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CEPTU®IKAT CEPII Ne 2024-15.2/228

HatiMenyBaHus HAJBY DI, Howmep cepii: 41062005
ITPOJY KNI
Jlikapchka gopMa:  posumn jyis v exuild, 10 mo/mn
Peectpaniitne PIX Ne UA/19442/01/01 (dic 00 28.05.2027) Posmip cepii 8499
IOCRIICHHS: (ym., T, T2 YHAKOBOK
Kpaina-supobumk:  Yxpaina iH.): Ne 10
Cuna mii/ I mn pozuuny micmums nanbypiny 2idpoxnopud y | lara
AKTUBHICTB! nepepaxysanni na 100% pevoguny - 10me Bupobrmrrea: 07 2024
Bug i po3mip ITo 1 M1 B amItyi; 1o 5 amitys y Giicrepi; Hata 3akin-
YIIAKOBKH! mo 2 GricTepy y maumi. yenus repMminy 07 2026
MapxyBanss yKpalHChKOIO Ta POCIUCEKOI) MOBAMH. | TIPHJIATHOCTI:
- Haiimeny e3yIIBTATH
- moKa3) % OHTP e
Onuce IIposopuii 6e3bapsuuii abo Maike Gesbapsunii posuun | 3a . 1 MKSA Ipozopuit
Bisyaneunit Malbxe
Gezbapsuuit
PO3YHH
| Inewrndircanis: 3am 2 MKA
Hanbyghin Ha xpomatorpami Bunpofosysanoro posuuny, ogepxa- | 3a n. 2.1 MKJI
Hiit y posuini «KinbkicHe Busnauensst, HanGydinn, vac | Ph.Bur, 2.2.29, Binnosinae
yTpuMyBaHHs Itika HanOydiny nosuHen signosigatu | 2.2.46
yacy yTpuMyBaHHhs rika Hanbydiny Ha xpomaTorpami po-
34YHHY MOPIBHSIHHS
nanbygin Y®-crextp, 1o 3HATHH Ha BepuwinHi xpoMarorpadivnore | 3a . 2.2 MK Binnosinae
nika Hanbydiny, onepsxaroro s BunpoGosyeaHoro po- | Ph.Bur,, 2.2.29,
3udy y posxini «KimexicHe susnavenns. HanGydinn y | 2.2.46
nianasoni 220-350 nM, nosuuen signosigary Vd-cnex-
TPY, WO 3HATHH Ha Bepuikdi xpomarorpadivHoro mika
HanOyhiny, ONepaaHoro A/ pO3UHHY NOPIBHAHHS Y PO3-
aini «KinekicHe BnsHauenns, Hanbydiny y Tomy x nia-
11a30Hi
Xnopudu XapaxTepHa peakiiis (a) Ha XJIOpHIH 3am 2.3 MKA IlosutusHa
Ph.Eur,, 2.3.1
3an. 3 MK
Mposopicts Ipenapar mae 6yt npozopum P}].Eur., 2.?.1, [Mposopuii
Bi3yasbHHA
METOMI
Crvui Cryninb 3abapBAeHHs IPENapaTy He Mac IepeBUILLy- 3am. 4 MK5]
Tyuuin i h.Eur., 2.2.2 Binnosinae
sabapnaenus BATH CTynNiHk 3a6apeneHus eranona BY P s R
metox 11
H Bin3.0 10 4.0 3an. 5 MKJ
P Ph.Eur., 225 ¢ o]
06’cm, mo He mene 1.0 mn 3a 1. 6 MK~
BHTSIrACTHCH Ph.E(;{h' 017 il
Cynposiani B-enimep nanGydiny - ve Gigsuie 1.0%; 3a n??*‘
AoMiticH Bic-Hanbyin - ne Ginvine 0.5%; Ph.Euz.| 2
MeTHnHanbydin - e Ginviue 0.2%; 2.2, ‘65 ey -
Oyap-aKa HeifnenTHdikopana noMilika — He Ginelie 0.2%; “’53}‘2 20029( 0:09%
cyma nomimiox (kpim B-enimepy Hanbydiny) -He Ginbiue
2.0%
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CEPTH®IKAT CEPII Ne 2024-15.2/228
HalimMenyBants HAJIBY®IH, Homep cepii: 41062005
TPOJIYKINT:
Jlixapcrka dopma: POo34HH Juist i1’ ek, 10 mr/mn
Halimenysanus Bmwom cnelm(]mcau Merommu Pesyanrtarn

NOKAZHHKR “KOHTPO 0 i
Mexaniyuai Huis yacrox > 10 MxM — ne Ginpie 6000 B aMIIyIIl 3an. 8§ MK Butpumye
BEJIIOYCHIS: IUTA 4acToK > 25 MkM — He Ginbiue 600 B ammyJi Ph.Eur., 2.9.19,
H(f(fll()u]”i HAachiKu METON 1
Mexaniuni Mae 6yTH IpakTHUHO BIIBHEM Biji YaCTOK 3an. 9 MKA Butpumye
BRJIIOYCHHSI Ph.Eur., 2.9.20

1 eudumi vacmiu
Crepunbuicrs Ipenapar nosunen Oyt crepuisHUM 3an. 10 MK CrepunbHnii
Ph.Eur, 2.6.1
Baxrepianbui I'paHuyBUH BMicT eHIOTOKCHHIB - MeHIIe § MO/Mr 3am 11 MKA Mene
CHAOTOKCHHH : Ph.Eur,, 2.6.14, 8 MO/mr
MeTOL A
Kinekicue 3amn. 12 MK
BH3HAYCHHS: Ph.Eur., 2.2.29, 10.2 Mr/an
ranbyghiny eiopoxiopud | 9.5 - 10.5 mr/mn 2.2.46 ’
(Ca1HsCINQ,)
Ynaxopka Binrosiaxo mo MKSIL
Mapkysanus Bignosigro no 3minn go Maprysanus (6i0 10.11.2022 p.)
| Ipadiune odopm- BignosinHo no saTtBepaKeHux opuriHag-MakeTis, posMillienux B ¢auHill apromatusosanii

JICHHSI YHAKOBKH inopmaniiiniil cueremi Jepaknixenyxbu Yipainu (yunanil sin 26.12.2022 p)

| Ymosm 36epiranns: B opurinanpuiil yriakonLi npu Temnepatypi ne sume 25 °C.

| KOMEHTAPI
Vi
BuxoHageyb:: T1.1.B. Cmupuona I.C, Cﬁ/ Hata 29.07.2024 p.
Hawansmux BKSI: | ILLE. Xoporinx 0.0. ﬁ / Hata A y 7

3aasa npo ceprudixaniro: LM 5 3acsiauyo, wo nasenena nuuie indopmauis € AOCTORIPHOIO Ta TouHoI0. 10

cepito npofyxuii 6y10 BHPOGACHO (BIIIIOHAIOUH NAKYBANHS TA MAPKYBAHHS) Ta TIPOBEACHO KOUTPOAL il IKOCTI Ha
HYOkde Bkasanil ginbHuui y nosHii sianosimiocti 3 suMoramu GMP, BCTalOBNCHUMA MICLEBUM pPEryIATOPHNM
OPTratoM, SPIHO 3 YHHHWM 3aKOHOMABCTBOM Yxpalun, a raxox Binosiano no cneundikauilt, mo micrarses y
peectrpaniftnomy jocke. TTporoxonn BupoGHHLTEA, TaKyBaHHS TA aHATI3IE BYJI0 fIEPEryIHyTO TA BCTAHOBNEHO Bi-

anosianicr, GMP.

Cepist rorosoi npoxyxuii 41062005 signosiznae sumoram MIT JI3 3i 3minoro

(Haxaz Ne 2036 gio 10.11.2022 p.) no Peccrpauiitnoro nocsiguyennst Ne UA/19442/01/01 ra )

JO3BOJNKETHCS X0 peasizanii.

YnosHoBaxeHa
ocoba:

TLLEB. Timuenxo H.B.

/ e/ | Dara

S

S 05 L0y

BupoGuuya aimsnuus., Anpeca: 61115 Ypaina, Xapkincbka o6, Micro Xapiis, synuns Cencprna ﬂoﬁm%

Jlinensia: cepis AB Ne 501356 ix 08.02.2011 p.

Csigourse npo arecrauito BKS Ne 337 pin 09.03.2017 p, (sunano JepsxasHoio ciyx6oio Yipaiuu 3 nixap &

3a HapKOTMKﬂMH)

Ceprudircar GMP 057/2023/GMP sin 30.06.2023 p. (runano Jepxasioio cnymﬁoxo Yxpaiau 3 JiKapebkux 3a006{{r’mmon

HapKOTHKaMH)
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Cepradirar 1SO 9001:2015 Ne23EQLY24/R2 8in 06.07.2023 p. (Bunaunit Assurance Quality Certification LLC)




