CEPTHOUKAT AHAJIM3A

Tpenapat: GAeMOKCHH Coniotab®, TabneTH Aucneprupyemete, 125 Mr

MponasoanTtens ADC: JlepeThn C.A., Henanna
Homep cepin ADC: V435802, V435803

[pon3soaNTEs HepacacoRAHHOTa npoaykra: Xaynt ®apma Jla

Mepruunas ynakosra: Xaynr apma Jlaruna C.pJL, Hrama
Bropu4uas ynarxosxa: Xaynr @apMa Jlatura C.p.JI., Hranus

aenova

runa C.p.JL, Mranma

[pomyrT Ne: AMOKCH YEI RU 125 MI' TABJIETKM JIMCITEPTUPYEMBIE 20 HA
Cepusa No: F6958201 Iata nponIBOACTEA: 11/09/2025
JlaTa BBIMyCKA: 27/10/2023 Criemmdpan Na! RSPAMDO2F

HacrogimuM MOATBERIKAACM,

gTo HmKerpuBGHeHHAd nHOOpMALHH yKa3aHa KOPPEKTHO H

COOTRETCTRYET HOPMATHBHOM JIOKYMEHTAIIHH (HJT) J1C-001852-140125.

(MpOMYKTOR PasNOKEHIs)

TorazaTenn, METOALI Crieunginganis PesyanTaThl

Onucanue, TabneTkn or Genoro o |CooTBETCTBYET.

BrzyantHsli cReTNO-KeNTOr0  ugeta,  opamtofi| TaGnetkn Getoro usera, opansHO (GopMEL
dopMel € JIOTOTHIOM dupMel  M|C TOrOTAMNOM KOMMRHHH H rpaBHposKoH
rpaBupoBKOl Ha OfHON CTOpOHE M «231p Ha oguoil cropoHe M pHCKOH,
prekoli, pasaesromel TabneTy paspensomnlel TabaeTky romonam, Ha
moTIONAM, Ha IpyToil cTOpoHE. JpYroii cTopoHe.

I'pasuponxka:

TaGnerkn 125 mr- «231»
Tatnerky 250 mr - «232»
Tabnerxn 500 mr - «234»
Ta6neren 1000 wr - «236»

HopMHHOCTE, Bpemsi yAepKHBaMIL GCHOBHOTO THEA CoOTBETCTBYET.

B3OIX Ha ~ XpOMATOrpaMMe — HCTBITYeMOro|Bpems yLepiiBAHiI OCHOBHOTO THKA HA
pacTEOpa MO/KHO  COOTEETCTROBATE XPOMATOTPaMMe WCIEITYEMOro pactaopa
BpeMeHH YACPKWBAHIA OCHOBHOTO|COOTBCTCTRYET BPEMCHA  YACPKHBAHNA
NKa Ha XPGMBTOF‘E)EMME CTAHOAPTHOTO QCHOBHOTD TIHKA Hi KPDMSTQFP?IMMG
PEI.GTBDPE. AMOKCHLHIIHHA CTAHAAPTHOTO pacTBopa AMOKCHLIIFHA

PacnagaeMocTs®, He Gonee 3 Mul CoOTBETCTBYET,

Egp. ®apm. win D PD 24 ¢

0 MuH

Hunenepesocts®, He wmenee 098% wuacTHu JAo/mxmsl| COOTBETCTRYET.

Eap. Papy. iy ['P PO npotiTi sepe3 cuto 710 MEM AT00 % o

Pacteopenne*!), 80 % Q 3a 30 MuH o \I Coorseretayet %

Esp. Bapm. wnn [P PD 4o =3 He nposomm

PoacTReHTbIE NPHMECIH, = -/ |Coorsercrsyer.

BOHX \ L T

- AMOKCUTIHIIOHOBAS He Gonee 1,2 % 52 _10,3%

kncnora/ 6-APA A e

- Amoreummami-2(R+8)-  |He Gonee 1,0 % o (0,0%

nurepasHH-2,5-aHoH R R

- AMOKCHLIIIMHE AUMED, He Gonee 1,3 % 04%

OTIPBLITEIT 1 3AKPLITEL

- Amoxcunmnnusa Tpumep,  |He Gosnee 1,0 % 0,0%

OTKpEITEIH 1 3aRPHITE

- JioBag eMAHuHAs He Gonee 1,0 % 0,1 %

HeHAeHTHGHINPOBAHAT

npumMech (MPOIYKT

pasoKEHHs)

- CymMMa eHHHIHBIX He Gonee 1,0 % 0,1%

HenAenTHNINPOBAHHELX

npinecedt (MpolyKTOB

paznoKeHns)’)

- Cymma ipumeceii He Gonee 3,0 % 0,7 %




CEPTHOUKAT AHAJIM3A

Ipenapat: Ouemokcun Contora6®, tabnerkn AncneprupyemMeie, 125 mr
Tpomssoanrens ADC: Meperun C.A., Hemanus

Homep cepun ADC: V435802; V435803

ITpor3eomirent wepaciaconranuoro mpoaykTa; Xaynr Papma Jlatuna C.p.JL, Wranug
Tleppiynan ynakoska: Xaynr Dapma Jlaruna C.p.JL, Hramms

Bropuunasn ynakosia: Xaynr Gapma JNatuna C.p.JI, Hranus

Ipomyxr Ne: AMOKCH YEIT RU 125 MI' TABJIETKH HUCTIEPTHPYEMBIE 20 HA
Cepus No: F6953201 Hata npoussopcTsa: 11/09/2025
Jara seinycra: 27/10/2025 Creundurats Ne: RSPAMDO2F
IMowrazaTenu, MetToan Crenndicauns PesynbraTthi

Onnopoanocts B cootsercrami ¢ tpeGosanuamu CooreeteTnyer.
AvsupoBans?
Esp. dapm. (cnocob 2) mu
TO PO
MuxkpoGuonornueckas CootsercTyer  TtpeGoBamusM  mmn Cootmetcrayer,
uneroTaty Karteropua 3A. O Coorsercrayer
(HemomHLIe Mpenapats A X He nposommn
ApHEMa BHYTPL) Tpn BBITIONHEHH PE3VIALTATH
Esp. ®apm. wnn IT'h PO CHENYIOMNE! BLIACPKUBACT HCHLITAHHE

MukpoGronoruaeckas UHCTOTA

O3HayaeT:

- OHAM: < 1000 KOE/r

- OYITIT: < 100 KOE/r

- E. Coli; oteyrerayers I ¢
Konuyeersennoe Or 93% mo 105% or 3aseneunoro CooTrercTeyer,
anpefelicHue COACPIAHNA EMOKCHIHILTHHA 100 %
BIIX ]

* Betmyckaiouwii koHTpons xavecTsa no noxasatensM «PacnagaeMocTsy, «ncneperocTsy, «Pacrteoperuey,
«MuxpoBHonoriteckas YueToTay NPOM3RO/NTENIEM NPOBOANTE B COOTBETCIRHN ¢ TPeGOBAHIAMMU Empoueiicroii
Papmarorten. [Tpn xonTpone kavecrsa npenapara g Poccufickoli @enepau gonyckaeres ONpefeNente YRazabx
noxazareneii B COOTBETCTEHN co cTaThamy [D B

I'® PO - cemmnzn 5 HopMatuswofi JAORKYMEHTAUNH MpHsefsHs na ['d PO XV,

** HopMut MpUBEeHET 110 COCTOAHMIO Ha CPOK TONIHOCTH JI¢KAPCTECHHOTO Npenapara,

1) Koutpons no paunomy noxasatemo we smisercs PYTUHILIM H MOJKET OTCYTCTBOBATE B CepTHHIKATE anANMA,
HactoTa xoHTPONS yeTAHARIMBAETCS TeXHITECKO MOKyMEHTaLMEH TIPEANPATTH-H3TOTOBHTESL,

2) Hapamerp Bkmouen Komnanueli s COOTRETCTRHH CO CTRHAAPTAMY, TIPHHATEMH B Poccmitckoil Degepaumn K
CTAHAAPTH3AIHY AanHOlt NexapeTaennoil dopmul, 1 MoxeT OTCYTCTBOBATE B cepridwkare ananusa 3apyGemrHoTo
NPOHIBOANTEIA

3) Menwitaune nposoasT Toneko MPH BEINyCKeE,

/nodnucs/ Hara: 27 akm.czﬁpjz‘ 2025 2,
YnonnomouenHoe muuo (ums, hammmus, IIO/NHCE) Rl FEC TR

[ramm: Jasun Janmaumo V&l s A \S
Ynoanomouennoe auno (VJI) = ey % £
Xaynt ®apma JlaTiHa C.p.a., ¢ eAMHCTBEHILIM Jlepaarenem ‘
AOJH, NOANEHKALEM YIPABISHIO H KOOPAHHALH
CO CTOPOHE! KOMIIARHY Aeroga Xondunz Tmex
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aenova

Rt i

Kaynr Gapma Jatuna C.pJL 88,156 Montn Jemasu v 47,600 04100 Bopko Can-Mumens

Opunoskenne 1: JMomoaunrensnas uudopManus K ceprundukaTy aHammza Openapara
®aemoxenna Comorad®, 125 mr:

Homep cepum F6958201
ITokazaTelb Creundicanms PeayibTaThl
YIIAKOBKA Tabnerku pucneprupyemste 123 mr, 250 mr,|CooTBeTCTBYET.
500 mr, 1000 mr - no 5 TaBnerox B Gnuctepo| Tabnerku aucneprupyemeic®
13 TIOMHBHHMAXIOPHAHON nneHKH H domery|X 125 mr,
amomuruesoll. 1lo4 Gmucrepa Bmecte ¢ 250 Mr,
HHCTpYKUuel no npumeHesnto B kapronsoli| [0 500 mr,
nayxe, O 1000 mr
- mno  STabnerox B Gamuerepe w3
MONMBHHITXNOPUAHOH  Tnenkn  u  qonsrd
amoMmunnesoil. [lo4 Onmwctepa BmecTe ©

MHCTPYKLHMEH 10 NPHMEHBHWH) B KapTOHHOM
na4axe.

* MapknpyIoT, eciii NPHEMERNMO

MAPKHPOBKA

Ha Gaucmepe na pycckos a3615e YRAIHEQON:
TOPIoBOC  HAHMCHOBAHME nperapara ¢
npefynpe ANTesHol MapxHpoBKofl Ll

M E)leyl-rﬂpﬂ,u HOE HETIATCHTOBAHHOE
HAUMEHOBAHIE, TOTHPORKY, NEKapCTREMHYIO
dopmy, NOTOTHI BARNENRIE
PErHCTPALHOHHOrO YIOCTOBEPEHTIT

(rpadmueckoe M300paeHHe W HAlNACE
«CHEPLAPHARM» Oyksami NaTHHCKOTO
amparuTa), HOMEp CepHM B PEIAKLMM
«Cepumn,  gaty  NpOH3BOACTEA,  CPOK
rogHocTH B pepaximi: «lofen mom, MOryT
OBITE YKA3AHET 32B0ACKNE KOORl YTTAKODKH,

Ha wapmonnou neavie HA PYEckoM  JIuke

| VI ahi 8L . T
npenapara ¢

TOprQBQE HAHMCHOBAHHC
NpenynpefuTensHOH MapKHPOBKOIf - -.‘fl,-
MEKAY HApOAHOe HENaTeHTOBaHHOE

HAMMEHOBAKME, JEKApeTReHHYIO (opMmy B
poauTensHoM nazeme, Aosuposky, «llia
mpueMa BHYTPLS] Ha3BaHue U COAcpiKaHMe
HeHCTBYIOIIETO  BemecTBa | M | NEPeieHs
RCTIOMOrATENBHLIX  BEIIECTE; - xpnime:cfmu
TabNeToK B YNaKoBke; Tpaddeckit pHCYHOK,
URIOCTPHpYIOIH  cnocof  MpHMeHSHHS;
YCIOBHL  XpPARHEHHA, YCNOBHA  OTIYCKa,
npefynpefHTe/IEHbIE HAAMHCH «XpannTh B
HeflocTytHOM s peveit Mecren, «Cnocof
NPUMEHEHHS W JI02El  CM. HHCTPYKIIMION,
Homep cepun B peaakuuy «Cepus», pary
MPOH3BOACTRA, CPOK TONAHOCTH B PElaKIlHiL
«[osed [o:», HA3BAHHE, BOPEC M CTPaHy

COOTBETCTRYET CAGAYIOMIEMY:

Het Britcimepe Ha DYCCKOA S3LIKE VIKAZIHO!
TOProBO&  HAMMEHOBaHME  Tpemapata ¢
npeaynpenTensioi MapKHpPOBKO 2
MENIYHAPOLHOE HEMaTeHTORAHHOE
HaNMMCHOBAHNE, J]_USI'IPUBK){', ﬂeKﬂpCTBCHH’)’Eﬂ
fiopMy, IOTOTHT BNAafenLla PerHeTpalHoRHOrO
yaocToRepennd (rpajpuieckoe mzobpameHie I
HALTHCE «CHEPLAPHARMD» ByxBaMy
NATHHCKOTO  andarnra), HOMEP CEpMH B
penakuuy «Ceprsi», ATy MPOH3BOACTEA, CPOK
rofiHocTH B pejaxunu: «oned nowm, 3anoncye
KOOLL ynﬂKDBKi'L

Kaph HOll _ Rauke Ha CCRAM £ (e
YKAZAHO,
TOPTOROS  HAMMEHOBaHMe  mpenapara ¢
HpeRynpenuteibHoi MapKHPOBKOIf B
MEIEY HEPOAHOE HEMATEHTOBAHHOE
HaiMeHoBanue, feKapoTBeHHyl0 dopMy B
POOMTENLHOM — Majeke, J03MPOBKY, «Jlnd
npHeMa’ BHYTPBY; HalBaHMe H COJEpIKaHue
neHeTEYIOIEre  BEMIECTBA W TEPENEHE
BCHOMOIETCALHBIX  BELUECTB;  KOJMYECTBO

TabneToK B ynaxoske; rpafureckuil pHCYHOK,
WAmOCTpUpYonii  crnocod  NpHMEHEHHT;
YCHOBMA  XpaHeHus,  YCIOBHA  OTIYCKE,
NpefyIpeAnTeNLHLIe HafnucH «XpaHuTe B
HepocTynHoM aag  mereil mecren, «Crocol
NpAMEHEHHS W JO3E1 CM. HHCTPYKIHIOY, HOMED
CEepHI B penaKinM «Cepnsam, nary
TPOWIBOACTEE, CPOK TOOHOCTH B PEHAKLIHIL

«logen  mo», waipaMe, anpec M ¢TpaHy

Crpammma 1 u32

Krnacenjuiamia - TONBKO 115 BHY TPEHHEO MOJE30BAHMA
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IMokazaTene

Crennguicams

PeaynbTaThl

[POM3RQMNTENT; HA3BAHIE, A4pec W CTpamHy
BIANENBLA PerueTpanHOHHOTD
yhocToBepenna, ero jorotan (rpadutieckos
uzobpaenne u maamncs «CHEPLAPHARM»
B gse cTpoxd  Oyksamu  NAaTHHCKOrO
andasuta), HOMEp  PETHCTPAlHOHHOTO
yIOCTOBEpeHMs, IUTPHX-KON; MOTYT OmITH
yKa3aHBl 3ABOACKHE KOO YIAKOBKH ¥
Kpaenhie MSTKH. Pacro/ioMeHne 3aBONCKHX
KoloE M [OCEPHIHEIX  [JAHHEIX  Hi
KOMMEPHECKOH YTIaKOBKE MOXKET HIMEHATRCA,
Hagocnres uadopmanmi i MOHUTOPHHTE
IBIDKGHNSA NEKAPCTBEHHOTO mnpenapara oT
TPOH3BOANTENA [0 KOHEHHOTO MOTpeHTENs:
rnoGansuetl  HAEHTHQUEALHOHAEIH HOMEp
TOProBoi CAWHAIIBE (GTIN),
HHAUBHAYATBHE cepuitmLIi HOMEp
sropuHoit  (roTpebutensckolf) ymaKoBkd
(CH), msymepHblil WITPUXOBOH KoM

NPOM3IROAWTENS; HA3BAHWE, ajpec H CTpaky
BIIAZIENEIA PEMHCTPALHOHAQIO YAOCTOBEPENI,
ero JoroTanm (rpadmieckoe wioGpaerns H
panmacs «CHEPLAPHARM» B fBe CTPOKH
GyksaMu  JaTHHCKOrO  andamWTa), HOMep
PErHCTpalHOHHOrD Y AOCTOREPEHNS,
LITPHX-KO; 3ABONCKHE KOAK YNAKOBKH,
Hanecena mnQopMamua Anf  MOHHTOPHHTA
NBWKEHHS JIEKApPCTBEHHOMD mpernapara  oT
MpOH3BOAMTENA [0 KOHEMHOTo notpebutens,
TrnobaneHelfl  waeHTHQHKALNOHHLIH — HOMED
toprosaii enuHnibl (GTIN), HHIHBHAYAILHEH
cepHiHbBIl HOMEpP BTOPHYHOI
(norpebuTenscroit) YIAKOBKH (CH),
neymepiiil wTpHxoBoli koA,

CPOK
rojHocTu

5 Jet.

COOTRETCTRYET.

3 net.

Hata nponsroacrsa: 11/09/2025

Ilata okoauanAs cpoka rogHocTi: 08/2030

XPAHEHHE

Xpa#uTs npu TemMnepatype He peiute 25°C.

CooTtreTcTayeT.
XpaHuTh TIPH TeMIiepaType He siime 25°C,

HacTommuM [OATBEKNACM, UTO HIDKEIpPHBEAeHHAas HH(OpMAlHs yKasaHa KOPPEKTHO H
CcoOTRETCTBYeT HopMaTHBHOH fAokymerTauun (HJT) JIC-001852-140125.

HacTos UM TOATBEPICIAI0, UTO BEINCYKa3aHHas UHHOPMALHs ABILIETCH JOCTOBEPHOH | TOTHOH,
Jlasnas cepHs Tperapara NPOM3BENEHA, BKIOUAS YNMAKOBKY M KOHTPONE KawecTsa, Ha
pLimeykasannol muomanke B TONHOM COOTBETCTBHH C tpeGosarnamMy  GMP  mecTHOTO
PEryIUpYIOIIEro Oprana H HOPMATHBHOR nokymentaumei (HJT[) JIC-001852-140125.

BEUTH NPOBEPEHE! NpOTOKONME! 06paboTKH, YNAKOBKM H aHAIM3a CEpHH, KOTOPEE IPHIHAHEI
cooTBeTCTBYOmMIME TpeboBanmaM GMP EADC.

OTKknIoOHeH s, eI OHNA HMEIH MECTO, OLITH paccneI0Banel H yCICITHO YCTPaHCHEL

/nodnucs/

VHonHoMOYEHHEOE A0 (HMs, daMunnd, OJIIHACE)

Ilramn: Jasua Jaamauno
Vnomuomouesroe nuuo (¥JI)

Xaynr ®apma JIaTHHE C.p.J1., C €AUHCTBEHHLIM ACpPIRaTeNeM
JIOTIH, TIOIUISHCALIM YIParneHHo i KOOPAMHaLITH
€O CTOPOHE! KOMIIAHUE Aenosa Xordwna ImbX

Hara: 27 oxmabps 2025 2.
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Crpaunma 2 u3 2

Knaccudnxanua - TOJILKO JJIS BHYTPEHHEIO [10J1 L30BAHMA



