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AEPHINIKCITY XKBA
JEPHKABHA CJYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCHKIH OBJIACTI

npocnekt Banepis JloGanoscskore, 51, M. Kuis, 03110, rea/hake: (044) 2753030
E-mail: dls koZzdls.gov.ua https:/mwww.dls.gov.ua, Kog CAPTIOY 37078774

BUCHOBOK
NpPo SAKICTH BBE3eHOr0 B YKPATHY JIKAPCHLKOro 3acoby
23.16.2020 Ne 49253/20/10

OMHIK OKAC
{HafMCHYBaHHA TIKAPCLKOI0 3aco0y 311,180 3 peccTpailifinyy HocBiIuenns )

TabaeTk, BKPUTI IAIBKOBOI0 060/I0HKOK), 1IPOJIOHIOBAHOT T 3 11epOPAILHOI0 CHOTEMO0
KOHTPOALOBAHOT adcopbuii mo 0,4 mr no 10 rabdaerok y 6aicrepi, uo 3 Guicrepn B kapTonmiii
Kopobmi
((hopma pHITCKY, JO3YBAHHS. BT N&KYBANNS TiKapChkoro 3ucofy)

Homep pecerpauiitioro nocsinuenns UUA/4368/02/01 crpox aii pecctpauiiinoro nocsizuenns 16.03.2021

Cepis nikapenkoro zacoby Ne 204513 KinbkicTs BBEIEHOIO AlKApCLKOro sacoty 9960

Acteniac ®apma Opon b. B.. Hizepnanan

BipodHiik
{HaitMcHYBAHHA BUPODHWKA TiKapeeKora 3acofy. KpalHa HoXoame: i)

Toesapucrno 1 o6mexenoro BianosinagbaicTio "Acreanac @apwa’,
izenT. koa: 37994221

{Hakmenypang 1a ko 3a CJIPTIOY wopranunol ocobu abo npilsuiie. is's. 10 Darbkosi dhisiunol
GCO0H - NNPHEMIE. 1T MICLE IIPUAHBARHA T PEECTPALliiHTE HOMED OBIIKOBOT KA TKH 1LT0T HEKA
nofartsis 400 cepis Ta ROMEP NacrepTa)

Breseno » Yrpainy

lporokou Bisyansnoro kontpomo sin 23.10.2020 N 3107/8.

34 pe3yabTaTaMM  AEDKABHONG  KOHTPOMIO BCTAHOB/CHO. M0  JAIKapCbKMHA  3acid  BReseHo 8  Ykpainy 3

AOTPHMAaHHAM BHMOTr 3aKOHOLABCTBA WOJIO 3abeanede HHS SKOCTI JIKApCHKHX sacobin.

3acTYNMHUK HAYAJIBHHKA BLUILTY
Heprabrol cnyxOu 3 JiKapChKUX 3ac001B
T4 KOHTPOIHO 38 HApKOTHKaMH Yy KHIBChKiH

Suocasona ocoby opr

Jybapena 1L B.

(imitiann Ta npissuuLe)

ALY S1EPKARHOIG KOHTPGITHO) {f1irmc)
.4 i

i
EEs:




<orotun Acrtennacs

CEPTHOIKAT AHAJII3Y

HaiimeHyBanua NpoaykTy; Omnix Okac, TADNETEA, BKPHT] NNIBKOBOIO O00IOHKOI, NPONOHIOBAHOT 41T 3 NepopaNbHOIO CHETEMO
KoHTpaJIboBakol abeopbuii no 0,4 mr Ne30
Kon npoaykry: 117397
AKTHBHI KOMTIOHENTH: TamcyNO3HHA FlAPOXJIOpH 1L
Ynakorxa: bricrep no 10 taéneTck, 3 fnicTepn
Peccrpauiumii nomep: UA/4368/02/01
Cepisn: 20D4513
Kinbkicrs B cepii: 9960 yn.
JHara sHrotosnenis: 04/2020
‘TepMiH npUIATHOCTI: 032023
Bepelin: 1805 UA-UA
Tectn Pesyibraru Crennixaris
Qunuc BisinoRijlac Tabnerku Kpyril, ABOAKO BALYKII, BKPUTI KOBTOIO
T1iBKOBOIO 000/I0HKOI0, 3 MApKyBaHHAM THcHEHHAM «04»

[nerrrndyixanis:
Tamcyno3uuy rinpoxnopusn:
- BEPX NIO3UTURH NI TIO3HTHBHUHA
-V MO3HTHRII o3 THBHIH
loru x1opy** /A MTO3HTHRH U
Konpoposuii inrpegient* H/A NO3HTHBHUH
Po3uKHHICTS pinedb
Yepes 3 roamim; 15-35%
Tafinerka 1/2/3 26/2526
TabBnetka 4/5/6 26/25126
Yepes 7 roamu; 45-65%
Tatuerka 1/2/3 56/55/56
TaGnetka 4/5/6 56/56/57
Yepes 12 rojutn: =80%
Tabnerka 1/2/3 88/86/88
tabnerka 4/5/6 88/88/89
Kinskiciie Bu3HauenHs:
Tamcynozuny rigpoxnopun 102.3 95,0-105,0%
JloMiwku:
- iHmuBinyansna <(.05 < 02%
« 3ArILIIA KUILKICTE <0.05 = 0.5%
OnnopignicTs BumicTy BiAMOBiAAC €sp. Papm. 85-115%
Mikpobionoriuxa uneroTa®
TAMC (3ar. x-cTb acpoBHUX MIKpOOPTaHI3MIE) H/A <10 KYO/r
TYMC (3ar. k-cTb APIHKIKOBUX/IBIIEBMX TPHEIR) H/A < 102KYO /r
Tecer na enerpriuni mikpoopranizmu®
Escherichia coli H/A pineytai KYO /v

* - HE € PYTHHHHM

** - BIANOBIAAC, SKULD TECTYCTICH

A ninTBepmKyo, WO 3a3HaUeHA BAue indopMais € 10cTOBIpHOIO Ta TouHO0. Lls cepis npoaykTy dysa BupobncHa, B
T.4. MAKYBAHHA/MAPKYBAHHS T KOHTPOIb AKOCTI Ha 3a3HaueHid aineHuui (ax) y noewilt sianmosianocti 3 GMP BuMoramu
MICIEBOr0 PEryNsTOPHOrO Oprady i y BianorigHocTi 3 cneundikauisMy peectpalifHoro Kocke kpaiHu-imnoptepa. [pouec
[aKyBAHHS, BUIYCKY Ta aHaIiTH4HI 3an0ucH Oy NeperngHyTi Ta 3HalmeHi sk Taxi, wo eignosinaroTe GMP BHMoram.
BupOGHHMKN aKTHBHHX iHCpeaieHTiB {y) ONEpyrTh Y BIIMOBIAHOCTI 3 AeTanbHOIO HacTaHOBOW no GMP ans nouaTkoBUX

maTepianis.

Bunyieno 19/10/2020; (mianue), YnoeHosaxeHa ocoba Frans Schmidt

BMBB&MT(QE&H{I&;], Xoremar, 2, 7942 JUX, Hinepnanau. Ten: 31.522. 235300 ®ake: 31,522 262881

Actennac (apva KOpoi B.B., Toproeuii pecetp Jleinena Ne28053775 Cunnsiyerer, 62, 2333 BL Jlciinen

_ Bateepmxennii & Hizepnannax. BupoGinua Tineusia Nel08513F

/?y.m///x% 7 501 4022 /
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Jo3sina na sunyck (peajizauiio) cepii

Mponkr:
OMHIK OKAC radacTrn, BRpUTE IKIBROB0I0 060/0HK010, NP0 IOHTOBRAROE 11T 3 HEPOPAILHO CHCTENDIO
ROHTPONLOBAHOT abcopdinl o 0,4 sr Ne30 (10x3) y Gaicrepay

T S~ T %
. depsana-pripoding: | Hizepnanan |
| Hlafivenysanns, MicLesuaxomkelss ta gomep | Acrernac Mapsa [Opon B.B., Xeremar 2, 7942 JK Mennen, Hinepriaiyi, No
| aiuesiT supobHiika (30 HABROCTI ) 108513F
- Ceprudivar sizanosiznuocti GMP suipobiitka ado nosep | NL/H 182008094
nocivtanna v Gasi namix EudraGMP (3a nassuocTi): i
L Cnoa 2l asTiniicTs: Tanmeynosnny rigpoxsiopriay 0.4 Mr
e : e e e re oS
Pecerpaniiiie nocsimenus: UA/4368:02/01 | Crpor aii: 16.03.2021
e 2 = g sy |
Cepig Ne: [ 20D4513 Hata sBHpoOHHUTBA: 042020 [ Hara sukinuennn 0372023 |
| el |
: E TepMiny .‘
| L [_APWIATHOCTI |
Puimip cepii: | 9 960 v ]
| KUIBKICTH BBE3EHOTO JIKAPCHLKOIO 3000y | 9960 yiL i
2 S — A T =
| [KianKICTD, 103R0ACHA 0 pearnizauii: 1 0959 v |

| Tapris Ne: ! l
| Posaip Ta i nakypasis: [ no 10 taGneTok y Haictepi; no 3 GaicTepn y KapToknili kopooui |
lera cepripirara skocTi cepil: | 19.10.2020 poky

| Hosep 1a TA BHCHOBKY 1po HKICTS: | Ne49253/20/10 8in 23.10.2020 poky

Jauna upo sunyex (peanizawi) cepil:

LM 5 NiATBEPIUKYRG, e Hapeacka shige indopmaiia € gocrosiphoo Ta ToUnmo. Ceplio npoaysuii Oyao
BUPOGACHO (BETIOUAIONH NAKYBAHHA/MAPKYBAHIN) TA NPOBEAEHO KORTPOIL 1 AKOCT HA BHILICSAIHAUCHIA ALIGHING Y
HoRRITE sianosioeTi 3 suvoramn GMP, wmnvn B Vepaiii, a Takox RIANOBIIHO 10 cnemidikanii, wo MICTATLCH Y
pecerpauiitnux Matepianax kpatnn-innoprepa. Lis cepia npoaykuil snnpudysaia signosiang 1o [Topaary 3alifcienns
HEPAGBHOTO KOHTPOIIO AKOCTI NIKAPCHKIIX 3ac00iB, 100 BBO3ATECS B YKPaiily, 3aTBEDIREHIM NOCTAHOBOIO KMY sin 14
sepects 2005 poky Ne902 3i smitann,

Ha ninctapi 0poToKoy BXIZHOO KOHTPOMO, CePTHIKATY AKOCTL, BIAAHOTO BUPOGHIKOM. HASBHOCT] BUCHOBRY
MPo AKICTL BREICHOTO AIKAPCHRONO 3ac00y Cepis I03BONACTLCA AC peatitaiil.

Vioshosadena ocoba 3 aKocTi

TOB «Actenac Dapmar Conogeit H.M.

Harra: '_
27.10.2020 p.

Cropinka 1 is 1
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HEPHKIHKCITY XBA
JIEP2KABHA CJYIKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBChKINA OBJACTI

rpocniexT Banepia Jloanoscskoro, 51, m. Kuis, 0311 0, ea/axc: (044) 363-06-50
E-mail: dls ko@dls.gov.uahttps://www.dls. gov.ua Kon CJIPTIOY 37078774

BHCHOBOK
Npo SKiCTh BBE3€HOT0 B YKPaiHy JHKapchbKoro 3acody

22.02.2021 Ne 5521/21/10

OMHIK OKAC

{(nafMeHYRAHEA TIKAPCHKOTO 3COGY 3TLAHO 3 PRECTPANIHHNM TOCBLIYCHHY )
taaeTky, BKPHTI II1iBKOBO0 000J0HK0I0, TPOJIOHTOBAHOT Al 3 NEPOPATLHOI0 CHCTEMOK
konTpoaboBanoi abeopbuii no 0,4 mr mo 10 tabuerox y 6aicrepi, no 3 Haicrepu B KAPTOHHIH
kopobui

(hOPME BHITYCKY, JOIYBAHIN. Bi AKYBaHKA NiKapcbKoTo 3ac0by)
Homep peectpatiiinoro nocsinuenns UA/4368/02/01 crpox mif peectpauifinoro nocsimienss 16.03.2021
Cepis nikapcbkoro 3acofy Ne 2682812 KinsxicTs BBe3eHoro dikapeskora aacoby 8000

BiupoGHuk Acrennac apma HOpon b. B., Higepaanau

(nafiMelypanHs BrpoOHuKa Nikaporxoro 3acoBy, kpalHa NOXo KCHHA)

Boeseno B Vipainy Tosapucrao 3 ofmexenow BinnosigaabaicTio "Acrensac ®apma'’,
inent. kox: 37994221

{najtvenysanug Ta kou 3a €JIPTIOVY opuanynol ocobi abo mpilsuiie, iM's. 1o Sarsrosi GisuykoT
ocolii - MATPHCMIE. 1T MICHE NPOERUBAHES T2 pecctpauifinmit HoMep o0IROBOT KAPTRH INATHUKE
roaaTkis ado cepis Ta RoMep NaciopTa)

fiporoxon sityansnoro kenrpomwo sia 11.02.2021 M 0342/3.

3a pelyasTaTaMu  JePKERHOTO KOHTPOMO BCTAHOBAGHO, W0 Jjixapchkuil 3aciG  epeserio B Ypaiwy 3

AOTPHMAHNHAM :HMOT 31K0H0IABCTBA WOAC 3a6e3MeueHRa AKACTI Tikapehkux 3acolis.

Saﬂyn@ﬁ liariaﬂmmxa,c WQKSH N Onexciit COJIOPAN

[ﬁocgﬁoua ncoﬁa oprauy Aepmmmm Hmnpmm} {m’mm} (iniziaan Ta npispume)




<NOoroTun Acrenmac>

CEPTUOIKAT AHAJI3Y

Haiivenysanun npoaykry:

Oxuix Orac, TaBneTki, BXPUTI N11iBKOBOIO OBOROHKOIO, NPOTOHTOBANOT AT 3 NEPOPANBEHO CHCTEMOIO
KOHTpouiLoBaxoi abcopbuii no 0.4 mr Ne30

Koa npoaykry:

117397

AKTHBHI KOMIICHEHTH:

Tamcynosuna rinpoxnopua

Ynaxoska: Bnicrep 1o 10 TaGnerok, 3 Gaictepn

Peccrpauiiiniii nomep: UA/4368/02/01

Cepia: 20F2812

Kinsxicts B cepii: 8000 yn.

Harta surotossiennn: 06/2020

|_Tepmin npuaatrocti: 05/2023

Bepein: 2006 UA-UA

Tectu Pesynstaru | Crenwudikauis

Ornue Bianosinac TabneTku KPYII, ABOAKO BHITYKITI, BKPUTI *OBTOI0 MTIBKIBOIO
000/I0HKDIO, 3 MAPKYBAHHAM THCHEHHAM «0d

Lnenmudhikauis:

Tameynosury rigpoxnopua:

- BEPX [lozeruBuuii | Yac yrpumanus nika TAMCYNO3MHY HA XpOMaTorpami
BHINPOGYBAHOTO PO3IHHY — B Mexax = 0.5 XBUIHH Bix uacy
YTPHMARHA Tika TAMCYNO03MHY Ha XPOMATOrpaMI PO3UMIY
NOPIBHAHHS,

-V nosuTuBHKi | Jlocniwkysanui posuus Mac aGeopGuiiini MakcHMy MM Mix 222 Ta
226, Ta 276 Ta 281 um.

lonu xnopy** /A [osurusre Ha ionw xnopy

Konsoposuii inrpenient* H/A Hosurusro Ha coni 3iniza

Posunenicts pisenn

Yepes 3 roounw; 15-35%

Tabnerka 1/2/3 24/23724

Tabnerka 4/5/6 25124725

Yepes 7 rogui: 45-65%

Tabnerka 1/2/3 53/52/54

Talnerka 4/5/6 54/52/55

Yepes 12 rogum: =80%

Tabnerka 1/2/3 83/82/85

Tabnerka 4/5/6 85/84/86

KimkicHe suzHauenms:

Tamcynosury riapoxnopua 100,0 95.0-105,0%

Homitmxy:

- InnEBinyanbua <0.05 < 0,2%

- 3araibHa KiNbKicTh <0.05 < 0,5%

OnHopijHicTs BMicTy Bignoninae €sp. Papm. 85-115%

MikpoGionoriuna sucrora*

TAMC (3ar. k-cTb aepobHux MiKpoopraHisuin) H/A <10 KYO/r

TYMC (3ar. k-cTh ApIRIKOBAX/UBI NEBHX rpubis) H/A <102 KYO /r

Teer na cneundivai mikpooprauismu*

Escherichia coli H/A Bincytni KYO /r

* - HE € PYTHHHUM

** - BIAMOBIAAC, AKINO TECTYCTHCR

A niarsepmkyio, 10 3a3Havena Bule H(OpMaLin € NOCTOBIPHOW Ta TOUHOW. Lla cepis npoaykry Oyna Bupobrena, B
T.4. N2KYBAHHA/MAPKYBAHHS Ta KOHTPONb SKOCTI Ha 3a3HAUeHiH MibHUL] (nx) y moeniil signosizsocri 3 GMP BuMoramu
MICLIEBOTO PEryATOPHOTO OpraHy i y BixmosianocTi 3 cneurdikalismm peectpaniiiHoro nocee Kpainu-imnoprepa. INpouec
NaKyBaHH, BUMYCKY Ta aHaniTW4Hi 3amucH Oyau nepernsuyTi Ta 3Haiieni sk Taki, wo eignosizarots GMP Bumoram,
Bupodnuxyn akTHBHUX iHrpexmienTi (y) onepyioTs Y BIAMOBINHOCTI 3 AeTanbHOW0 HacTaHoBO0 o GMP Ans MOYATKOBHX

MmarTepianis.

Bunyweno 26/11/2020; (nignuc); Y nosnosakena ocoba Sibel Kilic-Kartal

Bupobneno Mennen, Xoremar, 2, 7942 K, Hinepnawan. Ten: 31.522.235300 ®axc: 31.522 262881

Actennac ®apwma Hpon B.B., Toprosuii peectp Jleitnena Ne28053775.Cunboiyeser, 62, 2333 BE Jlefineu
3arsepmxennii B Hiznepnaunax. BupoSuuua Jiuensin Ne108513F

Py ave 1005367 1505 27
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Ho3Bin #a Bunyck (peanisaniio) cepii

Ipoaykr:
OMHIK OKAC Tatnerion, BRpuTi INBKOBOW 000.101K010, poAOHFOBANOT AT 3 NEPOPANLROI0 CHETEMOIO
KONTpo/ib0BaNoT abcopbuii no G,4 mr Ne30 (10x3) y Gaicrepax

e = H
| Jlepxana-srpodHux: l Hinepnanan i
Haiimenysaus, Micieanaxomseris a Homep | Actennac Gapma FOpon B.B., Xoremar 2, 7942 K Menmen, Hizepnasmmis Ne 5
ninensii Bupobunka (3a masssocti): 108513F '
Ceprudixar sianopinsocti GMP sHpoGHika aGo HOMCp NL/H 182008094 :
Lmociaanss y 6asi pannx EudraGMP (3a nassrocti): i
LCHH& AVAKTUBHICTY: l Tamcyaosuny riapoxnopuny 0,4 mr- i
Qeec'rpauinﬂe noceiauers; UA/4368/02/01 | Crpok aii: 16.03.2021 ]
Cepisn Ne: 20F2812 Hara supoGuuursa: 06/2020 Hara 2axinueHus 05/2023
TepMIiHY
- , PRIaTHOCT;
Poauip cepii: l 8 000 yin I
KinbKicTb 852324010 JiKapcakore acody | 8000 yu,
{ KisiicTs, lo3sonena 40 peanizauil: [ 7999 v _}
L Mapris Ne: [ 1 ]

i_Poa.\-:ip T8 THI NAKVBAHHS: | 0o 10 Tabretox v Grictepi; no 3 Gricrepy y kaproHaiit rxopoBui

| Jlata cepridikara skocTi cepii: | 26.11.2020 DORY

LHoa-sep Té JIAT& BHCHOBKY 1IPO AKICT: | Mo 552121710 pin 22.02.2021 POKY

3asusa npo Bunyex (peanizanio) cepil;

LM A ninteepiscyio, wo Hasezena suwe iHbopmauis € nocTopipHOIC Ta TOWNOIO. Cepiw npoaykuil Syno
Bupobiieno (BRMovatoun NaKYBAHHI/MADKYBAHEA) TA pOBEACHO KOHTPORS 1T SKOCTI HA RMiLeIazHauerid AinLunLi y
NCBHIH BIANOBINKGCTI 3 BHMOraMu GMP, uunuuMi 8 Yrpaini, a Tak0% 8iAnopiane N0 crieuH(ikamifi, wo MictaThea v
peecTpauifiHix Matepianax kpaiuu-imnopTepa. L cepis npoaykLiy sHnpolysana pianosiauo no Mopaaky snificuenis
ACPHABHOTC KOHTPOMIO AKOCTE AIKAPCLKHX 3ac0biB, LG BROIATHCN B Ykpaiuy, 3aTBepIOKeHuM nocTanosow KMY i 14
Bepecks 2005 poxy Ne902 i sminamm. .

Ha nigcrasi npotoxony sxinHoro KOHTPO:AO, cepTidikaTy ax0CTi, BHAAHOTO BHPOGHIIKOM, HasBHOCT! BHCHOBKY
PO AKICTL BBEIEHOID JiKADCHLKOID 3acoBy cepin 103BOARCTLCA 10 peanizalyi,

Ynosrosaxena ocoba 3 AKOCTI

TOB «Acrennac dapaan Conoseb H.M,

Jata: : Al
24.02.2021 p. £ 8

Cropinka 113 §
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