CEPTHOHUKAT AHAJIM3A

aenova

Mpenapar: Gnemoxcur Comorab®, Tabretkn mucneprupyemsle, 500 Mr
TNpomssoautens ADC: Ieperin C.A., Henamus
Homep cepun AQC: V435790

[pon3soanTens Hepacacopannoro npoykra: Xaynt Papma Jlatusa C.pJL., Hranus
Mepsutunan ynakoska: XaynT Papma Jlatusa C.pJL, Hramus
Bropuvras ynaxosxa: Xaynt ®apma Jlatuna C.p.JI., Hramns

ITpomyxr Ne: AMOKCH YEIT RU 500 MTI" TABJIETKH JHUCIIEPTUPYEMBIE 20 HA
Cepus Na: F42400 Jlata NpoH3IBOACTEA 10/06/2025
aTa BalmycKa: 01/07/2025 Criemmduranua M RSPAMDO2F

;'Hac-mmm TONTESPIACM, H9TO HWKEIDHBENIeHHAT
COOTBETCTBYET HOpMaTHBHOM nokymenTamms (FIJT) JIC-001852-14012:

mEGopMaES ymaana mnbpeMe u

MHnepasAs-2,5-1H0H

- AMOKCHUWITHHE [THMED,
OTKPBITELH ¥ 38KPEITEIH

- AMOKCHIMILTHHA TPHMED,
OTKPEITELH ¥ 38KPEITETH

- JoBas eguHuHAR
HEHASHTH(QHUIMPORAHHAA
npHMecE (ITPOIYKT
DA3NOKEHHA)

- CymMa eIHHHIHEIX
HeHAeHTHGUITHPORAHALIX
npumMeceit (mpomyxros
DAINOMEHHA )

- Cymma npuMecei
(IpOIYKTOB PAINOKEHH:A)

He Gomee 1,3 %

He Gonee 1,0 %

He Gonee 1,0 %

He Gomee 1,0 %

He Gomnee 3,0 %

TlokaszaTeas, METOALI Croennduranis PesynsTaThi

OunneaHue, TaBnerxn ot Genoro 1o ceeTno-kenToro | COOTBETCTRYET.

BusyaneHeri iBeTa, OBANLHOH (opMel ¢ noroTHToM | TaGnerxd Genoro useta, oBansHoH dbopmet
dupMet W TpaBMpoBKodi Ha OfHOM|C noroTHrioM dupMEl M TpaBHpOBKOH
cTopoHe u puckol, pasmenmiomieit |«234» Ha opmolf CTOpOHE I PHCKOH,
TabaeTKy monotaM, Ha Apyroi cropoHe. | paspenAromed  Tabrerky momonaM, Ha
I'paBHpoBKa: Ipyro#i cTopoHe.

Tabneriu 125 mr-«231»
Tabnerwa 250 mr - ¢232»
Tatnerku 500 Mr - «234»
TaGnetrn 1000 mr - «236»

MopnunHOCTS, Bpems YHEDKWBAHHA OCHOBHOIO Mika | COOTBETCTBYET.

B2MX Ha  XpOMaTorpamMmMe  HCTEITyemoro | Bpemsa yZepauBaHuA OCHOBHOTO NHKA HA
pacTeOpa  [JO/DKHO — COOTBETCTEOBATH | XPOMATOIPaMME HCHBITYEMOIO pacTeopa
BPEMEHH Y/EPKUBAHMT OCHOBHOTO TIHKA | COOTBETCTSYST BPeMeHH YIePRHBAHNA
Ha  XpOMATOrpaMMe  CTAHADTHOTO | OCHOBHOrO THKA Ha XPOMATOrpaMme
DACTBOpA AMOKCHITHINHHA CTAHIAPTHOTO PACTBOPE AMOKCHLUMILIAHA

PacnapaemocTr?, He tonree 3 mun COOTBETCTBYET.

Esp. dapwm. wm 'S PD 5%¢

1 mun

IucnepeHoeTR®, He menee 98 % uacTuil NOMKHEL npoiiTa | COOTEETCTBYET.

Esp. @apu. unu ['Q PO yepes cuTo 710 Mxm 100 %

Pactropenne*?), 80 % Q 3a 30 MuH O CooTreTcTRYET %

Esp. @apy. wnn '@ PO X He nposoInam

PopcTReHHBIE TPHMECH, CooTrseTcTRYET.

B3XKX

- AMOKCHIIHILIOHOBA He Gonee 1,2 % 03%

wmcnota/ 6-APA

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




CEPTH®HKAT AHAJA3A .
4 acnova

TlpenapaT: PISMOKCHH Comotab®, Tabretcu aucneprupyemeie, 500 Mr
Ipoussogutens ADC: [eperwn C.A., Henanma

Homep cepun ADC: V435790

IpoussoauTens HepachacosanHoro npoaykTa: Xaynt ©apma Jlatuna C.p.JL., Hrarus
TepsuyHasa ynaxoska: Xaynt ®apwma Jlatasa C.pJ1., Hranus

Bropuusas ymakoska: Xaynr @apma Jarusa C.p.JlL., Hramus

Tponyxr Ne! AMOKCH YEII RU 500 MTI" TABNIETKH [TUCITEPTUPYEMBIE 20 HA
Cepus Ne: F42400 IlaTa npon3ROdCTEA 10/06/2025
Ilata BBUTYCKA: 01/07/2025 Crenuduramn Ne RSPAMDO2F
TloxkaszaTeu, METONB Croeundnrauus PesyLTaTRI
OpHopoaHOCTE B cooTpeTcTRHE ¢ TpeOoBaHHAMM CoOTRETCTBYET.
po3ApoBaHus’
Egp. ®apm. (Criocod 2)
['d P
MugpoGuoornyeckas CoorseTcTeyeT  tpeboBamvamM  wnH | COOTBETCTRYET.
yucroTa*? Kareropus 3A. ] Cooteercreyer
(HeBoiHEIE TIPENAPATLL MIH X He nposopuny
NpHEMa BHYTPE) Iipn BBIIOJHEHHH Pe3YIBTATEL
Eep. $apwm. umi ['@ PO CeOyIOUTHE: BELIEDIKHBAST HACTILITAHHE
Miuxpobronornseckas YHCTOTA
O3HAYALT!
- OYAM: < 1000 KOE/T
- QUJIIIT: < 100 KOE/r
- E. Coli: oteyteteyerB i
Konuyecteennoe Or 93% po 105% ot zageneHHoro | COOTBETCTRYET.
onpenenenne ConEpIKaHIA AMOKCHIMILIHHA 09 %
B2XX

* Brmyckaromui KOHTPONE KauyecTsa [0 TOKasatendM «PacmafaeMocTs?, «/Iucnepcrocte», «PacTROpenHEN,

«Muxpofuonorydeckas YMCTOTa» MPOMIBONTENEM MPOBOIUTCA B COOTBETCTBHM C TpefoBatuamu Esponefickol

dapmaxoneu, [Ipu kouTpone kagecTsa npenapara b Poccuiickolt Defepamin Oy CKACTCA ONPEACTCHHE YKAARHEIX

nokazateneii B COOTBETCTBMH ¢O cTaTeaMi ['D PD,

I'® P - cerinku 8 HopmaTnesoi fokyMeRTauiy npusenens Ha IO PO XIV.

** HopMet TPHEBENEHEI TIO COCTOAHMIO Ha CPOK FO/IHOCTH IEKaPCTBEHHOTO MpeTapaTa.

KoHTpons Mo AaHHOMY [OKA3ATeT0 HE ABMAETCA PYTHHHBIM H MOWKET OTCYTCTBOBATE B cepraduKaTe aHaTH3a.
YacToTa KOHTPONA YCTAHABIHBASTCA TEXHUYECKOH NOKYMEHTaHeH (DS AUPHATHA-HITOTOBATENA.

2)[lapamerp swioder KomnanueH B COOTBETCTBHH CO CTRHAZPTAMH, TPHHATLIMH B Poceutickoit Depepalidi K
CTAHIAPTHIALMH JaHHON NekapcTaeHHoll QOPMEL, H MOKET OTCYTCTEOBATE B cepTHHKATE aHaNH3a 3apySexHoro
TIPOISBOANTENA.

J)HemeiTague TPOBOAAT TONBKG MPH BEIITYCKE.

Hasud [Jarmayuo Hara: [ wons 2025 2

VnonaoMouerHoe Muo (AMA, GAMUITHS, TIOIHCE)

[Itamn: Naeun Jaamanso
Vnonsomouennoe muuo (YJI)
Xaynr ®apma JIaTHHA C.p.N., C SAHHCTBEHHLIM AepKaTeNeM
JIOITH, TIOANEANTM YTPABICHHI0 H KOOPAHHALHH
€O CTOPOHE! KOMIAHWH Agnosa Xondunz Imb6X

e s

PR E

A
S

(007
CRis

.__;rL j] 'J:fﬁq
- §8% Origg i
BAEEA/0UME OB, 7

OFF ALATANYM OHR Sl

TEKARCTHERR A O

000 ¢TENNADAY M,



acrova

Xaynt ®apma Jlatusa C.pJ1. $8.156 MonTa Jlemns kv 47,600 04 100 Bopko Can-Muties

[pmnoxenue 1: Jomoauurenspas uHdopmamua K cepTAdHKATy AHAIHZA Tpenapara
®nemoxcnn Comoras®, 500 mr:

Howmep cepun F42400

ToxasaTelb

CrieuHipHIcA N5

PeavasTaThl

YITAKOBKA

Tabnerkn mucreprupyemsie 125 mr, 250 Mr,
500 mr, 1000 mr - o 5 TaGneTok B GnucTepe 13
MONMUBMHAIXIOPHAROH MmieHkH ¥ QOJBTH
amoMuuuenoid, Tlo4 OGnucrepa BMecTe €
MHCTpYKIHeil O NPUMCHEHMIO B KapTOHHOH
1aHKe.

CooTBeTCTEYET.

TabHeTkn OAcTIeprApyeMee™®

[ 125 mr,

[ 250 mr,

X 500 wr,

O 1000 mr

- mno STabmeroxk B Omucrepe 3
TOMMEMEHKIOpHAROH TMeHKH H  dousr#
amovunnesol. [lo4 6Gmucrepa BMecTe ©
HHCTPyKLuel 1o MPUMEHCHMIO B kapTOHHOH
na4ke,

* MaprHpPYFOT, eCIH OpHMEHHMO

MAPKUPOBKA

Ha Bmigmepe Ha pYCCKom S3nIKe Vicdiblgaion:
TOproBOe  HAMMEHOBaHWe  Mpenapata ¢
npejynpenmTensHoit  Mapkmposkolt %,
MeN(Iy HApOTHOE HEMATEHTOBAHHOE
HAMMEHOBAHHE, JO3HPOBKY, JIEKapCTBEHHYIO
dopwry, JIOTOTHII

BIANELLA
PErHCTPAITHOHHOID YIOCTOBEpeHuA
(rpatdmmeckos usofpamende W HaAmHCE
«CHEPLAPHARM» OyxBamMW JIATHHCKOO
andapuTa), HOMEp CEPHM B DENAaKIHH
«Cepusi:y, NATY NPOMIBOJICTEE, CPOK FOJHOCTA
B pepaxknuu: «lomed  Jom, MoryT OsITh
ykasaHkl 33BOJCKAE KOAE! YIAKOBKIL

Ha xepmonnoi Ha _pyee 1Ke
VRASLIEAIOM.

TOProBOE  HAaMMEHOBaHHE  mpenapara ¢
P& Iy e IHTENLHOH MapEHpOBKOH ®
MeNAYHAPOIHOE HEMaTEHTORAHHOE
HANMEHOBAHHS, JIEKAPCTBEHHYX QopMy B
DONMTENEHOM Nanexe, Ho3upoBky, «Jlmd

npHeMa BHYTpE; ,ﬂmmsuneppname

IeHiCTRYIOmEro hé@.ﬁt&j‘hh (0; gﬁ “TIepeseHb
BCHOMOraTeNns ;n&-b/ﬁ KONMIECTRO
TabneTox B y}gtﬂ: mﬁ DHCYHOK,
HITFQCTPHP Fil fef TPHMEHEHUA;
yenoBHs Pﬁ?ﬁﬂ&q r, oTmycka,
npeaynpeauTe) & pammucy’ «XpaHnTE B
HEJOCTYTTHOM ‘nﬁﬁmzwm «Criocof
npmeueuusu,uaam M, BHCTPYKLHION, HOMEp
cepHH B penaKimy - JIATY

NPOU3BOJCTBA, CPOK FOAHOCTH B DeNAKIMH:
«logen no:», HaE3saHwe, afpec M CTPaHY
[POW3BOANTENA; HA3BAHHE, AIPEC M CTPaHY
BANENENIA PErHCTPAIHONHOrO Y IOCTOREPEHHT,
ero morotun (rpadiueckoe u30GpaKeHHE H
uamnucs «CHEPLAPHARM» B mse CTpOKH

COOTBETCTRYET CICAYIOTIEMY !

Ha Bnucmepe Ha pYCEKOM A3IbIKE VHAIGHO!
TOpros0e  HAHMEHOBAHWE IpEMapaTa ¢
npefynpenMTensHolt  mapkmposkoft %,
MEJEIYHApOJHOS HEMTATEHTOBAHHOE
HAWMeHOBAHUE, AO3INPOBKH, JEKapCTREHHAA
dopma, TOTOTHIT BARASTBLA
pErHCTPAMOHHOTD YIOCTOBEPEHHA
(rpadmgeckoe  H3oOpamenue M HaAmHCh
«CHEPLAPHARM» OyksaMH J&THHCKOTO
anaBHTa), WOMEP CEPHW B PEIAKIHH
«Cepunsii», JaTa  TDOW3IBOACTEA,  CPOK

TONHOCTY B PEeaiiiui «lomen  now,
3aBOICKHE KOIbL YTAKOBKHM,

Ha THONHOT _Fde £OKO, BIKE
VEasano!

TOpProB0E  HAMMEHOBZHWE  Tpenspard  ©
MpefyNpeRuTeNbHofl  MapKHpOoBKOi ®
MEXIY HADOAHOS HETTATEHTOBAHHOE

HAMMEHOBAHHE, JeKApcTEeHHas (opma B
pomHTENLHOM Majexe, fosuposka, «Jlid
HpHEMA BHYTPb»®; HAlBaHHe U CONEPIKAHHC
AEHCTBYIOWETD  BELIECTBA M MEPEYESHB
BCTIOMOIATENLHEIX  BELIECTB;  KOMUMECTBO
tabneTok 8 yOakosxe; rpadudeckuil pHCYHOK,
HTMOoCTpHpYOMA  crnocol  NpHMEHEHH,
YCNOBHA  XpaHeHHd, YCmosHA  OTMYCKS,
npeiyNpENTEntHbe HAAMHCH (XpaHHTE B
HenocTymHOM mnd NeTed mecten, «Cnocod
NpHUMEHEHHA W MO3RI, CM. HHCTRYKLIHION,
HoMep cepun B pepaxipm «Cepuam, [ata
TIPCH3BOJCTER, CPOK TONHOCTH B PEfaKilHH:
«oped mo:», HasBaMWe, ajpec W CTpaHa
MPOM3ROAMTE/; HalBaHWe, alpec W CTpasa
RIAAETBLA PETHCTPAIHOHHOTO
YIOCTOBEPEHE:, ST moroTun (rpaduyeckos

Crpanuua 1 pz 2

Knaccudmxatms - TOJLKO UL BHYTPEHHEIO [TONB30BAHHA




denova

Tokazatens

CrenddHKaunS

Pesynntatst

GyksamMu nmatuHckoro  andasura), HoMep
PErHeTPALUOHHOTD YIOCTOBEPEHHA,
IITPHXKOM, MOIYT G6ITs YRazaHsl 33BOACKHE
KOMEL  YNAKOBKM M KDAeBEIE  METKH.
PacnonosxkeHns 3ABOOCKHX KOROB H
MOCEPHMHEIX  [AHHEIX HA KOMMEpUecKoH
YIAKOBKE MOMET HIMEHATHEN.

Hamocntes HHJOpMAmus A MOHWTOPHHTA
JRMOKeHM JIEKADCTBEHHOTO Tpenapata  OT
MPOHIBOAMTENA 10 KoHeYHoro moTpeburens:
rnobaneHell  HASHTHQHKAUMOHHBIA — HOMEp
toproeaif eauausl (GTIN), HHAHBHIY ANBHEIE
cepHiHeTi HOMED BTOpHUHOH
(norpefuTensckoit) YIAKOBKY (CH),
JEYMepHSLH IITPUXOBOH KO

n30BpaKEHHE H Ha/mick
«CHEPLAPHARM» B JBe cTpoku Gyksamu
JIATHHCKOTO andasuTa), HOMEp
PErHcTPAlMOHHOTO YAOCTOBREPEHHA,
INTPHXKO/L; 33B0ACKHE KOZEl YTIAKOBKH.
Hanecena wAGopMala [ MOHMTOPHHIZ
ABMKEHMA NEKApCTREHHOTO Mpenapata oT
MPOMSEOAMTENA 10 KOHETHOTO noTpeluTes.
['nobaneHeii  HueHTHOHAKAIHOHAERIN HOMED
TOProsoit SHHHIbL (GTIN),
HHIHBHIYAIBHEH cepuitHEL HOMEp
BTOpHIHON  (MOTpeGHTENECKOH)  YNAKOBKH
(CH), meymepHzlit mMTPHXOBOH KO

CPOK
TOHOCTH

5 ner.

CooTRETCTRYET.

5 ner.

Hara mponssogcTsa: 10/06/2025

TMara okoH™aHHA cpoka roauocty: 05/2030

XPAHEHHE

XpaHHTE TIpH TeMIIepaType Re Briue 25°C,

COOTRETCTEYET.
XpaHHTs P TEMNEpaTYpe He seiue 25°C,

HacTosimuM [OATBEPAIAEM, HTO HHKENPHBEICHHAA
COOTBETCTBYeT HOpMaTuBHOH fokymerTamun (HJT) JIC-001852-140125.

nHbopMalMa yKa3aHa KOPDEKTHO H

HacTosmsM IoATBEPIKIALD, YTO BLILEYKa3aHHas HH(OPMAIHs SBIAETCA AOCTOBEPHOH B TOYHOH.
JlaHgag cepusA Npenapara IPOM3BEJEHA, BKMIOYAd YDAKOBKY M KOHTPONE KadeCcTBa, Ha
BBIIEYKAZAHHOH IUIOMA/Ke B IONTHOM COOTBETCTBHH C Tpebosaumsvua  GMP  mecTHOrO
DETYTHPYIOIIEro Oprafa i HOpMaTHBHOM nokymerTanuei (H/T) JIC-001852-140125.

BLUTM TPOBEPEHEl IPOTOKOME 00pabOTKH, YMAKOBKH H AHAIM3A CEPHH, KOTODEIC IPHIHAHBI
cooTBeTCTByomuMY Tpebopanmaym GMP EABC.

OTKIIOHEHHS, ECITH OHK HMEIH MECTO, G5UIH paccIeloBasEl | YCIEINHO YCTPAHEHEL

Hasuo Jarmayuo 1 wona 2025 2.

Jara:

YrongoMogernoe a0 (umMs, paMumws, O/ITIHCE)

iramm: Nagua Jaamaumo
YnoasomodernHoe muno (YJI)
Xaynr ®apma JlaTuHa ¢.pJL, © SIMHCTREHHEIM JCPKATENEM
JIOMH, TIOMIEXKAHM YIPABISHUIO H KOOPAHHALHH
co cropost Kovmannk Aenosa Xondunz FubX
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Knacenduxauua - TOJIBKO 14 BHYTPEHHETD IIDI[I@BDBAHHH



