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3A0 «DapmaueBTHYLCKHI 3aBOJ ITrUC»
1106 - Benrpus, byaanewr, yn. Kepecrypu 30-38. Tenedon:
(36) -1-803-5554 Tenedaxc : (36) -1-803-5556

Cepruduxar xauecrBa Ne 1734K/2026./SZZS

HaumenoBauue npenapata: Copondep Jypy/ec TabaeTKH ¢ NPOJOHTHPOBAHHBIM BbICBOOOKICHHEM,
NOKPLIThIE IeHO4YHOi 060s0uKkoit 320 mr + 60mMr 50x

Cepusn Ne: J701A0626

Homep ananusa: KGY/2026/4924

JarTa ananusa: 08.07.2026.

Hokaszamenu kauecmea: Ilonyuennsie
pe3yAbInanel:

Onucanue: Cootg. TpeD.

Hnentudurauns - xeneso (1I): Coote. Tped.

(xauecmeenHasn peaxkyus)

Hpentuduxaumsn - cyanpar: CooTs. TpeG.

(kauecmeeHHan peakyus)

Hpentudurauus - ackopbuHosan Coorts. Tpeb.

KHCJIOTA: (KAUeCm8eHHAs pearys)

OAHOpOAHOCTL MACCHI: 0,4583 r
Coors. Tped.

Pacreopenue skenesa (II) :
(KOMHAEKCOHOMemps)

- yepes 1 vac:

- ygpes 2 yaca:

- yepes 4 yaca:

IIpumecu:
(YD-cnexkmpogomomempiis)

I']m‘epﬂ B Macce MpPH BLICYLIHBAHHH:
OII,HOPO,EIHOCTI: €AHHHL J03HPOBAHUS:

(komnunexcomempiisi)

Mukpo6uosiornueckas yncrora:’

KoanuecTBeHHOE ONnpeaeieHHe
akenesa (I): (kommnexcomempus)

KoanyecTBeHHOE OMpeaeeHHe
ACKOpPOHHOBOH KHCAOTBI:
(iodomempusn)

RSD20= 1,7 %

1,3 %
AVip=24

Coots. Tped.

08,9 mr/radmn.

51 mr/rabn.

JaTa npousBoacTea: 06.2026.
Iopen no: 31.05.2029.
Hopmeor:

Kpyranie ABOSKOBBIMYKJILIE TAG/IETKH, TOKPLIThIC
NIEHOYHOH 000/104KOH CBETIIO—CEPO—KENTOrO LIBETA, C
rpaBupoBKOH "Z" Ha 01HOH CTOPOHE, HA H3IOME AP0
€EepOoTO LIBETA, ¢ XapAKTEPHBIM 3aNaxoM.

TEMHO-CHHSS OKPacka B Pe3y/IbTaTe Peakllii C pacTBOPOM
Kanus QeppunmaHuia

Oeblif 0canoK B pe3yskTaTe Peakiliy ¢ pacTBOpoM Oapus
XJopuaa

0CAJIOK CEPOTO LBETA B PE3YJBTATE PEAKIMH C PacTBOPOM
@30THOH KHCTIOTBI M cepebpa HUTpaTa

0,475 r+7,5% (0,4394 - 0,5106 r)

OTKJIOHEHHE OT CpeHeif Macchl:

ans 90% (18/20) rabnerok — He Gosiee = 7,5%;

ans 10% (2/20) tabnerox — ve Gonee £ 15%

(RSD2o He Gonee 3,0%)

30 — 50 % 0T HOMHHANELHOFO KOJHYECTBA
45 — 70 % oT HOMHHAIBHOIO KOJINYECTRA
He MeHee 65 % OT HOMHHAJIBHOTO KOJIMYecTBa

He Gonee 5,0 mr xkenesa (I11) npu pacuere Ha cpeaHIOD
Maccy TableTKH ¢ IIPOJIOHTHPOBAHHBIM BBICBOOOKICHHEM,
NOKPHITOH TIeHOUHO#H 060104KO0#

ne Gonee 2,0%

Hcnpitanue nposoaures s xenesa (11):

AV < 15,0 (n = 10), ecnu ycI0BHE HE BLINOJIHAETCS, TO
AV <150 (n=30), u qna 30/30 rabnerox
KOJIMYECTBEHHOE COepKaHue AeHCTBYIOIEro BeLecTBa
JIOJKHO HAXOAWThCA B HHTepBase 0,75xM — 1,25xM
Kareropus 3A

100,0 Mr £+ 5% (95,0 - 105,0 mr) xenesa (1I) B Tabnerke ¢
HPOJIOHTMPOBAHHBIM BLICBOOOMICHHUEM, TIOKPHITOH

nnenounol o6onouxoii (95,0 — 105,0%)
npu goinycke 8 KOHUe cPOoKA 200HOCIY

45— 65 Mr 3065 Mr

B Tab7IeTKE C IPOJIOHIMPOBAHHBIM BBICBODOKIAEHHEM,
NOKPLITOH IJICHOYHOM 000104KOiH

! Hepeaynasproe ucnvimanue, @olnONHAEMCs ONA NEPBOL cepuu exce200Ho, danee 08 xaxcoou 10-u cepuu, nosmomy OdaHHuILi hOKA3ameds
ModCem Gblmb He BKAIOYEH 8 CEPMUGUKAM Kauecnsd.

@upMa rapaHTHPYeT, YTO KA4YCCTBO YKA3aHHOTO B HACTOSLIEM cepTH(UKATE NpEnapara COOTBETCTRYET TPeOOBAHHAM
yreepaaennoit HJI JITI-Ne(000080)-(PI'-RU)-090425.

Regusen, 10, 07. 2026
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«@apMaueBTHYECKHH
1106 - Benrpus, Bynanewr yia. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedaxc: (36)-1-803-5556

zapoag JITUC»

HaunmeHoBaHHe npenapaTa:

JeiicTByIOIIe€E BELLIECTBO:
[Ipou3soauTens AeHCTBYHOIErO

BellecTBAa:

JelicTByIOIIIEE BEILIECTBO:
[TponssoauTeib AeiCTBYIOLIETO

CEPTU®UKAT COOTBETCTBHA

Copoudep Jypynec TabaeTKH ¢ NPOJOHIHPOBAHHBIM

BLICBOOOKAeHHEM, NOKPLITBIE NJIEHOYHOH 0060104 KOi

320 mr + 60mr 50x

Cyaspar xenesa (1I) BeicylmieHHBbIi
Dr. Paul Lohmann GmbH & Co KGaA (Germany)/Ip.Ilayas

Jlomann I'm6X n Ko. K'AA (I'epmanus)

AcrkopOHHOBas KHCJIOTA
CSPC Weisheng Pharmaceutical (Shijiazhuang) Co. Ltd.

(China)/Cu3clInCn Beitmunr ®apmaceytukan (ILunitsxyaHer)

BelllecTBa:
Ko.JItn.,Kutaii

Cepust Ne: J701A0626

JaTa nmpous3BoacTBa: 06.2026.

Tonen 1o0: 31.05.2029.
Peszyavmamot

Ynakoeka: [lo 50 Tabnetok B KOPUYHEBOM CTEKJIAHHOM
dnakone ¢ [12 KpbILKOH € KOHTPOJEM INEPBOrO
BCKPBITHA U rapMolLKoii-amopTusaTopoM. 1 diakou
BMECTE €  JIMCTKOM-BKJIAJBIIIEM  BJOKEH B
KapTOHHYO TauKy.

MapKHpOBKA: Coots. Tpeb.

XpaHenue Coorg. Tpeb.

CpoK roaHOCTH 3rona

IIpoussoauTeb:

dacoBLIMK,
YNAaKOBLUHK:

Beinyckaowui
KOHTpPOb
KAYecTBa:
PesynbTaTh
HCMBITAHUM :

Tpebosanun

IlepBuyHas (BHYTPEHHSA) YNAKOBKA: KOPHYHEBLIH
cTek/IsHHBIA (akoH ¢ 11D kpbinikoit ¢ KOHTpoJIEM
[IEPBOro BCKPLITHA M rapMOLIKOH-aMOPTH3aTOPOM.
BropuyHas (norpebutensckasn) YIaKOBKa:
kapronHas nadka. ITo 30, 50 unu 100 Tabnerox Bo
dnakoHe  BMecTe ¢ JIHCTKOM-BKJIAIBILIEM
BKJIA/IBIBAIOT B KAPTOHHYIO MayKy.

MapkupoBka BBLHIOJHAETCS B COOTBETCTBHH C
paszenom 1.3.2. Moayns 1 perucTpalMoHHOTO
JI0Che NIEKapPCTBEHHOTO TIpenapara.

Ilpu temneparype ot 15 g0 25 °C

3 rona

3A0 «®apmauesrnyecknii 3apoa 3T UC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne niuuensun: HU-M-EGIS, ceprudurar coorBercTBHsA

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmauesTuyecknii 3asoa ITHC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne nuuensun: HU-M-EGIS, cepruduxar coorBercrBus

Ne GMP/EAEU/BY/00463-2026)

3A0 «®apmaueetnyeckuii 3apoa T HC», Benrpus / Egis Pharmaceuticals PLC, 9900 Kormend,
Matyas kiraly ut 65, Hungary(Ne nuuensuu: HU-M-EGIS, cepTudukar cooTBeTcTBHSA

Ne GMP/EAEU/BY/00463-2026)

Cepruduxar kavecrsa Ne 1734K/2026./SZZS npunaraerca

DupMa rapaHTHpPYET, YTO KAYECTBO YKa3aHHOI0 B HACTOALIEM CEPTH(HMKATE Mpenapara COOTBETCTBYET TpeGOBaHUAM
yreepaxaénnoit HJ JITT-Ne(000080)-(PT'-RU)-090425
®upma 3A0 «DapmauepTudeckuii 3aBox II'MC» (Byaanewt — Benrpuf) rapantupyer, uTO HPOH3BOACTBO YKAa3aHHOTO B
HACTOALIEM CepTU(HKATE Mpenapara, BKIIOUAs €r0 YIIAKOBKY M KOHTPOJIL KAuecTRa, MOTHOCTEIO COOTBETCTBYET TpeOoBaHUAM
aeicTeyommx «[Ipapui HajuIekallel MPOU3BOACTBEHHOM npakTHKKM» (¢GMP).
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