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Ceptudikar arocti N2 040000115794

Biconpon®, TabneTtkn no 5 mr, no 10 TabneTok y 6nicrepi, no 3 6nicrepn B navui
1TABRETKA MICTUTb BICOMPOJIONY OYMAPATY B MEPEPAXYBAHHI HA 100 % PEHOBWHY 5 MI

Homep cepil: 40524 KpaiHa oTpumyBsau:
Kinbxicts npoaykuii: 98.472 Tuc.ynak. Ne Peectp. nocBigveHHA;
[ata supobHuuTea: 05.2024 TepMiH Bif peecTp. NOCBIAHYEHHA!

AHaniz BUKOHaHWi1 No: MK$ 113 go P NeUA/3214/01/01, 3aminm sin 14.11.2023 p.

UA/3214/01/01

HeobmexeHnn

HalmeHyBaHHA NOKasSHUKIB

Bumorn AHZA(cneundikauir)

Pesynbrarn BunpoGyBaHb

Onuc

lpenTudikauia

6iconponony ¢ymapar

6apsHuK xoeTKi 3axig FCF (E

110)

CepegHa maca
CynpoBsigHi gomiwkn
6yLb-AKoT AOMILLKMN
CyMa [JOMILLIOK
OpHopigHicTb Ao30BaHNX
oAUHULb
Po34umHeHHsA
Mikpo6ionoriuna uncrora
3aranbHe 41cno aepobHUX
mikpoopratismie (TAMC)
3aranbHe Yucno ApKAMKOBUX Ta
nnicussux rpubis (TYMC) *
Escherichia coli *
KinbkicHe BU3HauYeHHA

6iconpopony dymapat

TabneTtkn Kpyrnol ¢opmu 3 ABOOMNYKNO
nosepxHeio, 6MiA0-poXKeBOro KONbopy, 3 PUCKOKD

abo 6e3 pucku. Ha noeepxHi TabneTtok

[ONYyCKaloTbCA BKPanieHHA.

Ha xpomartorpami Brnpo6oByBaHOro PO3UMHY,
oTpumaHii y posaini "KinbkicHe BU3HaUeHHA",
yac yTpuMyBaHHA Mika Gicornponony mae
cniBnagaTyt 3 4acoM yTpUMyBaHHA Nika

Giconponony Ha XpomaTorpami po3unHy NOPiBHAHHA

(b) 3 TounicTio £ 2 %

CreKTp NornvHaHHsA po3umHy B obnacti sig 400

HM 40 600 HM NOBUHEH MaTU MaKCUMYM 33 IOBXUHU

xsuni (484 £ 3) Hm
Big 95 mr go 105 mr

He 6inbwe 0,5 %
He 6Ginbwe 2,0 %

Mae BignosigaTu BUMoOram

He meHwe 75 % (Q) 3a 30 xs

KpuTepiit npuitHaTHocti 1000 KYO/r

Kputepin npuikaTHoCTi 100 KYO/F

BigcyTHictb BT 1

Big 4,75 mr go 5,25 mr B nepepaxysaHHi Ha

Bignosigae

Bipnosinae

485 Hm
99 mr

0,0 % (<MKB)
0,0 % (<MKB)

Binnosinae
102 %
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cepeHio Macy opHiei Tabnetkn (Ha momeHT

Bunycky). Big 4,50 mr go 5,50 mr e

NepepaxyBaHHi Ha cepefHio Macy ofjHiel TabneTku 4,84 wmr/tab
YnakoBKa Mae Bignosigaty BUMOram Bignoeigae
MapkyBaHHs Mae signosigatui Bumoram Binnosigae
Tepmiu npupgaTHocTi: 3 poku Jo 05.2027

Ymoen 36epirania:  36epiratu B opuriHasbHiit ynakosui npu TemrepaTypi He Bule 25 °C.
KomenTapi:

*Ha nigcTagi nepioguuHoro KoHTportio. [poTe mMu nigTBEPIKYEMO BiANOBIAHICTL JaHol cepil Bumoram HJ
3asBa npo cepTrdikauyiio:

Uvm = 3acsiguylo, 1o BUlleBKasaHa iHpopmalia € AocToBipHOlo i TouHot. Lio cepilo npoaykuil 6yno supobreHo (BKioYalouy
YNakoBKy/MapKyBaHHA) Ta MPOBEAEHI KOHTPOb 1l AKOCTI Ha HPKYEBKasaHii AinbHuL B noeHin eignosifHocti go Bumor GMP,
BCTAHOBMEHUX MICLLEBUM PEryNATOPHUM OPraHoMm, a TaKOX Y BiAMoBigHOCTI i3 cneundikauiamu, ski 3HaXOAATLCA Y peecTpaliiiHomy
[ocbe/ToproBoi niLeHsii. NpoTokonu supobHMLTEa, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHA BIANOBIAHICTL GMP.

LosBoneHo fo peanisayii / 4o BigBaHTa)KeHHA

YrnosHoBaxeHa ocoba — MNposigHui inxeHep BCraBll KpaBuerko C.M. 11.06.2024

Bupo6Kuua pinbRuLA:

YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; JliLeHsis Ha Bupo6HuuTteo AE N2 637430 Big 07.04.2015;
Ceptudikar GMP Ne045/2022/GMP sin 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-1 0/21-03/13 Big
28.10.2021; GMP/EAEU/KZ/81-01-24 gig 15.12.2023

KoHTponb AKocTi Ta Bugaya f03BONY Ha peanisayiio:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigoutso npo atectauito N2 390 sig 22.01.2019
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