34 ggoabe

®-0000000555-05
3A0 «3u0O-310poBbe»

142103, Poccus, MockoBckas 00J1acTb,
[Momonbck, yin. JXKenesHonopoxHas, I. 2
Ten./dakc: +7(495) 419-20-64

JIuueH3usi Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB JJISi MEAMUMHCKOr0 NPUMeHEHUsI
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanme
Koa npenapara
Homep cepun
O6nbem cepun

Jata npousBoacTBa

I'ogen mo
JlaTa anaiu3a

AHaJu3 MpoBeeH Mo

IMMACIIOPT Ne0668/26

npenapara
753

860326

14 546 mT. ymaxoBok
31.03.2026 r.
28.02.2031 r.
08.04.2026 r.

VYpcocan® kancyini, 250 mr, Ne 50

CII-KO-0701-0122-11 «Ypcocau® kancysbi, 250 Mr»

HJI JITI-Ne(003033)-(PT-RU)-170424 «¥Ypcocan® kancy.bi, 250 Mr»
Makery nepuuHoii ynakosku JIII-Ne(003033)-(PI'-RU) ot 25.08.2025
MakeTy BTOpH4HOIi (MoTpedtuTebekoii) ynakoBku JIII-Ne(003033)-(PT'-RU)

ot 17.04.2024
JIucTky-BrJIaAbIY — HHpopMauuu s nauuenta JIII-Ne(003033)-(PI'-RU)-
ot 17.04.2024
HanmMenoBaHue Tpe6GoBaHus HOpMaTUBHOM PesynpTaThl MCTIBITAHUI
nokasareJieit JOKYMEHTaLUH
Onucanue Benble, TBep/bIe, HENPO3PAYHBIE JKENATHHOBBIE Karcysl Ne 0. Benble, TBepAble, HEMPO3PAUHEIE XKENATHHOBBIC
Conepxumoe karcyJr: Genblii Wi oYty Oenblif mopouok, mubo | kancynast Ne 0.
Oenblit MM NOYTH GeNblif TTOPOIIOK ¢ KycOuKkaMH Maccel, 6o | CoxepuMoe Karcyir: MoyTd Oenblil Iopouok ¢
Oenblii  mmu  moutd  Oenblif  CIIPECCOBAHHBIA  NOPOINOK, | KYCOYKAMH MAacChl.
pacrafaiouiics P HaJaBJIMBaHKH.
Wnentuduxamus | BOXXX. Bpems ynepxuBaHus OCHOBHOrO NHKa Ha | Bpems yaepxuBaHMs OCHOBHOIO IIMKa Ha
XpoMaTorpamMme HCIBITYEMOTO pacTBOpa JOJDKHO | XpoMaTorpamme HUCIIBITYEMOTO pacTBopa
COOTBETCTBOBATh BPEMEHM YJEPXKMBAHMS OCHOBHOIO IHKa HAa | COOTBETCTBYET BPEMEHU yAEPXKHBaHUSL
XpOMaTorpaMMe CTaHOApTHOTO pacTBopa A (CM. pa3zgen | OCHOBHOIO IIMKa Ha  XpoMaTorpamme
«KonuyecTBeHHOE ONpeeeH e ) CTaHJapTHOTO pacTBopa A
OIHOPOAHOCTH Ot 315,1 mr 1o 348,2 mr (331,65 mMr + 5,0 %) 336,8
Macchl
JI03MPOBAHHOM 18/20 xancyn — ve 6onee + 7,5 %; 20 u3 20 xarcyn —
CIIMHUIIBI, MT' 2/20 xancyn — ue 6ojee = 15,0 % or—0,8% n0 + 1,4 %

He Gonee 10 KOE B 1 T.
OO61ee uMCIo TPOROKEBBIX U IUIECHEBBIX rpr6oB (TYMC) —
e 6osee 102 KOEB 1.

Escherichia coli — orcyrcrBue B 1 1.

PactBopenue, % BOXX. He menee 80 % (Q) ypcone30KCHXOJIEBOM KUCIOTHI OT 96
HOMMHAJIBHOTO coziepxanus uepes 30 MuH 95
96
96
96
95
96 (cpennee)
Poncreennsie TCX.
npuMecH, %o IMpumeck A (xeHone30KCHXOJIEBas KUCIIOTa) — He 6oiee 1,0 %; Mewee 1,0
Ipumecs C (muroxonesas kuciora) — He 6onee 0,1 %; Mesnee 0,1
Envnnynas neunenTuduuuposantas npumecs — He Goee 0,2 %;| Mesee 0,2
CymMa HeuIeHTU(ULPOBaHHBIX puMecel — He Gostee 1,0 % Mesnee 1,0
OnHopoxHOCTE Hna 10 nosupoBaHHbIX exunuy (n=10) AV < 15,0 umm s 30
JI03UPOBAHHBIX J03UPOBaHHEIX eAuHUL (n=30) AV < 15,0 1 HU OZMH pe3ybTaT n=10
€IMHHULL €AMHUYHOrO omnpeneneHus He MeHsle (1-L2x0,01)xM wunu He AV =15
6oabue (1+L.2x0,01)xM
KommyecrBenroe B3XX. Ot 237,5 mr 1o 262,5 Mr
ompenenenue, Mr | (ot 95,0 % no 105,0 % ypcome30KCHXONEBOM KUCIOTHI OT 15?5’ % %
HOMMHAJIBHOT'O COJICPXKaHMUSI) (191,3%)
Muxpo6uonoruuec| Kareropus 3A.
Kas YHCTOTa OG61ee urcno ad3po6HBIX Mukpoopranuzmos (TAMC) —

O61ee Y10 a3pOOHBIX MUKPOOPTaHU3MOB —
mernee 10 KOEB 1.

Ob1ee YuCI0 APOMKIKEBEIX U MIIECHEBBIX
rpu6oB —Menee 10 KOE B 1.

Escherichia coli otcyrcryer B 1 1.

Crp. 1 u32




®-0000000555-05

HOPMAaTHUBHBIX TOKYMEHTOB

HaumeHoBanue TpeboBaHuss HOPMaTUBHOMN Pe3ynbTaThl HCTILITAHUMH
Tokasaresei JOKYMEHTaLUU

VnakoBka Ilepeuynas  ynaxosxa: Tlo 10 xancyn B | Ilepeuynas ynaxoeka: Ilo 10 karcys B ynakoBKke s4eHKOBOH
yIaKoBKe sdeiikoBoi komtypHo#t u3 IIBX | konTypHo# u3 [IBX mieHky u amioMHHHEBOH (OB,
IUICHKH U AJIIOMHUHUEBOM (HOJIBTH. Bmopuunas ynakoexa: 5 ynakoBOK S4EHKOBBIX KOHTYPHBIX
Bmopuunas ynaxoexa: 5 ynakoBOK SUEHKOBBIX | BMECTE C JIACTKOM-BKJIANBIIEM B AYKE KAPTOHHOMH.
KOHTYPHBIX BMECTE C JIMCTKOM-BKIIAJBINIEM B
rayke KapTOHHOH.

MapxkupoBka B COOTBETCTBUHU c TpeGoBaHuAMU | COOTBETCTBYET

[lepBuyHas yNakoBKa JeKapCTBEHHOIO HpeNnapara.
Homep cepuu : «860326»

JlaTa MCTe4YeHusl CpOKa rOAHOCTH: «roaeH a0 022031».
Kon nucrtka-BKiaplia-MHGOpMaLuy Ui alMEeHTa:
U-752-(753,767)-06-07, RU/05/24

BropuyHas yIIakoBKa JeKapCTBEHHOrO Mpenapara.

Kox mauku: I1-753-50-03-06, RU/11/23

«Data Matrix»,

«GTIN: 04607085319940»,

«Cepus: 860326»,

«omen mo: 02 2031»,

«S/N:» ¢ yka3aHHEeM MHAMBHAYAIbHOTO CEPUANM3ALUOHHOTO
HOMepa MauKH.

YcioBus XxpaHeHUst

He TpebyeT cnenyanbHbIX YCIOBUHA XpaHEHHU.

He Tpebyer crienaibHbIX YCIOBHH XPaHCHHSI.

Cpoxk rogsocty (cpok | 5 yer 5 ner
XPaHEHHS)
3akmouenne: Jlexapcmeennwvisi npenapam Ypcocan® xancyne, 250 me, Ne 50 cepuu 860326

coomeemcmayem mpebOBAHUAM 8 HACMU NPOBEPEHHbIX NOKA3AMeNeH.

Havansuuk otaena KOHTPOJIAA Ka4E€CTBa

Jonsxcrnocme

I'amaronosa 1.B.

—Hr—  F pl iy

DQHO IToonuce Jama

3A0 «3u0-3doposber

OKK

Crp.2u32




