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CEPTHDHKAT AHAJIM3A

TIpenapar: daeMokcHH ComoraG¥, TaGnetsn nucneprupyesmsie, 300 mr
HNponssonurens A@C: epetun C.A., Henanus

Homep cepimir ADC: V435787

IpouzeoauTents Hepac(hacoraHHOTO

Jlaruma C.p.J1., Hranua

npoaykTa: Xaynr Papma

IMeperunan ynaxoska: Xaynr ®apma Jlatuna C.p.JL, Hranus
Bropugnas ynaxoeia: Xaynt Qapma Jataua C.p.JL, Hranug
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[pomyxr No: AMOKCH YEIT RU 500 MI' TABJIIETKH OUCITEPTHPYEMBIE 20 HA
Cepua Ma: F35500 Jara IpOH3BOACTEA 19/05/2025

Crieunpuxanms Ne RSPAMDOZF
JlaTa BrmycKa: 26/06/2025

HacTosmuM MOATBEPHAAAEM, HTO HIDKEMPHBEACHHAA WHOPMALH YKAlana KOPPEKTHO H COCTBETCTBYST
nopMaTieHOl aokymerTamny (HIT) JIC-001852-140125.

TloxazaTe/ii, METOAL Creundnranns Pe3ybTATEL

Onucanne, Tabnerky or Benoro Ho ceetno- | COOTBETCTRYET.

Buzyansustit sKenToro npera, osansHoi hopmsl ¢ | Tabnerku Genmoro Usera, OBANEHOI
norotHnom GupMe! 1 TpaBnposkoil | dopMmel ¢ noroTHnOM QHEPMEL 1
wa omgHoli cropoHe W puckoii, | rpasuposkofft «234» ma  onHoil
pasgenaolefl TaGneTky nomesas, | ¢TOpoHE N puckolt, pajaensioniei
Ha apyroil cTopoHe. TabneTKy ToTonaM, Ha apyrofi
T'papHpoBKa: CTOpOHE.

TabneTku 125 mr - «231»
Tadnetxn 230 mr - «232»
TatneTkn 500 Mr - «234»
TaGnetki 1000 Mr - «236%

MMognuEROCTh, Bpemsi yOepkuBaHHA ocHoBHOro | COOTBETCTRYET.

BIXKX mKa Ha xpomaTorpamme | BpeMa yRepKHBAHWA OCHOBHOTO
WCMALITYEMOrO  PactBopa JQKHO | mHKa Ha XpoMaTorpamme
CODTBETCTBOBATE BPEMEHH | HCHBITYEMOTO pacTsopa
YASPKHBAHIL OCHOBHOTO MIKA HA | COOTBETCTRYET BpeMetd
XpOMaTorpaMme CTAHAAPTHOTO | YASPIKUBAHHA OCHOBHOIO TIHKA HA
PACTBOPA AMOKCHLINITHER XPOMATOIPAMME CTAHJAPTHOTO

PACTEOPA AMOKCHUHITHHA

PacnagaemocTs®, He Bonee 3 mMuH CooTBeTCTRYET.

Erp. ®apm. unu [P PO ile

I MHH

HMucneperoets®, He menee 9§ % wuactuil Aomxnst | CooTRETCTBYET.

Erp. ®apm. unn ' PO rpofitn yepes curo 710 MkM 100 %

Pacteopenie*Y, 80 9% Q3230 Mun [ CooreeTcTEYET %

Egp. @apu. uni I'd PP

X He nposoanin

PopcTBeHHBIE TRHMECH,

B3HX

- AMokcHWLUIoHORA KHenotal G-
APA

- Amogerunnun-2(R+8)-
nunepa3iH-2, 3-auoH

= AMORCHIHIUTHHSE JuMep,
OTKPLITEIT 1 3AKPBRITEIH

- AMOKCHIMLTHEA TPHMER,
OTKPLITEIT 11 3aKPLITHIH

- JioBas efHHIHHAS
HEHACHTHOHIHPOBAHHAA MPHMECE
(NMPOLYKT Pa3NOMEHHS)

- Cymma elIHHYHEIX
HEH,E_E.‘-HTHI'L'IHLll'iPDBa}'ll{E!X
ripuMecel (MpoayKTos
painokesus)’)

- Cymma npumeceii (IpofyKToR
PAINOIKEHHA)

He Gonee 1,2 % 4.

He Gonee 1,0 % [ 32
He Gonee 1,3 % X
He Gonee 1,0 %

He Bonee 1,0 %

He Gonee 1,0 %

He Gonee 3,0 %

|.Comne‘rc'ray5'r.

0,7 %




CEPTHOHKAT AHAJIH3A

Ipenapat: ®aemoxcnn Comorab®, tabnerkn aneneprupyemsie, 500 mr
pomseogirrens APC: Oeperun C.A., Henanus

Homep cepun APC: V435787

lpomssoantens mepachacosannoro npogywra: Xaynt Dapua

Jlatuna C.p.JIL, Mramus

Hepsuunan ynakosica: Xaynr ®apma Jatuna C.p.JL, Hramsa
Bropuwunas ynaroexa: Xayrr ®apwa Jatuua C.p.J1., Mranus
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Hpomyir Ne: AMOKCH YEI RU 500 MT" TABJIETKH JIUCIIEPTHPYEMBIE 20 HA ;

Cepna Ne: F35500 Jata npouzBojictoa 19/05/2025 :
Crieundukanns Ne RSPAMDO2F '

Jata semycka: 26/06/2025

OnxopofsoeTs A03Nponanns B cootsetcTBuM ¢ TpefoRaHUAMY Cootsetcrayer.

Eep. ®apm. (Crocob 2) wm '

PO

Miupotinonornueckan CooTsercTByeT TpeGonaHusM Wil Cooteetcrayer.

gneToTa®l

(HepoauLIe MpenapaThl AnA NpHeMa
BHYTPE)

Esp. Gapy. wm I'd PD

Kareropusz 3A.

TIpn  BRIMOJHEHHN  PesyATATEL
cheyIolHe: BbIAEPIRHBAET
seneitatue  MukpoGuonorngeckasn
HHCTOTE O3HAHAET:

- OHAM: < 1000 KOE/r

= QYJIIIT: < 100 KOE/r

- E. Coli: orcyterayers 1 r

[J Coorsercrayer
X He nposonunu

KonuuecTseHHoe onpefencie
BIMX

Ot 93 % no 105 % ot 3astsnensoro

COLEPIKARIA aMOKCHIIMINHHA

CooTBeTCTRYET.
99 %

¥ Beinyckarommit KOHTPONs KavecTsa 1o MOKA3ATENAM «Pacnamaemoctey, «/Iucnepenocten, «Pactaopenney,
«MuKpoBHONOTHIeCkasn YHCTOTAY NPOMIBOMMTENEM NPOBOJATCH B COOTBETCTSHI C Tpefopanusyu Erponeiickoli

PapMakonest.

YKA3aHHLIX noxazaTteel B cooTReTCTRHN Co cTaThamMn [ PO,
['® Pd— centnxu p Hopmatnero noxyMentauny npreeacss sa ['d PO XV,

** HopMms! NPHBEAEHE! IO COCTOAHIMIO HA CPOK TOAHOCTH NEKAPCTREHAOTO NIPenapaTa.

1) KoHTpoan Mo JaHHOMY MOKAIATeNO He ARAASTCA PYTHHHEM H MOKET OTCYTCTBORATE B CepTH(MKATE ananiuaa,
YacToTa KOHTPO/IS YCTAHABMHBACTCA TEXHIHECKO!H oKy MeHTalLHE T OpeANPIITHA-HATOTORITEIA.

2)  Tlapamerp sxmouer Komnannedt 3 cooTserornm co CTaHaapTaMy, NpuHATEAMI B Poceniickoil denepatm k
CTAHNAPTH3ALUHN NAHHOH JNeKapCTBRRHOMN (JOPMEL, H MOKET OTCYTCTBOBATS B cepTHUKATE anami3a 3apyBekHOTO

IpOHIBOAHTESNS,
3)

Haeud Janvtayuo /nodnucs!

Henerane TpoBOAAT TOMLKD OPM BEILYCKE,

Hata

VroaneMoueHHOE IO
(#ivn, drantins, TOATHCE)

Wiramn: Jasug Janmaune
Ynoanomouennoc auuo (YJI)
Xaynr ®apma Jlatusa c.p.r., ¢ eAMHCTEEHHEIM NEpPIKATCIEM
AOJH, NOANEKAHM YIDARISHIIO W KOOPAHHALH
€O CTOPOHB! KoMOaHuH Aenosa Xondunz Twex
ﬂﬁﬁr&mmhﬁ

c10TEa

Tlpn konTpone kasectra mnpenapata B Poceniickoll Denepaitn LomyckaeTes  OlpeAeneHte

3 woaan 2025 T
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Kaywr ®apua Jlariua C.p.JL 88, 156 Mowri Jlenuui kv 47,600 04100 Bopro Can-Minuels

Mpungwenne 12 onoaHaTelHas nidopMalia i€ cepTHRHKATY AHATHIA npenapaTa PAeMOKCHH Comotad®,

500 mr:

Homep cepuu F35500

Iorkasareas Creignanus PeiybTaTh |
YITAKOBKA Tabnerkn  mwcneprupyeMbie 125 mr, | CoOTBETCTBYET.

250 mr, 500 mr, 1000 mMr— 110 5 Tadnerok | Tabnerxu nmnepmpycmme"'

5 GaucTepe W3 TIOMHBHHHAXIOPHAHOH O 125 wmr,

nnenxn w Qonern anomunueroit. Ilo 4 [0 250 mr,

GnucTepa BMeECTE € HHCTpYKIMCH 10 ¥ 500 mr,

MPUMEHEHHIO B KapTOHHOH TauKe. {11000 mr

- no 5tabpetox B Onuereps M3
TIOANEHHAIXIOPHAHOH TIEHKH i
domern amomusmenoit. Tlo 4 Gmictepa
BMECTE € WHCTPYKLWER Mo MpHMEHSHHID
B KAPTOHHOM MAYKE.

# MapkupyloT, el OpAMEHHMO

MAPKHPOBKA Ha Omucimepe MO PYCCKOM  H3BIKE CoOTEETCTRYST CNEYIOMEMY
ViKasbaaront; Ha Grucmepe  HE  pYEcRoM  ASBIKE

"i'ﬂpT'Olﬂuﬂ HanMeHoRaHle Tpenapata ¢ | VKd3aHa!
TpenyIpeAnTens o mapkuposkoii @, | TOPropoe HAMMEHOBAMUE npenapata ¢

Mexc Ly HapOoLHOe HEMNATEHTORARHOC npefynpeanTensHOH MAPKUPOBKOH
HANMEHOBAHNE, AO3HPOBKY, | ®, MOKIYHAPOIHOE — HENATSHTOBAHNOS
NEKAPCTEEHHYHO dopmy, NOrOTHA | HAMMCHOBRHHE, JIO3HPOBKE,
BNaIeNLIa . PETMCTPAUMOHHOTD | [IEKAPCTBEHHAA dopma, OTOTHI
YIOCTOREPEHNA (rpatutccroe | BAANENBLA percTPRIHOHHOTD
nzobpameHne i HAAMHCE | YAOCTOBEPEHHA (rpadyueckoe
«CHEPLAPHARMy Byksamu NaTHHCKOTO | m300pakeHie i Haiich
ampagiTa), HOMEp CEpHH B pPEfaKuui «CHEPLAPHARM» Oyunami
«Cepus», [aTy TNPOM3BOACTEZ, CPOK NATHHEKOTO AndasaTa), HOMED CEpui B
roguocTs B peaxump:  «lojen o, | PEAARILIM «Cepuniy, naTa
MoryT OBITE YKa3aHel 33BOACKHE KOILl MpOM3IBONCTEA, CPOK  rOAMOCTH B
YIAKORKH. pemauu;  «Togen o, 3aBONCKUE
Ha xapmonnoll nayke HG PYCCKoM AIbIKE | KOJH YHAKOBKH.

VRAZLRATIONT Ha gapmonnall nauie Hd PyCcKoy b

TOproBOE HAWNMEHOBARME Tmpenapara ¢ VRAIAHO!

npeny npeaHTenkHoi mapkupoexofi @, | TOproBoe HANMCHOBAHHE Mpenapata o
MEMAYHAPOAHOE HENATEHTOBARHOE | Tpeny NpeAuTEnEHOH mapruponkoli ®,
HANMEHOBAHNE, TEeKApPOTBEITYIO omy B MENIY HapoIHOe HEMATEHTOBAHHOE
POAHTENBHOM naneﬂ;;g&@og}fgpﬁx_%;@ A, HANMEHOBHNE, NeKapeTReHHan GopMa B
TpUEeMA BHYTPER] H ‘__‘mweéﬂ’m,ﬂe'@y ; ﬁn; \ POIMTENBHOM TafeNe, L03HPOBKE, «Jlns
IeilcTBYIOWErD n@iﬁeg".ﬁmm ey '_55:::?,. puema  BHYTPEH; HAZBaHHE H
BCTIOMOTATEBHEIX | B cTAG, £ GonepiKarie HeHCTBYIOWIETO BelecTna U
TabneTrok B yn,ﬂn "epetlaﬂh BCIOMOCATENLHEIX BEUIECTE;
pHCYHOK, — MILOCTRE onuuecTRO TabneToK B YURKOBRE |
NPHMEREHI] YENOBHg rpatduieckiit PHCYHOK,
ornycka, Ipeaynpen WTIOCTRHPYIOLHT crnocod
«Xpanuts B HEZOCTYTIF ; MpUMEHEHHS;  YCHOBAA  XPaHCHMA,
mecTen, «Crocof NpUMEHEHMA H 03, | YCIOBHA OTTyCKa, TPENyNpeAnTENEHEE
oM. MHCTpYKUMIOR, HOMep  cepii B HAMTICH «XPaHHTE B HEJOCTYNHOM I
peAaKLEi «Cepusiip, ATy NROMIBOACTEL, nerell mecten, «Crnocod NpHMEHSHIL H
CPOK TOAHOCTH B pEAarLiHM «lonen fo:, | 70361 CM. HHCTPYKILHION, HOMEP cepHH B
HAZBAHIE, afpec o cTpaHy | pelaKiiH «Cepuai, nata
NpONIROATENA; HasBaHue, apec M NpoW3BOACTRA, CPOK  TOAHOCTH B
cTpaHy  Bhajenslia  pErHCTPAlHOHHOID penakumi:  ¢lofied 0, HAIBAHUC,

Crpanua 1 13 2
Knacenduxauns — TOILKO LA BHYTPEHHETO [1OJIL30BAHHA



’_ }I.HOCTOBEPBH]'[H, ero JIOFOTHIT ajipec " CTpaua TNPOH3BOAMTES :
(rpaduueckoe n3obpamenue W magnuer HAIBAHME, Alpec M cTpana BIafemia
«CHEPLAPHARM» ® e CTPOKM | PErHCTPAMHONHOTO YAOCTOBEPEHUS, ero
OyKBaMi naTHHCKoro antasuta), HoMEp | MoroTHm (rpadisreckoe woBpamenue

PEruCTpaunoHHoro YARocrosepenus, | maamice «CHEPLAPHARM» & nBe
WTPHXEDA:  MOTYT  6MTh  yKazamsl CTPOKIT BYKBAMH MATHHCKOTO angasura),
3ABONCKHE KONB! YNAKOBKHM H  Kpaesbie HOMEp PETHCTRAIMOHHOTO

MeTKH. paﬂﬂﬂﬂDH{EHHE 3aBOMACKHX KOHOB H Yoocrosepexus, WITPHXKOA, 3aBOjCcKHe
HDCEPHHHLIK JAHHBIX HA KOoMMepueckoii KOMBI YIIAKOBKH.

YTNAKOBKE MOMKET HIMEHATRCY, Hanecena HHQpopMal s
Hauocures undopmMatn LT | MOHHTOPHHTA BBWKEHIA
MOHHTOPHHIA [BHKEHHA JTEKapCcTBEHHOro NEKAPCTBEHHOO npenapata oT
penapata  oT  npoussoamtens  jo HPOHIBONHTEA no KOHEHHOTO
KOHEUHOTO  moTpebuTtens:  rnoBanbuniil noTpeduTes. "noBamsHerit

UAEHTHUKATHOHHEIT HOMED  TOproBofl | wieHTH()HKATHOHILIT HOMEp Toproroii
epuruunl - (GTIN),  mHauBAAYansEsi] enuHuuet  (GTIN),  unaunuayansHsii

CepuitHEit HOMep ETOPIMHON | cepuiinmiii HOMED BTOPHYHOIT
(notpeburentcroli)  ynakossu (CH), (notpeutensekoii) ynakoskn  (CH),
b HUBYMEPHEI ITpHXoRolT Kog, IBYMepHsIl Wipnxosaii kon,
CPOKTOJIHOCTH | 5 ner, Cootsetctayer,
5 mer.

Hara npouseoncrea; 19/05/2025
Hara  okowwapms CPOKa  TOJHOCTIL

04/2030

XPAHEHHE Xpaunte npu Temfiepurype ne mmine | Cootmercrayer.
25°C, Xpaunts npu TEMUEPATYPE HE Bhine
267C, |

Hacrosummn  nonrsepsaaem, wro HIGKCIIDHBCNEHHAS  HHbOpMALMA  ykazana KOPPEKTHO J  coOTBEeTCTRYeET
HOPMATHBHOH nokymertaunn (HIT) JIC-001852-140125,
Hacronusm NOATREIKARD, HTO BhILICYKATAHHAR HudopMaiig senaetes BocropepHol o TouHoill, [lamuag cepua
fpenapara mpom3peiena, BKMOYas YMAkosky K KOHTPONL KauecTsa, A BHINEYKazAHHON TOmALKe B [OnHOM
COOTBCTCTBHM ¢ TpeboBanusmu GMP MecTaore PETYMUPYIOWEra oprala u HopMaTHsHol noxymentauuneii (HIT)
JIC-001852-140125,
Beinu nposepenst nporokoms: 00paboTKH, YNakoBKH 1 akamma CEPHH, KOTOPLIE NPH3HAHEI COOTRETCTRYIOUINM
Tpebosanna GMP EASC,
Otxnonenna, ecan onn umenn Mecto, Ghiin paceneaoBaHET H YCHeUIHO YCTPaHEHEL,

_Husud Tawvayue fmodiues! Hata 3 wmong 2025 1.
YnonHoMoenoe N (s, hantmmnms, MOANHEE)

Ulramn: Hasus Janmanno
¥nonuomoeuenuoe o (¥Jn
Xaynt Dapma Jlarnaa C.p.JL., C EAMHCTBEHHBIM JepikaTenem
A0JH, TIOANEXAUUM YIPABNEHHIO N KOOPAHHALIT
CO CIOPOHE! KOMDARUY denosa Xorduye TaEN

Crpannua 2 w3 2
Knaccumramus — TOJBKO 1S BHYTPEHHETO IMOJIL30BAHMSA




