(T4 KRKN

000 «KPKA-PYCn

Paspemienne Ha BLINYCK H BBOJ B I'PAXKIAHCKHH 000opoT
P 1030000920521 / 2020 .

HanmenoBanue JIEKAPCTBEHHOI'0O npenapara IJid MEIHUHHCKOI0 NIPHMEHEHHA

Ilepnnepa® (Ilepm-monplm}]fragnc’mu, 4 Mr
(KoHTYpHas sideiikoBas ynaxoska) 10 x 3 (mayka kapToOHHAsA)

Cepusi: Toxen 1o: PriHok: KoaudecTBO yNaKoBOK:
44550520 05.2023 RU 63.428 mr.

Cepust eKapCTBEHHOro Ipernapara Obula [IPOM3BE/ICHA M [IPOBEPEHa B COOTBETCTBHH C JIMLIEH3HEH HA

IlpaBuyi Hajlexalmled IPOH3BOACTBEHHOH mpakTuku (yrBepikaeHsl Ilpumkasom MuHHCTEpcTBA
NpoMBIIUIEHHOCTH ¥ ToproBid P® ot 14 wrons 2013 1. Ne916), a Taxke MHBIMM TpPeOOBAHHAMH,
YCTAHOBICHHBIMH HOPMATHRHEIMHE IIPaBOBBIMH akTaMH Poccuiickoi Denepanuu U CTPaHEl 3KCIIOPTA.

HopmaTtueHnas nokymenramus: JICP-008961/09-241019

ITacnopr Ne: 44550520 ot 24.06.2020

IMpoayKuust pa3penieHa K BbINYCKY H BBOAY B I'DAXKIAHCKHIA obopoT 25.06.2020 X
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(T4 KRKA

000 «KPKA-PYCx»
Kopg Ne: 7C8116 CNYXEBA KAYECTBA
MpoaykT: MNepuneBa® (MepuHaonpun) TabneTku, 4 Mr 143500, Mocrosckas obn.,
Cepmn: 44550520 r. Merpa, yn. Mockoeckas, 4. 50

fAata npouseoacrea: 05.2020

[aTa ucreyeHus

Tenedhon: +7 (495) 994 70 70/80
Tenechake: +7 (495) 994 70 78

CPOKa FrOAHOCTH: 05.2023 NMNACINOPT
YnakoBka: (koHTypHas sAueinkoBas ynakoBka) 10 x 3 (nayka KapToHHas) KAYECTBA
XpaHeHue: Mpu Temnepartype He Bbiwe 25 °C, B OPUrMHaNbLHOW YNaKoBKe. Dara: 24.06.2020
Konuyecrsao: 63.428 wr. Crpanmua: 1/3
Ne cepuu aktueHoro TE2880,TE2881
KOMNOHEeHTAa:
TecT Cneuvdukaumna Pe3ynbTaTthbl
Onucanue OsanbHble, crerka ABOAKOBbINYKNble Tabnetku 6enoro | OsanbHble, cnerka ABOAKOBLINYKNLIE TabneTku noytu Genoro
unu noytu Benoro useTa, ¢ hackoil, ¢ PUCKoi Ha useTa, ¢ ackoi, ¢ pUCKON Ha OAHOI CTOpOHE.
ONHOW CTOROHE,
MoanuHHocTe Bpems yaepxvuBaHus OCHOBHOrO Nuka Ha MNoaTBepPXLEeHO
XpOMaTorpaMMe UCnbITYEMOro pacTBopa f0MmMKHO
COOTBETCTBOBATL BPEMEHW YAEPKUBAHNA NUKa
NepUHAONPUNA Ha XpOMaTorpamme CTaHAapTHOro
pacTsopa.
Pacteopexue He menee 75 % Q nepuHponpuna spbymuna ot 99 - 101
33ABIEHHOrO KonuyecTea Yepes 20 MUH.
PoACTEBERKHbIE NPUMECH Mpumecs F (aukeTonunepasuH) — He Gonee 0.6 % <=010%
PoacTBEHHbIE NPUMECK Mpumecs B (nepuHaonpunar) — He Bonee 2,0 % <=0,10 %
PoacteeHHbIe NpuMecu Tiobasn apyras eguHUdHas npumeck — He Gonee 0,2 % |<=0,10 %
PoACTBEHHBIE NDUMECH Cymma npumecei — He Gonee 3.0 % <=0,10 %
OpaHopogHocTk A03poBaHuA | Moka3aTens npuemnemoctu (AV) ve Gonee 15,0 % 1.8 %
KonuyecrseHHoe He menee 90 % un He Bonee 105 % nepuHaonpuna 97 %
onpeseneHue 3pbymuHa OT 3aABNEHHOrO KONMYECTea
Mukpo6uonoruyeckas T'® Po, Kateropus 3A CooTteeTcTERYET
4YucroTa

[aHHbI cepTUUKET Ha CEPUI0 UMEET INEKTPOHHYIO NOANUCH.
CepTuchukaT co3aaH aBTOMATUYECKU BANTMAUPOBAHHON KOMNLIOTEPHOR CUCTEMON,
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Kog Ne: 7C8116 CNYXXEA KAYECTBA
MpoaykT: MepuHesa® (MepuHaONpUN) TaBNETKMU, 4 MI 143500, Mockosckan o6,
Cepusi: 44550520 r. Mctpa, yn. Mockoeckas, 4. 50

fata npoussogcTea: 05.2020

[aTa ucreyeHus
CpOKa rogHoCTHU: 05.2023

Ynakoska:

(koHTYpHas AveiikoBaa ynakoska) 10 x 3 {nayka kapToHHas)

Tenedon: +7 (495) 994 70 70/80
Tenedbakc: +7 (495) 994 70 78

NMACIMOPT
KAYECTBA

XpaHehve: Mpu Temnepartype He Bbiwe 25 °C, B OPUrMHANLHOW ynakoBke,
- fara: 24.06.2020
Konuuyectso: 63.428 wr,
CrpaHuya: 2/3

Ne cepuu akTueHoro TE2880,TE2881

KOMMNOHeHTa:

Tect Cneuudukaumnn PeayanaTu

Ynarooka Mo 10, 14, 30 TabneTok B KOHTYPHOI AUBIHKOBOI Mo 10 TaBneTok B kOHTYPHOI AYSIAKOBOH YNaKoBKe
YNaKoBKe n3 KOMBUHUPOBaHHOTO MaTepuana 13 koMOWHUpOBaHHOro matepnana OMA/AN/MNBX u
OMNA/AN/MBX 1 onbrv anloMUHUEBOR Unu POnNbLrU anioMUHUEBON.
NBX/M3/NBAX v donsri antoMuHneBoil. 3 KOHTYpHBIE AYeiAKOBbIe ynakoBku (no 10
3, 6, 9 KOHTYpHbIX RUeiikoBbLIX ynakosok (no 10 TabneTok) BMECTE C UHCTPYKUMER MO NPUMEHEHNID
Tabnetok); 1, 2, 4, 7 KOHTYPHBIX AYSHKOBLIX NOMELLEHO B NaYKy KAPTOHHYI.
ynakoBok (no 14 tabnertek); 1, 2, 3 KOHTYpHbIE
Avelikoasle ynakoeku (no 30 TabneTok) BMecTe ©
VHCTPYKUMER NO NPUMEHEHMIO NOMELLIAKOT B NaYky
KapPTOHHY!IO.

Mapkupoeka Ha nepenyHoOi ynakoske (KOHTYPHON SueiikoBoi Ha nepsmnuyHoii ynakoBke (KOHTYPHOI AYeKOBO
YNaKoBKe) YKa3bIBAKOT: YNaKOBKE) YKa3aHo:
TOProBOe HauMEeHOBaHME Npenapara ¢ TOProBO€ HauMeHOBaHWE npenapara ¢
npeaynpeAuTensHol Mapkupoekoi ®, NpeAynpeauTensHod MapKupoBkoi ®,
MEXAYHapPOAHOE HENaTEHTOBAHHOE HAaUMEHOBaHue, MEXAYHapOAHOE HeNnaTeHTOBaHHOE HAUMEHOBaHue,
NEKapcTBEHHYIO POPMY, AO3NPOBKY, TOBAPHIA 3HAK nexkapcTeeHHan opma, A03MPOBKE, TOBAPHbIA 3HaK
(Ha naTtuHuue) pUpMEI-NPONIBOANTENSA, HOMEP (Ha naTuHWUUE) DMPMLI-NPOU3BOAUTENS, HOMED
CEpUM, CPOK rogHOCTHN. Cepuu, CPOK rOAHOCTH.
Ha BTopwdHOR (noTpebuTtenbckoi) ynakoske Ha BTopu4Hoil (noTpeuTtensckoil) ynakoske
(nayke KapTOHHOW) YKa3bIBAIOT: (nayke KapTOHHOWN) YKa3aHo:
TOproBoe HauMeHoBaHMWe npenapara ¢ TOProBOE HauMeHoBaHue npenapara ¢
npeaynpeauTensHon Mapkupoekol ®, npeaynpeauTensHOn MapkupoBkoi ®,
MEXAYHapoAHOE HENAaTEHTOBaHHOE HAaUMEHOBAaHUE, MEXAYHapO/HO8 HeNaTeHTOBaHHOE HaUMEHOBaHUe,
nexapcTeeHHyK opMy, A03UPOBKY, KONMHECTBO nekapcTseHHan hopma, A03UpoBKa, KONUYECTBO
TabneTok B ynakoBke, Ha3eaHWe AeNCTBYIOLLEro TabnerTok B ynakoBKe, Ha3BaHWe AelCTBYIOLero
BeLlecTBa W ero konudectso B 1 Tabnerke, BELUeCTBa W ero konuyecTeo B 1 TabneTke,
«BcnoMoratenbHble BEWECTBA: NaKTO3bl MOHOrMApaT «BcnomorarentHeie BELWECTBA: NAaKTO3bl MOHOrMApPAaT
1 Lpyrue, yka3aHHble B UHCTPYKLUM NO U Apyrve, ykasaHHble B UHCTPYKLWK no
npuMeHeHnIo», cnocod npumeHeHus: «4ns npuema npumeHeHuio», cnocob npumMeHeHua: «Ans npuema
BHYTPbY», YCNOBUA XPaHEHWUA, YCNOBUA OTNyCKa, BHYTPb», YCNOBUR XpaHeHUs, YCIOBUA OTNYCKA,
npeaynpeAuTensHele Hagnuck: «XpaHuTs B npeaynpeauTensHble HaaNucu: «XpaHuTs B
HEAOCTYNHOM ANA AeTel mecTe», «[IpUMEHATL no HEeJO0CTYNHOM AnA aeTel mecte», «[puMeHATL no
Ha3HayeHulo Bpayax», TOBapHLIN 3HaK (Ha HasHa4YeHu1o Bpa4a», TOBapHbIA 3HaK (Ha
naTtuHuue), HasaHwe, aapec, TenedoH, dake natuHuue), HassaHue, agpec, TenedoH, dakc
VPMbI-NPOU3BOAUTENS, PErMCTPALMOHHbIA HOMEp, PUPMbI-NPOU3BOAUTENS, PEFUCTPALUOHHBIA HOMED,
HOMEP CBWAETENLCTBA Ha TOBAPHLIA 3HaK, HOMEP HOMEp CBUAETENLCTBA Ha TOBAPHbIA 3HAK, HOMEp
cepuun, CpoK rOAHOCTM, LUTPUX-KOA, CEpKM, CPOK FOAHOCTH, LUTPUX-KOR,
NPOU3BOACTBEHHLIN KO YNakoBOYHOro MaTepuana, NPOV3BOACTBEHHbIA KOA YNaKOBOYHOro Marepuana.Ha nauky
KOHTPONLHLIA (MAEHTUIVKALMOHHDIA) 3HaK (KN3) ¢ KapTOHHYI0 HAHECEH KOHTPOSbHbIA (MAEHTUDUKALNOHHDBI)
NONHLIM UM YaCTUYHBIM 4YGNUpOBaHUEM 3Hak (KN3).
MHpopMaLuy, coaepKalleica B Hem B Buae
YUTAEMOro NeYaTHOro TEKCTA C UeNbKo
MOHUTOPUHIa ABMXEHUA NeKapcTBEHHOro npenapara
OT NPOM3BOAWTENA A0 KOHEYHOro NoTpeduTens.

Cpok roaHocTH 3 roaa. 3 roaa.

[anHbiid CepTUUKaT Ha CEpUIe UMEET ANEKTPOHHYIO NOANUCS.

CepTndukaT co3gaH aBTOMaTUYECKN BanuanpoBaHHON KOMNEIOTEPHOR CUCTEMON.




Koga Ne:
MpoaykT:
Cepus:;

[arta npouzBoacTea:

Aata ncreyeHun
CpoOKa rogHoCTH.

Ynakoeka:
XpaHeHue:
KonuyecTso:

Ne cepuu aKTuBHoro
KOMMNOHeHTa:

7C8116
MNepuHeBa® (MepuHaonpun) TabneTku, 4 Mr

44550520
05.2020

05.2023

(kOHTYypHanA AYeikoBasn ynakoska) 10 x 3 (nayka KapToHHas)
Mpu TemnepaTtype He Bbiwe 25 °C, B OPUrMHaNbLHOR ynakoBke.
63.428 wr.

TE2880,TE2881

KauecTso npogyKTa COOTBETCTBYET HOPMATUBHON JLOKYMEHTALIUM:

NCP-008961/09-241019

[ata Bblgauu nacnopra:
24.06.2020
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CNY>XBA KAMECTBA
143500, Mockoeckan obn.,

r. Uctpa, yn. Mockoeckas, 4. 50
TenedboH: +7 (495) 894 70 70/80
Tenedpakc: +7 (495) 994 70 78

NACIMNOPT
KAYECTBA

Nara: 24,06.2020
Crpanuua: 3/3

Cnyx6a KayectBa
N.0. HauanbHnka OKK

[aHHbill cepTUduKaT Ha Cepuro KMEET SNEKTPOHHYIO NOANKCE.
CepTuduKaT CO3AaH aBTOMaTNYECKY BaNUAUPOBaHHON KOMMNBIOTEPHOW CUCTEMOM.



