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Ceptudikar akocri N2 040000119078

BectiHopm®, Tabnetku no 24 mr, no 10 Tabnetok y 6nicrepi, no 6 GnicrepiB y nauui
ATABJIETKA MICTUTb: BETATICTVHY AUTIAPOXTIOPUAY 24 MIY MEPEPAXYBAHHI HA 100% CYXY PEHOBUHY
Homep cepii; 231124
4.487 Tuc.ynak.

KpaiHa oTpumysau: YKkpaiHa

Kinbkicte npogykuii: Ne PeecTp. noceifueHHs: UA/6356/01/03

[ata BupobHuyTea: 11.2024 TepMiH il peecTp. nocsigyeHHs:  HeobmexeHWi

AHani3 BUKOHaHU Mo MKA N3 po PN Ne UA/6356/01/03, 3minu 8ig 25.08.2023 p.

HalimeHyBaHHA NoKa3HUKIB Bumoru AHf(cneundikayii) PesynbraTtu BUNpoGyBaHb

Onuc TabneTku Kpyrnol Gopmu 3 NNOCKOK NOBEpPXHelo 3
puckoto Ta dpackoto, binoro abo maitxke 6inoro
KONbopy. Bignosinae
IpenTudikauia
6etaricTuHy aurigpoxnopug Ha xpomaTorpami BUNpo6oByBaHOrO PO3YNHY,
ofiepxaHit B pozgini "KinbkicHe BusHauyeHHs",
4ac yTpUMYBaHHA Nika beTaricTuiHy
purigpoxnopuay Mae€ cniBnagaTil 3 4acom
YyTpUMyBaHH# nika beTarictury gurigpoxnopugy Ha
XpomaTtorpami po3unHy nopisHaHkA (b) 3 TouHicTio
2% Bignosinae
CepepHa maca Bin 0,356 r 1o 0,394 r (0,375r 5 %) 0,373 r

CynposigHi JomiwKku

AoMiluka A He 6inbwe 0,1 % 0,0 % (<MB)
nomiwka B He 6inblwe 0,2 % 0,0 % (<MB)
nomiwka C He 6inblwe 2,0 % )

6ynb-AKa HeBigoMa JoMilKa

CymMa AOMILLOK
OaHopiaHICTb JO30BaHUX
OANHULLDL

PosuuHeHHA

Mikpo6ionoriuHa uucrora
3aranbHe Yucno aepobHUxX
mikpoopraHizmie (TAMC) *
3aranbHe YMCNo APPKAKOBUX Ta
nnicHasux rpuéis (TYMC) *

Escherichia coli *
KinbkicHe BUZHaueHHs

6etaricTuHy gurigpoxnopug

He 6inble 0,2 %

0,0 % (<MKB)

(
(
0,0 % (<MB
(
(

He 6inbwe 2,0 % 0,0 % (<MKB)

Mae BuTpumMyBaTV BUMOrH

Bignosigae
He meHwe 80 % (Q) 3a 30 x8 98 %
Kputepin npunHatHocti 1000 KYO/r
Kpurepiit npuitnatHocti 100 KYO/r

BigcyTtHictb B 11

Big 23,0 mr go 25,0 mr y nepepaxyBaHHi Ha

Cepmudbikam nidnucaHo enekmpoHHUM nidnucom

ID 040000119078 Crop.1 32
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Ten, (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./dpakc (044)49689-42, Ten. (044) 485-26-57 (uinopoGoso)

cepeaHio Macy oaHiel TabneTku (Ha momeHT

sunycky). Big 22,8 mr no 25,2 mry

nepepaxyBaHHi Ha cepeaHio Macy OAHiel TabneTku 24,2 wr/tab
YnakoBka Mae Bignosigatt BUMOram Bignosigae
MapkyBaHHA Mae Bignosigat BUMOram Bianosigae
TepmiH npupaTHOCTI: 3 poku No 11.2027

Ymoeu 36epiranHa:  36epiraTvi B 3axulleHomy Bif CBITNA micli npu Temnepatypi He sulle 25 °C,
KomeHTtapi:

*Ha nigcrasi nepioguyHoro koHTponio. fpore mu NiaTBEPMKYEMO BiANOBIAHICTL faHol cepil BUMOram HO

3asaga npo ceprudikauyito:

Llum s 3acBiguyo, Wo BuUlleBKasaHa iHbopmalin € pocrosipHoto i TouHolo. Lijo cepito npoaykuil 6yno BupobneHo (BKNKOUaOUN
ynaKoBKy/MapKyBaHH#A) Ta NPoBeeHNA KOHTPONb il AKOCTI Ha HUKUeBKa3saHil AinbHULI B MOBHIN signosigHocTi ao sumor GMP,

BCTAHOBNEHUX MICLEBUM perynaTopHUM OpraHom, a TakoxX y gignosigHocTi i3 cneyndikauiamm, aki 3HaAXO[ATLCA Y peecTpaliiHomy
pocbe/Toprosol nieHsil. [poTokonu BUPOBHULTBA, NaKyBaHHA Ta aHani3is 6ynu nepesipeHi Ta BCTaHOB/EHA BignosigHicte GMP.

[ozsoneHo po peanisauii / go BigBaHTaXKeHHA

YnosHosaxeHa ocoba — MNposigruii iHxeHep BCtaBll ApemeHko B.B. 11.12.2024

Bupo6Huua ginbHuuA:
YKPATHA, 04080 m. Kuis-80, Byn. Knpuniscbka, 74; JlideHsia Ha supobHuuTeo AE Ne 637430 sig 07.04.2015;

Ceptudikar GMP N2126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 i 30.11.2023; 530-10/24-06/02 i 02.09.2024;
GMP/EAEU/KZ/81-01-24 sig 15.12.2023

KoHTponb AIKOCTi Ta BUAaua [03BONY Ha peanizalito!
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Caigoyrso npo atectauio Ne 390 sig 22.01.2019

Cepmueikam nidnucaHo enexmMpoHHUM nidnuCcom ID 040000119078 Crop.2 32
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CepTudikar akocti Ne 040000119280

BecriHopm®, Tabnerku no 24 mr, no 10 Ta6nerok y Gnicrepi, no 6 Gnicrepie y nauni
TABNETKA MICTWUTb: BETATICTVHY MMNAPOXIOPUY 24 MI Y [EPEPAXYBAHHI HA 100% CYXY PEUOBUHY

Homep cepii: 241124 KpaiHa orpumysas: YkpaiHa
Kinuxicte npogyxuii: 11.384 Tuc.ynax, Ne PeecTp, nocsifiueHHn: UA/B356/01/03
Hata supobruuyea: 11.2024 TepmiH il peecTp. nocsiguenHs;  HeoGMexeHWEH

AH2IMI3 BUKOHAHUIA 1o MKR J13 po PN Ne UA/6356/01/03, aminm sig 25.08.2023 g.

HaiimexyBaHHA nokaskukin Bumoru AHE(cnenudikauii) PesyneTati sBunpobysaus

Onuc Tabnetku Kpyrnoi ¢opmu 3 MNockoio NOBEPXHEK 3
puckoto Ta dackaio, Ginoro abo maiixe Ginoro
KONbopy. Bipnioeigae

lpeHTndikayin
BeraricTuhy gurinpoxnopug Ha xpomarorpami sunpo6osysaHoro posuunHy,

oAepxanin B posgini "KinbkicHe BuUzHaveHHA",
4ac yTpumyeaHHs nika Getaricruny
AUrBROXNOPWAY Mae cniBnNagaT 3 yacom
yTpUumyBaHH# nika GeTtaricTuny Aurigpoxnepugy Ha

XpOoMaTorpami pe3unHy nopieHsHMA (b) 3 TounicTio

2% Bignosigae
Cepeanna maca Bin 0,356 rno 0,394 r (0375 r 5 %) 0,372 r
CynpoBigni gomimkn
Aomimka A He 6inbwe 0,1 % 0,0 % (<MB)
AoMilika B He 6inblue 0,2 % 0,0 % (<MB)
pomiwka C He 6inswe 2,0 % 0.0 % (<MB)
Oyab-ika Hesigoma AoMilLka He 6inbwe 0,2 % 0,0 % {<MKB)
cyma Jomiltok He Ginble 2,0 % 0.0 % (<MKB)
OnHopigHicts nososanny Mae Butpumysati Buumorn
ORVHULLL Binnosigae
Pozunnennn He merwe 80 % (Q) 3a 30 xa 98 %
Mikpo6ionoriyia uncrora
3arancHe uMcno aepobHux Kpurepiin npuinaTtHocTi 1000 KYO/r
Mikpoopraniamis (TAMC) * *
3aransHe YNcno APiKIKoBMX Ta Kputepii npuitnaTHocti 100 KYO/r
naicHRaux rpubis (TYMC) * *
Escherichia coli * BigcytHictb B 1 1 *
KinbkicHe BrsHauenHn
BeTtarictuny aurigpoxnopug Bin 23,0 mr o 25,0 mry rnepepaxysaHHi Ha
Cepmuichikam nidnucaro enekmporrum nidnucom 1D 040000119280 Cro 2
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Ten. (044) 485-87-87, Tentbaxc (044) 239-19-38, Tentbaxe (044)49589-42, Ten. {044) 495-26-57 {ulnoneGorg}

cepefH macy ogHiei TabneTkun (Ha momeHT

Bunycky). Bin 22,8 mr go 25,2 mry

nepepaxysaHHi Ha cepegHo macy ofHiel TabneTku 24,2 mrfrab
YnaKkoexa Mae signosigati sumoram Binnosipae
MapkyBaHHs Mae eignosigaTn sumoram Bignoeigae
Tepmik npupgaTHocT: g 3 poxun Jo 11.2027

YmoBu s6epiranHa;  36epiraty s 3axuweHoMmy Bifl cBiTAa MicUi Npyw TemnepaTypi He Bue 25 °C.
KomenTapi:

*Ha nigcrasi nepiognyHoro KOHTPpOoAI0. [IpoTe mu nigTBepMXyemMo BignosiaHicTs aaHol cepil sumoram Hi

3anBa npo cepTudirarito:

Hum A saceipuyio, 10 BUILeBKa3aHa iHbopmaLia € AocrosipHow i Tounolo, Lo cepiv npogdykuil Gyno eupotnero (BKMIOYalOHN
ynakosky/mapKyeauts) Ta NpoBEARHUI KOHTpONEL 1 AKOCTI Ha HWKYEBKA3aHIG BineHUUl B NOBHIR BignoRigHocTi Ao Bumor GMP,
BCTaHOBMEHNX MICLIEBUM PerynaTOpHUM OPraHoOM, a TaKkoX ¥ BignosiaHocTi i3 cneludixkauiamu, aki 3HaxoaaThCA y peecTpauifiHomy
[ocbe/Toproeot niueHzir. MpoTokonn empobuutTea, NaKyBaHHA Ta aHanisis Bynu nepegipeHi Ta BcTaHOBNEHa BigrosigHicte GMP.

URra f%

fossonero go peanisauyii f go BiE2HTAMEHHA

¥nosrosaxera 0coba — MNposigHmil iHeHep BCraBil Apemenko B.B. 16.12.2024

o
hfcaton comn

00481198

BupobHuua ginbHuus:

YKPAIHA, 04080 m, Kuie-80, syn. Kupuniscoka, 74; NiueHsis Ha supoBanyTeo AE Ne 837430 eia 07.04.2015;
Ceprudikat GMP No126/2024/GMP Big 29.11.2024; GMP_UZ-08:2023 Big 30.11.2023; 530-10/24-06/02 gig 02.09.2024;
GMP/EAEU/KZ/81-01-24 gig 15.12.2023

KonTpornb akocti Ta ugaua AC3BONY Ha peanizaliio;
YKPATHA, 04080 m. Kuie-80, Byn. Kupwniscska, 74; Cinoweo npo arecrauiio N2 390 gig 22.01.2019

Cepmugpixam nidnucaro enekmporHuM nidnucom ID 040000119280 Crop.2 32
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Ten. (044) 496-87-87, Ten/bakce (044) 239-19-38, Ten/dare (044)49685-42, Ten. (04‘;) 485-26-57 (uinonotoeo)

CepTudikar akocti N 040000120118

Becrinopm®, Tabnetku no 24 mr, no 10 Tabnetok y 6nicrepi, no 6 6nicrepis y nauyi
1TABJIETKA MICTUTb: BETATICTUHY AUMNGPOXNIOPWUAY 24 MT Y MEPEPAXYBAHHI HA 100% CYXY PEUOBMHY

Homep cepii: 10225 Kpaina oTpumyBaw: YKpaiHa
KinbKicTe npomykui: 15.800 Tuc.ynax. Ne PegcTp, NOCBIAYEHHA: UA/8356/01/03
[Nata supobuuyTea: 02.2025 TepMiH gii peecTp. noceigueHHA:  HeoOMeXeHURA

AHani3 BukoHaHwiA No: MKA N3 go PN Ne UA/6356/01/03, aminm Big 25.08.2023 p.

HailmenyBaHHA NoKa3HMKIB Bumoru AHA(cneundikauii) Pesynbratv BunpobysaHb

Onuc TabneTku Kpyrnoi ¢opMK 3 NNOCKOK NOBEPXHEID 3
puckow Ta packolw, Ginore abo maixe Ginoro
KonLopy. Bianoeipag
lgeHTndikauin
GetaricTuHy gurigpoxnopug, Ha xpomaTtorpami BUNpPoSOBYBAHOrO PO3UMHY,
cpaepxaHiil B po3gini "KinbkicHe BU3HayeHHa",
yac yrpwmysaHH.n nika 6etaricTmHy ’
avrigpoxnopuay Mac cniBnagatv 3 4acoMm

YTPUMYBaHHA Nika beTaricTUHy Aurigpoxnopuay Ha

XPpOMaTOr pami po3uMHy NopisHAHHA (b) 3 TouUHICTIO

+ 2% Bignosigae
CepegHa maca Bin 0,356 r g0 0,394 r (0,375 r £ 5 %) 0375 r
CynposigHi pomitku
AoMilrKa A He Ginbwe 0,1 % 0,0 % (<MB)
Aomilwka B He Ginbwe 0,2 % | 0,0 % (<MB)
Aomiwka C He 6inbwe 2,0 % 0,0 % (<MB}
Gyfb-AKa HeBigoMa AOMILLKa He Sinbwe 0,2 % 0,0 % (<MKB)
Cyma AOMILIOK He Binowe 2,0 % 0,0 % (<MKB)
OpHopigHicTL A030BaHNX Mae BUTpUMyBaTU BUMOTH
OAVHULb Bignoeigae
Po3uynHeHHA He menwe 80 % (Q) 3a 30 xs 98 %
Mikpob6ionoriuHa uncrora , —_—
3aranbHe YuCno aepoGHUxX Kputepii npuritHAaTHocTi 1000 KYO/r
MikpoopraHiamis (TAMC) 0 (Merwe 10) —
3aranbHe YMCNo APiKIKOBUX Ta Kpurepit npuianaTtHocti 100 KYO/r
nnicHrBux rpubis (TYMC) 0 (Menwe 10)
Escherichia coli BigcyTHicTe B 1 1 ’ BincyTHi
KinbkicHe BU3HaueHHn
BeTaricTuHy aurigpoxnopng Bin 23,0 mr no 25,0 mr y nepepaxyBaHHi Ha

Cepmucpixam nianuca;:o eneKmpoHHUM IHonucom D 040000120118 o B el
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Ten. {044) 496-87-87, Ten/bae (044) 239-18-38, TenfPaxe (044)49685-42, Ten. {044) 485-26-57 (uincactoso}

cepenHIo macy oaHiel Tabnetku (Ha momenT

Bunycky). Bia 22,8 mr po 25,2 mry

nepepaxyBaHHi Ha cepefHIio Macy ofHiel TabneTku 23,9 mriTab
Ynakoeka Mae Bignoginatv BUMOram Bignoeigae
MapkyBaHHA Mae BignoBigaT¥ BUMOram : Bignosinae
Tepmin npupgaTHOCTI: 3 poku Jo 02,2028

Ymosn 36epiraHnn:  36epiraTu B 3aXMLeHOMy BI CBiTNa MicLi NpKU TemnepaTypi He Bnwe 25 °C.
KomeuTapi:

3ansa npo ceprudikauio:

Lium a 3aceiguyo, Lo BUWeBKazaHa iHbopmaLia € gocTosipHow i Toynoiw. Lo cepir npoAykuii 6yno BupobneHo (Brnuaoun
YNaKOBKY/MapKyBaHHA) Ta NPOBEAEHWIA KOHTPONb Ti AKOCTI Ha HKYEBKA3aHIA AiNbHUUI B MOBHINK BiANoBIAHOCTI A0 BAMOT GMP,
BCTAHOBNEHNX MICLIEBUM PETYNATOPHUM OpPraHoM, a TakoX Y BiANoBigHOCTI i3 cneundikauiamMu, AKi 3HaxoaATbCR Y peecTpauiiHoMy
focbe/Toproeoi niueHsii. NMpoTokony supobHyuTea, NakyRaHHA Ta aHanisie Gynu nepesipeHi Ta BCTaHOBEHa gianogigHicte GMP.

[oseoneHo fo peanizawii / po sigpaHTaXKeHHA

YnosHoBaxeHa ocoba — MNporigHui iHxenep BCraBll Apemerko B.B. 26.02.2025

1o cbcg
00431198

Bupo6uuua ginbHULA:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniacbka, 74; Niuensia Ha Bupobruyteo AE Ne 637430 sip 07.04.2015;
Ceprudikat GMP N#126/2024/GMP sig 29.11.2024, GMP_UZ-08:2023 sig 30.11 .2023; 530-10/24-06/02 eig 02.09.2024,
GMP/EAEU/KZ/81-01-24 Big 15.12.2023 .

KouTponb nxocti Ta BUAaYA A03BONY Ha peanizauile:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscoka, 74; CsigouTso npo atectauiio N2 390 sig 22.01.2019
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