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OO0 «KPKA-PYC»

Paspenienne Ha BLINYCK ¥ BBOA B I'PaKIaHCKHIA 000poT
1L.-040000868594 / 2(%20 -2
Iiﬂ“MeHﬂBaHﬂe ACRAPCTBCHOOIO npenapara JIs MeAHITHCKOIO NPpHMEeH e
Honbnaza® (Ilanronpazon) TabieTkn KHIWEIHOPACTBOPHMbIE, IIOKPBIThIE IMIEHOYHOH 060.104KO,
20 mr (Gumnerep) 14x1 (mauka kapToHuasn)
‘ Cepusi: [ _ osten 102 Prinok: KoaudecTBo ynakoBok: |
L 34141219 i 12 2024 RU 166.304 m.

Cepust 1eKapCTBEHHOTO TIpenapara Orlia MPOU3BeeHA B COOTBETCTBUHM C TUIICH3UEH Ha IIPOU3BOICTRBO
AEKapCTBEHHBIX CPEICTB, TpeOOBaHUSMK pETrUCTPAllMOHHOTO Joche, TpedoBaHuaMH [IpaBun
HaJIexalie NIPOH3BOACTBEHHOI [paKTUKH (YTBEpKICHBI IIpukaszom MunuctepcTEa
NPOMBINIIEHHOCTH U Topronu P® ot 14 uons 2013 r. Ne916), a Takxke MHBIMU TpeDOBAHUAMM,
YCTaHOBJICHHBIMH HOPMATHBHBIMHM TPaBOBBIMU akTamu Poccuitckoi dejiepallni U CTpaHbl SKCIIOpTepa.

Hopmarusuan gokymenranusa:  JICP-009049/08-280918

[Macnopr N2: 040000868594 ot 30.01.2020 1.
040000868594/2 or 25.02.2020 r.

IMpoaykuus pa3pemena K BINYCKY W BBOAY B rpakaaHckuii o6opor 30._01.2020 { X 1 L
Jdara JA HET

v : [ {4 M3 ’ AN Anastasiya Laeva
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HefHEREIERe e SMonyhdg =2 TN Hmst u pamunus
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perganHoro 30.01.2020 r. McrnpapneHus He BAUSIOT HA KASeeiBo-T

Jlata BHeceHus ucnpasieHus: 25.02.2020 r.
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HanMeHoBan#e mpojtyKuyu:

Ymnakoska
Kon:

Howmep cepun:
Konnuecrro:

Ne CEPHH aKTHBHOTO KOMIIOHEHTA:

Jlata u3roToBneHu:
[Copen no:
AHATTH? BBITOIHEH 110:

Hcerpa, 25.02.2020 .
Crp.1/3

IMacoopt Ne 040000868594/2

Honenasa® ([Tantonpason) rabaetkn KHIIEYHOPACTBOPHMBIE,

HOKPBITHIC [LIEHOYHOH 000J104K0H, 20 MI
(bsmactep) 14x1 (mavka kaproHHas)

7C8014

34141219

166.304 .

K64150

12.2019

12.2024
JICP-009049/08-280918

HaumenoBanue TpeboBanus HOPMATHBHOH J0KYMEHTAIIHK Pesyabrarel ananuzos
Onucanue OsanbHble, caerka 1BOSKOBBITYKbIC OBanbHble, crerka
i TabNeTKH, MOKPHITHIC [J1IEHOYHOM 060104KO JBOAKOBBINTYK/IblE TabneTkHy,
CBETJIONO *KeATOBATO-KOPHYHEROrO 11BETA. MOKPBITHIE [JIEHOYHOH
Bun na w3nome: wiepoxosaras Macea o1 000m04YKOH CBET/IOTO

6eJ10ro 40 CBETIOro JKEJTOBATO-KOPHYHEROIO
1IBeTa ¢ ryIeHOYHOH 000sI0uKOo CRET/IONO

HKEJITOBATO-KOPHUYHEBOI'D LIBETA.
Bujy Ha wusnome: LlIepoxoBdaTas

= KHCIOTHasd CTajIus

JKENITOBATO-KOPHYHEBOTO 1IBETA, macca  Oenoro  uBeta ¢
TUIEHOYHOMH obonoukoi
CBETIIOTO HETOBATO-
KOPHYHEBOTO 1IBETA.
[TonnuuHoCTH Bpemsa ynep:kHBaH#Hs OCHOBHOTO [HKa Ha [Moxrsepsnerno
XpOMATOrpaMMe HCIBITYEMOrO pacTBopa
JOTDKHO COOTBETCTBOBATE BPEMEHH
YIASPKUBAHUA OCHOBHOIO FIMKA Ha
XpOMATOrpaMMe CTAaHIAPTHOTO PACTBOPA
MIAHTOMNPA3071a HATPHS CECKBUIHApPATA. )
Pacnianaemocrs TabneTkH He AO/MKHBI pacnajatses B 0,1 M CooTseTcTByeT
PacTBOPE XJIOPHCTOBOAOPOAHOH KHCIIOTEL B
TeYeHHE 2 u.
TaGnerkn nomwkHbl pacnagatscs B GochaTHoM 14 muH,
Bydepe pH 6,8 B reuenne 60 MuH.
' PacTBOpeHHMe: He Gonee 10 % nanTonpaizona or 3asBIeHHOTO 0% —0%

KOJJHYUECTBA 4epes 2y,

cpeanee 0 %

97 % — 99 %

N03HPOBAHHSA

PacTBopenue: He menee 75 % (Q) nanronpaszona ot

- bydepHas cTanus 3a8BJICHHOrO KOJIM4ECTBA Yepes 45 MuH. cpejHee 99 %

Poncersennsie npumecu [ManTonpazona cynedon — ve Gonee 0,3 % 0,15%
[lanTonpazona cynbhu — ve Honee 0,2 % <=0,10%
[lantonpasona N-okcuj — ne 6osnee 0,2 % <=0,10%
Jobas apyras eauuuHHas pUMech — He Gonee <=0,10 % ‘
0.2 %
Cymma nprMeceii — He Bontee 1,5 % 0,15 %

Muxpobuonoriyeckas ['D PD, kateropus 3A. Coorsercrryer

HHCcTOTa e S

.OI[HOPOJIHOCTI: [MokazaTens nmpuemnemoctu (AV) He Oonee 4,3 %

15,0 %.
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OO0 «KPKA-PYC»
Uctpa, 25.02.2020 r.

Ctp.2/3

IMacnopT Ne 040000868594/2

KonuyectseHHoe - He menee 95,0 % u ne Gonee 105,0 % 101,1 %
OMpEALAcHNG HeHTONpain/la OF SaABACHHOID KOJAHHECTED, _
Ynaxkogka [lo 14 rabnetox B kOHTYypHylo sueiikoByio Ilo 14 Tabnerok B KOHTYpHOI
YNRKOBKY H3 KOMOHHHPOBAHHOIO MaTepHald = A4eiKoBO#H YNaKoBKe u3
ONA/ANTIBX n bonbru amoMunuesoit. KOMOHHHPOBAHHOTO MaTepHaia
[lo 1, 2, 4 xkonrypuste sueiiossie yrmakoBku | OITA/AWIIBX  u  donsru
BMECTE ¢ HMHCTPYKUHMEH 110 TPUMEHEHHIO | AJIIOMHHHEBOM.
[IOMELIAIOT B NAYKY KapTOHHYIO, [To 1 koHTYpHOH sueHKOBOMH
YNaKoBKe BMecCTe ¢
MHCTPYKUMEH 110 MPUMEHEHHIO
NOMELLEHDBL B NNAYKY KAPTOHHYIO.
MapkupoBka Ha  xowmypron  awelikogoli  ynaxkoske | Ha — xowmypmoli  saveiixoeou
VKaAZLIEQAOM: YNAKOBKE YKAZAHO.
TOProBOE  HaMMEHOBAHME  Tipenapara ¢  TOProBoe HaHMEHOBAHHE
Npe/yNPeARTENLHOHN MapKHPOBKOH ®, | npenapara c
MEKIYHAPOAHOE HEMaTCHTOBAHHOE | MPEAYNPEeIHTENbHO
HaHMEHOBaHHe, JIEKApPCTBEHHYIO  (OopMYy, | MAPKHUPOBKO# ®,
NO3MPOBKY,  TOBApHBIA  3HAaK  QUPMbI- | MEXKIYHApOHOE

| CPOK FOAHOCTH.

NPOU3BOAMTENS (HA JaTHHULE), HOMEP CCPHH H

Ha navre xapmrm.'rofi VRAzblsAKIMm,

TOpProBOoe  HAWMEHOBAHHE  Tfipenapata ¢ | 3Hak GHUPMbI-NPOU3BOAUTENA (Ha

npeaynpeHTe/bHOM MapKHPOBKOH ®, | naTUHUIIE), HOMEP CePUH H CPOK

MEKYHAPOIHOE HEMATEHTOBAHHOE | FOJHOCTH.

HAaHMEHOBaHHE, NIEKAPCTBEHHYIO thopmy, | Ha nauke kapmonnoi ykazano.: |
HO3UPOBKY, KOJIM4ECTBO TabNeTOK B YMAKOBKE, | TOPropoe HaHMeHOBaHHE

Ha3BAHHC JICHCTBYIOUWIErO BEILECTBA W €ro | nperapara c

xonu4ecTeo B | Tabnerke, «BenomoraresibHble | NpeiynpeanTe/bHOH

BELIECTBA: copbuTon, NMPOMUASHIIMKOb, | MAPKUPOBKOH ®,

MAHHHTOJI H JPYTHe, YKa3aHHBIE B MHCTPYKLUMH | MEKAYHApPOIHOE

Mo npuMeHennion, crnocob npumenenus: «Jlis | HENATEHTOBAaHHOE

npHeMa BHYTPb», YCJIOBMA XpaHEeHHs, YCIOBHSA
OTILYCKa, TOBAPHBI 3HaK brpmbi-
MIPOUIBOAMTEA (Ha NaTHHUIIE), HA3BaHHe, aJpec,
TeneoH M daxkc  QUPMBI-NPOU3BOIUTEIIS,
NpeyNpeuTe/IbHbIE  HAAMUCH: «XpaHUTh B
HEZIOCTYITHOM [Uis JleTel mecte.», «[IpuMeHsTsb

HEMATCHTOBAHHOE
HAMMEHOBAHHE, JIEKAPCTBEHHAS
opma, [03MPOBKA, TOBAPHBIA

HaMMEHOBAHHE, JIeKapCTBEHHAs
dopma, 103MPOBKA, KOJHUECTBO
TabNeTOK B yNaKOBKe, Ha3BaHHE
neﬁcmymmero BELUECCTBA H €0
Konuuecrso B | rabnetke,
«BerioMorare/ibHble  BEIECTBA:

M0  HA3HAYEHWIO BPava.», PErUCTPAlMOHHBIL | copBHTON,  NPOMMIEHIIHKOND,
HOMED, HOMED CBH/IETE/NLCTBA Ha TOBAPHBII 3HAK, | MAHHUTON H IPYTHE, YKa3aHHbIE
HOMED CEPHH, CPOK FOJHOCTH MW IUTPHUX-KOJ, | B MHCTPYKUHH 1no
NPOH3BOACTBEHBIH KO YMAKOBOYHOIO | MPHMEHEHHION, cnocof
Matepuania. npuMenenus:  «Jlia  mpuema
Jloryckaercs HaHeceHMe Ha MauKy KapTOHHYIO | BHYTPb», YCNOBUS XPaHEHHH,
KOHTPOJILHOTO  (MAeHTH(HHKALMOHHOrO) 3HAKA | YCHOBWS  OTIYCKd, TOBapHLIH

(KH3) ¢ nonubiM WITH YaCTHYHBIM | 3HAK (PMPMLI-IPOU3BOANTENS (Ha
nybauposanvem nHGopMaLMK, cojepialieics B | 1aTUHULE), Ha3BaHHe, aapec,
HEM B BHJC YMTAEMOrO MEYATHOTO TekcTa ¢ | TenedoH u  dake  QUPMBI-

LeNBIo MOHHTOPHHIa JIBHAKEHHS
JIEKAPCTBEHHOTO Npenapara OT [POU3BOLHTENA
A0 KOHCYHHOIoO r:o’rpeﬁuTeﬂﬂ.

NPOH3BOANTEA,

NPenynpeanTe/IbHbie  HAaANHCH:
«XpaHHTh B HENOCTYIHOM JUTS
meted mecte.», «llpumensTts no
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QQO &KPKA-PYCr
Herpa, 25.02.2020 r,

Crp.3/3
Macnopt Ne 040000868594/2
HA3HAYEHNIO Bpaya.»,
perucTpauroHHbIH HOMep,

HOMEpP  CBHOETENBCTBA  Ha
TOBAapHBIA 3HAK, HOMEP CepuH,
CPOK TOAHOCTH M IUTPHX-KO,
NPOH3BOACTBEHHBIH KO/
YIaKOBOYHOIO MaTepuaa.

Hanecen na nauky kaprounyio

KOHTPOJIbHBIN
(upeHTHOHUKALMOHHLIH)  3HaK
(KH3).
XpaHenue [Tpu TemniepaTtype He seie 25 °C, B Loomeremym
- OpHIHHANLHOH YHaKOBKe. m— : ]
| Cpok romoctu 13 zer. W— S et

3akmouenne: CooTBETCTBYET TPeGOBAHUAM HOPMATHBHON JOKYMEHTALIHH.

Hacroswit nacnopr ssisercs ucnipasiennoii Bepeneit nacriopra ot 30.01.2020 r.
Hcnpasienus He BIHIIOT Ha KAYECTBO TPOTYKLMH.

Jlata Bemycka B peanuzanuio: 30.01.2020 r.

Jlara BHecenus usmerenus: 25.02.2020 r. -

Havaneunx OKK




