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Apneduo
Me:xaynapoaHoe HeNaTeHTOBAHHOE YMmueHOBHp Cepun Ne: 3740921
HA3BAHKE (IPYNTHPOBOYHOC HIIH
XHMHYECKOe):
JlekapcTBeHHan dopma: TaBneTkH, NOKpLITHIE MIeHOUHOMN 0Gonoukoi Kou4ecTBO MPoAYKTa 19496 yn.

B CepHH:

Jo3upoBka: 100mr JlaTa BbINyCKA: 29.09.2021
Mdopma BeInycKa: B KOHTYpHO# AuefikoBof ynakoske Nel0x2 T'oxen no: 0923

[MponsBoanTENbL:

COQO 'NMexdapw', PecrryGnnka Benapycs, 223141, Munckas obnacts, r. Jlorofick, ya. Mukckas, 2a/4 (Bce cTagHH)

Hepxarean PY

COO0O 'TMexdaps', PecryGnuxa Benapyes, 223141, Muuckas o6nacts, r. Jlorofick, y1. Musckas, 2a, 301

PY

Ne JICP-005752/09 ot 16.07.2009 (6eccpounoe)

Haumenosanue HI:

JICP-005752/09-160709, m3m. Ne 1,2,3.4,5.6

JlaTa npouiBoacTea:

0921

Hugopmauns o cyGeTaHUHK:

Cepusa: 210503
Tpoussozurens: Jiangsu Shihua Biotechnology Co. Ltd.

ITponssoncTeennas nnomanxa: 18# Nanqiulu, Chengehang Industry Gathering Park, Huangtu Town, Jiangyin,

Jiangsu Kurali

HaumenoBaHnHe NOKA3ATENNA

Tpeboanue HJL

PesyLTaT aHAJIH3A

Onucanue Kpyrnsie ABOSKOBEIMYKJIBIE TABNETKH, OKPHITEIE Kpyrnsie ABOSKOBBINYKIIbIE TAONETKH, MOKPEITHIC
IUleHouHON 060N0uKOoH Genoro WM MoyTH Genoro usera. | MIeHouHOH 060N0HKOH NOYTH Genoro upera.
[To BHemHEMY BHAY IOMKHEI COOTETCTBOBATE [To BHEWHEMY BUIY COOTBETCTBYIOT TpedoBanmsam I'D
TpeGopanuam I'd X!, sein. 2, ¢.154 XI, B 2, ¢.154
IMoTHHHOCTE YO-CrieKTp NOMNOMEHHA HCNBITYEMOTO pacTsopa B CooTBeTCTBYET
o6nacty o1 230 10 350 HM IO/KHE HMETh MAKCHMYMBI
fpY Tex e LTHHAX BOH, 4TO M YP-cnekTp pacteopa
CO ymudeHOBHPa THAPOXIOPHIR
(CHOBHOE TITTHO HAa XPOMATOrpaMMe HCIIBITYEMOIO CooTBeTCTBYET
pacTeopa A, 10 MONOKEHHIO JIODKHO COOTBETCTROBATE
MATHY Ha XpoMmaTorpamme pacTeopa A COBC
yME(DEHOBHPA HAPOXNIOpHIA
Cpeanas mMacca TabneToK H OTKIOHEHHS Cpennias macca TabneToK JOKHA ObITh 296,0 — 328,0 310,8 mr

OT cpeaHeii maccsl

MT.
OTKIOHEHHE B MACcCe OTAENBHBIX TaGNETOK OT CpeaHel
Macckl TOMKHO GbiTh He Gonee = 5 %

Or-3%no+4%

PacTtsoperue

He menee 75,0 % (Q) uepe3 45 MUHYT

Or94,5% 1o 100,4 % (S1)

[TocTOpoHHHE NPHMECH

EnvHudHas npumecs — He Gonee 0,5 %,
Cymma npumeceii — He Gonee 1,0 %

Mesnee 0,5 %
Menee 1,0 %

MuxpoGuonorudeckas SHCToTa

- OKA - 10”3 KOE/r
- OKI - 10"2 KOE/r

- Escherichia coli - otcyTeTeue 8 1 1

< 50 KOE/r
< 10 KOE/r

He ofnapyxenos 1 1

KonuuecTBeHHOE ONpeaeneHne

Ot 95,0 o 105,0 Mr

97,5 Mr

VYnakoska

To 10 wnu 20 T2bneTok B KOHTYPHYHO A4eHKOBYIO
YNaKOBKY W3 [UICHKH TIOTHBHHIWIXJIOPHHOM 110 roct
25250-88 1 donsry amomueKesol no TY
1811-002-45094918-97.

1,2, 3 uau 4 KoHTypHBIE s4ciikoBoH ynaxosku no 10
Ta6IICTOK BMECTE C HHCTPYKLMEH TIO TPUMEHSHHIO
HOMEL@IOT B NasuKy U3 kaprona no TOCT 7933-89.
TpaxcnopTHas Tapa B coorsercTBue ¢ FOCT 17768-90

ITo 10 Ta6neTok B KOHTYPHYIO AHCHKOBYIO YIIAKOBKY H3
TTeHKH noiuBUEWDUIOpHaHoH no FOCT 25250-88 u
donsru amomunmesok o TY 181 1-002-45094918-97. 2
KOHTYpHBIE T4€AK0BOM YnaKosky ro 10 TabeTox
BMECTE C HHCTPYKLMEH 10 NPHMCHCHHIO MOMELAIOT B
nasuky u3 kaptona no FOCT 7933-89. TpancnopTHas
Tapa b cootRetctane ¢ FOCT 17768-90
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Mapxkuposka

Ha pycckom s3pixe Ba KOHTYPHOH A4eiiKoBOil yakoBKe
YKa3BIBAKOT. HA3BAHHE, CTPaHY
OPEANpUATHA-H3TOTOBHTENS H Cro TOBAPHAIE 3HAKM (
Jlexdapm®), wassanne npenapara, MHH, a03uposky,
NIeKapCTBEHHY10 GOpMY, HOMED CEPHH, CPOK FOAHOCTH.
Ha pycckoM A3bIKe Ha MauYKe KAPTOHHOM YKA3LIBAIOT:
HA3BAHKE NPENPHUATUA-H3TOTOBHTEA, PEKBU3HTEL
(anpec, TenedoH, daxce, e-mail) 1 €ro TOBapHsIE IHAKHA
(JNlexdpapm®), nazpanue npenapara, MHH,
JIEKAPCTBEHHYIO OPMY, JO3HPOBKY, CONEpIKAHHE
AKTHBHOIO KOMIIOHEHTA Ha OOHY TaGﬂB‘l"Ky B MI,
KonH4ecTBO TabneToK, «[IpoTHBOBHPYCHOE H
HMMyHOMODynHpytowee cpencraon, «OT [TPOCTY LI,
T'PHIIIIA, TEPIECA, BPOHXHTA», «XpauuTs B
HEJIOCTYTIHOM [J1A AeTeli MecTe.», «[lna npHema
BHYTpE», «B cOCTaB npenapara BXOMMT J1aKTO3b!
MOHOTH/IDATY, YCTIOBHA XPAHEHHS, HOMCP CEepHH,
«'OJIEH JIO», perucTpaiioHnbii HoMep, YCIOBHA
OTIYCKA M3 anTeK, WTPHX-KOJ, BHYTPEHHHH KOO Nadyku
H TEXHONOrHYECKHT] IITPHX-KO.

Ha xapToHHy10 nauKy MOTYT HAHOCHTECS CPEACTRA
HACHTHQHKALIMH CHCTEMBI MOHHTOPHHIA B HIKEHHS
NIEKapCTBEHHLIX ITPenapaTon (JBYMEpPHSIH WTPHXOBOH
KOIl H IpyTHE)

Ha pycckom fi3bIKe Ha KOHTYPHOM S4eiikoBoi yrnakoske
YKA3aHO, Ha3BaHHe, CTPaHa MpenpUsTHA-H3rOTOBHTER
H €10 ToBapHbIe 3Haku (Jlexdapm®), nazpanne
npenapara, MHH, nosuposka, nekapcreentan dopma,
HOMEP CEPHH, CPOK MONHOCTH.

Ha pycckowm a3bike Ha nadke KAPTOHHOI yKa3aHo:
HA3BAHHE NPEANPHATHA-UITOTOBHTENS, PEKBHSHTEL
(anpec, Tenedon, dake, e-mail) u ero Torapusie 3HAKH
(Jlextapm®), nassanue npenapara, MHH,
nexapcTBerHan Gopma, JOINPOBKE, COACPIKAHHE
AKTHBHOTO KOMITOHEHTa Ha OAHY TabNeTKy B Mr,
KO/IH4ecTBO TabneTok, «TIpOTHBOBUPYCHOE H
HMMyHOMOIyAHpYylomee cpencteoy, «OT ITPOCTY [IBI,
I'PHIIIA, TEPTIECA, BPOHXMTAY, «XpanuTs 8
HEAOCTYMHOM [UTA IeTeil MecTe.», « /1A npHeMa BHYTpb»,
«B coctas npenapata BXOAHT NAKTO3bI MOHOTHIPATY,
YCnoBua Xpatenus, Homep cepuu, «TOJEH 10»,
PETHCTPALMOHHEIA HOMED, YC/IOBHA OTIIYCKA H3 aITTeK,
WTPHX-KOJ, BHYTPCHHHH KO MAYKH M TEXHOMOTHYECKHH
wTprkx-koA. Ha kapTosHyio nauky HaHeCeHO CPEACTBO
HIEHTHOHKAIHH CHCTEMb! MOHHTOPHHIA ABHIKCHHUSA
JICKAPCTBEHHEIX MPENapaToB (ABYMEPHLIH ITPHXOBOH
KOI)

YenoBus XpaxeHus

Xpanuts npu Temnepatype ue peime 25°C

Cpok rogsocTH

2 roga /I}_s;\oﬂa

3AKJIFOYEHME::Apnedmio, TabneTkn nokprrreie nienounoi o6oaouroii, 100 mr, cepn
TpeGosanuam JI-005752/09-160709, Uam. Nel, 2, 3,4,5,6
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