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JTEPHKABHA CIIVKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 34
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npos. Ceimymuroi Hazaiy, 3, mKuis, 02099, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog EJPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOr0 B YKpPaiHy Jikapesroro 3acofy

17.01.2624 Ne 484/24/10

CA'LIIA

(HaiiMestyBARHR THKAPChKOTO 3ac00y ITLINO 3 peecTpANiiiuis HoCsinY HiAM)
rabuerxi mo 1 mr no 10 rabaerok y 6aicrepi, no 3 6aicrepn Y Kaprorgii xopodui
(bopmMa punycKy, A03YBAHKR, BUI TAXYSAHHA MKAPCEKOrO 1acoby) :

Howmep peectpaniiinoro nocsixuenns UJA/18155/01/01 crpox aii pecerpauifinoro nocsinzenna 15.06.2025

Cepia aikapeskoro sacoby Ne ATH145 KinekicTb Baesenoro gikapeskoro 3acofy 384
Bupobug Menoxenmi JIT/ (3asox AZ), Kinp |
(eaiiMenryBania sHpoOHIKa NMiKapceKOTo 3acofy, Kpaina noXozxeHHA)
Baesero B Yipaiuy Crib e yKpaiHCLKO0-eCTOHChKE IINPHEMCTBO Y (hOPMi TOBRPHCTRA
3 ofmexenoio pignoBigaaenicro "Outiva-Papm, JTTA", inenr. won:
21642228

{(HaiiMeHyBatHA Ta Kog 33 €JIPTIOY opnauyioi ocofH abe mpiisHIne, iM'a, no GaTsxosi Di3HyHOL
peobu - mianpuemus, i micte FpoXUBaHKI Ta peccTpauifiumii HoMep ofnikosoi KADTKI HIATHHKA
nofaTis abo cepia Ta HoMep macmopTa)

Hpororen sisyansrore xontpome pix 12.01.2024 N 0034/6.

3a. pesynnTaTaMik  JIEPKABHOIO KOHTPOMI® BCTAHOBACHO, 1RO Aikapeekuii  3aci6 Bseseno B Vkpainy 3
AOTPHMAHHAM BUMOT 3aKOHOIABCTBE U040 3aGCEICHHA AKOCT] JtikapebKHX 3aco0iE.

Biraniit BOHIAPEHKO

(iniyians 72 nplasinue}
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BupoOHULTBO: IlepBUHHE Ta BTOPHHHE NMAaKyBAHHA, BUITYCK

Henopbic ®apmacstoTikanc JIT | - cepii:

17 AcinoH c1p., Eprarec IanycrpiansHa 30Ha, | - Menokemi JITH (3aBog AZ) -
2643 Eprarec, Hixocis, Kinp | 2 Mixaen Epaxnieoc Ctpit, Axuoc ATaHacioc
Jliuensia Homep: 033 | InnycrpianbHa 30Ha, AxHoc ATanacioc,

- HBII Ceprudixar Ne: DELOR/001/2021 | | Jlimaccon, 4101, Kinp
. | - | ' Jliuensin vomep: 032
HBII Ceprudikat Ne: MEDAZ/2022/001 5
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CEPTH®DIKAT HICQCTI
- Ipenapar: CATIJIISA, Ta6neTk no 1 mr | | - |
Cepist Ne: ATH145 - Hara Bupo6.: 08/2023

Iokyneup: «TOB «X®K «Biokon» Ykpaina [Tpunatuu# po: 08/2026
PoaMip cepii: 500000 tabietok (16666 ynakoBox) 5 _ - |

- Hominanbuuit Bmict: 1 ra6nerka micTuTs pasarininy (y BUTJISAI pasarinidy TapTpary) 1 mr

- Ynakoska: 1o 10 Tabnerok'y Gmicrepi, no 3 Gnicrepn y KapTOHHIN kopoOui -

. Peectpauiiine nocBiguenns B Vkpaiui: UA/18155/01/01

IoxasHHKH Bumorn cnenugikanii | PesyabTarn
Ommcanne - | TaGnerku Ginoro a6o Maibke Ginoro komsopy, Kpyrii, nnocki, 3i | Bignosiaae
e | CKOIIEHHMM KPasMH. s iy

‘Hpentudukaunsa | a. Yac BHXOZYy OCHOBHOTO miKy Ha XpoMarorpami Bunpo6yBaxoro | Biznosimae
3pa3ka CHiBllafa€ 3 4acoM BHUXOIY HiKy pasariliHy B CTaHIAPTHOMY
PO3YHHi, OTPMMAHOMY JUIs TecTa «KinbKicHe BH3HaYeHHsY.
*b. CnexTp oTpuManuii 3 BHNPOGyBaHOIC 3paska chiBnagac 3i | Bimmosizae
- CIIEKTPOM PoGOIOro CTaHNApTy pasariliHy TapTpaTy. T
InenTudikanis Hac yTpuMaHHs nixy Ha XxpoMarorpami BUIPoGyBaHOTo 3pa3ka Bixnosigae
TapTpaTiB* CHIiBIIajia€ 3 4aCOM YTPHMAHHA OCHOBHOTO MKy Ha XpomMartorpami
— | PO39HHY BHHHOI KUCIIOTH. .
Bwmict Boau He 6insme 8,0 % | | 5,3%
(% M/M, |
oTpuMaHuit nis 0,2
T) -
Po3unHeHHA He menue 80 % (Q) Bin 3asBiero! kKinpKoCTi pasariiiiy 3a 15 XxsuwinH 95,0%
ComyteTayromue | Jomimka-1: He Ginpme 1,0 % _ | Huxue nimity
TpuUMecH Homiwka -2: e Ginbue 0,5 % ' Hmxue niMity
(% M/M, BOXXX) | Hesimomoi MBIy anbHOT nomimku: He Ginbie 0,5 % Hixue nimity
5 , __| Cyma nomimoxk: He 6inbuie 1,5 % . Huwxye nimity
Kinexicue 95,0 % -105,0 % Bin 3asBneHoT KinbkOCTI | 97,9%
- BU3HAYEHHA i _
OnHopinHICTE IToBunHo Binnoinaru Bumoram €ap.d. 2.9.40 4,1
N030BaHUX [IpmiiMansse wucno L1= 15,0 %
OMHHIL (TI0 Hemae okpeMHX OAMHHLB, 103yBaHHS SKHX MeHue, Hix 0,75M i HeMae
‘OIHOpLAHOCTI OKPEMHX OAMHHILb, 103yBaHAA AKHX Ginbme 1,25M (L2=25,0)
BMiCTY) * - ' S '
Mikpo6ionoriuna | 3arambHe YHCIO KUTTE3NATHHK aepoOHHX MikpoopraHizmis (TAMC): <10 KYO/r
yucrora** ue 6ibue 10°KYO/T; |
| 5 JaranbHe YHCIIO APIKIKEBHX TA IUIECHABAX Mikpooprasismis (TYMC): | <10KYO/r
He Gineme 102 KYO/r; | i T
Escherichia coli nousni 6yTh BincyTHi B 1 T. Biznosinae

* TecT NPOBOAMTLCA MMPU BUMYCKi.

**Tecty Ha erani BHIycKy nigisraiots nepmi 3 cepii, nani nepionuuHo (xoxHa 10 cepis a6o npuHAKMEI omHHE

- Pa3 B piK, IO HACTYNHTS paHiiue).- : | SR

Hum 5 3aceinuyio, wo HaBeaena BHe iHpopManis € IOCTOBIPHOIO Ta TouHOM. Llfo cepito mpomyxkuii 6ysno

~ -BHpOOJIEHO (BKIIOYArOYu NaKyBaHHA/MapKyBaHHA) Ta MPOBENCHO KOHTPO/Ib 1i AKOCTI Ha BHILIE3a3HAYEHilt

AUIBHULI Y NOBHIMH Bi_,nnoﬂi,uuoc-ri 3 BumoramMun GMP, BCTAHOBJICHHMH MiCLIeBHUM PEryasTOPHHM OpraHoM, a

. TAKOX BiANOBiAHO o crieungikanid, mo Mictatecs y pee IR RMAMY Roebe 260 Toprosil ninemsii KpaiHu-
BHpoDHHMKa abo KpaiHU-IMNOPTEPa, AKIIO MPOAYKIIIO iMIT Yy cneundikani Ha npenapar a1

JOCIiJUKYBAHOTO JIIKapChKOro, 3¢ Nia1i3iB Oyno mepernsaHyTo Ta

BCTAaHOBJIEHO BiANOBifHICTL G
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