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QOO «KPKA-PYC»

PaspemeHue Ha BLINYCK H BBO/ B TPAKIAHCKUI 000pOT
IL-040000886042 /2020

HaumenoBanue JIEKAPCTBEHHOI'0 NIpenapara A MeJHIHHCKOro NpHMEHCHH AL

fueiikoBas ynakoska) 10x3 (nauka KapTonHas)

Hunepren® (Buconpo.10.1) TabJaeTKH, IOKPBITHIE ILICHOYHOH 060/104KOH, 2.5 mr (koHTypHAast

Cepusi: } I'oaen 10:

PoiHok:

Koau4ecTBO YIAKOBOK:

38030220 1 02.2022

RU

61.964 mr.

Cepus JIEKapCTBEHHOTO Mpenaparta ObUia POH3BE/IEHA B COOTBETCTBHH C JIMIEH3HEH Ha NPOM3BOACTBO
JIEKAPCTBEHHBIX CPEICTB, TPeOOBAHHIMU PETHCTPALIMOHHOIO 10cke, TpeboBanmamu LIpasun Ha/UIekKaIeH
NPOM3BO/ICTBEHHOM NpakTuky (yTBepxaeHs! [IpuKasoM MUHHCTEPCTBA TPOMBIIIICHHOCTH M TOPrOBJIA P®
ot 14 wronHs 2013 1. Ne916), a Taksie HHBIMH TpeOOBAHHIMH, YCTAHOBICHHBIMH HOPMATHBHBIMH IIPABOBLIMU
axtamu Poccuiickod @ejiepalinu | CTpaHbl SKCIIOpTEpa.

Hopmatusaau noxkymentamms:  JICP-008962/09-260218

[Macmopt Ne: 040000886042 ot 26.03.2020 r.

TIpoayKius pa3peleHa K BLITYCKY H BBOXY B IPaK/IaHCKHH obopor 27.03.2020 X
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QOO «XPKA-FY(Cn

HauMeHOBaHHE IIPOTYKIIHH:

Ymakoska
Kom:

Homep cepuu:
Komuaecrtro:

No cepun akTHBHOTO KOMIIOHEHTA:

JlaTa H3roTOBJIEHHS:
I'opesn no:

JlaTa BeIIAYM aclopra:

AHATH3 BLITIOJTHEH 110!

Herpa, 26.03.2020
Crp.1/2

IMacnopt Ne 040000886042

oboo4Koi, 2,5 MT

Hunepren® (Buconposion) TabneTKy, TOKPBITHIE IEHOYHOH

(KoHTypHas sueiikoBas yrakoska) 10x3 (mauka KapToHHaS)

7C5674

38030220

61.964 .

UN7168

02.2020

02.2022

26.03.2020
JICP-008962/09-260218

HaamenoBaBHe Tpebopanns HOPMATHBHOH Pe3ynbraThl aHATH3O0B
goKasaTeseH JAOKYMEHTAUHH

OmnucaHue OBajbHblE, JIBOSKOBBINYyWIble TablieTku, | OBaibHbBIE, IBOAKOBBIMYKILIE TabeTKH,
TIOKPHITHIE TIEHOYHON 000109K0#H 6€n0ro | MOKpBITHIE IUICHOYHOMH oBomoukoii Hestoro
LBETA, ¢ PUCKOIl Ha OJIHOH CTOpPOHE. LBeTa, ¢ PHCKOM HA OJIHOHA CTOPOHE.
B Ha H30ME; [IepoXoBaTas Macca 6estoro | Bux Ha wu3noMe: [IepoXxoBaTtad Macca
WIM MouYTH 0eforo LBeTa ¢ IUIEHOYHOM | modtH Gejoro uUBeTa ¢ [UICHOYHOH
o6ono4ukoi 6es0ro 1BETA. 06004K0# 6e10TO IBETA.

[TopnrHHOCTE Bpems yaep)KuBaHMs OCHOBHOIO TIHMKa Ha TlonreepKaeHO
XpoMaTorpaMMe HCIBITYEMOTO  pacTBopa
JIOJIZKHO COOTBETCTBORATH BpPEMCHU
ylepKHBaHUS nNHKka Ouconposiona Ha
XpOMATOIPAMME CTAHAAPTHOIO PacTROpA.

PacTBopenue He menee 75 % (Q) duconponona dymMapara 97 % - 100 %

OT 3aBJICHHOI0 KOJIMYCCTBA 4CPE3 45 MHH.

cpenHee 98 %

PocTBeHHBIE [Ipumece GensuioBoro crMpra — He fosee <=0,10 %
[IPHMECH: 0.4 %.
T[Tpumeck 3¢upa — He Gonee 4,0 %. <=0,10% ]
Tlpumeck erona — e Gonee 0,4 %. <=0,10 %
[Tpumecs anbaeruaa — ue bosee 1,4 %. <=0,10 %
Jliobas apyras eTMHUYHAS [IPUMECh — He <=0,10 %
Gonee 0,5 %.
Cymma npumeceii — He bomee 6,0 %. <=0,10 %
Mukpobuonorudeckas | I'® XIII, kareropus 3A. CoOTBETCTBYET
YHCTOTA
OmHOPOIHOCTS INokazatens npuemiemoctu (AV) ne Gonee 3,9%
J103UPOBAHUA | 15,0 %.
KonudecTBeHHOE | He menee 95,0 % u ne Gosee 105,0 % 100,1 %
onpeneneHue ' 6uconposoia Gymapara OT 3asB/JEHHOrO
KOJIMYECTRA.
Ynakoska [To 10 TabneTok B KOHTYpHOH ayeiikoeoi | Ilo 10 TabneTok B KOHTYPHOM A4efKoBOi

ynakopke u3 ienkd TIBX u  doawru
AJIIOMHUHHEROH.

2, 3, 5 wm 10 KOHTYpHBIX AYeHKOBBIX
VAKOBOK BMECTE € MHCTPYKLHMEH 110
MPUMEHEHHIO TIOMEINAIT B Mayky H3
KapTOHA.

ynakoske M3 mieHku IIBX u ¢ossru
ATIOMHHHEBOH.

3 KOHTYpHBIE SYEHKOBBIE YMAKOBKM
BMECTE ¢ HMHCTPYKLHEH MO NMPUMEHEHHIO
MOMeUIEHEBI B ITAYKY H3 KapToHa.




QOO «KPKA-PYCy

KRIKA

Hctpa, 26.03.2020
C1p.2/2

IacmopT Ne 040000886042

Mapxkuposka

Ha nepsuvnou  ynakogke  (KOHMYpHaA
AUeUK0BAA YRaxoexa) VKAZBIBAIOM.!
TOProBoe HAMMEHOBaHME IIpernapata ¢
npejynpeIuTeNsHOH  MapkupoBkoH — ®,
MEXIyHapoIHoe HEMaTeHTOBAHHOE
HAMMEHOBaHHE, INeKapCTBeHHYW dopMy,
J03UPOBKY, TOBAPHEIH 3HAK (HA TaTHHHIIE)
(GHPMBI-MIPON3BOAUTE/LSL, HOMEP CEPHH, CPOK

' TOAHOCTH.

" Ha  emopuunoii  ynaxosxe  (nawka
Kapmownas) — yKkaswlearom:  TOProBOE
HaUMEHOBaHHE npenapara ¢
Npe/yIIPe/IMTeNLHOR  MapkupoBkoit — ®,
MeKITy HApOJHOE HEMaTeHTOBAHHOE

HAUMEHOBaHME, JIeKapCTBEHHYIO ¢GopMy,
IO3UPOBKY, KOJH4ecTBO  Tabnerok B
YIIaKOBKE, Ha3BaHHE JIEHCTBYIOILETO
REINECTRA M €ro KOJNHYeCTBO B 1 TabneTke,
«BcrioMoraTte/ibHblE BELIECTBA YKasaHbl B
UHCTPYKLMHM 110 [PUMEHEHHIO», CIoco6
NpPHMEHCHHS:  «/Is  TNpHEMa  BHYTPbY,
YCIOBMA XPAHCHMS, YCJIOBHS OTMYCKa,
Tpe iy IIpe/IHTeIbHBIE HAIMACH: «XPaHUTD B
HEJOCTYHOM s nereit MECTEY,
«[TpuMeHATb 110 HASHAYCHHMIO  Bpayar,
pErucTpalMoHHbIH HOoMep, HOMeEp
CBUJETE/NLCTBA  HA  TOBAPHBIH  3HaK,
HaszBaHue, aipec, TenedoH, ¢akc M
TOBapHBI 3HAaK (HA &aTHHHLE) GHPMEI-
NPOH3BOAWTENIN, HOMEP  CEPHH,  CPOK
FOJHOCTH, [ITPHX-KOI, NPOU3BOACTBEHHBIH

KO YNaKOBOYHOTO Marepuana.
Ilomyckaercs — lanecellHe  Ha  MAYKy
KAapTOHHYIO KOHTPOJIBHOTO

(unenrupukaumontoro) 3suaka (KH3) ¢
MOJIHBEIM MM 4acTHYHBIM TyONHpOBaHHEM
HHOpMalMH, coAepiKalleHcs B HEM B BHJIE
YUTAEMOr0 IIEYATHOrO TEKCTa ¢ UEJIbK
MOHMUTOPHHI'Z [BWKEHHA JI€KApCTBEHHOTO
npenapara OT MpoOU3BOAHTCIIA 0 KOHCYHOTO
noTpeduTens.

Ha nepsuunol  ynaxogke (KoumypHas
AYeUKOBASL YNAKOBKA) YKA3AHO. TOProBOE

HauMeHOBaHHE mpernapara c
npeiynpeauTe/ibHOH  MapKUpoBKoH ®,
MeXKIYHAPOOHOe HEMaTeHTOBAHHOE

HaUMEHORaHMe, JekapcTBeHHas dopma,
JI03WPOBKA, TOBAPHBIN 3HAK (Ha JIATHHHLIE)
GHPMBI-TIPOM3BOMTENS, HOMED CEpHH,
CPOK FOJHOCTH.

Ha  emopuunol  ynakoske  (hauxa
KAPMOHHAA) YKA3aHo: TOProBoOe
HauMeHORaHHE npernapara c
NpeIynpeauTeNsHOH  MapKUpoBKoH — ®,
MEJKIyHApOIHOE HETIaTEHTOBAHHOE
HaMMEHOBaHHE, JieKapcTBeHHAs (opMma,
J03HPOBKA, KOJNIM4ecTBO TabieTok B
YIAKOBKe, Ha3BaHME  JICHCTBYIOLIETO
BELIECTBA M ero Konu4ecTso B | TabneTke,
«BernoMorarenbHble BEINECTBAa YKa3aHbl B |
HHCTPYKIIHH [0 NPUMEHEHHIO», crocob
NpHUMeHEeHHI: «/lig TpueMa BHYTPbY,
YCIOBHsS XPaHeHHs#, YCJIOBHMA OTIYCKA,
MpeaynpenTebHble HAAMHCH: «XpaHHTh
B HEOOCTYIHOM JUIS JeTed MecTen,
«[IpuMenaTs N0 HA3HAYEHHIK) Bpavay,
perucTpalHOHHEIH HOMEp, HOMeEp
CBHIETENLCTBA HAa TOBapHBIA  3HaK,
HaiBaHWe, anpec, Tenedon, dake H
TOBapHBIA 3Hak (Ha naTtuHHEe) QHPMBI-
MPOM3BOAUTENA, HOMEP CEepHH, CpPOK
rOJHOCTH, [ITPUX-KO/,
[IPOM3BOJICTBEHHBIH KOI YIaKOBOYHOIO
MaTepHana. Hanecen Ha  Ta4Ky
KapTOHHYO KOHTPO/IBHBIA
(wnentudukanonHsit) 3nax (KH3).

XpaHeHue

[Ipu Temnepatrype He Beime 25 °C, B
OPHIHHATBHOM YIaKoBKe.

CooTBeTcTBy T

| Cpox roHOCTH

2 roga.

Hauansauk OKK




