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3A0 «®apmaueBTuyeckuii 3apon SIHC»
1106 - Benrpus, By sanewr yn. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

HaumeHoBaHHWe npenapara:
Cepusn Ne:

Homep anaausa:

JlaTa aHa/M3a:
JleiicTBYI01I €€ BellleCTBO:

np0H3BO,f.ll/ITeJ'|l: ﬂeﬁCTByIOI.I.ICI"O BeluecTBa:

TMoxkazamenu kayecmsa:

Onucanue:

HpenTudukauunn:
(V®-cnexmpopomomempus)

Hnentudukanusn: (TCX)

OaHOpPOAHOCTE MACCHI:

PacnagaemocTh:

PacrBopenne:
(V®-cnexmpogomomempus):

Poacteennbie npumech (BOXKX):

- [Tpumecs CHag:

- IIpumecs CHox:

- JoGoit e IMHIYHBLH
HeraeHTHGNLIMPOBAHHBIH IPOIYKT
PasNOAKEHHS:

- CymMMa Beex MPOYKTOR Pa3IOKEHHS:

OnxopoaHocTh A03HPOBAHHBIX

eAHHHLL:

(cnoco® npsAMOro onpeaeaeHus )

(V@-cnexmpoghomomempus)

MukpoGuooruyeckan yucrora':

- obmiee yucno a3polH.
MHKPOOPTaHH3MOB:

- o0lIee YMCIO APONIKEBLIX H
TUIECHEBBIX IPHO0B:

- Escherichia coli:

KosimuecTBeHHOE ONIpeeIeHIe:

(V@-chexmpogomomempus)

YnakoBka:

EA/0006 4.1

Ceprudukar kauecTBa Ne 4732/2025/VI

Cynpactun® tabnerkn 25 mr4x10

T066A0725 JlaTa nNpou3BOACTBA: 07.2025.
QC2R/2025/2976 T'onen po: 30.06.2028.
01.08.2025.

X10ponupamMuHA THAPOXJIOPHI
IMpokoc C.n.A.,Hranus

Hoayuennbie pesyibmanbi:
Coors. Tped.

Coors. Tpeb.

CooTts. Tpeb.

201,0 Mr
CooTts. Tpeb.

3 MHH
92, 101%
X o= 100%

menee 0,1%
menee 0,1%

mexee 0,1%
menee 0,1%

AVin=44

25,46 mr/Tabn

[lepsuynas (BHYTPEHHSS)
ynakoeka: Gimerep u3
[TBX/an. ¢onvra.
Bropuunas
(notpeburenneKas)
YIAKOBKA: KAPTOHHAsA MavKa.
[To 10 Tabnerok B Onucrepe,
no 4 GaucTepa B KAPTOHHOH
navke BMECTE € JIMCTKOM-
BKIABILIEM.
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Hopmoi:

Benwie, win cepopato-Oensie TabNeTKH B BHAE [MCKA C
dackoii, ¢ rpasuposkoit "SUPRASTIN™ Ha 0fHO# cTOpOHE
TaG1eTky 1 prckoil Ha Apyroif cTopoHe, Ges win mouTH He3
3anaxa.

Y®-creKTphbl MOTIOMEHHS HCIBITYEMOTO M CTAHAAPTHOIO
pactBopoB  (PUTOTOBNEHHBIX  COIJIACHO  pasiciy
«KonuecTBeHHOE ONIpEAeNieHIe» ), CHATHIE OJJHOBPEMEHHO B
npenenax e BomH o1 200 jgo 400 uM, JOKHBI MMETH
O/MHAKOBYI0 (OpPMY KpHBOH. MakcHMyMb! DOITOMIEHHS
JO/KHBI HAXOJUTLCA NpH JyiMHe BonmH 239 + 2 HM u
314 + 2 um, a MEHEMYM TIpH 262 = 2 HM.

OCHOBHOE IATHO HA XPOMATOrpaMME  HCIBITYEMOTO
pacTBopa A 1o LBETY, BEJH4YHHE M 3HAYEHHIO Rf JI0KHO
COOTBETCTBOBATh OCHOBHOMY IIATHY Ha XpOMAarorpamme
CTAHJAPTHOTO PACTROPA XJIOPONHPAMUHA MHAPOXIopHaa B.
Cpennss macca:200,0 mr £ 7,5% (ot 185,0 1o 215,0 mr)
OTKJIOHEHHE OT CPEJHEH Macchl:

i 90 % (18/20) Tabnetok — He Gonee £ 7,5%;

g 10 % (2/20) Tabnetox — He Gonee 15 %

He Gonee 15 mun B Bose mpu 37 £2 °C

He menee 70% (Q) 0T HOMHHATBHOTO KOITHHYECTBA AKTHBHOH
dapMaueBTHUeCKOH CYGCTaHIHH  JOMKHO TIEpedTH B
pacTsop 3a 45 MUHYT.

He 6onee 0,2%
ue Gonee 0,2%

ue Gosiee 0,2%

e bonee 0,5%

AV < 15,0 (n = 10), ecnu yc/10BHE HE BBIIOTHAECTCH, TO

AV < 15,0 (n = 30), u s 30/30 tabneToK KOTH4ECTBEHHOE
coziepKanme aKTHBHOH dapmalleRTHUECKOi CyOcTaHLmMn
JIO/IKHO HAXOANTBeA B MuTepsaie 0,75xM — 1,25xM
Kareropusa 3A

ne Gonee 10 KOEB I T
ne 6onee 102 KOEB I T

oTcyTcTBHE B 1 T

25,00 mr + 5% (ot 23,75 no 26,25 mr)

XJIOPONMPAMKHA THAPOXJIOpK/1a / TabneTKa

Ileperunan (pHyTpennss) ynakoska: Onmcrep us [IBX/an.
donbra.
Bropuynas
navka.

Ilo 10 Tabnerok B Gnucrepe, 110 2, 4 GiancTepa B KAPTOHHOH
nayxe BMECTE ¢ JIHCTKOM-BKJIA/IbILIEM.
Ilo 20 Tabnetok B Gnucrepe, no | Gancrepy B KapTOHHOH
nayKe BMECTE ¢ JIHCTKOM-BKJIA/IBILIEM,

YIaKOBKA! KapToHHasA

(norpeduTEnbeKas)



A 3A0 «®apmauesTHuecknii  3asox ITHC»

( EG'S 1106 - Benrpus, Bynanewt yi. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenepaxc: (36)-1-803-5556

Mapxupopka:  Coots. 1pef. MapkupOBKa BBITIOJHAETCA B COOTBETCTBHH € Pa3ie/ioM
1.3.2. Mogyns | perucTpalliOHHOTO JI0Cke
JIEKapCTBEHHOrO TIpEnapara

XpaHeHse CooTts. Tped. TIpu Temneparype He Bbitte 25 °C

Cpoxroanectn 3 roga 3 roga

1:- Hepezynaproe ucnoimanue, binOAHICMCS npou3sodUmeneM Ona Nepeoti cepull exce20010, daree OaA kaocoott 10-ii cepuu, nosmomy OanHeli

nOKaIAMENs MOHCEN Bulntb HE GKITOYEH 6 cepmuguxam kavecmsa. Dupma 2apanmupyem KGuecmeo no OanHoOMY ROKAAMEO.

Mponspoantens: 3A0 «PapmaueBTHYECKHIH 32801 ITHCy», Benrpus / Egis Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-
120, Hungary (Ne JIHUEH3HH: HU-M-EGIS, cepTHdhHKAT COOTBETCTBHA NeGMP/EAEU/BY/00369-2024)
®acoBunk, ynakosunk: 3A0 «@apmauesTHUeCKHIT 32B0] ST'UC», Benrpun / Egis Pharmaceuticals PLC, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary (Nt JHUeH3HE: HU-M-EGIS, cepruduKaT COOTBETCTBHS NeGMP/EAEU/BY/00369-2024)
Boinyckawmuii KOHTpo1b KauecTsa: 3A0 «MapmanesTHueckuii 3ason ITHCy, Benrpus / Egis Pharmaceuticals PLC, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary (Ne inuensun: HU-M-EGIS, cepTaduKaT COOTBETCTBHA NeGMP/EAEU/BY/00369-2024)

®upma 3A0 «PapmanesTiueckuii 3asoa MOy (By nanemT — BeHrpus) rapaHTHpYET, 4TO NPOH3BOJCTBO YKA3AHHOTO B HACTOALIEM cepTHdHKaTE
npenapara, BKTIOYAs ero YNakoBKY M KOHTPOJL KAUCCTRA, MOJIHOCTHIO COOTBETCTRYCT Tpefopanuam aeiicTaylommx «[lpasun Haanexaie

NpPOM3BOCTBCHHOM TpakTHKIW» (CGMP).

®HpMa rapaHTHPYET, YTO KA4ECTBO YKA3aHHOTO B HACTOSIIEM CepTH(uKaTe Npenapara COOTBEICTRYET TpeGoBaHMAM
yreepxaénnoit HJ JII-Ne(000101)-(PT'-RU)- 201223.
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