AaTta Homep

Ne PI1 113 HazBa 13, popma BANYCKY Ha3ea BMpo6HMKa, KpaiHa Cepisa Ne cr Ac BUCHORKY BUCHOBKY PesynbTar
CninbHe ykpaiHCbKo-
n LTMPOKCWH 75 BEP/IIH-XEMI Ta6neTku no - SLTOHCKE DN M0 Y
UNS!%B/OhO 75 MKr, no 25 TabneTok y 6nictepi; no 2 BERI A 14020C Gopwi TOEap!{CTEa 2 AC y Kuiscbkil obnacti 18.03.2022  11648/22/10 [MO3UTUBHWRA
3 (HimeuqumHa) obmexeHo

6nicTepw B KapTOHHIR Kopobui

BigNoBigansHicTo "OnTima- -"'\
Dapw, NTTA", 21642228 oNHA %



Koa npoayxry:

Hepwana-supobm:

Homep peectpauifnore nocaiguerin
Homep cepil: 14020C

Aara eapobruursa: 11/2021

Rava eunycky cepii; 01/03/2022

Nixapceka thopma:
Cuna aiifaxTrenicTs:
Po3mip T TMN nakysanHs:

HarmeHyBanHR | MiCue3HaxoameHHA
BupobHMKa, o BunyCTUE Cepilo B Ofir
Homep niuewaii Ha eupobruyTes:
Noxaanmk

30BHILUHIR BUrNRA

Cepeawn maca

OaropigHicTs q030Banux 04uHKLL
(oaHopiakicTs BMicTy)

Crupasicte
CridkicTs 20 posgasniosanHa
Poanananna
Poaumrenns

IneHTMDIKALIS NeBOTUPOKCUHY HaTPIO AK
NeBOTHROKCHHY

KinbxicHnid BMICT NesaTwpokcuHy HaTpixa

KinbKiCHUA BMICT 40MILIOK
3,5-AMAOATUPOHIH
NioTuporin
3,3°. 5" -tpuiRog TMpoHin
3.3°,5,5"-TeTpanoATMPOOUTOBA KHCNOTS
3.3 .5,5"-TeTpanoaTupomypawmnna
KMCnoTa
Heigentrdikosani Jomilikm
- okpemo
-8 Cymi
CymMa scix gomiwox
MikpoBianarivva wncrota

3ansa npo ceprudixauiio:

BERLIN-CHEMIE
MENARINI

Ceprudpikat sxocri

12489 Berlin

L-Tupokcun 75 Bepnin-Xemi
F137123

HimeyinHa

UA/8133/01/03

Hara sakivvenrnn TepMiHY npuaarHocT: 11/2023

Posmip cepii. 27972 yn
TaBneTku no 75 mxr
1 TabneTxa micTuTs NEBOTUPOKCHHY HATPIK 75 Mur
Mo 25 rabnetok y Bnicrepi: no 2 Gnicrepn B kaproHHiA kKopoBui 3
MADKYBAHHAM ykpaiHCEKOO
BEPNIH-XEMI AT, Fninikep Ber 125, 12489 Bepnid, HimewwHa
DE_BE_01_MIA_2019_0006
Creundixauin Poaynuray
Kpyrni, anerka onykni ra6inerxm 8ig manxe Binoro 4o anerxa Gemesoro Bianosigac
KONLOPY (3a6apanenks He IHTEHCUBHIWE, Hik Kpemoso-Gine 3a RAL 8001), 3
HBCIHKOK ANA NOAINY 3 0AHOrO BOKY | TMCHEHHAM « 75y 3 iHWoro, giameTp
6 mm
T8mrt5% 79.4 wmr
Aianasom: Big 74 1 - 81.9 Mr
n=10: AVs150(L1); Bianosiaae
n=30: AV 5 15,0 (L1) | ®0AHE OKPEME THAEHHA HE BUXOAWTL 33
mexi <075« Mafio> 125 x M
He Ginbwe nix 1 % < 1. %
20-70H 32 H
MpoTtarom 10 x8 2 x8
He menwe Hix 75 % (Q) sin 3arBnexol Kinskocti Alio40l peuoBUHU NPETRrOM 101. %
30 x&. Ouivka signosiaxo Ao craniin sunpobysanun S, - S,
Oujrxa 1. Xpomarorpama sunpoGosyearoro PO34UHY NOBUHHA MNoaurueno
AEMOHCTDYBATU HAREHICTS NiKa, Yac yTPUMYBaHHA AKoro sianosigac Takomy
* Niky NEBOTHDOKGHY HA XPOMBTOIPaMI, OTPUMANTI 3i CTaWaRPTHOMD
PO3UMHY. BHaUEHHA Macis yTpuMyBaHHA HE NOBHHHI BiapianaATics oane Bin
0aroro Ginblwe Hix Ha 0.5 xaununi | . N
Ouirka 2. CraHaapTse siaxunexts nnowi nika Ha XpomaTorpami
aunpoGoByBaHOT0 POIUMHY, BMIHEUGHOrD, BiANGBIAHD A0 OLiMKK 1, RK Nik
NEBOTUPOKCUHY, He NoBUKHE NepesuLlysat 5 % 8ig cTanaapTHaoBaHoi
nnowi nika NEBOTUPOKCHMHY HA XPOMATOrpami eTanoHHorg POIYMHHY.
Bia 71.3 Ao 78.8 mkr Ha TaBineTky. wo sianosigae Bl 95 no 105 % sia 102. %
J1ARBNEHOI KiNLKOCTI Aoy pavoenHIr
He Ginswe Wik 0.20 % < 015 %
He Ginbwe wix 1.0 % < 01 %
He Ginswe Hix 0.30 % < 015 %
He Binswe ik 0.50 % < 015 %
He Ginslwe Hix 0.50 % < 015 %
He Binbwe Hix 0,50 % 020 %
He Ginswe Hix 1.0 % 0.2 %
He Binbiwe Hix 2.0 % 0.2 %
3KAM He Ginswe 10" KyO/r < 10, KYQir
SKANT He Ginbwe 10° KYO/r < 10. KYOrr
E.Coli - siacythiir BigcyTHicTe/r

UAM R 38CEIAHYIO, WO HaBegeHa Buwe iHopMaUA € JOCTOBIpHOK T3 TouHoN. Lo cepilo npoayxuil Gyno Bupofinexo (BkmoYaKMK

1
1 Ta nposeg

a ra'm»t si.ano;:u;uo AD CNeUNCDIXBUIA, WO MICTATBCA Y pEECTPaURHOMY R0CHE KpaiHk-iMnopTepa. N
NEPErNAHyTO Ta BCTANOBIBHO BIgNOBIANICTE GME__

0 KOHTPONB i AKDCTI Y NOMKIA 8iAN0BIAMOCT! 3 BMOramn GMP,

BCTAHOBNENHMM MICLBBUM DErYNATORHUM OPranom,
POTOKONA BMpOGHUUTEA, NaKyBaHHA Ta ananisie Byno

%

titlagl Syo ot
¢ 5.-::.-.1Jr?'iia V{%\;‘&
125 . gaa 8

Tel, +48

nicker Weg 125

fistian Matschke

OF-2120 (Zenteaia)
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Koa npoaykry:

Hepwasa-supobrm:

Homep peectpauiiiore nocsifuasing:
Homep cepil: 14023A

flaTa smpoGruuTea: 11/2021

Aata sunycxy cepii: 07/01/2022

Poamip cepii- 80048 yn.
Nixapceka dopma; TabneTu no 75 mxr
Cuna aii/axrueHicTs: 1 TabneTka MICTHTL NeBOTMPOKCURY HaTRIK 75 MKr
Poamip Ta Tun nakysanHa: Mo 25 rabnerox y Gnicrepi; no 2 Gnictepu B kapToHHiA kopabui 3
MapKYBaHHAM YKpPaiHCLKOI MOBOK
Hamnmenysanus | MicuesnaxogmeHHa BEPIH-XEMI AT, [nikikep Ber 125, 12489 Bepnin, Himewwana
BupoBHuKa, wo BUNYCTHE cepiio B ofir:
Homep niuewsii Ha aupobnuyTso: DE_BE_01_MIA_2019_0006
Nokaznux Cneundixauis Peaynurar
3oBHiwHii Burnag Kpyrni, anerxa onyxni rafinetku 8i4 Maiwe Ginoro 4o anerka Bewenoro Bianosinac
KONeOPY (3a6apBNeHHR HEe IHTEHCHBHILLE. Hix kpemoso-Bine 3a RAL 95001), 3
HAGMKOW ANA Noginy 3 oaHora Boky | THCHEHHAM «75» 3 IHWworo; aiametp
6 MM i
Cepeaws maca 78mrt 5% 80.2 mr
Hianasow: sig 74.1 - 81.9 mr
OaropianicTs A0I0BAHKX OAMHILE n=10:AV£15.0(L1); Bianosinac
(oanopiaHicTs BmicTy) n=30: AV 150 (L1) | xoAHE OKPEME IHANEHHS He BUXOANTE 38
mewd < 0,75 x MaBo > 1,25 x M
CrupanicTs He Ginswe Hix 1 % < L%
Crifkicts A0 po3gasniosanms 20-70H 33. H
Posnagausxs Mpotarom 10 xa 2, %8
PoavuunerHs He Mewwe Hix 75 % (Q) sia 3asenenai kinbkocTi gicyoi PEYOBMHN NPOTArOM 102. %
30 x8. Oujnxa signosiaro ao craaii Bunpobysanka S, - S,
Inevrudinauia nesoTupokcny HaTpio K Ouinka 1. Xpomartorpama aunpofiosysaHoro poaumHy NosuHHa MNoantuero
NeBOTUPOKCHHY ABMOHCTPYBATH HARBHICTb NiKa, 4aC YTPUMYBAHHA AKOra Blanoeigae rakomy
X Niky NEBOTWPOKCHHY Ha XPOMaTOrpamMi, OTpUMaHin ai cTaHaapTHoro
POIUMHY. SHAMBHHA MaCIE YTPUMYBAHHA HE TIOBHHHI BIAPIIHATACR 0AHE Big
0AHOro inbwse Hik wa 0.5 ey, 0 T U
OuiHka 2. CTanaapTHe sixuneHks nnowl nika 'nn,xﬁmfprﬁpni'
BunpoBosysaHoro poauuky, BUIHAYEHOrO, BIANOBIAHG A0 OUiHKM T, AK nik
NEBOTMPOKCHHY, He NoBMHKHE NepesuiLybaTh 5% ala CaHaapTuIosanol
nnowi nika NEBOTMPOKCUHY HA XPOMATOrpaMI €TaNoHHOIo PoIUMHY.
KinuxicHui BMICT NnesoTUpOKCUHY HaTpi0 Bia 71.3 o 78.8 mxr va TabneTky, wo siar'tq‘ginac ®ig 95 40105 % wia 102. %
3ARBNEHOI KINbKOCTI AIKMOI pauoBUHN eV ™
KinekicHuit smicT gomiwok
3.5-aniaa Tupomnin He Binbwe wix 0.20 % < 015 %
NioTwponin He Binewe Hix 1.0 % < 01%
3,35 -TpuitoaTHPOHIH He Binswe wix 0.30 % < 0.15 %
3.3°.5.5-retpaioatmpooytona kmenota  He Binblue Hix 0.50 % < 0.15 %
3.3".5.5-TetpafoaTMpomypalmna He Ginbwe wik 0.50 % < 015 %
KncnoTa
HelgermndikoBani aomiwxm
- OKpEMO He Gineiwe wiw 0,50 % 0.1 %
- B Cymi He Binbwe Hix 1.0 % 02 %
Cyma Beix gomiwox He Binble Hix 2.0 % 02 %
Mikpobionoriuna uueToTa 3KAM we Ginbwe 10° KyO/r < 10. KYOrr
3KANT He Binswe 10°KYO/r < 10. KYQIr
E.Coli — siacyTwi/r Biacyrwicteir
3anea npo ceprudixauiio:
HHM A 3BCEIANYI0, WO HBBEAEHA BALLE indOpMALIR £ ADCTORIDHOW Ta To4HOW. Lo cepro npagywyil Gyno BUpOGNEH0 (BRIKMEONI
NaryHEANHA/MIDKYBAHHA] T NDOBEJEND KOMTPON® i AKOCTI ¥ NOBHIA BIANOBIAHOCT! 3 BuMoramu GVP, BLTAHOBNEHMMK MICLIEBUM DEMYNATODHNM Cprasom,

a Takow aj iAHO A0 cnavndi

BERLIN-CHEMIE

MENARINI

Ceprudikar axocri

L-Tupokcuu 75 Bepnin-Xemi
F137123

Himeyuuna

UA/B133/01/03

Aara saxinveHHs TEpMiHY NpuaarHocti 11/2023

4i#, WO MICTATRCA ¥ PEECTPAUINHOMY A0CkE KpAIHK-IMNOpTERA. Nporakanu supofikkyTea, nakyeaxHs Ta aHaniie Byna
NEPEINAHYTO Ta BCTAHOBNEHO BiANoBIaHICTs GME




JEPXJIIKCIIYXBA
JEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A-
HAPKOTHKAMM
Y JHITPOIIETPOBCHKIHN OBJIACTI

Juinpo, mn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €APIIOV 37070665

BUCHOBOK
Npo AKICTH BBe3eHOro B YKpainy JikapcbKoro 3acody

30.08.2022 Ne 33618/22/04

L-THPOKCHH 75 BEPJIIH-XEMI

(HaliMeHyBaHH4 Nikapchkoro 3acoly 3TiZHO 3 peecTpauifiHiuM NOCBIAYCHHAM)
(Letrox®75 mikrogramow) taéaerku mo 75 mkr; no 25 tadnerox y 6aicrepi, mo 2 Guicrepu B
KapTOHHIH Kopooui

(dopma BrIyCKy, 1O3yBAHHA, BUX MaKyBaHHA JTiKapcekoro 3acofy)

Homep peectpauiittoro noceiquenns UA/8133/01/03 crpok aii peectpaniiiroro nocsizuenns 01.01.2099

Cepin nikapcexoro 3aco6y Ne 21301A : KinbkicTs BBe3eHOTO Nikapeskoro 3acoby 5184
BupoGHHK bepnin Xemi AT, Himeuunna
(naliMenyBanHs BHPOOHHKA Nikapchbkoro 3aco6y, KpaiHa MOXOMKEHHS)
Bseseno B Ykpainy Tosapucreo 3 ooMexeHom0 BigmosinaasuicTIo "BaJIM", inenr. koa:
31816235

(naliMenyBaiHs Ta kox 3a CJIPTIOY 1opuanaHoi ocobu aGo npissuine, iM's1, 1o Garekosi dizuuHoi
ocobu - mignpueMi, ii Micue NpoXKMBaHHA Ta peecTparitHAi HoMep 06MiKOBOT KapTKH IaTHHKA
nonaTkis abo cepis Ta HOMep macmopTa)

MpoToxon BisyansHoro koutposio sin 25.08.2022 N 07-01/1628/4.

3a pe3lynpTaTaMH JepXKaBHOTO KOHTPOJIFO BCT4HOBJNCHO, MLIO JIKApchKHH 3aciG BBe3eHO B YkpaiHy 3

AOTPHMAHHAM BHMOr 3aX0HOABCTBA W00 3a6e3nedeHHs AKOCTi jlikapchkuX 3acobis.

B. o. HavansauKa JleprxaBHOT cyx6H 3
JIKapChKHUX 3ac00iB Ta KOHTPOJIO 3a U

P . TIPS 38 —  Harans MAHJIPYKA
HapKOTHKaMH y JIHIIpomeTpoBChKiit

obnacti

(nocanoBa ocoba opraHy Jep:KaBHOTO KOHTPOIO) (nizmuc) (iniuiaim ta npissuie)




Ipomykigia:

Koa mponyxry:

Homep cepil: 21301A

Jarta supoOunurea: 01/2022
Hara pumycky cepit: 16/03/2022
KimekicTh ynakosok:

Jlo3ein Ha BHITyCK cepii BHAAHO
KOMMNAHI€H0;
Jepxara-BHpoGHUK:

Hokazuux
Omc

Cepennas Maca
Poznagasua
Crupanicts
Critikicrs A0 posIaBMOBAHHA
OqHOpIAHICTE H030BRHHX ONHHHIL
Posunnenns
Lnentudikanis
JleBOTHPOKCHH HATPIIO AK
JIEBOTHPOKCHH
Bu Ha 9H
XiMigHa qucToTa
3,5-muifonTHpouin
Jliotuposnin
3,3, 5-rpuiionTUpoHin
'3,3",5,5 -reTpaitoaTHpoourosa
KHCROTA
3,3°,5,5 -rerpaiforTHpOMYpaiHHa
KHCIOTa
HeinenTidikopaui noMimxu

Cyma Beix aoMiniox
JlumomHa KucaoTa”
MikpoGionoriuua wucToTa
TAMC

TYMC

Escherichia coli
KinekicHHiT pMicT
JIeBOTHPOKCHH HaTpilo

BERLIN-CHEMIE
MENARINI

CEPTHOIKAT AKOCT1

Jletpokc® 75 mixporpamis
F134898

Jata zaxiHdeHHa TepMiny npugaraocTi: 01/2024

104862

bepnin Xemi AT

HimequnHa
Cneundixauis PeiyneTaT
Kpyrai, anerka omykni taénerkn sin Malixke Ginoro no Bimosinae

3nerka GexeBoro Konsopy (3aGapeneHHA He
iHTeHCHBHIIIe, Hix KpeMoBO-Gine 3a RAL 9001), 3
HACIMKOO IJTA NOALTY 3 OAHOTO GOKY | THCHEHHAM «75» 3
iHmoro; aiaMeTp: 6 MM

Bin 0,0741 no 0,0819 ¢ 0,078 r
npotAroM 10 xp {(cepenobHille BUNPoGyBaHHA: BOJA) 1. xB
He Ginpie Hik 1 % <1.%
20-70H 36.H
Biznosigae Ph.Eur. 2.9.40 ax oasopiaHicTs BMicTy Bianosiaze
He MeHme Hix 75 % (Q) mpotarom 30 xB 99. %
BHOPOOYBAHHA Ha CTIPABAKHICTE 3 BHKOPHCTAHHAM NOIMTHBHO

eTaToRHOT pedoBHHH (PX)

He Himsme Hixk 0,20 % <0,15%
He Sinbiue Hik 1,0 % <0,1%
He Ginsme Hix 0,30 % <0,15 %
He Oinbire Hix 0,50 % <0,15%
He Gifbime Hix 0,50 % <0.15%
OKpeMo: He Qinrmre Hix 0,50 % koxHa <0,15%

B CyMi: He Sinbme Hix 1,0 % <0,1%
He Gimeme Hix 2,0 % <0,1%
He Ginbme Hix 1 % <lL%
He finpme nix 10° KYO/r < 10. KYO/ir
He Ginpme Hixk 102 KYO/IT <10. KYO/r
BigcyrHiB I T BLOCYTHi
Bix 95 mo 105 % sin 3adBIeHOl KiNTBKOCTI Aito40T] 102. %

peuoBHHH (Bia 71,3 1o 78,8 mMkr Ha Tabnetky)

* YacToTa BUAPOGYBAHAA — KOXHA AECATA Cepin

Ceprudikar:

BumesasHayenutt mikapchki#t 3aci6 supobaeso sinmosimso Zo GMP Ta BiamoBimae BHMOTram peecTpauiiHoro

MOCEi ATeHHA.
(nizmuc)
J-p Ti6op Miko

YnoeHOBaxeHa ocoda
'16303:‘2022_": _

{negarka)



EPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIMPOIETPOBCBHKIA OBJIACTI

Jninpo, m.Co6opua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €JIPTIOY 37070665

BUCHOBOK
Npo sIKicThL BBe3eHOro B YKpainy JlikapcbKoro 3acody

21.05.2023 Ne 24441/23/0411

L-THPOKCHH 75 BEPJITH-XEMI

(naliMeHyBaHHg TikapcbKoro 3acoby arifiHo 3 peccTpaLifiHAM NTOCBiYEHHAM)
Tabaerkn mo 75 Mxr mo 25 TabaeTok y Gaicrepi; mo 2 Gaicrepy B KapToHHIl KopoGui

((opMa BHITYCKY, O3yBaHHs, BHI IIAKYBAaHHs fikapcekoro 3acofy)

Howmep peectpauisinoro nocsimuenns UA/8133/01/03 ctpox aif peecrpauifisoro nocsiaues 01.01.2099

Cepis nikapeskoro 3acoby Ne 23009A KinbKicTh BBE3€HOTO Mikapchkoro 3acoby 7776
BupoGHuK BEPJIIH-XEMI AI', HimeuunHa
(HaiiMeRyBanHA BHpoGHHKa NiKapcKOTo 3ac00y, KpaiHa MOXO/KEHHS)
Bse3eHo B VkpaiHy ToBapucTBO 3 06MeKEHOI0 BIINOBIJABLHICTIO "BaJIM", inent. koa:
31816235

(HaliMenyBaHHs Ta kol 3a EJIPTIOY ropuanunoi ocobu abo npiseuiue, iM's, no Garekosi hizAuHOl
0coGH - MATPHEMILA, 1i MiclLe NPOXHBAHHA T2 PECCTpaLiiiui Homep 061iK0BO{ KapTKH IJIATHHKA
nozaTkip abo cepis Ta HOMEP NACIOPTa)

IpoTokon Bisyansnoro kourposo six 20.05.2023 N2 07-01/1410/16.

3a pesynbTaTaMK JCpXKABHOTO KOHTPOJK) BCTAHOBJICHO, MO nikapeekuit  3aci6 BBeseHo B YKpaiHy 3

AOTPHMAHHAM BHMOI 32KOHOJABCTEA OO 3afe3neveHHA AKOCTI JiKapchKHX 3aco6iB.

Havaneauk JlepxaBHOI CITy k0 3
NKapchKUX 3aC00iB Ta KOHTPOIIIO 34

. N ' IOnis OBYAPEHKO
HapKOTHKaMH y JIHINPOIIETPOBCHKIH _
obnacti W

(nocajoBa ocofa oprady AepXKaBHOTC KOHTPOJII)) (ni,u(.'my (iniuiany Ta npissuine)




7615

Koa npoaykTy:

Peprasa-aHpooHKK:

Homep pescrpalliiHore noceiqueHHA;
Hoémep cepil> 230084

[iata enpoltuursa: 09/2022

Lara ennycky cepiltt 11/11/2022

Jlikapchka opma:
Cuna piifaxtveHicTs:
Poznip Ta TN NAKYBRKAAT

Haiimexypania | MiCLBIHAXOMREHHA
avpoBHIKa, 1D sUNYSTUE ceplio B o6
Homep niugHall Ha supoGHAUTES:
MokaaHnk

SomdimHii aurnag

Cepeana maca

QaHopiAHICT, £O30AANMY OAVMHAE
{opHopiaHieTL BMiCTY)

CrupanicTs

CTifiHisTs A0 poapapneaLbA
Paoanaganys

FPoauuHeHHR

lgenmdhiratis nesoTMpoKcHHy HaTpho Ax
NBBROTVPOKCHHY

KRim=RicHWiA BRICT NEBOTRPOKCHHY HaTPID

KInbricHuid BMicT goMILIGK
4,5-A1HOLTUROHIH
NioTupoin
3,3" 5" TpuFoaTpoHH

- 3,3°.5,5veTpaiosTHROOLTOBA KHENBTA

3,3',5,0 -TeTpaiiof THpOMYRALLUHA
KHCNOTA
HaigeuTtHihikogaH! nomiis
- OKpeMo
-8 cyml
Cyna achx gomituog
MikpoBiononiuHa yHerore

3assa npo caprrdikaulo:

LA A 2acEigNYIO, WO HABEnEHE BHLE (hhopMauia € 4ocToBipHOI Ta TauHpke. L apix npoaykuil yno snpofineHo {knictalow

naxyEaHHAMEPRYEEHHS) TA NPOBEARHD KOHTPORL H Axcet] ¥ ook rignosinHocT! 2 BUMGraME GMP, BETEHOBNE HIME MiCUE m
# TaKoK BigoAiAHD A0 creywdlkat|if, Lo MICTATLCR ¥ PEECTPaLFAHOMY FOCHE KpaTHH-IMNCPTERa. NpoToROAY BUpoGHA
NEpArnAHYTO ta BETaFoENEHo RlgnoaigHicTs GMP,

Dr. gfﬁeﬂ ang

YnorHoBaXEHE O
11421420,

Uhrsrtz‘ang%r des Aufsichtsrates: Or.Alberto Glovanni Aleotti + Vorstand: Dr.Lues Lastrucef (Vorsizendar), Edward Szy - Chyd
Dr. Attilio Sabastla, Chrisiiane von der Eltz - Postanschrif: BERLIN-CHEMIE AG, 12485 Beriin « Tol, +48 30 6707-0 {Zonirale), Fax +49 30 6707-2126 (Zentrefe),
Reglstergericht Amtsgerichi Charlottenburg {Beriin) HRB 34957 B

BERLIN-CHEMIE
MENARINI

Ceprndikar aKocTi

L«Tupoukcur 75 Bepnin-Xomi
F137123

HimeuyHa

UA/8133101/03

Jara 3akiH4eHHA TepMiny npuaaTHocT: 0912024

Poamip cepit: 103620 yn.
Tabnewi no 78 skr
1 TalneTra MiCTHTL NEBATHPOEHRY HATPNO 75 MKT
Tlo 25 taGneTox y Gnlcrepl; no 2 GnicTapy B xapraxuHid xopobinf 2
MapKyBaHHAM YHPAIHCRKDIO MOROID
BEPNIH-XEM AT, ninltep Ber 125, 12489 Beprl, Himeuwuna

DE_BE_01_MIA_2019_0006

Cnauudlvauls Peaynerar
Kpyrni, anersa onyrnt Tabretk Blp matixe Ginoro Ao anecka Gemarorn Bianeeigac

koneopy {sabapprieHHR He [HTEHCYRHIWE, HbK Kpamaso-6ine 3a RAL S001), 3

Hathikolo And noainy 3 oaHoro Goky | TucKeHrAM €75 9 iHworo; AlameTp

B am

7aMrt6% 79.2 MF
Alanazon; sig 74.1 - 81.9 Mr

n=10: AV 8150 (L1); Blanosinae
n =30 AV £ 15,0 {L1} i wopHe OKpeMa AHAHBHHS HE BYXDAMTL 32

Mend < 0,75 x M aBo > 1,25 M

He lnewe ik 1% 0, %
20-70H 36, H
MpoTsiram 10 x5 ]
He meHwe i 75 % (Q) vl 3aAenenol KinskocH giowol peuoERHY RPYTATCM 100, %

30 xa, Oubuxa slanosiauo ge craalli aunpoByeanisa 8, — S,

Owfirtka 1. Xpomarorpama sunpaBoeyaaHoro poaukHy nosrHHE
ABMOHCTOYEATH HAABHICTL Nk, HAC YTPHMYBaKHA AKOrY slnnoelgas Takowy
A niky NEBOTHPOKCHHY HA XpOMaTorpaml, oTpumMaH!i ai cranpapTHoro
POaHMHY. JHAYBHER YAl YTPHMMYBIHHA He NOBNHHI BIXPIIHATICA OoHeE Blg
0AHOro Ginbilic Hix Ha 0,5 XBUNUHY.

Oulkka 2, CrargapTtHe pimmnents rrowl nike Ha xpomartorpaml
eunpoloBYBEHOTD POIHUHY, BRIHAYEHOTD, BIgnosiqHo A0 ouiHkm 1, 5K Nk
NEBOTAPOKCUHY, He ROBWEHE nepeaMllyBark 5 % Big craHgapTvsosaxal
Nyl nika REBOTHPOKCUHY Ha XPUMATOIpaMi ETANOHHOTS POUHY.

Bla 71.3 ao 78.8 mxr Ha TaGnarky, Wo sianoaigae aig 95 ao 105 % pin 102, %
aananeHol knskocTi AllM 0T PEYOBMHK

MMoauTHEHD

He Glnewe Mk 0,20 % < 015 %

He Ginktilg Hix 1.0 % < 01 %

He Ginble nix 0.30 % < 015 %

Ha 6inslue ik 0,50 % < D45 %

He Binewe Hix 0.50 % 0.19 %

Ha Ginbtug Wi 0,50 % 018 %

Re 6inktdie pik 1.0 % 0.2 %

He Ginuwe Hix 2,0 % 0.4 %
KAM He Sinsie 107 KYOF = 10, KyOir
KA we Ginbiwe 167 KYO!r < 10, KYOIr
£.Cofl - efacymifr BlpcyThicTsir
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TEPXKABHA CJIYXBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMH
Y I[HIHPOHETPOBCBKIfI OBJIACTI

Iuinpo, ni.CoGopHa,4, k. 601-603, 49005, Tex. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €IPTIOY 37070665

BUCHOBOK
npo sKicTL BBe3eHOTo B YKpaiHy JikapcbKoro 3aco0y

16.11.2023 Ne 58085/23/0411

L-TUPOKCHH 75 BEPJIITH-XEMI

(HafMeHyBaHHA JiKapcLKoro 32606y 3riHO 3 peecTpauliHHUM II0CBIAMEHHAM)
TaéaeTy mo 75 MKT Mo 25 Tabaerok y Gaicrepi; no 2 Gaicrepyn B KapToHHiH Kopo6ui

((bopMa BHIYCKY, I03YBAHHS, BUI NAKYBAHHS NiKapCLKOro 3acoby)

Homep peectpauiiinoro noceinuerns UA/8133/01/03 crpox zii peectpauilisoro nocsix1eHAA 01.01.2099

Cepis nikapcskoro 3acofy Ne 33003A KinskicTs BBe3eHOr0 Jlikapcbkoro 3acoby 2592
Bupo6Hux BEPJIIH-XEMI AT, Himeuunna
(HaiiMenyBaHHs BUpOGHHKa Jikapchkoro 3acody, KpaiHa NOXOMiEHHS)
BaeseHo B Ykpaity ToBapHrcTBO 3 06Meskeno0 Bianosinanerictio "BaJIM", inenr. ko:
31816235

(HaiiMenyBaHns Ta ko 3a €JIPTIOY opuanaHei ocoGu abo TipizBHILE, iM'%, 110 0ATBKOBI (i3uuHOT
0coby - mianpremus, i Micue IPeXUBaHHS Ta PEECTPaLLIfiHHIE HOMED obnixoBol KapTKK [IATHHKA
nonarkie a6o cepix Ta HOMep IACNoOpTa)

TpoTokon Bisyannuoro kontpomo sig 15.11.2023 Ne 07-01/3256/17.

3a pesynLTaTaMM  JEpPKABHOTO KOHTPOMO BCTAHOBNEHO, MIO mikapcpkuit  3aci6 BBeseHO B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOAABCTBA 100 3a6e3neueHHs SKOCTI NikapchKHX 3aco0iB.

B. 0. HavanbaKKa JlepkaBHol ciyx0H 3

NiKapchKHX 3aco0iB Ta KOHTPOJIIO 3a .
P ; TpOIro 32 Mapist BPE3ILIbKA
HAapKOTHKaMH Yy JIHINponeTpoBCEKIA ‘
obnacri
e
(nocaoBa oco6a OpraHy ACPKARHOTO KOHTPOIO) {niamuc) i ME’@@ e}

Rz
2 and 3 ‘«;;Ji
TTOKY VEHTIB ??‘
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Bumnsxora Kapina



Eio L]

Kon npogyxry:

Jepkasa-supobHuk:

Homep pesctpaujiiforo nocafguanHR:
Homep cepll; 330034

Java sypobHnyTea; 08/2023

Data emnycky cepll: 20/08/2023

Jlixapctka dopma:
Guna gifaxmBHICTb:
Poaup 78 TWR nakysaHHs;

HalimeHysaHHR | micueasHaxopmeKia

eupoBHuKa, WO BNNYCTHE capiio 8 ofir

Homep niuexali Ha anpobHULTED:
OHAIHUK

3oeHltuHi aurnag

Capesna Maca

OaxoplaHcTs 4030B2HUX OAWHMLS
{oaroplgricTs BMlETY)

Cmparici

CrilikicTs fo poanaenioBaHHA
PoanagaHHa

PogunHEHHA

IneHTdiikaLia NRROTHPOKCHHY HATPIIO 9X
TIRBOTHDOKGHHY

Kinsklcimuil BuMicT neBoTMPORCHHY Harplio

KinbxicHu# mmicr Acadmiak
3,5-anionmaponTH
TMavupouiv
3,35 -TpHACATUPOHIN
3,3",5,5 -TetpaliogTHpOCUTOBA KMCNOTE
4,3',5,5-TerpationTMpoMypallkHE
KHCNOTR
HelnaHmbioBaHT SOMILLKN
- CKpaMO
=B g,rul
Cyma sclx aombuok
MikpoGlonoriunge unweToTa

3ansa npo coprdixaylto;

LM A aecslfuyio, WS HasepeHa exne [Hpopmauin & gocTosl
NasysaHHA/MAPHYBAHNA) TA NPDBSABHC KOHTPONE T AKoCT ¥ Nob
a Takok Blancelane A0 cHeLMINALER, WD MIGTATEGR ¥ PEECTRA
NeparnaHyTo T BCTancenexo algnobigkicre GMP,

Dr.% Stang

¥nosHopaxeHa oboGa
20M5/2023
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Ceapyndixar akocti

L<Tupoxeun 75 Gopnin-Xaml
F137123

HimeuyuHa

UABTIZN0103

# Hara sakiHueHHn TepMiHy npugamoctl: 08/2025

Foswip cepll: 50244 yn.
TabneTit 1o 75 uur
1 TalineTka MicTHth faEoTHPAXCHHY HETPIO 75 MAr
Mo 25 vafineTok y Gnicvepl; no 2 BalcTepy B KapToMHilk KopoOYf 3
MAPKYBaHHAM YipalHCLKOK MOBDK
BEPNIH-KEMI AT, Fnlvlkep Bar 125, 12489 Eapnin, HiMeuanHa

DE_BE_01_MIA_2022_0011

Crneyphlxauls

Kpyrrtl, anerka onykn! Tafinatku Big maibke Ginore go anerua Gexesoro
Konkopy (sabapenesnA e IHTeHGHBHIWE, Hbk kpemoBso-fine aa RAL 9001), 3
Hachume Anst Hopiny s oakoro Goky { TACHBHHAM «75» 3 Hiuora; AiaMerp

8 mm

Tamr£5% 78,8 mr
Alanason: elp 74.1 - 81.9 mr

n=10: AVS150 (L1);

n=30: AV =150 (L1) [ oRHe oxpeme IHAHEHHY HE BUXOAWTE 33
moxd < 0,755 Malio> 128 M

He Binbwe Hik 1 % D. %
20-70H 3.H
Mpovsrom 10 xB 1. %
He merwe 1w 75 % (Q) oly 22REReHOT KINLXOCT All4OT pEHORMHI NPOTATOM 96. %
30 x8. OuiHea slanosigHo so craabi eunpalysanin S, — 5,

Oujlvika 1, XpamaTorpama aunpoGoBYRAHOND POIHHHY NOEKHHA
AEMOHCTPYRETH HAABHICTL nika, vde YYpuMyBaHHs aKkora eianoeigae Takomy
* niky nEBCTMpOKoYHY Ha poMarorpaml, oTphmMaHii 31 craHaapTHoro
PR3IYMHY. 3HAUSHHR wacle yTpuMysaHHA He noaurH| BlAPlaMATHEH oAHe Blg
oaHoro finuie Hik Ha 0,5 ¥aMAuHY,

Oubura 2. CrangapTHe BlEXNBHHR rWiel| nlka Ha xpomarorpami
ennpoloRYBAKOMG POIMMKY, BHIHAYEHArS, BlANOBHE Ao oulws 1, Ak nlk
NEBOTMRCKCUHY, HE NOBMHHA NepaaHWYyesT™ 5 % Bl crarpapTHsosaHaT
nnowy nika HeBOTHPOKCHHY Ha XPOMATOIPEM] STANOHHOMD POYHHY,

Bia 71.3 po 78.8 mir ia Tadnemy, wo slanoelnas sin 95 go 105 % sin 100. %
zanenanot dnkkocTi aliouol peuoeuK

Peayjirar
BElnnoelpae

MNosuTheHo

He Glniswe xbx 0.20 % < D15 %
He Ginsine nix 1.0 % < 01%
He Glnuine Kbk 0,30 % < 015 %
He Ginblue Hix 0.50 % < 015 %
He Binsitte Hix 0.60 % < 15 %
He Ginstwe gl GB0% 2, ) 0.18 %
He Ginwwgfaie 10 % 1151 AR 04 %
He 6inb JE G20y ME S IT H\;‘;‘ 0.4 %
aKaNT Hebh of IV |2 < 0. KYOIr
E.Coll i / 5; . BigeyTHicTolr
: o
TR FMHUR, Lo c.apllmg;ofq i N Syno BUpCBNEHO (BKNIGYAIoNU

, BCTAHDRNSHAMH RICURENM PRIYNATORHAM OPTEHOM,
Tiparokony supoSHALITB, NAaKyESHHA Ta axanlsia Gyno

i BlANCBIgHOCTES guidorsme
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