CepTudikar signosigHoCTi Hopamapk
(CepTmoirauja srinHo €C Hacranosa no GMP, HactiHa 1, flopatoK 16 KepiBHUUTBO «MiNHapOAHI rapmoHi30BaHi BUMOru Ao
cepTudikauji cepiit 2011 8. 5»)
Hopamapk ®apma Fm6X, HimeuuuHa
paHiwe Hopamapk Apusaiimirrens 'm6X Ta Ko. KI, HimeuuuHa
Ninnayanne 4, lOTepceH, LWnessir-Tonslwreiin, 25436, HimeuuuHa

- 3amMOBHHK CTADA Apunahimitrens Al
1 | Hassa npogyKry Epmitans 25000
- Homep kaTanory NO003590
2 | Kpaina-imnopTtep YKpaiHa
3 | Homep PI UA/7948/01/02
4 | Cuna/ fin Nina3sa: 25000 O/] €ep.®apm./Kanc
Aminasa: 22500 Of €sp.®apm./kanc
MNpoteasa: 1250 O4 €sp.Papm./kanc
S | Nikapcoka popma Kancynu racTpopesvcTeHTHi, Teepai
6 | Po3mip i TMN ynakoBKK no 20 KancyA y NARWLI; No 1 NAAWL y KaPTOHHIK Kopobui
- KinbKicTe 45940 wr
7 | Homep cepli 510301
8 | fara eupoBHuuTEa (84.MM.PPPR) 03.11.2020
9 | NpuaatHwuii go (a4.mm.pppp) 31.10.2023
- Homep cepii HaniBnpoAyKTy 51030005
= Homep Katanory HanienpoAayKTy N0066258
10 | BupobHuua ginbHUUA | AiNbHUUA
KOHTPONIKO AKOCTI Hopamapk ®apma M6X, HimeuunHa
Hasea paHiwe Hopamapk ApuHaiimitrenb Tm6X Ta Ko. Kr, HimeuuuHa
Appeca MinKayanne 4, lOTepceH, Wneseir-FonbwreitH, 25436, HimeuunHa
Homep niueHsii DE_SH_01_MIA_2021_0005
paHiwe DE_SH_01_MIA_2020_0004
11 | Ceprudirar sBignosigHocTi DE_SH_01_GMP_2021_0002
sumoram GMP ans nepenivernmx paHiwe DE_SH_01_GMP_2020_0010
suwe (n. 10) ainbHUUL
12 | PeaynbTatv aHanisis Cepruikar akocti Ne 21000910
13 | KomeHTapi / 3ayBakeHHA Ha npotasi npouecy BUpOBGHULTBA, NaKyBaHHA Ta KOHTPOAIO AKOCTI:
| - He Byno BigxMAeHL
- He Byno BiAXUNEHD, WO MOXKYTb BNAMBATK Ha BUNYCK cepii
- 6ynu BiAXMAGHHS, WO MOXKYTb BNAIMBATH HA BUNYCK cepil
[LOKYMEHTHU N0 KOHTPOAIO BiAXKMAEHb!
14 | 3asBa npo ceptudikauio [aHnm A NiATEEPAKYIO, WO BUlieHaBeAeHa inpopmauia € ayTeHTUYHa | TouHA. [laHa
cepia NpoAYKTY BUrOTOB/IEHA, BKNKOYAIOHN naKyBaHHA/MapKyBaHHA | KOHTPONb AKOCTI
Ha BKA3aHWMX AiNbHUUAX Y NOBHINA gianosigHocti Bumoram GMP  micuesux
perynaTopHux opraHis i signosigHo Ao cneuudikauii peecTpauiiiHoro NocsigYeHHA
Kpainn-imnoprepa. Qaui supobHuuTBa cepii, NakyBaHHA | KOHTPO/IO Bynu poarnaHyTi
i sBMaHaHi Takumu, Wo signosinaloTe GMP.
YmoBu AnA BUnycKy cepii, 3rigHo EC HactaHosa no GMP, HactuHa 1, Aopartok 16 Ta
naparpa¢ 16 AMWHV (HacraHosa 3 8UpoBHMLTBA NiKapCbKMX 3ac06is | aKTUBHMX
bapmauEeBTUYHUX IHIPEAIEHTIB) NOBHICTIO BUKOHYIOTLCA T niaTBepAXKYI0TLCA. 2
15 | Im's, nocaga / signosiganpHoro 3a | Ap. Knayc Migaensbepr _,_{.-,'fj':q_eﬂosameua ocoba
sunyck cepil V. A S
16 | Mianuc sianosigansHoro 3a eunyck | (niannc) B '
cepil gl ok
17 | fara (aa.mm.pppp) 28 kBiTHA 2021 Baanr

Hlepernad eurkonano HAIT «Cmada-Vepaluan




Mepeknad 3 aHanilicoKoi moeu

Hopamapk
Ceprudikar ananisy
KOHTPOANb AKOCTI
Hopamapk ®apma Irm6X, HimeuunHa
paniwe Hopamapk ApyHaiimitrens 'm6X Ta Ko. K, HimeuyuuHa
NiHnayanne 4, IOTepceH, Wnessir-fonbwreiin, 25436, HimeyunHa
Tenedou: +4941227120
Tekcr Epmitans 25000, Kancyau racTpopPesvCTeHTHI Teepai, Ne 20, Ykpaina
Kinbkicte : 45940 WT Homep cepii 510301
Homep KaTanory :  NO0003590 Homep 3aMOB/IeHHA 4500810751
3aMOBHMKA
Homep 3aMOBNEHHA 27535
ToBapooTpumyBa CTAQA ApuHaiimitrens Al
Crapawrpacce 2-18,
D-61118 Bag ®Pinuvbens, Ceprudikar 21000910
HimeuunHa Crop. 1 |
TMoKasHUK | HopMyBaHHA | PesynbraT ]
Xapakrepucrukm
Cknapg BMICTY Kancyu KpyrAi, ABOAKOBUNYKAI BKPUTI NAIBKOBOIO Bignosipae
06010HKOI0 MiKpoTabneTku |
KpuwKa Kancynum KOPUYHEBOTO KO/1bOPY, HENpo30opa Bignosigae
Kopnyc kancyau 6e36apBHuiA, NPO30pUiA Bianoeipae
Konip emicTy Kancynm 6inysaTo-cipi Bianogiaae ‘i
3anax BMICTY Kancynu XapaKTe pHuii Bianosiaae B
Onwmc npoaeBrysarta TeepAa MenaTuHoBa Kancyna Bignosinae !
posmipom O |
Maca 1
CepeaHa maca Kancyu | 524,084 - 633,127 mr | 566,9 mr ':
OpHopigHicTe A03YBaHHA =|
HalmeHLie 3HAYeHHA 3HaueHHa (mr/Kan) 432,9 mr/Kan ]|
BigxvuneHHA Haibinbworo +7,5 %, nuwe ana 18 3 20 kancyn Bignosigae ° '
3HaYeHHA BiJ cepeaHboi macu
CepeaHa maca BMICTy Kancynw | 414,084 - 523,127 mr/kan 461,3 mr/Kkan |
BiAXMNEHHA HAIMEHLWOro -7,5 %, nvwe ana 18 3 20 kancyn Bignosinae |

3Ha4YeHHRA Bif cepeaHbol macu

Hanbinblwe 3Ha4eHHA

3HaueHHa (mr/Kan)

481,7 mr/ran

BiaxuneHHn Bif cepegHbOl
macu = 20 %

}OAHOTO

Bignosipae

Yac posnagaHHA BMIcTy Kancyau

Haitbinbwe 3HaYeHHA

NOBMHHO BignosigaTty €sp. ®apm. 2.9.1.
< 15 xa (8 6ydpepHomy po3umHi 3 pH 6,8)

lacTpope3uCTeHTHICTb

He po3najAaETbCA Ha NpoTAsi 120 x8 B 0,1M
po3unHi HCl

Yac po3nagaHHA Kancy/m

HaibinblLie 3Ha4YEeHHA | 15 xs

KinbKicHe BU3Ha4YeHHA
NlinoniTudHa akTUBHICTb > 25000 O4, €sp.Papm./kanc.
AMINONITUMHA aKTUBHICTL > 22500 OJ] Eep.®apm./Kanc.. .

MpoTeoniTuuHa aKTUBHICTL

Z 1250 O/, €pp.Papm./rans. -




MNpogoexeHHa Tabaunui 3 pesynbTaTamu aHaniay

MoKa3HUK | HopmyBaHHa | Pesynbrar
IaeHTndirayia
Ninasa HaaBHICTb NiNONITUYHOI AKTUBHOCTI Bianosinae
MNporeasa HasBHICTb NPOTEONITUMHOT aKTUBHOCTI Bignogigae
Aminasza HasBHICTb aMiNONITUYHOI aKTUBHOCTI Bipnogigae
BapBHUKK™* NoeuHHa BigNOBIAATH KonbopoBa peakuis

Po3uvHeHHA ninoaituuHa
aKTMBHIicTL Yepes 30 xB

= 75 % Big 3aABNEHOrIO

3aneneHo: 25000 O/ Esp.Papm./Kanc.

94 % Big 3aABNEHOr0

Brpata BmicTy Kancyau npu <40% 2,1%
BUCYLUYBaHHI

Mikpob6ionoriuna yncrora

Staphylococcus aureus BiQCYTHICTBB 1T Bignosigae
Salmonella BigcyTHiCTb B 10 1 Bignosigae
3aranbHa KinbKicTb aepoBHUX Makc. 10/ r Bignosipae
mikpoopraHizmis (TAMC)

3aranbHa KinbKicTb Apbxakosux i | Makc. 10*/r Bignosigae
nnicHasux rpubis (TYMC)

CcTitKi go Aji koeui rpamHeraTusHi | <100/ r o/r
Gakrepil

Escherichia coli BigcyTHicTb B 1T Bignoeigae
YnaxkoBKa Mo 20 Kancyn B NARWL| 3 TEMHOro CKA3, B Bignosigae

KapTOHHI Kopo6Lyi 3 IHCTPYKU e anA
MeAW4HOro 3acTocyBaHHA

* . nepesipAETLCA Ha CTagi aHanizy BUXIAHUX KOMNOHEHTIB

MapKyBaHHA BIANOBIAAE HOPMATUBHUM AOKYMEHTam. [laHa cepin 6yna suroTosneHa y signosigHocTi A0 BUMOr GMP. flaHa
cepin 6yna nporecroBaHa y BlaNoBIAHOCTI 3 3aTBEPAKEHUMMU METOA3MU KOHTPONIO AKOCTi. HopmaTuBHWIA AOKYMEHT
3ateepareHo MO3 YpaiHu Hakas sig 26-02-2014 Ne149, P: UA/7948/01/01.

[lara BupobHuurea: 03

TepmiH npuaaTHOCTI:

25436 HOTepceH: 27.04.2021/

ITepexnad suxonano JIT «Cmada-Yxpaina»

31.10.2023 (aa.mm.pp)

.11.2020 (po-mm.pp)

Cinesin Biemep

(nidnuc i ne4amka) .
Tecca ®excerigpend

KepieHUK KOHMPOAIO AKOCMT <=0 2




i

JEPXIIKCITY)XBA
JEPXKABHA CJIYKBA 3 JIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKINM OBJIACTI

npocnexkr Banepia Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/tpakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €IPIIOY 37078774

BHCHOBOK
Npo SIKiCTH BBe3eHOIo B YKpainy JikapcbKkoro 3acoly

12.08.2021 Ne 43972/21/10

EPMITAJIb 25 000

(HaliMenysanus gikapcbkoro sacoly 3rinko 3 peectpaniHimm MOCBiAYMEHHAM)
Kancyau racTpopesncTeHTHI TBepai; no 20 kancys y masmui; mo 1 nasmui y KapTOHHIii
Kopobui

(hopma BunycKy, N03YBaHHA, BUI NAKYBAHHA nixkapceKoro 3acoby)

Howmep peectpauittnoro nocsinuenns UA/7948/01/02 crpok aif peectpauitinoro nocsizuenns 01.01.2099

Cepin nixapcbkoro saco6y Ne 510301 Kinskicts BBe3eHoro nikapcskoro 3acoby 45939
Bupo6uuk Hopamapk Apnuaiimitrens 'm6X Ta Ko. KI', Himewuuna
(HaiimenyBaiis BUPOGHKKA NiKapChKoro 3acoby, kpaika NOXOKEHH:)
Beeseno B Vipainy Houipue minnpuemerso "CTAHA-VKPATHA" Komnanii "BEIIXA
Beraiuriryurcresensmadr $prop dapmasepre M6X", inen. xox:
32110540

(uaktmenynanns Ta koa sa €JIPIIOY opuan4HoT ocobu abo npissHine, iM'a, No Garskosi Qizuunol
0coGH - mianpueMus, i Micue npoxnsanHs Ta peectpautifinuit HOMEp o6aikoBol KApTKH niatHUKa
noaarkis abo cepis Ta Homep nacnopra)

IIporokon sisyanbnoro kourpoaio sin 04.08.2021 Ne 2653/2.

3a pesynbTaTaMM JIepKaBHOIO KOHTPOJIO  BCTAHOBJICHO, IO Jikapchkuit 3aci6 BmezeHo B Vkpainy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA MO0 3a0€3Me e HHs AKOCT JlikapcbKuX 3aco0iB.
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