CEPTHDOHKAT AHAJIM3A

Tipenapar: Gnemocun Comorab®, Tabnericn HRCTIEprupyemEle, 250 Mr
Mpoussoaurens APC: Neperan CA., Henanvs

Howmep cepun ADC: V435301

HpoussoguTens Bepachacosamuore mpogywkra: Xayrr d.‘:-apua

TNarysa C.p.JL., Hranas

IMepenuias ynaxoska: Xaynr $apua Jlatuna C.pJL., Hranus
Bropuynas ynaxoska: Xaynr Qapma Jlatana C.p.JL, Hranus

L aenova

Mpomycr Me; AMOKCH YE RU 250 MTI" TABJIETKH JHCITEPTHPYEMEIE 20 HA
Cepusn Ne: F6955101 Jata npou3BoncTEA 23/07/2025

e Criemuduxats N RSPAMDOZF
Jata Beimycka: 23/09/2025

RopMaTEBHO# AekymerTaEE (HID)- JIC-001852-140125.

- Hacrosmium nnmnapmnam uTO ﬂmmnpmmeﬂnaa HRQOPMATAT yxaaama lmppakrﬂn b coﬂ'mewmye‘r:

[okazaTenn, METOALL Crnemndarcanus PesynnTaThl
Onueague; ‘Tabmetkn ot Genoro mo csermno- | CooTRETCTBYET,
BuzyansHeli | JENTOTO HBeTa, opansHoi dopmer ¢ | TadneTkn Genore nseta, oBANBHON
noroTarioM GEPMET ¥ TpaBEpoBKOR | dopMbl ¢ JOTOTHHOM QEPMEL H
HA OpmHOil CTOpOHE H DHCKOH, ):pmmpnukuir‘t «Z32» md onmHoi
pasgenmouteii TaneTxy IONONAM, | CTODOHE ¥ PHCKOH, PRINENAOMEH
Ha Ipyroit cTopoHe. TabneTky NoHonaM, Ha JpyToit
['paBupoBKa: CTOpOHS,
Tabnerss 125 Mr-«¢231»
Tabnercu 250 mr - ¢232»
TaGnerxn 500 Mr- «234»
Tabnerxa 1000 Mr - ¢236» |
MoANRHEOCTS,  Bpema ymepwmsanus ocHossHoro | CooTseTcTByeT.
BIXX nHKa Ha Xpomarorpavme | BpeMa YAepmHBAHUL OCHOBHOIO
UCTILITYEMOTQ PacTEOpE [HOIDKHO | IHKR Ha XpoMaTOrpaMme
COOTEETCTEOBATE BpEMENY. | KCILITYEMOTD pactBapa
| yIepEuBaAHNS OCHOBHOTO TIMKZ Ha. | COOTBETCTEYET BpEMEHH
XpoMaTorpaMme CTAHNAPTHOTO | VAEPAHBAHES OCHOBHOTO NHKZ HA
 pACTBOpA AMOKCHLMILIHMER XpOMATOTpaMMe CTAHIAPTHOTD
‘ DACTBOPA EMOKCHITHILTHHER
Pacnagaemocts®, He Gonee 3 muH CooTBeTCTEYET.
Egp: Qapm. una [P PO 41c
1 MR
JucnepenocTs”, He menee 98 % zacmmy poskssl | COOTBETCTBYET
| Esp. ©apm. uma '@ PP mpoitTy wepes curo 710 Mim 100 %
| Pacteopesue®’, 80 % Q 32 30 Muu ' O Cooreercrayer Yo
_Epp. @apm. wie I'D- PO : X He nposogsnu
PopcTeenssie NpuMeci, CooTBeTeTEYET
BONX ‘
- AMOKcHinnoRoBan kicnore/ 6 | He Gonee 1,2% 0.3 %
APA
- Avoxcmnunna-2(R+S)- He 6onee 1,0% 0,1 %
nAnepasnss-2,3-AHoH ‘ o
- AMOKCHIWUIAHE JHMED, He Gonee 1,3 % - 0.5 %.
OTKDBITHI W 3AKPEITELHA :
- AMOKCULIILTHHA TPAMED, | 0:0%
 OTKpEITHIH ¥ 3AKDAITHIE “h
| --JIiobas exusrinas
| HEWEHTADHIHPOBAHART TPEMECE i
(NPOAYXT PasnoIKEHILE) r s b 5
- Cymma eIHAATHEX 5,‘1 %
| menpeHTHOHIHPOBAHERIX
npuMeceit Cnpomrxmn
pasnoxkenys)’
- Cysma npumeceii (mpoayKTos He Goneg 3,0 % 1,0%
PEZAOKEHUS)
Crpasuua | 532
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CEPTHOHUKAT AHAJIM3A

Hpenapat: ®nemoxcan ComoTab®, Tabliiersn fucneprupyemste, 250 MT
Hpomssognrens AQC: Jleperim C.A., Henanus

Homep cepay ADC: V435801

IlpomseonnTens nepacdacosannore npomykTa: Xaynt Capma
Jlaryma C.p.JL., Hranus

Ifepeuanas ymaxosxa: Xaynr Gapma Jlatina C.pJL., Hranus
Bropuusas ynaxoska: Xaynt Dapma Jatusa C.p.JL, Hramms

deriova

Tpomywer Ne: AMOKCH YEII RU 250 MI" TABJIETKH JHCIIEPTHPYEMBIE 20 HA
Cepust Ne: F6955101 Iara npoussofcTEa 23/07/2025
Creunduranus M RSPAMDO2F
Jara BEmycKa: 23/09/2025
OnHOponROCTE AosHpoBanuA®) B coorsercrsan ¢ rpeGopaauamu Cootsercreyer.
Esp. ®apm. (Cnocob 2) mm
I'é P
Muxpobuonoruaeckan CooTretcTByeT Tpebosamuam unit | CooTeercrByer.
| uneroTa* Kareropua 3A. 0 Coorsercrayer

(seBopuEie NpenapaTel LT OpHEMA X He npopogwns
EBHYTPE)
Esp. ®apm. unn I'$ PO [Ipy  BEIMONHEHWN  PE3YNETATE!

CHERyIONIme: BEUIEDKUBIET

HeHTaRRe  MukpoGuonormaccKas

9UCTOTA O3HATALT:

- OYAM: < 1000 KOE/r

- QUIIIT: < 100 KOE/r

- E. Coli: orcyrctyer® 11
KonuvecTEeRAOS OnpEfenenie Ot 93 % nmo 105 % ot safenennoro | COOTEETCTBYET.
BOMX CONEPRKARTA AMOKCUIINNIMHEA 98 %

* Brmyexaouymil KOHTPOME KaYeCTBa TIO TIOKA%ATENAM «PACHANASMOCTES, wllnenepenoctsy, «PacTaopenney,

«MuxpoGHONOTHYECKAN YHCTOTAY NPOUSEOIUTENEM NMPOBOAATCE B COOTBETCTEMM ¢ TpeSosammmvu Emponefickol

Dapmaxonen. [lpu xomtpone xawectsa npemapata B Pocewlickolt @efepaimit JOTycKasTeA ONpeleneHme
. YKQ3aHHEIX [OKasarefiell B COOTBETCTBHH CO cTaThamMu ['D PO,

IT'® PO - cenumxn 2 Hopmatiesoit moxymenTanuy npusenens: ga [P PO XIV.

** Hopmel NpWBeEHS! 110 COCTORHHIO He CPOK TOAHOCTH NIEKAPCTREHHOTO IpENapaTa.

1) Kourpon: no faHHOMY NOKaZaTENIO HE HENSETCS PYTHHHEIM M MOXET OTCYTCIHOEATE B CepTA(HKATE aHaAmM34.
HacToTa KOHTPONA YCTAHARMMBAETES TEXHRYECKOH AOKYMERTALNGH Npe AT U THA-H3TOTOBATEA

2) [apamerp minouen Komnanuet B COOTBETCTBHY CO CTAHAAPTAMY, NPUHATEMA B Poceniicxoil dexepamun x
CTAUMAPTIIANNE JAHHOH NekapcTBeHHOH OpMEL, H MOXET OTCYTCTEOBATH B CEpTHRNKATE aHanWIa 3apyGexkHOro
NPOMSBOIMTENL.

3) HcnerraAWe NPORONAT TOALKO Hp# BEIYCKE.

Hasuo Hammayuo /nodmucs! Hara 24 ceursfps 2025 1.

YionseMoue HOS THUQ (MM, hAMHNMA, TONIHCE)

ITramn; Masng NDanvamio
¥nomuoemodennoe nuuo (YII)
Kaynrt Papva JIaTuna ¢.p., ¢ SAMHCTREHHLIM EpPKATENEM
Hond, NOATERAMAM YIPAaBIeHHED H KOOPAHHALIHY
€O CTOPOHL KOMIaHuy denoea Xondunz FuexX

,u = M,,
\ Tuua.?_?b

Kn&ccmbmm TOIBKO 1A BHYTPEHHET O, HDMWBAHHH




 dEenova

Xaynr dapma Narssa C.pJI. S8.156 Moura Jlemusn kv 47,600 ﬂltlﬁ'ﬁ. Bopko Cas-Mumens

[punoskerye 1: AonoaunTensnas uadopmauus K cepTadukaty ananusa npenapaTa OliemMoncns Comorad®,
250 mr: |

Homep cepur F6955101
MoxasaTens CnempdaxanEs Pesynuraret
| YIIAKOBKA ‘Tabnetkn  mucneprapyemsre  125.mr, | CootsercTRyer.
| 250 mr, 500 Mr, 1000 Mr — no 5 TaGnetox | TaBnerxn AHCREPrHpyeMbic®
B Onuctepe w3 nomasammmoopansci | O 125 mr,
Cmtesxd ¥ Gonerm amommumesof, Ile | X 250 mr,
4 Gmactepa BmecTe ¢ umcrpyxmmedt mo | [ 500 mr,
| IPAMEHEHMO B KaPTOHHOA TAUKe. O 1000 mr
-~ mo Stabmetox = Gaucrepe us
NOAUBAHATDUIODHAHOH  mneERkm  ®
donere amosuaraesol. Tlo 4 GmHerepa
BMECTE & HHCTRYRIHEH 10 NDHMCESHHIO
B KAPTOHHOM OaTKe.
/ * MaprupyioT, eciiid TDEMEHIMO
MAPKHAPOBKA Ha j pe  Ha Corom A3k COOTRETCTRYET CHEAYIOMEMY:

| RGEEIELIOm: Ha _Brucmepe na  pycckom  A3LIKE
TOprisoe HAWMEHORAHWE NOPENADaTa ¢ | MKE3dHO!
npenynperuTensECi  Mapkuposxod  ®, | TOprosoe HEMMEHOBAaHWE TNpDEnApaTa ¢

MEKIYHAROIHOE HENATERTORAHHOE | NpEeAyNpeNuTENsHOK wMapkmposkoll ®,
HAMVEHOBaHKe, NO3VROBKY, | MEeAYHADOOHOE HEHATEHTORIHHOS
NEKAPCTEEHHYIO dopmy, JIOFOTHN | HAHMEHOBAHME, JOIAPORKE,
BHAASTHIR PETHCTPALMOHHOTD | MexapcTsenHas ' dopma, NOTOTHIL
YIDCTOBEPEHYA (rpaduveckoe | BragemBuR pErHMCTpPAUEONEOTD |
H300pameHue " HANTNICE | YHOCTOBSPEHNS (rpadumeckoe
«CHEPLAPHARM>» Gyksamy naTHHexoro | usofpamenns W HA[IIHCE
andasuTa), Homep cepuy B pegaxuuw | «CHEPLAPHARM» Gy xBam
«Cepndy, OaTy NpPOM3BOACTHE, CpOK | JIATHHEKOTO andiasura), HOMED OSpHH B
rogroct B pefaxmun:  «TogeH Aoy, | PeAaKUHE «Cepsaoy, JaTa
poryr GsiTh YKa3aHLD - 3GBOJACKHE KOAED | OPOM3BOACTER, CPOK IOOHOCTH B
YTIAKOBKH, pemaine:  «lofen pmop, 3aBojckue
Ha xgpmownoli nauke na pycckos #3uiKe | KOS YNAKOBKML

VRASEISDIOM Ha gapmounnoii nauxe #a pyecxom S7iKe

TOpropoe HAHMEHOBANWE Npenapata C | ykusano!
TpefynpeuTeNbEOR  Mapxuposxol @, | Topropoe HaMMEHOBaHHE Ipenapara ¢
MENIYHADOAHOE HeNIATENTORSHHOS | NpepynpenuTeNbHOR Mapkupomkoll ®,
HAHMEHOBEHWE, NeKapeIBeHHy0 (opMy B | MEKIYHEPONHOE HEMATEHTDEAHHOE
PONUTENEHOM NafeXKe, AOSHMDOBKY, «[[ni | HaEMEHOBAHME, feXapCTBEHHAT Qopma B
TpHEMa BHYTPEY; HalBaRue W COASPRANNE | PONNTENBHOM Tafeike, osuposka, «llng
meficTeyromero BemECTBa M TCDeYeHb | UPWEMA  BEYTPE),  HAsBAHHE W
BCTIOMOTATENBHEEX DEWIECTR; KONWYECTRO | CONSPMARME NEHCTEYIOMEro BeimecTsa i
TabmeTox B ymakoske; rpapuueckEil | mepevuedh BCHOMOTATENBEBIX BEEMIECTE,
puCyHOX, WLmOCTpHpywomuit  cnocol | KonruecTso Talserok B YmaKoBKe;
MpUMEHEHNAS; YCTOBAA Xpanenus, ycrosns | rpadiiaecis HCYHOEK,
OTTycKa, TNPEAYNpEINTENEHE HAAMMCH | ] : criocod |
«XpaHuTs B HEJOCTYNHOM ns jereil | mpi eHe

mecten, «Criocof mpuMeReRus | J;?ﬁﬁl_t y::nnmx o q}m, TpERyTPEATENkHELE |

CM. WHCTPYKUMIOD, HOMED  CEDHL\,-B ‘Waptmou «Xpmmrbn HEAOCTYIHOM U
penakuun «Cepmam, faTy npomagn@maﬁ |, ReTeii. mecTen, «Crocob npUMEHEHUA #
CPOK TOZHOCTH B pefiaumy: «TofeH. nom, | NO3EE GM, MHETPYKIHION, HOMEP CEPHH B
HAZBAHNE, anpec ;1 crpay | pepERIEE- «Cepuam, maTa
MpOMSBOJHTENA; HASBAHME, aIpec W | NPOMSBOACTEA, CPOK TOAHOCTH B
CTpaHy BAAIENBNA PerHCTpalMOHHECTO | pemakmyi: «lofgen [Holy, Ha3IBaHue, |
VIOCTOREDEHHA, ero HGroTHI | aopec M cTpAlia  NPOHIBONATEN;

~ Crpanmnma 1 w32
Knaccudurarus — TONBKO JifI BHYTPEHHEI'O [TOJNIE30BAHMSA



(rpatbareckos imobpaxkesne W HALHCE
«CHEPLAPHARM»y B8 fgse crpomm
GykBamH naTuHCKOro ambasuTa), HoMep
PerHCTPANHOTHOTO YAOCTOREpEENS,
WTPHXKOZ;  MOrYT  OmTE  yKasassl
3EBOJICKME KO YNAKOBKM ¥ Kpaemsle
MeTEH. Pacmomonenue 3ar0/cKx KOO
TOCEPHIEEIX JaHHBIX Ha KOMMEDHYECKOH
YIAKOBKE MOMET HIMEHATECL,

Hanocurea uthopmanms ans
MOHHTOPHHIE ABMMEHMWA JCKAPCTRSHHOTO
npenapata  OT NpOMIROAWTENA  Ho
KoEeuHero nmoTpefurens; Thobansasi
upenTHdAKAHONEMIT  HoMep Topromoii

| HEIBAHHE, 3APEC W CTPAHA BAAASNEIA
PErHCTPANMORHOTO YIOCTOREPSHHS, Ero
nororan (rpapedeckoe usoGpaxenne u
Hagmcs «CHEPLAPHARM» B zse
crpoxn Gyxsame JaTHHCKOrC andgasaTa),

HOMEDP DErHCTPAUHOHHOLO
YAOCTOBEDCHMA, MTPHXKDN, 3aBOACKHE
KOAEl ¥IIAKOBKE.

Hawnecera uudiopManna i
| MOHHTODMHTA IBHKSHHA
| ISKAPCTREHHATO npenapara o1
| IPOH3BOIUTEI Ao KDHEMHOTO

notpeGuTens. TnoGansaerit

HACHTHOUKANHCHHEIH HOMEp ToprosoH

emuenuet  (GTIN),  #Hxweunyanswei | epmminmer  (GTIN),  wHonEmEyaIsHE(H
CEpHAHEH HOMED BTOPHMHOH | cepHilHBIit HoMep BTODHIHOH
(motpeCurensexoil)  ynakoskm  (CH), | (motpeButemsckolf) ynaxoswr (CH),
IBYMEpHSLE WTprHxesoH Kok, | mBYMEpHEI IITPILOBGHE KO,
CPOKTOMHOCTH | 5er. CooTseTcTRyET.
5 ner.
Hara npomsozcrea: 23/07/2025
Hata OKOHHGHHA CpOKE TONHOCTIC
- 06/2030
XPAHEHHE Xpauuts npu Temmepatype Be BHe | COOTBETCTRYeT.

25°¢C,

XpanuTh TPH TEMNEPATYPE HE Bhime

25°%C:

HacToaluy  TIONTBEMKIACM, GYTO HWKENDHBEASHHAT WHGODMALHS YKA3aHA KOPPEKTHO ¥  COOTBSTCTHYET
HopmaTHBHOHK JoxymenTaman (HI) JIC-001852-140125,
Hacrosmmm noaTsepaciaie; ST0 BHINeyxasanHas WAQOpPMauus ABNAETCH noctosepHoi W Touxol. Janwas cepua
TPENApATa NDOMSEeNESHE, BEMIOHAN YNAKOBKY M KOHIDOAL KAYECTRE, Ha BHINEYKA3AHHON NNOMEAMKE B NOMHOM
COOTBETCTRAN ¢ Tpelosanmamu GMP MECTHONO DEryNHpYIOWIEro Oprana w HODMATHBHOH noxymentaumed (HID)

JIC-001852-140125.

Esute mposepers! npotokonst 06pabetki, ynakoBKA W AHANHIA CEPHE, KOTOpEE OpH3HAHAT COOTRETCTRYIOUTHM Y
Tpefosannnv GMP EADC.
OTinoneHis, eClTH OHYU HMENH MeCTo, GhUIH PACCNeN0BaRE] # YCHEHO YCTPaHEHEL.

Hasud Hanwayuo modnves/

Hara

YnonHoMoyertoe TANQ (WM, haMumis, NOATHCS)
Iramn: Fasng Janvanuno
¥noasnomodennoe anno (YJI)
Xaynt Qapma JlaTuna c.p.0., ¢ eTHHCTREHHLM AEpikaTeien
HOITH, TIOMTERAMHEM YIDABTSHHIO H KOOPAHHATIH
€O CTOPOHB koMIasnn denosa Xoudwiz TnexX
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