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CeprTudikar axocti Ne 040000108760

Pamizec® Kom, Tabnerku, 5 mr/12,5 mr, no 10 Ta6netok y 6nictepi, no 3 6nic1'epia y

navui
1tabnerka micTute paminpuny 5 mr i rigpoxnoptriasmgy 12,5 mr
Homep cepii: 20623 Kpaina oTpumysay; YKpaiHa
KinbkicTb npogykuif: 5.725 Tuc.ynak. N2 PeecTp. nocsigyeHHs; UA/15545/01/02
Hata pupobHuyTsea: 06.2023 Tepmin il peectp. noceiguenHa:  HeobmexeHUR

AHanis BuKoHawwi no: MKA 113 go PR NeUA/15545/01/02, aminm sig 29.12.2020 p.

HalimeHyEaHHA noKazHuKie Bumorn AHA{cneundikauii} Peaynbratin BMnpo6Gyeanb

Onuc Tabnetku Kpyrnoi dbopmu, 3 NNoOCKoK NOBEPXHEK 3
hackow i pUCKoIo 3 opHOro BoKy, CBITNO-poXeBoro
Konbopy. Ha noeepxHi AoMycKaloThea BKpanneHHa. Bionosigae

InenTudikayin
paminpun, rigpoxnopoTiasng Ha xpomaTorpamax sunpo6osysaHoro po34nAy {a),

OfiePaHNX NP KiNbKiCHOMY BU3HAYeHH} paminpuny
f rinpoxnopoTiazngy, Yach yTpUMYBaHHA Mikie
paminpuny i rigpoxnopoTiaznay MakiTb cnisnagaTi
3 Hacami yTPUMYBaHHA Nikie paminpuny i
riapoxnopoTiasnay Ha XpomaTorpamax pPO3YMHY
ROPIBHAHHA (C) 3 TouHicTio + 2,0 % Bignosigae
YnbTpadioneToBui cieKkTp NOrUHAHHA
BUNPOBOBYBAHOTO PO3UMHY MOBMHEH CriBRagaTH 3i

CNeKTPOM NOrAHAaHHA PO3YUHY I'IOp]BHﬂHHFl B

obnacri Big 215 UM o 600 Hm. Bignoeigae
3ani3a oKkCcug YePBOHKN AKicHa peakuin Bipnoginae
Cepennn maca Bin 0,086 r po 0,095 1 (0,090 r + 5 %) 0,091 r
CynposigHi gomiwkny
paminpuny gomiwku C He 6inbwe 0,5 % (Ha momenT Bumycky). He
Ginbwe 0,5 % 0,0 % (<MKB)
paminpuny gomiwku D He Binbwe 1,0 % (Ha momeHT Bunycky). He
6inbwe 5,0 % 0.0 % (<MKB)
rigpoxnopoTiazngy aomiwkm A He 6Ginbwe 0,5 % (Ha momenT Bunycky). He
6inbwe 0,5 % 0,0 % (<MKB)
rigpoxnopotiazvgy nomiuikn B He 6inbwe 0,5 % (Ha moment BUNYCKy). He
Ginbwe 0,5 % 0,2%
rigpoxnopoTiasugy fomiwkn C He 6inbwe 0,5 % {Ha momenT Bunycky). He
Ginbwe 0,5 % 0,2%
6ynb-aKol HelpeHTdikosatoi He 6inbwe 0,2 % (Ha momeHT sunycky). He
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AOMILLKA

CYMU [JOMILLIOK

Po3unHeHHA

paminpun

rinpoxnopartiazvg
OpHopigHicTb fo3oBaHNX ogUHNLL

paminpun

rigpoxnopoTiasig
Mikpo6ionoriura uucrora
3aranbHe YNCnNo aepobHKX
Mikpoopraniamis (TAMC)
3arafibHe YNCNo APIKOMKOBMX |
nnicHasux rpwbia (TYMC)

Escherichia coli

Ginbwe 0,2 %
He Ginbwe 2,0 % (Ha momeHT Bunycky), He

Binbwe 7,0 %

He meHwe 75 % (Q) yepes 30 x&
He meHwe 75 % (Q) uepez 30 xe

Mae suTpumyBaTi BUMOTI

Mae BuTpUMyBaTV BUMOrK

KpwTepin npuitnaTtHocTi 1000 KYO/T

Kputepiit npuanaTHacTi 100 KYO/r

RN

0,1%
0,5

101 %
98 %

Bionoeipae

Bignosinae

0 (meHwe 10)

0 {meHwe 10)

BigcyTHicte e 1 1 BipcyTHi
KinbkicHe Bu3HaueHHn
paminpun Bia 4,75 mr po 5,25 mr & nepepaxyranHi Ha
cepenHio macy TabneTtku 5,09 mrfrab
rinpoxnoporiazng Bin 11,88 mr go 13,13 mr B nepepaxyganHi Ha
cepefjHio macy Tabnetku 12,50 mr/tab
Ynaxkoska Mae Bignosigaty BuMoram Bianoeinae
MapkysaHHa Mae pignosiagat sumoram Bipnosinae
Tepmin npuparHocri: 2 pokn o 06.2025

Ymosu 26epiranna:  36epirath B opuriHanbHii ynakoeUl rfpu Temneparypi He BuLle 25 °C.

Komenrapi:

3asea npo ceprudikauiio:

Llum st 3aceiguyie, wo eulleskaszana indopmalia € foCTOBIPHOI i TOYHOIW. Lo cepito npogykuii Bynmo BupoBneHo (exntoyaloum
YNaKoBKy/MapKyBaHHA) Ta NpoBEOeHU KOHTRONL Tl AKOCTI Ha HWKYEeBKazaHil iTbHULI 8 NOBHIA BignosigHocti go Bumor GMP,
BCTAHOBNEHWX MICLEBAM PETYNATOPHUM OPraHoM, 8 TAKOX Yy BIiBAORBIAHOCTI i3 cneyudikauiamn, ki 3HaxXOAATbEA Y peecTpaLlifiHomy
ROCbe/ToproBol nivensii. Mpotokonu BMPOOHWMUTBA, NakyBaHHA Ta aHanizis Gynu nepesipeti Ta BcTaHOBNEHa BigNoBigHicTE GMP.

HosBsoneHo Ao peanizauii / no BinBauTakeHHs
YnoeroeaxeHa ocoba ~ MposigHuil inxenep BCTaBM

Kpasuenko C.M,

13.07.2023

Cepmudikam nidnucaro enexmpornum nidnucom

1D 040000108760
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Bupo6uunua ginbHMyA:
YKPATHA, 04080 m. Kriis-80, ByN. Knpuniscbka, 74; flideHsin Ha eupobHmMuTee AE Ne 637430 gig 07.04.2015;

Ceprudikar GMP N2045/2022/GMP gig 25.08.2022; GMP/EAEU/BY/0045-2021 sin 25.02.2021; UP/1-530-10/21-03/13 sig
28.10.2021

Kontponb akocti Ta Bupaua gozpony Ha peanizauiio:
YKPAIHA, 04080 m. Kuie-80, syn. Knpuniecbka, 74; Ceigoutso npo atecraygiic N2 390 gig 22.01.2019
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