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Cratbs 1

BuecTtu B @enepaibHblil 3aK0H OT 22 HOs16pst 1995 roga N 171-®3 "O rocynapCcTBeHHOM PeryaupOoOBaHUMU
MPOM3BO/ICTBA ¥ 060POTA ITWJIOBOTO CITMPTA, AJIKOTOJIbHOM 1 CIIMPTOCOAEepyKalllelt TPOayKIMK 1 00
OTpaHNYEHUM TIOTPebIeHMs (PACTIUTHS) ATKOTOIbHOM MPOayKIuu" (B pegakuuy demepaybHOTO 3aKOHA OT
7 suBaps 1999 roga N 18-D3) (Cobpanme 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, cT. 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, c1. 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, cT. 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) ciienyionie M3MeHeHUSI :

1) B ab3a1ie 4eTBepTOM ITyHKTA 3 cTaTby 1 cJioBa "STWIOBBIN CIIMPT" 3aMEHUTh CJIOBAMU
"(hapMalieBTMUECKYIO0 CYOCTaHIIMIO CIIMPTA 3TUIOBOTO (3TAHOM)";

2) B cTaTbe 2:
a) TOATYHKT 2.1 U3JIOKUTH B CJIeAyIOIei pegakiiun:

"2.1) papmatieBTHUecKasi CyOCTAHIMS CITMPTA STUIOBOTO (3TAHOM) - hapMaleBTUuYecKast CyocTaHLIS U
(unu) BCrmoMoraTebHOE BelleCTBO, CoAepyKallye STUIOBBIV CIIUPT U OTipefe/ieHHbIe B COOTBETCTBUM C
®enepasbHbIM 3aKOHOM OT 12 amnpesnsg 2010 roga N 61-®3 "O6 obpalieHny JieKapCTBEHHBIX CPeCTB";";

0) B MOAITYHKTE 3.2 CJIOBA "MJIM STUJIOBbIV CIIUPT" UCKITIOUUTD;
3) B cTaThe 5:
a) IOTMOJTHUTh HOBBIM ab3alleM BaillaTh CelbMbIM CJIEIYIOLIEro ColepsKaHus:

"yCcTaHOBJIEHME TPeOGOBaHMI K KOMMYHUKAIIMSIM, COeIMHSIIONIM OCHOBHOE TEXHOJIOTMUECKOe
obopymoBaHMe [IJisl TPOM3BOACTBA STUIOBOTO CIIMPTA, YKa3aHHOe B MyHKTe 1.1 craThy 14.1 HacTOSIIErO
®epnepanbHOTO 3aKOHA, C eMKOCTSIMMU [IJIS TIPUEMKM STUJIOBOTO CIIMPTA IJIS1 IPOU3BOACTBA
(dapmaleBTM4YeCKOI CyOCTaHIIMM CIIMPTA ITUIOBOTO (3TaHOJA);";

6) ab3all IBaATh CEAbMOJ CUMTATh ab3a1leM ABaAllaTh BOCbMbIM,;

4) B cTaTbe 8:

a) B IIyHKTe 2:

ab3allbl ABALIATHIN M NBALIATh ITePBbIi U3JIOKUTD B CJIeAYIONIei peJaKIin:

"EMKoOCTM 17151 TpreMKy (papMaleBTUUeCKOi CyOCTaHIIMM CIIMPTa STUI0BOTO (3TAHOJIA) Y OpraHM3aIuii 1



VHIVBUAYAIbHBIX ITpeAIIpMHMMATENel, UCIIONb3YIOINX hapMaleBTUIeCKyIo CyOCTaHI[MIO CITMPTa
3TUJIOBOTO (3TAHOM) [IJIsT IPOU3BOACTBA U (M) M3TOTOBIEHUS CIIUPTOCOAEPKAIIUX JIEKAPCTBEHHbIX
IpenaparoB U (WIN) CIIMPTOCOAepsKAINX MEAULIMHCKUX U3MeJINIA, a TaKKe B IPollecce Mpou3BOICTBA U
(WI1) U3TOTOBJIEHUST IPYTUX JIEKAPCTBEHHBIX CPEMICTB U (VJIN) MEeIVUIMHCKNUX M3V, TO/KHBI ObITh
OCHAIIeHbl aBTOMATUYECKMMM CpeJICTBAaMM U3MepeHMs ¥ yueTa KOHIIeHTpaluu 1 oobeMa 6€3BOIHOTO
criupTa B papMalieBTMUECKOM CyOCTaHIIMM CIIMPTa STUIIOBOTO (3TaHOJE), 00beMa (papMalleBTHUUECKO
CyOCTaHLIYM CIIMPTA STMIOBOTO (3TAHOJIA).

[TporpaMMHO-amIapaTHbIe CpeiCTBA OpTaHM3aLMIi M MHAVMBUAYAIbHBIX ITpearpUuHUMAaTeel,
MCITONIb3YIOMMX (hapMalieBTUYeCKYI0 CYOCTaHIMIO CIIMPTA STUIOBOTO (3TAHOJ) AJISI TPOU3BOACTBA U (VJIN)
M3TOTOBJIEHNS CITMPTOCOIEPKAIMX JIEKAPCTBEHHBIX ITPEIapaToB U (MJIM) CIIUPTOCOAEPIKAIINX
MeIUIIMHCKUX U3e/Nii, a TaKKe B Mpoliecce IPOU3BOCTBA U (M) M3TOTOBJIEHMS APYTUX JIeKapCTBEHHBIX
CpeAcTB U (W) MeOUIIMHCKUX U3IeNii, JOJKHBI 06ecreunBaTh IIpMeM U repegauy MHGoOpMaInm,
MTOJTYYEHHOI C MICIT0/Tb30BaHMEM aBTOMATUYECKMX CPEJICTB M3MePEeHMs U yueTa KOHIIEHTpaIMK 1 00beMa
6e3BOJIHOrO CIIMpPTa B (papMalieBTUUECKO CyOCTaHIIMM CIIMPTA STUIOBOTO (3TaHOJIE), 06beMa
dbapMaleBTMUECKOI CyOCTaHLIMM CIIVPTA STUIOBOrO (3TaHOo/a), 06 06beMe ee 3aKYIIKN.";

B ab3aiie ABaAIIaTh BTOPOM CJI0BA "MJIM STUJIOBOTO CIIMPTA" MCKIIOUNTD;
B ab3alie ABaAIIaTh TPETheM CJIOBA "MJIM STUJIOBBIN CIUPT" U CJI0BA "WJIM STUJIOBOTO CIIUPTA" VCK/IIOUNTD;
IOTIOJIHUTD ab3a1iaMu CIeyIoIero CoaepkaHms :

"EMKOCTM [I71s1 TpUeMKM 3TUJIOBOTO CIIMPTA y OpraHM3a1Mii, MCITOMb3YIOIIUX STUIOBbIN CIIUPT IJIs1
MPOM3BO/ICTBA (hapMalleBTUUECKOI CYOCTaHLIMM CITUPTA STUIOBOTO (3TaHOJIA), MO/DKHBI OBITh OCHAIIEHBI
aBTOMAaTUYECKMMM CPeCTBAaMM M3MepEeHUS U yUeTa KOHIIEHTpaIUuK 1 00beMa 6€3BOIHOTO CIIUPTa B
3TWJIOBOM CIUPTE, 06beMa STUIOBOTO CITUPTA.

[TporpaMMHO-amIapaTHbIe CpeICTBA OpPTaHM3aLNI, MCIIOIb3YIOINX STUIOBBIA CIIUPT AJIS1 TPOU3BOACTBA
(dapmareBTMUYeCKOI CyOCTAHIIMM CIIMPTA STUIOBOIO (3TAHOJA), JOJIKHBI 00eCIIeunBaTh IPUEM U epegavy
MHbOpMAaIMM O KOHLIEHTPALUM 1 00 06bemMe 6e3BOTHOIO CIMPTA B 9TUIOBOM CIIUPTE, 00'beMe ITUIIOBOTO
CIIMPTA, TOJYYEHHOJ C MCIT0/Ib30BaHMEM aBTOMATUUECKUX CPEJICTB M3MEPEHUS U YUeTa KOHIIEHTpaIun 1
o6beMa 6e3BOJHOTO CIMPTA B STUJIOBOM CIIMPTE, 00beMa STUI0BOIO CIIMpPTAa.";

0) B ITyHKTE 5:

B ab3alle MepBOM (JIOBaA "3a UCK/II0UEHMEM MTPOM3BOACTBA hapmaleBTUYeCKoi CyOCTaHIIMM CIIUpPTa
STUJIOBOTO (3TaHOJIA)," UCK/IIOUYATD;

B ab3alle BTOPOM CJIOBa "3a MCK/IIOUEeHMEeM IPOMU3BOACTBA (papMalleBTMUECKOM CyOCTaHIIUM CIIMPTA
3TUJIOBOTO (3TaHOJIA)," UCK/IIOUYUTD;

B ab3alle TpeTheM CJI0Ba "3a UCK/IOUeHMEeM MPOMU3BOACTBA (papMalieBTMUeCKO CyOCTaHI[UMY CIUPTa
3TUJIOBOTO (3TaHOJIa)," UCK/IIOUYUTD;

B) B IIYHKTe 9:
ab63all YeTBepThIii MPU3HATH YTPATUBIINM CUITY;
IOTIONTHUTH ab3alleM CieAyIollero colepskaHus:

"He momyckaeTcst mpoM3BOACTBO (papMalieBTMUECKO CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAHOJA), U (UJIN)
CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX CPEACTB, U (MIM) CIUPTOCOAEPKAIIMUX MEeAULIMHCKUX U3 Ha
OCHOBHOM TE€XHOJIOTMUYECKOM 000pYI0BaHMUM [IJIsI TPOM3BOJICTBA STUIOBOTO CIIMPTAa, YKA3aHHOM B ITYHKTE
1.1 cratbu 14.1 HacTtosuero @enepasbHOTO 3aKOHA.";

I) IOTIOJTHUTH ITYHKTOM 13 cJIeIyIOIIero coepskaHms:

"13.V OpI‘ElHVISB.LUAVI, MMeINMX JUIEeH3WIO Ha ITPOM3BOACTBO 3TMJIOBOI'O CIIMPTAa AJId ITIPOM3BOACTBA



(dapmaleBTHM4YeCKOI CyOCTaHIIMM CIIMPTA ITUIOBOTO (3TAaHOJIA), a TAKKe Y COMCKaTesei TaKoii TULeH3UN
OCHOBHOE€ TEeXHOJIOTMYeCKOoe 000pyIoBaHMe [JIsT TPOM3BOICTBA STUIOBOIO CIIMPTA, YKa3aHHOe B IMyHKTe 1.1
cratby 14.1 HacTosero ®enepasbHOrO 3aKOHA, TOJIKHO OBITH COEIMHEHO C eMKOCTSIMU JJ1s1 IPUeMKU
STUJIOBOTO CIIMPTA /IS IPOMU3BOCTBA (hapMalleBTMUECKOi CyOCTaHIIMM CITMPTA STUIOBOTO (3TaHOJIa)
KOMMYHMKALMSIMM, OTBEYAIOIIMIM TPeOOBaHMSIM, YCTaHOBJIEHHBIM (PefiepaabHbIM OpraHOM
MCIIOJTHUTEIBHOJ BJIACTH, YIIOJTHOMOYEHHBIM [0 KOHTPOJIIO M HaJI30pY B 06/1aCT ITPOM3BO/ICTBA U 060pOTa
STUJIOBOTO CIIMPTA, aJIKOTOJbHON U COUPTOCOAEPKAILE TPOAYKIIUNA.

[Tepemaua B CTPYKTYpe OpraHmU3aluy MPOU3BENEHHOT0 3TUIOBOTO CIUPTA AJ1 IPOU3BOJICTBA U3 HErO
(dhapmareBTMYeCKO CyOCTaHIIMM CITMPTA STUIOBOTO (3TAHOJIA) TOMYCKAETCS TOJIHKO IT0 KOMMYHMKAIIMSIM,
yKa3aHHbIM B ab3aliie IepBOM HaCTOSIIIEro IMMyHKTa ¥ OCHAIlleHHbIM aBTOMAaTUUEeCKUMU CpefCcTBaMMU
M3MepeHUs U yueTa KOHIIeHTpaLuu 1 o6bemMa 6e3BOJHOTO CIIMPTa B 3TUIIOBOM CITMpPTe, 06bemMa 3TUI0OBOTO
cnupra.”;

5) B myHKkTe 4 cTaThu 9:

a) ab3air repsblii mocsie ¢joB "TIocTaBKM 3TUIOBOTO CMPTA" NOTOTHUTD CJIOBaMy "(3a MCKIIOUEHMEM
dbapMalneBTMUECKOI CyOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOA)";

0) ab3aI11 BTOPOi1 M3JIOKUTD B CJIEAYIOLIE peJaKkIyun:

"TlocTaBkyM hapMareBTUUECKOI CYyOCTAHIIMM CITUPTA STUIOBOTO (9TAaHOJIA) OCYIECTBISIIOTCS TOJIBKO
OpraHmM3anyusIMu, KOTOpble MUMEIT OJHOBPEMEHHO JIUIIEH3UIO Ha ITPOM3BOACTBO STUI0BOTO CIIUPTA IJIsI
MPOM3BOJICTBA (hapMalleBTUUEeCKOl CYOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOJIA) U JIMIIEH3UI0 Ha
MPOM3BO/ICTBO JIEKAPCTBEHHBIX CPeACTB (hapMalieBTUUECKOI CyOCTaHIIMM CIMPTA STUIJIOBOTO (3TAHOMA).";

6) B ab3a1ie BTOPOM MYHKTA 2.6 cTaThy 11 CJIOBO "MCITOMB3YIOTCS" 3aMEHUTDb CJIOBOM "MCITOJIb3YeTCS", CJIOBA
"M (MJIN) STUJIOBBIN CIIMPT" UCKIIOUYUTD, CJIOBO "KOTOPBIX" 3aMeHUTh CJIOBOM "KOTOPOI1", CJIoBa "MUJIN B
STUJIOBOM CIIMPTE" U CJIOBA "MJIM STUIOBOTO CIIUMPTA" UCKIKYUTD;

7) B IyHKTe 3 cTaTbhu 14:
a) B ab3alie mepBOM CJI0Ba "M JeKJIapypoBaHue" MCKIIOUNTD;
6) ab3aI11] BTOPOi1 M3JIOKUTDb B CJIEAYIONIE peJaKkImn:

"JIntia, oCyIecTBIISIONIMe 3aKYIIKY U UCITOb30BaHMe (papMalieBTUUeCKOi CyOCTaHIIMY CIIMPTA STUIOBOTO
(aTaHoa), 06s13aHBI OCYIIECTBIISITh YUET 00beMa ee 3aKyIKM U UCTI0Ib30BaHMSI, 38 UCKII0UEHMEM JIUII,
KOTOpbI€E YKa3aHbl B MOANYHKTe 12 myHKTa 2.1 cTaThu 8 HacTosero @enepajbHOTO 3aKOHA U KOTOPbIE
00sI13aHbI OCYIIECTBIISITh JeKIapupoBaHye 06bemMa 3aKyIKM U MUCII0Ib30BaHMs (papMalieBTUUeCcKot
CyOCTaHLIMM CIIMPTA STMIOBOTO (3TaHOJA).";

B) B ab3alie IecToM cjI0Ba "06 o6beMe IMPOM3BOJICTBA," 3aMEHUTD CJI0BaMM "06 ob6beme";
8) B cTraTbe 18:
a) IMyHKT 2 IOTOJHUTD ab3alleM CJIeIYIOIIEero ComepskaHmsI:

"ITPOU3BOACTBO STUIOBOTO CIIMPTa IJIs1 TPOM3BOACTBA (hapMalleBTUUECKOM CyOCTaHLIUM CITUPTA STUIIOBOTO
(3TaHoONa).";

0) MYHKT 4 AOTIOJIHUTD ab3alieM CJIeIyIoIero coaepskaHms:

"JInlleH31s1 Ha TPOU3BO/ICTBO STUJIOBOTO CIMPTA JIJ1s1 IPOU3BOACTBA (papMalleBTMUeCKOl CyOCTaHIUU
CIIMPTa STWIOBOTO (3TaHOJIa) IpefyCcMaTpMBaeT MPaBo OpraHM3al Uy Ha MPOU3BOLCTBO 3TUIOBOTO CIMPTA
VICKJTIOUMUTEJIBHO B LIeJISIX MUCII0Ab30BaHMs STUIOBOTO CIIMPTA [JI1s1 IPOU3BOLCTBA 3TOV OpraHusanyen
dapmareBTMUeCcKO¥ CyOCTaHIIMM CIIUPTA STUIOBOTO (3TAHOMA)." ;

9) B cTaTbe 19:



a) ab3ail rmepBbIii MyHKTa 1 mocsie cJioB "3a MCKI0UeHeM" TOMOIHUTD CJIOBAMM "TULIEH3M1, BbIIaBaeMbIX
OpraHM3alysIM Ha IIPOU3BOJCTBO STUIOBOTO CIIMPTA /IS POMU3BOACTBA (hapMaleBTMUECKOI CyOCTaHIUM
CIIMPTA STUIOBOTO (3TaHOJA),";

0) IOMOJHUTD MYHKTOM 1.7 CJIEYIONIEro ColepsKaHms:

"1.7. g mosy4eHus TULeH3MM Ha TIPOU3BOACTBO 3TUIOBOTO CIMPTA [JIs1 TPOM3BOACTBA
(dapmareBTM4YeCKO CyOCTAHIIMM CITMPTA STUIOBOTO (3TAaHOJIA) OpraHu3alyei peICcTaBIsSIOTCS B
JUIeH3UPYIOUIUIA OpraH JOKYMEeHTbI, TpelyCMOTPEeHHbIe ITYHKTOM 1 HaCTOsIIel CTaTby, a TAKKe cxemMa
pacIosioskeHus ¥ CoeIMHeHM T KOMMYHMKAIMiA, COeqMHSIONMX OCHOBHOE TeXHOJornueckoe o60pynoBaHe
IJ1s1 IPOU3BOJICTBA 3TUJIOBOTO CIIMPTA, yKa3aHHoe B IyHKTe 1.1 ctaTbu 14.1 HacTosiero ®enepaabHOTO
3aKOHA, C EMKOCTSIMM JJIs1 TPMEeMKM STUIOBOTO CIIMPTA AJIs1 ITPOU3BOACTBA hapMalieBTUUECKOi CyOCTaHII M
CIIUPTA STUIIOBOTO (3TAHOJIA).

[TepeueHb MHGOPMAIMY, COAEPIKAILIEICS B CXeMe PACIIONIOKEHNS U COeITHEeHMI I KOMMYHMKAIINIA,
COeIMHSIIONINX OCHOBHOE TeXHOJIOTMYeCKOoe 060pyI0BaHMe [IJIsi TPOU3BOICTBA 3TUIJIOBOTO CIIUPTA C
€MKOCTSIMM ISl ITPYEMKM 3TUJIOBOTO CITMPTA JJIsI TPOU3BOICTBA (hapMalleBTUUYEeCKOV CyOCTaHIIMM CIIMPTa
3TUJIOBOTO (3TaHO/A), yTBEPXKIaeTcs dhemepaibHbIM OPraHOM MCIIOTHUTEIbHOM BJIACTH, YIIOJTHOMOYEHHbIM
10 KOHTPOJTIO ¥ HAaZ30pY B 00J1aCTY ITPOU3BOACTBA ¥ 060POTA STUIIOBOTO CITUPTA, AJIKOTOJIbHOM U
CIMpTOCOAEepsKaliei MPOILYyKIIUN.

B 3asiBiieHMM O Bblaye JIUIEH3UM Ha IPOU3BOACTBO 3TUJIOBOTO CIIMPTA [JIs1 IPOU3BOACTBA
(dhapmaleBTMYeCKOI CyOCTAaHIIMM CITMPTA STUIOBOTO (3TAaHOJIA) HAapsIAy ¢ MHbOpMAaIlMet, mpeayCMOTPeHHOI
MOAMYHKTOM 1 ITyHKTa 1 HACTOSIEe CTaTby, yKa3bIiBaeTCs MHGOPMAaLMS O JIMILEH3UM Ha ITPOU3BOICTBO
JIeKapCTBEHHBIX CpeicTB (hapMalleBTMUeCKOi CyOCTaHIMM CIIMPTa STUI0BOTO (3TaHOIA), BKIIOYas HOMeP
M 1Ty BbIJauM Takoi iuileH3un. B ciryuae, eciau nHbopMalys o JIUIEH3UM Ha TIPOM3BO/ICTBO
JIeKapCTBEHHBIX CPeACTB (apMalieBTUUECKON CyOCTaHLIVM CIIMPTA STMIOBOTO (3TaHOJIA), BKIIIOUYasl ee
HOMep M JaTy BblJauM, He yKa3aHa 3asiBUTe/ieM, 3Ta MHGOpMalus mpeacTaB/seTcs Mo
MeXXBeJOMCTBEHHOMY 3aITpoCy JUILEH3UPYIOIero OpraHa, HalrpaBJIeHHOMY C MCII0JIb30BaHMEM eqUHOM
CUCTEMbI MEXXBEIOMCTBEHHOTO JIEKTPOHHOTO B3aMMO/IeicTBIS, (pefepaabHbIM OpraHOM UCIIOTHUTEIbHOM
BJIACTU, YIIOJTHOMOUYEHHBIM Ha JIMI€H3UPOBaHMe MPOMU3BOCTBA JIEKAPCTBEHHBIX CPEICTB 15
MeIUIIMHCKOTO TIpUMeHeHus. " ;

B) IIOTIOJTHUTH ITYHKTOM 2.2 CJIEIYIOIIEro CoaepskKaHmsI:

"2.2. 115 nonyyeHUs1 ML €H3UM Ha IPOU3BOACTBO 3TUIOBOTO CIIMPTA AJ1s1 IPOMU3BOACTBA
(dhapmaleBTM4YeCKO CyOCTaHIIMM CITMPTA STUIOBOTO (3TaHOJIA) He AOIycKaeTcs TpeboBaTh JOKYMEHTHI,
KOTOpbIe He TpeayCMOTpeHbI ITyHKTaMu 1 u 1.7 HacTosIen cTaTbn.";

r) a63all epBblii ITyHKTa 19 JOMOTHUTS HOBBIM TPEThUM ITpeIJIoKeHeM CJIeAYIOIIEro comepskanus: "B
JIULIEH3UM Ha ITPOU3BOACTBO 3TUIOBOIO CIIMPTA JJIs1 TPOM3BOACTBA (hapMalleBTUYECKOi CyOCTaH LM
CIIMPTa 3TWIOBOTO (3TAHOJIA) TaKKe YKa3bIBaeTcst MHOOpMAIMS O TUIeH3MM Ha TTPOU3BOICTBO
JIeKapCTBEHHBIX CpeicTB (hapMalleBTMUeCKOi CyOCTaHIMM CIIMPTa STUI0BOIO (3TaHOIA), BK/IIOUas HOMep
U ATy BbIZA4YM TaKOM JIUILEH3UN.";

10) B cTaTbe 20:
a) JOMOJHUTb MYHKTOM 1.1 ciieyroiero cogepkaHmsi:

"1.1. Hapspy co ciaydasiMy, yKa3aHHBIMM B ITYHKTe 1 HACTOsI1Ieli CTaTby, JeliCTBMe JINLeH3UM Ha
MIPOU3BO/ICTBO 3TUJIOBOTO CIIMPTA JIJISI TPOM3BOCTBA (hapMaIeBTUUECKOi CyOCTaHI[MM CITUPTA STUIOBOTO
(9TaHO/IA) IPMOCTAHABIMBAETCS HA CPOK IIPUOCTAHOBJIEHMS AeCTBUS JIMLLEH3UM HA IIPOU3BOCTBO
JeKapCTBeHHBIX cpeAcTB ((papmalieBTMUECKOI CyOCTaHIMM CIMPTA ITUIOBOTO (3TaHosa), MHGopMalus o
KOTOPOJ yKa3aHa B JIMLIEH3MM Ha TPOU3BOACTBO 3TUIOBOTO CIMPTA JJ151 IPOM3BOACTBA (hapMalle BTUYEeCKOii
CyOCTaHLIM CIIMPTA STUIOBOTO (3TAHOJA).";

0) MyHKT 2 AOTIOJIHUTD ab3alieM CJIeyIoIIero CoaepskaHms:



"Hapsimy co ciayyasiMu, oripeieJieHHbIMM ab3a1ieM MepBbIM HaCTOSIIIEro MyHKTa, TeiiCTBIe JIUIeH3UM Ha
MPOM3BOJICTBO STUJIOBOT'O CITMPTA JIJIs POMU3BOACTBA (hapMaleBTMUECKOI CyOCTaHIIMM CITMPTA STUIOBOTO
(3TaHOJIa) TIpeKpaIiaeTcs C AaThl IpeKpalieHns Uiu aHHYJIMPOBAHUS AEeMCTBUS JTULLEH3UU Ha
MPOM3BO/ICTBO JIeKaPCTBEHHBIX CPeACTB (hapMalieBTUUECKOl CyOCTaHIIUM CIIMPTA 3TUIOBOTO (3TAHOA),
mMHboOpMaIs 0 KOTOPOi1 yKa3aHa B JIMIIeH3MM Ha ITPOU3BOACTBO STUIOBOTO CIIMPTA JJIs1 TPOM3BO/ICTBA
(dapmaleBTM4YeCKOi CyOCTaHIIMM CIIMPTA ITUIOBOTO (3TaHOoA).";

B) MYHKT 3.1 JOMOTHUTD MOAIYHKTaMM 24 1 25 ceAyIoNIero coepskaHms :

"24) 3aKyIKa, IOCTaBKM, IIePEBO3KM STUIOBOIO CIIMpPTa (3a MCKII0UeHMeM (papMalieBTMUeCKOi CyOCTaHIM
CIIMpTa 3TWIOBOTO (3TAHOJ1a), IPOU3BEEHHOI0 OPraHU3alUsIMM, UMEIOL MU JIMLEH3MI0 Ha TIPOU3BOACTBO
STUJIOBOTO CIIMPTa IJIs1 TPOM3BO/ICTBA papMalle BTUUECKOi CyOCTaHIIUMM CITMPTA STUJIOBOTO (3TAHOJIA);

25) HeCOOTBeTCTBME PACIIONIOKEHMS ¥ COeIMHEeHMIT KOMMYHMKAIIMIA, COeAMHSIIONMX OCHOBHOE
TEeXHOJIOrMYecKoe 060pyaoBaHMe s TPOM3BO/ICTBA ITUIOBOTO CIIMPTa, YKa3aHHOe B MyHKTe 1.1 cTaTbu
14.1 HacTogiero ®egepaabHOTO 3aKOHA, C EeMKOCTSIMU IJISI IPUEMKU 3TUIOBOTO CIIMPTA [J1s IIPOM3BOACTBA
dbapMmalleBTMUECKOM CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAaHOA), CXeMe PaCIIONOXKEHNS U COeIMHEe U
KOMMYHMKaIINi, COeAVHSIONIMX OCHOBHOE TEXHOJIOTMUeCKOoe 0600pyAoBaHue /1Jisi IPOU3BOACTBA 3TUIOBOTO
CrupTa, ykasaHHoe B ImyHKTe 1.1 ctatbu 14.1 HacTosmero @enepajbHOTO 3aKOHA, C eMKOCTSIMU JJISt
MIPUEMKM STUIOBOTO CIIMPTA JJIs IPOM3BOICTBA (hapMalleBTUYECKOI CYOCTAaHIIMM CITIUPTA STUITOBOTO
(9TaHOMA), IIpeCTaBIeHHOM B IMLEH3UPYIOIIMIT OPTaH B COOTBETCTBUU C ITyHKTOM 1.7 ctaTbu 19
HacTosiero PenepaabHOro 3aKOHa.";

11) nyHKT 1 cTaThy 25 MOMOJTHUTD MTOAITYHKTOM 9 C/IedyI0IIero comepskaHms:

"9) STUJIOBBIN CIIUPT (32 UCKIIOUEeHMeM dapMalieBTUUeCKOi CyOCTaHLMM CITMPTa STWJIIOBOTO (3TaHOJIA),
IMPOM3BEIEHHbIV OPTaHU3ALUSIMM, UMEIOIIUMHU JIMIIEH3UIO Ha ITIPOU3BOACTBO STUIOBOTO CIIUPTA JJIsI
MPOM3BOJICTBA (hapMalleBTUUECKOI CyOCTaHIIMM CITMPTA STUIOBOTO (3TAaHOJA), B CJIydae ero 3aKymKu,
[I0CTaBOK, IIEPEBO30K.";

12) myHKT 1 cTaThy 26 HOMOTHUTD ab3amamMmu CIeIYIOMIEero COmepsKaHmMsI:

"3aKyIIKa, [IOCTAaBKM, IEPEBO3KM ITUIOBOTO CIIMPTA (32 UCKII0YeHeM GapMaiieBTUIeCKO CyoCcTaHIUM
CTIMPTa 3TWJIOBOTO (3TAHOJIA), TPOM3BEAeHHOTO OPTaHU3AIMSIMY, MMEIOLIMMMY JIUIeH3UI0 Ha TPOU3BOACTBO
3TUJIOBOTO CIIMPTA JIJIs1 IPOU3BOACTBA (papMalieBTUUeCKOii CyOCTaHIMM CIIMPTA STUIOBOTO (3TaHOJIA);

MPOU3BOACTBO 3TUIOBOTO CIIMPTA OpraHu3alneil, Mumerollei JMieH31I0 Ha TPOMU3BOICTBO STUIOBOTO
CIIMpTa JJ1s1 TPOM3BO/ICTBA hapMalleBTUYeCKOi CyOCTaHIIMM CIIMPTa STUIOBOTO (3TaHOJIA), B CIyUyae
OTCYTCTBMS Y TaKOVi OpraHu3anyy JulleH3MUu Ha MPOU3BOJICTBO JIeKapCTBEHHBIX CPeACTB
(bapmaiieBTMUECKOV CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAHOJIA) MO0 IMPUOCTAHOBIEHNS €€ NeiiCTBUS

MIPOU3BO/ICTBO ITUIIOBOT'O CIIMPTA JIJIsk TPOU3BOACTBA hapMalleBTUUeCKOii CyOCTaHI[MM CITUPTA ITUIOBOTO
(3TaHOIA) C UCIIOTb30BAHMEM OCHOBHOTO TEXHOJIOTMYECKOTO 000PYAOBaHMS [JIs1 TPOU3BOJCTBA STUIOBOTO
CIMpTa, yKasaHHoro B IyHKTe 1.1 ctatbu 14.1 HacTosuero @enepaabHOTO 3aKOHA U HE COeIVIHEHHOTO
KOMMYHMKaLIMSIMU C eMKOCTSIMU 11 IPUEMKY 3TWJIOBOTO CIIMPTa JJ1s1 TPOMU3BOACTBa hapmalieBTUYeckoit
CyOCTaHIIMM CIUPTA STUIOBOTO (3TaHOA) IMO0 COeAMHeHHOTO KOMMYHMKAIMSIMU, HE COOTBETCTBYIOIMMU
TpebOBaHUSIM, YCTAHOBJIEHHBIM (efiepaibHbIM OPraHOM UCIIOTHUTENbHOV BJIACTH, YIIOJTHOMOYEHHbBIM IO
KOHTPOJIIO ¥ HAZ[30py B 06/IaCTM MPOU3BOACTBA ¥ 060POTa STUJIOBOTO CITUPTA, aJTIKOTOIbHOM U
CIIMPTOCOAEpKAILE MPOLYKIMUA, U (UIIN) CXeMe PACIIOIOKeHNUS U COefHEHU I KOMMYHUKALWIA,
COeIMHSIIONINX OCHOBHOE TeXHOJIOTMYeCcKoe 060pyIoBaHMe [IJis TPOU3BOICTBA 3TUIJIOBOTO CIIUPTA,
yKa3aHHoe B ITyHKTe 1.1 ctatby 14.1 HacTosiero @efepaslbHOrO 3aKOHA, C EMKOCTSIMU 1)1 IPUEMKU
STWJIOBOTO CIIUPTA JIJIsl IPOU3BOICTBA (hapMalie BTMUeCKOV CyOCTAHIIMY CIIMPTa STUJIOBOTO (3TAHOJIA),
MpeICTaBJIeHHON B IMIIEH3UPYIOIINI OPraH B COOTBETCTBMM C ITYHKTOM 1.7 cTaTey 19 HacTOsIIETO
@enepanbHOTO 3aKOHA;

Bbigayda JIMIIE€H3UM Ha ITPOM3BOACTBO STUJIOBOTO CIIMPTA OJId IIPOM3BOACTBA (bapMaL[eBTI/ILIECKOI'/JI
CY6CT8.HL[I/II/I CIIMPTa 3TUIIOBOTO (BTaHOJIa) opraHmusanvm, UMeIIel TUIeH3UI0 Ha IIpOn3BOACTBO, XpaHEHUE



M IOCTAaBKU ITPOMU3BEIEHHOI'0 3TUJJIOBOTO CIINPTA,

BbIIaua JIMIIEH3UY Ha TPOMU3BOICTBO, XpaHEHME U TTOCTaBKY IMPOM3BEIeHHOTO STUJIOBOTO CITUPTa
OpraHu3aluu, MMeIoIIei TUIIeH3MI0 Ha MPOU3BOACTBO ITUIOBOTO CIIMPTA AJIsI IPOU3BOACTBA
(apmaleBTM4YeCKOI CYyOCTAaHIIMM CITMPTA STUIOBOTO (3TAHOIA);

MCII0JIb30BaHMe OCHOBHOI'O T€XHOJIOTMYECKOTO 000pYyA0BaHMSI JIJIsl TPOU3BO/ICTBA STUIOBOTO CIIUPTA,
YKa3aHHOrO B ITyHKTe 1.1 ctatbu 14.1 HacTosiero ®@enepaibHOrO 3aKOHA, AJ151 IPOU3BOACTBA
(dapmareBTMUeCKOM CyOCTaHIIMM CIIUPTA STUIOBOTO (3TAHOJA), U (VMJIN) CIIMPTOCOAEPKAIINX
JIeKapCTBEHHBIX CPeLCTB, U (WIN) CIMPTOCOLEPKALIMX MeAULMHCKUX UL eNNIA;

MCITOIb30BaHMe STUJIOBOTO CIIMPTA JIJIst IPOMU3BOACTBA (hapMaleBTUUECKO CyOCTaHIIMM CITUPTA STUIOBOTO
(3TaHOJA), IPOU3BEIEHHOTO APYTUMM OpTaHM3aLUSIMM. " .

CraTb4 2

BuecTtu B ®enepanbHbiil 3akoH oT 12 arpesis 2010 roga N 61-®3 "O6 obpaieHUM TeKapCTBEHHbBIX CPECTB"
(Cobpanne 3akoHOmaTenbcTBa Poccuiickoit ®emeparum, 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) cnemyioniye M3MeHEeHNSI:

1) cTaTbio 8 MOTTOJHUTE YACThIO 4 CIEAYIONIETO CONePsKaHMS

"4, JIuieH3Us Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CpeAcTB (hapMalieBTUIeCKOi CyOCTaHLIMM CITUPTa
STUJIOBOTO (9TaHOJIA) BhIJAETCS P YCIOBUM HAJIMUMS Y OPraHU3alMy Ha IIpaBe COOCTBEHHOCTH,
X03S1CTBEHHOTO BeJIeHMSI MJIU OTIepaTUBHOIO YIIpaBieHNsI OCHOBHOI'O TeXHOJIOTMYEeCKOTo 000pyI0BaHMS
ILJISI TPOU3BOACTBA STUIOBOTO CIIUPTA, 3aPErUCTPUPOBAHHOIO B COOTBETCTBUM CO CTaTheil 14.1
denepasbHOTO 3aKOHA OT 22 HOs6pst 1995 roga N 171-@3 "O rocygapCTBEHHOM PeryIMpOBaHUN
MIPOU3BOJICTBA 1 060POTA STUIOBOTO CITMPTA, AJIKOTOJIbHO M CIIMPTOCOAEPXKAIeit TPOIYyKINM U 06

"o,

OrpaHMYEHNM TTOTPebIeHNsT (PACTIUTUS) AJIKOTOJIbHOM MPOAyKIuUmM".";
2) IOTIOJNIHUTH CTaThein 8.1 clieayIolero ComepskaHus :

"Cratbst 8.1. OcO6eHHOCTM IUIIEeH3MPOBAHMS IPOU3BOACTBA JTEKAPCTBEHHBIX CpeACTB (papmalieBTUUECKO
CyOCTaHIMM CIIUPTA STUIOBOTO (3TAHOIA)

1. JleiicTBMe MULIEH3UM HA TTPOU3BOJICTBO JIEKAPCTBEHHBIX CpelicTB ((papMalieBTMUECKO CyOCTaHIIUMI
CIIMPTa 3TWIOBOTO (3TaHOJIA) MIPMOCTAHABIMBAETCS B YaCTU IpaBa Ha MPOU3BOICTBO (hapMalieBTUUeCKOi
CyOCTAaHLIMM CIIMPTA STUIOBOTO (3TaHOJIA) TUIEH3UPYIONIMM OPTaHOM B CJTy4Yasix, Opee/IeHHbIX CTaThelt
20 ®enepanbHOro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuileH3MPOBaHMM OTAE/IbHBIX BUTOB
JIessTeJIbHOCTU ", @ TaKXKe Ha CPOK MPUOCTAaHOBIEHMS JeiiCTBUS JIUIEeH3MM Ha IIPOMU3BOACTBO 3TUIOBOTO
CIIMPTA JIJIST TPOM3BOICTBA (hapMalleBTUUYECKOI CYOCTaHIMM CIIMPTA STUIOBOTO (3TaHOJIA), BRIAAHHON B
cooTBeTCcTBUM ¢ DefepaabHbIM 3aKOHOM OT 22 HOs16pst 1995 roma N 171-®3 "0 rocynapCcTBeHHOM
peryamMpoBaHuu MPOU3BOICTBA ¥ 060POTA STWIOBOIO CIIMPTA, AIKOTOJIbHO M CIIMPTOCO I pyKaIIeit
MIPOAYKIIMM U 00 OrpaHMUeHUM TTOTpe6eHnst (pacuTHsI) aIKOTOJIbHOM MPOSYKIIMK" .

2. leiicTBME TUIIEH3MM HA IIPOM3BOACTBO JIEKAPCTBEHHBIX CPeACTB ((hapMalieBTMUECKOM CyOCTaHIMM
CIIMPTa STWJIOBOTO (3TAHOJIA) B YaCTH IIpaBa Ha MPOU3BOACTBO hapMalleBTUIYECKOV CYyOCTaHIIMM CIIUPTa
3TUJIOBOTO (3TaHOJIA) TIPeKpaIaeTcs JULeH3UPYIOIUM OPraHOM B CJIy4asixX, Orpeae/ieHHbIX cTaTbel 20
®enepanbHOro 3akoHa ot 4 mas 2011 roga N 99-@3 "O nuiieH3MPOBAHMM OTAEIbHBIX BUIOB
IesITeIbHOCTU ", @ TaKKe C AaThl MpeKpalleHUs Uiy aHHYJIMPOBAHUS AeCTBUS IUIIeH3UU Ha ITPOMU3BOACTBO
STUIOBOTO CIIMPTa IJ1s1 TPOM3BO/ICTBA (hapMalle BTUUEeCKOi CyOCTaHIIUMM CIIMPTA STUJIOBOTO (3TAHOJIA),
BBIJJAHHOJ B COOTBETCTBUM ¢ DemepaabHbIM 3aKOHOM OT 22 HOsI6ps 1995 roga N 171-d3 "O
roCyIapCTBEHHOM PeryJaupoOBaHMUM IIPOU3BOACTBA ¥ 000POTA STUIOBOTO CIIUPTA, aJIKOTOJIbHOM U
CIIMPTOCOAEepKalllelt MPOAYKLIMM 1 00 OTpaHMYeHUY TTOTpedieHMs (PaCIUTHS) aTKOTOAbHON MPOoIyKuuu".";

3) B cTaThe 45:



a) 4acTb 4 JOMOJIHUTD ITPeAJIoKeHNEM CIeAYIOIero comepskanms: "B ciyuyae He06X0aAMMOCTH
MCITOTb30BaHMS STUJIOBOTO CIIMPTA, B TOM 4mciie papMalieBTUUECKOM CyOCTaHIIMM CIIMPTA STUIOBOTO
(3TaHOJa), TIPU TPOU3BO/JICTBE JIeKAPCTBEHHBIX CPENICTB B KAYeCTBE MEeMCTBYIOIEro U (UJIn)
BCIIOMOTAaTe/JIbHOTO BeleCTBa, a TaKKe B MHBIX TEXHOJIOTUUECKUX LIeJISIX TOJIKHA ObITh MCIT0JIb30BaHA
TOJIbKO (hapmMalieBTHUecKasi CyoCcTaHIMs CIIMPTa STUJIOBOTO (3TAHOM).";

6) B yacTu 4.2 cj10Ba "M JeKIapupoBaHue” UCKIIOUNTD, JOTIOTHUTD MIPeIJIOKeHMEM CIeTYIOIIero
conepskanus: "TIpousBoaCcTBO hapmalieBTMUYECKO CYyOCTaHIMM CITMPTa STUIOBOTO (3TaHOJIA) HOMTYCKAeTCS
TOJIbKO OpraHu3aiiyeit, ocyliecTBJsI0IIel MPOU3BOICTBO PEKTU(UKOBAHHOTIO 3TUIOBOTO CITUPTAa U3
TUILEBOTO ChIPbS HA OCHOBAHUM JIMIIEH3UM HA ITPOU3BOACTBO STUIOBOTO CIIUPTA OIS IPOU3BOACTBA
dhapMmalleBTMUECKOM CyOCTaHLIMM CITMPTA STUIOBOTO (3TAaHOJIa) B COOTBETCTBUM C TPEOOBAHUSIMU
denepasbHOTO 3aK0HA OT 22 HOs16pst 1995 roma N 171-®3 "O rocygapcTBeHHOM peryaupoBaHUM
MPOM3BOJICTBA ¥ 060POTA STUJIOBOTO CITMPTA, AJIKOTOJILHOM U CIIMPTOCOAEPKAIIel TPOSYKIIMM 1 00
OTpaHNYEHUM TIOTPeObIeHNs (PACIIUTHS) aJTKOTOJIbHOI MPOIYKINMK ", METOIOM pa3BedeHys BOIO0i
OUMIIEHHO TAKOT0 STUJI0BOTO CIUPTA, ITPOU3BEIEHHOTO JaHHONM OpraHM3aIyein 10 MeCTy OCYIeCTBIeHUS
MPOM3BOJCTBA (hapMalleBTUUECKOI CYyOCTaHLIMM CITMPTA STUIOBOTO (3TaHOA).";

B) B 4acTu 5:
ITYHKT 5 MPU3HATh YTPATUBIIUM CUTTY;
TOOTIOTHUTH ITYHKTaMM 6 U 7 CJIeAYIOIIEro COMepsKaHms:

"6) ClIMPTOCOAEepyKAIIMUX JIeKapCTBEHHBIX ITperapaToB 110 MeCTy OCYIeCTBIeHMS ITPOU3BOACTBA
(dapmalieBTM4YeCKOI CyOCTaHIIMM CIIMPTA ITUIOBOTO (3TaHOJA) U (MJTM) TI0 MECTY OCYIIeCTBIeHUS
MPOM3BO/ICTBA STUIOBOTO CIIMPTA;

7) apMmalieBTMUECKOV CyOCTaHLIMM CIIMPTa 3TUIOBOTO (3TAHOJA) U (MJIN) CIIMPTOCOAEPsKAITUX
JIeKapCTBeHHbBIX ITperapaToB HA OCHOBHOM TeXHOJIOTMYECKOM 000pYyAOBaHMUM IJ1s1 TTPOMU3BOJICTBA
9TUJIOBOTO CIMPTa, yKa3aHHOM B IyHKTe 1.1 ctatbu 14.1 ®enepanbHOTo 3akoHa OT 22 HOS0pst 1995 roga N
171-®3 "O rocygapCTBEHHOM PEryIMpOBaHNM ITPOU3BOICTBA ¥ 000POTa STUJIOBOTO CIIMPTA, aJIKOTOJIBHOM U

"non

CIIMPTOCOAEPIKAIIlel TPOAYKIMM 1 00 OTpaHMYeHUY TTOTPe6IeHMs (PaCTIUTHS) aTKOTObHOM MpoayKuumn".";
r) Byactu 9 cjioBa "B ITyHKTax 2 - 6" 3aMeHUTH CJIOBaMM "B IMyHKTax 3 - 5";
I) monosHUTb yactamu 10 u 11 ciemyroinero cogepskaums:

"10. Peanusauus (mepepayva B yCTAaHOBJIEHHOM 3aKOHOAATEeNbCTBOM Poccuiickoit @epepauiy nmopsake)
(dhapmareBTM4YeCKO CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAHOJIA) OPTaHU3aLMSIM OIITOBOM TOPTOB/IN
JIEKapCTBEHHBIMMU CPeICTBAMU HE IOITyCKAeTCsl.

11. TlepeBo3kM hapMaleBTMUECKOI CYyOCTAHIMM CITMPTA STUIOBOTO (3TAHOIA) OCYIIECTBIISIOTCS C
cobioeHreM TpebOBaHMIA, YCTAHOBJIEHHBIX a63a11eM YeTBEPThIM ITYHKTA 3 cTaThy 9 DemepasbHOTO
3aKoHa OT 22 HOs6ps 1995 roga N 171-®3 "O rocymapCTBEHHOM PETyJIMpPOBaHNUM IIPOU3BOACTBA 1 000poTa
STUJIOBOTO CIIMPTA, aJIKOTOJIbHO U CIIMPTOCOAepsKaleii MPOAYKIIUY ¥ 00 orpaHMYeHMM ITOTpebIeHNs

non

(pacnmUTHS) aJIKOTOIbHOM TIPOAYKIMN".";
4) B cTaThbe 53:

a) ab3ail mepBbIit YacTu 1 AOTIOJHUTD CJioBaMM "(3a UCKIIOUeHMeM dhapMalieBTUIecKoi CyoCcTaHL MM CIIUpTa
A3TUJIOBOTO (3TaHoJa)";

6) 4acCTh 2 U3JIOXKUTD B CAEOYIOIIE peTaKIim:

"2. OpraHusauuy ONTOBOV TOPTOB/IY JIeKaPCTBEHHBIMY CPeICTBAMM He BIIpaBe OCYIIeCTBJIATD IIPOLAXKY
(mepenauy B yCTAaHOBJIEHHOM 3aKOHOZATe/IbCTBOM Poccuiickoit @enepaunu mopsinke) papmaliieBTUUeCKOi
CyOGCTAaHLMM CIIMPTA STUIOBOTO (3TaHOA)." .



Cratps 3

Cratbio 1 ®egepanbHoro 3akoHa oT 4 mast 2011 roma N 99-®3 "O nuiieH3MpOBaHUN OTEeIbHbBIX BUI0OB
nestenbHocTH" (CobpaHme 3akoHOmaTeabcTBa Poccuiickoit ®emepanyn, 2011, N 19, cr. 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) 0OMOTHUTD YacThiO 4.1 CJIeAYIOIIEro cCoaepskaHms:

"4.1. Oco6eHHOCTH TUIIEH3UPOBAHMS ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB B UACTU MTPUOCTAHOBJIEHUS
WY TIpeKpalieHus AeiiCTBUS JULIeH3UM MOTYT yCTaHaBIMBAaTLCS PeepasbHbIM 3aKOHOM.".

Cratps 4

BHectu B cTaThio 38 ®emepanbHoro 3akoHa ot 21 Hosi6ps 2011 roga N 323-d3 "O6 0CHOBaxX OXPaHbI
300pOBbsI 'paskaaH B Poccuiickoit @emgepanyn” (CobpaHne 3akoHOAaTeIbcTBa Poccuiickoir ®emepanymy,
2011, N 48, cT. 6724; 2013, N 48, cT. 6165; 2015, N 1, cT. 85; N 27, cT. 3951; 2017, N 31, cT. 4765)
clenyrolye u3MeHeHu s :

1) yacTh 15 DOMOJHUTD ITYHKTaMM 3 U 4 CIeIyIOIIero ComepskaHms:

"3) MeIUIIMHCKUX U3TeNU, COlepsKaliux STUIOBBIN CITUPT, ITI0 MECTY OCYIeCTBIEeHUS TPOU3BOCTBA
(dapmareBTM4eCcKO¥ CyOCTaHIIMY CITIUPTA STUIOBOTO (3TAHOJA) U (MJIU) TI0 MECTY OCYIIeCTBIEHUS
IMPOM3BOACTBA 3TUJIOBOTO CIUPTA;

4) MeIULIMHCKUX U3Henit, comepsKaliux STUIOBBIA CIIUPT, HA OCHOBHOM TEXHOJIOTMUECKOM 000pyI0BaHUM
IIJIST TIPOU3BOACTBA ATUJIOBOTO CIIMPTA, YKa3aHHOM B yHKTe 1.1 cTtaThu 14.1 ®egepayibHOTO 3aKOHA OT 22
HOs16pst 1995 roma N 171-®3 "O rocygapCTBEHHOM peryaMpoBaHMUM IIPOU3BOACTBA 1 060POTa STUIOBOTO
CITUPTA, aJIKOTOJIBHOM ¥ CIIMPTOCOAEePsKaIei MPOAYKIMM M 06 OTpaHNYEeHUY MOTPebIeHUs (PACTIATIS)

non,

aJIKOTOJIbHOM NpOayKUMu".";
2) IOMOMHUTD YacThio 15.1 cieyiomiero cogepkaHusi:

"15.1. B cimyyae He0OXOAMMOCTY UCITO/Ib30BaHMSI 3TUJIOBOTO CIIMPTA, B TOM unciie hapMalieBTUUeCKOi
CyOCTaHLIMM CIIUPTA STUJIOBOTO (3TAHOJIA), IIPU ITPOU3BOACTBE MEIUIIMHCKUX U3, COmepsKalmux
STUWJIOBBIN CIUPT, B KAUeCTBE NeiCTBYONIEero 1 (Mjn) BCIIOMOraTe/IbHOTO BeIleCTBa, a TAKKe B MHBIX
TEXHOJIOTMYECKUX IeJISIX JOJIKHA ObITh MCITOb30BaHa TOJIbKO (hapMalieBTMUecKasi CyoCTaHIIMS CIIMpPTa
3TUJIOBOTO (3TAaHOM).".

CraTbi 5

1. Hacrosimuii @efepanibHblii 3aKOH BCTYNAET B CUJIY TI0 UCTEUEHUM OJHOIO TOJia T0Ce JHS ero
ohuUIIMaIbHOTO OMyOIMKOBAHMS, 32 UCKIIOUEHMEM ITOJIOXKEHMIA, I/ KOTOPBIX HACTOSIIIEN CTaTheii
YCTAHOBJIEHBI MHbIE CPOKM BCTYIUIEHUS X B CUITY.

2. [TyHkT 3 cTaTbu 1 HacTosiero @eepaabHOTO 3aKOHA BCTYIIAET B CUITY CO THS O(PUIMATBHOTO
ony6yiMKoBaHMs HacTosiero ®enepaabHOro 3aKOHa.

n_n

3. [TogmmyHKT "T" MyHKTa 4, MyHKTHI 8 - 11, a63a1ibl BTOPOI1 - IIeCcTol MyHKTa 12 cTaThy 1 HACTOSIIEro
depnepanbHOrO 3aKOHA BCTYMAIOT B CUJTY TI0 MCT@UEHMUM [ eBSTHOCTA JIHel rmocie JHS 0GULaaIbHOTO
onybaMKoBaHMs HacTosero @emgepanbHOTO 3aKOHa.

4. Jlntia, uMeloliye Ha AeHb 0oQULIMaIbHOTO OMYOJIMKOBaHUS HacTos1ero ®enepasbHOr0 3aK0HA JIUIEH3UIO
Ha MPOM3BO/ICTBO JIEKAPCTBEHHBIX CpeCcTB (hapmalieBTUUECKOi CyOCTaHLIMM CITIUPTA STUIOBOTO (3TAaHOJIA),
B IIepUOJ, CO NHS BCTYIUIEHUS B CUJTY CTPYKTYPHBIX eIMHUIL, HacTosiero ®enepajibHOrO 3aKOHA, YKa3aHHBIX
B YaCTY 3 HACTOSINEN CTaTby, U 10 UCTEUEHMSI OJTHOTO rojia CO THSI OQUIIMATbHOTO OITyOIMKOBAHMS
HacTosiero ®enepaabHOr0 3aK0OHA 00s13aHbI TIOJTYUUTD JIMI[EH3UIO Ha TTPOM3BOJICTBO 3TUJIOBOTO CIIMPTA
IJIS1 TTIPOM3BOJCTBA (hapMalieBTUUYECKOi CyOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOJIa) B COOTBETCTBUM C
demepasbHBIM 3aKOHOM OT 22 HOs16pst 1995 roga N 171-®3 "O rocysapcTBEHHOM PeryInMpoBaHUU



MIPOU3BO/CTBA 1 060POTA STUIOBOTO CIIUPTA, AJIKOTOJIbHO U CIIMPTOCOAEpKaleit MpogyKIUM 1 06
OTpaHMYEeHUU MOTpedIeHNs (PaCIIUTHS) aJTKOTOIbHOM MPOSYKIUK" .

5. B ciryyae OTCYTCTBMS 10 MCTEUEHUM OJHOTO T0/ia CO THSI ODUIMATbHOTO OMYyOJMKOBAHMS HACTOSIIIIETO
depnepanbHOTO 3aKOHA Y YKAa3aHHBIX B 4YaCTU 4 HACTOSIIIEN CTaThy JIUII JIMLIEH3UM Ha TPOU3BOICTBO
STWJIOBOTO CIIUPTA JIJIsl TPOU3BOICTBA (hapMalieBTMUECKOV CyOCTaHIIMY CIIMPTa STWJIOBOTO (3TAHOJIA),
BBIJIAHHO B COOTBETCTBUM ¢ DemepasbHbIM 3aKOHOM OT 22 HOsI6ps 1995 roga N 171-®3 "O
roCyJapCTBEHHOM PeryaupoBaHMY ITPOU3BOACTBA ¥ 060POTa STUIOBOTO CIIMPTA, aJIKOTOJIbHOM U
CITUPTOCOAEPIKAIIEeH TPOAYKIMM 1 006 OTpaHMYEHUY TTOTPeOIeHMs (PACTIUTHS) aIKOTOJIbHOM MPOIYKIMMN ",
JIUIIEH3MSI Ha TPOM3BOACTBO JIEKAPCTBEHHBIX CPeICTB (hapMaleBTUUeCKO CyOCTaHIMM CITUPTA STUIOBOTO
(3TaHOJIa) CUMTAETCS IIpeKpallleHHOM B YaCTu MpaBa Ha MPOM3BOICTBO (papMalieBTHUeCKO cyOCcTaHIIUMU
CIIMPTAa STWJIOBOTO (3TAHOJIA) CO THS, CJIeAYIOIIEro 3a JHEM MCTeUeHMsI OJJHOTO rofia co THS 0pUILIMaTbHOTO
omy6iMKoBaHMs HacTosero ®emepaabHOro 3aKOHa.

6. JIntia, umeromiye Ha JeHb 0GUIMaaIbHOro OMy6IMKOBaHMs HacTosiiero ®enepanbHOr0 3aKOHA JIMI@H3UIO
Ha IIPOM3BOJCTBO, XpaHeHNe U IOCTaBKY IIPOM3BeNeHHOI0 STUI0OBOrO CIIMPTa M IULEH3UI0 Ha
MIPOM3BO/ICTBO JIEKAPCTBEHHBIX CPeACTB (hapmalieBTMIeCKOl CyOCTaHIIMY CIIMPTa 3TUIJIOBOTO (ITAHOJA), B
Iepuoz, CO OHS BCTYIIEHUS B CUJTY CTPYKTYPHBIX eIMHUL, HacTosero ®@enepajbHOrO 3aKOHa, YKa3aHHbIX B
YyacTy 3 HACTOsIL e CTaTby, U 10 UCTeUYeHMSI OLHOTO rofa co IHS 0PUIMaTIbHOTO OMYOIMKOBAHMUS
Hacrosiero ®elepaJbHOrO 3aKOHA BIIpaBe nepeo@opMuTh JMLEeH3MI0 Ha ITPOMU3BOJICTBO, XpaHEHNe U
IIOCTaBKY IIPOM3BELeHHOr0 3TWJIOBOrO CIIMPTA Ha JMULEH3UI0 Ha IPOU3BOLCTBO 3TUIOBOTO CIIMpPTa AJ1s
MPOM3BOJICTBA (hapMalleBTUUeCKOii CyOCTaHLIMM CIIUPTA ITUIOBOTO (3TaHOJIA) TIPU YCIOBUU
IIpeloCTaB/IeHMS B IMLeH3MPYIOLIMII OpraH CXeMbl PACIIONIOKEeHMS M COeJMHeHM I KOMMYHMKALI Ui,
COeIMHSIIONINX OCHOBHOE TeXHOJIOTMYeCKoe 060pyIoBaHMe [IJisl TPOU3BOICTBA 3TUIIOBOTO CIIUPTA,
ykazaHHoe B yHKTe 1.1 ctatbu 14.1 ®enepanbHOro 3akoHa OT 22 HOs16pst 1995 roga N 171-03 "O
roCcyJapCTBEHHOM PeryJIMpoBaHMM IIPOM3BOICTBA M 060POTa ITUIJIOBOTO CIIMPTA, AJIKOTOIbHOM U
CIIMPTOCOAEPKAIllelt MPOAYKLIMM 1 00 OTpaHUMYeHUY TIOTpebieHs (PacIUTHSI) aTKOTOIbHOM MPOaYKIUKU", C
e€MKOCTSIMM 1Sl IIPYMEMKM 3TUJIOBOTO CIIMPTa JJIs1 TPpou3BOACTBA (hapmalieBTHMUeCKOV CyOCTaHIIMM CIIMPTa
3TUJIOBOTO (9TaHOa). B 3asB1eHmn o nepeodopmieHnn MULIeH3UM YKa3biBaeTCss MHMOpMaLus 0 TULLEH3UN
Ha ITPOM3BO/ICTBO JIEKAPCTBEHHBIX CPECTB (hapMaleBTMYeCcKOoi Cy6CTaHIMY CIIUPTA 3TUIOBOTO (3TAHOIA),
BKJIIOYasi HOMep U ATy BbIauM TaKOM JIULeH3UN.
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