CEPTHOUKAT AHAJTH3A

Hpenapar: Dnemokcuy Comotat®, Tafinerky nHcneprupyemere, 250 mMr
Hponssogutens ADC: Heperin C.A., Ucnauus

Homep cepun ADC: V435802; V435801
Mponzsogurens HepacdacoBannore o
Mepeuynan ynaconka: Xaynr Qapwa

ponyxra: Xaynt ®apma Tatuna C.p.JL, Hranma
Jlataya C.p.J1., Hramis

Bropu4nas ynmaxosxa: Xaynr Dapma Jlatusa C.pJL., Hramus

Tpoxysr Ne: AMOKCH YEI RU 250 MI" TABJIETKH HHCTIEPTHPYEMBIE 20 HA
Cepus Na: F6954601 Hata npoussofcrsa 23/07/2025
Hara peimycka: 10/09/2025 Creundukarg Ne RSPAMDO2F

C  NOTOTHIOM HPMEI H
TPAEMPOBKOH HA OXHOI cropoHe u
PHMCKOH, passenmomei TableTiy
llononawm, Ha apyroli cropone.
T'paenponka;

Tabneru 125 Mr - «231»
Tabnern 250 mr - «232y
TaGrerkn 500 mr - «234y
TaGneta 1000 mr - «236»

Hoxasatenn, merogs Creunguranus Pesynnrars:
Onnecanue, Tabnetku or Genoro o CBETIO- | CooTBeTCTRY T,
Busyansuerit HENTOrO IBeTd, OBaNBHOH dopmsl | Tabnerky Benoro uReTH, opamsEO

POPMEL ¢ floroTHNOM KoMmaHHH ¥
TpasupoBroil  «232» Ra  opmoii
CTOpOHE M pickol, pasmemmomeli
TableTky TomomaM, ma npyrol
CTOpOIE,

HEHAEHTHHIMPORAHHEIX MpHMEeces

(nponyxTos pasnowerns)?)

Hoamuumnocrs, Bpems ymepwsBanni ocHosHoro CooTseTcTsyer.

B3 HHka Ha Xpomarorpamme | Bpems  ynepmmsamus  ocHosmoro
HCIBITYEMOTO  DACTBOPE  NOMKHO | Mika Ha XpoMarorpaMme
COOTBETCTRORATE BPEMEHH | HCILITYEMOTO pacTeopa
YICpIKHBANHA OCHOBHOTO NWKa ia COOTRETCTRYET BREMEHH
XpoMarorpaMme CTAHAIPTHOTO | YAEDIKUBARMA OCHOBHOID ITMKA Ha
PacTBOpa aMOKCHUMATHHA XpoMarTorpamme CTAHAAPTHOO

PacTBOPA AMORCHITHIL 1A
Pacnagasemocts®, He Gonee 3 vy Cootsetcnyer.
Esp. ®apm. umu I PO 40¢
1 Mun

ducnepenoere®, He mence 98 % gacrim nomius: Cootneretnyer.

EBp, ®apy. win I'd Pd IpOiiTH yepes curo 710 mim 100% P

Pacteopenne™?), 80 % Q 32 30 Mmun g D_"ﬁd&ﬁﬁéfhygﬁ ' %

Erp. ®apm. wiu I'd PO - | X He npomomsmy, -

Popeteenunie npuvecs, | 7 [Cooteercrayer. |5

B3XX AT Wl L

- AMOKCHURIUIORORAS KHenota/ 6-APA | He Gonee 1,2 % 0,3 %00 hiss:

- AMDxc.Hu'ymmrHJ[R+S)-nunepaanﬂ- He Gonee 1,0 % 0L % 4

2,5-n1on o

- AMOKCHIMITHHA AHMep, OTKPEiTEIH | He Gomee 1,3 % 0,4 %

3KPLITRI

= AMOKCHIRILTHES TPHMED, OTKPETEL 1 | He Gonee 1,0 % 0,0%

3AKPAITETH

- Thobas equnanay He Gonee 1,0 % 0,1 %

HEHACHTHHUNDOBAHNAT HPHMEck

(mpony«kT pasnosxens)

- CyMMa eTHRHTHED: He Gonee 1,0 % 0,1 %




T

CEPTU®HKAT AHATIM3A

Ipenapar: PAEMOKCHR Contotab®, TaGaeTKy AHCNEPrupyeMELe, 250 Mr
TIponspomutesns ADC: Ileperun C.A., Henatus

Homep cepun ADC: V43 5802; V435801

[Ipon3BOANTE/T: HEpACHACOBAHHOTO npoayicra: Xaynt apma Taruna C.p.JL, Hramus
[MepButHas yIAKOBKA: Kayrr Qapma JlaTara C.p.JL, Hramsa

BropuiHas ynaKosKa: Xaynt ®apma Jlarusa C.pJL. Wrannas

L aenova

TIpomykT Mt AMOKCH HEIT RU 250 MI' TABJIETKH IMACHEPTMPYEMBIE 20 HA
Cepas Na: F6954601 TlaTa MPOHIBO/CTSA 23/07/2025
TTata BBITYCKE: 10/09/2025 Crenmguxait N RSPAMDOZF
IMToka3zaTenH, METORR! Crenudruicannus PeaynsTaThl

FCmea nprveced (TPOAYKTOB He Gonee 3,0 % 0.9 %

PA3NOKEHHH)

OHopoaHOCTh [03MPOBAHNE B cooTseTcTauM ¢ TpeboBasHaMy CoOTBETCTEYET.

Egp. @ap. (Criocof 2) wiK T®PD

Muxpobuonorieckas queroTa*? CootpeTcTByeT TpebOoBAHUAM HITH CoOTBETCTRYET.

(HerOMAEIE MPENapaThl Al npHEMA Kareropusa 3A. [0 CooTReTCTRYET

BHYTPE) X He ripoBoaim

Egp. DapM. WK rope TIpH BEIOMHEHHH Pesy/ABTATH

CcReYIOLHAE; BEACDKHBACT
wensiTanke MrkpobHOnormieeKas
qHCTOTA 03HATALT!

- OYAM: < 1000 KOE/r

- OYJITIT: < 100 KOE/r

-E. Coli: otcytctsyers 1 1

KonyuecTReHHOR OTPEAEIEHHE OT 93 % no 105 % oT 3asiBNISHAOTO CooTRETCTRYET,
BIAX CONEPKAHIL AMOKCHLIIMEL 96 %

¥ BeImycKalomHA KOHTPOILL KavyecTsa TO TNOKAIATENAM «PacmanaemMocTsn, «JIHCTIEpCHOCTRY, «PacTBOpEHHAEY,
«MukpobuonoriHeckas HHCTOTa MpoM3BOIATENEM TPOBOMITCA B cooTBercTEHE ¢ TPeOORAMHAMU Empomneiickof
Dapmakoned. Tipn KouTpone KawecTsa npenapara B Poccufickoii Denepaiiy  JOMYCKASTCR QPENENCHHE
yKa3aHHBIX mokasaTeneii B COOTBETCTREH CO CTATRAMH Td P,

'® PO — cChnEH B HopMaTHRHOH A0KYMEHTALHH npueeiens Ha [P PO XIV.
#% Hopubl NPHBEISHSI TIO COCTOTHIC Ha ¢pOX FOIHOCTH JIEKAPCTEEHHOMD perapaTa.

1) KoHTpois MO JAHHOMY oKA3ATENO HE ABMASTCA PYTHHHEIM H MOMET OTCYTCTBORATE B cepTHOUKATE AHATHIA.
UYacToTa KOHTPONA YETAHARMIMBAETCA rexHreckoil TokyMenTaLyiel NpEeANPUATILEIS FOTOBHTENA.

2) Iapamerp BKAKOHEH Komranuelf B COOTHETCTRHH €O CTAHJIAPTAMIL, NPHAATEME B Poceuficroil denepallin K
CTAHAAPTH3AITHE JaHEOH NeKapcTECHHOH (opMET, M MOKET OTCYTCTBOBATL B cepTidHKaTe AHANN3A 3apyDeHOro
TIPOF3B0AHTEN.

1) McneTadke OpOBOIAT TONEKO MPH BEIUTYCHKE.

/nodnucs/ Jara 11 qéflﬁﬁp# 20@5;_1-‘.
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Kaynr dapma Jlatasa C.p.JI. 85,156 Mowrtu Jlenunmn i 47, 600 04100 Bopro Can-Mumiens

Ipanoxenue 1: JomomnureitHas uHbopManus K cepTHGUKATY aHANH3A Npenapara
DemoKcHH Cuam’raﬁ‘m, 250 Mr:

Honep cepan F6954601

MMokazaTens

Crneunduranua

PesyneraTet

YIAKOBKA

TabneTkH mucneprapyeMere 125 Mr, 230 Mr,
500 mr, 1000 Mr — no 5 tabneTok B GamcTepe
H3 NONHBMHMIIXTIOPHAHOH mieaxy ¥ Doneru
amomuuMeroi. Ilo 4 6Gmuctepa smecte ©
HHCTPYKLMeH N0 TIPHMEHEHHIO B KapTOHHOH
TanKe.

CooTReTcTBRYET.

TaGnerin qrcneprupyemee®

[ 125 mr,

K 250 Mr,

0O 500 mr,

O 1000 mr

- mo STabnetok B OnHcTepe M3
HONUBHHUIXIOpUAHOH — TwieHkM H (OJBIH
amoMuanesoit. Ilo 4 OGmucrepa BMecTé C©
HHCTPYKUWE Mo TPHMEHEHNIO B KapTOHHOH
nagke.

¥ MapKupyIoT, BCITH MPHMEHHMO

MAPKHPOBEKA

Ha Bruemepe k@ pyeeKoM J36IKe VRASEIBTHIR.
TOProBoC  HMAHMCHOBAHME  Iipernapata ¢
TIpeayNpeAHTENLHOH MaprHpoBKoH®,
MeXayHaponaoe HENATEeHTORAHHOE
HAAMEHORAHHE, [O3HPOBKY, NEKapCTREHHYIO
thopuMy, JNIQrOTH BJIaIeNkLE
PErHCTPALHOHEOTD YAOCTOBEPEHHA
(rpadiugeckoe  M300pAKEHME M HAATIHCE
«CHEPLAPHARM» GyxsaMH NaTHHCEKOTrO
anaeuTd), HOMEP CepHH B DPEmaKLHH
«Cepua:»,  JaTYy  NPOH3BOACTEA,  CPOK
ropaocty B pemakuui: «['omen mom», MoryT
BbITH YKA3AHEL 3AB0/CKHE KOMB! YIIAKOBKIL.

Ha kapmonnci mauxe HA PVECKOM A3bike:

CoorseTcTBYeT CHEAYIOMEMY:

Ha 5/?2{6}7‘13]5’8 HA PYCCKOM HIBIKE YKA3aHO!
TOProBO¢  HAHMEHOBAHME  [penapara ¢
NpeaynpeAUTENEHOH MApPKHPOBKO§ ™
MeEKayHapoanoe HEMNATEHTOBAHHOEC
HaHMENOBAHHE, JO3HPOBKAE, JIBKEPCTBCI‘IHBH
(popMa, TOTOTHT BRAfeNsla PerHCTPalHoHHOr0
yrnocToBeperHa (rpadrdeckoe HWIobpameHHe H
HRIITHCE «CHEPLAPHARM)» OyKBaMH
natusciora  andiasuTa), HOMED CepUM B
pegakupy «Cepusiin, 0aTa NPOH3BONCTEY, CPOK
TOOHOCTH B pEJ,'[ﬂl'ﬂ.[HH: ((rD,E[BT-T A0, 3aB0OACKHC
KOJFI YTIAKOBKH.

fa  gapmonnoil nauke HG PYeckeM  AInKE

VKASbIBAIOM.

TOProBOE  HAHMEHOBAHWE Mpemapara ¢
npemynpefuTeNkHON  Mapkuposkoii
MeRIYHAPOIHO HeMaTeHTORAHHOE

HAHMCHOBAHUE, JEKADCTBEHHYH (OpMY B
POAUTENBHOM NAafeke, podposky, «[x
TpHEME BHYTPEY; HA3BAHHE U COLCDHMAHHE
NeHcTBYIOMEro BemecTsa H  [EpEeueHs
BCTIOMOTETENBHEIX  BEIECTE;  KOJHYECTEO
tabneTok B YTMAKoBKe,  rpafuHeckuii
PHCYHOK, HILTEOCTPHPYIOIIHH criocob
HPHMEHEHID; YCIOBHA XPAHEHMA, YCIORWA

OTIIYCKa,  LpCAYIIPCOMTEILHBIE — HAMMHCH
«XpanuTE B HEJOCTYTIHOM JIMA AGTEH MECTES,
«Cnocod npHUMEHEHHS H Jifa i
CM., HHCTPYKUHIOY:, HOMED CEDHH B PEAEKHHH
«Cepustsy,  [OaTy  TPOH3BOACTEA,  CPOK
ToNHOCTH B penakuum:  «lomem  moiy,

Ha3gaHHue, anpec W CTpaHy ITPOHIBOIHTCINSA]

HeficTEYIOWEro

VI3 THO.

TC_)PFGECM HAHMEHOBAHNE nP@HﬂPﬂTH c
ey npeniTe bR MapKHPOBKOi !
MEXKOYHAPONHOE HENaTeHTOBAHHOS
‘HAWMEHORAHWE, ~ fekapcTReHHas  ¢opma B
pomUTENBHOM  Oameke, nosuposka,  «limr

MPHEMa  BHYTPB®} -HasBAHHE H ColdCpikaHHe
| BemecTEA M NEPEUEHB

BCIIOMOTATENLHEIX BELICCTR; KONHUYECTBO

ralneTok B ynakomke; rpadudeckuil pHCYHOK,

VATIOCTPHpYIomHH  cmocol  MprMeHeHHS,
YCNOBHA  XPaHEHHA,  YCIOBMA  OTMYCKS,
npeynpeiutenbtble HaamneH «XpaHHTh B
HEeOOCTYNHOM ana  nereit mecten, «Cuoco
ODMMEHCHHA | O3B CM. HHCTDYKUHION, HOMep
ceput B pepaxuu  «Cepuay,  pata
UPDEIBBD,EUI'BR, CP’GK TOOHOCTH B p&}:{mﬂﬂl
«lofien  noi», HasmaWue, anpec W CTpani
HpD[ﬂBDIL“TEHH; Ha3BaHHE, a)J_'FEC H C'I'pﬂ'ﬁﬂ

Crpannua 1 uz 2

[{macenpuranus — TOJBKO O BHYTPEHHELO ITOJIE30OBAHMA



TMokasaTels

CneundHranHa

PesynuTartsl

Hajmamie, agpec W CIpaHy R7AAMEnsLa
PETHCTPALHMOHHOMO  YAOCTOBCPEHNH, ero
nororun  (rpadumeckoe  HW3obpameHWe H
Hagmics «CHEPLAPHARMb» B 1BE CTPOKH
GyxmamMm JaTHHCKOro andasuta), HOMep
PErHCTPATHOHHOIO YEOCTOBEPEHNES,
MITPHXKON; MOTYT OblTh YKAIAHE 3aBOACKHE
KON  YIHAKOBKH W KPAeBhIE  METHH
PacnonokeHEwe  3aBOOCKHX — KONOB  H
nocepuiiHBIX  JAHHEIX HA  KOMMepueckoii
YTIAKORKE MOIKET HIMEHATLCA

BAAJENL1A PErHCTPAIMOHHOID YIOCTOBEPEHHS,
ero morotun (rpadudeckoe H3obpawmeHue H
manmites «CHEPLAPHARM» B [OBE CIPOKH
fykpamm  JaTHHCKOTO  andasnra), HOMEP
PErHCTPALIKOHHOT? YAOCTORCPEHIA, IITRHXKO[;
3ABOMCKHE KOIB! Y IAKOBKH,

Hawecena wHEQOpMauua U9  MOHHTOPHHTA
IBMMEHNS JNEKAPCTBEHHOrO Mpermapara  oT
NPOUIBOMTENA A0 KOHEHHOTO noTpeduTeni.
I'moGanskbill  HoeATHOUKAUMORREI  HOMED
toprosoii epuruier (GTIN), MHIMBUTYanEHBIH

Hasocures WHOOPMALE WIS MOHHTOPHHTA | cepuiHeli HoMep BTOPUYHOI
ARIDKEHH JIEKAPCTBEHHOrQ Tpenapard o (roTpeduTeNECKoi) YIAKOBKH (CH},
TPOW3BONATENA 10 KOHEHHOro noTpeGuTes: | IBYMepHBL LITPHXOROH KOA.

rnofanpHEil  HASHTHQHUKANMOHHBIR HOMED
TOprosoi e AMHHLE] (GTIN),
HHAHBHAY B HBLH cepuiHei HOMED
BropiuHoil  (noTpefuTenRCKOH)  YIAKORKH
(CH), nsyMepHutii IITPEXOBOH KOA.

CPOK
TOIHOCTH

CoOTRETCTBYET.

5 mert.

Data npomssonctra: 23/07/2025

Jlata oxoruanHA cpoka ropnocTH: 06/2030

5 net.

XPAHEHHE XpauuTs Npu TeMIepaType He Buime 25°C. | CoOTBETCTRYET.

XpaunTh NpH TEMIIEPaType He site 25°C.

HacTosIuM TONTBEpAAAEM, 410 HIDKENpHMBEJeHHas HHQOpMAanus yKasaHa KOPPEKTHO H
COOTRETCTBYET HOPMATHBHOM mokyMenTammy (HJT) JIC-001852-140125.

HacToduM TOATEEPAAAK, YT0 BEINEYKasanHad HHQOpMAImA ABIACTCS IOCTOBEpHOH H
TouHoit. [laHHAS cepus Npenapara OPOW3BE/CHA, BRIOUAS YTIAKOBKY i KOHTPOJE KadecThd, Ha
BEINIEYKAZAHHON THOWATKE B ronHoM cootsercTBME ¢ TpeGopammamu GMFP mecTHOTO
PEryIHPYFOLIErD OpraHa i HOPMATHBHOH JOKYMEHTalHCH (HJT) JIC-001852-140125.

BLutd IIpOREpEHEl TIPOTOKONE! 06pabOTKH, YNAKOBKM M AHANHM3A CEpHH, KOTOPLIC TIPH3HAHDI
cooTrercTByIomMME TpeGoranuam GMP EADC.

OTKNOHEHHS, €CITH OHM HMETH MecTo, OBITH pace/eIOBAHEL H YCIEIIHO yCTPAHCHEL

/nodnucs/ Hara 11 cenTabpsa 2025 T,

VonHOMOUeHHOe MHIT0 (M3, QaMIITHS, TIOJITHCE)

[ravm: Nasun Jaamanuo :

Ynoaunomoaenuoe auno (YJI) £

Kayrr Dapma JlaTana c.p.i., ¢ eTHHCTBEHHEIM:

JiepIKATEIIeM AOMH, TIOUIEKAIAM YIIPABIEHHO

¥ KOOP/IMHALFHA CO CTOPOHET KOMIIAHHHA |, -
Aenosa Xondunz TmoX X

TN
AUBITLBDY waPTDS )

¢ CHNLUME CPENCTRAR!
o TN :

Hab Ay - EY TR [
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