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ITocTtanoByenue IpaBurteancTBa P® o1 06.07.2012 N 686 — O6
yrBep:xkaeHun IosioxkeHust 0 JIMIEH3MPOBAHUU POU3BOACTBA
JIeKaAPCTBEHHBIX cpeacTB — JlelicTBYOIIAs MOCTETHSSA peIaKIusi OT
22.12.2020 — Penaxums N 7 — HauaJio aeiictBus pegaxuun 01.01.2021

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanoBnenuii [IpaBurenscrea PO ot 15.04.2013 N
342, 01 20.06.2018 N 702, ot 28.02.2019 N 217, ot 15.05.2020 N 686, ot 02.12.2020 N 1986, ot
22.12.2020 N 2206)

B cootBerctBUn ¢ ®DenepanbHbiM 3akoHOM "O JIMIIEH3UPOBAaHUU OTACIBHBIX BHUJIOB
nesitenbHOCTH" [IpaButensctBo PD nocranoBisieT:

1. VrBepauth npunaraemoe [lonoxkeHue o JMLEH3UPOBAHUM MPOU3BOJACTBA JIEKAPCTBEHHBIX
CPEICTB.

2. Ilpusnate yrpaTuBmmnM cuity nocrasoninenue [Ipasutensctsa PO ot 3 centsOps 2010 r. N
684 "OO6 yrBepxkaeHuu [lonoxeHuss 0 TUIIEH3UPOBAHUU MPOU3BOJCTBA JEKAPCTBEHHBIX CPEICTB"
(Cobpanme 3akonoaarenbctBa PO, 2010, N 37, cT. 4698).

YT1BepxaeHo nocranoBienueM [IpaBurensctBa PO ot 06.07.2012 N 686

IloJ10:keHHE 0 JTUIIEH3UPOBAHUHU MPOU3BOACTBA JIEKAPCTBEHHbIX
CpeacTB

Crrcok u3MeHsronmx 10KkymeHToB (B pea. [loctanosnenuit [IpaButensctBa PO ot 15.04.2013 N
342, 01 20.06.2018 N 702, ot 28.02.2019 N 217, ot 15.05.2020 N 686, ot 02.12.2020 N 1986, ot
22.12.2020 N 2206)

1. Hacrosimee IlonokeHue ycTaHaBIMBAeT MOPSIOK JHUICH3UPOBAHUS CSITEIBHOCTU IIO
MIPOU3BOJICTBY  JIGKAPCTBEHHBIX  CPEACTB, OCYIIECTBIAEMON IOPUAUYECKMMH JIMIIAMH B
cooTBeTcTBUU ¢ DenepanbHbIM 3akoHOM "O0 00palieHnH JeKapCTBEHHBIX CPENICTB".

2. JluueHsupoBaHHME [EATENBHOCTH IO TPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJCTB IS
MEJHUIIMHCKOTO MPUMEHEHHUs OCYIIECTBIsieT MHHHCTEPCTBO MPOMBILIUIEHHOCTH U TOProBiau PO,
JUIS BETepUHAPHOTO NpuMeHeHus — deepanbHast cayx0a Mo BeTepuHaApHOMY U (PUTOCAaHUTAPHOMY
HaA30py (Hanee — TUIEH3UPYIOIINE OPTaHbI).

3. HGHTCHLHOCTB o0 MpOU3BOACTBY JICKAPCTBCHHLIX CPCACTB BKIIHOYACT B ce0s pa6OTLI 110
MEPCUYHIO COTJIACHO MPHUIIOKCHUIO.

4. JINIIeH3NOHHBEIMU Tpe60BaHI/I$IMI/I, NpeaAbABIIICMBIMU K COUCKATCIIO JIMICH3UHU Ha
OCYIICCTBJICHHUC NCATCIBHOCTU IO IIPOU3BOACTBY JICKAPCTBCHHBIX CPCEACTB (I[anee - J'II/II_ICH?»I/I}I),
SABJIAIOTCA:

a) HaJIMYUC Yy COUCKATCIIA JIMICH3UU HOMCIHCHI/Iﬁ, 3HaHHﬁ, COOpy)KCHI/Iﬁ N UHBIX O6’LCKTOB,
TCXHUYCCKUX CPCICTB, O60py,Z[OBaHI/I}I U TEXHHUYECKOU JAOKYMCHTAIIUH, IMPUHAJJICIKAIIUX CMY Ha
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npaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBAHWH, HEOOXOAMMBIX JUIS BBITIOJTHEHUS
3asABIIsIEMBIX PabOT, COOTBETCTBYIOIINX YCTAHOBJICHHBIM TPEOOBAHUSM;

0) COOTBETCTBHE MPOM3BOJCTBA JICKAPCTBEHHBIX CPEICTB JJIsI BETEPUHAPHOTO MPHUMEHEHHS
IpaBWJIaM HaJJeXallled IpPOU3BOJACTBEHHONM MPAKTUKM B COOTBETCTBUUM CO CTaTbel 45
®enepanbHOro 3akoHa "O06 oOpalieH!H JIEKapCTBEHHBIX CPEICTB";

(B pen. IloctanoBnenus IlpasurensctBa PO ot 22.12.2020 N 2206)

0(1)) cooTBeTCTBHE TPOU3BOACTBA JICKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO TTPUMEHEHUS
IIpaBHJIaM HaJUIeKaIEH IPOU3BOACTBEHHOM NPAKTUKN EBPa3HilCKOro SKOHOMUYECKOTO COK03a;

(. "6(1)" BBeneH IlocranoBnenuem [pasurenscrea PO ot 22.12.2020 N 2206)

B) HalM4Yue B COOTBETCTBUU cO crTathel 45 denepanphHoro 3akoHa "OO oOpaieHun
JIEKapCTBEHHBIX CPEACTB" TMPOMBIIUIEHHBIX PErJaMEeHTOB, YTBEPXKICHHBIX PYKOBOJIUTEIEM
MIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB (COMCKATENs JTULEH3UHN) U BKJIIOUAIOLIUX B ce0s epeueHb
HCIOJIb3YEMBIX (papMalleBTUYECKUX CYOCTaHIM M BCHOMOTaTENbHBIX BELIECTB C YKa3aHHEM
KOJMYECTBAa KaXJIOro U3 HHUX, JaHHbIE 00 HCIOIb3yeMOM OOOpY/JIOBaHWHW M OIMCaHUE
TEXHOJIOTHYECKOI0 Ipolecca U METOJ0B KOHTPOJISI Ha BCEX ATarax MPOU3BOJICTBA JEKAPCTBEHHBIX
CpPEICTB;

I) HaJWM4Me B COOTBETCTBHU coO cTaThell 45 denmepanbHoro 3akona "OO oOpameHun
JIEKapCTBEHHBIX CPEACTB" YIMOJIHOMOUYEHHOTO JIUIa MPOU3BOAUTENS JIEKAPCTBEHHBIX CPENICTB IUIf
BETEPUHAPHOTO MPHUMEHEHHUs, KOTOPOE NpPU BBOJIE JIEKAPCTBEHHBIX CPEACTB JJISi BETEPUHAPHOTO
MPUMEHEHUs] B  TpaXJAHCKUH  OOOpOT  OCYIIECTBIISET  IMOATBEPXKAECHHUE  COOTBETCTBUS
JIEKapCTBEHHBIX CPEJICTB JI1 BETEPUHAPHOTO MPUMEHEHUs TpeOOBaHUSAM, YCTAaHOBJICHHBIM IPU UX
roCcylapCTBEHHOW pErucTpalyu, v rapaHTUPYeT, YTO JIEKAPCTBEHHBIE CPE/ICTBA I BETEPUHAPHOTO
MPUMEHEHHs] TPOU3BEICHBl B COOTBETCTBMM C MpaBUJIaMH HaAJeXalleld IpOU3BOICTBEHHON
MIPaKTHKHU, UMeET 00pa3oBaHue U CTax pabOThI, COOTBETCTBYIOLINE TPEOOBAHUSAM, YCTAHOBIECHHBIM
crateeit 45 denepanbHOTO 3aKk0oHa "OO 00palIeHNH JIEKAPCTBEHHBIX CPEICTB", TIPU MPOU3BOJICTBE
JIEKapCTBEHHBIX CPEACTB Ui BETEPUHAPHOTO TNPUMEHEHHS U AaTTeCTOBAaHO B MOPSJIKE,
YCTaHOBJIEHHOM MHUHHUCTEPCTBOM CEJILCKOr0 X03siiicTBa PD;

(. "r" B pen. IlocranoBnenus [IpaBurenscrBa PO ot 22.12.2020 N 2206)

r(1)) HaguuWe YHIOJHOMOYEHHOTO JHma (YIMOJHOMOYEHHBIX JIMI]) TPOU3BOJIUTEIS
JIEKapCTBEHHBIX CPEICTB Ui MEAMIMHCKOTO MPUMEHEHHMS, SIBJISIFOIIETOCs €ro pabOTHHUKOM,
KOTOpO€ TMpH BBOJIE JIEKAPCTBEHHBIX CPEACTB B TPAXKJAHCKUA OOOpOT OCYIIECTBISET
MOATBEPK/ICHUE COOTBETCTBUS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM, YCTAHOBJIICHHBIM MpPH HUX
rOCy/IlapCTBEHHOU pErucTpalui, U rapaHTUPYeT, YTO JIEKAPCTBEHHbIE CPEACTBA IPOU3BENICHBI B
COOTBETCTBUU C TpeboBaHusiMu [IpaBui Hajuiexaliel Mpou3BOICTBEHHOM npakTuku EBpazuiickoro
HSKOHOMMYECKOTO COI033, KOTOpOE aTTECTOBAHO M BKIIOYEHO B PEECTP YIOTHOMOYEHHBIX JIHI]
MIPOU3BOIUTENEH JIEKAPCTBEHHBIX cpeAcTB EBpa3uiickoro 3KOHOMHYECKOTO COK03a B COOTBETCTBUU
¢ mpaBoM EBpa3uiickoro 5KOHOMUYECKOTO COI03a;

(. "r(1)" BBeaeH IlocranoBnenuem IIpaButenbcrBa PO ot 22.12.2020 N 2206)

1) Hanuuue pabOTHHUKOB, 3aKIIOUMBIIUX TPYIOBBIE JOTOBOPHI, UMEIOIIUX COOTBETCTBEHHO
BBICIIEE MJM cpeiHee MpodeccHoHanbHOEe  (papMaleBTHYECKOE, XMMHUYECKOe, XUMHKO-
TEXHOJIOTHYECKOe, OHOoJIOTHYECKOe, OHMOTEXHOJIOTUYECKOE, MEIUIIMHCKOE WM BETEepUHApHOE
oOpa3oBaHHe, OTBETCTBEHHbIX 3a NPOM3BOJCTBO, MAPKUPOBKY U KOHTPOJb KadecTBa
JIEKapCTBEHHBIX CPEJICTB.

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 22.12.2020 N 2206)

4(1). Ilpu  HamepeHMHM  COUCKaTeNls  JIMLUEH3UHM  OCYHIECTBISATH  MPOU3BOJCTBO
(bapMareBTHUECKOW CyOCTaHLIMU CHHpPTa STHWIOBOrO (3TaHOJIA) HApSAYy C JUIEH3HOHHBIMHU
TpeOOBaHUAMH, YKa3aHHBIMU B MyHKTe 4 HacTosmero IlonokeHus, MpeabsBIAIOTCS CIeNyolue
JIMIIEH3UOHHbIE TPeOOBaHUS:

a) OCHAILEHUE €MKOCTEH UId MPUEMKH ITHJIOBOTO CIUPTa aBTOMAaTUYECKMMH CPEICTBAMU
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M3MEPEHHUsI M ydeTa KOHLEHTpaluu U o0beMa Oe3BOJHOTO CIHMPTAa B STHIOBOM CIHUpPTE, 00beMa
STHUIIOBOTO CIIUPTA;

0) mporpaMMHO-amlmapaTHble CpEACTBA JOJDKHBI OOecleuMBaTh TMPHEM H  Iepeaady
uHbOpMAMM O KOHLEHTpauuu U 00 oObemMe Oe3BOJHOTO CHUpTAa B ITHIOBOM CIHPTE,
WCIOJIB3yEMOM JUIS MTPOM3BOACTBA (hapMaleBTHUECKONW CyOCTAaHIIMH CIIMPTa STHIIOBOTO (3TaHOIA),
00bEeMEe ATOTO STHIIOBOTO CIIMPTA, IOJYYEHHOHW C HCHOJIB30BAHMEM AaBTOMATHYECKUX CpPEICTB
M3MEPEHHUsI U ydeTa KOHLEHTpAluu U o0beMa OE3BOJHOrO CIHMPTA B 3TUIOBOM CHUPTE, 00BeMa
STHIIOBOTO CIIUPTA;

B) OCHAIIlEHHE OCHOBHOTO TEXHOJIOTHYECKOTO 000pYJOBAaHUSI aBTOMATHUYECKUMH CPEICTBAMH
U3MEpeHusT M ydera KOHIEHTpauuu M oObema O0e3BOJHOro cmupra B (hapMaleBTHUYECKON
cyOCTaHIIMM CIHpTa S3TUJIIOBOTO (3TaHona), o0beMa (apMaleBTUUECKON CYOCTaHIIMU CHUpPTa
STUJIOBOTO (9TaHOJIA);

r) TporpaMMHO-alNapaTHbIE CpPeICTBAa JOJDKHBI OO0EcledrMBaTh TMpHEM U Iepenady
nHbOpMAINY, TOJYYCHHOH C HWCIOJb30BaHUEM AaBTOMATHUYECKHX CPEJICTB H3MEPEHHUs W ydeTa
KOHLIEHTpalMU U 00bema 0€3BOTHOTO CIIUPTa B (papMaieBTUUECKONW CyOCTaHIIMU CIUPTA 3TUIIOBOTO
(araHoNa), o6beMa (apMalleBTUYECKOM CYyOCTaHLIMM CIUpPTa 3TUIIOBOTO (3TaHoisa), 00 o0beme ee
MIPOM3BO/ICTBA, MOCTABKU U (MJIN) UCIIOJIb30BAHUS [T COOCTBEHHBIX HYXK]I;

1) HaJIMYAe Ha TpaBe COOCTBEHHOCTH, XO3SMCTBEHHOTO BEIEHHUS WIH OIEPATUBHOTO
VIIpaBJICHUS OCHOBHOTO TEXHOJIOTHYECKOTO O00PYIOBAHUS LIS MPOU3BOJACTBA ATHIOBOTO CIHPTA,
3apEerUCTPUPOBAHHOTO B COOTBETCTBUM co crtatbet 14.1 ®@enepanpHoro 3akona "O
rOCyJapCTBEHHOM PEryJIUpOBaHUH IMPOM3BOJICTBA M 000pPOTa STHUIIOBOTO CHHPTA, AIKOTOJIBHOW U
CIUPTOCOJIEPKAIIECH TMPOAYKIIMA W OO0 OTpaHWYCHUU TOTpeOaeHus (pachuTHs) aJKOTOJIHHOM
NPOIYKIHH'";

€) EMKOCTH Ui MPHEeMKH OSTUJIOBOTO CHUpPTa Ui HPOU3BOJACTBA (hapMalleBTHUECKON
CcyOCTaHIIMM CHUPTa OTHJIOBOTO (9TaHOJA) JOJDKHBI OBITh COCIMHEHBI KOMMYHUKAITUSIMU,
OTBEUAIOUIUMU TPeOOBAHUSAM, YCTAHOBIECHHBIM (eiepalibHbIM OPraHOM HCIOJHUTENbHOM BIACTH,
YIOJHOMOYEHHBIM [0 KOHTPOJIO W Haa30py B 0O0JIaCTH MPOM3BOJACTBA M 00OpPOTa 3TUIIOBOTO
CIHUpTa, aJKOTOJILHOM W CIOUPTOCOJEp)Kalleil MPOIYKLUHH, C OCHOBHBIM TEXHOJOTHYECKUM
0o0opynoBaHUEM JJIsl IPOU3BOJICTBA CIIUPTA STUIIOBOTO (3TaHOJIA).

(. 4(1) B pen. IlocranoBnenus [IpaBurenscTBa PO ot 22.12.2020 N 2206)

4(2). JIuueH3uOHHBIMU TpPeOOBAHUAMHM, MPEIBSIBISIEMBIMA K COHCKATENIO JHUIEH3UU MpU
HAaMEPEHUH OCYIIECTBISATh MPOU3BOJCTBO CIUPTOCOJEPKALIUX JIEKAPCTBEHHBIX IpernapaToB, a
TaK)Ke IMPOU3BOJACTBO APYTUX JIEKAPCTBEHHBIX CPEJICTB C MCIIOJIB30BAHHEM (hapMalleBTUUECKOM
CyOCTaHIIMM CHHUPTA STUJIOBOTO (3TaHOA) HAPSAIY C JIMLIEH3UOHHBIMHU TPEOOBAHUAMH, YKA3aHHBIMU
B IyHKTe 4 Hactosmiero [lonoxeHus, sBISIOTCA:

a) OCHAIllEHWE eMKOCTeW sl MpueMKU (hapMaleBTUUECKON CyOCTaHIMU CHHPTA 3TUIOBOTO
(7TaHONa) aBTOMATHYECKHMMH CpEICTBAMU M3MEPEHHs U YydeTa KOHIEHTpauuu u o0bema
0e3BOIHOTO crnHpTa B (apMaleBTUYECKON CyOCTaHIIMU CIUPTa ATHIOBOrO (3TaHoisia), oObema
(dbapmalleBTHUECKOM CyOCTaHIIMU CIUPTA ITUIOBOTO (3TaHONA);

0) mporpaMMHO-anmapaTHbleé  CpeACTBa  JUuIi  IMPOU3BOJCTBA  CIHMPTOCOJECpPIKALIUX
JIEKapCTBEHHBIX MPENapaToB, a TaKKe B MPOIEcce MPOU3BOJICTBA JPYTUX JEKAPCTBEHHBIX CPEICTB
JOJDKHBI oOecrieunBaTh NpUEM M Iepenady HMHGOpMAaIlMM, MOJYYEHHOM ¢ HCHOJIb30BaHUEM
aBTOMATHUYECKUX CPEACTB M3MEpPEHHs] M ydeTa KOHLEHTpauuu M o0beMa Oe3BOJHOTO CHHpTa B
(bapManeBTHUECKOW CyOCTaHIIMM CIUpTa S3TWIOBOrO (3TaHoja), oObeMma (apMaleBTUYECKON
CyOCTaHIIMM CIIUPTA STUJIOBOTO (3TaHoMa), 00 00BeMe ee 3aKyIKH;

IIpumeuanue.

n

IMo. "B"-"r" m. 4(2) He pacmpoCTpaHSIOTCS Ha COUCKATeNel JMIEH3UU INpU HAMEPEHUH
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OCYILECTBJISATh IPOU3BOJCTBO IIPENAPATOB, BKIIOYEHHBIX B IIE€PEUYEHb CIHUPTOCOAEPIKALIUX
JIEKapCTBEHHBIX MIPENapaToB.

B) oOcHameHue oOopymoBaHUsS JUIS yd4era o0bema 000poTa W HCHOJB30BaHUS
(dapmareBTHUECKON  CcyOCTaHIIMM ~ CUpPTa  J3TWJIOBOro  (3TaHOoJia) JUIsi  IPOM3BOJICTBA
CIIUPTOCOIEPKAIIUX JICKAPCTBEHHBIX MpPENapaToB, a TaKKe B IPOIECCe MPOM3BOJCTBA IPYTUX
JICKApCTBEHHBIX CPEACTB C HCIIOJb30BaHUEM (hapMaleBTHUECKOW CyOCTAaHIIMH CIUPTa 3TUIIOBOTO
(3TaHOJIa) TEXHWYECKUMHU CpelIcTBaMu (ukcanmumu u repenadn  uHpopMmamuun o0 oObneme
MPOU3BOJICTBA W 000pOTa CHHPTOCOMACpKAIIEH TPOIYKIMH B EIUHYI0 TOCYIapCTBEHHYIO
aBTOMATH3UPOBAHHYIO WH(MOPMAIIMOHHYIO CHCTEMY yd4era oObemMa MpOM3BOJICTBA M 00OpOTa
STHJIOBOTO CIIMPTA, AQJIKOTOJBPHOW W CIHPTOCOJAEpKAIIed TNpOAyKnMu (namee — eauHas
roCy/lapCTBeHHAs] aBTOMATU3UPOBAHHAS HH(DOPMAIIOHHAS CUCTEMA);

r) TporpaMMHO-amlIapaTHble  CPEACTBA  JUIA  TMPOU3BOJACTBA  CIUPTOCOACPIKAIINX
JIEKapCTBEHHBIX MPEMapaToB, a TaKKe B MPOIECce MPOU3BOJICTBA JPYTUX JEKAPCTBEHHBIX CPE/ICTB
JOJDKHBI ~ o0ecrieynBaTh TpUeM U Tepemady wuHpopMamuu 00 00beMe HCIOIh30BaHUS
(hapmareBTHUeCKO CyOCTaHIIMM CIUPTa ATHUJIOBOTO (3TaHOJA), a Takke MHpopMmaruu 006 oObeme
Mpou3BoJIcTBa U (Wi1K) o00opoTa (32 MCKIIOYEHHEM PO3HHYHON NPOAAKW) CHUPTOCOIEPIKAIINX
JICKaPCTBCHHBIX IPETapaToB, MOJYdEHHOW ¢ MPUMEHEHWEM TEXHUYECKHX CPEJCTB (PUKCAIUH H
nepeaaun uHpopmaluu 00 00beMe MPOU3BOJCTBA M 000POTa CIUPTOCOACPIKAIEH MPOAYKIIHH, B
SIMHYIO TOCYITAPCTBEHHYIO aBTOMATH3UPOBAHHYIO HHPOPMAITHOHHYIO CHCTEMY.

(. 4(2) B pen. [locranoBnenus [IpaBurenscTBa PO ot 22.12.2020 N 2206)

4(3). Tpe6oanuss mnommynktoB "B" m '"r" mynkra 4(2) nHactosmiero IlomoskeHust He
paclpoCTpaHsAIOTCS Ha COMCKaTeNell JMIEH3UH NpPU HAMEPEHUU OCYIIECTBJISATh MPOU3BOACTBO
CHUPTOCOJIEPKAIIMX JIEKAPCTBEHHBIX MPENapaTroB, BKIOYEHHBIX B MEPEUYEHb CIHPTOCOACPKAIIUX
JIEKapCTBEHHBIX MPENapaToB, YTBEPKACHHBII B COOTBETCTBUU € a03alleM TPETbUM MyHKTa 4 CTaThbU
1 ®enpepanpHoro 3akoHa "O TOCYZapCTBEHHOM pETYJIMPOBAHMM IPOM3BOJICTBA U 000pOTa
STHJIOBOTO CIHPTa, AIKOTOJBHOM W CHUpPTOCOJepXalled NpoAyKUUH U 00 OrpaHHYEeHUU
noTpebseHus (pacuuTHs) AJIKOTOJIBHOU TTPOTyKITAN".

(. 4(3) BBeneH [locranoBnenuem [IpaBurensctBa PO ot 22.12.2020 N 2206)

5. JInneH3noHHBIMU TPeOOBAHUSAMU, NMPENBABISIEMBIMUA K JIMLEH3UATy MPU OCYIIECTBICHUU
JEeATeIbHOCTH 10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB, SABIIAIOTCS:

a) HaJIM4Ke y JIMLIEH31aTa IOMELIeHUH, 3/1aHui, COOPYKEHUI U MHBIX 00BEKTOB, TEXHUYECKUX
CpeAcTB, OOOpYIOBAaHHS W TEXHUUYECKOW JOKyMEHTAlUMM, IPHHAUIeKALMX €My Ha IpaBe
COOCTBEHHOCTU WJIM Ha MHOM 3aKOHHOM OCHOBaHHMH, HEOOXOJUMBIX JJISI BHIIIOJHEHUS 3asBJIEHHBIX
paloT, COOTBETCTBYIOLINX YCTAHOBICHHBIM TPEOOBAaHUSM;

0) coOmrofcHHE B COOTBETCTBHM CO cratbeil 45 depepanbHoro 3akona "OO oOparieHUn
JIEKapCTBEHHbIX  cpelICcTB"  TpeOOBaHMM  MPOMBIIIJIEHHBIX  PErJIaMEHTOB,  YTBEP’KICHHBIX
PYKOBOJUTENIEM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB (JIMIEH3MATa) M BKIIOYAIOIIUX B ceOs
NepevYeHb MHCIOJIb3yeMBIX (DapMalleBTUUYECKUX CYOCTAaHIIMM M BCHOMOTATENbHBIX BEIIECTB C
yKa3aHHEM KOJHMYEeCTBa KaXkJI0TO M3 HUX, JAHHbIE 00 HCMOJIb3yeMOM O00OpYIOBaHMU U ONHCAHUE
TEXHOJIOTHYECKOTO IMpoIiecca U METOJJ0B KOHTPOJIS Ha BCEX ATalax MPOM3BOJICTBA JIEKapCTBEHHBIX
CPEICTB;

B) B OTHOUIEHUH HPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB [UI BETEPUHAPHOTO MPUMEHEHUS
cOONIIOJICHNEe B COOTBETCTBUM cO craTheil 45 @enepanbHoro 3akoHa "OO oOparieHun
JIEKapCTBEHHBIX CPEACTB" MpaBMJI Ha/IIeKalllel MPOU3BOJCTBEHHON MPAKTUKU;

(nm. "B" B pen. Iloctanosnenus Ilpasurenscrea PO ot 22.12.2020 N 2206)
B(1)) B OTHOILIEHUH MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB Ul MEIUIIMHCKOTO NMPUMEHEHHS
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cobmoaenue IlpaBun Hamnexamei Nporu3BOACTBEHHON MPaKTHKH EBpa3uiickoro 3KOHOMUYECKOTO
COI03a;
(nn. "B(1)" BBeneH IlocranoBnenueM IlpaBurensctBa PO ot 22.12.2020 N 2206)

I) HaJIUM4YMe B COOTBETCTBHUU cO cTatheil 45 ®DenepanbHoro 3akoHa "OO oOpaimieHun
JIEKapCTBEHHBIX CPEACTB" YIOJIHOMOUYEHHOIO JIUIa MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NPUMEHEHUs, KOTOPOE NIpPU BBOJIE JEKAPCTBEHHBIX CPEACTB AJISi BETEPUHAPHOTO
NPUMEHEHUs] B  TpPaXJAHCKUM  OOOpOT  OCYIIECTBISIET  IMOATBEPKIACHUE  COOTBETCTBUS
JIEKapCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOTO MPUMEHEHUs TpeOOBaHUSAM, YCTAHOBJICHHBIM MPU UX
rocy/lapCTBEHHOW perucTpaiyu, u rapaHTUpyeT, YTO JIEKAPCTBEHHbIE CPENICTBA [yl BETEPUHAPHOTO
MIPUMEHEHHsI TPOU3BEJECHBl B COOTBETCTBUM C MpaBUJIaMHM HaAJexallell MpOoU3BOACTBEHHOM
MIPaKTHKH, a TaKXKe KOTOpoe uMeeT o0pa3oBaHUE U CTaX padOThI, COOTBETCTBYIOUINE TPEOOBAHUSIM,
yCTaHOBJIEHHBIM cTathell 45 denepanbHoro 3akoHa "OO oOpallleHHH JIEKAPCTBEHHBIX CPEICTB',
IIpU TPOM3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB ISl BETEPUHAPHOIO NPUMEHEHHUS] U aTTECTOBAHO B
MOPAJIKE, YCTAHOBJIEHHOM MHHUCTEPCTBOM CEJIBCKOTO X03si1icTBa PD;

(nm. "r" B pen. [locranoBnenus IIpaButensctBa PO ot 22.12.2020 N 2206)

r(1)) HanuuMe YHNOJHOMOYEHHOTo Juia (yIMOJHOMOYEHHBIX JIMI) IPOU3BOIUTENS
JIEKapCTBEHHBIX CPECTB I MEIULIMHCKOTO MPUMEHEHHUS, SIBISIONIeecs ero pabOTHUKOM, KOTOPOe
IpU BBOJE JIEKAPCTBEHHBIX CPEJICTB B TPaKIAHCKUI OOOPOT OCYILECTBISET MOATBEPKICHUE
COOTBETCTBUS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM, YCTAaHOBJIEHHBIM MPH UX TOCYJapCTBEHHOMN
perucTpanuy, U rapaHTHUpyeT, YTO JIEKapCTBEHHbBIE CPEICTBA MPOU3BEICHBI B COOTBETCTBHU C
TpeboBanusamMu  [lpaBuin  Hajuiexamieid  MPOWM3BOJACTBEHHOW — mpakTHKu  EBpasuiickoro
HSKOHOMHYECKOIO CO033, KOTOpPOE€ aTTECTOBAHO M BKJIIOUYEHO B PEECTpP YHNOJHOMOYEHHBIX JIMI]
MPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEACTB EBpa3MilckOro 3KOHOMHUYECKOTO COK03a B TOPSIKE,
ycTaHOBJIEHHOM  EBpasuiickoii  SKOHOMHMYECKOW komuccued. Ilpu HazHauyeHHMM  HOBOTO
YIIOJTHOMOYEHHOTO JIMIA IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB JIMLIEH3UAT 00s13aH B TeueHue 10
pabouux THEH yBEIOMHTH JUIEH3UPYIONIUN OpraH o pamMuiIny, UMEHU M OTYECTBE (MIPH HAIUYHUH)
YIIOJIHOMOYEHHOTO JIUIIA U 1aTe€ €ro Ha3HaueHMs;

(. "r(1)" BBeaen IlocranoBnenuem IIpaButensctBa PO ot 22.12.2020 N 2206)

1) Hajauuue pabOTHHUKOB, 3aKIIOYMBIIMX TPYIOBBIE JOrOBOPBI, MMEIOIIMX BBICIIEE WM
cpeaHee mnpodeccruoHalbHOE  (apMaleBTUYECKOE, XUMHUYECKOE, XHMMKO-TE€XHOJOIHYECKOE,
Ouosornyeckoe, OHMOTEXHOJOIMYECKOE, MEAMIMHCKOE MM  BeTepUHapHOEe 00pa3oBaHME,
OTBETCTBEHHBIX 3a POU3BOJCTBO, MAPKUPOBKY M KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX CPEICTB;

(B pen. Ilocranosnenus [IpaButenscta PO ot 22.12.2020 N 2206)

€) coOnroieHne TuIeH3uaToM TpedboBanuii crateu 45 denepanpHoro 3akoHa "O0 obparieHun
JIEKapCTBEHHBIX CPEACTB" O 3ampeTre MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJCTB, HE BKIIIOYCHHBIX B
rOCyJapCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEJCTB, 33 MCKIIOYEHHUEM JICKapCTBEHHBIX CPEACTB,
IIPOU3BOIUMBIX JJIs1 IPOBEACHUS KIMHUUECKUX UCCIIEI0BAHUM U KCIIOPTA, a TAKXKE O 3alpelieHun
IIPOU3BOACTBA (haIbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, JEKAPCTBEHHBIX CPEICTB JUIS
BETEPUHAPHOTO NMPUMEHEHHs C HapyIEHUEeM MpaBWJl HaJJIeXalled Mponu3BOACTBEHHON NPaKTUKU,
JIEKapCTBEHHBIX CPEACTB ISl MEAMLMHCKOTO NPUMEHEHMs ¢ HapyuieHueM [lpaBun Hamiexamien
IIPOU3BOJICTBEHHON MPaKTUKN EBpa3suiicKOro 3KOHOMHUYECKOTO CO03a;

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 22.12.2020 N 2206)

) coOo/IeHHe JIMIeH3uaToM TpeboBanuii ctatbu 57 denepanbHoro 3akoHa "O6 oOparieHNH
JIEKapCTBEHHBIX CPEJCTB" O 3ampere MpoJaku HeloOpOKayeCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
¢banbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) coOMIOAeHNE MPaBHJI XpaHEHHs! JEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHU CO CTaThed 58
®enepanbHOro 3akoHa "O6 oOpalieH!H JeKapCTBEHHbBIX CPeACTB";

n) cobmronenue [IpaBun yHUUTOXXKEHHUS HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB,
¢banbCcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB M KOHTpa(aKTHBIX JIEKApPCTBEHHBIX CPEJCTB,
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YTBEP)KJCHHBIX B COOTBETCTBHM cO cTaThsiMu 47 u 59 @DenepanbHoro 3akona "OO oOpaimieHun
JIEKapCTBEHHBIX CPEIACTB", 3a MCKJIIOUEHUEM JIEKAPCTBEHHBIX CPEICTB IS MEIULUHCKOIO
PUMEHEHHUS;

(nm. "u" B pen. Ilocranosnenus [IpasurensctBa PO ot 22.12.2020 N 2206)

K) yrpartui cuity. — [locranoBnenue [IpaButenscta PO ot 22.12.2020 N 2206;

k(1)) coOmromeHne TpaBUI PETUCTPAlMK  ONEpalyidi, CBS3aHHBIX C OOpalleHueM
JIEKapCTBEHHBIX CPEACTB Ul MEAMLIMHCKOTO IPUMEHEHHS, BKJIIOYEHHBIX B IE€pEUYEHb
JIEKapCTBEHHBIX  CPEIACTB  JUISI ~MEIUIMHCKOTO INPUMEHEHMs, MOJUIekKAIIUX IPEAMETHO-
KOJIMYECTBEHHOMY YYETY, B CIIELIMAJIbHBIX JKypHajlaX yyeTa ollepaluil, CBI3aHHBIX C OOpalleHleM
JIEKapCTBEHHBIX CPEJICTB JJI MEAWLMHCKOIO TPUMEHEHUS, W TpPaBUJI BEACHHUA U XpaHEHUs
CHEIHaJIbHBIX YPHAJIOB yueTa olepaluii, CBI3aHHbIX ¢ 00paIleHUeM JIEKaPCTBEHHBIX CPEACTB IS
MEJUIIMHCKOTO MPUMEHEHUS;

(nm. "k(1)" BBenen IlocranoBnenunem IIpaBurtenscrBa PO ot 15.04.2013 N 342)

J1) TIOBBILLIEHUE KBATU(QUKAIIMK JUL, yKa3aHHBIX B noAmyHkrax "r", "r(1)" u "n" Hacrosiero
MMyHKTa, HE pexe | paza B 5 ner;

(nm. "n" B pexn. [locranoBnenus [IpaButensctBa PO ot 22.12.2020 N 2206)

M) perucrpanysi B CHUCTEME MOHHUTOPHHIra JBUKEHHS JIEKaPCTBEHHBIX IpernapaTroB s
MEJHUIIMHCKOTO MPUMEHEHUS;

(. "m" BBeneH Ilocranosnenuem IlpaBurenscrea PO ot 15.05.2020 N 686)

H) coOmoaenne TpeboBanmii crtathu 67 @DenmepanpbHoro 3akoHa "OO oOparieHun
JIEKApCTBEHHBIX CPEJCTB'":

00 oOecrieyeHUM B TIOPSJIKE W B COCTaBe, KOTOpbIe ycTaHOBiEeHB [IpaButenbctBom PO,
BHECEHMs MH(OPMAIMK O JEKapCTBEHHBIX IpenapaTax Aas MEAULUHCKOTO IPUMEHEHUS B CUCTEMY
MOHHUTOPHUHIA JABUKECHUS JIEKAPCTBEHHBIX NPENapaToB A MEJULIMHCKOTO PUMEHEHHUS;

O HAHECEHUHW Uil Leled WAGHTHU(QUKAMK YHAaKOBOK JIEKAPCTBEHHBIX IPENapaToB JUls
MEAULMHCKOIO MPUMEHEHHUsl B NOpsjKe, ycraHoBiIeHHOM IlpaBurensctBom P®, Ha nepBuuHyrO
YIAaKOBKY (B OTHOLIEHUH JIEKAPCTBEHHBIX IPENApaTroB sl MEJUIMHCKOTO NPUMEHEHUs, [Uis
KOTOPBIX HE IPEIYyCMOTPEHA BTOPUYHAS YIAKOBKA) M BTOPHUYHYIO (MOTPEOUTEIBCKYIO) YIAKOBKY
JIEKapCTBEHHBIX IpENnapaTroB JUIsl MEAUIUHCKOIO INPUMEHEHHs CpeAcTBa WJICHTU(UKaluu, 3a
UCKJIFOUEHHEM JIEKapCTBEHHBIX IPENapaToB Uil MEIUIMHCKOIO IMPUMEHEHUs, IPOU3BOAUMBIX IS
IIPOBEACHUS KIMHUYECKUX MCCIEJOBAHUMN, SKCIOPTA, JEKApCTBEHHBIX IPENapaToB, yKa3aHHbIX B
gacTax 5 u 8 crateu 13 ykazanHoro enepasbHOro 3akoHa, paanodapMaIreBTHUYCCKUX
JIEKapCTBEHHbIX IIPENapaToB, NUSABOK MEAULIMHCKUX U Fa30B MEIULIMHCKUX.

(. "H" BBeneH [loctanoBnenuem IIpaButensctBa PO ot 15.05.2020 N 686)

5(1). JIuneH3noHHBIMU TpeOOBaHUAMU, NPEAbABISEMbIMH K JIMIEH3UATY NIPH OCYLIECTBICHUN
IIPOU3BOJCTBA (papMaleBTUUECKOM CyOCTaHIIMM CHMpTa 3TUJIOBOTO (3TaHOJdA), HapALy C
JIMILIEH3MOHHBIMH TPeOOBAHUSAMU, YKa3aHHBIMU B ITyHKTE 5 HacTtosero Ilonoxxenus, sBastoTCs:

a) OCHAIIIEHUE €MKOCTeH Ul NPUEMKU STHJIOBOIO CIUPTA y OpraHu3alfid, MCIOJIb3YIOIIUX
STUJIOBBIN CIIUPT VI IPOU3BOJCTBA (papMalleBTUUECKOI CyOCTaHLIMU CIMPTa 3TUIIOBOIO (3TAaHOJIA),
aBTOMATHUYECKUMH CPEICTBAMH MU3MEPEHUS U ydeTa KOHLEHTpaluu U 00beMa Oe3BOTHOrO CIHpTa B
STUIIOBOM CIIUPTE, 00bEeMa 3TUIIOBOTO CIUPTA;

0) mporpaMMHoO-anmnapaTHble CpeACTBa OpraHU3alui, UCHOIb3YIOIUX ITUIOBBIA CIUPT JUIs
MPOU3BOJCTBA  (hapMaleBTUYECKOW CyOCTAHIIMM CHHMpTa OSTHJIOBOTO  (3TAHOJI),  JOJDKHBI
oOecrieynBaTh NpUEM U nepenady MHGOpMaluu 0 KOHLIEHTpAIMK U 006 oObeMe Oe3BOJHOTO CIHMpTa
B 3TUJIOBOM CIHPTE, 00bEME ITHIOBOTO CIUPTA, NOJYYEHHOM C MCMOIb30BAaHUEM aBTOMATHUYECKHX
CPEACTB M3MEPEHHUs M ydeTa KOHIIEHTPAaUuu U oObeMa Oe3BOJHOrO CIUpPTa B THIOBOM CIHUPTE,
00beMa ITUIIOBOTO CIIUPTA;

B)  OCHAalleHHE  OCHOBHOTO  TEXHOJIOTUYECKOTO  OOOpyJOBaHUS  OpraHu3auui,
OCYIIECTBISIOMIMX MPOU3BOJACTBO (papMaleBTUYECKON CyOCTaHIIMM CIIUPTa 3TUIIOBOTO (3TaHOINA),
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ABTOMATHYECKUMH CPEICTBAMH M3MEPEHUS U ydeTa KOHIEHTpauu U 00beMa Oe3BOTHOTO CIHUPTA B
(dapMaleBTHUECKON CYOCTaHIIMM CIUPTa STWIOBOTO (3TaHojia), oObeMa (hapMareBTHUECKON
CyOCTaHIIMM CIIUPTa 3TUIOBOTO (ITAHOJA);

I) OpOrpaMMHO-alMapaTHBIE CPEICTBA OpraHW3alui, OCYIICCTBISIIOIIUX POU3BOJICTBO
(dapMaIreBTHUECKON CYOCTaHIIMM CIUPTA STUJIOBOTO (3TaHOJA), NOJDKHBI 00ECreuYnBaTh MPUEM U
nepeaayy nHGOPMAINH, TTOJYYCHHON C MCIOJIh30BAHUEM aBTOMATHUYECKHX CPEICTB MU3MEPEHHS U
ydeTa KOHIIEHTpAlMM U o0beMa Oe3BOJHOrO crupra B (apMameBTUUYECKON CYOCTaHIMHM CIIHAPTa
ATHJIOBOTO (3TaHOJa), 00beMa (hapMarleBTHUECKON CyOCTaHIIMM CIIUPTA STHIOBOTO (dTaHoja), 00
o0beMe ee MPOM3BOACTBA, MOCTABKU U (MIJIM) HCIIOIB30BAHMS U1l COOCTBEHHBIX HYXI,

1) HaJIMYMe Ha TpaBe COOCTBEHHOCTH, XO3SMCTBEHHOTO BEACHUS WM OIEPATUBHOTO
YIIpaBJICHUSI OCHOBHOTO TEXHOJIOTHYECKOTO 000PYIOBAHUS JUIS MPOU3BOACTBA ATHIOBOTO CIHPTA,
3apEeTUCTPUPOBAHHOTO B  COOTBETCTBHMM co cratbeit 14.1 ®DenepanbHoro 3akona "O
rOCyJapCTBEHHOM PEryJIMpOBaHUH MPOU3BOJCTBA U 000pOTa ITHUIIOBOTO CIHPTA, AIKOTOJIBHOW U
CIUPTOCOJIEPKAIIEH TMPOAYKIIMA M OO0 OTpaHWYCHUH TMOTpeOIeHuss (pachuTHs) alIKOTOJIbHOU
IPOJyKIMH";

€) EeMKOCTH Uil TPHEMKH OJTHUJIOBOTO CIHPTAa IS TPOM3BOJCTBA (hapMareBTHUECKON
CcyOCTaHIIMM CHUPTa ATHIOBOTO (9TaHOJA) JODKHBI OBITh COEJUHEHBI C KOMMYHHUKAIHSMU,
OTBEYAIOIUMH TPEeOOBAaHUSIM, YCTAaHOBJICHHBIM (pe/lepalbHBIM OPraHOM HCIIOJIHUTEIFHON BIIACTH,
VIIOJTHOMOYEHHBIM TI0 KOHTPOJIIO W HA/J30py B OOJACTH TMPOM3BOACTBA M 000pOTa 3THIIOBOTO
CIHPTa, AaJKOTOJBHOH W CHHPTOCOJEpXKAmlel TMPOAYKIUH, C OCHOBHBIM TEXHOJIOTUYECKUM
000pyI0BaHUEM TSI TPOM3BOJICTBA CIIMPTA STUIIOBOTO (3TaHOJIA);

) coOI0IcHUE TUIIEH3UAaTOM TpeboBaHmi ctathi 45 DenepanbHoro 3akoHa "OO6 oOparieHun
JIEKapCTBEHHBIX CPEACTB" MO MPOM3BOJACTBY (hapMaleBTUUYECKONH CYyOCTaHIIMM CIIHPTA 3TUIIOBOTO
(3TaHOsIa) METOJOM pa3BEACHHUS BOJIOM OUYHUIIEHHON PEKTH()PUKOBAHHOTO ASTUJIOBOTO CIHUPTA W3
MUIIEBOTO ChIPbs, MPOU3BEICHHOIO HA OCHOBAHHUHU JIMIIEH3UH Ha MPOU3BOACTBO ATUIIOBOIO CIUpPTa
JUTSI TIPOU3BOJICTBA (hapMaIleBTUUECKON CyOCTaHIIMK CITUPTA STUIIOBOTO (3TaHOJA) B COOTBETCTBHUH C
TpeboBanusmMu DenepanbHoro 3axkoHa "O ToCyIapCTBEHHOM pETYJIUPOBAHWUU IPOU3BOJACTBA M
000pOTa ATHJIOBOTO CHUPTA, AJKOTOJBHON U CIHUPTOCOAEpKalllel MPOIYKIHH U 00 OrpaHHYEHUU
noTpebyieHns (pacouTHs) alIKOTOJBLHOM MPOAYKUHMH'", U TIO MECTY OCYIIECTBJICHHS MPOU3BOJICTBA
(hapmareBTHYECKOM CYOCTaHIIMM CIIUPTA 3TUIIOBOTO (3TaHOJIA);

3) coOOJIeHNE JIMIIEH3UMAaTOM TpeOOBaHHUI O 3ampeTe MPOM3BOJCTBA CHUPTOCOICPHKAIIUX
JIEKapCTBEHHBIX IMpEnapaToB IO MECTy OCYLIECTBICHUS MPOU3BOJCTBA (PapMaleBTUYECKOM
CcyOCTaHIIMK CIIMPTA STUIIOBOTO (3TAaHOJIA);

1) cOOJIIO/ICHHE JIMIICH3UAaTOM TpeboBaHmil ctaThu 45 denepanbHoro 3akona "OO6 oOpareHun
JIEKapCTBEHHBIX CPEJCTB" O 3alpeTe MPOU3BOACTBA (papMaleBTUUECKOW CyOCTaHIIMM CHUPTA
STHJIOBOTO (9TaHOJA) HAa OCHOBHOM TEXHOJIOTUYECKOM OOOPYAOBaHMM Ui TPOU3BOJICTBA
STWJIOBOIO CHHUpTa, ykazaHHOoM B nyHkre 1.1 cratem 14.1 ®enepanpHoro 3axkona "O
rOCyIapCTBEHHOM PEryJUPOBAHUU IMPOU3BOJCTBA U 000POTA ITUIIOBOTO CHUPTA, AIKOTOJHHOU U
CHUPTOCOJIEpKAIe MPOAYyKIMH U 00 OrpaHWYEHUU MOTpeONeHUs (pacHuTHs) aIKOTOJILHOM
IPOyKIMK";

K) coOo/ieHre JTUIeH3uaToM TpeboBanuii ctatbu 45 denepanbHoro 3akoHa "O6 oOpaliieHuu
JIEKapCTBEHHBIX CPEJCTB" O 3ampeTe peaqu3anuy (Iepeaad B yCTAaHOBICHHOM 3aKOHO1aTeTbCTBOM
P® mnopsnke) dapmarneBTHUECKOH CyOCTAaHIIMM CIUpPTa 3TUJIOBOrO (3TaHOJIA) OpPraHU3aALUsAM
OIITOBOM TOPrOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMH;

1) cobIoieHue IMLeH3uaToM TpeboBaHuii ctateu 45 PenepanbHoro 3akoHa "O6 oOpalieHNH
JIEKapCTBEHHBIX CPEACTB" 00 OCYILECTBIEHUH MEPEBO3KH (papMalleBTHUECKON CyOCTaHIIMM CIIUpTa
STUJIOBOTO (3TaHoNa) C coOnrofeHreM TpeOOBaHWM, YCTAHOBIIEHHBIX cTaThbell 9 DeneparabHOTO
3akoHa "O TOCYAapCTBEHHOM pETrYJIMPOBAHUU MPOU3BOJACTBA U 000pOTa 3TUIOBOTO CIHPTA,
QJIKOTOJIBHOM M CIUPTOCOJAEpIKaIled MPOAYKIMM M 00 OTrpaHMYeHMH NOTpeOseHus (pacnuTus)
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QJIKOTOJIBHOM MPOyKIMH'";

M) COOJIOJICHHE JIMIICH3MATOM TpeOOBaHMI O peanusanuu (mepeade B YCTaHOBICHHOM
3aKOHOJATeIbCTBOM P® mopsinke) dapMaieBTHUECKOW CyOCTaHIIMM CIHMPTa 3TUIIOBOTO (3TaHOJA)
MIPOU3BOIUTEISIM JICKAPCTBEHHBIX CPEJCTB ISl IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB B EMKOCTSIX
o0bemoMm He Oonee | smtpa u (nm) He meHee 1000 TUTPOB, a OpraHU3aIMsIM, YKa3aHHBIM B
nyHkrax 3-5 gactu 8 crateu 45 OenepanbHoro 3akoHa "OO0 oOpaleHun JIeKapCTBEHHBIX CPEACTB",
— B Tape o0bemoM He Oonee | mutpa;

H) CcOONIOJeHHe JUIIEH3MaTOM TpeOOBaHWMK O 3ampere peanu3anuu (mepenadd B
YCTQHOBJIEHHOM 3aKOHOJATeNbCTBOM P® mopsinke) (apmaneBTHYECKOH CyOCTaHIIMHM CIHpTa
ATHJIOBOTO (ITAHOJIA) OPTaHU3ALMSAM M UHAWBUIYATEHBIM TPEANPHHUMATEISM, OCYIIECTBIISIONAM
pa3BezieHue, BRIPANIMBAHNE U COJICPKAHNUE )KUBOTHBIX;

0) coOmoieHue JIMIEH3UaToOM TpeOOBaHMM O 3ampeTre MpPOU3BOJACTBAa (hapMalleBTHUECKON
CyOCTaHIIMHM CIUpPTA STHIIOBOTO (STaHONA) NPHU TMPEKPAlICHUH WIH AHHYJIUPOBAHUHU JEHCTBUS
JMIIEH3WH Ha TMPOU3BOCTBO 3THJIOBOTO CIHMPTA U TPOU3BOJICTBA (hapMaIleBTUIECKO CyOCTaHIINN
CIUpTa 3TUJIOBOTO (3TaHOJIA).

(n. 5(1) B pea. [locranoBnenus IIpaButensctBa PO ot 22.12.2020 N 2206)

5(2). JInneH3nOHHBIMU TPEOOBAHMSIMHU, TIPEABSBISICMBIMH K JIMIICH3UATY TIPH OCYIIECTBICHUN
MPOU3BOJICTBA  CIUPTOCOJCPKAIIMX  JICKAPCTBEHHBIX  IpEmapatoB  HCXOAd W3  o0bema
MOTPEeOUTENHCKON Taphl (YHAKOBKM) U (MJIM) CTOMMOCTH U (UiM) (QYHKIIMOHAJIBHOTO Ha3HAYEHUS
CTIIHPTOCOIEPIKAIINX JIGKAPCTBEHHBIX MPEMapaToB, a TAK)Ke MPOU3BOJICTBA JPYTUX JIEKAPCTBEHHBIX
CPEICTB C UCHOJIb30BaHUEM (apMalleBTUYECKOM CYOCTaHIIMM CIUPTA 3TUIIOBOTO (3TAaHOJIA) HApsy
C JINLIEH3UOHHBIMU TpeOOBaHUSIMH, YKa3aHHBIMU B IyHKTe 5 HacTosmero [lonoxxenus, sBisitoTcs:

a) OCHAIlEHWe E€MKOCTeH I MPUEMKH (apMareBTUYECKONW CyOCTaHIIMK CIUPTa 3TUIIOBOTO
(3TaHOJ) aBTOMAaTUYECKUMH CPEICTBAMHU M3MEPECHHSI U yUeTa KOHICHTpAIlMU U 00bemMa O€3BOTHOTO
cnupra B ¢apMareBTUUECKOW  CYOCTaHIIMM  CHpTa O3TWIOBOTO  (dTaHoja), oObeMa
(hapmareBTHIeCKOM CyOCTaHIIMK CIIUPTA 3TUIIOBOTO (3TAHOJIA);

0) mporpaMMHO-aIapaTHbIEe CPEJACTBA OpPraHU3aIMi, MCHOIB3YIONUX (apMaIleBTHUECKYIO
CyOCTaHIIMIO CIIUPTA 3TUJIOBOTO (3TaHOJIA) ISl MPOU3BOACTBA CIIUPTOCOAEPIKAIIUX JIEKAPCTBEHHBIX
IIpernapaToB U B MPOLECCE MPOU3BOJICTBA IPYTUX JIEKAPCTBEHHBIX CPEICTB, NOJIKHBI 00ECIIeYnBaTh
npueM H mnepenady MHGOpMalUd, MOJIYYEHHOW C HCIOJIb30BAaHMEM AaBTOMAaTHYECKHX CPEICTB
U3MEpeHusT M ydera KOHIEHTpauuu u oObema O0e3BOJHOro cmupTra B (hapMaleBTHUYECKON
cyOCTaHIIMM CHUPTa STWIOBOTO (3TaHoJa), oObemMa (apMaleBTHUCCKON CyOCTaHIIMUA CIHPTa
ATUJIOBOTO (3TaHoa), 00 00bEME €€ 3aKYIIKH;

B) oOcHamieHue oOopymoBaHus JUIs ydyera o0bema 000poTa U HCHOJB30BaHUS
dapmainieBTHUECKON  cyOCTaHIIMM ~ cOUpTa  J3TUIOBOro  (3TaHoNa)  JUIsl  MPOM3BOJCTBA
CIUPTOCOJIEPKAIINX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe B IMPOLECCe MPOU3BOJCTBA APYrUX
JIEKapCTBEHHBIX CPEJICTB C HCIOJIb30BaHHEM (hapMalleBTHUECKON CyOCTaHIIMU CHHUpPTa ATHIOBOTO
(3TaHOJIa) TEXHUYECKUMHU CpeiAcTBaMHM (GUKcalMu W repegaun  uHbopmamuu 00 oObeme
MPOU3BOJICTBA U 000pOTa COUPTOCOJEPKALIEH MNPOAYKIMU B EIUHYI0 TOCYAApCTBEHHYIO
aBTOMATH3UPOBAHHYIO HH(OPMAIMOHHYIO cHcTeMy. TpeOoBaHMsS HACTOSIIEro MOANYHKTa HeE
pacrpoCTpaHsIOTCS Ha JIMIEH3MATOB, OCYIIECTBISIOMIMX IPOU3BOJCTBO CIMPTOCOACPKALIUX
JIEKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B MEPEYEHb CHUPTOCOJEPXKAIIUX JIEKaPCTBEHHBIX
IpenaparoB, yrBepkaeHHbI [IpaButensctBoM PO B cooTBeTcTBUM € ab3aleM TpeTbUM IyHKTa 4
cratbu 1 @enepanbHoro 3akoHa "O rocylapcTBEHHOM PEryJlMpOBaHUM MPOU3BOJCTBA U 000pOTa
STUJIOBOTO CIIUPTA, AIKOTOJBHOM U cHUpTOCOAEp)Kalled NpoayKUMH UM 00 OrpaHUYeHUU
noTpedaeHus (pacuTUs) aJKOrOJIbHON MPOyKIUHU'";

I') MpOrpaMMHO-aIIapaTHbIe CPEACTBAa OPraHU3aIMM, HCHOJIB3YIOMMX (apMalEBTHUECKYIO
CyOCTaHIIMIO CIIMPTa 3TUIIOBOTO (3TaHOJIA) 7Sl MPOU3BOJCTBA CIIMPTOCOAEPIKAIIMX JIEKAPCTBEHHBIX
IIpernapaToB U B MpoLecce MPOU3BOJICTBA APYIUX JEKAPCTBEHHBIX CPEJICTB, JOJKHBI 00ecIeunBaTh
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npueM W nepenady uHpopManuu o6 oO0beMe HCIOJIb30BaHHS (PapMaIeBTUYCCKONW CyOCTaHIIUU
CIHUpTa THIOBOTO (3TaHOJA), a Takke nHpopmanu 06 oObeMe MPOU3BOICTBA U (W) 00opoTa (3a
UCKITIOUYEHHEM  PO3HHYHON MPOAAXH) CIUPTOCOACPXKAIIMX JIEKAPCTBEHHBIX  IIPENaparTos,
MOJIy4EeHHON C TpPUMEHEHHEM TEXHHYECKHX CpPEICTB (UKcAlMu M mnepeaadn MHpopMmauuud o0
o0beMe MPOU3BOJICTBA M 000POTa CHHUPTOCOACPKAIIEH MPOAYKIMH, B €AUHYIO TOCYAapCTBEHHYIO
aBTOMATH3UPOBAHHYIO WH(OPMAIMOHHYIO CcHCTeMy. TpeOOoBaHWS HACTOSIIET0 IOANMYHKTA He
pacrpoCTpaHsIOTCS Ha JIMIEH3WATOB, OCYMIECTBISIONIMX IPOM3BOJICTBO CHHUPTOCOAEPIKAIINX
JIEKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B IEPEYCHb CHUPTOCOACPKAIIUX JIEKAPCTBEHHBIX
npenaparoB, yrBepxkaeHHbIN [IpaButensctBoM PD B cooTBeTCTBUU ¢ a0d3aiieM TpPETbUM NyHKTa 4
cratbu 1 @enepanpHOro 3akoHa "O TOCYAapCTBEHHOM PETYIMPOBAHUHU MPOU3BOJCTBA W 00OpoTa
STHJIOBOTO CIIUPTa, AIKOTOJBHOM U CIHPTOCOAEpKAIIeH TPOAYKIMH ¥ 00 OTrpaHHYCHHU
noTpebieHns (pacuTHs) aIKOTOJIBHON MpoAyKIuu";

1) TIpEACTABJICHHUE JEKIapaiuii 00 00beMe MPOU3BOACTBA U (M) 000poTa (332 UCKIIOYCHUEM
PO3HMYHON TPOJIAKK) CHUPTOCOAEPKAIINUX JIEKAPCTBEHHBIX IPETapaToB IPH MPOU3BOJCTBE U
(nn) 0b6opoTe CHMPTOCOAEPKAIIMX JIEKaPCTBEHHBIX IpenapaToB B oObeme, npessimatoniem 200
JEKaTUTPOB B TOJ. TpeOOBaHMs HACTOSIIETO IMOJMITYHKTa HE PACIPOCTPAHSIOTCS Ha JMIICH3UATOB,
OCYIIECTBISIONINX MMPOU3BOJICTBO CIIMPTOCOICPIKAIINX JIEKAPCTBEHHBIX MPETIapaToB, BKIFOYCHHBIX
B TEpEeUeHb CIHUPTOCOJCPIKANINX JEKAPCTBEHHBIX NpENapaToB, YTBEPKICHHBIN [IpaBUTETHCTBOM
P® B coorBerctBuUM c ab3ameMm TpeThUM myHKTa 4 crtathu 1 ®@egepanbHoro 3akoHa "O
rOCyJapCTBEHHOM PETyJIUPOBaHUH IMPOU3BOJICTBA M 000pOTa ITHUIIOBOTO CHHUPTA, AIKOTOJIBHOW U
CIIUPTOCOJIEPKAMIECH TPOAYKIIMA W OO0 OTpaHWYCHUH TOTpeOaeHus (pachuTHs) aJKOTOJHHOU
NPOIYKIHH'";

€) coOiroieHne JIMIeH3uaToM TpeboBanmii ctaThu 45 denepanbHoro 3aKkoHa "OO0 obpareHun
JIEKapCTBEHHBIX CpPeACTB" 00 HCIMOJB30BAaHUHM TOJBKO (papmarieBTHUECKONH CyOCTaHIIMM CHOUpPTa
STUJIOBOTO (3TaHOJIA) MpPU IMPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJCTB B KAaueCTBE ACUCTBYIOIIETO U
(111K) BCOMOTATEIbHOTO BEUIECTBA, a TAKXKE B MHBIX TEXHOJIOTMUECKUX LIETISX;

) coOJroIeHNE TUIIEH3UAaTOM TpeboBaHui cTaThu 45 deaepanbHoro 3akoHa "OO6 oOpameHnn
JIEKapCTBEHHBIX CPEACTB" O 3alpere IMPOU3BOJCTBA CHUPTOCOJEPKAIIMX JEKapCTBEHHBIX
MpernapaToB MO MECTy OCYLIECTBJICHUS MPOMU3BOJCTBA (papMaleBTUUECKONW CyOCTaHIIMM CHUpTa
STHJIOBOTO (3TaHoja) U (WJIK) 10 MECTY OCYILECTBJICHHSI IPOU3BOICTBA ATHIIOBOTO CIIHPTA;

3) coOro/IeHre JIMIIEH3uaToM TpeboBanmii cTaThu 45 denepanbHoro 3aKkoHa "OO0 oOpamieHun
JIEKapCTBEHHBIX CPEACTB" O 3alpere MPOU3BOJCTBA CHUPTOCOJEPKAIIMX JIEKApPCTBEHHBIX
MpernapaToB Ha OCHOBHOM TE€XHOJIOTHYECKOM 000PYA0BAaHUU ISl IPOU3BOACTBA 3TUIOBOTO CIIUPTA,
yka3zaHHOM B IyHKTe 1.1 crateu 14.1 @enepanbHoro 3akoHa "O rocyaapcTBEHHOM PEryIMpPOBaHUU
MIPOU3BOJICTBA U 000POTA ATHIOBOTO CIIUPTA, ATTKOTOJIBHON U CIIUPTOCOIEP>KaIIeH MPOIyKIIUU U 00
OTpaHHYEHUU MOTPeOIeHUs (PACTIUTHUS) ATKOTOJIBHOM MPOIYKIUKU";

1) coOmroieHre JuieH3naTom TpedboBanuii ctateu 45 denepanpHoro 3akoHa "OO0 obOpaiieHun
JIEKapCTBEHHBIX CPEACTB" 00 OCYIIECTBICHUH MEPEBO3KH (papMalieBTHUECKONW CYOCTaHIIUU CIHPTa
STHJIOBOTO (9TaHOJa) ¢ COONMIOJeHHEM TpeOOBaHUMN, YCTAHOBJICHHBIX cTaTheil 9 DemepalibHOTO
3akoHa "O TOCYIapCTBEHHOM pETYIMPOBAHHUU MPOU3BOACTBA U 000pOTa ATUIOBOTO CIMPTA,
QJIIKOTOJILHOM M CHHUPTOCOJEp X allei MPOIyKIHMH U 00 OTpaHHMYEeHUU MOTpeOlieHus (pacluTHs)
AJIKOTOJILHOM MPOAYKIINH".

(. 5(2) B pen. [locranoBnenus [IpaButensctBa PO ot 22.12.2020 N 2206)

6. OcyiiecTBIeHHE EATENBHOCTU IO MPOM3BOJICTBY JIEKAPCTBEHHBIX CPEIACTB C IpyOBIM
HapylIeHHEeM JIMIIEH3UOHHBIX TpeOoBaHM Bieuer 3a co0Oi OTBETCTBEHHOCTb, YCTAHOBJIECHHYIO
3aKOHOAATeNbCTBOM PD.

[Ipu 3TOM Moj rpyOBIM HapyIIEHUEM MOHUMAETCS! HEBBITIOJIHEHUE JIMLEH3UATOM TpeOOBaHUIHA,
peaycMOTpeHHbIX moamyHkramu "a"-"u", "k(1)", "M" u "H" nynkra 5 u nmynkramu 5(1) u 5(2)
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Hacrosimero Ilonoxenus, moBiekmee 3a coOOi IMOCHEACTBUS, IMPEIyCMOTpPeHHbIE YacTbio 11
ctatbu 19 ®@enepanbHoro 3akoHa "O JTUIEH3UPOBAHUU OTIEIIBHBIX BUJOB JIEATEIBHOCTH .

(B pen. IlocranoBnenuit [lpaButensctBa PO ot 15.04.2013 N 342, ot 20.06.2018 N 702, ot
28.02.2019 N 217, ot 15.05.2020 N 686)

7. Hna monmydeHHs ITUICH3MM COWCKATENb JIMIICH3WM HANpPAaBIsIeT WIM TPEJICTABISET B
JUICH3UPYIOMINKA OpraH 3asBJICHUE, JOKYMEHTHI (KOTHHU JOKYMEHTOB) M CBEICHUS, YKa3aHHbBIC
COOTBETCTBEHHO B 4acTu 1 m myHkrax 1, 3 u 4 yactu 3 cratbu 13 ®expepanbHoro 3akona "O
JMIIEH3UPOBAHUH OT/IEIBHBIX BUIOB IEATEIFHOCTH", a TAKXKeE:

KOMUM JIOKYMEHTOB, MOJATBEPKAAIONINX HAJMUME Yy COUCKATeNs JHUICH3WH Ha IIpaBe
COOCTBEHHOCTH WJIM Ha HWHOM 33aKOHHOM OCHOBAaHMHM HEOOXOIUMBIX JJISi OCYIIECTBICHUS
JEATeTBbHOCTH TI0 MPOM3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB MOMEIICHUH, 3/IaHHUH, COOPY)KEHHH W
WHBIX OOBEKTOB, TEXHWYECKHX CPEICTB, OOOpPYIOBAaHUS ¥ TEXHHUYECKOW JOKYMEHTAIIWH,
COOTBETCTBYIOIIIMX YCTAaHOBJICHHBIM TpPEOOBAaHMSM, IpaBa Ha KOTOPHIE HE 3aperHCTPUPOBAHBI B
EnnHOM rocynapcTBEHHOM peecTpe MpaB Ha HEIBHIKMMOE MMYIIECTBO M CIEJIOK C HUM (B cily4ae
€CITM TaKHWe MpaBa 3apeTUCTPUPOBAHBI B YKa3aHHOM pPEECTpe — CBENEHHUS 00 STHX 3IaHUAX U
MTOMENICHHSX ), & TAKXKE KOMTMH TUTYILHBIX JIUCTOB IPOMBIIIJICHHBIX PETJIAMEHTOB;

KOMUM JOKYMEHTOB, TIOATBEPKIAONMX HAJIMYAE B TOM YHCIE COOTBETCTBYIONIHE
JUIEH3UOHHBIM TpeOoBaHMsIM 0Opa3oBaHME, KBATM(UKAILMIO M CTaXX pabOThl YIOJIHOMOYEHHOTO
JUIIa TPOW3BOJAWTENS JIGKAPCTBEHHBIX CPEJACTB, a TakkKe o0O0pa3oBaHHWE CIEIUAINCTOB,
OTBETCTBEHHBIX 32 MPOU3BOJICTBO, MAPKHUPOBKY U KOHTPOJIh KAUECTBA JICKAPCTBEHHBIX CPEJICTB;

(B pen. [Tocranosnenus [IpasutensctBa PO ot 22.12.2020 N 2206)

P HaMEpPEHUH OCYLIECTBISITh IMPOU3BOJACTBO (apMaleBTUUECKON CyOCTaHIIMU CHOUpTa
STHJIOBOTO (3TaHOJIa) — KOMUU JOKYMEHTOB, MOATBEPKAAIOIINX HAIUYUE Ha MpaBe cOOCTBEHHOCTH,
XO3SIICTBEHHOTO BEJCHHUS MM OINEPAaTUBHOTO YIPABJIEHUS OCHOBHOTO TEXHOJIOTHMYECKOTO
o0opynoBaHus Uil MPOU3BOJCTBA 3TUJIOBOTO CHHUPTA, 3aPETUCTPUPOBAHHOTO B COOTBETCTBUH CO
cratbeil 14.1 ®enepanpHoro 3akoHa "O TOCYZapCTBEHHOM pETyJIUpPOBAaHUU IPOU3BOJICTBA U
000pOTa ATUIIOBOTO CHUPTA, AJIKOTOJIBHON U CIHUPTOCOAEpKAllel MPOAYKIHH U 00 OrpaHHYEeHUN
notpebiieHus (pacmuTHsl) ajakoTobHOM mpoaykuuu". CBeAeHUS O perucTpanuy yKa3aHHOTO
o0Opy/nOBaHUs  MPEICTaBISIIOTCS  (elepalibHBIM ~ OpPraHoM  HCIOJIHUTENBHOM  BIACTH,
OCYILIECTBISIONUM (YHKIMHM I10 KOHTPOJIIO W HAA30py B 00JacTu MPOM3BOJCTBA M 000poTa
STHJIOBOTO  CHHUpPTA, QJIKOTOJBHOM M CHHUPTOCOJEpKalledl MpOAYKIUH, HAa OCHOBAaHUU
MEXBEJOMCTBEHHOT0 3apoca JUIEH3UPYIOIINX OPraHoB.

(a63arn BBesieH [locranoBnenueM I[paBurensctBa PO ot 22.12.2020 N 2206)

8. IIpn HaMepeHUH OCYLIECTBISITh AEATEIBHOCTh MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPE/ICTB
10 ajpecy, HE MPEAYCMOTPEHHOMY JIUIICH3UEH, TUIEH3UAT B 3asBICHUU O MepeoPOpMICHUN
JIMLIEH3UU B JIOTIOJIHEHUE K CBEJCHUSAM, YKa3aHHbIM B IyHKTax | u 3 yactu 1 crateu 13 u yacrtu 4.1
cratb 18 @enepanbHoro 3akoHa "O JHMIEH3UPOBAHUM OTACIBHBIX BHUIOB JACATEILHOCTH",
YKa3bIBaeT:

(B pen. IlocranoBnenus IlpaButensctBa PO ot 02.12.2020 N 1986)

a) CBEICHMS, COAEpIKalllie HOBBIA aapec OCYIIECTBICHUS NEATEIHHOCTH MO MPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJICTB;

0) cBeleHUSI O COCTaBISIOUIMX JESITENBHOCTh MO TMPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB
paboTax, KOTOpbIE JIHMIICH3MAT HaMEpPEeH BBIMOJHATH IO HOBOMY aJpECy OCYIIECTBICHUS
NEeSATENBHOCTH MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB;

B) CBEJICHUS O HAIWYMM Y JIMIIEH3WAaTa Ha MpaBe COOCTBEHHOCTH WM HAa WHOM 3aKOHHOM
OCHOBAaHWUU HEOOXOJUMBIX JIsi OCYIECTBJICHHS JEATEIHLHOCTH IO MPOU3BOJCTBY JEKAPCTBEHHBIX
CPEICTB MO YKa3aHHOMY HOBOMY aJpecy MOMEUICHHWH, 31aHui, COOPYKEHUH U WHBIX OOBEKTOB,
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TEXHUYECKUX CpEACTB, OOOpYIOBAaHUS U TEXHUYECKOH JIOKYMEHTAllUH, COOTBETCTBYIOLIUX
YCTaHOBJICHHBIM TPeOOBaHUAM, a TAK)KE MPOMBIIIICHHBIX PErJIaMEHTOB;

I) CBEIEHUS O HaJIM4uu DPAOOTHUKOB, 3aKIIOUMBIIMX TPYAOBBIE JOrOBOPHI, HMEIOIIUX
COOTBETCTBYIOIIIEE BBICIIEE WM CpeaHee npodeccrmoHaibHOEe 00pa30BaHME, OTBETCTBEHHBIX 3a
IIPOU3BOJICTBO, MAapKUPOBKY M KOHTPOJb KayecTBa JIEKAPCTBEHHBIX CPEJICTB, HaMEPEHHBIX
OCYILECTBIIATh AEATEIBHOCTD [0 YKa3aHHOMY HOBOMY aJIpecy;

(B pen. IloctanoBnenus IlpasurensctBa PO ot 22.12.2020 N 2206)

1) TIpU HAMEPEHHH OCYIIECTBISTh MPOM3BOJACTBO (papManeBTUUECKON CYOCTaHIIMH CIHPTa
STHJIOBOTO (3TaHOJIAa) MO yKa3aHHOMY HOBOMY a/pecy — KOIUHU JOKYMEHTOB, IOATBEP)KIAIOLINX
HaJMuue Ha IpaBe COOCTBEHHOCTH, XO3SIMICTBEHHOTO BEJEHUS WJIM OINEPATUBHOIO YIPABICHUS
OCHOBHOTO  TEXHOJIOTUYECKOTO  00OpyIOBaHMsI JUIsl MPOU3BOJACTBA  OTWUJIOBOTO  CIHPTA,
3apEeTUCTPUPOBAHHOTO B  COOTBETCTBHMM co cratbet 14.1 ®DenepanpHoro 3akoHa "O
roCy/lapCTBEHHOM PEryJupOBaHUU IMPOU3BOJCTBA U 000POTa 3TUIIOBOTO CHUPTA, AJIKOTOJBHOWU U
CIUPTOCOJIEPKAIIEH TMPOAYKIIMA M OO0 OTpaHWYCHUH TMOTpeOIeHuss (pachuTHs) alIKOTOJIbHOU
nponykuuu". CBeeHMsT O  PETUCTpalldd  YKa3aHHOTO  OOOpYAOBaHUS  MPEICTABIIAIOTCS
(denepanbHBIM OPraHOM MHCIIOJIHUTENBHON BJIACTH, OCYILECTBISIOUIUM (YHKIMH MO KOHTPOJIIO U
HaJ30py B 00JacTH TMPOM3BOJCTBA U 000pOTa ATHIOBOTO CHOHUPTA, aAJIKOTOJBHOM U
CHUPTOCOJIEpKaIIel MPOIyKIMK, HA OCHOBAHMM MEXBEJOMCTBEHHOTO 3alpoca JMIEH3UPYIOMIUX
OpraHoB.

(. "n" BBeneH I[locranosnenuem IlpaButensctBa PO ot 22.12.2020 N 2206)

9. Ilpm HamepeHMM OCYIIECTBIATh HOBbIE PAa0OTHI, COCTABISAIOIIUE JESITEIBHOCTh IIO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJACTB, paHee HE NPEAYCMOTPEHHbIE JMIIEH3UEH, JIMLEeH3uaT B
3asBJICHUH O Nepeo(hOPMIICHUH JUILIEH3UHU B IOTIOJIHEHHE K CBEJICHUSAM, YKa3aHHBIM B IyHKTax 1 u 3
yactu 1 crateu 13 ®@enepanbHoro 3akoHa "O JUIEH3UPOBAHUM OTICIbHBIX BUIOB JACATEIBHOCTH",
yKa3bIBaET:

(B pen. [Tocranosnenus [Ipasutenscta PO ot 02.12.2020 N 1986)

a) CBEICHMSA O COCTABJIAIOLIMX AEATEIbHOCTb 110 IPOM3BOJCTBY JIEKAPCTBEHHBIX CPEACTB
HOBBIX pabOTax, KOTOPbIE JUIIEH3UAT HAMEPEH BBIIOJHATD;

0) cBeAeHUS O HAIMYUM Yy JIMIEH3MAaTa Ha IpaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM
OCHOBaHHMU HEOOXOJMMBIX JUIsl OCYIIECTBJICHUS HOBBIX PaldOT, COCTaBJIAIOLIUX AEATEIBHOCTh IO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB, MOMEILEHHUH, 3JaHNH, COOPYXEHMH M HHBIX OOBEKTOB,
TEXHUYECKUX CPEICTB, OOOPYAOBAaHUS M TEXHUYECKOM JIOKYMEHTALlUH, COOTBETCTBYIOLIMX
YCTaHOBJICHHBIM TPeOOBaHUAM, a TAKXKE MIPOMBIIIICHHBIX PErJIaMEHTOB;

B) CBEJIEHHMs O HAIWYMM DPAOOTHUKOB, 3AKIIOYMBILUX TPYIOBBIE JIOTOBOPBI, HMEIOIIHUX
COOTBETCTBYIOLIEE BBICIIEE WIM CpeaHee INpodeccuoHalbHOE 00pa30BaHUE, OTBETCTBEHHBIX 3a
IIPOU3BOJICTBO, MAapKUPOBKY M KOHTpOJb KadyecTBa JIEKAPCTBEHHBIX CPEACTB, HAMEPEHHBIX
OCYILIECTBIISATh HOBBIE Pa0OThI, COCTABIIAIOLIUE AEATENBHOCTh 10 MPOM3BOJCTBY JIEKAPCTBEHHBIX
CPEACTB;

(B pen. IlocranoBnenus IlpaButensctBa PO ot 22.12.2020 N 2206)

I') IpU HaMEPEHUHM OCYLIECTBIATh MPOU3BOJACTBO (hapMaleBTHUECKOW CyOCTaHLIMU CIHPTa
STUJIOBOTO (3TAaHOJA) — KOMHMH IOKYMEHTOB, MOJITBEP K IAIOIINX HAJMYKE Ha MpaBe cOOCTBEHHOCTH,
XO3SIIICTBEHHOTO BEJCHMSI WM OIIEPAaTUBHOTO YIPABIEHUS OCHOBHOTO TEXHOJIOTMYECKOTO
00OpyZOBaHuUs JJIsl MPOU3BOJACTBA 3TUJIOBOTO CHHMPTA, 3apETUCTPUPOBAHHOTO B COOTBETCTBUHU CO
cratbeil 14.1 denepanpHoro 3akoHa "O TrocyIapcTBEHHOM pETYJIMPOBaHUM IPOU3BOJCTBA U
000poTa THJIOBOTO CIUPTA, AJKOTOJBHOW M CIIUPTOCOEp)KALIeH MPOIYKIUU U 00 OrpaHUYEHUH
notpebieHuss (pacluTHs) alKOToJdbHOM mpoaykuuu". CBeleHUS O PErucTpaluu YyKa3aHHOTO
o0OpyZOBaHUS  MPEACTABISAIOTCS  (pefepaibHBIM ~ OpPraHoM  HCIOJHUTEIbHOM  BIacT,
OCYILIECTBISIOMMM (YHKIMU 1O KOHTPOJIO W Haa30py B OOJIACTH MPOU3BOJACTBA U 00OpoTa
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STUJIOBOTO  CIHPTa, AJIKOTOJBHOM W  CIHUPTOCOJEpXKAIled MPOAYKIIMH, Ha OCHOBAaHHUU
MEXBEJOMCTBEHHOI0 3a1poca JULEH3UPYIOIINX OPraHoB.
(. "r" BBeaeH Ilocranosnenuem [IpaBurensctBa PO ot 22.12.2020 N 2206)

10. IIpu mpoBeneHNH MPOBEPKU COOTBETCTBHS CBEJCHUMN, CONEPIKAIINUXCS B MPEICTABICHHBIX
COMCKAaTelleM JIMICH3UH (JIMICH3WAaTOM) 3asBICHUM M NpWIaraeMbIX K HEMY JIOKYMEHTax,
JUICH3MOHHBIM TPeOOBaHMIM JIMIICH3UPYIOUINI OpraH 3arpamBacT HEOOXOAWMBIE CBEICHHS Y
OpraHoB,  MPENOCTABISAIOMIMX  TOCYJapCTBEHHBIE  YCIYT'H, OpPraHoOB, NPEIOCTAaBIISIONINX
MYHUIIUTATBHBIE YCIYTH, HHBIX TOCYJapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO CaMOYIPaBICHHS
100 TMOBEJIOMCTBEHHBIX MM OpPraHU3allMid B TIOPSIKE, ycTaHOBJIeHHOM denepalbHBIM 3aKOHOM
"O6 opranuzanuy MpeIoCTaBlIeHUs FOCYIapCTBEHHBIX U MyHUIIMIAIbHBIX YCIyT".

11. Jlunen3upyromnuii opran pasMemniaer B ¢peaepaibHON TOCYAapCTBEHHON HHPOPMAIIMOHHON
cucreMe "EnuHBI TOpTan TOCYAApCTBEHHBIX M MYHULMNAIBHBIX YcIyr (QyHKumii)' B
YCTaHOBJIEHHOM MOPSIKE CBEACHUS O XOJ€ MPHUHATHUS UM PEUICHUS O MPEJOCTaBIECHUU JHUIIEH3UH
(o6 oTkaze B TPENOCTaBICHWU JMIICH3UHW), TMepeodopmiieHnn JuieH3nn (00 oTkKaze B
nepeoopMIIEHUN JIMIEH3UH), MPUOCTAHOBJIEHUH, BO300OHOBIIEHHH, MPEKPAIlEHUU JEHCTBUS
JUIEH3UH, CBEACHUS 00 aHHYIMPOBAHUU JIMLIEH3UU, a TAK)KE CBEJIEHUS O JaTe Mpea0oCTaBICHUS
JUIEH3UU U PErUCTPAIMIOHHOM HOMEPE JIUIICH3HH.

(n. 11 B pen. [locranosnenus [Ipasutenscta PO ot 02.12.2020 N 1986)

12. Jloctym Kk oOmenocTymHo WH(pOpMaNUU, COJEpXKAIIeHcs B peecTpax JIUICH3UH,
obOecrieunBaeTcs JHUICH3UPYIOIIMM OPraHoM IOCPEJCTBOM €€ pa3MElleHHs B HWH(OpMalOHHO-
TEeNIEKOMMYHUKAIIMOHHOU ceT "MHTepHET", B TOM 4ucie B popMe OTKPHITHIX JaHHBIX. J[aHHBIE O
JULEH3UAX, COJAEp)KAIlUecss B PEECTpe JUIEH3HMM, MOJIydaloT CTaTyC OTKPBITHIX JAHHBIX MpU
BHECEHUU 3aIUCH B 3TOT PEECTP, KOTOPHIN BEAETCS B ANEKTPOHHOM BHUJIE.

(m. 12 B pen. [locranosnenus [IpaButensctBa PO ot 02.12.2020 N 1986)

13. JIMIIEH3MOHHBIN KOHTPOJIb OCYIIECTBIISIETCS B MOPSIKE, YCTaHOBICHHOM dDenepaibHbIM
3akoHOM "O 3amuTe npaB IOPUAMYECKUX JUI U HUHIUBUIYAIBHBIX MpEANpUHUMATENCH Npu
OCYILIECTBIICHUH T'OCYIapCTBEHHOIO KOHTPOJIS (HA/A30pa) U MyHHUIIMIAIBHOTO KOHTPOJIA'", ¢ y4eToM
ocobeHHOCTeH, ycraHOBIeHHbIX DenepanbHbiM 3aKOHOM "O JUIEH3UPOBAHUU OTICIBHBIX BUJOB
NeaTenbHOCTH" .

14. IlpencraBiieHue COMCKATENEM JIMLEH3UU 3asBJICHUS M JIOKYMEHTOB, HEOOXOIUMBIX [UIs
MOJIydeHUsl JIMLEH3MH, M MX IMpPUEM JUIEH3UPYIOIIUM OpPTaHOM, NPUHATHE JMILEH3UPYIOLIUM
OpraHoM pelIeHHs] O MPEeIOCTAaBICHUN JHLEH3UM (00 OTKa3e B MPEeNOCTaBICHUU JIMLECH3HUH),
nepeoGopMiIeHUH JHLEH3UN (00 oTka3e B mepeo(OpMIICHHUH JIUIEH3UH), HPUOCTAHOBJICHMH,
BO300HOBJICHUM, IPEKPAIIEHUU ACUCTBUS JIMLIEH3UU, a TAaKKe IPEIOCTABICHUE BBIUCKU U3
peecTpa JnLeH3uH, (OpPMUPOBAHUE M BEJCHUE JIMIIEH3MOHHOTO Jiesa, (JopMUpOBaHUE U BEJCHUE
peecTpa JMIEH3UH U MPENOCTABICHUE CBEICHUH, COJEPKAIIMXCS B pEeCTpe JHUIEH3UM,
OCYILECTBISIOTCA B MOpsAIKe, ycTaHOBIeHHOM @enepanbHplM 3akoHOM "O JHMIIEH3UPOBAaHUU
OTZIEbHBIX BUJIOB AEATEIBHOCTH" .

(B pen. IlocranoBnenus IlpaButensctBa PO ot 02.12.2020 N 1986)

15. 3a mnpenocraBieHHE JMIEH3UPYIOIIMM OpraHoM JIMIIEH3MH, ee mepeodopmiieHHe
yIJIauuBaeTCsd TOCYJapCTBEHHAs INOLUIMHA B pa3Mepax U MOPSAKE, KOTOPbIE YCTAaHOBIJIEHBI
3akoHo1aTebcTBOM PD 0 Hanorax u coopax.

(B pen. IlocranoBnenus IlpaButensctea PO ot 02.12.2020 N 1986)

12 n3 18


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO ot 06.07.2012 N 686 — O6 yTBepxaeHun MNMonoxeHust o NMLEeH3MpoBaHUN NPOM3BOACTBA
nekapcTBeHHbIX cpeacTB — [lencTByroLaa nocnenHss pegakumns ot 22.12.2020 — Pegakuma N 7 — Havano gencteua pegakuum
01.01.2021

Brinucka u3 peectpa nMIeH3UM Ha OyMaXKHOM HOCHUTENE MPEocTaBiseTcs 3a miary. Pasmep
TAKOM IJIaThl, NOPSAJOK €€ B3UMaHMs, Cllyyal M THOpSAOK €€ BO3BpaTa YCTaHABJIMBAIOTCS
(benepaabHBIM OpPraHOM HCIIOTHUTEIBHON BIACTH, ONPEACISIONINM TOCYIaPCTBEHHYIO TIOJUTHKY B
cepe nueH3UpOBaHMA. BpImncka u3 peecTpa JHLEH3UH B (OpPME IEKTPOHHOTO JOKYMEHTA,
MOJMTUCAHHOTO YCWJIGHHOW KBaJHM(HIMPOBAHHON SJEKTPOHHOW MONHCHIO JIMLIEH3UPYIOMIETO
oprasa, IpeocTaBJseTcsl 0€3 B3UMaHUs IUIATHI.

(a63am BBeseH [locranonenunem [Ipasutenscta PO ot 02.12.2020 N 1986)

[Tpunoxenne k [1010KEHUIO O TULIEH3UPOBAHUHN MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB

Ilepeuenb padoT, COCTABISAIOIIMX AESITEIBLHOCTD M0 NPOU3BOJCTBY
JIEKAPCTBEHHBIX CPeJICTB

Crincok n3MeHsomux 10KyMeHToB (B pel. [loctanoBnenus IlpasurensctBa PO ot 22.12.2020 N
2206)

I. B cepe oOpaimeHus JeKapCcTBEHHBIX CPEACTB AJIS1 MEAUIMHCKOIO
npumMeHnenns <1>

[Ipou3BOCTBO JIEKAPCTBEHHBIX CPEACTB Ui MEIUIMHCKOTO TMpUMEHeHHs U (WiIn)
JIEKapCTBEHHBIX MPENapaToB AJsl KIMHUUECKUX UCCIIeI0BaHUMN (MCTIBITAaHUM):

1. IIpon3BOACTBEHHBIE OTIEPALIUM — JICKAPCTBEHHAS MTPOAYKIUA <2>,

1.1. CrepunbHas IpoIyKIHUS:

1.1.1. IlpomsBogumasi acenTHYECKUM IyTeM (orepanud oOpabOTKH IS  CICAYIOITUX
JIEKApCTBEHHBIX (POPM):

1.1.1.1. XXunkue nekapcTBeHHBIC (HOPMBI OOJIBIIIOTO 0OBEMA.

1.1.1.2. Xunkue nekapcTBeHHbIC (HOPMBI MAJIOTO OObEMa.

1.1.1.3. JInopumimsatsl.

1.1.1.4. TBepapie nexkapcTBEHHbIE (JOPMBI U UMILJIAHTATHI.

1.1.1.5. Msarkue jnexkapcTBEHHbIE ()OPMBI.

1.1.1.6. ITpouas mpoayKiusi.

1.1.2. TloaBepraemas (pUHUIIHON cTepuwiIM3anuu (onepanuu oOpabOTKU ISl CIEIYIOIIUX
JIEKAPCTBEHHBIX (POPM):

1.1.2.1. XKuakue jgexapcTBeHHbIE (OPMBI OOJIBIIIOTO 0OBEMA.

1.1.2.2. XKuakue gexapcTBeHHbIC (POPMBI MAJIOTO 00ObEMa.

1.1.2.3. TBepble ekapcTBEHHBIE (POPMBI U UMILIAHTATHI.

1.1.2.4. Msrkue nekapcTBEHHbIE (POPMBIL.

1.1.2.5. [Ipoyast mpoayKIus, JIeKapCTBEHHbIE (POPMBI.

1.1.3. Beimyckaromuii KOHTPOJIb (CepTUDHUKALMS CepUit).

1.2. HectepuiibHast IpoyKILIMS:

1.2.1. HecrepunbHast mpoaykius (omepauuu oOpaOOTKH Ui CIEAYIOIIUX JIEKapCTBEHHBIX
bopm):

1.2.1.1. Kamncynsl B TBep0i 000JI0UKE.

1.2.1.2. Kancynsl B MArkoi o0osi0uKe.
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1.2.1.3. )KeBarenbHbIe JI€KapCTBEHHBIE (DOPMBI.

1.2.1.4. IMniperHUpOBaHHBIE JIEKAPCTBEHHBIE (DOPMBI.

1.2.1.5. XKunkue nexapcTBeHHBIE (POPMBI [T HAPYKHOTO TPUMEHEHHS.

1.2.1.6. XKunkue nekapcTBeHHbIE (OPMBI AJIs1 BHYTPEHHETO IIPUMEHEHUSI.

1.2.1.7. MeauIMHCKHE Ta3bl.

1.2.1.8. IIpoune TBepbIC JIEKAPCTBEHHBIEC (DOPMBI.

1.2.1.9. Ilpenapatel, HAXOAAIIUECS IO JABJICHUEM.

1.2.1.10. PagroHyKIuHBIE T€HEPATOPHI.

1.2.1.11. Msrkue nexkapcTBEHHbIE (POPMBI.

1.2.1.12. CBeun (Cynmno3uTopun).

1.2.1.13. Tabnerkwu.

1.2.1.14. TpancaepManbHbl€ IIACTHIPH.

1.2.1.15. Ilpoyast mpoxyKuusl, I€KapCTBEHHbIE (POPMBI.

1.2.2. Beimyckaromniuit KOHTpOJIb (CepTUUKALIMS CEpUiA).

1.3. buonornyeckas JiekapcTBEHHas! POAYKIU:

1.3.1. buosornueckas jnekapcTBEHHas MPOAYKIUA <3>:

1.3.1.1. IIpoxykThl KPOBH.

1.3.1.2. UmMyHODOTHY€ECKast (MMMYHOOHOJIOTHYECKAs) POTYKIIHS.

1.3.1.3. ITpoayKThl Ha OCHOBE COMAaTUYECKUX KJIETOK.

1.3.1.4. I'enoTepaneBTHYECKAS IPOTYKIIHS.

1.3.1.5. buotexHosornueckast HpOIyKIHs.

1.3.1.6. IIpoayKThl, 3KCTparupoBaHHBIE W3 XKUBOTHBIX MCTOYHUKOB WJIM OPTraHOB (TKaHEH)
YeoBeKa.

1.3.1.7. ITpoAyKThl TKAHEBOW MHKECHEPUH.

1.3.1.8. IIpouas Guostoruaeckast mpoIyKITus.

1.3.2. Beimyckaronuii KOHTpOJIb (cepTudukanus cepuii) (mepeueHb BUIOB MPOIYKITUH):

1.3.2.1. ITpoayKThl KpOBH.

1.3.2.2. UmmyHoJIOTHYeCcKast (MMMYHOOHUOJIOTHYECKAsT) TTPOTYKITHS.

1.3.2.3. IIpoayKThl Ha OCHOBE COMAaTHYECKUX KIIETOK.

1.3.2.4. I'eHoTepaneBTUYECKAs MPOTYKIIHS.

1.3.2.5. buorexHojoruyeckas npoyKIus.

1.3.2.6. IIpoayKThl, SKCTparupoBaHHBIE W3 XKUBOTHBIX MCTOYHUKOB WJIM OPTraHOB (TKaHEH)
YenoBeKa.

1.3.2.7. IIpoxyKThl TKAHEBON MHXKEHEPUH.

1.3.2.8. [Ipouas Ouonoruyeckas mpoyKIHsl.

1.4. IIpouas nekapcTBEHHAs! TPOAYKIUS WIH POU3BOJICTBEHHBIE OTIEPAIIUU:

1.4.1. IIpousBoacTBo <4>:

1.4.1.1. PacTuTenbHas npoayKLus.

1.4.1.2. l'omeonaTyeckasi mpoLyKIUs.

1.4.1.3. ITpouas npoaykuus.

1.4.2. Crepunm3anus papMaeBTUUECKUX CyOCTaHIIMN, BCIIOMOTaTEIbHBIX BEIECTB, TOTOBOM
IIPOTYKIIAHN:

1.4.2.1. ®unprpanus.

1.4.2.2. CyxoxapoBasi CTEpUIN3ALHSL.

1.4.2.3. Creprin3zanusi mapom.

1.4.2.4. XuMuueckas CTepuan3aiusi.

1.4.2.5. Crepunnsanus raMMa-u3Iy4eHUEM.

1.4.2.6. Crepunnsanus 3J1€KTPOHHBIM U3ITy4YEHUEM.

1.4.3. TIpouee.
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1.5. VnakoBka:

1.5.1. IlepBuuHas ynakoBKa:

1.5.1.1. Kancynel B TBep10i1 0007104KeE.

1.5.1.2. Kancynel B MsiTKoi 000J10UKe.

1.5.1.3. )KeBarenbHbIe JI€KaPCTBEHHBIE (DOPMBI.

1.5.1.4. IMniperHUpOBaHHBIE JIEKAPCTBEHHBIE (DOPMBI.

1.5.1.5. XKunkue nekapcTBeHHbIE (OPMBI AJIs1 HAPYKHOTO IIPUMEHEHHUS.

1.5.1.6. XKunkue nekapcTBeHHbIE (POPMBI AJIs1 BHYTPEHHETO IIPUMEHEHUSI.

1.5.1.7. MeauuuHCKHe rasbl.

1.5.1.8. [Ipoune TBepbie TeKapCTBEHHBIE (POPMBI.

1.5.1.9. Ilpenapatel, HAXOAAIIUECS TIO/I JABJICHUEM.

1.5.1.10. PaguonyKiIuHbIE TEHEPATOPBHI.

1.5.1.11. Msrkue nexkapcTBeHHbIE (POPMBI.

1.5.1.12. CBeun (cynmno3uTopun).

1.5.1.13. TaGnerxkwu.

1.5.1.14. TpancnepMalIbHbIE TIACTBIPH.

1.5.1.15. TIpoyas npoaykuusi.

1.5.2. BropuuHas yrnakoBKa.

1.6. McribITanust KOHTPOJIS KA4ECTBA:

1.6.1. Mukpo6Hosorn4ecKue: CTepIIbHOCTD.

1.6.2. Mukpo6uosornyeckie: MUKpOOHOJIOTHYecKasi YUCTOTA.

1.6.3. Xumudeckue (pu3ndeckue).

1.6.4. buonoruueckue.

1.7. XpaHenue u peanusanus JEKapCTBEHHBIX CPEJCTB:

1.7.1. XpaHneHue npou3BeACHHBIX JIEKAPCTBEHHBIX CPEICTB.

1.7.2. Peanu3anus u (Win) iepeaada Mpou3BEICHHBIX JIEKAPCTBEHHBIX CPEJICTB.

1.8. MapkupoBKa JEKapCTBEHHBIX CpPEICTB, MOJICKANIMX 00s3aTeILHON MapKUPOBKE
CpeAcTBaMU MJICHTU(UKaLUK:

1.8.1. Cepuanuzarusi.

1.8.2. Arperanus.

2. UMmopT neKapCTBEHHOM MPOIYKIIUU <2>,

2.1. McnpITaHust KOHTPOJISI KAYECTBa UMIIOPTUPYEMOM JIEKAPCTBEHHOM MPOTYKIIUKN <5>:

2.1.1. MukpoOHOIOTHYECKHE: CTEPHIBHOCTb.

2.1.2. MukpoOuonornyeckie: MUKpOOHOIOrHuecKas YuCTOTa.

2.1.3. Xumuyeckue (puzundeckue).

2.1.4. buonoruyeckue.

2.2. Beimyckaromuii KOHTPOJb (cepTHdHUKALUs cepuil) UMIOPTHUPYEMOW JeKapCTBEHHOU
MpOAyKIUHU <6>:

2.2.1. CrepuibHas NpOIyKIMS:

2.2.1.1. IlpousBoanMasl aCENTUYECKUM ITyTEM.

2.2.1.2. Iloasepraemasi QUHUIIHON CTEPUIM3ALINY.

2.2.2. HectepuiibHasi MPOAYKIIHSL.

2.2.3. buonoruyeckas J€KapCTBEHHAsI MPOIYKIIHS:

2.2.3.1. IIpoyKTBI KpOBH.

2.2.3.2. UmmyHONOTHYECKas! (MMMYHOOHOJIOTHYECKAs) PO TYKITH .

2.2.3.3. [IpoayKThl HA OCHOBE COMAaTUYECKUX KIIETOK.

2.2.3.4. 'eHoTepaneBTHUECKAs TPOIYKIIHS.

2.2.3.5. buorexHoaoruueckas mpo yKIus.
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2.2.3.6. IIpoayKThl, SKCTparupoBaHHbIE U3 JKUBOTHBIX HMCTOUYHUKOB WJIM OPraHOB (TKaHEM)
4eJI0BeKa.

2.2.3.7. [IpoayKThl TKAHEBOW HHKEHEPUU.

2.2.3.8. IIpouas OuosornyecKkas mpoIyKIus.

2.3. [Ipouast nesTeaIbHOCTh IO UMIIOPTY (BBO3Y) <7>:

2.3.1. [Tnomanka ¢pusuveckoro ummopra (BBo3a).

2.3.2. UMnopT npoMeXyTOYHOTO MIPOYKTa, MOABEPraroIlerocs JajbHene oopadoTke.

2.3.3. Ilpouee.

2.4. MapKkupoBKa JIEKapCTBEHHBIX CPEJICTB, MOJUICKAIMUX O0sM3aTEITbHON MapKHpPOBKE
CpeAcTBaMU HIIeHTH(DUKAINH:

2.4.1. Cepuanu3zanus.

2.4.2. Arperarusi.

3. IlpousBoicTBeHHBIE Ooniepanny ((papManeBTHUECKUE CyOCTaHITUN) <2>.

3.1. IIpousBoacTBO hapMalleBTUUECKUX CYOCTaHIIUN METOJJOM XUMHUYECKOTO CUHTE3a!

3.1.1. IIpon3BOACTBO MPOMEKYTOUHBIX MPOTYKTOB (hapMaIleBTHUECKON CYyOCTaHIIHH.

3.1.2. IIpou3BoACTBO HEOUHUIIIEHHOH (HE0OpaboTaHHOI) (papMalleBTUYECKOM cyOCTaHINH.

3.1.3. 3aBepiaroniye craguu MPOU3BOJCTBEHHOIO Mpoliecca (HanpuMep: OYUCTKa, 00padoTka
(DMBUYECKUMU METOIaMH).

3.1.4. Tlpouee.

3.2. Ilpous3BoACTBO (hapMaIEBTUUECKUX CYOCTAHIIMHA METOJIOM BBIJCIICHUS] U3 TPUPOTHBIX
HUCTOYHUKOB:

3.2.1. Broigenenue ¢apmaneBTUUECKUX CYOCTaHIIMH W3 HCTOYHUKOB PACTUTEIHHOTO
MIPOUCXOKICHHUS.

3.2.2. Buigenenue ¢apmareBTUUECKUX CYOCTaHIIMH W3  HCTOYHHKOB  YKWBOTHOTO
MIPOUCXOKICHHUS.

3.2.3. Beigenenue (apMameBTHYECKUX CYOCTaHIIMKA W3 WCTOYHHMKOB W3 OPraHoB (TKaHEH)
YeloBeKa.

3.2.4. Beigenenne (papManeBTHYECKUX CyOCTaHIIMH M3 HMCTOYHHUKOB MHHEPaIbHOTO
MIPOUCXOKICHHUS.

3.2.5. Moaudukarus BelACICHHON (hapMaleBTUUECKON CyOCTaHIIUU (YKa3hIBAETCS MCTOYHHK
3.2.1,3.2.2,3.2.3,3.24).

3.2.6. OuncTKa BBIJICICHHOW (papMaleBTHYECKO# CyOCTaHIMM (yKa3bIBaeTCs UCTOYHUK 3.2.1,
3.2.2,3.2.3,3.2.4).

3.2.7. Ilpouee.

3.3. Ilpou3BoacTBO (hapMalleBTHUECKUX CYOCTAHLIUNA C HUCIHOJIB30BAaHUEM OMOJIOTHMUYECKUX
MIPOLIECCOB:

3.3.1. ®epmenTanus (OpoxeHue).

3.3.2. IIpou3BOACTBO C HCIOJb30BaHHEM KIETOYHBIX KyIbTyp (YyKa3bIBaeTcs THUI
UCMOJIb3YEMBIX KIIETOK).

3.3.3. Beinenenune (Ounctka).

3.3.4. Moaudukarus.

3.3.5. Tlpouee.

3.3(1). ITpousBoacTBo (hapMarieBTUYECKON CyOCTaHIIMM CIMPTa STHIIOBOTO (3TaHOJA):

3.3(1).1. IIpou3BOJACTBO METOAOM pa3BEACHUS BOJOW OYMIIEHHON pEeKTH(PHUKOBAHHOTO
STWJIOBOTO CIIMPTA U3 MUILEBOTO ChIPbsS, IPOU3BEAEHHOIO N0 MECTY OCYILECTBIEHUS MTPOU3BOJICTBA
(bapMmareBTHUECKON CyOCTaHIIMM CIIUPTA STUIOBOTO (3TAaHOJA).

3.4. TIpou3BOACTBO CTEPHIBHBIX (apmaleBTHUYeCKUX cyoOcraHimii (pasmenst 3.1, 3.2, 3.3
JIOJIKHBI 3aIIOJIHATHCA [0 MEPE UX IPUMEHUMOCTH):
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3.4.1. IlpousBoauMble B aCENITUYECKUX YCIOBUSX.

3.4.2. llonBepraemple PUHUIIHON CTEPUITH3ALINY.

3.5. 3aBepiuaroniye CTaIuu MPOru3BOACTBA (hapMalleBTUIECKUX CYOCTaHIINIA:

3.5.1. Craguu ¢usudeckoii o0paboTku (yKa3plBaeTcsi BUA OOpaOOTKM, HAampuMep: CYIIKa,
H3MEeNbYCHHE, POCCUBAHNUE).

3.5.2. IlepBuuHas ynakoBKa.

3.5.3. BropuyHas yraxkoBka.

3.5.4. Tlpouee (151 onepanuii, He ONMMCAHHBIX BBIIIIE).

3.6. McnbITanust KOHTPOJIS KauecTBa:

3.6.1. Xumnueckue (¢pusznueckue).

3.6.2. MukpoOnoIOru4ecKue: MUKpOOHOJIOTUIECKast YUCTOTA.

3.6.3. MUKpOOHOIOTHYECKUE: CTEPHIBHOCTb.

3.6.4. buonoruyeckue.

3.7. Xpanenue u peanuzanus ¢papMareBTUIeCKX CyOCTaHIINM:

3.7.1.1. XpaHeHue npou3BeIeHHbIX (apMalleBTUUECKUX CyOCTaHIUI.

3.7.1.2. Peanuzanus u (WiIn) Tiepeiavya Mpou3BeACHHBIX (papManeBTHIeCKUX CyOCTaHIINH.

I1. B cdepe oOpamieHnst JIeKAPCTBEHHBIX CPEICTB JISl BETEPHHAPHOI0
NPUMEHEeHUs

4. TIpou3BOACTBO, XpaHEHHWE W peanm3arus ¢GapMareBTUYECKUX CYOCTaHIIHMM, MOJIydaeMbIX
METO/JaMU XUMHUYECKOTO CHHTE3A.

5. Ilpou3BOACTBO, XpaHEHHE W peanu3aius (papMaleBTHIECKUX CYyOCTaHIIUM, TMOTy4aeMbIX
METOJaMH OMOTEXHOJIOTHYECKOTO CHHTE3A.

6. Ilpou3BOACTBO, XpaHEHHE W peanu3aiys (papMaleBTHICCKUX CYyOCTaHIIUM, MOTy4aeMbIX
METO/IaMU BBIJICJICHUSI U3 XUMUYECKOTO ChIPbSL.

7. 1lpou3BoACTBO, XpaHEHUE U peanuzauus (QapMaleBTUUYECKHX CYOCTaHIUM, MOJTydaeMbIX
METO/IaMU BbIJICJICHUS U3 HICTOYHUKOB OMOJIOTHYECKOTO, Y)KUBOTHOTO MPOUCXOXKICHHUS.

8. IIpou3BOJCTBO, XpaHEHUE W peanu3anvs (papMareBTHUYECKUX CYOCTaHIUH, MOIyd4aeMBbIX
METOJIAMH BBIJICIICHUS U3 HCTOYHUKOB PACTUTEIBLHOTO TIPOUCXOKICHHS.

8.1. Ilpou3BojaCTBO, XpaHEHHWE M peain3anus (apMaleBTHYECKONW CYOCTaHIIMH CIUPTa
ATUJIOBOTO (3TAHOJIA).

9. Ilpow3BOJACTBO, XpaHEHHE M peaHM3alMs CTCPHIIbHBIX JIEKAPCTBEHHBIX IMPENapaToB ¢
yKa3aHHMEeM KOHKPETHOM JIGKapCTBEHHOW (opMbl  (a3p030Jib, TE€b, KpeM, JIUHHMCHT,
TuopUIN3UPOBAHHBIE TPOAYKTHI, Ma3hb, 11acTa, MJIEHKA, TOPOIIOK, PACTBOP, PACTBOP ISl HHBEKIIUA,
CTeKIooOpa3Hass Macca, CTepWIbHas TOPHCTas Macca, CYCIEeH3us, cyXas wmacca, TaOJleTKH,
OMYIBCHUH).

10. ITpon3BOACTBO, XpaHEHHE U pealn3allis HECTEPUIIbHBIX JIEKAPCTBEHHBIX IPENapaToB ¢
yKa3aHMEeM KOHKPETHOH JeKapCcTBEHHOM (opMbl (a’spo3onb, Oaiib3aM, OpUKET, Teib, TPaHYIIb,
Jpaxke, KallIM, KalcCyibl, KamlCylbl MSTKHE, KpeM, JMHMMEHT, Ma3b, MAacllo, MUKPOI'pPaHYIbI,
MUKPOKAIICYJIbl, HACTOW, HACTOMKA, MACTUIIKH, 11acTa, MEJJIeThl, IUIACTHHBI, TUIACTUHKY, MJIaCThIPh,
IUICHKA, IIOJIMMEpHasi JIEHTa, IIOJIOCKM, IOPOLIOK, pPacTBOp, CHUPOI, CIpeH, CYNIO3UTOPHH,
CYCMEH3Hsl, TaOJIETKH, IIHYP, SKCTPAKT, HITUKCUP, IMYIbCHS).
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<1> JlexapcTBeHHBbIE (OPMBI YKa3blBaIOTCI B COOTBETCTBUM C HOMEHKJIATYpOH
JIEKapCTBEHHBIX (OpM, yTBepKAeHHOW EBpasmiickoil 3KOHOMHYECKOW KoMuccuel. B ciyuae
OTCYTCTBHSI B HOMEHKJIAType JIEKapCTBEHHBIX (POpM, yTBepkIeHHON EBpa3uiickoii SKOHOMHYECKOH
KOMHUCCHUEH, JEKapCTBEHHON (OpMBbI, 3asBJIEHHOW NMPOU3BOAUTENEM, TaKas JEKapcTBEHHas (opMma
YKa3bIBAETCSl B COOTBETCTBUU C MEPEUYHEM HAWMEHOBAHUI JIEKapCTBEHHBIX (POPM, yTBEPKIACHHBIM
MununcrepcTBoM 31paBooxpanenus PD.

<2> Vka3bIBalOTCS IPUMEHUMbIE ITYHKTHI.

<3> B kareropuu 1.3.1. "buosiornuyeckasi jekapcTBeHHasi NIPOAYKIHUA" B COOTBETCTBYIOIIEM
nojpaszene 00sA3aTeNbHO  YKas3blBAIOTCA TIPYIIBl  [penapaToB  (JIEPreHsl,  auIeproMbl,

AQHAaTOKCHHBI,  BAaKUWHBI,  TraMMarjioOylIWHbBI, = HUMMYHOTJOOYIMHBI, = HWMMYHOMOJYJISATOPBI,
MOHOKJIOHQJIbHBIE AHTUTEJA, CBIBOPOTKH, TOKCHHBI, LIUTOKHWHBI, IMPENApaThbl, IOJIy4aeMbIE U3
KUBOTHOTO CBIpB, WHCYJIVHBI, OpraHoIpenaparsl, Oaktepuodaru, BAKIMHBI,

MMMYHOTJIOOYJTMHOBBIE KOMIUIEKCHBIE Tpenaparbl, MPOOHMOTHKH, Mpovas OWOTEXHOJOTHYECKas
MIPOTYKIINS).

<4> B xareropuu 1.4.1. "IlpomsBoactBo" B mompazzaene 1.4.1.3 o0s3aTeNbHO yKa3bIBAIOTCS
rpynmnel  mpenapatoB  (paguodapMareBTUYECKUE JICKAPCTBEHHBIE CPEJCTBA, IUTOCTATHKH,
IIUTOTOKCUKH, TOPMOHBI, AaHTHOWOTHKH O€Ta-TaKTaMHOTO psia, TMpernapaTel, COACpIKaIIue
CIJIBHOJCWUCTBYIOIINE BEIIECTBA, HAPKOTUYECKHE JIEKAPCTBEHHBIE CPEJICTBA, IICUXOTPOITHbIE
JIEKapCTBEHHBIC CPECTBA).

<5> B kareropum 2.1. "McnpiTaHus KOHTPOJS KadecTBa MMIOPTUPYEMOW JIEKapCTBEHHOU
NPOAYKIMU"  YKa3bIBA€TCSI  COOTBETCTBYIOIIMM  MOJApa3fel B  Cllydae  OCYIIECTBICHHS
COOTBETCTBYIOIIETO MUCIBITAHUS KOHTPOJIS KauecTBa Ha MPOM3BOJACTBEHHOM OOBEKTE B OTHOLIECHUU
UMIIOPTUPYEMBIX JIEKAPCTBEHHBIX CPE/ICTB.

<6> B karteropuu 2.2. "BpImycKkaromuid KOHTPOJIb (CepTUUKAIUS Ceprii) UMIOPTUPYEMOM
JICKapCTBEHHOW  MPOAYKIMHU'"  yKa3blBa€TCsl B  CIy4a€ OCYIIECTBJIEHUS  MOATBEPKIACHUS
COOTBETCTBHUSl YMOJHOMOYEHHBIM JIMIIOM MPOU3BOJUTENS B OTHOIICHUH HMIIOPTUPYEMbBIX
JIEKapPCTBEHHBIX CPEJICTB.

<7> B kareropuu 2.3. "lIpouas nesTeapbHOCTh TO HMHIOPTY (BBO3Y)" moapasmen 2.3.1
YKa3bIBAETCS TOJILKO B ClIydae XpaHEHHs] UMIOPTHPYEMbIX JIEKAPCTBEHHBIX CPEJICTB, 0XKHJIAIOUINX
MOATBEPHKICHUSI COOTBETCTBUS YITOJIHOMOUYEHHBIM JIMLIOM MPOU3BOAUTEIIS.
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