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MMWHMCTEPCTBO 34paBoOXPaHeHNs
Poccuiickoii degepauymn

2045350

®ENEPAJIbHAA C/NTYXXBA MO HAA30PY r | |
B C®EPE 3IPABOOXPAHEHUA Cyb6beKThbl obpauieHus
(POC3APABHAASOP) NeKapCTBEHHbIX CPEACTB
CnassaHckasa nn. 4, ctp. |, Mocksa, 109074
TenedhoH: (495) 698 45 38; 698 15 74 TeppuTopuanbHbie opraHbl
. ] . defepanibHOM cnyX6bl Mo HaA30py B
11 PN-M "I NeO/1/-11\2 S /i cthepe 30paBoOXpaHeHUs
Ha Ne oT

OpraHusaumn, ocyLecTBasAO L e
9KCMepTU3y KayecTBa
NeKapCTBEHHbIX CPeACTB

0 HEeo6X0ANMOCTU U3bATUS
13 obpatLieHns (hanbCUnLMPOBaHHbIX MeauUUHCKME opraHu3aumnm
NeKapCTBEHHbIX MpenapaTos
OpraHbl ynpasieHUsa
34paBooXpaHeHneM Cy6BbEKTOB
Poccuiickon ®epepaumnmn

depepanbHaa cnyxba no Haa3opy B cepe 34paBOOXpPaHEHUSA Ha OCHOBaHUMU
cBeAeHWNN, npefocTaBneHHbIX PIbBY «MMUI3YAOCMI» Poc3gpaBHag3opa (Pwunnan
ropoja PocTtoBa-Ha-[loHy), UHopMUpyeT 0 Heob6XxoAMMOCTH N3bATUA
(hanbCcMpPULUMPOBaHHbLIX NEKApPCTBEHHbIX npenapaTtoB: «KnaputnH®, Tabnetkm 10 mr 7
lUT., YNAaKOBKWN siYeiKOBble KOHTYpPHble (1), mauykm KapTOHHble» cepuii 2RXFA29010,
3RXFA05002 n «KnaputnH®, tabnetkn 10 mr 10 wT,, yNnakKoOBKM AYENKOBblIe KOHTYpPHbIE
(1), nauknm KapTOHHble» cepun 3RXFA04002, Ha ynakoBKax KOTOPbIX YyKasaH
npounssoanTens «LWepuHr-fMnay /la6o H.B.» (benbrusa). O npuocTaHOBNEHNN peannsaumn
YKa3aHHbIX Cepuii NeKapCcTBEHHbIX MpenapaTtoB CyO6beKTbl 0bOpalleHUA NeKapCTBEHHbIX
CpeAcTB MHpopMupoBaHbl nucbMamu Poc3gpaBHagsopa ot 03.06.2015 Ne01UK-882/15, ot
05.06.2015 Ne0111-908/15, ot 09.06.2015 Ne01W-934/15.

N3bATUIO U YHUUTOXEHUIO B YCTAHOB/IEHHOM MOPAAKE MO0AJMeXaT YNakKoBKU
YKa3aHHbIX Cepuii NeKapCTBEHHbIX MNpenapaTtoB, UMEKLWNX OT/INUYUTENIbHbIE MPU3HAKM
anbcuPrKauum, nepevyncneHHble B NPUNOXKeHUN.

defepanbHas cnyxba Mo Haa3opy B cepe 34paBOOXpaHeHMA npegnaraer
cybbekTaMm ob6palieHUss JieKapCTBEHHbIX CPeACTB U MeAULUHCKMM  OpraHusaumsam
npoBecTn NPOBEPKY  Ha/MuUA  MNEPEevYUC/IEHHbIX B MPUI0XKEHUN NPU3HaKOB
anbCUPMKaLmMn BO BCEX UMEIOLLNXCA CepusaxX [AaHHbIX /IeKapCTBEHHbIX MpenapaTtoB, O
pe3ynbTaTax KOTOPO NPonHGOOPMUPOBaTbL TeppUTOpUasnbHbI opraH Poc3gpasHagsopa.

TeppuTopmnasnbHbiM opraHam Poc3gpaBHaj3opa B COOTBeTCTBUU C «[1paBunamu
YHUUTOXEHNA HeLoOpOKAaUYeCTBEHHbIX /IEKAPCTBEHHbIX CPEACTB, (habCUPULNPOBAHHbIX



NIeKapPCTBEHHbIX CPeACTB M KOHTpPagaKTHbIX NIEKAPCTBEHHbIX CPeACTB», YTBEPXAEHHbIMU
noctaHoBneHnem [MpaButenbctBa Poccuinckon Pegepaumm o1 03.09.2010 Ne674
npoBecTn MeponpuAaTUA no KOHTPO/II0 3@ U3bATUEM M YHUUTOXEHUEM

hanbCcMOMUMPOBAHHOIO JfleKapCcTBeHHOro npenapata. O pesynbTaTax MPOBEAEHHOWN
paboTbl MHPOpMMpPOBaTL Poc3gpaBHag3op.

MpunoxeHne: Ha 2 n. B 13Ks.

PykoBoauTe b

E.A./lamaHoBa
8 (499)578-01-88



OTAnYnTenbHbIE

MpunoxeHue K nucbMy Poc3gpaBHaasopa

NPU3HaKN

anbcugunkaumm

ormo”5jdS L

NEeKapCcTBEHHOr0  CcpeAcTBa

«KnapntnH®» cepuin 2RXFA29010, 3BRXFA05002, 3BRXFA04002;

HasBaHune

npusHaka
YnakoBka
6nmicTep

MHCTPYKLYS
no
MeAULIMHCKOMY
MPriLeHeHNo

OpurvnHanbHbI Npenapat

-MOBEPXHOCTb 6ﬂMCTepa co
CTOPOHBbI Tabnetok MmartoBasi, Ha
owynb Cnerka LLepoxoBaTas:

owyuiaeTca cnae4Hoe TUCHEHUE,

- MBX-nneHKa A4eiikn MArkas, npm
Ha)kaTuKM Nerko npojassvBaeTcs Ao
COMPUKOCHOBEHUSA C Tab/eTKON;

-honbra
HaTsAHyTa:
BHYTPb;

Hafg sYelkKamu
HEMHOTO

CNNbHO
BTAHYTa

-B TOProsom HaVMeHOoBaHUN
npenapata Ha aHrMNCKOM A3blKe B
HUXKHEN YacTn Kpas OYKB «1», «I»,
«i», «M» npsAmMble, 6e3 U3rnbos:

-TOYKWM Hap OYKBOM «i» Kpyrible:

Gall e

danbcnhnymMpoBaHHbIl npenapart

-NOBEPXHOCTb 6nucTepa co
CTOPOHbl Tabnetok rnsHuesas,
abCoOMOTHO rnajgkasa Ha OLLynb;

- MBX-nneHKa SYeMKWN >XecTKas,
NpyY HaXaTuW He NpojaBnMBaeTCs

Ao COMPUKOCHOBEHUA c
TabneTKoi;

-honbra  Hapg  A4Yeikamm  He
HaTAHYTa, Haf HEKOTOPbIMU

s4veikaMn 3aMeTHO B3ayTa;

-B TOpProsom HaMMeHOBaHUK
npenapara Ha aHrIMNCKOM A3blKe
HUXKHUE YacTU OYKB «1», «I», «i»,
«M» UMEKT NsaBHble N3rmbbl:

-TOUKM Hap OyKBOW «i»

T all e’



Has3BaHue

npusHaka
YnakoBkKa
NHCTPYKUUSA
no
MeAULNHCKOMY
NPUMEHEHNIO

OpurnHanbHbIA npenapat

-B pasgene «dapmaKonormyeckume
cBOMCTBa» BO BTOPOM ab3aue B
abopeBmnatype «QT» «XBOCTUK» B
obykBe «Q» He nepecekaeTr
NMONTHOCTbIO «Ox»:

Ha IKI,

«CocTaB», B
0603Ha4vYeHUN [03UPOBKN
noparagmHa B cupone «1 mr/ma»
HeT npobena Mexay KOCOW 4epToii
(cnaw) n «mr»:

-B pasgene

danbcnMuuMpoBaHHbI Npenapart

-B pasgene «Papmakosormyeckue
cBOWCTBa» BO BTOpOM ab3aue B
abbpeBmnatype «QT» «XBOCTUK» B
OykBe «Q» nepecekaeTr
(«nepeyepKMBaeT») MOJIHOCTbIO
«O»: |

Ha OKI .

-B pasgene «CocTaB», B
0603HayYeHUN L03MPOBKU
noparaguHa B cuporne «1 mr/ma»
ecTb NPo6en Mexay KOCOM 4epToW
(cnawt) n «mr»:

1 Mr

pasHbI LWPUPT BYKB «K», «y», «A» N0 BCEMY TEKCTY

-y  OYKBbl  «K» yacTb

npamMas:

NPOHUKAET

-y  OYKBbl «y» HWXHASA
npsmMas, 6”3 nsrmnoa:

Hepp>|

.BEPXHSAA

4acTb

KOHLLE

MapKupoBka

-KapTOHHaA

nayka Cepus:

daTtTa Bbiny
F%eH A0:
-Ha  PUCYHKe, n3obpaxatroLem
3e/1IeHYI0 TpaBy, OTYET/IMBO BUHbI
OTAeNbHble TPaBUHKN

3E€J/IEHYIO
TPpaBUHKN HE BUAHbI

-y OYKBbl «K» BEPXHSAS 4YacTb C
N3rnbom:

NPOHUKAET

-y 0OYKBbI
N3rnéom:

«y» HWMXKHAA 4YaCTb C

y)erere \wyBuy o cucrela’
pasHbIf WPURT 6YKBbI «A»

1Tpaukii LikoHueHTpaj

-6yKBa «K» B C/IOBOCOYETAHNN «AaTa BblMyCKa» HaHECEHa pa3HbIM
lwpudgTom:

Cepwusa:
AdatTa Bbiny(
loneH pno:

-Ha  pUCYHKe, wn3obpaxarouwem

Tpasy, 0TAeNbHbIe




