Homep cepun ADC: V435801

CEPTHUOUKAT AHAJTA3A

TIpenapaT: DneMOKCHH ComoTa6®, Tafietky AHCTIEpTHpY eMble, 250 MT
MponssognTens ADC: Hepetun C.A,, Henanns

Ipouzeomutens Hepacjacosannoro mnponywta: Xaynt Qapma

Jarwna C.pJL., Hranud

TepeuyHan ynaxoeka: Xaynt ®apma JTatuua C.p.JL., Hranus
Bropuunas ynakoska: Xaynr ®@apuma Jlatasa C.pJL, Hranus

aenova

TTpogykT Na: AMOKCH YEIT RU 250 MI" TABJIETKH JJUCTIEPTUPYEMBIE 20 HA
Cepns Ne; F6954701 Jata npou3BOACTEA 23/07/2025

Creunduxaitms Ne RSPAMDO2F
Tata seiycKa: 22/09/2025

HacToAIMM TIOATBEPAKIAEM, HTO HIDKENpHBSACHHAs WH(OPMAIMA YKa3aHA KOPPEXTHO W COOTBETCTEYCT
HopmaTHBHOH flokymenTauun (H]T) JIC-001852-140125.

TlokazaTen, METONEL

Creunprkanis

PeayneTatk!

Onucanne,
Buzyaneaeii

Tabnerk ot Gemoro Oo ceeTio-
JKENTOro [BETa, oBaibHOl GOpPME! ¢
noroTHIOM $UPMBl W TPaBHpOBKOH
Ha OAHOW cCTOpOHE M PHCKOI,
pasgenmomeil TabjeTKy mononam,
Ha JpyToi CTOpoHE.

T'pasupoBKa:

Tabnerku 125 mr- «231»
Tabnetxu 250 Mr - «232»
TatneTn 500 Mr - «234»
Tatnerxn 1000 mr - «236»

COOTBETCTBYET.

Ta6netku Genoro ugera, oBajibHON
dopMEl € JOFOTHIOM QEPMBL H
rpasupoekoii  «232» Ha omHoR
CTOpPOHE H PHCKOI, pasnensomeH
tabnerky TOTIONiaM, Ha  Apyrol
CTOPOHE.

TloanuuHoCTs, Bpemsa yhepicusaHua ocHomHOro | CoOTBETCTRYET.

B2XX nHKA Ha xpomaTorpamme | Bpems yIepiknBaHis OCHOBHOTO
HCMBITYEMOTO  PacTBOpa  JIOIKHO | THKE Ha XpOMATOrpaMMe
COOTBETCTBORATE BPEMEHH | HCMBITYEMOro pacTsopa
YACpPKHBAHAA OCHOBHOTO NHKA HA | COOTBETCTBYET BpEMEHH
XpOMATOrpaMMe CTAHAAPTHOID | YIEPKUBAHNA OCHOBHOTO TIHKZ Ha
PacTBOpa AMOKCHIHITHHE XpoMaTorpaMme CTAHIAPTHOTO

pacTBapa AMOKCHIIHIIIHHA
PacnafgaeMocTn®, He Gonee 3 miH CoOTBETCTBYET.
Egp. ®apm. wnip I'd PO 6dc
| MHH

JucnepeHocTs™, He meuee 98 % wgacTnn momxHel | COOTRETCTBYET.

Esp. @apm. wnu ['D PO npoiiTu 1epes caro 710 MrM 100 %

Pacreopenne®!), . 80 % Q 3a 30 mun 1 CoorsetcTyeT %

Esp. @apm. panu D PO X He npoeoguny

PoacTREHHEIE IPHMEC, COOTBETCTRYET.

BIOMX ?

- AMokeuunnIononas kuenora/ 6- | He Gonee 1,2 % 0,3 %

APA

- AMorcuupnnHu-2(R+5)- He Gonee 1,0 % 0,1%

nunepainye-2,5-1uoH
- AMOKCHLNTHHA AHMED,

He Gonee 1,3 %

P8 ré:i“f?“%

OTKPbITEIH W 3aKpeITLIH o v&“'“ L g ;‘3‘%’
- AMOKCHIH/INEHA TPHMED, He Gonee 1,0 % ju@"ﬁﬂ? ‘ﬁ”‘”“ INE "?p 3,
iy -_J ?'_ .—.l:

OTKPBITELH H 3AKPRITEIT

£ ol
- JioGas eansuHAA He Gonee 1,0 % éé 3k Aaggf@i'y x E\D
HeUIeHTHPHLUHPOBAHHAA IPHMECE L« 2\ EFY
(IPOMYKT paznoKeHHs) ket ?“b lﬁfﬁf s Sy
- CyMMa eauHHTHBIX He donee 1,0 % é@% 0,19 ??{@;\“}‘"
HEHAEHTHMIHPOBAHHEIX 150 o ;ﬁ{v"/
npumecei (TIpoAYKTOB Sz sunt®
paInoenHHa)”
- Cymma ipumMecelt (nponykTos He Gonee 3,0 % 1,0 %

pa3NOKERNS)
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CEPTHDHKAT AHAJIM3A

Hpenapar: Onemokenn ComoTab®, Tabnerin AHCIEprupyemMele, 250 Mr
HNpomssoanreas ADC: Heperun C.A., Henanus

Homep cepun APC: V435801

TpomasoauTtens muepacacosaunoro n poaywra:  Xaynt (Dapma
Jlatugra C.p.J1., Hranus

Hepeuuunasn ynakosxa: Xaynr ®apma Jlatuua C.pJL, Hranus
Bropuunas ynaxoska: Xaynr ®apma Jlatuna C.p.JL, Hranaa

Tpoykr Ne: AMOKCH YEIT RU 250 MI" TABJIETKH JHCTIEPTUPYEMBIE 20 HA
Cepun Ne: F6954701 Hata pou3soicTRa 23/07/2025
Criemudukamig Ne RSPAMDO2F
Hara seimycka; 22/09/2025
| Onuopoamoers nozapoeanis? B cooTeeTcTRHH ¢ TpeGoBaHHAMH CootreTcTByeT,

Esp, @apm. (Crocof 2) wmm T
P&

MukpobGnenornyeckan Cootsercrayer TpeBoBaHHAM MM CooTBETCTRYET.
uueToTa*! Kareropus 3A. L] CooTeerctayer
(HeBonuLIe Npenapatsl AnA NpueMa X He nporoganu
BHYTDE)
Erp. Gapm. wn ' PO Ilpr  BRINONHMEHHH — pE3YNETATHL

CREMyIOmHe: BLITEPIUBAET

ncneTaHe Mukpobuonoriayeckas
HHCTOTA O3HA4AET:

- OJAM: < 1000 KOE/r

- OUIIT: < 100 KOE/r

- E. Coli: oteyrerayers I v

Konuvecteensoe onpenenenmne Or 93 % 5o 105 % or sasenenHoro Cootsercrayer.
B3XX COAEPKAHHA AMOKCHLIMNTHMHA 100 %

* Buimyckatomuii KOHTPOIIL KA4ecTBa MO TOKA3ZATEIAM «PachafacMocTsy, «/ncnepcnocten, «PacTaopeiuey,
«MukpobHOnorieckas YHCTOTa» NPOHIBOMHTENEM NPOBONHTCA B COOTBETCTRHN ¢ TpeGonaunami Esponeiickoil
Q®apmakonen. Tlpu kontpome kawectsa npemapata B Pocciiickofi DefepanH [OMYCKAETCA OOpEAeneHHe
YKazaHHBIX MOKA3ATENCH B COOTBETCTBHI co cTaThiMy [ P,

I'® P® - cebinku & HopmaTheuoi nokyMeHTaimy npHeeneHsl Ha [P PO XTIV,

** HopMEI IPHBE/IEHB! 10 COCTOSHMIO HA CPOK FOZHOCTH JICKAPCTREHHOrO MpeNAparTa.

1} Koutpons no nanHoMy NoKasaTtento He ssngeTcd PYTHHHEIM H MOMKET OTCYTCTBORATh B CepTHOMKATE AHATHIA,
HactoTa KoHTpONA YCTAHABIHBALTCA TEXHIMECKOH TOKYMeHTANHE TIPEANPHATHA-HATOTORHTEN,

2) Tlapamerp Brmoucn Komnauueii 8 cooTseTcTsun co CTAHNAPTaMH, TIPUHATEIME B Poccniickoll Pepepannn
CTAHOSPTHIAUMH NaHHOM fnekaperscHHOl GOpMbL, 1 MOKET OTCYTCTBOBATE B cepTHdxaTe aHanmsa sapybexHoro
[pOH3BOIUTENA.

3) HcoeiTanue npoOROAAT TONRKG TPH BRIMYCKE.

Hasud anaayuo modniics/ Hata 22 centnbps 2025 r.
YnonHoMoyeHHoe nuuo (HMi, danrms, MONIHCE)

WMramn: Jasug Janmano
Ynoanomouennoe miyo (¥JI) A nsnTELzs
Xaynr Qapma Jlatiia c.p.J., ¢ eIHHCTBEHHLIM AepIkaTener
ROMH, TIOMNENALNM YIPARNCHIO H xoopna;ﬁ;ﬂliy"'
€O CTOPOHBI KoMTIaHHU Aenoga Xoaduuz Il

oy,
'.‘ " ;h‘J{""L"‘I,F
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deriova

Xaynt ®apma Jlatuua C.p.JI. 55.156 Mowntu Jlenurn kM 47,600 04100 Bopko Cau-Mumens

[Ipunoxenye 1: HonoasuTensHas nudopmanns & cepruduraTy anaiania npenapata ®aemokenn Comotat®,
250 mr:
Homep cepun F6954701
Tloxazatenn Cnenndikans PeaynuTaTtsi
YITAKOBKA Tatnetkn  gueneprupyemeie 125 mr, | CooTeercTayerT.
250 mr, 500 mr, 1000 Mr — o 5 Tabnerok | Tabnerku nucneprupyemere™
B Guuctepe w3 monuBrnmAxnopuadoit | O 125 mr,
mnnengyt M donery amomunresol. Tlo 4 | X 250 mr,
Gmicrepa  Bmecte ¢ uuerpyxuMell no | LI 500 mr,
TIPHMEHEHHIO B KAPTOHHOI nauke. O 1000 mr
- mno Stabnetox B OuamcTepe H3
MOMHBHHHAXTOPUAHOH — mewku M
donsru amroMmunneeoli. [lo 4 Gmuctepa
BMECTE ¢ MHCTPYKLME 110 NPUMEHEHHIO
B KAPTOHHOI madgke,
* MapkRDPYIOT, eClTH MDHMEHHMO
MAPKHPOBKA CoOTBETCTRYET CNEMYIOLIEMY:

Ha Brucmepe  wa  pyccrom  sseike
TOPropOoe HaMMEHOBAHHE IIpcnapata cC

npenynpenuTensHoi MapKHPOBKOHE,
MEXIYHAPOAHOE HEMATEHTOBRAHHOE
HalMEHOBAHHE, HO3HPOBKY,
NeKapCTEEHHYHO thopmy, NOTOTHIT
BIaOENbLA PErHCTPAlHOHHOTO
YAOCTOBEPEHIT {rpadimueckoe
nzobpaente H HANHCE

«CHEPLAPHARMS GyxmaMn NaTHHCKOrO
andapuTa), HOMEp CEpPHH B pEIaKIHN
«Cepusii», BHaTy TIPOH3BOACTBA, CPOK
ropHocTH B pepakuuH: «lomen momy,
Moryr OLITh YKA3AHBL 38BOJCKHE KOJIEI
yﬂaKOBIU'.I.

Ha rapmonHoil nauke Ha pYCCKOM AIbIKE
YKa3GIEQON.

TOPTOBOE HAHMEHOBAHME Mpenapara ¢
npenynpefnTensHOl  MapkupoBkoif @,
MEKAYHAPOHOE HEMaTeHTOBAHHOE
HaHUMEHOBaHHE, NCKapeTBeHHyo dopMmy s
pojuTensHOM manexe, goswposxy, «ns
NpHeMa BHYTPEY; Ha3BaHle H COfIEpianne
JelicTBYIONEr0 BEMIECTBA M [EpEYeHs
BCIOMOTATENBHEIX BEUIECTR; KONH4ECTBO
Tabnetox B ynakowske; rpadiyeckrit
PHCYHOK, WUOcTpHpyomui  crnocod
NpUMEHEHNA] yl‘.J'IﬂBT-IJI KPBHGHH.H, YCJ'JDE'I-IH
OTOYyCKa, TpemynpefHTENLALIE HAATHOH
«XpauuTk B HEAOCTYMHOM [

CM. HHCTPYKLHION, — HOMEp K
penakinu «Cepsay, [aTy np
CPOK TOHAHOCTH B penakuuy: «IB

HA3BAHHE, anpec H gHy | pefaKiu «Cepusin, nata
NPOMEBONUTENS; — HA3BaHue, \k@% W | OpOH3BOACTBA, CPOK  TONHOCTH R
cTpaHy BNAZeNblid  pervcTpaudolporo | pepaxuym: «ofeH Jo:», HalBaHwe,
YHOCTOBEPEHHS, ero NOTOTHN | anpec W CTpasa  TIPOH3BOMIATEN:;

rpadrieckuit PHCYHOK,
Tﬂ?ﬁﬂlﬂquﬂp}rmmﬁ crioco6
[‘TprvMeHeHME;  yCNOBHN < XpaHEHI,

| Hanmuen «XpaHHTh B HEAOCTYITHOM M4

Ha 5]”1'(.‘!?!396 HO  PVCCKOM  A3LIKE
VKAIaHo.!

TDPI"DBDB HAHMEHODANHE npenapa‘ra c
TIpelynpennTensHoii Mapkuposkoit @,

MESK Y HADOIHOE HEMAaTEHTORAHHOS
HAMMEHOBAHHE, JLO3MPOBKE,
NEKAPCTBEHHAN dopma, NOrQTHI
BlafenLia DErHCTPaLHOHHOTO
YAOCTOBEpEH s (rpadiueckoe
uzobpakenns H HA/HCE
«CHEPLAPHARM>» OykeaMu
natuHCKoro anasura), HOMEP CepHH B
penaKIHi «Cepray, para

NpOH3BOJCTEA, CPOK  TOOHOCTH B
penakuuu:  «lofled a0y, 33BOJCKME
KOOI YITaKOBKH.

Hﬂ FCQQMQHHE}MHEE Hil PYCCKOM H3bIKE
XKazaH,

TOProOBOE HAMMEHOBaHWE mMpenapata c
npeaynpeanTensRoil  MapipoBkoit @,
MEK Iy HAPOJHOE HEMaTeHTOBAHHOE
HAMMEHOBaHHUE, JexapcTeedtan jopma B
POIATENEHOM TafeNe, Ao3npoBKa, «llia
TIpEeMa  BHYTpL»;  HasBaHme  H
cofepkaHte AeHCTRYIOMETO BEMIECTRE 1
fepeveHs BCNOMOraTeNLHEIX BEUIECTS;
KonuuecTso TabNeTOK B YIAKOBKE;

"YEIMOBHA OTIMYCKE, NpeAyNpeluTenEHEE

nerelt Mectey, «Crocof npHMEHeHHd
0351 CM. HHCTPYKLHION, HOMED CEPHH B
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(rpadmueckoe m3obpawenwe M HafHCE
«CHEPLAPHARM» 8 ogmse crpomn
Gyksamu natuHckoro angasura), HoMep
PErHCTPAlHOHHOTO YAOCTOREPEHHUI,
WMTPUXKOA;  MOIYT  OWTE  yKkazsadwl
3aBOJACKHE KONH YNAKOBKH H Kpacssie
MeTi. PacrionokeHue 3aB0CKHX KOIOB 1
nocepuiHBIX AaHHBIX HA KOMMep4eckoil
YIEKOBKE MOMET HIMEHATHEA.

Hawnocutca Hudopmanus s
MOHHTOPHHE HBIDKEHNS JI@KApCTREHHOTO
npenapata  OT  NPOMIBOAMTENA  No
koneuHoro mortpebutens:  roGaisHef
HASHTH(HKALMORHEHT HOMED TOpromoi
equAnUEl  (GTIN), uHAMBWIyansHsT
CepHIHHRIT HOMep BTOPH4HOI
(motpeGuTenscroil)  ymakomxu  (CH),
IBYMEpHEI WTPIXeBOH Koo,

HA3BAHME, aNpec M CTpaAHA Biajensua
PErHCTPEUHOHHOrO YAOCTOBEPEHHS, ero
norotan (rpadueckoe wioBpakenns w
Hannucs «CHEPLAPHARM» & fme
crpoki ByKraMH naTHHCKOro andasnTa),
HOMEp PETHCTPALMOHHOTO
YIOOCTOBEPEHNA, WITPHXKON; 3aBOACKHE
KOMBT YTIAKOBKIL,
Hanecena
MOHHTOpPHHUTA
JICKapPCTBEHHOIO

AHpopMaLus Ans
JBMKEHHA
npenapara or
TIPOH3BOANTE o KOHEYHOTO
noTpebuTens. Tnobansueii
HASHTHGHKALHOHALIT HOMED TOprosoit
equnnuel  (GTIN), WHIMBHOYaNbHLH
cepufinbtit HOMED BTOPHUIHOI
(notpebutenscxoli) ymakemknm (CH),
JABYMEPHEIH wrpHxoBoli kol

CPOK TOAHOCTH

5 ner.

CooTsercrsyer.

5 mert. -

Jara npoussoncrea: 23/07/2025

Hata oxoH4aHHS Ccpoka TOJHOCTH:
06/2030

XPAHEHHE

Xparuth npH TEMIEPATYpE He BLIUIE
25°C.

CoorpertcTryer.
XpauuTh TIpH TEMTEPATYPE HE BLilne
25°C,

HacToslmM nonTeepikiaeM, 49T0 HIDKeNpUBENeHHad MH(pOPMALMA yKa3aHa KOPPEKTHO M COOTBETCTBYET
HopMaTHBHOH goxymentanuu (HI) JIC-001852-140125,
Hactoamum noaTsepicaato, 4o BelmeykazaHHas uHGOPMalNA ABRASTCA IocToBepHOii M TouHoil. [lanuag cepus
TIpenapara TPOM3BEACHA, BKMOYAA YNAKOBKY H KOHTDOL KauecTBa, HA BEIUEYKAIAHHONH I[NOMENKE B TIONHOM

cooTReTCTBHU ¢ TpebonanuAMH GMP MecTHOTO perynupyiomero opraba u

JIC-001852-140125.

Brti nposepenst npoTokolsl ofpaBoTid, YNakoRKH H anAIH3A CepHi, KOTOpbie

TpeboBatmm GMP EADC.
OTKNCHENNS, ECITH OHU HMENH MECTO, B PACCNENOBaHE! H YCIEMHO YCTPAHEHSL,

Hasud Hanvayuo /modnucs/

Hara

YnonHoMoTeHEOE NHLo (1M, haMunis, ToANUcE)

Hirammn: Hasug Haamanuo
¥Ynonsomoyennoe muno (YJI)
Xaynr Qapma JTatHua c.p., ¢ eAMHCTEEHHEIM AEpPKATENEM
AOIH, NOANEKAUINM YNPABICHHIO | KOODAHHALTHH
CO CTOPOHEI KOMIaHUH Aenoga Xondunz FmexX
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HOPMATHBHOH moxymenTammeii (HID)

MPH3HAHEI COOTBETCTRYIOUIHMI

22 centabps 2025 r.
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