACHUU
OKCIIEPTU3Bl OTHOIICHWS] OXHIaeMOH II0Jb3bl K BO3MOXKHOMY DHCKY
IPUMEHEHHUs. JIEKQpCTBEHHOrO IIpernapara Ha OCHOBaHHUM pe3yJbTaToOB
MOHUTOpUHTa 3 (PEKTUBHOCTH U 0€30IIaCHOCTH JIEKAPCTBEHHOI'O IIperapara,
MPOBOAMMOTO Jepxarenem 100 BJIaJEJIBLIEM PEerucTpalioHHOIO
YAOCTOBEpEHUSI JIEKApCTBEHHOTO Ipenapara JUO0 YIIOJIHOMOYEHHBIM HMH

HPUHIAXMYCCKUM JIMHOM, a TaKXe @eﬂepaﬂbHIﬂM OopraHnom HCIIOJIHUTEILHON
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BJIACTH B COOTBETCTBUU ¢ TpeOoBaHUAMHU cTaThi 64 HacTosiero OenepaibHOTO
3aKOHa;

3) yBeioMiIsieT B OJIEKTPOHHOH ¢GopMe MIM THCBMEHHOH Qopme
3asBUTEN M DKCIEPTHOE YUpPEeXAeHHEe O MPUHATOM peIlieHHH 00 B Ciydae
IIPHHSTHS pelileHust 00 0TKa3e B IPOBEICHUH DKCIIEPTH3bl YKa3bIBACT IIPUIHHbB
TaKOT'0 OTKa3a.

6. B ciydae BBISBICHHS HEJOCTOBEPHOCTH M (WMJIM) HEAOCTaTOYHOCTH
uHbOpMAIIMH, COIep)Kallelicss B IPEICTAaBICHHBIX 3asABUTEIEM IOKYMEHTaX,
YIIOJTHOMOYEHHBIN (efepanbHplii OpraH HCIIOIHUTEIBHON BIACTH HalpaBseT
3aSBHTENIO 3ampoc 00 YTOYHEHMHM YyKa3aHHOM wuHbopmauuu. 3ampoc
YIOJHOMOYEHHOrO (eepalbHOr0 OpraHa HCIOJIHUTENBPHON BIIACTH MOXET
OBITH IMepelaH YIOJHOMOUYEHHOMY IIPEACTABUTENIO 3asBUTENS JHMYHO IMOJ
pacIKCKy, HalpaBlIeH I[I0 II0YTe 3aKa3sHbIM IIMCBMOM WM IepefaH B
9JIEKTPOHHOU (hopMe IO TeNeKOMMYHHUKAllMOHHBIM KaHajaM cBs3W. B ciydae
HampaBieHWs  3ampoca  YIOJHOMOYEHHOIO beneparbHOTO oprasa
HCIIOJHUTENBHON BJIACTH II0 II0YTE 3aKa3HbIM IMMUCBMOM OH CYHTaeTcs
HOJyYEHHBIM [0 HCTEYCHHH IECTH HHEW ¢ [aThl HalpaBlIeHHs 3aKa3HOro
IHCHMa.

7. 3asBUTENb 00s3aH IPEACTaBUTh OTBET Ha 3alpoC YIOJHOMOYEHHOI'O
¢benepanbHOrO OpraHa HCIOJHUTEIBHONH BJIAacTU B CpPOK, HE IIPEBBIIIAIOLIMI

neBsiHocTa paboumx JHel co AHs ero noiydeHus. Cpok, yKa3aHHBIN B 4acTH 5
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HACTOSIIEH CTAaTbd, PUOCTAHABIMBAETCS CO IHsS HAIPaBJICHUS 3asBUTEIIO
3aIpoca yIMOJTHOMOYEHHOTO (eiepalbHOrO OpraHa UCIOJHUTEIBHOM BIACTH 1O
IHA TOJYYEHHS KM COOTBETCTBYIOLIETO OTBETA M HE YYHUTHIBACTCS IpH
UCYMCIEHUH  CpOKa  TOATBEPXKAECHUS  TOCYHApCTBEHHOM  perMcTpaiuu
JIEKapCTBEHHOTO Tpenapara.

8. OcHoBaHMeM IS OTKa3a B IPOBEJEHUHM DJKCIEPTU3Bl OTHOLIECHHS
OXHUZAeMOM I10JIb3bI K BO3MOXKHOMY PpHCKY IPUMEHEHHS JIEKapCTBEHHOTO
npenapara SBISETCS IIpeACTaBleHHe IOKYMEHTOB, COIEPXKALIUX DPe3yJIbTaThl
MOHUTOpHHTa 3¢ (GEeKTHBHOCTH M 0e30IIaCHOCTH JIEKapCTBEHHOIO IIperapara,
v (U1M) B OTHOUIEHWM OWOJIOTMYECKHX  JIEKAPCTBEHHBIX  IIpeNapaToB
pEe3yJIbTaTOB OCYILIECTBICHUS MEpOIpPUSTHHA B COOTBETCTBHH C ILIZHOM
yIpaBieHUs PUCKaMH, YTBEPXKICHHbIM YIIOJIHOMOYEHHBIM (efepalbHbiM
OpraHoM HCIIOJIHUTEIbHON BJIACTH IIPH OCYIIECTBIEHHH TOCYAapCTBEHHOM
perucTpaly JIeKapCTBEHHOIo IIperiapara, B HENOJHOM 00beMe, OTCYTCTBHE
uHQOpPMAaLIUH, MMOATBePKAAIONIEH (aKT YIUIaThl rOCyJapCTBEHHOM MOIUIMHBI 3a
MOATBEPXKICHUE T'OCYJapCTBEHHOM perucTpalliyl JIEKapCTBEHHOTO Ipenapara,
aub0 HempeJCTaBJICHUE 3asBUTENEeM B YCTAHOBJIICHHBIM CpOK OTBeTa Ha
yKa3aHHBII B YacTH 6 HacTosIed CTaThH 3aIpoc YIOJIHOMOYEHHOIO
(beneparbHOrO OpraHa HCIOJTHUTENBFHON BIIaCTH, a TaKXe OTCYTCTBUE B

YKa3aHHBIX JOKYMCHTax I/IH(l)OpMaH,I/II/I, KOoTOpad OJOJIXKHA OBITH B HUX OTpaxEHa.
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9. DKcmepTr3a OTHOIIEHUS OXKHAJACMOM ITOJIB3BI K BO3MOXKHOMY PHCKY
IIpUMEHEHUs  JIEKApCTBEHHOro  Ipemapara B  LEIIX  [OATBEPKICHHUS
rOCYJapCTBEHHON perucTpaliyl JIEKapCTBEHHOro Ipernapara IpOBOJUTCA
KOMHMCCHEH 3KCIEePTOB 3KCIEPTHOTO YUPEXKACHUA B CPOK, HE INPEBBIINAIOLIHMA
copoka pabodux JHEH.

10. B cydae HEOOCTaTOYHOCTH MPEACTABIEHHBIX JKCIEPTY MaTepUajioB
JUIs Ja4d 3aKIIOYeHHUs dKcIepT ofpaliaercs K PYKOBOIUTENIO 3KCIIEPTHOIO
VUpPeXKIEHHsT O  TPEelOCTaBlieHMH €My  HeoOXOOUMBIX  MaTepHasoB.
PykoBOmUTENb 3KCHEPTHOTO YUpEKAEHWs OOpalaeTcsi ¢ COOTBETCTBYIOLIUM
3allpOCOM B YTIOJTHOMOYEHHBIH (efepalbHBIA OpraH MCIIOJHUTEIbHON BIIACTH,
BHIIABIIMMA 3aJlaHWE€ Ha MPOBEJCHHE OKCIICPTU3Bl OTHOLICHUS OXUIAAEMOM
10JIb3bI K BO3MOXXHOMY DPHUCKY IPHUMEHEHHs JIEKapCTBEHHOIO IIperniapara Ha
OCHOBaHUM  JOKYMEHTa, cozep Kallero pe3ynbTaTel  MOHHUTOPHUHIA
a¢hdeKTUBHOCTH U O€30MacHOCTH JIEKApCTBEHHOIO IpernapaTa. B TedyeHue natu
pabounx OHell cO [AHS IIOCTYIUIEHHS 3aIpoca pPyKOBOAMTENS 3KCIEPTHOIO
YUpEeXICHUS YyKa3aHHbIA (erepanbHbi OpraH HCIIOJHUTENBHON BIACTH
HaIpaBJIeT 3asSBUTENIO 3aIIPOC O NPEACTABICHUH HEOOXOJMUMBIX MaTepHajoB,
KOTOPBIH MOXeT OBITh NepellaH YIMOJTHOMOYCHHOMY MPEACTABUTEINIO 3asBUTEIS
JIMYHO TI0J paclMCKy, HAPABJIEH 10 TI0YTE 3aKa3HBIM IIUCHbMOM WX TIepeaH B
3JIEKTPOHHON (opMe MO TEeIeKOMMYHUKALIMOHHBIM KaHajlaM CBS3W. B ciydae

HalpaBJIeHHWsT  3aIpoca  YNOJHOMOUYEHHOro  (efepabHOrO  OpraHa
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HCIIOJHUTEIPHOM BJAcTM IO TOYTE 3aKa3HbIM IIMCBMOM OH CUMTaeTCs
MOJIy4eHHBIM II0 MCTEYEHUM LIECTH AHEH C JaThl HaIpaBjeHUs 3aKa3HOIO
UcpMa.

11. 3asBuTenp 00s3aH MPEICTaBUTh OTBET HAa 3aIpPOC YIOJHOMOYEHHOTO
¢benepanpbHOrO OpraHa HCIOJHHUTENBHON BJIACTH B CPOK, HE IPEBBIIAIOLIUM
mIeCTHAECATH pabouux JHEH co JHS TONy4YeHUs YKa3aHHOrO 3ampoca.
YHonHOMOYEHHBIN (eepalibHbI OpraH WCIIOJIHUTENbHON BIIACTH, BBIIABIINI
3alaHie Ha MPOBEJICHUE OKCIIEPTHU3bl OTHOLIEHMS OXXMIAEMOM TMONB3blI K
BO3MOXXHOMY PHCKY IPUMEHEHHs JIEKApCTBEHHOI'O IIpernapara Ha OCHOBaHWUU
IOKYMEHTa, COAep)Kalllero pe3yJbTaThl MOHUTOPUHIa JGQEeKTUBHOCTH U
0e30macHOCTH JIGKapCTBEHHOIO Tperapara, B TEUEHHUE ISITH pabouux AHeH co
IHS TIOCTYIUIEHMsI OT 3asiBUTENs OTBETa Ha 3alpoc YIOJIHOMOYEHHOIO
¢enepanbHOrO OpraHa HUCIOJHUTEIbHONH BJIacTH HANpaBisieT 3TOT OTBET B
JKCHEPTHOE yupexaeHue. B ciyyae HenpencTaBiIeHUS @O UCTEUCHUU
[ecTUecATH pabouux MAHEH 3asBUTENeM OTBeTa Ha YKa3aHHBIA 3ampoc
YIIOTHOMOYEHHBIH (e/iepalbHblii OpraH HCIIOJIHUTENbHOW BIIACTH, BBIAABIIMN
33laHie Ha [IPOBEJCHHE DKCIEPTU3bl OTHOUIEHUS OXUIAeMON IOJB3Bl K
BO3MOXHOMY DPHCKY NPHMMEHEHHs JIEKapCTBEHHOTO Iperapara Ha OCHOBaHUU
JOKYMEHTa, COJIEPXKALIEr0 pe3yJbTaTbl MOHHUTOPHUHra 3((GEKTHBHOCTH U
0e30MacHOCTH JIEKapCTBEHHOTO IIperapara, B TeueHHE ITH paboumx jaHei

HallpaBIsICT B OKCIICPTHOC YHUPEXKIACHHE YBEIOMIICHHC O HENPENCTaBJICHUM
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3asBHUTEJIEM OTBETa Ha 3allpoC YKa3aHHOTo opraHa. Bpems co nHsA HamnpaBlieHUS
3a1poca HKCIEPTHOTO YUYPEXKIEHHUsI B yIOJIHOMOYEHHBIH (enepanbHbld Opra
UCIIOJTHUTEIFHON BJIACTH 10 JHS MOJy4EHUs IKCIEPTHBIM YUPEKICHHEM OTBETa
Ha 3alpoc WM YBEAOMIIEHHS O HENpPEJCTaBIeHUH OTBETa Ha 3alpoc He
YVYHUTHIBACTCS TIPU HCUYMCIEHUM CpOKa IIPOBENEHUs SKCHEPTU3bl OTHOLICHUS
OXXHZaeMO! IOJIb3bl K BO3MOXKHOMY PpHCKY IIPUMEHEHHMs JIEKapCTBEHHOIO
npenapara Ha OCHOBaHWH JOKYMEHTa, COAEPIKAIIEro pe3yabTaTbl MOHUTOPHHTA
3GeKTUBHOCTH U O€30I1aCHOCTH JIEKAPCTBEHHOT'O Mpenapara.

12. B cpok, He TIPEBBIIAIOIIHN AecATH pabodux JHEW CO AHS MOydYeHHs
3aKIIIOYEHUS] KOMUCCUHM DKCIIEPTOB MO pPe3ylbTaTaM 3KCIIEPTH3bl OTHOILIEHUS
OXHJaeMO! IONb3bl K BO3MOXHOMY PHUCKY IIPAMEHEHHS JIEKapCTBEHHOI'O
mperiapaTa, COOTBETCTBYIOIIMK  YIOJIHOMOYEHHBIH (¢enepaibHBIl  Oprax
UCTIOJIHUTEIBHON BIIACTH:

1) ocymiecTBisieT OLEHKY 3TOr0 3aKIIOUEHHs IS ONpelesieHus ero
COOTBETCTBHS 3a/IaHUIO HA IIPOBEJICHNE YKAa3aHHON SKCIIEPTHU3EL;

2) IpuHUMaeT  pelleHHe O  TMOATBEePXKIECHWH  TOCYIapCTBEHHOM
perucTpanyy JEKapCTBEHHOIO Ipenapara mwid o0 OTKaze B IMOATBEPKICHUH

FocyllapCTBeHHOﬁ perucTpaliiy JeKapCTBCHHOIO IIpeTiaparta,
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3) BHOCHT IpH IPUHATUM PELICHUS O MOATBEPKIECHUU rOCYIapCTBEHHON
perrcTpaliy JeKapcTBEHHOIO NIpenapara CBeleH!s B TOCY JapCTBEHHEIN peecTp
JIEKAPCTBEHHBIX CPEJCTB U BBIAAET 3asABHUTENIO0 OECCPOYHOE PErMCTPaliOHHOE
yIOCTOBEpEHHE JIEKAPCTBEHHOTO IIpenapara.

13. OcHoBaHreM [JJisi OTKa3a B TOATBEPXKIECHUU TOCYAAPCTBEHHOU
perucrpanuu JIeKapCTBEHHOTO npernapara SBILSIETCS pelieHue
COOTBETCTBYIOLLETO YIIOJTHOMOUYEHHOIO (hefiepalbHOrO Oprada UCIIOJIHUTEIbHON
BJIaCTH O TOM, YTO pHUCK IIPUYMHEHHS BpeAa 3H0POBBIO HYEJIOBEKa MU
’KMBOTHOTO BCJEICTBUE IIpHEMa JIEKAPCTBEHHOIO IIpelapara IIPEeBBIIIACT
3¢ (GEeKTUBHOCTH €0 NPUMEHEHHS.

14. B nepron rpoBeieHus! IIPOLEAyphl IOATBEPKACHUS rOCy JapCTBEHHON
perucTpalvy JIEKapCTBEHHOIO Ipenapara ero oOpameHne B Poccuiickoil
Qenepanyy He IPUOCTAHABINBACTCS.

15. Homyckaercs  oOpallleHHMe  JIeKapCTBEHHBIX  IIperaparoB  JUId
MEIUIMHCKOrO IIPUMEHEHUS IO UCTEYEHUS CpOKa I'ONHOCTH, IIPOU3BEACHHBIX B
TEUEHHE CTa BOCHBMHUAECATH KaJICHJApHBIX MAHEH IIocie JaThl NPUHITHA
YTIOJIHOMOYEHHBIM (heiepallbHbIM OPraHOM UCIIOJHUTENBHOM BIACTH PElleHus O
NOATBEPXKIACHUU  [OCYJapCTBEHHOM  perucrpalli, B  COOTBETCTBUH C
uHopManren, cojepxalleiicss B JIOKyMEHTax PEruCTPAIlMOHHOIO [0Che Ha

HCKapCTBCHHBIﬁ npenapar A0 AaTbl NPUHATHA TaKOI'0 PECHICHHA.),
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22) B ctathbe 30:

a) 4acTh | U3MIOXKUTH B CIEAYIOILEH peJaKIUn:

«1.B mensx BHECEHHWS H3MEHEHHWH B JIOKYMEHTHI, COZAEpXKAIIHMecs B
PErHCTPALMOHHOM JIOCh€ Ha 3aperMCTPHPOBAHHBINA JIEKAPCTBEHHBIN IIperapar
JUIS MEAWIIMHCKOTO MTPUMEHEHUS, 3asBUTENb NPEACTaBIsAET B YIIOJHOMOYEHHbIN
denepaabHBIl OpraH WCIIOMHUTEIBHOM BIACTH 3asABICHME O BHECEHMH TaKHMX
H3MEHeHu 1o (¢opMme, YCTAHOBIEHHOH YIIONHOMOYEHHBIM (enepanbHbIM
OpraHoOM HCIIOJIHUTEIbHON BIACTH, U INPHIOXKEHHBIE K HEMY H3MEHEHHsS B
yKa3aHHble  JIOKYMEHTBI, a Takke JOKyMEHTBhI, IOATBEPKIAIOIUE
HeoOXOIMMOCTh BHECEHMs TaKux H3MeHeHuil. Ilpu HEOOXOIMMOCTH BHECEHUS
HU3MEHEHHH B JOKYMEHTBI PETMCTPAI[IOHHOTO JIOChEe Ha 3apEerUCTPUPOBAHHBIN
JIeKapCTBEHHBIM Tpernapar, TpeOyomMX IPOBEICHUS S3KCIEPTH3bl KadecTBa
JIEKapCTBEHHBIX CPEJICTB U (WJIM) HKCIIEPTU3BI OTHOLIEHMS OXKUAAEMOH MONb3bI K
BO3MOXXHOMY PHCKYy INpPHMEHEHHUs JIeKapCTBEHHOTO  IIperaparta  JUis
MEIMIMHCKOTO TPWMEHEeHUs, 3asBUTENIb JOIOJHUTENIBHO IpPEJCTaBisieT B
YIIOJIHOMOYEHHBIH (eJepalbHblii OpraH HCIOJHUTENBHON BIACTH KOIHIO
JIMIIEH3WHU Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPE)ICTB WX KOIUIO 3aKIIOYSHUS O
COOTBETCTBHHU TPOW3BOIMTENS JEKAPCTBEHHBIX CPEACTB TPEOOBaHUIM IPABHII
HaJUIe)Kaled TIPOU3BOJCTBEHHONW IPAKTHKH, BBIJAHHBIE YIOJHOMOYEHHBIM
benepanbHBIM  OPTaHOM  HWCIIOJIHUTEJIBHOM  BJIACTH, B  Clydae, ecliu

TIPOU3BOJICTBO JIGKAPCTBEHHOTO IIperapaTra ocyllecTBisercs B Poccuiickoit
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®enepanuy, 1u00 KOIKIO BbIIAHHOW YIIOJHOMOYEHHBIM OPraHOM CTPaHBI
MIPOM3BOAMTENS JTHUIICH3UH HAa MPOM3BOJCTBO JIEKAPCTBEHHOI'O Mperapara U ee
1iepeBOJ] Ha PYyCCKHUH $3BIK, 3aBEpEHHBIE B yCTAaHOBIEHHOM IOPSAKE, U KOIIMIO
3aKJIIOYEHUS O COOTBETCTBHMU TMPOU3BOAMTENS JIEKAPCTBEHHBIX CPENCTB
TpeOOBaHMSIM IPaBUJI HaJUIeXKAIIEH NPOU3BOACTBEHHON NPAKTHKH, BBIIAHHOIO
YIIOJTHOMOYEHHBIM (pe/iepabHbIM OpraHOM KCIOJIHUTENBHOM BIIACTH, B CiIy4ae,
€CJTH TIPOM3BOCTBO JIEKApPCTBEHHOTI'O IIpelapaTa OCyILECTBIIAETCS 3a IIpeelaMy
Poccuiickoit @enepanvu. [IpuHsITHE pelieHUss 0 BHECEHUM U3MEHEHUH Wi 00
OTKa3e B MX BHECEHHUU OCYIIECTBISIETCS B Cllydae HEOOXOAUMOCTHU IIPOBEACHUS
DKCIEPTHU3hI KauecTBa JIEKAPCTBEHHBIX CPEACTB U (MJIM) SKCIIEPTU3bl OTHOLICHUS
OXXHJAeMOM TIOJIB3bl K BO3MOXKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOTO
npernapara s MEIUIMHCKOIO IPUMEHEHUs B CpPOK, HE IIPEeBBIINAIOIINN
JIeBSHOCTA pabouMx JHEH, a B OCTAJNBHBIX CIydasX B CPOK, HE MPEBbIIIAIOIINN
TPUALATH padoyux JHEH CO IHS MPHUHATUS YIIOJHOMOHYEHHBIM (eaepabHbIM
OpraHOM HCIIOJTHUTEIbHON BJIACTH 3asBJIEHUS] O BHECEHUH TaKUX U3MEHEHUH.»;

0) YacTh 2 U3JIOXKUTH B CIEIYIOLEN PeIaKIIuN:

«2. DKkcriepTy3a JEKApCTBEHHBIX CPEJICTB B YaCTU HKCIIEPTU3bl KauecTBa
JIEKapCTBEHHOT'O CPEJCTBA U (WJIM) SKCIIEPTU3HI OTHOMICHHUS 0XKUIAEMOM TIOJTh3bI
K BO3MOXHOMY PHCKY IIPUMEHEHHs JIEKapCTBEHHOIrO mpenapara s

MCIHIMHCKOI'O HNPHUMCHCHHUA IIPOBOANUTCA B CJIy4a€ BHECCCHUS W3MEHCHHN B
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JOKYMEHTBI, coJieprKartrecs B pPerucTpanioHHOM J0Che Ha
3aperuCTPUPOBAHHBIN JIeKapCTBEHHBIH Ipenapar, B OTHOLIEHUU:

1) cBeeHuMit, yKa3aHHBIX B HHCTPYKIUK [T0 MEIUIIMHCKOMY IIPUMEHEHHIO
JIEKapCTBEHHOTO IIpernapara:

a) iekapcTBeHHass ~ (opMa ¢  yKazaHWeM  HAaWMEHOBaHUH M
KOJIMYECTBEHHOI'0 COCTaBa JEHCTBYIOIIMX BEIIeCTB M Ka4eCTBEHHOIO COCTaBa
BCIIOMOTaTeIbHBIX BelecTB (MpH HEOOXOIUMOCTH KOJMYECTBEHHOIO COCTaBa
BCIIOMOT'aTeNIbHBIX BEIECTB);

6) papmakoguHaMUKka U (apMakOKMHeTMKa (32  MCKIIOYEHHUEM
bapMakOKHHETHKA  TOMEONAaTHUYeCKUX  JIEKapCTBEHHBIX  IIpenapatoB M
PaCTHTEJIBHBIX JIEKApPCTBEHHBIX MIPENapaToB);

B) MOKA3aHUs JJIST IPUMEHEHUS;

I') IPOTUBOITOKA3AHUS IS IPUMEHEHS,

) MEPBI MPEAOCTOPOKHOCTH IPU ITPUMEHEHHH;

e) yKa3aHue BO3MOXHOCTH " ocobenHoCTEH HPUMEHEHUS
JIEKapCTBEHHOTO TMperapara Uil MEIWLKUHCKOTO NpHMEHEHUs OepeMeHHBIMU
KEHIMHAMH, XCHIIHHAMH B IE€PHOJ TPYZHOIO BCKAPMIIMBAaHWS, JETHMH,
B3POCJIBIMU, UMEIOIIMMHU XPOHUYECKUe 3a00IeBaHus;

K) pe)KUM JTO3UPOBaHMs, CIIOCOOBI BBEJACHHS U IPUMEHEHUs, MpU
HEeoOXOAUMOCTH BpeMs npueMa JeKapCTBEHHOTO nperiapara,

NPpOAOJDKATCIIBHOCTD JICHCHHUSA, B TOM HUCJIIE ¥ JIETeH 10 U IOCJI€ OJHOTO roaa,
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3) BOSMOXHBIE TOOOYHBIE [EHCTBHS U HEXelaTelbHBIE peakiuul IpU
NIPUMEHEHUH JIEKapCTBEHHOIO Mperapara;

M) CAMIITOMBI TIEPEO3UPOBKM, MeEphl II0 OKa3aHHUI0 TIOMOIIU TIpH
niepeI03UPOBKE;

K) B3aUMOJIEHCTBHE C APYTMMHU JIEKAPCTBEHHBIMH IIperaparaMu U (Wiin)
MUILIEBBIMA POy KTaMHU;

1) GopMBI BBITTYCKa JIEKAPCTBEHHOT'O IIperapara,;

M) yKazaHue  (mpd  HeoOXOIMMOCTH)  OoCOOeHHOCTeH  JeicTBHs
JIeKapCTBEHHOTI'O IIpenapara Mpy epBoM IpUeMe UM IIPH ero OTMEHE;

H) CBEJICHUS. O BO3MOXXHOM BIIMSIHUHM JICKAPCTBEHHOT'O TIIperapara s
MEJUIUHCKOTO I[IPUMEHEHUs Ha CIOCOOHOCTH YIPaBJIATh TPAHCIIOPTHBIMH
CpencTBaMu, MEXaHN3MaMu;

0) CPOK TOJHOCTH M yKa3aHWe Ha 3alpeT NMPUMEHEHHUs JIEKapCTBEHHOI'O
Ipernapara 10 HICTeUeHUU CpOKa rOAHOCTH;

) yCIIOBUS XpaHEeHHUS;

P) YCIIOBHS OTITYCKa,;

2) cocTaBa JIeKapCTBEHHOI'O Iperapara IJisl MeIUIIMHCKOTO IPUMEHEHNS,

3) u3MEHEHUs] MecTa IPOM3BOJCTBA JIEKAPCTBEHHOTO Ipernapara yis

MEUIIMHCKOrO IIPUMCHCHUA,
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4) m3MeHeHHUs ToKa3aTeJeldl KayecTBa JIGKApCTBEHHOIO IIperapara Jyis
MEIUIMHCKOTO INpHMEHeHWss ¥ (WIM) MEeTOJO0B KOHTpOJIA KadecTsa
JIEKapCTBEHHOTO IIperapara AJisl MeAULMHCKOTO IPMMEHEHNS;

5) u3sMeHeHHsT CpOKa TOJHOCTH JIEKapCTBEHHOro Ipemapara i
MEIUIMHCKOTO IPUMEHEHNS;

6) cBeleHHii 0 HEOOXOJAMMOCTA BHECEHHS WHBIX H3MEHEHHH B
UHCTPYKIHIO [0 MEJULMHCKOMY IPUMEHEHHIO JIeKapCTBEHHOIo Iipenapara, a
TaK)Ke B HHBIE JTOKYMEHTBI, COJIEPXKall[MeCss B PErHCTPalMOHHOM JOChe Ha
3aperuCTpUPOBAHHBIA JIeKAPCTBEHHBIM mnpemnapar. [lpu sTom pemieHue o
IpOBENEHHN SKCIIEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPeNcTB M (WiIH)
OKCIEPTU3Bl OTHOIICHHMS OXUIAEMOW TOJB3Bl K BO3MOXHOMY PHUCKY
NpPUMEHEHHUs JIeKapCTBEHHOIO IIperaparta Uil MEAMIIMHCKOI'O IMPUMEHEHUS
NPUHAMAETCS B  COOTBETCTBUM C  YTBEPXKICHHOM  YITOJTHOMOYEHHEIM
(beneparbHBIM OpPraHOM HCIIOHUTENFHON BIIACTH KacCH(pHUKaIueil n3MeHeHHH,
BHOCHUMBIX B JOKYMEHTHI, COACpXKaIlMecs B PETUCTPALMOHHOM [IOChe Ha
3apeTrUCTPUPOBAHHBIN JIEKApCTBEHHBIH Npenapar.»;

B) 4acTh 3 U3JIOXKUTH B ClIeIyIOIIel pelaKkuun:

«3. C 3asBJI€HHEM O BHECEHUH U3MEHEHUH B JOKYMEHTHI, COAEPIKAIIMECS
B PETUCTPALlMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JIeKapCTBEHHBIN MpernapaT
Ul MEAMLMHCKOTO IpPHUMEHEHUs, Hapsaly C JOKyMEHTaMH, YKa3aHHBIMH B

yactu | Hacrosiied cTaTbd, 3asiBUTENb IPEJCTABIsSET KOIMHU JAOKYMEHTOB,
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HOATBEP)KAAIOIMINX YILIATYy TOCYJapCTBEHHOM IIOIIIMHBI 34 BHECEHHE B
JIOKYMEHTHI, colepxalecs B PErucTpaliOHHOM JIOCBE Ha
3aperHCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  Ipemapar i MEIUIMHCKOro
IIPUMEHEHHS], U3MEHEHUH, TpeOyroImmx IIPOBEICHUS DKCIEPTU3BI
JEKapCTBEHHBIX CPEICTB B YaCTH OSKCIEPTH3Bl KadecTBa JIEKapCTBEHHOI'O
cpencTBa | (MIIA) SKCIEPTU3bI OTHOIICHUS OXUIAEMOM IOJB3EI K BO3MOXKHOMY
pUCKYy TpPUMEHEHMs JIEKapCTBEHHOrO IIperapara Uil  MEIHULMHCKOIo
IIPUMEHEHHUS, TOCYJAapCTBEHHOM IIONUIMHBI 3a BHECEHHWE B JTOKYMEHTBHI,
colepxamiydecss B  PETHUCTPALMOHHOM  JOCh€ Ha  3aperMCTPUPOBAaHHBIN
JeKapCTBEHHBIN Mpenapar i MEIUIMHCKOrO INPUMEHEHUs, U3MCHEHUM, He
TpeOYIOMMX TPOBEICHHS SKCIEPTU3bl JEKAapCTBEHHOIO CpeCTBa, MO0 BIpaBe
TPEJCTaBUTh IO COOCTBEHHOW WMHULIMATUBE YKa3aHHbBIE JIOKYMEHTHI. B cimyuae
MX HEMpeACTaB/ICHHUS YIIOTHOMOYEHHBIN (elepalbHbIi OpraH MCIIOJHUTEIBHOM
BIACTH IpoBepsieT (akT yIulaThl TOCYJapCTBEHHBIX TIIOLLIMH 3asgBUTEJIEM
HIOCPEJICTBOM HCIIOJNIB30BaHUs HMHGpopMalud 00 yIulare TroCyaapCTBEHHBIX
IOLUIMH, cofepxaleics B l'ocymapcTBeHHOW HHGOPMAIIMOHHOW CHCTEME O
FOCYJapCTBEHHBIX M MYHMIUIAJIBHBIX  I[UJaTeXaX, Ha  OCHOBAHUH
IPEJCTABICHHBIX 3asBUTENIEM KOIHUHM JIOKYMEHTOB, MOATBEPKAAIOMINX YIUIATY
roCy JapCTBEHHOM ITOIUIHNHEL»;

I') OyHKT 3 4acTd 4 1ocje CIOB «yBEAOMIISET B» IOIOJHHUTH CIOBAMM

((BJIGKTPOHH()ﬁ HIIN»,
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1) 9acTh 5 [OMOJNHUTH CIOBaMH «, WIH OTCyTCTBME WH(OpMaLuH,
MOATBepXKIarommedl ¢axT ymIaTel TIOCYAapCTBEHHBIX IOLUIMH, YKa3aHHBIX
B YaCTH 3 HACTOSILEH CTaThu»,

€) B yacTtu 7:

B a03alie EPBOM CIIOBO IISTH» 3aMEHUTH CIIOBOM «IECSTHY;

JOTIOJTHUTH ITyHKTOM 3 CIEAYIOLIEr0 CONEPKaHuU:

«3) BBIJ@aeT 3asBUTENI0O HOBOE PETHCTPAllMOHHOE  yIOCTOBEPEHHE
JIEKapCTBEHHOT'O IIperapaTa B Cllydae M3MEHEHHUS CBEACHUH, coJepiKalluxcs B
HEM.»;

’K) 4acTh 9 U3II0XKHUTH B CIIEAYIOIIEH peAaKLUu:

«9. lommyckaeTcst ~ obpallieHHe  JIEKapCTBEHHBIX  IMpenaparoB  AJs
MEeIUIMHCKOTO IIPUMEHEHHUS 10 UCTE€YCHUs] CPOKa TOJHOCTH, NPOU3BEICHHBIX B
TeYeHHe CTa BOCBMMIECATH HHEH IIOCIE AaThl NPUHATHUS YIIOTHOMOYEHHBIM
¢enepalbHBIM OpPraHOM HCIOJHHUTEIBHOM BJIACTH peLIeHUS O BHECEHUHU
U3MEHEHHH B JIOKYMEHTBI, COJEep)Kallhecs B PETUCTPAlMOHHOM JOChE, B
COOTBETCTBHM €  HHQOpMamued,  coaepkamieficss B JTOKyYMEHTax
PETHCTPALIOHHOTO JOChe Ha JIEKapCTBEHHBIM IIperapaT JO AarThl MPHHSATHUA
TaKOro peILeHHs.»;

23) B ctathe 31:

a) B 4acTH 2 CJIOBA «yKa3aHHBIX B MOJIYHKTAX «I» — «E», «JD», «M», «ID),

«y» myHKTa 16 dactm 3 cTatbu 18» 3aMEHUTH CIIOBaMHM «yKa3aHHBIX B
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HOAIYHKTAX «€», <OK», «K», «JD», «H», «C», «X» IMyHKTa 7 9actu 3 crateu 17»,
nociie ciioB «®PeepanbHOro 3aK0Ha,» JOMOJHUTh CIIOBaMH «U3MeHeHUs U (WIN)
JOTIOJTHEHUS IPOU3BOICTBEHHOM MIIOMIAKH JIEKAPCTBEHHOI'O CPEICTBA,»;

0) 4yacTh 8 U3OXKUTH B CIIEAYIOIIEH peJaKIvH:

«8. JlomyckaeTcss  oOpaimieHHe  JIEKApCTBEHHBIX  IIpemapaToB Ul
BETEPUHAPHOTO MPUMEHEHHS 0 UCTEYEHUs CPOKa I'OJHOCTH, IIPOU3BEICHHBIX B
TE€YeHHEe CTa BOCBMUJECSATH [HEH Iocie NaThl IPHUHATHS YIOJIHOMOYEHHBIM
denepaJlbHEIM OpPraHOM HCIOJHUTENBHOM BJIACTH PEIIEHHS] O BHECEHUU
H3MEHEHUH B JOKYMEHTHI, COJEpXKallhecss B PETUCTPALMOHHOM J0Che Ha
JIeKapCTBEHHBIH Ipernapar, B COOTBETCTBHH ¢ MH(popManuei, conepxaiieics B
JIOKyMEHTaX PETHCTPAlMOHHOIO JOChE Ha JIEKApCTBEHHBIA Ipernapar J0 JaThl
IIPUHSITHS TAKOTO PELIEHUS.»;

24) B crarbe 32:

a)B IyHKTe 2 cJoBa «pa3pabOTUYMKOM JIEKQpCTBEHHOTO CpeICTBa»
3aMEHHUTh CJIOBAMH «JAepXkaTeleM WIM BIaJelblieM pPerucTpalldOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO TIpernaparay;

6) MyHKT 5 JIOTIONHHUTH CJOBaMH «, OTJIMYAIOIIErOoCs KauyeCTBEHHBIM
COCTaBOM JEHCTBYIOIIUX BEILIECTBY;

B) JOIIOJHUTH IIyHKTaMu 8 — 10 clieIyromero coiepikatus:

«8) OTCYTCTBUS JIEKapCTBEHHOI'O Ipemnapara B obpaiienun B Poccuiickoi

(De;:[epaum/l B TCUYCHHUC TPECX U Oonee JCT,



95

O) HEBBIMIOJIHEHUSI JlepKaTelieM MM  BJAJENbleM pPETUCTPallHOHHOIO
yIOCTOBEPEHHsI JIEKApPCTBEHHOrO IIperapara MO0 YIIOJHOMOYEHHBIM HMH
JAPYTUM IOPUAMYECKAM JIUIIOM MEPONpPUATHHA IO obecledeHuIo 6e30IacHOCTH
JIeKapCTBEHHBIX TPENaparoB, yCTAHOBICHHBIX YIIOIHOMOYEHHEIM (efepaabHbIM
OpPraHoOM HCIIOJIHUTETHHON BIIACTH B COOTBETCTBUU C 4acTAMHU 3 U 4 cTarhu 64
Hactosiero  QenepanpbHOrO  3aKOHAa, B paMKax  OCYIIECTBICHUA
bapMaKoHaI30pa;

10) oTkaza  jepxare’s WIA  Bilajenblla  pPErucTPaluoHHOTO
yIOCTOBEPEHMS JICKAPCTBEHHOTO IIpenapara JIu0O0 YMIOJIHOMOYEHHOTO HMH
JPYroro IOPHIUYECKOTO JMIa OT BHECEHUsS H3MEHEHUH B HHCTPYKIMIO IO
NPUMEHEHUIO JeKapCTBEHHOTO npenapara, KaCaroIMMUXCsI HOBBIX
MOATBEPKACHHBIX JAaHHBIX O TOM, YTO PUCK IPUYMHEHHS BpeAa 3J0POBBIO
4eJoBeKa WM >XUBOTHOTIO BCJIEICTBHE IpueMa JIeKapCTBEHHOro Iiperapara
npeBbiiaeT 3QGHEKTUBHOCTE €ro MPUMEHEHHUS. Y,

25) B crarbe 33:

a)Bvactd 1:

B MMyHKTe 1:

NOJIYHKT «a» IIOCIE€ CJIOB «MEXIYyHapOIHOEe HeIaTeHTOBAHHOE»
JIONIOTTHUTH CIIOBaMU «, WM TPYIIIUPOBOYHOE, Y,

TOAITYHKT «BY» U3JIOKUTH B CIICAYIOIIEH peaKilyu:

«B) HAUMEHOBAHHE JIep)KaTellsl WM BIQJAENblia PEerrCTPAllMOHHOIO

yIOCTOBEPEHUS JIEKAPCTBEHHOTO IMPenapaTa;y;
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MOAIYHKT «J» U3JI0KUTh B CJICAYIOLIEN PENaKIun:

«I) bapmaxoTepalieBTU4eCcKasl Ipynna, KoJ JeKapcTBEHHOro IIperapara
10 aHATOMO-TePaneBTHYECKO-XNMUIECKON KiaccuUKaluU, peKOMEHI0BaHHOM
BceMupHoil oprasusanyent 3paBoOXpaHeHuUs;»;

HOJMYHKT «M» IOIOJHUTH CIIOBAMU «, JaTa 3aMEHbl PErMCTPALMOHHOIO
yIOCTOBEepEHUsI JIEKapCTBEHHOTO IIpenapara Ha 0ecCpouHoe perucTpalMoOHHOE
yAOCTOBEpPEHHE JIEKAPCTBEHHOI'O IIpelapara, Jara IoJa4yd 3asBIIEHHUA O
MOATBEPXACHUN TOCYAapCTBEHHOM pErvMcTpalyy JIEKapCTBEHHOIO IIpernapara,
JaTa OTMEHBI TOCYIApCTBEHHOMN perucTpaliy JISKaApCTBEHHOTO IIperapara;

JOTIOTHUTE MOAMYHKTaMH «H» — «X» CIEAYIOLIEro CoepKaHus:

«H) KaYeCTBEHHBIA COCTaB W KOJMYECTBEHHBIM COCTaB JEHCTBYIOLIUX
BELIECTB M Ka4YE€CTBEHHBIM COCTaB BCIIOMOTAaTENbHBIX BEIIECTB JIEKAPCTBEHHOI'O
nperapara,;

o) mapopmamusi 000  BceX  paspelieHHBIX  BHJAaX  BTOPHYHOHN
(moTpebuTeNnbCKOi) YIIaKOBKH;

) jata TPUHIATAS  pelleHUs O  BO3MOXHOCTH  paccMaTpUBaTh
JIEKapCTBEHHBIN IIpenapar IMpU TOCYyJapCTBEHHOM pEerucTpaludl B KadecTBe
opaHHOro JIeKapCTBEHHOTO IIpernapara;

p) HalMYHe  JIEKapCTBEHHOI'O IIperapara B  IIepeYHe  IKM3HEHHO

HGOGXOI{HMLIX U BaXKHEHUIIMX JICKaPCTBCHHBIX IIPEIIaparoB,
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C) HAIMYHE B JIEKapCTBEHHOM IIpenapare HapKOTHYECKHMX CPEACTB,
TICHXOTPOITHBIX BEIECTB M MX MPEKYypCcOpoB, IOIEXKALMX KOHTPOIIO B
Poccuiickoit ®enepaiiii, B COOTBETCTBUHU C 3aKOHOJATENILCTBOM Poccuiickon
Depnepanny, MeXXIyHapOAHBIMU AorosopamMu Poccuiickodt ®exnepanuu, B TOM
ypcie EnuHONW KOHBEHLMEH O HapKOTUYECKHX cpelnctBax 1961 roma u
KoHnBennue o NcHXOTpONHbIX BemecTBax 1971 rona;

T) uHQOpMaIUsl O TOM, SIBISETCS JIA AAHHBIM JIEKapCTBEHHBIN Iperapar
pedepeHTHBIM JIeKapCTBEHHBIM IIPENapaToM;

y) CBeJIeHUsI O MoJaye 3asBJICHUS O BHECEHUH U3MEHEHHU B IOKYMEHTHI,
cofiep)Kalecs B PErUCTPALlMOHHOM JIOChE Ha JIEKAPCTBEHHBIN IIpenapar;

¢) cBefieHNsI O B3aUMO3aMeHIeMOCTH JIEKAPCTBEHHOI'O IIpernapara;

X) CPOK BBEIEHHs JEKapCTBEHHOT'O Ipernapara B TpaXXJaHCKUH 000poT;»;

B [IyHKTE 2:

HOOJAMYHKT «a» TIOClIe  CJOB  «MEXAYHAapoAHOE HelaTeHTOBAaHHOE»
JOTIOJIHUTD CJIIOBaMH «, WIIU IPYIIIAPOBOYHOE,»;

JIOTIONTHUTH ITOAITYHKTOM «€» CJIEIYIOIIEro COJePKaHUS:

«e) Hajuue (apMaleBTHYSCKON CyOCTaHIIMK B MepevYHe HApPKOTHIECKHX
CPEACTB, ICUXOTPOIIHBIX BEIIECTB U MX MPEKYPCOPOB, IMOJIEKAIIUX KOHTPOJIIO
B Poccuiickoit ®@enepanii, B COOTBETCTBUHU C 3aKOHOAATENILCTBOM PoCCHICKOi

Qenepanuy, MeXAyHapodHBIMU JoroBopamu Poccuiickoit @enepanyn, B TOM
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yycine EauHONW KOHBEHIMEW O HapKOTHYECKHX cpencrBax 1961 roma u
KonBeniue# o ncuxoTponHeixX BemecTBax 1971 rona.»;

0) 4acTh 2 U3JIOXKUTH B CIEAYIOLIEH peaKIiu:

«2. @apmarieBTryecKkas cyOcTaHIus, NpOU3BEIECHHAsA Ui pealu3alluy,
MOKeT OBITh BKJIIFOYEHA B TOCYJapPCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB Ha
OCHOBaHUM 3asBIeHUS pa3paboTUyMKa WIM IPOU3BOIAUTENS JIEKAPCTBEHHOIO
cpencta MUOO YIMOTHOMOYEHHOTO HMH IOPHUAMYECKOIO JIMLA IpPU YCIOBHH
MPOBEJICHUS] B OTHOIICHUH TaKko# (hapMalleBTUYeCKOil CyOCTaHIMK SKCTIEPTH3BI
KayectBa (apMaleBTUYECKOH CyOCTaHUMU B IOPSAKE, YCTAHOBICHHOM
crarbeit 34 HAcCTOLIIETO ®DenepanbHOro 3aKOHAa. B OTHOLIEHUH
dapmareBTHYeCKUX CcyOcTaHIMil, TPOM3BENEHHBIX MJ peanu3alydd, B
roCyJIJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB COMEPXKHUTCS ClEeAyoIas
nHbOopMaIus:

1) HaumeHoBaHuEe (apmaneBTHYecKO cyOcTaHIMU (MeXIyHapoaHOe
HENATeHTOBAaHHOE, WM TIpPyNIHPOBOYHOE, MM XHUMHUYECKOEe ¢ TOProBOE
HaUMEHOBaHUS);

2) HauUMEeHOBaHME H  aJipec  MPOU3BBOIUTENSI  (DapMalleBTHYECKOH
cyGcranimy;

3) cpok rogHOCTH (hapMaleBTHYECKON CyOCTaHIUN;

4) ycnoBus xpaHeHUs (hapMalleBTUIeCKOHN CyOCTaHLINN;

5) HoMep dapmaxonelHOH cTaThbu JUOO B CIydae ee OTCYTCTBHS HOMEP

HOPMaTHBHOM IOKYMEHTAIIMU WK HOPMATUBHOT'O IOKYMEHTA;
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6) Hanw4aue (papMaleBTHUECKON CyOCTaHLMM B IepeyHe HapKOTHYECKHX
CPENCTB, ICUXOTPOMHBIX BEIIECTB U UX IPEKYyPCOPOB, NOMIEKAIMUX KOHTPOIIIO
B Poccuiickoit @enepanivny, B COOTBETCTBUM € 3aKOHOAATENLCTBOM Poccuiickon
Depepanyn, MexIyHapoIHbIMU porosopamu Poccuiickoli ®enepauuu, B TOM
ypcie EauHONM KOHBEHNHEH O HapKoTHYeCcKuX cpenctBax 1961 roma wu
Konpenmueii 0 ICHXOTPOMHEIX BemmecTBax 1971 roaa;

7) nara BKIIIOYEeHHUS QapMaleBTHIeCKO CyOCTaHIIUM B TOCYAapCTBEHHbIH
peecTp JIeKapCTBEHHBIX CPEICTB, JaTa BHECEHUS HM3MEHEHMH B NOKYMEHTHL
(papmaneBTHYeckoi cyOcTaHLUH, Jara MCKIIOYeHHs (GapMaleBTHYeCKOM
cy0GCcTaHIMU U3 FOCY IapCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPELCTB.»;

26) B craTthe 34:

a) HAUMEHOBAHHUE U3JIOXKUTH B CIIEAYIOIIEN peJaKIIMH:

«Ctatbs 34. BkJuroueHHe B rocyiapcTBeHHbII peecTp
JIEKAPCTBEHHBIX CPeJCTB M HCKJIIOYEeHHEe U3
rocyJapcTBeHHOI0 peecTpa JIeKapCTBEHHBIX CPEACTB
(papmaneBTHYecKOH cyOCTAHIIMN, NPOU3BEAEHHOM 1J151
peajin3anuny;

6) B uacTu | coBa «HEUCTIONB3YyEMOU IPU NPOU3BOICTBE JIGKAPCTBEHHBIX

IIpenapaToB» 3aMEHUTh CIOBaMU «IIPOU3BEACHHON I pealnu3alumny;
B) 4acTh 2 U3JIOXKUTH B CIIEAYIONIeH peJaKuu:
«2. JKcmepTH3a KadecTBa yKa3aHHOM B 4acTH | HacToOsIed CTaThu

(bapmalieBTUUECKOH  CyOCTaHIIMM, COCTaBJIEHHE KOMMCCHEH  3KCIepToB

3aKJIIOYEHUA 10 pe3ylibTaTaM »JTOM SKCHEepTU3bl M HMX HalpaBleHHE B
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YIOJIHOMOYEHHBIN benepanpHblii  Opras VCIIOJIHUTEIbHOU BJIACTH
OCYIIECTBJISIOTCS B CPOK, HEe TPEBBILIAIOMNI NIeCTHAECATA pabouux IHEH Co
JHS TIONyYEeHUS] DKCIEPTHBIM YUYPEXKICHUEM COOTBETCTBYIOLIErO 3aJaHus
YIOJHOMOYEHHOTO  (be[lepalbHOr0 oOpraHa  HUCIOJHHUTENIBHOH  BJIACTH U
CJIeIyIOMMX JOKYMEHTOB:

1) koriusi NUIEH3WH Ha TNPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB WIIH
KOIIHS 3aKJIFOYEHUS] O COOTBETCTBUU IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSIM IIPaBHJI HaJUJIeKAIEH IPOU3BOJCTBEHHON IIPAKTMKH, BBIJAaHHBIE
YIOJHOMOYEHHBIM (hefiepanbHbIM OpPraHoM HCIIOJHUTEIBHON BIACTH, B CIIy4ae,
€CJIM MTPOU3BOJICTBO JIEKAPCTBEHHOI'O TIperapara ocylecTsisercsa B Pocculickoi
Odenepanuy;

2) Komus BBIIAHHON YIIOJTHOMOYEHHBIM OPraHOM CTpaHbl IIPOU3BOLUTENS
JIMLIEH3MM Ha MPOU3BOJCTBO JIEKAPCTBEHHOrO IIipernapara U ee IIepeBoJi Ha
PYCCKUH S3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IOPSIKE, U KOIUS 3aKIIOYEHUS O
COOTBETCTBUM TPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUAM IIPaBHUII
HaJUIeXKalledl MpPOU3BOACTBEHHON MPAaKTHKH, BBIAAHHOTO YIOJIHOMOYEHHBIM
benepalpHBIM  OpraHOM  HUCHOJHHUTENBHONW  BJAacTH, B  clydyae, eClH
MPOM3BOJCTBO JIEKAPCTBEHHOI'O IpernapaTra OCYLIECTBISAETCS 3a IpejesiaMu

Poccuiickoit ®enepanuy;
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3) ZOKYMEHT, COAepX auil cilemylonye cBeieHus O (papMalleBTHYECKOH
cyOcTaHIuUu:

a) HaMMeHOBaHue (hapMaleBTUUECKON CyOCTaHIUN, ee CTPYKTypa, obuue
CBOMCTBAQ;

0) HaMEHOBaHHE U apec IIPOU3BOIUTES;

B) TEXHOJIOTHS. IIPOU3BOJACTBA C ONKCAaHWUEM CTaiui NPOM3BOACTBA U
METOJI0B KOHTPOJISI Ha BCEX CTaMIX IPOU3BOICTBA;

I') onpcaHue pa3paboTKH mpoliecca MPONU3BOACTBA;

) OIMMCaHHe KOHTPOJS KPUTHUECKHUX CTalil Ipouecca NPOU3BOJACTBA U
TIPOMEKYTOYHON POy KIUY;

) IOKyMeHTaJIbHOe MOATBEepXKIeHHEe (BaTUAays) NPOLECCOB U (MIM) UX
OLICHKa,

) CBOMCTBA U CTPYKTypa AEHUCTBYIOIMX BEIIECTB;

3) XapaKTepUCTHKA ITpUMeECei;

n) cieundukanusis Ha  (apMaleBTHUECKyl0 CyOCTaHIMIO U ee
000CHOBAHHE;

K) aHAINTUYECKUE METOJUKH, HCIOJIb3yeMble IIPU  OCYIIECTBICHUH
KOHTPOJIS KauecTBa (papMalieBTUUeCKOU cyOCTaHIIUM;

J) JOKyMEeHTalbHOE  TONTBEepXkJACHHEe (BalWAalysi) aHATATHUYESCKHX
METOJIMK, HCIONB3YEMBIX TIPH  OCYIIECTBICHUUM KOHTPOJS  KadecTBa

bapManeBTHYECKOH cyOcTaHINu;
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M) pe3yJIbTaThl aHAIH3a cepril hapManeBTHUECKOH CyOCTaHIMY;

H) IepevYeHb CTaHIapTHBIX 00pasloB WIIM BEILECTB, UCIOJIL3YEMBIX IIPH
OCYIIECTBJIICHUN KOHTPOJI Ka4eCTBa,

0) OIIMCAHNUE XAapaKTepUCTHK M CBOMCTB YIAKOBOYHBIX MaTEPHAIOB H
YKYTIOPOUYHBIX CPEICTB;

1) JaHHBIE O CTAOWIFHOCTH (apMaleBTUYECKO cyOCTaHIUY;

P) CPOK TOIHOCTH.»;

') B 4acTu 3:

IIYHKT 2 U3JI0XKUTH B CIEAYIOIIECH pefakiuu:

«2) Komusl JOKyMEHTa, IOATBEPXKIAIOIIEero YIUIATy IOCYIapCTBEHHON
MOITMHBI 33 BKIFOYEHHUE B MOCYNApCTBEHHBINA peecTp JIEKapCTBEHHBIX CPEACTB
bapMaleBTHYECKON CyOCTaHLMM, TPOU3BENSHHON s peanu3auud, Jubo 1o
COOCTBEHHOH  HWHUIIMATUBE yKa3aHHbIM  JOKymMeHT. B  ciywae ero
HENpeACTaBICHUs 3asBUTE]IeM  YIIOJHOMOYEHHBIN  (QefepanbHBI  opraH
HCTIOJIHUTENIFHOM BJIACTH IpOBepsieT (akT yIuiaThl rocydapCTBEHHOW MOULTUHEI
3asBUTENIEM C HCIOJIb30BaHHMEM MH(OpMannuyd 00 yIulate rocyaapCTBEHHOM
HOLUIMHEL, cofepxaieicsa B ['ocynapcTBeHHONW MHPOPMALMOHHON cUCTeMe O
rOCyIapCTBEHHBIX W MYHMIUIIAJIBHBIX  IIaTE€XaxX, HAa  OCHOBaHUHU
[IPECTABJICHHON 3asBUTEJIEM KOIMM JOKYMEHTa, HOATBEPXKAAIOLIEro YIUIaTy

FOCY}IapCTBeHHOfI MOIIJIHHBI»,
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B MyHKTe 3 ciloBa «B IyHKTaX 4 —7 wactu 3 cTarteu 18 Hacrosimero
denepanpHOro 3aKOHA» 3aMEHHUTH CIIOBaMH «B YacCTH 2 HACTOSAIIEH CTaThH»,

JONOJHUTH ITyHKTOM 4 CIIeAyIOLIEro CoAepKaHus:

«4) 3asBIIeHHE O BblJlade pa3pelleHus Ha BBo3 B Poccuiickyro ®ezepanyro
KOHKPETHOH MNapTUM He3aperuCTPUPOBAaHHOIO JIEKApCTBEHHOIO CPEJNCTBa,
NpeIHa3HaAYeHHOTO JUIsl IPOBECHUS YKa3aHHON 3KCIIePTH3bL.»;

1) B 4yactu 4:

B a03al1le TIEpBOM CJIOBO IISTU» 3aMEHHUTB CIIOBOM «IECITHY;

IMYHKT 3 I10CJIe CJIOB «yBENOMJISET B» AOIOIHUTE CIIOBAMHU «JJIEKTPOHHOM
WY,

€) 4acCTh 5 U3JI0XKUTH B CIEAYIOIEH PeaKIiH:

«5. OcHOBaHMEM ISl OTKa3a B HAIPaBIE€HUU B DKCIIEPTHOE YyYPEXKACHUE
3alaHus Ha MIPOBEJICHUE DKCIIEPTU3bl KaueCTBa YKa3aHHOM B yacTu 1 HacTodmeH
cTathil  (apMaleBTUYECKOM  CyOCTaHIMM  SBISIETCS  HempeJCTaBlIeHHe
JOKYMEHTOB, YKa3aHHBIX B 4YacTW 2 HacTosllel CTaThd, OTCYTCTBUE
MH(opManyy, MOoATBEpPKIaromel GakT yruiaTel rocyapCcTBEHHON MOILINHEI 3a
BKJIIOYEHME (PapMalleBTUYECKOH CyOCTaHIUY, IPOU3BEIeHHON [UIsl pealu3alluy,
B TOCYJApCTBEHHBIH pEecTp JIEKAPCTBEHHBIX CpEACTB, HeIpeJ/ICTaBIeHue
3asBUTENleM B YCTAHOBJIEHHBIM CPOK OTBeTa Ha YKa3aHHBIH B wyacTu 4'

HacToslie CTaThd 3alpoC  YMOJNHOMOYEHHOro (eaepajbHOrO  OpraHa
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VCIIONHUATEILHON BIACTH MIIM TPEACTABIEHHE JOKYMEHTOB, HE COJEpXKalluX
HCYEPIBIBAIOIIETO TIEPEUHs HEOOXOAUMBIX CBEICHUM.»;

’)4acTb 6 TOCie CIOB «yBEAOMIJIAET B» [OINOJIHUTH CIIOBaMH
«QJIEKTPOHHOU WIIN»;

3) MyHKT 3 4YacTH § mocie CIOB «yBeAOMIseT 00 3TOM B» JOIOJIHUTH
CJIOBaMH «3JIEKTPOHHOH WIIN»;

M) JomoTHUTE YacTsMu 10 — 13 cinexyroero conepxaHus:

«10. He gomyckaercss BKJIIOYEHHE B TOCYNAapCTBEHHBI  peecTp
JIEKApCTBEHHBIX ~ CpeACTB  omHOM  dapmaneBTHdeckol  cyOcraHuum,
IPOM3BEJCHHOW [UIS pealu3alldd M BBIIYCKAaeMOM OJHUM H TeM Ke
IIPOU3BOJIUTENIEM, B BUJIE ABYX M 00Jlee peeCTPOBBIX 3aIIMCEN.

11. BHeceHne U3MEHEHHM B JIOKYMEHTHI Ha (apMaleBTHYECKYIO
CyOCTaHIMIO, TIPOU3BENCHHYIO Ui pealu3allid W  BKIIOYEHHYIO B
rOCyIapCTBEHHBIH peecTp JeKapCTBEHHBIX CPEACTB, OCYLIECTBISAETCS B
nopsiake, ycraHoBieHHoM craTesiMu 30 u 31 Hacrtosmero dexnepanbHOro
3aKOHa, C YIUIATOM TOCYJApCTBEHHOM  IOLUUIMHBI, IIPEeNyCMOTPEHHOH
3aKOHOAATeILCTBOM Poccuiickoit Mdenepaunn o Hasorax u coopax.

12. lomyckaercss  oOpaiieHne  (apMaleBTUYeCKHX  CyOCTaHIHH,
MPOM3BEJEHHBIX AJI1 pealn3alliy, B TEUEHUWE CTa BOCBMHUJECATHU JHEH 10 H
[ociie MPUHATHS yIOJHOMOUYEHHBIM (efepajbHbIM OPraHOM HMCIIOTHUTEBHON

BJIACTH pELICHHUS O BHECEHWU U3MEHEHUH B JOKYMEHThI Ha (apMaleBTHYEeCKYIO
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CyOCTaHIMIO, TIPOM3BEACHHYIO /[ peanu3alldid W BKIIOYEHHYIO B
rOCYyZapCTBEHHEIH peecTp JIEKApCTBEHHBIX CPEICTB.

13. Pemmenie 00  MCKIIOYEHMHM U3  TOCYJ@pCTBEHHOIO  peecIpa
JIeKapCTBEHHEBIX CPEACTB (hapMarleBTUUECKOH CyOCTaHINK, MPOU3BEAEHHON I
peanu3aliy, NPUHAMAETCS YNOJIHOMOYEHHBIM  (enepanbHbIM  OpPraHoM
UCIIOJTHUTEJIHOM BIIaCTH B CIIydae:

1) npencTaBiIeHUs] COOTBETCTBYIOIIAM YIIOTHOMOYEHHBIM (efepaabHbIM
OpraHOM HCIIOJHHUTEIHHOU BIACTH 3aKIIIOYEHHS O pUCKe WM 00 yrpos3e >KU3HH
WIA  3I0pOBBIO  dYeloBeka JIMOO  JKMBOTHOTO TIPU  HCIONB30BAHUHU
JIEKapCTBEHHOTO CPEJICTBa,

2) mopavyu pa3paboTYNKOM JE€KapCTBEHHOTO CpeacTBa WIn
MPOM3BOJUTENIEM JIEKAPCTBEHHOIO CpeACTBa JIMOO YIIOJHOMOYEHHBIM HMHU
IpyTUM  IOPUAMYECKHM  JIMLOM  3asBIeHHS 00  HCKIIOYEHUM U3
roCyJJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CpeACTB  (apMalieBTHYeCKON
cyOcTaHIUH, TIPOU3BEICHHOM I pealli3alliy;

3) orcyTcTBUSA (apMaleBTUYECKOM CyOCTaHIMH, ITPOM3BEJNCHHON I
peann3aumy, B obpamienun B Poccuiickoit @enepanyiu B TeueHUe Tpex U Ooiree
JeT.»;

27) cratbio 35 mpU3HATH yTPATUBIICH CUITY;
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28) cTaThio 36 U3N0XUTE B CIEAYIONIEH pelaKkIuy:
«Ctatps 36. O6skajioBaHHe pelleHHs 00 0TKa3e B Bblaie
paspenieHUs Ha IPoBeJeHHe KIHHHYEeCKOro
HCCJIeI0BAHUS JIEKAPCTBEHHOI 0 Ipenapara,
peuleHus 00 0TKa3e B rocy1apcTBeHHOH
perucTpanuu JeKapcTBEeHHOro Npenapara,
3aKJII0YeHHsT KOMHCCHH 3KCIEePTOB IKCIEPTHOIO
yupeRIeHHs] WM 3aKJII0YEHHs COBETa 1O dTHKe
Perienre COOTBETCTBYIOLIETO YIOIHOMOYEHHOIO (erepalbHOro oprasa
UCIOJHHATEIRHOM BjacTH 00 OTKase B BbIJAa4Ye pas3pelleHus Ha IMPOBEICHUE
KIMHUYECKOIO  WCCIIeJIOBAHUS  JIEKAapCTBEHHOIO  Iperapara,  pellleHue
yKasaHHOTO (eepabHOTO OpraHa HCIOJNHHUTENBPHON BiacT 00 OTKase B
rOCYyJIapCTBEHHOM perucTpaliy JIEKapCTBEHHOIO IperapaTa, 3akKiIoueHHe
KOMHCCHH DKCIIEPTOB SKCIEPTHOTO YUPEKACHUS MM 3aKIIOUYEHHE COBETa IO
9THKE  MOXeT  ObITh  o0ajnoBaHO B IOpsAKe,  YCTAaHOBJICHHOM
3akoHomareascTBOM  Poccuiickoii  @Denepanuu.  3akiO4eHHE  IKCIEPTa,
opopMiieHHOe 1O  WTOraM  3KCHEpPTHU3bl B  LEIIX  ONpeleleHus
B3aHMO3aMEHSAEMOCTH 3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOrO Ipemnapara,
MOeT OBITh 00XKaJIOBaHO [EepiKaTelleM MM BIaAeNbleM pPEruCTPalMOHHOIO
YyIOCTOBEPEHHUsS]  JIEKAPCTBEHHOIO Ipenapara B  KOMHCCHUIO  JKCIEPTOB
DKCIEPTHOTO YUPEKICHHUS. 3aKIIOYeHHEe KOMHCCHHM SKCIEPTOB 3KCIEPTHOIO
YUpPEeXICHUs, OQOpPMIICGHHOE TII0 HUTOraM IiepecMoTpa 00XaloBaHHOTO

3aKJIIOYCHHA 3KCIIEpTa, MOXCET OBITH OCIIOPEHO ICpXKaTeyieM HIIN BJIAACIIbLIEM

PETUCTPAllMOHHOTO  YIOOCTOBEPEHHUS  JIEKApCTBEHHOro  mpemapara Jubo
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YIIOJTHOMOYESHHBIM MIMU JIUIIOM B IOPSAJKE, YCTAHOBIIEHHOM 3aKOHOATeILCTBOM
Poccuiickoit ®Denepaumu. [lpym o06xanoBaHMU pELIEHHs YIIOJHOMOYEHHOIO
(eZiepadbHOTO OpraHa HCIIOJIIHUTENIBHOM BJIAaCTH, 3aKIIOUEHUS JKCIepTa WM
KOMHKCCHH DKCIIEPTOB SKCIIEPTHOTO YUPEKACHUS, 3aKIIIOUCHUs] COBETA I10 ITHKE
JepkaTesb WM Biafiesiel] peruCTPallMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara 00 YIIOJTHOMOUYEHHOe MU JIMLO BIIPaBe MPEACTABUTH PE3YJILTATHI
OKCHEpPTH3Bl  JIGKQPCTBEHHOTO  Ipemapara,  IIPOTOKOJIBI  IOJIYYEHHBIX
aKKpeUTOBaHHBIMH UCTIBITaTEIbHBIMU nabopaTopusiMu (ueHTpamu)
pe3yJIbTaTOB UCCIIEAOBAHUM, UCIIBITAHUM. »;

29) B cratbe 37:

a)4yacTb | 1mocje CIIOB «IKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB»
JIOTIOJTHUTD CJIOBaMH «(BKITIOUasi pe3ysbTaThl €€ IPOBEACHHUS )»;

0)9acTh 2 JOMOJHUTH MPEMIOKECHUEM CIELYIOIEro COICPXKaHuUsi:
«MHdopmanus, ykazaHHas B 4aCTH 1 HACTOAIIEH CTaThH, SIBJISIETCS OTKPBITON U
OOIMeIOCTYITHOM M MPEeJoCTaBlseTCs  3aWHTEPECOBAaHHBIM  JIMLaM B
COOTBETCTBHH C 3aKOHO/aTesIbcTBOM Poccuiickoit Menepanuu.»;

30) B crarbe 38:

a) B abzare nepBoM 4acTu | clIOBa «Uisl TOCYIapCTBEHHON perucTpalu
JIeKapCTBEHHBIX MpENapaToB M HHOIO IpeAHA3HAYCHUS» MCKIIOYHUTh, IOCIE

CJIOBa «IIpaBUJIaM» QOIIOJIHHUTH CJIOBOM ((Hﬁl[ﬂC)K&HISﬁ»;
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0) 4acTh 4 U3J0KHUTH B ClIEyIOIIEN pPENaKIUn:

«4. KiimHMueckre WcClieOBaHUSl IJIEKapCTBEHHOIO Iiperiapara s
MEIUIIMHCKOTO IPUMEHEHHS TIPOBOJSATCS Ha OCHOBAHWU paspelleHus: Ha
IpoBeJicHHe KIMHUYECKOTO MCCIIeJOBaHUS JIEKapCTBEHHOro Iperapara,
BBIJIaHHOTO  YIIOJHOMOYEHHBIM (ellepajlbHBIM OpPraHOM HCIOJIHUTEIbHOM
BJIaCTH, B COOTBETCTBHH C LIEIAMH, YKa3aHHBIMU B YaCTH | HACTOSIIEH CTaThU.
VYnonHOMOYEHHBIH (eiepallbHBIM OpraH UCIIONHUTENBHOM BIacTH BEIET peecTp
BBIJAHHBIX pa3pellieHHd Ha TMpoBeleHUEe KIMHUYECKUX HCCIeHOBaHUMN
JIEKapCTBEHHOT'O IperapaTa, COAepKallliii yKazaHWe Ha WX [edb WIH LelIH, B
YCTaHOBJIEHHOM 3THM OPTraHOM TOPSIKE.»;

B) 4acCTh 5 NIPU3HATH yTPATHUBIICH CHITY;

31) crateio 39 U3OXUTE B CIIEAYIOMIEH peaaKIuu:

«Cratbst 39. Pemenne o nmpoBeeHHH KIHHAYIECKOTO

HccIeJOBaHMSA JIeKapCTBEHHOr0 Mpenapara
AJSI MeIHIMHCKOT0 IPUMeHEeHHU s

1. KnuHuyeckoe  HcciefoBaHWE — JIEKApCTBEHHOIO — Ipemaparta UL
MEIULMHCKOrO IIPUMEHEHHUS IIPOBOJAMTCS Ha OCHOBaHHMU pa3pelleHus Ha
IPOBEJEHHE KIMHUYECKOIO HCCIEJOBAHMs JIEKApCTBEHHOro Iperapara,
BBIJIAHHOI'O  YIIOJHOMOYEHHBIM  (hefiepallbHBIM ~ OPTraHOM — UCIIOJIHUTEIHHOM
BJIaCTH II0 pe3yJbTaTaM OJKCIEepPTU3bl JOKYMEHTOB, HEOOXOHMMBIX JJis

NOJIYUCHHA paspeilleHrd Ha I[IPOBCACHHEC KJIIMHHUYCCKOIO HCCIEeNOBaHUsA

JIEKapCTBEHHOT'O IIpernapaTa U 3THIECKOH 9KCIIEPTU3HI.
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2. ]l TONMydYeHUs paspelleHMs Ha IPOBEACHHE  KIMHUYECKOrO
UCCIIeZIOBaHUS JIEKAPCTBEHHOrO IIpernapaTra I MEOUIMHCKOrO IIPpHMEHEHHS
3asfBUTENb IMpEACTABIsSeT B  YNOJHOMOYEHHBIH  (enepanbHbli  Opras
HCIIOJTHUTEIIbHOY BIIACTH:

1) 3asBIeHWe O BblJaue pa3pellieHds Ha IIPOBEACHHUE KIMHHYECKOTO
HCCIieIOBaHMSI JIEKapCTBEHHOTO IperapaTa 1l MEAULUHCKOTO IPUMEHEHMS,

2) KoM [JOKYMEHTOB, IIOATBEPKIAAIOIIMX YIUIATy TOCydapCTBEHHON
MIOLUTHHEI 32 MPOBEJECHUE ITHUECKON SKCIEPTU3BI, IKCIIEPTU3! JOKYMEHTOB Ha
JeKapCTBeHHBIM IMpemapaT [uis TIONy4YeHMs paspellieHus Ha IPOBEICHHE
KJIMHHYECKOT0 UCCIEA0OBaHMs JIKQPCTBEHHOIO IIpenapara i MEIUIMHCKOrO
NpUMEHEHHUs, 3a BblJAAYy paspelieHdss Ha MPOBEACHUE KIMHUYECKOTrO
UCCIIEZIOBaHMs JIEKapCTBEHHOT'O Mpenapara A MEAUIIUHCKOIO IPUMEHEHHMS, 32
IpOBeJICHHE OKCIEPTH3bl [TOKYMEHTOB Ha JIEKApCTBEHHBIA IIpernapar [yl
MOJy4YeHUsI paspellieHus Ha IIPOBeIeHHE MEXIYHapOJHOr0 MHOIOLEHTPOBOIO
KJIMHUYECKOI0 HCCIEAOBAaHMs JIEKapCTBEHHOIO IIpenapara il MEIULUHCKOrOo
IPUMEHEHUs, 3a BBIAAYy pa3pelleHds Ha IPOBEICHHE MEXIYyHapOIHOTO
MHOTOLIEHTPOBOI0 KIMHHUYECKOr0 MCCIIENOBAaHMs JIEKAPCTBEHHOIO Ipenapara
JUIS MEIUILMHCKOIO IPHMEHEHWs, 3a IMPOBEJEHHE OSTUYECKON DKCIEPTH3BL,
BKCIEepPTU3bl JOKYMEHTOB Ha JICKApPCTBEHHBIM mpemapaT Uil IOJTydeHUs
paspelieHHs Ha  IIpOBeJeHHe  IOCTPETrMCTPALMOHHOTO  KIMHUYECKOTO

HCCIICOBaHKA JIEKApCTBEHHOTO HNperapara it MEAUIIMHCKOTO ITPUMCHCHMA, 3a
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BBIJayy pa3pelleHus Ha IMPOBEICHHE MOCTPErUCTPALMOHHOIO KIMHUYECKOTO
HCCIIeIOBaHUs JIEKapCTBEHHOIO IMperapara s MEIULUHCKOro NpPYMEHEHUs,
uid 10 CcoOCTBEHHOW WHMLIMATHBE YKa3saHHbIE JOKyMEeHTHl. B ciyuae
HeNpeJCTaBJIeHUs 3asBUTENEM YKa3aHHBIX JIOKYMEHTOB YIIOJIHOMOYEHHBIH
¢enepabHBI OpraH HCIOJHUTENBHON BIACTH NpoBepseT (aKkT yIUIaThl
roCyJAapCTBEHHOW ITONIUIMHBI C MCIONb30BaHUeM HH(OpManuu o0 ymiare
rOCyJapCTBEHHOM  MOLUIMHBL,  coepxalueiics B ['ocynapcTBeHHOH
WH(OOPMAIIHOHHON CHUCTEME O rOCYAPCTBEHHBIX M MyHMUHMIAIBHBIX IIIaTeXaXx,
Ha OCHOBAHUH IIPECTABICHHBIX 3asBUTEIEM KOTIUH I0KyMEHTOB;

3) IPOTOKOJI KJIMHUYECKOIO0 HCCIeOBaHMs JIEKapCTBEHHOTO Ipenapara
IUIST METMIIMHCKOTO TIPUMEHEHHUS;

4) 6pouropy ucciaenoBaTens;

5) nHpOPMALTMOHHBIHN JTUCTOK MAIHEHTA;

6) ceefeHust 00 ombITe paboOTHI HCClIemoBaTeleil M0 COOTBETCTBYIOIIUM
CHELHUANBHOCTAM M HUX OIbITe paboThl MO TMPOBEACHUI0 KIMHHYECKHX
HCCJIeJOBaHUI,

7) cBeleHUsI O MEIUIMHCKUX OpraHU3allisXx, B KOTOPBIX MpeAIoiaraeTcs
IpoBeJieHNe KIMHWUYECKOTO0 HCCIEOBaHUs JIEKAPCTBEHHOrO IperapaTra it
MEJULMHCKOTO TpUMEHEeHHs (TIONHOe W COKpallleHHOe HaWMEHOBaHWS,

OpraHU3alMoOHHO-MIpaBoBass  (opma, MeECTO  HaXOXIEHHA H  MECTO
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OCYILIECTBIIEHUS AESATEIHHOCTH, TeTe(oH, Tenedakc, agpec JIEKTPOHHON OYTH
KaXXI0i MeTHUIIHHCKON OpraHu3allim);

8) CBelleHHUs O TMpeNrojaraeéMbiX CpOKax IIPOBENCHUS KIMHUYECKOIO
HCCIIeIOBaHUS JIEKAPCTBEHHOTO Ipenapara Jjisi MEJUIIMHCKOIO IIPUMEHEHNUS;

9) kom0 JOroBOpa O00S3aTENBHOrO CTPaXOBaHMs, 3aKIIOYEHHOIO B
COOTBETCTBHM C THUITOBBIMH IIpaBWJIaMHd 0OS3aTENBHOTO CTPaxOBaHHUS, C
yKa3aHueM TpelesibHOM  YWUCIEHHOCTH  IAlMEHTOB, YYacTBYIOIIUX B
KJIMHUYECKOM HCCIEI0OBaHUM JIEKapCTBEHHOTO IIperapara IiIsd MEIULUHCKOTOo
TIPUMEHEHHS;

10) uadopmaiito 0 cocTaBe JIEKQpCTBEHHOIO  Ipernaparta Uil
MEJUIUHCKOTO MPUMEHEHUS;

11) ToOKyMeHT, COCTaBJICHHBIH  MPOU3BOJAUTENIEM  JIEKAPCTBEHHOTO
mpenapara Uil MEIMLMHCKOIO NPUMEHEHUS U COJEpXKAIMKA MoKazarelu
(xapaKkTepUCTHUKH), a TakKKe CBEeJCHHS O JIeKapCTBEHHOM IIperapare Jyisi
MEIUIMHCKOI0 IMPUMEHEHUs, IIPOU3BEJIEHHOM /JIS MPOBEICHUS KIMHUYECKHX
HCCIIEIOBAHUM;

12) konuio JNUIEH3MKM Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB B
clly4ae, €cl¥ IPOU3BOJCTBO JIEKAPCTBEHHOTO MpemnapaTra OCYIIECTBISETCS B
Poccuiickoit ®@enepauuy, WIM KOIHUIO 3aKIIOYEHHUS O COOTBETCTBHH

IPOU3BOAUTEIIA JICKAPCTBCHHOI'O IIperiapara TpGGOBaHI/IHM IIpaBuJI HaJJIexalen
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IPOU3BOJICTBEHHOM NPaKTHKH, BBAAHHOIO KOMIIETEHTHBIM YIOJIHOMOYEHHBIM
OpraHoOM CTpaHbl IPOU3BOAMTEIS JIEKAPCTBEHHOT'O Iperapara.

3.B cpok, He NpeBBIIAONUMHA NATH pabodmx [HEH cO IHS NPUHSITUSA
YKa3aHHOTO B IMyHKTEe 1 4acTH 2 HACTOsIIEH CTaThH 3asBIECHUS U HEOOXOIUMBIX
JIOKYMEHTOB, YIIOJIHOMOYEHHBIH (eiepanbHblil OpraH UCIIOIHUTEIBHON BIIACTH:

1) IpOBOAUT MNPOBEPKY MOJHOTHI M  JOCTOBEPHOCTU  CBEICHHH,
COZEPIKAIIMXCS B IIPEJCTABIICHHBIX 3asBUTENIEM JTOKYMEHTAX;

2) npYHAMAaeT pEIIeHWe O MNPOBEACHUM OKCIEPTU3BI NOKYMEHTOB IS
MOMyYeHUs] pa3pellieHuss Ha I[POBEJCHUE KIMHUYECKOIrO HCCIEI0BaHUSA
JIEKapCTBEHHOTO IpernapaTta Uil MEIUIMHCKOTO IPUMEHEHUs U ITUYECKOU
IKCHepTH3bl WK 00 OTKa3e B MPOBEACHUN YKa3aHHBIX SKCIIEPTH3;

3) yBemoMIIsieT B OJIGKTPOHHOH ¢GopMe WIM Ha OyMa)kKHOM HOCHUTeEIe
3asBUTEJIA O PUHATOM peIlIeHnH 00 B cllyyae IPUHATHA pelleHust 00 oTkaze
TakXe C yKa3aHUEeM IPHUYUH TaKOTro OTKa3a;

4) moAroTaBlIMBAaET U HAIpaBIsIeT B SKCIIEPTHOE YUPEKIEHUE U COBET 110
9THKE 3aJaHUe Ha [IPOBEACHUE COOTBETCTBYIOIINX IKCIIEPTH3.

4.B cmy4ae BBISBICHHUS HENOJHOTBI U (WJIM) HEIOCTOBEPHOCTH
uHpOpMaUUH, cojepKallelics B IMPEACTAaBICHHBIX 3asSBHTENIEM JTOKYMEHTaX,
YTIIOTHOMOYEHHBIH (efepansHbIi OpraH HCIIOJIHUTEILHON BJIAcTH HalpaBisger
3aABUTENIO 3alpoc 00 yTOYHEHMM yKazaHHOM MHbopmauuu. [{aHHBIHM 3ampoc

MOXeT OBITh nepeaad YIIOJIHOMOYCHHOMY IPCACTABHTCIIIO 3asABUTCIA JTHYHO
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IOl PaclUCKy, HalpaBlIeH IO [0YTE€ 3aKa3HbIM IMCHMOM WM IIepelaH B
3IIEKTPOHHON (opMe IO TelNeKOMMYHMKAllMOHHBIM KaHanaMm cBA3H. B ciydae
HampaBJeHUs JAHHOIO 3alpoca IO IOYTEe 3aKa3HBIM IIMCHbMOM OH CUHTAETCs
MOJYYEHHBIM I10 WCTEYEHWHW IUECTH JHEHW ¢ JaThl HAIpaBlIeHHs 3aKa3sHOI'o
nuchMa. 3asBUTENb 00s3aH IMPEICTABUTh OTBET Ha 3aIlpoC YIIOIHOMOYEHHOTO
benepanbHOrO OpraHa HCIIOJHUTEIBHON BJIACTH B CPOK, HE IPEBHIIAIOLIUIMA
JeBsHOCTa pabouux JHEH co aHA ero nmosydeHus. Cpok, yKa3aHHBIM B 4acTH 3
HACTOSIIIEH CTaTbhH, MPHOCTAHABIMBAECTCS CO IHS HAIPABJICHUS 3asBUTEIIO
3arpoca YIOJHOMOYEHHOTO (efiepalbHOrO OpraHa UCIIOIHUTEIbHOM BIACTH [0
IHS IIOJNIyYeHHs] MM COOTBETCTBYIOIIErO OTBETA W HE YUWTHIBACTCS IIPH
UCYMCICHUN CpOKa NPHUHATHS YIOJHOMOYEHHBIM (QelepalbHBIM OpPraHoOM
HCIIOJTHUTEIBHOM BJIACTH PEIICHUsI O IIPOBEJICHUU IKCIIEPTU3BI TOKYMEHTOB JJIS
NOJNyYeHUsT pa3pellleHuss Ha MPOBEACHHE KIMHUYECKOrO0 HCCIEOBaHUS
JEKapCTBEHHOTO IIpenapara st MeAULUHCKOTO IIPUMEHEHUS.

5. OcHoBanMeM JUIs1 OTKa3a B IPOBEACHUM IKCIEPTU3Bl JOKYMEHTOB IS
MOMYyYEHUs] pa3pelleHuss Ha [POBEACHHE KIMHUYECKOTO HCCIENOBaHUS
JIEKapCTBEHHOI'O Ipernapara i MEAMIWHCKOTO MNPUMEHEHMsS U STUYEeCKOU
SKCIEPTHU3BL SIBISICTCS NPEJCTaBICHUE JOKYMEHTOB, ITPeAyCMOTPEHHBIX YACTHIO
2 HacToflIeld CTaTby, B HEMOTHOM O0BeMe, HelpeacTaBlIeHUE 3asSBUTEIEM B
YCTAaHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIM B YacTH 4 HACTOAIIEH CTaTbH

3anpoc YINOJTHOMOYECHHOI'O Q)enepanbﬂoro OpraHa WUCIIOJTHUTEIBHON BJACTH
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nu60 OTCYTCTBHE B MPEACTABICHHBIX JAOKYMEHTaX MCYEPIBIBAIOLIETO IE€PEYHs
HeoOxXomuMol HHGOPMAIMd WIM WHGOPMAIMK, KOTOpas [OJKHa OBITH
OTpaXkeHa B HMX, & TaK)Ke OTCYTCTBHe MH(OpMaIMy, NMOATBEPXAaromed akT
yIUIaThl FOCYJApCTBEHHOHM IONIUIMHBI 32 NPOBEAEHUE DTHYECKOW DKCIEPTH3BI,
SKCIEPTH3bl JOKYMEHTOB Ha JICKapCTBEHHBIM IpenapaTr Ui IONy4eHHs
paspellleHHss Ha NpPOBEIEHHE KIMHWYECKOrO WCCIE[OBaHMs JIEKapCTBEHHOIO
npenapara ISl MEIMLIMHCKOTO INpPHMEHEHMs, 3a BblJady paspelieHus Ha
IIpOBeJIeHHe KJIMHUYECKOTO HCCIIeOBaHUs JIEKapCTBEHHOIrO IperapaTta Juisi
MEIUIMHCKOrO IPUMEHEHHUS, 3a IIPOBEeJEHHEe OSKCIEepPTU3bl JOKYMEHTOB Ha
JEeKapCTBEHHBIM mpemapar Ui IOJNyYeHHs paspelleHHs Ha IPOBEIeHHe
My HapOIHOTO MHOTOLIEHTPOBOTO KIIHHUYECKOTO UCCJIEZIOBaHHUS
JIEKapCTBEHHOTO TMperapara Uil MEAMIMHCKOTO TPHUMEHEHUs, 3a BbLAAdY
paspemieHdss ~ Ha ~ [POBeAGHHE  MEXIYHapOJHOTO  MHOTOLIEHTPOBOIO
KJIMHAYECKOT'O HCCJIeJJOBaHMS JIEKapCTBEHHOTO Iperapara Ui MeTUIHCKOro
IPUMEHEHHUS, 3a IPOBeICHNE dTUIECKON SKCHEePTH3bI, IKCIIEPTU3HI TOKYMEHTOB
Ha JIEKApCTBEHHBIN Mperapar Ui IONY4YeHWs paspellleHHs Ha IMPOBEICHHE
HOCTPETUCTPALIMOHHOTO  KJIMHHUYECKOTO  HCCIIEOBaHWS  JIEKApPCTBEHHOTO
mpernapara Uil MEIUIIMHCKOTO NPUMEHEHMS, 3a BblJady pa3pelieHus Ha
IIpOBEICHHE HOCTPErHCTPALMOHHOTO KIMHAYECKOTO YCCTIe IOBaHUS

JICKApCTBCHHOIO IIpCliapatra AJisi MCAUITUHCKOI'0 IIpUMEHECHHM .
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6. IIpoBenieHre SKCIIEPTU3BI JOKYMEHTOB IS IONy4YEHMs pa3pelleHus Ha
MpOBeIeHNe KIMHUYECKOTO HCCIEeN0BaHUs JIEKApCTBEHHOIO Ipemapara Uit
MEIMIHUHCKOTO TNPUMEHEHUS M JOTUYECKOM DKCIEPTH3bl, COCTaBIIEHHE
KOMECCHEH 3KCTIEpTOB U COBETOM IO 3THUKE 3aKIIOYEHHH O BO3MOXHOCTH HIIH
HEBO3MOXXHOCTH [POBEACHUS TAKOIN0 KIMHMYECKOTrO MCCIENOBAaHUA H
HAnpaBjieHHe JTHX 3aKIIOUEHHH B YNOIHOMOYEHHBIN (enepalbHbll OpraH
WCTIOJHUTEIBPHOM BJIACTH OCYIIECTBISIOTCS B CPOK, HE IPEBBIIAIOIIMN
TpUALATH paboumx [HEH CO IHSA IOIYYEHHUs DKCIEPTHHIM YUYPEKIACHUEM
3aJaHKs YIIOJIHOMOYEHHOTO (pellepalbHOro OpraHa HMCIIQJIHUTEIHHON BIIACTH C
HPWIOKEHHEM JI0KyMEHTOB, YKa3aHHBIX B IyHKTax 3, 4, 10 u 11 gactu 2
HACTOsAIIeH CTaThH, W COBETOM II0 OTHKE 3aJaHusl YMIOJIHOMOYEHHOIO
denepasbHOrO OpraHa MCIOJIHHUTENIBHOR BIACTH C NPHIOXKEHUEM JTOKYMEHTOB,
yKa3aHHBIX B MyHKTax 3 — 6, 8 1 9 yactu 2 HacTOsIIIIeH CTaThU.

7. B cpok, He MpeBBIMIAIOMMK [ATH pabouux AHeHd co JHS MOTydYeHHS
3aKJIFOUEHUH, yKa3aHHBIX B 4YacTU 6 HACTOSIIEH CTaThbH, YIOJTHOMOYEHHBIH
benepanpHBIN OpraH UCIIOIHUTEIBHON BIACTH:

1) ocymiecTBiseT OLIGHKY IIOCTYNMBIIUX 3aKIIOYEHUN IS OIpeNeieHus
MX COOTBETCTBUS 3a/laHUSIM Ha IIPOBEJICHHUE COOTBETCTBYIOIINX KCIIEPTU3;

2) npuHMMaeT pelleHHWe O BblJaYe paspelieHuss Ha IPOBECHHE
KJIMHUYECKOTrO KCCIIENOBAaHMs JICKAPCTBEHHOI'O Ipemnapara ISl MEeIUIHCKOro

NIPUMCHCHHUSA HITH 00 oTKa3e B BbhlAAQYC YKa3aHHOI'O Pa3speUICHUS,
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3) BBlJaeT paspelieHHe Ha NPOBEJCHHE KIMHMYECKOIO MCCIEeIOBaHUA
JIEKApCTBEHHOTO Tpernapara JJisl MEeAUIIMHCKOTO IPUMEHEeHUS WIN pelleHue o6
OTKa3e B BblJlaue YKa3aHHOI'O pa3pelleHus ¢ YKa3aHUEM IIPUYMH OTKa3a.

8. OcHoBaHMeM Jis OTKa3a B BbIJa4€ pa3pellleHds] Ha IIPOBEICHUE
KJIHHIYECKOTO UCCJIeI0OBaHUs JIEKAPCTBEHHOIO Ipenapara Il MEIULUHCKOrOo
NPUMEHEHUs. SBISIETCS HaludMe 3aKIIOYEHUS KOMMCCHHM JKCIEPTOB MU
3aKJIIOYEHHUSI COBETA IO STHKE O HEBO3MOXHOCTH IPOBEIEHUS KIMHUYECKOIO
UCCIIEIOBaHHUS JIEKapCTBEHHOrO Ipernapara Uil MeIULUHCKOro MPUMEHEHHUs 110
pe3ysibTaTaM IPOBEACHHBIX DJKCIEPTH3, MPEeAyCMOTPEHHBIX YacTelo 6
HaCTOSIICH CTaThH.

9. Pemienne 00 oOTKaze B IIPOBEAEGHUM OIKCHEPTHU3Bl OKYMEHTOB IUIA
NONyYeHUs] pa3pellieHUus Ha I[poBeleHHEe KIWHMYECKOI0 HCCIIeI0BaHHS
JICeKapCTBEHHOIO Iperapara uisi MEAMLHAHCKOIO IPUMEHEHHS M OTHUYECKOH
JKCIEPTH3bl M B BbIJaY€ pas3pelleHus Ha MOPOBeACHHE KIMHHYECKOTO
UCCIIENIOBaHMs JIEKapCTBEHHOTO IIpenapara s MEeIUIIMHCKOTO NPUMEHEHUS
MOXeT OBITh O00XKAJOBAaHO B IOPSAIKE, YCTAHOBIECHHOM 3aKOHOJAATEIHLCTBOM
Poccuiickoit @enepaiiuu.»;

32) momonHUTE cTaTheil 39' cemyromero CoZlep KaHUsI:

«Craths 39'. drHyeckasn IKCHEPTHU3A

1. DTrueckas aKCIIepTH3a MPOBOAUTCS COBETOM IO 3THKE, CO3JAAHHBIM B

MOpSIIKE, ~ YCTAQHOBIEHHOM  YNOJHOMOYEHHBIM  (peJepaibHBIM  OPraHOM
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UCIIONHUTENBHONM BIACTH, B I[ENAX BBAAYM 3aKIOYEeHUs 00 3STHYECKOH
000CHOBAaHHOCTH BO3MOJKHOCTH TPOBENCHUS KIMHUYECKOIO HCCIIEI0BAHHUS
JIeKapCTBEHHOTO IpernapaTa A MEAUIMHCKOTO NPUMEHEHHUS.

2. DkcriepTaMM  COBeTa II0 O3THKE MOTYT OBITH IIpEACTaBUTENN
MEJUIMHCKUX OpraHM3alliii, Hay4YHBIX OpraHu3anuid, o0pa30BaTeNbHBIX
opraHusanuil BeICIIEro 0O0pa3oBaHUs, a TAKKe IPEACTaBUTENN OOIIECTBEHHbIX
OpraHM3alyii, PeJIMTHO3HBIX OpraHM3aIuil U CPeACTB MacCOBOM MH(OpPMAIMH.
JlaHHbIe SKCHEpPTHl HE OJDKHBI HAaXOAUTBHCS B KaKOW-1MOO 3aBUCHMOCTH OT
pa3pabOTUMKOB JIEKAPCTBEHHBIX IIPEIAPAaTOB U APYTUX JIUL, 3aUHTEPECOBAHHBIX
B pPe3yJIbTaTaX STUYECKON IKCIEPTU3EL.

3. Omara yciyr 5KCOEPTOB COBETa IO 3THKE OCYLIECTBIAETCS Ha
OCHOBaHHUH JIOTOBOPA, 3aKIIOYCHHOI'O MEXIY YIIOJHOMOYEHHBIM (hellepaabHbIM
OpraHOM HCIIOJHUTEIBHOM BIACTH, KOTOPHIM CO3[aH COBET IO JTHKE, U
OKCIIEPTOM COBeTa II0 OJTHKe, 3a Cc4YeT OIOJDKeTHBIX AaCCUTHOBaHUM,
IIpeyCMOTPEHHBIX YIIOJTHOMOYEHHOMY benepaibHOMY oprany
UCIIOJTHUTENbHOM BIIACTH, KOTOPHIM CO3[aH COBET IO 3THKe, B (heliepalbHOM
OroKeTe Ha COOTBETCTBYIOIIMHA roJl Ha oOecrnedeHHe ero JesATesIbHOCTH, B
pa3Mepax, ycraHoBileHHBIX I IpaButenbctBoM Poccuiickoit @enepaiiuu.

4. DKcrepThl COBETA MO0 ATHUKE HECYT OTBETCTBEHHOCTH B COOTBETCTBHH C

3aKoHOAaTenbCcTBOM Pocculickoit @enepanni.
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5. CoctaB coBeTa MO ATHKE, IOJIOKEHHWE 00 3TOM COBETE, MOPSAIOK €ro
NeATEeNTbHOCTH, TpeOOBaHUs K KBaIM(UKALMU M ONBITY PaboThl MO 3KCIEPTHOH
OLIEHKE HAYYHBIX, MEIUIMHCKAX W OTHYECKUX aCMeKTOB KIMHHYECKUX
WCCIIeIOBAaHUN JIeKapCTBEHHBIX IperapaToB A MEIULMHCKOrO IPUMEHEHW ,
IpenbsIBIsSeMble K OKCIEpTaM COBETa IO JITHKE, IOPSJOK OpraHu3aluM M
IIPOBEICHUS] DTHUYECKOW 3KCIIEpTU3Bl, (opMa 3aKIIOYeHHs COBETa IO 3THUKE
YCTaHABIIMBAIOTCS YIIOJIHOMOYEHHBIM (eJiepalbHbIM OpPraHOM HCIOIHHTEIbHON
Biractd. YuCio TmpeAcTaBUTeNeld MEAULMHCKUAX OpraHu3aliii HE MOXET
NPEBBIIATH MTOJIOBHUHY OT OOIIET0 YUCIa SKCIIEPTOB COBETA I10 ITHKE.

6. Madopmammisi o0 cocTaBe coBeTa IO 3THKe, IIaHax ero paboTsl U
TeKylled  JesTeIpbHOCTH  pa3Melnaercss Ha  ouIMaibHOM  caidTe
YIOJTHOMOYEHHOTO (heiepalbHOrO OpraHa WCIOJNHUTEIBHON BIacTH B CETH
«VHTEpHET» B YCTAaHOBJICHHOM UM TIOPSIIIKE.»;

33) B crartbe 40:

a) B yacTu | ciioBa «He MeHee 4YeM IISTH JIeT» 3aMEHHTh CIIOBAMH «HE
MEHEee YeM TPHU Toiax;

0) 4acTb 5 JOMOJIHUTH IPEUIOXKEHHEM cienyromero cogepxanus: «IIpu
pPaccMOTpeHHUH COOOIEHHS 0 HEOOXOAUMOCTH BHECEHUS M3MEHEHUH B TPOTOKOJI
KJIMHAYECKOIO HCCIIEeOBAHUS JIGKApCTBEHHOTO Iperapara s MEOUIIMHCKOTO
IPUMEHEHUS B LIENIAX OLEHKH OOOCHOBAaHHOCTH IpeJijlaraeMEBIX M3MEHEHHH U

ONpEIC/ICHUA CTCICHH pPHCKa [UId [MallU€HTOB, IIPHHHUMAIONUX Y4aCTHC B
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KIMHAYECKAX HCCIEJOBAHMSIX, YIIOJHOMOUYEHHBIM (eepalbHbIM OpPraHOM
HCTIOJIHUTEIBHON BIaCTH MOTYT IIPHUBIIEKATHCS IKCIIEPTHl COBETA 10 3THKE.»;

B) JIOTIONHUTB 4acThi0 8' CIIeYIOMEro CoepKaHus:

«8'. Kunmdeckoe  HMCCefoBaHME JIEKApCTBEHHOTO —Iperapara  Juls
MEULIMHCKOTO NPUMEHEHHS MOXXET OBITh IMPHOCTAHOBIEHO WM TPEKPAIICHO
Ipyd HOpEeICTaBICHHH COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (heepaibHbIM
OpraHoM HCIIOJIHUTENbHON BIACTH 3aKIFOYEHUS O MPOBEACHHU KIMHUYESCKOTO
HCCIIeIOBaHUS C HApYLIEHUSIMH NPaBUil HAIUISKAIICH KIMHWYECKON IPaKTHUKH,
OCHOBAaHHOI'O Ha pe3yJbTaTaxX MPOBEPKH JeSTENbHOCTHA OJHOM MJIN HECKOJIBKHUX
MEIUIMHCKUX OpPTaHM3aIfi, KOTOpbIe IPOBOISAT KIMHUYECKHE HCCIIEHOBaHUsA
JeKapCTBEHHOr0 Ipemapara Ui MeAMIMHCKOrO IpUMeHeHus. PerieHue o
NPOBENCHUM KJIMHHUYECKOTO HCCIeIOBaHUS JIEKApCTBEHHOT'O IIperapara Jjis
MEJMLMHCKOTO IPHUMEHEHHUS IOMJIEXUT OTMEHEe PETHCTPUPYIOIIUM OpPraHoM
Ipy MpejiCcTaBlIeHUM B (QeaepadbHBIA OpraH HCHOJNHHUTEIBHON BIACTH,
OCYWIECTBIAOUIMKA  (QYHKUHMHM [0 KOHTPOMIO M  Haa30py B  cdepe
3[4paBOOXPaHEHUs, COCTaBIEHHOTO II0 pPe3yJbTaTaM INPOBEPKU JAEATETHHOCTH
OJIHOM MJIM HECKONIBKMX MEIUIMHCKHX OpraHMu3alliil, KOTOPblE IPOBOIST
KIMHAYECKHE HCCIICNOBAaHMs JIGKAPCTBEHHOIO TIperiapara JyIs MeIUIMHCKOro
NPUMEHEHHUA, 3aKIIOYEHUsT O BBIABICHWH IPH IPOBEAEHUU KIMHHYECKOTO
MCCIIEIOBaHKS JIEKAPCTBEHHOTO Mperaparta HapyLIeHWH MpaBuil Hajlexaleil
KIMHUYECKOW IIPAKTMKM, BIMSAIOMIUX Ha IOJHOTY ¥ (WJIH) JOCTOBEPHOCTH

KIIHHUYCCKHX HCCHelIOBaHI/Iﬁ.));
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) 9acTh 12 mmocne cinoBa «IpaBWD» JOTIOIHUTE CIIOBOM «HAJJICKAIIEeH»;

n) B yactd 13 cnoBa «Ha Teppuropun Poccuiickoit ®enepanuu u (Win) 3a
npefeyiaMi TEPPUTOPUM» 3aMeHUTh cioBaMH «B Poccuiickoit ®eneparyu
U (WIH) 32 peiesiaMuy;

e) B yacTu 14 cnoBa «Ha Teppuropuro Pocculiickoil @enepanuu 1 BbIBO3a
3a Tpenesl TEPPUTOPUM» 3aMEHUTH clioBaMH «B Poccuiickyro ®eneparuio u
BBIBO3a 3a MIPEIETIbIY;

34) B cTaThe 44:

a) HOAIMYHKT «I'» ITyHKTa 2 YacTH 5 U3JI0KUTh B CIIeNyIomell pefakiuu:

«T) He MOBJIEKIIEM 3a cOOOH yCTaHOBJICHUS MHBAIUIHOCTH, He Gosee yeM
TPUCTA THICSY pyOIiel Ha Ka)XIOTO MalldeHTa, YIaCTBOBABIIETO B KIMHUYECKOM
UCCIIENOBAaHMM  JIEKApCTBEHHOIO  IIperapara, MCXOAsi U3  HOPMaTHBOB,
OTpaXKaloIUX XapakTep W CTeNeHb IOBPEXJEHUS 3J0POBBS, a TaKkKe
(aKTHIEeCKH IOHECEHHBIX ITAal[MEHTOM PpacXOJIOB, BBI3BAHHBIX IIOBPEKIECHHEM
310pOBbd, Ha MEIULMHCKYIO TIIOMOIIb, TIpUOOpETeHHNe JIeKapCTBEHHBIX
IIpenapaToB.»;

0) uyacTh 6 MPU3HATH YTPATUBIIEH CHIIY;

B) 4acTh 8 IIOCJIE CIOB «II0 JOTOBOPY O0OS3aTEIBHOTO CTPaxXOBAHHUSM»
JOTIONTHUTE CJIOBAMHM «, a TaK)Ke HOPMAaTHBBI, OTPAXKAIOIIHE XapaKTep U CTENEHb

IIOBPCIKACHHUA 30POBBA,»,
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35) B craTbe 45:

a) B 4acTH 1 ciioBa «IlIpaBUIaM OpPraHU3alliy IIPOH3BOACTBAa M KOHTPOJIA
Ka4ecTBa JIEKAPCTBEHHBIX CPEACTB» 3aMEHHUTH CJIOBAMH «TPEOOBAaHUAM IIPaBHUIL
HaJJIeXaIel MPOU3BOJCTBEHHOM MPaKTUKKUY», CJIOBA «IIPAaBHJIAMHU OpraHU3allin
NPOM3BOACTBA M KOHTPOJIL Ka4vecTBa JIEKAPCTBEHHBIX CPENCTB» 3aMEHHUTH
CIIOBaMH «TpeOOBaHUsIMHU MPABUJI HaJIexaIled IIpOU3BOACTBEHHON IIPaKTHKKY,
JIOIIOJTHUTh MPEJIOKEHUSIMH ClieAyIoLiero coaepxanus: «Brigaua 3axkmodeHui
0 COOTBETCTBHHU IPOM3BOAUTENS JICKAPCTBEHHBIX CPEJCTB TpeOOBaHUIM IIPABUI
Ha/JIeXKaIlel MPON3BOACTBEHHOM MPAaKTUKH OCYILECTBIAETCS IO pe3ylibTaTaM
WHCIIEKTUPOBAHUSA IIPOU3BOJUTENEH JIEKapCTBEHHBIX CPEACTB B IIOPSJKeE,
ycraHoBieHHOM [IpaButensctBoM Poccuiickoit @enepannu. Pazmep miatsl 3a
BBIIaYy 3aKJIFOYEHUS O COOTBETCTBHUH IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJCTB
TpebOBaHMAM  MpaBWwl  HajUIeXallled  IIPOM3BOIACTBEHHON  IPAaKTUKHU
ycranaBnuBaerca [lpaButensctBoM Poccuiickoii  ®enpepanuu. Ilopsimok
OpraHH3aluU 151 MPOBEICHUS HHCTIIEKTUPOBAHUSA IPOU3BOAUTENICH
JIEKapCTBEHHBIX CPEICTB HAa COOTBETCTBHE TPEOOBAHUSAM NPaBMI HaJIexamieH
[IPOM3BOJICTBEHHON MPAaKTUKHU ycTaHaBiuBaeTcs [IpaBurensctBom Poccuiickoi
Oenepanuu.»;

6) B 4acTH 2 CJIOBa «Ha TEPPUTOPHUU POCCHUICKOI» 3aMEHUTE CIIOBAaMHU «B
Poccuiickoit», ciloBa «IIpaBWIaM OpraHd3alliil I[POU3BOJICTBA U KOHTPOJII
KagecTBa  JIEKApCTBEHHBIX  CPEICTB»  3aMEHUTh  CJIOBaMH  «IIpaBUJIaM

HaJyIeXXalied MpOU3BOJICTBEHHOM MPaKTUKIY,
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B) 4acTh 4 IOMOJHHUTH CIOBaMH «, 32 UCKIIOYEHUEM (apMaileBTHUECKUX
cyOcTaHIMi, TPOM3BOJAUMBIX JJISl MPOBEJEHUS KIMHUYECKUX HCCICAOBAHUN U
JUISL  DKCIIOpPTa», JOMONHUTH NPEMJIOKEHUEM CIEAYIOIIEr0 COAEpKaHusA:
«K mporieccy Mpou3BoACTBa (hapMaleBTHIeCKONU CyOCTaHIIMU OTHOCSTCS JII00bIe
CTaJyil TEeXHOJIOTHYECKOTO TIpoIlecca, IO3BOJIIOIMIME IONYYUTHh T'OTOBBIH
MIPOJXYKT, COOTBETCTBYIOLIHH TpeOOBaHMAM (apMakOIEHHOM cTaThbd, B TOM
yuciie ¢pepMeHTalus, SKCTPAKLUsl, OYUCTKA, BBIIEICHUE, [IEPEeKPUCTAIIIM3ALNA,
BBICYLLIMBAaHUE, U3MENBYCHUE.»;

r) IOTONHUTH YacThio 4' ClIe/yIoIero conepKaHus:

«4") TpeGoBaums K 06bEMy Taphl, YIIaKOBKe, KOMIIEKTHOCTH OTHETBHBIX
JIeKapCTBEHHBIX IIperapaToB ycTaHaBnuBaioTcs IIpaBurensctBoM Poccuiickoi
Oepepanun.»;

) B 4yacTH 6 CJOBa «IIpaBWJIaMM IPOU3BOACTBA M KOHTPOJS KadyecTBa
JIEKapCTBEHHBIX CPEICTB» 3aMEHHUTh CIIOBaMH «TpeOOBaHUSMH IPaBUII
HaJUIeXkKalel IpOU3BOACTBEHHOU IPAKTUKK»;

36) B cratbe 46:

a) B4acTu 1:

IYHKT 1 1OCJe CJIOB «MEXIyHapOoJHOE HEeMaTeHTOBAaHHOEY JOTOIHHTH
CJIOBAMH «, WIIA TPYIIIUPOBOYHOEY;

IOYHKT 2 IIOCJIEe CJIOB «MEXAYHApOOHOE HEeNaTeHTOBAHHOE» IOIOJHHUTH

CJIOBAMH «, WIH FPYIITUPOBOYHOE,»;



123

6) yacTh 2 mocJie CIOB «MEXIyHapOJHOE HENAaTEHTOBAHHOE» JOIOJIHHUTE
CJIOBaMM «, WJIA IPYIIIAPOBOYHOE,Y;

B) 4acTh 8§ TOCJe CJOB «IEPBUYHYIO YMAaKOBKY» IONOJHUTH CIOBAMHM
«(ecnu I 3TOTO CYIIECTBYET TEXHUIECKast BO3SMOXKHOCTH)»;

37) B yactu 8 cTaThy 47 BTOpOE MpeIOKEHNE NCKIFOYHTD;

38)crarpto 54 moclie CIOB «IO TMpaBWiamM» JONOJHUTH CJIOBAMH
«HaIexared AUCTpUOBIOTOPCKON NpakTHKW M IIpaBwiaM HaJylexallen
TIPaKTHKH XPaHEeHHUS U [1ePEBO3KH JIEKapCTBEHHBIX IIPENIapaToBy;

39)uacte 1 crarbi 55 [OMONHHUTE TIPEAJIOKEHUEM CIIEIYIOLIEro
comepkanus:  «PO3HWYHAs  TOProBis  JIEKApCTBEHHBIMH  IIperapaTaMu
OCYIIECTBIIACTCS 10  IpaBWjaM  Hajexalledl  anTeyHOW  MpaKTHKH,
YTBEP)KJICHHBIM YIIOJTHOMOYEHHBIM (elepabHbIM OPraHOM HCIIOTHHUTEIHHON
BJIACTH.»;

40) B ctatbe 59:

a)B YacTH 1 cjoBa «rpaxmaHckoro o00poTa» 3aMEeHHTh CIOBOM
«oOpallleHus;

6)B uacTM 2 CIOBa «TpaXIaHCKOrO 000pOTa» 3aMEHWTh CIIOBOM

«oOpalLeHus;
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41) B ctatbe 60:

a) MyHKT | W3JI0)KUTH B CIEAYIOLIEH pelaKkLMH:

«1) yrBepxnaenust IlpaBurensctBom Poccuiickoit ®enepanmu mnepedHs
YKM3HEHHO HEOOXOIMMBIX Y BaXXHEHIINX JIEKapCTBEHHBIX IIPENapaToB, KOTOPIA
chOpMHUpPOBaH B YCTAaHOBICHHOM KM IIOPSAKE Ha OCHOBE KOMILIEKCHON OLEHKH
JIEKapCTBEHHBIX IIperapaToB, BKIJIIOYas aHAIU3 CBEJCHUH O CpPaBHHUTEIbHOM
KIMHAYEeCKOH 3(Q@eKTHBHOCTH M 0e30MacHOCTH JIEKapCTBEHHOIO CpEACTBA,
OLIEHKY 3KOHOMHYECKUX IIOCIEACTBUN NMPUMEHEHHUs JIEKapCTBEHHOIO CPelCTBa
U HM3Y4YCHHE MIOTOJIHUTENBHBIX IIOCIENCTBUN IIPUMEHEHHUs JIEKAPCTBEHHOIO
CpEeNCTBa;»;

0) MyHKT 2 [JONOJHUThH CIIOBaMH «, 8 TaKXXe BHEIPEHHs MEXaHU3MOB
(bopMUpPOBaHHS CHCTEMBI Pe)EPEHTHBIX LIEHY;

42) ctaTpio 61 U3I0XKUTH B CIEAYIOLIEH pelaKkyu:

«Cratpst 61. T'ocyxapcTBeHHAasi perucTpanus yCTAHABJIHBaeMbIX
MPOU3BOHTEISIMH JIeKAPCTBEHHBIX NpenapaTros
npeAe/bHbIX OTIYCKHBIX IeH HA JIeKAPCTBeHHbIe
npenaparbl, BKJIOYeHHbIE B lepe4YeHb dKU3HEHHO
Heo0XOAMMBIX H Ba)KHEHIIHNX JIEKaPCTBEHHbIX
npenapaTron

1. YcTanaBiuBaeMble ITPOU3BOAMTESIMU JIEKAPCTBEHHBIX IIPENapaToB
npejeNbHble OTIYCKHBIE [IEHBl Ha JIeKapCTBEHHbIEC IIpernaparhl, BKIIOYEHHbIE B
nepeveHs XKU3HEHHO He0OXOJUMBIX M BaXKHEHIIIUX JIEKapCTBEHHBIX MPerapaTos,

MoJJieXKaT TOCYNAapCTBEHHON pETruCTpaldd B TOpSAKE, YCTaHOBJIEHHOM

ITpaBurenscrBoM Poccuiickoi Penepannu.
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2.Ha ocHOBaHMM TMOAAHHOIO A0 1 OKTAOPS KaXIOro roja 3asBICHUS
TIPOU3BOJUTENS JICKApPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B IEpeYeHb
KU3HEHHO HeOOXOOMMBIX ¥ BaXHEHIIMX JIEKApCTBEHHBIX Ipernaparos,
3aperiucTpUpOBaHHas IIpelielbHas OTIYCKHas LEeHa Ha JIEKapCTBEHHBIN
npenapaT MOXeT ObITh NepeperucTpHpOBaHa OAMH pa3 B KaJeHIApHOM roly B
nopsiake, ycranosieHHOM [ IpaBurensctBom Poccuiickort Penepanuu.

3. Pacuer mpenenpHBIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTiIX 1 um 2
HAacTOsAIeH  CTaThbM, TPA WX TOCYAApCTBEHHOM  perucTpauyy  WiH
IIepePerucTpallid  OCYILECTBISETCA B COOTBETCTBHM  C  METOAMKOM,
yTBepkaeHHoN [IpaButenscTBoM Poccuiickoit ®enepallud ¥ yYUTHIBAIOLIEH,
B YACTHOCTH:

1) cobnronenue OanaHca WHTEPECOB IOTPeOMTENEeH JIeKapCTBEHHBIX
IpenapaToB, BKJIIOYEHHBIX B II€peUeHb U3HEHHO HEOOXOAUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IMpenapaToB, U IMPOU3BOAUTENICH JIEKapCTBEHHBIX IIPEnaparos,
BKJIFOUCHHBIX B IIePEUYCHBb JKU3HEHHO HEOOXOIMMBIX U  BaXHEHIIHMX
JIEKapCTBEHHBIX IIPEIapaToB;

2) ¢pakTHYECKYI0O OTIyCKHYIO LIEHy Ha JIeKapCTBEHHBIE IIperapathl B
Poccuiickoit ®@epepanuu, IeHy BBO3a JIEKApCTBEHHBIX TIperapaTtoB B
Poccuiickyro Qenepanuio, a TaxKe LIEHbl Ha aHAJIOTMYHBIE JIeKapCTBEHHEBIE
npernaparsl, Haxosmuecs B oOpaiienuu B Poccuiickoit @enepariiviu;

3) 3aTpatThl IPOU3BOIUTENS JIEKAPCTBEHHOTO TIperapara Ha IIPOU3BOICTBO

1 peau3aliio JIEKapCTBEHHOTO Mpernapara;
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4) neHy Ha JIEKapCTBEHHBIN IperapaT MHOCTPaHHOI'O IIPOM3BOJCTBA, €0
IleHy B CTpaH€ MpPOM3BOAMTENs M B CTpaHaX, B KOTOPBIX Mpenapar
3aperucTpupoBaH U (WIM) B KOTOpble TOCTABIAETCS HMHOCTPAaHHBIM
MIPOU3BOJAUTEIIEM.

4. He pmomyckaroTcs peanusalysi U OTIYCK JIEKApCTBEHHBIX IIpenaparos,
BK/JIIOYEHHBIX B [I€peUeHb IKM3HEHHO HEOOXOIMMBIX M  Ba)KHEHIIMX
JIEKapCTBEHHBIX IPENapaToB, Ha KOTOpBIE IPOU3BOJMTENSAMH JIEKAPCTBEHHBIX
IperapaToB He 3aperucTpUpOBaHa IpesebHasl OTIyCKHas LeHa, pealn3anus U
OTITYCK  MPOU3BOJAWTENSAMHM  JIEKAPCTBEHHBIX  IIPENIapaToB [0  I[ieHaM,
MPEBHIIAIONIMM  3apEeTrUCTPUPOBAHHBIE IIpENENbHbIE OTIYCKHBIE LEHBl Ha
JIeKApCTBEHHBIE IperapaThl, a TaK)XKe pealnu3allds U OTIIYCK JIE€KapCTBEHHBIX
MperapaTroB OpraHM3alMsIMU ONTOBOH TOProBAM M PO3HUYHON TOProBIX
JIEKapCTBEHHBIMU I[peraparaMyd I1I0 [eHaM, YPOBEHb KOTOPBIX C Y4eTOM
npeAeNbHOR  ONTOBOM Hanb0aBKU U TpeleNbHOW PpPO3SHUYHON HaaOaBKu
TIpeBbIIIaeT pasMep PakTUYECKON OTILYCKHOM IIEHBI.

5. OcobeHHOCTH  TOCYJNAapCTBEHHOrO0  PEryJIMpOBaHUS  MpeNelbHBIX
OTIIyCKHBIX LIEH Ha JIEKapCTBEHHBIE IpemnapaThbl, BKIJIIOYEHHBIE B IE€pedyeHb
KU3HEHHO HEOOXOMUMBIX U BaXXHEHIIMX JIeKaQpCTBEHHBIX IIpEIaparoB, B
3aBHCHMOCTH OT S3KOHOMHYECKUX U (WJIK) COLMATIBHBIX KPUTEpHUEB (M3MEHEHHE
YCIIOBUH, MNOpsAAKa U CTOMMOCTU IIPOM3BOJCTBA JIEKAPCTBEHHBIX IpENapaTosB,
HCIOJIb30BaHNE HOBBIX (OpPM, METOJOB M CIOCOOOB TOCYAapCTBEHHOIO

peryjiupoBaHus LI€H Ha JICKApCTBCHHBIC IIperiapaTbl, B TOM YHCJIC Ha OCHOBE
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MexaHu3Ma peepeHTHOTo I[eHOOOpa30oBaHUs, U3MEHEHHH MopsaiKa OKa3aHWs
MEIVLIMHCKOM  IIOMOINM, W  HWHble  M3MEHEHHWs)  YCTaHaBJIMBAIOTCS
ITpaButensctBoM Pocculickoit Menepanuu.»;

43) B yactu 2 ctathu 62:

a) MyHKT | M3JI0KUTH B CIEIYIOLICH peaKIuu:

«1) HariMeHOBaHHMe JiepXKaTedsl WM BiIajelblla PEerucTPalliOHHOTO
yJIOCTOBEPEHHUS JIEKapCTBEHHOIO IMpemnapaTa, HaMMEHOBAHHWE IPOU3BOIUTENS
JeKapCTBEHHOIO  Iperapara, MeCTO  HaxOXJeHWs  IPOU3BOJICTBEHHBIX
IUIOINA0K, YYacTBYIOIIMX B IIpoOIlecce IPOM3BOACTBA JIEKAPCTBEHHOTO
niperniapata, ¢ yKa3zaHHeM CTaJMH IIpoLecca IPOU3BOACTBA;»;

6) IYHKT 2 TOCJIe CJIOB «MEXAYHAapOJHOE HEMAaTeHTOBAHHOE» JIONIOIHHUTH
CJIOBaMH «, WM FPYIITUPOBOYHOE,»;

B) IYHKT 4 JOTIOJIHUTH CIIOBAMH «, & TAKXKe KOMIIJIEKTHOCTEY;

I') MyHKT 6 U3JI0XKUTH B CIEAYIOIIEH peIaKIiu:

«6) naTa ¥ HOMep IpHKaza YIOJIHOMOYEHHOTO (¢enepalbHOr0 OpraHa
HCTIOJIHUTENBHON BJIACTH O FOCYAApCTBEHHOH PErHCTpalliH, IepeperucTpaliiu
NpeleIbHON OTITyCKHOM ILIEHBI Ha JIEKAQpCTBEHHEIN MMpernapar, BKIIOYEHHBIH B
IepedeHb JKM3HEHHO HEOOXOAMMBIX M BaXHEHIINX  JIEKapCTBEHHBIX

npernaparoB;»;
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) AOTIOJIHUTH IyHKTaM# 7 U 8 CIEIYIOIIEro COAeP KaHMs:

«7) MITPUXOBOM KOJ, HAaHECEHHBI Ha BTOPUYHYIO (IIOTPEOHTENBCKYIO)
yIIaKOBKY JIEKapCTBEHHOI'O IIpeIapara;

8) Ko JIeKapCTBEHHOro IIpemapara IO aHaTOMO-TEPaIleBTHYECKO-
XMMHUYECKOH KjaccHUKaIlKM, PeKOMEHJOBaHHOW BceMHpHON opraHuzaunuen
3[[PaBOOXPAHEHMUS.»;

44) B HauMeHOBaHUH IJ1aBhl 13 mocne cioBa « MOHUTOPHUHI AOIOJIHUTH
cioBaMH  «3(Q(QEKTUBHOCTH W», CIOBa «Ha TeppuTopud Poccuiickoin
Ddenepaim» 3aMEHUTH ciioBaMu «B Pocculickoil Menepanuuny;

45) crarbio 64 U3JI0KUTE B CIEAYIOIIEH pefaKIuu:

«Cratbst 64. PapMaKoHaA30p

1. JlekapcTBeHHBIE  Iperapartbl, Haxojsmuecs B oOpallleHHH B
Poccuiickoit ®epneparuyl, NOANEXKAT MOHUTOPHHTY 5S(QEeKTUBHOCTH U
6e30MacHOCTH B LEJAX BBIABICHHS BO3MOXHBIX HETaTUBHBIX IIOCIIEACTBUN HX
NpUMEHEHHsI,  HWHAUBUAYAIBHOM  HENEPEHOCHUMOCTH,  MpeayHpexIeHUs
MEJULIUHCKIX pPaOOTHUKOB, BETEPUHAPHBIX CIICI[UAIMCTOB, MAIMEHTOB WX
BJIAJIC/IbLEB XXKUBOTHBIX M WX 3alUTHl OT IIPUMEHEHMs TaKMX JIeKapCTBEHHBIX
Ipernaparos.

2. @apmaxoHaA30p OCYLIECTBIISIETCS COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM  (ellepalbHbIM OpPraHOM HMCIOJHHUTEIBHOM BIACTH B

YCTaHOBJICHHOM HM IOPsAAKE IIYTCM aHalii3a HpeJIOCTaBIIHeMOﬁ Cy@b@KT&MH
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oOpalleHns JeKapCTBEHHBIX CpeACTB HHGbOpMalMu O NOOOYHBIX IEHCTBUSAX,
HEeXeJNaTebHBIX  PEaKIMsIX, CEpPhe3HBIX  HEXEeNaTeNbHBIX  pPeakiusiX,
HepeIBUIEHHBIX HeXeNaTeIbHbIX PeakUUsiX P NPUMEHEHHUHU JIEKapCTBEHHBIX
npemapartoB, 00  WHIWBUAYalbHOM  HENEPEeHOCHMOCTH,  OTCYTCTBHH
3} (GEeKTHBHOCTH JIEKAPCTBEHHBIX IIPeNapaToB, a Taioke 00 HMHBIX (axkraXx u
00CTOSTENBCTBAX, MPEACTABIMIONMX YIPO3y XXHU3HU WM 3I0POBBIO YeIOBEKa
700 YKMBOTHOTO TP MPUMEHEHUH JIEKAPCTBEHHBIX MIPENapaToB U BbIABIEHHbIX
Ha BCeX OJTamax oOpalleHus JeKapCTBEHHBIX IpemnaparoB B Poccuiickoi
®enepaluy U APYTUX rocyJapcTBax.

3. CyOnexTsl OOpamieHus JIeKapCTBEHHBIX CpPEICTB B  IOPAIKE,
YCTAHOBJIEHHOM YITOJIHOMOUYEHHBIM (peiepallbHbIM OpPraHOM HCIIOIHUTENIBHOM
BJIaCTH, O00s3aHBl COOOIIATH B YIOJHOMOYEHHBIH (erepabHBIH  OpraH
HCIIOJTHUTEJILHOW BIaCTU O MOOOYHBIX ACHCTBHSX, HEXKeJATeJIbHBIX PEeaKLHUsX,
Cephe3HBIX HEXENATeNbHBIX PeakIMsIX, HEeNPeIBUICHHBIX HEXenaTeIbHbIX
peakuusxX Py NPUMEHEHHUHU JIEKapCTBEHHbBIX IpenaparoB, 00 MHIAWBHUIY aTbHOH
HEMEePEHOCUMOCTH, OTCYTCTBHH 3 (HEKTUBHOCTH JIEKAPCTBEHHBIX MIPeraparos, a
TaKke 00 MHBIX (aKTax U OOCTOATENHCTBAX, NMPEACTABISIOMIUX YTIPO3y KXU3HU
WK 370pPOBBIO 4eJIOBEKa JIMOO XUBOTHOI'O NPH NMPUMEHEHUH JeKapCTBEHHBIX
IpenapaToB M BBIABJIEHHBIX Ha BCEX J3Talax oOpamleHus JeKapCTBEHHBIX
npernapatoB B Poccuiickoit ®enepaiiuu U Apyrux rocyJapcTBax.

4. llep>xate WM BHAJENbLbl PETUCTPAlAOHHBIX YJOCTOBEpEHUH

JICKApPCTBCHHBIX IIpCnaparoB, NOPUIAMYCCKUC JIMIla, Ha MM KOTOPBIX BbIJaHBI
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paspellleHHss Ha IIpOBEJEHHE KIMHHYECKHX HccilefoBaHuii B Poccuiickon
depneparyy, MO0 YIIOJTHOMOYEHHBIE UMH APYTHE IOPUIUYECKHE JIMLA B paMKax
obecrmeyeHnss 0e30MaCHOCTH  JIGKAPCTBEHHBIX IperapaToB B  IOPSAJIKE,
YCTAQHOBJIEHHOM COOTBETCTBYIOIIVM YIOJHOMOYEHHBIM (elepaabHbIM OpPraHoM
HCIIOJIHATENLHON BacTH, O0s3aHBl OCYIUECTBIATH IpHeM, ydeT, oOpaboTky,
aHAIM3 W XpaHEHWe MOCTYMAaoIMKUX B WX agpec OT CyOBeKTOB oOpalleHHs
JIEKapPCTBEHHBIX CPEJICTB U OPraHOB IOCYJapCTBEHHON BiAacTd COOOIICHUH O
MOOOYHBIX JIEHCTBUAX, HEXENaTeIbHbIX PeaKLUIX, CEpPhe3HbIX HEXEIaTeNbHbIX
M HENpeIBUICHHBIX  HEXENaTeNbHBIX  peakuusX MNpud  [PUMEHEHHHU
JIeKapCTBEHHBIX IIpenapaTroB, 00 OCOOEHHOCTAX MX B3aUMOAEHUCTBUS C IAPYTHMH
JeKapCTBEHHBIMHU IIperapaTaMy, UHIMBHIyaJbHON HENepeHOCUMOCTH, a TaKxKe
006 uHBIX (hakTax ¥ OOCTOSTENbCTBAX, MPEACTABISIONIMX YIpO3y JKM3HU WIIU
37I0POBBIO YesloBeKa JUOO0 JKMBOTHOTO WM BIMSIOIIMX Ha W3MEHEHHE
OTHOIIEHHS OXHAaeMOW TONb3Bl K BO3MOXHOMY pPHCKY IPHMEHEHHUA
JIEKapCTBEHHBIX IIPerapaToB.

5. I'lpu BeIsIBNeHUH MH(GOPMALUU O CEPhE3HBIX HEXENaTeIbHBIX PEaKIMIX
M HENpEeABUJCHHBIX  HEXENATeJbHbIX  peaklusx T[pH  [MpUMEHEHUU
JIeKapCTBEHHBIX NpernapaToB, 06 0COOEHHOCTAX WX B3aWMOJEHCTBUSI C IPYTUMH
JIeKapCTBEHHBIMH NIpenapaTaMy, UHIUBUIYJIEHOW HENepEeHOCUMOCTH, a TaKKe
00 MHBIX (aKTax M OOCTOATENBCTBAX, BIUSIOMIMX HA W3MEHEHHE OTHOIICHUS
OXUJaeMOM TONB3Bl K BO3MOXXHOMY PHCKY IPHUMEHEHHUS JIeKapCTBEHHBIX

IperaparoB, Aep)KaTelu WIM BIaJENbIbl PEeruCTPallAOHHBIX YIOCTOBEPEHHM
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JIeKapCTBEHHBIX IpernapaToB, FOPUAUYECKHE JIMIA, HA MM KOTOPBIX BEIIAHEI
paspellieHuss Ha TMPOBEJCHHE KIMHHYECKUX HcciefoBaHuid B Poccuiickoin
Depepanuu, TuO0 YIIOMHOMOYEHHbIE MU APYTHE IOPUANYECKUE THANa 00s3aHbI
IPUHATH MEpPHI, HaIpaBjeHHBlE Ha YCTpaHEHHWE HETaTHBHBIX IIOCHIEICTBUH
IpUMEHEHNWsT  TaKuX  JIEKAPCTBEHHBIX  IIpernaparoB,  MpeaylpexIeHue
IIPUYUHEHUS] Bpelia KU3HU WM 3[JOPOBBIO YeJOBeKa JH0O0 KUBOTHOTO, 3aILUTY
UX OT INPUMEHEHHS TaKHMX JIEKapCTBEHHBIX IpEIaparoB, HA IOMOJHUTENBHBINA
cOop maHHBIX 00 3¢hGeKTHBHOCTH M 0€30IaCHOCTH TaKHX JIeKapCTBEHHBIX
penapaToB.

6. 3a HecooOlleHWe WM COKpBITUE HH(POpPMAIHH, IpPelyCMOTPEHHOH
YacThIO 3 HACTOSILEH CTaThU, Aep)KaTelyd WIIH BIalelblbl PErHCTPallMOHHBIX
yIOCTOBEPEHUI JIeKapCTBEHHBIX IIPENapaToB, IOPUAMYECKHE JMIla, HAa HMS
KOTOPBIX BEIIAHBI pa3pelleHrs Ha NMpoBeleHHEe KIMHUYECKUX MCCIIeIOBaHUN B
Poccuiickoit @eneparpn, 1100 yrnolHOMOYEHHBIE UMM JAPYTHe HOPUAUYIECKUE
NMLA, a TaKXXe JOJDKHOCTHBIC JINIA, KOTOPBIM 3Ta MHGOpMAIUs cTaja U3BeCTHa
0 PORY HX NPOPECCHOHANBLHOH JEeATENbHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBHU C 3aKOHOJATeNbCTBOM Poccuiickoit deneparium.

7.1lpp  momydeHWH  YNOJHOMOYEHHBIM  (elepalbHBIM  OpPraHoM
MCIIOJIHUTEIBHOM BJIACTH B paMKax OCYILECTBIEHHs WM (apMaKkoHa(30pa
JI0Ka3aTeJIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOTO Iperapara yCTaHOBICHHBIM

TpeOOBaHUSIM WM IPHU MOyUYeHNH HHGOPMAIMKM O HECOOTBETCTBMM JaHHLIX 00
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3¢ }eKTUBHOCTH H O 0e30macHOCTH JIEKapCTBEHHOIO IIpenapara JaHHBIM O
JIEKapCTBEHHOM IIperiapare, COAEpKAIUMCA B MHCTPYKLUH 110 €0 IPUMEHEHHIO
(B TOM uYHMClle BBUIBICHHBIX B XOJ€ OCYLIECTBICHMsS (apMaKOHaa30pa
KOHTPOJIbHO-HA30PHBIMU opraHam MHOCTPaHHBIX roCyIapcTB),
YIIOJIHOMOUEHHBIH  (efiepanbHbIii OpraH  MCIONHUTEIBHOM  BJIacTH B
YCTAHOBJICHHOM KM IMOPSJKE pPAacCMaTpUBAaeT BOIPOC O IPUOCTAHOBJICHUHU
TIPUMEHEHMsI TAKOTr0 JIEKapCTBEHHOI'O IIperapara.»;
46) cTaThio 65 U3JIOXUTH B CIEAYIOIIEeH pelaKIIvu:

«Ctatbs 65. IlpmocTraHoBJ/IeHHEe IPUMEHCHHA JIEKAPCTBEHHOIO
npemnapara

1.Tlpu monydeHMH HHPOPMALMU O HEXENATENbHBIX pPEaKIUsIX IIpH
INPUMEHEHNH JIEKApCTBEHHOTO IIperapara, He YKa3aHHBIX B HHCTPYKIUM IO
IPUMEHEHNIO JIeKapCTBEHHOT'O I[Iperapara, Cepbhe3HBIX HEeXeNaTelTbHBIX
peakusx, 00 0COOCHHOCTAX ero B3auMOIEUCTBUS ¢ JPYTHMHU JIEKApCTBEHHBIMU
npernapaTaMy, KOTOpPBIE MOTYT TPEACTaBIATH YIPO3y KH3HH HIM 3I0POBBIO
yejoBeKa JUOO0 JKMBOTHOIO, @ TakXke O HECOOTBETCTBHM MHaHHBIX 00
3¢ PeKTUBHOCTH U O Oe30IacHOCTH JIEKApCTBEHHOT'O IMpemapara AaHHBIM O
JIEKapCTBEHHOM  IIpemapare, COIepX alluMCs B HHCTPYKLIHHA 10  €ro
MPUMEHEHHIO, B TOM 4YHCIE OT YIOJIHOMOYEHHBIX OpPraHOB HWHOCTPAHHBIX
rocyapcTB, 0OMEH KOTOPOH OCYIIECTBISIETCS B COOTBETCTBHH C COTTIAIIIEHUSIMHU
MEXIY YIOJHOMOYEHHBIM (eflepaibHbIM OPraHOM HCITOJIHUTEIBHON BIACTH H

YIIOJIHOMOYE€HHBIMU OPTraHaMH MHOCTPAHHBIX T'OCYJApCTB, YIIOJHOMOYEHHBIN
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dbenepaqpHBIl OpraH HUCIIONHUTENBHON BIACTH pPacCMaTPUBAeT BOIPOC O
BO3MOXXHOCTM  NPUOCTAHOBIICHMs  OOpallleHMs TakKoro  JEKapCTBEHHOTO
mpemapara B IOPSAKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (elnepaibHbIM
OpPraHOM HCIIOJIHUTEIBHOM! BIACTH.

2. Ilpy HeHMCHOMHEHMM WIM HEHAIJIEKallleM WCIIOJIHEHMM JepiKaTe/IsIMU
WIM  BIQAENbIAMH  PErdCTPAallUOHHBIX  YIOCTOBEPEHUH  JIEKapCTBEHHBIX
IpenaparoB, IOPUANIECKUMHU JIALAMH, Ha MMs KOTODPELIX BBIJAHBI pa3pelleHHs
Ha MPOBeJCHUE KIMHUYECKUX HcciefoBaHMi B Poccuiickoit Denepauuu, Win
YIOJHOMOYEHHBIMH MMU JPYTUMH OPUIMYECKHMU JIHLIAMHU OO0sS3aHHOCTEH,
YCTaHOBJIEHHBIX YacTsAMU 3 U 4 craThu 64 Hacrosmero denepanbHOro 3aKoHa,
aub0 B CiIy4asx IPEJCTaBIEHUS COOTBEICTBYIOIIMM YIIOJIHOMOYEHHBIM
benepadbHBIM  OpPraHOM  HCIOJHMTEIBHOM  BJIAacTH  3aKJIIOYEHHS O
HEJIOCTOBEPHOCTH PEe3yIbTaTOB KIMHMYECKOTO HCCIEI0BAaHUS JIEKAPCTBEHHOI'O
npernapara JUIsl MeJUIIMHCKOTO IPUMEHEHNUs, KOTOPOe OCHOBAHO Ha pe3ybTaTax
NIPOBEPKH MEIULIMHCKOA OpraHU3allvy, IPOBOAMBIIEH yKa3aHHOE KIMHUYECKOe
HCCIIeIOBaHNEe C HapylIeHHEeM MpaBUil HaJUIe)Kalleld KIMHUIECKON NPaKTHKH, U
NpUBEIO K IIOJIy4EHHUIO HEIOCTOBEPHBIX pe3yNbTaToB, MO0 B cilyd4ae
HEBBIITOJIHEHUS TPEIIUCAaHMs], BBIIAHHOTO YIIOJIHOMOYEHHBIM (heJepanbHbIM
OpraHOM HWCIIOJIHUTEIBHON BJIACTH IO WTOraM OCYIIECTBIEHHS BBHIOOPOYHOIO
KOHTPOJIS  KayecTBa  JIGKAPCTBEHHOrO  IIpermapara,  yIIOJTHOMOYEHHBIH

¢enepanbHBIl OpraH HCIIOJHHUTENBHON BIACTH B YCTaHOBIEHHOM UM TOPSIKE
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paccMaTpuBaeT  BOMNPOC O  NPHUOCTAHOBIEHUM  INPUMEHEHHUs  TaKoro
JIeKapCTBEHHOT'O MperapaTa.»;

47) B ctatbe 66:

a) B HAMEHOBaHHUH CJIOBa «MOHUTOPHHIa 0€30MIaCHOCTH JIeKapCTBEHHBIX
IpenapaToB) 3aMEHUTH CIIOBOM «(hapMaKoHaA30pay;

6) ciioBa «MOHUTOPUHI 0€30MacHOCTH JIEKAPCTBEHHBIX IIPErapaToBy
3aMEHHUTH CJIOBOM «(apMaKOHaa30p», CIOBa «HA Tepputopuu Poccuitckoi»
3aMEHUTH ClIOBaMHU «B Poccuiickoil», ClI0BO «MOHUTOPHHIA» 3aMEHUTH CIIOBOM
«(apmaKoHa30pa»;

48) B ctaThe 68:

a)cnoa «HapyumieHue — 3aKOHOAATENBbCTBA»  3aMEHUTH  CJIOBaMU
«1. Hapymenue 3axkoHOaTeNbCTBAY;

0) IOTIONHUTH YacThIO 2 CIIeAYIOLIEero COAEPXKAHUS:

«2.3a  HempexacraBieHue — uHGopMaumd M (WIM)  JAHHEIX,
IpeAyCMOTPEHHBIX HacTOAMUM DeepallbHbIM 3aKOHOM, CyOBEKTHI OOpaleHIS
JIEKapCTBEHHBIX CPEICTB HECYT OTBETCTBEHHOCTH B COOTBETCTBHH C

3aKOHOZATeNLCTBOM Poccuiickoii @enepalivu..
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Cratbs 2

[Tpu3HATH YTPATUBIIUMU CUITY:

1) myuxt 2 crateu 1 @enepansHoro 3akoHa ot 11 oxtsa6ps 2010 roza
Ne 271-®@3 «O BHecenun usmeHeHuit B @enepanpnbiil 3akoH «O06 obpaieHnn
nekapcTBeHHbIX  cpencTB»  (CoOpaHue  3akoHonmarenscTBa — Poccuiickoi
®epnepanuun, 2010, Ne 42, ct. 5293);

2) nyHKT 3 1 ab3al yeTbIpHaAUATHIA MyHKTa 9 crathu 13 denepanpHOro
3akoHa OT 29 HosOps 2010 roma Ne313-®3 «O BHeceHHM H3MEHEHUH B
OTJeNbHBIE 3aKOHOAATelbHble akThl Poccuiickonn ®Penepanuu B CBSI3H C
npunsitueM  @PepepanbHoro  3akoHa «OO0 00A3aTENTPHOM — MEAUIMHCKOM
crpaxoBanun B Poccuiickoit ®enepanun» (CoOpaHue 3aKoHOJATENbCTBA
Poccuiickoit @eneparuu, 2010, Ne 49, ct. 6409);

3) nyakT 5 crateu 54 denepanpHOro 3ako”a ot 25 HostOps 2013 rona
Ne 317-®3 «O BHeceHUH W3MEHEHU B OTHEJBbHBIE 3aKOHOJATENbHBIE aKThl
Poccuiickoli @enepallud YW NOPU3HAHUM YTPATUBIIMMHM CUIYy OTJEIBHBIX
MOJIOKEHUM 3aKOHOJATENbHBIX aKToB Poccuiickoii (denepanyu mo Bompocam
OXpaHbl 310poBbs TIpaxaaH B Poccuiickoin ®enpepauuu» (Cobpanue

3akoHogatennscTBa Poccuiickoit ®enepanuu, 2013, Ne 48, cT. 6165).
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Cratbn 3

1. Onpenenennie B3aNMO3aMEHSIEMOCTH JIEKaPCTBEHHBIX MPENapaToB s
MEIUILMHCKOT0 NIPUMEHEHUS, 3apeTUCTPUPOBAHHBIX 0 [HS BCTYIUICHUS B CUILY
Hacrosmero @enepalbHOTO 3aKOHA, IIPOBOAMTCS KOMUCCHEH OKCIEpTOB
dbenepaJbHOTO TOCYJapCTBEHHOIO OIOJKETHOIO YUPEKIECHHS I10 IPOBEIEHMIO
DKCIEPTH3bl  JICKAPCTBEHHBIX CPEACTB IpPU  IPOBENEHUM  SKCIIEPTHU3HI
JIEKapCTBEHHBIX TMpenaparoB Ui MEIUIIMHCKOr0 IIPUMEHEHHS B YacTH
DKCHEPTU3Bl KayecTBa JIEKAPCTBEHHOIO CpeacTBa U (WIM) OIKCIEPTHU3BI
OTHOILICHHS OXHKJaeMOH IIOJb3bl K BO3MOXXHOMY pPHCKY TIpAMEHEHHUS
JIEKapCTBEHHOTO Tpernapara s MEIULMHCKOrO IPUMEHEHHsS Ha OCHOBaHUHU
3aflaHUsl  COOTBETCTBYIOIIEIO  YIOJHOMOYEHHOIO (peiepanbHOTO  OpraHa
ucroiHuTenpHoM Bnactu o 31 gexabps 2017 roxa.

2. JlepxaTeny WIM BIAAeNbIbl PEMCTPALMOHHBIX  YIOCTOBEPEHHIt
JICKapCTBEHHBIX IIpenapaToB MOTrYT I[IOJaTh 3asBICHUS OO0 OmpeelleHu
B3aUMO3aMEHSIEMOCTH  JIEKApCTBEHHBIX IIPEIaparoB JUIS  MEIHULHHCKOrO
IIPUMEHEHUS B IOPSAKE, YCTaHOBIEHHOM cTathed 30 denepanbHOro 3aKoHa OT
12 ampens 2010 roma Ne 61-®3 «O6 obpalieHUH JIEKapPCTBEHHBIX CPENCTBY

(B penakuuu HacTosero PenepanbHOro 3akoHa), 1o 31 nexabps 2016 roxa.
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3. Uuadopmaliys o B3aMO3aMEHIEMOCTH JIEKapCTBEHHBIX IIPENaparoB AJis
MEIUIIMHCKOTO MPUMEHEHUS IOMJEKUT BKIIOYEHHI0O B TI'OCYNapCTBEHHBIN
peecTp JeKapCTBEHHBIX CpelcTB ¢ 1 suBaps 2018 roxa.

4. Ucnionp30BaHue Pe3yJbTATOB OIPEAC]CHUS B3aMMO3aMEHIEMOCTH
JIEKapCTBEHHBIX IIPENapaToB I MEJUIMHCKOTO NMPUMEHEHHs JOIyCKaeTcs ¢
1 suBaps 2018 roxa.

5. VnonHOMOYeHHBIA (efepanbHbIii OpraH HCHOTHUTENBHOW BIIACTH
00s13aH BbAATh (peliepalbHOMY rOCYIapCTBEHHOMY OIODKETHOMY YUPEXKIACHUIO
0 IPOBEICHUIO IKCIIEPTU3BI JIEKAPCTBEHHBIX CpeACTB 3atanue Ha 2015 — 2017
rofibl 110 OIIPENENIEHUIO B3aUMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MpenapaToB IS
MEAULMHCKOrO IIPUMEHEHUs], 3apPErUCTPUPOBAHHBIX IO IHS BCTYIUICHHUS B CHILY

HacToAlICro CDezLepam)Horo 3aKoHa.

Crarba 4

1. Hacrogmuit ®enepajlbHbIl 3aKOH BCTymaeT B CWIy ¢ 1 wrons
2015 roga, 3a MCK/IIOYEHHEM IIOJOXKEHUH, IUIsI KOTOPBIX HACTOSIIEH CTaTheil
YCTaHOBJICHBI HHBIE CPOKU BCTYIUIEHUS UX B CHITY.

2. TIoamyHKT «» IyHKTa 2, IOAMYHKTHI «I» U «JI» TMyHKTa 10, MOAmyHKT
«O» TmyHKTa 22, NOAITYHKT «B» IyHKTa 26 ctathu 1 Hacrtosiiero ®enepansHoro

3aKOHa BCTYIaroT B cuity ¢ | suBaps 2016 ropa.
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3. AG3anl cemMHaaUaThIi MyHKTa 9, MyHKT 21, TOAMYHKT «a» IMyHKTa 22

crated 1 Hactosmero PenepalbHOTO 3aKOHa BCTYIAOT B CHIy ¢ 1 sHBaps

2017 rona.

B.Ilytun

Mocksa, Kpemib
22 nexabps 2014 rona
Ne 429-03



