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®-0000000555-05
3A0 «3u0-310poBne»
142103, Poccusi, MockoBckas 061acTs,

[opmonkck, yn. XKenesHonoposxHas, 1. 2
Ten./dakc: +7(495) 419-20-64

JIMueH3ns Ha NPOM3BOACTRO JIeKapPCTBEHHBIX CPEACTB [JIsi MEAMIMHCKOrO NPHUMEHEHHs
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanune npenapara

Kox npenapara
Homep cepun
O6bem cepun

Hata npoussoacTBa
I'onen o

Hara ananuza

AHaJIM3 NpoBe/IeH o

IIACIHOPT Ne0806/26

o0os104Koii, 500 mr, Ne 50
839

1160426

7 876 mT. ymaxoBox
13.04.2026 r.

31.03.2031 r.

28.04.2026 r.

o6os10uKoii, 500 My

YPCOCAH® ®OPTE ta6ierxu, MOKPBIThIE IVIEHOYHO

CII-KO-0701-0158-05 «<YPCOCAH® ®OPTE Ta0JIeTKH, NOKPBIThIE MJIEHOYHO

HJI JITI-N2(003655)-(PT-RU)-280824 « YPCOCAH® ®OPTE Tabnerku,
TIOKPBITBIE MJIEHOYHOH 060/104K0ii, S00 Mr», pasaesy 1.3.2 moay.s 1

PErucTPpaHoOHHOIO A0Che

MakeTy nepBU4HOI ynakoBKH JITI-Ne(003655)-(PT-RU) ot 28.08.2024
MakeTy BTOpHUYHOIi (10TpeGHUTEBCKOI) ynakosku JIII-Ne(003655)-(PI'-RU)

TOSABUTBCA JKEJITO-OPAHIKEBOE OKpallluBaHHE.

ot 28.08.2024
JIncTky-BraaabIy — uHGOPMALMH 1J1s NALMEHTA JITI-Ne(003655)-(PT-RU)
ot 28.08.2024
Haumenoanmue TpeGoBanus HOpMaTHBHOI PesynbTaThl ncnbITaHMIA
noKasareiei JOKYMEHTaluu
Onucanune Tabnerku, MOKpEITHIE MIEHOYHOMN o6onoukoit, 6enoro | Tabnerkw, ITOKPBITBIC MJICHOYHOH 000JI0YKOM, IOUTH
MM TOYTH  Georo  uBeTa, ABOSKOBBIIYKIBIE, | GENOTO UBETa, JBOSIKOBBIYKJIBIE, IPOIOJTrOBATOMN
npononroBarod  (OpMel, ¢ Haceuko C OmHOM (bopMsl, ¢ Haceukoit ¢ OxHOM CTOPOHBI U TItyb0KOit
CTOPOHBI U INTyGOKOMH pasnensiouwen puckoii ¢ Apyro# | paszmensiomeit puckoi ¢ apyroit croponsl. Ha uznome
cropoHbl. Ha wmsnome Genoro wmum moutn Genmoro | mouru 6enoro LIBETA.
LBETA.
Hnenrudukauus BOXX. Bpems ynepxuBaHMS OCHOBHOTO MHKa Ha Bpems  ymepxuBaHus  OCHOBHOTO  nmka  Ha
- YPCOJE30KCUXOJIeBas XpOMATOrpaMMe HCHBITYEMOrO PacTBOpPa JOKHO | XPOMATOrpamme UCIIBITYEMOT0 pacTBopa
KHCIIOTa COOTBETCTBOBATh BPEMEHHU YAEPKHUBAHUS OCHOBHOI'O COOTBETCTBYET BPEMEHHM YIEPIKUBAHUS OCHOBHOTO
[IMKa Ha XpOMAaTOrpaMMe CTaHIapTHOro pacTBopa A | muka Ha XPOMAaTOrpamMme CTaHIApTHOTO PacTBopa A.
(eM. pasnen «KonmyecTBenuoe OTIPE/ICIICHUE ).
- TUTaHa JIMOKCHU] KauecrBennas peaxuns c BoJopona nepokcuna | IMosBusercs HEJNTO-OPAHKEBOE  OKPAIUIUEZHUE
PacTBOPOM  KOHLEHTPUPOBAHHBIM ~ P:  nomkHo | pactBopa.

OnHopomHoCTH Macce!
J03UPOBAHHOM
CAWHHULIBI, MI"

Ot 655,5 Mr 10 724.5 mr
(690,0 Mr + 5,0 %)

18/20 tab. - He Gonee + 5 %
2/20 Tabn. - He Gosee + 10 %

690,7

or—2,9% mo +2,8%

PactBopenue, %

BOXX. He menee 80 % (Q) ypcone30KCHXoeBoi
KHCJIOTBI OT HOMMHAJILHOTO COEPXKaHuUs uepes 45
MHHYT

100
96
99
98
99
97

98 (cpennee)

PoncrBennsie
npumecy, %

TCX.

ITpumecs A (xeHone30KcHXONEBas KHCJIOTA) - HE
6omee 1,0 %

Ipumecs C (muroxonesas kuciora) - He 6oiee 0,1 %
Jho6as enunnyHas HEMJICHTU(UUMPOBAHHAS IPUMECH
- He Oonee 0,2 %

CyMMa HenneHTUDUIPOBAHHBIX npuMeceit - He
Gonee 1,0 %

Mesee 1,0
Menee 0,1
Menee 0,2

Menee 1,0

Crp. 1 uz 2




D-0000000555-05

HaumeHoBanue TpeGoBaHust HOPMATUBHOIM Pesynbratel ucnsitanuit
TIoKa3areJsiei JMOKYMEHTaLUH
OnHoponHoCTh s 10 N03UpOBaHHBIX €MHMLL (n=10) AV <15,0
JIO3UPOBAHHEIX w11 30 TO3MPOBAHHBIX €IUHMUL] (n=30) AV < fie= 0
€IIMHHIL 15,0 v Bu onmH pesynbraT enuHMYHOrO
AV=44
onpenenenus He Mensiue (1-L2x0,01)xM umu ue
Goabme (1+4L.2x0,01)xM
KomuuecrseHHoe BOXX. Or 475,0 mr 10 525,0 Mr 485.5
onpenenenue, Mr | (ot 95,0 % x0 105,0 % ypconesokcuxoneBoit (97 1’% )
KHCJIOTBI OT HOMMHAJILHOTO COJEPIKAHHS) o
Mukpo6uosioruyec Kareropus 3A. O61wee Yncn0 adpoGHBIX MUKPOOPraHU3MOB (TAMC)
Kas YMCTOTa OG1wee 9uCco adpOGHBIX MUKPOOPraHH3MOB menee 10 KOEB 1 r.
(TAMC) - He 6onee 10° KOE B 1 T Ob1wee YHCITO IPONKIKEBBIX H [IIECHEBBIX rpu6oB (TYMC)
OO61wee UMCIIO APONOKEBBIX U IUIECHEBBIX rpu6oB Mmenee 10 KOEB 1T.
(TYMC) — e 6onee 102 KOE B 1 r; Escherichia coli - orcyrcrBre B 1 1.
Escherichia coli - orcyrersue B 1 .
Orncanue Hepsuunan ynaxosxa: no 10 tabnerok B ynakoBke | Ilepeuunas ynaxoexa: mo 10 Ttabmerox B YIaKoBKe
YTaKOBKH A4EHKOBOH KOHTYpHOM 3 TIBX/IBJX mneHk: u | sqeHKkoBoii KOHTYpHOH w3 [IBX/IIBAX r1uieHKH u
ANIOMUHUEBOH (oJIbIH. ANIOMMHUEBON (oJTbru.

Bmopuunas ynaxosxa: 5 ynakoBok sueiKoBbIX Bmopuunas ynaxoexa: 5 ynakoBok sueiKkoBbIX KOHTYPHBIX
KOHTYPHBIX BMECTE C JIMCTKOM-BKJIA/IBILIEM B [Ia4Ke | BMECTE C JIMCTKOM-BKIABILIEM B [TaYKe KapTOHHOM.

KapTOHHOM.
Mapxkuposka B coorserctBum ¢ pasmenom 1.3.2 monyns 1 | CoorsercrByer
PEeTHCTPALMOHHOTO OCheE.

llepBuyHas ynakoBKa JIeKapCTBEHHOTO Mperapara.
Homep cepunt : «1160426»

Hara ucteuenns cpoka rogHoCTH: «rogen 1o 032031y,
Kon nucrka-Brnanpuua-undopmanuu n1s nangenta:
H-839-06-03, RU/09/24

BTO[}H‘{Ha}I YIIaKOBKa JICKAPCTBEHHOI'Q npenapara.

Kox mauku: I1-839-50-03-02, RU/04/23

«Data Matrix»,

«GTIN: 04607085310855y,

«Cepust: 1160426,

«oneH mo: 03 2031y,

«S/N:» c YKa3aHueM UHAUBUIYAJILHOTO
CEpUANTH3ALMOHHOr0 HOMEPA MAUKH.

VcioBus He tpebyer cnenunansHbix YCIIOBHH XpaHEeHus. He tpebyer cneumansupix yenouii XPaHEHHUSI.
XpaHeHusI
Cpok rogsoctn | 5 ner 5 ner

(cpok xpaHenus)

3axumouenne: Jlexapcmeennuii npenapam YPCOCAH® ®OPTE mabnemxu, NOKpbimble NIeHOYHO
obonouxou, 500 me, Ne 50 cepuu 1160426 coomsemcmeyem mpebosanuam 6 wacmu nposepenix
noxaszameneil.

Havaneank otnena xontposs xavecrsa I"'amaronosa I.B.
c%’ - B o5 vy
Honxcnocme DQUO TToonuce Jama
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