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Paspemenne Ha BBIMYCK H BBOJ B IPAX/IAHCKHIA 060pOT
IL-040000860678 / 2019 - 2
HauMeHoBAHME JIGKAPCTBEHHOI'0 NPENAPATA 1151 MEAHIHHCKOI'0 IIPHMEHEHHST:
Ko-llepunesa® (Mupanamua + Iepunaonpui) rabaerkn, 1,25 mr + 4 mr
(xonTypHas a4eiikoBas ynakoska) 10x3 (nauxa KapToHHas)
Cepus: I'oaen no: Poinok: Ko,H4ecTBO ynakoBoK:
32341119 11.2022 RU 63.163 mt.

Cepusi jieKapcTBEHHOT O TIpenapara Gblia NPOH3BEACHA B COOTBETCTBHA C JIMIICH3UEH HA IPOM3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, TPeOOBaHMAMH PETHCTPALMOHHOrO Jocke, TpeboBanusmu [IpaBun
Haznexauei [IPOU3BOACTBEHHOMN [IPaKTUKH (yTBEpX)IEHET IIpuxasom MunucrepcTra
MPOMBIIIIEHHOCTH U TOProBid P® or 14 mrona 2013 r. N2916), a Takke HHBIMH TpeGOBAHHAMH,
YCTaHOBJICHHBIMH HOPMAaTHBHBIMH ITPaBOBBIMH akTaMH Poccuiickoit Deiepaliuy U cTpaHbl 3KCIOpTEpA.

Hopmarusnas noxkymenranus:  JICP-004327/10-170718

ITacmopt N2: 040000860678 or 20.12.2019 r.
040000860678/2 o1 25.02.2020 r.

IIpoayxuus paspemeHa K BLITYCKY H BBO/JY B IPasK/IaHCKHH oﬁopa"r 23.12.2019 X
JA HET

YnoanoModeHHOE JIMIO

Hacrosmee Paspenienue Ha BBIIYCK sBILIETCH ﬂcnpaBHeHHOH‘Hepcmeﬁ Paspemeﬂﬁa Ha BEINYCK,
BpIAaHHOrO 23.12.2019 r. Mcnpasienus He BIUAIOT Ha Ka4ecTBO nponyxmm

JlaTa BHECEHHS UCIpaBiaenus: 25.02.2020 r. {of i M4 |




(T4 KRKA

000 «KPKA-PYCx»

HapMeHOBaHHE TPOTYKIIHH:

YilakoBka
Konm;

Homep cepuu:
KonuuecTBo:

Neo cepuu aKTHBHOI'O KOMITOHEHTA!

Jlata H3roTOBIIEHUS:
['omen n0:
AHATU3 BBIIOJIHEH TIO!

[Macnopt Ne 040000860678/2

Hctpa, 25.02.2020
Crp.1/3

Ko-Tlepunera® (MunanamMun + [Tepunoupui) Tabnerx, 1,25

Mr + 4 Mr

(koHTYpHAs SYCHKOBAL yraxopka) 10x3 (ra4ka KapTOHHAs)

7C8163

32341119

63.163 mrr.

K63864, TE1983, TE1982
11.2019

11.2022
JICP-004327/10-170718

HaumenosaHHe TpeboBanus HOPMATHBHOH IOKYMEHTAIHH Pe3yabTaThl AHAJIH30B
nokasarejaei
Onucanue Kpyrible, ABOAKOBBINYKIble TA01ETKH Kpyrasie, ABOSKOBBIITYKIIBIC
Hen0ro WK MoUTH GEOro UBeTa, ¢ PHCKOH tabnerku  mouth  Gesoro
Ha OJHOM CTOPOHE H HaCKOH. [Bera, ¢ PHCKOH Ha ONHOH
CTOpOHE ¥ HacKOH.
[ToanuHHOCTD BpemeHa y/iepiHBaHHA OCHOBHBIX MTHKOB COOTBETCTBYET
Ha XpOMAaTOIPaMMe HCITLITYEMOro
pacTBOpa JI0JKHBI COOTBETCTBOBATD
BpeMeHaM yAepXKUBAHHA NWKOB MHIAlaMUIZ H
nepUHIONpPUIA Ha XpoMarorpamMme
CTAHIAPTHOTO PACcTBOPA.
PacTBOpeHHE:! He menee 70 % (Q) uHaanaMuza oT 3adBJ1EHHOTO 92%-98 %
- HHJIAMIAMH] KONMMUECTBA Yepe3 45 MHH. CpenHee 96 %

- nepuHOTIpIIIa 5pOYMHH

He menee 70 % (Q) nepuHmonpuia 3pbymMuna ot
3asBIEHHOTO KOJIM4EeCTBA uepe3 45 MHH.

95 % -98 %
Cpeanee 97 %

PosicTBeHHbBIE PUMECH Jlukeronunepasus — He Honee 0,6 % <=0,10%
Ilepunponpunar — ne Gonee 2,0 % <=0,10%
Wnpanavua npumeck B — e Gonee 0,5 % <=0,10 %
| JTrobBas npyras eJIMHHYHAs IPAMECH — HE Oonee <=0,10%
0.2 %
Cymna npumeceit — He 6oaee 3,0 %. <=0,10%

Mukpobuonoruieckas ['® PO, kateropusa 3A. CooTBeTCTBYET

YHCTOTA

O7HOpoAHOCTh /lo3npoBanua: | [lokasaresib NPHEMIIEMOCTH (AV) He Gonee 5,7 %

- AHIanaMuz 15,0 %.

- nepuonpuia 3p6yMuH Tlokazatens npremieMoctu (AV) He bonee 6,5 %
15,0 %.

KosnuuecTBeHHOE He wmenee 95,0% wu ne 6onee 105,0 % 08.6 %

ornpenesieHHeE! WHIANAMHIIA OT 3a$BIEHHOTO KOTHHYECTBA.

- HHOANaMHI

- nepuHonpHIa 3pOyMHH He wmenee 90,0% u ne Gomee 105,0% 101,9 %
nepusgonpuia pSymHHa OT  3aABJICHHOTO

KOJIMYECTBA.
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[acnopt Ne 040000860678/2

Herpa, 25.02.2020
Crp.2/3

VKa3bl8aom. TOProBoe HaUMEHOBaHHE
mperapata ¢ npeiynpeanTe/bHO’ MapKHpPOBKOH
®, rpynIMpOBOYHOE HAHMEHOBAHHME,

JleKapeTBEHHYO GOpMY, 103UPOBKY, KOTHHECTBO
TabJleToK B YIIAKOBKE, HA3BaHHE JCHCTBYIOWMX
BellecTs M MX KonuuecTBo B 1 TabieTke,
«BenomorarenbHbIe BelIeCTRa: NAKTO3BI
MOHOIM/PAT, HATPHA rUApoxapboHAT K APYTHE,
yKa3aHHble B HHCTPYKLUWH MO NPUMEHCHHION,
criocob mpuMeHeHHs: «[lng nmpueMa BHYTPL?,
YCIIOBHSL  XPAHEHMs,  YCJIOBMs  OTIycKa,
npeynpeauTebHble  HaamicH: «XpaHHTe B
HEOCTYIHOM Juis aeTeit mecren, «llpumenirs
0 HA3HAYEHHIO Bpaya», pPErHCTPALMOHHBIA
HOMeP, HOMEp CBIETE/IbCTBA HA TOBAPHbIH 3HAK,
HasBanue, aapec, renedoH, hakc U TOBapHLIH

3HaK (Ha JaTHHMUE) (QUPMBI-TIPOM3BOAMTEA,
HOMEp CepHH, CpPOK TOJHOCTH, MTPHX-KOL,

POU3BOACTBEHHBIH KOJL YNAKOBOUYHOTO
matepuana. J{OIycKaeTcs HaHECEHHE Ha MauKy
KapTOHHYIO KOHTPOJIBHOTO

(MIeHTH(HHKAIIHOHHOr0) 3HAKa (KH3) ¢ nonHbIM
WIH YaCTHUHBIM Ay6nupoBanueM WHGOpMALMH,
cojepkalleiics B HeM B BHIE UMTAaEMOro
[e4aTHOI'® TeKcTa C LeNbl0 MOHHTODHHIA
JIBMOKEHWs  JIEKApCTBEHHOTO  Tpemapara  OT
MPOU3BOANTENS 0 KOHEYHOIO noTpeburens.

VnakoBKa 'Tlo 10 Tabnetox B KOHTYPHOH auetikosoii | ITo 10 TablieTOK B KOHTYPHO
| ynakoBke W3 KOMOMHHPOBAHHOrO MaTe€pHaiad A4eHKOBOM  YIIAKOBKe  H3
- OMNA/An/TIBX w1 donbru ATIOMHHHEBOH, KOMOUHHPOBAHHOTO
|3, 6, WM 9 KOHTYPHBIX AMEHKOBBIX YMakoOBOK | MaTepHalla OINA/AnTIBX u
BMECTE € HMHCTPYKLMWEH [0 TPHUMEHEHHIO (hosIBrH aTIOMHUHKEBOH.
MOMEILAKOT B MAYKy M3 KapTOHa. 3  KOHTYpHBIE  AYEHKOBBIC
YIIaKOBKH BMECTE c
HHCTPYKLIMER o
[PUMCHEHHIO TOMEIIeHbl B
MayKy U3 KapToHa.
MapkHpoBKa Ha nepéuunoii ynaxkosxe (KOHMYpHAsS A4EUKOBAA Ha  nepsuynoii  ynakoeéxe
Ynakoexa) VKa3vleaiom. TOproBoe | (KOHMypHas AuelKosa
HAWMEHOBAHHE npenapara C | Ynakoska) ykazawo: TOProBoe
npeaypeauTeLHOM MapKHPOBKOH ®, | HaMMeHOBaHHe Mpenapara ¢
rpyHITHPOROYHOE HAMMEHOBAHHE, | TIPeLyNpeHTENLHON
JIEKapCTBEHHYIO GopMy, AO3HPOBKY, TOBAPHBIH | MAPKUPOBKOH ®,
sHak (Ha naTMHULE) (UPMBI-IPOM3BOIMTEN, | IPYNIUPOBOMHOE
HOMEp CEPHH, CPOK I'OJTHOCTH. HAWMEHOBAHHE,
Ha emopuunoii ynaxoske (nauxa KapmonHaa) | NeKapeTBeHHas topma,

JO3WPOBKA, TOBAPHLIH

3HaK (Ha JaTHHULE) QHUPMBI-
NIPOW3BOJINTENISA, HOMEP CCPHK,
CpOK FOJIHOCTH.

Ha emopuunoli  ynakoske
(nauxa KapmMOHHAs) YKA3aHO:

TOProBo¢c HAWUMEHOBAHHE
npenapara c
1Ipe/Ly IPeAUTEbHOM
MapKHpOBKOH ®,
rpynnHpoBOYHOE
HAHMEHOBaHHE,
neKapcTBEHHad dopma,
JIO3UPOBKA, KOMHYECTBO
tabneTox B YNaKOBKeE,
Ha3zBaHUE JEHCTBYIOIHX

BELIECTB M MX KOJIMYECTBO B 1
tabnetke, «BecrioMorareabHbIE
BELIECTBA! JIAKTO3BI
MOHOIMIPAT, HaTpH4
ruapokapboHaT M JIPYTHE,
YKa3aHHBIE B MHCTPYKIMH 110
NPHMEHEHHION, crocob
npumeHenus: «Jlis  npuema
BHYTpbY», YCIOBHA XpaleHH1,
YCAOBHA OTITyCKa,
TpeLynpeanTeIbHbIE

HaUIHCH: «XpaHuTh B
HENIOCTYIIHOM  Jnd  JeTed

vmecren,  «[IpuMeHATH  TIO
Ha3Ha4yeHHIO Bpava»,
PErMCTPALIHOHHBIH HOMED,
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Uctpa, 25.02.2020
Crp.3/3

HOMep CBHAETENbCTBA  HA
TORAPHEIH 3HAK, Ha3BaHHe,
agpec, TenedoH, dake H
TOBAPHBIH

3HaK (Ha JIATHHHLE) QUPMBI-
MPOM3BOHTES, HOMED CEPHH,
CPOK TONHOCTH, IITPHX-KOI,
IPOH3BOICTBEHHBIHA KOJ
YIAKOBOYHOIO  MAaTepHaia.
HaneceH Ha Ma4yKy KAPTOHHYIO
KOHTPOJIBHBIH
(MueHTHOHKALIMOHHBIN) 3HAK
(KH3).

Xpanenue Ipu Temnepatype He boiure 25 °C, B CooTBeTCTRYET
OpHIMHAIILHOW YIIAKOBKE.
3 roza. 3 roga

CpoK roJIHOCTH

3axmoueHne; COOTBETCTBYET TpeOOBAHUAM HOPMATHBHOH JOKYMEHTALHH.

HacTosmmmii nacnopT SBIgeTca HCIPaBIeHNOH Bepcrel nacnopTa oT 20.12.2019 rogaa.
WcnpapieHus He BIMAKOT Ha KaYeCT30 IPOAYKIHH.
Jlata Bemycka B peammsario: 23.12.2019 roxa.
Jlata Buecenns uamerenns: 25.02.2020 roaa.

Hagansaux OKK

K.D. Xeunera




