NMPUBATHE AKUIOHEPHE TOBAPUCTBO "®ITO®APM"

HOpuanyHa agpeca: 02092, m. Kuis, Byn. AnMaTuHcbka, ByaunHok 12

TenedoH: (044) 390-52-91

CEPTUDIKAT AKOCTI Ne 195-KJ Big 29.10.2024

®-02-KA-01/1

1. Hasea npoayxkui EpoToH®
2. Nikapceka hopma Tabnetku no 100 mr
3. Po3amip Ta Tun nakysasHs no 4 Tabnetku y 6nicTepi, no 2 6nictepu B nayui 3 kapToHy. MapKyBaHHsl YKpaiHCbKOK MOBOI
4. Cuna Aii / akTUBHICTb 1 TabneTka MiCTUTb cungeHadpiny uMTpaTy y Ao3ax, eksisaneHTHux 100 Mr cunaeHadiny
5. Homep peecTpauiinHOro noceigyeHHs UA/4652/01/02 TepMiH 4ii HeoBmMexeHwi
6. KpaiHa-BupobHuk YkpaiHa
7. Homep cepii 241024
8. Poamip cepii 10 274 cacosok
9. [ata BupoBHULTEa 28.10.2024
10. OaTa 3akiH4eHHa TepMminy npuaatHocTi  01.10.2029
11. Aapeca AinbHuUi 3 BupobHuuTBa 37500, MNonTtascbka 06n., M. JlybHu, Byn. BapeiHkoea, bya.16
12. ;':;‘O%iﬂ'uﬁ*;a“ dARRBLLS Niuensis Ha BupoBHUYTEo N3 cepist AB Ne598075 sig 21.01.2014 p, Ne106
13 Aapeca AinbHULI cepTudikauil 08303, Kuiscbka 06n., m. Bopucnine, Byn. Yymauska, 6ya. 17
14 Homep niyeHsii gineHuui ceptudpikauii - JliueHsis sig 15.11.16. (6/H);Ceptudpikar ISO 9001:2015 NeHU12/6480
15 PesynbTaTi aHanisis:
Ne HaliMeHyBaHHSA NOKa3HUKIB Bumorn HTQ B:?g:é’;:;:h
TabneTku Binoro koneopy, ABoONYKNI, WecTurpaHHi (bopmu "HEXAGON"), 3
1]0nuc nosxayko "®" 3 asox Gokie.3a 30BHIWHIM BUrNAL0OM MaKTh BignosigaTu BignoBigae
sumoram [JPY*.
2 |laeHTudbikauis
Y®-cnekTp nornuHaHHA BUNpoboByBaHOro Po3yvnHy, NPUrOTOBNEHOTO 3a
21 Cungenainy rpar e i L4 S e | ol
LOBXUHWN XBUNI (265+/-2) HM.
2.2 |UuTpaTtK MpenapaT Aae xapakTepHy peakuiie (C) Ha uuTpaTu. BiANOBi#ae
3|CepeaHsa maca TabneTku 06r+-5% " 0,602r
He 6inblwe asox TabneTok 3 20 MOXyTb BIAXUMATUCA Bil cepesHboi Macu
4|0aHopiaHicTE Mack TabneTku Binble Hix Ha 5 %. Mpwu uboMmy xofHa TabneTka He Mae BiAXUNATUCA Big +15%;-13%
cepeaHboi macu Ha 10 %.
5(Po3nagaHHs He Binblwe 15 xB. 2xB |
6 [CTupaHicTb He Ginbwe 1 %. 0,2 %
o e Do ey SO AT | G
8|0aHopiaHICT A030BAHMX OAMHMLE gﬂsi?zlﬂ.?;al.ﬂ.mu Bumoram Tecty [dY*, 2.9.40. sianosizae
9|Tanbk BwmicT Tanbky He mae nepesuwysatu 3,0 % Big macw Tabnetku. 1,8 %
10 |MikpobionorivyHa yucToTa: Ne 122
10.1 33{?;;:;:;;?; ?‘?K(Ii/lﬁg? X kpuTepii npuAHATHOCTI: 103 KYOIr. 30 KYOIr
0.2 ﬁiﬁgg:g:&”&%gpgﬁm?)mx L KpuTepil npuaHaTHoCTi: 1042 KYO/r meHwe 10 KYO/r
10.3|E.coliB 11 He [0MNYyCKaEThCS. He BUABNEHO
11 |KinbkicHe BU3HaYeHHS:
1.1 S:;;;“gﬁ‘:gyyg‘;ﬁeeﬁ::y“"y e Bia 0,0950 r 40 0,1050 r & 1 Ta6neTui. 0,1010 r
12 |CynpoBigHi Aomiwku He 6Ginbwe 0,2 % okpemol goMilwku, He Ginbwe 0,5 % cymun A0MiLWOK. Bignosinae
13 |YnakoBka 3rinHo MKA fo peecTpauiitHoro noceigqeHHs, 3i aMiHamu. BignoBigae
14 |MapkyBaHHs 3rigHO TEKCTY MapKyBaHHS A0 PEECTPaLiAHOro NOCBIAYEHHS, 3i 3MiHaMU. Bignoeipae

BucHoBoK. ﬂepesipeHﬁﬁ 3pasok npoaykuii Bianosigae sumoram MKA ao peectpauinHoro noceigyeHHs Ne UAI465?IO1J‘02, 3i amiHamu.

3asBa npo cepTudikaLio

nakysaHHA Ta aHanisis 6yno NnepernsHyTo Ta BCTAHOBNEHO BigNoBigHicTE GMP.
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