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YTBEPXXEHBI

nocta”oBieHueM I IpaBurenscTBa
Poccuiickon ®@enepanuu
ot 21 urons 2020 r. Ne 1079

N3IMEHEHMUA,

KOTOpbIe BHOCATCS B ocTaHoBJdeHHe [IpaBurenscTBa
Poccuiickoii ®egepannu ot 14 nexadps 2018 r. Ne 1556

1. B nyukre 1* u a63ane Tpersem myHkTa 1° c1oBa "M €O CKHAKOM"
HUCKITIOUUTb.

2. B TlonoxeHnu O cUCTEME MOHHUTOPUHIA JIBIDKEHHUS JIEKapCTBEHHBIX
npemaparoB JUIsl MEOUIMHCKOIO MPHUMEHEHHS, YTBEpPXICHHOM YKa3aHHBIM
MOCTAaHOBJIEHUEM:

a) B IyHKTE 2:

a03a1l 4eTBEPTHI JOMOIHUTE CJIOBaMHU " W MpeACTaBICHHS JOKYMEHTOB
W CBeJeHMH, MPeTyCMOTPEeHHbIX YacTbio 1 craTeu 52 QenepalibHOrO 3aKoOHA
"O6 obpameHHM JIeKapCTBEeHHBIX cpenctB”’, B DexepaibHyl0  CIyx)Oy
0 Hag30py B cdepe 3ApaBOOXpaHEHUS WM TIOJYy4YEeHHUS pa3pelieHHs,
NpeAyCMOTPEHHOI0  4YacTblo 7  CTaTbu 52 @DenepanbHOro  3aKoHa
"O6 ofOpalieHun JIeKapCcTBEHHBIX CpeAcTB” (B cllydae IMPOU3BOJICTBA
UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTpenapaTon)”;

a03all TATHIN U3JI0KUThH B CIIEAYIOIIEeH peJaKiIiu:

"mpu mnpousBoAcTBe BHe Tepputropuu Poccuiickoit ®enmeparuu -
orepaluy, MPOU3BOAUMBIE C JIEKAPCTBEHHBIMHU MpenapaTaMu OT MPOXOXKICHUSL
NIPOU3BOACTBEHHON cTaguy (acoBku (yHaKOBKH) JIEKapCTBEHHEBIX IpernaparoB
B TIEPBUYHYIO YIIAKOBKY JIEKApCTBEHHOTo mnpenapara (B OTHOIICHHH
JIeKapCTBEHHBIX IpPEnaparoB, AJisi KOTOPbIX HE MpedyCMOTpeHa BTOpHUYHAs
(notpeburensCcKast) ynakoBKa JIEKApCTBEHHOTO IIpenapara) W BTOPHYHYIO
(MoTpeOUTENbCKYI0) YNAKOBKY JIEKApCTBEHHOro IMperapara OO pa3MelleHHs
JIeKapCTBEHHBIX IpenapaToB Ha (papMaueBTHYECKOM CKIIaJe U MpelCTaBIeHHS
JIOKYMEHTOB H CBEJEHHH, INpPeIyCMOTPEHHBIX 4YacThio 2 cTaThu 52
®enepanpHoro  3akoHa "OO  oOpaleHud — JE€KapCTBEHHBIX  CPencTB',
B ®enepanpHylo ciyx0y no Ham3opy B cdepe 3ApaBOOXpaHEHHS WU
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MOJyYeHHUs]  pa3pellieHHs, IpeIyCMOTPEHHOIO dYacThl0 7  CTaThH 52!
®enpepansHoro 3akoHa "O6 oOpalleHUH JeKapCTBEHHBIX CpPeAcTB" (B ciydae
IPOM3BOJCTBA UMMYHOOHOIOTHYECKUX JIEKapCTBEHHBIX IIpENapaToB);”;

a03all IIeCTO! MPU3HATH YTPATHBIIIHM CUITY;

mociae ab3alla  JBEHAAaToOro JONOJHUTH ab3alleM  CleIyHOIIero
colep KaHus. '

"upeHtTudukaTop cyObekTa OOpalleHHs JEKapCTBEHHBIX CpPEeACTB" -
YHUKAJIBHBIA KOJ, IPUCBaWBaeMbId CHCTEMOM MOHUTOPMHIa CYOBEKTY
obpallleHHs JIEKApCTBEHHBIX CPEACTB IO UTOTaM €ro PerucTpallid B CHCTEME
MOHHMTOPUHTAa Ha OCHOBE IIEpeJJaHHBIX CyOBEKTOM OOpallleHHs JIEKAPCTBEHHBIX
CpeZiCTB CBeleHUlt 00 HACHTUPHKALMOHHOM HOMepe HaJoroIulaTelbIluKa JAIs
Ka)XJIOro agpeca MecTa OCYLIECTBIEHHS OESATENBHOCTH COMJIACHO JIULEH3UU
Ha IPOU3BOICTBO JICKAPCTBEHHBIX CPEACTB, JUIEH3UH Ha QapMaleBTUICCKYIO
JEATENIBHOCTh, JIMLEH3UM Ha JEATENbHOCTh MO 000pOTY HapKOTUYECKUX
CPEJICTB, IICUXOTPOIIHBIX BELIECTB M HX MPEKypCOpPOB, KYIHTUBHUPOBAHHIO
HapKOCOIEepKaIllMX PacTeHUil M JMLIEH3WU Ha MEIMIMHCKYIO AeSTeIbHOCTH
(Mpu HaMU4MKH TaKoH JULEH3UM) WIM KOAE HaloroIulaTeNblIUKa B CTpaHe
perucTpalii U KOAE CTpaHbl perucIpalvMu (Uil cyOBEKTOB OOpalleHus
JEKapCTBEHHBIX CpPENCTB, HE MpPU3HABaeMBIX HAJOTOBBIMH pe3UIEHTaMU
Poccuiickoit ®enepanun);"”;

ab3an ABaALaTh [STHIM NOCe COB "MpUMeHeHne U JOIOJIHUTE CIOBaMHU
"nmepenady Ha'";

a03aI[ ABaqUATh JEBATHIA PU3HATH YTPATUBILHUM CHITY;

JIOTIOJTHUTH a03aleM CleAyIOLIero COepKaHUs

"SMHUTEHT CPEACTB HUACHTU(DUKAIUU" - IPOU3BOJUTENH JIEKAPCTBEHHBIX
CPENICTB, OCYIIECTBIAIOIIUN IPON3BOJCTBEHHYIO CcTafui0 (hacoBKH (yIIaKOBKH)
JEKapCTBEHHOI'O Hpernapara C HaHEeCeHHEeM CpeJACTB  UJeHTU(UKAIIH
Ha BTOPHYHYIO (TIOTpeOUTENbCKYI0) YMaKOBKY JEKapCTBEHHOIO IIperapara
(a mpu ee OTCYTCTBHMM - HAa IEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO Ipernapara), -
IIPH IPOM3BOJACTBE JIEKAPCTBEHHOIO IIpenapara Ha Tepputopum Poccuiickoit
denepanuy, HIM  AepXaTenb MO0  Blagenel]  PerucTPallioOHHOTO
yIOCTOBEpEHHUSI JIEKapCTBEHHOIO IipernapaTta (zajee - perucTpanioHHOE
yIOCTOBEPEHHE) - TpH IPOU3BOJCTBE JIEKAPCTBEHHOIO IIpelapara BHe
tepputopun Poccuiickonn Pepepauuu, WU IPEACTABUTEIBCTBO WHOCTPAHHOU
opraHuM3alui Ha Tepputopuu Poccuiickoit @epepanuu, ABISIOLIEHCS
mepxateireM JHUOO BHAaNeNbUEM  PETHCTPAllMOHHOIO  yIOOCTOBEPEHHS, -
IIpH [IPOU3BOACTBE JEKApCTBEHHOIO INpenapara BHe TeppuTopuu Poccuiickoi
®epepanyu.”; '
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0) myHKT 4 TOTOTHUTH ab3aleM CIEAYIOLIErO CONEPKAHUS:

"B cnayuae BBo3a B Poccuiickyro Penepanvio NIpyd NPOU3BOACTBE BHE
teppuropun Poccutickoli ®enepanuu (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX
npernaparoB, BBO3MMBIX M3 TOCyJapcTB -  4WIEHOB  EBpa3sHMHCKOro
SKOHOMHYECKOTO COl03a) MapTUM JeKapCTBEHHOro IIpernapara JOIIyCKaeTcs
HaHeCeHHe JBYXMEPHOIo MITPUXOBOTO KOJia METOIOM IIe4aTH Ha MaTepUalbHbIMA
HOCHTENb (ITHKETKY), He JOIYCKAaIOIIMM OTIEJIEHUS MaTepUalbHOTO HOCHTENS
(OTHKETKH), COHIEp)Xallero CpeACTBO  HISHTU(UKALKU, OT  YINAKOBKU
JIeKapCTBEHHOTO IIpernapaTta 0e3 MOBPEXJEHUH, ¢ HOC/IEAYIOIMM HaHeCeHHeM
MaTepHaJBFHOTO HOCHUTENA (DTUKETKHM) HA BTOpPHUYHBIE (IIOTPEOUTENIBCKHUE)
yIIaKOBKH JICKAPCTBEHHOIO Ipernapara (B ciay4ae UX OTCYTCTBHs - NEPBUYHBIE
yIIaKOBKH JIEKApCTBEHHOTO IIpenapara) Ha TaMOXEHHOM CKIIale, afpec
KOTOpOTO yKa3aH B KauecTBe ajpeca MecTa OCYLIECTBICHHA NEeSATeIbHOCTH
B JMIEH3HWHM Ha  (apMaleBTUYECKYH0  JesATEIbHOCTh  OpraHu3alluy,
OCYILECTBRIIOIEN ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMH CPEICTBAMU. "

B) IIyHKTHI 9' - 9° U3TOXKHUTH B ClIEIyIOLIeH PENAKIIN:

"9! DMmuTeHT CpencTB HAEHTH(GHKALMH IIOCTe IIONYYeHHs Koja
MapKHpPOBKH 0OeCIIeYHBaeT ero Nmpeodpa3oBaHHE B CPEACTBO HACHTH(HUKAIIHY,
HaHeCeHHe CpelcTBa HACHTU(UKAINU Ha BTOPUYHYIO (HOTpeOUTENTBCKYIO)
YITaKOBKY JIEKApCTBEHHOT'O Ipenapara (a IpU €€ OTCYTCTBHH - Ha IEPBUYHYIO
yIaKOBKY JIEKAPCTBEHHOIrO IMIperapara) HJIM Ha MaTepHaJbHBIH HOCHUTEINb
(3THKETKY) W IIepefaeT B CHCTEMYy MOHUTOPHMHIA CBEICHHUS O HaHECEHUU
cpelcTBa UACHTUGUKAUY B COOTBETCTBUM C ab3aleM IepBBIM IyHKTA 35 UIx
nyukToM 36 Hactosdmero IlonoxeHWs He IO3A4HEEe HACTYIUIEHUS OJAHOM
U3 CJieIyIoluX AaT:

BBOJ, B O0OpOT IIeKapCTBEHHOTO Tpenapara, Ha YIMAKOBKY (ITHKETKY)
KOTOPOro  HAaHECEHO  CPeICTBO  HAEHTUGUKalUH, INpeoOpa3oBaHHOE
M3 COOTBETCTBYIOLIETO KOJa MapKHPOBKH, NPU IPOU3BOJICTBE JIEKAPCTBEHHBIX
npernaparoB Ha Teppuropuu Poccuiickoit ®enepanuuy;

J0CTaBKa JIEKapCTBEHHOTO Tperapara B MECTO MPHUOBITUS Ha TEPPUTOPUH
Poccuiickoit Penepaniun ¥ moAadyd TaMOXXEHHOM [eKjapaluyd Ha TOBaphl B
IpolieType BBIITyCcKa U1 BHYTPEHHETO MOTPEOIEHNS MM NOJa4d TaMOKXEHHON
JEeKJIapaliii Ha TOBaphl B IIPOLEAYPE BBITYCKa A BHYTPEHHEro NoTpedieHus
JIeKapCTBEHHOrO IIpernapaTa, MapKHpOBaHHOTO Ha TaMOXXEHHOM CKJale B
COOTBETCTBHU ¢ ab3aleM BTOphIM IyHKTa 4 Hacrosiero I[lonoxxenus, mnpwu
IIPOM3BOJICTBE JIEKAPCTBEHHBIX IIpeNapaToB BHe TeppuTopuu Poccuiickoii
Qenmepanun (32 HCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENapaToB, BBO3UMBIX
U3 TOCyIapCTB - WieHOB EBpa3Hiickoro 3KOHOMHUYECKOIO COI03a);
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BBO03 B Poccuiickyro ®enepanuio Ha QapMalUeBTHUYECKUH CKIaf
JIEKapCTBEHHOTO IIpenapaTa IpH IIPOU3BOJCTBE JIEKApCTBEHHBIX IIPENAPATOB
BHe Teppuropun Poccuiickoii ®Penepanyy - B OTHOIICHUU JIEKAPCTBEHHBIX
mpernapaTroB, BBO3MMBIX M3 TOCYAapcTB - 4leHoB EBpasuiickoro
SKOHOMHUYECKOTO COH03a.

Ormrata yCayrH TO NPEAOCTaBIIEHHIO KOJa MapKUPOBKU OIepaTopy
CHCTEMBI MOHHMTOPHHIA, TPEIyCMOTpPEHHas IocTaHoBIeHHeM [IpaBuTtenscTBa
Poccuiickoit @enepanuu ot 8 mas 2019 r. Ne 577 "OO yTBepXIeHUU pa3Mmepa
IJIaTel 3a OKa3aHWe YCIyr IO TMIPeJOoCTaBlIeHUI0 KOJOB MapKHUPOBKH,
HeOOXOOMMEIX IS (QOPMHUPOBaHUS CPEACTB HUIACHTHUPHUKAUKU U obecriedeHus
MOHHTODHHTA JBWXKEHHS TOBApOB, TOIJIEXKAIMX O00GA3aTENLHON MapKUPOBKE
CpeiCcTBaMM HASHTHU(UKALINY, a TaKXKe O MOPs/IKe ee B3UMaHus'", IPOU3BOAUTCS
SMHTEHTOM CPEICTB WUIEHTH(GUKAIMHU 10 AATHl MOJYYEHHS KOJa MapKUpPOBKU
uiy B TeueHne 180 xkameHZapHBIX OHEH € IAThl MOJTYy4YEHUS KOAa MapKUPOBKH,
HO He Mo3JHee HACTYIUICHUS OJTHOU K3 CJIeYIOIINX JaT:

BBOJL B O0OOpOT JIEKapCTBEHHOIO Ipernapara, Ha YNakKOBKY (ITHKETKY)
KOTOpOTO HAHECeHO CpeACTBO HIEHTU(UKaUMuM, [peoOpa3oBaHHOE U3
COOTBETCTBYIOIIETO KOJa MAapKUPOBKH, IpPU IPOU3BOJCTBE JIEKAPCTBEHHBIX
npernapatoB Ha Tepputopun Poccutickoii ®enepanny;

JOCTaBKa JeKapCTBEHHOTO Mpernapara B MECTO MPUOBITUS Ha TEPPUTOPUHU
Poccuiickoii @enepauuu U NoAayd TaMOKEHHOM NeKjapall Ha TOBaphl B
TpolleIype BBITyCKa AJs BHYTPEHHEro MOTpeOIeHUs Wi NMOAaYH TaMO)XCHHOM
IeKIapalii Ha TOBaphl B NPOLEAYype BBITycKa IUIsi BHYTPEHHErO MOTpeOIeHus
JIeKapCTBEHHOIO I[Ipenapara, MapKHpPOBaHHOTO Ha TAMOXXEHHOM CKJIaJe B
COOTBETCTBUU ¢ ab3aieM BTOpHIM INyHKTa 4 Hactosmero Ilomoskenus, npu
ITPOU3BOJICTBE JIEKAPCTBEHHBIX MpenapaToB BHe Teppuropun Pocculickon
@Denepanuu (32 UCKIIOYEHHEM JIEKApCTBEHHBIX IIpernapaTroB, BBO3UMBIX U3
roCyIapCTB - WieHOB EBpa3uiickoro 3KOHOMHYECKOTO COI03a);

BB0o3 B Pocculickyto ®enepanmio Ha (apmaneBTUUECKUA CKIan
JeKapCTBEHHOI'O Ipenapara IpH IPOU3BOACTBE JIEKAPCTBEHHBIX IPENapaToB
BHe Tepputopud Poccuiickoii ®denepaluu - B OTHOIIEHUH JIEKAPCTBEHHBIX
IpernapatoB, BBO3UMBIX M3 TOCyJapcTB - wWIEHOB  EBpa3smiickoro
SKOHOMHYECKOTO COrO3a.

IIpu 3TOM oOmepaTop CHUCTEMBl MOHHMTOPHUHTA DETUCTpHUPYeT (BHOCHT)
B cucteMe (CHCTeMY) MOHHUTOPMHIAa HH(OpMAIHI0O O HAHECEHHWH CpelcTBa
HAeHTHGUKAIINY,  YKa3aHHYI0  3MHTEHTOM  CpeACTB  HIASHTHU(UKALUU
B CBEJEHUSAX O HAHECEHHWHM CpEACTBa HACHTU(UKALHMM, II0C/IE IOJIy4eHHUs
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OIJIaTBI YCJIYTH MO MPEeAOCTAaBICHHIO KOAa MapKUPOBKH, IPeoOpasoBaHHOTO
B COOTBETCTBYIOILEE CPEICTBO UACHTU(DUKAIIH.

Peimenue o BeIOOpe criocoba oIuiaThl yCIyTH IO NPEefoCTaBICHUIO KoJa
MapKUPOBKH IPUHUMAETCS SMUTEHTOM CPE/CTB UICHTU(DUKAIINH. |

B cmyuae ecinu omnara yciyrd 110 IPeJOCTaBICHHIO KOJa MapKHpPOBKHU
OCYILIECTBIISAETCS SMUTEHTOM CPEICTB UIACHTU(UKAIIUN [0 TIPeACTaBICHUS UM
B CHCTEMy MOHHTOPHHIA CBEJICHUH O HAHECEHHU CpeACTBa WUICHTU(HUKAIINH,
npeoOpa3oBaHHOIO M3 COOTBETCTBYIOIIETO KOJa MapKUpOBKH, Takas yciyra
NpU3HaeTcss OKAa3aHHOW ONepaTopoM CHUCTEMBI MOHUTOPHHTAa B MOMEHT
NOJly4YeHHs] 3OMUTEHTOM CpPEJCTB HIACHTU(QUKALMA OIUIAaYeHHBIX KOJOB
MapKHAPOBKH.

B ciydae ecnm omjara yClIyrd MO IpPeJOCTaBIEHHIO KOJa MapKHUPOBKH
OCYIIECTBIISETCS 3MHUTEHTOM CPEICTB MIACHTU(UKAIUU IIOCTe TNpPEeICTaBICHUS
UM B CHCTEMY MOHHUTOPHHIA CBEJCHHI O HAHECEHUHU CPe/ICTBa HISHTUDUKALINH,
IpeoOpa30BaHHOIO M3 COOTBETCTBYIOIIETO KOJa MapKUPOBKH, TakKas YCIyra
MpU3HaeTCsd OKa3aHHOM OllepaTOpOM CHCTeMBl MOHUTOPHHTa B MOMEHT
perucTpauuy (BHECEHHs) OIEpaToOpoOM CHCTEMbl MOHUTOPHHTAa B CHCTEME
(cucTeMy) MOHHTOPHMHIa HWH(pOpMaIuy, coaepxameiics B CBEICHHAX O
HaHECEHUH cpencTa UIeHTU(UKAIIY, npeobpa3oBaHHOTO U3
COOTBETCTBYIOILEIO KOJIa MapKUPOBKH.

B cioyyae eciM B COOTBETCTBMHM C TOCTaHOBIeHMeM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 8 Mas 2019 r. Ne 577 "O6 yTBepxaAeHHH pazMepa
IUIaThl 32 OKasaHWe YCIyr IO IpPeJOCTaBlIeHUIO KOJOB MapKHPOBKH,
HeOOXOOMMBIX 1 (OPMHUPOBAHHUSA CPEICTB HACHTH(QUKAIUH H 00eCredeHHs
MOHUTOPHHIA JABI)KEHMS TOBapoB, MOMJIEXKAIINX OO0A3aTeIhbHOH MapKHPOBKE
cpeAcTBaMH MICHTU(UKAIMM, a TakXke O MOpsAKe ee B3UMaHuA"' yciayra
10 IIPEIOCTABIEHUIO KOJa MApKUPOBKH He MOIEXHUT OILIATE, SMHTEHT CPEJICTB
WACHTU(GUKALUM II0CJIe IOJNyYeHHs KOoJa MAapKUPOBKH OOECIECYMBAET €ro
npeobpa3oBaHME€ B  CpeACTBO HJACHTU(UKALMKM, HaHECEHHE CpeicTBa
UaeHTU(UKaUH Ha BTOPUYHYIO (TOTPeOUTENbCKYI0) YIIAaKOBKY JIEKAPCTBEHHOIO
nperapata (a IpY €e OTCYTCTBUH - Ha NMEPBUYHYIO YIAKOBKY JEKapCTBEHHOT'O
npernapara) HJIM Ha MaTepHalbHBIM HoOcUTenb (PTHKETKY) M B TeUYeHHe
180 xaneHapHbIX JHEH I@epeJaeT B CHCTEMY MOHHUTOPHHIa CBeICHHS
O HaHECeHWH CPEeICTBa HACHTU(PHUKALKU B COOTBETCTBUU C ab3alleM IIepBBIM
nyHkta 35 wm nynkrom 36 Hactosumero IlosioxxeHus, HO He TMoO3Hee
HACTYIUIEHUS OJHON U3 CIeNyIOIUX IaT:

BBOJ B 00OPOT JIEKapCTBEHHOTO MpenapaTa, Ha YMaKOBKY (ITHKETKY)
KOTOpPOTO  HAaHECEHO  CPeICTBO  HIASHTHGHUKAIMH,  mpeoOpa3oBaHHOE
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13 COOTBETCTBYIOLIErO KOAAa MAapKUPOBKM, MPH MPOU3BOACTBE JIeKapCTBEHHBIX
npenaparoB Ha Tepputopun Poccuiickoin ®enepauny;

JOCTaBKa JIEKapCTBEHHOI'O MperapaTra B MeCTO MPUOBITHS Ha TEPPUTOPUU
Poccuiickoit Denepanuy U NoJadyd TaMOXEHHOHM JeKjapallid Ha TOBAapbl B
IIpolleIype BBILYCKa IUIsl BHYTPEHHETO MOTpeOIeHns] WK TOAaYd TaMOXEHHON
JieKJIapaiMy Ha TOBAapbl B IIPOLIEAYPE BBIMYCKa I BHYTPEHHETO MOTpeONIeHus
JIEKapCTBEHHOI'O IIpelapara, MapKUpPOBAHHOIO HAa TaMOXEHHOM CKiale B
COOTBETCTBUU C ab3aleM BTOpbIM ITyHKTa 4 Hactosuiero llonmoxeHus, mpu
MPOU3BOJACTBE JIEKADCTBEHHBIX IIpenaparoB BHE TEppUTOpUU Poccuiickoit
Oenepauyy (32 HUCKIIOYEHHUEM JIEKAPCTBEHHBIX IIpernapaToB, BBO3UMBIX W3
rocy1apcTB - 4JIEHOB EBpa3uiiCKOro 3KOHOMHUYECKOI0 COH03a);

BBOo3 B Poccuiickyto ®@epepanuio Ha (apMaleBTHUYECKHH CKJan
JIEKapCTBEHHOI'O IpenapaTa IIpd TNPOU3BOJCTBE JIEKAPCTBEHHBIX IIpenaparoB
BHe Tepputopun Poccuiickoit @enepaiyii - B OTHOIICHHUH JIEKAPCTBEHHBIX
MpenaparoB, BBO3UMBIX M3 TIOCyAapcTB - wWieHOB  EBpasuiickoro
3KOHOMHYECKOTO COr03a.

9. Kol MApKHPOBKY aHHYJIMPYIOTCS B CIISAYIOLINX Cy4asix:

a) HapyIlIEH yCTAaHOBJICHHbIH a03allaMu TISTHIM - BOCBMBIM ITyHKTa 9!
Hactosmero IlonmokeHHWs Cpok omnatel yCIyr IO TMPEeNOCTaBJIICHHIO KOAa
MapKHUPOBKH;

0) HapyllleH YCTaHOBJIEHHBIM ab3allaMu MEpPBBHIM - YETBEPTHIM MU (WUJIH)
TPUHAILATBIM - LIECTHAAUATHIM IMyHKTa 9' macrosmero IlomoxeHus CPOK
nepefayd CBEIEHHH B CHUCTEMY MOHWUTOpDUHIa O HAaHECEHHM CpeACTB
UIEHTU(DUKALUH.

9°.B perucTpalli B CHUCTEME MOHHTOPHHIA CBEICHHH O HAHECEHUHU
CPEJICTB HACHTU(PHKALIH OTKa3bIBACTCS TI0 CJISAYIONUM MPUYHHAM:

a) OTCYTCTBHE KOAOB HACHTHU(GHKAIIMHA, VYKa3aHHBIX B CBEICHHAX
O HaHECEHUU CPEICTB UIACHTHU(UKAIINHU, B pEecTpe CpeACTB HACHTH(GHUKAIHH
orneparopa CUCTEMbl MOHUTOPHHTQ;

0) MpeICTaBICHUE 3SMUTEHTOM CpEACTB HJIeHTUDUKAUMKU CBeIEeHUN
0 HAaHECEHWH CPEICTB UIECHTU(PHUKALUU IO UCTEUEHUU CPOKA, YCTAaHOBJICHHOTO
ab3allaMy TIE€PBBIM - 4YETBEPTHIM M (WJM) TPUHAALUATBHIM - IIECTHAALATHIM
MyHKTa 9' gactostmero ITonoxeHus;

B) OTCYTCTBHE Yy OIlepaTopa CHUCTEMBI MOHUTOPHUHTA  CBeJEHUH
00 yCTpOHCTBE PETMCTPALIMU 3MHUCCHH, C UCIMOIB30BaHUEM KOTOPOTO MepeaaHbl
CBeJIeHUsA B CUCTEMY MOHUTOPHHTA;

r) OTCYTCTBUE  TMOATBEPXKIACHUS  OILIATHI KOJIOB  MapKHPOBKH,
MpeoOpa3oBaHHBIX B CPEACTBA UAEHTU(UKALIUN, O HAHECEHUH KOTOPBIX OIMUTEHT
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CpeACTB UACHTHU(QHUKALUKM TMEpelacT B CUCTEMy MOHHUTOPHMHIA CBeIEHUs
O HaHECEHHH CpeACTBAa MAECHTU(UKALIUH, IIPEIyCMOTPEHHbIe ab3alleM TEePBhIM
nyHKTa 35 unu nyHKToM 36 Hactosiuero [lonoxxenus.";

r) abzan mnepsblii NmyHkTa 10 mocne cnoB "®enepanbHOrO areHTCTBA
M0 TEXHWYECKOMY pPEryJIMpPOBAaHHIO U METPOJIOTHH," JOMOJHUTH CJIOBaMHU
"coctout U3 18 uudppoBEIX CUMBOJIOB";

1) MyHKT 24 NONOJHUTH ab3aleM clieyIOUIEro COepIKaHms:

"Peructpanus B CHCTEME MOHUTOPHMHra CyYOBEKTOB OOpamieHus
JIEKAPCTBEHHBIX CPEINCTB - OpraHu3alui, TMpU3HABaeMblX HaJOTOBBIMHU
pe3uneHTaMu Poccuiickoit Qeneparuy, " WUHMBUYaIbHBIX
npeanpuHUMaTeNIed, UMEIOIUX JIMLEeH3UH Ha MPOM3BOCTBO JIEKAPCTBEHHBIX
CpeCTB, JIMIEH3UH Ha (papMalleBTHUECKYIO JEATENBHOCTD (BKIIOYas OITOBYIO
U PpO3HWYHYIO TOPIOBIIO  JIEKAPCTBEHHBIMH CpPEINCTBaMH), JUIEH3UU
Ha JeSITeILHOCTD 110 000POTY HAPKOTHYECKHUX CPENCTB, ICUXOTPOIHBIX BEIIECTB
U UX IPEeKypCcopoB, KyJIbTHBHUPOBAaHWIO HAPKOCOAEPXKAIIMX pacTeHUH
M JMUEH3UMH Ha MEIMLMHCKYIO JeATEIbHOCTh, MOXET OCYIIECTBISTHCS
C HCIOJB30BaHHEM  (elnepanbHOM TroCyHapCTBEHHOW  HH(POPMALHOHHOM
cuctembl  'EngHas  cucteMa  MAEHTUGUKAUMM U ayTeHTU(DUKAIUHA
B UHGpacTpyKType, obecrneunBaronmiei HHPOPMAHMOHHO-TEXHOIOTHIECKOE
B3aHMOJIEHCTBUE  HMH(POPMALMOHHBIX  CHCTEM, UCHOJB3YEeMBIX  JIJist
NpeJOCTaBIEHU FOCYIapCTBEHHBIX U MYHHUIMIAIBHBIX YCIYT B 3JIEKTPOHHOH

dbopme".";

e) B ab3alle nepBoM NoAMyHKTa "1" myHKTa 27 cioBa "ONTOBOH TOPTrOBIH
JeKapCTBEHHbIMH MpenaparaMu’ 3aMEHHUTh CJIOBaMU "ONTOBOH TOProOBIIH
JIEKapCTBEHHBIMH CpPEACTBAMU (B TOM YHCJE OCYIIECTBISIONIUMU (HYHKIUH
10 ayTCOPCUHTY) ";

x) myHKT 30 mocie ab3ana BTOPOro AOMOJHHUTH ab3alleM CleAyIOIIEero
colep KaHus:

"ABTOpH3anusi CyOBEKTOB oOOpallleHHs JIeKapCTBEHHBIX CPEACTB -
OpraHM3aluii, I[PHU3HABA€MbIX HAJIOIOBBIMH pe3ugeHTaMud  Poccuiickoi
@Qenepanuy, 1 HHAMBUAYAIBHBIX NpeANpUHUMATENEH B CHCTEME MOHUTOPUHTA
MOXET  OCYIIECTBIIATBCS  IIOCPEICTBOM  HMCIIOJIb30BaHUS  (eaepaabHOM
rocyAapCTBEHHOH UHGOPMAaLIHOHHOM CHUCTEMBI "Enunas cucrema
UAeHTUOHUKAMY U ayTeHTU(UKAIMH B HHOPPACTPYKType, 0OecrednBaroleii
HH(GOPMALIMOHHO-TEXHOJIOTHYECKOE  B3aUMOJeHCTBUE  HHGMOPMAIMOHHBIX
CUCTEM, HCIOJIB3YEMBIX g  IPeAOCTaBICHHS  TOCYyNapCTBEHHBIX H
MYHHIIMIIATBHBIX YCIYT B 3JIEKTPOHHOH dopme".";

3) B IyHKTe 32:

4601356.doc



a03al] mepBbId U3J0XKUTh B CICAYIOIIEH PEeOaKIUU:

"32. Ilepenaya cBeneHUM B CHCTEMY MOHHMTOPHUHIa OCYIIECTBIIAETCSA
OCPEJICTBOM HampaBieHus (aiinoB B ¢opmare U B  COOTBETCTBHH
C MHCTPYKIIMEH, OINWCBhIBAIOUIeH Ipouedypbl IPEICTaBICHUS CBEIECHUN
cyObekTaMi OOpallleHHs JIeKapCTBEHHBIX CPEJACTB, COIVIACOBAHHBIMH  C
MunucTepcTBOM 31paBooxpaHeHus Poccuiickon Penepanyv U pasMelCHHBIMU
oTIepaTopoM CHUCTEMBI MOHUTOpPHUHIA B HHGMOPMALIMOHHO-
TeJIEKOMMYHHUKaIMOHHOH ceTd "MHTepHeT" Ha ero opunuaibHOM caifte.";

JIOITOJTHUTD a03alleM CIETYIOIEro COASPIKaHUs:

"UsMeHeHne ¢opMaTa B3aUMOACHCTBHSA UH(OPMALMOHHBIX CHCTEM
CyOBEKTOB OOpallleHHs] JEKapCTBEHHBIX CPEJICTB C CHCTEMOH MOHUTOPHHIA
npousBoAuTcs He dYame | pasa B TedeHue 180 nHeHd, 3a HCKIIOUYEHHEM
HeOoOXOIUMOCTH M3MEHEHUs] Takoro Qopmara B CiydasX, IIPeXyCMOTPEHHBIX
3akoHomaTeIbcTBOM Poccuiickoit ®enepaunu. ";

1) ab3all TpeTWd IyHKTa 33 AOIMOJHUTH CIOBaMHU
cBeJeHuil B WHGOPMAaLMOHHBIA pecypc, obecrneduBaroluil y4eT U XpaHEHUe
JOCTOBEPHBIX JaHHBIX O TOBapax IO - COOTBETCTBYIOLIEH  TOBapHOM

B 4YaCTH BHCCCHHA

HOMeHKJIaType";

K) B ITyHKTe 35:

B ab3alie BTOPOM cJIoBa "MYHKTOM 2" 3aMEHHUTH CJIOBaMH "ITyHKTOM 1";

a03all TPeTUM U3NI0XKUTH B CIEAYIOIIEeH peaaKIUu:

"CyObeKkT oOpalieHusi JIEKapCTBEHHBIX CPEICTB, OCYUIECTBIISIOIIUN
IPOU3BO/ICTBEHHYIO CTaIHIO BBIIYCKAIOIIEr0  KOHTpONs  KadecTBa
JIeKapCTBEHHBIX IIpernapaToB, B TeUeHUE 5 paboumx NHEH C JaThl 3aBepLICHUs
ITPOU3BOJICTBEHHOM CTaauu BBIITYCKAIOIIETro KOHTPOJIS Ka4yecTBa
U TpeJCTaBIeHUs AOKYMEHTOB M CBEACHHMH, NpPEAyCMOTPEHHBIX 4YacThio |
crarbn 52" ®enmepansHoro 3akoHa "O6 oOpaIleHHH NeKapCTBEHHBIX CPeCTB”,
B ®DenepasibHyro ciayx0y 1o Haa3opy B cdepe 3IpaBOOXpaHEHUS WIH
MOJlydeHHs  paspellleHus, MpelyCMOTPEHHOrO 4YacThl0 7  CTaThH 52!
denpepanpHOoro 3akoHa "OO oOpalleHHM JEeKapCTBEHHBIX CpeACTB" (B Ciydae
[POU3BOJACTBA  HMMMYHOOHMOJIOTHYECKMX  JIEKApCTBEHHBIX  IIpenaparos),
1O MpeJCTaBIE€HUS CBEAEHUH O JanbHEHININX OIEpalMaX C BBOJAWMBIMH B
rpaKAaHCKHUH 060pOT NeKapCTBEHHBIMU IIpeNapaTaMy NPeJCTABISET B CHCTEMY
MOHHTOPUHIA CBEIEHUs, IpelyCMOTPEHHblEe ITyHKTOM 2 npuioxeHus Ne3
K HacTosmeMy [lonoxeHuro.";

) B ITyHKTe 36:

ciosa "(B cly4yae OTCYTCTBHMS BTOPHYHOH YNAaKOBKH - CTaauu (HacoBKH)
JIEKapCTBEHHBIX IMIpEnaparoB,” 3aMEHMTh CcJIOBaMH "(B CIy4ae OTCYTCTBHUSA
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BTOPUYHOM YITAKOBKM - CTagud (acoBKH) JIEKapCTBEHHBIX IMpEenapaTtoB WM
MapKUPOBKHU yIaKOBOK JIEKapCTBEHHBIX npenapaToB CpencTBaMu
HAeHTHU(PHUKAIMY HAa TAMOXXEHHOM CKJaJleé B COOTBETCTBMHU C ab3alleM BTOpPBIM
nyHkTa 4 Hactosero [lonoxenus";

JOTIOJTHUTH ab3aleM CIIeIyIOIIero CoAepKaHus:

"IIpn MapKUpOBKE YIAKOBOK JeKApPCTBEHHBIX MPENapaToB CPeACTBAMHU
UJCHTH(HUKALMN Ha TaMOXXEHHOM CKJaJle B COOTBETCTBHU C ab3aineM BTOPBIM
nyHkTa 4 Hacrosuiero IlonoxxeHuss cyObekT oOpalleHHs] JIeKapCTBEHHBIX
CpENCTB, SBIAIOLIMKCA JepXKaTelieM WIM BIAAe/IbLEM PErucTpPalHOHHOrO
yIOCTOBEPEHM, WU  [PEJCTABUTENBCTBO HHOCTPAHHOW  OpraHu3allA
Ha Tepputopuu Poccuiickoi ®epepanuu, SBIAOLIEHCS  AepXKaTeneM
WM BIAQENIBLEM PETUCTPALMOHHOTO YAOCTOBEPEHUS, 10 Mpe/CTaBlIeHUS
CBEIEHHM, TIPEIyCMOTPEHHBIX ab3aleM TepBBIM HACTOSINEro IYyHKTa,
NPE/ICTAaBISIIOT B CHCTEMY MOHHMTOPHHIa CBEAEHUS, MPEIyCMOTPEHHbIE
ITyHKTOM 3! npunoxenns Ne 3 k nacrosimemy [TonoxeHuo.";

M) YHKT 37 U3JI0KUTH B CleAYIOWIEH pelaKIIiu:

"37. Ilpu BBO3e JIEKapCTBEHHBIX MpernapatoB B Poccuiickyro ®enepanuio
JIOTTyCKaeTcs NPEACTABICHUE CBEIEHHU B CHUCTEMY MOHUTOPHHIa CyOBEKTOM
ofOpalieHusi  JIGKAPCTBEHHBIX  CPEACTB,  OCYILIECTBIISIIOLIMM  OTIPY3KY
NleKapCTBEHHBIX TMpenaparoB B Poccuiickyio ®enmepauuio (majee - MOpsMoi
NOPSAOK TIPEACTABIICHUS CBENCHHMH NpPHU BBO3E JIEKAPCTBEHHBIX IpENnapaToB B
Poccuiickyro @enepanuio), WIM CYOBEKTOM OOpallleHHs JICKapCTBEHHBIX
CpeICTB, OCYILIECTBISIOIIMM BBO3 JIEKAPCTBEHHBIX INpenapatoB B Poccuiickyro
®deneparyio (nanee - oOpaTHBIA MOPSIAOK MPEACTABICHUS CBEJEHUN TPH BBO3E
JIeKapCTBeHHBIX IIpenapaTroB B Poccuiickyto ®enepaiuio), 3a HCKIIOYEHUEM
clly4yass MapKHUPOBKHU YIIAaKOBOK JIEKApCTBEHHBIX [IPENapaTroB CpeAcTBaMU
HaeHTH(GUKAMM Ha TAMOXXEHHOM CKJiaZle B COOTBETCTBUM C ab3aieM BTOPHIM
nyHkTa 4 Hactoswero I lonoxenus.

Penienne o BBIOOpEe TPSIMOIoO IMOpSJKAa MpeACTaBIEHHS CBEIEHUH NpH
BBO3€ JIEKapCTBEHHBIX IIpenaparoB B Poccuiickyto Menepaiuto nu6o odbpaTHoro
MOpsilKa NpPEelNCTaBICHUS CBENEHHUHW IpU BBO3€ JIEKAPCTBEHHBIX IpENnapaToB
B Poccuiickyro ®enepauuio npuHUMaeTrcs —CcyOBeKTamu — oOpaleHus
JIeKapCTBEHHBIX CPEACTB, MpeACTaBIAIOLUMU TaKue CBEJICHMUS,
CaMOCTOSTEIBHO.

B ciydae BbIOOpa npsMoro mnopsuka IMpeicTaBlIeHUs CBEJIeHUHA NPU BBO3e
JeKapCTBEHHBIX IpernapaToB B Poccuiickyro ®enepauuio cyObekT oOpalieHus
JIEKapCTBEHHBIX CPEACTB, SBISAIOLIMNCS Jep)KaTejleM WIM BJajelbleM
PErMCTPalMOHHOIO YAOCTOBEPEHHUS, WM NPEICTaBUTENBCTBO HMHOCTPAHHOM
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opraHuM3auMu Ha Teppuropuu Poccuiickoii ®enepanunm, SBISAIOIIEHCS
nepykaresneM WM BIIAJENblIEeM pPEeruCTPAllMOHHOIO yIOCTOBEPEHHUS, B TEUEHHE
45 paboumx JHEH ¢ JaThl OTIPY3KM JIEKaPCTBEHHBIX IpenaparoB
B Poccuiickyro Denepannio 10 JOCTaBKH JIEKAPCTBEHHBIX MPENapaToOB B MECTO
npuOBITHS HAa TeppUuTopuu Poccuiickoit @enepanivu ¥ NpeAcTaBleHUs CBEACHUH
O JaJbHEHUIINX Ollepalusix ¢ TakKUMH JI€KapCTBEHHBIMH IpernapaTaMu
MPEeACTaBIAOT B CUCTEMYy MOHHUTOPHMHIA CBEJEHHUS, IIPeyCMOTPECHHEIE
myHKTOM 4 nipunoxenus Ne 3 k Hactositemy [lonoxeHuro.

[MIpu  sTOM  CcyObeKT  oOpalleHWs]  JIEKAPCTBEHHBIX  CPEJCTB,
OCYIICCTBIIAIOIIMI  BBO3 JIEKAPCTBEHHBIX IIpemapaToB B  Poccuiickyro
Qepepaliyio, B TeUeHHE 5 pabouyux JHEH C JaThl JOCTaBKH JIEKAPCTBEHHEBIX
nperiapaToB B MeCTO MNpubbiTus Ha Tepputopuu Poccwuiickoit ®Denepanyn
U perucTpaldi B CHCTEME MOHUTOPUHTa CBEACHMI 00 OTrpy3Ke JeKapCTBEHHBIX
npermapatoB B Poccuiickyto ®@epnepanuio 0 MpeACTaBIEHHS  CBeAeHHIA
O JaJbHEHIHX Ollepalusix ¢ TaKUMH JIEKapCTBEHHBIMH IpernapaTaMu
HOATBEPXKAAET JOCTOBEPHOCTH CBEACHHM, COLEpXKallUXCi B  CHCTEME
MOHUTOpPUHIA, MYTEM MpEeACTaBICHUS CBEAEHUH B CHCTEMy MOHHTOPHHTA,
IIpe1yCMOTPEHHEIX IIYHKTOM 7 npuiiokeHus Ne 3 k Hacrosmemy [lonoxenuro.

B cny4ae BbIOOpa 0OpaTHOrO MOpANKA IPENCTaBIICHUS CBEJEHHUI IpH
BBO3€ JIEKAapCTBEHHBIX IIpemnaparoB B Poccuiickyro @enepauuio CcyOBeKT
oOpallleHus1 J1E€KapCTBEHHBIX CPEACTB, OCYIIECTBISIONINI BBO3 JIeKapCTBEHHEBIX
npenapatoB B Poccuiickyto ®@enepanuto, B TedeHHue 5 paboumx gHEH C HaTEHI
JIOCTaBKU JIEKAPCTBEHHBIX IpenapaToB B MECTO NPUOBITHS Ha TEPPUTOPHH
Poccuiickoit denepanvy WM AaThl 3aBeplLICHUs] arperupoBaHusA (B ciydae
OCYIIECTBJIICHMSI ~ arperMpoBaHusl  JICKAPCTBEHHBIX  IIPelapaTtoB  IOCIHe
UX JIOCTaBKM B MeCTO NpuObITHS Ha Teppuropuu Poccuiickoit denmepanmn)
J0 TIPEACTaBIEHUs CBEIEHUH O NPUHATHH PEIICHHUS TaMOXXEHHBIMH OpraHaMH
O BBIIYCKE JIEKADCTBEHHBIX IpENapaToB Uil BHYTpPEHHEro MOTpeOsIeHus
TNIpefCTaBIsieT B CHCTEMy MOHMTODHHIA ~CBEICHHS, MPeIyCMOTPEHHbIE
myHkroM 5 npuitoxeHus Ne 3 k Hactosimemy [lonoxenuro.

ITpu sTOM CyOBEKT OOpallleHHs JIEKAPCTBEHHBIX CPEACTB, ABIAIOLIUMHCH
Jep)xaTeneM MM BIAJelbLEM pPErucCTPalliOHHOIO YIOCTOBEPEHWS, HIH
IIPEACTAaBUTENILCTBO HMHOCTPAHHOM OpraHu3aluu Ha Tepputopuu Poccuiickoi
Gdenepauny, SBIAIOIIEHCS JAepXaTeleM HWIM BlafelblieM PeruCTPallMOHHOTO
yIOCTOBEpEHUs, B TedeHue 5 paboumx IHel ¢ JaThl PErHMCTpallid B CHCTEME
MOHUTOpPHHIA CBENCHUN O BBO3€ JIEKapCTBEHHBIX IpemnapaToB B Poccuiickytro
Oenepanuro 10 NPEACTABICHUSA CBEICHUH 0 JaNbHEHIINX ONepalusix ¢ TAaKUMH
JeKapCTBEHHBIMU IIpelnaparamMyd IOJATBEP)KIAIOT HOCTOBEPHOCTh CBEAECHUH,
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colepKaluxcsl B CUCTEME MOHUTOPUHIA, IIyTeM IIpeACTaBIICHHS CBeJeHUI
B CHUCTEMY MOHHUTOPHMHIA, IPELyCMOTPEHHBIX IIYHKTOM 7 mpuioxeHus Ne 3
K HactosieMy [lonoxeHnuro.

[Ipy MapKUpOBKE YyNaKOBOK JIEKAPCTBEHHBIX IIpeNnapaToB CpeACTBaMHU
UAeHTU(UKAMY HAa TaMOXXCHHOM CKJaJie B COOTBETCTBUM C ab3alleM BTOPBIM
nyakta 4 Hacrosmero Ilomoxenuss cyOpekT oOpallleHus JIeKapCTBEHHBIX
CPEeACTB, SBISIOIIMKCS Jep)kaTelleM WIN BIaAelblieM pPerucTpaloOHHOTO
YIOCTOBEpEHHSI, WIM [PEACTABUTEIBCTBO WHOCTPAHHOM  OpraHu3aluu
'Ha TeppuropuM Poccuiickoii ~@efepaluu, ABISIOMEHCS JepiKaTeneM
WIN BJIaJIEIBIEM PETUCTPALMOHHOTO YJIOCTOBEPEHMs, B TeueHHe 5 paboumx
JHEeH ¢ JaThl 3aBEpIICHUS] MapKHUPOBKH YIIaKOBOK JIEKAPCTBEHHBIX MPENapaToB
CpelcTBaMH HACHTU(UKAIMH Ha TaMOXXEHHOM CKJIajJe [0 IIpeIcTaBlIeHUA
CBEIEHUI O JAJIBHEHIINX OlepalysX ¢ TaAKUMH JIEKapCTBEHHBIMHU IpernapaTaMmu
MPEACTaBIAIOT B CHCTEMY MOHHTOPHHIA CBEIEHMs, INpeyCMOTPEHHbBIE
nyHkToM 4 npuiioxenus Ne 3 x HacTosmemy [lonoxenuro.

I[Ippy  3TOM  CcyOBEKT  oOOpallleHHus  JICKapCTBEHHBIX  CPEJICTB,
OCYILIECTBUBIINI BBO3 JI€KapCTBEHHBIX IIperiapaToB B Poccuiickyro Menepaiuio,
B TeuyeHHe 5 pabouymx [HeHd C AaThl PErHCTpalliM B CHCTEME MOHHTOPHHIA
CBEJIGHHWH, TMpPEeLyCMOTPEHHbIX ab3alleM ceabMBIM HACTOSIIEr0 IIYHKTA,
0 MpeACTaBI€HHA CBEACHUN O JajbHEHININX ONepalusax ¢ TaKuMHU
JIEKapCTBEHHBIMH IIpellapaTaMU IOJATBEpP>KIAeT JOCTOBEPHOCTH CBEJICHHUH,
CoepXaluxcsi B CHCTEME MOHUTOPHHIA, IIyTeM IMpeACTaBleHUs CBeIeHUH
B CHCTEMYy MOHHUTOPHHIA, MPEIyCMOTPEHHBIX NYHKTOM 7 mpuiioxkeHus Ne 3
K HactosmeMy ITonoxeHuro.

IIpu coBeplleHMHM TaMOXEHHBIX Ollepalliii 1pHU  TaMOXEHHOM
JeKJIapUpOBaHUHU M IIOMELIEHUH JIEKAPCTBEHHBIX MPENapaToB MOJi TAMOXXEHHYO
MpOLIeAYPY BBIITYCKa I BHYTPEHHEr0 OTpeOIeHUs TaMOXKEeHHBIN OpraH:

3anpalInBaeT B CUCTEME MOHUTOPUHTA CBEAESHUS O KOAE UJICHTUhUKAIIIN
WIM  KoAe  HIEHTU(UKAIUM  TPeTHYHOH  (TPaHCIOPTHOH)  YIAaKOBKH
JIEKAPCTBEHHOTO TIPENapaTa, B KOTOPOH HaXOIMTCS TAaKOH JIeKapCTBEHHBIM
npernapaT (B ciIydae BBO3a TpPETUYHOH  (TpPaHCIOPTHOH) YyNaKOBKH
JIEKapCTBEHHOTO Mpenapara HeIUKOM), JUIsl OCYLIECTBICHUS CBEPKH C TaHHBIMH,
yKa3aHHBIMU B TAMOXXEHHOH JIeKJIapalliy Ha JeKapCTBEHHBIHN npenapar;

nepefaeT B CUCTeMY MOHHTOPUHIA JaHHBIE O BHITYCKE JISi BHYTPEHHETO
noTpebsIeHUs IeKapCTBEeHHBIX IIPenapaToB.

Ilpu BHECEHWM W3MEHEHHIl B CBeJCHUS, yKa3aHHbIE B TaMOXEHHOU
JeKJIapallid Ha JEKapCTBEHHBIM IIpemnapar, B TeueHue 5 paboumx nHelt mocie
BHECEHHS HW3MEHEHHH B TaMOXXEHHYIO JeKJapaldi0 Ha JIeKapCTBEHHBIU
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mpenapaT TaMOXEHHBI oOpraH mepefaeT B CHUCTEMY MOHHUTOpPHHIA
CKOPPEKTHUPOBAHHbIE JaHHBIE O JIEKAPCTBEHHOM IIpernapare.

IIpu nepenade npaB COOCTBEHHOCTH B 30HE TaMOXEHHOTO KOHTPOJIS
Ha JIeKapCTBEHHBIE IIpenapaTsl, NOMEILIEHHBIE MOJ TaMOXEHHYIO IMpOLEAypY
TaMO)XEHHOTO  CKJIaJa, CcyObeKT oOpallleHUs JIeKapCTBEHHBIX CPEJCTB,
OCYILECTB/SIIOILIMM  BBO3  JIEKApCTBEHHBIX IpenaparoB B  Poccuiickyio
denepanyto, BTedyeHHe S5 paboymx [OHEHd C  AaTel O(bOpMJIeHI/IH
COOTBETCTBYIOIIIMX  JOKyYMEHTOB O Ilepefade  IpaBa  COOCTBEHHOCTH
Ha JIEKapCTBEHHBIE IIperapaTsl 10 IPEACTaBICHUS CBEJCHHM O JalbHEeWIINX
omepalusix C JIEKAPCTBEHHBIMU IpenapaTaMu IpPeNCTaBisAeT B CUCTEMY
MOHUTOPHHIA CBEIECHUA, IIPEAYCMOTPEHHbIE IYHKTOM 6 mpuioxeHus Ne 3
K Hactoswmemy Ilosoxenuro.

ITpu sToM cyOBEKT OOpalleHHs JIEKaPCTBEHHBIX CpPEICTB, KOTOPOMY
OCylIeCTBIEHa Iepefada IpaB COOCTBEHHOCTH Ha JIEKapCTBEHHBIM Npenapar,
MOMENIEHHBIN TI0J TaMOXXEHHYIO MPOIeAypy TaMOXEHHOTO CKJalla, B TCUEHHE
5 pabounx naHe# C aaThl O(OPMIEHHS COOTBETCTBYIONIHX JOKYMEHTOB
0 mepejave mpaBa COOCTBEHHOCTHU Ha JIEKapCTBEHHBIH IIpernapar U perucTpariu
B CHCTeM€ MOHMTOPHHIA CBEIEHHUI O MepeJaHHbIX JIEKAPCTBEHHBIX IperapaTax
110 TIpE/ICTABIICHHUs] CBEACHUN O JallbHEUIINX oIepalusX C JIeKapCTBEHHBIMH
mpenapaTaMyd  IIOATBEPXAACT JOCTOBEPHOCTh CBEACHUH, COIEpXKalUXCs
B CHCTEME MOHUTOPUHIA, O IPUHUMAEMBIX JIEKAPCTBEHHBIX IIpernaparax MmyTeM
IOpeJCTaBICHUS CBEACHUH B CHUCTEMY MOHUTOPHUHIA, NPEeIyCMOTPEHHBIX
nyHkroM 7 npuitoxenus Ne 3 x Hacrosuiemy [lomoxenuro.

[Ipy mepeMeleHHH JIEKapCTBEHHBIX [pernapaToB MeXAYy 30HaMH
TaMOXXEHHOT'0 KOHTPOJISI, OCYIIECTBIIIEMOM IOCie HPHOBITHUS JeKapCTBEHHEBIX
mpenapaTtoB B MECTO JOCTaBKH, OIpeJesieHHOe CcYyOBeKkToM oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIIONIUM BBO3 JIEKAPCTBEHHBIX IMPENapaToB
B Poccuiickyto ®Pepepanuio, B MeXIyHapOOHBIX TOBapHO-TPAHCIIOPTHHIX
JOKyMeHTaX, CyOBbeKT oOpalleHus JIEKApCTBEHHBIX CPEACTB, OCYIIECTRISFOIIHMA
BBO3 JIEKapCTBEHHBIX INpenapatoB B Poccuiickyro ®epnepaiuio, wid CyOBEKT
oOpalieHus JeKapCTBEHHBIX CPEICTB, KOTOPOMY OCYIIECTBJICHA Iiepeaada IpaB
coOCTBEHHOCTH Ha JICKApCTBEHHBIH Mpenapar, MOMEIEeHHBIH 101 TaMOXXEHHYIO
IIpOLEAYPY TAMOXEHHOIO CKJaJa, B TeUueHHe 5 pabouux IHeH C JaThl TaKOTo
nepeMeIeHyss N0 IPENCTaBIICHHs CBEIEHHH O JalbHEUINNX Ollepalusix C
JIEKapCTBEHHBIM IIpeNapaTroM IpeACTaBiseT B CUCTEMY MOHUTOPUHIA CBEJICHHUS,
IpelyCMOTPEHHBIE IIyHKTOM 8 IprutoxeHus Ne 3 x HactoswmeMy [lonoxxenuro.

CyOpekT oOpallleHHs JIeKapCTBEHHBIX CPEACTB, OCYIIECTBISIOIIUNA BBO3
JeKapcTBeHHBIX IpenapaToB B Poccuiickyro ®@enepanuio, HWId CyObeKT
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obpallieHus JTEKapCTBEHHBIX CPECTB, KOTOPOMY OCYIIECTBJIEHA Iepe/iada IIpaB
COOCTBEHHOCTH Ha JIEKapCTBEHHbIE IIpenaparhl, IOMEIIEHHbIE 10/ TAMOXKEHHYIO
IpoLeypy TaMOXXEHHOTO CKJlaja, B TeueHue 5 pabouux JHeld ¢ AaThl pelieHus
O BBIIIYCKe JIEKAPCTBEHHBIX INpenapaToB Uil BHYTPEHHEro IMOTpeOsIeHus,
IIPUHATOTO TAMOXXEHHBIMH  OpraHaMM, [0 IpPEeJCTaBICHHUS CBEACHUU
0 JalbHEHIIMX OllepallisixX C JIGKapCTBEHHBIMM IperapaTamMu IpelCTaBlseT
B CHUCTEMY MOHUTOPHUHIAa CBEIEHHS, MpPEIYCMOTpPEHHBIE MYHKTOM 9
npuioxeHus Ne 3 k HacToswmeMy [Tonoxenuto.

IIpu nmepemMeleHuyn JIeKapCTBEHHBIX IPEMapaToB U3 30HBI TaMOXXEHHOTO
KOHTPOJISI CyOBEKT OOpalleHUsl JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIOIIHH.
BBO3 JIEKapCTBEHHBIX IpenapaToB B Poccuiickyro ®eneparnurio, wWin CyOBEKT
oOpallleHHs JIEKApCTBEHHBIX CPEJCTB, KOTOPOMY OCYIIIECTBJIeHa Iepeaaya Mpas
coOCTBEHHOCTH Ha JIEKApCTBEHHBIE NTperapaThl, [IOMELEHHbIE 101 TAMOXEHHYIO
Mpoueaypy TaMOXXEHHOr'O CKJaja, B TeueHue 5 pabouux mHEH ¢ JaThl MPUEMKH
JIEKapCTBEHHBIX IIPENapaToB Ha (apMalleBTUUECKUN CKJIajy U 3aBepIIeHUS
TaMOXXEHHO! MPOLETyphl BBIITYCKa TOBapa Ul BHYTPEHHEro roTpebieHus (Ui
C JaThl pEeIlIeHHs O BBINNYCKE JIEKapCTBEHHBIX MNpenapaToB Jii BHYTPEHHETO
noTpebieHus, MNPUHATOTO TaMOXXEHHBIMM OpraHamH, IIpd TNPUMEHEHUU
Mpolexypbl YCIOBHOTO BBITyCKa TOBapoB) JO IPEACTaBICHUSI CBeICHUU
O JaJbHEHIIMX OIepalysX ¢ JEKapCTBEHHBIMU MpenapataMd IPeNCTaBIIAeT
B CHUCTeMYy MOHUTOpPUHIa CBEACHWs, [PEAYyCMOTPEeHHble ITyHKTOM 10
npuioxxenus Ne 3 k Hactosmemy Ilonoxxenuro.";

H) JONOJIHUTH TyHKTOM 37! CIIEIYIOIEro COJepKaHus:

"37!, ITpu ocylecTBIEHUH BBOJA B IpaKAaHCKMI 060pOT JIeKapCTBEHHBIX
npernapaToB, BBE3eHHBIX B Poccuiickyto PDepepaunio (3a HUCKIIOUYESHHEM
JIEKapCTBEHHBIX NPENapaToB, BBO3UMEBIX C TEPPUTOPUHM TOCYAApCTB - UJICHOB
EBpa3uiickoro 3KOHOMHYECKOTO COH03a), CYOBEKT OOpalleHus JIeKapCTBEHHBIX
CPeJCTB, OCYLIECTBIIAIOIINN BBO3 JIEKAPCTBEHHBIX MpenapaToB B Poccuiickyro
Qenepanuio, B TeyeHHe 5 pabouyumx OHEW C JaThl IPUEMKH JeKapCTBEHHBIX
npernaparoB Ha (apMaleBTHUeCKUH CKIIaJ U INpejacTaBieHHs B DefepalbHYIO
cnyx0y 1o Han3opy B cdepe 3IpaBOOXpaHEHHUS JOKYMEHTOB M CBeJCHHH,
MpeNyCMOTPEHHEIX  dHacThio 2 craThl  52'  DemepanbHOro  3aKoHa
"O6 oOpalleHdN JIEKapCTBEHHBIX CPEeACTB", O JIeKapCTBEeHHBIX mperaparax,
BBOJUMBIX B TpaXHaHCKURL 000pOT, WIH TOJYyYEHHUsS pa3pelleHus,
IPeAyCMOTPEHHOT0  dYacThio 7 cratbli 52'  (DenepanpHOro  3aKoHa
"O6 oOpalieHUM JIEKapCTBEHHBIX cpeACTB" (B ciydae BBO3a B Poccuiickyo
denmepaiyirto . MMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX [Ipernaparos),
OO0 TpeACTaBJE€HHs CBEACHUN O JaJlbHEHIIMX omepalusX ¢ TaKUMH
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JIEKapCTBEHHBIMH IpelapaTaMd MpeACTaBIsieT B CUCTEMY MOHHUTOpPHHIa
CBelleHHUs, MPELyCMOTPEHHbIe MyHKTOM 13 npuiioxeHuss Ne 3 K HacToOsILeEMY
[Tonoxenuto.";

0) MYHKT 38 U3NI0XXUTh B ClIeyIOIIeH peaaKIvu:

"38. IIpu BBO3e nekapcTBEHHBIX mpenapaTtoB B Poccuiickyro denepanuto
U3 TOCYJIapCTB - WIEHOB EBpa3uiicKOro 3KOHOMUYECKOTO CO03a JOMYyCKaeTCs
Npe/CTaBlIeHHE CBEJEHUM B CHCTEMY MOHMTOPUHIA CYOBEKTOM OOpalleHUs
JeKapCTBEHHBIX CPEACTB, OCYLUECTBISIOUIMM OTIPY3Ky JIEKapCTBEHHBIX

nperiapatoB B Poccuiickyro @enepanuio (majee - MNpsIMOM  MOPANOK
NpeACTaBlIE€HUs]  CBEINCHUN NpU BBO3€ JICKAPCTBEHHBIX IPENapaToB
B Poccuiickyro ®epepanuio U3 TrocynapctB - 4ieHoB EBpasuiickoro

HKOHOMHYECKOI'O COH3a), UM CyOBEKTOM 0OpallleHus IeKapCTBEHHBIX CPE/ICTB,
OCYIIECTBISIFOILMM TpHEMKY Ha (apMaleBTU4eCKUl CKJIaJ JIeKapCTBEHHBIX
IpenapaToB Ha TEPPUTOPUHU Poccuiickoit Oenepanuu
(manee - oOOpaTHBIH TOPSAOK TPEACTaBIEHUS CBEACHW TIPH BBO3E
JIeKapCcTBeHHBIX IpenapaTtoB B Poccuiickyro ®enepanuio U3 rocyaapctB -
4yIeHOB EBpa3zuiicKoro 3JKOHOMUYECKOTO COK03a).

Pemienne o BbIOOpe MpsAMOTO MOpsAAKA NpPEACTaBIEHUS CBEACHHH IpH
BBO3€ JICKAPCTBEHHBIX IIpenapaToB B Poccuiickyro denepauuio U3 rocy1apers -
4JIeHOB EBpa3MICKOro 3KOHOMHYECKOro Ccoro3a JHU00 00paTHOro mopsijaka
NpeacTaBIeHHsl  CBENGHMM IpH  BBO3€  JICKAPCTBEHHBIX  IIpenaparos
B Poccuiickyro ®Pepepaunio U3 TrocynapcTB - 4iIeHOB EBpasuiickoro
9KOHOMHUYECKOI'O CO03a IMpUHUMaeTcs cyObekTaMu oOpallleHUs JIeKapCTBEHHBIX
CPENCTB, NPEICTABISIFOIIUMU TaAKHE CBEJICHUS, CAMOCTOSITENBHO.

B ciryqae BbIOOpa npsAMoro nopsijka mpeacTaBlieHus CBEJCHNH MPH BBO3€E
JIeKapcTBeHHBIX InpenaparoB B Poccuiickyro Penepauuio u3 rocynapcrs -
yeHoB EBpa3sHiiCKOro SKOHOMMYECKOTO COK3a CYOBEeKT oOpalleHUs
JIEKapCTBEHHBIX CPEACTB, SBISIOMIMNACS Jep)KaTeleM MWIM  BaaAelbLeM
PETUCTPALIMOHHOIO YAOCTOBEPEHUS, WM IPEACTaBUTENBCTBO HHOCTPAHHOMN
opranuzauMid Ha Tteppuropun Poccuiickoit  ®enepanuu, sBISIOLIEHCS
Jep)xaresieM WM BIAAENIbLEM PErMCTPALUOHHOIO YIOCTOBEPEHHS, B TEUECHHE
5 pabounx OHEH ¢  [OaThl  OTIPY3KHM  JIEKAPCTBEHHBIX  MpenapaToB
B Poccuiickyto ®enepauuio U3 TrocygapcTB - wWieHOB EBpa3suiickoro
DKOHOMHYECKOTO COKO3a [0 TMpEACTaBIE€HUS CBEAEHUH O JajbHEeHIIUX
onepalusaXx ¢ TAKUMH JIEKapCTBEHHBIMH MpenapaTaMy NpeICTaBISIIOT B CUCTEMY
MOHUTOPHHIa CBEIEHUs, IpelyCMOTpeHHble MyHKTOM 11 npunoxxenus Ne 3
K Hacrosuemy IlonoxeHnuto.
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IIpu  sTOM  CyOBEKT  OOpallleHHs  JIEKapCTBEHHBIX  CpEACTB,
OCYIIECTRBJISIOIIMY IPHEMKY Ha (apMaleBTHYECKHH CKIaJ JIeKapCTBEHHBIX
npernaparoB Ha TeppurtopuH Poccuiickod ®epepanyy, B TedeHHe 5 pabodmMx
JIHEM C JaTbl IIPHEMKH JIEKapCTBEHHBIX MPENapaToB U PerucTpalid B CUCTEME
MOHUTOPHHIa  CBEI€HHH 00  OTrpy3Ke JIEKapCTBEHHBIX  IIPernaparoB
B Poccuiickyro @enepauuo H3 TrocymapcTB - uieHoB EBpasmiickoro
SKOHOMHYECKOTO COI3a JO0 I[IPEACTAaBICHHS] CBEJEHHH O JadbHeHIuX
omepauusax C TaKMMM JIEKapCTBEHHBIMU IIpelaparaMHd  IOATBEPKIAET
JIOCTOBEPHOCTH CBEICHUN, COAEPKAIMXCS B CHUCTEME MOHUTOPHUHIA, IIyTEM
TpeJCTaBIeHUA CBEJAEHMH B CHCTEMY MOHHUTOPHHIA, IPEAyCMOTPEHHBIX
nyHKToM 7 npunoxenus Ne 3 k HacrosmeMy IlonoxeHnuro.

B cnyuae BeIOOpa 00paTHOro moOpsjKa NPEACTABICHUS CBEJEHUH IpH
BBO3€ JIEKapCTBEHHBIX NpenapaToB B Poccuiickyio ®eepanuio 13 rocyaapcrs -
yieHoB EBpa3suiickoro 53KOHOMHMHYECKOTO COI03a CYOBEKT oOpalieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYINECTBIAIOIUNA MPHUEMKY Ha ¢apMalieBTUUEeCKUit
cKiIaj JIeKapCTBEHHBIX MpenapaToB Ha TeppHTOpuH Poccuiickoit ®epeparuu
npu BBo3e B Poccuiickyro denepanuio U3 rocyaapcrs - 4ieHOB EBpasuiickoro
SKOHOMHYECKOr0 COI03a, B TedeHHe S5 paboumx [JHell ¢ [arbl IPUEMKH
JIEKapCTBCHHBIX IPEMNapaToB A0 MpPEACTAaBICHHUS CBEACHUNH O OalbHEHITuX
omepanusXx ¢ TAKMMH JIEKAPCTBEHHBIMU IIpenapaTaMy NpPeACTaBISIeT B CUCTEMY
MOHHTOPUHIA CBEIEHHUs, IIPEAYyCMOTpPEHHBIE IYHKTOM 12 mnpuioxeHus Ne3
K HacTosieMy llonoxeHnuro.

IIpu aTOM CyOBeKT OOpallleHHs JIEKapCTBEHHEBIX CPENCTB, SBISIOLTUICS
IepxareneM MM BlafelblieM PErucTPalliOHHOTO YAOCTOBEpPEHUs, WM
MIpeACTaBUTENBLCTBO MHOCTPAHHOM OpraHu3alMy Ha Tepputopuu Poccuiickoit
denepanyy, ABIAIOLICHCS [epXaTeleM WIH BlIafelblieM pPerucTpallMOHHOTO
yIOCTOBEPEHHs, B TeYeHHe 5 paboumx JHEH C JaThl PErUCTpallid B CHCTEME
MOHHTOPHHIa CBENEHHH O IpueMKe Ha ¢apMaleBTUYeCKUid cKian
JEKapCTBEHHBIX IIpernapatoB Ha Tepputopuu Poccuiickoit ®eneparnuu
JO TpeNCTaBICHUSA CBENEHUH O JaJbHEUIIMX oOmepamusax ¢ TaKuMHU
JIEKapCTBEHHBIMHM IIpeliapataMi IOATBEPXAAlOT JIOCTOBEPHOCTh CBEACHHH,
colepKaluxcs B CHCTEME€ MOHUTOPHMHIA, ITyTeM IIpeACTaBJICHUS CBEICHUHN
B CHCTEMY MOHHTOPHHIA, IPEAYCMOTPEHHBIX ITyHKTOM 7 TpHiIoxeHUs Ne 3
K HactosmeMy [lonoxenuro.";

1) ZOIIOJHHUTH IyHKTOM 38' clieyrommero cofepx anus:

"38!. IIpu ocyIIecTBIEHHH BBOJa B IPaXKIaHCKHUIA 06OPOT TeKapCTBEHHbIX
IperiapaToB, BBE3€HHBIX B Poccuiickyro @enepanuio U3 rocyiapcTB - UJI€HOB
EBpa3uiickoro 3KOHOMHYECKOTIO COI03a, CyOBEKT OOpallleHus JIeKapCTBEHHBIX
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CPENCTB, OCYIIECTBISIOMMI IpHeMKy Ha (apMaleBTHYECKHH  CKIaj
JEKapCTBEHHBIX IIpernaparoB Ha TeppuTopuu Poccuiickoli ®epnepanuuy,
B TeueHne S5 paboumx JHeH <C JaTel IIpeACTAaBIEHUs [JOKYMEHTOB
M CBeJeHHM, MPEeAyCMOTPEHHBIX YacThIO 2 CTaTby 52! PenepanbHOro 3aKOHA
"O6 obpalieHnH JEKapCTBEHHBIX CpEACTB", O JIEKAPCTBEHHBIX IIpernaparax,
BBOJAMMEIX B TpaXIaHCkuii obopor, B DenmepanbHylo ciyxOy Mo Ham3opy
B cdepe 3IpaBOOXPaHEHHs WM IOJNYy4YEHHs pa3pellleHusi, IPefyCMOTPEHHOro
yacteio 7 crateu 52' ®enepansHoro 3akoHa "O6 06GpaIeHHH JeKapCTBEHHBIX
cpeacts" (B ciydae BBo3a B Poccuiickyto ®enepanyto IMMYHOOHOIOTHYECKAX
JIEKapPCTBEHHBIX IIPENaparoB), OO MpPEICTaBICHUs CBENCHHMH O JallbHEHIIMX
orepanusx ¢ TAKMMH JIEKapCTBEHHBIMH INpenapaTaMy IpPeAcCTaBiIseT B CUCTEMY
MOHHMTOPHHIA CBEJEHMS, NPENyCMOTpPeHHble IMyHKTOM 13 mnpunoxenus Ne 3
k Hactosmemy [Tonoxenuro.";

p) nyakt 40 mnocne cnoB "llpm ocylecTBIeHHMM arperupobaHus’
JIOIIOJIHWTh ~ CJIOBaMHU  "JEKapCTBEHHBIX INPENaparoB, WMEIOIUX OJIUH
ri100aIbHbIN UASHTU(DUKAITOHHBI HOMEp TOProBOM eMHULIBL,";

C) MyHKT 41 W310XXUTH B CIeAyIOIeH peJaKIiuu:

"41. Ilpu pacdopmuEpoBaHUHU TPETUIHOH (TPAHCIOPTHON) YIAKOBKH
JIEKapCTBEHHOIO  IIpemapara,  WU3BbSITHM  JIEKapCTBEHHBIX  IIPENapaToB
U3 TPETUYHOH (TpaHCIOPTHOIN) ynaKOBKﬁ JIEeKapCTBEHHOro Ipemnapara,
JIOIIOJIHUTEILHOM  BJIOXKEHHWH JIEKapCTBEHHBIX MpPENnaparoB B TPETUUYHYIO
(TpaHCIIOPTHYIO) YIAKOBKY JIEKapCTBEHHOro Ipernapara CyObeKT oOpallieHus
JIEKapCTBEHHBIX CPEJCTB IIPEACTaBAseT B CHUCTEMY MOHUTOPHUHIA CBEICHHI,
MIpeyCMOTPEHHbIE ITyHKTaMH 2 - 4 mnpunoxeHus Ne5 K HacTodlneMmy
ITono)xeHHro, 1O NMPE/ICTaBIEHUS CBEIEHUN O JaJbHENUIINX ONepaluix ¢ TAKUMHU
JEKapCTBEHHBIMU IpenapaTaMH WM TPeTUYHOM (TpaHCIOPTHOM) YIaKOBKOH
JIEKapCTBEHHOIO IIpernapara.”;

T) B yHKTe 44:

B ab3ale NmepBOM cjioBa "(manee - MPAMOU MOPSAJIOK HpPenCTaBICHUS
CBeJleHMI)" 3aMEHHUTh cJIoBaMM "(Janee - IpsMOM IOPANOK NpEeICTaBIICHHS
CBelleHHMii mpH O00OpOTe JIEKapCTBEHHBIX IpenaparoB)" u cioBa "(maiee -
OOpaTHBIN MOPANOK INPEJCTAaBICHUS CBEACHUH)" 3aMeHMTh ciloBaMu "(nanee -
o6paTHBIN MOPANOK IpeJCTaBICHUs] CBeIEHHH NIpu 000pOTe JIEeKapCTBEHHBIX
npenapaToB)";

ab3a1lpl BTOPOH U TPETUH U3JI0KUTH B CIEAYIOLIEH pelaKIUU:

"PemeHre o BbIOOpe MPSMOro MOpsAKa IpPE/CTaBlIeHUs CBEACHUN IIpU
000poTe JICKapCTBEHHBIX IIpeNapaToB NTH00 0OpaTHOI'O NOPAAKA IIPEACTABIICHHS
CBeJleHHI NpH 000POTe JIEKAPCTBEHHBIX MPEnapaToB NPUHUMAETCS CyObeKTaMu
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oOpalleHus JIEKapCTBEHHBIX CPEICTB, NPEICTAaBISIOIMMH TakKHe CBE/CHHS,
CaMOCTOSITEJIBHO.

B ciyuae BpIOOpa MpSAMOrO IOpsAKa IpPeICTaBIeHHsS CBEJECHUH IpH
00opoTe JEeKapCTBEHHBIX MperapaToB CyObeKT oOpalleHus JeKapCTBEHHBIX
CPEeJICTB, OCYIIECTBISAIONIMNA Iepefady JEKapCTBEHHBIX IIPENapaTroB IPYroMy
CcyOBeKTy oOOpallleHHs JIEKapCTBEHHBIX CPEACTB B paMKaX IPaXIaHCKO-
IIPaBOBBIX OTHOLICHWH, B TeueHHe 1 pabouero nHs ¢ GakTU4eCKOH JaThl
OTIPY3KH JICKapCTBEHHBIX IIPENapaToB IPeACTaBIsIeT B CUCTEMY MOHUTOPHHIA
CBEJIeHMS, IIPEIyCMOTpPEHHBbIE IMyYHKTOM 2 IpuioxeHns Ne 6 Kk HacTosulemy
[Monoxenuro.";

B ab3are uerBepToM ciioBa "5 pabouux [AHeH" 3aMEHUTH CJIOBaMH
"1 pabouero nHA",

a03all NATHIN U3I0XKHUTH B CIIEAYIOIIEH pedaKiuu:

"B cnydae BeIGOpa oOpaTHOro mopsika IpelCTaBIeHUs CBEICHUWH IpH
00opoTe JIEKapCTBEHHBIX MpenapaTroB CyOBEKT oOpalleHus JeKapCTBEHHBIX
CPEJICTB, OCYLIECCTBILAIOUIMN NIPUEMKY JE€KapCTBEHHBIX IIPEeNnaparoB OT IpPyroro
cyObekTa OOpalieHHs JeKapCTBEHHBIX CpEICTB B paMKaxX T'PaXXIaHCKO-
IIPaBOBBIX OTHOILIEHUui, B TedeHue 1 pabodero OHA C OaThl IIPUEMKHU
JIEKapCTBEHHBIX ITperapaToB IpeACTaBISIET B CUCTEMY MOHHTOPHHTA CBEICHHS
0 TMPUHATHIX JIEKApPCTBEHHBIX IpelapaTaX, NpeIyCMOTPEHHbIE ITyHKTOM 3
nputoxerus Ne 6 k HacrosmeMmy [Tonoxenuro.";

B abzaie miectoM cioBa "S5 pabouux [JHeH" 3aMEHUTh CJOBaMH
"1 pabouero gus";

y) B myHkTe 44

" n

B ab3ale IepBoM cioBa "moamyHKTamu "A" u "e" 3aMeHUTH ClIOBaMU
"moagmynkTamu "r", "a", "x" - "u";

IOTIOJIHUTE a03aLeM CIeYIOLIEro Co/IepPKaHus:

"Ilopsimok  IHpeAcTaBleHUs CBeAGHUM o0 BbeIBoge u3  oboporta
JIEKapCTBEHHBIX IIPeNapaToB, yKa3aHHBIX B a03alle IepBOM HACTOSIIEIO ITyHKTa,
yTBépchlaeTc;I MunnctepcTBoM 3apaBooxpanenus Poccuiickoit Genepanun.”;

) HOMOTHUTE MyHKTOM 44° ClIe/IyIOlIero CoNepKaHus:

"442, CyObekT ofpalieHus JIeKapCTBEHHBIX CPEACTB, BBITOIHSIOMNN
GYHKUMM TI0O ayTCOPCHUHTY TIpH Iepefade cyOwnekTam  oOpalneHus
JIEKapCTBEHHBIX  CPEJCTB, OCYILUECTBISAIOIIMM  OTIYCK  JIEKapCTBEHHBIX
npenaparoB OeCIUIaTHO WM CO CKUAKOW II0 pelentTy Ha JeKapCTBEHHbIE
IpenapaThsl, JIEKApCTBEHHBIX IIpeNapaToB, 3aKylaeMbIX Il oOecledeHHs
rpakiaH 3a C4eT CPEACTB (enepanbHOro 6romkera U (MIN) CPeICTB OIOIKETOB
cyonsekToB Poccuiickoit denepanuu, B TedeHue 1 pabodero OHs ¢ GaKTHIECKOH

"
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JaThl OTIPY3KH JICKApCTBEHHBIX IIPENapaToB IpEACTAaBIIeT B CHCTEMY
MOHHMTOpPUHIA  CBEACHUS, IMPelyCMOTPEHHble MyHKTOM 6 mpuinoxeHus Ne 6
K HacToseMy [lonoxeHuro.

ITpu 3TOM  CyOBEKT  OOpaleHus  JEeKapCTBEHHBIX  CPEJCTB,
OCYIIECTBIIIOMMM TIPUEMKY TaKHX JEKapCTBEHHBIX IpenaparoB, B TEYEHHE
1 paGodero nHS ¢ JaThl NPUEMKH JIEKapCTBEHHBIX MIPENapaToB M PErMCTPaLUU
B CHCTEeME MOHHUTOPUHTa CBeICHHA 00 OTTPYKEHHBIX JIEKapCTBEHHBIX
npernaparax 0 NpeJCTaBICHUs CBEACHUN O NaNbHEHIINX ONEpalMIX ¢ TaKUMH
JIEeKapCTBEHHBIMU IIpenapaTamMy IIOATBEPXKIAET JOCTOBEPHOCTBb CBEIECHUH,
COJIepKallluXxcsi B CHCTEME MOHUTOPHHIA, IIyTeM IPEICTABICHHUS CBEICHUH,
IpelyCMOTPEHHBIX IyHKTOM 4 rnpuioxenus Ne 6 k HactosmeMy [lonoxenuro.";

X) IyHKTHI 46 1 47 W3NOXUTH B CIEAYIOLEN peaaKIuHU: '

"46. CyOBbekT oOpallleHHsl JIEKapCTBEHHBIX CPEJCTB, OCYIHECTBIISFONIUA
BEIBOJI M3 000pOTa JIEKAPCTBEHHBIX IIPENaparoB (3a HCKIIOYEHHEM BBIBOJA M3
obopoTa JeKapCTBEHHBIX I[IpernaparoB IIyTeM BBIBO3a paHee BBE3CHHBIX
B Poccuiickyto ®Denepaluu JIeKapCTBEHHBIX MpeNaparoB, YHUYTOXKEHUS
JIEKapCTBEHHBIX IpenapaToB, ITOMEIIEHHBIX II0J TAMOXXEHHYIO MPOLEAYPY
YHHUYTOXXEHHs, BBIBO3a JIEKQPCTBEHHBIX IperapaToB, MapKUPOBaHHBIX
CpelcTBaMH  HIeHTHGUKaUWH, 3a Ipelnensl TaMOXEHHOH TeppUTOPHH
EBpa3uiickoro 3KOHOMHYECKOTO CO0l03a, IIOMEIIEHHBIX II0J TaMOXXEHHYIO
npoLenypy O9KCIIOpTa, WM Mepefadyd Ha YHHYTOXEHHE paHee BBEACHHBIX
JIeKapCTBEHHBIX IpernapaToB B TIpaXAaHCKUH O0O0OpOT Ha TEPPUTOPHHU
Poccuiickoii  ®epepauuu), B TeueHue S pabounx JgHeH C  Aarhl
COOTBETCTBYIOIIEH ONEpalliy UK C JaThl IPUEMKHU JIEKapPCTBEHHBIX IPENapaToB
Ha QapManeBTUYecKuii cknag (Ipu BBIBOAE U3 000OpOTa JieKapCTBEHHBIX
IIpenapaToB B 30HE€ TaMOXEHHOTO KOHTpPOJIA) MPEACTAaBISET B CHUCTEMY
MOHHUTOPHHIa CBEIEHHS, NpEeIyCMOTpPEHHBble MyHKTOM 1 mpmioxeHus Ne 4
K HacrosieMy llonoxenunro.

47. CyopexT oOpallleHHs JIEKapCTBEHHBIX CpPEACTB, OCYILIECTBIIAIOLINM
BEIBOJ W3 000pOoTa JIEKAapCTBEHHBIX IpemnapaToB IMyTeM YHHUYTOXECHHS
JIEKapCTBEHHBIX IIpeNapaToB, IIOMEINEHHBIX 10 TaMOXEHHYIO IIPOLENYPY
VHUYTOXEHHsI, BBIBO3a JIEKapCTBEHHBIX IpenapaToB, MapKHPOBaHHBIX
CpeaCTBaMM HACHTH(HKAIUM, 32 Ipeaeiasl TaMOXXEHHOH TeppHUTOpUH
EBpa3uiickoro 3KOHOMHMYECKOIO COI03a, IIOMELICHHBIX HOJA TaMOXEHHYIO
MpoLenypy JKCIIOpTa, "npencraBnﬂe_T B CHUCTEMY MOHUTOPHMHIA CBEICHUS,
IIpeyCMOTpeHHbIe IIYHKTOM 2 npuiokeHus Ne 4 k HactosdmeMmy Ilonoxenuro,
B TeueHue 5 pabounx AHEH ¢ AaThl COOTBETCTBYIOUIEN onepanuu.";
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1) B myHkTe 49 crnosa "nyHkToM 9 npunoxxeHus Ne 3" 3ameHUTH cioBaMu
"myakToM 2 npuioxeHus Ne 4";

4) B ITyHKTHI 50 ¥ 51 U3JI0XKUTH B CIENYIOIEH PETaKLIAN:

"50. I'lpu ocylecTBIEHUH MOBTOPHOTO BBOJAa B 0OOPOT JIeKapCTBEHHBIX
npernapaTtoB (3a HCKIIOYEHHEM JIEKapCTBEHHBIX IIPENaparoB, CBEIEHUS
0 BBIBOJIc M3 000OpOTa KOTOPBIX IIPEACTaBIe€Hbl B CHCTEMY MOHUTOPHHIA
B COOTBETCTBHHU C IMyHKTOM 44' nHacrosmero ITonoxeHus) cyGbekT obpareHus
JeKapCTBEHHBIX CpEJICTB, paHee OCYIIeCTBUBIIMII BbIBOJ M3 00opoTa
JIEKapCTBEHHBIX IIPENapaToB WM BBINIYCK TaKWX JIEKAPCTBEHHBIX IpPENapaToB
BHe TeppuTopun Poccuiickoii @enepaiuu (B ciiydae BbIBO3a paHee BBE3CHHBIX B
Poccuiickyro @enepaiyu JeKapCTBEHHBIX INpPENapaTroB), B TeueHHe S5 pabouux
JHEeH C JaThl COOTBETCTBYIOWIEW ONepaluy MpeACTaBiIseT B CUCTEMY
MOHHUTOPHMHIA CBEACHHS, NPEIyCMOTpEeHHble IYyHKTOM 14 mnpumioxenus Ne 3
K HacToseMy llonoxenuro.

IMopsimox mnpejncTaBieHUs CBEJEHUM O IOBTOPHOM BBOJE B 000pOT
JIeKapCTBEHHBIX IIpenapaToB, yKa3aHHBIX B ab3alle BTOpPOM ITyHKTa 44!
HacTosimiero IlosnoxeHus, yTBepxkaaeTcss MMHHCTEPCTBOM 3[paBOOXpaHEHUS
Poccuiickoit denepanuu.

51. CyOpexThl obpaleHus JIEKapCTBEHHBIX CPEJCTB, OCYIIESCTBILIOUINE
PO3HHUYHYIO  TOPIOBJIIO  JIEKApCTBEHHBIMH  IIperapataMd M OTIYCK
JIEKapCTBEHHBIX IIPENIapaTOB €O CKHAKOM II0 pElenTy Ha JEKapCTBEHHBIE
npemnapartbl, MapKHPOBaHHBIX CpEJICTBAMH HISHTHU(UKALUY, IPEACTaBISIOT
CBeJeHHS O BBIBOJE U3 000pOTa JIeKapCTBEHHBIX IIPEapaToB ¢ UCIOIE30BaHUEM
KOHTPOJIbHO-KaCCOBOM TEXHUKH.

[Tepenaua uHpOpMaMM B CHUCTEMY MOHHUTOPHUHTa O JEKapCTBEHHBIX
mpernaparax, BbIBEAEHHBIX U3 000poTa cyObeKTaMu 0OpallieHus IeKapCTBEHHBIX
CPEICTB, HE IPUMEHSIONIMU KOHTPOJIBHO-KaCCOBYIO TEXHUKY
WIM  TPUMEHSAIOIIMMHA  KOHTPOJIBHO-KaCCOBYIO  TE€XHHKY B  pEXHME,
He npedycMaTpHUBarolieM o00s3arenpHON Nepedadd (PUCKaJbHBIX JIOKYMEHTOB
B HaJIOTOBBIE OpraHbl 4epe3 oleparopa (UCKaIbHBIX [aHHBIX, B CIydasX,
ycraHoBNeHHBIX DenepansHeiM 3akoHOM "O INpUMEHEHHMH KOHTPOJIBHO-
KacCOBOH TeXHWKM IIPU OCYLIECTBJIEHUU pacueToB B Poccuiickoit ®@enepannn’,
TIPOM3BONUTCS TAaKUMH CyObeKTaMu oOpallleHHsl JIeKapCTBEHHBIX CpeICTB
C HCIIONB30BaHNeM (DYHKI[MOHAIA CHCTEMBI MOHMTOPHHTA.

CyObekTsl OOpalieHus JEKapCTBEHHBIX CPENCTB, OCYIIECTBIIIONINE
MEIMIMHCKYIO JAESTeNBHOCTh U BBIBOJ M3 000pOTa JIEKapCTBEHHBIX IIpernaparoB
IpH OKa3aHUM MEIUIMHCKONH IIOMOINM, a TaKXe CyOBeKTHl oOpaleHus
JIEKapCTBEHHBIX CPEICTB, m‘nycxaronmé JIeKapCTBEHHBIE TIpernapaThl 6ecIyiaTHO
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[I0 pelLenTy Ha JEeKapCTBeHHbIE IpernapaTsl, NpPeACTaBISIOT WHPOPMALUIO
B CHCTEMY MOHHTOPHHIa O BBIBOAE M3 00OpOTa JEKapCTBEHHBIX IMpErapaToB
IyTeM OTITyCKa JIeKapCTBEHHBIX IIpenaparoB OeCIIaTHO IO pelenTy Ha
JIeKapCTBEHHBIE MpenapaTsl WIK OTIIyCKa P OKa3aHUU MEIUIIMHCKON MOMOIIH
C HCIIOJIb30BaHHEM PETUCTPATOPOB BBHIOBITHS, IMPEACTABIIEMEIX OIEPAaTOPOM
CHCTEeMBI MOHUTOPHHTA.

OcHamenne  cyOpekToB  oOpallleHusT  JIEKApCTBEHHBIX  CPEICTB,
OCYIIECTBISIONUX BBIBOA K3 000pOTa JIEKapCTBEHHBIX IpEenapaToB IIpH
OKa3aHWM MEIHMIMHCKOM TOMOINM WM IyTeM OTIycKka OecriaTHO
JIEKapCTBEHHBIX IIPENapaToB [0 peUeNTy Ha JIeKapCTBEHHBbIE IIperaparsl,
perucTpaTopaMM  BBIOBITUS ~ OCYLIECTBIAETCS  ONEPAaTOPOM  CUCTEMBI
MOHMTOpDHMHIa Ha 0€3BO3ME3JHOH OCHOBE. B mensx Takoro OCHAIeHUs
CyOBEKTH OOpAaIlleHHs JIEKAPCTBEHHBIX CPEACTB 3aKIIOYAlOT ¢ OMEepPaTOpOM
CHCTEMBl MOHHTOpPWHIa JOTOBOPH, B TOM YHCIE COAEpKallue YCIOBHUS
IIpeIOCTaBIeHUs] TAKOro 00OpYNOBaHMS U €ro PeriaMeHTHOro 0OCIyKUBaHUs
Ha 0e3BO3ME3THOM OCHOBE. _

TumoBast ¢opma Takmx JOTOBOPOB YTBEpXKAaeTcsi MHIHUCTEPCTBOM
IPOMEIILIEHHOCTH U Toprosiid Poccuiickoin ®enepanu.

B ciayvae HepaboTOoCIoCOOHOCTH peructpaTopa BBIOBITHS,
MOATBEP)KICHHOM yBelOMJIEHHUEM, HAIpaBisieMbIlM CyOBeKTOM oOpalleHus
JIEKapCTBEHHBIX CpEJCTB ONEepaTopy CHCTEMBl MOHMTOPHHIA, Iepefada
CBeJlcHUH O BBIBOJE M3 000pOTa JIEKapCTBEHHBIX MpernapaTtoB IIyTEM OTITyCKa
JeKapCTBeHHBIX INpernaparoB OecliuaTHO MHIM OTIyCKa IpU OKa3aHUU
MEIUIMHCKON MOMOIIM Ha IIEPHOJ BOCCTAHOBIEHUS pPaboOTOCIOCOOHOCTH
WM 3aMeHBl perucTpaTropa BHIOBITUSI OCYIIECTBISETCS CyOBEKTOM oOpalleHus
JIeKapCTBEHHBIX CPENCTB C  HCIONb30BaHHEeM (yHKIHMOHAJa CHCTEMBI
MOHHUTOpPUHTA.";

II1) yHKT 52 JONOMHUTH ab3aleM CIeAYIOIIEro CoOAepKaHus:

"KOppeKTHpOBKa CyOBEKTOM OOpallleHHs JeKapCTBEHHBIX CPEIICTB paHee
HalpaB/IEHHBIX KM CBEJE€HHH B CHCTEMYy MOHHUTOPHHIAa O I[epefade
JIEKapCTBEHHOIO IIpernapara ApyromMy cyOBEKTy oOpallleHHs JieKapCTBEHHBIX
CPENCTB C IOATBEP)KAECHHUEM TaKOH KOPPEKTHUPOBKH CyOBEKTOM oOOpalieHus
JIeKapCTBEHHBIX CPEACTB, KOTOPOMY II€pelaHbl TaKue JeKapCTBEHHBIE
mpenaparsl.";

1) B ITYHKTE 54:

B ab3aile nepBoM cioBa "u PenepanbHON ciayx00i 1o Hanzopy B chepe
3PAaBOOXPaHEHUs" UCKIIFOYUTH;

JOTIOTHUTH ab3aliaMu CIeayIOIEero COaep KaHus:
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"IIpu aTOM oOjnanarereM HHQOpMaluy, coAepxkalledcs B CHCTEME
MOHUTOpHUHTA, sBiseTcs Poccuiickas ®epepauus. IIpaBomouus obnamarens
uHbOpMalMM, coJepXallelics B CHCTeME€ MOHHUTOpPHMHIa, OT HMEHH
Poccuiickoit @enepanuu ocylecTBiasseT MUHHCTEPCTBO 31paBOOXpaHEHUS
Poccuiickoit @enepanuu. O6nanarens nHGOPMAITHH, CoAepKaIleiics B CUCTEMe
MOHHTOpPHHIa, obecrneynBaeT KOHQHUIECHIMAILHOCTS, Takod uHbopMauy,
3a WCKIOYeHHeM wuHbopMmaluu, oTHeceHHOU IIpaBurTenscTBoM Poccuiickoit
®enepannd K oOIEAOCTYIHON HHpOpMaLKH.

OnepaTop  CHUCTEMBI  MOHUTOPHUHIA  OCYWIECTBIAET  JEWCTBHS
Cc WHpOpMaIMeHn, comepXKalleiics B CUCTEME€ MOHUTOPHHIA, WM pa3peliacT
OCYILIECTBIIEHHE TaKWX AEUCTBMH B Ipelenax HONHOMOYHi, yCTaHOBJIECHHBIX
denepaTbHBIMH 3aKOHAMH U IIPUHMMAaeMbIMH B COOTBETCTBHH C HMMHU HHBIMU
HOpMAaTMBHEIMHU IIpaBOBBIMH akTamu Poccuiickoil ®enepanyu, B TOM 4ucine
HactosamuM Ilonoxenuem.";

BI) B HoAmyHKTe "O" myHkTta 55 cmoBa "cyObekra oOpamieHwus
JIEKapCTBEHHBIX IIpernapaToB" 3aMEHUTh cJIoBaMU '"cCyObekTa oOpalieHus
JIEKapCTBEHHBIX CPEACTB";

9) MyHKT 57 JONOJHUTH clloBaMH ", a TakXke K HH(OpMallui, OTHECEHHOH
[IpaButensctBOM Poccutickoit @enepanuu K o01e10cTyITHOM HHpopMamn'";

10) paznein VII nononHuTe myHKTaMu 571 -57° CIIEIYIOLLIETO COJICPIKAHUS:

"57'. DMHUTEHTY CpelCTB  HISHTHDHKALMH, 3aperdCTPUPOBAHHOMY
B CHCTeME MOHHUTODHMHIAa U IpEACTaBUBIIEMY CBEIEHHUS B CHUCTEMY
MOHHTOPUHIa O HAaHECEHHM CpeACTB HACHTUUKAIUU Ha  YIAKOBKH
JIEKApCTBEHHBIX IIPENaparoB, MOMHUMO CBEICHUM, YKa3aHHBIX B IyHKTe 57
Hactosmmero [lonoxeHus, obecreynBaercs NOCTYN K HHOOPMAIMH O CEPHIX
W TMapTHSIX TaKWX JIEKapCTBEHHBIX IpenapatoB B 4YacTH HHQOpMAIH
0 BIajeNblaX JIGKAPCTBEHHBIX NpernapaToB U HUX KOJUYECTBE IO Bcell uenw
' ITIOCTaBKHU WM OTTPY3KH.

57%. T1oTpeGHUTENsIM JTeKapCTBEHHBIX MPENapaToB 06eCIeYHBAETCS JOCTYII
k wuHbopmanuy, oTHeceHHoN IIpaBurensctBoM Poccuiickoii ®enepanuun
K 00IIeI0CTYHOM HHPOpMAIIH.

57°. DeneparbHBIM OpraHaM HCIIOJNHHTENBHOH BIACTH B  IENSX,
ompeneneHHbIx ~ HactosmuM  [lonoxeHuweM, — obOecreumBaercss — JOCTYI
K CIIEYIOIIUM CBEACHUSM:

a) uHpopMaus 0 cyObekTax oOpalleHHs JIeKapCTBEHHBIX CpPEACTB,
0 JIEKapCTBEHHBIX IIpelapaTrax U ux obopoTe, HeoOxonumas AJS BBIIOITHEHUS
3a7a4 U OCYIIEeCTBIEHUS (GYHKIHMH, BO3JIOXKEHHBIX Ha (enepanlbHble OpraHEI
HCIIOJIHUTEILHOM BIIACTH, B LENAX, ONPEAEICHHBIX HacTOSIIUM [lonoxeHnewm;
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6) craTucThyeckas HHGOpMAIUs O JIEKApCTBEHHBIX Ipenaparax M HX
obopore;

B) uH(popManus, otHeceHHas [IpaButenscTBoM Poccuiickoit denepaunu
K 00IIeOCTYITHOM UH(pOpMAIH.

57%. Cocras uHpopMaluy, cojepxauielicss B CHCTEME MOHHUTOPHHTIA,
JOCTYI K KOTOpPOH obecrednBaercs (defepalbHbIM OpraHaM MCIIOIHUTEIBHON
BJIACTH, OIIpPEIENseTCs B corIameHusXx 00 HHPOPMaIMOHHOM B3aMMOIEHUCTBUN,
3aKJIIOYEHHBIX OIIEPaTOPOM CHCTEMBI MOHUTOpPHHTA ¢ (elepabHBIMU OpraHaMu
HCHOJHUTEIbHON BiIacTh WU MHHHCTEPCTBOM 3ApaBooxpaHeHus Poccuiickon
depepanuu. ’ '

57°. GenepanpHOil ciyxkOe Ho Ham3opy B cdepe 3ApaBOOXPAHEHMS
obecreyuBaeTcsl JOCTyn K HHGOpMalMH, COAEpXKallehdcss B CUCTEME
MOHHUTOPHUHTA, B LEJAX:

a) OCYIIECTBICHUS KOHTPOJIS COOMIOACHHUS MEIUIIMHCKUMH pabOTHIUKaMH,
PYKOBOJUTEIISIMHU MEIIMIMHCKUX  OpraHu3alui, bapmaleBTUIECKUMU
pabOTHUKaMHM H PYKOBOJHMTEJSIMH AaNTEYHBIX OpraHU3alMid OrPaHUYEHUH,
HNpUMEHSEeMbIX K HUM IIpH OCYILECTBJIECHUU NPO(PECCHOHANBHON IeATEIbHOCTH
B COOTBETCTBHU C 3aKOHOAATENbCTBOM Poccuiickoit @enepanyuy,

0) OCyIIECTBIEHUS TOCYAapCTBEHHOTO KOHTposs (Hamgzopa) B cdepe
oOpallleHHs JIEKapCTBEHHBIX CPEAICTB;

B) IPOBEJEHUS MOHHUTOPUHTA AacCOpTUMEHTa U LeH Ha >XWU3HEHHO
HeOOXOIUMBIE Y BayKHEHIIINE JIeKapCTBEHHBIE Mpenaparsl;

I') OCYLIECTBICHUS B YCTAHOBJIEHHOM IIOPSAKE IMPOBEPKU NEATENbHOCTH
MEOULIMHCKAX M aIlTeYHBIX OpraHu3allvii, OopraHu3alliii ONTOBONM TOPIroOBJIU
JIEKapCTBEHHBIMU CPEACTBaMM, JAPYTUX OpraHU3aluii U UHANBUIYaJBHBIX
IpeANpUHUMATENEH, OCYIIECTBIISIOIINX JesTeNIbHOCTD B ctepe
3IpaBOOXpaHEHUS. .

57°. demepanpHOi  HamoroBoit  ciyxGe  obecreuMBaeTcs — AOCTYII
K MHGpOpMALIVH, COAEpXKaIIEcs B CHCTEME MOHUTOPHHTA, B LEJISIX:

a) OCYIIECTBICHUS KOHTPOJIS M HaA30pa 3a MPaBHWIBHOCTHIO UCHUCIIEHNUS,
'[IOJITHOTOM ¥ CBOEBPEMEHHOCTBIO BHECEHHS B COOTBETCTBYIOUIUMH OHOIKET
6romxeTHOM cucteMbl Poccuiickoii denepannu Hajloros u cOOpoB, a B cliydasx,
IpeqyCMOTPEHHBIX  3aKoHojaarenbcTBoM  Poccmiickoir  ®epepauuu, -
38 MPaBWJIBHOCTBIO HMCUUCIEHUS, MOJHOTOM M CBOEBPEMEHHOCTBIO BHECEHHSA
B COOTBETCTBYIOIIHM OrOKeT MHBIX 00s13aTeIbHbIX IIIaTeXeH;

6) KoHTpoNa cobMmoneHNs TpeOOBaHUN K KOHTPOJIBHO-KacCOBOM TeXHUKE,
HOpsiIKa U YCIIOBUH €€ perucTpalliy U IPUMEHEHHUs;
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B) KOHTPOJSA y4eTa BBIPYYKH ACHEXHBIX CPEACTB Y IOPHUAMYECKUX JIUL
¥ MHAWBUIYAJIbHBIX IPEeANpUHUMATENEH;

I') OCYILIECTBIEHUS KOHTPOJBHBIX MEPOIPHUATHH, BKIIOYas KaMepalbHbIe
U BbIC3HBIE TIPOBEPKH.

57". denepansHO  TaMOXeHHOH ciyx6e obecHedydBaeTcs  JOCTYI
K HH(OpMAaLIUH, COIEPKALIEHCs B CUCTEME MOHUTOPHHTIA, B LIETSIX 0OecTeyeHus
IpeayCMOTPEHHBIX 3aKOHOAaTenbCTBOM Poccuiickoil denepanyu MOJIHOMOUYUN
[0 OCYIIECTBIEHUIO TAMOXEHHOIO KOHTPOJS 3a MNPOAYKUUEH, BBO3UMOH
B Poccuiickyro ®enepanuio, B TOM 4YHUCJIE TaMOXXEHHOTO KOHTPOJISI TOCIE
BEIITyCKA TOBApOB, a TAaKXe KOHTPOJIS 34 IPaBUIBHOCTBIO HCYHUCICHHUSA
1 CBOCBPEMEHHOCTBIO YIUIAThl TAMOKEHHBIX MOLUIMH, HAJOroB, ClELUaIbHBIX,
AHTHIEMITHHIOBBIX KOMIIEHCAlIMOHHBIX MOIUIMH M UHBIX IUIaTeXel, B3MMaHue
KOTOPBIX BO3JIOKEHO HA TAMOXXEHHbIE OPraHbl.

578, denepaibHON ciyxoe roCy1apCTBEHHOU CTaTUCTUKHU
obecreynBaeTCs JOCTYNl K HWHGOpMaluH, coAepxaileidcs B cHCTEME
MOHHMTOPDHHTA, B Lenix o0ecleueHusi OCYIeCTBIeHUsS (yHKUUHA 1O
(GOpMUPOBaHHIO OQUIUATBHON CTaTUCTUYECKOW MH(OPMALUHM O COLMANBHBIX,
SKOHOMUYECKUX, AEMOTpapUUECKUX, IKOJOTHUECKUX U APYTHX OOIIECTBEHHBIX
npoueccax B Poccuiickoit ®denepanum.

57°. GemepanbHONl  aHTHUMOHOMONBHOM  clyx6e  obecreunBaeTcs
JOCTym K uHOQOpMalMM, COJep)Kalleiics B CHUCTeMe MOHUTOPHHTIE,
B LENSX OCYIIECTBIEHUSI TOCYJapCTBEHHOTO KOHTPOJs 3a COONIoJeHuEM
aHTHMOHOIIOJIBHOIO 3aKoHOoAaTelibeTBa B Poccuiickon Penepanun.”;

1) JOTIOJIHUTE MYHKTOM 60 ClIeIyIOILLEero coaepKaHus:

"60. OnepaTop cucTeMbl MOHUTOPUHTA B ciydyae cOOsi B CHCTEME
MOHHMTOPHUHTIA, NOBJIEKIIEro 3a coOOH OTKa3 B MpUeMe CBeIEeHUH OT CyOBEeKTOB
obpallieHnsl JIEKAPCTBEHHBIX CPEICTB O COBEPILEHHBIX ONEpalysX, pa3MellaeT
Ha O(MIIMAJIEHOM caifTe oneparopa CUCTeMbl MOHUTOPUHIAa B UH(OPMAIIMOHHO-
TEJeKOMMYHHUKAaLIMOHHOM ceTy "MHTepHeT" cieayrolue CBeIeHUS:

a) uHpopMauuss o cboe He mo3gHee 4 YacOB C MOMEHTa €ro
BO3HUKHOBEHHS,

6) napopmanyst o0 yCTpaHEHUH MPUUUH cOOSl U BOCCTAHOBJICHUH IMOJHOM
paboTOCIIOCOOHOCTH CHUCTEMBI MOHMTOPHHIA He Mo3AHee 4 4acoB C MOMEHTa
BOCCTAQHOBJIEHUS] TIONTHOH  paboTOCIIOCOOHOCTH  CHUCTEMBl  MOHHTOpPWHTA
C YKa3aHHeM IIPOJOJDKUTENBHOCTH OrpaHU4YeHHUs B ee paboTe.".

3. B npunoxenun Ne 1 x ykazanHoMy [lonoxxenuto:

n.n

a) MyHKT 3 TOMOJHUTh NOAIYHKTaMH "3" - "1" clelyloniero cogepxanusi:
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"5) HAUMEHOBaHUe CyObeKTa oOpalleHus JeKapCTBEHHBIX CpEACTB,
OCYIIECTBIISAIONIEr0 CTaINI0 MIPOU3BOACTBA FOTOBOH JIeKapCTBEHHOM (OPMBIL;

10) KOJl HaJlororuiaTeNnbllka cyObekTa oOpallleHdus JeKapCTBEHHBIX
CPENICTB, OCYILECTBISIONIETO CTaAMIO NMPOU3BOACTBA FOTOBOM JIEKAPCTBEHHOM
(GbOpMBI B CTpaHE PETUCTPALIUH;

1) CTpaHa perucTpanum cyObekTa oOpallleHHs JIEKapCTBEHHBIX CPENCTB,
OCYILIECTBIISIOLLETO CTaIUI0 IIPOU3BOCTBA FOTOBOM JIEKapCTBEHHOM (HOpMEL.";

0) B myHKTE 6:

B ab3ale nmepBoM cinoBa 'moicucTeMbl "MOHMTOPUHI KadyecTBa
JIEKapCTBEHHBIX CPEACTB", "BPEMEHHOM " U "BPEMEHHOI0" UCKIIIOYUTD;

"n_n

B MIOAMYHKTE "a" cJ0Ba "BpeMEHHbIN" U "BPEMEHHOI'0" UCKIIOYUTH,

B MTOAMYHKTE "I CJIOBO "BpeMEHHOI0" UCKIIIOYHUTS;

B IMOANYHKTE "A" cjoBa "BpeMEHHOM" U "BPEMEHHOr0" UCKIKOYUTH;

B) JOTIOJIHUTH NYHKTaMK 6' - 6 CIIEYIOIIEro coaepKaHus:

"6'. 3 cHcTeMbl MOHHTOPHMHIA B LIEJAX MOJATBEPKICHUS HOCTOBEPHOCTH
CBEJIEHUH, MpeACTaBIsieMbIX CyObeKTaMU oOpallleHHs JIEKapCTBEHHBIX CPENCTB
B denepanbHylo ciyxOy mo Hang3opy B cdepe 3ApaBOOXpaHEHHs NPU BBOJE
JeKapCTBEHHBIX IpernapaToB B TpaxAaHCKUH o0opoT, mepenarorcs B
aBTOMATH3UPOBaHHYIO MHGbOpMaIMoHHYI0 cucteMy DenepaibHOU Cityx OBl MO
Haz30py B cdepe 3ApaBOOXpaHEHHS Cledylollue CBeJeHHS O TaKuX
JIEeKapCTBEHHBIX ITpernaparax:

a) NICHTU(UKAIMOHHBIE ~ HOMEp  HajJororiareipllidka  cyObeKTa
oOpalreHusl JIEKapCTBEHHBIX CPEJCTB, OCYyIIeCTBUBIIEro (acoBKy (yNakoBKY)
JIEKapCTBEHHBIX MPENapaToB BO BTOPUYHYIO (IOTPEOUTENBCKYIO) YMAaKOBKY
JIEKapCTBEHHOI'O Mpenapara (a Ipu ee OTCYTCTBUH - MEPBUYHYIO YIAKOBKY
JIeKapCTBEHHOI'0 IIpenapara) NpH IPOU3BOACTBE JIEKAapCTBEHHOIO Ipenapara
Ha Tepputopun Poccuiickoii @exgepanuyd WIM  OCYLIECTBHUBLIETO BBO3
B Poccuiickyro ®@enepannio 1 TaMOXXEHHOE [AEKJIapUpPOBAaHUE JEKAPCTBEHHOIO
mpernapara B Clyd4ae BBOJAQa B TIPaXJAaHCKUH O0OpOT JeKapCTBEHHOTO
npenapara, IpOU3BeIEHHOIO BHE TeppuTOopuH Poccniickoil Penepanuy;

6) HauMeHoBaHue cyOBeKkTa oOpallleHusi JIEKapCTBEHHBIX CPEJICTB,
ocymiectBuBLIero  ¢acoBKky  (YMakoBKY)  JIEKAPCTBEHHBIX  IpernapaTroB
BO BTOPHYHYIO (NOTPEOUTENBHCKYIO) YIMAKOBKY JIEKapCTBEHHOrO Ipernapara
(a mpu ee OTCYTCTBHHM - NEPBHYHYIO YIIaKOBKY JIEKQPCTBEHHOI'O Ipernapara)
Npy TNPOU3BOACTBE JIEKAapCTBEHHOIO Mpernapara Ha Tepputopuu Poccuiickoii
Qenepanii MM OCYILECTBUBLIErO0 BB03 B Pocculickyto @Penepanuro
H TaMOXX€HHOE NEKJIapHpOBaHHE JIEKAPCTBEHHOIO MpemnapaTa B ciiydae BBOJA
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B TPaXIAHCKUH OOOpPOT JeKapCTBEHHOro Tperapara, MpPOU3BEIeHHOTO
BHe Tepputopuu Poccuiickoit ®enepanuu;

B) CBEIEHUsI O JIEKapCTBEHHOM Ipenapare, IOJ[yueHHble B paMKax
OIMCaHMs JIEKAPCTBEHHOIO NIpernapara B CUCTEME MOHUTOPHHTAa B COOTBETCTBUU
¢ nyakToM 33 IlonoxeHus o cuicreMe MOHUTOPUHTA JBUXEHUS JIEKAPCTBEHHBIX
pernaparoB IS MEIULIMHCKOTO HpUMEHEHUs, YTBEPXKIECHHOTO
nocraHoBieHueM IlpaBurensctBa Poccuiickoit ®enepaimun ot 14 nmexabps
2018 . Ne 1556 "OO6 ytBepxnmeHun IlonoxkeHus O CHUCTeMe MOHUTOPHHIa
JBIDKEHUS JIEKAPCTBEHHBIX NIPENapaToB i1 MEAULMHCKOTO MPUMEHEHHUA

I') HOMep HPOU3BOACTBEHHOU cepuy;

1) 00bE€M NIPOU3BOACTBEHHOM CepuH;

e) JaTa ymakoBKH ((hacoBKH) JIEKApPCTBEHHOIO IpenapaTa BO BTOPHYHYIO
(moTpeOUTENBCKYI0) YNAaKOBKY JIEKAPCTBEHHOIO Mmpemnapara (a mpu ee
OTCYTCTBMUM - IIEpBHYHYIO YNAaKOBKY JIEKapCTBEHHOrO Iipemaparta) IpH
POU3BOJCTBE JIEKAPCTBEHHOI'O IIpernapara Ha TeppuTopuH Poccuiickoit
Oenepanuy;

K) HOSHTU(UKALMOHHBIA HOMEpP HaJIOroIUiaTeNbliKa COOCTBEHHHKA
JIEKapCTBEHHOI'O IIpernapara IIPU KOHTPAKTHOM (MOAPSOHOM) NPOM3BOJCTBE
JIeKapCTBEHHOI'O Ipenapara Ha Tepputopuu Poccuiickoit @enepanny;

3) HAUMEHOBaHHUE cOOCTBEHHMKA JIEKapCTBEHHOT O npenapara
NpH KOHTPAKTHOM (IIOAPSAHOM) IPOU3BOJCTBE JIEKAPCTBEHHOIO IIpernapara
Ha Tepputopuu Poccuiickoit ®denepanmy;

W) JaTa pPErucTpalM¥ TaMOXXCHHOM [eKJlapalluM Ha JIeKapCTBEHHBIN
npemapaT B CIy4Yae BBOJA B IPAXXIAHCKUH OOOpPOT JIEKapCTBEHHOIO INpernapara,
npou3BeleHHOro BHe Teppuropuu Poccuiickoin ®exnepauuu;

K) perucTpaluOHHBIA HOMEp TaMO>XEHHOU JeKJIapalu Ha
JEKapCTBEHHBIM IIpenapar B Cly4dae BBOJAa B TIpaxIaHCKUH o0opoT
JIeKapCTBEHHOI'O IIpernapara, NPOU3BEIEHHOIo BHe TeppuTopuu Poccuiickoit
®enepanuy;

J) NaHHBIE O BBINYCKE IJI1 BHYTPEHHEro NOTpeOJNeHHS JeKapCTBEHHOIrO
npernapara B CIy4ae BBOJAA B TIPAXIAHCKUI OOOpPOT JeKapCTBEHHOIO
npemnapara, IpOM3BEIeHHOr0 BHe TeppuTopuu Poccuiickoit denepauuu.

6> Us aBTOMaTU3UPOBaHHOU HH(pOPMaATMOHHOW cHrcTeMbl PemepaibHON
CIy>KOBI IO Han3opy B cdepe 3ApaBOOXpaHEHHS B IENSAX MOATBEPKIACHHUS
JIOCTOBEPHOCTHU CBEJECHHUH O BBOJIE JIEKAPCTBEHHBIX NMPENapaToB B MPa’KIaHCKUN
000pOT B CHCTEMY MOHUTOPHHIA NNPENICTABISIOTCS CJIEIYIOLINE CBEACHUS:
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a) jara perucTpanuu CBECHHUI B aBTOMaTH3HPOBAaHHOM
unpopMmaimoHHoi cucteme OenepanpHol Ccinyx0pl MO Ham3opy B chepe
3/[PaBOOXPAaHEHUS,

0) pEKBHU3UTHl 3allAC O JIEKApCTBEHHOM Iperapare, BBOIUMOM
B pakJaHCKuil 00OpOT, B aBTOMAaTHU3UPOBAaHHON WHGPOPMAlLMOHHON cHCTeMe
denepalbHOH CITyXOBI IO HA30PY B chepe 31paBooXpaHeHMS;

B) IMIOOANBHBIN  HWIACHTU(QUKAIMOHHEI HOMEpP TOProBOM  €IHUHHIIBI
BBOJHMMOTI0 B IPXIAHCKHH 000pOT JIeKapCTBEHHOTO TIperiapara,

') HOMep MPOU3ZBOJACTBEHHOW CEpHH BBOIMMOIO B IpakIaHCKU 000pOT
JIeKapCTBEHHOTO IIpenapara;

1) KOJTAIECTBO BTOPUYHBIX (ITOTpeOUTETHCKHX ) YIaKOBOK
JIEeKapCTBEHHOTO Iperapara (a IpH HUX OTCYTCTBUU - IEPBUYHBIX YIIAKOBOK
JIEKapCTBEHHOT'O TIperapara), BBOAUMOTO B IpaXKAaHCKUN 060poT;

e) Homep paspeweHus DenepanbHO cnayXObl MO Ham3opy B cdepe
3[paBOOXpaHEHUS Ha BBOA B TIpaxJaHCKui obOopoT (B cliydae BBOJa B
rpakIaHCKHH 000pOT HIMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOT O IpenapaTa);

K) HICHTU(DUKAIIMOHHBI ~ HOMEp  HAJOTOIUIATENbINKa  CyOBeKTa
obpalleHus JTeKapCTBEHHBIX CPECTB, OCYIIECTRISIONIEr0 BBO JIEKAPCTBEHHOTO
npenapara B IpaKJaHCKUH 000pOT.

6. I3 cHCTeMBl MOHHTODHHIa B LEIAX OOECIEUeHHS OCYIIECTBICHHS
¢enieparbHOro rocyJapCTBEHHOTO HaZi30pa B cdepe oOpalleHus JIeKapCTBEHHBIX
IpernapaTtoB Ui MEOUIMHCKOro mnpuMeHeHHs @exepanpHol cioyxO6oii
II0 Haa30py B cdepe 34paBOOXpaHEHHUs IMepefaloTcs B aBTOMAaTH3UPOBAHHYIO
uHdopMaIoHHyl0 cucteMy ®enepanbHoi cinyxOpl Mo Ham3opy B cdepe
3MpaBOOXpaHEHHs ClENyIolle CBeAeHHS 00 YHHYTOXEHHH JIeKapCTBEHHBIX
IpenaparToB:

a) JaTa BHECEHHs CBEeICeHUI B CUCTEMY MOHHUTOPHWHra 00 YHUYTOXEHHH
JIEKapCTBEHHOTO Ipernapara;

0) uneHTUGUKAUUMOHHBIT  HOMEp  HaJOroIvaTeNblIMKa  cyObekTa
oOpaiieHHss  JIEKapCTBEHHBIX  CPEJCTB,  OCYIIECTBHBLIErOo  mepenady
JIeKapCTBEHHOTO Iperapara Ha YHHUTOXEeHHe,

B) HAIMEHOBaHHE CyOBeKTa OOpallleHHs JIeKapCTBEHHBIX CpPEJCTB,
OCYILIECTBUBIIETO Iepeaady JIeKapCTBEHHOTO IperapaTa Ha YHU4TO)XXEHHUE;

r) HAeHTU(QUKALMOHHBIH HOMEp HaJoroIuiaTeNblllika OpraHHU3alliuy,
OCYILECTBUBIIEH YHUYTOXXEHUE JIEKapCTBEHHOTO MIpernapara,;

1) HAUMEHOBaHHE  OpraHMU3allid,  OCYIICCTBUBIICH = YHHYTOXXEHHE
JIEKapCTBEHHOTO IIpernapara;
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€) agpec OpraHM3alldd, OCYLIECTBUBIIEH YHHUYTOXXEHHE JIEKApPCTBEHHOTO
npenapara;

) pEeKBU3UTBl aKkTa 00 YHUYTOXXEHUU JICKapCTBEHHOIO IIpemapara
(mata u HOMeED);

3) CBeJEHMUs O JIEKQpCTBEHHOM IperapaTe, IOJYYeHHBIE B paMKax
ONKCaHMs JICKAPCTBEHHOr'0 IIpenapara B CUCTEMe MOHUTOPUHIA B COOTBETCTBHH
¢ myHkroM 33 TlonoxxeHusa o cucteMe MOHUTOPUHTA JBHKEHUS JIEKapCTBEHHBIX
IIpenapaToB JUIS METUITUHCKOTO IIPUMEHEHUS, YTBEPKJIEHHOTO
nocraHoBieHueM IlpaButensctBa Poccuiickoit ®depepanuu ot 14 nexabps
2018 r. Ne 1556 "O6 yrBepxknmenuu llonmoxxeHHs O CHCTeMe MOHUTOPHHIA
JBHKEHUS JICKapCTBEHHBIX IIpernapaToB JyIsi METUIIMHCKOTO IpUMeHeHu "

1) CIIOCO0 YHUYTOXEHUS;

K) JaTa YHUYTOXKECHHS,;

) IpUYMHA K OCHOBAaHME IIepeladyd JIEKapCTBEHHOro IIpernapara
Ha YHUYTOXEHHe.".

4. B mpunoxxenuu Ne 3 k ykazanHomy [lonoxxenuto:

a) B IIyHKTe 1:

B MOJIITYHKTE "6" (3 (6):%:1 "UeHTUOUKAITMOHHBIN HOMED -
HaJIororiaTeNbIlyKa" 3aMeHUTh CJI0BOM "HeHTH(uKaTop";

MOMIYHKT "B" NpHU3HATH yTPAaTUBLIUM CHILY;

B IIOJIITYHKTE "o cJIoOBa "HreHTUPUKAITMOHHBIN HOMeEp
HajlororiateyapliyuKa’ 3aMeHUTh CIOBOM "uieHTHdHuKaTop";

0) MyHKT 2 H3JI0KUTH B CIEYIOIIel penaKIun:

"2. CyOBeKThl OOpallleHusl JIEKapCTBEHHBIX CPEACTB ITOCIE 3aBepIIeHHS
CTaJ¥M BBIIYCKAIOIIErO0 KOHTPOJIS KadecTBa M MPENCTaBICHUS JOKYMEHTOB
U cBefeHMi B PemepanbHyIo ciiy>k0y IO Ham3opy B cdepe 3apaBOOXpaHEHUS
IIPE/ICTABIISIIOT B CHCTEMY MOHUTOPHHTA CIEAYIONIYI0 HHOOPMALIMIO O BHITIYCKE
rOTOBOM  IHPOAYKIMH B  OTHOIIEHWH KaXIOH  TOProBoH  eIHHHUIIBI
JIEKapCTBEHHOI'O IIpelapara, IIpOM3BENEHHON Ha Tepputopuu Poccuiickoi
Penepauuu:

a) mata CoOBEpIlIEHUs Ollepaliu;

0) uneHTHGUKATOp CyOBekTa oOpalleHHs JIeKapCTBEHHBIX CpEJICTB,
OCYILECTBIAIOIIETO PETUCTPALIUIO CBEIEHUI O BBIITYCKE TOTOBOM MPOAYKIINY,

B) PEKBU3HUTHl 3allCH O JIEKapCTBEHHOM IIpenapaTe, BBOAMMOM
B TpaaHCKMH 00OpOT, B aBTOMaTH3MPOBaHHON HMHGMOPMALMOHHON CHUCTEME
denepanpHoil cnyx0Obl 1O Hag3opy B cdepe 3apaBooxpaHeHus (mara
U BHYTPCHHUH UIACHTU(DUKATOP);
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r) Homep paspeutenuss PenepanbHOil cny)Obl MO Ham3opy B cdepe
3IpaBOOXpPAaHEHMS Ha BBOJ B TpaXJaHCKuUi o000poT (B cliydae BBOAa B
rpaxJaHCKUI 000pPOT UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO Mpernapara);

1) KoA  UIACHTUGHMKAUMKM WM KOJ  HIACHTHOUKALUMH  TPETHYHOM
(TpaHCHIOPTHOM) YNaKOBKH JIEKapCTBEHHOIO MpernapaTta, B KOTOPOW HaXOIUTCS
BBIIYLIEHHBIA B OOOpPOT JIeKapCTBEHHBIM TMpemapar (B ciydae BBIIyCKa
TPETUYHOH (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO TMperiapaTta MenuKom).";

B) IIYHKT 3 M3JIOXKUTH B CIEAYIOLIEH pelaKiuu:

"3. CyOBexThl OOpallleHHs JIEKapCTBEHHBIX CPEACTB IPH 3aBepIIeHUH
NPON3BOJCTBEHHON cTaur (hacoBKM (YMAKOBKH) JIEKAPCTBEHHBIX IMPETapaToB
WIM 3aBEPLIEHHMH MapKUPOBKH YINAaKOBOK JIEKAPCTBEHHBIX IperapaToB
CpencTBaMH HJEHTUGUKAMM Ha TaMOXXEHHOM CKIaje B COOTBETCTBHH
¢ ab3aiieM BTOpEIM ITyHKTa 4 [lonoxkeHHss 0 cUCTeEMe MOHUTOPHWHTA JBHKEHHS
JIEKapCTBEHHBIX MPENapaToB Ul MEAMIIMHCKOTO MPUMEHEHHS, yTBEPXKIECHHOIO
noctanoBieHueM IlpasButensctBa Poccuiickoit ®enepaunu ot 14 nmexabps
2018 1. Ne 1556 "O6 ytBepxxaeHuu IlonoxeHHs O CUCTEME MOHUTOPHHIA
IOBYKEHUS JIEKAPCTBEHHBIX IpenapaToB M MEIUIMHCKOTO TpPUMEHEHHS "
(nanmee - IlonoxxeHue), NPEACTABIAIOT B CUCTEMY MOHHUTOPHHTA B OTHOIICHUH
Ka)XJIO# TOPrOBOM €AWHHLBI JIEKAPCTBEHHOrO TMpernapara, IPOU3BEIeHHON BHE
tepputopuu Poccuiickoit @enepaliiuy, CleIyrouryro HHHOPMALHUIO:

a) 1aTa COBEPIICHHUS OTICPaLIHH;

0) uneHtupukatop cyObekTa OOpalleHHs JEKapCTBEHHBIX CpEJCTB,
SIBIISIIOLLETOCH nep)KaTenem WIN BIIaJieJIbLieM PErUCTPALMOHHOIO
YIOCTOBEPEHMUS, MIIH IIPENCTaBUTEIBCTBA CYOBEKTA OOpallleHUs JIEKAPCTBEHHBIX
cpenctB Ha Tepputopuu Pocculickoit ®denepauuy;

B) HACHTUGUKATOp CyObeKkTa oOpallleHusl JIeKapCTBEHHBIX CPEJNICTB,
OCyLIeCTBILIOIEro  (acoBky (YyNakoBKYy) JIEKapCTBEHHBIX  MpPENapaToB
BO BTOPHUYHYIO (IIOTPEOUTENBCKYIO) YNAKOBKY JIEKAPCTBEHHOI'O Iperapara
(a mpH ee OTCYTCTBHH - IEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO Mperapara);

r) UIeHTHQUKATOp CyObeKTa oOpallleHus JIeKapCTBEHHBIX CPENCTB,
OCYIIECTBJISIOILEr0 IPOU3BOACTBEHHYIO CTQJMIO BBIYCKAIOIIETO KOHTPOJIS
Ka4yecTBa;

1) robGanbHBIA HACHTU(UKALMOHHBIM HOMEDP TOPrOBO €IMHHMIIBI,

€) HOMED IIPOU3BOACTBEHHON CEpUH JIEKapCTBEHHOTO NIpemnapara;

) [1aTa MCTEYEHUs CPOKa FOAHOCTH JIEKapCTBEHHOTO Mperapara;

3) KOJl TAMOXXEHHOT'O OpraHa M pPerucTpallMOHHBIH HOMEp TaMOXXEHHOTIO
ckiaza (IIp¥ MapKMpPOBKE YIIAKOBOK JIEKAPCTBEHHBIX IpernapaTroB CpelCcTBaMH
UaeHTA(DUKALMY Ha TAMOXEHHOM CKJIajie);
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1) KOI WIACHTU(UKANNUH, TPUCBOCHHBIH BTOPHYHOM (MOTPEOUTENHCKOI)
yIaKkoBKe JIEKapCTBEHHOro Ipernapara (B cliyuyae ee OTCYTCTBUS - MEepBUYHOU
yIaKoBKe JJIEKapCTBEHHOIO [penapara);

K) nHopMaLug 00 UCIIONIb3yeMOM YCTPOHCTBE PETUCTPALIU SMUCCUU.";

r) HOTIOJHUTh MYHKTOM 3' CIe/ly[OLIEro CONep/KaHMs:

"3!, Cy6beKThl 06pallleHNs JIeKapCTBEHHBIX CPEACTB IIPU OCYIIECTBICHHH
MapKUpPOBKHU YIAKOBOK JIEeKapCTBEHHBIX npenaparos cpeAcTBaMu
HAeHTHQUKAMH HAa TAMOXEHHOM CKJIaZle B COOTBETCTBUHU C ab3alieM BTOPHIM
nyHkta 4 IlojioxeHuss NpeACTaBISIOT B CUCTEMY MOHUTOPHMHIA CleIyIOLIYIO
WHGOPMALIHIO:

a) uaeHTUGUKaTop cyObekTa oOpallleHHsl JIEKApCTBEHHBIX CPENCTB,
SIBJISIFOLLETOCS nepkaTenem W BJIaJIeTIbLIEM PETUCTPALMIOHHOTO
yIOCTOBEPEHMS!, WIIH IIPEICTaBUTENBCTBA CyOBeKTa 0OpallieHus JTeKapCTBEHHBIX
cpenctB Ha Tepputopun Poccuiickoit enepanuu;

0) laTa COBEPILEHHUS ONepalluy;

B) I100aNBbHBIN HIEHTU(PUKALMOHHBIA HOMED TOPTOBOM €TUHHUIIEI;

I') KO TaMO>X€HHOT0 OpraHa M perucTpallMOHHBIA HOMEDP TaMOXEHHOIo
CKJaJa, Ha KOTOPOM OCYIIECTBJIIETCS MapKUpPOBKa YTAaKOBOK JIEKAPCTBEHHBIX
rperapaToB CPeACTBAMHU HACHTU(UKALMK B COOTBETCTBMH C ab3alieM BTOPHIM
nyHkTta 4 [lonoxenus;

1) Koapl UIeHTU(PUKAIHH. " ;

JI) MYHKTHI 4 - 7 U3JI0KHUTH B CIICAYIOIICH pelaKIIuH:

"4. CyObpeKkThl OOpallleHHsl JIeKapCTBEHHBIX CPEICTB IPU 3aBEPIICHUU
OTTPY3KM JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepauuio uiam nocne
nepenayd CBEICHUH O MAapKUPOBKE YIMAKOBOK JIEKAPCTBEHHBIX IpenapaToB
CpelCTBaMHU HMJEHTHU(HUKAMM Ha TaMOXEHHOM CKJaJe B COOTBETCTBUH
c abzauneM BTOppIM IyHKTa 4 IlonoxeHusT MpPENCTaBISIIOT B CHCTEMY
MOHHMTOPHHIA CIEAYIOIyI0 HHGOPMAIMI0 B OTHOIIEHHH Ka)XKIOHW eIHHHUIIBI
JIEKapCTBEHHOI'O IIpenapara:

a) Jlata COBEPIIEHUS ONlepalliy;

0) unenTuukarop cybbekTa oOpalleHHs JeKapCTBEHHBIX CpPEICTB,
SIBJISIFOLIETOCS JiepKaTesnem U BJIAJENbLIEM PErucTpalluOHHOTO
yIOCTOBEPEHUs, WIIH NIPEACTaBUTEILCTBA CyOBeKTa 0OpallieH!s JIeKapCTBEHHBIX
cpenctB Ha Tepputopuu Poccuiickoil ®denepanuuy;

B) ACHTH(UKATOp CcyObeKkTa OOpalleHHs JeKapCTBEHHBIX CPENCTB,
SIBJISIFOITIETOCS IIPOIABLIOM JIEKAPCTBEHHBIX MPENapaToB;
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r) uaeHTuGuKaTop cyObekTa oOpalleHHs JIEKapCTBEHHBIX CPEJCTB,
SBJISIIOLIETOCS  IIOKyIaTeleM JIeKapCTBEHHBIX TIpernapaToB B Poccuiickoit
dengepauuy;

1) TUTI JOTOBOpA;

€) PeKBU3UTHl IIEPBUYHOIO JOKYMEHTa, SBIAIOIIETOCS OCHOBaHHEM
IUIsL OTIPY3KH JIEKapcTBEHHOro npemnapata B Poccuiickyro ®enepanuro;

’K) KOZ TaMOXXCHHOI'0 OpraHa U PerHCTpallMOHHBEIA HOMep ckiafa (ampec
MecTa HaxXOXJEHHs TOBapa COIVIACHO TaMOXEHHOH HeKjIapaliii Ha TOBaphl,
3a UCKJIIOYEHMEM Cilydass MapKHPOBKH YIAKOBOK JIEKapCTBEHHBIX IIPENapaToB
CpeICTBaMH HJIEHTHU(HKAIMM Ha TaMOXEHHOM CKJIaae B COOTBETCTBHH
c ab3anieM BTOpBIM nyHKTa 4 [TonoxeHus);

3) KOI  MIOCHTHQUKAIMKM WIA KOA HACHTUQHKAUUH  TPEeTHYHOM
(TpaHCIIOPTHOM) YNMaKOBKHU JIEKapPCTBEHHOI'O Ipenaparta, B KOTOPOM HaXOMMUTCS
3TOT JIEKapCTBEHHBIH Ipenapar (B ciydae OTTPY3KH TPETHYHOH (TpaHCIIOPTHOIM)
yIaKOBKH JIEKAPCTBEHHOTO IIperapaTa LEeTHKOM).

5. CyOBeKTsl oOpallileHUsl JIeKapCTBEHHBIX CPEACTB IPH OCYINECTBJIECHUH
BBO3a IIPEACTABIAIOT B CUCTEMY MOHHUTOpPHMHIA CJEAYIOUIYI0 HHPOPMAIHIO
B OTHOLIEHUY KaKIOH €UHUIIBI JIEKapCTBEHHOIO Mpernapara;

a) ZaTa COBEPIICHHS OIEPALIHK;

0) uneHTHdUKaTOp cyObekTa OOpalleHHs JeKapCTBEHHBIX IMpPeNaparos,
OCYILIECTBJISIOIIETO  BBO3 JIEKAPCTBEHHBIX IpermapaTtoB B  Poccuiickyro
denepanuio;

B) KOJI TAMOXKEHHOI'O OpraHa M PerucTpalliOHHBIM HOMep ckiana (ampec
MECTa HaxO0XAEHHs TOBapa COIVIaCHO TaMOKEHHOM JeKiapallii Ha TOBaphbl),

I) HiIeHTUGHUKATOp CyObekTa OOpanleHHs JIeKapCTBEHHBIX CPENCTB,
SIBJISIFOIIETOCS IIPOAABIIOM JIEKAPCTBEHHBIX NIPEIapaToB;

1) TUIT JOTOBODPA;

€) PEeKBU3UTEl NEPBHYHOrO OKYMEHTa, SBJISIOLIETOCS OCHOBAHHMEM IS
BBO3a JIEKAPCTBEHHOTO mpenapara B Pocculickyro @enepauuro (ata U HoMep);

K) nIeHTH(HUKaTop CcyObekTa oOpalleHus] JIeKapCTBEHHBIX CpEICTB,
SIBJISIFOIIETOCS JiepKaTeneM 15810 BIIAJEIbIEM PETUCTPALIMOHHOTO
YAOCTOBEPEHHS, WM IIPENCTaBUTEIBCTBA CyOBeKTa OOpallleHHs JIeKapCTBEHHBIX
cpencts Ha Tepputopun Poccuiickoit ®enmepanum (B ciiydae BBO3a
JIeKapCTBEHHOIO npenapara B Poccuiickyro Penepanyiio cyoreKToM 00 patieHust
JIEKApCTBEHHBIX CPEACTB, HE SABIAIOUIUMCA JepXaTeleM WIH BIaIesibleM
PETUCTPAIIIOHHOTO Y IOCTOBEPEHMUS ),

3) KO ~HMASHTUGHUKAMKM WM KO  UACHTUGUKAIMKA  TPETHYHOM
(TpaHCIIOPTHOM) YIaKOBKM JIEKapCTBEHHOTO Iperiapara, B KOTOPOH HaxXOIUTCS
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STOT JIEKapCTBEHHBIN Ipemnapar (B ciiydyae BBO3a TPETHYHOH (TpPaHCHOPTHOMN)
YIIaKOBKH JIEKapCTBEHHOT0 Tpernapara HeJIMKOM ).

6. CyOBexThl oOpallleHrsl JEeKapCTBEHHBIX CPEICTB, OCYIIECTBISIOIINE
nepefady J€KapCTBEHHBIX IIpenapaToB, IIOMEINEHHBIX IO TaMOXXEHHYIO
Ipoleaypy TaMOXXEHHOrO  CKJaja, JpyroMy coOCTBeHHUKY (CMeHa
COOCTBEHHHKA), IPEJICTaBIAIOT B CHCTEMYy MOHHUTOPHHTA CIEIYIOIIYIO
MH(}OPMALMIO B OTHOLICHUH KKJOU eJMHHUIIBI JIEKAPCTBEHHOTO Mpernapara;

a) laTa COBepILEeHUs Olepaliy;

0) uneHTHdUKaTOp CcyOBEeKTa OOpamleHHs JEKAapCTBEHHBIX CPEICTB,
OCYIIIECTBIISIOIIETrO fiepefady JIeKapCTBEHHBIX IIPeapaToB;

B) HIeHTUUKATOp cyObeKTa OOpalleHuss JIEKapCTBEHHBIX CPEICTB,
OCYIIECTBIIAIOIIET0 PUEMKY JIEKapCTBEHHEIX IIPeNapaToB,;

I') pEKBU3UTHl TMEPBUYHOIO MJOKYMEHTa, SBJISIONIETOCS OCHOBaHHEM
IUIs TiepeJiady JIEKapCTBEHHOTO Iperapara (ata U HoMep);

) KON  HUOeHTU(UKAIUM WIH KOX HIASHTUGUKALMH  TPETHYHOU
(TpaHCIIOPTHOI) YNaKOBKH JIGKAPCTBEHHOIO TpenapaTa, B KOTOPOH HaXOMHUTCSH
3TOT JIEKapCTBEHHBIN IIpernapar (B cilydae Iepefadd TPETUIHOH (TpaHCIOPTHOM)
yIIaKOBKH JIEKAPCTBEHHOTO Iperapara IeTHKOM).

7. Cy6bexThl oOpalleHus JIEKapCTBEHHBIX CPEACTB IIPH TIOITBEPKICHHN
CBEeJIeHHI 00 OTIpy3Ke MM O BBO3€ JIEKApCTBEHHOTO Ipernapara B Poccuiickyio
Qenepanuio, WIH NpHUEMKe Ha (apMaleBTUYECKHH CKIad JICKapCTBEHHOTrO
npernapata Ha Tepputopud Poccuiickoit PDenepanmu, Wi TNepenadye IpaBa
coOCTBEHHOCTH Ha JIEKApCTBEHHEIHN npernapar, MOMEIIeHHBIH M0 TAMOXEHHYIO
opoueqypy TaMOXEHHOIO  CKJaja, Ipu TOATBEPXKICHWH  CBEJECHHH,
colep)KalllUxcs B CHCTeME€ MOHHUTOPHHIA, TMpPEACTaBISIOT B  CHCTEMY
MOHHUTOPHHIa CIEAYIOIyI0 HH(GOpPMAalMIO B OTHOIICHHH KaXIOH €TUHHUIIBI
JIEKapCTBEHHOIO IIpernapara: ‘

a) JlaTa COBEpIIEHHs Olepalliy;

0) unenTuduKaTop cyObeKTa OOpallleHHs JeKapCTBEHHBIX CPEJCTB,
OCYIIIECTBIIAIOIIET0 IOTBEPXKICHHE CBEIeHHUI;

B) UJIEeHTU(PHKATOp cyOBeKTa oOpallleHus JIEKapCTBEHHBIX CPEICTB, paHee
OCYIECTBUBIIEIO PpPEruCTpalMio CBeJeHUH o0 OTrpy3ke HWIH O BBO3€
JeKapCTBeHHBIX IpernapatoB B Poccuiickyro @enepauuio, WIH TNpHUEMKe
Ha (apMaleBTHYECKUH CKJIaJl JIEeKapCTBEHHBIX IperapaTtoB Ha TEPPUTOPHH
Poccuiickolt ~ ®egepaunu, WM [epefade  IpaBa  COOCTBEHHOCTH
Ha JIEKAQpCTBEHHBIN IpemapaT, IIOMEIICHHBIH II0J TAMOXXEHHYIO IPOIEXypPY
TaMOXEHHOTO CKJIa/a;
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r) Koo HIeHTHQUKAUH HWId KOX  MACHTHU(DUKAIMKH  TPETHYHOMN
(TpaHCIIOPTHOM) YNaKOBKU JIEKQpPCTBEHHOT'O Iperapara, B KOTOPOH HaXOIMTCS
3TOT JIeKapCTBEHHBIH IIpenapart (B ciiydae [iepeaddl TPeTUHHOH (TPaHCIOPTHOMH)
YMaKOBKH JIEKAPCTBEHHOTO NIpernapara LejlukoMm).";

€) B MyHKTE &:

B a03alie epBOM CJIOBa "I MEAUIIMHCKOTO PUMEHEHHS" HCKITIOYHTD;,

MOAIMYHKT "0" U3JIOXKUTH B CIEAYIONIECH peNaKiIuu:

"0) uneHTudUKAaTOp CyOBEKTa OOpalleHus JIeKapCTBEHHBIX CPEJCTB,
OCYIIECTBIIAIOLLET0 NIepeMelleHHe JIEKApCTBEHHBIX MPeTapaToB;”;

MOAMYHKT "B" IIPU3HATh yTPATHUBIINUM CHIIY;

moArnyHKT "'t mocie cimoBa  "cormacHo"  OIIONIHUTE  CJIOBOM
"TaMOXXeHHOU";

) B IMyHKTE 9:

B MTOJMYHKTE "o" cJoBa "uneHTUPUKAIMOHHBIH HOMEp
HaJIOTOIJIaTENNBIIUKA" 3aMEHHUTH CJI0BOM "HaeHTuduKaTop";

noarmyHkT "e" nocie cioBa  "coryacHO"  JIONMOJNHHTE  CIOBOM
"TaMOXXE€HHOU";

DOANMyHKTHI "3" ¥ "u" mpU3HaATh YTPaTUBIIMMH CHITY;

3) B myHKTe 10:

B MMOJITYHKTE "6" cloBa "HAeHTUPUKAITMOHHBIH HOMEp
HaJIOTOILIATENIbIIMKA" 3aMEHUTH CJIOBOM "HAeHTHGHUKATOP";

MOAIYHKT "B" NPU3HATH yTPATHBLIUM CHILY;

1) NYHKTHI 11 - 14 U310XUTE B clieayrolIeil peIaKiuu:

"11. CyObeKThl oOpallleHHs JeKapCTBEHHBIX CPEICTB NPH 3aBEpIIEHHU
OTIpy3KH JEKapCTBEHHBIX IIpernapatoB B  Poccuiickyio  ®@enepalluio
M3 TOCYNapcTB - WieHoB EBpasuifckoro 5KOHOMUYECKOTO CO03a HPEeICTABIIAIOT
B CHCTEMY MOHHUTOPHMHIA CIEAYIOIIYI0 HHPOPMAIUIO B OTHOIIEHHM KaXKIoi
TOProBOM €MHUIIBI JIEKAPCTBEHHOTO Mperapara:

a) laTa COBEPILEHUS ONEPallUy;

0) unenTndukarop cyObekTa oOpamieHus JeKapCTBEHHBIX CPEJACTB,
SIBJISIFOLLIETOCS JepxarenemM 15N BJIaJENIbIIEM PEerUCTPAIlHOHHOTO
yIOCTOBEPEHUs, WK NIpeACTaBUTENIbCTBA CyOheKTa 00pallleHus JIEKapCTBEHHBIX
cpencTB Ha TeppuTopuu Pocculickoit ®enepanuy;

B) HACHTUOHUKATOP CyObeKTa oOOpalleHHsl JIeKapCTBEHHBIX CpE/CTB,
SIBJIAIOIIET0CS MTPOJABIIOM JIEKAPCTBEHHEIX NPENapaToB;

') HICHTUQUKATOp CcyObekTa oOOpalleHHus JIeKapCTBEHHBIX CPEACTB,
SBIIAIOIIETOCS TIOKyINaTejJeM JIeKapCTBEHHBIX IperniapatoB B Poccuiickoit

Qenepanyy;
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1) PeKBU3UTHl MEPBUYHOTO JOKYMEHTa, SBISAIOIIETOCS OCHOBaHHUEM
UL OTTPY3KH JIeKapCcTBEHHOro Impemapata B Poccuiickyro ®eneparuto
(maTa u HOMep);

€) THII IOr0BOPA; _

’K) CTOUMOCTh ~ JIEKApCTBEHHOTO Tmpenapara (¢ ydeToM Hajora
Ha J00aBJIeHHYIO CTOUMOCTE) COTJIACHO IIEPBUYHBIM JJOKYMEHTAM;

3) CyMMa Hajiora Ha 100aBlIe€HHYIO CTOUMOCTb;

M) KOO  UIeHTUDUKAUM WIH KOX  HJCHTHPUKAIUA  TPETUYHOH
(TpaHCTIOPTHON) YHMaKOBKH JIEKAPCTBEHHOTO Iperapara, B KOTOPOH HaXOMHUTCS
STOT JIeKapCTBEHHBIN Mpenapar (B ciiydae OTTPY3KH TPETUYHOM (TPaHCHOPTHOM)
yIaKOBKH JIEKAPCTBEHHOTO IIperapaTa IIeJIMKOM).

12. Cyb6peKTsl oOpamieHus JeKapCTBEHHBIX CPENICTB MIPH OCYIIEeCTBISHHU
BBO3a JICKapCTBEHHBIX NpemnapaTtoB B Pocculickyro denepalnio U3 rocyiapcrs -
yreHoB  EBpa3uiickoro  3KOHOMHYECKOTO  COlo3a W pa3MelleHdHd
Ha ¢apMaleBTUYECKOM CKJaJe MpeACTaBISIIOT B CHCTEMY MOHHTOPHHTa
CleyIOlIyl0 HH(QOpPMAallMI0 B OTHOIICHHHM KaXJOH TOProBOi E€IUHUIIBI
JIeKapCTBEHHOTO IIpernapara:

a) JlaTa COBEPIIEHUS OTICpaLluy;

0) ugeHTHOUKATOP CyOBeKTa OOpallleHHus JIEKApCTBEHHBIX CPEJICTB,
OCYIIECTBJSIIONIETO  BBO3  JIGKAPCTBEHHBIX IIpemapatoB B  Poccuiickyro
depnepaluro;

B) HACHTU(PUKATOp CcyOBeKkTa oOpalleHus JeKapCTBEHHBIX CPEJICTB,
SIBJISIFOIIETOCS IIPOJIaBLIOM JIEKapCTBEHHBIX IIPENapaTos;

') TUI JOTOBOPA;

1) PEKBU3UTHI MEPBUYHOIO JOKYMEHTA, SBISIOLIETOCS OCHOBaHUEM s
BBO3a JIEKApCTBEHHOT O IIpenapara B Poccuiickyro @enepanuio (nara 1 HoMmep);

€) CTOUMOCTh  JIeKapCTBEHHOTO  mperapaTa (C  y4eTOM  Hajora
Ha J00aBIeHHYIO CTOMMOCTE) COTJIACHO NIEPBUYHBIM JOKYMEHTaM;

) CyMMa HaJjiora Ha 100aBJIeHHYIO CTOUMOCTb,

3) HOeHTUPUKATOp CyOBeKkTa OOpalleHHus JIeKapCTBEHHBIX CPEICTB,
SIBJISIOILIETOCS] IepKaTenemM WIN BIaJEIbIEM perucTpaloOHHOTO
yIOCTOBEPEHHUS], WIIK IPEICTAaBUTENBCTBA CyOBeKTa 0OpalieHus JeKapCTBEHHBIX
cpenctB  HaTeppuropuuM Poccuiickoit ®@epmepanmm (B ciaydae BBO3a
JleKapcTBEHHOro mnpemnapata B Poccuiickyio ®enepaiuio cyOpeKTOM OOpamieHus
JEeKapCTBEHHBIX CPEICTB, HE SBIAIOMIMMCS Jep)KareleM IIH BiaJelbleM
PErucTPalOHHOTO YAOCTOBEPEHHUS );

1) KOI HUICHTUQUKAMH WIH KOA  WJACHTHPHUKALMH  TPEeTHYHOU
(TpaHCIIOpTHOI) YyIaKOBKM JIEKapCTBEHHOIO IIpernapara, B KOTOPON HaXOOUTCs
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3TOT JIEKAPCTBEHHBIN Ipemnapar (B ciydae BBO3a TPETHYHOH (TpaHCHOPTHOM)
YIIAaKOBKH JIEKAPCTBEHHOTO IpernapaTa LeIuKOM).

13. CyObexTol ofOpamieHuss  JIeKapCTBEHHBIX CpelcTB  IOCIHe
IpeAcTaBIeHNs JOKYMEHTOB U cBeJieHn B DenepanbHyIO CIyX0y 1Mo Haa30py
B cdepe 3IpaBOOXpaHEHHs NPEACTABIAIOT B CUCTEMY MOHHUTOPHHTA
CIAeAYIOIIYyI0 MHGOPMAIMIO B OTHOINEHHH Ka)JOW eIMHHIIBI JIEKAPCTBEHHOTO
npernapara:

a) ata COBEpIICHUs OTepallHy;

0) ngeHTHQUKAaTOp cyObekTa OOpalleHHs JIeKapCTBEHHBIX CpEJACTB,
OCYIIECTBIJISIIOLETO BBO3 JIEKAPCTBEHHBIX IMpemaparoB B  Poccuiickyro
Deneparyio;

B) PEKBU3UTHl 3allUCH O JIEKQpCTBEHHOM IIperapaTe, BBOJAMOM
B TPaXJaHCKHH OOOpOT B aBTOMATH3UPOBAHHOW WHGOPMAIMOHHOUW CHCTEME
DenepanpHO  CIykOBI IO Haa30py B cdepe 3ApaBooxpaHeHHs (J1ara
U BHYTPEHHUH UIEHTU(DUKATOD);

r) HomMep paspelieHus @epepanbHOH ciyxObl IO Hag3opy B cdepe
3IpaBOOXpaHEHUs Ha BBOJA B TpaXJIaHCKUH o0opor (B cioydae BBOJIa B
rpakaaHCKUH 060pOT UMMYHOOHOJIIOTHYECKOTO JIEKAPCTBEHHOTO Mperiapara);

1) KOA HUACHTUGUKALIMM WIHM  KOJ HUACHTUGUKALMM  TPETHYHOMH
(TpaHCIIOPTHO#) YNaKOBKHU JIEKaPCTBEHHOIO Iperapara, B KOTOPOH HaXOOUTCS
STOT JIEKApCTBEHHEIN Ipenapar (B ciydyae BBO3a TPETHYHOU (TPaHCIOPTHOMN)
YIaKOBKHU JIEKApPCTBEHHOTIO IIpernapara LeJTuKOM).

14. CyOpexTsl OOpaileHus JEeKapCTBEHHBIX CPEICTB IMPHU MOBTOPHOM
BBOJE B OOOpDOT JIEKAPCTBEHHBIX IIpelapaTtoB IPEACTABISAIOT B CHCTEMY
MOHHUTOPHHIA CJEIYIOIIYI0 HH(GOPMAalHMI0O B OTHOIICHHMH KaXXIOW eXHHUIIBI
JleKapCTBEeHHOTO ITperapara:

a) aTa COBEpILEHHs Ollepalluy;

0) uneHTHdUKATOp cyOBeKTa OOpallleHUs IeKapCTBEHHBIX CPEJICTB, paHee
OCYILIECTBUBILIETO BEIBOA U3 000pOTa 3TUX JIEKapCTBEHHBIX NPeIapaToB;

B) IpUYMHBl  paHee  OCYLIECTBIEHHOTO BBIBOJA  JIEKAPCTBEHHOIO
npenapara u3 06opora;

I') KOA UASHTU(QUKAIIUH [TOBTOPHO BBOJHUMOTO B 00OPOT JIEKAPCTBEHHOTO
npernapara;

Jl) IPUYMHBI IIOBTOPHOT'O BBOJIa B 000POT JIeKapCTBEHHOIO mpenapara.".

5. B npunoxenuu Ne 4 x ykazanaomy llonoxxenunto:

a) MyHKTHI 1 - 2 U3710XKUTH B ClIeyIOIIelt pelaKIuu:

"1. CyObpekT oOpameHuss JIEeKapCTBEHHBIX CPEICTB IPH  BBIBOZAE
JIEKapCTBEHHBIX IIpernapaTtoB I MEIULHUHCKOrO IpUMEHeHHs (nanee -
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JeKapCTBEHHbIE IIpernaparbl) W3 o0opoTa myTeM peanu3anun (IPOIaKH)
JIEKQpCTBEHHBIX [IpeNapaToB MOTPeOUTENI0 WM OTIycKa OeCIurlaTHO WIN
CO CKHUAKOM JIEKQpCTBEHHBIX IIPeNnapaTtoB IO peLentTy Ha JEeKapCTBEHHBIE
nperiapatsl - JUO0 OTHycKa JIEKapCTBEHHBIX IIpelapaToB MpH OKa3aHUU
MEJUIIMHCKOM NoMoIIHU, oTOopa o0pa3loB WM BBIBOAA W3 000pOTa IO MHBIM
IpUYMHAM IPEJCTaBIsSeT B CHCTEMY MOHUTOpPHHIA ABIKEHHUS JIEKapCTBEHHBIX
nperiapatoB (fajgee - CHCTEMAa MOHUTOPHHIA) CIEAYIOIIYI HHGOPMAIUIO
0 BBIBEJIEHHBIX U3 000pOTa JIEeKapCTBEHHBIX Ipernaparax:

a) JaTa COBEpILeHHs Olepalluu; |

6) unentuduxkaTop cyOpekTa oOpalleHus JIeKapCTBEHHBIX CPEJICTB,
OCYIIECTBIISIIONIETO BBIBOJ JIEKAPCTBEHHBIX MPEIapaToB U3 000pOTa;

B) THUII BBIBOJIA JIEKAPCTBEHHBIX NpENapaToB U3 000poTa;

I) BUJ  JOKyMEHTa, IOATBEPXKJAIOIIEro  BBIBOJ  JIEKAPCTBEHHBIX
npernaparoB U3 000poTa (uek, 671aHK CTPOTroi OTYETHOCTH, JOTOBOP U APYTOe);

I1) PeKBU3HUTHl JOKYMEHTa, IMOATBEPXKIAIOIIEro BHIBOM JIEKAPCTBEHHBIX
IIpernapaToB U3 000poTa;

€) Koapl HAEHTH(UKAIMK BBIBOAMMBIX K3 000poTa JIeKapCTBEHHBIX
IpernapaToB WK KOJbl UIeHTU(UKALUY TPETUYHOH (TPaHCIIOPTHOHN) yNaKOBKU
JIeKapCTBEHHOI'0 IIpernapaTa, B KOTOPOH HaXOIWTCS STOT JIEKapCTBEHHBIH
npenapar (B ciay4dae BBIBOJa M3 00OpOTa MO HHBIM NPUYMHAM TPETUIHOU
(TpaHCTIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO Iperapara IeIUKOM);

’K) CTOUMOCTEL ~ JIGKAPCTBEHHBIX  IpernapaToB (C  y4eToM  Hajora
Ha H00aBIEHHYI CTOMMOCTH) (B CiIy4dae IIpOJIaXKH JISKAPCTBEHHBIX IMpenapaToB
roTpebuTeno);

3) cyMMa Hajora Ha [J00aBJIeHHYIO CTOUMOCTH (B CiIydae IpOJIaXKu
JIEKapCTBEHHBIX MIPeNapaToB NOTpeOUTeo);

1) KOJINYECTBO  BBIBOAMMBIX H3 000poTa TMEPBUYHBIX  YIAKOBOK
JeKapCTBEHHOIo Ipernaparta H ofllee KOJMHMYECTBO IEPBUYHBIX YIAKOBOK
JIEKapCTBEHHOIO IIpemapara BO BTOPUYHOU (TMOTpeOHUTENbCKOH) YITaKOBKE
JIeKapCTBEHHOTO Ipemnapara (IpH OCYLECTBIEHWHM BbIBOAa U3 00opoTa
Ppa3yKOMIUIEKTOBAaHHOU BTOPUYHOH (notpebuTenbeKOi) YIIaKOBKH
JIEKapCTBEHHOTI'O IIpemnapara).

2. CyObexT oOpamieHus JIE€KapCTBEHHBIX CpEJCTB IPH  BBHIBOJE
JIEKapCTBEHHBIX IpenapaTtoB u3 o00poTa IMyTeM YHHYTOXEHHUS JIEKapCTBEHHBIX
IpernaparoB, IOMEIIEHHBIX I10J TAaMOXEHHYIO IIpOLeNypy YHHYTOXCHUS,
BBIBO3a JICKAPCTBEHHBIX IIpENapaToB 3a Mpeneibl TaMOXEHHOH TeppHUTOPHUH
EBpa3uiickoro 3KOHOMHYECKOTO COH3a, IIOMEIIEHHBIX IO0J TaMOXXeHHYIO
Ipoleaypy BKCIopTa (pedKcIopra), NpeACTaBIseT B CHUCTEMY MOHHUTOPHHTA

20070295.doc



36

CIEeNyIOIIyI0 HH(OpPMALMIO O BBIBEJEHHBIX W3 000pOTa JIEKapCTBEHHBIX
npenaparax:

a) JlaTa COBEPILIECHUSI OTNepaliiy;

6) unentuurkarop cyOpekTa oOpaleHus JIEKapCTBEHHBIX CpPEICTB,
OCYLIECTBIISIOIIETO BBIBOJI JIEKAPCTBEHHBIX MPEMApaToOB U3 000pOTa;

B) KOJl TAMO>XEHHOT'O OpraHa;

T') KO TaMOXXE€HHOH NpOLEeNypHI;

1) KOOI WIeHTH(PUKAUUHA BBIBOAUMOTO U3 000pOTa JIeKapCTBEHHOTO
nperiapata Wi KOJA HACHTU(UKALWKA TPEeTHYHOH (TpaHCHOPTHOH) YIMaKOBKH
JIEKapCTBEHHOI0 [MpenapaTa, B KOTOPOHl HAaxOJWUTCS OTOT JIeKapCTBEHHBIN
npemnapar (B cly4ae BbIBOJa U3 000pOTa TPETUYHOHN (TPaHCIIOPTHOM) YyIIaKOBKU
JIeKapCTBEHHOTO TIpenapara IeIUKOM);

€) peKBU3UThI TAMOXKEHHOH JIeKJIapallii Ha JIeKapCTBEHHBIH npemnapar.”;

0) B myHKTe 3:

B NOJAIYHKTE "6" () (): ] "UneHTA(UKALOHHBIN HOMED
HaJIOTOIUIaTeNbIINKa" 3aMEHUTh CIOBOM "HAeHTUUKaTOp";

NOAMYHKT "B" MPU3HATh YyTPATUBILIUM CHIY;

noAnyHKT "r" mocne cioBa "ocHOBaHWE" JIOMOJHHUTH CJIIOBaMH
"M npuyuHa";

MOJAIMYHKT "3" TOMOJIHUTB ClI0BaMu ", U ero ajapec”;

B) B MOANyHKTe "O0" myHKkTa 4 cinoBa "HACHTH(PUKAIMOHHBIA HOMED
HaJIOrorjaTelblIuKa" 3aMEHUTh CII0BOM "HAeHTHU(hHUKATOD" .

6. B nmpunoxxenun Ne 5 k ykazanHomy Ilosoxenmuto:

a) B MyHKTeE 1:

ab3aly nNepBBI MOCIE CI0B "IpU OCYILIECTBICHUM arperupoBaHus”
JNOTIOJHUTE CJIOBAMH  'JEKapCTBEHHBIX IMpernapaToB Ui MEIULMHCKOTO
npuMeHeHus (Jajee - JIeKapCTBEHHbIE TMpenaparbl), HMMEIOMUX OIUH
r1100aTbHBIH HASHTU(PUKALUMOHHBI HOMEP TOPTOBOH €IUHULIBI,";

HOAIMYHKT "0" U3JI0XXUTH B CIIeNyIOIIEH peaKIHu:

"0) nneHTUPHUKATOp CyObeKTa oOpallleHHsl JIEKApCTBEHHBIX CPEICTB,
OCYILECTBIISIOIIETO arperupoBaHue;";

NOJIYHKT "B" NPU3HATH yTPATUBIIAM CHILY;

6) B IyHKTE 2:

HOAMYHKT "0" U3JI0XKUTH B CIENYIOIIEN pelaKIHH:

"0) uneHTudUKaTOp CcyObeKkTa oOpalleHusT JIEKapCTBEHHBIX CPEICTB,
OCYIECTBIISIFOLIETO ONepaluo;";

MOJNYHKT "B" MpU3HATH YTPATUBIINUM CHITY;

B) B IIyHKTe 3:
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TOANYHKT "6" U3JI0XKUTH B CIIEAYIOLIEN pelaKIMu:

"6) uneHTUGUKATOp CyOBEKTa OOpalleHHs! JIeKapCTBEHHBIX CPE/CTB,
OCYIIIECTBJISIIOILErO OIEPaLUIo;";

MOJANMYHKT "B" IIPU3HATh YTPATUBILIUM CUILY;

HOANMYHKT "1" mociie cioBa "Koj" OTIOMHUTH CIIOBOM "UAeHTHDHUKAIIH";

I') B IIyHKTE 4:

MOAMIYHKT "0" U3JI0XKHUTE B CJIEAYIOUICH peIaKIyu:

"0) uneHTHQHUKATOp cyOBekTa oOpallleHHus JIeKapCTBEHHBIX CpEICTB,
OCYIIECTBIISIFOLLETO OIEepaLnIo;";

nn

HOMITYHKT "B" IPU3HATH YTPATUBIIAM CHITY;

MOAITYHKT "I U3JI0KUTD B CJIEAYIONIEH peaaKIuu:

"r) T omepanuu  pacOPMHUPOBAHUS TPETUYHOH (TPaHCHOPTHOM)
YIIaKOBKH JIEKapCTBEHHOTO Ipernapara;".

7. B npuioxenun Ne 6 x ykazanHoMmy [lomoxenuto:

a) B ITyHKTe 1:

MOAMYHKT "0" U3JI0KHUTH B CIENYIONEH PENAKIIAHN:

"6) uneHtudukaTop cyObBekTa oOOpaleHus JIEeKapCTBEHHBIX CPEICTB,
OCYIIIECTBIISIIOIIEr0 IepeMelleHHe JIGKapCTBEHHOro Ipernapara, C YYETOM
azpeca MecCTa OCYILECTBJIEHHUS JeATEeNbHOCTA WIM CKJaJa OTBETCTBEHHOTO
XpaHEHHUs, K3 KOTOPOro OCYILIECTBISAETCS MepeMelleHne JIeKapCTBEHHOTO
npemnapara;";

MOAMYHKT "B" NpU3HATh YTPATUBIIHUM CUILY,

B noxmyHkre 'r" cioBo "aapec" 3aMeHHUTH cioBaMH "HAEHTHU(MUKATOP
cyObekTa oOpallleHHs IeKapCTBEHHBIX CPEICTB C y4eToM azpeca';

JIONOJIHUTH NOAIMYHKTaMu "x" - "K" clleqyrolero coaepxanms:

")) pEKBH3UTBl TOCYAApPCTBEHHOIO WM MYHHULMIAIBHOTO KOHTpaKTa
(B cioydae mepeMeIlleHHs JIeKapCTBEHHOI'O Iipenapara, NpeJHa3HauYeHHOTO
s obecrieueHUsl TpaxaaH 3a CYeT CpeAcTB demepanbHOro OroJKeTa
HJIH cpeAcTB Or0KeToB cyOBekTOB Poccuiickoit @enepariim);

3) HCTOYHUK (PUHAHCHpOBaHUA (B ciaydae NepeMelleHUs JIEKapCTBEHHOTO
npernapara, IpelHa3sHAYeHHOTro s oOeclieueHHs TpaXkJaH 3a CYET CPelCTB
benepanpHOro OOIDKETa WM CpPeACTB OOKeTOB cyObekToB Poccuiickoit
deneparun);

W) CTOMMOCTh  JIEKQpCTBEHHOTO IIpemapara (C y4eTOM  Hajora
Ha J00aBIEHHYIO CTOMMOCTB) COTJIACHO IIEPBHYHBIM JOKYyMeHTaM (B ciiydae
IepeMelleHus  JIEKapCTBEHHOro  IIpemapara,  IpeJHa3HauyeHHOTo Ui
obecleueHus rpaKiaH 3a cYeT CpeAcTB (enepanpbHOro OIOIKeTa UIH CPEJCTB

oromxeToB cyobexToB Poccuiickoit enepanun);
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K) CyMMa Hajora Ha JoOaBJeHHYI0 CTOMMOCTDH (B cliydae IepeMeIleHHs
JIEKapCTBEHHOI'O IIpenapara, IpelHa3Ha4YeHHOro i1 o0ecrieueHus rpaxaaH 3a
cuer cpeactB (enepanbHOro OIOIKETa WIH CPEACTB OIOHKETOB CyOBEKTOB
Poccuiickoit ®enepanun).";

0) B MyHKTE 2:

a63a1] epBbIH [10CIE CIOB "MPSIMOTO NOpsaKa NPEICTaBICHUS CBeACHUN"

- IOTIOJIHUTH ~ CJIOBaMU "B cOOTBETCTBUH ¢ TIyHKToM 44 TlonoxeHnus
O CHCTeMe MOHMTOPHHIA [BM)KEHHS JIEKAPCTBEHHBIX IIPEIapaToB I
MEJIMUMHCKOrO IPUMEHEHUS, YTBEPKIEHHOro mocTaHoBneHueM [IpaBurenscra
Poccuiickoit @enepauun ot 14 nexabpsa 2018 r. Ne 1556 "O6 yrBepkaenuu
[TonoxxeHus O cCHUCTEME MOHHTOPHHIA JIB)KEHHUS JIEKAPCTBEHHBIX MpenapaToB
JUIS METULMHCKOIO0 IpuMeHeHus","

B MTOJITYHKTE "o" clIoBa "UIeHTHOUKAIIMOHHBIHN HOMEp
HaJIOTOIIaTeIbIUKA" 3aMEHUTD CIIOBOM "HIeHTHGUKATOP";

MOAMYHKT "B" IPU3HATE YTPATUBIINM CHIY;

B MOAILYHKTE "r" cloBa "uneHTHUKAIMOHHBIH HOMED
Hajororarejaplyka” 3aMeHUTh CJIOBOM "HAeHTUduKarop";

HOAMYHKTHI "A" 1 "e" NpHU3HaTh yTPaTHBILIUMU CUILY;

MOAIYHKT "K" U3II0XKUTH B CIeAYIOLIeH pelaKIIuu:

"JK) peKBU3UTBl TOCYapCTBEHHOTO WJIM MYHHIIMIANBHOTO KOHTPAKTa
(B cimydae mnepemadd JEKapCTBEHHOro IIpemapara, MpeJHa3Ha4eHHOro IS
obecrnieyeHMs TPaXJaH 3a CYET CpeACcTB (enepallbHOro OIoIKeTa WU CpeJICTB
610 1KeTOB cyOBeKTOB Poccuiickoit ®eneparun);";

B nojnyHkTe "H" cimoBa "(B ciydae ecnu mepenada JIEKApCTBEHHOTO
npernapaTa 06J1araeTcsi TAKUM Halorom)" UCKIFOUHUTE;

B) B IIyHKTE 3:

ab3all mepBBIl 1ocie cioB "oOpaTHOro TMOpsSAKa IPEACTaBICHUA
CBEJICHHH" JOTIOJHUTH CIOBaMH "B COOTBETCTBUM C MyHKTOM 44 [lonoxxeHus
O CHCTeME MOHHUTOPHHIa JBI)KCHMsI JIEKAPCTBEHHBIX IIpPerapaTroB MJis
METUIMHCKOr0 IPUMEHEHHUs], yTBEPXAEHHOTO nocTaHoBiIeHueM I IpaBurenscrBa
Poccuiickoit ®enepanun ot 14 nmexabps 2018 r. Ne 1556 "OO6 yTBepxaeHuu
[ToytoxeHHNsT O CUCTEME MOHHTOPUHIA JABIDKCHHS JIEKAPCTBEHHBIX NpENapaToB

"

"o,

JUIS. MEIUIIUHCKOT O IpUMeHenus",";
B MOAIYHKTE "6" cloBa "uneHTUGHUKAIUOHHBIN HOMED
HaJIOTOILTaTe/bIINKA" 3aMEHUTD CITIOBOM "uaeHTHUUKaTOp";
MONITYHKT "B" IIPU3HATh YTPATUBILINM CHUILY;
1"n_n

B TOIITYHKTE r clI0Ba "uneHTHdUKAIMOHHBIN HOMEP
HAJIOTOILIATEIBIINKA" 3aMEHUTh CJIOBOM "HaeHTUdHuKaTop";
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NOAMYHKTH! "A" 1 "e" npu3HaTh YTPaTUBILIUMU CUITY;

MOAMYHKT K" U3JI0XKUTH B CIAEYIOIIEeH pelakIluu:

"JK) peKBU3UTBHl TOCYHApCTBEHHOIO WJIM MYHHULMIAIBHOTO KOHTpPaKTa
(B cnmydae mnepefadd JIEKapCTBEHHOIO Mpenapara, MpeJHa3HAaYeHHOIO JIIA
obecrieueHusl TpaXJaH 3a cueT CpelacTB (ejiepanbHOro OlOKeTa WM CPEJCTB
6r01KeToB cyOBbekToB Poccuiickoit @eneparun);”;

B moianyHKTe "H" cnoBa "(B cilydae eciu mepenada JEKapCTBEHHOIO
npenaparta 00J1IaraeTcs TakKuM HaJIOTOM)" UCKITIOUHTE;

') B IIyHKTE 4:

moAMyHKTHI "6" 11 "B" H3I0XKUTH B ClIeAYIOMIEH peIaKIINu:

"0) nuneHTU(PUKATOp CyOBeKTa OOpallleHHus JIEKapCTBEHHBIX CPEICTB,
OCYIHECTBIISIIOIIET0 TOATBEPXKACHHUE CBEIEHHUH;

B) uJIeHTU(UKATOp cyObekTa oOpallleHus IeKapCTBEHHBIX CPEJICTB, paHee
OCYIIECTBUBILIErO IIPEACTABIEHUE CBEAEHUII 00 OTrpy3ke WM TNpPHUEMKe
JIeKapCTBEHHOTO IIpenapara;”;

JOIIOTHUTE IMOAIYHKTOM "1 CIeIYIOIIErO CONEpKaHMUS:

") IpU3HAK IIOATBEPXKAECHHUSI BO3MOXXHOCTH (HEBO3MOXXHOCTH) IPHUEMKH
JIEKapCTBEHHOI'O IIpernapaTa, BPEMEHHO BBIBEJICHHOIO W3 OOpaIleHHs 10
MHUIIMATHBE YIIOJIHOMOYEHHOro (QeepalbHOro oOpraHa HCIOJHUTEIbHOM

BJIACTH.";
1) B IyHKTE 5:
B IOAIYHKTE "6" Cl0Ba "naeHTHUKALMOHHBIH HOMEP

HaJIOTOIUIATENIbIIHUKA" 3aMEHUTD CIIOBOM "HIIeHTUPHUKaTOD";

MOANYHKT "B" NpU3HATH YTPATUBIINM CHITY;

B MOAIIYHKTE "r" cJI0Ba "uneHTHQUKAITMOHHBIH HOMeEp
HaJIOroIIaTeNbIIKa" 3aMeHUTE cJIoBOM "uleHTudukarop”;

NOAMYHKT """ IpU3HATh YTPATUBLIUM CUIY;

€) TOMOJHUTH IIyHKTOM 6 CJIeyIOLIEro CoAepKaHus:

"6. CyObeKT oOpalieHus JIeKapCTBEHHBIX CPEACTB, BBITIONHSIOLIMI
GYHKIMM [0 ayTCOPCHUHTY, INpH TIepejade JIeKapCTBEHHBIX IIperaparos,
3aKymaeMbIx IS oOecliedeHHs TpaxJaH 3a CUYeT CpPeACTB (eaepallbHOTrO
Oromkera ¥ (W) cpelnctB OromkeToB cyOBekTOB Poccuiickoit ®enepannu,
IpeACTaBIsAeT B CHCTEMYy MOHHTOPHMHIA CHEAYIOIIYI0 HH(POPMALHKIO O
IepelaHHbIX JIEKapCTBEHHBIX IIpeliapaTaX B OTHOILUIEHHU KaXIOW TOProBoi
€ TUHUIIBI JISKapCTBEHHOIO IIpernapara:

a) ata COBEpIIEHUS OIepaliu;

0) upeHTudukarop cyObekTa OOpalleHHs JIEKapCTBEHHBIX CPEICTB,
OCYILECTBIIAIONIETO Ilepeaady JIEKapCTBEHHOT'O TIpenapara;
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B) HIACHTUPUKATOP CyObekTa oOpallleHus JIeKapCTBEHHBIX CPEJCTB,
OCYIIIECTRBIIAIONIETO TPHUEMKY JIEKaPCTBEHHOT'O TIperapara,;

T') PEKBU3UTHl TEPBUYHOTO JOKYMEHTa, SBJIIOMIErOCS OCHOBAaHUEM
JUIS Tiepeiady JIEKapCTBEHHOr O Mpenapara (J1ata 1 HoMep);

1) KOA  HANeHTHUPUKAIMH WIH KO  HMICHTHOUKAIMHA  TPETHUYHOH
(TpaHCHOPTHOM) yNaKOBKH, B KOTOPOH HaXOMUTCS JIeKapCTBEHHBIN IpemapaT
(B cly4ae mepemauyd TPETHYHOH (TPaHCIOPTHOM) YIAKOBKH JIEKAPCTBEHHOIO
npenapara IeJIuKkom).".

8. Iyt 6 npunoxenns Ne 7 x ykazaHHOMY [loO)KeHMIO H3JIOXKUTH
B ClIelyroled peakiym:

"6. HecooTBeTcTBUE CBeleHHI O T0OANTEHOM HACHTHOHUKAIIMOHHOM
HOMEpe TOpProBOM €IWHHUIIBI, HOMEpE pEerucTPalHOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOI'O Mpernapara U JaTe perucTpanvy JeKapCTBEHHOTO INperapara
B rOCY/IJapCTBEHHOM DPEECTpPE JIEKAPCTBEHHBIX CPEACTB, IPEICTaBICHHBIX
cyOpekToM  oOpamieHHss  JIGKapCTBEHHBIX  CPEICTB  MpH  OIHCaHUU
JIEeKapCTBEHHOTO Ipenapata B MHGOPMAaIUOHHBIA pecypc, 00eclednBarONIHii
y4eT W XpaHEeHHe IOOCTOBEPHBIX JaHHBIX O TOBapaxX IO COOTBETCTBYIOIIEH
TOBapHOH HOMEHKJIAType, COOTBETCTBYIOIIMM CBEJCHHUSAM, TOJIyYEHHEIM
CUCTEMON MOHHUTOpPHMHIA H3 €AWHOM TOoCyJapCTBeHHON WHQOpMalMOHHOM
cucTeMsl B cdepe 3apaBooXpaHeHus.".
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