(T4 KRKN

QOO «KPKA-PYCr

HanmvenoBanue mpogykumn:

Vnakoska
Kox:

Homep cepun:
KomuuecTtBo:

Ne CCPHH aKTHBHOT'O KOMIIOHEHTA:

JlaTa M3roToBIeHUs;
Tonen no:

Jlara BeIJaYH nacmopTa:
AHaJu3 BBIIOJTHEH TI0:

Hcrpa, 20.05.2020
Crp.1/2

ITacnopt Ne 040000907407

obonoukoi, 2,5 Mr

Hunepren® (Brconponon) TabneTke, MOKpHITHIE TUIEHOTHOMN

(koHTypHas sraeHkoBas ynakoska) 10x3 (mavka kapToHHas)

7C5674

41150420

60.795 mrT.

UN7168

04.2020

04,2022

20.05.2020
JICP-008962/09-260218

| Hammemosanme TpeGoranus HOpMaTHBHOMH Pe3ynnTaThi aHAJIH30B
noxazaTeJie AOKYMEHTAIHH

OnHcaHue OBanbHBlC, NBOAKOBBITYKIble TabneTkH, | OBambHbIE, IBOSKOBBITYKIBIE TAGNETKY,
TIOKPBITBIE TUIEHOYHOH 0601m0uKoH 6eIoro | mOKpeIThlE  IUIEHOYHOH  060710YKOM
L[BETA, C PUCKOH Ha OOHOU CTOpOHE. fenoro mBera, ¢ PHCKOHW Ha OJHOM
Bu/ Ha u3nome: wepoxoparas Macca 6eoro | CTOpoHe.
HIM no4TH Oenoro uBera ¢ I[UIEHOYHOH | BHu Ha u3ioMe: wepoxosaras macca |
obomoukoii 6enoro 1Bera. mo4TH Oenoro uBera ¢ I[UIEHOYHOH |
i 0605104K0# GeJ10T0 1IBETA. |

INommunrHOCTE Bpems yJepKUBaHHA OCHOBHOrO IIMK4 Ha [ToareepxaeHo
XpOMATOIpaMME HMCIIBITYEMOr0  pacTBopa
JIOJKHO COOTBETCTBOBATE BpeMEHH
YOepXWBaHHA @HKa OwWcomposnona Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTBOpa.

PacTteopeHue He menee 75 % (Q) 6ucomnponona ¢pymapara 97 % - 100 %
OT 3a4BJICHHOTO KOJIHYECTBa Yepe3 45 MUH. cpennee 99 %

Poncreenusie Ipumecs 6en3unoBoro cnupra — He Honee <=0,10 %

MIPUMECH: 0,4 %. |
[MTpumeck acupa — He Honee 4,0 %, <=0,10 % ‘
ITpumecs deHona — He Gonee 0,4 %. <=0,10 % B
IIpumMecs ansaernna — e Gonee 1,4 %. <=0,10 %
Jrobas npyras enuHHUYHAA TPUMECH — He <=0,10 %
bonee 0,5 %.
Cymma nipumeceii — He 6outee 6,0 %. <=0,10 %

Mukpobuonornyeckas | I'® XIII, kareropus 3A. CooteTcTBYET

4HCTOTA

OnnoponHoCTh INokasarens npuemnemoctd (AV) He Gonee 2,0 %

JO3HPOBAHHA 15,0 %.

KonuyectBeHHoOE He menee 95,0 % u He Gonee 105,0 % 100,1 %

| onpegneneHue Ouconponona (pymapara OT 3a9BJIEHHOTO

KOJIMHECTRA.

YnakoBka [To 10 tabnerok B kOHTypHO#H sueiikoBoif | [To 10 Tablerok B  KOHTYpHOIi

ynakoBke u3 mueHkH IIBX u  donsru
ATFOMHHHEBOH.

2, 3, 5 wid 10 KOHTYpHBIX AYeHKOBBIX
YNAaKOBOK BMECTE€ C€ HHCTPYKLHMEH mno

SAYEHKOBOH yrakoBke u3 ruteHkH [IBX u
¢Gonpry amoMHHHEBOHA. 7
3 KOHTYPHBIX HYEHKOBBIX YIIAKOBKH |
BMECTE C HHCTPYKIHEH N0 NPUMEHEHHIO |
MIOMELIEHE] B NAYKy W3 KAPTOHA.
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| IPUMEHEHMIO [OMEIAOT B [auKy M3
KapTOoHa.

Mapxnpoeka Ha nepsuynoii  ynaxosxe (kowmyprnas | Ha nepeuunou ynaxogke (koumypHas

Aveurosasn ynaxoexa) yKaseigaiom: | Aueuxkoean yhakoska) YKA3AHO:
TOProBO€ HAaWMEHOBaHHE Tpernapara ¢ | TOProBoeé HaMMEHOBAHHE IIpenapara ¢
NpeaynpeuTeIbHOH  MapKMpOBKOH — ®, | MpedynpeauTelbHOM MapKUpoBKoi ®,
MEXTyHapoJHoe HETATEHTOBAHHOE | MENIYHApOIHOE HETaTeHTOBaHHOE
HAaMMEHOBaHMe, JIeKapCTBEHHYIO (OpMY, | HAMMEHOBaHHe, JIEKApCTBeHHas (hopma, ;
FIO3UPOBKY, TOBAPHbIH 3HaK (Ha JATHHMLE) | NO3HPOBKA,  TOBapHBI  3Hak  (Ha |
(HPMBI-NPOM3BOAUTEIS, HOMED CEPHH, CPOK | JIATHHHIIE) dHupMEI-TIpOM3BOAMTENS, |
FO/IHOCTH. HOMEp CEPHH, CPOK FOJHOCTH. ‘
Ha 6MOPUNHOU  YRaKosKke (nauxka | Ha  emopuunoi  ynaxosxe (nauxa
KQpMOHHAR) YKA3LI8AIOM: TOPTOBOE | KAPMOHHAA) VKA3aHo! TOProsoe |
Ha¥MEHOBAaHUE npernapara C | HAMMEHOBaHKe npenapara ¢
OpefynpeAnTe/IbHOA ~ MapkupoBkOH  ®, | mpenynpeqHTeNbHOR MapKupoBkoil ®, |
MEXIYHAPOIHOE HEMATEHTOBAHHOE | MEXIYHaPOAHOE HEMATeHTOBAHHOE |
HaWMCHOBAHHE, JIEKAPCTBEHHYIO (OpMY, | HaMMEHOBaHHE, J1eKapcTBEHHas (opma,
JIO3UPOBKY,  KONMYECTBO  TableTOK B | JHO3MPOBKA, KOJIM4eCcTBO TabieTox B
YTIaKOBKE, Ha3BaHHe NeHCTBYIOUIEr0 | YNAKOBKE, HasBaHWe JeHCTBYIOLIEro
BEILeCTBA M ero KONMYeCTBO B 1 TabneTke, | BEWECTBA K €ro  KOJAMYECTBO B |
«BcnoMorarenbHbIe BelllecTBA yKa3aHBl B | Tabnerke, «BcromorarenbHbIe
HHCTPYKIMH MO IPUMEHEHHIO», CNocob | BEeLUeCTBa yKa3aHbl B HMHCTPYKLMH II0
npuMeHenus: «[lns  mpuemMa  BHYTPB», | IDHMEHEHHIO», CHOCO0 MpHMEHEHHS:
YCIOBHA XpaHeHHA, YCJIOBHA OTHycKa, | «[[nd mnpueMa BHYTpb», YCIOBHA
NpeIyTpeAHTe/IbHBIE HANIMUCH: «XPaHHTh B | XpaHeHHs, YCIIOBMs OTIyCKa,
HEJOCTYNIHOM O JeTei MECTE», | IpenypeaAuTeIbHbIE HAIIHCH: |
«IIpUMEHATE MO Ha3HaYeHHIO Bpayay, | «XpaHHT B HEJOCTYNHOM 1A OeTeil
perHCTpalMOHHBIHA HOMep, HoMmep | MecTe», «IIpUMEHATb 110 HA3HAYEHMIO
CBH/CTCJIbCTBA  Ha  TOBapHBIH  3Hak, | Bpaya», perucTpaLMOHHBIA  HOMED,
HasBaHue, ajpec, TenedoH, ¢akc u | HOMEp CBUOETEIBCTBA HA TOBAPHBIH
TOBapHbIA 3HaK (Ha JaTHHHUE) (HPMEI- | 3HaK, Ha3BaHue, aapec, TenedoH, pake u
NIPOM3BOIMTENA, HOMEP CEPHH, CpOK | TOBapHbIH 3HaK (Ha JaTHHHLE) PUPMbI-
FOIIIOCTH, IUTPHX-KOJ, MPOH3BOACTBEINLIA | IIPOHM3BOAMTEN, HOMEpP CepHH, CpPOK |
Koz YNaKOBOYHOTO MaTepHana. | FOJIHOCTH, WITPUX-KOI, |
Homyckaercss — HaHeceHMe  Ha  [A4Ky | [IPOM3BOJCTBEHHBIH KON YMAKOBOMHOIO
KapTOHHYIO KOHTPOJIBHOI'O | MaTepyana. |
(nnenTnpukauuonnoro) 3Haka (KHM3) c | Hadwecen Ha  mauky — KapTOHHYIO
MOJIHBIM WJIH YacTUYHBIM AyONHpOBAHHEM | KOHTPOJILHBIA  (MIEHTU()HUKALMOHHBIA)
HHpOpMalLHH, cofepianieiics B HeM B Buae | 3Hak (KH3).
YHTAEMOr0 TME4aTHOro0 TeKCTa ¢ UeJbio
MOHHTOPHMHIa JIBIOKEHUS JIEKAPCTBEHHOTO
fpenapara OT MPOM3BOJUTENS A0 KOHEYHOIrO
notpebHTeNs.

XpaHeHue Ilpn rtemmeparype He sBbime 25 °C, B | CoOTBETCTBYET
OPUTHHATEHOH YIIAKOBKE.

CpoK roHOCTH 2 rona.

3amovyenne: CoOTBETCTBYET TpeOOBAaHHAM HOPMAaTHBHOMN

Hauansanx OKK




