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MocTtaHoeneHue MNpasutensctea PO ot 06.07.2012 N 686 K .
ROHCYNIbTAHTI/TIOC
(pea. ot 28.02.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

. [ara coxpaHenus: 19.08.2019
06 yTBepxxaeHun MNonoxeHns o MLEH3MPOBaHUN NPOU3...

NMPABUTENIbCTBO POCCUUCKON ®EOEPALIUN

MOCTAHOBIEHUE
ot 6 nrona 2012 r. N 686

Ob YTBEPXAOEHWUN NMOJNOXEHWUA
O JIMUEH3UPOBAHUU NPON3BOACTBA JIEKAPCTBEHHbLIX CPEACTB

CHMCOK U3MEHSIIOIHUX JOKYMEHTOB
(B pexn. Ilocranosnennii IIpaBurensctea P ot 15.04.2013 N 342,
ot 20.06.2018 N 702, ot 28.02.2019 N 217)

B coorBerctBuM ¢ DenepanbHbIM 3aKOHOM "O JUIEH3UPOBAHUM OTACIBHBIX BUIOB JAESITEIHHOCTH"
[IpaButenscTBO Poccuiickoit @eaepanuu nMoCTaHOBIISIET:

1. YTBepI[I/ITB InpujaracMoc ITonoxxeHue o JIMOCH3UPOBAHWH IIPOHU3BOACTBA JICKAPCTBCHHBIX CPCACTB.

2. [Tpu3HaTh yTpaTUBIIKUM cuily octaHoBieHue IlpaButensctBa Poccuiickoit deaepanmu ot 3 ceHTIOPs
2010 r. N 684 "O06 ytBepxaenuu IlonoxeHUs! O JUIIEH3UPOBAHUH MPOU3BOICTBA JEKAPCTBEHHBIX CPeICTB"
(Cobpanue 3akononarenscTBa Poccuiickoit @enepamuu, 2010, N 37, cT. 4698).

[Ipencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
JA.MEJIBEJIEB

YT1BEpKACHO

nocrtaHoByienrem lIpaBurenbcTBa
Poccuiickoit ®enepanun

ot 6 nronst 2012 r. N 686

NONOXEHUE
O NNIMUEH3UPOBAHUU NPON3BOACTBA JIEKAPCTBEHHbLIX CPEACTB

CHOUCOK U3MEHSIONNX JOKYMEHTOB
(B pen. Ilocranosinenuti Ilpasurenscrsa PO ot 15.04.2013 N 342,
ot 20.06.2018 N 702, ot 28.02.2019 N 217)

1. Hacrosimee TlonmoskeHne ycTaHABIMBACT MOPSIIOK JUIICH3UPOBAHUS ACSITEILHOCTH IO MPOU3BOJICTBY
JICKAPCTBCHHBIX CPEACTB, OCYHIGCTBHXCMOﬁ IOPUIWYCCKUMU JIMOaMU B COOTBETCTBUU C (Denepam,HHM
3akoHOM "O0 oOpalleHuH JIeKapCTBEHHBIX CPEICTB".

2. .HI/IHeH3I/Ip0BaHI/Ie JACATCIIbBHOCTU 110 IIPOU3BOACTBY JICKAPCTBCHHLIX CPCACTB I MCEIAUIMHCKOI'O
IMPUMCHCHUA OCYIIECTBIIACT MI/IHI/ICTCpCTBO MPOMBIINIJICHHOCTH W TOPTOBJIA Poccuiickoit d)enepaum/l, JJI
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BeTepUHApHOIO MpuMeHeHHus - PenepanbHas ciayk0a MO BeTepUHAPHOMY U (UTOCAHUTAPHOMY HaA30py
(nanee - IMIEH3UPYIOIINE OPTaHBI).

3. JlesaTenpbHOCTh 10 IPOM3BOJCTBY JIEKAPCTBEHHBIX CPEACTB BKJIKOYAET B ce€0s pabOTHI IO MEPEUHIO
COINIACHO MPUJIOKEHUIO.

4. HI/IHCHSI/IOHHLIMI/I Tpe6OBaHI/ISIMI/I, NPEABABIACMBIMU K COUCKATC/IIO JIMOCH3WKW Ha OCYIICCTBIICHHUC
ACATCIIBHOCTH 110 IIPOU3BOACTBY JICKAPCTBCHHBIX CPEACTB (z[anee - J'II/ILIGHSI/IH), SABJIAKOTCA:

a) HaJIMYUC Y COUCKATCIIA JIMICH3NU HOMCHIGHI/Ifl, SHaHHﬁ, COOp}/')KCHI/Iﬁ 1 MHBIX O6T:>€KTOB, TCXHHUYCCKHX
CpCacTB, o60py;1013aH1/151 U TEXHUYECKOU AOKYMCHTAIUH, IIPUHAJJICIKAIIINX CMY Ha IIpaBC COOCTBEHHOCTH HIIH
Ha HMHOM 3aKOHHOM OCHOBAaHHWH, H€06XOI[I/IMLIX JJI BBIIIOJITHCHHA 3asBISACMBIX pa60T, COOTBCTCTBYHOIINX
YCTaHOBJICHHBIM TpC6OBaHI/I$IM;

0) COOTBETCTBHE MPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB IpaBUJiaM OpTraHW3allUd TPOU3BOACTBA H
KOHTpPOJISI KauyecTBa JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU cO cTtaThell 45 denmepanpHoro 3akona "OO
oOpallleHnH JIEKapCTBEHHBIX CPEICTB";

B) HaJM4YUE B COOTBETCTBHM co cTaThell 45 denepanbHoro 3akoHa "OO oOpallleHUH JIeKapCTBEHHBIX
CpeICTB" IPOMBILUIEHHBIX DPETJIAMEHTOB, YTBEPXKACHHBIX PYKOBOAWUTEIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB (COMCKaTeNs JIMLEH3UHM) U BKIIOYAIONIMX B ce0sl MepeueHb MCMONb3yeMbIX (hapMalleBTHUECKUX
CyOCTaHIIMI M BCIOMOTaTENbHBIX BEIIECTB C YyKa3aHWEM KOJIMYECTBA KaXJOr0 W3 HHX, JaHHbIE 00
UCIIOJIb3yeMOM O0OOpYJIOBAHMM U OIMCAaHME TEXHOJOTHMYECKOro IpoLecca U METOJOB KOHTPOJS Ha BCEX
JTanax Mpou3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB;

I') HAJIMYME B COOTBETCTBUHU cO cTatheill 45 depepanpHoro 3akoHa "OO oOpallleHHH JIeKapCTBEHHBIX
CpelaCTB" YINOJIHOMOYEHHOIO JMIa IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPENCTB, KOTOpPOE IIPpH BBOJE
JIEKapCTBEHHBIX CPEJACTB B TPaXIAHCKUH O00OpPOT OCYIIECTBISET MOJATBEP)KIEHUE COOTBETCTBUS
JICKapCTBEHHBIX CPEACTB TPeOOBAaHUSM, YCTAHOBJIEHHBIM IpPU UX TOCYHapCTBEHHOM perucrpauuu, u
rapaHTUPYET, YTO JIEKAPCTBEHHBIE CPEICTBA IIPOM3BEIEHBI B COOTBETCTBUM C IIPaBUIIAMM IIPOU3BOJACTBA U
KOHTPOJISL KaueCTBa JIEKAPCTBEHHBIX CPEJCTB, a TAKKE KOTOPOE:

uMeeT BhIciiee (papMaleBTHYecKoe, XUMHUUYECKOe, METMIIMHCKOE TN OHOJIOTHYecKoe 0OpazoBaHue 100
MIPU TPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJCTB Uil BETEPHHAPHOTO NMPUMEHEHHS - BETEpUHApHOE 00pa3oBaHHeE,
CTaX pabOTH HE MEHEE YeM 5 JIeT B 00JIACTH MPOU3BOICTBA 1 KOHTPOJISI KA4eCTBa JICKAPCTBEHHBIX CPEJICTB;

IIPU IIPOU3BOJCTBE JIEKAPCTBEHHBIX CPEJCTB ISl MEJUIMHCKOIO MPUMEHEHHUS! aTTECTOBAHO B IOPSIJIKE,
YCTaHOBJICHHOM MuHucTepcTBOM  31apaBooxpaHeHus Poccuiickonn ®exepanuu, NpU  NPOU3BOICTBE
JIEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOIO NPUMEHEHMS - B MOPSAKE, YCTAaHOBIEHHOM MMHHCTEPCTBOM
cenbckoro xossucrea Poccniickoit denepanuu;

1) HaTM4ue pabOTHUKOB, 3AKITFOUYUBIINX TPYIOBBIE TOTOBOPHI, MMEIOIIMX COOTBETCTBEHHO BBICIICE WU
cpeanee mpodeccuoHanbHOe (papManeBTHIECKOe, XUMUIECKOE, XHMUKO-TEXHOJIOTHIECKOe, OMOIOrHYecKoe,
OMOTEXHOJIOTHYECKOE, MEIUIIMHCKOE WM BETEpHUHApPHOE O0pa3oBaHWE, OTBETCTBEHHBIX 3a MPOW3BOJICTBO U
MapKUPOBKY JIEKAPCTBEHHBIX CPEJICTB.

4(1). Ilpm HamepeHMM COHUCKAaTeNls JIMIEH3UM OCYILECTBIATh IPOU3BOACTBO (hapMaleBTUUECKOM
CyOCTaHIIMM CHHMpTa OHTUJIOBOrO (3TaHOJA) K COMCKATENIO0 JIMLEH3UM HapsAay C JIMIEH3MOHHBIMHU
TpeOOBaHUSAMH, yKa3aHHBIMH B TyHKTe 4 Hactosuiero IlomoxeHus, NPEABSBISIOTCA JHULIECH3UOHHBIC
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TpeOoBaHUS 00 OCHAIIEHUHM OCHOBHOTO TEXHOJOIMYECKOro OOOpYyJIOBaHHUS, HCIOJIb3YEMOro  JJis
MIPOU3BOJICTBA (papMaleBTUUECKOI cyOCTaHIIMK CIIUPTA STUIIOBOTO (3TaHOoIIA) (Aajee - 000pyAoBaHHeE):

ABTOMATUYCCKUMHU CPEICTBAMU HM3MEPEHUS U y4eTa KOHIIGHTpAaMu W o0bhemMa OE3BOJHOTO CIUpPTA B
(dapmaneBTHUECKON CyOCTaHIIMU CIHUPTA ITHIOBOTO (dTaHONA), 00beMa (apMaleBTHUSCKON CyOCTaHIIUU
CriUpTa STUJIOBOTO (dTaHONa), TPeOOBaHMS K KOTOPBIM YTBEPXKIEHBI IMOCTaHOBIeHUEM I[IpaBuTenncTBa
Poccuiickoit ®@enepanmu ot 28 wuioHs 2006 r. N 396 "O TpeOoBaHMSIX K aBTOMATHYECKHUM CPEICTBAM
U3MEpEeHHs U y4eTa KOHILIEHTpalud U o0bemMa OE3BOJHOTO CIUPTAa B FOTOBOW MPOAYKIHMH, 0ObeMa rOTOBOI
MpOoayKIuH'", OIUIOMOMpPOBaHHBIMU (omeudaTaHHbIMU) DenepanbHON  COyKO00HW 1O  pEryIHpOBaHUIO
AJIKOTOJIBLHOTO pBIHKA (Jajiee - aBTOMAaTUYECKHE CPEJICTBA), B COOTBETCTBHUM CO CXEMOW OCHAICHUS
obopymoBaHus, coaepxkaimeid mHGoOpMauo 00 yKa3aHHBIX OOOPYIOBaHHWH, aBTOMATHYCCKUX CPEICTBAX M
KOMMYHHKAITUSX B COOTBETCTBHU C TEpPEYHEM HH(OpMaIMU, YCTaHOBICHHBIM DenepalbHON CIyKO00U 1O
peryJMpOBaHUIO  aJIKOTOJILHOTO  PBIHKA, a TakKKe TEeXHUYECKOM JOKYMEHTAIlMeH  M3TOTOBHTEIS
ABTOMATUYECKUX CPEJICTB HA TH CPEJICTBA;

TEXHUYECKUMHU CpelicTBaMu (huKcaluu U nepenaun uHpopmamuu 06 odbeMe Mporu3BOJACTBA U 000pOTa
CIUpTa 3TUIOBOTrO (3TAHOJA), AJIKOIOJIBHONW M CHMPTOCOAEpkalleld NPOAYKIHMH B €JUHYIO FOCYAapCTBEHHYIO
aBTOMATH3MPOBAHHYIO HH(OPMAIIMOHHYIO CHCTEMY ydyeTra o0beMa IPOM3BOJCTBA M 000pOTa ATHIIOBOTO
CIHUpTa, QJIKOTOJBHOM M CHHUpTOCOAEpKalled MNPOAYKIMH, TpeOOBaHUS K KOTOPBIM YTBEPXIACHbI
noctaHoBiieaneM IlpaButenscTBa Poccuiickoit ®@enepanuu ot 9 utons 2016 r. N 650 "O TpeboBaHHAX K
TEXHUYECKUM CpeAcTBaM (ukcanuu W mnepedaud uHPopMmanuun 00 oObeMe MNpPOM3BOJACTBA M 000poTa
STUJIOBOTO CHHUPTA, aAJKOTOJBHOM M CHUPTOCOAEpKAUIEH NPOAYKUMH B E€IUHYIO TOCYJIapCTBEHHYIO
aBTOMATH3MPOBAHHYIO HMH(MOPMAIIMOHHYIO CHCTEMY y4yeTa o0beMa MpPOM3BOJCTBA M 000pOTa ATHUIIOBOTO
CIIUPTA, ATKOTOJILHON U CIIUPTOCOACpIKAIIEH MPOayKIuu".

(. 4(1) BBenen [locranonenuem [IpaButenscrea PO ot 20.06.2018 N 702)

4(2). Ilpu HaMepeHMM COHUCKATeJs JMIEH3UH OCYIIECTBISATh IPOU3BOJCTBO CHHPTOCOACPKAIIUX
JIEKapCTBEHHBIX MpENnaparoB, a TaKKe MPOU3BOJCTBO JIPYTHX JIEKAPCTBEHHBIX CPEICTB C HCIOJIb30BaHUEM
(apmaneBTHUECKON CyOCTaHIIMM CIHUPTa STHJIOBOTO (3TaHONA) WM DJTUJIOBOTO CHHPTA K COUCKATEINIO
JUICH3UN HapsIy C JIMIICH3WOHHBIMH TPEOOBAaHUSMHU, YKAa3aHHBIMH B IyHKTe 4 Hactosmiero I[lomoskeHus,
MIPEABSIBISIOTCS JTUIIEH3UOHHBIE TPEOOBaHMUS:

a) 00 OCHAIIEHUH EMKOCTEeH s NpUeMKH (apMaleBTUYECKOM CyOCTaHLMU CHUpPTa ASTHIOBOTO
(3TaHONIa) WM STUJIOBOTO CHUpPTAa aBTOMATHUECKUMHU CPEICTBAMU H3MEpPEHHUs M ydeTa KOHICHTpaluuu M
o0BbemMa 6e3BOIHOTO CIUpTa B (hapMalleBTUYECKON CyOCTaHIIMU CIIMPTA 3TUIIOBOTO (3TaHOJA) UITU B STUIOBOM
cnupTe, oobeMa (hapMaleBTHUECKOW CyOCTaHIIMM CIHPTa STHJIOBOTO (3TaHOJIA) WM 3THJIOBOIO CIHPTa B
COOTBETCTBUH CO CXEMOH OCHAIIECHUS yKa3aHHOTO 000pyIOBaHUs, colepKamieil HHPOpMaLUIo 00 YKa3aHHBIX
000pYyIOBaHNH, aBTOMAaTHYECKHX CPEICTBaX W KOMMYHHUKAIUSIX B COOTBETCTBHH C IlepedyHEeM WH(POpPMAINH,
ycTaHOBJICHHBIM DeepalibHON CITY>KO0M MO PETYIMPOBAHUIO AJIKOTOJIFHOTO PHIHKA, a TaKXKe C TEXHHUYECKOU
JOKyMEHTalMel N3rOTOBUTEINSI aBTOMAaTHYECKUX CPEJCTB HA 3TH CPEJICTBA;

0) 00 ocHameHuu 0o0OpyAOBaHUA sl ydeTa oObeMa 000poTa M UCHOJIb30BaHUS (hapMaleBTHUECKOM
CyOCTaHIIMM CIUpPTa ATUIOBOTO (3TAHOJA) WM 3TUIOBOTO CIUpPTA I MPOM3BOJCTBA CIIHUPTOCOACPIKALINX
JIEKapCTBEHHBIX IPErapaToB, a TakKe B IPOIECCe MPOU3BOJACTBA JPYTUX JIEKAPCTBEHHBIX CPEICTB C
UCTIONIb30BaHUEM (DapMaleBTU4YECKOW CyOCTaHIIMM CHHPTA STHIOBOTO (3TAHOJA) WJINM STHIOBOTO CHHPTA
TEXHUYECKUMU CpeJIcTBaMU (UKcalluu U nepefadn nHpopmanuu o0 o0beMe Mpon3BOACTBa U 000pOTa CIUpTa
STWIOBOTO (JTaHONA), AJIKOTOJBHOM M CHHPTOCOAEpKAIIeH MPOAYKIMH B EIUHYI0 TOCYAAapCTBEHHYIO
aBTOMATU3UPOBAHHYI0 HMH(POPMAIMOHHYIO CHCTEMY YydeTa oO0beMa MpPOHM3BOACTBA M 000pOTa STHIOBOTO
CIMpTa, QJKOTOJIbHOM M CHUpPTOCOJEpKalled MPONYKIHMH, TpeOOBaHUS K KOTOPBIM YTBEP)KICHBI
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nocraHoBieHueM llpaButensctBa Poccuiickoit denepanyu ot 9 urong 2016 r. N 650 "O tpeGoBaHMAX K
TEXHUYECKUM CcpelcTBaM (uKcaluu W nepefgayd uHpopmanuu o0 oObeMe NpOoU3BOACTBA M 00opoTa
STWJIOBOIO CIHUPTA, AJIKOTOJIBHOM M CIUPTOCOJEp)Kallel MpOAYyKUMH B €IUHYH TIOCYJapCTBEHHYIO
aBTOMATH3MPOBAHHYIO HH(OPMAIIMOHHYIO CHCTEMY ydeTa o0beMa IPOM3BOJCTBA M 000pOTa ATHIIOBOTO
CIIUPTA, AIKOTOJIBHOM M CIUPTOCOAEpKAIEH NpoayKIuu'.

(. 4(2) BBeneH [locranoBnenuem IlpaBurensctBa PO ot 28.02.2019 N 217)

5. JIuieH3UuOHHLIMHU TpC6OBaHI/I$[MI/I, NpEeaABABIACMBbIMU K JIMOCH3HUATY IMIPpU  OCYIICCTBIICHUU
ACATCIIbBHOCTU IO NPOU3BOJCTBY JICKAPCTBCHHBIX CPCIACTB, ABJISIFOTCA:

a) HAIMYKE Yy JIMIIEH3UAaTa MOMEIICHUH, 3TaHul, COOPYKCHHI 1 UHBIX 00BEKTOB, TEXHUYECKUX CPEICTB,
000pyIOBaHUS U TEXHUYECKON OKYMEHTAIlMU, MPUHAJJISKAIIUX €My Ha MpaBe COOCTBEHHOCTH WM HA UHOM
3aKOHHOM OCHOBaHHMM, HEOOXOJWMBIX JUIA BBIMIOJIHCHHUS 3asBICHHBIX padOT, COOTBETCTBYIOIIUX
YCTaHOBJICHHBIM TPEOOBAHUSM;

0) cobmoIeHue B COOTBETCTBUHU cO cTaTheil 45 denepanbHoro 3akoHa "OO0 oOpalieHnH J1eKapCTBEHHBIX
cpenctB" TpeOOBaHMI TMPOMBIIICHHBIX PETJIAMEHTOB, YTBEPKICHHBIX PYKOBOIUTEIEM MPOU3BOAUTENS
JICKapPCTBEHHBIX CPEICTB (JIMIIEH3WATa) U BKIIOYAIOIINX B CEOS IEPEeUeHb UCTIIONB3YEMBIX (DapMaIieBTUIECKIX
CyOCTaHIIMT M BCIIOMOTATENbHBIX BEIIECTB C YKa3aHWEM KOJIMYECTBAa KaXJOro W3 HHUX, JaHHBIE 00
WCTIONB3YEMOM OOOPYNOBAaHMHM M OMHMCAHUE TEXHOJOTHMUYECKOTO Mpollecca M METOJOB KOHTPOJS Ha BCEX
JTanax npou3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;

B) COOMIOJIEHNE B COOTBETCTBUU cO cTaTheil 45 denepanbHoro 3akoHa "OO0 oOparieHnn JIeKapCTBEHHBIX
cpeacTB" MpaBujl OpraHU3alMK MPOU3BOJICTBA U KOHTPOJIA KaueCTBA JIEKAPCTBEHHBIX CPEJ/ICTB;

I') HAJIMYME B COOTBETCTBUHU cO cTartbeil 45 denepanbHoro 3akoHa "OO oOpalieHUM JIEKapCTBEHHBIX
cpeacTB" YMOJTHOMOYEHHOrO JIHMIa IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEJICTB, KOTOpOE IpPH BBOJE
JIEKapCTBEHHBIX CPEJCTB B TPaXIAHCKUH O00OpPOT OCYIIECTBISET MOJITBEP)KIEHUE COOTBETCTBUS
JIEKapCTBEHHBIX CPEACTB TpPeOOBAaHUSAM, YCTAHOBJICHHBIM I[P HX TOCYJAapCTBEHHOM pEerucTpauuy, Hu
rapaHTHpYeT, YTO JIEKAPCTBEHHBIE CPEJCTBA MPOU3BEICHbI B COOTBETCTBUU C IpPABUJIAMU MPOMU3BOJCTBA U
KOHTPOJISI Ka4€CTBa JIEKapCTBEHHBIX CPEJICTB, a TAKIKE KOTOPOE:

P TPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB ISl MEIUIMHCKOTO TPUMEHEHHS MMEET BbICIICE
(apMareBTHYECKOe, XUMUYECKOE WIH OHOIOTHYecKoe O0pa3oBaHMe, CTaXX pabOTHl HE MEHee 4eM 5 JieT B
00J1aCTH MPOU3BOJICTBA U KOHTPOJISI KaueCTBa JICKAPCTBEHHBIX CPEJICTB, MPHU MPOU3BOJICTBE JICKAPCTBEHHBIX
CPEICTB Ul BETEPUHAPHOIO MPUMEHEHUS - BbIcHIee (apMalleBTUYECKOE, XUMUUYECKOe, OMOJIOTHYeCKOe WU
BEeTEpUHApHOE 00pa3oBaHUE, CTaX PabOTHl HE MeHee ueM 5 JIleT B 00NacTH MPOHM3BOJACTBA U KOHTPOJSL
KaydecTBa JICKapCTBEHHBIX CPEJ/ICTB;

IIPU NPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB ISl MEAULIMHCKOIO IIPUMEHEHHS aTTECTOBAHO B IOPSJIKE,
YCTaHOBJIECHHOM MuHucrepcTBOM  3apaBooxpaHeHus Poccuiickoin  ®Denepanuu, TIpu  NPOU3BOJCTBE
JICKapCTBEHHBIX CPEJACTB ISl BETEPUHAPHOIO NMPUMEHEHMS - B MOPSAKE, YCTAaHOBJIEHHOM MMHHCTEPCTBOM
cenbckoro xo3giictBa Poccuiickoit denepaiuy;

1) Hamuuue paOOTHUKOB, 3aKIIOYMBIIMX TPYJOBbIE JOTOBOPBI, HMMEIOIIMX BBICIIEE WM CpelHee
npodeccuoHambHOe  (apMaleBTHYECKOE, XHMHYECKOE, XHMHKO-TEXHOJIOTHYECKoe, OHOJIOrHYEecKoe,
OMOTEXHOJIOrMYECKOe, MEUIIMHCKOE WM BETEpUHAPHOE 00pa3oBaHME, OTBETCTBEHHBIX 3a MPOM3BOJCTBO U
MapKHPOBKY JIEKAPCTBEHHBIX CPEJCTB;
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€) coOmrofeHue IuieH3uaToM TpeOoBaHuii ctatbu 45 degepanpHoro 3akoHa "OO oOpaieHUN
JICKapCTBEHHBIX CPEACTB" O 3ampere MPOW3BOJCTBA JICKAPCTBEHHBIX CPEICTB, HE BKIIOUEHHBIX B
TOCY/IapCTBEHHBIA pEeCTp JIEKAPCTBEHHBIX CPEICTB, 3a HCKIIOYCHHEM JIGKAPCTBEHHBIX CPEJNCTB,
MPOU3BOJIUMBIX JJII TPOBEICHUS KIMHUYECKHX WCCIICOBAaHUA M OKCIIOPTa, a TaKXKe O 3alpelieHun
MIPOU3BOJICTBA (HaTbCHPHUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB M JICKAPCTBEHHBIX CPEJCTB C HapyIICHUEM
IIPABHJI OPraHHU3ALMH ITPOU3BOJICTBA U KOHTPOJISA Ka4eCTBa JICKAPCTBECHHBIX CPEJICTB;

K) coOmroneHue JuieH3uatoM TpeboBanuii crtatbu 57 ®enepanpHoro 3akoHa "OO oOpaiieHun
JEKApCTBEHHBIX CpPeACTB" 0O 3ampere MpoJaku HeJ00pPOKAueCTBEHHBIX JIEKAPCTBEHHBIX CPENCTB,
(hanbcuPUIIPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPA(DAKTHBIX JICKAPCTBEHHBIX CPEJICTB;

3) CcoONI0/IeHHe TPaBWJI XPAHEHHs] JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaThed 58
®enepanbHOro 3akoHa "O06 oOpaleHNH JeKapCTBEHHBIX CPEeICTB';

u) cobmonenue [IpaBun  yHUUTOXKEHHS  HEAOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
(banbcuPUIPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB, YTBEPKIECHHBIX
nocranoBienuneM [IpaButensctBa Poccuiickoit @eneparuu ot 3 ceHtsiops 2010 r. N 674;

K) coOnrofeHne TpeOOBaHUS O TOCYIApPCTBEHHON PErHCTpPAIlMM YCTaHOBICHHBIX MPOU3BOAUTEISAMU
JIEKapCTBEHHBIX TPEMapaToB MPEICIbHBIX OTIMYCKHBIX LIEH Ha JICKAPCTBEHHBIC MpENapaThl, BKIIOUCHHBIE B
TepevyeHb JKM3HEHHO HEOOXOIMMBIX U BOKHEUIIINX JICKAPCTBEHHBIX MPEMapaToB, B COOTBETCTBUU CO CTAThEH
61 denepanpHoro 3aKoHa "OO6 oOpaIeHUH JICKapCTBEHHBIX CPEICTB";

k(1)) coOmoieHre TPaBUJI PETHCTPALIMH OTIEPAIUii, CBSI3aHHBIX ¢ 00OPAIICHUEM JICKAPCTBEHHBIX CPEICTB
JUIST MEAWIIMHCKOTO TPHMEHEHUs, BKJIIOYCHHBIX B TIEpPEUCHb JICKAPCTBEHHBIX CPENCTB IS MEIUIIMHCKOTO
MPUMEHECHHS, TOUICKANINX TMPEIMETHO-KOJIMYECTBEHHOMY VY4YeTy, B CHEIHAIbHBIX JKypHalaX ydera
oriepaIii, CBI3aHHBIX C OOpaICHHEM JIEKAPCTBEHHBIX CPEICTB ISl MEIUIMHCKOTO MPUMEHECHHSI, W TIPABUI
BEJICHUS M XPaHCHHsI CIICIHATBHBIX JKYPHAJIOB ydeTa OlNepaluii, CBA3aHHBIX ¢ 0OpallleHneM JICKapCTBEHHBIX
CPECTB ISl METUIITHCKOTO IIPUMECHEHUS;
(nm. "x(1)" BBenen [TocranoBnenuem [IpaButenscta PO ot 15.04.2013 N 342)

J1) OBBIIIEHUE KBATU(UKAIIUH JIULI, YKa3aHHBIX B MOAMYHKTaxX """ u "a" HacTosIIero nyHkTa, He pexe |
pasa B 5 Jer.

5(1). JlumeH3WOHHBIMH TpPEOOBAHWSIMH, TPEIBSIBIIEMBIMA K JUICH3WATy TPU OCYIIECTBICHUU
MPOU3BOJICTBA (papMalleBTUYECKOM CyOCTaHIIMM CIUPTa STHJIOBOrO (3TaHO’NA), HApsALy C JIMLIEH3UMOHHBIMU
TpeOOBaHUAMM, YKa3aHHBIMU B ITyHKTE 5 HacTosiero [lonoxenus, aBiastoTcs:

a) ocHaIlleHue 000pyIOBaHUS:

aBTOMaTMYECKHUMH CPEACTBAMHU B COOTBETCTBHH CO CXEMOMW OCHAIIEHMS, cojeprkalieid nHdopMaruo oo
YKa3aHHbIX 00OpYAOBAaHHHU, ABTOMAaTHYECKUX CPEJICTBAX U KOMMYHMKAIUSIX B COOTBETCTBUU C IE€PEUHEM
nHpOpMann, ycTaHOBICHHBIM DenepanbHO CITy:KOO0H MO PeryJIupoOBaHUIO AIKOTOJIBHOTO PHIHKA, a TaKXkKe
TEXHUYECKOHN JTOKYMEHTAIMEN U3rOTOBUTENS aBTOMAaTHYECKHUX CPEJICTB HA 3TU CPE/ICTBA;

TEXHUYECKUMHU CpeACTBaMHU (UKCAlMU U Nepetadynd uHpopmauuu o6 oobemMe Npou3BOACTBa U 000poTa
CIMpTa 3TUJIOBOIO (3TaHOJIA), AIKOTOJIbHON U CIMPTOCOAEpkKAle MPOAYKLIUU B €IUHYIO TOCYAAPCTBEHHYIO
aBTOMATH3MPOBAHHYIO HMH(OPMAIMOHHYIO CHCTEMY y4yeTa o0beMa MpPOM3BOJCTBA M 000pOTa ATHUIIOBOTO
CIOHUpTa, QJIKOTOJBbHOM M COHUPTOCOAEpXKAlled MNPOAYKIMHM, TpeOOBaHUS K KOTOPBIM YTBEPXACHbI
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MocTtaHoeneHue MNpasutensctea PO ot 06.07.2012 N 686 K .
ROHCYNIbTAHTI/TIOC
(pea. ot 28.02.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

. [ara coxpaHenus: 19.08.2019
06 yTBepxxaeHun MNonoxeHns o MLEH3MPOBaHUN NPOU3...

nocraHoBieHueM llpaButensctBa Poccuiickoit denepanyu ot 9 urong 2016 r. N 650 "O tpeGoBaHMAX K
TEXHUYECKUM CcpelcTBaM (uKcaluu W nepefgayd uHpopmanuu o0 oObeMe NpOoU3BOACTBA M 00opoTa
STWJIOBOIO CIHUPTA, AJIKOTOJIBHOM M CIUPTOCOJEp)Kallel MpOAYyKUMH B €IUHYH TIOCYJapCTBEHHYIO
aBTOMATH3MPOBAHHYIO HH(OPMAIIMOHHYIO CHCTEMY ydeTa o0beMa IPOM3BOJCTBA M 000pOTa ATHIIOBOTO
CIIUPTA, aJIKOTOJILHON U CIIUPTOCOAEPIKAIICH TPOTYKIUKU";

0) mpexcraBlieHHE AcKIapanuii 00 oObeMe MPOM3BOJCTBA, MOCTABKM W (WMJIM) HCIIOJNB30BAHUS JIS
COOCTBEHHBIX HYXJ (papMalieBTUUECKON CyOCTaHIMH CIIUPTA STUIOBOTO (3TaHOMA).
(m. 5(1) BBenen [locranoBnennem [IpaButensctBa PO ot 20.06.2018 N 702)

5(2). JIuueH3WOHHBIMH TPEOOBAHMSIMHU, TPEIBSIBIIEMBIMA K JHUIEH3WATy NpPU OCYLIECTBICHUU
MIPOU3BOJICTBA CIUPTOCOJEP)KALINX JIEKAPCTBEHHBIX IMPENapaToB, 3a HCKIIOUYEHUEM CHUPTOCOJEPIKAIINX
JIEKapCTBEHHBIX IPENapaToB, BKIOYEHHBIX B MEPEYHHM ITOM MPOAYKLHUH, yTBepkaaemble [IpaBuTenbcTBoM
Poccuiickoit denepanuu B COOTBETCTBUM ¢ ab3arieM TpeThbuM NyHKTa 4 ctaThu 1 denepanpHoro 3akona "O
TOCyIapCTBEHHOM PETYJIUPOBAHUM TPOU3BOACTBA U 00OpOTa ATHIOBOTO CHUPTA, AIKOTOIBHOM U
CIHMpTOCOJepXkKAlel MPOAYKIMU U 00 OrpaHMYEHHM NOTpeOsIeHUs (PAcCIUTHs) aJKOTOJBHOW MpPOIyKIHH"
ucxons u3z o0bema MOTPeOUTENbCKOW Tapbl (YMakoBKM) M (WJIM) CTOMMOCTH W (WiH) (YyHKIMOHAIHLHOTO
Ha3HAYeHUs] CHHPTOCOAEpXkAIIMUX JIEKAPCTBEHHBIX IpernaparoB, a Takke I[POU3BOACTBA  JIPYIHX
JIEKapCTBEHHBIX CPEJCTB C MCIOJb30BaHHWEM (apMalleBTUYECKOW CyOCTaHIMHM CIUPTA ATHIOBOTO (3TaHOIA)
WIM STHWIOBOTO CIHPTA, HAPSAY C JIMLIEH3UOHHBIMU TPeOOBAaHUSAMH, YKAa3aHHBIMU B IIYHKTE 5 HACTOSIIETO
[Tonoxxenus, BASIOTCS:

a) OCHAIleHHE EMKOCTeH A MpueMKH (apMaleBTHUECKON CyOCTaHIIMU CIUPTa ITUIOBOTO (ITAHOIA)
WM S3THJIIOBOI'0 CIIMPTa AaBTOMATUYCCKHUMHU CPECACTBAMHM HU3MCPCHUA W Y4YC€Ta KOHUCHTpALUHU U O6’beMa
0€3BOJTHOTO CIHPTa B (hapMaIieBTUIECKON CyOCTAHIIMH CITUPTA STUIOBOTO (3TAHOJIA) HITH B 3TUIOBOM CITUPTE,
obbeMa (apmarieBTUYECKON CyOCTaHIIMM CHOUpPTa OJTHWJIOBOTO (dTAaHOJIA) WM OTHUJIOBOTO CHOUPTA B
COOTBETCTBUH CO CXEMOH OCHAIICHUS yKa3aHHOTO 000pyIOBaHUs, CoJiepKaileii MHPOPMALUIO 00 YKa3aHHBIX
000pYIOBaHWH, aBTOMATHYECKHX CPEICTBAX U KOMMYHHUKAIUSIX B COOTBETCTBHM C IepEYHEM WH(POPMAIIUH,
ycTaHOBJIeHHBIM DenepanbHoil CIy)00i MO pPeryaupoBaHUIO AJKOTONBHOTO pPBIHKA, W TEXHUYECKOU
JOKYMEHTAIIMeH M3rOTOBHUTENS aBTOMAaTUYECKUX CPEJCTB HA 3TU CPEACTBA, a TaKkKe Nepeaaya MHGOpMaIHH,
HOquCHHOﬁ C HCIIOJIb30BAHUCM YKAa3aHHBIX AaBTOMATUYCCKUX CPEACTB, B CAUHYIO TOCYAapCTBCHHYIO
aBTOMATH3MPOBAHHYIO HH(MOPMAIMOHHYIO CHCTEMY ydeTa o0bheMa IPOM3BOJCTBA M 000pOTa ATHIIOBOTO
CIHMPTA, AIKOTOJIBHOHM U CIIUPTOCOASPKAIIEH MPOAYKIINY;

0) ocHaieHue OoOOpyIOBaHUS A ydeTa oObemMa 00OpOoTa M HUCHOIb30BaHUS (hapMaleBTHUECKOM
CyOCTaHIIMM CIUpTa ATUIOBOTO (3TAHOJA) WM 3TUJIOBOTO CIUpPTA IS MPOM3BOJCTBA CIIHUPTOCOACPIKALINX
JIEKapCTBEHHBIX IPENapaTroB, a TakXKe B IPOLECCe MPOU3BOJACTBA JPYTUX JIEKAPCTBEHHBIX CPEICTB C
WCTIOJIb30BaHNEM (hapMaIEBTHUECKOW CYOCTaHIIMM CIUPTa STHIIOBOTO (3TAHOJIA) WM STHIOBOTO CIUpPTA
TEXHUYECKUMU CpeJIcTBaMU (UKcalluu U nepefadn nHpopmanuu o0 o0beMe Mpon3BOACTBa U 000pOTa CUpTa
STWIOBOTO (JTaHONA), AJIKOTOJBHOM M CHHPTOCOAEpXKAIIEH MPOAYKIMH B EIUHYI0 TOCYAAapCTBEHHYIO
aBTOMATU3UPOBAHHYI0 HMH(POPMAIMOHHYIO CHUCTEMY YydeTa oO0beMa MpPOHM3BOACTBA M 000pOTa STHIOBOTO
CIMpTa, QJKOTOJBHOM M CHUpPTOCOJEpKalled MPONYKIHMH, TpeOOBaHUS K KOTOPBIM  YTBEP)KICHBI
nocraHoBieHueM [lpaButenbctBa Poccuiickoit ®enepaunn ot 9 mrona 2016 r. N 650 "O tpeOoBaHusX K
TEXHHYECKUM CpelcTBaM (ukcamuu W mepenadd wHPopManuum o0 o0beMe MNPOHM3BOJACTBA M 000pOTa
STHJIOBOTO CITUPTa, aJKOTOJBHOH W CIHPTOCOJCpXKANIeH MPOAYKIMH B €AWHYI TOCYIapCTBEHHYIO
aBTOMATU3UPOBAHHYI0 HMH(GOPMAIMOHHYIO CHCTEMY YydeTa o0beMa MHpPOM3BOACTBA M 000pOTa STHIOBOTO
CIIMpPTa, aJKOTOJBHOW W CIHPTOCOJEp)Kallell MpOAyKUuH', a Takke mnepenada uHGopmanuu o0 oObeme
UCHOJIb30BaHUS (papMalleBTUYECKON CyOCTaHIIMU CIUPTa 3TUIOBOrO (3TaHOJA) WM 3TUIIOBOTO CHHMpTa IS
MIPOU3BOJICTBA CITUPTOCOACPIKAIINX JICKAPCTBEHHBIX MPENapaToB, a TAKKE B MPOIECCe MPOU3BOJCTBA APYTUX
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MocTtaHoeneHue MNpasutensctea PO ot 06.07.2012 N 686 K .
ROHCYNIbTAHTI/TIOC
(pea. ot 28.02.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

. [ara coxpaHenus: 19.08.2019
06 yTBepxxaeHun MNonoxeHns o MLEH3MPOBaHUN NPOU3...

JIEKapCTBEHHBIX CPEJCTB B €JUHYIO I'OCYJapCTBEHHYIO aBTOMATHU3MPOBAHHYIO HMH()OPMAIMOHHYIO CHUCTEMY
yueTa o0bemMa MpOoU3BOICTBA U 000pOTa ITUIOBOTO CIIUPTA, AJTKOTOJIBHON M CIUPTOCOIEpIKaIlel MPOIyKIIUHT;

B) MpeJCTaBIICHUE JeKIapanuii 00 00beMe 3aKyNKH U UCTIONB30BaHUs (hapMalleBTUYECKON CyOCTaHITUN
CIUpTa 3TUJIOBOTO (dTaHOJA), a Takke 00 oOBeMe IMPOW3BOJCTBA, M3TOTOBICHHWS W (MiaM) obopora (3a
WCKITIOYCHUEM PO3HUYHOM MPOJAXKH) CIHUPTOCOJCPIKAIINX JICKAPCTBECHHBIX MPEIapaToB MPHU MPOHU3BOJICTBE,
U3TOTOBJICHUU U (MJIM) 000pOTE CIIUPTOCOIEPIKAIINX JIEKAPCTBEHHBIX MPEMapaToB B 00beMe, MPEBBIIIAIOIIEM
200 nexanuTpoB B rOI.

(. 5(2) BBenen [locranoBnennem [IpaButenscrBa PO ot 28.02.2019 N 217)

6. OcyiecTBIeHHE JIEATEIBHOCTH 1O MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB C IPyObIM HapylICHHEM
JMIIEH3WOHHBIX TpeOOBaHUI Bile4eT 3a COOOM OTBETCTBEHHOCTh, YCTAHOBJICEHHYIO 3aKOHOJATEIECTBOM
Poccuiickoit deneparum.

[Ipu sToM mon rpyObIM HapylIeHHEM [OHUMAETCS HEBBIIOJHEHUE JIMLIEH3UAaTOM TpeOOBAaHUM,
npeaycMOTpeHHbIX moamyHkTamu "a" - "u" wm "k(1)" mynkra 5 w mynktamu 5(1) u 5(2) Hacrosmiero
[Tonoxenus, moBiekIiiee 3a coboil mocneacTBus, NperycMoTpeHHble yacTbio 11 crateu 19 ®enepanbHOro
3akoHa "O IUIEH3UPOBAHNUHN OTJIEIbHBIX BUJIOB A€ATEIBLHOCTH" .

(B pen. Iloctanosnenuii [lpasurenscrBa PO ot 15.04.2013 N 342, ot 20.06.2018 N 702, ot 28.02.2019 N 217
)

7. Jlnsa nosydeHus TUIEH3UH COMCKATENb JIMIIEH3UH HAIMPaBJIsSeT WA IPEICTABISACT B JIMIICH3UPYIOIIHMA
OpraH 3asiBIICHHE, TOKyMEHTHI (KOMUU TOKYMEHTOB) M CBEICHHs, yKa3aHHbIE COOTBETCTBEHHO B YacTu | u
nyHkrtax 1, 3 u 4 yactu 3 crarbu 13 @DepepanbHoro 3akoHa "O JUUEH3UPOBAHUU OTIEIBHBIX BUJOB
IeSITENLHOCTH", a TAKIKE:

KOITMK JOKYMCHTOB, ITOATBCPKAAIOIINX HAJIMYUC Y COUCKATCIIA JIMOCH3UN Ha ITPaBe COOCTBEHHOCTH WU
Ha HWHOM 3aKOHHOM OCHOBaHHUHU HGO6XOJII/IMI)IX A4 OCYHIECTBJICHUA ACATCIIBHOCTH II0 IIPOU3BOJACTBY
JICKAPCTBCHHBIX CPEACTB HOMeIHeHI/IfI, 3,HaHPII>i, COOpy}KCHI/Iﬁ 1 HHBIX O6T.>€KTOB, TEXHUYCCKHUX CPCACTB,
O60py,HOBaHI/I$I U TEXHUYECKOU AOKYMCEHTalMHU, COOTBCTCTBYIOIINX YCTAHOBJICHHBIM Tpe6OBaHI/I${M, IIpaBa Ha
KOTOPLIC HC 3apCTUCTPUPOBAHLI B E,I[I/IHOM TOCYydapCTBCHHOM pCCCTPEC IpaB HAa HCABUIKHMMOC UMYLICCTBO U
CICJIIOK C HUM (B CJIydac C€CJIM TaKUC IIpaBa 3apCruCTpUpOBaHbl B YKA3aHHOM PEECTPC - CBCIACHUA 00 3THX
3JaHUAX U HOMGHICHI/ISIX), a TaKKC KOIMMHK TUTYJIBHBIX JIUCTOB MMPOMBIIIJIICHHBIX PETJIAMCHTOB,

KOITMK JOKYMCHTOB, IOATBEPKAAOINX COOTBETCTBYIOIINUEC JIMICH3UOHHBIM Tpe60BaHI/I$IM O6paSOBaHI/I€,
KBaHI/I(bI/IKaHI/IIO H CTax pa6OTBI YHOJIHOMOYCHHOT'O JIUIAa IIPOU3BOAUTEIIA JICKAPCTBEHHBIX CPEACTB, a TAKKC
06pa30BaHHe CIICHUAIMCTOB, OTBETCTBCHHLIX 3d ITPOU3BOACTBO U MAPKHUPOBKY JICKAPCTBCHHBIX CPEACTB.

8. IIpn HaMepeHNHN OCYIIECTBIIATD AEATEIBHOCTD 110 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB 10 aApecy,
HE YyKa3aHHOMY B JIMICH3HMH, JHMIIEH3MAT B 3asBICHUHM O MEpeoPOpPMIICHHM JHUIEH3UH B JIOTIOJIHEHHE K
CBEICHMSIM, YKa3aHHbIM B myHKTax 1 u 3 uvactu 1 crareu 13 @enepanbHoro 3akoHa "O JHIIEH3UPOBAHUU
OTJIEJIbHBIX BUJIOB JI€ATEIBHOCTH", YKa3bIBACT:

a) CBCACHUA, COACpXKallue HOBBIHN aapec OCYHIECTBICHUA ACATCIBHOCTH II0O IIPOU3BOJACTBY
JICKAPCTBCHHBIX CPCIACTB,

0) cBelEHUS O COCTaBIAIOIIMX JIEATENLHOCTh MO IMPOM3BOJCTBY JIEKAPCTBEHHBIX CPENICTB paboTax,
KOTOpBIEC JIMLEH3UWAaT HAaMEpPEeH BBIIOJHATHL [0 HOBOMY apeCcy OCYILUECTBICHHS JACSATEIBHOCTH IIO
IIPOU3BOJCTBY JIEKAPCTBEHHBIX CPENICTB;
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06 yTBepxaeHnn MonoxeHUs O TMLEH3MPOBAHNN MPOU3...

B) CBEJCHUS O HAIWYMM Y JIMIEH3MATa Ha MpaBe COOCTBEHHOCTH WM HA MHOM 3aKOHHOM OCHOBaHHUH
HEOOXOAUMBIX JIJIsl OCYLIECTBIICHHUS JCSITEIBHOCTH MO MPOU3BOICTBY JICKAPCTBEHHBIX CPEJCTB M0 YKa3aHHOMY
HOBOMY aJipecy MOMEUICHUH, 3JaHHii, COOPYKEHUI U MHBIX 0OBEKTOB, TEXHHYECKUX CPEICTB, 000pYyIOBaHNUS
Y TeXHUYECKOH JOKYMEHTAIH, COOTBETCTBYIONIMX yCTAHOBJICHHBIM TPEOOBAHMSIM, a TAK)KE MPOMBIIICHHBIX
PErJIaMEHTOB;

F) CBCIACHHS O HAJIMYHHU pa6OTHI/IKOB, 3aK/IIIOYMBIINX TPYAOBBIC JOI'OBOPEI, UMCIOIIUX COOTBETCTBYIOLICEC
BBICHICC HJIM CPEOHEC HpO(i)eCCI/IOHaJIBHOG O6pa3OBaHI/Ie, OTBCTCTBCHHBIX 3a MNPOU3BOACTBO W MAPKUPOBKY
JICKAPCTBCHHBIX CPCACTB, HAMCPCHHLIX OCYHICCTBIIATH ACATCIBHOCTD 110 YKA3aHHOMY HOBOMY aApcCcCy.

9. Ilpu HAMEpPEHUU OCYIIECTBISATH HOBBIC PabOTHI, COCTABIISIIOIIME ACSITEIHLHOCTH MO IMPOU3BOJICTBY
JICKapCTBEHHBIX CPEJICTB, paHee HE YKAa3aHHBIX B JIMIICH3WH, JUICH3WAT B 3asBIICHUU O TepeoPOpMIICHUN
JIMIEH3WH B JOMOJHEHUE K CBEJCHUSM, YKa3aHHBIM B TyHKTaxX 1 1 3 yactu 1 ctaten 13 denepanbHOro 3aKoHa
"O NUIIEH3UPOBAHUH OTACIBHBIX BUIOB JAEATEIBHOCTH", YKA3bIBACT:

a) CBCACHUA O COCTAaBJAKOMIUX JACATCIBHOCTH IO IMPOU3BOACTBY JICKAPCTBCHHBIX CPEACTB HOBBIX
pa60Tax, KOTOPBIC JIMICH3UAT HAMCPCH BBITIOJIHATD,

0) cCBeleHUs O HAIMYHMH Yy JIMIICH3WATa HAa MpaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAaHUU
HEOOXOIUMBIX Il OCYIIECTBJICHHS HOBBIX pPalOT, COCTABISIIONIMX JAESITEIBHOCTh IO TMPOU3BOJICTBY
JICKapCTBEHHBIX CPEACTB, MOMEIICHUH, 3JaHHI, COOPY)XCHHH W WHBIX OOBEKTOB, TEXHUUYECKHX CPEJICTB,
000pyIOBaHUS W TEXHUYECKOW JOKYMEHTAIIMH, COOTBETCTBYIONIUX YCTAaHOBJICHHBIM TPEOOBAHMSIM, a TaKKe
IIPOMBIIIIEHHBIX PEIIaMEHTOB;

B) CBEJICHHSI O HAJTMUYUU paOOTHHUKOB, 3aKIFOUMBIINX TPYIOBBIE TOTOBOPHI, HMEIOLINX COOTBETCTBYIOIIEE
BBICIIIEE WJIM CpelHee NpodecCHOoHaIbHOE 00pa3oBaHKME, OTBETCTBEHHBIX 3a NMPOU3BOACTBO M MapKHUPOBKY
JIEKapCTBEHHBIX CPEJCTB, HAMEPEHHBIX OCYIIECTBISTh HOBBIE pPAOOThI, COCTABIISIIOIIME JAEATEIBHOCTH 110
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPE/ICTB.

10. Ilpm npoBeneHUMM NPOBEPKU COOTBETCTBHSA CBEACHUMN, COAEPIKAIMXCS B IPEACTABICHHBIX
COUCKaTeJIeM JIMLEH3UHN (JUIEH3UaTOM) 3asBICHUM U IMPHUJIAraeMblX K HEMY JOKYMEHTax, JULEH3MOHHBIM
TpeOOBaHUAM JIMIIEH3UPYIOLIMNA OpraH 3alpaiuBaeT HeOOX0MMbIe CBEICHUS Y OPTaHOB, MPEIOCTABIISIOIINX
rOCYJapCTBEHHBIE YCIYTH, OPraHOB, NPEJOCTABIISIOIUX MYHHULMIIAIBHBIE YCIYTH, UHBIX I'OCYJapCTBEHHBIX
OpraHoOB, OpPraHOB MECTHOIO CaMOyNpaBieHUs JUOO MOJABEAOMCTBEHHBIX UM OpraHM3aliil B MOpsAKe,
ycTaHoBJIeHHOM @DenepaibHbIM  3akoHOM "OO opraHu3aluu TOpPeJOCTaBIEHUS TOCYJApCTBEHHBIX U
MYHULIMTATBHBIX YCIyT".

11. JIuuensupyromuii opran pazmemiaer B ¢peaepaibHON TOCyI1apCTBEHHON HHPOPMAIIMOHHON cUCTeME
"EnuHbBIA mOpTal TOCYJApCTBEHHBIX W MYHUIUNANBHBIX YCIyr ((QyHKIMHA)" B MOpsAIKE, YCTAaHOBJICHHOM
IIpaBurensctBoM Poccuiickorn @enepanuu, CBEIECHUS O XOJA€ IPUHATUS UM PELIEHUs O IMPEAOCTaBICHUU
(mepeodopmIIeHNN) JTUTICH3WHN, MPOBEICHUS MPOBEPKH COOTBETCTBHS COWCKATEIs JIMIECH3WH (JINIIEH3MATA)
JIMIIEH3UOHHBIM TPEOOBaHUSAM, IPEyCMOTPEHHBIM HacTOsIIKUM [lonoxxeHnem.

12. Undopmanus, oTHOCALIAACA K OCYILECTBICHHUIO JEATEIbHOCTH 10 MPOU3BOJACTBY JIEKapCTBEHHBIX
CPEICTB, IPEeyCMOTpeHHas yacTaMu 1 u 2 crateu 21 @enepanbHoro 3akoHa "O JIMLIEH3UPOBAHUN OTAEIBHBIX
BUJOB  JICATEIBHOCTH", pa3MeliaeTcss Ha OQUIMAIbHOM  caiiTe  JHMIEH3UPYIOLIEro oOpraHa B
MH(POPMAIMOHHO-TEIIEKOMMYHUKAIMOHHOW cet  "MHTepuer" u (wim) uWHPOPMAIMOHHBIX CTEHAAX B
MOMEILEHUAX JTMLEH3UPYIOLEero oprana B reuenue 10 gueit co qHs:
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MocTtaHoeneHue MNpasutensctea PO ot 06.07.2012 N 686 K .
ROHCYNIbTAHTI/TIOC
(pea. ot 28.02.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

. [ara coxpaHenus: 19.08.2019
06 yTBepxxaeHun MNonoxeHns o MLEH3MPOBaHUN NPOU3...

a) O(I)I/ILII/IB.JIBHOFO OHY6J'II/IKOBaHI/IH HOPMATUBHBIX IMPABOBBIX AKTOB, YCTAHABJIMWBAIOMIUX 00s13aTeNIbHEIE
TpeGOBaHI/IH K HHHeHBpreMOf/'I ACATCIIBHOCTH,

0) UOpUHATHS JIMUEH3UPYIOIIMM OpPraHOM PpEHICHHS O NPEAOCTaBICHHH, MEpeoPOpPMIICHHH,
MPUOCTAHOBIICHUH, BO30OHOBJICHUHN WITH TIPEKPALICHUN JICHCTBUS JTUIICH3HUH;

B) monydeHust oT DeepaqbHON HAIOTOBOW CITYKOBI CBEACHUI O JTUKBUAAIIMN FOPUIAYECKOTO JIUIA UITH
MIPEKPAILICHUH €0 JICSITEILHOCTH B pe3yJIbTaTe PEOpraHu3alii;

F) BCTYIUICHHS B 3aKOHHYIO CHUJTY PCHICHUS Cyla 00 AHHYJIMPDOBAHUH JIMLICH3UU.

13. JInueH3MOHHBIN KOHTPOJIb OCYILECTBISIETCA B MOPsAKE, ycTaHOBIEHHOM DenepanbHbIM 3aKk0HOM "O
3allUTe TpaB IOPUAMYECKUX JIMI U HUHAUBUIAYAIBHBIX MpEANpUHUMATENICH TpPH  OCYIIECTBICHUU
TOCYJapCTBEHHOTO KOHTPOJIA (Haa3opa) W MYHHIMIAIBHOTO KOHTPOJSA", C YYETOM OCOOCHHOCTEH,
ycTaHOBJIEHHBIX DeniepanbHbIM 3aKOHOM "O JIMIEH3UPOBAHUN OTACIBHBIX BUIOB AEATEIBHOCTH .

14. IlpencraBienue coucKaTesieM JUICH3UU 3asBJICHUS U JOKYMEHTOB, HEOOXOAUMBIX ISl TOJTYYEHUS
JUIEH3UU, U UX MPUEM IHUIEH3UPYIOIIUM OpPraHOM, MPUHSATHE IUIEH3UPYIOIIUM OPraHOM peUIeHHs O
MPEIOCTABICHUN JHUICH3UU (00 OTKa3e B MPEOCTaBICHHUM IUIEH3UU), TepeodopMICHUH TUIeH3un (00
OoTKa3ze B mepeoOpMIICHUU IUIEH3WU), MPUOCTAHOBICHUU, BO30OHOBICHUM, MPEKPAIICHUN JIEHCTBUS
JUICH3UU, a TakkKe TMPEJOCTaBICHUEe MAyOJMKara W KONWW JIMIEH3WH, (OpMHpOBAaHWE W BEICHUE
JUIICH3UOHHOTO JIeJIa, BEJICHUE peecTpa JIMICH3WA M NPEIOCTABIICHUE CBEJACHHM, COACPKAIIUXCSI B peecTpe
JIMICH3UM, OCYIIECTBISIIOTCS B MOpsiKe, ycTaHOBIeHHOM @enepaiibHbIM 3akoHOM "O JUIEH3UPOBAHUU
OTJICTbHBIX BUJIOB A€ATEIHLHOCTH" .

15. 3a mnpemocTaBieHHE JHMIECH3UPYIOUIMM OpPraHOM JIMICH3UM, €€ TMepeoOpMIIEHHE M BbLAAYY
I[y6HI/IKaTa YIUIAYUBACTCA TOCYAAapCTBCHHAA IIOIUIMHA B pa3MCepax U HNOPAAKEC, KOTOPLIC YCTAHOBJICHLI
3akoHoAarenbcTBOM Poccuiickoit denepanuu o Haorax u coopax.

[Ipunoxenune
K [lonoxeHnto o TMIEeH3UPOBaHUN
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB

NEPEYEHDb
PABOT, COCTABNAOWNX AEATENBHOCTbL MO NPON3BOACTBY
JIEKAPCTBEHHbIX CPEACTB

CnucoK U3MEHSFOIINX TOKYMEHTOB
(B pen. ITocranosnenus [IpaButensctBa PO ot 20.06.2018 N 702)

l. B chepe obGpalwieHnsa nekapCcTBeHHbIX CPeacTB
OnA MeauLMHCKOro npuMeHeHus

1. IIpou3BOACTBO, XpaHEHHE M peanu3anus (papMaleBTHYECKUX CyOCTaHIMM, IMOJyd4aeMbIX METOAAMHU
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MoctaHoBneHwue lMpasutensctea PO ot 06.07.2012 N 686

( e T 28.02 2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"p A. o e [ata coxpaHenus: 19.08.2019
06 yTBepxaeHnn MonoxeHUs O TMLEH3MPOBAHNN MPOU3...

XUMHNYCCKOI'O CUHTE3a.

2. IIpou3BOACTBO, XpaHEHUE U peanu3aius GapMaleBTUYECKUX CyOCTaHIUH, MOJy4aeMbIX METOJaMHU
OUOTEXHOJIOTMYECKOTO CUHTERA.

3. [Ipou3BOACTBO, XpaHEHUE W peanu3anus PpapMareBTUYSCKUX CYOCTaHIIUN, TOJyYaeMbIX METOJIaMU
BBIZICTICHUS M3 XUMUYECKOTO CHIPbS.

4. TIpou3BOACTBO, XpaHEHHE U peanu3anusi GapMaleBTUYECKUX CyOCTaHIUM, MOJIy4aeMbIX METOJaMHU
BBIJICTICHHSI U3 HICTOYHUKOB OMOJIOTUYECKOTO, )KUBOTHOTO MPOUCXOKICHUSI.

5. HpOI/IBBOI(CTBO, XpaHCHUC N pCain3alnd (I)apMaI_[eBTI/I‘-ICCKI/IX CY6CTaHI_II/II71, IMOJIy4YaCMbIX MCTOAaMU
BBIACIICHUA U3 UCTOYHUKOB PACTUTCIBHOI'O IIPOUCXOKIACHUA.

5(1). Ilpou3BoacTBO, XpaHeHHE U peanu3anus (papManeBTUUYECKONW CYOCTaHLIMM CIHUPTa 3THIIOBOTO
(aTanona).
(. 5(1) BBenen [locranoBnenuem IlpaBurensctBa PD ot 20.06.2018 N 702)

6. HpOPI?»BOI[CTBO, XpaHCHHUEC U pcain3alusad CTCPUIIbHBIX JICKAPCTBCHHBIX IIPCIAPATOB C YKA3aHUCM
TpyHIibl JICKAPCTBCHHBIX IIPLCIIAPATOB:

a) npenaparbl I/IMMYHOGI/IOHOFI/I‘-IGCKI/IC MCIUIUHCKUC - AJUJICPICHBI, aJITICPTONAbI, aHATOKCUHBI, BAKIIUHEI,
FaMMaFJ'IO6y.]'H/IHI)I, I/IMMYHOFJ'IO6YJ'II/IHI)I, HMMYHOMOAYJIATOPbI, MOHOKJIIOHAJIBHBIC QAHTHUTECJA, CBIBOPOTKH,

TOKCHUHBI, INTOKWHBI,

0) mpemapaThl KpOBH, IIOJy4yaeMble METOJOM TE€HETUYECKOM MHXXEHEpUU, IMpernapaThl KpOBH,
MOJTy4yaeMble U3 KPOBHU YETIOBEKa;

B) IIpemnaparsl, CoJIepKalllie CUIbHOACHCTBYIONINE BEIIECTBA;

I) mpenaparbl, COJAEpIKallMe BBICOKOTOKCHYHBIE BEIIECTBA, - AHTUOMOTUKU OeTa-JJaKTaMHOIO psija,
TOPMOHBI, INTOCTATUKH;

) TIpeTapaThl, MOTy4yaeMbIe U3 dKUBOTHOTO CBHIPBS, - HHCYJIWHBI, OPTaHOIpenapaThl;

€) rmpenapaThl pagnodapMaleBTUIECKUE;

K) TIpenapartkl, MOJIy4YaeMble U3 JEKaPCTBEHHOI'O PACTUTENBHOTO ChIPBS;

3) mpemnapathl, He TPeOyIOIINe CHEeIHaTbHOTO BBIICICHHUS B OTIEIHHOE MPOU3BOJICTBO, C YKa3aHUEM
KOHKPETHOMW JIEKapCTBEHHOUN (opMBbI (a3p030ib, renb, TyOKa, Karuik, KOHICHTPAT KUJIKAN, KPeM, THHAUMECHT,
TMOGWIN3UPOBaHHBIE TPOMYKTH, Ma3b, IacTa, IJICHKA, MOPOIIOK, PACTBOPUTENh, PACTBOP MJs JUANIN3A,

pacTBOp Ui WHBEKIWW, PAcTBOp Il WHQY3WH, pacTBOp JUIsI HAPYKHOTO NPHMEHEHHS, CYCIICH3HS,
AMYJIBCHS).

7. HpOI/ISBOI[CTBO, XpaHCHUEC U peain3alnsd HECCTCPUJIbHBIX JICKAPCTBCHHBIX IIPCIIApATOB C YKA3aHUCM
TpyHIibl JICKAPCTBCHHBIX IIPCIIAPATOB:

a) npenaparbl UMMYHOOHOJIOTHIECKHE MEUIIUHCKUE - OakTepuodaru, BAKIMHBI,
MMMYHOTJIOOYJTHHOBBIC KOMITJICKCHBIC MTPETapaThl, IPOOHOTHKY;

www.consultant.ru Crpanvua 10 m3 12
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MocTtaHoeneHue MNpasutensctea PO ot 06.07.2012 N 686 K .
ROHCYNIbTAHTI/TIOC
(pea. ot 28.02.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

. [ara coxpaHenus: 19.08.2019
06 yTBepxxaeHun MNonoxeHns o MLEH3MPOBaHUN NPOU3...

0) mpemapatsl, coAepKallue CUIbHOACHCTBYIOIINE BEIIECTBA;

B) MpemapaThl, COAEpKAIllMe BHICOKOTOKCHUYHBIC BEIIECTBA, - AHTUOMOTUKHU OeTa-IaKTaMHOTO psija,
TOPMOHBI, IUTOCTATUKH;

T') IpenapaTsl KPOBH, IOJTy4aeMble 3 KPOBH YEJIOBEKa,

1) OMOJIOTUYECKHUE JIEKAPCTBEHHBIE MTPETapaThl;

€) mpernapaThl TOMEONaTHYECKUE,

) TIPeTapaThl, OJTy4YaeMbIe U3 JIEKAPCTBEHHOT'O PACTUTEIBHOTO CHIPhS;

3) mpemnapartbl, He TpeOyrolIue CHEIHaIbHOIO BBIICICHUS B OTIEIBHOE NPOU3BOACTBO C yKa3aHUEM
KOHKPETHOU JIeKapCTBEHHOW (GOpMBI (a9p030ib, Oanmb3aM, OpPHKET, TOPYUYHHUKH, TPaHYJbI, T'elb, Ipake,
KHUJIKOCTh, KAaIlJIM, KAalCyJIbl, Karcylbl MsTKWE, KJIeW, KpeMm, JIaKk UIs HOTTeH, JIMHUMEHT, Ma3b, Maclo,
HACTOIKa, HACTOW, MACTHJIKH, TACTWJIKH >KEBaTeNbHBIC, 1acTa, MEJUICTHI, IMWIIONH, TUIACTHIPh, MOPOIIOK,
pacTBOp, pE3WHKA >KEBATENbHAs, CHUPON, COK, CIpEH, CYNIIO3UTOPHH, CYCIICH3US, ChIPhE PACTUTEIHLHOE
U3MEJIBYCHHOE, ChIPhE PACTHUTENIBHOE IEIbHOE, TAOJETKH JUIS MCIOJb30BAHUS B IOJOCTH pPTa, TaOJIETKU
HETOKPBIThIE, TAOJETKU IMOKPHITHIE OOOJOYKOW, TaOJEeTKH WIUMy4He, TpaHCAEpMajbHas TepareBTUYecKas

CUCTEMa, IIAMITYHH, SKCTPAKThI CyXHUE, IKCTPAKTHI )KUJKHUE, JITUKCUPBI, IMYIIbCHH).

8. IIpon3BoACTBO, XpaHEHUE W pealn3alusl ra30B MEIUIIMHCKUX C YKa3aHHUEM JIEKapCTBEHHOU (HOPMBI
(Ta3 MeAUITMHCKUN KUJKUMA, Ta3 METUITMHCKUIN CKAThIN).

9. HpOI/I3BO,I[CTBO, XpaHEHHUE HW pealnu3aluda JICKapCTBCHHBLIX CpCACTB C YKa3aHHEM CTaJauu
TEXHOJIOTHUYCCKOTO IMPOoLecca - yIlakoOBKa (HepBI/I‘IHaH u (I/IJ'II/I) BTOpI/I‘lHaﬂ)Z

JJIsL (I)apMaI_leBTI/FICCKI/IX CY6CTaHHHﬁ - B COOTBCTCTBHHU C ITYHKTAMU 1-5 HACTOALICTO MICPCUHS;
AJI JICKaPCTBCHHBIX ITPEIApaTOB - B COOTBECTCTBUU C ITYHKTaAMU 6-8 HACTOAIICTO MICPCUHS.

Il. B chepe o6palieHns nekapCcTBEHHbIX CPeacTB
ANs BeTePUHAPHOro NnpMMeHeHus

10. HpOI/IBBO)ICTBO, XpaHCHHUC U pCain3alunsl (I)apMaLICBTI/I‘-IeCKI/IX Cy6CT&HL[HI>i, MoJIy4aCMbIX METOJaMU
XHUMHUYCCKOIo CMHTE3A.

11. TIponsBoacTBO, XpaHEHHE W peannu3anus hapMareBTHUECKUX CYyOCTaHIUH, MOTydyaeMbIX METOAAMU
OMOTEXHOJIOIMYECKOrO CHHTE3A.

12. TIpou3BoOACTBO, XpaHEeHUE U peanu3anus ¢papMaleBTUYECKUX CYOCTaHILIUN, OTYyYaeMbIX METOJaMU
BBIJICTICHHS U3 XUMUYECKOTO ChIPbS.

13. HpOI/IBBO)ICTBO, XpaHCHHUC U pCain3aluns (I)apMaLICBTI/I‘-IeCKI/IX Cy6CT2lHI.[PII>i, MoJIy4aCMbIX MCTOJaMHU
BBIACICHUA N3 HCTOYHHUKOB 6I/IOJIOI‘I/I‘-IGCKOI‘O, JKUBOTHOTI'O IMTPOUCXOKACHUA.

14. TIpou3BOACTBO, XpaHEHUE M peanu3aus (apMaeBTHISCKUX CYOCTAHIIUN, TIOTyYaeMbIX METOIaMHU
BBIJICJICHHS U3 HICTOYHUKOB PACTUTEIBHOTO MPOUCXOXKICHUS.
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06 yTBepxxaeHun MNonoxeHns o MLEH3MPOBaHUN NPOU3...

14(1). Ilpou3BOICTBO, XpaHEHHE W peanu3anus (papmareBTUYEeCKOi CyOCTaHIIMU CIUPTa 3THUIOBOTO
(aranomna).
(n. 14(1) BBenen [locranosnenuem IlpaButenscta PO ot 20.06.2018 N 702)

15. IIpon3BoacTBO, XpaHEHUE M peAU3alsd CTEPUIBHBIX JIEKAPCTBEHHBIX IPENapaToB C YKa3aHHUEM
KOHKpETHOU JieKapCTBEHHOU (opMbI (a3p030Jib, I'ellb, KPeM, JMHUMEHT, JTUO(DUIN3UPOBAHHBIE MPOIYKTHI,
Ma3b, MacTa, IJICHKAa, MOPOILIOK, PacTBOp, PAcTBOp Ui HHBEKIMH, CTeKIIooOpa3Has Macca, CTepuiIbHas
MOpHUCTAas Macca, CyCIeH3Hs, CyXasi Macca, TabJIeTKU, IMYJIbCHH).

16. [Ipon3BOACTBO, XpaHEHHE U pean3alisl HeCTEPUIIbHBIX JIEKAPCTBEHHBIX NPENapaToB C yYKa3aHUEM
KOHKPETHOU JIeKapcTBEHHOU (PopMbI (adpo30iib, Oanb3aM, OpPUKET, I'ellb, TPAHYIbI, APaxe, Karulh, KarcyJbl,
KarcyJibl MSTKHE, KpeM, JHUHUMEHT, Ma3b, Macjo, MHKPOTpaHyJbl, MUKPOKAICYJbl, HACTOW, HACTOMWKa,
MaCTUJIKHA, TacTa, TEJUICTHl, IUIACTHUHBI, IJIACTUHKH, ITUTACTBIPh, IUIEHKA, TMOJIMMEpHAas JICHTa, IOJIOCKH,
MOPOIIIOK, PAacTBOp, CHUPOI, CIpeH, CYNMO3UTOPUHU, CYCHEH3Us, TaOJETKU, HIHYp, OSKCTPAKT, SIUKCHP,
IMYIIBCHUS).
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