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Axuiouepne Torapuctpo "Kuismenupenapar”
Ceprudikar axocti Ne 170194
Kacapk®
Cepin 0098069
Cuna {ii/ akTHBHICTh, NiKapcbka TaGnenicn no 8 mr; no 10 Tabnerox y 6nicrepi, 3 Gnictepin y nauri
hopma Ta posmip | TabaeTKa MiCTAT, KAHRECAPTANY LIHNEKCETH, y nepepaxysanni na 100 %
pevoruuy, 8 mr
Hazza ra renedon BipobHuKa AT «Kuinmeanpeuapar, /0. (044) 490-75-22
Hassa kpainu/ kpals IpH3HAYCHHS Yrpaina
i cepit
PeecTpauiiine nocsiguens, repmin NelJA/12457/01/03, nie Gescrpokono
ail
Posmip cepit 47,961  Tac.yn
Jlata supobiuurea 26.06.2024
Tepmid HPALATHOCT] 2,00 p.
Npunarnwé 1o 05.2026
Ymoey 36epiranHs B oprrinaiunill ynakosul, npy TeMICpaTypi He Bre 25 2.
Bupobitnya AinsHuus Tlisehuna Ne2 nexy 3 pHpoGHHLea TREpAIX GOPM FOTOBIX iKapCHKRX
3aco0in
Agpece aHpobHuU0T inbHALL Yipaina, M. Kiis, sy, Caxcaraicsbioro, 139
Appeca Ta MiCUe NPOBEAEKHS Vipuina, 01032, M, Kuis, syn. Cacearanciixoro 139, Binais kourpomo sxocr
KOHTPOMO AKOCT]
Jlinensia na supoGHuLTBO AE Ne295498
Caigourse npo arecrauiio Ne507 sin 16.02.2022 p.
Ceprudixar pinnosianocti GMP Ceprudixar signosinocri GMP Ne030/2023/GMP
[TpokOHTPONLORAHO BIANOBIAHO 1O MEKS1 JI3 sio peecrpauifinoro nocsindenns NeUA/12457/01/03, smina Nel, i
BHMOT anming g0 posiiny Mapxynanis, TCKOT MapiyBUHHS 10 PY NeUA/12457/01/03 ;
(naxas MO3 Ne798 six 14,07.2017). (Pesynnraty ananisy uapeneri B Jlonariy :
1)

Josponeno go peanisauii
«llum 5 sacpipvyw, w0 waseaena suwe  iHdopmanis € nocronipuoto Ta Toudow. LU cepiio  nponyxuwii  Syro nupobneno
(BIMOUAKMN  TIAKYBARHA TR MAPKYBAHHA) T4 TNIPOBCACNHO KOWTPOAb i sAKkocTi Ha pMiLe3asHaNenill QinpHMUi y ROBHIR  miznosigHocTi 4
3 BAMOraMu GMP, BCTAHOBUCHUMM MICUEBUM PETYAMTOPHMM OPTalioM, 2 TAKOX BIANOBIZHO A0 crenudikaii, WO MicTHTRC Y
pecerpauiitnomy  gocke,  [Tporoxonu  sHpobHBUTER, NAKYBaHHA 12 guanisip  Gya0  ACPETNANYTO  TE  BCTAHOBACHO BiARORIARICTD
GMPy /.
YiopHosaxena ocofa 3 sKocTi / Mapuna FAJIYEI
19.07.2024




ATERIUM N

AxuionepHe TosapucTeo "Kuismeanpenapat”

Jonatox 1 no Ceprugixaty sxocti
Ceprudixar ananizy Ne 170105
Kacapk®

Tabaerxn no 8 mr; no 10 Tabaerox y Gaicrepi, 3 Gaicrepis y nauui
1 TabyeTika MICTHTL: KAHAECAPTAHY MHACKCETH, Y nepepaxysanni Ha 100 % pedonuny, 8 mr

Cepis 0098069 |

Kin-ts © cepii 47,961 Tic, yn ;

Hara sripoSuunrea 26.06.2024

Hara pupesi 19.07,2024 ;

ARani3 BAKOBAHO Y BIANOBIAHOCTI 3 MK JI3 no peccTpaudilnoro nocsinnenns NeUA/12457/01/03, 3mbua Nol, asting no

posniay Mapxysanus, Texer sapxysauns a0 PY NeUA/12457/01/03 (uaxas MO3 MN798
Bix 14.07.2017). i

Ne | HafimedypadHa noxasHuka Bumors MICGVAHI PeayavTar aHamizy Bucnosox

1 | Onue TaGnerku 6inoro aGo maibxe Ginoro Bianosinae Bianonigac -
KONBOPY, KPYrsiol POpMR, 3 ABOOTYKIOK
nopepxucio. Ha nosepxui Tabnetky

nonyclc'acrbcn MapMYpOBICTS. »
2 | laenrtndikauis BEPX Binnosinac Binnosinae
3 | OnnopignicTe RO30BAHKX OAMHHLb puiimanshe WACN0 NOBUHHE BiRNDBIAaTH Bignosinac Binaosinac
suMoTaMm, 3asuadenum B 1Y, 2,940, '
4t Cynposiani pomiwku,% Jomiwka B — He Ginvure 1,0 % 0,1 Bignosinac
' Homiwka F — ue Ginvwe 0,5 % 0 Bianosigac
Bynb-sika iHwua gomiwka - we Giisiie 0,2% 0 Biznosinac
"CyMa peix momiwok - #e Ginnue 20% 0,1 ) Binnoeinac
5 | Pozunnenus, % Jlikapcbkuii 3aci6 Mac BUTPHAMYBETHA Binnosinae Bianosizae

pumory Y, 2.9.3 npu pernamentosanol
CTYNEHR POIYHHEHHA KEHASCAPTARY
unnexceruny (Q) 70% six Bmicty,
383HAYEHOTO B posaini «Cxnan Ha any
TabiIeTKy»

6 | MixpoGionoriuna wicrora Kputepii npultsTrocTi; 3aransuejuncio Binnoginge Binnosinae
aepobHux mixpoopranismis (TAMC) -
1000 KYOmB ir
Kpurepil nputirgTHocti: 3araisHeuucao Bianosizae Bianosinac
Apixakosnx i naicencanx rpubis (TYMC)
~-100KYOws!r

Bincyrricrs Escherichiacolin 1 1, Bianosinee Biznosinac

7 | KinbkicHe pu3HaMeHss, MI' BNICT KaHASCOPTAHY WWIEKSETIANY. B OLtHIN 1,9 Biznosinae
Tabnerui nosuryo GyTH BiR 7,6 Mrino 8,4 . d
MT, B IEPEPAXYHKY HE CEPEANIO MaLy
Tabnerxu.

8 | Mapkysanna 3rimio MKSI Binnosinae Bianosinac

CIYXBA
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AxuioHepHe TopapucTao "Kuismeanpenapat”

Honarox 1 10 Ceprudikary sxocti

Ceprudixar ananisy Ne 170105

Kacapk®
Ne | Hatmenysauusa moxazuuka Bumorn MIKS/AHR Peaynwtar ananisy Buctonok
9 | Yuakosxa 3rigno MKA Bianosinae Bianosinae

Tepmin apuaarnocti: 2.00 poxie

Ymos 36epiranns:

B opurinaanuilt ynacosi, npn remneparypi ne anute 25 °C.

[punaruuit po: 31.05.2026

BucHosku; Bianosinac sumorass MKS JI3 a0 peccrpauiitnoro nocsiguennn NeUA/12457/01/03, 3mina Nel,
o PY NeUA/M2457/01/03 (waxas MO3 Ne798 sin

smina go posginy Mapkysanus, TEKCT MAPKYDARIA
14.07.2017).
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) AXTFRRIUM

Axationepre TosaprcTso "KuiBMennpenapar”
Ceprudikar axocTi Ne 185893

Kacapk®

Cepis 0107238

Cuna pii/ axrasuicts, nikapcexa Tabnerxu no 8 mr; no 10 Tabuerox y Gnicrepi, 3 Gnicrepin y navui

topma Ta poamip 1 Tabnerka MIiCTHTS: KaHAECAPTAHY WHIIEKCSTUIT, ¥ Tepepaxysanii ua 100 %
peyoBHHyY, 8 Mr

Hassa ta renedion Bupobusuxa AT «Kuiemennpenapar», T/¢. (044) 490-75.22

Ha3sa xpaili/ xpaiH NpH3HAYEeHHA Vkpaina

ang cepit

Peecrpauiiine nocslauenus, tepmin NelUA/12457/01/03, nie GeseTpokono

Jitil

Poamip cepii 40,339  THC. yn

Jara supobuunTaa 05.11.2024

‘TepMiH RpHIOATHOCT 2.00 p.

Ipuaaruuit oo 10.2026

¥YmoBH 30epiranns B opurinanshifl ynakosui, npu remueparypi He sume 25 °C.

BupobHyya ainpHHLS Aincuaug Ne2 gexy 3 BHPOGHRUTBA TBEPOHX GOPM FOTOBMX NIKAPCHKHX
3acobis

Anpeca BUpoGHU4O! TUTBHELIE Ykpaila, M. Kuis, syn. Caxcarasceroro, 139

Allpeca Ta Micle NPOBEACHHA Yrpaina, 01032, m. Kuis, Bysn. Cakcarancskoro 139, Bigziin KOHTPOMO AKOCTI

KOHTPOIO AKOCTi

Jlinensig Ha BUPOGHHLTBO AE N2295498

CaizoUTs0 Npo aTeCTAaLil0 Ne507 Bin 16.02.2022 p.

Ceprudixar siznosignocti GMP Ceprudixar signosignoceri GMP Ne030/2023/GMP

IMpoxoHTpOAREBAHO BIANOBIAHO A0 MKA JI3 oo peecrpauifinoro nocsinyenns NeUA/12457/01/03, amina Nel,

BHMOT amina no posniny MapkysanHs, TexcT MapKyeanka 5o PY NeUA/12457/01/03
(naxas MO3 N2798 iz 14.07.2017). (Pesynsrat# aHanizy Haseneni s Jonarky
1)

I
Jo3sonero oo peanizauii

«luM 1 3acmimdyw, MO HareAeHa BHME iHopMauis €  pgocromipHow Ta Tounow. ILlio cepiro npoaykuil 6Gymo  BupebneHo
(BKNIOHAKOYM NAKYBEHHA T4 MAapKYBAHHA) T4 TPORGNSHO KOMTPOAb Tl AKOCTI B@ BMIMesasHEMeHiH AizpuaWi y nowwilt BignosigHocri
3 BHMOT&MH GMP, pcradosmeHMME MICLICBMM DETyNSTOPHUM OPFaHoM, a TAaKOW BIANOBiAHO 1o cneumdikauiit, wo mictarscs y
peectpauifinomy gocte. TIpoToxond  BUDOSHMUTBA, [IAKYBAMMA . TA  AH&Ni3iE Oyl0 IEPERTAHYTO Ta BCTAHOBACHO BiNMOBiMHICTE
GMP»

YnoBHoB®#eHa ocoba 3 AxocTi A Mapuua FAJIIYEHKO

10.12.2024

br.cut- W56 b 120525 Lud




Cepin

Kin-1te B cepit
JHara supobuuursa
Lara pugadi

AHani3s BUKOHAHD ¥ BINOBIRHOCTI 3

- ¥ ARTERIUM

AxuioHepre ToapvcTeo "Kuismeanpenapat”

Honmarok 1 no Ceprudikary axocti

Ceprudikar ananisy Ne 185827
Kacapk®

Tabnerwu no 8 mr; no 10 tabaerok y Gnicrepi, 3 Gnicrepir y nauni
1 TaGaeTka micTHTB: KanAecaApTaNY BHAEKCETHA, ¥ nepepaxynaunt ka 100 % pevosnny, 8 mr

0107238

40,339 Tue. yn
05.11.2024
10.12.2024
MEK5E JI3 ao peecrpauiiinoro noceiavernn NeUA/12457/01/03, wmina Nel, 3mina po

posainy Mapxysannn, TekeT mapkysanua 0o PV NeUA/12457/01/03 (naxaz MO3 Ne798
Big 14.07.2017).

Ne | HafimeHysaxHa mokasunka Bramoru MKA/AHL Peaynbtar ananizy Bucuosok
| Onue TaGnerxu Ginoro aGo Madhxe Ginoro Binmosiaac Binmosiaae
K0ALOPY, KpYTNoi GOPMH, 3 ABOOITYKAOK
nosepxHelo. Ha noeepxni Tabnetxu
JIONYOKAETLCA MAPMYPOBICTE.
2 | inentudiixauis BEPX Binnosinae Bignosizac
3 | OanopinHicts 1030BAHAX ONHHULE TipriiManshe “HCHO BOBHKHE BiAROBIAATH Bianosigac Binnosinae
BHMOTAM, 3a3Hauetnm b JJOVY, 2.9.40, :
4 | Cynposigni gomitukn,% Hominika B - ne Ginswe 1,0 % 0,1 Bisnosinac
Jomitka F — ve Ginsiue 0,5 % Q Bianosigae
Byae-ska iHia aomimka - e 6insme 0,2% 0 Bianosizac
Cyma aeix pomiwox - #e Giaswe 2,0% 0,1 Binnosinae
5 | Posunnenus, % Jlikapeskih 3aci6 Mae BHTPHMYBETH Bianosinac Binnosiaae
sumors JDY, 2.9.3 npu pernaMeHToBanol
CTYHCHS POTEHHEHHS KaHAECapTaHy
unnekcetnny {Q) 70% pix eMicTy,
3asuaqeHoro B posniai «Cknan Ha ogny
TabneTky»
& | MikpoGionoriuka uncToTa Kpurepil npritiataocti: Saramue uncno Binnosinae Binnosinae
aepobrix mikpooprarismie (TAMC) -
1006 KYOnRtr
Kpurtepii npuinaTiocTi: aranese yacno Bignosizae Bianosinac
Apixpxosux i niicenesux rpubis (TYMC)
-100KYOm!lr
Bincyrnicts Escherichiacolis I r. Bignosigae Binnosinac
7 | KinkxicHe BH3HAYEHNA, MT BMmicT KAHAECAPTARY LMACKCETHNY B OKIH 7.8 Binnosigac
TabreTili mosnHHo ByTu Big 7,6 Mr mo 8,4
MT, B TIEPEpaxyHKy Ha cepelHio Macy
TabaeTKK.
8 | Mapxysanus 3rigno MKH Binnosizae Binposinac




& ARTERIUM

AxuionepHe TosapucTso "Kuismegnpenapar”

Jonarox | no Ceprudixary sxocri
Ceprudikar anamizy Ne 185827

Kacapk®
Ne | HaliMettypanus nokainuxa Bumorn MKS/AHT Pesynstar auanizy Bucuonox
% { Ynakosxa 3rigno MKSI Bianosinae Bianosinae
Tepmin npunaraocti: 2.00 poxis Flpunarnuit no: 31.10.2026
VmoBH 36epiranHs: B opnrinanbuiif ynakosui, npu temnepatypi ne sinme 25 °C,
Bucroskst: Bianosinac sumoram MK JI3 a0 peccrpauiituoro nocsinuenns MNaUA/12457/01/03, 3mina Nl
amiug no poaniny Mapkysarka, TexcT MapkyBsuna 20 PY XeUA/12457/01/03 (nakaz MO3 Ne798 sin
14.07.2017). : u
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