Axuionepre Toapictso "Kuismeanpenapar”

Ceprudixkar sixocti Ne 125498

KopBazau®

Cepis

0074165

Cuna aii/ akTuBHicTs, Jikapebka
thopma Ta posmip

TabyeTkH, BRPHTI TIBKOBOIO 060A0HKOI0, 110 12.5 M,
no 10 rabaerox y OGaicrepi. 3 Gnicrepu B nauni
I rabaerka MicTHTh: KapBeanIoay, y nepepaxysaiui na 100 % peuosuny 12.5

Mmr

Hassa ta resnedon BupoGunka

AT «Kuismeanpenaparys, v/¢. (044) 490-75-22

Haszpa kpainn/ xpaiu npusnauenns
JuisE cepit

Ykpaiua

Peccerpanifine nocsigucHus. repain
T

NoUA/I371/01/02. stie Hescrpokono

Posmip cepit 27.997  tue. yn
Hara supobuuirsa 12.04.2023
Tepmin npujarnocri 2.00 p.
Ipuaaruunii qo 03.2025

Ymosu 36epiratus

B opurinanuuiit ynakosui npu remneparypi ne suue 25 °C.

Bupobuuua aissunns

Hisbuuus Ne2 nexy 3 supoGuuiTsa TBEPAMX (POPM FOTOBUX JAIKAPCHKHX
3aco0iB

Anpeca BupoOHHYOT AlbHnIL

Ykpaina, m. Kuis, sy, Cakcaraticskoro, 139

AZpeca Ta Micle nposesaens

KOHTPOIIO 8 KOCTI

Yrpaina. 01032, s Kuis, syar. Cakcaranchkoro 139, Bizuaii koHTpoaio skocti

Jlinensis na sBupoGHHLTRO

AL Ne295498

Caizourso npo arecraiiio

Ne307 Bia 16.02.2022 p.

Ceprudirar pianosignocri GMP

Ceprudikar pianosizuocti GMP Ne030/2023/GMP

[TpokonTpoaboBano BianoBiHO 10

BHMODP

MK$ 13 no peectpadiitioro nocsiguenns NeUA/1371/01/02, amina Net,

Ne2, amina (Hakas MO3 Ne360 sig 23.02.2022 p.), TekcT mapkyBaHHs 40 Pl
NeUA/1371/01/02 (nakas MO3 Big 28.05.2019 Ne1186). (Pesynetaty ananiay
HaBeaeHi 8 [loparky 1)

JlosBosaeno 1o peaaizanii

«Llin s 3acsianyio, wo naseaena suue indopmattis ¢ A0CTOBIPHOIO Ta o010, LLio cepiio npoaykii Gyio sipobaciio
(BEAIOUAIONN FEAKY BAHHA T& MAPKYBAHHA) T4 HMPOBCACHO KOHTPOb Ti SKOCT] Ha BHILCIA3HATCHIT A hHIIL v 11081
BULHOBIAROCT] 3 sitsoraxu GMP. BCTaHOBACHIMIL MICHEBIM PETYASTOPHIM OPTAHOM, Q TAKOK BIHOBLINHO 10
CnetpiKaliili, 1o MICTATLES Y pecerpaitiiinosy a0che. porokos BHPOOHIITBA, NaKy BaHHs Ta anaiisis Gyito

NCPEFASHYTO TQ BCTAHOBACHO BLIIOBLHICTE GMPy

VYrosHosakena 0coba 3 SKoCTi 10ais 3ATPEBEJIBHA

12.05.2023 e



Cepist

Kin-1b B cepil

AkuioHepHe ToBapucTeo "Kuismeanpenapat”

Honarox 1 no Ceprudikary sixocri

Ceprudikar anamisy Ne 124868

Koppazan®

TabJieTKH, BKPUTI IIiBKOBOIO 060JI0HKOI0, 110 12,5 Mr,

no 10 Tabaerox y Gaicrepi, 3 GaicTepu B mavui
1 TaGueTka MicTHTL: KapBexuJoay, y nepepaxyBaunui na 100 % peuosuny 12,5 mr

0074165

Jara BupoGHUUTBA

Jlara Buaaui

ARani3 BUKOHaHO Y BiIMOBIAHOCTI 3

27,997 Tuc. yn
12.04.2023

12.05.2023
MK JI3 no peecrpaniiinoro nocsinueunn NeUA/1371/01/02, 3mina Nel, Ne2, 3mina

(naxa3 MO3 Ne360 Bix 23.02.2022 p.), rexer mapkysanus g0 PII NeUA/1371/01/02
(naxa3 MO3 Bin 28.05.2019 Ne1186).

Ne | Haiimenysanus noxasHuka Bumoru MKSI/AHL Pesynsrar ananizy BucHosox
1 | Onue Tabnerxy okpyrol hopMu, BKpHTI Bianosinae Bianosinac
I11iBKOBOIO 0GOJIOHKOIO POXKEBOTO
KOJLOPY, 3 ABOOIIYKJIOIO TIOBEPXHELD, 3
J(BOMA TEPMEHANKYJIPHO-TIepeClUeHHMHK
PUCKAMU 3 OtHIET CTOPOHHM TaONETKH.
2 LnenTudikauis A. YO-cniexrp Bipnosinae Binrnosingae
B. BEPX Bixarnosinae Binnosinae
3 Cynposiasi goMitiku,% Jlomimxa A - ne G6inpuie 0,2 %. Bignosinae Bignosinae
Jowmimxka C - #e Ginsue 0,02 %. Bignosinae Binnosigae
Bynb-sika inma gomimka — He 6ibure 0,1 Bianosinae Bianosinae
%.
Cyma scix gomilok — ve 6ibmie 0,5 %. Biznosinae Bianosinae
4 | PosunneHns, % ITpenapar Mae BUTpHMYBaTH BUMOTH Bianosinae Bianoginae
JDY, 2.9.3 npy periaMeHTOBaHOMY
CTYTeHi po3unHeHHs kapseauony (Q) 75
% BiJi BMICTY, 383Ha4€HOTO B PO3ALIi
“CrJtag Ha ofiHy TabJeTky”.
5 | OnHopianicTs 1030BaHUX OIMHHLL Tlpenapar Mae BUTPUMYBATH BHMOTH, Bianosizae Binnosinae
3a3HaueHi B IOV, 2.9.40
6 | MikpoGionoriuna uncrora Kpurepii npuiinstHocTi: 3aransHe 9uciao Bianosinae Binmosizae
aepoOHux Mikpooprauiamis (TAMC) — /<200 KYO/
1000 KYOB 1T,
Kpurepii npuitustrocti: 3aransHe yncno Bianosinae Bianosinae
ApixKoBuX | maiceHesux rpubis (TYMC) /<50 KYO/
- 100KYOB1r,
BincyThictb Escherichiacolis I 1. Bianosinae Binnosinae
7 | KinbkicHe BusHaueHHs, mr Bumict kapBeaunony B ofiHii TabneTui Mae 12,1 Bianosinae
6yru Big 11,9 Mr o 13,1 mrs
NEPEPaxyHKy Ha CEPeIHIO Macy TabIeTKH.
8 | Mapkysauns 3riano MKS Bianosixac Biznosizae
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AxuioHepHe TosapucTso "Kuismeanpenapar”

Honarok 1 mo Ceprudikary sxocTi
Ceprudikat ananizy Ne 124868

Koppazau®

Ne | HalimenyBaHHS NToOKa3HHKa Bumoru MIGSI/AHA PesynbTar aHanizy Bucnosox

9 | YnakoBxa 3riaHo MKs1 Bianosiaae Bianosinae
Tepmin npuaarsocti: 2.00 pokis [Mpuparauii no: 31.03.2025
YmoBH 36epiraHHs: B opurinanbuiii ynakosui npu temneparypi se sume 25 °C.
BHCHOBKH: Binnosigac sBumoram MKSI JI3 no peecrpauiiinoro nocsiguennn NeUA/1371/01/02, 3mina Nel, Ne2,

3mina (Haka3 MO3 Ne360 Biz 23.02.2022 p.), Texer MapKyBaHHA
MO3 Bix 28.05.2019 Ne1186). /
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