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Ten. (044) 496-87-B7, Ten./daxc (044) 239-19-38, Ten./dakc (044)49689-42, Ten, (044) 485-26-57 (uinogoboso)

Ceprtudikar akocti Ne 040000119308

KOPCAP® H 1YO, TabneTkun, BKpUTi nniskosoto o6onoHkoto, no 80 mr/12,5 mr

1rabneTka BKpPWUTa NNiBKOBOK 0B60MNOHKoI MicTUTb 80 Mr BancapTaHy; 12,5 mr rigpoxnopTiasuiy

Homep cepii: 11224 Kpaika oTpumyBau: YkpaiHa
KinbkicTe npogyKuii: 4,093 Tuc.ynak. N2 Peectp. nocBifyeHHs: UA/18175/01/01
Jlata BupobHULTBa: 12.2024 Tepmin gji peectp. nocsiguenna:  08.07.2025

AHani3 BUKOHaHWiA No: MK$ 113 go PIN NeUA/18175/01/01 sig 08.07.2020 p., 3miHu sig 13.08.2024 p.

HalimeHyBaHHA NoKasHUKiB Bumoru AHLA{cneundikauii) PesynbTatu Bunpo6ysaHb

Onuc . Aeoonykni Tabnetku Kpyrnot opmu, Big 6inoro
A0 Malixe 6ifloro Konbopy, BKpUTi MiBKOBOIO
060M0HKOW0 : Bignosifae
lneHTndikauin

BancaptaH Ha xpomartorpami BUnNpo6osysaHoro posyuHy,

OTPVMaHIN NPY KiNbKICHOMY BU3HaUeHHI

BasicapTaHy, yac yTpuMyBaHHA rika BancapTaHy

Mae BianosifaTy yacy yTpumyBaHHa nika

BajicapTaHy Ha XpomaTorpami PO3UMHY NOPIBHAHHA

(a). Bignoeigae
rigpoxnopoTiasnug Ha xpomatorpami BUrpobosysaHoro posuunHy,

OTPUMaHIl NPU KINbKICHOMY BU3HAUEHHI

rigpoxnopoTiasuay, Yac yTpUMyBaHHA Mika

rigpoxnopoTiasugy Mae BianosigaTh vacy

YyTPUMyBaHHA Nika rifpoxnopoTiasuay Ha

XpoMmaTorpami pozuuHy nopiBHAHHA (a). Bianosinae
BancapraH Ta rigpoxnopoTtiasug Ha xpomatorpami BUNpo6oByBaHOro posynHy mMaloTb

BUABNATUCA MAAMU, AKi 38 IHTEHCUBHICTIO

3abapBneHHs, BENUYUHOIO | KoedilieHTOM

yTpumysarHa (Rf) BipnosigaoTs OCHOBHUM NiiAMam

Ha XpOMaTorpami po3unHy NMopPiBHAHHA (k) Bianosifae

CepepnHn maca TabseTKu Ta OAHOPIAHICTL Macu TabneTkn
0,1482 r po 0,1638 r 0,1559r

3a ofiHOPIgHICTIO Mack TabneTKu NOBUHHI

BigrnosipaTty sumoram [OY*, 2.9.5 Bignosigae
CynpoBigHi fOMiWIKN
|lneHTudiKoBaHa gomiwka Cs He 6inbiie 0,2 % 0,0 % {<MKB)
lneHTudikoBaHa gomiwka Ar He 6Ginbwe 0,5 % 0,0 % (<MKB)
IzeHTUdIKoBaHa Aomilika Br He 6inbwe 0,5 % 0,0 % (<MKB)
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Ten. (044) 496-87-87, Ten./dakc {044) 239-19-38, Ten./bake (044)49689-42, Ten. (044) 485-26-57 (yinopo6oso)

laeHTudiKoBaHa AoMilLKa cr He 6inbwe 0,5 % 0,0 % (<MKB)
KoHa HeigeHTUdikoBaHa He 6inbwe 0,5 %
[OMilLKa 0,0 % (<MKB)
Cyma BCiX GOMILIOK He 6inbwe 1,3 % 0,0 % (<MKB)
Po3unHeHHs
BaficapTaH BianoBiAHiCcTb 3a TPbOMa PiBHAMUW OLIHIOBaHHA 3
ypaxysaHHsam Q = 80 %:S1 (6 sunpobosyBaHux
OfMHULB): He MeHwe 85 % AN KoXHO! OAuHNLIS2
(6 BUNpO6OBYBaHWX OAMHULID). CEPEAHE 3HAYEHHA
i3 12 opguHnub (S1+S2) craHosuTb He MeHlwe 80 %
; HEMAE KOAHOT oAUHMLI 3] CTYNEHEM PO3YNHEHHA
meHwe 65 %S3 (12 Burpo6oByBaHNX OANHULB):
cepefiHe 3HaverHa i3 24 oguHuyb (S1+52+S3) He
meHwe 80 % ; He 6inblue 2 oAUHULB MAOTb CTYRiHb
po3unHeHHs MeHwwe 65 % ; Hemae KoAHOT oanHMLI
3i cTyneHem posdnHeHHA meHwwe 55 % 98 %
rigpoxnopotiasug BignosigHicTb 3a TPbOMa piBHAMMK OLUIHIOBAHHA 3
ypaxysatHam Q = 80 %:51 (6 sunpobosysaHunx
OAVHULUB): He meHue 85 Y% anA koxHol oanHUYiIS2
(6 BUNpPO6OBYBaHUX OAMHIALD). CepefHE 3HaUYeHHs
i3 12 oguHuub (S1+S2) craHoBUTL He meHwe 80 %
: HEMaE XOZHOI oauHML 3i CTyneHemM po3unHeHHA
meHLwe 65 %S3 (12 BunpoboByBaHNX OAUHNLDL):
cepefiHe 3HaueHHs i3 24 oguHuub (S1+52+83) He
meHwe 80 % ; He Binblwe 2 OANHULD MaloTb CTYTiHb

po3uMHeHHs MeHue 65 % ; Hemae XOAHOI OANHMLI

3i cTyneHem po3stMHeHHs meHuwe 55 % 99 %
OaHopigHicTb fo30BaHUX OQUKNLD
BancapraH | - pna nepwinx 10 oauHULL: NpridManbHe Yncno
He nepesuwye 15,0 % ; Il - ans 30 ognHWUb!

npuiiMansHe uncno He nepesuulye 15,0 % Ta

pesynbTaT XKO4HOI [J030BaHOI OIMHULI HE € MEHILIUM

0,75 M i He € 6inbwum 1,25 M Binnosigae
rigpoxnopoTiasug | - ana nepwux 10 ofUHKLB: NpUAManbHe YCRo
He nepesuiye 15,0 % ; I - ana 30 oguHuLp:

npuiiManbHe umncio He nepesuulye 16,0 % Ta
pe3ynbTaTt Ko[HO! noéoaaHoT OAUHUL He € MeHLIUM
0,75 M i He € 6inbwum 1,25 M Bignosigae

Mikpo6ionoriyHa 4icrora
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3arasibHe Yucno aepobHux

mikpoopranizmis (TAMC)

Ten, (D44) 496-87-87, Ten./baxc (044) 239-19-38, Ten./bakc (044)49689-42, Ten, (044) 485-26-57 (uinoaaGuso)

Kputepin npuiHaTHocti 100

0 KYOIr
0 (MeHwe 100)

3aranbHe YMCHOo OPiKAXKOBUX Ta Kpwtepin npuithatHocti 100 KYO/r
nniceHesux rpu6is (TYMC) 0 (MeHuwe 10)
Escherichia coli He ponyckaeTbes HamBHicTb B8 11 BiacyTHi
KinbKicHe Bu3Ha“eHHs .
BancapTaH 76,0 mr/rabn. - 84,0 mr/taén. 77,4 mritab
rigpoxnoportiasng 11,88 mr/raén. - 13,13 mr/Tabn. 12,43 mritaé
YrnakosKa Mae Bignosigatn sumoram Bignogigae
MapKyBaHHs Mae Bignosigatn sBumoram Bignosigae"
Tepmin npugaTHoCTI: 2 poKu Ho 122026 - : '
Ymosn 26epiraHus:  36epiratu npwu Temneparypi He BuLLE 30 °C B opuriHanbKiil . . ynakosui.

36epiraTy y HefJoCTYrHOMY LANs

niTen micu.

KomeHTapi:

llo3sin MO3 24-04/44315/2-24 sip 26.11.2024.

3aaea npo ceprudikauiio:

LUum s 3acBiguyto, Wo BUWeBKasaHa iHpopmMallia € gocTtosipHolo | TouHolo. Liio cepito npoayKuii 6yno Bupobrero (sKniovaoun
ynakoBKy/MapKyBaHHA) Ta NPOBEAEHUI KOHTPOND il AKOCTI Ha HUPKUEBKa3aHill AiNbHULI B MOBHIK signosigHocri go sumor GMP,
BCTAHOBAEHUX MiCLLEBUM PEryNATOPHUM OpraHoM, a TakoX y BifnoBigHOCTI i3 creuudikauiamm, Aki 3HaXOAATLCA Y peecTpaLiiHoMy
AOCbe/Toprosol NiljeHsii. [POTOKOAK BUPOOHWLTRA, NaKyBaHH:A Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBEHa BIANOBIAHICTL GMP.

LoszsoneHo ao peanisauii / o BigBaHTaXKeHHA
YnoeHoBaxeHa ocoba — MposigHuit inxeHep BCTaBll Apeme

BHOBa®eHa \'% \\
7] ocoba g

i ;w KO

idanlificanch pods

00481198

HKo B.B. 26.12.2024

BupoGHuua AinbHMLA:

YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; JNliueHsia Ha BupobHuyteo AE Ne 637430 sig 07.04.2015

KonTponb sikocTi Ta Bugada A03BONY Ha peanisauito:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceinoutso npo arectaliio N2 390 Bipg 22.01.2019

Cepmugpikam nidnUcano enekmpoHHUM nidnucom

ID 040000119308 Crop.3 33



