oty

a—— |

Ten. (044) 496.87-87, TenJoakc (044) 239-18-38, Ten./daxc (044)49689-42, Ten, (044) 485-26-57 (uinoacGono)

Ceprudikar akocri N9 040000103891

Becrinopm®, Tabnerkn no 24 mr, no 10 rabnetok y 6nicrepi, no 6 6nicrepis y riaulyi
ITABMETKA MICTUTb: BETACTUHY OUTIAPOXNOPYAY 24 MIY NEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Homep cepii: 140922 Kpaina orpumysay:. Ykpaina
KinbricTs. npoayKui: 15.434-Tuc.ynak. N Peecrp, fiocsinueHHA: UA6356/09/03
[ara Bitpobrurea: 09.2022 Téprin Ail peecTps TIOCBIRUEHIAT HeOBMeXaHM

 Awanis.BuKoHaHui 6% MKS /13 o PH No UA/B356/01/03, awiim i 30.11.2020 p.

HatimeHyBaHHA nokasHukis Bumory AHHA{cneuudixayiy) Pesynvratyt BUnpobysasb

Onuc TabneTkn Kpyrnoi Gopmn’ 3 NNOCKOI0, MOBEPXHER 3
prERoI Ta dackoio, 6inoro abo mamxke binoro

KOMbOpY: Bignosigag

Inenrudikayia
‘BeTaricTuHy BUFABOKNOBAR Ha xpomatorpami BunpoboByealore posumHy,
ofepxaHiil 8 posaini "KinbkicHe BuaHavenua”,
Yac yTpumyBaHHA nika betarictuy
AUTIOPOXAOPUAY. MaEc CNiBrafiaTy 3- YacomM
YTPUMYBAHHA ntika GeTaricTuHy Auriapoxnopuay Ha:
Xpomatorpami posumHy ropisraxks (h) 2 ToulicTio
+ 2% ‘Bignosigae
Cepefis mMaca Bin. 0,356 1 10-0;394 r (0,375 1 %5 %) 0,376 r
Cynposiani AoMitiku,
foMiuika A | " He Girbiile 0,1-% | ' - 0,0°% (<MB)
AoMitka B ‘He 6inbiiie 0,2 % 0,0 % (<MB)
fomitka C ‘He 6inbwe 2,0 % -0,0 % (<MB)
Oynb-aKa Heeigoma fjomilika He 6intwe 0,2 % 0,0 %-(<MB)

Cyma oMiLLoK ‘He Binbure 2,0 %

0.0 %:(<MB)
OpnHopianicTs 4O30BaHNX

OAVIHULL Bignosinae
Po34MHeHHS, 97 %
Mikpo6ionoriuna uitérora
3aramshe Yno aegobHNK
Mikpooprauimis (TAMC) * *
3aranbHe UACNo - GpIRIKOBIAX T4 Kpurepiit npuitnarrocri 100 KYO/r
nnicHasux rpubis (TYMC) * . ¥
Escherichia coli* Bincyfiicto 8 11 A g *
KinbkicHe BusHauenns :
Getaricrumy aurinpoxnopin Bin 23,0 Mr 70 25,0 Mr Y nepepaxysanii Ha
m&epmud)ikam nidnucato eneKmpOHﬁuM/ﬁianucom - " ID 040000103891 Crop.1 32
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Ten. {044} 496-87-87, Tenarc {044) 230-16-38, Ten./pakc (844)40689-42, Ten. (044} 4852657 (uinea06080)

cepeHio macy ogHicl Tabnetku (Ha momenT

‘Bunycky). Bij-22,8 mr no 25,2 mry

nepepaxyBaHHi Ha cepefiHio. Macy OaHiel TabneTku 244 mrivab
Yrakoska Mace sinnosigaTtn suvoram Bignosinae.
‘ MapKyBaHHH” Mae gignosigary Bumoram. Bignoeigae:
TepMmiR npuparHocTi: 3 poxu Do 09.2025
YMOB® 36epiranns:  30epiraTy B 3axuilieHomy Bif CBiTA& Micul npu TemnepaTypi He.suuje 25 °C.
Komenrapi:

*Ha nincras] nepioaudnore KonTpomo. MpoTe Min nigTBepAkyeVo BinnosiaHicTs nanol cepii simoram H
" 3assa npo ceprudikayito:

v 8 3acsifuyio, Wo BUUleBKasaHa inpopmallia € gocTosipHow | Tounow. Lk cepilo npoaykuil 6yno Bupo6reHo: (BRoyaluy.
YNaKoBKY/MapKyBaHHA) Ta MpoBegeHuil KOHTPONb 1f AKOCTI Ha. HKUeBsKasaHil AinbHuui B nosHiY signosighocti o sumor GMP,.
BCTAHOBNEHUX. MICLLEBUM PErynATOpHM OPraHom, a TakokK Y BIANOBIGHOCTI i3 cneymndikaliisamm, aki sSHaxopaTea 'y peecTpauiinomy
pocweltoprosoi niuensii, MNpoTokonu BupoGHuyTea, nakysaxHa Ta ananisis 6ynu nepesiperi Ta-BcTaHoBneHd sifrosigHicte GMP..

Jo3soieHo [0 peanizanii / 4o sifBabnyaiKeHHs

YrnosHosaeHa ocoba — TposigHuil itkerep BCTaBll Kpaguenko C.M.. 27.09.2022

e
“YKPATHA, 04080 m. Kuis-80, syn. Kupiiniscoka, 74; fliuensis ka BupobruyTeo AE Ne 637430 sig 07.04.2015;.

‘Ceprudikat GMP N2045/2022/GMP sip 25.08.2022: GMP/EAEU/BY/0045-2021 sip,_.'25;0'2.'2021 ;;UP/'I -530-10/21-03/M3 8ig
.28.10.2021

KouTpons siKo¢Ti Ta Bufjaya JO3BONY Ha peanisailiio:
"YKPAIHA, 04080.m. Kuie-80, syn. Kupvniscoka, 74; Ceifotrso npo atecraio N¢ 390 sig 22.01.2019

”.Ce;.a‘r‘nucﬁixam nidNUCaHo, enekmporHUM nidnucom ID 040000103891 Crop.2 32
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Ten. {044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./parc (044)49689-42, Ten. (044) 485-26.57 {uinopotoao)

Ceprudikar axocti N2 040000103929

Becrinopm®, Tabnetkn no 24 wmr, no 10 taénetoK y 6nicrepi, no 6 6nictepis y nauyi
1TABNETKA MICTUT: BETATICTUHY AUTILPOXTIOPUAY 24 MIY MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Homep cepii; 170922 KpaiHa cTpumysay: YKpaiHa
KinbkicTs npogykuir; 15.668 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/G6356/01/03
Aata srpobHUUTEE: 09.2022 TepmiH gii peecTp. nocBifuerHa:  HeoBMmexeHuiA

AHaM3 BUKOHAHWIA No! MKA N3 go PN Ne UA/6356/01/03, aminn sig 30.11.2020 p.

HalmeHyBaHHA NoKasHUKie Bumoru AHL(cneyudikanyii) PeaynoTati BMnpo6ysaHn

Onwc TabneTku Kpyrnoi opMu 3 NIOCKOK NOBEPXHEID 3
prckow Ta dackow, 6inoro abo matixe 6inoro
KOnbopy. Bigpnoeigae

lpenTndikayin
Setarictuny gurigpoxnopun Ha xpomaTtorpami BUNpo6oBYBAHOrO po3UMHY,

opepxaHii B pozaini "KinbkicHe BrU3HaueHHR",
4ac yTpUMyBaHHA Mika BetaricTuiy
AMTIAPOXNOPUAY MaE CNiBNagaTt 3 YacoMm
YTPUMYBAHHA Nika GeTaricTury AWrinpoxnopugy Ha

XpoMaTorpami po3unHy nNopiBHARHA (B) 2 ToYHicTIO

2% Bignoeigae
CepegHa Maca Bin 0,356 r a0 0,384 r (0,375r 5 %) 0,374 r
CynposigHi agomiwikn
AOMilIKa A He 6inbwe 0,1 % 0,0 % (<MB)
SOMilKa B He 6inbuie 0,2 % 0.0 % {<MB)
pomiwka C He 6inbue 2,0 % 0,0 % (<MB)
Oynb-Aka HEBiOMa JOMiluKa He 6inbwe 0,2 % 0,0 % (<MB)
CyMa JOMILLOK He 6inbwe 2,0 % 0,0 % (<MB)

OpaHopigHICTL A030BaHWX Mac auTpumysaTit BUMOrK
OANHULBb . Bignoginae
PoaunHeHHs He menwe 80 % (Q} 3a 30 99 %
Mixpo6GionoriuHa uncrora
3aranbHe umcno aepoBHmx Kputepiih npuiAHATHOCTI 10000%
MikpoopraHizmis (TAMC) * *
3aranbHe UACNo JPBKIKOBUX Ta Kpwtepit npuitnaTHocti 100 KYO/r
ticHABnx rpubie (TYMC) * *
Escherichia coli * BigcytHicte B 1 1 *
KinbKicHe BuzHaueHHA
beTaricTuny gurigpoxnopug, Bin 23,0 mr go 25,0 mr y nepepaxyeaHHi Ha
Cepmudbikam nidnUcaHo enekmpoHHUM nidnucom 1D 040000403929 Crop. 1 32
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(DAPMAK

Ten. (044) 495-87-87, Ten fdanc {044) 236-19-38, Ten /pane (044)48689-42, Ten. (044) 465-26-57 (uinagoboac}

cepeaMin macy oaHiei Tabnetkn (Ha momenT

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

nepepaxyBaHHI Ha cepeaHio Macy ofHiel TabneTkn 24,6 mritab
YnakoBKa Mae signoginatu eumoram Bianosigae
MapkyeaHHA Mae Bignosinatn BUMoram Bignosigac
TepmiH npupaTHOCT: 3 poku Ho 09.2025

Ymosn s6epiranna;  3bepiraty 8 3axuweHoMy Big ¢eitia Micyi npu TeMnepatypi He suwe 25 °C.
KomeHTapi:

*Ha nigcrasi nepiognuHoro kKoHTponia, MpoTe MW NiTBEPIKYEMO BIANOBIAHICTL BaHOT Cepil Bumoram HJ
3anea npo ceptudikauii:

Lium s saceinuylo, Wo BueskasaHa iHpopMauis & ACCTOBIPHOMW0 | TouHo. Lo cepile npoaykuii 6yno supobneHo (BKNK4YaGUM
YNaKOBKY/MapPKYBAHHA) Ta MPUBEAEHNIA KOHTPOND 1T AKOCTI Ha HKYEBKAZaHI AinbHUUL B NOBHIA BignosigHocti ao sBumor GMP,
BCTAHOBNEHUX MICLLeBUM PEryAIATOPHUM OPraHoM, a TakoxX y BignosigHocTi i3 cneumndikaliamu, aki 3HAXOOATLCA Y peccTpaliiHomy
AOChe/ToproBoi nileHsii. NpoTokonu BUPOBHMLTBEA, NaKkyBaHHA Ta aHanizie 6ynu nepepipexi Ta BCTaHoRNeHa signorigHicTe GMP.

fAossonede go peanizauii / 4o sigBanTameHHna

YrosHosaxeHa ocoba — MposiaHui iHxenep BCTaBn Kpasuernko C.M. 27.09.2022

Bupobunua ginbuuuna;

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscoka, 74; JliueHsia Ha supobhnuTeo AE Ne 637430 Big 07.04.2015;

Ceprudikat GMP N2045/2022/GMP sin 25.08.2022: GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 gig,
28.10.2021

Kontponb AkocTi Ta Bugaya Ao3Bony Ha peanisayim:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniecbka, 74; CeipouTtes npo arectauiio Ne 390 Big 22.01.2019

Cepmudbikam nidnucaxo enekmporHUM nidnucom ID 040000103929 Crop.2 32




OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

Ceptndikar axocri N 040000109752

Becrinopm®, Tabnetkmn no 24 mr, no 10 rabnerok y 6nicrepi, no 6 6nicrepis y nauui
1TABNETKA MICTUTb: BETAMNCTWHY AWMAPOXNCPUAY 24 M Y MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Homep cepii: 170923 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 15.931 Tuc.ynak. Ne PeecTp. NocBigueHnA: UA/B6356/01/03
Hata enpotHnuTBa: 09.2023 TepMiH gii peecTp. noceigueHHn:  HeoGMexeHnnid

AHanis BUKOHaHu# no: MKA J13 no P N2 UA/6356/01/03, aminu Big 30.11.2020 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb

Onnc TaGneTkn Kpyrnoi $opmMn 3 NNOCKOIO MNOBEPXHEIO 3

puckowe Ta dackoio, 6inoro abo maixe Ginoro

KONLOPY. Bignoeigae
laeHTHdiKalin
feTaricTMHy avrigpoxnopmg Ha xpomatorpami BUNpoBoByBaHOrO po3unHY,
ofiepxaHiin B pozgini "KinbkicHe BU3HaYeHHA",
4ac YTPUMYBaHHA Nika GeTaricTuHy
purigpoxnopugy Mac cnisnagarti 3 Yacom
YTPUMYBaHHA nika GeTtaricTMHY gurigpoxnopuay Ha
Xpomarorpami po3vyuHy NopieHAHHA (b} 3 TOuHICTIO
2% Bignoeigae
CepepHa maca Big 0,356 r po 0,394 r (0,375r+ 5 %) 0,372r
CynpoBigHi gomilxm
Jomilka A He 6inbwe 0,1 % 0,0 % (<MB)

Jomilka B He 6inbwe 0,2 % 0,0 % (<MB)
: 0,0 % (<MB)
0,0 % (<MKB)
0,0 % (<MKB)

Jomiwka C
6ynb-Aka Heeigoma gomilka

CyMa JOMILIOK

OpHopigHicTh AO30BaHNX

OaUHULb ; \: Bignoeigae
Po3UMHEHHS et _ef810 ;{%\(Qb‘ XB 101 %
Mikpo6ionoriuna uncroTa dpai v ”H a . i /
3aranbHe Yucno aepoBHUX Kputepiil npuitHaTHOCTI 1000 KYO/T
mikpoopraHismie (TAMC) * *
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHaTHOCTI 100 KYO/r
nnicHABKx rpubie (TYMC) * *
Escherichia coli * BigcytHicte B 1T %
KinekicHe BU3HaUYeHHA
feTaricTMHy avrigpoxnopug Big 23,0 mr po 25,0 mMr y nepepaxyBaHHi Ha
Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000109752

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

cepefHIo Macy ofiHiei Tabnetki (Ha momeHT

BUNYycKy). Big 22,8 mr go 25,2 mry

nepepaxyBaHHi Ha cepefHIo Macy ofHiel TabneTku 23,8 mritab
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 3 pokun Do 09.2026
¥Ymosu sbepiranna. 36epiratu B 3aXMWeHOMY Big cBiTAa micli Npyu TeMnepaTypi He Buwe 25 °C.

*Ha nigcraei nepioguuHoro KoHTponio. Mpote MU NigTEEpmMKYEMO BigNOBIgHICTL AaHo! cepii Bumoram H
3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BUleBKa3aHa iHdopMaLlia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll Kpaeuenko C.M. 18.08.2023

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE Ne 637430 Bip 07.04.2015;

Cepmudikat GMP Ne045/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74;,L8isbLUTED" ; ayio Ne 390 eig 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000109752 Crop.2 32



OAPMAK

Ten. {044) 496-87-87, Ten./panc (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprundikar axocri N2 040000111029

Becrinopm®, Tabnetkn no 24 mr, no 10 rabnerok y 6nicrepi, no 6 6nicrepis y nauui
1TABNETKA MICTUTb: BETAMNCTWHY AWMAPOXNCPUAY 24 M Y MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Homep cepii: 191123 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 15.889 Tuc.ynak. Ne PeecTp. NocBigueHnA: UA/B6356/01/03
Hata enpotHnuTBa: 11.2023 TepMiH giji peecTp. noceigueHHn:  HeofMexenni

AHanis BUKOHaHu# no: MKA 13 no P N2 UA/6356/01/03, aminu Big 25.08.2023 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndikanyii) PesynbTaTv BUnpobyBaHb

Onnc TaGneTkn Kpyrnoi $opmMn 3 NNOCKOIO MNOBEPXHEIO 3

puckowe Ta gackolo, G6inoro abo maibxe Ginoro

KONLOPY. Bignoeigae
laeHTHdiKalin
feTaricTMHy avrigpoxnopmg Ha xpomaTorpami BUNpoBOBYBaHOrO PO3UNHY,
ofiepxaHiin B pozgini "KinbkicHe BM3HaYeHHA",
4ac YTPUMYBaHHA Nika GeTaricTuHy
purigpoxnopugy Mac cnisnagati 3 Yacom
YTPUMYBaHHA nika GeTtaricTMHY gurigpoxnopuay Ha
Xpomarorpami po3vyuHy NopiBHAHHA (b} 3 TOUHICTIO
2% Bignoeigae
CepepHAa maca Big 0,356 r po 0,394 r (0,375r+ 5 %) 0,375
CynposigHi gomiluxm
Jomiluka A He 6inbwe 0,1 % 0,0 % (<MB)
JAomilka B He 6inbwe 0,2 o WS \T\ 0,0 % (<MB)
Aomiwka C He 6inbwe 2 0,0 % (<MB)
6ynb-Aka Hegigoma gomilka He Ginbwe 0,0 % (<MKB)
CyMa JOMILIOK He Ginbwe 0,0 % (<MKB)
OpHopigHicTh AO30BaHNX Mae BUTPUM]
OaUHULb Bignoeigae
Po34YMHEHHA He meHwe 80 % (Q) 383025~ 110 %
Mikpo6ionoriuna uncroTa
3aranbHe yucno aepoBHUX Kputepiil npuitHaTHocTi 1000 KYO/T
mikpoopraHismie (TAMC) * *
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHaTHOCTI 100 KYO/T
nnicHABKx rpubie (TYMC) * *
Escherichia coli * BigcytHicte B 1T %
KinekicHe BU3HaJYeHHA
feTaricTMHy avrigpoxnopug Big 23,0 mr go 25,0 mMr y nepepaxyBaHHi Ha
Cepmudbixam nidnucano efeKmpoHHUM nidnucom D 040000111029

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./panc (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

cepefHIo Macy ofiHiei Tabnetkn (Ha momeHT

BUNYycKy). Big 22,8 mr go 25,2 mry

nepepaxyBaHHi Ha cepefHIo Macy ofHiel TabneTku 23,9 mritab
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 3 pokun Do 11.2026

¥Ymosu sbepiranna. 3bepiratu B 3aXMWeHOMY Big cBiTAa micli Npyu TeMnepaTypi He Buwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro koHTponio. Mpote MU NigTEEpmMKYEMO BigNOBIgHICTL AaHo! cepii Bumoram H

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOYUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aoche/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll Kpaeuenko C.M. 14.11.2023

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE Ne 637430 Bip 07.04.2015;

Cepmudikat GMP Ne045/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atectauiio N2 320 Big 22.01.2019
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Cepmudbixam nidnucano efeKmpoHHUM nidnucom D 040000111029 Crop.2 32



OAPMAK

Ten. (044) 496-87-87, Ten./pake (044) 239-15-38, Tendare {044149689-42, Ten. {044) 485-26-57 {wnopoboea}

Ceptudikar akocti N2 040000105706

BectiHopm®, Tabnetkn no 24 mr, no 10 rabnerok y 6nicrepi, no 6 Gnicrepie y nauui
1TABAETKA MICTWTb: BETATICTUHY AWUTAPOXIOPUAY 24 MI Y MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Howmep cepii: 20123 Kpaina oTprmysay: YKpaiHa
KinekicTh npoaykuji: 15.827 Tuc.ynak. N¢ PeccTp. NOcBIAUEHHA; UA/B356/01/03
flata BupoBHULTRA: 01.2023 TepmiH fii peecTp. NocBigYeHHA:  HeoBMemeHun

AHaniz BUKOHaHWA no: MKA N3 no PN N UA/6356/01/03, sminn Big 30.11.2020 p.

HalimeHYBaHHA NOKa3HNKIB Bumoru AHA{cneyndrikauii) PesynbTaTv BUNpobGyBaHb

Onuc TaBneTky Kpyrnoi ¢opmMu 3 NNOCKOK NOBEPXHEID 3

pucKolo Ta dackelo, Binoro abo manxke Ginoro

KONbopy. Bignoginac
laenTngikawin
BeTaricTHy aurigpoxnopua Ha xpomatorpami BMNpoBoBYBaHOTO PO3YNHY,
ofiepXaHif B pozaini "KinbkicHe BU3HaueHHA",
4ac YTPUMYBaHHA Mika GeTaricTuHy
aurinpoxnopugy Mae cnignagaTty 3 4acom
YTPUMYBaHHA Nika GeTaricTvHy aurigpoxnopuay Ha
XpomMaTorpami po3unHy nopieHAHHA (b) 3 TouHicTio
+ 2% Bignoginac
CepeaHa maca Bin 0,356 r no 0,394 r (0,3751r £ 5 %) 0,372r
CynposigHi gomilku
Jomilika A He 6inbwe 0,1 % 0,0 % {(<MB)
Jomiwka B He 6inbwe 0,2 % 0,0 % {(<MB)
Aomiwka C He 6inbwe 2,0 % 0,0 % {(<MB)
6yab-AKa HeRigoma AOMillKa He 6inbwe 0,2 % 0,0 % (<MKB)
CYyMa fOMILLOK He 6inbwe 2,0 % 0,0 % (<MKB)
CAHopigHICTE A030BaHWUX Mae BUTpUMYyBaTY BUMOTH
CAMHWLUb Bignoginac
Po3umHeHHA He meHwe 80 % {Q) 3a 30 xB 97 %
MikpoGionoriuHa yncrora
3aranbHe yncne aepoBHux Kputepin npuiHaTHocTi 1000 KYO/r
mikpoopraHismie {TAMC) * E
3aranbHe Yncno APiKAXKOBUX Ta KpuTepin npuiaHaTHocTi 100 KYO/r
nnicHABux rpubie (TYMC) ~ ®
Escherichia coli * BincyTHicTb B 11 ¥
KinbKicHe BU3HaYeHHA
BeTaricTHy aurigpoxnopua Bia 23,0 mr o 25,0 mr y nepepaxyBaHHi Ha
Cepmudbikam nidnucano enekmpotHUM niénucom D 040000105706
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OAPMAK

Ten. (044) 496-87-87, Ten./pake (044) 239-15-38, Tendare {044149689-42, Ten. {044) 485-26-57 {wnopoboea}

cepefHio Macy oaHiel TabneTkn (Ha momeHT

BUNycCKy). Bia 22,8 mr no 25,2 mr y

nepepaxyBaHHi Ha cepefiHIo Macy ofiHiel TabneTku 23,4 mriTab
YnakoBka Mae BignoeigaTn B¥Moram Bignoginac
MapkyBaHHs Mae Bignoeigath B¥Moram Bignoginac
TepMiH npupaTHoCT: 3 pokn o 01.2026

¥moBu 36epiraHHA:  36epiratk B 3axuleHoMY Bifj CBiTA2 MicUi Npy TemnepaTtypi He Brwe 25 °C.
KomenTapi:

*Ha niacTasi nepiognyHore KoHTpon. MNpoTe MU NiATBEPIKYEMO BIANOBIAHICTL AaHOl cepii Bumoram HI
3anBa npo cepTudikadiio:

Lum a1 3aceifguylo, WO BUILEBKa3aHa iHdopMaLia € AocTosipHole | TouHew. Lo cepilo npoaykuii 6yno supobneHo (BKAKDYaKUU
YNaKoBKY/MapPKYBaHHA) Ta MPoBeAeHUA KOHTPOND Ti AKOCTI Ha HMXYEBKasaHii AinbHWUI B NOBHIM BignosigHocTi Ao sumor GMP,
BCTAHOBNEHWX MiCLEBUM PEryMATORPHUM OPraHoM, a TakoX ¥ BiANoBigHOCTI i3 ceundikaliamu, AKi 3HaXOAATLCA ¥ peccTpaliiHoMy
Aocbe/Toprogol Ailexsii. MpoTokonn BMPOGHWUUTBEA, NakyBaHHA Ta aHanisie Bynn NepeBipeHi Ta BCTaHOBREHA BIANOBIAHICTE GMP.

AossoneHo ge peanizauii / Ao BigBaHTaKeHHA

¥noBHoBaxeHa ocoba — MNpoeigHui iHxeHep BCTaBMN KpaBueHko C.M. 17.01.2023

BupoSHuua ginbHULA:

YKPAIHA, 04080 m. Knig-80, Byn. Kupuniecoka, 74; NiveHsia Ha BupoBHuuTBo AE N2 637430 gig 07.04.2015;
Ceptugikat GMP Ne045/2022/GMP gia 25.08.2022; GMP/EAEU/BY/0045-2021 gig 25.02.2021; UP/1-530-10/21-03/13 8ig
28.10.2021

KonTponb AKOCTI Ta Buaava Ao3BOAY Ha peanisadilo:
YKPAIHA, 04080 m. Knig-80, Byn. Kuvpuniecoka, 74; CBigoutso npo atectauio Ne 390 gig 22.01.2019

Cepmudbikam nidnucano enekmpotHUM niénucom D 040000105706 Crop.2 32
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Ten. (044) 496-87-87, Ten./baxc (044) 239-10-38, Ten./gakc (044)49689-42, Ten. (044) 485.26-57 (uinogoboro)

Ceprudikar akocri N2 040000090151

BectiHopm®, Tabnetku no 24 mr, no 10 ra6nerok y 6nicrepi, no 6 6nicrepis y nauyi
TTABTIETKA MICTTb: BETATICTUHY QMMPOXNOPUAY 24 MY NEPEPAXYBAHHI HA 100% CYXY PEYOBWHY

Homep cepir: 40121 Kpaita otpumysau: Ykpaixa

KinokicTb npopyxuii: 15.417 Tuc.ynak. Ne Peectp. noceiguenHn: UA/6356/01/03

fata supobHuytea: 01.2021 Tepmin pii peectp. nocsiguerns:  Heobmexerni

AHanis BUKoHaHWiA Mo MKA 13 no P N2 UA/6356/01/03 Big 31.01.2017 p., amitm sin 29.11.2017 p.

HaiimenyBanHa nokasnukis Bumorn AHJ(cneundikawii) Pesynutati sunpobysann
Onwc Tabnetku kpyrnoi dpopmu 3 nnockoio noBepxHeto 3

puckolo Ta dackalo, binoro abo Maivke Ginoro
Konbopy. Bignosigae
lpenTudikayin
beraricruny aurinpoxnopug Ha xpomatorpami eunpo6osysaroro po3unny,
OAepXaHiit B posaini "KinbkicHe Buznauens”,
H4ac yTpumyBaHHa nika Getarictuny
AVrigpoxnopugy Mae cnisnagarti 3 yacom
YTpumyBaHHA nika 6etaricTuHy aurigpoxnopuay Ha

Xpomatorpami posumHy nopisHanHa (b) 3 TounicTio

2% Binnosinae
CepenHa maca Bin 0,356 r o 0,394 r (0,375r+ 5 %) 0,376 r
CynposigHi gomiwkn
AomillKka A He 6inbwe 0,1 % 0,0 % (<MB)
Aomiwka B He Ginbiue 0,2 % ' 0,0 % (<MB)
Aomiwka C He 6Ginbwe 2,0 % 0,0 % (<MKB)
6ynb-sika Hesinoma gomiwka He Binbwe 0,2 % 0,0 % (<MKB)
CymMa JOMIlLOK He 6inbwe 2,0 % 0,0 % (meHwe 2,0 %)
OnHopipHicTs go3oBaHmx Mae BuTpumyBaTu Bumoru
OOUHULb Bipnoeigae
Po3unHeHHa He meHwe 80 % (Q) 3a 30 x&

Mikpo6ionoriuna uncrora
3aransHe Yucno aepobHux Kpurepiit npuitHatHocTi 1000 KYO/r
mikpoopratismis (TAMC) *

3aranbHe YMCIO APIKIKOBMX Ta Kpurepii npuitnatHocti 100 KYO/r
nnicHasux rpubis (TYMC) *
Escherichia coli * BigcytHictb 8 1 1

Kinbkicve BuzHauenns

beraricTuny purigpoxnopug Bia 23,0 mr no 25,0 mry nepepaxysasHi Ha
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Ten. (044) 406-87-87, Ten./pakc (044) 239-19-38, Ten./bakc (044)40689-42, Ten, (044) 485.26-57 {ulnogobono)

I

CePegHIo macy oaHiel Tabnertin (Ha moment

BUANYCKY). Bin 22,8 Mr go 25,2 mr y

nepepaxysaHHi Ha cepegHio Macy ogHiel TabneTku 24,0 mrfrab
Ynakoska Mae signosipatv sumoram Bignoeipae
Mapkysanun Mae signosinatv sumoram Bignoeipae
TepmiH npupathoct!: 3 poKu Ho 01.2024

Ymoen 36epirauna: 36epiratun 8 3axuwerHomy sig ceitna Micui npu Temnepatypi ke srwe 25 °C.

KomenTapi:

*Ha nigcrasi NepioAnYHoOro KoHTponIo, MNpote mu niaTBepmAKyeMo BignosiaHicTs AaHOT cepii sumoram HJ

 3anBa npo ceprndikayin:

Uum a 3acsigyyio, wo BUlllepKasaHa iHpopmallia e AOCTOBIPHOIO | TouHoI. Ll cepito npogyxkuit byno enpo6bneno (BKnoYaoun
ynaKkoeky/mapkysaHHs) Ta NPOBeAEHMIA KOHTPOND 1i AKoCT Ha HWXKUeBKasaHii fainbHuUl B nosHIj BignosiaHocti oo Bumor GMP,
BCTAHOBNIEHUX MiCL|@RMM PETYNATOPHUM OpraHoMm, a Takox ¥ BignosigHocti ia cneundikauiamm, sxi sHaxogaTben Y peectpayiiiHomy
Aocbe/roprosol niuenail, MpoTokonu BUpoGHMLTEa, NakyBaHHA Ta aHanisis 6ynu nepeaipeH___E;/a BCTaHoBMeHa BignosigHicts GMP,

? N1

MTF 2 \.\'.

ga A
oot 7 ; o
AT 5y

AozsoneHo po peanizauyii / Ao BigBaHTaKeHHA

YnoeHoBaxeHa ocoba — MposizHuii itxeHep BCraBM Kpaeyexko C.M. 29.01.2021

Bupo6uuya pinbHuua:

A
3

b ré"?; _I 9 j-.';('
YKPATHA, 04080 m. Kuis-80, Byn. OpyHze, 74; NiyenHsla Ha 8UpobHUUTBO AF Ne 637430 BIED?.UIHEG‘I 5; Ceprudixar
GMP NeQ75/2019/GMP 8ia 10.10.2019; UP/1-530-10/1 8-03/06 slg 16.01.2020

KoHTtpons akocri Ta Bupaya nossony Ha peanisayiio:
YKPATHA, 04080 m. Kuis-80, syn. Opyuse, 74; Csigoyteo npo arecraiio N° 390 sig 22.01.2019
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AT JKHIBCBKHA BITAMIHHHT 34 sogr
Vepatia, 04073, m. Kuls, ey, Konuniscvxa, 38
Hpuicwansus. men. ghare (044) 461 -03-08
Kosepyiinui sioow. (044) 461-03-3]

Bidow konmpan skocmi: (044} 461-03-34

O-04-351:6 002

Bupobnuua oiaoruys.

Adpeca: Vipaina, 04073, n, Kuis, sy Konunigcoxa, 38,
Anjewsis cepin A8 N 598093 sudana Hepcasnoro caymbon
Ypatuu 3 aigapensux sacoGia eid 04.07, 2014 p.

Coivoumao npo amecmanio AaGopamaopii Ne 216 eudune
Heprcasnons cryaetor Yepaiwe 3 rirkapevkux sacobia

ai0 07072014 p

Cepmupixam sionosionocmi PHO8 Supodnigmea aixapcuorix
3acobie sumosas HELIEHCHOT 6UPOBHUROT npaxmuxu

MO022019:GMP gio 14.01 2019 p.. mepstin Oif 9o

1412202} 22

Ceprudirar cepii Ne 4

| Haswa upoaykuii, 7ikapcoka dropwa Bha—MMMﬂmM§TMMﬂkun03mr

Howmep cepit DD40121

Homep peectpauiiinoro nocsizgenus No UA/7898/01/01 [lic Gescrpokoso

Poamip cepii 44783 yn,

Cuna 2il/ akrusuicrs Menarouiny — Imr

Hara supoBuuures 01,21

Po3Mip ra tun nakosaus o 10 Tabaerok y Saicrepi; no 3 Oaicrepu v nav

Hassa kpainn npussasers

«««««« Yipaina .
BunpoGosysauns npogesene 3a MKS J13 20 PILNe UATS98IOLOL o
B Coeundixanis a0 MK31 i3 o o ;
No Tokazuuku sxocti Honycrumi mewi Meroau kourpomo Pegyavrary |
I | Ouue Tabserkn LAQCKOUHNUAPHYHOT (POPMH 31 CROUICHIMH Kpassmy i 3an.l Buanosizac 1
pHexoio. Ginoro abo malixe Glaore KOALODY, (Bisyansno) |
2 | laenrudiavis Yasrpadionerosnit COTKTD (OTAMHANNA BUIPOTyBaioro POy, 3an 2.A M0V, Burpusye 1
MEAATOHIN OTpUMAHOro B posain «Kinskicne susnavensy, w uieri 8in 233 2.225(C® - meron) !
HM 10 290 1n nosKHeH MaTy MAKCHMYM 30 208K HHH XBiti] (2 2y
HM T MIHIMYM 38 J0BKHIM XBH 1 (24842 1im.
Ha xpomarorpasi Brupodysanoro POSHIHY. 0TPIVMUNOTO B posain 3am 2.8, Burrpiasy
«Cynposiani Jomiuikny, Mae srapastiey OCHOBHA Aoy, 2227 !
ILISMY HA DIBHI OCHOBROT 118MH Ha XPOMUTOFPaEMT PU3SHHY (meroa TILEX) s
HOPIBHAHHY, i
3 | Cepeans wmaca tabrnerkn Bia 190 mr 10 210 mr 3an. 3, *BY, 295 199 i
4 | Brpara s maci 1pH He Ginswe 4,0 ¢ 3an. 4, %0y, 2232 2,8
[ BHCYIIYBAH Hi
¢ 5 | Cynposiani aoMitirkn 3an 540y, 2227
Oyab-sika JoMinrka He Giaswe 0,5 % {deron TIUX) Bianosizar |
6 | Posuunenns He meume 75 % Q13243 xs Jan. 6, by, 293, Bianosizac |
2225(Co . METOR)
7| Oanopiasicrs 0osatx | Marors BUTPUMYBATH BUMOrK *J[QY 3an 7, Burpumye |
! O.HHHLb *AOY, 2940 meron
(TIMOTO BISHAYCHAK
8 | MikpoSioaoriuua Kpurepii npaftusruocri: 3an8 (oY, 514,
YHCTOTAR 3araanne uncno aepoBHMX MiRDOOpraKituin (TAMO) 26.12,26.13
~10°KYOu1r <1
3araiHe Yneno APIKKOBHN T2 1iCeHe R pubis (TYMC)
| - 1PKYOs 1T, <I{
Biaeyruicrs Escherichia coli v | 1 Biicyrui
9 | Kiasxicne Busnasems Ha moment BHTTYCKY Hporsrom repsiny 34019, :
MeIaToHIRY OPHIATHOCT *AdY. 2208, :
(Ci3HisN;0,) Bin2.85 wr 20 3,15 mr, y Bia 2.7 mr 20 3,05 ar, {CD - meron) 286
NepEPaxyBaHHi Ha cepeaio NEPEPAXYBANHT HA CePEIIO Macy
Macy rabaerxu Talaerin
10 | Ynakonka Bianosizno 2o savor MK 13 Ja MKH /13 Bianouiaue
11 | MapkyBauns 3riano sarsepokenomy TCKCTY MApKYBatis
12 | ¥wosw sGepiranns B opuringauniif ynakos UPH TeMNeparypi ie sine 28 °C ;
13 | Tepmin npuaaruocri 58 PO ¢ i, Ho 0 241

ARAI3 BAKORAIN: Kuaapﬂ}oﬁgp
) , S A
Bucnowor: Biznonizac BHMOTA)

PR

% L0, Bapibabuid M.

yMICS I3 20 PIY NYPAT98/01 01
,‘~f “r tz%

=

fineseHs mig '/fmbopm.’tuin ¢
] SOBEACHO KOHTPOAL sKOCTI Ha JSHENCHIR Altshmg
BCIUHOBICUNM MICUCHIM DETYIATOPHUM OPraHOM, 2 TAKOHK ¥ Bianosizuoeri ag
BHPOGHUUTBA, yhakoBky | ananizis Gy neperanuyri i nm‘zmcanczy‘ﬁf
sxocri MKS1 13 20 PIT Ne UA/7898/01/0] 14 JO3BOASCTHER 10 HED
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Ten. (044) 496-87-87, Ten.Spaxc (044) 230-19-28, Ten/daxc (0444868842, Ten, {044) 485-26-57 {ujinonobopa)

Ceptudikar axocri Ne 040000090159

Becrinopm®, Tabnetku no 24 mr, no 10 TabneTok y bnicrepi, no 6 6nicrepis y nauuyi

1TABJTETKA MICTWTB: BETATICTUHY AWTIAPOXNOPULY 24 MT Y MEPEPAXYBAHH! HA 100% CyXY PEYOBUHY

Howmep cepil: 50121 Kpaita otpumysavy; YxpaiHa

k. Kinbkicrs npopykui: 15.460 Tuc.ynak. N2 PeecTp. nocsigueHts: UA/8356/01/03

01.2024 Tepmin alf peecTp. nocsiguetnn;  HeoBMeMeHNT

MKH ]ﬂ3‘ Ao PTI N2 UA/6356/01/03 Big 31.01.2017 p., smitn Big 29.11.2017 p.
Hafimedyeanss nokasnikie " Bumorn AHL(cneyndikaui)

PesynbraTy aunpobyeaus

TabneTxy Kpyrnoi dopmu 3 ANOCKOK NnoBepxHe:o 3

puckoio Ta dackolo, Ginoro abo matke Ginoro

KOAbopY. Bingnoeigae
lnenTndikania
GeTaricTiany purigpoxnopun Ha xpomatorpami sunpo6oeysanoro pO34MHY,
oflepXaHin B posnini "Kinskicue BU3HAYEHHS",
Hac yTpuMyBaHHa nika Gerarictuny
Avriapoxnopuly Mae ciiBnafaTy 3 yacom
YTPUMyBaHHA nika GeTaricruny anrigpoxnopugy Ha
XpoMaTOrpami PO3UMHY NMOPIBHAHHA (b) 3 ToYHiCTIO
) +2% Bignosigae
. W |ICepesn maca : Big 0,356 r 10 0,394 r (0,375 r+ 5 %) 0377 r
. : g CynposigHi fomiuxu :
AoMitlKa A He Ginbiwie 0,1 % 0,0 % (<MB)
nomilka B He Binbie 0,2 % 0,0 % (<MB)
nomiwka C He Binbure 2.0 % 0,0 % (<MKB)
Byab-AKa HesinoMa AomiwKa He Binsiwe 0,2 % 0.0 % (<MKB)
13 cyma SOMILIOK He Binbme 2,0 % 0,0 % (menwe 2,0 %)
CnHopigricts nososannx Mae ButpumysaTi eumorn
CANHWLL Binnoeigae
PozunHeHHs He menie 80 % (Q) 3a 30 xs 105 %

i} Mikpo6ionoriyna uncrora

3aransHe YMCNO aepPoBHMX

mikpoopranizmis (TAMC) 0 {mexiwe 10)
;

3aranbHe YWCRO APIHKEROBYX Ta

nnicHasux rpubis (TYMC) 0 (menue 10)

Escherichia coli ! BincytHictb B 11 BigcyTsi

i l:; "

1 i KinbkicHe BusHavenua

BetarictuHy purigpoxnopup Bin 23,0 mroo 25,0 mry nepepaxysanHi Ha
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Ten, (044) 498-87-B7, Ten./graxc (044) 238-10-38, Tenidakc (044}49589-42, Ten, (044) 485-26-57 (yinogobioeo)

cepegHic macy ofHiel Tabnetku (Ha momenT

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

nepepaxyBadHi Ha cepeaHio macy ogHlel Tabnetku 24,1 mriva6

' .. YnakoBka Maze Bignosigatn Bumoram Binnosigae

; ; MapKysaHHs : Mae signosigatv Bumoram Binnogigae
5 {{ Tepmin npunarHocri: : 3 poxu flo 01.2024

Ymosw 3GepiraHHa:  3gepiram & saxuweromy sig ceitna Micli npy Temmepatypl He Bnwe 25 °C.

Komenrapi:

. 3anra npo ceprudikatiio?

{ Uum n 3acsinuyio, wo suweskasaHa iHdopmallia € focroslpHow | TouHolo. Liio cepiio npoaykuil Gyno supoBnexo (Kkniovaoym
I ynakosKy/MapKyBaHHA) Ta nposefieHi KOHTPOnb i AXOCTI Ha HIKYeBKasaHiv ginbHWUi B nosHii signoslgroct go sumor GMP,
BCTAHOBNEHUX MICLLeBUM PETYAATOPHMM OpraHom, a Takox y sinnoelgHoctl 13 cneyungikatliamy, AKl 3Hax0AATLCA Y, peccTpaLiiiHomy
nocke/Toprosot Nitensil. [TpoTokeny BupobkuyTea, nakyeaHKs Ta aHanisis 6ynn nepesipexi ta BC1aHOBNRHA B

‘ i - Bossoseno fo peaniaauli / 4o sinBaHTaKeHHA
it YrosHosaxeHa ocoba — I‘lpoalnHmm inxeHep BCraBM KpasueHko C.M.

H Bupoﬁmua ,qmbunun

. KoHTponb ARocTi Ta BUAaYa A403BONY Ha peanizayio: 7S
Tl VKPAiHA 04080 m. Kuiia-80, Byn. Opynse, 74; Calnoutso npo atectalilio Ne 4G

Crop.2 32
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