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Ceptudikar akocti N2 040000117316

Kopaepis Tpio, Tabnetku no 4 mr/1,25 mr/5 mr, no 10 Tabnetok y Gnicrepi, no 3
6nicrepu y nauui
1rabnetka MiCTUTL NepuHgoNpPUNY TepT-GyTunamity 4 mr, wo eksisaneHTHo 3,338 Mr nepuHaonpuny,

iHganamigy 1,25 Mr ta amnopuniky Gecunaty 6,935 mr, Wo exBisaneHTHo 5 Mr amnoguniy

Homep cepii: 10824 KpaiHa oTpnmysay: Ykpaida
KinbkicTb npogykuii: 7.606 Tuc.ynak. Ne Peecrp. nocsigueHHs: UA/20547/01/01
Dara BupoGHuyTRa: 08.2024 Tepmin Ail peectp. nocsiguenHs:  31.07.2029

AHaTi3 BUKOHaHWiA ro: MKA N3 go PN Ne UA/20547/01/01 Big 31.07.2024 p.

HatimeHyBaHHA NoKasHUKiB Bumoru AH[(cneuyndikanir) Peszynbratu BUnpobysaHb
Onnc Kpyrni geoonykni Tabnetku Big 6inoro go manxe
6inoro Konbopy Bignioeinae

IpeHTndikauin

MepuHponpun Yac yTpumyBaHHA Miky nepuHAoNpuny Ha

XpomaTorpami Burnpo6oByBaHOro po3yuHy Mae

cnisBnagati 3 YacoMm yTPUMYBAHHA MiKy

NnepUHAONPUNY Ha XpomaTorpami po3duHy

nopiBHAHHA (a) Bignosigae
IHpanamig Yac yTpumyBaHHA niky iHaanamigy Ha

XpomaTorpami Burnpo6oByBaHOro Po3UKHY Mae

cniBNafati 3 Yacom yTpuMyBaHHA Miky iHganamigy

Ha Xpomarorpami po3uuHy NnopiBHAHHA (a) Bignosinae
Amnopunix Hac yTpumyBaHHA NiKy aMnofunity Ha

Xpomartorpami BUNpoboByBaHOro Po3uHY Mae

criBragaTi 3 4Yacom yTpUMyBaHHA MiKy aMnoguniny

Ha XpoMaTorpami po3UUHY MOPIBHAHHA (a) Bignogigae
MepuHgonpun TepT-6yTUNamMiH, Ha xpomatorpami sunpoboByBaHOro posunHy
iHganamig Ta amnogurin NPOABNAKTLCA NAAMK, AKI 3a IHTEHCUBHICTIO
6ecunaty 3ab6apBIIeHHA, BENUUYUHOI0 | KoedillieHToM

yrpumysaHHa (Rf) BignosigatoTb OCHOBHUM fnAMam

Ha Xpomarorpami posuuHy nopisHAHHA (f) Bignosinae
CepeaHa maca Tabnerku Ta ofHOpPifHicTb Macn Tabnerku

0,0950r-0,1050 r 0,1004 r

3a ogHopigHICTIO MacK TabneTKyn NOBUHHI

gignosigatv sumoram 4OY*, 2.9.5 Bignosigae
CynpoBigHi gomilKK: nepuHAoNprA TepT-6yTuiaMiH, iHaanamia, aMnoauniH

laeHTUdikoBaHa gomilika B He 6inbise 0,3 % (Ha momeHT BuUnycKy). He
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laeHTUdikoBaHa gomiwka En

IneHTUdikoBaHa gomiwka Fn

lnenTudikosaHa aomiwka Cn

laeHTUdiKosaHa fomiwka Dn

laeHTudikoBaHa pomiwka Da

lneHTudikosaHa gomiwka Ea

laeHTUdikoBaHa gomiwka Fa

loeHTudikoBaHa fgomiluka Aa

lneHTUdIkoBaHa gomilika B1

KoxHa HeigeHThndiKkoBaHa

LOMilLKa

Cyma HeigeHThIKOBaHHUX

[OMILOK

Cyma ycix poMmiioK

Po3unHeHHs

nepuHgonpun TepT-0yTunamiH

iHAanamig,

Ten. (044) 496-87-87, Ten./pac (044) 239-19-38, Ten./pakc (044)49689-42, Ten, (044) 485-26-57 (uinepoboso

Ginbiwe 1,5 %

He Binbwe 0,4 % (Ha MOMeHT BUNYCKY). He
Ginbwe 0,4 %

He 6inbwe 0,2 % (Ha MomeHT BUnycKky). He
Ginowe 1,5 %

He 6inbiue 0,1 % (Ha MOMEHT BUMYCKY). He
6inble 0,6 %

He Ginbiwe 0,1 % (Ha MOMeHT BUNYycKy). He
6inble 0,6 %

He 6inbiwe 0,3 % (Ha momeHT BUnycky). He
6inbwe 0,5 %

He 6inbuwe 0,15% (Ha momeHT sunycky). He
6inblwe 0,5%

He 6inbiwe 0,15% (Ha momeHT BUnycKy). He
Ginblwe 0,5%

He 6inbwe 0,15% (Ha momeHT Bunycky). He
6inbwe 0,5%

He Ginbwe 0,3 % (Ha MOMEHT BUNYCKY). He
6inbwe 1,0 %

He 6inbiwe 0,2 % (Ha MOMeHT BUnycKy). He
6inbwe 0,5 %

He HopmyeTbes (Ha momeHT Bunycky). He 6inble
2,0 %

He Ginbwe 2,5 % (Ha momeHT BuUmnycky). He

HOPMYETHCA NPOTATOM TepMiHy 36epiraHHa

BignosigHicTb 3a TpbOMa PIBHAMU OL[iHIOBaHHSA 3
ypaxygaHHam Q = 75 %:S1 (6 sunpobysaHux
oAnHULb): He meHwe 80 % ana KoxHol oguHuui.S2
(6 BUNPOGYBaHVX OAMHULb): CEPefHE 3HaUEeHHS i3
12 opuHuup (S1+82) gopisHioe a6o Ginbwe 75 %, i
HEeMaE XOLHO! oauHKLI 31 cTyNeHem po3uuHeHHA
meHie 60 %.S3 (12 sunpobyBaHux OfQuHULb),
cepeaHe 3HaueHHA i3 24 oguHnupb (S1+82+83)
JopisHioe abo Ginble 75 %, i He Binble 2
OAWUHULL MaI0Tb CTYNMiHb po3unHenHs meHwe 60 %, i
Hemae XofHoT oguHuLi 3i cTyneHeM po3yuHeHHA
meHwe 50 %

BianoBigHicTb 3a TpbOMa PiBHAMYU OLIHIOBAHHSA 3

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MKB)

0,00 % (<MB)

0,00 %

0,00 % (<MB)

0,2 %

0,0 % (<MB)

0,0 % (<MKB)

0.2%

96 %

)
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ypaxysahHsam Q = 75 %:81 (6 sunpobysaHux

oavHuLb): He mere 80 Y% ans KoxHol ofuHNLI.S2

(6 BUNpPO6YBaHMX OAVHULL): CEPEAHE 3HAYeHHS i3

12 opunuub (S1+S82) gopisHioe abo Ginbwe 75 %, i

Hema&€ XOAHOI OfUHNLI 3i CTyreHem po34UHEHHA

meHwe 60 %.S3 (12 sunpobysaHux oanHMLbL),

cepenHe 3HadeHHs i3 24 oguHuub (S1+S2+S3)

[opiBHioe abo 6Ginbuwe 75 %, i He Ginblue 2

OAUHULB M3KTb CTYMiHb Po34YnHeHHA MeHwe 60 %, i

HEeMaE€ XoAHO! ofUHUL 3i CTyneHem po3UMHeHHs

meHwe 50 % 98 %
amnoauniH BigrnosigHicTb 3a TpbOMa PIBHAMY OLiHIOBaHHA 3

ypaxysaHHam Q = 75 %:S1 (6 sunpobysaHux

oanHULB): He meHLwwe 80 % ana koxHol ognHULi.S2

(6 BUNpPOOYBaHUX OAMHIULB): CepefHE 3HaUeHHs i3

12 oaunHuue (S1+S2) gopiskioe abo Ginble 75 %, i

HEMaE XOAHOT OAUHULY 3i CTYNeHEM PO3UUHEHHS

meHwe 60 %.S3 (12 sunpobyBaHux 0QuUHULb),

cepeaHe 3HadeHHn i3 24 opuHuub (S1+S2+S3)

JopisHioe abo Ginblwe 75 %, i He Binblue 2

OaMHULb MaKTb CTYNiHb po3UnHeHHA MeHwe 60 %, i

HeMaE€ XXo4HOT oanHULI 3i cryneHeM PO3UUHEHHA

meHLwwe 50 % 90 %

OpHopigHIcTL J030BaHUX OAVHULD

nepuHgonpun TepT-6yTniamiH | - ans nepwnx 10 oguUHULb NpuitManbHe YNCo He

nepesuwye 15,0 %.1l - gns 30 ognHuyb:

npuiimanbHe yuciio He nepesunwye 15,0 % i

pe3ynbTaT KOAHOT A4030BaHOI OAUHMLI He MeHte

0,75 M i He 6inbwe 1,25 M Bignosigae
amioguni | - ans nepwux 10 oguHWLb NpUAManbHe YMCAO He

nepesuye 15,0 %.Il - gns 30 ogununub:

npuimMansHe yucno He nepesuulye 15,0 % i

pesynbTaT KOA4HOI ,E\OBOBaYHO'I' OAMHULI He MeHLe

0,75 M i He binbwe 1,25 M Bignoeigae

OpHOpIQHICTD BMICTY AilOMO0T peYoBMHM B OAUHULI A030BaHOTO NiKapcbKoro 3acoby

iHganamig | - ana nepwinx 10 ofWHWLbL: BMICT ¥ KOXHIN

[030BaHIll OOMHULI 3HaXO[MTLCA B Mexax Big 85 %

no 115 % sin cepearboro smicty.ll - ansa 30

OANHWLIBL: BMICT He Binblu AK B O4HIN oguHULi
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BUXOANTDL 3a mexi Bif 85 % o 115 % i B KopHin

oAUHUL He BuUxoaMTb 3a Mexi Big 75 % o 125 %

Bil cepefHbOro BMIicTy Bignosigae
Mikpo6ionoriuna uncrora
3aranbHe Yncso aepobHUX KpuTepin npuinstHocti 1000 KYO/r
mikpooprawizmis (TAMC) 0 (MeHuwe 100)
3aranbHe YACNO APPKAPKOBUX Ta Kputepin npuiinatHocti 100 KYO/r
rinicHAsux rpubis (TYMC) 0 (MeHwe 100)
Escherichia coli BigcytHicTb B 1 1 Bincyni
KinbKicHe Bn3HaueHHA
nepuHaonNpua TepT-GyTunaminy 3,80 mr/tabn. - 4,20 mr/ta6bn. 4,00 mrftab
iHOanamigy 1,19 mr/frabn. - 1,31 mr/rabn. 1,22 mr/Tab
amnoauniHy 4,75 mr/rabn. - 5,25 mr/taén. 5,07 mr/tab
YnakoBKa Mae BignosigaTtu BuMmoram Binnosigae
MapkysaHHs Mae Bignosigaty BuMoram Binnosigae
Tepmin npugatHocrTi: 2 poku o 08.2026

YmoBu 36epiraHHa:  36epirati npu Temnepatypi He sutle 30 °C B opuriHanbHiil ynakosui. 36epiraty y HefocTyrnHoMy Ans
aireit mici.

KomeHnTapi:

Hossin MO3 Ykpainu Ne24-04/36772/2-24 ig 24.09.2024p

3ansa npo cepTudikauito:

LUum s 3aceiguyio, Wo BuWeBKaszaHa iHbopMaLia € JocToipHoo i TouHot. Lo cepito npogykuil 6yno BupobneHo (BKAtouaoun
yNaKoBKy/MapKyBaHHs) Ta NPOBEAEHUN KOHTPONb ii AKOCTI Ha HWXYEBKa3aHill AiNbHWLI B NMOBHIK BignosiaHocTi o sumor GMP,
BCTAHOBNEHUX MICLEBUM PerynATOPHUM OPraHoM, a TakoX Y BignosiaHocTi i3 cneyndikaliamu, ski 3HaXoAATbCA y peecTpaliiHomy
[OChE/TOProBoi nilensii. NMpoToKoNy BUPOBHULTBA, NakyBaHHs Ta aHanizis 6ynu rnepesipeHi Ta BCTaHOBNEHA sianosigHicTL GMP.

HossoneHo go peanisauil / oo BigBaHTaKeHHA

YnoeHoBaxeHa ocoba — lNposigHui iHxeHep BCraBMN fipemeHko B.B. : 26.09.2024

Bupo6Huya ginbHuuAa:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniecoka, 74; JlineHsis Ha BupobHuuTeo AE N2 637430 sig 07.04.2015

KoHTponb AKocTi Ta BUgava fO3BORY Ha peanisadito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigourso npo atecrauito Ne 390 sig 22.01.2019
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