TIEPKIIKCITY KBA YKPATHA
JIEPKABHA CIOYXKBA 3 JHKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA ¥ KHIBCHKIN OBJIACTI

fipocnext Barepis JloGanoseskoro, 5T, M. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kon €PTIOY 37078774

PO SAKICTH BBE3EHOr0 B YKpainy JIKapcbKoro 3ac00y

19.08.2020 Ne 40272/20/10

KPAILM BEPEIH® EKCTPA

{1 iaHMEHyBaHHH KapCLKOro 33c00y 3rigHo 3 peecTpaulifinma ﬂncmgzt;eﬂ HAM)
Kpatt opansui, posunn, 1o 30 i y Gaakoni 3 NpodKoI0-KpaneasLHANelo, no 1 gaakxony y
KapTOHHE Kopobil

(popma BUOYCKY, I03yBAHHS, BUA aKyBasHA AIKApCLROro 3acofy)
‘Howmep peccrpaniioro nocsisaensns UA/16660/017/01 crpox aif peecrpaniitnoro nocsindesn 26.04.2023
‘Cepia nixapcexoro 3acoby No 200211TUAAA KinbkicTs BeeseHoOro Jgixapebkoro 3acoby 3420

Bupobrax 3AT "Bepem Qapma”, Yropumaa

{HaWMCEYB4HHS BHpODHHKa ﬂmapcmmm zacnﬁy, HpﬁlHa HGK{}JI}I{EHHH}

‘Baeseno B Yxpainy Criibue ympamﬁmw-ec'mmmxe nixmpueMcrso'y gopmi Toapuersa
3 oOMexeno10 simosixaasaicTio " Onrima-®apm, T/, izenr. xoa:
21642228

(H&HMEII}WH&{EHH TA KOX 38 CAPTIOY Joprananol uceﬁm a60 Hpiaﬂnmﬁ in'sl, 10 BATHKOBI @ﬂﬁqﬂoi
OCOBH - DHTPHEMLTK, T MICLE NPOKUBANHS TA peECTpauiiiui HoMep abnikoBoi KapTKu IATHAKA
neAarkis abo cepis Ta HoMep NacnopTa)

Tporowon Bizyansnore xontpoaio sin 11.08.2020 N 2552/8.

Ba peIyNBTATAME. JASPHKABHOTG KOHTPONIO  BCTAHOBREHD, MO JiKkapeskuil 38CI0 BBE3EHO B YKpaiHy 3

JOTPHMAHHSIM BHMOT 33KOHOAABCTEA OO 303 NEUCHHS SKOCTI AIKAPCHKUX 3ac00iB.

“Onexciit COJIOTIPAY

(TiAnD HC) (Isiriany T4 Gp3BHIIE )
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PHARMACEUTICALS UID.

CEPTUDPHUKAT KAYECTBA

Hamvenosanue apenapara: KAILUA BEPEII® SKCTPA = Kam opansssie - 30 M7, 5o
frakone ¢ npobrok-ranensERIEH; 1o 1 (himakory B
KAPTOHHOH XopobKe.

AKTHBHAS QapManesTHUeEKas

cybCTanEs: | MaKpO- # MHKPO2JIEMERTET

Perucrpanmonnoe ceugerensersio Noo:  UA/16660/ 01/01

Hara npoussojictaa: 02.2026.

‘CpoK ToRHOCTH: 01.2023,

Ne awamirtuyeckoro ucenemonanm: 20021 1UAAA/3526053

Howmep ceprur: 20021TUAAA

Komiaectro yiraxosox s OIHOR Cceprit; 7420

Hasmagenne; UA Ukraine

Ne ceriniy BudraGMP: OGYE47604-7/2017

Homep nunenswmir 5a op oussoucTeo:  OGYEI/22828-2/2016

L Ae

Niprery N Iipedensrore snauerinn __ - M ”’fﬂf}f*f
| Xapaxmepucmura 1 | oy Pespaemane: | Gnor _KOHPIP OTis
1 BrewiHisit sun Cretno-zendunii nmm KEIATCBATO- 71 MKK
BCHCHBIN [IPOSPadHEDi pacTrop ey 1 | e L
—— - R 1 CooTeercrnyer ' BH3YATHHO

| | | .6 MKK,.
Kucnornocrs 1,8-2.2 2,1 F EBp.Gapm.
LizeT nomxen OBITE MEXAY IIBETOM 1.2 MKK,
[Iser PTAICHHBIX PACTBOPOB CooTeercTRYeET *  [Espdapm. |
HS7, 1 +=HSZ1 s HI HSZ.2 ] QHS'ZQ#- 2 ,'2 METOT. 1
- : - [BU3YAnBHO

| Hamonusemeiii o6zen 29,1-30.9 | 287 | MJT “.’I% M{K’_

. . : e . Eep.Dapwm.
| ' .5 MEKK
IroTrocts 1,016-1,020 1,619 I/vn  Esp.®apm.
Hozan OAHOPOAHOCTD O3k Hﬁﬂ}liﬁffl_-_: COGTBETCTEOBATE 0.9¢ - 1.7 MKK

| Kaneas OpanpHEIX: 5 Kanens MCTeiTaHmiG Epp.Danw 0:26 Trhosa {Eep.Qapm.
672

Hosan OAHQPOOHOCTE 036! GIKCH COOTBETCTROBATE e L7 MEK

L TEAmE | 0,53 T/noza 2700

-Kaneis opansueix: 10 xanens HCITEI TARKIO Enp. Gani e Lo {E8p.Dapm.
| A ot e\ D672

Heza 1. OAHOPOAHOCTS BO3KI Ilomuen COOTBETCTROEATE - -%y w;ﬁ? ® W7 MKK
Kanens opaseHLIX: 20 Kanens mensTanuic Esp.Gapyr - g o/ o NG, efksp. Dapr.

H:;ez-ﬁmpm{annﬂ T | ,I[ﬁﬁﬁm.-_mmfﬁpn ﬁﬁﬁﬁ#ﬁ,’(ﬁ*réﬁﬁl}.ﬂ}'m. T e “ 3k VKK,
| =B, Co, Cu, Fe, Mg, Mn, Mo, V, brpenienerus werogom ASC-HCIT | Co SR e
| Zn, Se, Cr . kooTBercTRYRT | i ¥ o¥ F S/ ADCHCTH |
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Hawmvenosanue npenapara;

CEPTUDUKAT KAUECTBA

¢nakose ¢ mpobroi-xarensERel:; no 1 (raxory B

KapToHHON Kopobke.

AKTHBHAT QapMAHERTHYECKAS

cybeTanme:

Perncrpanmonroe carigerenserao Nov
Hata nporssoncrea:

Cpox rogmnocty:

Ne aganurTmaeckoro HeCHEnOBAR L
Howep cepun:

Kormauecrso ymakosox 5 opmoit ceprm:

Haznayenye:

Neccrmmien EudeaGMP:
Howmep nunensum va npopssoncies:

MaKpO- ¥ MHKPOIIeMErTsl
UA/16660/01/01

02.2020.

01.2023. |

20021 TUAAAT3526023
20021 1UAAA

7420 )
UA | Ukraine
OGYEI47604-7/2017
OGYEV/22828-2/2016

KAILIA .'BEPELH@??I{CTPA;a'K‘a;ﬁ;zzf-_dpazgzzgxe; 30 M, 86

- QTOPUIT

M aentibuxanms

[ lonosurensubiil 0T IHK Ha
NICKTPOARBIH NOTERIHAN ¢
QTOP/(TORHA HOH-CeNeKTHREEIM
BHEKTPOONM

1 CoorsercTayer |

BHYTD. MeTOZ,

FoTeHENOME-

TPHESCKH

bop

Kosuuecrgennoe oTIpeoeNeHue — |

0,0944-0,115 0,102

MY Ma

1,9 MEK,
BHYTP.METOL,
ADC- HCTT

Kobaner

| Konmuecrsennoe onpenenenme —

0,0222-0,0273 10,0246

MYV

1.9 MKK,

paytpseros, |
_A3c-men

Mens

| Konmuecrsennoe onpenenene —

0,229-0,280 0,259

M/ M

1.9 MKX,

BHYTE:METOJ,

ASC- UCIT |

Wensso

Konuyecreenmoe orpenenesse — |

1,81-2,21 1,97

X

MIYMIT

HQMKK,

BHYTD.METO/T,

_ADC-HCIT

Tt Marenix

_'-K_c}m-mec_rizeaﬂoez-ozzp'eizeneﬁﬁa-— :

0,364-0,445 0,402

- MI/MH

1.9 MKK,
BIYTP-METO/, |
ASC- UICIT

{ Maprazery

| Komuuectrennoe: OupeneseHue —

0.275-0,336 0,262

M/ M

1.9 MKK,
PBHYTp.MeTOR, |
JASC-HCIT |

| Monutnen

| Komuectsennoe onpegenense —

8,171-0,209 0,185

M/ N

1.9 MKK, |
BHYTD.METOH, .|
AJC-HCIT

Cenemr

KonmuecTeennoe OTIpeeneHiS —

0,0119

| Banazmii

Konavgecrsernoe onpenenerme —

O MIY/MEB

11.9 M}G{,

BHYTEMETON,

ADC-HCTT

(1 Hpax

{ Konwuecrsennoe onpegencnue — |

MU Mn

M9 MEXK,
BHYTD.METO,
ADC-HCTT

MM

| .9 MEKK,

BHYTD.METO,

Asc-men |
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- PHARMACEUTICALS 11D,

CEPTUDPUKAT KAYECTBA

- HamMenosauue npenapara: KAIUIM BEPEII® 3KCTPA - Kanme opansisie - 30 M1, BO
raxone ¢ ipoGroi-kanensrEmel; o 1 drakony B
KAPTOHHON KOpOOKE. |

AXTHBHES (APMANEETHICCKAT |

cyboranys: MAKPO- 1 MUKPOINEMEHTEHT

PersicTpanuonnoe ceunerennerro Noo UA/ 16660/01/01

Hara nponssoncTas: 02.2020.

Cpox roggocTy: 01.2023.

No aHanuTHIeCKOTO HeCTEn0BANYS: 200211UAAA/ASI6023

Haowep ceprm: 20021 1TUAAA

Konuuectso ynakorox B-oxgolh cepuu: 7420

Hasnavenwue: UA Uktaing:

No cernnka EudraGMP: OGYEL47604-7/2017

Homep nruensin HAOpOM3BOYcTRe:  OGYERI/22828-2/2016

! 1.9 MK,
3,0160-0,0196 3,017¢9 MI/MI  BHYTP.METOL,
1.5 MKK,
o 0,0814-0,0094 0,0890 Mrfsy | DMETOR,
TOD MIOTEHIIOME-
__[rpuyccxd
.10 MICK,
Enp.Qapm.
0.6.12,2.6.13,
514
Muxpobuonornueckas YHCTOTA - | ni IGWK’
1 O6mee HHCHO APOOKEBEIX B He 6ones 10 1 Coorpercrayer | KOBAsn Eep.Dapw.

| nriecnennx rpubos (TYMC) - | gf ;.2} 2.6.13,

.10 MKK,
1EBp.Dapm:
2.6.12,2:6.13,
i5.1.4

| Koauuecrsenroe: onpeenenie —
Xpom

| Konugecreennoe onpegenenme — |

Mukpobuonornyeckas uncrora -
Obmee 1o aspobhsix - He boee 10 Coorsercrsyer | KOEfur |
muKpoopranusvos (TAMC) 1 | |

Mukpobuonoruyeckas YmeToTs —

T Oreyreriver s | mn. oTRETCTEYeT |
| Escherichin coli TCYTCTEYET B | MR { ooTReETCT ver | 1 mn
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PHARMACEUTICALS Ty

CEPTHO®HKAT KAYECTBA

Hawmnenoranpe npenapara: KAILI bEPEIN® 3KCTPA - Kanmr opansisie - 30 4, 56

naxone ¢ npobxoli-kanensramel; o 1 (uakosy 5
| KapTOHHOH KopoBike. |

AXTHBHEAS QapMANEBTHYSCKAS

cyBeTaHnm: | MaKpO- ¥ MUKPO3TEMEHTE]

Peracrpanuontoe ceunerenserso Nt UA/16660/0 1/01

Haranpouzsoncrea: 02.2020.

Cpox rojiaocTy:. 01.2023.

Ne aHANBTHYECKOTS HECTEIoRA IS 20021 TUAAAMRSRG073

Howmep cepuu: Z00211TUAAA

Komagectro yiiakopox 5 omuoit cepmir: 7420

Hasnadenme; UA Ukraine

Ne cepumin Eudra(GMP; ‘OGYEVA47604-7/2017

Homep munensuu ua nponssoncree;  OGYEI/22828-2/2016

Hémﬂ'ep}z{ziaem;rm openapar COOTBETCTBYET HpeINCauuaM BRIUCYKAZaHHOTO
DETHCTPAIHONHOTO CEHAETEbCTRA,
| Hara permcrpanmm: 26.04.2018.
CPOK OKOHYAHNS CBUNETENECTRA: 26.04.2023.

HaunMenosanne, e CTOHEXOXIEHHE 10 IPOU3BOACTRY # KOHTPOHIO KadecTsa:
3AC «bepem Dapmay
5005 1. Comsrox, yn. Hagsurangop ﬁﬁﬁ{e@j i 39., Benrpus
Kpumasecxuit anpec: 1 037 r. Bynanentr, yi. MukosrHz, I, 2-4. Bewrpus
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