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Paspewmenne Ha BITYCK 1 BBO B IPaKIaHCKHH 000poT
IL-040000886259 / 2020
HanmenoBaHune JekaperBeHnoro npenapara st MeJIMUHHCKOT0 IIPHMEHEeH s
Ko-Taabnesa® (AMﬂoanHH+HHnanaMH)1+HepHHnoupnn), Tabaerkn, S mr + 1,25 Mr + 4 mr
(koHTYpHan sueiikoBas ynakoska) 10x3 (nauka KaPTOHHAS)

Cepusi: I'ogen no: Poinok: | Komuecrso YNAKOBOK:
38080320 03.2022 RU [ 10.460 mr.

Cepust jieKapcTBEHHOI O Npenapara 6bia MPOM3BeIeHa B COOTBETCTBHH ¢ THIICH3HeH Ha IIPOU3BOJICTBO
JICKapCTBEHHBIX  CPEACTB, TPeOOBAHMAMH PErUCTPALIMOHHOTO  JIOCHE, Tpeboranmsivmu  Ilpasu
HaJuexaniei [IPOU3BOACTRBEHHOM UpaKTHKM  (yrsepxaensl  Ilpukasom  MuHucTepcTsa
MIPOMBILLIIEHHOCTH W Toprosian P® ot 14 uions 2013 r. Ne916), a Tamke uHbBIMU TpeboBaHHAMH,
YCTAlOBICHHBIMU HOPMATHBHBIMU NIPABOBRIMH akTaMu Poccniickol Menepanuu 4 cTpansl 3KCIoprepa.

Hopmartusnas nokymentauns:  JII1-002958-130418

acnopr N2: 040000886259 ot 23.03.2020 r.

IIpoxyxuus paspemena K BbIIYCKY 4 BBOIY B rpaxxaaHckuii obopor 24.03.2020 X ,
Hara JA HET

Anastasiya [aeva
Hvsn havinis

YIoJIHOMOYEHHOE JIHIL0 \
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Haumenopanue npoyxuun:

Ynakopka
Kon:

Homep cepun:
Komuuectso:

Hcrpa, 23.03.2020
Crtp.1/3

IMacoopt Ne 040000886259

Ko-Jlanpuepa® (Amnommus+Uunanamun+Ilepusaonpun),
TabeTky, S Mr+ 1,25 Mr+ 4 mMr
(KOHTYpHas sreiikoras ynakoska) 10x3 (mauka kapToHuas)

7C8655
38080320
10.460 m.

Ne cepur aktuBHOTO KOMIIOHeHTa:  NJ5009,K64845,K63868

Jlata H3rororneHus:

['onen no:

Jlara BeL1a4mn nacnopra:
AHaU3 BBIIIOJIHEH I10:

03.2020

03.2022

23.03.2020
JIT1-002958-130418

| - AMJIOJIUTTHH

HaumenoBanne TpeGoranAs HOPMATHRHOH JOKYMEHTAIIHH PesyaeraTe! ananusor
nokasareJjed ! [
Onucanue Kpyrmble, ciierka qBOSKOBBITY KBS | Kpyrasie, cierka ABOSKOBBIIYKJIbIE
tabneTkn Genoro wnu mouTH 6emoro LBeTa, ¢ | TAGNETKH NOYTH 6Geioro uBeTa, ¢
thacko# ¢ IBYX CTOPOH. (ackoii ¢ ABYX CTOPOH.
. BpeMeHa yjepKHBaHHS OCHOBHEIX IHKOB Ha IoxareepxaeHo
XpoMarorpamMmme UCMLITYEMOTO pacTBopa
JOJIKHBI COOTBETCTBOBATh BpeMeHaM
YOCPXKUBAHHA [MMKOB aMJIOAMIIWHA, WHIaNaMHIa
151 NepUHIONIpHIA Ha XpoMarorpaMmme
CTaHJapTHOTO PACTROpA.
PacTBOpenue: He menee 75 % (Q) aM/I0/IMIIHHA OT 3a4BJIEHHOTO 94 % - 100 %
- AMJIOAMIIHH KOJIMYeCTBa Yepe3 45 MUH. Cpennee 98 %
- HHAanaM1a He menee 75 % (Q) wHpamamuaa ot 3asBIEHHO0 87 % -95 %
KOJIMYECTBA Yepe3 45 MuH. Cpennee 92 %
- NepHHAOIIpUIA He menee 75 % (Q) nepunaonpuia spSyMuHa ot 97 % -102 %
| 3pBymun 385BJIEHHOTO KOJIM4eCTBA Yepes 45 MUH., Cpennee 99 %
|
| PocTBeHHBIE AmnoaunuHa npumecs D — He Gotee 0,5 % <=0,10 %
IIPHMECH: Jobas jgpyras eOUHHYHAA TIpUMECh — He Gojee <=0,10 %
- aMJTOTHTTHH: 0,2 %,;
Cymma npumeceii — He Gonee 1,0 % <=0,10%
| - MHIATIAM M1 Wupanamuaa npuMeck B — He Gonee 0,5 % <=0,10 %
Jhobaa gpyras efHHH4YHAS TIPHMECH — He Honee <=0,10%
0,2 %
Cymma nipumeceii — ve Gostee 1,0 % <=0,10%
- NEpUHIONIpHIIA Jukeronunepasud — He Gonee 0,6 % <=0,10%
3pOyMHH! IMepunnonpunar — He Gosiee 1,5 % <=0,10%
Jhobas npyras eguHuuHas mpHMech — He Golee <=0,10 %
0,2 %
CymMma npumeceii — ne Gostee 2,5 % <=0,10%
Mukpobuonoruueckas | I'® XIII, kateropus 3A. CooTBeTCTRYET
4YHCTOTA
OnHoponHocTh ITokasarens npuemnemoctu (AV) He Gonee 15,0 25%
JO3HPOBAHMA: %.




(T4 KRKA

QOO «KPKA-PYCn

Herpa, 23.03.2020

Crp.2/3
ITacopt Ne 040000886259
| - HH/IAMaMH]L [Mokasatens npuemnemoctu (AV) ne Gomee 15,0 32%

%.

- IePUHAOTIpHNA IMoxasarens npuemaemocts (AV) 6,7 %

opbyMHH He Gonee 15,0 %.

KonuvectBeHHOC He menee 95 % u ve Hosiee 105 % amnoaunuxa 99 %

onpeneneHue: OT 3aABJIEHHOI0 KOJTHYECTRA,

- aMJIOJTHITHH

- MHAANaMu He menee 95 % u He 6osee 105 % 99 %
HHAOArnamMuaa oT 3as1BJICHHOIO KOJTUYECTRA.

- IepHHAONPHUAA He menee 90 % u He 6onee 105 % 99 %

3pOyMHH nepuHAONpHIa 3pOyMHHA OT  3a9BJIEHHOTO
KOJIMYECTRA.

VakoBxa ITo 10 mmu 14 Tabnetok B koHTypHOI siueiikosoit | [To 10 TabneTok B  KOHTYpHOM
YNaKOBKe U3 KOMOMHMPOBAaHHOTO MaTepHasa AYEHKOBOH YITAKOBKE H3
OITA/ANTIBX 1 donere amoMHHHEBOH. KOMOMHHPOBAHHOTO MaTepHana
1,2, 3, 6,9 kKOHTYpHBIX S49eHKOBBIX ynakosok (o | OITA/An/TIBX u dboneru
10 rabnetok) mam 1, 2, 4, 6 KOHTYPHBIX | AMOMHMHHEBOI.
AYEHKOBBIX YNakoBOK (110 14 TabneTok) BMecTe ¢ | [Io 3 KoHTypHBle  sueiiKOBBIe
HHCTPYKLIMEA [0 MPUMEHEHHIO IIOMEIIAIOT B | ymakoBkH (mo 10 TabneTok) BMecTe ¢
MayKy U3 KapToHa. HHCTPYKIMEeH no TIPHMEHEHHUIO

NOMELICHE! B NIAYKY H3 KapTOHA.
Mapkuposka Ha nepsuunoii ynaxoske (kowmypuas aueiixosas | Ha nepeuunoti ynaxoske (konmypras

ynaxkoexa) ykazulearom:

TOpProBoe HanMeHOBaHHe npenapara c
npey npeaMTeNbHOH MapKHUPOBKOH ®,
rpYINHPOBOYHOE HAMMEHOBAHUE,

JIEKapCTBEHHYD (opMy, NO3MPOBKY, TOBapHBIi
3HaK (Ha TaTHHHLE) (HUPMEI-IPOH3BOIHTENS,
HOMEP CEPHUH, CPOK MOJAHOCTH.

Ha GRIGPUYHOU  VITAROBKE {nRauxa
VRAZBIGAHINT.

KA OHHAA)

TOPToBOE HalMEeHOBaHHE npenapara c
NpeaynpeMTe.IbHOM MapKHPORKOH ®,
IpyINAPOBOYHOE HaUMEHOBAHHE,

JIEKapCTBEHHY10 (OpPMY, JO3HPOBKY, KOJIHYECTRBO
TablIeTOK B yNaKOBKe, Ha3BaHHE AEHCTBYHOIIHX

BEIECTB H WX KomM4ecTBO B 1 TabieTke,
«BcnoMorarensHele BEILlECTRA: HaTpUA
THIPOKAapOOHaT W Apyrue, YKa3aHHbIC B
HHCTPYKUHH 1O  TNpHMEHEHHIO»,  crocob

npuMeneHus: «Jl1a rnpuemMa BHYTPB», YCIOBHSA
XpaHCHHA, YCIOBUA OTITyCKa,
OpelyNpenTebHblE HANMHCH: «XPaHHTE B
HeJOCTYMHOM Juls AeTeit MecTe», «[IpuMeHsTs o
HA3HA4YCHMIO Bpauay», PerdcIPalMOHHbIH HOMED,
HOMEp CBHIETENBCTBA Ha TOBApHBIA 3HAK,
HasBaHHe, ajpec, TelnedoH, (Gakc W TOBAPHEIH
3HaK (Ha JaTHHHLE) (HPMBI-TIPOH3BO/UTENS,
HOMEp CepHH, CpOK TI'OJHOCTH, WTPpUX-KOa,
IlpOHBBOﬂC'I‘BCHHb[ﬁ KO YIIaKOBO4YHOI'O

AYeilkosasn ynakoexka) ykazamo.
TOProBO€ HAUMEHOBAHHE TIpenapara ¢
npeayrnpeauTebHOH  MApKUPOBKOHR
®, rpynnupoBOYHOE HAMMEHOBAHHE,
JiekapcTBeHHas (Gopma, IO3HpOBKa,
TOBapHBIH 3HaK (Ha nNaTHHULE)
GUPMEBI-TIPOH3BOHTEIA, HOMEp
CEPHH, CPOK I'OJAHOCTH.

Ha emopuunoti ynaxoexe (nauxa

KAPMOHHAR) YKA3AHO!
TOProBOe HAMMEHOBAHMKE TIPENapaTta ¢
TIpeAYTNpeHTENIEHOR  MapKHpPOBKOH

®, rpynnupoBOYHOE HAMMCHOBAHHE,
NlekapcTBEHHas (GopMa, HO3HPOBKa,
KOJIMYECTBO TableTOK B YNaKOBKE,
Ha3BaHHE [EHCTBYIOLIMX BellEeCTR W
HX KoauyecTBO B 1 Tabnerke,
«BcrnomorareTbHEIE BEILeCTBA:
Harpus ruapokapboHAT H IOpyrue,
YKa3aHHbIE B  HMHCTPYKUHMH 110
NPHMEHEHHIO», Cr10co6 NpHMEHEHH!

«lng Tipuema BHYTpbY», YCJIOBUS
XpaHEeHH, YCJIOBH3L OTIycCKa,
npeaynpeauTensHbIe HaIIHCH:

«XpaHUTE B HEAOCTYITHOM 1A IeTek
mecTe», «[IpHMEHATE T10 Ha3HAYEHHIO
Bpaya», perucTpalMOHHBIH HOMep,
HOMEp CBWUOETE/IbCTBA Ha TOBapHLiﬁ
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matepuaia. JlormyckaeTcs HaHECEHHE Ha Nayky
KapTOHHY1O KOHTPOJIBHOT'O
(unenrudmkalmonyoro) sHaka (KHA3) ¢ monHsM
WIH HacTHYHBIM ITyOJIHpOBaHHEM HHQOPMALIHH,
COOepXkalleicss B HEM B BHOE 4YHMTAEMOro
NEYaTHOTO TEKCTa ¢ LEJb0 MOHHUTOPHHIa
JIBHKEHHMA  JIeKAPCTBEHHOTO  Mperapara  oT
TIPOH3BOAMTENIA 10 KOHEYHOTO oTpebuTe .

3HaK, HasBaHMC, adpec, TeeoH,
(hakc W TOBapHBIH 3HAK (Ha TaTHHMIIE)
bHPMEI-IPOM3BOAUTENA, HOMep
CEPHH, CPOK TOJHOCTH, LITPHX-KOI,

MPOH3BOACTBEHHBIH KOJ
YMaKOBOYHOI'O MaTepHaa.
Hanecen Ha nauky KkapTOHHYIO

KOHTPOJIBHBIH
(unenTHduKauMOHHBIA) 3Hak (KH3).

XpaHeHue

ITpu Temnepatype He Boime 25 °C, B
OPHIMHAJIbHOH YMaKOBKe.

CooTBeTcTBYET

Cpok roiHocTH

2 roga

2 rojia.

3axmouenne: COOTBETCTBYET TpeGOBAHKSIM HOPMATHRHOMN JOKYMEHTALIHH.

Hawaneank OKK

Xeunena K.O.




