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Ceprtudikar akocri Ne 040000120565

Kopaepisn AM, Ta6netkn no 4 mr/10 mr, no 10 TabneTtok y 6nicrepi, no 3 6nicrepn y nauui
11abneTka MICTUTb NePUHZONPUAY TEPT-ByTUNamiHy 4 Mr, WO eKBiBaNEHTHO 3,338 mr nepungonpuny Ta

amnoauniny 6ecunaty 13,87 wmr, wo eksisanentHo 10Mr amnoannity

Homep cepii. 10225 Kpaixa oTpumyBas: YkpaiHa
KinbKicTb npoayKuil: 3.501 Tuc.ynak. N2 Peectp. nocBifueHHs: UA/20544/01/02
Jlata BUPOGHULTBA: 02.2025 Tepwit gii peectp. nocsiguenns:  31.07.2029

Aranis BUKOHaHWi no: MK 113 go P Ne UA/20544/01/02 sin 31.07.2024 p., 3miHu BiA 02.12.2024 p.

HalimeHyBaHHA NOKa3HUKIB Bumorn AHJi{cneyndikanii) PesynbTaTu BUNpoGyBaHb
Onuc Kpyrni geoonykni TabneTku Big 6inoro o maiixe
6inoro Konbopy Bignoeinae

lgeHTudikauis
Mepuxpgonpun Yac yTpumyBaHHA Miky NepuHAonpuiy Ha
XpomaTtorpami Bunpo6oByBaHOro po3vuHy mae
cniBnagaT¥ 3 4acoM YTPUMyBaHHA NiKy
NepuHAONpPUNY Ha XPoMaTorpami posumnHy
nopieHAHHA (a) Biprniosigae
Amnogunin Yac yTpuMyBaHHA MiKy amioanniHy Ha
XpomaTorpami BUNpo6oByBaHOro po3UnHy Ma€

cniBnafaT! 3 YacoM YTPUMYBaHHA NiKY aMnoAuniHy

Ha XpomaTorpami po3unHy NOpPIBHAHHA (a) Bignosigae
NepuHgonpun TepT-6yTrnami Ha xpomatorpami BUNpo6oByBaHOro PO3UMHY
Ta amnoguniny 6ecunat NOBUHHI BYUABASTUCA NMNaAmMu, AKi 3a KoedilieHToM

YTPUMYBaHHSA, BEJINUMHOK Ta IHTEHCUBHICTIO

3abapB/ieHHs BiANOBiAal0Tb OCHOBHUM NAAMaM Ha

XpomaTorpami po3uuHy nopiBHAHHA(C) Bignosigae
CepepiHa maca TabneTku Ta OHOPIAHICTE MacK TabneTkn

0,1900 r-0,2100r 0,2014 r

3a ogHOPIAHICTIO Mack TabneTKy NOBUHHI

signoeinatu sumoram AOY*, 2.9.5 Bignoeigae

CynpoBigHi AomilKu: epyHAONpPUA TepT-6yTUNaMiH Ta amnogunix

laeHTndikoBaHa fomiwKa Bn e 6inbiwe 0,3 % (Ha MOMEHT BUNYCKY). He
Ginbwe 1,5 % 0,0 % (<MB)
|neHTUdiKoBaHa fomilka En He 6inbwe 0,4 % (Ha MOMEHT BUMYCKY). He
6inbwe 0,4 % 0,0 % (<MKB)
|neHTudikosaHa gomiwka Fn He 6inblue 0,2 % (Ha MOMEHT BUMYCKY). He
Ginowe 1,5 % 0,1%
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IneHTudikosaHa nomiwka Cn
lpeHTudikosaHa gomilwka Dn
laeHTndikoBaHa gomiwka Da
lneHTndikosaHa aomiwka Ea
lneHTndikosaHa gomiwka Fa
laeHTndikoBaHa fomilwKa Aa
KoxHa HeigeHTUdiKoBaHa
AOMiWKa

Cyma HeigeHTUdiKOBaHHMX
AOMILIOK

Cyma ycix goMitok

Po3uyuHeHHA

nepuHgonpun TepT-6yTunamid

amnoguniH

OpHOpiAHICTL 4O30BaHNX OAVHULD

repuHgonpun TepT-6yTrnnamin

amnoauniA

MikpoGionoriuHa uncrora
3aranbHe uncno aepoBHuX
mikpoopraHismis (TAMC)
3aranbHe UMCNo JPKAXKOBUX Ta
nnicHasux rpubis (TYMC)

He Ginbwe 0,1 % (Ha momeHT Bunycky). He
Ginbwe 0,6 %

He 6inbwe 0,1 % (Ha momeHT Bunycky). He
6inbwe 0,6 %

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

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

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

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

He Ginbie 0,1 % (Ha MoMeHT BuUrycky). He
6inbwe 0,2 %

He HopmyeTbca (Ha MomeHT Bunycky). He 6inblie
2,0 %

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

HOPMYETbCA NPOTArOM TePMiHY 36epiraHHs

BignosigHicTb 3a Tpboma pisHamm (S1, S2, S3
) oUiHIOBaHHA 3 ypaxysaHHaM Q = 80 % 3a 30 xs.

BignosigHicTb 3a Tpboma pisHamu (S1, S2, S3

) ouiHoBaHHs 3 ypaxyBaHHam Q = 80 % 3a 30 xs.

| - ans nepwux 10 oguHULb: NpuiManbHe Yncno
He nepesulye 15,0 %.II - nna 30 oguHuub:

npuiimanbHe uncno He nepesuwye 15,0 % Ta

pe3ynbraTt X0AHOT [O308aHOI O4MHULI HE € MEeHLLIUM

32 0,75 M i He € 6inbwum 3a 1,25 M
| - ana nepwux 10 oguHMLb: NpuitManbHe Yncno
He nepesuttye 15,0 %.11 - ana 30 oanHuLp:

npuimanbHe uncno He nepesuiyye 15,0 % ta

pe3ynbTaT *ogHO! 4030BaHOl OgUHNLI He € MeHLUM

32 0,75 M i He € 6inbwnm 3a 1,25 M

Kputepit npuinatiocti 1000 KYO/r

Kpurepiit npuitHatHocti 100 KYO/r

O

0,0 % (<MB)

0,0 % (<MKB)

0,0 % (<MKB)

0,00 % (<MB)

0,00 % (<MKB)

0,00 % (<MKB)

01%

02%

0.2 %

100 %

93 %

Bignosinae

Bianosigae

0 (meHwe 100)

0 (meHwe 100)

Cepmucpikam nidnucaHo enekmpoHHUM nidnucom
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Escherichia coli BigcyTHictb 8 1 1 BigcyTHi

KinbkicHe Bi3Ha4eHHA

NepUHEOTIPUN TepT-6yTrnamiHy 3,80 mr/tabn. - 4,20 mr/tabn. 3,85 mr/tab

amnoguniyy 9,50 mr/rabn. -10,50 mr/tabn. 10,06 mr/Tab
Ynakoska Mae signosigaT BUMOram Bignoginae
MapkyBaHHs Mae Bignosigatv BuMoram Bignoginae
TepmiH npuaaTHOCTI: 2 poKu o 02.2027

YmoBu 36epiranna:  36epirat npu Temnepartypi e suwje 30 °C B opuriHanbHii ynakosui. 36epiratu y HeoCTynHOMy AnA
aitei micui.
Komenrapi:

[o3Bin MO3 Ykpainn Ne24-04/36772/2-24 sip 24.09.2024p.

3aasa npo ceprudikauiio:

Lium s 3acsiguylo, WO BULleBKa3aHa iHbopmaLlia € AOCTOBIpHOK i TouHot. Lo cepito npopykuii 6ysio BUpobneHo (BKNoYaun
YNaKoBKy/MapKyBaHHA) Ta NPOBeAEHUI KOHTPONb ii AKOCTI Ha HVKUYEBKa3aHil AinbHULi B NosHin Bignosigrocti go sumor GMP,
BCTaHOBNEHUX MICLIEBUM PETYNATOPHUM OPraHoM, a TakoX Y BiAnosigHocTi i3 cneuundikaLiamu, sKi 3HAXOAATLCA Y PEECTPaLiNnHOMY
[OCbE/TOproBol nitieHsii. MpoTokonu BUPOGHULITBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOB/NEHa Bignosigxicts GMP.

Vkraing

DozeoneHo ao peanizayii / Ao BinBaHTaXeHHA

01.04.2025

YnosHoBaxeHa ocoba — Mposiguuii ivxerep BCraBll flpemerko B.B.
Bupo6Huua flinbHMUAL
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Niuensist Ha Bupo6HuuTeo AE Ne 637430 sig 07.04.2015
KoHTponb sKOCTi Ta BUufaya AO3BONY Ha peanisauilo:
YKPAIHA, 04080 m. Kuiiz-80, Byn. Kupuniscbka, 74; Ceigourso npo atecratito Ne 390 sin 22.01.2019
Cepmucpixam nidnucaHo efekmpoHHUM nidnucom ID 040000120565 Crop.3 33
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