HEPAUIIKCIIY KB A
AEPXKABHA CIIYKBA 3 JTIKAPCHKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

Byn. Bepesnskisebka, 29, Kuis, 02098, Ten./dakc: (044) 550-20-55, Ten. (044) 550-23-33
E-mail: dls.kyiv@dls.gov.ua, Kop CAPIIOY 37079055

BUCHOBOK
Npo SIKiCTH BBe3eHoro B Ykpainy JIKAPELKOro 3acoly

27.08.2019 Ne 55127/19/26

KAHECIIOP®

(RaiiMenyBats nikapeskoro 3ac00y 3rifHO 3 peecrpaniiinum NOCBIRYEHHM)
xpem 1 % no 15 r B asnrominiesiii Tv6i: 1o 1 TyGi B kapronnii o 00
P 5

(ibopaa munycexy, podynamm, pax TaKyRadis nikapeskoro sacoby)

Homep pecerpauiiinoro nocsiguenus UA/3589/01/01 ¢Tpok Aii peectpauifinoro nocsizuenns 08.07.2020

Cepin nikapcekoro saco6y Ne BXPJISCZ, Kinpicts wsesenoro uikapesioro sacoby 34480
Bupo6iux Kepn ®apma C.J1., Icnanis
(nakivenysanis supoGnsika Nikaperkoro 3acofy, kpatia MOXOJSKEHHH)
Beeseno 8 Vipainy ToBapuceTo 3 06merxenoro pimosizanLuicTio "Baiiep", incur. o
22911794

(nafiMerynanns Ta xox 3a CAPTIOY topummunol ocobu abo npisBuwe, iM's, o Gareroni (izkuiol
ocoG - ninnpuesuy, if Micue nposcusanms ta peectpauiifiuit Homep o6nikonoi KapTKY TIATHHKA
nopatkis alo cepis Ta Homep nacmopra)

Tpororon sisyansioro konrpomio sin 27.08.2019 X 3985/3,

3a  pesynpratamu  mepxaBHOro KOHTPONIO  BCTAHOBACHO, WO Jikapchkuil 3acid speseno n Yipainy 3
SAKOHONABCTBA WoA0 3abe3nctenns sxocTi TkapCEKHX 3acobis,

p
it
-

I

e

M. Xononenxo

HESnrd N N - o SR
(nocaionf Qp(ﬂil‘: OpraHy AEPKABHOTD KGHTPORIO) \—/{('T'{IJIHHC) (iniudams ra npissuwie)
- S A 5
L - O e




Benyc, 72
08228 Teppacca (Bapcenowa), lcranis
Homep niuensii Ha BupoBHUYTEO: 0258

Cepmudpikam Ha cepiro
Kanecrop® xpem 1% no 15 2 — BXPJSCZ

Hazea: Kanecrniop® kpem 1% no 15 2
Kpaina imnopmep: Ykpaina

Kpaina eupo6rur: lcnanis

Howmep Peecmpayitinozo ceidoymea: UA/3589/01/01

Cuna 0if / akmuegHicms: 1% bichoHazon

®opma dozysanHs: Kpem

Posmip ma mun naxysanus: no 15 e/ my6a y kapmounitl ynaioaui

Homep cepil/ kinbricmsb ynakoeok @ cepil: |BXPJSCZ/ 34 480

Mamepiansrutl Homep eupobHura: 7099802000
Mamepiansnuti Homep Baiiep: 80315589
Kod / cepist 6anka: 8502345000 / PO11
Hama supobrnuymea: 09/05/2019
Tepmin npudamnocmi: 05/2024
Hazaa, adpeca / KEPH ®apma C.Jl. Benyc, 72,
08228,
Teppacca (Bapcenowa), Icnawis
Homep niyexsii Ha supobHuUymMmeao: 0258
Homep GMP cepmudpivama : NCF/1807/001/CAT
Pesynsmamu ananizia: ous. cepmucbixam aHarniay
Komenmapi / Mpumimeu: gidcymuHi

A mum camvum 3ameep0xyio, Wo 8ULe3asHaYeHa iHebopmayis docmosipra i moyHa.

lana cepia npodyxmy 8upobrienHa, skmoyaioyy YnaKkosKy | KoHmpons Akocmi Ha euwjesasHayewil 8UPOBHUYIT
OinbHuyi & nosHiii sidnosidnocmi do gumoz GMP wmicyesux Peaynioioqux opeadis ma Cnevudgikayismu
Peecmpauitinozo docke Kpaiky iMitopmepa.

Kovmpons npoyecy ynakoeku nposedeHo 32i0HO sameepdKeHLX suMOz,

lpomoiosu supobruymea cepir, ynaKosku i Konmponmio sikocmi nepeansinymi i eidnosidaioms eumozam GMP.
Cepis dossonena do peanizayji

M. Rofeces nmidnuc 26.06.2019
Quality Assurance Plant

M. PUJOL nidnuc  26.06.2019
YnosHosaxena ocoba
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BunyweHo
Teppacca, 25/06/2019

Ceprudikar ananiay

Mpogykr Kanecnop® kpem Cepin banka PO11
Koa 8502345000 Hara nposegeHms aHaniay 22.05.2019
MokasHuk Bumoru cneuudikauii Peaynerar
Onuc M'sikuit Binuin kpem Bignoeigae
loenTudpicauin Bithonazon
X MosuHeH BignosigaTty Bignosigae
BEPX lMosuHeH signosinaTtu Bianosigae
Poamip vactoxk
Binkwicts < 5 MKM 3
Hesnauna inbkicTs < 20 MKm 8
pH 56-70 6,0
MpoaykTu poznagy
BeHsanegerig He Binblwe 0,15 % < (0,002
Byab-sKi hesigomi MPOAYKTW posnazy He Ginbwe 0,1 % < 0,05
Cyma npopykris posnagy He Ginbwe 0,2 % <0,05
KinbkicHe BusHaveHHs
Beravnosuit cnnpr 1,90 -2,20 /100 r 1,97
Bichoraszon 0,95-1,05/100 1,00
MikpoGionoriyna yucroTa
3aranbHa KinbKicTs aepoBHix Bakrepiit | He Ginbwe 100 KYO/r < 50
3aransHa Kinskicts nnicHaBw/rpubis He Binslwe 10 KYO/r <10
Pseudomonas aeruginosa BigcytHicTb B 11 BigcyTwi
BincyTtHicTb B 1 1 BigcyThi

Staphylococcus aureus
| =Heiiecns ]

Creundikavisn:

Oivicha 3 21.02.2014

MepernsuyTo:
23.06.2019

D.SE.03

3artBepaxeHo:

ED:2

E. Puis

niénuc

MeHnegiep 3 KOHTPOMO SKoCTi
25.06.2019
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04071, m.Kuis, Bynuus BepxHiit Ban, Gyaunok 4-b, Ten. +38044
tOpuamura agpeca: 2203300

08330, Kuiscska obn., Bopucninbcbkuin p-w, ¢. Hynapkis, ayn.

Anpeca MicUs BNpoBagKeHHs AiANbHOCTI: HesanesxHocri, 2/1

Aossin Ha Bunyck (peanizauiro) Ne55127/19/26

A, YnosHoBaeHa ocoba 3 sikocTi TOB <<EA[7I€P>>, nigTBEpMIKYIO, L0 niKapceKkuii 3acio:

HaiimerysaHHs npoaykuii: KAHECHOP®

HepxaBa-BupobHuk: lcnauis

Homep peecrpauiiitoro noceigyenHs B Yxpaini: UA/3589/01/01

Cuna gil/aktuBHicTs: OicboHazon — 0,01 r

Jlikapcbka thopma: kpem

Poswmip Ta tun nakysauns: no 15 r g anomiHiesiit Ty6i, 1 Ty6a s KapTOHHIA kopobuyi

Homep cepii: BXPJSCZ

Poawip cepii: 34 480 ynakosox
Hata supoGHuuTea; 09.05.2019

[ata 3akiHyeHHs TePMIiHy npuaaTtHocTi: 05.2024

Hara ceptudikaTa sikocri cepil nikapcbkoro 3acoby, BugaHoro BMPOBHMKOM, yrioBHOBa)eHa
ocoba skoro Hagae [o3BiN Ha BUNYyCK cepii nikapcbkoro 3acoby:

Ne 6/H Big 25.06.2019

Homep ta parta BUCHOBKY Npo 5KICTb BBE3EHUX niKapcbkux 3acobis:

Ne 55127/19/26 Big 27.08.2019

HalimeHyBanns, MiCLie3HaxoMKeHHs Ta HOMeEp nileHsil BupoBHuka, YNOBHOBaXeHa ocoba
FIKOTO Hafae [o3sin Ha Bunyck cepi (3a HasBHOCTI): KepH ®apma C.1., Icnanis, Moniron
IHAacTpian Konow |1, BeHyc, 72, Teppacca, 08228, bapcenoHa, IcnaHis, Ne0258
CepTtudikatn BIAMNOBIAHOCTI HanexHoi BUPOBHUYOT NpakTukm BUpOOHUKa, ynoBHOBayeHa
ocoba sKoro Hapae no3Bin Ha BUNYCK cepii, abo HoMepw nocunans y 6asi paHux EudraGMP
(3a HasBHOCTI):

KomeHTapi (3a HaABHOCTI):
3assa npo Bunyck (peanisauiio) cepir niKapckLKoro sacoby:

Aoseonsio exazanudi nikapebkuill 3aci6 do peanizauir.

IMpissuwge, iHidiany Ta nocaga/seaHHs ocobu, axa BAana [o3.in Ha Bunyck cepir:

YnoBHoBaxeHa ocoba 3 AkocTi TOB «BAMEPS Kocteubkuii K. B.
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Nianuc ocobu, sika BUAana no3eifi Ha Bunyck cepii: /},,/
P

Hara nignucanns AO3BONY Ha Bunyck (peanisauin); 77 O LG r/

Al Ne 1 go COmM UA-SOP—OTn5—003(4) } cTop. 131
Hossin Ha Bunyck (peanisauito) npoaykuii TOB «BANEPS
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