@ A ERIUM

Axtionepne Topapierso "Knismeanpenapar”

Ceprudikar sicoeri Ne 162510
bi-Ilpenenis®

Cepis

13158646

Cuna alif axrusiicrs, Jikapeska
dhopsa Ta poamip

Tabnerki 8 Mr/10 mr, no 10 Tabnerok y Gaicrepi; no 3 Gricrep y nauni

I raGaerka mictuTo: nepuitonpuiy teprGyTuiaamin - 8,0 Mr, wo sinnosiac
6,68 mr nepuuonpuiy,amaoininy Gecunary - 13,87 Mr, 1o siumonizac
10,00 mr amuosininy

Hassa Ta enedon supoGunka

AT «Kuiemennpenapat», /. (044) 490-75-22

Hassa kpalnu/ kpaili npusnaueins
s cepif

Yipaina

Peecrpauiitne nocsinuenns, tepumiin
it

NeUA/17826/01/02, nie jio 17.12.2024

Posmip cepil

7,727 THC. YN

Jara supobuuirea

01.02.2024

Tepmin npuparnocri

3.00 .

[puparunii qo

01.2027

Ynosu 30epiranis

B opuritnansiiit ynaxosui npu temneparypi ne smine 30 °C

Bupobunua ainbiuus

Hinbuuus Ne2 uexy 3 BUpoGHHIUTBA TBEPAHX (OPM FOTOBMX TKAPCHKHX
3acobis

Aupeca BHpoOuHY0T HinbHALI

Ykpaiua, M. Kuis, syn, Cakcaraicskoro, 139

Ajpeca ta micue nposeaeniis
KOHTPOMO AKOCT]

Ykpaina, 01032, m. Kuis, syn. Caxcarancrwroro 139, Bianin konrponio skocri

Jlineusis na supoGuuurso

AE No295498

Caijlowrrso npo arecraiiio

Ne507 pin 16.02.2022 p.

Ceprudikar sinnosinnocri GMP

Ceprudixar signosinnocri GMP Ne()30/2023/GMP

[lpoxoutponsosano BijinosinHo 1o
BHMOT

MICH JI3 no peecrpauiinioro nocsiauenus NeUA/17826/01/02 (Pesynsrar
auanizy napeneni B Jlonarky 1)

Jlossoneno no peanizawit

«llum n sacsinuywo, mo  wasesena  mmwe  indopmanin ¢ JAOCTOBIPNOW  Ta mlmuiq,,-,d:he ““"ﬁl’"“ npoaysuii - Gyno  supodaeto

(BRAIOHQIONH  NAKYBANA T MAPKYBAHIN) TA MPOBENEHO KOMTPOAL i sAKOCTI Ha npaxeaajhm ML Y oBsHiil
3 BHMOFaMi GMP, BCTAHOBICHMMH MICUCBHM PEryAATOPHHM  OPraiiow, nfnnomuo o c:fe (ikarii,

) ]
socke,  Tlporokonn  supoBnHiTE], y,nd app;mﬁryﬁgﬁ

BUANOBIAHOCTI

a Ta WO  MICTATLER Y
peeerpattiiinomy

GMPy»

nakysamus - Ta alanizins

a\ “rainonnero  nianoniuicry

/

16.05.2024

YnoeHoBasxeHa ocoba 3 AkocTi




& AXTERIUM

AkuioHepHe ToeapucTso "Kuismeanpenapar”
A

Homarox 1 o Ceprudixary skocti

Ceprudikar ananizy Ne 162496

bi-Ilpenesis®

Tabaerikn 8 mr/10 mr, no 10 Tadaertor y Gaicrepi; no 3 GaicTepu y natni
I TaGaerka mictuTs: nepungonpuay repréyrunamin - 8,0 MT, 1o sBixnosiiac 6,68 mr
nepunaonpuay,amaoaininy 6ecunary - 13,87 mr, uto Bianosixac 10,00 mr amsogininy

Cepia

Kin-th 8 cepii
Jara supoGuuirsa
Jlara supaui

AHai3 BHKOHAHO Y BiANOBiAHOCTI 3

13158646
7,727 vune. yn

01.02.2024
16,05.2024

MK JT3 no pecerpaniiinoro nocsigenna NeUA/17826/01/02

No | Haiimenypauus noxasumuka

Busorn MKS/AHJ]

Pesynurar ananisy

Bucuonokr

1 Onuc

TaGnerku Ginoro ado matixe Ginoro
KOusOpY, Kpyriaol opsu, 9,5 MM &
RIAMETPI, BOOMY KL, 3 PPABIOBAHIAM «5»
T OHOT0 OOKY.

Blunosiac

B uom,

i

2 | InenTHpikauisn

Hacu yTpumysanss i Y®-cnextpu
OCHOBHHX MIKIR HA XPOMATOrpaMax
BUNPOGYBAHOrO POIMHHY NOBHHHI
BIJUTORIIATH HaCaM YTPHMYBAHHA |
Y®-criexTpamMi OCHOBHHX 11iKiB Ha
XPOMETOrpamMax posuuHy nopisHAHHS,

Biwoniae

Hi st

it

3 KinbkicHe BUIHAYEHHS, M

Buicr B oaniit raGnertui nepusponpuna
TeprlyTinamina mae 6y sia 7,60 mr 10
8,40 Mr B nepepaxyHKy Ha cepeno yacy
TabeTKH,

7.96

141, e

“tih

4 | Kinkicie suinavenns, %

Bumicr s opwift rabaertui nepuinonpiia
TeprOyTinamina mae Gyru sig 95,0% no
105,0%.

99 5

RIRG

i

5 KinbkicHe Bu3nauenus, mr

Bumict B oaniit raterui amnoanniny mae
GyTh Bin 9,50 Mr o 10,50 mr s
NCpEPaxyHKY Ha cepelHio macy Tabierki.

9,92

13100

A

6 | Kinbkicue Busnavenns, %

Batier 8 owilt tabnerii amaoauniny mae
OytH 8ia 95,0% a0 105,0%.

Yy 2

YR

Lat

7 Posunnernns

KinnkicTs amaomuniny, mo nepefimos s
POUHH Yeped |5 XBUAITH NOBUHHO
BUTPUMYBATH BiIMOTH ED, 2.9.3, npu
PCrITAMEHTOBAHOMY CTYIIEHI PO3YHHEHHS
amnoauniny (Q) 80% sia smicry,
3asnatenoro s posaim «Crnaj na o,
TabneTky».

B moRi; e

[EENTITEI

B HI




TERIUM

AkuioHepHe ToBapucTso "Kuismeanpenapat"

Jonarok 1 o Ceprudikaty sxocri
Ceprudixar ananizy Ne 162496

bi-Ilpenenis®

Noo | Hadimenysanig nokasiika Busmorn MICSUAH Pesynurar ananizy Buctosok

8 Onnopianicrs 1030mannx oaummng [Mpuiimansie yneno mac pinnosinary 31 Binnosinae
BiMoran JIbY, 2.9.40.

Jlns nepunaonpuny tepr@yrinamiva: AV
He Ginsie 15,0 (L1).

Honyckalorscs jo/aTkosi TeCTH.

[Mpuitmansuie yicno mae sianosigatn 1,9 Bignosinae
sumoram JIdbY, 2.9.40,

s avmoauniny: AV He Ginswe 15,0 (L 1),
JlonyckaioTbes A0AaTKOBI TECTH.

9| Posnnenns Kiabkicrs nepungonpuna TeprdyTinamiua, Bianosigae Bianosigac
Ak nepeios 8 posuun uepes 15
XBHAHH NMOBHHHO BUTPUMYBATH BHMOIH
Ed, 2.9.3, npu pernamentosanomy
CTYTCHI POIIHEHHA NEPHHAOPIIA
TeprOyrinamina (Q) 80% sia smicry,
3a3HadeHuX y nyukri "Cknan va onny

Tabnerky".
HE | Cynytin Aosinieu, % Jlominika D amnoauniny - e Ginbie 0 Binnosinae
0,5%;
Homiwica B nepuuponpuay - e Ginvie 0 Binnosigae
0,3%:
Hontiwica F iepungonpuiy - ne 6inbiue 0 Binnosigae
0,8%;
Byas-axa innma nomimika amaoauniny - xe 0 Binnosizae
Ginbuie 0,2%,
Byab-sika inwa fomiiuka nepungonpuay - 0 Binnosinae
He Ginsiue 0,2%:
Cyma iomitox - ne Ginsiue 2,0%, 0 Binnosinae
I MikpoGioaorivng ynerora Kpurepii npuiinstiocti: 3aransie uncio Binnozinae Binnosinae

aepolHuX Mikpooprauismia (TAMC) -
1000 KYO B I M

Kpurepii npuiinarsocti; 3aransne uncno Bianosigae Binnosinae
ApiAwKoBKX i upinesix rpubis (TYMC) -
100KYO B 1M

Bincythicrs Escherichia colin 1 1. Bianosinae Binnoninae
12| Mapkysats 3rimo 1 MK

13} Yiakonssa 3riano 3 MKS

Bianosigae Bianosinae

iAnosigae Bignosijae

Fepun nprcarnocti: 3.00 pokin [prnarumit no: 31.01.2027
AR PN B opurinagsniii ynakosui npu ‘“""}‘!"‘R

Bocnons Bianosizac susoram MK S JI3 10,6

Havansnug BKA Bis TP % i {0 OBELb
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