BERLIN-CHEMIE

Kon npoxnykry:
Kpaina-BupobHuk:

Homep peecTpaniifHoro noceigyeHns:

Ne cepii: 08038
Jara Bupo6HuuTBRa: 07/2020
Harta Bunycky cepii: 04/12/2020

Jlixapcbka dopma:
JlosyBanns/Bmicr:
Buz i po3Mip ynmakoBku:

Jlo3Bi)I Ha BHIyCK cepii BUAaHO
KOMIIaHI€I0;
Howmep nineH3ii Ha BUpOGHHIITBO:

Hoxa3uuk
30BHINIHIA BUIIAL

Cepenns Maca
OnHopinHicTs MacH

Posnaganns
Po3uunenns
- Yepes 1 roanny
- Yepes 4 rogunu
- Yepes 8 ronun
Inentndikania nuknodenaxy natpiro
(BEPX)
Inentudikanis Turany niokcuay
(E 171)*
KilbkicHHit BMicT loMilok

1-(2,6-Muxnopdenin)-2-innoninon (Ph.

Eur. nomimka A)
2-[(2,6-muxnopdenin)amino]-
6enzanbaerin (Ph. Eur. nominika B)
Innonin-2-oauu
(Ph. Eur. nomiumxka E)
Heinentudikosani nomimku:
- Oxpemo
- Beporo
Bcroro nroMimok
Brpara B Maci np# BUCYnTyBaHHi
MixpoGionoriuna uncrora*
TAMC
TYMC
Escherichia coli

Kinexicuuit BMicT aukiodenaky natpiro

MENARINI

CepTHdikar saxocri

JAnknodepa® perapa
F132872
Himeuunna
UA/9701/04/01

BEPLIN-CHEMIE AG
Glienicker Weg 125
12483 Berlin

Jata 3akiHueHHs TepMiHy mpuaaTHocTi: 07/2023

Poswmip cepii:

1 xancyna mictuts 100 Mr aukiodeHaky HaTpiro

10 xancyn y 6micrepi, 2 GiicTepy B KapToHHi# kopo6ii, 3
MapKyBaHHSM YKPaiHCHKOIO MOBOIO

BEPJIIH-XEMI AT, T'ninikep Ber 125, 12489 Bepnin,
Himequnna

DE_BE_01_MIA_2019 0006

Cneundikauis

Trepai xenatiHOBi Kancymn Big GiToro 1o KPEMOBOTO KOILOPY
(3abapBiieHns He inTeHcHBHine, Hix 9001 32 RAL) (po3mip
Karncyin 2)

Buict: xynenoni6ni rpanynu Bin Ginoro konbopy 110 KoaLOpy
CJIOHOBO] KicTKH (3abapBlieHHs He iHTEHCHBHille, Hix 1014 3a
RAL)

HowminaneHe 3Havenns: 0.220 r

+ 10 % Bin 3naiinenoi cepearsoi MacH; y 2-x i3 20 kancyn BMicT
MOXe BiIXHIATHCA Ha + 20 % BiA 3HalineHo! cepennpoi Mack
OGonoHka KalcynH po3nagacTsea NpoTAroM 15 XBHIHH

25-50%

45 -90 %

He menme 75 %

Uacu yTpuMyBaHHS MiKiB Ha XpOMaTOTpaMax €TalOHHOTO Ta
BHIIPOGOBYBAHOTO PO3YHHY MOBHHHI CIiBIAAATH
Konboposa peakiis: YTBOpeHHS %KOBTOTO PO3YHHY

He 6inpure mixk 0.2 %
He 6inpme ik 0.2 %

He 6insme nix 0.2 %

He 6Ginsure mix 0.2 % koxHa

He 6inbmie nixk 0.5 %

He 6inbie nix 0.7 %

He 6inbie nix 1 %

Ph. Eur. 5.1.4

He Ginsmie 103 KYOB I 1

He 6inbme 102KYOB I 1

Bixcytri

95 - 105 % Bin Bka3aHOi Ha €THKETL] KiIbKOCTI JiF0u0]
peyoBunM (95.0 — 105.0 Mr/kancyny)

* Bunpo6ysanHs NpoBoAHTBCS PUHANMHI OIHH Pa3 Ha pik abo Ha KoxkHil AecaTiil cepil.

CeprHdikar:

A1 unm 3acBindylo, mo iH(opMalis, BUKNANEHa BHINE, € TOYHOW i JOCTOBI

50283 ym.

PesyabTar

Bignosinae

Binnosinae
Bignosigae

5.xB

42. %

76. %

92. %
Tlo3uTHBHO

TlosuTHsHO

0.0 %
0.0 %

0.0%

<0.1%
<0.1%
<0.1%
0.9 %

He Bu3Havanocs

He Bu3Havanocs

He BusHavanocs
99.6 %

pHoto. Tlponec BHpoGHHITBA HaHOi cepii MPOAYKTY,

BKIIIOYAIOYH  yNaKyBaHHA/MapKyBaHHA 1 KOHTPOIb AKOCTi, Gy10 3MiCHEHO B MOBHIi BinmoBifHoCTI 3 BUMoramu GMP,
3aTBEP/DKCHHMH MICLEBHMH OpTaHaMHM KOHTpOmo, i crenudikaiiimu PCECTPALifHOTO TOCBIAMEHHA KpaiHH-iMmopTepa, a6o
BUMOTaMH crielndikallii Ans NpoaykTiB, MpU3HAYEHHX 1A TOCTiUKEHHS. 3RiTH MO0 BHUPOOHHITBA, YTIaKyBaHHSA Ta aHATITHYHHMX
BHIPO6YBaHS cepii 6y10 MpoaHali30BaHO i BH3HAHO TAKHMH, IO BiOBINAIOTH crangapram GMP,

(ninnuc)

J-p Ti6op Mixko
YnoBHoBaxkeHa ocoba
04/12/2020

IMMeuarka

A ‘




6332

Koa npopykra:

CrpaHa npoussogurtens:
PernctpaumoHHoe yaocToBepeHue:;
Ne cepumn: 08038

[Aara uarotosnenus: 07/2020
Rava swinycka cepum: 04/12/2020

lNexapcTBeHHan copma:
[Losuposka/Cogepxanue:
Bua v paamep ynakosku:

PaspeweHue Ha Bbinyck cepum BbIgaHo
KOMnaHuen:
Homep nuueHsnu Ha npoussogcTso:

MNokazavens

BHewHuii Bug

CpeaHsa macca
OnHopoaHOCTL Macesl

Pacnagaemocrs
Pacrsopenue

- Yepes 1 yac

- Yepes 4 vaca

- Yepes 8 yacos
MAeHTMQJuKaum AVKNOMEeHaka HaTpus
(BIXX)

MpenTucukauus tutana Auokeupa (E 171)*
KonuuecteenHoe cogepxatue npumecen
1-(2,6-AuxnopdeHnn)-2-uHaonuHoH

(Ph.Eur. npumecs A)
2-[(2,6—AMX.HOpd)€HMn)aMVIHO]-
Gensanbaerwa (Ph. Eur. npumect B)
WHgonuk-2-oauH (Ph. Eur. npumecs E)
HeugeHTuduumposaHHbie npumecu
- Mo oTaensHocTn
- B cymme
Bcero npumeceii
MoTepu npu cywxke
Mukpobuonorudeckas uucrora*
TAMC
TYMC
Escherichia coli

KonuuectsenHoe conepxarmne
AuknodeHaka HaTpus

BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin

BERLIN-CHEMIE
MENARINI

Ceptudmkar kavecrsa

Auknobepn ® perapa
F132872

Fepmanus
UA/9701/04/01

[ara okoHuaHus cpoka rogHocTu: 07/2023

Pasmep cepun: 50283 yn.
Tsepable Kancynb), NPONOHIMPOBAHHOrO Aencreus, no 100 mr
1 kancyna cogepxut 100 Mr AvknodeHaka HaTpua
10 xancyn B 6nucrepe, 2 6nuctepa

B KAPTOHHO KOPOBKE, C MaPKUPOBKOWN Ha YKDAMHCKOM S3bike
BEPNIUH -XEMU AT, I'nunukep Ber 125, 12489 Bepnun, Nepmannn

DE_BE_01_MIA_2019_0006

Cneundukauus Peaynurar
Taeeppbie XenaTuHoBbie Kancynsl ot 6enoro A0 KPEMOBOro ysera Cooreetcrayer
(okpacka He uHTeHCHBHee, Yem 9001 no RAL) (pa3mep xancyn 2)

CopepxaHue: WwaposuaHbie rpaHynsl ot Genoro useTa A0 ysera

CINOHOBOM KOCTW (OKpacka He UHTeHCKUBHee, yem 1014 no RAL)

HomunanbHoe anauenue: 0.220 r Cootsercrayer
¥ 10 % oT HallaeHHOM CpeaHel Maces:; y 2-x u3 20 kancyn Cooveetcreyer
COAEPXKUMOE MOXET OTKNOHATLCA Ha + 20 % oT HanaeHHon

cpeaHen Mmacchl

O6onouka kancynel pacnagaetcs B TeveHue 15 MUWHYT 5. MuH
25-50 % 42. %
45-90 % 76. %

He menee 75 % 92. %
Bpemena yaepwusanus nukos Ha XPOMATOrpamMmMax atanoHHoOro u MonoxurensHo
MCNLITYEMOro pacTeOPOB AOIIKHBI COBNAAaTL

LiseTtHan peakuus: O6pasosanue xenToro pacreopa MonoxutensHo
He Gonee yem 0.2 % 0.0 %

He 6onee uem 0.2 % 00 %

He 6onee yem 0.2 % 0.0 %

He Gonee yem 0.2 % kaxaas < 01%

He 6onee yem 0.5 % < 01%

He 6onee yem 0.7 % < 01%

He Gonee yem 1 % 09 %

Ph.Eur. 5.1.4
He 6onee 10° KOE 8 11
He 6onee 10°KOE 8 11 He onpeaensinocs

Orcyrcrayior He onpeaensnocs
95 - 105 %, OT yka3aHHOro Ha aTUKeTKe Konuiecrea 99.6 %
AevicTeyiowero sewecrsa (95.0 - 105.0 mr / Kancyny)

He onpegensanocs

*UcnniTakme nposoauTes kak MUHIUMYM OJUH Da3 B roa WM Ha KaxA0H JeCATOR cepuu

CepTucukar:

A HacTORWMM 3aBepRIo, YTO MHOPMaUMA, UINOXEHHas Bbllle, ABNAETCA TOUHOW U AOCTOBEPHOM. Npouecc npouasoacrea pakHow cepuu npogykTa,
BK/1H04RA YNAKOBKY/MapKKpOBKY W KOHTPONb kayecTsa, Gbinl OCYLUECTBINEH B NONHOM COOTBETCTBUM ¢ TpeGoBaHnamn GMP, YTBEDMKACHHBIMIU MECTHBIMK
KOHTPONMPYIOWMMM OpraHamm, 1 cnieuudukaumsmm PerucTpaLUOHHOrO YAOCTOBEPEHUS UMNOPTUPYIOLLEH CTPaHbl, Uik TpeGoBaHAMK cneuubuKayum
ANs NPOAYKTOB, NPEAHA3HAEHHBIX ANR UCCNEA0BaHUA. OTYETl O NPOM3BOACTEE, YNaKOBKe U AHANUTUYECKUX UCNBITAHWUSX cepuu Gbiriu
NPoaHaNWU3npoBaHbi U NPU3HaHLI Y4 0BNETEOPSIOWLIMMM CcraHaapTam GMP,

. Tibor Miké
YnonHomoueHHoe nuyo
04/12/2020

Vorsitzender des Aufsichtsrates: Dr, Alberto Giovanni Aleotti - Vorstand: Dr. Reinhard Uppenkamp (Vorsitzender), My

Dr. Attilio Sebastio, Dr. Rainer Kern, Dr. Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Ze
Registergericht Amtsgericht Charlottenburg (Berlin) HRB 34997 - bbn 40 130545




JEPXJIIKCITYKXBA
JEPKABHA CJYKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHiBCBKIN OBJACTI

npocnekT Banepis Jlo6anoscskoro, 51, M. Kuis, 031 10, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
npo AKicTL BBE3eHOro B YKpaiHy JikapcbKoro 3acody

22.03.2021 Ne 11784/21/10

JUKJIOBEPJI® PETAPJ
(HaliMeHyBaHHS NiKapchLKOro 3acofy 3rifHO 3 peecTpaifHuM NOCBIACHHAM)
KarncyJ/iM TBep/i NpojioHroBaHoi aii no 100 mr no 10 kancya y 6uaicrepi, no 2 6Jicrepu y
KAPTOHHII KopoOui
((hopma BUMYCKY, 103yBaHHS, BUA NaKyBaHHA JTiKapchkoro 3acoly)

Howmep peectpatifinoro nocsizaenns UA/9701/04/01 crpox nii peectpauiitnoro nocsinuenns 01.01.2099

Cepis nikapebkoro 3aco6y Ne 08038 KinbkicTs BBE3€HOrO Aikapcbkoro 3acoby 5832

BEPJIIH-XEMI AT', Himeuunna

(HaiimenyBanHa BUpOOHHMKA Nikapcbkoro 3acoby, KpaiHa NnOXOAKEHHS)

Bupobnuk

Bseseno B Yipainy CninbHe yKpaiHCbKO-eCTOHCHKE MANPHEMCTBO y hopmi ToBapucTBa
3 o6MerkeHolo BignosigaannicTio "Onrima-®apm, JIT/", inent. koa:
21642228

(naitvenysanus Ta koa 3a €JIPIIOY topuaniHoi ocobu abo npisuile, iM', o 6aTbkoBi (Pi3HHHOT
0coBu - niaAnpreMus, ii Micile NPOXKBAHHS Ta peecTpaLliiiHnii Homep 00iKOBOT KAPTKA NAATHUKA
nonarkis abo cepis Ta HomMep nacnopra)

Mporokosn Bisyaasuoro kowtpomo sia 17.03.2021 N 0719/16.

3a pesynbTaTamMu JEPKABHOTO KOHTPOJIKO BCTAHOBJIEHO, WO Jikapcbkui 3aci® BBe3eHO B

Ykpainy 3
AOTPHUMAHHAM BUMOTr 3aKOHOAABCTBA LIOAO 3a0e3neueHHENKOCTI NiKapChKUX 3aco0is.
/AR \ .
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Kon nponyxry:

Kpaiza-BupobHuK:

Homep peecTpaliifHOTO IIOCBiAIEHH:
Ne cepii: 08045

IMata BupoGHunTRa: 08/2020

Jlara sunycky cepii: 11/03/2021

Jlikapcpka dopma:
Jo3syBasHsA/BMmicT:
Buj i po3Mip yIakoBKH:

Jlo3BiN Ha BUITyCK cepii BUAAHO
KOMIIaHI€I0:
Howmep Jiren3ii Ha BApPOOHHUITBO:

IMoka3zHuk
30BHIIIHIA BATJISAX

Cepenns Maca
OnHOpPITHICTE MacH

Posnananss
PozunneHns
- Yepes 1 roguny
- Yepes 4 roguan
- Yepes 8 rongun
Inentndixaris quknodeHaxky HaTpio
(BEPX)
InenTudixaiis THTaHY TIOKCHIY
(E 171)*
KinpkicHMI BMICT IOMILITOK

1-(2,6-Huxnopdenin)-2-innominon (Ph.

Eur. pomimika A)
2-[(2,6-muxnopdenin)amino]-
6enzansaeria (Ph. Eur. nomimka B)
Ignonin-2-onud
(Ph. Eur. rominxa E)
HeinentudikoBaHi JOMIIIKH:
- Oxpemo
- B cymi
Bcporo roMimox
Brpara pH BUCyLIyBaHHI
Mikpo6ionoriyna uyncroTa*
TAMC
TYMC
Escherichia coli

KinbkicHuit BMicT TUKIo¢eHaKy HaTpiio

BERLIN-CHEMIE

MENARINI

Ceprudixar sxocTi

Jukno06epa® perapa
F132872
Himegunna
UA/9701/04/01

BEPLIN-CHEMIE AG
Glienicker Weg 125
12454 Berlin

JlaTa 3akiHueHHs TepMiHy. mpuaaTHocTi: 08/2023

Po3wmip cepii:

Tsepai Karcyiu, IpoJoHroBanoi aii, no 100 mr

1 xancyna mMictuts 100 Mr anukIoheHaKy HaTpio

10 xancyn y 6xictepi, 2 GricTepH B KapTOHHiH kopoOi, 3
MapKyBaHHSM YKPaiHCEKOIO MOBOIO

BEPJIIH-XEMI AT, I'minikep Ber 125, 12489 Bepuin,
Himeyunna

DE_BE 01_MIA_2019_0006

Cuenudikanis

TBepi )KeTaTHHOBI KaICyJH Bif 61J10r0 10 KpEMOBOTO KOJIBOPY
(3a6appnenns He iHTeHcHBHime, Hix 9001 32 RAL) (po3mip
Kamncyn 2)

Buicr: kynenoiOHi rpaHyiH BiJ 6i10r0 KOIOPY A0 KOJIBOPY
CJIOHOBO] KicTKH (3abapBIeHHA He iHTeHCHBHile, Hix 1014 3a
RAL)

HowminansHe 3HayeHHs: 0.220 T

+ 10 % Bix 3HalnEHOT cepenHBOi MacH; y 2-X 13 20 Karncy BMicT
MoKe BigxunaTucs Ha + 20 % Bij 3HalieHO] cepeHbOi MacH
OG60JI0HKA KaIICYJIM PO3NaJacThCs NPOTATOM 15 XBHINH

25-50%

45-90 %

He menme 75 %

Yacy yTpUMyBaHHS [iKiB Ha XpOMAaTOrpaMax €TaJlOHHOTO Ta
BHUNPOOOBYBaHOTO PO3YHHY NIOBHHHI CHiBIaJaTH
Konrsoposa peakitis: YTBOPEHHs OBTOTO PO3IHHY

He 6inpime wix 0.2 %
He 6inpme Hix 0.2 %

He Ginpme mixk 0.2 %

He 6inpmre wix 0.2 % xoxHa

He Ginpire wix 0.5 %

He Ginpie mix 0.7 %

He 6inpmie mixk 1 %

Ph. Eur. 5.1.4

He 6impme 103 KYOB 1T

He 6inpme 102 KYO B 11

Bincyrtsi

95 - 105 % Bix BKa3aHOi Ha €THKETII KiJIBKOCTI Aif0401
peuosunH (95.0 — 105.0 Mr/kancyiy)

* Bunpo6yBaHHs IPOBOAUTLCS IPHHANMHI OJMH pa3 Ha pik abo Ha KOXHiH fecsTid cepii.

Cepmudikar:

51767 ym.

Pesyabprar
Binmosinae

Bianosinae
Binmosimae

3. xB

43. %

74. %

88. %
ITo3zuTHBHO

Bignosinae

<0.1%
<0.1 %

<0.1%

<0.1%
<0.1%
<0.1%
0.9 %

He Buznaganocs

He Busnavanocs

He Bu3znavanocs
99.2 %

S MM 3acBiguylo, o iHQOpMaIs, BHKIA/EHa BHILE, € TOYHOIO i gocToBipHO0. ITpornec BUPOOGHMITBA HaHOi cepii MPOAYKTY,
BK/TIOUAIOYH YIAaKyBaHHS/MapKyBaHHS i KOHTpONb sKOCTi, Oylo 3JiliCHeHO B TOBHiK BiamopigHocti 3 Bumoramn GMP,
3aTBEp/UKCHHMH MICIICBMMH OpTaHAMH KOHTPOIO, 1 croenuikallisMu peecTpamifHOTO TOCBifYeHHs KpaiHu-iMmoprepa, abo
BUMOTaMH crienudikanii JUIs IpoXyKTiB, MPH3HAYEHHX JUIA AOCHiDKEHHS. 3BiTH II0JI0 BUPOOHUIITBA, yNaKyBaHHS Ta aHAIITHYHHX
BHIPOOYBaHb cepii GyJIo mpoaHasi30BaHO i BU3HAHO TAKHMH, IO BiANOBiAl0Th cTanfapTaM GMP.

(mignuc)

I-p Ti6op Miko
VnosHOBaxeHa ocoba
11/03/2021

ITeuaTka
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BERLIN-CHEMIE | e
MEN ARINI 12489 Berlin

Ceprucdukar KayecTsa

AOuknoGepn ® petapa
Kog npoaykra: F132872
CTpaHa npon3BoauTENb: lepmanus
PervcrpalmoHHOe YA0CTOBEPEHUE: UA/9701/04/01
Ne cepuu: 08045
[ara uarotosnenusi: 08/2020 [arta okoHYaHusa cpoka rogHoctu: 08/2023
[ara ewinycka cepum: 11/03/2021
Pasmep cepun: 51767 yn.
IekapcTBeHHas copma: Teepabie Kancynbl, NPONOHIMpoBaHHOro Aeicteus, no 100 mr
[oauposka/Copepxanue: 1 kancyna copepxut 100 mMr AuknogeHaka HaTpus
Bua v pasmep ynakosku: 10 kancyn B 6nucrepe, 2 Gnuctepa
B KApTOHHOW KOpOGKe, C MapKUPOBKOW Ha yKPaUHCKOM A3blke
PaspelueHure Ha BbINYCK CEPUM BbIAAHO BEPIIVH -XEMU Al , Tnunmnkep Ber 125, 12489 Bepnud, Mepmanus
KOMMaHWe:
Homep nuueHaun Ha npon3BoacTeo: DE_BE_01_MIA_2019_0006
MNokasarens Cneuudukaumn PesynbTar
BHewwHWiA By Teepbie XenaTMHoBbIe Kancynbl oT 6enoro 10 KPEMOBOrO LBETa CootsercrayeT
(oxpacka He uHTeHcuBHee, Yem 8001 no RAL) (pasmep kancyn 2)
CopepxaHue: WapoBuaHbIe rpanyrnbl o1 6enoro useTa 4o usera
CROHOBO KOCTH (OKpacka He uHTeHcusHee, Yem 1014 no RAL)
CpepaHsis Macca HomunaneHoe 3HaueHue: 0.220 1 CootsercTeyeT
OAHOPOAHOCTL MacChl + 10 % OT HalAeHHOIN cpeaHen Macchl; Y 2-x u3 20 kancyn CootsercreyeT
CO/IePXUMOE MOXET OTKIIOHATLCA Ha + 20 % OT HalaeHHO!
cpeAiHel Macchbl
PacnagaemocTb O6onouyka Kancynbi pacnagaercs B TedeHe 15 MUHyT 3. MuH
PacTBopeHue

- Yepes 1 yac 25-50% 43. %

- Yepes 4 vaca 45-90 % 74. %

- Yepes 8 yacos He meHee 75 % - 88. %
UpeHTudukaums avknogeHaka HaTpus BpemeHa yaepkuBaHus NMKOB Ha XpoOMaTorpaMmmax aTanoHHoro u MonoxutensbHo
(BOXX) UCTLITYEMOrO PacTBOPOB AOMKHLI COBNaAaTh
UpeHtudmkaums TutaHa auokenaa (E 171)*  LisetHas peakuwsi: ObpasosaHue XenToro pacrsopa CooteercrayeT
KonuuecrseHHOe coaepxaHue npumecen

1-(2,6-[uxnoperHmnn)-2-uHAONMUHOH He 6onee 4yem 0.2 % < 01 %

(Ph.Eur. npumecs A)

2-[(2,6-auxnopbeHnn)amMmHo]- He Goree yem 0.2 % < 01%

6enaanbaerug (Ph. Eur. npumecs B) :

Wnponun-2-oquH (Ph. Eur. npumecs E) He Gornee 4em 0.2 % < 01%

HeungeHtuduumposaHHble npuMecu

- Mo otaensHOCTH He 6onee uem 0.2 % xaxaas < 01%
- B cymme He 6Gonee 4em 0.5 % < 01%

Bcero npumecei He 6onee yem 0.7 % < 01%
MoTepu npy cyluke He Gonee uem 1 % 09 %
Mukpobuonoruueckasn umcrora® Ph.Eur. 5.1.4

TAMC He 6onee 10°KOE B 1T He onpeaensnocs

TYMC He 6onee 10°KOE B 1T He onpeaensinock

Escherichia coli OtcyrcTeyioT " He onpepensinock
KonuuyecrseHHoe conepxaHue 95 - 105 %, OT yka3aHHOro Ha aTUKETKe KonuyecTaa 99.2 %
avknodeHaka HaTpus Aevcreyolyero Beulectsa (95.0 - 105.0 mr/ kancyny)

*McnbiTaHme NPOBOAMUTCA Kak MUHUMYM OAWH Pa3 B r0j, UMM Ha Ka0i AeCSTON cepumn

Ceprudmkar:

1 HACTONLLIMM 3aBEPAIO, YTO MHDOPMALIMS, UNOXKEHHAR BbILLE, ABNAETCA TOUHON U AOCTOBEPHO. MpoLecc NPOM3BOACTBA AAHHOM CepUy NPoAYKTa,
BKITKONARA YNAKOBKY/MapKMPOBKY W KOHTPOMb KayecTsa, Gbin OCYWECTBNEH B NONHOM COOTBETCTBIU C TpeGoBaHusiMu GMP, yTBEPXAESHHBIMU MECTHLIMU
KOHTPONUPYIOLLMMU OPraHamu, U creLmMuKaLmMsMy PerucTpaLnoHHOrO YAOCTOBEPEHUS UMNOPTUPYIOLLeR CTPaHbl, Unu TReGQBaRNAMM CieldukaLmmn
ANS NPOAYKTOB, NPEAHAa3HaYeHHbIX Ans uccneaosaHui. OTHeTs 0 NPOUIBOACTBE, YNAKOBKE U aHANUTUHECKUX NGRS aycx g w

npoaHanuaMpoBaHb! 1 NMPU3HaHb! YAOBNETBOPSOLLMMY CTaHaapTaM GMP.

Dr. Tibor mikd
YnonHoMo4eHHoe nuuo
11/03/2021

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Reinhard Uppenkamp (Vorsitzender), Michae tevitCh, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Rainer Kern, Dr, Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2120 {Zentrals),
Registergericht Amtsgericht Charlottenburg (Berlin) HRB 34997 - bbn 40130545




HEPXIIIKCITYXBA
AEPKABHA CIYKEA 3 JIIKAPCI)KI;/.IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKTii OBJIACTI

npocnexT Banepis Jlobatoscekoro, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://Www.dIs.gov.ua. Kon €IPTIOY 37078774

BUCHOBOK
Apo AKICTh BBE3eHOro B Yxpainy Jgikapeskoro 3acoly

22.06.2021 Ne 32808/21/10

AMKJIOBEPJI® PETAP][

(uatiMenypanus JKAPCBEKOro 3aco6y 3rigHo 3 PeeCTpanitinmm nocsi TueHHsM)
Kancymm TBepi npoaonrosanoi ii o 100 mr no 10 Kamcya y Giaicrepi,
KapToHHii Kopo6ui
(dbopma sumycky, AO3YBAHHS, BUA NAKYBARHA TIKAPCHKOTO 3acoby)

no 2 Giicrepn y

Howmep peecpaniitioro nocsiguerns UA/9701/04/ 01 crpox xii peectpamisisoro nocsimenns 01.01.2099

Cepis nikapcskoro 3aco6y Ne 08045 Kinbkicts BBesenoro nikaperxoro 3acoby 8748

Bupo6auk BEPJITH-XEMI A" , HiMeyunna

(HalimenyRauns BupoGHuKa AiKapceKoro 3acoby, Kpaita DOXOIKeHHs)

Baesero B Vipainy CninbHe ykpainchko-ecToHchKe HiANpHEMCTBO y ¢bopmi Tosapucrea
3 06MexenoI0 BianoBigaabHicTIo "Onrima-®apm, JITA", izenr. Koa:
21642228

(nafiMeHyBaRHS Ta KOZ 32 CAPTIOY 1opunmynoi ocobr ago TIPi3BHINE, iM'SL, 10 6aTEKOB] izmunoi
0cobu - mixnpuemis, i micie TIPOXHBAHHA Ta peecTpauifimit Homep 06nikonoi KapTKH IIaTHUKa
nozxarkis abo cepis Ta HOMEp nacropra)

Iporokoa BisyansHoro kouTpomo Bix 10.06.2021 N 1997/21.
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TEPXJIKCITYXKBA
TEPKABHA CIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMYT

V THIIPOIETPOBCHKIA OBJACTI

Heinpo, mr.CoBopua,4, k. 601-605, 49005, Tex. (066)3454171
B-mail: dlis.dp@dls.gov.ua,https://www.dls.gov.ua, Koy €IPIIOY 37070665

BHCHOBOK
Hpo AKICTE BBE3eHOro B Y Kpainy JikapchbKoro 3acofy
05.08.2022 Ne 30570/22/0411
JIAKJIOBEPJI® PETAPJL

{(HaliMeHyRaHET JKAPCHKOrQ 3ac00y SMinHO 3 PeecTparifHEM IOCBIIEHEAM)
KarcyJs TEep/i npoaonresamnol gii me 100 Mr mo 10 xamcyn y 6micrepi; mo 2 QuricTepH ¥
RapToHHii Kopobni

{{bopma BUIYCKY, AO3YRAHHS, BUA NAKYBAHHA mixapeEroro 3acofy)

Howmep peectpaniittoro noceimaenns UA/9701/04/01 crpox mii peectpanifroro mocsindeHns 01.01.2099

Cepis mixapeskoro sacoby Ne 18029 Kinukicts BReseHoro Trapeskoro 3acoby 2905
BupoGaux BEPJIIH-XEMI Al', HiMedauraa
(uativMenyBaEHS BHpOGHHKA NiKapckkoro 3ac06y, kpaiHa TIOXOIAKCHHHA)
BaeseHo B VEpatsy Tosapucise 3 o6Mexenoro Bizmorizanericrio "HallM", inenr. xoa:
31816235

(uabivenyranns Ta kox 32 €JIPIIOY oprrudnof ocobu abo npissuime, iM's, TIo GaTeiosi dizmHol
0cobH ~ HianpreMIT, If Micne npouEERAHES T2 peecTpaniiinyi HomMep 001ikoBOT KAPTKY LIEATHAKS
oZaTkis afo cepis Ta HoMep DaclopTa)

Tipotoxoa Bisyamsroro kontposto six 04.08.2022 M 07-01/1438/10.

32 PesyMBTATAMH  AEpPKABHOTO KOHTPOIIO ECTAHOBIEHO, IO mikapcekHi 3aci6 BReseHo B YipalHy 3
JHOETPHMAHHAM BUMOT 3aKOHOJIABCTBA INO0 3a0e3[[eHEeHHT AK0CTI AIKAPCEKUX 3acohin.

Hauansruk Hepxasroi ciryx0m 3

niKapcHKHX 3ac00iB Ta KOHTPOIIO 33 .
P ; T Oniz OBYAPEHKO
HApKOTHKaMH y JHIIporeTpoBehKIN
. 4990
obnacTi f% /
(rocanoea ocoba Opray AEMKABHOTO KOHTPOMIO) {mi ;IW (iminiany Fa mpisemrme)

Bummrxora Kapima +38(066)345-41-71



Ko npoayery:

Depwana-BapoliiMk.

HOMeD pRECTRALRNOS NOCBIAHEHNHA:
Howep cepil. 18029

Oata supoGuwyrea; 08/2021

Herra sunyexy cepil. 16022072

flixapcoeka hopwa
Guna glifaTvpnicrs:
Po3mip T2 THR NaKyaaHHA:

HafmedyaaHHR | MICUBIHANOAKEHHA
AMPGEHIKS, WO SURYCTVB Cepiio a obir;
Homep niteHait va swpolHvTan:

Mo HK

J0BHIWKEA BUrNAR

CepsaHn maca
QOAHOPIAHICTL Mac

PasnagaHHa
PosdmbenHs;
- wepes 1 rogwHy
- qapes 4 roguHe
 4epes B rofvK
HeHTudiRaLiN AwkrDgesacy naTpia (HEPX)

Kiflekichmi BMICT AMKDOGEHEKY HATDID

inoxrudikayin TUTAHY GIOKCHAY
{(E 171}
KiNsricHmit auicT oMok
- $-{2.5-Hwxnopdenin)-2-inganikon (Ph,
Eur. pomitma A
+ 2:[{2 Beguxnophemin}amine]-
Gewzansaeria (Ph. Eur. fomiwea B)
- [HAONIH-2-0AWH
{Ph. Eur. aomiwka E)
HelpermadixosaH JOMILLKW;
= DEPEMD
- 8 cymi
Boaorn AOMILIOK
Brpara B maci npu AUCYyRaHHi
TAMC
TYMC
Escherichia coli

BERLIN CHEBAE ADG
Giipnicker Way 125
123808 Beatin

BERLIN-CHEMIE
MENARINI

Ceprudikar pxocri

Anxnofepn® perapn
F13zar2

Himavrmna
UAIST01/04i01

Aata aninverHA TepwMiny npuaaTHocti: 08/2024

Poamip cepil 19937 ya,
Kancynd TEafai RPONGHIOBaH0T Al no 100 ar
1 #8NCynRa TEepAs NONCHIoaaHaT Al MICTHTE Avknobenaky HaTpirg 100 mr
I 10 xascyn y Gricrepi; no 2 GricTepu ¥ KapTaHkii kopobuy 3
MEPKYBSHHAM YKDATHCBKOI) MOBOO
BEPIH-XEMI AT, Frivikep Ber 125, 12489 Bepnin, Hinenuvua
DE_BE_01_MIA_2019_0008
Gneyudixayis Paaynerar
Teepai KenaTwHoai Karcyns 8ia Ginora A0 KHENOBROD XONLOPY Blanceizas
(2a5apenedHn ue IHTERCREHRLE, HDk 2001 ne RAL} (poamip kancyn
2). Baier, pynncTi rparyny eig Ginoro xoneoly B #NARGDY
CNOHOBGT KCTHM {3a0apBNeHHA HE iHTeHCHaHILS, Hbk 1014 no RAL}L
HomiHANbHE 3HAYEHHH; (.220 r Bignoeigac
T 10 % B anaRZeHOT CopasHLeT Macy; vy 2-x i3 20 kancyn BMIGT Bignosigac
MOKa DIZXUMATICR HE + 20 % Bia IHARDENOT CaPBAHLGT MACU
GOoNcHRE KENCYNU POSNBABETLCA NPOTHIOM 15 xBMnnH 2. X8
25-50% 43 %
45-90% T4 %
He meHwe 75 % 89, %
HacH YTPMMYBAHHA NIKIB HA XPOMATOFDAMAX STANOHHOTY Ta MoastTusno
BEANPOBORYBAHONO POINKHIB NOBWHHI BlraTicH
95 - 105 % 8l engaaH0l Ha ETUKETUL KIRLKOCTI AINGE PELOERHI 104.3 %
(95.0 — 165.0 sirfixancyny)
Koneoposa peakuyin: YTBOPeHHA MOBTOM DOIUUNY He npoecAWnOcA
He Ginbwe Hiw 0.2 % < 01 %
He Sinpiae Kk 8.2 % < (.1 Y%
He Dinbiue #bk 0.2 % < 01 %
He Ginewe Hin 0.2 % kowma < 01 %
He Ginswe His 0.5 % < 01 %
He Sinsue viw 0.7 % < 01%
He Ginuwe riv 1 % 0.8 %
PhEur 5.1.4
seBinewe 10°KYOeir He nposognnocn
#e Ginbwe 10°KYQetr He nposogmnosa
BincyTHi Ha npoRogwRoEn

TEWnpLOYBENHA NDUBNFTHEA NPWHSHMHI DAKH P83 Ha Pl 350 HA KOMHI HeCATH: Capii.

3arsa npo caprudixaniio:

UMM B SACHIANYIC, Wl HABSARH BMLE IHPOPMALIA & BOCTORPHID Ta TOUHG. LK cepiio npoaysuil SYNg eupofineso | Bx i TRRYRSHH MARKYBSHHR) TR
NDOBSAEHG KIHTROM: T AKDCTI Y NOBHR BINOBIARACT 3 Bnrcramy GMP, BCTaHOBNEHIMM MICLOBMM PEMYIATORHIM DEraHoM, & TEKOK Bignoaiguo qo
TNehikaUIR, 10 BICTRTLER ¥ PRECTRALIAHOMY ASCHE KPET-#-iMNopTEpA. NpoToKorM BupOBHAITEA, ARKYSAHHA T3 ananialh GYNe NRPSLNBHYTS TA BCTHGATBHD

slanoeiamicTe GMP.

¥noarosaxoHa
ter0zi2n22

Vigrshtrandar dos Aufachisralos: D Allgrio Giovanni Aleotll - Vorstund: Or. Reinharg Uppgnbsaan Yorsfmenderl, #is
Gir, Artifict Sohastio, Dr Bainer Kaen, De Fig Mai Postangcheift Berdin-Chemic AG
Ragistergeriott Amtiguoacht Chadgitenburg (Beriin) HRE 24007 . libn 40130545

HREY

gl firotovich, Dy Tuiltisn i
e Sagm §haedin 2100 20

18488 Berkin - Tl 445 38 87070 {Fane)




JEPXKABHA CJIIY)XKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMH
Y JHIITPOITETPOBCBHKIN OBJIACTI

Huinpo, w1.Co6opHa,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dis.dp@dls.gov.ua, Kox €APIIOY 37070665

BUCHOBOK
PO SIKicCTH BBe3eHOro B Y KpaiHy JiKapcbKoro 3acofy

24.08.2023 Ne 42574/23/04

JUKJIOBEPJI® PETAP/{

(HaliMeHyBaHHS JlikapchKoro 3aco6y 3riHO 3 peecTpauilfHUM NOCBiTYEHHAM)
KancyJ/ia TBepAi npoJjonrosasoi aii mo 100 mMr nmo 10 xancy.a y 6Jicrepi; mo 2 6aicrepn y
KapTOHHil KopoOui

(¢opma BuIyCKy, H03yBaHHS, BUX NIaKyBaHHA JikapcbKOro 3acoly)

Homep peectpauitinoro nocsimenns UA/9701/04/01 crpox gii peectpauiittoro noceimuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 39003 Kinbkicth BBe3eHOTr0 Jikapchkoro 3acoby 22918
Bupo6Hux BEPJIIH-XEMI AI', HimeuunHa
(ualiMeHyBaHHS BUPOOHHKa Nikapcekoro 3acoly, kpaiHa MOX0KEHHS)
Besero B Vipainy ToBapucTBo 3 06MexeHor0 Binnopinaabuictio "BaJIM", inen. kox:
31816235

(naliMeHyBaHH4 Ta ko 3a €IPTIOY ropuanuHoi ocobu aGo npisBwuiile, iM's, Mo 6aTEKOBI Bi3HyHOT
0co6H - nignpueMLIs, il Miclie TPOXHBaHHA Ta peecTpaulifiHuit HoMep 061iKOBOT KapTKH IUIATHHKA
nozarkis abo cepis Ta HOMEp 1acnopra)

IpoToxon Bisyannroro xoutposo Bix 23.08.2023 Ne 07-01/2423/5.

3a pesyiabTaTaMH JIep)KaBHOTO KOHTPOJIFO BCTaHOBJEHO, LIO JliKapchKuii 3aci6 BBe3eHo B VkpaiHy 3
AOTPHMAHHAM BHMOTr 3aKOHOJABCTBA MO0 3a6e3neueHHs AKOCTi JlikapChbKUX 3ac06iB.

B. 0. HavanpHMKa Jlep)kaBHOT CIIyXKOH 3
NiKapchKUX 3ac00iB Ta KOHTPOJIIO 3a

. 1 €rop BOJIKOB
HapKOTHKaMH y I[HalOHCTpOBCLKlPI P
obnacri
(nocanoBa ocoba opraHy JepKaBHOrO KOHTPOJIO) (n}ﬁ{luc) (ininiany Ta npissuile)

M.IL




A

Kop NPORY¥TY:

Nepwasa-supobHmK:

Hiwdip pEECTPALIAHOND ROCHIGHEHHRA!
Huowep cepii; 39003

Para pupoBHuLrea: 02/2023

Hata sunycry cepil: 01/08/2023

Nikapcwka hepma:
Cuna piillakrascry.
Poaasiss TA THN RAKYBBHMA

HafBHYREHHER | MICUBIHAXOMIEHKA
BUPOBHMKA, WO BHNYGCTIE Capi B ofir:
Howep riyaHall wa snpolruluTeo:

Nowagnuk
AoeHiwHih anrnag

CeapenHn maca
OAMOPIANICTE Macy

Foanagemm
PojumeHHA
- ugpay 1 roamy
- 4apE3a 4 rOAUHK
- wpaa B rogue
igsTpixaLa puinodeHacy HaTpiio (BEFX)

Kinbiickud BMICT AVKNODSHAKY HATDIO

|permadikBLdA THTANY FiOKCURY
(E171)*
KIPbsiGHNA BMICT AOMIUC
- $-(2 8- NpnopdbeHing-2-iktoniHod (Ph.
Eur. poMituke A}
- 2.](2,8-awxnoxbexln}aminol-
Gevaanspseria {Ph. Eur. aomiwxa B)
- HgonH-2-081H
{Ph. Ewr. pomiaxa E)
- oKpeNO
- H Cymi
Bendrn aaMiLIoK
BTpSTR B MACI NPM BNCYLIYBAHHA
Mpofiongrimp YncToTa”
TAMC
TYMC
Escherichia coli

i

3an1|—n 'npn ufwmpiuulz:

BERLIN-CHEMIE
MENARINI

Coprudpinar axccy

BwnoBopn® patapa
F132872

HerqmHa
UASTO1/04/01

[ara saxiHJsHHA TapMiny npuaarHoct. 03/2026

Po3amip cepit:

Kapcynu veapai NPORAHrosEHOT 43T no 100 Mr

49172 yn.

1 ¥ENCYNE THERAH NPOICHNEEaHOT A MIETUTE AwkncahenBry HATDIKE 100 Mr

Mo 10 kancyn y Snicrapi; no 2 Snicrepd ¥ KapraMki kopobil a
MEEKYRRHHAM YKPATHELROKD MOS0
BEPNIH-XEML AL, Mnikixap Ber 425. 12489 Bapnix, Himeuwwwna

DE_BE_01_MIA_2022_0011

Taepai xenemuHoni kaNCyny sig Binoro Ac KPOMORDEG KeNeopy

{aafiaperewHs ne iWravcHBHiLe, Hix 9001 o RAL) (poamip sancyr:

2). BaicT: kynacTi rpaHyni sin Sinoro KonLogy Ae KONsOpY

cnoxosol KCTo) {3a0apaneHHA He MevCwaHiue, Hik 1014 no RALS.

HouinenoHe sHasdews: 0.220 1

1 10 % Bin TAaAReHOT CEpaRHBOT MACK, ¥ 2-X i3 20 Karcyn BmicT
MO BENATHCA e 2 20 % Big JHBAANHOT CHPAAHLOT MACH
OBGRoNK KANCYAN POINAAEETECA NPOTHEM 15 XBUKY

25-50%

45 -90 %

He marena 75 %

Yac YTpRMYSaHHESA Ml HE XPOMETONPAME STANOHHOM Ta
BANPOGORYBANOND pud-iwkle noaunkl 3Giramica

85 - 105 % oin BNA3AHOT KB BTHKETL KNEXOCTI iKMOT pEdoBHM
- {95.0 — 105 0-mrfkancyny} - - R

Konsoposa peakUia; YTEOREHHA maDTOra pasukiHy

He Binbtus Wik 0.2 %
He Ginbwe Hix 0.2 %

He Sinpwe wbx 0.2 %

He Sinbiva vk 0.2 % koxuda
He Binwue Hik 0.5 %

Ho Ginbiwe wx 0.7 %

Ha Girsuia Hm 1 %

PhEur. 5.1.4

He Binblwe 10" KYO B 1T

ne Ginswe 10° KYO B 1T

wipcyTl

Finrd DRI PBY Hi R B0 Y KONHA gecaid CERH.

Bipnoainae

Bipnoeigas
Bianonigsc

A

45 %

76. %

34 %
lMNeavuero

101, %

< D1 %

< 1%

< 041 %
€ 01t%
< 0.1 %

07 %

He nposoavnace
He ApPOBCANNGCA

He nposogunrocs

MM R ZAERANI0, o BaL® [Hepopuayy

e I 14 TouMoI0, Lo cepli Apoayall Byno supod ( ¥ oy
‘ PETYNATORHIM OPFEHOM, & TEKOW BIMOBIAHD AT

NpOB MG KONTPOr T goeTt ¥ neanli sl 11

ZTOUHAKTEY, L MICTRTECA ¥ POEcTPALIAHOMY ROCKE KpaTHY tunoprepa. NpaTowom

signoslpHicre GMP,

Dr. Norbei Stang

YnoaHopImeHE
DB

Vorsitzender tus Aufsichisrates: Dr. Atberta Giovanmi Alsotil » Yorstand: Dr, Luca Lasrruccl Varsitrandarl, Edwa
Dr. Attitic Sobastio, Christiang von der Eitz - Postanscheift: BERLIN-CHEMIE AG, 12485 Barlin -

i3 GMP,

Registergericht Amtsgericht Charfottonturg [Barling HRR 34397 B

L T

POJHULITEE, FAKYHAMHY T3 BHANYIN EYN0 NApeNIHYTO T3 BCTAHSANBHO

zyhowski, Or. Christian Maischka,

Tel. +49 30 6707-0 {2antrgie), Fax +49 30 87072120 (Zenirsial,



JTEPXKABHA CJIYXEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA
VY JHINMPOIIETPOBCBHKIM OBLJIACTI

Jninpo, mn.Co6opxa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail; dls.dp@dls.gov.ua, Koa €JIPTIOY 37070665

BUCHOBOK
Npo AIKiCTH BBE3EHOro B YKpaiHy JiKapchKoro 3ac00y
01.01.2024 Ne 67405/24/04
JUKJIOBEPJI® PETAPL

(naliMeHyBaHHA iXapcHKOro 3aco0y 3rifHo 3 peecTpanifHAM NOCBITHCHHIM)
KancyJH Teepai nposonrosanol aii mo 100 mr no 10 kancya y Gaictepi; o 2 6nicTepn y
KapTOoHHi# Kopobui

(dopma BUMycKy, AOIYBAHHS, BHJ NAKYBAHHA JHKAPCHKOTO sacoly)

Homep peectpauifinoro noceimenns UA/9701/04/01 crpok aii peecrpauitinoro nocsimaenna 01.01.2099

Cepin nixapcskoro 3acoby Ne 39012 KinbKicTs BBe3€HOTO JikapehKoro 3acoby 26244
Bupo6Huk BEPJITH-XEMI AT, Himeuunna
(naliMeHyBaHHs BUPOGHUKa NiKapcekoro 3acoly, kpaiHa NOXOIMEHHA)
Beeseto B Ykpalny TopapucTBo 3 o6Mexxeno10 BianosinanshicTio "BaJIM", inenr. kon:
31816235

(Hafimexyrauns Ta koA 33 EJIPIIOY opuanyHol ocoBH abo npizsuiLe, iM'g, 10 BaTEKOBI
disnunol ocobH - manpuemug, i Micue NPOXUBAHHA T4 peecrpauiinuii HoMep 06aikoBOT
KapTXH IUTaTHHKA IToAaTkin aGo cepis Ta Homep nacnopra)

TIpoTokon Bisyanskoro koutpomo Bin 27.12.2023 X 07-01/3689/2.

3a pesybTaTaMH JEPKAaBHOTO KOHTPONIO BCTAHOBJEHO, WO JikapcekhH 3aci6 BBE3CHO B Ykpaigy 3
AOTPHMAHHAM BHMOT 3aKOHOJIABCTBA MO0 3a0€3MeUeHHs AKOCTi nixapchKuX 3aco0is.

B. 0. HauansHHKa JlepxxaBHo] ciryx0u 3

JMKApCHKHX 32c06iB Ta KOHTPOIIO 38 .

HapKOTHKamH y JHIiIponeTpoBChKii Mg BRESHHR
obnacri

(nocanosa 0codf I s RQRaa R {miamnuc) (iniuianu Ta npi3suuie)

o
TOKY MEHT

’~

Hikitiuepa Okcana +38(066)345-41-71



b

Kon npoayxTy:

Dapwaea-spoGRIK:

Homep pacsypalliHore roceiqueHHa:
Homep cepil: 38012

fera enpobnuires; 07/2023

Jara aunycky capll: 2811/2023

Nikapcuka opea:
Cuna ailfakmverdeTs;
Posmipra THR nakrysaHHA;

HaiimanyeanHa | micLieaHaRoRKeHHA
BupoSings, WO SMOYCTVE GERIK B oBin
Homep nlugHsiT Ha BupcBHLTEY; *

Hokeanwie
Aoenleslf Burnsa

CapepiHa Maca
OpHoplaHIcTs MacK

PaanagakHA
PasunHEHHA!
= yepes 1 roguHy
- 4Yepea 4 rogMHKn
-4Bpaa 8 roguH
Inesnudikavin guknodienary HeTpito (BERK)

KinexicHyn® BmicT AuKNOpEHERY HeTpilo

InarTuchikela Turany gickouny
{E17)
Kirbrkeumii MicT pomiwiok:
* =142 ,6-Auxnopchenin}-2-Haanion (Ph,
Eur. posilska A)
- 2-[(2,6-prxnapderin)amiHo]-
GeHaarbgers (Ph. Eur. zombuxe B)
= IHg0rH-2-0nuH
{Ph. Eur, gomiuka E}
Helgutrmdikosani gomiuu;
-~ DKPENC
~ B cyMmi
Beeoro gomilek
Brpsta 8 Mac npy BUcyLyBAHH]
Mikpefionoriya umcrora®
TAMC
TYMC

Escherlchia colf

BERLIN-CHEMIE
MENARINI

Ceprudikat akoctl

AwrknoGepn® pervapy
F161265

HimayamHa
UA/S701104/01

lerra saxiHuerHA TepMiHy DpupsTHoeT; O7/20268

Pazmip capliz 51435 yn.

Kancynu tsepal nponoHrmeaHal AT no 100 wr
1 KBNGCYNA TREPAS NPONOHrOBAHOT AIT MicTUTL AMknDhBHAKY HATPID 100 Mr
Mo 10 ganeyn ¥ Enicrepi; no 2 GnicTeph ¥ xapTowHii kopobuf 3
MBPKYBEHAAM YARATHCKOIO MOBGIG
BEPAIH-XEMI AT, Mninlkep Bar 125, 12489 Bapni, HiMouqima
DE_BE_01_MIA_2023 Do4&
CRetmthlkauln - Peaynurar
Teepal senemunael kancysm ely Blnocs 4o ¥paMoEOTD KoNLOPY Binnoslgas
(sabapeneHHs He krencueniwe, Hik 9004 no RAL) {posmip kancyn
2}, Bmicr: kynActl rpaHynu sig Ginoro konbopy g0 Koneopy
croHoBol kieTkk {3a6apaneHHs e inTexcuaHiue, Hbk 1014 Ho RAL),
Hominanste sHauaHHE G.220 ¢ Blonoeiaee
£ 10 % sln aHEliasHOT copeaHBET MatH; ¥ 2-X i3 20 xancyn auicT Bianosigae
MoMe BANATUCR Ha & 20 % Bl JHakneHOT copegHan? Mack
QBoneHKa Kancym POsNASEETECA NPOTATOM 15 XaunuH 2 %
25-50% 44, %
45-080% 4. % .
He marile 75 % 88, %
Yacy yTpuMyBakHA ik HE XPOMETORPAMEX ETANGHHOTO T8 MoawrueHo
sMrpofoayeaHore posunkle noewuKi sGlranca
85 - 105 % nia skasaHoT Ha emukaTUi kinbkooti AlioHol peucewH 58, %
(85.0 = 185,0 mrikancyny) . .
Koneoposa peakLin: YTEOpaHHA MOETOTO poaskHy He nposopmnocs
He Binbls Hix 0.2 % ——= < 0.2%

WCHOM >\
Hs Sinbuie Hhk 0.2 % ot TN, < 02%

K nad G,
Ha Glnewe Kbk 0.2 % TOKY WFHTIB v__;. < 02%
" M k'

He Gimuwe Wi 0,2 % koxs E a‘!:l J < 0.2%
He Binblua Mk 0.5 % (o < 0.5 %
He Gimuws Kk 0.7 % A < 07%
He Girre Hix 1 % ., Y/ or %
Ph.Eur. 5.1.4 il
He Ginutwe 10° KYOB 11 [ He npomoguncca
He Blnuwwe $0% KYO B 1 T =4 He npoaoawmnacs

elacyml He nposcavnoca

*‘BrnpoSysantiz npoaogMTECA OpMHERMH 0AHH P33 Ha phe afio Ha xoxlls AgceTid capl,

3ansa npo cepmdikeigio:

UMM A 3aceiaune, o Hase eHa anlle IHhopMaLia e zocToslpHOM Ta ToMHo, Lo caplia npoRywul 5yno BMpoBNEHD (SKIKYMOYN MaRyBANHANBPKYBAKEH) T8
sianoaigHoaT]

RpeaeABHe KOHTPONE IT AKoeH ¥ noenli

cnetiachliaufil, tip wioramaeH ¥ paecTpalfiRtiony AOCHE KpaTHH-IMIOPTSPA. [ IpaToRamW ENPODHHLTLE, RakyBaHHA Ta aHaniale Syno ne

slanomipnics GMP.

or. Norber Stang

YnoeHoBax@EHA a
28/11/2023

# eumoram GMP, BCTRHDEREHMMY MICLEBNM PeTYNATODHHI OpFaHON, 8 TaroM BigncelaHo 40
'NMAHYTQ TH BECTAHOBMNAHKD
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