WA

Ten. (044) 496-87-87, Ten./bakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinopo6oso

Ceptudikar akocti N° 040000116782

BeracnaH®, po3unH gna in'ekuyiit, 4 mr/mn no 1 mn B amnyni, no 5 amnyn y 6Gnicrepi, no
16nicrepy y nauui ‘
1MA PO3YMHY MICTUTb BETAMETA3OHY HATPIKO GOCOATY - 5,3MI B MEPEPAXYBAHHI HA BETAMETA30H 100%
PEYOBWHY - 4Mr

Homep cepii 60624 KpaiHa oTpumyBay: YkpaiHa
KinbkicTb npoayKLii: 139.155 Tuc.amn. Ne PeecTp. nocBigqeHHs: UA/10526/01/01
[ara Bupo6HuuTaa: 06.2024 TepmiH Aif peecTp. noceigyeHHa:  HeobmexeHn:

AHanis BUKOHaHU#A no: MK N3 go PI NeUA/10526/01/01, 3minu sig 20.06.2022 p.

HalimeHyBaHHSA NOKasHUKIB Bumoru AHA(cneuyudikauii) PesynbTatu BUNpo6yBaKb

Onuc Mpo3sopwuit 6e3bapBHUA PO3UUH Bignosinae
lnenTudikauin
BeTamerasoHy HaTpito pocdat Ha xpomartorpami BUnpo6oByBaHOro PO3UNHY,
OTpWMaHIiN B po3gini "KinbkicHe BUSHaueHHA",
yac yTprUMyBaHH#A fiKy 6eTameTasoHy HaTpito
docdaTy Mae cniBnafat 3 HacoMm YTPUMYBAHHS

niky 6eTamerasoHy Hatpito docaty Ha

XpOMaTOrpami Po3unHy NOPIBHAHHA 3 TOUHICTI0 2 % Bignosigae
[po3opicTb Mae 6yTu nposopum Bignosigae
KonboposicTb Mae 6yTu 6esbapBHUM Bignoeinae
pH Big 8,0 no 8,8 8.4
06" €em, L0 BUTATAETLCA He meHwe 1,0 mn Bigrosinae
MexaHiuHi BKNIOYEHHA: BUAUMI MpaKTUYHO BiNbHWIA Bif, 4aCcTOK
YacTKn Binnosinae

MexaHiuHi BKNioYeHHA: HEBUZNMI YaCTKN

Yactok 3 poamipom 10 MKM i He 6inbiue 6000 B amnyni

binble 23
YacTok 3 po3mMipom 25 MKM i He 6inblwe 600 & amnyni

Ginbwe 0

CynposifHi gomiwKn

fetameTasoHy He 6inble 2,6 % 0,1 %

ofHiel Byab-AKoT iHWOT He 6inbuwe 3,0 %

JOMILLKK 0,1 %

Cyma [OMILIOK (Kpim He 6inbwe 5,0 %

HeTameTasoHy) 0,1 %
CrepunbHicTb Mae 6yTu cTepunbHUM Bipnoginae
BakTepianbHi eHOOTOKCUHN [paHWuHa KoHUeHTpauia 6akTepianbHIX

Cepmucpikam nidnucaHo enekmpoHHUM hidnucom ID 040000116782 Crop.1 32
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Ten. (044) 496-87-87, Ten./baxc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinoaoGoso)

eHOTOKCUHIB B Npenapati Mae byTu He binbwe 70
MO B8 1 mn Bignoeinae
KinbKicHe BU3HavYeHHA
HerameTasoHy HaTpilo docdat Big 5,04 mr o 5,57 mr 8 1 mn npenapaty (Ha
MOMEHT Bunycky). Big 4,77 mr go 5,83 mr 8 1 mn
npenapary 5,46 mr/mn
HeTameTasoH Big 3,8 mr no 4,2 mr 8 1 mn npenaparty (Ha

MoMeHT Bunycky). Big 3,6 mr go 4,4 mr s 1 mn

npenapary 4,1 mr/mn
AuHaTpito egetaTt Bin 0,090 mr go 0,110 mr 8 1 mn npenaparty (Ha
MOMeHT Bunycky). Big 0,090 mr go 0,110 mr 8 1
M nperaparty 0,096 mr/mn
YnakoBka Mae signosigat BuMoram Binnosigae
MapkyBaHHs Mae BignosigaTtu BUMOram Bignosinae
Tepmin npugaTHocri: 2 poku o 06.2026

YmoBu 36epiraHna:  36epiraTii B opuriHanbHilt ynakosui npu temnepatypi He sule 25°C. He 3amopoxysatu.

KomenTapi:

3assa npo ceptudikauyito:

Uum a 3aceiguyto, Wo BUUleBKasaHa iHGopMalia € gocToBipHoO i Tourolo. Lito cepito npoaykuii 6yno BupobneHo (Bkniovatoun
YNaKoBKY/MapKyBaHHA) Ta NPOBeAeHN KOHTPOSb il AKOCTI Ha HUKYeBKasaHii AinbHWUUI B noBHil BignosigHocti fo sumor GMP,
BCTaHOBNEHUX MICLIEBUM PErynsaTopHUM OPraHoM, a TakoX Y BiAnosigHocTi i3 cneyundikauiamn, AKi 3HaXOAATLCA Y peecTpalinHomy
pocbe/Toprosoi niyeHsii. poTokony BUPOGHNLTBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBNEHA BIANOBIAHICTL GMP.

Do3zsoneHo go peanisauii / go BigBaHTaXKeHHA
YnosHoBaxeHa ocoba — lNposigHut iHxeHep BCraBMl Anppycuk-lykiHa M.M.

74 ’) 30.07.2024

e
e O/‘:/

et

Bupo6Huua ginbunysa:

YKPATHA, 04080 m. Kunis-80, syn. KupuniscbKa, 74; JliteHsis Ha Bupo6HuuTeo AE Ne 637430 Big 07.04.2015;
Ceptudikat GMP Ne084/2023/GMP sig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sig 15.12.2023; UP/I-530-10/21-03/13 sig
28.10.2021, GMP_UZ - 08:2023 sig 30.11.2023

KoHTponb sikocTi Ta Bugava g03BONY Ha peanisauito:
YKPATHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; Ceigoutso npo atectayio Ne 390 sig 22.01.2019

Cepmuchikam nidnucaHo eekmpoHHUM nidnucom ID 040000116782 Crop.2 32
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Ten. (044) 496-87-87, Ten./dakc (044) 239-18-38, Ten./pakc (044)49689-42, Ten, (044) 485-26-57 (uinopoboso

o

Ceptudikar axkocti Ne 040000119672

BeracnaH®, po3uunH ans in'ekuiit, 4 mr/mn no 1 mn B amnyi, no 5 amnyn y Gnicrepi, no
16nicTepy y navui
1M PO3UUHY MICTUTb BETAMETA30OHY HATPIKO ®OCOATY - 5,3M B MEPEPAXYBAHHI HA BETAMETA30H 100%
PEYOBWVHY - 4MT

Homep cepil: 20125 KpaiHa oTpumyBay: YkpaiHa
KinbKictb npoayxuyii: 198.395 Tuc.amn. N2 PeecTp. NOCBIAYEHHSA: UA/10526/01/01
[JaTa Bupo6HMUTBa: 01.2025 TepMiH fii peecTp. nocsigueHHna:  HeoBMeXeHui

AHanis BuKOHaHWi No: MKS 13 go PI NeUA/10526/01/01, 3minu Bin 20.06.2022 p.

HaiimeHyBaHHA nokasHukKis Bumoru AHJl(cneundikauir) PesynbraTn BUnpobysaHb

Onwnc Mpo3opuii 6e36apBHNI PO3YUH Bignosigae
laenTudikauin
BeTameTasoHy HaTpito pocdaT Ha xpomaTtorpami Bunpo6osyBaHoOro posumnHy,
oTpvmaHil B posgini "KinbkicHe Br3HaueHHA",
yac yTprMyBaHHs Miky beTameTasoHy HaTpilo
docdary mae crniBnagati 3 Yacom yTpUMyBaHHA

niky 6eTameTasoHy Hatpito pocdaTty Ha

XpomMaTorpami po3umHy MopiBHAHHSA 3 TOUHicTIo £2 % Bignosigae
Mpo3zopicTb Mage 6yt nposopum Bignoeinae
KonboposicTb Mae 6yt 6e36apsHUM Bianosigae
pH Bla 8,0 no 8,8 8,4
06" eMm, WO BUTATAETLCA He meniue 1,0 mn Bignosinae
MexaHiuHi BKNIOYeHHA: Buanmi MpakTUYHO BiNbHWI Big H4aCTOK
YacTKK Bignosigae

MeXxaHi4Hi BKN1OUeHHA: HEBUAUMI HaCTKN

YacTok 3 po3mipom 10 MKMm i He 6inowe 6000 8 amnyni

6inbiue 18
YacTok 3 po3mipom 25 MKm i He 6inbwe 600 B amnyni

6inble 0

CynposifiHi gomiwkn

6eTameTasoHy He 6inbwe 2,6 % 0,1 %

opHiel 6yab-AKOl iHWOl He 6Ginbiwe 3,0 %

JOMILLKWK 0,1%

Cyma SOMIWOoK (Kpim He 6inbwe 5,0 %

6eTameTasoHy) 0,1%
CrepunbHicTb Mae 6yTn cTepunbHUM Bignoginae
BakrepianbHi eHLOTOKCUHU [paHuuHa KoHUeHTpauia 6akTepiaibHIX
Cepmudikam nidnucaHo enekmpoHHUM nionucom ID 040000119672
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Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./dakc (044)49683-42, Ten. (044) 485-26-57 (uinogo6oso)

eHIOTOKCUHIB B npenapati mae 6yTn He Ginbiwe 70
MO B 1 mn Bignosigae
KinbKicHe Bn3HaueHHA
6etameTasoHy Hatpito pochar Bin 5,04 mr go 5,57 mr 8 1 mn npenaparty (Ha
MOMeHT Bunycky). Big 4,77 mr no 5,83 mr 8 1 mn
npenapary 5,44 mrimn
beTameTasoH Big 3,8 mr no 4,2 mr 8 1 ma npenapary (Ha

MOMeHT Bunycky). Big 3,6 mr no 4,4 mr 8 1 mn

npenapary 4,1 mr/mn
OVHaTpito egeTaT Big 0,090 mr go 0,110 mr 8 1 mn npenaparty (Ha
momeHT Bunycky). Big 0,090 mr go 0,110 mr 8 1
MI Npenaparty 0,100 mr/mn
Ynakogka Mae Bignosigat BUMoram Binnosipae
MapkyBaHHsn Mae Bignosigatn sumoram Bignosigae
TepmiH npuaaTHOCTI: 2 poku o 01.2027

Ymoewn 36epiranHs: 36epiraty 8 opuriHanbHii ynakoBui npu Temnepatypi He Buuje 25°C. He 3amopoxysaTtit.

Komenrapi:

3asBa npo cepTudikauito:

Lum s 3acsiguyio, Wo BuleBKasaHa iHbopmalis € fgoctosipHoto i TouHot. Lo cepito npoaykuii 6yno supobneHo (Bkniouaioun
ynakoBKy/MapKyBaHHA) Ta NpoBefeHU KOHTPOMb 1i AKOCTI Ha HWXYeBKasaHil AinbHuui B nosHii signosigHocti o sumor GMP,
BCTAHOBNEHMX MICLEBUM PErynaTOPHUM OPraHoM, a TakoX y BIANOBIAHOCTI i3 cneumdikaLliamu, AKi 3HaXOAATLCA Y peecTpaLlitHomy
focbe/Toproeoi AiteHsil. MpoTokonu BUPOOHULITBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHoBNeHa BiagnosigHicte GMP.

[o3eoneHo Ao peanisauii / 4o BigBaHTaXeHHA

YnosHosaxeHa ocoba — [MposigHuit iHxeHep BCraBll Anppycuk-Liiykiva M.M. 30.01.2025

Bupo6Huya ginbHuuA:

YKPAIHA, 04080 m. Kuis-80, syn. Knpuniscbka, 74; fliteHzia Ha BupobHuuTeo AE Ne 637430 sig 07.04.2015;
Ceptudikat GMP Ne084/2023/GMP sig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sig 15.12.2023; 530-10/24-06/02 sin
02.09.2024, GMP_UZ - 08:2023 sig 30.11.2023

Kontponb saxocri Ta Bupaua fo3sony Ha peanisauito:
YKPATHA, 04080 m. Kuie-80, syn. Kupuniecbka, 74; CeigoLTeo npo atecrayito Ne 390 ig 22.01.2019

Cepmugpikam nidnucaHo enekmpoHHUM nidnucom ID 040000119672 Crop.2 32
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