POCCUINCKAS ®EIEPAISA
®EJEPAJBHBINA 3AKOH

O BHeceHMH M3MEHEHMIl B OTe/bHbIC 3AKOHOJATEIbHbIE
aktbl Poccuiickoil Peaepanuun

[punst 'ocynapcrBenHoi Jymon 18 nexabps 2019 roxa
Omo6pen CoBeToM dernepaiun 23 nera6bpa 2019 roxa
Crarpa 1

Buectn B ®PenepanbsHblii 3akoH oT 22 HosOps 1995 roma Ne 171-@3
«O rocy1apCTBEHHOM peryJIMPOBaHHH IPOM3BOJCTBA M 000pOTa 3TUIOBOTO
CIUPTA, AJIKOTOJILHOW WM CIHUPTOCOAep Kalledl MpOAyKLUMH U 00 OrpaHHYCHUH
noTpebaeHus  (pacluTHsA)  alNKOroNbHOM  IpomyKuum» (B pelakuuu
@enepansHoro 3akoHa oT 7 sHBapgs 1999 roma Ne 18-®3) (Cobpanue
3akoHojarenbeTBa Poccutickoit ®enepanuu, 1995, Ne 48, cr. 4553; 1999, Ne 2,
cr. 245; 2001, Ne 53, cr. 5022; 2002, Ne 30, cr. 3026, 3033; 2004, Ne 45,
ct. 4377; 2005, Ne 30, ct. 3113; 2006, Ne 1, ct. 20; 2007, Ne 1, cT. 11; Ne 31,

cT. 3994; Ne 49, cr. 6063; 2008, Ne 30, ct. 3616; 2009, Ne 1, ct. 21; Ne 52,

i
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cT. 6450; 2010, Ne 15, ct. 1737; Ne 31, ct. 4196; 2011, Ne 27, cr. 3880; Ne 30,
cT. 4566; 2012, Ne 26, ct. 3446; No 27, ct. 3589; Ne 31, cr. 4322; Ne 53,
ct. 7584, 7611; 2013, Ne 30, ct. 4065; 2015, Ne 1, ct. 43, 47, Ne 27, ct. 3973;
2016, Ne 26, ct. 3871; Ne 27, c1. 4193, 4194; 2017, Ne 31, ct. 4827; 2018, Ne 1,
ct. 17; Ne 31, cT. 4861; Ne 32, ct. 5082; Ne 49, ct. 7520; Ne 53, ct. 8486; 2019,
Ne 30, ct. 4132) cnepyromue U3MeHEHUS:

1) B ab3ame 4eTBepTOM IyHKTa 3 cTaThbu | CJIOBa «3TUJIOBBIA CITHPT»
3aMEHUTh CIIOBaMH «(dapMaleBTUUECKyI0 CYOCTaHLIMIO CIUPTa STHIIOBOTO
(3TaHON)»;

2) B cTathbe 2:

a) HOANMYHKT 2' H3JI0XKMTh B ClE/yIOLIeH peIaKiyy:

«2") dapmanesTHyeckas CyGCTaHIMA CIOHPTA STHIOBOTO (3TaHON) -
¢dapmareBTuyeckas cyOcTaHnus W (WiM) BCIOMOTraTelIbHOE BEIECTBO,
colepiKalllie JTUJIOBBIH CHOUPT U ONpeJeliecHHbIE B COOTBETCTBHH C
®epnepansHeiM 3aKk0HOM OT 12 ampens 2010 roga Ne 61-@3 «O6 obpamenun
JIEKapCTBEHHBIX CPEICTBY;»;

6) B OAIYHKTE 3° CIIOBA WX STHIOBBIN CIHPT» HCKITIOUAT;

3) B crathe 5:

a) J[ONOJHUTH HOBBEIM a03alleM [JBaALATh CEeObMBIM CJIEIYIOIIEro

COICpPXKaHUs:



«yCTaHOBIEHHE TpeOOBaHMH K KOMMYHHKALMSIM, COEOUHSIOIIUM
OCHOBHOE TEXHOJOTHYEeCKOe O00OpyIOoBaHHWE i1 MPOM3BOACTBA 3THUIIOBOIO
CIpTa, yKasaHHoe B myHKTe 1' crateu 14! Hacrosimero denepaabHOrO 3aK0OHa,
C €eMKOCTAMH i1 IIPUEMKH 53THJIOBOI'O CHHpPTa JUIS IIPOH3BOJACTBA
(hapMalieBTUYECKOM CyOCTaHIMK CIIMPTa STHIIOBOTO (3TAHONA);»;

0) abza1l ABaAUATH CEILMOM CUHTATH a03alleM IBalLiaTh BOCHMEIM;

4) B cTatbe 8:

a) B IyHKTe 2:

abzaupl JBaAUATBId M JBaALATh II€PBBI HM3IOKHTh B CIEXYIOLIEH
penaKIu:

«EMkoctH i1 npueMKd  (dapMaleBTHYecKOi CyOCTaHIMH —CIHpTa
9TUJIOBOTO (3TaHONA) Y OpraHM3alUil M MHIUBUAYAIBHEIX MPEAPUHAMATENIEH,
HCIONB3YIOMHMX (apMalleBTHUECKYI0 CYOCTaHIMIO CIIMPTa 3THUIOBOTO (ITaHON)
IUIs TIPOM3BOACTBA U (MJIM) M3TOTOBIIEHUS CIIUPTOCOACPKAIIMX JIEKAPCTBEHHEIX
npenapaToB U (WIH) CIHPTOCOAEPKAIMUX MEAWIMHCKUX H3IENdi, a TakkKe B
npoluecce IPOM3BOACTBA W (MIM) U3TOTOBIEHHWS APYIMX JIEKAPCTBEHHBIX
cpenctB M (WIM) MEOUUUHCKUX H3JEINH, [OKHEI OBITH  OCHAIEHBI
aBTOMaTUYECKHMMHU CPEACTBAMU H3MEPEHUS M ydeTa KOHIIEHTpallud M obbeMa
0e3BoIHOrO cIUpTa B (papMalleBTHYECKOH CYOCTaHIUM CIIMPTA STHIOBOrO
(oTaHone), oObeMa (apMaleBTHUECKOM CyOCTaHIMM CIOHPTa STHIOBOTO

(3TaHona).
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[IporpaMMHO-anapaTHele CpeACTBA OpraHW3alMil W HHIAWBHAIYAIbHEIX
IpeANnprHIMaTeNel, UCIIONB3YIOMUX (papMalleBTUYECKYIO0 CYOCTaHI[MIO CIIMPTA
STHIOBOrO  (3TAHON) A  TPOM3BOACTBA W (WIM)  M3TOTOBJICHUS
CIIMPTOCOEPIKAINUX JIEKAPCTBEHHBIX IIPENapaToB U (WJIM) CIMPTOCOAEPKAIIUX
MEIUIMHCKUX M3JeNud, a TakkKe B Ipollecce NPOM3BOACTBA M (Mim)
U3TOTOBJIEHHS IPYTUX JIEKAPCTBEHHBIX CPEACTB M (M) MEAMIIMHCKUAX U3EIIni,
IHOJDKHBI oOecreuyuBaTh NpHEM M Iepelady WHGOPMAalWH, IOJYYEHHOH C
UCIIOJIb30BaHUEM aBTOMATHYECKUX CPEICTB M3MEPEHHs M y4deTa KOHIEHTPAIHH
U obbemMa O0e3BOJHOTO CHHMPTa B (apMalleBTHYECKOW CYOCTaHIIMHM CIIMPTa
STUIOBOTO (3TaHOoNe), oO0beMa (apMaleBTHUECKOHl CyOCTaHIIMK CHHMpTa
3THJIOBOTO (3TaHoja), 00 06BeMe ee 3aKyIKU.»,

B a03arte 1BaJIaTh BTOPOM CJIOBA «MJIM STHUIIOBOTO CIIHUPTA» UCKIIOYUTE;

B ab3ane JBaJlaTh TPETHEM CIOBA «WJIH STHIOBEIH CIMPT» U CIIOBA «HIIH
STUJIOBOTO CIIMPTA» UCKITFOYHTE;

JOTIOJTHUTH ab3alamMu CIIeIYIOIIEero COepIKaHus:

«EMKOCTH 11 NPHEMKH STHJIOBOIO CIHUpPTA Yy  OpraHU3alldi,
UCTONB3YIOMMX JTUIOBBIM CIMPT [ IPOHU3BOACTBA (hapMalleBTHUECKOU
cyOCTaHIIMM CIOUpPTa OSTUIOBOTO (3TaHONA), JOMKHBI OBITH OCHAIIEHBI
aBTOMAaTUYECKUMH CPEICTBAMH H3MEPEHHUS U ydeTa KOHIIEHTpalMu W 00beMa

663BOlIHOI‘O CIIMpTa B STHIOBOM CIIUPTE, 00beMa STHIIOBOIO cnupTa.



[TporpaMMHO-anmapaTHBIe CpENCTBAa OpPraHMU3alli, HCIIOIB3YIOIIMX
STHJIOBBIA CIMPT U MPOM3BOACTBA (papMaleBTHUEeCKON CyOCTaHUWH CIHMpTa
STUIIOBOTO (3TaHOJIa), TOJKHBI 00ecnednBaTh MpueM M Iepeaady WHGopMalyu
0 KOHIIEHTpauuu u 00 o6bemMe 6e3BOJAHOIO CIUPTa B STHIIOBOM CIIHPTE, 00BEME
STHJIOBOTO CITUPTA, TOJIYYEHHOW C UCIOIb30BAHUEM AaBTOMATHUECKUX CPEICTB
U3MepeHHs M yJeTa KOHIEHTpauuu U obbemMa 0e3BOIHOTO CIMPTA B STHIOBOM
cnupTe, 00beMa STHIIOBOTO CIIUPTA.»;

0) B myHKTE 5:

B ab3ale IepBOM ClIoBa «3a WCKIIOYEHHMEM  IPOHM3BOJCTBA
(dapMaleBTHISCKON CyOCTaHIIMU CIIUPTa STHIIOBOTO (3TaHOJIa),» UCKIIOYNTE;

B a03ame BTOPOM cJioBa «3a  HCKIIOYEHHEM  IIPOU3BOJICTBA
(bapMalieBTHYIeCKOH CyOCTaHIIMU CIUPTA STHIIOBOTO (3TAaHOJA),» HCKITIOUUTE,

B a03ale TpeTbeM ClIOBa «3a HCKIIOYEHHEM IIPOU3BOJCTBA
¢bapMareBTHIeCKON CyOCTaHIIMK CIHPTa STHUIIOBOTO (3TAaHONA),» UCKIIIOYUTE;

B) B IyHKTe 9:

a03al 4YeTBEePTHIi MPHU3HATH YTPATUBIINM CHITY;

JOIOJIHUATH ab3alieM CIIeIyIOIIeTo COAepKAHHMS

«He momyckaetcst mpou3BOACTBO (hapMalleBTHYECKOH CYOCTaHIIMU CIUPTa
ATHJIOBOTO (3TaHOINA), ¥ (WJIH) CIIUPTOCOJIEPHKAIMUX JIEKAPCTBEHHBIX CPENICTB, U

(I/IJ'II/I) CIIUPTOCOACPIKALIUX MECIHUIMHCKHUX 159 (X011 Ha OCHOBHOM



TE€XHOJOTMYECKOM 00OpyJOBaHUU Ui IPOW3BOACTBA STHIOBOIO CIHPTA,
ykasasHOM B myHKTe 1' crathu 14! HacTosmero MejepaabHOro 3aKoHa.»;

I') JOIIOJHUTH IIYHKTOM 13 crienyromero cogepXKaHus:

«13. 'V opranuzanuii, UMEOIIUX JIMIEH3UIO Ha MPOXU3BOACTBO STHIIOBOTO
CTIHMpTa JUIs POU3BOACTBA (hapMalleBTUYECKOW CyOCTaHIMK CIIMPTA STHIOBOTO
(3TaHONa), a TAKXKEe y COMCKATeNel TaKo! JTMLEH3UN OCHOBHOE TEXHOJIOTHYECKOE
06Gopy0BaHHe I MPOM3BOACTBA STUIOBOIO CIIMPTA, yKa3aHHOE B MyHKTe 1'
cratbu 14' Hacrosmero MefepalbHOrO 3aKOHA, JODKHO OBITH COEAUHEHO C
eMKOCTSMH Ui [PUEMKUA OSTWIOBOTO  CIOHpPTa I NPOU3BOJICTBA
¢dapmareBTHUECKOI cyOcTaHIMU crmpTa STUJIOBOTO (aTanoNa)
KOMMYHUKAIHSIMH, OTBEYAIOIINMHU TpeOOBaHUM, YCTaHOBJIEHHBIM
(benepalbHBIM OpPraHOM HCIOJHUTEIBHOM BIACTH, YIOJHOMOYEHHBIM IIO
KOHTPOJIIO U HaI30py B 00NacTH MPOU3BOJCTBA U 000pOTa 3TUJIOBOTO CIIHPTA,
AJIKOTOJIFHOM U CIIMPTOCOAEPIKAIIEH MPOTyKIIIH.

ITepenaya B cTpyKType OpraHU3aLMK NPOU3BEIEHHOTO 3TUJIOBOTO CITUPTA
JUTSL TIPOU3BOJICTBA U3 HEro (apMaleBTUIECKOl CyOCTaHIINU CIIUPTa STHIOBOIO
(3TaHONa) MOIMyCKaeTcsi TOJMBKO II0 KOMMYHMKALMSIM, YKa3aHHBIM B al3zarle
IIEPBOM HACTOSIIEr0 ITyHKTa U OCHAICHHBIM aBTOMATUYECKUMH CPEIICTBAMHU
U3MEpeHHUs U y4yeTa KOHIEHTpauuu U oobeMa 0e3BOJHOrO CIMPTAa B 3TUIOBOM
crupTe, 00beMa STHIIOBOTO CIIUPTA.»;

5) B myHkTe 4 crateu 9:



a) ab3arl mepBsIil mocie cinoB «[locTaBKK STUIIOBOrO CHIUPTay AONOIHUTH
cloBaMH  «(3a HUCKIIOYeHWeM (QapMaleBTHYeCKOH cyOcTaHIMM CchupTa
ATHIIOBOTO (3TAHONA)Y;

0) ab3a1 BTOPOii U3JIOKHUTE B CIEAYIOIIEH peakiiiu:

«IlocTtaBku (hapmareBTHIECKOI CyOCTaHIIUM CIIUPTA STUIOBOTO (3TaHOJA)
OCYILECTBIIIFOTCS TONBKO OpraHU3allisiMH, KOTOpBIEé MMEIOT OJHOBPEMEHHO
JUIEH3MI0 Ha TNPOHM3BOACTBO OJTWJIOBOIO CHHpTa i TPOU3BOJICTBA
dapMalieBTHIeCKON CyOCTaHLIMM CIMPTa STHIOBOIO (3TaHOJIA) U JIMLIEH3UIO Ha
IIPOM3BOJICTBO JICKAPCTBEHHBIX CpeACTB ((apMalieBTHUECKOH cyOcTaHIMU
CIHPTA 3THJIOBOTO (3TaHOJNA).»;

6) B a03ale BTOPOM IIyHKTa 2% crarem 11 cioBo «HUCIIOJIB3YHOTC»
3aMEHUTh CJIOBOM «HCIIONB3YETCS», CJIOBa «d (WIM) OSTUJIOBBIA CIUPT»
UCKIIOYHTD, CIOBO «KOTOPBIX» 3aMEHHUTH CIIOBOM «KOTOpPOI», CIOBa «HIHA B
STHJIOBOM CITUPTE» H CJIOBA UM 3TUJIOBOTO CIIUPTa» UCKIIOYUTE;

7) B nmyHKTe 3 craTbu 14:

a) B ab3alle IepBOM CJI0BA «H JeKJIapUpOBaHUe» UCKIIIOUUTD;

0) a03a1] BTOPOH U3IIOXKUTH B CIIEYIOIIEN peJaKIiu:

«JIuna, ocymecTBIsMIoIHe 3aKylKy W UCIIOIb30BaHue (papMalleBTUIeCKON
CyOCTaHIIMH CITUPTA STHIIOBOTO (3TaHOJA), 00A3aHBI OCYIIECTBIATH yueT 00beMa
ee 3aKyNKM M HCIIOJB30BAaHUA, 32 HCKIIOYEHHEM ITHI], KOTOphIe yKa3aHBI B

MOANYHKTEe 12 myHKTa 2! craten 8 HacTosimero (exepanbHOTO 3aKOHA H



KOTOphIe O00s3aHBl OCYIIECTBIATH JeKIapupoBaHHWEe oO0beMa 3aKyoKH H
UCIONB30BaHMs  (apMalleBTHUECKOl  CyOCTaHIIMM  CIHpPTa  OTHIIOBOTO
(3TaHona).»;

B) B a0zale mecToM clioBa «00 o0BeMe MpOM3BOMACTBA,» 3aMEHHUTH
CIIOBaMH «00 00BeMEY;

8) B cTathe 18:

a) MyHKT 2 TOTIOJIHUTH ab3aleM CIeAYIOLEro CoepKaHus:

«TPOU3BOJICTBO STHIIOBOTO crimpTa VTS TIPOU3BOCTBA
dbapmaneBTHIeCKON CyOCTaHIINY CIIUPTA STHIIOBOTO (3TAaHOJIA).»;

0) IyHKT 4 JOMONHUTH a03aleM CIIEIYIOLIEr0 COIePIKaHuUS:

«JIumeH3uss Ha NPOU3ZBOJACTBO STHIIOBOTO CIUPTA IS IPOHM3BOJICTBA
(dapmaneBTHIECKOU cyOcTaHIH crupTa 3THIIOBOTO (oTaHomNa)
npegycMaTpuBaeT NPaBO OpraHM3allMd Ha IPOU3BOACTBO ITHIIOBOTO CIIMPTA
UCKITFOUUTENHHO B IENIAX UCIONb30BaHUs STHIIOBOTO CIIUPTA IS MPOU3BOJCTBA
9TOH opraHuzanuell (apManeBTUYECKON CyOCTaHIIMM CIIHPTA 3TUIOBOTO
(3TaHONa).»;

9) B cTtathe 19:

a) ab3am mepBBId MyHKTa 1 mocje CIOB «3a MCKIIIOYEHHEM» JIOIOJHUTh
CJIOBaMH «JIMLEH3UMN, BRIJABAEMBIX OpraHU3allisIM Ha TIPOM3BOJICTBO STHIOBOTO
CIHpTa IS MPOU3BOJACTBA (apMaIleBTHUECKON CyOCTaHIMK CIMPTa STHIOBOIO

(3Ta”onNa),»;
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6) HOMOTHHUTE IIYHKTOM 1’ ClIe/[yIOIIero coaep KaHus:

«1”. Jlns momyueHus TMUEH3UM HA TPOU3BOACTBO STHIIOBOTO CIIAPTA IS
MTPOU3BOACTBA (papMaleBTUUECKOW CYOCTaHIIMH CIOHpPTa 3THIOBOro (dTaHOJA)
OpraHu3alpeidl NpPeACTaBISIOTCS B JIMIEH3UPYIOMMH OpraH IJOKYMEHTEHI,
IIpelyCMOTPEeHHbIE ITyHKTOM 1| HacTOAIIedl CcTaThW, a TaKKe cxema
pacroNioXKeHus] W COeJIMHEHWH KOMMYHHMKAIMH, COCHUHSIONIMX OCHOBHOE
TEXHOJIOTHYECKOe O0OpyZOBaHWe [JIs IPOU3BOACTBA HSTHIIOBOrO CIIUPTA,
ykazanHoe B myHkte 1' crateu 14' Hactosmero (demepalbHOTO 3aKOHa, C
eMKOCTSMH ANl IpPUEeMKHd OTHIOBOTO CIHPTa IS TIPOM3BOJICTBA
¢dapMareBTUYECKOM CyOCTaHIIUM CIIPTA STHIOBOTO (3TaHOMNA).

[lepeuenr wuHOpMAIMH, cOAepXKaIIeWCs B CXeMe PpAaCIONOXKEHHI MU
COCMHEHUA KOMMYHHKAIUHA, COEAWHSIONINX OCHOBHOE TEXHOJOTHYECKOE
o0opymoBaHHE M TPOM3BOACTBA STUJIOBOTO CIHPTAa € EMKOCTAMH I
IPUEeMKH OTHIOBOTO CIHPTa JUIS IIPOU3BOJCTBAa  (hapMaleBTHYECKOM
CcyOCTaHIIMM CIHpTa OJTUIOBOTO (3TaHoNa), yTBepXknaeTcs (QeneparbHBIM
OpraHOM HCIIOJNIHUTENFHOU BIACTH, YIIOJTHOMOYEHHBIM 110 KOHTPOJIIO U HAaI30py
B 00JIacTH TPOU3BOACTBA M 00OpOTa STHWJIOBOTO CIHUPTA, AJKOTOJBHOH H
CIHMPTOCOAepKalleil MpoIyKLIHH.

B 3asBneHuH o BhITaue JIMIEH3UU HA IPOU3BOJACTBO ATHJIOBOTO CIIHPTA
NI TPOW3BOACTBA (apMaleBTUYECKOW CyOCTaHLMU CHOHpPTa 3THIOBOTO

(aTaHONa) HapALy ¢ MHGOpMaIel, MpeyCMOTPEHHOM MOAITYHKTOM 1 myHkTa 1



10

HACTOSIIEH CTaTbU, yKa3biBaeTcsl MHGOpMAIS O JIMIEH3UH Ha MPOU3BOACTBO
JIeKapCTBeHHBIX CpeACTB ((apMaleBTHYeCKON CyOCTaHLUU CHHMPTa STHIIOBOTO
(aTaHona), BKIIOYas HOMEp M JaTy BBLAAYM TaKoil NHIleH3Wu. B ciaydae, eciu
uHPOpMALUs O JHUIEH3MH Ha IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB
(papmaneBTHYECKOl CyOCTaHUIMM CHHMpTa ATHIOBOTO (3TaHOJA), BKIIOYAs €e
HOMep W JaTy  BBlAauu, He YKazaHa 3asBUTeNeM, O3Ta HH(OpMaIus
NpeACTAaBIACTCS II0 MEXBEJOMCTBEHHOMY 3aIpoCy JHUIEH3UPYIOIEr0 OpraHa,
HAMpaBIEHHOMY C HCIIONb30BaHUEM EIMHON CHCTEMBI ME)XBEJOMCTBEHHOTO
ANIEKTPOHHOTO B3aUMOJEHCTBUSA, (QelepanbHBIM OPraHOM HCIOJIHHUTEILHOM
BJIACTH, YHOJTHOMOYEHHBIM Ha JHIEH3UPOBaHHE MIPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB JJI1 METULMHCKOTO TPHMEHEHHUSL. ),

B) JOTIOJIHUTE IIYHKTOM 2° ClIe/lyIOIIEero ComepKaHs:

«2*. Jlns NOTydeHHs NUIEH3UH Ha MPOM3BOJCTBO STHIIOBOTO CIIAPTA IS
MPOHU3BOJICTBA (papMaLeBTUIECKOl CyOCTaHIMU CIIUPTa STHIIOBOTO (3TaHOJIA) He
IoITycKaeTcsl TpeboBaTh JOKYMEHTHI, KOTOPhIE HE NpelyCMOTPEHBI MyHKTaMu 1
u 17 HacTosIeH CTaThI.»;

r) ab3al nepBbIi MyHKTa 19 JOMOIHUTH HOBBIM TPETHUM IPEIOKEHHEM
CIIEAYIOIIET0 collepXkaHus: «B NmuIeH3nyu Ha MpPOW3BOACTBO 3THUJIOBOTO CITUPTA
Ui TPOU3BOJACTBA (hapMaleBTHUECKOH CcyOCTaHIIMM CIUpTa 3THUIOBOTO

(sTaHoONa) TaKXKe yKasblBaeTcs WHGOpMalMs O JIMLIEH3UH Ha MPOM3BOIACTBO
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JIEKApCTBEHHBIX CPeICTB ((apMalleBTHYeCKON CYOCTaHIMU CIHMPTa 3THIOBOTO
(3TaHoMNa), BKIItOYAsk HOMEpP | JaTy BBIAYH TaKOU JIUIEH3NH. Y,

10) B cTaTre 20:

a) IOMOIHATE MyHKTOM 1' cliefyrommero comepkaHus:

«1'. Hapsiny co ciyuasMu, YKasaHHBIMH B IIyHKTe | HAcCTOSILEH CTaTb,
JefCcTBUE NUIEH3UH Ha IMPOM3BOJCTBO STHIOBOTO CIIUPTA IS MPOM3BOICTBA
(bapMaLeBTUIECKOM cyOcTaHUIUU CIpTa ATUIJIOBOTO (aTanomna)
MPUOCTAHABIMBAETCS HA CPOK MPUOCTAHOBJICHHS JACHCTBHS JIMIEH3WM Ha
MPOU3BOJICTBO JIEKAPCTBEHHBIX CpPeACTB ((apMaleBTHUYECKOM CyOCTaHIuu
CIIUpTa STUJIIOBOIO (3TaHOJNA), HHPOPMAIUI O KOTOPOH yKa3aHa B JINIIEH3WH Ha
NPOU3BOACTBO STHIOBOTO CHHPTAa U1 HPOHU3BOACTBA (hapMaleBTUUECKOMN
cyOCTaHIMK CIIUPTa 3TUIOBOrO (3TAHONA).»;,

0) ITyHKT 2 IONOMHUTE a03aleM CIEOYIOMETro COIePIKAHMA:

«Hapsny co ciaydasMu, onpeeleHHBIMU ab3alleM MEPBBHIM HACTOSIIETO
IyHKTa, JelcTBUE JMIEH3UM Ha NPOM3BOJCTBO OSTHWJIOBOIO CIHPTA IS
MIPOU3BOJICTBA (papMaleBTU4eCKOl CyOCTaHIMM CIIMPTa 3THIIOBOrO (3TaHOJA)
MIpeKpamaeTcs ¢ JaThl MpeKpalleHus WIN aHHYJTHPOBaHUS HEHCTBHS JTMNEH3INU
Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CpeAcTB ((papManeBTHYeCKOH CyOCTaHIMH
CITHpTa STHIOBOTO (3TaHONa), HHPOpMALIKS O KOTOPOH yKasaHa B JIMIIEH3UU Ha
IIPOU3BOJICTBO STHJIOBOTO CHHUPTa MJIi HPOU3BOICTBA (hapMaleBTHYECKON

CyOCTaHIMH CITUPTA STHIOBOTO (3TAHOJA).»;
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B) ITyHKT 3! JOTIOJHUTE MOAIYHKTaMHU 24 1 25 cIeAyIOUIero CoepIKaHus:

«24) 3aKynka, IIOCTaBKH, IEPEBO3KU 3TUIIOBOTO CITUPTA (32 HCKIIIOUEHUEM
¢dapmaneBTUUECKOM CyOCTaHIIMM CIMPTa 3TUIIOBOTO (3TAHOJIA), POU3BEIEHHOTO
OpraHu3alysIMy, MUMEIONIMMH JHMLEH3UI0 Ha NPOU3BOACTBO 3THUIOBOTO CIIHPTA
Il IPOWU3BOACTBA (papMaleBTUYECKOH CyOCTaHIMHM CIOHpPTa OSTHUJIOBOIO
(3TaHoNa);

25) HecOOTBETCTBHE pAaclONOXKEHUS M COSNUHEHUN KOMMYHMKALMH,
COEUHSIOMUX OCHOBHOE TEXHOJOIHMYECKoe 000pydOBaHUE IS IPOW3BOJCTBA
STUJIOBOTO CIHUPTA, YKa3aHHOE B IYHKTE 1" crarsm 14! HaCTOSILIEro
denepanbHOro 3aKOHA, C €MKOCTAMM IS IPUEMKH STHJIOBOTO CIUpTa IS
POU3BOJICTBA (hapMalleBTUUECKOH CYOCTaHIIMH CIIUPTa STUIOBOTO (9TAHOIA),
CXeMe PacloOJIOKEHHUS U COCAUHEHN KOMMYHUKAIMH, COeTUHSIONINX OCHOBHOE
TEXHOJIOTHYecKoe 00opynoBaHHME JUIsi IIPOM3BOZICTBA OTHJIOBOTO CIIMPTA,
yKa3aHHOE B IIyHKTE 1' crateu 14' macrosmero QenepalbHOTO 3aK0OHA, C
eMKOCTAMHM Ul  IIPUEMKH  OSTHJIOBOIO  CIMpTa JUII  IIPOM3BOJCTBA
(apManeBTHUECKOM CyOCTaHIINK CIIMPTa STHIOBOTO (3TAaHONA), IPECTABICHHOM
B JIMUEH3UPYIOIIHUUN Oprad B COOTBETCTBUU C ITYHKTOM 17 crateu 19 HacTosIIETO
®enepaabHOTO 3aKOHA. »;

11) myektr 1 crateum 25 #AONONHUTH MNOAINYHKTOM 9 cienmyromniero

CoCpKaHmA:
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«9) 3TUIOBBIA CIMPT (32 UCKIIOYEHUEM (papMalieBTUUECKOH CyOCTaHIMM
CHHpPTa 3TWIOBOTO (3TaHONA), MPOM3BEACHHBIM OpPraHM3alMsAMH, HMEIOIMMU
NMULEH3UI0 Ha TPOU3BOACTBO ATWIOBOTO CHUpPTa Ui MPOU3BOACTBA
(apManeBTHUECKON CyOCTaHIMU CIMPTa STHIOBOrO (3TaHOJNA), B CIyYae €ro
3aKyTIKH, TOCTaBOK, IEPEBO30K.»;

12) myskt | craThy 26 TONMOMHATH ab3a11aMu CIIEAYIOIIEro COMEPIKAHMS:

«3aKylKa, MOCTaBKH, MEPEeBO3KH STUIIOBOTO CHHPTa (32 HUCKIOYEHHEM
(apManeBTUYECKOM CyOCTaHIIMM CIMPTa STUIIOBOTO (3TAaHOJIa), TPOU3BEIEHHOIO
OpraHM3alUsAMM, UMEIOIIMMH JIMIEH3HI0 Ha MPOU3BOJCTBO 3THIIOBOIO CIIMPTA
Ul TPOW3BOACTBA (apMaleBTUUEeCKOH CyOCTaHIMH CIUPTa 3ITHIOBOIO
(3Tanona);

IIPOU3BOJCTBO STHJIOBOI'O CIIUPTa OpraHU3aIMel, UMEIONIeH TNIEH3HIO Ha
MIPOU3BOACTBO 3THJIOBOTO CHOHPTA Ui HPOW3BOACTBa (hapMaleBTHYECKOM
CyOCTaHIIMM CHHpTa STWIOBOIO (3TaHOJa), B CIy4ae OTCYTCTBHA Yy TaKOM
OpraHM3alli¥ JIMLEH3MHM Ha IPOM3BOJCTBO  JIEKAPCTBEHHBIX  CPENCTB
(papmanieBTHUECKOM CyOCTaHIIMM cOUpTa STWIOBOTO (3TaHoNa) JmbO
IIPHOCTAHOBIICHUS ee JeHCTBHS,

MPOU3BOJICTBO STUIOBOTO CITUPTA JUIS IPOU3BOJICTBA (papMalleBTHIECKOM
CyOCTaHIIMM CHHMpTa STWIOBOrO (3TaHONA) C HUCIOJIb30BAHHEM OCHOBHOI'O
TEXHOJIOTUYECKOr0 00O0pYyIOBaHUS JJsl IIPOU3BOJACTBA DSTUJIOBOTO CIIHPTA,

1
yKa3aHHOTO B ITyHKTe 1 cTaThu 14! HacrosAmero ®eepaabHOro 3aKOHA M HE
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COCIMHEHHOT0 KOMMYHMKALMSMU C €MKOCTIMHU I IPUEMKH ODTHJIOBOIO
CTIMpTa ISl IIPOU3BO/ICTBA (papMalleBTUUECKOH CYOCTaHIIMHM CIIHPTa 3THUJIOBOIO
(oraHona) MO0 COEOWHEHHOIO KOMMYHHUKAIMSIMH, HE COOTBETCTBYIOIIUMU
TpeOOBaHUSAM, YCTAaHOBJIEHHBIM (eJepaTbHEIM OPTraHOM MCIIOJHUTENBHON
BJIACTH, YIIOJITHOMOYEHHBIM 110 KOHTPOJIIO U Ha/A30py B 00J1acTU MPOU3BOICTBA U
000pOTa 3TUIIOBOrO CIIUPTA, ATKOTONBHOW M CITUPTOCOAEpIKAIIeH POIyKIUH, 1
(M) cxXeMme pPAacIONIOKEHUS W COeIMHEHWH KOMMYHHUKaIWi, COeIUHSIOIINX
OCHOBHOE TEXHOJIOTHYEeCcKoe OO0OpyIoBaHWE MJIi IPOW3BOACTBA OTHJIOBOIO
CIIUPTA, YKa3aHHOE B IIyHKTE 1' crarpu 14" HacTosmero ®enepalbHOTO 3aKOHA,
C eMKOCTAMM Uil [pPHUEeMKM STUJIOBOIO CHOUPTa [JI [POW3BOACTBA
(dapMareBTHIEeCKOH CyOCTaHIIMM CIMPTA ITIIIOBOTO (3TaHOMA), IPEACTaBICHHOM
B JINLEH3HUPYIOIIHH OPraH B COOTBETCTBUY ¢ myHKTOM 1’ cTaThu 19 HacTosmero
@eepallbHOTO 3aKOHA,

BblJaya JIMLEH3WW Ha IPOM3BOACTBO JTHJIOBOIO  CHOUpTA IS
IIPOHM3BOJICTBA (apMalleBTUYECKOH CyOCTaHIIMM CIMPTa 3THUJIOBOTO (STaHOJA)
OpraHM3alfy, UMeromel TUIEH3UI0 Ha IIPOM3BOJICTBO, XPaHEHHWE W IMOCTaBKH
MPOM3BEICHHOT0 3TUIIOBOTO CIIUPTA,

BblJlaya JIMIEH3MM Ha IPOU3BOJCTBO, XpaHEHWE M  IIOCTaBKU
IPOU3BEICHHOTO STUJIOBOIO CHMpTA OpraHU3alyy, MMEIOIIed JUUEH3UIO0 Ha
IIPOW3BOJICTBO ATHJIOBOTO CIApPTa AJi1 IPOU3BOACTBA (PapMalleBTHUECKOH

CyOCTaHIIMH CITUPTa 3TUIIOBOTO (3TaHONA);
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UCIIOJB30BaHUE OCHOBHOI'O TEXHOJOTHYECKOr0 OOOpYMOBaHHUA IS
IIPOM3BOJCTBA STHJIOBOrO CIMPTA, yKasaHHOro B myHkte 1' crateum 14!
HacTosulero PdelepanbHOro 3aKoHa, AJAA IMPOU3BOJICTBA (hapMalleBTHYECKOM
CyOCTaHIIMM COHUPTa STHIOBOrO (3TaHona), W (WIKM) CHHPTOCOAEPKAIIUX
JIeKapCTBEHHBIX CPEJICTB, U (M) CIIUPTOCOAEPIKAIINX METUIIUHCKUX U3 IETIHIA;

WCITIOJIb30BaHUE STUJIOBOT'O CriupTa s IIPOM3BO/ICTBA
(dapmaneBTHIECKON CyOCTaHIMK CIUPTa STUJIOBOTO (3TaHoJ1a), POU3BEAEHHOTO
IPYTUMH OpTaHU3aLUSIMU.».

Cratbs 2

Buectu B @®enepanbHblii 3akoH oT 12 ampens 2010 roga Ne 61-®3
«O0 obpamenuu JiekapcTBEeHHBIX cpeacTtB» (CoOpanue 3aKOHOIATENHCTBA
Poccniickoit ®enepanun, 2010, Ne 16, ct. 1815; 2011, Ne 50, ct. 7351; 2012,
Ne 26, c1. 3446; 2014, Ne 43, ct. 5797; Ne 52, ct. 7540; 2015, Ne 51, cr. 7245;
2016, Ne 27, ct. 4194; 2017, Ne 31, cr. 4827; 2018, Ne 53, ct. 8437; 2019,
Ne 30, c1. 4142; Ne 31, cT. 4456) cnenyronie n3MeHEHHS :

1) cTaThio 8 JOMOIHUTH YacThIO 4 CIIEAYIOUIETO CONepP KaHM:

«4. JluueHsus Ha  TPOM3BOACTBO  JIEKAPCTBEHHBIX  CPEICTB
(papmanieBTHUECKOH CyOCTaHLMU CIUpPTA THIOBOTO (3TAHONA) BBIAAETCS IIPH
VCIIOBHM HaJIM4HMS Y OpraHM3alliM Ha NpaBe COOCTBEHHOCTH, XO3AHCTBEHHOIO
BEeJIeHUS MM OINEpPaTUBHOIO YIPABIECHUS OCHOBHOIO TEXHOJIOTHYECKOIO

06opy)10BaHm[ IUIA TIPOU3BOACTBA 3TUJIOBOI'O CIIUPTA, 3aperUCTPHPOBAHHOIO B
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COOTBETCTBUH CO CTaTheil 14! DenepanbHOro 3akoHa ot 22 HosO0psa 1995 rona
Ne 171-®@3 «O rocynapCTBEHHOM peryiIMpOBaHUMM IPOU3BOJACTBA M 0bOopoTa
3THJIOBOTO CIIMPTa, AJIKOTOJBHOH M CHHPTOCOJAEpKAIleld NPOAYKIIMA W 00
OrpaHWYeHUN NOTpeOIeHus (PaCINTHA) aIKOTOJIBHOM MPOAYKIIHEY.);

2) TOTIONIHUTD CTaThel 8! CIEAYIOIIETO COAepKaHMUS:

«Crarps 8'. Oco0ennocTH JIMIEeH3HPOBAHHA NPOU3BOACTBA
JIEKapCTBEHHbBIX cpeacTs (papmaneBTHYECKOI
cyOCTaHIMH CIUPTA 3THJIOBOTO (3TAH0J1a)

1. JleficTBMe IHUUEH3MU Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB
(dpapmarneBTHUECKOR cyOcTaHIu CIIupTa 3TUJIOBOTO (aTaHOMNA)
IIPUOCTaHABIMBAeTC] B 4YacTU IpaBa Ha IPOM3BOJACTBO (hapMaleBTHYECKOM
cyOCTaHIIMM CIUpTa 3TUIOBOTO (3TaHONA) JUIECH3UPYIONUM OpPraHOM B
Cllyqasix, onpeneneHHbIX cratbeil 20 @enepansHoro 3akoHa oT 4 Mas 2011 roxa
Ne 99-@3 «O nuueH3UpOBaHUH OTIAENBHBIX BUIOB JACATEILHOCTHY», a TaKXKe Ha
CPOK TpPUOCTAHOBIECHUS JEHCTBHs JHLEH3UWM Ha IPOU3BOACTBO OSTHIIOBOTO
CIHpPTa I MPOU3BOJCTBA (hapMalleBTUUECKOH CyOCTaHIUU CIHMPTa STHIOBOTO
(3TaHoONa), BEIIAHHOM B COOTBETCTBUM ¢ DeleparbHBIM 3aKOHOM OT 22 HOSOps
1995 roma Ne 171-®@3 «O rocynapCTBEHHOM peTyJIHPOBAHHU NMPOU3BOACTBA U
000pOTa 3TUIIOBOrO CIUPTA, AJIKOTOIBHON M CIUPTOCOAEpIKAIIeH NPOAYKIMHA 1
00 orpaHu4yeHUn NOTpedIeHU (PacUTHs) aTKOTOIEHOU ITPOIYKIIHHD.

2. ﬂeﬁCTBHe JULIEH3UHU Ha IIPOMU3BOACTBO JICKAPCTBEHHBIX CPCIACTB

(papmareBTHUECKOI CyOCTaHLIMM CIIMPTa STHIIOBOTO (3TaHOJA) B YacTH IIpaBa
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Ha MPOU3BOJICTBO (hapMalleBTUIEeCKON CyOCTaHIINK CITUPTa 3TUIOBOTO (3TaHOA)
MpeKpalaeTcss JULIEH3UPYIOUUM OpraHOM B CIyYaix, OIpPeIeIeHHBIX
cratbeit 20 dDepepanpHOoro 3akona ot 4 wMas 2011 roma Ne 99-®3
«O IHLEH3UpPOBaHUM OTHENBHBIX BHJIOB ICSATEIBHOCTH», a TaKXe C JaThl
IpPEeKpaIleHus] WIM AaHHYJUPOBaHMUS JAEHCTBHS JIMLEH3UHM HA IPOU3BOICTBO
3TUIIOBOTO CIMPTa IJIs MPOU3BOJCTBA (hapMaleBTUYeCKOM CyOCTaHIMK CIMpTa
STHJIOBOTO (3TaHONA), BEIAAHHON B COOTBETCTBUM ¢ DelepaabHBIM 3aKOHOM OT
22 Hosbps 1995 roma Ne 171-®3 «O rocyzapCTBEHHOM peTyIHPOBAHHH
IpPOM3BOJACTBA U 00OpoTa  OTHJIOBOTO  CIUPTA,  AJIKOTOJBHOH U
CIMPTOCOAEpKallled MPOAYKIUY U 00 OrpaHUYEHWH MOTpebsieHus (PaCIuTHs)
AJIKOTOJIEHOU TTPOIYKIIHID.»;

3) B cTaThe 45:

a) 4acTb 4 [ONOJHUTH MPEATIOKEHUEM CIEAYIOUWEro COAEPIKaHHUS:
«B cimyyae HEOOXOIMMOCTH HCIIONB30BAHUS ATHIJIOBOTO CIIMPTA, B TOM YHCJIE
¢dapMmaneBTHUECKO)t  CyOCTaHIMM  CIUpTa STWIOBOrO  (3TaHOMA), IIpH
IPOU3BOJACTBE JICKAPCTBEHHBIX CPEICTB B KadecTBe IeHCTBYIOLIETO W (MJIH)
BCIIOMOTaTEeNFHOIO0 BEIlECTBA, @ TAKXKE€ B HHBIX TEXHOJOTMYECKHX IENIX
JIOJDKHA OBITH HCIOJIB30BaHa TONBKO (apMalleBTHUYecKas CyOCTaHIUS CIHpTa
STHJIOBOTO (3TAHOM).»;

6) B wacTi 4° ClOBa «H IEKIAPUPOBAHHE» HCKIIOYHTH, NOIOIHUTE

NIpeAJIOKEHUEM clieayroero cogepxxanus: «IIpouzBoacTBo papmanieBTHIECKOM
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CyOCTaHIIMM CTIMPTa 3TUJIOBOrO (3TaHONA) IOMyCKaeTcs TOJNBKO OpraHu3aluei,
OCYIIECTBIISIONIEH MMPOW3BOACTBO PEKTU(PUKOBAHHOTO STHIIOBOIO CIHPTa H3
ITHIIEBOTO CHIPhS HA OCHOBAHHH JTUIICH3UH HA MPOM3BOACTBO STHIOBOTO CIIMPTA
IUI  TPOHW3BOJACTBA (hapMaleBTUUECKOH CyOCTaHIIMM CIUPTa STHIOBOTO
(3TaHONA) B COOTBETCTBUMM ¢ TpebOoBanusamMu DenmepalibHOro 3aKoHa
ot 22 HosOpst 1995 roma Ne 171-®@3 «O rocynapcTBEHHOM peryJIHpOBaHUH
MPOU3BOACTBA W 00OpOTa  STWIOBOTO  CHHMpPTa,  ANKOTOJBHOH U
CHUpTOCOAepIKaIleld MPOAYKUHH U 00 orpaHMYeHHH NOTpeOieHus (pacluTHs)
aJIKOTOJIbHOM NPONYKIMMU», METOJOM pa3BElleHUs BOJOW OYMIEHHOHM TaKoro
STHJIOBOTO CIAPTa, TPOU3BEJEHHOIO MJaHHON opraHu3anded 10 MecTy
OCYIIECTBJIEHUS MPOW3BOACTBA (papMalleBTUYECKOH CyOCTaHIMM CIHpTa
BTHJIOBOTO (3TAHOJIA).»;

B) B UacTH 5:

IYHKT 5 IpU3HATh YTPATUBIINM CHIY;

JOTIOJIHUTH ITyHKTaMu 6 U 7 CIEeAyIOIIEro CoAep>KaHus:

«6) CIUPTOCOIEPXXAlIMX JIEKAPCTBEHHBIX IpEnaparoB IO MECTY
OCYIIECTBIICHUSI IPOU3BOJACTBA (hapMalleBTHUECKOW CyOCTaHIUM CIAPTa
STHJIOBOro (dTaHona) M (WiIM) IO MECTy OCYIIECTBICHHS IPOW3BOJICTBA
STHJIOBOTO CIIMPTA;

7) papmaneBTUyeckoil cyGCcTaHIIMM CITUPTa STHIOBOTO (dTaHOMNA) U (WIIN)

CITUPTOCOAEPIKAIIIX JIeKapCTBEHHBIX npenapaToB Ha OCHOBHOM
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TEXHOJIOTHYECKOM 000pyZOBaHUU [UIsl IIPOM3BOJICTBA OTHIJIOBOIO CITHPTA,
ykasaHHOM B myHkTe 1' crateu 14' ®degepansroro 3akona ot 22 HOs10pst 1995
roga Ne 171-®3 «O rocyapCTBEHHOM peryJIUpOBaHHHM HPOU3BOJACTBA H
000poTa STUIOBOIO CIUPTA, AIKOTOJIBHOM M CIUPTOCOAEpKAIEH TPOIYKIUH 1
006 orpaHuyueHUH NOTPeOIeHNs (PacIUTH) ATKOTOBHOM MPOAYKIIAN.»;

r) B 4yacTu 9 cioBa «B IyHKTax 2 - 6» 3aMEHUTh CJIOBaMH
«B TIyHKTax 3 - 5»;

1) mononHUTh yactsamu 10 u 11 ciegyromero conepxanus:

«10. Peammzamus (mepenaua B YCTAaHOBIEHHOM 3aKOHOJATEILCTBOM
Poccuiickoit @enepanuu mopsake) ¢apMalneBTHISCKON CYOCTaHIIMH CIHPTa
STHJIOBOTO (3TaHOJNA) OpPraHU3alUsAIM ONTOBOW TOPrOBIH JIEKAPCTBEHHBIMH
CpelcTBaMH He JJOMyCKaeTCs.

11. IlepeBo3ku ¢apMaleBTUIECKONH CYOCTaHI[MM CIUPTa OSTHIOBOIO
(3TaHONa) OCYIIECTBISIOTCS C COOJIOfeHUEM TpeOOBaHUM, YCTaHOBJIEHHBIX
ab3arieM 4YeTBepTBIM IyHKTa 3 cTatbl 9 DepepanbHOro 3akoHa OT
22 wosbps 1995 roma Ne 171-@3 «O rocynapCTBEHHOM peryIHpOBaHHH
IPOU3BOACTBA HM  00OpOoTa  3TWIOBOIO  CIOMPTA,  AJKOTOJBHOW H
CIHPTOCOJIEpXKAIIEH MPOAYKIIMU U 00 OrpaHMYEHHH NOTpeOlieHus (pacHuTHs)
AIKOTOIBHOM TIPOIYKLIAM».»;

4) B ctathe 53:



20

a) ab3ary mepBbId uyacTH 1 JOTMOJTHUTH CIOBaMHU «(3a HCKIIOYEHUEM
(bapMaleBTHIECKOH CyOCTaHITUH CITUPTa 3TUIIOBOTO (3TAHOJIA)Y;

6) 4acTh 2 U3JI0XKUTH B CIIeyIONIel peaaKIihu:

«2. OpraHuszanMy ONTOBON TOPIrOBIM JIEKAPCTBEHHBIMU CPEINCTBAMU HE
BIIpaBe OCYIIECTBIIATH mponaxy  (mepemady B yCTaHOBJIEHHOM
3akoHoAaTelnbcTBOM Poccuiickoit ®enepanuy nopsjke) ¢apMareBTUIECKOM
CYOCTaHIMH CITUPTA STUIOBOTO (3TAHOJA).».

Cratpbn 3

Crateto 1 ®epepanbHoro 3akoHa ot 4 wmas 2011 rom;a
Ne 99-03 «O nuueH3MpOBaHUU OTAENBHBIX BHUIOR nesTenbHocTH» (CobOpaHue
3akoHogarenbcTBa Poccuiickoit ®enepamuu, 2011, Ne 19, ct. 2716; Ne 48,
cT. 6728; 2013, Ne 27, ct. 3477, 2014, Ne 30, cT. 4256; Ne 42, cr. 5615; 2015,
No 1, cr. 11, 72; Ne 27, c1. 3951; Ne 29, ct. 4339, 4342; 2016, Ne 1, ct. 50; 2017,

No 31, cr. 4765; 2018, Ne 1, ct. 35; Ne 45, ct. 6841; 2019, Ne 16, ct. 1817;

Z

30, ct. 4142; Ne 31, ct. 4457) NONOIHUTH YacTHIO 4! CIIeIYIOIIEro
COJIePKAHUS:

«4'. OcoGennoctu JVUEH3UPOBaHUS MPOU3ZBOACTBA JIEKAPCTBEHHBIX
CPeICTB B 4YacTW IIPHUOCTAHOBJICHUS MIM IIPEKpallleHUs IEWCTBUS JIULCH3UH

MOT'YT YCTaHaBIMBATHCS (eiepanibHBIM 3aKOHOM. .
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Cratbn 4

Buectu B crareto 38 ®enepanbHoro 3akoHa ot 21 Hos6ps 2011 roxa
Ne 323-®3 «0O06 ocHOBax OXpaHBl 3JO0POBBA TpaxmaH B Poccuiickoii
®enepanun» (Cobpanue 3akoHomarenbcTBa Poccuiickoit ®enepanuu, 2011,
No 48, ct. 6724; 2013, Ne 48, cT. 6165; 2015, Ne 1, ct1. 85; Ne 27, ct. 3951; 2017,
Ne 31, cT. 4765) cnegyromue U3MeHEHUS:

1) yacTe 15 HOMONHUTE MyHKTaMHU 3 U 4 CIEIYIOUIETO COAEPIKAHMS:

«3) MEIUIUHCKUX W3IENUH, colepXalllkX STUJIOBBIA CIMPT, MO MECTY
OCYIIECTBICHUS IPOM3BOICTBA (hapMalleBTUUECKOH CyOCTaHIMH CIIHpPTA
STHJIOBOTO (3TaHONA) W (MIM) IO MeECTY OCYIIECTBJIEHHS IPOU3BOICTBA
3TUJIOBOTO CITHUPTA;

4) MeTUIMHCKUX H3JENUI, COAep KallluX TUIOBBIH CIHPT, HA OCHOBHOM
TEXHOJIOTHYECKOM OOOpYIOBaHMM Ui IIPOM3BOJCTBA JTHJIOBOTO CIHPTA,
yKa3aHHOM B  IIyHKTE 1' cratsm 14! @enepanbHOro 3akoHa  OT
22 wost6ps 1995 roma Ne 171-®3 «O rocynapCTBEHHOM peryIMpPOBAHHUU
MpPOU3BOACTBA M 00OpOTa  JTUIOBOTO  CHHUPTa,  AJKOTOJABHOM M
CIHPTOCOepXKalIed MPOXyKIMU U 00 OrpaHUYeHVH NOTpeONeHMs (pacHUTHs)
AJTKOTOJIBHON TPOIYKLIUI.»;

2) TOTIOJIHUTH YaCThIO 15! CJIEYIOIIETO COACPIKAHMA:

«15'. B cayuae HeOGXOIMMOCTH MCIIOJIB30BAHHS STHIOBOTO CIIUpTa, B

TOM YHCJe (papMalleBTHYECKOl cyOCTaHIMU CIIUPTa 3TUIOBOTO (3TaHOJA), TIPH
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MIPOU3BOJCTBE MEIMIMHCKUX W3JENHM, COAEpXKalMX OTWIOBBIA CIUPT, B
KadecTBe MeWCTBYIOMEro W (WMIK) BCIIOMOTaTeNbHOTO BEIIEeCTBa, a TakXke B
WHBIX TEXHOJIOTHYECKHX MeNiiX JOKHa OBITh HCIOJIB30BaHA TOJIBKO
dapmaleBTHUECKas CyOCTaHLIUS CIIMPTA STUIOBOIO (3TAHOI).».

Cratbs 5

1. Hacrosmumii PenepanbHblidi 3aKOH BCTYMAaeT B CHJIy IO HMCTEYCHHH
OJTHOTO rojia mocie JAHA ero OQHUIMAIBFHOr0 OIyOIMKOBAHMS, 32 UCKITIOUEHUEM
MIOJIOXKEHUM, Il KOTOPBIX HACTOALIEH CTAThell YCTAaHOBJIEHBI MHBIE CPOKH
BCTYIUICHUS UX B CHUITY.

2. Ilynxkr 3 crareu | Hacrosimero MenepanbHOrO 3aKOHA BCTYIIAE€T B CUITY
co JTHS 0QHUUIHATBEHOTO OIMyOJIMKoBaHusA HacTosmiero denepaasHOTo 3aK0HA.

3. IlognyHKT «r» myHKTa 4, myHKTH 8 - 11, ab3ambl BTOpoO# - mecToi
myHkra 12 crateu 1 Hactosmero @enepalbHOr0 3aKOHA BCTYMAOT B CHIY IO
HUCTEYCHHH JeBSHOCTa JHeH mnocie JOHA OQUIHUATBEHOTO OIyOJIMKOBAaHHA
Hactogamero dexepalbHOrO 3aKOHA.

4. Jluua, nMeroInUe Ha JIeHb OQUIIHAIFHOTO OIyOJIWKOBaHUS HACTOSIIETO
®enepanbHOTO 3aKOHA JIMLEH3UIO HAa MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB
(papmaneBTHYECKOM CyOCTaHIIMM CIIMPTa 3TUJIIOBOTO (3TaHOJA), B MEPHOMA CO
IHS BCTYIUIGHHUSI B CHIy CTPYKTYpHBIX eOuHHIL Hacrtosmero denepaibHOro
3aKOHa, YKa3aHHBIX B 4aCTH 3 HACTOAIUEH CTAaThU, U JO UCTEUEHUS OJHOTO ToJia

co OHS OGUIUMANBHOTO OIyONMUKOBaHUS HacTosimero demepalbHOro 3aKoHa
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00s13aHBl TIOTyYWUTh JIMIEH3HIO Ha IPOU3BOACTBO JTHIOBOIO CIHpTA IS
IPOU3BOACTBA (PapMaleBTHYECKON CyOCTAHIIMU CITUPTa STHIIOBOIO (ITAHOJA) B
coorBeTrcTBUU ¢ DefepallbHBIM  3aKOHOM OT 22 HosOps 1995 rogxa
Ne 171-03 «O rocymapCTBEHHOM pEryJlUpOBaHUM IIPOU3BOJACTBA M 00OpOTA
3THUJIOBOIO CHHUPTA, AIKOTOJIBHOH U CHHPTOCOAEpXKAaIled MNpOAyKUHH H 00
OTpaHUYEeHUU NOTPeOIeHNUs (PaCIUTHA) ANKOTOJIBHON TIPOIYKIHI.

5. B cnydae OTCyTCTBHSL 110 WCTEYEHHH OJHOTO ToJa CO JHS
odunuaneHoro omyOiMKoBaHMS HacTtosmero @enepajbHOrO 3aKOHA Y
YKa3aHHBIX B 4YacTH 4 HACTOAINEH CTAaThU JIUI JMLEH3WH Ha MPOU3BOICTBO
3TUIIOBOTO CIHMPTA Ul IMPOU3BOACTBA (hapMalleBTHYECKON CyOCTaHIMK CIIHUpTA
3THIOBOro (3TaHoja), BBIIAHHOH B COOTBETCTBHU ¢ DefepanbHBIM 3aKOHOM
oT 22 Hosbps 1995 roga Ne 171-®3 «O rocynapCTBEHHOM peryJIHpPOBaHUU
OpOM3BOJACTBA U 00OpoTa  BTHIIOBOTO  CIHMPTA,  AJIKOTOJNLHOM U
CIUPTOCOAEpIKalleH IIPOAYKLUMU U 00 OrpaHMYEHUU NOTpeOneHus (pacruTs)
alIKOTONIPHOM MNPOMYKUMH», JIMLEH3US Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX
cpeAcTB ((apMaleBTHYECKOH CyOCTaHIIMM CIIMPTa OTHJIOBOrO (3TaHOIa)
CUUTAETCsI IPEKPAIEHHON B YaCTH IIpaBa Ha MPOU3BOJICTBO (hapMarieBTHYECKOM
CyOCTaHLIMM CIIUpPTa STUIOBOrO (3TaHOJA) CO IHSA, CIEAYIOILEro 3a IHEM
UCTEUYEHHs OHOI0 rojia co JHS OQHUIMANIBHOTO OIyOJMKOBAaHUS HACTOSAIIETO

(I)ezxepanbﬂoro 3aKOHa.
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6. JIuua, uMeromue Ha JieHb OQUIIMATIBLHOTO OITyOJIUKOBaHHS HACTOSIIETO
@OenepanbHOrO 3aKOHA JHIEH3UIO Ha IPOM3BOACTBO, XPAaHEHHWE M ITOCTABKH
IPOM3BEACHHOIO 3THJIOBOTO CIHUpPTa M JIMLEH3UWI0 Ha HPOM3BOICTBO
JEeKapCTBEHHBIX CpeAcTB ((apMaleBTHUECKOH CyOCTaHLMM CIHpPTa 3THUIOBOIO
(3TaHoNa), B MEPUOJ CO JHSA BCTYIUICHUS B CHIIy CTPYKTYPHBIX €IHHHII
Hacrosuero OenepanbHOro 3aK0HA, YKa3aHHBIX B 9aCTH 3 HACTOMAIIEH CTAaThH, U
II0 UCTEYEeHHS OJHOIO rojia co THSA OPUIMATBEHOTO OITyOJIMKOBAaHUSA HACTOAIIETO
@enepanbHOr0 3aKOHa BIIpaBe INEpPeoOpPMUTH JHIEH3UI0 Ha TMPOHU3BOICTBO,
XpaHeHHe U IOCTaBKU MPOU3BEACHHOTO JTHJIOBOTO CITUPTA Ha JIMIEH3HMIO HA
IPOU3BOACTBO OJTUIOBOTO CHOHUpPTa Ui IPOU3BOACTBA (hapMalleBTHIECKOM
CyOCTaHIIMM CIHMPTA STHIIOBOrO (3TAHONA) MPH YCIOBUH IPEIOCTABIECHHS B
JIUUEH3UPYIOIUUN OpraH CXeMBbI PaclOOKEHUS U COCAUHEHUH KOMMYHHUKAIIHH,
COEIMHAIOIMX OCHOBHOE TEXHOJIOTHUECKOe 00OpyJOBaHME JJsl MPOWU3BOJACTBA
STHIIOBOrO CIIMPTA, yKa3aHHoe B myHKTe 1' crarm 14' ®emepansHoro 3axona
oT 22 Hos0psa 1995 roma Ne 171-®3 «O rocynapcTBEHHOM peryIHpOBAHHU
MPOU3BOJACTBA W  000pOTa  STHWIOBOTO  CHUpPTa,  AJKOTOJNLHOM U
CIIMPTOCOIepIKallell MPOXYKUUU U 00 OrpaHMYeHUH NOTpeOJieHus (pacIHuTHs)
AJIKOTONBHOM NMPOAYKLUHU», C EMKOCTAMH JUIS IPHUEMKH 3THIIOBOTO CIIUPTA IS
IIPOM3BOJICTBA (papMalleBTHYECKON CyOCTaHIMM CIMPTa STHJIOBOTO (3TaHOJA).
B 3asBneHuu o mnepeoOpMIICHHWH JHMIEH3WM YyKa3bIBaeTcs HWH(OpMaIHsd o

JUIEH3UH Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((hapMaleBTHUECKOM
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Cy6CTaHHI/II/I CIIMpTa ISTHUIIOBOI'O (STaHOJIa), BKJIIOYasd HOMEP W JaTy BbhIIa4H

TaKoOM JIMLIEH3UH.

B.IlyTtun

Mocksa, Kpemnb
27 nexabps 2019 roga
Ne 481-D3



