¢

AEPKABHA CJIY)KBA 3 JIIKAPChKHUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KUIBCHKIN OBJIACTI

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

BHUCHOBOK
Npo AKICTE BBE3€HOr0 B YKpainy JIKaPCBKOro 3acoly

13.09.2023 Ne 44258/23/10

EPMITAJIB 10 000
(naiiMeryBaHHa Tikapchkoro 3ac00y 3rizHO 3 peecrpamiiinum TOCBi4EHHAM)
KalCyJId racTpope3ucTenTHi TBep/i; mo 50 Kancyay niasimuni; no 1 nasimui y KaproHxii
Kopo6ui

(dopma Brmycky, AO3YBaHHS, BUA NIAKYBAHHSA JIKAPCEKOTO 3acofy)

Homep peectpauiiinoro nocsinuenns UA/7948/01/01 CTpok Aii peectpauiiinoro noceinuenns 01.01.2099
Cepis nikapcekoro sacofy Ne 532001 Kinskicts BBe3eHoro nikapcrkoro sacoy 45321

Bupo6uuk Hopamapk ®apma M'm6X, Himeuuuna

(naiiMenyBanus BUpoGHUKa TiKkaperKoro 3acoby, kpaiHa TIOXO/PKEHHSA )

Beeseno B Ykpainy

Houipue mignpuemerso "CTADA-YKPATHA" Komuawuii "BEITXA
BeTaﬁniryHrcresenbmac[)T ¢rop Papmasepre M6X'", inenr. xon:
32110540

(naiiMenyBanns Ta Koy 3a CIPTIOY ropamuunoi ocobu a6o Tpi3BHILLE, iM's, IO GATHKOBI (izmanoi

0co6H - miAnpremIta, i Micue TIpOKUBAHHA Ta peecTpalliliHmii HoMep 06TikoBOT KapTKH TUTaTHHKA
noaaTkis a6o cepis Ta HoMep NACTIopTa)

Hporoxon Bizyansuoro kourpoio six 11.09.2023 Ne 2799/2.

3a  pesymeTatamu  nepxkaBHOro KOHTPOJIO  BCTAHOBJIGHO, IO JiKapchbkdil 3aci6 BpeseHo B VYkpainy 3
AOTPHMAHHAM eumor 3aKOHOMABCTBA WIOJ0 3a0e3eden s AKOCTi JIKapChKHX 3acobiB.

(riamuc) (ininiany Ta npissmue)

AT :
3acTynuuk Hatmyﬁ/;/m@g %ﬁ“\\ /\J@% Ipuna [TAJTIAMAP
RETKA] ) 6 !




%4
Cepudikar signosianocri Hopgmapk _
(Ceprudikauia srigro €C Hactaroea no GMP, Yactuna 1, foazTon 16 keplsnuyTeo «MixHapoAHi rapMoHIzosaHi BUMOTK A0
ceprudirayit cepiit 2011 s, 5»)
Hopamapk dapma F'mEX, Himeyunug
paniwe Hopamapk ApuHaiimitrens Fm6X 1a Ko, KT, HimeuwnHa
Ninnayanne 4, tOtepcen, lLinesgir-I onblureiiH, 25436, Himeyuuua

Tenedon
- 3aMOBHMK CTAOA ApumaiimiTrens Al
1 | Hazsa npogykry Epmirane 10000
- Homep karanory ND003588
2 Kpaina-imnoprep Yrpaina
3 | HomepPn UA/75848/01/01
4 | Cama/fia fiinasa: 10000 04 €sp.dapm./Kanc
Aminasa: 9000 0, €ap.dapm.fkanc
MNporeasa: 500 0f €sp.Papm. fxanc
| 5| Nikapcobka dopma KaNCyu racTpopesncTenTHI, TBepai
6 | Posmipitun YNAKOBKM N0 50 Kancy/ y naswyf: no 1 ANAWUL Y KERTOHHIN Kopobui
- Kinbgicts 45330 wr
7_ | Homep cepi 532001
8 ! fara &MpobHULTEA (An.mm.pppp) 01.02.2023
S | Mpuaarnit go {84.mM.pppp) 31.01.2026
- Aarta gossony Ha Peanizauio 07.07.2023
' - | Homep cepii ua nisnpogykry 53200005
- Howmep Katanory HanisnpoaykTy NOO66257
10 | BupobSuuua AinbHUUA | ginbHuuA
KONTROMC AKOCT] Hopamapk dapma [ mBX, Himeuynra
Hazsa paHiwe Hopamapw ApuHaiimitrens TmM6X 1a Ko. Ki- ,» Himeyyuna
Afpeca Ninnayanne 4, HOrepcen, Wnesair-I1 onburreirt, 25436, Himeyuuna
Homep niuensii DE_SHH01_MJA~_2022_0010
Panile DE_SH_Ol_hMiA_ZOZO_OOM
11 | Ceptudikar slanosigHocri DE_SH_OI“_GMP_ZOZZ_OODS
Bumoram GMP ana nepenivequx pasiwe DE_SH__Ol__GMP_ZOZO_OOlO
| { Bvue {n. 10) ainshuye
12 | Pesynwtatu ananizig Ceptndirar axocri No 3349
13 | Komenrapi / 38YBAKEHHA Ha npotasi nponecy BUPOGHMUTBa, faKyBaHHA Ta KOHTPOMO ARoCT:

He Byno Bigxuness
~ He Gyno sigxuneHs, L0 MOMYTE BIAMBATH Ha BUMYCK cepii
- 6ynm Blaxunennn, wo MOXYTE BrAKBaTH Ha BHAYCK cepii

AOKYMeHTH no konTponio BlaXuneHs:

14 | 3ansa npo ceprudirayio Hanum 4 MAOTBEPAKYIO, WO BulleHaBeaeHs inopmauis ¢ dYTeHTHYHA | TouHa, Jaka
cepid npoayxry BUTQTOBNEHE, BRAKOYAIOYY NakyBaHHA/MapryBaMHs | KOHTPOAbL AKOCTI
Ha  BKa3aHUX AlabHUyAx Y AoBHINH  BignosigHocTi SHmoram GMP  micuesimx
PEryaaTopHux opranis | BignosigHo ao cneuugirkauii peecTpauiHoro ROCBigYeHHA
KpaiHu-iMnoprepa. AaHi supoBrmursa Cepil, NaKky8aHHs | KOHTpomo Byau poaraanyTi
i BuaHaHI Takumm, WO BiaNosiaaoTs GMP,

¥mosu aan BUnyciy cepii, 3rigHo €C Hacranosa no GMP, Yactuna 1, Aoaarok 16 1a
naparpad 16 AMWHY (Hacranoea 3 BUPOBHULTBA NiKapcokux 33C00iB | aRTUBHMX
dapmauesTuHmX irrpeaienTis) noexicrio BUKOHYIOTLCA Ta NiATBERIMKYIOTbCA,

15 | Im'a, nocaga / eianosinanbHoro aa ' Ap. Knaye MiaaensGepr / Ynosnosamena ocoba

BUAIYCK cepii
16 | Mignue BlanosigansHore 33 BUMYCK | (nignuc)
cepif
17 | Hata {B4.mm.pppp) l 11 hunna 2023

lepexnad suronano JiI «Cmada-Yipatuan




Tepexnad 3 oHzniticorol mosu

Hopamapx
Ceprudikar ananiay
KOHTPONb siKOCT
Hopamapk ®apma rm6X, Himeuunna
Minxayanne 4, Orepcen, Wneseir-Toavwreitn, 25436, Himeyynna
Tenedon: +4941227120
ﬁl«:‘r Epmirans 10000, kancynu FacTpopeaucteHTHi TBepgi, Ne 50, Yipaiua —I
RiabKicTb 45330 Wt Homep cepii 532001
Homep katanory NO003588 Homep 3amosnenns 4501043094
3aMOBHMKY
Homep 3amosnenHs 30133
TosapooTpumysay CTAAA Apunaiimitrens AT,
Crapawrpacce 2-18,
D-61118 bag Pincbens, Ceptudikar 3349
| Himeuduna Crop. 1
. %e MoKasHuk - it s s i -HopMyBaHHA v, - | o Pesynorar

Xapakrepucrikm

Cenrap emicty ka Hcyau

Kpyrni, ABosKkoBuYKA| BKPUTI nniskosom
060N10HKO MiKpoTabneTky

Kpyrai, pBoakoBMny«kAi
BKPUTI nniskosow
ofononkor
MIKpOTabneTiu

Kpuwwka kancynu

HOpHUKesoro Kosbopy, Henposopa

KOPHUYHEBOro KOALOpY,
Henpoiopa

3Ha4eHHA Bia cepeHbol Macu

Kopnyc kancyan Ge36apsHuii, nposopuii bezbapsHuiz, npozopmuit
Konip emicry kancyau Ginysaro-cipi Ginysaro-cipi
3anax BmicTy kancynu XapaKTepHuil XapaKkrepHui
Onuic NIPOAOBIYBATA TEEPAA MeNaTHHOBA Kancyna | nponosrysara Teepaa
po3mipom 2 RenartnHoBa Karicyta
po3mipom 2
Maca
CepenHa maca Kancynu [ 227,681-275,484 mr f 248,5 mr
OgHopighicrs A03ysaHHA
Halimenwe sHaveHng 3HaYeHHA (mr/karm) 180,0 mr/kan 7
Biaxunenna HaiiGinbworo + 10 %, nuwe pna 183 20 Kancyn Bianosinae

Cepesitia maca BMICTY Kancynu

166,681 ~ 214,484 mr/kan

188,3 mr/kan

Bigxunenna HalMeHwWworo - 10 %, nnwe ana 18 2 20 Kancyn Binnosinae
3HavenHn Bia cepeaHsor Mack

Haitbinswe 3navenns 3HaueHHR (mr/kan) 201,5 mr/xan
Binxunewta sig CepesHbLor HOAHOro Bignosinae

Macu 220 %

Yac poanagaHun BMiCTY Kancyau

Haltbinbile 3naveHHs

NOBUHHO signosinaTk Esp. ®apm. 2.9.1.
£ 15 xB (8 6ydepHomy PpoaunHi 3 pH 6,8)

Bignosinae €sp. dapm.
2.9:1.
10 xs

lacTpopesncTeHTHICTD

HE PO3NAAAETLLA Ha NPOTA3i 120 xB B 0,1
Po34uHi HCY ¥

HE PO3NafacThcs Ha
npoTa3i 120 xe & 0,1M
PO3YUHI HC|

Yac posnaganmns Karcynu

Hait6inbwe 3navenus

< 15 %@

o xe

Kinbkiche Buanauenua




Nlinonitnuna akruekicrs

2 10000 04 €sp.dapm./kanc.

11579 04

€sp.Qapm./ranc.
AMinoniTuiHa akTUBHicTL 2 9000 O[] €sp.@apm./xanc. 10278 01
€ap.Papm./ranc,
MpOTROAITUYHA aKTHBHICTD 2 500 Of €sp.®apm./kanc. 565 Q,EI'“EB[?.QJEPM./IGH(E.
K3tk it s e sHOpMyEaNAALL: |-Pesyngrar T o
laeHTHGKalia
Ninaza HasgHicrs ainonitmunor AKTUBHOCTI HasaBsHicTb AinoniTHunol
AKTUBHOCTI
Mporeasa HaseHicTs npoteonitnunoi AKTUBHOCT] HaaBHicTL npoteaniTuunoi
AKTUBHOCTI
Aminaza HangHicTb aminonituyxol BKTMBHOCT] Hanenictb aminonitnanol

AKTUBHOCTI

PosunHeHHa aincaitnuna
AKTUBHICTL uepes 30 xp

275 % sip 3aasnenoro

3ansneno: 10000 OA €sp.Papm./kanc.

94 % sin 3anBAeHoOrO

Brpara smicry Karcyu npu
BUCYIIYBAHHI

£4,0%

3.0%

i

MikpoGionoriuna uucrora

Staphylococcus aureus

BifcyTHICTE B 1 1

Bignosiaae, sincyrhi

KapToHHIi Kopobli 2 i HCTpyKUieio ana

MEANYHOrO 3aCTOCYBaHHA

Salmonella BiBCYTHICTE B 10 ¢ Bianosigae, sincyHi
3araibHa KinbKicrs aepobHux Maxc. 10° KyO/ r Bignoeigae
MiIKpOOprauniamis (TAMC)

3aransHa KinbKicT BPPKIKOBUX | | Make. 102 KYQ/r Bignosigae
NAICHABUX rpubia {TYMC)

CTi#AKi 40 AT )OBMI rppamHerarmpni | < 100 KYO/ r O/r

Bakrepii

Escherichia coli BificyTHicTb B 1 1 Bignosigae, BigcyTHi
Vrnakoska Mo 50 kancyn s NAAWLI 3 TeMHOTO CKna, B Bianosigae

* - NepeBipAeTheA Ha cranif aHanizy Buxig

3arsepakeno MO3 Yupainu Hakaa Big 26-02-2014 Nel14g, P[1: UA/7948/01 /0

01.02.2023 (,ﬂ,q.MM.pp)
31.01.2026 {an.mm.pp)

dlata BupobruyTea:
Tepmid npugatHocT:

25436 HOrepceH, Himeyuusa Aata: 10

lTepernad suxonano Air «Cmada-Yupainay

HUX KOMNOHeHTB

.07.2023 / Cinesia Blamep

{Aidnuc neyamka)
Kapcmen Gox

KeRIBHUK KoHMpomio akocmi

2.
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