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JEPXKABHA CJOYXKFBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npoB. CeiTnnunoi Hapii, 3, m.Kuis, 02099, tes/¢ake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOr0 B YKpaiHy JikapcbKoro 3aco6y

13.09.2023 Ne 44259/23/10

EPMITAJIB 25 000

(HaliMEHYBaHHA NIKapCHKOTO 3aC06Y 3TigHO 3 PeECTpaLiHHIM ITOCBI TYEHHAM)
KallCyJI1 racCTpope3ucTeHTHI TBep/i; mo 20 kancyn y niasimui; no 1 msimmmi Y KapTOHHIMH
Kopooui

(popma BuUnyCKY, 103yBaHHA, BH/ IIaKyBaHHA MKapChKOTo 3acoby)

Homep peectpauiittioro nocsinuenns UA/7948/01/02 crpox aii peectpaniitioro mocsinuenss 01.01.2099

Cepis nikapcekoro 3acody Ne 530901 KinexkicTs BBe3eHOrO0 Nikapcrkoro 3acoty 40929
BupoGHuK Hopamapx ®apma 'm6X, Himeuunna
(HaliMEHYRAHHS BUPOGHMKA NTIKAPCHKOro 3ac00y, KpaiHa ITOXOKEHHS)
BeeseHo B Ykpainy Aouipue mignpuemcreo "CTAJA-VKPATHA" Komnanii "BEIIX A
Berainirynrcresensmadr giop Papmasepre M0X"', inenr. kon:
32110540

(naiiMenyBaHHs Ta ko 3a €J[PTIOY IOPHAMYHOT 0c00H abo mpi3Buie, iM's, 110 6aTEKOBi (izHaHOT
ocobu - nignpuemus, ii Micle NPoKUBAHHS Ta peecTpauiiiuuii Homep 061iKOBOI KapTKy MIaTHMKA
nojaTkie abo cepis Ta HOMEp macnopra)

[poroxon BisyansHoro xourpomio sig 11.09.2023 Ne 2799/3.

3a pesynbTataMu  OepKaBHOrO KOHTPOJIXO BCTAaHOBJICHO, IO JIIKAPChKUN 3acid BBE3eHO B Ykpainy 3

AOTPHUMAHHAM BHMOT 3aKOHOJARCTRA 010 3a6e3medeH s IKOCTi JKapChKHX 3acobiB.

Ipana ITAJIAMAP

(iHiuiamH Ta npizsuie)




Ceprudikar signosignocti

AKX

Hopamapk

{Ceptndirauia srigHo €C HacTaHosa No GMP, YacT#Ha 1, fopatok 16 KepisrnuTeo «MixHapoAHI rapmMoHiZoBani sUMOry A0

ceprudikauii cepin 2011 . 5»)

Hopamapk @apma T'mb6X, Himeuyyusna

paHiwe Hopamapk ApuHaiimitrens I'm6X ta Ko. KT, Himewuuna
Minnayanne 4, 0Tepcen, Wnessir-F'onbuireiid, 25436, HimeuuuHa

Tenedou
- 3amMOBHUK CTALIA ApuHaiimiTrens Al
1 | Hassa npopykry Epmirans 25000
- Homep kaTanory NODD3590
2 KpaiHa-imnoprep YKpaiHa
3 Homep PFI UA/7948/01/02
4 | Cuna/ Ain finasa: 25000 OA, E€sp.Papm./Kanc
Aminasa: 22500 Of1 €sp.Papm./Kanc
lpoTeasa: 1250 O] €sp.dapm./kanc
>__| Nikapcoka dpopma Kancy/Ii racTpopEesUCTEHTHI, T8epai
| 6 PO3MIp | TUN ynakoBKy no 20 Kancyn y nnswui: no 1 NAAWLE Y KBRTOHHINR Kopobui
- Kinbkicts 40930 wr
7 | Homep cepii 530901
8 | Hata supobuuurea {(84.mm.pppp) 17.01.2023
9 | NpuaaTHui oo (808 MMm.pppp) 31.12.2025
- Hata no3sony ao peanisaiif 14.07.2023
- Homep cepii HanIBNpoAyKTy 53080005 .
- Homep karanory HaniBnpOAYKTY NOOGGE258
10 | Bupobinua ANbHULA | ginbHUUA
KOHTROMIO SKOCT] Hopamapk ®apma TMEX, HimeuyuHa
Hassa padilwe Hopamapk ApyHaimitrens FmBEX Ta Ko. KI, HiMeuduna
Appeca NiHHayanne 4, Ktepcen, Lnessir-Toasureiin, 25436, HimeuwunHa
Homep niveHsii DE_SH_01 MIA_ 2022 0010 |
paHiwe DE_SH_01_MIA_2020 0004
11 | Ceptudikar signosiagHocTi DE__SH_OI_GMPﬁZOZZ_OOGG
BUMCram GMP ana nepesnivenux paRiye DE_SH _01_GMP_2020 0010
sulte (n. 10} ginbHuup
| 12 | PeaynsTatyu amanisia Ceptudinar akocri Ne 3377
13 | KomenTapi / sayBaeHHs Ha npoTaai NPOLECY BUPOOHKMILTRE, MakyBaHHA Ta KOHTPOAIC SKOCTI:
l - He Oy0 BigxuneHs
- HE QYN0 Bigxuneus, wo MOIKYTb BITAIMBATH Ha BUTIYCK Cepii
- Oynm Bigxmnenns, wo MOXKYTE BNAKBATH Ha BUNYCK cepii
HdoKymeHTu fo KOHTROAK) BiAXUMCHB:
DC-2023-00129
14 | 3asBa npo ceptudikadiro Hanum a niarseppxyio, wWo BULEHABEACHA [HPOPMAUA € ayTeHTYHa | TouHa. Jdada
CEpiﬂ npc:,ﬂ,yk'ry BH!"-DTGBJ‘!EHEI, OHARH IO ﬂaKYBaHHH{"M&pHYBaHHH i HDHTPDR!} AKOCTI
HA  BKa3aHUX AIMLHULAX Vv  nOoBMil gianosigHocri sumMmoram GMP MicueBmx
PEIYZAATQPHUX OpraHiB i BignosiaHo ao cneundikanii peectpauikroro AocsiaveHHn
KpaiHW-imnoprepa. Jani BUPOOHMLTBA cepii, NaKYBaHHA | KOHTPOAW Bynu PO3raAsHYTI
| BU3HARI TAKUMMU, WO BiAnoBiAal0TE GMP.
YMO8UM o1 BUNyCKY cepii, arigHo €C HacraHosa no GMP, Yactuma 1, Aoparox 16 Ta
naparpa¢ 16 AMWHV (Hacranosa 3 BUPOOHMUTBR NIKapCOKUX 3acobiR i AKTUBHMHX
bapmaLesTUYRnX iHrpegieHTis) nosHicTio BUKOHYIOTLCA Ta NIATBEPAKYVIOTLHCA,
15 | Im’s, nocapa / signosiaanbroro sa Ap. Knayc Migaenbbepr / YriosHosameHa ocoba
8unycx cepit
16 | Nianuc signoeiganbHoro 33 sunyck | (nignuc)
cepif
17 | Aara nignncannn {aa.mm.pppp) 18 nunnHa 2023
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MNepexnad 3 aneniticokol moeu

Hopamapx
Ceptudikar ananizy
KOHTPOAL AKOCTI
Hopamapk ®apma 'm6X, Himeuumna
Mivsayanae 4, IOtepcen, Winesgir-Troswwreiin, 25436, Himeuyuna
Tenedou: +4941227120
Tekrcr . Epmiranb 25000, kancyau facTpopesucreHTHi TBepgi, Ne 20, Ykpaina
KinbxicTs 40930 tUT Homep cepif : 530901
Homep katanory 1 N0O003590 Homep samoBneHHa 4501043096
3aMOBHUKA
Homep 3amoBAeHHA . 30134
Tosapoorpumysay - CTALA Apumaiimitrens Al
Cragawrpacce 2-18,
D-61118 bag ®invbens, Ceprudikar 3377
Himeuuuna Crop. 1
[TOKa3zHUK HopmygaHHa Pesyabrar
Xapau're;mcmun
Onue NPoA0Brysata TBepla enaTuHoBEa Kancyna Bignosigace
po3mipom 0
Kpuitka kancyau HOPUYHEBOIO KOMIbOPY, HENPO30PA Binnosigae
Kopnyc kancynm besbapeuui, nposopuis Bianosigae
Konip smicTy kancynu Oinysaro-cipi Bianosinae
Cknag smicty kancynu KPYTAl, ABOAKOBUNYKAI BKPUTI NAIBKOBOW Bignoeinae
0B60NOHKOI MiKpoTaBaeTkY
3anax smicTy Kancyau XapaKre pHWM Binnosinae
CepegHa maca Bmicry kancyau 414,084 - 523,127 mr/xan 499,7 mr/xan
OavopigHictb gosyeaHHA
Bigxunenns Haitbinoiworo + 7,5 %, mwe giin 18 3 20 kancyn Bignosiaae
3H@4eHHA Bif cepeaHbOf MmacH
BiAXUNEHHA HaIMEHLGIO - 7,5 %, aviwse Ana 18 3 20 Kancyn Bianceinae

JH3YEHHA BiA cepeaHbol Mack

HameHwe 3HaueHHR

3Ha4YeHHAa {Mr/kan)

486,8 mr/kan

Hainbinblie 3HaveHHs

3HaveHHa {mr/kan)

518,5 mr/kan

BiaxnneHHa Big cepeupol HOOHOIo Bignoginae
Macu 2 15 %
CepegHa maca kancyau 524,084 - 633,127 mr 605,6 mr
Hac posnaganus kancyau
Hanbinbwe sHavyerns | £15xs 6 XB
Hac posnagaHHa BmicTy Kancynau
Hanbinswe 3uaveHus MOBUHHO BIANOBIAaTH €8p. dapm, 2.9.1. Bianosinae
< 15 x8 (8 SydepHomy posuuni 3 pH 6,8} 12 xB
FacrpopesucrenTHicTs HE PO3rafaeTbea Ha NpoTA3i 120 x8 B 0,1M Bianoeigae
pPO3unKHi HC
E,c:,e;-lmqm{amﬂ
HasasHicTh mnommquor Bignosinae
Bianosinae

Bianosinae




MpogosxkerHA vabnuui 3 pesyabratamu aHaniay

MokasHuK Hopmysanus Pe3yabTar

KinbKicHe BUsHaveHHs
JlinoniTMYHa aKTUBHICTL 2 25000 O[] €8p.®apm./Kanc. 30608 O[] €sp.dapm./xanc.
AMIIONITUYHE BKIMBHICTD 2 22500 Of1 €p.dapm./xanc. 26334 O €rp.dapm./Kanc.

[TpoTeoniTMyHa akTUBHICTL

> 1250 Of] €8p.Papm./Kanc.

1374 O/ €s8p.Papm./rkanc.

PosuyuuerHa AinoniTudHa
SKTUBHICTL Yepes 30 xb

2 75 % 8ig 3aasnedoro
3aaeneHo: 25000 O €sp.®apm./kanc.

94 % 8if 3a9BACHOIO

Brparta Bmicry kancyau npu <4,0% 2,3 %
BUCYLWYBAHHI

Mikpobionoriuia uuctora

38ra/IbHa KiNbKIiCTs aepobHUX Makc, 10° /r Binnosinae
Mikpooprasismie (TAMC)

3ara/ibHa KiNbKICTb APIKAKOBUX i | MaKc. 102 /T Bianosigae
anicHnsux rpubie (TYMC)

CTIWKI A0 Afi xOBYI rpamHeraTueri | <100 /1 0/r

baxrepil

staphylococcus aureus

BIACYTHICTBB 11

Bignosinae, sigcyTHi

Salmonella BiaCYyTHIcTb B 10 Bignosigae, BincyTHi
Escherichia coli BIACYTHICTE B 1T Bignosigae, sigcyTui
YnakoBxa o 20 Kancyn B nAswUi 3 TEeMHOTO CKNa, B

KapTOHHIK KopobUi 3 iHcTpyKLicio ans
MeJMYHOFO 3aCTOCYBaHHA

Bianosigae

* - NepesipeTbCA Ha cvagil aHanizy euxin,

MapkysanHs signosinae HOPMAaTUBHUM SOKYMEHTaM.

HUX ROMNOHEeHTIB

Aara cepin Byna suroTorneHa Y 8IAN08IRHOCTI 40 BuMor GMP. Aana

cepig Byna npoTecToBaHs Y BianosigHocTi 3 3ATBERRKEHUMU METOAAMH KOHTROMO RKOCT. Hopmatusrni gokymenr
JaTBepaReHo MO3 Ykpainn Hawas sig 26-02-2014 Ne149, PI1: UA/7948/01,/02,

Aata supobuuyTsa: 17.01.2023 {(an.mm.pp)
Tepmid npuaaTHoOCTI: 31.12.2025 (ag.mm.pp)

25436 0repcen, Himeuyuyz Aata:  17.07.2023 / Onena Bpamay

(nidnuc i nevamua)
Kopcmen Box
KepPIBHUK KOHMPOMNO axocmi




