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DIBERES

PHARMACEUTICALS LID.

5005 Benrpus, Conrrox
yi1. Hagemannop Hoxked, 1. 39
Ter: 56/886-200 daxc: 56/426-139

1/4

CEPTU®UKAT KAYUECTBA

Haumenosanse npenapara:

AKTHBHaS (papMarieBTHuecKas
cybcranims:

Perucrpannonnoe caunerenscreo Ne:

Hara upoussoacTsa:
Cpox rojiocTH:

Ne AHANHTHYECKOI'0 HCCIICMOBAHMS:

Homep cepun:

Komuaecrso ynaxosox 8 ommoit CepHH;

Haznavenue:
No cepmnkn EudraGMP:

HDMBIJ JIHLOEH3MH Ha I[IPOHU3BOJCTBO:

KAILIM BEPEII® 3KCTPA - Karums opansusie - 30 mi, 5o
dutaxkone ¢ npobxoi-xauensunneit; o 1 thirakony B

KapPTOHHOI Kopobke.,

MakKpo- H MHKPO3JIEMEHTEI

UA/16660/01/01
02.2020.
01.2023.

200211TUAAA
7420

UA
OGYEI/47604-7/2017
OGYEI/22828-2/2016

20021 1UAAA/3526023

Ukraine

Upedenvroie snauenus Menads:
Xapaxmepucmura Pesypasmann fnox KOHMpona
Brewnuit pun CreTno-3enéupiif umy xentosaro-
o s . | MK,
BEACHBIM NPO3pavHEIi pacTeop Hes Cootsercrayer 4 ——
0caIKa
.6 MKK,
Kucnothoers 1,8-2,2 2,1 ¥ Eep.@apm.
2.2.3
[IseT nomxen GuITs Mex Ay nzeTOM .2 MKK,
LlseT DTAOHHBIX PACTBOPOR CooTBeTcriyeT * Enp.Dapm,
FSZ1,-HSZ15 umu HSZ2,-HSZ2, 2.2.2 mertoy
BY3YanbHO
Hanonnsemerit 06zem 29,1-30,9 28,7 ML 174 M,
Esp.Dapm.
n.5 MKIC
ITnoTHOCTE 1,016-1,020 1,019 /M1 [Esp.®apm.
2.2.5
Hosa 1 o1HOpoAHOCTS O3k Jlosxen coorreteTBOBATH .7 MKK
Kamneab OpanbHEIX: 5 Kanens rcneitanuio Eap.Gapm U2k T/nosa Eep.@apm.
672
Ho3a 1 oaHOpOAHOCTE o3k [[0JDKCH COOTBETCTBOBATE 0.53 . — 1.7 MKK
Kanenak opansuex: 10 xanene ucnelTanuio Enp.Gapm " #0348 Ep.Dapm.
0672
Ho3a u opropogrocTs K03kt Tomixen COOTBETCTBORATE 107 .7 MKK
o J r/noza I
Kaneip opansreix; 20 kanens ienkrranuio Esp.Gapy Esp.®apm.
0672
Hnentrpukanus VUIHEL BONH TIPH KOMHYECTBEHHOM n.3 MKEK,
- B, Co, Cu, Fe, Mg, Mn, Mo, V, bnpenenesun metogom ADC-UCIT CooTsercrryer # BHYTP. MeTos,
Zn, Se, Cr COOTBETCTBYIOT ADC-HUCTT |

Qe 1/ 80000 o5 @#.0&%&@;@
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CEPTHU®UKAT KAYECTBA

Hanmenopanue npenapara:

AXTUBHAI QapMaleBTHUECKas
cydcTaHius:

Perucrparnmonnoe cauperenscrro Ne:

Harta npoussoacTea:
Cpox rogrocty:

Ne GHAHTHYCCKOTO HCCIICHORALINA:

Homep cepuu:

Konuyecrso ymaxosox 3 ofmoit cepuu:

Haznayenue:
No cerirku EudraGMP:

HDMEp JIMIEH3MH Ha IIPOH3BOJICTRO:

KAILIM BEPENI® 3KCTPA - Kanmu opatsusie - 30 MJ1, BO
(naxoHe ¢ IpoOKOH-KarenpauIelt; no 1 (iraxony B

KapTOHHOH Kopobke.

MAaKDPO- ¥ MU KpO3JIEMEHTEI

UA/16660/01/01
02.2020.
01.2023.

200211UAAA
7420
UA

200211TUAAA/3526023

Ukraine
OGYEI/47604-7/2017
OGYEI/22828-2/2016

Mnenrnduxanus [lonokuTensHEL OTKIRK Ha .3 MKK,
- diropun PACKTPOAHBIH NOTCENHAN ¢ BHYTD. MeTOz,
bTop/hTOpHA HOH-ceneKTHBHBM Cootsercrayer * [IOTEHLHOME-
BIEKTPOJIOM CPHHECKH
.9 MKK,
gg”“mme““‘m ORERASIErAE~ 0,0944-0,115 0,102 MI/MI  JsHyTp.MeTOn,
p ADC- HCHT
.9 MKK
K : - = :
Kgg:::imeﬂﬂoe SHRslEacHEe 0,0223-0,0273 0,0246 M/ M BHYTP.METO,
ADC- UCTT
1.9 MKK,
11\(/[(:;1; ISCIRERHOS Anpenenenye . 0,229-0,280 0,259 MI/MIT BHYTp.MeTO),
ADC- UCTI
Konuuecrsennoe onpenenenne — AL,
Wiidso 1,8§1-2,21 1,97 MI/MIT  [BHYTp.MeTON,
ADC- UCIT
.9 MKK,
;‘;ﬂi}i;cm CHHOE OlpeleNeHue — 0,364-0,445 0,402 MI/MI BITyTp MeTog,
ADC- HCTT
9 MKK
K 1ue — i ’
MZ”::EZ;MHHOE offenscae 0,275-0,336 0,292 MI/MI [BHYTp.MeETON,
P ADC- HICTT
Konruectsennoe onpegenenne — e N,
Monu6en 0,171-0,209 0,185 MI/MIT [BHYTp.MeTOL,
ADC- UCIT
.9 MK,
52;:::(3&33}1803 PHPERCeEHe = 0,0107-0,0131 0,0119 MmN BHYTp.MeTon,
ASC- HCTT
1.9 MKI,
gzg:;;;meﬂﬂoe ORPEmesme 0,110-0,134 0,120 MO/MIT [BHYTp.MeTOS,
ADC- UCIT
Konnuectpennoe OIpeaeneHye — 169
2,00-2.45 2,29 MI/MIL  [BHYTp.MeTOZ,
Hunx ki
__ABC-HCIT




BIBERES

PHARMACEUTICALS LT,

5005 Benrpug, COEBHOK
yi. Hagpmangop Mosxed, 1. 39
rel: 56/886-200 daxc: 56/426-139
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CEPTUDOUKAT KAYUECTBA

Hawmenoranne npenapara:

thiraxone ¢ mpobkoi-Kanensuumet; 1o 1 (raxony B
KapTOHHOH Kopobke.

AxTHBHas (papMalleBTHYeCKas
cyGcraHims:

Perucrpanuonnoe ceunetenscrso No:
Hara npoussoncTra:

Cpox rogaocTu:

Ne ananuTHueckoro meceoBaLHS:
Homep cepru:

KonuuecTso ynakorok B ouoi CepHH:
Hasuauenwue:

Ne cermmxu EudraGMP:

Howmep munenanu na nponssozicrso:

MaKpO- U MHKPO3EMEHTEI

UA/16660/01/01
02.2020.
01.2023.

200211UAAA/3526023

20021 1UAAA
7420
UA

Ukraine
OGYELl/47604-7/2017
OGYEL/22828-2/2016

KAIL/IM BEPEIU® 3KCTPA - Kammy opansase - 30 MII, BO

Konuuecrsennoe onpenenenye — ———
XO H;I e 0,0160-0,0196 0,0179 MI/MIT  BHYTp.MeTog,
Rak ADC- UCTT
1.9 MKK,
Konuuecteernoe onpeaenenne — 0,0814-0,0094 0,0890 M/ [PRYTR-MeToz,
P1op OTEHI[HOME-
TpUYCCH
.10 MKK,
Muxpobuonoruyeckas uncrora - TR
Obmee gucio aspobHeIx, He 6enee 107 Coorsercteyer | KOE/mn |0; ~ aPM-
: 0.6.12,2.6.13,
MuKpoopranusmos (TAMC) 514
.10 MKK,
MuxpoGuonoruueckas gpcrora - B B
Obuee uncno gpoxoxessix 1 He 6onee 10! Coorsercryer | KOE/mn |- P 22PM-
o 2.6.12,2.6.13,
nnecHeBbix rpubos (TYMC) s 1.4
.10 MKK,
MuxpoGuonoruueckas yuetora — 0 51 c " i Esp.Dapm.
Escherichia coli Rerleryeti], SUIREiEInyeE M 2.6.12,2.6.13,
5.1.4




= 5005 Benrpus, Conbnox
g_g BE;RES yi. Hagemrarnop Hosxed, . 39 %14
PIARNMACRUTICMS UD | o 56/886-200 baxc: 56/426-139

CEPTUOHUKAT KAUECTBA

Hawnmenosanre npenapara: KAIUIA BEPEIN® 9KCTPA - Kanmi opanssse - 30 ML, BO
dnakoe ¢ MpobKoi-kanensHuIeH; 10 1 durakony 5
KapTOHHOH Kopobke.

AKXTHBHas (apManeBTHYeCKas

cyGcranuys: MaKPO- H MUKPO3JIEMEHTEI
Perucrpanronsoe ceunerensctzo No:© UA/I 6660/01/01

Mara npoussopcrea: 02.2020.

Cpox romuocTy: 01.2023.

Ne amanuTHYECKOTO HCCTIEnOBARMS: 200211TUAAA/3526023
Homep cepun: 200211UAAA
KonuvecTtro ynaxosox B ommoit cepum: 7420

Hazrauenne: UA Ukraine
Ne cesumin EudraGMP; OGYEI/47604-7/2017

Homep nmuriensuu na nponzsojerro: OGYEI/22828-2/2016

[onTsepxnaem, uro Lpellapar COOTBETCTBYET NIPEANHCAHMAM BEIICYKA3aHEOr0
DETHCTPAlOHHOr0 CBUJIETENLCTRA,
Hara perucrpammm: 26.04.2018.
Cpox OKOHYaHHUS CBUIETENECTRA: 26.04.2023.

Haumenosanue, MecTonaxoxnenne 1o TIPOM3BOACTBY ¥ KOHTPOIIO KaYecTna:
3AO «bepem ®apmay
5005 r. Consnox, y. Hanpuraupop Howed, 1. 39., Benrpus
HOpummueckuit ampec: 1037 r. Bynanemr, yin. Muxosuumu, g1, 2-4. Benurpus
Tocymaperso-npoussomTens: Benrpus

3asBrenuUe 0 cepTHhHUKATHM: «Hacroamns 1 TOATBEPXKAALO, YTO YKa3aHHAS BEINIC HEDOpMAaIms
ABILICTCA NpaBUNBHOY U TouHOH. JlanHas cepus JIEKapCTBEHHOTO CpencTBa OBlNa NporsBeieHa,
BIILIOYAA yIAKOBKY/MapKUPOBKY M KOHTPOIE KAYECTBA Ha YK43aHHOM BBIINE NPOH3BOACTBEHHOM
YHACTKE B IIOMHOM COOTBETCTBHM ¢ TpeboBanusamu HITII MecTHOro Perynsropsoro Oprana
COTNACHO yTBEPXACHHOA Crienndukanmy K Perucrpaunonnomy CRHIETENBCTRY
UMIopTHpylomei crpansl. [Tpoussoucrso CCPHH, YIIAKOBX& H aHAIUTHYECKHE 3aMHCH O5LTH
HPOCMOTPEHEI, HA OCHOBAHHMH Yerc OLUT caenaH BEIBOJI O COOTBETCTBUH TpeboBanmam HITIx»

Consrox, 05.03.2020.

o [} .
L/ u{/‘-‘,/ ,.-\./.z/\.g/\;’ofﬂ

Tubop I-p Kenpepemu
OrserctBennoe mumo (QP)




JIEPXKJTIKCITY )KBA YKPATHU
JEPKABHA CJOYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA ¥ KHIBCHKIU OBJIACTI

npocnekT Banepia JloGanoscskoro, 51, . Kui, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kop €APIIOY 37078774

BUCHOBOK
npo sIKiCTHL BBE3eHOro B Y KpaiHy JikapebKoro 3acody

19.08.2020 Ne 40272/20/10

KPATLJII BEPEHI® EKCTPA

(uafiMenyBaHus TiKapchKOro 3acofy 3rizHo 3 peccTpanifiHuM NOCBIIICHHSM)
Kpamti opanasyi, posunH, mo 30 mia y ¢gurakosi 3 NpodKkoi0-KpaneJsHNIeIo, Mo 1 guakony y
KAPTOHHIH KopoOIi

((popma BUIyCKY, ZI03yBAHHS, B NAKYBAHHA NiKapPCEKOTo 3ac00y)

Homep peectpauiittoro nocsinuenns UA/16660/01/01 crpox aii peecrpaniiiroro nocsimuenna 26.04.2023

Cepia mikapcekoro sacoby Ne 200211UAAA KinbkicTh BBe3eHOrO Jikapeskoro sacoby 5420
BupobHuk 3AT "bepew ®apma", Yropmuna
(HaitMeHyBaH1s BUPOOHHKA 1iKapchKkoro 3acofy, KpaiHa NOXOMKEHH)
BaeseHo B Ykpainy CrifbHe YKpaiHChKO0-€CTOHChKE MANPHEMCTBO Y (JOpMi TOBApHCTBA
3 06MeskeHo10 Bianosixaanuictio "Onriva-®apm, JITL", izenr. xon:
21642228

(nafiMenypauus Ta ko 3a €JIPTIOY oprasunoi ocobu abo npissuue, im's, no 6atekosi GisnyHol
0cOBH - THANpHEMIS, Ti Micle NPOXKMBANHS Ta peecTpauifinuit Homep 06ikoBoi KapTku MIATHHKA
noaarkis a6o cepig Ta HOMEp I1ACHOpPTa)

Iporokon Bisyansuoro kontpoaio sin 11.08.2020 N 2552/8.

3a  pe3ynbTATAMM EPIKABHOTO KOHTPOJIO BCTAHOBAGHO, WO Jikapcekuil 3aci6 BBeseHO B Ykpainy 3

JOTPHMAHHAM BUMOT 32KOHOABCTBA LIONO 3a0€3MEYeHHS AKOCTI JiKapehKIX 3aC00iB.

Q Ouexciit COJIOJIPAI

.'.‘ KOHTPOJIO MAnUC inimianu Ta npizeue
P p
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