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MUHUCTEPCTBO 3JIPABOOXPAHEHUSA
MOCKOBCKOH OBJIACTH

Oyneeap Ctpourenei, 1. 1, r. Kpacnoropek Ten. 8(498)602-03-01
Mockosckas o6nacTs, 143407 thaxc: 8(498)602-03-00
e-mail: minzdravi@mosreg.ru

PykoBoauTensam YnpaBlicHUM
KOOPJAUHALIUU JEeATEITbHOCTH
MEUITHHCKHUX U (hapMarieBTHIECKUX
opraHu3zauui MuHucrepcrTBa
3ApaBooxXpaHeHus MOCKOBCKO#
obnacTu

MHUHHCTEPCTBO  3/paBOOXpaHEHHUs MockoBckoii  oOmactu HaIpaBJIAeT
3aKoHoAaTenbHble akThl IIpaBurensctBa P@ mo BHeapeHHro mpoekra «MapKupoBKa»
JIEKapCTBEHHBIX MPENapaToB il CBECHHS U PYKOBOJCTBA B padoTe.

[Ipunoxenue:

1. nocranoBnenue [IpaButensctBa P® ot 14.12.2018 Ne 1557 «O06 ocobeHHOCTSX
BHEJAPEHUS CHUCTEMbl MOHHMTOPHMHIA JIBUJKCHHS JICKAPCTBCHHBIX IIPEMNApaToB IS
MEJIUIIMHCKOTO TPUMEHEHHUSI .

2. nocradosieHue ITpaBurenscta P@ ot 14.12.2018 Ne 1556 «O06 yrBepikieHHn
[TomoxkeHus o0 cUCTEeMe MOHUTOPHUHTA [ABHMIKCHUS JIEKAPCTBCHHBIX MPEIapaToB s
MEIUUMHCKOIO IPUMEHEHHS .

3. pacnopsoxenue [IpaputensctBa PO ot 28.12.2018 Ne 2963-p «O0 yTBepKIeHUH
Konuenmuu co3manus W GyHKIHOHUpoBaHus B Poccuiickoii ®denepanud CHCTEMBI
MapKUpPOBKH TOBAapOB CPEJICTBAMH HMICHTH(HKAIIMA W TIPOCICKHUBAEMOCTH JIBHKCHHS
TOBApPOBY.

Hauansuuk YnpaBnenus
OpraHM3al{H JIEKaPCTBEHHON ITOMOIIN M.O. Urnaros

O.11. benorybew,
8 498 602-04-20 nob. 46413
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NPABUTENICTBO POCCUNCKOWN ®EOEPALUMN
PACIMOPAXEHUWE
oT 28 nekabpa 2018 r. N 2963-p

1. Vreepaure npunaraemyro Kouuenumioo cosganus u QyHkuuoHupoBanus B Poccuiickoi
@epepaluu  cHCTEMbl MApKHPOBKH TOBApPOB CPEACTBAMH HACHTH(HKALMHM H IIPOCICKHBACMOCTU
JABHAKCHHUS TOBAPOB.

2. Muunpomropry Poccun B 2-mecsunsblii cpox npejacrasuts B [IpaButenscrso Poccuiickoil
Depepauuu npeiokenus o npuseaeHnn akro [Ipasurenscrsa Poccuiickoi @enepaliy B COOTBETCTBUE
¢ Konuenuuei, yreepk/1eHHOH HACTOALIUM PACHOPAKEHUEM.

[Ipencenarens [IpaBurenscrsa
Poccuiickoii @epepauun
AMEJIBEJEB

Vreepxkiaena

pacrnops:kenuem [IpaBurenscrsa
Poccuiickoit egepaiinn

ot 28 aexabpsa 2018 r. N 2963-p

KOHLEMNUKUA
CO30AHUA N DYHKUWMOHUPOBAHUA B POCCUNCKOW ®EOEPALIUA
CUCTEMbl MAPKWPOBKW TOBAPOB CPEACTBAMUA UOEHTUDPUKALIUA
U NPOCNEXWUBAEMOCTW ABMXEHWA TOBAPOB

. O6wme nonoxeHun

Hacrosimas Konnenuus npeaHasHaueHa Ui 00ecreYeHnsi KOMIUICKCHOTO MOAX0AA K U3MCHCHHAM,
BHOCHMBIM B HOPMATHBHO-IIPABOBYI0 0a3y M JOrOBOPHBIC JOKYMCHTBI B OTHOLUCHHHM MApPKHPOBKH U
[POCICHKHUBACMOCTH JIBUKCHHS TOBAapoOB B LEIAX yduera OalaHca HHTEPECOB YYACTHHKOB PbIHKA,
rOCYapPCTBEHHBIX OPraHOB BIACTH H MHHUMH3ALHH PHCKOB BO3HHKHOBCHUS HErATHBHBIX [OC/ICACTBHIA HA
TOBAPHBIX PbIHKAX H B c(pepe 000poTa JaHHBIX B CBSI3U C BBEACHHEM 0053aTCNbHON MAPKUPOBKH TOBAPOB.

B nacrosmeii Konuenuuun onpenensiorcs Ueld, 3aJa4d H OCHOBHBIC NPHHLMIILI CO3JaHUA H
(PYHKUHOHHPOBAHMS CUCTEMbl MAPKHPOBKM M IPOCICKUBAEMOCTH TOBApOB, OCHOBHBIC HapaMmerpbl e¢
(QYHKUMOHHPOBAHMS, & TAKIKEC OCHOBHbIC TpeDOBaHHA K IOCYAapCTBEHHOH MH(OPMALMOHHOH CHCTEME
MAapKUPOBKH TOBAPOB CPEACTBAMH MACHTH(GUKANMH H HPOCICKHMBAEMOCTH JBHIKCHHS TOBApOB (Jaiee -
rocy1apcTBeHHas HH(pOPMAaLIHOHHAS CHCTEMA).

Hacrosmas Konuenuus paspaborana Ha OCHOBAHHM:

CornaiteHust 0 MApKUPOBKE TOBAPOB CPEACTBAMH HICHTH(DUKALMK B EBPasHiickoM YKOHOMUYECKOM
cotose ot 2 hespanst 2018 r., patuduuuposansoro @enepanbbiM 3akoHoM 'O patudukanuy cornameHus
0 MapKHpOBKE TOBAPOB CpejcTBaMH HACHTH(UKAuUH B EBpasHHCKOM dKOHOMHYECKOM corose” (nanee -
CornaueHue 0 MApKHpPOBKE);

Qenepansuoro sakoxHa "OO0 wuHpopmauud, HHPOPMALMOHHBIX TEXHOIOTHAX M O 3aLUTE
undopmanuu";

Denepansuoro 3akona "O BHeceHMH u3MeHeHuit B crareio 4.7 deaepanbHoro 3akona "O
[IPHMEHEHHH KOHTPOIbHO-KACCOBOH TEXHHKH [PH OCYILECTBICHUH pacyeToB B Poccuiickoi @enepauun”
U cratbn 5 u 8§ denepansHoro 3akoHa "OO0 OCHOBAX rocyJapCTBEHHOIO PEryjlIMpPOBAHMUS TOProBOM
aesrensHoct B Poccuiickoi @enepauun”;

Denepansroro 3akona or 29 uions 2018 r. N 173-@3 "O BHeceHUH M3MEHCHMI B OT/E/bHbIC
3aKoHo/aTenbHble aKThl Poccuiickoil Meaeparun”;

Crpareruy no npoTHBOJACHCTBUIO HE3AKOHHOMY 00OpOTY [POMBIUICHHOH NPOAYKLUHH B
Poccuiickoii @enepauun Ha nepuon a0 2020 roga v nnaxosbli nepuoa ao 2025 roja, yrBepiKieHHOM
pacnopsikenuenm Ipasurensersa Poceuniickoit @eaepauun ot 5 nexadpst 2016 r. N 2592-p.

[MousiTus, ucnonssyemslie B HacTosAueH KoHuennuy, o3HavatoT cieayloLee:

"MapKHpOBKA" - KOMILICKC MEPOIPUATHI 110 HACHTH(QUKALMH ¢IMHHLLI TOBAPA IHO0 COBOKYIIHOCTH
CAMHML TOBapa ¢ [OMOLILID) HAHECCHUS  CpeacTBa  WACHTHOUKAUMM WIM  KOHTPOJIBHOIO
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(naeHTH(UKALIMOHHOIO) 3HAKA, COJACPKALICrO CpeacTBo uacHTH(HKauuu, B uensx obecniedeHus
HPOCICHKUBAEMOCTH TOBAPOB MPU UX ABHIKCHHH 110 TOBAPOIPOBOIALICH CETH;

"cpeneTBO MACHTHQHKAUMHK" - YHHKAlIbHAA [OCIEA0BATEILHOCTE CHMBOIOB B MAlIHHOYHTAEMOMH
(hopMe, NpeACTABICHHAS B BHIC IUTPHUXOBOro Koja MO0 € HCNONL30BAHHEM MHOIO CpeICTBa
(TEXHOIOrHK) ABTOMATHYCCKOH WACHTH(OHKALIMM WIH 3alMCaHHad HA PaJHOYACTOTHYIO METKY;

"KOHTPONBbHBIH (MACHTHQHKAUMOHHLIN) 3HAK" - OJaHK CTPOro OTYETHOCTH (JOKYMEHT) ¢
IEMEHTAMH  (CpelcTBaMH) 3alUMTBl OT IOMMCIKH (3allMIUCHHAA noaurpaduueckas OpoayKuu),
cojepiKallinii cpescTBO HACHTHPUKALIMK U HPEAHASHAYCHHBIH [U1 MAPKHPOBKH TOBApPOB;

"HPOCIIEKUBAEMOCT  [IBUIKEHUSL TOBApOB" - KOMILIGKC MEpOupHATHi, obecneuuBarommx
PErHCTpaLMI0 JBHMKKEHHS TOBApOB [0 TOBApOLPOBOMSLICH CETH ¢ MOMEHTa HAHECEHUS CPEACTBA
WieHTUPUKALIMH UM KOHTPOJILHOrO (MACHTU(HKALIMOHHOIO) 3HAKA, a4 TAKKE ABTOMATH3HPOBAHHOE
HPEOCTABICHUE IOPUAMYCCKH 3HAYMMBIX CBEICHHI O COBEPLICHHBIX ONEPALMIX ¢ CAHHULECH TOBapa U UX
00paboTKy B rocyaapcTBeHHOM HHPOPMALIMOHHON CHCTEME;

"(husuueckas nNPOCASKUBAECMOCTL' - BHJ MPOCICHKHUBACMOCTH, ODCCIHEYCHHOH € MHOMOLIbIO
MApPKHPOBKHU;
"NOKYMEHTAaNbHAs NPOCICKUBACMOCTL" - BUJ IIPOCICKUBACMOCTH, OOCCIICUCHHOH € MHOMOLIbIO

HepeJaud JaHHbIX O [BHKCHHUHM TOBapa B CONPOBOAMTEILHBIX JOKYMEHTAX (TOBAapHO-TPAHCIIOPTHBIC
HAK/Ia/HbIC, TOBAPHLIC HAK/IAHbIC, HATIOr OBLIC U HHBIC JOKYMEHTHL);

"MapKHpOBaHHBIC TOBapbl" - TOBapbl, Ha KOTOPbIC HAHECCHBLI CpPEACTBA HACHTH(HUKALUH C
COOJII0ICHUEM YCTAHOBIICHHBIX TPCOOBAHUI U JOCTOBEPHLIC CBEACHHUS O KOTOPLIX (B TOM YHCIIE CBEICHUSA
0 HAHCCCHHBLIX HA HUX CPEACTBAX MACHTH(MKALMK U (WIH) MAaTCPHAIbHBIX HOCHTE/AX, COJMCPIKALLNX
cpenctBa ujcHTHGUKALNMN) JOKHBL ObITh MPEJACTABICHBI B IOCYAAPCTBCHHYIW HH(OPMALHOHHYIO
CHCTEMY;

"MOHUTOPUHI 0DOpoTa MapkMpoBaHHbIX TOBapoB" - (yHKUUA (elepalbHbIX  OPraHoB
UCIOJIHUTE/IbHOM BJIACTH, YIOJIHOMOUYEHHBIX B chepe MOHHTOPHHIA 000POTA OTAEC/IBHBIX [PYIII TOBAPOB,
1o o00paborke AaHHLIX TrOCYMapCTBEHHONW HH(POPMALMOHHON CHCTEMBI B LEMAX pealli3allui CBOMX
[IOJIHOMOYHH B 00/1aCTH KOHTPOJISL M HA/A30pa 3a 000POTOM TOBAPOB, & TAKIKE IPH peleHUH PUCKAILHBIX U
AHTHMOHOIOJbHBIX 3a1a4;

"obsA3aTe/IbHbIC JaHHBIC" - JAHHBLIC, NPEAOCTABIACMbIC (QU3UYCCKUMH H IOPHAHYCCKHMH JHLAMH B
cuiy Tpe0oBaHui HOPMATHBHBIX [TPABOBLIX AKTOB;

"cucTeMa MApKHPOBKH H MPOCICHKHBACMOCTH TOBAPOB" - KOMIUIEKCHBI MEXaHH3M obecreueHus
JOCTUKEHHA LEJICH M BBINOMHEHHA 3a/1a4 [IPOCICKHBACMOCTH TOBAPOB, COCTOALLMI U3 B3aHMOCBA3AHHLIX
SIEMEHTOB  HH(MOPMALHOHHO-TEXHOJIOIHYECKOI0,  OPraHU3alHOHHOIO W HOPMATHBHO-IIPABOBOIO

xapakrepa.
CucremMa MapkMpPOBKHM M IIPOCJICKHBACMOCTH TOBAPOB COCTOHT M3 CACAYIOLMX B3aMMOCBA3aHHBIX
IEMECHTOB!
rocy/lapCTBeHHAd uH(pOPMalHOHHAsA CHUCTEMA, BKJIIOYAOLIAs NpOrpamMmbl Juist
IEKTPOHHO-BLIYHCIIHTEIBHBIX Mall1H, Oasbl JIAHHBIX, caiThl B

nHGPOPMALHOHHO-TENICKOMMYHHKAMOHHOH  cet  "HMurepuer”, wuuble o00bEeKTHl HH(MOPMALMOHHBIX
TEXHOIOIMI, COAepKallylocs B HMX MH(OPMALMIO M HCXOJHBIC JIAHHBIC, HPOrPAMMHO-ANIIAPATHBIC
KOMILIEKChI H HHOC MMYLIECTBO, CBA3AHHOC C YKA3aHHBIMH 00bEKTAMM;

B3aHMOJICHCTBHE MPOU3BOAMTENCH TOBApOB, Y4aCTHHKOB uX ofopora, norpedurerncii ToBapos,
OPraHoB rocyapcTBEHHOI BIACTH, OCYLICCTBIIAIOIIMX MOHUTOPHHT 000pOTa MAPKHPOBAHHLIX TOBAPOB, U
UHBIX 3aHHTCPECOBAHHLIX OPraHOB IOCY1aPCTBCHHOI BIACTH;

HOPMAaTUBHO-1IpaBoBas 0a3a, peryiHpylomas OTHOLICHHS B 001aCTH MApKHPOBKH TOBApOB, B TOM
qucie 000pOT AAHHBIX;

OpraHu3alMOHHO-(PYHKIHOHAIBHAS MOJCIb CHCTEMBI MAPKUPOBKH U IIPOC/ICHKHBACMOCTH TOBAPOB.

[Ipeanonaraerces, 4to rocyjgaperBeHHas uHGopMaloHHas cucreMa OylieT MOCTPOEHa Ha OCHOBE
UCIHOJIb30BaHusA cpeIcTB uacHTH(dUKauuu Uit obecnevenns Gpusnyeckoil npociexusaemoctu. [Ipu srom
rocypapcrBeHHas undpopmauuonnas cucreMa Oyaer npu  HeoOXOAMMOCTH HMHTEIPUPOBAaHA €
UHCTPYMCHTAMH, 00CCHCUHBAIOUMMU  JOKYMCHTAIBHYIO HPOCHEKHMBACMOCTh, sl obecneueHus
HEHPOTUBOPEUUBOCTH JaHHBIX O JABHKCHHH TOBApOB.

Il. lenu u 3apaun co3zgaHna U PyHKUMOHUPOBaHUA CUCTEMbI
MapKUPOBKHU U NPOCNEXUBaeMOCTH TOBapoOB
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KitrouesbiMu nensiMu co3aanns ¥ yHKIHOHMPOBAHMS CUCTEMbI MAPKMPOBKH H [IPOCIICIKUBACMOCTH
TOBAPOB SBJISIIOTCH:

00eCIeUeHHE [OJIYYCHH OlIePATHBHOMN H JI0CTOBEPHOMH HH(OPMALIHH O ABHKCHHH TOBAPOB B paMKax
XO3AHCTBCHHOH ACATEILHOCTH OPraHu3aluii, 4TO CO3JacT HEoOXOAMMBIC YCIOBHMS [ COKpALCHUA
00beMOB HE3aKOHHOI0 000POTA NPOMBIIIICHHON NPOAYKIHHA H €0 BIHSHHA HA Pa3BHUTHC YKOHOMUKH U
couuanbHOl cdepel cTpaHbl, OE30MACHOCTH M 3AlINUTBLL JKH3HH U 3710POBbA IPaKIaH, MOBLILICHUA
coOHMpaeMOCTH HAJIONOB M TAMOMKCHHBIX MOLUUIMH M YIYYIICHHA HAJIOIOBOH AMCLMILINHBIL, a TaKKe s
MOHHTOPHHIA H KOHTPOJISi KOHKYPEHTHOH Cpejibl Ha TOBAPHBIX PhIHKAX;

obeceueHUEe pa3sBUTHs BEICOKOTEXHOMOIMYHBIX peleHHi 110 00padoTke 00s3aTeIbHBIX JJaHHBIX 15
CO3/1aHHsI HOBBIX CEPBUCOB M OH3HEC-MO/Ie/1eH, OCHOBAHHBIX HA MCIOIb30BAHUH JJaHHBIX.

Jist nocTuikeHuns ykasaHHbIX Leeill HeODX0AMMO PEIINTh CIICYIOLIME 3a/1a4u:

cosaHue 1 odecreueHue (YHKIMOHHPOBAHUS FOCY1apCTBEHHON HHPOPMAIIHOHHOH CHCTEMBI;

odecneyeHue MapKMPOBKH TOBAPOB € LIC/IbIO TPOCIICKUBACMOCTH JIBHIKCHHS TOBAPOB;

obecneucnue 00paborkn HHpOPMALIUMK O IBUIKEHHH MAPKHPOBAHHBIX TOBAPOB;

OCYILICCTBICHHE PErY/SIPHOIO MOHHTOPHHIA 000pOTa MAPKUPOBAHHBIX TOBAPOB;

odecreycHUe HOPMATHBHO-IIPABOBOIO PEryJIHPOBAHHA OTHOIICHHH B 4YacTH MApPKUPOBKH H
[POCICHKHBACMOCTH JBHKCHHS TOBAPOB!

obecrieycHUE Pa3BUTHS CCPBUCOB M AHAIMTUYECKOrO WHCTPYMEHTApHS Ha OCHOBE JIaHHBIX
rocy1apcTBEHHOM HHDOPMALIMOHHON CHCTEMBI.

lll. KnioyeBblie NnpuHUMNBLI co3gaHua U (PyHKUMOHUPOBAHUA CUCTEMbI
MapKUPOBKW U NPOCNEXUBaeMOCTH TOBApOB

Perynupopanue 060poTta JaHHBIX B rOCYAapcTBEHHOH HH(OPMALMOHHON CHCTEME OCYLIECTBIIACTCA
Ha OCHOBE CIAEAYIOLUIUX NPUHIUIIOB:

BOBJICYCHHE B 000POT 00A3aTC/NbHBIX AAHHBIX /sl LEIeH pasBUTHA DKOHOMHKH JAHHBIX, CO3aHUs
HOBBIX LCHHOCTCH /I TpakjaH W OpPraHusalMid ¢ Y4eTOM OIpPaHHYCHMIl, YCTAHOBJICHHBIX
3akoHoaarenscTBoM Poccuiickoit Menepauum;

Npe/CTaBICHUE B 0043aTE/IbHOM [TOPAJKE YYaCTHUKAMH PBIHKA JAHHBIX O JBHIKCHHH TOBAPOB I1yTEM
HX MapKHPOBKH W PErHCTPALIMH ONEpaLuii ¢ HUIMH B CHIY TpeOOBaHHH HOPMATHBHBIX [IPABOBBLIX AKTOB;

3alpeT HA HCMOJL30BAHHE MAHHBIX O ABHKCHHH MAaPKHPOBAHHBIX TOBAPOB B KOMMEPYECKHX
UHTEpecax TPEThHX JIUILL;

onpejeeHHe rocyaapersa obnanareseM 0083aTelbHbIX JaHHbIX]

YCTAHOBJICHUE I[PABOBOIO PEXKHUMA pPErylupoBaHusi oO0s3aTelbHBIX JIAHHBIX B  Cllydasx,
YCTAHOBICHHBIX (EACPaibHLIMH 3aKOHAMH, B COOTBCTCTBHM C HOPMATHBHBLIMHM I[IPABOBLIMH aKTaMu
[TpaBurenscrBa Poceuniickoit ®eaepaunu;

OCYLIECTBICHHE perynupoBanus obopora 00s3aTe/ibHbIX JaHHBIX Ha OCHOBAHHMM HOPMaTHBHBIX
[PaBOBBIX AKTOB;

NPEJCTABICHHE B LEMSIX OOCCHEYCHUS IPOCIICIKUBACMOCTH JIBHIKCHHUS TOBAPOB 00S3aTEIbHBIX
J@HHBIX B FOCYIapCTBEHHYIO MH(OPMALMOHHYIO CHCTEMY M MX 00paboTKa TONbKO B LEMSIX PealH3alun
rOCY/IapCTBEHHBIMH OpPraHaMH CBOMX [MOJHOMOYHI, 33 HCKIIOYCHHEM CIIY4aeB, YCTaHAB/IMBACMbIX
[IpaBurenscTBoM Poccuiickoil @enepalud B COOTBETCTBHH ¢ (peepalibHBIMH 3aKOHAMH B OTHOLICHUU
00e3/IMUCHHBIX JaHHBIX;

OCYIIECTBIACHHE 00pabOTKM W MCHONbL30BAHMA [AHHBIX, COACPMKALIUXCHA B TroOCYIapCTBEHHOM
uHGOPMALHOHHON CHCTEME, B ITOPSIKE H HA yCA0BuUAX, yeTaHaBiuBaeMblx [Ipasutensersom Poceuiickoi
@epepaluu B COOTBETCTBUH ¢ ieiepallbHBIMHU 3aKOHAMM;

obecrneyeHue B rocylapcTBeHHOH MHQPOPMAUMOHHON cHceTeMe Ha Oe3BO3ME3HOI  OCHOBE
HEAMCKPHMHHALIMOHHOIO J0CTYNA KaX/I0r0 ydacTHHKA 000pOTa TOBAPOB K JaHHBIM, IPE/CTAaBICHHBIM
9TUM Y4aCTHHKOM 000pOTa TOBApOB;

€CIIM MHOE HE IPEYCMOTPEHO 3aKoHOfaTenbeTBOM Poceniickoii @enepanuuu, odecnedeHue qocryna
K uH(pOpMALMH, [PEACTABICHHOH B 00A34TCNLHOM MOPSAKE YHACTHHUKOM 00OpOTa TOBAPOB LIS
BKJIIOUEHUS B rOCY1apCTBEHHYIO0 HH(OPMALIMOHHYIO CHCTEMY, HE ABIIOLCHCs 0DWen0CTYIHOM, TOILKO
IPH HAJIMYHHK COTTIACHS YJacTHHKa 000OpOTa TOBAPOB, NPEACTABHBLICIO TAKYI0 HHPOPMALHIO B NOPAIKE U
Ha ycaoBuAx, yeraHaBiausaembix [Ipasutenscrsom Poccuiickoit @enepauuu B COOTBETCTBHH €
(elicpabHBIMH  3aKOHAMM, C YYCTOM OIPAHUYCHMIH, YCTAHOBICHHBIX 3aKOHOJATCIBCTBOM O 3alllUTE
uH(opMalny, O NEPCOHANLHBIX [JAHHBIX, O FOCYJAapPCTBCHHOH TaiiHe, a TAKKE 3aKOHOIATCILCTBOM O
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KOMMEPUECKOI, HANIOroBOH W MHOH OXPAHAEMOH 3aKOHOM TaliHe;

OCYUICCTBICHHE B LEMSX PCalH3alMH rOCy1apCTBCHHLIX (DYHKUMH 110 MOHMTOPUHrY o0opoTa
MApKHPOBAHHLIX TOBAPOB J0CTYyNA ()eiepalbHbIX OPraHOB UCIOIHUTEIBHOH BIACTH K ACTAJILHOI (B TOM
YHCIE HA YPOBHE OTMACIbHONM oOmepauud) W arperupopaHHoll undopmauuu o0 onepauusx ¢
MAPKHPOBAHHBLIMH TOBApaMH, COJACPXKALICHCA B rocyJapcTBEHHOH HH(OPMALMOHHOH CHCTEME, Ha
Oe3Bo3Me3/1HOH ocHOBe B nopsake, ycranasnusaeMom IlpaButenbcrsom Poccuiickoii Denepauuu B
COOTBETCTBHH ¢ (peaepanbHBIMH 3aKOHAMU;

obecrieyeHne BO3MOXKHOCTH Iepejaun (ejiepaibHbIMH OpPraHaMy UCIIOIHUTE/ILHOMN BIACTH B paMKax
OCYILECTBIICHHS. MOHUTOpPHHra o000pOTa MapKHPOBAHHLIX TOBAapPOB HA MCIOJIHCHHE OIEPaTOpy
rocy1apcTBEeHHOH HHPOPMALMOHHOMH CHCTEMbl TMDO0 MHBIM OPraHU3alUiaM 10 OTAE/IbHBIM COrIALICHHAM
(yHKIMIT 110 aHAIM3Y M MCIIOJIB30BAHMIO JaHHBIX I'OCY/1apCTBEHHON HHPOPMALIMOHHONH CHCTEMBI.

Opranusatiis MpoLeccoB MapKHPOBKH H NPOCICKHBAEMOCTH [IBUKCHHSA TOBAPOB OCYILECTBIACTCS
Ha OCHOBC C/ICAYIOLINX NPUHIIUIIOB!

BBC/ICHHUE 0053aTE/IbHON MAapPKUPOBKH TOBAPOB CPEACTBAMM MACHTH(HKALMK HA OCHOBC aHAIM3a
1e1eco00pasHOCTH €¢ BBEICHHS B OTHOLICHUH KOHKPETHOI IPYIIIbl TOBAPOB;

BO3JI0KCHHE B COOTBETCTBHM ¢ (pelcpaibHbIMH 3aKOHAMH Ha Y4YacTHHKOB 00OpOTa TOBapoB
00513aHHOCTH MapKHpOBAThL TOBAp CPEACTBAMH HACHTHOUKALUMHW B HOPsJKE, YCTAHABIMBACMOM
ITpaButensctoM Poccuiickoi @enepatun, a TakKe ¢ y4eTOM 11010KeHui CorlalieHus 0 MapKHPOBKeE;

odecrneyeHHe MHHUMM3ALMH 3aTPAT YYaCTHUKOB 000pOTAa TOBAPOB IIPH BBCACHUH MApPKHPOBKU
TOBApPOB;

BO3MOMKHOCTb LIPOBEJACHUA [A0OPOBOILHOIO JKCHEPHUMEHTA [0 MApKHPOBKE TOBapOB B LE/AX
anpobauun dpHeKTHBHOCTH MEXaHU3Ma MAPKUPOBKH KAK MHCTPYMEHTA NPOTHBOACHCTBUS HE3AKOHHOMY
000poTy NPOMBINUICHHONH HPOJAYKUHM W ajalTaluH Y4acTHUKOB 000poTa TOBAapOB K BBEIACHHIO
00sA3aTENbHON MAPKUPOBKH;

MACHTHUKALNS KaXK 10 eIMHULbI TOBApa YTeM MapKUPOBKU;

perucTpanmsi Beex OTanoB o00poTa TOBAPOB OT IPOM3BOACTBA WM BBO3a HA TEPPUTOPHIO
Pocceuiickoii @enepanun 10 po3sHMYHOH NPOAAKH ¢ IPUMEHCHUEM KOHTPOJIBHO-KACCOBOH TEXHUKH WIH 110
MHOr'o BbIBO/IA TOBapa u3 obopota;

ycranosiaeHue IlpaBurenscrBom Poccuiickoil Depepauuy B COOTBETCTBUH ¢ (eepalibHbIMU
3aKOHAMH pa3Mepa I1aThl 32 (JOPMUPOBAHKE CAHHUIB! KOJAA MAPKHPOBKH TOBAPA;

obecrneueHue ycloBuil uia passutus dQQexTHBHOH CHCTEMBbl ODLIECTBEHHOIO KOHTPOIS B cdepe
000pOTa MAPKHPOBAHHLIX TOBAPOB.

IV. KnroyeBble napameTpbl co3aaHUA U (PYHKUMOHUPOBAHUA CUCTEMbI
MapKUPOBKM U NPOCNEeXNMBaeMoOCTH TOBApOB

Koopaunaropom cosganust ¥ (QyHKUHOHHPOBAHUS CHCTEMbI MAPKUPOBKH M I[IPOCICKHBACMOCTH
TOBApOB  sBjsiercss  MMHHCTEPCTBO  HPOMBILUIGHHOCTH W ToproBiau  Poccuiickoil  ®enepaumu,
OCYLIECCTBIISIONICE:

(yHxnMH nyOIHYHOrO NapTHEPA B CIy4ae 3akIIOUEHHs COINIAIICHHH O rocyAapCTBEHHO-YACTHOM
HAPTHEPCTBE B LEISAX CO3/JaHMS IOCYAAPCTBEHHOH HH(MOPMALMOHHOH CHUCTEMBI M MHBIX ODBLEKTOB,
[peHA3HAYCHHBIX Ul ODecledeHns MapKHPOBKH M IIPOCICIKHBACMOCTH JBHIKCHHA TOBApoB (Jainee -
COITIALLECHHUE O FOCY/JaPCTBEHHO-4AaCTHOM [1aPTHCPCTBE);

(hopMHpOBaHHE COBMECTHO C 3aUHTCPCCOBAHHBIMH (ejcpalbHbLIMH OPraHaMM HCIIONHHTE/ILHOM
BJIACTH, OCYILECTB/AIOLIMMH PErylMpoBaHue 000poTa OTACNLHBIX KATCrOpHi TOBAPOB, TEXHUYECKOIO
3a7aHus Ha TOCYJApCTBEHHYI0 HH(OPMALMOHHYIO CHCTEMY, a Takxke TpeDOBaHHil K IpHEMKE
rocy1apcTBeHHOH HHGOPMALHOHHON CHCTEMBI B SKCILTYATALLHIO,

KOOPJIMHALIMIO JEATEbHOCTH (PE/ICpalibHbIX OPraHOB HCHOJHUTEIBHON BJIACTH W YHACTHUKOB
000poTa TOBApOB B HACTH IIPOEKTOB, CBA3AHHBIX ¢ MAPKHUPOBKOI TOBAPOB cpeAcTBAMU UACHTH(DUKALIMH B
Pocceuiickoii @epepaliuuy;

HOPMATHBHO-IIPABOBOC PEryJIHPOBAHHE B 001ACTH OTHOLICHHIH, BO3ZHMKAIOIIUX IPU MApKHPOBKE
TOBAPOB CPEACTBAMH MACHTH(UKALMHY, & TakKe (POPMUPOBAHKE MPABOBBIX OCHOB MapKHUPOBKH TOBAPOB
cpencrBaMu uiaeHtTHukauuu B Poceuiickoit @enepaumu;

MOHMTOPHHI 00OpPOTa MapKMPOBAHHBIX TOBAPOB IO TEM KATErOPUSM TOBApOB, PEry/lHpOBAHUE
obopora KOTOpBIX OCywecTBAsseT MHHHCTEPCTBO NPOMBILUICHHOCTH W Toprosid Poceuiickoil
Denepanuu;
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paspaboTKy COBMECTHO € OTPACAECBLIMM ACCOLMALMAMH (COIO3aMH) M 3aHHTEPECOBAHHBIMH
(peiepaibHBIME OPraHaMH MCHOIHHUTE/ILHOH BIACTH MPE/UIOKEHHH O PACHIMPEHHH IEPEYHs TOBApOB,
HOANCKAIMX MapKUPOBKE CpejAcTBaMu uaeHTH(HKALMH, O rokasaTensX 2(QeKTUBHOCTH [IPOCKTOB 110
MApKHPOBKC TOBAPOB CpeACTBAMU HACHTH(UKALHH, O IPAaBHIAX MAPKUPOBKH TOBAPOB CPEACTBAMH
UACHTU(UKALIHY, PACHPOCTPAHAIOLIMXCS HA BCE IPYIIILI TOBAPOB, a TAKIKE O [0psIKe HH(OPMALIHOHHOIO
B3aUMOJICHCTBUSA  YYACTHUKOB MH(MOPMALHOHHOrO o0MEHA B paMKax CHCTCMbl MAapKHPOBKH U
HPOCIICKHBACMOCTH TOBAPOEB,

pa3paboTKy TeXHMYECKHX TpeDOBaHHMIl K MapKHPOBKE TOBApOB CpeicTBaMu MJACHTH(MUKALUKH Ha
npeamer  obecrniedeHust  HenporusopeunBoctu  rpeboBaHusiM,  ycraHaBimsaembiM  CornainieHuem
BeemupHoii ToproBoit opranusaiui 110 TeXHHYECKHM DapbepaM B TOPIroBlIe.,

DynkuuOHAIBHBIMM - 3aka3zduukamu, opmupyrommmu  QyHKUHOHANbHBIE — TpeDoBaHuA K
rocy1apeTBeHHON MHPOPMALIMOHHON CUCTEME, SIBIAIOTCS (De/lepaibHble OPraHbl HCHOMHUTEILHOH BIACTH,
OTBCTCTBCHHBIC 3d IOCYIaPCTBEHHYIO NOIHTHKY B chepe 000poTa OTAE/IbHBIX TOBAPHBIX IPYIIIL, KOTOPbIE
OCYLIECCTBISIOT:

HOPMATHBHO-IIPABOBOC PEryJIHpOBaHHE B 0OIACTH OTHOUICHHIH, BOSHHMKAIOWIMX [PU MapKHPOBKE
TOBApOB, 000POT KOTOPLIX OHH PEryIHPYIOT!

MOHHMTOPHHI 000POTa MapPKUPOBAHHLIX TOBAPOB 0 KATCrOPUSAM TOBAPOB, peryIHpoBaHue odopora
KOTOPBIX OHU OCYILECTBIIAIOT;,

(GopmupoBanue TpeboBaHHMil K OTpAacieBbIM KOMIIOHEHTAM IOCYJapcTBEHHONH HH(MOPMALHOHHOIMA
CHCTEMBI 110 COOTBETCTBYIOLUIHM TOBAPHBIM IPYIIAM, a TAKKE YYACTHE B UX [IPHEMKE B IKCILIYATaLHIO;

MOArOTOBKY M HalpaBicHWE (Ha OCHOBE aHalnM3a TeKyllell cUTyauuu B OTPAciH, OLEHOK
Ousnec-coobuecrea) MunHucrepcrBy npomsinuieHHOCTH  u toproBid  Poccuiickoit  @epepaumu
(koopaHHATOPY) NPEIOAKEHUI 0 HEOOXOAMMOCTH BBE/ICHHS B OTHOLLICHUH TOBAPHOI I'pyIibl TpedoBaHuii
00 o0sA3aTe/nbHOH MapKHUPOBKE CPEACTBAMH WACHTU(UKALMM, YCTAHOBJICHMM KJIOYMEBBIX I[OKa3aTelicit
3(pPeKTHBHOCTH BBEACHMS YKa3aHHLIX TPeOOBaHMH B OTHOUICHHM PACCMATPUBAEMOI TOBApPHOH I'PYIIIbL,
YCTAHOBJICHUH OCODCHHOCTEH MPaBUII MAPKUPOBKU CPEACTBAMH HACHTH(UKALUH JUI OT/C/IHBIX TOBAPOB
C Y4CTOM HX crielu(pHKH, 0CODEHHOCTEH TOBAPOOOOPOTA U IKUIHEHHOI'O LIMKJIA, B TOM HMCIIC [PEAIOKEHUI
0 COBEPIICHCTBOBAHHH HOPMATHBHO-IIPABOBOIO peryiauposanus B cepe 060poTa OTACILHBIX TOBAPOB;

o0ecleYeHUEe B3aUMOACHCTBHA HH(OPMALMOHHBIX CHCTEM, OICPATOPAMH KOTOPBIX ABIAIOTCA
(PYHKUHOHANBHBIC 3AKA34HKH, ¢ rOCy1apcTBeHHON HHOOPMALHOHHON CHCTEMOI.

MuHHCTEPCTBO LUH(POBOrO Pa3sBUTHs, CBA3M M MACCOBLIX KOMMYHUKauui Pocculickoit Denepatuu
obecrieuuBaeT HOPMATUBHOE PEryJIHpOBaHHe 000POTA JAHHBIX, COITIACOBAHKME TEXHUYECKHX TPeOOBaHHI K
roCy1apeTBEHHOM HHQOPMALHOHHOI CHCTEME, HHTEponepadebHOCTD rocy1apcTBEHHOM
UH(GOPMALIMOHHON CHCTEMbI ¢ HHBIMH OTPACIEBBIMU I'OCYAAPCTBEHHBIMH HH(OPMALIHOHHBIMUA CHCTEMaMU
U MHTErpupoBaHHONH HH(QOPMALMOHHON cucreMoil EBpasuiickoro ’KOHOMHYECKOro corw3a B cepe
MApKUPOBKH TOBapOB CPEACTBAMM MJACHTU(QMKALMK, NPUHUMACT YHACTHE B IPHUEMKE B DKCILTyaTallHI0
rocy1apcTBEHHOH MH()OPMALMOHHON CHCTEMbL HYTEM OLICHKH H KOHTPO/Is COOMIOMEHUS TEXHHYECKHX
TpeboBaHuil K HeH, a TakKe 00ecneuuBaACT KOHTPOIbL COOMIOACHHS YKA3aHHBIX TEXHUYECKUX TpeboBaHuil
HAa JTAIe HKCIULYATALMK FOCY1apCTBEHHOH HHAOPMALIHOHHON CHCTEMBI.

B kawecrBe oneparopa rocysapcrBeHHOH HMHMPOPMALMOHHOW CHCTEMBI MOJKET BBICTYNATh
(hesiepaibHBI OpraH HMCHOJHUTENBLHON BJIACTH WM YACTHBIA MAPTHEP HA OCHOBAHMU COMVIAILICHHS O
rOCY/1apCTBEHHO-4aCTHOM [IAPTHEPCTBE, KOTOPBIC OCYILECTBIIAIOT:

CO3JaHHe, Pa3sBUTHE, MOJCPHHM3ALMIO, TEXHHYECKOE OOCHIYKHBAHHE M IKCILIYATALHIO
rocy1apcTBEHHOH HHOOPMALIMOHHOH CHCTEMBI, 00CCIICHHBAIONICH LEHTPAIH30BAHHYIO I'CHEPALIHIO KOJ0B
MApKHPOBKH € MCIOJIb30BAHHEM POCCHUIICKHX KPHUNTOrpaMuecKHX TEXHOIOIUil, HX Y4eT U IPOBEpKY (B
TOM 4YHCIIE ¢ IPUMECHCHHEM KOHTPOJILHO-KACCOBOI TEXHMKH), a Takxke cOOp, XpaHeHHEe, HAKOIUICHHE U
nepejady JIaHHBIX U1 OCyLIecTBieHMs  (ejiepalbHbIMM  OpPraHaMi  HMCHOJHUTEIBHOH  BlacTu
LPOCIICHUBAEMOCTH JABUMKCHUS TOBAPOB U MOHUTOPHHIA 000POTa MAPKUPOBAHHBIX TOBAPOB;

obecneuenue OecriepedOHHOrO PYHKIHOHUPOBAHUS IOCYAaPCTBEHHOH HH(OPMALlHOHHON CHCTEMBI;

oDecIeueHNE KOHCYIbTALMOHHOM, METOOJOTHYECKOH M TEXHUYECKOH MOMICPKKH YHaCTHHKOB
obopoTa TOBapoB;

B3aHMO/ICHCTBHE C OTPACIEBBIMH aCCOLMALIMIMHU (COIO3aMHI) YHAaCTHUKOB 000pOTA TOBAPOB;

OCHalllcHHE Ha ©Oe3BO3ME3/IHOH OCHOBE TIOCYJAPCTBEHHBLIX M MYHHMIMIAIBHBIX MCAMIHHCKHX
OpPraHM3aLMil, MMEIOMNX JIMLCH3HIO HA OCYLICCTBICHUE MCIHLMHCKOH ACATE/IBHOCTH, YCTpOHCTBAMU
perucTpaluu  BbIOBLITHS  TOBApoB M3 000poTa €O  BCTPOCHHBIMH  MOIYIAMH  obecrneucHus
Kpunrorpadguueckoi 3auThl HHpOpMALKH B OpsAKe, yetaHasinuBaeMoM [Ipasurenscrsom Poceniickoit
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@epepauu B COOTBETCTBUHM ¢ (enepalbHbiMK 3akoHamu. Pemenust o0 ocHaueHu yceTpoHcTBaMu
PEruCTPaLHK BLIOBITHS TOBAPOB HHBIX OpraHH3aluii Ha 0e3BO3ME3/IHOH OCHOBE MOTYT ObITh IPHHSATHI 110
JIOTOBOPEHHOCTH CTOPOH;

OCHALICHHE NPOM3BOAUTENCH U MMIIOPTEPOB TOBApOB, /ISl KOTOPLIX OCYLLIECTBIACTCH ICHEpALHs
KOJa MApKUPOBKU, [POrPaMMHO-ANIAPATHRIME CpPeACTBAMHM 1 oOccrieueHus WH(MOPMALHOHHON
0e30MnacHOCTH B nopsijike, yeranasinuBaemoM llpasurenscrsom Poceniickoll @enepauuu B COOTBETCTBHH €
(pesiepaibHBIMU 3aKOHAMH, HA OE3BO3ME3IHOIH OCHOBE;

HHTEIPALMI0 FOCY1apcTBEHHOH WH(MOPMALMOHHON CHCTEMbI ¢ HH(MOPMALMOHHBIMH CHCTEMaMH
3aMHTEPECOBAHHBIX (ejiepalibHbIX OPraHOB MCHOJHHTENBHOH BIACTH MOCPEACTBOM EIUHON CHUCTEMBI
MEIKBEJOMCTBEHHOIO IEKTPOHHOIO B3aHMOACHCTBUS, @ TAKKE ¢ HALMOHAIBHOH CHCTEMOI yrpaBieHus
JAHHBIMH, CO3JIaHUE KOTOPOH MNPEAYCMOTPEHO B paMKax HauuoHaibHOH nporpammel "Lludposas
IKOHOMHKA", M HHEMOPMALMOHHBIMH CHCTEMAMM YYACTHMKOB 000pOTa TOBApOB B COOTBETCTBHH €
TpebOBAHMSIMHU K MOPSAKY CO3[aHMs, Pa3sBUTHA, BBOJA B DKCIUIYATallMIO, HKCIUTYaTallMM M BbIBOAA U3
IKCILTYATALIMH FOCY1apCTBEHHBIX HH(OPMALIMOHHBIX CHCTEM H JaJbHEHILEr0 XPaHCHUSA cojcpiKalleics B
ux ©Oazax naHHblX HHBOpMALMK, YIBEPHKACHHBIMH nocraHosicHueM [lpasurenscrea Poccuiickoit
@epepaunn ot 6 miwoaa 2015 r. N 676 "O TtpeboBaHMAX K NOPsAKY CO3AaHMs, PasBUTHS, BBOJA B
IKCILTYATALHIO, SKCILTYaTallHi U BLIBOJA M3 IKCILIYyATALHH FOCYIaPCTBCHHbIX HH(POPMALHOHHBIX CHCTEM
U JaibHEHIIero XpaHeHus cojepsKalleiics B uX 0a3ax JaHHbIX HHpOpMaLUu";

00yUYCHHE YYacTHUKOB obopoTra TOBapoB padore cO CpeacTBaMu HACHTHQHKALUMH B CHCTEME
MApKHPOBKH U [IPOCJICKUBACMOCTH TOBAPOB (BK/IIOYAs I'OCYaPCTBCHHYIO HHPOPMALIMOHHYIO CHCTEMY), B
TOM 4YHC/E ¢ MCHOIb30BAHUEM NPOIPAMMHOIO 0OecHe eH s TPETbHX JIHLL;

ocyllecTBiaeHHe Ha Oe3BO3Me3HOH OCHOBE B MOpsjke, ycraHaBiuBaemoMm [lpaBuresbcTBOM
Poccuiickoit @ejepatiuu B COOTBETCTBUM ¢ (eiepallbHBIMH 3aKOHAMH, jJocTyna (e/iepaibHblX OPraHoB
UCHOJHUTEIbHON BiacTH K uH(OpMalMK O JBMKCHHM MapKUPOBAHHBIX TOBAPOB, a TAKKE K
arperupoBaHHOi MHPOPMALIMK O IBHIKCHUH TAKHX TOBAPOB, COACPIKALLEHCA B CUCTEME MapPKUPOBKH;

OKa3aHHC NPH HEOOXOAMMOCTH AHAIMTHYCCKHX YCIyr (peAepaibHbIM OpraHaM HCHOJIHMTEIBHOMH
BJIACTH, YIIOJIHOMOYCHHBIM B ¢epe MPOC/IeKUBAEMOCTH OTACIBHBIX IPYIII TOBAPOB H OCYIICCTBIAIOINM
MOHHTOPHHI' 000pPOTA MAPKHPOBAHHBIX TOBAPOB, ONEPATOPOM CHCTEMbI MAPKMPOBKH HA BO3ME3IHOM
OCHOBC 110 Tapu(aM, pa3Mecp KOTOPLIX OnpejelseTcs B ropsaike, ycranasnusacmoM [lpasurenscrsom
Poccuiickoii @enepaltii B COOTBETCTBUHH ¢ (ieaepalbHbIMU 3aKOHAMM.

Oprasbl rocy1apeTBEHHOIO KOHTPOJIA W HA130pa (KOHTPO/ILHLIC OPraHbl), ABJIAIOLIHECH KIIOUYEBLIMU
[I0JIb30BATENAMH  UHAOPMALIHK, COJACpKALUCHCS B rocylapcrBeHHON HMHPOPMALMOHHON CHCTEME,
OCYLUECTBIIAIOT:

MOHHMTOPHHI 000pPOTA MapKHPOBAHHBIX TOBAPOB HA BCEX HTallax - OT BBO/JA ToBapa B 000poT /10 ero
BbIBO/IAa U3 0DopoTa;

KOHTPOIlb YHHHYTOMEHHS H3bsThIX U3 000poTa TOBApOB, HOUIEHKALIMX MAPKUPOBKE CpPEACTBAMH
naeHTH(QUKALMKM, HA KOTOpbI¢ B HapylueHue TpeboBanmil 3akonoaarenscTea Poceuiickoilt epepauun He
HaHeceHbl 00s3aTeNbHbIC CPECTBA MACHTH(IHKALIMHU, @ TAKIKE CPEICTB UX NIPOM3BO/ICTBA;

obecrieyeHue B3aUMOACHCTBUA HMH(OPMALMOHHBIX CHCTEM, ONEPATOPAMH KOTOPBIX SBISIFOTCS
OpraHbl I'OCYapCTBEHHOIO KOHTPOIs M Haa30pa (KOHTPOIbHLIE OpraHel), € [OCYJApCTBEHHON
UHPOPMALMOHHON CHCTEMOMH [OCPEACTBOM EIHHON CHUCTEMBL MEKBECIOMCTBEHHOIO AJICKTPOHHOIO
B3aUMO/ICHCTBUA, & TAKKE C HALUMOHAIBLHOH CHCTEMOH YIPABICHMA JaHHBIMH, CO3JaHHE KOTOPOii
[PeAyCMOTPEHO B PAMKaX HALlHOHANBLHOM nporpammel "Ludposas skoHoMuUKA".

YuactHuku oOopora TOBAapoB, IOUICKAIINX MapKHPOBKE CPEACTBAMHM  WJICHTH(UKaLUH,
OCYILLECTBIIAIOT:

MapKHPOBKY TOBAPOB CPEACTBAMH HACHTH()HKALMU H IIepejady COOTBETCTBYIOILIUX CBECACHHI B
roCy/lapCTBEHHYI0 HH(POPMALMOHHYI) CHCTEMY B HOpsike, ycraHaBnuaeMoM [lpaBurenscrBoM
Pocceuiickoii @esepaliiu B COOTBETCTBUH ¢ (he/iepaibHBIMU 3aKOHAMM;

HAIIpaBIEHUE B TIOCYJapCTBEHHYI0 MH(MOPMALUMOHHYIO CcUCTEeMYy cBejacHuil o0  obopote
MapKHUPOBAHHBIX TOBAPOB (B TOM YHUCIIE HOCPEACTBOM CHCTEM IEKTPOHHOIO AI0KYMEHTO000pOTA), & TAKKe
CBeAeHHH © BbIOBITHH M3 000pOTa MAapKHUPOBAHHLIX TOBAapOB B HOPSIAKE, YCTAHABIMBACMOM
ITpaBurensctBoM Poccuitckoi @enepaluu B COOTBETCTBUH € (peiCPaIbHBIMH 3aKOHAMH

OCHAILCHUE  POU3BOACTBCHHBIX  MOIIHOCTEH  00OPYZOBAaHHEM Ul HAHECCHHMA  CPEICTB
nAeHTU(QHUKALIMK HA TOBapbl H YCTPOHCTBAMH TEXHHYCCKOIO 3pEHHs Ui BepHQUKALMM HAHCCCHHBIX
CPelCTB HACHTU(HKALIMY HA TOBAPLI U arperaliii TOBapoB B IPYIIIIOBLIC H (U/1H) TPAHCIIOPTHBIC YAKOBKH.
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V. Kno4yeBble TpeboBaHMA K rocyaapcTBeHHON
UMH(OPMaLMOHHON CUCTEME

['ocynapcrsennas uuHpOpMalHOHHAS CUCTEMa MOXKET CO3/aBaTbcsd HA OCHOBE MEXAHH3MA
rOCYAapCTBEHHO-YACTHOTO IAPTHEPCTBA.

OOBLEKTOM COrIAlICHHs O FOCY1aPCTBCHHO-4aCTHOM [1aPTHEPCTBE ABIISACTCS CO3aHUE COBOKYITHOCTH
[pOrpamMM Ui HIEKTPOHHO-BRIYHCIUTEIBHIX MAIIMH, HHOOPMALMOHHLIX CHCTeM, 0a3 JaHHLIX, CAHTOB B
UHPOPMALHOHHO-TEICKOMMYHHKALMOHHOH  cet "HutepHer", uHbiX 00bEKTOB HMH(OPMALMOHHBIX
TEXHOIOIWI, cojepsxanieiics B HUX UH(OPMALMK M MCXOJAHBIX [aHHBIX, IPOrPaMMHO-AlNAPATHbIX
KOMILIEKCOB M MHOINO MMYIIECTBA, CBA3aHHOIO C YyKa3aHHbIMM OOBEKTAMH, /Ui OCYLUCCTBICHUS
LPOCIIEHUBAEMOCTH JABUACHHUS TOBAPOB M MOHUTOPHHIA 000POTa MAPKUPOBAHHLIX TOBAPOB.

[Ipasomounst obnaparcas uHGOpPMaUMH B roCyl1apcTBCHHOH HMH(OPMAIHOHHOH CHCTEME
ocyuecTsiIsieT MUHHUCTEPCTBO NPOMBILIUIEHHOCTH H TOProsiu Poceniickoit Meaepauny, BLICTYIIAIONICE B
poJn 1myOIMYHOro HAPTHEPA B PAMKAX COTJIALLICHUA O FOCY1apCTBEHHO-4aCTHOM IAPTHEPCTBE.

B cornamenun 0 rocyaapcTBEHHO-YACTHOM IAPTHEPCTBE MNPEAYCMATPHBAIOTCS  CICAYIOIIHE
HOJIOKCHHA:

COBMECTHOEC HCIIOJIL30BAHHME B  TEUCHHE JelicTBMA M HAa  YCIOBHUAX  COIJIALICHUS O
rocy1apCTBEHHO-4AaCTHOM [APTHEPCTBE B OTHOLICHHH OOBLEKTOB CHCTEMbl MApKMPOBKH IyOJIMYHBIM
[IAPTHEPOM M YACTHBIM IIAPTHEPOM PE3YLTATOB HHTCIUICKTYANbLHONH ACATECILHOCTH, BXOAALIUX B COCTaB
00bekTa HHPOPMALHOHHBIX TEXHOJIOIHH CUCTEMBL MAPKUPOBKH;

pACHOPSIKEHUE HACTHBIM IAPTHEPOM UCKIIIOMMTE/IbHBIMM [IPaBaMH ¢ corjacus 1yGIM4HOrO
HapTHepa;

nepejada MCKIIOMMTEIbHBIX 1PaB MyOIM4YHOMY [APTHEPY HOC/E HNPEKPALCHUS CpoKa JAeHCTBUs
COIJIALLEHHUS O NOCYJapCTBEHHO-4AaCTHOM HAPTHEPCTBE;

Mepeadd YacTHhIM HAPTHEPOM HCKIIOUMTEIbHBIX MPAB HA KOMIOHCHTBl CHCTEMbl MAapKHPOBKH H
IPOCIICHKUBACMOCTH TOBAPOB (BKIIIOYAS FOCYJAPCTBCHHYI MH(POPMALHMOHHYIO CUCTEMY), ABJISIIOLIHCCH
00BbEKTAMH  HMHTC/UICKTYAlbHOH COOCTBCHHOCTH M BXOJAAIUHE B O0BEKTHI  COMVIALICHHH O
rocyIJapCTBEHHO-4aCTHOM IAapTHEPCTBE, a Takke mnepegada (yHKUMH onepatopa rocylapcTBEHHOM
UHGOPMALHOHHOH CHCTEMBL TPETHHM JHLEAM 0¢3 coriacus B NHCbMEHHOM (opme nyOIMYHOro napraepa
HE JI0IYCKACTCH.

K rocynapcrsenHoit MHQOPMALMOHHOH CHUCTEME MPHMEHANOTCH cleaylomue (yHKIHOHAIbHbIC
TpeboBaHuA:

00ecreueH e NPoLecca MapKUPOBKH TOBAPOB;

obecreyeHHe BO3MOMKHOCTH peructpauuu uudopmanuun o0 onepauusx ¢ MapKHPOBAHHBIMH
TOBapamMH ydacTHHKamMu 060poTa TOBapoOB;

obecrieyenue cOopa U XpaHEHUs JAHHBIX O JABHKCHHHA MAPKHMPOBAHHBIX TOBAPOB U MX HEPEAadn JUls
OCYLUECCTBICHUS MPOCICHKUBACMOCTH [BHIKCHUS TOBAPOB M MOHMTOpHHIa 000pOTa MapKHPOBAHHBIX
TOBAPOB;

BO3MOKHOCTb (POPMHUPOBAHMS AHAIMTHYECKOH HHOOpPMALUKM B COOTBETCTBHH € TpeOOBaHHIMH
(PYHKIHOHATbHBIX 3aKA34YMKOB M KJIIOYEBBIX 110JIb30BATECH;

BO3MOMKHOCTb ODeccriedeHust OOIIECTBEHHOIO KOHTPOIsE B CHCTEME MAapKMpPOBKH (BKIIOYast
COOTBETCTBYIOLIYI0 HH(POPMALHOHHYIO CUCTEMY);

BO3MOMKHOCTb OPraHM3alMH B3auUMOACHCTBHA ¢ UHQOPMALMOHHBIMH CHCTEMamu (peepanbHbIX
OPraHOB HCHOJHUTCILHONH BIIACTH MOCPEACTBOM CAHHOH CHCTEMbl MEKBCIOMCTBEHHOIO MICKTPOHHOIO
B3dMMO/ICHCTBUA, 4 TAKKE C HAUMOHAILHOH CHCTEMOH YIPABICHHs [AaHHBIMH, CO3[aHHE KOTOPOi
IPeAYCMOTPEHO B PAMKaX HALlHOHANBLHOM nporpammel "Ludposas skoHOMHKA";

opraHusalus B3aumojeiictBus U MHOOPMALHOHHONH MOJJACPKKY (PYHKIHOHAIBHBIX 3aKA34YUKOB W
K/IFOHMEBBIX [10J1b30BaTENEH;

BO3MOMKHOCTb OOECHEHeHHS B3aUMOJACHCTBUS ¢ MHTEIPHPOBAHHON HH(POPMaLMOHHON CHCTEMOI
EBpazniickoro 3x0HOMHHYECKOI0 c0103a B chepe MapKHPOBKH TOBAPOB CPEACTBAMH MACHTU(UKALIMHK;

BO3MOMKHOCTb BEJCHUS HEOOXOAMMOI HOPMATHBHO-CIIPABOYHOH HHDOpMALIHK;

IOpUAMYecKas 3HAUYMMOCTb CBCACHHI, IepeaaBacMbIX YyacTHHKamu obopora ToBapa B
roCyAapcTBEHHYI0 HH(OPMALMOHHYK) CcHCTeMy (oDecneuHBaeTCs YCHICHHOH KBalH(ULMPOBAHHOM
HIEKTPOHHOH NOANUCBIO PYKOBOJIUTE/SI OPraHU3alMK - Y4acTHUKA 000pOTa TOBAPOB MIIH MOCPEICTBOM
PErHCTpPaLlHKd B TOCYAAPCTBCHHOH HH(OPMALMOHHONH CHCTEME HCIOJb3YEMOro TAaKOH opraHusanuci
obopynoBanus I Eepelady CBEACHHI);
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oOecrneyeHue BO3MOKHOCTH OCYILECTBICHUS IPaK/IaHaMH IPOBEPKH JIErAILHOCTH NPHOOPETAEMBIX
TOBAPOB HA OCHOBE IPEACTABICHHUS M3 IOCYIapCTBEHHOH HMHGOPMALHMOHHOH CHCTEMbl HECOOXOIUMBIX
CBEICHHI.

K rocynapcreenHHoil HMH(MOPMALHOHHON CHCTEME MPEABIBIAIOTCS CACAYIOUIME TEXHHUYCCKHE
TpeboBaHu:

XpaneHue HHpopMauuy, GOPMHPYEMOH B paMKax rocylapcTBeHHOH HH(OPMALHOHHOH CHCTEMBI,
JOIKHO OCYIUECTBATLCS Ha TeppuTropuu Pocculickoii @enepauun B COOTBETCTBHH € TpeDOBAHHAMH,
yeranasiuBaembiMu  IIpaBurenscreom Poccuiickoit @eaepauun B coOTBETCTBHM ¢ (peepaibHbIMK
3aKOHAMM, a B Cllydae 3aK/IHOHEHMs COIJIAIICHHMS O IOCY/JapPCTBEHHO-YACTHOM IIAPTHEPCTBE - B
COOTBETCTBHH € COITIALICHUSMHU O FOCY1aPCTBEHHO-4AaCTHOM IAPTHEPCTBE;

obecrieueHue KpyriocyrodHoro, OecnepedDOHHOrO J0cTyna Y4YacTHMKOB K I'OCY/JapCTBEHHOI
nH(GOPMALMOHHON CHCTEME B NOPSJIKE M Ha YCIOBUSX, KOTOpbIC ycraHasiusaiorcs IlpasurenscrBom
Pocceuiickoii @epepalti B COOTBETCTBUH ¢ (eiepaibHBIMU 3aKOHAMM;

oDecrneyeHe  TEXHOMOIMYECKONH — HE3aBUCHMOCTH,  MHGOpPMALMOHHOH  OesomnacHocTH W
KpUOTOrpadQuueckoi 3aluThl IPU HCMOIB30BAHHH I'OCY/1aPCTBEHHON HHPOPMALIMOHHONH CHCTEMBI JIHO0OBIM
€C YHACTHHKOM;

(hopMupoOBaHKE KO3 MAPKHUPOBKH € HCIIOIbL30BAHHEM KOJa WieHTHHKALHK 1 Koja rposepku. Koa
UACHTU(HUKALIMK CONCPAHUT KO/ TOBAPHOI MO3HUHMH 1 YHUKAILHBIH KOJ YK3eMILIsLpa TOBApa;

00ECICUCHHE 3aLLUThI KOJA [POBEPKH € [OMOLLBIO POCCHIHCKHX KPUIITOrpadHUeCKHX TEXHOIOIHI.
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NPABUTENLCTBO POCCUUCKOW ®EOEPALIUU
NOCTAHOBIEHME
ot 14 nekabpa 2018 r. N 1556

OB YTBEPXAEHWK NONOXEHUA
O CUCTEME MOHUTOPUWHIA ABUWXKEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
ana MEAUMUMHCKOro nPMMEHEHUA

B coorBerctBuM ¢ wacTamu 5 - 7 crarsu 67 @epepanbHoro 3akona "O0 obpallieHun 1eKapcTBEHHbIX
cpenctB” [Ipasurenscrso Poceniickoi @eepaliuy ocTaHOBIISICT:

1. Viepaurs npunaraemoe [lonoxenune o cHCTEME MOHHTOPHHIA [BMIKEHHS JEKApPCTBEHHBIX
HPEIAPATOB JJIsi MEAMIHHCKOTO NPUMEHCHHSL.

2. Peanusauus HACTOSALIEIO MOCTAHOBICHHS OCYILCCTBIISAECTCH COOTBETCTBYIOIHMH (eepaibHbIMH
OpraHaMM MCHOJHMTENLHOM BiaacTH B npeaenax ycranosineHHoi Ilpasurenscrsom  Poccuiickoit
@eepaliuy NpeAc/IbHON YHHCICHHOCTH UX PAOOTHHKOB U DIO/PKETHBIX ACCUTHOBAHUI, MPEYCMOTPEHHBIX
um B QeaepaibHOM OIOKETE Ha PYKOBOACTBO U YIpasjieHue B cpepe YCTAHOBACHHBIX (YHKLMH.

3. Hacrosuiee nocTtaHOBICHHE BCTYNACT B CHIIY CO AHS €ro oHUMANLHOrO onyOoIHKoBaHHS, 34
HCIKJIIOYEHHEM I0JI0KCHUIN, YKa3aHHBIX B ITYHKTC 4 HACTOSLLIEr0 [OCTAHOBICHHUS.

4. Ilonoxenue 0 cHCTEME MOHMTOPHHIA ABMKCHHUS JICKAPCTBCHHLIX IPEIapaToB /s MEAULHHCKOIO
[PUMCHCHHs, YTBEPHKICHHOC HACTOALLMM  [IOCTAHOBICHHMEM, B OTHOIUCHHHW [POU3BOAMTEICH
JIEKAPCTBEHHBIX CPEJICTBE B YACTH HAHCCCHMS HA NEPBUYHYIO YNAKOBKY (B OTHOLICHHM JICKAPCTBEHHBIX
LPEIapaToB s MEIULMHCKOTO MPUMEHEHHS, /Ul KOTOPBIX HE MPEAYCMOTPEHA BTOPHYHAs YHAKOBKA) U
BTOPHYHYIO (HOTPEOUTEILCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX [IPEHAPATOB Ui MEIULIMHCKOIO IPUMEHEHUS
cpenctBa  MACHTHHKALMH, & TaKKE B OTHOLICHHM OPUAMHECKHX JIML M HHAMBMYallbHbIX
HOPEANPHHUMATENCH, OCYIIECTBISAIOIWNX [IPOM3BOACTBO, XpaHeHHue, BBo3 B Poccuiickyro Pepepauuto,
OTIYCK, PEaIM3aLMIO, MNepenady, NPUMEHCHHE M YHUYTOMKCHHE JICKAPCTBEHHBIX MPENApaToB st
ME/IHIMHCKOTO IIPUMCHECHMsSl, B 4acTH BHecCHMs HMHG(OpPMALMH O JICKAPCTBCHHBIX Mpenapartax Juls
ME/IHIMHCKOTO MPHMCHECHUS B CHCTEMY MOHHTOPHMHIA [IBMIKCHMS JICKAPCTBCHHBIX [PEHAPATOB ISt
MEHIMHCKOrO [PHMEHEHHS BCTYIACT B CHILY €O JIHA BCTYIUICHHA B CHly a03aleB BTOPOro W MATOrO
noanyukra "0" nynkra 7 craten | @enepansuoro 3akoxa ot 28 aexadps 2017 r. N 425-03 "O BueceHuu
u3MeHeHuii B @enepanbblii 3akoH "O0 odpalleHHH IeKapCeTBEHHBIX CPEACTB".

[Ipeacenarens [IpaButenscrsa
Poccuiickoii @epepaimnu
AMEIBEJIEB

YrBepaxaeHo

nocranosicHueM [Ipasurenscrsa
Poccuiickoii @enepaumn

or 14 nexabpsa 2018 r. N 1556

KO[—IC_‘;ﬂJleHHTHJII—OCZ HpHMCYdHHE,
O nopaake BCTYIUICHHA B CHITY [Tonoxenus cMm. m. 4 JAaHHOTI'O NOKYMCHTA.

NMONOXEHWUE
O CUCTEME MOHUTOPUHIA ABWXKXEHWUA NEKAPCTBEHHbIX NMPEMNAPATOB
ana MEAUMUMHCKOro nPMMEHEHUA

. O6wme nonoxeHun

1. Hacrosinee [Tonoxkenue onpeensier:
a) MOPAA0K HAHECCHMSA CpeJICcTBa HﬂCHTMc]mxauHM JICKAPCTBEHHOIrQ Mpenapara i MEeJHLHHCKOIrO

[OpUMEHEHUs (Jaee - JICKAPCTBEHHBIC Hpenaparsl), TpedoBaHMs K ero crTpykrype u (opmary
undopMaluy, KOTOPYK COACPHKHUT CPEACTBO HACHTH(UKALMU JICKAPCTBEHHOrO IIpenapara, H €ro
XaPaKTCPHCTHKH;

6) MOPALOK CO31aHKMA, PA3BHTHA, BBOJId B JKCIUTYATAL U0, IKCIIIIYATALIHH H BBIBOJA H3 HKCITYATALIHHU
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CHCTEMbI MOHUTOPUHIA JABMIKCHUS JICKAPCTBEHHBIX [IPEMAapaToB (janee - CHCTEMa MOHUTOPHHTA);

B) [OPSA0OK  B3aUMOACHCTBHS  CHCTEMbI MOHMTOPHMHIA € MHBIMH  TOCYAapCTBCHHBIMH
uH(GOPMALMOHHBIME  CUCTEMAMHM M MH(OPMALMOHHBIMH  CHCTCMAMU  IOPHAMYECKHX JIHLl U
UHAMBHIYAIBHbIX IPEINPHHUMATENCH, yKasaHHbIX B yacTax 7 u 10 crate 67 Deaepansuoro 3akona "O0
00OpalleHHH JIEKapCTBEHHBIX CPECTB";

) NOPSA0K BHECCHHS B CHCTEMY MOHHMTOPHHIA IOPHAMYCCKMMH JIHUAMH H HHIHUBHYalbHBIMH
[peAIPUHHMATEISMH, OCYILECTBIAIOIUMH IPOU3BOACTBO, XpaHeHue, BBo3 B Poccuiickyio denepanuio,
OTIIYCK, Peallu3aliMio, Nepeiady, IPUMEHEHNUE U YHUYTOMEHUE ICKapPCTBEHHBIX HpenapaTtos, HHGopmanun
0 JIGKAPCTBEHHBIX [IPEHapaTax u e¢ cocras;

J1) OPAIOK NpelocTaBieHust HH(OpMaLK, COAepIKaLLEics B CHCTEME MOHHTOPHHTA.

2. [Mousitus, uenons3yemsle B HacrosiieM [Tonoxkennu, o3naqalor cieayouee:

"arperupoBanue” - npounecc 00bEAMHECHHS JICKAPCTBCHHBIX [PENapaToB Ha 1000M dTare odpareHus
JICKAPCTBECHHBIX MPENaparos cyObEKTOM 00pallleHHs JICKaPCTBCHHbIX CPE/ICTB B IPYIIOBYHO YIIdKOBKY C
HAHECCHUEM COOTBETCTBYIOLIEIO IPYIIOBOIO KOa TPETHUHOM (TPAHCHOPTHOMH) YIIAKOBKH 1EKapCTBCHHBIX
HPEIapaToB M ¢ COXpPaHEHHEM MHPOPMALMH B CHCTEME MOHHTOPMHIA O B3aUMOCBA3H CPE/ICTB
UACHTU(HUKALIMN KaXK/0T0 BIOKEHHOI'O B IPYIIOBYIO YIIAKOBKY ICKAPCTBEHHOIO MpeNnapara ¢ rpynioBeiM
KOJAOM TPETHYHOH (TPAHCIOPTHOH) YNAKOBKH JICKAPCTBCHHLIX IIPEHapaToB CO31aBaeMOl IPYIIOBOH
YIAKOBKH;

"BBOJ1 B 000pOT JIeKapCTBEHHBIX IIperapaTos™:

NpH IPOH3BOJACTBE Ha Teppuropud Poccuiickoih @enepauuu - onepauuy, [POH3BOIAMMBIE ¢
JICKAPCTBCHHBIMM [IpeHapataMi 0T IPOXOK/ICHUS HPOU3BOJACTBEHHOH craauu ¢acoBku (yIaKoBKH)
JICKAPCTBEHHBIX NPENApaToB B HEPBHYHYI) YIIAKOBKY JICKAPCTBCHHOIO upenapara (B OTHOLICHUU
JIEKAPCTBEHHBIX HPEMAPATOB, /Ul KOTOPBIX HE NPEAYCMOTPEHA BTOpUUHas (norpeduTe/beKas) yakoBKa
JIEKApPCTBEHHOI O Mpelapara) U BIOPHUYHYIO (HOTPEOUTENLCKYIO) YIIAKOBKY JIGKAPCTBEHHOIO Hpenapara /10
3aBCPLUICHHS IIPOU3BOACTBEHHON CTAMH BBINYCKAIOLEr0 KOHTPOIIA KaueCcTBa;

npH MpousBoAcTBe BHE Tepputopuu Poccuiickoil Deaepaunu (3a HCKIKOYCHHEM JICKAPCTBEHHbIX
HPEMAPATOB, BBO3UMBIX M3 IOCYAApCTB - WICHOB EBpasHiicKoro 3KOHOMHHECKOIo Co03d) - Onepaluu,
HNPOM3BOAMMbBIE € JICKAPCTBEHHLIMHM NpPEHAPATAMHM OT IHNPOXOMKIACHHS MPOMU3BOACTBEHHON CTajguu
BBINYCKAIOILEI0 KOHTPO/A /[0 3aBCPLICHHA TaMOKCHHOI IpOLEIypbl BLIIYCKA [Uld BHYTPCHHEIO
noTpediieHus NpU BBO3E JICKapCTBEHHBIX npenaparos B Poccuiickyto deaepaunio;

NpH IMpOH3BOJACTBE BHE Teppuropun Poccuiickoit @enepauud B OTHOIIGHHU JICKAPCTBEHHBIX
[IPEIIApATOB, BBO3UMBIX H3 rOCYIapcTB - 4icHOB EBpa3zuiickoro 7KOHOMHYECKOIO COI03a, - OHEpaluu,
[POM3BOAMUMBIC C JICKAPCTBEHHLIMHM IpEHApaTaMM OT I[POXOXKIACHHSA I[IPOMU3BOJICTBCHHON CTaJHH
BBITYCKAIOLIEI'0 KOHTPOJIS 10 Pa3MELLCHHs ICKaPCTBEHHbIX [IPENapaToB Ha (papMaleBTHHECKOM CKIIaje |
LPOXOMACHHS IIPOLIEAYP MOJATBEPIKACHHS COOTBETCTBHS JICKAPCTBEHHBIX MPENAPATOB;

"BropuyHas (norpeduTebeKas) yIaKoBKa JICKAPCTBEHHOTO pernapara’ - yIlaKoBKa, IOCTyHaromas K
HoTpedUTEN0 M CiyKallas A8 PasMELICHMs CAMHUYHON NEPBHYHON YHIAKOBKM JIEKApCTBEHHOIO
npenapara uiM oObeIHHSIOIAN HECKOIBKO NEPBUYHBIX YIAKOBOK JIEKaPCTBEHHBIX IPENapaToB;

"BBIBOJ1 M3 000POTA JICKAPCTBEHHBIX [IPenaparos” - peajusalus, Npoaaka u OTHYCK (B TOM HHCIE 110
pELENTY) JeKAapCTBEHHBIX IPENApaTos NOTpeOUTEI0, IPUMEHEHHE, IIEPe/lada Ha YHHYTOKEHHE, yTpaTa u
CIMCAHHUE JICKAPCTBEHHBLIX Ipenaparos, oTdOp 00pasuoB, BLIBO3 paHee BBE3CHHLIX B Poccuickyro
@epepaltio ICKAPCTBEHHBIX [IPENapaTos (PedKkenopT), a TAKKE BbIBOJA U3 000pPOTa 110 HHBIM IIPHYHHAM;

"rn00aibHblH  MACHTHQHUKALMOHHLIE  HOMEpP TOProBoH eAMHMUBLI" - YHUKAIbHBIH KO,
[IPUCBAUBACMBIH IPYIILIE TOBAPOB IIPH X OINUCAHHUH B HH(OOPMALIMOHHOM pecypce, 00eCeUHBAIOILEM Y4eT
1 XpaHeHHUe JOCTOBCPHLIX JaHHLIX O TOBApax 110 COOTBETCTBYIOLLEH TOBapHON HOMECHKIIATYpE!

"rpynnoeas yrnakoBka" - CrpyninHpOBaHHbIC YIIAKOBKH (IIEpBUYHAsN, BTOPHYHAA (0TpedHTENbCKa),
TPEeTHYHAS (TPAHCIIOPTHAS) YIAKOBKH JICKAPCTBEHHOIO Npenapara);

"rpynnoBoil koa" - cpeicTBO MACHTH(HKALIMH I'PYIIIOBOI YIAKOBKH JICKAPCTBEHHLIX [PEIapaTos,
YHUKaJIbHAS /Ul KaK10H OTJEIbHONH TPETHYHOH (TPaHCIOPTHOI) YHAKOBKH JICKAPCTBEHHOTO IIpenapara
KOMOMHALMA CHMBOJIOB, MPEJCTABICHHAS B BHJAC JIMHCHHOIO IITPUXOBOrO Koja, (GopMHpyemoro
IMUTEHTOM I'PYIIOBLIX KOJ0B;

"unenruduxarop npuMeHenus" - npedukce, npeacTasasoni codoil Habop u3 2 unu dosee 3HAKOB,
PACIIONIOMKCHHBIH B HAYAJIC MIEMECHTHONH CTPOKH M OJIHO3HAYHO ONpPEe/siomuii 3Hauenue 1 popMmar noJss
JAaHHBIX, CHEIYIOMIEro 3a npehUKcoM;

"MHAMBHAYAIbHBIN CEpUiHBIH HOMEP TOProBoH eaMHHUBI" - uHdpoBas UiH OYKBEHHO-UH(pOBas
[10CJIC10BATEIILHOCTD,
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"Kon npoBepkH' - CHMBOJIBHASL NOCHEAOBATEILHOCTD, MPEAOCTABIAEMAas OMNEPaTOPOM CHCTEMEI
MOHHTOPHHIA YMHTCHTAM CPCACTB HACHTH(HUKALMH JICKAPCTBEHHOIO Mpernapara 1 CoCToAIas U3 KI4a
[POBEPKH U DICKTPOHHOM MOINNCH;

"NeKapCcTBEHHbIE NPENapaTbl, MapKUPOBAaHHBIC CPEACTBAMH HACHTH(HKALMH" - JICKAPCTBEHHLIC
[IPeraparsl, HA KOTOPLIC HAHECCHbLI CPEACTBA MACHTH(MKALHH U JOCTOBCPHBIC CBEICHHA O KOTOPBIX B
YCTAHOBICHHOM HOPSAJIKE [1ePe/IaHbl B CUCTEMY MOHHTOPHHIA;

"MAapKHPOBKA YIIAKOBOK JIGKAPCTBCHHBIX NPENApaToB CPEACTBAMH MACHTH(HKALMH" - HAHCCCHHE
cpeicTB MiaeHTHHKALMH HA BTOPHYHYIO (IOTPEOHTENbCKYIO) YIAKOBKY JICKAPCTBEHHOIO Ipenapara (a
LIPU €e OTCYTCTBUM - HA IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO Npenapara);

"onuMcaHue JIEKApCTBEHHOIO lipenapara’ - IEPE4CHb XAPaKTEPUCTHK, Pa3sMELICHHbIX CYOBEKTOM
obpatlieHHs JIEKapCTBEHHbIX CPEACTB B COOTBETCTBYIOLIEM HHPOPMALMOHHOM pecypcee, 00ecedBaloLeM
Y4ET H XPAHCHHC JOCTOBEPHBIX JaHHBIX O TOBAPAX 110 COOTBETCTBYIOLICH TOBAPHONH HOMEHKIATYPE;

"nepBUYHAs  YIIAKOBKA JIGKAPCTBEHHOrO Mnpenapara" - CpPEACTBO MM KOMIUIEKC CPEICTB,
ofecricunBaloOMMX 3alIMTY JICKAPCTBCHHBIX [PCHAPATOB OT MOBPEIKACHUS H II0TCPb, BO3ACHCTBUSA
OKPYXKAIOUIEH Cpelbl, 3arpA3HCHMH M MMEIOLMX HENOCPE/ACTBECHHbIH KOHTAKT € JCKAPCTBCHHBIMU
[perapaTaMu;

"perucrparop  BbIOBITHA" - OpOrpaMMHO-ANNApaTHbIdA  KpunTorpaguueckud — KOMILICKC,
obecrieuuBaloMi  GOPMHPOBAHUE M PErHCTPALHIO IOPUAMYECKH 3HAYUMBLIX CBEACHHH O BBIBOJAC H3
000poTa JIEKapCTBEHHBIX MIPENapaToB;

"cepuiinblii  rno0anbHbI MACHTHQUKALMOHHLIA HOMEP TOProBOi CAMHUUBLI" - YHHKAIbHBLIH
HACHTUPUKATOP BTOPUHMHON (HOTPeOHUTENBLCKOM) YIIAKOBKH JICKAPCTBEHHOIO mpernapara (B cilydae ee
OTCYTCTBMS - HEPBUHHON YIIAKOBKH JICKAPCTBEHHOIO npenapara), QopMUpyeMblil 1yrem j1odaBlieHHs K
rnodanbHOMY MACHTH(HKALIHOHHOMY HOMEPY TOPrOBOM €MHHIbI HHHBH/YAIbHOI'O CEPHITHOIO HOMEpa
TOProOBOH ¢/IMHULLbI;

"cpencrBo wiaeHTUGhHKANMU" - YHHKAJIbHAS IMOCICOBATC/ILHOCTE CHMBOJIOB, IPEACTABICHHAS B
MAalIMHOYMTAEMOH (OPME MM € MCHOJIB30BAHHEM HMHOIO CPEACTBA (TEXHOJOIMU) ABTOMATHHECKON
naeHTHHUKALIMK, KOTOPAsh HAHOCUTCS HA YHNAKOBKY JICKAPCTBCHHBIX NPEHAPATOB METOAAMU MEYaTH WIIN
ITUKCTUPOBAHMSL;

"cyObekThl oOpalleHus JICKAPCTBCHHBIX CPEACTB" - IOPHAMYECKHE JHLA H HHAMBHAYAJIbHbLIC
[peAITPUHHMATENH, OCYLICCTBIAIOINE [TPOU3BOACTBO, XpaHeHue, BBo3 B Poccuiickyio @enepaumuio,
OTIYCK, peal3alLuIo, nepejavy, IPUMCHECHHE H YHHUTOMXKCHHUE JICKAPCTBECHHBIX [IPENapaTos;

"rpernunas (TPaHCIOPTHAs) YNAKOBKA JICKAPCTBCHHOrO Mpernapara” - IpynmnoBas yHakoBKa,
uClolib3yeMas JUld XPAHCHHsA, I[CPEBO3KH M IMEpPEMCIUCHHA JICKAPCTBEHHOIO IIpenapara Mekay
cyObekTamu 00paleH s JIEKapCTBEHHbIX CPE/ICTB;

"yeTpoiicTBO perucTpaumuu SMUCCHH" - POrpaMMHO-alnapaTHelil KPHIITOrpaUYCCKHl KOMILICKC
(kpunrorpaduyeckuii  KoHTpoUiep Oe30nacHOCTH), OOECHEHHBAIOUIMI [PEAOCTABICHHE AIMHMTCHTAM
CPe/CTB MACHTH(HKALMH KOAOB npoBepku, GopMUPOBAHME M PErHCTPALMIO B CHCTEME MOHUTOPHUHIA
IOPUAMYECKH 3HAYMMBIX CBEJICHMII O MAPKUPOBKE YNAKOBOK JICKAPCTBEHHBIX [PEHNApaToB CPEACTBAMH
naeHTHGUKALHY;

"(hacoBka  (ymakoBka)  JIeKapcTBEHHOro — npenapara’ - NPOM3BOACTBEHHAs  CTaus,
HpeycMaTpHBAOLIas MOMEIICHUE JIEKAPCTBEHHOTO NPenapara B NEPBUYHYIO YIIAKOBKY JICKAPCTBEHHOTO
[pernapara Uil BO BIOPHYHYIO (HOTPEOHTENBCKYIO) YIIAKOBKY JICKAPCTBEHHOIO [Ipenapara;

"IMUTEHT IPYNIOBOro kojaa" - cyObekT o0palleHus JICKAPCTBEHHLIX CPEACTB, OCYILECTBIAIOLIHIA
(hOpMHPOBAHHE U HAHECCHUE IPYIIIOBOI0O KOJA HA TPETUUHYIO (TPAHCIOPTHYIO) YIIAKOBKY JIEKAPCTBEHHBIX
[IpeIaparos;

"IMUTEHT CPEACTB HACHTH(UKALMK" - POU3BOHTEb JICKAPCTBEHHBIX CPEJICTB, OCYIUCCTBISIOLIHI
IPOM3BOICTBEHHYIO CTaauio (pacOBKM (YIAKOBKH) JICKAPCTBEHHOIO MNpenapara ¢ HAHECCHUEM CPEJICTB
uaeHTU(PHUKAIMH HAa BTOPUYHYIO (HOTPeOUTENBCKYIO) YIIAKOBKY JICKAPCTBEHHOIO npenapara (a npu ee

OTCYTCTBHM - Ha [EPBUYHYI0 YIIAKOBKY JIGKAPCTBCHHOIO Mperapara), - [pH [NPOU3BOJICTBE
JIEKapCTBEHHOrO npenapara Ha teppuropun Poccuiickoit @enepauuu, wind jepxkaresnb nubdo Bliajeler
PErHCTPALIMOHHOTO  YJOCTOBEPCHMs  JICKAPCTBCHHOIO  Ipenapara  (gagee -  PErHCTPAlLlHOHHOC

VIOCTOBEPEHHE) - [IPH [POMU3BOJICTBE JICKAPCTBCHHOIO Mpenapara BHe Tteppuropuu Poccuiickoi
@epepaluy, WM [PEACTABUTENLCTBO HHOCTPAHHOH OpraHusanuu  Ha Tteppuropun  Poccuiickoit
@eaepauuy, sBISIOLICHCS AepKaTeneM aH00 BIAJCIbLEM PErHCTPALHOHHOIO YIOCTOBEPEHUS, - IPH
[IPOH3BOCTBE JICKAPCTBCHHOTO Npenapara BHe Tepputopun Poccuiickoit enepaunu.
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Il. XapakTepucTUKu cpeacTBa naeHTUpUKaLMKU, Nnopaaok ero
HaHeCceHUA U TpeboBaHUA K CTPYKType 1 chopmarty MHpopmaumm,
KOTOPYIO COAEPXKUT CpeacTBO MaeHTU(UKaLun

3. CpeacrBo uAeHTU(GHUKALMH TPH HAHECEHHM Ha BTOPHUYHYIO (MOTPEOHTENILCKYIO) YIAKOBKY
JIEKApPCTBEHHOIro Iperapara (B cilydae €¢ OTCYTCTBHS - HA [CPBUYHYIO YIAKOBKY JICKAPCTBCHHOIO
[Iperapara) COOTBETCTBYET CACAYIOIIHM XapaKTePHCTHKAM:

a) ABYXMEPHbIH IUTPUXOBOH KOJ HAHOCHTCA TOYEYHBIMH CHMBOJAMH B COOTBETCTBHM C
TpedoBaHusiMU HauuoHanbHOrO cranaapra Poceuiickoil @enepauun (I'OCT P HCO/MDK 16022-2008
"Apromaruueckas wuaeHruukaums. Koampoanue wrrpuxosoe. Cneuudmkaunms cumBosmku Data
Matrix"), KOTOpbIH YTBEpKACH NpuKasoM DejiepaibHOIO Ar€HTCTBA 110 TEXHHHECKOMY PErYIMPOBAHUIO U
METPONIOTHH;

0) AByXMeEpHbIH IITPHXOBOH KOJ HAHOCHUTCH ¢ YPOBHEM Kiacca kawecrBa C wiM BblE B
COOTBETCTBHH ¢ TpebOBaHHAMH HalMoOHalIbHOro cranaapta Poccuiickoit @eaepauun (MOCT P UCO/MBK
15415-2012 "Mudopmannonnsie TexHonoruy. TexHonoruu asromaruyeckoil niaeHruduxanuu u cbopa
nanubiX. Crnenudukalus UCHBITAHHI CHMBOIOB IUTPUXOBOrO KOAA JUIsl OLICHKH KAauyecTBa ICUAaTH.
JdByMepHble CHMBOIBL"), KOTOPBIH yTrBep:KkaeH npukazoM DenepaibHOro areHTCTBa M0 TEXHHUYECKOMY
PEryIupoBaHUI0 U METPOIIOTHH;

B) JABYXMEpPHBIH ILITPUXOBOH KOJ HAHOCHTCS ICYATHIO € HCMOIL30BAHHEM METO/a KOPpEKLHU
owmndok ECC-200 B cOOTBETCTBHH ¢ TPeOOBAHUAMH HALMOHANLHOIO cTanaapTa Poccuiickoit @enepauun
(FTOCT P MCO/MDK 16022-2008 "Apromaruueckas uiaeHtnduxauus. Koaguposanue wrpuxosoe.
Cneunduxauus cumBoiimky Data Matrix"), koTopslii yrBepk/ieH npukazom @eepalibHOro areHTCTRa 10
TEXHHYECKOMY PEI'yJIMPOBAHHIO U METPOJIOIHH;

) [HpH HAHECCHHM CpPEJCTBA MJCHTH(MKALMK JICKAapCTBEHHOro npenapara ucnoib3yerca ASCII
KOJMpPOBAaHHE HA OCHOBE HauuoHanbHOro cranaapra Poccuiickoit @epepauuu (I'OCT P MCO/MDK
16022-2008 "Asromarnyeckas wiaeHTugukauns. Koguposanue mrrpuxosoe. Crietu@uxaiins CHMBOJIMKH
Data Matrix"), koropblii yrBepiKaeH npuxkazom DenepanbHOr0 AreHTCTBA [0 TEXHHYECKOMY
PEryJIUpPOBAHUIO U METPOJIOTHH.

4. CpenecHusi, coaepiKalldecs B CPCICTBE HACHTH(UKALMM, HAHOCATCA B BHAC JBYXMEPHOIO
LITPUXOBOrO KOJA HA IPOH3BOJACTBCHHON JIMHHM MCTOIAMH ICUYATH WKW JTHKCTHPOBAHHS CTHKCPOM,
HEOTJC/IHUMEIM OT YIIAKOBKH.

5. Mudopmanus, coaepxKallascs B CpeACTBE WACHTH(DHUKALMH, HMECT CACAYIOLLYIO CTPYKTYPY:

npu3Hak cumBoiauky Data Matrix - cumBol, uMmerowuii koa 232 B tadauue cumponos ASCIL

nepBast 'PyIna JaHHbIX - [100a/ibHbIH HICHTH(PUKALIHOHHBIA HOMEP TOPrOBOH €/IMHULbL, COCTOALLHI
13 14 undpoBbIX CHMBOIOB, KOTOPOMY npejuiectByeT uiaeHTudGukarop npumenenus (01);

BTOpAasi IPYILIA JaHHBIX - MHAWBHIyalIbHbLH CEPUHHBIH HOMED TOProBOH AMHULIbL, COCTOALIMIH 13 13
CUMBOJIOB LIMDPOBOI MM DYKBEHHO-LIU(POBOI MOCIEI0BATEIBHOCTH (JIATHHCKOIO alndaBuTa), KOTOPOMY
npeauecrsyer HiaeHTHUKaTop npumenenus (21). 3apepluarommuM CHMBOIOM /U1 2TOH IPYIIbL TaHHBIX
SBJSICTCS CHCLMABHBIA CUMBOI-Pa3ieInTe b, UMEIOIMH Ko 29 B Tabnuue cumsonos ASCII;

TPEThsl IPYIIIA JaHHBIX - KIIIOY POBEPKH, PEIOCTABISIEMbIH YMUTEHTAM CPEJICTB MACHTH(UKALINH
OICPATOPOM CHCTEMBI MOHMTOPHMHIA B COCTaBE KOJAa IPOBEPKH B COOTBCTCTBMH C HACTOSALIMM
[Tonoxkenuem, cocroamnii 13 4 cuMBOIOB (LU, CTPOUHBIX H NPONHCHBIX OYKB JaTHHCKOrO ajidaBura),
KOTOPOMY IPEALISCTBYET HACHTU(UKATOP IpuMeHeHHs (91). 3aBepluaiomumM CUMBOIOM JJ1s 9TOH IpyMIibl
JAHHBIX ABJIACTCA CHELHANbHBIH CUMBOI-PAa3elInTElb, HMEIOIHI koA 29 B Tabnuue cumsoios ASCII;

yeTBEpTas IpyNna JaHHBIX - YIEKTPOHHAS MOAMNHCh, NPEIOCTAB/IAEMAas IMUTEHTAM CPeiCTB
uACHTU(HUKALIMK ONCPATOPOM CHCTEMbl MOHHTOPHHIA B COCTABC KOJA IPOBEPKH B COOTBCTCTBHH C
HacrosituM [onoxennem, cocroduias u3 88 cUMBONIOB (LH(P, CTPOUHBIX H PONUCHBIX OYKB JTATHHCKOIO
andasuTa, a TAKIKE CHELHAIBHBIX CHMBOJ/IOB), KOTOPOI IpEeALIECTBYET HACHTHUKATOP NPpUMEHEHH s (92).

JlononHuTeNbHO HAa YCMOTPEHME AMHUTCHTA CPEACTB MIACHTUPHKALMK B COCTAB JIBYXMEPHOI'O
LITPUXOBOIO KO/a A0MYCKACTCs 10 TPETheil H 4ETBEPTOI IPYII JaHHbIX BKIOYCHHE!

ISITOH IPYIILL JAHHBIX - HOMEP CEPHH JICKAPCTBCHHOIO HIpernapara, CocToslui He Donee uem u3 20
CUMBOJIOB UM(DPOBOH MM DYKBECHHO-LIU(POBOIT NOCHEIOBATEIBHOCTH (JIATHHCKOrO andaBuTa), KOTOPOMY
npeauecrsyer HiaeHTHhUKaTOp npumenenus (10). 3apepluaiommuM CUMBOIOM JJI 9TOH IPYIIb! JaHHbIX
SBJISICTCS CHMBOJI-PA3/ICUTENb, UMCIOIMH Ko 29 B Tabnuue cumsonos ASCII;

IWECTOH IpyNnbl JaHHBIX - JlaTa MCTCYCHHHA CPOKAa TIOJHOCTH, KOTOPOH HpPEALLCCTBYET
uaeHTuduraTop npuMeHeHus (17). 3anuch YHCIOBBLIX CHMBOJIOB I JaThl UCTCUCHHS CPOKA rOJHOCTH

[okymeHT co3aaH B anekTpoHHoi chopme. Ne C3-1334/2019 ot 31.01.2019. UcnonHutens:Benorybey O.11. @ Npasurenscrso
Crtpanuua 13 n3 47. Ctpanuua cosgara: 31.01.2019 09:37 Mockoscxoii onactu




JIEKAPCTBEHHOTO Npenapara coctout u3 6 cumponos B gopmare "roa - mecsy - aeus” ("TTMMJ").

B Tex ciaywasx, Korjga Ha JaTy BbINYCKa NPOAYKLMH TOYHOE 3HAYCHHE JAaThl MCTEUEHHsS! CPOKa
roanocty B auax ("IJ") He yeranasiauBaeTcs, TO OMUTEHT CPEACTB WIACHTH(OUKALIMH YKA3bIBACT 3HAUCHUC
JaThl HA MEPBOC WIIM MOCIECHHEE YMUC/I0 MECslUa B COOTBETCTBHH CO CPOKOM TOAHOCTH, YTBEPKICHHBIM
HOPMAaTHBHOH JOKYMEHTAUUCH HA JeKapCTBEHHbIH Mpenapar.

TpeboBanua K NOCIEIOBATCILHOCTH TPYII JAHHBIX B CTPYKTYPE CPEACTB HIACHTHU(HKALUU
OPeABLABIAIOTCA K NEpBOH TIpymle JaHHBIX, KOTOpas BCErja A0KHA pacroiararbCsi B HA4ane
[OC/IEI0BATE/IBHOCTH CPeACTBA MACHTH(UKALMK, a TAKKE K TPEThbeH M YETBEPTOil Ipymram AaHHbIX,
KOTOPbIE PacroIaraloTcs B KOHLE MOCIEA0BATEIbHOCTH CPeICTBA HACHTH(PUKALMH.

HMunueuyaibHblil cepuitHbli HOMEP TOProBOH €{MHULbI ITEHEPUPYETCS € y4eTOM 00ECIeUeHHUs ero
YHUKQJIBHOCTH Ul KaXuA0r0o r100a/bHOro HACHTH(UKALIMOHHOIO HOMEPA TOPrOBOH ¢MHHULIbLI B TCHEHUE
BCEro cpoka ()YHKIIMOHHPOBAHMS CHCTEMbl MOHUTOPHHTA.

['nodanbublit MACHTH(OHKALMOHHBIA HOMEP TOPrOBOM CAMHHMLLI M WHMBH/YalbHbIA CEPHHHbINA
HOMEP TOProBOil ¢IMHHLIbI AYOMUPYIOTCS B BUJIE YMTAEMOI'0 NEYATHOIO TEKCTA.

lll. Mopsagok nony4yeHUsa KOAOB NPOBEPKU U FPYNNOBOro Koga

6. [lonyuenue sMuTeHTAMU CPEACTB MACHTU(HKALUY OT OIEPATOPa CHCTEMbl MOHUTOPUHIA KOIOB
[POBEPKH OCYLICCTBIISACTCS ¢ HCHOIb30BAHHEM YCTPOHCTB PErHCTPALIME YMHCCHH.

7. OMMTEGHT CpPeACTB MACHTH(HKALMM, 3apPErUCTPUPOBAHHBLIT B CHCTEME MOHUTOPHHIA,
HPEACTABIAECT ONEPATOPY CHCTEMbI MOHMTOPHMHIA 3asBKY Ha MOJYMEHME KOJOB HPOBEPKH. 3asiBKa
HAlpaBisieTCsl  IMOCPEJICTBOM  UCMONL30BAHUS  YCTpOUCTB  peructpaumn  dmuccun. [lpu  srom
B3auUMO/IelicTBUE YCTPOHCTB PErHCTpalMi YMHCCHH ¢ HH(POPMALIMOHHBIMH CHCTEMAMU IMUTCHTA CPECTB
ueHTUPUKALIMK OCYLIECTBIACTCH € MCHOb30BaHHEM (OPMATOB AaHHLIX, Pa3sMELIAEMBbIX OICPATOPOM
CHCTEMbl ~MOHHTOPHHIA Ha O(UUMAILHOM  CcaiiTe ONeparopa CHUCTEMbl  MOHMTOPHHTA B
HHPOPMALHOHHO-TEICKOMMYHHKAMOHHOM cetH "HMuTepuer”. 3asBka Ha NMOJYYCHHE KOJIOB MPOBCPKH
COZICPIKHT:

a) cepuilHbI rnoOaNbHLIE  MACHTH(UKAUMOHHBIE HOMEP TOProBOil EIMHHUIBI B ciydae
(OPMHPOBAHHA HHAMBHIYAbHOIO CCPHHHOIO HOMEpa TOProBOH CIMHMLBI IMUTCHTOM CPEACTB
uaeHTHGUKALHH;

0) rnodanbHbli HACHTH(UKALIMOHHBI HOMEP TOPrOBOH €AHHHLbI H KOJIHYECTBO MHIMBHIYAIbHBIX
CepUHHBIX HOMEPOB TOProBOH ¢AMHHULI B ci1y4yae GOPMUPOBAHHA HHAWBUAYATLHOIO CEPHHHOIO HOMEpa
TOProBOi eJHHHLIEI ONEPATOPOM CHCTEMbI MOHUTOPUHIA.

8. Kozbl 1poBepky NpHCBaHBAIOTCS ONEPATOPOM CHCTEMbl MOHUTOPHHIA JUIA KAXK/JI0I0 CEpUITHOTO
r100a1bHOro HACHTH(HHUKAIHOHHOIO HOMEPA TOPIroBOH €MHHLIbL.

Onepatop cHCTEMbl MOHUTOPHHIA HE 03/HEE 2 HACOB ¢ MOMEHTA HOJIYHEHHs 3aBKH Ha [10J1yHEHUE
KOJI0B IIPOBEPKH HANPABIISAET IMHUTECHTY CPEACTB HACHTU(UKALIMN CIIMCOK JaHHBIX (cepuilHbie IodaibHble
WACHTH(UKALIHOHHBIC HOMEPA TOProBOM CAMHHIIBI M KOJbI NPOBEPKH) ULl MAPKHPOBKH YIAKOBOK
JIEKAPCTBEHHBIX IIPENAPATOB CPEACTBAMM MACHTH(UKALMY U PETHCTPUPYET HX B CUCTEME MOHMTOPHHIA €
HOMOUIBIO YCTPOHCTBA PErUCTPALIMH IMUCCHH.

9. Oneparop cHCTEMbI MOHUTOPHHTAa OOECHEUMBACT [OJYYCHHE DMHTEHTAMHM CPEACTB
HICHTU(HUKALIMK KOJOB IPOBEPKH IOCPCACTBOM OCHALICHUA AMHTCHTOB CPCACTB HJACHTU(UKALHU
YCTPOHCTBAMYU PErHCTPALUN IMHCCHH. YCTPOHCTBA PErHCTPAlMU IMHUCCHH NPEAOCTABIAIOTCA IIYTEM HX
[epeJadyd MHUTEHTAM CPeACTB HAeHTU(UKAUMKM NHOO myTeM NojyyeHHs WH(OPMALMOHHOH CHCTEMOH
OMUTCHTA CPEACTB MACHTH(HKALMH YAAICHHOIO JOCTYIA K TakuMm ycrpoiicram. Pemenne o Beibope
crioco0a OCHALICHHS NIPHHUMACTCA YIMUTCHTOM CPEACTB UACHTH(HKALIMN.

OcHallieHHe IMHTEHTOB  CPEACTB  MJACHTH(UKALUM  YCTPOHCTBAMM  PErHCTPALMH  IMUCCHH
OCYLUECTBISACTCA OIEPATOPOM CHCTEMbl MOHUTOpHHIa Ha ©Oe3Bo3mesiHoH ocHoBe. B uemsx rtakoro
OCHALUECHHS HMHUTEHT CPEACTB HMACHTH(QUKALMM 3aK/II04AET € OHEPaTOPOM CHCTEMbI MOHHTOPHHIA
JOrOBOPbL, COJACPIKAIME B TOM HHCIE YCIOBHS HPEIOCTABICHUS TAaKOro o0Opy1oBaHHs M €ro
pernaMenTHoro oOcaykuBanus Ha OesBosmesfHod ocHose. Tunosas dopMa TakuxX JIOroOBOPOB
yIBepik1acTess MUHHCTEPCTBOM IPOMBIIIICHHOCTH U Toprosiin Poccuiickoil @enepatuu.

[IpenocTaBieHHOE OMUTEHTY CPEACTB  WMACHTHQMKALUMM YCTPOHCTBO PErHCTPALlMM  DMUCCHH
HOJJICKUT PEFUCTPALIMK ONEPATOPOM CHCTEMbl MOHHTOPHHTA.

10. I'pynnosoii ko hopMupyeTcs Ha OCHOBaHUH MexKrocyaapersennoro crangapra (F'OCT ISO/IEC
15417-2013 "MudopmaluonHbie TEXHOIOHH. TEXHONOrHH aBTOMATHYECKOH HaeHTH(HKAUKMKH H cdopa
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nannbix. Cnenudurkanus cuMBonuku wrpuxosoro koaa Code 128"), KOTOpbIA yTBEPHKICH NPHUKA30M
@eaepaibHOTO AreHTCTBA M0 TEXHUYECKOMY PETYIMPOBAHMIO U METPOJIOTHH, H COACPHHT CHSIYIOLLYIO
CTPYKTYPY JaHHBIX:

uaeHtudukarop npumenenus (00);

CHMBOJI PACLIHPEHHS IPYIINOBOIO KOJA;

PerHCTPALMOHHBIH HOMEp cyObekra oOpalleHHs JEKapCTBEHHbLIX CPEeICTB, IOJYYCHHLIH B
un(opManHOHHOM pecypce, obecneuHBaloIieM yYeT M XpPaHCHHE JOCTOBEPHBIX JAHHBIX O TOBapax 110
COOTBETCTBYIOLIEH TOBAPHONH HOMEHKIATYPE;

MH/IMBH1yallbHbIH CEPUHHBIIT HOMEDP TOProBOM €AHHUILBI;

KOHTPO/IbHAs CyMMa (4MCII0, BBIMHCIACMOE 110 CHELMAIBHOMY IFOPUTMY M3 HPCALIECTBYIOLMX
uudp U ciayraliee JUlst rapaHTHH LEJI0CTHOCTH JaHHBIX ).

Ceenenus, BKIIOUCHHBIC B IPYIIOBOM KO, MOrYT AyOiaMpoBaThes B BHAC YUTAEMOrO MEHATHOIO
TEKCTA.

[pynnoBoii Ko TreHEpUPYETCss M HAHOCUTCH HA TPETHUHYIO (TPAHCHOPTHYIO) YIAKOBKY
JIEKapPCTBEHHOTO MpeNapara YMHTEHTAMH MPYHNIOBbIX KOJ0B METOAAMH [1€UATH WIH ITHKCTHPOBAHHUA.

IV. MpaBuna co3gaHus, BBoAa B 3KCNnyaTauuio, aKcnnyaTtauum
M BbiBOJA U3 IKCMNNyaTauuu CUCTeMbl MOHUTOPUHra

11. Coznanue, pa3BuTHE, BBO/L B IKCILTYATALHIO, YIKCILIYATALIHS U BbIBOJ U3 HKCILIYATALUH CHCTEMBI
MOHHTOPHHIA  OCYLICCTBIAIOTCSH  OINCPATOPOM  CHCTEMbI MOHMTOPHHIA [0  COIVIACOBAHHIO €
Munucrepcrsom 3apasooxpaneHus Poccuiickoit @enepaunu u @enepainbHoi cnyx00i 1o Hajzopy B
chepe 31paBoOXpaHEHHS B COOTBETCTBMM € TpPeDOBaHMAMH K HOPSJKY CO3jaHHs, Pa3BMTHH, BBOJA B
IKCIIYaTALMIO, IKCILIYaTALMH U BbIBOJA M3 IKCILIYATALMH IOCY1aPCTBEHHbIX HH(POPMALIMOHHBIX CHCTEM
N JAJIBHCHINEIO XpaHeHus cojaepikalueiicss B MX 0asax AaHHbIX MHQOPMALMM, YTBEPHKICHHBIMH
nocranosnenueM Ipasurenscersa Poceuiickoit @enepauun ot 6 urons 2015 r. N 676 "O tpebosanusx k
HOPAJKY CO3JaHMsA, Pa3sBHUTHs, BBOJA B JKCIUIYATALMIO, IKCIUTY4TallMM W BBIBOJA M3 OJKCILTyaTalMu
roCy1apCTBEHHbIX HH(POPMALMOHHBIX CHCTEM M AAJBHEHLIENO XpaHeHus cojcpikalieics B ux Oazax
JaHHbIX HHpOpMauuK", n HacToAMM [lonomKeHHeM.

12. Co3panue, pasBUTHE U DKCIUIYATALIUS CUCTEMbl MOHHTOPUHIA OCYILLECTBIISIOTCS HA OCHOBE:

a) obecreuyeHHs [OJHOTHL, [OCTOBEPHOCTH, COXPAHHOCTH IPHHUMAEeMOH M nepeaaBacMoi ¢
UCIIOJIL30BAHUEM CHCTEMbl MOHHTOPUHIA HH(OPMALIMH, @ TAKIKE CBOCBPEMCHHOCTH €€ NPEJ0CTABICHHU;

0) 0e3BO3ME3AHOCTH NPEAOCTABICHHA [IPOU3BOUTEIIAM JICKAPCTBCHHBIX CPEACTB COJACpKaLIciics B
CHCTEME MOHHTOPUHIAa MH(POPMALMK O CCPHAX M NAPTUAX JCKAPCTBCHHBIX IIPEHApPaTOB, POH3BOAUMBIX
UMU M Haxo[sluxcs B rpaiianckom obopote B Poccuiickoil @enepauny;

B) €IMHCTBA OPraHU3allHOHHO-METOANYECKOro 00eCcneyeH st CUCTEMbL MOHHTOPUHI'A;

r) obecredeHus UCHONb30BAHHA EIAMHBIX PEECTPOB, KIACCH(PHUKATOPOB U CHPABOYHHKOB CHCTEMbI
MOHHTOPHHIA, B TOM 4Hc1¢ 005A3aTe/IbHbIX Ul IPUMEHCHHS B HH(OPMALMOHHBIX CUCTEMaX IOPHIMUECKHX
JIMIL M HHAMBUAYAIILHBIX HpeatpuHuMarenei, ykasanusix B vactax 7 u 10 crareu 67 @enepanbHoro
zaxoHa "O0 oOpaleHuy JIeKapeTBEHHBIX CpeacTs';

1) obecrieueHus PEriIaMEHTHPOBAHHOIO AOCTYIIA K CHCTEME MOHHTOPHHIA;

¢) OecriepedoiiHOCTH PabOThl CHCTEMbI MOHHTOPHHIA.

13. Cucrema MOHHTOPHHIA BBOAMTCA B OIKCILIyaTauuio pabouei rpynmnoi, dopmupyemoi
OICPAaTOPOM CHCTEMbl MOHMTOPHHIA C YYacTHEM [peACTABUTENCH 3aMHTEPECOBAHHBIX (eaepanbHbIX
OPraHoOB HCIOJIHHTEILHOH BIACTH.

14. Cucrema MOHHTOPHHIa 00ecreuHBaeT:

a) NPOBEPKY JIOCTOBEPHOCTH CPEACTE MACHTH(DUKALIHU;

0) mpocieKUBAEMOCTh JBMIKCHHS JIEKAPCTBEHHBIX MPEIAPATOB OT IPOU3BOIUTES! 1EKAPCTBEHHBIX
CPEICTB 10 KOHEUHOTO NOTpeOnTEeIs;

B) OnokupoBaHue IpuHATHS HH(POpPMALMH, [PEICTABASEMOH B COOTBETCTBHHM C HACTOSLIMM
[Monoxenuem B cHCTEMY MOHMTOPHHTA.

15. Cucrema MOHHTOPHHIA COACPHKUT CIACAYIOLUYIO HHOPMALHIO:

a) cBeAeHUs! 0 cyObeKkTax o0pallleHus JICKapCTBEHHbIX CPE/ICTB;

0) cBenenus 0 IeKapeTBEHHBIX Mpenaparax v 0d ux odbopore.

16. OCHOBHBIMH HCTOYHHUKAMH HH(OPMALIMU, COACPKALLCHCA B CHCTEME MOHHTOPHHIA, ABIIAIOTC:

a) cyOBbEKThl 00pallleHHs JICKAPCTBEHHBIX CPEICTB;
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0) denepanbuble opraHbl UCHOJHUTENLHON BIIACTH NPH OCYLIECTBICHHH UMHU CBOMX (DYHKUMI C
HCIOJIb30BAHUEM FOCYIAPCTBEHHBIX HH(POPMALIMOHHBIX CHCTEM.

17. KoappuuueHT 10CTYNHOCTH CHCTEMbl MOHUTOPHHIA COCTAB/IAECT HE MeHee 99.5 npouenTta 0¢3
ydeTa 3allIaHHPOBAHHEIX IIEPHOA0B 00CIYKHBAHUA.

Texuuueckoe 00C/Iy)KHBAHHE CHCTEMbl MOHHTOPUHIA MPOBOAMTCS HE Hame 4 pa3 B roj, nepuos
TEXHHYSCKOIro obCyKHBAHMS cocTaB/seT He BGonee 24 yacos.

V. NMopaaok B3aumMoaencTBUA CUCTeMbl MOHUTOPUHra
C WHbIMM rocyaapcTBeHHbLIMU MH(POPMALNOHHLIMU CUCTEMAMMU
¥ MHOPMALIMOHHLIMK CUCTeMaMu cy6LekToB o6palweHun
NeKapcTBeHHbIX CpeacTs

18. Cucrema MOHMTOPHHIA B3aUMOICHCTBYET €O CHEAYIOMUMH HHPOPMALMOHHBIMH CHCTCMaMH!

a) CMHbBIH peecTp JIMLECH3HI HA MPOU3BOCTBO JICKAPCTBEHHBIX CPEIACTB;

0) eauHBld peecTp JMHMLUEH3HHA, B TOM YHCIC JIMLUEH3HH, BBIIAHHBIX OpraHaMH rocy1apCcTBEHHOH
BractH cy0bekToB Poccuiickoil ®enepauuu B COOTBETCTBHH € [EPEIAHHBIM [MOJIHOMOYHEM 110
JIMLEH3UPOBAHUIO OT/CILHBIX BUJIOB JCATCILHOCTH B c(hepe OXpaHbl 3110POBbS;

B) €JiMHas rocyapcTseHuas nHMOPMaLHOHHAs cucTeMa B cepe 3 paBooXpaHcHHS;

I') €MHBIH FOCYIAPCTBCHHBIH peecTp IOPHANYESCKHX JIHLL

1) €AMHBIH FOCY1apCTBEHHBIH PeecTp HHAWBUAYAILHBIX NPSANPHHUMATENICH;

¢) rocylapcTBEHHbIl peecTp AaKKpeAMTOBaHHbIX (DMIMAIOB, [PEJACTABHTEIBCTB HMHOCTPAHHBIX
FOPHAMHECKUX JINLL,

’K) aBTOMaTH3HpOBaHHas uHopmauHoHHas cuctema DejepaibHol cny:xk0bl 110 Haa30py B cepe
34paBOOXPAHECHU;

3) Enunas apromatusuposanHas HHGOPMALHOHHAA CUCTEMA TAMOKCHHBIX OPraHOB;

1) HHGDOPMALMOHHBIC CUCTEMBI CYOBEKTOB 00pallieHus IEKapCTBCHHBIX CPEACTB.

19. Ceenienns, NpeiCTaBIsieMble NOCYAAPCTBEHHBIMH HH(OPMALHOHHBIMU CHCTEMAMHU (e/IepaibHbIX
OPraHOB MCIOJHUTE/IBHON BIACTH B CHUCTCMY MOHUTOPHHIA, @ TAKKC CBEACHMA, NEpEJaBacMbie M3
CHCTEMbI MOHHTOPHHI A, IPUBECHB! B ripuioxkeHuu N 1.

20. B pamkax uH(pOpPMALMOHHOIO B3aMMOJACHCTBHSA CHCTEMA MOHUTOPHUHIA OCYILECTBISACT OOMCH
CBEACHHAMH C I'OCYJAPCTBCHHBIMU MH(OPMALMOHHBLIME CHCTEMAMU 3aHHTCPECOBAHHBIX (helepanbHbIX
OpPraHoOB HCIIOJHHUTE/IBHOH BIACTH M OPraHoB HMCHONHHMTENLHOH Bnactu cyOdbekroB Poccuiickoil
Depepaunu, B TOM qHcie [OCPEACTBOM HHPPACTPYKTYPEL, odecneynBarouieii
UH(GOPMALIMOHHO-TEXHOIOIHYECKOE B3aUMOjIcicTBIE MH(OPMALIMOHHBIX CHCTEM, HCHOIB3YEMbIX st
LPEAOCTABICHHS IOCYIAPCTBEHHBIX M MYHHLMIAIBHBIX YCAYI M UCIOJHCHHS IOCYJapCTBEHHBIX U
MYHHLHMIAIBHBIX (PYHKLUMHA B 21eKTPOHHOIT dopme.

CreremMa MOHHTOPHHIA IMOAKIIOHMACTCS K CAMHOH CHCTEME MEHKBEIOMCTBEHHOI'O JIEKTPOHHOIO
B3aUMOJICHCTBHUS B COOTBETCTBMM ¢ nocraHosneHueM [Ipasurenscrsa Poccuiickoit @epepauuu or 8
certsiopst 2010 r. N 697 "O eaunoil cucremMe MEKBEIOMCTBEHHOIO MIEKTPOHHOIO B3auMOJCHCTBUS" Ha
0e3B03ME3/IHOH OCHOBE.

21. BzauMOAeHCTBHE CHCTEMbl MOHHMTOPHHIA ¢ MH(OPMALMOHHBIMH CHCTEMAMH CYOBEKTOB
ofpalleHHs JIEKAPCTBCHHBIX CPEACTB OCYLICCTBIACTCA MOCPEACTBOM HHGPOPMALHOHHBIX ICKTPOHHBIX
CEPBHCOB € HCIO/IL30BAHMEM CTAHJAPTHLIX IPOTOKOIOB U HHTCP(EHCOB MIEKTPOHHOIO B3aHMOICHCTBHSL.

22. TexuuueckHe CTAHAAPTbl H TPEOOBAHMS K TEXHOJNOIHYECKOH COBMECTHMOCTH CHCTEMBI
MOHHTOPHHIra ¢ MH(QOPMALMOHHBIMU CHCTEMAMH, yKa3aHHbIMH B nyHkre 18 nacrosmero [lonoxenus,
YCTAHABJIMBAIOTCA  ONCPATOPOM  CHUCTCMbl  MOHMTOPHHIA B COOTBETCTBHH ¢  TpeOOBaHHAMU
sakoHoarenscTBa Poceuiickoit @enepanuu B cepe HHPOPMALIMOHHBIX TEXHOIOTIHI 110 COTNIACOBAHUIO ¢
MunucrepcrBoM 1H(pPOBOIO pa3BUTUs, CBSI3H M MAacCOBbIX KoMMyHHKauui Poccuiickoil @enepauun u
ornepaTopoM HH(POPMALIHOHHONH CUCTEMBI, ¢ KOTOPOi OCYILIECTBIAETCS B3aMMO/ICHCTBHE.

VI. NMopsgok BHeceHUs MHhpopMaLMKn O NeKapCTBeHHbIX
npenapartax B CUCTEMY MOHUTOPMUHra cybbektamu obpaweHus
neKkapcTBeHHLIX CpeaACcTB U ee COCTaB

23. Buecenune uH(GOpMaLHH O JCKAPCTBCHHBIX [IPENapaTax B CHCTEMY MOHHTOPHHIA IIPOM3BOANTCA
cyObeKTaMu 00palleHUs JICKAPCTBEHHbBIX CPEACTB IOCIE MPOXOMACHHS HMH PETHCTPALHM B CHCTEME
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MOHHTOPHHIA M NPEAOCTABICHHS UM JIMYHOI0 KabuHeTa cyObekTa 00palllcHHs JICKaPCTBEHHBIX CPEICTB.

Perucrpauus cyObekToB o0pallicHHst JCKApCTBCHHLIX CPEACTB B CHCTEME MOHHTOPHHIA M
OPeJOCTABICHHE JIMYHOIO KabMHETa OCYIIECTBIAIOTCS HA OCHOBAHHMHM [JOCTOBEPHBIX CBECACHHIA,
[OPEJCTABICHHBIX CYOBEKTAMH OOpAllCHHs JICKAPCTBCHHBIX CPEICTE B CHCTEMY MOHHTOPHHIa B
J]ICKTPOHHOM BHJIE, H JOKYMEHTOB, NpejacraBisieMblXx B Deaepansuyro cinyx0y mo Haazopy B cdepe

3ApaBoOXpaHcHHA.
24. Jlns  OCYIICCTBICHMS PerdCcTpalud B CHCTEME MOHHTOPHHIA CYOBEKTHl oOparieHus
JIEKAPCTBEHHBIX CPEJCTB - OpraHM3allii, I[IPU3HABACMbIE HAJOIOBbIMH pesuaeHTamu Poccuiickoi

Depepalini, MHAUBUAYAIBHBIE NPEANPHHUMATEIH W HPEACTABUTE/ILCTBA HHOCTPAHHBIX OpraHu3auuii Ha
tepputopun Poccuiickoil @epepaniuy, siBISIOUIMXCS ACPIKATEIAMHI HIIM BlIaIC/IbLAMY PErUCTPALlHOHHOIO
YAOCTOBEPEHMs, BHOCST B PEIMCTPALMOHHYIO (POpMY CHCTEMbl MOHMTOPHHIA, Pa3sMEIIEHHYIO Ha
oQHUUMATBEHOM CcalTe ONepaTopa CUCTEMbl MOHUTOPHHIA B MH(OPMALMOHHO-TEICKOMMYHHKALMOHHON
cet "Uurepuer", B OJIEKTPOHHOM BHAC CHCAYIOIIME CBCACHMS, NOJANHCAHHBIC YCHICHHOH
KBAIHDHUHPOBAHHON  AICKTPOHHOH MOANHCLIO PYKOBOAMTENS OpraHusanuu  (IpeicTaBUTEILCTBA
MHOCTPAHHOH oOpraHu3auMu  Ha Teppuropun  Poceuiickoit @exepauud) WM UHIAMBHAYAIBHOIO
npeArpUHHMAaTEeIs:

HCHTH(QHUKALMOHHBII HOMEP HAJIOIOIIATE/bIIHKA;

CBCJCHHs O HAIUYMH MO0 00 OTCYTCTBHH JIMLECH3HH HA IPOM3BOJCTBO JICKAPCTBEHHBIX CPEICTB,
JIMUEH3MM Ha (PapMalEBTHYCCKYIO [CATE/IbHOCTh (BK/IIOYAs ONTOBYID H PO3HHYHYI) TOPrOBIIO
JICKAPCTBCHHBLIMH CPEACTBAMH) M JIMLICH3HH HA MEAHLMHCKYIO JICATCILHOCTD]

(hamuiimst, UMsl, OTHECTBO (IPH HAJIMYKK) H Te/e(POH KOHTAKTHOIO JIMLA;

aJipec MEKTPOHHOH MOYThL

CyObextbl OOpallleHMsi JIGKAPCTBEHHBIX CPEJACTB - OPraHu3alMM, [PH3HABACMbIC HAJIOIOBBIMH
pesuaentamu Poceuiickoii @ejepauny, HHAMBUIYAIBHBIE IPEANPHHHMATEIN, HE MMCIOLLME JIMLICH3MH HA
[POH3BOJACTBO JICKAPCTBCHHLIX CPEJICTB, JHMLUCH3WH Ha (apMalEBTHHECKYIO [CATENbHOCTh (BKJINOYast
ONTOBYIDO M PO3HUYHYI0 TOPIOB/IIO JICKAPCTBCHHBIMH CPEACTBAMHM) M JIMLCH3HH HA MCAMLMHCKYIO
AEITENLHOCTb, @ TAKKE NPEACTABUTE/IBCTBA MHOCTPAHHBIX OpraHu3auuit Ha teppuropuu Poccuiickoi
Deaepauuy, SBIAIOMMXCA ACPKATEAAMY MW BJAACIBLUAMH PErHCTPALHOHHOIO YIOCTOBEPEHUA M HE
UMCIOLIMX JIMLCH3UH HAa IPOH3BOJACTBO JICKAPCTBCHHBIX CPEACTB, JIMLCH3HH Ha (DApMALCBTHUYCCKYIO
AEATENLHOCTD (BKIIIOUAs ONTOBYIO H PO3ZHUYHYIO TOPrOBIIIO ICKAPCTBCHHLIMH CPEACTBAMK) U TMLCH3UH HA
MEAHUMHCKYI0 JCATCABHOCTh, HE Mo3jiHee 10 KaleHIapHbIX [AHEH ¢ [aThl BHCCCHUS CBCJICHHH,
[OpeIyCMOTPCHHBIX ad3alaMyd  BTOPBLIM - [IAThIM HACTOALICIO [YHKTA, HPEIACTABISAIOT TaKXKe B
Qepepanbuyto cnyx0y nmo Hagzopy B cepe 31paBOOXPAaHCHHS 3aABJICHHE O PErHCTPALMU B CUCTEME
MOHMTOpHHIA (Jajee - 3asBicHUE) Ha OymaskHOM HocuTene 1o dgopme, yreepixaaemoil Munucrepersom
3apaBooxpanenus Poccuiickoi @enepauun.

25. Jlns  ocyllecTBICHHMS PErucTpalMd B CHCTEME MOHMTOpPUHIA CyOBeKTbl oOpalieHus
JIEKAPCTBEHHBIX CPEACTB - MHOCTPAHHbIC OPraHM3aLUM, SBISIOMIHECS JCPHKATEIAMH WM BiIAJC/IbLAMU
PErHCTPALIMOHHOIO  VJIOCTOBCPEHMs, HE [PHU3HABACMBIC HAJNOTOBBIMU pesujaeHTamu  Poccuiickoit
@enepaltut M HE MMEIOIIME IPEACTABUTENLCTB Ha Tepputopun Poccuiickoit Denepanuu, BHOCIT B
perucTpalHoHHy0 (GOpMY CHCTEMbl MOHMTOPMHIA, Pa3MEIUCHHYIO Ha o(uUHanbHOM calTe oneparopa
CHUCTEMbl MOHHTOPHHIA B HH(OPMALIMOHHO-TEICKOMMYHHKALMOHHOH cetd "Hutepuet"”, B 211eKTpoHHOM
BHUJIC CIICIYIOLINE CBEACHUA:

HAUMEHOBAHHE JACPKATEIIA WIK BlIAJeNbLA PErUCTPALHOHHOIO YI0CTOBEPCHHS;

KOJ1 HAJIOTOILIATe/bIIHKA B CTPAHE PErHCTPALIHH;

KOJI CTPaHbl PErHCTPaLUu;

(hamuius, UM, OTYECTBO (MPH HAJIIMYHH) H Te/Ie(POH KOHTAKTHOIO JIHLA;

aJIpec MEKTPOHHOH MOYTBL

YnonHoMO4eHHbIE PEACTABUTENN CYObEKTOB 0OpallieHHs JICKAPCTBEHHBIX CPEACTB - HHOCTPAHHbIX
OpraHM3aLui, ABISIONMXCS JACPKATEIAMH HIM BAAJC/IbLAMH PErHCTPALMOHHOIO YJOCTOBEPCHUA, HE
[IPU3HABAEMbIX HAIOIOBBIMH pe3uaeHTaMu Poccniickoii Deepatinu 1 He MMEIOLIMX 1IPE/ICTABUTENBLCTB HA
Teppurtopun Poceuiickoit @eaepauun, He nosanee 10 kaneHaapHbIX AHCH ¢ 1aThl BHECCHHUS CBEACHUI,
HPeAYCMOTPCHHBIX a03allaMu  BTOPLIM - LIECTHIM HACTOALICTO MYHKTA, IPEACTABIAIOT TAKKE B
@epepanbuyto  cayxdy 1o  Haasopy B cdepe  34paBOOXpAHEHMSI OPUIHHANBLL  JIOKYMEHTOB,
HOATBEPIKAAIOIINX MPABO MPEACTABICHH MHTEPECOB YKa3aHHbIX CYOBbeKTOB 00OpallieHUs JICKAPCTBEHHBIX
CPEICTB, M 3adBlICHHC Ha OymMaxkHOM Hocutene 1o GQopme, YIrBepKACHHOH MuHucrepersom
sapasBooxpanenus Poccuiickoi @enepauuu.

[okymeHT co3aaH B anekTpoHHoi chopme. Ne C3-1334/2019 ot 31.01.2019. UcnonHutens:Benorybey O.11. @ Npasurenscrso
Crtpanuua 17 ns 47. Ctpanuua cosgara: 31.01.2019 09:37 Mockoscxoii onactu




26. ObpadoTka 1 NPoOBEPKA CBE/ICHUH, NPEICTABIACMBIX B CUCTEMY MOHHTOPHHIA U1 PErHCTPALUH,
HNPOM3BOAMTCA B ABTOMATHYECKOM PEKHUME, B TOM YHMCIEC NOCPEICTBOM B3aHMOJCHCTBHA € WHBIMU
rOCY/IapCTBEHHBIMH ~ HH(OPMALMOHHBIMH ~ CUCTEMAMH C  HCHOIBL30BAHHEM  CIHHOH  CHCTEMBI
MEKBCIOMCTBEHHOIO JIEKTPOHHOIO B3aHMOJACHCTBUA, B TeueHHe 14 pabouux aHel ¢ Jarbl nojgadu
cyOBbeKTamMu 00palieH s ICKAPCTBEHHBIX CPEACTB CBCACHHH B CHCTEMY MOHHTOPHHIA.

Denepaneuas  ciny:kba no Haazopy B cdepe 3ApaBOOXpaHEHHMs PacCMAaTpPHBACT 3asBIICHMHS,
[PEJCTABICHHbLIC B COOTBETCTBUM ¢ ad3auem wecTeiM nyHkTa 24 Hacrosuero Ilonoxenns, a takike
3asiBJICHHUSI M OPUIMHAJBL JOKYMEHTOB, [IPECTABICHHBIC B COOTBETCTBUM ¢ ab3alleM ceibMbIM ITYHKTA 25
nacrositero [lonosxenus, B cpok He Oonee 5 pabouux aHel v nepejnaet MHGOPMALKIO O pe3yibTaTax
paccMOTpEHUs 3asBACHUI U OPUIHHAIOB JOKYMEHTOB B CHCTEMY MOHUTOpPUHIa B TeueHue 1 pabouero aus
CO JIHS HPHHATHS COOTBETCTBYIOLIEIO PELLCHMUS.

Pemenue o peructpanuu (06 orkase B peructpanun) cydbekra odpalleHus JICKapcTBEHHbIX CPEIACTB
B CHCTEME MOHHTOpHHIa npunumaercs Menepanbroil cnyxOoil no Hausopy B cdepe 31paBooxpaHeHUs
HnocpeacTBOM PyHKIMOHANA CUCTEMbl MOHHTOPHHTA.

Pemenne o peructpanuu cydbexra obpaliiecHust 1KapCTBCHHBIX CPEJICTB B CHCTEME MOHMTOPHHIA
[IPHHUMACTCA [IPH OTCYTCTBHH PacXOiKIACHUH Mexay HHpopmauuei, npelycMOTPEHHON 3asBICHHEM, U
CBEACHHUAMH, BHECCHHBIMH B CHCTEMY MOHHTOPHHra (B ciyuasx, KOrja 3asBJICHHS IOJABAINCL B
COOTBETCTBHH ¢ ad3auamu 1ecThiM NyHKTa 24 U ceabMbIM NyHKTa 25 Hacroswero Ilonoxenus), u npu
HOATBEPIKACHHH JOCTOBEPHOCTH CBEICHHIL, BHECCHHBIX B CHCTEMY MOHHTOPHHIA.

27. Cybbextam 00pallcHus JICKAPCTBCHHBIX CPEACTB OTKA3bIBACTCA B PErUCTPaLlMH B CHCTEME
MOHHTOPHHIA T10 CIICAYIOLUM IPHYHHAM:

a) B OTHOLUICHHUH IIPOM3BOAMTEIICH JIeKapCTBEHHBIX CpejicTB Ha Tepputopun Poccuiickoii @eneparuu,
OCYLIECCTBISIOWMX POU3BOACTBCHHbIC cTaAuu (acoBKM (YNAKOBKM) JICKAPCTBEHHBIX [PEHApaToB BO
BTOPHYHYIO (HOTPEOMTENLCKYI0) YIAKOBKY M (MJIH) TPETUHYHYIO (TPAHCIOPTHYIO) YIAKOBKY (a npH ee
OTCYTCTBHHU - B [IEPBUYHYIO YIIAKOBKY) JICKAPCTBEHHBIX IPENAPATOB:

HECOOTBETCTBHE JIAaHHBIX BJAJC/AbIA KBAIM(HUIMPOBAHHOrO CEPTH(RHKATA KIKOYa [POBEPKH
ICKTPOHHOH NOANUCH (Jal1ee - KBAIHPUIHPOBAHHBIN cepTH(HKAT) TaHHBIM PYKOBOINTEIA OPraHU3aLIuY,
a4 TAKKC OTCYTCTBHE CBEJCHHMH © KBaIM(PUUUPOBAHHOM cepTH(MKATE, BBIIAHHOM PYKOBOAHTEIIO
OpraHH3aLKK;

OTCYTCTBHE CBEICHUH 0 3anuciax B ENMHOM rocy1apcTBEHHOM peecTpe IOpHIHYCCKUX JIULL;

OTCYTCTBUE CBEJACHHUII O AcHCTBYIOLICH NHLEH3HH B EAMHOM peecTpe JIMUEH3HH HAa MPOU3BOJACTBO
JICKAPCTBEHHBIX CPEICTB;

0) B OTHOLICHHUH AepaKaTeICH WIH BIAJC/IbLEB PErHCTPALIMOHHOIO YAOCTOBEPEHH S (B Cllydae Korjaa
JIEKAPCTBCHHBIA ripenapar npousBoaurtes 3a npeaenamu Poccuiickoit @epepauuu), SBISIOIIMXCH
OpraHM3alMsiMy, [pPU3HABACMbIMK  HanorosbeiMu  pesygedramu  Poccuiickoit  ®@epepauun WM
WHIMBH/YA/IbHBIMH HPEAIPHHUMATEIAMH U HE HMCIOLUMH JIMLICH3UH HA [POU3BOACTBO JICKAPCTBEHHBIX
CPe/CTB, JMLECH3HH Ha (PApMALEBTHHECKYIO JACATEIbHOCTh (BKIIIOYAs ONTOBYI0 U POZHHUYHYIO TOPrOBIO
JIEKAPCTBEHHBIMH CPEIACTBAMH) M JIMLECH3HMA HA MEAULMUHCKYIO ICATEIbHOCTD:

HECOOTBETCTBUE JAHHBIX BIAJENbld KBAIM(UIHMPOBAHHOTO cepTHUKATA JaHHBIM PYKOBOIUTEIS
OPraHu3alMy WIH MHIMBUAYAIBHOIO MPEANPHHUMATENS, OTCYTCTBHE CBEACHUH O KBATH(ULIUPOBAHHOM
cepTH(UKATE, BbIIAHHOM PYKOBOIHTEII0 OPraHU3alHH UM HHIHBUYAILHOMY HPEAIPHHHMATEIIO;

OTCYTCTBHE CBEICHHH 0 3amucax B EAMHOM rocynapcTBEHHOM pEecTpe IOPHAHYECKHX JIML HIIH
Enunom rocyaapeTBeHHOM peecTpe HHANBUAYAIbLHBIX [IPEAIPHHUMATENCIH;

HAIMYHE PACXOMKACHHN MEKAY HH(pOPMALMEH, TPEAYCMOTPEHHOMN 3asiBICHUEM, MPEACTABICHHBIM B
COOTBETCTBHH ¢ ab3alieM wwecTeiM nyHKTa 24 nacroawero [lonoxenus, 1 CBEACHUAMHU, IPEACTABICHHEIMU
B CUCTEMY MOHHTOPHHIA;

B) B OTHOIIGHUM WHOCTPAHHBIX OpPraHM3aluil, JAepiKaTenci WM BIAJE/bLEB PErUCTPALIHOHHOIO
YOCTOBEPEHMs, HE IPU3HABACMBIX HAJIOrOBbIMH pesujicHTamu Poccuiickoii denepauun u He MMEIOLIMX
LpE/CTaBUTEeNbCTB  Ha Tepputopun  Poccuiickoit Dejepanuu, - HaJMYME PACXOKICHUI  MEKY
undopManueil, MPeAYCMOTPEHHONH 3as8BICHUEM, IIPE/CTABICHHBIM B COOTBETCTBUH ¢ ad3alieM ce/ibMbIM
nyHkra 25 Hacroauero Ionoxenus, n cBEACHUIMHU, NPEACTABICHHBLIMUA B CHCTEMY MOHHTOPHHIA;

I') B OTHOLIEGHHH MNPEACTABUTENLCTB MHOCTPAHHBLIX OpraHusauuil Ha Tepputopuu Poccuiickoit
@eaepaluy, ABIAIOUMXCA ACPKATEIAMI HIH BIIAJCAbLAMHI PEFHCTPALHOHHOIO Y10CTOBCPEHHS:

HECOOTBETCTBHE JAHHBIX BIAJE)Ibld KBAIM(UIMPOBAHHOIO CepTH(UKATA JaHHBIM PYKOBOANUTENS
[PEICTABHTEILCTBA, @ TAKIKE OTCYTCTBHE CBCACHHI 0 KBanu(uUUpOBaHHOM cepTH(HKATE, BbIIAHHOM
PYKOBOAUTEIIIO IIPEACTABHTE/ILCTRA;
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OTCYTCTBHE CBCJICHMH O 3alMCAX B TOCYJApCTBCHHOM PEECTpe AKKPEAMTOBAHHBIX (DHIIMAJIOB,
HPEACTABUTEILCTB HHOCTPAHHBIX IOPHAHYCCKUX JIHLL;

HAJIMYHE PACXOMKACHHN MexKAY HH(pOPMALMEH, TPeAYCMOTPEHHON 3asiBIICHHEM, MPEACTABICHHBIM B
COOTBETCTBHH ¢ ab3alieM wwecTeiM nyHKTa 24 nacroamero [Tonoxenus, u CBEACHUAMH, IIPEICTaBICHHBIMH
B CHCTEMY MOHHTOPHHIA (/15 IPEACTABUTEILCTB HHOCTPAHHBIX OPraHu3aluii Ha TeppuTopuu Poccuiickoit
Deaepaluy, ABIAIOMMXCSA JCPKATEAAMH HIIM BIAACIBLUAMH PErHCTPALHOHHOIO YIOCTOBEPEHUA H HE
UMEIOLIMX JIMLCH3UH HA IPOU3BOJACTBO JICKAPCTBCHHBIX CPEACTB, JIMLEH3HH HA (DapMaLEeBTHUCCKYIO
AESATENIbHOCTD (BKIIIOHAs ONTOBYIO M POZHUYHYIO TOPIOBIIIO JICKAPCTBEHHBIMU CPEACTBAMK) H JIMIIEH3MH HA
ME/IHLIMHCKYIO JAEATEbHOCTD);

J1) B OTHOLICHMM OpPraHM3alMil OITOBOH TOPrOBJIM JICKAPCTBEHHBIMH lpenaparaMu, OpraHu3alui
PO3HHYHOI TOPIrOBJIM JEKAPCTBEHHBIMU IIPEnapaTaMu, MEJHULMHCKUX OPraHu3alMid 0 UHAMBHIYAIbHBIX
npeAnpHHHMATECH:

HECOOTBETCTBUE JAHHBIX BIAJENbId KBAIM(HIMPOBAHHOIO cepTH(UKATA TAHHBIM PYKOBOIUTEIS
OpPraHM3alMH, a TAaKKe OTCYTCTBMC CBCACHHH O KBaIM(HUMPOBAHHOM cepTH(HKATE, BbLAAHHOM
PYKOBOJAMTEIIO OPraHu3aliuy;

OTCYTCTBHE CBeJCHHI 0 3anMcaXx B EauHoM rocynapcTBeHHOM peecTpe IOPHAMYECKHX JIML MM
Enunom rocyaaperBeHHOM peecTpe HHAUBUAYAIbLHBIX [TPEAIPHHAMATEICIH;

OTCYTCTBHE CBE/CHHII 0 NCHCTBYIOLIECH THLIEH3HH B EAMHOM peecTpe JIHLEH3HH Ha MEIMLIHHCKYIO H
(hapMaLICBTHYECKYIO ACSATENLHOCTD.

28. Ilo pesynpraTam perucrpauuu cyobekra oOpalleHUs JICKApCTBEHHLIX CPEICTB B CHCTEME
MOHHTOPHHIA H LPEIOCTABICHUH €MY JINYHOIO KaDUHETa Ha ajipec MICKTPOHHOH 04Thl, YKa3aHHbIHA [1pu
[0Ja4e CBEACHUI, ONEPATOPOM CHCTEMbl MOHMTOPHHIA € MCHOb30BaHMEM (YHKLMOHANA CHCTEMbI
MOHHTOPHHIA OTHpaBIACTCA COOTBETCTBYIOWEee yBepomicHue. [Ipu 3ToM noBTOpHOE HCHOAB3OBAHUE
OJHOr0 M TOIO K€ ajpeca WICKTPOHHOH HOYTHI Ul PErHCTPALMH JHYHBIX KaOMHETOB pa3iiM4HbIX
cyOBbeKTOB 0OpAllcHUs JICKAPCTBEHHBIX NPEHAPATOB HE JIOMYCKACTCH.

29. CyObexkT oOpanieHus JEKapCTBEHHBIX CPEACTB, MONYUYMBIIHNA YBEIOMJICHHE O PErHCTPALMH B
CHCTEME MOHWTOPHHIA, NPH AKTHBALMH (DYHKLMHA IUYHOrO KaOMHETA BHOCHT B CHCTEMY MOHHMTOpPHHIa
HEepeUeHb aJPecoB MECT OCYLIECTBICHUS JCSATEIBHOCTH IyTeM BbOOpa TAaKOro aiapeca W3 aapecos,
YKA3aHHBIX B JIMLCH3HAX HA [TPOH3BO/ICTBO JICKAPCTBCHHBIX CPEJACTB, JHLCH3UAX HA (hapMaLCBTHUCCKYIO
JCATENLHOCTD (BK/IIOYAS ONTOBYIO U PO3HHYHYIO TOPrOBIIIO JIGKAPCTBEHHBIMH CPEACTBAMU) U JTHLICH3HAX
Ha MEIHLHMHCKYIO JCATENbHOCTD, 4 TAKKE HepeUucHb aIpecoB (hapMaleBTHYCCKUX CKIAJ0B (IIpy HATHYHH
YKA3aHHBIX JTHLEH3HHN).

CyObexT oOpalleHus JICKAPCTBEHHBIX CPEICTB - JEpiKaTe/lb HIIM Biajelel] PerucTpaldOHHOIO
Y0CTOBEPEHHs [IPOU3BEACHHOI0 BHE TeppuTopun Poccuiickoi @enepatinn iekapcTBEHHOIO LIpenapara u
(unn) ero npejacraBuTeNbCTBO Ha Teppuropun Poccuiickoit Denepauuu, Mony4HBUIME YBEAOMIICHHE O
perucrpalMu B CHCTEME MOHMTOPHHIA, BHOCAT B CHCTEMY MOHUTOpPMHIra HHQOpMALHIO O
[POM3BOCTBEHHBIX IUIOMIAKAX, OCYLICCTRIIONIMX [IPOM3BOJACTBEHHYIO CcTafui0 (acoBKH (YHAKOBKH)
JIEKAPCTBEHHBIX NPENAPATOB BO BTOPHYHYIO (MOTPEOUTEIbCKYIO) YIAKOBKY JICKAPCTBEHHOTO Mpenapara (a
[IPH €€ OTCYTCTBUH - B IEPBUYHYIO YIIAKOBKY 1IEKaPCTBCHHOIO IPENapara) v Npon3BOICTBEHHYIO CTAHIO
BBIIYCKAIOIIEr0 KOHTPOJIsL KA4CCTBA.

30. Ilepenaua ceenenuii cydbexktamu oOpalieHus JIEKapCTBEHHBIX CPEIACTB B CHCTEMY MOHUTOPHHIA
OCYILECTBIIACTCA HA OCHOBE pa3pabOTaHHbIX HH(POPMALMOHHBIX ICKTPOHHLIX CEPBHCOB OIEPATOPOM
CHCTEMbl MOHHMTOPHHIA € HCIIOJIb30BAHUECM CTAHJAPTHBIX NPOTOKOIOB M HHTECP(EHCOB ICKTPOHHOIO
B3aUMO/ICHCTBUS.

ABTOpH3aLlHA CYOBLEKTOB OOpALLEHHS JICKAPCTBCHHBIX CPEIACTB - OpPraHU3alMH, NPU3HABACMBIX
HAIOroBbIMM  pesuacHTamu  Poccuiickoil  @enepauuy, HHIAMBHAYANbHBIX MpEANpHHUMATENCH U
[PEJICTABUTE/ILCTB HHOCTPAHHBIX OpraHusauuii Ha teppuropun Poccuiickoil @enepauuu, SBISIOLIMXCH
ACpiKATEIAMH WM BJIAJC/IbLUAMH PErHCTPALHOHHOIO YAOCTOBEPEHHMs, B CHCTEME MOHUTOPHUHIA
OCYLUECTBISACTCA MOCPEACTBOM UCIIOIb30BaHUs KBATH(HULIHPOBAHHOTO cepTuduKara.

Apropusanust cyObeKTOB OOpallleHHs JICKAPCTBEHHBIX CPEJCTB - HHOCTPAHHBIX OPraHu3aluii,
ABJIAIOMIMXCS JACPXKATEIAMU MM BIAJC/IbLUAMH PErHCTPALMOHHOIO YAOCTOBEPCHHS, HE NPH3HABACMbIX
HaJ0roBeIMU pespaeHTaMu Poccuiickoit @eepaliui 1 HE UMCIOIIMX LPEACTABUTEILCTB HA TEPPUTOPHU
Poccuiickoit denepauuu, B CUCTEME MOHMTOPHHIA OCYLIECTBISICTCS IOCPEACTBOM HCHONbL30BAHUSA
[IPOCTOMH MIEKTPOHHON MOAIUCH.

31. CeeneHus, NepeaBacMblC B CHCTEMY MOHHTOPHHIA, (POPMHPYIOTCA H IPEACTaBIAloTCH B hopme
ICKTPOHHBIX JIOKYMEHTOB, IIOANHCAHHBIX YCHICHHOH KBATH(QULUHPOBAHHOH MICKTPOHHOMI NOANKCHIO, 34
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MCKJIIOYEHUEM CIy4acs, IPEAYCMOTPEHHBIX a03allaMi BTOPBIM - LIECTBIM HACTOAILCTO MYHKTA.

He noanuceiBaores yeuneHHOH KBATM(HIMPOBAHHOMN Y1EKTPOHHOM MOANKHCHIO!

CBCJCHHS O PO3HHYHOII TOPrOBIIC JICKAPCTBEHHBLIMU IIpENapaTaMu, [epeaaBacMble CcyOBbeKTamu
oOpalleHusl JIEKApCTBEHHBIX CPEACTB B JJIEKTPOHHOH (opme B cocTaBe (PUCKAILHBIX JOKYMEHTOB B
COOTBETCTBHH € 3akoHoAaTenbcTBOM Poccuiickoit @eaepauuu 0 NPHMEHEHHH KOHTPOILHO-KACCOBOi
TEXHHKH;

CBCJCHHSA O BLIBOJAEC M3 000pOTa /EKAPCTBEHHBLIX IIPENAparoB, IepeaaBacMble CyObLeKTamu
oOpallleHust JIEKapPCTBEHHBIX CPE/ICTB B WIEKTPOHHON (POPME ¢ UCIIONbL30BAHUEM PErUCTPATOPOB BhIOLITHS
WM KOHTPOJIBHO-KACCOBON TEXHHKH (HpH oOTnycke OeclulaTHO WM CO CKMJAKOH JIEKApCTBEHHBIX
LIPEMAPATOB MO PELEHTY Ha JICKaPCTBEHHBIE IIPENapaThbl);

CBEJICHHUS, [1epe/laBacMble cyObeKTaMu 00pallieHUs JIEKapCTBEHHBIX CPEJCTB B AWIEKTPOHHOH opme ¢
UCIOJIb30BAHUEM YCTPOHCTB PErHCTPALIHU IMUCCUN;

CBCJCHHUS, MEpElaBacMble B COOTBeTcTBMM ¢ Hacroswum [lonoxenuweMm opraHusaupsMu -
cyObexTaMu 0OpalleHus JICKApCTBCHHBIX CPEACTB, HE SBIIOMIMMHCS OPraHU3alUsIMH, TPU3HABACMbIMU
HaJIOroBbIMHU pesuaeHTamu Poceniickoil @eaepanuu.

32. Ilepenaya cBejieHHI B CHCTEMY MOHHMTOPHHIA OCYLICCTBIIACTCSA IIOCPEACTBOM HAllpaBcHUS
(aiinos ¢opmara, cornacopaHHoro ¢ MunHucTepcTBOM 3jpaBooxpaHenus Pocculickoil @enepauuu u
Pa3MEILEHHOrO OIEPATOPOM CHCTEMbl MOHHTOPUHIA B UH(OPMALHOHHO-TEICKOMMYHHKALIMOHHONH CETH
"Huarepuer" Ha ero opuLHanbLHOM caiiTe.

Hatoli npejacrasicHus CBEJCHUH B CHCTEMY MOHHTOPHHIA CUMTAeTCd jaTa, 3aQMKCHpPOBAHHAA B
KBUTAHLIHH O npueMe cBejeHui, GopmupyemMoii npu ux (UKCalUud B CUCTEME MOHHTOpUHIA B (opme
IEKTPOHHOIO JOKYMEHTA.

[Ipeacrasienue cBe/ieHUI B CHCTEMY MOHMTOPHHIA CYOBEKTOM 00pallieHUs JIEKAPCTBEHHBIX CPE/ICTB
[PX OCYILECTBICHUH OnepaLuil ¢ JICKApCTBEHHBIM HPEHapaToOM OCYIUECTBISCTCS MOCIC0BATEIbHO, 32
UCK/IIOYEHHUEM CJIYHAEB, [peaycMOTpeHHbIX HacToswuM [TonoxenueM. [pu stom ceeenus ob ouepeaHoi
OIEpaLMU € JICKAPCTBCHHBIM MPENapaToM NEpefaloTest nocie nonydeHus cydbexramu obpaiienus
JIEKAPCTBEHHBIX CPEACTB NOATBEPIKACHUS 00 yeneurHoi o0padoTke CHCTEMON MOHHUTOPHHIA CBE/ICHHH O
npeablayLIci ONepaLny ¢ JICKapCTBEHHBIM [IPEHapaToM.

33. IIpu onucaHuu JACKAPCTBEHHLIX MPENApaTOB BHECCHUE CBCACHHH B HH(MOPMALMOHHBIN pecypc,
obecrieuuBalOMIMK y4eT M XpaHEHHE JOCTOBEPHLIX JAHHBLIX O TOBAapax M0 COOTBETCTBYIOLLICH TOBapHOI
HOMCHKIIATYpPE, M CHUCTEMY MOHHTOPHHIA OCYIIECTBISCTCH CICAYIOIHMH CyObeKTaMH oOpamienus
JICKAPCTBEHHBIX CPE/CTB!

B Cl1y4ae NpOU3BOACTBA JICKAPCTBCHHLIX npenapartos B Poccuiickoil deaepaunu - NpoM3BOAUTEIAMH
JIEKAPCTBEHHBIX  CPEJCTB, OCYILUECTBISIIOUMMH  3aBEPLICHHE [POM3BOJACTBEHHON cTagun  (acoBKu
(YrakoBKH) JICKAPCTBEHHBIX MPENAPATOB BO BTOPHUHYIO (HOTPEOUTENIBCKYIO) YIIAKOBKY JICKAPCTBEHHOIO
npenapara (a npu ¢ OTCYTCTBUH - B IEPBHYHYIO YIAKOBKY JICKAPCTBEHHOIO Ipenapara);

B cllydae [POW3BOJCTBA JICKAPCTBEHHBIX IperapaToB 3a npeaeinamu tepputopuu Poccniickoit
Gepepauun (B ciydae MHOCTPAHHONO — MPOM3BOJACTBA) -  JCPIKATCISIMHM MM BIAJCIbLAMM
PErUCTPALIHOHHOIO VIOCTOBEPECHH M (WJIM) MX NPEACTABUTE/NBCTBAMH Ha TeppHTopuu Poccuiickol
@eaepaliuy WK YIOTHOMOYCHHBIMHU IPEICTABUTCISIMH.

[Tepeuensb cBeieHUH, NPEACTABIACMBIX [PH ONHMCAHWH JIEKAPCTBCHHBIX NPENaparoB cyObekTamu
o0palleHus JIeKapCTBEHHbIX CPEICTB B HH(POPMALIMOHHBIH pecype, 0DecleUHBAIOLIHI YUeT H XPaHCHHE
JOCTOBEPHBIX [aHHBIX O TOBapax [0 COOTBETCTBYIOLICH TOBApHOII HOMEHKIATYpe, IPUBCACH B
npuiokenuu N 2.

CyObekTbl oOpalleHus JICKAPCTBEHHLIX CPEACTB, YyKasaHHble B ad3alax BTOPOM H TpPEThEM
HACTOSALIEIO [IYHKTA, PETHCTPHPYIOT JICKAPCTBECHHLIC [IPENapaThl B CHCTEME MOHHTOPHHIA HA OCHOBAHHUU
HIEKTPOHHOMN 3as1BKH, CO/IePKaLLeii:

rio0anbHbI HISHTH(PHKALIMOHHBII HOMEP TOPIrOBOH €IMHULIbI;

HOMEP PErucTpPallMOHHOIO YAOCTOBEPCHUS M JIaTy PErHCTPALMH JICKAPCTBEHHOrO Npenapara B
rOCY/1apCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPEACTB.

O0paboTka MOINYUYCHHBIX CBCACHMH OCYIICCTBISETCS B  ABTOMATHYECKOM PEKHME IYTEM
(hopMHpOBAHMS 3alpoca Ha I[OJNYYCHHE CBEJACHMH O JICKAPCTBEHHOM I[pernapare U3 ¢JMHON
rocy1apcTBeHHON HHGOPMALHOHHOH CHCTEMBL B cdepe 3paBooXpaHeHus H HHPOPMALIMOHHOIO pecypca,
ofecreunBaloEero y4eT 1 XpaHeHHE JOCTOBEPHbIX JaHHLIX O TOBAPAX 110 COOTBETCTBYIOLICH TOBApHOI
HOMCHKJIIATYype.

34. Cpeaenus, npeacraBisieMble cyObeKTaMu oOpalleHHs JICKAPCTBCHHLIX CPEACTB B CHCTEMY
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MOHHTOPHHIA [IPU BBOJE B 000POT JICKAPCTBEHHBIX [IPEMAPATOB, IIPUBEICHBI B IPUiI0KeHHH N 3.

Ceenenusi, npejacraBiasieMble cyObekTamMu 0OpallleHHs JICKApPCTBEHHBIX CPEIACTB B CHCTEMY
MOHHTOPHHTA MPH BEIBOZEC H3 000pOTa JIEKAPCTBCHHLIX IIPENApaToB, IPHBE/ACHL! B 1puioxeHun N 4.

35. B pamkax BBoja B 000pOT JICKAPCTBCHHBIX [IPenapaTos Ha TeppuTopun Poccuiickoli Menepanuy,
[IPOM3BE/IeHHBIX Ha TeppuTopun Poccuiickoi @enepauuu, cyObekT oOpalieHus JIeKapCTBEHHBIX CPE/ICTB,
OCYLIEeCTBIAOMII (hAacOBKY (YIAKOBKY) JIEKAPCTBEHHbIX [IPEIAPATOB BO BTOPHUHYIO (IIOTPEOUTEILCKYIO)
YIAKOBKY JIGKAPCTBCHHOIO IIpernapara (B ciy4ae e¢ OTCYTCTBHA - IEPBHYHYIO YIIAKOBKY JICKAPCTBEHHOIO
mpenapara), B tedeHue 5 pabouux JHell ¢ jaThl 3aBEpLICHHs I[IPOM3BOJCTBEHHON crajuu (pacoBKU
(YIaKkoBKH) JIGKAPCTBEHHBIX IPEHapaToB, HO [0 NPEACTABICHHs CBEACHMI O AanbHEHIINX OHepalHsix ¢
TAKMMHK  JICKAPCTBCHHBIMM  IIpenaparamy  HPEACTaBIsCT B CHCTEMY MOHHTOPHHIA  CBEACHMS,
tpegycMoTpernsie nynkrom 1 npuiaoxkenus N 3 k Hacrosiemy [Tonoxenno.

[Tpu ocyuiecrsinenun orbopa 0Opa3LOB JIEKAPCTBCHHOTO MPEMAapara B PAMKaX KOHTPOJIS KauecTBa
HPOM3BEACHHOIO  JICKAPCTBCHHOIO rpenapara cyObekT oOpalieHust JICKapCTBEHHBIX — CPEACTB,
OCYLIECTBISIOMUIT 0TOOP 00pa3LOB ICKAPCTBEHHOIO NPEHAPATa, NPEICTABSICT B CHCTEMY MOHHTOPHHIA
CBEC/ICHHS, NIPEIYCMOTPEHHbBIC NYHKTOM 2 npuitoskenus N 4 k Hacrosiemy [Tonoxenuto.

CyObekT oOpalleHHs JIGKAPCTBEHHBIX CPEACTB, OCYLICCTBIAIOWIMA MPOH3BOACTBEHHYIO CTAIHIO
(hacoBKH (YNAKOBKH) JICKAPCTBCHHLIX [PCHAPAaTOB BO BTOPUUYHYIO (HOTPEOMTENLCKYIO) YIIAKOBKY
JICKapCTBCHHOro Ipenapara (B ciydae e¢ OTCYTCTBHA - [CPBHYHYIO VYIAKOBKY JIGKAPCTBEHHOIO
[perapara), B TeueHHe 5 pabouux AHEH ¢ JaThl 3aBEpLUCHHS TPOU3BOACTBCHHON CTAHH BbITYCKAIOILETO
KOHTPOJIA KAyecTBa JI0 IPEACTABICHUA CBEACHHI O NanbHEHIINX Olepauusax ¢ BBEACHHBIMH B 000pOT
JIEKAPCTBEHHBLIMU [IpErapaTaMu [PEJCTaBIsACT B CUCTEMY MOHUTOPUHIA CBEACHHS, MPEAYCMOTPEHHbIC
nyHkToMm 2 npunoxkenus N 3 k Hacrosiemy [Tonoxkenuto.

36. B pamkax BBo/1a B 000pOT JIeKapcTBEHHBIX [IpenapaTos Ha tepputopun Poccuiickoit @enepanun,
[IPOM3BE/ICHHBIX  3a npeaesamu  teppuropun  Poccuiickoit  @enepauun, cydbext obpateHus
JICKApPCTBEHHBIX ~ CPEJACTB,  SBJBUOLIMICH  ACpiKaTelneM WM BIAACHbLUEM  PErHCTPALIMOHHOIO
VAOCTOBEPEHMS, WIM HPEACTABUTEALCTBO HHOCTPAHHOW opraHusauuu Ha Tteppuropuun Poccuiickoit
Deaepalny, ABIAOMICACS ACPKATEICM WIH BIAJCIBLUEM PErHCTPALIMOHHOIO YIOCTOBEPCHHS, B TCHCHHE
20 pabouux nHEll ¢ JaThl 3aBEPLICHUSA NPOUIBOJCTBECHHOM CTAIMM BBITYCKAIOIIETO KOHTPOIIS KQ4eCTBa 10
[PEACTABICHHA CBCJACHMH O JalbHCHINMX olepauMax ¢ TaKHMH JICKAPCTBCHHBIMH IIperaparamu
[pPEeJCTABIsAET B CHCTEMY MOHHUTOPHMHIA CBEJICHHS, NPEIyCMOTPEHHbIC NYHKTOM 3 mpuioxenus N 3 k
nacrosemy Ilonoxenuso.

37. B pamkax BBO3a JIeKapCTBEHHBIX npenaparos B Poccuiickyio @eaepauuio cydbekT odpatieHus
JICKAPCTBEHHBLIX ~ CPEIACTB,  sABJSAIOLIMIICH  JepikareneM  HIM  BIAJACIbLLUEM  PErHCTPALIHOHHOIO
YAOCTOBEPEHHs, WIM UPECIACTABUTE/IbCTBO HHOCTPAHHOH opraHusanuu Ha teppuropuu Poccuiickoit
Depepaniny, SBISAOWIEHCS APHKATEIEM HIH BIAJCIBLEM PEIHCTPALIHOHHOIO YIOCTOBEPCHHS, B TCUEHUE
45 pabouux JHEH ¢ 1aThl OTIPY3KH JIGKapCTBEHHLIX npenapaTtos B Poceniickyio Menepaunio 10 1ocTaBKu
JIEKAPCTBECHHBIX lIpernapaToB B mecto npubbitus Ha Ttepputopuu  Poccuiickoit Dejepauun u
HPEACTABICHHS. CBEJICHMH O JaibHEHIIMX onepauMix ¢ TaKHMHM JICKAPCTBCHHBIMHM IIperapaTaMu
HPeJCTABISIET B CHCTEMY MOHHTOPHMHIA CBCACHHSI, NPEyCMOTPEHHbIC NYHKTOM 4 mpuioskenus N 3 k
nacrosiiemy Ionoxkenuso.

CyOpexkT 0OpaleHust 1eKapCTBEHHBIX CPE/CTB, OCYLLECTBISIONIUHI BBO3 JICKAPCTBCHHBIX [PENApaToB
B Poccuiickyto @eaepauuto, B TeueHHe 5 pabounx AHEH ¢ AaThl JOCTABKH JCKAPCTBCHHBIX NIPENapaToB B
MECTO NpHObITHS Ha Teppuropuu Poccuiickoil dedepaunn 10 NpeACTaBICHUS CBEACHWH O NMPUHATHH
pelIeHHS TaMOXKCHHBLIMM OPraHaMH O BBIIYCKE JICKAPCTBCHHBLIX IPEIApaTroB /Uil BHYTPEHHErO
noTpediIeHus NpeACTaBilseT B CHCTEMY MOHHMTOPHHIA CBEICHHUS, IIPEIYCMOTPEHHBLIC IIYHKTOM 3
npuiokeHdsa N 3 k nacroawemy [onoxenuso.

[Ipu coBeplIeHMHM TaMOJKCHHBIX ONEpalMi NPH TAMOKEHHOM [ICKIapHPOBAHMKM W HOMELIEHHH
JIEKAPCTBEHHBIX [PENAPATOB [0 TAMOMKCHHYIO MPOLEAYPY BBIIYCKA Uil BHYTPEHHEro HoTpedieHus
TAMOKEHHBII OpraH:

3alpallUBacT B CHCTEME MOHHTOPHUHIA CBEACHHMS O cepHHHOM rofaibHOM MACHTHPUKALMOHHOM
HOMEpPE TOProOBOM CAMHMLBLI WIH IPYNIIOBOM KOAE I'PYIIIOBOH YIAKOBKH, B KOTOPOH HAXOAMTCHA Takoi
JIEKapCTBEHHbII npenapat (B ciiydyae BBO3a IPYIIOBOH YIIAKOBKH LEIHUKOM), Ul OCYILECTBICHHUS CBEPKH €
NaHHBIMH, YKa3aHHBIMH B JICKJIapalliy Ha JICKapPCTBEHHBIN Npernapar;

NepeJacT B CHUCTEMY MOHMTOPMHIA JaHHBIC O BBIIYCKE M8 BHYTPCHHEro notrpedieHus
JICKAPCTBEHHBIX NPENapaToB.

[Ipu BHECEHMH M3MEHECHUH B CBCACHUS, YKAa3aHHBIC B [CKJIAPALMH HA JICKAPCTBCHHBIA Npenapar, B
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TeUeHHE 5 pabounx aHEH nocie BBIIYCKA U1 BHYTPEHHEro noTpedieHHs JICKapeTBEHHOIO Ipenapara
TAMOKCHHbII OPraH NepejaeT B CHCTEMY MOHMTOPHHIA CKOPPEKTHPOBAHHBIC JAHHBIC O JICKAPCTBEHHOM
npermapare.

[Ipu ocywecrsiaeHun ordbOpPoB 00pa3sUOB JEKAPCTBEHHLIX I[IPENApaToB B 30HE TAMOMKEHHOIO
KOHTPOJI B LENAX MOATBEP:KACHHS COOTBETCTBHS JICKAPCTBCHHBIX IPEINApPAaTOB CyOBLEKT oOpalueHus
JICKAPCTBEHHBLIX CPEICTB, OCYIUECTBIAIONIMI BBO3 JIGKAPCTBEHHBIX mpenaparoB B Poccuiickyio
Geaepauuio, NPEACTABIACT B CHUCTEMY MOHHTOPHHIA CBCJCHUSA, MPEAYCMOTPCHHBIC IIYHKTOM 2
upuioskeHust N 4 k nacroswemy [Honoxenuso.

[Tpu nepenaye npas cOOCTBEHHOCTH B 30HE TAMOKEHHOI'O KOHTPOJIs Ha JIGKAPCTBEHHbBIE IIPENapaThl,
HOMELLIEHHBIE 10/] TAMOKCHHYIO HPOLEIYPY TAMOMCHHOIO CKJ1aa, cyObeKT oOpalieHus J1eKapeTBEHHbIX
CPE/ICTB, OCYLUECTBIIAIOIMHA BBO3 JIeKapCTBEHHLIX npenaparoB B Poccuiickyio @enepatuto, B TedeHue 5
pabounx JiHel ¢ naTsl oQOpMICHHS COOTBCTCTBYIOMNX TOKYMEHTOB 0 lepe/iayde npasa coOCTBEHHOCTH Ha
JICKapPCTBEHHBIC NMPEHApPaThl 10 NPEACTABICHUS CBEACHHH O AalbHEHIINX ONEpaLusiX ¢ NCKAPCTBEHHBIMU
HpenaparaMu IMPEJACTABIACT B CHCTEMY MOHMTOPUHIA CBCJCHHUS, HPEIYCMOTPCHHBIC NYHKTOM 6
npunoskenust N 3 k nacrosuemy [Honoxenuro.

[Ipu aToM cyOLeKT 0OpalleHns JIeKapCTBEHHBIX CPEICTB, KOTOPOMY OCYILECTBICHA IIepeaya 1pas
COOCTBCHHOCTH HA JICKAPCTBEHHBLII Ipenapar, OMELICHHLLT 1101 TAMOKCHHYIO [IPOLEIYPY TAMOMKCHHOI'O
CK/Iaja, B TeyeHue 5 pabouux aHel ¢ gaTel 0OPMIICHHS COOTBETCTBYIOLIMX JO0KYMEHTOB O Iepejade
1paBsa coOCTBEHHOCTH Ha JICKAPCTBEHHBIH MPerapaT ¥ perucTpaluy B CHCTEME MOHUTOPUHIA CBECHHUI O
[epeJaHHbIX JICKAPCTBCHHBIX IIpernaparax [0 NpPeACTaBJICHHs CBCACHHIH O JainbHEHIINX Onepauusx ¢
JIEKApPCTBEHHbIMHU [IpenaparaMy MOJATBEPKAACT [AOCTOBEPHOCTh CBEIACHHUIL, COACPIKALIMXCH B CHCTEME
MOHHTOPHHIA, O NPUHUMAEMbIX JICKAPCTBEHHBIX [IPEHIApaTax MyTeM IPEICTABICHHS CBEACHUI B CHCTEMY
MOHHMTOPHHIA, PEAYCMOTPEHHBIX IYHKTOM 7 npuitoxkenus N 3 k nacroswemy Iosnoxenuso,

[Ipu nepemenieHny JIEKAPCTBEHHBIX PENAPATOB MEK/Y 30HAMH TAMOKEHHOIO KOHTPOIs CYOBEKT
oOpalleHust 1IEKapCTBEHHBIX CPEJCTB, OCYIICCTBISIONI BBO3 ICKapCTBEHHBIX npenapartos B Poccuiickyto
Deaepauuio, win cybbekT obpalicHus JEKapCTBEHHBIX CPEACTB, KOTOPOMY OCYLIECTBIICHA IIepeaya pas
COOCTBEHHOCTH Ha JICKAPCTBEHHDLH Mpenapar, MOMEIICHHbI 110 TAMOKCHHYIO IIPOLICIYPY TaAMOMKCHHOTO
CKJ1aaa, B TedyeHue 5 paboumx AHEH ¢ ATkl TAKOrO NEPEMCLICHMS /10 NPEACTABICHHS CBEACHUH O
NalbHCHIINX OHepaluAX ¢ JICKAPCTBCHHBIM [PEHAPATOM MPEACTABIACT B CHCTEMY MOHHTOPHHIA
CBCACHHA, NPEAYCMOTPEHHbIC NYHKTOM & npuitoskenus N 3 k Hacrosiuemy [Tonoxenuso.

CyObeKkT 0OpalleH s IEKapCTBEHHBIX CPE/ICTB, OCYILECTBISIONHH BBO3 JICKAPCTBCHHBIX [IPEapaTos
B Poccuiickyio deaepaunio, B TeueHue 5 pabouux JHEH ¢ JaThl PELICHHS O BbINYCKE JIGKAPCTBCHHBIX
[IPEIapaToB [/l BHYTPCHHErO NOTPeOIICHHS, MPUHATOIO TAMOMKEHHBLIMH OpPraHaMu, 10 IPeACTaBICHUA
CBEJICHHI O JanbHEHIINX OnepalusX ¢ J[ICKapCTBCHHBIMH IIPENapaTaMy MpeJCTaBIsAET B CHCTEMY
MOHMTOPHHIA CBEJACHUS, IIPEYCMOTPEHHBIE IYHKTOM 9 npustoxkenus N 3 k nacrosiuemy [onoxkenuro.

[Tpu nepemelieHHH JICKAPCTBEHHBIX IIPENAPATOB M3 30HbI TAMOMKEHHOI'O KOHTPOISl CYOBEKT
oOpallieHust IEKapCTBEHHBIX CPE/ICTB, OCYIIECCTBIISIONIT BBO3 JIEKAPCTBEHHBIX [Ipenapatos B Poccuiickyro
Geaepauuto, nin cydbekT oOpaleHus JEKaPCTBEHHBIX CPEACTB, KOTOPOMY OCYLIECTBIICHA Nepeaaya npas
COOCTBEHHOCTH Ha JICKAPCTBEHHLIC MPENAPaTbl, MOMCCTUBLIMH JICKAPCTBEHHBIC [PEHAPAThl 0]
TAMOKCHHYIO NPOLEAYPY TaMOMEHHOINO CKllaga, B TedeHWe 5 pabouux jHell ¢ Jarbl [NPUEMKH
JIEKApPCTBEHHBIX IIpenapaToB Ha ()apMalCBTHUCCKHH CKNaJ M 3aBEPLICHHS TAMOMKCHHOI MHpOLEaypbl
BBIIIYCKA TOBapa /Ui BHYTPEHHEro norpetiieHHs (WM ¢ JaThl PELLCHHUA O BBITYCKE JICKAPCTBECHHBIX
[IPEIapaToB Ui BHYTPEHHErO NOTPeOJICHUs, NPHHATOIO TAMOMKCHHBIMH OpPraHaMH, [IPU [PUMCHCHHU
[poLEeAyphl YCIOBHOIO BBLIIYCKA TOBApOB) [0 IIPEJACTABICHHS CBEACHHN O AalbHEHINMX onepauusax ¢
JICKAPCTBEHHBLIMH [IpernapaTaMu I[PEACTaBIAsCT B CUCTEMY MOHUTOPHUHIA CBCACHHSA, MPCAYCMOTPEHHBIC
nynkroMm 10 npunoxkenus N 3 k nacroawemy [lomoxenuio.

38. B pamkax BBo3a jeKapcTBEHHBIX npenaparoB B Poccuiickyw @enepauuio u3 rocyrapers -
yieHOB EBpazsuHCKOro 7IKOHOMMHMECKOIrQ cowsa cyObekT oOpallleHHus JICKapCTBEHHBIX CPEJICTB,
SABJISIOLIMACS JepiKaTeIeM WIN BIAAIC/IbLEM PEIUCTPALIMOHHOIO YI0CTOBEPEHUS, HIIN [IPEICTABUTENBCTBO
WHOCTPaHHOH opraHu3auuu Ha Tepputopun Poccuiickoii Menepaumu, ABifroleics Aep:KaTeieM WM
BI4JIC/IbLIEM PErHCTPALHOHHOIO YIOCTOBEPCHMs, B TeueHue 5 paboumx [HCH ¢ JarTbl OTCPY3KH
NeKapcTBeHHBbIX npenaparoB B Poccuiickyto Denepanuio 10 NpeACcTaBjieHHs CBEACHUH O JaibHEHIIMX
OIlepaLMsX ¢ TAKMMH JICKAPCTBEHHBIMU NPEHapaTaMy NPeICTABISACT B CHCTEMY MOHHTOPHHIA CBEICHMA,
npegyeMoTpernsie nynkrom 11 npunoxkenust N 3 k nacrosmemy Ionoxenuio.

CyObeKT 0OpalleHus JCKapCTBCHHBIX CPEACTB, OCYLICCTBIAIOUIMH NpHeMKY Ha (apMaLeBTHYCCKHI
CKIIaJl JICKAPCTBEHHBIX mpernaparoB npu Beose B Poccuiickyro @enepauuio M3 rocylapcrs - UICHOB
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EBpasniickoro sKoHOMHYECKOI0O CO03a, B TEUCHHE 5 padoumx JHEH ¢ JaThl NPHEMKHU JICKAPCTBEHHBIX
HPEMApaToB 10 NPEACTABICHUS CBEACHMH O AalbHEHIIMX OMCPALMAX € TAKHMH JICKAPCTBEHHBIMU
[pernaparaMy I[peJICTaBIseT B CHCTEMY MOHHUTOPHUHIA CBCICHHS, MPEIYCMOTPCHHBIC HyHKTOM 12
npunokeHus N 3 k nacroauemy [lonoxenuio.

[Ipu ocyuiectBiicHHH BBOAa B 00OpOT JICKAPCTBEHHBIX MPENaparoB Ha TeppuTopHu Poccuiickoi
@epepallii B paMKax BBO3a JICKAPCTBEHHBIX npenapatoB B Poccuiickyro @eaepauuio U3 rocyiapers -
41eHOB EBpasHHCKOro 9IKOHOMHMYECKOIN0 cow3a CcyObekT oOpalleHus JEKapcTBEHHLIX CPEICTB,
OCYIIECTBIAIOUMIT IPUEMKY Ha (papMaleBTHHECKMIl CKIaj JICKAPCTBEHHBIX NpenaparoB, B TEYEHHE 5
pabounx jHEH ¢ JaThl HOJAY4EHMs [AOKYMCHTOB O IOJITBEPIKIACHHH COOTBETCTBHMSA [POAYKLUMH [0
LPEACTABACHHS. CBEJCHMH O jJaibHEHIIMX onepaumsx ¢ TaKHMH JICKAPCTBEHHBIMM IIperaparaMu
LPEACTABISNET B CHCTEMY MOHHTOPHHIA CBEICHUs, [PEAYCMOTpeHHble nyHkroM 13 npunoxkenus N 3 k
Hacrosiemy Ionoxenuto.

39. CaeaeHus, npejcTaBsieMble cyObeKTaMU OOpALLEHHS JIEKAPCTBEHHLIX CPEACTB B CHCTEMY
MOHMTOPHHIA MPH OCYIICCTBICHUH ONEPALMH ¢ IPYIIIOBOH YIIAKOBKOH, MPUBE/ICHBI B IPpUIoKeHun N 5.

40. ITpu ocyecTBICHUH arperupoBatus cyObekT o0palleHus NEKapCTBEHHbIX CPE/ICTB HAHOCHT Ha
TPETHYHYIO (TPAHCIIOPTHYIO) YIAKOBKY JICKAPCTBEHHOTIO IpelapaTta IpylnioBoil Koji M MPEICTaB/IseT B
CHCTEMY MOHMTOPHMHIA CBEACHMA, PEAYCMOTPCHHBIC NYHKTOM | npunoxenus N 5 Kk HacToswwemy
Ilonoxenuio, 10 NpeiacTaBICHUS CBEACHHUH O JalbHEHINMX ONEpaUUsX € TaKUM JICKAPCTBCHHBIM
[IpEIapaToM.

41. Ilpu pachopMHpOBAHUH TPETHUYHOH (TPAHCIOPTHOH) YIAKOBKM JIEKAPCTBEHHOIO Ipernapara,
U3BATHM JICKADCTBEHHBIX [IPENApaTOB W3 TPETHYHOH (TPAHCHOPTHOI) YHNAaKOBKH JIEKAPCTBEHHOI'O
npenapara, AOHOJHUTEIBHOM BJIOKCHHH JICKAPCTBEHHBIX IPENAPATOB B TPETHUHYIO (TPAHCHOPTHYIO)
YIAKOBKY JIEKAPCTBEHHOI'O Hpenapata cyObekT 0OpalleH s JICKAPCTBEHHBIX CPEICTB Ul JICKAPCTBEHHbBIX
[IpeIapaToB, Haxo s Mxcs Ha Tepputopun Poceniickoit @epepanuu, B reueHue 5 padouux aHel unm s
JICKAPCTBEHHBIX NPEHApaToB, Haxo[suMxcs 3a npenenamu teppuropuu Poccuiickoit @epepauuu, B
teueHue 20 pabouux JHEH ¢ AaThl COOTBETCTBYIOUICH ONEPALHH C JICKAPCTBEHHBIMH IIPEHapaTaMu WM
TPETHYHOH (TPAHCIOPTHOH) YIAKOBKOH JICKapCTBEHHOI'O Npenapara, HO 10 MPEACTaBICHUs CBEACHHIH 0
JHAllbHEHIIMX OnepauMsix ¢ TAKUMH JICKAPCTBCHHBIMM [IpenaparaMmy WIM TPETHYHOH (TPaHCHOPTHOMH)
yIAKOBKOH JICKAPCTBCHHOIO [penapara, MNpeACTABIANT B CHCTEMY MOHHTOPUHIA CBCJICHHS,
[IpeyCMOTPEHHbIE NYHKTaMu 2 - 4 npuioskenus N 5 k nHacrosuemy [lonoxenuio.

42. Cpedenus, NpeicTaBiseMble CcyObeKTaMu OOpalleHHsA JICKAPCTBCHHBIX CPEACTB B CHUCTEMY
MOHHTOPHHIA IIpH 000POTE M BHYTPEHHEM IIEPEMCLICHHH ICKAPCTBCHHBIX IIPEHApPaToOB, MPHBEACHLI B
npuiokenuu N 6.

43. CyObexr oOpaleHust JIGKQpPCTBEHHBIX — CPEIACTB,  OCYIICCTBISIOUMI  NEPEMELICHUE
JIEKAPCTBEHHBIX IIPENapaToB MEXK/1Y aApecaMi MECT OCYLLECTBICHUS AESTCbHOCTH COMTIACHO JIMLEH3IH (¢
Y4ETOM TAKHX BHJOB [CHTENBHOCTH, KaK IPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB U (hapMaLeBTHYECKas
JEATENbHOCT) U (1) GapMaLeBTHYECKMMHU CKJIajaMu, B TedeHue 5 pabouux aHel ¢ (pakTH4YecKo JaThl
HEepeMEILCHHS JICKAPCTBEHHBIX NPENApaToB A0 MPEACTABICHUS CBEACHHH O JalbHEHIINX ONCpaluix ¢
TAKMMH JICKAPCTBCHHBIMM  IpEHapatamMy HPEACTaBJIseT B CHCTEMY MOHMTOPHHIA — CBEACHMSA,
mnpeayeMoTpeHtsie nynkrom | npunoskenus N 6 k Hacrosemy [Tonoxenuo.

44. TIpu nepenave JNEKApPCTBEHHBIX IPENApaToB MEXAy cyObekTamu oOpaiieHus JeKapCeTBEHHbIX
CPCICTB JONYCKACTCA [IPCACTABICHHE CBEACHHI B CHCTEMY MOHHTOPHUHra CYOBEKTOM oOpalieHus
JICKAPCTBEHHBIX CPE/CTB, OCYLICCTBIAIOIINM [1Cpejady 1CKAPCTBCHHLIX MPENapaToB (fanee - NnpaMoi
[OPAJOK NPEACTABICHUA  CBEACHHMI), MM CcYObeKTOM O0OpalleHHs JICKAPCTBEHHBIX CPEICTB,
OCYILECTBIIAIOLIMM [IPHEMKY JICKAPCTBEHHLIX MPenaparoB (Aanee - oOpaTHBIH NOPAAOK [PEACTABICHHS
CBEICHHI).

Pemienne o Beibope npsMoro nopsjka npejicraeiaeHust csegeHuit ambo obparHoro nopsjka
LPEACTABICHHS.  CBEACHMH  mpuHMMaercst cyObekramu  oOpallleHHs  JICKAPCTBEHHBIX — CPE/ICTB,
LPEACTABISMIOMMMY TAKME CBE/ICHIUS, CAMOCTOATEIBHO.

B ciiyyae Beibopa npsiMoro nopsjika npejicraBieHus cBeieHil cyObeKT o0paleHus 1IeKapeTBEHHbIX
CPeJCTB, OCYLICCTBIAIOUIMI nepeaauy ACKAPCTBCHHLIX IIPENapaToB ApyroMy cyObekTy obpateHus
JIEKAPCTBCHHBIX CPEJACTB B paMKax IPakK1aHCKO-IPABOBLIX OTHOLICHMH, B TeueHue 5 pabounx el ¢
(paKTHHECKOH AaThl OTIPY3KH JICKAPCTBCHHBLIX IPENAPATOB INPEACTABIACT B CHCTEMY MOHHMTOPHHIA
CBCCHMSA, NPEAYCMOTPEHHBIC NYHKTOM 2 npuioskenus N 6 k Hacrosiemy [Tonoxenuto.

[Ipu osrom cyObekT oOOpallcHHA JICKAPCTBCHHLIX CPEACTB, OCYIUCCTBAAIOIWMI  [PHEMKY
JICKAPCTBEHHBIX NPENapaTtoB oT Jpyroro cydbekra oOpallleHHs JIGKAPCTBEHHBIX CPEACTB B paMKax
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IPaXIaHCKO-PABOBbIX OTHOLUCHHH, B TeueHHe 5 pabouux AHEH ¢ JaThl NPUEMKH JIEKApPCTBEHHBIX
HPEMApaTOB M PErUCTPALMKU B CHCTEME MOHUTOPHHIA CBEACHHH 00 OTIPY:KEHHBIX JIEKAPCTBEHHBIX
npernaparax A0 MNPEICTABICHUS CBCACHHI O JanbHEHINMX ONCpaluMAX ¢ TAKHMH JICKAPCTBCHHLIMH
[peraparaMy MOATBEPKIACT J0CTOBEPHOCTDL CBEACHHH, COACPKALLUXCS B CHCTEME MOHHTOPHHIA, IIYTEM
[PeJCTABICHHA CBCJCHUI B CHCTEMY MOHHTOPHHIA, NPEIYCMOTPEHHBIX IYHKTOM 4 npunoxenus N 6 k
nacrosemy Ionoxenuso.

B cayuae Bpibopa oOparHoro mnopsjaka [OpeAcTaBlcHUs CBeACHHH cyObekT oOpatienus
JIEKAPCTBEHHBIX CPECTB, OCYIIECTBIAIOIIMIT IPHEMKY JICKAPCTBEHHBIX [IPENapaToB oT APYroro cydbekra
oOpallleHus] IEKapCTBEHHBIX CPE/ICTB B pAMKax I'PAXKIaHCKO-11PABOBBIX OTHOLLEHKIT, B Te4eHHe 5 pabouux
AHEl ¢ [jaThl HPHEMKH JIGKAPCTBEHHBIX [PEHAPATOB HNPEACTABISACT B CHCTEMY MOHMTOPHHIA CBEACHUS O
LPUHATBIX JICKAPCTBEHHBIX [Ipenaparax, MpeiycMOTpeHHble IYHKTOM 3 npuioxkenust N 6 Kk HacTosLeMy
[Monoxenuio.

[Mpu  s1oM  cyObekr oOpameHusi JNEKapeTBEHHBIX  CPEACTB, OCYIICCTBMBIUMIA  nepegaqy
JICKapPCTBEHHBIX IpPENapaToB APYromy cyObekTy oOpallieHHs JIEKapCTBEHHBIX MPEHAPATOB B paMKax
IPaX1aHCKO-IPABOBbIX OTHOLICHHH, B TeueHHe 5 padouux AHEH © JaThl PErucTpalud B CHCTEME
MOHHTOPHHIA CBEICHUH O IPUHATHIX JICKAPCTBCHHLIX Ipernaparax, HO 10 [PeJCTABICHHA CBCACHMII O
NaJbHEHIINX oepalusXx ¢ TaKMMH JICKAPCTBCHHBIMH [IPEIApaTaMH IOATBEPKAACT 1O0CTOBEPHOCTh
CBEJCHHI, COACPKAILUXCA B CUCTEME MOHHTOPHHIA O NEPEAAHHBIX JICKAPCTBCHHBIX IIpenaparax, ImyTeM
[PEJACTABICHHS CBEACHUI B CHCTEMY MOHHTOPHHIA, NPEIYCMOTPEHHBIX IYHKTOM 4 npunoxkenus N 6 k
nacrosuemy [lonoxenuto.

45. CyObekT obpanieHus JIEKapCTBEHHbIX CPE/JACTB, OCYLICCTBIAIOUIMI KOHTPAKTHOE (110APsIHOE)
[IPOM3BO/ICTBO JICKAPCTBEHHBIX MpenapatoB Ha tepputopun Poccuiickoit @enepauuu, npu nepeaade
JICKAPCTBECHHBIX IIPENapatoB (roToBoil npoaykiuuu) cyObekTy oOpalleHUs JICKaPCTBCHHBIX CPEJCTB,
ABJIAIOLIEMYCH 3aKa34HHKOM TAKOIO0 KOHTPAKTHOro (HOAPSIHOIO) HPOM3BOACTBA, B TedeHHe 5 pabounx
AHell ¢ JaThl Nepejavn JICKAPCTBEHHBIX MPENapaToB MPE/ACTABIET B CUCTEMY MOHMTOPHHIA CBEICHMS,
[peycMOTpEeHHbIC NYHKTOM 5 npuinokenus N 6 k Hacroswemy [Tonoxenuo.

[Ipu srom cydbekT obpalleHus NEKAPCTBEHHBIX CPEIACTB, ABJISIOMMHACH 3aKa34HKOM KOHTPAKTHOIO
(noapsIHOro) NMPON3BOCTBA JICKAPCTBEHHBIX HPENAPATOB, B TeucHHe 5 pabouux JHEH ¢ AaThl IPUEMKI
JICKAPCTBEHHBIX [PEIAPAaTOB M PErHCTPALMH B CHCTCME MOHHTOPUHIA CBEACHHH O MepejaHHbIX
JICKApPCTBEHHBIX IIpenaparax [0 [PCACTABICHUS CBCACHHH O NAlbHCHIIHX onepauusaX ¢ TakKuMU
JICKAPCTBEHHBLIMH IIpEnaparaMyi MOATBEPKAACT JOCTOBEPHOCTL CBCICHUIL, COACPIKALIMXCH B CHCTEME
MOHHTOPHHIA O IEPEIAHHBIX JICKAPCTBCHHLIX Mpernaparax, yTeM MPEACTABICHHS CBEACHUH B CHCTEMY
MOHHTOPHHTIA, PEAYCMOTPEHHBIX NYHKTOM 4 npuitoxkenus N 6 k nacroswemy Ionoxenunio.

46. CyObexr oOpalieHMst JIEKApCTBEHHLIX CPEJICTB, OCYLIECTBIAOLMIT BbIBOA M3 oDopora
JIEKAPCTBEHHBIX MPEHapaToB (3a UCKIIIOYMEHHEM BbIBOJA W3 000POTA JIEKAPCTBEHHBIX [PEHAPaTOB HYTEM
orbopa 00pa3uoB, BEIBO3a paHee BBe3eHHBLIX B Poccuiickyto Deaepaliny jieKapcTBEHHEIX NPENApaToB WK
[epejjayl Ha YHMYTOXKEHME), B TeueHue 5 paboqux JHEH ¢ Jarbl COOTBETCTBYHOLICH onepauuu
HpPeJCTABISIET B CHCTEMY MOHHTOPHMHIA CBCACHHSI, NPEyCMOTpeHHbIe nyHkToM 1 mpunokenus N 4 x
nacrosiiemy Ionoxkenuso.

47. CyObextr oOpawmeHust JEKapecTBEHHBIX CPEJICTB, OCYLUIECCTBISIIOWMI BbIBOA M3 0Dopota
JIEKAPCTBEHHBIX IpenapaTos nyrem ordbopa o0pasloB MpH BBO3E MApTHH NEKAPCTBEHHLIX MPENApaToB B
Pocceuiickyio ®enepauuto, npeacTaBiseT B CUCTEMY MOHHTOPHHIA CBEICHHA, IPEAYCMOTPCHHBIC TYHKTOM
2 npunoxenusa N 4 k nacroswemy Ilonoxkenuto, B TeueHue 5 pabouux AHEH ¢ AaThl NPEACTABICHHS B
CHCTEMY MOHHTOPHHIA CBEACHHIH O NPHEMKE JICKAPCTBEHHBIX MPENapaToB Ha (apMaLeBTHYECKUIl cKilal
10 NPEACTABICHHUS CBEACHHUH O JalnbHEHIINX ONEpaLusiX C JICKAPCTBCHHBIMH IpEHapaTaMH yKa3aHHOM
napTuu, odpasibl KOTOPoH OblIH OTOOPAHBL.

48. CyObexr oOpaiieHust J1EKapCTBEHHBIX CPEJICTB, OCYILECTBAAOWMI BbhiBOA M3 obopora
JIEKApPCTBEHHBIX MPEHapaToB MyTEM Iepeadn JICKapCTBEHHbIX HPEINapaToB Ha YHUYTOMKEHHUE, B TCHEHHE 5
pabounx [Hel ¢ jgarbl HEpejaud Ha YHHYTOKCHUE JICKAPCTBEHHBIX LPEIAPAaTOB [0 HPEACTABICHUS
CBe/JCHHIT 0 (aKTe YHHYTOXKCHMS JICKAPCTBCHHBIX I[IPENAPaTOB MPEACTABISACT B CHCTEMY MOHUTOPHHIA
CBCACHMSA, NPEAYCMOTPEHHbBIC NYHKTOM 3 npuioskenus N 4 k Hacrosiuemy [lonoxenuto.

[To wroram yYHUMTOXKCHHS JICKAPCTBEHHBIX NpenapatoB cyObeKT oOpalleHust 1eKapeTBEHHBIX
CPEJICTB, OCYLICCTBHBILIHI Nepejayy JICKapCTBEHHbIX NPENApaTOB HA YHHUTOMKCHHUE, B TeueHHEe 5 pabounx
AHell ¢ aThl NOAY4eHHs! akta 00 YHMYTOKEHHMH NPEACTABIACT B CHCTEMY MOHHTOPHHIA CBEACHMSA,
[IpelyCMOTPEHHbIC NYHKTOM 4 nipuioxkeHus N 4 k HacrosAwemy [Tonoxenno.

49. CyObekr o0OpauieHMs JIEKapCTBEHHLIX CPEICTB, OCYILECTBAAIOWMI BbIBOA M3 o00opoTra
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NIEKAPCTBEHHBIX [PCHAPATOB IYTEM OCYIICCTBICHHS pedKcnopra, B TeueHue 5 paboumux aHeil co aus
PCIICHHA O PEIKCIOPTE, NPHUHATOIO TAMOKCHHBIMH OpPraHaMu, IPEJCTABIACT B CHCTEMY MOHHTOPHHIA
CBEACHHA, NPEAYCMOTPEHHbIC MYHKTOM 9 npuntoskenus N 3 k Hacrosiuemy [lonoxenuro.

50. Ilpu ocymecTBiICHHMH NOBTOPHOIO BBOAA B 0DOPOT JICKAPCTBCHHBIX IPENapaTroB CYOLEKT
oOpatlieHHa JIEKapCTBEHHBIX CPEACTB, PaHEe OCYLICCTBUBIUNE BBIBOA H3 000pPOTAa JIEKAPCTBECHHBIX
[IPEIapaToOB MM BLINYCK TAKHX JICKAPCTBCHHBIX MPENapaToB 3a npejeaamu tepputopun Poccuiickoi
@epepauu (B ciydae BbIBO3a paHee BBe3eHHbIX B Poccuiickyto Meaepaliny NeKapeTBEHHBIX [IPerapaTos),
B TedeHHE 5 padoumx JiHel ¢ JaThl COOTBETCTBYIOLICH olepaluy NPEACTABIACT B CHCTEMY MOHHTOPUHIA
CBE/ICHMS, NIPEIYCMOTPEHHbIC NYHKTOM 14 npustoxkenus N 3 k nacrosuemy [onoxkenuto,

51. CyObekrtsl o0pallieHHsl JICKAPCTBEHHbBIX CPEACTB, OCYLUECTBIAIOUIMEG PO3ZHHYHYI) TOPrOBIIK
JIEKAPCTBEHHBIX NPEHAPATOB M OTIYCK JIGKAPCTBEHHBIX I[PENApPATOB, MapKHPOBAHHBIX CPEACTBAMU
uacHTH(HKALMH, OTpaxalT HHMOPMALMIO O BLIBOAC M3 000pPOTA JCKAPCTBCHHBIX IPEHAPATOB ¢
UCIOJIb30BAHUEM KOHTPOIbHO-KACCOBOH TEXHHKH.

CyObeKkThl 00OpallieHus JICKAPCTBEHHBIX CPEICTB, HE OCYLIECTBISIOUINE ACATCILHOCTD 110 PO3HHYHOH
TOProOBJIC JICKAPCTBCHHBIMU IIPCHAPATAMH IPH BbBIBOJEC M3 000POTA JIEKAPCTBEHHBIX MPEMAPATOB IYTEM
ornycka OeCIIaTHO WM CO CKHJKOIl JICKApPCTBGHHBIX IIPENApaToB 10 PeLEnTy Ha JICKApPCTBEHHLIC
[peraparsl MK OTIYCKA JICKaPCTBEHHBIX MPENAPaTOB, NPEACTABIAIT HH(OPMALIMIO O BbIBO/IE U3 0DopoTa
JICKAPCTBCHHLIX [IPENapaToB B CUCTEMY MOHHTOPHHIA € MCIOJIL30BAHHEM PErHCTPATOPOB BbIOLITHA,
[peCTABISEMBIX OIICPATOPOM CHCTEMbl MOHHUTOPHHIA.

OcHauenue cyobeKToB 00pallieHHs 1eKapCTBEHHbIX CPEJICTB, OCYILECTBIAIONNX BLIBO W3 000poTa
JICKAPCTBEHHBIX IPENapaToB IyTeM OTHYycKa OCCIUIaTHO MM CO CKMJIKOM JIGKAPCTBEHHBIX [PEIIAPATOB 110
peLenTy Ha JCKAPCTBCHHBLIC IIpenaparsl WIM OTIYCKAa JICKApCTBEHHBIX IIPENAPATOB, YCTPOHCTBAMHU
peructpaumy  BbIOBITHA  JICKAPCTBEHHLIX  [PEHAPATOB  OCYLLUECTBIACTCH  OHEPATOPOM  CHUCTEMbI
MOHMTOpHHra Ha Oe3Bo3mesqHoH ocHoe. B nemsx Takoro ocHamenus cydObextsl oOpatieHus
JIEKAPCTBEHHBIX CPEJACTB 3aK/IOYAlOT ¢ OHNEPATOPOM CHCTEMbI MOHMTOPHHIA JOrOBOPbL, B TOM HHCNE
COZICPIKALLME YCIOBUA NPEAOCTABICHHS TAKOT0 000pYA0BAHHA W €r0 PErJIAMEHTHOrO OOCITYKHBAHHA HA
0e3B0O3ME3/IHOH OCHOBE.

Tunosast popma Takux JoroBopoB yreepkiaactess MUHUCTEPCTBOM HPOMBILLICHHOCTH U TOPrOBIIH
Poccuiickoii @enepaituiu.

[ocne npegocrasineHus cyObexTy o0palieHus JICKapCTBEHHBIX CPEACTB YCTPOHCTBA perucTpaluu
BLIOLITHS OMEPATOP CHCTEMbI MOHHTOPHHIA B TeUYeHUE 5 pabouux JHEH PerucTpupyer npeaocTaBicHHOe
YKA3aHHOE YCTPOMHCTBO B CHCTEME MOHMTOPHHTA.

52. CyObekrhl o0palieHus JEeKAapCTBEHHLIX CPEACTB IpH OOHAPY:KCHMH OIIMOOK B CBEICHUSX
(He0CTOBEPHBIX CBEJCHMIT), NMPEACTABICHHBIX UMM B CHCTEMY MOHHTOPHHIA IpU BBOjAe B obopor
JIEKApPCTBEHHBIX IpenapatoB u o0opoTe JICKapCTBEHHBIX [PEHNApaToB, [PEACTABIAIOT B CUCTEMY
MOHHTOpHHra uHpOpMaLMIO, HEOOXOMUMYIO Ul MCHPABICHMS YKa3aHHBIX OWMOOK B CBEACHHSIX
(He1oCTOBEPHBIX CBEACHHUIT) (1asee - ucnpasieHue omudok).

CyObextbl oOpatieHus JICKapCTBEHHBIX CPEJICTB BHPABEC BHECTH HCIPABICHUS OMMOOK 10 TOro
MOMEHTA, KOI/1a OHU ObLIM YBEJOMIIGHBI O HA3HAYEHHH B OTHOIICHUH HUX IIPOBEPKH, OCYLICCTBISICMOH B
yeranosieHHoM nopsjke @enepansuoil cnyxk00il no waasopy B cdepe 3npaBooxpaHeHus, 1o (akry
npejacTaBineHus cyObekraMu  oOpallleHHst JICKApCTBEHHBLIX CPEACTB  OWMOOYHBIX  (HEIOCTOBEPHBIX)
CBCICHHI.

B ciyuae ecnu B NpeACTABICHHH CBEACHUH, B KOTOPBIX OOHApYKEHbl OLIMOKH (HEAOCTOBEPHLIC
CBCICHHS), Y4acTBOBANM APYrHE CYOBLEKThl OOpalleHUs JIGKAPCTBCHHBIX CPEACTB, TO HCIPABICHHA
OLIMOOK CHUTAIOTCS IPHHATBIMH [10C/IE MOATBEPIKACHHS JOCTOBEPHOCTH [PEACTABICHHBIX MCIIPABICHHI
OMHOOK B CHCTEME MOHMTOPHHIA BCCMH YYaCTHHKAMM IIPEJACTABICHHS CBCACHHUII, B KOTOPBIX
oOHapyx’eHb! OIUOKHU (HEIOCTOBEPHBIE CBE/ICHNUS).

B cucteMy MOHUTOPHHIA BHOCATCS CIEAYIOLUME UCIIPaBlIcHHs OMOOK B OTHOLICHHN COOCTBEHHBIX
ornepaLuii:

OTMEHA CYOBEKTOM O0pAallCHUs JICKAPCTBEHHBIX CPEJICTB PaHEe 3aperucTpPUpPOBAHHON onepalnu (B
Cllydac, eC/IH MOC/E TAKOH onepalny He DbUIM COBEPILCHBL ACHCTBUA ¢ IIEPEXOA0M IIPABa COOCTBCHHOCTH
Ha JICKAPCTBCHHbIC PCHAPAThI);

OT3bIB cOO0IEHUs 00 OTIPY3KE NEKAPCTBEHHBIX NPENapaToB cyOLEKTOM 0DpalleH sl JICKAPCTBCHHBIX
CPe/ICTB - OTHPABUTEIEM TAKOr0 COOOLICHHS, MEPEIAHHONO MOJYYATENI0 JICKAPCTBCHHBIX IPEMNApaTOB.
Takas KOppeKTHpPOBKA BO3MOMKHA 10 MEpeAayH CBCICHMI O MOATBEPKIACHHH NEPEIadH JICKapCTBCHHOIO
[penapara Ipyrium cyobekToM o0palleHus ICKapCTBCHHBIX CPEICTB;
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oTKa3 cybbekTa oOpalieHus JISKapCTBEHHBIX CPECTB - HOJIYyYaTe/ s JISKAPCTBEHHBIX IIPENAPaToOB OT
HNPHEMKH JIEKapCTBEHHBIX mNpenaparos. Takas KOPPEKTHPOBKA BO3MOMKHA [0 MEpeiadyd CBEACHUI o
HOATBEPIKICHUH IepeJayuy IeKapeTBEHHOTO Nperapara ApyruM cyObeKToM 00palleHus JIeKapCTBEHHbIX
[peIaparos.

53. bnoKHPOBKA [PUHATHS CUCTEMOH MOHHTOPHHIA CBEACHHH O BBOJE B 000POT JICKAPCTBEHHBIX
npernaparos, 00 000poTe U (KIK) O BLIBOJAE H3 000POTA JICKAPCTBEHHBIX [Ipenaparos (aanee - 0J10KHPOBKa)
OCYIIECTBIIACTCS B ABTOMATHYECKOM PEXKUME [10 IIpaBHiIaM, yeranasiniBaeMbiM Denepanbroii ciyx00ii o
HaJBopy B cdepe 3paBoOXpaHeHUs.

[Mepevens npuyHH DIIOKUPOBKY [PUBE/EH B npuioxkeHun N 7.

[Ipu ycrpanenun cyObexToM 00palleHUs JICKAPCTBEHHBIX IPENAPATOB IMPUYMH, [OCTYKHUBLIMX
OCHOBaHHMEM Ul DIOKHPOBKH, OTMEHA OJIOKHPOBKH OCYLLECTBIACTCH B ABTOMATHHECKOM PEKIME.

B oraensHbIx ciydasx, HnepedeHb KOTopbix onpeaemsiercss OenepanbHoil cny:k00# 110 Han3opy B
chepe 3apaBooxpaHeHUs, IPH OIIOKMPOBKE J0OMYCKACTCS BO3MOMKHOCTL HEPEIauH CBEICHUI O BO3Bpare
JICKApPCTBEHHBIX MPEHAPaTOB IOCTABIIMKY, O MEPE/aue JICKAPCTBEHHBIX NPEHAPATOB HA YHHUTOXKCHHE U
(1nn) 00 HHOM BH/IE BBIBOJA U3 0DOPOTA JEKAPCTBEHHBIX NPENApaTOB.

biokupoBka M oTMeHa OIIOKMPOBKM MOTYT BBOJAMTHCA B OTHOLICHHM CAMHMLILL JICKAPCTBEHHOI'O
[perapara, HapTHH JICKapCTBEHHBIX IIPCHApPaTOB WM CEPHHU JICKAPCTBEHHLIX IIPEapaToB.

VIl. Mopspok npegoctaBneHus nHopmaumm, cogepxalencs
B CUCTeMe MOHWUTOPUWHra

54. loctyn 3aMHTEPECOBAHHBIX B [1OIY4CHHH MHOOPMALIMKM U3 CUCTEMbI MOHUTOPUHIA (PU3HYECKUX
1 IOPUAMYECKHX JIdLl, eepaibHbIX OPraHOB HCIOMHUTEIbHOI BIACTH, OPraHOB FOCYAapCTBEHHOI BlacTu
cyObekToB Poccuiickoil @ejiepauuu 1 OpraHoB MECTHOI'O caMOYIIpaBicHust 00ECeHUBACTCs OIEPaTOPOM
CHUCTEMBbI MOHHTOPHHTIA 110 COMACOBaHUI0 ¢ MuHHCcTepeTBOM 31paBooxpaneHus Poceuiickoin Meaepannn
n @eepanbHoi cnyx00i o Hansopy B chepe 31paBoOXpaHCHUS.

55. Hoctyn k uHpOpMaLMK, COACPKALICHCS B CHCTEME MOHHTOPHHTA, 00ECIICUHBACTCS ONEPATOPOM
CHCTEMbI MOHHTOPHHIA C YHETOM CICAYIOLIHUX NOI0KCHHUIL:

a) pocryn (eaepaibHbIX OPraHOB HCIOJHHUTEILHOH BIACTH, OPraHOB IOCYJApCTBCHHOH BIIAacTH
cyobekToB Poccuiickoil deaepauun H OpraHoB MECTHOI'O CAMOYIIPABIICHHS B OTHOLLICHHH COJICpKaLIcHCs
B CHCTEME MOHHTOPHHIa MH(OPMALKMH OCYIUECTBIIACTCH B TOM 4HCIEC MOCPEACTBOM HH(PACTPYKTYPBI,
obecrieuuBaromie  HHPOPMALMOHHO-TEXHOIOIHYECKOE B3aUMOJACHCTBHE HH(OPMALMOHHBIX CHCTEM,
UCIIOJNIL3YEMBIX JUIA IIPEJOCTABJICHHSA TOCYAAPCTBCHHBIX M MYHULMIAILHBIX YCIYI H HCIIOIHCHUS
roCy1apCTBEHHBIX H MYHHLMIAIBHLIX (YHKLMA B MIEKTPOHHOH (opme;

0) noctyn cyObekToB 0DpalleHHs JICKaPCTBEHHBIX CPE/CTB, NMPEACTaBIsSIONNX UHpOpMaLHIO JUIs
BHECCHUS B CHCTEMY MOHMTOPMHIA, B OTHOLICHHM HPEACTaBACHHOH uMH HHpOpMaUUU H
HOPMaTUBHO-CIIPABOYHON HH(OPMALINK, COEPHKALLCHCS B CHCTEME MOHUTOPHHTA, OCYLIECTBIIACTCS Hepe3
nuuHblil  kaOuHer cyObekta  oOpaleHust  JIEKapCTBEHHBIX — NPEHApaToB MM [OCPEACTBOM
nH(OPMALIMOHHBIX HICKTPOHHBIX CEPBUCOB C UCIOIL30BAHMEM CTAHJAPTHBIX MPOTOKON0B U HHTEp(eiicoB
HIEKTPOHHOTO B3aUMOCHCTBHSA;

B) JOCTYN IPaXJaH B OTHOLLICHHMM COJEpiKalleicss B CHCTEME MOHMTOpUHra MHGOPMAaLUM IpH
[IPOBEPKE CPEACTBA MACHTH(HKALMH OCYIICCTBIACTCS B TOM YHCIIC € HCIIONb30BAHHEM CaiTa oneparopa
CHCTECMbl MOHWUTOPHHIA B HH()OPMALIMOHHO-TEICKOMMYHHKALHOHHOH ceT "HuTepHer” u MoOHILHOIO
[IPUIIOKEHHS.

56. MoOuiIbHOE TPUIIOKCHUE NIPH [IPOBEPKE CPEACTBA HACHTH(HKALUK 00CCICUHBACT B TOM HHCIE
CIICAYIOLIHE BO3MOMKHOCTH CUCTEMbl MOHHTOPHHIA:

a) CUUTBIBAHME CPEACTB WJACHTU(HKALKWKH €O BTOPUYHOH (NOTPeOUTENLCKON) YHNAKOBKH
JIEKapCTBEHHOrO rpenapara (B cliydae ee¢ OTCYTICTBMA - MEPBHYHOH YIAKOBKH JIEKAPCTBEHHOIO
tpernapara);

0) oroOpaxeHue pe3ybTATOB POBEPKH CPE/ICTBA HACHTH(PUKALIMH B CHCTEME MOHHTOPHHIA;

B) BO3MOJKHOCTL HAIIPABJICHHS CBCACHMH B CUCTEMY MOHMTOPHHIA O HAPYIICHHAX MOPSIKA
MApKHPOBKH JIEKAPCTBEHHBIX IPCHAPATOB.

57. CybbekT oOpalieHust JICKapCTBEHHBIX CPEICTB MOKET MOIYHYHTD JOCTYI KO BCEM MICKTPOHHBIM
JNOKYMECHTaM, HEpPeJaHHbIM MM B CHCTEMY MOHHMTOPMHIA, @ TaKiKE K OJJCKTPOHHBIM JOKYMEHTaMm,
CO3/IaHHLIM CHCTEMOH MOHHTOPHHIA [0 pe3yiabTaTaMm 00padoTKH MOJIYYCHHBIX OT cyObekTa oOpallucHua
JICKAPCTBEHHBIX CPE/CTB JOKYMCHTOB.
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VIIl. OnepaTtop cucTeMbl MOHUTOPUHra

58. Onepartop cuCTeMbl MOHHTOPHHIA [0 COIVIACOBAHHMIO ¢ MHHHCTEPCTBOM 3paBOOXpaHEHUS
Poccuiickoii @enepaunn 1 OenepansHoii cayx00i o Haazopy B cdepe 3ApaBooXpaHeHHs 00eCIIeHHBACT:

a) co3JaHue, pasBUTHE, BBOJ B IKCIUTYATALMIO, IKCILTYATALMIO U BLIBOJ H3 DKCILUIYaTallUH CHCTEMBI
MOHHMTOPHHIA, I[peAOCTaBlIeHHEe WH(OpMaALMM, CcOACpXkKallelics B CHCTEME MOHHMTOPHHIa, M
B3aUMOJICHCTBUE CHCTEMbI MOHMTOPHHIA ¢ MHBIMH HHPOPMALIMOHHBIMH CHCTEMAMM;

0) peannzanuio MeEXaHMU3MOB OOLIECTBEHHOrO KOHTpOJsl, BK/IO4as npueM uHpopMmauuu o
pe3yiabTaTtax MpPOBEPKH CPEACTB MACHTHHMKALMK M KanoObl (DU3HYECKUX M IOPHIMHECKMX JIHLL,
WHMBHYAIBHBIX HPEANPUHUMATENCH, XpaHeHue, o0paboTky M nepegady 2310l uHdopmauuu B
YIOJHOMOYCHHBIE (heIepalbHbIC OPraHbl HCIOJIHUTEILHON BIACTH.

59. Omneparop cHCTEMbl MOHHTOPHMHIA HECET OTBETCTBEHHOCTb B COOTBETCTBHH  C
sakoHoaarenscTBoM Poccuiickoit Menepauuu:

a) 3a XpaHCHHE BCEX JAHHBIX M 3anucel TpaHsakuuil B 0ase MaHHBIX, PErHCTPUPYEMBIX B CHCTEME
MOHHTOPHHIA;

0) 3a HENOCTHOCTb, COXPAHHOCTL H HENIPOTHBOPEUHUBOCTL HH(OPMALMH B CHCTEME MOHHTOPHHIA;

B) 3a BCACHHE M XPAaHCHHE CAMHBIX PEECTPOB, CIPABOYHO-HOPMATHBHOH HH(OPMALIHY,
Kjaccu(ukaTopos u (popMaToB 0OMEHA JAHHBIMH;

r) 3a OecriepebOiHYIO0 H OTKA30yCTOHYUBYIO padoTy CUCTEMbl MOHHTOPUHIA;

J) 3a BOcCCTaHOBJIEHME pabOTOCHOCOOHOCTH CHCTEMbl MOHHTOPHMHIA M €€ KOMIIOHGHT HOC/Ee
ycTpaHeHus cO0eB npu YCI0BHU [OJIHOTO YCTPAHCHUs HPHYKH, BbI3BaBILINX cOOM, a TakuiKe 3a COXpaHeHUe
LICJIOCTHOCTH YCTAHOBJIGHHBIX HA CepBEpax MPOrpaMMHO-TEXHMHECKHX CPeICTB U Da3 AaHHbIX:

¢) 3a CTPYKTYPHOE PE3CPBUPOBAHUE, ABTOMATHYECKOE BbiABICHHE (haKTa OTKA3a CEPBEPHOIO yilia H
HECPEKIIIOYCHIE 3a7ad Ha JAPYroil cepBepHbI y3el, a TakKe 3a HAIMYUE PE3CPBUPOBAHHOIO U
AUBEPCUHUIHPOBAHHOIO 110 MOJKIIOUEHHIO K IIPOBaiiiepaM CETeBOro A0CTYIA;

) 38 HHGOPMALIMOHHYIO DE30MACHOCTb U 3ALUMTY AAHHBIX OT HECAHKUMOHMPOBAHHOTO AOCTYIA H
yTeukn HHGopMaLnm;

3) 3a KOHCYIbTALMOHHYIO M TEXHHYCCKYI0 MOICPKKY CYOBCKTOB 0OpallicHHUs JICKApPCTBCHHBIX
CPEICTB CHCTEMbl MOHHTOPHHIA U MOOHIJIBHOTO IIPUIOKCHHUSA U1t (PUIMYECKUX JIHLL;

) 3a cOop u ananus oOpawieHud OpHAHYECKHX M (PH3HYECKHX JHL, HHIMBHIYAIbHLIX
[peAIpUHHMATEICH ¢ Le/IbIO [IOCTAHOBKH 33/1a4 Ha J0padoTKy H MOJACpHH3ALUI0 0a3 JaHHBIX.

[Tpunosxenue N 1

Kk TTonoskenuio o cucreMe MOHUTOPUHIA
JABMAKEHUS JICKAPCTBEHHBIX MPEHapaToB
JUIS1 MEIMIIMHCKOIO IIPUMEHEHUs

CBELOEHWA,
NMPEACTABNAEMBIE TOCYOAPCTBEHHBIMXA UHO®OPMALIMOHHBIMA
CUCTEMAMW ®ELEPANbHbLIX OPTAHOB UCMONHUTENBHOW BNTACTU
B CUCTEMY MOHUTOPWUHIA ABUXEHWA NEKAPCTBEHHbIX NMPEMNAPATOB
ana MEQUUMHCKOIO NPUMEHEHUA, A TAKXE CBEOEHWA, NEPEOABAEMbBIE
U3 CUICTEMbl MOHUTOPUHIA ABUWXEHWUA NEKAPCTBEHHbIX MPEMAPATOB
ana MEAUMUMHCKOIo nPUMEHEHUA

1. U3 Eaunoro peectpa AUUEH3MH HA IIPOM3BO/ICTBO JIEKAPCTBEHHbIX CPEICTB JUIs Leleil nepeadu
uH(GOPMALHK O JIMICH3UAX HA MPOU3BOJCTBO JICKAPCTBCHHBIX CPEJ/ICTB MPOM3BOUTEINS 1EKAPCTBEHHBIX
CPE/ICTB, SBISIOLIEIOCH OpraHu3alHeil, Ipu3HaBacMoil HaoroBsIM pesuaeHtTom Poceniickoil denepaiimn,
B CHCTEMY MOHHTOPHHIA JIBHKCHUS JICKAPCTBCHHBIX MPENAPATOB /1% MEAMLMHCKOTO MPUMEHEHUS (aee
- CHCTEMa MOHHUTOPHHIA, JICKAPCTBCHHBIC NPEHAPaTh) MPEICTABIAIOTCS CIC/IYIOLINE CBEICHHUS:

a) MACHTH(PMKAUMOHHBIH HOMEP HAIOIOIUIATENbIIMKA POU3BOIUTENS JICKAPCTBEHHBIX CPEACTB;

0) OCHOBHOH rocy1apCTBEHHBII PErHCTPALIMOHHBIH HOMED MTPOU3BOIUTENS JICKAPCTBCHHBIX CPEICTE;

B) HAUMCHOBAHUE IIPOU3BOAUTEIIA JICKAPCTBCHHBIX CPE/ICTB;

I') HOMEp JTULECH3UH;
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1) 1aTa BbIJAYH JIHLECH3UM;

€) cTaTyc ACHCTBUS JHLICH3NN;

JK) 1aTa W3MCHEHHS CcTaTyca ACHCTBUS THIICH3HH,

3) agpec MecTa OCYIICCTBICHHS ACATENLHOCTH COIVIACHO JIMUEH3HH (r1o0aibHbIH YHHKAIBHBIH
uaeHTHUKATOP aapecHoro odbekra B (peaepansHoi HHPOPMALHOHHON apPECHONH CHCTEME M OIHCAHHE
aJPecHOro 00BLEKTA);

H) nepeyeHb padoT U yeuyr, NpeaycMOTPEHHbIX JIHLCH3UCH;

K) I1EPEHEHb JICKAPCTBEHHBIX (JOPM, NPEIYCMOTPEHHbIX JIMLICH3UEI;

J1) JONOJMHUTENBHOE OlHcaHue 1o paboraM (yciyram).

2. M3 eunoro peecrpa JIMLEH3HIH, B TOM YUCIIE JIMLIEH3HHA, BBIIAHHBIX OpraHaMu rOCy/1apcTBEHHOM
Biractu cybbektoB Poccuiickoilt @enepauun B COOTBETCTBHM € [EPEHAHHBIM  [IOJHOMOYHUEM 110
JIMLEH3UPOBAHUIO OT/ACIBLHBIX BH/IOB JEATCIBHOCTH B c)epe OXpaHbl 30POBbS, I LEICH nepeaaun
unopMaluH O JMUCH3HAX CYOBEKTOB OOpAIliCHHS  JICKAPCTBECHHBIX  CPEACTB,  SIBIIAIOLIMXCS
OpraHM3alMsIMH,  [PU3HABACMBIMH  HANOroBbIM  pesuaeHToM  Poccuiickoit  @enepaunu,  wiu
UHJMBH/YAIbHBIMH [PCUIIPHHUMATCIIAMH, B CHCTEMY MOHMTOPHHIA IPEACTABISIOTCS CICAYIONIUE
CBE/ICHHA:

a) HACHTH(UKALUMOHHBLIH HOMEp HalOromjarejbliuKka cydbekra oOpallcHus JICKAPCTBEHHBIX
CPeACTB;

0) HOMEp THLCH3HU;

B) jara Hadala JCHCTBUSA NMULCH3HH,

I) agpec Mecra OCYLICCTBJICHUS [CSATE/IBHOCTH COIVIACHO JHLEH3MM (1100aibHbIH YHHKAJIBHBIA
naeHTuduraTop ajgpecHoro odbekra B eiepalibHON HHPOPMALMOHHON aIPECHON CUCTEME H OLIUCAHUE);

J1) cTatyc AeHCTBUS JIMUEH3UH (MACHTH(HUKATOP W OIHCAHUE);

€) JlaTa U3MEHEHHS CTaTyca JACHCTBUSA JIMLICH3HH,

7K) nepeveHs padoT U yCHyr, IPEAYCMOTPEHHBIX JTHUEH3HEH (MACHTU(UKATOPB! U OIUCAHUE).

3. U3 eauuoi rocynapcTBeHHOH HHAOPMALIHOHHON CHCTEMBL B cepe 31paBOOXPAaHEHU ISl LeeH
OIMCAHMU JICKAPCTBEHHBIX [IPENAPATOB B CHCTEMY MOHHTOPUHIA IPEACTABIAIOTCS CICAYIOUIHE CBECHMS:

a) YHHKa/IbHBIN WICHTH(HUKATOP 3aIHCH B €AMHOM CTPYKTYPHPOBAHHOM CIPABOYHHKE-KATAIOIE
JICKApPCTBEHHBIX MPCNAapaToB;

6) HOMEp PeruCTPaLMOHHOIO YAOCTOBEPEHHA JIEKAPCTBEHHOrO MPEenapaTa;

B) JaTa roCyAapcTBEHHON PErHCTPALHH JICKAPCTBEHHOIO [PENapara;

I) CTATYC ACHCTBUS PErUCTPALHOHHOIO YI0CTOBEPEHHs ICKAPCTBCHHOIO Npenapara;

1) MEKAYHAPOIHOC HEMNATCHTOBAHHOE, WM IPYNIIHPOBOYHOE, MIM XMMHYCCKOE HAHMCHOBAHHC
JIEKapCTBEHHOI O Mpernapara;

¢) HAUMEGHOBAHHUE JCPIKATE/s MM BiIajie/blia PEIHCTPALIMOHHOIO YIOCTOBEPEHHUS JICKAPCTBEHHOI'O
npenapara;

) CTpaHa perHcTpalMM Jepiareis WM  BiIaJelbla PErHCTPALMOHHOIO  YIO0CTOBEPEHHS
JNIEKapCTBEHHOTO Mpenapara;

3) KOJ HaJOroIUIATE/IbIIHKA JACpiKAaTeNs WIH BAaJelnbllda PErHCTPALHOHHOIO YI0CTOBCPEHUS
JIEKapPCTBEHHOTO Npernapara B CTPaHe PerucTpaliuu;

M) IPU3HAK HAINYKSA JIEKAPCTBEHHOIO MPENnapaTa B NEPEUHE IU3HEHHO HeoOXOAMMBIX H BaKHCHIIMX
JICKAPCTBEHHBIX [IPENapaToB;

K) TOProBOE¢ HAaMMEHOBAHHE JICKAPCTBEHHOI'O [1PEHApPaTa;

J1) IepBHYHAA YIIAKOBKA JICKAPCTBEHHOIO Mperapara;

M) KOJIHYECTBO JCKApCTBCHHOMN (DOPMBbI B IEPBHYHON YIIAKOBKE;

H) BTOpHUHAs (MOTPeOHTENbCKAsA) YIIAKOBKA JICKAPCTBEHHOIO npenapara (IpH HalHuuH);

0) KOJTMYECTBO MEPBHYHOMN YIIAKOBKH JIEKAPCTBEHHOIO Mpernapara BO BTOPUYHOMN (noTpeduTenbekoil)
YIAKOBKE JIGKAPCTBEHHOIO Ipenapara (IpH Haluiuu);

1) JeKapcTBeHHas popma;

P) KOJIHHYECTBO CAMHULL H3MEPEHHS I03HPOBKH JICKAPCTBEHHOI'O [pernapara;

¢) HauMeHoOBaHME CyOBeKTa OOpalleHUs JEKAPCTBEHHBIX CPEICTB, OCYILCCTBISIOLErO (PacoBKY
(YnakoBKY) JIEKaPCTBEHHLIX [PENapaToB BO BTOPHUYHYIO (IMOTPEOUTENLCKYIO) YIIAKOBKY JEKAPCTBEHHOIO
npenapara (B ciy4ae e¢ OTCYTCTBUS - HCPBUYHYIO YIIAKOBKY JICKapCTBEHHOIO HPEIapara);

T) KO/ HaJOroIUlaTelbliMKa cyObekTa OOpALICHHS JICKAPCTBCHHBIX CPEIACTB, OCYLICCTBISIOLICTO
(hacoBky (YNakoBKYy) JICKAPCTBCHHBIX I[IPENaparoB BO BTOPUYHYIO (HOTPEOMTENBCKYIO) YIAKOBKY
JICKApPCTBEHHOro Ipenapara (B ciydae e¢ OTCYTICTBHUS - I[CPBHYHYIO0 YIAKOBKY JICKAPCTBCHHOIO
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npenapara), B CTpaHe PerucTpalHu;

y) cTpaHa perucrpauun cydbekra oOpallieHus JICKAPCTBEHHBIX CPEACTB, OCYIICCTBIISIONICTO
(hacoBKy (YNaKoBKYy) JICKAPCTBCHHBLIX [PENaparoB BO BTOPUUHYIO (HOTPEOHMTENBCKYIO) YIIAKOBKY
JICKApPCTBEHHOro Ipenapara (B ciydae e¢ OTCYTCTBHUA - IMCPBHYHYIO YIIAKOBKY JIGKAPCTBCHHOIO
[perapara);

() aapec mecra OCYLICCTBICHHMS JACATE/ILHOCTH CYObLEKTa OOpalleHMs JTeKapCTBEHHLIX CPEICTB,
ocyllecTBIAomero Gacosky (yIakoBKY) JIEKapCTBEHHbIX MPEIIAPATOB BO BTOPHUHYIO ([IOTPEOHTENIBLCKYIO)
YHAKOBKY JIGKAPCTBEHHOIO IIperapara (B ciiydae e¢ OTCYTCTBUS - HEPBHUHYIK) YIAKOBKY JIEKAPCTBEHHOIO
npenapara), ykasaHHbiil B JIMLIEH3MM HA [IPOM3BOJACTBO JICKAPCTBEHHBIX CPEACTB HPH HAJMYHUH TaKON
nuuensun  (rnobaibHbl  yHUKaIbHBI  uHaeHTHdUKaTOp ajgpecHoro odbekrta B QeaepaibHOR
nHPOPMALHOHHON a/IPECHONH CUCTEME U OIMCAHUE);

X) HAMMEHOBAaHHE cyObexkTa 0OpallCHUS JICKAPCTBCHHBIX CPE/CTB, OCYLLECTBIISIOLICIO CTAHIO
BbIITYCKAIOLLEr0 KOHTPOIIs Ka4eCTBa;

11) KOJ HAJIOroIuiaTenbliMKa cyObekTa oOpalleHust JEKApPCTBCHHBIX CPEICTB, OCYIICCTBISIOLICIO
CTA/IMIO BBIIYCKAIOIEIO KOHTPOJIL Ka4eCTBA B CTPAHE PErHCTPALIK;

4) CTpaHa PEerueTpaLuu cyObekTa 00palleHus JIeKapCTBCHHbIX CPEICTB, OCYIUCCTRIIAIOIIEIO CTAHIO
BBIIYCKAIOILIEr0 KOHTPOJIS Ka4ecTsa;

) ajpec MECcTa OCYIICCTBICHHA ICATEIbHOCTH cyObekTa oOpalleHUs JICKAPCTBEHHLIX CPEICTB,
OCYLICCTBIIAIOUICIO [TPOM3BOACTBCHHYIO CTAJMI0 BBINYCKAIOIIEr0 KOHTPOJSA KAauecTBAa, YKa3aHHbLIH B
JIMLICH3MH HA [POU3BOACTBO JICKAPCTBEHHBIX CPEIACTB MPH HAMHYMH Takol JIMUCH3HH (riodanbHbIH
YHHUKaJIbHBIA HaeHTH(DUKATOP ajpecHoro odbekTa B (ejiepasibHON HHPOPMALIMOHHOMN a/IPECHOI CHCTEME U
OIMUCAHME),

111) JaTa perucTpaliy Npe/Ie/ibHON LIEHbl Ha JIGKapCTBEHHbII 1penapar;

bl) MpeIciibHAs 3aPErUCTPUPOBAHHAs LIcHA B pyDIIsiX.

4. U3 Eaunoro rocyaapcTBeHHOrO peectpa opuandeckux jul 1 EauHoro rocyaapcrseHHOro
peecTpa MHAMBUAYAIbHBIX NPCANPUHHMATENCH COOTBETCTBCHHO B LIEJAX NOATBCPIKACHUS JOCTOBEPHOCTH
CBCACHHH O TroCylapcTBEHHOH perucrpauun  cyObeKkToB 00paileHus JIeKapCTBEHHBLIX CPEICTB,
ABJIAIOMIMXCA OPraHU3aLMAMH, NPU3HABACMBIMU HAIOTOBLIM pesuaeHtoM Poccuiickoil @enepauun, wim
UHJMBH/YAlbHBIMH [PESAIPHHUMATEIAMH, B CHCTEMY MOHHTOPHHIA [PCACTABIAIOTCS CICIYIOUNIUE
CBE/CHHA:

a) HMACHTH(UKALMOHHBLIH HOMEp HaJoronjarejbliuka cydobekra oOpalleHHs JICKAPCTBCHHBIX
CPEeACTB;

0) KoJ HAJIOrOBOIO OPraHa;

B) KOJ| CTATyCa IOPUIAMYECKOrO JIMLA MM HHAHMBUAYAIbHOIO NPEAIPHHUMATEIIS;

I') HaUMEeHOBaHHE cyObeKTa 0DpalllCHUs IEKAPCTBEHHBIX CPEJICTB;

J1) CTATYC 3alUCH O PErHCTPALIMH IOPUAMHECKOr0 JIMLA WIKH HHIMBHAYAJIBHOIO NPEIIPHHUMATEIS,

€) cBeAEeHMS O pykoojurene cy0Obekra oOpauieHMst JIEKApPCTBEHHBIX CPEACTB  uiu 00
WHJIUBH/YAIbHOM TIPEIPHHHMATEIIC.

5. M3 rocyaapcTBEHHOIO peecTpa akKpeAMTOBAHHBIX (DMIIMAIOB, HPEACTABUTENLCTB MHOCTPAHHBIX
OPHANYECKUX JIHLL B UEISX MOATBEPIHKICHHS JJOCTOBEPHOCTH CBEACHUH O PErHCTPALIUY IIPEICTABHTEILCTB
MHOCTPAHHBIX OPraHU3aLMi, SBISIIOLMXCH JACPIKATCIAMH HIM  BIAJC/IBLAMH  PErHCTPALIMOHHOIO
YAOCTOBCPCHHs JICKAPCTBCHHOrO npenapara, Ha teppuropud Poccuiickoil @eaepauun B CHCTEMY
MOHHTOPHHIA [IPEACTABIAIOTCA CIICAYIOUIUE CBEICHHA:

a) HACHTH(QHKALMOHHLIH HOMEP HAIOTOILIATEIbIIHKA [IPEACTABUTE/ILCTBA;

0) Ko/ HAJIOrOBOIO OPraHa yueTa IpeCTABHTE/ILCTBA;

B) HAMMCHOBAHUE NIPEACTABHTE/ILCTRA;

I') HOMEp 3arucH 00 akKpeuTalum;

1) cBe/ieHHs 00 HHOCTPAHHON OpraHU3aLHu;

¢) KOl COCTOSIHHS! AKKPE/HTaL[HK;

) CBEJICHUS O PYKOBOJMTEIE NPEICTABUTEIILCTBA.

6. M3 noacucremsl "MOHUTOPUHI KayecTBa JICKAPCTBCHHBIX CPEICTB' aBTOMATH3HPOBAHHOM
undopmannonHoit cucrembl @enepanbuoit cnyxObl 1o Han3opy B cdepe 3ApaBOOXpPaHEHMsT B LEISX
obecricuenuss OE30MACHOCTH B CHCTEMY MOHHMTOPUHIA MPEACTABISIOTCS CICAYIOIIME CBCACHUS O
BPEMEHHOM BBIBOJIC (00 OTMEHE BPEMEHHOIO BbIBOJA) M3 OOpallleHUs JICKAPCTBEHHLIX MPEHApaToB 1o
HHHULIHATHEC YIIOJIHOMOYEHHOIO (JeepallbHOTO OPraHa HCIIOAHUTEIbHON BIACTH!

a) Jara, ¢ KOTopoil Heo0XoauMO 0DecneunTh BPEMEHHBIH BbLIBOA (OTMEHY BPEMEHHOIO BbIBOJA)
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JNIEKapCTBEHHOIO Npenapara u3 obpalteHus;

0) HOMEp PEerucTPaLHOHHOIO YAOCTOBEPEHHUS JICKAPCTBEHHOTO MPEapara;

B) JaTa roCcyIapCTBEHHON PEeruCTpaLluy JICKAPCTBEHHOIO NPEapara;

I') OCHOBAHHE BPECMEHHOI'O BbLIBOJA (OTMEHBI BPEMEHHOI'O BBIBOJA) U3 0OpalLeHUs ICKapCTBEHHOIO
pernapara;

J1) PEKBH3HTBI JOKYMEHTA O BPEMEHHOM BbIBOJE (00 OTMEHE BPEMEHHOIO BLIBOJA) H3 oOpalleHus
JICKapCTBEHHOTO Mpernapara;

¢) rinodanbHbli ACHTH()HKALIMOHHBIH HOMEP TOPIOBOI ¢/IHHULLBL;

7K) HOMEp [POU3BO/ICTBEHHOH cepuu;

3) WACHTH(HMKALUMOHHBLIA HOMEp HaloromjareiblMka cyObekTa OOpalleHUus JICKaPCTBEHHBIX
CPeICTB (eC/IM OCYIIECTBISACTCS H3bATUE TOABKO Y 0JIHOIr0 cyObeKkTa 0OpallieH s ICKapCTBEHHBIX CPE/ICTB,
a HE M3BATHE BCCH cepuu (napTuu).

7. U3 Enuuoil aBTOMaTH3MpOBAHHON HHOOPMALMOHHOH CHCTEMBb! TAMOMKCHHBIX OPraHOB ¢ LEIbIO
HPEAYIPEHKACHU U IPECCUCHUS NPCCTYILICHUH H aJIMHHHCTPATUBHBIX [PABOHAPYILCHHI, OTHCCCHHBIX K
KOMIICTEHLIMHM TAMOMKEHHBIX opranoB Poccuiickoil Deaepatinu, B CHCTEMY MOHUTOPHHIA NIPEICTABIISIIOTCS
ClIeAYIOLHE CBCACHUS O JICKAPCTBEHHBIX Ipenaparax, BeeseHHLIX B Poccuiickylo ®enepauuio u
[OMEILEHHBIX 110/1 ONPC/IC/ACHHBIC TAMOKEHHBIC IPOLEAYPLI, COACPKALLMCCA B TAMOKCHHOM ACKIapalky
Ha TOBApbI:

a) KOJ TAMOYKEHHOI'0 OpraHa;

0) mara perucTpaluy TAMOMKCHHOH JeK/Iapaliy Ha JICKapCTBCHHbIH npenapar;

B) PErucTpallMOHHBIi HOMEP TAMOMKEHHOH JCK/Iapaly Ha JICKapCTBEHHBIA LIpenapar;

I') cepuiiHbli r1100anbHbIH HICHTH(PUKAIMOHHBIA HOMEP TOPrOBOI ¢MHULIbL;

J1) TAMOJKCHHAs! CTOMMOCTb, CTATHCTHYECKAs CTOMMOCTh M (DAaKTypHasi CTOMMOCTb 1EKAPCTBEHHOIO
npernapara;

€) KO CTpaHbl MPOMCXOKICHUS JICKAPCTBEHHOTO MIpErapara;

) MACHTH(QUKALMOHHBIA HOMEP Hajoromlare/lbiiMka cyObekra OOpalleHHs JIEKAPCTBCHHBIX
CPEJICTB, OCYLIECCTBIIAIOUICIO BBO3 U ICK/IaPUPOBAHHE JICKAPCTBEHHOIO MIPEHapara;

3) KOJ 3asBICHHOH TaMOXKEHHOH [POLEAYPLL B COOTBETCTBUM € KIACCH(MKATOPOM BHI0B
TAMOKCHHBIX MPOLECAYP;

H) JAHHBIC O BBIYCKE [UIs BHYTPEHHEr 0 0Tpeb/IeHus JIEKapCTBEHHOTO IIpenapara.

8. Cucrema MOHHTOPHHTA B UENSX [PEAYIPEKACHHS M [PECCUCHHs PECTYILICHHH WU
a/IMHHUCTPATUBHBIX [TPABOHAPYILCHUIN, OTHECCHHBIX K KOMIICTCHLIMU TAMOMKCHHBIX opranos Poccuiickoii
Depepaliuy, oCyLIECTBIACT nepejauy B EauHylo aBroMaTH3HpOBaHHYI0 HH(OPMALMOHHYIO CHCTEMY
TAMOKEHHbIX OPIaHOB 110 3alIPOCY CICAYIOIME CBEJCHHA O JICKAPCTBEHHBIX Iperaparax, BBE3CHHbIX Ha
tepputopuio Poccuiickoit denepanmn:

a) WACHTU(PUKALMOHHBIH HOMEp Hajloromjare/bliuka cydbekra oOpaleHus JICKapcTBEHHbIX
cpesctB, ocyulectrisiomiero Beo3 B Poccuiickyro @epepaluio u JICKIaPUPOBAHHE JIEKAPCTBEHHBIX
HPEIAPATOB;

0) Koz cTpaHbl IPOHCXOKACHUS JICKAPCTBEHHOTO Npernapara;

B) riodanbHblil aeHTHHKALHOHHBII HOMEP TOProBOM CIMHULIbI;

r) cepuitHblil r100anbHbI MACHTH(UKALMOHHBIH HOMED TOProBOH EIMHHIBL W IPYIIIOBOH KOA
[PYNIOBOH YIIAKOBKH, B KOTOPOil HAXOAUTCS BBEACHHbII B 000POT JICKapCTBEHHBIH Npenapar;

1) CTATYC JCKApCTBEHHOrO [Ipenapara B CHCTEME MOHUTOPHHIA;

€) MNEepeHCHb CEPHIHBIX IN00AIbHBIX HACHTH(OHUKALHOHHBLIX HOMEPOB TOProOBOH €HHHLIbIL,
COZCPIKALLMXCS B IPYIIIOBOH YIIAKOBKE.

[Mpunoxenne N 2

K [Tonoxenuio 0 cucteMe MOHUTOPHHIA
JABHIKCHHS JICKAPCTBCHHBIX MPEapaToB
JJ1s MEIHIMHCKOTO [PUMCHCHUS

NEPEYEHDb
CBEAEHWA, NPEACTABNAEMbIX NMPU ONMUCAHUU NEKAPCTBEHHbIX
NPEMNAPATOB ONnA MEOULUWMHCKOIO NPUMMEHEHWUA CYBBEKTAMMW
OBPALLEHWA NEKAPCTBEHHbLIX CPEACTB B MUH®OPMALIMOHHbIN
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PECYPC, OBECNEYUBAIOLWMA YYET U XPAHEHUE JOCTOBEPHbIX
OAHHbIX O TOBAPAX NO COOTBETCTBYIOLEN
TOBAPHOW HOMEHKNATYPE

1. ToproBoe HaMMEHOBAHHUE JICKAPCTBEHHOIO NPEnapaTa Juls MeJHLIHHCKOrO NpHMEHEHHS (1ance -
JIEKApCTBEHHBII Mpenapar).

2. bpenj (toprosasi Mapka).

3. Homep perucrpaliiOHHOIO YA0CTOBEPEHUS JICKAPCTBEHHOIO [Ipernapara.

4. Jlata rocy1apcTBEHHON perucTpalMy JIEKapCTBEHHOIO 1perapara.

5. HaumeHoBaHMe JiepaKaTe/is MM BJIAJEIbLA PEFHCTPALMOHHOIO YAOCTOBEPEHHS JICKAPCTBEHHOIO
npernapara.

6. Ajpec jepiKartels WM BIAACHbla PErHCTPALHOHHOIO YAOCTOBECPCHHS JICKAPCTBECHHOIO
npernapara.

7. MeskyHapoAHOE HENATCHTOBAHHOE HAMMCHOBAHHE JICKAPCTBCHHOI O IIpenapara.

8. JlekapcrBennas gopma.

9. KonuuecTBo eJHHUL U3MEPEHHS JO3HPOBKH JIEKAPCTBCHHOIO IIpeIapara.

10. Tun BropuuHOH (NOTPEOMTENLCKONH) YNAKOBKHM JICKAPCTBEHHOIO mpenapara (B ciydae ece
OTCYTCTBHA - [ICPBUYHOI YIIAKOBKH JEKAPCTBEHHOI'O Mperapara).

11. Marepuan BTOPHYHOI (IOTPEOUTENLCKOI) YIIAKOBKH JICKAPCTBEHHOIO Ipenapara (B ciiyyae ee
OTCYTCTBHA - [ICPBUYHOI YIIAKOBKH JICKAPCTBEHHOI'O Mperapara).

12. KonuuectBo (Mepa) J€KapCTBEHHOIO HpenapaTa BO BTOPUYHOH (1OTPEeOMTENbCKOI) yIaKoBKe
JIEKapCTBEHHOr0 mpenapara (B ciydac e¢ OICYICTBHA - B IEPBHYHOH YIAKOBKE JIEKapCTBEHHOIO
rpernapara).

13. Hanuuue BHYTPH BTOPHHHONR (NMOTPEOMTENLCKOM) YIAKOBKM JICKAPCTBEHHOI'O IIpenapara
HEMAPKUPOBAHHONH [ECPBUYMHOH YMAKOBKHM JICKAPCTBCHHOrO mnpenapara (NIpH HaIMYMM  BTOPUYHON
(norpeduTenbCKON) YIAKOBKH JICKAPCTBEHHOTO 1IPENapara).

14. Onucanue BIOKCHHOH BO BTOPUYHYIO (HOTPEOHTENbCKYIO) YIAKOBKY JICKAPCTBCHHOI'O
npenapara HEMapKUPOBAHHOM NEPBUYHOI YIAKOBKH JICKAPCTBEHHOI'O MIPEIapara.

15. Haumenosanue (acosBuinka (yIakoBIIHKa) (3al10JIHACTCA B Cllydac OCYLUCCTBICHHS (PacoBKU
(ynakoBku) Ha TepputopuH Poccuiickoil denepauun).

16. Anpec dacoBumka (YIAKOBUIMKA) BO  BTOPHUHYIO  (MOTPEOMTENILCKYIO)  YIIAKOBKY
JICKApPCTBEHHOT O [IPerapaTa (B ¢ci1ydae ¢e OTCYTCTBUS - IEPBHUYHYIO YIIAKOBKY JICKAPCTBEHHOI'O Npenapara)
(3anojiHsAeTes B Cllydae ocyluecTsiaeHus GpacoBkH (ynakoBKu) Ha TeppuTopun Pocculickoil eaepaunn).

[Tpunosxenue N 3

Kk TTonoskenuio o cucreMe MOHUTOPUHIA
ABHAKECHUS JICKAPCTBEHHBIX MPEMAPaToB
JUIS1 MEIMIIMHCKOIO IIPUMEHEHUs

CBELOEHWA,

NMPEACTABINAEMbIE CYBBEKTAMWU OBPALLEHWUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHWUA NEKAPCTBEHHbIX
MPEMAPATOB AnNA MEAWUMHCKOIO NPUMMEHEHWA NPU BBOOE B OBOPOT
NEKAPCTBEHHbLIX NMPEMAPATOB A4 MEOAUUMHCKOIO NPUMEHEHWA

|. CBegeHMA 0 NneKkapCcTBEeHHbLIX Npenaparax ons MeauuMHCKoro
NPMMEHeHMUs, NponM3BeaeHHbIX Ha TeppuTopun Poccuinckon
®depepauyunu, npeacraeBnsemMble cybLektamu obpaweHna
neKapcTBeHHbLIX CPeACcTB B CUCTEMY MOHUTOPUHra ABUXEHUS
neKapcTBeHHbIX NpenapaTtoB AnA MegULMHCKOro NpUMeHeHun

1. CyObexTbl 00pallleHus ICKAPCTBEHHBIX CPEJACTB MPH 3aBEPIICHUH CTaJAMH (PACOBKH (YNAKOBKH)
JICKAPCTBCHHBIX HMPCHAPATOB U1l MEIMIIMHCKOIO NPUMEHCHUA (Janee - JICKapCTBEHHBIC NpEnapathl) BO
BTOPHYHYIO (MOTPEOMTENLCKYIO) YIIAKOBKY JICKAPCTBCHHOIO Ipenapara (B ciydae €€ OTCYTCTBUA -
HEPBUYHYIO YIIAKOBKY JIGKAPCTBEHHOIO [perapara) NpejicTaB/isaioT B CHCTEMY MOHHTOPHHIA JABHAKCHUA
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JNIEKapPCTBEHHBIX NPEHAPATOB (Jlanee - CHCTEMA MOHHTOPHHIA) CACAYIOLYI0 HH(OPMALHIO B OTHOLICHHU
KaxkJ10H TOProBoi eJMHHUIbI ICKAPCTBCHHOTO [Ipenapara:

a) Jara COBEPLUCHHS ONEPALIUH;

0) uACHTH(HKALMOHHLIA HOMEDP HANOIOIUIATE/IbIIHKA CYOBLEKTa OOpPAlUCHHA JICKAPCTBEHHBIX
CPElCTB, OCYLICCTBIAIOIIEro (pacoBKy (YIAKOBKY) JEKAapCTBEHHBIX [IPENApaToB BO BTOPHYHYIO
(moTpedUTENLCKYIO) YIAKOBKY JICKAPCTBEHHOrO mpenapara (B ciaydae €¢ OTCYTCTBUA - INEPBHUHYIO
YIAKOBKY JICKAPCTBEHHOI'O Ipernapara);

B) aJjpec MECTa OCYLUECTBIICHHS JEATEIbHOCTH, ¢ Obula 3aBeplieHa ctaaust (acoBku (yHaKoBKH)
JIEKAPCTBEHHBIX IPEIAPaTOB BO BTOPUHHYIO (HOTPEOUTENILCKYIO) YIAKOBKY JICKAPCTBEHHOIO npenapara (B
cllydae ee OTCYTCTBUS - HEPBUYHYIO YHAKOBKY JICKAPCTBEHHOI'O [perapata);

I') THI1 HPOM3BOACTBEHHOIO 3aKa3a (KOHTPAKTHOE WM CODCTBEHHOE IIPOU3BOJICTBO);

J1) MACHTH()HMKALMOHHLIH HOMEp Haloromnjare/abluiMka cyObekra OoOpalleHHst eKapCTBEHHbBIX
CPEICTB, ABISIOLIETOCS  3aKa3YMKOM KOHTPAKTHOro (MOApsjgHOro) npousBojactsa (B ciyuae
npejacraBiaeHus MHpopMauud cyObekTOM O0OpAllCHHsT JEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISIOMHMM
KOHTPAKTHOE (MOAPAIHOE) NPOM3BOICTBO);

¢) rinodanbHbli HACHTH(QHKALHMOHHLIH HOMEP TOProBOi ¢MHHLBI JICKAPCTBEHHOrO [penapara;

JK) HOMEP [IPOM3BOICTBEHHOM CEPHHU JICKAPCTBEHHOIO [IPeNnapara;

3) Aata MCTCYECHHs CPOKA FOJHOCTH JICKAPCTBCHHOIO [penapara:

H) CepHiiHblil r100albHbI HICHTH(UKALHOHHBIE HOMEP TOProBOi €IMHHIbL, IPHCBOCHHbIH
BTOPHYHOH (NOTPEOMTENLCKOH) YIAKOBKE JICKAPCTBEHHOIO lpernapara (B ciydae e¢ OTCYTCTBHA -
[IEPBHYHOI YIIAKOBKE JICKAPCTBEHHOI'O lpenapara).

2. CyObekrsl oOpallleHHs JICKAPCTBEHHBIX CPEIACTB [PHM 3aBEPLICHMM CTAJMM  BbIIYCKAOLIETO
KOHTPOJISi KayecTBa MPEJACTAB/IOT B CHCTEMY MOHMTOPHHIA CACAYIOLLYI0 HHPOPMALMIO O BBIIYCKE
FOTOBOH MPOAYKUMM B OTHOLICHHH KaXK/IOH TOProBOil €AMHHMLbI JICKAPCTBCHHOIO Mpenapara,
[IPOU3BeIeHHON Ha TeppuTopuu Poccuiickoil Meneparuu:

a) jara COBEPLICHUSI ONEPALIMH;

0) uaACHTH(HKALMOHHLI HOMED HANOIOIUIATE/IbIIMKA CYOBEKTa OOpAlCHHs JICKAPCTBCHHBIX
CPEJICTB, OCYLICCTBIIAIOUICTO PErUCTPALIMIO CBE/CHHI 0 BBIITYCKE FOTOBOI MPOAYKLNH;

B) aapec MecTa OCYLUCCTBICHMA JCATCILHOCTH CyObeKTa OOpAllCHHA JICKAPCTBCHHBIX CPEICTB,
OCYLUECTBIAIOLICIO PErUCTPALIMIO CBEACHHUIT O BLIYCKE I'OTOBOI MPOILYKLIHHU;

r) BUJ| JOKYMEHTA O HOATBEPHKICHHH COOTBECTCTBUSA - CCPTU(IHKAT COOTBETCTBUS HIIH JICKJIapaLus o
COOTBETCTBHUH;

1) PEKBU3HTBI JOKYMEHTA O OATBECPIKIACHUH COOTBETCTBHU (1aTa H HOMEP):

¢) cepuiiHblil 1100a1bHbIA HACHTHPHKAIIMOHHBIH HOMEP TOPrOBOH €IMHMIIBLI MM IPYIIOBOH KO
YIAKOBKH, B KOTOPOH HaXOAMTCA BBIITYIICHHBIH B 000pOT JIeKapCTBEHHBIA npenapat (B cliydae BbIIYCKa
IPYNIIOBOH YIIAKOBKH LIE/THKOM).

Il. Ceegenun, npeacraBnsieMble cybbekramu obpaweHusn
nexKapcTBeHHbIX CpeACTB B CUCTEMY MOHUTOPUHra,
O NeKapcTBeHHLIX Nnpenaparax, Nnpou3BeaeHHbIX
3a npegenamu Tepputopun Poccuinckon ®@egepaumm

3. CyObekThl 00palieHus JICKAPCTBEHHBIX CPEIACTB IIPH 3aBEPLUCHHH IPOH3BOACTBEHHOH CTA/IMH
BBIIYCKAIOILEr0 KOHTPOJIs KAYeCTBa NPEACTAB/IAIOT B CHCTEMY MOHHTOPHHIA CIICAYIOLLYI0 HH(OPMALIMIO B
OTHOLLICHUH KaXIOH CIUMHULILI JICKAPCTBCHHOIO IPENnapara, [Ipou3BeCHHON 3a NpeeiaMi TePPUTOPHU
Poccuiickoii @enepainn:

a) Jara COBEPLICHHSI ONEPalltH;

0) Ko HajlOroIUIaTENbIIHKA JEPHATE/I I Blajelibla PErucTpalHOHHOIO YI10CTOBEPEHHUs
JIEKapCTBEHHOI0  Ipenapara B CTpaHe  perucrpauuu  aubo  uaeHTH(UKALMOHHBIL — HOMEp
Hajoromiarenbiuka (Juis cydbekTa 0OpaleHus IEKaPCTBEHHbIX CPEICTB, SBIISIOICIOCS OpraHu3aluei,
[pU3HABAEMONH  HaloroBbiM  pesuacHroMm  Poccuiickoit  @epepauuu, H  UHAMBHIYAIbHBLIM
HpeAnpUHHMATENEM, WM JUIA IIPEACTABUTCIAbLCTBA CyObekTa 0OpalleHMs JNEKapCTBEHHBIX CPEICTB Ha
tepputopun Poceniickoit @enepanun);

B) KOjI CTpaHbl PErUCTPALMM JCPIKATEIl WIM BIAJC/blLd PErHCTPALMOHHOIO YIAOCTOBCPCHHUS
JICKApPCTBEHHOro mnpenapara (A1 cyObekra oOpallCHHA JICKAPCTBCHHBIX CPEACTB, SABIAIOLIEIOCH
HHOCTPaHHOH OpraHM3aluel, He NpU3HaBacMoii HanorosbiM pesujacHToMm Poccuiickoil ®eaepaunu u He
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UMEIOLICH NPeICTaBUTENLCTB HA TeppuTopuH Poccuiickoit @enepannnu);

) KOJ HAIOromulaTenblMKa cyObekTa oOpallleHHsl NeKapcTBEHHBIX CPEACTB, OCYLICCTBISIOIECTO
(acoBky (YNakoOBKY) JICKaPCTBCHHBLIX [IPCIAPATOB BO BTOPHYHYIO (IOTPEOUTENIBCKYIO) YIAKOBKY
JICKApPCTBEHHOro Ipenapara (B ciydae e¢ OTCYTCTBHUA - MCPBHYHYIO YIIAKOBKY JIEKAPCTBCHHOIO
npenapara), B CTpaHe perucTpaluiu;

1) KOJ CTpaHbl PeruHcTpauuy cyObekra oOpalleHus JIeKApCTBEHHBIX CPEACTB, OCYIUECTBISIOIEro
(hacoBky (YNaKOBKY) JICKapCTBCHHBLIX [IPCIAPATOB BO BTOPHYHYIO (IOTPEOUTENIBCKYIO) YIAKOBKY
JIEKapCTBEHHOrO mpenapara (B ciydae e¢ OTCYICTBHS - HEPBHHYHYIO YIAKOBKY JIEKAPCTBEHHOIO
rpernapara);

¢) HauMmeHOBaHHE cyObexra OOpalleHHs JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISAOUEr0 (hacoBKY
(YIIakoBKY) JIEKAPCTBEHHBIX IIPEHApaToOB BO BTOPHYHYIO (NOTPEOUTENLCKYIO) VIIAKOBKY JICKAPCTBEHHOIO
npenapara (B ciy4ae e¢ OTCYTCTBUS - HEPBHUHYIO YIIAKOBKY JICKaPCTBECHHOI'O NPEIapara);

) KOJ HAIOromjareibiuka cyobekTa oOpalleHus JICKApCTBEHHBIX CPEACTB, OCYILECTBIAIOLIEIO
POM3BOACTBEHHYIO CTAJMIO BBIMTYCKAIOIIErO KOHTPOII KA4eCTBa, B CTPAHE PErUCTPaLlUu;

3) KOJ CTPaHbl perucrpauuu cyObexta oOpalicHus JICKAPCTBEHHBIX CPEJACTB, OCYLICCTBISIONICIO
[POM3BOCTBCHHYIO CTAJAHIO BBIMYCKAIOILIEI0 KOHTPOJIS KAueCTBa;

H) HauMMEHOBaHME CyObekrTa OOpalleHHs JICKAPCTBEHHBIX  CPEACTB,  OCYLIECTBISIOLIETO
BBIIYCKAIOIIHI KOHTPOJIb Ka4eCTBa;

K) rinodaibHblil HACHTHOUKALMOHHBII HOMEP TOProBoi eAMHULIbL,

J1) HOMEP NPOM3BOACTBEHHON CEPUH JICKAPCTBEHHOTO [IPEIIapaTa;

M) JlaTa HCTEUEHHs CPOKa FOAHOCTH JIEKAPCTBEHHOIO Hperapara;

H) cepuiiHblil 1100anbHbI  MACHTH(OUKALMOHHBLIH HOMEpP TOProBOI €IMHMIBL, HPHCBOCHHBIA
BTOPHYHOH (nOTPeOMTENBCKON) YIAKOBKE JICKAPCTBEHHOIO liperapara (B cilydae €¢ OTCYTCTBHUS -
[IEPBHYHOI YIIAKOBKE JICKAPCTBEHHOI'O Npenapara).

Illl. CeegeHusn, npeacraBnsieMble cydobekramu obpaweHmns
nexKapcTBeHHbIX CpeACcTB B CUCTEMY MOHUTOPUHrA,
O NeKapcTBEeHHbLIX npenaparax, BBO3UMbIX
Ha TeppuTopuio Poccuinckon ®enepauum

4. CyObekTnl oOpallieHus JICKAPCTBEHHBIX CPCACTB [IPH 3aBEPLICHHH OTIPY3KH JIEKapCTBEHHBIX
npenapatos B Poccuiickyro @eaepauuio MPeACTaB/IsOT B CHCTEMY MOHMTOPHHIA  CHCAYIOLLYIO
uH(GOPMALIHIO B OTHOLICHUHU KaK10H eIMHHIIbI JICKAPCTBCHHOTO [Ipenapara:

a) jara COBEPLIEHUS ONEPaLtH;

0) KOA HajOrorIaTEeNbLUIMKA JEpiKaTEe/sd WIH BIaje/lbla PErHcTPalHOHHOIO YI0CTOBEPEHUS
JIEKApCTBEHHOI0  penapara B cTpaHe  perucrpauuu  gubo  uaeHTHOUKALMOHHBIE — HOMEp
Hajloromarebiuka (s cyobekra obpalleHus JIeKapCTBEHHbIX CPE/CTB, ABISIOIECIOCH OpraH13aLue,
npu3HaBaeMoOd  HajoroeiM  pesuaeHtoMm  Poccmiickoit  @Depepaunu, M MHAMBUAYAIBHBIM
OpeAIPUHHMATENEM, WM Ul [IPEJACTABUTENbLCTBA cyObekTa 00palleHHs JEKapCTBEHHbIX CPEACTB Ha
tepputopun Poceniickoit @enepanun);

B) KOjl CTpaHbl PErUCTPALMM JCPKATE/Isl WIM BIAJCiblid PErHCTPALHOHHOIO YI0CTOBCPEHUS
JICKApCTBEHHOro mpenapara (418 cyObekTa oOpalicHHA JICKAPCTBCHHBIX CPEACTB, ABIAIOLIECIOCA
UHOCTPaHHOH OpraHu3alkel, He NpU3HaBacMoil HaloroeeiM pesuacHTom Pocculickoil ®eaepaunu H He
UMEIOLICH MPeACTaBUTEILCTB HA TeppHTOpHH Poccuiickoi Denepauun);

) KOJ HAJOrOILIATE/IbLUIMKA, SABIAIOLICrocs [IPOAABLOM JICKAPCTBEHHLIX IPENApaToB, B CTPAHE
pErHCTpaLIUH;

J1) KOJI CTPaHbl PErHCTPALIMHU [TPOIABLA JIEKAPCTBEHHBIX [IPENApaToB;

¢) uacHTU(UKALMOHHBIH HOMEp Hajloromareibluka cydbekra oOpalcHus JICKapCTBEHHbIX
CPE/ICTB, SBISIOLIEIOCs OKYIIATENEM JIEKapCTBEHHBIX npenaparoB B Poceuiickoil @epepanmu;

) PEKBU3HTBI EPBHYHOIO JAOKYMEHTA, SBIIAIOLUICIOCH OCHOBAHMEM [UIsl OTIPY3KH JIEKAPCTBEHHOIO
npenapara 8 Poccuiickyto @enepauuio;

3) cepuilHbIi r1odanbHbIH HICHTU(UKALMOHHBIN HOMEP TOPrOBOH CIAMHULIBI WIH IPYIIOBOH KON
IPYNIOBOH YNAKOBKM, B KOTOPOH HAXOAMTCs HTOT JIGKAPCTBCHHBIH npernapar (B ciydae OTrPy3Ku
IPYNIOBOH YIIAKOBKH LIEHMKOM).

5. CyObekrsl OOpallcHUs JICKAPCTBEHHBLIX CPEACTB IPHU OCYLLECTBICHHHM BBO3a M pa3MeELICHUA
JICKAPCTBEHHBIX [PEINAparoB Ha TEPPHTOPUH CKIIAJa BPEMCHHOIO XPAHCHHA WIH B 30HC TAMOMKCHHOIO

[okymeHT co3aaH B anekTpoHHoi chopme. Ne C3-1334/2019 ot 31.01.2019. UcnonHutens:Benorybey O.11. @ Npasurenscrso
Crtpanuua 33 n3 47. Ctpanuua cosgara: 31.01.2019 09:37 Mockoscxoii onactu




KOHTPOJISt MPEJACTAB/SIIOT B CHCTEMY MOHUTOPHHIA CHEAYIOUIYIO MH(POPMALMIO B OTHOLICHHH KaxkKJ0i
¢/IMHHLIbI ICKAPCTBEHHOTO Npenapara:

a) Jara COBEPLICHHS ONEPALIUH;

0) koA HaloOromjareiabliMKa B CTPaHe PErHcTpalMH MAH  HICHTHQHKAUMOHHLIA HOMEp
HAJIOrOIIATEIbIIMKA CcyObekTa OOpalleHust JICKAPCTBEHHBIX [IPENapaToB, OCYIUECTBISIOIECIO BBO3
JIEKApCTBEHHBIX MpenapaTtoB Ha tepputopuio Poccuiickoilt @enepaumn (s cydbexkra oOpatieHus
JICKAPCTBEHHBIX  CPECTB, SBIAIOLICIOC] OPraHU3alHeH, NPU3HABACMOH HAIOrOBBIM  PE3HJICHTOM
Poccuiickoit @esepauun, ¥ MHAMBUAYAIBHBIM HPEANPUHUMATEIEM, MM Ul HPEACTABUTE/ILCTBA
cyObekTa o0palleHust JIGKapCTBEHHBIX cpeicTB Ha TeppuTopun Poccuiickoil Menepauun);

B) KO/ CTpaHbl perucrpauuu cydObexra oOpalleHus JeKapCTBEHHBIX CPE/ICTB, OCYIIECCTBISIOLIEIO
BBO3 JICKAPCTBEHHbLIX npenaparos Ha teppuroputo Poccuiickoit @epepauun (Uit cydbekra odpalieHus
JICKAPCTBEHHBIX CPE/JCTB, ABISIOIIEIOCS MHOCTPAHHON OpraHu3aluel, HE MPU3HABACMONH HAIOrOBBIM
pesuaenrom Poccuiickoii Deanepaunun 1 HE UMEIOLIECH NPEACTABHTENLCTE HA TeppuTopun Poccuiickoit
Denepattun);

I') KOJ TAMOXKCHHOIO OPraHa 1 perHCTPALMOHHbBIH HOMEp CKiIaaa (ajgpec MecTa HaX X ICHHs TOBapa
COIJIACHO JICKJIApallii HA TOBApPhL);

1) KOJ HAJOroIUIaTE/bIINKA, SAB/SIOLIECIOCS [POJABLOM JCKAPCTBCHHLIX IIPCNApATOB, B CTpaHe
PErHCTpALIKH;

€) KOJ CTpaHbl PErHCTPALHH [1POJABLIA ICKAPCTBEHHLIX [1PEIAPATOB;

) THII 1OrOBOPA;

3) PEKBM3MTBI NEPBHYHOIO JOKYMCHTA, SBJISIOLIEIOCS OCHOBAHUEM /U1 BBO3a JIEKapCTBEHHOI'O
mpernapatra Ha Tepputoputo Poccuiickoii @enepaunu (1ata u HoMeEp);

M) CepuitHbIi 1100alIbHbIH HACHTU(DUKALIMOHHBIH HOMED TOProBOH GIHMHUIbLI MW IPYIIOBOI KO
IPYHIIOBOH YIIAKOBKH, B KOTOPOH HAXOAUTCS TOT JIEKAPCTBEHHBLIL npenapar (B c/lydae BBO3a [PYIIOBOi
YIAKOBKH LIEJTHKOM).

6. CyObekTel 00palieHus JIeKapCTBEHHBIX CPEACTB, OCYLISCTBISIOIME [epeaady JeKapcTBCHHbIX
HPENapaTos, NOMEIIEHHBIX MO TAMOXKEHHYIO IPOLEIYPY TAMOKCHHOIO CKIaja, APYroMy coOCTBEHHUKY
(cMmene coOCTBEHHUKA), IPEACTABIAIOT B CHCTEMY MOHHTOPHHIA CIIECAYIOULY0 UHPOPMALIHIO B OTHOLICHUN
KayK/[10H ¢AHHHUIBI JICKAPCTBEHHOI'O [Ipernapara:

a) Jara COBEPLUCHHSI ONEPALIUH;

0) koA HalOromjareibliMKa B CTPaHe PErHCTpalMM  HAH  HMACHTHQHKAUMOHHLIA HOMEp
HAJIOrOILIATEIbIIMKA CyObekTa O00pallleHHs JICKAPCTBEHHLIX CPEACTB, OCYIICCTBISIOLICIO [epeaavy
JICKApCTBEHHBIX ImpenapatoB (s cyObekra oOpalleHHs JICKAPCTBCHHBIX CPEICTB, SABIAIOLICIOCH
OpraHMsalMeil, npusHaBaeMoi HanorossiM pesujieHToM Poccuiickoit Depepariun, U UHAHBUAYAIBHBIM
HpeApUHUMATENEM, WM JUls [PEACTaBUTENbCTBA CyObeKkTa 00pallieHus JEKapcTBEHHbIX CPEACTB Ha
tepputopun Poccuiickoit @enepanun);

B) KO/ CTpaHbl perucrpauuu cydbexra oOpalleHus JEKapCTBEHHBIX CPE/CTB, OCYIIECTBISIOMIEIO
nepejady JIEKapecTBEHHBIX npenaparoB (Wit cydbekta 0OpalleHHst JICKApCTBEHHBIX  CPEIACTB,
ABISIIONIETOCS MHOCTPAHHOH OpraHu3alMel, He NPH3HABACMOH HAIOroBbIM pesujacHToM Poccuiickoil
@Denepaliui U HE UMEIOLICH NIPEACTABUTENLCTB HA TeppuTopun Poceuiickoil Deaepariun);

r) HACHTH(HUKAUMOHHBIH HOMEP HANOromareiblinka cyObekTa OOpalICHUA JICKapCTBEHHBbIX
CPEJICTB, OCYLICCTBIIAIOLICTO IIPUEMKY JICKAPCTBECHHBIX IIPENapaToB;

1) PEKBU3UTLI IICPBHYHOIO JOKYMECHTA, ABJIAIOLICIOCH OCHOBAHUEM Ul IIEpe/lauy JIeKapCTBEHHOIO
mpernapara (1ara 1 Homep);

¢) cepuitHblil rnodanbHblil MACHTHQHKALHOHHBIH HOMEP TOProBOH €IMHMIILI MM IPYINOBOH KOA
[PYNIOBOH YNAKOBKM, B KOTOPOH HAaxoJAMTCA STOT JIGKAPCTBCHHBIH npenapar (B ciaydae nepeaadu
IPYNIOBOH YIIAKOBKH LIEJTHKOM).

7. CyObekrbl 00palleHMs JICKQpPCTBEHHBIX CPEACTB, KOTOPBIM OCYIIECTBIGHA lepejada Ipas
COOCTBEHHOCTH JIGKAPCTBEHHOI'O IpeHapara, HOMELEHHOIO 1101 TAMOKEHHYIO MPOLEAYPY TAMOMKEHHOIO
CK/Iajla, I[PH MOJATBEPKACHHUM CBEICHHIL, COACpKALIMXCSH B CHCTEME MOHHMTOPMHIA O MEpPEiaHHbIX
JICKAPCTBEHHBIX IIpenapaTax, HPeACTaB/IsIOT B CUCTEMY MOHHTOPHHIA CHAEAYIOLYI0 HH(OPMALHIO B
OTHOLICHUH KaXK0M ¢IMHHIIbI JICKAPCTBEHHOI'O IPEHapara:

a) Jara COBEPLUCHHSI ONEPALIMH;

0) uaeHTU(PUKALMOHHLIL HOMED HANOrOILIATE/IbIMKA CYOBEKTa OOpAILCHHS JICKAPCTBCHHBIX
CPCICTB, OCYLICCTBIIAIOLICTO IIPUEMKY JICKAPCTBECHHBIX IIPEIapaToB;

B) KOJ HAlOromiareibliHKa B CTPAHE PErucTpauMH WIH HACHTHQHKAUWOHHBIH HOMEp
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HaJOromjareibilnka cyobekTa oOpallleHUst JCKAPCTBCHHBLIX CPEACTB, OCYLICCTBIAIOIETO MNepeaayy
NIEKapCTBEHHBIX npenapatoB (s cyObekra oOpalleHMs JICKAPCTBCHHBIX CPEACTB, HABIAIOLEroCcs
OpraHusauuei, nmpu3HaBaeMoH HanorosbiM pesujeHToM Poccuiickoii Menepariin, U UHAHBHAYATLHLIM
OpeAIPUHHMATEIEM, WIH JUli IIPEACTABUTENLCTBA CyObekTa o0palleHMs JCKAPCTBCHHBIX CPEACTB HA
Tepputopun Poceuniickoit @enepauun);

) KOJA CTpaHbl perucrpanuu cydbexra oOpalleHust JEKApCTBEHHLIX CPEICTB, OCYIICCTBISIOMIEIO
nepejady JIEKapecTBEHHBIX npenaparoB (A cydbekra oOpalieHus J1CKapCTBEHHBIX — CPEICTB,
ABJISIIOLIETOCSH WHOCTPAHHOH OpraHusalMell, He NpU3HABAacMOH HaloroBbiM pesuacHToM Poccuiickoit
@ejiepallui MU HE UMEIOLLICH [IPEACTaBUTENLCTB HA Tepputopun Poceuiickoil Deaepaiin);

J1) cepuiiHblil 17100a1bHbIA HACHTH(HKALMOHHbIA HOMEP TOPrOBOI €IMHMIB!I WIH IPYHIOBOH KO/
IPYNIIOBOA YIIAKOBKM, B KOTOPOIl HaxOJMTCS HSTOT JIGKAPCTBEHHBIH npenapar (B ciaydae nepejadu
IPYNIOBOH YIIAKOBKH LICJTMKOM).

8. CyObexTsl 0OpaleHus JIEKApCTBEHHBIX CPENICTB PH NEPEMCLICHHH JICKAPCTBECHHBIX [PENapaTos
IS MEJIMIMHCKOTO NPHMEHCHHS MEKIY 30HAMH TAMOMKCHHOIO KOHTPOJISI NMPEACTABIAIOT B CHCTEMY
MOHHTOPHHIA CIICAYIOUYIO HHPOPMALMIO B OTHOLICHHH KaK10H eIMHUIIbI JIEKAPCTBEHHOIO Npenapara:

a) Jara COBEPLUCHHS ONEPALIUH;

0) koA HanoromjareiabliMKa B CTPaHe PErucTpalMM MM HMICHTHOHKAUHMOHHLIA HOMEp
HAJI0rOILIATE/IbIUIMKA CYObeKTa 00pallleH s JICKAPCTBCHHBIX CPEACTB, OCYLICCTBIIAIOUICIO 1EPEMELLEHHE
JICKapCTBCHHLIX IpenapatoB (s cyObekra oOpalleHHs JICKAPCTBCHHBIX CPEACTB, SABIAIOLLCIOCH
OpraHu3auMeil, nmpu3HaBacMoOH HanoroBbiM pesujieHToM Poccuiickoii ®eaepatun, U UHAHBHAYAILHBIM
HpeApUHHMATENEM, WIKM JUls [IpejcTaBUTEeNbCTBA CyObekTa o0pallieHus JICKapCTBEHHbIX CPEJCTB Ha
tepputopun Poceniickoit @enepanun);

B) KO/ CTpaHbl perucrpauuu cydObexra oOpalleHus JCKapCTBEHHBIX CPE/ICTB, OCYIIECTBISIOMIEIO
nepeMenienne (i cydbekra oOpaileHHst JIEKAPCTBEHHBIX CPEJACTB, SABJSIOIICIOCH WHOCTPaHHOMN
OpraHu3alMeil, He NpU3HABacMOM HanorossiM pesujacHTom Poccuiickoil @epepanuu M HE UMEOLICH
[IPEACTABUTENLCTB Ha TeppuTopuH Poccuiickoi Deneparun);

I) KO TAMOMKCHHOINO OpraHa M PEerucTpalMOHHBIA HOMEp CcKilaja OTTpyskH (agpec MecTa
HAXOXK/ICHHA TOBapa COIJIaCHO JICKJIapalui Ha TOBAPbL, U3 KOTOPOIrO OCYIIECTBIACTCS NEPEMELLCHHE);

1) KOJ TaMOXKCHHOI'O OpraHa M PErHCTPalMOHHBIH HOMEp CKlIajJa NpHEMKH (ajpec Mecra
HAXO0KJICHHA TOBApa, B KOTOPOE OCYILECTBISCTCS [ICPEMELLCHUE);

¢) cepuiiHblil rodaNbHbIH WACHTHQUKALMOHHBIH HOMEP TOProBOH €AHHMILI MM PYNIIOBON KOJ
[PYNIoBOH YNAKOBKH, B KOTOPOH HAaXOMUTCS ITOT JICKAPCTBCHHBIN Mpenapar (B ciyyae HnepeMerieHus
[PYNIOBOH YIIAKOBKH LICIHKOM).

9. CybObekrtbl 00pauieHusi JIEKApCTBEHHBIX CPEACTB INPU NPUHATHH PELUCHUS O BBIIYCKE
JIEKAPCTBEHHBIX HPENapaTtoB Juls BHYTPEHHEro MNOTPeOICHUS, HPHUHATONO TAMOMKCHHBIMH OPraHaMH,
HPEACTABISAIOT B CHCTEMY MOHMTOPHHIA CHEAYIOLULYI0 HHPOPMALMIO B OTHOLICHMHM KaX/0H TOProeoit
¢/IMHHMLIbI JICKAPCTBEHHOI'O Hpenapara:

a) Jara COBEPLICHUSI ONEPALIMH;

0) uacHTH(HKALUMOHHLIA HOMEDP HAJNOIOIIATE/IBIIMKA CYObEKTa OOpAalleHUs JICKAPCTBEHHBIX
CPEJICTB, OCYLICCTBISIONICIO JCKIapUPOBAHKE JICKAPCTBEHHBIX NpenapatoB Ha Teppuropuu Poccuiickoit
Denepanuu;

B) KO/l TAMOMKEHHOH HpOLEAYpBI;

I) KOJ TAMOKEHHOTO OpraHa;

1) PEKBU3UTB! TAMOMKEHHOH JCKIapaluy Ha JIEKapCTBEHHbII 1penapar;

) TAMOXKCHHAS CTOMMOCTDL JICKAPCTBEHHOrO IIperapara COIJIACHO ACK/IApaliH HA JICKAPCTBCHHbIH
[perapar;

3K) CepHitHbIA 1100anbHbI HASHTUDUKALMOHHBI HOMEP TOProBOil €IMHULBI MIH IPYIIIOBOI KOJ
IPYIIOBON YIAKOBKH, B KOTOPOH HAXOAUTCS TOT JICKAPCTBEHHBIN Hperapar (B ciydae NOMELIEHUs 110/
TAMOKEHHYIO NPOLELYPY IPYNIOBOH YIAKOBKH LEITHKOM);

3) BUJ| JIOKYMEHTA O HOATBEPHACHHN COOTBETCTBHUS - cepTH(HUKAT COOTBETCTBUS HIIM JICK/IapaList O
COOTBETCTBHMU;

M) PEKBU3UTBI JOKYMCHTA O NOATBEPIKACHUH COOTBETCTBUA (1aTa M HOMEP).

10. CyObekTbl 0OpalleHHs! IEKAPCTBEHHbIX CPEICTB MPH NEPEMEILICHHH JICKAPCTBEHHBIX [PENapaTos
13 30HbI TAMOKCHHOIO KOHTPOJIA Ha (JapMaueBTHYCCKHHA CKIIajl NPEACTaBIAI0T B CHCTEMY MOHHTOPHHIA
CICAYIOLYIO HH(POPMALIMIO B OTHOLICHHH KaX 10 ¢IMHHIIbI JICKAPCTBCHHOIO [IpenapaTa:

a) J1aTa COBEPLICHHs ONEPALIUH;
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0) uaCHTH(PHKALMOHHLIA HOMEDP HAJOrOIIATENbIMKA CcyObeKTa OOpalleHHs JIEKAPCTBCHHbIX
CPE/ICTB, OCYILECTBIBSIIOLICIO BBO3 JICKAPCTBEHHBIX MpenaparoB Ha reppuroputo Poceniickoit @enepanuu;

B) agpec MecTa OCYILECTBICHMS JCATCILHOCTH CyObekTa 00palleHHs JICKapCTBEHHBIX CPEICTB,
OCYIIECTBIAIOIEIO BBO3 ICKAPCTBEHHIX IIPENapaToB Ha TeppHTOpHI0 Pocculickoii Denepaunu;

I') KOJ TAMOKEHHOI'0 OPraHa i PerHCTPALMOHHBIH HOMEP TAMOMKEHHOIO CKII/1a OTIPY3KH;

1) PCKBU3UTEHI NIEPBUYHONO JOKYMEHTA, SBISIOIIEIOCH OCHOBAHHEM Ul IPUEMKH IEKAPCTBEHHOIO
npernapara Ha (papMaLeBTHYECKHH CKIIaj (aara U HoMep);

¢) CTOMMOCTb, YKa3aHHas B COIPOBOJUTEIBHOH JAOKYMEHTAlLMM HA TOBAp, HAa OCHOBAHWUM KOTOPOIi
odopmisieTcs TaMOKCHHAS JICKIapalis, ¢ YHETOM TAMOMKEHHBIX HOUUIMH U cOOpPOB 32 TaMOMKEHHOE
odopmiieHHe;

3K) CEpMHHBIA 17100a1bHbI WACHTU(OUKALIMOHHBIH HOMEP TOProBOH CAMHHIILI WIH [PYIIIOBOH KOJ
IPYNIOBOH VIAKOBKW, B KOTOPOH HAXOAMTCS HTOT JICKAPCTBCHHBIH npenapar (B ciaydae NPUEMKH Ha
thapmManeBTUHECKUH CK1AL IPYIIIOBOI YVIIAKOBKH LIETTHKOM).

11. CyObekrsl 0DpallleHUs JICKAPCTBEHHBIX CPEICTB [IPH OCYLICCTBICHUH BBO3a JICKAPCTBCHHBIX
npenaparos B Poccuitckyto @epepatiuio U3 rocyapets - wicHoB EBpazniickoro sKoHOMHUECKOTO ¢o103a
HPEJACTABIAIOT B CHCTEMY MOHHTOPHHIA CHICAYIOILYI0 HH(OPMALMIO B OTHOLICHHH KaX0H TOProBoii
C/IMHHLIBI ICKAPCTBCHHOTO Npenapara:

a) Jara COBEPLUCHHSI ONEPALIUH;

0) koja HajloromnjaTeNblldKa JAep:kKareis MM BlaAeibld PErdCTPalMOHHOIO YA0CTOBEPEHUs
JICKapCTBCHHOr0  Ipenapara B CTpaHe  pPEerHCTpalHM  WAM  MACHTH(UKALMOHHBIH  HOMEp
Hanoromareibiuka (s cydbekTa odpalleHus JICKapCTBEHHBIX CPEICTB, SAB/ISIOIIEIOCH OpraHu3alMei,
[IpU3HABaeMON HAJIOTOBBIM PE3UICHTOM Poccuiickoi Denepaunn, u WH/THBH1YaJIbHBIM
HpeApUHHMATENEM, WM JUls [IPejACTaBUTEIbCTBA CyDObekTa 00pallleHHs JICKapCTBEHHBIX CPEACTB HA
tepputopun Poceniickoit @eneparun);

B) KOjl CTpaHbl PErUCTPALMM JCPIKATEId WIM BIAJCHbLA PErHCTPALHOHHOIO YIOCTOBEPEHUS
JeKapCcTBEHHOro mnpenapara (ans cyObekra oOpaleHus JICKapCTBEHHBIX CPEACTB, SABISIOLLErOCs
MHOCTPAHHOH OpraHM3allMe, He NpU3HABacMON HanorosbiM pesuacHToMm Poccuiickon ®enepaunu u ne
UMEIOLIEH MPEICTABUTENLCTB Ha TeppuTOopuH Poceuiickoit denepaumn);

) KOJ HAJOrOILIATCIbUIMKA, ABIAIOLICIOCH [POJABLOM JICKAPCTBEHHBIX IPENAapaToB, B CTPaHE
perucTpaLmu;

1) KOJl CTpaHbl PErHCTPALIMH [IPOJABLA JICKAPCTBECHHbIX [IPEHapaToB;

€) HACHTH(UKALMOHHBLIH HOMEpP HaJoronjarejbliuka cydobekra oOpalieHHs JICKaPCTBCHHBIX
CPEICTB, SBIAIOLIErocs MOKYIIATEIEM JICKapCTBeHHBIX npenaparos B Poceuiickoii @enepanuu;

) ajpec MecTa OCYIUECTBICHHs JACATENbHOCTH cyObexra oOpallieHusi JICKAPCTBEHHBIX CPECTB,
ABJISIOLIETOCS [OKYIATE/IEM JIEKapCTBEHHBIX npenapatos B Pocceuiickoi @enepanuiy;

3) PEKBU3HTHI MEPBUUHOIO JOKYMEHTA, SBJIAIOIICIOCS OCHOBAHUEM IS OTIPY3KH JICKAPCTBEHHOIO
npenapara 8 Poccuiickyro @epepanuuio (1ara u Homep);

H) CCPHITHBINA 1100ANIbHBIH WACHTH(UKALIMOHHBI HOMED TOProOBOH GIHMHHUIBLI MW I'PYIIOBOH KOA
IPYNIOBOH YHNAKOBKH, B KOTOPOH HAaXOJMTCS HTOT JICKAPCTBCHHBIN npenapar (B ciydae OTIPY3KH
IPYNIIOBOH YIAKOBKH LICTHKOM).

12. CyObekrbl 0OpalleHHs JICKAPCTBEHHBIX CPEJCTB [PH OCYLICCTBICHHHM BBO3a JICKAPCTBCHHBIX
mnpenaparoB Ha Teppuropuio Poccuiickoit Denepauuu M3 rocysapers - uiaeHoB EBpasuiickoro
IKOHOMHYCCKOIO COI03a W pasMellieHuH Ha (apMaleBTHYECKOM CKIAJAC IMPEICTaBIAl0T B CHCTEMY
MOHHTOPHHIA CICAYIOLLYI0 MH(QOPMALHIO B OTHOLICHUU KaxKI10H TOProBOH €IHMHMLbI JICKAPCTBCHHOIO
Hpenapara:

a) Jara COBEPLUCHHSI ONEPALIHH;

0) uaeHTH(UKALMOHHBLIL HOMEDP Haloromiare/lbiuka cydbekra OOpAlLCHHS JICKAPCTBEHHBIX
CPE/ICTB, OCYLLECTBISIIOLIEI0 BBO3 JIGKAPCTBEHHBIX IIpenaparoB Ha Teppuropuio Poceniickoit Denepanun;

B) apec MecTa OCYLUECTBICHMs JEATEIbHOCTH CyObekta 0OpalleHHs JICKapCTBEHHBIX CPEICTB,
OCYIUECTBIISAIOEIO BBO3 JICKAPCTBEHHBIX lIpenapaToB Ha TeppuTopuio Poccuiickoit deaepannu;

) KOJ HAJOrOILUIATEIbLUIUKA, SBIAIOLICIOCS POJABLOM JICKAPCTBEHHBIX MPENApaToB, B CTpPaHe
perucTpaLmu;

J1) KOJ CTpaHbl PErHCTPALIMH [POJIABLA JICKapPCTBEHHbBIX IIPENapaTos;

€) PEKBH3UTHI MEPBHYHOrO JOKYMCHTA, SBIAIOLICIOCH OCHOBAHHEM 18 BBO3a JICKAPCTBCHHOI'O
npernapara Ha TeppuTopuio Poccuiickoii @enepaunu (1ata 1 HOMEP);

7K) CTOMMOCTD JICKAPCTBEHHOI O [Ipenapara (¢ y4eToM Hajaora Ha J00aBlIeHHYIO CTOHMOCTD ) COIIACHO
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HEPBHYHBIM JOKYMCHTAM;

3) cyMMa Halora Ha 1o0aBiIeHHYI0 CTOMMOCTD (B Cllydae ecliM ¢/iejiKa 00/1araerest TAKMM HalloroMm);

H) CCPHIHBIN [I00AIbHBIH HACHTH(PUKALMOHHBIN HOMED TOProBOH CAMHULBI HIH FPYNIIOBON KO
[PYNIIOBOH YIIAKOBKH, B KOTOPOH HAXOAUTCS TOT JIEKapCTBEHHBIH npenapar (B ciayyae BBO3a IpyInoBoi
YIAKOBKH LICTHKOM).

13. CyObekThl 00palleHHs JICKAPCTBEHHLIX CPEACTB IIPH OCYLIECTBJICHHM BBOJA B odpauieHue
JIEKAPCTBEHHBIX PENapaToB B paMKax BBo3a Ha teppuropuio Poccuiickoil deaepauuu U3 rocy1apers -
wieHoB EBpasuiickoro 5KOHOMMYECKOIO €OM03a [PEJCTAB/ISAIOT B CHCTEMY MOHMTOPHHIA CICAYIOLLYIO
uH(GOPMALHMIO B OTHOLICHUN KasK10H eIMHULIbI JICKAPCTBEHHOIO [Ipenapara:

a) Jara COBEPLICHHSI ONEPALIMH;

0) uacHTH(HKALMOHHLIL HOMED HAIOrOILIATE/IbIIMKA CcyObeKTa OOpalleHUs JIEKAPCTBEHHbBIX
CPE/ICTB, OCYLLECTBIBIIOLIEIO BBO3 JICKAPCTBEHHBIX Ipenaparos Ha teppuropuio Poceuiickoit Menepanmu;

B) aapec MecTa OCYIICCTBICHMS JACATEILHOCTH CyObekTa 0OpalleHHs JICKapCTBEHHBIX CPEICTB,
OCYIIECTBISIOETO BBO3 JICKAPCTBCHHbIX MPENApaToB Ha TeppuTopuio Poccniickoil Denepanmu;

I) BHJ| JOKYMCHTA O HOATBEPHKACHHN COOTBETCTBHA - CCPTU(IHKAT COOTBETCTBUS HIIH JICKJ1apaLust O
COOTBETCTBHHU,

1) PEKBU3UTBI JOKYMCHTA O HOATBEPXKIACHHUH COOTBETCTBH (1aTa H HOMED):

¢) cepuiiHblil rnofanbHbIi WACHTHQHKALHOHHBIH HOMEP TOProBoi ¢IMHHLLI MM IPYNIOBOI KOI
[PYNIOBOH YIAKOBKH, B KOTOPOi HAXOAUTCS TOT JICKApPCTBEHHBII npenapar (B caydyac BBO3a IpyInoBoi
YIAKOBKH LIC/THKOM).

14. CyObekrbl 00palleHns IEKapeTBEHHBIX CPE/CTB LIPH NOBTOPHOM BBO/IE B 000POT JICKAPCTBEHHBIX
LIPEIIapaToB, paHee BLIBEJICHHBIX U3 oDopora B pesyibrare peskcrnopra, orbopa obpasLoB U crUCaHHS,
HPEACTABIAIOT B CHCTEMY MOHHTOPUHIA CHEAYIOUYH) MH(OPMALUI B OTHOLICHMH KAXIOH CUHULIbI
JIEKapCTBEHHOI O Mpetapara:

a) jara COBEPLICHUSI ONEPALIMH;

0) koA HanoromarejabUIMKa B CTPaHE PperucTpauuy MM MICHTHOUKALMOHHBLIH  HOMEp
HAJIOTOILIATEIbIIUKA CYOBbeKTa 00palleH s ICKAPCTBCHHBIX CPEJICTB, PAHEE OCYLICCTRIIAIONICIO BEIBO U3
obopora 2TUX JIGKAPCTBCHHBIX mpenapatos (st cydbekta oOpalieHust JICKapCTBEHHBLIX CPEICTB,
ABJSIONIETOCA OpraHH3alMeil, NPH3HABACMOH HanoroebiM pesuiacHToM Pocculickoii ®exepauuun, H
UHJMBHYAlbHEIM — [PEANPUHHMATENCM, MIH [Uld  [pEACTABHTENLCTBA  cyObekra oOpaiienus
JICKAPCTBEHHBIX CPEACTB HA TeppuTopun Poceuiickoii Meaepaumu);

B) aJpec MECTa OCYIUECTBICHHUS JCATCILHOCTH CYOBeKTa 00palleHus JICKAPCTBCHHBIX CPEICTB (s
OpraHu3alMii, MPH3HABACMBIX HAJIOroBbIM pesuiacHToM Poccuiickoit ®eaepauun, H HMHIAWBHIYAIbHBIX
[peAlpuHUMareeit);

I) KoJ1 cTpaHbl peructpanuu (Juis cyObexra obpallieHus 1IEKapCTBEHHBIX [IPEHAPAaTOB, SBIAIOLUIECIOCH
MHOCTPAHHOH OpraHM3allie, He NpU3HaBacMONl HaIOroBbIM pesujaeHToM Poccuiickoii @enepauuu 1 He
UMEIOLIEH 1peICTaBUTENLCTB Ha TeppuTopul Poccuiickoi @enepauun);

J1) OPUHUHBI PAHEE OCYLICCTBICHHOIO BLIBOJIA JIEKAPCTBEHHOrO IIpenapara u3 obopora;

€) cepuiinblil rnodanbHbli MACHTH(PUKALMOHHBIH HOMEP TOProOBOH €1MHULILI TOBTOPHO BBOJAHMOIO B
000pOT NEKapCTBEHHOTO Npernapara.

ITpunoxenune N 4

Kk lonoxkenuio o cucTeMe MOHUTOPHHIA
ABHMKCHUS JICKAPCTBCHHLIX IPEIapaToB
A1 MEJIHLUHCKOI'O IIPUMCHCHUS

CBEOEHWUA,

NMPEACTABNAEMbIE CYBBEKTAMU OBPALLEHUA NIEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHWA NEKAPCTBEHHbIX
NMPEMNAPATOB ANA MEOAUUWHCKOINo NnPMMEHEHWA NMPU BbIBOAE
U3 OBOPOTA NEKAPCTBEHHbIX NMPEMAPATOB
anA MEAMUMHCKOIo nPUMEHEHUA

1. CydbekT oOpalllcHHsA JICKAPCTBCHHBIX CPEIACTB IPH BbLIBOJC JICKAPCTBCHHLIX IIpenaparoB Juisd
MEHIMHCKOrO NPUMCHCHHA (Jallee - JICKAPCTBECHHBIC IIperiaparsl) U3 odopora IyTreM peanusaluu
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(nponasku) JEKapCTBEHHBIX MpenapaTroB norpedurento, Wid OTnycka OCCIUIaTHO WM CO CKMIKON
NIEKapPCTBEHHBIX MPEHAPATOB 110 PELENTY HA JICKAPCTBEHHBIC NPenaparsl JMd0 OTIYCKA JIEKaAPCTBEHHBIX
[IPEIapaToB, WK BbIBOJA M3 000pOTA 1O HHLIM [PHYUHAM [PEIACTABIACT B CHCTEMY MOHHUTOPHHIA
JBHKCHUS JIGKAPCTBEHHBIX MPENapaToB (Jajee - CUCTEMAa MOHHTOPHHIA) CHEAYIOLYI0 HHOOPMALHUIO O
BBLIBC/ICHHBIX H3 000pOTa JIEKAPCTBEHHLIX IpenaparTax:

a) Jara COBEPLICHHS ONEPALIUH;

0) perucTpauMOHHBIH HOMEP HAIOrOIUIATE/IbIIMKA B CTPAHE PErUCTPALIMH MK HACHTH(UKALHOHHBIH
HOMEp HAJIOroIuiaTelblUIMKa cyObeKTa 00paleHNs IEKAPCTBEHHBIX CPEACTB, OCYLIECCTBIIAIOIEIO BbIBOJ
JIEKAPCTBEHHBIX npenapatoB u3 obopora (s cyObekta oOpalieHUs JICKAPCTBEHHBIX CPE/ICTB,
ABJSIIOLIEIOCS OpraHu3alueil, Npu3HaBacMOil HanoroseiM pesujeHrom Poccuiickoit ®epepauuun, u
UHJMBH/YA/IbHBIM  [PEANPUHUMATENEM, MM Juld  OpejacraBurelsctBa  cybbekra  oOpatienus
JIEKAPCTBEHHBIX cpelicTB HA Teppuropun Poceuiickoii Deneparuu);

B) aJpec MecTa OCYIICCTBICHMS JIGATEIBHOCTH, M3 KOTOPOIO OCYILECTBISCTCH  BBIBOJ
JIEKapPCTBEHHBIX NpenapaToB U3 060poTa;

I') THIT BBIBO/IA JICKAPCTBEHHBIX NPEHAPATOB U3 000poTa;

1) BIJl JOKYMEHTA, [OATBEPKAAOIIErO BLIBOJ JICKAPCTBEHHLIX NpenapaTtoB U3 obopora (uek, O1aHk
CTPOroi OTYETHOCTH, JOrOBOP H Apyroe);

¢) PCKBH3UTHLI JOKYMEHTA, [10ATBCPAIAIOLICIO BbIBO/ JICKAPCTBCHHBIX [IPEIApaToB U3 000poTa;

) cepuiinblii rn00anbHblil MACHTH(UKALHOHHBI HOMEP TOProBOi CAMHULLI BbIBOJAMMBLIX H3
000poTa JIEKapCTBEHHBIX MIPENApaToB;

3) CTOMMOCTb JICKAPCTBEHHBIX NPEHAPATOB (C yH4ETOM Halora Ha J00aB/ICHHYIO CTOMMOCTS) (B ciy4ae
[POJaKH JICKAPCTBEHHBIX HPENApaToB HOTPEOUTENIO);

M) cyMMa Hanora Ha J00aBJICHHYIO CTOMMOCTb (B Clydae [POAaXM JIGKApPCTBEHHBIX IPErapaTroB
noTpedUTENO, eCiIM Mpojaka JEKapCTBEHHBIX MpernaparoB obnaracrcs HaJoroM Ha A00aBIEHHYIO
CTOUMOCTB).

2. Cybbexkt oOpalieHus JIEKApPCTBEHHBIX CPEACTB IPH BBIBOAC JICKAPCTBCHHBIX NPENaparoB U3
obopora nyrem orbopa 00pa3sloB B pasiMuHBIX LEMAX MPEACTABISCT B CHCTEMY MOHHTOPHUHIA
CIIEAYIOLLYHO HH(POPMALIMIO O BbIBCACHHBIX W3 000pOTa ICKAPCTBEHHbIX NpenapaTax:

a) jJara COBEPLUCHHUA OICpalMd WIM [1aTa PErHCTpauuH CBEACHHWH B CHCTEME MOHHMTOpPUHIA (B
OTHOLICHUH JICKAPCTBEHHBIX [IPENApaToB, BLIBEJICHHBIX H3 000poTa nyteM orbopa o0pa3nos [pH BBO3E
JICKAPCTBEHHBIX IIpenapaToB Ha TeppuTopHio Poccuiickoil Denepauun);

0) MACHTH(HKALUHOHHLI HOMEDP HANOrOIIATE/ILIIMKA CYOBEKTa OOPALLCHUS JICKAPCTBCHHBIX
CPEJICTB, OCYLICCTBIIAIONICI0 BBIBO/J JICKAPCTBCHHLIX IIPEnapaToB U3 odopora;

B) ajpec Mecta OCYIIECTBICHMs JEATEBHOCTH, M3 KOTOPOrO OCYLIECTBISICTCS BBIBOJ
JIEKapCTBEHHBIX IperaparoB U3 obopora, anubO 30HA TAMOKEHHOIO KOHTPOIIS (B Cilydae BbIIOJIHEHUs
OIlEpaLHy B 30HE TAMOKEHHOIO KOHTPOIIs);

r) Buj orbopa odpa3uos;

1) cepuilHbli r1o0anbHbBIH MACHTH(PUKALMOHHBIE HOMEP TOPrOBOH €AMHMIBLI BBLIBOAMMOIO M3
000poTa JIeKapCTBEHHOIO Mpenapara.

3. CyObexr obpauieHus NEKAPCTBEHHBIX CPEACTB I[PH BBIBOJC JIEKAPCTBEHHBIX NPENApPaTOB W3
ofopoTa nyrem nepenavM JCKAPCTBEHHBIX MPENAPATOB HA YHUYTOKCHHME IPEJACTABIACT B CHCTEMY
MOHHTOPHHIA CICAYIOLIYIO HHPOPMALMIO O BLIBEJACHHBIX U3 000pOTa JICKAPCTBEHHBIX Ipelaparax:

a) Jara COBEPLUCHHSI ONEPALIHH;

0) MACHTH(HKALMOHHLI HOMEP HANOrOIUIATE/IbIIHKA CYOBEKTa OOpAlLCHUS JICKAPCTBEHHBIX
CPEJICTB, OCYLICCTBIIAIOLIECI0 BIBO/ JICKAPCTBCHHBIX IIPENnapaToB u3 odopora;

B) ajpec MecTa OCYIICCTBICHHMA JICATE/ILHOCTH, M3 KOTOPOIO OCYLUCCTBIACTCH  BLIBOJ
JIEKapCTBEHHBIX NpenapaToB U3 060poTa;

I') OCHOBAHHE NEPE/laui JIEKapCTBEHHOIO NPEnapaTa Ha YHUYTOKCHHE,

J) PEKBM3UTbI PEIUCHHS YIOIHOMOYCHHOIrO QeiepalbHOrO OpraHa MCHOJHWUTEIBHON BIACTH ©
BBIBO/IC JIEKAPCTBEHHBIX [penaparoB U3 00opoTa (1pu HAIM4YHU);

€) PEKBH3HTBI JOKYMCHTA, [OATBEPIKIAIOLICIO IIEpPEady JCKAPCTBEHHBIX HPEHAPATOE Ha
YHUUTOXKCHHE;

7K) CepUHHLIN r100aNbHbI MACHTU(DUKALIMOHHBIH HOMEDP TOProBOH €AMHUIILL WM IPYIIIOBON KO
VIIAKOBKH, B KOTOPOH HAXOAMTCS ATOT JICKAPCTBCHHBIH npenapar (B cliydae BbIBO/a U3 000poTa rpynnoBoi
YIIAKOBKH LIETHKOM);

3) HMACHTH(HMKALMOHHBLIA HOMEpP HAJIOrONJIATEIbIINKEA, OCYLICCTBIAIOIICIO  YHHYTOMXKCHUEC
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NIEKapCTBEHHBIX MPEHNAapaToB.

4. CyObexkT obOpateHus JIeKapCTBEHHbBIX CPEACTB NPH YHUUYTOKCHHH JICKAPCTBEHHBIX IIPEIapaTos,
paHee nepeJaHHbIX Ha YHHUYTOXKCHHE, IPEACTABISCT B CUCTEMY MOHHTOPHHIA CIICAYIOLLYI0 HH(OpMALIHIO
0 (haKTe YHHYTOMKEHHS JICKAPCTBEHHBIX IPEIAPaTOB:

a) Jara COBEPLUCHHS ONEPALIUH;

0) uACHTH(HKALWOHHLIA HOMEDP HANOrOIUIATE/IbIIHKA CYOBLEKTa OOpPAlUCHHA JICKAPCTBEHHBIX
CPE/CTB, OCYLIECTBHBILEIO BEIBO/ JICKAPCTBEHHEIX PENapaTos U3 00opoTa;

B) CI1OCOD YHUHUTOMKCHHUS JICKAPCTBEHHBIX IIPENapaTos;

I') PEKBH3UThI JOKYMEHTA, NOJTBEPHKIAIOIEIO YHUUTOKEHUE JICKAPCTBEHHBIX Hpenaparos (akT 00
YHUHYTOXKECHUH JICKAPCTBEHHBIX [IPEIApaToB);

J1) cepuiiHblil 17100a1bHbIA HACHTH(HKALMOHHbIA HOMEP TOPrOBOI €IMHMIB!I WIH IPYHIOBOH KO/
YIAKOBKH, B KOTOPOH HAXOAMTCS ATOT JICKAPCTBEHHBIA npernapar (B cilydae BeIBOA U3 000poTa rpynnoBoi
YHAKOBKH LIGJIHKOM);

¢) MACHTU(HKALMOHHBI  HOMEP  HAJIOTOIUIATENIbLIMKA, OCYLICCTBHBIIEIO  YHHYTOMKEHUE
JIEKapPCTBEHHBIX NPCHAPATOB.

Ipunoxenue N 5

Kk lonoxenuio o cucteMe MOHUTOPHHIA
ABHMKCHUS JICKAPCTBCHHEIX NPEIapaToB
JUISL MEIMLIHHCKOI'O IPUMEHEHUs

CBEOEHWA,

NMPEACTABNAEMBIE CYBBEKTAMW OBPALLEHUA NNIEKAPCTBEHHbBIX CPEACTB
B CUCTEMY MOHUTOPWUHIA ABUXEHWA NEKAPCTBEHHbIX NMPEMNAPATOB
ana MEAUUMHCKOIo NPUMEHEHUA NMPU OCYLLUECTBNEHUW ONEPALIUA

C rPYNMNOBON YNAKOBKOW

1. CyObekTbl OOpallleHUs JICKAPCTBCHHBIX CPEACTB IIPH  OCYLICCTBIACHHH AarperupoBaHus
[PEACTABIAIOT B CUCTEMY MOHHMTOPHHIA [BHXKCHUS JICKAPCTBCHHLIX IIPENApaToB [A1s MEIHLHHCKOrO
[IPUMEHEHHUs (Janee - CHCTeMa MOHHTOPHHIA) CACAYIOYI0 HHPOPMALIHIO:

a) JaTa COBCPLUCHUA ONEpauHH (B OTHOLICHHH JICKAPCTBEHHBIX [IPENApaToB s MEAHLHUHCKOIO
[IPUMEHEHHs (J1a/ee - JIeKapCTBEHHBIC [IPENaparhbl), HaXOASsILIHXCA 3a npeaeiaMu Teppuropuu Poceuiickoi
@epepanuy, B cilydasx, KOrja arperupoBaHue OCYLICCTBISCTCA 10 3aBEPILUCHHs CTAIUN BbIITYCKAIOLICTO
KOHTPOJIst KAHECTBA, MOJKET YKa3blBaThbCs 1100ast 1aTa MEkKy JaTol 3aBepIICHUs CTAa MK BbIITYCKAIOLIEIO
KOHTPOJIS KQueCTBa U JIaTOH OTIrpy3KH JIeKapcTBEHHBIX 1penaparos B Poccuiickyio Deaepaniio);

0) koja HanoromaTeiablIMKA B CTPAHE PErucTpauMM Wi  HICHTU)HKALHMOHHBI HOMEp
Hanoromwareabmra (s cyobekTa o0paleHus JeKapeTBEHHbIX CPEICTB, ABISIOMErocs OPraHu3aluei,
npu3HaBaeMoil  HanorosbiM  pesuaeHtom  Pocemiicko  DenepauuH, M MHAHBHIYAIbHbIM
OpeANPUHHMATENEM, WIM IPEACTaBUTENbCTBA cyObekTa oOpalleHusi JAeKapecTBEHHBIX CPEACTB  HA
teppuropun  Poccuiickoit  @expepaunu)  cydbekra  oOpalleHHs  JICKAPCTBCHHBIX — CPEJCTB,
OCYLLECTBIIAIOIIEIO arperupoBaHme;

B) aJpec MECTA OCYILECTBICHHS JCATEILHOCTH (B cllydae IPOU3BOACTBA HA TeppuTopuu Poccuiickoi
@epepauuu) WK KOJA CTPaHbl (B cllydae Npou3BojcTBa 3a npeaenamu Poccuiickoil @enepaunu), riae
OCYILECTBIICHO arperuposanue, aAHOO 30HA TAMOMKEHHOIO KOHTPOIs (B Cllydac OCYLIECTBIACHHA
arperupoBaHHs B 30HE TAMOKEHHOI'O KOHTPOJIA);

I') IPYIIOBBIC KO/Ibl CO3/dBAEMbIX IPYIIIOBBIX YIIAKOBOK;

J) nepeucHb cepuitHbIX 00aNbHBIX HACHTHOHKALMOHHBIX HOMEPOB TOPIOBbIX EAMHHLL MM
IPYIIOBBIX KOJOB YIAKOBOK 00/ie€ HU3KOIO YPOBHS BIOMKEHHOCTH, BXOMSAIIMX B COCTAaB Kax/ol
CO3/1aBAEMOI IPYIIOBOH YIAKOBKH.

2. CyObekTsl 0OpalleHusl JICKAPCTBEHHBIX CPEACTB MPH OCYLICCTBICHUN W3BATHA JICKAPCTBCHHBIX
HPEIAPATOB U3 FPYHIIOBOH YIAKOBKH IPEJCTAB/SIIOT B CHCTEMY MOHUTOPHHIA CHCAYIOLLYIO HH(pOpMaLUIO:

a) Jara COBEPLICHHSI ONEPALIMH;

0) koja HanoOromnaTeALUIMKA B CTPAHE PErucTpaluMu MM MICHTHOHMKALMOHHBIH HOMEp
HanoromareabuKa (114 cyobeKkTa 00pallcHis JICKAPCTBCHHBIX CPEACTB, AB/IAIOLICIOCA OPraHU3aLHeH,
[IpH3HABACMOH  HAJOroBbiM  pesujcHToM  Poccuiickoit  @exepauu, H  HHAMBHIYAIbHBIM
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HpeAnpUHUMATENEM, WM JUl [IPEACTABUTENbCTBA CyObekTa o0pallileHus JIEKapCTBEHHBIX CPEACTB HA
teppuropun  Poccuiickoit  @expepaunu)  cydbekra  oOpalleHHs  JICKAPCTBCHHBIX  CPEICTB,
OCYLIECTBIAKIICTIO OICPALHIO,

B) aJpec MecTa OCYILECTBICHHS JCATECILHOCTH (B Clly4ae COBCPLUCHHA ONEPALMH HA TEPPHTOPUH
Poccuiickoii @enepauun) il KOJ CTPaHbI (B ¢Iy4ae COBEPLICHUS ONEpallky 3a Npee/iaMid TEPPHTOPHHI
Poccuiickoli @esepaunn), rae BLINOAHACTCS Onepauus, 1100 30Ha TAMOKEHHOIO KOHTPO (B ciydae
BBLIIIO/IHEHHA OIEPALHU B 30HE TAMOKCHHOIO KOHTPOIIs);

r) cepuiiHblil rno0anbHbIA WACHTHOHKALMOHHBIA HOMEP TOProBOH €IMHULILL, M3bIMAEMOH M3
IPYIIOBON YNAKOBKH, WM IPYIIOBOH KO/ YHAKOBKH 00s1e¢ HU3KOIO YPOBHS BIIOKEHHOCTH, H3bIMAEMOIL
13 IPYIIIOBON YIIAKOBKH.

3. CyOvektsl o00pallleHHsA JICKAPCTBEHHBIX CPEJACTB IPH  OCYLIECTBICHHH JOMOMHHUTEILHOIO
BJIOJKCHMS JICKAPCTBCHHBIX MPEHAPATOB B IPYIIOBYIO YIAKOBKY [PEJCTABIAIOT B CHCTEMY MOHUTOPHHIA
CHEYIONULYI0 HH(OPMALIHIO:

a) 1aTa COBCPLICHHS ONCPALIHH;

0) KOJ HANOroIIATC/ABIIMKA B CTPAaHE PErHCTPALMH KM MACHTH()MKALMOHHBIH HOMEp
HAJIOrOIIaTe/bIIMKA (11 cyOBLeKTa 00palleHUs ICKAPCTBCHHBIX CPE/CTB, ABJIAIOLICIOCH OpraHu3aLuei,
[IpH3HABAaeMOH  HaloroBbiM  pesuacHroMm  Poccuiickoit  Demepauu, H  UHAMBHIYAIbHBIM
HpeAIpUHHMATENEeM, WM JUIA IIPEeACTaBUTCALCTBA CyObeKTa 00palleHHs JCKAPCTBCHHLIX CPEACTB Ha
teppuropun  Poccuiickoil  @expepaunn)  cyObekra  oOpalleHus — JIGKAPCTBCHHBIX — CPEICTB,
OCYLIECTBIAKIICTIO OICPALHEO,

B) aJpec MECTa OCYILECTBICHHS JCATENIbBHOCTH (B Cllydae COBCPLUCHHS ONEPALMH HA TEPPHUTOPHH
Poccuiickoit @enepanun) MK KO CTPaHbL (B ClIy4ae COBEPLUCHUS ONEPALMH 3a Hpe/ie/iaMd TePPUTOPHA
Poccuiickoit @esepauun), rjie BbIIOIHACTC onepauus, nudo 30Ha TAMOKEHHOIO KOHTPO/A (B ciydae
BBIIIOJIHEHHA ONEPALMU B 30HE TAMOKCHHOI'O KOHTPOIIS);

) cepHiHbIA 1100anbHbIH HACHTU(HHUKALIMOHHBIH HOMEP TOPrOBOH €AMHMLBI WM IPYILHIOBOH KO/
YHAKoBKH §0J1¢¢ HU3KOTO YPOBHSI BIOKEHHOCTH, C KOTOPOH COBEPLIACTCS ONEpaLust JOHOIHHUTEILHOIO
BIIOMKCHU;

1) IPYIIIOBOH KOJI YIAKOBKH, B OTHOIICHHH KOTOPOH COBEPILACTCS ONEPALIHAL.

4., CyObexktbl oOpalicHUs JICKAPCTBEHHBIX CPEACTBE IPH  OCYIUCCTBICHUH pachOpMHUPOBAHUSA
IPYIIOBOH YIIAKOBKH [IPEACTABIAIOT B CHCTEMY MOHMTOPHHIA CIICAYIOUYI0 HH(OPMALIHIO:

a) Jara COBECPLUCHHSI ONEPALIUH;

0) koA HaloromjareibliMKa B CTPaHe PErHCTpauMH HiAH  HMICHTHQHKALUHOHHLIA HOMEp
HAJIOrOILIATE IbIIMKA (115 CyObekTa 00palleHHs JIEeKAPCTBCHHLIX CPE/CTB, ABISIOMECIOCs] OpraHH3aLuei,
[IpU3HABAEMOH HAIOrOBbIM pe3njeHToM Poceniickoit @enepaliny, HHAHBU/YAIbHBIM IPEIPHHHMATEICM,
WIK HPEJACTABUTE/ILCTBA CyObeKTa 00palleHus JIGKapCTBEHHBIX CpeicTB Ha teppuropun Pocewuiickoit
Depepauun) cydbekTa 00palleHHs JICKAPCTBCHHBIX CPEACTB, OCYLIECTRIAIOIIEIO OlEPaLHIo;

B) aJpec MeCcTa OCYIIECTBICHHS JEATCIIBHOCTH (B Cllydae COBCPLUCHHS ONEPALUM HA TEPPHTOPHH
Pocceuiickoit @enepanun) WM KO CTPaHbl (B C1y4ae COBEPLICHUS ONEPALHM 3a [PEICIaMi TEPPUTOPUI
Poccuiickoit @enepanyu), rae BLITOAHACTCS onepauus, 1100 30Ha TAMOKEHHOIO KOHTpOI (B ciyyae
BBIITOJIHEHHA ONEPALHH B 30HE TAMOKCHHOIO KOHTPOIIS);

I) TUII Onepauuy TpaHcopMalui ynakoBku (pacopmupoBanue);

1) IPYIIOBOH KO pac(OpMHPOBLIBACMOH YIIAKOBKH.

ITpunoxenue N 6

Kk lonoxkenuio o cucTeMe MOHUTOPHHIA
JABMMKEHUS JICKAPCTBEHHBIX MPEHAPATOB
JUIs MEIMIIHHCKOIO IPUMEHEHUs

CBEOEHWA,

NMPEACTABNAEMbIE CYBBEKTAMU OBPALLEHUA NEKAPCTBEHHbLIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUWXEHWUA NEKAPCTBEHHbIX
NMPENAPATOB ONnA MEOULUMHCKOIO NPMMEHEHUA NPU OBOPOTE
M BHYTPEHHEM NEPEMELLEHWUU NEKAPCTBEHHbIX NMPEMAPATOB
anA MEAMUMHCKOIo nPUMEHEHUA
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1. CyObexr oOpaiieHHs JEKAPCTBEHHBIX CPEACTB  LPH  OCYLICCTBICHHUN  NEPEMCLICHUS
NIEKAPCTBEHHBIX IPENapaToB JUlsi MEAMIMHCKOIO HNPUMEHCHHA (Jajlee - JICKapCTBCHHBIC IPCHAPATHI)
MY apecaMy OCYILECTBACHHS JSATeIbHOCTH U (1K) (hapMaleBTHYCCKUMH CKJIAJIAMH IPEACTABIACT B
CHCTEMY MOHHTOPHHIA JIBHKCHHA JICKAPCTBEHHBLIX M[PEIapaTtoB (janee - cHCTEMa MOHHTOPHHIA)
CIIEAYIOLLYI0 HHMOPMALMIO O [EPeMEIIaeMbIX JICKAPCTBEHHBIX [Ipernaparax B OTHOLICHHH KamKIoH
TOProBOH eIHHHLEI JIGKAPCTBEHHOTO IIperapara:

a) JlaTa COBEPLICHHs ONEpaLKH (IPUEMKH HA CKIa/l, Ha KOTOPbLH COBEPIICHO NEPEMELLCHHE);

0) uacHTH(HKALMOHHLIL HOMEDP HAJOIrOILIATEIbIIMKA CcyObeKTa OOpalleHHs JIEKAPCTBEHHbIX
CPEJICTB, OCYLLUECTRIIAIOLICIO IePEMELLCHHE JICKAPCTBEHHOI O MIperapara;

B) aJIpec MECTa OCYLLECTBACHHS JEHTEIbHOCTH MM CKJIajla OTBETCTBEHHOIO XPAHEHHS, H3 KOTOPOI'O
OCYLIECTBISACTCS IEPEMELLEHHE JIEKAPCTBEHHOTO Npenapara;

r) ajpec MECTa OCYIICCTBJICHHMS ACATENLHOCTH WIM CKIaJa OTBETCTBEHHOIO XpaHCHUs, Kyja
OCYLICCTBIISICTCA MEPEMEIICHHE JICKAPCTBEHHOTO Tpenapara;

J) PEKBU3HTBI NEPBHYHOIO JOKYMEHTA, SBISIOLICIOCS OCHOBAHHEM JUIsl  HEpPEMELLCHUS
JIEKAPCTBEHHOIrO npenapara (j1ata ¥ HoMep);

€) CepuilHbI rno0anbHbBIA HMIACHTHQUKAUMOHHBIH HOMEP TOProBOoH €AMHMLbLI JICKAPCTBCHHOI'O
[perapara MiId IpyninoBoil KOJ IPYIINOBOH YNAKOBKH, B KOTOPOH HAXOAMTCA JTOT JICKAapPCTBEHHbLII
[pernapar (B ciyyae nepeMeLLeHUs IPYINoBOi YIAKOBKH LEIHKOM).

2. CyObekr oOpaileHHs JICKAPCTBCHHBIX CPEACTB IIPU [Epeiade JICKapCTBCHHBIX IIPENapaTroB
Apyromy cyObeKTy 00palleHHs JICKAPCTBEHHBIX CPEACTB B paMKax IpaxIaHCKO-IPABOBLIX OTHOLICHUIH B
ciydae BblOOpa HPAMOIO MOPsAAKA IPEACTABICHUA CBEACHUI MPEJCTABIACT B CHCTEMY MOHWUTOPUHIA
ciaenyonyw uHpopMaluio 00 OTTPYKEHHbIX JICKAPCTBEHHBIX HpEHaparax B OTHOLICHMU Kaxkon
TOProBOH €IHHUIIbI JICKAPCTBEHHOIO [Ipenapara:

a) JlaTa COBEPLICHHA ONEPALIMH;

0) uACHTH(HKALMOHHLIL HOMED HANOIOIUIATE/IbIIMKA CYOBEKTa OOpAlCHHS JICKAPCTBCHHBIX
CPEJICTB, OCYLICCTBIAIOUICTO OTIPY3KY JICKAPCTBEHHOIO NPEHapaTa;

B) ajgpec MeECTa OCYIICCTBICHHSI [JEATENbHOCTH, M3 KOTOPOrO OCYIICCTBISIETCS OTIpy3Ka
JNIEKapCTBEHHOTO Npenapara;

r) HACHTH(HUKAUMOHHBIE HOMEP HAIOroljlareibiiika CcyObekTa OOpalICHHA JICKApCTBCHHBLIX
CPEICTB, OCYLLIECCTBIIAIONICI0 IIPUEMKY JICKaPCTBEHHOI'O NperapaTa;

1) agpec MecTa OCYLIECTBICHHS JACATCILHOCTH, KyJa OCYLICCTBIACTCA OTIPY3Ka JICKAPCTBCHHOIO
nperapara (B cilydae oTrpy3KH HE 3aperHCTPHPOBAHHOMY B CHCTEME MOHUTOPUHIA CYOBLEKTY obpalieHus
JICKAPCTBEHHBIX CPE/CTB TAKUE CBEICHHS HE YKA3bIBAIOTCH);

¢) HJACHTH(UKALHOHHBIH HOMEP HAJIOIOIUIATEIBIIMKA - OPraHa FOCY/IapCTBEHHOH BJIACTH (B cilyvae
OCYLIECCTBIICHUS [EPEAadi JICKAPCTBEHHOIO Ipenapara B paMKax roCyJapCcTBEHHOIO JIEKapCTBEHHOIO
obecrieuenus);

JK) PEKBH3UTBI OCYIAPCTBEHHOI0 KOHTPaKTa (B ClIydae OCYLIECTBIICHHUS [EPEadu JIeKapCTBEHHOI'O
Hpenapara B paMKax rocyAapcTBEHHOIO JICKapCTBEHHOTO obecneueH s );

3) MCTOYHUMK (PUHAHCUPOBAHUS,

M) THI IPAYKIAHCKO-IIPABOBLIX OTHOIIEHHH CYOBEeKTOB 00pallieHus JIEKAPCTBEHHbIX CPE/ICTB;

K) CcepuiHbIH rnodanbHbli MACHTHOHKALMOHHBIA HOMEP TOProBOH €IMHMIbLI JIEKAPCTBEHHOIO
[penapara MW IPYIIOBOH KOA IPYIINOBOH YNAKOBKH, B KOTOPOH HAXOAMTCA JTOT JICKAPCTBEHHBLIH
[pernapar (B ciydae nepejiauu rpyninoBoi ynakoBKH LEIHKOM);

J1) PEKBU3HTLI IICPBHYHOIO JOKYMECHTA, ABIAIOLIEIOCs OCHOBAHUEM JUIS IIEpPE1ayuH JICKapCTBEHHOIO
mpernapara (1ara 1 Homep);

M) CTOMMOCTD JIEKAPCTBEHHOIO MIpenapara (¢ y4eToM Hajinora Ha 100aBIeHHYIO0 CTOHMOCTS ) COIIACHO
HEPBHYHBIM JJOKYMEHTAM;

H) CyMMa Hajlora Ha 100aB/IeHHY CTOMMOCTD (B Cilydae eciM 1epe/ada JIeKapeTBEHHOro npenapara
obnaraercs TakMM HAJIOroM).

3. Cybbext oOpallleHHs JICKAPCTBEHHBIX CPEJCTB IIPU HPHEMKE JIGKAPCTBEHHBIX IPEnaparoB Ot
apyroro cybbexra ofpallieHus JICKApCTBCHHLIX CPEICTE B PAMKAX I'PaKAaHCKO-NPABOBLIX OTHOLICHUIT B
ciyuyae Bbibopa o6paTHOro MOpsijiKa NPEACTABICHHUS CBEACHHH NPEICTABISICT B CHCTEMY MOHHUTOPHHTA
CIEAYIOLLYI0 MH(OPMALMIO O MPHHATBIX ACKAPCTBCHHBLIX [IpEnaparax B OTHOLICHHH KaKAO0H CIHMHMILbI
JIEKapCTBEHHOTO Npenapara:

a) 1aTa COBEPLICHHA ONEPALIMH;

0) uACHTH(QHKALMOHHLI HOMEDP HANOIOILIATE/IbIUHMKA CYOLEKTa OOpPALUCHHS JICKAPCTBCHHBIX
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CPEJICTB, OCYLIECCTBIAIOLICTO IIPUEMKY JICKAPCTBEHHOTO NIpeHapaTa;

B) agpec MecTa OCYLECTBICHHUSA JCATENILHOCTH, B KOTOPOM OCYILECTBISICTCSl MPHUEMKA
JICKapCTBEHHOTO Mperapara;

r) HACHTH(HUKAUMOHHBIH HOMEP HAlOromjareibliika cyObekTa OOpAalICHUA JICKApCTBEHHBLIX
CPECTB, OCYLIECTBHBILEIO OTIPY3KY JICKAPCTBEHHOIO MPENapara;

1) ajgpec MecTa OCYIUICCTBICHHS [ACATCIBHOCTH, M3 KOTOporo ObLla OCYIIECTBIICHA OTIpy3Ka
JICKapCTBEHHOTO Tperapara;

¢) HeHTH(UKALHOHHBIH HOMEP HAJIOrOILIATE/IbIIHKA - OPraHa FOCY/1apCTBEHHOH BJIACTH (B cily4ae
OCYLICCTBIICHUs [Epelavyi JICKAPCTBEHHBIX IIPEHApaToB B paMKax rOCYIapCTBEHHOIO JICKAPCTBEHHOIO
obecneuenus);

JK) PEKBH3HTBI FOCY1APCTBEHHOIO KOHTPAKTA (B CIydae OCYLICCTBICHHs I1EPE1alH JIEKapCTBEHHBIX
LPEIAPATOB B PAMKAX IOCYJAaPCTBEHHOIO JICKAPCTBEHHOTO 0OecnedeHus);

3) MCTOUMHUK (HHAHCHPOBAHUS,

H) THI IPAYK/AHCKO-TIPABOBLIX OTHOLICHUH CYOBEKTOB 00pallleHUs JIEKAPCTBEHHBIX CPE/ICTB;

K) cepuiiublii r100anbHblil MACHTHQHUKALMOHHBIA HOMEP TOProBOH EAMHMIbLI JIEKAPCTBEHHOIO
[perapara Mid IpynnoBoil KOJ IPYIIOBOH YNAKOBKH, B KOTOPOH HAXOAMTCA JTOT JICKApPCTBEHHbLII
[pernapar (B ciydae nepejiau rpyninoBoH ylakoBKH LEIHKOM);

) PEKBH3HTLI ICPBHYHOIO JOKYMECHTA, SBIAIOLIECIOC] OCHOBAHUCM Ul IIEpe/lau NCKAPCTBEHHOIO
npernapara (1ara 1 Homep);

M) CTOMMOCTB JIEKAPCTBEHHOIO MIpenapara (¢ y4eroMm Hanora Ha Jo0aBIeHHYIO CTOMMOCTD ) COIVIACHO
HEPBUYHBIM JOKYMCHTAM;

H) CyMMa Hajlora Ha 100aBICHHYI0 CTOMMOCTD (B Cllydace eciM lepeada J1eKapeTBEHHOIO Ipenapara
obiaraeTcs TakMM HAJIOrOM).

4. CyOnekr oOpalieHHst JICKAPCTBCHHBIX CPEJCTB 1PH IOATBEPKACHUM IOCTOBEPHOCTH CBEICHUHM,
COACPIKALMXCSH B CHCTEME MOHHMTOPHMHIA O HEPEJAHHBIX WIM HPUHSTBHIX JICKAPCTBCHHBIX Npenaparax,
HPEACTABINET B CHCTEMY MOHUTOPHMHIA CHCAYIOUIYI0O MH(OPMALNIO B OTHOLICHHH KakKA0H TOProsoi
€/IMHHLIB] ICKAPCTBEHHOTO Npenapara:

a) jara COBEPLICHUSI ONEPALIMH;

0) uACHTH(HKALHOHHLI HOMEDP HANOrOIUIATE/IbIIHKA CYOBEKTa OOpPALUCHHA JICKAPCTBCHHBIX
CPEACTB, OCYLLIECTBISAIOILEr0 Mepeiauy JIeKapCTBEHHOrO Npenapara;

B) MACHTH(HKALMOHHLIH HOMEp HAJOronjare/ibluuka cydobekra OoOpalleHus JICKapCTBEHHbIX
CPEICTB, OCYLLIECCTBIIAIOLICI0 IIPUEMKY JICKAPCTBCHHOI'O NIperapaTa;

r) cepuiinblii rnodaibHbI HACHTHOHKALMOHHBLIH HOMEpP TOProBOH €AMHMLbLL JIEKAPCTBCHHOI'O
Hpernapara MM IpyrnnoBOd KO IPYIIIOBOH YIAKOBKM, B KOTOPOHl HAXOAWICA 3TOT JIEKAPCTBEHHBIN
rpernapar (B ciy4ae nepejiadu rpynioBoi yiakoBKH LEIHKOM).

5. Cybbext oOpallleHHst JICKAPCTBEHHBIX CPEJCTB, OCYLIECTBISAIOUNNA KOHTPAKTHOES (I1OAPAIAHOE)
[IPOM3BO/ICTBO JICKAPCTBEHHBbIX MpenapatoB Ha teppuropun Poccuiickoit @epepauuu, npu nepejade
JIEKAPCTBCHHBIX NpEnapaTtoB (rOTOBOH MNPOAYKLUMH) Y4AaCTHHKY 000pOTa NEKAPCTBEHHBIX IPENaparos,
ABJIIIOLIEMYCH 3aKa34HKOM TOr0 KOHTPAKTHOTO (HIOAPSIAHOIO) MPOM3BOACTBA, MPEACTABINCT B CHCTEMY
MOHHMTOPHHIA CHCIYIOUYI0 HH(OPMALMIO O NEPEJAHHBIX JCKAPCTBEHHBIX MPENaparax B OTHOLICHHH
KaKJ0H TOProBoil €MHHULIbI IEKAPCTBCHHOIO Npenapara:

a) Jara COBECPLUCHHSI ONEPALIHH;

0) MACHTH(HKALMOHHLIA HOMEDP HANOrOIIATEe/IbIIHKA CYOLEKTa OOpPAlLCHHA JICKAPCTBEHHBIX
CPEJICTB, OCYLLICCTBIIAIOLICTO [1epeady JICKapCTBEHHOTO Iperapara;

B) ajpec MeCcTa OCYLICCTBICHHMSA [EATCILHOCTH, M3 KOTOPOro OCYyLIECTBIAeTCA Iepeaada
JICKapCTBEHHOTO TIPENapara;

r) HACHTH(MKALUMOHHBIE HOMEP HaloromIareibiiuka cydbekTa OOpallCHHA JICKapCTBEHHBIX
CPEJICTB, OCYLLECTBIIAIOLIEIO IIPUEMKY JICKAPCTBEHHOIO Npenapara;

J) ajgpec Mecra OCYIICCTBICHMS JCSTEIBHOCTH, B KOTOPOE OCYLUECTBISETCS Iepeaaqa
JIEKapCTBEHHOI O Mperapara;

€) CepHiHLIA ri100anbHbI UICHTHOUKALMOHHBIH HOMEP TOProBOH €JHHHULBI JICKAPCTBEHHOI'O
[perapara Miu rpyrninoBoil KOJ IPYHIOBOH YHAKOBKH, B KOTOPOH HAXOAMTCA HTOT JEKapCTBEHHBIH
[perapar (B ciaydae nepejiauy rpynioBoH yiakoBKH LEIHKOM);

7K) PEKBU3UTBI ICPBUYHOIO JOKYMEHTA, ABJIAIOILEIOCH OCHOBAHUEM Ul HEpeiadyy JCKapCTBEHHOI'O
mpernapara (aara 4 Homep).
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[Tpunosxenue N 7

Kk Ilonoxkenuio o cucTeMe MOHUTOPHHIA
ABHAKEHUS JICKAPCTBCHHLIX IPEIAPaTOB
A1 MEMLHHCKOI'O IIPUMEHEHUS

NEPEYEHDb
NMPUYUH BNOKUPOBKU MPUHATUA CUCTEMOW MOHUTOPUHIA
AOBWXEHUA NEKAPCTBEHHbBIX NMPEMNAPATOB AnNA MEOQULWHCKOIO
NPUMEHEHWUA CBEOEHWUW O BBOJE B OBOPOT NEKAPCTBEHHbIX
NMPENAPATOB OnA MEOWLUMHCKOIo NnPMMEHEHUA, Ob OBOPOTE
n (Mnn) BbiIBOAE U3 OBOPOTA JIEKAPCTBEHHbLIX NMPEMAPATOB
anA MEAUUMHCKOIo nPUMEHEHUA

1. Beisipiienue HECOOTBETCTBUS TPEOOBAHKH K KAYECTBY B paMKax BbIOOPOUHOI'O KOHTPOIIS KauecTBa
JICKApCTBCHHBLIX CpeAcTB M (eliepalbHOro Haazopa B cdepe oOpalleHHs JIEKAPCTBEHHLIX CPEICTB,
ocyulectiseMblx  @exepanbHolt  cnyxOboif no  Haazopy B cdepe  31paBOOXpaHEHMs W ee
TEPPUTOPHAIILHBIMH OPraHAMU.

2. Ilpunatue Oenepanbuoii ciny:k00i 1o Hagzopy B cdepe 3IpaBoOXpaHCHHS [0 HTOram
paccMmoTpenus oOpauicHus cyObekTa oOpalleHUs JCKAPCTBCHHLIX CPEIACTB PCLUCHMS, COACPIKALICrO
cBejeHHst 00 0OHAPY/KEHUH HECOOTBETCTBHSL BBINYIUCHHBIX B 0DOPOT JCKAPCTBEHHBIX [PEHApaToB s
ME/IHIMHCKOIO [PHMEHEHHS (janee - JICKapCTBEHHbIC Iperaparsl) ycTaHOBICHHbIM MHHHCTEPCTBOM
sapaBooxpaHenust Poccuiickoit @ejepaumu npH  perucTpalMH  ITHX JICKAPCTBEHHBIX [IPEHaparoB
TpebOBaHUSIM.

3. [punsirne Munucrepcrsom 3apasooxpanceuust Poceuiickoit @enepaunu pertenust o0 ormene
roCyIJapCTBEHHOH PErHCTPAalMU JICKapCTBCHHOIO Iperapara B NOPAAKE, YCTAHOBIEHHOM IYHKTOM 6
crarbu 32 MepepansHoro 3akona "O0 oOpalieHUH TIEKapCTBEHHbIX CpeacTs'.

4. OrcyrcTBUE B CHCTEME MOHMTOPHHIA JBHKCHHS JICKAPCTBEHHBIX MPCHAPATOB (janee - cHCTeMa
MOHHTOPHHIA) CBEACHHUII 0 HAJIMYMUH JICKAPCTBCHHOI'O [IperapaTa y cyObekTa 00palieHus I1eKapCTBEHHBIX
CPEACTB, MPEACTABIAIONICTO CBeeH s 00 000pOTe ITOrO JICKAPCTBEHHOIO Ipenapara.

5. Hcrevenne cpoka roAHOCTH JICKAPCTBEHHOrO IIperapara B COOTBETCTBHM CO CBCICHHSMH,
3apPErHCTPHPOBAHHLIMH B CHCTEME MOHHTOPHHIA.

6. HecoorsBercTBue CBEACHHH O JICKAPCTBEHHOM [Ipenapare, MpeACTaBICHHBIX CYOBEKTOM
oOpatiieHHs 1EKapCTBEHHBIX CPEICTB [1PH OMMCAHWUM JCKAPCTBEHHOIO mperapara B MHGOPMALHOHHbIN
pecype, obecnedHBaOUMi y4ET H XPaHEHHE JOCTOBEPHBIX JaHHBIX O TOBAapax 10 COOTBETCTBYHOWIEH
TOBAPHOM  HOMEHKJIATYPE, CBEACHMAM, [OJYYEHHBIM CHCTEMOH  MOHUTOPHMHIa W3  CAMHOMN
rocy1apcTBEHHON UHPOPMALIMOHHOA CHCTEMBI B ¢pepe 31paBOOXPaHCHUS.

7. [lpeacraBnenue B cHCTEMY MOHUTOPHHIA CBEACHHI O NMPOAANKE JICKAPCTBEHHOTO [perapaTa ¢
(hapMaLICBTHYECKOI O CKJIAa NP OTBETCTBEHHOM XPaHCHHH.

8. Ilpeacrasnenne B CHCTEMY MOHMTOPMHIA CBEACHUH 00 oTrpyske (npoaaske) JIEKapCTBEHHOIO
npenapara /10 perHeTpaluy B HeH CBEICHUH 0 BBOJIE B 000POT JICKAPCTBCHHBIX MPEIAPATOB.

9. IlpeacraBicHue B CHCTEMY MOHMUTOPUHIA CBCACHHH ¢ HapyueHHeM TpeboBanuil [lonoxkenus o
CHCTEMC MOHHTOPHHIA [BHIKCHHA JICKAPCTBEHHBIX MPEIAPATOB JUll MEAMLMHCKOIO ITPUMECHEHHS,
yTBepaaeHHoro nocranosinenuem [pasurenscrea Poccuiickoil @eaepauuu or 14 nexadpsa 2018 r. N 1556
"O0 yreepaaeHun IlonokeHus 0 cHCTEMe MOHMTOPHHIA ABHKCHMA JICKAPCTBCHHLIX IIPENApPaToB JIs
MEAHLUMHCKOIO NPUMEHEHHA'" .

10. OrcyrerBHe B CUCTEME MOHMTOPHHIA CBEACHMI 0 Hanuuuu y cyObekra obpaiienus
JIEKAPCTBEHHBIX CPEJACTB JMLUCHIMH, MpejocTaB/istomux cyObekry o0palieHus JICKapCcTBEHHbIX CPEICTE
LIPABO Ha OCYLIECTBICHHE COOTBETCTBYIOMINX ONEpaLiii.

11. OrcyrerBue cBejieHui o 3asgButene B EAMHOM rocy/1JapcTBEHHOM PEECTPe HOPHAMYECKHX JIML] KaK
0 JCHCTBYIOILEM OPHIHYCCKOM JHlE, MIH B EIHHOM rocyZapcTBECHHOM PEECTPE HHAMBHYalbHBIX
npeArnpUHHMaTenei Kak o ACHCTBYIOLIEM UHAHBHIYAILHOM MPCAIPHHUMATEIE, HIIH B FOCY1apCTBEHHOM
peecTpe aKKpPEAUTOBAHHBIX (DUIIMANOB, INPEICTABUTEILCTB MHOCTPAHHBIX IOPHIAMYECCKHX ML KaK O
ACHCTBYIOLEM (UHANE MM MPEICTABUTEILCTBE MHOCTPAHHOIO HOPHAMYECKOrO JHLA HA TCPPHUTOPHH
Pocculickoii @eaepanmu.

12. Hanuuue B EAMHOM rocy1apCTBEHHOM PeecTpe HOPHAHYECKMX JIMIL B OTHOLLICHHH 3asBUTEM
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3AITMCH O HEJOCTOBEPHOCTH CBE/ICHUH, BHECEHHOH B COOTBETCTBHM ¢ NMYHKTaMu 5 u (wnu) 6 crarbu 11
@epepanbuoro 3akona "O rocylapCTBEeHHOH PErMCTPALMH IOPHAMMECKHX JIML M MHAMBHIYalbHBIX
npearnpHHuMarenci”.
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Hoxyment npegoctaened Koncynwerantl Imoc
Hara coxpanenns: 30.01.2019

Hocranosnense Hpasprenscersa PO or 14122018 N 1557
"00 0coDCHHOCTAX BHEAPCHHA CHCTEME! MOHHTOPHHIA JBHACHHA JICKAPCTECHHEL .

NMPABUTENBCTBO POCCUACKOW ®EOEPALIUA

NMOCTAHOBJIEHME
ot 14 nekabpsa 2018 r. N 1557

Ob OCOBEHHOCTAX
BHEOPEHUA CUCTEMblI MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX
NPEMAPATOB OndA MEAWLUMHCKOIO NPUMEHEHUA

B coorBerctBum ¢ vactbio 12 crarsu 67 @epepanbroro 3akona "O0 oOpaleHHH JeKapCTBEHHBIX
cpencts” [Ipasurenserso Poceniickoit @epepatiuy nocTaHoBIsIET:

YCTaHOBUTE, 4TO:

a) OpUIMYECKME JMUA M MHAMBHUAYANbHbIC NPEANPHHUMATENH, sBIsiOWMecs cyObekTamu
obpallieHus JIEKapCTBCHHBIX CPEACTB, NPEIHA3HAYCHHBIX I JICYCHHA Jiul, OOJbLHBIX reMOpHIHCH,
MYKOBHCLH030M, THIIO(PHU3APHBIM HAHUIMOM, 00/1e3HbI0 ['oL1e, 3/10Ka4eCTBEHHBIMU HOBOODPA30BaAHHAMHU
AUMQPOUJHOMH, KPOBETBOPHOH W POJACTBCHHBIX MM TKAHCH, PACCECSHHLIM CKICPO30M, ML IOCIHE
TPAHCIUIAHTALMHY OPraHOB M (WIM) TKAHCH, 10 NEPEYHIO JIEKaPCTBEHHBIX NPENAPATOB JUls MEAHLMHCKOIO
npuMeHeHus, cOpPMUPOBAHHOMY B YCTAHOBICHHOM HOpsjke H yrBepskaacmomy [IpaButenbcTBoM
Poccuiickoii @enepauun (1ajiee COOTBETCTBEHHO - JICKAPCTBEHHBIC Ipenaparsl, cyObEKTbl o0parieHus
JICKAPCTBEHHBIX CPE/ICTB):

PErHCTPUPYIOTCH B CHCTEME MOHHMTOPHHIA JIBHIKCHHS JICKAPCTBCHHBIX MpPEHApaToB  uis
MEHIMHCKOrO NPUMEHEHHS (faj1ee - CUCTeMa MOHHUTOPHHTA) - ¢ 1 monst 2019 r. no 8 mrosnst 2019 r. n1ubo 8
TCUCHHE 7 KAJICHAAPHBIX JIHCH CO JH BO3HHMKHOBCHHS Y CYOBEKTOB 00pallleHHs TEKAPCTBEHHbIX CPEACTB
HEOOXOAMMOCTH OCYLICCTBIICHUS JEATEIbHOCTH, CBA3AHHOMN ¢ oOpallicHHeM eKapCTBCHHbIX NPEHAPATOB,
HO He paHee 1 utonst 2019 r., npu HaIMYKUK NPaBa OCYLIECTBIIATh TAKYHO AEATEILHOCTD;

o0ecneyuBaldT roTOBHOCTE K MH(OPMALMOHHOMY B3aUMO/ICHCTBHIO C CHCTCMOH MOHWTOPHMHIA U
HAIPABIAIOT ONEPATOPY CHCTEMbl MOHMTOPHMHIA 3aiBKY HA [POXOK/JICHHEC TECTHPOBAHUS [IPOLECCOB
HHPOPMALHOHHOIO B3aHMOJCHCTBHSA - B TeueHHE 2] KalneHAapHOro JHs CO JHS PErHCTpallHi B CHCTEME
MOHHMTOPHHIA,;

NPOXOJAT TECTHPOBAHWE IIPOLECCOB  HMH(OPMALHMOHHOIO  B3aUMOJCHCTBHA  COOCTBEHHOIO
HH(OPMALIHOHHOTO pecypca U CUCTEMbl MOHHTOPUHIA B [IOPSJIKE, PA3MELLCHHOM Ha O(QULIHAIBHOM caiiTe
orepaTopa CHCTEMbl MOHUTOPHHIa B MH()OPMALMOHHO-TCICKOMMYHUKALIMOHHOH cetH "HuTepuer"”, B
OTHOLLIEHUH BCEX OlEpauuii, MPOM3BOJAUMBIX € JICKAPCTBCHHBLIMU [PEIAPATAMH, B COOTBETCTBHH C
[Monoxennem 0 cUCTEME MOHHMTOPHHIA JIBHJKCHHS JICKAPCTBCHHBIX IPEHAPATOB U MEAMLIUHCKOIO
[IPUMEHEHHUs, YTBEPKIACHHBIM nocraHosaeHuem Ipasurenscrea Poccuiickoit @epepanuu or 14 jnexabdps
2018 r. N 1556 "OO0 yreepsnacHun [lonomeHuss 0 cHCTEME MOHHUTOPHHIA JBHKEHMS JICKAPCTBEHHBIX
[penapaTos Uit MEAMUHHCKOIO IPUMEHEHHA", - B TCHEHHUE 2 KAJICHIAPHBIX MECALIEB CO JIHA FOTOBHOCTH
coOCTBEHHOr0 MH(OPMALIMOHHOIO pecypca K WHOOPMAUHOHHOMY B3aMMOJCHCTBHIO € CHCTEMOI
MOHHTOPHHIA;

BHOCAT B CHCTCMY MOHHTOPHHIA CBEACHHS O JICKAPCTBCHHBIX [penaparax M 000 Becex onepausx,
[IPOH3BOAUMBIX C JICKAPCTBCHHBIMU [IPENapaTaMy, B COOTBETCTBHH ¢ yKa3aHHbIM [lonoxkennem o cuecreme
MOHHTOPHHIA JIBHKCHHSA JICKAPCTBCHHBIX MPENApaToB JUld MEAMLUMHCKOrO IPUMCHCHHA - HauyuHad ¢ |
okTsiOps 2019 r;
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[ocranosnenue Hpaspreascrsa PO or 14.12.2018 N 1557 Hoxyment npegoctaened Koncynwerantl Imoc
"00 0CODCHHOCTAX BHCAPCHHA CHETEME! MOHHTOPHHIA IBHACHIA ICKAPCTBCHHLL . Hara coxpanenns: 30.01.2019

0) cyObeKTh! 0DpalleHHs NEKAapCTBEHHbIX CPEICTB, ABIAIOLIHECS IPOU3BOAMTE/IAMH JICKAPCTBCHHbIX
[penapaToB, B  OTHOLICHWH KOTOPBIX HMMH  OCYIUECTBIIAIOTCA  TEXHOIOTHYECKHE  OIEpallHu,
COOTBETCTBYIOLLME [TPOH3BOJICTBCHHBLIM CTaJusiM (PAcOBKH (YIAKOBKH) JIEKApCTBCHHBIX Mpenaparos (B
cllydae MPOM3BOACTBA JIGKAPCTBEHHOIO mpenapara Ha Teppuropuu Pocculickoit @enepauuu), uiu
AepsKaTessiMH  (BIajeibliaMi) PEruCTPALMOHHBIX YAOCTOBEPEHHI JIGKAPCTBEHHBIX MpernaparoB Jaubo
[IPEJICTABUTE/ILCTBAMH  MHOCTPAHHBIX  opraHusauuii  Ha Tteppuropun  Poccuiickoit  ®enepanuu,
ABJISIFOILMXCA  Jlepaare/siMi  (BJIajeblLaMi)  PErHCTPALHOHHBIX  YIOCTOBEPCHHIH  JICKAPCTBEHHBIX
[pernaparos (Ipu NpoU3BOJICTBE JEKAPCTBCHHOIO Mpenapara BHe Teppuropun Poccuiickoit Meaepatiun),
J10 BBOJ1a JICKAPCTBEHHbIX NPENapaTos B 000poT:

HAIPABIIAIOT ¢ HCIOIB30BAHMEM CHCTEMbI MOHHTOPHHIA OIIEPATOPY CHCTEMbI MOHHTOPHHIA 3asBKY
(B anexTpoHHON (PopMe) HA NMONYYCHHE YCTPOHCTBA PErHCTPALMH YMUCCHH CPEACTB HJACHTH(UKALUN
JICKAPCTBEHHBIX [IPeNapaToB MM Ha NPEJOCTABICHHE YJAJICHHOIO JAOCTYIAa K YTHM YyCTpoHcTBaM - B
TedeHue 21 KaneH1apHOro JHs CO [AHs PErHCTPALMH B CHCTEME MOHHTOPHHIA;

o0eceyHBalOT HAHECEHUE CPEACTB MACHTH(MKALIMM ICKAPCTBEHHOIO lIpenapara Ha [NEPBUYHYIO
YIAKOBKY JICKAPCTBCHHOI'O Hpenapara (B cIydae ecjii BTOPHYHAs YIAKOBKA HE MPEIyCMOTpeHa) U HA
BTOPHUHYIO (IIOTPEONTENBCKYIO) YIIAKOBKY JICKapCTBEHHOrO npenapara ¢ 1 oxrsadps 2019 r.;

B) CyOBEKTHI OOpalleHHs JICKAPCTBECHHBIX CPEACTB, HE OCYLUECTBIANOLIME PO3HHYHOH TOProBiH
JIEKApPCTBEHHBIMU nperapatamMu M ofecriednBaone BbiBoJ 13 000poTa JICKAPCTBEHHBIX [perapaToB
HOCPEACTBOM OTHYycKa OCCIUIATHO W/IH CO CKMAKON JICKAPCTBEHHBIX [PENapaTtoB 10 pPELenty Ha
JIEKApPCTBEHHbIE [IPENapaThl, HAIPAB/IAIOT C HCHOIb30BAHHEM CHCTEMbI MOHUTOPHHIA OIEPATOPY CUCTEMbI
MOHHMTOPHHIA 3a4BKY (B 2JIEKTPOHHON (OpME) HA MOJIYHEHHME PErHCTPATOPOB BhIObITHA - B TeucHue 21
KAaJICHIapPHOTO JIHA CO [IHs PEFUCTPALIMK B CUCTEME MOHHTOPHHIE,;

I') ONEpaTop CHCTEMbI MOHUTOPHHTA 00eCIIe HBaLT:

ocHauleHue cyObeKTOB 00palleH s JISKAPCTBEHHBIX CPEICTB, YKasaHHbIX B 1yHKTe "0" HacToswero
[OCTAHOBIACHUSA, YCTPOHCTBAMHM PErMCTPALMH HMHCCHH CPEJICTB HMJACHTH(IMKALNK JICKApPCTBEHHbIX
[penapaToB, B TOM YHCIE MOCPEACTBOM 00ECrEHeHUs YJAJCHHOrO JOCTYNA K TAKOMY PErucTparopy,
pasMEeLICHHOMY B HH(pacTpyKType oneparopa CHCTEMbl MOHHTOPHHIA, & TAKIKE OCHAllleHHE CYOBbEKTOB
oOpallleHHsl JICKAPCTBEHHBIX CPEJACTB, YKAa3aHHBIX B IYHKTE "B" HACTOALLICIO IIOCTAHOBJICHUS,
PErHCTPATOPaMH BbIOBITHS - B TeueHHe 30 KaleHAApHBLIX JHEH CO AHS [OJY4EHMs OT 2THX CyOBEKTOB
o0pallleHUsl JIEKAPCTBEHHBIX CPEICTB COOTBETCTBYIOIIMX 3aiBOK. B nenax oOecneudeHHss Takoro
OCHALLCHHS YKa3aHHbIC CYOBLEKThl OOpAllCHUs JICKAPCTBCHHBIX CPEJCTB 3AK/IIOHAKOT € OINepaTopoM
CHCTEMbl MOHHTOPHHIA JOrOBOPbL, COJACPXKALIME B TOM HHCIC YCIOBHSA IIPEAOCTABICHHA TAKOIO
000OpY10BaHUS U €TI0 PErlIAMEHTHOrO 00CTyKHBaHKSA HA Oe3BO3ME3HOH OCHOBE;

OpraHM3alMi0 TECTHPOBAHUA NPOLECCOB HH(OPMALHMOHHOrO B3auMMOJCHCTBHS MH(OPMALMOHHBIX
cHcTeM CyObEeKTOB OOpAlleHHs JIEKAPCTBEHHBIX CPEACTB M CHCTEMbl MOHHTOPHMHra - B TeuyeHue 2
KaJICHJAPHBIX MECALECB €O JHA o0ecleyeHus dTHMU CYObeKTaMH OOpalleHHs JICKAPCTBCHHBIX CPEACTB
FOTOBHOCTH COOCTBEHHOINO MH(MOPMALMOHHOIO pecypca W NpH HEOOXOAMMOCTH HHOrO 0DOPYAOBAHMS K
nH(GOPMALMOHHOMY B3aHMOJACHCTBHIO ¢ CHCTEMOH MOHUTOPHHIA W HAIPABJICHUS ONEPATOPY CHCTEMbI
MOHHTOPHHIA 3a8BKH HA IPOBEACHUC TECTUPOBAHUSL.

[Ipencenarens llpaBurenscrsa
Poccuiickoii @enepaitu
JAMEJIBEJEB
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Nuet cornacoeaHnn k sokymeHTy Ne C3-1334/2019 o1 31.01.2019

Wuuuwnatop cornacoeaHus: benorybey O.I. KoHcynbTaHT
CornacoeaHne nHngumpoeaHo: 30.01.2019 17:09

NNCT COrMACOBAHWA
N° (o] [e] Cpok cornacogaHusA

Tvn cornacoBaHuA NocnesoBaTenbHoe

1 EdwmoBa EA.

Tun cornacoeaHus: NocnesoBaTenbHoe

2 |ArHatos M.O.

PES‘_VﬂbTaT cornacoeaHMA

CornacoBaHo
231.01.2019 10:24

[NopnucaHo
31.01.2019 10:35

Tvn cornacoBaHiA: cMeLlaHHoe

3amevaHna/KommeHTapum
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