o
ool

OAPMAK

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

Ceptundikar akocri Ne 040000116987

AR

Bi-cenT-®apmak®, Tabnerkn 400mr/80mr, no 20 TabneTok y 6nicrepi, no 1 6nicrepy B

Homep cepii: 70824

nauui
1TABJIETKA MICTUTb CYSIbOAMETOKCA3OMY 400 M, TPUMETOMPUMY 80 MI
Kpaita otpumysay. YKpaiHa
N2 PeecTp. nocBigyeHHA:

KinbKicTb npogyKuii:
[LaTa supobHuuTBa: 08.2024

AHanis BUKOHaHWIA no:

12.509 Tuc.ynak.

TepmiH il peecTp. NOCBIUEHHR: HeobmexeHui

MKA J13 go PN Ne UA/8906/01/01, 3minu sig 07.10.2020 p.

UA/8906/01/01

HaiimeHyBaHHA NOKasHUKIB

Bumorn AH[(cneuudikauii)

PesynbTaTu BUNpo6ysaHb

Oonuc

lpenTudikauis

cynbdameToKcasor, TPUMeTonprum

CepefiHa maca
CynpoBigHi AomilKn
6yab-AKa JoMillKa
OaHOpIgHICTb BO30BaHNUX
OfMHMNUb
Po3ymMHeHHA

CynbdameToKCasor

TPUMeTONMpUM

Mikpo6ionoriuHa yucrora
3aranbHe Yncno aepobHMx
mikpoopratismis (TAMC) *
3aranbHe YiUCno APIKIKOBUX i
nnickasux rpubis (TYMC) *
Escherichia coli *

KinbKicHe BU3HaYeHHsA

Tabnetku 6inoro abo malixe 6inoro Konbopy 3
NAIOCKOI0 NoBepXHen, PUCKOI0 i dackoto.
JonycKaeTbcs Ha OfHilh cTopoHi TabneTku

HaHocuTh Hanuc "Bs"

Ha xpomatorpami BUNpo6oByBaHOrO PO3YnHY,
ofiepaHiit y posaini "KinbkicHe BU3HaueHHA",
4ac yTPMMYBaHHA ABOX OCHOBHUX MiKIiB Ma€
cniBrafaTk 3 4Yacom yTPUMYBaHHA [BOX OCHOBHUX
nikis Ha XxpomaTorpami po3unHy NOPIBHAHHA 3
ToyHicTio £2 %

Bin 0,57 r 1o 0,63 r (£ 5 %)

He 6inbwe 0,5 %

Mae BUTPUMYBaTW BUMOTIY

He meHte 75 % (Q) vepes 45 xs Bif BMICTY,
3a3HaueHoro y posaini "Cknag”

He menule 75 % (Q) yepes 45 xs Bif BMICTY,
3a3HayeHoro y posgini "Cknag"

Kputepiit npunHatHocti 1000 KYO/r

Kpurepin npuliksTHocTi 100 KYO/r

BigcytHictb B 1 1

Bignosigae

Bignosigae

0,60 r

Bigrnosigae

Bignosigae

89 %

99 %
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Ten, (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./pakc {044)49689-42, Ten, (044) 485-26-57 (4inopo6oso

cynbhameTokcason Big 380 mr go 420 mr B nepepaxyBaHHi Ha
CepeHIo Macy OfHiei TabneTku 391 mr/rab
TpumMeTonpum Big 74 mr no 86 mr B nepepaxyBaHHi Ha cepegHio
macy ofHiel TabneTku 79 mr/tab
YnakoBka Mae Bignosigaty BUMoram Binnoeinae
MapkyBaHHA Mae signosifaTu BUMOram Bignosigae
TepmiH npuaaTHoCTi: 3 poku o 08.2027

Ymosu s6epiraHHa:  36epiraTi B 3axuwieHoMy Big CBiTNa micyi Npy Temnepatypi He Bule 25 °C.
KomeHnTapi:
*Ha niacTasi nepioanyHoro KoHTpoN. MpoTe My NifTEEpAXKYEMO BifnoBigHICTb AaHOi cepii sumoram HI

3asBa npo ceprudikauito:

Lium A 3acBiguylo, WO BuileBKasaHa iHpopMauis € gocrosipHow | TouHow. Lo cepito npogykuii 6yno supobneHo (BKovaoun
ynakoeKy/MapKyBaHHA) Ta NPOBEAEHWA KOHTPONb if AKOCTI Ha HUXKUeBKasaHii AinbHULI B NOBHIN BignosigHOCTI fo BUMOT GMP,
BCTAHOB/EHUX MICLIEBUM PEryNATOPHUM OpraHoM, a TakoX Y BIANOBIAHOCTI i3 cneundikauiamm, AKi 3HaXOAATLCA Y peecTpaljiiiHoMy
Aocbe/Toprosoi nileHsii. MpoTokony BupobHULTEa, NakyBaHHsA Ta aHanisis 6ynu Nepesipeni Ta BcTaHOBNEHa BIRNOBIAHICTD GMP.

DosBoneHo ao peanisauii / no BigBaHTaMKeHHA
YrnosHoBaxeHa ocoba — MposigHui iHxeHep BCTaBll ApemeHko B.B.

30.08.2024

b L won
idantificaton code '
00481198

Bupo6Huua BinbHUUA:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Jliyensis Ha supobHuteo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP Ne045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 Bin
15.12.2023; UP/I-530-10/21-03/13 Bin 28.10.2021

KoHTponb sKocTi Ta Buaava [03BONy Ha peanizauilo:
YKPAIHA, 04080 M. Kuis-80, Byn. Kupuniecska, 74; Caigoutso npo atecrauiio N2 390 sig 22.01 2019

Cepmudbixam nidnucaHo enekmpoHHUM nioNUcom ID 040000116987 Crop.2 32



