BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin

BERLIN-CHEMIE

MENARING

Koa npoaykTa:

Crpana npoussoguTtens:
Perucrpaunontoe yaocTosepeHue;
Ne cepum: 05046D

[ara narotoBnexns. 06/2020
[lara Bbinycka cepwu: 10/09/2020

NexkapcTeerHas opma;
Noanposka/Conepxarue:
Bua 1 pasmep ynakosku:

PaspelieHune Ha Bbinyck cepuu BbiaHo
KOMNaHWewn:
Homep nuueHsum Ha NponM3BoACTBO;

Mokazatene
Brewnnit sug

OAHOPOAHOCTL MACCh! COABPKAMOro
Kancynel

PacnapaemocTs
CnocoBHOCTL K NeHOraweHu
WpeHTudukaumus nonuaumeTunicunokcaHa

UaeHTudukayus kpemHus auokcuaa

WnenTudukayua metunnapabeHa

WaeHTudukaums xmHonwHoeoro xentoro E 104
MukpoBucnornyeckas unctora

KonuuecTsenHoe onpesaenexue cumerukoHa ',
(onpepenAeTCcA kak Cymma*) B ero cocrase:

MonuaumeTuncunokcaxa
KpemHus avokcuaa "

KonuuecteenHoe onpeseneHve metunnapabena

MENARINI

Ceprudcukar kavecrsa

Acnymusan ®
F128681
Fepmarna

UA/0152/02/01

[lata oKOHuYaHUA CpOKa rogHoCTU: 06/2023

Pa3smep cepuu; 105424 yn.
Kancynel Markue no 40 mr
1 xancyna COABPHUT 40 Mr CUMETUKOHE
25 xancyn 8 6nucrepe, 2 6n1cTepa B KapTOHHOU Kopobke, ¢
MapKUPOBKOW HE YKDaNHCKOM A3bIKE
BEPJINH -XEMW AT, I'nunukep Ber 125, 12489 BepnuH,
Fepmanus
DE_BE_01_MIA_2019_0006
Cneuudukauwn Pesynuyar
MouTH KPYITbIe XenTbie MATKME KeNaTMHOBLIE Kancy bl CooteercreyeTt
HOMUHANLHOTO AnaMeTpa 5 MM, UMEIoLLUS WoB
1 rnankylo NoBepxHoCcTe. CoAePXUMOe Kancynbl
npeacraenseT coboi BARIKYIO, BECLUBETHYIO MUAKOCTL
¥ MOXET BbiTb Cnerka MyTHbIM
He Gonee ABYyx 13 ABAALATH OTAEMbHBIX MEBCC UMBIOT Cootsercreyet
OTKNOHEeHUs OT onpeaeneHHon cpepHel maccol Gonee yeM Ha
1 10 %; H¥ OfiHA HEe UMEeEaT OTKIIOHEHUA OT
onpeaeneHHoN cpeaHel maccul Gonee Yem Ha 20 %
B Teuexve 30 MuHyT 5. MuH
YMmeHblUeHne neHbl He MeHee 80 % 97. %
MK-cnekTp NponycKkaHus UCNLITYeMOro pacTeopa A0MKeH MonoxurensHo
COBMaAaTL C TAaKOBLIM ANIA CTAHAEPTHOrO PACTBOPa
MK-cnekTp nponyckanus UCnsITyeMoro pacTeopa A0MKeH TonoxwurensHo
COBN@AAaTh C TAKOBLIM ANA CTAHABPTHOIO PacTeopa
Ry - 3HaYEHUA OCHOBHLIX NATEH HA XPOMATOrPaMMax MonoxuTensHo
MCMbITYEMOrO W 3TaNOHHOFO PACTBOPOB AOMKHLI COBNaJaTh
Makcumymbl nornoweHns npu 414 £ 5 HM n 378 £ 5 Hm MonoxuTtensHo
TAMC He Gonee 10° KOE /1 <100. KOE/r
TYMC He Gonee 10° KOE /1 <100. KOE /1
Escherichia coli otcyTcreyior / 1 CooTBercrayer
36.0 - 44.0 Mr Ha kancyny 39.1 mr Ha
kancyny
33.5 - 42.8 Mr Ha kancyny 36.9 mrHa
Kancyny
1.5 - 3.0 Mr Ha kancyny 2.2 Mr Ha
Kancyny
0.25 - 0.31 mr Ha xancyny, 4TO COOTBETCTBYET 0.28 mr Ha
80-110 % OT 3anBNEHHOro KONWJecTea Kkancyny

* B cooTBETCTBUM C MOHOrpadmedn Ph. Eur. cumeTkoH copepkut 90.5 - 99.0% NAMC 1 4 - 7% KpeMHUA AMOKCuaa.
" VicnbiTanne NpoBOAAT ¢ kaxaol 10-i cepueit He pexe pala B rog

Ceptucpucar:

$1 HaCTOALUMM 38BEPSI0, YTO UHEDOPMALUR, UINOXEHHER BbILE, ABNRBTCA TOUHOA U A0CTOBEPHON. MPOLECE NPOUIBCACTEA AAHHOW CEPWH NPOAYKTA, BrIOYas
YNaKOBKY/MapKNPOBKY ¥ KOHTPOMb Ka4ecTsa, Gbin OCYWECTBNEH B NONHOM COOTBETCTBIM C TpeGoBaHUAMY GMP, YTBEPHASHHBIMA MECTHLIMM
KOHTPONUPYIOLUMMYU OPraHamy, ¥ CeUUUKALMAMM PEMUCTPALIMOHHOTC YACCTOBEPEHUA UMNOPTUPYIOWEN CTPaHb!, UNi TPeBOBAHUAMN creLmduKauni Ans
NPOAYKTOB, NPSAHA3HAYEHHBIX ANS UCCNEAOBANHMUIA. OTUETLI O NPOUIBOACTEE, YNAKOBKE U BHANUTUUBCKUX UCABITARUSX CepUK Bbini NPOaHANMINPOBAHBI 1

NpU3HaHb! YAOBNETBOPRIOLMMK CTanaapTam GMP.

YNONHOMOYEHHOE Nuuo
10/09/2020

Dr. Samy Cchwandt

Vorsitzender des Aufsichisrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Reinhard Uppenkamp (Vorsitzender), Michael Sirotovitch, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Rainer Kern, Dr. Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 {Zentralg), Fax +49 30 6707-2120 (Zentrala),
@ Registergericht Amtsgericht Charlottenburg {Berlin} HRB 34987 - bbn 40 130545
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AEPXJIIKCITYXXBA
HAEPKABHA CJIIYXXBA 3 JIIKAPCI)KI{!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKIN OBJACTI

npocnexT Banepis Jlo6anosceroro, 51, M. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
Npo AKiCTH BBe3eHOro B YKpainy JikapchKoro 3aco0y

19.01.2021 Ne 716/21/10

ECITYMI3AH®

(naliMenyBaHHS JTikapcekoro 3acoby 3rinHo 3 peecTpauifHUM NOCBixYeH M)
Kancysi Mski mo 40 mr no 25 kancya y Gaicrepi; mo 2 Gaicrepn B KapToHHii Kopooni

(¢opma Bunycky, 103yBaHHs, BUA NaKYBAHHS TiKapchKoro 3acoby)

Homep peectpaniitroro nocsimuenns UA/0152/02/01 crpox nii peectpamiitoro nocsimienns 18.1 2.2020

Cepis nikapcekoro 3aco6y Ne 05046D KinpkicTs BBe3eHOrO srikapcskoro 3acoby 5760
Bupo6HuK ' BEPJIIH-XEMI AT", HiMmewunua
(HaliMeHyBaHHS BUPOGHMKA NiKapCHKOTO 3aco0y, kpaina noxomkenns)
BeeseHo B Vkpainy CuinbHe yKpaiHChK0-€CTOHCEKE MANPHEMCTBO Y bopmi ToBapucTBa
3 00MexkeHOI0 BimoBizaabHicTIO "Ontima-@apm, JITI", inenr. kox:
21642228

(naiimeryBanns Ta xoa 3a CAPIIOY ropuamyHoi ocobu a6o Tpi3BHIIE, iM'1, 1O 6aTEKOB] BizHuHOT
0co6u - nianpremu, ii Micue IPoXHBAHHS Ta peecTpauiitnuit Homep 06aik0BOT KAPTKY MIATHUKA
noaarkis abo cepis Ta HoMep macnopra)

Hporokoa BisyansHoro xoutpomo six 14.01.2021 Ne 0054/48.

3a pesyibrataMu IEpKaBHOTO KOHTPOMIO BCTAHOBJIEHO, IO JiKapchkuM 3aci6 BBeseHo B Vkpaiy 3
AOTPHMAHHSIM BHMOr 3aKOHOABCTBA LO/IO 3a6€3NEIEHHS KOCTi JIikapcBKUX 3ac0G6iB.

B.o. Haxgaeq K J1y>K6n

CIl Ouexkciit COJIOJIPAM
M@éﬁfﬁ@;&aﬂmm KOHTPOJIIO) (niamc) (ininianu Ta npiseuie)
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JEPXIIIKCIIYXKBA
JAEPKABHA CJIYXBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHX
Y JTHIITPOIIETPOBCHKIN OBJIACTI

Juinpo, nn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €IPIIOY 37070665

BUCHOBOK
Npo SAKICTL BBe3eHOro B YKpaiHy JikapcbKkoro 3acody
07.09.2022 Ne 35621/22/0411
ECITYMI3AH®

(HaliMeHyBaHHS NiKAPCBLKOTO 3aco0Y 3riAHO 3 peecTpaLifitAM OCBITYEHHAM)
Kancyau M aki no 40 mr mo 25 kancya y 6Jictepi; no 2 6Jicrepu B KapToHHIH Kopooni

((hopma BHIYCKY, 403YBaHHA, BUA NAKYBaHHA TIKApCHKOro 3aco0y)

Homep peecrpauitinoro nocsizuenns UA/0152/02/01 crpox gif peecrpaniiinoro nocsimuenns 01.01.2099

Cepis nikapcwkoro 3acofy Ne 14746A KinskicTs BBE3€HOTO Nikapewkoro 3acofy 6119
BupoGuux BEPJITH-XEMI AT', HimeuuuHa
(HalfiMcHYBaHHA BUPOOHHKA NiKapchbKoro 3acoby, KpaiHa NOXO4XKeHHA)
Baeseno B Vpainy ToBapucTBO 3 00MekeHoI0 BianoBigansnicrio ""baJIM", izenr. koa:
31816235

(HajliMeHyBaHHA Ta ko 3a €/IPIIOY opuan4Hoi ocobn abo npissuiue, iM'A, no 6arbkosi GizndaHoT
ocobH - mianpueMu, if Miclie NpoxHBaHHA Ta peecTpalifinit Homep 06niKOBOT KapPTKM MIATHUKA
nonarkie abo cepis Ta HOMep nacropTa)

IpoTokon Bisyansuoro kontposwo sin 06.09.2022 Ne 07-01/1752/21,

3a pesynbTaTamMM  AePHABHOTO KOHTPOMIO BCTAHOBNGHO, WO Jikapcbkuit 3aci6 BBeseHo B Ykpaihy 3

JOTPHUMAHHAM BUMOT 3aKOHONABCTRA 0A0 3abe3nedenHs AKOCTi ikapeskux 3acobiB.

Hauanenuk Jlepxxasuof cinyx0u 3

JIKapCHKHX 3ac00iB Ta KOH OJIIO 3a .
P ; TpoIo 38 IOnis OBYAPEHKO
HAapKOTHKaMH ¥y HHIHpOHCTpOBCLKlI/I
obnacti
(nocanoBa ocola OpraHy AEpPHABHOIO KOHTPOIIO) (HW (iniuiany Ta npizsuue)

ML.IL




LyiE

Koa npoay«ry.

lepwasa-snpoban

Homep peecipauiiiHoro NOCBiRUaHHA:
Homep cepii: 147464,

Dara supobuvurea:  10/2021

Jlata sunycxy cepil: 09/03/2022

Nixapcexa dopma:
Cuna gillaxTuHicTs:
Po3mip T2 TR NaKyBaHHRA;

HalmeHyBaHHR | MICLIBAHAX00KEHHA
BMpobHuxa, LD BUNYCTUS Cepin 8 ofir:
Homep nidenali va anpobHuiTeo:

Doxaswux
3oeHiumii Burnag

OAHOpIAHICTE MacH BMICTY xancyni

bo;n_a,qauun .
InamnicTe A0 niHoracinum
InetTuchinauin nonigMMETUNCUNOKCAHY

lnenrudinayis meTrnapaGeHy {TLLX)

InenTvibikauia ximoninoaoro woatoro E 104
KinbKicHe BMINAUEHHA NONIQUMETHRCHNOKCERY

Kinbxicse B3nayeHHA meTnnnapabany (TILX)

3anuwkosi poawnHHim %2
- AnBTOH
- Eranon
MikpoBionoriMHa uwerora

BERLIN-CHEMIE

MENARINI

Cepmudikar saxocti

Ecnymizan ®
F140391
Himeryura
UA/0152/02/01

BERLIN-CHEMIE A3
Glisnicker Weg 125
12489 Bariin

[aTa saxisvenHa Tepsminy npugaTHocr: 10/2024

Poamip cepii:

Kancynmu m'axi no 40 wr

1 Kancyna M'aKa MICTUTL CUMETHKOHY 40 Mr

Mo 25 kancyn M'sex y Gnictepi; no 2 GnicTepy B
XAPTOHHIIR KOPOGUT 3 MBPKYBAHHAM YKPATHCLEOID NMOBOID
SEP/HH-XEMI AT, Mninixep Ber 125, 12489 Gepnix,
Himevunna

DE_BE_01_MIA_2019_0006

Coeywudixauin

Marbke kpyrni, %oBTi, W'AKi, wenatuxosi kancynu
HOMIMANBHOTO BiaMeTpa 5 MM, WO MaI0TL LUOE T2
rRagemnsxy noBepxHIC. BMICT kancynu — s'aaxa
Bealapsna piakHa, Axa MOWE BYTH lewo MyTHOIO
He Ginslwe 180X i3 ABARUATH OKPEMUX MAC MAKOTE
BIAXNIEHHA BIR BYINAYEHO! CepeaHLOl Mack Ginbuwe
HIX Ha £ 10 %; WOAHA HE Mae BlAXMNEHHS Bia
BUIHAYEHOT CopeaHnot Mack Ginbiue Hix Ha + 20%
Brpogomi 30 xBunum

JAMEHLLBHHA MiHY He MeMwe BO %

[4-cnexrp nponyckanHA BuNpoBOBYBaHOro potuny
noauHeH 30iraTHER 3i CNOXTPOM AINA CTaHgapTHOrG
POSRHY

Rf 3HaueHHA OCHOBHKX MNAM Ha XpoMaTOrpamax
B:MpoSOBYBAHOND T2 OTANCHHOTD PO3YUMIB NOBMHHI
abicaTnca

MakcuMyMn nornnHantA npu 414 £ 5 M i 378 £ 5 i
33.5 - 42.6 mr Ha xancyny

0.25 - 0.31 wr Ha xancyny, o signosigae 90—~ 110 %
Bif 3asBNBHOT KiNLKOCTI

He Binbwe 0.5% 2

Hs Ginbwe 0.5% % -

TAMC He Sinbie 10° KYOIr
TYMC ne Sinuwe 102 KYO/r
Escherichia coli siacyThifr

¥ BunpoGysanHn NPOBOAATE 3 KOWHOI 10-10 capiew He plawe pasy Ha pik.

"-ghnpoﬁyaanm TiNbKW ARA BUPOBHIMOTC MBRAGHIAKD KoMNAHIT «KaTanenT Himewiwia EGeptax MwGXs
? Blanosigac #e Ginswe 0.4 Mr Ha kancyny.

3anea npo ceprudixauiro:

52215 yn.

Ega yhLTay

Bignosinae

Bianoeinae

7. xs
96. %
Maanrueso

NoauTueHo

MoanTHamo

BB wmrua
Kancyny

0.28 wrna
Kancyny

He nposogunocs
He nposogunoca
He nposoawnocs
He npomogunoca
He nposogunocs

{Catalent Germany £berbach GmbH},

UMM A JECBIIYYIO, O HABEAeHS BHIUE MBOPMALIN £ ZOCTOBIPHII0 TA TOUHOI. Liw cepiio npoaykull Gyno supalineno (Bxmougioum

MAKYBAMHA/MADKYSAHHA) T3 NPONBABHD KOWTDOM TT AKOCTI ¥ RoBHIA BIANOBIAHOCTI 3 BUMOraMKH GMP, B
OPFEHOM, & TakoX 8lIN0BIAHO A0 CREUMpIKALR, Wo MICTATLES
ananisie Syno neparnAHyTo ta BCTaNOBNEHO BlanobigHicrs GMP,

Dr. Stang
YnosHooxeHa Oa
09/03/2022

Vorsitzender des Aufsichisrates; Dr. Alberto Giovanni Alaotti - Vorstand: Or. Reinhard Uppankamp |
Dr. Attilie Sebasgtio, Dr. Rainer Karn, Dr. Pio Mai - Postanscheft: Bertin-Cheniie AG, 12485 Berlin - Yel, +49 38
Registergericht Amisgericht Charlottenburg (Beriin) HRB 34857 - bbn 40 130545
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