HAEPKABHA CJIIVIKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥V KHIBCBKIH OBJIACTI

npos. Ceitnuusof Hapii, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
Npo AKICTL BBE3CHOr0 B YKPAIHY JTiKapebhKoro 3acody

01.08.2024 Ne 37368/24/10

JIOHEKC®

(HalMenyBauHg MKAPCHKOTo 3800y 3TITHO 3 peecTpalifENM TOCEIUEHETM)
Ta0/(eTKH, 10 AMCHEPTYIOTRCS B POTOBiii NoposkauHi, mo 10 Mr o 10 Tabuerok y daicTepi; mo
3 GJicTepn y KapToHHIH mavni

{thopma BHnyCKy, 103YBANHAS, BUA MaKYBAHHA Nikapeekoro 3acoby)
Homep peecrpantifinero noceiguenns UA/19064/01/02 crpok aii peecrpauiitnoro mocsixuenns 23.11.2026
Cepin nikaperkoro sacoby Ne 241652 Kinpkicrs BrezeHcro tikapesxoro zacofy 4536

Bupobuuk Jxenedapm CA, I'penis

{HaliMenyBaHHA BUPOOHNKA NiKapchKoTo 3ac08y, KpaiHa MOXoLHKeHHH)

Beesexo B Ykpainy Tosapucreo 3 o6MexkeHoW BitnoBigaabuicTio "TACTHO YKPATHA",
iment. koa: 42274733

(raifvenysanng Ta ko 32 €[IPTIOY wopuamurot ocabn abo Mpissae, iv'a, o GaTLrOR] dhizmrol
0co0H - NLTPHEMI, T Miclle TIPOXUBAHHS Ta PRECTPALIIHHE HoMep 06HiKOBOT KAPTKH IIATHMEA
nojaTkie abo cepis Ta Homep nacnopTa)

IIpoToxon eisyansuore konrpoaro six 25.07.2024 Ne 2170/2.

3a  pesynsTaTaMH  EPKABHOTO KOHTPONIO BCTAHOBNEHO, M0 JKApchKHN 3acif Beeseno B Ykpainy 3

JOTPUMAHHAM BuMOT 3aKOHOAARCTEA IIOLO 3A8C3ICUCHA AXOCTI MKapChKUX 3acoGiB.
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/TIOTOTHUIT KOMITAHIV/

(nepekan)

CEPTH®IKAT AHAJII3Y

DPOAYKT: TOHEKC®, rafuiersu, m¢ AMCIEPryOTLCA B POTOBI
nopoxandi mo 10 mr Ne 30 (10x3) y 6nicrepax

Homep Cepii: 241652
Honmep cepii Bulk: 241619

Jdara pupobunnrea: 05/2024

Tepmin npwiarnocri: 05/2027

Posmip cepii: 7128 ynakxorok

Cuna gii/AxtuBHicts: 1 TabmeTka MicTHTEL Jonenesuny rigpoxnopum 10 Mr

Posmip ta Bug ynaxosku: 10 Tadaerox y 6aicrepi; mo 3 Gnicrepu y xapronniii mavmi

Jikapceka (opma: TaboeTKH, MO AMCHEPTYOTHCA B POTOBIH mopokuumi, e 10 mr

'Homep Peectpaniiieero nocsiguenns B Yipaini: UA/19064/01/02

Ha3zpa 1a nHosep ninensil Bupobuuka; Txenehapm CA, Ne 00084000073/23/1

Apgpeca pupodHuKka: 18-if kM Maparonoc Ape, ITaxaini ArTiki, 15351

Kpaina-eapooauk: I'penin

JIOKAIHUKHA METOJN CIIENMPIKAIIEA PE3YJbBTATH
Omnc BuyTpimnii Tabnerku rpyrioi gopmu, nirocki, 3i
MeToA CKOLIEHHMH KpafiM¥ Bijx Oidoro mo maiixe Biznosizae
6i10ro KOABOPY , 3 THeHenHAM «10» 3 A A
oanoro Goky Ta raageHeki 3 iHuroro doxky
Inenrndixauis BHyTpimmii . .
Vb MeToA Bixmoriaac crannapry Binnosinae
Bianoriaae craugapr . .
BEPX Py Bigroeinae
: i i
Hiamerp Buyrpimnii 12.1+0.2 mm 12 1 st
MeTO/
1 + e
Tosurna Buyrpiwnii 4.0 0,3 Mmm ——
MeTo/
CrilikicTe 10 po3/aBmoBanys | €rp. Papm., 2.9.8 | 20-70 N 52H
Poanaganus €ep. ©®apm., 2.9.1 | He 6inbme mix 75 cex 16 cex
Cepeans Maca ' BuyTpimuiit 500 mr £ 3% (485-515) 507 Mr
MCTO]
BumicT BOABI €Bp. ®apm., 2.5.12 | He dineme wix 3.0 % 4.3 %
1IHi : w2, <15.0¢ . .
OfHOPUIHICT JIO30BAHHX €rp. Capm,, 2.9.40 | Tna 10 omuanus AV 150 % BiGREe

OAHHHUE. OIHOPINHICTE BMICTY

Has 30 opaavns AV< 15.0 %
Ta 119 BCiX 0JHHIL
. 75M<xi<1.25M

HpwiimansHe uucno
AV =76

Posunnenns Brayrpiuimiit Q =80 % 3a 15 x8 95.7 v
aero (Yd) '
o Buyrpimmiii 103.4 %
KinbkicHe BH3HAYEHHS Meron (BEPX) 95.0-105.0% Bin 3aseaenoro BMicTy S
Cynposim gjominmgu (BEPX) Buyrpiurniii
meroy (BEPX)
Byzb-sKa HeRiioMa 10MillKa He Gieme wise 0,20 % 0.03%
Cyma pomimmok He bine e mix 0.5 % 0.07%
l'epmernanicTs Smictepa BuyTpirwiit 3adaprieHicTs He Ginbuie uisk y 2/400
(BHIIpOOYBaKHN Ha MeTo/ wapyHok Gaicrepa Bianosizae

repMeTHUHICTE)!

' Haui AepeHocaTh 3 KORTPONIO ¥ Hpowleci BApoOUALTBA ( in-process control)

? KonTpois 3a mokasHukoM «Mikpo6ionoriyna aucToTay IpOBOAATE Ha oxHil 3 10-TH cepii abo | pas Ha pik (B
3ANEKHOCTI BLI TOTO LIO € YaCTITITHM)

/NoroTun koMnawii/

Crop. 1 i3 1

BHyTPIWHIA Kog KoMNaHii




/TOTOTHUT KOMITAHII/

(nepexsanx) CEPTH®IKAT AHAJII3Y

moposkHKAi mo 184 Mmr Ne 30 (10x3) y 6aicrepax

MPOAYKT: TOHNEKC®, rabneTkH, 140 {HCOEPIYOTLCH B POTORII Homep Cepii: 241652

Homep cepii Bulk: 241619

Jdara supobunurea: 05/2024

Tepmin npupatHocti: 05/2027

Po3mip cepii: 7128 ynakosok

Cuaa pii/AxTuBHicTE: 1 TadNeTKa MicTHTL Nonene3nay rigpoxmopux 10 mr

Posmip 1a Bra ynaxerku: 10 Tadaerok y Gaicrepi; no 3 Gaicrepn y kapTouHii naumi

Jlikapcrka dopma: TabaeTKH, 10 AHCIEPIVIOTECHA B POTOBiH MopoxkHui, no 10 M

Honep Peectpaniiivoro noceinuenns g YVipaini: UA/19064/01/02

Hazea Ta Homep sinensii Bupobunwa: Mxenedapm CA, Ne 0040000073/23/1

Anpeca sapodnnka: 18-it km Maparonoc Ase, Haxmini Arriki, 15351

Kpaina-pupobuuk: I'penin

Ly miarsepaxyio, mo edilieskazada iHGopManis € NocToBipHow 1 Tounoro. JaHa cepif MPOIYKII BHIOTOBREHA, BEKIIOMAIONH
MAKYBAHHA/MapKYBANH T8 OPOBE/IEHD KOHTPOIb 1i AKOCT HA BHMIEBKAZAHIN AiNBHMUI ¥ NOBHIR BiANOBIAHOCT! 3 BuMoramu GMP,
ECTAHOB/ICHHMH E€BPOTICHCLKUM T2 MICIEBHM PEryJATOPHAM OPTAHOM, 8 TAKOXK ¥ BIANOBLAMOCTI 31 crienwdikarieto, mwo MicTHTECT B
PEECTPALIHHOMY /I0CKE KpaiHW-iMIIOpTEpa UM B AOCKE criemudikalii Ha NpermapaT AnA 0cTiUKYBAaHOrO JiKapehkoro 3acoy.
[Tporokony BHpOSHMITES, NAKYBAHHs T2 ananizie SymH neperiiHyTi | BeTaHOBNCHO Bixnosianicts GMP. Byas-nxi Bigxunenns Gynu
OL{iHEH] BIAMOBLIHO 0 BHYTPilHIX BCTAHOBNEHHX MPOTIEAYD 3a0esneucHa aKoeTi.

HATA: 13.06.2024

SATBEP/DKEHO (Meseukep sabesnedenns sxocTi yd Kepipamux
BLAMINY 3a6e3Meq et AKOCTI):

Hikomaoc Ipefisoc, Marictp ximii

KepisHuK BiAZIINY KOHTPOIIO AKOCTE, YIIOBHOBAXKEHA 0c0oba

/NoroTun koMmnawii/

Crop. 2 i3 1

BHyTRIWHIA KOA KoMNaHii
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