IMMPABUTEJILCTBO POCCUHMCKOHN ®EJIEPAIIMU
ITOCTAHOBJIEHUWE

ot 30 aBrycta 2019 . Ne 1118

MOCKBA

O BHecenunu namenenni B Iosioxkenne o CHCTEME MOHUTOPHHIA IBHXKE€HUHA
JICKAPpCTBCHHBIX NpeNapaToB AJId MEJHIIHHCKOI0 NpHMeHeHH

IIpaButenscTBO Poccuiickoit Penepallui 1O CTAHOBJ S €T :

YTBepauTh NMpHiIaraeéMble U3MEHEHHs, KOTOpble BHOCATCS B IlonokeHue
O CHCTeME MOHMTOPDHMHIA [BM)XXCHHS JIEKApCTBEHHBIX MPENapaTtoB s
MEIUIMHCKOrO MPUMEHEHHS, YTBEPKICHHOE [IOCTaHOBJIeHHEM [IpaBuUTenbCcTBA
Poccuiickoit @enepaunn ot 14 nexabps 2018 r. Ne 1556 "OG6 yTBepskaeHHM
ITonoxeHnss 0 cUCTEMe MOHMUTODHUHTA JIBM)KEHHS JIEKAPCTBEHHBIX NPENapaToB

g MeauuuHcKoro npumeHenus” (CoOpaHue 3akoHojaTenbcTBa Poccuiickoit
Denepanun, 2018, No 53, ct. 8641).

IIpencenarens [IpaBuTe

Poccuiickoii ®enepaiff J.Menpenes
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YTBEPXJIEHBI

nocta”HoBieHueM [IpaBurenscTa
Poccuiickoit @enepanun
ot 30 aBrycta 2019 1. Ne 1118

N3IMEHEHMJHA,

KOTOPbI€ BHOCATCH B Ilono:xxenue o cucreme MOHHTOPHHIA ABHKCHUSA
JICKAPCTBEHHBIX IMpENnapaToB AJisl MEAHINHHCKOIo IPHMCHEHHSA

1. B nyHkTe 2:

a) B ab3alie OJMHHANATOM CJI0Ba "CpeACTBO HISHTH(PUKALMN IPYIIITOBOM
YTIaKOBKH JIEKAPCTBEHHBIX PENaparoB,” UCKITIOYHTD;

6) B abzaue [BeHagUAaTOM CJIOBO "3HaueHWe" 3aMEHUTh CJIOBOM
"Ha3HauyeHue";

B) mocyie ab3alma TpUHAALATOrO JOMONHHUTH ab3aleM Cleaylolero
collep KaHUsI:

"KOI MapKUMpOBKH" - YHHKaJbHas TIOCJICIOBATEILHOCTE CHMBOJIOB,
COCTOsIIAsE M3 CEpUHHOTO IJI00AJbHOIO0 HACHTH(PUKAIMOHHOTO HOMeEpa
TOProBOM eOWHHMLBl M KOAA IIpOBepKH, GopMmupyemas s neei
UACHTH(UKALMKM TEpBUYHOM YMaKOBKH (B OTHOIIEHHM JIEKAPCTBEHHBIX
IpenapaToB JJIs MEIULUHCKOTO NPUMEHEHMs], ISt KOTOPBIX HE MPeyCMOTpeHa
BTOpMYHAs  YNAKOBKa) W  BTOPUYHOW  (MOTpeOUTENHCKOW)  YIAKOBKHU
JIeKapCTBEHHBIX IpenapaToB ISl MEAUIIMHCKOTO MPUMEHEeHHS;";

r) B ab3ale 4YeTBIpHAALATOM cjoBa "COCTOSIIAs M3 KI0Ya IPOBEPKU
U DJIEKTPOHHOM MOAIHUCH" 3aMEHUTH CIOBaMH "cocToslilas U3 UASHTHU(PHKATOpA
(VHIUBUYalbHOTO MOPSIKOBOTO HOMEPA) KIIOYa MPOBEPKH M 3HAYEHHUS Koza
MPOBEPKHU";

n)B ab3ale ngTHagUaToM IIOcie CIIOB '"IOCTOBEpHble CBeaeHHA"
JONONHMTE  clioBaMH  "(B TOM  4YHMCNEe CBeJeHHS O  HAHECeHHBIX
Ha HHUX CpeACTBax WACHTU(UKAUUU | (WIH) MaTepHalbHBIX HOCHTENX,
CoJ/ieprKallluX Cpe/icTBa UICHTUPUKAIUHN)";

e) ab3a1] IeBATHAANATHIA H3TIOKUTD B CIIEAYIOIEH peaaKI{iu:

"perucTpaTtop BBIOBITHS" - HpOorpaMMHO-aNIapaTHOe MH(POBAILEHOE
(xpunrorpaduueckoe) TEXHHYECKOE CpEICTBO, BKIOUaiomiee B  cebd
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TEXHUYECKOE CPEeACTBO INPOBEPKHU KOLOB MPOBEPKU, B OTHOIIEHHH KOTOPOI'O
QenepanbHOi  ciyx0oi  Oe3onacHoctd  Poccuiickoit ®Denepanuu  BeIIaH
JOKYMEHT O  €ro  COOTBETCTBUM  YCTAHOBJIEHHBIM  TpeGOBaHHIM
K MH(POBaNBHBIM (KpUNTOrpapUyeckuM) CpeACTBaM 3allUThl HH(QOPMALIMH,
AEHCTBYIOIIMM B OTHOLIEHHH IIUGPOBAIBHBIX (KPUNTOrpaduvecKuX) CpeiCTB,
NpeaHa3sHaYeHHbIX I IIPOBEPKM KOJOB MAapKHPOBKH, M HCIOJB3yEMOE
cyObeKTaMH 0OpallleHHs JIEKapCTBEHHBIX CPEICTB Uil 0OMeHa HHpopMauuei
C CHCTEMOM MOHHTOPMHIA B 4acTH (POPMHUPOBAHMS U Mepeladd B 3Ty CHCTEMY
CBEIEHMH O BBIBOZE U3 000pOTa JIEKapPCTBEHHBIX Npenaparos;”;

k) ab3a1 1BaALaTh NEPBbIA W3JIOXKUTH B CleAyIolIeH peaaKkiuu:

"cpeacTBO HAeHTHU(HUKAIMU" - KOI MapKUPOBKH, MPEACTABICHHBIN
B MAaIIMHOYMTAaEMOM QopMe WIM C HCIOJB30BAaHHEM WHOTO CpeJCTBa
(TexHONMOrMM)  aBTOMAaTH4Yeckod  uIeHTUGUKAMK, GOPMUPYEMEBIA Ui
HaHeCEeHUs] Ha BTOPUYHYIO (MOTPeOMTENBCKYIO) YMAKOBKY JIEKAPCTBEHHOTO
npenapara (B cllydae ee OTCyTCTBUS - Ha MEPBUYHYIO YIIAKOBKY JEKAPCTBEHHOTO
npenapaTa)  METOJaMH, HE  JONYCKalOUIMMH  OTHENIEHHs  CPeACTBa
UIEeHTHQUKAMKM | (WIM)  MaTepHANBHBIX  HOCHTENEH,  CoJepKalimx
CpeAcTBa HUAECHTH(HKALMM, OT YNAKOBKH JIEKAPCTBEHHBIX MpenapaTtoB 6e3
MOBpEXIeHUH;";

3) ab3all ABajLaTh YETBEPTHII U3IIOKUTH B CIEAYIOMIEN pelaKIIvu:

"YCTpONHCTBO  perucrpaliid  dMHUCCHH" - TPOrpaMMHO-AIIapaTHOE
mH(ppoBaNbHOE (KPUNTOrpapruecKoe) TeXHUYECKOE CPEACTBO, BKIHOYAOLIEE
B cebd TEeXHMYECKOe CpeICTBO MPOBEPKH Koia MPOBEPKH  JTHOO
COOTBETCTBYIOLIEE TPeOOBAaHMAM K TEXHHYECKOMY CPEICTBY IMPOBEPKH KOAa
IIPOBEPKHU, UCIOIB3YEMOE SMUTEHTOM CPEACTB MASHTU(DUKALIUY JJIS Oy YEHHSI
KOJIOB MapKHMpPOBKH M 0OMeHa HHGpOpMalliel ¢ CHCTEMOM MOHUTOPHHIA B YaCTH
nepefayd B OTYy CHCTEMY CBEJEHHH O MapKUpOBKE  BTOPHUYHOM
(moTpeOuTENbCKON) YNMAKOBKM JIEKApPCTBEHHOro mpemnapara (B cliydae ee
OTCYTCTBHS - IEPBUYHOM YIIAaKOBKH JIEKAPCTBEHHOIO IpernapaTta) CpeicTBaMH
HICHTHQUKAIKWK, B  OTHOWIEHHMH Koroporo DexmepaiibHOil  Ciiyx6oM
6ezonacHoctu Poccuiickoit denepanyy BeIIaH JOKYMEHT O €r0 COOTBETCTBUH
YCTaHOBJICHHBIM TpeOOBaHHMSM K MHM(POBaNIbLHEIM (KpunTorpahudeckKuM)
CpeACTBaM  3alUMTBl  WH(pOpMauuu,  JOEHCTBYIOIIUM B OTHOIIEHHH
IIMQPOBANBHBIX  (KpUNTOTpadUUecKuX) CpeACTB, [peAHa3sHAYEHHBIX Ul
MPOBEPKH KOJIOB MapKHUPOBKH;".

2. I1lyHKT 4 U3710KUTH B CIEAYIOMEH pPeaaKIIUH:

"4. CeezieHus, cojepXxalyecss B CPeACTBE HACHTH()HKALMU, HAHOCATCH
HPOU3BOJAUTENEM B BHAE ABYXMEPHOIO IITPUXOBOIO KOJa METONAMH Ie4yaTH
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Ha BTOPDHYHYIO (IIOTPEOUTENILCKYIO) YNAaKOBKY JIEKAPCTBEHHOIrO IIpernapara
(B ciydae ee OTCYICTBHS - Ha IEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOIO
npenapara) WIA [€4aTd Ha MaTepHANbHBIH HOCHUTENb (JTHKETKY), He
JIOITy CKAIOIIMMH OT/EJIEHUS MAaTepHAIbHOIO HOCUTEJNSI, COAEPIKAIIEero CpeacTBa
HJIEHTHQUKALUY, OT YIIAKOBKHU JIEKAPCTBEHHOTO Mpemnapara 0e3 MoBpexXIeH . ".

3. B nmyHkre 5:

a)B abs3ane nITOM cioBa "KIIOY TIPOBEPKH" 3aMEHHMTL CJIOBaMU
"MaEHTUQHUKATOP (MHAUBHyalbHBIN IOPSIKOBBI HOMEp) KJlo4a IpOBEpKH";

0) ab3all lecTON U3JI0XKUTH B CIENYIONIEN pelaKIH:

"yeTBepTas  Ipynma  JaHHbIX -  3HAuUeHWe  KoJa  IPOBEPKH,
[IPEZOCTaBIIEMOE 3MUTEHTaM CPEICTB UACHTHU(PHKAIUN ONEepaTOPOM CHCTEMEI
MOHHMTOPDHHIa B COCTaBE€ KOJAa INPOBEPKH B COOTBETCTBUH C HACTOSIIUM
ITonoxenneMm, KOTOpoMy IpeAllecTBYeT HAeHTH(UKATOp NpuMeHeHus (92),
U cocrosmee u3 44 cuMBOIOB (UMGpP, CTPOYHBIX U IIPONHMCHBIX OYKB
JATUHCKOTO ali(haBUTA, a TAKXKE CIIEHUANBHBIX CHUMBOJIOB).";

B) ab3albl CEIbMOH - NeCSThIA NPU3HATH YTPATHBIIUMH CHILY;

r) ab3an OAMHHAIIATHINA U3I0XKHUTD B CIEAYIOIIEH peIaKkIuHu:

"I'pynnel JaHHBIX AOJDKHBI paclojaraTbesi MOCIeJOBATENbHO - OT NEPBOM
K YETBEPTOM.".

4. HaumenoBanue paszzena [1I u3noxuTs B cienyromei pefakiuu:

"[II. ITopsimox nony4eHus: KOOB MapKUPOBKH, (hOPMHPOBAHMS I'PYIIIIOBOTO
KOJIa M UX PErHCTpallii B CUCTEME MOHUTOPUHTA".

5. B myHkrax 6 u 7 cj10BO "NpoBEpKH" 3aMEHUTH CIOBOM "MapKHpPOBKH".

6. IIyHKT 8 U3JI0XKUTH B CIIeTYIOIIEH peaKkIMH:

"8. Kox mapkupoBku (GopMHpyeTCs OIepaTopoM CHUCTEMbl MOHHTOPHHIA
NyTEM IPUCBOEHHUS KOJAOB IPOBEPKH ISl KaXIOTO CEPUHHOrO Ij100ajabHOro
HJEHTU(QHUKAIUOHHOTO HOMEpa TOPrOBOW EJMHHLBI M BKIIOYAETCS B PEECTP
CPEeACTB UAEHTU(UKALIMY OIlepaTopa CHCTEMbl MOHUTOPHHTA.

Omnepatop cHCTeMbl MOHHMTOPHHIZ He IMO3qHee 2 4acOB C MOMEHTa
TIOJlyY€HHs 3asBKH Ha MOJy4YeHHE KONOB MApKHUPOBKU HAIpaBIISIET SMHTEHTY
CpPEICTB UAEHTU(DHUKALNY CITUCOK CPOPMHPOBAHHBIX KOJIOB MAPKUPOBKH.".

7. HomonHuTh myHKTOM 8' CIIEAYIOLIET0 COAEPKAHUS:

"8! Smurentam CPEICTB UACHTU(DUKAIUN OTKA3bIBAETCS B BhIJaye KOLOB
MapKUPOBKH MO CIeAYIOLIUM TPUIHHAM

a) OTCYTCTBHE B 3asBKE Ha IOJlydYeHHE KOJOB MAapKHPOBKH CBEICHMI,
IpelyCMOTPEHHBIX MyHKTOM 7 HacTosero [Tonoxenus;
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0) oTcyTCTBHE  CBEJIEHHH O  pEerucTpaldd dSMHUTEHTa  CpPEICTB
UACHTUGUKALNY B CUCTEME MOHUTOPHUHT A,

B) OTCYICTBHE Yy OIepaTopa CHCTEMBl MOHHTOPHHra CBEJEHU
00 yCTpOHCTBE perucTpallid SMHCCHM, C HCIIOJB30BAaHHEM KOTOPOIO
HaIlpaBJIcHa 3asBKa Ha [10JIy4eHUe KOJ0B MapKUPOBKH;

I) HAIMYHE paHee 3aperdCTPUPOBAHHBIX B CHCTEME MOHUTOPHHIA
CBEICHUI O CepuilHOM T10OATBEHOM HACHTU(PUKALMOHHOM HOMEpe TOProBOM
€QUHULIBI, [PEACTAaBIEHHOM B COOTBETCTBHHM C MOAMYHKTOM "a" myHKTa 7
Hacrosuero [lonoxenus;

1) OTCYTCTBHE B CHCTEMe& MOHMTOPHWHIa CBeIEeHUH O TII00aibHOM
UACHTH(DUKALMOHHOM  HOMEpPE  TOProBOM  €IUHHIBL,  [PEACTABIEHHOM
B COOTBETCTBHUM € NOANYHKTOM "6" myHkTa 7 HacTosimero Ilonoxenus.".

8. IIyHKT 9 U310XXUTH B CIeAYIONIEeH pelaKIun:

"9. OnepaTop CHCTEMBI MOHMTOpPMHTAa oOecredWBaeT  TIOJYYEHHE
OMUTEHTaMU CpPEICTB HUIAEHTU(HUKAIMK KOAOB MAapKUPOBKU IOCPEICTBOM
OCHAILECHHSI DMUTEHTOB CPEACTB MAEHTU(UKAIMU YCTPOWCTBAMH PErHCTpallin
BMHUCCHH.

OcHallleHME 5SMHUTEHTOB CpEACTB HASGHTU(GUKALMK  YCTPOWCTBAMU
PETHCTpallid  3MHCCHM, BKJIIOYass oOOecrnedyeHHe yAaJeHHOTO JOCTyIa
K YCTPOMCTBY perucTpalM 3MHUCCUH, Pa3MelleHHOMY B HHQPaCTPyKType
oIeparopa CHCTEMBl MOHHUTOPHUHIA, OCYIIECTBIAETCS OINEPaTOPOM CHCTEMEI
MOHUTOpPUHIa Ha 0€3BO3ME3THOM OCHOBe. B 11e15X TaKoro OCHaIlleHUs SMUTEHT
CpeACTB WICHTUGUKALUM 3aKII0YaeT C OIepaTopoM CHCTEMBI MOHHTOPHHIA
JIOTOBOPBI, COJAEPKAIMe B TOM YHUCIE YCIOBHS IpPENOCTaBIICHHUS YCTPOWCTBa
PETUCTpAIMU SMUCCHH M €70 PETJIAaMEHTHOTO 00CTy)KUBaHHUs Ha O0€3BO3ME3THOM
OCHOBE HIIM YCJIOBHMA OKa3aHUs YCIYrM IO IIPeJOCTaBIEHHIO YyCTPOWCTBA
PETUCTPALIMU SMUCCHH, Pa3MEILEHHOIO B UHPPACTPYKType ONeparopa CUCTEMBI
MOHHUTOPUHIA, IIyTEM IPENOCTaBIEHUS YAAJEHHOTO JAOCTylla K HeMy Ha
6e3Bo3me31HON ocHOBe. Pewienne o BeIOOpe criocoba ocHaleHUs IPHHEMAETCS
S5MHMTEHTOM CpEICTB HUACHTHU(QHKauMU. TuUnoBas ¢opma yKa3aHHBIX JOrOBOPOB
yIBepxKaaeTcss MMHHCTEPCTBOM NPOMBILIIEHHOCTH W TOproBiaw Poccuiickoi
Oenepauum.

OcnallleHe 3MHUTEHTOB CpPEACTB HASHTU(DHKAIINHM, HE NPU3HABAEMBIX
HalIoOroBeIMH pesueHTamMu Poccuiickoii @epepauii M HE  HMMEIOLIUX
[IpeICTaBUTENLCTB Ha Tepputopuu Poccuiickoit ®enepauuu, ycTpoicTBaMu
pEerucTpalid 5MHCCHHM, a TaKXKe 3aKIIOYEeHHE JOrOBOPOB C ONEpaTOpOM
CUCTEMBl MOHHTOPMHIA, IPEAYCMOTPEHHBIX a03alleM BTOPHIM HACTOSIIETO
IIyHKTa, MOTYT OCYLIECTBIIATBCS Yepe3 YIOJIHOMOYEHHOTO MPeACTaBUTENS." .
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9. Nomonuuts nyHkTamu 9' - 9° cienyromero COLEpKaHUA:

"9' DMuTeHtT CPEACTB WJAEHTHOHUKALMM TOCTe IMONY4YeHHs KOJa
MapKHUpOBKHU IpeoOpasyeT ero B CPeACTBO UIACHTH(MHUKAIUH, 00ECIIEYMBAET €0
HaHeCEeHHe Ha BTOPUYHYIO (TOTPEOUTENBCKYI0) YIAKOBKY JIEKapCTBEHHOTO
npemnapara (IIpy ee OTCYTCTBMM - Ha IEepPBUYHYIO YNAKOBKY JEKapCTBEHHOTO
npenapata) WJIM Ha MaTepHabHBIA HOCUTENb (ITHKETKY) M B TEUEHHE
180 xaneHaapHBIX IHEH, HO He MO3[Hee NaThl BBOAA B 00OPOT JIEKApCTBEHHOI'O
npenapara, Ha YNAKOBKY (3THKETKy) KOTOPOTO HaHECEHO CpeaCTBO
UIeHTU(QUKAIKH, IPeoOpa30BaHHOE M3 COOTBETCTBYIOIIETO KOMa MapKHPOBKH,
HJIH HeE IO3/Hee JaThl JOCTABKU JIEKapCTBEHHOT'O Mpenapara B MeCTO MPHOBITHS
Ha Tepputopuu Poccuiickot Penepauny npu MpoU3BOACTBE JIEKAPCTBEHHOIO
npernapara BHe TeppuTopuu Poccuiickoit ®depepaiuu (32 HCKIIIOYEHHEM
JIEKapCTBEHHBIX IIPENapaToB, BBO3UMBIX U3 FOCYyapCTB - WieHOB EBpazuiickoro
S5KOHOMHYECKOTO COH03a), WJIM [0 JaThl BBO3a Ha TeppuTOpuio Poccuiickoii
®enepauun Ha (apMaLeBTHUECKUA CKIa MPH MPOHM3BOJCTBE JIEKAPCTBEHHBIX
npenaparoB BHe Teppuropuu Poccuiickoit ®@enepanvii B OTHOIIEHHHU
JIEKapCTBEHHBIX NIPENapaToB, BBO3UMBIX U3 TOCYJapCTB - YiIeHOB EBpa3uiickoro
SKOHOMHYECKOIO COI03a, IIepelaeT B CUCTEMY MOHUTOPHUHIA CBEAEHUS O
HAaHECEHUH CPEICTBa HMAECHTHU(UKAIMK B COOTBETCTBHH C al3aleM MepBBIM
IyHKTa 35 wnu nyHkToM 36 Hactosiuero IomoxxeHus.

B ciydae ecnum B COOTBETCTBMHM C MOCTaHOBieHHWeM [IpaBHTenbCTBa
Poccuiickoit @enepanuu ot 8 Masg 2019 r. Ne 577 "O6 yTBep)aeHUH pa3Mmepa
mwiaTel 3a OKa3aHHWE YCIyr [0 IIPENOCTaBIeHHIO KOIOB MAapKHPOBKH,
HEOOXOMUMBIX A (POPMUPOBAHUS CPENCTB HACHTH(OHKAIMH W ObecleYeHus
MOHHUTOPHHIA IBM)XEHHUS TOBApOB, IOMIEXKAIMUX 00s3aTeIbHON MapKUPOBKE
CpEACTBAMH HAECHTH(UKAIMKM, a TaKkKe O MNOpAOKe ee B3UMaHus" yciayra
10 TMPENOCTABICHUIO KOJAa MAapKUPOBKHU IOJIEKHUT OIUIATe, SMUTEHT CPEICTB
UOEeHTU(GUKALMY IPOU3BOAUT OIUIATY TAKOW YCIYrH OIIEpaTopy CHCTEMEI
MOHUTOpUHIra B TeyeHHe 180 KasieHmapHBIX JHEW C [OaThl MOJYYEeHHUS KOAa
MapKMPOBKH, HO HE MO3JHEE JaThl BBOAA B 0OOPOT JIEKAPCTBEHHOTO IpernapaTa,
Ha YNAaKoBKy (STHKETKY) KOTOpPOTO HAHECeHO CpEeACTBO HIEHTHHKALUHY,
npeoOpa3oBaHHOE M3 COOTBETCTBYIOMIETO KOAA MApKMPOBKH, WIM HE MO3IHEE
JaThl OCTaBKH JIEKApCTBEHHOTO IIperapaTa B MECTO MPUOBITUS Ha TEPPUTOPHH
Poccuiickoli ®Penepaunu Npu MPOU3BOJACTBE JIEKAPCTBEHHOTO Ipernapara BHE
teppuropun  Poccuiickod ®Pepepanuu (32 UCKIIOYEHHEM JIEKAPCTBEHHBIX
OpernaparoB, BBO3UMBIX M3 TOCYHapcTB -  4jleHOB  EBpasuiickoro
3KOHOMHMYECKOIO COl03a), WJIM J0 JaThl BBO3a Ha TeppuTopHuio Poccuiickoi
Denepanuu Ha (apMaLEeBTHUECKHH CKJIaA MPHU MPOM3BOJICTBE JIEKAPCTBEHHBIX
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npermaparoB  BHe Teppuropur Poccuiickoii ®epepauudu B OTHOIICHUH
JIEKapCTBEHHBIX NpPENapaToB, BBO3UMBIX U3 FOCYAapcTB - WICHOB EBpasuiickoro
SKOHOMHYECKOro corwsa. Ilpu »3TOM omepaTop CHCTEMBI MOHUTOPHHIA
perucTpupyer (BHOCHT) B CHCTEMY MOHHTOPHHIAa MH(POPMALMIO O HAHECEHHMH
CpeACTBa UACHTU(QHKALMY, YKa3aHHYIO SMUTEHTOM CPEJCTB MICHTH()HUKALUU B
CBEICHUAX O HAHECEHHHU CPEJICTBA MACHTU(UKAINH, ITOCIE TONyUYEHHs OIIATHI
YCIyI'M 10 TMpeNOoCTaBICHUIO KOJAa MAapKUpOBKM, INpeoOpa3oBaHHOIO B
COOTBETCTBYIOLLEE CPEJICTBO MICHTU(DHUKAIIHH.

Ycnyra 1o NnpefocTaBIEHUI0 KOJa MapKHPOBKH TPU3HAETCS OKa3aHHOM
OIIEpaTOPOM CHUCTEMBl MOHHUTOPMHIA B MOMEHT peructpauuy (BHECEHHS)
OIIEpaTOpPOM CHUCTEMBI MOHMUTOPMHIA B CHCTEME MOHHWTOpPHHra WHGOpMAaIIUH,
coliepXXallecs B CBENCHHUAX O HAHECEHWU CPeAcTBAa HIACHTH(HKALMH,
1peo6pa30BaHHOIO U3 COOTBETCTBYIOIIETO KOAa MApKUPOBKH.

9%. Kozibl MapKHPOBKH AHHYJIUPYIOTCS B CHEAYIOIINX CIydasx:

a) KOl MapKUPOBKH, MOTy4YE€HHBIE SMUTEHTOM CPEJCTB HACHTH(DUKALMH
B paMKax OIHOM  3asBKHM, COJEpXallue CepuiiHble  obalbHbIe
UACHTU(UKAIIMOHHbIE HOMEpa TOPTOBOH €UHMIIBI, HE BKIIIOYEHEI B CBEICHHUS
O  HAaHECeHMHM  CpeACTB  HJeHTU(HUKAIWH, npeoOpa3oBaHHBIX W3
COOTBETCTBYIOIIUX KOJJOB MAPKUPOBKH;

6) HapylleH yCTaHOBIEHHBIH ab3aleM MepBbIM myHKTa 9' HacToswero
Iloo)xeHus CpoK nepefaun CBEICHUM B CHCTEMY MOHUTOPHHT A,

B) HAPYIIIEH YCTAaHOBJIEHHEIH ab3aleM BTOpHIM nyHKTa 9' HacTosero
Ionoxenus CpoK OIIATHI YCIYT MO MPEeIOCTaBICHUIO KOa MAPKUPOBKH.

9. B perucrpaupi B CHCTEMe MOHUTOPHHIA CBEIEHU O HAaHECEeHUU
CPeACTB UAECHTU(DHKALMHI OTKA3bIBAETCSA IO CIEAYIOIIMM IIPUYHHAM:

a) OTCYTCTBHE CEPHMHBIX TIIOOANBHBIX HMICHTH(PUKALUOHHBEIX HOMEDPOB
TOPrOBOM €IMHUIIBI, YKA3aHHBIX B CBEJISHMSIX O HAHECEHHH CpEICTB
UIEHTU(GHUKALMY, B PEECTpe CPEelNCTB HJSHTHDHMKALUN OIepaTopa CHCTEMEI
MOHHUTOPHHT;

0) IpeAcTaBle€HUE OSMUTEHTOM CPEACTB HACHTHGHKAIMM CBENCHHN
O HaHECEHHH CPEACTB MACHTU(UKAIIMU MO UCTEYCHUH CPOKA, YCTAHOBIEHHOTO
ab3arem mepBeIM IyHkTa 9' HacTosmero [TonoxeHus;

B) OTCYTCTBHE y OIepaTopa MOHHMTOpUHra CBeleHH# 00 ycTpoiicTse
PEruCTpalMd 3MHCCHUU, C HCIIONb30BaHUEM KOTOPOTO IepefiaHbl CBEACHHUS
B CUCTEMY MOHUTOPHHTA;

I) OTCYTCTBUE  HOATBEPXKICHUS  OIUIAThl  KOJOB  MapKHPOBKH,
npeoOpa3oBaHHbIX B CPEACTBA HICHTU(DHKAIINH, O HAHECEHUH KOTOPBIX SMUTEHT
CPEACTB HIEHTH(UKAIUK MepelaeT B CHCTEMY MOHHTODHMHIA CBEIEHHUS O
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HAaHECEHMM CPEeACTBAa MACHTU(MUKALMM, NpPedyCMOTPEHHBIE ab3aleM IEPBBIM
nyHKTa 35 wiM nyHKToM 36 HacTosmero [lonoxenus.".

10. A63an naThiit myHKTa 10 U30KUTE B CIEAYIOIIEN pEAaKIMU:

" CepUHHBII HOMEp IPYNIIOBOM yIIAKOBKH;" .

11. AG3an nepBblif MyHKTa 35 M3MOKUTE B CIIEAYIOMEN PelaK1H:

"35.B pamMkax BBOoJa B OOOpOT JIEKApCTBEHHBIX MPEIAPATOB
Ha Teppuropun Poccuiickoir Penepanuu, MPOU3BEAEHHBIX Ha TEPPUTOPUH
Poccuiickoii ®enepanuu, cyObeKT oOOpallleHHs JIeKApCTBEHHBIX CPEICTB,
OCYIIECTBIIsIOIMH  (acoBKy  (YHNAaKoBKy)  JIGKapCTBEHHOTO  TIperapara
BO  BTOpHYHYKO  (TIOTpeOUTENbCKylO0)  YHmakoBky (B cioydae  ee
OTCYTCTBHSL - B IEpPBUYHYIO YIAKOBKY), IO TMPEIACTAaBIEHUS CBEIECHUH
O JanbHEHINHX oOnepanusaX ¢ TaKUMH JIEKApCTBEHHBIMH IIpernaparaMu
NpeACTaBiseT B CHCTEMY MOHHUTOPHUHIA C UCIOJIB30BAaHUEM YCTpPOHCTBA
perucTpamnu AMUCCHUHU CBEJICHMUS, HIpe1yCMOTPEHHBIE DYHKTOM 1
npuioxenust Ne 3 k HactosieMy [lonoxenuro.".

12. IlyHkT 36 U310XUTH B CIAEAYIOMIEH peAaKI[UK:

"36.B pamMkax BBOJa B 00OpOT JIEKAPCTBEHHBIX  IIPENAPATOB
Ha Teppuropud Poccuiickori ®emepanyy, NPOU3BENCHHBIX 3a MpeueiaMu
TeppuTropud Poccuiickoil ®enepanuu, cyObekT oOpalleHHs JeKapCTBEHHBIX
CPENCTB, SABISAIOLUMICA JepXKaTeleM WIM BIaJelbleM pPEerHCTPAlHOHHOIO
YIOCTOBEPEHHS, WM  MNPEICTaBUTENbCTBO HMHOCTPAHHOW  OpraHU3aluH
Ha Tepputopud Poccuiickoii @enmepauuu, SBIIOLIEHCS — JeprKareeM
WIK BIAAEIBLUEM DPETrMCTPAMOHHOIO YJIOCTOBEPEHHUS, MpPU 3aBEPLICHHH
IPOU3BOACTBEHHON CTaJUU YIIAKOBKM (B Clydyae OTCYTCTBHS BTOPHYHOM
YIAaKOBKH - CTaaud (acoBKH) JIEKAPCTBEHHBIX MPENapaToB, M0 MPeICTaBICHUS
CBEIICHHH O JalbHEHIIMX OIepalMaxX C TAaKUMHU JIEKapCTBEHHBIMH NpernapaTaMu
NpPEJCTAaBIAIOT B CHCTEMY MOHUTOPHHIA C HCHOJb30BaHHEM YCTpPOMCTBa
peructpanuu 3MHUCCHUH CBEJIEHUS, MpeayCMOTPEHHBIE IIyHKTOM 3
npuioxxenns Ne 3 k Hacrosemy [lonoxkenuo.".

13. JonoaHUTE myHKTOM 44 CIIEIYIOLIErO COJIePIKaHHUS:

"44!, [Ipy  mepenaue  ¢denepadbHBIM =~ OpraHaM  HCIIOJHWTEIBHOM
BJIaCTH, OpraHaM TOCYJapCTBEHHOHM Binacth cyOBekToB Poccuiickoi
Qenepanid ¥ yNOJHOMOYEHHBIM MMM  OpPTraHU3alUsIM  JIEKApPCTBEHHBIX
[penaparoB, 3aKyllaeMbIX [l HYXXX OOOpPOHBI CTpaHbl M O€30IacHOCTH
rocyJapcTBa, OKa3aHHs T[YMaHUTApHOM [OMOIIM, B MHENIX HCKIIOYEHUS
BO3MOXXHOCTH  PaCKpLITHS CBENEHUH, OTHECEHHBIX K TOCYJapCTBEHHOM
TaliHe, CyOBEKT OOpalleHus] JIeKapCTBEHHBIX CPEACTB, OCYILECTBISIOMUI
nepefadyy TaKHX JIEKapCTBEHHBIX IIpernapartoB, B TedeHHE 5 paboumx
OHEH ¢ Jartel  (AaKTHYECKOH  OTIPY3KHM  JIEKAPCTBEHHBIX  IIPEApaToB
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NPEJCTABIAET B CUCTEMY MOHUTODUHIA CBEAEHHUS O BBIBOJAC JIEKAPCTBEHHBIX
npenapaToB M3 000OpOTa, 3a HCKIIOYEHHEM CBEACHHUH, NpeayCMOTPEHHBIX
nognyHkramu "n" u "e" mnyHkral npunoxenus Ne4 k HacTosiemy
[Tonoxenutro.".

14. AG3au nATheIM MyHKTa 51 NpU3HATH yTPATUBIIHMM CHITY.

15. B ab3ane nepBoM ImyHKTa 53 ciioBa "0 MpaBujiaM, yCTaHABIMBAEMbIM
®enepansHol ciyx00if Mo Hamzopy B cdepe 3apaBoOXpaHeHHs" 3aMEHUTH
CIOBaMH "B COOTBETCTBMM C PEIJIAMEHTOM, OIpeNeNsieMbIM OMepaTopoM
CHUCTEMBl MOHHTOPHHIA U coOINIacOBaHHBIM ¢ DenepanbHO cmyxboii Mo
HaJ30py B cdepe 3apaBooXpaHeHus" .

16. AG3an nmepBbiii nyHkTa3 nOpunokeHus Ne3 Kk yKasaHHOMY
[1010’XEHHIO U3TIOKUTH B CIEAYIOLIEN pelaKiu:

"3. CyObexThl OOpalleHHsl JIEKapCTBEHHBIX CPEACTB MpPH 3aBepIIeHAN
NPOM3BOACTBEHHON CTaauu (acoBKU (YMAKOBKH) JICKAPCTBEHHBIX MPENApaToB
NPEACTABIAIOT B CUCTEMY MOHHUTOPUHIA B OTHOIIEHWH KaXJIOW TOProBOM
€IMHHUIBI JIEKAPCTBEHHOIO IIpernapara, MpOM3BENEHHOW 3a mpeneliaMu
tepputopuu Poccuiickoit @enepanui, clieyrolryro HHGopMaruio:".

17. Ilpunoxenne Ne7 k ykazaHHoMy IloNOXEHHIO  [TOIIOJIHHTH
nyHkramiu 13 u 14 cnenyroiiero conepxanus:

"13. Hamuuve ocHOBaHMH [JIsi OTKa3a B pErHCTPallddl  CBeIEHUMN
O HAHECEHWM CpEIACTB HIEHTHQUKALMH, IIPEAYyCMOTPEHHBIX IYHKTOM 9°
[Tonoxxennss o CUCTEME MOHUTOPHHIA ABIDKEHUS JIEKapCTBEHHBIX IIperapaToB
JUIs ~ MEOULUHCKOIO  I[PUMEHEHUS, YTBEPXKJEHHOTO0  IMOCTAHOBIEHHEM
[IpaButensctBa Poccuiickoit Penepauuu ot 14 gexadbps 2018 r. Ne 1556
"O6 yrBepxaeHuu [lonoxkeHuss o0 CHCTeMe MOHHUTOPHHIA [IBHXKEHMS
JIEKapCTBEHHBIX MPENapaToB AJisl MEAUIIMHCKOTO IPUMEHEeHU".

14. Ilpuaatue  MUHHUCTEPCTBOM  3ApaBoOoXpaHeHUs  Poccuiickoid
Qenepalii  peIIeHUs O MPUOCTAHOBICHUM MPUMEHEHUS JIEKapCTBEHHOI'O
[IpernapaTta B COOTBETCTBUH C YacTbio 7 cTaThi 64 U cratbeil 65 DenepanbHOro

"nn

3akoHa "0 obpaleHnu iekapcTBeHHBIX cpeacTs.".
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