HEPKABHA CJIVKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJHO 3A HAPKOTHUKAMH y m. KUCRI

tpos. Hanil Csitauynoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon CAPIIOY 37079055

BUCHOBOK
Bpo SIRICTH BBE3E€HOro B Ykpainy snirapenkoro 3acofy

05.08.2024 Ne 39832/24/26

IOCTEPH3AH ®OPTE
(Hafivenypam nixapenkoro 3acoby R1A10 3 peceTpanilinng HOCBIA4erngM)
CYnosuTopii no § cynosuropiis Y crpuni; o 2 crpunu » Kapronmiii nayni
(hopma smiycsy, sesyeaingy, BHA NaKyRamNy AKapCLKOrG sacofy)

Homep peectpauilinoro nocsinuenns UA/4864/02/02 crpox xit peecTpaitiliioro noceinuenun HEOBMEKEH U I}
Cepia nikapeskoro sacoby Ne 24000726 Kiabkicts saesenoro nikaperkoro aacoby 10500

BrpoBix Hp. Kage dapvanesriyua Dabpuka I'm6X, HiMequuua
{uaiiveny BanHs BupoSitaKa AlKapeLkoro 3acoby, Kpaita nnxomsng)

‘ — Torapuerso 1 o6mexenorn BinoBigaaLicTo "Memuuna KOMHais
Beeseno » Vipaiuy " .
Meaikyc", inent. xon: 21584181 .
{(naieny panns 14 vox wa EIPTIOY jopamuunoi ocoby a6o BpiaBuIE, M9, 10 GurhkoR] hisnunoT
0CO8M - atpuesi, T aricie NPOAEBUHIR T3 peecrpauifinuii HOMEP 00AIROBOT KapTi KA
noaarkis abo cepis ra HOMCD BACTIOPTA)

poteroa sisyausoroe konrposo pix 05.08.2024 » 2651/3.
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Hasea nikapcekoro 3acoby:
Nlikapceka dopma:

Po3mip Ta Tun nakyRaHHs

NOCTEPU3AH ®OPTE

Cynoanropiv

DR.KADE
PHARMA g

no 5 cynosutopiis y CTpuni; no 2 crpunu s KapPTOHHIRA

ravt g
KpaiHa-Bupobhuk: Himeuyuna
Kpaina-imnoprep: YKpaiua
Homep cepii: 24000726
V. Buanaveuns BMicTY
1000 x 10° Bakrepii feyn. 1009 x 10¢
1. Bwmict Gakrepiit BakTepii/cyn.
[75 - 125 %] 101 %
2, Bwmicr ri,quKomesoHy 5,00 mr/cyn. 5,00 mr/ cyn.
(BEPX) [95 - 105 %) 100 %
3. Buicr teHony 6,6 mr spimxeHoro eHony/cyn. 6.5 mr/ cy.
{BEPX) [90 - 110 %] 98 %
- AONYCTUME 3HAYSHHS
4. OaHopigHICTb f030BAHYX OAWHYLL He Ginbwe 15,0 0.9
V. Yucrora
V.l_Xpomartorpadiuua MUCTOTA
1. 176-(2-nfrf,qpoxci—1-oxco)-e'rnn- . o o
11[3,1TG-AiFiADOKCiaHApOCT-4-EH-3-OH He Binblue 0,5 % 0.2%
2. 17B-xapbokgci-1 1B8,17a- . o
.qiri,qpoxciqupGCT-4-eH-3-oH He Ginbiue 0,5 % <01%
3. 11B-ri,qpoxciau,qpocr—zi-em:’»,17-,qi0H He BinbLue 0,5 % <0,1%
4, 17—(1~rinpoxci—2—os<co)—emnM.qu—1 1B- . o
MAPOKGIaAHAPOGT-4-8H-30H He Ginbute 0,5 % 0.1%
5. Hesigomi BOMILUKM, OKpeMi He Binblwe 0,2 % <10%
6. Jomiuiku, Bcsoro He Ginbiue 1,5 % 0,3%
VIl Mikpo6ionoriywa yucrota
1. MikpoGionoriuna wictora (npwbnuamHo 3acTocysanHs Ha LUKipi Bignosinae

KoxHa 10 cepin, NpUHaiimMHi, pas B pik)

(Papm. Espon.)

Hanwvir apasok BiANoBigae BuMoram arigHo MKSH,
SxicTe npoaykTa Bignosigae BumMoram MKS.
Uum 3aceiguyemo, BROCTOBIPHICTL | TOYHICTE BvlleBkasaHol iHbopmauii. Jawna cepin Apenaparty

[, BUZAHOMY 8 KpaiHi iMhopTepa.
Mpotokonu BupobHULTRA, NaKkyBanHa (3 BignosigHoi0 IHCTpYKLUieto)/ MapryBaHHs Ta ROMTPONID
SIKOCTi nepernsHyTo Ta BCTaHOBNEHa ix BignoBignicTs GMP.

BRCRAPEey

Lepruchikara:

PHARMA gﬁ EAR N EY S
DR, MARE ¥e -
Pharmazaatiscls Quaiified Person / YnosHosamena dto am
Fabrlk SenbH ﬂ
Rlalstralfle 2, 12277 Borlin g

Ap. KALIE dapMayestuyHg thabpuxa mEX, Piriurpacce, 2, 12277 Bepniy, Himewuusa




Haasa nikapenkoro 3acoby:
Nikapckka popma:

Po3mip Ta vun nakymsanns
Kpaina-Bupo6rux:
Kpai'ua-imnop'rep:

Homep cepii:

Kinbkictbk npoaykuii r cepit:

Hata eupo6Huurea:

Mpugariuii go:

Cuna giitAkTuBnicTs:

DR.KADE :
PHARMA | »

Ceprudikar aHanisy

NOCTEPU3AH ®OPTE
Cyno3uTopii

no 5 cynosuropiie Y ¢Tpuni; no 2 cTpunu s Ka8PTOHHii
navui

HiMeyyuna
Ykpaina

24000726
10500 ynakosok

bepesen, 2024

Motz 2026

387,10 mr CTaHAapTU30BaHOT CycneHai KyIbTYpu
CakTepiii (MicTuTs 1,0 x 10°E, coli, yBurux |
SaKkoHCepBoBaHWX 8 6,6 Mr 3pimKeHoro therony), 5,00
MI MAPOKOPTU3OHY & 1 cynosuropii

PeecTpayiiine nocemigueHusn:
Tepmin pir peecTpauiéinoro

Ne. UA/4864/02/02 &ig 09.12.2021

nocBigyeHHn: Bescrpokoso

Hassa ra agpeca BMPoBHMUKX ﬂ?- Kage ®apmaueatuyna Dabpuka M'v6X,
i iMeyvuHa,

BiNbHULYDL:

Piriurrpacee 2, 12277, Bepnin, HiMeyuuna
DE_BE_01_MIA__2023_0027

DE_BE_01_GMP_2023 0037

s cepist 6yna BunpoBysana signosigHo A0 AH[l, satsepaxenor MO3 Ykpainin (Ne 1155 Bif,
31.10.2016 3i 3miHamMu)

TECT Cneundikauis Peaynurati

I Opravonentuyui BIlacTHROCT]

1. 3oBHiLWHi BUrNsSQ

Homep niyenaii:

CepTudikaru BianoBigHoCcTI GMP:

OpHopigHi Cynosuropii, sig

Girtoro fo 6exenoro Konbopy BliAnosinae
2. 3anax Xapakrepuuit zanax theHony BifinoBinae
ll. Disnko-ximivwi XApPaKTepPMCTHNKM
1. CepeaHs Bara 20r+5% 20r
2. OaropigHicTs Macu He Ginbiie g:i ;5 0%’;6 z;ggg‘s;ﬂ:;mx
3. Yac posnapnanHs He Birble 30 xs. </30 Xg e
4. Bmict sogy 16-20% 8
5. Teepnictb He MeHiue 1500 r '

I, Axicuuit Tecr

1. lagHTHdbikayis CTaHpapTM3oBaHO! MinTeepaxenHn Tunosoi hopmu
CyCneHail kynbTypu Bakrepiit E. coli E. coli (Nanuuka) o <

2. lneHTudpikayis FiAPOKOpTUaOHY ORHAKOBE 3HaYeHHS tr- Tecty | S D
(BEPX) cTaHaapTy ToN mcam_gmma{

3. IaeHTUdikaLin therony OAHAKOBE 3HaYeHHs tr- TECTY i
(BEPX) CraHpapry

THE gt

ok 21584181

TOW e camuil yac

Ap. KALIE ®apmalestuuna tabpuka M6X, Piriurrpacee, 2, 12277 bepnix, Himeuunua CTpanMua | us 2




