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Cratbs 1

Baectu B ®emepanbHbIil 3aKOH OT 22 HOSIOPsT 1995
roga N 171-®3 "O rocyzapCTBEHHOM peryaMpoBaHUA
MIPOU3BOACTBA K 060POTA ITUIOBOTO CITUPTA,
AJTKOTOJIBHO ¥ CIIMPTOCOAEepsKalIeil MPOIyKIMK 1 06
OoTpaHUYeHUM OTpebieHNs (PaCTIUTIS)
QJIKOTOJIbHOM NpOayKUMKu" (B peJakiuum
®enepaJbHOrO 3aKOHa OT 7 ssHBaps 1999 roma N 18-
®3) (CobpaHme 3aKOHOAATETBCTBA Poccuiickoii
@eneparnyu, 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, 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, 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) cnepywoliyie MU3MEeHEeHUSI:

1) B ab3arie yeTBepTOM ITyHKTa 3 cTaThy 1 cjioBa
"STUIOBBIN CIIUPT" 3aMEeHUTDh CJIOBAMU
"(hapMalleBTMUECKYIO CyOCTAHIINIO CIIMPTA STUIOBOTO
(3TaHon)";

2) B cTaThe 2:
a) MOANYHKT 2.1 U3JI0KUTb B CJIEAYIOLIeN pegaKLn:

"2.1) papmarieBTHMUecKas CyOCTAHIMS CITMPTA
STUJIOBOTO (9TaHOJ) - hapMaleBTUIecKas
cyocTaHLys U (V1Y) BCIIOMOTaTeIbHOE BellleCcTBO,
cofiepskaliue 3TUIOBBIN COUPT U OTIpeie/ieHHbIE B
COOTBeTCTBUM ¢ DelepabHBIM 3aKOHOM OT 12
arpesist 2010 roma N 61-®3 "O6 obpameHnmn
JIeKapCTBEHHBIX CPEeNCTB";";

6) B ITOJANYHKTE 3.2 CJI0BA "VJIM STWIOBBIN CIIMPT"






MCK/IIOUYNTD;

3) B cTaThe 5:

a) IIOIOJTHUTH HOBBIM ab3alieM JIBaIaTh CeIbMbIM
CIeIyIoIero Comep kaHms:

"yCTaHOBJIEHME TPeOOBaHMIT K KOMMYHMKAIUSIM,
COeqMHSIOUIMM OCHOBHOE TeXHOJOTNYeCKoe
ob6opyioBaHMe J1JisI IPOU3BOACTBA ITUIOBOTO
CIupTa, ykasaHHoe B ImyHKTe 1.1 ctatey 14.1
Hacrosiero ®enepaabHOrO 3aKOHA, C eMKOCTSIMU
IJ1S1 IPUEeMKM 3TUJI0BOTO CIIMPTA IJ151 IPOU3BOACTBA
(apmarieBTMUECKOI CYOCTaHLIMM CITMPTA STUTOBOTO
(3Tanoma);";

6) ab3all IBaIATh CEAbMOJ CUMTATh ab3aliemM
IBaIlaTh BOCbMbBIM;

4) B cTaTbe 8:
a) B IIyHKTe 2:

ab3alipl IBAALATHIN M IBAAIATD ITE€PBbI U3JIOKUTD B
ciaenywolen pegakiu:

"EMKOCTM 1j1s1 TpueMKu apMalieBTIueCKO
CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAaHOJIA) Y
OpraHMu3aluin U UHAUBUIYIbHBIX
MpeaIpuHUMaTesiei, MCIoab3yIOMnX






(apmaleBTMYeCKYI0 CyOCTaHI[MIO CITMPTA STUIOBOTO
(3TaHOIM) [JIs TIPOU3BOACTBA U (UJIU) U3TOTOBIEHUS
CIUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX ITPErapaToB U
(Mnn) criMpTOoCOAep KAl MX MeAULIMHCKUX U3Teni, a
TaKKe B IIpoliecce MpOoM3BOACTBA U (UJIN)
U3TOTOBJIEHUS SPYTUX JIEKAPCTBEHHBIX CPENCTB U
(M) MeIUIIMHCKUX U3IeJINIA, TOIKHBI ObITh
OCHAIIleHbl aBTOMATUYECKUMMU CPeACTBAMU
M3MepeHMsI U yueTa KOHIIEHTpaluuu 1 06beMa
6e3BOJHOIO CIIMpTa B (papMalieBTUUECKOIA
CyOCTaHLIMM CIIUPTA STUIOBOTO (3TaHOJIE), 00beMa
apmaiieBTMUECKOI CYOCTaHLIMM CITMPTA STUTOBOTO
(3Tanoma).

[TporpamMmMHoO-amnIiapaTHbie CPeICTBA OpTaHU3alUI U
MHIVBUIYAJbHBIX IIpeAIIpUHMMAaTeNel,
MCITOb3YI0NMX hapMalieBTUUeCKy0 CyOCTaHIINIO
CIMpTa 3TUIOBOTO (3TAHOJ) [JI1SI IPOU3BOACTBA U
(MJIN) U3TOTOBJIEHUS CIIUPTOCOAEePKAILIUX
JIeKapCTBEHHBIX MperapaToB U (M)
CIIMPTOCOAEPKAIMX MeOULMHCKUX U3TeNNiA, a
TaKXe B IIpo1iecce IMpOou3BOACTBA U (UJIN)
MU3TOTOBJIEHUSI APYTUX JIEKAaPCTBEHHBIX CPEACTB U
(MIn) MeIULIMHCKUX U3AEJINIA, TOIKHBI
obecrieunBaTh ITPMEM U Iepegavy nHGopMaum,
MOJIYYEHHO C UCI0JIb30BaHMEM aBTOMATUYECKUX
CpelCTB U3MEepEeHMS U yuyeTa KOHILeHTpaLluu 1
o6beMa 6e3BOHOTO CriMpTa B hapMaIeBTUIecKoit






CyOCTaHLIMM CIIUPTA STUIOBOTO (3TaHOJIE), 00beMa
(dapmareBTMUYeCKO CYyOCTAHIIUM CITUPTA ITUTOBOTO

(aTaHosa), 06 o6beMe ee 3aKyIKN.";

B ab3alle IBaAIIATh BTOPOM CJI0BA "MJIM 3TUJIOBOTO
cnupTa” UCKIIOUYUTD;

B ab3a1ie ABaALIATh TPETheM CJIOBA "MJIM STUIOBbIN
COUPT" U CJIOBA "WIM STUJIOBOTO CIIMPTA" UCKIIOUUTD;

IOTIOJIHUTH ab3a1aMu CJIeyI0IIero CoaepkaHms :

"EMKOCTH IJISI IPUEMKU STUIOBOTO CIIUPTA Y
OpraHu3aluii, UCIOJIb3YIOIMX STUIOBBIN CIIUPT JJIST
MPOM3BOJICTBA (hapMalleBTUYECKOI CyOCTaHIIMU
CIIUPTAa STUJIOBOTO (3TAHOJIA), TOJKHBI OBITH
OCHAaleHbl aBTOMaTHUYEeCKMMU CPeCTBAMU
M3MepeHUs U yueTa KOHIIeHTpaluuu 1 o6bema
6e3BOAHOrO CIIMPTA B 3TMJIOBOM CIIMPTE, 06beMa
STUJIOBOTO CIIUPTA.

[TporpaMMHO-arnnapaTHbIe CpeICTBa OpTaHMU3aINIA,
MCITOJ/Ib3YIONUX STUIOBBIN CIIUPT AJISI TPOM3BOACTBA
(bapmareBTMUeCKOM CyOCTaHIIMY CITUPTA STUTOBOTO
(aTaHoMa), HO/KHBI 00eCTieunBaTh MpUEM U repenavy
MHOOpMaIMM O KOHLIEHTPAUU 1 06 00 beme
6e3BOAHOrO CIIMPTAa B 3TWJIIOBOM CIIMpPTe, 00beMe
STUJIOBOTO CIIUPTA, MOTYYEHHO C UCTI0/Ib30BaHMEM
aBTOMATUYECKUX CPEACTB U3MEPEHMS U yueTa






KOHIIEHTpaUNM 1 00beMa 6e3BOJHOIO CIIMPTa B
STUJIOBOM CIIMPTE, 00beMa STUJIIOBOIO CIIUpPTA.";

0) B yHKTe 5:

B ab3aile IepBOM CJIOBA "3a MCK/II0YEHNEM
MpOM3BOJICTBa hapMalleBTUUYEeCKOi CyOCTaHLIM
CIUPTA 3TUIIOBOTO (3TAHOJIA)," UCKITIOUUTD;

B ab3a1ie BTOPOM (JIOBA "3a MCKITIOUEHMEM
MpOM3BOICTBA (hapMaleBTUUECKOi CyOCTaHLIN
CIUPTA 3TUIOBOTO (3TAHOJIA)," UCKITIOUUTD;

B ab3alle TpeTheM CJIOBA "3a UCKIIOUEHMEM
MPOM3BOJICTBA (hapMalleBTUYECKOI CyOCTaHIIMU
CIUPTA STUIOBOTO (3TAHOJIA)," UCKITIOUNTD;

B) B TyHKTe 9:
ab63all yeTBePThIii IPMU3HATH YTPATUBLIUM CUITY;
IOTIONTHUTH ab3a1ieM CIeyIoLIero Coep KaHms:

"He momycKkaeTcsi Tpou3BOACTBO (papMalieBTUUeCKO
CyO6CTaHLIMM CIIMPTA STUIOBOTO (3TAHOMA), U (MUIIN)
CUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX CPEACTB, U
(M) cupTOCOAep KAl X MeULIMHCKUX U3Teanii
Ha OCHOBHOM TE€XHOJIOTMYECKOM 000PYIOBaAHUM [IJIST
MMPOM3BOICTBA 3TUJIOBOTO CIIUPTA, YKA3aHHOM B
nyHkTe 1.1 cratbu 14.1 HacTosero @enepaabHOTO






3aKOHAa.";

I') TOIIOJIHUTH TYHKTOM 13 cJIeIyIOIIero coepskaHms:

"13. YV opranmusanuii, MMernux JUIeH3UI0 Ha
MPOM3BOACTBO STUIOBOTO CIIMPTA JJISl IPOM3BOACTBA
(dapmaliieBTMUYECKOI CyOCTAHIMM CITUPTA STUIOBOTO
(3TaHO/a), a TAKKe y CoMCKaTeeil TaKOM JIULeH3UN
OCHOBHOE TEeXHOJIOTMYECKOe 000pyIoBaHMe s
MMPOM3BOCTBA 3TUJIOBOTO CIUPTA, YKa3aHHOE B
nyHkTe 1.1 cratbu 14.1 HacTosero @enepaabHOTO
3aKOHA, TIO/KHO OBITh COEIMHEHO C eMKOCTSIMM JJIsT
MPUEeMKU 3TUJIOBOTO CIIUPTA [IJisl IPOU3BOACTBA
apmaiieBTHMUECKOI CYOCTAHILIMM CITMPTA STUTOBOTO
(3TaHOIa) KOMMYHMKAILIMSIMU, OTBEYAKOI MU
TpebOoBaHMSM, YCTAHOBJIIEHHBIM (efepasbHbIM
OpraHoOM MCITOJIHUTEbHO BIACTH,
YIIOJIJHOMOYEHHbBIM 10 KOHTPOJIIO0 U HAJI30PY B
006J1aCcTy MPOMU3BOJICTBA 1 060POTA ITUIOBOTO
CMPTA, aJIKOTOJIBHON M CIIMPTOCOAepKallei

MIPOAYKITUMA.

[Tepegaua B CTPYKTYpe OpraHU3aIum
MPOU3BEE€HHOT0 STUIOBOTO CIMPTA JIJIsT
MIPOU3BO/ICTBA 13 HEro hapMalleBTMYeCKO
CyOCTaHIMM CITUPTA STWIOBOTO (3TAHOJA)
IOIYCKAeTCsI TOJbKO 110 KOMMYHUKALISIM,
yKa3aHHBIM B ab3alle IepBOM HACTOSIIETO MyHKTa U






OCHAIlleHHBIM aBTOMAaTUUYECKMMMU CpeICTBAMM
M3MepEeHUs U yueTa KOHIIeHTpaluuu 1 ob6bema
06e3BOAHOrO CIIMPTA B STMJIOBOM CIIMPTE, 00beMa
3TUJIOBOTO CIUPTA.";

5) B myHKTe 4 cTaTbu 9:

a) ab3aii mepsblIii ocsie ¢ioB "[locTaBKM 3TUIOBOTO
cnupTa” AOMOJHUTD CJI0BAaMU (32 UCKITIOUEHUEM
(apmalieBTHMUECKOI CYOCTaHLMM CITMPTA STUTOBOTO
(aTa”omna)";

6) a63all BTOPOJt U3JIOXKUTH B CJIeAYIOlel pegakiun:

"TlocTaBKM (hapMalieBTUYECKOI CyOCTaHIIMM CIIMPTa
STUJIOBOTO (3TAHOJIA) OCYIIECTBIISIOTCS TOIBKO
OpraHu3auyusMu, KOTOpble MMEIT OJHOBPEMEHHO
JIMLEH3UI0 Ha TIPOU3BOACTBO 3TUJIOBOTO CIIMPTA [JI
MpOM3BOJICTBA (hapMalleBTUUYECKOI CYOCTaHIIM
CIUPTA STUIIOBOTO (3TAHOJIA) U JINTIEH3UIO HA
MPOU3BOJCTBO JIEKAPCTBEHHBIX CPELCTB
(dbapmareBTMUECKO CyOCTAHIIMM CIIUPTA STUIIOBOTO
(3TaHoma).";

6) B ab3a1ie BTOpOM IyHKTA 2.6 cTaThy 11 cJIOBO
"MCIOb3YIOTCSL" 3aMEHUTD CJIOBOM "MCIIO/Ib3yeTCs ",
C/I0Ba "M (MJIN) STUJIOBBIN CIIUPT" UCKIIOUUTD, CJIOBO
"KOTOPBIX" 3aMEeHUTh CJIOBOM "KOTOPOM", CJIOBa "M
B 3TMJIOBOM CIIMPTe" U CJI0BA "UIU STUIOBOTrO






CnupTa” UCKIIUYNTD;

7) B IIyHKTe 3 cTaTbhu 14:

a) B ab3alie mepBOM CJIOBa 'Y IeKJIapupoBaHue"
UCKITIOUUTD;

6) ab3aI1] BTOPOi1 U3JIOKUTb B CJIEAYIONIEN peaaKImn:

"JInna, oCyleCcTBIISIoNMe 3aKyIIKy U UCII0/Ib30BaHNe
(dhapmareBTMUYeCKO CyOCTAHIUM CITMPTA STUIOBOTO
(aTaHOsa), 06sI3aHBI OCYIIECTBISITh YUET 0ObeMa ee
3aKYIIK/ ¥ UCIIOJIb30BaHMs, 38 UCKIIOUEeHNEeM N1,
KOTOpBI€ YKa3aHbl B MOAMYHKTe 12 nyHKTa 2.1 cCTaThy
8 HacTrosero ®eaepajbHOrO 3aKOHA U KOTOPBIE
006s13aHBI OCYIIECTBIISITh AeKIapupoBaHue 0bbema
3aKyIKU ¥ UCTI0/Ib30BaHUs hapMalieBTUYeCKoii
CyOCTaHLIMM CIIMPTA STMIOBOTO (3TaHOJA).";

B) B ab3alle IecToM cjioBa "06 o6beme
MPOM3BOJICTBA," 3aMEHUTH CJIOBaMu "06 o6beme";

8) B cTaThe 18:

a) MyHKT 2 IOMOJIHUTD ab3alleM CJIeIyIOIero
CoZleps>KaHus

"MPOU3BOICTBO STUIOBOTO CITMPTA AJISI TPOU3BOACTBA
(dbapmareBTHMUYeCKO CYyOCTAHIMM CITMPTA STUIOBOTO
(3Ta”oma).”;






0) IYHKT 4 JOTIOJTHUTD ab3aleM CJIeAyIoliero
comepsKaHus:

"JInieH3us Ha MPOU3BOICTBO STUJIOBOTO CIIUPTA AJIs1
MPOM3BOJICTBA (hapMalleBTUYECKOI CYOCTaHLIN
CIUPTA STUIIOBOTO (3TaHOJIA) TIpeyCMaTPUBAET
MpaBo OpraHMU3aluy Ha MIPOU3BOICTBO STUIOBOTO
CIIUPTa UCKITIOUNTENBHO B 1e/SIX UCIO0JIb30BaHMUS
3TUJIOBOTO CIIMUPTA [J151 TPOU3BOCTBA ITOI
opraHusanyeii papmareBTMUECKO Cy6CTaHIUN
COMPTAa STUIOBOTO (3TaHOJA).";

9) B cTaTbe 19:

a) ab3all mepBblii yHKTA 1 mocse ¢JioB "3a
UCK/II0OUeHeM" JOMOJHUTD CJIOBAMMU "JIUILIEH3UM,
BbIZIaBA€MbIX OpPTaHM3aLUIM Ha TIPOU3BOICTBO
STUJIOBOTO CITMPTA [J151 IPOU3BOICTBA
(dapmaliieBTMUYeCKOI CyOCTAHIMM CITUPTA STUTOBOTO
(3Tanomna),";

6) DOIMOJTHUTD ITYHKTOM 1.7 CIeIyIomiero
cofepsKaHus

"1.7. 1y1s1 momydeHust MUIleH3UM Ha TPOU3BOICTBO
STUJIOBOTO CIIMPTA /151 MIPOU3BOICTBA
(dapmareBTHMUYeCKOI CYyOCTAHIMM CITUPTA STUTOBOTO
(3TaHoOJIa) Opra”Hu3alen nNpeacTaBisSOTCS B
JINLIEH3UPYIOII VI OpraH JOKYMEHTHI,






ImpeayCMOTpeHHbIE€ ITYHKTOM 1 HacTosII el CTaTby, a
TaKXKe CXeMa pacCIIOJIOKEeHHUS 1 coeIVHeHU

KOMMYHUKAIIMIA, COeAVMHSIONX OCHOBHOE
TeXHOJIOTMYecKoe 060pynoBaHue Jjisi TPOM3BOJICTBA
3TUJIOBOTO CIIUPTA, YKa3aHHOe B ITyHKTe 1.1 cTaTbn
14.1 HacTosuero ®efepaabHOrO 3aKOHA, C
€MKOCTSIMU JiJIs1 TIPUEeMKU STUI0OBOTO CIUpTa AJ1s
MpOM3BOJICTBA (hapMalieBTUUeCcKoii CyOCTaHLIUM
CIUpTa STUJIIOBOTO (3TAHOJIA).

[TepeueHb MHGOpPMALMH, COZIEPKAIIIEICS B CXEMeE
pAacIIoNIOXKeHUS ¥ COeIMHEHUT KOMMYHUKAINNA,
COeAVHSIIONINX OCHOBHOE TEXHOJIOTMUECKOe
obopynoBaHue IJ1s1 TPOM3BO/ICTBA ITUIOBOIO CIMPTa
C €MKOCTSIMU JJIS1 TPUeMKM 3TUIOBOTO CIIMPTA JJIST
MPOM3BOJICTBA (DapMalleBTMUECKOI CyOCTaHIIUM
CIIMpPTa 3TUI0BOTO (3TAHOJIA), YTBEPXKIAETCS
(emepanbHBIM OPraHOM MUCIIOJHUTEIbHOI BJIACTH,
YIIOJIJHOMOYEHHbBIM 10 KOHTPOJIIO0 U HAJI30PY B
006/1aCTM IMPOMU3BOICTBA U 060POTa STUIOBOTO
CMPTA, aJIKOTOJBHON M CIUPTOCOAepKalei

MIPOAYKIIUMA.

B 3asBieHuu 0 Bbigaye JIULeH3UM Ha IPOU3BOACTBO
3TUJIOBOTO CIIUPTA [JIs1 IPOU3BOACTBA
(dapmareBTHMUYeCKO CYyOCTAHIMM CITUPTA STUTOBOTO
(aTaHosa) HapsIAy ¢ MHGOpMal e,
MpeayCMOTPEHHOM MOAMYHKTOM 1 ImyHKTa 1






HaCTOHIHEVI CTaTb!, YKAa3bIBACTCA I/IH(I)OpMaI_U/IH 0
JIMOEH3MNM Ha ITPOU3BOACTBO JIEKAPCTBEHHLIX CpedCTB

(bapmarieBTHMUECKO CyOCTaHIIUMYM CIMPTA STUIOBOTO
(3TaHOMA), BKIOYAsI HOMep U ATy BblAauu TaKOMI
nuueH3un. B ciydae, eci nHdopmManus o auieH3UN
Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPELiCTB
(bapMmarrieBTMUECKON CYyOCTAHIIMM CIIMPTA STUIOBOTO
(3TaHoOIa), BKIIIOUAs ee HOMep U IaTy Bbloauy, He
yKasaHa 3asiBMUTesieM, 3Ta MHPOopMaIs
MpeCTaBIsIeTCS 10 MeXBeJOMCTBEHHOMY 3aIlpoCy
JMLEeH3YMPYIOLero oprala, HarpaBJIeHHOMY C
MCII0/Ib30BAHUEM €IMHO CHCTEMbI

MeXKBeJ OMCTBEHHOI'O 3JIEKTPOHHOI'O
B3aMMO/IeicTBUS, dhelepabHbIM OPTaHOM
WUCTIOJTHUTEIbHOM BJIaCTH, YIIOJTHOMOYEHHBIM Ha
JMLeH3MpOBaHMe IIPOMU3BOACTBA JIeKaPCTBEHHbIX
CpeJliCTB i1 MeIUILIMHCKOTO IIPYMMeHeH . ";

B) IOTIOJTHUTh ITYHKTOM 2.2 C/IeyIOIIero
COoZleps>KaHus

"2.2. 171 onydyeHus TUITeH3UM Ha TPOU3BOICTBO
STUJIOBOTO CIIMPTa [J1s1 IPOU3BOACTBA
dbapmaiieBTMUECKOI CYOCTaHLINMM CIIMPTA STUIOBOTO
(aTaHoOsa) He AOITyCcKaeTcsl TpebOBaTh JOKYMEHTHI,
KOTOpbIE He MpeayCMOTpeHbl ITyHKTamu 1 u 1.7
HaCTOoIIel CTaTh.";






r) a63a11 mepBblii yHKTa 19 JOMOTHUTH HOBBIM
TPETbUM IpeAjoKeHMEeM C/IeAYI0IIero COAepsKaHus :

"B nuiteH3MM HA MPOU3BOACTBO STUIOBOTO CIIMPTA
IJIS1 TIPOM3BOJICTBA hapMalieBTUUeCKOi CyocTaHIM
CIIMPTa 3TWIOBOIO (3TAaHOJIA) TAKKE YKa3bIBAETCS
MHbopMaIus O IULEeH3UM Ha TIPOU3BOACTBO
JIleKapCTBEHHBIX CPeACTB (papMalieBTHUEeCKOM
CyOCTaHLIMM CIIUPTA ITUIOBOTO (3TAHOJA), BKIIOUAS
HOMep ¥ JaTy BbIJAauM TaKOM JULEH3UN.";

10) B cTraTbe 20:

a) JOMOJHUTb MYHKTOM 1.1 cienytoiero
CcoZlep>KaHus

"1.1. Hapspy co ciayyasiMy, yKa3aHHBIMU B ITyHKTe 1
HaCTOsILel CTaTby, JEeiCTBYME TULIeH3UM Ha
MPOU3BOJACTBO STUIOBOTO CIMPTA JJ151 TPOMU3BOACTBA
(dapmaliieBTMUYeCKOI CyOCTAHIMM CITUPTA STUTOBOTO
(3TaHOJa) IPUOCTAHABAMBAETCS HA CPOK
MIPUOCTAHOBJIEHUS AeICTBUS IULIEH3UN Ha
MPOM3BOJICTBO JIeKaPCTBEHHBIX CPE/ICTB
(bapmareBTMUECKO CyOCTAHIIMM CIIUPTA STUIOBOTO
(aTaHosa), MHGOpMaIMs 0 KOTOPO¥ yKazaHa B
JMULeH3UM Ha TPOU3BOACTBO 3TUIOBOTO CIIMUPTA JJIs1
MPOM3BOJICTBA (hapMalleBTUYECKOIi CYOCTaHIIM
COMUpTa STUJIOBOTO (3TaHOJA).";

0) MyHKT 2 DOTIOJTHUTD ab3aleM CJIeayIoliero






Coaep>XKaHusd:

"Hapsizy co ciydassmu, oripeie/ieHHbIMM ab3aiieM
TEePBBbIM HACTOSIErO MYHKTA, EeViCTBYE JINLEH3UN Ha
MMPOU3BOACTBO 3TUJIOBOTO CIIMPTA [J1s1 IPOU3BOACTBA
(dhapmareBTMUYeCKO CYyOCTAHIMM CITMPTA STUIOBOTO
(3TaHosa) IIpexpanaeTcs ¢ JaThl IIpeKpalleHns uin
QHHYIVMPOBAHMS IEMCTBUS JINLIEH3UN HA
MPOU3BOACTBO JIEKAPCTBEHHBIX CPELICTB
(bapMmarieBTMUECKON CYyOCTAHIIMM CIIMPTA STUIOBOTO
(aTaHona), MHGopMaIMs 0 KOTOPO¥ yka3aHa B
JIMLeH3UM Ha IIPOU3BOACTBO 3TUJIOBOTO CIIMPTA IJ1s
MPpOM3BOJICTBA hapMalleBTUUYECKOi CYOCTaHLIM
CIUPTA 3TUIOBOrO (3TaHOJA).";

B) MYHKT 3.1 JOMOTHUTH MOATYHKTamMu 24 1 25
CJIeyIOLIero CogepsKaHms:

"24) 3aKyIiKa, MTOCTaBKM, IePeBO3KM 3TUIOBOTO
criupTa (3a UCKITIoueHneM papmMalieBTUUeCKO
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJIA),
MPOM3BeIeHHOT0 OPTaHU3aALUSIMU, UMEIO MU
JIMLEH3UI0 Ha TIPOU3BOACTBO 3TUIOBOTO CIIMPTA IJI
MPpOM3BOJICTBA hapMalleBTUUYECKOI CyOCTaHLIM
CIIUPTA STUIIOBOTO (3TAHOJIA);

25) HECOOTBETCTBME PACIIOIOKEHNS U COeTVHEHU
KOMMYHMKAIV, COeIMHSIOMINX OCHOBHOE
TEeXHOJIOTMYeCKoe 000pyaoBaHye ST TPOM3BOICTBA






3TUJIOBOTO CIIUPTA, YKa3aHHOe B ITyHKTe 1.1 cTatbn
14.1 HacTogiero ®egepasbHOrO 3aKOHA, C
€MKOCTSIMMU [IJISI TIPMEeMKU STUJIOBOTO CIIUMPTa JIJIsT
MPOM3BOJICTBA (DapMalleBTUUECKO CyOCTaHIINM
CMPTa STUIOBOTO (3TaHOJIA), CXeMe PaCIOI0KeHUS
U COeIVTHEHUIT KOMMYHMKALM, COeIUHSIOMNX
OCHOBHOE TE€XHOJIOTMYECKOoe 000pyIoBaHMe s
MPOM3BOCTBA 3TUJIOBOTO CIUPTA, YKa3aHHOE B
nyHkTe 1.1 cratbu 14.1 HacTosero @enepaabHOTO
3aKOHAa, C eMKOCTSIMM IJISl IIPMEMKU STUTOBOIO
CIMpTa AJ1s1 IPOMU3BOACTBA (hapMalleBTUUECKOi
CcyOGCTaHLIMM CIIMPTA 3TUIOBOrO (3TAaHOJIA),
MpeCTaBJIeHHON B JIMIIEH3UPYIOIINI OPraH B
COOTBETCTBUM C MyHKTOM 1.7 cTaTbu 19 HacTos1€TO
®enepasbHOrO 3aKOHA.";

11) nyHKT 1 cTaThy 25 TOMOTHUTD ITOAITYHKTOM 9
CJ1eAyI0Iero comepkaHusi:

"9) 3TUJIOBBIN COUPT (32 UCKITIOYEHNEM
(dapmarieBTHMUYeCKOI CyOCTAHIMY CITUPTA STUIOBOTO
(3TaHO/a), IPOU3BEIEHHbI OpraHU3alUSIMU,
MMEIOLIVMMHI TUIEH3UIO0 Ha TIPOU3BOACTBO 3TUI0BOTO
CTIIMpTAa JIJIs1 TPOM3BOJICTBA hapMaleBTUUYeCKOoi
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOJIA), B C/TyUae
€ro 3aKyIKu, MOCTaBOK, TePeBO30K.";

12) myHKT 1 cTaThy 26 TOMOTHUTD ab3amamu






CJIeAyILIero Cogep>Xanms:

"3aKyIKa, IIOCTaBKM, IIepeBO3KM 3TUIIOBOTO CIUPTA
(3a uckMoUeHeM hapmaleBTUYeCcKoii Cy6CcTaHIUM
CIUPTA 3TUIIOBOTO (3TaHOJIA), IPOMU3BEIEeHHOTO
OpraHu3alysIMU, UMEIIUMHA JTULIEH3UIO Ha
MIPOU3BOACTBO 3TUJIOBOTO CIIMPTA JJ151 IPOU3BOL,CTBA
(apmaliieBTMUYEeCKOI CyOCTAHIMM CITUPTA STUTOBOTO
(3TaHoia);

MPOU3BOACTBO 3TUJIOBOTO CIIMPTa OpraHu3alnei,
MMeEIOLL eV TUIEH3UI0 Ha TIPOU3BOLCTBO 3TUIOBOTO
CIIMpTa J7151 TPOM3BOACTBA (hapMaleBTUYeCKO
CyOCTaHLIMM CIIUPTA ITUIOBOTO (3TaHOJIA), B CIyUae
OTCYTCTBMS y TaKOV OpraHu3alu JUIEeH3UM Ha
MPOU3BOJCTBO JIEKAPCTBEHHBIX CPELICTB
(bapmarieBTMUECKOV CYyOCTAHIIMM CIIMPTA STUIOBOTO
(aTaHoIMa) MO0 MIPUOCTAHOBIEHMS €€ IeJiCTBUS,

MPOU3BOACTBO 3TUJIOBOTO CIIMPTA JJ151 IPOU3BOLCTBA
(dhapmareBTHMUYeCKOI CYyOCTAHIUM CITMPTA STUIOBOTO
(3TaHosa) C UCII0/Ib30BaHMEM OCHOBHOTO
TEeXHOJIOTMYeCKOT0 000pYyIOBaHMSI [IJis TPOMU3BOICTBA
3TUJIOBOTO CIIUPTA, YKa3aHHOTO B ITyHKTe 1.1 cTaTbu
14.1 HacTtosiero ®egepajbHOTO 3aKOHA U He
COeIMHeHHOTO KOMMYHMKALMSIMU C eMKOCTSIMU [IJIST
MIPUEeMKM 3TUJIOBOTO CIIMPTA [IJIs1 IPOU3BOACTBA
(dapmaliieBTHMUYeCKOI CYyOCTAHIMM CITUPTA STUIOBOTO






(STaHOHa) 6o COeAMHEHHOI'0 KOMMYHUKaAIUAMMU, HE
COOTBETCTBYKOIIMMMA Tp86OBaHI/ISIM, YCTaHOBJIEHHbIM

(dbenepasbHBIM OPraHOM UCTIOJTHUTEIbHO BACTH,
YIIOJTHOMOYEHHBIM 10 KOHTPOJIIO U HAZI30PY B
00J1aCTH IPOM3BOJICTBA 1 060POTA ITUTOBOTO
CIMPTAa, aJIKOTOJbHON! U CIIMPTOCOAepXKalliei
MPOAOYKIUU, U (MIU) CXeMe PACIIONIOKEHUS U
CcoeViHEHMI KOMMYHMKAIIWIA, COeIVHSIIOIIX
OCHOBHOE TEXHOJIOTMYeCcKoe 000pyIoBaHMe s
MPOU3BOACTBA STUJIOBOTO CIUPTA, YKa3aHHOE B
nyHkTe 1.1 crateu 14.1 HacTosero @enepaabHOTO
3aKOHA, C eMKOCTSIMU JJIS1 TIPUEMKU STUTIOBOTO
CriMpTa IJ1s1 IIPOU3BOCTBA (papMaleBTUUECKOI
CyOCTaHLIMM CIIUPTA STUIOBOTO (3TAaHOJIA),
MpeaCcTaBJIeHHON B JIMLEH3UPYIOLIMIT OpraH B
COOTBETCTBUM C MYHKTOM 1.7 cTaTby 19 HacToOs11€TO
®denepasbHOTO 3aKOHA;

BbIZIaya JIMIIEH3UM HA IPOU3BOJICTBO 3TUIOBOTO
CIIMpTAa JIJIs1 TPOM3BOJICTBA hapMalleBTUUYeCKOoi
CcyGCTaHLMM CIIMPTA STUIOBOTO (3TAaHOJIA)
OpraHusauuu, uMmeruien JMLeH3uI0 Ha
MIPOU3BOACTBO, XpaHEHME U TTOCTABKMU
MMPOM3BENEHHOTO STUJI0BOIO CIIUPTA;

BbIJlaya JIMILIEH3UY Ha TPOM3BOJICTBO, XpaHEHME U
ITOCTaBKM IMPOM3BEIEHHOI0 STUIOBOIO CIIMUPTA
OpraHM3aLyy, MMeIOoIIeii TUIIeH3MI0 Ha






MPOU3BOJCTBO 3TUIOBOTO CMPTA J1J1s1 TPOM3BOACTBA
(dapmareBTHMUYeCKOI CYyOCTAHIIUM CITUPTA STUTOBOTO
(3TaHoJa);

MUCIIOJIb30BaHMe OCHOBHOTO TEXHOJIOTMYECKOTO
000pyI0oBaHMsI IJIsI IPOM3BOJICTBA STUIOBOTO
CMpTAa, YKa3aHHOTO B IyHKTe 1.1 cratem 14.1
HacTtosuiero ®enepaabHOro 3aKOHA, JIJIsI
MpOM3BO/ICTBA hapMalleBTUUYECKOi CyOCTaHIIM
CIIMpTa 3TUIOBOTO (3TaHO/A), U (VUIN)
CIIUPTOCOAEPKALIMX JIEKAPCTBEHHBIX CPEACTB, U
(Mn) CIMpTOCOAePKAIMX MeAULIMHCKUX U3TeIN;

MUCII0/Ib30BaHMe 3TUI0BOTO CIIUpPTa AJ1s
MpOM3BOJICTBA (hapMalieBTUUeCKoii CyOCTaHLIUMU
CIIMpTa 3TUJIOBOTO (3TAHOJ1A), IPOU3BEEHHOI0
IPYTUMMU OpTaHU3aALUSIMN.".

CraTp4 2

BHectu B ®epnepasnbHbili 3aK0H OT 12 anpesns 2010
roga N 61-®3 "O6 obpaleHnn JJeKapCTBEeHHBIX
cpenctB” (CobpaHme 3aKOHOZATeIbCTBA Poccuitckoit
®epepauun, 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) cnenytoniye
U3MEeHEeHMS :






1) cTaThio 8 JOMOMTHUTD YaCThIO 4 C/IeAYIOUIEro
cofepsKaHus:

"4, JIutieH3us Ha IPOU3BOICTBO JJ€eKapCTBEHHbBIX
cpeacTs (apMalieBTMUECKOM CyOCTaHIIUM CIIMpPTa
3TUJIOBOTO (3TaHOJ1a) BbILAETCS IIPU YCIIOBUUA
Ha/IMYMS Y OpraHM3aIuy Ha IpaBe COOCTBEHHOCTH,
XO03SJICTBEHHOTO BeJleHMSI WM OTIepaTUBHOTO
yIIpaBJIeHMSI OCHOBHOT'O TEXHOJIOTMYECKOTO
000pyI0BaHMsI IJIs IPOM3BOJICTBA STUIOBOTO
CIMpTa, 3aPETUCTPUPOBAHHOTO B COOTBETCTBUM CO
cratbeii 14.1 demepaabHOTO 3aKOHA OT 22 HOSIOPS
1995 roga N 171-®3 "O rocyzapCcTBeHHOM
peryJMpoBaHuy MPOU3BOJICTBA ¥ 0O60POTA STUIIOBOTO
CUPTA, aJIKOTOJIBHON U CIIMPTOCOAepKallei
MPOIYKIMM ¥ 00 OTpaHMUYEHUM TTOTpebIeHUS

non

(pactiuTHS) aJIKOTObHOM MPOAYKIUMU".";
2) IOTOJTHUTD CTaThell 8.1 caenyoiero Cogep>kKaHus:

"Cratbs 8.1. OCOOEHHOCTY JINIEH3VPOBAHMS
MPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB
(bapmareBTMUECKO CyOCTAHIIMM CIIUPTA STUIOBOTO
(3TaHosa)

1. [elicTBMe NTUII€H3MM HA IIPOM3BOACTBO
JIeKapCTBEHHBIX CpeCcTB (hapMalieBTMUeCKO
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJIA)
MIPMOCTAHABIMBAETCS B YaCTU IIpaBa HA






MPOM3BOJICTBO (hapMalleBTMUECKO CyOCTaHIIUM
CIIMPTa 3TUIOBOTO (3TAHOJIA) TUIEH3UPYIOIUM

OpraHOM B CJIyuasix, OnpeseseHHbIX ctaTbein 20
®enepanbHOro 3akoHa ot 4 mas 2011 roma N 99-®3
"O ML EeH3UPOBaHUM OTAE/IbHbIX BUTOB
JIesTeIbHOCTU", @ TAKXKe Ha CPOK MPUOCTAHOBJIEHUS
IeCTBUS JIULIEH3UU Ha TIPOU3BOCTBO STUIOBOTO
CTriMpTa IJ1s1 IPOU3BOCTBA (papMalieBTUUECKOIi
CyGCTaHLMM CIIMPTA STUIOBOTO (3TaHOJIA), BBITAHHOM
B COOTBETCTBUM ¢ Deepa/ibHbIM 3aKOHOM OT 22
HOs16pst 1995 roma N 171-®3 "O rocygapCTBEHHOM
peryJupoBaHuy IIPOU3BOJICTBA ¥ 0O0POTA STUIOBOTO
CUPTA, aJIKOTOJBHON U CIIMPTOCOAepKaIein
MPOAYKIIMY U 00 OTpaHMUYEeHUM TTOTPeOIeHNsT
(pacmUTHS) aJIKOTOIbHOM TIPOAYKIIVN".

2. [lejicTBMe NTULEH3UM HA IIPOU3BOIACTBO
JleKapCTBEeHHbIX CpeicTB (hbapMalieBTHUeCKO
CyOCTaHIMM CITUPTA STWIOBOTO (3TAHOJA) B YaCTU
rpaBa Ha MPOU3BOJICTBO (papMmalieBTUUYeCKO
CcyGCTaHLMM CIIMPTA STUIOBOTO (3TAaHOJIA)
MpeKpalaeTcs JUIEH3UPYIOLUM OPTaHOM B
cayyasx, orpeniesieHHbIX crtaTbeli 20 @enepasibHOTO
3akoHa oT 4 mast 2011 roga N 99-®3 "O
JIMLeH3MPOBAaHUM OTAE/IbHBIX BULIOB eI TeIbHOCTUN ",
a TaKKe C JaThl NPeKpalleHus U aHHYINMPOBaHUS
IeiCTBUS JINLIEH3MM HAa TPOMU3BOACTBO STUIOBOTO
CIIMpTa JJ151 TPOM3BOCTBA hapMalleBTUYeCKOo






CyOCTaHLIMM CIIMPTA STMIOBOTO (3TAHOJIA), BbITAHHOA
B COOTBeTCTBUU ¢ DeepaibHbIM 3aKOHOM OT 22
Hos16pst 1995 roma N 171-®3 "O rocymapcTBEHHOM
peryJiMpoBaHuM MPOU3BOJICTBA U 060POTA ITUIIOBOTO
CIIMPTA, aJIKOTOJIbHOM U CIIMPTOCOAEPsKalleii
MPOAYKIIMY ¥ 00 OrpaHMUYEeHUY TTOTPeOIeHNSsT

non

(pacnmuTHS) aJIKOTOIbHOM TIPOAYKIMN".";
3) B cTaThbe 45:

a) 4acCTb 4 OOIMOJHUTD IIpeIJIOKeHNeM CIeyI0Lero
conepskaHus: "B ciayyae HeOOXOAMMOCTH
MUCII0JIb30BAHUS 3TUJIOBOTO CIIUPTA, B TOM UMCIIe
(apmaiieBTHMUECKOI CYOCTAHLIMM CITMPTA STUTOBOTO
(3TaHosa), Mpu MpoU3BOACTBE JIeKAPCTBEHHBIX
Cpe[CTB B KaueCTBe [eiiCTBYIOLIero 1 (MJn)
BCIIOMOTaTeIbHOTO BellleCTBa, & TAKKe B MHbBIX
TEeXHOJIOTMYECKUX I1eJISIX TO/DKHA ObITh MCIIOIb30BaHa
TOJBKO (hapmalieBTHUecKast CyoCTaHIVS CIIMpTa
A3TUJIOBOTO (3TAaHOJ).";

6) B yuacTu 4.2 cjoBa "u IekjiapupoBaHue”
UCKJIIOUUTD, AOIOJHUTD MIPeJIOKeHeM CJIeLyIOLIero
comepskanus: "TIpou3BoaCTBO papmaleBTUIECKOM
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJIA)
IOIyCKaeTCs TOJAbKO OpraHusalmen,
OCYILLECTBIISIOLI el IIPOU3BOACTBO
pPeKTU(UKOBAHHOTO STUIOBOTO CIIMPTA U3 MUIIEBOTO






CbIPpbS Ha OCHOBAaHUU JIMIIEH3MN Ha ITPOU3BOACTBO
STUJIOBOTO CIIMPTa OJId MIPOU3BOACTBA

dapmaiieBTHMUECKOI CYOCTaHILIMM CITMPTA STUTOBOTO
(9TaHoOJ1a) B COOTBETCTBUM C TPeOOBAHUSIMM
denepanbHOro 3akKoHa OT 22 HOsIOps 1995 roma N
171-®3 "O rocymapCTBEHHOM peryanpoBaHUN
MPOM3BOJICTBA ¥ 060POTA STUJIOBOTO CITUPTA,
AJIKOTOJIBHOM ¥ CIIMPTOCOIepIKAIIeii MPOAYKIIUY U 00
OrpaHMYEHUM TTOTPeOIeHNST (PACTIUTUS)
QJIKOTOJIbHO MPOAYKUMK ", METOJOM pa3BefeHMs
BOJ01 OUUIIIEHHO TaKOTO 3TUJIOBOTO CIIUPTA,
MMPOM3BEIEHHOTO aHHOM OpraHu3alyen mo MecTy
OCYIIeCTBJIEHNS ITPOU3BOICTBA (hapMaIeBTUIYECKO
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOJA).";

B) B 4acTu 5:
ITYHKT 5 MPU3HATh YTPATUBIIUM CUTTY;

IOTIOJIHUTD ITyHKTaMM 6 U 7 CJIeIyIOIIero
cofepsKaHusI:

"6) cnupTOCOAepXKaLMX JJeKaPCTBEHHbIX IPeIapaToB
10 MeCTy OCYLLeCTBIeHMS IIPOU3BOLCTBA
(apmaiieBTMUECKOI CYOCTaHILIMM CITUPTA STUTOBOTO
(3Ta”osa) u (Man) 1o MeCTy OCYIeCTBIeHUS
MPOU3BOACTBA STUJIOBOIO CIIUPTA;

7) bapmaiieBTMUECKOI CyOCTaHIIMY CTUPTA






3TUJIOBOTO (3TAaHOJIa) U (MJIN) CIIUPTOCOAeprKaIIUX
JIeKapCTBEHHBIX IperapaToB Ha OCHOBHOM
TEXHOJIOTMYECKOM 000pYAOBaHNUM [JISI IPOU3BOACTBA
STUJIOBOTO CIIMPTA, YKa3aHHOM B MyHKTe 1.1 cTaTbu
14.1 ®epepanpHOro 3aKoHa oT 22 HOsI6pst 1995 roma
N 171-®3 "O rocygapCTBEHHOM peryJaMpoBaHUMN
MPOM3BOJICTBA ¥ 060POTA STUJIOBOTO CITUPTA,
AJIKOTOJIBHOM ¥ CIIMPTOCOIepIKAIIeii MPOAYKIIUY U 00
OrpaHMYEHUM TTOTPeOIeHNST (PACTIUTUS)
QJIKOTOJIbHOM MpoayKuum".";

r) B4acTtu 9 cjoBa "B ITyHKTax 2 - 6" 3aMeHUTD
cJioBaMM "B MyHKTax 3 - 5";

) nonoysHUTb yactamu 10 u 11 ciemytoiero
comepsKaHus:

"10. Peanusanus (repegavya B yCTaHOBJIEHHOM
3aKoHOmaTeabCcTBOM Poccniickoit ®enepanum
ropsiake) papMalieBTMUECKOM CyOCTaHIIUM CIIMPTa
STUJIOBOTO (3TAaHOJIA) OPTaHU3AIUSIM OIITOBOM
TOPTOBJI JIEKAPCTBEHHbIMMU CpeICTBAMM He
JIOITyCKaeTcs.

11. TlepeBo3ku hapMareBTMUECKOI CYyOCTAHIUA
CIUPTa STUIIOBOTO (3TAHOJIA) OCYIECTBIISIOTCS C
cobmogeHeM TpeboOBaHMIA, yCTAaHOBIEHHBIX
ab3alleM 4eTBepThIM ITYHKTA 3 cTaTby 9
denmepabHOTO 3aK0HA OT 22 HOs6pg 1995 roma N






171-®3 "O rocynapCTBEHHOM pPEryaupOBaHUA
MIPOU3BOJCTBA K 060POTA STUIOBOTO CITUPTA,
AJTKOTOJIBHO ¥ CIIMPTOCOAEPsKaIIeil MPOIYKIMK 1 06
OTpaHUYeHUM TOTpebieHNs (PaCTIUTIS)

"non

QJIKOTOJTbHOM MTPOIyKIMu".";
4) B cTaTbe 53:

a) ab3arl mepBbIit YacTu 1 IOMOMIHUTD C/I0BaMu "(3a
MCKITIOUeHMeM ¢apMalieBTMYeCcKoii CyOCTaHIM
CIMpTa STUJIOBOTO (3TaHOJIA)";

6) 4acCThb 2 U3JIOKUTD B CIEYIOIIEi pelaKInm:

"2. OpraHusanum orToBOI TOPTOBIU
JIeKapCTBEHHBIMM CpeJiCTBaMy He BIIpaBe
OCYIIECTBJISATh MPOAAXKY (Mlepeady B yCTaHOBJIEHHOM
3aKoHOmaTeabCcTBOM Poccuiickoit ®enepanum
ropsiake) papMaliieBTMUECKOM CyOCTaHIIUM CIIMPTa
STUJIOBOTO (3TaHOA).".

Cratba 3

Crartpio 1 ®enepanbHoro 3akoHa ot 4 mas 2011 rona
N 99-®3 "O nuieH3MpOBaHMUM OTAEeJbHBIX BUOAOB
nesteqpHOCTH" (COOpaHMe 3aKOHOIATEIbCTBA
Poccuiickon ®@enepanuu, 2011, N 19, ct. 2716; N 48,
cT. 6728; 2013, N 27, cT. 3477; 2014, N 30, cT. 4256; N
42, cr.5615; 2015, N 1, cT. 11, 72; N 27, cT. 3951; N






29, c1. 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) 0OTIOTHUTD
4acThio 4.1 caemyroumero cogepskaHms:

"4.1. OcCO6eHHOCTHM JIULIEH3UPOBAHMS ITPOU3BOACTBA
JIeKapCTBEHHBIX CPEICTB B YaCTU NMIPUOCTAHOBIEHUS
WU TIpeKpalieHns OeiiCTBUS JIULLeH3UU MOTYT
yCTaHaBJAUBATbhCS demepasbHbIM 3aKOHOM.".

Cratbs 4

BHecTu B cTaThio 38 @enepaibHOTO 3aKOHA OT 21
Hos16pst 2011 roma N 323-@3 "O6 ocHOBaX OXpaHbl
300pOBbs IpaxkaaH B Poccuiickoit @egepauyn”
(CobpaHue 3akoHOAATENbCTBA Poccuiickoii
Oenepanuuy, 2011, N 48, cT. 6724; 2013, N 48, cT.
6165; 2015, N 1, cT. 85; N 27, cT. 3951; 2017, N 31, cT.
4765) cnenyooye U3MeHEeHUS :

1) yacTpb 15 JOTMOJHUTD ITYHKTaMM 3 U 4 CIeTyIOIIero
comepsKaHus:

"3) MeIUIIMHCKUX U3A eI, COmepsKaIUX STUIOBBIN
CIIMPT, 110 MECTY OCYIeCTBJIEHNS [IPOMU3BOLCTBA
(dbapmareBTMUECKOM CYOCTAHIIMU CIIUPTA STUTOBOTO
(3Ta”HOMA) ¥ (MIK) [0 MECTY OCYILeCTBIeHUS
IIPOU3BOCTBA STUJIOBOI'O CIIUPTA;






4) MeIUIMHCKUX UL, COgepXKaluX STUTOBBIN
CIIUPT, HA OCHOBHOM TE€XHOJIOTMYECKOM
000pYyI0BaHMM IJIST IPOM3BOJICTBA ITUIOBOTO
CMpTa, YKa3aHHOM B myHKTe 1.1 cTtaTbeu 14.1
demepaabHOrO 3aKOHA OT 22 HOSIOps 1995 roga N
171-®3 "O rocymapCTBEHHOM peryanpoBaHUN
MPOM3BOJICTBA ¥ 060POTA STUJIOBOTO CITUPTA,
AJIKOTOJIBHOM ¥ CIIMPTOCOIepIKAIIeii MPOAYKIIUY U 00
OrpaHMYEHUM TTOTPeOIeHNST (PACTIUTUS)

"non

aJIKOTOJIbHO mponyKuun".";
2) IOTIOJIHUTD YacThio 15.1 ciedyroIero cogepskaHmsi:

"15.1. B ciygae He0OXOAMMOCTM UCIIO/Ib30BaAHMS
9TUJIOBOTO CIIMPTA, B TOM uKcie dhapmalieBTUIecKoi
CyOCTaHIMM CIUPTA STUIOBOTO (3TaHOJA), IPU
MPOU3BOJACTBE MeOUIMHCKUX U3LeNnil, COLepKalnux
3TUJIOBBIN CIIUPT, B KaUeCTBe [eVCTBYIOLIero u (Uamn)
BCIIOMOTAaTeIbHOTO BeIeCTBa, a TAKKe B MHBIX
TeXHOJIOTUYECKMX LIeJISIX TOKHA ObITh MCII0JIb30BaHa
TOJIbKO (hapmalieBTHUecKas CyocTaHIMs CIIUPTa
3TUJIOBOTO (3TaHOMI).".

Cratbs 5

1. Hacrosmmiit ®enepanbHbili 3aKOH BCTYMAET B CUITY
10 UCTEYEHUM OJHOIO0 rojJia rocjie gHS ero
0GUIMATIBHOTO OITyOIMKOBaHMS, 3 MCKITIOUeHEM
TOJIOKEHU, [IJIsSI KOTOPBIX HACTOSIIIEN CTaThein






YCTaHOBJI€EHbI MHbIE CDOKU BCTYIIJIEHUS UX B CUTTY.

2. ITyHkT 3 cratbu 1 HacTosmero @enepabHOTO
3aKOHA BCTYIIAeT B CWJIY CO IHS 0(UIIMATbHOTO
omy6MKkoBaHMs HacTosero demepaabHOro 3aKOHa.

n_n

3. IToamyHKT "T" MyHKTAa 4, TyHKTHI 8 - 11, a63a1ibl
BTOPOJ - 1IECTO MyHKTa 12 cTaTby 1 HACTOSIETO
depnepanbHOrO 3aKOHA BCTYIIAIOT B CUJTY 110
UCTeYeHUH IeBSIHOCTa JHe 1moc/ie JHS
oUIIMATbHOTO OITyOIMKOBAHMSI HACTOSIIETO
®denepaabHOro 3aKOHA.

4. JInma, uMeloIiye Ha AJeHb 0QUIINATbHOTO
omy6iMKkoBaHMs HacTosero ®emepaabHOro 3aKOHa
JIUIIEH3MI0 Ha TPOM3BOACTBO JIeKapCTBEHHbBIX
cpeacTs (papMalleBTUUECKON CyOCTaHIIMM CIIMPTA
STUJIOBOTO (3TaHOJIa), B IIepMOJ, CO THS BCTYIVIEHUS B
CUJTYy CTPYKTYPHBIX eIV HUILL HACTOSIIIero
@enepasbHOTO 3aKOHA, YKa3aHHBIX B YaCTU 3
HaCTosIIel CTaTby, ¥ 00 UCTeUEeHUS OJHOTO0 rofa co
IHS 0(pUILIMaTbHOIO ONYOJIMKOBAHMS HACTOSIIEro
denepaibHOTO 3aKOHA 00513aHbI TTOTYIUTD JULIEH3UIO
Ha MPOU3BOICTBO 3TWJIOBOTO CIIMPTA IJIs1
MPOM3BOJICTBA (hapMalleBTUYECKOI CyOCTaHIIM
COMUPTA STUIOBOTO (3TaHOJIA) B COOTBETCTBUM C
demepaabHBIM 3aKOHOM OT 22 HOSIOpsT 1995 roma N
171-®3 "O rocyzapCTBEHHOM peryaupoBaHUN






MIPOU3BOACTBA K 060POTA ITUIOBOTO CIIUPTA,
aJIKOTOJIBHOM M CIIMPTOCOAepsKalieil MpoLyKIun 1 06
OTpaHMYEeHNY MOTPebIeHUS (PACTINTHS)
QJIKOTOJILHOM NIPOAYKLIMN".

5. B ciyuae OTCyTCTBUS 11O UCTEUEHMUM OJTHOTO Tofa
€O IHST 0UIIMATBHOTO OIMyOAMKOBAHMST HACTOSIIILETO
®denepanbHOIO 3aKOHA Y YKAa3aHHBIX B 4acTu 4
HaCTOSIeN CTaThy JINL JIMIIEH3UU HA IPOU3BOICTBO
3TUJIOBOTO CIIMPTA [J1s1 IPOU3BOACTBA
(apmaiieBTHMUECKOI CYOCTaHLIMM CITMPTA STUTOBOTO
(3TaHoOJa), BBIZAHHOI B COOTBETCTBUH C
denepalbHBIM 3aKOHOM OT 22 HOsIOps 1995 roga N
171-®3 "O rocygapCTBEHHOM pPeryjiMpoBaHUN
MPOM3BOJICTBA ¥ 0O60POTA STUIIOBOTO CITUPTA,
AJIKOTOJIbHOM ¥ CIIUPTOCOIe KAl MPOAYKIIUY U 00
OTpaHNYeHUM TIOTpebIeHNs (PaCTIUTIS)
QJIKOTOJIBHOM MPOOYKLIUM ", IUTLeH3US Ha
MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB
(bapmarieBTMUECKOM CyOCTAHIIUM CIIUPTA STUIOBOTO
(3TaHOJIa) CYUTAETCS MpeKpalleHHOM B YacTy IpaBa
Ha MPOM3BOICTBO hapMalleBTUUECKON CyOCTaHIIUM
CIMpTa 3TUI0BOTO (3TAHOJIA) CO OHSI, CJIeAYIONIEro 3a
JTHEM MCTeUeHMsI OTHOTO rojia co AHS opUIIMaTbHOTO
omnybMKoBaHMsT HacTosmero ®emepaabHOro 3aK0OHa.

6. JIuiia, umerolye Ha JeHb 0QUILIMATbHOTO
omnybMKoBaHMs HacTosIero ®emepasbHOro 3aKOHa






JIMIOEH3UIO Ha ITPOMN3BOACTBO, XpaHEHNME U ITOCTABKA
IIPpOM3BE€OEeHHOI'0 3STMJIOBOTO CIIMPTAa U JIMLIEH3UIO Ha

MPOM3BOCTBO JIEKAPCTBEHHBIX CPEICTB
(bapmareBTMUECKOM CyOCTAHIIUM CIIUPTA STUIIOBOTO
(3TaHOMA), B IEPUOZ, CO THS BCTYIUIEHUS B CUITY
CTPYKTYPHBIX e IMHULL HacTosiero denepaabHOro
3aKOHA, YKa3aHHBIX B YaCTU 3 HACTOSIIEN CTaTbU, U
JIO MICTeUYEeHMST OHOTO ro/ia co THS 0QUIIMATbHOTO
omy6iMKkoBaHMs HacTosero ®emepaabHOro 3aKOHA
BIIpaBe repeodopMUTH JIUI[EH3MIO Ha TTPOM3BO/ICTBO,
XpaHeHMe U TTIOCTAaBKY ITPOU3BEAeHHOr0 STUIOBOTO
CIMpTa Ha JUI€H3UI0 Ha POU3BOACTBO 3TUIOBOTO
CrIMpTa IJ1s1 IIPOU3BOCTBA (papMaleBTUUECKOI
CyOCTaHLIMM CIIUPTA STUIOBOTO (3TAHOJA) IIPU
YCJI0BUYM MIPeOCTaBAeHMUS B IUI€H3UPYIOLINIA OpraH
CXeMbl PacrooKeHus U CoeqHEeHUN
KOMMYHMKAaIM, COeIVHSIONMX OCHOBHOE
TeXHOJIOTMYecKoe 060pyaoBaHMe JJis1 TPOM3BOJICTBA
3TUJIOBOTO CIIUPTA, YKa3aHHOe B IMyHKTe 1.1 cTaTthu
14.1 ®epepanbHOro 3aKoHa OT 22 HOsI6ps 1995 roma
N 171-®3 "O rocyapCTBeHHOM peryamMpoBaHUN
MPOM3BOJICTBA ¥ 060POTA ITUIOBOTO CIIUPTA,
aJIKOTOJIbHOM M CIIMPTOCOaepsKalieii MPOayKIIMU U 00
OTpaHNYEHUY TIOTPeOIeHs (PACTIUTIS)
QJIKOTOJILHOM MPOAYKIUU", C EMKOCTSIMMU JJISI
MIPUEeMKM 3TUJIOBOTO CIIMPTA [IJIs1 IPOU3BOACTBA
(dapmaliieBTHMUYeCKOI CYyOCTAHIMM CITUPTA STUIOBOTO






(aTaHosa). B 3aaBmenun o rnepeodopmiaeHUN
JUIIEH3UM YKa3bIBaeTCss MHGopMauus o JINIeH3Uu Ha
MMPOM3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB
(bapmareBTMUECKOM CyOCTAHIIUM CIIUPTA STUIIOBOTO
(3TaHOMA), BKIIOYAss HOMeP U ATy BblAa4yu TaKOM

UL EH3UN.

[IpesunmeHT
Poccuiickoi @epepanun
B.ITYTUH

Mocksa, Kpemib
27 nekabps 2019 roma
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