YTBEPXEHBI

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

N3IMEHEHMUA,

KOTOpbIe BHOCATCS B ocTaHoBdeHHe [IpaBurenscrBa
Poccuiickoii ®egepannu ot 14 nexadps 2018 r. Ne 1556

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

2. B TlonoxeHns O cUCTEME MOHHUTOPUHIA JIBIDKEHHUS JIEKApCTBEHHBIX
npemaparoB JUIsl MEOUIMHCKOIO MPHWMEHEHHUS, YTBEpPXICHHOM YKa3aHHBIM
MIOCTAaHOBJIEHUEM:

a) B IyHKTE 2:

a03all 4eTBEPThI JOMOIHUTE CJIOBaMHU " W MpeACTaBICHHUS JOKYMEHTOB
W CBeJeHMH, MPeTyCMOTPEeHHbIX YacTbio 1 crateu 52 denepalibHOrO 3aKOHA
"O6 obpamieHHM JIeKapCTBEHHBIX cpenctB”’, B DexepaibHY0 CIyx)Oy
0 Haa30py B cdepe 3ApaBOOXpaHEHUS WM TIOJYy4YEeHHUS pa3pelieHws,
NpPEeAYyCMOTPEHHOI0  4YacTblo 7  CTaTbu 52 @DenepanbHOro  3aKoHa
"O6 ofOpalieHun JeKapCcTBEHHBIX CpeAcTB” (B cllydae MPOU3BOJICTBA
UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTpenapaTon)”;

a03all TATHIN U3JI0KUTD B CIIETYIOIIeH peaaKiIiu:

"mpu mnpousBoAcTBe BHe Tepputropun Poccuiickoit ®enepanuu -
orepaluy, MPOU3BOAUMBIE C JIEKAPCTBEHHBIMHU TMpenapaTaMu OT MPOXOXKICHUSL
NIPOU3BOACTBEHHON cTaguM (acoBku (yHaKOBKH) JIEKapCTBEHHBIX IpernaparoB
B TIEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOTo mnpenapara (B OTHOIICHHH
JIeKapCTBEHHBIX IpPEnaparoB, ANl KOTOPbIX HE TMpedyCMOTpeHa BTOpUYHAs
(notpeburenbCcKas) ynakoBKa JIEKapCTBEHHOTO Ipenapara) ¥ BTOPHYHYIO
(MoTpeOUTENbCKYI0) YNAKOBKYy JIEKApCTBEHHOrO IMpemapara OO0 pa3MelleHHs
JIeKapCTBEHHBIX IpenapaToB Ha (papMaueBTHYECKOM CKIIaJe U IpelCTaBIeHHS
JIOKYMEHTOB H CBEJEHHH, INpPeIyCMOTPEHHBIX 4YacThio 2 cTaThu 52
®enepanpHoro  3akoHa "OO  oOpaieHud — JeKapCTBEHHBIX  CPencTB',
B ®enepanpHylo ciyx0y no Ham3opy B cdepe 3ApaBOOXpaHEHHS WU
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MOJyYeHHUs]  pa3pellieHHs, MpeIyCMOTPEHHOIO dYacThl0 7  CTaThH 52!
®enepansHoro 3akoHa "O6 oOpalleHUH JeKapCTBEHHBIX CpPeAcTB" (B ciydae
IPOM3BOJCTBA UMMYHOOHOIOTHYECKUX JIEKapCTBEHHBIX IIPENapaToB);"”;

a03all IIeCTO! MPU3HATH YTPATHBIIIHM CUITY;

mociae ab3alla  JBEHAAaToro JONOJHUTH ab3alleM  CleIyHoIIero
colep KaHus. '

"upeHntudukaTop cyObekTa OOpalleHHs JEKapCTBEHHBIX CpPEACTB" -
YHUKAJIBHBIA KOJ, IPUCBaWBaeMbli CHCTEMOM MOHHUTOPMHIa CYOBEKTy
obpallleHHs JIEKapCTBEHHBIX CPEACTB IO UTOraM €ro PerucTpalldd B CHCTEME
MOHHMTOpPUHTAa Ha OCHOBE IIepeJJaHHbIX CyOBEKTOM OOpallleHHs JIEKAPCTBEHHBIX
CpeCTB CBeleHUIt 00 UACHTUPHKALMOHHOM HOMepe HaJoroIulaTelIbIluKa A
Ka)XJIOro agpeca MecTa OCYLIECTBIEHHS HESATENBHOCTH COTJIACHO JIULEH3UU
Ha IPOHU3BOICTBO JICKAPCTBEHHBIX CPEACTB, JUIEH3UH Ha QapMaleBTUIECKYIO
JEATeIBHOCTh, JIMLEH3UM Ha JEATENbHOCTh MO 000pOTY HapKOTUYECKUX
CPEJICTB, IICUXOTPOIIHBIX BELIECTB M HX MNPEKypCOpOB, KYIHTUBHUPOBAHHIO
HapKOCONEepKaIllMX PacTeHWl M JMLIEH3WU Ha MEIMIMHCKYIO AeSTeIbHOCTH
(pu HaMWM4MKM TaKoH JULEH3UM) WIM KOAE HaloroIulaTeNlblIdKa B CTpaHe
perucTpalii U KOAE CTPaHbl perucIpalvMu (Uil cyOBEKTOB OOpalleHus
JEKapCTBEHHBIX CpPENCTB, HE MpPU3HABaeMBbIX HAJOTOBBIMH pe3UIEHTaMU
Poccuiickoit ®enepanun);"”;

ab3an ABaALaTh [SATHIHM MOCe COB "MpUMeHeHHne U JOIOIHUTE CIOBaMHU
"nmepenaudy Ha'";

a03a1] ABaqUAaTh JEBATHIM NPU3HATH YTPATUBILIHUM CHITY;

JIOTIOJTHUTH a03aleM ClleAyIOLIero COepKaHus

"SMHUTEHT CPEACTB HACHTU(DUKAIUN" - IPOU3BOJUTENH JIEKAPCTBEHHBIX
CPENICTB, OCYLIECTBIAIONIUN IPON3BOJACTBEHHYIO CcTafui0 (hacoBKH (yIIaKOBKH)
JEKapCTBEHHOI'O Hpernapara C HaHEeCeHHEeM CpeJACTB  UJeHTU(UKAIIH
Ha BTOPUYHYIO (TIOTpeOUTENbCKYI0) YIaKOBKY JEKapCTBEHHOIO IIperapara
(a mpu ee OTCYTCTBHMM - HAa NEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO Ipernapara), -
IIPH IPOM3BOJACTBE JIEKAPCTBEHHOIO IIpenapara Ha Tepputopum Poccuiickoit
denepanuy, HIM  AepXaTenb MO0  Blagenel]  PerucTPalliOHHOTO
yIOCTOBEpEHHUSI JIEKapCTBEHHOIO IipernapaTta (zajee - perucTpanioHHOE
yIOCTOBEpPEHHE) - TP IPOU3BOJCTBE JIEKAPCTBEHHOIO IIpelapara BHe
tepputopun Poccuiickonn Penepauuu, WU IPEACTABUTEIBCTBO WHOCTPAHHOU
opraHuM3aluy Ha TeppuTopuu Poccuiickoit @epepanuu, sABISIOLIEHCS
mepxateieM JMOO BHAaJeNbUEM PETHCTPAllMOHHOIO  yINOCTOBEPEHHS, -
IIpH [IPOU3BOACTBE JEKApCTBEHHOIO INpenapara BHe TeppuTopuu Poccuiickoi
®enepanyu.”; '
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0) myHKT 4 TOTOTHUTH ab3aleM CIEAYIOLIErO CONEPKAHUS:

"B cnyuae BBo3a B Poccuiickyro Penepanvio NIpyd NPOU3BOACTBE BHE
teppuropun Poccutickoli ®enepanuy (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX
npernaparoB, BBO3MMBIX M3 TIOCyHapcTB -  4WIEHOB EBpa3sMiCKOro
SKOHOMHYECKOTO CO03a) MapTUM JIeKapCTBEHHOro IIperapara JOIIyCKaeTcs
HaHeCeHHe JBYXMEPHOIo MITPUXOBOT0O KOJa METOIOM IIe4aTH Ha MaTepUalbHbIMA
HocHTENb (3THKETKY), He JOIYCKAaIOIIMM OTIEJIEHUS MaTepUalbHOIO HOCHUTENS
(OTHKETKH), COHIEp)Xallero CpeACTBO HISHTU(UKALKH, OT  YHNAKOBKU
JIeKapCTBEHHOTO IIpernaparta 0e3 MOBPEXJEHUH, ¢ HOCIEAYIOLMM HaHeCeHHeM
MaTepHaJBFHOTO HOCHUTENA (DTUKETKHM) HAa BTOpPHUYHBIE (IIOTPEOUTENIBCKHUE)
yIIaKOBKH JICKAPCTBEHHOIO Ipenapara (B cay4ae UX OTCYTCTBHs - NEPBUYHBIE
yIIaKOBKHM JIEKAPCTBEHHOIO IIpenapara) Ha TaMOXEHHOM CKIale, afpec
KOTOpOTO yKa3aH B KauecTBe ajpeca MecTa OCYLIECTBICHHA NEeATeIbHOCTH
B JMIEH3MHM Ha  (apMaleBTUYECKYH0  JeATEIbHOCTh  OpraHu3alluy,
OCYILECTBRISIOEN ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMH CPEICTBAMU. "

B) IyHKTHI 9' - 9° U3TOXKHUTE B ClIEIyIOLIeH PeIAKIIN:

"9! DMmuTeHT CpencTB HAEHTH(HKALMH IIOCTe IIONYYeHHs KOja
MapKHPOBKH 0OeCIIeYHBaeT ero MmpeodpazoBaHHE B CPeACTBO HACHTH(HUKAIIHY,
HaHeCeHHe CpelcTBa HACHTU(UKAIUU Ha BTOPUYHYIO (HOTpeOUTENTBCKYIO)
YITaKOBKY JIEKapCTBEHHOT'O Ipenapara (a IpU €€ OTCYTCTBHH - Ha IEPBUYHYIO
YyIaKOBKY JIEKAPCTBEHHOIrO IMIperapara) HJIM Ha MaTepHaJbHBIH HOCHUTEINb
(3THKETKY) W IlepefaeT B CHCTEMYy MOHUTOPHMHIA CBEICHHMS O HAaHECEHUU
cpelcTBa UACHTUGUKALMY B COOTBETCTBUM C ab3aleM INEpBBIM IyHKTA 35 WIH
nyukToM 36 Hactosdmero IlonmoxeHWs He IIO3A4HEEe HACTYIUIEHUS OJAHOM
U3 CJIeIyIoIuX Aat:

BBOJ, B O0OpOT IIeKapCTBEHHOTO Tpenapara, Ha YMAKOBKY (ITHKETKY)
KOTOPOro  HAaHECEHO  CPeICTBO  HACHTUGUKalUH, INpeoOpa3oBaHHOE
M3 COOTBETCTBYIOLIETO KOJa MapKHUPOBKH, IPU MPOU3BOJICTBE JIEKAPCTBEHHBIX
npernaparoB Ha Teppuropuu Poccuiickoit ®enepanuuy;

J0CTaBKa JIEKapCTBEHHOTO Tperapara B MECTO IPHUOBITUS Ha TEPPUTOPUH
Poccuiickoit @enepanun ¥ mojadyd TaMOXXEHHOM [eKjapaluyd Ha TOBaphl B
IpolieType BBITyCcKa i1 BHYTPEHHETO MOTPEOIEHNs MM NOJa4Yd TaMO>KEHHOR
JEeKJIapaliii Ha TOBaphl B IIPOLEAYPE BBITYCKa A BHyTPEHHEro NoTpedieHus
JIeKapCTBEHHOrO IIpernapaTa, MapKHpOBaHHOTO Ha TaMOXXEHHOM CKJale B
COOTBETCTBHU ¢ ab3aleM BTOphIM IyHKTa 4 Hacrosmero Ilonoxxenus, mnpu
IIPOM3BOJICTBE JIEKAPCTBEHHBIX IIpeNapaToB BHe TeppuTopuu Poccuiickoii
Penmepanun (32 HCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENapaToB, BBO3UMBIX
U3 TOCYIapCTB - WiIeHOB EBpa3HiicKoro 3KOHOMHAYECKOIO COI03a);
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BBO03 B Poccuiickyro ®enepanuio Ha QapMalUeBTHUYECKUH CKiaf
JIEKapCTBEHHOTO IIpenapaTa IpH IIPOU3BOJCTBE JIEKApPCTBEHHBIX IIPENAPATOB
BHe Teppuropun Poccuiickoii ®Penepanyy - B OTHOIICHUU JIEKAPCTBEHHBIX
mpernapaTtoB, BBO3MMBIX M3 TOCyAapcTB - 4leHoB EBpasuiickoro
SKOHOMHUYECKOTO COH03a.

Ormata yCayrH TO NPEAOCTaBIIEHHIO KOJa MapKUPOBKU OIepaTopy
CHCTEMBI MOHHMTOPHHIA, TPEIyCMOTpPEHHas IocTaHoBIeHHeM [IpaButenscTBa
Poccuiickoit @enepanuu ot 8 mas 2019 r. Ne 577 "OO yTBepXIeHUU pa3Mmepa
IJIaTel  3a OKa3aHWe YCIyr IO IMIPeJOoCTaBlIeHUI0 KOJOB MapKHUPOBKH,
HeOoOXOOMMEBIX IS (QOPMHUPOBAaHUS CPEICTB UIACHTHPHUKAWKU U obecriedeHus
MOHHTODHHTA JBWKEHHS TOBapOB, TOIJIEXKALIMX O0GA3aTENbHON MapKUPOBKE
CpeicTBaMM HASHTHU(UKALIUY, a TaKXKe O MOPs/IKe ee B3UMaHus'", IPOU3BOAUTCS
SMHTEHTOM CPEICTB WUIEHTH(GUKAIMHU 10 AATHl MOJYYEHHS KOJa MapKUpPOBKU
niy B TeueHne 180 xaneHZapHBIX AHEHM € NaThl MOJTYy4YEeHUS KOAa MapKUPOBKH,
HO He Mo3JHee HACTYIUICHHS OJJHOU U3 CJIeYIOIINX JaT:

BBOJl B O0OpOT JIEKapCTBEHHOIO Ipernapara, Ha YNakOBKY (ITHKETKY)
KOTOpOTO HAHECEHO CpeACTBO HIEHTU(UKaUMM, [peoOpa3oBaHHOE U3
COOTBETCTBYIOIIETO KOJa MAapKUPOBKH, IpPU IPOU3BOJCTBE JIEKAPCTBEHHBIX
npernapatoB Ha Tepputopun Poccutickoii ®enepanny;

JOCTaBKa JEeKapCTBEHHOTO Mperapara B MECTO MPUOBITUS Ha TEPPUTOPUU
Poccuiickoii @enepauuu U NoAa4d TaMOXKEHHOM IeKjapall Ha TOBaphHl B
Hpollenype BBITyCKa AJs BHYTPEHHEro MOTpeOIeHUs UK NMOAAaYH TaMOXXCHHOM
JeKIapalii Ha TOBaphl B NPOLEAype BBITycKa ISl BHYTPEHHETO MOTpeOsIeHus
JIeKapCTBEHHOIO I[Ipenapara, MapKHpPOBaHHOTO Ha TaMOXXEHHOM CKJIaJe B
COOTBETCTBHU ¢ ab3aieM BTOpHIM INyHKTa 4 Hactosmero Ilomoskenus, mnpu
IIPOU3BOJICTBE JIEKAPCTBEHHBIX MpenapaToB BHe Teppuropun Pocculickon
@Denepanuu (32 UCKIIOYEHHEM JIEKApCTBEHHBIX IIpernapaTroB, BBO3UMBIX U3
roCyIapCTB - WieHOB EBpa3suiickoro 3KOHOMHYECKOTO COI03a);

BBOo3 B Pocculickyto ®enepammio Ha (QapmaneBTUUECKUA CKIan
JIeKapCTBEHHOIO IIpernapara IpH IPOU3BOACTBE JIEKAPCTBEHHBIX IPENapaToB
BHe Tepputopur Poccuiickoii ®denepallud - B OTHOIIEHUHM JIEKAPCTBEHHBIX
IpernapatoB, BBO3UMBIX M3 TIOCyJapcTB - wWIeHOB  EBpa3smiickoro
SKOHOMHYECKOTO COrO3a.

IIpy 3TOM oOmepaTop CHUCTEMBl MOHHMTOPUHTA DETUCTpHUpYeT (BHOCHT)
B cucteMe (CHCTeMY) MOHHUTOPMHIAa HH(OpMAIHI0O O HAHECEHHWH CpelcTBa
UAeHTHOUKAIINYM,  YKa3aHHYI0  3OMHTEHTOM  CpeACTB  HIASHTH(UKALUU
B CBEJCHUSAX O HAHECEHWM CpeACTBa WACHTU(UKALMM, IIOC/IE IOIy4YeHHUs

20070295.doc



OIJIaTBI YCJIYTH MO MpPEeAOCTaBICHHIO KOJa MapKUPOBKH, IPeoOpasOBaHHOTO
B COOTBETCTBYIOILEE CPEICTBO UACHTHU(DUKAIIUH.

Peienue o BeIOOpe criocoba oIuiaThl yCIyTH IO NpPeloCTaBICHUIO KoJa
MapKHUPOBKH IPUHUMAETCS SMUTEHTOM CPE/ACTB UICHTU(DUKAIINH. |

B cmyuyae ecinu omnara yciyrd 110 IPeJOCTaBICHHIO KOJa MapKHpPOBKHU
OCYILIECTBIISAETCS SMUTEHTOM CPEICTB UIACHTU(UKAIIUN IO MIPeACTaBICHUS UM
B CHCTEMy MOHHTOPHHIA CBEICHHUN O HAHECEHHU CpeACTBa WUICHTU(HKAIINH,
peoOpa30BaHHOIO M3 COOTBETCTBYIOIIETO KOJa MapKUpOBKH, Takas yciyra
NpU3HaeTcss OKAa3aHHOW ONepaTopoM CHUCTEMBI MOHUTOPHHTAa B MOMEHT
NOJlyYeHHUs] JOMUTEHTOM CpPEJCTB HIASHTU(GWKALMKA OIUIAaYeHHBIX KOJOB
MapKHAPOBKH.

B ciydae ecim omjara yClIyrd MO IpPeJOCTaBIEHHIO KOJa MapKHUPOBKH
OCYIIECTBIISETCS 3MHUTEHTOM CPEICTB MIACHTU(UKAIUU IIOCTe IpPEICTaBICHUS
UM B CHCTEMY MOHHUTOPHHIA CBEJCHHI O HAHECEHUH CPe/ICTBa HICHTUDUKALINH,
IpeoOpa30BaHHOIO M3 COOTBETCTBYIOIIETO KOJa MapKUPOBKH, TakKas YCiIyra
MpU3HAeTCsd OKa3aHHOM OllepaTOpOM CHCTeMBl MOHUTOPHHIa B MOMEHT
perucTpauuy (BHECEHHs) OIEepaTopoM CHCTEMbl MOHHUTOPHHIA B CHCTEME
(cucTeMy) MOHHTOPHMHIa HWH(pOpMaIuy, coiepxameiics B CBEICHHAX O
HaHECEHUU cpencTa UIEHTHU(HUKAIIY, npeobpa3oBaHHOTO U3
COOTBETCTBYIOILErO KOJIa MapKUPOBKH.

B cioyyae eciM B cOOTBETCTBMM C TocTaHOBIeHHMeM [IpaBuTenncTBa
Poccuiickoit @enepanuu ot 8 Mas 2019 r. Ne 577 "O6 yTBepxaAeHHH pazMmepa
IUIaTEl 32 OKasaHWe YCIyr IO IpeJOCTaBIeHUIO KOJOB MapKHPOBKH,
HeOOXOOMMBIX 1 (OPMHUPOBAHUSA CPEICTB HACHTH(QUKAIUH H 00eCredeHHs
MOHUTOPUHIA JABM)KEHMS TOBapoOB, MOMJIEXKAIINX OO0A3aTelbHOH MapKHPOBKE
cpeAcTBaMH HICHTU(UKAIMK, a TakXke O MOpsAKe ee B3UMaHuA"' yciayra
10 IIPeIOCTABIEHUIO KOJa MApKUPOBKH He MOIEKHUT OILIATE, SMHTEHT CPE/ICTB
WACHTU(GUKAUM II0CJIe IOJNyYEeHHs KOoJa MAapKUPOBKH OOECICYMBAET €ro
npeobpa3oBaHME B  CpEICTBO HIACHTU(UKALMKM, HaHECEHHE CpeicTBa
UAeHTU(UKAUH Ha BTOPUYHYIO (TOTPeOUTENbCKYI0) YITIAaKOBKY JIEKAPCTBEHHOIO
npernapata (a Ip¥ €e OTCYTCTBUH - Ha MEPBUYHYIO YIAKOBKY JEKapCTBEHHOT'O
npenapara) HJIM Ha MaTepHalbHBIM HoOcUTenb (PTHKETKY) M B TeUYEHHe
180 xaneHapHBIX JHEH I@epeJaeT B CHCTEMY MOHHUTOPHHIa CBEICHHS
O HaHECeHWH CPEICTBa HACHTU(PHUKALUKU B COOTBETCTBUHU C ab3alleM IIepBBIM
nyHkta 35 wm nynkrom 36 Hactosumero IlosoxxkeHus, HO He To3jHee
HACTYIUIEHUS OJHON U3 CIeIyIOIIUX IaT:

BBOJ B 00OPOT JIEKAPCTBEHHOTO MpenapaTa, Ha YMaKOBKY (JTHKETKY)
KOTOpPOTO  HAHECEHO  CPeICTBO  HASHTHGHUKAIMH,  mpeoOpa3oBaHHOE
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13 COOTBETCTBYIOLIErO0 KOAA MAapKUPOBKM, MPH MPOU3BOACTBE JIeKapCTBEHHBIX
npenaparoB Ha Tepputopun Poccuiickoin ®enepauny;

JOCTaBKa JIEKapCTBEHHOI'O MperapaTra B MECTO MPUOBITHS HA TEPPUTOPUU
Poccuiickoit Denepanuy U Nojadyd TaMOXEHHOHM JeKJiapallid Ha TOBapbl B
IIpolleIype BBIILYCKa IUIsl BHYTPEHHETo MOTpeOIeHns] WK TOAaYd TaMOXEHHON
JieKJIapalyd Ha TOBAapbl B IIPOLIEAYPE BBIMYCKa I BHYTPEHHETO MOTpeONeHus
JIEKapCTBEHHOI'O IIpelapara, MapKUPOBAHHOIO HAa TaMOXEHHOM CKiaie B
COOTBETCTBUU C ab3aleM BTOpbIM ITyHKTa 4 Hactosmiero llonmoxeHus, mpu
MPOU3BOJACTBE JIEKADCTBEHHBIX IIpenaparoB BHE TEppUTOpUU Poccuiickoit
Oenepauyiy (32 HUCKIIOYEHHUEM JIEKAPCTBEHHBIX IIpernapaToB, BBO3UMBIX W3
rocy1apcCTB - 4JIeHOB EBpa3uiiCKOro 3KOHOMHUYECKOI0 CO103a);

BBO3 B Poccuiickyto @expepanuio Ha (apMaleBTHUECKHH CKJan
JIEKapCTBEHHOI'O IpenapaTa IIpd TNPOU3BOJCTBE JIEKAPCTBEHHBIX Ipenaparos
BHe Tepputopun Poccuiickoit @enepaiii - B OTHOIICHHWU JIEKAPCTBEHHBIX
MpenaparoB, BBO3UMBIX M3 TIOCyAapcTB - wieHOB  EBpasuiickoro
SKOHOMHYECKOTO COr03a.

9. Kompl MapKHPOBKY aHHYJIMPYIOTCS B CIISAYIOLINX Cy4asix:

a) HapyIlIEH yCTAaHOBJICHHbIH a03allaMu TISITHIM - BOCBMBIM ITyHKTa 9!
Hactosmero IlonmokeHHWs cpok omnatel yCiIyr IO TMPEeNOCTaBJIICHHIO KOAa
MapKHUPOBKH;

0) HapyllleH YCTaHOBJIEHHBIM ab3allaMH TNEpPBBHIM - YETBEPTHIM MU (WUJIH)
TPUHAILATBIM - LIECTHAAUATHIM IMyHKTa 9' macrosmero IlomoxeHus CPOK
nepefayd CBEIEHHH B CHUCTEMY MOHUTOpDUHIa O HAaHECEHMM CpeACTB
MIAEHTU(DUKALHH.

9°.B perucTpallii B CHUCTEME MOHHUTOPHHIA CBEJICHHH O HAHECEHUHU
CPEJICTB HACHTU(PHUKALIH OTKa3bIBACTCS TI0 CJISAYIOIUM MPUYHHAM:

a) OTCYTCTBHE KOAOB HACHTHU(GHKAIIMHA, VYKa3aHHBIX B CBEICHHAX
O HaHECEHUU CPEICTB UIACHTU(UKAIINHU, B peecTpe CpeACTB HACHTH(HUKAIHH
orneparopa CUCTEMbl MOHUTOPHHTIQ;

0) MpenCTaBICHUE 3SMUTEHTOM CpEACTB HUJIeHTUDUKAMKU CBeIeHUU
0 HaHECeHWH CPEICTB UICHTU(PHUKALUU TI0 UCTEUEHUU CPOKA, YCTAaHOBJICHHOTO
ab3allaMy TIE€PBBIM - YE€TBEPTHIM M (WIM) TPUHAALUATBHIM - IIECTHAALIATHIM
MyHKTa 9' Hactostmero ITonoxeHus;

B) OTCYTCTBHE Yy OIlepaTopa CHCTEMBI MOHMTOPHUHTA  CBEJEHUH
00 ycTpoicTBE PETMCTPALIUU 3MHUCCHH, C UCIOIB30BaHUEM KOTOPOTO MepeaaHbl
CBeIeHUsA B CUCTEMY MOHUTOPHHTA;

r) OTCYTCTBUE  IOATBEPXKIACHUS  OILIATHI KOJIOB  MapKHPOBKH,
NpeoOpa3oBaHHBIX B CPEACTBA UAEHTU(UKALIUN, O HAHECEHUH KOTOPBIX OIMHUTEHT
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CpeACTB UACHTH(QHUKALUK T[EpelacT B CUCTEMy MOHHTOPHMHIa CBeAEHUs
O HaHECEHHH CpeACTBAa MAECHTU(UKALIUH, IIPEIyCMOTPEHHBIe ab3alleM TePBhIM
nyHKTa 35 unu nyHKToM 36 Hactosiero [lonoxxenus.";

r) abzan mnepsblii myHkTa 10 mocne cnoB "®enepanbHOrO areHTCTBA
M0 TEXHWYECKOMY pPEryJIHpPOBAaHHIO U METPOJIOTHH," MOMOJHUTH CJIOBAMHU
"coctout U3 18 uudppoBEIX CUMBOJIOB";

1) MyHKT 24 NONOJHUTH ab3aleM cIieIYIOUIEro COepIKaHms:

"PerdcTtpanuss B CHCTEME€ MOHUTOPHHra CYOBEKTOB OOpamieHus
JIEKApCTBEHHBIX CPEINCTB - OpraHu3alui, TMpU3HABaeMbIX HaJOTOBBIMHU
pe3uneHTaMHu Poccniickoit Qenepanuy, 15§ WHJMBUYaIbHBIX
npeanpuHAMAaTeNed, UMEIOUX JIMLEeH3UH Ha MPOM3BOJICTBO JIEKApCTBEHHBIX
CpeCTB, JIMIEH3UN Ha (papMalleBTHUECKYIO JEATENBHOCTh (BKIIOYas OITOBYIO
U PpO3HWYHYIO TOPIOBIIO  JIEKAPCTBEHHBIMH  CpPENCTBaMH), JUICH3UH
Ha JesITeIbHOCTD 110 000POTY HAPKOTHYECKHUX CPENCTB, ICUXOTPOIHBIX BEIIECTB
U UX IPEeKypCcopoB, KyJIbTHBHPOBAaHWIO HAPKOCOAEPXKAIIMX pacTeHUH
M JIMUEH3UMH Ha MEIMLMHCKYIO JeATEIbHOCTh, MOXET OCYIIECTBISTHCS
C UCIOJb30BaHHEM  (elnepanbHOM TrOCyHapCTBEHHOW  HH(POPMALHOHHOM
cuctembl  'EngHas  cucteMa  MASHTUGUKAUMM U ayTeHTUDUKAIUHA
B UHGpacTpyKType, obecrnednBaronmed HHPOPMAIHMOHHO-TEXHOIOTHIECKOE
B3aHMOJIEHCTBUE  HMH(POPMALIMOHHBIX  CHCTEM, UCHOJIB3YEeMBbIX  JIJist
NpeJOCTaBIEHU FOCYIapCTBEHHBIX U MYHHUIMNAIBHBIX YCIYT B 3JIEKTPOHHOH

dbopme".";

e) B ab3alle nepBoM NOAIMyHKTa """ myHKTa 27 cioBa "ONTOBOH TOPTrOBIH
JeKapCTBEHHbIMH MpenaparamMu’ 3aMEHHUTh CJIOBaMU "ONTOBOH TOProOBIIH
JIEKapCTBEHHBIMH CpPEACTBAMU (B TOM YHCJE OCYIIECTBISIOIUMU (OYHKIHUH
10 ayTCOPCUHTY) ";

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

"ABTOpH3anusi CyOBEKTOB oOOpalleHHs JIeKapCTBEHHBIX CPEACTB -
OpraHM3aluii, I[PHU3HABa€MbIX HAJIOIOBBIMH pe3ugeHTaMu  Poccuiickoi
@enepanuy, 1 HHAMBUAYAIBHBIX NpeANpUHUMATENEH B CHCTEME MOHUTOPUHTA
MOXET  OCYIIECTBIIATBCS  IIOCPEICTBOM  HMCIIOJIb30BaHUS  (eaepaabHOM
rocy1apCTBEHHOH UHGOPMALIMOHHOM CHUCTEMBI "Enunas cucrema
WJAeHTUOHUKAMY U ayTeHTU(UKAMK B HHPPACTPYKType, 0OecrednBaroleii
HH(GOPMALIMOHHO-TEXHOJIOTHYECKOE  B3aUMOJeHCTBUE  HHGMOPMAIMOHHBIX
CUCTEM, HCIOJIB3YEMBIX JJI1  IpPEAOCTaBICHHMS  TOCYyNapCTBEHHBIX H
MYHHIIMIIATIBHBIX YCIYT B 3JIEKTPOHHOH dopme".";

3) B IyHKTe 32:
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a03al] mepBbId U3J0XKUTh B CICAYIOIIEH PEeOaKIUU:

"32. Ilepenaya cBeneHUM B CHCTEMY MOHHMTOPHHIra OCYIIECTBIIAETCSA
TOCPEJICTBOM HampaBieHus (aiimoB B ¢opmare U B  COOTBETCTBHH
C HMHCTPYKIIMEH, OINWCBhIBaIOUIeH Ipouedypbl IPEICTaBICHUS CBEIECHUN
cyObekTaMi OOpallleHHs JIeKapCTBEHHBIX CPEJACTB, COIVIACOBAHHBIMH €
MuHucTepcTBOM 31paBooxpaHenus Poccuiickoi Penepauyy U pasMeLCHHBIMU
oTepaTopoM CHUCTEMBI MOHUTOpPHYHIA B HHMOPMALIMOHHO-
TEJIEKOMMYHHUKaMOHHOH ceTd "MHTepHeT" Ha ero opunuaibHOM caifte.";

JIOITOJTHUTD a03alleM CIETYIOIEro COASPIKaHUs:

"UsMmeHeHne ¢opMaTa B3aUMOACHCTBHSA UH(OPMALMOHHBIX CHCTEM
CYOBEKTOB OOpallleHHs JEKapCTBEHHBIX CPEJICTB C CHCTEMOH MOHUTOPHHIa
npousBoAuTcs He dame | pasa B TedeHue 180 nHeHd, 3a HCKIIOUYEHHEM
HeOoOXOIUMOCTH M3MEHEHHs] Takoro Qopmara B cCiydasX, IIPeXyCMOTPEHHBIX
3akoHomaTeIbcTBOM Poccuiickoit denepauuu. ";

1) ab3all TpeTWd IyHKTa 33 AOIMOJHUTH CIOBAMHU
cBeJeHuill B MHGOPMAaLMOHHBIA pecypc, obecrneduBaroluil y4eT U XpaHEHUe
JOCTOBEPHBIX JaHHBIX O TOBapax IO - COOTBETCTBYIOLIEH  TOBapHOM

B 4YaCTH BHECCHHA

HOMeHKIaType";

K) B ITyHKTe 35:

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

a03all TpeTU U3I0XKUTH B CIEAYIOIEeH peaaKIUu:

"CyObeKkT oOpalleHusi JIEKapCTBEHHBIX CPEICTB, OCYUIECTBIISIOIIUN
IPOU3BO/ICTBEHHYIO CTaINIO BBIIIyCKAIOIIEr0  KOHTpONs  KadecTsa
JIeKapCTBEHHBIX IperapaToB, B TeUeHHE 5 paboumx NHEH C JaThl 3aBepLICHUs
ITPOU3BOJICTBEHHOM CTaauu BBIITYCKAIOIIEro KOHTPOJIS Ka4yecTBa
U TpeJCTaBIeHUs AOKYMEHTOB M CBEACHHMH, NpPEAyCMOTPEHHBIX 4YacThio |
crarbn 52" ®MenepansHoro 3akoHa "O6 oOpaIleHHH JNeKapCTBEHHBIX CPeCTB”,
B ®DenepasibHyro ciuyx0y 1o Haa3opy B cdepe 3IpaBOOXpaHEHHUS WIH
HOJIlydeHHs  paspellleHus, IMpelyCMOTPEHHOrOo 4YacThlo 7  CTaThH 52!
denpepanpHOoro 3akoHa "OO oOpalleHHM JEeKapCTBEHHBIX CpeAcTB" (B Ciydae
[POU3BOACTBA  HMMMYHOOHMOJIOTHYECKMX  JIGKApCTBEHHBIX  IIpenaparos),
IO TMpeICTaBIE€HUS CBEAEHUH O JanpHEHININX OIepalMaxX C BBOJAMMBIMH B
rpakAaHCKUH 060pOT NeKapCTBEHHBIMU IIpenapaTaMy NPeJCTABISEeT B CHCTEMY
MOHHTOPUHIA CBEIEHUs, IpelyCMOTPEHHblEe ITyHKTOM 2 npuioxeHus Ne3
K HacTosmeMy [lonoxenuro.";

) B ITyHKTe 36:

cioBa "(B cly4yae OTCYTCTBHMS BTOPHYHOH YMaKOBKH - CTaauu (HacoBKH)
JIEKapCTBEHHBIX I[IpENnaparoB,” 3aMEHMTh cJIOBaMH "(B CIy4ae OTCYTCTBHUSA
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BTOPUYHOM YITAKOBKM - CTagud (acoBKH) JIEKapCTBEHHBIX IMpenapaTtoB WK
MapKUPOBKH yaKOBOK JIEKapCTBEHHBIX npenapaToB CpencTBaMu
UAeHTU(PHUKAIIMY Ha TAMOXXEHHOM CKJIaJleé B COOTBETCTBMHU C ab3alleM BTOPBIM
nyHkTa 4 Hactosero [lonoxenus";

JOTIOJTHUTH ab3aleM CIIeIyIOIIero CoAepKaHus:

"IIpn MapKUpOBKe YIAKOBOK JeKApPCTBEHHBIX MPENapaToB CPeACTBAMU
UJCHTH(HUKALMN Ha TaMOXXEHHOM CKJaJle B COOTBETCTBHU C ab3aieM BTOPHIM
nyHkTa 4 Hacrosuiero IlonoxeHuss cyObekT oOpalleHHs JIeKapCTBEHHBIX
CPENCTB, SBIAIOLIMKCA JepXKaTelieM WM BIaAelblUeM PErucTpalMOHHOrO
yIOCTOBEPEHM, WU  [PEJCTABUTENBCTBO HHOCTPAHHOW  OpraHu3allf
Ha Tepputopuu Poccuiickoi ®epepanuu, SBIAOUICHCS  AepiaTeneM
WM BIQENIBLIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS, 0 Mpe/CTaBlICHUS
CBEIEHHH, TIPEIyCMOTPEHHBIX ab3aleM TepBBIM HACTOSINEro IyHKTa,
NPE/ICTAaBISIIOT B CHCTEMY MOHHUTOPHHIa CBEAEHUS, MpPeIyCMOTPEHHbIE
ITyHKTOM 3! npunoxenns Ne 3 k nacrosimemy [TonoxeHuo.";

M) MYHKT 37 U3JI0KUTh B CleAYIOIEH pelaKIIuu:

"37. Ilpu BBO3€ JIEKapCTBEHHBIX MpernapatoB B Poccuiickyro ®enepaiuio
JIOTTyCKaeTcs NPEACTABICHUE CBEIEHHWH B CHUCTEMY MOHUTOPHHIa CyOBEKTOM
ofOpalieHusi  JIGKAPDCTBEHHBIX  CPEACTB,  OCYILIECTBIISIIOLIMM  OTIPY3KY
NleKapCTBEHHBIX TMpernaparoB B Poccuiickyio ®enpepaumio (majee - MOpsMoi
NOPSAOK TIPEACTABIICHUS CBENCHHMH NPU BBO3E JIEKAPCTBEHHBIX IpenapaToB B
Poccuiickyro @enepauuio), WIHM CYOBEKTOM OOpallleHHs JICKapCTBEHHBIX
CpeICTB, OCYILIECTBISIOIIMM BBO3 JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro
®deneparyio (nanee - oOpaTHBIA MOPSIAOK MPEACTABICHUS CBEEHUN TPH BBO3E
JIeKapCTBeHHBIX IIpenapaToB B Poccuiickyto ®enepaiuio), 3a HCKIIOYEHUEM
cly4yass MapKUPOBKHU YIIAaKOBOK JIEKAPCTBEHHBIX [IPENapaTroB CpeACTBaMU
HaeHTH(GUKAMM Ha TAMOXXEHHOM CKJiaJle B COOTBETCTBUM C ab3aieM BTOPHIM
nyHkTa 4 Hactoswero I lonoxenus.

Penrtenne o BBIOOpEe TPSAMOro MOpsJKAa MpeACTaBICHHS CBEIEHUN NpH
BBO3€ JIEKApCTBEHHBIX IIpenapatoB B Poccuiickyio Menepaimto nu6o odbpaTHoro
MOpsilKa NpPEJNCTaBICHUS! CBENEHHUHW IpU BBO3€ JIEKAPCTBEHHBIX IpEnapaToB
B Poccuiickyro ®enepauuio npuHUMaeTrcs CcyObekTamu — oOpalieHus
JIeKapCTBEHHBIX CPEICTB, MpeACTaBIAIOLIUMU TaKue CBEJICHMUS,
CaMOCTOSTEJBHO.

B ciydae BbIOOpa npsMoro mnopsaka MpeicTaBiIeHUs CBEJIeHUHA NPU BBO3€
JeKapCTBEHHBIX IpernapaToB B Poccuiickyro ®enepauuio cyObekT oOpalieHus
JIEKapCTBEHHBIX CPEACTB, SBISAIOLIUKCS Jep)KaTejeM WIM BJajelbleM
PErMCTPAalMOHHOIO YAOCTOBEPEHHUS, WM NPEICTAaBUTENIBCTBO HMHOCTPAHHOM
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opraHuM3auMu Ha Teppuropuu Poccuiickoii ®enepanum, SIBISAIOIIEHCS
nepykareseM WM BIIAJENbIEM PEruCTPAllMOHHOIO yIOCTOBEPEHHUS, B TEUEHHE
45 paboumx JHEH ¢ JaTel OTIPY3KM JIEKapCTBEHHBIX IpenaparoB
B Poccuiickyro Denepannio 10 10CTaBKH JIEKAPCTBEHHBIX NPENapaTOB B MECTO
npuOBITHS HA TeppuTopuu Poccuiickoit @enepalivv ¥ NpeAcTaBleHNUs CBEACHUH
O JaJpHEHUIIMX Ollepalusx ¢ TakUMH JI€KapCTBEHHBIMH IIpernapaTaMu
MPEeACTaBIAOT B CUCTEMYy MOHUTOPHMHIa CBEJEHHUS, IIPelyCMOTPECHHEIE
myHKTOM 4 nipunoxenus Ne 3 k Hactositemy [lonoxeHuro.

[Ipu  sTOM  CcyObeKT  oOpalleHWs  JICKAPCTBEHHBIX  CPEJCTB,
OCYIIECTBIIAIOIIMI  BBO3 JIEKAPCTBEHHBIX IIpemapaToB B  Poccuiickyro
Qepepaliyio, B TeUeHHE 5 paboyux JHEH C JaThl JOCTaBKH JIEKAPCTBEHHEBIX
nperapaToB B MeCTO NpubbITUs Ha Tepputopuu Poccwuiickoit ®Denepanun
U peTucTpalyi B CHCTEME MOHUTOPUHTA CBEACHMI 00 OTrpy3Ke JeKapCTBEHHBIX
npermapatoB B Poccuiickyto ®@epnepanuio 0 MpeACTaBIEHHS  CBEAeHHIA
O JaJbHEHIHX Ollepalusx ¢ TaKUMH JIEKapCTBEHHBIMH IpernapaTaMu
HOATBEPXKAAET JOCTOBEPHOCTH CBEACHHM, COLEpXKallUXCId B  CHCTEME
MOHUTOpPUHIA, NYTEM MNpEeACTaBICHUA CBEAEHUN B CHCTEMy MOHHTOPHHTA,
IIpeayCMOTPEHHEIX IIYHKTOM 7 npuiioxxeHus Ne 3 k Hacrosmemy [lonoxenuro.

B cny4ae BbIOOpa 0OpaTHOrO MOpANKA IPENCTaBICHUS CBEJEHU TIpH
BBO3€¢ JIEKAapCTBEHHBIX IIpemnaparoB B Poccuiickyro @enepauuio CcyOBeKT
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISIONINI BBO3 JIEKapPCTBEHHEBIX
npenapatoB B Poccuiickyto ®@enepanuto, B TedeHue 5 paboumx gHEH C HaTEHI
JIOCTaBKU JIEKAPCTBEHHBIX IpenapaToB B MECTO NPUOBITHS Ha TEPPUTOPHH
Pocculickoit denepanuy WIM AaThl 3aBeplLICHUs] arperupoBaHus (B ciydae
OCYIIECTBJICHMS ~ arperMpoBaHusl  JICKAPCTBEHHBIX  IIpelapaTroB  IOCHe
UX JIOCTaBKM B MeCTO NpHOBITHS Ha Tepputopuu Poccuiickoit denmepanmn)
JI0 TIPEACTaBIEHUS CBEJIEHUH O NPUHATHH PEIICHHUS TaMOXXEHHBIMH OpraHaMH
O BBIIYCKE JIEKapCTBEHHBIX IIPENapaToB [Uisi BHYTPEHHEro MOTpeOsIeHus
TIpefCTaBIsieT B CHCTEMy MOHMTODHHIA ~CBEIEHHS, MPeIyCMOTPEHHbIE
myHkToM 5 npuitoxeHus Ne 3 k Hactosmemy [lonoxenuro.

ITpu sTOM CyOBEKT OOpalleHHs JIEKAPCTBEHHBIX CPEACTB, ABISIOLIUMHCSH
Iep)xaTeneM MM BIAJelIbLEM pPErUCTPallMOHHOIO YIOCTOBEPEHHWS, HIH
IIPEACTAaBUTENILCTBO HMHOCTPAHHOM OpraHu3aluu Ha Tepputopuu Poccuiickoi
denepauny, SBIAIOIIEHCS JAepXaTeleM HWIM BlafelblieM PeruCTPallMOHHOTO
yIOCTOBEpEHUs, B TedeHue 5 paboumx IHel ¢ JaThl PErHMCTpallid B CHCTEME
MOHUTOpPHHIA CBEIEHHN O BBO3€ JIEKapCTBEHHBIX IpenapaToB B Poccuiickytro
Oenepanuro 10 NPEACTABICHUSA CBEICHUH 0 JAIbHEHUIINX ONepalusix ¢ TAaKUMH
JeKapCTBEHHBIMU IIpelnaparamMy IOJATBEP)KIAIOT HOCTOBEPHOCTh CBEACHUH,
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CoepXKaluXcsl B CUCTEME MOHUTOPUHIA, IIyTeM IpeACTaBI€HHs CBeJEHUI
B CHUCTEMYy MOHHUTOPHHIA, IPEIyCMOTPEHHBIX IIYHKTOM 7 mpuoxeHus Ne 3
K HactosieMy [lonoxeHuro.

[Ipy MapKUpOBKE YyNAKOBOK JIEKAPCTBEHHBIX IIpeNnapaToB CpeACTBaAMHU
UAeHTU(UKAMY HAa TaMOXXEHHOM CKJa/ie B COOTBETCTBUM C ab3alleM BTOPBIM
nyHkta 4 Hacrosmero Ilomoxenuss cyObekT oOpalleHus JeKapCTBEHHBIX
CPEeACTB, SBISIOIIMKICS Jep)kaTelleM WIN BIaAelblieM pPEerucTPaloOHHOTO
YIOCTOBEpEHHSI, WIM [PEACTABUTEIBCTBO WHOCTPAHHON  OpraHu3aluu
‘'Ha TeppuropuM Poccuiickoii @Defepaluu, ABISIOMEHCS  JepiKaTeneM
WIN BJIAJIEIBIEM PETUCTPALMOHHOIO YJIOCTOBEPEHUs, B TeueHHe 5 paboumx
JHEeH ¢ JaThl 3aBEpIICHUS MapKHUPOBKH YIIaKOBOK JIEKAPCTBEHHBIX MPENapaToB
CpelcTBaMH HACHTU(UKAIMH Ha TaMOXXEHHOM CKJajJe [0 IIpeIcTaBlIeHUA
CBEIEHUI O JAJBHEHIINX ONepalysX ¢ TAKUMH JIEKapCTBEHHBIMHU IperapaTaMmu
MPEACTAaBIAIOT B CHCTEMY MOHHTOPHHIA CBEIEHMs, NpeyCMOTPEHHBIE
nyHkToM 4 npuiioxenus Ne 3 x HacTosmemy [lonoxenuro.

I[Ippy  >TOM  CcyOBEKT  oOOpallleHHus  JICKapCTBEHHBIX  CPEJICTB,
OCYILIECTBUBIINI BBO3 JI€KapCTBEHHBIX IIperiapaToB B Poccuiickyro ®enepaiuio,
B TeuyeHHe 5 pabouymx [Hed C AaThl PeruCTpallid B CHCTEME MOHHMTOPHHIA
CBEJIGHHH, TMpPEeNyCMOTPEHHbIX ab3alleM ceabMBIM HACTOSIIEr0 IIYHKTA,
0 MpeACTaBI€HHA CBEJACHUN O JaJbHEHININX ONepalusax ¢ TaKuMHU
JIEKapCTBEHHBIMH IIpellapaTaMy IOJATBEpPKIAeT JOCTOBEPHOCTH CBEJIECHHUH,
cCoepXaluxcsi B CHCTEME MOHWUTOPHHIA, IyTeM IMpeACTaBleHus CBeIeHUH
B CHCTEMYy MOHHUTOPHHIA, MPEIyCMOTPEHHBIX NYHKTOM 7 mpuiioxkeHus Ne 3
K HactosmeMy ITosoxenuro.

IIpu coBeplleHMM TaMOXEHHBIX ONepalMi NOpu  TaMOXEHHOM
JeKJIapUpOBaHUHU M IIOMELIEHUH JIEKAPCTBEHHBIX MPENapaToB O] TAMOXXESHHYO
MpoLIeAYPY BBIILYCKa I BHYTPEHHEr0o NOTpeOIeHUs TaMOXKEeHHBINH OpraH:

3anpallnBaeT B CUCTEME MOHUTOPUHTA CBEASHUS O KOAE UJICHTUhUKAIIIN
WIM  KoAe  HIEHTU(UKAIUM  TPEeTHYHOH  (TPaHCIOPTHOH)  YIAaKOBKH
JIEKAPCTBEHHOTO TIPENapaTa, B KOTOPOH HaXOIMTCS TAaKOH JIeKapCTBEHHBIM
npernapaT (B ciIydae BBO3a TPETUYHOH  (TpPaHCIOPTHOH) yNaKOBKH
JIEKapCTBEHHOTO Mpenapara HelIUKOM), sl OCYLIECTBICHHS CBEPKH C JTaHHBIMH,
yKa3aHHBIMU B TAMOXXEHHOH JIeKJIapalliy Ha JeKapCTBEHHBIH Npenapar;

nepefaeT B CUCTeMY MOHHTOPUHIA JaHHbIE O BBHITYCKE JISi BHYTPEHHETO
noTpebieHUs IeKapCTBEeHHBIX IIPenapaToB.

Ilpu BHECEHWM W3MEHEHHIl B CBeJCHUS, yKa3aHHbIE B TaMOXEHHOU
JeKJIapallid Ha JEKapCTBEHHBIN IIpemnapar, B TeueHue 5 paboumx nHelt mocie
BHECEHHS HW3MEHEHHH B TaMOXXEHHYIO [eKJapalydi0 Ha JIeKapCTBEHHBIU
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mpernapaT TaMOXEHHBI oOpraH mepejaeT B CHUCTEMY MOHWUTOpPHHIA
CKOPPEKTHUPOBAHHbIE JaHHBIE O JIEKAPCTBEHHOM IIpernapare.

IIpu nepenade npaB COOCTBEHHOCTH B 30HE TaMOXXEHHOTO KOHTPOJIS
Ha JIeKapCTBEHHBIE IIpenapaTsl, MOMEILIEHHBIE MOJ TaMOXXEHHYIO IMpOLEAypY
TaMO)XEHHOTO  CKJIaJa, CyObeKT oOpallleHus JIeKapCTBEHHBIX CPEJCTB,
OCYILECTB/SIIOIIIMM  BBO3  JIEKApCTBEHHBIX IpenaparoB B  Poccuiickyio
®denepanuto, BTedyeHHe S5 paboymx [AHEHd C  JaTel O(bOpMJIeHI/IH
COOTBETCTBYIOIIIMX  JOKyYMEHTOB O Ilepefade  IpaBa  COOCTBEHHOCTH
Ha JIEKapCTBEHHBIE IIperapaTsl 10 IPEACTaBICHUS CBEJCHHM O JalbHEeWIINX
omepalusix C JIEKAPCTBEHHBIMU IpenapaTaMu IpPeNCTaBisgeT B CUCTEMY
MOHUTOPHHIA CBEIEHUs, IIPEAYCMOTPEHHbIE IYHKTOM 6 mpuioxkeHus Ne 3
K Hactoswmemy Ilosoxenuro.

ITpu sToM CcyOBEKT OOpalleHus JIEKAPCTBEHHBIX CpPEICTB, KOTOPOMY
OCylIeCcTBIEHa Iepefada IpaB COOCTBEHHOCTH Ha JIEKapCTBEHHBIM Ipenapar,
MMOMENIEHHBIN IO TaMOXEHHYIO MPOIeAypy TaMOXEHHOTO CKJafla, B TCUECHHE
5pabounx naHed C aaThl O(OPMIEHHS COOTBETCTBYIONIHX JOKYMEHTOB
0 mepejave mpaBa COOCTBEHHOCTHU Ha JIEKAPCTBEHHBIH IIpernapar U perucTpariu
B CHCTeM€ MOHUTOPHHIA CBEJIEHHUI O MepeNaHHbIX JIEKAPCTBEHHBIX IperapaTax
110 TIpE/ICTABIICHHUs] CBEACHUN O JallbHEWIINX oOmepalusX C JIeKapCTBEHHBIMH
mpenapaTaMyd  IIOATBEPXKAACT JOCTOBEPHOCTh CBEACHUM, COIepKaluxcs
B CHCTeME MOHUTOPUHIA, O IPUHUMAEMBIX JIEKAPCTBEHHBIX IIpernaparax MmyTeM
IOpeACTaBICHUS CBEACHUH B CHUCTEMY MOHUTOPHUHIA, NPEeIyCMOTPEHHBIX
nyHkroM 7 npuitoxeHus Ne 3 x Hacrosuemy [lomoxenuro.

[Ipy mnepeMeleHUH JIEKapCTBEHHBIX [pernapaToB MeXAYy 30HaMH
TaMOXXEHHOT'O0 KOHTPOJISI, OCYIIECTBIIIEMOM IOCJe MHPHOBITHUS JEeKapCTBEHHBIX
mpenapaTtoB B MECTO JOCTaBKH, OIpefeseHHOe CcyOheKkToM oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIIONIMNM BBO3 JIEKAPCTBEHHBIX IMPENapaToB
B Poccuiickyro ®Pepepanuio, B MEXIyHapOOHBIX TOBApHO-TPAHCIIOPTHHIX
JOKyMeHTaX, CyOBbeKT oOpallieHus JIEKApCTBEHHBIX CPEACTB, OCYIIECTBISIFOIIHMA
BBO3 JIEKQpCTBEHHBIX INpenapatoB B Poccuiickyro ®epnepaiuio, wind CyOBEKT
oOpalieHus JeKapCTBEHHBIX CPEICTB, KOTOPOMY OCYIIECTBJICHA Iepeaada IpaB
coOCTBEHHOCTH Ha JICKapCTBEHHBIH Mpenapar, IOMEIEeHHBIH 10l TaMOXXEHHYIO
IIpOLEAYPY TAMOXEHHOIO CKJIaJa, B TeUeHHe 5 pabouux IHEH C JaThl TaKOTO
nepeMeIeHyss N0 IPENCTaBIICHHs CBENEHHM O JalbHEUINNX Ollepalusix C
JIEeKapCTBEHHBIM IIpeNapaToM IpeACTaBiIseT B CUCTEMY MOHUTOPHHIA CBEJICHHUS,
IIpelyCMOTPEHHBIE IIyHKTOM 8 IprutoxeHus Ne 3 x HactosawmeMy [lonoxxenuro.

CyOpexT oOpallleHHs JIeKapCTBEHHBIX CPEACTB, OCYINECTBISIOIIUNA BBO3
JeKapcTBeHHBIX IpenapaToB B Poccuiickyro @enepanuio, HWid CyObeKT

20070295.doc



13

oOpallieHus JTEKapCTBEHHBIX CPEICTB, KOTOPOMY OCYILIECTBJIEHA Iepe/iada IIpaB
COOCTBEHHOCTH Ha JIEKapCTBEHHbIE IIpenaparsl, IOMEIIEHHbIE 10/ TAMOXKXEHHYIO
IpoLeypy TaMOXXEHHOTO CKJlaja, B TeueHue 5 pabouux JHeld ¢ AaThl pelieHus
O BBIIIYCKe JIEKAPCTBEHHBIX INpenapaToB Uil BHYTPEHHEro IOTpeOsIeHus,
IPUHATOTO TAMOXXEHHBIMH  OpraHaMH, [0 IpPEJCTaBICHHUS CBEACHUMU
0 JalbHEHIIMX OllepallsixX C JIGKapCTBEHHBIMM IperapaTaMu IpelCTaBlseT
B CHUCTEMY MOHUTOPHUHIAa CBEIEHHS, IpPEAYCMOTpPEHHBIE MYHKTOM 9
npuioxeHus Ne 3 k HacTosmeMy [Tonoxenuto.

Ilpu nmepemMelieHuyn J1eKapCTBEHHBIX IPEMapaToB U3 30HBI TaMOXXEHHOTO
KOHTPOJISI CyOBEKT OOpalleHUsl JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISFOIIHH.
BBO3 JIEKapCTBEHHBIX IpenapaTroB B Poccuiickyro ®eneparuio, Win CyOBEKT
oOpallleHus JIEKApCTBEHHBIX CPEJCTB, KOTOPOMY OCYIIECTBJIeHa Iepeiaya Mnpas
coOCTBEHHOCTH Ha JIEKApCTBEHHBIE NIperapaThl, IOMELEHHbIE 110]] TAMOXEHHYIO
Mpoueaypy TaMOXXEHHOr'O CKJaja, B TeueHue 5 pabouux mHEH ¢ JaThl MPUEMKH
JIEKapCTBEHHBIX IIPENapaToB Ha (apMalleBTUUECKUH CKIajy W 3aBepIIeHUS
TaMOXXEHHO! MPOLETyphl BBIITYCKa TOBapa VISl BHYTPEHHEro roTpebieHus (Ui
C JaThl pEelleHMs O BBINNYCKE JIEKAPCTBEHHBIX MNpenapaToB Jii BHYTPEHHErO
noTpeGieHus, MNPUHATOTO TaMOXXEHHBIMM OpraHamH, IIpH TNPUMEHECHUU
MpolLexypbl YCIOBHOTO BBITyCKa TOBapoB) JO IIPEACTaBICHUSI CBeICHUI
O JaJbHEHIINX OIepalysX ¢ JEKapCTBEHHBIMU MpenapataMd IPeACTaBIAET
B CHUCTeMy MOHUTOpPUHIa CBEACHWs, I[PEOYyCMOTPEeHHble ITyHKTOM 10
npuioxxenus Ne 3 k Hactoswmemy Ilonoxenuro.";

H) JOTIOJIHUTH ITyHKTOM 37! CIIETYIOIEro COJepKaHus:

"37!, ITpu ocylecTBIEHUH BBOJa B IpaKAaHCKMI 060pOT JIeKapCTBEHHBIX
npernapaToB, BBE3eHHBIX B Poccuiickyto PDepepaunio (3a HUCKIIOUYESHHEM
JIeKapCTBEHHBIX NPENapaToB, BBO3UMBIX C TEPPUTOPUM T'OCYAApCTB - UJICHOB
EBpa3uiickoro 3KOHOMUYECKOTO COH03a), CYOBEKT OOpalleHus JIeKapCTBEHHBIX
CPEJCTB, OCYUIECTBIIAIOIINN BBO3 JIEKAPCTBEHHBIX MpenapaToB B Poccuiickyro
Qenepanuio, B TeyeHUe 5 pabouyux OHEW C JAaThl IPUEMKH JEeKapCTBEHHBIX
npernaparoB Ha (apMaleBTHUeCKUH CKIIaJ U IpejacTaBieHHs B DefepaibHYIO
cnyx0y 1o Han3opy B cdepe 3IpaBOOXpaHEHHUS JOKYMEHTOB M CBEJCHHH,
MpeNyCMOTPEHHEIX  dHacThio 2 cTaThl  52'  DemepanbHOro  3aKoHa
"O6 oOpalleHdN JIEKapCTBEHHBIX CPEACTB", O JIeKapCTBEHHBIX mNperaparax,
BBOJUMBIX B TIpaXHaHCKURL 000pOT, WIM TOJYYEHHS pa3pelleHus,
IPeAYCMOTPEHHOT0  dYacThio 7 cratbu 52'  DenepanpHOro  3aKkoHa
"O6 oOpalieHUM JIEKapCTBEHHBIX cpeACTB" (B ciydae BBO3a B Poccuiickyo
Denmepayito . MMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX [Ipernaparos),
IO TpeACTaBIE€HHs CBEACHUN O JaJbHEHIIMX oOmepalusX ¢ TaKUMH
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JIEKapCTBEHHBIMH IpelnapaTaMd MpeACTaBIsieT B CUCTEMY MOHHUTOpPHHIa
CBelIeHHsA, MPELyCMOTPEHHbIe MyHKTOM 13 mpuiioxeHuss Ne 3 Kk HacToOsIIEMY
[Tonoxenuto.";

0) MYHKT 38 U3JI0KUTh B ClIeIyIOlIeH peaaKivu:

"38. IIpu BBO3e neKapCTBEHHBIX mpenapaTtoB B Poccuiickyro denepanuio
U3 TOCYJIapCTB - WIEHOB EBpa3uiicKOro 3KOHOMHYECKOTO CO03a JOMYyCKAaeTCs
Npe/CTaBlIeHHE CBEJCHUM B CHCTEMY MOHMTOPUHIA CYOBEKTOM OOpalleHHUs
JeKapCTBEHHBIX CPEACTB, OCYLUECTBJISIOUIMM OTIPY3Ky JIEKapCTBEHHBIX

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

HKOHOMHYECKOI'O COH3a), UM CyOBEeKTOM 0OpallleHus TeKapCTBEHHBIX CPE/ICTB,
OCYIIECTBISIFOILMM TIPHEMKY Ha (apMaleBTU4eCKUld CKiIaJ JIeKapCTBEHHBIX
penaparoB Ha TEPPUTOPUHU Poccuiickoit Oenepauuu
(manee - oOOpaTHBIM TOPSAOK TPEACTaBIEHUS CBEACHW TIPH BBO3E
JIeKapCcTBeHHBIX IpenapatoB B Poccuiickyro ®enepanuio U3 rocyaapcrB -
y1eHOB EBpa3zuiickoro 3JKOHOMUYECKOTO COK03a).

Pemienne o BbIOOpe MpsAMOTO MOpsAAKAa NpPEACTaBIEHUS CBEACHHH IpH
BBO3€ JICKAPCTBEHHBIX IIpenapaToB B Poccuiickyro denepauuio U3 rocy1apers -
4JIeHOB EBpa3MICKOro 3KOHOMHYECKOr0o COro3a JU00 0OpaTHOro mopsijaka
NpeacTaBlIeHHsl  CBEAGHMM IpH  BBO3€  JICKAPCTBEHHBIX  Ipenaparos
B Poccuiickyro ®Pepepaumio U3 TocynapcTB - 4I€HOB EBpasuiickoro
9KOHOMHYECKOI'O CO03a IMpUHUMaeTcs cyObekTaMu oOpallleHUs JIeKapCTBEHHBIX
CpeNCTB, NPEICTABISIFOIINMU TAKHE CBEJICHUS, CAMOCTOSTENBHO.

B ciryqae BbIOOpa npsaMoro nopsijka mpeacTaBlieHus CBeJCHNH MPH BBO3€E
JIeKapcTBeHHBIX InpenaparoB B Poccuiickyro Penepauuio u3 rocynapcrs -
yleHoB EBpa3MiCKOro SKOHOMMYECKOTO COKH3a CYOBEeKT oOpalleHUs
JIEKapCTBEHHBIX CPEACTB, SBISIOMIMNACS Jep)KaTeleM MWIM  BaaAelbLeM
PETUCTPALMOHHOIO YAOCTOBEPEHUS, WM IPEACTaBUTENBCTBO HHOCTPaHHOMN
opranuzauMid Ha Tteppuropun Poccuiickoii  ®enepanuu, SABISIOLIEHCS
Jep)xaresieM WM BIAAENIbLEM PErMCTPALUOHHOIO YIOCTOBEPEHHS, B TEUECHHUE
5 pabounx OHEH ¢ ATkl  OTIPY3KHM  JIEKAPCTBEHHBIX  MpenapaToB
B Poccuiickyto ®enepauuio U3 TrocygapcTB - wWieHOB EBpasuiickoro
DKOHOMHYECKOTO COKO3a [0 TMpEACTaBIE€HUS CBEAEHUH O JajbHEeUIIUX
onepalusXx ¢ TAKMMH JIEKapCTBEHHBIMHU MpenapaTaMy NpeICTaBISIIOT B CUCTEMY
MOHUTOPHHIa CBEIEHUs, IpelyCMOTpeHHble MyHKTOM 11 npunoxxenus Ne 3
K Hacrosuemy Ilonoxenuto.
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IIpu  sTOM  CyOBEKT  OOpallleHHs  JIEKapCTBEHHBIX  CpEACTB,
OCYIIECTBJISIOIIMY IPHEMKY Ha (apMaleBTHYECKHM CKIaJ JIeKapCTBEHHBIX
npernaparoB Ha Teppurtopun Poccuiickod ®epepanyy, B TedeHHe 5 pabodMx
JIHEM C JaThl IIPUEMKH JIEKapCTBEHHBIX MPENapaToB U PerucTpalid B CUCTEME
MOHUTOPHHIa  CBEI€HHH 00  OTrpy3Ke JIEKapCTBEHHBIX  IIPernaparoB
B Poccuiickyro @enepaunio H3 TrocymapcTB - uieHoB EBpasmiickoro
SKOHOMHYECKOTO COI03a JO0 I[PEACTAaBICHHs] CBEJEHHH O JadbHeHIIuX
omepauusax C TaKMMM JIEKQpCTBEHHBIMU IIpelaparaMHd  IOATBEPKIAET
JIOCTOBEPHOCTH CBEICHUH, COAEPKAIMXCS B CHUCTEME MOHUTOPHHIA, IIyTEM
TpeJCTaBIeHUud CBEJAEHMHA B CHCTEMY MOHHUTOPHHIA, IPEAyCMOTPEHHBIX
nyHKToM 7 npunoxenus Ne 3 k HacrosmeMy Ilonoxenuro.

B crnyuae BeIOOpa 00paTHOro ToOpsjKa MPEACTABICHUS CBEJEHUH IpH
BBO3€ JIEKapCTBEHHBIX NpenapaToB B Poccuiickyio ®eepaluio 13 rocyaapers -
yjieHoB EBpa3suiickoro 53KOHOMHMHYECKOTO COI03a CYOBEKT oOpalieHHs
JIEKapCTBEHHBIX CPEJICTB, OCYINECTBIAIOIUNA MPHUEMKY Ha ¢apMalieBTUUEeCKUi
cKiIaj JIeKapCTBEHHBIX MpenapaToB Ha TeppHTOpuH Poccuiickoit ®epeparuu
mpu BBo3e B Poccuiickyro denepanuio U3 rocyaapcrs - 4ieHOB EBpasuiickoro
SKOHOMHYECKOI0 COI03a, B TedeHHe S5 pabouumx [Hell ¢ [arbl IPUEMKHU
JIEKapCTBCHHBIX IIPENApaToB A0 MPEACTAaBICHHUS CBEACHUNH O HalbHEHITuX
omepanusXx ¢ TAKMMH JIEKAPCTBEHHBIMU IIperapaTaMy NpeACTaBISIeT B CUCTEMY
MOHHTOPUHIA CBEIEHHUs, IIPEAYyCMOTpPEHHBIE IYHKTOM 12 mnpusoxeHus Ne3
K HacTosIemy llonoxenuto.

IIpu 3TOM CyOBEKT OOpallleHHs JIEKapCTBEHHEBIX CPENCTB, SBISIOLTUICS
IepxareneM MM BIafelblieM PpPErucTPalliOHHOTO YAOCTOBEpPEHUS, WIH
MIpEeACTaBUTENLCTBO MHOCTPAHHOM OpraHu3alMy Ha TeppuTtopuu Poccuiickoit
denepanyy, ABIAIOLICHCS [epXaTeleM WIH BlIafelblleM pPerucTpallMOHHOTO
yIOCTOBEPEHHs, B TedeHHe 5 paboumx JHEH C JaThl PErucTpallid B CUCTEME
MOHHTOPHHIa CBENEHHH O IpueMKe Ha ¢apMaleBTUYeCKUid cKian
JEKapCTBEHHBIX IIpernapaToB Ha Tepputopuu Poccuiickoit ®enepanuu
JO TpeNCTaBICHUSA CBENEHWH O JaJbHEUIIMX oOmepamusx ¢ TaKuMHU
JIEKapCTBEHHBIMHM IIpeliapataMi IOATBEPXKAAIOT JIOCTOBEPHOCTh CBEACHHH,
colep)Kallixcsd B CHCTEME€ MOHUTODHMHIA, ITyTeM IIpEACTaBJICHUS CBEICHUHU
B CHCTEMY MOHHUTODHHIA, IPEAYCMOTPEHHBIX ITyHKTOM 7 TpHiIoxeHUus Ne 3
K HactosmeMy [lonoxenuro.";

1) ZOTIOJHHUTH IyHKTOM 38' cliefyrommero conepxaHus:

"38!. IIpu ocyIIecTBIEHHY BBOJa B IPaXKJaHCKHUIA 06OPOT TEKapCTBEHHbIX
IperiapaToB, BBE3E€HHEBIX B Poccuiickyro denepanuio U3 rocyiapcTB - UJI€HOB
EBpa3uiickoro 3KOHOMHYECKOTIO COI03a, CyOBEKT OOpallleHus JIeKapCTBEHHBIX

20070295.doc



16

CPENCTB, OCYIIECTBISIOMMI IpHeMKy Ha (apMaleBTHYECKHH  CKIaj
JIEKapCTBEHHBIX IIpernaparoB Ha Tepputopuu Poccuiickoli ®epnepanuuy,
B Teuenne S5 paboumx JHeH <C JaTel IIpeACTABIEHUs [JOKYMEHTOB
M CBeJeHHM, MPEeAyCMOTPEHHBIX YacThI0 2 CTaTby 52! QenepanbHOro 3aKOHA
"O6 obpalieHnH JEKapCTBEHHBIX CpEACTB", O JIEKAPCTBEHHBIX IIpernaparax,
BBOJAMMEIX B TIpaXIaHCkuii obopor, B DenmepanpHylo ciyxOy Mo Ham3opy
B cepe 3IpaBOOXPaHEHHs WIH IOJNYy4YEHHs pa3pellleHusi, IPefyCMOTPEHHOro
yacteio 7 crateu 52' ®enepansHoro 3akoHa "O6 06GpaIeHHH JNeKapCTBEHHBIX
cpeacts" (B ciydae BBo3a B Poccuiickyto ®enepanyto IMMYHOOHOIOTHYECKAX
JIEKaPCTBEHHBIX IIpENnaparoB), OO MpPECTaBICHUs CBENCHHMH O JallbHeHIIMX
orepanusx ¢ TAKMMH JIEKapCTBEHHBIMH INpenapaTaMy IPeAcCTaBiIseT B CUCTEMY
MOHHMTOPHHIA CBEJEHMS, IPEIyCMOTpPeHHble IMyHKTOM 13 mnpunoxenus Ne 3
k Hacrosmemy [Tonoxenuro.";

p) nyakt 40 mnocne cnoB "llpu ocCylecTBIEHHMH arperupobaHus’
JIOIIOJIHWTh ~ CJIOBaMHU  "JIEKapCTBEHHBIX INPENaparoB, WMEIOIUX OJIUH
11002 IbHBIN UISHTU(PUKAITHOHHBIA HOMEp TOProBOM eIMHULIBL,";

C) MyHKT 41 W310XXUTH B CIeAyIOIeH peJaKIiuu:

"41. Ilpu pacdopmupoBaHUHM TPETHIHOH (TPaHCIOPTHON) YIAKOBKH
JIEKapCTBEHHOIO  IIpemnapara,  WU3BbSITHM  JIGKapCTBEHHBIX  IIPENapaToB
U3 TPETUYHOH (TpaHCIOPTHOIN) ynaKOBKﬁ JIEeKapCTBEHHOr0 Ipemnapara,
JIOIIOJIHUTEILHOM  BJIOXKEHHWH JIEKapCTBEHHBIX MpPENnaparoB B TPETUUYHYIO
(TpaHCIIOPTHYIO) YIAKOBKY JIEKapCTBEHHOro Ipernapara CyObeKT oOpallieHus
JIEKapCTBEHHBIX CPEJCTB IIPEACTaBAse€T B CHUCTEMY MOHUTOPHUHIA CBEICHMI,
MpeyCMOTPEHHbIE ITyHKTaMH 2 - 4 mnpunoxeHus Ne5 K HacTodleMmy
ITonoxxeHnro, 10 MPE/ICTABIEHUS CBeIEHUN O JaJbHENUIINX ONepariuix ¢ TAKUMHU
JEKapCTBEHHBIMU IpernapaTaMH WJIM TPeTUYHOM (TpaHCIOPTHOH) YNaKOBKOH
JIEKapCTBEHHOIO IIpernapara.”;

T) B yHKTe 44:

B ab3alle NMepBOM clioBa "(manee - MPsSMOM MOPSAJIOK HpPenCTaBICHUS
CBelleHMI)" 3aMEHHUTh clIoBaMM "(Janee - IpsMOM IOPANOK NPEICTaBIICHH
CBelleHMii mpHM O00OpOTe JIEKapCTBEHHBIX IpenaparoB)" u cioBa "(nmamee -
OOpaTHBIN MOPANOK INPEJCTAaBICHUS CBEACHUH)" 3aMeHMTh ciloBaMu "(nanee -
o6GpaTHBIN MOPANOK IpelCTaBIICHUs] CBeIEHHH Npu 000poTe JIEeKapCTBEHHBIX
npenapaToB)";

ab3a1lpl BTOPOH U TPETUH U3JI0KUTH B CIEAYIOLIEN pelaKIUU:

"Pemenre o BbIOOpe MPSMOTro TMOPSAKA IPE/ICTaBIeHUs CBEACHUN IIpU
000poTe JICKapCTBEHHBIX IIpeNapaToB 00 0OpaTHOI'O NOPsAKA NIPEACTABIICHHS
CBeJleHH# NpH 060pOTe JIEKApCTBEHHBIX MPENapaToB IPUHUMAETCS CyObeKTaMu
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oOpallleHus JIEKapCTBEHHBIX CPEICTB, NPEICTaBISIOIMMH TakKHe CBE/CHUS,
CaMOCTOSITEJIBHO.

B ciyuae BpIOOpa MpSAMOroO IOpsAKa IpPEICTaBIeHHsS CBEIECHUH IpH
000opoTe JNEeKapCTBEHHBIX IMperapaToB CyObeKT OOpalleHus JeKapCTBEHHBIX
CPEeJICTB, OCYIIECTBIAIONMNA Iepeaady JIEKapCTBEHHBIX IPENaparoB IPYroMy
CcyOBeKTy oOpallleHHs JIEKapCTBEHHBIX CPEACTB B paMKaX IPaXIaHCKO-
IIPaBOBBIX OTHOLICHWH, B TeueHMe 1 pabouero nHsS ¢ (GakTU4eCKOH [aThl
OTIPY3KH JICKapCTBEHHBIX IIPENapaToB IPeACTaBIIeT B CUCTEMY MOHUTOPHHIA
CBEJIeHMS, IIPENyCMOTpPEHHbIe IMyHKTOM 2 IpuioxeHns Ne 6 Kk HacTosulemy
[Monoxenuro.";

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

a03all NATHIN U30KHATH B CIIEAYIOIIEH peaaKiuu:

"B cnydae BeIGOpa oOpaTHOro mopsjaka IpelCTaBIeHUs CBEACHUH IpH
00opoTe JIEKapCTBEHHBIX MpenaparoB CcyOBEKT oOpallleHus JeKapCTBEHHBIX
CPEJICTB, OCYIIECTBILAIOUMN IPUEMKY JE€KapCTBEHHBIX IIPENnaparoB OT IPyroro
cyObekTa OOpalleHHs JeKapCTBEHHBIX CpEICTB B paMKaxX T'PaXXIaHCKO-
IIPaBOBBIX OTHOIIEHUuH, B TedeHue 1 pabodero nHA C OaThl IIPUEMKHU
JIEKapCTBEHHBIX IIperapaToB IpeACTaBISIET B CUCTEMY MOHHTOPHHTA CBEIECHHS
0 TPUHATHIX JIEKApPCTBEHHBIX IpelapaTaX, INpPeIyCMOTPEHHbIE ITyHKTOM 3
nputoxerus Ne 6 k HacrosmeMmy [Tonoxenuro.";

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

y) B myHkTe 44"

" n

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

JOTIOTHUTE ab3areM CIeAYIOIEro COAeP>KaHus:

"Ilopsimok  IpeAcTaBleHUs CBeAGHUM o0 BbIBoge u3  oboporta
JIeKapCTBEHHBIX IIPeNapaToB, yKa3aHHBIX B a03alle IepBOM HACTOSIIEIO ITyHKTa,
yTBépchlaeTc;I MunuctepctBoM 31paBooxpanenus Poccuiickoit ®enepanun.”;

) HOMOMHUTE MyHKTOM 44° ClIe/IyIONIero CoNepKaHuUs

"442, CyObekT ofpalieHuss JIeKapCTBEHHBIX CPEACTB, BBITOIHSIOMNN
GYHKUMM TI0 ayTCOPCHUHTY TMpH Iepefade cyOwpekTam  oOpalneHus
JeKapCTBEHHBIX  CPEJCTB, OCYILUECTBISAIOIIMM  OTIYCK  JIEKapCTBEHHBIX
npenapatoB OeCIUIaTHO WM CO CKUAKOW II0 pelentTy Ha JeKapCTBEHHbIE
IpenapaTsl, JIEKApCTBEHHBIX IIpeNapaToB, 3aKylaeMbIX [Uld oOecledeHHs
rpakiaH 3a C4eT CPEeACTB (enepanbHOro 6romkera U (MIN) CPeICTB OIOIKETOB
cyonsekToB Poccuiickoit denepanuu, B TedeHrne 1 pabodero qHs ¢ GaKkTHIECKOM

"
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JaThl OTIPY3KH JICKApCTBEHHBIX IIPENapaToB MpEACTAaBIIeT B CHCTEMY
MOHHMTOpPHHIA  CBEICHUS, IPelyCMOTPEHHble MYyHKTOM 6 mpuinoxeHus Ne 6
K HacTosieMy [lonoxeHuro.

ITpu 3TOM  CyOBEKT  oOOpalleHHs  JEeKapCTBEHHBIX  CPEJCTB,
OCYIIECTBIIIIOMMM TIPUEMKY TaKHX JEKapCTBEHHBIX IpenaparoB, B TEYEHHE
1 paGodero fHS ¢ JaThl NPUEMKH JEKapCTBEHHBIX MIPENapaToB M PErMCTpaLul
B CHCTeME€ MOHHUTOPUHTAa CBeICHHA 00 OTTPYKEHHBIX JIEKapCTBEHHBIX
npernaparax 0 NpeJCTaBICHYs CBEACHUN O JaNbHENIINX OIEpalMiIX ¢ TaKUMH
JIeKapCTBEHHBIMU IIpenapaTamMy IIOATBEPXKIAET JIOCTOBEPHOCTb CBEIECHUH,
CoJIepKallluxcsi B CHCTEME MOHUTOPHHIA, IIyTEM IPEACTABICHHUS CBEICHUH,
IpelyCMOTPEHHBIX IIyHKTOM 4 npuioxeHus Ne 6 k HactosmeMy Ilonoxenuro.";

X) IYHKTHI 46 1 47 U3JIOXUTE B CIEAYIOLUIEN pedaKIUHU: '

"46. CyOBbekT oOpallleHHsl JIEKapCTBEHHBIX CPEJICTB, OCYIHECTBIISFONIUA
BEIBOJI M3 000pOTa JIEKAPCTBEHHBIX IIPENaparoB (3a HCKIIOYEHHEM BBIBOJA U3
obopoTa JeKapCTBEHHBIX I[IpenapaTroB IIyTeM BBIBO3a paHee BBE3CHHBIX
B Poccuiickyto ®Denepaluuu JIeKapCTBEHHBIX MpeNaparoB, YHUYTOXKCHUS
JIEKapCTBEHHBIX IpenapaToB, ITOMEIIEHHBIX II0J TAMOXXEHHYIO MPOLEAYPY
YHHUYTOXXEHHs, BBIBO3a JIEKAPCTBEHHBIX IpelapaToB, MapKUPOBaHHBIX
CpencTBaMH  HIeHTHGUKaUWH, 3a Ipeldensl TaMOXEHHOH TeppUTOPHH
EBpa3uiickoro 3KOHOMHYECKOTO CO0l03a, IIOMEIIEHHBIX II0X TaMOXXEHHYIO
npoLenypy O9KCIIOpTa, WM Mepefadyd Ha YHHYTOXEHHE paHee BBEICHHBIX
JIeKapCTBEHHBIX IpernapaToB B TIpaXAaHCKUH O0O0OpOT Ha TEpPUTOPHHU
Poccuiickoii  ®epepanuu), B TedeHue S pabounx JOHeH C  AaThl
COOTBETCTBYIOIIEH ONEpalliy UK C JaThl IPUEMKHU JIEKapPCTBEHHBIX IIPENapaToB
Ha QapmaneBTUYecKuii ckinag (Ipu BBIBOJE U3 000OpOTa JieKapCTBEHHBIX
IIpenapaToB B 30HE€ TaMOXEHHOTO KOHTpPOJIA) MPEACTaBISET B CUCTEMY
MOHHUTOPHHIa CBEIEHHS, NpPEeTyCMOTpPEHHBble MyHKTOM 1 mpmioxeHus Ne 4
K HacrosieMy llonoxenunro.

47. CyobekT oOpallleHHs JEKapCTBEHHBIX CPEACTB, OCYILIECTBIIAIOLINM
BEIBOJ W3 000poTa JIEKAapCTBEHHBIX IpemnapaToB IMyTeM YHHUYTOXKECHHS
JIEKapCTBEHHBIX IIpENapaToB, IIOMEINEHHBIX 10 TaMOXEHHYIO IIPOLENYpY
VHUYTOXEHHsI, BBIBO3a JIEKapCTBEHHBIX IpenapaToB, MapKHPOBaHHBIX
CpeaCTBaMM HACHTH(HKAIUM, 32 Ipeaeiasl TaMOXXEHHOH TeppHUTOpUH
EBpa3uiickoro 3KOHOMHMYECKOIO COI03a, IIOMELIEHHBIX HOJ TaMOXEHHYIO
MpoLenypy JKCIIOpTa, "npencraBnﬂe_T B CHUCTEMY MOHUTOpPHMHIA CBEICHUS,
IIpeyCMOTpeHHbIe IIyHKTOM 2 npuiokeHus Ne 4 k HactosmeMmy Ilonoxenuro,
B TeueHue 5 pabounx AHEH ¢ AaThl COOTBETCTBYIOLIEN onepanuu.";
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1) B myHkTe 49 crnosa "nyHkToM 9 npusnoxxeHus Ne 3" 3ameHUTH cioBaMu
"myakToM 2 npuioxeHus Ne 4";

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

"50. I'lpu ocylecTBI€HUH MOBTOPHOTO BBOJAa B 0OOPOT JIeKapCTBEHHBIX
npernapaTtoB (3a HCKIIOYEHHEM JIEKapCTBEHHBIX IIPENnaparoB, CBEIEHUS
0 BBIBOJIc M3 000OpOTa KOTOPBIX IIPEJCTaBlIe€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 IPENapaToB
BHe TeppuTopun Poccuiickoii @enepaiuu (B ciiydae BbIBO3a paHee BBE3CHHBIX B
Poccuiickyro @enepaiivu JeKapCTBEHHBIX NpENapaTroB), B TeueHUe S5 pabouux
JHEeH C JaThl COOTBETCTBYIOIIEW ONepaluy MpeACTaBiIsieT B CUCTEMY
MOHHUTOPHMHIA CBENEHUS, NPEeIyCMOTpEHHble IyHKTOM 14 npunoxenus Ne 3
K HacTosieMy llonoxeHuro.

IMopsimox mnpencTaBieHUs CBEJSHUM O IOBTOPHOM BBOJE B 000pOT
JIeKapCTBEHHBIX IIpenapaToB, yKa3aHHBIX B a03alle BTOpPOM IIyHKTa 44!
HacTosmero IlonoxeHus, yTBepxkaaeTcss MMHHCTEPCTBOM 3[paBOOXpaHEHUS
Poccuiickoit denepanuu.

51. CyOpexThl obpalleHus JIEKapCTBEHHBIX CPEJCTB, OCYIIESCTBILIOUINE
PO3HUYHYIO  TOPIOBJIIO  JIEKAPCTBEHHBIMH  IIperapataMd M OTIYCK
JIEKapCTBEHHBIX IIPENapaTOB €O CKHAKOM II0 pElenTy Ha JEKapCTBEHHBIE
npemnaparbl, MapKHPOBaHHBIX CpEJICTBAMH HISHTHU(HUKALUY, IPEACTaBISIOT
CBeJeHHs O BBIBOJE U3 000pOTa JeKapCTBEHHBIX IIPEnapaToB ¢ UCIOJIb30BaHUEM
KOHTPOJIbHO-KaCCOBOM TEXHUKH.

[Tepenaua uHpOpMaAMM B CHUCTEMY MOHHUTOPHMHTa O JEKapCTBEHHBIX
mperniaparax, BIBEAEHHBIX U3 000poTa cyObeKTaMu 0OpallieHus JIEKapCTBEHHBIX
CPEICTB, HE IPUMEHSIONIMUI KOHTPOJIbHO-KaCCOBYIO TEXHUKY
WIKM  TPUMEHSAIOIIMMH  KOHTPOJIBHO-KaCCOBYI0O  TE€XHHKY B  PEXHME,
He npeaycMaTpHUBarolieM o00s3arenpHON Nepedadd (PUCKaJbHBIX JIOKYMEHTOB
B HAJIOTOBBIE OpraHbl 4epe3 oleparopa (UCKaIbHBIX [aHHBIX, B CIydasX,
ycraHoBNeHHBIX DenepansHeiM 3akoHOM "O HpUMEHEHHMH KOHTPOJIBHO-
KacCOBOH TEXHUKH IIPU OCYLIECTBJIEHUU pacueToB B Poccuiickoilt ®@enepannn’,
TIPOM3BONUTCS TAaKUMH CyObeKTaMu oOpallleHHsl JIeKapCTBEHHBIX CpeICTB
C HCIIONB30BaHNeM (DYHKI[MOHAIA CHCTEMBI MOHUTOPHHTA.

CyObekTsl OOpalleHus JEKapCTBEHHBIX CPENCTB, OCYIIECTBIIIONINE
MEIMIIMHCKYIO JAESITeNBHOCTh U BBIBOJ M3 000pOTa JIEKapCTBEHHBIX IIpernapaToB
IpH OKa3aHUM MEIUIMHCKONH IIOMOINM, a TakXke CyOBeKTBHl oOpaleHus
JIEKapCTBEHHBIX CPEICTB, m‘nycxaronmé JIeKapCTBEHHBIE TIpernapaThl 6ecryiaTHO
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[I0 pelLenTy Ha JeKapCTBeHHbIE IpernapaTsl, NPeACTaBISIOT MHPOPMALUIO
B CHCTEMY MOHHTOPHHIa O BBIBOAE M3 00OpOTa JEKapCTBEHHBIX IMperaparoB
IyTeM OTITyCKa JIeKapCTBEHHBIX IIpenaparoB OeCIIaTHO MO pelenTy Ha
JIeKapCTBEHHBIE MpenapaTsl WIK OTIIyCKa P OKa3aHUH MEIUIIMHCKON MOMOIIH
C HCIIOJIb30BaHHEM PETUCTPATOPOB BBHIOBITHS, IMPEACTABISIEMEIX OIEPaTOPOM
CHCTEeMBI MOHUTOPHHTA.

OcHamenne  cyOpekToB  oOpallleHusT  JIEKApCTBEHHBIX  CPEICTB,
OCYIIECTBISIONUX BBIBOA K3 000pOTa JIEKapCTBEHHBIX IpEnapaToB IIpH
OKa3aHWM MEIMIMHCKOM TOMOINM WM IyTeM OTIycka OecruiaTHO
JIEKapCTBEHHBIX IIPENapaToB [0 peUeNnTy Ha JIeKapCTBEHHbIE IIperaparsl,
perucTpaTopaMM  BBIOBITUS ~ OCYLIECTBIAETCS  ONEPAaTOpPOM  CUCTEMBI
MOHHMTOpDMHIA Ha 0€3BO3ME3[HOH OCHOBE. B mensx Takoro OCHAIeHUs
CyOBEKTHl OOpAaIlleHHs JIEKAPCTBEHHBIX CPEACTB 3aKIIOYAlOT ¢ OMEPaTOpOM
CHCTEMBl MOHHTOPWHIa JOTOBOPB, B TOM WYHCIE COAEpKallue YCIOBHUS
IIpeIOCTaBIeHUs] TAKOro 00OpYNOBaHMS U €ro PerjiaMeHTHOro O0OCIyKUBaHHUs
Ha 0e3BO3ME3THOM OCHOBE. _

TumoBast ¢opma Takmx JOTOBOPOB YTBEpXKAaeTcsi MMHUCTEPCTBOM
NPOMEIILIEHHOCTH U Toprosiid Poccuiickoin ®enepanui.

B ciayvae HepaboTOCIOCOOHOCTH peructpaTopa BBIOBITHS,
MOATBEP)KICHHOM yBelOMJIEHHUEM, HAIpaBisieMblM CyOBeKTOM oOpalleHus
JIEKapCTBEHHBIX CpEJCTB ONEepaTopy CHCTEMBl MOHMTOPHHIA, Iepefada
CBeJleHUH O BBIBOJE M3 000pOTa JIEKapCTBEHHBIX MpernapaTtoB IIyTEM OTITyCKa
JeKapCTBeHHBIX INpernaparoB OeclmiuaTHO MWIM OTIyCKa IpU OKa3aHUHU
MEIUIMHCKON MOMOINM Ha IIEPHOJ BOCCTAHOBIEHUS pPaboOTOCIOCOOHOCTH
WM 3aMeHBl perucTpaTropa BBIOBITUS OCYIIECTBISETCS CyOBEKTOM oOpalleHus
JIeKapCTBEHHBIX CpPENCTB C  HCIONb30BaHHEeM (yHKIHMOHAJa CHCTEMBI
MOHHUTOpPUHTA.";

II1) yHKT 52 AONOMHUTH ab3aleM CIeAYIOIIEro CoOAepKaHus:

"KOppeKTHpPOBKa CyOBEKTOM OOpallleHHs JEeKapCTBEHHBIX CPEIICTB paHee
HalpaB/IEHHBIX KM CBEJE€HHH B CHCTEMYy MOHHUTOPHHIAa O [epenade
JIEKapCTBEHHOIO IIperapara ApyromMy cyOBEKTy oOpallleHHs JieKapCTBEHHBIX
CPENCTB C IOATBEP)KAECHUEM TaKOH KOPPEKTHUPOBKH CyOBEKTOM oOOpalieHus
JIeKapCTBEHHBIX CPEACTB, KOTOPOMY II€pelaHbl TaKue JIeKapCTBEHHBIE
npernaparsl.";

II) B ITYHKTE 54:

B ab3aile nepBoM cioBa "u PenepanbHON ciayx00i Mo Han3opy B chepe
3PAaBOOXPaHEHUs" UCKIIFOYUTH;

JOTIOJTHUTH ab3aliaMu CIeayIOIEero Coaep KaHus:

20070295.doc



21

"Ilpp aTOM oOnanarereM HHQOpMaluy, coAepXkalledcs B CHCTEME
MOHMTOpHUHT, sBisteTcss Poccuiickas ®epepauus. IIpaBomouus obnamarens
uHbOpMalMM, cojJepXallelics B CHCTeME€ MOHHUTOPHMHIa, OT HMEHH
Poccuiickoit @enepanuu ocylecTBiasseT MUHHCTEPCTBO 31paBOOXpaHEHUS
Poccuiickoit @enepanuu. O6nanarens nHGOPMAITHY, CoAepKalleiics B CUCTEMe
MOHHTOpPHHIa, obecreynBaeT KOHQHUIECHIMAILHOCT, Takod uHpopMauy,
3a WCKIOYeHHeM wuHbopMmaluy, oTHeceHHOU IIpaBuTenbcTBoM Poccuiickoit
®enepannd K oOIEAOCTYIHOM HHPOpMaLKH.

OnepaTop  CHUCTEMBI  MOHUTOPHUHIA  OCYWIECTBIAET  JEWCTBHS
Cc WHpOpMaIMeHn, comepXKalleiics B CUCTEME€ MOHUTOPHHIA, WM pa3pelacT
OCYIIECTBIICHHE TaKWX AEWCTBMH B Ipelenax MNONHOMOYHi, yCTaHOBJIECHHBIX
denepaTbHBIMH 3aKOHAMH U IIPUHMMAaeMbIMH B COOTBETCTBHM C HMMHU HHBIMU
HOpPMAaTMBHBIMHU IIpaBOBBIMH akTamu Poccuiickoil Penepanyu, B TOM 4ucCiIe
HactosamuM Ilonoxenuem.";

BI) B mHoAmyHKTe "O" myHkta 55 cimoBa "cyOpekra oOparieHwms
JIEKapCTBEHHBIX IIpernapaToB" 3aMEHUTh CcJIoBaMU '"CyObekTa oOpalieHus
JIeKapCTBEHHBIX CPEACTB";

9) MyHKT 57 JONOJHUTH clloBaMH ", a Takke K HH(OpMallui, OTHECEHHOH
[IpaButenscTBOM Poccutickoit @enepanuu K o01e10cTyTHOM HHpopMamn";

10) paznen VII nononHuTe myHKTaMu 571 -57° CIIEIYIOLLIETO COJIEPIKAHUS:

"57'. DMHUTEHTY CpeliCTB  HISHTH(HKALMH, 3aperuCTPUPOBAHHOMY
B CHCTEME MOHHUTOPHMHIAa U IpPEACTaBUBIIEMY CBEICHHUS B CHUCTEMY
MOHHTOPUHIa O HAaHECEHHM CpeACTB HACHTU(GUKAIUM Ha  YIMAKOBKH
JIEKApCTBEHHBIX IIPENaparoB, [OMHUMO CBEICHHM, YKa3aHHBIX B IyHKTe 57
Hactosero [lomoxxenus, obecrneduBaercs AOCTYI K MHPOPMAIMH O CEPHUIX
W TMapTHSIX TaKWX JIEKapCTBEHHBIX IpenapatoB B 4YacTH HHQOpMAINH
0 BIajeNblaX JIGKApCTBEHHBIX NpernapaToB U HMX KOJUYECTBE IO Bcell uemnwm
' TIOCTaBKHU WM OTTPY3KH.

57%. T1oTpeGHUTENsIM TeKapCTBEHHBIX MPeNapaToB 06eCIeYHBAETCS JOCTYII
Kk wuHbopmanuy, oTHeceHHoN IIpaBurensctBoM Poccuiickoii ®enepanun
K 00IIe10CTYMHOM HHPOpMAaITIH.

57°. DenepalbHBIM OpraHaM HCIIOJNHHTENBHOH BIACTH B  IENSX,
ompeneneHHbIx ~ HacrosmuM  [lonoxeHuneM, — obOecriedmBaercss — JOCTYI
K CJIEIYIOILMM CBEIACHUSM:

a) uHpopMmanusi o0 cyObekTax oOpalleHHs JIeKapCTBEHHBIX CpPEACTB,
0 JIEKapCTBEHHBIX IIpelapaTrax U ux obopoTe, HeoOxonuMmasi AJsS BBIIOITHEHUS
3a/a4 U OCYIIeCTBIEHUsS (GYHKIHN, BO3JIOXKEHHBIX Ha (enepanlbHble OpraHBI
HCITOJIHUTEIBLHOU BIIACTH, B LIEJIAX, OIpeAeIeHHBIX HacTodIuM Ilonoxxenuem;
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6) craTucThyeckas HHGOpMAIUs O JIEKapCTBEHHBIX Ipenaparax M HX
obopore;

B) uH(QopManus, otHeceHHas [IpaButenscTBoM Poccuiickoit denepaunu
K 00IIeJOCTYITHON UH(pOpMAIH.

57%. Cocras uHpopMaluy, cojepxauieldicss B CHCTEME MOHHUTOPHHTIA,
JOCTYI K KOTOpPOH oOecriednBaercs (deaepalbHbIM OpraHaM MCIIOIHUTEIBHON
BJIACTH, OIIPEIENseTCs B CorIameHusXx 00 HHPOPMAIMOHHOM B3aMMOIEHUCTBUH,
3aKJIIOYEHHBIX OIIEPaTOPOM CHCTEMBI MOHUTOpPHHTA ¢ (eepabHBIMU OpraHaMu
HCHOJHUTEIbHON BlacTh WU MHHHCTEPCTBOM 3ApaBooxpaHeHus Poccuiickont
®epepanuu. ’ '

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

a) OCYIIECTBICHUS KOHTPOJIS COOMIOACHHUS MEIUIIMHCKUMH pabOTHIUKaMH,
PYKOBOJUTEIISIMU MEIMIMHCKUX  OpraHu3alui, dbapMaleBTUIECKUMU
pabOTHUKaMH H PYKOBOJHMTEJSIMH AaNT€YHBIX OpraHU3alMid OrPaHUYEHUH,
INpPUMEHSEeMbIX K HUM IIpH OCYILECTBJIECHUU NMPO(PECCHOHATBHON IeATEIbHOCTH
B COOTBETCTBHU C 3aKOHOAATENLCTBOM Poccuiickoit @enepanyuy,

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

B) IPOBEJEHUS MOHHUTOPUHTA AaccOpTUMEeHTa W LeH Ha >XW3HEHHO
HeOOXOUMBIE Y BayKHEHIIINE JIeKapCTBEHHBIE Mpenaparhl;

I') OCYLIECTBICHUS B YCTAHOBJIEHHOM IIOPSIKE IMPOBEPKU NEATENbHOCTH
MEOUIIMHCKAX M aIlTeYHBIX OpraHu3allvii, OpraHu3alliii ONTOBONM TOPIroOBJIU
JIeKapCTBEHHBIMU CPEACTBaMM, JAPYTUX OpraHU3alMii U UHANBUIYaAJBHBIX
IpeANpUHUMATENEH, OCYIIECTBIISIOIINX JesTeIbHOCTD B ctepe
3IpaBOOXpaHEHUS. .

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

a) OCYIIECTBIEHHUS KOHTPOJIS M HaA30pa 3a MPaBWIBHOCTHIO UCHUCIIEHNUS,
'[IOJITHOTOM ¥ CBOEBPEMEHHOCTHIO BHECEHHS B COOTBETCTBYIOUIUMH OHOIKET
6romxeTHOM cucteMbl Poccuiickoii denepannu HajloroB u c6OpoB, a B cliydasx,
IpeqyCMOTPEHHBIX  3aKoHojaarenbcTBOM  Poccmiickoir — ®epepauuu, -
38 MPaBWJIBHOCTBIO HMCUUCIEHUS, MOJHOTOM M CBOEBPEMEHHOCTBIO BHECEHHSA
B COOTBETCTBYIOIIHIM OrOKeT MHBIX 00s13aTeIbHBIX IIIaTeXeH;

6) KoHTpoNa cobMoneHNs TpeOOBaHUN K KOHTPOJIBHO-KacCOBOM TEXHUKE,
HOpsiJIKa U YCIIOBUH €€ peruCTpalliy U IPUMEHEHNUs;
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B) KOHTPOJISA y4eTa BBIPYYKH ACHEXHBIX CPEACTB y IOPUAMYECKUX JIHUL
¥ UHAWBUIYAJIbHBIX [IPEeANpUHUMATENEH;

') OCYILIECTBIEHUS KOHTPOJBHBIX MEPOINPHUATHH, BKIIOYas KaMepalbHbIe
U BbIC3HBIE TIPOBEPKH.

57". denepansHO  TaMoXeHHOH ciyx6e obecHedudBaeTcs  JOCTYI
K HH(OpMAaLIUH, COIEpKaLIECs B CACTEME MOHUTOPHHTI A, B LIETSIX 0OecTeyeHus
IpeayCMOTPEHHBIX 3aKOHOAaTenbCTBOM Poccuiickoil denepanyiy NOJIHOMOUYUN
[0 OCYIIECTBIEHUIO TAMOXXEHHOIO KOHTPOJS 3a MNPOAYKUWEH, BBO3UMOH
B Poccuiickyro ®enepanuio, B TOM 4YHUCJIE TaMOXXEHHOTO KOHTPOJISI TMOCIE
BEIITyCKAa TOBAapOB, a TAaKXe KOHTPOJ 34 IPaBUIBHOCTBIO HCYHUCICHHUSA
1 CBOEBPEMEHHOCTBIO YIUIAThl TAMO>KEHHBIX MOLUIMH, HAJOr0B, ClELUaIbHBIX,
AHTHIEMITHHIOBBIX KOMIEHCAlIMOHHBIX MOIUIMH M UHBIX IUIaTeXel, B3MMaHue
KOTOPBIX BO3JIOKEHO HA TAMOXXEHHbIE OPraHbl.

578 denepalibHON ciyxoe rOCy1apCTBEHHOU CTaTUCTUKHU
obecrieynBaeTCs JOCTYNl K HWHGOpMaluH, CcoAepxkalleidcs B cHCTEME
MOHHMTOPDHHTA, B Lenix oO0ecleueHusi OCYIeCTBIeHUs (yHKUUHA 10
(GOpMUPOBaHHIO OQHUIUATIBHON CTATUCTUYECKOH MH(OPMALUHM O COLMANBHBIX,
SKOHOMUYECKUX, AEMOTPpapUUECKUX, IKOJOTHUECKUX U JPYTHX OOIIECCTBEHHBIX
npoueccax B Poccuiickoit denepanum.

57°. GemepanbHONl  aHTHUMOHOMONBHOM  cayx6e  obecreunBaeTcs
JOCTym K uHOQOpMalMM, CoOJep)Kalleiics B CHUCTeMe MOHUTOPHHIA,
B 1LENSX OCYIIECTBIEHUSI TOCYJapCTBEHHOTO KOHTPOJIs 3a COONI0JeHUEM
aHTHMOHOIIOJIBHOIO 3aKoHOoAaTelibeTBa B Poccuiickon Penepanun.”;

1) JOTIOJIHUTE MYHKTOM 60 ClieIyIOLero coaepKaHus:

"60. OnepaTop cucTeMbl MOHUTOPUHTA B ciydyae cOOsi B CHCTEME
MOHHMTOPHUHTIA, NOBJIEKIIEro 3a coOON OTKa3 B MpUeMe CBeIEeHUH OT CyOBEeKTOB
obpaliieHusl JIEKAPCTBEHHBIX CPEICTB O COBEPILEHHBIX ONEpalysX, pasMellaeTt
Ha O(MIIMAJIEHOM caifTe oneparopa CUCTeMbl MOHUTOPUHIA B UH(OPMAIIMOHHO-
TEJeKOMMYHHUKAaLIMOHHOM ceTy "MHTepHeT" cieayroluue CBeIeHUS:

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

6) napopmays o0 yCTpaHEHUH MPUUUH cOOSl U BOCCTAHOBJICHUH IMOJHOM
paboTOCIIOCOOHOCTH CHUCTEMBI MOHMTOPHHIA HE NMo3AHee 4 4acoB C MOMEHTa
BOCCTAQHOBJIEHUS] IONTHOH  paboTOCIIOCOOHOCTH  CHUCTEMBl  MOHHUTOpPHHTA
C YKa3aHHeM IIPOJOJDKUTENBHOCTH OrpaHUUYeHMUs B ee paboTe.".

3. B npunoxenuu Ne 1 x ykazanHoMy [lonoxxenuto:

n.n

a) MyHKT 3 TOMOJIHUTh NOAIIYHKTaMH "3" - "1" clelyloiero cogepxanusi:
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"5) HAUMEHOBaHUe CyObeKTa oOpalleHus JeKapCTBEHHBIX CpEACTB,
OCYILECTBIISIONIEr0 CTaINI0 IPOU3BOICTBA FOTOBOH JIeKapCTBEHHOM (POPMBIL;

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

1) CTpaHa perucTpaium cyObekTa oOpallleHHs JIEKapCTBEHHBIX CPEICTB,
OCYILIECTBIISIOLLETO CTaJUI0 IIPOU3BOCTBA FOTOBOM JIeKapCTBEHHOM (HOpMEL.";

0) B myHKTE 6:

B ab3ale nmepBoM cnoBa 'moicucTeMbl "MOHMTOPUHI KadyecTBa
JIEKapCTBEHHBIX CPEACTB", "BPEMEHHOM " U "BPEMEHHOI0" UCKIIFOYUTD;

"n_n

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

B MTOAMYHKTE "T" CJIOBO "BpeMEHHOI0" UCKIIIOYHUTS;

B IMOANYHKTE "A" cjoBa "BpeMEHHOM" U "BpEMEHHOr0" UCKJIFOUYUTH;

B) JOTIOJIHUTH MYHKTaMK 6' - 6 CIIeYIOIIero coaepKaHus:

"6'. 13 cHcTeMbl MOHHTOPHMHTA B LIEJAX MOJATBEPKICHUS HOCTOBEPHOCTH
CBEJIEHUH, MpEeICTaBsAeMbIX CyObeKTaMU oOpallleHUs JIEKapCTBEHHBIX CPENCTB
B denepanbHylo ciy’kOy mo Hang3opy B cdepe 3ApaBOOXpaHEHHs NPU BBOJE
JIeKapCTBEHHBIX IpernapaToB B TIpaxAaHCKUH o0opoT, mepenarorcs B
aBTOMATH3UPOBaHHYIO MH(pOpMaIMOoHHYI0 cucteMy DeneparbHOU Ciyx OBl IO
Hang3o0py B cdepe 3ApaBOOXpaHEHHS Cledylollue CBeJeHHS O TaKuX
JIeKapCTBEHHBIX ITpernaparax:

a) WICHTU(UKAIMOHHBIL ~ HOMEp  HajJororiareibpllidka  cyObeKTa
oOpalreHusl JIEKapCTBEHHBIX CPEJCTB, OCYyIIEeCTBUBIIEro (acoBKy (yNakoOBKY)
JIEKapCTBEHHBIX MPENapaToB BO BTOPUYHYIO (IOTPEOUTENBCKYIO) YMAKOBKY
JIEKapCTBEHHOTO Mpenapara (a IpU €e OTCYTCTBUH - MEPBUYHYIO YIAKOBKY
JIEKapCTBEHHOI'0 Ipenapara) IpH IPOU3BOACTBE JIEKAapCTBEHHOIO Ipernapara
Ha Tepputopun Poccuiickoii @exepauuud WIM  OCYLIECTBHUBLIETO BBO3
B Poccuiickyro ®Penepannio 1 TaMOXXEHHOE NEKJIapUpPOBAaHUE JEKAPCTBEHHOIO
mpernapaTa B Clyd4ae BBOJAQa B TIPaXJAaHCKUH O0OpOT J€KapCTBEHHOTO
npenapara, IpOU3BeIEHHOIO BHe TeppuTOopuH Poccniickoil Penepanuy;

6) HauMeHoBaHue CcyObBeKkTa oOpallleHusi JIEKapCTBEHHBIX CPEJICTB,
ocymiectBuBliero  ¢acoBky  (YMakoBKY) JIGKAPCTBEHHBIX  IpernapaTroB
BO BTOPHYHYIO (NOTPEOUTENHCKYIO) YIMAKOBKY JIEKapCTBEHHOrO Ipernapara
(a mpu ee OTCYTCTBHHM - NEPBHUYHYIO YIIaKOBKY JIEKQPCTBEHHOI'O Ipernapara)
NpY TPOU3BOACTBE JIEKApCTBEHHOIO Mpernapara Ha Tepputopuu Poccuiickoii
Qenepanii MM OCYILECTBUBLIErO0 BB03 B Pocculickyro @Penepanuro
H TaMOXX€HHOE NEKJIapHpOBaHHE JIEKAPCTBEHHOIO MpemnapaTa B cilydae BBOJA
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B TPaXIAHCKUH OOOpPOT JeKapCTBEHHOro Tperapara, MpPOU3BEIeHHOTrO
BHe Tepputopuu Poccuiickoit ®enepanuu;

B) CBEIEHUSI O JIEKapCTBEHHOM IIpenapare, IOJ[yueHHble B paMmKax
OIMCaHMs JIEKAPCTBEHHOIO IIperapara B CUCTEME MOHUTOPHHTAa B COOTBETCTBUU
¢ nyakToM 33 IlonoxeHus o cucreMe MOHUTOPUHTA JBUXEHUS JIEKApCTBEHHBIX
[penaparoB e MEIULIMHCKOTO HpUMEHEHUs, YTBEPXKAECHHOTO
nocraHoBieHueM IlpaBurensctBa Poccuiickoii ®enepaimun ot 14 nmexabps
2018 . Ne 1556 "OO6 ytBepxnmeHun IlonoxkeHus O CHUCTeMe MOHHUTOPHHTa
JBIDKEHUS JIEKAPCTBEHHBIX NIPENapaToB i1 MEAULUHCKOTO TPUMEHEHHUA

I') HoMep IPOU3BOACTBEHHOU Cepuy;

1) 00bE€M NIPOU3BOACTBEHHOM CepUH;

e) naTa ymakoBKH ((hacoBKH) JIEKAPCTBEHHOI'O IpenapaTa BO BTOPHYHYIO
(moTpeOUTENBCKYI0) YNAaKOBKY JIEKAPCTBEHHOIO Mmpemnapara (a Tmpu ee
OTCYTCTBMM - IIEpBHYHYIO YINAaKOBKY JIEKapCTBEHHOrO I[ipemnapara) IMpH
POU3BOJCTBE JIEKAPCTBEHHOI'O IIpernapara Ha TeppuTopuu Poccuiickoit
Qenepanuy;

K) HOSHTU(UKALMOHHBIA HOMEpP HaJIOroIUiaTeNblika COOCTBEHHUKA
JIEKapCTBEHHOI'O IIpernapaTra IIpU KOHTPAKTHOM (MOAPSAHOM) NPOM3BOJCTBE
JIeKapCTBEHHOI'O Npenapara Ha Tepputopuu Poccuiickoit @enepanuy;

3) HAUMEHOBaHHE cOOCTBEHHMKA JIEKapCTBEHHOT O npenapara
NpH KOHTPAaKTHOM (IIOAPSAHOM) IPOMU3BOJCTBE JIEKAPCTBEHHOTO IIpernapara
Ha Tepputopuu Poccuiickoit ®denepaumy;

W) JaTa pPErucTpallMi TaMOXXCHHOM [JeKJlapalluM Ha JIeKapCTBEHHBIN
npernapaT B CIy4Yae BBOJA B IPaXXIaHCKUH OOOpPOT JIEKapCTBEHHOIO INpernapara,
npou3BeleHHOro BHe Teppuropuu Poccuiickoin ®enepauuy;

K) perucTpaluOHHBIA HOMEp TaMO>XCHHOU JeKJIapal Ha
JEKapCTBEHHBIM IIpenapar B ClIydae BBOJAa B TpaxIaHCKUH 0o0opoT
JIeKapCTBEHHOI'0 IIpernapara, NPOU3BEIEHHOIo BHe TeppuTopuu Poccuiickoit
Oenepanuy;

J) NaHHBIE O BBINYCKE [JI1 BHYTPEHHEro NOTpeOJIeHHS JeKapCTBEHHOIO
npernapara B CIy4ae BBOJAA B TIPAXIAHCKUI OOOPOT JEKAapCTBEHHOIO
npernapara, IpOM3BEIeHHOr0 BHE TeppuTopuu Poccuiickoit denepauuu.

6> U3 aBTOMaTU3UPOBaHHOU HH(pOpMaAIMOHHOW cHrcTeMbl PemepaabHON
CIy>KOBI IO Han3opy B cdepe 37ApaBOOXpaHEHHS B LENSAX MOATBEPKIACHHUSA
JIOCTOBEPHOCTHU CBEICHHMH O BBOJIE JIEKAPCTBEHHBIX NMPENapaToB B MPa’KIaHCKUN
000pOT B CHCTEMY MOHUTOPHHIA NPENICTABISAIOTCS CJIEIYIOLINE CBSACHUS:
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a) jara perucTpanuu CBECHUI B aBTOMaTH3HPOBAaHHOU
uHpopMmaimoHHoi cucteme OenepanpHoi cinyx0pl MO Ham3opy B chepe
3/[PAaBOOXPAaHEHUS;

0) peKBU3UTHl 3allAC O JIEKApCTBEHHOM Iperapare, BBOIUMOM
B IpakIaHCKHil 00OpOT, B aBTOMAaTHU3UPOBAaHHON HH(POPMAlMOHHON cucTeMe
®enepalbHOH CITyXOBI IO HA30pY B chepe 31paBooXpaHeHMS,

B) ITIOOANBHBIM  HWIACHTHU(QHUKAIMOHHEI HOMEpP TOPrOBOM  €IHUHHIIBI
BBOJHMOTIO B IPAKIAHCKUH 000pOT JIEeKapCTBCHHOTO TIperiapara;

') HOMep MPOU3BOJCTBEHHOW CEpHH BBOIMMOIO B IpakIaHCKUH 000pOT
JIeKapCTBEHHOIO IIpenapara;

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

e) Homep paspewieHus DenepanbHO cnyXObl MO Ham3opy B cdepe
3[paBOOXpaHEHUs Ha BBOA B TIpaxJaHCKui obOopoT (B ciiydae BBOJa B
rpakIaHCKHH 000pOT HIMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOI 0 IpenapaTa);

K) HICHTU(DUKAIIMOHHBI  HOMEp  HAJOTOIUIATENbINKa  CyOBeKTa
obpalleHus JTeKapCTBEHHBIX CPEICTB, OCYIIECTRISIONIEr0 BBOJ JIEKAPCTBEHHOTO
npenapara B IpaKJaHCKUN 000pOT.

6. I3 cHCTeMBl MOHHTODHHIa B LEIAX OOECIEUeHHS OCYIIECTBICHHS
¢eneparbHOro rocyJapCTBEHHOTO HaZ30pa B cdepe oOpalleHus JIeKapCTBEHHBIX
IpenapaTtoB Ui MEQUUMHCKOro mnpuMeHeHHs @enepanpHol cioyx6oii
II0 Haa30py B cdepe 34paBOOXpaHEHUs IMepefaloTcs B aBTOMATH3UPOBAHHYIO
uHpopMaImoHHy0 cucteMy ®enepanbHoi cinyxOpl Mo Ham3opy B cdepe
3MpaBOOXPaHEHHs CIENyIolle CBeAeHHS 00 YHHYTOXEHHH JIeKapCTBEHHBIX
IpenaparoB:

a) JaTa BHECEHHs CBEeICeHUI B CUCTEMY MOHHUTOPHHra 00 YHUYTOXEHHH
JIEKapCTBEHHOTO Ipernapara,

0) nneHTUOUKAUUOHHBIT  HOMEp  HaJOroIaTeNblIMKa  cyObekTa
oOpallieHHs ~ JIEKapCTBEHHBIX  CPEJCTB,  OCYIIECTBHBLIEr0o  mepenady
JIeKapCTBEHHOTO Iperapara Ha YHHUTOXXEHHe,

B) HAIMEHOBaHHE CyOBeKkTa OOpallleHHs JIeKapCTBEHHBIX CpPEJCTB,
OCYILECTBUBIIETO Nepeaady JIeKapCTBEHHOTO IperapaTa Ha YHU4TO)XXEHHUE;

) HAeHTU(PUKALMOHHBIH HOMEp HaJoroIUiaTeNblllika OpraHHU3alliuy,
OCYILECTBUBIIEH YHUYTOXXEHUE JIEKapCTBEHHOTO MIpernapara;

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

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

3) CBeIE€HMUs O JIEKQpCTBEHHOM IperapaTe, IOJYYeHHBIE B paMKax
ONKCaHMs JICKAPCTBEHHOr' 0 IIpenapara B CUCTEMe MOHUTOPUHIA B COOTBETCTBHH
¢ mynkroM 33 TlonoxxeHus o cucteMe MOHUTOPUHTA JBHKEHUS JIEKapCTBEHHBIX
IIpenapaToB JUIS METUITUHCKOTO IIPUMEHEHUS, YTBEPKJIEHHOTO
nocraHoBieHueM IlpaButensctBa Poccuiickot ®depepanuu ot 14 nexabps
2018 r. Ne 1556 "O6 yrBepxaenuu llonmoxxeHHs O CHCTeMe MOHUTOPHHIA
JBHKEHUS JICKapCTBEHHBIX IpernapaToB ISl METUIIHMHCKOTO IpUMeHeHu "

1) CIIOCO0 YHUYTOXEHUS;

K) JaTa YHUYTOXKECHHS,;

) IpUYMHA H OCHOBAaHME IIepeladyd JIEKapCTBEHHOro IIpemnapara
Ha YHUYTOXEHHe.".

4. B mpunoxxenuu Ne 3 k ykazanHomy [lonoxxenuto:

a) B IMyHKTe 1:

B MOJIITYHKTE "6" (3 (6):E:1 "UeHTUOUKAIIMOHHBIN HOMEDp -
HaJlororiaTeNbllyKa" 3aMeHUTh CJI0BOM "HaeHTH(uKaTop";

MOIYHKT "B" NpHU3HATH yTPAaTUBLIUM CHILY;

B ITOJIITYHKTE "n" cJI0Ba "ureHTUPUKAITMOHHBIN HOMeEp
HajlororiatejpliyuKa’ 3aMeHUTh CI0BOM "uieHTHduKaTop";

0) MyHKT 2 H3JI0KUTH B CIEYIOIIei penaKIun:

"2. CyOBeKTHl OOpallleHusl JIEKapCTBEHHBIX CPEACTB IOCIE 3aBepIIeHHS
CTaJ¥¥ BBIIYCKAIOIIErO0 KOHTPOJIS KadecTBa M MPENCTABICHUS JOKYMEHTOB
U cBefeHMi B PemepanbHyIo ciiy>k0y IO Hax3opy B cdepe 31paBOOXpaHEHUS
IIPE/ICTABIISIIOT B CHCTEMY MOHUTOPHHTA CIEAYIONIYI0 HHOOPMALIMIO O BBITIYCKE
FOTOBOM  IHPOAYKIMH B  OTHOIIEHWH KaXIOH  TOProBOH  eXHHHUIIBI
JIEKapCTBEHHOI'O IIperapara, IIpOM3BENEHHON Ha Tepputopuu Poccuiickoi
denepauuu:

a) IaTa COBEpILISHHUs Ollepaliu;

0) uneHTHOUKATOp CcyObekTa oOpalleHHs JIeKapCTBEHHBIX CpEJICTB,
OCYILECTBIAIOIIErO PETUCTPALIUIO CBEIEHUI O BBIITYCKE TOTOBOM NMPOAYKIINY;

B) PEKBU3HUTHl 3allCH O JIEKapCTBEHHOM IIpemapaTe, BBOAMMOM
B I'paKaHCKMH 00OpOT, B aBTOMaTM3MPOBAaHHON HMHGOPMALMOHHON CHUCTEME
denepanpHoit cnyx0Obl 1O Hag3opy B cdepe 3apaBooxpaHeHus (mara
H BHYTPCHHUH UIACHTU(DUKATOP);
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r) Homep paspeuieuss PenepanpHOil cnykObl MO Ham3opy B cdepe
3IpaBOOXpPAaHEHMsI Ha BBOJ B TpaXJaHCKuUi o000poT (B cliydae BBOAa B
rpaxJaHCKUI 000pPOT UMMYHOOHOJIOTUUECKOTO JIEKAPCTBEHHOTO Mpernapara);

1) KoA  UACHTUGMKAUMKW HMIH  KOJ  HICHTHQUKALUUMH  TPETHYHOM
(TpaHCHIOPTHOM) YNakOBKH JIEKapCTBEHHOIO MpernapaTta, B KOTOPOW HaXOIUTCS
BBIIIYLIEHHBIA B OOOpOT JIeKapCTBEHHBIM TMpemapar (B ciydae BBIIyCKa
TPETUYHOH (TPAHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO TperiapaTta MeNuKom). ;

B) IIYHKT 3 M3JI0XKUTH B CIEAYIOLIEH pelaKIyu:

"3. CyOBeKxThl OOpallleHHs JIEKaPCTBEHHBIX CPEACTB IPH 3aBepIleHUH
NPON3BOJCTBEHHON cTaur (hacoBKM (YMAKOBKH) JIEKAPCTBEHHBIX IMpETapaToB
WIM 3aBEPLICHHM MapKUPOBKH YINAaKOBOK JIEKAPCTBEHHBIX IperapaToB
CpencTBaMH HJEHTUGUKAMM Ha TaMOXXEHHOM CKIaje B COOTBETCTBHH
¢ ab3aiieM BTOpBIM ITyHKTa 4 IlonokeHHst 0 cucTeMe MOHUTOPHWHTA JBHKEHHS
JIeKapCTBEHHBIX MPENapaToB Ul MEAMIIMHCKOTO NMPUMEHEHHS, yTBEPXKISHHOIO
noctaHoBieHueM IlpasButensctBa Poccuiickoit ®enepaunu ot 14 nmexabps
2018 1. Ne 1556 "O6 ytBepxxaenuu IlonoxeHHs O cUCTEMe MOHUTOPHHIA
IOBYDKEHUSl JIEKAPCTBEHHBIX IpenapaToB s MEIUIMHCKOTrO TpPUMEHEHHS "
(nanmee - IlonoxxeHue), NPEANCTABIAIOT B CUCTEMY MOHHUTOPHHTAa B OTHOIICHUH
Ka)XJIO# TOProBOM €AWHHLI JIEKAPCTBEHHOrO TMpernapara, IPOU3BEIeHHON BHE
tepputopuu Poccuiickoit @enepaliuy, CleIyrouryo HHHOPMaLHUIO:

a) 1aTa COBEPIICHHUS OTICPaLIHH;

0) uneHtupukatop cyObeKTa OOpalleHHs JIEKApCTBEHHBIX CpEJCTB,
SBIISIOLLETOCH nep)KaTenem WIH BIIaJieJIbLieM PErMCTPALMOHHOIO
YIOCTOBEPEHMUs, MIIM IIPECTaBUTEIbCTBA CYOBEKTA OOpallleHUs JIeKapCTBEHHBIX
cpenctB Ha Tepputopuu Pocculickoit ®denepauuy;

B) HACHTU(GUKATOp CyObeKTa oOpallleHusl JIeKapCTBEHHBIX CPENICTB,
oCylLIecTBIIOIEro  (acoBky (yNakoBKYy) JIEKapCTBEHHBIX  MpPENapaToB
BO BTOPHUYHYIO (IIOTPEOUTENBCKYIO) YNAKOBKY JIEKAPCTBEHHOI'O Iperapara
(a mpH ee OTCYTCTBHH - IEPBUYHYIO YIAKOBKY JICKAPCTBEHHOTO MperapaTa);

r) UOeHTHQUKATOp CyObeKTa oOpallleHus JIeKapCTBEHHBIX CPEJNCTB,
OCYLIECTBIISIOILET0 ITPOU3BOACTBEHHYIO CTQJMIO BBIYCKAIOUIETO KOHTPOJIS
Ka4yecTBa;

1) roGanbHBIA HACHTU(UKALMOHHBIM HOMEDP TOProBO# €IMHHIIBI,

€) HoMeD IIPOU3BOACTBEHHON CEpUH JIEKapCTBEHHOTO NIpernapara;

) [1aTa MCTEYEHUs CPOKa FOAHOCTH JIEKapCTBEHHOTO Mperapara;

3) KOJl TAMOXXEHHOTI'O OpraHa M perucTpallMOHHBIH HOMEp TaMOXXEHHOTIO
ckiaza (Ip¥ MapKMpPOBKE YIIAKOBOK JIEKAPCTBEHHBIX IpenapaToB CpelCTBaMH
uaeHTA(DUKALMY Ha TAMOXEHHOM CKJIajie);
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1) KoA WIACHTU(UKANNUH, TPUCBOCHHBIH BTOPHYHOM (MOTPEOUTENHCKOI)
yIaKoBKe JIEKapCTBEHHOro Ipernapara (B cliyuyae ee OTCYTCTBUS - MEepBUYHOU
yIaKoBKe JIEKapCTBEHHOIO [penapara);

K) nHopManug 00 UCIIONIb3yeMOM YCTPOHCTBE PETUCTPALIM SMUCCUH.";

r) HOTOJHUTH MYHKTOM 3' CIey[OLIEro CONep/KaHMs:

"3!, Cy6beKThl 06pallleHNs JTeKapCTBEHHBIX CPEACTB IIPU OCYIIECTBICHHH
MapKUPOBKHU YIaKOBOK JIEKapCTBEHHBIX npenaparos cpeAcTBaMu
UAeHTHQUKALMH HAa TAMOXEHHOM CKJIaZle B COOTBETCTBUHU C ab3alieM BTOPHIM
nyakTta 4 IlosioxeHuss MpencTaBIsIOT B CUCTEMY MOHUTOPHMHIA CleIyIOLIYIO
WHGOPMALIHIO:

a) uaeHTUGUKaTop cyObekTa oOpallleHHs JIEKApCTBEHHBIX CPENCTB,
SIBJISIFOLLETOCS nepkaTenem W BJaJIeNIbLIEM PETUCTPALMIOHHOTO
yIOCTOBEPEHMS!, WIH IIPEICTaBUTENBCTBA CyObeKTa 0OpallleHus JTeKapCTBEHHBIX
cpenctB Ha Tepputopun Poccuiickoit enepanuu;

0) aTa COBEpILEHHUS ONepalluy;

B) M100aBbHBIN HIECHTU(PUKALMOHHBIA HOMED TOPTOBOM €TUHHUIIEI;

I') KO TaMOX€HHOT0 OpraHa M pPerucTpallMOHHBIA HOMEDP TaMOXEHHOIo
CKJaJa, Ha KOTOPOM OCYIIECTBJII€TCS MapKUpPOBKa YMAaKOBOK JIEKAPCTBEHHBIX
rpernapaToB CPeACTBAMHU HACHTU(UKALMK B COOTBETCTBMH C ab3alieM BTOPHIM
nyHkTta 4 [lonoxenus;

1) Koapl UIeHTU(PUKAIHH. " ;

J1) MYHKTHI 4 - 7 U3JI0KHUTH B CJICAYIOIICH pelaKIIuu:

"4. CyObpeKThl OOpallleHHsl JIeKapCTBEHHBIX CPEICTB IIPU 3aBEPLICHUU
OTTPY3KM JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepauuio uiam nocne
nepenayd CBEIECHUH O MAapKUPOBKE YIMAKOBOK JIEKAPCTBEHHBIX IpenapaToB
CpelACTBaMHA HMJEHTH(QHUKAMM Ha TaMOXXEHHOM CKJaJe B COOTBETCTBUH
c abzauneM BTOppIM IyHKTa 4 TlonoxeHUsI MpPENCTaBISIIOT B CHCTEMY
MOHHMTOPHHIA CIEAYIOIyI0 WHGOPMAIMI0 B OTHOIIEHHH Ka)XKIOHW €IHHHUIIBI
JIEKapCTBEHHOI'O IIpemnapara:

a) lata COBEPILUEHUS Ollepalliy;

0) unenTudukatop cybbekTa oOpalleHHs JeKapCTBEHHBIX CpPEICTB,
SIBJISIFOLIETOCS JiepKaTesnem U BJIAJIENbLIEM PEerucTpaluOHHOTO
yIOCTOBEPEHUs, WIIH NIPEACTaBUTEILCTBA CyOBEKTa 0OpalleH!s JIeKapCTBEHHBIX
cpencts Ha Tepputopuu Poccuiickoil ®enepanuuy;

B) HACHTH(UKATOp cyObeKkTa OOpalleHHs JeKapCTBEHHBIX CPENCTB,
SIBJISIFOITIIETOCS IIPOIABLIOM JIEKAPCTBEHHBIX MPENapaToB;
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r) uaeHTuduKaTop cyObekTa oOpalleHHs JIEKapCTBEHHBIX CPEJCTB,
SBJISIIOLIETOCS  IIOKyIaTeleM JIeKapCTBEHHBIX TIpernapaToB B Poccuiickoit
denepauuy;

) TUATI JOTOBOPA;

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

’K) KOZ TaMOXXCHHOI'0 OpraHa U PeruCTpallMOHHBIM HOMep ckiafa (ampec
MecTa HaXOXJEHHs TOBapa COIVIACHO TaMOXEHHOH JeKjIapaliii Ha TOBaphl,
3a UCKJIIOYEHMEM Cilydass MapKHPOBKHM YIAKOBOK JIEKapCTBEHHBIX IIpENapaToB
CpelCTBaMH HJIEHTH(HKAIMY Ha TaMOXEHHOM CKJIaae B COOTBETCTBHH
¢ ab3anieM BTOpBIM nyHKTa 4 [TonoxeHus);

3) KOI  HMICHTHQUKAIMKM WIM KOA HACHTUQHKAUUH  TpPETHYHOMH
(TpaHCIIOPTHOM) yNMaKOBKHU JIEKapPCTBEHHOIO IIpenaparta, B KOTOPOM HaXOMMUTCS
3TOT JIEKapCTBEHHBIH Ipenapar (B ciydae OTTPY3KH TPETHYHOH (TPaHCIIOPTHOIM)
yIaKOBKH JIEKAPCTBEHHOTO IIperapaTa LEeTHKOM).

5. CyOBeKTsl oOpallileHUsl JIeKapCTBEHHBIX CPEACTB IPH OCYINECTBICHHH
BBO3a IIPEACTABIAIOT B CUCTEMY MOHHUTOPHMHIA CJIEAYIOUIYI0 HHPOPMAIHIO
B OTHOLIEHUY KaXIOH €UHUIIBI JIEKapCTBEHHOIO Mpernapara;

a) ZIaTa COBEPIIECHHS OIEPALINK;

0) uneHTH@UKaTOp CcyObekTa OOpalleHHs JIeKapCTBEHHBIX IPeNaparos,
OCYILIECTBJISIOIETO BBO3 JIEKAPCTBEHHBIX IpermapaTtoB B  Poccuiickyro
denepanuio;

B) KOJI TAMOXKEHHOI'O OpraHa M PerucTpalliOHHBIM HOMep ckiana (ampec
MECTa HaxO0XAEHHs TOBapa COIVIaCHO TaMOXKEHHOM JeKiapalliyi Ha TOBaphbl);

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

1) TUIT JOTOBODPA;

€) PEeKBU3UTEl IEPBHYHOIO OKYMEHTa, SBJISIOLIETOCSd OCHOBAHHMEM IS
BBO3a JIEKAPCTBEHHOTO mpenapara B Pocculickyro @enepanuro (ata U HoMep);

K) naeHTHHUKaTop CcyObekTa oOpalleHus] JIeKapCTBEHHBIX CPEICTB,
SIBJISIFOILIETOCS JiepKaTeneM 158101 BIIAJEIbIEM PETUCTPALIMOHHOTO
YAOCTOBEPEHHS, WM NIPENCTaBUTEIBCTBA CyOBeKTa OOpalleHHs JIeKapCTBEHHBIX
cpencts Ha Teppuropuu Poccuiickoit ®enmepanuu (B ciiydae BBO3a
JIeKapCTBEHHOIO npenapara B Poccuiickyro Penepanyiio cyoreKToM 00patieHust
JIEKApCTBEHHBIX CPEACTB, HE SABIAIOUIUMCA JepXaTeleM WIH BIaJesibleM
PETUCTPAIIIOHHOTO YIOCTOBEPEHMUS ),

3) KO ~HMASHTUGHUKAMKM WM KO  UACHTUOUKALMKA  TPETHYHOM
(TpaHCIIOPTHOM) YIaKOBKH JIEKapCTBEHHOTO Iperapara, B KOTOPOH HaxOIUTCS
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STOT JIEKapCTBEHHBIN Ipemnapar (B ciiydae BBO3a TPETHYHOH (TpPaHCIOPTHOMN)
YIIaKOBKH JIEKapCTBEHHOT0 Tpernapara MeJIMKOM ).

6. CyOBexThl oOpallleHrsl JeKapCTBEHHBIX CPEICTB, OCYIIECTBISIOIINE
nepenady J€KapCTBEHHBIX IIpenapaToB, IIOMEIIEHHBIX IO TaMOXXEHHYIO
Ipoleaypy TaMOXXEHHOrO  CKJaja, JpyroMy coOCTBeHHUKY (CMeHa
COOCTBEHHHKA), IPEJICTaBIAIOT B CHCTEMYy MOHHUTOPHHTA CIEIYIOIIYIO
MH(}OPMALMIO B OTHOLICHUH KOKJOU eJUHHUIIBI JIEKAPCTBEHHOTO Mpernapara;

a) laTa COBEpILeHUs Olepaliy;

0) uneHTHdUKaTOp CcyOBEeKTa OOpamleHHs JEKAapCTBEHHBIX CPEICTB,
OCYIIIECTBIISIONIETrO fiepeady JIeKapCTBEHHBIX IIPeapaToB;

B) HIeHTUUKAaTOp cyObeKkTa OOpalleHnusl JIEKapCTBEHHBIX CPEICTB,
OCYIIECTBIIAIOIIEr0 PUEMKY JIEKapCTBEHHEIX IIPerapaTos,;

') peKBU3UTHl IMEPBUYHOIO JOKYMEHTa, SBJISIONIETOCS OCHOBaHHEM
IUIs Tiepeiady JIEKapCTBEHHOTO Iperapara (1ata U HoMep);

JI) KON  HUOeHTU(UKAIUM WIH KOX HIAeHTUGUKALWH  TPETHYHOU
(TpaHCIIOPTHOI) YNaKOBKM JIGKAPCTBEHHOIO TpenapaTa, B KOTOPOH HaXOAHUTCS
3TOT JIEKapCTBEHHBIN IIpenapar (B cilydae Iepefadd TPETUIHOHN (TpaHCIOPTHOM)
yIIaKOBKH JIEKAPCTBEHHOTO Ipernapara IeTHKOM).

7. Cy6BexThl oOpalleHus JeKapCTBEHHBIX CPEACTB IIPH TIOTBEPKICHHN
CBeJIeHHI 00 OTIpy3Ke MM O BBO3€ JIEKApCTBEHHOTO Ipernapara B Poccuiickyio
Qepepanyio, WIH IpHUEMKe Ha (apMaleBTUYECKHH CKIajJ JICKapCTBEHHOIO
nperapata Ha Tepputopud Poccuiickoit Penepanmu, Wi INepenadye IpaBa
coOCTBEHHOCTH Ha JIEKApCTBEHHEIH Nperapar, MOMEIIeHHBIH M0/ TAMOXEHHYIO
opouedypy TaMOXEHHOIO  CKiajga, I@pu TOATBEPXKICHWH  CBEJECHHH,
colepKalllUXcs B CHCTeME€ MOHHUTOPHHIa, TMPEeACTaBISIOT B  CHCTEMY
MOHHUTOPHHIA CIEAYIOIYI0 HH(GOpPMAalMIO B OTHOIICHHH KaXIOH €TUHHUIIBI
JIeKapCTBEHHOIO Ipernapara: ‘

a) laTa COBEpIIEHHS OIlepalliy;

0) uneHTuduKaTop cyObeKTa OOpallleHHus JeKapCTBEHHBIX CPEJICTB,
OCYIIIECTBIIAIOIIET0 IOTBEPXKIEHHE CBEIeHHUI;

B) UJIEHTU(PHKATOp cyOBeKTa oOpallleHus JIEKapCTBEHHBIX CPEICTB, paHee
OCYIECTBUBIIEIO PErUCTpallMio CBeJeHUH o0 OTrpy3ke HWIH O BBO3€
JeKapCTBeHHBIX IpernapatoB B Poccuiickyro @enepauuio, WIH INpHUEMKe
Ha (apMaleBTHYECKUH CKJIaJ JIEKapCTBEHHBIX IperapaTtoB Ha TEPPUTOPHH
Poccuiickoli ~ ®enepaunu, WIM  [epefade  IpaBa  COOCTBEHHOCTH
Ha JIEKAQpCTBEHHBIN IpemapaT, IIOMEIICHHBIH I0J TAMOXXEHHYIO IPOLEXypPY
TaMOXEHHOTO CKJIa/a;
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r) Koo HIOeHTHGUKAUKH HWId KOX  MIACHTHU(DUKAIMH  TPETHYHOMN
(TpaHCIIOPTHOM) YNaKOBKU JIEKQPCTBEHHOT'O Iperapara, B KOTOPOH HaXOIMTCS
3TOT JIeKapCTBEHHBIH IIpenapart (B ciiydae [iepeaddl TPeTUHHOH (TPaHCIOPTHOM)
YMaKOBKH JIEKAPCTBEHHOTO NIpernapara LeilukoMm).";

€) B MyHKTE &:

B a03alie epBoOM CJIoBa "I MEIUITMHCKOTO PUMEHEHHS" HCKITIOYHTD,

MOAITYHKT "0" M3JIOXKUTH B CIEAYIONICH peNaKIIuu:

"0) uneHTUUKATOp CyOBEKTa OOpalleHus JIeKapCTBEHHBIX CPEJCTB,
OCYIIECTBJIAIOLLET0 NIepeMelleHHe JIEKApCTBEHHBIX MTPEapaToB;”;

MOAMYHKT "B" IPU3HATh yTPAaTHUBIINUM CHIIY;

moAnyHKT "'t mocie cimoBa  "cornmacHo"  OIIOJNIHUTE — CJIOBOM
"TaMOYKeHHOU";

) B IMyHKTE 9:

B MTOJMYHKTE "o" cJoBa "uneHTUPUKATMOHHBIH HOMEp
HaJIOTOIlJIaTENBIIUKA" 3aMEHHUTH CJI0BOM "HaeHTUduKaTop";

noAmyHkT "e" npocie cioBa  "coryacHO"  JIONMOJNHUTE  CIOBOM
"TaMOXXE€HHOU";

DOANMYHKTHI "3" ¥ "u" mpU3HATh YTPaTUBIIMIMH CHITY;

3) B myHKTe 10:

B MMOJIITYHKTE "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  ®@exepaliuio
M3 TOCYNapcTB - WieHoB EBpasuiickoro SKOHOMUYECKOTO CO03a HPEeICTABIAIOT
B CHCTEMY MOHHUTOPHMHIA CIEAYIOIIYI0 HHPOPMAIMIO B OTHOIIEHHM KaxKIoi
TOProBOM €TUHUIIBI JIEKAPCTBEHHOTO Mperapara:

a) laTa COBEPILEHUS ONEPalluy;

0) unenTndrkarop cyObekTa oOpamieHHs JeKapCTBEHHBIX CPEACTB,
SIBJISIFOLLIETOCS JepxarenemM WU BJIaJENIbIIEM PEerUCTPAIlHOHHOTO
yIOCTOBEPEHUs, WK NIpeCTaBUTENIbCTBA CyOheKTa 00palleHus JIEKapCTBEHHBIX
cpencTB Ha TeppuTopuu Poccutickoit Oenepanuy;

B) HACHTUOHUKATOP CyObeKTa OOpaleHHsl JIeKapCTBEHHBIX CpEJCTB,
SIBJIAIOIIET0CS [TPOJABIIOM JIEKapCTBEHHEIX NPENapaToB;

) HICHTUQUKATOp CcyObekTa oOOpalleH’us JIeKapCTBEHHBIX CPEACTB,
SBIIAIOIIETOCS TIOKyNaTejJeM JIeKapCTBEHHBIX IpernapatroB B Poccuiickoit

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

€) THII IOr0BOPA; _

’K) CTOUMOCTh ~ JIEKApCTBEHHOr0 mpenapara (¢ ydeToM Hajora
Ha J00aBJIeHHYIO CTOUMOCTE) COTJIACHO IIEPBUYHBIM JJOKYMEHTaM;

3) CyMMa HaJjiora Ha 100aBJIe€HHYIO CTOUMOCTb;

M) KOO uIeHTUUKAIUM WIH KOX  HJCHTHPUKAIUA  TPETUYHOU
(TpaHCTIOPTHON) YHMaKOBKH JIEKAPCTBEHHOTO Iperapara, B KOTOPOH HaXOMHUTCS
STOT JIeKapCTBEHHBIN Mpenapar (B ciiydae OTTPY3KH TPETUUYHOM (TPaHCIOPTHOM)
yIaKOBKH JIEKApCTBEHHOTO IIperapaTa IIeJIMKOM).

12. Cy6peKkTsl oOpamieHus JeKapCTBEHHBIX CPEJICTB MIPH OCYIIEeCTBISHHH
BBO3a JICKapCTBEHHBIX NpenapaTtoB B Poccuiickyro depepalinio U3 rocyiapcrs -
yreHoB  EBpa3uiickoro  3KOHOMHYECKOTO  COlo3a W pa3MelleHdH
Ha ¢papMaleBTUYECKOM CKJaJ€ MNpeACTaBISIIOT B CHCTEMY MOHHTOPHHTA
CIeAyIOlIyl0 HH(QOpPMAallMI0 B OTHOIICHWHM KaXJOH TOProBOH EIUHUIIBI
JIeKapCTBEHHOTO IIpenapara:

a) JlaTa COBEPILICHUS OTICpaLluy;

0) ugeHTHOUKATOP CyOBEeKTa OOpallleHHus JIEKApCTBEHHBIX CPEJICTB,
OCYIIECTBJSIIOHNIETO  BBO3  JIGKAPCTBEHHBIX IIpemapatoB B  Poccuiickyro
depnepalnuro;

B) HACHTU(PUKATOp CyOBeKTa oOpalleHus JEeKapCTBEHHBIX CPEJICTB,
SIBJISIFOIIETOCS IIPOJIaBLIOM JIEKapCTBEHHBIX IIPENapaTos;

') TUI JOTOBOPA;

1) PEKBU3UTHI MEPBUYHOIO JOKYMEHTA, SBIIOLIETOCS OCHOBaHUEM s
BBO3a JIEKApCTBEHHOT O IIpenapara B Poccuiickyro Oenepanmio (nara u HoMmep);

€) CTOUMOCTh  JIEKapCTBEHHOTO  mperapaTa (C  y4eTOM  Hajora
Ha J00aBJIeHHYIO CTOMMOCTE) COTJIACHO NIEPBUYHBIM JOKYMEHTaM;

) CyMMa HaJjiora Ha 100aBJIeHHYIO CTOUMOCTb,

3) HOACHTU(PUKATOp CyOBeKkTa OOpalleHHus JIeKapCTBEHHBIX CPEICTB,
SIBJISIOILIETOCS] nepxKaTenemM WIN BIaJEIbIEM perucTpaloOHHOTO
yIOCTOBEPEHHUS], HIIA NPEICTAaBUTENHCTBA CyOBeKTa 0OpalieHus JeKapCTBEHHBIX
cpencts HaTeppuropuuM Poccuiickoit ®@epmepanmm (B ciaydae BBO3a
JleKapcTBEHHOro mnpemnapata B Poccuiickyio ®enepaiuio cyObeKTOM 0OpamieHus
JeKapCTBEHHBIX CPEICTB, HE SBIAIOIIMMCS Jep)XareleM M BiaJelbleM
PErucTPallOHHOIO YAOCTOBEPEHHUS );

H) KOI HIASHTUQUKANUH WIH KOA  HACHTHUPHUKALMH  TPETHYHOU
(TpaHCIIOpTHOI) YIaKOBKM JIEKapCTBEHHOIO IIpernapara, B KOTOPOH HaXOOUTCs
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3TOT JIEKAPCTBEHHBIN Ipemnapar (B ciydae BBO3a TPETUYHOH (TpaHCHOPTHOM)
YIIAaKOBKH JIEKAPCTBEHHOTO IpemnapaTa LeIuKOM).

13. CyObexTol ofOpamieHuss  JIEKapCTBEHHBIX CpeicTB  IOCIHe
IpeAcTaBIeHNs JOKYMEHTOB U cBeJieHni B DenepanbHyrO CIyX0y 1Mo Haa30py
B cdepe 3ApaBOOXpaHEHHsS NPEACTABIAIOT B CUCTEMY MOHHUTOPHHTA
CIAeAYIOIIYyI0 MHGOPMAIMIO B OTHOINEHHH Ka)IOW eIMHHIIBI JIEKAPCTBEHHOTO
npernapara:

a) laTta COBEpIICHUS OTepallHy;

0) ngeHTHQUKAaTOp cyObekTa OOpalleHHs JeKapCTBEHHBIX CpEACTB,
OCYIIECTBIJISIOLETO BBO3 JIEKAPCTBEHHBIX IMpemaparoB B  Poccuiickyro
Denepanuro;

B) PEKBU3UTHl 3allUCH O JIEKQpCTBEHHOM IIpemapaTe, BBOJUMOM
B TpaXJaHCKHHA OOOpOT B aBTOMATHU3UPOBAHHOW WHGOPMAIMOHHOUW CHCTEME
DenepanpHOi  CIykOBI IO Haa30py B cdepe 3ApaBooxXpaHeHHs (J1ara
U BHYTPEHHUH UIECHTU(DUKATOD);

r) HomMep paspelieHus @epepaibHOH ciyxObl IO Hag3opy B cdepe
3paBOOXpaHEHUs Ha BBOJA B TpaXJaHCKuUK o0opor (B cioydae BBOJa B
rpakaaHCKUH 000pOT MIMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mperiapara);

1) KOA HUACHTUGUKALIMM WIHM  KOJ HUACHTUGUKAUMM  TPETHYHOMH
(TpaHCIIOPTHO#) YyNaKOBKHU JIEKapCTBEHHOIO Iperapara, B KOTOPOH HaXOAUTCS
STOT JIEKApCTBEHHEIN IIpenapar (B ciydyae BBO3a TPETHYHOU (TPaHCIOPTHOMN)
YIaKOBKHU JIEKAPCTBEHHOTI'O TIpernapara LEeJTuKOM).

14. CyOpexTsl OOpaileHus JeKapCTBEHHBIX CPEICTB IPU IOBTOPHOM
BBOJE B OOOpDOT JIEKAPCTBEHHBIX IIpelapaTtoB IIPEACTaBISAIOT B CHCTEMY
MOHHUTOPHHIA CJIEIYIOUIYI0 HH(GOPMAalMI0O B OTHOIICHHMH KaXXIOW eXHHUIIbI
JleKapCTBEeHHOTO IIperapara:

a) 1aTa COBEpILEeHHs Ollepalluy;

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

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

I') KOA UASHTUQUKAIIUH [IOBTOPHO BBOJUMOTO B 00OpOT JIEKAPCTBEHHOTO
npernapara;

Jl) IPUYHHBI IIOBTOPHOT'O BBOJIa B 000POT JeKapCTBEHHOIO mpenapara.".

5. B npunoxenuu Ne 4 x ykazanaomy llonoxxenunto:

a) MyHKTHI 1 - 2 U37I0XKUTH B ClIeyIOIIeit pelaKIuu:

"1. CybbekT oOpalieHuss JIEeKapCTBEHHBIX CPEICTB IIPH  BBIBOZAE
JIEKapCTBEHHBIX IIpernapaTtoB I MEOULHUHCKOro IpUMEHeHHs (nanee -
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JeKapCTBEHHbIE IIperaparbl) W3 o0opoTa NyTeM peanusanuu (TIPOHakH)
JIEKQpCTBEHHBIX [peNapaTroB IMOTPeOUTENI0 UM OTIycKa OeCIulaTHO WIN
CO CKHIKOM JIEKQpCTBEHHBIX IIPEeNapaToB IO peLentTy Ha JEeKapCTBEHHBIE
nperapatsl - JUO0 OTHycKa JIEKapCTBEHHBIX IIpeNapaToB MpH OKa3aHUU
MEJUIIMHCKOM NoMoIIHU, oTOopa o0pa3loB WM BBIBOAA W3 000pOTa IO MHBIM
IpUYMHAM IPEJCTAaBIsSeT B CHCTEMY MOHUTOpPHHIA ABIKEHHUS JIEKapCTBEHHBIX
nperiapatoB (fajgee - CHUCTEMAa MOHHUTOPHHIA) CIEAYIOIIYI HHGOPMAIUIO
0 BBIBEJIEHHBIX U3 000pOTa JIEeKapCTBEHHBIX Ipernaparax:

a) JaTa COBEpIIeHHs Olepalluu; |

6) unentuduxkaTop cyOpekTa oOpalieHus JIeKapCTBEHHBIX CPEJICTB,
OCYIIECTBIISIIOIIETO BBIBOJ JIEKAPCTBEHHBIX MPEIapaToB U3 000poTa;

B) THUII BBIBOJIA JIEKAPCTBEHHBIX NPENapaToB U3 000poTa;

r) BUJ  JOKyMEHTa, IOATBEPXKJAIOIIEr0o  BBIBOJ  JIEKAPCTBEHHBIX
nperaparoB U3 000poTa (Uek, 671aHK CTPOTroi OTYETHOCTH, JOTOBOP U APYTOe);

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

€) Koabpl HACHTH(UKAIMK BBIBOAMMBIX K3 000poTa JIeKapCTBEHHBIX
IpernapaToB WX KOJbl UISHTU(UKALIUY TPETUYHOH (TPAaHCIIOPTHOH) yNaKOBKU
JIeKapCTBEHHOI'O IIpernapaTa, B KOTOPOH HaXOIWTCS STOT JIeKapCTBEHHBIH
npenapar (B ciaydae BBIBOJa M3 00OpOTa MO HHBIM NPUYMHAM TPETUIHOU
(TpaHCTIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOTO Iperapara IeIUKOM);

) CTOUMOCTEL ~ JIGKAPCTBEHHBIX  IpernapaToB (C  y4eToM  Hajora
Ha D00aBIEHHYI CTOMMOCTH) (B CilIy4ae IIpOJIaXKH JIKApCTBEHHBIX IpernapaToB
rotpebuTeno);

3) cyMMa Hajora Ha J00aBJI€HHYI0 CTOUMOCTH (B CiIydae IIpOJIaXKu
JIEKapCTBEHHBIX MIPENapaToB NOTpeOUTeo);

M) KOJINYECTBO BBIBOAMMBIX H3 000poTa TMEPBUYHBIX  YIAKOBOK
JeKapCTBEHHOIro Ipernapara H ofllee KOIHMYECTBO IEPBUYHBIX YIAKOBOK
JIEKapCTBEHHOIO IIpemapara BO BTOPUYHOHU (TMOTpeOHUTENBbCKOH) YITaKOBKE
JIeKapCTBEHHOTO Ipemnapara (IpU OCYLECTBIEHWHM BbIBOAa U3 00opoTa
Ppa3yKOMIUIEKTOBAaHHOU BTOPUYHOH (notpebuTenbeKOi) YIIaKOBKH
JIEKapCTBEHHOTI'O IIpemnapara).

2. CyObexT oOpamieHus JIEKapCTBEHHBIX CpEJCTB IPH  BBHIBOJE
JIEKapCTBEHHBIX IpenapaTtoB U3 o00poTa IMyTeM YHHYTOXEHHUS JIEKapCTBEHHBIX
IpernaparoB, IOMEIIEHHBIX I10J TAaMOXEHHYIO I[IpoLeNypy YHHYTOXXCHUS,
BBIBO3a JIGKAPCTBEHHBIX IIpENapaToB 3a Mpeneibl TaMOXEHHOH TeppHUTOPHUH
EBpa3uiickoro 3KOHOMHYECKOTO COH03a, IIOMEIIEHHBIX IO TaMOXXEHHYIO
Ipoleaypy BKCIopTa (pedKcIopTa), NpeACTaBIsSeT B CHUCTEMY MOHHUTOPHHTA
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CIENyIOIIYI0 HH(OpPMALMIO O BBIBEJEHHBIX W3 000pOTa JIeKapCTBEHHBIX
nmpenaparax:

a) JlaTa COBEPILIECHUSI OTepaliy;

6) unentupukarop cyOpekTa oOpalieHus JIeKapCTBEHHBIX CpPEICTB,
OCYLIECTBIISIOIIECTO BBIBOJI JIEKAPCTBEHHBIX MPEMApaToOB U3 000pOTa;

B) KOJl TAMO>XEHHOT'O OpraHa;

T') KO TaMOXXEHHOH NPOLEeNypHI;

1) KO WIeHTH(PUKAUUHA BBIBOAUMOTO U3 000pOTa JIeKapCTBEHHOTO
nperiapata Wi KOJA HACHTU(UKALWKA TPETHYHOH (TpaHCHOPTHOH) YIMaKOBKH
JIEKapCTBEHHOI0 [MpenapaTa, B KOTOPOHl HAaxOJWUTCS OTOT JIEeKapCTBEHHBIN
npemnapar (B cly4ae BbIBOJa U3 000pOTa TPETUYHOHN (TPaHCIIOPTHOM) yIIaKOBKU
JIeKapCTBEHHOTO TIpenapara IeJIUKOM);

€) PeKBH3UThI TAMOXKEHHOH JIeKJIapallii Ha JIeKapCTBEHHBIH npemnapar.”;

0) B myHKTe 3:

B NOAIYHKTE "6" CcloBa "UneHTH(PUKALOHHBIN HOMEp
HaJIOTOIUIaTeNbIINKa" 3aMEHUTh CIOBOM "HAeHTUUKaTOp";

MNOAMYHKT "B" MPU3HATh yTPATUBILIUM CHIY;

noAnyHKT "r" mocne cioBa "OoCHOBaHME" JIOMOJHHTH CJIOBaMH
"M npuyuHa";

MOJAIYHKT "3" TOMOJIHUTB CII0BaMu ", U ero aapec’;

B) B MOANyHKTe "O0" myHKTa 4 crnoBa "HACHTU(PUKAIMOHHBIA HOMEDP
HaJIOrorjiaTenblIMKa" 3aMEHUTh CII0BOM "HAeHTHU(hHUKATOD .

6. B npunoxxenun Ne 5 k ykazanHomy Ilosioxenmuto:

a) B MyHKTe 1:

ab3al; nNepBBI MOCIE CI0B "IpPU OCYILIECTBICHUM arperupoBaHus”
JNOTOJHUTE CJIOBAMH  'JEKapCTBEHHBIX NpernapaToB Ui MEIULHMHCKOTO
npuMeHeHus (Jajee - JIeKapCTBEHHbIE MpenapaTrbl), HMMEIOMUX OIUH
r1100aTbHBIH HASHTU(PUKALMOHHBI HOMEP TOPTOBOH €IUHULIBI,";

HOAIMYHKT "0" U3JI0XXUTH B CIIEeNyIOIIEH peaKIHu:

"0) nneHTUPUKATOp CyOBbeKTa oOpallleHUsl JIEKAPCTBEHHBIX CPEICTB,
OCYILIECTBIISIOIIETO arperupoBaHue;";

MOJIYHKT "B" NPU3HATh yTPATUBIIAM CHILY;

0) B yHKTE 2:

HOAMYHKT "0" U3JI0XKUTH B CIENYIOIIEH pelaKHH:

"0) uneHTudUKaTOp CcyObeKkTa oOOpalleHus1 JIEKapCTBEHHBIX CpPEICTB,
OCYIECTBIISIFOLIETO ONepaluo;";

MOJMYHKT "B" MpU3HATH YTPATUBIINUM CHITY;

B) B IIyHKTe 3:
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TOANYHKT "6" U3JI0KUTH B CIIEAYIOLIEN pelaKIMu:

"6) uneHTUGUKaTOp CyOBEKTa OOpalleHHs! JeKapCTBEHHBIX CPEJCTB,
OCYIIIECTBJISIIOILErO OIEPaLUIo;";

MOJANMYHKT "B" IIPU3HATh YTPATUBILIUM CUILY;

HOANMYHKT "1" mociie cioBa "Koj" OTIOMHUTH CIOBOM "HAeHTHDHUKAIIHN";

I') B IIyHKTE 4:

MOAIYHKT "0" U3JI0XKHUTH B CJIEIYIOUIEH peIaKIiu:

"0) uneHTHQHUKATOp cyOBekTa oOpallleHHus JeKapCTBEHHBIX CpEICTB,
OCYILIECTBIISIIOLLETO OIEepaLnIo;";

nn

HOMITYHKT "B" NPU3HATH YTPATUBIIAM CHITY;

MOAITYHKT "I U3JI0KUTD B CJIEAYIONIEH peaaKIuu:

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

7. B npuitoxenun Ne 6 x ykazaHHoMmy [lomoxenuto:

a) B ITyHKTe 1:

MOAMYHKT "0" U3JI0OKHUTH B CIEYIONEH PENAKIIAHN:

"6) uneHtuduxkaTop cyObekTa oOpalleHus JIEKapCTBEHHBIX CPEICTB,
OCYIIECTBISIIOIIEr0 IepeMelleHHe JIGKapCTBEHHOro Ipemnapara, C YYEeTOM
azgpeca MecCTa OCYILECTBJIEHHS IeATEeIbHOCTA WIM CKJIaJa OTBETCTBEHHOTO
XpaHEHHUs, K3 KOTOPOro OCYIIECTBISAETCS MepeMelleHne JIeKapCTBEHHOTO
npemnapara;";

MOAMYHKT "B" NpU3HATh YTPATUBIIHUM CUILY;

B noamyHkre "r" cioBo "aapec" 3aMeHHUTH cioBaMH "HAEHTH(MUKATOP
cyObekTa oOpallleHHs IeKapCTBEHHBIX CPEICTB ¢ y4eToM azapeca';

JIONOJIHUTH NOAITYHKTaMu "x" - "K" clleyrolero coaepxanus:

")) pEKBHU3UTBl TOCYAApCTBEHHOIO WM MYHHLMIAJIBHOTO KOHTpaKTa
(B cioydae ImepeMeIlleHHs JIeKapCTBEHHOIO Ipernapara, NpegHa3HauYeHHOTO
i obecrieueHUsi TpaxJaaH 3a CYeT CpeAcTB deaepanbHOro OroJKeTa
WU cpeAcTB Or0MKeToB cyOBekTOB Poccuiickoit @enepariiim);

3) UCTOYHUK (PUHAHCHpOBaHUA (B claydae MepeMelleHUs JIEKapCTBEHHOTO
npernapara, IpelHa3sHAYeHHOIro s oOeclieueHHs IpakJaH 3a CYEeT CPelCTB
benepanpHOro OlOJKETa WM CpPEACTB OOKeTOB cyObekToB Poccuiickoit
deneparun);

W) CTOMMOCTh  JIEKQpCTBEHHOTO  IIpemapara (C  y4eTOM  Hajora
Ha J00aBIEHHYIO CTOMMOCTB) COTJIACHO IIEPBHYHBIM JOKYyMeHTaM (B ciiydae
IepeMelleHnus  JIEKapCTBEHHOro  Ipemapara,  IpeJHa3HaueHHOTo  JJIs
obecreyeHus rpaKiaH 3a cYeT CpeAcTB (enepanpHOro OIIKeTa UIH CPEJCTB
oromkeToB cyobexToB Poccuiickoit Genepanun);
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K) CyMMa Hajora Ha JoOaBJeHHYIO CTOMMOCTDH (B cliydae IepeMeIleHHs
JIEKapCTBEHHOI'O IIpenapara, IpelHa3Ha4YeHHOro i1 o0ecrieueHus rpaxaaH 3a
cuer cpeactB (enepanpbHOro OIOIKETa WIH CPeACTB OIOHKETOB CyOBEKTOB
Poccuiickoit ®enepanun).”;

0) B MyHKTE 2:

ab63a1] epBbId [10C/IE CIOB "MPSIMOTO NOpsaKa MPEICTaBICHHS CBeACHUN"

- IOTIOJIHUTH ~ CJIOBaMU "B cOOTBEeTCTBUH ¢ TIyHKTOM 44 TlonoxeHus
O CHCTeMe MOHHMTOPHHIA JBH)KEHHS JIEKAPCTBEHHBIX [IPEIapaToB I
MEJIMUMHCKOT0 IPUMEHEHUS, YTBEPKIEHHOro mocTaHoBneHueM [IpaBurenscra
Poccuiickoit @enepauun ot 14 nexabpsa 2018 r. Ne 1556 "O6 yrBepxaenun
[TonoxxeHus O CHUCTEME MOHHTOPHHIA JIBUXKEHHUA JIEKAPCTBEHHBIX MpErapaToB
JUIS METULIMHCKOIO IpUMeHeHus","

B MTOJITYHKTE "o" clIoBa "UIeHTHOUKAIIMOHHBIHN HOMEp
HaJIOTOIIaTebIIUKA" 3aMEHUTh CII0BOM "HIeHTHHUKATOP";

MOANYHKT "B" IPU3HATE YTPATUBIINM CHIY;

B MOAILYHKTE "r" cloBa "uneHTHGUKAIMOHHBIH HOMED
Hajororarejaplyka” 3aMeHUATH CJIOBOM "HAeHTU(UKaTop";

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

MOAITYHKT "XK" U3II0XKUTH B CIeAYIOLIeH pelaKIIuu:

"JK) peKBU3UTBl TOCYapCTBEHHOTO WJIM MYHHIIMIANBHOTO KOHTPAKTa
(B cimydae mnepemadd JEKapCTBEHHOro Ipemapara, MpeJHa3Ha4eHHOro JyIs
obecrnieyeHMs TPaXJaH 3a CYET CpeACTB (enepallbHOro OloIKeTa WU CpeJICTB
6r01KeTOB cyOBeKTOB Poccuiickoit ®enepaiun);";

B mojnyHkTe "H" cimoBa "(B ciydyae ecnu Imepenada JIEKapCTBEHHOIO
npernapaTa 06J1araeTcsi TAKUM Halorom)" UCKIIOUHUTE;

B) B IIyHKTE 3:

ab3all mepBBIl 1ocie cioB "oOpaTHOro TMOpsSAKa IPeACTaBICHUA
CBEJICHHH" JOTIOJHUTH CIOBaMH "B COOTBETCTBUM C MyHKTOM 44 [lonoxxeHus
O CHCTeME MOHHUTOPHUHIa [BIDKCHMsI JIEKAPCTBEHHBIX IIPerapaTroB s
METUIIMHCKOr0 IPUMEHEHHUs], yTBEPXAEHHOTO nocTaHoBiIeHueM I IpaBurenscrBa
Poccuiickoit ®enepanuu ot 14 nmexabps 2018 r. Ne 1556 "OO6 yTBepxaeHuu
[ToytoxeHUsT O CUCTEME MOHHTOPUHIA JABIDKCHHS JIEKAPCTBEHHBIX NpENapaToB

"

"o,

JUT MeIUIIUHCKOT O IpUMeHenus",";
B MOAIYHKTE "6" cloBa "uneHTUHUKAIUOHHBIN HOMED
HaJIOTOILTAaTEbIINKA" 3aMEHUTD CITIOBOM "uaeHTHUuKaTop";
MONITYHKT "B" IPU3HATh YTPATUBILIUM CHUILY;
1"n_n

B TOITYHKTE r cJI0Ba "uneHTudUKaIMOHHBIN HOMEP
HAJIOTOILIATEIBIINKA" 3aMEHUTh CJIOBOM "HaeHTUdHuKaTop";
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MOANYHKTH! "A" 1 "e" npu3HaTh YTPAaTUBIIUMHU CHILY;

MOAMYHKT X" U3JI0XKUTE B CIAEAYIOLIEeH pelaKIluu:

"JK) peKBU3UTBHl T[OCYJApCTBEHHOIO WJIM MYHHULMIAIBHOTO KOHTpPaKTa
(B cnmydae mnepefadd JIEKapCTBEHHOI'O Mpernapara, MpeJHa3HAaYeHHOIrO JIA
obecrieueHusl TpaXJaH 3a cueT CpeacTB (ejiepanbHOro OrOKeTa WM CPEJCTB
6r01xeToB cyOBekToB Poccuiickoit @eneparun);”;

B moianyHKTe "H" cnoBa "(B cilydae eciu mepenada JEKapCTBEHHOTO
npenaparta 00J1IaraeTcs TakuM HaJIOrOM)" UCKITIOYHTE;

') B IIyHKTE 4:

moAmyHKTHI "6" 11 "B" M3M0XKUTH B ClIeAYIOMIEH peIaKIIuu:

"0) nneHTU(PUKATOp CyOBEeKTa OOpallleHHus JIEKapCTBEHHBIX CPEICTB,
OCYIHECTBIISIIOIIETO [TOATBEPKACHHUE CBEIEHHUH;

B) UJIeHTU(UKATOp cyObekTa oOpallleHus IeKapCTBEHHBIX CPEJICTB, paHee
OCYIIECTBUBIIErO IIPEACTABIEHUE CBEAEHUII 00 OTrpy3ke WM TNpPUEMKE
JIeKapCTBEHHOTO IIpenapara;”;

JOIIOTHUTE IMOAIYHKTOM "1 CIeIYIOIIErO CONEepKaHMUS:

") IpU3HAK IOATBEPXKAECHHUSI BO3MOXXHOCTH (HEBO3MOXXHOCTH) IPHUEMKH
JIEKapCTBEHHOI'O IIpernapaTa, BPEMEHHO BBIBEJICHHOIO W3 OOpalleHHs 10
MHUIIMATHBE YIIOJIHOMOYEHHOro (QefepalbHOro oOpraHa HCIOJHUTEIbHOM

BJIACTH.";
J) B IIyHKTE 5:
B IOAIYHKTE "6" CJ0Ba "naeHTHUKALOHHBIH HOMEP

HaJIOTOIUIaTeNIbIIHUKA" 3aMEHUTD CIIOBOM "HIIeHTUPHUKaTOD";

MOANYHKT "B" NpU3HATH YTPATUBIINM CHITY;

B MTOAIIYHKTE "r" cJioBa "uneHTHQUKAITMOHHBIH HOMeEp
HaJIOroIUIaTeNbIINKa" 3aMEHUTE CJIOBOM "uleHTUduKarop”;

NOAMYHKT """ IpU3HATh YTPaTUBLIAM CUIY;

€) TOMOJHUTH IIyHKTOM 6 CJIeyIOLIEro CoAepKaHus:

"6. CyObeKT oOpalieHus JIeKapCTBEHHBIX CPEACTB, BBITIONHSFOLIMI
GYHKIMM MO0 ayTCOPCHUHTY, INpH Tepejade JIeKapCTBEHHBIX IIperaparos,
3aKynmaeMbIx Ui oOecledeHHs TpakJaH 3a CUYeT CpPeACTB (eAepallbHOTO
Oromkera ¥ (WIHM) cpelncTB OromkeToB cyOBekTOB Poccuiickoit Penepaunu,
IpeACTaBIsAeT B CHCTEMYy MOHHTOPHMHIA CHEAYIOIIYI0 HH(POPMALMIO O
IepelaHHbIX JIEKapCTBEHHBIX IIperapaTaX B OTHOILUEHHH KaXIOW TOProBoi
€ TUHHIIBI JISKapCTBEHHOIO IIpernapara:

a) 1ata COBEpPIIEHUs OINepaliu;

0) upeHTuduKarop cyObekTa OOpalleHHs JIeKapCTBEHHBIX CPEICTB,
OCYILECTBIIAIONIErO Ilepeaady JIEKapCTBEHHOTO TIpenapara;
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B) HIACHTUPUKATOP CyObekTa oOpalleHus JeKapCTBEHHBIX CPEJICTB,
OCYIIIECTRBIIAIONIETO TPHUEMKY JIEKAPCTBEHHOTO TIperapara,;

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

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

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

"6. HecooTBeTcTBUE CBefeHHI O T0OANTEHOM HACHTH(OHUKAIIMOHHOM
HOMEpe TOpProBOM €IWHHUIIBI, HOMEpE PEerucTPalHOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOI'O Ipernapara U JaTe perucTpanvy JIeKapCTBEHHOTO INperapara
B rOCY/JapCTBEHHOM DPEECTpPE JIEKAPCTBEHHBIX CPEACTB, IPEICTaBICHHBIX
cyOpekToM  oOpamieHuss  JIEKapCTBEHHBIX  CPEICTB  IpPH  OIHUCAaHUHU
JIEeKapCTBEHHOTO IpenapaTa B HMHGOPMaIMOHHBIA pecypc, 00ecneurBarONIHii
y4eT W XpaHeHHe IOOCTOBEPHBIX JaHHBIX O TOBapaxX IO COOTBETCTBYIOIIEH
TOBapHOH HOMEHKJIAType, COOTBETCTBYIOIIMM CBEJCHHUSAM, TOJIyYEHHEIM
CUCTEMON MOHHUTOpPHMHIA H3 €AWHOM TOoCyJapCTBeHHON WHQPOpMalMOHHOM
cucTeMsl B cdepe 3apaBooXpaHeHus.".
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