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Buectu B ®emepanbHblil 3aKOH OT 22 HOSI6ps 1995 roga N 171-d3 "O
rocy/IapCTBEHHOM peryJIrpoBaHMY ITPOM3BOACTBA M 000pOTa STUIOBOTO
CIIMPTA, aJIKOTOJIBHOM ¥ CIIMPTOCOAe KAl IPOAYKIIUMA U 00
OTpaHMYEHUM TOTPebIeHNS (PACTIUTHS) AJIKOTOIbHOM MTPOAYKIMMU" (B
penaxkiiuy OenepanbHOrO 3aK0oHA OT 7 stHBaps 1999 roma N 18-03)
(Cobpanmue 3akoHOmaTenbcTBa Poccuiickoit @emepanym, 1995, N 48, cT.
4553; 1999, N 2, cT. 245; 2001, N 53, cT. 5022; 2002, N 30, cT. 3026, 3033;
2004, N 45, c1. 4377; 2005, N 30, cT. 3113; 2006, N 1, cT. 20; 2007, N 1, cT.
11; N 31, cT. 3994; N 49, cT. 6063; 2008, N 30, cT. 3616; 2009, N 1, cT. 21; N
52, ct. 6450; 2010, N 15, cT. 1737; N 31, cT. 4196; 2011, N 27, cT. 3880; N 30,
cT. 4566; 2012, N 26, cT. 3446; N 27, cT. 3589; N 31, cT. 4322; N 53, cT. 7584,
7611; 2013, N 30, ct. 4065; 2015, N 1, cT1. 43, 47; N 27, cT. 3973; 2016, N 26,
cT. 3871; N 27, cT. 4193,4194; 2017, N 31, cT. 4827; 2018, N 1, cT. 17; N 31,
cT. 4861; N 32, cT. 5082; N 49, cT. 7520; N 53, cT. 8486; 2019, N 30, cT. 4132)
caenyniye N3MeHeH S :

1) B ab63alie 4eTBepTOM ITyHKTA 3 CTaThy 1 CJI0BA "STUIIOBBIN CIUPT"
3aMEHUTh CJI0BaMu "(hapmalieBTUUECKYI0 CYOCTAHIMIO CIIMPTa STUJIOBOTO
(3Ta”on)";

2) B cTaTbe 2:

a) MOAITYHKT 2.1 U3JIOKUTH B CAeIYIONIel pegaKiun:



"2.1) hbapManieBTHMUECKaAS CyOCTAHIMS CIIMPTA STUIOBOTO (3TAHOJ) -
dbapmarnieBTHMYECKAsI CyOCTaHLMS U (MJIM) BCIIOMOTaTe/IbHOE BeleCTBO,
cozepykaliue 3TUIOBbIN CUPT U OTIpefie/IeHHbIe B COOTBETCTBUM C
®enepanbHbIM 3aKOHOM OT 12 ampens 2010 roga N 61-®3 "O6 obpalneHnn

non

JIeKapCTBEHHbIX CPeCTB";";
0) B MOAITYHKTE 3.2 CJI0BA "MJIM STUJIOBBIN CIIUPT" UCKITIOUMUTD;
3) B cTaThe 5:

a) IOTIOJIHUTh HOBBIM ab3alleM IBajllaTh CeAbMbIM CJIeIYIOIIETr0
coep>KaHus:

"ycTaHOBJIeHME TPeOOoBaHM K KOMMYHMUKALIMSIM, COeIMHSIONIMM OCHOBHOE
TEeXHOJIOTMYeCKOoe 000pyIoBaHMe /IS IPOM3BO/ICTBA STUIOBOTO CIIMUPTA,
yKa3aHHoe B IyHKTe 1.1 cratbu 14.1 HacTosgero denepanbHOro 3aK0Ha, C
€MKOCTSIMU [ IIPUeMKU STUIOBOTr'O CIMPTA [JIs1 IPOU3BOACTBA
dbapMmaleBTHMUeCKOi CyOCTaHLIMM CIIMPTA STUI0BOrO (3TaHOIA);";

0) ab3aIl IBaalaTh CEAbMOI CUMTATDh a03alleM IBalaTh BOCbMbIM,;
4) B cTaTbe 8:
a) B MyHKTe 2:

ab3alibl IBALIATHIN U IBAAIATh ITEPBBI U3JIOKUTH B CJIeAYIOII el
penaKkiuun:

"EMKOCTM [i7151 TpyeMKy hapMaleBTUIeCcKoi Cy6CcTaHIMy CIIUpTa
STUJIOBOTO (3TaHOJIAa) Y OpraHU3aLuit U MUHAUBUIYATbHbIX
NpeIpyuHUMAaTeIeN, MCIIoNb3YIoNMX (apMaleBTUUeCKYI0 CyOCTaHIINIO
CIMPTa 3TWIOBOTO (3TAHOJI) IJ151 TPOM3BOCTBA U (MJIM) U3TOTOBIEHUS
CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITpernapaToB U (MJIN)
CIMPTOCOEPKAIINX MeIUIIMHCKUX U3eNNii, a TAKKe B Mpoliecce
MPOM3BOJICTBA U (M/IM) U3TOTOBIEHMS APYTUX JIeKAPCTBEHHBIX CPEICTB U
(M) MeIUITMHCKUX U3IeJINA, JOJKHBI ObITh OCHAIEHbI aBTOMATUYECKUMMU
CpeacTBaMM M3MEPEHMs U yueTa KOHI[eHTpaluuu 1 o6bemMa 6e3BOTHOTO
cnupTa B (papMalieBTMUeCKO CyOCTaHI[MM CIMPTA 3TUIOBOTO (3TAHOJeE),
obbeMa apmalleBTUIECKOM CyOCTaHIIMM CIIMPTA STUJIIOBOTO (3TAaHOJIA).

[IporpaMmMHoO-amnmapaTHble CpeicTBa OpraHM3alit ¥ MHAMBUIYaTbHBIX
NpeaIpuHUMAaTesIei, MCIOAb3YIoNMX hapMaleBTUIECKYI0 CyOCTaHIINMIO



CIIMPTa 3TUJIOBOTO (ITAHOJI) IJIs1 TIPOM3BOJICTBA U (MJTM) M3TOTOBIEHUS
CIIMPTOCOAEPKAIINX JIEKAaPCTBEHHBIX MPEIapaToB U (MUJK)
CIMPTOCOAEPSKALIUX MeIUIIMHCKUX U3MENNiA, a TAKKe B IIpoliecce
IIPOV3BOJICTBA U (WJIM) M3TOTOBJIEHUS APYTUX JIEKAPCTBEHHBIX CPEJICTB U
(M) MeIUITMHCKUX U3IeNuii, JOJKHBI 06ecrieunBaTh IIpUeM U riepegavy
mHbopMaImu, MoaydeHHO C UCIOIb30BaHMEM aBTOMATUYECKMUX CPEICTB
M3MepeHMs U yueTa KOHI[eHTpalumu 1 06bema 6e3BOJHOTO CIIUPTa B
dbapMareBTUeCcKO CyOCTaHIIMY CITUPTA STUIOBOTO (3TAaHOJIE), 06bemMa
dbapmalieBTMUeCKOM CYOCTaHIIMM CIIMPTA STUI0BOTO (3TaHOoIa), 00 06beme
ee 3aKyIKu.";

B a03alle ABaAIaTh BTOPOM CJI0Ba "MJIM STUIOBOTO CIIMPTA" UCKITIOUMUTD;

B ab3alie ABaAIIaTh TPEThEeM CJIOBA "MJIM STUJIOBBIN CIUPT" U CJI0BA "WIN
STUJIOBOTO CIUPTA" UCKITIOUNTD;

JOOIIOJTHUTD a63auaMM cJeayrouiero Coaep>XaHms:

"EMKOCTM JJ151 IpMEeMKM 3TUIOBOTO CIIMPTA y OPTaHM3aLMi, MCITOIb3YIOUUX
STUJIOBBIV CITUPT IJIS1 TPOM3BOCTBA (hapMalleBTUYECKOV CyOCTaHIIMU
CIIMPTAa STWJIOBOTO (3TAHOJIA), MOJDKHBI OBITh OCHAIIEHBI aBTOMATUUECKUMMU
CpeiCTBaMM M3MepeHUs U yueTa KOHI[eHTpauuu 1 o6bema 6e3B0HOTO
CIIMpTa B 3TWJIOBOM CIMPTe, 06beMa 3TUIIOBOTO CITUPTA.

[IporpaMMHO-atnmapaTHbie CpeACcTBa OpTaHM3alii, UCIIOIb3YIOINX
STUJIOBBIV CITUPT JJIs1 TPOM3BOJCTBA hapMalieBTUUEeCKOi CyOCTaHIIM
CIIMPTa 3TWJIOBOTO (3TAHOJIA), JO/DKHBI 00eCcIeunBaTh IPMUEM U repegavy
MHpOpMAaIMK O KOHLIEHTpaLuu 1 06 06bemMe 6e3BOAHOrO CIMPTA B
3TUIOBOM CIIUPTeE, 00beMe ITUI0BOTO CIIMPTA, TOTYyIeHHO C
MCII0/Tb30BaHMeM aBTOMAaTUUEeCKMX CPeJICTB U3MepeHMs U yueTa
KOHIIEHTpAIMu ¥ 06beMa 6€3BOJHOTO CITUPTa B ITUIOBOM CIIUPTE, 0ObeMa
STWJIOBOTO CIUPTA.";

0) B MyHKTe 5:

B ab3alie mepBOM CJI0Ba "33 UCK/TIOUEHMEM ITPOM3BOACTBA
dbapmalieBTHM4YeCKOi CyOCTaHLIMM CIIUPTA STUIOBOTO (3TaHOJIa),"
VICKJTIOUUTD;

B ab3alie BTOPOM (JIOBA "3a MCK/IIOUEHMEM ITPOMU3BO/ICTBA
dbapmaleBTMYeCKOi CyOCTaHLIMM CIIUPTA STUIOBOTO (3TaHOJIa),"



MCK/IIIOUNTD;

B ab3alle TpeTheM CJIOBa "3a UCK/OUeHNEeM MPOM3BOICTBA
dbapmalieBTMUeCKOi CyOCTaHLIMM CIIUPTA STUIOBOTO (3TaHOJIa),"
UCKJTIOUUTD;

B) B ITyHKTe 9:
ab3all ueTBEePThIii MPU3HATh YTPATUBIIUM CUTTY;
IOTIOTHUTH ab3a1eM CIeayIoIero CoaepsKaHms:

"He moryckaeTcst MpoM3BOCTBO (papMaleBTMUECKOM CyOCTaHIIUM CIIMpPTa
STWJIOBOTO (3TaHOA), U (MIK) CIUPTOCOAePKaIIUX JIEKAPCTBEHHbBIX
CpencCTB, U (M) CIIUPTOCOAEPKAIUX MeAUITMHCKUX U3Ienii HA OCHOBHOM
TEXHOJIOIMYEeCKOM 000pYI0BaHUM IJIsI IPOU3BOCTBA STUIOBOIO CIIMPTA,
yKa3aHHOM B ITyHKTe 1.1 cratby 14.1 HacTosmiero ®emepaabHOro 3aKOHa.";

) JOTIOJHUTb MYHKTOM 13 CiieqyIoIero cCogep>kaHmsi:

"13. Y opranusanuii, MMeIIuX JUIEeH3 U0 Ha ITPOU3BOICTBO 3TUI0BOI'O
CrIMpTa JJIst TPOU3BOACTBA (hapMalieBTMUECKOI CyOCTaHIMM CITUPTA
3TWJIOBOTO (3TAHOJIA), @ TAKXKe Y COMCKaTeJel TaKOol IMLeH3UM OCHOBHOE
TeXHOJIOTMYeCcKoe 060py0BaHMe /Il TPOU3BOCTBA STUIOBOTO CIIMPTA,
yKa3aHHoe B IyHKTe 1.1 craTbu 14.1 HacTosiero ®enepajibHOrO 3aKOHA,
IIOJIKHO OBITb COeIMHEHO C eMKOCTSIMU ISl IPUEeMKU 3TUJIOBOTO CIIUPTA
IISI TIPOM3BOJCTBA (hapMaIeBTUYECKOM CyOCTaHLIMM CITUPTA STUIOBOTO
(3TaHONA) KOMMYHMKALMSIMU, OTBeUaoU MMy TpeOOBaHMSIM,
yCTaHOBJIEHHBIM (efiepasbHbIM OPraHOM UCIIOTHUTENbHO BIACTH,
YIIOJTHOMOYEHHBIM IO KOHTPOJIIO ¥ HAaZ30py B 06/1aCTU MPOU3BOACTBA U
000poTa 3TUIIOBOTO CIUPTA, aIKOTOJMBbHO U CIMPTOCOAepsKaliei
MPOOYKIIVNA.

Ilepenmaya B CTPYKTYpe OpraHU3aliiy IMpOMU3BEeIEeHHOT0 3TUIOBOTO CIUPTAa
II7Is1 TIPOM3BOJICTBA M3 Hero hapMalieBTUuecKoii cy6cTaHIMM CriupTa
S3TUJIOBOTO (3TAHOJIA) AOITYCKAETCS TOJIbKO 110 KOMMYHUKALMUSM,
yKa3aHHbIM B ab3alie epBoM HACTOSIIIEr0 IMTyHKTA ¥ OCHAIEHHbIM
aBTOMAaTUYECKUMMU CPENCTBAMU U3MEPEHUS U yyeTa KOHIIEHTPALUU U
o6beMa 6e3BOJHOTO CIIMPTA B ITUJIOBOM CITUPTE, 06beEMa ITUIOBOTO
cnupra.”;



5) B myHKTe 4 cTaThu 9:

a) ab3arr repsblIii mocsie ¢jaoB "TlocTaBKM 3TUIOBOTO CITIMPTA" TOMOJIHUTH
w1oBaMu "(3a MCKITIOUeHMeM hapMaleBTMUeCKOl CyOCTaHLIM CITMPTa
3TUJIOBOTO (3TaHOJIA)";

0) ab3a11 BTOPOJ U3IOXKUTh B CJIeAYIONIel pegaKkIn:

"TloctaBku dapmalieBTUYeCKOl CyOCTaHIMM CTIUPTa STUIOBOTO (3TaHOJIA)
OCYLLIECTBJISIIOTCS TOJIbKO OpraHn3auusaMu, KOTOpble MMeT OAHOBPEMEHHO
JIMLEH3UI0 Ha ITIPOU3BOACTBO 3TUIOBOTO CIIMPTA AJ1s1 IPOMU3BOACTBA
(dbapmaleBTM4YeCKOi CYyOCTAaHLIVM CITUPTA STUIOBOTO (3TAHOJIA) U JIMIIEH3UIO
Ha IMPOU3BO/ICTBO JIEKAaPCTBEHHBIX CPeACTB ((papmalieBTUUeCKOii
CyOCTaHIIMM CIIMPTA STUIOBOrO (3TaHOIA).";

6) B ab3a1ie BTOPOM ITyHKTa 2.6 cTaThy 11 CJIOBO "MCIOIB3YIOTCS" 3aMEHUTH
CJIOBOM "MCIIOIb3YeTCs", CJIOBa "M (MJIM) STWIOBBIN CIIUPT" UCKIIOUYUTD,
CJIOBO "KOTOPBIX" 3aMEHUTD CJIOBOM "KOTOPOI1", CJIOBA "MIU B ATUJIOBOM
cupTe” U CJI0Ba "MJIMU 3TUJIOBOI'O CIUPTA" UCKIIOUYAUTD;

7) B IIyHKTe 3 cTaTbhy 14:
a) B ab3alie MepBOM CJIOBA ¥ IeKJIapUpOBaHMe" UCKIIOUNTD;
6) ab3a11 BTOPOI1 U3JIOXKUTD B CJIEAYIOIIEl pegaKIInm:

"JIniia, oCcyIecTBISIONIMEe 3aKYIIKy M UCIIOIb30BaHMe hapMaleBTUUeCKo
CyOCTaHIIMM CIIMPTA 3TUJIOBOTO (3TaHOIA), 06513aHbI OCYIIECTBISITh YUeT
o6beMa ee 3aKyIKM U UCIIOJNIb30BAHMS, 32 UCK/IIOUEHMEM JIUII, KOTOPbIe
yKa3aHbl B oAnyHKTe 12 nmyHkra 2.1 crateu 8 HacTosero derepajibHOro
3aKOHa ¥ KOTOpbie 00s13aHbI OCYIIECTB/ISITh IeKIapupoBaHe 0obeMa
3aKyTKM U UCTI0JIb30BaHMs hapMaleBTM4Yeckoil cybcTaHIuM CrupTa
3TUJIOBOTO (3TaHOJA).";

B) B ab3alie I11ecToM Cj10Ba "00 06'beMe IMPOU3BOJICTBA," 3aMEHUTD CJIOBAMU
"06 06beMe";

8) B craThbe 18:
a) MMyHKT 2 TOMOJTHUTD a63a1ieM CJIeYIOIIero ComepsKaHmsI:

"IPOU3BOACTBO STUJIOBOIO CIIMPTA IJIs1 IPOU3BOACTBA (DapMalieBTUUECKOIA



CyOCTaHLIMM CIIMPTA STWJIOBOTO (3TAHOMA).";
6) MyHKT 4 AOTIOJIHUTD ab3alieM CJieIyIolero coepskaHms:

"JInieH3Ms Ha IPOMU3BOACTBO 3TUIOBOTO CIIMPTA AJISI MPOMU3BOACTBA
(dbapmaleBTMYeCKOii CYOCTaHIIMM CIIUPTA STUIOBOTO (3TAaHOJIA)
rpegycMaTpuBaeT MpaBo OpraHm3alyy Ha IPOMU3BOLCTBO STUIIOBOIO
CIIMPTA UCKIIOUYUTENIBHO B LEJISIX MCII0JIb30BaHMS STUIOBOTO CIIUPTA AJ1s1
TIPOM3BO/ICTBA 9TOV opraHusaiyei ¢papmaleBTUIeCKOi CyoCTaHIM
CITMPTA STUIOBOTO (3TAHOJIA).";

9) B cTraThe 19:

a) ab3ail rmepBbIit MyHKTa 1 1Mocie cJIoB "3a UCKII0UeHeM" TOTIOTHUTD
CJI0BaMM "JIUIEH3U, BbIJaBaeMbIX OpraHM3alsIM Ha IPOU3BOACTBO
STUJIOBOT'O CIIMPTA JJIs1 ITPOM3BOJICTBA (hapMalie BTMYECKOi CyOCTaHIIM
CITMPTA STUIOBOTO (3TAHOJIA),";

0) IOTMOJHUTD MTYHKTOM 1.7 CJIeIYIOIIEro CoaepsKaHmsI:

"1.7. st mosyyeHUs: IULeH3UM Ha TIPOU3BOACTBO 3TUJIOBOTO CIIMPTA JJIs1
MPOM3BO/ICTBA papMalleBTUUECKOI CyOCTaHIIMM CIIUPTA STUJIOBOTO
(3TaHOJIa) Opra”Hu3anuei MpeacTaBIsIIOTCS B JIUIIEH3UPYIOINIA OpTraH
IOKYMEHTbI, IIpeyCMOTpPEeHHbIe ITYHKTOM 1 HACTOSIIei CTaTbi, a TaKkKe
Ccxema pacrojiosKeHUs M CoeqMHeHUI KOMMYHMKALMI, COeUMHSIOMINX
OCHOBHOE TeXHOJIOrMYecKoe 060pyIoBaHMe JJ1s1 TPOM3BOCTBA ITUIOBOTO
CIUPTAa, YKasaHHoe B mmyHKTe 1.1 ctaTbu 14.1 HacTosiero ®enepajibHOTO
3aKOHA, C eMKOCTSIMU JJISI IPUMEMKM STUJIOBOTO CIIMPTA JJIsI TPOM3BOACTBA
dbapMalleBTHMUeCKOM CyOCTaHIIMM CIIMPTA STUI0BOTO (3TAaHOA).

[TepeueHb MHGOPMAIMY, COAEPKAIIIENiCS B CXeMe PaCIIOIOKEeHUS U
COeIMHEeHMIT KOMMYHMKAIINIA, COeAVHSIIONIX OCHOBHOE TEXHOJIOTUYEeCKoe
obopynoBaHye AJ1s1 TPOU3BOACTBA STUIOBOTO CITMPTA C eMKOCTSIMM JIJIST
MIPMEMKM STUIOBOTO CIIMPTA IJ1sT TPOM3BOICTBA (hapMalleBTUYeCKO
CyOCTaHLIMM CIIMPTA STWIOBOTO (3TAHOJIA), YTBEpsKAaeTcs GpenepasbHbIM
OpraHOM VCIIOJIHMUTEJIbHO BJIACTH, YIIOJTHOMOUYEHHBIM 110 KOHTPOJIIO U
HaI30pYy B 06/1aCTV ITPOMU3BOACTBA M 000pOTa STUIOBOIO CIIMPTA,
aJIKOTOJIbHO U CIIMPTOCOAEepKaIleit MPOaYKINNA.

B 3asgBneHuu o Bbigaue JULIEH3UN HA IMpoM3BOAOCTBO 3TUJIOBOI'O CIIMPTA OJI4
IMIpONn3BOACTBA (l)apMaLleBTI/I‘IECKOﬁ CY6CTE1HI_II/II/I CIIMpTa 3TUJIOBOTO



(aTaHoOJa) HApSAY ¢ MHbOpMaIlMet, mpeayCMOTPEHHO MOAITyHKTOM 1
MyHKTa 1 HacTosIIel CTaTby, yKa3bIBaeTCs MHGOpMaLus O JIUIeH3UM Ha
MIPOM3BO/ICTBO JIEKAPCTBEHHBIX CPeACTB ((hapMalieBTUUECKOI CyOCTaHII M
CITMPTA STUIOBOTO (3TAHOJIA), BKJIIOUAsI HOMEP U ATy BbIAa4M TaKOM
nuueH3un. B ciyyae, ecsiv nHOpManus o IuileH3UM Ha TTPOU3BOACTBO
JIeKapCTBEHHBIX CpeAcTB (hapMalieBTUUYECKOi CyOCTaHIIMM CIIUPTa
3TUJIOBOTO (3TAaHOJ1a), BKJII0Yas ee HOMep M JaTy BbIJauy, He yKa3zaHa
3assBUTeJIeM, 3Ta MH(POpMAIINS ITpeACTaBSIETCS 10 MEXBEIOMCTBEHHOMY
3anpocy JULEeH3UPYIoLero opraHa, HarpaBJleHHOMY C UCIT0JIb30BaHUEM
eIMHOM CUCTEeMbI MeXBEeJJOMCTBEHHOI'O 3JIEKTPOHHOT'O B3aMMOIEICTBUS,
dbenepasibHbIM OpPraHOM MCIOJHUTEIbHOI BJACTH, YIIOTHOMOYEHHbIM Ha
JINLIEH3VPOBAaHMeE MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB IJIsI
MeOUIIMHCKOTO IIPUMEeHeH s, " ;

B) IOTIOJTHUTh MTYHKTOM 2.2 CJIEAYIOIIEro CoOmepKaHus :

"2.2. 1151 mosyyeH sl UL eH3UM Ha TIPOU3BOACTBO 3TUJIOBOTO CIIMPTa JAJIs1
MPOM3BO/ICTBA papMalleBTUUECKOI CyOCTaHLIMM CIIUPTA STUIOBOTO
(9TaHOJIa) He AOIyCKaeTcs Tpe6oBaTh TOKYMEHTbI, KOTOPbIE He
MpeaycMOTpeHbl MyHKTamu 1 u 1.7 HacTosmIen CTaTbu.";

r) ab3all mepBblii ITyHKTa 19 JOMOTHUTh HOBBIM TPEThUM IIpeIIOKeHeM
CIenyIoLero cogepskanus: "B muueH3Mn Ha MpoOU3BOLCTBO STUIIOBOIO
cIMpTa JJ1s1 TPOM3BOJCTBA hapMalleBTUIYEeCKOi CyoCTaHIIMM CIIUPTa
STUJIOBOTO (9TaHOJIa) TaKKe yKasbiBaeTCss MHGOpMAaIMs O IULeH3UM Ha
IIPOM3BO/ICTBO JIEKAPCTBEHHBIX CPeACTB ((hapMalieBTUUECKOI CyOCTaHII MU
CITMPTA STUIOBOTO (3TAHOJIAa), BKJIIOUAsi HOMED U ATy BbIAauy TaKO
JIMLIEH3UN.";

10) B cTratne 20:
a) IOMOJHUTB NYHKTOM 1.1 ciienyroiero copepskaHus:

"1.1. Hapspy co ciyyasiMmu, yKa3aHHbIMM B ITyHKTE 1 HACTOSIEeN CTaTby,
JlejiCTBYe TULeH3UM Ha NIPOU3BOLACTBO 3TUIOBOTO CIIUPTA JIJIs1
MTPOM3BO/CTBA (hapMalleBTUUECKOI CyOCTaHIIUY CIIMPTA STUJIOBOTO
(3TaHOJIa) TPUOCTAHABIMBAELTCS HA CPOK MIPUOCTAHOBIEHUS eI CTBUS
JIULIEH3UY Ha TPOU3BOACTBO JIeKapCTBEHHBIX CPeliCcTB (hapMalieBTUUeCKOii
cyOCTaHLIMM CIMPTa 3TWJIOBOTO (3TaHOMa), MHGOpMAIVs 0 KOTOPOii yka3aHa
B JIMLIEH3UM HAa IPOMU3BOACTBO 3TUIOBOIO CIIMPTA JJIsl IPOU3BOACTBA



dbapmaleBTMUYeCKOi CYyOCTaHLIMM CIIUPTA STUIOBOTO (3TaHOJIA).";
6) MyHKT 2 AOTIOJIHUTD ab3alieM CJieIyIoliero coepskaHus:

"Hapsimy co cayyassMu, oripeieJieHHbIMM ab3a1ieM MepBbIM HaCTOSIIIErO
IyHKTa, AeiCTBMe JIULIeH3UM Ha TTPOU3BOICTBO STUIOBOTO CIMUPTA JIJIsI
MpOM3BO/ICTBa papMalleBTUUEeCKOi CyOCTaHLIMM CIIMPTA 3TUJIOBOTO
(9TaHOJMA) IIpeKpallaeTCs C AAThl IpeKpalleHns] UJIY aHHYJIMPOBAHUS
IeCTBUS JIMLIEH3MM HAa TPOMU3BO/ICTBO JIeKapCTBEHHBIX CPEICTB
(bapmaiieBTMUECKOI CYOCTAHIIMY CITMPTA STUIOBOIO (9TAHOA),
MHGOpMaIMs 0 KOTOPOi YKa3aHa B JIMIIEH3MM Ha TTPOMU3BOACTBO STUIOBOTO
CIMpTa JJ1s1 TPOM3BOCTBA hapMalleBTUUYEeCKOi CyOCTaHLIMM CIIUPTa
3TUJIOBOTO (3TaHoJa).";

B) MYHKT 3.1 JOMIOMHUTD MOAMYHKTaMM 24 1 25 cjieyIoiiero coepskanms:

"24) 3aKyIiKa, ITOCTaBKY, [IePeBO3KM ITUIIOBOTO CIMUPTA (3a UCK/IIOYEHUEM
dbapMmalieBTHMUeCKOM CYOCTaHIIMM CIIMPTA STUIOBOTO (3TaHOIIA),
MPOM3BEAEHHOr0 OPraHM3alsIMY, UMEIIIVMMU JTULLEH3UIO Ha
MPOM3BOJICTBO 3TUJIOBOTO CIIUPTA JJIsI IPOMU3BOACTBA (hapMaleBTUIeCKO
CyOCTaHIIMM CITMPTA STWIOBOTO (3TAHOJA);

25) HECOOTBETCTBME PACIIONIOKEHUS U COeIMHEHNIT KOMMYHUKALIIA,
COeIVHSIONIMX OCHOBHOE TEXHOJIOTMYECKOe 000pyOBaHMeE [IJIs
IMPOM3BOACTBA STUJIOBOTO CITMPTA, YKa3aHHoe B IyHKTe 1.1 ctaTbu 14.1
HacTrosero degepasbHOr0O 3aKOHA, C eMKOCTSIMU IJISI TIPMEMKM STUIOBOTO
CIMpTa JJ1s1 TPOM3BO/CTBA hapMalleBTUIYECKOi CyOCTaHIIMM CIIUPTa
STWJIOBOTO (3TAaHOJIA), CXeMe PACIIOIOKEHUS U COeIHEHU
KOMMYHMKaIii, COeIUHSIIONIMX OCHOBHOE TEXHOJIOTUYeCKoe
obopymoBaHMe IJisl IPOU3BOICTBA STUIOBOTO CIIMPTA, YKa3aHHOE B ITYHKTE
1.1 cratbu 14.1 HacTosuero PemepasbHOTO 3aKOHA, C eMKOCTSIMU JIJ1ST
MIPUEMKM 3TUJIIOBOTO CIIMPTA [IJIsl IPOU3BOACTBA (hapMalleBTHUIeCKOI
CyOCTaHLIMM CIIMPTA STWIOBOTO (3TAHOJIA), TPeICTaBIeHHO B
JIMLEH3UPYIOLUIA Oprad B COOTBETCTBUM C MYHKTOM 1.7 ctaTby 19
HacTosero PengepajbHOrO 3aKOHa.";

11) myHKT 1 cTaThy 25 TOMOTHUTD MOAMYHKTOM 9 CIeayIOIIero
comepyKaHms:

"9) 3TUJIOBBII CIIUPT (32 UCKIIOUEeHMeM dapMalieBTUUeCcKOoit cyOcTaHIUU
CITMPTA STUIOBOTO (3TAHOJIA), TPOM3BEedeHHbI OPraHu3alsIMU,



MMEII VMU JIMLIeH3UI0 Ha MTPOM3BOACTBO 3TWJIOBOTO CIIMPTA AJIs
MPOM3BO/ICTBA (hapMalleBTUUECKOi CyOCTaHIIMM CIIMPTA STUJIOBOTO
(3TaHOJa), B C/TyUyae ero 3aKyIrKu, MOCTaBOK, MepeBO30K.";

12) myHKT 1 cTaTbhy 26 HOMOJHUTD ab3aliaMu CeayIONero COAepKaHMSI:

"3aKyIKa, IIOCTaBKU, [IepeBO3KM STUJIOBOTO CIMPTA (3a UCKIIUEHEM
dbapmaleBTM4YeCKOi CyOCTaHIIMM CIIMPTA ITUIOBOTO (3TAHOJA),
IIPOU3BEeHHOI'0 OpraHM3alsIMy, UMeIMY JIVULeH3UI0 Ha
MPOM3BO/ICTBO 3TUJIOBOT'O CIIMPTA JIJisl IPOM3BOACTBA hapMaleBTUYeCKOi
CybCTaHLIMM CIIMPTa 3TUJIOBOTO (3TAHOA);

MIPOM3BO/ICTBO STUJIOBOI'O CIIMPTA OpraHu3alein, MMerolei JINIeH3UI0 Ha
MIPOM3BOJICTBO STUJIOBOI'O CIIMPTA JIJIsI IPOMU3BOACTBA (hapMaLieBTUUECKOI
CyOCTaHIIMY CITMPTA STUJIOBOTO (3TAHOJA), B CJIyYae OTCYTCTBUS Y TaKOiA
OpraHu3auyy JULEeH3UM Ha TIPOU3BO/ICTBO JIEKAPCTBEHHbBIX CPEJICTB
(bapmaiieBTMUECKO CYyOCTAHIIMM CIIMPTA STUIOBOTO (9TAHOJIA) MO0
MIPMOCTAHOBJIEHMS ee IeJiCTBUS,

MPOM3BOJICTBO 3TUJIOBOT'O CIIMPTA JIJIsI IPOMU3BOACTBA (hapMaleBTUYeCKOi
CyOCTaHIIMM CITIMPTA STWJIOBOTO (3TAHOJIA) C UCITOTb30BaHMEM OCHOBHOTO
TEeXHOJIOTMYeCKOTO 060pyIoBaHMs JIJisSI POU3BO/ICTBA 3TUIOBOTO CIIUPTA,
yKa3aHHOTro B myHKTe 1.1 cratbu 14.1 HacTosiiero ®enepasibHOro 3aKOHa U
He COeMTHEHHOT0 KOMMYHUKALMSIMU C € MKOCTSIMU JJIsI IPUEMKU
STUJIOBOTO CIIMPTA JIJIs TPOU3BOACTBA (hapMalieBTUUeCKOii CyOCTaHIMU
CIIMPTAa STWJIOBOTO (3TAHOJIA) MO0 COeaMHEHHOTr0 KOMMYHMKAIIUSIMU, HE
COOTBETCTBYIOIIMMU TPeOOBAaHUSM, YCTAHOBIEHHBIM (DefepaabHbIM
OpPraHOM UCITIOJTHUTEIbHOM BIAaCTU, YIIOTHOMOUYEHHBIM 10 KOHTPOJIIO U
HaJ30pYy B 06/1aCTY MPOMU3BOACTBA U 060POTA ITUIOBOTO CIIUPTA,
aJIKOTOJIbHOM Y CIIMPTOCOAepsKaleil NpoayKUnn, U (WIn) cxeme
pacmoiokeHus ¥ COeIMHEeHUI I KOMMYHUKAIMIA, COeIMHSIOIIUX OCHOBHOE
TEeXHOJIOTMYeCKoe 000pyIoBaHMe JIJIsk IPOM3BO/ICTBA STUIOBOIO CIIMUPTA,
yKa3aHHoe B IyHKTe 1.1 craTbu 14.1 HacTosero ®engepaibHOro 3aKOHa, C
€MKOCTSIMU JJ151 IPUEeMKM STUI0BOTO CIIUPTA IJ1s1 IPOU3BOACTBA
dbapmalleBTMUeCKOM CYOCTaHIIMM CIIMPTA STUIOBOTO (3TaHOJIA),
NpeACTaBJIeHHO B IMLLEH3UPYIOIIMIT OPraH B COOTBETCTBUM C ITYHKTOM 1.7
ctatby 19 HacTosero @egepayibHOTO 3aKOHA;

BbIZjaua JIMI[EH3MM Ha TPOU3BOICTBO STUIOBOTO CIIMPTA IJ1s1 TPOM3BOACTBA
dbapmaleBTM4YeCKOi CyOCTaHIIMM CIIUPTA STUIIOBOTO (3TAHOJIA)



OopraHmM3annu, I/IMGIOI.HQVI JIMITIEH3UIO Ha IMTPpOMN3BOACTBO, XpaHEHUE U
ITOCTAaBKU ITPOM3BEAEHHOT'O STUJIOBOIO CIIMPTA,

BbIZlaua JIMIEH3MM Ha IPOU3BOLCTBO, XPaHEHME U ITOCTABKU
MPOM3BEAEHHOTr0 3TWIOBOTO CIIMPTA OpraHu3aluy, UMeIIel JIULEeH3UI0 Ha
MPOM3BOJICTBO 3TUJIOBOTO CIIMPTA JJIsl MPOMU3BOACTBA (hapMaleBTUUYeCKOIi
CyOCTaHIIMY CIIMPTA STWIOBOTO (3TAHOJIA);

MCII0JIb30BaHVe OCHOBHOI'O TEXHOJIOIMYECKOTO 000PYAOBaHMS JJIsT
IIPOU3BOACTBA STUJIOBOI'O CIMPTA, YKa3aHHOTO B IyHKTe 1.1 craTbhy 14.1
HacTosero @enepasbHOrO 3aKOHA, 11 [IPOU3BOACTBA
dbapmaleBTMUYeCKOI CYOCTaHLIMM CIIUPTA STUIOBOTO (3TaHOJIA), U (MJIN)
CIIUPTOCOAEPsKALIUX JIEKAPCTBEHHBIX CPEeACTB, U (MJIU) CIIMPTOCOLEPKAIIUX
MeIVLIVHCKUX U3IeNNil;

MCII0JIb30BaHMe 3TUJIOBOTO CIIUPTa JJIsl TPOU3BOICTBA (hapmalle BTUUYeCKOou
CyOCTaHIIMU CIIMPTA STUJIOBOTO (3TAHOJA), TPOU3BENEHHOTO APYTUMU
opraHmsauusaMu.".

CraTtbs 2

Buectu B ®emepanbHbiii 3akoH oT 12 ampensg 2010 roga N 61-@3 "06
obpaieHuu JeKapCcTBeHHbIX cpencTB” (CobpaHMe 3aKOHOAATE/IbCTBA
Poccuiickoit @enmepannm, 2010, N 16, ct. 1815; 2011, N 50, cT. 7351; 2012, N
26, cT. 3446; 2014, N 43, cT. 5797; N 52, cT. 7540; 2015, N 51, cT. 7245;
2016, N 27, cT.4194; 2017, N 31, cT. 4827; 2018, N 53, cT. 8437; 2019, N 30,
CT. 4142; N 31, cT. 4456) cienymoiiye M3MeHEHUS :

1) craTbio 8 JOMOMHUTE YaCThIO 4 C/IEIYIONIEro COMepsKaHms

"4. JIutieH3us Ha TIPOU3BO/ICTBO JIEKAPCTBEHHbBIX CPEICTB
(bapmareBTMUECKOI CYyOCTAaHIIMM CIIMPTA STUIOBOTO (3TAHOJIA) BbIIAETCS
TIpY YCIOBMM HAJIMUMST Y OpTaHM3aluy Ha ITpaBe COOCTBEHHOCTH,
XO03SI1ICTBEHHOTO BE€JI€HUS UM OIePaTUBHOIO yIIpaBJIeHUsI OCHOBHOTO
TeXHOJIOTUYECKOT0 060PYIOBAaHMS IJIsI TPOU3BOCTBA STUIOBOTO CIIUPTA,
3aperucTpMpoOBaHHOTO B COOTBETCTBUM CO cTaThel 14.1 @emepanbHOTO
3akoHa oT 22 Hos16ps 1995 roga N 171-®3 "O rocymapCcTBEHHOM
peryJMpoBaHuM MPOM3BOJICTBA ¥ 060POTA STWJIOBOTO CITMPTA, AJIKOTOJIbHOIA
Y CIIMPTOCOAePIKAIeil MPOAYKLIMM M 06 OrpaHUYEHUM TOTPeDOIeHMS

"o,

(pactinuTyA) aJIKOTOIBHOM NMPOSYKLIMN".";



2) OOIOJIHUTD CTaThbeil 8.1 ciieayIolero cCogepskaums:

"CraTbs 8.1. OCO6EHHOCTM TULIEH3MPOBAHMS ITPOU3BOICTBA
JleKapCTBEeHHbIX CpeACcTB (hapMalieBTUUYeCKoi CyoCTaHIIMM CIIUPTa
3TUJIOBOTO (3TAaHOJIA)

1. [lejicTBMe IMLIEH3MM HA [IPOMU3BOJCTBO JIeKAaPCTBEHHBIX CPEICTB
(bapmarieBTMUECKOI CYOCTAHIIMM CITMPTA STUIOBOTO (3TAHOA)
MPUOCTAaHaBIMBAETCS B YaCTH IpaBa Ha MPOMU3BOCTBO apmalieBTUUeCKOi
CYOCTaHLIMM CIIMPTA STWJIOBOTO (ITAHOJIA) TUIIEH3UPYIOIIMM OPraHOM B
cay4dasix, onpeneneHHbIX ctaTtbeli 20 @emepanbHOro 3akoHa oT 4 mas 2011
roga N 99-®3 "O nuileH3MpPOBaHUM OTAEIbHBIX BUIOB AeSITeJIbHOCTU ", a
TaK>Ke Ha CPOK MPUOCTAHOBAEHUS AeiCTBUS JIULEH3UM Ha TPOU3BOJCTBO
STUJIOBOT'O CIIMPTA JJIs1 ITPOM3BOJICTBA (hapMalie BTUYECKOi CyOCTaHIIM
CITMPTA STUIOBOTO (3TAHOJIA), BBIAAHHOM B COOTBETCTBUM C DerepaibHbIM
3aKOHOM OT 22 HOs6ps1 1995 roma N 171-®3 "O rocymapCcTBEHHOM
peryMpoBaHuM MPOM3BOJICTBA ¥ 060POTA STUJIOBOTO CITMPTA, AJIKOTOJIbHOIA
M CIIMPTOCOIEePIKAIeil MPOAYKLIMM M 06 OrpaHUYEHUM TOTPeDOIeHMS
(pactinTHs) aJIKOTOILHOM MTPOAYKIUM".

2. [lelicTB1Me IUILEH3UM HA IIPOM3BOACTBO JIeKapCTBEHHbBIX CPeICTB
(bapmaireBTMUECKOI CYyOCTAHIIMM CIIMPTA STUIOBOIO (9TAHOJIA) B YACTU
MpaBa Ha MPOM3BOACTBO (papMalieBTMUECKOI CyOCTaHLIMM CITMPTa
S3TUJIOBOTO (3TAHOJ1A) IIpeKpallaeTcs IULeH3UPYIOLUM OPraHOM B CITyvasixX,
ompeneneHHbIX cTaTbhelt 20 ®enepanbHOro 3akoHa oT 4 masg 2011 roga N 99-
®3 "O nuieH3MpPOBaHUM OTAEIbHBIX BUIOB AesITEIbHOCTHU ", a TAKKe C JaThl
MpeKpalleHus Wi aHHYJIUPOBAHUS JEeMCTBUS IULIEH3UM Ha TIPOU3BOICTBO
STWJIOBOTO CIIMPTA AJIsI IIPOU3BOICTBA (DapMalleBTUUECKO CyOCTaHIIMM
CITMPTaA STUI0BOrO (3TaHOJIa), BBIAAHHOIM B COOTBETCTBUM C DesepaabHbIM
3aKOHOM OT 22 HOs16pst 1995 roma N 171-®3 "O rocymapcTBEeHHOM
peryMpoBaHuM MPOM3BOJICTBA ¥ 060POTA STWMJIOBOTO CIIMPTA, AJIKOTOJIbHOIA
M CIIMPTOCOAEPKAIIEei TPOAYKIIMM M 00 OrpaHUYEeHUM ITOTPeOIeHNS

"o,

(pacmuTHSI) QTKOTOJIBHOM MPOayKIuu".";
3) B cTaThe 45:

a) 4acThb 4 JONOJIHUTD MpeNJIOKeHMEeM CJIeIYIoIero cojepsxkauus: "B ciayuae
HeoO0XO0IMMOCTH UCIO0J/Ib30BaHMSI STUJIOBOTO CIIUPTA, B TOM UMC/Ie
dbapMmalleBTHMUeCKOM CYOCTAaHIIMM CIIMPTA STWIOBOTO (3TAaHOJIA), TP
MPOM3BOJCTBE JIEKAPCTBEHHBIX CPEJICTB B KaueCcTBe AeiCTBYIOLIEero U (MIn)



BCIIOMOTAaTe/IbHOTO BelleCTBa, & TAKKe B MHbIX TEXHOJIOTMUECKUX LeJISIX
IIOJKHA OBITH MCITO/Ib30BaHa TOAbKO (papMalieBTUuecKast CyocTaHIUS
CIUPTA STUIOBOTO (3TAHOJ).";

0) B yacTu 4.2 cj10Ba "M JeKJIapupoBaHue" VICKIIUYUTD, TOTIOJIHUTD
MpeJiokeHneM Caeayrlnero cogepxkanus: "[IpousBoaCcTBO
dbapmaleBTMYeCKOii CYOCTaHIIMM CIIMPTA STUIOBOTO (3TAaHOJIA) TOMYCKAEeTCS
TOJIbKO OpraHmu3anye, OCyleCTBISIONIe MPOU3BOACTBO
PeKTU(MMKOBAHHOTO STUIOBOTO CIIMPTA U3 MUIIEBOTO ChIPbSI HA OCHOBAHUM
JIMIIEH3UM Ha TTPOU3BOACTBO 3TUIOBOTO CIIMPTA AJ11 MPOMU3BOCTBA
dbapmMareBTUeCcKoi CyoCTaHIIMY CITUPTA STUIOBOTO (ITAHOJIA) B
COOTBETCTBUM C TpeboBaHMUsIMU DeepanbHOTO 3akKoHa OT 22 Hos16pst 1995
roga N 171-®3 "O rocyzapCTBEHHOM peryaMpoBaHUM MPOU3BOLCTBA U
060poTa 3TUIIOBOTO CIIMPTA, aTKOTOJbHO U CIIMPTOCOAepsKalei
MPOAYKIIUM 1 00 OTpaHMUYEHNUY TTOTPeOIeHMs] (PACIIUTHS) aJTKOTOJIbHOI
MMPOAYKLIMN", METOIOM pa3BeleHNs BOJIOM OUMIIEHHON TAaKOT0 STUIOBOTO
CIIMpTa, MPOU3BEeHHOI0 JaHHOV OpraHu3alyen o MeCTy OCYyILeCTBIeHUS
MPOM3BO/ICTBA hapMalleBTUUECKOi CyOCTaHIIMM CIIMPTA STUJIOBOTO
(sTaHosa).";

B) B YaCTu 5:
ITyHKT 5 MpU3HAaTh YTPATUBLIUM CUTTY;
IOTIOJIHUTD IIYHKTaMU 6 1 7 CIeAyI0IIero CofepskaHus:

"6) CIMPTOCOAePsKaLMX JIeKapCTBEHHBIX IIPeIapaTos I10 MeCTy
OCYIIeCTBAEHMSI IIPOU3BOACTBA (hapMaleBTUUYeCKOi CyOCTaHIIMM CIIUPTA
STUJIOBOTO (3TaHO/IA) U (MIK) I1I0 MEeCTY OCYIIeCTBIeHNS [IPOU3BOLCTBA
3TUJIOBOTO CIIUPTA;

7) apmalieBTMUECKO CyOCTAHIIMY CITMPTA STUIIOBOTO (9TaHOA) U (VIIN)
CIIMPTOCOAEPKALLIMX JIeKaPCTBEHHBIX ITpernapaToB Ha OCHOBHOM
TEeXHOJIOTMYeCKOM 060pyA0BaHUM IJ1s1 TPOU3BOACTBA STUIOBOTO CITMPTA,
yKazaHHOM B ITyHKTe 1.1 ctatbu 14.1 MegepanbHOTO 3aKOHA OT 22 HOSIOPS
1995 roma N 171-®3 "O rocymapcTBeHHOM peryaMpoBaHuM TPOU3BOJICTBA U
060poTa 3TUIIOBOTO CIUPTA, aIKOTOMbHO U CIMPTOCOAepsKaliei
MIPOAYKIIMM 1 06 OTpaHMUYeHUY TTOTpebieHNs (PaCIIUTHS) aTKOTOIbHOI

"non

npoaykiun".";

r) ByacTu 9 cji0Ba "B MyHKTaXx 2 - 6" 3aMe@HUTH CJIOBAaMM "B ITyHKTaxX 3 - 5";



1) porosHuUTb yactamu 10 u 11 ciepyrolero cogepskaHus:

"10. Peanusauus (mepenayva B yCTAHOBJIEHHOM 3aKOHOATEIbCTBOM
Poccuitckoit @enmepanyy nmopsake) papmMareBTUIECKO CyOCTaHIIMM CIIUPTA
3TWIOBOTO (3TaHOJIa) OPTaHM3al MM OIITOBOJ TOPTOBJIM JieKapCTBEHHBIMU
CpenCcTBaMM He TOIYCKaeTCs.

11. TlepeBo3kM (hapMaleBTMUECKO CYyOCTAHIIMM CITUPTA STUIOBOTO
(3TaHOMA) OCYLIECTBISIIOTCS C COOI0IeHeM Tpe6GOBaHM 1, YCTAHOBIEHHBIX
ab3al1leM YeTBEepThIM MYHKTA 3 cTaThy 9 DemepasbHOTO 3aKOHA OT 22
HOs16ps1 1995 roma N 171-®3 "O rocygapCcTBeHHOM peryaupoBaHUM
MPOM3BO/ICTBA ¥ 000POTA ITUIOBOTO CIIUPTA, AIKOTOIbHO U
CIMPTOCOAEPSKAILEH MPOIYKLUMM U 06 OTpaHUYEHUY ITOTPEDIeHMS

"non

(pacnuTHs) AJIKOTOJILHOM TIPOaYKINu".";
4) B cTaTbe 53:

a) ab3air 1mepBbIii YacTu 1 JOMOIHUTD CI0BaMM " (32 UCKITIOUEHMEM
dbapmaleBTMYeCKOi CYyOCTaHIIMM CIIUPTA STUIOBOTO (3TaHOA)";

6) 9acTh 2 U3JIOKUTD B CAAYIOIIEN peTaKIIim:

"2. OpraHusauum ONTOBOM TOPrOB/IY JIeKaPCTBEHHBIMU CPeICTBAMU He
BIIpaBe OCYLIeCTBJISITh IPOLAXY (Tlepefavy B yCTAaHOBJIEHHOM
3aKOHOaTeNbCTBOM Poccuiickoi @enepanyu rmopsiake)
dbapmaleBTM4YeCKOi CyOCTaHLIVM CIIMPTA STUIOBOTO (3TaHOJIA).".

Cratbs 3

Cratbio 1 ®epgepanibHOrO 3ak0Ha OT 4 Masg 2011 roga N 99-@3 "O
JUIEH3MPOBAHMM OTIE/IbHBIX BUIOB HmesiTebHOCTH" (CobpaHue
3aKoHOmaTenbcTBa Poccuiickoit ®egepannm, 2011, N 19, c1. 2716; N 48, cT.
6728; 2013, N 27, cT. 3477; 2014, N 30, cT. 4256; N 42, cT. 5615; 2015, N 1,
cT. 11, 72; N 27, cT. 3951; N 29, cT. 4339, 4342; 2016, N 1, cT. 50; 2017, N
31, cT.4765; 2018, N 1, cT. 35; N 45, cT. 6841; 2019, N 16, cT. 1817; N 30, CT.
4142; N 31, cT. 4457) HOTIOTHUTD YaCThIO 4.1 C/IeIyIONero comepskaHms:

"4.1. OCO6eHHOCTHM JIULIEH3UPOBAHMS IIPOU3BOICTBA JI€KAPCTBEHHbBIX
CpenCTB B YaCTU MPUOCTAHOBIEHMS UM MTPeKpalleHus OeiCTBUS IULeH3Un
MOTYT yCTaHaBIMBATbCS pemepasbHbIM 3aKOHOM.".

Cratp4 4



Buectn B cTaThio 38 ®emepanbHoro 3akoHa ot 21 Hostops 2011 roga N 323-
@3 "O6 ocHOBax OXpaHbI 3I0POBhS TpaskgaH B Poccuiickoit Pegepanym”
(Cobpanne 3akoHOmaTenbcTBa Poccuiickoit ®emgeparnynm, 2011, N 48, crT.
6724; 2013, N 48, cT. 6165; 2015, N 1, ct. 85; N 27, cT. 3951; 2017, N 31, cT.
4765) cnemymwoiiye U3MeHeHMS:

1) yacTh 15 JOMOJHUT MYHKTaMM 3 1 4 CJIeIyIOIIero ComepskaHmsI:

"3) MeOUIIMHCKUX U3LeUi, CoIepsKalnux STUI0BBIV CIUPT, IO MECTY
OCyIIeCTBAEHMS TPOU3BOACTBA (hapMaleBTUUYECKOM CyOCTaHIIMM CITUPTA
STUJIOBOTO (3TAaHOJIA) U (MJIN) TI0 MECTY OCYIIeCTBJIeHUS ITPOU3BOACTBA
3TUJIOBOTO CIIUPTA;

4) MeIVUIIMHCKUX U3AEJINI, COAepsKalX STUIOBBIN CIUPT, HA OCHOBHOM
TeXHOJIOTMYeCKOM 000pyLOBaHMM 1Sl IPOMU3BOACTBA ITUIOBOTO CIIUPTA,
yKaszaHHOM B ITyHKTe 1.1 ctatbu 14.1 ®egepanbHOTO 3aKOHA OT 22 HOSIOPS
1995 roga N 171-@3 "O rocygapCTBeHHOM peryaMpoBaHMM TPOU3BOACTBA U
000poTa 3TUIOBOTO CIUMPTA, aTKOTOMbHO U CIMPTOCOAepsKaliei
MPOAYKIMM 1 06 OTpaHNUYeHUY TTOTpebieHNs] (PaCIUTHS) aTKOTOIbHOI

"non

nponyKuum".";
2) IOTIOJIHUTD YacThio 15.1 cieqyIomiero cogepskaHmsi:

"15.1. B ciryyae He0O6XOAMMOCTY MCITIOJIb30BAaHMS STUIOBOTO CIIMPTA, B TOM
yycie papMmalieBTMUECKOi CyOCTaHIIMM CIIMPTa STUIOBOTO (3TAaHOJA), ITPU
MPOU3BOACTBE MeAULIMHCKUX U3AeNNIA, COAepsKallluX STUIOBbIN CIIUPT, B
KayecTBe AeliCTBYIONIEro U (M) BCIOMOTaTeIbHOTO Bell[eCTBa, a TAKKe B
MHBIX TEXHOJIOTMUECKUX LIeJISIX TOJIKHA OBITh MCIIOJIb30BaHA TOJIHKO
dbapmarieBTHYECKAs CyOCTaHLIMS CITMPTA STWMIIOBOTO (ITAHOI).".

Cratbd 5

1. Hacrosimuuiit @enepaibHblil 3aKOH BCTYIaeT B CUITY 10 MICTeUeHUM O HOTO
rojia rocje gHs ero opuiuagbHOTO OIMyOIMKOBAHMSI, 38 UCKITIOUeHeM
TIOJIOXKeHUH, [J11 KOTOPBIX HACTOSIIel CTaTbell yCTaHOBJIEHbI MHbIE CPOKU
BCTYIIJIEHUS UX B CUITY.

2. TTyHkT 3 cratbu 1 HacTosiero ®egepaibHOTO 3aKOHA BCTYIAET B CUJTY CO
IHS 0UIIMATBHOTO OMy6IMKOBaHMS HacTosiero demepaibHOTO 3aKOHA.

n_mn

3. [TogmyHKT "T" MyHKTa 4, MyHKTHI 8 - 11, a63a1ibl BTOPOJA - II€CTOi MyHKTa



12 craTtbu 1 HacTosero demepaabHOrO 3aKOHA BCTYIAIOT B CUITY I10
MCTeUeHUM IeBSHOCTA JHe Iocjie HS O(PUIMATbHOIO OMy6IMKOBAHMS
HacTosiero ®egepaabHOro 3aKOHa.

4. JInuia, uMeroIye Ha AeHb 0QUIIMATBHOTO OMYOJIMKOBAHMS HACTOSIIETO
@enepasbHOIO 3aKOHA IMIEH3UI0 Ha IIPOU3BOACTBO JIEKaPCTBEHHbIX
cpencTB (papmalieBTMUECKOI CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAaHOJIA), B
TIepUOL, CO OHS BCTYIUIEHUS B CUJTY CTPYKTYPHBIX € IMHULL, HACTOSILLEro
®enepasbHOTO 3aKOHA, YKA3aHHBIX B YaCTU 3 HACTOSIEN CTaTbU, U 1,0
MCTEeUeHUS OAHOTO T'Ofa CO AHS OQUIIMATBHOTO OITYOJIMKOBAHMS
HacTosiero ®esepaabHOr0 3aKOHA 00SI3aHbI MIOYYUTD JIUIEH3UIO Ha
MPOM3BOJICTBO 3TUJIOBOT'O CIIMPTA JIJIst IPOM3BOACTBA hapMalleBTUYeCKOoi
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJA) B COOTBETCTBUM ¢ DeiepaibHbIM
3aKOHOM OT 22 HOs16ps1 1995 roma N 171-®3 "O rocymapcTBeHHOM
peryamMpoBaHUM MPOMU3BOJCTBA ¥ 060POTA ITUIOBOTO CIIMPTA, aJTKOTOIbHOM
Y CIIMPTOCOIepIKaIleil MPOAYKLIMM M 06 OrpaHUYeHUM TOTPeOIeHMS
(pacnuTHs) aJIKOTOJIbHOM MPOAYKIINA .

5. B cstyyae OTCYTCTBUSI 110 MCTE€UEHUM OLHOTO rofia Co MHSI 0PUIMaTbHOTO
omyb6aMKoBaHMsT HacTosero ®emepaabHOrO 3aKOHA Y YKa3aHHBIX B 4acTu 4
HACTOSIIel CTaTby JINL INLEH3UU Ha TPOU3BOCTBO 3TUIOBOTO CIIUPTA IJ1S
MPOM3BO/ICTBA (hapMalleBTUUECKOM CyOCTaHIIMM CIIUPTA STUIOBOTO
(3TaHOJa), BBIAAHHOM B COOTBETCTBUM ¢ DeepaibHbIM 3aKOHOM OT 22
HOs16pst 1995 roma N 171-®3 "O rocygapCcTBeHHOM peryaupoBaHUM
MIPOM3BO/ICTBA ¥ 0O0POTA ITUIOBOTO CIIUPTA, AIKOTOIBbHO U
CIIMPTOCOAEPsKAILeH MPOIYKLUMM U 00 OTpaHUYEHUM TTOTPEOIeHMS
(pacnuTHs) AJIKOTOJILHOM MTPOSYKIUA", IUIIEH3US Ha TIPOMU3BOACTBO
JIeKapCTBEHHBIX CpeAcTB (hapMalieBTUYeCKOi CyOCTaHIIMM CITUPTa
3TUJIOBOTO (3TAHOJIA) CYUTAETCS TIPeKpalleHHOM B YacTy IIpaBa Ha
MPOM3BO/ICTBO (hapMalleBTMUECKO CyOCTaHIMM CITUPTA STUIOBOTO
(9TaHOMIA) CO IHS, C/IeAYIONIEro 3a JHEM UCTEeUYEeHUSI OJHOTO0 roga Co AHS
0opUIMATBHOTO OITy6IMKOBaHMS HAacTosero degepaabHOTO 3aKOHA.

6. JIuia, umeromye Ha 1eHb 0GUIMATbHOTO OITyOJIMKOBAHMS HACTOSIIIIETO
demepaIbHOTO 3aKOHA JIMIIEH3UIO Ha IIPOM3BOICTBO, XpaHEHMEe U ITOCTaBKMU
MPOM3BEAEHHOr0 STUJIOBOTO CIIMPTA U JIUIIEH3UIO Ha IIPOU3BOICTBO
JIeKapCTBEHHBIX CpecTB (hapMaleBTMUeCcKOoi CyOCTaHIIMM CIIMPTA
STUJIOBOTO (9TaHOJIA), B IIEPUOJL CO THS BCTYIUIEHMUS B CUTY CTPYKTYPHBIX
eqVMHUIL HacTosIero ®enepaabHOro 3aK0Ha, YKa3aHHBIX B YaCTU 3



HaCTOsIel CTaTby, U A0 UCTEUeHMSI OJTHOTO rojia co IHS 0UIIMaTIbHOTO
ony6iMKoBaHMs HacTosinero ®emepasbHOro 3aKOHa BIIpaBe mepeo@opMuThb
JIULEH3MI0 Ha IPOMU3BOACTBO, XpPaHEHMe U ITOCTaBKY ITPOU3BELEeHHOTO
STWIOBOTO CIIXPTA Ha TULEH3MI0 Ha TPOU3BOACTBO STUIOBOTO CIIUPTA JIJIST
MpOM3BO/ICTBa (papMalleBTUUEeCKOi CyOCTaHIIMM CIIMPTA 3TUJIOBOTO
(3TaHOa) IpU YCJIOBUM MTPeAOCTaBAeHUs B IUIeH3UPYIOLMIT OpTaH CXeMbl
pacIioyiokKeHus U COeIMHEHUII KOMMYHUKALMI, COeIMHSIOIINX OCHOBHOE
TeXHOJIOTMYEeCKOoe 060pyJ0BaHMe [IJIsI TPOU3BOICTBA STUJIOBOTO CITUPTA,
yKkaszaHHoe B ImyHKTe 1.1 ctatbu 14.1 ®enepasbHOTO 3akK0HA OT 22 HOSIOPS
1995 roma N 171-®3 "O rocysapcTBEHHOM peryauMpoBaHuM ITPOM3BOJICTBA U
060poTa 3TUIIOBOTO CIIMPTA, aIKOTOJbHO U CIIMPTOCOAepsKalei
MPOIYKIIMY U 06 OrpaHUYeHUM TTOTPebIeHNST (PACTTUTHSI) aTKOTOIbHOIA
MPOOYKIMK", C eMKOCTSIMU JJISI IPUEMKM STUIIOBOTO CIIMPTA IS
MPOM3BO/ICTBa hapMalleBTUUEeCKOi CyOCTaHIIUM CIIMPTA STUIOBOTO
(aTaHona). B 3asBaeHMM 0 iepeodopmIeHUM TUIEH3UM YKa3bIBAETCS
mMHpopMaIus 0 IUIeH3UM Ha IPOM3BOJICTBO JI€KAPCTBEHHBIX CPECTB
(bapmaiieBTMUECKOI CYOCTAHIIMY CIIMPTA STUIOBOIO (9TAHOJIA), BKIIOYAS
HOMEp U AATy BbIJAauM TaKOM JIULEH3UN.

[IpesupeHt
Poccuiickoit @enepayn
B.ITYTUH

Mocksa, Kpemiib
27 neka6pst 2019 roma
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