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Cepradurar kagecrsa Ne 4631/2025/VI

HaumeHoBaHHe npenapara: Cynpactun® raGnerku 25 mrdx10

Cepus Ne: 7217A0725 JaTa npoH3BoAcTBa: 07.2025.
Homep ananmusa: QC2R/2025/4801 Tonen go: 30.06.2028.
JaTa aHaausa: 21.11.2025.

JeificTBylo1Iee BEeLUECTBO:

Mpox3BOAHTENE AeiiCTBYOILEro BelecTBa:

Mokazamenu Kayecmsa:
Onucanue:

HpenTuipukanua:
(YD-cnexmpoghomomempuis)

Haenrndukauns: (7CX)

OpHopoAHOCTE MAaCChI:

PacnajgaeMocThb:

PacTBopenne:
(V@-cnexmpogomomempun):

Poacteennbie npumecn (BOXKX):

- Ipumeck CHag:

- IIpumecs CHox:

- Jlioboi eAMHHYHBIH
HEHAEHTH(HIMPOBAHHBIA MPOTYKT
PAMOKEHHA:

- Cymma BCeX TMPOLYKTOB PasfioKeHH:

OnnopoaHocTh A03HPOBAHHBIX

eAMHHL:

(cnoco® npAMOro onpeneeHns)

(Y@-cnexmpodomomempus)

MukpoGuoornueckan yncroral:

- obLIee YHENo aIpobH.
MHKPOOPTaHH3MOB:

- oblIee YMCIO APOXIKEBBIX H
IUIECHEBBIX TPHOOB:

- Escherichia coli:

KonnuecTReHHOE onpeaceHHe:

(V@-cnexmpodomomemps)

¥nakoBKa:

% EA/0006_4.1

XJioponHpaMHHA FHAPOXJI0PHA

Honyuennsie pesyrsmanivl:
CooTs. Tped.

Coots. Tpeb.

Coots. Tped.

198,7 mr
Coots. Tpeb.

3 MHH
97 -102%
X =100%

menee 0,1%
menee 0,1%

menee 0,1%
menee 0,1%

AVip=2,8

25,34 Mr/Tabn

[leppuynas (BHYTpEHH:A)
ynakopka: OIHcTep M3
IIBX/an. donera.
BropuuHas
(moTpebHTenbCKan)
YNaKOBKa: KapTOHHAA MadKa.
Mo 10 Tabnetok B 6mHcTepe,
no 4 61McTEPa B KAPTOHHOH
navyke BMECTE C THCTKOM-
BKJIAJIBLILIEM.
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IIpoxkoc C.n.A.,UTanus

Hopai:

benble, wiH cepoBaro-0Gensle TAONETKH B BHAE MCKa C
dackoil, ¢ rpasnposkoii "SUPRASTIN™ na oanoii cropoHe
TabneTkyu H PUCKOH Ha Ipyroii cTopoHe, 6e3 WM mouTH 6e3
3anaxa.

V@-cnekTpbl NOCIOUIEHHS HCMBITYEMOTO M CTaHAApPTHOIO
pactBopoB  (NPHTOTOBJNEHHBIX  COLJIACHO  pasgeny
«Konuuectrennoe onpefeNeHHey ), CHATHIEC 0THOBPEMEHHO B
npenenax AmiH Bomd ot 200 o 400 EM, AOMKHBI HMETH
0JMHAKOBYH0 (opMmy KpuBoit. MaKCHMyME! THOTITIOIIEHHS
JONKHET HAXOMHTHCA TNPH UIMHE BomH 239 = 2 oM H
314 £ 2 1M, a MUHMMYM nipu 262 £ 2 HM.

OcHOBHOE MATHO Ha XPOMATOrPaMME  HCIIBITYEMOIO
pacTBopa A 1o UBETY, BEMMYMHE M 3HAueHMIO Ry JomkHo
COOTBETCTBOBATE OCHOBHOMY MATHY Ha XpOMaTOrpamme
CTaHJAPTHOrO PacTBOpa XJIOPONMPaMHHA rHApoxnopuia B.
Cpeauas Macca:200,0 mr £ 7,5% (ot 185,0 no 215,0 mr)
OTKJIOHEHHE OT CpeaHEH Macehl:

s 90 % (18/20) Tabnetok — He Gonee £ 7,5%;
ana 10 % (2/20) tabnerok — He Gonee =15 %

He 6onee 15 muu B Boge npu 372 °C

He Menee 70% (Q) 0T HOMMHAIBHOIO KOJIHYECTBa aKTHBHOH
dapManeBTHIcCKOH CyOCTaHLMH JOmKHO nepelitd B
pacrTeop 3a 45 MHHYT.

He Gonee 0,2%
He Gonee 0,2%

He bonee 0,2%

ne Gonee 0,5%

AV <15,0 (n = 10), ecnu YCNOBHE HE BBHITIOIHAECTCA, TO

AV £ 15,0 (n = 30), u nna 30/30 TaGneToK KOMMIECTBEHHOE
coflepwanue AKTHBHOM (apMaueBTHyecKkoi cyGcTanum
JIOIKHO HAXOMUTECA B HETepBane 0,75xM — 1,25xM
Kareropus 3A

He Gonee 103 KOER I T
He Gonee 102 KOEB 1T

OTCYTCTBHEB 1 T

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

XIOpONUpaMiHa THApPoXopHaa / TabneTka

Iepeianas (BHyTpeHHss) ynakoka: Gnucrep n3 IIBX/an.
¢onbra.

Bropuunas (notpebuTtensckan)
nayuKa.

[To 10 Tabnerok B Gnucrepe, no 2, 4 6mucTepa B KAPTOHHOMH
nayke BMECTE c JTHCTKOM-BKIIaZIbILIEM.
ITo 20 Tabnetok B Oiucrepe, no 1 OnucTepy B KapTOHHOMH
NaYKe BMECTE C THCTKOM-BKITAABIIEM.

YNakoBKa: KapTOHHaA
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Mapknposka: Coors. Tpeb. MapKHpOBKa BHINIOTHACTCA B COOTBETCTBHH C Pa3/IenoM
1.3.2. Moayns 1 perHCTPaLHOHHOTO JI0Che
JIEKApCTBEHHOTO Mpenapara

Xpauenune Coors. Tpeb. Tpu Temnepartype He Boime 25 °C
Cpoxk roanocTH 3 roza 3 roma

1. Hepezpaaphoe ucneimarnue, 65in0HAEMCS NPOU600UMenes o1 nepeoit cepuu excezodno, Oanee Ona kaxcood 10-i cepuu, nosmomy danneiti
nokazamens Moxcem Gl He GKAIONEH 6 cepmuuram kavecmed. QupMa 2apaANMUPYen Kauecmeo no 0aHHOMY NOKa3amemno.

TIponssomuten: 3A0 «@apmanepruuecknii 3ason JTHCy, Benrpus / Egis Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-
120, Hungary (Ne JIMLEH3NH: HU-M-EGIS, cepTHHHKEAT COOTBETCTBHA NeGMP/EAEU/BY/00369-2024)
@acoBuHK, ynakopunk: 3A0 «@apmanesTHyuecknii 3asog STHC», Benrpus / Egis Pharmaceuticals PLC, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary (Ne juuensun: HU-M-EGIS, ceprudukat coorercTBus  NeGMP/EAEU/BY/00369-2024)
Boinyckawomuii KOHTPoAL KaueeTsa: 3A0 «DapmaneBTHIECKHT 32B0J 3IrHC», Benrpun / Egis Pharmaceuticals PLC, 1165 Budapest,
Bokenyfoldi ut 118-120, Hungary (Ne mnuensun: HU-M-EGIS, cepTHHKAT COOTBETCTBHS NeGMP/EAEU/BY/00369-2024)

®upma 3A0 «DapmauesTHuecknii 3a80a STHC» (ByaanewT — BeHrpHst) rapaHTHPYET, ¥TO IPOH3BOACTEC YKA3HHOTO B HACTOALIEM ceprudHkare
npenapara, BKIIOUAA €ro YNAKOBKY M KOHIPOJL KAuecTBa, MOJHOCTBIO COOTBETCTBYCT Tpefosanuam aekicTeyomux «Ilpasun Hanexkallen
[poH3BOACTBEHHO# NpakTHKW (CGMP).

DupMa rapaHTHPYET, UTO Ka4€CTBO YKA3aHHOrO B HACTOAIIEM CEpTH{MUKATE Npenapara COOTRETCTRYET TpebOBaHMAM
yTBepsagunoi HJI JI-Ne(000101)-(PT-RU)- 201223,

Bynanewr, 2 ?? i Sased roza : _ -

I'abop Caunek

3A0-@apranesTHecKuH 32800 ITNC- A8 KpanndHuHpoBaHHOE THUO
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