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142103, Poccusi, MockoBckas 0671acTh,

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

JIPIHeH3HSI Ha NMPOM3BOACTBO JIEKAPCTBEHHBIX CpeacTB AJIsi MEAULMHCKOI0 IPUMEHEHH S

Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HanmenoBanue npenapara

Koa npenapara
Homep cepun
O0bem cepuu

Jarta npousBoacTBa
I'ogen mo

MaTta ananusa
AHa/Iu3 npoBe/IeH It

IMACHOPT Ne1717/26

o6om0ukoii, 500 mr, Ne 50
839

2620826

7 929 mT. ynakoBok
27.08.2026 r.

31.07.2031 r.

14.09.2026 r.

1}
000J104K0ii, 500 Mr»

YPCOCAH® ®OPTE TabaeTKH, IOKPBITHIE IIEHOYHOI

CII-KO-0701-0158-05 «YPCOCAH® @OPTE T2a6.,1€TKH, IOKPBIThIE INICHOYHO

HJ JITI-Ne(003655)-(PT'-RU)-280824 «YPCOCAH® @OPTE Tab6aetku,
NOKPBIThIE IJIEHOYHOI 000J104K0ii, 500 Mr», pa3gesy 1.3.2 moayns 1

PErucTpauuoHHOro0 A0che

Makery nepsuunoii ynmakosku JII-Ne(003655)-(PT-RU) ot 28.08.2024
MaxkeTy BTOpHYHO#i (IOTPEGUTELCKOMN) YIIAKOBKH JIII-Ne(003655)-(PT-RU)

MOSIBUTHCS HKENTO-0PAHKEBOC OKpALIMBAHUE.

ot 28.08.2024
JlucTky-BKIaaAbIIY — HHGOPMALMHU IS TALIHEHTA JIII-Ne(003655)-(PT'-RU)
ot 28.08.2024
HaumeHoBanue TpeOoBaHus HOPMATHBHOM PesynbTaThl HcTbITAHMI
MoKasaTeJien JOKYMEHTalK
Onucanue Taberku, OKPEITHIE MIIEHOYHOM 060/104KOM, Gentoro | TabneTky, HOKPHITEIE IICHOYHOMH 060NOYKOH, TOUTH
WA TOYTH  Geloro uBeTa, JBOSIKOBBINYKIBIE, | GEIOr0 IBETa, JBOAKOBBITYKIBIC, MPOOITOBATOMN
NpOOAroBaTo  (GOpMEL, € Haceukod ¢ OOHON | GOPMBI, C HACEUKOH C OHOU CTOPOHBI U TITy6OKOM
CTOPOHBI U IIlyGOKOH pa3aeNsIONIel PUCKOH ¢ ApyToll | pasieNnsiomeit PUCKOH ¢ npyroi croponsl. Ha usnome
croposl. Ha wmamome Genoro wmu moutd Genoro | moyru Genoro usera.
LBETA.
Hnentudukarps BOXX. Bpems ymep:KHBaHHS OCHOBHOTO MHKA Ha | Bpems YIACPKMBAaHMSA  OCHOBHOTO  MUKAa HA
- YPCOIC30KCHUXONEBAas | XPOMATOIPAMME HCIILITYEMOTO DAcTBOpa IOJDKHO | XpOMATOTrpaMMe UCIIBITYEMOTO pacTBopa
KUCIIOTA COOTBETCTBOBATh BPEMEHHU YICPXKUBAHHMS OCHOBHOTO | COOTBETCTBYET BPEMEHM YIEPXKHMBAHHS OCHOBHOTO
T1ka Ha XpOMaTorpaMme CTaHIApPTHOrO PacTBOpPa A | NHKa HAa XPOMATOrpaMMe CTaHIAPTHOTO pacTBOpa A.
(cm. paznen «KonM4ecTBEHHOE ONpeiENIeHUE).
- TUTaHa JUOKCH]I KauecTBennas peakumss ¢ Bomopoma mepokcuna | Ilossisercs XKENTO-OPAH)XKEBOE  OKPAIMBAHHUE
PacTBOpOM  KOHLCHTPUPOBaHHBIM  P:  jnomkHO | pacTBopa.

OIHOPOIHOCTE MACChI
JI03UPOBAaHHOM
€IMHULIBI, M

Ot 655,5 mr 10 724,5 Mr
(690,0 mMr £ 5,0 %)

18/20 tabu. - ue 6onee £ 5 %
2/20 Tabu. - ue 6onee £ 10 %

697,2

or—1,6% 1m0 +2.3 %

6onee 1,0 %

Pacrropenue, % BOXX. He menee 80 % (Q) ypcoae30kcHxoIeBoit 97
KHUCJIOTBI OT HOMHUHAJIBHOTO COAEPXKaHuUs yepes 45 98
MHHYT 99
97
98
99
98 (cpennee)
PoncreenHsre TCX. M 10
npuMecH, % ITpumeck A (XEHOIE30KCHUXONEBAs KUCIOTA) - HE St
6onee 1,0 % M 01
ITpumeck C (uroxoneas kuciora) - He Goree 0,1 % ceHee o,
JIro6as envHMuHAsS HEUICHTUDUIUPOBAHHAS IPUMECH
- He 6osee 0,2 % Mesee 0,2
CymMa HEHACHTH(UIMPOBAHHBIX IPUMECEHt - He Meros 1,0
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HaumenoBanue TpeboBanus HOpMATHBHOM Pe3ynbraTel uctisiTanuit
[IOKa3aresen JOKYMEHTaLuU
OIHOPOAHOCTH Jlns 10 nosupoBanHbix exunmi (n=10) AV < 15,0
JIO3UPOBAHHBIX v s 30 o3upoBaHHEIX equHuL (n=30) AV < =10
CIVHHI] 15,0 v HY O/1MH pe3yIETAT EAMHUYHOTO B
AV=24
onpezenenns He Menblue (1-L2x0,01)xM uiu ue
6onbe (1+1.2x0,01)xM
KomtyecrBennoe BOXX. Ot 475,0 mr 10 525,0 Mr 5003
OIIPENIEIICHUE, MI' (o1 95,0 % no 105,0 % ypcone30kcuxomneBoit (100 1’ %)
KHCJIOTBI OT HOMUHAJIBHOT'O COJEPIKAaHHUSI) ’
Muxpo6uonoruuec| Kareropus 3A. OO61mee uncio adpoOHBIX MUKpoopranuzmos (TAMC)
Kas 9YMCTOTa Ob1ee yncno aspoOGHBIX MUKPOOPTaHU3MOB meHee 10 KOEB 1.
(TAMC) — ne Gonee 10° KOE B 1 1 OOiee YUCTIO APOAOKEBBIX U MIECHEBLIX Tpubos (TYMC)
OOmiee YKCio APOMOKEBBIX U [IECHEBBIX TPHOOB Mmenee 10 KOEB 1 1.
(TYMC) — ne 6onee 102 KOE B 1 1 Escherichia coli - orcyrcreue B 1 1.
Escherichia coli - orcyrcrBue B 1 1.
Onucaxue Ilepsuunan ynaxoexa: mo 10 Tabnerok B ynakoske | Ilepsuunas ynaxoska: 1o 10 Tabnerox B YIakoBke
YIIaKOBKH siueiikoBod kourypuod u3 IBX/TIBJX rmieHku u | syeiikoBod kouTypHOM m3 IIBX/TIBJIX 1eHkd wu
AIIOMUHHEBOH (ONbru. QIOMUHHEBOH (ONBIH.
Bmopuunas ynaxosxa: 5 yNakoBOK SYEHKOBBIX | Bmopuunas ynaxoexa: 5 ynakoBOK SUCHKOBBIX KOHTYPHBIX
KOHTYPHBIX BMECTE C JINCTKOM=-BKJIA/IBILIEM B TIaYKE | BMECTE C THUCTKOM-BKJIA/IBIIIEM B [TAYKe KAPTOHHOM.
KapTOHHOM.
MapxupoBka B coorserctBun ¢ pasmenom 132 momyns 1 | CooTBercTByer
PErUCTPALHOHHOTO J0CKE.
IlepBuyHas ynakoBka JIeKapcTBEHHOTO IIPenapara.
Homep cepun: «2620826»
JlaTa ucreyeHust cpoka rogHoOCTH: «rogex g0 072031».
Kon nucrka-BKiIaapia-nHGOPMAUK 1JIsl TIALHUEHTA:
H-839-06-03, RU/09/24
Bropuynas ynakoBKa JISKapCTBEHHOIO Mpenapara.
Kon mauku: I1-839-50-03-02, RU/04/23
«Data Matrix»,
«GTIN: 04607085310855»,
«Cepust: 2620826»,
«onen no: 07 2031»,
«S/N:» c yKa3zaHHEM UHUBUJYalIBHOTO
CEPUATM3ALIOHHOI0 HOMEPa ITauKH.
VenoBus He tpebyer crienuanbHbIX YCIOBUM XpaHEHHUS. He tpebyer crieruanbHbIX yCIOBH XpaHeHus.
XpaHeHus!
Cpok rogHoct | 5 ner 5 mer
(cpok XpaHeH¥s)

3axmouenue: Jlexapcmesennwiii npenapam YPCOCAH® ®OPTE mabnemxu, NOKpblmMble NIeHOYHOU
obonouxot, 500 me, Ne 50 cepuu 2620826 coomsemcmeyem mpe6osarusm 6 wacmu NpoGepeHHbIX

nokaszameinetl.

Havansuuk OTZ€JIa KOHTPOJISI KadyecTBa
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