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06 yreepaxpaennu IpaBni Hagexaleid aNTeYHOH IPAKTHKH JIeKAPCTBEHHbIX
MpenaparToB JJsl MEAHIMHCKOI0 IPUMeEHEeHHUs

B coorBerctBuu ¢ myHkToM 18 cTaThu 5, wacteio 1 cratbu 55 ®enepanbHOro
3akoHa oT 12 ampenst 2010r. Ne 61-03 «O6 oOpaiueHun JTeKapCTBEHHBIX CPEICTBY»
U noxnyHkToM 5.2.164' mynkra 5 TlonoxeHus o MuHucrepcTBe 31paBOOXpaHEHUS
Poccuiickoii  ®exnepanmu,  yTBEp)KIGHHOTO  OCTAHOBIEHHEM  IIpaBHTENBCTBA
Poccuiickoit @enepauuu ot 19 uions 2012 1. Ne 608, np M K a3 B B a 10:

1. YrBepauts npunaraemele IlpaBuina Haiiexawelf anTedHOM —NpPaKTHKH
JIeKapCTBCHHBIX MPENapaToB I MEAUILIHHCKOTO IIPUMEHEHHS.

2. Tlpu3Hate yTpAaTMBIUMM CHIYy IpHKa3 MHUHHUCTEPCTBA 3PABOOXPAHCHHUS
Poccuiickoit @exepanmu ot 31 asrycra 2016 r. Ne 647u «O6 yrBepxacuun IIpaun
HaJJIe)KAIIEH aNTeYHOH TPAKTUKH JIEKApPCTBEHHLIX IPENapaToB AN MEIUIIMHCKOTO
NPUMCHEHHUs (3aperucTpupoBaH MuHHCTEpCTBOM roctuimu Poccuiickoit deneparmu
9 auBaps 2017 r., peructpaimonusiit Ne 45113).

3. Hacrosiumii npukas BcTymaeT B cuay ¢ 1 cenrsOps 2025 r. u jgecTByer
1o 1 centsiopsa 2031 ropa.

Munucrp M.A. Mypaiiiko



VTBEPXXIEHEI

nprkazoM MHUHHUCTEPCTBA 3IpaBOOXPaHEHUS
Poccutiickoit @enepanmnmn

s T - o~

or« <Yy d “1pPEA A 2025 1. Ne 285+

HpaBn.na HaAJexKalen anTre4yHoH IMNPAKTHKH JICKAPCTBCHHLIX NIpennapaToB 1Jisl
MECAHIHHCKOI'O IPHMCHCHUA

1. Hactossmue IlpaBuina Hamiexamed anTedyHOH IPAKTUKH JIEKApCTBEHHBIX
IpernapaToB JyUisi METUIIMHCKOTO TMpUMEHEeHHs ([janee - JIeKapCTBEHHBIE IIpernaparhl)
pacnpoCTPaHSAOTCS Ha aTeYHble OpPraHU3allH, UHANBUIYAIbHBIX IIPEANPUHUMATENCH,
UMEIONNX  JIMUEH3UI0 Ha  (apMaleBTHYECKYl0 JeATelNbHOCTh, MEAUIMHCKUE
OpraHU3aliK, WMEIoIMe JUIEH3WI0 Ha  (apMaleBTHUYECKYl0  JesTeNbHOCTb,
U ux 000coOJIeHHble TOApa3/eNieHusl, pPacIoIO)KEHHbIe B CEIbCKUX HaCeIeHHBIX
IYHKTaX, B KOTOPBIX OTCYTCTBYIOT amnTe4Hble OpraHm3aluu (gajiee — CyObeKThl
PO3HUYHOU TOPTOBIIH).

2. Po3Hu4Hass TOProBisl JIEKapCTBEHHBIMU MperapaTaMu CyOBEKTOM PO3HUYHON
TOPTOBJIM OCYLIECTBIISIETCS MOCPEACTBOM peaN3alMi KOMILUIEKCAa MEPOIPUITHH,
HAIpaBIeHHBIX Ha oOeclieyeHHe KadecTBa PO3HUYHOW TOPIOBIM JIEKapCTBEHHBIMU
npenapataMd ¥ BKJIIOYAKOIIUX MPOIECCH], YKa3aHHbIe B MyHKTe 3 Hactosmux [IpaBun
(manee - cucTeMa KauecTBa).

3. CucreMa Ka4ecTBa BKJIIOYAET:

a) oripefiefieHHe IMPOLECCOB, BIMAIOLMIMX HA KayeCTBO YCIYr, OKa3bIBa€MBbIX
CyOBEKTOM pPO3HUYHOM TOProBJIM, HaINpaBIEHHBIX Ha YJOOBJIETBOpPEHHE CIpoca
MOKYyTIaTeNiel B JIEKAPCTBEHHBIX IperapaTax B TOM YUCIIE B COOTBETCTBUU C TPYAOBBIMU
byHKIUAMH pabOTHUKOB CYOBEKTOB PO3HMYHON TOProBiU (Hanee — pabOTHUKH),
TpedyCMOTPEHHBIMU TPO(PECCUOHANBHBIME CTAHAAPTAMU' M BKIIOYAIOMIKX OTIIYCK,
conelicTBre TpU BHIOOpe JIEKAPCTBEHHBIX MpernapaToB, OTHycKaeMbIX 0e3 pelenta
Ha JIEKQpPCTBEHHBIH TMpemapaT, IMpelocTaBleHWe MHPOPMAUUU O  HAJIWYUHU
JIeKapCTBEHHBIX MpEenaparos, AMEIOLINX OJIMHaKOBOE MEXTyHapOIHOE
HEMaTeHTOBAaHHOE HAUMEHOBAHHUE, B TOM YHCJIe MHPOPMAITHH O HAJTUYHH JIEKapCTBEHHBIX
mpenaparoB, HMeEIOUMX Oojlee HU3KYIO ILIeHy, O croco0ax MpueMa, pexuMax
JO3UPOBAHUSA, TEPANEeBTHUYECKOM JIEMCTBUHU, MPOTHUBONOKA3aHUAX, B3aUMOJIEHCTBUU
JIEKapCTBEHHBIX TIpeNapaToB NpW OJHOBPEMEHHOM IIpHeMe MeXJy coboir u (wim)
C MUILEH, IpaBUIaX UX XPaHEHHUS B TOMAIIHUX yCIOBHIX.

! TTocranosnenne [Ipaputensctsa Poccuiickoit @enepanuu ot 10 anpens 2023 r. Ne 580 «O pa3paGoTKe U YTBEPXKIACHUH
npodeccHOHAILHBIX CTAHAAPTOBY.
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0) ycTaHOBICHHE  TOCIEAOBAaTENbHOCTH U B3aUMOJEHCTBHS  IIPOLIECCOB,
HEOOXOMUMBIX JJI OOeclieueHuss CUCTeMBl KauecTBa, B 3aBUCHMOCTH OT UX BIUSHUS
Ha 0e30IaCHOCTh JIEKAPCTBEHHBIX NPENaparos;

B) onpeJieieHHe KOJMYECTBEHHBIX M KayeCTBEHHBIX I1apaMETPOB, B TOM YHUCIIE
MaTepHanbHBIX, (HUHAHCOBBIX, HMH()OPMAIMOHHBIX, TPYAOBbIX, HEOOXOIUMBIX
JUTSL IOJIIePKaHuUs IPOLIECCOB CUCTEMBI Ka4eCTBA M MX MOHUTOPUHTa;

I') IIOJIOXKEHHS O IPUHATHH Mep, HEOOXOIUMBIX JIISl JOCTHKEHUS 3aIlJIaHUPOBAHHBIX
pe3yIbTaTOB W TOCTOSHHOTO YIIYYIIEHHS KadecTBa OOCIy)XMBaHHMS ITOKyNaTenen
Y TIOBBIIIEHUS MEPCOHAILHON OTBETCTBEHHOCTHU PAOOTHHUKOB.

4. CucreMa KadecTBa HamlpaBlieHa Ha o0ecmedeHne CcoOOMIOAeHHe MopsaKa
Ha3Ha4eHHUs! JIEKapCTBEHHBIX IIPENapaToOB, MPaBUIl XpaHEHHs JIEKAPCTBEHHBIX CPEICTB
171 MEeIULMHCKOTO IPUMEHEHHs (fiajee — MpaBHla XPaHEHHs1)®, PABUII U3TOTOBIICHHUS
U OTITyCKa JIEKAPCTBEHHBIX NPEmnaparoB A MEIUIMHCKOrO NMPUMEHEHUs alTeYHBIMHU
OpraHU3alMsIMH, MMEIOIUMH JHULEH3MIO Ha (apMaleBTUYECKYIO JeATelIbHOCTH',
H TIpaBKJI OTIIyCKA JIEKAPCTBEHHBIX PENapaToB A MEIULUHCKOTO IIPUMEHEHUS .

5. CuacTeMa KayecTBa rapaHTUPYET CIEAYIOLIee:

a) IeKapCTBEHHBIE Tpenaparhl, peajiudyeMble CYOBbEKTOM PO3HUYHONW TOProBIIH,
3apEerUCTPUPOBAaHbl (32 HCKIIOYEHHEM JIEKapCTBEHHBIX IpernapaTtoB, KOTOpBIE
B COOTBETCTBHM C 3aKOHOIATEIHCTBOM HE IMOAJIEXAT PEerUCTpaluu (rocynapCTBEHHON
PETHUCTpPAIIUN);

0) obecrieueH KOHTpOJIb KavecTBa JIEKapCTBEHHBIX CPEACTB, B TOM YHCIE IIPH
UX TIpUeMKe, W3rOTOBJIEHWU aNTEUYHbIMH OpraHU3alUsSMH, XPAHEHUH, PO3HUIHOU
TOPTOBJIH U OTILYCKE;

B) COOJIFOJIAIOTCS YCJIOBUS XpaHEHUs JIEKapCTBEHHBIX CPEACTB M MEAUIMHCKOTO
NpPUMEHEHUs, B TOM YHCIIE€ IPHU TPAaHCIIOPTUPOBKE;

r) paboTHUKaMU obeclieueHo MpeIoCTaBIeHUE HACEIEHUIO IIOJTHOM U JOCTOBEPHOM
UHGOPMAIIUH O JIEKAPCTBEHHEIX MperapaTax B COOTBETCTBHU C TPYJOBBIMU QyHKLUAMU
pabOTHHUKOB, MTPeTyCMOTPEHHBIMH MPO(eCcCHOHANEHBIME CTaHAAPTaMH, C COOMIOIEHUEM
MPUHIUIIOB MEAULIMHCKOMN 3TUKU U IEOHTOJIOTUH;

1) pabOTHUKAaMHU COOMIOAAI0TCS MPUHIUITBI MEAULIMHCKOM 3TUKH U IEOHTOJIOTHH.

6. JlokyMeHTaIis CUCTeMbI KauecTBa pa3pabaThIBA€TCsl U COINIACOBBIBAETCS JIULIOM,
OTBETCTBEHHHIM 3a BHeIpeHHWe W oOecneueHHe CUCTEeMbl KauecTBa (jmanee —
OTBeTCTBEeHHOE JINLIO) U YTBEPKAACTCS PYKOBOJIUTENIEM CYyObEeKTa PO3SHUYHOM TOPTOBIIH.

PykoBoauTenb cyOBeKTa PO3HHYHOW TOProBIM OMpeeNisieT BUABI U (OPMBEI
JOKYMEHTAl[HU CHUCTEMBI KadecTBa, a TAakK)Ke Ha3HadaeT paOOTHUKOB, OTBETCTBEHHBIX
3a BeJIeHHUE U XpaHEeHUEe JOKYMEHTALMH CUCTEMBI Ka4eCTBa.

2 IIynkr 16 yactu 2 ctath 14 ®enepansHoro 3akona ot 21 Hoabps 2011 r. Ne 323-03 «O6 ocHOBAaX OXpaHbl 30POBbS
rpaxaaH B Poccuiickoii ®enepanun» (ganee — OenepabHblii 3akoH Ne 323-D3).

3 TIynktel 8 u 18 crateu 5, 9acts 2 crathu 58 MenepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 obpaiienun
JIeKapCcTBEHHBIX cpeACTB» (nanee — DenepanbHblii 3akoH Ne 61-D3).
4 Yacrs 1 craten 56 @enepansHoro 3axoHa Ne 61-@3.

SYactu 2 u 3 crathu 55 OenepanbHoro 3akoHa Ne 61-03,
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JlokyMeHTalus: CUCTEMBI KayecTBa OQOpMIISETCs CO CChUIKAMHU Ha JeHCTBYIOLIHE
HOPMAaTUBHBIE IPABOBBIE AKTHI, NOIAEPKUBACTCS B AKTyaIbHOM COCTOSIHUM M JOCTYITHA
pabOTHMKAM B COOTBETCTBHH C BEIIIOIHAEMBIMHA UMH (PYHKIIMSIMH.

JlolryckaeTtcst BeieHHe TOKyMEHTAlMM CUCTEMBI KaueCcTBa B DJIEKTPOHHOM BHJIE.

7. JlokyMeHTanus cUCTeMbl Ka4eCTBa BKJIIOUAET B TOM YHCIIE:

a) JOKyMEHT O MOJINTHKE U LEeJSIX AEATENbHOCTH CyOheKTa pO3HHYHOU TOProBIIH,
B KOTOpPOM  OIpEeAeNsioTcs  CcmocoObl  o0ecriedeHHs chopoca  MOKymareneit
Ha JICKApCTBEHHBIE IIpelaparsl, HEAONYILIEHHUS PHUCKOB MOMNaJaHWs B TpakKTaHCKUMA
000poT  HemoOpOKauyecTBEHHBIX,  (aTbCHOUIMPOBAHHBIX W  KOHTpa(aKTHBIX
JE€KapCTBEHHBIX MPenapaTos;

0) pyKOBOJICTBO IO Ka4YeCTBY PO3HUYHON TOPTOBITH JIEKAPCTBEHHBIMH IIPEIapaTaMH,
oIpe/iessIolIee HallpaBIeHUs Pa3BUTHS CyObeKTa pO3ZHUIHON TOPTOBIM, B TOM YHCIIE HA
OIpelIeNICHHBIN NIEPUO/T BPEMEHH, U COAEprKalllee CChUIKU Ha 3aKOHOJATEIbHbIE U HHBIE
HOpPMAaTUBHBIE  TPABOBBIE  aKThl, pEryJupylollue MOPSAJIOK  OCYIIECTBIICHHS
(apMaLeBTHUECKOH AESTENFHOCTH, ASATEIBHOCTH [0 000POTY HAPKOTHUECKUX CPEICTB
Y TICUXOTPOITHBIX BEIIECTB;

B) NPUKAa3bl U PacIOPSHKEHUS PYKOBOAUTENS (YIIOJTHOMOYEHHOTO UM JTOJDKHOCTHOTO
nuua) cyobeKTa pO3HUYHON TOProBiH 10 (papMalleBTUIeCKOH e TENLHOCTH;

I) JOKYMEHTBl, PETJIAMEHTHPYIOIIHe BCe TPOLECChl JEATENFHOCTH CyOheKTa
PO3HHYHOM TOPIrOBIH, BIUAIOIIME Ha KadyecTBO, 3(PGEeKTHBHOCTL M 0€30IacHOCTH
JEKApCTBEHHBIX I[IPENapaTtoB, B KOTOPBIX OIKCaHa MOCICI0BATEIBHOCTh JeHCTBHI
paboOTHMKA IpHU OCYIIECTBICHHHM YKa3aHHBIX IIPOLECCOB (hajiee - CTaHOApPTHBIE
OmnepalroOHHBIE TIPOLEYPHI);

1) JOKyMEHTBI, Kacarollliecs BBIIBICHUS MApTUH, CEPUH HEN00pOKAYeCTBEHHOIO
JIEKapCTBEHHOI'O CpEJCTBAa, HE3aperHCTPUPOBAHHOTIO JIEKAPCTBEHHOTO CPEJICTBA,
(GanbCHQUIIMPOBAaHHOTO  JIEKAPCTBEHHOIO  CPEICTBA, M3BATHA U3  OOpalleHus
¥ YHUYTOXXEHUS NapTHH MU CEpUH HeJOOPOKaYeCTBEHHOT'O JIEKAPCTBEHHOI'O CPEICTBA,
HE3apETUCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  CpPeACTBa,  (dambcuHIMpoBaHHOIO
JIEKapCTBEHHOI'O CPENCTBa, NpEKpallleHusl OOpalleHus cepuu HeZoOpOKauyeCTBEHHOI'O
JIEKapCTBEHHOI'O CPeCTBa, IPUOCTAHOBICHHS ITPUMEHEHUS JIEKapCTBEHHOTO Npernapara
nub0  OTMEHBl TIOCYJapCTBEHHOH  perucTpaliM  JIEKapCTBEHHOTO  Iperaparta
U HUCKIIIOYEHHMs €ro M3 TOCYAapCTBEHHOIO peecTpa JIEeKapCTBEHHBIX CPEACTB
B COOTBETCTBHUH € MyHKTOM | cratbu 32 ®enepansHoro 3akosa Ne 61-d39;

€) TOKyMEHTBI, GMKCHpPYIOILME Pe3yIbTaThl BHYTPEHHHX ayIUTOB;

K) )KYpHanbl, (QUKCHpyIOIIME M MOATBEPXKIAIOIIME IIPOLECCHl  OOecledeHus
CHCTEMBI KaueCTBa;

3) OpraHU3allOHHYIO CTPYKTYPY CYOheKTa pO3HUYHOM TOPTOBIIM;

® ITynktsI 75 1 76 [Tos10xeHns 0 heJepanbHOM rocy 1apCTBEHHOM KOHTPOIie (Haxzope) B cdepe obpaliieHHs NeKapcTBEHHBIX
CpeacTB, yTBepKAEHHOro nocTtaHoBieHHeM IIpaBurenscTBa Poccuiickoit @enepaimm ot 29 wmroms 2021 r. Ne 1049
«O denepansHOM rocyJapcTBEHHOM KOHTpoOJIE (Haa3ope) B cdepe oOpalueHus TeKapCTBEHHBIX CPEACTEY.



1) paBHJIa BHYTPEHHETO TPYJIOBOTO pacmopsika (3a HCKIIOUEeHHEM CYOBEeKTOB
MaJjioro MpeAnpUHIMATeNbCTBA);

K) aKkTyaJbHble CBEIEHUS U3 TOCYAApCTBEHHOI'O peecTpa IpeAelbHBIX OTIYCKHBIX
IIeH TPOU3BOJUTENEH Ha JIEKApPCTBEHHBIE MpENaparhl, BKIIOYEHHLIE B IEpeYeHb
KU3HEHHO HEOOXOUMBIX ¥ BAXKHEHUIIIHX JIEKAPCTBEHHBIX MPENapaToOB,; ‘

) JOJDKHOCTHBIE HHCTPYKIMH C OTMETKOW 00 O03HAaKOMIICHHH pPabOTHHKOB,
3aHUMAIOIIIX COOTBETCTBYIOIIHE IOJDKHOCTH;

M) IJIaH-TpaduK aHaJIN3a CUCTEMBI KadecTBa CyObeKTa pOZHUYHONW TOPTOBIIH;

H) IUIaH-Tpa@UK TEepBUYHON W TMOCIENyIoUlel MOATOTOBKA (MHCTPYKTaXa)
PabOTHHUKOB;

0) HOPSAOK 0TOOpa M OLIEHKH MOCTaBIMKOB JIEKaPCTBEHHEBIX IperapaToB (Jianee —
MTOCTABIIHK).

8. XypHanel, ykazaHHble B TOAIIYHKTE «K» MyHKTa 7 HacTosmux [IpaBui, BegyTcs
pabOTHHKAaMH, YIOJIHOMOYEHHBIMU PYKOBOJHUTENEM CYOBEKTa PO3HUYHOH TOPIOBIH,
Ha O6yMaXHbIX U (MITH) 3JIEKTPOHHBIX HOCUTEIAX (C BO3MOXXHOCTHIO ITOIITUCAHKS POCTOM
3JIEKTPOHHOH MOJMKCHIO) U BKIIIOYAIOT B TOM HHCJIE:

a) KXypHan (KapTy) eXeIHEBHOM perucrpalyy I[apaMeTpoB TeMIEpaTyphl
1 BII&YKHOCTU B IIOMELICHUIX (30HAX) ISl XpaHEHUS JIEKapCTBEHHBIX IIPeNapaToB;

0) KypHal eXeJHEBHOW pEerucTpaldyd TeMIepaTypsl BHYTPH XOJIOAMJIBLHOTO
obopynoBaHMS;

B) )KypHaJ ydeTa Olepaluii, CBI3aHHBIX C OOpallleHHeM JIEKapCTBEHHBIX CPEICTB
(Oms NeKapCTBEHHBIX CPEACTB, MOIEKAINNX IPEIMETHO-KOIUYSCTBEHHOMY Y4YeTy
(ipu Hanuuuu)’;

r) KypHan no obecreyeHHI0 CyOBEKTOB PO3HHUYHON TOPTOBIM JIEKAPCTBEHHBIMH
npernapaTamy, BXOJAIIMMH B MUHAMAJIbHBIH aCCOPTUMEHT JIEKAPCTBEHHBIX IPENaparos,
HEOOXOOUMBIX [l OKa3aHUs MEAWLUMHCKON moMolM (Jamee — MHHUMAJIbHBIN
ACCOPTHUMEHT), HO OTCYTCTBYIOIIUMH Ha MOMEHT OOpaIleHUs ITOKYIATE;

1) )KypHaJll ~y4eTa BBISIBJICHHBIX HapylleHHd B  OGOpPMIIEHMHM  pellenTa
Ha JIEKapCTBEHHBII Npenapar (B OTHOILIEHHWH PEleNTOB Ha OyMaXXHOM HOCHUTEJIE )»;

7 Ipunoxerns Ne 2 u Ne 3 k IpaBuiam perucTpauyy Onepauuil, CBA3aHHBIX ¢ 00palleHHEM JIEKAPCTBEHHBIX CPEICTB TS
MEIULIMHCKOTO MPHUMEHEHMS, BKJIIOYEHHBIX B IEPEYEHb JIEKAPCTBEHHBIX CPEACTB U MEIMIMHCKOTO TMPUMEHEHHS,
MOJICKALTUX MPEIMETHO-KOMHMIECTBEHHOMY YUETY, B CIELHATbHBIX )KypHAIaX yUeTa orepauuil, CBA3aHHBIX ¢ 00panieHueM
J€KApCTBEHHBIX CPEICTB M1 MEAMLMHCKOIO NPHMEHEHHUs, YTBEPXKACHHBIM MpUKa3oM MHHUCTEPCTBA 3IpaBOOXpaHEHHS
Poccwuiickoii ®eaepauun ot 17 mrons 2013 r. Ne 3781 «O0 yTBepKICHHUH NPaBUI PErUCTPALMH ONEpalni, CBA3aHHBIX
¢ oOpallleHHeM JIeKapCTBEHHBIX CPEJACTB JUI1 MEIUIUHCKOIO NPUMEHEHHS, BKIFOUEHHBIX B MEPEYECHb JICKAPCTBEHHBIX
CPeACTB AT MEAMLHUHCKOTO NMPUMEHEHHS, TTOJJIEKAIINX MPeAMETHO-KOIMIECTBEHHOMY YUETY, B CIIEHUANBHBIX XKypHaIax
y4eTa Onepaluii, CBA3aHHBIX C O0pallCHUEM JIEKAPCTBEHHBIX CPEIACTB U MEAUIUHCKOTO PUMEHEHHs, M MPaBWI BeICHHS
W XPaHCHW CTEUUalbHBIX J>KYPHAIOB ydeTa OIepauuil, CBA3aHHBIX C oOOpaleHWeM JeKapCTBEHHBIX CPEACTB I
MEJUIHHCKOTO MPUMEHEHUA» (3aperucTpupoBad MuHHCTEpCTBOM FocTULMH Poccuiickoit ®emepaunu 15 asrycra 2013 .,
peructpanyoHHslii Ne 29404) ¢ u3MeHEHMsIMH, BHECEHHBIMH TPHKa30M MMHHUCTEpCTBa 31paBooxpaHeHus Poccuifckoit
®enepaunu ot 31 okTa6pa 2017 r. Ne 8821 (3apeructpuporad MunucTepcTBOM FocTHIMH Poccuiickoii @enepanyu 9 ssHBApS
2018 r., peructpaunonHsiii Ne 49561) u npukazom Munuctepctea 3apaBooxpatneHus Poccuiickoii ®enepaunn ot 5 anpens
2018 r. Ne 149H (3apeructpupoBad MunncTepcTBOM rocTinnu Poccuiickoit @enepauuu 3 mas 2018 r., perucTpalldoOHHbIMA
Ne 50961).
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€) )KypHaJl ydeTa CpPOKOB TOJIHOCTH (IS JEKapCTBEHHBIX CPEJCTB CO CPOKOM
TOJHOCTH MeHee 6 MecslIeB);

) KypHaJI J1abOpaTOpHBIX M (PAcOBOYHBIX PabOT (AN CyOBEKTOB PO3HHUYHOM
TOPTOBITH, BBITTOJHSIONINX U3TOTOBIICHUE JIEKAPCTBEHHBIX MTPENapaToB);

3) )KypHaJIbl perucTpaliy Olepalyid, MpPH KOTOPHIX H3MEHSETCS KOIHYECTBO
IIPEKYPCOPOB HAPKOTHYECKUX CPEACTB M IICMXOTPOHHBIX BEIIECTB (IIPY HATUYUK)S;

M) )KypHal perucTpaluy omepalnui, CBA3aHHBIX C OOOPOTOM HApPKOTHYECKUX
CPEICTB M NCHXOTPOIHBIX BEIIECTB, B Pe3yJIbTaTe KOTOPHIX M3MEHSIOTCSH KOJUYECTBO
M COCTOSHME HAPKOTHYECKHUX CPEICTB M IICHXOTPOIHLIX BELIECTB (IIPY HAIMYKH )’

K) XypHal y4eTa JBUXEHUS HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IMPEIapaToB
(Ipy1 HAJTMYUHN),

) XypHaJl yuyeTa peLenTOB, HaXOAIIMXCs Ha 0OCITyKHBaHUH, Ha JIEKAPCTBEHHBIE
npernaparsl, OTIlyckaeMble OeCIUIaTHO WM CO CKUAKOH rpaxkJaHaMm, MMEIOIIUM IIpaBo
Ha ofecrieyeHue JIEKApCTBEHHBIMHM IIpernapaTaMl 3a CUET CpPEeJCTB OFOIKETHBIX
accurHoBaHuii ¢denepansHOoro Oromkera Hu  OIOKETOB CcyOBekTOB Poccuiickoii
Deneparuu (Ipu OCYLIECTBISHUH OTITyCKa YKa3aHHBIX JIEKAPCTBEHHBIX IIPEapaToB);

M) XypHaJ perucTpanuy BEITIOTHEHHBIX 3aKa30B M JOCTABOK IPH OCYIIECTBICHUH
PO3HHYHOM TOPIOBIM JEKapCTBEHHBIMH IIpernapaTaMH AUCTAHIIMOHHBIM CIIOCOOOM,
C YyKa3aHHMeM JaThl, BPEMEHH, HOMepa 3aKa3a, HANMCHOBAaHUH JIEKAPCTBEHHBIX
IpenapaToB U UX IIPOU3BOJUTENEH, TeKapCTBEHHBIX (opM, GopM BeIITycKa, HHQOPMAIHH
O BpeMEHH, JlaTe U ajipece AOCTaBKH 3aKa3za MOKymnaremro. JlaHHBIA KypHal BeaeTcs
c cobmoeHneM TpeboBaHUH 3aKOHOIATENIbCTBA O 3alllUTe MePCOHATBHBIX TaHHBIX.

9. PykoBoguTtens cCyObeKTa pO3HUYHON TOProOBIH 00eCIIeYHBaeT:

a) JoBeeHUEe N0 CBeAeHHs] pa0OTHUKOB HacTOsALIMX [IpaBHil M HX COOIIOEHHE,
JOBEJICHHE [0 CBeIeHUs pPaOOTHHKOB WX TNpaB W OOS3aHHOCTeH, OmpeaelleHHBIX
JOJDKHOCTHBIMU MHCTPYKLHUAMHE, NPOQeCcCHOHANBHBIME CTaHAApTaMHU;

0) onpesieneHde  MOMUTUKH WM LeNed  JesITeNbHOCTH,  HaIpaBIEHHBIX
Ha yIOBJIETBOPEHHE CIpoca MOKyIaTelei B IeKapCTBEHHBIX Npenaparax, HeIOMyIIeHHe
PHCKOB nomaaHus B rpa)xaaHCKUH 000pOT  HeJOO0pOKaYeCTBEHHBIX,
danbcupUIUpPOBaHHEIX M KOHTPa()aKTHBIX JIEKAPCTBEHHBIX IPENApATOB, a TaKXKe

® Ipunosxenue K IIpaBuIaM BeAeHHA U XPaHCHHS CIICLHANBHBIX XKYPHAJIOB PErMCTPALUK OllePaLMii, CBA3aHHBIX ¢ 060pOTOM
IPEKYPCOPOB HAPKOTHYECKHX CPEICTB M ICHXOTPONHBIX BEHIECTB, YTBEPKJICHHBIM IIOCTAHOBJIEHWEM IIpaBuUTenbcTBa
Poccuiickoii @epepauun or 28 oxradps 2021 r. Ne 1846 «O npeacTaBieHHH CBEAEHWN O JEATENBLHOCTH, CBA3AHHOMN
¢ 060pOTOM MpPEKypCOPOB HAPKOTUUECKHX CPEACTB M MCHXOTPOMHBIX BEIIECTB, U PErHCTPALMH OINEPalMil, CBAIAHHBIX
¢ ¥X 000pOTOM, W NPU3HAHMK YTPAaTHBIIMMH CHIIy HEKOTOpHIX pemieHuii [IpaButensctBa Poccwiickoit ®egepanuny,
aeicteyet no 1 mapta 2028 r.

*Tpunoxenne K [IpaBriaM BeICHHA U XPAHEHHS CIELMAILHBIX )KYPHATOB PETHCTPALHMH OTIEPALHil, CBA3aHHBIX ¢ 060POTOM
HApKOTHYECKHMX CPEACTB W ICHXOTPOIHBIX BELIECTB, B PE3YJBTATE KOTOPBIX H3IMEHAIOTCS KOJHYECTBO M COCTOSHHE
HapKOTHYECKHUX CPEACTB M TCHXOTPOIHBIX BEHICCTB, YTBEPKACHHbIM IoctaHoBneHueM IlpasurenscrBa Poccuiickoit
Denepaunu ot 30 HOAOPsA 2021 r. Ne 2117 «O mnopsaxe mpeICTaBIeHUS CBEICHHI O AeATEIBHOCTH, CBA3aHHOM ¢ 060poTOM
HApKOTHYECKHX CPEICTB M IICHXOTPOIHBIX BEIIECTB, & TAKXKE O KyJIbTHUBHPOBAHHH PACTEHHUI, COEPNAUMX HAPKOTUIECKUE
CpeAcTBa WM NCHXOTPOIMHBIE BEHIECTBA MO0 HMX MPEKyPCOph, M peTrHMCTpallil ONepauui, CBA3aHHBIX ¢ 0060pPOTOM
HAPKOTMMECKHUX CPEACTB M ICHXOTPOIHBIX BEIIECTB, B PE3yNbTaTe KOTOPHIX H3MEHAIOTCS KOJHYECTBO M COCTOSHHE
HAPKOTHYECKHX CPEACTB U IICUXOTPOMNHBIX BEINESCTB, M NMPH3HAHMM YTPATHUBIUUMH CHJIy HEKOTOPBIX AKTOB M OTAENBHBIX
TMOJIOKEHHMI HeKOTOPhIX akToB IIpaBuTenscTBa Poccuiickoit @enepaunm», netictyet 1o 1 mapra 2028 r.
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3 QeKTUBHOE B3aMMOJIEHCTBHE MEAUIMHCKOrO pabOTHHKA, (apMaleBTHIECKOTO
paboTHHKA U TOKyTaTes;

B) IPOBEJICHUE aHalM3a COOJIO/EHMS TIONUTHKM W Iienedl (dapMaleBTHYECKON
JEATENBHOCTH CyOBEKTa PpO3HHYHOM TOPrOBIH, aKTOB BHYTPEHHHMX ayJdTOB
C LENBI0 COBEPLICHCTBOBAHMS IPENOCTaB/IIEMBIX CYOBEKTOM PO3HUYHOM TOPTOBJIH
yCIIyr;

T) HATMYME HEOOXOOMMBIX PEeCypcoB s (YHKIHOHHUPOBAHUS BCEX IPOLECCOB
paboTel CcyOBEKTa pPO3HHYHOH TOPTOBIU C MENBIO COOMIONEHHS JIMLEH3HOHHBIX
TpeOOBaHUH, NPenbIBISEMBIX K OCYHIECTBICHHIO (apMalleBTHYECKON IeATeNIbHOCTH,
CaHUTapHO-3TUIEMHUOJIOTHYECKUX TpeOOBaHMM, NpaBUI OXpaHBl TpyJda U TEXHHUKH
0€30MMacHOCTH, TNPOTHBOIOXAPHBIX MPaBWI W HHBIX TPeOOBAaHHUM, YCTAHOBIEHHBIX
3aKOHOAATeNILCTBOM Poccuniickoit @enepainuy;

1) YCTAaHOBIICHHE BHYTpEHHEro mopsgka oOMmeHa wuHMopManuel, BKIOYas
HUH(OPMAIKIO, OTHOCAIIYIOCSH K QyHKIMOHUPOBAHHIO CHCTEMBI KaYeCTBa, B TOM YHUCIIE
IIOCPENCTBOM HCIOJIB30BaHUS MUCEMEHHOH (OPMBI (JIUCT O3HAKOMIIEHHS ), CTEHIOB IS
00BsBNIEeHMH B  OOIIEAOCTYHNHBIX s  pabOTHMKOB  MeCTax, IIPOBEJCHHE
MHGOPMALMOHHBIX COBEIIAHUH C ONpeNeNICHHON NepHOTUYHOCTBIO, 3IEKTPOHHOM
pacchUIKU HH(OpPMAITIH Ha aJipec JIEKTPOHHOM IOYTH paOOTHHUKOB;

€) Hanuuue WHGOPMAIMOHHBIX CHCTEM, TO3BONSIOLMX OCYIIECTBISATH OIEPAlHH,
CBA3aHHbIE C  TOBAapPOABIKEHHEM M  BBIABIEHHeM  (panbcHULHMPOBAHHEIX,
KOHTpa(aKTHEIX U HeJJOOPOKaUYeCTBEHHBIX JIEKAPCTBEHHBIX IPENApaToB;

K) HAIM4YMEe  MHHHMAJIbHOTO — aCCOPTHMEHTa  JISKAPCTBEHHBIX  IIPENAPaToB,
HeOOXOIUMBIX ISl OKa3aHUA MeIUIUHCKOM momoru'’;

3) uHopMUpoBaHUe MoOTpebHuTeNed o Qopme U cmocobax —HampaBlIeHUs
nperensuit! .

10. PykoBogurtens cyObekTa pO3HHYHONW TOPrOBIM OOECIEYMBAET IIPOBEJCHUE
10 YTBEPXKACHHOMY UM IUIaHY-Tpa@HUKy MNEepBHYHOH WM MOCIEAYIONIEH IOArOTOBKH
(MHCTpyKTaXka) paGOTHUKOB I10 CIIEAYIOIIUM BOIIPOCAM:

a) OTIIyCK JIEKapCTBEHHBIX NPENapaToB ik MEAUIMHCKOTO IPUMEHEHNS ' %;

6) otmmyck HapKOTHYECKUX CpelcTB 17§ IICUXOTPOITHBIX BEIIIECTB,
3apETUCTPHUPOBAHHBIX B KAa4eCTBE JICKAPCTBEHHBIX IIPErapaToB, JIEKAPCTBEHHBIX
TpenaparoB, COAEPKaluX HAPKOTUYECKUE CPEACTBA M ICHXOTPOIHbIE BemecTa'® (mpu
HaJIUYUN ),

Yactp 6 crathu 55 ®enepansHoro 3akona Ne 61-P3.

! Tlocranosnenue INpasutensctea Poccniickoit ®enepamuu ot 31 aexabps 2020 r. Ne 2463 «O6 yTBepxaeHuH IpaBun
HpOAaXH TOBAapOB I10 JOTOBOPY PO3HUYHOM KyIUIH-TIPOAAXH, NEPEUHA TOBAapOB IINTENBHOTO MONB30BAHUS, HA KOTOPHIE
He pacnpocTpaHseTcs TpeGoBaHMe MOTpedHTeNd 0 Ge3BO3ME3AHOM MPENOCTABIEHHH €My TOBapa, 001afalollero THMH
e OCHOBHBIMH [OTPEGHTENHCKAMH CBOMCTBAMM, Ha IIEPHOJ PEMOHTA IIM 3aMEHBl TAKOTO TOBapa, M IEpPedHs
HENPOJOBOIBCTBEHHBIX TOBAPOB HAIJIEHKALUETO KAauyecTBa, HE MOIEKANIUX OOMEHy, a TAKXKe O BHECEHMH U3MEHEHWIl
B HEKOTOpEIE aKkThl IIpaButenscta Poccuiickoit @eaepanumy, xeiicteyet 1o 1 susaps 2027 r.

2Yacts 2 ctathu 55 DenepansHoro 3akoHa Ne 61-D3.

B Yacre 3 crateu 55 ®enepanbHoro 3akoHa Ne 61-B3.




7

B) OTIIYCK JIeKapCTBEHHBIX npenaparos, IO ITIEXKATIUX IpeaAMETHO-
KOJIMYECTBEHHOMY YYeTy, BEJC€HUE >KypHaja yuera JIeKapCTBEHHBIX IIperaparos,
NOAJIEXAIIMUX IPEeIMETHO-KOJIMYECTBEHHOMY YueTy (IIpH HAJIUYIHH );

I') XpaHeHHe PELENTOB Ha JIeKapCTBeHHBIE TTPeaparkl;

I) cobmogenre TpeboBaHMII O HaNUYMM MHHUMAIBHOTO  acCOPTHMEHTa
JIEKapCTBEHHBIX MpPenapaToB, HEOOXOIUMBIX ISl OKA3aHUA MEIULIMHCKOM ITOMOIIIH;

e) coOJroIeHre MPaBUJI XpaHEHHS,

) IPUMEHEHHE YCTAaHOBIECHHBIX MPeAENIbHBIX Pa3MEPOB PO3HUYHEIX HagbaBoOK
K ()aKTUYEeCKUM OTIIYCKHBIM LI€HaM IPOU3BOJMTENECH Ha JIeKapCTBEHHBIE MpENapaTHl,
BKJIIOUEHHBIE B II€PEYEHb JKU3HEHHO HEOOXOJMMBIX U BaKHEMINX JIeKapCTBEHHBIX
[pernaparoB A MEIULUHCKOrO MpUMEHEHUs, MOPAA0K (DOPMHpPOBaHHMS IIEH Ha TaKue
JIEKapCTBEHHEBIE TIpenapaThl’?;

3) coONII0/ieHMe 3allpeToOB, YCTAHOBJIEHHBIX B cTaThe 57 PemepalbHOro 3aKoHa
Ne 61-D3;

1) coOIo/IcHHe OTrpaHUYeHHH, HalaraeMbIXx Ha paOOTHHKOB IPH OCYIIECTBICHHH
VMU IPOoQeCCHOHATLHOM AeATeIbHOCTH B COOTBETCTBUH C TPEOOBAHUAMH 4aCTH 2 CTATHH
74 ®epepanbHoro 3akoHa Ne 323-D3;

' K) COBEpILIEHCTBOBaHWE 3HAaHUHM O JEKapCTBCHHBIX Mpernaparax, B TOM YHCIE
BOCIIPOM3BE/ICHHBIX JIEKAPCTBEHHBIX Mpenaparax, B3auMO3aMeHSIeMbIX JIEKapCTBEHHBIX
Ipenaparax, yMeHHe IPeJCTaBIsTh CPABHUTEIBHYIO HH(QOPMALIHIO O JIeKapCTBEHHBIM
IperaparaM U LieHaM, B TOM YHUCJIe JIEKapCTBEHHBIM MperapaTam, UMEIOIIUM O JHHAKOBOE
MEXYHApOJHOEe HENAaTeHTOBaHHOE HAaMMEHOBaHWE, B TOM 4YHCIe HH(POPMALMIO
O HAIMYWM JIEKAPCTBEHHBIX NPENapaToB MMEIONHX Ooyiee HU3KYIO IIHY, O HOBBIX
JIEKapCTBEHHBIX IIperaparax, JIEKApCTBEHHBIX (popMax JeKapCTBeHHBIX Ipenaparos,
MOKa3aHUAX K IPUMEHEHHUIO JIEKapCTBEHHBIX MPernaparos;

1) 06paboTKa NaHHBIX, HOTYyYEHHBIX OT MOKyMareled Mo BOIMpOCcaM MPHUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB, BBIABIECHHBIM B Ipollecce MPUMEHEHHs JIEKApCTBEHHBIX
NpenapaTroB, O TOOOYHBIX MAEHCTBUSX, HEKENAaTeNbHBIX peakUusaX M JAPyrux
B COOTBETCTBHM C YacThIO 3 cTtathu 64 PenepanbpHoro 3akoHa Ne 61-03, noBegeHue 3Toii
uH(OpMaIIHH 10 YIOJIHOMOYEHHOTO (peJiepaibHOro OpraHa HCIIOJIHUTEILHOM BIIACTH;

M) OXpaHa Tpyaa,;

H) BBIIOJIHEHHE TpeOOBaHUH K AaNTEeYHbIM OpTraHU3alUsIM, KOTOPBIE MOTYT
OCYLIECTBIISITh PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU TPETapaTaMy JUCTAHIIMOHHBIM
crioco6om'>;

" Yacts 2 craTbu 63 OenepanbHoro 3akona Ne 61-®3.

!5 Mynkr 5 TlpaBrn BBLIAYH paspelieHus Ha OCYLIECTBIEHHE PO3HHYHON TOPIOBJIH JIEKAPCTBEHHBIME TpPENapaTaMH is
MEIMIHHCKOTO MPHUMEHEHHS IHCTAHUHMOHHBIM CIIOCOOOM, OCYLIECTBIEHHMA TaKOi TOPTOBIH M JOCTAaBKH YKa3aHHBIX
JICKApPCTBEHHBIX IIPEMNApaToOB TpaXkAaHaM, YTBEP)KICHHBIX MHOcTaHOBIeHHeM IIpaButennctBa Poccmiickoii ®enepaiiu
or 16 maa 2020 r. Ne 697 «O6 yTtepxaeHuH [IpaBmn BeIAAYN pa3pelIeHHs HAa OCYLIECTBJEHHE PO3HHYHOM TOProOBIM
JIEKapCTBEHHBIMHU IIpEMapaTaMy A1 MEIULMHCKOTO MPUMEHEHHMA AMCTAHIMOHHBIM CHOCOOOM, OCYIIECTBIECHHA TaKOM
TOPrOBIIM M JOCTaBKM YKa3aHHBIX JIEKAPCTBEHHBIX MpenapaToB IpaXAaHaM U BHECEHUH W3MCEHEHHU B HEKOTODBIE AKTHI
lpasurenscta Poccuiickoii denepalud 1m0 BOOPOCY POZHUIHOM TOProBM JIEKAPCTBEHHBIMH IpenaparaMu s
MEIHIUHCKOTO IPUMEHEHHA TUCTAHLMOHHBIM CIIOCOGOMY.
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0) co0JIroieHNe TIPOIeAyPhl IPUEMOYHOT0 KOHTPOJIS JIEKAPCTBEHHBIX IPEapaToB,;

) HaJyIeXxallee W NPOoQEeCCHOHANBHOE [MPEJIOCTABICHHE HACEICHHIO ITOJIHOM
U JOCTOBepHON wuHGOpMalMM O JIeKApCTBEHHBIX IIpernaparax B COOTBETCTBUHU
C TPYAOBBIMH (GYHKUHUSIMH pabOTHUKOB, TNPENYyCMOTPEHHBIMH IPOGECCHOHATBHBIMU
CTaHAapTaMH, ¢ COOMIOEHUEM IPUHIIUIIOB MEIUIIMHCKOM 3TUKH M I€OHTOJIOTHH.

11. PykoBoauteneM cyOBeKkTa pO3HHUYHONH TOProBIM JO CBeIeHHS pPabOTHHKOB
JOBOJIUTCS UHDOpMAITHS:

a) 00 W3MeHeHMsIX 3aKOHomaTenbcTBa Poccuiickoil Depepainuu, peryaupyrooIero
MIPaBOOTHOIIEHUs], BO3HUKAIOIIKE MPU 00pallleH’H JIEKApCTBEHHBIX ITPEapaToB,;

0) o pe3ynbpTaTax MpoBeAeHHBIX BHYyTPEHHHUX Ay IUTOB;

B) O HEOOXOAMMBIX TPEOYNPSKIAIOMMNX W KOPPEKTHPYIOIIUX OeHCTBHAX
0O YyCTpaHeHHUIO (HEJOMYIIeHWIO) HapyIIeHWH JIMICH3NOHHBIX TpeOOBaHMIA,
IpeabABISIEMBIX K OCYHIECTBICHHIO (hapMaIleBTUYECKOH A TENBHOCTH;

I) 0 pe3yJibTaTaX pacCMOTpPEHHUS MpeTeH3U oTpeduTemne.

12. PykoBoauTtens cyObeKTa pO3HUYHOMN TOPTOBIIM aHATH3UPYET CUCTEMY KauyecTBa
B COOTBETCTBUH C YTBEPJACHHBIM UM ITAaHOM-TPaGrKOM.

AHanu3 BKJIIOYaeT B ce0sl OLIEHKY BO3MOXXHOCTH YJIYUIICHHH U HEOOGXOJUMOCTH
U3MEHEHUI B OpraHM3ald CHCTEMBl KauecTBa, B TOM YHCJIe B IMOJUTHKE U IENIAX
IESTENIBHOCTH, W  OCYIIECTBISETCS TOCPENCTBOM  pPacCMOTpPEHHS  pPe3y/IbTaTOB
BHYTPEHHUX AayJUTOB, YCTHBIX [OXE€JaHUM MoKymarened (oOpaTHas CBS3b
C MOKyTIaTeJIeM ), COBPEMEHHBIX JOCTH)KEHUH HAyKHd U TEXHHUKH.

13. JIna cobmrojieHNs yCTaHOBIEHHBIX HacTosmuMHu IlpaBuiamu TpeGoBaHHUi
Ka)<Iblii paOOTHUK O3HAKaMJIMBAeTCs C MpaBaMH U OOS3aHHOCTSMH, COAEPKAIIUMUCS
B JOJDKHOCTHBIX MHCTPYKIMSX U TPYIAOBOM JOTOBOpE C Y4eTOM IpoheCCHOHATBHBIX
CTaHAApPTOB.

14.Ha nepuon HCHBITaTENIbCKOTO Cpoka pabOOTHHKOB B  COOTBETCTBHH
C JIOKAIbHBIMHM aKTaMU CyOBbeKTa PO3HHUYHON TOProBIIM BHEAPSIOTCA MEPOIPUATHS
IO afjanTaluy, KOTOphIe BKIIOYAIOT B TOM YHCIIE:

a) BBOJAHBIH HHCTPYKTaX TIPH MprUeMe Ha paboTy;

6) NoAroTOBKY (MHCTPYKTaX) Ha pabodeM MecTe (TIEPBUYHBIN U TOBTOPHBI );

B) aKTyallM3allMi0 3HaHUH 3akoHonaTenbcTBa Poccuiickoii ®enmepaunu B chepe
oOpallleHUsl JIEKapCTBEHHBIX CPEICTB, 3aKOHOAATENBCTBA B Cepe OXPaHbl 3J10POBBS
rpax<iaH, 3aKOHOAATeIbCTBA B chepe 3alUThI [IpaB MOTpeduTeNeil, a TaKkXKe 0 BOITpocaM
MIPaBUJI INYHOU T'MTUEHBI;

I') pa3BUTHUE KOMMYHHKaTUBHBIX HABBIKOB U IPeIOTBpallieHHe KOHDIHKTOB;

1) HHCTPYKTaX MO TeXHUKe O€30MaCHOCTH W OXpaHe TPY/a.

15. PaGoTHMKH B 3aBHCHMOCTH OT BO3JIOKEHHBIX Ha HHX OOS3aHHOCTEM
OCYLIECTBISIOT PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMH IperiapaTaMi, B TOM YHCIIE
JUCTAHIIMOHHBIM CIOCOOOM, NMpeAOCTaBIeHUEe MOKYIaTensIM HHpOopMaluu O HaJUYHH
JIeKapCTBEHHBIX Mpernaparos, UMEIOTIX OJIMHAKOBOE MeXITyHapOIHOe
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HeNaTeHTOBaHHOE HAaUMEHOBaHHe, B TOM YHclie UHPOPMAaLUU 0 HATUYIHY JICKAPCTBEHHBIX
IpernapaToB, HUMeEIOHMMX Oojee HUBKYIO IIeHy, O IPUMEHEHUH JIEKapCTBEHHBIX
IpenaparoB, B TOM 4YHCIE O cHocobax IIpHemMa, peXumax HAO3HPOBAHHUSA,
TEPaNeBTUYECKOM JEUCTBUHM, NPOTUBOIIOKA3aHUAX, B3aUMOJEUCTBUM JIEKAPCTBEHHBIX
IIpenapaToB IIpH OJHOBPEMEHHOM MpueMe Mexay co0oit u (WIn) ¢ nuinei, npaBmiax ux
XpaHEeHHs B JIOMAIlIHUX YCIOBUIX, 0OpMIIeHHEe YUeTHOH JJOKYMEHTAIINH.

16. TpeboBanus Kk 06pa30BaHUIO U KBATHPHUKAIIUN pAOOTHUKOB YCTAHABIHBAIOTCS
a03alleM BTOpBIM MOJIYHKTa «HW» M ab3alaMH IEepPBBEIM-UYETBEPTHIM IOAMYHKTA «K»
NyHKTa 4, a Taxke ab3aleM BTOPHIM MOAMYHKTA «M» H TMOANYHKTOM «H» ITyHKTa 6
[Tonoxenus o IHLEH3UPOBAaHUH (apMaleBTHYECKOH EATeIbHOCTH, YTBEPXXKIEHHOTO
noctaHoBieHueM IlpaBurenscTBa Poccuiickoit @enepanuu ot 31 mapta 2022 r. Ne 547
«O6  ytBepxkaenun IlomoxeHwss ©O  JUIEGH3UpOBaHWH  (papMalleBTHUECKOMH
nesTenbHOCTH 16,

17. PykoBoauTenb cyOnekTa PO3HUYHOU TOPTOBIIU obecneunBaeT
U TOjJAepXHBaeT B paboueM COCTOSHHHM HHQPPACTPYKTYPY, HEOOXOIUMYIO
JUIs BBINOJHEHHS JIMIEH3MOHHBIX TpeOOBaHUM, MpPEIBABISIEMBIX K OCYIIECTBICHHIO
(dapmalieBTUUECKO# IeATEIHbHOCTH, KOTOpas B TOM YHCJIE BKIIOYAET:

a) IPOM3BOJICTBEHHBIH 00BEKT WM OOBEKTHI (IIOMEIIEHHUS, 31aHKs, COOPYKEHHUSN);

6) o0opyaoBaHHEe 10 MECTY OCYIIECTBICHHS (apMalleBTHYECKON AesSTeNbHOCTH,
IpHUHaJIexallee CyObeKTy pPO3HHYHOH TOPTOBIH Ha NpaBe COOCTBEHHOCTH WM HHOM
3aKOHOM OCHOBAaHUH, NIpelyCMaTPHUBAIOLIEM IIPaBO BIAJIEHUS U MTPABO I0Jb30BaHHMS.

18. Bce nomerenust cybbekTa pO3HHYHON TOPrOBJIM PaclojaraloTcs B 3JaHUU
(cTpoeHnn) ¥ QYHKIHOHAIBHO OOBEAUHSIOTCS, U30JUPYIOTCS OT APYTUX OpraHu3aIui
U o0ecreynBalOT OTCYTCTBHE HECAHKIIMOHHPOBAHHOTO HOCTYIAa TOCTOPOHHUX JIKI]
B nomMemenus. [lomyckaeTcss BXonA (BBIXOJ) Ha TEPPUTOPHIO CyOBEKTa PO3HUYHOMH
TOPIOBIIU Yepe3 MOMEIeHNe IPYTroi OpraHu3alrH.

19.B nensx uHGOpMHpOBaHUSA HaceleHUS CYOBEKThl PO3HHYHOM TOPTOBIIH,
pa3MelaT B JOCTYITHOM ISl O3HAKOMIICHHUS MECTe CBEJICHUS O:

a) BUJle CyOBeKTa pO3HHYHON TOProBIM HAa PYCCKOM SI3BIKE W HAI[HOHAIBHOM
a3bplke cyObpekTa Poccuiickoit Menepanun (ecnyu mpeaycMOTPEHO 3aKOHOJATENBCTBOM
cyonexTa Poccutickoit @enepanumn);

6) monHOM M (B ciydae, €CIM MMeEeTCs) COKpAIlIeHHOM HauMeHOBaHHH,
B TOM uucle (UPMEHHOM HAMMEHOBAaHWW, W OPraHU3aIl[HOHHO-IPaBOBOH (opMe
cyOBeKTa pO3HUYHOUN TOPTOBIIH;

B) pexuMe paboThl CyObeKTa PO3HUYHOH TOPTOBIIH.

20. ITnomane nomeueHuit U (UIKM) 30H, UCIONB3YEMBIX CyOBEKTOM PO3HUYHOMH
TOPIOBIIH, Pa3esAeTCsl Ha MIOMEIIECHUS U (WIN) 30HBL, peAHa3HauYeHHBIE I IPHEMKH
U XpaHEeHUs JEeKapCTBEHHBIX MPEnaparoB, MPEoyCMOTPEHHBIX MPaBUIaAMU XpaHEHHS, a

16 IeitctByeT M0 1 centabpsa 2028 .
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TaK)Ke BBIITOJIHEHMS MHBIX (YHKIIUH, B TOM YHCJIE:

a) TOPrOBIIU JIEKApCTBEHHBIMHU MpeIapaTaMu;

0) oTIycKa JleKapCTBeHHbIX IpenapaToB (IIPH HATHYHH);

B) M3TOTOBJICHUS JIEKAPCTBEHHBIX MpENaparoB (MpH HATHYHH);

I') aIMUHUCTPAaTUBHO-OBITOBBIX M (MJIM) IS Pa3fAelbHOIO XpaHEHHsS OMEXIBI,
pueMa OuIlH, CaHy3Ja.

21. loctyn pabGOTHUKOB B TOMeIIeHHS U (WIM) 30HBI OMNpEAENSIETCs
pPYKOBOAMTENEM CyOBEeKTa PO3HUYHOMN TOPrOBIIH.

22. Hannuue WHBIX NOMellleHU U (WIKM) 30H B COCTaBe ILIOIAAM [TOMEIIECHUI H
(unu) 30H, MCHONB3YEMBIX CYOBEKTOM pPO3HHYHOM TOPIOB/M, OIpEeAeNsIercs
pYKoBoAMTENEM CyOBeKTa pPO3HHYHOH TOPrOBIH B 3aBHCHMOCTH OT o00beMa
BBIIIOJIHAEMBIX paboT, OKa3bIBAEMBIX YCIIYT.

23. Ilomemenuss cyOBbeKTa pPO3HUYHOM TOPIOBIM OCHAIIAIOTCA CHCTEMAMH
OTOIUIEHMS M KOHIWIMOHUPOBAaHUS, €CTECTBEHHOW WIM IPHUTOYHO-BBITSKHON
BEHTUJIALMEH, oOecledrBalOIUMK YCIOBUS TpPyda B COOTBETCTBHHM C TPYAOBBIM
3aKoHOJaTeIbCTBOM Poccuiickoit @eaepanny, a Takoke coOII0IeHHE TPeOOBAHHUI ITPaBHII
XpaHeHHS.

24. CyObekT pO3HMYHOM TOPrOBIM IOJDKEH pacrojiaratb 00OpY/A0BaHUEM
M UWHBEHTapeM, O0eCHEeYMBAOIUMH  COXpaHEHHe KaudecTBa, HS(G(GEKTHBHOCTH
U 0€30MacCHOCTH JIEKapPCTBEHHBIX IpenapaToB.

25. [lomemennss 17 XpaHEHUS JICKAPCTBEHHBIX IIPENAPATOB  OCHAIIAIOTCS
060opy10BaHHEM, MO3BOJLIONIMM OOECIIEYUTh WX XPaHEHHE C YYETOM TpeGOBaHMH
IpaBUI XpaHEHHS.

26. Texnudeckue mnacnopra (MHCTPYKIWH, PYKOBOJCTBA) K OOOPYAOBAaHUIO,
HCIIOJIb3yEMOMY CyOBEKTOM PO3HUYHOW TOPTOBIH, XPaHATCS y CYOBEKTa PO3HMYHOM
TOPrOBJIM B TE€YEHHE BCEr0 BPEMEHHU SKCIUTyaTalldd o0OpyAoBaHUS (B Cioydae eciid
HAJIMYMe TaKMX TEXHUYECKUX IACIOPTOB (MHCTPYKLUH, PYKOBOJCTB) MPELYCMOTPEHO
IpOU3BOAMTENIEM 000PYIOBAHH).

CpenctBa mn3MepeHUs, UCIOIB3yeMble CYOBEKTOM PO3HHYHOM TOPIOBIIH,
IOJJIEXAT KaTMOpPOBKE M NEPUOAMYECKOH MOBEPKE B COOTBETCTBHM C TPEOOBAHMSAMHU
3axoHozaTenbeTBa Poccuiickoit ®enepannu 06 obecrneueHud eANHCTBA H3MEPEHUI' .

27. ToproBoe nomeuieHue u (WIin) 30Ha O0OPYAYIOTCS BUTPUHAMM, CTEIUIAKAMH
(ronmonammu).

JortyckaeTcst OTKphITasl BBIKJIaJKa JEKAPCTBEHHBIX MPeapaToB, OTIIYCKaeMBIX 0e3
pelienTa Ha JIeKapCTBEHHBIN ITpenapar.

28. Uudopmamuss o ueHe Ha JIeKapCTBeHHBIe IIpenaparbl, OTIyCKaemble 0Oe3
pelienTa Ha JIEKapCTBEHHBIN Mpenapar, pa3MellaeTcs Ha IOJIKe WIM Ha BHTPUHHOM
oOpasle B BHJE LIEHHUKA C yKa3aHHeM HAaHMEHOBaHHs, TO3MPOBKH, KOJIMYECTBA 03
B YIIaKOBKE, CTpaHbl IIPOU3BOAUTES JIEKAPCTBEHHOTO TIperapaTa.

17 Cratbu 13 1 18 ®enepansHoro 3akoHa oT 26 mioHs 2008 . Ne 102-®3 «O6 obecneueHIH eIMHCTBA HM3MEPEHUi.

-
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29. CyOBeKT pO3HHYHOH TOProBIM ¢ IIOCTaBIIUK 3aKIFOYAIOT IOrOBOP
C y4YeToM TpeboBaHHH TIpakTAHCKOro 3aKOoHonxaTenbcTBa Poccuiickoit ®enepanuy,
IpedyCMaTpHUBAIOIIAX CPOKM TIPHHATHSA IIOCTABUIMKOM MPETeH3WH 10 KadeCTBY
IPOAYKIMH, a TAaK)XK€ BO3MOXXHOCTb BO3BpaTa JIEKAPCTBEHHBIX IPerapaToB, YKa3aHHBIX
B craThe 57 PenepanpHoro 3akoHa Ne 61-®3,; nocraBiuky, ecinu uHpopmarlus 06 3ToM
MOCTYIMJIA TIOCTIE IPUEMKH TOBapa U O()OPMIIEHUS COOTBETCTBYIOIUX JOKYMEHTOB.

30. JlekapcTBeHHBIE IIpenapaTbl IIOABEPralOTCS IPHUEMOYHOMY  KOHTPOJIIO
C LEeNBI0 HENONYNIEHHs IIOCTYIUIGHHS B IpPOAAXy JIEKapCTBEHHBIX IpernapaTos,
yKa3aHHBIX B cTaThe 57 PeaepanpHoro 3akoHa Ne 61-D3.

31.1lpueMOYHBI  KOHTPOJb 3aKJIIOYaeTCs B  TPOBEPKE  MOCTYIAKOIIUX
JIEKapCTBEHHBIX [IPENapaToB IyTeM OIICHKH:

a) BHEIIIHEeTo BU/a, [[BeTa, 3araxa,

0) 1IeJTOCTHOCTH YIIaKOBKH;

B) COOTBETCTBHS MAapKHPOBKH JICKAPCTBEHHBIX TIIPENapaToB TpeGOBaHHUSAM,
YCTaHOBIEHHBIM 3aKOHOAaTenbCcTBOM Poccuiickoit ®epepamuu 06 obpamieHud
JIeKapCTBEHHBIX CPEICTB,;

I') IPaBUJILHOCTU O(GOPMIICHHS COMPOBOAUTENBHBIX TOKYMEHTOB;

1) CBEICHMHA O BBOJE B TIPaXIAHCKUH OOOpPOT JeKapCTBEHHBIX IIPENapaToB
B COOTBETCTBHH CO cTaThei 52! ®enepanbHoro 3akona Ne 61-03.

32. JInsa npoBeieHUs IPHEMOYHOTO KOHTPOJIS IPUKA30M PYKOBOIUTENS CyOBEKTa
PO3HMYHON TOPrOBIM HA3HAYAIOTCS JHIA (JUIO0), OTBETCTBEHHBIE (OTBETCTBEHHOE)
32 IPUEMOYHBINA KOHTPOJIb WM IIPUEMOYHAs KOMHUCCHS.

33. Ecnu Konmu4ecTBO M KayeCTBO JIEKAPCTBEHHBIX MPENAapaTroB COOTBETCTBYET
NaHHBIM, YKA3aHHBIM B COIPOBOAMTENBHBIX JIOKYMEHTaX, TO Ha COMPOBOAMTENLHBIX
JIOKYMEHTax (HaKJIaJHOH, cdeT-(haKType, TOBAPHO-TPAHCIIOPTHOM HAKIIAIAHOMN, H APYTUX
OOKyMEHTaX B COOTBETCTBHH C JOIrOBOPOM (KOHTPAKTOM) O IOCTaBKaX JIEKAPCTBEHHBIX
npenapaTtoB, Ha OyMaXHOM HOCHTENE), NPOCTAaBISsleTCS  INTAMII  IIPHEMKH,
TIOATBEPXK AN PaKT COOTBETCTBUS IPHHATHIX JIEKAPCTBEHHBIX MIPENAPATOB JAHHEIM,
YKa3aHHBIM B COINpPOBOAMUTENBHBIX JOKyMeHTax. Jluma (JIMI0), OTBETCTBEHHBIE
(OTBETCTBEHHOE) 3a MPHUEMOYHBIH KOHTPOJb WIH WIEHBl INPUEMOYHONM KOMHCCHH,
OCYIIECTBIAIOIIME MNPUEMKY JIEKapCTBEHHBIX TMIpPENapaTroB, CTABAT MOANHMCH Ha
CONPOBOAUTENLHBIX JOKYMEHTaX M 3aBEPSIOT NIE4aThl0 CyOBeKTa PO3HHYHON TOPIOBIIH
(npu HANUYUH).

B ciydae 2IeKTpPOHHOrO  JOKYMEHTOO0OpOTa  MEXAY  MOCTABIIMKOM
U IPy30I0IyYaTesieM CONPOBOAUTENBHBIE NOKYMEHTHl OQOPMIISIOTCS B 3JEKTPOHHOM
BUJIE U 3aBEPAIOTCS JEKTPOHHON IUPPOBOIL IOAMUCKHIO.

34.B ciyyae HECOOTBETCTBHS IIOCTAaBICHHBIX CYOBEKTY PO3HMYHOM TOPIOBIIH
JIEKapCTBEHHBIX IIPENapaToB [JaHHBIM CONPOBOJUTENBHBIX JOKYMEHTOB JIHIOM,
OTBETCTBEHHBIM 34 IPUEMOYHBEIA KOHTPOJb, UM IPUEMOYHON KOMHCCHER CyObeKTa
PO3HUYHON TOPIOBIM B COOTBETCTBHUHU C YTBEP)KICHHOW CTAHIAPTHOH OIEpaldOHHOMN
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IPOLEAYPOH COCTABISIETCS aKT, KOTOPBINA SIBISIETCS OCHOBaHHEM ISl NPEAbSIBICHUS
IpeTeH3UH MTOCTABIIUKY .

CyOBeKToM pPO3HMYHOH TOPrOBIM IO COIJIAaCOBaHHIO B CBOOOIHON (opme
C ITOCTABIIUKOM JIOIyCKAETCsl YTBEPKIACHHE WHOTO CIIoco0a yBeIOMJIEHHS IIOCTaBIIHUKA
O  HECOOTBETCTBUM  IIOCTABIEHHBIX  JICKAPCTBEHHBIX  MpenaparoB  JaHHBIM
COIPOBOAUTENLHBIM JIOKYMEHTAM.

35. JlexapcTBeHHBIE IpenapaTbl O MOJaYyd B IOMEUIEHUS M (WIK) 30HE,
IpeAHa3HaYeHHbIe A7l PO3HUYHON TOPIOBIH, MPOXOIST NPEANPOJAKHYIO MOATOTOBKY,
KOTOpas BKJIIOYaeT PAaClaKOBKY, PaCCOPTUPOBKY M OCMOTp, IPOBEPKY KauecTBa TOBapa
(o BHEIIIHUM TIpU3HAKaM ).

36. JlexapcTBeHHBIE NpenapaTthl B NOMEIIEHUAX W (WJIM) 30HaX JUIs UPUEMKH
OCBOOOXIAIOTC OT TPAaHCHOPTHOW ymakoBKH. CyObeKT PpPO3ZHHYHOM TOProBjIM
IPOM3BOJUT IIPOBEPKY KadecTBa IIO BHELIHMM IIPU3HAKaM, IIPOBEPSET HAIHUUE
HEOOXOIMMOM  JOKyMEHTaMM ©  HWHQOPMAIMH, OCYIIECTBISET  OTOPAKOBKY
U COPTHPOBKY.

37. B moMemeHuy 1 (UIK) 30He, MpeTHA3HAYEHHBIX 11 TOPTOBIIH, Pa3MEILIAKTC:

a) BBIMUCKA U3 peecTpa JUIeH3UI Ha (papMaleBTHIECKYIO e TeIEHOCTD;

0) BBIMKCKA M3 peecTpa JHUIEH3UH Ha JesITeIbHOCTh 0 000pOTY HAPKOTHYECKUX
CPENCTB, ICHXOTPONHBIX BEIIECTB M HX MPEKypCOpOB, KYJIbTHBHPOBAHHUE
HapKOCOJepKAILKX pacTeHU! (IpH HATUYHH ), |

B) BBIIMCKA M3 peecTpa pa3pelleHHi Ha OCYIIECTBIEHHE PO3HHYHOM TOPrOBIH
JIEKapCTBEHHBIMM NpernapaTaM i MEIULIUHCKOTO IPUMEHEHHsS AUCTAHIIMOHHBIM
croco6oM (MpH HATAYHN );

r) vHpopMalusi O HEBO3MOXXHOCTM BO3Bpata M OOMEHa JIeKapCTBEHHBIX
IpenapaToB HAAJEXKaIero Ka4ecTna.

38. PykoBomutens CcyOBeKTa pO3HHYHONW TOPrOBIM MPOBOAUT  OLEHKY
JEATEIbHOCTH PaOOTHHKOB C IIEJIbIO MPOBEPKH TIOJNIHOTHI BBITOIHEHHUS TpeGOBaHMIA,
yCTaHOBJIEHHBIX HacTosmMMu [IpaBunaMu (ganee — BHYTpeHHHUI ayauT).

39. Pe3ynbTaThl BHYyTPEHHETO ayAuTa 0(GOPMIIAIOTCS JOKYMEHTAIBHO.

PykoBoauTeneM cyObeKkTa pO3HHUYHOH TOPrOBIM  ONPEIENSIOTCS  MeEpHI,
NpeANPUHAMAEMBIE 10  BBIHECEHHIO pEeKOMEHIAlWii 10  KOPPEKTHPYIOILUM
U IpeayNnpexNaoliuM JeHCTBUAM H(WIH) yCTpaHEHHWIO HAPYINEHMH, BBIABIEHHBIX
IO pe3yIpTaTaM MPOBEIEHHOTO BHYTPEHHETO ay/IUTa.

Hanee mNpoBOAMTCA aydUT NPEANPUHATHIX Mep IO KOPPEKTHUPYIOIIHUM
U [IpeIYTPEXNAOILUM JEHCTBUAM U (UJIH) 10 YCTPAHEHUIO HAPYUIEHHUHA, BEISBIEHHBIX 110
pesyibTaTaM MPOBEJCHHOIO BHYTPEHHETro ayanuTa, i GOPMHUPYETCS OTUET O pe3yNILTaTax
BBIITOJIHEHHBIX JeHCTBUI U UX 3 (HEeKTHBHOCTH.

40. BHyTpeHHHII ay[UT TPOBOIUTCS HE3aBHCHUMO CIENHAIBLHO Ha3HAYEHHBIMU
PYKOBOAHTENEM CYOBEKTa POSHUYHON TOPTOBIN PabOTHUKAMHU U (HJIH) IPUBIEKAEMBIMU
0 PEIICHUIO PYKOBOAMTENSA CyOBEKTa PO3HUYHOW TOPIOBIH Ha JTOTOBOPHON OCHOBE
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JTULAMHU.

OTBETCTBEHHBIM 3a OPraHU3AlMIO U MPOBEJCHHE BHYTPEHHETO ayAUTa SBIAETCA
OTBETCTBEHHOE JULIO.

41. B menax opraHu3alliy U IMPOBEJEHHS BHYTPEHHETO ayIuTa pa3pabaThiBacTCs
CTaHJapTHas ONepallMOHHas Npolielypa periiaMeHTHPYIOIIas:

a) LieJlb, 3a/1a4H ¥ CPOKH [IPOBE/IEHHS BHYTPEHHETO ay/JHUTa;

0) ocHOBaHMS IS TIPOBe/ICHUS BHYTPEHHETO Ay INTa;

B) MpaBa M OOS3aHHOCTH JIUI, YYacTBYIOIIMX B OpPraHM3alldM M HPOBEJeHHH
BHYTPEHHETO ay/IUTa,;

I') HOPAJOK PErUCTPalliY U aHAJIM3a Pe3yJIbTATOB BHYTPEHHErO ayIUTa;

1) IOPSAZOK HCIOJIB30BaHUS pPe3yJIbTATOB BHYTPEHHETO ayJMTa B LEJIsX
YIPaBJIeHHUs Ka4eCTBOM U 0€30MacHOCTHIO (hapMalleBTHYECKOM EATENBHOCTH.

42. BHyTpeHHHI ayJIUT MPOBOJUTCS B COOTBETCTBHM C €KETOJHBIM IUIAHOM,
YTBEPXK/AaeMBIM pPYKOBOIHUTENEM CyOBEKTa PO3HUYHON TOproeiu, He pexe 1 pasa
B TIOJICO/1A.

Ilo pesyneraram BHyTpeHHero ayauta OTBETCTBEHHBIM JIMIOM COCTaBISETCS
OTYET, BKIIOYAIOIIMA B TOM 4YHCIE BBIPAOOTKY MEPOIPHATHH II0 YCTPaHEHHIO
BBISIBIICHHBIX HapyIIEHUH, KOPPEKTHPYIOIIUX U IPeIyPeXIat0OINX MEPOIPHSITHIA.

43. B cTaHOapTHBIX ONEPalMOHHBIX MPOLEAYPAaX OMUCHIBAIOTCS MOPSAAKH, B TOM
qHCIIe:

a) OCYIIECTBICHNS aHANM3a JKAT00 U IPeMTOXEeHHH MOKynaTeaed W HNpHHATHS
10 HUM pELLeHU;

0) ycTaHOBNICHHS! TNPMYMH HapyIIeHWs TpeOoBaHWM HacToAmux IIpaBun
M WMHBIX TPeOOBaHMA HOPMATHBHBIX IPABOBBIX aKTOB, PErYJIHUPYIONIMX BOMPOCHI
oOpalleHHs IeKapCTBEHHBIX MPENapaToB;

B) OLIEHKM HEOOXOJAMMOCTH M IIEJIECOOOPA3HOCTH MPHHSATHSA COOTBETCTBYIOMINX
Mep BO W30eXKaHHE MOBTOPHOTO BOSHUKHOBEHHS aHAJIOTHYHOIO HAPYIIECHUS;

T) OpeNeNeHuss M OCYLIECTBISHHS MAEWCTBHIM C IENbI0  HeJONMyIIeHUs
NOCTYIUICHUs B IPOJAXy JIEKAPCTBEHHBIX IIpeNapaToB, YKa3aHHBIX B CTaTbe 57
OenepanbHOro 3akona Ne 61-P3;

1) OCYIIECCTBIICHHUS aHaju3a Pe3yIbTaTUBHOCTH IIPEANPUHSTHIX
OpeNyTPEXJAIOIMX ¥ KOPPEKTHPYIOIIUX AEHCTBHIA.




