IIpoekr

IPABUTEJIBCTBO POCCUMCKOM ®EJEPALINU
[TOCTAHOBJIEHUE

oT« » 2021 r. Ne

MOCKBA

06 yrBep:xkaennn Iosio:keHusi 0 cucreMe MOHUTOPUHTA ABHKEHMSI
JIEKAPCTBEHHBIX NMPENapaToB IJisi MeJMIIUHCKOT0 IPUMEeHEeHU s

B cootBercTtBUUM co cratheit 67 dDenepanbHoro 3akoHa «0O0 obOpaiieHUn
JIEKapCTBEHHBIX cpenacTy» lIpaBurenbcTBO Poccuiickon denepanny noCTaHOBIISECT:

1. YTBepaute npuiaraemoe llonoxkeHne o cucreMe MOHUTOPUHIA JBUKECHHS
JIEKAPCTBEHHBIX MPEMAPATOB 11 MEAUIIMHCKOTO TPUMEHEHUS.

2. [lpuzHath  yTpaTUBIIMMHU  CWJIYy  HOPMATHUBHBIC  IIPABOBBIC  AKTHI
IIpaBurenscTBa Poccuiickoit denepannu o MepevHIo COrJacHO MPUIOKEHUIO.

3. Peanuzamus HAaCTOSAILIETO IIOCTAaHOBJICHUS OCYILIECTBIISIETCS
COOTBETCTBYIOIIUMH (eJepaIbHBIMU OpraHaMy KCIIOTHUTENIBHON BJIACTU B Mpejenax
ycraHoBieHHOU [IpaBurensctBoM Poccuiickon denepannu mmpeaebHON YUCIEHHOCTH
uX pabOTHUKOB M OIOJKETHBIX aCCUTHOBAHUM, MPEYCMOTPEHHBIX UM B (efiepalbHOM
Or0/KEeTe Ha PYKOBOJICTBO U yIpaBlieHHUE B chepe yCTAaHOBJICHHBIX (PYHKITUA.

4. Hacrosiee moctaHoBJIeHUE BCTymaeT B cuity ¢ 1 maprta 2022 r. u geiicTByeT
no 1 mapra 2028 r.

[Ipencenarens [TpaBuTenscTBa M. Muiyctun
Poccuiickon ®enepanuu



YTBEPXIEHO
nocta”oByieHreM [IpaBurenscTBa
Poccniickon @enepanun

oT Ne

IHosoxxenue
0 ccTeMe MOHUTOPHMHIA IBUKEHUS JIEKAPCTBEHHBIX NMPenaparoB sl
MEeIUIUHCKOTr0 IPUMeHEeHUsI

1. Hacrosmee [lonoxxenue onpenenser:

1) nopsiqoK HaHECeHUs CPEeACTBA MJICHTU(HKALMU JIEKAPCTBEHHOTO IMpernapara
IUI METMLIMHCKOTO IPUMEHEHUs (Jjajiee — JeKapCTBEHHbIE IIpenapaThl), TpeOOBaHUs K
ero crpykrype u (¢dopmary HHPOpMalMH, KOTOPYIO COAEPKHUT CPENCTBO
UACHTU(UKALIMY JEKapCTBEHHOTO Mpenapara, 1 €ro XapakTepUCTHKY;

2) MOPSIOK  CO3/IaHUsI, PA3BUTHS, BBOAA B HKCIUTyaTallMIO, SKCIUTyaTallud H
BBIBOJIA M3 OKCIUIyaTallMd CHUCTEMbl MOHMTOPUHIA JIBHOKCHHUS JIEKAPCTBEHHBIX
npernaparoB (J1ajee — CUCTEMa MOHUTOPHHIA);

3) mOpsIOK ~ B3aMMOJICHCTBUSI ~ CHCTEMBl ~ MOHUTOPUHTAa €  WHBIMH
rocyJapCTBEHHbIMM  HMH(MOPMALMOHHBIMU  CUCTEMaMU U UH(OPMAIMOHHBIMU
CUCTEMaMHU FOPUIMYECKHX JIML U UHAUBUAYAJIbHBIX NPEATPUHUMATENCH, YKa3aHHbBIX B
gacTsax 7 u 10 crateu 67 ®epepanbHoro 3akoHa «O0 oOpalleHUU JEKapCTBEHHBIX
CPEACTBY;

4) MopsiIOK BHECEHHS B CUCTEMY MOHUTOPUHIA IOPUIWYECKUMH JUIAMU H
WHJIUBUIYAIbHBIMA — NPEANPUHUMATENSIMU,  OCYLIECTBISIOIIUMHA  TPOU3BOJCTBO,
xpaHeHue, BB03 B Poccuiickyro @Denepaunto, OTIYCK, peajv3alyio, Iepenady,
OPUMEHEHHE W YHUYTOXXEHHE JICKapCTBEHHBIX IMIpernaparoB, HWHGOpMaLUU O
JIEKapCTBEHHBIX MperapaTax U €e COCTaB;

5) mopsAmoK TpenocTaBieHUs HWHGOPMAIMM, COJAEpXKAIICHCs B CHUCTEME
MOHUTOPHWHTA.

2. [lonstus, ucnonpzyembie B HacTosAleM [lomokeHnn, 03Ha4aroT cleayoiee:

1) arperupoBanue — Mporecc OOBEIAUHEHUS JICKAPCTBEHHBIX MPENapaTroB Ha
mo00M dTare OoOpalleHusi JEKApCTBEHHBIX IMPEnaparoB CyObEKTOM OOpalleHus
JIEKAPCTBEHHBIX CPEACTB B TPETUUYHYIO (TPAHCIOPTHYIO) YHAKOBKY JEKAapCTBEHHBIX
npenaparoB ¢ HAHECEHHWEM COOTBETCTBYIOIIETO KOAa HACHTU(DHUKAIMK TPETUUHON
(TpaHCTIOPTHOM) YIMAKOBKM JIEKAPCTBEHHBIX MpPENaparoB M C COXpPaHEHUEM
uH(pOpMaIMU B CUCTEME MOHUTOPUHTA O B3aUMOCBSI3U CPEACTB UACHTU(PUKALMUUA UITU
KOZIOB HUJEHTU(DUKAIMU KaXJAOTO BJIO)KEHHOTO B TaKyl YIAKOBKY JIEKAPCTBEHHOTO
mpernapata € KOJOM MJIEHTU(UKAUWU TPETUYHOM (TPAHCHOPTHOM) YIaKOBKHU
JIEKApCTBEHHBIX MPENapaToB;
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2) BBOJI B 00OPOT JIEKAPCTBEHHBIX MPETIAPaTOB:

IIpU TPOU3BOACTBE Ha Teppuropun Poccuiickon Penepauum — oneparuu,
MIPOU3BOINMBIE C  JIEKapCTBEHHBIMM  MpernapaTamu OT  NIPOXOXKIEHUS
MPOM3BOJCTBEHHONW cTaauu (acoBKH (YMaKOBKM) JIEKApPCTBEHHBIX IIpErmapaToB B
INEPBUYHYIO YINAKOBKY JIEKAPCTBEHHOrO Ipenapara (B OTHOUIEHUM JIEKAPCTBEHHBIX
OpernapaTroB, s KOTOPbIX HE IPEIyCMOTpEHa BTOpUYHAs (IOTPEOUTEIBCKAs)
YIIaKOBKa JIEKAPCTBEHHOI'O IpernapaTra) U BTOPUUYHYIO (IOTPEOUTEIBCKYIO) YIAKOBKY
JIEKapCTBEHHOI'O  IIpernapaTa A0  3aBEpUICHUs  IPOU3BOACTBEHHOM  CTaIUU
BBIITYCKAOILIEr0 KOHTPOJS KadecTBa M IPEACTABICHUS JOKYMEHTOB M CBEJICHUH,
IpEeIyCMOTPEHHBIX 4YacTeio 1 crateu 52.1 ®epepanbHOro 3akoHa «O0 oOparieHun
JIEKapCTBEHHBIX CpelncTB», B DexepanbHylo ciyx0Oy 1o Haa3opy B cdepe
3/1paBOOXPAHEHUS WM MOJYYEHUs Pa3peIICHUs, IPETYCMOTPEHHOIO YaCThlO 7 CTaThbU
52.1 ®epepanbHoro 3akoHa «OO0 oOpallleHHMH JIEKapCTBEHHBIX CPEACTB» (B cliydae
MIPOU3BOICTBA UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB);

IIpU TIPOM3BOJCTBE BHE TeppuTopuu Poccuiickon dPexepanuum — oneparuu,
MIPOU3BOINMbIE C  JEKapCTBEHHBIMU npenaparamu OT  TIPOXOXKIEHUS
MIPOU3BOACTBEHHON cTaauu (hacoBKH (YNAKOBKHM) JIEKAPCTBEHHBIX IpENapaToB B
NEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IpernapaTta (B OTHOLIEHHWH JIEKAPCTBEHHBIX
OpernapaToB, s KOTOPbIX HE TPEIyCMOTpEHa BTOpUYHAs (IOTpeOUTEIbCKAs)
YIaKOBKa JIEKAPCTBEHHOT'O IpernapaTa) U BTOPUUHYIO (IOTPEOUTENBCKYIO) YHAKOBKY
JIEKapCTBEHHOI'O IIpernapara J0 pa3sMELICHUs JIEKapCTBEHHBIX IIPENapaToB Ha
(apMalleBTUYECKOM  CKJIaJle M  TPEACTABICHUS JOKYMEHTOB M  CBEICHUM,
IPEeIyCMOTPEHHBIX 4YacThio 2 crathu 52.1 ®epepanbHOro 3akoHa «O0 oOpaieHun
JEKapCTBEHHBIX CPeACTB», B DenmepanbHylo CcIyx0y 1o Ham3opy B cdepe
3IpaBOOXPAHEHUs WM MOJYUYEHHUs pa3pelieHUs], IPeyCMOTPEHHOIO YaCcThiO 7 CTaThU
52.1 ®epepanbHOro 3akoHa "OO oOpallleHHHM JIEKApCTBEHHBIX cpeicTB" (B ciyyae
MIPOU3BOICTBA UMMYHOOUOJIOTMYECKUX JIEKAPCTBEHHBIX MIPENapaToB);

3) BropuyHas (TOTpeOUTENbCKAsA) YIIAKOBKA JIGKAPCTBEHHOrO IIpermapara —
YIaKOBKa, MOCTyMNAIas K NOTPEOUTENIO U CayKamas sl pa3MelIeHUs] €IUHUYHON
MEPBUYHOM YNAKOBKHM JIEKAPCTBEHHOTO IMpernapara Wik OO0BbEAMHSIONAs HECKOJIbKO
NEPBUYHBIX YITAKOBOK JIEKAPCTBEHHBIX ITPENApPATOB;

4) BeIBOJ M3 000pOTa JICKAPCTBEHHBIX NpENapaToB — peau3alus, Mpoaaxa u
OTIyCK (B TOM 4HCIE IO pEUenTy) JEKapCTBEHHBIX IpernapaToB MHOTPEOUTENIO,
OPUMEHEHUE, IIepeladya Ha YHUYTOXKEHHE, yTpaTra M CIUCAHUE JIEKapCTBEHHBIX
mpenaparoB, oTOOp 00pasIoB, BHIBO3 paHee BBE3eHHBIX B Poccuiickyto denepariuio
JICKapCTBEHHBIX MpEnapaToB (PE’KCHOPT), a TakKe BBIBOA U3 000pOTa MO HHBIM
pUYMHAM;

5) rnoGanpHBIi  MIACHTU(UKAIMOHHBIA ~ HOMEP  TOPrOBOM  CIMHUIBI  —
YHUKAJbHBIM KOJ, NpPHCBAaUBAaEMbId TpyIIle TOBApOB TMpPU UX OMNHCAHUM B
nH()OPMAIIMOHHOM pecypce, OO0eCleunuBaroeM Y4eT M XpaHEHHE JOCTOBEPHBIX
JAHHBIX O TOBApaXx MO COOTBETCTBYIOIIEH TOBAPHO HOMEHKIIATYPE;

6) uneHTrduKaTop MPUMEHEHUS — MPePUKC, TPEACTABISAIONINN co00i HAbOp U3
2 unmn OoJiee 3HAKOB, PACIIOJIOKEHHBIM B Hayaje 3J€MEHTHOW CTPOKH M OJHO3HAYHO
OTIpeCTSAIONINI Ha3HAUCHHE U (popMaT MOJIsl JTaHHBIX, CIEAYIOLIETO 3a IPEePUKCOM;



4

7) unentudukarop cyObekTta oOpamieHus JIEKapCTBEHHBIX CPEICTB  —
YHUKAJIbHBIA KOJ, MPUCBAUBAEMBI CHCTEMOW MOHUTOPUHTA CyOBEKTYy oOOparieHus
JIEKAPCTBEHHBIX CPEJICTB IO MTOraM €ro PerucTpauuyd B CUCTEME MOHUTOPHUHIA Ha
OCHOBE NEPEJaHHbIX CYOBEKTOM OOpalIeHUs! JEKAPCTBEHHBIX CPEJICTB CBEAEHUN 00
UACHTU(UKALIMOHHOM HOMEpE HAJOromiaTesIbluKa JUIsl KaXJJ0ro aapeca MecTa
OCYILIECTBIICHUS JEATENILHOCTH COIVIACHO JIMLIEH3UH Ha IMPOU3BOACTBO JIEKAPCTBEHHBIX
CPEICTB, JUIEH3UM Ha (apMaleBTUUECKYI0 JESITEIbHOCTb, JIMLUEH3UM Ha
JESTENIbHOCTh M0 000POTY HApKOTUYECKUX CPEACTB, MCUXOTPOIHBIX BEIIECTB U HX
IPEKYPCOPOB, KYJbTUBUPOBAHUIO HAPKOCOAEP)KALIMX PpPAaCTEHUH U JIMIEH3UU Ha
MEJMLIMHCKYI0 JIeATeNbHOCTh (IPU HAJWMYMM TaKOM JIMIEH3UM) WM KOJE
HQJIOTOIUIATENbIIMKA B CTPaHE pPETUCTPALMU U KOJE CTpaHbl PErucTpauuu (s
CyOBEKTOB OOpallleHHs] JIEKAPCTBEHHBIX CPEACTB, HE MPU3HABAEMBIX HAJIOTOBBIMH
pesunentamu Poccuiickoii @enepannn);

8) MHIUBUIYyaTbHBIA CEPUMHBI HOMEpP TOPTOBOM EAMHUIBI — IHUQpPOBas WA
OyKBEeHHO-1IM(POBas MOCIEAOBATEILHOCTD;

9) ko MIeHTU(UKAIIMKA — CEPUIHBIN TIT00ATBHBIA WICHTH()HUKAIIMOHHBIA HOMEP
TOProBOM  €AWHUIBL, MPEACTABISAIOMNNA COOOM  YHUKAJIBHBIA  HUIECHTU(UKATOP
BTOPUYHOM (MOTPEOUTENBCKON) YIAKOBKH JIEKAPCTBEHHOTO IpenapaTta (B ciydyae ee
OTCYTCTBHSI — MEPBUYHOW YIAKOBKHU JIEKAPCTBEHHOrO Ipernapata), (HhopMUPYEMBIil
nyTeM J00aBlieHUusT K TJI00albHOMY HWJICHTU(PUKAMOHHOMY HOMEpPY TOPIroOBOM
€AMHULBI NHIMBHIyAJIbBHOIO CEPUIHOTIO HOMEPA TOPTrOBOM €IMHHULIBI;

10) xox uJeHTU(UKAITTT TPETUYHOMN (TpaHCTIOPTHOM) YIAKOBKH
JIEKapCTBEHHOI'0 Ipernapara — CHUMBOJbHAsl MOCIEAOBATEIBHOCT, (hopMHpyeMasl B
COOTBETCTBUM C TpeOOBaHMUSIMH, TpPenycCMOTpeHHbIMU pasnenom Il Hacrosiero
[Tonoxenus;

11) ko1 MApKUPOBKH — YHUKAJIbHAS TIOCIIEIOBATEIIBHOCTh CUMBOJIOB, COCTOSIIIAS
U3 KOJa WACHTHPUKAUUM W KOJAA TPOBEpKH, (opmupyemas s wLenel
UJeHTU(UKAIIMY TIEPBUYHON yMaKOBKHM (B OTHOIIEHUM JIEKAPCTBEHHBIX MNpenapaTtoB
JUISL. MEJUUMHCKOTO NPHUMEHEHMs, ISl KOTOpPhIX HE MpPeayCMOTpEHAa BTOpUYHAs
YIaKOBKa) U BTOPUYHOU (MOTPEOUTENHCKOM) YINAKOBKHU JIEKAPCTBEHHBIX IMPENapaToB
JUTSI METUIIMHCKOTO IPUMEHEHMUS;

12) ko TPOBEPKH — TIOCJIEIOBATEIBHOCTh CHMBOJIOB, C(HOpPMHUPOBaHHas B
pesyabTare Kpunrorpapuyeckoro mpeoOpa3oBaHHsS KoJa HIASHTU(PHUKAIUU U
MO3BOJISIONIASL BBISIBUTH (haibCU(BUKAINIO KOJa UACHTU(GUKAIIMK PU €Tr0 MPOBEPKE C
HCIOJIb30BaHUEM (PUCKATBHOIO HAKOMUTENS M (MJIM) TEXHUYECKUX CPENICTB MPOBEPKHU
KOJ1a IPOBEPKH;

13) nekapCTBEHHBIC MPEMapaThl, MAPKUPOBAHHBIC CPEICTBAMH WACHTH()UKAIIIH
— JIEKapCTBEHHbIE TpernapaTbl, HA KOTOpPbIE HAHECEHbI CPEACTBA MIACHTU(UKAIUU U
JIOCTOBEpHBIE CBEJEHUS (B TOM YMCIIE CBEJICHMS O HAHECEHHBIX HAa HUX CPEICTBaX
uAaeHTUGUKAMK U (WIM) MaTepualibHbIX HOCHUTENSAX, COAEpKallUX CpEeACTBa
UACHTU(PUKALIMK) O KOTOPbIX B YCTAHOBJIECHHOM IMOPSAKE MEpellaHbl B CHUCTEMY
MOHUTOPHUHTA;

14) mapkupoBKa  yIaKOBOK  JIGKAPCTBEHHBIX  NPENapaToB  CPEICTBAMH
uAeHTU(PUKAIIMKM — HAHECEHHWE CPEeACTB  MJICHTU(UKALUK HAa  BTOPUUHYIO
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(MOTPEOUTENBbCKYI0) YITAKOBKY JIGKAPCTBEHHOTO TIpernapara (a mpu ee OTCYTCTBHH - Ha
MEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOI'O Mperapara);

15) orucanne JNEKapCTBEHHOTO IIperapara — TMEepeYeHb XapaKTEePHUCTHK,
Pa3MEIIEHHbBIX CYOBEKTOM OOpAaIIeHUs JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBYIOIIEM
UH(OPMAIITMOHHOM pecypce, O00ECIeurBaIOIeM YYeT W XpaHEHUE JIOCTOBEPHBIX
JAHHBIX O TOBApax MO COOTBETCTBYIOIIECH TOBAPHO HOMEHKIIATYDE;

16) mepBuYHas yHakoOBKa JICKAPCTBEHHOTO TMpermapaTa — CpPEIACTBO WM
KOMIUJIEKC CPEACTB, OOECIEUYMBAIOIIMX 3aIIUTY JIEKAPCTBEHHBIX IMPENapaTroB OT
MOBPEK/ICHUS U MOTEPh, BO3ACHCTBUS OKPYKAIOIIECH Cpe/ibl, 3arps3HEHUN U UMEIOIIUX
HEMOCPEICTBEHHBIN KOHTAKT C JICKAPCTBEHHBIMU MperapaTaMu;

17) peructparop BBIOBITHS — TEXHHYECKOE CPEICTBO HH(POPMAIIMOHHOTO
oOMeHa, MpeJHa3HAYEHHOE I MepeJadyd B CHCTEMY MOHUTOPHUHIA CBEJIEHUU O
BBIBOZIE M3 000pPOTA JIEKAPCTBEHHBIX MPEMAPATOB, BKIIOUYAIOIIEE B c€0sl IPOrpaMMHO-
amnrmnapatHoe mu@poBaibHOE (KPUNITOrPAPUUIECKOE) TEXHUUECKOE CPEACTBO MPOBEPKU
KOJIOB TMPOBEPKU, B OTHOIIEHUH KoToporo denepaibHON ciyk00i Oe€30MacHOCTH
Poccuiickoii ®denepaniii BbIIAH JTOKYMEHT O €ro COOTBETCTBUU YCTaHOBJICHHBIM
TpeOOBaHUSIM K MHUQPOBAIBHBIM (KPUNTOIPAPUUECKUM) CpPEICTBAM  3aIUTHI
uH(bopMaIuK, ACHCTBYIONIMM B OTHOUICHUU MUGPOBATBHBIX (KpUITOTpad)UUECKUX)
CPEICTB, IPEAHA3HAYEHHBIX ULl IPOBEPKU KOJOB MapKUPOBKU;

18) cpenctBo mIeHTUGUKANMKA — KOJ MApKHPOBKH, TIPEICTABICHHBIA B
MalIMHOYUTAaeMON (opMe WM C HCHOJB30BAHMEM MHOIO CPEACTBA (TEXHOJIOTHH)
aBTOMATUYECKON uAeHTU(UKAIMK, (GOPMUPYEMBIM Uil HAaHECEHHS Ha BTOPUYHYIO
(MOTpeOuTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOIO Mpernapara (B cliydyae €€ OTCyTCTBUS -
Ha NEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Mpernapara) MeTo/laMu, He JOIMyCKaIOUMMU
OTHENeHUsl cpelacTBa uAeHTUGUKAMU U (WIM) MaTepHAIbHBIX  HOCHUTENEH,
coJiepKalluX CpeACTBAa MJECHTU(HUKALMU, OT YHNAKOBKH JIEKAPCTBEHHBIX MpPENapaToB
0e3 MOBPEK/ICHHUI;

19) cyObekThl OOpareHus JICKapCTBEHHBIX CPEICTB — IOPUIMYECKHE JIMIA |
WHIUBUyaJIbHbIE TMPEANPUHUMATENN, OCYIIECTBISIOIINE MPOU3BOACTBO, XPaHEHHE,
BBO3 B Poccuiickyro ®enepannio, OTIYCK, pEeAM3alMI0, Mepeaady, NPUMEHEHUE U
nepenavy Ha yHUYTOKEHUE JIEKapCTBEHHBIX MTPENaparTos;

20) TpeTnyHas (TpaHCIIOPTHAs) YIAKOBKA JICKAPCTBEHHOrO TMperapara —
yIaKOBKa, UCIOJIb3yeMasl JUIsl XPaHEHHUs], IEPEBO3KH U NTEPEMELIEHUS JIEKAPCTBEHHOTO
npernapara Mexay cyObeKTaMu 0OpalleHus! JIEKAPCTBEHHBIX CPE/CTB;

21) yCTpOWCTBO  pETHUCTpAllMd  SMHCCHM  —  TEXHHYECKOE  CPEICTBO
nH(pOPMalMOHHOTO 00MeHa, MpeAHa3HAYeHHOE IS MOJIYYeHHs] KOJIOB MapKUPOBKU U
nepeaayd B CUCTEMY MOHUTOPMHIA CBEIEHHH O MAapKUPOBKE  YIaKOBOK
JIEKAPCTBEHHBIX IPENapaToB CPeACcTBaMU HUJICHTU(DHUKALMHU, BBIMOJIHSIOMEE QYHKINUN
TEXHUYECKOTO CpeICTBa MPOBEPKH KOJA MPOBEPKHU, B OTHOUIEHMH KOTOPOTO
denepanbHOU cityx)00i1 6e3onacHoctu Poccuiickoit denepaniui BhIIaH TOKYMEHT O
€r0  COOTBETCTBMM  YCTAHOBJIEHHBIM  TpeOOBaHUAM K  MHU(GPOBAIbHBIM
(kpunTorpadMyeckuM) CpeACTBaM  3alUThl  MH(OpMaLUuU, JEHCTBYIOIIUM B
OTHOLIEHUU IMU(PPOBATBHBIX (KPUOTOrpAPUUECKUX) CPEACTB, MPEAHAZHAYCHHBIX IS
MIPOBEPKU KOJOB MAapKHPOBKH, JMOO BKIIOYAIOLIEE B CBOM COCTAaB TEXHUYECKOE
CPEIICTBO MPOBEPKHU KOJOB MPOBEPKH, B OTHOIICHUHN KOTOporo denepaabHoi ciryx00i
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6e3omacHoctn Poccuiickoit denepanuu BblJaH JOKYMEHT O €ro COOTBETCTBHH
YCTaHOBJICHHBIM TPEOOBAHUAM K HIM(PPOBATBHBIM (KPUNTOTPAPUUECKHM) CPEICTBAM
3amuThl  uHpOpManMM,  JEHCTBYIOIIMM B OTHOIICHWH  IIU(POBATHHBIX
(xpunrorpaduyecKnx) CpeaCTB, MPEAHA3HAYCHHBIX JJI IPOBEPKU KOJOB MAPKUPOBKH;

22) pacoBka (ymakoBKa) JICKAPCTBCHHOIO IIperapara — IIPOM3BOJACTBCHHAS
CTaaus, MpeaycMaTpuBaroias MoMeIIeHUe JEKapCTBEHHOTO Mpenapara B MepBUYHYIO
YIaKOBKY JIEKapCTBEHHOI'O TIpernapara WIM BO BTOPUYHYIO (MOTPEOUTEIBCKYIO)
yIaKOBKY JIEKapCTBEHHOT'O MIpernapara;

23) SMUTEHT KOJa HACHTH(HUKAIMH TPETUYHOH (TPAaHCIOPTHOM) YIMaKOBKUA —
CyOBeKT oOpallleHUs JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISIOMMN (GOpMUpPOBAHUE U
HaHECEHHWE KoJa  HUJCHTU(UKAUU  TPETUYHOM  (TPAaHCHOPTHOHN)  YHAKOBKHU
JEKapCTBEHHOIO  MpernapaTa Ha  TPETUYHYK  (TPaHCHOPTHYIO)  YIAKOBKY
JIEKAPCTBEHHBIX MPENapaToB;

24) DMUTEHT CpEACTB HICHTH(DUKAIMA — TIPOU3BOJIUTENH JICKAPCTBEHHBIX
CPEICTB, OCYIIECTBIISIIOUIMNA MPOU3BOACTBEHHYIO CTaaui0 (acoBKH (YIAKOBKH)
JIEKapCTBEHHOI'O Tpernapara ¢ HAaHECEHUEM CPEICTB MACHTU(UKAIIMK HA BTOPUYHYIO
(mMOTpeOUTENbCKYI0) YIIAKOBKY JIGKAPCTBEHHOTO TIpernaparta (a npu €€ OTCYTCTBUU — Ha
NEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIpenapara), — IpU [POU3BOJCTBE
JIEKapCTBEHHOI'O Tperapara Ha Teppuropun Poccuiickoit denepanuu, niam aepxxareib
anbo BIajAenel] PErucTPAlMOHHOIO YIOCTOBEPEHMs JIEKApCTBEHHOTO Iperapara
(amee — pErUCTPallMOHHOE YAOCTOBEPEHHUE) — IPHU IPOU3BOJICTBE JEKAPCTBEHHOTO
npenapara BHe Tepputopuu Poccuiickonn ®Penepanuy, WIM NPEACTABUTEIBCTBO
WHOCTPAHHOM OpraHu3anuu Ha teppuropun Poccuiickon denepaunu, sBISIOLICHCS
aepxateyneM MO0  BIaJENbLEM PETUCTPALMOHHOIO YAOCTOBEpEHUS, — TpHU
ITPOM3BOJICTBE JIEKAPCTBEHHOTO Ipernapara BHe Tepputopun Poccuniickon Penepanun.

I1. XapakTepucTHKHU CpeACTBA HACHTH(PUKALUY, IIOPSJAOK €ro
HAHECEeHUsI M TPeOOBaHUsA K CTPYKTYpe U (popmaty unopmaumu,
KOTOPYIO COACPKUT CPEeACTBO HACHTH(PUKANNH

3. CpencrtBo UJCHTU(DUKAIIIH npu HAaHECEHUM  HAa  BTOPUYHYIO
(MOTPEOUTENBbCKYI0) YITAKOBKY JIEKAPCTBEHHOTO Tpernaparta (B ciiydae ee OTCYTCTBUS —
Ha TEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO Mpernapara) COOTBETCTBYET CIEIYIOIIUM
XapaKTePUCTUKAM:

1) IByXMEpHBIA IITPUXOBOW KOJ HAHOCHTCS TOYCUYHBIMH CHMBOJAMH B
COOTBETCTBUM C TPeOOBAHHMSIMHU HAIIMOHATBLHOTO cTaHmapra Poccuiickoit deneparuu
('OCT P UCO/MDBK 16022-2008 «ATromatuueckas uaeHtudukarus. KogupoBanue
mTpuxoBoe. Cnenudukamuss cumBoiuku Data Matrix»), KOTOpBIM YTBEPKJICH
npukazoM @DenepanbHOTO AareHTCTBa IO TEXHUYECKOMY PETYJIUPOBAHUIO U
METPOJIOTUH;

2) IBYXMEPHBIH IITPUXOBOH KOJ HAHOCHTCS C YPOBHEM Kiacca kadectBa C win
BBIIIIE B COOTBETCTBUM C TPEOOBAHUSIMU HAIIMOHAIBHOTO CcTaHaapta Poccuiickoii
Oenepanuu (I'OCT P MCO/MBK 15415-2012 «MubopmariioHHbIe TEXHOJIOTHH.
Texnonornu aBTOMaTH4eCKOW wuaeHTUPUKaUu W cObopa maHHBIX. Crenudurarms



WCTIBITAHUM CUMBOJIOB IITPUXOBOI'O KOJA JUIsl OLEHKU KadyecTBa medatu. J[BymepHbIe
CHUMBOJIbI»), KOTOpPBIM yTBepxkAeH TmpukazoM DenepaabHOro areHTCTBa IO
TEXHUYECKOMY PETYJIMPOBAHUIO U METPOJIOTHH;

3) ABYXMEPHBIH IITPUXOBOM KOJ HAHOCHUTCSA II€YaThI0 C KCIIOJIH30BAHUEM
merona koppekiuu ommbok ECC-200 B cooTBeTcTBUM ¢ TpeOOBaHUSMU
HanpoHalbHOrOo cTanaapta Poccutickoit deneparuun ('OCT P MCO/MOBK 16022-
2008 «ABromarnueckas uaeHtudukamnus. KogupoBanue mrpuxoBoe. Crienudukaius
cuMBoky Data Matrix»), KOTopblil yTBepxkaeH npukazom denepaibHOr0 areHTCTBA
10 TEXHUYECKOMY PEryJTUPOBAHUIO U METPOJIOTUH;

4) Ipu HAHECCHWM CPEACTBAa WJICHTHU(PHMKAIMKM JICKAPCTBCHHOTO Iperapara
ucnonibdyercss  ASCII  komupoBaHue Ha OCHOBE HAIMOHAJIBHOTO CTaHAapTa
Poccuiickoii ®eneparun (OCT P MCO/MDBK  16022-2008 «ABTOMaTthueckas
unentupukamus. KogupoBanme mTpuxoBoe. Cneuumdukanus cuMBoiauku Data
Matrix»), KoTopbIii yTBepskJieH prka3zoM deaepaabHOro areHTCTBa 1Mo TEXHUISCKOMY
PEryJIMPOBAHUIO U METPOJIOTHUHU.

4. CBenieHus, coJepKaludecs B CpPEIACTBE UJCHTHU(UKAIMKA, HAHOCSATCS
MIPOU3BOJIUTENIEM B BHUJE JBYXMEPHOTO IITPUXOBOTO KOJAa METOJAMH Ile4aTh Ha
BTOPUUHYIO (MMOTPEOUTENHCKYI0) YIIAaKOBKY JIEKAPCTBEHHOIO TMpernapaTa (B ciiydae ee
OTCYTCTBUS — Ha MEPBUYHYIO YIMAKOBKY JIEKAPCTBEHHOr'O Mperapara) Wik nevyaTd Ha
MaTepHAIbHBIA HOCUTEIb (3TUKETKY), HE JOIMYCKAIOIUMHU OTIEJICHUSI MAaTEPUAIBHOTO
HOCHTEJIIA, COJIEpKAIler0 CpPeACTBa HACHTU(PUKALUUA, OT YIMAKOBKH JIEKAPCTBEHHOTO
npenapara 6e3 MOBPEKICHU.

B ciyuyae BBo3a B Pocculickyro @enepanuo npu Ipou3BOJCTBE BHE TEPPUTOPUH
Poccuiickoit @enepanuu (3a UCKIIOUEHUEM JIEKAPCTBEHHBIX MPENapaToB, BBO3UMBIX
W3  TOCyJIapcTB-ujieHOB  EBpa3uiickoro  SKOHOMHYECKOTO  COI03a)  MHapTHUH
JIEKapCTBEHHOIO Tpernapara JO0MyCKaeTCs HAaHECEHUE JIByXMEPHOIr0 IITPUXOBOTO KOAA
METOJIOM T[I€YaTH Ha MaTepHalbHBII HOCUTENIb (ISTUKETKY), HE JOMYCKAIOIINM
OT/CJICHUS  MaTEpPUAIIBHOTO  HOCUTENS  (ITUKETKU), COJEPXKAIIero  CpeicTBO
UJIeHTU(PUKAIIMU, OT YMAKOBKU JICKAPCTBEHHOrO Ipernapara 0e3 MOBPEXIEHUM, ¢
MOCJEAYIONIUM HAHECEHUEM MATePUAILHOTO HOCHUTENS (ITUKETKH) HAa BTOPUYHBIC
(moTpebuTENbCKUE) YITAKOBKH JICKAPCTBEHHOTO Tpenapara (B ciiydae ux OTCYTCTBUS —
NEPBUYHBIC YIAKOBKHU JIEKAPCTBEHHOr'O IMperapara) Ha TaMOKEHHOM CKIaze, aapec
KOTOPOT'0 yKa3aH B KQUeCTBE aJIpeca MeCTa OCYLIECTBICHUS AEATEIbHOCTH B JIMLIEH3UU
Ha (apMareBTUYECKYIO JESITEIbHOCTh OpPraHU3allid, OCYIIECTBIISIIONIEH OINTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMHU.

5. Uadopmanusg, coxaepkamascs B CPEICTBE HMJACHTHU(GUKAIIUA, HMEET
CJIEIYIOILYIO CTPYKTYPY:

1) mpusHak cuMmBoJiMKK Data Matrix — CMMBOJI, UMCIOIIMIA Ko 232 B Ta0nwuIie
cuMBoJjioB ASCII;

2) mepBas TpyIMIa JaHHBIX — JIOOAJIbHBIN WACHTUDUKAIMOHHBIA HOMEP
TOPTOBOM  €IWHUIIBI, cocTosmuil w3 14 1udpoBBIX CHUMBOJIOB, KOTOPOMY
npenaecTByeT uaeHtTugukarop npumenenus (01);

3) BTOpas rpynna JaHHbIX — WHIWBHUIYaJIbHBIA CEPUHHBI HOMEpP TOProBOU
EAVHUITBI, cocTosAmmid u3 13 cumBONIOB TM(dpOBOM wau OyKBEHHO-IIMGPOBOU
MOCJIeIOBATEILHOCTH  (JJaTMHCKOTO  andaBuTa),  KOTOPOMY  MPEAIIECTBYET
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uneHtTudukatop npuMmeHeHus (21). 3aBepmiaromyM CHMBOJIOM IS OTOW TPYIIIBI
JAHHBIX SBJISIETCS CHEIUAJbHBIA CUMBOJ-Pa3/IeIUTeNb, UMEIOIUN KO 29 B Tabnuie
cumBos10B ASCII, v cumBoa ®YHKIMSA 1 (FNC1);

4) TpeThs TpyIa JAHHBIX - UACHTU(GUKATOP (MHIWBUAYATHHBIA MOPSIKOBBIN
HOMEp) KJtoYa MPOBEPKH, MPEAOCTABISIEMbIA AMUTEHTAM CPEICTB UICHTU(DUKAIUU
OIEpPaTOPOM CHUCTEMBI MOHHTOPHMHIA B COCTAaBE KOJA IPOBEPKH B COOTBETCTBUU C
HactosiuM  [lonoskenueM, cocrosmuit u3 4 cumBoJIOB (LMdp, CTPOUHBIX U
IPOIUCHBIX OYKB JIATUHCKOTO aiaBHUTa), KOTOPOMY MPEIIIECTBYET HUACHTU(DUKATOP
npumeHeHust (91). 3aBepiaroMM CHMBOJIOM [JIsl 3TOM TPYMIbl JAHHBIX SIBISIETCS
CIIeIMAJIBHBIM CUMBOJI-pa3/ieNuTeNb, UMeromui ko 29 B tabnuine cumposioB ASCII,
win cumBos1 ®YHKIMA 1 (FNC1);

5) ywerBepTas rpynna JAaHHbBIX — 3HAYEHUE KOJA IMPOBEPKH, MPEIOCTABISIEMOE
AMUTEHTaM CPEJCTB UJACHTU(PUKAIIMU ONMEPaTOPOM CUCTEMbl MOHHUTOPHUHIA B COCTaBE
KOJa TPOBEPKH B COOTBETCTBMM C HacrosuuM llomoxxeHuem, KOTOpomy
MpealecTByeT uaeHTudukatop npuMenenus (92), m cocrosiee u3 44 CUMBOJIOB
(1mdp, CTPOUHBIX U MPOMUCHBIX OYKB JATHHCKOTO aj(aBUTA, a TAKXKE CHEIUATbHBIX
CHMBOJIOB).

['pynmbl JaHHBIX JOJKHBI PacIojaraThCs MOCIEIOBATEIBHO — OT NEPBOM K
YETBEPTOM.

6. UnnuBulyaibHBIA CEpUMHBIA HOMEP TOPTOBOM €IUHUIIBI TE€HEPUPYETCS C
y4eToM  OOecrleueHuss ero  YyHMKAIbHOCTH  JUIi  KaXJIOro  TJI00ATbHOTO
UJACHTU(UKAIIMOHHOTO HOMEpa TOProBOW E€IUHUIBI B TEYEHUE BCEro CpokKa
(GYHKIIMOHUPOBAHUS CUCTEMbl MOHUTOPHHTA.

['moGanbHbi  WACHTU(UKAIMOHHBIA  HOMEpP  TOPrOBOM  €IWHUIBI |
WHJUBUyaJIbHBIA CEpUMHBIA HOMEP TOProBOM €AMHUIBI AYOJIHPYIOTCS B BHIE
YUTAEMOT'0 MIEYaTHOT'O TEKCTA.

I11. ITopsigok mory4yeHHus1 KOAOB MAPKUPOBKHU, GOpMUPOBaHUS
KOJA0B HACHTU(PUKAINM TPETUYHOM (TPAHCIIOPTHOMN) YIIAKOBKHU
JIEKAPCTBEHHOI'0 Npenapara U UX perucTpaunu
B CHCTeMe MOHMTOPUHIA

7. IlonyyeHue SMUTEHTAMU CPEACTB HACHTHU(PUKAIMH OT OMNEepaTropa CHUCTEMbI
MOHHUTOPHUHIA KOJOB MAapKUPOBKU OCYIIECTBIISIETCA C HCIOJb30BAHUEM YCTPOWCTB
pETUCTPALIUU DMUCCUU.

8. DOMHUTEHT CpeacTB UACHTU(UKAINK, 3apEerUCTPUPOBAHHBIN B CHCTEME
MOHUTOPUHIA, MNPEACTABISAET ONEPATOPyY CUCTEMBI MOHUTOPUHIA 3asiBKYy Ha
MOJy4Y€HUE KOJIOB MAapKUPOBKH. 3asiBKa HAMPABISAETCS MOCPEACTBOM HMCIIOJIb30BAHUS
YCTPOWCTB pErucTpauvu >Smuccud. llpu 3TOM  B3aMMOIEUCTBUE  YCTPOMCTB
perucTpanuu SMUCCHUM C HWHGOPMAIMOHHBIMU CHUCTEMaMU JOMUTEHTa CPEJNICTB
UJEHTU(PUKAIIMM  OCYIIECTBISIETCS C  HCMOJIb30BaHWEM  (OpPMATOB  JIaHHBIX,
pa3MeniaeMbIX  OMepaTopoM CHUCTEMbl MOHUTOPUHTa Ha O(UIMAIBHOM cailTe
orneparopa CUCTEMbl MOHUTOpPUHIAa B ceTu MHTepHeT. 3asBKa HAa MOJYYECHHE KOIOB
MapKUPOBKU COACPKUT:
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1) kox uaenTuduKanuu B cirydae (OpMHUPOBAHHS HHIMBUYaTbHOTO CEPUHHOTO
HOMEpa TOPTOBOM €TUHUIIBI SMUTEHTOM CPEACTB UICHTU(UKALINY;

2) rno6anbHbI HISHTU(UKALUOHHBIA HOMEDP TOPTrOBON €UHHIIBI U KOJHMYECTBO
WHANBUAYAIbHBIX CEPUHHBIX HOMEPOB TOPrOBOW €IMHUIIBI B ciiyyae (pOpMHUpPOBaHUS
UHIAVBUIYAJIBHOIO CEPUHHOTO HOMEpPA TOPrOBOM E€IUHUIBI OINEPaTOPOM CHUCTEMBI
MOHHUTOPUHTA.

9. Kox mapkupoBku (pOpMHUPYETCSI ONIEPaTOPOM CUCTEMBl MOHUTOPHUHTA IIyTEM
IPUCBOEHUS KOJOB IMPOBEPKU JJI1 KAKIOrO KOJa MIECHTU(UKALNN U BKIIOYACTCS B
peecTp CpeACTB UAECHTU(UKALIUN OTIepaTOpa CUCTEMbI MOHUTOPHUHTA.

OnepaTtop cucTeMbl MOHUTOPUHIA HE IO3[HEE 2 4acOB ¢ MOMEHTA IOJIy4YEHUs
3a5BKM Ha TIIOJlyYeHHE KOJOB MAPKMPOBKM HAIIPaBIsE€T 3SMHUTEHTY CpEICTB
UACHTU(DUKAIINH CTIUCOK CHOPMUPOBAHHBIX KOJAOB MAPKUPOBKH.

10. OmuTeHTaM CcpeAcTB UACHTU(DUKAIMM OTKAa3bIBaeTCS B BBIJAYe KOIOB
MapKHUPOBKH 110 CIEAYIOIUM IPUUHHAM:

1) orcyrcTBME B 3adBKE Ha TIOJy4YEHHE KOJOB MAapKUPOBKU CBEACHHIA,
MPEAYCMOTPEHHBIX MYHKTOM 8 HacTosiero [lonoxenus;

2) OTCYTCTBUE CBEJECHUN O PETUCTPALIMM SMHUTEHTAa CPEICTB UJICHTU(HUKAIUU B
CUCTEME MOHUTOPHUHTIA;

3) oTcyTcTBHE Yy OllepaTopa CUCTEMbl MOHMTOPUHIA CBEJIEHUI 00 ycTpoicTBe
PErHCTpAallUd SMHUCCUH, C MCIOJIB30BAHMEM KOTOPOIO HAlpaBJICHA 3asBKA Ha
NOJIy4€HHE KOJIOB MAapKUPOBKH;

4) HanmuuMe paHee 3aperuCTPUPOBAHHBIX B CHCTEME MOHUTOPUHIA CBEIECHUH O
KOJI€ MJIEHTU(UKALINU, [IPEICTAaBJICHHOM B COOTBETCTBUM C MOJIMYHKTOM | MmyHKTa 8
HacTtosmero Ilonoxenus;

5) oTcyTrcTBHE B CHUCTEME€ MOHUTOPHMHIAa CBEICHHA O [IOOAIbHOM
UJEHTU(UKAIITMIOHHOM HOMEPE TOPTrOBOM €IMHMIIbI, IPEICTABICHHOM B COOTBETCTBUU
C MOAIYHKTOM 2 TIyHKTa 8 Hacrtosuiero [lonoxenus.

11. OnepaTtop cuCTEMBbl MOHUTOPHHIAa OOECIEUMBAET MOJYYEHUE SMUTEHTAMU
CpenCTB MAEHTU(UKAIIMU KOJIOB MApKUPOBKU MOCPEACTBOM OCHAIIECHHS SMUTEHTOB
CPEICTB UJICHTU(DHUKAIMN YCTPONCTBAMU PETUCTPALIUU IMUCCHUU.

OcHallleHue SMUTEHTOB CPEACTB UACHTU(UKALIMU YCTPOUCTBAMHU PETUCTpALUU
SMUCCHH, BKJIIOYas 00ecledeHHe YJAJIEHHOTO JOCTyNna K YCTPOMCTBY pPETHUCTpaluu
SMHUCCHH, pa3MEIICHHOMY B HH(pacTpyKType orepaTopa CHUCTEMbl MOHUTOPHHIA,
OCYILIECTBIISIETCS. ONEPATOPOM CHCTEMbl MOHUTOpPUHIA Ha O€3BO3ME3JHON OCHOBE.
B memsx Takoro ocHameHUS SMUTEHT CPEICTB HACHTU(UKALMUU 3aKII0YaeT C
ONEepaTopOM CUCTEMBI MOHUTOPHUHIA JIOTOBOPBI, COAEPKAUIME B TOM YHCIIE YCIOBUS
MIPEJOCTABIIEHUsI YCTPOWCTBA PErUCTPAllMM 3MHUCCUM M €ro  PErjiaMeHTHOIO
oOcnykuBaHUsI Ha O€3BO3ME3JHON OCHOBE WJIM YCJIOBHS OKa3aHUs YCIYrd 10
NPEIOCTaBICHUI0O  YCTPOMCTBA  PErMCTpallid  AMHUCCHUH,  Pa3MELIEHHOTO B
UH(QPACTPYKType oOIeparopa CUCTEMbl MOHUTOPUHIA, MYyTEM MPEIOCTaBICHUS
yAQJICHHOTO JIOCTyIa K HEMY Ha 0€3B03Me3HOM ocHOBE. Perienue o BpIOOpE criocoda
OCHAILIEHUSI MPUHUMAETCSI SMHUTEHTOM CpEACTB HAeHTHU(pUKauuu. Tumosas (opma
yYKa3aHHBIX JOTOBOPOB yTBEpKIaeTcss MUHUCTEPCTBOM IPOMBIIINIEHHOCTH U TOPTOBJIH
Poccuiickon ®@enepanumu.
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OcHamieHue HSMUTEHTOB CpPEICTB  HACHTU(DHUKAIIMKA, HE MPU3HABAEMBIX
HAJIOTOBBIMM  pe3uaeHtamu  Poccumiickoir  @enepanui M HE  MMEIOIIKX
MPEJICTAaBUTENBCTB Ha Tepputopun Poccuiickonn  ®enepanuu, yCcTpoWCTBaMU
PETUCTPAIIMA 3MHUCCUHU, A TAKXKE 3aAKIIOUYEHUE JOTOBOPOB C ONEPATOPOM CHUCTEMBI
MOHHUTOPHUHTA, MPEIYCMOTPEHHBIX a03alleM BTOPHIM HACTOAIIEIO IyHKTa, MOTYT
OCYILIECTBIISATHCS YEPE3 YIIOTHOMOUYEHHOTO ITPEACTABUTEIS.

12. DMUTEHT CpelncTB WIASHTU(UKAIMU MOCTEe TMOJYyYeHUsS KOoJla MapKUPOBKHU
o0ecreunBaeT ero Npeoopa3oBaHUe B CPEACTBO UICHTU(PUKALINN, HAHECEHHUE CPEICTBA
UACHTU(PUKAIIMK Ha BTOPUYHYIO (IMOTPEOUTENHCKYI0) YIAKOBKY JIEKaPCTBEHHOTO
npenapara (a mpu ee OTCYTCTBUM — Ha MEPBUYHYIO YIMAKOBKY JEKapCTBEHHOI'O
npernapara) Wid Ha MaTepUalbHbI HOCHUTENb (ITUKETKY) W TEpelaeT B CHCTEMY
MOHUTOPHUHTA CBEJCHUS O HAHECEHUU CPEJICTBA UIACHTU(PUKAIIMU B COOTBETCTBUU C
nyHktamu 57, 60 mu6o 61 Hactosimiero [lonoxeHust He TO3/IHEE HACTYIUJICHUS OJHOTO
13 CJICAYIONMIMNX COOBITHIA:

1) BBog B 00OpOT JEKapCTBEHHOTO TMpernapaTa, Ha YIAKOBKY (ITHKETKY)
KOTOPOTO  HAHECEHO  CPEACTBO  HWAEHTU(UKAIMHU,  TpeoOpa3oBaHHOE U3
COOTBETCTBYIOIIETO KOJa MAapKHUPOBKH, TPH MPOU3BOJACTBE  JIEKAPCTBEHHBIX
npenaparoB Ha teppuropun Poccuiickoit @enepaunu;

2) nocraBKa JIEKQpPCTBEHHOTO Ipernapara B MECTO NPHUOBITUS Ha TEPPUTOPHUH
Poccutickon denepanun ¥ noga4yv TaMOKEHHOM JIEKJIAPALMU HA TOBAPhl B IPOLIEAYPE
BBINTyCKa JJI1 BHYTPEHHEro MOTPEOJICHUS WIM MOJa4d TaMOXEHHOM JIeKiIapaluu Ha
TOBapbl B MPOIEAYpPE BBIYCKA JJIi BHYTPEHHErO0 NOTPEOJICHHs] JIEKapCTBEHHOTO
npernapara, MapkKUpOBAaHHOTO Ha TaMOXEHHOM CKJaJieé B COOTBETCTBHM C ab3arem
BTOpPHIM TyHKTa 4 Hacrtosmero I[lomoxxeHusi, mpu NPOU3BOJCTBE JEKAPCTBEHHBIX
npenapatoB BHe Tepputopun Poccuiickoit  ®enepauun (32 UCKIIOYEHUEM
JICKapCTBEHHBIX TMPENapaToB, BBO3UMBIX M3 TOCYAapPCTB-WICHOB EBpa3uiicKkoro
AKOHOMMYECKOTO COI03a);

3)BB0o3 B Poccuiickyro ®enepanmio Ha  (hapMaleBTUUYCCKHH  CKIIaJ
JIEKapCTBEHHOTO Mpernapara MNpH MNPOU3BOJCTBE JIEKAPCTBEHHBIX IPENAPATOB BHE
TeppuTopun Poccuiickoii denepanim — B OTHOLIEHWHU JIEKAPCTBEHHBIX IPENApaToB,
BBO3HMMBIX U3 I'OCYAapCTB-WICHOB EBpa3niiCKOro ’KOHOMHUYECKOTO COrO3a.

13. Omnara ycinyru no npeioCTaBIeHUIO KOJIa MapKUPOBKHU ONIEPATOPY CUCTEMBI
MOHHUTOpPHHIA, NPEAYCMOTpEHHas mocTtaHoBieHueM lIpaBurenscTBa Poccuiickon
Oenepanuu ot 8§ mast 2019 1. Ne 577 «O06 yTBepkIeHUn pa3Mepa IiaThl 3a OKa3aHue
YCIIYT TI0 TPETOCTABICHUIO KOJOB MapKUPOBKU, HEOOXOIUMBIX 7Sl (hOPMHUPOBAHMUS
cpenctB wuiaeHTU(UKAMU W o0OecreueHruss MOHUTOPUHTA JBWKEHHUS TOBApOB,
MO/IeXKAITNX 00s3aTEIPHOM MapKUPOBKE CPEACTBAMHU HACHTHU(PUKAINHA, a TAKKE O
MOPSIIKE €€ B3UMaHUs, MPOU3BOIUTCS YMUTEHTOM CPEACTB UACHTU(DUKALINK IO JAThI
MOJYy4YEeHUsS KOJAa MApKUPOBKM WM B TeueHue 180 KaneHIapHbIX JHEH C JaThl
MOJYy4YEeHUs KOJa MapKUPOBKH, HO HE MO3JHEE HACTYIUICHUS OJHOTO W3 CIEAYHOIINX
COOBITHIA:

1) BBog B 00OpOT JICKApCTBEHHOTO TMpernapara, Ha YINAKOBKY (ITHKETKY)
KOTOPOTO  HAHECEHO  CPEICTBO  WACHTHU(UKAIUM,  NpeoOpa3oBaHHOE U3
COOTBETCTBYIOIIETO KOJAa MApKHUPOBKH, TPH MOPOU3BOJACTBE  JIEKAPCTBEHHBIX
npenapaToB Ha Teppuropun Poccuiickoit @enepannu;
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2) mocTaBKa JICKAPCTBEHHOTO Iperapara B MECTO NMPHOBITUS HA TEPPUTOPUU
Poccuiickon deaepanun u noj1aun TaMOKEHHOM JIEKJIapaliy Ha TOBAPHI B IIPOLEAYPE
BBIITYCKa JUIsI BHYTPEHHErO MOTPEOJIEHUs WIM MOJAa4d TaMOXXEHHOM JeKJIapaluuy Ha
TOBapel B MPOLEAYPE BBINYCKAa JJII BHYTPEHHErO MOTPEOJEHUS JIEKAPCTBEHHOIO
npenapara, MapkKUpOBAaHHOTO Ha TaMOXEHHOM CKJaJieé B COOTBETCTBHM C ab3alem
BTOpPBIM IyHKTa 4 Hacrosmero IlonokeHus, mpu NPOHU3BOJCTBE JIEKAPCTBEHHBIX
npenaparoB BHe Tepputropun Poccuiickoit  ®eneparuu (32 HCKIIOYEHUEM
JIEKapCTBEHHBIX IPENapaToB, BBO3UMBIX W3 TOCYJapCTB-WICHOB EBpa3uiickoro
HKOHOMHUYECKOTO COI032);

3)BB0o3 B Poccmiickyto ®exepanmio Ha  (hapMaleBTHUECCKHHA  CKIIa
JIEKapCTBEHHOI'0 TMpernapara IMpU IPOU3BOJCTBE JIEKAPCTBEHHBIX MPENApaTOB BHE
tepputopun Poccuiickon @enepanuy — B OTHOLIECHHWH JIEKAPCTBEHHBIX IPENApPaTOB,
BBO3UMBIX U3 FOCYJapCTB-WIEHOB EBpazniickoro 3KOHOMHYECKOT0 CO03a.

OmnepaTop CUCTEMbI MOHUTOPUHIA PETUCTPUPYET (BHOCHUT) B CUCTEME (CUCTEMY)
MOHUTOPUHIa HH(POPMALMIO O HAHECEHUU CPEJICTBA WICHTU(UKAIUHU, YKA3aHHYIO
SMUTEHTOM CpPEICTB WACHTH(PUKALIUK B CBEJICHUAX O HAHECEHUWU CpEACTBa
UAEHTU(UKAIIMY, TIOCIE IMOJY4YEHHUS OIUIAThl YCIYI'M IO NPEJOCTaBICHHUIO KOJa
MapKUPOBKH, IPEOOPAa30BAHHOTO B COOTBETCTBYIOLIEE CPEJCTBO UACHTHUPUKAIIUH.

14. Pemenune o BbIOOpe crocoba omiaaThl YCIYTM IO IMPEIOCTABICHUIO KOAA
MapKUPOBKU MPUHUMAETCS SMUTEHTOM CPEJICTB UIACHTU(DUKAIUH.

15. B ciydae ecim omata yCiIyrd IO NPEAOCTABICHHUIO KOJAa MapKUPOBKU
OCYILIECTBIISIETCS 3MUTEHTOM CpPEICTB MICHTU(UKALMU 10 MPEACTABICHUS UM B
CUCTEMY MOHHUTOPHUHIa CBEJACHUH O HAHECEHUU CpEACTBAa MJECHTU(UKALINY,
npeoOpa3oBaHHOTO M3 COOTBETCTBYIOIIETO KOJa MAapKUPOBKH, Takas yciyra
MPU3HAETCS OKa3aHHOM ONEpaTopoOM CHUCTEMbl MOHUTOPHHIA B MOMEHT IMOJYYEHUS
AMUTEHTOM CPEJCTB MAECHTU(UKAIIUU OTUTAYEHHBIX KOAOB MapKUPOBKHU.

16. B ciaydae ecim omnata yCIyrd MO HPEAOCTABICHUIO KOAAa MapKUPOBKH
OCYUIECTBJISIETCS. SMUTEHTOM CPEICTB MACHTHU(PHUKALUU TOCIE MPEACTABICHUS UM B
CUCTEMY MOHMTOPUHIA CBEACHUH O HAHECEHUWH CpEeACTBa WACHTH(PUKALINH,
peoOpa30BaHHOTO M3 COOTBETCTBYIOUIETO KOJIa MAapKUPOBKH, Takas yclyra
IPU3HAETCA OKa3aHHOM ONEPATOPOM CUCTEMBbI MOHUTOPHMHIA B MOMEHT PETUCTpALUU
(BHECEHUsI) ONepaTOpOM CHUCTEMbl MOHUTOPUHTA B CUCTEME (CHCTEMY) MOHUTOPWHIA
uHpOpMaIuy, coaepKalleiicss B CBECHUSIX O HAHECEHUHU CPEJICTBA UJICHTU(UKALINY,
IpeoOpa30BaHHOTO U3 COOTBETCTBYIOLIETO KO/Ia MAaPKUPOBKH.

17. B cimywyae eciu B COOTBETCTBUM C TocTaHOBJIeHUeM [IpaButennbcTBa
Poccuiickoit @enepanuu ot 8§ mast 2019 r. Ne 577 «O0 yTBep»KIaeHUU pa3mepa TaThl
3a OKa3aHUE YCIYT IO MPEJIOCTaBICHUIO KOJOB MAapKUPOBKH, HEOOXOIMMBIX ISt
dopMHpoOBaHUs CPEACTB MACHTHU(PUKALUU U 0OECIeUeHHUs MOHUTOPUHTA JABUKEHUS
TOBApOB, MOJJIEKAIIMX 00sA3aTEIIbHOW MapKUPOBKE CPEICTBAMM HIACHTU(UKAIMH, a
TaK)Ke O MOPSAKE €€ B3MMaHUs» yCiayra Mo MPEeAOCTABICHUIO KOJA MApKUPOBKH HE
HNOJJICKUT OIJIaTe, SMUTEHT CpPEJICTB HWJSHTU(UKAIMU T[OCie TMOJy4YeHUus KojJa
MapKUpOBKH OOecreuyrBaeT €ro mnpeoOpa3oBaHMEe B CPEACTBO HJEHTU(DUKAILUY,
HAHECEHUE CPEJCTBA MACHTHU(PUKALMK HA BTOPUUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY
JIEKapCTBEHHOI'O Mpernapara (a NMpu €€ OTCYTCTBUM — Ha MEPBUYHYIO YIAKOBKY
JIEKapCTBEHHOIO Mpenapara) Wik Ha MaTepUalibHbI HOCUTENb (3TUKETKY) U B TEUCHUE



12

180 xaneHaapHbIX JHEH NEperaeT B CUCTEMY MOHHUTOPHHIA CBEJIEHHUS O HAHECEHUU
CpencTBa WACHTH(PUKAIMA B COOTBETCTBUM IyHKTamMu 57, 60 mubo 61 HacTosmero
[TonoxxeHus, HO HE TIO3/IHEE HACTYIJICHHS OJHOTO U3 CIEAYIOMINX COOBITHIA:

1) BBog B 00OpPOT JEKapCTBEHHOTO TMpernapaTa, Ha YIAKOBKY (ITHKETKY)
KOTOPOTO ~ HAHECEHO  CPEJACTBO  HJACHTUPHUKaUMHU,  TpeoOpazoBaHHOE U3
COOTBETCTBYIOIIETO  KOJa MAapKUPOBKU, TIPU TPOU3BOACTBE JIEKAPCTBEHHBIX
npenaparoB Ha Tepputopun Poccuiickon Penepannu;

2) MocTaBKa JICKAPCTBCHHOT'O Iperapara B MECTO NMPHOBITUS HA TEPPUTOPUH
Poccuiickon deneparnyu v nogauyyd TaMOKEHHOM JIEKJIApallii HA TOBAPHI B MPOLIEAYPE
BBINIyCKa JJI1 BHYTPEHHEro MOTPeOJIeHUs WIM MOJa4d TaMOXEHHOM JIeKJiapaluu Ha
TOBapbl B TMpPOIEAYpPE BBITYCKAa /Jii BHYTPEHHETO MOTPEOJCHUS JIEKAPCTBEHHOIO
npenapara, MapKHPOBAaHHOIO Ha TaMOXEHHOM CKJIaJ€ B COOTBETCTBMM C ab3alem
BTOphIM MyHKTa 4 HacTtosimiero IlosoxkeHus, mpu MPOU3BOJCTBE JIEKAPCTBEHHBIX
npenapatoB BHe Tepputopun  Poccuiickoit  ®enepauun (32 UCKIIOYEHUEM
JIEKApCTBEHHBIX IMPENapaToB, BBO3UMBIX W3 TOCYIapCTB-wieHOB EBpa3zuiickoro
SKOHOMHYECKOT'O COI034);

3)BB0o3 B Poccumiickyro ®enepanmio Ha  (hapMareBTHUCCKHIA  CKIIAJ
JIEKapCTBEHHOI'0 TMpernapara Mpu MPOU3BOJCTBE JIEKAPCTBEHHBIX MPENAPATOB BHE
Tepputopun Poccuiickoit denepaniu — B OTHOUIEHUHU JIEKAPCTBEHHBIX IPENapaToB,
BBO3MMBIX U3 FOCYJIapCTB-WICHOB EBpa3niicKOro SKOHOMHYECKOTO CO03a.

18. Kosibl MapKHpOBKM aHHYJIUPYIOTCS B CIEIYIOIIUX CIy4dasiX:

1) HapyllleH yCTaHOBJICHHBIH MyHKTOM 13 Hacrosimero [lonoskeHus Cpok
OIUIAThI YCIYT MO MPEAOCTABICHUIO KOAA MAaPKUPOBKU;

2) HapyIIIeH yCTaHOBJCHHBIN MyHKTaMu 12 u 17 Hactosiero [lonoxenus cpok
nepeiayu CBEJICHUI B CUCTEMY MOHUTOPUHTA O HAHECEHUU CPEJICTB UACHTU(UKALIUH.

19. B peructpanuu B CHCTEME MOHHUTOPHWHTA CBEJECHUN O HAHECCHWH CPEJICTB
UJICHTU(PUKAITUN OTKA3BIBAETCSA MO CIACAYIOIUM MPUUUHAM:

1) oTcyTCTBHE KOJOB MACHTU(DUKAINK, YKa3aHHBIX B CBEJCHUAX O HAHECCHUU
CpeACTB UACHTU(UKAIMU, B PEECTpPEe CPEACTB MACHTU(UKAIUU OMEepaTopa CUCTEMBI
MOHUTOPUHTA;

2) npeacTaBiIeHUE YMUTEHTOM CPEJICTB UICHTU(DUKAIIMY CBEICHUI O HAHECCHUH
CpelnCTB UACHTU(UKAIIMKN [0 UCTEUYEHUU CPOKA, YCTAHOBJICHHOTO MyHKTamu 12 u 17
HacTtosmero Ilonoxenus;

3) oTcyTCTBHE y omeparopa CUCTeMbl MOHHTOPHHTA CBEJIEHUN 00 yCTpOMNCTBE
pErucTpanuyu SMHUCCUH, C UCIIOIb30BAHUEM KOTOPOTO IMEPEJaHbl CBEJICHHUS B CUCTEMY
MOHUTOPUHTA;

4) OTCYTCTBHE MOATBEPXKICHUSI OIJIAThl KOJOB MapKUPOBKH, MPEOOPA30BAHHBIX
B cpelacTBa MACHTU(UKAIMM, O HAHECEHWH KOTOPBIX OMHUTEHT CPEJICTB
UJEeHTU(PUKAIIMY TTEpeIaeT B CUCTEMY MOHUTOPUHTA CBEJICHUSI O HAHECEHUU CPEJICTBA
UACHTU(PUKALIMKM, MpeayCMOTpeHHble myHKTamu 57, 60 mmubo 61 HacTosiero
[Tomoxenus.

20. Kon UJeHTU(UKAITIT TPETUYHOMN (TpaHCTIOPTHOM) YIAaKOBKH
JIEKapCTBEHHOI0 TMpemnapara (OpMHUPYETCS Ha OCHOBAaHUU MEXIOCYAAPCTBEHHOIO
craggapra (I'OCT ISO/IEC 15417-2013 «WudopmManimoHHbIE  TEXHOJIOTHH.
Texnonorun aBTOMaTH4EeCKOW waeHTU(UKaMU W cOopa maHHbIX. Croeruduranus
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cuMBoMKkr mTpuxoBoro koma Code 128»), KOTOpBIA YTBEPKACH MPHKA30M
@denepanbHOrO areHTCTBA MO0 TEXHUYECKOMY PErYJIMPOBAHUIO U METPOJIOTHH, COCTOUT
u3 18 upoBbIX CHMBOJIOB U COJAEPKUT CIEAYIONIYIO CTPYKTYPY JaHHBIX:

1) unentuduxarop npumenenus (00);

2) CUMBOJI PacIIMpPEHHs KoJa HJIECHTU(PUKALUU TPETUYHOM (TPaHCHIOPTHOM)
YIIaKOBKH JIEKAPCTBEHHOTO Npenapara;

3) perucTpalMoHHBI HOMEp CyObeKkTa OOpalleHHs JIEKApCTBEHHBIX CPEICTB,
HOJy4YEeHHBI B HH(OPMALIMOHHOM pecypce, O0eCleUMBAIOIEM YYE€T U XpaHEHHUE
JOCTOBEPHBIX JaHHBIX O TOBAapax MO COOTBETCTBYIOUIEH TOBAPHON HOMEHKIIATYPE;

4) cepuilHbII HOMEp TPETHUUYHOM (TPAHCIIOPTHOM) YMAKOBKHU JIEKAPCTBEHHOTO
npernapara;

5) KOHTpOJIbHAS CyMMa (YHCII0, BBIYUCISIEMOE 10 CIIELMAIIBHOMY aJITOPUTMY U3
MPEALIECTBYIOMUX HU(P U CITyKalllee sl TapaHTUU LEJIOCTHOCTH JIaHHBIX ).

CBeneHusl, BKJIIOYEHHBIE B KOJI MACHTU(UKAIMU TPETUYHOU (TPaHCIOPTHOM)
YIAKOBKHM JIEKapCTBEHHOr'O IMpernapaTa, MOTYT IyOJIupoBaThCsi B BUAE YHUTAEMOIO
MEYaTHOTO TEKCTA.

Kon uaentudukanum TpeTUYHOW (TPAaHCIOPTHOM) YHNAKOBKH JIEKAPCTBEHHOIO
npernapara TeHEepUpPYeTCss W HAHOCUTCS Ha TPETUUHYIO (TPAHCHOPTHYIO) YIAKOBKY
JIEKapCTBEHHOI'O Ipernapara SMUTEHTaMM KOJOB MJIECHTU(PUKALUU TPETUYHON
(TpaHCHIOPTHOM) YINAKOBKHM JIEKAPCTBEHHOTO TMpenapara MeToJaMu Ie4aTh WM
STUKETUPOBAHUS.

IV. llpaBuaa co3nanusi, BBOAAa B IKCILIYaTAUI0, IKCILIYaTAIUU
4 BbIBO/Ia U3 IKCILIyaTAllMH CUCTEMbl MOHMTOPHUHI A

21. Coznanue, pa3BUTHE, BBOJA B IKCIUIyaTallMIO, SKCIUTyaTallds W BBIBOJ W3
OKCIUTyaTalldl CHUCTEMBbl MOHHUTOPWHTA OCYIIECTBIISIOTCS OMEPATOPOM CHCTEMBI
MOHHUTOPHUHTA MO COIIAaCOBAHUIO ¢ MHMHUCTEPCTBOM 3/paBooXpaHeHus Poccuiickoi
Oenepanuu u DepepasibHOM ciyk00i 1O HaA30py B cepe 3aApaBOOXpaHEHUS B
COOTBETCTBHUM C TpeOOBaHMSIMH K TOPSAKY CO3JaHUS, pPa3BUTHI, BBOJAA B
AKCIUTyaTalllio, DJKCIUTyaTalldd W BBIBOJIA M3 OKCIUTyaTallMM TOCYJapCTBEHHBIX
UH(GOPMAITMOHHBIX CUCTEM W JaJbHEHIIEro XpaHEHWs colepKaleicss B Ux 0Oaszax
JaHHBIX ~ WHGOpMAIMKM,  YTBEPXKICHHBIMH  TIOCTaHOBIeHWeM  [IpaBuTenbcTBa
Poccuiickoii ®enepanuu ot 6 utons 2015 1. Ne 676 «O TpebGoBaHHSIX K TOPSIKY
CO37aHMs, pPa3BUTHs, BBOJA B OKCIUTyaTalWio, OKCIUTyaTalldd W BBIBOJA W3
AKCIUTyaTallil  TOCYJApPCTBEHHBIX WH(GOPMAIIMOHHBIX CHCTEM U JaJIbHEUIIEro
XpaHEeHHs CcoJiepKaiielics B HWX 0a3zax JaHHBIX WHOOpMAIUU», W HACTOSIIUM
[Tonmoxenuem.

22. Co3maHue, pa3BUTHE ©  OKCIUTyaTallMsl  CHUCTEMBbI ~ MOHHUTOpPWHTA
OCYIIECTBISIOTCS HA OCHOBE:

1) oOecniedeHusi TOJMHOTHI, JOCTOBEPHOCTH, COXPAHHOCTH TNPUHHUMAEMOW H
nepeaaBaeMoil ¢ HCMOJIb30BAaHHMEM CHCTEMBl MOHHTOPHMHTAa WHGOpMAIlUU, a TaKxkKe
CBOEBPEMEHHOCTH €€ TPEI0CTABICHMS;

2) 0e3BO3ME3THOCTH  MPEIOCTABIACHHUS  NPOU3BOJUTEIIAM  JIEKAPCTBEHHBIX
CPEIICTB COJIepKaIlelicss B CUCTEME MOHMTOPUHTAa HH(POPMAIIMHA O CEPUAX U MAPTHUAX
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JIEKAPCTBEHHBIX NPENapaToB, MPOU3BOAUMBIX UMM M HAXOJSAUIUMXCS B IPakIaHCKOM
o0opore B Poccuiickoii @enepanmy;

3) emMHCTBA  OPraHW3AIMOHHO-METOINYECKOTO  OOECTICUCHHS]  CHCTEMBI
MOHUTOPWHTA;

4) obecrieyeHHUsT HWCIOJIb30BAHUS CIAMHBIX PEECTPOB, KIACCU(PUKATOPOB U
CIIPAaBOYHUKOB CHCTEMbl MOHUTOPUHTA, B TOM YHCIIe 00s13aTEIbHBIX JJI IPUMEHEHUS
B MH(OpPMAIMOHHBIX  CHCTEMaxX IOPUIWYECKUX JIMIl U  WHIUBUIYAIbHBIX
npeAnpuHUMATeNeld, yKka3aHHbX B yacTsax 7 u 10 cratem 67 PenepanbHOrO 3aKOHA
«O0 o0OpalleHn JeKapCTBEHHBIX CPEACTBY;

5) obecrieueHus periaMeHTUPOBAHHOTO JIOCTYIA K CUCTEME MOHUTOPHUHTA;

6) Gecriepe0OHOCTH PaObOTHI CUCTEMBl MOHUTOPHHTA.

23. Cuctema MOHUTOPUHTA 00ECTICUNBACT:

1) mpoBepKy TOCTOBEPHOCTH CPEACTB UCHTU(PUKAIUY;

2) IPOCTICIKUBAEMOCTh  JIBIDKEHHS  JIGKAPCTBEHHBIX  NpEnaparoB  OT
MIPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJCTB A0 KOHEYHOTO OTPEOUTENS;

3) OnmokupoBaHUE MPUHATHUS WHPOpPMALINKU, TPEACTABIIEMON B COOTBETCTBUU C
HacTosiuM [lonokeHnem B cHCTEMY MOHUTOPHHTA.

24. CucteMa MOHUTOPUHTA COJIEPIKUT CIETYIOIIYI0 HH(POPMALIUIO:

1) cBenenust o cyobekTax oOpallieHus JeKapCTBEHHBIX CPEJICTB;

2) cBeZIeHMs O JIEKapCTBEHHBIX Ipernaparax u 00 ux obopore.

25. OCHOBHBIMM HMCTOYHMKaMH HUHGOpMaAlLUU, COJEpKalleiics B CUCTEME
MOHHUTOPHUHTA, SBJISIFOTCS:

1) cyObekThl 0OpalleHus JIEKApCTBEHHBIX CPEJICTB;

2) (enepanpHble OpraHbl MCIOJIHUTEIBLHOW BJIACTU IMPHU OCYILIECTBICHUH HMHU
CBOMX (DYHKIMH C UCHOJBb30BAaHUEM T'OCYIAPCTBEHHBIX HHPOPMALIMOHHBIX CUCTEM.

26. Koa(ppuuumeHT 10CTYIMHOCTH CUCTEMbl MOHUTOPUHTA COCTABJISIET HE MEHEE
100 mporieHTa 6€3 y4eTa 3ariaHupOBAHHBIX MEPUOIOB 00CITYKUBAHUS.

TexHrueckoe OOCITyKMBAHHE CHCTEMbl MOHHUTOPUHIA MPOBOAUTCA HE yamie 4
pa3 B roji, NEpUOJl TEXHUYECKOTO OOCITYKMBAHMSI COCTABIIAET HE OoJiee 24 4acoB.

V. Ilopsaaok B3auMOAeCTBUSA CUCTEMbl MOHUTOPHUHIA
¢ HHBIMHU I'OCYJAAPCTBEHHBIMHA HH(POPMAIMOHHBIMH CUCTEMAMU
1 MH(POPMAIMOHHBIMH CHCTEMAMH CY0ObEKTOB 00pallieHUsI
JIEKAPCTBEHHBIX CPEICTB

27. Cucrema MOHUTOPHUHTA B3aWMOJICCTBYET co CIEAYIOINMHA
MH()OPMAIIMOHHBIMU CUCTEMAMMU:

1) enuHbBINA peecTp JUIECH3UN Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB;

2) eIMHBIN peecTp JUIEH3UH, B TOM YHCIIC JIMIEH3UH, BBIIAHHBIX OpraHaMH
rocyJIapCTBEHHON BiacTu cyObekToB Poccuiickoit ®enepanuu B COOTBETCTBUM C
MEePEIAHHBIM MMOJTHOMOYHEM 10 JIMIEH3UPOBAHUIO OTAEIbHBIX BUIOB JEATEILHOCTH B
chepe oxpaHbl 310POBBS;

3) emuHast  rocymapcTBeHHas — MH(OpMAIMOHHAsS ~ cucTemMa B cdepe
31paBOOXPAHEHUS;
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4) enuHBII TOCYIapCTBEHHBIN pEECTP IOPUANUECKUX JIULL;

5) eauHbIi rOCYJapCTBEHHBIN peecTp HHAUBUAYAJIbHBIX IPEANPUHUMATEIIEH;

6) TOCYyIapCTBEHHBIH peecTp aKKPEAUTOBAHHBIX (BUIHAIIOB, TPEICTABUTEIHLCTB
WHOCTPAHHBIX IOPUIUYECKUX JIUIL;

7) aBTOMaTU3MpoBaHHAs UHGopManroHHas cuctema denepanbHON CITyKObI IO
Haa30py B cepe 3apaBooxpanenus (nanee — AVIC PocsnpaBHanzopa);

8) Enunas aBTOMAaTH3MpOBaHHAs WH(POPMAIMOHHAS CHUCTEMa TaMOYXCHHBIX
OpTraHoB;

9) uHpOpMalMOHHBIE CHUCTEMBI CYOBEKTOB OOpallleHHs] JIEKapCTBEHHBIX
CPEACTB.

28. CBeneHusi, TPEACTABISIEMbIE TOCYAApPCTBEHHBIMU  HMH(OPMAIMOHHBIMU
cucTeMaMmu (pesiepabHBIX OPraHOB MCIIOJHUTENBHOM BIACTH B CUCTEMY MOHUTOPHHTA,
a TaKXe CBEICHUS, IIEpEaBacMble W3 CHUCTEMbl MOHUTOPHHIA, TPHUBEICHBI B
npuinoxeHuu Ne 1.

29. B pamkax uH(OpPMAlIMOHHOTO B3aUMOJICUCTBUS CHUCTEMAa MOHUTOPHUHIA
OCYUIECTBJISIET OOMEH CBEAEHUSIMU C TOCYIapCTBEHHBIMU HWH(MOPMALIMOHHBIMU
CUCTEMaMHU 3aUHTEPECOBAHHBIX (EAEPATBbHBIX OPraHOB HCIIOIHUTEIBHONW BIIACTU U
OpraHOB UCITOJIHUTENILHON BiacTu cyObekToB Poccuiickoit denepaiuu, B TOM YHCIIE
IIOCPEICTBOM UHPPACTPYKTYPHI, oOecrnieunBaromen uH(OpPMAIMOHHO-
TEXHOJIOTMYECKOE B3aUMOJIEUCTBUE MH(POPMALMOHHBIX CUCTEM, HCIOJB3YEMBIX IS
NPEAOCTABICHUSA TOCYJAPCTBEHHBIX M MYHHUIMIAIBHBIX YCIYT M HUCIOJHEHUS
rocyJapCTBEHHBIX U MYHUIIMITAIBHBIX (PYHKIIUH B AJIEKTPOHHOM (hopMme.

CucremMa MOHUTOPHUHTA MOJKIIIOYAETCSA K €IMHON CUCTEME MEKBEIOMCTBEHHOIO
AJIEKTPOHHOTO B3aWMO/JICHCTBUSI B COOTBETCTBUU C MocTaHOBJIeHUEM lIpaBuTenbcTBa
Poccuiickoii ®eneparun ot 8 centsops 2010 r. Ne 697 «O emuHO# cucTteme
MEKBEJIOMCTBEHHOTI'O AJIEKTPOHHOTO B3aUMOJIEUCTBUS» Ha 0€3BO3ME3ITHOM OCHOBE.

30. BzaumopeiicTBue cucTeMbl MOHUTOPUHTA ¢ MHPOPMALMOHHBIMU CUCTEMAMU
CyOBEKTOB OOpalleHHs] JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS IOCPEICTBOM
MH()OPMAIIMOHHBIX 3JIEKTPOHHBIX CEPBUCOB C HCIOJIb30BAHUEM CTaHJAPTHBIX
MIPOTOKOJIOB M UHTEP(ENCOB ANEKTPOHHOTO B3aUMOICUCTBUSI.

31. Texnuueckue CcTaHmapThl U  TpeOOBaHUS K  TEXHOJOTHMYECKOU
COBMECTUMOCTH CHUCTEMBl MOHHUTOPHHTa ¢ HMH(POPMAIMOHHBIMU  CHCTEMaMH,
yKa3aHHBIMH B MyHKTe 27 HacTosiero [lonoxeHnus, ycTaHaBIMBAKOTCS OINEPATOPOM
CUCTEMbl MOHUTOPMHTa B COOTBETCTBMM C TpPEOOBAHUSIMHU 3aKOHOJATEIHCTBA
Poccuiickoii deneparuu B chepe nHOOPMAITMOHHBIX TEXHOJOTHA TIO0 COTJIACOBAHMIO C
MuHnucTepcTBOM HMH(PPOBOTO PAa3BUTHSI, CBSI3M W MAaCCOBBIX KOMMYHHUKAIIUN
Poccuiickoii ®deneparuun w1 omeparopoM HHGOPMAIIMOHHONW CHUCTEMBI, C KOTOpPOH
OCYILIECTBIISIETCS B3aUMOJICUCTBUE.

VI. llopsiiok BHeceHUs MH(POPMALUH O JIEKAPCTBEHHbIX
npenaparax B CHCTeMY MOHMTOPUHIA Cy0ObeKTAMHU 00palieHUs
JICKAPCTBEHHBIX CPEACTB M €€ COCTaB

32. BHecenue wuHpOpMaAIMM O JIEKAPCTBEHHBIX TpernapaTtax B CHCTEMY
MOHUTOPHWHTA MPOU3BOIUTCS CYOBEKTaMU OOpAIIeHHsI JIEKaPCTBEHHBIX CPENICTB MOCIIe
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MIPOXOXKJIEHUSI UMHU DPETUCTPAUUMU B CHCTEME MOHMTOPUHIA M IPEIOCTABICHUS UM
JMYHOTO KabnHeTa cyObeKTa 0OpaleHus JIEKapCTBEHHBIX CPECTB.

Peructpamnus cyObeKkTOB OOpallieHHs] JIEKApCTBEHHBIX CPEICTB B CHUCTEME
MOHHUTOPHMHTA U TPEIOCTABICHUE JTUYHOTO KaOMHETa OCYIIECTBIISIOTCS HA OCHOBAaHUU
JOCTOBEPHBIX CBEJEHUI, MPEACTABICHHBIX CYObEKTaMH OOpaIeHUs! JIEKAPCTBEHHBIX
CPEICTB B CHUCTEMYy MOHHUTOPMHIA B JJIGKTPOHHOM BHUJE, U JOKYMEHTOB,
npencTabisieMblx B DefepaibHyro Cy 0y 10 Haa30py B cpepe 3ApaBOOXpaHEHMUSL.

33. Jlns ocylecTBIEHMsS PETUCTPAllMd B CUCTEME MOHUTOPUHIA CYyOBEKTHI
oOpallleHus1 JIEKapCTBEHHBIX CPEJICTB — OpraHM3alMM, MPU3HABAEMbIE HAJOTOBBIMHU
pesuneHtamMu  Poccuiickoii ®enepauuyu, WHIMBUAyaIbHBIC NPEINPUHUMATEIN U
IIPEICTaBUTENILCTBA HMHOCTPAHHBIX OpraHuM3aluil Ha Tepputopun Poccuiickoin
Qenepauny, SBISIOIUXCS JepKaTeIMH WM BJIAJEIbLIAMU  PETrUCTPALIMOHHOTO
YAOCTOBEPEHUS, JIMIA, OCYIIECTBISIOIINE JEATEIbHOCTh B 0O0JIACTH BETEPUHAPUH,
BHOCAT B PErHCTPAlMOHHYIO (OpPMY CHUCTEMbl MOHHUTOPHHIA, DPa3MEIIEHHYIO Ha
opuIMaIbHOM CcaiiTe omeparopa CHCTEMbl MOHUTOpUMHra B ceTu VHTepHer, B
ANIEKTPOHHOM  BUJE  CIEAYIONIME  CBEACHMS,  IOANUCAHHBIE  YCUJICHHOU
KBAIM(UUUPOBAHHOW  3JEKTPOHHOW  MOAMHUCHIO  PYKOBOAMTENS  OpPraHU3alud
(mpeacTaBUTENBCTBA HMHOCTPAHHOM OpraHuM3aluu  Ha Tepputopun Poccuiickoii
denepannn) WIK UHIUBUIYAIBHOTO MPEAIPUHUMATEIIS:

1) uneHTuuUKalMOHHBIA HOMEP HAJIOTOIUIATENIbIINKA,

2) cBeneHUs O HaIM4uMU JUOO 00 OTCYTCTBUM JIMUEH3UM HA IPOU3BOJICTBO
JIEKapPCTBEHHBIX CPEACTB, JIMLEH3UHU Ha (PapMaleBTUUECKYIO JEATEIbHOCTh (BKIIIOUast
ONTOBYI0 M PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMH), JULEH3UU Ha
JESITeIbHOCTh M0 000POTY HAPKOTHYECKHX CPEACTB, IMCUXOTPOIHBIX BEIECTB U HUX
MIPEKYPCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOAEP)KALUX PACTEHUM W JMUEH3UU Ha
MEJUILMHCKYIO I€ATEITbHOCTD;

3) dbamunus, uMs, 0T4eCTBO (IPU HATMYMK) U TeJe(OH KOHTAKTHOTO JIHIIA;

4) aapec >IEKTPOHHON MOYTHI.

34, CyObexkTbl 0OpalleHusi JIEKapCTBEHHBIX CPEJICTB — OpraHU3alllH,
[IpU3HABACMBbIEC HaJIOTOBBIMU pe3uaeHTamMu Poccuniickon denepanuu,
UHAUBUAYAJIbHBIE NPEANPUHUMATENN, HE HMMEIOLIME JIMUEH3UMM Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, JIMLEH3UU Ha (PapMaleBTUUECKYIO JI€ATEIbHOCTh (BKIIIOUYAs
ONTOBYI0 M PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU CpPEJICTBAMH), JUIEH3UU Ha
JESITeIbHOCTh M0 000POTY HAPKOTHYECKHX CPEACTB, NMCHUXOTPOIMHBIX BEIIECTB U HX
MIPEKYPCOPOB, KYJbTUBHPOBAHUIO HAPKOCOAEPXKAIIMX PACTEHHM, JHUIEH3UH Ha
MEIUIMHCKYIO JAESITEeIbHOCTb, JIMIA, OCYIIECTBISIONIME JEATEIBHOCTh B 00JIacTU
BETEPUHAPHM, a TAKXKE NPEICTaBUTEIbCTBA HWHOCTPAHHBIX OpraHu3aluil  Ha
tepputopun Poccuiickori denepannu, SBISAIOMIMXCS ASPKATEISIMUA WIM BilaJdelIbLaMU
PErMCTPAlMOHHOTO YIOCTOBEPEHUS M HE MMEIONIMX JIMLIEH3UM Ha MPOU3BOJACTBO
JIEKAPCTBEHHBIX CPEJNICTB, JIMLEH3UU Ha (PApMalleBTUUECKYIO JESATEIbHOCTh (BKIIIOUYas
ONTOBYI0O M PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU CPEACTBAMH), JIMIIEH3UU Ha
JEeSATEIBbHOCTh IO 000POTY HAPKOTHUUECKUX CPENICTB, MCHUXOTPOIHBIX BEHIECTB U MX
IPEKypCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOJAEPKAIIMX PACTCHHUM, JHUIEH3UU Ha
MEJIULMHCKYIO JIeATEIbHOCTh, He Mo3aHee 10 KaneHIapHbBIX JHEH C 1aTbl BHECEHUS
CBEJICHUH, MPEAYCMOTPEHHBIX ITYHKTOM 33, MPEACTaBISIOT MOCPEACTBOM JIMYHOIO
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kabunera B AMC Poc3npaBHag3opa 3asiBI€HUE O PETUCTpAlMM B CHUCTEME
MOHHUTOpHMHTa (Jajiiee — 3asBICHHE) MO ¢opMe, YTBEPKIACHHOW MUHHCTEPCTBOM
3apaBooxpaHenus Poccuiickoinn @enepanum.

35. Peructpauus B CHUCTeME MOHUTOPHHTa CYOBEKTOB  OOpalieHHs
JIEKapCTBEHHBIX CPEJICTB — OpraHMU3alllil, TPU3HABAEMbIX HAJIOTOBBIMU PE3UJICHTAMU
Poccuitickonn ®enepanuu, W HUHAWBUAYAJIbHBIX MPECANPUHUMATEICH, HWMEIOIIUX
JULEH3UA  HAa  TPOU3BOJCTBO  JIEKAPCTBEHHBIX  CPEACTB,  JIMIEH3UM  HaA
(dapManeBTUYECKYIO JEATEIbHOCTh (BKJIIOYAs ONTOBYID W PO3HUYHYIO TOPTOBIIIO
JIEKAPCTBEHHBIMU  CPEJICTBAMM), JIMIIEH3UU HA  JCSATENBHOCTH IO  00OpOTY
HApKOTUYECKUX  CpPEICTB, IICHUXOTPONMHBIX BEIIECTB M HUX  IPEKYPCOPOB,
KYJIbTUBUPOBAHUIO HAPKOCOAEPKAIIMX PpPACTCHUM, JUUEH3MU HAa MEIULHUHCKYIO
JESTeNIbHOCTh, MOXET  OCYIIECTBIISAITECA €  HUCIHOJb30BaHUEM  (eaepanbHO
rocyJ1IapcTBeHHON MHGPOPMAIMOHHOM cucTteMbl «EauHas cucreMa UJICHTU(UKAIUU U
ayTeHTHQUKaLUUKM B  HUHPpaAcCTpyKType, obecneuumBaromied  MH()OpMAMOHHO-
TEXHOJIOTUYECKOE B3aMMOJICUCTBHE HH(POPMALHUOHHBIX CHUCTEM, HCIOIb3YEMBIX IS
MPEAOCTABICHUS TOCYAAPCTBEHHBIX M MYHULMIAIBHBIX YCIYI B 3JEKTPOHHOU
bopme».

36. [l ocyuiecTBiieHUsT pPErHMCTpalliM B CHUCTEME MOHHUTOPUHIA CYyOBEKTHI
oOpallleHus1 JIEKAPCTBEHHBIX CPEACTB — HMHOCTPAHHBbIE OpPraHU3allUH, SBIISIOLIUECS
Jep)KaTeasiMA WM BIAJEIbLAMH  PETMCTPAllMOHHOTO  YJIOCTOBEPEHHMs, HE
IPU3HABAEMbIEC HAJIOIOBBIMM pe3ujieHTaMu Pocculickoii denepanny U HE MMEIOIIUE
IIPEACTABUTENILCTB  Ha  Teppuropun  Poccuiickon  dexpepanuu, BHOCAT B
PETUCTPALIMOHHYIO (OPMY CHCTEMBl MOHHUTOPUHIA, Pa3MELIEHHYIO Ha O(QUIUAIBHOM
caiiTe orepaTopa CUCTEMbl MOHHUTOPHHIa B ceTU VHTEpHET, B 3JEKTPOHHOM BH[E
CIEAYIOLINE CBEICHUS:

1) HauMeHOBaHWE  JepIKATEIS WIH BIAQJENblIa  PETUCTPALMIOHHOIO
YA0CTOBEPEHUS;

2) KO/l HaJIOrOIIaTENbIINKA B CTPAHE PETUCTPALINH;

3) KO CTpaHbl pETUCTPALIHH;

4) pamunus, UMsi, OTYECTBO (IIPU HATMYKHU) U TeIEPOH KOHTAKTHOTO JIULIA;

5) aapec 2JIEKTPOHHOM MOYTHI.

37. YHonHOMOYEHHbIC TIPEJICTABUTENN CYOBEKTOB OOpAIICHUS JIEKAPCTBEHHBIX
CPEACTB — MHOCTPAHHBIX OPTaHU3ALINM, SABISIOUIUXCS IEPAKATEIIMHA I BIaAEIblaMU
PErMCTPALlMOHHOTO YAOCTOBEPEHUS, HE IPU3HABAEMBIX HAJIOIOBBIMHM PE3UIACHTAMU
Poccuiickon ®epepauun ¥ HE UMEKOLIUX MPEACTABUTEIBLCTB HA TEPPUTOPUU
Poccuiickoii ®denepaunu, He mnozaHee 10 kaneHOapHBIX AHEM C JaThl BHECEHUS
CBEJICHUH, NMPEyCMOTPEHHBIX MYHKTOM 36 Hacrosuiero llosoxxenus, mpeacTaBiIsitoOT
nocpenctsoM juuHoro kabunera B AVC Poc3npaBHanzopa 3asBieHHE U IOKYMEHTHI,
NOJATBEPKAAIOLIME MPABO MPEJCTABICHUS MHTEPECOB MHOCTPAHHBIX OpPraHU3aluil —
CyOBEKTOB 00pallleHus JIEKAPCTBEHHBIX CPEACTB.

38. O0paboTka u mMpOBEpKa CBEACHUM, TMPEJACTABISIEMBIX B CHCTEMY
MOHUTOPHUHTA JJI PEruCTpallid, MPOU3BOAUTCS B aBTOMATHUYECKOM PEXKUME, B TOM
4yycie  MOCPEACTBOM B3aMMOJIEHCTBHUS C UHBIMA  TOCYJapCTBEHHBIMU
MHQOPMALIMOHHBIMU ~ CHUCTEMaMHM  C  HCIIOJIb30BAHWEM  €AMHOM  CHUCTEMBbI
MEXBEJOMCTBEHHOT'O 3JIEKTPOHHOTO B3aUMOJICHCTBUS, B TeueHue 14 pabouux aHen ¢
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JIaThI TTOAAYU CyObEeKTaMu OOpAaIeHHS JICKAPCTBEHHBIX CPEICTB CBEACHHUI B CHUCTEMY
MOHUTOPHUHTA.

39. ®epepanbHas ciayxk0a 1O Ham3opy B cdepe  3apaBOOXpaHEHHS
paccMaTpuBaeT 3asBJICHHUS M JIOKYMEHTBHI, TIPEJCTaBICHHBIE B COOTBETCTBHH C
nyHktamu 34 u 37 wHacrosmero Ilonoxkenus, B cpok He Oosee 5 pabouux gHEH U
nepenaer UHPOPMAIMIO O PE3YJIbTATaX UX PACCMOTPEHUSI B CUCTEMY MOHUTOpPUHIA B
TedeHue 1 paboyero AHs cO JHS MPUHSITHS COOTBETCTBYIOIIETO PEIICHUS.

40. Pemenue o peructpaiuu (00 0TKa3e B peructpaiun) cyobekra oOpaiieHus
JIEKAPCTBEHHBIX CPEJCTB B CHUCTEME MOHUTOpUHIra mnpuHumaercs DenepanbHO
ciyx00i 1m0 HaA30py B cdepe 3IpaBOOXpaHEHUs IMOCPEICTBOM (DyHKIMOHAA
CUCTEMbl MOHUTOPHHTA.

Pemenne o peructpanmm cyObeKTa OOpalleHHs JIEKApCTBEHHBIX CPEICTB B
CUCTEME MOHHUTOPHUHTA TPUHUMACTCS TPU OTCYTCTBHHM PACXOXKICHUH MEKTY
nH(opmaImen, TPeTyCMOTPEHHON 3asBIICHHEM, W CBEJICHUSMH, BHECCHHBIMU B
CHUCTEMY MOHHUTOpPHWHTA (B CIIyJasxX, KOTJIa 3asBJICHUs MTOaBANCh B COOTBETCTBHH C
nyHkTamu 34 u 37 Hacrosmiero Ilomoxenus), U Ipyu MOATBEPKIAECHUN JTOCTOBEPHOCTH
CBEJICHWI, BHECCHHBIX B CHCTEMY MOHUTOPHHTA.

41. CyObekTtaM oOpallleHusT JIEKQpCTBEHHBIX CPEICTB  OTKa3bIBaeTCs B
pPErucTpalvi B CHCTEME MOHUTOPUHTA IO CIAEAYIOIIUM MPUYUHAM:

1) B OTHOIIICHUHM MPOU3BOJUTEIICH JICKAPCTBEHHBIX CPEJICTB HAa TEPPUTOPHUH
Poccuiickoii ®enepaivivi, OCYIIECTBISIONIMX MPOU3BOJCTBEHHBIE CTaAuU (PACOBKHU
(YrmakoBKM) JIEKapCTBEHHBIX IMpPENapaTtoB BO BTOPUYHYIO (MOTPEOUTEIHCKYIO)
YIaKOBKY U (WJIM) TPETUYHYIO (TPAHCIOPTHYIO) YIIAKOBKY (@ MpHU €€ OTCYTCTBUU — B
NEPBUYHYIO YIIAKOBKY) JIEKAPCTBEHHBIX MPENapaToB:

HECOOTBETCTBUE JAHHBIX BJAACIbIIAa KBaTU(UIIMPOBAHHOTO CEPTHQHUKATA
KJIF0Ya MPOBEPKHU JIEKTPOHHOM MOJMKUCHU (Janee — KBAIU(PUIIMPOBAHHBIN cepTU(UKAT)
JTAHHBIM ~ PYKOBOJUTENSI OpraHW3aldid, a TakKe OTCYTCTBHE CBEICHHHA O
KBATH(UITUPOBAHHOM cepTU(UKATE, BBITAHHOM PYKOBOJIUTEIIO OpTaHU3aIINH;

OTCYTCTBHE CBEICHUW O 3amucsix B EIWMHOM rocygapCTBEHHOM peecTpe
IOPUINICCKUX JINIT,

OTCYTCTBHUE CBEJICHUHN O JIEWCTBYIOLIEH JULEH3UU B ENMHOM peecTpe JTUUEH3UN
Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB;

2) B OTHOUICHWU JepXkKaTeJed WM  BIAJETBIEB  PETUCTPAIMOHHOTO
yIOoCTOBepeHUs: (B clydyae KOTJa JIEKAPCTBEHHBIM IMpenapar MpOU3BOJIUTCA 3a
npenenamu Poccuiickoit @enepanun), IBISIONIUXCS OpraHU3alusIMU, TPU3HABAEMbIMU
HAJIOTOBBIMU ~ pe3usieHTamMu  Poccuiickort  @enepauvii WM WHAWUBUIY AJTbHBIMU
MPEANPUHUMATENIIMA M HE MUMEIONIUMU JIUIIEH3UH Ha MPOU3BOACTBO JICKAPCTBEHHBIX
CPEICTB, JIMICH3UMH Ha (DapMaleBTHUCCKYIO ACATCIBHOCTh (BKJIIOYAas ONTOBYIO U
PO3HUYHYIO TOPTOBJIIO JICKAPCTBEHHBIMHU CPEJICTBAMHU ), JINIICH3UU HA JIEATCILHOCTH 110
000pOTy HAPKOTUYECKHX CPEJICTB, ICUXOTPOMHBIX BEIIECTB M HMX IPEKYpCOPOB,
KyJTbTHBUPOBAHUIO HAPKOCOACPIKAIMX PACTEHUH, JHUICH3UM HAa MEIUIMHCKYIO
NEATEIBHOCTh, @ TAKXKE B OTHOIICHHWH JIMI], OCYIICCTBIISIONIMX JCATCIBHOCTh B
00J1aCTH BETEPUHAPUH:

HECOOTBETCTBUE JAHHBIX BIAJACNblIa KBaTU(UIMPOBAHHOTO CepTH(UKATA
JAHHBIM PYKOBOJUTENSI OPraHW3allid WM WHAMBUIYAJIBHOTO MPEANPUHUMATEIS,
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OTCYTCTBUE CBEACHHM O  KBAIM(UIMPOBAHHOM  cepTHU(UKATE,  BBIITAHHOM
PYKOBOAUTEIO OPTaHU3AIMU WA UHAUBUAYATBHOMY MPEANPUHUMATEIO;

OTCYTCTBHE CBEICHUM O 3amucsiXx B EIWMHOM rocynapCTBEHHOM peecTpe
IOPUANYECKUX JIML WIM EJAMHOM TOCYyIapCTBEHHOM PEECTPE WHINBUIYaIbHBIX
IpeANpPUHUMATEIIEH;

HaJIMYME PACXOXKIECHUN Mexay MHpopmaluen, IpelyCMOTPEHHOMN 3asBICHHUEM,
NPEACTAaBICHHBIM B COOTBETCTBUM C MYyHKTOM 34 Hactosmero llonoxenus, u
CBEJICHUSIMH, MIPEJCTABICHHBIMU B CUCTEMY MOHUTOPHUHTIA;

3) B OTHOIIICHUM HWHOCTPAHHBIX OpTaHU3aIMi, Jep)KaTeliell WM BIIAICIBICE
PETUCTPALIMOHHOTO YIOCTOBEPEHUS, HE MPU3HABAEMBIX HAJIOIOBBIMHU PE3UICHTAMHU
Poccuiickoii ®enmepauun W HE UMEIONIUMX MPEACTABUTEIBCTB HA TEPPUTOPUH
Poccuiickoii  ®eneparuu, — HamWUMe PaACXOXKIECHUW MEXKIy HWHGOpMAIIMeEH,
MPEYCMOTPEHHOM 3asIBJICHUEM, IPEJICTABICHHBIM B COOTBETCTBUM C ITyHKTOM 37
Hactosimero  [loyokeHusi, W  CBENCHUAMH, NPEACTABICHHBIMU B  CUCTEMY
MOHUTOPHHTA;

4) B OTHONIIEHUU MPECTAaBUTEIHCTB HMHOCTPAHHBIX OPTaHU3alMM HA TEPPUTOPUU
Poccuiickonn ~ ®depepaunu,  ABISIONMXCA — JAEpKaTEIsIMU WA  BIAJENIbIAMU
PETUCTPALMOHHOTO yI0CTOBEPEHUS:

HECOOTBETCTBUE JAHHBIX BIAJENblla KBaTU(UIMPOBAHHOTO CepTU(HUKATA
JAHHBIM PYKOBOJMUTENS MPEACTABUTEIBCTBA, A TAKXKE OTCYTCTBUE CBEICHUU O
KBTU(PUITIPOBAHHOM CepTU(UKATE, BHIJAHHOM PYKOBOJAUTENIO MPEICTABUTEIHCTBRA;

OTCYTCTBUE  CBEIECHUM O  3allUCIX B  TOCYHAPCTBEHHOM  PEecTpe
aKKpEIUTOBAHHBIX (PHIINATIOB, MPE/ICTABUTEIHLCTB MHOCTPAHHBIX IOPUAMUYECKUX JIUIL;

HAJIMYKUE PACXOXKICHUN Mexay mHpopmalumen, mpeIyCMOTPEHHOMN 3asBICHHUEM,
MPEJICTABIICHHBIM B COOTBETCTBMM C NOyHKTOM 34 Hactosimiero llonoxkenus, u
CBEJICHUSIMU, TPEJICTABICHHBIMU B CHUCTEMY MOHUTOPHUHTA (IJis1 MPEICTaBUTEIbCTB
MHOCTPAHHBIX OpraHu3auuii Ha TeppuTopun Poccuiickont Penepanuu, SBISIOMIMXCS
JEPKATEISIMA WIN BJIAJACIBIAMU PETUCTPALMOHHOTO YAOCTOBEPECHUSI U HE UMEIOIINX
JWIIEH3UM  HA  NOPOM3BOJACTBO  JIEKAPCTBEHHBIX  CPEACTB,  JIUIIEH3UM  HA
(dbapMaleBTUYECKYIO ACSATEIbHOCTh (BKJIIOYAs OMNTOBYIO U PO3HUYHYIO) TOPTOBIIIO
JIEKapCTBEHHBIMU  CPEJICTBAMH), JIMIIEH3UU HA  JACSATEIBHOCTH IO  00OpOTY
HApKOTUYECKUX  CPEACTB, IMCUXOTPONHBIX BEIIECTB U HUX  MPEKYpPCOPOB,
KYJbTUBUPOBAHUID HAPKOCOJEPKAIMX PACTCHUM, JIUIEH3UM HAa MEJULUHUHCKYIO
JeSTEILHOCTD);

5)B  OTHOIICHWW OpraHW3alMii  ONTOBOW TOPrOBIH  JICKAPCTBEHHBIMHU
cpenctBamMu (B TOM YHCIE OCYIICCTBISIONIMMHU (PYHKIIMHM 110 ayTCOPCHHTY),
OpraHu3alyid PO3HUYHOW TOPTOBJIM JIEKAPCTBEHHBIMM IIpEIapaTaMy, MEIUIIMHCKHUX
OpraHu3alyid U MHAWBUAYATbHbBIX IPEIPUHUMATEICH:

HECOOTBETCTBUE [IAHHBIX BIIaJiefiblla KBAIM(UIIUPOBAHHOTO cepTUdUKATa
JAHHBIM  PYKOBOAUTEJNSA OpraHuM3aldd, a TakKXke OTCYTCTBHE CBEICHUH O
KBaTU(UIIMPOBAHHOM CepTU(UKATE, BHIJAHHOM PYKOBOJIUTEIIO OpraHU3AINY;

OTCYTCTBHE CBEIECHMM O 3anucix B EIWHOM TOCyIapCTBEHHOM pPEECTpe
IOpUANYECKUX JIMI] WIM EJIWHOM TOCYJapCTBEHHOM PEECTPe WHIMBUIYAJIbHBIX
MpEANPUHUMATENEN;
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OTCYTCTBHUE CBEICHHUU O JEHCTBYIOLIEH JINLIEH3UHA B €AMHOM PEECTpe JINLIECH3HH,
B TOM YHUCJIE JHUICH3UH, BBIJAHHBIX OpraHaMu TOCYJapCTBEHHOW BJAcTU CyOBEKTOB
Poccuiickori @enepanmy B COOTBETCTBUM C IEPENAHHBIM  IIOJHOMOYMEM IIO
JIMLEH3UPOBAHUIO OT/IEJIBHBIX BUJIOB JIEATEIIBHOCTH.

42.1lo pe3ynabTaTaM perucTpalu CcyobekTa oOpalleHus JIeKapCTBEHHBIX
CPEIICTB B CUCTEME MOHUTOPUHIA U MIPEIOCTABICHUN €My JIMYHOTO KaOMHETa Ha ajpec
AJEKTPOHHOM IOYTHI, YKa3aHHBIA IIPU IOAAY€ CBEIACHUW, ONEPaTOPOM CHCTEMBI
MOHHUTOPHUHTA C UCTIOIb30BaHUEM (PYHKI[MOHAJIA CHCTEMbI MOHUTOPUHTA OTIIPABIISIETCS
COOTBETCTBYIOIIEE yBenomieHue. [Ipu 3TOM MOBTOPHOE HCMOJB30BAHHUE OJHOIO H
TOTO K€ ajpeca »dJIEKTPOHHOM TMOYTHl JJIsi PETUCTPAlMM JUYHBIX KaOMHETOB
Pa3IMYHBIX CyOBEKTOB 0OpaIlleHus JIEKaPCTBEHHBIX MPEnapaToB HE JOMYCKaeTCsl.

43. CyObekT oOpalleHust JeKapCTBEHHBIX CPEACTB, MOJYUYHUBIIHA YBEIOMIICHHUE
O PEruCTpPaLlMH B CUCTEME MOHUTOPUHTA, PU aKTHUBAUUHU (DYHKIHH JIMYHOTO KaOuHeTa
BHOCUT B CHCTEMY MOHMTOPHMHIA MEPEYEHb aIPECOB MECT OCYIIECTBICHUS
NEeSATEIbHOCTH yTEM BBIOOpA TAKOTO aJipeca U3 aJIPeCcOB, YKA3aHHBIX B JIMLEH3UIX Ha
MIPOU3BOACTBO  JIEKAPCTBEHHBIX CPEACTB, JHUUEH3USIX Ha (papMaleBTUUYECKYIO
NEeATENbHOCTh (BKJIIOYAs ONTOBYI0O W PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU
CpEICTBaMH), JIMLEH3USIX Ha JESATENIBHOCTh MO O00OpOTY HApKOTUYECKUX CPEICTB,
IICUXOTPOIIHBIX BEIIECTB U UX IPEKYPCOPOB, KYJbTUBUPOBAHUIO HAPKOCOIEPKALIUX
pacTEeHMM, JIMLEH3UAX Ha MEQULIMHCKYIO JEATEIIbHOCTD, @ TAKXKE IEPEUYCHb aJpPECOB
(papmalieBTUYECKUX CKJIAJOB (IIPU HAJIUUNUU YKa3aHHBIX JIMLIEH3UN).

44. CyObeKT oOpalleHHs! JIEKApCTBEHHBIX CPEICTB — JAeprKaTeb WIN BIajeliel
PErUCTPALIMOHHOIO YAOCTOBEPEHUs IIPOU3BEIECHHOIO BHE TEppUTOpUH Poccuiickoi
@enepaly  JEKapCTBEHHOTO Ipernapara W (WJIM) €ro MpeiCcTaBUTEIbCTBO Ha
Tepputopun Poccuiickoii denepannu, MoaydnBIIME YBEAOMIIEHUE O PETUCTPALAH B
CUCTEME MOHHUTOPUHIA, BHOCAT B CHUCTEMY MOHMTOPMHIa HH(QOpPMALUIO O
MIPOU3BOJICTBEHHBIX IUIOMIAKAX, OCYIIECTBISIONIMX IPOU3BOJICTBEHHYIO CTaIUIO
(acoBKkH (YIIaKOBKH) JIEKAPCTBEHHBIX MPENAPAaTOB BO BTOPUUYHYIO (IOTPEOUTETBCKYIO)
YIAKOBKY JIEKAPCTBEHHOTO Mpernapata (a OpU €€ OTCYTCTBUM — B MEPBUUYHYIO
YIAKOBKY JIEKAPCTBEHHOTO MpernapaTa) U MPOU3BOICTBEHHYIO CTaIMIO BBITYCKAIOILIETO
KOHTpPOJIS Ka4yeCTBa.

45. Tlepenaua cBefeHU CyObeKTaMU OOpallIeHHs JIEKAPCTBEHHBIX CPEACTB B
CUCTEMY  MOHHUTOPHUHIA OCYILECTBIISIETCS Ha OCHOBE  pa3pabOTaHHBIX
MH(POPMAIIMOHHBIX 3JIEKTPOHHBIX CEPBUCOB OINEPATOPOM CHCTEMbl MOHUTOPUHIA C
WCIIOJIb30BAaHUEM  CTAHIAPTHBIX IPOTOKOJIOB U  HUHTEP(ENHCOB  3IIEKTPOHHOTO
B3aUMOJICCTBHUSL.

46. ABTopu3anus CyOBEKTOB  OOpameHusi JIeKapCTBEHHBIX  CPEACTB  —
OpraHM3anui, MPU3HABAEMBIX HAJIOrNOBBIMU pe3uacHTamu Poccuiickont dDenepauuu,
WHIVBUAYAJIbHBIX  NPEANPUHUMATENIEM W NPEACTABUTEIBCTB  MHOCTPAHHBIX
opraHu3anui Ha tepputopun Poccuiickonn Denepanuu, SABISIOLIAXCSA NEPKATEIAMU
WIM BIAJEIbLIAMHM PETUCTPALMOHHOIO YIAOCTOBEPEHHS, B CHUCTEME MOHUTOPHUHIA
OCYUIECTBJISIETCS TOCPEICTBOM UCIIOJIb30BAHUS KBATU(PHUIIUPOBAHHOTO cepTU(UKaTa.

ABTOpHU3a1LMs CyOBEKTOB OOpalIEHUs JIEKAPCTBEHHBIX CPEACTB — OPraHU3alnH,
MPU3HABAEMbBIX  HAJIOTOBBIMU  PE3UJICHTAMU Poccuiickoit denepanuu, u
VHIABUAYAJIBHBIX  NPEANPUHUMATENIEM B CUCTEME  MOHUTOPMHIA  MOXET
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OCYIIECTBIISITHCS MOCPEACTBOM HCMOJb30BaHUS (peaepanbHOM TOCYJapCTBEHHOM
nH()OpMAITMOHHON cUCTeMBI «EnnHas cucteMa HIeHTU(PUKAIUNA ¥ ayTCHTU(DUKAITNH B
UH(PaACTPYKTYpE, o0ecreunBaroIIe MH(POPMALIMOHHO-TEXHOJIOTHUECKOE
B3aMMOJICICTBHE WH(OPMALMOHHBIX CHCTEM, HCIOJb3YyEeMbIX I MPEIOCTaBICHUS
rocyJapCTBEHHBIX U MYHUIIMTAIBHBIX YCIYT B DJIEKTPOHHOU opmey.

ABTOpHu3aiMs CyObEKTOB OOpallleHUsl JIEKAPCTBEHHBIX CPEACTB - MHOCTPAHHBIX
OpraHM3alul, SIBISIOMIMNXCS AEPXKATEISIMUA WA BJIAACNIbIAMUA PETUCTPALUOHHOIO
YAOCTOBEPEHUS, HE TNPHU3HABAEMBIX HAJOTOBBIMHU pe3uAEHTaMH Poccuiickoil
Qenepauud U HE HMEKOIIMX MPEICTABUTENBCTB Ha TeppuTOopun Poccuiickoit
denepanuu, B CHCTEME MOHUTOPUHTA OCYILIECTBIISIETCS MOCPEACTBOM HCIIOJIb30BAHUS
IIPOCTOM AIIEKTPOHHOU TOITHUCH.

47. Caenenwusi, mepegaBacMble B CHCTEMY MOHHUTOPHHTA, (HOPMHPYIOTCS U
MPEACTABISIIOTCA B (OPME DIIEKTPOHHBIX JIOKYMEHTOB, MOAMUCAHHBIX YCUJICHHOU
KBAIM(UUUPOBAHHOW  AJEKTPOHHOM  TOJANHCHIO, 32 HMCKIIOYEHUEM  CIY4aes,
MIPENYCMOTPEHHBIX IyHKTOM 48 Hacrosero [lonoxenns.

48. He mnoanuChIBaIOTCS YCUJIEHHOM KBaIHM(PUUUPOBAHHOW 3JIEKTPOHHON
ITOJIUCHIO:

1) cBeficHHsT O PO3HMYHOW TOPTOBJIC JIGKAPCTBCHHBIMH  IperapaTaMu,
nepenaBaeMble CyObEKTaMU OOpallleHUs JIEKApCTBEHHBIX CPEICTB B AJIEKTPOHHOMN
dopMe B cocTaBe (PUCKaIbHBIX TOKYMEHTOB B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccutickon ®@enepanuy 0 IpUMEHEHUN KOHTPOJIbHO-KACCOBOM TEXHUKH;

2) CBelIeHHs O BBIBOJIC M3 000pOTa JICKAPCTBEHHBIX PENapaToB, MMepe1aBacMbie
cyObeKTaMu O0OpalleHMsl JIEKapCTBEHHBIX CPEACTB B JJIEKTPOHHOH (opme c
UCIIOJIb30BAHUEM PETUCTPATOPOB BHIOBITHS MU KOHTPOJIHHO-KACCOBOM TEXHUKH (TpU
OTIyCKe OECIJIaTHO WJIM CO CKHUJKOW JIEKAPCTBEHHBIX MPENapaToB MO PELenTy Ha
JIEKapCTBEHHbIE NIPENnaparhl);

3) cBeneHusl, nepegaBaeMble CyObeKTaMu 0OpalIeHus! JEKapCTBEHHBIX CPEJCTB
B AJIEKTPOHHOM (hOpME C UCTIOIB30BAHUEM YCTPOUCTB PETUCTPALIUUA SMUCCUU;

4) cBeneHus, TepenaBaeMble B COOTBETCTBHM C HactosmmM [lomoxxeHnem
OpraHu3alMsIMU — CyOBbEKTaMH OOpallleHUus JIEKAPCTBEHHBIX  CpPENCTB, HE
SBJSIOIIAMUCA ~ OpraHM3alUsIMHM, [PU3HABAEMBIMU  HAJIOTOBBIMU  PE3UJICHTAMHU
Poccuiickon @enepanmm.

49. Tlepemaua CBeACHWM B  CHCTEMY MOHUTOPHHTA  OCYIIECTBIISACTCS
MIOCPEJICTBOM HarpaBieHus (aisioB B (opmaTe M B COOTBETCTBUU C MHCTPYKIIUECH,
OTHCHIBAIOMICH MPOIEAYPHl TPEACTABICHHUS CBEACHUM CyOBEKTaMu OOpaIreHus
JICKAPCTBEHHBIX CPEJCTB, COIIACOBAHHBIMU C MUHHCTEPCTBOM 31pAaBOOXPAHEHUS
Poccuiickonn @enepanuym M pasMELICHHBIMUA OIEPATOPOM CHCTEMBI MOHUTOPHUHIA B
cetu MHTepHeT Ha ero opuUUaIBLHOM cailTe.

JlaTon mpencraBiieHUs] CBEACHUM B CHUCTEMY MOHUTOPHUHIA CUYUTAETCS JarTa,
3a)UKCUpPOBAHHAsI B KBUTAHIIMM O TMpUEME CBEICHUH, GopMUpPYyeMON TpU HX
yCHenHou oTpaboTke U (UKCAllMd B CUCTEME MOHHUTOPUHTA B (hOpMe 3JIEKTPOHHOTO
NOKYMEHTA, 32 UCKJIKOYEHHUEM IPEJCTABICHUS CBEICHUN B COOTBETCTBHM C ITYHKTOM
84 nacrosiniero [lonokeHus anTeyHOW OpraHu3anyen, OCYIIECTBISIONIEN POZHUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMU TIpETapaTaMy, B TOM YHUCJIE€ AUCTAHIIMOHHBIM CIIOCOOOM
MpU TOCPEIHUYECTBE BJIAJCIBIEB arperaTopoB, OKa3bIBAIOIINUX HWHPOPMAIMOHHO-
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MIOCPETHUYECKUE YCIYyTH alTEeYHOW OpraHu3allHh, MapKUPOBAaHHBIMH CPEACTBAMU
uAeHTU(PUKAIIMK, U OTMYCK JICKAPCTBEHHBIX MPENapaTtoB, MapKUPOBAHHBIX
CpeICTBaMU MACHTU(UKAIIMU, CO CKUAKON MO PELEenTy Ha JeKapCTBEHHBIE Mpenaparsl,
CyOBEKTOM OOpaIleHHs JIEKApPCTBEHHBIX CPENICTB, OCYIIECTBIIAIOMIUM METUIIMTHCKYIO
JeSTEILHOCTh U BBIBOJ M3 000pOTa JEKAPCTBEHHBIX IMpEnapaTroB, MapKUPOBAHHBIX
CpelcTBaMU UJCHTU(DUKAIMK, TPU OKA3aHUU MEIUIIMHCKOM TMOMOIIM, a TaKkKe
CyOBEKTOM OOpallleHus1 JEKApCTBEHHBIX CPEACTB, OTIYCKAIOIIUM JIEKAPCTBEHHbIE
npenaparthbl, MApKUPOBAHHBIE CPEACTBAMU UICHTU(UKAIIMHU, OECINIATHO O PELENTy Ha
JEKapCTBEHHbIE TpenapaThl. JlaToil MpencTaBieHUsT CBEICHHM B  CHCTEMY
MOHUTOPUHTA B YKAa3aHHBIX CIIy4yasiX CUMTAETCS JaTa HANpaBJICHUS CBEICHUI B
CUCTEMY MOHHUTOPHUHTa YKa3aHHbBIMU CYOBEKTaMH OOpallleHUs JIeKapCTBEHHBIX
CPEACTB.

50. IlpencraBneHue CBEICHHUI B CUCTEMY MOHUTOPUHIA CYOBEKTOM OOpalleHus
JIEKAPCTBEHHBIX CPEACTB TMpPU OCYIIECTBICHUHM ONEPALMA C JIEKAPCTBEHHBIM
MPENapaToM OCYIIECTBIIETCA  ITOCHEAOBATENBHO, 3a MCKIIOUYEHHUEM  CIIy4aes,
npeaycMoTpeHHbIx HacTosmuM [lonoxxenuem. Ilpum »ToM cBemeHust 00 ouepeaHOU
ONepalny C JEKapCTBEHHBIM MpenapaToM MepelatoTcsl MOCie MOJydYeHHs CyObeKTaMu
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB TMOATBEPKICHUS 00 ycmemHo o0paboTke
CUCTEMOI MOHHUTOpPWHIA CBEICHHUW O MPEABIAYIIEH ONEepalud C JEKAPCTBEHHBIM
Ipenaparom.

51. Usmenenne Qopmara B3aUMOJCUCTBUS  MH(GOPMAIIMOHHBIX  CHUCTEM
CyOBEKTOB O0OpalleHHsl JIEKapCTBEHHBIX CpPEJICTB C CHUCTEMOW MOHMTOpPHHIA
npou3BOAUTCS He yaile | pasza B redeHue 180 gHel, 3a HCKIIIOUEHUEM HEOOXOAUMOCTH
U3MEHEHUs Takoro (Gopmara B cllydasx, MPEAyCMOTPEHHBIX 3aKOHOJATEIbCTBOM
Poccuiickon @enepanum.

52.Tlpu onmcaHuM JIEKAPCTBEHHBIX TMPEMapaToB BHECEHHWE CBEJICHUN B
MH()OPMAMOHHBIA pecypc, OOECHeUYMBAIOIIMKA YYET W XpaHEHHE JOCTOBEPHBIX
JAHHBIX O TOBapax IO COOTBETCTBYIOIIEH TOBapHOW HOMEHKJIAType, U CHCTEMY
MOHUTOPHUHTA OCYILECTBIISIETCS CIEAYIOIUMHU cyObeKTaMu oOpaileHus
JIEKapCTBEHHBIX CPEJCTB:

1) B cinyyae TpOM3BOJCTBA JIGKAPCTBEHHBIX IMpenaparoB B Poccuiickoit
Qenepand — MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBIISIFOLIUMU
3aBepUICHHE MPOM3BOACTBEHHON CTaauu (acoBKM (YMAKOBKH) JIEKApPCTBEHHBIX
OpernapaTtoB  BO  BTOPUUYHYIO (IIOTPEOMTENBCKYIO) YHNAKOBKY JIEKAPCTBEHHOTO
npenapara (a IpuU €€ OTCYTCTBUM — B IIEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOIO
npernapara);

2) B ciy4ae IMpOU3BOACTBA JIEKAPCTBEHHBIX MPENApaTOB 3a MpeAeTaMu
tepputropun Poccuiickoit @exnepanuu (B cilydyae HHOCTPAHHOTO IPOMU3BOJACTBA) -
JepKaTeNsiMd WM BIIAJEbI[aMU PETMCTPALIMOHHOTO YIOCTOBEpPEHHUS W (W) HX
IIPEICTaBUTEIILCTBAMU Ha  TEppUTOPUHU Pocculickon ODenepanuu WA
YIOJHOMOYEHHBIMU  TPEJICTABUTENIIMM B  4YacTU  BHECEHHMsS  CBEIACHUU B
UH(OPMAIIMOHHBIA pecypc, OOECHeuYMBAIOIIUNA YYET W XpaHEHUE JOCTOBEPHBIX
JAHHBIX O TOBApaXx MO COOTBETCTBYIOIIEH TOBAPHON HOMEHKIIATYpE.

[lepeueHb CBeNEHMI, NPEACTABIAEMBIX IPU ONHCAHUM JIEKAPCTBEHHBIX
MpenapaToB CyObeKTaMU OOpaIlleHUs JIEKAPCTBEHHBIX CPEICTB B WHOOPMAIMOHHBIN
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pecypc, oOecreuynBaroIMii yuyeT W XpaHEHUE JTOCTOBEPHBIX ITaHHBIX O TOBapax IO
COOTBETCTBYIOIIEH TOBApHOW HOMEHKIJIAType, MPUBEACH B MpHiIokeHun Ne 2 K
HactosimemMy [losoxkenuto.

53. CyObexThl 00palleHnsl JEKAPCTBEHHBIX CPEJCTB, YKAa3aHHbIE B MOAMYHKTaX
1 u 2 nmynkra 52 Hacrosmero [IonoxeHunst, perucTpUpyrOT JEKAPCTBEHHBIE MPENapaThl
B CUCTEME MOHUTOPHHIA HA OCHOBAHUH JJIEKTPOHHOM 3asBKH, COJNEPIKALLICH:

1) rmo0GanbHbIN NACHTU(DUKALIMOHHBI HOMEP TOPrOBOM €TMHULIBL;

2) HOMEp PpErucTpalMOHHOTO yJOCTOBEPEHUS U JaTy perucTparuu
JIEKapCTBEHHOI'O IIpenapara B roCyIapCTBEHHOM PEECTPE JIEKaPCTBEHHBIX CPEACTB.

54. OOpaboTKa MOJTY4YEHHBIX CBEACHUN OCYLIECTBIISIETCS B aBTOMATUYECKOM
pexxuMe nmyreM (OpPMUPOBAHMS 3alpoca Ha IMOIY4YEHHE CBEIACHHUH O JIEKAPCTBEHHOM
mpernapaTe W3 E€IUHOM TOCYJapCTBEHHOM HWHMOPMAlMOHHONW CHCTeMBI B cdepe
3paBOOXpaHEHUs] M HH(POPMALMOHHOIO pecypca, OOECIEeUMBAIOIIEr0 YYeT U
XpaHEHHE JOCTOBEPHBIX JAaHHBIX O TOBAapax IO COOTBETCTBYIOLIEH TOBapHOU
HOMEHKJIAType.

55. CaeneHus, npeacTaBisieMble CyOBEKTaMH OOpallleHUs JEKapCTBEHHBIX
CPEICTB B CUCTEMY MOHUTOPUHIA IPU BBOJIE B 00OPOT JIEKAPCTBEHHBIX IPENApaToB,
npuBeieHbl B puiioxkeHnu Ne 3 k HacTosemy [lonoxenuro.

56. CseneHus, NpeACTaBiIsseMble CyOBEKTaMU OOpallEeHUs] JIEKapCTBEHHbIX
CpPEICTB B CHUCTEMY MOHUTOPUHIA IIPU BBIBOJE M3 000pOTa JIEKAPCTBEHHBIX
IpernapaToB, IPUBEIEHBI B pHII0KeHUU Ne 4.

57. B pamkax BBoJa B 0OOpOT JIEKAPCTBEHHBIX IpENapaToB HAa TEPPUTOPHUU
Poccutickon ®enepanuu, mpousBeIeHHbIX Ha Teppuropun Poccuiickon denepanuu,
CyOBeKT oOpamieHusi JEKApCTBEHHBIX CPEACTB, OCYIIECTBISIOMUN  (aCOBKY
(YrakoBKy) JIEKapCTBEHHOT'O IIpernapara BO BTOPUUHYIO (MIOTPEOUTENBCKYIO) YIIAaKOBKY
(B cimyyae ee OTCYTCTBUSI — B MEPBUYHYIO YIIAKOBKY), /10 TIPE/ICTABICHUS CBEJICHUI O
JaNbHENIINX ONepalMsX ¢ TAKUMHU JEKAPCTBEHHBIMHU MpernapaTraMy IMpEACTaBiIseT B
CUCTEMY MOHUTOPUHIA C MCHOJb30BAHUEM YCTPONCTBA PETUCTPALMH HSMUCCUU
CBEJICHMS, MNPENyCMOTpPEHHble NyHKTOM | mnpunmoxenus Ne 3k HacTosmemy
[Tonoxenuto.

58. Ilpu ocymectBieHuun oTOOpa OOPA3LOB JEKApPCTBEHHOIO Ipernapara B
pamMKax KOHTPOJII KauecTBa IMPOM3BEIEHHOIO JIEKAPCTBEHHOTO Mpemnapara CyObeKT
oOpallleHust  JIEKAPCTBEHHBIX  CPEICTB, OCYLIECTBISIOIMNA  OTOOpP  00Opa3LoB
JIEKapCTBEHHOI'O IIpernapara, MPEJICTaBIseT B CHCTEMY MOHMTOPUHIA CBEJICHUS,
peayCMOTpeHHbIE ITyHKTOM | npunosxkenus Ne 4 k HacTosemy Ilosoxenuto.

59. CyObekT oOpaiieHuss JE€KapCTBEHHBIX  CPEICTB,  OCYIIECTBISIONMINAN
IIPOU3BOACTBEHHYIO CTAJIMIO BBITYCKAIOIIEr0 KOHTPOJII KAauecTBAa JIEKAPCTBEHHBIX
npenapaTtoB, B TEUEHHE S5 pabouumx JHEW C JaThl 3aBEpIICHUsS MPOU3BOJICTBEHHOMU
CTaJAMM BBIMYCKAIOIIEr0 KOHTPOJISI KayecTBa M MPEJACTABICHUS JOKYMEHTOB U
CBEJICHUH, MpEeAyCMOTpPEeHHBIX 4acThio 1 crtatbu 52.1 ®enepanbHoro 3akona «OO0
oOpalieHnu JIEKapCTBEHHBIX CPEACTB», B DenepalibHyto Ciay»k0y 1o Haa3opy B chepe
3IpaBOOXPAHEHUs WM MOJYUYEHUs pa3pelieHus], IPelyCMOTPEHHOIO YacTbiO 7 CTaThu
52.1 ®epepanbHoro 3akoHa «OO0 oOpallleHMH JEKapCTBEHHBIX CPEACTB» (B clydyae
MIPOM3BOJACTBA  HMMMYHOOHMOJIOTUYECKUX  JIGKAPCTBEHHBIX  MpemaparoB),  JO
IIPEACTABJICHNS] CBEICHUN O JAJBHEMIINX OINepanusix ¢ BBOAUMBIMH B T'PaXAaHCKUN
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000pOT JIEKAPCTBEHHBIMU IpenapaTamMu IpPEACTABISIET B CHUCTEMY MOHUTOPHHIA
CBEJICHMS, MNPEIYyCMOTPEHHBIE NYHKTOM 2 mnpuioxeHus Ne 3 Kk HacTosmemy
[Tonoxenuto.

60. B pamkax BBojga B 00OOpOT JIEKAPCTBEHHBIX IMPENApaToB HA TEPPUTOPHUH
Poccuiickonn denepanuy, npoU3BEAECHHBIX 3a MpeaeiamMu Tepputopun Poccuiickon
®denepanuu, CyObeKT 0OpalleHus JIEKAPCTBEHHBIX CPENICTB, SIBISIOUIUNCS JepiKaTeeM
WIM BIJAJICNIBLIEM PETUCTPALMOHHOIO YJIOCTOBEPEHHUS, WU MPEICTABUTEIBCTBO
MHOCTPAHHOM opraHu3anuu Ha teppuropun Poccuiickont denepanuu, sBISIOMIEHCS
JEp>KaTENEM WIHM BIIAJIENIBLIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS, IIPU 3aBEPILICHUH
IPOU3BOJICTBEHHOM CTaJNM yMaKOBKH (B Cllydae OTCYTCTBUS BTOPUYHON YIAKOBKH -
ctaauu  (acoBKM) JICKAPCTBEHHBIX TMpENapaToB WJIM MApPKUPOBKH  YIaKOBOK
JICKapCTBEHHBIX MPENapaToB CPEACTBAMHU HACHTU(UKAIIMA HAa TAMOKEHHOM CKIJIaJe B
COOTBETCTBMM C ab3ameM BTOpbIM myHKTa 4 Hacroswero Ilonoxenus a0
MPEACTABIICHUS] CBEACHUN O JAJIbHEHINMX OINEpalMsIX C TaKUMH JIEKapCTBEHHBIMH
IpernapaTaMy IpPEACTaBISAIOT B CUCTEMY MOHUTOPHHTA C UCIIOJIb30BAHUEM YCTPOMCTBA
PEruCTpanvy SMHACCUM CBEICHHUS], PEYCMOTPEHHBIE TyHKTOM 3 mpuiiokeHus Ne 3 k
HacroswmeMy [lonoxenuto.

61. Ilpyu MapkupoBKe YIAKOBOK JIEKAPCTBEHHBIX NIPENapaToB CpEACTBAMU
UACHTU(UKAIIMA HA TaMOKEHHOM CKJIaJie B COOTBETCTBUU C a03alleM BTOPHIM ITyHKTa
4 mnactrosmero [lonoxxeHus cyObekT oOOpalleHuss JIEKAPCTBEHHBIX CPEJCTB,
ABJIIOLIMICS Ep KATEIIEM WIIU BJIAJIEIbLEM PETUCTPALMOHHOIO yIOCTOBEPEHUS, WU
IIPEACTABUTEIILCTBO MHOCTPAHHOM OpraHus3anuud Ha Teppuropun Poccuiickoi
Qenepanuu, ABIAOIICHCS  AepXKaTelaeM WA - BIAACIbLUEM  PETUCTPALIMOHHOIO
yJIOCTOBEPEHUS, 10 MPEACTABICHUS CBEACHUMN, MPETYyCMOTPEHHBIX a03alleM MEepBbIM
HACTOAILETO IYHKTA, TMPEICTABISIIOT B CUCTEMY MOHHUTOPUHIA  CBEJICHMS,
peNyCMOTpEHHBIE MYHKTOM 4 npuitoxkeHus Ne 3 k HacTosiemy [lonoxennto.

62. Ilpu BBO3e JeKapCTBEHHBIX mpemapatoB B Poccuiickyto denepammio
JOIYCKAeTCsl TMPEACTaBICHUE CBEACHHM B CHUCTEMY MOHUTOPUHIAa CyOBEKTOM
oOpalieHus JIEKapCTBEHHBIX CPEJICTB, OCYUIECTBISIOIIMM OTTPY3KY JIEKAPCTBEHHBIX
npernapatoB B Poccuiickyro denepanuio (ajnee — NpsSMON MOPSIOK MPEICTABICHUS
CBEJICHUI MpU BBO3€ JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyro dexnepaiuio), wiu
CyOBEKTOM  OOpalleHus] JIEKApCTBEHHBIX  CPEJICTB, OCYLIECTBIISIOIIMM  BBO3
JIEKapCTBEHHBIX TpenapatoB B Poccuiickyto deneparnuio (1anee — 0OpaTHBIN MOPSIIOK
IIPEJCTABJIEHUS] CBEICHUM IIPM BBO3€ JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyro
Qenepanno), 3a HMCKIOYEHUEM CIIydass MAapKHMPOBKHM YIAKOBOK JIEKAPCTBEHHBIX
MpernapaToB CPeACTBAMM UICHTHU(PHUKAIMU Ha TaMOKEHHOM CKJaJleé B COOTBETCTBUU C
ab3a1rieM BTOpbIM ITyHKTa 4 Hactosuiero [lonoxenus.

63. Pemienne o BbIOOpE MPSMOro MOpsijiKa MPEeACTaBICHUSI CBECHUHN MPU BBO3E
JIEKapCTBEHHBIX TpernapaTtoB B Poccuiickyro denepannio 00 0OpaTHOTO MOPsIKA
IIPEJCTABJICHUS] CBEICHUM IIPM BBO3€ JIEKAPCTBEHHBIX I[pEnaparoB B PoccHiiCKyro
Qenepanio TPUHUMAETCS CyObEeKTaMu OOpalleHusi JIEKapCTBEHHBIX CPEJICTB,
NPEACTABISIONIMMHU TAKUE CBEICHUS, CAMOCTOSTEIBHO.

64. B ciyuyae BbIOOpa IpsSIMOTO TOpsiKA MPEACTaBIEHUS CBEJACHUN MPU BBO3E
JIEKapCTBEHHBIX TpenapatoB B Poccuiickyto dDenepanuio CyObeKT o0OpaiieHus
JEKapCTBEHHBIX  CPEICTB,  SBJLIIOIIMKCS  JE€pXKATeIeM  WIM  BJIAJEIbLEM
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PErUCTPALlMOHHOIO  YAOCTOBEPEHUS, WM  IPEACTABUTEILCTBO  HMHOCTPAHHOMU
opranuzauuu Ha Teppuropun Poccuiickor denepannn, sIBIAIOMICHCS IePKATEIEM WU
BJIQ/ICTIBIIEM PETHCTPAIIMOHHOTO yIOCTOBEPEHUS, B TeueHue 45 pabounx nHEH ¢ AaThl
OTTPY3KHM JIEKapCTBEHHBIX IpernapatoB B Pocculickyro denepanuio 10 HOCTABKH
JIEKapCTBEHHBIX TIpernapaToB B MeCTO NpuObITHS Ha Tepputopuu Poccuiickoi
denepauuy W TPEACTABICHHUS CBEACHUM O JalbHEWIIMX OINEpalUsIX C TAKUMH
JIEKapCTBEHHBIMH IIpENapaTaMy MPEACTABIAIOT B CUCTEMY MOHUTOPHHIA CBEICHUS,
IPEAYCMOTPEHHBIE IYHKTOM 5 npuiiokeHust Ne 3 k Hacrosmemy [lonoxenuto.

[Ipu 3TOM CyOBEKT OOpalleHHs JIEKApCTBEHHBIX CPEICTB, OCYIIECTBIISIONIMIMA
BBO3 JIEKApCTBEHHBIX IpenapatoB B Poccuiickyto denepanuio, B TedeHUEe 5 pabounx
JHEH C JaThl JIOCTaBKHM JIGKAPCTBEHHBIX IMIPENaparoB B MECTO MNPUOBITHS Ha
tepputopun Poccuniickonn denepannu W perucTpanud B CUCTEME MOHHUTOPUHIA
CBeJICHUI 00 OTrpy3Ke JIEKapCTBEHHBIX IpernapaTtoB B Poccuiickyio denepanuio 10
MPEACTABIICHUS] CBEACHUN O JAJIbHEHINMX OINEpalMsIX C TaKUMH JIEKapCTBEHHBIMH
IpernapaTaMi MOJATBEP/KIAET JTOCTOBEPHOCTh CBEACHUM, COAEPKAIMUXCA B CUCTEME
MOHHUTOPUHIA, MYTEM MPEACTABICHUA CBEACHUW B CHCTEMY MOHHUTOPHHIA,
IIPENYCMOTPEHHBIX IYHKTOM &8 mpuiiokeHus Ne 3 k Hacrosmemy [lonoxenuto.

65. B ciydae BbIOOpa 00paTHOrO MOpsiKa MPEACTABICHUS CBEICHUIN MIPU BBO3€E
JIeKapCTBEHHbIX TpemnaparoB B Poccuiickyro @enepanuio cyObeKT oOpalieHus
JIEKAPCTBEHHBIX CPEICTB, OCYILECTBIAIOIIMN BBO3 JIEKAPCTBEHHBIX IIPENIapaToOB B
Poccuiickyro @enepanuto, B TeueHue S5 pabouux JHEM C JaThl JIOCTaBKHU
JIEKapCTBEHHBIX IpEnaparoB B MECTO MNpUOBITUS Ha TeppuTopun Poccuiickoi
@denepal WM J1aThl 3aBEPIICHUS AarperupoBaHus (B Cllydae OCYILECTBICHMUS
arperupoBaHMsl JIEKapCTBEHHBIX MPENapaToB MOCJE WX JOCTaBKM B MECTO MPHUOBITHS
Ha Tepputopuu Poccuiickoit denepanuu) 10 NpeACTaBICHUS CBEICHUN O MPUHATUU
pelIeHNsT TaMOXXEHHBIMUA OpraHaMH O BBIIYCKE JIEKAPCTBEHHBIX MPENAapaToB IS
BHYTPEHHETO TMOTpeOJeHUsl MPEJCTaBIsAeT B CHCTEMY MOHHUTOPUHIA CBEJEHUS,
MIPENyCMOTPEHHBIE MYHKTOM 6 npuitoxkeHus Ne 3 k HacTosiemy [lonoxennto.

[Ipu »>TOM CyOBEKT oOOpamieHusl JEKApCTBEHHBIX CPEACTB, SBISIOLIUNICS
NEepKaTeNeM WM BJIAJENBLEM  PETUCTPAUMOHHOTO  YIAOCTOBEPEHHUs,  WIH
IIPEJICTABUTEIILCTBO HMHOCTPAHHOW OpraHu3anuu Ha Teppuropun Poccuiickon
Qenepanuy, ABIAOIIECHCA  AepXKaTeaeM WA  BIAACIbLEM  PETrMCTPALlMOHHOIO
yIIOCTOBEpEHHs, B TeueHue S5 pabouux JHEH ¢ JaTbl perucTpauyd B CUCTEME
MOHHUTOPHMHIA CBEJICHUM O BBO3€ JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro
QPenepauuio 10 NPEACTABICHUs CBEACHUM O NAIBHEUIIMX OIEpalMsaX € TAKUMH
JEKapCTBEHHBIMH  IIperaparamMM  IOATBEP)KAAIOT  JTOCTOBEPHOCTH  CBEICHUH,
COZIEPIKAINXCA B CUCTEME MOHUTOPHUHIA, ITyTEM MPEACTABICHUS CBEICHUN B CUCTEMY
MOHUTOPHUHIA, NPEAYCMOTPEHHBIX ITyYHKTOM &8 mnpwioxkeHus Ne 3 k HacTosmemy
[Tonoxenuto.

66. Ilpm MapkupoBKe YNAKOBOK JIEKAPCTBEHHBIX IIPENapaToB CpEACTBAMU
UACHTU(UKALIMK Ha TAMOKEHHOM CKJIaJileé B COOTBETCTBHM C ab3alleM BTOPHIM MTyHKTA
4 Hacrosimiero IlonmokeHust cyObeKT OOpallleHHus JIeKapCTBEHHBIX CPEJICTB,
ABJISIOLIMICS Aep KaTeNeM WJIM BIIAJEIbLEM PETHUCTPALIMOHHOTO YJIOCTOBEPEHUS, UIIU
MPEJICTABUTENBCTBO HMHOCTPAHHOW OpraHu3anuuM Ha Teppuropun Poccuiickon
Qenepauuuy, ABIAOIIEHCS  AepXKaTeaeM WIH  BIAACIbLEM PETrMCTPALlHOHHOIO
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YAOCTOBEpPEHUS, B TEUYEHUE 5 paboumx JHEW C JaThl 3aBEPIICHUS MaPKUPOBKU
YIaKOBOK JICKAPCTBEHHBIX MPEMapaToB CPEJICTBAMHU HICHTU(DHUKAIIMN HA TAMOXKECHHOM
CKJIaJIe [0 TPEACTABICHUSA CBEICHMM O JaJbHEUIINX OINEpalusIX C TAKUMH
JIEKapCTBEHHBIMHU MpenapaTamu NPEACTABISIOT B CUCTEMY MOHUTOPUHIA CBEICHUS,
IPEAYCMOTPEHHBIE ITYHKTOM 5 npuiioxkeHust Ne 3 k Hacrosdmemy [lonoxenuto.

67. CyObekT oOpaleHusi JEKApCTBEHHBIX CPEJCTB, OCYIIECTBUBIIMA BBO3
JIeKapCTBEHHBIX TIpenapaToB B Poccuiickyro denepariuio, B TeUeHUE 5 pab0YuX JTHEH C
JIaThl PETUCTPAIlMU B CHUCTEME MOHUTOPHUHIA CBEICHUH, MPEAYCMOTPEHHBIX ab3alem
BOCBMbBIM HACTOSIIIETO IYHKTa, JO TMPEACTABICHUS CBEIACHUN O NaTbHEHIINX
omnepalusax ¢ TaKUMU JIEKAPCTBEHHBIMU IPENapaTaMu MOATBEPKIAET TOCTOBEPHOCTD
CBEJICHUI, COAEPKAIINXCSI B CHCTEME MOHUTOPUHIA, ITyTEM IPEICTABICHUS CBEICHUI
B CHCTEMY MOHUTOPHHIA, MPEIYCMOTPEHHBIX MYHKTOM &8 mpuioxeHus Ne 3 k
HacroswmeMy [lonoxenuto.

68. Ilpm coBepmIeHMM TaMOXEHHBIX ONEpAlM IPH  TAMOXEHHOM
JNEKJIapUPOBAHUM M TIOMEIICHUU JIEKAPCTBEHHBIX IPENAPATOB I0JI TaAMOKECHHYIO
MPOIEAYPY BBITYCKA [ BHYTPEHHETO MOTPEOJICHHUS] TaMOKEHHBIN OpraH:

1) 3ampaimivMBaeT B CUCTEME MOHUTOPUHIA CBEACHUS O KOJE WUJICHTU(UKAIUU
WIK KOJI€ WIEHTU(UKAIMU TPETUYHON (TPAHCIOPTHOM) YIMAKOBKU JIEKAPCTBEHHOTO
npenapara, B KOTOpOM HaXOAMTCS TaKOW JIEKapCTBEHHBIN TIpemapar (B cilydae BBO3a
TPETUYHON (TPAHCIOPTHOM) YMAKOBKH JICKAPCTBEHHOTO IMpenapara IEIUKOM), s
OCYILIECTBJICHUSI CBEPKU C JIaHHBIMM, YKA3aHHbIMU B TAMOYKEHHOU JAEKJapaluyd Ha
JIEKapCTBEHHBIN MpeEIapar;

2) mepenaer B CHUCTEMY MOHHMTOPHHIA JaHHBIE O BBIMYCKE JJIi BHYTPEHHETO
OTPeOJICHHS JIEKAPCTBEHHBIX MPETapaToB.

69. Ilpm BHECEHMM HU3MEHEHWW B CBEACHUSA, YyKa3aHHbIE B TaMOXXEHHOU
JEeKJapal Ha JIEKApCTBEHHbIM mpemnapar, B TEYeHHEe 5 pabouyux JHEW mocie
BHECEHUSI M3MEHECHHI B TAaMOKEHHYIO JCKJIAPAlUI0 Ha JIEKAPCTBEHHBIM Mpernapar
TaMO>XEHHBIA OpraH MepelacT B CUCTEMY MOHUTOPUHTA CKOPPEKTUPOBAHHBIE JAHHBIC
0 JIEKapCTBEHHOM IIpEeTapare.

70. Ilpu mepenade npaB COOCTBEHHOCTH B 30HE TaMOXKEHHOT'O KOHTPOJISI Ha
JICKapCTBEHHbIC  Mpenaparbl, [OMELICHHbIE MOJ  TAMOXEHHYI  HIPOLEAYPY
TaMOXEHHOTO  CKJIajia,  CyOBeKT  oOpalieHusi  JICKaPCTBEHHBIX  CPEJCTB,
OCYILECTBIISIIOIIMN BBO3 JIEKAPCTBEHHBIX IpenapaTtoB B Poccuiickyro Penepanuio, B
TedeHue S5 paboumx JgHEH C Jarbl OPOPMIICHUS COOTBETCTBYIOIIMX JOKYMEHTOB O
nepeaayde mpaBa COOCTBEHHOCTH Ha JIEKAPCTBEHHBIC TpENapaThl A0 MPEICTaBICHUS
CBEJICHUI O JaJbHEHIINX OIepalusiX ¢ JEKapCTBEHHbIMU IpenapaTaMy MpeACTaBIseT
B CUCTEMY MOHUTOPHMHTA CBEJEHUS, MPETyCMOTPEHHBIE MMyHKTOM 7 mpuioxeHus No 3
K Hacrosemy [lonoxenuro.

CyObekT oOpallleHus JIEKapCTBEHHBIX CPEACTB, KOTOPOMY OCYILECTBIICHA
nepenaya mpaB COOCTBEHHOCTHM Ha JIEKAPCTBEHHBIM Mpernapar, MOMEIIEHHBIN Mo
TaMOXEHHYIO TMPOLIeAypy TAMOKEHHOI'O CKJIaja, B Te€UeHUE 5 pabouux JHEW C JaThl
o(opMJIEHUSI COOTBETCTBYIOIIMX JOKYMEHTOB O Mepefaye mpaBa COOCTBEHHOCTH Ha
JICKApCTBEHHBIA Mpenapar M PErucTpalid B CHUCTEME MOHUTOPUHIA CBEACHUUA O
MIEPEIAHHBIX JICKAPCTBEHHBIX IMpenaparax A0 MPEICTaBICHUS CBEICHUHM O
JATbHEUIUX  ONepalusiXx ¢ JEKAPCTBEHHBIMU  NpenapaTaMd  MOATBEPKIAACT
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JOCTOBEPHOCTD CBEJCHHUN, COAECPKANUXCA B CHCTEME MOHUTOPUHIA, O IIPUHUMAEMBIX
JEKapCTBEHHBIX IIperaparax myTeM MPEACTABICHUS CBEICHUM B  CHCTEMY
MOHHTOPHUHIA, NPEAYCMOTPEHHBIX IYHKTOM &8 mnpwioxkeHus Ne 3 k Hacrosmemy
[Tonoxenuto.

71. 1lpu nepeMelleHur JIEKapCTBEHHBIX MPEMAapaToB MEXIy 30HaMU
TaMOKEHHOTO  KOHTPOJIS, OCYHIECTBISIEMOM IOCJIE€ MPUOBITHS JIEKAPCTBEHHBIX
npenaparoB B MECTO  JIOCTaBKH, OIPEICICHHOE CYOBEKTOM  oOpalieHus
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBIIONIMM BBO3 JIEKAPCTBEHHBIX IIPENapaToB B
Poccniickyro @enepannio, B MEKIYHAPOIHBIX TOBAPHO-TPAHCHOPTHBIX JOKYMEHTAX,
CyOBeKT  oOpalleHHs  JICKaPCTBEHHBIX  CPEJCTB,  OCYILIECTBISIOMIUNA  BBO3
JIEKapCTBEHHBIX TpenapatoB B Poccuiickyto denepanuio, win cyObeKT oOpalleHus
JIEKapCTBEHHBIX CPEJCTB, KOTOPOMY OCYIIIECTBIICHA Tepeiada paB COOCTBEHHOCTH Ha
JIEKapCTBEHHBIN IPENApaT, IOMEIIEHHBIA O/ TAMOKEHHYIO IPOLEAYPY TAMOKEHHOTO
CKJIaJ]a, B TEUEHUE 5 pabouux JHEHN ¢ JaThl TAKOTO MEPEMELIEHUs 1O MPEACTaBICHUS
CBEJICHUM O NAJIBHEMIIMX OINEpPAlMsIX C JICKAPCTBEHHBIM MPENApaTOM MPEICTABISIET B
CHUCTEMY MOHUTOPHHIA CBEIECHUs, NIPEAYCMOTPEHHBIE ITYHKTOM 9 nipuiokeHus Ne 3 k
HactosimemMy [losioxkenuto.

72. CyObexkT oOpalieHusl JEKapCTBEHHBIX CPENICTB, OCYILECTBISIOUINI BBO3
JIEKapCTBEHHBIX NpenapatoB B Poccuiickyto ®epepanuio, win cyObeKT oOpalleHus
JIEKapCTBEHHBIX CPECTB, KOTOPOMY OCYIIIECTBIIEHA IIepeiada IpaB COOCTBEHHOCTH Ha
JIEKapCTBEHHBIC  IIpenaparbl, IOMEUIEHHbIE II0J TaMOXXEHHYI  IPOLEAYpPY
TaMOKEHHOTO CKJaJja, B TeueHue S5 pabouux JAHEW C JaThl PEUICHHs] O BBITYCKE
JIEKapCTBEHHBIX  MpENnaparoB  JUisl  BHYTPEHHEro  MOTPEeOJICHUs, IPHUHITOrO
TaMOYKEHHBIMU OpraHaMH, 10 IIPEACTABICHUs CBEICHUM O NAJBHEUIIMX OINEpaLUsX C
JIEKapCTBEHHBIMH TpenaparaMy MPEICTABISIET B CUCTEMY MOHUTOPUHIA CBEICHMS,
npenycMoTpeHHble myHKToM 10 npunoxxenust Ne 3 k Hactosmemy [lonoxenuto.

73. Ilpun nepemeneHnn JeKapCTBEHHBIX IPENapaToB W3 30HBI TAMOXKEHHOTO
KOHTPOJII CYOBEKT OOpalleHHsl JIEKapCTBEHHBIX CPEICTB, OCYILECTBIIAIONIMI BBO3
JIEKapCTBEHHBIX MpemnapatoB B Poccuiickyro denepannio, Uil CyObeKT 0OpalieHus
JIEKAPCTBEHHBIX CPENICTB, KOTOPOMY OCYIIECTBJIEHA Nepeaaya npaB COOCTBEHHOCTH Ha
JIEKapCTBEHHBIC  IIpemnaparbl, IOMELIEHHbIE IOJX TaMOXEHHYI0  IPOLEAYypYy
TaMOKEHHOT'O CKJIa/a, B TeueHue 5 pabouux JHEW ¢ JaThl MPUEMKH JIEKapCTBEHHBIX
npernapatoB Ha (papMaleBTUUYECKUI CKJIaa U 3aBEPLICHUS TaMOKEHHOW MpOLETyphl
BBIITYCKa TOBapa JJisi BHYTPEHHEro MOTpeOieHus (WM ¢ JaThl PEIICHUs O BBIIYCKE
JICKapCTBEHHBIX  TpenaparoB  JUisi  BHYTPEHHEro  MOTpPeOJIeHUs, MPHUHITOrO
TaMOXCHHbIMM OpPraHaMH, IpU NPUMEHEHHH MNPOLEAYPHl YCIOBHOIO BBIITYCKa
TOBApOB) /10 MPEJCTABIECHUS CBEACHUI O JAIBHENIINX ONepanusax ¢ JEKapCTBEHHbIMU
npenapaTaMy MPEICTABISIET B CUCTEMY MOHUTOPUHIA CBEICHMS, IIPEAYCMOTPEHHBIE
nyHKToM 11 npunoxenus Ne 3 k Hactosimemy [losoxenuro.

74. Ilpum oOCyLIECTBIEHMH BBOJA B TPAXKIAHCKHI O0OOPOT JEKAPCTBEHHBIX
npenaparoB, BBe3eHHbIX B  Poccuiickyto @expepanuio (32 MCKIIOYEHUEM
JIEKQpCTBEHHBIX IPENApaToB, BBO3UMBIX C TEPPUTOPUU TOCYAApPCTB — YJIEHOB
EBpa3zuiickoro 3KOHOMHYECKOTO COK3a), CYOBEKT oOpalieHus JeKapCTBEHHBIX
CpPEACTB, OCYUIECTBIISIOIINM BBO3 JICKAPCTBEHHBIX IpenapatoB B Poccuiickyro
denepanrio, B TeU€HUE 5 pabounXx JHEH C JaThl MPUEMKH JIGKAPCTBEHHBIX TIPEMapaToB
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Ha (QapManeBTUUYECKHIl CKaa U mpeacTasieHus: B DeaepanbHylo Ciiyk0y Mo Haa30py
B cdepe 3IpaBOOXpaHEHUSI TOKYMEHTOB W CBEACHHUH, MPEIYCMOTPECHHBIX YacThIO 2
cratbu 52.1 ®denepanbHoro 3akoHa «0O0 oOpalleHUH JIEKAPCTBEHHBIX CPEACTBY», O
JICKapCTBEHHBIX TMpernaparax, BBOJAUMBIX B TPAXIAHCKHM O00OpPOT, WM TOIyYEHUS
paspenieHusi, NpeaycMoTpeHHoro yacthio 7 ctath 52.1 denepanbHoro 3akona «0O06
oOpalieHuu JIeKapCTBEHHBIX CpelcTB» (B ciaydae BBo3a B Poccuiickyro ®denepariuio
UMMYHOOUOIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB), 10 MPEACTABICHUS CBEICHUN O
JNAJbHEUIIINX ONEepalusaxX C TAaKUMH JIEKAPCTBEHHBIMU IpErapaTaMHu IPEACTaBIsET B
CUCTEMY MOHMTOPHUHIA CBEACHUS, PETyCMOTPEHHbIE MyHKTOM 14 mpunoxenus Ne 3 k
HacroseMy [lonoxeHuto.

75. Ilpu BBO3€ JEKapCTBEHHBIX IMpemnaparoB B Poccuiickyro dPenepanuto u3
roCy1apCTB-4JICHOB  EBpasmiiCKOro  3KOHOMHYECKOTO  COKO3a  JOMYCKAeTCA
MPEACTABICHUE CBEJIECHUA B CHUCTEMY MOHUTOPUMHIa CYOBEKTOM OOpalleHus
JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBIIIONIMM OTTPY3KY JIEKAPCTBEHHBIX IPENApaToB B
Poccuiickyto @enepanuio (rangee — OpsaMoOld NOPAIOK MPEICTABIECHUs CBEICHUN MpuU
BBO3€ JICKaPCTBEHHBIX IpernaparoB B Poccniickyro denepanuio u3 rocyaapcTB-4iIeHOB
EBpa3zuiickoro 3KOHOMHUYECKOTO COI03a), WU CyObEKTOM OOpalleHusl JIeKapCTBEHHbBIX
CPEICTB, OCYIIECTBIISIOIIMM MPUEMKY Ha (papManeBTUUECKUI CKJIaj JIEKapCTBEHHBIX
npenapatoB Ha Tepputopun Poccuiickoit denepanuu (nanee — oOpaTHBIM MOPSIOK
IIPEACTABICHUs CBEACHUM IIPU BBO3€ JICKAPCTBEHHBIX IIpenaparoB B Poccuiickyro
denepanuio U3 rocyIapcTB-wWieHOB EBpa3uiickoro SKOHOMUYIECKOTO COK03a).

76. Pemennie o BbIOOpE NPSIMOTO MOPsi/IKA MPEACTABICHUS CBEICHUI MIPU BBO3€E
JIEKapCTBEHHBIX IIpenapatoB B Pocculickyro @enepauuio U3 TrocyAapCTB-YICHOB
EBpa3uiickoro 3KOHOMHYECKOIO CO03a JMOO OOpaTHOro mopsijaka NpeAcTaBlICHUS
CBEJICHUI IpU BBO3€ JIEKAPCTBEHHBIX npenapatoB B Poccuiickyro Penepanuio us3
rocyJiapcTB-ujieHoB EBpa3nuiickoro 5KOHOMHUUECKOTO COK03a MMPUHUMAETCS CYOhEKTaMU
oOpalieHusi JIEKAPCTBEHHBIX  CPEACTB, NPEACTABISIONIMMHU  TaKHE€ CBEJCHUS,
CaMOCTOSITEIIBHO.

77. B cnydae BbIOOpa MpsIMOTO MOPSAKA MPEICTAaBICHUSI CBEACHUMN MPU BBO3E
JIEKapCTBEHHBIX TpenapaToB B Poccuiickyro @enepanuio U3 rocyaapcTB - YJIEHOB
EBpa3uiickoro "5KOHOMHUYECKOT0 CO103a CyOBEKT 0OpaIleHHsl JIEKAPCTBEHHBIX CPEJICTB,
ABJISIOLIMICS Aep KATEIEM WIIU BIIAJIEIIbLEM PETUCTPALMOHHOIO yIOCTOBEPEHUS, WU
IIPEJCTABUTEIILCTBO HMHOCTPAHHOW OpraHu3anuu Ha Teppuropun Poccuiickon
Qenepanuuy, ABIAOIIECHCS  AepXKaTeaeM WIA  BIAACIbLEM PETrMCTPALlMOHHOIO
YIOCTOBEpEHUs, B TeueHHe S5 pabouyux JOHEH ¢ JaThl OTIPY3KH JIEKAPCTBEHHBIX
npenapatoB B Poccuiickyro ®Penepanuio H3 TroCyJapCTB-wIEHOB EBpasuiickoro
DKOHOMMYECKOTO COK03a J0 NPEACTABICHUs CBEICHUM O NAIbHEHIINX OIEepalusx C
TaKUMHU JIEKAPCTBEHHBIMU MpENaparamu MPEICTABISIOT B CUCTEMY MOHUTOPHUHIA
CBEJICHMS, NPEAYCMOTPEHHbIE IYyHKTOM 12 mpunoxenus Ne 3 k HacTosmemy
[Tonoxenuto.

CyObexT oOpalieHus JIEeKapCTBEHHBIX CPENICTB, OCYIIECTBIIAIONIMN MPUEMKY Ha
(apmaneBTUUYECKUI CKJIaJ] JIEKAPCTBEHHBIX IMpenapaToB Ha TeppuTopuu Poccuiickoi
®enepanuu, B TeUeHUE 5 pabOUYUX IHEW C 1aThl IPUEMKHU JIEKAPCTBEHHBIX MPENapaToB
U perucTpaiyy B CHCTEME€ MOHUTOPHHIA CBEACHHUH 00 OTIrpy3Ke JIEKapCTBEHHBIX
npenapatoB B Poccuiickyro ®Penepanuio W3 TrocylapCTB-wIEHOB EBpasuiickoro
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SKOHOMMYECKOTO COK03a A0 NPEACTABICHUS CBEICHHM O JAIBHEHIIMX ONEpalusax C
TaKUMH JICKAPCTBEHHBIMHU TMIpenapaTaMy IOJTBEPKIAET JOCTOBEPHOCTh CBEIACHUM,
coJiepKaluXcs B CHCTEME MOHUTOPUHTA, TyTEM IPEICTABICHUS CBEJIEHUN B CUCTEMY
MOHHTOPHUHIA, NPEAYCMOTPEHHBIX IYHKTOM &8 mnpwioxkeHus Ne 3 k Hacrosmemy
[Tonoxenuto.

78. Ilpum ocCylIecTBIEHWH BBOJa B TPAXKIAHCKUNA OOOpPOT JIEKAPCTBEHHBIX
npenapaToB, BBe3€HHbIX B Poccuiickyro @Penepanuio W3 TOCyIapCTB - YIIEHOB
EBpasuiickoro SKOHOMHYECKOTO COI03a, CYOBEKT OOpalleHHs] JEeKapCTBEHHBIX
CPEIICTB, OCYLIECTBISIOMIUNA TPUEMKY Ha (hapMalleBTUUECKHUI CKIIaJl JIEKapCTBEHHBIX
npenapaToB Ha TeppuTopun Poccuiickoit denepaiu, B TeUeHUE 5 paboyux JTHEH c
JaThl MIPEACTABICHUS] JOKYMEHTOB U CBEJICHHI, TPEAYCMOTPEHHBIX YaCThIO 2 CTaTbH
52.1 ®epepanbHoro 3akoHa «0OO0 oOpamieHHMM JIEKapCTBEHHBIX CPEACTBY», O
JIEKApCTBEHHBIX MperapaTax, BBOJUMBIX B TpaXJaHCKUU 000poT, B DenepalibHyIo
caykOy 1o Ham3opy B cdepe 31paBOOXpaHEHUs WJIM TOJYUYEHUS pa3perieHus,
MpeyCMOTPEHHOro 4yacThio 7 cratbu 52.1 denepanbHoro 3akoHa «O0 oOpaieHUn
JIEKapCTBEHHBIX cpeacTB» (B ciaydae BBo3a B Poccuiickyto  ®Denepainio
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MPEMApPaTOB), 10 MPEACTABICHUS CBEICHUN O
JNAJbHEUIINX ONEpalusax C TaKUMH JIEKAPCTBEHHBIMU IpErapaTaM NpPEACTaBIsSET B
CUCTEMY MOHUTOPHUHIA CBEACHUS, IPETyCMOTPEHHBIE TyHKTOM 14 npunoxeHust Ne 3 k
HacroseMy [lonoxeHnuto.

79. CBenenusi, mpeacTaBisieMble CyObeKTamMu OOpamieHusi JIeKapCTBEHHBIX
CpPEACTB B CHCTEMY MOHHMTOPHMHIa MPHU OCYIIECTBICHUU OIEPALMUN C TPETUUHOU
(TpaHCTIOPTHOM) YHMAKOBKOM JIEKAPCTBEHHOTO Ipenapara, NPUBEACHbI B MPHIOKECHUN
Ne 5 k nHacrosmemy [lonoxxenuro.

80. Ilpm ocCylmecTBIEHMM arperupoBaHMs JIEKAPCTBEHHBIX IIPENApPATOB,
UMEIOUIUX OJUH TJOOAIbHBIM HACHTU(DUKALMOHHBIA HOMEpP TOPTOBOM €IMHUIIHI,
CyOBeKT  oOpamieHusi JIEKApCTBEHHBIX  CPEACTB  HAHOCUT Ha  TPETUYHYIO
(TpaHCTIOPTHYIO) YMAaKOBKY JIEKAPCTBEHHOTO IMpenapara Kol HJICHTU(PUKAUUU
TPETUYHOM (TPAaHCIOPTHOW) YIMAKOBKH JIEKAPCTBEHHOTO IMpernapaTa U MpeCcTaBiseT B
CHUCTEMY MOHUTOPHUHTA CBEJEHUS, MPETyCMOTPEHHBIC MyHKTOM | mpuioxxkeHust Ne 5 k
HactoseMy [1onokeHnro, 10 NpeCcTaBICHUs CBEICHUN O NAIBHEUIINX ONEPALUAX C
TaKUM JIEKAPCTBEHHBIM IIPENapaToOM.

81.Ilpu  pachopmupoBaHUM  TPETHUYHOM  (TPAHCHOPTHOM)  YIAKOBKHU
JIEKapCTBEHHOI'0 Tpernapara, U3bsITUU JIEKAPCTBEHHBIX IPENapaToB W3 TPETUYHOM
(TpaHCTIOPTHOI) YIAKOBKHU JIEKAPCTBEHHOI'O Mpenapara, JOMOJIHUTEILHOM BIIOKEHUH
JEKapCTBEHHBIX  MpenapaToB B  TPETUUHYIO  (TPaHCHNOPTHYIO)  yHaKOBKY
JIEKapCTBEHHOTO  Mpemnapata CcyObeKT oOpamieHusi JEKapCTBEHHBIX  CPEJICTB
NpeACTaBIseT B CUCTEMY MOHMTOPUHIA CBEJEHUS, IPEAYCMOTPEHHbIC MyHKTaMH 2-4
npunoxennss Ne 5 k Hactosimiemy IlosokeHuto, A0 MOpPEACTaBICHUS CBEICHUWA O
JTaTbHEUINX OMNepalusX ¢ TaKUMHU JIGKaPCTBEHHBIMM IIpenapaTaMyu WM TPETUYHOM
(TpaHCTIOPTHOM) YITaKOBKOM JIEKAPCTBEHHOTO IIpenapara.

82. Cenenusi, mnpeacTaBisieMble CyObeKTaMu OOpamlieHusl JeKapCTBEHHBIX
CpPEeICTB B CHUCTEMY MOHUTOPHHIa MpU O0OpOTE U BHYTPEHHEM IEpeMEUICHUU
JIEKapCTBEHHBIX TMPENaparoB, MPUBENCHBI B TpmwiokeHnu No 6 K Hacrosmemy
[Tonmoxenuto.
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83. CyObekT oOpaieHus JIeKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINN
MepeMENICHUE JEKAPCTBEHHBIX MPENapaToOB MEXKIY aJApecaMH MECT OCYIIECTBICHUS
NEATEeIbHOCTH COIJVIACHO JIMIEH3UU (C YY4eTOM TaKUuX BHJOB JIESITEIBHOCTH, Kak
MPOU3BOJACTBO  JIEKAPCTBEHHBIX CPEACTB, (apmarieBTUUYECKas JeITEIbHOCTh U
NESTEIBHOCTh TI0 000POTY HAPKOTHUUECKUX CPENICTB, MCHUXOTPOIHBIX BEHIECTB U HX
IPEKypCOpOB,  KYJIbTUBHPOBAHUIO  HAPKOCOJEP)KAIMX  pacTeHuid,) U  (WJIM)
(dapmaneBTUYECKUMH CKJIaJlaMu, B TeUYeHHE 5 pabouux JHeW C (HaKTUUYECKOM JaThl
NepeMEIICHHs] JIGKQPCTBEHHBIX TPEMapaToB A0 IMPEACTABICHUS CBEACHUN O
JaNbHEHIINX OMepalusX ¢ TAKUMU JIEKAPCTBEHHBIMHU IpernapaTtaMy IMpECTaBiIseT B
CUCTEMY MOHUTOPUHTA CBEACHUS, MPEyCMOTPEHHBIE MyHKTOM | mpuiiokeHus: Ne 6
HacTosiemy [lonoxenuto.

84. Ilpu mepenaye JeKapCTBEHHBIX MPENapaToB MEXKIY CYObEKTaMU 0OpaIeHus
JIEKAPCTBEHHBIX CPEICTB JOIMYCKAETCS MPEACTABICHUE CBEACHUHA B CHUCTEMY
MOHUTOpPUHIa CyOBEKTOM OOpalieHusi JEKapCTBEHHBIX CPEICTB, OCYIIECTBISIOLIUM
nepenavyy JICKapCTBEHHBIX MPENapaTroB (Jlajiee — MNpsIMOM TOPSIAOK TPEACTaBICHUS
CBEJIEHUI TpH 000pOTE JEKAPCTBEHHBIX MPENapaTroB), WIK CyOBEKTOM OOpalieHus
JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISIONIUM MPUEMKY JIEKapCTBEHHBIX MpernapaToB
(mamee — oOpaTHBIN MOPSIOK MPEACTABICHUS CBEACHHUM MPU 000POTE JIEKAPCTBEHHBIX
penaparos).

85. Pemienne o BbIOOpe MPSMOTrO MOPSAKA MPEJACTABICHUS CBEICHUM TNpU
000poTe JIEKapCTBEHHBIX MpernapaToB JHUOO OOpaTHOrO MOpPsAKA MPEACTaBICHUS
CBEJICHUN TMpu 000pOTE JIEKAPCTBEHHBIX IMpenapaToB NPUHUMAETCS CyObeKTaMu
oOpamieHusi JIEKAPCTBEHHBIX  CPEJICTB, TMPEJICTABIAIONIMMH TaKU€  CBEJICHUS,
CaMOCTOSTEIIBHO.

86. B ciyuae BpIOOpa MpsIMOTO TIOPsIIKA MPEICTABICHUSI CBEACHUM MpU 000poTe
JIEKApCTBEHHBIX  MpenapaToB CyOBEKT oOOpallleHusl JIEKapCTBEHHBIX  CPEJCTB,
OCYUIECTBJISIONIMI Tepefady JIeKapCTBEHHBIX MpenapaToB JpPYyroMy CyOBEKTY
oOpallleHHsl JIEKapCTBEHHBIX CPEJICTB B paMKax Ipa)kJIaHCKO-INPABOBBIX OTHOIIICHUH, B
TeueHue 1 pabodero aHs ¢ (PaKTUUECKOUN aThl OTTPY3KH JIGKAPCTBEHHBIX MpenapaToB
MPEJCTaBISICT B CHUCTEMY MOHUTOPUHTA CBEICHUS, MPEAYCMOTPEHHBIC MYHKTOM 2
npuinoxenust Ne 6 k HactosieMy Ilonoxenuto.

CyObekT  oOpamieHusi  JIGKapCTBEHHBIX  CPEACTB (32  UCKIIOYCHHEM
000COOJIEHHBIX  TOJApA3JICNICHUH  MEAMIIMHCKUX  OpraHu3auuii  (amOynaTopui,
denpamepckux, ¢GeapAmepcKo-aKyepCekuX MyHKTOB), OCYIIECTBIISIONIUN TPHUEMKY
JIEKapCTBEHHBIX TMPENapaTtoB OT JPYroro CyObeKTa OOpaimieHus JIeKapCTBEHHBIX
CPEICTB B paMKax I'pakIaHCKO-TIPABOBLIX OTHOIICHHM, B TedeHue 1 pabodero maHs ¢
JIaThl IPUEMKH JIEKAPCTBEHHBIX MPEMApaTOB M PETUCTPAIMA B CHCTEME MOHUTOPHUHTA
CBEJICHUI 00 OTTPY>KEHHBIX JICKAPCTBEHHBIX Iperapartax 10 MpeaACcTaBIeHUs CBEICHUM
0 JAJbHEUIINUX OTMEpalHsiX ¢ TAKUMHU JICKAPCTBEHHBIMH IMpernapaTamMu MOJITBEPKIaeT
JIOCTOBEPHOCTh  CBEJICHUM, COAEpKaIMXCsl B CHUCTEME€ MOHUTOPUHTA, IYTEeM
NIPE/ICTABIICHUS CBEJCHUN B CHUCTEMY MOHHMTOPHHTA, MPETyCMOTPEHHBIX IYHKTOM 4
npunoxenns Ne 6 k HacTosimemy [lonoxenutro.

87. B cnyudae BbIOOpa OOpaTHOTO MOpsiKa MPEACTABICHUS] CBEACHUN IpHU
000poTe JEKApCTBEHHBIX MpEnapaToB CyOBEKT OOpalieHusi JEKapCTBEHHBIX CPEICTB
(3a uCKIIOUYEHHEM OO0OCOOJICHHBIX TMOJPA3JACICHU MEIUIMHCKUX OpraHu3aIui
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(amOynaTopuid, (denbaepeKux, (enbamepcKko-aKymepcKux IIYHKTOB),
OCYIIECTBISIONIMN MPUEMKY JIEKAPCTBEHHBIX IMPEmapaToB OT JIPYroro cyObekTa
oOpalieHus JIEKapCTBEHHBIX CPEACTB B paMKaX I'Pa)JIaHCKO-TIPABOBBIX OTHOIICHHI, B
TeueHue 1 pabouero AHS ¢ AaThl IPUEMKH JIEKAPCTBEHHBIX MPENApaTOB MPEICTABIISIET
B CHCTEMY MOHUTOPHHIA CBEICHUS O TMPHUHATHIX JIEKAPCTBEHHBIX IIpenaparax,
IpEAYCMOTPEHHBIE IMYHKTOM 3 npuiiokeHust Ne 6 k Hactosmemy [lomoxeHuro.

CyObexkT oOpalieHusi JIEKapCTBEHHBIX CPEACTB, OCYIIECTBUBIIMI Tepenavy
JIEKAPCTBEHHBIX MpEnapaToB JpyroMy CyObEeKTy OOpallleHusi JIeKapCTBEHHBIX
IpernapaToB B paMKax I'pakKJaHCKO-TIPaBOBBIX OTHOIICHUM, B TeueHue 1 paboyero aHs
C J1aThl PETUCTPALIUA B CUCTEME MOHUTOPUHIA CBEACHUN O MPUHSATHIX JEKAPCTBEHHBIX
npenaparax, HO 10 MPEICTaBICHUS CBEACHUN O JAlbHEHUIIUX OMNEpalUsiX C TaKUMU
JEKapCTBEHHBIMM  IIperapaTaMM  IOATBEPKAAET  JOCTOBEPHOCTh  CBEACHUH,
COZIEPKAINXCA B CHCTEME MOHUTOPHHIA O MEPEIaHHbIX JICKAPCTBEHHBIX Mpernaparax,
IyTEM TIPEICTABICHUS CBEACHUW B CHCTEMY MOHHUTOPHHIA, IPEIYCMOTPEHHBIX
myHKTOM 4 nipunoxkeHust Ne 6 xk Hacrosmemy [lonoxenuto.

O00co0sieHHbIE TIOAPA3ACIICHUS MEAUIUMHCKUX OpraHu3anuil (aMOyiaTopuu,
(denpamepckue, QpenbanepcKo-aKyepcKiue MyHKThI) TOATBEPKAAI0T JOCTOBEPHOCTh
CBEJICHUH, COAECPKAIUMXCS B CHUCTEME MOHMTOPUHIA, U IPEACTABIAIOT B CHCTEMY
MOHHUTOPHUHIA CBEJICHUS O MPHUHSTHIX JIEKAPCTBEHHBIX IIpernaparax B COOTBETCTBUM C
ab3aliaM 4E€TBEPTHIM U IMATHIM HACTOSIIETO IMyHKTa B TeueHue 30 pabouux aHEH co
JTHSI IPUEMKH JIEKAPCTBEHHBIX IIPENapaToB.

88. Ilpu nepenaue ¢enepanbHbBIM OpraHaM MCIOJHUTEIBHON BIACTH, OpraHaM
rocyJapcTBeHHOM BiacTH cyObekToB Poccuiickoit denepanu U yrnoJHOMOYEHHBIM
UMHU OpraHu3alUsaM JIEKapCTBEHHBIX MPENaparoB, 3aKyNaeMbIX IJs HYXJ OOOPOHBI
CTpaHbl W O€30MACHOCTUM TOCYJApCTBA, OKA3aHWS TYMAHUTAPHOM IOMOIIH,
JUKBUAALMK TOCIEACTBUN YPE3BbIYAHBIX CUTYyalMil, KPYTHOMACIUTAOHBIX aBaApUi U
VHIMJICHTOB NPUPOJHOTO M TEXHOTEHHOTO XapakTepa, B LEIAX HCKIOYEHUs
BO3MOXHOCTH PACKPBITHSI CBEICHHUI, OTHECEHHBIX K TOCYAapCTBEHHOU TailHE, CyOBEKT
oOpamieHusi  JIEGKQpCTBEHHBIX  CPEJCTB, OCYUIECTBISIOIIMN  Tepenadyy  TaKHhX
JIEKApCTBEHHBIX IMIpernapaTroB, B TeYeHUWE 5 pabouux AHEH ¢ JaTbl (PakTHUUEeCKOM
OTTPY3KH JIEKAPCTBEHHBIX IPENApaToB IMPEACTaBISET B CHCTEMY MOHUTOpPHHIA
CBEJCHMSI O BBIBOJIE JICKAPCTBEHHBIX IpEenaparoB U3 000poTa, 3a HCKIIOYECHUEM
CBEIECHUM, MPEAYCMOTPEHHBIX MOAMYHKTAMHU «I», «I», <OGK»-«W» MyHKTa |
npunoxenus Ne 4 k HactosimeMy Ilonoxenuto.

89. CyObexT oOpareHus JeKapCTBEHHBIX CPEJICTB, BBHITIOJHSIONINN (HYHKIIUN 110
ayTCOPCUHTY TIpU Tmiepenadye cyObekTaM oOpallleHusi JIEKapCTBEHHBIX CPE/CTB,
OCYIIECTBISIONUIUM OTIYCK JIEKAPCTBEHHBIX MPEnapaTroB OECIUIaTHO MM CO CKUIKOM
IO PELENTY Ha JEKAPCTBEHHBIE MTPENAPATHI, JIEKAPCTBEHHBIX MPENAPATOB, 3aKYIIAEMbIX
JUIsl o0ecIieueHusl Tpak/IaH 3a CUeT CpelIcTB (henepaibHOro OropKeTa U (W) CPelICTB
O0r0/KeTOB cyOBekToB Poccuiickoit ®depeparuu, B TeueHwe 1 pabodero mHs ¢
(akTHUeCKOW AaThl OTTPY3KU JEKAPCTBEHHBIX MPENapaToB MPEACTABISIET B CUCTEMY
MOHUTOPUHIA CBEJICHMS, NIPEAYCMOTPEHHbIE IYHKTOM 6 mnpuioxkenus Ne 6 k
HacrosueMy Ilonoxenuro.

CyObekT  oOpamieHus  JIGKAPCTBEHHBIX  CPEACTB (32  MCKIIOUYEHUEM
000COOJIEHHBIX  TOMApA3CNEHUH  MEAWIIMHCKUX  OpraHu3anuii  (amOyJaTopuid,
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benpamepckux, GeapAmepcKo-aKyepCcKuX MyHKTOB), OCYIIECTBISIONUNA TPUEMKY
TaKUX JIEKAPCTBEHHBIX IpENapaToB, B TeueHHe | pabodero AHS C JaTbl NPUEMKH
JICKapCTBEHHBIX TMPENapaToOB M PEruCTpalii B CUCTEME MOHHUTOPUHIA CBEICHUN 00
OTTPYKEHHBIX JICKAPCTBEHHBIX IIpernaparax [0 NPEACTaBICHUs CBEICHHU O
JNAJbHEUIINX OINEpalusX C TaKUMHU JICKAPCTBEHHBIMM ITpenapaTaMy HOATBEPKIAECT
JOCTOBEPHOCTh CBEIICHHM, COAEpXKAaIlIUXCsl B CUCTEME MOHHUTOPUHIA, IIyTEM
NPEACTABICHUSI CBEIACHUW, MPEIyCMOTPEHHBIX IMYHKTOM 4 mnpuioxeHus Ne 6 k
HacroseMy [lonoxeHuto.

O60co6sieHHbIE TIOApPA3ACIICHUsT MEAUIMHCKUX OpraHu3anuil (amOynaTtopuu,
denpamepckue, QenbanepcKo-aKyepckiue MyHKThI) TOATBEPKAAI0T JOCTOBEPHOCTh
CBEJICHUH, COJIepKAIllUXCi B CHUCTEME MOHUTOPHUHIA, B COOTBETCTBUHM C ab3alem
BTOPBIM HAcTOSAIIEr0o NyHKTa B TedeHue 30 paboumx JHEW CO [HSI OPUEMKHU
JIEKapCTBEHHBIX NIPENapaToB.

90. CyObekt oOpalieHusi JEKApCTBEHHBIX CPEACTB, OCYIIECTBISIONIUN
KOHTpaKTHOE (MOJPSAHOE) TPOU3BOICTBO JIEKAPCTBEHHBIX MPENAapaTOB HA TEPPUTOPUN
Poccuiickoit ®enepanuu, mpu Imepeadye JIEKapCTBEHHBIX IMpenaparoB (FOTOBOM
MPOAYKIIMU) CYOBEKTy OOpallleHHs] JIEKAPCTBEHHBIX CPEJICTB, SIBISIOIIEMYCS
3aKa34YUKOM TaKOTO KOHTPAKTHOTO (TIOJIPSAHOTO) MPOU3BOJICTBA, B T€UEHUE 5 paboumx
OHEW C JaThl NEpeladyd JIEKapCTBEHHBIX MpenapaToB IPEACTABIAET B CHCTEMY
MOHUTOPUHIA CBEJICHHS, NPEAYCMOTPEHHbIE IYHKTOM S5 mnpuioxkenus Ne 6 k
HacroseMy [lonoxeHnuto.

CyObexkT oOpalieHusi JEKapCTBEHHBIX CPEJCTB, SBISIIONIMICS 3aKa3uUKOM
KOHTPAKTHOTO (MOAPSTHOTO) MIPOU3BOJICTBA JICKAPCTBEHHBIX MPEMapaToB, B TEUCHUE 5
pabouux JHEW C AaThl MPUEMKH JICKAPCTBEHHBIX IMpEnaparoB M pPETUCTpaIluu B
CUCTEME MOHHUTOPHMHIA CBEIAEHUW O IEPENAaHHBIX JIEKAPCTBEHHBIX Ipernaparax 10
MPEACTABIICHNUS] CBEACHUN O JAJbHEHINMX OINEpalMsIX C TaKUMH JIEKapCTBEHHBIMH
IpernapaTaMi MOATBEPKAAET JTOCTOBEPHOCTh CBEAECHUMN, COACPKAIIMXCS B CHUCTEME
MOHHUTOPUHIA O NEPENAHHBIX JIEKAPCTBEHHBIX Mpenaparax, MyTeM NPEACTaBICHUS
CBEJICHUI B CHCTEMY MOHHTOPHHTA, IPETYCMOTPECHHBIX ITyHKTOM 4 mpuiioskeHust Ne 6
K HacTosiiemy llonoxenuro.

91. CyObexkT oOpaimieHust JEKapCTBEHHBIX CPEACTB (32 HCKIIOUYEHHEM
000COONIEHHBIX  TOMApA3JICNICHUH  MEAMIIMHCKUX  OpraHu3auuii  (amOymaTopui,
denpamepckux, GeapAmepcKo-aKyepCKuX MyHKTOB), OCYIIECTBIISIONINNA BBIBOJ W3
000pOTa JIEKapCTBEHHBIX MpenaparoB (3a MCKIYEHHEM BbIBOJa U3 000poTa
JICKapCTBEHHBIX MPENapaToB IIyTEM BbIBO3a paHEe BBE3€HHbIX B Pocculickyro
denepanuu JEKapCTBEHHBIX MPENapaToB, YHUUTOXKEHUS JIEKAPCTBEHHBIX MPENapaToB,
MOMEILEHHBIX MO/ TaMOXKEHHYIO MPOLIEAYPY YHUUTOXKEHHUS, BbIBO3a JIEKAPCTBEHHBIX
npenapaTroB, MAPKUPOBAHHBIX CPEACTBAMU UACHTU(DUKAIINY, 32 TIPEAEIIbl TAMOKEHHON
TeppuTOpun EBpa3sniickOro 3KOHOMHUYECKOT0 COK03a, TOMEIIEHHBIX MOl TAMOXEHHYO
Opoleaypy OKCIOpTa, WM TNepedayd Ha YHUYTOKEHHE PAHEE BBEACHHBIX
JIEKApCTBEHHBIX MPENapaToB B TpaKAaHCKUW 000poT Ha Tepputopuu Poccuiickoi
®denepanun), B TedeHUe 5 pabodyux HEW C 1aThl COOTBETCTBYIOIIEH OMepaliuy Ui C
JaThl TPUEMKU JIEKapCTBEHHBIX INpernapaToB Ha (apManeBTHUECKU ckian (mpu
BBIBOJIE M3 00OpOTa JIEKAPCTBEHHBIX MpPENaparoB B 30HE TaMOKEHHOTO KOHTPOJIS)
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MIPEACTABIISIET B CUCTEMY MOHHUTOPUHIA CBEJIEHHUSA, MPEIyCMOTPEHHBbIE IMyHKTOM 1
npuinoxenus Ne 4 k Hacrosmemy [lonoxenuro.

O6oco0seHHbIE TOIPa3e/ICHUsT MEIUIMHCKUX OpraHu3ainuii (amOynaTopuw,
denpamepckue, henpamepcko-aKymepckue MyHKTh) B TedeHue 30 pabounx aHEH co
IIHSI COOTBETCTBYIOIIEH ONEpalUU MPEACTABISIOT B CUCTEMY MOHUTOPUHIA CBEJICHMUS,
npeaycMOTpeHHbIe IyHKTOM | npuioxkenus Ne 4 k Hactosmemy [lonoxenuto.

92. CyOnbekT oOpalieHus JeKapCTBEHHBIX CPECTB, OCYIIECTBISIONIUNA BHIBOJ U3
o0opoTa JIEKapCTBEHHBIX IMpenaparoB IMyTeM YHUUTOXKEHHUS JIEKApCTBEHHBIX
IpenapaToB, IMOMEIICHHBIX MOJ TaMOXEHHYIO NPOLEAYPY YHUUYTOKEHUS, BBIBO3a
JIEKAPCTBEHHBIX TMPEMapaToB, MAapPKUPOBAHHBIX CPEACTBAMHU HWJCHTU(UKAIUHU, 32
npeAenbl  TaMOXEHHOW TEeppUTOpUM  EBpa3wilcKOro 3KOHOMHUYECKOTO — COHO3a,
IIOMEIIEHHBIX II0J] TAMOXXEHHYIO0 MPOLEAYPY DKCHOPTA, IMPEICTABISIET B CHCTEMY
MOHHUTOPUHIA CBEIECHUSA, MPEAYCMOTPEHHBIE NYHKTOM 2 mpuioxkeHus Ne 4 k
Hactosmemy llonoxxkenuto, B TeueHue 5 pabouux JHEH C JaThl COOTBETCTBYIOIICH
onepanuu.

93. CyObeKT 00pallleHus JEKapCTBEHHBIX CPENICTB, OCYIECTBIISIFOLINNA BBIBO U3
000poTa JEKapCTBEHHBIX IpENapaToB MyTEM Iepeadyd JIEKAPCTBEHHBIX MPENapaToB
Ha YHUYTOKEHHE, B TE€UEHHE 5 pabouymx JHEH ¢ JaThl Meperayd Ha YHUUYTOKEHUE
JIEKapCTBEHHBIX IMpEnaparoB 10 MPEACTABICHUS CBEICHUN O (akTe yHHUYTOKEHUS
JIEKQpCTBEHHBIX IPENapaToB IPEICTABIIET B CUCTEMY MOHMTOPHUHIA CBEICHUS,
IPEeLyCMOTPEHHbIE IYHKTOM 3 npuitoxkeHus Ne 4 k HacrosmeMy [lonoxenuro.

[To utoram YHUYTOXKEHMs JIEKAPCTBEHHBIX MPENapaToB CYOBEKT OOpalleHUs
JIEKApCTBEHHBIX CPEJACTB, OCYIECTBUBIINN IEpeaady JEKapCTBEHHBIX MPEnapaToB Ha
YHUUYTOXKEHHUE, B TeUeHHUE 5 pabouux THEH ¢ AaThl MOIYYeHHs akTa 00 YHUUYTOKEHUH
MPEACTABIIIET B CHCTEMY MOHWUTOPHHIA CBEIEHUSA, NPEAYCMOTPEHHBIE IYHKTOM 4
npuioxenust Ne 4 k Hacrosemy [lonoxenuro.

94. CyObexT 00pallleHus JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIFOLINNA BBIBO U3
000poTa JIEeKapCTBEHHBIX MPENapaToOB MyTEM OCYLIECTBICHUS PEIKCIIOPTA, B TEUEHHUE 5
pabouux IHEW CO JHS PEUIEHUS! O PEIKCIOPTE, MPUHATOrO TAMOXKEHHBIMH OpPraHAMH,
MPEACTABIIIET B CHCTEMY MOHWUTOPHHIA CBEIEHUSA, NPEAYCMOTPEHHBIE ITyHKTOM 2
npuinoxenus Ne 4 k HactosieMy Ilonoxenuto.

95. Ilpm ocyiecTBIEHUH TOBTOPHOTO BBOJAAa B O0OpPOT JIEKAPCTBEHHBIX
npenaparoB (3a UCKIIOYEHUEM JIEKAPCTBEHHBIX IPENapaTroB, CBEIECHHS O BBIBOJE U3
000pOTa KOTOPBIX MPEICTABICHbI B CUCTEMY MOHUTOPHUHTA B COOTBETCTBUH C YHKTOM
88 wnacrosmero Ilomoxxenust) cyObeKT oOpalleHUs! JEKapCTBEHHBIX CPENICTB, paHee
OCYIIECTBUBILINN BBIBOJ M3 000pOTA JIEKAPCTBEHHBIX MPEMApPaTOB MU BBITYCK TaKUX
JIEKapCTBEHHBIX MpenaparoB BHe Tepputopuu Poccuiickoit Penepanuu (B ciryyae
BBIBO3a paHee BBE3EHHbIX B Poccuiickyro deepalinio JeKapCTBEHHBIX PEnapaToB), B
TedyeHue 5 paboumx AHEH C JaThl COOTBETCTBYIOIICH oOrepanuu MpPEe/CTaBIseT B
CHUCTEMY MOHMTOPHUHIA CBEACHUS, IPEIyCMOTPEHHBIE TYHKTOM 14 npunoxenus Ne 3 k
HacrosueMy Ilonoxenuto.

96. CyObexThl oOpallleHusl JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIIOIINE
PO3HMYHYIO TOPTOBIIIO JEKAPCTBEHHBIMHU MpPENapaTaMu, B TOM YUCJIE TUCTAHIUOHHBIM
CrocoOOM  MpHU  MOCPETHUYECTBE  BIAJEIBIEB  arperaropoB,  OKAa3bIBAIOIIUX
MH(POPMALMOHHO-TIOCPETHUYECKHUE YCIAYTd AanTeuHOM OpraHu3alud, U OTIYCK
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JIEKapCTBEHHBIX MPENapaToB CO CKUJIKOW IO PELEeNnTy Ha JEKapCTBEHHBIE MPENapaThl,
MapKHpPOBAaHHBIX CPEICTBAMH UACHTHU(PUKALMH, IPEJICTABISIOT CBEJICHUS O BBIBOJIE U3
000poTa JIEKapCTBEHHBIX NPENapaToB C HCIOIb30BAHUEM KOHTPOJIBHO-KACCOBOM
TEXHUKHU.

97. Ilepenaya wuHpOpMAIMKM B CUCTEMY MOHUTOPHUHIAa O JIEKAPCTBEHHBIX
npenaparax, BBIBEACHHBIX U3 000poTa CyOBEKTaMH OOpallleHUs JIEKapCTBEHHBIX
CPEIICTB, HE MPUMEHSIONIMMHU KOHTPOJIBHO-KACCOBYIO TEXHUKY WA MPUMEHSIOIUMU
KOHTPOJIbHO-KACCOBYIO TEXHHMKY B pEXUME, HE MpeaycMaTpUBarOUIeM 00sA3aTeIbHON
nepenaynd (UCKaNIbHBIX JOKYMEHTOB B HaJIOTOBBbIE OpraHbl 4epe3 orepaTropa
(duCKaIbHBIX JAaHHBIX, B CJIy4asix, ycTaHoBlIeHHbIX ®enepanbHbiM 3akoHOM «O
NPUMEHEHUN KOHTPOJIbHO-KACCOBOM TEXHUKHM TIPU OCYIIECTBICHUH pACUETOB B
Poccuiickoit  ®denepanun», NPOU3BOAUTCA TaKUMH CYOBEKTaMH  OOpaleHus
JIEKAPCTBEHHBIX CPEJICTB C UCIOJIb30BaHUEM (DYHKIIMOHAIA CUCTEMbl MOHUTOPHHTA.

98. CyOBbekTsl  OOpamieHus JEKapCTBEHHBIX CPENCTB, OCYIIECTBISIONINE
MEJIUIMHCKYIO JESATENbHOCTh U BBIBOJ M3 000pOTa JEKAPCTBEHHBIX MPENapaToB MpU
OKa3aHUM MEIUIIMHCKOM TOMOIIM, a TakkKe CyOBEeKTbl OOpalleHHs JIEKapCTBEHHBIX
CPEICTB, OTIYCKAIOIIHUE JIEKAPCTBEHHbIE IIpenaparbl OECIUIATHO IO PEeLEeNnTy Ha
JIEKapCTBEHHBIE MPETMapaThl, MPEACTABISIOT HHGOPMAIIUIO B CUCTEMY MOHUTOPHUHTA O
BbIBOJIC M3 000pOTa JIEKApPCTBEHHBIX IMPENapaTroB IyTEM OTIIYCKa JIEKAPCTBEHHBIX
npenapaTroB OECIUIATHO MO PEIENTy Ha JEKapCTBEHHBIE MpenapaThl UK OTIYCKA MPHU
OKa3aHUU MEAUIMHCKOW IOMOIIM C HCIOJIb30BAHUEM PETUCTPATOPOB BBIOBITHS,
IPEICTABIIIEMBIX OIIEPATOPOM CUCTEMBI MOHUTOPHHTA.

99. OcHarmienue CyOBEKTOB oOpalieHusi  JICKapCTBEHHBIX  CPEJCTB,
OCYIIECTBISIONUIMX BBIBOA M3 000pOTa JIEKAPCTBEHHBIX MpPENapaTroB IMPH OKa3aHUU
MEIUIMHCKOW MOMOIIM WJIM IyTEM OTITyCKa OECIIaTHO JEKApCTBEHHBIX MpPErnapaToB
0 peuenty Ha JIEKapCTBEHHbIE IMpenaparbl, PpPErucTpaTopaMu  BbIOBITHS
OCYUIECTBJISIETCSL OMEPATOPOM CHUCTEMbl MOHUTOPUHIA Ha 0€3BO3ME3NHON ocHOBe. B
LEJSAX TAKOTO OCHAIIEHUS! CYOBEKThI OOpallleHHs JIEKaPCTBEHHBIX CPEACTB 3aKIH0YA0T
C OIepaToOpOM CHCTEMbl MOHMTOPHHIA JOTOBOPHI, B TOM YHUCJE COAEPKALIUE YCIOBUS
MPEAOCTABJICHUSI TAaKOro OOOPYJOBaHUS U €ro PperjiaMeHTHOro OOCIy)KMBaHUS Ha
0€3B03ME3/THOI OCHOBE.

TunoBass QopmMa Takux JIOTOBOPOB  yTBepkaaercs MUHUCTEPCTBOM
IIPOMBILIJIEHHOCTH U TOPTroBiM Poccuiickoit @enepanni.

100. B ciyJae HepaboTOCTIOCOOHOCTH perucTparopa BBIOBITHS,
MOJATBEP)KJICHHOM  yBEIOMJICHHEM,  HalpaBsieMbIM  CYOBEKTOM  OOpaleHus
JIEKAPCTBEHHBIX CPEJICTB ONEpPAaTOPy CHUCTEMbl MOHWUTOPWHIA, IIEpeaada CBEACHHUM O
BbIBOJIE M3 000pOTa JIEKApCTBEHHBIX MpENapaTroB IyTeM OTIyCKa JIEKAPCTBEHHBIX
npenaparoB O€cIUIaTHO WM OTHyCKa MpPU OKa3aHUU MEAUIIMHCKOM IOMOIIM Ha
NEPHOJI BOCCTAHOBIIEHUSI pabOTOCIOCOOHOCTH WJM 3aMEHbl PErHCTPaToOpa BHIOBITHUS
OCYUIIECTBJISIETCSI CYyOBEKTOM OOpalIeHUs JIEKAPCTBEHHBIX CPEICTB C UCIOJIb30BAHUEM
(GyHKIIMOHANIA CUCTEMbl MOHUTOPHUHTA.

101. CyObekTbl 0OpalleHusi JEKapCTBEHHBIX CPEACTB NpH OOHAPY>KEHUU
OIIMOOK B CBEACHUSX (HEIOCTOBEPHBIX CBEJIEHHUM), MPEICTABIEHHBIX UMH B CUCTEMY
MOHHUTOPMHIa IpPU BBOJE B OOOPOT JIEKAPCTBEHHBIX MIpermapaToB U 000poTe
JIEKapCTBEHHBIX MPEMapaToB, MPEACTABISIOT B CHCTEMY MOHUTOPHUHTA WH(OpMAIIUIO,
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HEOOXOUMYIO JJI1 MCTIPABJICHUS YKa3aHHBIX OIIMOOK B CBEACHUAX (HEIOCTOBEPHBIX
CBEJIEHUH) (J1ajiee — UCIIPaBICHUE OMUOOK).

CyOBeKkTbl 0OpalleHus! JeKapCTBEHHBIX CPEJCTB BIIpaBE BHECTH HCIPABICHUS
OIIMOOK JI0 TOTO MOMEHTA, KOT/Ia OHU OBLIIM YBEIOMJICHBI O HA3HAYEHUH B OTHOLICHUH
HUX MPOBEPKHU, OCYIIECTBISIEMOI B YCTAaHOBJICHHOM mopsiake DenepanbHoil ciryx00i
no Haa30py B cdepe 3apaBoOXpaHeHHs, MO (akTy MpeacTaBiICHUs CyObEeKTaMu
oOpareHus JIeKapCTBEHHBIX CPEJICTB OIIMOOYHBIX (HEIOCTOBEPHBIX) CBEICHUM.

B ciydae eciiu B nmpencTaBieHUN CBEACHHM, B KOTOPBIX OOHAPY>KEHbI OMIUOKH
(HemocToBepHBIE  CBEJEHUS), YYAaCTBOBAIM  JApPYyrHe  CyObEKThl  oOpalieHus
JIEKAPCTBEHHBIX CPEJCTB, TO HCIPABICHUS OMIMOOK CUMUTAIOTCS MPUHATHIMU IOCIIE
MOJITBEPKIACHUS JIOCTOBEPHOCTU MPEACTABICHHBIX HMCIPABICHUN OIIUOOK B CUCTEME
MOHUTOPUHIAa BCEMH yYaCTHHUKAaMU NPEACTABICHHUS CBEACHHI, B KOTOPBIX
oOHapy» eHbI OMHNOKHU (HETOCTOBEPHBIE CBEJICHUS ).

102. B cucteMy MOHUTOPHMHIa BHOCSTCS CJIEAYIOIINE HCIPABIEHUS OLIMOOK B
OTHOLIEHUU COOCTBEHHBIX OIEpalUi:

1) otMeHa  CcyOBEKTOM  oOpallleHHs  JICKQpCTBEHHBIX  CPEJICTB  paHee
3apErucTPUPOBAHHON omepaluu (B cCiy4ae, €Ciu I0CJe TaKoW onepauuyd He Obun
COBEpUIEHbl JIEHCTBUS C IIEPEXOJOM IIpaBa COOCTBEHHOCTH Ha JIEKapCTBEHHbIE

npenaparsl);
2) OT3bIB  COOOIIEHUST 00 OTIpy3Ke JICKaPCTBEHHBIX MpEnapaToB CyObBEKTOM
oOpamieHusi JIEKapCTBEHHBIX CPEJICTB — OTIPaBUTEIEM TaKOro COOOIIEHHUS,

NEpPEJaHHOIO IOJIY4YaTeNl0 JIEKapCTBEHHBIX NpenapaToB. Takasg KOppPEKTUPOBKa
BO3MOXHA JIO IIE€pelayd CBEACHUM O MOATBEPXKICHHM IEepeAadd JIEKapCTBEHHOIO
npenapara ApyruM cyoObeKToM oOpaIrieHus JISKapCTBEHHBIX CPEJICTB;

3) oTka3 cyObekTa OOpamieHHus JIEKAPCTBEHHBIX CPEACTB — IOJTydaTels
JIEKapCTBEHHBIX MpenapaTtoB OT MPUEMKH JIEKapCTBEHHBIX mpemnaparoB. Takas
KOPPEKTUPOBKa BO3MOXXHA J0 MepeJayd CBEICHUM O MOJATBEPXKIACHUHU Iepeaadu
JIEKQpCTBEHHOI'0 Tpernapara JIpYyrdM CyOBEKTOM OOpallleHus JeKapCTBEHHBIX
Mpenaparos;

4) KOPPEKTHPOBKA CYOBEKTOM OOpalleHHs JIEKAPCTBEHHBIX CPEICTB paHee
HAIIPABJICHHBIX UM CBEJICHHI B CUCTEMY MOHUTOPHUHIA O MEpeaayde JEKAPCTBEHHOIO
npemnapara  JApyromy — CyOBeKTy  oOpaiieHusi  JIEKapCTBEHHBIX  CpPEACTB  C
MOJTBEPKICHUEM TaKOW KOPPEKTUPOBKU CYOBEKTOM OOpaIeHusi JIEKapCTBEHHBIX
CPEACTB, KOTOPOMY IE€pE/IaHbl TAKUE JIEKAPCTBEHHBIE MpenapaThl.

103. briokupoBKka TPUHSTHS CHUCTEMONM MOHWUTOPHUHTA CBEJACHHM O BBOJIE B
000pOT JIEKAPCTBEHHBIX MpemapaTtoB, 00 o0opoTe W (WiIM) O BBIBOJE W3 000pOTa
JIEKapCTBEHHBIX  TpemapaTtoB  (gajiee —  OJOKUPOBKA)  OCYIISCTBISIETCS B
ABTOMATUYECKOM pEXHUME B COOTBETCTBUM C PErJIAMEHTOM, OIpeAesieMbIM
OMepaTopoM CHUCTEMbl MOHUTOPUHIA U COTJIACOBAaHHBIM ¢ DenepanbHOM CIy»KO00M Mo
HaA30py B chepe 3paBOOXpaHEHHUS.

briokupoBka U 0TMEHa OJIOKMPOBKH MOTYT BBOJUTHCS B OTHOIICHUH €IUHUIIBI
JIEKapCTBEHHOI'O TMpernapara, MNapTUU JIEKapCTBEHHBIX MpenaparoB WM Cepuu
JIEKapCTBEHHBIX MPENapaToB.

[lepedyensr mpuurH OJOKUPOBKU MPHUBEIEH B NMPHIOKEHUH Ne 7 K HACTOSAIIEMY
[Tonmoxenuto.
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[Ipu ycTpaneHuu cyObeKTOM OOpalieHus JeKapCTBEHHBIX MPEnapaToB MPUYHH,
MOCTY>KUBIIUX OCHOBAaHUEM JJisl OJIOKUPOBKU, OTMEHA OJIOKUPOBKU OCYIIECTBIISICTCS B
ABTOMATUYECKOM PEIKUME.

104. Ha ocHOBaHUM BHECEHHBIX CYOBEKTaMH OOpaIlleHUS JIEKapCTBEHHBIX
CpPEICTB B CHUCTEMY MOHHUTOPHUHIA CBEJACHUM O MPOM3BOACTBE, XPAHEHHUM, BBO3€ B
Poccuiickyro ®@eneparuio, OTIYCKE, pealu3aluy, Nepeaayd, NTPUMEHEHUH U
YHUYTOXXKCHUU JIEKApCTBEHHBIX TpenapaToB denepaibHON cinyk00W MO HaA30py B
chepe 3apaBOOXpPAaHEHHS IPOBOJMUTCS MOHUTOPUHI 0ObeMa  JIeKapCTBEHHBIX
npenapaToB, BKIIOYEHHBIX B IEPEUEHb KU3HEHHO HEOOXOAMMBIX U BaKHEHUIIMX
JIEKQpCTBEHHBIX TIpenapaToB, HAXOJAIIMXCS B OOpaIllleHWH, WU €ro COOTBETCTBHS
UMEIOIIEHCS MOTPEOHOCTH.

[loTpeOHOCT, B JIEKAPCTBEHHBIX IMpernaparax OMpPEAeNsIeTCss Ha OCHOBAaHHUU
COAEpKAIIMXCS B CHCTEME MOHUTOPUHIAa CBEICHUM O BBIBOJIE JIEKAPCTBEHHBIX
MpernapaToB U3 TPAKIAHCKOTO 000pOTa 3a MIECTh MECSIIEB, MPEAIICCTBOBABIINX JaTe
ompeiesIeHHs] TOTPEOHOCTU B JIEKAPCTBEHHOM Mpenapare.

Pe3ynpTarhl MOHUTOPUHTA HANPABIAIOTCS B MHUHUCTEPCTBO 3/IPABOOXPAHEHUS
Poccuiickont @enepaiun exxeMecsiyHO HE To3aHee 15 dncna Mecsua, CIeIyromero 3a
OTYETHBIM.

VII. llopsigoxk npeaocraBjieHuss HH(POPMAIMHU, COAEPKAIICHCH
B CICTeMe MOHUTOPHUHIA

105. JlocTynm 3amHTEpECOBAHHBIX B MOJIYYEHUHM HHPOPMAIMH W3 CHUCTEMbI
MOHUTOPUHTA  (PU3MYECKUX ¢  IOPUIUYECKUX Jinll, (eaepalbHBIX  OPraHoB
WCIIOJIHUTEJIbHOM BJIACTH, OPraHOB T'OCYAApCTBEHHOW BiIacTU cyObekTOB Poccuiickoi
Qenepalid M OpPraHOB MECTHOTO CaMOYIPAaBIICHUS OOECIEYMBAETCA OINEPaTOPOM
CHUCTEMbl MOHHMTOPHHIA II0 COIJVIACOBAaHWIO C MUHHCTEPCTBOM 3APaBOOXPAHEHUS
Poccuiickon @enepanum.

Ob6nanarenem nHPopMaIK, COACPKAIICUCST B CUCTEME MOHUTOPUHTA, SIBJISIETCS
Poccuiickas ®enepauus. [IpaBomouuns obnaaarens MHGOPMALMM, COJEpKallIEecs B
CUCTEME MOHMUTOpHUHIa, OT uMmeHH Poccuiickon @enepanuu  OCYIIECTBISIET
MunuctepcTtBO  3apaBooxpaHeHuss  Poccuiickon — @Denepanum. O6nanarenn
uHbopMaIuK,  COJAEpIXKamieiici B~ CUCTEME€  MOHHUTOPHHIA,  OOecleYyuBaeT
KOH(UICHIIUATLHOCTh TakoW uWHMOpPMAIMU, 3a HUCKIIYEHHEeM HWH(opMaIuy,
orHeceHHorr [IpaButensctBOM  Poccmiickoit  ®enmepanun K 00IIEIOCTYITHOMN
uHdopmaIuu.

OmnepaTop cUCTeMbl MOHUTOPHHTA OCYIISCTBIISIET NEHCTBHUS ¢ WHGOpPMAIIHECH,
coJiepKalleiicss B CUCTEME MOHMTOPUHIA, WJIM Pa3peliaeT OCYLIECTBICHUE TaKUX
NEeUCTBUN B TIpejesiax MOJHOMOYHMM, YCTAaHOBJIEHHBIX (elepaqbHbIMU 3aKOHAMU U
MPUHUMAEMBbIMU B COOTBETCTBUU C HUMH UHBIMM HOPMATHBHBIMH MPABOBBIMHU aKTAMHU
Poccuiickon denepanuu, B TOM 4rCiie HACTOAMM [lomoxenuem.

106. Jloctym k wuHpOpManmu, cojaepiKaimencss B CHUCTEME MOHUTOPHUHTA,
o0OecreynBaeTcss OnepaTopoM CHCTEMbl MOHUTOPUMHIA C YYETOM CIEAYIOIIHUX
MTOJIOKEHHUM:
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1) noctyn  ¢denepanbHBIX OpPraHOB — HCIIOJHUTEIBHOW  BJIACTH, OPraHOB
rocyJIapCTBEHHOU BiacTu cyObekToB Poccuiickoit denepanuu U OpraHoB MECTHOTO
CaMOYNpAaBIICHUS B  OTHOIIEGHUU COJEp)KalIeiicss B CHUCTEME MOHHMTOPHMHIA
uH(pOPMAllMM OCYIIECTBIACTCS B TOM 4YHCIE TOCPEICTBOM HUHPPACTPYKTYPHI,
oOecreunBaroniei MH()OPMAITMOHHO-TEXHOJIOTUYECKOE B3aUMO/JICHCTBHE
UH(OPMAITMOHHBIX CUCTEM, UCIIOJIb3YEMbIX JIJIsi TIPEIOCTaBICHUS TOCY/IapPCTBEHHBIX U
MYHUIIUNAIBHBIX YCIYT M HCIOJHEHUS TOCYAApCTBEHHBIX U MYHHUIIUIATBHBIX
GbyHKIUN B 3JIEKTPOHHOHN (hopme;

2) goctyn cyOBbEKTOB OOpallleHHs JIEKAPCTBEHHBIX CPEACTB, MPEACTABISIONINX
uH(pOPMAITUIO JIJIs1 BHECEHUSI B CUCTEMY MOHUTOPUHIA, B OTHOILLIEHUH MPEACTaBICHHON
uMU HMHGOPMAIIMM W HOPMATUBHO-CIIPABOYHOW HWHMOpPMAIMKU, COAEpKaleics B
CUCTEeME MOHMTOPHUHIA, OCYIIECTBIISIETCS uepe3 JUYHbIA KaOMHET CyObeKTa
oOpaiieHusi JEKapCTBEHHBIX CPEACTB WM  TIOCPEACTBOM  HMH(OPMAIMOHHBIX
AJIEKTPOHHBIX CEPBUCOB C UCIIOJIb30BAHUEM CTAaHAAPTHBIX MPOTOKOJIOB U HHTEP(DelicoB
AIIEKTPOHHOTO B3aMMOJICHCTBUS;

3) mocTyn TrpaKAaH B OTHOIIEHUH COAEpXAallelcs B CHUCTEME MOHUTOPHHTA
nH(GOpPMaIIMU TIPU MIPOBEPKE CPEACTBA UACHTH(PHUKAIIUN OCYIIECTBISCTCS B TOM YHCIIE
C HUCIOJIb30BAaHUEM CcaiiTa omeparopa CHUCTEMbl MOHUTOpUHTa B cetu VHTEepHET u
MOOMJIBHOTO TTPUIIOKEHUSI.

107. MoOunbHOE NPUIIOKEHHE TMPU TPOBEPKE CPEACTBAa UACHTHU(DUKAINH
o0ecrevynBaeT B TOM YUCIIE CIIEIYIOIINE BOBMOKHOCTH CUCTEMbl MOHUTOPHUHTA:

1) cuuThiBaHUE CPEICTB HACHTU(PHUKAUUA CO BTOPUUYHON (TIOTPEOUTEIHCKOM)
YIaKOBKHM JIEKAPCTBEHHOTO TMperapata (B ciydae €€ OTCYTCTBUS - ME€PBUYHOU
yIaKOBKH JIEGKAPCTBEHHOTO Mpernapara);

2) oToOpakeHue pe3yJbTaTOB MPOBEPKU CPEICTBA UACHTHU(PUKALUU B CHUCTEME
MOHUTOPHWHTA;

3) BO3MOXXHOCTH HAmNpaBJICHUS CBEACHUNW B CHCTEMY MOHUTOPUHTA O
HapyIIEHUSX TOPSIKAa MAPKUPOBKH JICKAPCTBEHHBIX MTPEMapaToB.

108. CybObekT oOpareHust JIeKapCTBEHHBIX CPEJICTB MOKET MOIYYUTh JOCTYII KO
BCEM 3JICKTPOHHBIM JOKYMEHTaM, MEepPelaHHbIM UM B CUCTEMY MOHUTOPHUHTA, a TaKXKe
K DJIEKTPOHHBIM JOKYMEHTAaM, CO3/IaHHBIM CHUCTEMOW MOHUTOPHUHIA TIO pe3yJbTaTaM
00pabOTKM TMOJYYEHHBIX OT CyObEeKTa OOpalleHHs JIEKApCTBEHHBIX CPEICTB
JIOKYMEHTOB, a Takxke K uHpopmaiuu, otHeceHHou [IpaBurensctBoM Poccuiickoi
®denepanuu K 00IIEI0CTYITHON HH(DOpMAITUH.

VIII. Oneparop cucreMbl MOHUTOPHUHIA

109. DmuTeHTy CpeACTB WACHTHU(PUKALMH, 3aPETUCTPUPOBAHHOMY B CHUCTEME
MOHHUTOPUHTA U TMPEACTABUBIIEMY CBEICHUS B CUCTEMY MOHHUTOPUHIA O HAaHECEHUU
CpPEICTB HJECHTU(PHUKALMKM Ha YMAKOBKH JIEKAPCTBEHHBIX MPENapaToB, MOMUMO
CcBelleHUH, ykazaHHbIX B myHkTe 108 nHactosimero Ilonoxenusi, oOecneymBaercs
JI0CTYNl K MH(OpMALMU O CepusAX U MapTUAX TAKUX JIEKAPCTBEHHBIX MPENapaToB B
yacTu UH(OpMALMU O BiaJesblaxX JEKapCTBEHHBIX MPENapaToB U UX KOJUYECTBE IO
BCEU LIENN [TOCTAaBKH UJIK OTTPY3KH.
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110. IMotpeburensiMm JEKapCTBEHHBIX MpenapaToB OOECHeunBaeTCs JOCTYN K
uHdopmaruu, oTHeceHHou  [IpaButenbctBom  Poccmiickoit  Depepammm K
o0me10cTyTHOM HHPOPMAIIHH.

111. ®enepanbHbIM OpraHaM UCIOJHUTEIBHOM BIACTH B LIEJISIX, ONMPEICICHHBIX
HacTosiiuM [lonoxxeHueM, obecrieunBaeTcst TOCTYI K CJIETYIOUUM CBEJICHUSM:

1) wndopmanmss o cyObekTax oOpallleHHs JEeKapCTBEHHBIX CPEJCTB, O
JIEKapCTBEHHBIX Mpernaparax U ux o0opoTe, HeoOXoaumMas Jisl BBITIOJIHEHUS 3a/lad U
OCYUIECTBJICHUS (DYHKIIMM, BO3JIOKEHHBIX Ha (heJiepalibHbIe OpraHbl UCIIOTHUTEIbHON
BJIACTH, B LIEJISIX, ONPEAECICHHBIX HacToAIMM [lonoxennem;

2) cratucTuyeckas MHPpOpMalus O JIEKapCTBEHHBIX Mpernaparax u ux o0opore;

3) undopmanus, otHeceHHas I[IpaButenscTBOM Poccuiickoit depeparuu K
o0me0cTyTHOM HHPOPMAIIHH.

112. CoctaB uH(popmanmu, comepsKaiieiicss B CHCTeMEe MOHHUTOPHHTA, TOCTYI K
KOoTOpoil oOecrieunBaeTcs (enepalbHbIM OpraHamM HCIOJHHUTEIBHOM  BJIACTH,
OMpENENseTCs B COTJAIeHUsIX 00 HHPOPMALIMOHHOM B3aUMOJAECHCTBUY, 3aKIIOUYEHHBIX
OMepaTopoM CUCTEMbl MOHUTOPUHTa C (perepaibHbIMH OpPraHaMy HCIOJHHUTEIbHON
BJIACTH U1 MUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickon denepanuu.

113. ®enepanbHoil  cinyxOe 1O HaA30py B cdepe  3apaBOOXpaHEHUS
oOecrieunBaeTcst A0CTyN K MH(POPMAILIMU, COAECPKAIEHC B CUCTEME MOHUTOPUHTA, B
HEeAX:

1) ocymiecTBiICHUST KOHTPOJS COOMIOACHUS MEAUIIMHCKUMU PabOTHUKAMH,
PYKOBOJUTENSIMA MEIUIIMHCKUX OpraHu3aluid, (papMaiieBTUYeCKUMU paOOTHUKAMU U
PYKOBOJUTEISIMU aNTEYHbIX OpPraHU3alMil OTPaHUYECHUM, TPUMEHSIEMBIX K HUM IIpU
OCYIIECTBJIEHUN  MPOPECCHOHANIbHOM  JAEATEIbHOCTH B COOTBETCTBUU  C
3aKOHOIAaTeNbCTBOM Poccuiickoit @enepanuu;

2) OCyIIECTBIICHHS TOCYIAPCTBEHHOIO KOHTPOJIS (Haa30pa) B cpepe oOpaleHus
JIEKAPCTBEHHBIX CPEJICTB;

3) npoBeaeHUsI MOHUTOPHUHIA ACCOPTUMEHTA U 1IEH Ha KU3HEHHO HEOOXOIUMBbIE
1 BaKHEHIINE JIeKapCTBEHHBIE IpenapaThl;

4) oCylEecTBIEHUSI B YCTAaHOBJICHHOM TOpPSAJKE MPOBEPKU JEATEIbHOCTH
MEIMIMHCKUX W AalTE4YHbIX OpraHu3aluid, OpraHu3aluid ONTOBOM  TOPIOBIH
JEKapCTBEHHBIMH  CPEACTBAMM, JPYIMX  OpraHu3aludid HW  WHIMBHUAYaJbHbBIX
pearnpuHUMaTeseH, OCYIIECTBISIIONINX JeATeIbHOCTh B chepe 3ApaBOOXpaHCHNUS;

5) mpoBe/icHE  MOHUTOpPHMHTa  OObeMa  JICKAPCTBEHHBIX  IPErnapaTos,
BKJIFOUCHHBIX B TIEPEUCHb JKMU3HEHHO HEOOXOJMMBIX W BAKHEHIIMX JIEKAPCTBEHHBIX
MpenapaToB, HAXOMAIIUXCS B OOpalIeHUH, U €ro COOTBETCTBUS HMEIOIICHCS
MOTPEOHOCTH.

114. ®enepanbHO HANOTOBOM clly»k0e obecrieunBaeTcsi AOCTYN K UH(OpMaIuu,
coJiepKalleicsi B CUICTEME MOHUTOPUHTA, B LIETAX:

1) ocyuiecTBiIeHUS KOHTPOJIS M HAA30pa 3a MPaBUIBHOCTHIO HCYMCIICHUS,
MOJTHOTOM M CBOEBPEMEHHOCThIO BHECEHHSI B COOTBETCTBYIOIIUN OOKET OFOIKETHOM
cucteMbl Poccuiickoit denepanuu HanoroB 1 cOOPoB, a B CIydasiX, MPeAyCMOTPEHHBIX
3aKkoHOHAaTenbCTBOM Poccuiickon denepamuu, — 3a MPABUIIBHOCTBIO HCUYMUCIICHUS,
MOJITHOTOM Y CBOEBPEMEHHOCTHIO BHECEHHSI B COOTBETCTBYIONIMI OFOKET WHBIX
00s13aTeNbHBIX IIATEKEN;
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2) KOHTpOJsl coOmoneHuss TpeOOBaHUI K KOHTPOJIBHO-KACCOBOM TEXHUKE,
MOPsIZIKA M YCIIOBUH €€ PerUCTPAIK U PUMEHCHUS,

3) KOHTpOJIAI yd4eTa BBIPYYKH JACHEKHBIX CPEICTB Yy HOPHIAWYECKUX JUIl U
WHIUBUTyJTBHBIX TIPEIITPUHUMATENICH;

4) ocCylIeCTBICHUS KOHTPOJIbHBIX MEPONPUATHUM, BKIIOYas KaMepaibHbIe H
BBIE3/THBIE IPOBEPKHU.

115. ®denepanpbHON TaMOXKEHHOM Ciy)Oe obecrneuuBaeTcss JOCTyHn K
uH(boOpMaIui, CcoJAepXkalleiicss B CUCTEME MOHUTOPHUHTA, B ILEIsAX oOecrneyeHus
IIPEYCMOTPEHHBIX 3aKOHOAATENIbCTBOM Poccuiickonn ®denepanuy MOJHOMOYMM 110
OCYIIECTBJICHUIO TAMOKEHHOI'O KOHTPOJIS 3a MPOAYKIIMEH, BBo3UMoOi B Poccuiickyro
®denepalivio, B TOM YUCIIE TAMOXXEHHOTO KOHTPOJIS MOCIE BBITYCKAa TOBAPOB, & TaKKe
KOHTPOJIA 32 TMPAaBWIBHOCTHIO WCUHUCICHUS ¥ CBOCBPEMEHHOCTBIO  YIUIATHI
TaMO>KCHHBIX TOTIITUH, HaJIOTOB, CHIEITUATBHBIX, AHTUICMITHHTOBBIX
KOMITCHCAIIMOHHBIX TONUIMH W WHBIX IUIATe)KEH, B3UMaHHWE KOTOPHIX BO3JI0KEHO Ha
TaMO>KCHHBIC OPTaHBI.

116. denepanbHO CIY)OE€ TOCYIAPCTBEHHON CTATUCTUKH OOCCIICUMBACTCS
I0cTyn K WHGOpMAIMH, COJACpPKAIIEHCs B CHCTEME MOHHTOPHHTA, B IICIIAX
oOecrieueHuss  OCYIIECTBICHUS (PYHKIUHA 10 (HOPMHUPOBAHUIO  ODUIIMATIEHON
CTaTUCTUYECKON HMH(OpPMAIMU O COIMAIBHBIX, SKOHOMUYECKUX, TeMOTrpaduuecKux,
AKOJIOTHYECKUX U JIPYTUX OOIIECTBEHHBIX Mpoiieccax B Poccuiickoit deneparum.

117. ®denepanbHON aHTUMOHOIOIBHOM cIy:k0e obOecrneunBaeTcss JOCTYyH K
uH(boOpMaIK, COJAEpXKaIIecs B CUCTEME MOHUTOPUHTA, B IIEJISIX OCYIIECTBICHUS
rocyJapCTBEHHOTO KOHTPOJIS 32 COOJII0/IEHHEM aHTUMOHOTIOJIBHOTO 3aKOHOIaTEIhCTBA
B Pocculickoit denepanum.

118. OmepaTop cucTeMbl MOHUTOpPWHTA TIO COTJIACOBAaHHMIO ¢ MUHHCTEPCTBOM
3npaBooxpaHeHusi Poccuiickoit @eneparn nu denepanbHoil Ciy)k00il M0 HAaA30py B
chepe 31paBoOXpaHEHUs 00ECIIeUYnBAET:

1) co3manue, pa3BUTHE, BBOJ B JKCILIyaTallMiO, SKCIUTyaTaIlldl0 W BBIBOJ W3
IKCIUTyaTaIiu CUCTEMBI MOHHUTOPHUHTA, MIPEeI0CTaBIICHNE uHpOpMaIy,
coJiep KaIIeicsl B CHCTEMe MOHUTOPHUHTA, U B3aUMOJICUCTBUE CUCTEMbI MOHUTOPHHTA C
WHBIMU HH(GOPMAIIMOHHBIMU CUCTEMAMU;

2) peanu3alMilo MEXaHU3MOB OOIIECTBEHHOTO KOHTPOJIS, BKJIIOYAs MpPUEM
uHboOpMaIIUM O pe3yjbTaTaXx TMPOBEPKU CPEACTB UACHTU(DUKAIMU U  KAIOOBI
bu3HUEeCKUX U IOPUIUYECKUX JIUI], UHIWBUIYAIbHBIX MPEINPUHUMATENCH, XpaHEHHE,
00paboTKy ¥ mepeaady 3Tol nH(OpMAIUU B YIIOJTHOMOUYEHHBIE (DeiepanbHbIe OPraHbl
WCIIOJTHUTEJILHOMN BJIACTH.

119. OnepaTop cucTeMbl MOHUTOPHUHTA HECET OTBETCTBEHHOCTh B COOTBETCTBUU
¢ 3aKOHOJATeENbCTBOM Poccurickon denepanuu:

1) 3a XpaHeHHWE BCeX JaHHBIX M 3alydcell TpaH3akIUid B 0Oa3e JaHHBIX,
PETHCTPUPYEMBIX B CHCTEME MOHUTOPHUHT A,

2) 3a UENOCTHOCTb, COXPAaHHOCTb W HEMPOTUBOPEYMBOCTH HH(POpPMALUU B
CUCTEME MOHUTOPHUHTA;

3)3a BeleHHME W XPaHEHHE CIWHBIX PEECTPOB, CIPABOYHO-HOPMATHUBHOM
nHdopmaruu, KkraccupukaTopoB U GopMaToB 0OMEHA TAHHBIMU;

4) 3a 6ecriepe0OHYI0 1 0TKa30yCTONYHMBYIO paOOTy CHCTEMbl MOHUTOPHHTA;
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5)3a BoccTaHOBJICHHE PAOOTOCIIOCOOHOCTH CHUCTEMBl MOHUTOPHHTA H €€
KOMIIOHEHT TOCJ€ yCTpaHeHHs] cOOEB MpPH YCIOBHH MOJHOTO yCTPAHEHUS IMPHUYMH,
BBI3BABILIMX COOM, a TaKKe 32 COXpaHEHHE IEJIOCTHOCTH YCTAHOBJICHHBIX HAa CEpBEpax
MPOrPaMMHO-TEXHHUUECKHUX CPEJCTB U 0a3 JaHHbIX;

6) 3a CTPYKTYpHOE pe3epBUPOBAHNE, ABTOMATHYECKOE BBISBICHHE (haKkTa OTKa3a
CEpBEpPHOTO y3Jla W TMEpEeKIIOYCHHUE 3a/ad Ha JAPYroil CepBEepHBIA y3eld, a TaKkKe 3a
HAIMYUE PE3EPBUPOBAHHOTO W JAUBEPCUMUIIMPOBAHHOTO IO TOAKIIOYCHHUIO K
npoBaiifiepaM CETEBOTO JJOCTYTIA,

7)3a  WHPOPMALMOHHYKO  O€30MAaCHOCTh M 3aIUTy  JaHHBIX  OT
HECAHKITMOHUPOBAHHOTO JIOCTYIIA U YTEYKU MH(POPMAITIH;

8) 3a KOHCYJBTAIIMOHHYIO U TEXHUYECKYIO TOICPKKY CyOBEKTOB OOpaIieHUs
JICKaPCTBEHHBIX CPEACTB CHCTEMbl MOHUTOPUHTA U MOOWJIBHOTO MPHUIOKEHHS s
(pu3nyecKkux aui;

9)3a cOop W aHanM3 OOpaNICHUH IOPUIUYECKUX W (DU3MYESCKUX JIHII,
VMHANBUAYAIBHBIX MPEINPUHUMATENCH C EeNbI0 TOCTAHOBKU 3a7ad Ha J0pabOTKYy U
MOJIEpHU3AINIO 0a3 TaHHBIX.

120. Oneparop cucTeMbl MOHUTOPUHTA B cllydae cOOs B CUCTEME MOHUTOPHUHTA,
MOBJIEKILIErO0 3a COOOM OTKa3 B IpUEME CBEIECHUH OT CyOBEKTOB OOpalieHUs
JIEKaPCTBEHHBIX CPEJICTB O COBEPLICHHBIX ONEpALMsAX, pa3MellaeT Ha O(pUIHaTIbHOM
caiiTe oneparopa CUCTEMbl MOHUTOPUHTIA B c€TU VIHTEpHET cleayronue CBeIeHus:

1) uapopmanus o cboe He no3aHee 4 4acoOB C MOMEHTA €r0 BO3HUKHOBEHMS,

2) undopmaius 00 YCTpaHEHHHM NPUYUH COOS W BOCCTAHOBJIICHUH ITOJHOM
paboTOCIIOCOOHOCTH CHCTEMbl MOHUTOPUHIAa HE TMO31Hee 4 YacoB C MOMEHTa
BOCCTAHOBJIEHUs MOJHONW pabOTOCIOCOOHOCTH CHUCTEMbl MOHUTOPUHIA C YKa3aHHEM
MPOJOHKUTETLHOCTH OTPAaHUYEHUS B €€ paboTe.
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[Tpunoxenue Ne 1
k [lonoxkeHuro o cucteme MOHUTOPUHT A
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSI METULIMHCKOTO IPUMEHEHUS

CBenenus,
npeacTaBisieMble rOCy1apcTBEHHbIMU HH(OPMANIMOHHBIMH
cucreMaMu ¢eaepajbHbBIX OPraHOB UCIOJIHUTEIBLHOMN BJIACTH
B CHCTEMY MOHUTOPHMHIA IBUKEHHUSI JIEKAPCTBEHHbIX MPeNnapaTon
JJIS METMIMHCKOT0 MPUMEHEHHUs1, a TAKKe CBeJleHUs], lepeaBaeMble
U3 CHCTEMbl MOHMTOPUHIA IBUKEHHS JIEKAPCTBEHHBIX NMPenapaToB
JJIS1 MEIMIMHCKOT0 NPUMEHeHusl

1. U3 EnuHoro peecrpa IUUEH3UN HAa NPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB
U1 Lenied mepenadyd UHQpOpManuu O JUIEH3USAX Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX
CPEACTB TPOU3BOJUTENSL JICKAPCTBEHHBIX CPEACTB, SBISAIONIETOCS OpraHU3alueH,
IIPU3HABAEMOW HAJIOrOBBIM pe3ugeHToM Poccuiickonn ®Penepanuu, B CHCTEMY
MOHUTOPUHTA  JIBMOKEHUS  JIEKAPCTBEHHBIX  MPEMaparoB  JJs  MEIULHMHCKOIO
OpUMEHEHUs1 (Jajee COOTBETCTBEHHO — CHUCTEMa MOHHUTOPHUHTA, JIEKapCTBEHHbBIC
Ipenaparsl) MPEICTABISIIOTCS CIEAYIOIINE CBEICHHUS:

1) wuneHTUUKAIMOHHBIA  HOMEpP  HAJOrOIUIATENbIIMKAa  MPOU3BOAUTENS
JIEKapCTBEHHBIX CPECTB;

2) OCHOBHOM TOCYIApCTBEHHBI pETUCTPALMOHHBIA HOMEpP MPOU3BOIUTENS
JIEKapCTBEHHBIX CPECTB;

3) HaMEHOBaHKE MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB;

4) HOMEp JIULICH3UH;

5) mara BbIJAuH JUILICH3HH;

6) craryc JeHCTBUS JIUICH3UH;

7) nata U3MEHEHHUs CTaTyca JACHCTBUS JIMIICH3UH;

8) aapec MecTa OCYIIECTBICHMS JIESTEIBHOCTH COIJIAaCHO  JIMIICH3UU
(rmo0GanbHBIN  YHUKAJIBHBIA HWIAECHTU(GUKATOP aJpecHOro o0bekTa B deaepanbHON
UH(GOPMAITMOHHON aJIPECHON CUCTEME U OTHCAaHUE aIpECHOTO O0BEKTA);

9) mepedeHb paboOT U yCIyT, MPEAYCMOTPEHHBIX JINIICH3UEH;

10) mepeueHb JeKapCTBEHHBIX (POPM, MPETyCMOTPEHHBIX JTUIICH3UEH;

11) nonmoyiHUTENEHOE ONMKMCAaHKE 10 paboTam (yciayram).

2. 13 enuHOrO peectpa JUILEH3UN, B TOM YKCIIE JIMIIEH3UN, BbIJAHHBIX OpraHaMU
rocyJIapCTBEHHON BiacTu cyObekToB Poccuiickoit ®enepanyu B COOTBETCTBUM C
nepeaHHbIM TTOJTHOMOYUEM TI0 JIMIIEH3UPOBAHUIO OTACIBHBIX BUAOB JCSATEILHOCTH B
chepe oxpaHbl 3710pOBbs, IS 1ejel nepenadyn nHPopMaIu O JIMIEH3USIX CYOhEKTOB
oOpallleHHsl IEKapCTBEHHBIX CPEJICTB, SIBJISIONIUXCS OpraHU3aIusIMU, TPU3HABAEMbIMU
HAJIOTOBBIM  pe3usieHTOM Poccuiickorn  @Penepauuu, WM HUHAWBUIYAIbHBIMHU
npeAnpUHUMATENIIMU, B CHUCTEMY MOHHUTOPUHTA TMPEJCTABISIOTCS —CJICIYIOIINE
CBEJICHMUSL:
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1) uneHTH(UKAITMOHHBIA HOMEP HAJIOTOIIATENbIINKA CYyOBEKTa OOpalieHus
JIEKapCTBEHHBIX CPEJICTB;

2) HOMEp JIUIIECH3UY;

3) nara Hayaja JeUCTBUS JUICH3UH,

4) azmpec MecTa OCYHIIECTBJICHHS JICSITEIBHOCTH  COTJIACHO  JIMIIEH3HH
(rmo6anbHBIN  YHUKAIBbHBIA HACHTU(GUKATOP aJpecHOro o0bekTa B (eaepabHOM
UH(OPMAITMOHHON aJJPECHON CUCTEME U ONHMCAHMUE);

5) craryc nercTBuUs JUIeH3UHU (MACHTU(DUKATOP U OMKMCaHNUE);

6) naTa U3MEHEHUS cTaTyca IeUCTBUS JINIICH3UY;

7) nepedyeHb pabOT M YCIyT, MPEAYCMOTPEHHBIX JHICH3UEH (MAeHTU(HUKATOPHI
U OTIMCaHUE).

3. U3 emuHOW rOCyHapCTBEHHOW WH(GOPMALMOHHOW CHUCTEMBI B cdepe
3IpaBOOXpaHEHUs JUIsl IIeJIe OMUCaHUsS JIGKAPCTBEHHBIX MpenapaToB B CHUCTEMY
MOHUTOPUHIA MPEICTABISAIOTCS CIECIYIOIINE CBEACHUS:

1) yHUKambHBIH WACHTU(PUKATOP 3alMCH B E€IUHOM CTPYKTYPHUPOBAHHOM
CIIPAaBOYHUKE-KATAJIOTe JICKAPCTBEHHBIX MPEINapaToB;

2) HOMEp PErucCTPALMOHHOTO yI0CTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara;

3) naTa rocy1apCTBEHHOM pEeTUCTpAIH JIEKApCTBEHHOTO Mperapara;

4) craryc JOEWCTBUSL PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara;

5) MexayHapoIHOE HEMaTeHTOBAHHOE, WM IPYIIIUPOBOYHOE, UITU XUMHYECKOE
HAaUMEHOBaHHUE JIEKAPCTBEHHOTO MIpenapara;

6) HaMMEHOBAaHME  JEep)KaTelss  WIM  BIaJeNblla  PErUCTPAIMOHHOTO
yJIOCTOBEPEHUS JICKAPCTBEHHOTO Tpernapara;

7) cTpaHa perucTpauuu JepKarels WM BlaJenblla pPEerucTparmoOHHOIO
Y0CTOBEPEHUS JIEKAPCTBEHHOT'O MpernapaTa;

8) KoA HajororiatejbliuKa Jep)KaTelis WM BIAJENbla PErucTParioOHHOIO
YA0CTOBEPEHUS JIEKAPCTBEHHOTO NpenapaTa B CTpaHe pEerucTpalvi;

9) mpu3HAK HaIWMYMs JICKAPCTBEHHOTO TIpernapara B TIEpPEYHE IKU3HCHHO
HEOOXOAMMBIX U BXHEHIIIHMX JICKAPCTBEHHBIX MPENapaTos;

10) ToproBoe HauMEHOBaHKE JIEKAPCTBEHHOTO Mpenapara;

11) nepBruHas yrmakoBKa JIE€KapCTBEHHOTO MpEIapara;

12) KoIM4YecTBO JIEKAPCTBEHHON (JOPMBI B IEPBUYHON yITAKOBKE;

13) BropuuHas (MoTpeOUuTeIhCKas) YIakoBKa JEKapCTBEHHOTO Ipemnapara (mpu
HAJIMYMH);

14) KoIM4YecTBO TEPBUYHOM YHNAKOBKHU JIEKAPCTBEHHOrO IIpernapara BO
BTOPUYHOM (MOTPEOUTENHCKOM) yITAaKOBKE JIEKAPCTBEHHOTO TMpernapaTa (Mpy HATHYUN );

15) nekapctBenHas dhopma;

16) KOMYECTBO €IUHUIL] U3MEPEHHUS JTO3UPOBKH JICKAPCTBEHHOTO Tpernapara;

17) HaumeHOBaHuWEe CcyObeKkTa OOpalleHHs JIEKapCTBEHHBIX  CPEJNCTB,
OCYIECTRIISIONETO (hacoBKY (YIMAKOBKY) JIGKAPCTBEHHBIX IMPENapaToB BO BTOPUUHYIO
(mMOTpeOUTENbCKYIO) YITAKOBKY JIEKApPCTBEHHOIO Tpernapara (B cilydae €e OTCYTCTBUS -
MEPBUYHYIO YIIAKOBKY JIEKQPCTBEHHOTO Mperapara);

18) kon HajororuiaTenbIIMKa CyObEKTa OOpallleHus JIEKApCTBEHHBIX CPENICTB,
OCYIIECTBIISIOIIEr0 (PacoBKy (YMaKOBKY) JEKAPCTBEHHBIX MPEMAPAaTOB BO BTOPUUHYIO
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(MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOIO Mpemnapara (B ciiyuyae ee OTCyTCTBUS -
MEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOT'O NPENApaTa), B CTpaHe PErUCTpalliu;

19) crtpana peructpauuu cyObeKTa OOpalieHus JIEKAPCTBEHHBIX CPEJICTB,
OCYyIIECTBISIONMEro (GacoBKy (yMaKoBKY) JEKAPCTBEHHBIX MPEMapaToOB BO BTOPUUYHYIO
(mOTpeOUTENbCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO Ipenapara (B ciydae ee OTCYTCTBUS -
NEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Mpernapara);

20) azmpec MecTa OCYIIECTBICHHS JEATEIBHOCTH CyObeKTa oOparieHus
JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISAIOMIET0 (hacoBKY (yMaKOBKY) JIEKapCTBEHHBIX
npenaparoB BO BTOPUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npernapara (B cllydyae €€ OTCYTCTBUS - TMEPBUYHYIO YIAKOBKY JIEKaPCTBEHHOTO
npenapara), yKa3aHHbIA B JIMIIEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB MPHU
HAJIMYUU TaKOW JUIEH3UU (TJI00ANbHBIM YHUKAJIBHBIN HACHTU(PUKATOP aJpecHOro
o0bekTa B peaepasibHON HHGOPMAITMOHHON aIPECHOM CUCTEME U ONUCAHUE);

21) HauMeHOBaHHME CyObeKkTa OOpalleHHs JIEKapCTBEHHBIX  CPEJNCTB,
OCYUIECTBJISIOLIETO CTAUIO BBIITYCKAIOIIETO KOHTPOJISI KAYECTBA,;

22) xoji HaJoroIJiaTelblIuKa CyObeKTa oOpalleHus JICKApCTBEHHBIX CPEJICTB,
OCYUIECTBJISIOIIETO  CTAJAUI0  BBIMYCKAIOWIErO KOHTPOJS KayecTBa B  CTpaHe
perucTpanuu;

23) crTpaHa perucTpanuu cyObeKkTa OOpalleHUsl JIEKapCTBEHHBIX CPEJCTB,
OCYULIECTBJISIOLIErO CTAUIO BBITYCKAIOIIETO KOHTPOJISI KAYECTBa,;

24) angpec MecTa OCYIIECTBICHHUS JEATENbHOCTH CyOBEKTa OOpalieHUs
JIEKApCTBEHHBIX  CPEACTB,  OCYLIECTBISIOIIETO  IPOM3BOJACTBEHHYIO  CTaJUIO
BBIITYCKAIOIIETO KOHTPOJII KAyeCTBa, YKA3aHHBbIM B JIMIEH3UM HA IPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJCTB MPU HAJUYMHM TAKOW JIUIEH3UU (TI00aTbHBIN YHUKATHHBINA
UJICHTUPUKATOP aJApecHOro oObekTa B (enepanbHONM MHGOPMAIMOHHON aApeCHOU
CHCTEME U OIKMCAHHUE);

25) nata perucTpaluy npeaesbHON LEHbl Ha JIEKAPCTBEHHbBIN NIpenapar;

26) npenenpHas 3apEerUCTPUPOBAHHAA LIEHA B pyOJIsX;

27) HauMeHOBaHHME CyObeKkTa OOpalleHus JIEKapCTBEHHBIX  CPENCTB,
OCYUIECTBJISIOILIETO CTAMIO MPOU3BOCTBA TOTOBOH JIEKAPCTBEHHOU (POPMBI;

28) KOJI HaJOroIUIaTeNbIINKa CYOBheKTa OOpallleHus JIEKApCTBEHHBIX CPENICTB,
OCYIIECTBIISIOLIETO CTAJIMI0 MTPOU3BOJCTBA TOTOBOM JIEKAPCTBEHHOW (DOPMBI B CTpaHe
perucTpanuu;

29) cTpaHa peructpaluu CcyObeKTa oOOpaiieHusl JIEKapCTBEHHBIX CPENCTB,
OCYILIECTBIISIOLIETO CTAINIO TPOU3BOICTBA TOTOBOH JIEKAPCTBEHHOU (DOPMBI.

4. N3 EguHOro rocynapCTBEHHOTO peecTpa HOpUAMYECKUX JHI] U EnuHoro
roCyJapCTBEHHOIO0 peecTpa MHANBUAYAJIbHBIX MPEIIPUHUMATENEH COOTBETCTBEHHO B
LESIX MOATBEPKACHUS JOCTOBEPHOCTH CBEACHUM O TrOCYJapCTBEHHOM peructpanuu
CyOBEKTOB 0OpallleHHs JIEKAPCTBEHHBIX CPEJCTB, SBIAIONIMXCA OpraHu3alusMu,
MPU3HABAEMBIMU  HAJIOTOBBIM  pe3ugeHTOM  Poccuiickon — @Denepauuu,  WIA
WHJVMBUAYAJTbHBIMUA MPEANPUHUMATEISIMH, B CUCTEMY MOHMTOPUHTA MPEICTABIISIIOTCS
CJIEIYIOILUE CBEJICHUS:

1) uneHTU(UKATUMOHHBIA HOMEP HaJIOroIUIaTeNbllIUKa CyObeKTa oOpalleHus
JIEKAPCTBEHHBIX CPE/ICTB;

2) KO/ HAJIOTOBOTO OpPraHa;
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3) Ko cTaTyca FopUANYECKOTO JIMLA WK MHAUBUIYAJIBHOTO IPEANPUHUMATEIIS;

4) HauMeHOBaHUE CyObEKTa 0OpalIeHUs JIEKAPCTBEHHBIX CPE/ICTB;

5) craryc 3amucu O pPEerucTpanuu IPUITIECKOTro JUUA WM WHIUBUIYATIBHOIO
peanpUHUMATEIIS,

6) cBeleHHUS O PYKOBOJUTENEe CyObeKTa OOpalleHHs JEKapCTBEHHBIX CPEJCTB
WK 00 MHAMBUAYAJIHLHOM HpeIIpUHUMATENE.

5. W3 rocymapCTBEHHOTO  peecTpa  aKKpEIUTOBAaHHBIX  (DUIIMAJIOB,
IPEICTaBUTENIbCTB WHOCTPAHHBIX IOPUIAMYECKUX JIMI] B ILEISIX TOJITBEPKACHUS
JIOCTOBEPHOCTH  CBEJICHUH O PETUCTpallMi  MPEJICTaBUTENIbCTB  MHOCTPAHHBIX
OpraHu3alii, SBISIIONIUXCS JEpXKATEIsIMU WM BJaJelibllaMi  PETrUCTPALIMOHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOIO TIpenapara, Ha Tepputopun Poccuiickoit denepauun
B CUCTEMY MOHUTOPHUHIA MPEACTABISAIOTCS CIEAYIOIINE CBEACHMUS:

1) napeHTuUKaIMOHHBI HOMEDP HAJIOTOIUIATEbIIMKA IPEACTABUTEIbCTBA;

2) KOJl HaJIOTOBOT'O OPTaHa y4eTa MpPeCTaBUTEIbCTBA;

3) HaMMEHOBaHHE MPEACTABUTEIBCTBA;

4) HOMep 3anucu 00 aKKpeauTaIuH;

5) cBenieHnsa 00 MHOCTPaHHOW OpraHu3aluy;

6) KOJI COCTOSIHUS aKKpEAUTALIHH;

7) cBeACHUSI O PYKOBOJIUTEIE MIPEICTaBUTEICTBA.

6. 13 aBTOMaTU3MpOBaHHON MH(OPMAITMOHHON cucTeMbl DeiepanbHOM CITyKObI
IO HaJI30py B cdepe 3ApaBOOXpaHEHUsS B LEJIX obOecredeHus: Oe30MacHOCTH B
CUCTEMY MOHUTOPHUHIA MPEACTABIISAIOTCS CIEAYIOIINE CBEIEHUS O BhIBOJE (00 OTMEHE
BBIBOJIa) M3  OOpalleHusi  JIGKQpCTBEHHBIX  MpEnaparoB MO  MHUIMATHBE
YIIOJTHOMOYEHHOTO (pe/iepalIbHOTO OpraHa UCTIOJIHUTEIbHOM BIACTH:

1) nmara, ¢ KoOTOpoll HeoOXOAMMO OO€CIeUuTh BBHIBOJ (OTMEHY BBIBOJA)
JIEKapCTBEHHOTIO MIpenapara u3 oopalieHus;

2) HOMEp PEruCTPALMOHHOTO yIOCTOBEPEHHMS JIEKAPCTBEHHOTO Mpernapara;

3) naTta rocy1lapCTBEHHOM pEerucTpaliu JIEKapCTBEHHOTO Mpernapara;

4) ocHOoBaHME BbIBOJA (OTMEHBI BbIBOJA) M3 OOpalIEHUsS JIEKapCTBEHHOI'O
npenapara;

5) pekBU3UTHI JOKYMEHTa O BbIBOJE (00 OTMEHE BBIBOJA) M3 OOpalleHus
JIEKapCTBEHHOIO MPETapara;

6) Ty100aJIbHBIN UACHTU(HUKAIIMOHHBIA HOMEP TOPTOBOU €IMHUIIBI;

7) HOMEp TTPOU3BOJACTBEHHON CEPUM;

8) uaeHTU(UKAIMOHHBI HOMEpP HAJIOTOIIATENbIIUKa CyOBEKTa OOpalleHus
JICKaPCTBEHHBIX CPEACTB (€CIH OCYLIECTBISIETCS U3BSITHE TOJBKO y OJHOTO CyOBeKTa
oOpallleHus JIEKapCTBEHHBIX CPEJICTB, a HE U3BSTHE BCEH cepuu (IapTun).

7. W3 cucteMbl MOHMTOPUHTA B UEISIX MOATBEPKACHUS JTOCTOBEPHOCTHU
CBEJICHUH, MpPEJCTaBIsIEMbIX CyOBEKTaMH OOpallleHusi JIEKapCTBEHHBIX CPEICTB B
OenepanbHyl0  CIykKO0y 10 Haa3opy B cdepe 3IpaBOOXpaHEHUST TNPU BBOJIC
JIEKapCTBEHHbIX  TMpEnapaToB B  TpaXIaHCKU  o0OpoOT,  mepenarTcss B
aBTOMATU3MPOBAHHYIO HWH(MOpPMAIMOHHYI0 cucteMy @DenepaibHOM CIyKObl 1O
HAA30py B cepe 3ApaBOOXpPAHEHHUS CIEAYIOLIME CBEIEHHUS O TaKUX JIEKAPCTBEHHBIX
npenaparax:
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1) maeHTU(UKAIMOHHBIM HOMEp HAJOrOIUIaTeNbIINKa CyObEeKTa OOpalieHus
JICKaPCTBEHHBIX CPEJCTB, OCYLIECCTBUBIIETO (DacoBKY (YyMakOBKY) JEKapCTBEHHBIX
MpenapaTtoB BO BTOPUYHYIO (MOTPEOUTENIbCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
npenapara (a mOpu €€ OTCYTCTBUM — IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO
npernapara) MpU TPOU3BOJACTBE JIEKAPCTBEHHOIO TIpernapata Ha TEPPUTOPUU
Poccuitickonn denepanuy wiv OCyliecTBUBIIETO BBO3 B Poccuiickyro denepannto u
TaMOYKEHHOE JECKJIApUPOBAaHUE JIEKAPCTBEHHOTO IIpenapara B Cllydae BBOAA B
IPAKJIAHCKUM 000pOT JIEKApCTBEHHOTO TMperapaTa, MPOU3BEJCHHOTO BHE TEPPUTOPUN
Poccuiickon denepanumy;

2) HauMeHOBaHME CyObeKTa  oOOpallleHHs  JIEKQpCTBEHHBIX  CPEJCTB,
ocyuiecTBUBIIEro (acoBKy (yMakoOBKY) JIEKAPCTBEHHBIX MpPENapaToB BO BTOPUUHYIO
(mMOTpeOUTENIbCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO Ipernapara (a mpu ee OTCYTCTBUU -
MEPBUYHYIO  YIAKOBKY  JIGKAPCTBEHHOrO  Ipemapara) Mpud  MPOU3BOJCTBE
JIEKapCTBEHHOI0 Tmpemapara Ha Tepputopun Poccuiickoin @Denepanuu  WIn
OCyIIeCTBUBIIETO BBO3 B Poccuiickyro denepannio U TaMOKEHHOE JIEKIAPUPOBAHUE
JIEKapCTBEHHOI'O Tpenapara B ciiydyae BBOJIa B IPAKJAHCKHUI 000pOT JIEKAPCTBEHHOIO
Ipernapara, Ipou3BeIEHHOTO BHE Tepputopun Poccuiickoint denepanuu;

3) cBeneHUs O JIEKAPCTBEHHOM IIpemnapare, MOJy4YeHHbIE B paMKax OMHMCAHUS
JIEKapCTBEHHOI'O IMperapaTa B CUCTEME MOHUTOPHUHIA B COOTBETCTBUM C ITYHKTOM 52
ITonoxxeHuss 0 cucreMe MOHUTOPUHIA JABMIKEHMS JICKAPCTBEHHBIX MPENapaToB I
MEIMLAHCKOIO IPUMEHEHUA, YTBEPKICHHOIO MHocTaHoBieHUeM IlpaBurenscrBa
Poccuiickonn ®denepauun ot 2021 r. Ne «O0 yTBepKIACHUU
IlonoxxeHuss 0 cucreMe MOHUTOPUHIA ABMIKEHMS JICKAPCTBEHHBIX MPENapaToB I
MEIULMHCKOIO IIPUMEHEHUS;

4) HOMep NPOU3BOJICTBEHHOW CEPUH;

5) 00beM MPOU3BOACTBEHHOM Cepuu;

6) nata ymnakoBKH ((hacoBKHM) JIEKapCTBEHHOrO IpernapaTta BO BTOPHUYHYIO
(mMOTpeOUTENIbCKYI0) YIAKOBKY JIEKAPCTBEHHOTO Mperapara (a mpu ee OTCYTCTBUM -
MEPBUYHYIO  YIAKOBKY  JIGKApCTBEHHOrO  Ipemapara) TMpud  MPOU3BOJCTBE
JIEKapCTBEHHOTIO Ipenapara Ha teppuropun Poccniickon @enepanuu;

7)  uACHTU(UKAIMOHHBIM  HOMEp  HAaJOroIJaTeNbIIUKa  COOCTBEHHUKA
JICKapCTBEHHOIO  Mperapata Mpu  KOHTPAKTHOM  (TIOAPSIIHOM)  TNPOU3BOJICTBE
JIEKapCTBEHHOI0 Ipenapara Ha Teppuropun Poccuiickon denepanuu;

8) HauMeHOBaHNE COOCTBEHHUKA JIEKApCTBEHHOTO Iperapara npu KOHTPAKTHOM
(moapsAIHOM) MPOMU3BOJICTBE JIEKAPCTBEHHOTO Ipernapara Ha Tepputopun Poccuiickoii
denepannu;

9) nata peructpanuy TaMOKEHHOW JEKJIapallud Ha JIEKapCTBEHHBIN Mpenapar B
cilydae BBOJIa B TPaXJIaHCKUN OOOpOT JIEKApCTBEHHOI'O Mpernapara, MPOU3BEIEHHOTO
BHe TeppuTopuun Poccuiickon denepanuy;

10) peructpalliOHHBIH HOMEp TaMOXXEHHOM JeKJIapallud Ha JIeKapCTBEHHbBIN
npernapar B cllydae BBOJA B TPAKIAHCKUM 00OpOT JIeKapCTBEHHOTO Ipemnapara,
IIPOU3BEICHHOTO BHE Tepputopun Poccuiickon denepanuu;

11) nanHble O BBINYCKE JJIs1 BHYTPEHHEro MOTPeOJIEHUsl JIEKAPCTBEHHOIO
mpernapaTa B Ciy4yae BBOJIa B TpakJaHCKUH OOOpOT JIEKapCTBEHHOI'O Ipernapara,
MIPOM3BEICHHOI0 BHE Tepputopun Poccuiickoii @enepannu.
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8. I3 aBTOMaTH3MPOBAHHON MHPOPMAIIMOHHOM crucTeMbl DeepanbHoi CiyKObI
no Haa30py B cdepe 3IpaBOOXpaHEHUS B IENAX MOATBEPIKICHHUS TOCTOBEPHOCTH
CBEJICHHI O BBOJE JICKAPCTBEHHBIX MPENapaTtoB B IPaKIaHCKUI 00OpOT B CHCTEMY
MOHHUTOPHHTA MPEACTABISAIOTCS CIACAYIONINE CBEICHUS:

1) nmata perucrtpali CBEJACHUH B aBTOMATHU3MPOBAHHOW WH(MOPMAIMOHHOU
cucteme DenepanbHOM ciTy>KO0bI IO Ha30pY B chepe 31paBOOXpaHEHUS;

2) peKBU3UTHI 3aMKUCH O JIEKAPCTBEHHOM IIpernapare, BBOAUMOM B TPaXKIaHCKUN
000poOT, B aBTOMaTU3HPOBAHHON MH(MOpMAIIMOHHON cucTteMe DenepainbHOM CITyKObl
10 HaJ130py B cpepe 3ApaBOOXPaHEHNUS;

3) rio6aNbHBIN MACHTU(UKAIIMOHHBI HOMEp TOPrOBOM €IMHUIBI BBOJIUMOIO B
IPKIAHCKUM 000pOT JIEKAPCTBEHHOIO Mpenapara;

4) HOMEp NPOU3BOACTBEHHOM CEpPUM BBOJAUMOTO B TPaXKTAHCKHA 000pOT
JIEKapCTBEHHOTO TIpernapaTa;

5) KOJMYECTBO BTOPHUYHBIX (MOTPEOUTEIBCKHUX) YMAKOBOK JIEKAPCTBEHHOIO
npemapata (a TpH MX OTCYTCTBUM — TIEPBHYHBIX YIAKOBOK JIEKAPCTBEHHOTO
npenapara), BBOAUMOr0 B TpaXIaHCKUNA 000pOT;

6) HoMep paspemieHus DenepalibHOM CIykObl MO Haa3opy B cdepe
3/[paBOOXpPAHEHUS] HA BBOJ B I'PaXXAaHCKHUI 000OpOT (B cilydyae BBOJA B IPaKJaHCKUI
000pOT UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOIO MIpenapaTa);

7) uaeHTU(UKAIMOHHBI HOMEpP HaJOroIUIaTeblIMKa CyObeKTa OOpalieHUs
JIEKaPCTBEHHBIX CPEACTB, OCYILIECTBIISIIOIIETO BBOJ JIEKAPCTBEHHOIO Ipenapara B
IpaKIaHCKUI 000POT.

9. W3 cucreMbl MOHMTOpPUHra B LEISIX OOECHEUEHUsI OCYIIECTBICHMUS
(enepanbHOrOo TrocyJapCTBEHHOTO HaJ30pa B cdepe oOpalieHusl JeKapCTBEHHbIX
MpernapaToB il MEIUIMHCKOTO mpuMeHeHus: DenepanbHON CayKOOW MO HAA30py B
cdhepe 3IpaBOOXpaHEHHUS TMEPEAAIOTCS B aBTOMATH3UPOBAHHYIO HH(OPMAIMOHHYIO
cuctemy DenepanbHON CIyX OBl 1O HAA30pY B cdepe 3APaBOOXPAHEHUS CIEAYIOIINE
CBeZICHHS 00 YHUUTOKCHHUHU JICKapPCTBEHHBIX MIPETapaToB:

1) nmata BHECEHHs CBEICHUH B CHCTEMYy MOHUTOPWHTA 00 YHUYTOXXCHHUU
JIEKapCTBEHHOTO TIpernapaTa;

2) uneHTU()UKAIMOHHBIM HOMEp HaJOTOIUIATENbIINKA CyObeKTa OoOpalieHHs
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBUBIIETO Mepeaavy JeKapCTBEHHOIO IMpernapaTa Ha
YHUUYTOKEHHUE;

3) HauMeHOBaHHME CyOBEKTa  OOpallleHUs  JIEKAPCTBEHHBIX  CPEJNCTB,
OCYIIECTBUBILIETO NIEpeady JIEKapCTBEHHOTO Mpernapara Ha YHUYTOXKEHHE,

4)  uneHTU(UKAIMOHHBI  HOMEpP  HAJOTrOIJIATeNbUIMKAa  OpraHu3alluu,
OCYIIIECTBUBILIEH YHUUYTOXKEHHUE JIEKAPCTBEHHOIO MIpernapara;

5) HAaUMEHOBaHHE OpTraHU3aIlNH, OCYIIIECTBUBIIIEH YHUUYTOKCHUE
JICKapCTBEHHOT'O TIperapaTa;

6) aapec OpraHu3alUH, OCYIIECTBUBIICH YHHUYTOXKEHUE JIEKAPCTBEHHOTO
nperapara;

7) pEeKBU3UTHI aKkTa 00 YHHUYTOXKEHWHW JIEKAPCTBEHHOTO TMpemnapara (Iata |
HOMED);

8) cBeleHMsI O JIEKAPCTBEHHOM IIpernapare, MOJydeHHbIe B paMKax OMHCAHUSA
JIEKapCTBEHHOT'O IpernapaTa B CUCTEME MOHMTOPHUHTA B COOTBETCTBUU C IYHKTOM 52
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[TonoxeHuss 0 CUCTEME MOHUTOPUHIA JIBW)KEHHS JIEKAPCTBEHHBIX IPENapaTroB s
MEIUIMHCKOIO TPUMEHEHUS, YTBEPKICHHOrO0 TNocTaHoBiIeHneM IIpaBuTenbcTBa
Poccuniickonn denepannu ot 2021 r. Ne «O0 yTBepKIACHUH
[TonoxeHuss 0 CUCTEME MOHUTOPUHIA JBW)KEHUS JIEKAPCTBEHHBIX IPENapaToB s
MEJUIMHCKOTO IIPUMEHEHUS;

9) crmocob YHHUYTOKEHHUS;

10) naTa yHUYTOXKEHHUS;

11) npuuMHa W OCHOBaHHME TIepeJaud JIEKAPCTBEHHOIO IIpenapara Ha
YHUYTOKECHHUE.

10. W3 EnuHoii  aBTOMAaTU3WPOBAHHOW  MHGOPMAIMOHHOM  CHCTEMBI
TaMOYKEHHBIX OpPraHOB C LEJbI0 NPEAYNPEKICHUS U TMPECEUCHUS] MPECTYIUICHUN U
aAMUHUCTPATUBHBIX MPABOHAPYLIEHUH, OTHECEHHBIX K KOMIIETEHIMU TaMO>KEHHBIX
opranoB Poccuiickoii dPenepanuu, B CUCTEMY MOHHUTOPUHIA MPEACTABIIIOTCA
CIIEyIOIIME CBEIAEHUS O JIEKapCTBEHHBIX Ipernaparax, BBE3€HHbIX B Poccuiickyro
@enepanvio M MOMEUIEHHBIX MOJ ONPEJIEICHHbIE TaMOKEHHBIE MPOLEAYPHI,
coJiepKallrecs: B TAMOKEHHOH JIeKIapaliy Ha TOBapBbIL:

1) K01 TAMOKEHHOTO OpraHa;

2) nata perucTpanuy TaMOKEHHOW JieKIapaluy Ha JIEKapCTBEHHbIN Mpernapar;

3) perucTpauuMOHHBIH HOMEpP TaMOXKEHHOW [eKJIapaluyd Ha JIEKapCTBEHHBIN
npenapar;

4) xoa uaeHTU(DUKAIINH,

5) TamoO)XKeHHas CTOMMOCTb, CTAaTUCTHYECKas CTOMMOCTb U (haKTypHas
CTOMMOCTB JIEKAPCTBEHHOTI'O IIpENapara;

6) KO CTpaHbl IPOUCXOKAEHUS JIEKAPCTBEHHOTO IIpenapara;

7) uaeHTU(UKAUMOHHBIA HOMEpP HaJIOroIUIaTeNblIKa CyObeKTa OOpalleHus
JEKAPCTBEHHBIX  CPEICTB,  OCYILIECTBISIOIIET0O  BBO3 U JEKJIApUPOBAHME
JIEKapCTBEHHOI'O MIpenapara;

8) KOO 3asBICHHOW TAMOXXEHHOM MpOUEaypbl B  COOTBETCTBUU C
KJIACCU(PUKATOPOM BUIOB TAMOKEHHBIX MPOLIEAYD;

9) naHHbBIE O BBIYCKE JUIsI BHYTPEHHErO MOTPEOJIEHUS JIEKAPCTBEHHOIO
npenapara.

11. Cucrema MOHUTOpPUHTAa B MLENSAX MNPEAYNPEKICHUS U MPECCYEHUs
NPECTYIUIEHUI U aIMUHUCTPATUBHBIX [IPABOHAPYLIEHUI, OTHECEHHBIX K KOMIIETEHIIUN
TaMOXEHHBIX opraHoB Poccuiickoint denepanuu, OCyLIECTBISET epenady B Ennnyto
aBTOMATHU3UPOBAHHYIO HHPOPMAIIMOHHYIO CUCTEMY TaMOKEHHBIX OPraHOB I10 3aIpocy
CJIEIYIOIME CBEJIEHUS O JIEKAPCTBEHHBIX IpEnaparax, BBE3CHHBIX Ha TEPPHUTOPHIO
Poccuiickon @enepanmmu:

1) uneHTU(UKAIMOHHBIA HOMEpP HAJIOTOIUIAaTeNbIUKA CYObeKTa oOpalieHus
JICKAPCTBEHHBIX CPEACTB, OCYIIECTBISIOUIETO0 BBO3 B Poccuiickyro denepanuio u
JEKJIapUPOBAaHUE JIEKAPCTBEHHBIX MPENaparos;

2) KOJl CTpaHbl IPOUCXOKIECHUS JIEKAPCTBEHHOT O IIpenapara;

3) rio6anbHbIN UACHTU(HUKAIIMOHHBIA HOMEP TOPTrOBOM €IMHULIBI;

4) xon maeHTU(UKAIMU U KOJA HIAECHTU(UKAIMU TPETUYHON (TPaHCHIOPTHOMN)
YIaKOBKU JIEKApPCTBEHHOTO TMpernapara, B KOTOPOM HaXOIUTCs BBEACHHBIM B 00OpOT
JIEKapCTBEHHBIN Mpenapar;
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5) cTatyc IeKapCcTBEHHOTO MpernapaTa B CHCTEME MOHUTOPUHTA;
6) TmepeueHb KOJOB WACHTU(DUKAIMM, COACPKAIUXCI B  TPETHUHOU
(TpaHCIIOPTHOI) YIAKOBKE JIGKAPCTBEHHOIO Mpenapara.
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[Tpunoxenue Ne 2
K [losoxeHnuro o cucreme MOHUTOPUHTA
JBUKECHMS JIEKAPCTBEHHBIX MIPENAPATOB
JUISL METUIIMHCKOTO TIPUMEHEHUS

Ilepeyenn
CBEJICHUI, MPeICTABJIAEMbIX IPH ONMCAHUHU JIEKAPCTBEHHbIX
NpenaparoB il MEIUIIUHCKOT0 NPMMEHEHHUs Cy0ObeKTaMHu
oOpaleHusi JIeKAPCTBEHHBIX CPeACTB B MH(POPMALNMOHHBIN
pecypc, o0ecnevuBaIIMi y4eT U XPaHeHHe JOCTOBEePHbIX
JAHHBIX 0 TOBAPAaX M0 COOTBETCTBYIOLIECH
TOBAPHOW HOMEHKJIATYype

1. ToproBoe HamMeHOBaHWE JIEKAPCTBEHHOI'O Npemnapara sl MEIULIUHCKOTO
MpUMEHEHUs (ajiee — JIEKapCTBEHHBIN ITpenapar).

2. bpenn (Topropast mapka).

3. Homep perucTpanoHHOTO yI0CTOBEPEHMS JIEKAPCTBEHHOTO Iperapara.

4. Jlata rocy1apCTBEHHOW PErHCTpaLlMU JIEKAPCTBEHHOTO IIpenapara.

5. HauMmeHoBaHume  jaepxarTens WM BJIaJelbla  PETUCTPALMOHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOT'O Iperapara.

6. Anpec nepxkareis WM BJIaAENbla PETHCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOIO IIpenapara.

7. MexayHapogHOe HENaTEHTOBAaHHOE HAMMEHOBAaHUE JIEKAPCTBEHHOIO
npenapara.

8. JIexkapcTBeHHas popma.

9. KonnuecTBo enMHUI U3MEPEHUS JO3UPOBKH JIEKAPCTBEHHOTO ITPEIapara.

10. Tun BTOpUYHOMN (MOTPEOUTEIHCKOM) YIAKOBKH JICKAPCTBEHHOTO Iperapara
(B citydae ee OTCYTCTBUS — IEPBUYHOM YITAKOBKH JIEKAPCTBEHHOI'O Mpenapara).

11. Marepuan BTOpUYHON (MOTPEOUTENHCKON) YIMAKOBKH JIEKAPCTBEHHOTO
npenapara (B Ciay4dae €€ OTCYTCTBHsI - IEPBUYHOM YNAKOBKHM JIEKAPCTBEHHOIO
npenapara).

12.  KonuyectBO (Mepa) JEKapCTBEHHOTO TMperapaTta BO  BTOPUYHOU
(mOTpeOUTENbCKOM) yIIaKOBKE JIGKAPCTBEHHOTO Tpernapara (B ciydae €e OTCYTCTBHUS -
B IEPBUYHON YIIAaKOBKE JIEKAPCTBEHHOIO Mperapara).

13. Hanwume  BHyTpm  BTOpHYHOM  (NMOTPEOUTENHCKON)  yIMAKOBKH
JIEKapCTBEHHOIO npenapara HEMapKUPOBAHHOU NEePBUYHON YIaKOBKH
JIEKapCTBEHHOTO Ipenapara (Mpu HaIUYUKd BTOPUYHON (MOTPEOUTENBCKOM) YITaKOBKU
JIEKapCTBEHHOIO MIpenapara).

14. Onucanue BIOXKEHHOW BO BTOPUYHYIO (MOTPEOUTENBCKYI0) YIAKOBKY
JIEKapCTBEHHOIO npenapara HEMapKUPOBAHHOU NEePBUYHON YIaKOBKH
JIEKapCTBEHHOIO Mpenapara.

15. HaummenoBanme (acoBmuka (ymakoBIIMKa) (3amoJHSAETCS B Clydae
ocymiecTBiaeHus (hacoBKH (yImakoBKH) Ha TeppuTopuu Poccuiickoit deneparun).
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16. Anpec ¢acoBmka (ymakoBIIMKa) BO BTOPUYHYIO (IMOTPEOUTEIIHCKYIO)
YIaKOBKY JIGKAPCTBEHHOTO Tpernapara (B ciy4dae €€ OTCYTCTBUA - TEPBUUYHYIO
YIAKOBKY JIEKaPCTBEHHOT'O Ipenapara) (3amoJIHSIeTCsl B Cilydae OCYIIECTBICHUS
¢acoBku (ynakoBku) Ha Tepputopun Poccuiickoit @enepariun).
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[Tpunosxxenune Ne 3
K [TonmoxxeHuro 0 cucTeMe MOHUTOPUHTA
JBYDKEHUS JICKAPCTBEHHBIX MTPETIapaToB
JJISL METUITUHCKOTO TIPUMEHECHUS

Caenenns,
npejacTaBJisieMble Cy0ObeKTAMU 00paneHusl JJeKApCTBEHHBIX
CpPeACTB B CHCTEMY MOHUTOPHHIA IBUKEHUS JIeKAPCTBEHHbIX
NpenapaToB JJjisi MeIUIIUHCKOT0 IPUMeHeHHsI IPU BBO/Ie B 000POT
JIEKAPCTBEHHBIX MPEeNnapaToB AJs MeIMINHCKOT0 MPUMEeHEeHHUs

I. CBenenus o JIeKapCTBEHHBIX MpenapaTax s MEIULIUHCKOTO
IIPUMEHEHUS, TPOU3BENCHHBIX HAa TeppuTOpun Poccuiickoi
depneparuu, TpeAcTaBIsieMble CyObEeKTaMU 00pallleHHs
JIEKaPCTBEHHBIX CPEJICTB B CUCTEMY MOHUTOPUHTA JIBUKEHUS
JIEKapCTBEHHBIX NIPENapaToB AJIsI MEAULMHCKOTO TPUMEHEHUS

1. CyOBekThl 0OpalieHHs JEKapCTBEHHBIX CPEACTB MPHU 3aBEPILIECHUU CTaUU
dacoBku (YIMakoBKH) JIEKAPCTBEHHBIX IMPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS
(mamee - nmeKapCTBEHHbIE TpeMaparhl) BO BTOPUUHYIO (TOTPEOUTENBCKYIO) YIIAaKOBKY
JIEKapCTBEHHOI'O IIpernapaTa (B cllyyae €€ OTCYTCTBUS - IIEPBUYHYIO YIAKOBKY
JIEKApCTBEHHOT'O TIpernapara) NpPEJCTaBISIOT B CHUCTEMY MOHMTOPHHIA JBUIKEHUS
JIEKapCTBEHHBIX IIpernapaToB (Jajnee - CUCTEMa MOHMTOPHMHIA) CIEAYIOUIYIO
MH(POPMAIUIO B OTHOIIEHUN KaXK0M TOPTOBOM €IMHUIIbI JIEKapCTBEHHOTO Mpenapara:

1) nata coBepleHUs ONIEPALINH;

2) uneHtuduxkaTtop cyObekTa  oOOpalleHHs  JIEKapCTBEHHBIX  CPEJCTB,
OCYIIECTBISIOMETr0 (acoBKy (YMaKOBKY) JEKAPCTBEHHBIX MPEMapaTOB BO BTOPUUYHYIO
(MOTpeOUTENIbCKYIO) YITAKOBKY JIEKAPCTBEHHOIO Tpernapara (B ciydae €e OTCYTCTBUS -
MEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOTO Tpernapara);

3) Tum NpOU3BOACTBEHHOTO 3akaza (KOHTPAKTHOE WM COOCTBEHHOE
IIPOU3BO/ICTBO);

4) wunentudukarop cyObekTa OOpalieHusi JEKApCTBEHHBIX  CPECTB,
SBJISIFOIIETOCS 3aKa3YMKOM KOHTPAKTHOTO (MOAPSIHOTO) TPOM3BOJCTBA (B clydae
npencTaBlieHus WHOOpPMAIUU CYOBEKTOM OOpallleHusl JIEKapCTBEHHBIX CPEJCTB,
OCYILIECTBIISIFOIINM KOHTPAKTHOE (MOAPSIAHOE) MPOU3BOICTBO);

5) rTnoGanbHBI  UAEHTU(DUKAIIMOHHBIA  HOMEpP  TOPrOBOM  €IMHMIIBI
JIEKapCTBEHHOI'O IIperapaTa;

6) HOMEp MPOU3BOJCTBEHHOM CepUH JIEKapCTBEHHOTO IIpenapara;

7) nata uCTeUeHHUsl CpOKa TOJHOCTH JICKAPCTBEHHOTO Mpernapara;

8) koI wuaeHTU(UKAIMU, TPUCBOCHHBIA BTOPUYHOU (MOTPEOUTENHCKOM)
yIIaKOBKE JIEKAPCTBEHHOTO Tpemapara (B ciydae €€ OTCYTCTBHS - TIEPBUYHOU
yIaKOBKE JICKApPCTBEHHOTO Mpemnapara);

9) undopmanus 00 UCMONIB3YEMOM YCTPOMCTBE PETUCTPALIMH SMHUCCHH.

2. CyObekThl oOpallieHusi JIEKapCTBEHHBIX CPEJICTB MOCJIE 3aBEPIICHUs CTaIuu
BBIITYCKAIOIIET0 KOHTPOJISI KauecTBa W TPEJCTABJICHUS IOKYMEHTOB M CBEJICHUI B
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denepanbHy0 CIyX)0y MO HaA30py B cdepe 3IpaBOOXpaHEHUS MPEACTABISIOT B
CHUCTEeMY MOHUTOPHWHTA CIEIYIONIYI0 HH(OPMAIIMIO O BBIITYCKE TOTOBOM MPOIYKIIUH B
OTHOIIICHUHU Ka)KJ0M TOPTOBOM €IMHUIIBI JIEKAPCTBEHHOTO Mpernapara, Mporu3BeIeHHOM
Ha TeppuTopun Poccurickont denepannu:

1) naTta coBepileHuUs ONIEPALIHH;

2) wuaeHtudukatop CcyObeKkTa oOpalleHus JICKAPCTBEHHBIX  CPEJICTB,
OCYUIECTBJISIONIETO PETUCTPALIMIO CBEICHUM O BBIITYCKE TOTOBOM MPOAYKIIUH;

3) pEeKBU3UTHI 3aMKUCU O JIEKAPCTBEHHOM IIpernapare, BBOAUMOM B TPaXKIaHCKUN
000poT, B aBTOMaTU3UPOBAHHON MH(MOpMaIIMOHHON cucteMe DenepalibHON CIyKObI
10 HaJ130py B cepe 3paBooXpaHeHus (JaTa U BHYTPEHHUN UACHTU(DUKATOD);

4) Homep paspemieHuss @DexpepanbHOM chnykObl MO Haa3opy B cdepe
3/paBOOXpAaHEHUS HA BBOJ B IPa)XAaHCKHUI 000pOT (B cilydyae BBOJA B IPaKJaHCKUI
000pOT UMMYHOOHMOJIOTMYECKOT0 JIEKAPCTBEHHOTO Mpenapara);

5) Koz UIEeHTU(HUKAIUN WU KOJ MACHTU(UKAIMU TPETUYHOMN (TPaHCIOPTHOM)
YIaKOBKHU JIEKAPCTBEHHOTO TIpernapara, B KOTOPO HAXOAUTCS BBIMTYIIEHHBIH B 000pOT
JIEKapCTBEHHBIN Mpenapar (B cilydyae BBITYCKAa TPETUYHOM (TPAHCHIOPTHOM) YIAaKOBKU
JIEKapCTBEHHOTI'O MIpenapara HeJIuKoM).

II. CBenenusi, npeacraBisieMble CyObEeKTaMH O0paIlleHUS
JIEKaPCTBEHHBIX CPEACTB B CUCTEMY MOHUTOPUHTA,
0 JIEKapCTBEHHBIX IpenapaTrax, IpOU3BEICHHBIX
3a npenenamu teppuropun Poccurickon denepanuu

3. CyOwekTbl oOpaleHusi JEKapCTBEHHBIX CPEJCTB TIPU  3aBEPIICHUU
MIPOU3BOACTBEHHON CcTaiuu (acoBKHU (YHNAKOBKHM) JIEKAPCTBEHHBIX IpENapaToB WU
3aBEpIICHNA MApPKUPOBKH YIAKOBOK JIEKAPCTBEHHBIX IIpenapaToB CpeACTBAMHU
UJEHTU(UKAIIMM HA TAMOXXEHHOM CKJIaJI€ B COOTBETCTBHM C a03alleM BTOPBIM ITyHKTa
4 TlonoxeHusi, TPEACTABISIOT B CUCTEMY MOHUTOPHMHIA B OTHOUIEHUM KaXKIOU
TOProBOM €AMHMIIBI JIEKAPCTBEHHOTO Npernapara, MPOU3BEIECHHON BHE TEPPUTOPUU
Poccuiickoit @enepanuu, Caeayronyo HHPOpMaIuio:

1) mata coBeplleHUs OTIEPALINH;

2) unentuduxkatop CcyObekTa OOpalleHHs  JICKapCTBEHHBIX  CPEJCTB,
SBJISIFOILIETOCS AEPKATEJIEM WIIH BIAJEIbLEM PETUCTPALMOHHOTO YJIOCTOBEPEHUS, NN
IIPE/ICTaBUTENIbCTBA CyOBbEKTa OOpallleHUsl JICKAPCTBEHHBIX CPEJICTB HA TEPPUTOPUU
Poccuiickon ®enepanuu;

3) wunentudukatop CcyObekTa oOOpalieHHs JICKapCTBEHHBIX  CPEJCTB,
OCYIIECTBJISIONIEro (PacoBKy (YMaKOBKY) JIEKAPCTBEHHBIX MPEMApaTOB BO BTOPUUHYIO
(mMOTpeOUTENIbCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO Ipernapara (a mpu ee OTCYTCTBUU -
NEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Mpernapara);

4) wuneHtudukarop cyObekTa  oOpaleHHus  JEKapCTBEHHBIX  CPEJCTB,
OCYUIIECTBJISIONIETO MPOU3BOACTBEHHYIO CTAUIO BBITYCKAIOIIETO KOHTPOJISI KAUECTBA;

5) rio6anbHbIN UACHTU(HUKAIIMOHHBIA HOMEP TOPTrOBOM €IMHULIBI;

6) HOMEp MTPOU3BOJICTBEHHOMN CEPUU JICKAPCTBEHHOTO Ipernapara;

7) laTa UCTEUEHHs CPOKA TOJIHOCTHU JIEKAPCTBEHHOIO MPENapara;
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8) KOJI TaMOKEHHOI'O OpraHa W perucTpaLMOHHBIA HOMEP TaMOXEHHOTO CKJIa/a
(Ip  MapKUpOBKE  YMAKOBOK  JIEKAPCTBEHHBIX  NPENaparoB  CpPeACTBAMU
UAeHTU(UKAITMY Ha TAMOYKEHHOM CKJIQJIE);

9) xox wuneHTU(UKALMK, TPUCBOCHHBIA BTOPUYHOU (MOTPEOUTETHCKOIN)
YIIAaKOBKE JIEKApCTBEHHOI'O Ipenapara (B ciydae €€ OTCYTCTBUSL - IEpBUYHOMU
YIIaKOBKE JIEKApCTBEHHOTO Mpernapara);

10) nuadopmanust 06 UCIOJIB3yEMOM YCTPONCTBE PErUCTPALIUU SMUCCHUU.

4. CyObexkTbl OOpalleHusi JEKapCTBEHHBIX CPEACTB MPU OCYLIECTBICHUU
MapKUPOBKH YIAKOBOK JIEKAPCTBEHHBIX IPENApaToB CPEACTBAMU UJICHTHU(PHUKALUU Ha
TaMO’KEHHOM CKJIaJie B COOTBETCTBMM C a03aueM BTOpbIM HyHKTa 4 IlomokeHus
IPEICTABIISIIOT B CHCTEMY MOHUTOPHUHTA CJIEIYIOILYIO0 HH(OPMALINIO:

1) wunentudukarop cyObekTa oOpalleHusi JIGKApCTBEHHBIX  CPEICTB,
ABJISIFOLIETOCS IEPKATEIEM WJIU BIIAJIEIbIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS, N
MIPEICTABUTENBCTBA CYOBbEKTa OOpalllEHUs JIEKAPCTBEHHBIX CPENCTB Ha TEPPUTOPUU
Poccuiickon @enepanuu;

2) naTa COBEPILIEHUS ONIEPALINH;

3) rio6anbHbIN UAEHTU(UKALIMOHHBIA HOMEP TOPTrOBOU €IMHULIBI;

4) KoJl TAMOKEHHOT'O OpTraHa U PETUCTPALMOHHBIA HOMEP TaMOKEHHOT'O CKJIaa,
Ha KOTOPOM OCYIIECTBIIIETCS MAapKHpPOBKA YNAKOBOK JIEKAPCTBEHHBIX IIPENapaToB
CpEICTBAaMU WJCHTHU(PHUKAUU B COOTBETCTBHMM C a03aleM BTOPbIM IyHKTa 4
[Tonoxenus;

5) KoJ1bI UACHTU(DUKAITIH.

IT1. CBenenus, npeacraBisieMble CyObEeKTaMH 0OpaIleHus
JICKapCTBEHHBIX CPEJICTB B CHCTEMY MOHUTOPHHTA,
0 JIEKApCTBEHHBIX MperapaTax, BBO3UMBIX
Ha Teppurtoputo Poccutickon @eneparuun

5. CyObeKThl 00OpalleHHs JIEKapCTBEHHBIX CPEACTB MPHU 3aBEPIICHUH OTTPY3KU
JEKapCTBEHHbIX mpenaparoB B Poccuiickyro @Penepanuio WM MOCIE Mepeaadu
CBEICHUII O MAapKUpPOBKE YIAKOBOK JIEKAPCTBEHHBIX IMPENapaToB CpeACTBAMHU
UACHTU(UKAIIMY Ha TAMOKEHHOM CKJIaJie¢ B COOTBETCTBHM C ab3alleM BTOPHIM ITyHKTA
4 TlonokeHUs! IPEACTABISIIOT B CUCTEMY MOHUTOPHMHTA CIEAYIONIYI0 HHPOPMAIIUIO B
OTHOILIEHUH KaXKJI0M €MHULIbI JIEKApCTBEHHOTO ITpenapara:

1) nata coBepilieHUs OTIEPALINH;

2) unentuduxkatop cyObekTa oOpamieHus  JEKapCTBEHHBIX  CPEJCTB,
SIBJISIFOILIETOCS JAEPKATeNIeM WK BIAJEIbIEM PETUCTPALMOHHOTO YJIOCTOBEPEHUS, NN
IPEICTaBUTENIbCTBA CyObEKTa OOpallleHUsl JICKAPCTBEHHBIX CPEJCTB Ha TEPPUTOPUU
Poccuitckon denepanumy;

3) wuaeHtuduxkatop CcyObekTa oOOpalieHus JICKAPCTBEHHBIX  CPEJICTB,
SIBJISIFOIIETOCS MTPOJIaBLIOM JIEKAPCTBEHHBIX MPENapaTos;

4) wuneHtudukarop cyObekTa  oOpalleHHus  JEKapCTBEHHBIX  CPEJICTB,
SIBJIIFOLLETOCS IOKYIIATEJIEM JIEKAPCTBEHHBIX penaparoB B Poccurickon denepanuy;

5) UM 10roBopa;
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6) pPEKBH3UTHI IEPBHUYHOIO JOKYMEHTA, SBIISIIOLIErOCS OCHOBAaHUEM IS
OTTPY3KH JIEKAPCTBEHHOTO Ipenapara B Poccuiickyro @enepanuto;

7) KOJ TaMOKEHHOT'O OpraHa M perucTpaldOHHBIN HOMEp CKiaaa (aapec Mecra
HaXOK/JEHUS TOBapa COIIaCHO TaMOXXEHHOM JIEKJIapallii Ha TOBApPhl, 3a HCKIOYEHUEM
cliydass ~ MapKUPOBKM  YIMAaKOBOK  JICKAPCTBEHHBIX  MpEnaparoB  CpeJCTBaMU
UACHTU(UKAIIMK Ha TAMOKEHHOM CKJIaJieé B COOTBETCTBHM C ab3alleM BTOPHIM MTyHKTa
4 TlonoxeHus ),

8) xoa uaCHTU(DUKAIUKM WU KOJ MIACHTU(GUKAIMA TPETUUYHOU (TPaHCIIOPTHOM)
YIaKOBKHM JICKAPCTBEHHOTO Ipernapara, B KOTOPOW HAXOAMTCS ATOT JIEKAPCTBEHHBIN
npenapar (B ciay4yae OTIpy3Kd TPETUYHOU (TPAHCMOPTHOM) YHAaKOBKH JIEKAPCTBEHHOTO
npenapara HeIuKOM).

6. CyOBeKThl 0OpaIeHus JICKapCTBEHHBIX CPEACTB MPHU OCYIIESCTBICHUN BBO3a
MPEACTABISIIOT B CUCTEMY MOHUTOpPMHIA CIEAYIOIIYI0 MH(OpPMALMIO B OTHOLIEHUU
Ka)KJI0M eIMHUIIBI JIEKaPCTBEHHOTO Mpernapara:

1) naTta coBeplueHUsI ONIEPALINH;

2) wuaeHTHPUKATOP CyObEeKTa OOpalleHusi JIEKapCTBEHHBIX IpENnapaTos,
OCYULIECTBJISIIOLIETO BBO3 JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro denepanutio;

3) KO TaMOKEHHOTO OpraHa U PErMCTPALlMOHHBIN HOMEp CKiaaa (aapec mecra
HAXOXKJECHUSI TOBapa COTJIACHO TAMOKEHHOM JeKJIapallii Ha TOBAPHI);

4) unentudukarop cyObekTa oOOpaiieHusi JEKApCTBEHHBIX  CPECTB,
SBJISIFOILIETOCS MPOAABLIOM JIEKAPCTBEHHBIX MPENapaToB;

5) Tun A0roBOpa;

6) PEKBU3UTHI MEPBUUYHOTO JTIOKYMEHTA, SIBJSIOLIETOCS] OCHOBAHHMEM I BBO3a
JIEKapCTBEHHOTO Tipenapara B Poccuiickyro denepanuio (1ata 1 HOMep);

7) unentudukatop cyObekTa  OOpallleHHsl  JIEKapCTBEHHBIX  CPEJCTB,
ABJISIFOLIETOCS IEPKATEIEM WJIU BIIAJEIbIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS, WU
MPEACTABUTENBCTBA CYObEKTa OOpallleHHs JEKapCTBEHHBIX CPEACTB Ha TEPPUTOPUU
Poccuiickoit @enepanuu (B ciiydae BBO3a JICKAPCTBEHHOTO TpemnapaTta B Poccuiickyto
denepanuio CyObEKTOM OOpallleHHUs] JIGKAPCTBEHHBIX CPEJICTB, HE SIBIISIOIIAMCS
JiepKaTeseM WIH BIAJIEIbLEM PETUCTPAIMOHHOTO YAOCTOBEPEHNS)

8) ko1 uaeHTU(GUKAIMY WK KOA UACHTHU(PUKAIIMK TPETUYHOW (TPaHCIIOPTHOM)
YIaKOBKHU JICKAPCTBEHHOTO Ipernapara, B KOTOPOW HAXOAMTCS ATOT JIEKAPCTBEHHBIN
npenapar (B ciiydae BBO3a TPETHUYHON (TPAHCIIOPTHOM) YIMAKOBKU JIEKAPCTBEHHOTO
npenapara UeJIUKOM).

7. CyObekTbl oOOpalleHusi JEKapCTBEHHBIX CpPEJCTB, OCYILECTBISIOIINE
nepeaady JIEKApCTBEHHBIX IPENapaToB, MOMEMIEHHBIX MO TaMOKEHHYIO MPOLENYpPY
TaMOKEHHOTO CKJaJia, APYyroMy COOCTBEHHHUKY (CMeHa COOCTBEHHHUKA), MPEICTaBISIOT
B CUCTEMY MOHUTOPHUHTIA CIAEAYIONIYI0 HH()OPMAIMIO B OTHOIIEHUH KaKI0M €IMHULIBI
JIEKapCTBEHHOI'O MIpernapara:

1) nata coBepilieHUsI OTIepaLINH;

2) uneHtuduxkaTtop cyObekTa oOpalieHus  JIEKapCTBEHHBIX  CPEJCTB,
OCYUIECTBJISIOLIETO Mepeaady JIeKapCTBEHHBIX MTPENapaTos;

3) wuneHtuduxkatop CcyObekTa oOOpalieHus JICKAPCTBEHHBIX  CPEJICTB,
OCYLIECTBJISIOLLEr0 MPUEMKY JIEKAPCTBEHHBIX MIPENApaToB;
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4) pEeKBU3UTHI NEPBUYHOIO JOKYMEHTA, SBJSIOLIEIOCS OCHOBAaHUEM IS
nepeayu JIeKapCTBEHHOTO Mpemnapara (aara 1 HoMmep);

5) koa uaeHTU(UKAIMKA WU KOJA HICHTU(DUKALUKA TPETUYHOU (TPAHCIIOPTHOM)
YIAKOBKHM JIEKAPCTBEHHOT'O Ipernapara, B KOTOPOW HAXOAMTCS ATOT JIEKAPCTBEHHBIN
npernapar (B ciiyyae nepeaud TPETUYHOM (TpaHCIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO
npernapara LHEeJIUKOM).

8. CyObekTbl oOOpalleHusi JEKapCTBEHHBIX CPEJICTB IPHU IOATBEPKACHUU
CBeZIeHU 00 OTrpy3Ke WM O BBO3€ JIEKAPCTBEHHOro Ipernapata B Poccuiickyro
denepanyio, WK MIpUEMKE Ha (apMalleBTUUECKUN CKJIaJl JIEKAPCTBEHHOTO Ipernapara
Ha Teppuropun Poccuiickoit ®denepaunu, uim mnepenade mpaBa COOCTBEHHOCTH Ha
JIEKapCTBEHHBIN Ipenapar, MOMEIIEHHBIN 0] TAMOXKEHHYIO MPOLIETypy TAMOKEHHOIO
CKJIaZja, NMPU TNOJATBEPKACHUU CBEACHHI, COAEpPKALIMXCS B CHCTEME MOHUTOPHHIA,
MPEACTABISIIOT B CHCTEMY MOHHUTOPMHIA CIEAYIOIIYI0 HMH()OpPMAaLKIO B OTHOLIEHUU
Ka)KJI0M eIMHUIIBI JIEKaPCTBEHHOTO Mpernapara:

1) naTta coBeplueHUsI ONIEPALINH;

2) uneHtudukaTtop cyObekTa  OOpalleHHs  JIEKapCTBEHHBIX  CPEJCTB,
OCYUIECTBJISIOLIETO MOATBEPKIECHUE CBEJICHU;

3) upentuduxatop cyObeKkTa OOpalleHHs] JIEKapCTBEHHBIX CPEACTB, paHee
OCYIIIECTBUBILIEIO PETUCTPALIMIO CBEACHUN 00 OTIpYy3KE MM O BBO3€E JIEKAPCTBEHHBIX
npemnapatoB B Poccuiickyro denepanuio, win npueMke Ha (GapMaleBTUUECKUNA CKIaj
JIEKapCTBEHHBIX MpernapaToB Ha Teppuropun Poccuiickoit denepanuu, win rnepenayde
npaBa COOCTBEHHOCTHU Ha JIEKApCTBEHHBIHN MpenapaT, HOMEIEHHBIN 10 TAMOKEHHYIO
IpOLENypPY TAMOKEHHOTO CKJIAJa;

4) xoa MACHTU(PUKAIUYA WA KOJ UICHTU(DHUKAIMY TPETUYHOU (TPaHCTIOPTHOM)
YIAKOBKHM JIEKAPCTBEHHOT'O Tpernapara, B KOTOPOW HAXOAMTCS ATOT JIEKApPCTBEHHBIN
npenapar (B ciiy4ae nepeiayu TPETUYHOM (TPaHCIOPTHOM) YIIaKOBKHU JIEKAPCTBEHHOTO
npenapara UeIuKoM).

9. CyObekThl 0O0pallleHuss JEKapCTBEHHBIX CPEACTB IMpU IMEpPEeMEICHUN
JIEKAPCTBEHHBIX MPEMAPaTOB MEKIY 30HAMHU TaMO>XEHHOTO KOHTPOJISI TPEACTABIISIIOT B
CUCTEMY MOHUTOPHHIA CJIEAYIOLIYI0 MH(OPMAIUIO B OTHOLIEHUU KAXKIOW €IMHUIIbI
JIEKapCTBEHHOI'O IIpenapara:

1) mata coBeplleHUs OTIEPALINH;

2) unentuduxkatop CcyObekTa  OOpalleHHs  JICKapCTBEHHBIX  CPEJCTB,
OCYLIECTBJISIOLIErO MEPEMELIEHUE JIEKAPCTBEHHBIX MTPENApATOB;

3) KO TaMOXXEHHOIO OpraHa W PErHCTPAlMOHHBIA HOMEp CKJaja OTIPY3KH
(ampec mecTa HaxOKIEHUS TOBapa COIJIaCHO TAMOKEHHOM JIeKJIapalliy Ha TOBapbl, U3
KOTOPOI'O OCYILECTBIISIETCA IIEPEMELIEHUE);

4) xoA TaMOKEHHOTO OpraHa M PEruCTPalMOHHBIA HOMEp CKJIaJa MPUEMKH
(ampec MecTa HaXOXACHUS TOBapa, B KOTOPOE OCYIIECTBISETCS IEPEMEIICHHE);

5) Kol uIEeHTU(PUKAIMU WU KOJl UJIECHTU(DHUKAIMN TPETUYHON (TPaHCIOPTHOM)
YIaKOBKHM JIEKAPCTBEHHOTO Ipenapara, B KOTOPOW HAXOAMTCS ATOT JIEKApPCTBEHHBIN
npenapar (B cly4ae TIepeMEelIeHUsi TPETHUYHOM (TPaHCHIOPTHOM) YHaKOBKHU
JIEKapCTBEHHOI'O MIpernapara LHeaIuKkoM).

10. CyObexThl 0OpaieHns JEKapCTBEHHBIX CPEJCTB MPHU MPUHITHH PEIICHUS O
BBIITYCKE JIEKAPCTBEHHBIX MpENapaTroB [Uisi BHYTPEHHETO MOTPeOJCHUs, MPUHSATOTO
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TaMOKEHHBIMH OpraHaMu, NPEACTaBISIOT B CUCTEMY MOHUTOPHUHIA CIIEIYIOIIYIO
nH(OPMAITHIO B OTHOIICHUH KaXKI0H TOPTOBOW €MHUIIKI JIEKAPCTBEHHOTO TIpenapara:

1) nata coBepilieHHs OTEpALIH;

2) wunentudukaTtop CyObekTa  OOpalIeHHWs  JICKapCTBEHHBIX  CPEJCTB,
OCYILIECTBIISIIOLIETO JEKIAPUPOBAHUE JIEKAPCTBEHHBIX MPENapaToB Ha TEPPUTOPUHU
Poccuiickon denepanumy;

3) KOl TaMOKEHHOM TIPOLIETYPHI;

4) KoJ1 TAMO>KEHHOT'O OpraHa;

5) peKBU3UTHI TAMOXKEHHOM JIeKJIapalliy Ha JIEKapCTBEHHBIN Mpernapar;

6) TaMO>XKeHHasi CTOMMOCTD JIEKAPCTBEHHOT'O Ipernapara COrIaCHO TaMO>KEHHOU
NEKJIApaluy Ha JICKAPCTBEHHBIN MPEIapar;

7) koA uAeHTU(UKAIMKA WU KOJA HICHTU(PUKALUUA TPETUYHOU (TPaHCIIOPTHOM)
YIAKOBKH JIEKAPCTBEHHOTO Mpenapara, B KOTOPOW HAXOJIUTCS ATOT JIEKapCTBEHHBIN
npenapat (B ciaydae TMOMEIICHUS IO TaMOXEHHYI MPOUEAYpY TPETUUHOM
(TpaHCTIOPTHOM) YIAKOBKHU JIEKAPCTBEHHOIO Mpenapara HeJIMKOM);

11. CyObekThl oOpamieHusi JEKapCTBEHHBIX CPEACTB IMpU NEPEMEIICHUH
JIEKapCTBEHHBIX MPENAPAaTOB U3 30HBI TAMOXXEHHOTO KOHTPOJIS Ha (hapMarieBTUUeCKui
CKJIaJ] TPEACTABISAIOT B CHCTEMY MOHHUTOPHHTA CJICAYIONIYI0 HWHGOpPMAIUIO B
OTHOILIEHUM KaXKJI0M €JUHULIBI JIEKAPCTBEHHOTO MTpenapara:

1) nata coBepilieHUs OTIEPALINH;

2) unentuduxkaTtop CcyObekTa  OOpalleHHs  JICKapCTBEHHBIX  CPEJCTB,
OCYILIECTBIISIFOIIETO BBO3 JIEKAPCTBEHHBIX MPENApaToB HAa TEppUTOpUI0 Poccuiickoii
denepannu;

3) KOJ TaMO>KEHHOTO OpraHa M PEruCTPallMOHHBI HOMEP TAMOKEHHOI'O CKJIa/a
OTTPY3KH;

4) PpEKBU3UTHI TMEPBUYHOTO JIOKYMEHTA, SIBJISIIONIETOCS OCHOBAaHHEM ISt
MPUEMKH JIEKAPCTBEHHOT'O Mpenapara Ha (papMaleBTUUECKU ckiaj (JaTta u HoMep);

5) cTouMOCTb, yKa3aHHas B CONMPOBOJAUTENBHOM JTIOKYMEHTAallMd HAa TOBap, Ha
OCHOBAaHUU KOTOPOH 0(OpMIISIETCS TaMOKEHHAs JACKJapalus, ¢ y4eTOM TaMOKEHHBIX
MOIUTHH ¥ COOPOB 3a TAMOKEHHOE O(POpPMIICHHE;

6) KoJI UIEHTU(DUKAIIUN WU KOJ UIACHTU(DUKAIIMN TPETUUHOMN (TPaHCTIOPTHOM)
YIAKOBKH JIEKAPCTBEHHOTO Ipernapara, B KOTOPOH HAXOAUTCSA ATOT JIEKAPCTBEHHBIM
npenapar (B ciaydae mNOpUeMKH Ha ¢dapMaleBTUYECKU CKJIaJl TPETHYHOMN
(TpaHCTIOPTHOM) YITaKOBKH JIEKAPCTBEHHOTO MIpenapara melIuKkoM).

12. CyObekTsl oOpalieHust JeKapCTBEHHBIX CPEJICTB MPHU 3aBEPIICHUHN OTTPY3KH
JIEKapCTBEHHBIX MpenapaTtoB B Poccuiickyto denepaunto U3 rocygapcrB - YJICHOB
EBpa3uiickoro SKOHOMHYECKOIO COI03a MPEACTABISIOT B CHCTEMY MOHUTOPHUHIA
cieAywilyro  uHGOpPMalMKD B OTHOUIEHUM  KaXJIOW  TOPrOBOM  €IMHUIIGI
JIEKapCTBEHHOI'O MIpernapara:

1) nata coBepllieHUs OTIEpaIIH;

2) unentuduxkaTtop cyObekTa  oOOpalleHHs  JIEKapCTBEHHBIX  CPEJCTB,
SBJISIFOIIETOCS IEPKATEIEM WJIU BIIAJIEIbIEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS, WU
IPEICTaBUTENIbCTBA CyObEKTa OOpallleHUsl JIEKAPCTBEHHBIX CPEJCTB Ha TEPPUTOPUU
Poccuiickon denepanumy;
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3) wunentupukarop cyObekTa oOpalleHusi JIEKapCTBEHHBIX  CPE/ICTB,
ABJISIFOLIETOCS ITPOJIaBLIOM JIEKAPCTBEHHBIX MPENapaTos;

4) wupentuduxkaTop cyObekTa OOpalleHHus JIeKapCTBEHHBIX  CPEJICTB,
ABJISIOLIETOCS MMOKYIIATENIEM JIEKAPCTBEHHBIX ITpenapaToB B Poccuiickon denepanny;

5) PpEeKBU3UTHI TEPBUYHOIO JOKYMEHTA, SIBJSIOLIETOCS OCHOBAaHUEM LIS
OTTpY3KHU JIEKapCTBEHHOTO Mpenapara B Poccuiickyro denepanuto (qata u HoMep);

6) THIT IOTOBOPA;

7) CTOMMOCTB JIEKapCTBEHHOTO Ipenapara (C y4eToM Hajora Ha J0OaBJIEHHYIO
CTOMMOCTb) COTJIACHO MEPBUYHBIM JIOKYMEHTAM,;

8) cymma Hayiora Ha JOOABJIEHHYIO CTOUMOCTH;

9) xoa uaeHTU(PUKAIMU WKW KOJ UACHTU(DHUKALMKN TPETUIHON (TPaHCIIOPTHOM)
YIAKOBKHM JIEKAPCTBEHHOT'O Ipernapara, B KOTOPOW HAXOAMTCS ATOT JIEKAPCTBEHHBIN
npemnapar (B ciiydae OTIpy3Kd TPETUUYHOU (TPAHCIOPTHON) YITAKOBKH JIEKAPCTBEHHOTO
npenapara HeIuKoM).

13. CyOBekTsl 00palleHns JeKapCTBEHHBIX CPEJICTB P OCYIECTBIEHUN BBO3a
JIEKapCTBEHHBIX mpernapaToB B Poccuiickyro denepanuio U3 rocyapcTB - YJICHOB
EBpa3niickoro 3KOHOMUYECKOT0 COI03a U pa3MeIlIeHUH Ha (hapMaleBTUYECKOM CKIIaJle
MPEICTaBIAIOT B CHUCTEMY MOHHUTOPHHTA CIEAYIONIYI0 HMH(OpPMAIMI0O B OTHOIIECHUU
KQ)KJI0M TOPrOBOM €IMHUIIBI JIEKAPCTBEHHOTO MPEIapara:

1) nata coBepilieHUs OTIEPALINH;

2) unentuduxkaTtop CcyObekTa  OOpalleHHs  JICKapCTBEHHBIX  CPEJCTB,
OCYLIECTBJISIIOIIEr0 BBO3 JIEKAPCTBEHHBIX ITpenapatoB B Poccuiickyro denepanuto;

3) wunentudukaTtop cyObekTa OOpalleHHs  JIEKapCTBEHHBIX  CPEJICTB,
SBJISIFOILIETOCS MMPOAABLIOM JIEKAPCTBEHHBIX MPENapaToB;

4) T 10roBopa;

5) PeKBHU3UTHI MEPBUYHOTO JTOKYMEHTA, SIBJISIOIIETOCS OCHOBAHHUEM [JIsl BBO3A
JIieKapCTBEHHOIO npemnapara B Poccuiickyto denepanuio (1ata 1 Homep);

6) CTOMMOCTh JIEKQpPCTBEHHOI'O Mpernapara (C y4eToM Hajiora Ha J0OaBJICHHYIO
CTOMMOCTb) COTJIACHO NMEPBUYHBIM JIOKYMEHTAM,;

7) cyMMa Hasiora Ha J00aBJIE€HHYIO CTOUMOCTD;

8) wuaeHtudukarop CcyObeKkTa OOpaileHUs  JIEKAPCTBEHHBIX  CPEJICTB,
SBJISIFOILIETOCS AEPKATENIEM WIIM BIAAEIbIEM PETHCTPALMOHHOTO YIOCTOBEPEHUS, UITU
IIPE/ICTaBUTENIbCTBA CyOBbEKTa OOpallleHUsl JICKAPCTBEHHBIX CPEJICTB HA TEPPUTOPUU
Poccuiickoii @enepanuu (B ciiydae BBO3a JIEKAPCTBEHHOTO IpenapaTta B Poccuiickytro
@enepannio cyOBEKTOM OOpallleHUs] JEKAPCTBEHHBIX CPEICTB, HE SBISIOLIMMCS
JepKaTeseM WIH BIIaJIEIbLEM PETUCTPALMOHHOIO YAOCTOBEPEHUS);

9) xon umeHTU(UKAIUN WU KOJ WACHTU(GUKAIIMU TPETHUHOHN (TPaHCTIOPTHOM)
YIaKOBKHM JIEKAPCTBEHHOTO IMpenapara, B KOTOPOW HAXOAMTCS ATOT JIEKAPCTBEHHBIN
npenapar (B ciydae BBO3a TPETHYHOM (TPAHCIIOPTHOM) YIMAKOBKU JIEKAPCTBEHHOTO
npenapara HeIuKOM).

14. CyObekTbl oOpalieHus JICKAPCTBEHHBIX CPEJICTB IOCTE MPEICTaBICHUS
JIOKYMEHTOB H cBeleHnd B @DenepanbHyro cayx0y 1o Hamzopy B cdepe
3IpaBOOXpPAHEHUs  MPEACTABISIIOT B CHUCTEMY  MOHUTOPUHIA  CJEAYIOLIYIO
nH(OpMAIMIO B OTHOIICHUH KaXKJI0M €MHUIIBI JIEKaPCTBEHHOTO Mpenapara:

1) nata coBepilieHUs OTEPALINHY;
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2) wupentudukatop cyObekra oOpallleHus JEKapCTBEHHBIX  CPEJCTB,
OCYIIECTBIISIONIETO BBO3 JICKAPCTBEHHBIX MpenapaToB B Poccuiickyro denepanuio;

3) peKBHU3UTHI 3aMUCH O JIEKAPCTBEHHOM Ipernapare, BBOJAUMOM B TPaKIaHCKHA
000pOT B aBTOMAaTU3UPOBaHHOU HH(POpMaImoHHoi cucteme denepanbHON CITyKOBI 1O
HaA30py B cepe 3paBoOXpaHeHHUs (JlaTa U BHYTPEHHUI UIEHTU(UKATOD);

4) Homep paspemieHuss @DepepanbHOM chnykObl MO Haa3opy B cdepe
3IpaBOOXpaHEHUs] Ha BBOJ B IpaKJIaHCKUI 000pOT (B Ciyyae BBOJIa B TpaxJAaHCKUN
000pOT UMMYHOOUOJIOTMYECKOTO JIEKAPCTBEHHOTO Mperapara);

5) xoa uaeHTU(PUKAIMU WKW KOJ UACHTU(DHUKALIMU TPETUIHON (TPaHCIIOPTHOM)
YIaKOBKHM JIEKAPCTBEHHOTO IMpernapara, B KOTOPOW HAXOAMTCS ATOT JIEKAPCTBEHHBIN
npenapar (B ciydae BBO3a TPETHUHOM (TPAHCIIOPTHOM) YIMAKOBKU JIEKAPCTBEHHOIO
npenapara HeJIuKoM).

15. CyObexThl OOpallleHHsl JIEKApCTBEHHBIX CPEJICTB MPU MOBTOPHOM BBOJIE B
00OpOT JIEKapCTBEHHBIX MPENapaTroB MPEACTABISIOT B CHCTEMY MOHUTOPUHTA
CIeqyomyl0 WHGOPMAIMI0O B OTHOUICHHHM KaXXKIOW €IUHHIIBI JIEKApCTBEHHOTO
npernapara:

1) nata coBepleHUs ONIEPALINH;

2) uaeHTUPUKATOpP CYObEKTa OOpalleHMs] JIEKAPCTBEHHBIX CPEACTB, paHee
OCYIIIECTBUBILIETO BBIBOJ U3 000pOTa 3TUX JIEKAPCTBEHHBIX MIPENAPATOB;

3) npuYMHBI paHEe OCYIIECTBIEHHOTO BBIBOJA JIEKAPCTBEHHOI'O Iperapara U3
obopora;

4) xox uAEHTU(PUKAIUM IOBTOPHO BBOJUMOrO B OOOpPOT JIEKAPCTBEHHOI'O
npernapara;

5) npUYMHBI TOBTOPHOI'O BBOJIAa B 000POT JIEKapCTBEHHOTO Mpernapara.
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[Tpunoxenue Ne 4
K [lonokeHuro o cucteme MOHUTOPUHT A
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSI METULIMHCKOTO IPUMEHEHUS

Caenenns,
npejacTaBJisieMble Cy0ObeKTAMU 00paneHusl JJeKApCTBEHHBIX
CpPeACTB B CHCTEMY MOHUTOPHHIA IBUKEHUS JIeKAPCTBEHHbIX
npenaparoB AJisli MEIUIIMHCKOTO MPUMeHeHNsI PH BbIBO/IE
U3 000poTa JIeKAPCTBEHHBIX MPenapaToB
JJIS1 MEIMIMHCKOT0 NPUMEeHeHusl

1. CyOnekT obpalieHus JIeKapCTBEHHBIX CPEICTB MPHU BBIBOJE JIEKAPCTBEHHBIX
MpernapaToB AJs MEAUIIMHCKOTO TIPUMEHEHHS (J1ajee - JIeKapCTBEHHBIEC Tpenaparthl) u3
o0opoTa myTeM peanu3ainuu (Mpoja)xu) JIEKapCTBEHHBIX MNpenapaToB MOTPEOUTEIIO
WM OTITyCKa OECIUIaTHO WJIM CO CKUAKOMW JIEKAPCTBEHHBIX MPEMapaToB MO PELEnTy Ha
JIEeKapCTBEHHBIE TIpenapaTsl JU00 OTIyCKa JEKaPCTBEHHBIX MPENapaToB MPH OKa3aHUU
MEJMIMHCKON TOMOIIM, 0TOOpa 00pa3loB WIM BbIBOJA U3 000pOTa IO HHBIM
OpUYMHAM TIPEACTABIAET B CHCTEMY MOHHUTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX
npernaparoB (Jajee — CHUCTEMa MOHUTOPUHIA) CIEAYIOUYI0 HH(GOpMaLHU0 O
BBIBEJICHHBIX U3 000pOTa JIEKAPCTBEHHBIX MperapaTax:

1) nata coBepilieHUs OTIEPALINH;

2) unentuduxkatop CcyObekTa  OOpalleHHs  JICKapCTBEHHBIX  CPEJCTB,
OCYIIECTBIISIOLIETO BBIBOJI JIEKAPCTBEHHBIX MpErapaToB U3 000poTa;

3) TUI BBIBO/A JICKAPCTBEHHBIX MPETMapaToB U3 000POTa;

4) BUA TOKyMEHTA, MOATBEPIKAAIONIETO BBIBOJ JIEKAPCTBEHHBIX MPEMapaToB U3
00opoTa (4ek, 6JIaHK CTPOroi OTYETHOCTH, IOTOBOP U JIPYTroe);

5) PpeKBU3WUTHI JOKYMEHTa, TMOATBEPKAAIOIIETO BBIBOA JICKAPCTBEHHBIX
MpenaparoB U3 000poTa;

6) Koabl MIACHTH(PUKAIIUA BEIBOJAUMBIX M3 000pOTa JIEKAPCTBEHHBIX MpENapaToB
WIN KOJbl UACHTHU(UKAIMK TPETHUYHON (TPAaHCIOPTHOM) YMaKOBKH JIEKaPCTBEHHOTO
nmpenapara, B KOTOPOM HaXOJUTCS ATOT JIGKAPCTBEHHBIN mpernapar (B ciiydyae BhIBOJA
U3 000poTa MO WHBIM TPUYMHAM TPETUYHOW (TPAHCIOPTHOM) YHMAKOBKHU
JIEKapCTBEHHOTO TIpenapara eJInKoM);

7) CTOMMOCTD JIEKAPCTBEHHBIX MpEnapaToB (C y4eToM Hajiora Ha J00aBIICHHYIO
CTOMMOCTS) (B CiTydae mpoaxku JIEKApCTBEHHBIX MPEMapaToOB MOTPEOUTENIO);

8) cymma Hamora Ha J00aBJICHHYIO CTOMMOCTh (B CIlyd4ae MPOJAXKU
JIEKapCTBEHHBIX MPENapaToB MOTPEOUTEIIO);

9) KOTMYECTBO BHIBOAMMBIX M3 000pOTa MEPBUUYHBIX YIAKOBOK JIEKAPCTBEHHOTO
npernapara 1 0011ee KOJIMYeCTBO MEPBUYHBIX YIIAKOBOK JICKAPCTBEHHOTO Mpemnapara Bo
BTOPUYHON  (MOTPEOUTENbCKOM) yNaKOBKE JIEKAPCTBEHHOTO Ipemnapara (mpu
OCYIIECTBIIEHUH  BBIBOAA M3  000poTa  pa3yKOMIUICKTOBAHHOW  BTOPUYHOMN
(moTpeOUTENbCKOM) YITaKOBKH JIEKAPCTBEHHOTO TMperapara).

2. CyObekT oOpaiieHus JIEKapCTBEHHBIX CPEACTB MPHU BBIBOJIE JIEKAPCTBEHHBIX
mpenaparoB M3 000pOoTa IMyTEeM YHHUUYTOXKEHHsI JIEKAPCTBEHHBIX IPENapaToB,
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MOMEIIEHHBIX O] TAMOXKEHHYIO MPOIEAYPY YHUUTOXKEHHsI, BbIBO3a JIEKAPCTBEHHBIX
IIpEnapaToB 3a Mpenesibl TAMOKEHHOW TEPPUTOPUM EBPa3niiCKOro 3KOHOMHUYECKOTO
COI03a, TIOMEIIECHHBIX II0J] TAMOXEHHYI0 MPOLEAYpy OJKchopra (pesKcropra),
MPEJICTaBIsIeT B CUCTEMY MOHUTOPUHTA CIEAYIONIYI0 HH()OPMAIINIO O BBIBEICHHBIX U3
000poTa JIeKapCTBEHHBIX Mpenaparax:

1) nata coBepilieHuUs OTIEPALINH;

2) wuaeHtudukatop CcyObekTa oOpalleHus JICKAPCTBEHHBIX  CPEJICTB,
OCYIIECTBJISIONIETO BHIBOJI JIEKAPCTBEHHBIX MIPENapaToB U3 000pOTa;

3) KOl TaMO>KEHHOT'O OpTraHa;

4) KoJ1 TAMO>KEHHOM MPOLIEAYPHI;

5) xox uneHTU(UKAUMU BBHIBOAUMOIO M3 000pOTa JIEKAPCTBEHHOTO IMpernapara
WM KOJ WACHTU(UKAIMU TPETUYHOW (TPAHCIOPTHOW) YIAKOBKH JIEKAPCTBEHHOIO
npenapara, B KOTOpOl HaXOJIUTCS TOT JIEKapCTBEHHBIN Mpemnapar (B cilydyae BbIBOJA
n3 o0opoTa TPETHUYHOW (TPAHCIOPTHOM) YMAaKOBKU JIEKAPCTBEHHOrO Mpemnapara
LIEJIUKOM);

6) PEKBU3UTHI TAMOXXEHHOW JIEKJIapalliy Ha JIEKapCTBEHHBIN Mpernapar.

3. CyObeKT oOpamnieHusi JIEKapCTBEHHBIX CPEACTB MPHU BBIBOJE JEKAPCTBEHHBIX
nopernapaTtoB M3 000poTa IyTeM IepeJadyd JIEKApCTBEHHBIX IIpernapaToB Ha
YHUUYTOKEHHUE TMPEACTABISAET B CUCTEMY MOHHMTOPHMHIA CIEAYIOLIYI0 MH(OpMALHIO O
BBIBE/ICHHBIX U3 000pOTa JIEKAPCTBEHHBIX Mpenaparax:

1) nara coBepieHUS ONEPALINY;

2) unentuduxkaTtop CcyObekTa  OOpalleHHs  JICKApCTBEHHBIX  CPEJCTB,
OCYILIECTBIISIOLIETO BBIBO/JI JIEKAPCTBEHHBIX MpENapaToB U3 000poTa;

3) ocHOBaHME€ U IpUYMHA TepeJayd JICKapCTBEHHOIO Ipenapara Ha
YHUUYTO)KCHHUE;

4)  pEeKBU3HMTBI  pEIICHHUS  YINOJIHOMOYEHHOro  (enepaibHOro  opraHa
WCIIOJIHUTEJIbHOM BJIACTH O BBIBOJE JIEKAPCTBEHHBIX MpernapaToB U3 o0OopoTa (mpu
HaJIM4Yun);

5) PpEKBU3HUTBI JIOKYMEHTa, MOATBEPKIAIOLIECIO Teperayy JeKapCTBEHHBIX
MpernapaToB Ha YHUUYTOKEHUE;

6) Kol UIeHTU(DUKAIIMKA UIN KOJl UACHTU(DUKAIIUN TPETUYHON (TPAHCIIOPTHOM)
YIaKOBKHU JIEKAPCTBEHHOI'O IpernapaTa, B KOTOPOM HAXOIUTCS ITOT JICKAPCTBEHHBIN
npernapar (B ciiyyae BbIBOJIa M3 000pOTa TPETHUHOM (TPaHCIOPTHOM) YMAKOBKH
JIEKapCTBEHHOI'O IIperapaTa LeJIUKOM);

7) uneHTU(UKALIUOHHBIA HOMEp HAJOTOIIATENbIINKA, OCYIIECTBISIOIIETO
YHUUTOKEHHUE JIEKapCTBEHHBIX MPENapaToB, U €ro aapec.

4. CyObexkt oOpamieHus JEKapCTBEHHBIX CPEACTB TMPU  YHUUTOXXKCHHUH
JIEKAPCTBEHHBIX TPENapaToB, paHee NEpeaHHbIX HA YHUYTOXKEHUE, MPEJICTABIISAET B
CUCTEMY MOHUTOpPMHIA CJEAYIOLIYyI0 HHpoOpMaluio O (akTe yHUUYTOKEHUS
JIEKapCTBEHHBIX MPENapaToB:

1) nata coBepilieHUsI OTIepaLINH;

2) unentuduxkaTtop cyObekTa  oOOpalleHHs  JIEKapCTBEHHBIX  CPEJCTB,
OCYUIECTBUBILIETO BBIBO/I JIEKAPCTBEHHBIX MIPENapaToB U3 000pOTa;

3) crtoco0 YHHUTOKEHUS JICKAPCTBEHHBIX MIPEMapaToB;
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4) peKBHU3UTHl JOKYMEHTA, MOJATBEPKAAOIIETO YHUUTOKEHUE JIEKAPCTBEHHBIX
npenapaToB (aKT 00 YHUYTOKEHUH JIEKAPCTBEHHBIX MPENapaToB);

5) koa uaeHTU(UKAIMKA WU KOJA HICHTU(DUKALUKA TPETUYHOU (TPAHCIIOPTHOM)
YIAKOBKHM JIEKAPCTBEHHOI'O Ipernapara, B KOTOPOW HAXOAMTCS ATOT JIEKAPCTBEHHBIM
npenapar (B cilydyae BbIBOJIa M3 000OpOTa TPETHUUHOM (TPaHCIOPTHOM) YINAKOBKH
JIEKapCTBEHHOI'O IIperapaTa LEeIUKOM);

6) uAeHTU(UKALMOHHBIH HOMEp HAJIOrOIIATENbIINKA, OCYUIECTBUBIIETO
YHUUYTOKEHHUE JIEKAPCTBEHHBIX MPENapaToB.
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[Tpunoxenue Ne 5
K [lonoxxeHuro o cucreMe MOHUTOPHUHTA
JBUKCHUSI IEKAPCTBEHHBIX MTPENapaToB
JUTSE METUITTHCKOTO TIPUMEHEHHUSI

Caenenns,
npeacTapjisieMble Cy0beKTaMi 00panieHHus JIeKAPCTBEHHbIX CPeICTB
B CHCTE€MY MOHUTOPHUHIA IBHKEHHS JIeKAPCTBEHHBIX MPeNapaToB
JJI51 MeIMIMHCKOT0 MPUMEHEeHHsI TIPH OCYIIeCTBJIEHUHU ONepanui
C TPETHYHOU (TPAHCIIOPTHOM) YIIAKOBKOM
JIEKAPCTBEHHOI'0 Mpenapara

1. CyObekTbl OOpallieHHsl JEKapCTBEHHBIX CPEACTB IMPU OCYIIECTBICHUU
arperupoBaHMs JIEKAPCTBEHHBIX MIPENApaTOB sl MEAUIIMHCKOTO TPUMEHEHUs (faee -
JIEKApCTBEHHBIE Mpenaparbl), UMEIOIIHNX OJUH IIOOAIbHBIA HICHTU(PUKAINOHHBIN
HOMEP TOProBOM €IMHMIIbI, MPEICTABIAIOT B CUCTEMY MOHUTOPHHIA JBUKEHUS
JIEKApCTBEHHBIX IPENapaToB I MEIUIUHCKOIO NPUMEHEHHS (Jajnee - cucrema
MOHHUTOPHUHTA) CIACAYIONIYI0 HHPOPMAIIHUIO:

1) nata coBepuieHUs onepanuy (B OTHOILIEHUH JEKapCTBEHHBIX IPENapaToB JJIs
MEIULUHCKOIO IPUMEHEHUS (Jajnee - JIEKAPCTBEHHbBIE MpENapaThl), HAXOMSIIMUXCS 32
npenenamu tepputopun Poccuiickoin @enepannu, B Ciiydasx, Korja arperupoBaHue
OCYLIECTBJISIETCS A0 3aBEPIICHUS CTAAUM BBITYCKAKOLIETO0 KOHTPOJS Ka4yeCTBA, MOKET
yKa3bIBaThCsl J1100asi Jarta MeEXAy JaTod 3aBeplICHUs CTaJuM  BBITYCKAOLIEro
KOHTPOJISI Ka4eCTBAa M JaTOM OTIPY3KHM JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyro
denepaluio);

2) uneHtuduxkaTtop cyObekTa  oOpalleHHs  JIEKapCTBEHHBIX  CPEJCTB,
OCYUIECTBJISIOIIErO arperupoBaHue;

3) KOOpl  HMIEHTU(PHUKAIMK  TPETUYHBIX  (TPAHCIOPTHBIX)  YIAKOBOK
JIEKApCTBEHHOI'0 Tpernapara Co34aBaeéMbIX TPETUYHBIX (TPaHCIOPTHBIX) YHIAKOBOK
JIEKapCTBEHHOI'O IIpenapara;

4) mepedyeHb KOJOB HUACHTU(DUKAIMM WM KOJOB MJEHTU(PUKALNU YIaKOBOK
JICKapCTBEHHOI'0 Mpemnapara Oojiee HU3KOTO YPOBHS BJIOXEHHOCTH, BXOJISIIHX B
COCTaB KaXKJIOM CO3/1aBa€MOM TPETUYHON (TPAHCIIOPTHOM) YIMAKOBKHU JIEKAPCTBEHHOTO
npenapara.

2. CyObexTsl OOpalieHusl JEKapCTBEHHBIX CpPEJICTB IMPH OCYIIECTBICHUU
U3BATHS JIEKAPCTBEHHBIX NPENaparoB M3 TPETUYHOW (TPaHCIOPTHON) YHAKOBKH
JIEKapCTBEHHOI'O TIpernapara MpeJCTaBIsAI0OT B CUCTEMY MOHHUTOPUHIA CIEAYIOIIYIO
uH(pOpMAIIHIO:

1) nata coBepilieHUsI OTIepaLINH;

2) wuaeHtudukarop CcyObekTa oOpalieHus JICKAPCTBEHHBIX  CPEJICTB,
OCYUIECTBJISIIOILIETO ONEPaIHIo;

3) koI wuJAeHTU(PUKAIMU TOProBOM €AMHUIBI, HM3bIMAEMOW U3 TPETUYHOMU
(TpaHCTIOPTHOM) YMAaKOBKM JIEKAPCTBEHHOTO Mperapara, WM KOJ HISHTHU(PUKALUU
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YIaKOBKM JIEKAPCTBEHHOIO IMpemapara ©Oojiee HHU3KOrO YpPOBHS BIIOKEHHOCTH,
M3BIMAEMOM U3 TPETUYHOM (TPAaHCIIOPTHOM) YIIAKOBKH JICKAPCTBEHHOTO IIpenapara.

3. CyObexThl o0OpamieHusi JIEKApCTBEHHBIX CPEJICTB IMPH OCYIIECTBICHUH
JIOTIOJIHUTEIBHOTO  BJIOXKEHHUS  JIGKAPCTBEHHBIX  MpEnapatoB B TPETHUHYIO
(TpaHCTIOPTHYIO) YMAKOBKY JIEKAPCTBEHHOTO Ipenapara MPEeACTABISIIOT B CHUCTEMY
MOHUTOPHUHTA CIETYIONIYI0 HH(POPMAIIHIO:

1) nata coBepileHUs OTIEPALINH;

2) wuaeHtudukatop CcyObekTa oOpalleHus JICKAPCTBEHHBIX  CPEJICTB,
OCYUIECTBJISIOIIETO ONEPaIuio;

3) Koa uACHTU(PUKALUUA WU KOJA HUJCHTU(DUKAIMU YIAKOBKH JIEKAPCTBEHHOIO
npenapara 0oJjiee HU3KOTO YPOBHsI BJIOKEHHOCTH, C KOTOPOM COBEpILAETCs Oneparus
JOTIOJIHUTEIHHOTO BJIOYKEHUS;

4) xon uaeHTU(UKALMU TPETUYHON (TPAHCHOPTHOM) YIIaKOBKHU JIEKAPCTBEHHOTO
mpernapara, B OTHOIIEHHH KOTOPOM COBEPIACTCS OMEPAIIs.

4. CyObekThl oOpalieHusi JIEKapCTBEHHBIX CpPEJCTB MPHU OCYIIECTBICHUU
pacopMupoBaHUs TPETUUHOMN (TPAHCIIOPTHOM) YITAKOBKH JIEKAPCTBEHHOTO Mpenapara
MPEICTaBIISIOT B CHCTEMY MOHUTOPHHTA CIEAYIONTYI0 HH(OPMAIIHIO:

1) nata coBepleHuUs onepaum;

2) unentuduxkaTtop CcyObekTa  OOpalleHHs  JICKapCTBEHHBIX  CPEJCTB,
OCYLIECTBJISIFOLLETO ONEPALHIO;

3) Tun omepauuu pacHOpPMUPOBAHUS TPETUYHON (TPAHCIOPTHOM) YIAKOBKU
JIEKapCTBEHHOTO TIpenapara;

4) xon uaeHTUGUKAIMY TPETUUHON (TPAHCHIOPTHOM) YITaKOBKH JIEKAPCTBEHHOTO
npernapara  pachOpMHUpPOBBIBAEMON  TPETUYHOW  (TPAHCHOPTHOM)  YHMaKOBKHU
JIEKapCTBEHHOIO Mpenapara.
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[Tpunoxenne Ne 6
K [TonoxeHuro o cucTeMe MOHUTOPUHTA
JBVKEHUS JIEKAPCTBEHHBIX MTPETIapaToB
TS METUITUHCKOTO IPUMEHCHHUS

Caenenns,
npejacTaBJisieMble Cy0ObeKTAMU 00paneHusl JJeKApCTBEHHBIX
CpPeACTB B CHCTEMY MOHUTOPHHIA IBUKEHUS JIeKAPCTBEHHbIX
npenaparoB JJisi MeIUIIMHCKOT0 MPUMeHeHHsI IPU 000poTe
U BHYTPEHHEM IepeMelleHNH JTeKaPCTBEHHbIX MpenapaTon
JJIS1 MEIMIMHCKOT0 NPUMEeHeHusl

1. CyObekT oOpaimieHus JIeKapCTBEHHBIX CpPEICTB IPU  OCYIECTBICHUU
NepeMeNIeHHs JIEKapCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO NIPUMEHEHUS (Jajnee -
JIeKapCTBEHHbIE MpenapaThl) MEXAY aJpecaMu OCYIIECTBICHUS AEATEIbHOCTUA U (KJIN)
dapMareBTHYECKUMH CKJIaJlaMHd TIPEICTABIsICT B CUCTEMY MOHUTOPHHTA JBUKCHUS
JIEKApCTBEHHBIX IMpEenaparoB (ajee — CUCTEMa MOHUTOPUHIA) CIEAYIOIIYIO
uH(GOPMAIUIO O TepeMeIaeMbIX JEKaPCTBEHHBIX MpernapaTtax B OTHOUICHUU KaXKJI0h
TOPTOBOM €IMHUIIBI JIEKAPCTBEHHOTO Mperapara:

1) nata coBepieHus: onepanuu (MPUEMKH Ha CKJIajJl, HA KOTOPBIA COBEPIICHO
IepeMeIlCHHE);

2) unentuduxkaTtop CcyObekTa  OOpalleHHs  JICKApCTBEHHBIX  CPEJCTB,
OCYLIECTBJISIIOLIEI0 IEPEMEIICHNE JIEKapCTBEHHOIO IIpenapara, C ydeToM ajpeca
MECTa OCYIIECTBJICHHUS JACSATEIBHOCTA WM CKJaJa OTBETCTBEHHOTO XpaHEHUS, W3
KOTOPOT'O OCYIIECTBIISICTCS NMEPEMEILEHUE JIEKAPCTBEHHOTO Mpenapara;

3) unentudukarop cyObekTa oOpallleHus JEKAPCTBEHHBIX CPEJCTB C yU4E€TOM
aZpeca MecTa OCYIIECTBIIECHHUS NEATEIbHOCTH WM CKJIaJja OTBETCTBEHHOTO XPaHEHUS,
KyJla OCYIIECTBIISIETCS] IEPEMEILICHHUE JIEKAPCTBEHHOT'O MTpenapara;

4) pEeKBU3HUTHI TICPBUYHOTO JIOKYMEHTA, SBJSIOMICTOCS OCHOBAaHHUEM JIJIS
nepeMeNIeH s JIEKapCTBEHHOr 0 Mpernaparta (J1ata 1 HoMep);

5) ko uneHTU(UKAIUN WU KOJ MACHTU(UKAIIMN TPETUUYHOHN (TPaHCTIOPTHOM)
YIaKOBKHM JICKAPCTBEHHOTO IMpernapara, B KOTOPOW HAXOAMTCS ATOT JIEKApPCTBEHHBIN
npenapar (B cily4ae TMEpEeMEIIEHUS TPETHUYHOW (TPAHCIOPTHOM) YIAKOBKHU
JIEKapCTBEHHOTO TIpenapara 1mejgIuKkoM);

6) PEKBHU3UTHI TOCYAAPCTBEHHOTO WM MYHHULMIIAIIBHOIO KOHTpAakKTa (B cliydae
MepeMenieHnsl JICKapCTBEHHOTO TMpernapara, MpeaHa3HAauYeHHOTO MJisi o0OecreueHus
TPaKJaH 3a CUeT CPEeACTB (eepaIbHOTO OI0KETA WITH CPEICTB OI0KETOB CyOHEKTOB
Poccuiickoit @enepanun);

7) WCTOYHUK (UHAHCHUPOBaHUS (B CiIy4yae IMepeMENIeHUsI JIEKApPCTBEHHOIO
npenapara, MpeAHa3HAYEeHHOTo Juisi oOecreueHus TpaxkaaH 3a CueT CpeACTB
dbenepanpHoro OrO/KETa WM CPEACTB  OrOJKETOB  CcyOBekTOB  Poccuiickoii
deneparun);

8) CTOMMOCThH JIEKApCTBEHHOTO Mpernapara (C yueToM Hajora Ha J00aBJICHHYHO
CTOMMOCTb) COIJIACHO TEPBUYHBIM JOKyMEHTaM (B cCiy4ae TMepeMenieHus
JIEKapCTBEHHOTO TIpemnapara, MmpeaHa3HauYeHHOTo NIl 00eCleueHusl TpaxaaH 3a CUEeT
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cpenctB (QemepaabHOrO OOKETa WM CPEICTB OIOKETOB CyOBEKTOB Poccuiickoi
®denepanun);

9) cymma Hanora Ha J00aBIEHHYKO CTOMMOCTbh (B Cllydae IEepeMEIEHUs
JIEKApCTBEHHOIO Ipenapara, MpeaHa3HauYeHHOro /sl 00ecleyeHusl TpaxaaH 3a CUeT
cpenctB (QenepaabHOro OMOKETa WM CPEICTB OIOKETOB CcyOBeKTOB Poccuiickoii
deneparun).

2. CyObeKkT oOpalieHus JeKapCTBEHHBIX CPECTB MPU Nepeiayue JeKapCTBEHHbIX
npenaparoB ApyromMy cyOBEKTy oOOpalieHusi JEKapCTBEHHBIX CPEACTB B paMKax
IPKJAHCKO-TIPABOBBIX ~ OTHOLIEHWHW B  cilydyae BbIOOpa TNpsIMOrO  MOpsIKa
IPE/ICTaBIICHUsS CBEACHUN B COOTBETCTBUU C NMyHKTOM 84 IlonoxkeHus o cucreme
MOHUTOPUHTA  JIBIXKEHUS  JICKAPCTBEHHBIX  MpemapatoB s  MEAUIIMHCKOTO
IIPUMEHEHUS, YTBEPKACHHOTO TnocTtaHoBiaeHueMm [IpaBurensctBa  Poccuiickoit
denepauun OT 2021 1. Ne «O0 ytBepxkaenun llomoxxenust o
CUCTEME MOHHMTOPHUHIA JBH)KEHHUS JIEKAPCTBEHHBIX IPENapaToB ISl MEAMIIMHCKOTO
MIPUMEHEHUSD», MPEACTABIISIET B CUCTEMY MOHUTOPHUHIA CIEAYIONIYI0 HH(pOopManuo 00
OTTPYKCHHBIX JIEKAPCTBEHHBIX MperapaTax B OTHOLICHUH KaXI0H TOPTOBOM €IMHUIIBI
JIEKapCTBEHHOI'O MTpenapara:

1) nata coBepleHUS ONEPALNY;

2) unentuduxkaTtop CcyObekTa  OOpalleHHs  JICKapCTBEHHBIX  CPEJCTB,
OCYLIECTBJISIOLIErO OTTPY3KY JIEKAPCTBEHHOTO IIPENapara;

3) wunentudukatop cyObekTa oOpallieHHs JIEKapCTBEHHBIX  CPEJCTB,
OCYLIECTBJISIOLIErO MPUEMKY JIEKAPCTBEHHOTO IIPEeNapara;

4) peKBU3UTHI rOCYJAAPCTBEHHOTO WJIM MYHHIIMIIAJILHOTO KOHTpakTa (B cilyyae
nepeaady JIEKapCTBEHHOIO Mpenapara, IpeIHa3HauYeHHOro JIsl o0ecneueHus rpakiaH
3a CUeT CpeAcTB (eaepaybHOTO OMMKETa WKW CPEACTB OMIKETOB CYOBEKTOB
Poccuiickoit @enepanun);

5) UCTOYHUK (PMHAHCUPOBAHMUS;

6) TUO  TPaKIAHCKO-TIPABOBBIX  OTHOLIEHUH  CYOBEKTOB  OOpalleHHs
JIEKAPCTBEHHBIX CPEJICTB;

7) Kol UIEHTU(DUKAIUN WU KOJ MACHTU(UKAIIMU TPETUUHOHN (TPaHCIOPTHOM)
YIIaKOBKHU JIEKaPCTBEHHOI'O IpernapaTa, B KOTOPOM HAXOIUTCS ITOT JIEKaPCTBEHHBIN
npenapar (B cliy4yae nepeayu TPETUYHOM (TpaHCIOPTHOM) YITAaKOBKH JIE€KapCTBEHHOTO
npenapara UeIuKOM);

8) PpEKBU3UTHl NEPBUYHOTO JOKYMEHTa, SBJISIONIETOCS OCHOBAHMEM JJIf
repeayu JIeKapCTBEHHOTO Mpenapara (aara u HoMep);

9) cTOMMOCTh JIEKapCTBEHHOTO Ipemnapara (¢ y4eToM Hajora Ha J0OaBIICHHYIO
CTOMMOCTb) COTJIACHO NIEPBUYHBIM JJOKYMEHTaM;

10) cymMma Hasora Ha 100aBJICHHYIO CTOMMOCTb.

3. CyObekT oOpallleHus JTeKapCTBEHHBIX CPEJCTB P MPUEMKE JIEKaPCTBEHHBIX
npenapaToB OT JPYroro cyObekTa oOpalleHHUs JICKAPCTBEHHBIX CPEJCTB B paMKax
IpaXJIaHCKO-TIPAaBOBBIX  OTHOIIEHWNW B Cilydae BbIOOpa OOpaTHOro MopsaKa
NPEICTaBIICHUS] CBEACHUI B COOTBETCTBUU C NMyHKTOM 84 IlonoxeHus o cucreme
MOHUTOpPUHTA  JBWXKEHUS  JIEKAPCTBEHHBIX MpenaparoB s  MEAUIMHCKOTO
IPUMEHEHUS, YTBEPXKICHHOrO mnocrtaHoBieHueM IIpaBurenscrBa Pocculickon
Qenepauun OT 2021 r. Ne «O0 ytBepxaenuu Ilonoxenus o
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CUCTEME MOHHWTOPHHTA JBIDKCHHUS JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
MIPUMEHEHUSD», TIPEACTABISIET B CHCTEMY MOHHUTOPHHTA CIICIYIONIYI0 WH()OpMAIHIO O
MPUHATBIX  JICKAPCTBEHHBIX IpermapaTrax B  OTHOIICHUH KaXKIOW  CIMHUIIBI
JIEKapCTBEHHOT'O Tperapara:

1) nara coBepIeHUS ONEPAIIHH;

2) wuaeHtudukatop CcyObeKkTa oOpalleHus JICKAPCTBEHHBIX  CPEJICTB,
OCYIIECTBIISIOIIETO NPUEMKY  JICKQpCTBEHHOTO npernapara (urm ero
WICHTU(UKAIMOHHBIA HOMEp HAJOTOIUIATeTbIIMKa B Cllydyae MPEICTaBICHHS
CBEJICHWIA B COOTBETCTBUHU C ab3ameM BTOpbIM TyHKTa 87 IlomoskeHus o cucreme
MOHHUTOPUHTA JBW)KCHHUS JICKAPCTBEHHBIX  MpEmapaToB JUII  MEIUIIUHCKOTO
NPUMEHEHHUsS, YTBEPKIACHHOTO TMocTaHoBleHHeM I[IpaButensctBa  Poccuiickoii

®enepauun OT 2021 r. Ne «O0 ytBepxknaenun llomoxxenust o
CUCTEME MOHHUTOPUHIA JBHKEHHUS JIEKAPCTBEHHBIX IPENapaToB IJIsi MEAUIMHCKOIO
MPUMCHEHHSY);

3) wunentudukatop cyObeKkTa oOOpallleHHs] JIEKapCTBEHHBIX  CPEJCTB,
OCYUIECTBHUBILIETO OTIPY3KY JIEKAPCTBEHHOIO Mpenapara;

4) pexkBU3UTHI TOCYJAPCTBEHHOTO WJIM MYHHUIIMIAIBHOTO KOHTpakTa (B ciydae
nepenayun JIEKapCTBEHHOTO MperapaTa, IpeIHa3HauYeHHOTro Jisi 00eclieueHus rpak/iaH
3a CyUeT CpeacTB (QeaepasbHOrO OMOKETa WM CPEJICTB OHOIKETOB CYOBEKTOB
Poccuiickoit @eneparun);

5) uCTOYHUK (PUHAHCUPOBAHMUS;

6) TUN  TPaKIAHCKO-TIPABOBBIX  OTHOIIEHUN  CYOBEKTOB  OOpalieHus
JIEKapCTBEHHBIX CPEJICTB;

7) Kol uIEeHTU(DUKAIIMN WU KOJI UJICHTU(DUKAIIMN TPETUYHOU (TPaHCTIOPTHOM)
YIAKOBKHM JIEKAPCTBEHHOT'O Tpernapara, B KOTOPOW HAXOAMTCS ATOT JIEKApPCTBEHHBIN
npenapar (B ciiy4ae nepeiadyd TPeTUYHOH (TpaHCIOPTHOM) YIAKOBKH JIEKAPCTBEHHOTO
npernapara 1ejmuKoMm);

8) PEKBU3UTHI TMEPBUYHOTO JOKYMEHTA, SIBJSIONIEIOCS OCHOBAaHUEM A
nepeayu JIeKapCTBEHHOTO Mpenapara (aara u HoMmep);

9) cTOMMOCTh JIEKAPCTBEHHOTO Mpenapara (C y4eToM Hajora Ha J00aBJICHHYIO
CTOMMOCTD) COTJIACHO MEPBUYHBIM JIOKYMEHTAM;

10) cymma Hanora Ha J0OaBJIEHHYIO CTOMMOCTb.

4. CyObekT oOpaiieHus JEeKapCTBEHHBIX CpPEICTB TPH TOATBEPKICHUU
JIOCTOBEPHOCTH CBEACHUM, COAEPKAIIMXCSI B CUCTEME MOHUTOPUHIA O MEPEIaHHBIX
WJIM TIPUHSTHIX JIEKAPCTBEHHBIX Tpernaparax, MpeACcTaBisieT B CUCTEMY MOHUTOPHHTA
CIENyIONyl0 HMH(POPMAIUI0 B  OTHOIICHUM  KaKIOWM  TOPrOBOWM  €IMHMUIIBI
JIEKapCTBEHHOTO TIpenapara:

1) nata coBepilieHUsI OTIepaLINH;

2) unentuduxkaTtop cyObekTa  oOOpalleHHs  JIEKapCTBEHHBIX  CPEJCTB,
OCYUIECTBJISIONIETO MOATBEPKICHNUE CBEJICHU;

3) unentuduxkatop cyObekTa oOOpalleHHs] JIEKapCTBEHHBIX CPEACTB, paHee
OCYUIECTBUBILIETO  MPEACTABICHHE CBEIACHMM 00 OTrpy3ke WU  IpHUEMKe
JIEKapCTBEHHOIO Mpenapara;

4) xoa MACHTU(PUKAINYA WIA KOJ UICHTU(DHUKAIMNA TPETUIHOU (TPaHCTIOPTHOM)
YIAKOBKHU JIEKAPCTBEHHOTO Tpernapara, B KOTOPOW HAXOAMTCS ATOT JIEKAPCTBEHHBIN
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npenapar (B ciiy4ae nepeiadyd TPETUYHOM (TPaHCIOPTHOW) YIAKOBKH JIEKAPCTBEHHOTO
npenapara 1ejmuKoMm);

5) mnOpu3HAK MOJATBEPKICHUS BO3MOXKHOCTH (HEBO3MOXHOCTH) MPUEMKHU
JICKapCTBEHHOT'O TpernapaTa, BpEMEHHO BBIBEJIEHHOTO M3 OOpAIlEHUs] 0 MHULIMATUBE
YIOJIHOMOUYEHHOTO (heJIepaIbHOTO OpraHa UCIIOJHUTEIBLHOMN BIACTH.

5. CyObekT oOpalieHusi JIeKapCTBEHHBIX CPEACTB,  OCYIIECTBIISIOMIMIA
KOHTPaKTHOE (TMOJPSIIHOE) TIPOU3BOJICTBO JIEKAPCTBEHHBIX MPEnapaToB Ha TEPPUTOPUU
Poccuiickoit ®eneparnuu, Tpu Iepejade JIEKapCTBEHHBIX IpernaparoB (TOTOBOM
OPOAYKIMK) YYAaCTHUKY 000pOTa JIEKAPCTBEHHBIX MPENapaToB, SBISIOIMIEMYCS
3aKa34YUKOM 3TOT0 KOHTPAKTHOTO (TMOJPSAHOTO) TMPOU3BOJICTBA, MPEACTABISET B
CUCTEMY MOHUTOPHHIa CIEAYIOIIYI0 MH()OpPMAIMIO O MEPEeIaHHbIX JIEKApCTBEHHBIX
Ipenaparax B OTHOLIEHUHU KaKJI0M TOPrOBOM €IMHUIIBI JJIEKAPCTBEHHOTO IIpenapara:

1) naTta coBeplueHUs ONIEPALINH;

2) uneHtudukaTtop cyObekTa  OOpalleHHs  JICKapCTBEHHBIX  CPECTB,
OCYUIECTBJISIOLIETO Mepeaady JIEKapCTBEHHOTO Mpenapara;

3) wunentudukatop cyObeKkTa oOOpallleHHs] JIEKapCTBEHHBIX  CPEJCTB,
OCYUIECTBJISIOLIETO MPUEMKY JIEKAPCTBEHHOTO IIpenapara;

4) xoa MACHTU(PUKALUYA WA KOJ UICHTU(DUKAIMKA TPETUYHOU (TPaHCIIOPTHOM)
YIaKOBKH JIEKAPCTBEHHOTO Ipenapara, B KOTOPOW HAXOAMTCS 3TOT JIEKApCTBEHHBIN
npernapar (B ciiyyae nepeadd TPeTUYHOH (TPaHCIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO
npenapara UeIuKOM);

5) PpEeKBU3UTHI MEPBUYHOIO JIOKYMEHTA, SBISIOLIEIOCS OCHOBAaHUEM IS
nepeaadn JeKapcTBEHHOTO Mpemnapara (1ara u HoOMep).

6. CyOBeKkT oOpalleHus: JEKapCTBEHHBIX CPEACTB, BHIMOIHSIIOMUN (PYHKIIUU TI0
ayTCOPCUHTY, TMpU TMepefadye JIeKapCTBEHHBIX MPENapaToB, 3aKyHaeMbIX st
obecrieyeHusl TpaxkJaH 3a cueT cpeAcTB (elnepanbHOro OrkeTa W (WIM) CpPeiCcTB
OromkeToB  cyobekToB Poccuiickoit  ®denepauuu, TpencTaBise€eT B CUCTEMY
MOHUTOPHUHIA CIAEAYIONIYI0 HH(OPMAIIUIO O MEepeJaHHbIX JIEKAPCTBEHHBIX Mpenaparax
B OTHOILIEHUY KaXJ0M TOPTOBOM €IUHHUIIBI JIEKAPCTBEHHOTO Mpenapara:

1) nata coBeplueHuUs ONEPALINH;

2) unentuduxkatop CcyObekTa  OOpalleHHs  JICKApCTBEHHBIX  CPEJCTB,
OCYLIECTBJISIOLIETO Mepeaaydy JIEKapCTBEHHOTO Iperapara;

3) wunentudukatop CcyObekTa oOOpalieHHs JIEKapCTBEHHBIX  CPEJCTB,
OCYLIECTBJISIOLIErO MPUEMKY JIEKAPCTBEHHOTO IIPenapara;

4) peKBU3HUTHl NEPBUYHOIO JOKYMEHTA, SBJISIOIIETOCS OCHOBAaHUEM JUIS
repeayu JIeKapCTBEHHOTO Mpenapara (aara 1 Homep);

5) ko uneHTU(DUKAIUN WU KOJ MACHTU(GUKAIIMN TPETHYHOHN (TPaHCTIOPTHOM)
YIaKOBKH, B KOTOPOM HAaXOAMTCS JICKAPCTBEHHBIM Mpernapar (B ciydae Mepeaadu
TPETUYHOM (TPAaHCIIOPTHOM) YITAKOBKH JIEKAPCTBEHHOT'O MIpenapara HeIuKoM).
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[Tpunoxenue Ne 7
K [lonoxeHuro o cucteMe MOHUTOPUHTa
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSL METULIMHCKOTO IPUMEHEHUS

Ilepeyenn
NPUYUH OJTOKMPOBKH NPUHATHS CHCTEMOIl MOHUTOPHHIA
JABH/KCHUSI JIEKAPCTBEHHBIX MPENAapaToB IJIs MeIUIHHCKOT0
NPUMEHEHNsI CBeJIeHUii 0 BBOJIe B 000POT JIeKAPCTBEHHBIX
NpenapaToB JJIs1 MeUIIMHCKOT0 IPUMEeHeHus1, 00 od0opoTe
U (MJM) BBIBOJIE U3 000POTA JIEKAPCTBEHHBIX MPENnapaToB
JJIS1 MEIMIIMHCKOT0 NPUMEHeHUsI

1. BoisiBI€HME HECOOTBETCTBHS TPEOOBAaHUI K KaYECTBY B paMKaX BHIOOPOYHOIO
KOHTpPOJII KadecTBa JIEKapCTBEHHBIX CPEACTB U (eaepalibHOro Hajazopa B cdepe
oOpallleHHs] JTE€KApCTBEHHBIX CPEACTB, OCYIIeCcTBIsieMblx DenepanbHON CIyX00i 1O
HaJ30py B chepe 31paBOOXpaHEHUS U €€ TEPPUTOPUATILHBIMHU OPTaHAMH.

2. lIpunstue denepanpHoi ciry>k00i 10 HaA30pY B chepe 3ApaBOOXPAHEHUS 10
UTOraM paccMOTpeHusi oOpallleHusi CyObeKTa OOpalleHMs JIEKAPCTBEHHBIX CPEJICTB
pEeIIeHus1, COIEPKAILErO CBeJIeHUsI 00 0OOHApYKEHUH HECOOTBETCTBHSI BHIMYIIIEHHBIX B
00OpOT JIEKAPCTBEHHBIX INpEnaparoB Uil MEIULUHCKOIO NIpHUMEHEHus (nanee -
JIEKapCTBEHHBIE IIpernapaThl) YCTAHOBICHHBIM MUHHUCTEPCTBOM 3/1paBOOXPAaHEHUS
Poccuiickoii @exepanyy IpU  PETUCTPAMU 3TUX JIEKAPCTBEHHBIX IpEnaparoB
TpeOOBAHUSIM.

3. Ilpunarne MuHHCTEPCTBOM 3apaBooXpaHeHUs Poccuiickonn Penepanun
penieHuss 00 OTMEHE TOCYAapCTBEHHOW PETUCTpallMU JEKapCTBEHHOIO IMperapaTta B
MOpsIIKE, YCTAHOBJIEHHOM MNyHKTOM 6 ctathu 32 @DegepanbHoro 3akoHa «O0
oOpalieH!H JIEKAPCTBEHHBIX CPEJICTBY.

4. OTcyTCTBHE B CHCTEME MOHUTOPHUHTA JIBH>KEHHMSI JIEKAPCTBEHHBIX MpENapaToB
(manmee — cucteMa MOHUTOPHMHIA) CBEACHUN O HAJUYMM JIEKAPCTBEHHOIO Ipernapara y
cyObeKTa OOpallleHHUs JICKAPCTBEHHBIX CPEACTB, IPEJCTABISIONIETO CBEACHUS 00
000pOTE ATOrO JIEKAPCTBEHHOI'O Iperapara.

5. HcreueHne cpoka roTHOCTH JIEKAPCTBEHHOTO IIpenapara B COOTBETCTBUM CO
CBEJICHUSIMH, 3apETUCTPUPOBAHHBIMU B CUCTEME MOHUTOPHUHTA.

6. HecootBeTcTBUE CBefieHWI O TJIOOAIBHOM UACHTHU(PUKAIMOHHOM HOMEpE
TOProOBOM €JUHUIBI, HOMEPE PETUCTPALUOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
mpenapara U JaTe PErucTpalMM JIEKApCTBEHHOrO Ipenapara B TOCYIapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB, MPEACTABICHHBIX CYOBEKTOM OOpaIieHus
JIEKAPCTBEHHBIX  CPEACTB  MpPU  ONMCAHUM  JIGKAPCTBEHHOrO  Ipemapara B
UH(OPMAIIMOHHBIA pecypc, OOECHeUMBAIOIIMNA YYEeT U XPaHEHHE JOCTOBEPHBIX
JaHHBIX O  TOBapax 10  COOTBETCTBYIOLIEH  TOBAPHOM  HOMEHKIIATYpE,
COOTBETCTBYIOIIUM CBEJICHUSIM, IMOJTYYEHHBIM CHCTEMOW MOHHUTOpPUHTA W3 €IUHON
rocyapcTBeHHOM HH(POPMALIMOHHOM cucTeMbl B chepe 31paBOOXpaHEHUS!.
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7. IlpencraBieHMe B CHCTEMY MOHMTOPHMHIA CBEIEHMM O IIPOJAXKe
JICKapCTBEHHOTO TMpemnapara ¢ (apMaleBTUYECKOro CKJIaJa IMpPU OTBETCTBEHHOM
XPAHEHUU.

8. IIpencraBienne B cUCTEMYy MOHUTOPWHTA CBEJIEHUN 00 OTrpy3Ke (Mpojaxe)
JIEKapCTBEHHOI'O IpernapaTa J0 PETMCTpaldd B HEW CBEJIEHUI O BBOJAE B 00OpOT
JIEKapCTBEHHBIX IIPENapaToB.

9. IlpencraBieHre B CHCTEMY MOHMTOPUHIA CBEICHMM C HapyLIEHUEM
TpeOoBaHuil IlookeHHsT O cHCTEME MOHUTOPUHIA JABM)KEHUS JIEKApPCTBEHHBIX
penaparoB Uil MEAMIMHCKOIO INPUMEHEHHMs, YTBEPKIECHHOIO IOCTaHOBJIECHUEM
[IpaButenbcTBa Poccuiickorn denepauuu OT 2021 1. Ne «O0
yTBepKJIeHUN [lomokeHHst 0 cucTeMe MOHUTOPHMHIA [BHKEHHS JIEKapCTBEHHBIX
IIPEnapaToB Uil MEAULUHCKOTO IPUMEHEHUS.

10. OTcyrcTBHE B CHCTEME MOHUTOPHHIA CBEIEHUM O HAJUYMHM Yy CYOBEKTa
oOpamieHusi JIEKApCTBEHHBIX CPEJCTB JIMLIEH3UH, MPEAOCTABIAIOIINX CyOBEKTY
oOpanieHus JIEKapCTBEHHBIX CPEJICTB MPaBO HAa OCYIIECTBIEHHWE COOTBETCTBYIOIIMX
omepanmi.

11. OrcyrcTBUE cBeneHM O 3asBUTENE B EIMHOM TOCyIapCTBEHHOM pEecTpe
IOPUIMYECKUX JIML[ KaK O JACHCTBYIOIIEM IOPUIMYECKOM JHLE, WiId B EnuHOM
rOCyJapCTBEHHOM  pEeCTpe  HHIMBHUIYAIbHBIX  IpPEANPUHHAMATENEH  Kak O
JNEUCTBYIOLIEM WHAMBUAYAJIbHOM IpEAIPHUHUMATENEC, WIH B TOCYJAAPCTBEHHOM
peecTpe  aKKpEAUTOBAaHHBIX  (PUIMANOB,  MPEACTABUTEIBCTB  HMHOCTPAHHBIX
IOPUIMYECKUX JIMI KaK O JEeHCTByIoIleM (uinage Wi IPeACTaBUTEIbCTBE
MHOCTPAHHOT'O FOPUIMYECKOTI0 Julla Ha Teppuropun Poccurickon denepanuu.

12. Hajmume B EIWHOM roCyapCTBEHHOM pEECTpEe HOPUIAWYECKHX JIMI[ B
OTHOLICHUM 3asBUTENSI 3allUCM O HENOCTOBEPHOCTH CBEICHHI, BHECEHHOM B
COOTBETCTBMM C MyHKTamMu 5 W (uimm) 6 crtateu 11 @PepepanbHoro 3akona «O
rOCYJJapCTBEHHOM  pPETrMCTpalUM  OPUAMYECKHX  JHULI W UHIAUBHIYAJIbHBIX
MpEINPUHUMATENECH.

13. Hannune ocHOBaHWU U1 OTKa3a B PETUCTPALMM CBENCHUN O HAHECEHUU
CPEICTB MJECHTU(HUKALMHU, TPEeayCMOTPEeHHbIX MyHKTOM 19 IlonoxeHus o cucreme
MOHUTOpPUHIA  JBHWKEHUS JIEKAPCTBEHHBIX NPENaparoB s  MEAULMHCKOTO
IIPUMEHEHHS, YTBEP)KIECHHOTO mnocTtaHoBieHueM lIpaBurenscrBa  Poccuiickou

denepauuu OT 2021 1. Ne «O06 ytBepxkaenun [lomoxxkenust o
CUCTEME MOHMUTOPHUHIA JBM)KEHUSI JEKAPCTBEHHBIX IMPENAPATOB JJIsi MEIUIIMHCKOTrO
MIPUMEHEHUSD.

14. Tlpunstue MuHucTepcTBOM 31paBooxpaHeHuss Poccuiickoit Denepanuu
penieHrss O NOPHOCTAHOBJIEHUM MNPHUMEHEHHMS JIEKQpCTBEHHOrO Ipenapara B
COOTBETCTBUM C 4acThio 7 cratbu 64 u crtatbed 65 DenepanbHoro 3akona «O0
oOpalieH1H JIEKapCTBEHHBIX CPEJICTBY.
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[MPMJIOXXKEHHUE
K roctaHoBieHuto [IpaBurenscTBa
Poccniickon @enepanun
OT Ne

Ilepeyenb HOpMATUBHBIX NPaBOBbIX aKTOB [IpaBuTeabcTBa Poccuiickoun
denepanyu, NPU3HABAEMbIX YTPATHBIIUMH CHITY

1. Iloctanonenue IlpaButenbctBa Poccuiickoit ®denepauuu ot 14 nexalps
2018 1. Ne 1556 «O6 yrBepxknenuu [losoxkeHus 0 cucTeMe MOHUTOPHUHTA JIBUKEHUS
JIEKApCTBEHHBIX  TpenapaToB Ui  MEAUIMHCKOTO mpuMeHeHus» (CoOpaHue
3akoHomarenscTBa Poccuiickoit denepanmu, 2018, Ne 53, cr. 8641).

2. [ToctanoBnenne IlpaButenpctBa Poccuiickoit ®enepammum ot 30 aBrycra
2019 r. Ne 1118 «O BHecenun uzmeHeHui B lloyoxkeHne o cuctemMe MOHUTOPHUHTA
JIBMDKEHUS JICKAPCTBEHHBIX MPEMapaToB JJisi MEAUIIMHCKOTO npuMenenus» (Cobpanue
3akoHoaarenscTBa Poccuiickoit denepanuu, 2019, Ne 37, cr. 5162).

3. [locranoBnenue IlpaButenscTtBa Poccuiickoit ®deneparuu ot 31aexadps
2019 r. Ne 1954 «O BHeceHuM u3MEHEHHMII B mnocTaHoBieHue IIpaBuTenbcTBa
Poccuiickoii  ®epepanuun ot 14 nekabps 2018 r. Ne 1556» (CobOpanue
3akoHomarenbcTBa Poccuiickoit denepanuu, 2020, Ne 2, ct. 196).

4. Ilynkt 1 u3MeHeHuii, KoTopsle BHOCSTCS B akThl [IpaBurenscTBa Poccuiickoit
Qenepauun,  YTBEPKACHHBIX  ITOcTaHOBIeHHEM  lIpaBurenbctBa  Poccuiickoit
®enepauun ot 2 Mapta 2020 r. Ne 219 (Cobpanue 3axkoHonarenbcTBa Poccuiickoi
®deneparyn, 2020, Ne 10, ct. 1345).

5. [locranoBnenne IlpaBurensctBa Poccuiickoit ®enepaumu ot 20 mapra
2020 r. Ne 311 «O BHecennn m3meHeHuil B IlonokeHue O cuCTEME MOHUTOPHUHIA
JIBKEHUS JICKAPCTBEHHBIX MPEMapaToB JJisi MEAUIIMHCKOTO npuMenenus» (Cobpanue
3akoHoaarenscTBa Poccuiickoit denepanmu, 2020, Ne 13, cr. 1925).

6. [Toctanosnenue [IpaBurenscrBa Poccuiickoit deneparuu ot 21 uronst 2020 .
Ne 1079 «O BHecenuu u3meHeHuil B moctaHoBieHue [IpaButenbcTBa Poccuiickoit
Oenepanuu ot 14 gexabps 2018 1. Ne 1556» (CobOpanme 3aKOHOIATETHLCTBA
Poccwuiickoit @eneparuu, 2020, Ne 30, ct. 4936).

7. ITocranoBnenune IlpaBurenbctBa Poccuiickoit ®enepamuu or 2 HOSOps
2020 1. Ne 1779 «O BHeceHnnun uzMmeHeHuid B llosoxkeHne o cucremMe MOHUTOPUHTA
JBIDKCHUS JICKAPCTBEHHBIX MpenapaToB Jis MEIUIIMHCKOTo npuMeHeHus» (Cobpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2020, Ne 45, cr. 7131).

8. [locranoBnenue IlpaBurenbctBa Poccuiickoit deneparuun ot 18 nexadps
2020 1. Ne 2166 «O BHeceHnun uzMeHeHuid B llosoxkeHne o cucrtemMe MOHUTOPUHIA
JIBIDKCHUS JICKAPCTBEHHBIX MpenapaToB JJisi MEIUIIMHCKOTro npuMeHeHus» (Cobopanue
3akoHomarenscTBa Poccutickoit denepannu, 2020, Ne 52, ct. 8849).
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9. IlocranoBnenue llpaBurensctBa Poccuiickoit ®enepamuu oT 28 sHBaps
2021 1. Ne 60 «O BHecennmn usMeHeHuss B NyHKT 32 IlonmoxxkeHust o cucreme
MOHUTOPUHIA  JIBUJKEHHSI  JIEKAPCTBEHHBIX NpenaparoB s  MEAUIMHCKOTO
npuMeneHus» (CoOpanue 3akoHonarenbcTBa Poccuiickoit @enepauun, 2021, Ne 5,
CcT. 845).



