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PaspewmieHne Ha BbINyCK M BBOJ B IPaKAAHCKHI 000poT
1L.-040000886297 / 2020
HauMenoBanHe J1eKaPCTBEHHOT0 Mpenapara AJs MeJHIHHCKOr0 IPHMeHEHHS: f
Iuan® - H (Cuapoxaopornasu + Iuananpuia) Tabaeriu, 25 mr + 10 Mr (konTypHas sdelKoBas 3

ynakoeka) 10x2 (ma4uka KapToHHas)
Cepus: Toaen no: Peinok: Koiu4ecTBo ynakoBok:
38100220 02.2025 RU 103.504 mr.

Cepus JIeKapcTBEHHOr O Nnpernapara Oblila MPOH3BeieHa B COOTBETCTBHH C JIMIIEH3HEH Ha IPOU3BO/ICTBO
JIEKapCTBEHHBIX  CPENCTB, TpeOOBaHMSIMM pPETHCTPAllMOHHOIO Jocke, TpeOoBaHusMH [IpaBui
Ha[UICKAIEH  [POM3BOACTBEHHOW  npakTukd  (yrBepxkaeHsl  [Ipukasom  MuHmctepcTBa
MPOMEIIIIEHHOCTH W TOpropau P® or 14 uions 2013 r. Ne916), a Takke MHBIMH TpeOOBAHHSIMH,
yCTaHOBJIEHHEIMH HOPMATHBHBIMH TIpaBOBBIMH akTaMH Poccuiickoi denepanun u cTpassl 3KCopTepa.

HopmatueHas noxkymenranus: 1 N012098/01-010818

ITacmopr Ne: 040000886297 ot 24.03.2020 r.

[Ipoxyxkumsi paspeneHa K BLUIYCKY H BBO/JY B IpaxaaHckuit obopor 26.03.2020 X
Hata JA HET

ST .
ﬂ / AL Anastasiya Laeva

YnoaHoMo4eHHOE JIHIO
,ﬁ(mnuch HMH H pamMuaus
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Haumenopanne IIPOOYKITHH

Hcrpa, 24.03.2020
Crp.1/3

ITacmopT Ne 040000886297

Buan® - H (FuapoxiopoTtuasua + Drananpun) Tabuerku, 25 mr +

(koHTYpHas sueiKoBas yiakoka) 10x2 (mavuka KapToHHas)

10 Mr
YnaxoBka
Koa: 7D4280
Homep cepun: 38100220
KonagectBo: 103.504 1.
Ne cepHH akKTHBHOIO KOMIOHCHTa: NJ3614
Hara H3roToReHHs: 02.2020
Tonen no: 02.2025
[lara BeIDaun nacnopra: 24.03.2020

AHanuz BEITTOJIHEH 110:

IIN012098/01-010818

HanmenoBanme TpeboBaREA HOPMATHBHO JOKYMEHTAIHH PesynsTaThl aBanA3oB
noKasaTefei
Onucanue Kpyrnele, niockue tabnetky xeqroro upera ¢ | Kpyrnele,  riockwe  TaGneTkH
PHCKOH Ha OIHOM cTOpoHE M dackol. JKENTOTO LBETa ¢ PUCKOH HAa OQHOM
- CTOpPOHE U (acKoii.
| IlognuHAOCTB: BpeMs ynepxuBaHHA OCHOBHOIO [THKA HA [oaTeepxnexo ;
- THIPOXJIOPOTHAZH XpomMaTrorpamMme HCMBITYEMOTO pacTeopa '
JIOJIKHO COOTBETCTBOBATh BPEMEHH
YAepAKHBaHHS [HMKA THAPOXJOPOTHAa3HIa Ha
XpOMaTOIrpaMMe CTaHIAPTHOI'O PacTBOpA,
- 3HaNanpuia MaaeaT | Bpems ynepiuBaHHS OCHOBHOIO IMKA Ha [MoareepacaeHo

XpOMATOrpaMMe UCTTBITYEMOr0 pacTBOpa
JOJIKHO COOTBETCTBOBATH BpPEMEHH
YIePKHBAHHS nHKa SHananpuia Ha
XpOMATOrpaMMe CTaH/JapTHOIO PACTBODA.

PacrBopenue:
- THIPOXJIOPOTHAZHA

He menee 80% (Q) oT 3as1BIeHHOTO KONHYECTBA
yepes 30 MuH.

98 % - 101 %
cpenHee 99 %

- JHaJlaripuiia Majear

He menee 80% (QQ) oT 3a1BNeHHOTO KOJMYECTBA
yepe3 30 MHH.

100 % — 104 %
cpennee 102 %

= THAPOXJIOPOTHAa3HA

PoncTeeHHEIE 4-amun0-6-x510p-1,3-6eH3eHaucy b oHAMUT — <=0,10 %
TIPHMECH: ne 6onee 1,0 %.
- PHAPOXJIOPOTHA3HK], JIrobas npyras enHHHYHAS TIpEMeCh — He BoJiee <=0,10%
0,2 %.
Cymma mioBBIX APYrUX eIHHHYHBIX TIPUMECcei — <=0,10 %
He Bonee 0,5 %. |
- JHaNanpu/jia Majear OHananpunar — He Gonee 4,0 %. 0,13 %
HuxeronmnepasiH — ve 6osee 1,0 %. <=0,10 %
Jlobaa apyras elHHUYHAS NPHMeECh — He Gonee <=0,10 %
0,5 %. -
Cymma npumeceit — He Gonee 5,0 %. 0,13 %
Mukpobuonoruyeckas | I'd XIII, kateropus 3A. CootBeTcTBYET
YHCTOTA
OnHOpoAHOCTH Tloxasatens npuemnemocts (AV) He Bonee 1,7%
JI03UpOBAHUA; 15,0 %.
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Herpa, 24.03.2020
Crp.2/3

MacoopT Ne 040000886297

YRaKoeKa) yKkazvlgarom: TOpProBoe
HaHMEHOBAHHC npenapara [
npenynpeIuTenbHON MapKHpPOBKO#H ®,
rpYNITHPOBOYHOE HauMEeHOBAHHE,

NeKkapcTBeHHylo GopMy, J03HPOBKY, TOBapHEIA
3HaK (Ha JaTHHULE) (QHUPMBI-IPOM3BOAHTENS,
HOMED CEepHH, CPOK FOAHOCTH.

Ha emopuuHoil ynaxoeke (nauxa KapMoHHaA)

VKQ3bI8AIOMm. TOProBoe HAHMEHOBAHHE
npernapara ¢ [peypeuTe1bHO MapKHPOBKOH
®, IpyNIHPOBOYHOE HaUMEHOBaHHE,

JIEKApCTBEHHYI0 GOpPMY, JO3HPOBKY, KOJIMUCCTBO
TabJIeTOK B YTAKOBKe, Ha3BaHHe JSHCTBYHOIIMX
pellecTB M MX KoaugectBo B 1 Tabnetke,
«BcrioMoraresbHble BELUECTBA: JIAKTO3bI
MOHOTH/IPAT H IPYTHe, YKa3aHHEIS B HHCTPYKIIHH
1o IIPHUMEHCHHLIO. », CI'IOCOG ﬂpHMC}IBHHﬂ,
yCNIOBHMA ~ XDaHEHMs,  YCNIOBMA  OTIyCKa,
NpeyNpeHTe]sHblE HAANUCH: «XPaHUTh B
HEJIOCTYIHOM JUIsl leTel mecTe.», «IIpUMEHATH
M0 HA3HAYEHHIO Bpaya.», Ha3BaHue, alpec,
Tene)oH, hake ¥ TOBAPHBI 3HAK (HA NATHHILE)
(GHUPMBI-TIPOH3BOLIHTEN, perucTpalMoHHEIR
HOMEP, HOMeP CBHCTEILCTBA Ha TOBAPHBIH 3HAK.
HOMEp CepHH, CPOK TOJHOCTH, IUTPHX-KOI,
[POMU3BO/ICTBEHHBIH Ko YIIaKOBOYHOI0
MaTepHaa.

TlonycKaeTca HaHeceHHe Ha Mavky KapTOHHYHO
KOHTPOJIHOTO  (MAEHTH(OHKAUKMOHHOTO) 3HakKa
(KI3) c TIOJIHBIM WY YacTUYHBIM
ny6upoBaHKeM MHQOPMALIHH, coepxkallehcs B

(kxoHmMypHAs A4EeUK08as YNAK08KA) |

yKQ3@MO. TOPrOBOE HaHMMCHOBAHHE
nperiapara ¢ INpeypeIHTeIbHOM
MapkupoBkofl ®, IpynnHpoBoYHOE
HaUMEHOBAHHE, JieKapcTBeHHast
(opMa, 1034pUBKA, TOBAPHBIA 3HAK
(na JIATHHULE) (bUpMBI-
NPOHU3BOANTEIIA, HOMEP CCPHH, CPOK
TOAHOCTH.

Ha emopuunoit ynaxosxe (nauxa
KApMOHHAR)  yKA3AHoO: TOProBoe
HAUMEHOBAHHE npenapara c
Mpe/1yNpeanTeIbHON MapKHPOBKOMH
®, TpYIIIHPOBOYHOE
HAMMEHOBAHHE, JIEKAPCTBEHHAs
(opma, J03MPOBKA, KOJIHHECTBO
TabneToK B YIAKOBKE, HAa3BaHHE
JIeHCTBYIOMIMX  BELIECTB M HX
KOJIHYECTBO B 1 Tabnerke,
«BcniomorarelbHBIC BELLESCTBA:
NIAKTO3Bl MOHOTHIpAT W JIPYTHe,
yKa3aHHbIE B MHCTPYKUMH 110
TIPUMEHEHHIO. », crnocob
MPUMEHEHHA, YCJIOBHA XPaHEeHWA,
YCIIOBHS OTITyCKa,
IpeayIpeuTe/IbHbIe HaAIIHCH:
«XpaHHTE B HEJOCTYNMHOM I7d
neteii mecte.», «IIpuMeHATE IO
HA3HAUEHHWIO Bpaya.», Ha3BaHHE,
anpec, TenedoH, hake H TOBAPHEIH
3Hak (Ha JIaTHHHLE)  GupMbl-

| - snananpuia manear | IlokaszaTeqb IIPHEMIIEMOCTH (AV) He bonee 33%
15,0 %.
KonHyecTBeHHOE He Menee 95,0 % u He 6onee 105,0 % ot 101,2%
onpeaeleHHe: 3a9BIEHHOTO KOIHYECTRA.
- THAPOXJIOPOTHAZHI
- 3HaNanpHia majiear He menee 95,0 % u He Gonee 105,0 % ot 104,0 %
3a1BJICHHOTO KOJIM4ECTBA,
VmnakoBka Tlo 10 Tabnetok B KOHTypHo# sgeiikosoii | [To 10 Tabnetok B KOHTYPHOH
ynakoBke M3 XOMOMHWPOBAHHOIO MaTepuana | A4eHKOBOH yMnaKkoBKe u3
OIA/AN/TIBX 1 ¢onsrH amoMHAHHEBO. KOMOUMHHPOBAHHOI'O marepHaia
2,3, 6 wiM 9 KOHTYPHBIX AYESHKOBEIX YITAKOBOK OIIA/An/TIBX H honbru 5
BMecTe ¢ WHCTPYKUMEH 10 TMPHMEHCHHIO aOMUHHEBOH. |
MOMELIAKT B MAaYKy U3 KapToHa. 2 KOHTYpHBIE ST4EHKOBbIE YIIAKOBKH
BMecTe €  MHCTpYKUMeH 1o |
NPHMEHCHHIO TIOMELIEHBl B TAuKy ?
M3 KapTOHa. ‘
MapkHpOBKa Ha nepsuyHoii ynaxoske (konmypras sueuxosas | Ha nepausHou ynaxoske |
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Hcrpa, 24.03.2020
Crp.3/3

ITacopTt Ne 040000886297

HeM B BH/E YHTAEMOI'O IIEYATHOrO TEKCTa C
LICJIBHO MDHRTOPP[HI‘& JBHXXCHHA
JIEKAPCTBEHHOTO IIperapara OT NMPOH3BOIMTEIS
JI0 KOHEUHOTo norpeburens.

MPOH3BOJMTENA, PETHCTPALMOHHBII
HOMEpP, HOMEpP CBHACTEJILCTBA HAa
TOBAPHBIA 3HAK. HOMEP CepUH, CPOK
rOAQHOCTH, WTPHX-KO,
MIPOH3BOACTBEHHBIH KOQ
YIIAaKOBOYHOT'O MaTepHana.
Hanecen Ha mnayky KapToHHYIO
KOHTPOJILHBIH

(nnenTHHKAIIHOHHBIN) 3HAK
(KH3).
XpaHeHue ITpu Temnepatype He Boitne 25 °C, B CooTBeTCTBYET.
OPHMIHHAIBHOH YIIaKOBKeE.
Cpox rogHOCTH 5 ner. 5 ner.

3axmoyenue: COOTBETCTBYET TpeGOBaHHAM HOPMATHBHOMN JJOKYMEHTAIHH.

Hauameanx OKK

/'q

Xeunesa K.3.



