TNIEPZKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUiBCHKIN OBJIACTI

nipos. Caitanunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOV 37078774

BUCHOBOK
PO AKICTH BBe3eHOro B YKpainy JikapcbKoro 3acody

03.06.2024 Ne 26385/24/10

EPMITAJIbB 25 000

(HaiiMeRyBaHES NKapCchKOTO 3acoby 3rijiHo 3 peccTpalil{HIM MOCBITIEHHAM)
KaICyJIi racTpope3sMcTenTHi TBepai; mo 20 y misiuni; mo 1 musiurgi y kapToHHiA Kopooui

(hopmMa BRILYCKY, JO3YBAHH, BHJ| TaKyBaHHI JiKapCHKOro 3acoby)

Howmep peectpauiitroro nocsizacans UA/7948/01/02 crpox gii peectpaniitnoro mocsizuenns 01.01.2099

Cepis mixapepkoro 3aco6y Ne 541401 KinskicTs BBe3eHoro mikapcskoro 3acoby 41808
Bupo6uux Hopamapk ®apma I'M6X, HiMeuunHa
(uatiMenyBaHHa BUPOGHUKa TiKapChKOro 3acoby, kpaiHa MOXOMLKEHE)
Baesero B Ykpainy Touipue mixnpuemcrso "CTAA-YKPAIHA" Komnanii "BEIIXA
Beraitmirynrcreseasmadr ¢prop @apmasepre M6X", inent. xox:
32110540

(naiivenyBasus Ta kox 3a EJIPTIOY opumnusoi ocobu ao npisemme, im'a, no GaTsrosi (isnamo]
0coGH - MianpHeMI, 1i Miclle IPOXHMBaHH: Ta peecTpamiitnuii HoMep 06iKkoBOI KapTKH MIATHHKA
TofaTKiB abo cepis Ta HOMEp IACIIopTa)

TpoTokon Bisyansuoro xourpomio six 27.05.2024 Ne 1495/1.

3a pe3yThTaTAMHM IEPXKABHOTO KOHTPONIO BCTAHOBIEHO, INO JHKapchkui 3aci6 BBe3eHO B VYkpainy 3

JOTPUMAHHAM BuMOT 32KOHOAABCTBA IIOH0 3aGesnedenHs AKOCT] NKapCchKux 3acobiB.

Onsra CPEOMEHKO

Cinidians v npienain)




Ceptudirar BignosigHoCTi

Hopamapk

{Ceprudirals sriaHo EC Hacranosa no GMP, HactuHa 1, AoAATOK 16 KepiBHUUTBO «MBRHAPOSHI raprMorisosani BUMOrY 40

ceptndiikalyii cepiit 2011 6. 5»)

Hopamapk ®apma I'moX, Himedunna

paniwe Hopamapk Apunaiimitrens Fm6X Ta Ko. KT, HimeuuunHa
Niukayanne 4, KOrepces, Wnessir-FonbLitedt, 25436, Himeuunua

Tepernad surxonano JIT «Cmada-Yipatna»

TenedoH
- 3aMOBHUK CTALA Apunalimitrens AT
1 | Hassa npogyxry Epmirane 25000
- | Homep Katanary NO003590
2 | Kpaina-imnoprep YKpaita
3 | Homep Pfi UA/7948/01/02
4 | Cuna/f pis flinasa; 25000 Of, €sp.dapm./ranc
Aminasar22500.0/, Esp.dapm./Kanc
Mporeasa: 1250 OF €sp.Papm./kanc
5 | flikapcbka hopma Karicyav racTpopesucrenTHi, Teepal
6 | Po3amip i TUN YIIAKOBKK no 20 Kancya y naswui; no 1 naawui y KapTOHHIN Kopobui.
- | KinbkicTs 41810 T
7 | Homep cepil 541401
8 | Nara supo6huurea (aa.mm.pppp) | 03.11.2023
9 | NpuaatHuit 4o (Bo.MM.PRPR) 31.10.2026
- [aTa aossony Ao peanisauii 02.04.2024
- Homep cepii HaniBnpoAyKTyY 54140005
- Homep Kartanory HanisnpoayKTy ND066258
10 | Bupo6Huua fifbHuLs | AIAGHKUA
KOHTPOO AKOCT
Hassa Hopamapk ®apma FMEX, Himeuunna
Agpeca Minnayanne 4, lOTepcen, Wnessir-Tonbwrei, 25436, Himeuyuha
Homep niyeHsii DE_SH_01_MIA_2024_0008
11 | Cepndikar signosiaHocri
sumoram GMP pna nepenivenux DE_SH_01_GMP. 2024, 0012
suule (n, 10) AinbHYUb
12 | PeaynwTarty aHanisia Ceprudirar akocri No 4487
13 | KomeHrapi / 3ayBameHHs Ha npoTasi npoecy BUPOOHULITEE, NAKYBAHHS T3 KOHTPOIO AKOCTL:
-He Byso BigxMEHD
I— He Byno BIAXUARHD, WO MOMYTh BNANBATH HA BAMYCK cepif
- ByAu BigXMnEHHR, WO MOXYTh BIAXBATY Ha BUNYCK cepii
JOKYMEHTH N0 KOHTPONI BiAXMNEHD!
DC-2024-00027
14 | 3asBa npo cepTudikatio | DaHumA nigTBEpANYI0, WO BUWeHaBEARHE iHdopmaLin € ayTeHTUUHa | TouHa. [lana
cepis NPOAYKTY SUTOTOBNEHE, BRIIOHRIOUM NaKyBaHHA/MAPKYBaHHA | KOHTRONL AROCTI
Ha  BHAZAHMX  AIALKRMUAX Y OBHil sianosiaHocti sumoram GMP  micu@sux
pEryAATOpHKX Opianis i BIANOBIAHO A crieuudikauii peecTpauiiHoro noceinHenHsn
kpaiHn-imnopTepa. [lani BupobruuTea cepil, nakyBaHHA i KOHTPOAIO By POSTARKHYTI
i Br3HaHi Takumn, Wo signosiaatote GMP.
YMOBY gns sunycky cepii, sriano €C Hacrakosa no GMP, Yactuna 1, flepatok 16 1a
naparpa$ 16 AMWHYV (HacraHosa 3 BUPOBHULTEE SKapChKMUX 3aC0BIB I aKTUBHIX
bapMalesTUiHNX iHrpeJENTIB) NOBHICTIO BUKOHYIOTLCA Ta NIATBEPAKYIOTHER.
15 | Im's, nocaga / sianosiganprorosa | Ap. Knaye Miggensbepr / YnosHosameHa ocoba
Bunyck cepil
16 | Nianuc sianosiganbHOro 3a BUNYCK {nigmmc)
cepii
17 | fara nignucarts {(a4.Mm.pppR) 04 kaitHA 2024




IMepexmad 3 aHenilicoroi mogu

Cepudikar aHanisy

KOHTPOJIb AKOCTI

Hopamapk

Hopamapk ®apma I'm6X; Himewumnna
Mivnayanne 4, 10Tepces, WUnessir-Tonbuiteitn, 25436, HimeyunHa

Tenedon: +4941227120

garncyna posmipom 0

TeKer Epmitans 25000, Kancyau ractpopesucTeHTHi reepal, Ne 20, Ykpaiua
Kinskicrs 41810 WUT Howmep cepii 541401
Homep Katanory N0O003590 Homep 3amoBeHHnA 4501223846
33MOBHUKE
Homep 3amMOBNEHHA 31170
TosapooTpuMyBay CTALA ApuHaitvitrens AT,
Crapawrpacce 2-18,
D-61118 Bag, Pinvbenn, Ceprudirkar 4487
Himevunna Crop. 1
_ Tioxazmm
XapakTepucTuku
Onuc NPOAOBryBaTa TBEPMa Ke/laTHOBA NpoACsrysaTa TBEPAA e aThHOBa

karicyna poamipom 0

KprlKa Kancyam

KOPWYHEBOTO: KObOPY, HENpo3opa

KOPMUHEBOTO KOAbOPY, HENpo3opa

Kopnyc kancyau

GesbapeHUi, NPO3OPWUIA

HesBapsHuil, Npo3opuit

Konip BmicTy Kancynv

Binysarto-cipi

Binysaro-cipi

Cxnag, BMiCTy Kancynw

KpYrii, ABOAKOBUNYKI BKPUTI
NAIBKOBOIC 0BONICHKAI0
MikpoTabneTiy

KpYFAi, BBOAKOBNAYKNI BRpUTI
NAIBKOBOK 0OONOHKOK
miKkpoTabneTkn

3anax BMICTY Karncynu

XapaxkrepHui

XapaKTepHUA

CepegHa maca BmicTy
Karncyam

414,084 - 523,127 mr/kan

495,7 mr/Kan

OaHOpigHICTD Jo3yBaHHA

BigxuneHHa Halbinsoro +7,5%, nvwe gna 18 3 20 kancyn Bignosiga¢e
3HaueHHA Big cepegHbol

macu

BIAXWNGHAA HAMEHWOro | - 7,5 %, mwe ana 18 3 20 Kancyn Bipnosigae

3HAUCHHA BiJ cepeHboT
Macu

Hamenie 3HaYeHHA

sHauenua . (mr/ran)

477,1 mr/kan

Haibinuise 3HaYeHHA 3HaYeHHa (mr/kan) 517,6 mr/kan
BiaxuneHHs gig cepearsol | HOOHOTO Bignoeigae
macn 215 % '

CapefiHA Maca Kancynu 524,084 - 633,127 mr 604,2 mr

Yac posnanaHHa Kancyam

Hal6inblie sHaYeHHs <15 X8 4 x8
Yac posnagaHHA BmicTy
Kancyan ,
Hatibinolue 3Ha4eHHA nosuHHO Bignoginath €sp. Papm. Binnosigae
2.9.1. 7 %8

< 15 xB (B BydpepHomy po3umHi 3 pH
6,8)

racTpopesncreHTHICTDL

He posnagacThcA Ha NPoTAsi 120x8'B
0,1M pozumni HCI

He PO3MafaeTLCA Ha ripoTazi 120 x8
8 0,1M posuuni HCl

ipeHTudikauis




BU3HAYLHO HAABHICTE NINOAITUUHOT

fNinasa HanBHICTb MNOATTUYHOT aKTUBHOCTI
axTreHOCTI
Nporeasa HassHicTb npoTeoniTuyHol BM3HAUEHO HaRBHICTb
aKTMBHOCT] MPOTEO/ITUHHOT BKTHBHOCTI
Aminasa HanBHICTb aMIIONITUYHOT aKTUBHOCTI | BU3HAUEHO HaABHICTE aminoniTHYHOT

aKTUBHOCTI

KinbKicHe BU3HAYEHHA

Ninoaitnyra akTMBHICTL: 2 25000 Of} €ep.dapm./Kanc. 29267 O} €sp.Papm./kanc.
AminonitTnita aKTUBHICTb > 22500 04 Esp.Papm./Karc, 28527 Ofi €Esp.®apm./Karnic.
MpoteoniTiuma akTUBHicTs | 2 1250 Of Esp.Papm./Kanc. 1387 O[, €sp.dapm./Kanc.

PosumHenHs ainonituMHa
arTusHicTb vepes 30 xs

2 75 % Big 33aABNEHOTIO
3ansneHo: 25000 Of,

92 % Big 3a9BNEHOTO

CKNa, B KAPTOHHIN Kopobui s
JHCTPYKUIEID A8 MeONYHOTO
38CTOCYBaHHA

€ep.Papm./Kanc.
Brpara smicTy Kaneyau npu £4,0% 2,6%
BUCYLIlYBaHHI
MikpoGionoriuna ykcrora
3aranbHa KinbKicrs aepobHux Make. 10* /¢ Bignosinae
‘mMikpoopranizmis (TAMC)
3aranbHa KinbKicTs Makc, 102/ r Bianosigae
APPKAROBUX | NAICHABUX :
rpubis (TYMC)
cTitiki o A4l oBui <100 RYO/ ¢ 0 KYO/r
rpamHeraTueni Saxkrepii
Staphylococcus aureus | BipcyTHicTe B1 T BipcyrHi
Salmonella sigcyTHicTb 8 10T BigcyrHi
Escherichia coli BincyTHiCTE B L ¢ Bigcyrui
YriakosKa | Mo 20 kancyn B AAAWL 3 TEMHOTO o 20 kancysn B AAAWL 3 TEMHOTO

CRA3, B KapPTOHHIKA Kopobui 3
THCTPYKUIEIO AR MEANYHOTO
3aCTOCYBaHHA

* . nepeslpAeTbCs Ha Cragil aHanisy BUXigHUX KoMNoHeHTIB

Mapxysansa 8ignosigac HopMatueHum aokymedTam, flana cepin 6yna surotosneHa y slanosigHocTi 40 BUMOT GMP: [ava
cepia 6ya npoOTECTOBAHA Y SILNOBIGHOCTI 3 3ATBEDAKEHUMU METOAAMM KOHTPOAKD ARKOCTI, HOpMaTsHul AORYMEHT
saTeepmkeno MO3 Yrpainn Hakas sig 26-02-2014 Ne149, Pri: UA/7948/01/02.

fOara supobruursa:
TepmiH npuaaTHoCTi

25436 H0Tepcen, Himeuyunna  [ata:

03.11.2023  (z4.mmM.pp)
31.10.2026  {ga.Mm.pp)

04.04.2024/ Aptyp Kosir

{(nidnuc i neyamxa)

Kapcmen Bok
KepiaHUuK KOHMPO/IO AKOC
4 kaimua 2024

Heperiad suxonano JIT «Cmada-Yxpatuar




