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Cepradixar sikoeri No 2634 O OBiA 83192@23 p{}I{y

Hasea ikapeskoro 3acoby AMIKCUH® IC

Jlixapewska dopma, 1o3yBakis ’Ta'ﬁﬂe’rién‘,_Bﬁ'pﬁﬁ_{t)’ﬁéﬁ'{}i-ikt}ib, 1o 0,_,66_71*3

Peecrpaniiine nocsiguenns UA/2559/01/01 31 i€ 10 p.
3MiIHaMui

Jlinensia " Bupobununrso Aikapeskux 3acobie cepin AE No295499 sin
20.02.15 9., 65080, Onecbra o6nacrs, M. Oneca, ﬂmcmopqmbm
aopora, 5}«':11 86

Micue npoBajxenns JsasHoeTI - 65025, M. Ogeca, 21-H kv CraporuiBenkol goporu, 40-A

Ceprudikat GMP 024/2023/GMP xie oo 23.12.2025 p.
“Homep cepii 26340923

Posmip cepii’ 13 458 HaKoB N3
iI[arr:.:z_-'i?.npaﬁmmmgz ) 28.09.23 p.
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.H’RﬁMEHYBHHI-IH e PesvabTarh
| Buamorn MKSE
HORKA3HHKIB | e - R BH“P.'O_GGB}’BE‘,HB.

i _'ﬁ “ o 2 | 3

10nuc jTaﬁﬂe:{'En prmm Qmpmz 3 ,.[[B(}E}HyKJI{}I{) nopepxHew, | TabserTku kKpyraoi Gopmu 3 |
| BKPHTH 060/T0HKO10, TEMHO-POXKEBOTO Koabopy. Ha ABOOLYKAOK TOBEPXHEID,
‘po3siaMi BUAHO JBd IHAPH. BKDPHTI 060J0HKOO,

-' TEMHO-DOKEBOL0 KOIBODY.
Ha poznami Bajso n18a
‘Hmapu

SHloenTndikanis 1A YapTpadioieToBl CIEKTPY TTOTIHHAHHS PO3YHHY | Binnogizae
lnpenapaTy Ta.po3YMHY NOPIBHSHHS, ofepKani gas.
KITLKICHOTO BUSHAYEHHH, B 06/1acTi BiL 22(} M 10 400
LHM OBuHHI CrBHajaTH.

|'B. Peak1jis Ha' Hapﬁomﬁmy rpymy. TTosuTuBHA

- _'C Pearm,m (a] Ha XJOPHOH. HosurusHa

1D. Ha xpomarorpami BHﬁpOﬁDByBaHUI‘D PO3YHHY MAIOTh -Bi-a_nqi;aae
| BUSIBJISITHCA: BETHKA HIDKHA 3043, BIAMOBLAHA HIDKHIH Lt tan o
| 5001 Ha XpOMATOTPaMi POIYHHY TIOPIBHARHSA (ToHCo )
|4R), cepedus sona, Bianopinna cepeaniii sonina  fo 1%
. Xpomarorpami posyuny nopisHaHHEST (IHANTO KapMiHf &ay
1 BEPXHA 30Ha, BIANOBIAHA BePXHIH 30K] Ha g
| XpoMaTorpami po3uHHY TOPIBHAHES (KOBTHH 3axiy 2\
' FCP). Wk

""'“--f?ff-'ff'i-'é_béém-macé _|Bi 029451 10 03255 ¢

4 ﬁxg | ff}fwfi ’;’ ﬂ*f )




'Oﬂﬁ'{}pi,{{f{i
X OfAWHHUIL ™

J036BAHN

CTh

Hipuamansae yucno (AV) gasa nepuux 10 oggHULD

| HOBHHHE 6yTy MexIne a6o Aopisrwoeary L1 {15,0),

| Akmo npuiiManbHe ducao Gisbine L1, BUnpo6yBaHHIO
iniagaoTs HAcTymHi 20 AVMHHIE 1 00YUCARITh
irpuAMansHe yuca0. Bumoru 0/10 BUKOHYIOTHCH, AKLIO
| KIHLeBe NpHUMalbHe YHC/I0, po3paxosane i3.30

{ OIMHMBIE, MeHiile aGo gopirHIOoe L1 1 Koa8H
{iEIUBIAYVadbHYUI BMICT ¥ 1030BaHINH OJHHNLI HE €
imegmyMm 3a {1 - L2x0,01 M iHe 6imprmum3a {1 +
1L2x0,01)M npy o6uMcnenH] TpUHIMANBHOTO YHiaa

1 (L2=25,0).

Pozunren

HZA

| Kpurepii npuiHaTHOCTI Ha piBHi:S1 moBuHeH OyTH He 1 99,1 %
i Merime (Q +5) % A1 KOXHOI 3 6 0MHEALS. K0
| ofiepkani pe3y/IbTaTH He BIATIOBIAAIOTH KPHTEPIo
itpuiinarygocti Ha piBri S1, BUIpoGyBaHHS
 IIIPOAOBIKYHOTH Ha piBnAx S2:a60 S3.Q = 75 %. Yac

i po3uYMHeHHA 45 XB.

Cympori

Ha xpomaTtorpami BUnpo60oBYBaHOTO pO34HHY OYAb-AKa MEHLHE’ {} 1 %
'_ IEAMa, KpiM OCHOBHOI, He Ma€ Oy TH IHTeHCHBHIWOK 33
1 IIAMY Ha xpoMaTtorpami po3yuHy nopisaasHa (b)

1{0,1%). ZoriyCKaeThCsI HASBHICTD KOHTYpHO! IIAME Ha
jcTapTi, a TAKOK IIAMK He IAeHTHPIKOBaHOT AOMILIKHK

I BUIIE KOHTYPHOL INIAMHE,; KA He Mae Oy TH
{IHTEHCHBHIIIO 3a WIAMY Ha XpOMaToTrpaMi PO31HHY

:_ nopisaagHs (b) (0,1%). Oaunounol LOMIIKH He:

i noBunHO 6yTH 6inbuie HRK 0,1%, |

[ TOMIIIKH

Mene 0,1 %

| CymapHa KibKicTh JomMimiox e Ginbure 0, 2% Memﬁe {J 2 kO

KinexgicHe

Bmict €55Hz.N,05¢2HCI (TH}IDpGHy] B Ta6}z{~:-'1"u1 Mae 0, 0606 F
16yTH Big 0, 0555 T A0 0,0645 1, y mepepaXyHKy Ha

| cepeHIo Macy TAGAETKH,

BU3HAYEHHA

Mikpo6ios
qucToTa *

¥

| 3aranpHe YHCao aepo(iﬁﬁ:{ -Mﬁ{poopramgmm (TAMC)
e 6itsine 10% KVO/r.

[OT'idHa

1 3aransHe YHCic JPLKIKOBUX Ta.nﬂlteﬁeaﬂx FpHGIB
I (TYMC): me binblie 10° KYO/r.

| Bmcy’rm{:fm Escherichiacolis1r npenapa'ry

YnakoBka

o 3 TabneTkiy GiicTepi; imo 1 6uicTepy B maumi -B’iﬂnoﬁi,{@;ae S _:

MapxysaHs

HA | 3rifHO.3 TEKCTOM MapKyBaHHHA [0 p/1 31 3MiHaMK Bianosizae

Tepmin up

H,ﬂ;aTH‘O'CTi 15 pokiB 0 10.2028 p.

b JaHOTO TECT}? HpDBOHHTh ,ZHH KOYKHO1 IECATOT LE}BH FOTOBOTO NPpETiapatry y 3B ﬂ?xl{"\r’ 3 THAM, IO I_{EH TECT ROPTPOHIOIOTD

E’;HEE}J’HC{}E&HHX TabMETKax KOKHO1 cepii r{pEﬁapaﬂf * - KoHTpone aadoro recty NpoBOAATh 11 h{}mml ECHTDI cepil roToBOTO
fiperapary ¥ 38 43Ky 3 BiAnoBiAnIcTio BrupoGHuTaa [ J13 Bvoram HRIT (GMP}. ot
Bucropox! AMIKCHUH® IC, rabaerky, Bkpuri obosoHkow, no 0,06 v Ney E
26340923 Jis S
BIAITOBIAAC BHMOTAM WK 31 3vimavn Ne- 13 16 p/n UA/2559/0 RS 5
3asea opo ceprudikaniro: LM s 3aCBIAUYIO, 10 HaBSHeHA Biflie THQOPMALIIS € NOCTOBTRme: T4 T’oqzz{}m
Liro cepiro|nponykiili 0yao BUPOBTEHO (BKIHOUAIONH TAKYBaHHA | MAPKYBaHHA) Ta IPOBEAEHO hOHTp(}?b il AKOCTL Ha

BHILIC343HA

HeHilt AineEMIl y moBRIA BiamopifAHocTi 3 mimorami GMP, BCTAHOBAEHMMH DPErYISATOPHEM OPraHOM

YKpaiau, g Takox BI,ZT{HQB?;[HO no criegrdikaiii, U0 MICTATLHCS Y pee:c*rpaumﬁomy JOCEE, meomni BHPOOHUIITEE,

HaKyBanHs

T4 AHATI3iB Oyn0 TeperIanyTo Ta BCTaHoBIeHo Bianosianicts GMP.




