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CEPTU®IKAT CEPII Ne 2024-15.2/232

Hafimenypanns
TTPOAY KLU
Jlikapeska dopma:

Peccrpattifive
MOCBIAMEHHS:
Kpaina-supoduux:

ITHJAKOPH Homep cepit: 41085002
PO3HMH IS 11 ek 15 mi?

PTIE Ne UA/19543/01/02 (0ic 00 18.07.2027) Posmip cepii 3118
Braapxa o PYY (Haxas Mo162 i) 27.01.2023) (yn., . T8 i1} YHAKOBOK
Vkpaina Ne 10

Crna 17akTHBRHICTS:

1wt posvuny Gas in'exyiic (00na avmyaa) Micmumo

HIQAKPUHY  2IOPOXAOPUO MOHOROPAM } REPePaNy- ’H‘”a, o 07 2024
o L R BUPOOHHULITBA:
sanni na 100% inidaxpuny 2idpoxiopud -~ 15 M
Bua i posmip [o 1 v s amnysi; no 5 amnya y Gaicrepi; Jara sakiHueHHs
YHaKOBKHU: no 2 Onicrepy B NAKLI 3 MAPKYBAHHAM TEPMINY 07 2026
YKPATHCHKOI) Ta pOCIICHKOIO MOBAMH, MPUAATHOCTI
Haiimenynauns : . Meroanxn PesyarwraTi
HOKATHHKS Bumoru cnenudiranii KOHTOJIO
Onne Mposopuii GeaGaperuit posumnn 3an. 1 MK Hposopuit
Bisvansuuif Ge3bapsumit
PO3YUH
Inenradircania: 3an. 2 MK
inidarpun Ha xpomarorpami BunpoGoryBanoro posuusy, a1 2.1 MK Bianoeinae
opepxaniit y poszaini «KinekicHe suanauennsy, uvac | Ph.Eur., 2.2.29,
YIPUMYBais 1ika INL1aKpHHY NOBUHEH BianosimaTy | 2.2.46
Yacy YTPMMYBAHHA T1ika iNiJaxpuHy HA XpoMaror-
paMi pO3UMHY HOPIBHAHHS ’
inidaxkpun Yd-cnekTp, 1o 3HITHH Ha BepliHui XpomaTorpadiv- | 3a n. 2.2 MKS] Biarosinae
HOro niKa iMijaKkpuHy. ojepxanoro ais sunpobosy- | Ph.Eur., 2.2.29,
BAHOrO pozuHHy y posaial «Kinvkicue prspavenus» | 2.2.46
B 0baacTi A0BKHH XBUAL BiZ 210 1m 10 350 pm,
noskHer Bianosizaty Yd-criekipy, wo 3HaTHI Ha
BEPLIKIE XpoMaTorpadGiuHoro mika iniaaxpuy,
OJEPHAHOTO AT POIUMHY TIOPIBHAHHA ¥ PO3AIaI
«KinbkicHe BusHaueHns» v Til xe obaacTi
xaopudu XapaxkrepHa peakuis (a) Ha XAOPUAH. 3an. 2.3 MKA IozwTuBHA
Ph.Eur., 2.3.1
IIposopicrs TTpenapar mae GyTi nposoprm 3an. 3 MKA
Ph.Eur, 2.2.1, [pozopu#
BI3YAILHUHA METOT
Crynin, Ilpenapar mae Oytu Gesbapsuum 3an. 4 MKA
3a0apBlieHHs Ph.Eur., 2.2.2, Bezbapruuii
mero I
pH Bin2.8 1o 4.0 3an. 5 MKA 35
Ph.Eur., 2.2.3 N
O6’em, wo He merie 1.0 mn 3an. 6 ijil_ﬁ
BHTHIACTLCS Ph Eut 2,917
Cynposiaui Ha sosernm gunyexy Hpomsazost mepatiny ;
JOMITHKH abepieanns
Byab-Aka aoMiika — byan-axa gomimka -
He Giabiue 0.10 %; He Binbiue 0.2 %: 1
CYMa AOMILLIOK ~ CYMa JIOMILIOK -~ i
ne e 1.0 % ue Oinsuie 1.0 % k Z
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19 ad. 2e f%



CEPTUDIKAT CEPII Ne 2024-15.2/232
Haltmenyparmg - THIXAKOPJ, Homep cepit: 41085002
PO KU :
Hixapenka gopma: - posuun ang i ekl 15 mr/a
Haiimenypanun N Merognxu Pesyasrarn
: Bumoru cnenudikauii
NOKAZHHUKA KOHTPOJII0
Mexaniuni g uactor 2 10 mxam — ne Sisiue 6000 B ammyni; 3an. 8§ MK
BKIIOYeH HSE: Hust yactok 2 25 mrm - He Bimeiue 600 B amryai Ph.Eur., 2.9.19, Burpumye
HEBHOUMI HACIIKH merog |
Mexauiuui MperrapaT Mae GyTH NPAKTUUHO BUILHEM Bl HACTOK 3a 1. 9 MK
BEJTIOWEH IS Ph.Eur., 2.9.20 Burpumye
suoumivaemky | e
Crepaasuicrs ITpenapar mae Gy1n crepuiibHnm 3an. 10 MK4 Crep, .
Ph.Eur.. 2.6.1 TepHAbHIH
baxrepiaasui [MpaHuyn#ll BMICT CHAOTOKCHHIB — Zan. 11 MK3
eH0TOKCHIH veriue 11.6 MO/Mr inigakpusy riapoxiopnay Ph.Eur., 2.6.14, Metiwe ,_
MEron A 11.6 MO/wr
Kiabricue
BPHIHAYMCHHS
inioaxpuy Bix 14.25 wr/ms o 15,75 mr/a a1 12 MKS 15.01 Mr/mn
2iopoxaopUd PhEur, 2.2.29,
(CiaHsNy HCL) 2.2.46
Ynakoska Bianorizxo no MKSI
Mapkysanusn Bianosiano xo 3sminn o Mapkysanus (6i0 27.01.2023 p.)
T'padiune . . . . . . -
BianoBigno 40 3aTREpIKEHHX OPHITHAN-VAKETIB, POSMILIEHHX 8 €AUHIN aBTOMATHI0BAHI
odopmens inopmaLiitnii cucremi Jepxaikenyxbu Vipainu (wunanit sia 03.04.2023 p)
YHAKOBKH ) ‘ i ' ‘ co ;
: KOMEHTAPI Yuosu 36epirauus:
' B opurinanbuiit ynakosui npu remrepatypi He puie 25 °C.
| Bukouagens: ILLB. Moprawosa I.C. & j/’/:w

Havanbank BKS: | TLLE, Koporkux Q.0. 4// Jara yg/ 777 XZ/

3asiea npo ceprudinaiio: Llnm 2 3acBinnyro, wo Haerena I iHQOPMALIA € ZOCTOBIPHOK Ta TOY-
HO10. 1110 ceplio nponykuii Gya0 BHPOGACHO (BKIIOUAIOUY IAKYBAlST Ta MAPKYBAHHA) T4 APOBEAEHO
KOHTPOAb 1T SKOCTI HA HIKYE BKa3auilt diasHiui y nosuilt BignosigHocti 3 umoramy GMP, Bcrason.e-
HHMH MICHCBHM PCTYNSTOPHUM OPTaHOM, 3T1IHO 3 YHHHUM 3aKOHOAABCTBOM YKpaiuy, a Takox sizfo-
BiAHO RO cnenpdixanii, wo MicTarses y pecerpaniitnonmy nocse. [IpoToxony BUpOSHIALTEA, AKYBAHHES
Ta anatizia GyJ0 NePerasHyTO Ta BOTAHOBIEHO Bianopianicts GMP.

Cepis rorosol npoxyxuii 41085002 sinnosizae sumoram MK JI3 3i Sminamn
(Haras Mel162 6io 27.01.2023 p.) xo Peecrpaniiinoro nocsiguennsa Ne UA/19543/01/02 1a
RO3BOJKCTRLCS 10 peanizauii.

Ynosuosaxena TLLE. Timuenxo H.B.
ocoba

(T4
. . . , CEWW‘“
Bupobuuua ginsunus. Aapeca: 61115 Yxpuina. Xapxincsea ofi.. aicto Napris, syangsLesepuna Hm\&\uwifnwl\)
Jiuensin: cepia AB Ne 501356 i 08.02.2011 p. iperTad: 20017
Csizourso npo arectauito BKS Nt 337 8ig 09.03.2017 p. (snaauo Hepxapumo cay ol JHM 5 AIKApCHK y
34 HAPKOTHKAM M) D //o\
Cepruirar GMP 057/2023/GMP sin 30.06.2023 p. (sraano Jeprasnoio ciywGor Vipaifivs digapeskii.3a¢6bins Ta konrpomuo 3a
HAPKOTIKAM )
Ceprugirar IS0 9001:2015 Ne23EQLY2Z4/R2 8ia 06.07.2023 p. (nuaanni Assurance Quality Certification LLC)
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