NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

[TOCTAHOBJIEHUE
ot 30 aBrycra 2019r. N 1118

O BHECEHMU MU3MEHEHUI
B ITIOJIO’KEHME O CUCTEME MOHUTOPHWHTA
JOBVYDKEHWS IEKAPCTBEHHBIX
[TPEITAPATOB IJI4 MEJULIMHCKOI'O
[TPUMEHEHNMS

IIpaBuTenbcTBO Poccuiickoin ®enepannnu
MOCTaHOBJISIET: YTBEPAUTD MpUiaraemMblie
M3MEHEHMSI, KOTOpble BHOCATCS B [TonoxkeHue o
CUCTEeME MOHUTOPUHTA ABVKEHUS JIeKapCTBEHHbBIX
rperapaToB 11 MEAULIMHCKOTO IIPUMEeHeHMs,
yTBepsKJeHHOe MocTaHoBIeHueM [IpaBuTenbCTBa
Poccuiickoit ®emepannmu ot 14 mekabpst 2018 r. N
1556 "O6 yTBepskaeHun I1ososkeHUs O cUcTeMe
MOHMUTOPUHTA IBUKEHUS JIEKapCTBEHHBIX
Mpernaparos 411 MeIUIMHCKOTO IpUMeHeHus "
(Cobpanme 3akoHOmaTebCTBA Poccuiickoit
®enepanunu, 2018, N 53, cT. 8641).

VTBepI[I/ITb npuaaraeMbie MU3MEeHEHMA, KOTOPbIe
BHOCSTCA B [lo/iokeHMe O cUcTeme MOHMTOPHMHTA
ABVDKEHMS JIEKAaPCTBEHHBIX IIPpEI1apaToB OJId
MeIUIMHCKOIO IIpMMEHEHN, YTBEPKIAEHHOE






nocraHoBneHueM IIpaBurtenbcTBa Poccuiickoii
@enpepanyu ot 14 gekabps 2018 r. N 1556 "0O6
yTBepkaeHunu [1onoxkeHs 0 cucTeMe MOHUTOPUHTA
IBVDKEHMS JIeKapCTBEHHBIX ITPernapaToB ISl
MeauIMHCKOoro pumeHeHus" (Cobpanme
3aKoHomarebcTBa Poccuiickoit @epgepanun, 2018, N
53, cT. 8641).

IIpencenarens [IpaBuTe/NILCTBA
Poccuiickoi ®epgepann
O.MEJIBEJEB

YTBepKaeHbl

rocraHoByieHneM [IpaBuTenbcTBa
Poccuiickoit @engepannn

ot 30 aBrycra 2019r. N 1118

N3MEHEHN{,

KOTOPBIE BHOCATCA B ITOJIOXKEHHME O CUCTEME
MOHUWUTOPHVHTA IBM>KEHNSA
JIEKAPCTBEHHBIX ITPEITAPATOB JJISI
MEIMLNHCKOI'O ITIPUMEHEHNS

1. B myHKTe 2:

a) B ab3alie OJMHHAILIATOM CJIOBA "CPEeACTBO
UIeHTUUKALMY IPYIITIIOBOI YITaKOBKU
JIeKapCTBEHHBIX IIPerapaToB,” UCKIIOUYATD;






0) B ab3a1le ABEHAAIIaTOM CJI0BO "3HaUeHue"
3aMEeHUTh CJIOBOM "Ha3HaueHue";

B) Iocsie ab3alia TPMHAALIATOrO AOMOJHUTH ab3aleM
CJIeIYIONIETO COMePsKaHMS:

"KOJ MapKUPOBKU" - YHUKAJIbHAS
MOCJ/Ie0BATEIbHOCTbh CMMBOJIOB, COCTOSINAS U3
CEPUITHOTO II00aIbHOTO0 UAeHTU(PUKALIVIOHHOTO
HOMepa TOPTOBOM eIVMHUIILI U KOJla TIPOBEPKH,
dbopmupyemas gis meneit uaeHTUOUKALNN
TEePBUYHON YITAKOBKM (B OTHOLIEHUY JIEKaPCTBEHHbBIX
rpernapaToB 11 MEOUILIMHCKOTO IIPUMeHeHUsI, IJIs1
KOTOPBIX He MMpeyCMOTpeHa BTOPUYHAs YITaKOBKa) U
BTOPUYHO (ITOTPEOUTETHCKOI) YITAKOBKM
JIeKapCTBEHHBIX MPerapaToB A5 MeOULMHCKOTO
IpUMeHeHus ;" ;

r) B ab3a1ie YeThIPHAAIIATOM CJI0BA "COCTOSIIAS U3
KJIt04a IPOBEPKU U JIeKTPOHHOM nognucu”
3aMEeHUTh CJIOBAMM "COCTOSIIAs 13 UaAeHTUdUKaTOpa
(MHOMBUAYATBbHOTO MOPSAKOBOIO HOMEpPA) KIH4a
MIPOBEPKU U 3HAUEHUS KOJia IIPOBEPKU";

1) B ab3alie MsITHAAIIATOM I10CjIe CJIOB "TOCTOBEPHbBIE
CcBefleHMs" OOMOJIHUTD CJIOBAMMU " (B TOM UMCIe
CBeJleHMsI O HAaHeCeHHbBIX Ha HMX CpeaCTBax
uaeHTu@uKauum u (Uan) MaTe puaJbHbIX HOCUTEISX,
comepkalux cpeacTna uaeHTudukanun)";






e) ab3all JeBSITHAALATbIN U3JIOXKUTD B CIeAYIONI e
peIaKLun:

"perucTpaTop BIOBITHS" - IPOrPaMMHO-aIIapaTHOe
mmdpoBasibHOE (KpUIITOTrpadmueckoe) TeXHUYeCKoe
CpeJ[iCTBO, BK/IIOUAIOIee B Ce0s1 TeXHUUeCKoe
CpelCTBO IPOBEPKM KOLOB IIPOBEPKU, B OTHOLIEHUY
KoToporo demepasbHOI CITY;KO07 6€301acHOCTU
Poccuiickoit @enepaiiuu BoiJaH JOKYMEHT O €T0
COOTBETCTBUM YCTAHOBJIEHHBIM TPEOOBAHMSIM K
mudpoBanbHbIM (KpUIITOTpadrueckuM) CpeicTBaM
3aMUThI MHQOpPMAaLUH, AeMCTBYIOUMM B OTHOILIEHUMA
mdpoBaTbHBIX (KpUITTOTpadruecKkux) CpeicTB,
NpegHa3sHAauYeHHbIX [IJIS1 IPOBEPKY KOI0B
MapKUPOBKMU, U UCIIOJIb3yeMOe CYObeKTaMu
obpaleHus JeKapCTBEHHBIX CPEACTB IJIsI 0OMeHa
mMHbopMaIMei ¢ CMCTeMOoit MOHUTOPUHTA B YaCTHU
dbopmupoBaHus 1 iepefaun B 3Ty CUCTEMY CBeJeHMit
0 BBIBOJIE 13 000pOTa JIEKaPCTBEHHBIX IIPerapaTos;";

) ab3all ABaLIATh MTePBbI U3JIOKUTD B CIIEAYIONIEN
peIaKLun:

"CpenCcTBO UAeHTUDUKALMK" - KOO MapKUPOBKH,
NpeJiCTaBJIeHHbII B MAIIMHOUYMUTAEMOI popme UK C
UCII0Ib30BaHNMEeM MHOI'O CPpeCTBA (TeXHOIO0TUN)
aBTOMaTH4ecKoi uneHTudbuxkaum, GopMmmupyemblit
111 HAaHeCeHMsT Ha BTOPUYHYIO (TTOTPeOUTEeTbCKYIO)






YIIaKOBKY JIEKAPCTBEHHOTO IIpelapaTa (B Cjiydae ee
OTCYTCTBMSA - Ha IIEPBUYHYIO YITAKOBKY

JIEKapCTBEHHOTO TIperapara) MeTogaMu, He
IOITYCKAIOIIVMMU OTIeeHUs CpeACTBa
umeHTUGUKauIMy 1 (UI1) MaTe pPUaJIbHBIX HOCUTEIENN,
comepsKallux cpencTBa UaeHTUOUKaLUMU, OT
YIIaKOBKM JIEKAPCTBEHHBIX ITperapaToB 6e3
MMOBPEXIEHMIA;" ;

3) ab3all ABALIATh YETBEPTHIN U3JIOKUTh B
ciaenymolne peaakiuu:

"YCTPOMCTBO perucTpanum SMUCCUU” - TIPOTPAMMHO-
anmnapaTHoe mudpoBaabHOe (KpUITorpaduyeckoe)
TexXHMUYeCckoe CpeliCTBO, BK/IOUaloliee B ce6st
TeXHUYEeCKOoe CPeCTBO IIPOBEPKM KOJA IIPOBEPKU
160 COOTBETCTBYIOIIEE TPeOOBAHUSIM K
TeXHUUYECKOMY CpeJiCTBY IPOBEPKU KOia IIPOBEPKMU,
MCII0JIb3yeMOe SMUTEHTOM CPeJICTB MAeHTUDUKALINA
IS TIOJTyYeHMsI KOIOB MapKMPOBKM 1 0OMeHa
MHbOPMAaIMe C CUMCTeMOt MOHUTOPUHTA B YaCT
rnepenaun B 3Ty CUCTEMY CBeJleHUI1 O MapKUPOBKe
BTOPUYHOI (TOTPEOUTETHCKOI) YITAKOBKM
JIeKapCTBEHHOrO Iperapara (B ciayJdae ee OTCYTCTBUS
- IEPBUYHON YIIaKOBKY JIEKAPCTBEHHOTO Iperapara)
cpeacTBamu uaeHTUUKAIMY, B OTHOIIEHUN
KoToporo denepanbHOIi CyK607 6€30IMacHOCTI
Poccuiickoit ®enepaiiyiv BbIAaH JOKYMEHT O €T0






COOTBETCTBUM YCTAHOBJIEHHBIM TPEOOBAHMSIM K
mdpOoBaTbHBIM (KpUIITOTpadmMueckuM) CpecTBaM

3aMUThl THQOpPMALUK, Ae/iCTBYIOLUMM B OTHOILIEHUU
mbpoBaNbHBIX (KpUIITOTpaduuecknx) CpeicTs,
NpeJHa3HauYEeHHbIX JJ151 TPOBEPKY KOAOB
MapKUPOBKU;".

2. IIyHKT 4 U30KUTh B CJIeAVIOILeN pelaKIun:

"4, CBenmeHus1, cogepKammecs B CpeCTBe
UIeHTU(GUKALMY, HAHOCSITCS ITPOM3BOIUTEIEM B
BUZE ABYXMEPHOI0 HNITPUXOBOTO KOJA MeToaaMM
revaTyt Ha BTOPUYHYIO (TOTPEeOUTENBCKYIO) YITAKOBKY
JIeKapCTBEHHOTO Tperapara (B ciyyae ee OTCYTCTBUS
- Ha MepBUYHYIO YIIaKOBKY JIeKapCTBEHHOTO
rperiapaTa) UM IevyaTy Ha MaTepualbHbIi HOCUTEb
(9TUKETKY), He JOMyCKaIIIMMU OTAeNeHUSs
MaTepuaJsbHOTO HOCUTEJIS, COAepsKalllero cpeacTBa
UIeHTUUKALMY, OT YITAKOBKM JI€KapCTBEHHOTO
npernapara 6e3 IMOBPeXIeHNIA.".

3. B myHkre 5:

a) B ab3alie MsITOM CJI0Ba "K/TI0Y IIPOBEPKM" 3aMEHUTh
cjioBaMM "uaeHTUdUKaTOp (MHAUBULyaTbHbIN
MOPSAKOBBIN HOMEp) K/II04a IMTPOBEpPKN”;

6) ab3alIl 111eCTOi U3JIOKUTD B CJIeAYIOIIeli pegaKIInm:






"‘-IETBepTaH rpyIilia JaHHBIX - 3BHAYE€HME KOOd
IIPpOBEPKMH, IIpeaocCTaB/JIsIeMOe SMUTEHTAM CPeadCTB

UIEeHTUPUKALMY OTIEPATOPOM CUCTEMbI
MOHMTOPUMHIA B COCTaBe KOJla IPOBEPKU B
COOTBeTCTBUM € HacTosAW UM [losiokeHMeMm,
KOTOPOMY NpeIIecTByeT UAeHTUDUKATOD
npuMmeHeHus (92), u cocrosuiee 13 44 CMMBOJIOB
(u1dp, CTPOUHBIX U MPOMUCHBIX OYKB TATUHCKOTO
andaBuTa, a TaKKe CIIelMaJbHbIX CMMBOJIOB).";

B) ab3aIibl CeIbMOJi - IeCSIThIii PU3HATh
YTPaTUBLIMMMA CUITY;

r) ab3a1] OJMHHAIATbIN U3JIOKUTH B CIeIyIOIIet
penaKkin:

"T'pynribl JaHHBIX JOJDKHBI PaCionaraTbCs
MOC/e0BaTeIbHO - OT IIEPBOI K YeTBEPTOI.".

4. HaumeHoBaHue paspena IIl u3noxxuTsh B
caenymolne peaakiu:

"II1. TTopsIOK ToTy4eHUsT KOJOB MapKUPOBKU,
dbopmupoBaHus

TPYIIIIOBOIO KOJA U UX PErucTpalum B CUCTEMeE
MOHUTOPUHTrA".

5. B myHKTax 6 1 7 CJI0BO "TIPOBEpPKU" 3aMEeHUTD
CJIOBOM "MapKUPOBKU".






6. ITyHKT 8 U3/I0KUTH B CJIeyIOIIel pegaKIun:

"8. Komg MapKupoBKM (GOPMMUPYETCS OIIEPATOPOM
CUCTE€MbI MOHUTOPUHTA ITyTEM IPUCBOEHUS KOJ0B
MIPOBEPKM IJISI K&KIOTO CEPUITHOTO I7I00aTbHOTO
UIEeHTU(PUKALIMOHHOTO HOMepa TOPTrOBO¥ eAVHUIIbI
" BKJIIOUAETCS B peecTp CPeACTB UAeHTUPUKALIUA
oreparopa CMCTeMbl MOHUTOPUHTA.

OrnepaTop cuMCTeMbl MOHUTOPMHIA HE MMO31Hee 2
YacoB C MOMEHTa IOJIyYeHUS 3asiBKM Ha I10JTydyeHue
KOJ,0B MapKMPOBKM HAIIPaBJISIET SMUTEHTY CPEICTB
UIOEeHTU(PUKAINY CIUCOK CHOPMUPOBAHHBIX KOJOB
MapKUPOBKU.".

7. JonmonHuTh IMyHKTOM §(1) citemyrouiero
CoZlep>KaHus:

"8(1). OMUTEHTaAM CpeliCTB UAeHTUPUKALIN
OTKa3bIBaeTCs B BbiJaye KOAOB MapKUPOBKY I10
CAeIyIOIM IpUYMHAM :

a) OTCYTCTBME B 3as1BKe Ha I0IyYeHye KOJ0B
MapKUPOBKM CBeIeHU, TPeayCMOTPEHHBIX TYHKTOM
7 HacTosuero [lonoxxeHns;

0) OTCYTCTBME CBEIEeHMI O perucTpalyuy SMUTEHTA
CpeaCcTB MAeHTUdUKALMU B CUCTEMEe MOHUTOPUHTA,

B) OTCYTCTBME y OIlepaTopa CUCTeMbI MOHUTOPUHTA






CBeJIeHMi1 00 YCTPOICTBE PETUCTPAIIUM IMUCCUM, C
MCITI0JIb30BaHMEM KOTOPOTO HalpasjieHa 3asiBKa Ha
MOJTyYeHYe KOJIOB MapKMUPOBKMU;

I') HAJIMYKeEe paHee 3aperMcTPUPOBAHHBIX B CUCTEME
MOHUTOPUHTA CBEAEHMIA O CEPUITHOM INI00aIbHOM
UIEeHTU(PUKALMOHHOM HOMEpPe TOPTOBO e IMHUIIBI,
MpencTaBJIeHHOM B COOTBETCTBUM C ITOAITYHKTOM "a"
MyHKTa 7 HacTosero [TomoxxeHus;

Il) OTCYTCTBYE B CCTeMe MOHUTOPUHTA CBeLeHUi1 O
r106ambHOM UAEHTU(DUKALMOHHOM HOMepe
TOProOBOJ eIVHUIIBI, IIPeCTaBIEHHOM B
COOTBETCTBUM C IOAMYHKTOM "6" MmyHKTa 7
HacTosero IlonokeHus.".

8. ITyHKT 9 U30KUTh B C/IEeAYIOIILEN pelakiun:

"9. OmepaTop CUCTeMbl MOHUTOPUHTA OOecrieunBaeT
MOJTyYeH e SMUTEHTAMM CPeICTB UAEHTUDUKALIUN
KOJIOB MapKUPOBKU MOCPEICTBOM OCHAIIeHUS
SMUTEHTOB CPeJICTB UAeHTUDUKALMN YCTPOIICTBAMM
perucTpauyum SMUCCUN.

OcHalleHe SMUTEHTOB CPEeICTB UAeHTUDUKALU
YCTPOICTBaMU PEruCTpaluy SMUCCUY, BKIIOYAS
obecrieyeHue yaJleHHOTO AOCTYIIAa K YCTPONCTBY
perucTpauyuy SMUCCUNU, Pa3MeIIeHHOMY B
MH(PACTPYKTYype orepaTopa CUCTeMbl MOHUTOPWHTA,






OCYIIECTBJISIETCS OIePaTOPOM CUCTEMbI
MOHUTOPMHTA Ha 6e3B03Me3IHO OCHOBE. B 1ensax

TaKOT'0 OCHAIIEHVS SMUTEHT CPEeCTB
UIeHTU(PUKALMY 3aK/TI0YaeT C OTIepaTOPOM CHUCTEMBI
MOHUTOPMHTA JOTOBOPKI, COJEepsKaIlyie B TOM YMCIe
YCJIOBMSI TIPEOCTAB/IEHMSI YCTPOICTBA PETUCTPALIUY
SMUCCUY U €T0 PerjaMeHTHOTO 00C/TysKMBaHMS Ha
6e3BO3Me3IHOI OCHOBE MJIM YCIOBUS OKa3aHMUS
YCJIYTU 110 IPeI0CTaBIeHMIO YCTPOCTBA
perucTpauum SMUCCUM, pa3MeIeHHOIO B
MHOPACTPYKType orepaTopa CUCTeMbl MOHUTOPUHTA,
IyTeM IpeloCTaB/IeHUs YIaJIeHHOTO IOCTYIIa K HeMy
Ha 6e3B03Me3IHOI OCHOBe. PenreHne o Beibope
crioco6a oCHalleHUs TPUHUMAETCS SMUTEHTOM
cpenctB uaeHTudukauuu. Tumnosas ¢popma
YKa3aHHBIX JOTOBOPOB YTBEPKIAETCS
MuHMUCTEPCTBOM ITPOMBIIIEHHOCTY ¥ TOPTOBJIU
Poccuiickoit ®enmepauyn.

OcHallleHe SMUTEHTOB CPeJICTB UAEHTU(PUKALINMA,
He IpY3HaBaeMbIX HAJIOTOBBIMMU pe3UaeHTaMU
Poccuiickoit @epepaliivt U He UMEIOIINUX
MpenCcTaBUTENIbCTB HA TeppuUTopum Poccuiickom
depepauyiy, yCTPOCTBAMU PEruCTpaluy SMUCCUMN, a
TaKKe 3aK/JIUYeHye JOroBOpOB C OIepaTopom
CUCTeMbl MOHUTOPUHTA, ITPeIyCMOTPEHHBIX ab3a1iem
BTOPBIM HACTOSIIEr0 IMTyHKTA, MOTYT OCYIIeCTBISAThCS
yepes3 YIIOJTHOMOYEHHOTI0 TIpeCTaBUTeNs.".






9. Hononuuth nmyHKkTaMu 9(1) - 9(3) cienyroniero
comepKaHus:

"9(1). DMUTEHT CpeCTB UAEHTUPUKALIMN ITOCIIe
TOTYYeHMST KOJa MapKUPOBKM ITpeobpasyeT ero B
CpeACTBO UAEHTUDUKAIMY, 00eCIIeUuBaET €ro
HaHeceHMe Ha BTOPUYHYIO (TIOTPeOUTEeTbCKYIO)
YIIAaKOBKY JIeKapCTBEHHOTO Ipernapara (Ipu ee
OTCYTCTBUU - HA NIEPBUYHYIO YIIaKOBKY
JIEKapCTBEHHOTO TIperapaTa) Uin Ha MaTepUuaibHbIi
HOCUTEJb (3TUKETKY) U B TeueHue 180 KaJleHJapHbIX
IHelt, HO He MO3IHee IaThl BBOZA B 000pOT
JIEeKapCTBEHHOTO Tperapara, Ha YIIakKOBKY (3TUKETKY)
KOTOPOTO HaHeCeHO CPeliCTBO UAeHTUdUKaALINH,
npeo6pa3oBaHHOE M3 COOTBETCTBYIOIIErO KOJa
MapKMUPOBKU, UV He MIO3JHee JaThl JOCTABKU
JIeKapCTBEHHOTO ITperapaTa B MecTo MpuUObITHS Ha
Tepputopuu Poccuiickoit @emepauun npmu
MMPOU3BOJCTBE JIEKAPCTBEHHOTO TIperapaTa BHe
Tepputopuu Poccniickoit @enepaunm (3a
MUCKJIIOUEeHMEM JIEKapCTBEHHBIX IIpernapaTos,
BBO3MMBIX U3 TOCYAAPCTB - WieHOB EBpa3nuiickoro
SKOHOMMYECKOTO CO103a), UK 10 AAThl BBO3a HA
Tepputopuio Poccuiickon @enepanyy Ha
(apmarieBTMUECKMI CKJIA[L ITIPY TTPOM3BOACTBE
JIeKapCTBEHHBIX MPerapaToB BHE TEPPUTOPUN
Poccuiickoit ®epgepaliiyt B OTHOILIEHUU
JIeKapCTBEHHBIX TPerapaToB, BBO3UMBIX U3






rocyogapcCTB - YIE€HOB EBpaBMVICKOFO 9KOHOMMYECKOro
CO103a, repenaeT B CMCTEMY MOHMUTOPMHTA CBEJE€HNUA

0 HaHeCeHUM CpeiCTBa UAeHTUPUKAIIUY B
COOTBETCTBMM C ab3a1eM IepBbIM MMYHKTA 35 min
IIYHKTOM 36 HacTos1ero ITonoxeHus.

B ciydae eciiu B COOTBETCTBUM C TOCTAHOBIEHMEM
[TpaBuTenbcTBa Poccuiickoit @epepanym ot 8 Mmast
2019 1. N 577 "O6 yTBepkaeHuM pa3mepa IIaThl 3a
OKaszaHMe yCJIyT 0 MpeaoCTaBIeHNI0 KOI0B
MapKUPOBKM, HEOOXOAUMBIX 1151 GOPMMUPOBAHUS
CpencTB MaeHTUdUKALIMU U 00eCIIedeHNs
MOHMUTOPUHTA IBUKEHUS TOBAPOB, MOJIeXalUX
00s13aTe/IbHOI MapKMPOBKe CpeiCTBAMMU
UIeHTUdUKaALK, a TAKKe O TIOPsIIKe ee B3UMaHMS"
yCIyra o npeocTaBaeHIIO Ko/ia MapKMPOBKU
MOJJIEXXUT OIIaTe, SMUTEHT CPeiCTB
UIeHTUGUKALMY TPOU3BOAUT OIIATY TaKOM YCIyTHU
ornepaTopy CUCTeMbl MOHUTOpPUHTA B TeyeHne 180
KaJIeHJapHbIX JHEe C AaThbl OTyYeHus KoJa
MapKMUPOBKM, HO He TI03JHee aThl BBO/IA B 060POT
JIEKapCTBEHHOTO Tperapara, Ha YIIakKOBKY (3TUKETKY)
KOTOPOTO HaHeCeHO CPeliCTBO UAeHTUdUKaALINH,
Mpeo6pa3oBaHHOE U3 COOTBETCTBYIOIIETO KOAa
MapKMPOBKU, UJIM He MMO30Hee OaThl JOCTAaBKU
JIeKapCTBEHHOTO ITperapaTa B MecTo MpuUObITHS Ha
TeppuTopuu Poccuiickoit @emepauun rpmu
MPOM3BOJACTBE TeKapCTBEHHOTO ITpernapaTra BHe






TeppuTopuu Poccuiickoit @emepannn (3a
UCK/TIOUEHMEM JIeKapCTBEHHbBIX perapaTos,

BBO3MMBIX 13 TOCYAAPCTB - uleHOB EBpa3uiickoro
9KOHOMMYECKOTO CO103a), WM A0 JaThl BBO3a Ha
Tepputopuio Poccuiickoi ®egepaiiy Ha
dapmalieBTMUECKMI CKJIA[, ITPU TTPOM3BOACTBE
JIeKapCTBEHHBIX MIperapaToB BHE TePPUTOPUN
Poccuiickoit @enepaiiyiy B OTHOIIEHUY
JIeKapCTBEHHBIX IIPerapaToB, BBO3UMBIX U3
roCygapcCTB - WieHOB EBpasuiickoro 3JKOHOMMUYECKOT0
corosa. [Ipu 3TOM orepaTop CUCTEMbI MOHUTOPUHTA
peructpupyet (BHOCUT) B CUCTEMY MOHUTOPUHTA
MHboOpMaIMo 0 HaHeCeHUM CpeJiCTBa
UIeHTUGUKALIMHY, YKA3aHHYI0 9MUTEHTOM CPeJICTB
UIeHTU@UKauM B CBeJeHMUSIX 0 HaHeCeHUM CpeaCTBa
UIeHTU(UKALMY, TTOC/Ie TIOJTyYeHUs OILIaThl YCIIYTU
T10 ITpeJ0CTaBIeHMIO KOJla MapKUPOBKH,
Mpeo6pa3o0BaHHOTO B COOTBETCTBYIOIIEE CPEICTBO
UIeHTUPUKaLn.

Yoityra 1o mpefocTaBaeHIo Kofa MapKupPOBKA
MpU3HAeTCS OKa3aHHOI OIepaTopoM CUCTEMBI
MOHUTOPMHTA B MOMEHT PermcTpanym (BHeCEHMS)
oIepaToOpPOM CUCTEMbI MOHUTOPUHTA B CUCTEME
MOHMUTOPMHTA MHPOpMAaIINK, CoAepsKaIeincs B
CBeJIeHMSIX O HAaHeCeHUM CpeCcTBa uaeHTUhUKaINHA,
Mpeo6pa30BaHHOTO U3 COOTBETCTBYIOIIEr0 KOa
MapKUPOBKMA.






9(2). Kozipl MapKMpPOBKY aHHYIUPYIOTCS B
CIenyoIIuX Caydasx:

a) KOJbl MapKMUPOBKMY, TOJYYEHHbBIE SMUTEHTOM
CpeACTB UAeHTUPUKALIMM B paMKax OHO 3asIBKI,
coliepsKalle cepuitHbie TJ106aJbHbIe
UIeHTU(PUKALMOHHbIE HOMepa TOProBOi eVMHUIIbI,
He BKJIIOUEHBI B CBeJIeHMS 0 HAaHeCeHUM CPeJICTB
UaeHTUUKALNUHA, TTPeoOpa3soBaHHBIX U3
COOTBETCTBYIONIMX KOJIOB MapKUPOBKM;

6) HapyIlleH YCTaHOBIeHHbII ab3a1ieM MepBbIM
nyHkTa 9(1) Hactosiero [IonoxkeHus CPOK Mepenaun
CBeLleHNI B CUCTEMY MOHUTOPUHTA;

B) HapyIlleH YCTaHOBJEHHbI a63a1ieM BTOPbIM
nyHkTa 9(1) HacTtosiero [1omoxeHs CPOK OIUIAThI
YCJIYT I10 TIpeOCTaBIeHNI0 KOJa MapKUPOBKU.

9(3). B perucrpanum B cucteMe MOHUTOPUHTA
CBeJleHIi1 0 HaHeCeHUM CPeJICTB UAeHTUDUKALUN
OTKa3bIBaeTCs 110 CJIeAYIOIINUM IIPUYMHAM:

a) OTCYTCTBME CePUITHBIX IJTI00a/TbHBIX
UIEHTU(PUKALMOHHBIX HOMEPOB TOPTOBOM € IMHMUIIHI,
YKa3aHHBIX B CBeJeHUSIX O HAaHEeCEeHU CpeCTB
uIeHTU@UKaLm, B peecTpe CpeiCTB
UIeHTU@UKALMK orepaTopa CUCTeMbl MOHUTOPUHTA;






0) mpecTaB/ieHe SMUTEHTOM CPeCTB
UIEeHTUPUKALINY CBeIeHMII O HAHECEeHUU CPeICTB

UIaeHTUPUKALUY TT0 UCTeYeHUM CPOKa,
yCTaHOBJIEHHOTO ab3aiieM mepBbiM IMyHKTa 9(1)
Hacrosero Ilonoxxenus;

B) OTCYTCTBME y OIlepaTopa MOHUTOPUHTA CBeJleHUI
00 yCTpOIiCTBe perucTpaimm SMUCCUNI, C
MUCII0/Ib30BaHMEM KOTOPOIO MepefaHbl CBeNeHNs B
CUCTEMY MOHUTOPUHTA;

) OTCYTCTBME IOATBEPXKAeHMS OIUIaThl KOJOB
MapKUPOBKMU, Tpeobpa3oBaHHbBIX B CPEICTBA
UIeHTUPUKALUA, O HAHeCeHUM KOTOPbIX SMUTEHT
CpeACTB UAeHTUPUKALIUY TlepelaeT B CUCTEMY
MOHUTOPMHIA CBeZleHs O HAaHeCeHUU CpeJCTBa
uaeHTubUKaLMY, TPeyCMOTPEeHHbIe ab3aleM
MepBbIM ITyHKTA 35 UM MyHKTOM 36 HACTOSIIIEro
[TonoxeHnus.".

10. A63arr msAThIii yHKTa 10 M3T0KUTH B CJIeIYIOIIEN
penakiun:

"CepuitHbIM HOMep I'PYIIIIOBOM YIIAKOBKU;".

11. AG3aI1 mepBbIii MyHKTA 35 U3JIOXKATH B
CJIeIyIoNIeli peTaKIm:

"35. B pamKkax BBO/ia B 060pOT JIeKapCTBEHHBIX






MperiapaToB Ha TeppuUTOpun Poccuiickoin
®Qenepanyu, IPOU3BeIEeHHBIX HA TEPPUTOPUNA

Poccuiickoir ®epepauym, CyobeKT 06paiieHus
JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBJISIONINI (acOBKY
(YIIakOBKY) JIeKapCTBEHHOTO IpernapaTra Bo
BTOPUUHYIO (MTOTPeOUTETHCKYIO) YITAKOBKY (B CTyUyae
ee OTCYTCTBUS - B IEPBUYHYIO YIIAKOBKY), 10
TpeaCcTaBJieHus CBeAeHI O TalbHENIINX orepanusx
C TaKMMM JleKapCTBeHHBIMM IIperapaTamMm
MpeCTaBsieT B CUCTEMY MOHUTOPUHTA C
MCIIO/Ib30BaHMEeM YCTPOICTBA perucTpanum SMUCCUn
CBelleHMs, MpeyCMOTPEeHHbIe MYHKTOM 1
npunoxenusa N 3 K HacTosiemMy [lonoxkeHuo.".

12. TIyHKT 36 M3JIOKUTh B CJIEAYIOIIE pefakium:

"36. B paMkax BBOZa B 000POT JIeKapCTBEHHbIX
IperapaToB Ha TeppuUTopuu Poccniickoi
®denepanyu, MIPOM3Be€HHBIX 3a IIpeaeaaMu
tepputopum Poccuiickoit ®egepatinm, cyobekT
obpaleHus TeKapCTBEeHHbIX CPeICTB, SIBISIOUIMUIACS
JepskaTeemM WIn BlIaielblieM PerucTpaluOHHOTO
YIOCTOBEpPEeHMSI, U TIPeCTaBUTENBCTBO
MHOCTPAHHOI OpraHn3alyuy Ha TePPUTOPUN
Poccuiickoit ®enepaiiyiu, IBASIONIENCS AepsKaTelemM
WIN BJaAeNblleM PeruCTPaliOHHOTO
YIOCTOBEPEHMS, IPU 3aBEPIIEHUN
MMPOM3BOACTBEHHON CTaAVM YIIAKOBKMU (B C/Ty4yae






OTCYTCTBUA BTOpI/I‘{HOﬁ VIIaKOBKU - CTaguun (baCOBKI/I)
JIEKapCTBEHHDbIX IIpEIIapaToB, A0 IIpeaCTaB/JI€HN I

CBeLleHM O JajJbHeMIINX Olepauysax ¢ TaKUMU
JIeKapCTBEHHbIMY IIpeliapaTaMy IIpeLCTaBIIsIOT B
CUCTEeMY MOHUTOPUHTIA C UCIIOIb30BaHEM
YCTPOMCTBA perucTpaluum SMUCCUA CBeJeHMs,
NpenycMOTpPeHHbIe IIYHKTOM 3 npuiaoxkenus N 3 K
HacTosuiemMy Ilooxkenno.".

13. HomonuuTb MyHKTOM 44(1) ciemyroiero
comepKaHus:

"44(1). IIpu nepenaue dhenepajbHbIM OpTaHaM
UCIIOJTHUTEILHO BIaCT, OpraHam rocysapCTBeHHOM
BJIacTU cy6bekToB Poccuiickoit ®epepanum u
YIIOJIJHOMOYEHHBIM MMM OpPraHU3alusIM
JIeKapCTBEHHBIX TperapaToB, 3aKynaeMbIX AJIs1 HYK],
060POHBI CTPAHbI ¥ 6€30MaCHOCTY rOCYNapCTBa,
OKa3aHMs TYyMaHUTAPHO IOMOILIY, B Le/SIX
MUCKJTIOYEHMS BO3MOKHOCTU PACKPBITUS CBELEeHWUA,
OTHECEeHHBIX K TOCyIapCTBEHHO TaliHe, CyObeKT
obpaiieHus TeKapCTBeHHbIX CPEJICTB,
OCYLIeCTBIISIIOIIMIA epesavy TakKuX JIeKapCTBEHHBIX
MpernapaToB, B TeUeHMe 5 paboumx JHEN C JaThl
(dakTHUecKoit OTTpy3KM JeKapCTBEHHBIX ITpernapaTos
MpeacTaBisieT B CUCTEMY MOHUTOPUHTA CBeeHNS O
BBIBOJIE JIEKAPCTBEHHBIX MTPerapaToB U3 000poTa, 3a
UCK/IIOYEeHMEeM CBefeHMIi, MpesyCMOTPEeHHbBIX






n_n

noanyHkramu "o" n "e" myHkra 1 npunoxkeHusi N 4 K
HacrosiemMy [lonoxkeHn0.".

14. AG3a1l msAThI MMyHKTA 51 MpuU3HaTh yTPATUBIINM
CUITy.

15. B ab63a1ie mepBoM MyHKTa 53 cjioBa "0
rpaBuiaM, ycTaHaBauBaeMbiM DenepanbHOM
QY3007 10 HaZi30py B cdepe 3paBOOXpaHEHUST"
3aMEHUTH CJIOBAMU "B COOTBETCTBUY C PETIAMEHTOM,
orpezesisieMbIM OIIepaTOPOM CUCTEMbI MOHUTOPUHTA
" coryiacoBaHHBIM ¢ DeepasbHOT CITY3KO0i1 110
Haz30py B chepe 34paBOOXpaHeHNs .

16. A6G3a11 mepBblii yHKTA 3 puaoskeHus N 3 K
yKazaHHOMY [10JI0’KeHI 0 U3JI0KUTh B CIeAYIOLI el
pemaKkiuun:

"3. Cy0beKTbI 0OpalleHus TeKapCTBEHHbBIX CPEICTB
MIpU 3aBepIleHN M TPOU3BOCTBEHHON CTaAUN
(acoBku (YI1akoBKM) JIeKapCTBEHHBIX ITpeIapaToB
MPeACTaBIISIIOT B CUCTEMY MOHUTOPUHIA B
OTHOUIEHUM KaXKA0V TOPTOBOM e IVHULbI
JIeKapCTBEHHOTrO Iperapara, IpoMu3BeLeHHO 3a
npenenamu repputopun Poccniickori @enepainu,
c1enyoInyo MHGopManuio:".

17. IIpunosxkenne N 7 K ykazaHHOMY [los1oskeHN10
IOTIOJIHUTB ITyHKTaMu 13 u 14 ciemyroiiero






Coaep>XKaHusd:

"13. Hasimuye OCHOBAHMIA A1 OTKa3a B perucTpanum
CBeIeHMII 0 HAHEeCEeHUM CPeACTB UAeHTUDUKAIIAN,
MpeayCcMOTpeHHBIX IMyHKTOM 9(3) [TososkeHus o
CUCTeMe MOHUTOPMHTA ABVUKEHUS JTIeKapCTBeHHbBIX
MpernapaToB [IJisI MeAULIMHCKOTO IIPUMeHeHMsI,
YTBEPKIEHHOI0 IOCTaHOoBIeHMeM [IpaBuTenbCcTBa
Poccuiickoit @epepaunu ot 14 meka6bpst 2018 r. N
1556 "O6 yrBepskaeHum I1005keHUS O CUCTEME
MOHMUTOPUHTA IBVKEHUS JIeKapCTBEHHBIX
rperapaToB AJsI MEOIULIMHCKOTO IIPUMEHEHMUS " .

14. ITpuHaTHE MUHUCTEPCTBOM 34 paBOOXPaHEHUS
Poccuiickoit @epgepaunn penieHus o
IIPUOCTAaHOBJIEHUN TP MEHEeHM s JIeKapCTBEHHOTr' 0
rpernapara B COOTBETCTBUM C YACTbIO 7 CTaTbU 64 U
craTbeit 65 ®enepanbHOro 3akoHa "O6 obpaleHnn

non

JIEKapCTBE€HHbIX CPpeACTB . .






