Akuionepse Tosapucrso "Kuismennpenapar”

Ceprudikar saxocti Ne 175181
Hedrpiakcon

Cepis

0099922

Cwunia 1ii/ akTHBHICTh, JIKAPChKa
dopma T2 posmip

TMOPOLIOK 17TA PO34uHy AnA i6 exuid no 1,0 r, 10 dnakonis B mauwi

1 dnakoH MicTHTE: LedTpiakcoHy HATPIEBOT COMi CTEPHIILHOL, Y NepepaxyBaHHi
Ha uedrpiakcon, 1,0 T

J171st BHYTPilIHEOBCHHOIO, BHYTPIIIHBOM A30BOTO BBECHHS

Hazssa ta tenedon BupobHuka

AT «Knismeanpenapar», T/¢. (044) 490-75-22

Haspa kpainu/ kpain npu3HayeHns VYkpaina

s cepii

PeecrpaniifiHe nocBig4eH A, TEPMiH Ne UA/6126/01/02, nie He3cTpokoBo
Ail

Posmip cepil 260,120 Tuc. dnax

Jlara BUpoOHH1LITBA 25.04.2024

TepMin npuaaTHOCTI 3.00 p.

Ipunarnuit no 03.2027

VmoB# 30epiraHus

B opurinanbHili ynakosui npi Temnepatypi ve suie 25 °C.

BupoGHuua aineHuLS

Hinbauus dacysanns Ne2 uexy 3 BupoOHHLTBE iH eKIliiHHX GOPM rOTOBHX
nikapcekux 3acobis

Anpeca BHpoOHHHOT ZinbHHLI

Vipaina, m. Kuis, Byn. Caxcarancekoro, 139

Anpeca Ta Miclie TpoBeneHHs
KOHTPOJIIO SIKOCTI

Vkpaia, 01032, m. Kuis, Bys1. Cakcarancbkoro 139, Bisnin KOHTpoO skocti

Jlinen3is Ha BHpOOHHUTBO

AE Ne295498

Caimoutso npo arecrauito

Ne507 sin 16.02.2022 p.

Ceprudikar signosignocti GMP

Ceprudixar sinnosinnocri GMP Ne016/2023/GMP

[TpOKOHTPONBOBAHO BiANOBIAHO 10
BHMOT

MK JI3 o peccrpauifinoro nocsinuenna Ne UA/6126/01/02, smina Nel, Ne2,
Ne3, Ned, NeS, Ne6,3mina (Haxas MO3 Nel462 sin 15.08.2023 p.), smina
TexcTy MapkyBsaHnHs jo PT1 NeUA/6126/01/02 (waxas MO3 sin 08.05.2019
Ne1030). (Pesynwratu ananisy naseneni B Jlomarky 1)

JlossosieHo ao peanizaiii

«lluM 8 3acBimuylo, 110 HaBeaeHa BHMlile nocToBipHOW Ta Tounow. Ll cepiio  nponykuii Gyno  BupoOneHo

iHQopmallis €

(BKTIOYRI0NH MaKyBaHHA Ta MAPKYBAHHA) Ta TIPOBENEHO KOWTPONb 1i AKOCTI Ha BHUle3a3HaueHidl MiNbHMUI y TOBHIA BiANOBIMHOCTI
GMP, BCTAHOBJEHHMH MICLIEBHM DEryJISTOPHMM OpPraHoM, a TakoX BiANOBIIHO 10 crenMpikauilf, mo MiCTATECS Y
BiANOBIAHICTh

3 BHMMOraMH

peectpauifiioMy nocke. IIpoTOKONMM BMpOOHMUTBA, TAKyBaHH# Ta -AHami3ie  Oyno neperisHyTo Ta  BCTAHOBIEHO

GMP»

YnoBHOBaxeHa ocoba 3 AKoCTi Ceitnana MAJIbBIHA




AxuioHepHe ToeapucTeo "KniBmeanpenapat”

Honarok 1 no Ceprudikary sixocTi

Ceprudikar ananizy Ne 175101
HedTpiakcon
NOPOUIOK A4S PO34HHY And in’exuii no 1,0 r, 10 gaakonis B nauui

1 dhnaxon micTuTh: nedTpiaKcoHy HATPIEBOI Costi CTepHIBLHOTL, Y nepepaxyBanHi Ha uedTpiaxcon, 1,0 r
Jast BHYTPilIHLOBEHHOIO, BHYTPIlUHLOM A30BOI0 BBEAEHHS

Cepis 0099922

Kin-ts B cepii 260,120 tuc. gaax

Jlara supoOuuLTBa 25.04.2024

Nara supasi 06.09.2024

AHaNI3 BUKOHANO Y BIANOBIAHOCTI 3 MKS$1 JI3 no peecrpaniiinoro nocsizuenns Ne UA/6126/01/02, 3mina Nel, Ne2, Ne3, Ned,

Ne5, Ne6,3mina (nakas MO3 Nel462 pia 15.08.2023 p.), 3mina TekcTy MapKyBanun a0
PII NeUA/6126/01/02 (nakaz MO3 Bin 08.05.2019 Ne1030).

Ne | HailiMeHyBaHHA NokasHUKa Bumory MIKSVAH]] Pesynbrar aHanisy Bucnosok

I | Onne Kpucraniunnii nopourox maibxe 6inoro Bianosiznac Binnosinae
a0o sosTasoro konvopy. Cnabio
FirpOCKONIMHHA.

2 inenTudikauin . A. I4-cnekrp Bianosigae Bianoeinae
B. INpenapar Aac xapakTepHy peakuito (a) Bianosizae Binnosinac
Ha HaTpii.

3 | Nposopicts postuty Po3unn npenapary mac GyTH npo3opHmM. Binnosinae Bianosinac

4 | Konboposicts posynny 3abapBrnenns po3vHHY npenapary Mac Binnoginae Binnosinae
GyTh He IHTeHCHBHIWIWM 3a eTanoH Y5 abo
BYS.

5 |pH Bin 6,0 no 8,0. 6,8 Bianosigae

6 | Cynposiami gomimxu,% Cyma aomiuiok - He Ginble 5 %. Bignosigae Bianosinae
Byab-aka gomilka - He Ginbwe | %. Bignosigae Bignosizac

7 | Bona Bin 8,0 % no 11,0 %. 9,1 Bignosinae

8 | Onnopianicts A030BAHKX ONHHHLD TpuiiMaibHe YHCI0 MaE BiANOBIAATH Bignosinae Bianosinae
sumoram Y, 2.9.40.

9 | Mexaniuni BRIIOYEHHS Hepuaumi uactku: Cepenns KinbKicTs Binnosinae Bianosizae

YaCTHHOK Y BUNPOOYBAHHX OJMHHLIAX HE
noexHHo nepesuuysath 6000 s 1
KOHTEiHepl s YacTHHOK po3MipoM 10
MEM un Ginbiue 1 e nepesuuyc 600 B 1
KOHTCHHEPI /U8 HACTHHOK 25 MKM 4H

Ginbie
Buimi wacTki: Buainmi 4acTHHKR Bianosizae Blmloni.uac
NOBHHHI By TH NPAKTHYHO BIACYTHI
10 | CrepiutbHicTn TTpenapar mac GyTH CTEPHIILHUM, Bianosizgac Bianosinae
I1 | bakrepianbi eHIOTOKCHHU, Memnwe 0,05 MO/mr uedrpiakcony. Binnosinae Binnosinae
MO/mr
12 | Kinbxiche BusHadenHs Buict uedrpiakcony B onnomy daakoni I

npenapary mae 6yt Bin 0,95 r oo 1,05, y
nepepaxyBaHii Ha CEPENHIO Macy.

13 | Mapkysanus 3riano MKA JI3 Bianosinae




ATERTUM

AkuioHepHe ToBapucTao "Kuismeanpenapat”

Honarok 1 go Ceprudikary sxocTi
Ceprudixar anamizy Ne 175101

Iedrpiakcon
No | HaiimMeHyBaHHa IOKa3HUKa Bumorn MKSI/AHI Pesynkrar anasuizy BucHoBok
14 | Ynaxopxa 3riano MKS$ J13 Bianoeiaae Bianosinae
Tepmin npunarHocri: 3.00 pokis [punatuuit go: 31.03.2027
VYamosu 36epiraHus: B opurinaasniii ynakosui npn Temneparypi ne snme 25 °C.

Bucnopku: Blnnomnac BHMOTAM M!\H JI3 no pcfcrpaumuo 0 ml Ne UA/6126!I]1.'02 amina Nel, Ne2,

Hauansnuk BKA




