SAKPLITOE AKIITMOHEPHOE OBIIECTBO «BU®UTEX»
JIviieH3us Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPe/ICTB /11 MeJUITMHCKOTO IIPUMeHeHHUsT
Ne JI012-00102-77/00010330
142279, MockoBckas 00i1., T. CepriyxoB, 1. O6onenck, I'HIT [TM

Ten.: (495) 716-15-81, 716-15-90, Ten. (4967) 36-00-76

Homep perucrparonHoro ygocroepenust: JIIT-Ne(007485)-(PI'-RU)

Toprosoe HauMeHOBaHHe JIeKAPDCTBEHHOTO Iperapara: X/10po¢u/iiunT

ITACITOPT Ne 1142 ot 22.10.2026 1.

JlekapcTBeHHas hopMa: Tab/IeTKH AJ/IA paccachbIBaHUs
['pynmupoBouHOe HaUMeHOBaHue: DBKA/IUIITa JIUCThEB SKCTPAKT

Cepus: 111026

l'onen po: 10 28

®

nara peructpauuu: 31.10.2024

Hosuposka: 25 mr

KonuuecTtso npopykumu, es. usmepenus: 14833 ynakoBku Ne 20
Hara Beitycka: 22.10.2026 r.
Ananus BeinonHed no: JITI-Ne(007485)-(PI'-RU)-311024 (ITocnegoatensHocTs 0001)

Hara npoussopacrea: 13.10.2026 r.

Ne HaumenoBaHue <
p TpeooBauus HJT Pe3ynbTrarh! HCOBITAHUH
n/n IoKasarejeu

1 2 3 4 5
TabneTKH III0CKOLWIMHIPHYECKOH (GOPMEL C Tabnetkn T1/10 CKOLIW/IMHAPH Y CKOH
tackoH M pHUCKOH OT CBET/IO-3e/€HOr0 [I0 cdopMer ¢ (ackoH M DHCKOH CBeT/IO-

I'd XI, Beim. 2,

1 Ornucanue 3eeHoro npera c Gosiee cBerneMH U Oosiee e 154 3e/IeHOr0 LBeTa C Oosiee CBeTILIMH H
TeMHBIMU BKDallIeHUAMM C  XapaKTepPHBIM ’ 6oslee  TEMHBIMH  BKDAIUVIEHHAMH  C
3araxom XapaKTepHBIM 3aMlaxoM
KauecTBenHasi peakuusi ¢ BaHW/IWHA pactBo- |JII1-Ne(007485)- | IMoaBnsercs KpaCHO-KOpHUYHEBOE
pOM B CepHOM KucjioTe; Ho/pkHO noseisaTecs |(PI-RU)-311024| okpaumiBanue (TeprieHOHIBI)
KPaCHO-KODHYHEBOe OKpaIlliBaHHe

TCX
Ha xpomatorpamme wucneityemoro pacrsopa |JIII-Ne(007485)-|Ha XpomarorpaMme HCIIBITYeMOT0
JIOJDKHBI HaO/IOZaThCst [Ba IsiTHA OT ceetyio- |(PT-RU)-311024| pactBopa Habmro[aroTcss  fABa  IATHA
PO30BOrO  JI0 PO30BOrO0 C  (PHOJETOBHIM CBET/IO-DO30BOrO LjBETA Ha yPOBHE IATEH

2 Wpentuduxanus OTTEHKOM IiBeTa Ha YPOBHE IfiTeH TOLO XKe TOrO >Ke IBeTa Ha XpoMarorpaMme
LBeTa Ha Xxpomarorpamme pacrsopa I'CO pacrBopa rco IBKa/IMMUHA
9BKa/IMMHUHA. [lonyckaeTcss Hanuuue ApPYryx (dbenonoansaernap)

TISITEH
CriekTpodoTOMeTpUUe CKU
Y®-criextp pacrBopa B B obmactu or 220 go [JITI-Ne(007485)-| Y®-criekrp pacteopa B B obnactu
340 HM Jo/pKeH HMeTs MakcumyM nornowjenus (PI-RU)-311024| ot 220 g0 340 HM uMeeT MaKCHMyM
TIpH [/IuHe BOJIHEI (278 + 3) HM TIOIVIOLL|eHUs TIPH J/IMHe BOJIHEI 279 HM
3 Cpegnsis Macca TabneTox u - I'd X1, BeIm. 2, 0,800
OTKJIOHEHHE B Macce 5% c. 154 or-1,3 7018
4 PacriagaemocTs, MUH, He MeHee 15 T 1, mam 2, 47
c. 154
O6imee unciio aspobHbIx HakTepuit
we Gonee 10° B 1 rwmr B 1 M Memree 20
Ob1ee uncito rpuboB
ne Gonee 10°B 11 wm B 1 M Mesnee 10
DurepobaxTepuii U Apyrux I'e XII, u. 1,
5 Mukpobroioruyeckas YMCToTa rpaMOTpPHULIATe/LHEIX GakTepuii c. 160
He 6oyee 10°B 1 r w8 1 mnt (xareropus 3B) Menee 10
Orcyrcrsue Escherichia colis 1 rwm B 1 mn OrcyrcrByeT
OrcyrerBue Salmonella B 10 T nma 8 10 M OrcyrcrByeT
OrtcyrcrBue Staphylococcus aureus
Blrums1lmn OtcyrcTByeT
KonpuecTBeHHOE onpeerneHue:
- CcofiepKaHHe  XJIopoQuIIHNTa
6 |9KcTpakTa rycTOro B Iepecuete Ha Or 0,0225 10 0,0275 LkBofllvesal- 0,0242

CyXOe BeIL|eCTBO B OJHOMU TabjeTke,

r

(PT-RU)-311024

Crpannua 1 u3 2




1 2 3 4 5
IIpenapar Jo/DKeH IOJABIATH DOCT TeCT- [perapar IOfaB/IAET POCT TECT-KY/IBTYPHI
Kynerypel  Staphylococcus — aureus B Staphylococcus aureus B KOHIEHTpaLUH

JITI-Ne(007485)-

7 | AnrubakrepuanbHas aKTHBHOCTb | KOHIIEHTpPaLMV XJI0POMUIINITA SKCTPAKTa (PT-RU)-311024 xnopoduyunTa  9KCTpaKTa ILyCTOIO B
[yCTOr0 B IlepecyeTe Ha CyxXOe BeIeCTBO repecueTe Ha Cyxoe BellecTBO 25 MKI B
He 6Gosee 25 MKT B 1 MJI cpefibl 1 Myt cpefpl
ITo 10 TabneToK B KOHTYPHYIO A4eHKOBYIO ITo 10 Tabmetok B KOHTYpPHOH sSuelKOBOH
YIaKOBKY U3 IUIEHKU TIOJTHBHHHIXIOPHUAHON YIIAKOBKE U3 IVIEHKW IIOJMBHHU/IX/IOPUAHON
b2 toneru a/IIOMUHUEBOHM  IeYaTHOH u dbonpru aIOMUHUEBOH  I1eUaTHOU

o JITI-Ne(007485)- . v

8 OrmxcaHue yrnakoBKU JIAKUPOBaHHOH. (PP-RU)-311024 JIAKAPOBAHHOH. 2 KOHTYDHBIE STYEHKOBEIE
2, 3 WM 5 KOHTYPHBIX STUEMKOBBIX YNaKOBOK yIIaKOBKH BMeCTe C MHCTPyKLMeH II0
BMeCTe C HWHCTDYKLeH 10 TPHMeHEeHHIO MPUMEHEHHIO TIOMeIleHbl B IIaUuKy M3
MOMEIAOT B MaUKy U3 KapToHa. KapTOHa.
B cooTsercTBuu ¢ pasgenom 1.3.2. mogynst 1 |JITI-Ne(007485)- D b R L ey

9 BlaprpanTa erUCTPaIJMOHHOTO JIOChe (PT'-RU)-311024 (PR or 31.10:2024
P pan A (TTocnemosarensHocTs 0001)
B cyxom, samuieHHoM ot cera mecre npu |JIII-Ne(007485)-

1

) AR S temrieparype He Bbiite 20 °C (PI'-RU)-311024 Sl L

11 | Cpok rogaocTy (Cpok xpaHenust) |2 roga JIL1-B(00P4E5)- CootBercTBYyeT

(PT-RU)-311024
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AHanu3 NpoBOJNIL: ]
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3ak/Iro4yeHue: XJIOpOCbI/IJI]II/IHT® TabseTku A8 paccacbiBaHus, 25 Mr cepusa 111026 cooTBeTCTByeT
tpeboBanusM JITT-Ne(007485)-(PI'-RU)-311024 (ITocnenosaresnsHocTs 0001)
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