JEPXKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

mpocnekt Banepis JlobanoBcskoro, 51, M. Kuis, 03110, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NpPo AKICTh BBE3€HOr0 B YKPAiHy JiKaApPCHKOTro0 3ac00y

02.06.2023 Ne 24703/23/10

BOJIbTAPEH ®OPTE

(HafiMeHyBaHHS JIikapcbKOTO 3aco0y 3riHO 3 peecTpauiifHuM IOCBiqYeHHIM)
eMyJIbresib JIA 30BHIIIHBOTO0 3acTocyBanHs 2,32 %; no 100 r B Ty6i; mo 1 Ty0i y kapToHHi#H
KOpoOui

(dopma BuIyCcKy, TO3yBaHHs, BH] IAKyBaHHI JTiKapCHKOro 3acoly)
Howmep peectpamniitroro nocsimaenns UA/1811/01/02 crpoxk mii peectpamiitroro nocsizuenns 01.01.2099
Cepis mikapcekoro 3acoby Ne 375B KinbkicTs BBE3€HOTO JliKapchkoro 3acoby 24480

Bupo6Huk I'CK Konceromep Xenckep CAPJI, Iseiinapis

(mailiMeHyBaHH] BHPOOHHUKA JIKAPCHKOro 3aco0y, KpaiHa IOXOKEHH)

Baesero B Vkpainy HMignpuemcrio 3 100% inozemunmu inBecrunisvu y gopmi
TOBApPHCTBA 3 00MexeHOI0 BignmoBigaabHicTO ""T'1akcoCmiTKnaiin
Xeackep IOkpeiin T.O.B. ", inenr. xox: 24588162

(unaiimenyBanHi Ta xox 3a €JIPIIOY ropunmunoi ocobu abo mpissuie, iM's, o GaTbKOBI (izHyHOT
ocobu - mignpueMus, il Miciie POXKUBAaHHA Ta peeCTpaliiiHuii HoMep 06IiKOBOI KapTKHU IUTaTHHKA
HofIaTKiB abo cepist Ta HOMep IacIopTa)

Iporoxoa Bizyansnoroe koutpomo six 30.05.2023 Ne 1613/2.

3a pesympTaTaMH JepXKABHOTO KOHTPOJIO BCTAQHOBJIEHO, IO JIKAapchbKHil 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOAABCTBA MO0 3a0€3MEYEeHH AKOCTi TIKapCHKUX 3aC00iB.
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Bupano: /JTorotam «I'CK»/
T'CK Koncrsromep Xenckep CAPJI

Pyt ne Jlerpa 2

1260 HIOH

IIBEUIIAPIA
Jata ceprudikata Howmep ceprudikata
27 keitha 2023 p. 1000440521

Cropinka 132

Omuc matepiany: BOJIbTAPEH ®OPTE, emynbrens i 30BHIIIHBOrO 3acTocyBaHHA 2,32% no 100 r Ykpaina
Homep maTepiany: 60000000124495

Jlikapcbka ¢gopma: Emynbrens

Posmip/Tun ymaxoeku: Ilo 100 rpam y Ty6i Ne 1

AKTHBHIiCTB: | T eMynbremno MicTuTh AuKiIoQeHaKy aieTmwiaMiny 23,2 Mr

Howmep peectpaniiinoro nociguenns: UA/1811/01/02

Jlinensis Ha BupoOunuTB0:511514-102649277

3asBa npo ceprudikaniro:

IIpoxyxTt BHpOOIEHO KOMIIAHIEIO

I'CK Koncsromep Xenckep CAPJL, Pyt ne Jletpa, 1260 Hion, IlIBeinapis.

ITonepenus HazBa BupoOHu40i AlsHKH Hion no motoro 2021 p. I'CK Konceromep Xenckep C.A.
Homep ceprudikary GMP: GMP-CH-1002637

ITum 51 3acBiq4yI0, IO HaBeICHa BHUINE iHpOpMaIis € JOCTOBIPHOIO Ta TOYHOIO. L{10 cepiro npoxykuii 6ymo BHpOOIIeHO
BKJIIOYAIOUH AaKyBaHHJ/MapKyBaHHS Ta IPOBEAECHO KOHTPONb ii SKOCTI Ha BHILE3a3HAYCHIN MUIBHHLI y NOBHil
BignoOBigHOCTI 3 BuMoramMu GMP, BCTaHOBICHHMH MICIIE€BUM DPETYJIATOPHHUM OpPraHOM, a TaKOXK BiOIOBIOHO IO
crienudikaniit, Mo MiCTATECA Y peecTpalifiHoMy Jocke Kpainu-iMmoprtepa. IIpoTokonn BHpOOHHUITBA, TaKyBaHHA Ta
aHai3iB OyJIo MeperisIHyTO Ta BCTAHOBJIEHO BiAmoBiAHICTE GMP.

Jng HepyTHHHHMX BHIPOOYBaHb — pe3yJbTaTH BUIPOOYBaHb He BKa3yIOThCA B cepTHdikari cepil, AKIIO cepisl He
migysarac BUIpoOYBaHHIO, pe3y/IbTaTH BHIIPOOYBaHb BKAa3YIOTECSA B cepTH(IKaTi cepii Jumme s THX cepiif, AKi
npoxoxats BunpoOyeaHHA. Y Ceprudikari cepii BKa3ylOThCS Pe3yNbTaTH BHUIPOOYBaHb, SKi BHKOHYBAIHCS
BHPOOHHKOM LA peltizy cepii.

Joxyment, mo Mictuts cnenudikanito: 32pS1-EN-42728v1

ITapris Ne: 375B Tepmin npuaaTHocTi: 6epesens 2026 p.
Jara BupoOHHITBA: 13 xBiTHA 2023 p.

Kpaina-immoprep:

Vkpaina
Onmuc Cnenndikanis PesyabTart
M’ iKHii, TOMOT'€HHHI, KPEMOIIOIIOHHUIA . .
Ommc > » KP A Bigmosigae
. Biz 6in0oro m0 mpakKTHYHO OLI0TO . .
Konip Bignosigae
; 25 — 50 mominok ImKagm
IB’s13KiCTh A 32
7,0 - 8,0
pH ’ ’ 7,6
[To3uTHBHO

[1: nuxnodenax (YP)

I1: muxnodenax (BEPX aGo CBEPX) [103THBHO

[1:6yrunrigpokcitomyon (BEPX a6o [lozutuBHO
CBEPX)

[/1: oneinoeuii ciimpt (BEPX a6o I'X)

TTo3uTHBHO

— 0 No
GP45828 = 0.2%




Bunano: /JTororun «I'CK»/
T'CK Koncrsromep Xenckep CAPJI

Pyt ne Jletpa 2
1260 }VIIOH
IIBEUIIAPLA
Jata ceprudikata Howmep ceprudikara
27 xsitas 2023 p. 1000440521
Cropinka 2 32
— 0
GP49000 <= 0,2% <0,1
— 0,
GP49002 =2 <0,1
Hecneungivasi mpoAyKTi Jerpanarii, = 0.2% <01
[KOXKEH
3aranbHa KUIBKICTb MPOAYKTIB = 0,5% <0,
Inerpananii
KinpkicHe BU3HAYCHHA OUKIIO(EHAK o) o . .
rietnnaminy (BEPX a6o CBEPX) 95,0-105,0 % Bix 3asBIeHOT KiTbKOCTI 100,3
IKibKiCHE BU3HAYEHHS 90 — 110% Bix 3asBIE€HOI KIIBKOCTI 100,1
Oytunriapokcitoryony (BEPX ato
CBEPX)
IKinpkiCHE BU3HAYEHHS OJICITIOBOTO 90 — 110% Bix 3as1BIEHOT KIIBKOCTI 97,7
criupty (BEPX a6o I'X)
PimeHHs Ipo BUKOPUCTAHHA Bumnymeno
3aranpHa KiIbKiCTh 24 588

VYnoBHOBaxeHa 0co0a 3 MMTaHb 3a0€3ME€YeHHS SKOCTI.

3arBepmKeHHS 3a0e3MeTy€eThCs SeKTPOHHUM MiATHCOM.
ImM’s ocoOm, sika 3aTBepauiIa JOKYMEHT, 3a3Ha4€HO HIDKYE.

Beprpau branmap, 27 kBitasa 2023 p. 21:02:54
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