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®-0000000555-05
3A0 3u0-3x0poBne»
142103, Poccusi, MockoBckas 06macTs,

IMononkck, yn. XKesneznonopoxuas, 1. 2
Ten./daxc: +7(495) 419-20-64

JIMueH3Hst HA IPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB ISl MEIHIHHCKOTO NPHMEHEHHUsI
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanune npenapara

Koa npenapara
Homep cepuu
O6bem cepuu

JaTta npou3ssoacrea
I'ogen mo

MaTa aHanu3a

AHajm3 IpPOBEIEH 10

IIACITOPT Ne1759/26

00oJ10uKoii, 500 mr, Ne 100
840
2700926
3 942mT. ymakoBok
02.09.2026 r.
31.08.2031 r.
21.09.2026 r.

o6o10uKoii, 500 Mr»

YPCOCAH® @OPTE Ta6/1eTKH, IOKPBITHIE ILIEHOYHOI

CII-KO-0701-0158-05 «YPCOCAH® ®OPTE Tabnerkn, MOKPBIThIE MJIEHOYHOIA

HJ JITI-Ne(003655)-(PT-RU)-280824 «YPCOCAH® ®OPTE Ta0/1eTKH, NOKPBITHIE
IJIEHOYHO 000/104K0i, S00 Mr», pasaesny 1.3.2 moxys 1 PETHCTPALHOHHOTO N0Che
Makery nepBUYHOIi YIaKOBKH JIII-Ne(003655)-(PT'-RU) ot 28.08.2024

Maxery BropuuHOii (I0TpeGuTENLCKOI) YNAKOBKH JITI-Ne(003655)-(PT-RU)

MOSABUTHCS XKEJITO-OPAHIKEBOE OKpalIruBaHUe.

ot 28.08.2024
JIMCTKY-BKIaABIIY — HH(OPMALMH AJIS TALUEHTA JIII-Ne(003655)-(PT-RU)
ot 28.08.2024
HaumeHoBanme TpeGoBaHus HOpMaTHBHOM Pe3ynbraThl UCTBITAHMI
TIOKa3aTeJen JOKYMEHTaIH
Ornucanue TabneTku, MOKPHITHIC IICHOYHOM 060M04KOH, 6eI0ro TaGnerku, MOKPEITHIE MIEHOYHOH 060IOYKOM, IOYTH
WM [OYTH Genoro IBera, ABOSKOBBINYKIEIE, | GEIOr0 LBeT, JIBOSIKOBBIITYKJIBIE, ITPOJOJITrOBATOM
NpOJ0JAroBaTod (OPMBI, ¢ Haceykoll ¢ OmHOM (bopMEIL, ¢ Haceukoit ¢ OHOM CTOPOHEI U TTyOOKOM
CTOPOHEI ¥ IIlyGOKO# pasleNIoLeii puckoit ¢ Ipyroit Pa3IENAIOEeH PUCKOM ¢ Ipyroi croponsl. Ha usnome
croponsl. Ha wusnome 6emoro wmimu moutu 6emoro | mourw Genoro mpera.
LBETA.
Hnentuduxanus BOXX. Bpemst yzepkuBaHMs OCHOBHOTO MHKA Ha Bpems  ynepxuBaHHMS ~ OCHOBHOrO mmka Ha
- YPCOME30KCUX0JIeBast XpoMaTrorpaMMe HCHBITYEMOrO pPacTBOpa JODKHO | XpOMarorpamme HCIIBITYEMOTO pacTBopa
KHCIOTa COOTBETCTBOBATE BPEMCHH yACPIKUBAHMS OCHOBHOTO | COOTBETCTBYCT BPEMEHH YACPKHBAHHMS OCHOBHOIO
TIHKa Ha XpOMaTorpaMme CTaHIApTHOTO pacTBopa A | IHMKa Ha XPOMATOrpaMMe CTaHAAPTHOrO pactBopa A.
(eM. pasnen «KoMuecTBEeHHOE OTpeieneHuey).
- TUTaHa JTHOKCHI KayectBennas peakums ¢ Bonmopona mepokcupa | Ilosmisercs KENTO-OPAIKEBOE  OKpAIUBAaHUE
aCTBOPOM __ KOHIEHTPUPOBAHHBIM _ P:  jomkHO | pacTBOpa.

OnHOPOAHOCTE MacCHI
JMO3UPOBaHHOU
€IIMHHUIIBI, MT

Ot 655,5 mr g0 724,5 mr
(690,0 Mr £ 5,0 %)

18/20 tabu. - He Gosee + 5 %
2/20 Tabu. - He Gosee + 10 %

699,1

or—-3,0% 10 + 1,6 %

6osee 1,0 %

PactBopenue, % BOXX. He menee 80 % (Q) ypcoae30kcHxoneBoi 98
KHCJIOTBI OT HOMHHAJILHOTO CONEPXKAHUS Yepes 45 98
MUHYT 97
98
98
98
98 (cpenuee)
Poncraenurie TCX. M 10
npumMecH, % Ipumech A (X€HOIE30KCHXONEBAs KMCIIOTA) - HE SHEE ks
6omee 1,0 % M 0.1
Ipumecs C (uroxonesas kuciota) - e 6ouee 0,1 % cree U,
Jhobast equnuYHas HeMACHTUUIMPOBAHHAS IPUMECE
- He 6oee 0,2 % Menee 0,2
Cymma HeuneHTHUIMPOBAHHBIX pUMeceii - He Wisgee 1,0

Crp. 1 m32
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HaumeHnoBanme TpeboBanus HopMaTUBHOM Pesynbprathl ucmbITaHMH
TIOKa3aTesnen JOKYMEHTaIMH
OIHOPOAHOCTE st 10 nosupoBanusix exuuui (n=10) AV < 15,0
JI03UPOBAHHBIX v 1tst 30 J03MPOBAHHBIX exuuuL (n=30) AV < - 10
SIIHII 15,0 ¥ HU OZMIH pe3yNBTAT EAUHUYHOTO n _
AV=17
onpeneneHus He Mensie (1-L.2x0,01)xM uu He
Gosbme (1+L.2x0,01)xM
KomiyecrBennoe B2XX. Ot 475,0 mr g0 525,0 mr
p " 497,3
OIPE/IENICHUE, MI' (ot 95,0 % 10 105,0 % ypcoae30KCuxoIeBoit (99,5 %)
KHCJIOTBI OT HOMUHAJIBHOTO COJICPKAHMSI) ’
Muxpobuonoruyec| Kareropus 3A. O61uee yncno aspo6HbIX MUKpoopranusmos (TAMC)
Kasl YMCTOTa O6wiee YUCI0 a3pOGHEIX MUKPOOPTaHH3MOB Mmenee 10 KOEB 1 1.
(TAMC) — ue 6onee 10> KOEB 1 1; OO6uee M0 NPOXOKEBBIX U TLIECHEBBIX IPUGOB (TYMC)
OGwuee YMCII0 NPOXOKEBBIX U IIECHEBBIX IPHOOB meHee 10 KOEB 1 1.
(TYMC) — He Gonee 102 KOE B 1 r; Escherichia coli - orcyrctBue B 1 .
Escherichia coli - orcyrereue B 1 1.
Onucanue Ilepsuunasn ynaxoexa: no 10 TabneTok B ynaKoBke llepsuunasn  ynaxoexa: 1o 10 TabneTok B ymmakoBke
YIIaKOBKU S4CHKOBON KOHTYpHOM u3 [IBX/TIBJIX IUieHKH U | sueiikoBOit KOHTYpHOH wu3 [IBX/TIBAX 1uieHKH w
AIOMUHUEBON (OJIBIH. AJIIOMUHHEBOH (OJIBIH.
Bmopuunas ynaxosxa: 10 ymakoBox sueikoBBIX | Bmopuunas — ynaxosxa: 10 YIAKOBOK  SYEMKOBBIX
KOHTYPHBIX BMECTE C JIMCTKOM-BK/IA/BILICM B IAYKE | KOHTYPHBIX BMECTE€ C JIUCTKOM-BKIAABILEM B [IA9KE
KapTOHHOI. KapTOHHOU.
Mapkuposka B coorserctBuu ¢ pasgenom 1.3.2 Momyms | CootsercTByeT
PEruCTPAaliMOHHOI'0 JOChE
IlepBuyHas ynakoBKa JIEKApCTBEHHOTO MIpENapara,
Homep cepuu: «2700926»
Jlara ucTeyeHust cpoka roJHOCTH: «rogeH a0 082031,
Ko nucTka-BKIagpIma-uHQOPMALMY [T [IALHEHTA:
H-840-06-03, RU/09/24
BropuyHas yrnakoBka JiekapcTBEHHOTO Ipernapara.
Kox nauku: I1-840-100-03-02, RU/04/23
«Data Matrix»,
«GTIN: 04607085310862»,
«Cepus: 2700926,
«[onen mo: 08 2031»,
«S/N:» c YKa3aHUEM HUHJIUBUIYAIEHOTO
CEPHAM3ALMOHHOTO HOMEpa MAYKH.
VcnoBus He TpeGyer crienuanbHbIxX yCioByit XpaHeHus. He TpeGyer crienuanbHbIX ycnoBuii XpaHeHus.
XpaHeHUs
Cpoxk rogaocta | 5 ner 5 ner
(cpok XpaHeHwus)

3aximouenne: Jlexapcmeennwiii npenapam YPCOCAH® ®OPTE mabiemKy, NOKpbImble NIeHOYHOL

obonouxoti, 500 me, Ne 100 cepuu 2700926 coomeemcmeyem

nokazameieil.

Havaneaux OTACJIa KOHTPOJISI KayecTBa
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