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3A0 «3u0-310poBHEN
142103, Poccus, MockoBckast 0671acTb,

IMomonsck, yi. XKenesnomopoxuas, 1. 2
Ten./dakc: +7(495) 419-20-64

JIMueH3Hst Ha IPOU3BOACTBO JIEKAPCTBEHHDIX CPEACTB /s MEAUIMHCKOTO PHMEHeHHs]
Ne J1012-00102-77/00010736 ot 24.09.2025 1.

HaumeHoBanue npenapara

Kox npemapara
Homep cepuu
O0bem cepuu

Jata npou3sBoacTBa
I'ogen o

lara ananusa

AHa/Iu3 npoBe/IeH Mo

ITACIIOPT Ne1088/26

00o0s10uKo0ii, 500 mr, Ne 50
839

1660626

7 871 mT. ymakoBok
04.06.2026 r.

31.05.2031 r.

17.06.2026 r.

o6oJ10uKoii, 500 Mr»

YPCOCAH® @OPTE 1abieTku, HOKPHITHIE IIEHOYHOI

CII-KO-0701-0158-05 «YPCOCAH® @OPTE Ta61eTKH, NOKPHITbIE TIEHOYHOI

HJI JITI-Ne(003655)-(PT-RU)-280824 « YPCOCAH® @OPTE Ttab6aerku,
TMOKPBIThIE NJIEHOYHOI 060/104K0i, 500 Mr», pa3aeny 1.3.2 moays 1

PErucTpauMoHHOro0 10Che

Makery nepsu4noii ynaxosku JIII-Ne(003655)-(PT-RU) ot 28.08.2024
Maxkety BTOpr4HO#i (MOTPEOUTENBLCKOI) yNAKOBKH JITI-Ne(003655)-(PT'-RU)

CIUHULBI, MI'

18/20 tabu. - ue 6onee + 5 %
2/20 Tabu. - "e 6osee + 10 %

ot 28.08.2024
JInCTKY-BKIAABIINY — HHGOPMALMH AT NALHEHTA JITI-Ne(003655)-(PT-RU)
ot 28.08.2024
HaumenoBanue TpeGoBaHus HOPMATHBHOIA Pe3ynpTaThl HCTIBITAHMIMA
IoKa3arene JIOKYMEHTaLK1
Onucanue Tabnerku, MOKPBITEIE IEHOUHOH 060JI0UKOiA, 6EI0ro TalmeTky, MOKpBITHIE MIEHOYHOH 0GOIOYKOMN, [TOUTH
WIM  TIOYTH GelOro  LBeTa, JIBOSKOBBIIYKIBIE, | GENOTO IBETa, JBOSKOBBITYKIBIE, HPOJOJITOBATOM
npojonrosarodl  (Gopmel, ¢ Haceukodl C OmHOM | (POPMBI, ¢ HACEUKOH C OJHOI CTOPOHBI U TIIyGOKOiA
CTOPOHBI K [Ily0OKOH pasiensioleit puckoii ¢ apyroit | pasmensomeit pHUCKoI ¢ npyroit croponsl. Ha usnome
croposl. Ha wm3nome Genoro miau moutu 6enoro | HouTH GENOro LBera.
LBETA.
Hnenrudukanms BOXX. Bpems ynepskuBaHWs OCHOBHOLO IHKA Ha Bpems  ynepkuMBaHHS ~ OCHOBHOTO  HKa Ha
- YPCONC30KCHXOICBAsA | XPOMATOrPaMME HCIBITYEMOTO PAcTBOpa AOJIKHO | XPOMaTOrpaMMe HCIIBITYEMOTO pacTBopa
KUCIIOTA COOTBETCTBOBATH BPEMEHHU YNEPHKMBAHHMS OCHOBHOTO | COOTBETCTBYET BPEMEHH YACPKMBAHWS OCHOBHOTO
TIHka Ha XpoMarorpaMme CTaHIapTHOTO PacTBOpa A | MHKa Ha XPOMATOrpaMMe CTAHZAPTHOTO PacTBopa A.
(cM. pasnen «Konu4ecTBEHHOE ONpeieieHIe).
- TUTaHa TUOKCHUL Kauecrsennas peaxmmst ¢ Bogopoma mepokcuna | Ilossigercs XKENTO-0PaHKEBOE  OKPAIMBAHUE
pacTBOpOM  KOHLCHTPHUPOBaHHBIM  P:  nomkHO | pacTBopa.
HOSIBUTHCS JKEITO-OPAHKEBOE OKPALIMBAHUE.
OIHOPOJHOCTH MACCHI Ot 655,5 mr 10 724,5 Mr 696,5
JIO3UPOBAHHOMN (690,0 mr £ 5,0 %)

or—2,2% 1m0 +1,5%

6omee 1,0 %

PacrBopenue, % BOXX. He menee 80 % (Q) ypcoae30kcHx0NeBOM 101
KHCJIOTEI OT HOMUHAJIBLHOTO COAEpIKanus uepes 45 99
MUHYT 99
101
100
99
100 (cpenuee)
Poncreennbie TCX. M 10
npumecH, % IIpumech A (XeHORE30KCHXOMEBAs KUCTIOTA) - HE SHb
6osee 1,0 % M 01
ITpumeck C (uroxoneBas kucioTa) - He Gonee 0,1 % enee O,
Jlto6as eMHMYHAs HEUASHTUUIMPOBAHHAS IPUMECH
- He 6ostee 0,2 % Menee 0,2
CyMma HeuIeHTHULMPOBAHHBIX TIPEMECEH - He Mesge 1,0

Crp. 1l m32
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HaumeHoBaHue TpeGoBaHus HOpMATHBHOM Pe3ynbTathl HCTIBITAHHIA
ToKazaTesieHn JOKYMEHTAILIMH
OIHOPOAHOCTH s 10 nozupoBanusix equuuil (n=10) AV < 15,0
JIO3MPOBAHHBIX unu 11 30 nosupoBanHbIX exunul (n=30) AV < = 1)
€/IUHHIL 15,0 v v onMH pe3yETaT EAMHAYHOTO AV =34
onpenenenus He Mensle (1-1.2x0,01)xM wnu He ’
oosnbiie (1+L.2x0,01)xM
Komyecrsennoe BDXX. Ot 475,0 Mr 10 525,0 Mr 489 6
OIPE/ICIICHUE, MI' (ot 95,0 % 1o 105,0 % ypcoae30kcuxoneBoi 97 9’% )
KHUCJIOTBI OT HOMUHAJIBHOTO CO/ICPIKAHHS) ’
Muxpo6uonorudec| Kareropus 3A. O61mee yncio a3poOHbIX MUKpoopranusMos (TAMC)
Kasl YUCTOTA O01ee YUCI0 a3pOOHBIX MUKPOOPTaHU3MOB menee 10 KOEB 1 1.
(TAMC) — ue 6osee 103 KOEB 1 1 OO6mee yKCIo APOXCKEBBIX U TUIECHEBBIX TprboB (TYMC)
OO61ee YHCIO APOXKIKEBBIX U INIECHEBBIX TPUOOB menee 10 KOEB 1 1.
(TYMC) — ne Gonee 102KOE B 1 1} Escherichia coli - orcyrctBue B 1 T.
Escherichia coli - orcyrctaue B 1 1.
Onucanue llepsuunas ynaxosxa: mo 10 Tabnerok B ynakoske | Ilepeuunas ynaxoska: mo 10 TabIeToK B yrNaKoBKe
YHaKOBKH suerikoBod kouTypHOH u3 IIBX/MTIBJX mueHku U | sqeiikoBoit kourtypHoi w3 [IBX/TIBAX rmeHKH U
aIIOMUHHIEBON (ONBIH. AIOMHUHHUEBOH (OIIBIH.
Bmopuunasn ynaxoexa: 5 ymakoBOK SMEHKOBBIX | Bmopuunas ynaxoska: 5 yHakoBOK SUEHKOBEIX KOHTYPHBIX
KOHTYPHBIX BMECTE C JIUCTKOM-BKJIAIBILIEM B IAYKE | BMECTE C JTHCTKOM-BKJIAJIBILIEM B [1a4KE KAPTOHHOM.
KapTOHHOM.
MapxupoBka B cootBerctum ¢ pasmenmom 1.3.2 momymst 1 | CoorBercrByeT
PETUCTPALTAOHHOTIO 1OChE.
IlepBuyHas ynakoBKa JIEKapCTBEHHOTO Mperapara.
Howmep cepun : «1660626»
JlaTa ucreyeHus Cpoka roJHOCTH: «roaeH 10 052031».
Kox nmucTka-BriaabIa-uHGOPMALMK TS TALUEHTA:
H-839-06-03, RU/09/24
BropuyHas yrakoBKa JEKapCTBEHHOTO Mpenapara.
Kon mauku: [1-839-50-03-02, RU/04/23
«Data Matrixy,
«GTIN: 04607085310855»,
«Cepust: 1660626,
«[onen no: 05 2031»,
«S/N:» c yKa3aHUEM UHUBUTYaJIBHOTO
CEpPUATM3ALMOHHOTO HOMEPa MAavKH.
VYcnosus He Tpebyer crieluanbHbIX YCIOBUM XpaHEHHS. He TpebyeT crenuanbHbIX yCIOBHUiA XPAHEHMS.
XpaHeHus
Cpok rogHocTi | 5 ner 5 et
(cpok xpaHeHHs)

3axiouenne: Jlexapcmsennuiii npenapam YPCOCAH® ®OPTE mabnemiu, nokpeimvie nieHounoi
obonouxou, 500 me, Ne 50 cepuu 1660626 coomeemcmsyem mpe6osanusm & yacmu NpOGepeHHbIX

noxaszamereil.

HavanpHuK oT/HeNa KOHTPOJIS Ka4ecTBa [Te1pxoBa E.H.
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HonocrHocme DHO ~~Ifoormres
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