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&= - TOB «@apmauesTnynnit sason «BEIOGAPMA»
09100, Yxpaina, Kuischya o8nacte, M. Bina Hepkaa,
STADA BymHi Kuincska, 37
e :
AO3BLI HA PEAJNIBAIING/ CEPTHGIKAT CEPII
Me140/2022/0A wiz HL. R R0 2,
1. | HafimenyBbanna nponykuii: T'EXCIKOH o
2. | Cyaryc npoayxiuit: TOTOBWH Aikapcskuii 3acif
3.1 KpaiHa-upoGuuk; Yrpaina
4. | Peecrpaniliug nocnigvenis (PI). Ne UA/15850/01/01, tepmin it HeoOMeme Huii )
5. j-Cuna gilfaxrusyicTs: 16 mr
6, Jikapckka popma; necapii
7. ! Poamip Ta tun naxysanss; 110 5 necapiis y koHTypHil wapyukosii YMaKoBLI; .10 2 KOHTYPHI Hapy1iKobi
YUAKOBKH ¥ NAYL 3 KAPTOHY.3 MAPKYBAHHAM YXPaTHCLKOI MOBOI)
8. | Homep cepii: _ 20122 n
9.1 Pomip eepii, omsnuua BHMIpY; 9 596 nakynaun e
10. ; Mata pupofinnursa: 19.01.2022
1L. | Hara saxivuenns TEpMiny 01 2025
NIPHAATHOCTI:
12. | Hassn 1a aapecw seix HiABLHHUL 3 Bnpoﬁmm'rao (Bxmoualoun NaKyBaHHH/MAPKYBARNA):
BHPOGHHLITRA TA KOHTPOMIO AKOETI: TOB «DapmaverTHIHKEH 38804 «BIODAPMAY (Kiifechka obaacre, M. Bina
Uepksa, pyauus Kuischia, 37
Koumpone sxocri: pinnin konTpomo sxoeti TOB «@apmauertiuuuil sanon
«Biodapman (Kufackka obnacTe, M. Bina Llepkna, synnua Kwieceka, 37);
Hepnasna vaykoso-gocninma naGoparopia 3 kOHTDOMG AKOET] NiKAPCLKIK
3acoGip IV «1I3 im, O.M, Mapseera HAMHY» (M.Knls, syn.lonyapenko,
50% |
Jlaboparopia 3 konrponio akocti Giosiorivnmx npenaparis iHCTHTY'TY i
mikpoGionorit i ripyconorir is, I K. 3abosornore HAH Vxpaiuu :
{n. Kuis, Bynuis SabonoTroro, 154}
, : : . Cepradixar GMP No: /055/2021/ GMP
13, i&gz:{:gli;ﬂ;?uzﬁg?g:;gg GMP Jliuewsia na supoSumuTio nixapebkux 3acobin Ne 193895, cepis AL
: P Crireurso npo atecrantio BTy kKOHTPONK skoct TOB
LMI6HULE, HABEACHUX ¥y e :
. — «DapMauepTHyHnii 3apon «Biodapman Mo 395
P MY IYERIL, Csinourso npo arecrauiio Hepxapnol naykoso-rocnignol naboparapii
RQHTPOmO-#KOCTI Mikapebkux aacobis JIV «IT iy O.M. Mapseera
HAMHY» Mo 410
‘Crinourso npo arecrauiic nafoparopiy 3 xoHTponto AROCTI Bionor ML
npenaparie iHcTiTY Y MikpoSioior | Bipycostorii jm, JLK. 3aGonoruoro :
HAH Ykpaluu Ne393 -]
14. | PesynsraTy ananisis: Haseneni g ceprucixari ananisis (P 5,14-03-03) - nonaeToes N

VYmosu 36epiranus: B OPHEIHaNLHI Ynakosui yns 3aXHCTY Bif Ail cBiTa npy Temneparypi sin 2°C no 8°C.
Tepuin npunariocti -3 poxm, '

Ltm a4 3aceinuyio, 1o vasenena BHwie iHGiopmaigs ¢ LOCTOBIPHOW Ta TOuHOIO. Lo cepito nponykiii Gyrio BHPOGNRERO
(BKmouAIOUH NAKYBAHH/MAPKY Baliua) Ta NPOBEACHO KOHTPOND (T fixess:
RiANopiaHoc :
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%2, TOB «®apmauesriunnl 38804 «BIOPAPMAS 'y

Ti 10 Aitouof AOKyMeNTalil, a rakox zipnosinuo i ’i{t@’[ fils o MicTaThCA y peecTpauifinomy aocoe,

HULTEA, TTAKYBAHHA T4 KOHTPOITIO Cepil 6y G CTAHOBACHO BiANOBINHICTD,
P NLAHOBICH
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TOB «®apmauenTiunni 3as0a «BIODAPMA»

09100, Yipaina, Kuiscia o6nacts, v, hina liepxsa,
STA DA aymus Kuipceks, 37 Ten. (044) 277-36-10
e S _ Blaain xonrposo sxoeti-
@® 5.14-33-03

CEPTHMDIKAT AHAJIZIR

NeB/940/20.01.2022/UA Bin 3/.0F. 074
Hafimenypanms _ TEKCIKOH B
fpoayknit necapii no 16 Mry konTypayx HAPYHKOBHX yriaxoskax Ne 10 {5x2)
Cratyc npoaykuii rotopuii siikaperkuit 3aci6.
Hemep cepii 20122 Poamip cepil; onunuus sumipy 9 596 naxynaHn
Buyrpinmniii ko ..B/940/20.01.2022
Jlata sunycky 3/ 0F, 020202
UpOAYKUiT
Hara saxinueriis 012025  Bunpobysanss npoaeneni ariano MKS go PIT No UA/T 5850/01/01

TePMIY NPHAATHOCTI

Haiimenysannus Bumoru MKS no PTT Ne UA/15856/01/01 Pesynsrary Meroan
HOKA3HHKIB BHApOGYRAHE KOMTPOJIIO
Kynenoni6ui necapif nia 6inoro o Ginore 3 KynenoniGni Bizyansno
Omnne WOBTYBATHM BIATIHKOM xonbopy. HonyckaeTsca necapii 6inoro
HaABHICTh NOBITPAHOID cTepiHA abo aiftkonofiGHol KOnLopy
_ 38nTHGUHY.
[aenTHGikauin YO-CHexTp NorHHaRHA BrnpoGosysanoro poswnuy B 259 um APY 2225
~Xnopeexcuduny o6nacti Big 220 uM 10 320 HM TOBRHEH MaTH MAKCHMYM
Juzmoxonam 34 LOBKURH xBuAi 26042 um
RO EE i Momytrings poat;;r;); :‘E): lg(onaaaum HATPIW Binnosinae 3a 2.2 MKJI
f YTBOPEHHN OcaLy NPH ROAARAHH] Mifi cynsthary Binnonizac 3a 1.2.3 MK
- Tyauiounosa apyna YTBopenns safapaieroro KOMIIjtexcy 3 kanilo Biznopiaae 3a n.2.4 MKSI
S TionianaTom a xoGansTy HiTpaToM
| Poznananus He Ginsue 60 xp 23 xp HDY,2.9.2
Ounuopiznicrs, emicty Ipenapar Mae BuTpuMysaTy BUnpoGoByeania Binnosizae Ady, 2.9,
Tect B, 2.229
| OnuopiadicTs mack Cepenns Maca Bin 2,945 r 1o 3, 255 1 3,142 ¢ JdY, 29,5
He Binbie asox ingusinyanbuux mac MOXYTh Bianosinac
BIAXHNATHCA BiA cepennsof Mach Ha BenUYUHY Ginbtue
5%. Mpu ueoMy xoaua iHAuBinyansHa Maca he mae
. BiAXMIATHOL Bia copernnol macy Sinewm i ga 1094 .
Xnopauiniy He Sinpwe 0,16 Mr, NEPEPaxXYHKY Ha CepeaHIo Macy 0,01 mr AQY 2229
necapis,
Mikpobionoriuna 3araieHe 9Heno aepobHuX sikpooprauimis (TAMC) - O KvO/r ADY, 5.1.4
uKeToTa ue Ginpiue 102 KVQ/r DY, 2.6.12
3arankHe uMCHO APIKIKOBHX Ta IUNCCHEBHY rpubis O KYOfr IOV, 2.6.13
ATYMC) - ne Ginsime 10! KVO/r
Bincyrsicts 8 1 r Pyeudomonas aeruginosa, Biacyrnin 1 r
Staphylococcus aureus va Candida albicans
Kinnxicue suanauenns Buicr xnoprexcununy HAMTTIOROHATY :
~Xaopeexcuduicy Bin 15,2 Mrno 16,8 Mra NepepaxyHKy Ha CepesHio Macy 16,1 mr APy 2229
-Quzmoranan necapis
Maprysauus Bumorn MKA no P{I Ne UA/15850/01/01 Bianoripae 3rinse MK
Nakysatun Brors MK o PIT Ne UA/15850/01/01 Binnosinac 3riano MK

Yuosu 36epiraina: B opurikanpHin YFaKOEUI ANA 3aXUCTY Bin Aif cBiTha npn
3 poxu. ; ; '
aBinawTe BHMoram MK zo PIT Ne U4

_ Tepmin npegaThocTi —
Bucnopok: APAIRE
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