= 340posse
- = 4

®-0000000555-05
3A0 «3u0-3n0poBbe»
142103, Poccusi, MockoBckas 061acTb,

[Tonoinsck, yn. Xenesnonoposxuas, 1. 2
Ten./daxc: +7(495) 419-20-64

Jluuensust Ha NPOM3BOICTBO JIEKAPCTBEHHBIX CPEICTB A/ MEAULMHCKOTO NpHMeHeHHs
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanue npemnapara

Kox npenapara
Homep cepun
O0bem cepun

Mara npoussoacrea
I'ogen no

Jara anamiza

Ananus IPOBEIAECH 110

IMMACITOPT Ne0795/26

o6ost0uKoii, 500 mr, Ne 50
839

1100426

7 610 mT. ymakoBox
08.04.2026 r.

31.03.2031 r.

27.04.2026 r.

o006os10uKoii, 500 M

YPCOCAH® ®@OPTE tabiieTku, IOKPBITBIE IIEHOYHO

CII-KO-0701-0158-05 «YPCOCAH® ®OPTE ta6ierku, [NOKPbITbIE MJIEHOYHOI

HJL JITT-Ne(003655)-(PT'-RU)-280824 «YPCOCAH® ®@OPTE Tabaerku,
MOKPBIThIE MJIEHOYHOIT 060104uK0#, 500 Mr», pasaeny 1.3.2 moayas 1

PErucTpaiMoOHHOIO A0Che

Makerty nepsuanoii ynakosku JIII-Ne(003655)-(PI'-RU) ot 28.08.2024
Maxety BTOpuYHO# (MOTPeGUTENbLCKOI) YIIAKOBKH JITI-Ne(003655)-(PT'-RU)

CTOPOHBI U IJTyO0KOH pasaensiowieit puckoi ¢ apyroit
croponbl. Ha wusnome Genoro unm moutu 6enoro
LBETA.

ot 28.08.2024
JIueTKy-BRIaABIIY — HHGOPMALMH 1JIs1 NALHEHTA JITI-Ne(003655)-(PT-RU)
ot 28.08.2024
HanmenoBanue TpeboBanust HOpMaTUBHOM Pe3ynbratsl ucnsitanuit
noxasareJsiei JNOKYMEHTALNN
Onucanue Tabnerku, noxpsITHIE MIEHOUHO} 060J104KOH, GENOr0 Tabnerku, MOKpPLITHIE IIEHOUHON 0GONOYKOM, [TOUTH
WM mo4TH  Geloro  UBETa,  JABOSKOBLINYKIbE, | Genoro usera, JIBOSIKOBBIITYKJIbIE, I1POJIOJINOBATOM
NPOJOJroBaTON  (JOPMBL, ¢ HACEUKOH C OMHOM | (hOPMEI C HACEUKOH C OXHOM CTOPOHBI U T1yOOKOH

pasaensioLen puckoii ¢ Apyroit cropounsl. Ha usnome
noyTH 6eJI0ro LBeTa.

Wnenrtuduranus
- YPCOIE30KCHXOJICBas
KHMCII0Ta

BOXX. Bpems ynepuBaHHsS OCHOBHOIO [MKa Ha
XpOMArorpaMMe HKCIMbITYEMOTO pacTBOpa JOJKHO
COOTBETCTBOBATL BPEMEHM YIEPIKUBAHUSI OCHOBHOTO
IIMKa Ha XpOMATOrpaMMe CTaHAApPTHOTO pacTBopa A
(eM. pazaen «KoMyecTBEHHOE OnpeeneHuey).

Bpems  ynepkuBaHHMS ~ OCHOBHOrO  muKa  Ha
Xpomarorpamme UCIIBITYEMOTO pacTBopa
COOTBETCTBYET BPEMEHH YACPKUBAHUS OCHOBHOI'O
[IMKa HA XPOMATOrpaMMe CTaHIAPTHOIO PacTBopa A.

- TUTaHa JIMOKCH]L

KavecTsennas peakuuss ¢ Boaopoxa MNepoxcruaa
pacTBOpOM KOHUEHTPHUPOBAHHBIM P: JOJDKHO
MOSIBUTHCS JXKEJITO-OPaHIKEBOE OKpalrMBaHHe.

[TosBnsgercs
pacTBopa.

KEITO-OpaHKEBOE OKpalllMBaHHUE

OnHOPOIHOCTE Macchl
JIO3UPOBAHHOM
CAWHULIBI, MI"

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

18/20 Tabu. - He 6ounee + 5 %
2/20 Tabu. - ne 60mee £ 10 %

693.8

oT—2,6% 10 +2,6%

PactBopenue, %

BOXX. He menee 80 % (Q) ypcone30kcHxoeBoi
KHCJIOTBI OT HOMHHAIILHOTO COJIEPIKaHus yepes 45
MUHYT

98
98
99
98
98
98

98 (cpentee)

Poxcreennsie
npumecu, %

ICX.

[Mpumech A (XeHOE30KCHXOIEBAS KHCJIOTA) - HE
6ounee 1,0 %

IIpumecs C (smroxonesas kucnora) - He Gosee 0,1 %
Jhobast exuHrYHas HEUICHTU(DUUMPOBAHHAS TPUMECH
- He 6osee 0.2 %

CymMma HeMIeHTH() MLHPOBAHHBIX npuMeceit - He
6onee 1,0 %

Menee 1,0
Memnee 0,1
Menee 0,2

Memnee 1,0

Crp. 1 u3 2




D-0000000555-05

KHMCJIOTBI OT HOMUHAJILHOT'O COJICp)KaHI/Iﬂ)

HaumenoBanue TpeboBaHus HOpMaTHBHOIM Pe3ynbTathl UCTIBITAHUI
nokasaresei JIOKYMEHTAIMK
OunHopomHocTs Jlnst 10 103MpOBAHHbBIX SAMUHMLL (n=10) AV <15,0
JI03MPOBAHHBIX v st 30 103UpOBaHHBIX euuuL (n1=30) AV < n=10
C/IMHHLL 15,0 v H1 oMH pesysbTaT eMHIYHOTO _
AV=22
onpenenenns He Menbiue (1-L2x0,01)xM nim ue
Goubme (1+1L.2x0,01)xM
Konuyecrsennoe BOXX. Ot 475,0 mr 1o 525,0 mr
. 502,4
OrpeJieNIeHHe, Mr (01 95,0 % 1o 105,0 % ypconesokcnxoliepoit (100,35 %)

Muxkpo6uonoruyec
Kast YUCTOTA

Kareropus 3A.

Ob611ee 4MCIo a3pOBHBIX MUKPOOPraHU3MOB
(TAMC) — 1e 6onee 10° KOE B I

Ob111ee 4MCII0 APONOKEBBIX U TLIECHEBBIX rpubos
(TYMC) — e 6osee 102 KOE B 1 1;

Escherichia coli - orcyrersue 8 1 1.

Ob1wee uuco a9poBHBIX MUKPoOprannamos (TAMC)
menee 10 KOEB I 1.

Ob1iiee 41CI0 IPOAOIKEBBIX H ILIECHEBBIX IPHOOB (TYMC)
menee 10 KOE B 1 1.

Escherichia coli - orcyrctaue B 1 .

Onucanue lepsuunas ynarxoska: no 10 taGnerok B ynaxoske | [lepeuunas ynaxoska: mo 10 TtaGnetok B YIaKoBKe
YIaKOBKU AYCHKOBOH KoHTYpHOH M3 [IBX/IIBIX ruienku u | sqeiikoBoii KOHTYypHOH wu3 [IBX/TIBJIX teHkd wu
IFOMUHHUEBOH (oJIbIu. ATIOMUHKUEBON (HOJIbTH.
Bmopuunas ynaxoexa: 5 ynakoBOK sueHKOBBIX Bmopuunas ynaxoexa: 5 ynakoBoK si4eKoBbIX KOHTYPHBIX
KOHTYPHBIX BMECTE C JINCTKOM-BKJIA/IBIIIEM B [1a4Ke | BMECTE C JINCTKOM-BKJIAABILICM B [auke KapTOHHOM.
KapTOHHOM.
Mapxuposka B cooreercrBum ¢ pasmenom 1.3.2 monyiss 1 | CoorBercrByer
PErHCTPALMOHHOTO JOCKE.
leppuynas ynakoBKa JeKkapCcTBEHHOTO Mpenapara.
Homep cepui : «1100426»
Jara ucreueHus cpoka ronHoOCTH: «roged 10 03203 1.
Kon nucTka-BKianblma-naopmMaLn ajis nandenTa:
M-839-06-03, RU/09/24
Bropuunas ynakoBka fiekapcTBeHHOr0 npenapara.
Kon nauxu: I1-839-50-03-02, RU/04/23
«Data Matrixy,
«GTIN: 04607085310855»,
«Cepusi: 1100426,
«lomen no: 03 2031,
«S/N:» c YKa3aHueMm UHIMBUAYATLHOTO
CEPHATM3ALMOHHOTIO HOMEpA NayKH.
Vcnosus He Tpebyer crieumansupix ycnosuit XpaHEeHH . He tpebyer crieumansHbIx yenosuii XpaHEHHUSI.
| XpaHeHwus!

Cpok rognoctu
(cpok xpaHenus)

5 ner

5 ner

]

3akmouenne: Jlexapcmeennwiii
obonouxot, 500 me, Ne

noxaszameJietil.

Havansaux OTZCJIa KOHTPOJISI KadyecTBa

["amaronosa U.B.

npenapam YPCOCAH® ®OPTE mabremxuy, NOKpbIMbLE NIEHOYHOL
50 cepuu 1100426 coomeemcmeyem mpeGoSaHUAM 6 HACMU NPOBEPeHHbIX

T el

Honxcnocme

DUO IToonuce Jlama

3A0 «3u0-3dopoesey
OKK

Crp. 2 uz 2
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