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Cepruduxar kauectBa Ne 706/2026/VI

HaumeHoBaHHE Npenapara: Cynpactun® taénericn 25 mr4x10

Cepus Ne: T883A1125 Jara nNpoH3BOACTBA: 11.2025.
Homep ananusa: QC2R/2025/4829 I'oaen po: 31.10.2028.
JlaTa ananusa: 04.12.2025.

XioponHpaMHHa THIPOXJIOPHA
Mpoxoc C.n.A.,Hranus

JleficTBYI01IEE BELLIECTBO:
Ilpon3BoANTENL AefiCTBYIOLIEr0 BeluecTBa:

MMorazamenu Kauecmesa:
Onucanue:

Hpenrndnrannn:
(V®-cnexmpogomomempun)

Haentndurkanns: (TCX)

OnHOPOAHOCTE MACChI:

PacnagaemocTh:

PacTBopenue:
(V®D-cnexmpoghomomempus):

Poacreennnie npumecnu (BXX):

- Ilprmecs CHagq:

- Ilpumecs CHox:

- JoGoit eauHHYHBIH
HeHIeHTHQHLIHPOBAHHBIH MPOLYKT
PasNoKeHHA:

- Cymma BCeX MPOAYKTOB PARIOKEHH:

OpnHopoaHOCTE J03HPOBAHHBIX

eqHHML:

(cnocof MpAMOro OTIpeaeneH )

(V®D-cnexmpoghomomempusn)

Mukpo6Guoaoruyeckas yucToral:

- oB1ee yueno aspodH.
MHKPOOPraHH3MOB:

- oflilee YUCTIO NPOMIKEBBIX H
IUICCHERBIX TPHOOB:

- Escherichia coli:

KonyecTseHnoe onpeneicHue:

(Yb-cnexmpogpomomempus)

Ynakoska:

EA/0006_4.1

Hoayuenrnie pezyabmarmol:
Coorts. Tped.

Coots. Tpeb.

CooTs. Tpeb.

199,5 mMr
Coots. Tped.

3 MuH
9_8— 101%
X6=100%

menee 0,1%
menee 0,1%

Mmenee 0,1%
menee 0,1%

AVie=3.8

25,28 mr/Tabn

[TepBuuHas (BHYTPEHHAN)
ynaxoska: GiucTep U3
TBX/an. donsra.
BropuuHas
(morpeduTenbckan)
yNaKoBka: KapTOHHAA Nadka,
ITo 10 Tabnerok B OGnucTEpE,
no 4 GnucTepa B KAPTOHHOH
TMayke BMECTE C JIHCTKOM-
BKJIAJBILIEM.

1/2

Hopmor:

Benule, unu cepoBaro-0enbie TabneTkH B BHAE AHCKA ©
dackoii, ¢ rpasupoekoif "SUPRASTIN" na oaHoii cropoHe
TabNeTKH H PUCKOI Ha ApYroit cTopoHe, 6e3 wiy nodTH be3
3amaxa.

Y®-crnekTpbl NOIMONIEHHA HCMBITYEMOTC H CTAHAEPTHOIO
pacTBOpOB (NIpHrOTOBNIEHHBIX COrJIACHO  pasfeny
«KommecTBeHHOE Onpe/ieNneHnes), CHATEIE 0HOBPEMEHHO B
npepenax anuH BoyH oT 200 10 400 HM, JOMKHEI HMETE
onuHaKoByl0 (opMy kpuBoit. MaKCHMYMBI MOTTIOIIEHHA
JOIKHE HAXOOWTRCA TpH [UIMHE BOmH 239 £ 2 HM H
314 + 2 1M, a MuHHMYM npa 262 + 2 HM.

OcHOBHOE MATHO Ha XPOMAaTorpaMMe  HCMBITYEMOTO
pactBopa A MO IBETY, BENMMYMHE M 3HadeH0 Ry nomxHO
COOTBETCTBOBATh OCHOBHOMY NATHY Ha XpOMAaTOrpamMMe
CTAH/apPTHOTO PACTBOPA XIOPONIHpaMKHa THApoxIopHia B.
Cpeansa macca:200,0 mr £ 7,5% (or 185,0 o 215,0 mr)
OTKJIOHEHHE OT cpefHeii Maccrl:

ana 90 % (18/20) TaGnerok — He Gonee = 7,5%;

g 10 % (2/20) TaGnerox — He bonee £15 %

He 6onee 15 mun B Boge npu 37 +2 °C

He menee 70% (Q) oT HOMHHATBHOIO KOJIHYECTBa AKTHBHOH
(dapmarieBTH4ecKOH CyOCTaHUMM [JODKHO nepeiith B
pacTBop 3a 45 MHHYT.

ne 6onee 0,2%
ue 6onee 0,2%

He Gonee 0,2%

He Gonee 0,5%

AV < 15,0 (n = 10), eciti yCIOBHE HE BHINIOJHACTCH, TO

AV £15,0 (n = 30), u ;us 30/30 TabneToxk KONHYECTBEHHOE
coepianMe AKTHBHOM dapmMaLeBTHYECKOH# CyOCTaHIH
TONAHO HaxoMThed B uHTepBane 0,75xM — 1,25xM
Kateropus 3A

He Gonee 103 KOEB 11
He Gonee 102 KOEB I 1

OTCYTCTBHEB 1 T

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

XJIOpONHpaMHHa rHApoXJIopHaa / TabneTka

Ieperunag (BHYTpeHHss) ynaxopka: Gnucrep us IIBX/an.
thonera,
Bropuunas
Ma4Ka.

o 10 Ta6nerok B Gmuctepe, no 2, 4 Gmicrepa B KAPTOHHOH
nagyKe BMECTE c JTUCTKOM-BKIIAIBITIEM.
Ilo 20 taGnetok B Onuctepe, no 1 Onucrepy B KapTOHHOH
Tayke BMECTE C THCTKOM-BKIIA/bIILEM.

(noTpefuTenbcKas) YNAKOBKA: KapTOHHAA
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Mapkuposka: Coots. Tpeb. MapkupoBKa BEITIOJIHAETCA B COOTBETCTBHH C DA3JIENIOM
1.3.2. Moayns 1 perueTpaiMoHHOTO JIOChe
JIEKapCTBEHHOrO Mpenapara

Xpanenne Coorts. Tpeb. IIpu Temneparype He Beiue 25 °C

Cpox rognocty 3 roja 3 roaa
1. Hepeaynapnoe ucnsimanuye, G6In0.IHAEMCA NpOU3E00Umenes Ona nepsot ceputt excezo0Ho, danee ORi Kaxcool 10-1 cepuu, nosmomy danmeiti
noxazament Moicem Byimb He KMOYeH 6 ceprmuukam xavecmea. DupMa 2apaHmupyen Kayecmso no OaHHOMY NOKA3AMENo.

Ipoussoantens: 3A0 «@apmauesruuecknii 3ason ITHCy, Benrpus / Egis Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-
120, Hungary (Ne JIHUEH3HH: HU-M-EGIS, cepTHGHKAT COOTBETCTBHS NeGMP/EAEU/BY/00369-2024)
®acoBwHEK, ynakosmuk: 3A0 «@apmauestuyeckuii 3asoa MM Cr, Benrpua / Egis Pharmaceuticals PLC, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary (Ne aunensun: HU-M-EGIS, ceprudmkaT cO0TBETCTBHA NeGMP/EAEU/BY/00369-2024)
Brinyckalomuii KonTposin kaueersa: 3A0 «DapmanepTHuecknit 3apoa SI'HCy, Benrpus / Egis Pharmaceuticals PL.C, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary (Ne smuensun: HU-M-EGIS, ceprugniar coorserctans NeGMP/EAEU/BY/00369-2024)

dupma 3A0 «dapmauesTaeckuii 3a804 ST MC» (BynanewT — BeHrpys) rapaHTHpyeT, 4Te MPOH3BOACTBO YKA3AHHOID B HACTOAMIEM ceprrbukare
npenapara, BKJTIOUAS €r0 YNAKOBKY M KOHTPOJb Kau€cTRa, MOJHOCTBEO COOTBETCTBYET TpeGoBaHWAM NeHorByrommX «llpaBni HamnexameH

TIPOM3EOACTBEHHOI NpakTHKi» (CGMP).

(DupMa TapaHTHPYET, YTO KAYECTBO YKA3aHHOTO B HACTOALIEM CePTH(UKATE IPENapara COOTBETCTBYET TPeOOBAHHAM
yTBepmaéunoii HII JITI-Ne(000101)-(PT-RU)- 201223.
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