OAPMAK

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

Ceptudikar akocri N2 040000104950

AmizoH®, TabneTkn, BKkpuTi obononkoro, no 0,125 r, no 20 TabneTokK y 6nicrepi, no 1
6nictepy B naudi
1TABAETKA MICTUTb AMI3OHY (EHICAMIYM MOAUAY) 125 Mr (0,125 T

Howmep cepii: 81122 KpaiHa oTpymyBau: YKpaiHa
KinekicTh npoaykui; 31.427 Tuc.ynak. N¢ PeecTp. NOCBIAYUEHHA; UA/B493/01/02
fata supoBHuUTBa: 11.2022 TepmiH Aii peecTp. NOCBiAYEHHA:  HeoBMexeH i

AHaniz BUKOHaHWA no: MKA N3 no PN NOUA/G493/01/02, 3minn Big 16.12.2021 p.

HailimeHYBaHHA NOKa3HNKIB Bumoru AHA{cneyndikauii) PesynbTaTv BUNpobGyBaHb

Oonuc TabneTkv Kpyrnoi ¢opmu, ABOCNYKAI, *KOBTOTO
a60 HOBTO-3€MEHCTO KONbORY, BKPUTI
ofionoHkol.Ha nosepxHi TabneTok-agep
JOMYCKAETbCA HAABHICTD HE3HAYHWUX BKpanneHb Bignoeinac
laeHTngikawin
ami3oH Y¥noTpagioneToBWA CNEKTR NOrMUHaHHA
BUNPOOGORYBAHOTrO PO34MHY, NPUroTeBaHOTO Y
po3aini "KinbKicHe BWM3HaueHHA", B 06nacTi B
250 um no 320 HM NOBUHEH MaTy MaKCMYM
NOrAWHaHHA 2a AOBKUHK XBUAi {267+2) HM 267 Hm
Ha xpomatorpami sunpofosysaHoro posuuHy (b),
ofiepXaHif npu eunpoGyeaHHi "CynpoBiaHi
AOMILIKK", MaE BUABNATUCA OCHOBHA NNAMAa Ha
PiBHI OCHOBHOI NNAMKW Ha XpoMaTorpami po3unHy
NopiBHAHHA (2), BianoBiAHa TA 3a po3Mipom Ta
3a0apBneHHAM Bianoginac
Hoamam XapaKTrepHa peakuin (a) Bianoeinac
CepepnHA maca
Bin 0,147 rpo 0,163 r 0154r
0155125 % Bignoeinac
CAHopigHICTE A030BaHWUX Mae BUTpUMYyBaTV BUMOTH
CAMHVLUb Bignoginac
CynpoBiaHi AoMilUKM He 6inbwe 1,0 % Bignoeinac
Po3unHeHHA KinbKicTb amizoHy, WO nepeiina B Po34uH Yepes

30 xe, maec 6yt He meHLe 75 % (Q) Big

3a3HayeHoro B po3gini "Cknan” 96 %
MikpoGionoriuHa yncrora
3aranbHe yncne aepobHux Kputepin npuiHaTHocTi 1000 KYO/r
Cepmudbikam nidnucano enekmpotHuM niénucom D 040000104950

Crop.1 32



OAPMAK

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

mikpoopraHismie {TAMC) * *

3aranbHe Yncno APiKAKOBUX i Kputepin npuiaHatHocTi 100 KYO/Ir

nnicHABux rpubie (TYMC) ~ *
Escherichia coli * BincyTHicTb B 117 ¥

KinbKicHe BU3Ha4YeHHA

ami3oH Bin 0,119 r ao 0,131 r 8 ofgHiin Tabnetui 0,127 ritab
YnakoBka Mae Bignosigath B¥Moram Bignoeinac
MapkyBaHH# Mae Bignoeigatn B¥Moram Bignoginac
TepMiH npupgaTHoCT: 4 pokn o 11.2026
¥moBu 36epiraHHA:  36epiratk B 3axuleHoOMY Bifj €BiTN2 MicUi Npy TemnepaTypi He Brwe 25 °C.
KomenTapi:

*Ha niacTasi nepiognyHore KoHTponw. MNpoTte MU NiATBEPIKYEMC BIANOBIAHICTL AaHOl cepii Bumoram HA

3anBa npo cepTudikadiio:

Lum a1 3aceifguylo, WO BUILEBKa3aHa iHdopMaLia € AocTosipHole | TouHew. Lo cepilo npoaykuii 6yno supobneHo (BKAKDYaKUU
YNaKoBKY/MaPKYBaHHA) Ta MPOoBEAeHUA KOHTPOND Ti AKOCTI Ha HMXYEBKasaHii AinbHWUI B NOBHIM BignosigHocTi Ao sumor GMP,
BCTAHOBNEHWX MiCLEBUM PErymATORPHUM OPraHoM, a TakoX ¥ BiANoBIAHOCTI i3 ceundikaliamu, AKi 3HaXOAATLCA ¥ peccTpalifiHoMy
Aocbe/fToprogol Ailexsii. MpoTokonn BMPOGHWUUTBEA, NakyBaHHA Ta aHanizie Bynn nepeBipeHi Ta BCTaHOBREHA BIANOBIAHICTE GMP.

AossoneHo ge peanizadii / Ao BigBaHTaKeHHA

¥noeHoBaxeHa ocoba — MNpoeigHui iHxeHep BCTaBN KpagueHko C.M. 29.11.2022

BupoSHuua ginbHULA:

YKPAIHA, 04080 m. Knig-80, Byn. Kupuniecoka, 74; NineHia Ha BupoBHuuTBo AE N? 637430 Big 07.04.2015;
UP/1-530-10/18-03/06 Bip, 16.01.2020

KonTponb AKOCTI Ta Buaava go3BOAY Ha peanisadilo:
YKPAIHA, 04080 m. Knig-80, Byn. Kvpuniecoka, 74; CBigoutso npo atectauio Ne 390 gig 22.01.2019

Cepmudbikam nidnucano enekmpotHuM niénucom D 040000104950 Crop.2 32



OAPMAK

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

Ceprndikar axocri N2 040000104956

Amizon®, Tabnetkn, BkpuTti o6ononkoio, no 0,125 r, no 20 rabnerok y 6nicrepi, no 1
6nicrepy B nauyi
1TABINETKA MICTUTb AMIZOHY (EHICAMIYM MOOWAY) 125 Mr {0,125 T)

Homep cepii: 71122 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 31.749 Twuc.ynak. Ne PeecTp. NocBigueHnA: UA/6493/01/02
Hata supoGunyTea: 11.2022 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P NeUA/6493/01/02, 3minm Big 16.12.2021 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onnc TabneTku kpyrnoi popmn, ABOONYKAI, KOBTOrO
abo XKOBTO-3EMEHOIO KONbOPY, BKPUTI

oGononkolo.Ha nosepxHi Tabnetok-agep

JONYCKAEThCA HAABHICTh HE3HAYHWUX BKpanneHb Bignoeigae
laeHTHdiKaLin

amizoH ¥neTpadioneToBUN CnekTp NOrAMHAHHA

BUNPoGOBYBAHOMO PO3UNHY, NPUIOTOBAHOMO Y

po3gini "KinbkicHe BUzHaueHHA", B obBnacti Big

250 Hm go 320 M NOBMHEH MaTH MaKCMMYM

NOrAUHAHHA 33 BOBXKMHW XBUNI (267+2) Hm 267 HMm

Ha xpomatorpami BUNpoBoByBaHoro posuuny (b),

ofiepxaHiin npn eunpobyeaHni "CynpoeigHi

JAOMILLKKM", MaE BUABMATUCA OCHOBHA MNAMa Ha

PiBHI CCHOBHOI NAAMUHA-XP aTorpaMi pPO3UMHY

NopiBHAHHA BiiloBifHA Ti-3a,pO3MIpom Ta

3abapeneHH LUH\I\E?” [ 1&'\ Bignosigae
noguaw XapakTepHi 1 alil‘uE é lD Mn ’rr\ Bignoeigae

CepegHa maca :

Big 0,147 r ) ) 0,154 r
0,155+ 5% Npai Bignosigae

OpHopigHicTh AO30BaHNX Mae BuTpUMyBaTH BII"I;-C.).El.d. -

OaUHULb Bignoeigae
CynpogeigHi gomilkK He 6inbwe 1,0 % Bignoeigae
Po3uuHeHHA KinbKicTb ami3oHy, WO Nepeidlna B po3unH Yepes

30 xB, Mae 6yTH He MeHwWwe 75 % (Q) Bip,
3a3HaveHoro B po3gini "Cknap” 96 %

Mikpo6ionoriuna uncroTa

3aranbHe yucno aepoBHUX Kputepiil npuitHaTHocTi 1000 KYO/T
Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000104856

Crop.1 32



OAPMAK

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

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO ApiXKaKOBUX | Kputepiil npuidHaTHOCTI 100 KYO/T

nnicHAsux rpubie {TYMC) * *
Escherichia coli * BigcytHicte B 1T %

KinpKicHe BU3HaYeHHA

amizoH Big 0,119 r go 0,131 r B ogHil TabneTui 0,127 r/1ab
Ynakoeka Mae signoeigaTtn Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 4 pokun Do 11.2026

¥mosu sbepiranna. 36epirat B 3aXMWeHOMY Big cBiTAa micli Npyu TeMnepaTypi He Buwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTpono. lMpote MU NigTEEpmMKYEMO BigNoBigHICTL AaHol cepii Bumoram H

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignoeigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamn, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — NposigHuiA iHxeHep BCraBll Kpaeuenko C.M. 30.11.2022

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

UP/1-530-10/18-03/06 Big 16.01.2020

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74;

2, b U SN\
TOKYMEHTIB N\
j V2

Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000104856 Crop.2 32
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