CEPTHOHKAT AHAJIU3A

Ipenapat: ®nemoxcun Comotab®, Tabnerkn aucneprupyemee, 500 Mr

Ipomzsognrens ADC: Iepetrut C.A., Henanus

Honmep cepun ADC: V435789

i, denovd

e

IIponssoauTens Hepachacosannoro npoayrTa: Xaynt Papma Jlatuna

C.pJL, Hranus

Ileppuunan ynaxoska: Xaynt @apma Jlatuna C.p.JI., Vrama
Bropmanasa ynakoeka: XaynTt ©apma Jlatuma C.p.J1., Urams

pogywr Ne:

Cepus No: F40300
Hara
BBILYCKa: 27/06/2025

Hactosmum  NOATEEPIKI4EM,

HopMatHeHoil nokymentanun (HI) TC-001852-140125.

AMOKCH YEN RU 500 MI" TABJIETKM JUCTIEPIMPYEMBIE 20 HA
Hata npoH3soncTea
Crenupurang Ne

03/06/2025
RSPAMDO2F

YTO TIDKETIPHBENEHTAT WH(pOPMannd VKAlana KOPPEKTHD H COOTBETCTBYET

TlokasaTenin, MET0/bI Creunduranus Pe3yneTaTh
Onueanne, TaGnerxi ot Benoro fo Coorserctsyer.
Busyansuerit CEETNO-XKENTOrD LUBETA, TabneTxkn Henoro ugera,

ORATLHOM (QopMEL C
NOTOTHIIOM QHPMBT K
IPABHPOBKOIT Ha OIHOH
CTOPOHE M PHEKOIT,
paznemmouei TabneTky
NIOMoaM, Ha Apyroil
CTOPOHE,

[pasuposka:

Tabuneriu 125 mr-«231»
Tabneriu 250 mr - «232»
Tabnerrn 500 Mr- «234»
Tabnerkn 1000 mr - «236»

oBansHOH QOPMEL ¢ NOTOTHIIOM
thupmel i rpasnposrofl €234y
Ha ogHof CTOPOHE H PUCKOil,
pazaenmomeit TabneTry
[OTIONAaM, Ha ApYToi CTOpoHE.

MognuuHoCTL,
BBXX

Bpema ynepskneanusa
OCHOBHOTO MK Ha
XpOoMaTOTpaMME
HCIBITYEMOI0 pacTEopa
O HO COOTBETCTROBATE
BDEMOHH Y AEDKHBANHA
QCHOBHOIO TIHKE Ha
XpoMartorpamMme
CTAHIAPTHOrO pacTROpa
AMOKCHITIIIHHA

CoOTRETCTBYET.

Bpema yaepximasis
OCHOBHOTO TTHKA Ha
XPOMATOIPAMME HCHEITYEMOLIO
PacTBOpa COOTEETCTBYET
BPEMEHHN YAEPIKIBAITHA
OCHORHOTO MAKA M2
XPOMATOrpaMMe CTAHAAPTHOTD
PACTBODA AMOKCHLLILTHHA

Pacnagaemocrn®,

Erp. Gapm. v '@ PD

He Gonee 3 Mun

COOTRETCTRYET.
69 ¢
1 men

HncnepcHocT®, He meres 98 % uacTuu CooreeTcTByET.
Egp. dapm. unu I'd PD HOJDKHEL TIpoiiTH uepes curo | 100 %
710 nxm
Pacteopenne™?, 80 % Wﬂ_’h ‘ fEn 'j-‘g@ O Cootrerctayer %
Esp. apm. iy I'd PD r‘-{\‘ T hﬁh,ﬂ"‘?l};\ M He nposomiim

Pogcrsesnsie npumec,

BRKX

- Amorcnunanonoras gucnora/ 6-APA

- Amoxcnunnnns-2(R+8)-mnepazun-2,5-anon

- AMOKCHLUEITTHHA AHMED, GTRPLITRIH i 3aKPLITLIH
- AMOKCHUMILITMHA TPHMED, OTKPRTEI 1
3aKpLITHLH

- MIoBas equHHHaL HeHASHTH(ULIHPOBaHHA
OpUMECE (MPOAYKT PA3NOMEHHA)

He Ganee 1,0 %

CoOTBETCTEYET,

0,2%
0,0 %
0,4 %
0,0 %

0,0 %




CE PTI’I(IDH%AT AHAJH3A
Ipenapar: ®aemoxcun Comoral”, TabneTku gucneprupyemste, 500 mr 5':( i - 7
Ipomseopnrens A®C: Jeperun c A., Henanus o, denova
Homep cepnu ADC: V435789
[pomssoanTens HepacdacoBanHoro npogyxra: Xaynr dapma Jlarima
C.pJI., Mramas
Teppuunas ynaxoska: Xaynt ®@apma Jlaruna C.p.JL., Hranus
Bropuuras ynakesxa: Xaynr @apma Jlatuna C.p.JL., Utams

Mponyxr Me:  AMOKCH YETI RU 500 MI" TABITETKH JJUCTTEFTHPYEMBIE 20 HA

Cepra No: F40300 Hata mpomzeogcrea  03/06/2025
Hara Criewndpuraups Noe RSPAMDO2F
BRITTyCKa: 27/06/2025

IMokrasaTenn, MeTObI Creunduranun PesynnTtaTit
- CyMMa eausEmaHEX Hengentuunporannsix | He Gonee 1,0 % 0,0 %
npumeceii (MpoayKTos paznouetis)® _
- Cymma mpumecei (TpoayKTOR paiokenns) He Gonee 3,0 % 0,6 %
OanopoaHocTs A03HpPORaHNSY B cooTRETCTRHH ¢ CooTneTcTBYET.
Eep. ®apm. (Crocod 2) wmu [' PO TpeBGoRasHAMH
Muepofuonoruteckan uncrora*y CoorsercteyeT TpeGobaniam | CooTBeTCTRYET.
(HeBOUHBIE PEaPATLL T MPHEMA BHYTPE) uny Karteropus 3A. [0 Cootrercrayer
Eep. ®apwu. ynn I'D PO 1 He nposomnnm

ITpu BrinonHe HUN
PE3YITETATH CAEAYIOLUHE:
BEINERVKHBACT HCNBITAHHE
Miuxpobuonorinyecias
YHETOTA O3IHAYALT,

- OYAM: < 1000 KOE/r

- OUATIT: < 100 KOE/r

- E. Coli: oteyretsyers L r

Konutieersennoe onpeenenne 0793 % o 105 % or Cootsetcrayer,
BOXX 3aARNEHHOTO COACPIKAHNS 99 %
AMOKCHLHIUT HA

* Brimyckatouuit KOHTPOME KAYECTBA 110 mokasaTenamd «Pacmapaemoctsy, «JIncnepcroeTsy, «PacTBopeHuen,
«Murpobionornyeckas YHCTOTAY NPOH3BOAMTENEM TIPOBOJIHTCA B COOTBETCTEMN ¢ Tpefosasmamu Esponeiickol
apmakonen. [Tpn koHTpoie kKavecTsa npenapara & Pocortickoli Megepatnm momyckaeTos QNPEAENENHE YRATAHHLX
noxazaTenefi B COOTBETCTRBUY ¢o cratiamn ['D P,

D PO — ceruen & HopMatunnoii 01y MEHTALNN NpHBeaeHs! Ha Td P XV,

** HopMsl HpHBEIEHET IO COCTOMHNIO HA CPOK I'O/HOCTH EKAPCTREHHOTO TIPEMNAPATA.

1) KoHTpons 1o gasHoMy MOKI3aTeNio HE ABJACTCA PYTHHHEIM H MOXKET OTCYTCTBOBATS B ceprH(HKaTe adanuza,
HacToTa KOHTPONA YCTaHARHBASTCA TeXHieckoll AokyMenTaLieH NpeApHATHA-HITOTORHTEN.

2) TlapameTp Brmouer KoMmnanuell B COOTBETCTRNH €O CrasgapTaMi, TMPHERTEIME B Poccuilcxoit Qenepain ¥
CTAHAAPTHIALMN NaHHOi nexapeTBentofll GOPME], H MOMKET OTCYTCTREOBATE B cepTh(uxate ananu3a zapybemHoro
TIPOW3BOANTENA.

3) HienuiTanne NPOBOMAT TONBKO MPH BEIIYCKE.

/modnuce’

Ynongomogentoe o (HMa, GaMumid, IoANHCE)

Haeng Janmaiiio
YroaHoMone mmpm;qo
(vi)
Kaynrt ¢'api\- a ﬂlawmahc. i€ EMHHCTBEHHLIM AEpIKaTENeM 01,
no);nmzcauum ynpaanemnbﬂ KDOpHYHALI CO CTOPOHEY KOMTTAH I




Xaynt dapva Jlarsua C.p.J1. S8.156 Mopra Jlemmnan kv 47,600 04100 Bopro Can-Mumens

[punoxenne 1: Jonmeaanrteasnas undopmanms K ceprudukaty aHaamza mpenapara
®aemoxeun Comorad®, 500 Mr:
Homep cepun F40300
IMorazarens Crnienngurauns PesyibTaThl
YIAKOBKA Tabnetku mucneprupyemsie 123 mr, 250 mr, | CooTBeTcTyeT.
500 mr, 1000 mr—ro 5 Tabnerok B GAHCTEPE M3 | TafneTku gucHeprupyemsie®
TIONHBHHHIXAOPHAHOH [ACHKH W GOMETH | 7125 wmr
amomnsuesoil. IMTo4 Gnuetepa BMmecte © 00250 M]",
WHCTRpYKUMeH 110 NPUMEHEHHIO B KapTOMHOI !
nasxe. B 500 Mr,
J 1000 mr
- mno StaGnerok B Oaucrepe 3
NOMMBHANTOIOpHANON  [IEHKH W (PONETH

amomunAkeroil. Tlo 4 Gauerepa BMECTE €
HHCTPYKUMEH 1O TIpAMEHEHND B KApTOHHOH
navkxe.

* MapkupyIoT, CClii OpHMEHUMO
) P

MAPKHPOBKA

l:[' Hemepe Hd pycoron e VRA3blgdiont.

TOProEoe  HAaHMEHORAHWE
TpenynpefHTensHol

MEHIYHAPOAHOS
HalIMEHOBANIE,

Tipenapara c
Mapruposxei®,
HenaTeTORAHHOE

HO3HPOBKY, JIEKAPDCTREHHYID

dhopmy, NOroTHI BlAJIENLUA
PErHCTPALIIOHHOTO YAOCTOBEPEHNA
(rpaduueckoe  n3chpamwenwe H  HAANNCH
«CHEPLAPHARM» Oykeamp naTHHCKOTO
antanuTa), HOMEp CEpHHM B PEEKIMH
«Cepua:y, Oty IPOH3BOLCTBA, CPOK TOAHOCTH
B pemamumm:  «logen  fo», MOTYT GhiTh
YKa3aHB! 3AB0/ICKHE KB Y NAKOBKIL

Ma rapnronsoll  Rauke  Ha  pyYocKoal  AZbike
TOProBOe HaIiMmmg‘W‘ c
1peaynpeanTeEHOj \’F“b{(_a.mcﬁé B w
MEKIYHAPOIHOE /¢5> S :
aMMEHOBAHME, mte 2 iG

POINTENLHOM [ﬁl
npreMa BnyTpx?»ﬁ I 13
neficTRyIOWEro “:;' TRE, Hr @A.ieaem-.
BCMOMOTATEILHB, 7561 PN
TabneToK B YNaKongE; T a‘imm?“’
WLLOCTPHPYFOIHI “@W@L‘Ln g
YCIOBMA - XPAHEHHS, ymomm OTIyCKY,
TIpe/ly NpEANTElLHbIE  HAANHCH «XpaHuTe B
HepoctynHoM Juia neteii mecten, «Chocob
HpUMEHERHA W JIO3Bl, CM. HHCTPYKIIHION,
womep cepid B penawmun «Cepuamy, party

COOTBETCTBYET CNEAYIOUIEMY:
Ha Gnuciene He 2YCCROM AZ0IKE VICUIGH D!

TOProBOE  HAHMEHOBAHHE  TPEnapata ¢
NpenynpeanTensHol MAPKHPOBLOH @
MEIK LY HAPOAHOS HEMATCHTOBAHHDE
HAHMCHOBAHHE, J[IOZNPOBKA, JEKAPCTBCHHAA
dhopma, ROroTHN BIEACNBUA
pericTpannot [HOTO YHoCTO BE]JBHI-U]
(rpaduyeckoe  uzoOparkeRHME W HAATWCEH
«CHEPLAPHARMy Gyxeamu NaTHHCKOTO
andasuTa), HOMEDP CEPHH B  PEHAKLUH

((Ctpllljlm, [aTa NPONIBC/ACTEE, CROK FOAHOCTH
I PeOaKIHHL «l'omeH 10:», JABOACKHE KO.b
YTTaKOBKH.

Ha rapmonnoil nauke Ha  pycckon  S3eice
VRAZANo:

TOProBoe  HAUMEHOBRHHE
fpenynpealTensHoi
MEN LY HApOaHoe

npenapara ¢
MapKHpOBROiH LS

HETIATCHTORAHHDE
HaHMEuOoBaHMe, JiekapcTBeHHas (opma &
pOnWTENLHOM  HAeKe, A03MpoBka, «Jlna
TNpHeMa BHYTPER, HAZBAHHE H COACpiKaHHe
I[EHCTB}’IU[[.(EFD BCLICCTBE H TiepeteHb
BCTIOMOTATENREHEIN  BELIECTE,  KOJAUYECTBO
rabieToK B yNaKopKe; rpadiuieckuil pucyHOK,
HAMOCTPHPYIOIKIL  cnocol  mpumeneni;
YenoBnA XpaHeHnda,  YCIOBMA QTIycKa,
npenynpelnTenshpe Haamen «XpaHuTe B

[Cnncendimsairg -

Crpannua 1 w32
TONLKG JU1A BHYTRPEHHENO NONL30BAIKS




MoxazaTens

Creungukanmsn

PeayneTaThl

TPOM3BOACTRA, CPOK TIOAHOCTH B PenaKiu:
«lozen now, Hassamue, AOpec ® CTpaHy
NPOHIBOAHTENN, HASBAHHE, @JPEC W CTpaHy
BIamenkia PErHCTPALIMOHHOTO
YAOCTOBEPEHUA, ero JoroTun (rpadudeckoe
m3obpanenye u Hagmucs «CHEPLAPHARM»
B e CTROKH DyKBaMu IATHHEKOro andiasuTa),
HOMED PErUcTpalMoOBRHOre ynocmaepemm,
WITPHXKOHA, MOryT OblTh YKAIaHE 3ABGACKHE
KOABI  YNAKOBKH  ©  KpacBele  METKH.
Pacrionomkenne — 3@BOACKMX  KONOB M
NOCePHHEIX  JAHHBIX Ha  KOMMEpHeckoi
YTAKOBKE MOKET HAIMEHATHES.

Hawnocuten uudopmauus LId MoHNTOpHHra
ABHIKEHHA JIEKADCTBEHMOrG Dpemapata  oT
MPOHIBOMHTEN 10 KOHENMHAOIO noTpefnTend:

FnoBanbHerd!  upeHTHOHKALKOEHEIT  HoMep
Toprosoit eputiusl (GTIN), HHIREHIYANLHET
cepHHuLIi HOMED BTOPHYHOH
(noTpeturenscroit) YIIAKOBKH (CH),
NBYMEPHBLI WTPIXOROH KoL,

HepocTynHoM JUis peteii mecte», «Croco
NPHMEHEHNA W [O3K  CM. HHCTPYKLHION,
HoMep cepui B pemaxumi «Cepusts, marta
NPOHIBOACTRA, CPOK TOAHOCTI B peAaKuunu;
«lomen pmow, wWasmamwe, agpec u cTpaHa
NPOH3BOMUTENS; HAIBAHHE, @APEC H CTpaHa
BNaNENkIa PETHCTPALIMOHHOID
YHOOCTOREPEHI, ero noroTun (rpadudecroe
uzobpacenne o paxmcs « CHEPLAPHARM»
B ABe cTpokH Oy KBamu naTHuckoro andianuTa),
HOMED  PErHCTPANOHHONO  YAOCTOBEPEHNA,
LITPHXKOJ; 38BOJCKHE KOL YIAKORKH,
Hanecema wndopmatyus ans MoHutopuura
UBIKEHHA  NEKApCTREHHOrO [Iperapata oT
MPOH3IBOAHTENA JI0 KOHEUHOTO NOTPeGHTE L,
FnoGansustii  uasHTHdHKaunombit
TOProRoi EANHILIEI
HHOHBHAYANEHE cepuiianiit
BTOpHuHeil  (oTpeduTenkLcroil)
(CH), meyMepHBLl wrpuxonoil ko,

HOMEP
{GTIN),
HOMEP
VHAKORKH

CPOK
FOOTHOCTH

3 neT.

Coorseterayet,

5 net,

Hara npouzrogerea: 03/06/2025

Hara orouvanun cpoka ropgsocTin 05/2030

XPAHEHHE

XpaHuTh NPpH Temmepatype He Buime 25°C,

CooTeetcTByeT.
XpauuTs npH TeMnepatype ue sime 25°C,

HacTosmny nogTeepskniae, HTO HibKeNpHBELERHAn HHPOPMAL  YKA3aHA KOPPEKTHO M COOTBETCTRYST
nopMatHeHoOil goxymerTaunn (HIT) JIC-001852-140125.

HacTosmmM noptsepxnaro, UTO BhlllleyKazaHHas HEDOPMALIUS SBIIeTCa NocToBepHOH | ToUHOoil.
Hannas cepus mpemapata IPOM3BECHA, BKIIOYAT YIAKOBKY H KOHTPONE KAYECTRA, Ha
BBINICYKASAHHOH [UIOMlaZKe B TONHOM COOTRETCTEME ¢ TpeBosanuamu GMP MectHOTO
DEryIMpYIONIEro Oprasa i HOpMaTusHoil moxyMenTtatuei (HIT) JIC-001852-140125.

BeurH NpOBEpEHE! MPOTOKONE! OGPAGOTKH, YIAKOBKH M aHAIH3A CEpHH, KOTOPHIE TIPH3HAHLI
COOTBETCTBYOIMMA Tpebosanusym GMP EADC,

OTKIoHeRHNs, ECITH ORE HMEH MECTO, GBUIH PACCIENOBAHE! H YCIIELLHO YCTPAHEHEL

/mednucs/

Y1io1H0M0MeRHOE IO (M, HaAMHITHS, TOJTIHCE)

JMasna Danmanno

YRonHoMoueHHOS S

(¥

Xaynr ®apma JlaTira €.pJL, ¢ eAMHCTREHHRIM IEPIKATEIEM A0,
NOANEWALIM YIIPARNEHIIO 1 KOOPIHHALMN CO CTOPOHL! KOMIAHHH
Aernosa Xondunz F'nbX

Hara 27 utons 2025 2.
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