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5 HanvenopaHHe JleKapeiBEHHON0 HPCHAPATA JUIA MCUHIHINCKOTO HPIMEHeHHS |
"i)ll:mQa (Inananpui) radgaerkn, 10 mr (konrypHas suelikosas ynakoska) 10x6 (nauka kapronnas)

—

Prmok: €CTBO YNAKOBOK: |

RU

_ Cepmn:
34241219

Cepusa n1eKapcTBEHHOTO npernapara 0blia [Ipou3BeicHa B COOTBETCTBUH € JIMLIEH3HER HA IPOU3BOACTBO
JIEKAPCTBEHHBIX  CPeAcTB, TpPcOOBAHMSMMU PErUCTPALMOHHOTO Jjtocke, Tpebosanusamu [Ipasun
HaJJeKaled  1IPOM3BOACTBEHHOH  MpakTUKH  (yTBepxaeHsl  Ilpukasom  Munucrepcrna
IIPOMBILIIEHHOCTH U ToproBau P® or 14 mona 2013 r. Ne916), a rakike UHbIMH TpeDOBaHUAMMU,
YCTaHOBJICHHBIMHA HOPMaTHBHBIMU PaBOBEIMH akTamy Poccuiickoit dejlepannu 1 cTpanbl aKCopTepa.

Hopmarusnan qokymenrauusn:  I1 NO13165/02-260718

Macnopr Ne: 040000869014  or 27.01.2020 1.
040000869014/2 o1 25.02.2020 r.
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000 «KPKA-PYC»

HauMeHOBaHHE TIPOYKLIHH:
Y1akoBka

Kon:

Homep cepuu:

Komnyectro:

Ne CCPHH aKTHBHOI'0 KOMITOHCHTA!

JlaTa H3rOTOBIEHHS!
T'onen no:
AHaH3 BBITIOJIHEH 110

IMacnopt Ne 040000869014/2

Hcerpa, 25.02.2020
Crp.1/3

Onan® (Quananpun) Tabnerky, 10 Mr
(xoHTYpHAas siueikoBas ynakorka) 10x6 (lauka kapToHHas)

7C7966

34241219

24.506 mr.

TE2251

12.2019

12.2022
ITN013165/02-260718

HaunMenoBanue TpeboBanna HOPMATHBHOH JOKYMEHTANHH PesyabTarel ana/M30B
nokasarejaed
Onucanue TabneTkn KpacHO-KOPHYHEROTO LIBETA, TabneTku KpacHO-KOPHYHEBOTO
Kpyriibie, TNOCKOHUIHHAPHUYECKHE, C PUCKOH | LIBET4, KpYIVIBIE,
Ha OJIHOM cTopoHe M dackor. Ha MJI0CKOIMITHHIPHYECKHE, C
TIOBEPXHOCTH U B Macce TabiaeTku PHCKOH Ha OHOH CTOPOHE H
JIOTTycKaroTes benble v TEeMHO-KpacHbie tackoi. Ha noBepxHOCTH H B
BKpATIEHH., macce TableTKH IPUCYTCTBYIOT
Genble U TeMHO-KPACHbBIe
BKparnJjeHHs.
[MognuunocTs Bpems ynepx1BaHHs OCHOBHOTO ITHKA Ha [MToarsepscaeHo
XPOMATOTpaMMe HCIIBITYEMOrO PacTBOPa
[OJIKHO COOTBETCTBOBATL BPEMEHH YIEPIKH-
BaHMA [HKA SHATATIPHIA HA XPOMATOIrpaMMe
CTaH1aPTHOI0 pacTBopa.
Pactsopenue He menee 80 % (Q) sHanmanpuna maneara ot 100 % — 102 %
3agBJIEHHOro KonuHyecTsa yepes 30 MHH, cpeanee 101 %
PoncTBeHHEIE TIPUMECH DHananpunar — He 6onee 3,0 %. <=0,10%
Jluketonunepasun — He 6onee 1,0 %. <=0,10 %
Jlrobas apyras equHHYHas NpHMech — He <=0,10%
bonee 0,5 %.
Cymma npumecei — He Horee 5,0 %. <=0,10 %
Mukpobuonornyeckas I'® XIII, xateropusa 3A., COOTReTCTRYET
YHUCTOTa
Onnopoauocts A03upoBanus | Ilokasaresis NPHEMIEMOCTH (AV) He Gonee 2,0 %
15,0 %.
KonuuecTBenHoe ot 90,0 % mo 110,0 % sHajianpuia Maneara ot 102,1 %
onpeaesicHue, %% 3aABJICHHOTO KOJIMYECTBA.
KonuyecTrenHOE o1 9,0 mr mo 11,0 mr. 10,2 mr
OIIpeaeIICHHE, MI'
VnakoBka ITo 10 Tabnerok B kourypHo# sueiikoBoi | [lo 10 TabneTok B KOHTYpHOH

YNaKkoBKe M3 KOMOWHHPOBAHHOIO MaTepuasa
OITA/An/TIBX ¥ OBy antoOMMHHEBOM.

2, 3, 6 MK 9 KOHTYPHBIX A4EHKOBBIX
YNAKOBOK BMECTE C MHCTPYKLHEH 110
NPUMEHEHHIO [TOMELIAIOT B MAYKy H3
KapToOHa.

SUEHKOBOH yNaKOBKE H3
KOMOMHHPOBaHHOrO MaTepHana
OTIA/AN/TIBX u oJibrua
aMOMHHHEBOM,

6 KOHTYPHBIX SHEHKOBBIX
YIIAKOBOK BMECTE C
HHCTPYKIHEH 110 INPHMEHEHHIO
IIOMEIIEHEI B [TAYKy U3 KapTOHA.
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Hcrpa, 25.02.2020
Crp.2/3

MapxkupoBKa

HMa  nepsuunon  ynarosre (KOHMYPHOL

Ha NePEULHOL VHAROBKE |

AYEUKOBOI VHAKOGKE) YRAZBIGEAION!,

TOpProBO€  HaMMEHOBAHME [Ipernapara ¢
npeaynpeauTesHOH MapkpoBKod ®,
MEXIyHapoIHoe HEIAaTeHTOBAHHOE
HAaUMEHOBAHWE, JIEKapCTBeHHYI0  opMmy,
JO3UPOBKY, TOBApHBIH 3HAaK (HA JIATHHMIE)
HPMBI-[IPOU3BONTENS, HOMEP CEPHH,

CPOK I'OIHOCTH.

Ha amopuunoil (Hompedumenbe Koit) YIaKosKe
(HG"H\’G KEH??H()HH(N:’) VRAIBIGAION.

TOProBO€  HAWMEHOBAHWE TMiperapara C
NpeynpeaUTeNbHON MapKHpPOBKOH ®,
MEeXIyHapoJHoe HeIaTeHTOBaHHOE
HAHMEHOBAHHE, JIEKApPCTBEHHYIO  dopmy,
LO3HPOBKY, KOJIHYecTBO  TableTok B
VIaKOBKE, HA3BAHME JieHCTBYOLIEro
BEULIECTBA H

ero KOJIMUECTBO B 1 TabieTke,
«BcrioMorarenpHple  BEUIECTBA.  JTAKTO3BI
MOHOTHJpaT M Jpyrde, YyKasaHHble B
HHCTPYKUHH MO0 TpPHUMEHEHHIO», CcIocob
NpUMeHeHu: « /114 npuema BHy TPb», yCI0BHA

OTIyCKa, YCIOBHSA XPaHEeHHs,
npenynpeauTebHble HAOMMUCH: «XpaHUTh B
HEeOOCTYITHOM ong aereH MeCTe»,
«IIpumMensTe MO  Ha3HAYEHHMIO  Bpayay,

TOBapHEIA 3HaK (HAa JaTHHULE), HA3BaHHeE,
aapec, TenedoH W dakc  GuUpMBI-
NMpOM3BOJWTENS,  HOMEpP  CEPHH,  CpOK
FrOAHOCTH,  HOMEpP  CBHIETE/NLCTBA  HA
TOBApHBIM 3HAK, PErHCTPALMOHHBIH HOMEp,
LITPUX-KO[, NPOU3BOICTBEHHBIH Kox
YINaKOBOYHOr0 MaTepHana.

Honyckaeres HaHeceHHe Ha navyky
KapTOHHYIO KOHTPOJBHOIO
(unentuduxaumonroro) suaka (KH3) ¢
MOJHBIM MJIH HacTHYHBIM Iy6aHpoBaHHEM
undopmanum, conepikamiciics B HeM B BHIE
YUTAEMOrO [EYaTHOro TEeKCTA ¢  1eJIbIO
MOHHTOPDHHI  JIBHDKEHHA JIEKapCTBEHHOI'O
Ipernapara oT IPOH3BOAMTEN 10 KOHEYHOI0
norpedures.

(KOHRIVDHON AYCTKOGOU

VHAKOGKE) VRKAZAHO!

TOProBoe HaUMEHOBAHHE |
npenapara c|
NpeaynpeIuTe/IbHOH
MapkupoBKoi ®,

MEXIyHapOIHOe
HEMNaTeHTOBAHHOE
HaWMEHOBaHHE, JIE€KAPCTBEHHas
dopma, HO3MPOBKA, TOBApHLIH

3HAK (Ha JaTHHHLE) OUPMBI-
MPOU3BOAMTENS, HOMEP CEPHH,
CPOK MOJIHOCTH.

Ha GIOPUYHO
(HOMPEOUMenbe KOl VIAKOGKE
(HAuKke KAPMOHHON) VEA3ano,
TOproBoe HaUMEHOBaHHE
Iperapara c
MpeaynpeanTeNbHOH
MapKMpOBKOH ®,
MEXAYHapOoHOe
HENaTeHTOBAHHOE
HAUMEHORAHHE, JeKAPCTREHHAN
¢opmMa, Z03MPOBKA, KOMUUECTBO
TabJIeTOK B YNaKOBKe, Ha3BaHHE
JEHCTBYIOWETO BELIECTRBA H

ero kosuuecTso B | TabreTke,
«BcnoMoraTesbHBIE  BEIIECTBA:
JIAKTO3bl MOHOIH/IPAT W JIpYIrHe,
YKa3aHHbIE B HWHCTPYKUHH 10

MPUMEHEHHION, crnocob
npuMenenua:  «Jlna  mpuema
BHYTPb»,  YCJIOBHA  OTIIyCKa,
YCIIOBHA XpaHeHHA,
npeaynpeUTeNbHble  HAANHCH:

«XpaHUTh B HENOCTYIHOM [
nered mecte», «lIpumeHaTe no
Ha3Ha4YEeHHIO Bpaya», TOBApHBIH
3HaK (Ha JIaTHHMLE), Ha3BaHME,
azgpec, tenedon U dakc dUpMEI-

TIIPOH3BOJMTE/A, HOMEP CEpHH,
cpok FOJIHOCTH, HOMep
CBMIETENBCTBA HA  TOBApHBIH

3HAK, PErMCTPalMOHHbIA HOMEp,
WITPHX-KO, [POH3BOJCTBEHHEIH
KOl YITaKOBOYHOTO MaTepHana.
Hanecen Ha mauky KapTOHHYIO
KOHTPO/JBHBIA
(MneHTHHKALHOHHBIH)
(KH3).

3HAK
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Crp.3/
IMacnopr Ne 040000869014/2
XpaHenue [lpu Temriepatype He Borwe 25 °C, B CooTBeTCTBYET.
OPUIHHAIBHOM yIaKOBKe.
CpoK roAHOCTH 3 roja. 3 roaa.

3axmioyenue; CooTreTcTByeT TpeGOBaHMIM HOPMATHBHOM NOKYMEHTALMH.

Hacrosiyii nacropt siBIfeTcs HCIIPaBIEHHON BEPCHEH NTacIopTa OT 27.01.2020r.
WUcnipaBrienus He BIXAIOT Ha KAYECTBO [IPOTYKIIHH.

Jlata ruinycka B peanusanuio: 27.01.2020 r.

Jlara Buecenns uamenenus: 25.02.2020 r.

Hayansuukx OKK P e Xeunera K.O.
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