RDiarnisuag® MR, tabnetkn 3 mogndpikoBaHMm BUBiINbHEHHAM, no 60 mr, no 10 TabneTok y
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OAPMAK

Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso)

Ceptudikar akocri Ne 040000118202

6nicrepi, no 3 6nicrepu y nauui
1TABNETKA MICTUTb FIKMA3MAY 60 MI
Homep cepii: 191024
19.596 Tuc.ynak.

Kpaina oTtpumyBau: Ykpaina

KinbKicTe npoayKuii: Ne PeecTp. nocBifgYeHHs: UA/6986/01/02

DNara Bupo6HMLTBA: 10.2024
MKA 13 go P NeUA/6986/01/02, 3minu Big 04.02.2022 p.

AHani3 BUKOHaHWI NO:

Tepmin fii peectp. nocsiguenHa:  HeobMexerui

HallMeHyBaHHA NOKa3HUKIB

Bumorn AHﬁ,(cneumtiKauﬁ')

Pesynbraru sunpobysaHb

Onuc

Tabnetku Kpyrnoi Gopmin 3 NNOCKOIK0 NMOBEPXHED 3

puckot i dackoto, binoro abo 6inoro 3i anerka

XOBTYBaTUM BiATIHKOM Konbopy. Ha nosepxHi

TabneTok HOMyCKaeTbCA MapMypoOBICTb Bignosinae
IaeHTudikauin .
rniknasng MaKcMMyM nornuHaHHA anpo6osyBaHoro;po3qMHy,
NpurotToBaHoro B posgini "Kinbkicre
BM3HaUYeHHs", Ma€ CNiBMafaT! 3 MakCMMYMOM
AOFAMHAHHA PO3UMHY NOPIBHAHHA 3 TOUHICTIO 2 % Bianosigae
CepenHs Maca Big 0,285 r 00 0,315r (0,300 r £ 5 %) 0,300 r
OpHopigHICTb JO30BaHUX Mae BuTpumysaTtu BUMOru R
OANHULb “Bignosipae
CynposigHi foMiWKK
Domiwkn F He 6inblwe 0,2 % (Ha moMeHT Bunycky). He
6inbwe 0,2 % 0,1 %

AOMILLIKK 3 BIAHOCHUM YacoMm
yTpumysarHsa 0,3

6yab-aKOT iHLWOT AOMILIKK

CyMa AOMILLOK

He 6inbwe 0,2 % (Ha momeHT Bunycky). He
Ginbwe 0,75 %

He 6inbwe 0,2 % (Ha momeHT BUNycKy). He
6inobwe 0,2 %

He 6inbwe 0,4 % (Ha momeHT Bunycky). He

0,0 % (<MKB)

0,0 % (<MKB)

6inbuie 1,0 % 0,1%
. I
Po3sunHeHHA
yepes 2 rog, Bin 13 % a0 27 % 19 %
yepes 4 rop Bin 32 % no 52 % 39 %
uepes 12 rog He menwe 85 % 98 %

Mikpo6ionoriuHa uMcroTta
3ararnbHe YnCno aepobHUX

MmikpoopraHizmis (TAMC)

Kputepiit npuitHatHocti 1000 KYO/r

0 (meHwe 10)

Cenmudhikam nionucaHo eekmboHHUM Nionhucom

1D 040000118202 o




OAPMAK

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044T485-26-57 (uinopo6080)

3aranbHe YWCNO OPIKAKOBMX Ta Kputepit npuiinatrocti 100 KYO/r
nnicHaswx rpubis (TYMC) 0 (meHwe 10)
Escherichia coli BigcyTHicTb B 1T BipcyTHi

KinbKicHe BU3HaueHHA

rniknasug Big 57,0 mr go 63,0 mr y nepepaxyBaHHi Ha
cepefHIo Macy opHiel TabneTku 60,9 mr/Tab
YnakoBka Mae signosigatn Bumoram Bignosigae
MapkyBaHHA Mae sinnosigaTn Bumoram Bignosigae
TepmiH npupaTHocri: 2 poku Do 10.2026

YmoBu 36epiranna:  36epiratv npu Temneparypi He suie 25 °C.
KomeHTapi:

3asBa npo ceprudikauito:

Lmm s 3aceiguylo, WO BuLeBKasaHa iHGOpMaLia € fOCToBipHOW i TouHol. Lilo cepilo npoaykuii 6yno BupobneHo (Bkouaroum
YNakoBKy/MapKyBaHHA) Ta NpOBeAEHUA KOHTPOND il AKOCTI Ha HUXK4YeBKa3aHil AinbHULi B NOBHIl BignosigHocTi no sumor GMP,
BCTaHOB/IEHUX MICLIEBUM PErynaTOPHUM OPraHOM, a TakoX Yy BifNoBiaHOCTI i3 cneundikaLiamm, aki 3HaXoAATLCA Y peecTpayiiHomy
Rocbe/Toprosoi niueHsii. MpoToKonu BMpo6GHMUTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBMEHA BiANOBIAHICTL GMP.
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Ro3BoneHo fo peanisayii / 4O BiABaHTaXKeHHA

YnosHoBaXeHa 0coba — MposigHuii inkerep BCraBll "fipemetiko B.B. 29.10.2024

g
oh wde

00481198

Bupo6Huua painbHuLA:

YKPATHA, 04080 m. Kunis-80, eyn. Kupuniscbka, 74; JlineHsia Ha Bupo6Huuteo AE Ne 637430 sin 07,04.2015;
Ceptudikat GMP Ne045/2022/GMP sia 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 Bia
15.12.2023; 530-10/24-06/02 Big 02.09.2024

KoHTponb sKocTi Ta BUAava A03BONY Ha peanisauilo:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniecoka, 74; Caigourso npo artecrauito Ne 390 sig 22.01.2019
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