JEPIKABHA CJIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMAP Y KUIBCHKIU OBJIACTI
npo. Caitnimsol Hazii, 3, m.Kuls, 02099, ten/daxe: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

| BUCHOBOK
PO AKICTH BBE3€HOr0o B Yxpainy dikapcsKoro 3aco6y

02.10.2023 Ne 47868/23/10

e ETONO3UI-TEBA R
(HaiiMenypanns iixapobkoro 3acoby 3rifHG-3 peecTpaifinam HOCBLIIEHHSIM )
ROHUCRTPAT X5 POSHuHY st inpysiii, 20 mr/ma, no 10 mury ¢irakoni; no 1 guaxony B
KapToudiii kopoGui
{(POPMa BHILVCKY, N03VBAHES, BEA NaKYBaHA NiKapChKOTO 3aC00y)

Howstep peeotpanitinore mocsigrensn UA/7277/01/01 crpox it peecrpauiinoro moceinvenys 01,01.2099
Cepia aikapcsroro zacoby Ne 23D19KH Kisskicts Bezenoro iikapeskoro sacoby 1086

Bupotuik _Papmaxemi B.B., Hinepnanagyn

(raliMenyBanist BEpOOHNKE FiKAPCHKOTO 3ac00y, KpaiHa MOXOHKCHES)

Breseno B Ypainy ToBapucTBO 3 6OMEKEHOID BinosinanasHicTo "Tena Yipataa', izenr.
JXon: 34770471 |
(HaliMenysaums Ta Ko 3a CJIPTIOY 1oprAIHOL 0cobn abo npizsHine, iM's, 10 GaTLKOB] pisrrynol
OCOBU - Mimnpurens, 11 Micie IPOMUBANNA Ta PeeCTpAlifEUT HoMep 0641K0OROT KapTRY MnaTHuKa
nogaTkis abo cepis Ta HOMep nacmopTa)

Tipororos Bizyansioro wonrpeimo six 29.09.2023 N 3061/1.

38 pEIyNLTATAME  AEPKABHOTO KOHTPONKY. BCTAHORNEHD, IO AIKapCeKui  3acil  BBesewo B Yiparmy' 3
AOTPHMAHHSAM BUMOT 33KOHONABCTEA OO 3a6e3MeeHls AKOCTH MIKAPCHKIX 3aC001B.
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YrakoBaHui npoayKr:

HasBsa fipoaykry:

Homep Cepil ynakoBaHOro NP AYKIY:

‘Kop tosapy:

Hata supobHuiiTea:

Tepnin npugaraocTi:

KpaiHa, BignosigansHa 3a sunyck:
Ha3sBa akTUBHOT peuoBmMHN:
Kinbkicrs:

KpaiHa:

Peectpayiine nocsigueriia No:
padiuni matepianu:

Ceprudikar Bunycky cepii

ETONMO3UA-TEBA; KOHUEHTPAT 17 POSUMAY U1 iHdy3ii, 20 mMi/mn,
Nel {1 pnakon no 10mn)

23D19KH

55776280

19 usitTHa 2023

KBiteus 2026

Higepnanau

ETOMO3MO

1086

YKpaida

UA/7277/01/01

Bepcia: D Jlot: P311657 Homep: 93102233 — DSSP ETOP 200=10 1 VL UA
Bepcia: E flot: P206407 Homep: 93134232 — BYSL ETOPOSIDE UA "
Bepcia: D /lo1: P311687 Homep: 93148233 — ET ETOPOSIDE 200=10ML UA-

B MPOAYKTH, BKasaHi B LIbOMY HOKYMENT, bynu supobneni, ynakosani, RPOKOHTPONBOBAHI | BUNYieH Dapmaxemi
b.B;; Ceencaer 5, 2031 GA Xapnem, Hinepnanau.
Homep Bupobruuoi flitexsii 4094F, Ceprudikat GMP: NL/H 18/2003994 ta NL/H 21/2031762A.

AiicHum 1 sarseppyis, U0, HasefeHa BUllie -'it»atb'dp:é.&a'“uiﬂ € CpaBXHboi0 | TouHGk. Lla cepin npoaykry Bviaa

BUIOTOBAGHA, BRAIOYAIOYY 'naHyBaHHF‘f MBPKYBAHHA | KOHT

POSIL- AKOCTI Ha BULLE BKazakiit ainaHwi {OinanKax) B niosHil

BIAMOBIAHOCTI A0 BUMOT GMP, BeTatioBAeHMMH micLesum PEryNATOPHUM OpraHom, I8 BIANOBIAHOCT] A0 cneyndikauii
Toprosol niuensii kpaiHu-im noprepa. MpoTokonn BUPOOHIALTBE], nakyBaHHs | aHanizis cepii BYN0. po3rnsHyTO | BU3HAKO

| B‘i;z;n'eai,a,ﬁicmﬂ,‘a GMP,

Nianucano: J. Rijks M.S¢,

DapmanesTt, YIoBHOBaKEHA 0CO5A /4 o
Dapmaxemi b.8., 18 aunun, 2023 e

PerCTPAniig T4 KOITaR T
wwwitevapharmachemie com

nani Biipodauka Dapsaxeni b5 Hiepianig.




CEPTU®IKAT AHA/IIZIB

MNpopykr: ETONO3NA-TEBA, KOHUEHTPAT A/ POSUMHY Ans iHdY3ii, 20mr/mn, Ne1 {1 pnaken no 10 mn)
1D cepii A5127155

Homep cepii: 23D19KH

Jata supobruiTes: 19 ksiTHA 2023

Kpaina: YKpaida

| 30BHILLIHIN BATA0 Bianosigae [Mposopuid, 3nerka a.’.szaxu'ﬁ“p-:ooaqmgﬁ SKOBTYBaTOrG
KOAbOPY, NPAKTIHIHO B3 BUOUMUX YaCTOR

CTYTHHb 3ABAPBIEHHA Bignosinae <Y,

MEXAHIYHI BK/THOYEHHS

Hacrok/dnakon 2 10 mrm 56 yacrok/ ¢nakon | He Biasiue 6000 yacrok/dbnakou
_Hactok/dnakoH = 25 Mkm | 3yvacTkn / dnakon He 6inbine 600 yactor/dnakon
| HAEHTHUOIKALLIA |
a.Hacyrpumysanna BEPX HosuTusHa Bianosinae crannapty nopisHsnHs

- b.TUX | No3utusHa Bignosinae cravpapty nopisHsiinia N

| pH 3,6 | 3,0-4,0

OB’EM, WO BUTATAETHCA 10,2 mn > 10,0 mn

| CYMPOBIAHI AOMILUKN

Slirdan P 0,1% <0,3%

byab:axa iHWa iAEHTUPGIKOBAHA He sussieno <1%
| Byab-axa HeigeuTudikosana nominika | 02% <0,5 %
1 Lyma 0.3% | $2.%

| KINbKICHWA BMICTETONO3MAY 1 930% 1 95,0 % - 105,0 % i sansnenol kinoroct
| KITbKICHUA BMIHCT ETUAIOBOIO CANPTY | 97.0% | 90,0 % - 110,0 % sin 3as81€HOT KiNBKOCT
CTEPUNBLHICTE | CTepunbHuis | CrepunbHuit

BAKTEPIA/IbHI EHAOTOKCUHM < 0,60 EO/mr < 2,0 EO/mr

Vol i
% ianTHD FYOATY 4

Biniyiiero: 18 nunws, 2023 _
Vu“‘l . % 9 g{}&:}‘i? g

e riia TN . ..‘? o g .Hs
J. Ritks M.S¢. o te 900
DapmauesT Biaainy KOHTPOAI SKOCTI T
YnoeHosaxeHa ocoba




