BEPLIN-CHEMIE AG
Ghienicker Weg 125
12484 Berlin

BERLIN-CHEMIE

MENARINI

Ceprudikar axocti

BpomrekcuH 8 Bepain-Xemi

Kon nponyxry: F133128
Kpaina-BUpoOHUK: Himeyunna
Homep peecTpanifiHoro nocBig4eHHs: UA/9663/01/01

Ne cepii: 03035B
Jlara surotosieHHs: 09/2020
Jata Bumycky cepii: 09/12/2020

Jara 3akiHueHHs TepMiHy npuaatHocti: 09/2023

Po3mMip cepii: 24516 ym.
Jlikapcbka dopMa: TabneTkn, BKpUTI 000JI0HKOIO, 110 8 Mr
Jlo3yBaHHs/BmicT: 1 TabneTka, BKpUTa 060JIOHKOIO, MiCTHTh 8 MI GPOMIEKCHHY
TiIPOXIJIOpHAY
Buj i po3Mip ynakoBKu: 25 tabuerok y Gricrepi, 1 6micTep B kapTOHHIH Kopobui, 3
MapKyBaHHSM YKPaiHCHKOIO MOBOIO
J103Bi)1 Ha BUIYCK cepii BUAAHO BEPJIIH-XEMI AT, I'ninixep Ber 125, 12489 Bepuin,
KOMIIaHi€lo: Himeuunna
Howmep ninieH3ii Ha BHpOOHULTBO: DE_BE 01_MIA_2019_0006
Hoxaszunk Cuenndikanin PesyabTaT
30BHILHIA BUIIIA] Tpoxu aBoonykii TabIeTKH, BKPHTI 000JIOHKOIO, Bif Bianosinae
JKOBTOTO JIO 3€JIEHKYBAaTO-)KOBTOT'O KOJIbOPY 3 Maibke 611uM
AAPOM
OnHOpiAHICTE OAMHHUIE AO3YBaHHS n=10: AV <15.0; Binnosigae
n=30: AV < 15.0 i )xoHe 3 OKPEMHX 3HaYCHb BMICTY HE
BHUXOJHUTH 3a Mexi (Bix 0,75 x M ao 1,25 x M)
Po3unnenns He menme 70 % (Q) micna 3akinyenHs 30 XBHJIMH 1010 97. %
3asBJICHO] KiJIbKOCTi GPOMIEKCHHY TiAPOXIOPHIY
Po3nananns IIporsrom 30 xBunuH (y Boai) 5 xB.
Inentudikauis GpoMrexcHny Yacu  yTpMMYBaHHSI OCHOBHOTO MiKy OpOMIEKCHHY Tlo3uTHBHO
riapoxnopuny BEPX ripoXJIOPHAY Ta ETAJOHHOTO PO3YHHIB MOBUHHO CIiBIIAJATH
NpH XpoMaTorpahiyHOMy TECTyBaHHI
Y®-Bua cnekrpockomist MakcumanbHa abcop6uist npu 248 + 2 HM Ilo3utusHO

InenTudikanis xmopua-ionis*
(Ocamxenns)
CnopinHeHi cnonyku**

Tonxu#i ocazn 6i10r0 KOJILOPY

He Bu3znavanocs

- Jlomimxka E <03% <0.1%

- HeBinoMux J0MilIOK OKpeMo <02% <0.1%

- HeBigomux poMimox y cymi <0.5% <0.1%

- Besoro pomitmok <0.5% <0.1 %
Mikpobionoriuna yncrora***
- 3KAM He 6inbie nix 10° KYO/r < 100. KYO/r
- 3KJIr He 6insne wix 102 KYO/r <10.KYO/r
- Escherichia coli BigcyTHicTh/T Bimnogsinae
KinbxicHuii BMicT 6poMrexcusy riapo Bin 7.6 pmo 84 wmr/rabnetkn, BkpuTOi 006ONOHKOW - §.1 MI/TabneTky,
XJIOpHRY (simnoBigae Bin 95 no 105 % Bix 3asBiIeHOi KiNbKOCTI BKPHTY

JHKApChKOi PeHOBHHU) 00010HKOIO

* YacroTa NpoBe/IcHHs BUNIPOOYBaHHSA: HEe MEHIUE OJHI€T cepii Ha pik
** YacroTa npoBeicHHsS BUNPOOYBaHHS: KOXHA I’sTa Cepis, He MEHIIE OAHici cepii Ha pik
*¥* YacroTa npoBeieHHs BUMPOOYBaHHA: KOXKHA [CCATa Cepisi, He MEHIIe OfHI€T cepii Ha pik

Ceprudixar:

51 num 3aceindyio, mo indopmallis, BHKIaeHa BHILE, € TOYHOIO i JOCTOBipHOIO. IIpouec BApOGHULTEA aHOi cepii NponyKTy,
BKJIIOYAlOYH YNAaKyBaHHA/MapKyBaHHA i KOHTPOJIb SKOCTi, OyJ0 34iliCHEHO B MOBHiH BimnosigHocTi 3 BuMoramun GMP,
3aTBEP/DKEHMMH MiCLICBMM OpraHaMH KOHTDOIIO, i creluGiKalisMH peecTpauiiiHOTO MOCBiaYEHHs KpaiHH-iMmopTepa, aGo
BUMOTaMH crenMikauii s NpojykTiB, NPH3HAYEHHX IJIA AOCIIKEHHsA. 3BiTH 1040 BHPOOHMLTBA, yNaKkyBaHHS Ta
aHaliTHYHUX BUIPoOyBaHk cepii 6y0 MpoaHaizoBaHO i BUSHAHO TAKMMH, IO BiANOBINAKOTE cTanaapTaM GMP.

(nianuc)
J-p Hop6ept Cranr
YnoBHOBaxeHa ocoba

09/12/2020
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BERLIN-CHEMIE i
MEN ARINI 12489 Berlin

Ceprudmkar kavecTsa

MENARINI

Bpomrexcun 8 Bepnusx-Xemu

Koa npoaykra: F133128

CrpaHa npoussogurens: FepmaHua

PeructpaunoHHoe yaocrosepeHue: UA/9663/01/01

Ne cepuu: 030358

Aara usrotosnenun: 09/2020 [ara okoHuaHua cpoka rogHocTu: 09/2023

[ara ebinycka cepuun: 09/12/2020
Paamep cepun: 24516 yn.

NekapcrteenHasn dopma: TabneTku, nokpeiTbie 0GONOUKOH, No 8 Mr
Ho3upoeka/Copepxanue: 1 tabnetka, nokpbitas 060N0YKON, COAEPKUT
8 mr GpomrekcuHa ruapoxnopuaa
Bua v pasmep ynakosku: 25 rabnetok B 6nucrepe, 1 6nucTep B kKapTOHHOW KOpOBKe, ¢
MapKWUpPOBKOW HA YKDAUHCKOM R3bike
PaspetueHue Ha BbINyCK CEPUM BbiAaHO BEP/INH -XEMW AT, Fnunukep Ber 125, 12489 Bepnun, Mepmanns
KOMNaHuen:
Homep nuueHanu Ha NPoOU3BOACTBO: DE_BE_01_MIA_2019_0006
Mokasavens Cneundukauun Pesynurar
BHewHwit Bug Cnerka ABORKOBbINYKNble TAGNETKH, NOKPbITLIE 060MOYKOH, OT Cootsercrsyer

XENTOro A0 3eNEeHOBaTO-XEeNToro UseTa ¢ nouty Genbim AAPOM

OAHOPOAHOCTL EAVNHUL A03NPOBAHUA n=10: AVs15.0; Cooteetcrayer
n=30: AV S 15.0 ¥ U OAHO U3 OTAGNLHBIX 3HAUEHWA COAEPXKAHUA
He BbIXOAMT 3a npegensl (o7 0,75xM po 1,25xM)

Pacreopenue He meHee 70 % (Q) no ucreuerun 30 MUHYT OTHOCHTENLHO 97. %
3asBNEHHOro konuyecTea GpoMreKCuHa rMaAPOXNOpUAa
Pacnagaemoctb B reuerue 30 MuHyT (B BOAE) 5. MUH
Uaentudukaums Gpomrekcuna ruapoxnopuaa
B3XX BpemeHa yaepxuBaHua OCHOBHOrO nuka BpomrekcuHa MNonoxutenwHo

FMAPOXIIOPKAA U 3TANOHHOTO PACTBOPOB AONXKHLI COBNAAATL MM
XpomaTtorpagu4eckom TeCTUPOBaHNN,

Y®-Bup cnektpockonus MaxkcumansHas aGcopGuns npu 248 £ 2 KM MonoxmtenbHo
UaeHTudukauus xnopua-uoHos™ ToHkuit ocagok 6enoro useTa He onpeaensnoce
(OcaxaeHue)
PoacreeHHble coeguHeHus™

- Npumecs E £03% < 01%

~ HeussectHbix npumeceit no orgensHoctn  $0.2 % < 01%

- HeunasecTHbix npumeceit 8 cymme <05% < 01%

- Beero npumecei s05% < 01%
Muxkpo6uonorndyeckas uncrora™™*

OKAM He Gonee yem 10° KOE /¢ ; <100. KOE /r

oxkanr He 6onee uem 102 KOE / < 10. KOE /r

Escherichia coli Ortcyrctue /r Cooteetcreyer
KonuuecteeHHoe coaepxanue Ot 7.6 R0 8.4 mr/ TabneTku, NOKpLITOH 06ONOMKOM (cooTBeTcTBYET OT 8.1 mr/rabnertky,
6pomrekcuHa ruapoxnopuaa 95 50 105 % OT 3aABNEHHOTO KONUIECTBAa NeKAPCTBEHHOTO NOKPLITYHO

BewecTsa) : oBonoukoi
*YacToTa npoBeAeHNA UCNBITRHUA: HE MEHee OAHOW cepui B rog. ’
**4acToTa NpOBEAEHUA UCNLITAHKA: KAXKAAA NATAR CEPUA, HE MEHEE OfHON cepuu B rog.
***YacToTa NPoBeABHUA UCNLITAHUA: KAKAAS AECATAR COPUS, HE MEHE8 OAHOM cepvu B roa.
CepTtudpmxar:
1 HacTOAWMM 38BEPRI0, YTO MHPOPMALIMA, NINOKEHHERA BbILLE, ABARETCS TOYHOM 1 AocToeepHON. Mpouece Npou3BoACTBa AaHHOI CepWUM NPOAYKTa,
BKIKOYaAA YNaKkoBKy/MapKMpOBKY U KOHTPONb KauecTsa, Gbit OCYLLECTBNEH B NOMHOM COOTBETCTBMM ¢ TpebosaHuamu GMP, YTBEIKAEHHLIMIA MECTHBIMM
KOHTPOMUPYIOLUMMY OpraHamu, U CNeLMGUKaLIMAMI PEruCTPELIMOHHOTO YAOCTOBEPEHNA MMMOPTHPYIOLEH CTPAHSI, UK TpeboBaHuaMK CneumdMKaLmm Ana
NPOAYKTOB, NPEAHASHAYEHHbIX AN UCCNEAOBAHWA. OT4ETL! O NPONUIBOACTES, YNAKOBKE U AHANUTUYECKUX UCHBITAHUAX Cepum Gbinn npoaKannanposaHes! 4
NpU3HaHbl YA0BNBTBOPAIOWMMYU cTaHaapTam GMP.

Dr. r«\gF sert Stang

Ynon+HomoueHRoe nuuo
09/12/2020

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Varstand: Dr. Reinhard Uppenkamp (Vorsitzender), Michael Siratovitch, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Rainer Kern, Dr. Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Bertin - Tel. +49 30 6707-0 (Zentrale), Fax +48 30 6707-2120 {Zentrale),
Registergericht Amtsgericht Charlottenburg (Berlin) HRB 34997 - bbn 40 130545




JAEPXJIIKCITYXXBA
AEPXKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocrniekT Banepis Jlo6anoscrkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JPIIOY 37078774

BUCHOBOK
Npo AKICTb BBe3eHOro B YKpaiHy Jikapchkoro 3acoby

24.03.2021 Ne 12723/21/10

BPOMI'EKCHH 8 BEPJITH-XEMI

(natimMenyBanns nikapcbkoro 3acofy 3rinHo 3 peecTpauiiHum TIOCBiJYEHHAM)
Ta0J1eTKH, BKPHTI 060.101HK010, 110 8 Mr 110 25 TabJeTox y Guticrepi; mo 1 Gaicrepy y xapronmiii
Kopooui

(dopma BumyCcKy, N03yBaHHA, BUJ TAKyBaHHS JTiKAPCHKOro 3acoly)

Howmep peectpanitinoro nocsizuenns UA/9663/01/01 crpox aif peectpauiiitoro mocsizuenns 01.01.2099

Cepis nixapcskoro 3acoby Ne 03035B ' KinbkicTs BBeseHoro nikapcskoro 3aco6y 2880
BupoGHuk BEPJIIH-XEMI AT, HiMmeuunna
(HaliMeHyBaHHS BHPOGHUKA NikapChkoro 3aco0y, KpaiHa NOXOMKeHHs)
Baesero B Vkpaimy CrninbHe yKpaiHCchKO-eCTOHChKE MiANPHEMCTBO Y bopmi ToBapucrea
3 o6MeskeHo10 Bianosinannuictio "Ontima-Papm, JITI", inenr. kox:
21642228 :

(nalimeryBanus Ta koA 3a €ZIPTIOY 1opuan4noi ocobu a6o Tpi3BHINE, iM'A, 110 GaThKoBi BizuuHOi
0co0H - mianpueMud, i Micue NpoXUBaHHS Ta peecTpauifinnit Homep 061iKOBOT KapTKM INATHUKA
noAaTxie abo cepis Ta HOMep nacnopra)

IlpoTokon BisyansHoro kourposno Bix 18.03.2021 Ne 0781/11.

3a pesynbTataMM [JepXaBHOTO KOHTPOMIO BCTAHOBJIEHO, IO MKapchkui 3aci6 BBeseno B Vkpaimy 3

AKOCTI JliKapChbKHX 3ac06iB.

! Onexciit COJIOIPAM
0 {[ @Iéaﬁf{?ﬁ?éb@ E)praHyJ/_iéﬁkaiihoro KOHTPOJIO) (rﬁlmmc) (ininiaum Ta npizpume)
o s\ RORY Mg i)~




Kona npoayxry:

Kpaina-Bupo6GHHK:

Howmep peectpaniiiHoro noceigueHHs:
Ne cepii: 03037A

Jarta BurotoBnenns: 09/2020

Jara Bunycky cepii: 01/12/2020

Jlikapceka dopma:
Jo3yBanHs/BMict:

Bun i po3Mip ynakoBkwu:

Jl03B1JI Ha BUNYCK cepii BUIaHO
KOMIaHi€lo:
Homep ninensii Ha BUpoGHULITBO:

Iloxkazuuk
30BHIMHINA BUTIIAL

OnHOpinHICTE OAMHHLB AO3YBaHHS

Po3unnenns

Po3napanns
Inentuodikanis Gpomrekcuny
rigpoxsopuay BEPX

Y®-Bup cnekTpockomnis
Inenrudikauis xopua-ionip*
(Ocamxenns)
CnopinneHi cnonyku**
- Jomiwka E
- HeBizoMux nomitox okpemo
- HeBinomux nomimox y cymi
- Beporo nominiok
Mikpobiosnoriusa uncroTa***
3KAM
3KAIIr
Escherichia coli
Kinbkichui BMicT 6poMrekcuny rinpo
XJI0pUIy

BERLIN-CHEMIE

MENARINI

Ceprndikar sxocri

Bpomrexcun 8 Bepain-Xemi
F133128
Himeuyunna
UA/9663/01/01

BEFLIN-CHEMIE AG
Glienicker Weg 125

12499 Berlin

Jlata 3akiH4eHHs TepMiHy npugatHocti: 09/2023

Po3mip cepii:

TabneTxn, BkpuTi 060710HKOI0, 110 8 M

1 TabneTka, BKpHTa 0GOJIOHKOIO, MICTHTb 8 MI' GPOMIEKCHHY
riipoxJjopuay

25 tabnerok y 6xicrepi, 1 6aicTep B kKapTOHHIN KOpo6ii, 3
MAapKyBaHHSM YKPaiHCLKOIO MOBOIO

BEPJIIH-XEMI AT, I'ninikep Ber 125, 12489 Bepnin,
Himeuunna

DE BE 01 _MIA 2019 0006

Crnenndikanis

Tpoxu aBoomyxkiii TabneTky, BKPUTI 060I0HKOIO, Bil
AKOBTOTO 10 3€JIEHKYBATO-KOBTOI'O KOJILOPY 3 Maibke 6ijtnm
SAPOM

n=10: AV <15.0;

n=30: AV < 15.0 i )xo1He 3 OKPEMHX 3HAYEHb BMIiCTY He
BUXOAHUTS 32 Mexi (Bix 0,75 x M nio 1,25 x M)

He menme 70 % (Q) micns 3akxinuenHs 30 XBWIMH 110J10
3aABJIEHOT KiTbKOCTI 6POMIEKCHHY IiZipOXJIOpHILY

Ipotarom 30 xeunuH (y Boai)

YUacu yTpuMYBaHHA OCHOBHOTO 1Ky GpOMIEKCHHY
TiIPOXJIOPHAY Ta €TAIOHHOTO PO34HHIB IOBHMHHI CIIiBIALATH
npH XxpoMatorpadivtHOMy TeCTyBaHHi

MakcumansHa abcopOuist npu 248 + 2 uM

Tonkuii ocaz 6isoro KonbOpy

<03%
<02%
<05%
<05%

He Ginbuie wik 10° KYO/r

He Ginsuie mix 102 KYO/r

BincyrHicTb/r

Bin 7.6 nmo 84 wmr/rabnerkn, BKpPHTOi 0GOIOHKOI
(sinnosinae Big 95 no 105 % Bim 3asABICHOT KiITBKOCTI
JKapCHKOT PEYOBHHH)

* HacToTa NpoBesieHHs BUNPoGyBaHHs: He MeHIIE OaHi€l cepii Ha pik
** JacToTa NpOBE/ICHHsA BUNPOGYBaHHSA: KOKHA I1’Ta Cepis, He MEHIIe OXHie cepil Ha pik
*** UacToTa NpoBeICHHS BUIPOOYBAHH:A: KOXHA NECATA Cepist, He MEHILE OfHiel cepii Ha pik

CepTndikar:

70632 yn.

PesyapTaT
Biamoginae

Binnosinae

100. %

5 xB.
Ilo3utHBHO

ITo3utHBHO
He Bu3nayanocs

<0.1%
<0.1%
<0.1%
<0.1%

<100. KYO/r
<10.KYO/r
Bianosinae
8.0 Mr/rabnerky,
BKPHTY
o6o0HKOIO

51 umm 3acBiuyto, 1o iHdopMalis, BUKIAJCHA BHILE, € TOYHOM i AoctoBiproto. Iponec BHpoGHHULTBA JaHOT cepii NpoaykTy,
BKIIOYAIO4H YNAKYBaHHs/MapKyBaHHA i KOHTPOJb SKOCTi, Gyno 3ifiCHEHO B MOBHiii BiANOBIZHOCTI 3 BHMOramH GMP,
3aTBEPIKCHMMH MICLICBHM OPraHamu KOHTPOJIO, i criemmgikauisMu peecTpamiiHOro MocBigueHns KpaiHH-iMIopTepa, abo
BUMOramMy creundikanii ans NpoAyKTiB, NPHU3HAYEHMX JUIA JOCITIUKEHHS. 3BiTH LIOKO BHPOOHHITBA, YNaKyBaHHs Ta
aHANITHYHUX BUNIPOOYBaHk cepii 6y10 MpoaHaizoBaHO i BU3HAHO TAKHMH, WO BiNOBifaIOTH ctanaapram GMP.

(nianuc)
J-p Hop6ept Ctanr
VnosHoBaxeHa ocoba

01/12/2020
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8332

MENARING

Koa npoaykra:

Crpana npoussoguTens:
PerucrpaunoHHoe y40CToBEpeHue:
Ne cepuu: 03037A

[ara usrotosnenus: 09/2020
[ara sbinycka cepuu: 01/12/2020

NekapcreeHHan dopma:
Nosuposka/CoaepxaHue:

Bua v pa3mep ynakosku:

PaspeweHue Ha BbINYCK Cepun BbligaHo
KOMNaHuen:
Homep nuueHsMM Ha NPOUIBOACTBO:

Nokasarens

BERLIN-CHEMIE

12489 Berlin

MENARINI

CepTtudukar kauecrsa

Bpowmrekcun 8 Bepnun-Xemu
F133128

Fepmanus

UA/9663/01/01

J[lata okoHYaHur cpoka rogHocTi: 09/2023

Paamep cepuu: 70632 yn.
Tabnetku, nokpuiTeie 06onoukoit, no 8 mr
1 rabnerka, nokpsitas 06onouKol, coaepxuT
8 mr Bpomrekcuna ruppoxnopuaa
25 Tabnetok 8 Gnucrepe, 1 Gnuctep B kapToHHO# kopobke, ¢
M3pKUPOBKON Ha YKPAUHCKOM Ai3blke

BEPIIUH -XEMW AT, Mnuxukep Ber 125, 12489 BepnuH, MepmaHua

DE_BE_01_MIA_2019_0006
Cneuundukauus Pesynurar

BERLIN-CHEMIE AG
Glienicker Weg 125

BxewHuil Bug Cnerka ABOsiKOBbINYKNble TabneTku, NokpbiTeie 060N0YKOH, OT CootseTcrayer
YENTOoro 40 3eneHOBaTo-KeNnToro Ueeta ¢ nouty 6enbim fapoM

OnHOPOAHOCTL BAUHUL AO3NPOBAHKA n=10:AVs15.0; Coorsercrayet
n=30: AV < 15.0 1 H1 04HO U3 OTAENBHBIX 3HANEHWIH cCogepKaHua
He BbIxoAMT 3a npeaensl (o1 0,75xM ao 1,25xM)

PacTteBopeHue He menee 70 % (Q) no uctevyeHun 30 MMHYT OTHOCUTENbHO 100. %
3aRBNEHHOro Konudecrsa GpomrekcuHa ruapoxnopuaa

PacnapaemocTts B Teuenne 30 MuHyT (B BOAE) 5. mui

UaenTudukaums 6pomMrekcuHa ruapoxnopuaa

BIXX BpemeHa yaepxuBaHusA OCHOBHOrO nuka GpomrexcuHa MonoxutensHo

TUAPOXIIOPUAA U ITANOHHOrO PacTBOPOB AOMKHLI COBNaAATL NPU
xpomarorpatuieckom TeCTUPOBaHUN.

Y®-Bug cnexrpockonus Makcumanshan abcopbuma npu 248 £ 2 Hm MNonoxurensHo

UaenTudukayms xnopua-moHos* Tonkuit ocagox 6enoro ysera He onpeaensnoch

(OcaxpeHue)
PoacTeeHHble COeAUHEHUA™"
- Npumecs E £03% < 01%
- HeussecTHbix npuMecei no otgenbHocT <02 % < 01%
- HensBecTHbIX npUMecei B Cymme s05% < 01%
- Beero npumeceit <05% < 01 %
Mukpo6uonorudyeckas yucrora™
OKAM He Gonee uem 10° KOE / r <100. KOE /r
okanr He Gonee uem 10°KOE /1 < 10. KOE /1
Escherichia coli Orcyrcreue /1 Coorsercrayer
KonuuectaeHHoe cCopepxaHue Ot 7.6 40 8.4 mr / TabneTku, NoKpeITOi 060NOUKON (COCTBETCTEYET OT 8.0 mrirabneTky,

6poMrekcuHa rugpoxnopuaa 95 n0 105 % OT 3aABNEHHOr0 KONUYECTBA NEKAPCTBEHHOTO MOKPLITYIO
BeiyecTea) obonoukoi
*YacToTa NpOBEAEHWA UCTIBITAHWS: HE MEHE8 OQHOR Cepum B roa.

**YacTora npoBeABHUA UCMLITAHUA: KAXAAA NATARA CePURA, HB MEHee ORHOW CapUM B rOA.

***YacToTa NPOBEABHUA UCTIBITAHURA: KaXKAAA AECATAA CEPURA, HE MEHBe OAHOW Cepuu B rog.

Ceprudukar:

f HaCTOAWMM 38BEPAID, YTO MHPOPMALUA, MANOXKEHHEA Bbille, RBNAETCH TOHHON U ROCTOBEPHON. MPOLUECC NPOU3BOACTBA AAHHOR COPUM NPOAYKTE,
BKMIONEA YNAKoBKY/MapKUpOBKY U KOHTPONE Ka4YecTBa, Obin OCYLWECTENeH B NONHOM COOTBETCTBMM C TPeGoBaHUAMU-GMP, yTBEDKAEHHLIMA MECTHLIMU
KOHTPONMPYIOLMMU OpraHamu, 1 CneumvKaLumMaMM PerucTpauMoHHOTO YAOCTOBEPOHNS UMIOPTUPYIOWEIA CTPaHbI, Unik TpeBoBaHWAMK cneundukaumy Ans
NPOAYKTOB, NPEAHA3HAYEHHbIX ANA UCCneaosaHui. OTUETH O NPOUIBOACTSEE, YNAKOBKE ¥ AHANUTUMECKUX UCMIBITAHUAX Capun Gbilni fIPOaHANMINPOBaHE! U
npU3HaHbl YA0BNETBOPAIOLLMMY cTaHaapTam GMP.

DQgrb Stang

YnornHomoue nuuyo
01/12/2020

Vorsitzender des Aufsichtsrates: 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, +48 30 6707-0 (Zentrale), Fax +49 30 6707-2120 {Zentrale),
Registergericht Amtsgericht Charlottenburg (Berlin) HRB 34997 - bbn 40130545




JEPXIIIKCIIYXBA
AEPKABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KMIBCBKIM OBJIACTI

npocnekt Banepis Jlobanoscpkoro, 51, m. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B Y KpaiHy JlikapchbKOro 3acody

31.03.2021 Ne 14691/21/10

BPOMI'EKCHH 8 BEPJIIH-XEMI

(ualiMeHyBaHHA NiKapcbKOTO 3aco0y 3riHO 3 PEECTPaLiiHUM NOCBIAYCHHAM)
Ta0/IeTKH, BKPUTI 000/10HKO010, 10 8 Mr no 25 Tabaerok y 6aicrepi; no 1 6iicTepy y KaproHHiii
KOpooILi

(dopna BunycKy, 103yBaHHS, BUI NAKyBaHHS JiKapcbKOTo 3acoly)

Howmep peecrpauiiinoro nocsiguenns UA/9663/01/01 crpox aii peectpaniitroro noceinuenns 01.01.2099

Cepis nikapcwkoro 3aco6y Ne 03037A Kinbkictb BBe3eHOro nikapcbkoro sacoby 21600
Bupo6Huk BEPJITH-XEMI AT', Himeyunna
(HaltMeHyBaHHA BUpOOHHMKA JTIKapCLKOro 3aco0y, KpaiHa MOXoIKEeHH:)
BaeseHo B Vkpainy CrisibBe ykpaiHChKoO-ecTOHChbKe NIANPUEMCTBO Y popMi ToBapHCTBa
3 o0MexeHor0 BitnosigansHicTIo "OnriMa-®apm, JITH", inent. koa:
21642228

(natimenyBanus Ta xoz 3a €JIPIIOY ropuauynoi ocobu abo npissuie, iM'a, 1o 6aTbkosi pisuunoi
ocobu - mianpuemus, ii Micle IPOXKUBaHHS Ta peecTpauiiHuil HOMep 06iKOBOT KAPTKHM IIATHUKA
nonarkis abo cepis Ta HoMep nacrnopra)

Iporokon Bisyaasbuoro koutpomo Bix 29.03.2021 N 0906/18.

3a pesynbTataMM JAEPXKABHOTO KOHTPOTIO BCTAHOBJIGHO, IO Jikapchkuit 3aci6 BBeseHo B Ykpainy 3
JOTPHMAHHAM BMMOr 3aKOHOJABCTBA OO 3abe3neyeHHs AKOCTI JTikapchbKHX 3acobis.
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BEPLIN-CHEMIE AG
Glienicker Weg 126
124889 Beriin

BERLIN-CHEMIE

MENARINI

Ceprndikar axocri

Bpomrexcun 8 Bepain-Xemi

Kon npoayxry: F133128
Kpaina-BupoOHHK: Himeyunna
Homep peecTpaniiiHOro nocBig4eHHs;: UA/9663/01/01

Ne cepii: 11501A
Jlata BurotosneHHsa: 01/2021
Jara Bunycky cepii: 16/03/2021

JlaTa 3akiHYeBHs TepMiHy npuaatHocti: 01/2024

Poawmip cepii: 129578 ym.
Jlikapceka dopma: TabneTky, BKpHTI 060I0HKOIO, 110 8 MF
JlozyBanHs/BMicT: 1 TabneTka, BKpHTa 060IOHKOIO, MICTHTH 8 MI' GPOMIEKCHHY
FiIpOXJIOpUAY
Bupa i po3mip ynakoBku: 25 Tabnerok y Giictepi, 1 Guictep B kapToHHi# kopobL, 3
MapKyBaHHSIM YKPaiHCLKOK) MOBOIO
Jlo3BiN Ha BUMYCK Cepii BUOAHO BEPJIIH-XEMI AT, I'ninikep Ber 125, 12489 Bepuin,
KOMIIaHi€lo: Himeyunna
Homep ninensii Ha BUpOGHUUTBO: DE_BE 01_MIA_2019 0006
Iloka3zunk Crnenndikanis PesyabTar
30BHILIHIA BUIIIAL Tpoxu neoonykii TabieTku, BKpUTI 060IOHKOIO, Bij Binnosinae
JKOBTOTO 10 3€JICHKYBATO-)KOBTOTO KOJILOPY 3 Maiike Ginum
SAPOM
OnHopiaHICTh OAMHHUIb 103yBaHHS n=10: AV <15.0; Bianosinae
n=30: AV < 15.0 i )xoHe 3 OKPEMHX 3HAYECHb BMICTY He
BUXOAUTS 32 Mexi (Bix 0,75 x M no 1,25 x M)
Po3unnenns He menme 70 % (Q) micna 3akinuenHs 30 XBMIMH IOJO 99. %
3asBJIEHOT KiJILKOCTi OPOMI€KCHHY Finpoxiopury
Po3nananns Ipotarom 30 xeuinH (y Boai) 5 xB.
Inentudikanis 6GpoMrekcuny Yacu yTpuMyBaHHS OCHOBHOTO MKy GpoMrekcuny ITo3utueHO
rigpoxnopuny BEPX TiIPOXJIOPHAY Ta €TAJIOHHOTO PO3YMHIB MOBHMHHI CHiBNAAATH
1pu XpomatorpadiyHOMY TECTyBaHHi
Y®-Buj criektpockonis MakcumansHa abeop6uis npn 248 + 2 um ITo3utueHO
Inentuoikanis xnopua-ionis* Tonknii ocan 6inoro konbLOpy Biznosigae
(OcamxenHs)
CnopinHeHi cnomyku**
- Jlomiuika E <03% <0.1%
- HeBigoMHX NOMIIIOK OKpEMO <02% <0.1%
- Hesinomux nomimox y cymi <05% <0.1%
- Beboro poMimmox <05% <0.1%
Mikpob6ionorigna yncrora***
3KAM He Ginbie wix 10° KYO/r <100. KYO/r
3KAIIT He 6inbe nix 102 KYO/r <10.KYOrr
Escherichia coli BincyTHicTs/T Bianosinae
KinbkicHuii BMicT 6pOMrexcusy rizpo Bin 7.6 pmo 84 wmr/rabnerku, Bkpuroi oGononkow 8.1 Mr/rabmerky,
XJIOpHIY (sinnopinae Big 95 no 105 % Bin 3asBieHOI KiILKOCTI BKPHUTY
TKapChKOI PEYOBHHH) 060IJI0HKO10

* UacToTa nIpoBeNeHHs BHNpOGYBaHHs: He MEHILE OAHIET cepii Ha pik
** YactoTa NpoBe/ieHHst BUIPOGYBaHHA: KOXKHA I1’5ITa Cepis, He MeHIIIe oftHiei cepii Ha pik
*** actoTa NpoBe/IeHHs BANPOOYBaHHA: KOXKHA [iecATa Cepis, He MEHIIE ofHiei cepii Ha pik

Cepmudikar:

1 uuM 3acBinyyo, mo indopmauis, BUKIaZieHa BHUILE, € TOYHOK i KocTOBipHO0. IIpolec BUpoGHUITRA faHO] cepii IIPOLYKTY,
BKJIOYAlOYH YNaKyBaHHA/MapKyBaHHS i KOHTPOJNb AKOCTi, Gylo 34ilicHeHo B NOBHi# BinnosimHocTi 3 BuMoramun GMP,
3aTBEPKEHHMH MiICLEBMM OPraHAMM KOHTDOJIO, i CHELM®iKalisMH peecTpaliiiHOro NOCBigYeHHs KpaiHH-iMIopTepa, abo
BMMOTaMH crienuikauii [is NPOAYKTIB, NMPU3HAYEHHX 1A NOCHIIKEHHS. 3BiTH IIONO BUPOGHHITBA, YNaKyBaHHA Ta
aHAIITHYHUX BUNPOOYBaHk cepii OyJI0 NPOaHAi30BaHO i BA3HAHO TAKHMH, 11O BiANOBIAAOTh cranaaptam GMP.

(nianuc)

J-p Ti6op Mixko
YnoBHoBaXkeHa ocoba
16/03/2021
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MENARIN

Koa npopykra:

Crpata npoussoautens:;
PeructpaunoHHoe yaocToBepeHue:
Ne cepuu: 11501A

[ara usrotosnenun: 01/2021
[ara sbinycka cepun: 16/03/2021

NexapcrsenHas popma:
Bosuposka/CoaepxaHue:

Bua v pasmep ynakosku:

Pa3peluerue Ha Bbinyck cepuu BoifaHo
KOMNaHuen:
Homep nuueH3nK Ha NPoOU3BOACTEO:

Noxazarvens
BHewnui Bug

OA#HOpPOAHOCTL eauHUY AO3UpOBAHUA

Pacreopenne

Pacnagaemoctsb
MaenTucbukauma GpomrekcuHa rugpoxnopuaa
B3XX

Y®-Bug cnekrpockonus
MaeHTudUKkauusa xnopua-uoHos*
(Ocawpenue)
PoacreeHHble coegnHeHUs**
- Mpumecs E
- HeussecTHbiX NpuMecel no 0TaenbHOCTM
- HenseecrtHbix npumeceil 8 cymme
- Beero npumeceii
Mukpobuonoruueckasn uncrora***
OKAM
okanr
Escherichia coli
KonuuectseHHoe cogepxaHue
GpomrekcuHa ruapoxnopuaa

BERLIN-CHEMIE

BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin

MENARINI

CepTudukaT KauecTsa

BpomrexcuH 8 BepnuH-Xemu
F133128

FepmaHus

UA/9663/01/01

[lara okoHuaHuA cpoka roaHocTu: 01/2024

Pasmep cepuu: 129578 yn.
TabneTku, nokpbiThle 060NOYKON, NO 8 Mr

1 rabnerka, nokpbiTan 060NOYKOH, COAEPXUT

8 mr 6pomrekcura ruapoxnopuaa

25 rabnetok B 6nucrepe, 1 6nucTep B kKapTOHHOK Kopobke, ¢
MapKWPOBKOI Ha YKPaUHCKOM A3bike

BEPIINH -XEMW AT, Fnnnukep Ber 125, 12489 BepnuH, Mlepmanua

DE_BE_01_MIA_2019_0006

Cneundukaumns Pesynerar

Cnerka aBoAKkoBbINyknbie TabneTku, NoKpbiTele 06ONONKOM, OT CootseTcreyer
XENToro A0 3eNeHOBATO-XeNToro usera ¢ nouTu 6ensim SApom

n=10: AVs 15.0; Cootsercreyer

n =30: AV s 15.0 ¥ H1 OAHO K3 OTAENbHBIX 3HAYGHWIA CoaepXaHus

He BbIXOAUT 3a npegent! (o1 0,75xM go 1,25xM)

He meHee 70 % (Q) no uctedeHuu 30 MUHYT OTHOCHTENLHO - 99, %
3anBneHHoro konuyecTsa GpomrekcuHa rugpoxnopuaa

B Teuenue 30 muHyT (B BOAS) 5. MUH
BpemeHa yaepxuBaHus OCHOBHOIO Nuka GPOMreKcuHa MonoxutensHo
TMAPOXIOPWAE U STANOHHOMO PaCcTBOPOB AOMKHbLI COBNAAATL NPU

XpOMaTorpamyeckoM TeCTUPOBAHMN.

MakcumansHas abcopbuun npu 248 + 2 Hm MonoxuTensxo
Tonkuit ocagok Genoro ueera Cooreertcrayer
203% < 01%
s02% < 01%
$05% < 01%
<05% < 01%

He 6onee yem 10° KOE /1 <100. KOE /r
He 6onee uem 10° KOE /¢ < 10. KOE /r
Ortcyrcteue / 1 Coorsercrayer

Ot 7.6 #0 8.4 mr/ TabneTku, NOKpLITON 060M0UKORA (cooteercrayer ot 8.1 mrirabnerky,
95 0 105 % OT 3aABNEHHOrO KONUYECTBA NEKAPCTBEHHOTO NOKPLITYIO
Belyecrsa) o6onoukon

*HacToTa NpoBeABHWA UCTILITAHNA: HE ME@Hee OAHON CBPUM B FOA.
**4acToTa NPOBEAGHUR UCNLITEHWA: KAKRAEA NATAA COPUA, HE MEHBS OAHOI cepun 8 roa.
***Yacrora NPoBEAEHUA UCNBITAHUA: KAKAAR AECATAN CepuWA, He MeHee OHOW Cepum B rog.

Ceptudcuxar:

1 HACTOALMM 33BEPAI0, YTO MHPOPMAUNA, UINONEHHAR BLILLE, ABNAETCA TOUHON 1 AOCTOBEPHOIA. [TPOLSCC NPOUIBOACTBA IdHHOW CEPUM NPOAYKTA,
BKINIO4AA YNaKOBKY/MAPKNAPOBKY U KOHTPOM KaYECTB, GbiN OCYLLECTENEH B NOMHOM COOTBETCTBUM C TPEGOBAHNAMM GMP, yTBEPXKAEHHBIMU MECTHLIMM
KOHTPOIUPYIOLUMMM OPraHamit, 1 CNeuUKaLINAMM PErUCTPALIMOHHOTO YAOCTOBEPEHUA UMNOPTUPYIOLISH CTPaHbL, NV TPeBOBaHUAMM cneuwukaLmm aAns
NPOAYKTOB, NPEAHAIHAYEHHbIX ANA UCCNeA0BaHWIA. OTYeTL! O NPOMIBOACTES, YNAKOBKE U AHBNUTUUECKUX UCMLITAHUAX CEPUM Bbinu NPOaHaNKU3UPOBaHL 1

Npu3HaHL! YAOBNeTBOPAIOWMMI CTaHaapTam GMP.

r. Tibor Mikd

YnonHoMoueHHoe nuuo
16/03/2021

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Reinhard Uppenkamp (Vorsitzender), Michagl Sirotovitch, Dr. Christian Matschke

$9 125, %
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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 (Zentrale),
Registergericht Amtsgericht Charlottenburg (Berlin} HRB 34997 - bbn 40 130545




JEPXITIKCITYKBA
AEPXKABHA CJIVI)KEA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOTIO 3A
HAPKOTHKAMHM Y KHTBCBKTH OBJIACT]

npocriext Banepis Jlo6anoBcekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://Www.dls.gov.ua, Kon €IPTIOV 37078774

BHUCHOBOK
PO AIKICTh BBE3eHOro B Ykpainy xikapeskoro 3aco0y

19.04.2021 Ne 18167/21/10

BPOMI'EKCHH 8 BEPJIIH-XEMI
(HaliMeHyBanus JikapceKkoro 3aco0y 3rigHo 3 peecTpauifiium HOCBiAYEHHsM)
TabJeTkH, BKpHTi 060.10HK 010, 10 8 MT O 25 TabJieToK y 6aicrepi; mo 1 Gaicrepy y kapronmii
Kopooui
(dopma Bumycxky, A03YBaHHA, BUJ NAKyBaHHs JiKapCEKOTo 3acoby)

Howmep peectpaniitroro noceiguenns UA/ 9663/01/01 crpox gt Peectpaniiinoro noceimsernns 01.01.2099

Cepi mikapcskoro 3aco6y Ne 11501 A KinpkicTs BBe3eHOrO Mikapehkoro 3acoGy 17280
BupoGHuk BEPJIIH-XEMI AT , HiMeqquna
(nalimenyBanns BHPOOHMKA TiKapcrKoro 3aco0y, kpaina TIOXOJIKEHHA)
Bsesero B Vipainy Chinnnae YKpaiHCbKO-eCTOHChKe RianpHeMCTRO y dbopmi Tosapucrea
3 00MexeHoK0 BiAnoBixaabHicTIO "OnrimMa-®apm, JTA", inenr. won:
21642228

(HaiiMeHyBanns Ta ko7 3a €IPTIOY ropuamanoi ocobu a6o npiserme, im's, mo GarbkoBi disuunoi
0c06H - minnpuemns, if Micne TIPOXKHUBAHHS Ta peecTpamiumit HOMeED 06IiKOBOT KApTKU MiaTHMKa
NoaTkiB abo cepis Ta HOMep nacnopra)

Iporokoa Bisyansroroe KxonTposmo Bix 08.04.2021 » 1100/10.

3a  pesynpratamu AEPXABHOTO  KOHTPOJO BCTAHOBNEHO, MmO Jikapchku¥ 3aci6 BBE3eHO B Vkpaimy 3
AOTPHMaHHAM BHMOT 3aKOHOJABCTBA MO0 3abe3neveHns skocTi NKapCEKUX 3ac06iB.
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JIEPXKJIKCITYXXBA
NEPXXABHA CJIYKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA
Y THIOPOMETPOBCHKINA OBJIACTI

Iuinpo, mr.CobopHa,4, k. 601-605, 43005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua,https://www.dls.gov.ua, Kox EPTIOY 37070665

BUCHOBOK
npo AKicTh BBE3eHOro B YKpainy Jikapcbkoro 3acoly

14.05.2021 Ne 26167/21/0411

BEPOMI'EKCHH 8 BEPJIIH-XEMI

(HalmeHyBaHHA NiKAPCHKOro 3acoy 3riTHO 3 peecTpaLlifHiIM NIOCBiTYEHHAM)
Ta6aerkd, BKpHTi 06010HK010, 110 8 Mr mo 25 Tabnerox y GuaicTepi; mo 1 baicrepy y
KapToHHIH Kopobui

(opma BHMycKy, KO3yBaHHS, BHIL AKYRAHHS NiKapcsKoro 3acoby)

Homep peectpatifttoro nocsizuenns UA/9663/01/01 erpox aif peectpamitinoro nocsimernts 01.01 2099

Cepist mixapcekoro sacofy Ne 11508A Kinekicts BBe3eHOrO Jikapehkoro 3acofy 12960
Bupobtuk BEPJIIH-XEMI AT, Himeuduna
(HaliMEHyBanH BUpOGHHKA Jlikapchkoro 3acoly, kpaita MOXO/KEHHS)
BeeseHo B YkpaiHy TosapucTBO 3 06MexKeHO0I0 BiINOBIAAILHICTIO "BaJIM", inent. kon:
31816235

(natiMenyBanHs Ta kon 38 C/IPTIOY opuu4Hoi 0co6H abo npiseuiue, iM's, o GaTekosi
disuunol ocobu - minnpuemyd, i Micue NPOKKBAKKA Ta peecTpanifuui HoMep oGnikoBol
KapTK¥ NIaTHHKA (0/aTKiB 860 cepis Ta HoMEp racmopTa)

TIpoTokoa BisyansHoro kontpomo six 13.05.2021 Ne 03-01/1486/16.

3a pesy/ibTATAMH IEePKABHOLO KOHTPONIO BCTAHOBNEHO, WO JliKapChKHA 3aci0 Beesedo B VYxpainy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTRA LOXO 3a6e3neHeHt AKOCTi NiKapChKHX 3ac06iB.

B.o. Hauansuuka JepxaBHol cnyx6H 3

JAIKapchbKHX 3ac00iB Ta KOHTPOIIIO 32 e
p . - FOuis OBYAPEHKO
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Ceirnana BouapaikoBa +38(066)345-41-71
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Koa npoaykry:

Hepxapa-BupobHuk:

Homep peecTpauiiHOro NOCBIAYEHHS:
Homep cepil: 11508A

[Aara supobuuyrsa: 01/2021

[ara sunycky cepii: 16/04/2021

Nixapcbka dopma:
Cuna pil/akTUBHICTb:

Poamip Ta TN nakysaHHs:

HalmeHyBaHHA | MiCLEIHaXOAKEHHA
BupoGHUKa, WO BUNYCTUB cepilo B 06ir:
Homep niueHsit Ha BUpoOHMUTBO:
Nokasuuk

30BHIWHIK BUrNAL

OAHOPIAHICTD 4030BAHNX OANHMLbL

PoanagaHus
Po3unieHHn

laenTudikauin Gpomrekcuty rigpoxnopuay
(BEPX)

Yo-Bug cnekrpockonis
laeHTnoikauin XNOpUA-ioHIB*
(OcapxenHsn)

KinbkicHui BMicT 6poMrexcuHy
riapoxnopuay

Cnopiateni cnonyku**
- Nomiwka E
- HeBiaomux AOMILLOK OKpemMo
- Heeiaommux AOMILWOK B Cymi
- Beboro gomiwok
MikpobionoriuHa yncrota
3KAM
3Kanr
Escherichia coli

ke

BERLIN-CHEMIE|

enicker Weg 125
12489 Berlin

MENARINI

Ceprudikar sikocri

BpomrekcuH 8 Bepnin-Xemi
F133128

Himeuuuna

UA/9663/01/01

[ata 3akinueHHs TepmiHy npugarHocti: 01/2024

Poamip cepii: 129936 yn.
TabneTku, BkpuTi 060N0HKOIO, NO 8 MF
1 Tabnetka, BxpuTa 060NOHKOI, MICTUTL BPOMreKCuRy rigpoxnopuay
8wmr
Mo 25 rabnerok y 6nictepi; no 1 6nicTepy y KapToHHiA kopobui 3
MapKyBaHHAM YKpalHCbKOIO MOBOIO
BEPMH-XEMI AT, Fninikep Ber 125, 12489 Bepnin, Himewuura

DE_BE_01_MIA_2019_0006
Cneuudikauin Pesynbrar

3nerka onykni 3 o6ox Gokis TabneTku, sBkputi o6onokKkoto, Big xosToro Bianosiaae
A0 3eneHysaTo-XoBTOro KOnLopy, 3 AAPOM Maibke Ginoro xonsopy

n=10:AVs15.0;

n=30: AVs 15.0 0 i xoaHe 3 OKPEMMUX 3Ha4YeHb BMICTY HE BUXOAUTD
3a mexi (8ip 0,75 x M g0 1,25 x M)

Mpovsarom 30 xBunuH (y BOAI) 4. xB
He meHrwe 70 % (Q) nicns 3akinuerHA 30 xBUNUH BigHOCHO 3asBneHol - 104. %
KinbKkocTi GpoMrekcuny riapoxnopuay

Yacu yTpumyBaHHs OCHOBHOrO Nika GpPOMreKCuHy rigpoxnopuay Ta MoauTtueHO
€TanoHHOro PO34nHiB NOBUHHI 36iraTuca Npu xpomaTorpadivHomy
TEeCTyBaHHI

MakcumanbHa abcopbuia npu 248 + 2 WM

ToHkuiA ocap, Ginoro koneopy

Bianosigae

MoauTuaHo
He nposogunocs

Bia 7.6 a0 B.4 mr/rabneTtkn, Bkpurol o6onoxkoto (Bignosigace Big 95 8.2 mritabneTtku,

40 105 % Big 3aABNeHOT KiNbKOCTi NikapCbKOT peuoBUHU) skpuTol
060NOHKOK

s03% < 01 %

s02% < 01 %

s05% < 01%

s05% < 01%

He Ginbwe Hix 10° KYO/r <100. KYO/r

He Ginbe Hix 10° KYO!r < 10. KYO/r

BIACYTHICTb/T BiacyrHicts/r

*Yacrora nposeaeHHA BUnpoByBaHHs: He MeHLLe OaHIel cepil Ha pik
**YacroTa npoBeaeHHa BUNPOGYBaHHA: KOXKHE N'ATa Cepin, He MeHLe OAHIET cepil Ha pik.
** YacroTa nposeaeHHR BUNpoby : KOXHA JeCATa Cepis, He MeHLLB OAHIE cepil Ha pik.

3anea npo ceprudixayiio:

UMM R 3aCBIfYYI0, WO HaBeaeHa BuULLE IHGOPMALLs € ACCTOBIPHOIO Ta TouHOW. LI cepito npoaykuil Byno BMpoGneHo (BIIOYaoNM NakysaHHA/MapKyBaHHsA) Ta
NPOBEAEBHO KOHTPONS 1T AKOCTI Y NOBHIA BIANOBIAHOCTI 3 BUMOramn GMP, BCTaHOBNEHUMM MICLI@BUM DEryNAaTOPHUM OPraHcM, 8 TakoX BiANOBIAHO AC
creumndikauii, WO MICTATLEA y peecTpauiRHoMy AOCLE KpaiHu-iMnopTepa. MpoTokonu BUpoBHUUTBAE, NakysarHA Ta aHanisie 6yno nepernsHyTo Ta

BCTaHOBNEHO BignosigHicTe GMP.

Dr.%b%Stang

YnoBHoBaxeHa ocoba
16/04/2021

Or. Attitio Sebastio, Dr. Rainer Kern, Dr. Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +

Michael Siratovitch, Dr, Christian Matschke,
67070 (Zenirole), Fax +49 30 6707-2120 (Zentrale),

Registergericht Amisgericht Charlottenburg (Berlin) HRB 343997 - bbn 40 130545
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