Kog npogykra:

Crpana npoussoguTens:
PernctpaunoHHoe yaocroseperue:
Ne cepumn:  03510A

[ata usrotosneHus: 09/2020
Hata seinycka cepun: 26/11/2020

NekapcTeeHHasn dopma:
[osunposka/Cofepxanue:
Bua v pasmep ynakosku:

PaspelieHne Ha BbINYCK Cepum BbIgAHO
KoMnaHuen:

Homep nuueHsuu Ha NPpon3BoACTBO:
Mokasartens

BrewHun sug

CpepnHsis macca
ORHOPOAHOCTL eANHUL 403NPOBaHUS

Mpenen npoYHoCTW Ha pa3pyluexve
NcTupaemocTs

PacTteopeHue

VinenTubukalma meTonponona Taptpata
(KX) '

Mukpobuonorudeckas yncrora*

KonuuecTseHHoe cogepxaHne npumecei
- HEU3BECTHbIE NMPUMECH, NO OTAENBHOCTHU
- CYMMa BCeX npumecen

KonuyecteeHHoe coaepxaHue meronponona
Taptparta

" VicnbiTanne NPOBOAWUTCS C Kaxaoi 5-oi cepuen
Ceprudukar:

BERLIN-CHEMIE

MENARINI

Ceptudukar kavecrna

Kopsuton® 50
F132226
Fepmanus
UA/3124/01/02

[aTta okoHuyaHus cpoka rogHocTu: 09/2023

Paamep cepun: 21258 yn.
TabneTtkn no 50 mr
1 Tabretka coaepxuT 50 Mr MeTonponona TapTpara
10 TabreTok B 6nucTtepe, 5 6NMCTEPOB B KAPTOHHOM
Kopo6Kke, C MapKUPOBKOM Ha YKPaUHCKOM $iablke
BEPNNH-XEMW A", FmuHukep Ber 125, 12489
BepnuH, Mepmanmnsa
DE_BE_01_MIA_2019_00086

Cneundukauua Pesynirar
Benbie, kpyrnble, nnockonapannenbHble TabneTkn co CooteetcrByer
CKOWEHHBIMW KDOMKaMU U HaceuKon AN AeneHns ¢

OHOW CTOPOHbI.

177.5mr £7,5% 176.30 mr

n=10: AV = 15.0 (L1) CootsetcTeyer
n=30: AV 150 (L1)

HUKaKoe U3 UHAMBUAYaNbHbLIX 3HaYEeHWI

COAEPXaHns He BLIXOAWT 3a Npeaens! oT

<075xMpo>125xM

250H 68. H
£1.0% 02 %

Q = 75% B TeueHun 30 MuHYT 97
OTHOCUTENLHO 3a8BNEHHOrO KONU4ECTEa 7
BpemeHa yaepxwviBarus nukos metonponona Nonoxurensto
TapTparta Ha XpomaTtorpamMmax MCrbITyemoro

¥ 3TanoHHOro PacTBoPOB AOMKHO COBNaAaTh

TAMC: He Goree yem 10°KOE / r < 10. KOE /r
TYMC: He Gonee yem 10°KOE / r < 10. KOE /1
Escherichia coli: otcytereyiot/ r CootBetcTayeT
£02% < 01%
s1.0% < 01%
Kamaﬂ OTHOCUTENTbHO 3a8BNEHHOrO KONU4YecTsa

95 - 105 % 100. %

OTHOCUTENBHO 3a8BNEHHOMO Konu4ecrTsa

A HECTOALMM 33BEPSI0, YTO UH(OPMAaLMS, U3NOKEHHAS BblLLIg, ABMAETCS TOMHON U AOCTOBEPHOM. MNpoLiece Npou3soACTEa AaHHOW
Cepun NPOAYKTA, BKIIOYARA yNakosKy/MapKUpOBKY U KOHTPOb KaYecTBa, Bbin OCYLLECTBNEH B NOTHOM COOTBETCTBUM C TpeboBaruAMY
GMP, yTBEPXKAEHHBLIMIU MECTHBIMU KOHTPOMMPYIOLIMMU OpraHamu, 1 cneLnukaLmamMn perncTpaumMoHHOro yA0CTOBEPEeHUS
UMNOPTUPYKOLLEN CTPaH®I, Unu TpeBGOBaHMAMK CNeLMdUKaLNN 418 NPOAYKTOB, npeaHasHadeHHbIX ANa uccneaosarn. OTyeTwl 0
MPOU3BOACTBE, yNAKOBKE 1 @HEMUTUHECKUX UCTIBITAHWAX Cepiu Bbinn NPOAHANU3UPOBAHSI U NPU3HAHLI YAOBNETBOPRIOWNMHU

cranpaptam GMP.

YnonNHOMOYEHHOE NNLOo
26/11/2020
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SERLIN-CHEMIE

MENARINI

Ceprudikar sixocri

Kopgiroa® 50

Kot npojykry: F132226
Kpaina-supoOiuk: Himequnna
Homcp peecrpaniinoro nocsiucHus: UA/3124/01/02

Ne cepii: 03510A
Jlara Burorosienns: 09/2020
Jlara Bunrycky cepii: 26/11/2020

Jlikapebka dopma:
Jlozysanusi/Bwmicr:
Bu/11 po3mip yuakopku:

Jlo3B1)1 Ha BHiTyCK cepii BUjiaHo
KOMIIaHICIo:

Howmep srineusii na BupoSunireo;

lloka3znuk

3oBuinmuii BUIIBsyL bini, xpyrui Tabuerky, ILIOCKOIIapalieIIbHI TabIeTKH 31 Binmmosinae
CKOIUEHUMH KPOMKaMH | HaCIIKOIO TS TIOIITY 3 OJTHOTO
6oky
Cepeyyns maca 177.5Mr+7.5% 176.30 mr
OjmnopymicTs oMM JI03yBaHHS n=10: AV<15.0(Ll) Bianosijtae
n=30: AV<150(LD)
KOJHC 3 IMJIMBI{yaIbHAX 3HAYCHB BMICTY HC BHXO/IUTH 32
Mexi B <0.75xMjo>125xM
Mexa minnocTi Ha pyHnyBanis >50H 68. H
Crupanicrh <1.0% 0.2 %
Posunncnns Q=75 % uporsrom 30 xBHMH 97. %
Ioxo 3asBienol KiibKocCTi
renrudikanis merorpoony Hacu yrpumyBaHHS NIKiB METONPOJIONY TapTpary Ha ITozutneHo
Taprpary (PX) XpOMaTorpamax BUTIPOOOBYBAHOIO Ta CTAJIOHHOTO
PO3YMHIB Ma€ cuiBlaaTH
MikpoGiosoriyna uncrora* TAMC: ne 6inse nix 10° KYO/r <10. KYO/r
TYMC: ne 6inpic nix 102 KYO/r <10. KYO/r
Escherichia coli:siacyTtsi / T Biguosinac
Kinnkicrmi BMICT JIOMINOK
- HCBIJIOMI JIOMIIIIKH, OKPEMO <02% <0.1%
- CyMa yCiX JIOMIIIOK <1.0% <0.1%
KoxHa 1110710 3a9B1CHOT KIJILKOCTI
Kumkicuuii smicT Meronuponony 95 - 105 % 100. %

rap rpary

Hara 3axingenns repminy npugatHocti: 09/2023

Poswmip cepit:

Taberku 110 50 mr

1 rabnerka mictuts 50 Mr MeToTpONIONTY TapTpaTy

10 Tabuerox y 6aictepi, 5 Gmictepis y kapTonmiit
KopoO11i, 3 MapKyBaHH;IM YKPaiHCHKOIO MOBOIO
BEPJITH-XEMI AT, Tninixep Ber 125, 12489 Bepuin,
Himeuurna

DE_BE 01_MIA 2019 0006

Cuenudikanin

I1Jono 3asBicHOl KinpKOCTI

* Buipobysanus mpoBoJMTLCS 3 KOXKHOT 5-1 cepil.

Cepragikar:

21258 yu.

Pesvaprar

S umm saceyrayro, mo indopmanis, BUKIAACHA BHILE, € TOYHOIO i nocrosipuoo. Ilponec BupoGuuuTBa jManoi cepii
HPOJLYKTY, BKIIOYAIOUM YUAKYBAHHA/MapKyBanus i KOHTPOJh SAKOCTi, 6y710 3jificHCHO B HOBHIH BifmoBLHOCTI 3
sitvoramu GMP, 3aTsep;pKCHIMH MiCIICBHMH OpranaMn KOHIPOINO, i creruikamismu PCECTPAIIHHOIO MOCRIqUEHS
Kpainn-imiloprepa, abo mumoramu cucnmdikaiii U TIPOAYKTIB, TNPU3HAYCHUX JUIS JIOCHIKCHHS. 3BiTH 1110710
BUPOOHMILTBA, YIAKYBalNs Ta aHaJiTMYHUX BHIPOOYBaHb cepii Oyno NpoaHami30BaHO 1 BMU3HANO TAKMMH, IO
BIJUIORIAIOTE cTamtapTam GMP,

(111;1mu¢)
JI-p Cami HIsan)r
YiorHosaxkcna ocoba

26/11/2020 llcuarka




JAEPXIIIKCITYXXBA
AEPIKABHA CJYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMMH Y KHIBCBKIN OBJIACTI

npocrniekT Banepis Jlo6anoscskoro, 51, M. KuiB, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
NPO SIKICTH BBE3€HOro B YKpaiHy JiKapchbKoro 3acody

24.02.2021 Ne 6867/21/10

KOPBITOJI® 50

(HakMeHyBaHHS JiKapCEKOTo 3ac06y 3rilHO 3 PeeCTpauifiHiM MOCBiNYEHHAM)
Tabaerkn 0o S0 mr, mo 10 Tabaerok y 6icrepi, mo 5 Guicrepis y kapTonniii kopo6ui

(dopma BumycKy, 103yBaHHS, BH IAKYBaHHS JIIKaPCLKOTO 3aC06Yy)

Homep peectpaniiinoro nocsimuennst UA/3124/01/02 crpox ii peectpauiitsoro nocsizuenns 01.01.2099

Cepis nikapcskoro 3aco6y Ne 03510A KinskicTs BBe3eHOrO mikapebkoro 3acoGy 2880
BupoGHuk BEPJIIH-XEMI AT, HiMeuuuna
(HaliMenyBanHs BUPOGHUKa JiKapchkoro 3aco0y, KpaiHa MOXOMKEHHS)
Baesero B Vkpainy Cruinbre yKpaiHChK0-€CTOHCBKE MiANPUEMCTBO y $opMi ToBapHCTBa
3 o0mexeHor0 BinnosizaasHicTio "OnriMa-®apm, JITI", inent. kon:
21642228

(natimenyBanns Ta xon 3a €JIPIIOY 1opuiuuHoi 0co6u abo mpispuie, iM's, 110 GaTHKOBI dbisngHOl
0co6u - miAnpHeMils, if Miclie NPOXHBAHHS Ta peeCTpaliiiiui HoMep 06TiKOBOT KAPTKH IITATHHKA
nozarkis a6o cepist Ta HOMep macropTa)

IIpoTokon BisyansHoro kourpomo Big 22.02.2021 Ne 0432/25.

3a pesynbTaTaMu IEPXABHOTO KOHTPONIO BCTAHOBJIEHO, IWNO JHKAapchKHil 3aci6 BBeseHo B Vxpainy 3
AOTPHMAHHSIM BHEMOr 3aKOHOAABCTBA OO 3a0e3NeYeHHS FKOCTI NiKApCHKHX 3aco0iB.

AN

( t
3a¢ryfiHnK HavansumKa Cyxou P “\‘ Q,@MO nexcit COJIOIPAM
' (nocaslopa 0¢0Ga oprasy nepxasHoro KoHTpOIO)  Gninane) Caligam Taonpioe)

MIL




Kon npoayxry:
Kpaina-BupoOHuk:

Howmep peecTpantiiHOro nocBiA4eHHs:

Ne cepii: 04511A
[Hara BurotoBnenns: 10/2020
Mara Bunycky cepii: 18/02/2021

Jlikapchka opma:
Jo3ysanHsa/Bmict:
Bun i po3mip ynakosku:

Jlo3Bi1 Ha BUIIyCK cepii BUIaHO
KOMIIaHi€l0:
Howmep ninensii Ha BUpOGHHUIITBO:

Iloka3Huk
30BHILIHIA BUTJISAL

Cepenns maca
OnHOpIAHICTL OAUHULE JO3YBaHHS

Me:xa MILHOCTi Ha pyiHYBaHHs
Crupanicts
Po3unnenHs

Inentudixanis Metonposony
TapTpary (PX)

Mixkpo6ionoriuna uucrora*

KinbkicHuit BMiCT JoMimok
- HEBIZIOMi IOMIILIKH, OKPEMO
- CyMa yCiX JOMIIIoK

KinekicHuit BMicT MeTonpostony
Tap Tparty

BERLIN-CHEMIE

MENARINI

CepTudikar axocri

Kopsgitoa® 50
F132226
Himeyunna
UA/3124/01/02

BEFLIN-CHEMIE AG
Gliegnicker Weg 125
12488 Berlin

Jlara 3akiHYeHHs TepMiHy npuaatHocTi: 10/2023

Poswmip cepii:

Tabnerku no 50 Mr

1 TabneTka MicTHTh 50 MI METONPONONY TapTPaTy

10 Tabnerox y GuicTepi, 5 6aicTepiB y KapTOHHIM
KOpoO1Lli, 3 MapKyBaHHIM YKPAiHChKOIO MOBOIO
BEPJIIH-XEMI AT, I'ninixep Ber 125, 12489 Bepurin,
Himeuunna

DE _BE 01_MIA 2019 0006

Crnenndikanin

bini, xpyrni Tabnerkuy, miockonapaienbHi TaGIeTKH 3i
CKOIIEHUMH KPOMKaMH 1 HAaCI4KOI0 1Jisi OMINY 3 OJHOTO
6oxy

177.5mMr+7.5%

n=10: AV<15.0(L1)

n=30: AV<15.0(L1)

MOJIHE 3 iHJMBiAyaIbHUX 3HAUE€Hb BMICTY HE BUXOJUTE 32
Mexi Bin<0.75xM no>125x M

>50H

<1.0%

Q =75 % nporarom 30 xBmwiMH

ono 3asBneHol kinbKOCTI

Yacu yTpuMyBaHHA IiKiB METONPOJIONy TApPTpPaTy Ha
XpOMaTorpamMax BUNPOGOBYBAHOTO Ta ETAIOHHOTO
PO3YHHIB Ma€ CIiBNAAATH

TAMC: He 6inpmre mixk 10° KYO/r

TYMC: e 6inpme mix 102 KYO/r

Escherichia coli:pincyTHi / T

<0.2%

<1.0%

KoxHa BilHOCHO 3asIBJIEHOT KiIbKOCTI
95 -105 %

BinHoCHO 3a3BIICHO] KIIBKOCTI

* Bunpo6GyBaHHA NPOBOAUTECS 3 KOKHOT 5- cepil.

Ceprudikar:

35408 yn.

PesyasTar
Bianosinae

179.30 mMr
Bianosinae

58.H
02%
96. %

TlosutuBHO
< 10.
<10.

BIANOBigae

<0.1%
<0.1 %

99. %

S mum 3acBiguyro, mo iHpOpManis, BUKIAJCHA BHIIE, € TOYHOIO i AocrogipHoto. IIponec BHpoGHMLTBA maHOi cepii
NPOAYKTY, BKJIIOYAIOYM YNaKyBAaHHsS/MapKyBaHHA i KOHTPOJb AKOCTi, OyNo 3xiliCHEHO B NOBHIN BimmoOBimHOCTI 3
BuMorami GMP, 3aTBep/xeHHMMH MiCHEBMMH OpraHamMu KOHTPOIO, i crenudikamisamu peeCTpanifHOro MoCBiAYeHHs
KpaiHH-iMIOpTepa, a60 BuMoramu crneuudikamii ANs MPOAYKTIB, NPUSHAYEHHX IS NOCHIMKCHHS. 3BiTH a0
BUDOOHMLITBA, YNaKyBaHHA Ta aHANITHYHMX BHNPoGyBaHb cepii G0 MPOAHANIZOBAHO i BH3HAHO TaKHUMH, IO

BinnoBinalTs crangapraMm GMP.

(migmuc)

J-p Hop6ept Cranr
YnoBsHOBaxeHa ocoba
18/02/2021

\,
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6332

BERLIN-CHEMIE P
MEN ARINI 12489 Berlin

Ceprudmkar kavectsa

MENARING

KopButon® 50
Koa npoaykra: F132226
CtpaHa npoussoguTens: FepmaHus
PerucrtpauuoHHoe yaocTosepeHue: UA/3124/01/02
Ne cepun: 04511A .
[ata nsrotosnenus: 10/2020 Hara okoH4aHus cpoka rogHoctn: 10/2023
[ara Bbinycka cepun: 18/02/2021

Pasmep cepun: 35408 yn.

NexapcTeeHHan opMa: Tabnetku no 50 mr
[Hosuposka/Coaepxanue: 1 TabneTka coaepxmut 50 Mr MeTonponona Taptpara
Bua v paamep ynakosku: 10 Tabnetok B 6nuctepe, 5 6NMCTEPOB B KAPTOHHO!

KOpoOKe, C MapKUPOBKOW Ha YKDaUHCKOM A3bIKe
PaspelueHue Ha BbINYCK cepuy BbifaHo BEPJINH -XEMW AT, MnuHukep Ber 125, 12489
KOMMaHuen: BepnuH, Mepmanus
Homep nuueH3wWm Ha Npou3BoACTBO: DE_BE_01_MIA_2019_0006
MNokasarensb Cneuundmkauus Pesynbrar
BHewnuin Bug Benble, Kpyrnsle, nnockonapannensHele TabneTkv co CoorsetcTByeT

CKOLIEHHbLIMU KPOMKaMK M Haceukol AN AeneHus ¢
OAHOA CTOPOHbI.

CpepHss macca 177.5mr £ 7,5% 179.30 mr
OaHopoaHoCTb eAuHML 4O3MPOBaHMA n=10: AVs15.0 (L1) CootBercTayer
n=30:AVs15.0(L1)

HUKaKoe U3 MHAUBUAYANbHbLIX 3HAYEHWUI
COAepPXaHUs He BLIXOAWT 3a npeaenbl oT
<075xMpo>125xM

Mpeaen npoyHOCTM Ha paspylueHue z250H 58. H
WctupaemocTts <1.0% 0.2 %
PacTeopenne Q =75% B Teuerun 30 MuHyT 96. %
OTHOCMTENbHO 3a8BNEHHOrO KONMYECTBa
WaeHTudukaums MeTonponona TaptpaTa BpemeHa yaepxueanus nukos metonponona MNonoxuTensHo
oKXy TapTpaTa Ha XxpoMaTorpammax UCrbITYemoro
U aTanoHHOro PacTeoOpPOB AOMKHO COBNaAaTh '
Mukpobuonoruyeckas yncrora* TAMC: He 6onee vem 10°KOE /1 < 10.
TYMC: He Gonee yem 10°KOE / r < 10.
Escherichia coli: orcyTerayiov/ r COOTBETCTBYET
KonuuecTtsenHoe conepxaxue npumecein
- HEM3BECTHbIE NpUMECcH, N0 OTAENBHOCTH £02% < 01%
- CYMMa BCex npvmecei £1.0% < 01%
Ka»q;aﬂ OTHOCUTENLHO 3aABMEHHOIO KONn4ecTea
KonudectseHHoe coaepxaHue metonponona 95 - 105 % 99. %
Taprparta OTtHocuTensHo 3aABNEHHOro Konuyecrea :
* UcnbiTanue NpoBOAUTCR ¢ Kaxgaoi 5-01 cepuen
CepTtudukar:

A1 HacToAMM 3aBePSI0, YTO MHPOPMALMS, NINOXKEeHHas Bbllue, ABNAGTCA TOYHOM W AoCTOBEPHOM. Mpouece NponssoacTsa BaHHOW
Cepu NpoayKTa, BKIloYan ynakosKy/MapKUpOBKY M KOHTPOML KavecTea, Gbin OCYLeCTBIEH B NOMHOM COOTBETCTBUMA ¢ TpeGOBaHUAMM
GMP, yTBepXAeHHLIMA MECTHbIMU KOHTPONMPYIOWMMK OpraHamu, 1 CneuudukauMAaMy perucTpaLMoHHoro YAOCTOBEPEHUA
UMNOpTUPYIOLLEi CTPaHLI, Unu TpeBosannsiMK cneumdukaLumn ANA NPOAYKTOB, NpeAHasHaYeHHbIX ANA uccnefoBaHui. OTyeTsl 0
NPOU3BOACTBE, YNAKOBKE U aHANIMTUHECKUX UCTILITAHNAX cepum Gbinu NpPoaHanuaupoBaHbl ¥ NP B

craHgapram GMP.

Dr. @'b Stang

YnonHoMoveHHoe nuLo
18/02/2021

Vorsitzender des Aufsichtsrates: Dr, Alberto Giovanni Aleotti - Vorstand: Dr. Reinhard Uppenkamp (Vorsitzen
Dr. Attilio Sebastio, Dr. Rainer Kern, Dr, Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6
Registergericht Amtsgericht Charlottenburg {Berlin) HRB 34997  bbn 40 130545




JIEPXUIIKCITY )KBA
NEPJKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBKIN OBJIACTI

npocnekT Banepist JloGaroscebkoro, 51, m. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JikapcbKoro 3acody

22.03.2021 Ne 11789/21/10

KOPBITOJI® 50

(HaliMeHyBaHHs ikapChKoTo 3ac00y 3rilHO 3 PEECTpaLifiHUM TTOCBIAYEHHSM)
tabJsierkn no 50 mr, no 10 tabsuerok y 6iicrepi, no 5 6aicTepiB y kapToHHii KopoOui

(popma BunycKy, A03yBaHHS, BUA NAKYBAHHA Nikapcbkoro 3acoly)

Homep peecrpauiiitoro nocsizuenns UA/3124/01/02 crpox aii peectpauiiinoro nocsinuerts 01.01.2099

Cepis nikapcbkoro 3acoby Ne 04511 A KinbkicTs BBE3€HOrO Jikapebkoro 3acoby 1920
BupoGuuk BEPJIIH-XEMI ATl', Himeuunna
(naiimenyBanHs BUpoGHHUKA NiKapchkoro 3acoby, kpaiHa NOXOKEHHS )
Beesewo B Vipainy CnifibHe yKpaiHCbKO-€CTOHCHKE MiANPHEMCTBO Y POpMi TOBAPHCTBA
3 o0MexeHo10 BinnosinaabHicTio ""Onrima-®apm, JITA", inenr. xoa:
21642228

(nalimenysanns ta koa 3a CJIPITOY opuanutoi ocobu abo npiseuule, iM'a, no 6atbkosi Gizuunol
0co0u - nixnpremua, ii Micue nNpoxnBanHs Ta peectpauiiinuil HoMep 001iK0BOT KAPTKH NIIATHHKA
nonarkis abo cepis Ta Homep nacnopra)

MpoTokon BisyanbHoro kontpoo Bin 17.03.2021 Ne 0719/21.

3a pesynbTataMu  [EPKABHOMO KOHTPOJIIO BCTAHOBJIEHO, IO Jikapcbkuil 3aci0  BBe3eHO B  VYKpaiHy 3

h!
JOTPHMAHHSAM BUMOT 3aKOHONABCTRA WIOAO 3a0e3neueHHs fKOCTI JlikapCbkHX 3acobiB.

3aCqu/\;¢wéannRa\Qﬁy>S\5

(noc{a,ueka 0606:1 O“Wahy ﬂeppxaa" )

1Y, ‘( e
ORYMERTH

Onekciit COJIOJIPAN

(iviuianu Ta npi3BuLLE)




Kon nmponyxry:
Kpaina-BupobHuK:

Homep peecTpauifiHoro mocBimueH s

Ne cepil: 04512C
Jlata Buroronenss: 10/2020
JaTa Bumycky cepil: 19/02/2021

Jlikapceka dhopma:
JosyBanus/BMicT:
Bun i po3mip ynaxoBxx:

Jo3Bin Ha BUITYCK cepil BUIAHO
KOMIIaHi€10:
Homep ninensii Ha BUPOOHUIITBO:

TloxasHuK
3oBuinHiil BUrISA

Cepenus Maca
OaHOPiNHICTS ONUHMIb KO3YBAHHA

Mexa MinBOCTI Ha pyHHYBaHHI
CrupaHicTh
PosuuneHHs

Inentndixams Meronpomoxy
Taptparty (PX)

Mikpo6ionorigsa yucrora®

KinsxicHuit BMicT noMimox
- HEBIIOM1 IOMIILIKH, OKPEMO
- CyMa yCIX AOMIIIOK

KinsxicHuii BMICT METOIIPOJIOILY
Tap Tpary

BERLIN-CHEMIE

BEPLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin

MENARINI

Ceprudikar axocti

Kopgaitoa® 50
F132226
Himegunna
UA/3124/01/02

JlaTa 3aKiHUeHHs TepMiHy npuaatHocti: 10/2023

Po3amip cepil:

Ta6nerxu 1o 50 Mr

1 Tabnerka MicTaTs 50 MI METOIIPOJIONY TapTPaTy

10 Tabnerok y 6mictepi, 5 6uicrepiB y kapToHHikH
KOpOOII, 3 MApKyBaHHAM YKPaiHCBKOIO MOBOIO
BEPJIIH-XEMI AT, I'ninixep Ber 125, 12489 bepmm,
Himeuansa

DE_BE 01_MIA_2019_0006

Crenndixanis

Bui, xpyrii TabneTku, IIocKonapaienbHl TabneTkH 3i
CKOIIEHUMH KPOMKaMH 1 HACIUKOIO LA MOAINY 3 OZTHOTO
Ooky

177.5mMr£7.5%

n=10: AV<15.0(L1)

n=30: AV<15.0(L1)

JKO/AHE 3 iHAMBIyaNbHAX 3HAUCHD BMICTY HE BUXOMUTH 32
mexiBin<0.75xMmo>1.25xM

>50H

<1.0%

Q =75 % npotarom 30 xBHIHH

Ilono 3as8neH0] KIIBKOCTI

Yacu yTpaMyBaHHA ITiKiB METOIPOJOIY TapTPaTy Ha
XpoMarorpaMax BHIPOOOBYBaHOTO Ta €TaIOHHOIO
PO34MHIB Ma€ CHiBIARATH

TAMC: se 6inbue six 10° KYO/r

TYMC: ne 6inpie gix 10> KYO/r

Escherichia coli:sincytsi /T

<02%

<1.0%

KoxxHa BifHOCHO 3asBJIEHO1 KIILKOCTI
95 -105%

BigHOoCHO 3a4BIeHO0I KiNbKOCTI

* Bunpo6yBaHHs IPOBOAUTHCS 3 KOXKHOT 5-1 cep1l

Ceprudixar:

8832 ym.

PesyarTart

Bignosinae

177.30 Mmr
Binnosigae

59.H
0.2%

97. %
ITo3uTHBHO
He Buznauanocs
He Bu3Havaiocs
He BusHayaocs
<0.1%
<0.1%

99. %

SI nuM 3acBigdylo, mo iHGopMaris, BUKIaieHa BHINE, € TOYHOIO 1 AocToBipHOM. IIponec BupoGHHUITBA naHOI cepil
TIPOJYKTY, BKJIFOYAIOWHM YTAKyBaHHs/MapKyBaHHs i KOHTpOIs sKocTi, 6ymo snuilicHeHO B NOBHiH BinmosimHocTi 3
suMoramMu GMP, 3aTBEp/KEHIMH MiCUEBEMH OpraHaMH KOHTPOIIO, 1 crenudikaiiaMu peecTpauiffHOro mocsigueHs
Kpainu-iMmopTepa, a6o BuMmoramy cmemuikanii MU DPOAYKTiB, NMPHU3HAYEHMX LA AOCIHIIDKeHHs. 3BiTH IMOAO
BHUPOOHHMIITBA, yTAaKyBaHHA Ta aHAWITHYHMX BHIpOGyBaHp cepil Gyno IpoaHami3oBaHO i BH3HAHO TaKWMH, IO

BimmoBinaroTh craggapTaM GMP.

(mimmuc)

J-p Hop6epr Cranr
‘YmoBHOBaxeHa ocoba
19/02/2021

he qu il 05 4y w000

IleuaTka 7

7
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BERLIN-CHEMIE AG
Ghenicker Weg 125
12489 Berhin

BERLIN-CHEMIE
MENARINI

CepTtudukar kavyecTsa

Kopeuton® 50
Kop npogykra’ F132226
CrpaHa npoussoauTenb: ['epmanus
PerucrpauuoHHoe yaocTosepeHue: UA/3124/01/02

Ne cepumn; 04512C
[Nata usrotosnexus: 10/2020
[ara Bbinycka cepun: 19/02/2021

[arta okoH4aHuA cpoka rogHocTu: 10/2023

Paamep cepun: 8832 yn
Tabnetku o 50 Mr
1 Tabnetka cogepxut 50 Mr meTonponona TapTpaTa
10 TabneTok B 6nuctepe, 5 6nucTepoB B KAPTOHHOM
kopoBke, C MapKUPOBKOW Ha YKPaUHCKOM A3bike

JekapctBeHHas copma:
Joauposka/Cogepxanue:;
Bua n pasmep ynakoBku.

PaspelueHue Ha BbINYCK cepuu BbiAaHO
KoMnaHuei:
Homep nuueH3uv Ha NpousBOACTRO:

Mokazarenb
BHeluHuit BuA

CpegaHsia macca
OAaHOPOZHOCTE eANMHUL AO3NPOBAHUSA

Mpenen NpoYHOCTU Ha paspyLueHue
WctupaemocTs

PacresopeHue

WneHtudukauus MeTornponona taptpara

(KX)

BEPJIUH -XEMW AT, FnuHukep Ber 125, 12489
BepnuH, M epmaHus
DE_BE_01_MIA_2019_0006

Cneuudukauus Pesynbrar

Benkle, kpyrnble, nrockonapannenbHble TabneTk co CooTeeTcTByeT
CKOLUEHHbIMWN KPOMKaMW U HAacCeUKon Ass AeneHns ©
OAHOW CTOPOHBI.

177.5Mr £7,5% 177.30 mr
n=10. AV =15.0 (L1) CooteetcTBYET
n=30: AV <15.0 (L1)

HUKaKOe U3 MHANBUAYAbHBIX 3HAYeHUM’

CofepXXaHWs He BLIXOAUT 3a npeaens! oT

<0.75xMpo>1.25xM

z50H 59. H
£1.0% 02 %

Q = 75% B TeueHumn 30 MUHYT 97. %
OTHocuTenbHO 3asBreHHOro KonuyecTsa ’
BpemeHa yaepxuBaHus nvkos MeTonponona MonoxuTensHo

TapTpata Ha XpoMaTorpaMmax ucnblTyemoro
W1 3TAanNOHHOro PacTeopOB JOMKHO coBriajaTth

6332

He onpegensinock
He onpepensinock
He onpeaensinock

TAMC: He Gonee yem 10° KOE / 1
TYMC: He Gonee yem 102 KOE / r
Escherichia coll: oTcytctayroT/ r

Mukpobuonorinyeckas yucrora*

KonnyecTseHHoe cofepxaHue rpuMeceit

- HEM3BECTHbIE NPUMECH, MO OTAENLHOCTH <02% < 01%
- cymMMma Bcex npumeceit £1.0% < 01%
Ka»qu,aﬂ OTHOCUTENbLHO 3aABAEHHOTO KONIM4ecTea
KonuuectseHHoe cofepxanne meTtonponona 95 —105% 99. %
TapTpaTta OTHoCUTENbLHO 3asBNEHHOro Konuyecrea
* UcnbiTaHWe NpoBOAUTCS C Kaxaoh 5-0i1 cepueit
Ceprtudcbukar:

1 HaCTOALUMM 33BEPAI0, UTO MHDOPMALINS, N3NOXKEHHAs BhILLE, SIBMAETCH TOUHOM U AOCTOREpHON pouUece NPoU3BOACTBa AAHHO
Cepiu NpoAyKTa, BKITioUas YNakosKy/MapKUPOBKY W KOHTPOSb kavecTsa, Gbin ocylyecTeneH B NOSIHOM COOTBETCTBUM G TpeBoBaHUAMY
GMP, yTBepKAEHHBIMW MECTHBIMM KOHTPOSIMPYIOLIMMU OpraHaMm, # CnelubUKaLnAMU PErucTPaLMOHHOTO YA0CTOBEPEHNA
MMAOpPTURYIOLLEN CTpaHbl, unu TpeGoBaHusaMK creumdukaumuy Ansa NpoayKToB, NpeaHasHauYeHHbIX AN1R UCCNeaoBaHuii, OT4YeTH O
NpOU3BOACTBE, YaKoBKe ¥ aHanUTUYECKUX UCTBITaHUAX cepui BbInNv NPoaHanyu3npoBaHk: pU3HaHbl YA0BNETBOPSAIOLUMY
craHpapraM GMP,

Dr. @a Stang

YnonHoMo4YeHHoe nuuo e >
o ~
19/02/2021 %, 6&
) \° A
Vorsitzender des Aufsichtsrates. Dr Alberto Giovanni Aleott: - Vorstand Dr Remhard Upp arrﬂ.ﬂ,\/pcsz(ggpd@%, {Chael Sirotovitch, Dr Christian Matschke,

Dr Attilio Sebastio, Dr. Rainer Kern, Dr Pio Me: - Postanschrift Berlin-Chemie AG, 12485 Be! n/fg' el +49 67%3,-‘39\ entrale), Fax +49 30 6707-2120 (Zentrale),
Registergericht Amtsgericht Charlottenburg (Berlin) HRB 34997 - bbn 40130545 J125.




HEPXIIIKCITYXKBA
AEPKABHA CJIYKBA 3 JIIKAPCBKI?X 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKTil OBJIACTI

npocnekt Banepis Jlo6anosckoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dIs.ko@d]s.gov.ua,https://www.dis.gov.ua Kon €ZIPTIOY 37078774

BUCHOBOK
NPO AKICTH BBE3EHOro B Ykpainy aikapcebkoro 3acoby

22.07.2021 Ne 40059/21/10

KOPBITOJI® 50

(HadivenyBauus mikapcekoro 3aco0y 3TimHO 3 peecTpaniinum NOCBITYCHHAM)
TabsieTKH 1o 50 mr, 1o 10 Ta6rerox y baicrepi, no 5 6aicrepis Y KapToHsiH Kopobui

(dopma srmrycxy, AO3YBAHHS, BUJ [IAKYBAKHES TIKapCEKOro 3acoby)
Homep peectpaniittoro nocsizenns UA/3124/01/02 CTpoK Aif peectpaniitroro nocgizgenns 01.01.2099

Cepis nikapcekoro 3acoby Ne 04512C KinsxicTs BBesenoro mikapcskoro saco6y 1440

Bupo6ank BEPJIIH-XEMI AT, HiMeuunna

(naliveryBanms BHpOGHNKA TiKapCEKOTO 3ac00y, KpaiHa OXomKeHHs)

Baeseno B Vipainy Cninene ykpaincbko-ecronchie HANpHEMCTBO Y dopmi TOBAPHUCTBA

3 00MeKeHO0 BiNOBIAANBHICTIO "OnriMa-®apm, JTA", inenr. xon:
21642228

(HaliMenyBamus Ta oz 3a CJIPTIOY topunmaHoi 0co6u aGo npissume, iM's, HO GATEKOBI bizrmanof
ocobu - mixnpuemus, ii Micue UPOXKHMBAHHSA T4 peeCTpaniHumif HoMep 06utikoBoT KapTKH IUIATHUKA
noaatkis abo cepis Ta Homep nacnopra)

Hporoxoa sizyansuore xontpomo eix 15.07.2021 N 2441/29.

3a  pesynbTaTaMH  JepKaBHOTO KOHTPOMIO BCTAHOBJIEHO,
AOTPHMAHHSAM BuMOr 3aKGHOFARCTS

g A0 326e3MeYeHHA/IKOCT] TIKapChKHX 3ac06is,
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