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JEPXKIIIKCIYIKBA
AEPXKABHA CJIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMMU Y KUIBCBHKIN OBJIACTI

npocnexT Banepia JloSanoscebkoro, 51, m. Kuis, 03110, ren/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.uahttps://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Mpo sKicTb BBe3enoro B Ykpaiuy J1ikapcbKoro 3acoly

16.08.2021 C Ned5303/21/10

EHTEPOJI 250

{HalMeRYBAHHA NEKAPCHKOTO 3aco0Y 3rLH0 3 peccTpatifinum NOCBiTHEHH M )
NOPOUIOK A1 OPANLIOTo 3acTocyBanua no 250 mr, no 10 nakeTuxis y kaprouniii kopobui

(thopma BUIIYCKY, A03YBAHHS, BUL AKYBEHHS AIKAPCLKOTO 3aC00Y)

Howmep peecrpauiitiioro nocsinvenns UA/6295/01/01 erpok nii peecrpauifinoro nocsiguenns 01.01.2099

Cepisa aikapcukoro 3acoGy Ne 6299 KinekicTs BBe3eHOrO Aikapeskoro sacoby 57120
Bupobuuk BIOKOJEKC, ®panuis
(HalMCHYBAHHS BHPOBIHKA TIKAPCHKOrO 3aCOBY. KPATHA BOXOGKCHHS )
Baeseno B Vipaity Tosapucrso 3 obmesenolo Bianoninaasuicrio "Bioxoxexe Ykpaiua'",
inenr. wox: 39331618

(naliMerysanns Ta ko 3a €/IPITOY ropuanuroi ocolu abo npissuie, '3, no Barsrosi izwHoT
0co6H - miANPHEMUS, iT MICLE NIPOKUBAKHS Ta peecTpatifitmil HOMEP 0GAIKOBOT KAPTKH ILTATHURA
noaarkis alo cepis Ta HoMep nacnopta)

Mporokon sisyansuore kourpoao sin 10.08.2021 N 2738/1.

3a  pesynbTaTamMM  ACPKABHONO KOHTPOIK  BCTAHOBIEHO, wo nikapchkuit  3aci6  meeseno 8 Ykpainy 3
ﬂOTpIWMM 3aKOHONABCTRA 10O 3abe3nedeHis EKOCTi NiKapChKuX 3acoBis.
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BIOKOOEKC
7, ageHio ManseHi, 94250
Xanmurini - OpaHus

CEPTU®IKAT AKOCTI Ne

EHTEPOJI 250

Homep cepii 6299
Jlata Bnpo6HKLITBA 03/2021
Jlata npoBeaeHHs KOHTPONIO

Jlata 3aKiH4€HHA TEPMiHY MPHAATHOCTI 03/2024
Po3smip cepii 57120

EHTEPO.JI 250, nopowok /uia 0pajibHOTO 3acTOCYBaHHA 110 250 Mr B uakerukax Nel(; B kapTonHiil kopodui
Jlitoua pevoBrHa: caxapomiuern 6ynapai CNCM 1-745 (miodinizosani knituuu) 250 mr
Peecrpauiiine nocsinuenns B Ykpaini Ne UA/6295/01/01. Ilounnarouu 3 12.06.2017 Tepmin nii peecrpauifinoro cinoursa Ha TepuTopii

Vkpaiun HcoOMCxKeHHH.

Anpeca supobunuTea: BIOKOJEKC, | Asento bnes IMackans, 60000 bose, ®panuisa

JliueHsist Ha BHpoGHUUTBO. Ne M 20/090

21-31/05/2021

MOKA3ZHUKH CNIEUUOIKAIIA PE3VJIbTAT
Onuc ) KoM6inoBaHi nakeTuky 3 nanepy, ajaoMiRilo, TONIETHNICHY, LIO Bianosinae
MiICTSTh NOPOLIOK CBITNIO-KOPHYHEBOTO KOJILOPY 3 XapaKTepHUM
(bPYKTOBHM 3a11axoM.
IncHTudikayis Kpyrni abo aiiucnonibui kaituru wupuHoo 4-6 MM i Binnosinae*
- Mikpockortis NOBKUHOW 6-13 Mkm. HacTo cnocrepiraeTbcs TepMinanbHe
a60 cy6TepMiHanbHO OGPYHbKYBAHHS.
- Aykcanorpacis Binnosinxicte aykcorpadiuHoMy Kooy APiKIKIB Binnosinae
Tectu
- Cepennsa Maca BMIiCTY MaKeTHKa 765 Mr = 7,5 % (708 Mr - 822 mr) 756 Mr
- OAHOPIAHICTE MACH BMICTY MAKeTHKa Maca BmicTy 1ie Ginblue 2 naKeTHKIB MOXKE BIAPISHATHCA BIA Bianosixae
cepeaHboi MacH BMicTy nakeTika 6inbiu, Hixk Ha £ 7,5%. Hi ana
OJIHOTO 3 MAKETHKIB Maca BMICTY He MOXe BiXPI3HATHCS Bill
cepenHboi MacH BMICTY Oinblu Hik Ha £ 15%
- Bona e 6inbwe 2% 0%
- Kiabkicne Buznauedda Saccharomyces boulardii (y Buai 6inky) 254,0 - 311,0 mMr/nakeruk 291,0 mr

- KinbKicTb )HTTE3AATHAX APIKIKOBHX KIITHH

Mikpo6ioaoriusa wucroTa

- 3araibHa KifbKiCTh XHUTTE3NATHHX aePOGHHX MiKPOOPraHi3mis -
Gakrepii

- rpuGH Ta iHIi apixaKi

- KOBUOCTIAKI rpamM-Heratushi GakTepii

- Escherichia coli
- Staphylococcus aureus
- Salmonella

He meHwe 2,5 x 107 kniTun/nakeTHk (npu BUMycKY)
He MeHe 1,0 x 107 ki THH/NaKeTHK (IIPOTAToM TEPMIHY
NPUAAaTHOCTI)

e Ginbwe 10°KOE/r

He Ginvue 10°KOE/ r
He Ginbuic 102KOE/ r

absence in 1g / otcytcTeue s | 1
absence in 1g / orcyrcTBHe B I T
absence in 10g / oTcyTcTBHe 8 10 T

7,4 x 10° kiTHH/NAKETHK

< 10KOE/r

BiACYTHIB | T
BiacyTHiB I T

BiICYTHIB | T
BIACYTHIB I T
Biacythie 10

* BuMiploBaHHs KNTOK POBOAATL B GaHLi KIITOK

LM migTBEepIKYEMO, IO HaBeaeHa BHlle iHPopMallis € CnpaBkHbOW | TouHOw. Lla cepis npoaykry 6yna BHroToBNEHAa (BKIIOUAIOHYH

NaKyBaHHS/MapKyBaHHA) | MPOBEAEHUH KOHTPONb AKOCTI Ha BHILEBKA3aHiH BHPOOHWYIK AiNsHUI y MOBHIM BiANOBIAHOCTI 3 BHMOraMH

GMP,

BCTAHOBJICHWH MICUEBHM PEry/IATOPHHUM OPraHOM, a TAKOX Yy BIANOBIAHOCTI 3i cneundikauisMyu 1O MICTATBCA B PEECTPaUiHOMY AOCh€ KpaiHu-

iMnoprepa. [poTokonu BUpoGHHULTBA, MAKYBaHHSA Ta Pe3yNbTaTy aHaNi3is Oy/iM NEperisHyTi, Ta BCTAHOBACHA BiAnosiaxicTe GMP.

BucHOBOK: Bianosigae BuMoraMm

Jara:

eBT, BiNOBiAaNbHHI 33 KOHTPONL Bunycky/ YO

Ulramn

Dr LUZIN Nicolas

dapmaiiesr/ Y nosHosaxeHa ocoba
11 YUepsusa 2021 poxy

Mianuc




BIOKOOEKC CEPTU®IKAT SIKOCTI Ne
7, aeento [anseHi, 94250
Maumunni - GpaHyis
EHTEPOJI 250
Howmep cepii 6593

Jara supoOHHLITEA

Jlara npoBeNeHHA KOHTPOMO

JlaTa 3axkiHueHHA TEPMiHY NPUAATHOCTI
Posmip cepii

11/2021

EHTEPOJI 250, nopoiox 15 0pajibHOro 3acTocysanus nmo 250 mr B nakerukax Nel0; B kaprounifi kopobui
Hiroua peuosuna: Caxapomiuers Gynapni CNCM 1-745 (niodinizosani krituan) 250 mr
Peectpauiiine nocsiauenHa B Yipaini Ne UA/6295/01/01. Tounnaouu 3 12.06.2017 Tepmin aif peecTpauifiHoro cBiZoLTEa Ha TEPHTOPIT

Vkpaiun HeoOMEKEHHIA.

Anpeca supodnumea: BIOKOOEKC, | Ascaro Bres [Nackans, 60000 Bose, ®panuia

Jliuensia va BupoOHHUTBO. Ne M 20/090

24/01-02/02/2022
11/2024
27 267 ynakorok

NOKA3ZHHKH CIIENH@IKALIA PE3YJIBTAT
Omuc KombiHoBaHI nakeTHKH 3 manepy, AmMOMIHII0, NOMETHACHY, MO Bianosigac
MICTATE  MOPOIIOK  CBIiTNO-KOPHYHEBATONO  KONBOPY 3
XapaKTepHHM (PYKTOBHM 3anaxoM.
Lnenrudixauis Kpyrni abo aiuenoaioHi KNiTHHH INHPHHOIO 4-6 MKM i Binmnoeinac*
- Mikpockonis noexHHOK 6-13 MxM. YacTo cnocTepiracTsca TepMiHansHe
abo cyOrepmiHansHe OpYHBKYBAHHA.
- Aykcanorpacis BinnoeiamicTs aykcorpadiuHOMY KoLy OpLKIKIB Binnosigae
Tectu
- Cepenna Maca BMIiCTY MaKeTHKa 765 Mr+ 7,5 % (708 mr - 822 mr) 770 mr
- OHOPIAHICTE MacH BMICTY MakeTHKa Maca emicty He finpme 2 NaKeTHKIE MOXKE BiOPI3HATHCA Bil Bimnopinac
CepelHBOT MAacH BMICTY MakeTHKa Ginbim, Hix Ha x 7,5%. Hi ana
OJIHOTO 3 NAKETHKIB MACA BMICTY HE MOME BIIADI3HATHCA Bil
cepenHs0i Mack BMIicTyY Binbin, Hix Ha = 15%
- Bona He Sineme 2% 0%
- KinskicHe Bu3sHavenHa Saccharomyces boulardii (y Burnani 254,0 - 311,0 Mr/nakeTHk 281,0 mr

Ginky)

- KinbKicTs MUTTEAATHHX APDKDKOBMX KITTHH

Mikpobionoriuwa uucroTa

He menme 2,5 x 107 kniTun/nakeTrk (MpH BHITYCKY)
ue menme 1,0 x 10° kniTuw/naketux (MpoTsrom Tepminy
NPHAATHOCTI)

9.8 x 10” kniTHR/NaKkeTHK

- 3aransHa KUTBKICTE MHTTE3AATHHX 2aepOOHHX MiKpOOPraHisMiB: He 6impme 10 KOE/ r < 10KQE/r
- Daxrepil

- rpu6u Ta iHmi ApiiDKi He Ginbme 10°KOE/ r BincyTHiB 1 1
- JKOBYOCTiHKI rpamM-HeraTHBHi Gaktepil He Ginpme 102 KOE/r BincymHiB I 1
- Escherichia coli BiACYTHiB 1 T BigcytHiB 1 1
- Staphylococcus aureus BiACYTHIB I T BigcymHiB I T
- Salmonella pimcytHi B 10 T sincyrais 10

* BuMipIOBaHHA KIITOK NPOBOAATE B DaHL KIITOK

M migTeepKyeMo, MO HasefeHa Bume indopmanis € chnpamkHbolo i TouHow. Lla cepin npomykry Oyna BHroTOBIEHa (BRIOYAHOMH
NaKyBaHHA/MapKYBaHHA) | TMPOBEJEHMI KOHTPONE AKOCTI HAa BMINERKasaHiii BHpoOHMMIM IinaHui y noBHIM BimmoBimHocti 3 BuMoramu GMP,
BCTAHOB/EHHH MICLIEBMM PEryIATOPHHM OPraHOM, 2 TAKOX Y BiANOBimHOCTI 3i cneumdikauiaMy, Mo MICTATECS B peeCTpallifiHOMY IOCRE KpaiHH-

iMnoprepa. ITpoTokem BHPOOHHIITE], TAKYBAHHA Ta PE3YNbTATH aHaNi3is GyaH NEperaaHyTi, Ta BCTAHORNEHA BianosianicTs GMP.

BHCHOBOK: Binnosinae sUMoram

Hara:

(hapMalcRT, BiNOBiNANEHKHA 32 KOHTPONE BHITycKy/ YO

Lramn

Dr LUZIN Nicolas
DapmauerT/ YNOBHOBAHKCH
08 Jlrororo 2022 poky




JEPXJIIIKCITY2KBA
AEPXKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI

npocnekT Banepis JloBanoscekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.uahttps://www.dls.gov.ua. Kon €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBe3eHOro B YKpaiHy JiKapcbKoro 3acody
25.07.2022 Ne 27809/22/10
EHTEPOJI 250

(HafiMeHYBAHHA NKaPChKOTO 32c00Y 3rifHO 3 pEECTPALIHHAM MOCBIIYCHHAM)
NOPOIIOK JJIfi OPAJbHOIO 3acTocyBaHHs mo 250 mr, mo 10 nakeTrHkiB y KapToBHil Kopobni

(popma BHITYCKY, A03YBaHHA, BH NaKyBaHHA JiKapceKoro 3acofy)
Howmep peecrpauiiinoro nocsiguenns UA/6295/01/01 crpok aii peectpauiiinoro noceizuenns 01.01.2099
Cepis nikapcskoro zacoby Ne 6593 KinskicTs BBe3enoro Jikapcskoro 3acoby 27267

Bupotuk BIOKOIEKC, dpanuis

(HalfiMCHYBaHHA BHPOOHHKA MiKapCEKOTO 3aco0y, KpaiHa moXoMKeHHS)

Baeseno B Vipainy ToBapHCTBO 3 00MeKeH0K0 BiAnoBinaNLHICTIO "Biokoaexe
Yxpaina', ineur. xoa: 39331618

(HafiveHyBaHHA Ta koJ 3a €PTIOY ropumranoi ocobu alo npiseame, iM'a, 0 GaTbKOBI
GdizmgHOI 0cO0M - NiANpHEMUA, 1i MICLIE NPOMHUBAHHA Ta PEECTPALIHHMI HOMED 00MKOBOI
KapTKH IUTATHHKA NOJATKIE 260 Cepii Ta HOMEp NacnopTa)

[poTokon sisyansHore kouTpomo six 25.07.2022 Ne 1750/2.

3a pe3yabTaTaMH JACPKABHOTO KOHTPOMIO BCTAHOBNEHO, IO Mikapcbkui 3aci® BeBeseHo B  YkpaiHy 3
JOTPHMAHHAM BHMOr 32KOHOIABCTRA OO 3a0e3nedeH s AKOCTi Aikapehinx 3acobis.

%/ Sybapesa ..

(nianue) (iniuians Ta NpispHmE)




JIEPHGIIKCITY KB A
JEPAKABHA CITYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMH ¥ KHIBCHKIU OBJIACTI

npocriexT Banepis JloGawoeckrore, 51, M. Kuie, 03110, tea/daxe: {044) 363-06-50
E-mail: ¢is.ko@dls.gov.uahitps www dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK
PO SKICTH BBE3€HOro B YKpPaIHY JiKapebKoro 3acody

01.09.2022 No 34396/22/10

EHTEPOJI 25{)

{HaAlMSHY BAHHA JUKAPCHKOTO 3200y IriIH0 3 peesTpalHKM TOCRLIEHMNM }
HOPOIIOK AJi3 OPAJILACIC 3ACTOCYBaHHS 10 250 mr, no 10 nakeTnkis v kaprounil Kopobui

(thopua BHITYCKY, JO3YRAMKS, BUIL M1AXYBAHIA AIKAPCLKOrS Jacoly)
Homep peecipauiituore noceiasenns UA/G295/01/01 crpox aif pecerpauiiinore nocsigmenua $1.01.2099
Cepis nixapcexoro sacofy Ne 6599 KisKiCTh BREIBHOTO JiKapCsKoro sacoby 56290

Brpoduux BIOKGAEKC, dpanuis

(FabmenyBanEs BHPODHiiKa JIKaPCEROIe 3ac06y, KPpaiHa TOXOJIRCHEA )

Bpezeno » Yupainy TopapucTEo 3 0OMekeH o0 Bignosinaasnicrio "Blokoaere
Yrpaina', ipenr. xoa: 39331618

(HatbvelyBasng 1o kel 3a €JIPIIOY wopAmmAct ocodn alfio mpizemie, i, no Sartykosi
PizHTROY 0COBH ~ I TNPEEMIIA, T Miche (IPOXHEARHY TA PLECTPALEHEAil HoMep 00NIKCRO!
KApTKH I7ATHAKA TIOJATKIR 300 Cepin T2 HOMEp 1acnopTa)

[poroxoes sizvameiore xourponso pin 01.09.2022 M 2152/3.

34 pesyILTaTAMH  ISPKABHOMO KORTPOMO BCTAHOBIGHC, 10 fAikapcekult sacid  peeseno » Yxpalny 3

JOTPHMAHHAM siMOr 32KOHONABCTEG W00 3A0S30ENHA #KOCT] SIRGPCEIMX $aC001E.

s

B.o. Haqaﬁmmga'c;ﬁ#ﬁk‘ T ipeaa [TATIAMAP

(nocazosa ocolla 6;3_:}3@ AEPWARHOrO KOHTDTIIO) (riamucy {iRiuiaTH Ta npizeKine)

T ML




BEIOKOOEKC | CEPTUOIKAT AKOCT! Ne
7, agerio [ansen!, 94250
MKarnmum - Cpanuis

EHTEPQI23D

Hoxmep cepit 6599

Aara supoCHuurna 1142021

Flata NpoBeacHHS KOHTPOIH) 2H01-05402,2022
JIaTa 3aR{1NSHHA TEPMIHY NPHAATHOCTI 1172024

Pozmip cepil 56 290 ymakosox

EHTEPOJT 250, n0polos 275 opaibHGIo 3aCTOCYBauns 10 250 MT & Rawetnrax Nel0; 8 KapTouuiil ropobui

Hioua peucrpna: Caxapomiuern Synapa CNCM 1745 {alobinizosani xtitanm) 250 mr

PeecTpauifine ocsiaven B Yxpaini Ne UA/G295/61/01, Townnaroan 3 12.06.2017 TepMiH aii peectpaniiinoro czizouTsa na TepHTOpiT
YEpaiiH HeodMeReHmil.

Adpeca prpodumurea: BIOKOIEKC. T Asemo Bacs Tackans. 60000 Bose, (bpanuis

Hiuensia va supoHuLTO. Ne M 20/090

MO KAZHHEH CHEIAPIKAIISA PESYILTAT
Onpg KouGinonasi NakeTHRN 3 Manepy, amoMiniio, MoenacHy, o Bianonigae
MICTATh  NOPOIIOK  CBITIO-KOPMMMEBETOND  KOJRODY 3
XADAKTEPHEAM PIPYKTOBHM AMANOM.
Laenwrndisauin Kpysat aBo aMIenoaidn KuTHRH WBpHHOK 4-6 MKM i Binnosigac*
- Mixpockonin ZOBKHUOIC §-13 Miy. YacTo cnocTepiracTses TepMiHaibie
200 cyOTepminanbiie SpyHLKYBAnHA.
- Ayreanorpadis BianopialicTs aykcorpadiviomy xony apixakia Bitnonizae
TeeTw
- Cepeann Maca PMICTY MuKeTHRA 765 Mr£ 7.3 % (708 mr - 822 mr) 754 Mr

- QUIDPIAHICT, MACH BAMICTY MIKETHIKA Maca sMicTy w2 $iABUIE 2 MBKCTHKID MOMNE DIZPIBHATHER Bil

COPEINBOT MACH BMICTY NaxeTuxa Glmsn, uibi wa + 7.5% Hi any
OAHOTO 3 NAKSTHKIR MACA BMICTY HE MOWE BIIPIIHATHCR Big
CEPETHBLOT MAGH BMICTY OIIbLl, Hixi Ha £ 15%

Binsosinge

- Boaa ue Oinpile 2% 0%
- Kigekicse pusuancling Saccharomyces boulardii (v purian 2540 - 3110 mr/paxeTHr 27,0 My
Binky)
He Merme 2.5 x 10° saimmunakeTyr (IpH BHOYEKY) 11,5 X 10° kniturmakeik
- KiABKICTE AMMTESAATHEN APIAGDKORHN ENITHE ve merwe 1,0 x 10° kaituwiaxe i (apomrom Tepiny
NPHAATHOCT!)
Mikpodiogeriuua yucroTa
- JArafibHa KIMBKICT HUTTESNATIHY QCPOBHHX MIKPOOPTAHIIMIR! ue Oueme 1P KOE/ ¢ < 10 KOE/ r
- baxTepii
- IEHOW T2 it AphKas e Glmswe 10°KOE ¢ piacyTHiB L T
- JROBHOCTINRI rpaM-verardri: Jaxtepii e Glaswe JOPKOE/ r BUACYTHIE | T
- Escherichg cofi piacynsia | r BACYTHIB | [
- Staphviococcus aureus BIZCYTHIB I T siacvrai e | v
- Salmonzila Biscymis {0 ¢ siacyTHi B 10 ¢

* BusipIOBAHHS KAITOK NPOBODAIL B SaHIE KATTOK
p

LIHM  CLErsepmsyeso, WO HABEICHA AMIUC JHEOPMAWA € CUpaBwmeo | Tounti, LI cepla mpomykry OvAa BMrOTOBNCHA (BEBOUAICHH
TAKYBARHS/ MAPKYRAHAN) | NIPOSEASHHIE KONTPOML sKOGH He CHILEBKEsAHIN AUpOGHMuIA MitsHi ¥ MOBHIR BimIOBLANOCT 1 BuMoramu  GMP,
BCTRHOBACHHA MICUEBAM PUrYNATOPHEM OPTRHOM. & TAROW ¥ RIANOBLEHOCTI 31 CHUMQiXaniamy, W0 MicTITsCH B PeECTpaUifiHOMY J0CKE Kpalni-
imnopTepa. [1poTokoan BUDODHHITE, arky2AHRA TA PEAY,INTATH aRATIZIR GYTH TIEpErnsuyTi, TA RCTAHOBAEHA sianogimicrs, GMP.

BrcHoBoK: Bianoeiaac sumoram thapsanceT, BLOBERNLHKH 24 KOHTPOAE BHTTYCKY Y

Hara: illramn
Dr LUZIN Nicolas
Bapyanert! YIORHOBECHR 0coba
11 Iravore: 2022 poxy
Hinnne
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