CEPTUD®UKAT AHAJIU3A
aenova

Ipenapat: @PIEMOKCHH Comota6®, TabneTku nucneprupyemsie, 500 mr

Mpoussoautens ADC: Jleperun C.A., Hcnanus
Homep cepun ADC: V435789

TpoussoauTenb HepacdacosanHoro npoaykTa: Xaynr ®apma Jlaruxa C.pJI., Mranus
IMepeu4nas ynaxoska: Xaynt ®@apma Jlaruna C.p.JI., Hranus
Bropuunas ynaxoska: Xaynt ®apma Jlarusxa C.p.JI., Hramas

TpomykT Ne: AMOKCH YEIT RU 500 MI" TABJIETKH JUCIIEPTUPYEMBIE 20 HA
Cepust Ne: F40500 Jara mpomssogctea  03/06/2025
JlaTa BeITyCKa: 30/06/2025 Creunduranma No RSPAMDO2F

HacTosImuM TOATBEPIKIAEM, 91O Hmfcerrpmeneﬂﬂaa Hmbopmam yKasaHa KoppeKTHO 'H

COOTBETCTBYET HOPMATHBHOM NOKYMEHTAIAH (HID) JIC-001852-140125.

TlokasaTejn, METOObI

CrnenupuKauus

Pe3yabTaThl

Onucanue,

TabneTku OT 0eIoro A0 CBETIO-KENTOro

COOTBETCTBYET.

BusyansHeli lBeTa, OBANBHON (OPMEI ¢ morotunom | Tabnerku Genoro LpeTa, 0BaNBLHOH HOpMBI
(GUpMBL M TPABHPOBKOM HA OJHOMH [ C JIOTOTHIIOM (WPMBL H TPAaBHPOBKOH
CTOpOHe M pHCKoOl, pasmensmiomei | «234» Ha OJHOH CTOpOHE H PpHCKOH,
Ta6IIeTKy NOToaM, Ha IPYToil CTOpOHe. | pasfiendioieil TabneTky momojaM, Ha
['paBupoBKa: IpyTOil CTOPOHE.,
Tabnetku 125 mr - «231»
Tabneriu 250 Mr - «232»
Tabnerkn 500 Mr - «234»
Tabnerku 1000 Mr - «236»

IoaMHHOCTD, Bpems ymep)HBaHHi OCHOBHOTO IHKa | COOTBETCTBYET.

BOAX HA  XpOMaTorpaMMe  HCIIBITYeMOro | Bpems yAepKHBaHMI OCHOBHOIO MHKA Ha
pacTBopa JOJDKHO COOTBETCTBOBATH | XDOMATOTPaMMe HCIIBITYEMOTO pacTBOpa
BpEMEHH yIEP)KUBAHHS OCHOBHOTO MMKA | COOTBETCTBYET BPEMEHH yIEPIKMBAHHA
Ha ~ XpOMaTrorpamMMe  CTaHIAPTHOIO | OCHOBHOTO MHMKAa Ha XpOMarorpamme
pacTBOpa aMOKCHIMIIHHEA CTAHAApTHOrO PACcTBOPa AMOKCHIHIITHHA

PacnagaemMocTh*, He 6onee 3 MuH CoOTBETCTBYET.

Esp. ®apm. unu I'® PO e

| MuH
JlucniepcHoCeTh, He menee 98 % yacTHL] IOIKHEI poiity | COOTBETCTBYET.
Esp. ®apwm. unu I'Q PP yepes cuto 710 MxMm 100 %

Pacteopenne*?,
Esp. ®apM. unu I'® PO

80 % Q 3a 30 MuH

X CootsercteyeT 102 %
[ He nposoauii

PogcTBeHHEIE NPUMECH,
BOXX

- AMOKCHIIMIIIIOHOBAA
xucnora/ 6-APA

- AMoxcuupnuH-2(R+S)-
nUnepasuH-2,5-1HOH

- AMOKCHLUIINIMHA JTHMED,
OTKPBITEIi 1 3aKPHITHIH

- AMOKCHWILMIITIHHA TPHMED,
OTKPBITEIH K 3aKPBITHIH

- Jio6ast eIHHIIHAN
HeUIeHTHHIHPOBAHHAS
npumMech (IPOIYKT
PAIOKEHHA)

- CyMmMa eqMHHYHBIX
HeUIeHTH(HHITHPOBAHHBIX
npumeceii (MpoyKTOB
pasnoxenus)”

- Cymma npumeceit
(IPOAYKTOB PasiioKEHHA)

He 6onee 1,2 %
He 6onee 1,0 %
He 6omnee 1,3 %
He Gonee 1,0 %

He 6onee 1,0 %

He 6onee 1,0 %

He 6osee 3,0 %

COOTBETCTBYET.
0,2%
0,0 %
0,4 %
0,0 %

0,0 %

0,0 %

0,6 %




CEPTUO®UKAT AHAJIM3A

Ipenapat: ®nemokcun ComoTaG®, Tabnetku gucneprupyemsie, 500 Mr

ITponseoautens ADC: Jlepetun C.A., Mcnanus
Homep cepun ADC: V435789

IIpoussoauTens HepachacoBannoro npoaykra: Xaynr ®apma Jlatuna C.p.JL., Hramus
Iepsuynas ynaxoska: Xaynr ®@apma Jlatuna C.p.JL., Hramust
Bropuunas ynakoeka: Xaynr ®apma Jlatusa C.p.JL., Hranus

TIpomykT Ne: AMOKCH YEII RU 500 MI"' TABJIETKM JUCIEPI'MPYEMBIE 20 HA
Cepus Ne: F40500 Iata mpou3BoACTBa 03/06/2025
Hara BBIMyCKa: 30/06/2025 Cnermmduxaims Ne RSPAMDO2F
TlokasaTenu, METOALI Cneunduranus PesynsTaTsl
OpHopoAHOCTh B cOOTBETCTBHH ¢ TpeOOBAHUAMH CoOTBETCTBYET.
JA03HpOBaHUsSY

Esp. ®apu. (Criocob 2) unu
r'd PO

daernova

MukpoGHoornyecKas CooTBeTcTByeT  TpeGoBaHHAM umi | COOTBETCTBYET.
ypcroTa*? Kareropus 3A. [0 CooteetcTByeT
(HeBOIHBIE TpENapaTsl A X He nposoguii
[pHeMa BHYTPE) [Tpu BBITIOJTHEHHH Pe3yIbTaThL
Esp. ®apM. i 'O PO CITEYIOUIHE: BBIAEPKHMBAET HCIBITAHHE
Mukpobuonoruyeckas JHCTOTA
O3HAYaEeT;

- OYAM: < 1000 KOE/r
- QYJIIIT™: < 100 KOE/r
- E. Coli: otcytctByeTB 1 T

Konn4yecTBeHHOE Ot 93 % mo 105 % ot 3a9BIEHHOTO COOTBETCTBYET.
onpeneseHne coJiep:kaHnA aMOKCHIIMIUIAHA 99 %
BOXX

* BRITyCKalOMMii KOHTPOIb KayecTBa IO moKasatensM «Pacnajgaemocts», «JlucmepcHocts», «PacTBOpeHue),
«MHKpOGHOIOTHYECKas YMCTOTA) [IPOH3BONUTENEM NPOBOJMTCA B COOTBETCTBUM ¢ TpeGoBanmiMu Eppomelckoi
dapmaxonew. [Ipu KOHTpPOJTIE KadecTBa Npenapara B Poccuiickoi denepaluu 10Ny CKaeTes ONPEIENeHHe YKasaHHBIX
HOKa3aTelel B COOTBETCTBHH CO cTaThaMu ['D PD.

['® PD - ccuiku B HopMaTHBHORM NOKyMeHTauy NpuseaeHs! Ha I'® PP X1V,

** HopMbl PUBEJIEHBI 110 COCTOAHMIO HA CPOK FOMHOCTH JIEKapCTBEHHOrO Npenapara.

1) KOHTpOh MO NAHHOMY MOKA3aTE/0 He ABJSETCA PyTHHHBIM M MOXKET OTCYTCTBOBATH B CEPTHQUKATE aHAIHN3A.
YacToTa KOHTPOJIS YCTAHABIMBAETCA TEXHUIECKOH NOKYMEHTAIMEH IpeNpHATHA-U3IOTOBUTENA.

2) Tapamerp BkmodeH KomraHueil B COOTBETCTBHH CO CTaHJAPTaMHM, NPUHATBIMH B Poccuiickoil Deepauyn K
CTAHIAPTH3ALMH TAHHON NeKapCTBEHHOH (JOpMBI, B MOXKET OTCYTCTBOBATh B CepTH(HKATE aHANN3A 3apy0eKHOro
MPOHM3BOIHTENS.

3) HcmeiTanue NPOBOJIAT TOJBKO NPH BBIITYCKE.

1 urona 2025 2.

HMara:

Lasuo [laamayuo

VnongomMoueHHOE A0 (MM, (haMUITHs, TOIINCE)

Itamn: Jasug Jaamanuo
Ynoauomouenroe nuuo (YJI)
Xaynt @apma JlaTuHa ¢.p.JL., C 6HHCTBEHHBIM JAepKaTENeM
JIOJTH, TIO[UTEXAIMM YIPABIECHHIO H KOOPAHHALHH
CO CTOpOHBI KOMITaHUH Aexoea Xondunz I'mbX

f
|

FABEVIOU KA GIRITAL
*ARABALMH OMTUBOM T0PFOB I

NEKAPGTBEHHBMIA

op

CPEACTIAMN

- " w7\ crnla 1A
000 «SENNAGAPMy KVAEIWIA K. A



aenova

Xaynt ®apma Jlatnna C.pJ1. SS.156 Moutu Jlenunu km 47,600 04100 Bopko Can-Mumens

[puroxenue 1: Jomonumrensnas wHpopManus K cepruduKary aHaau3a Ipenapara
®aemoxcnn Comorad®, 500 Mr:

Homep cepru F40500

ITokazaTenb

Crneunduranus

PesyabTaThl

YITAKOBKA

Tabnetku mucnmeprupyemele 125 mr, 250 mr,
500 mr, 1000 mr - o 5 Tabnetok B GMMCTEpE
W3 TIONMBHHUIXJIOPUAHOH TIIeHKH H (onbru
amomuuueBoil. Ilo4 OmucTepa BMeECTE C
HHCTPYKIMeH 10 NPHMEHEHHIO B KAPTOHHOMH
Tavke.

CoOTBETCTBYET.

TabneTkd AuceprupyemMpie*

[ 125 mr,

O 250 mr,

X 500 mr,

0 1000 mr

- mo STtafnerok B  OnHcrepe M3
MONMBHHIUIXJIOPHAHOM TUIGHKH M QONBIH
amoMuHueBoi. [lo 4 OmucTepa BMecCTe C
WHCTPYKIHER MO MPUMEHEHHIO B KapTOHHOMH
mavKe.

* MapKkupyroT, €CJIH IIPUMEHHMO

MAPKHPOBKA

Ha 6rucmepe Ha pycckoM A3bIKe YKA3LIEAROM.
TOproBoe HAMMEHOBAHWE [Mperapata ¢
npefynpenuTensHOil  Mapkuposkoi  ®,
MEXIyHApPOLHOE HEMaTeHTOBAaHHOE
HaMMEHOBaHWe, JO3MPOBKY, JIEKapCTBEHHYIO
opmy, JIOTOTHIT BIIa/IeNbLA
PETHCTPALIOHHOT O YIOCTOBEPEHHUA
(rpadiyeckoe H300pakeHHE U HANKCh
«CHEPLAPHARM» OykBaMH JIaTHHCKOI'O
amdaBuTa), HOMEpP CEPHH B  PENaKIHH
«Cepusi:»,  maty  IPOH3BOICTBA,  CPOK
roguocTH B pemakiui: «[ogeH mo:», MoryT
OBITH yKa3aHbl 3aBOACKHE KOJIbI YTAKOBKH.
Ha KﬂpJ’HOHHOﬁ nauyKke HA pPYCCKOM HA3blIKE

YKA3vlearom.

TOProBoe  HaWMEHOBAaHME Tpemaparta ¢
npeaynpeauTeNsHOM  MapkupoBkod  ®,
MEM Ly HAPOHOE HEMAaTeHTOBAHHOE

HAaUMEHOBAHKE, JIeKapcTBeHHylo ¢GopMy B
POMMTENHHOM Tagexke, MO3HPOBKY, «Jlma
IpueMa BHYTpPbY, Ha3BaHHE M COJEPKAHHE
JEHCTBYIOMEr0  BellecTBa W INEpedeHb
BCIOMOTATENRHEIX  BEIIECTB;  KOJHYECTBO
TabJIETOK B yIIAKOBKe, Tpauueckii pPUCYHOK,
WIIOCTPHPYIOLMA  crocod  MpHMEHEHMS,
YCIOBHS ~ XPaHEHWS, YCIOBHMA  OTIYCKa,
npeaynpeuTebHble HaANMcH «XpaHuTh B
HeJOCTyIHOM i feteil mecte», «Crocod
IpPAMEHEHHs ¥ JO3BI, CM. HHCTPYKLHION,
HoMep cepuu B pefakumu «Cepusiy», pary
NPOM3BOJICTBA, CPOK TOJHOCTH B PEAKLIHM:
«ComeH no:», Ha3BaHHE, ajpec M CTpaHy
NpOM3BOAMTENA; HA3BaHHE, agpec M CTpaHy
BIAENbIA perncTpalMoOHHOTO
YIOCTOBEPEHHA, ero JOroTHI (rpaduueckoe
uzobpaxxeHHe " HaJMUCh
«CHEPLAPHARM» B JBe cTpokH OyKBamMu

CoOTBETCTBYET CEIYIOMEMY:

Ha 6nucmepe na pycckom A3vike YKA3ZAHO:
TOpProBoe HAUMEHOBAaHHE Ipemapara C
npeiynpeIMTeNbHOM  MapkupoBkod %,
MEXIyHApOJHOE HENaTeHTOBAHHOE
HAHMEHOBAHHe, NO3MPOBKA, JIEKAPCTBEHHAL
tdopma, JOTOTHUI BIIaJINBIIA
pErHCTPaOHHOTO yIOCTOBEPEHHA
(rpadrgeckoe m300pakeHME U HAMMKChH
«CHEPLAPHARM» OykBamMu IaTHHCKOTO
andaBuTa), HOMEp CEPHH B pPENaKIHH
«Cepms:», JaTa  NPOM3BOJACTBA,  CPOK
rogHocTd B pemakumu:  «lomen  mow,
3aBOJCKHE KOJbI YIAKOBKH.

Ha xapmonuoti _nauke HA pYCCKOM A3blKe

VKA3aHO:

TOProBoe HAHMEHOBAHHE IperapaTta ¢
IpeslynpeuTensHOil  Mapkuposkoit  ®,
MEXITyHAPOJHOE HETaTeHTOBAaHHOE

HaWMeHOBaHke, JIeKapCTBeHHad ¢opma B
pOAMTENBHOM Tajexke, MO3HpoBKa, «Jlns

npueMa BHYTph»; Ha3BaHHE H CONEpIKaHUe
JIEHCTBYIOLIErO  BEIMIECTBA M MEpEYeHb
BCIIOMOTAaTENbHBIX  BEINECTB;  KOJMYECTBO

TabJIeTOK B yNakoBKe; Tpa)H4ECKIH PUCYHOK,
WITIOCTPUPYIOMHKH  CIIOCO0  NMpUMEHEHHS,
YCIOBHA ~ XpaHEHHsA, YCIIOBHMA  OTIYCKa,
npefynpeIHTeNbHble HaAMHCH «XpaHHTh B
HeOCTYMHOM mig JieTelf Mectey, «Cmocob
NPEMEHEHHSA M JO3BII  CM. HHCTPYKLIHION,
HOMEp cepui B pemakiuu «CepHsi», Jarta
NPOM3BOJCTBA, CPOK TONHOCTH B PENAKIIHH:
«Comen pno:», HasBaHWe, ajJpec H CTpaHa
[POM3BOMIUTENS; Ha3BaHHE, agpec W CTpaHa
BlajelbLa PETHCTPALIMOHHOTO
YIOCTOBEpEHH s, €ro JIOTOTHII (rpaduueckoe
n3o0paxeHuUe H Ha/ITHCh
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Knaccudurauus - TOJILKO 7151 BHYTPEHHEI'O ITOJIL3OBAHMA




\ aenova

TMoka3zaTejb

Crnenndurauus

Pe3yabTaThl

ITaTHHCKOrO andasHTa), HOMEp
PErHCTPaIHMOHHOTO yIOCTOBEPEHH,
IITPUXKOL; MOTYT OBITh yKa3aHEl 3aBOJCKHE
KOJEI  YHNAaKOBKM M KpaeBble  METKHU.
Pacno/io’keHne ~ 3aBOACKHX  KOMOB M
nocepuiHBIX HAHHBIX Ha KOMMEPYECKOH
YIAKOBKE MOXET H3MEHAThCA. Hanocures
ua(opMalHs 111 MOHHTOPHHTA [BHIKEHHS
JIeKapCTBEHHOTO npenapara oT
NPOU3BOHMTENSA A0 KOHEUHOTO MOTpeduTeN:
rnoGaNbHEl  MIeHTHQUKALLOHHEIH HOMEp
TOproBoit €/THHHIIBL (GTIN),
WHHBHITy allbHBLHA cepuHHbII HOMEp

«CHEPLAPHARMY» B nBe cTpoku GyKBamMH
JIATHHCKOTO andasura), HOMEp
PErMCTPALIMOHHOTO yIOCTOBEPEHIA,
IITPUXKOL; 3ABOJICKHE KOJIBI  YMAaKOBKH.
Hanecena wundopManus g MOHHTOPHHTA
IBIDKEHMS JIEKAPCTBEHHOrO Ipemapara oT
TIPOM3BOIMTENS O KOHEYHOTO NOTPEOUTEIIA.
['nobaneHblil  HISHTHGHUKALIHOHHBIH HOMEP
TOProBOH € THHHULIBL (GTIN),
HHIUBHY allbHbIH cepuitHbIH HOMEp
BTOpUYHON  (TIOTpeOMTENBCKOH) —YHAKOBKH
(CH), nByMepHEIi ITPHXOBO#H KO

BTOpWYHOM (MOTPEOHMTENBCKOH) —yIAKOBKH
(CH), nByMepHSIi INTPUX0BOM KO
5 7er.

CPOK
rogJHOCTH

COOTBETCTBYET.

5 ner.

Jlata mpoussozcrea: 03/06/2025

JlaTa okoHuaHus cpoka rogHoctH: 05/2030
COOTBETCTBYET.

XpaHuTh [pH TeMIepatype He Beime 25°C.

XPAHEHHE XpaHuTE Npy TemIiepartype He Beime 25°C.

HacTosiM TOATBEPXKIAEM, UYTO HIDKEIPHBEJEHHAs HH(popmalpus ykazaHa KOPPEKTHO H
cooTBeTCTBYeT HopMaTuBHOM noxymenTanuy (HJT) JIC-001852-140125.

HacTOSIHM TIOATBEPXIAIO, UTO BHIIEYKa3aHHas HHOPMAIHS ABIAETCS HOCTOBEPHOM U TOUHOH.
JlaHHas cepHsl Tpenapara IIPOM3BEJEHA, BKIIKOYAs YIAKOBKY M KOHTPOJb KayecTBa, Ha
BEIIICYKAa3aHHOM IUTONA[Ke B IONHOM COOTBETCTBHH C TpeOOBAHHAME GMP wmecTHOTO
PETYIUPYIOIIEr0 OpraHa i HOPMATHBHOH JIOKYMCHTAIlHEH (HIT) JIC-001852-140125.

BBUIH IIPOBEPEHBI MPOTOKOIEI 0OPabOTKH, YNAKOBKH H aHAIHM3A CEPHH, KOTOPBIC IMPH3HAHBI
coorBeTcTByoIMMH TpeboBanmsim GMP EADC.

OTKIIOHEHHS, €CJIM OHU HMeId MECTO, Op1TH paccuenoBaHbl H YCIICIITHO YCTpaHCHBL.

Jasuo [anmayuo Hara: [ wona 2025 2.

VIOTHOMOYEHHOE THIO0 (MM, HaMEIIHs, IOIIHCH)

IIramn: Jasun Janmanuo
Ynoanomouentoe jauuo (YJI)
Xaynr ®apma JlaTHHa C.p.J1., C eMHCTBEHHBIM ASPHKATENIEM
JIONH, TIOUIEKANTHM YTIPABIEHHIO H KOOPAMHALMH
O cTOpOHBI KoMmanuu Aenosa Xondunz ImbX

T LBE VIO UK TR
OPT AHASALMY ONTOBOW TOPTOB N

JIEKAPCTBEHHBIMW CPEACTBAMN

)0 «ENNAGAPMy KYREMMHA H. A.
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