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HaumeHoBaHHe npenapaTa:
Cepusn Ne:

Homep anannia:

HMaTa ananu3a:
JeiicTByHOLIEE BELLECTBO:

Ilpon3soauTe/ b ACHCTRYIOMIEN0 BEleCTsa:

Hoxazamenu Kauecmea:
Onncanne:

HpenTHgHKaDMA:
(Veb-cnexmpochomosempus)

Hpenrndguranun: (TCX)

OnHOpPOAHOCTE MACCHI:

PacnagaeMocThb:

PacrBopenne:
(V®-cnexmpoomomempus):

Poacreenusie npumecn (BIXX):

- Ilpumecs CHagq:

- Ilpumecy CHox:

- JIioGoii eauHHYHBII
HewzeH THHLIMPOBAHHDIH MPOLYKT
Pa3NoKEHHA:

- Cymma BCeX MPOIYKTOR PasfozKeHHA:

OnnopoanocTh AO3HPOBAHHBIX

eJHHMIL:

(crnocoG NpAMOTO ONPEAeTEHHs)

(Vb-cnexmpogpomomempus)

MnukpoGuonorudeckas uncrora’s

- obImee yKkeno adpodH.
MHKPOOPTaHH3MOB!

- ofL1ee YMCNO APOHOKEBEBIX H
MIecHeBbIX TpHOOB!

- Escherichia coli:

KonmuecrBenioe onpese/leHHe:

(V®-cnekmpoghomorempiis)

Ynakopka:

EA/0006_4.1
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Ceprudukar Kkayecrsa Ne 4572/2025/VI

Cynpactun® Tabaerku 25 mr4x10

7215A0725 Jlara npoH3BOACTBA: 07.2025.
QC2R/2025/4571 Topen nmo: 30.06.2028.
21.11.2025.

XnoponupaMHHAa THAPOXJI0PHI

HHonyuennsie pe3yasmamel:
Coots. Tpeb.

Coorts. Tped.

Coots. Tpeb.

199,3 mr
CooTs. Tpeb.

3 MuH
‘_?Z- 105%
Xs=101%

menee 0,1%
menee 0,1%

meHee 0,1%
menee 0,1%

AVip=2,6

25,05 mr/Tabn

TepsuuHas (BHY TPEHHAN)
ynaKkoBka: OamcTep u3
[IBX/an. donsra.
Bropuanas
(noTpebuTensbcKan)
YNIAaKOBKd: KapTOHHAA NavKa.
Ilo 10 Tabnetok B OnucTepe,
no 4 6nMcTepa B KAapTOHHOH
MavKe BMECTE C JIMCTKOM-
BKJIAJIBIILIEM.
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Mpoxoc C.n.A.Hranus

Hopmbi:

Benele, win cepoparo-Oenble TaONeTKH B BHAE OMCK2 C
dackoii, ¢ rpasuposkoii "SUPRASTIN™ Ha onHoli cropoHe
TableTKH W PUCKOi Ha Apyroii cropoHe, 6e3 Wi noyuTH 6e3
3amaxa.

V®-CcrexTpsl NMOrMOUIEHHS MCTIHLITYEMOTO H CTaHJ@PTHOTO
PacTBOpOB (NpHUrOTOBIEHHBIX COTTTACHO paspeny
«Kon1uyecTBeHHOE ONpPeENeHHEN ), CHATHIE OJHOBPEMEHHO B
npepenax AnuH BomH oT 200 go 400 HM, MOGKHBEI MMET
0IMHAKOBYIO (opMy KpuBOH. MakKCHMYMEI TOFTOLIEHUH
IOMKHBI HAXONWTLCA TIpH JUIMHE BOJIH 239 + 2 HM H
314 = 2 HM, 2 MHHIMYM TIpk 262 £ 2 HM.

OcHOBHOE IMATHO HA XPOMAroTpaMME  HCIBITYEMOTO
pacTBopa A 10 LBeTy, BEMHUYHHE M 3Ha4eHMI0 Ry J0MKHO
COOTBETCTBOBATh OCHOBHOMY IATHY Ha XPOMAaTOrpaMme
CTaHZAPTHOTO PAcTBOPA XITOPONMHPaMHHA THApoXIopyaa B.
Cpenusa macca:200,0 mr + 7,5% (ot 185,0 mo 215,0 mr)
OTKJIOHEHUE OT cpeHeif Macchl:

a1 90 % (18/20) tabnetok — ve Gonee £ 7,5%;

ana 10 % (2/20) Tabnetok — He Gonee £15 %

He Gonee 15 mun B Boge npn 37 +£2 °C

He menee 70% (Q) oT HOMHHANBHOTO KOJIMHECTBA AKTHBHOH
(apmaueBTHYeckol CyOCTAHUMH [OKHO [epedTH B
pacTBop 3a 45 MHHYT.

He Oonee 0,2%
ue Gonee 0,2%

ue Gonee 0,2%

He Gonee 0,5%

AV <15,0 (n = 10), ecri ycnoBHE HE BBIOTHAETCH, TO

AV £15,0 (n = 30), u ana 30/30 TabneTok KONHYECTBEHHOE
cofiepanue akTHBHOH dapmaLeBTHUECKOH CyOCTaHIuH
OJDKHO HAX0MThCA B HHTepBane 0,75xM — 1,25xM
Kareropus 3A

ne Gonee 10° KOEB 1T
He Gonee 102 KOEB 11

orcyTcTBHe B 1 T

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

XJTOpONTHPAMHHA THAPOXIIOpHIa / TabneTKa

Heppuynas (BHyTpeHHas) ynaxoska: Gmuctep us [IBX/an.
tonera.
Bropuunas
navKa.

ITo 10 Tabnerok B GaMcrepe, no 2, 4 OnHcTepa B KAPTOHHOM
nmayKe BMeCTE c JIHCTKOM-BKIAIBILIEM.
Tlo 20 Tabnerok B Gauctepe, mo 1 O6nucrepy B KapPTOHHOH
NAYKe BMECTE C IMCTKOM-BIJIAIBILIEM.

(noTpeGUTENBCKAs) YIAKOBKA:  KapTOHHAs
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MapkupoBka: Coore. Tped. MapkHupoBKa BEITIONHACTCA B COOTBETCTBHH € PA3ZETIOM
1.3.2. Moayns | perucTpauioHHOTO IOCEE
JIEKapCTBEHHOTO TpenapaTa

XpaHenue Coorts. Tped. IIpu Temneparype He Boie 25 °C
Cpoxk rognoctn 3 roja 3 rona

1.~ HepeayaspHoe ucnsimanie, 66IN0THACICA Npoussodumenem OAR nepeoil Cepuut excezo0no, danee Ons xaxcdoti 10-1i cepun, nosmomy oanHoiil
HOKA3AMENE MOJCEN BbInty He GKIIOYEH 6 Cepmuguxam kavecmea. DupMa 2apaHmupyem Ka4ecmeo no OaHHOMY ROKA3AMETr0.,

Mponzsoautens: 3A0 «@apmauesTHuecknii 3asos DTHCy, Benrpus / Egis Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-
120, Hungary (Ne JTHUEH3HHS HU-M-EGIS, cepTHHEAT COOTBETCTBHA NeGMP/EAEU/BY/00369-2024)
MacoBLHK, ynakosmuk: 3A0 «®apmauesTnuecknii 3asoa MU C», Benrpusn / Egis Pharmaceuticals PLC, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary (M sannensuwn: HU-M-EGIS, ceprugmraT co0TBETCTBHA NeGMP/EAEU/BY/00369-2024)
Brinyckawmuil KOHTPoJIb KadecTBa: 3A0 «DapmauesTHYeCcKHil 32B0A SI'HC», Benurpus / Egis Pharmaceuticals PLC, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary (Ne muuensun: HU-M-EGIS, cepTH(HKAT c00TBETCTBHA NeGMP/EAEU/BY/00369-2024)

®upma 3A0 «dapmauesTHaecknii 3ason 3T HCy (Bynanenrt— Benrpus) rapaHTHPYeT, 410 NPOH3BOACTRO YKA32HHOTO B HACTOALLEM cepTHhHKaTE
npenapara, BKIIOYAs €ro YNakoBKY M KOHTPONh Ka4yecTBa, TIONHOCTBIO COOTBETCTBYET TPEGOBAHMAM JNeHCTBYIOLIMX «[lpaBun Hapnexame
NpOM3BOACTBEHHOM npakTHrW) (¢cGMP).

DHpMa rapaHTHPYET, 4TO KAYECTBO YKa3aHHOTO B HACTOSLIEM cepTHdUKaTe Mpenapara cOOTBETCTBY ST TPebOBaHHM
yreepaagunoi HJL JII-Ne(000101)-(PT-RU)- 201223,

Bypanewr, QCP // 2‘5 (3_{_ roma ‘/;‘__‘ g mom—
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