AkuioHepre Topapuctso "Kuismeanpenapar”

Ceprudixar sxocri Ne 182801
Kopeazau®

Cepin

0101257

Cuna nii/ akTHBHICTB, JiKapcbka
dbopma Ta posMip

TabneTiku, BKPHTI MITiBKOBOIO 060M0HKO0, Mo 12,5 MT,

no 10 rabnerox y Guicrepi, 3 Gnicrepy B maywui

1 Tabrmerka MiCTHTB: KapBeuuony, y nepepaxysanui Ha 100 % pevosuny 12,5
MT

Hassa Ta Tenegon BupobHuKa

AT «KuiBmennpenapat», /¢, (044) 490-75-22

Haspa kpainu/ kpaiH NpH3HaYeHHs VYkpaika

2113 cepii

PeectpauiiiHe 11ocBijlyeHHs, TEPMiH NeUA/1371/01/02, nie 6e3cTpokoBo
nit

Posuip cepii 35,562  THC.yn

Jlara BHpoGHHLTRA 16.10.2024

Tepmin npuparHocTi 2.00 p-

IMpupatuui no 09.2026

VYmosn 36epiranns

B opurinanbhiif ynakosui npu temneparypi ve suie 25 °C.

Bupobuuua ninpHULSA

Jlinsnuns Ne2 uexy 3 BApOGHHLITBA TBePAUX GOPM rOTOBHX JIKapChKHX
3aco0ip

Anpeca BHpoGHHUOT AiNBHHMILL

Vikpaina, M. KuiB, Byn. Cakcarancekoro, 139

Ajpeca Ta Micle NpoBeleHHS
KOHTPOJIIO AKOCTI

VYkpaina, 01032, m. Kuis, Byn. Cakcarancerxoro 139, Bimain koHTposo sikocTi

Jlinensis Ha BUPOBGHHLITBO

AE Ne295498

CaigouTso npo arecrauio

Ne507 Bix 16.02.2022 p.

Ceprudikar sianosinsocri GMP

Ceprudikar sBinnosignocti GMP Ne030/2023/GMP

[TpoxoHTpoONLOBAHO BIAMOBIIHO KO
BHMOT

MK JI3 no peectpauitinoro noceigdenna NeUA/1371/01/02, smina Nel, Ne2,
3Mina (Hakas MO3 Ne360 sin 23.02.2022 p.), amina (nakas MO3 Ne388 sig
25.02.2023 p.), TexkcT MapkyBaHHs 1o PIT NeUA/1371/01/02 (naxa3 MO3 Bin
28.05.2019 Ne1186). (Pesyneraru aHanizy HaBeneHi B Jlonatky 1)

JlossBoneno uo peanizauil

«liaM s 3acBiguylo, 10 HaseneHa Buwe iHQopMauis € npoctopipuoro Ta TouHow. Lljo cepio npoavkuii 6yno  BuMpo6reHo
(BKHIOYAIONH MAKyBaHNA Ta MAapKyBAHHA) Ta TPOBENEHO KOHTPONbL 1i AKOCTI HA BUlIe3a3HAYeHid JiNbHHUI y TOBHIK BiANOBiAHOCTI
GMP, BCTAHOBNEHMMM MICLUEBUM DETYISTOPHMM OPraHOM, @ TaKOX BiNOBiOHO A0 crewmikaiifi, WO MicTATBCA Y
MaKyBaHHA Ta aHanizizs OyJ0 mNeperNgHyTo Ta  BCTAHOBIEHO  BIINOBIIHICTH

3 BHUMOTamy
peECTpALlifHOMY — HOCKE.
GMP»

[Iporoxonn  BUpOOHUITEE,

YnosHoBaxkeHa 0coba 3 AKOCTI Mapuna FTAJITYEHKO

08.11.2024



P
S Sy
e

AKUioHEpHE TOBapHCTBO "Kuismeanpenapar”

Honatox 1 no Ceprudikaty sikocTi

Ceprudikar ananizy Ne 182588
Koppazau®

Tab1eTKH, BKPHTI I1IBKOBOIO 060J10HK010, no 12,5 mr,

no 10 Tabaerok y Gaictepi, 3 Gaicrepu B nayui
1 TabneTka micTHTB: KapBeauaoay, y nepepaxysansi na 100 % pevosnuy 12,5 mr

Cepis 0101257
Kin-tb B cepii 35,562 Tue. yn
Jlata Bupo6uunrea 16.10.2024
Hara Brnaui 08.11.2024

AHani3 BUKOHAHO y BiANOBIAHOCTI 3

MKH JI3 no peecrpauiiinoro nocsinuenun NeUA/1371/01/02, 3mina Nel, Ne2, 3mina

(naxa3z MO3 Ne360 pia 23.02.2022 p.), amina (nakas MO3 Ne388 sin 25.02.2023 P
TeKeT mapkysanna 10 PIT NeUA/1371/01/02 (naka3 MO3 gin 28.05.2019 Ne1186).

Ne | HafimenysanHa noxastuka Bumoru MKSIVAH[ PesynsTar ananisy Biscionox
1| Onue Tabnerku okpyrnoi popMH, BKPHTI Binnosinac Binnosinae
TIiBKOBOIO 060IOHKOI POMEBOTO
KOJbODY, 3 ABOOMYKJIOIO TIOBEPXHEIQ, 3
JABOMA NEPNEHTHKYIAPHO-NEPECIYCHHMH
PHCKaMH 3 OJIHIET CTOPOHH TabNETKH.
2 InenTudikanis A. YO-cnextp Bianosinac Bianosijgac
B. BEPX Bianosinac Bianosinac
3 | Cynposinni gomimku,% Jomiwka A - ne 6inswe 0,2 %. Bianogiaae Bianosinae
HJomimka C - ve Ginsie 0,02 %. Binnosinae Binnosinae
Byab-ska inma gominika — we Ginvine 0,1 Bianosinac Bianosinac
%.
Cyma BCiX 1oMiLlIoK — ne Gimbiue 0,5 %. Bianosigac Bianosizac
4 | Posunnenns, % [Tpenapar Ma€ BUTPUMYBATH BHMOTH Binnosinae Bianosinae
ADY, 2.9.3 npu pernameHToBaHOMY
CTYNEHI PO3UHHEHHS Kapseuiony (Q) 75
% Bin BMICTY, 3a3Ha4€HOO B po3Aini
“Cranan Ha oany Tabnerky”.
5 | OnnopianicTh n030BaHKX OAHHHLL Tpenapar mae BHTpUMYBaTH BUMOTH, Bianosiaac Bianostac
3a3Haqeni B OV, 2.9.40
6 | MikpoGionoriysa yncrora Kpurepii npuiinatrocti: 3aransue uucio Bianosinae Binnosinae
aepoGHKX MikpoopraHismis (TAMC) —
1000 KYOB 1T
Kpurepii npuitustrocti: 3aransue uncio Binnosinae Binnosinac
APDKIKOBHX i ruTicenesux rpubis (TYMC)
- 100KYOs I,
Bincyrhicrs Escherichiacolis 1 1. Bianosinae Bignosigae
7 | Kinbkicue BusHaueHHA, Mr Bwmict kapsemnony B oauiii Tabnerui Mae 12,5 Binnosinae
6yTh Bin 11,9 mrno 13,1 Mrs
TIEPEPAXYHKY Ha CEPEIHIO Macy TabneTky.
8 | Mapkysauus 3rimHo MK Bianosinac Binaoainac




AKUiOHEPHEe TOBapUCTBO "Knismeanpenapat”

Honarok 1 no Ceprudixary sxocri
Cepruikar ananizy Ne 182588

Kopsazan®

Ne | Hafimenysanns nokasumka Bumory MKSI/AHT Pesynwrar ananisy Buchosok
9 Vilakoska 3rutHo MK S Bianosinae Binnosinae
Tepmin npunarsocri: 2.00 pokis lNpunatuwmii no: 30.09.2026
YmoBH 36epiranns: B opurinansniii ynakosui npn TemMnepaTypi ne Buwe 25 °C.
Buchorkn: Bianosiaac Bumoram MKS J13 ao peecrpaniiinoro nocsinyenunn NeUA/1371/01/02, 3mina Nel, No2,
amina (naxas MO3 Ne360 sin 23.02.2022 P 3Mi%§ﬂmil‘\ﬂg3 Ne388 Bin 25.02.2023 p.), TEKCET
Mapkysanus a0 PILNsUA/I371/01/02 (naxa3 03 hin 75052019 Ne1186),
HauanbHuk BKS] C U1 \Onis YHKOJTOBELLD

P10}



