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Ceptudikar akocti Ne 040000117260

Kopaepin Oyo, Tabnetku no 8 mr/2,5 mr, no 10 Tabnetok y 6nicrepi, no 3 6nicrepu y
nauui
17abneTka MICTUTb 8 Mr NepuHAonpuUy TepT-6yTunamiy, o exksiBaneHTHo 6,676 mr nepurgonpuny Ta

2,5 mr iHganamigy

Homep cepii: 10824 KpaiHa oTpumyBay: YkpalHa
KinbKicTb NpogyKuii: 7.484 Tuc.ynak. N2 PeecTp. NoceigueHHA: UA/20545/01/03
[JlaTa BupoBHUUTBE: 08.2024 TepiH aii peecTp. nocsiguenns:  31.07.2029

AHarii3 BUKOHaHUiA no: MKS po PN Ne UA/20545/01/03 sin 31.07.2024 p.

HalimeHyBaHHA NOKasHUKIB Bumorn AHA(cneuudikawii) PesynbTaTin BUnpobyBatb
Onuc Kpyrai aeoonykni Tabnetku Big 6inoro Ao Maiike
6inoro Konbopy Bignosinae

lgeHTudikauin

MepuHgonpun TepT-6yTUnamid Yac yTpumyBakHHa Niky nepuHaonpuny Ha

XpomaTorpami BunpobosyBaHoro posuunHy mae

criBrnafaTh 3 Yacom YTPUMYBaHHSA Tiky

MepuHAONPUIY Ha Xpomatorpami posunHy

nopiBHAHHA (a) Bignosinae
MepuHACTPUN TepT-ByTunamix Ha xpomatorpami BUnpobosyBaHoro posyunHy

NOBMHHA BUABNATWCA NAIsIMa, AKa 3a KoedillieHTom

YTPUMYBaHHs, BENMUNHOIO Ta IHTEHCUBHICTIO

3abapeneHHs Bignosinae naami neprHaonpuny

TepT-6yTuiamiHy Ha XpomaTorpami posunHy

nopisHAHHA (M) Bignosinae
IHpanamig Yac yTpumyBaHHs# niky iHganamigy Ha

xpomarorpami Burpo6oByBaHOro po3unHy Mae

CriBnagaTvi 3 4acoMm yTpUMyBaHHA Miky iHaanaminy

Ha XpomaTorpami posunHy nopisHAHHA (a) Bignoeigae
IHpanamig Ha xpomarorpami BUrnpobosyBaHoro posHnHy

[OBUHHA BUABNATVCA NNIAMA, fiKa 3a KoedillieHToM

YTPUMYBaHHSA, BEANYNHOIK Ta IHTEHCUBHICTIO

3abapsnexnn signoeigae naami iHaanaminy Ha

XPOMaTorpami po3unHy NOPIBHAHHA (m) Bignosipae

CepepHs Maca TabneTKu Ta OHOPIAHICTb Mack TabneTku

0,1900r - 0,2100r 0,2038 r

3a ofHOPIAHICTIO MacK TabneTku NOBUHHI

ignosigaty sumoram AOY*, 2.9.5 Bipnosigae
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CynposigHi gomiliKu: nepuHAonNpun TepT-6yTMnamit, iHpanamin

IneHTudikoBaHa fomitika Bn

laeHTUdiKoBaHa pomiwka Fn

lnenTudikosara gomilwka En

|nenTudikoaHa gomilika Hn

IneHTudikorarHa gomiwka Cn

lneHTudikosaHa gomiwka Dn

IneHTUdiKoBaHa gomiwKa B1

KoxHa HeigeHTUdikoBaHa

nomiuika

Cyma HeifeHTUdiKoBaHHUX

JOMILIOK

Cyma ycix gomiwiok

He BpaxoByioTb AOMIlLIKA
Po3sunHeHHA

nepuHaonpun TepT-6yTunamis

iHaanamig

e 6inbwe 0,3 % (Ha MOMeHT BUMNYCKy). He
6inble 1,5 %

He Ginblue 0,2 % (Ha MomeHT BUNYCKyY). He
Ginbiwe 1,5 %

we 6inbwe 0,4 % (Ha MomeHT BUMYCKY). He
6inbwe 0,4 %

He 6inbiwe 0,2 % (Ha MOMEHT BUMYCKY). He
Ginblwe 0,25 %

He 6inbwe 0,1 % (Ha MOMEHT BUNYCKY). He
Ginbue 0,6 %

e 6inbwe 0,1 % (Ha MOMeHT BUNYcKy). He
Ginbuwe 0,6 %

He Ginblue 0,3 % (Ha MOMEHT BURYCKy). He
Ginbwe 1,0 %

He 6inbwe 0,1 % (Ha MoMeHT BUNYCKyY). He
Ginblwe 0,5 %

He HopmyeTbea (Ha MomeHT BUNYycKy). He Ginbie
2,0%

He Ginblue 1,5 % (Ha MOMEHT BUMYCKY). He
6inbwe 4,0 %

meHwe 0,05 % (Ha momeHT Bunycky). mexie 0,1 %

BigrnosigHicTb 3a TpbOMa PiBHAMU OLIHIOBAHHA 3
ypaxysarHam Q = 75 %:S1 (6 sunpobysaHux
oanHuLb): He MeHle 80 % ana KoxHO! opnHNLI.S2
(6 BUNPO6YBaHUX OAUHILD): CEPEAHE 3HAUEHHA i3
12 opuhnup (S1+S2) popisHioe abo Ginble 75 %, i
HeMae XofHOT OANHULI 3i CTYMNEHEM PO3UNMHEHHA
meHwe 60 %.S3 (12 BunpobyBaHnx ofuHULb),
cepedHe 3HayeHHs i3 24 ogunnub (S1+S2+83)
nopisHioe abo Ginbiue 75 %, i He Ginbwe 2
OfUHWLb MalOTb CTYNiHL PO3YNHEHHA MeHLe 60 %, i
Hemae XofHOT OfuHULI 3i CTyneHem pPo3UnHEHHA
meHuie 50 %

BignosigHicTb 3a TPbOMa PIBHAMUN OLiHIOBaHHA 3
ypaxysaHHam Q = 75 %:S1 (6 sunpobyearix
oauHuuLb): He MeHLie 80 % ans KOXHOT oanHULi.S2

(6 BUNPOBYBaHUX OAMHULL): CEPEAHE 3HAUEHHA i3

WAL

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,1 %

0,0 % (<MKB)

0,0 % (<MKB)

0.1 %

Bianosigae

95 %

Cepmugixam nidnucaHo enekmpoHHUM nidNUCoM
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OpaHopiAHICTb AO30BaHUX OAUHULD

nepurgonpun TepT-6yTnnamin

12 ogurnupb (S1+S2) popisHioe abo Ginblue 75 %, i

HeMae MORHOT oAnHULI 3i CTyneHem po3UnMHEHHA

meHe 60 %.S3 (12 sunpo6yBaHuX ofuHNLD),

cepenHe 3HaueHHs i3 24 opuHnyp (S1+82+83)

fopiBHIOE abo Ginbwe 75 %, i He binblue 2

OAMHULIL MaKOTb CTYMiHb po3unHeHHs MeHwe B0 %, i

HeMaE XOLHOT ofuHuL 3i CTyneHem PO3UnHeHHsA

meHwe 50 % 86 %

| - pna nepwmx 10 ognHULb: NpUAMasbHe Y1Cio

e nepesuye 15,0 %.1I - gna 30 oguHnub!

npuitmanbHe uucio He nepesuwye 15,0 % i

pesynbTaT }KoAHOI A030BaHOI 0AUHULI He MeHwe

0,75 M i He Binblwe 1,25 M Bignosigae

OpHopigHiCTb BMiCTY AiOMOT PEYOBUHI B OAVHNLI O30BaHOFO nikapcbkoro 3acoby

iHganamig

Mikpob6ionoriuta uucrora
3aranbHe Yucno aepodbHUX
mikpoopratiamis (TAMC)
3aranbHe YUCHo OPiXKAXKOBUX Ta

nnickssux rpubis (TYMC)

[ - ansa nepwux 10 0AUHULL: BMICT Y KOXHI
[030BaHIl oauHNLI 3HAXOAUTLCS B MexXax sig 85 %
go 115 % sip cepegHboro swmicty.ll - ana 30
OAVHNLb: AKLLO BMICT He 6inblu AK B OAHIN

OLMHULL BUXOAUTL 3a Mexki Big 85 % fo 115 % i B
OLHI OAVHNLE HE BUXOAUTL 33 Mexi Big 75 % no

125 % Bip cepeiHbOro BMICTY Bignosinae

KpuTepiit npuiinatHocti 1000 KYO/r

0 (meHwe 10)
Kputepiit npuitnatocti 100 KYO/r

0 (meHwe 10)

Escherichia coli Bigcythicto B 1T BigcyTHi
KinbKicHe BU3HaYeHHA
nepuHgonpuny TepT-6yTunamiHy 7,60 mrirabn. - 8,40 mr/rabn. 7,80 mrftab
iHganamigy 2,38 mriTabn. - 2,62 mritabn. 2,40 mr/tab
YnakoBKka Mae signosigaTy sBuMoram Bignoeigae
MapKyBatHs Mae BignosigaT sBumoram Binnosigae
Tepmin npuaaTHocTi: 2 poKM Jo 08.2026

YmoBu 36epiranna:  36epiratu npu Temnepatypi He Bulje 30 °C B opuriHanbHi ynakosui. 36epiraru y HefoCTynHomy ana

aivelr micyi.

KomeHrapi:

Dozsin MO3 Ykpaitn Ne24-04/36772/2-24 sin 24.09.2024p

3asaBa npo ceprudikauiio:

Lium 5 3acsiguylo, WO BULEBKasaHa iHpopMaLia € JOCTOBIPHOK i TOYHOI. Lo cepito npogyKuii 6yno BupobneHo (Bxmovatoyu
yNakoBKy/MapKyBaHHs) Ta NpoBeAeHui KOHTPOb i AKOCT Ha HUKUEBKa3aHill AinbHULi B MOBRIN BignosigHocti go eumor GMP,

Cepmucbikam nidnucarqo enexmpoHHUM nidnucom ID 040000117260 24

Crop. 3



{é’}?@%%g;é:\} lll“l“"””l“ llllll I| |ll
,‘ ot ODAPMAK :
)

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

BCTAHOBMEHWX MICLEBUM PEryNATOPHUM OPraHoM, a TakoX y BIANOBIGHOCTI i3 cneundikauiamm, AKi 3HaX0AATLCA Y PeECTpaLitHoMy
[OCbe/ToproBoi niteHsii. MpoToKony BUPOBHWLTEA, NaKyBaHHs Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHA BIANOBIAHICTL GMP.

JossoneHo fo peanisauii / no BigBaHTaXKeHHA

27.09.2024

YnosHoBaxeHa ocoba — MposigHni inxexep BCTaBl fipemeHko B.B.
Bupo6Huua ginbHULA:
YKPAIHA, 04080 m. Kuis-80, syn. KupuniscbKa, 74; Jlilensia Ha eupobHuuTee AE Ne 637430 Big 07.04.2015
KonTponb saiKocti Ta Bujjava go3s0y Ha peanisadlito:
Cepmudbikam nidnucaHo eneKmpoHHUM nidnucom ID 040000117260 Crop.4 34



