(T4 KRKM

(OO0 «KPKA-PY»

Pa3pemeﬂnc Ha BBLIIIYCK H BBO/1 B rpamaﬂmnu 060p0T
. IL-040000878031/2020
5 HanmeHoBaHue 1eKapCTBEHHOTO Npenapara as MEIHIHHCKOr0 [PHMEHEHHS:
’E‘Hzm"~ (Fnananpun) rabaeTku, 5 Mr (KOHTYpHas sueiikoBas ynakoska) 10x6 (Nauka KapToHHas)

Cepus: I'onen no: ! Prinok: KosH4yecTBo yIakoBok:
36080220 02.2023 RU 28.640 wir.

Cepust JIeKapCTBEHHOTO Npenapara OblTa MPOU3BENeHa B COOTBETCTBIH C JIMIIEH3Hel Ha POM3BOACTBO
JIEKapCTBEHHBIX ~ CPEACTB, TPeOOBAHUAMH PCTHCTPALMOHHOIO J0Cke, Tpebosanusmu IlpaBui
HajUieKaled  TPOM3BOJACTBEHHOM  mpakTuky  (yrBepxcaeHs!  [IpukazoM  MuHHCTepCcTBA
IPOMBIIIEHHOCTH U TOproBiu P® ot 14 mona 2013 r. Ne916), a Taioke MHBIMH TpeOOBAHHAMH,
YCTaHOBJIEHHBIMM HOPMATHBHBIMH [1DABOBBIMH akTaMH Poccuiickol Mejtepalitu 1 cTpaHbl 9KCIopTepa.

Hopmatusnas nokymenrauusi:  I1N013165/02-260718

ITacnopr N2: 040000878031 o1 25.02.2020 1.

Ipoxyxumsa paspenieHa K BbIIYCKY H BBO/AY B rPpaskIanckuii o6opor 27.02.2020 X | i
Hara A HET

YnoanoMo4yeHHOE JTHIO




(L4 KRKN

OCO «KPKA-PYCx

HaumeHnoranne mpoayKIium:
Vnakoska

Kon:

Howmep cepuu:

Konnuecrno:

Ne CEPHH aAKTHBHOI'O KOMIIOHCHTA:

HaTa HITOTORIECHHUS:
Toxen mo:

Jlata BLITAYH MACTIOpPTa:
AHAaJH3 BBITOJIHEH [10:

IMacnopt Ne 040000878031

Iran® (Duananpu) TabreTkn, 5 Mr
(koHTypHas gueitkoBas yrnakoska) 10x6 (mayka KapToOHHAsN)

7CT7967

36080220

28.640 wr.

TE1831

02.2020

02.2023

25.02.2020
[ITN0O13165/02-260718

Herpa, 25.02.2020
Crp.1/3

Haumenosanue 7 TpeboBanua HOPpMATHBHOH JOKYMEHTALHH PesyabTaTel anan3os
noKasare/eH
OnucaHue Tabnerku Henoro unu noytn Benoro ueera, | TabneTku noutH Henoro UBETA,
Kpyrfible, [1JI0CKOUU/IHHAPHYECKHE, C PUCKOH | KpYIJIbIE,
Ha OAHOH CTOpOHE M (hacKOH. NIOCKOLMTHHIPHYECKHE, C
PHCKO# Ha OHOH CTOPOHE H
dhackoil.
[ToanuHHOCTE Bpems yaepkHBaHMa OCHOBHOrO MHKa Ha [ToaTeep:kaeHO
XpOMAaTOrpaMMe HCMbITYEMOro pacTBopa
JIOMHO COOTBETCTBOBATEL BPEMEHH YIEPHKH-
BaHMsS MHUKA SHANANPHAA Ha XpoMaTorpamme
CTaHAApPTHOrO pacTBOpA.
PacteopeHue He menee 80 % (Q) sHananpuna maneara or 98 % — 101 %
3asBJIEHHOrO KonuiecTra uepes 30 MuH. cpeantee 100 %
PoacTeenHble npumecu DHananpuiar — He bonee 3,0 Y. <=0,10%
Iukeronunepasuu — He Gonee 1,0 %. <=0,10%
Jrobas npyras eauHWYHAs MPUMECH — HC <=0,10%
donee 0,5 %.
Cymma npumecei — He 6oaee 5,0 %. <=0,10%
Mukpobuonordueckas I'd XIlI, Kareropus 3A. CoOTBETCTBYET
HUCTOTA
OHOPOAHOCTE AO3HPOBAHUS [Tokazatens npuemaemoctd (AV) He Donee 1,4 %
15,0 %.
KonuuectBennoe ot 90,0 % no 110,0 % snananpuia maneara oT 100,8 %
onpeaenexue, % 3aBJIEHHOrO KOJNIMYECTRA.
KonuuectpeHHOE oT 4,5 Mr 10 5,5 mr. 5,0 mr

OnpeneiieHue, Mr

VYnakoBka

[To 10 Tabnetox B KOHTYpHOH s4eHKOBOH
YMaKOBKE M3 KOMOHHHPOBAHHOrO MaTepHaa
OIMA/AN/TIBX 1 ¢obry allOMHHHEBOH.

2, 3, 6 unu 9 KOHTYpHBIX HuelKOBBIX
YNaKOBOK BMECTe €  HHCTPYKUMEH IO
NPUMEHEHHIO [MOMELIAOT B MaYKy W3 KapToHa.

[To 10 tabnerok B KOHTYPHOH
A4eHKOBOH YMaKOBKE U3
KOMOHHHPOBAHHOrO MaTepHana
OITA/An/TIBX u honbru
TFOMHHHEBOM.

6 KOHTYPHBIX AUEHKOBBIX
YIIAKOBOK BMECTE C
HHCTPYKLHEHN 10 MPUMCHEHHIO
NoMEUIEHB! B NAUYKY M3 KAPTOHA.




(T4 KRKN

QOG «KPKAPYCn

ITacmopT Ne 040000878031

Hcrpa, 25.02.2020
Crp.2/3

| Mapxuposka

npeaynpeIuTe/ibHble HAAMACH: «XPaHHUTL B
HEJ0CTYITHOM st aeteii MecTey,
«[IpuMeHATH MO  Ha3HaueHWI0  Bpaday,
TORApHEIH 3HaK (Ha JaTHHHILE), Ha3BaHMC,
agpec, rTeieoH M daxc  QUPMBI-
NMPOU3BOOUTENA,  HOMED  CEpPHM,  CPOK
FOQHOCTH,  HOMEp  CBHIETEJBCTBA  Ha
TOBAPHBIH 3HAK, PErMCTPALMOHHBIA HoMep,
LITPUX-KOA, NPOM3BOACTBEHHbIH Ko
YNAKOBOYHOI0 MaTepHaa.

Hormyckaerces HaHeCeHHe  Ha  Madky
KapTOHHYIO KOHTPOJIbHOI'O
(uperTudukaunonnoro) 3Haka (KH3) ¢
NOJHBIM WX YaCTHYHBIM TyOJIHpOBAHHMEM
HHQOpMalHH, coflep:aleiics B HeM B BHIE
YHTAEMOIo INe4aTHOro TeKCTa ¢  LENBIo
MOHMTOPHHIA  [BMJKEHHA JICKAPCTBEHHOIO
rmpenapara OT [POH3IBOIAMUTENA A0 KOHEHHOro
notpedurend.

Ha _ nepeuvnoi  ynaxoske  (xowmypron | Ha REPEUMHOI VIAKOBRE
AYCUKOBON VINAKOEKE) VKAZHIGION!! (ROHINYPHOL AUSUROCOH
TOProOBO¢  HAUMEHOBAHME  IIPELAPATa  C | YRAKOBKS) VKAZAH(!
NpeaynpeanTeIbHOH MapKHPOBKOH ®), TOPTOBOE HaUMEHOBaHHE
MENKIYyHapOIHOEe HEMaTEHTORAHHOE | Mperapara c
HAWUMEHOBAHME, JIEKapCTBEHHYX  (opmy, | NpeaynpeauTelbHOl
JI03UPOBKY, TOBapHBIH 3HaK (Ha JaTHHHLE) | MapKUPOBKOH ®,
HPMBI-MPOH3BOIUTENA, HOMEDP CEPHUH, MEAIYHAPOIHOE

CPOK TOJHOCTH. HEMaTeHTOBAHHOE

Ha emopuvnot (nompedumensckoli) Yiaxogke | HAMMEHOBAHHe,  J1I€KAPCTBEHHAL
(naure KapmMoHKO) VRAILIGAION, dopma, NO3HPOBKA, TOBAPHEIH
TOProBOC  HaUMCHOBaHMe TipenapaTa ¢ | 3HaK (Ha JIATHHHULC) (HPMBI-
npeaynpeauTelbHol MapkHpoBKoH ®, NPOU3BOIMTEISA, HOMEP CEPHH,
MEXYHapOoHOe HEMAaTeHTOBAHHOE | CPOK I'OJHOCTH.

HaMMEHOBaHHE, IleKapcTBeHHYI0  dopmy, | Ha ERICPUY RO
J03UPOBKY,  KOJIHYECTBO  TableTok B | (nompedumelsCkoil)  VYRAKDEKe
| YHaKoBke, Ha3BaHHE OEHCTBYIOLIErO | (NQYNC KAPMOMHOU) YKAZAHO!
BELIECTBA H TOProBoe HaMMEHOBaHHE
| ero KOJIMYECTBO B 1 tabneTke, npenapara c
«BcriomorareneHbie  BELIECTBA:  JIAKTO3bl | NPEeAyNpelUdTebHOH
MOHOrMApaT M  Jpyrde, YyKasaHHble B MapKHpOBKOH ®,

MHCTPYKLMH 1O  IIPHMEHEHHWIO», ClI0coDd | MexIyHapoIHOe

npuMmeHeHus: «JlJis npHeMa BHYTPb», YCJIOBHA | HEIaTeHTOBaHHOE

OTITyCKa, YCIIOBHA XpaHeHHd, | HAMMEHORAaHHE, JIeKapCTBeHHaA

dbopMa, I03UPOBKA, KOJIHYECTBO
TablleTOK B yNaKoBKe, HaiBaHHe
JIeMCTBYIOILETO BElIeCTRa H

ero konuyectBo B 1 Tabnetke,
«BcriomorarenbHble  BELIECTRA:
JIAKTO3bI MOHOTHIpAaT M JpYyTHe,
yKa3aHHble B WHCTPYKLMH 10

NPHMEHECHHIOY, criocof
npuMeHeHus:  «Jlna  mpuema
BHYTpbY»,  YCJIOBH#  OTIYCK4,
YCIIOBHA XpaHeHHs,
npeaynpeluTeIbHbIEe  HaAIHCH:

«XpaHUTb B HEOOCTYIHOM 1A
nereit mectey, «lIpuMeHATH Mo
HA3HAYEHHIO Bpaya», TOBAPHBINH
3HaK (Ha JaTHHMLE), Ha3BaHHE,
agpec, Tenedod U paxc GUPMBI-

MpOMU3BOAUTE/IA, HOMED CCPHUH,
CPOK rOQHOCTH, HOMCp
CBHJIETE/IBCTBA  Ha TOBapHB[ﬁ

3HAK, PErHCTpPaLMOHHBEIA HOMED,
IITPUX-KOJl, MPOMU3BOOCTBEHHBIH
KOJl YIIAKOBOYHOT0 MaTepHasa.
HaneceH Ha madky KapTOHHYIO
KOHTPOJBHBIH
(moenTHdUKALHOHHBIH)

(KU3).

3HaK




(74 KRKA

OO0 «KPKA-PYCy

Hcrpa, 25.02.2020

Crp.3/3
IMacnopTt Ne 040000878031
Xpanenune IIpu remneparype He Bbie 25 °C, B CoorsercTByeT.
OPHTHHAILHOH YIIAKOBKE,
Cpok rojiHocTH 3 rona. 3 rona.
3axmo4ernre: CooTBETCTBYET TPpeGOBAHMIM HOPMATHBHOM JOKYMEHTAIIHH,
Hawaneank OKK 2# % _ Xeunera K.0O.




