| ARTERIUM

Akuionepre ToapucTso "KuisMemnpenapar”

Ceprudikar sxocti Ne 178864

Heda3zouin
Cepisl 0103420
Cuna aii/ akTUBHicTs, NiKapchka TOPOLUOK AN PO34MHY A iH’exuiit mo 1,0 r, mo 10 ¢naxoHis B nasui
topma Ta poamip 1 dniakoH MicTHTs: 11eda3oNiHy HATPIEBOT COMi CTEPHIBHOL, Y NepepaxyBanHi Ha

nedazonin - 1,01
Jlns BHYTPIIIHEOBEHHOTO, BHYTPilIHbOM ' A30BOTO BBEAEHHS

Hazsa T2 Tenedon BupoOHuka AT «Kuismennpenapar», 1/d. (044) 490-75-22
Hasga kpainu/ kpaiH Npu3HaueHHs Vkpaina
1s cepil
Peecrpauiiiie mocBiaYeHHs, TEPMIH NeUA/14477/01/02, nie 6e3cTpokoso
pith)
Poamip cepil 116,280 THc. dnak
Jlara BupoOHHLTBE 16.08.2024
[ Tepmin npuaatHocTi 3.00 p.
IMpunathuit 1o 07.2027
YmoBH 30epiranusa B opuriHaibHil ynakoBLi, Ipd TeMneparypi He Brie 25 °C.
BupoOHuYa OiTEHHLA Tinsuuus dacysanns Ne2 nexy 3 BUpoOHHUTBA iH’ekuiiHux GOpM roTOBHX
NikapchKUX 38c00iB
Anpeca BUpOOHHYOT JiNBHULI Vkpaina, M. Kuis, By, Cakcaraucsioro, 139
Anpeca Ta Miclie TpoBeJeHHS Yxpaina, 01032, M. Kuis, Byn. Caxcarancbkoro 139, Bigain xonrpono SIKOCT1
KOHTPOJIIO AKOCTI
Jliuensia Ha BHPOGHUIITBO AE Ne295498
Csizourso npo arecrauino Ne507 Bin 16.02.2022 p.
Ceptudikar pignosiznocti GMP Ceprudikar sinnosizrocti GMP Ne016/2023/GMP
T1pOKOHTPOIBOBaHO BiAMOBIAHO 10 MKJ1 JI3 o peectpauifinoro noceiadensa NeUA/14477/01/02, 3miHa Nel,
BHMOT aMinu g0 p."Mapkysanua" fo PTT NeUA/14477/01/02 (naxas MO3 sin

26.04.2019 Ne992), TekeT MapkypaHHs a0 PTI NeUA/14477/01/02 (naxa3
MO3 six 02.07.2020 Ne1500) (Pesynsratu auanisy HaseseHi B Jlonatky 1)

Jlo3BoJieHo Ao peanisanil
«luM a1 3aceiguylo, mo HasefeHa BHLe iHGOpMaLis € moctopipHolo Ta Tousow. Ll cepilo npouykuii Gyio BHpoGmeHo
(BIJIOYAIONM NAKYBAHHA Ta MapKyBaHHA) Ta IIPOBENEHO KoMIpons ii akQerf ua aueHidl mineHMLI Y TOBHIE BiANOBIAHOCTI
3 BUMOTaMH GMP, BCTAHOBAGHHMMH MICUEBHM pPEryJATOPHHM OpTa
peectpauiiiHomy gocbe. IlpoTokoiM  BHPOOHHUTBE, MAKYBAHHA
GMP»

TO Ta BCTAHOBJIEHO BIANOBIAHICTH

YnoBHOBaeHa 0coda 3 AKOCTI MAIJIbBIHA
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AxuioHepHe TosapucTeo "Kuismeanpenapar”
Tlonarox 1 no Ceprudikary sikocTi

Ceprudixat aHanizy Ne 178808
Iedazodiin
NOPOLIOK AJs PO3UHHY ANf iH’ekuii no 1,0 r, mo 10 gpaakoHis B nauui

1 gnakon micTuTe: uedasoniny HaTpicsol coi cTeprabHoi, y nepepaxyBanni Ha ueasonin - 1,0 r
JIa BHYTPILUHEOBEHHOT0, BHYTPILIHLOM 130BOr0 BBEIEHHHA

Cepin 0103420

Kin-tb B cepii 116,280 Tuc. paak

JlaTa BpOOHHLTBA 16.08.2024

Jara sinaui 01.10.2024

AHali3 BHKOHAHO Y BIATNOBIGHOCTI 3 MK JI3 a0 pecerpauiiinoro nocsianenns NeUA/14477/01/02, smina Nel, sminn a0

p."Mapkysanna" no PII NeUA/14477/01/02 (naka3 MO3 pin 26.04.2019 Ne992), Tewer
mapkysauns o PTI NeUA/14477/01/02 (nakas MO3 sia 02.07.2020 Ne1500)

No | HadiMeHyBaHHS nokasHuka Bumorn MKSI/AHZL PeaynkTar ananmisy BHCHOBOK
1| Onue TMopowok Ginoro a6o Maibke Gisoro Bianosinae Bianosinae
kONmbOpY. Jlyse rirpockomiuHui.
2 | lnentudikauia A. IY-cniexrp Bianosigac Bianosinae
B. Ipenapar aa€ peakui (a) Ha HaTpiit. Binnosinae Bianopinae
3 | Mpo3sopicTe po3unny Po3zuun S mae OyTH npo3opHm. Bianosijac Binnoninae
4 | KonbopoBicTb po3qHHy OnTHYHA rycTHHA Po3duHYy S, BUMipAHa Binnosinae Biznozinae
3a JoBXUHK XBUII 430 HM, He Ma€
nepesHuysary 0,15.
5 |pH Bin 4,0 a0 6,0. 53 Binnosizae
6 | Cynposiasi gomimku,% Bynw-ska pomiuika: He Ginbe 1,0 %. Bianosigae Bianosigae
Cyma Beix fomiluok: He Ginble 3,5 %. Bimnosinae Binnosizae
7 | Bona He Ginbiue 6,0 %. 0,7 Binnosinac
8 | Mexaniuni BKIIOYEHHA Hesnaumi wactks: ne 6inbiue 6000 mna Bianosinac Bianosinae

yacTok posmipom 10 mkm aGo Ginbue B 1
KoHTeltHepi i He Ginbie 600 ans yacTok 25
MKM 860 Ginbiue B 1 KoHTeHRHepi.

Buaumi uactky: Mawote 6y npakruuso Bianosigae Binnoginae
BiACYTHI.
9 CrepunsHicTh Tpenapar mMae 6yTH CTEPHIBHUM. Bianoeinae Bianoeinae
10 | BakrepianibHi €HAOTOKCHHHY, TpaHUyHHIi BMICT €HIO0TOKCHHIB, MEHLLE Bianoeigae Bianosiaae
MO/MP 0,15 MO Ha ! Mr uegasoiny.
11 | OnuopiaHicTh 1030BEHHX OAHHHIIL Mae suTprmyBath BuMors 1PV, 2,9.40. Bianosigac Bianoesinae
12 | KinbkicHe Bu3HaueHHs BwicT uepasoniny B 0BHOMY (PAAKCHI, ¥ 1,036 Bianosinae

nepepaxyBaHHi Ha CepeaHIO Macy BMICTY
dnakona, Mae 6ytu Bix 0,950 r no 1,050 r.

13 | Mapkysanus 3riano MKs1 JI3 Bianosinac Bianosinae
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AKLioHepHe TOBapHUCTBO "Kuismegnpenapar”
Jonarok 1 no Ceprudikaty sxocri
Ceprudixar ananizy Ne 178808

Iedasonin
Ne | Haiimenypanna noxasuuka Bumorun MKSI/AHZT Pesynbrar ananiay BuchoBok
14 | Ynakonxa 3rigno MK JI3 Bignosizac Bianosizae
Tepmiu npuaarnocri: 3.00 poxis [punaruuii no: 31.07.2027
YmoBu 36epiranns; B opurinansuiii ynakosui, npu Temneparypi ne uwe 25 °C,
BucHOBKH: Bianosinae pumoram MKS J13 no peccrpauiiinoro nocsiguenus NeUA/14477/01/02, 3mina Nel,

¥01/02 (nakas MO3 gia 26.04.2019 N2992), Texer

3wia 02.07.2020 Ne1500)
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3miny no p."Mapxysauns" no PII
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