MpAT dapmauesTudHa cabpuka "Biona"

CainouTso npo aTecrauio diavko-xiMivHoi naGoparopil sinainy koHTponio skocti Ne 311 sig 22,09.2016 p.
DepxasHa cnyxBa Ykpaitu 3 nikapcskux 3aco6iB Ta KOHTPONID 38 HAPKOTUKaMK

CsaigouTso npo atectauilo mMikpoGionoriuHoi nabopatopii siaainy koHTponio sikocTi Ne 338 sin 09.03.2017 p.

[epxasHa cnyx6a Ykpaitu 3 nikapcbkux 3acoBiB Ta KOHTPONIO 38 HAPKOTUKaMHU

®-08-017

69063, Byn. Akagemika Amocosa, 75, M.3anopixxa

CEPTU®DIKAT AKOCT! Ne 'M-02338 sif 18~+paBHﬂ 2023 p.

Hazga npoayxuif:

Nikapceka dopma:

Po3wmip Ta TUN nakoBaHks:
KpaiHa-BUpoGSHUK:

PeecTpauiihe nocsigyerHs:
Homep cepii:

Po3amip cepil:

Dara supobHuursa:

[lara 3aKiHYeHHR TepMiHY NpuAaTHOCTI:
Ha3aga Ta Homep RiueH3il:
Anpeca AinbHAL 3 BUPOGHULTBE:

AHani3 BUKOHAHO 3rigHO:
PesynbraTn aHaniay:

BaseniHoBe macno

Macno

no 50 mn y chnakoHax CKNsHUX

Ykpaita

UA/6520/02/01

110523

12 436 wr.

10 TpaeHa 2023 p.

Tpasexn 2028 p.

NiueHsia Ha BMPOBHULTBO Nikapcbkux 3acobis cepis AB Ne 501369
M. 3anopixxs, Bysn. Akagemika AMOCOBa, 75
MKA go PN Ne UA/6520/02/01, 3i 3mitamu

HI® (061)764-43-37

HalMeHyBaHHA MOKa3HUKIB AonycTumi HopMu ;1?3' gg;:;:b
Onme Eg‘36§pBHa, npo3opa, MacNfKUCTa piavHa, AKa He MnyopecLioe 8 AGHHOMY Binriosinse
cBiThi
T — MpakTUUHO He po3unkHe y Boal P, Mano poadutHe B 96% cnupTi P, amiluyeTsen 3 T —
BYrneBOSHAMN
\aeHTuchikaLyin JU cnexkTp npenapaty mage eignosifatu cnektpy ®C3 3paska Ba3eniHOBOrO BIEFGEIHSE
macna
PeaKuin 3 HaTpis riapokcnaom [oautueHa
KucnotHicTh 260 nyXHicTs 3rinHo MKA Bianosinae
BigHocHa ryctuHa 0,827 - 0,890 0,869
B'azkicTb Bin 110 mMa’'c po 230 mlMa'c 143,7 mlla'c
Moniunkniuki apoMaTtuyni Byrnesoaxi  (3rigHo MKA Binnosinae
PevoBuHW, W0 Nerko 06syrnonTLEA 3rigno MKA Bianosigae
Trepai napadinu BucylueHa Ta oxonogxeHa cybcTanuia Mae 3anuwaTyics npo3opoio Bignosinae
06’ em BMICTY yNakoBKu 06’ emM BMmicTy (bnakoHy Mae ByT He MeHUIe 3a3Ha4EHOr0 Ha eTUKeTLU " {Bignosinae
MikpoGionoriuHa uucrora 3arankHe uncno aepobHux Mikpoopraniamie {TAMC): He 6inblie 102 KYO/mn Bianogigae
2318;1'\;:;6 Yucno apixaxosux Ta nnicenesux rpubias (TYMC): He Binblue 107 BifRBAIAE
BigcyTtricTe Escherichia coli B 1 mn Bignosigae
YnakoBka Mo 50 mn y dhnakoru CKNAKi, ykynopeHi npotkamu i kpuLLKamu Bignosinae
MapkyBaHHs . 3rifHO 3aTBEPAXEHOro TEKCTY MapKyBaHHA Bignosinae

/

YMOBRM 36epiraHHs; 36epiraTh y 3axviLeHoMy Bif CBITNa MicLi npu Temnepatypi He suue 25°C. 36epiraTv B HEROCTYNHOMY ANA AiTeR Micu

BucHoBsOK:

Havanbhuk BKA -

3anaa npo ceptudikayiio.

Lium a 3aceipuyio, WO HaBegera Buule iHcopmauia € OCTOBIpH
KOHTPOb ii RKOCTI HA BULLIE3A3HAYEHIR AINbHULI y NOBHIA BIANDB)
nocke. MPoToKonY supeBHULTEE, NAaKYBAHHA Ta aHanizia 6yno ne|

Bunyck (peanizauiio) cepil go3sonsio.

YnosHosaxexa ocoba 3 saKocTi

Ltamn Eaal

Bignosinae sumoram  MKA go P Ne UA/?/OZ/OL 3i 3miHamu

y/a

E€pmonaesa A.l.  18.05.2023

/65
v

rNSHYTO Ta BCTAHOBNEHO BIANOBIAHICTL NHLEHIIRHUM yMOoBaM,

Kopx HA.  18.05.2023

“BIOAA”

M. 3aropinoKs

BN KORTPOMO AKOCTI

Ta TeuHoi. Lo cepito npoaykuii 6yno supoBneHo (BkniovakHu naxkyBaHHA/MapKyBaHHA) T8 NPOBEAEHO
OCTi 3 BUMOramy JTieH3iiHuX YMOB, a TakoX BiANOBIAHO AO cneLudikauif, Wo MiCTATLCR Y peecTpatinHomy




©-06-017

MNpAT dapmauesTndHa cdabpuka "Biona”

CaigouTeo npo sTecrauiio tiauko-xIMiuHoi naGopatopll BiAAINY KOHTPONIO AKOCTI Ne 311 sig 22.09.2016 p. ’
’ [lepxasua cnyx6a YKpaiHu 3 NikapCbkux 3aco0iB 18 KOKTPONIO 33 HAPKOTUKAMK
CBinouTEO NPO aTecTawio mixpoGionoriuHoi naGopartopii Biaainy KOKTPONK AxocT Ne 338 sia 09.03.2017 p.

[epxasta cnyx6a Ykpaiiu 3 nikapcekiux 38C0GiB Y8 KOKTPOIO 33 HAPKOTUKAMU

69063, syn. Akapemika Amocosa, 75, M.3anopixxs % (061)764-43-37
CEPTUDIKAT AKOCTI Ne MM-02246 Big 22 yepsha 2021 p.

Hassa npoayKui BaseniHoBe macno

NMikapcbka dopma: macno

Po3Mip Ta TMN NAKOBBHHA! no 50 mn y pnaKoHax

KpaiHa-supobHuk: Ykpaina

PeecTpauiiiie nocsinueHHs: UA/6520/02/01

Homep cepii: 140621

Poamip cepil: 12272 wr.

[aTa eupobHUUTBa: 13 uepeHa 2021 p.

[lara 3aKiHYeHHA TepmiHy NpUaaTHOCTI: Yepsenn 2026 p.

Ha3ea Ta HOMEP NiueH3ii: NitieH3in Ha BAPOGHMUTBO NikapCuux 38cobia cepin AB Ne 501369

Agpeca ainbHuui 3 BupoSHnurea: ™. 3anopixxs, Byn. Akanemika AMocosa, 75

AHaNI3 BUKOHAHO 3riAHO: MKA no PN Ne UA/6520/02/01, 3l 3MiHamu

PeaynbTratih aHaniay: E

HaitMeHyBaHHs noxka3Hukie Donycrumi HOpmn :A?g:g;:;:b

Onuc E;:g:apena. npo30pa, MaCNAHUCTA PiAKKa, AKa He qJnyopecuipe 8 AIEHHOMY Binnoeinae

P— T1paKkTMUHO He po3unHHe y BOAI P, Mano posuukHe 8 96% cnupTi P, 3MiwyeTsCR 3 Bignosinac
BYrNEBOAHAMMU

lnenTucbiKaLis L;—Iazggmp npenapaTy Mae sianosigaTty cnexTpy ©C3 3paska Ba3eNiHOBOro NoauTnexa
Peakuist 3 HATPIA riAPOKCHAOM Bignosinac

KucnoTHiCTs a6o NyXHIiCTs 3rigHo MKA Bipnosinae

BinkocHa ryctusa 0,827 - 0,890 0,857

B’ askicte Bin 110 mMNa’'c po 230 mNa’c 143 mMa'c

Moniunknivbi apomaTuuri syrnesoaHi  |3riano MKA Binniosinae

PeuoauHu, WO nerko o6syrniooTecs 3rigHo MKA Bipnosinae

Tsepai napadinn Bucywena Ta OXonoaxeHa cyBcTaHuia Mae 3anuwaTies Npo3opo Bignosinae

0O6'eM BMICTY YNaKoBKu 06'em BMICTY hnaxoHy M€ ByTh He MeHLLEe 3a3HaYEeHOro Ha eTnKeTui Binnoeinae

Mikpobionoriuna unctota 3aranbHe uncno aepobHux MikpoopraHiamis (TAMC): ne Ginbwe 102 KYO/mn Bianosigae
3aranoHe JMcHo APIKKOBHX Ta nniceHeaux rpubie (TYMC): e 6inbwe 10? Binnosigac
KYO/mn
BincyTtHicTs Escherichia ¢oli 8 1 mn Binnoeigae

Ynaxoska Mo 50 mn y hnakonu Bianosinae

pacitiHe ohopMIIEHHR YNaKoBKY Y BiANOBIAHOCTI 3 3aTBEPAXEHNM MAKETOM rpadiuHoro 306paxeHHn ynakoskn | Bignosinae

YmoBw 36epiraHHA; 36epiraTn y 3axuweHomy Bia ceitna micuin
Bianosinac eumoram  MKA po PN Ne UA/652

BUCHOBOK:

Hauanbhnk BKA
3anea npo ceprtuclixauio.

t{um A 3acsiguylo, WO HaBeaexa sulie iHcbopmauia € AoCT!

1, 3i 3MiHaMK

epaTypi He suule 25°C. 36epiraTi 8 HEROCTYNHOMY ANA p.irevj Micui

Pycesa M.l  22.06.2021 s '

IDHOIO T3 TO4HOW. Lo capin npoaykuii 6yno supoGneHo (BKNIOYAIOUM NBKY AR/

} Ta Npc o

KOHTPONb 1 AKOCTi Ha BULLE3AIHBYEHIH AiNbHALI ¥ noBHiK BIANOBIAHOCT 3 BUMOraMM NIUGH3IAHNX YMOB, @ TAKOX BIANOBIAHO AT cneundikauid, wo Micjthbcs\ ¥ PEECTPALIAHOMY
Aoche. TPOTOKOAN BUPOBHMLTES, NAKyBaHKS T8 aHanisie 6yno nepernsHyTo Ta BCTBHOBNEHO BIANOBIAHICTD NiueHainnnm ymosam. Yy

Bunyck (peaniaauiio) cepii A03BONAI0.

Ynoexosaxena 0co6a 3 skocrl
Wramn

Kopx H.A.  22.06.2021.

NpAT

“BIOAA”

M. 3anopimors

A WABPHKA

BIAAIN KOHTPOAHO AKOCTI

D eu. 1 0344

on 01 04,4047 T




kia ]

(]
OAPMAK

Ten. (044) 496-87-87, Ten./paxc (044) 238-18-38, Ten Jbaxc (044)49689-42, Ten, (044) 485-26-57 {uinopoioso)

CepTndikar akocti N2 040000093165

Bap6osan®, kancynu Teepgi, no 10 kancyn y Gnicrepi, no 3 6nicrepn y nauyi
1KAMCYNA MICTUTD: ETUNIOBOTO EDIPY A-5POMIZOBAJIEPIAHCBOT KMCNIOTW-10 MI, PO3HWHY MEHTONY B
MEHTWIOBOMY E®IPI KUCIOTW I30BANEPIAHOBGT -46 MI, ®EHOBAPBITANY -9,87 MI

Homep cepii: 140621 Kpaina orpumysay: YkpaiHa

Kinekicte npoaykujii: 23.891 Tuc.ynak. N2 PeecTp. noceigueHHa: UA/1196/02/01

[ata enpo6Huyrea: 06.2021 TepmiH aii peecTp. noceigueHHs:  HeobMmexeHui

Axania BUKOHaHUA no: MKA 113 go PI N2UA/1196/02/01, aminn sig 26.01.2021 p.

HaimeHyBaHHA NOKasHWKIB Bumorn AHO(cneundikauii) PeszynstaTtu BUNpobyBaHb
Onuc Kancynu Teepai »enatnHosi N20, kpuieuka

CMHLOTO KONbOPY, Kopryc 6inoro Konsopy 3
300paxeHHAM MeTennKa abo Ges 306paxeHHs, Bmict

Kancynu --ogHopigHui nopowok dinoro abo maimke

6inoro konbopy Binnosinae
IpenTudikayin
eTunosuii edip Ha xpomartorpami BUNpo6oByBaHOro po3unHy,
a-6pomizoBanepiaHoBal KMCNoTH oTpUMaHii B poagini "KinbKicHe éinaHauEHHﬂ.
| KOMNOHEHTW PO3YUHY MeHTOny Etunosuii edip a-6pomizoeanepiaHoBoi KMCNOTY Ta
B MeTUAoBOMY edipi KucnoTtu PO34¥H MEHTCNY B MeHTWIoBOMY edipi Kucnotu

i30BanepiaHoBOl", Yach YTPUMYBAHHA OCHOBHUX
nikis eTvnosoro edipy a-6pomizosanepiaHosoi
KWCNOTK | KOMNOHEHTIB PO3YMHY MEHTONY B
MeHTUNoBoMY edipi KncnoTu izoBanepianosol
(sanigony) mawTb cnisnagaTvt 3 Yacamu
YTPUMYBaHHA OCHOBHWX MNiKiB Ha XxpomaTorpami
pPO34nHY NopiBHAHHSA 3 TovHicTio + 2% Bipnosigae
tdeHobapbitan Ha xpomatorpami BUNpo6oBYBaHOro posunHY,
oTpuMaHii B po3aini "KinbKicHe BU3HAYeHHA.
®enobapbitan”, yac yrpumysaHHA OCHOBHOTO niKa
¢enobapbitany mae cnisnanaTi 3 yacom

YTPUMYBaHHA OCHOBHOTO NiKa deHobapbitany Ha

XpomaTtorpami po3unHy NopisHAHHA 3 TOuHiCTIO 2% Bipnosigae
Cepenta maca BMICTy Karicynm Bin 0,463 rno 0,538 r 0,498 r
OpHopigHicTh fo30BaHUX oAMHNLL
¢deHobapbitan Mae BuTpumyeat BUMOrK Bignoeigae
PosyvHeHHA
denobapbitan He mexwe 75 % (Q) 3a 30 xs 93 %
Crop.1 33
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Ten. (044) 496-87-87, Ten.fakc (044) 238-19-38, Ten/daxc (044)49688-42, Ten, (044) 485-26-57 {ilnogoboso)

Aepocun He Ginbwe 10 % 6 %
Mikpo6ionoriuna uucrora
3aranbHe 4MCno aepobHmx Kpureplia npuiHaTHocT! 1000 KYO/r
mixpoopratiamis (TAMC) * x
3aranbHe YUCno ApKIKOBUX Ta Kputepiit npuiHaTHocTi 100 KYO/r
nnicHasnx rpubis (TYMC) * *
Escherichia coli * BigcytHictb 8 1 1 %

KinbkicHe Bu3HaueHHa
eTunosuin edip Bia 9,5 mr 1o 12,0 mr B nepepaxysaHHi Ha
a-6pomizosanepiaHosol KuenoTu cepegHio macy BMICTy opHiel Kancynu (Ha momenT
BUMNYycky). Big 9,0 mr oo 12,0 mr s

nepepaxysaHHl Ha cepegHio macy BMicTy oaHiel

Kancynu 10,9 mr/kanc
PO34UH MEHTONY B MEHTONOBOMY Bin 43,7 mr go 50,8 mr B nepepaxysanHi Ha

edlpi Kucnotw isosaneplaHosol Cepe/iHio macy BMICTY ofHIel kancynu (Ha mMomenT

(Baninon) BNycky). Bin 41,4 mr no 50,6 mr e

nepepaxysaHHi Ha cepeaHio Macy BMicTy oaHiel

Kancynm 46,2 mr/kanc
deHobapbitan Bin 9,31 mr go 10,29 Mr B nepepaxygaHH| Ha

cepefiHio macy emicty ofnlel kancynu (Ha momeHT

BUNycky). Big 8,82 mr no 10,29 mr B

nepepaxysaHHi Ha CepefHIo Macy eMicTy ogHiel

Kancyau 9,70 mr/kanc
Ynakoeka Mae signosigaTti Bumoram Blanosigae
MaprysaHHs Mae Bignosigati Bumoram Bipnoeinae
TepMiH npugaTHocTl: 3 poku 0o 06.2024

YmoBH 36epirannn:  36epiratvt npu Temnepatypi He suwe 25 °C,

KomeHTapi:

*Ha nigcrasi nepiognutoro KoHTponw. MpoTe Mn nigTeepAXyemo signosigHicTs aaHol cepli sumoram H
3anBa npo ceptudiraylo:

LUnm = 3acsinyyio, Wo suLieBKa3aHa IHbopmalla € gocTosi pHoto i ToyHoto. Lo ceplie npopyxuii 6yno smpobneHo (skntouatouy
ynakosKy/MapkyBaHHA) Ta NPOBENEHWI KGHTponb il AKOCT! Ha HUXUeBKasaHli nianm;j_a_uo,ngw slanoeiprocti go sumer GMP,

BCTAHOBNEHMX MICLEBAM DErynATOpHM OpraHoM, a T2KOXK Y signosigHocTi 13 cne mu,,, aXO[ATLCA Y peccTpaLifiHomy
pocke/roproeat niuensli. MPoTokonn BMPOBHULTER, NaKyBaHHA Ta aHanisie 6yn Bm‘a 1a eda gignoeigHlcte GMP,
Y.
& ynOBHOB u/n\a'
J o[ T
fossoneHo go peanisayii / no slaraHTakeHHn Q Qila,’jﬁe D _8
YnosHosaeHa ocoba — posigHkil Ilkerep BCTaBM ApemeHko B, Mern % 23.06.2021
ittes T

BupoGHuyua ainbHuus:

i i

'»"32 0045170 cocs {
YKPAIHA, 04080 m. Kuis-80, syn. Knpuniacbka, 74; MliLieHaia Ha BUpoBHULTEO 37 OGEQ’ 2015;
Ceptndikar GMP Ne075/2019/GMP sig 10.10.2019; GMP/EAEU/BY/0045-2021 Bif QM‘ZM UP/1-530-10/18-03/06 sip,
16.01.2020
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Ten. (044) 496-87-87, Ten./anc (044) 238-19-38, Ten/daxc (044)46689-42, Ten, (044) 485-36-57 (ylnopoboso)

KouTponb axocri Ta BUAAYa f03BONY Ha peanizauilo:
YKPATHA, 04080 m. Knie-80, syn. Kupunieceka, 74; Ceinourso npo arecraylic Ne 390 eig 22.01.2019
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