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Koa npoaykry:

Depxapa-supoBHuK:

HoMep peecTpauiiHoro noceigyeHHs:
Homep cepii: 13013B

[arta eupoBhuyrea:  09/2021

[ara sunycky cepil: 16/11/2021

Rikapcbka ¢opma:
Cuna pii/akTuBHicTb:
PoaMip Ta TUn nNaxyBaHHs;

HaiiMeHyBaHHA | MiCLIE3HaX0AKEHHR
BypoGHUKa, WO BUNYCTUB cepito B o6
Homep nileHsif Ha BUpoBHULTEO:

Toka3snuk
3oBHILWHIR-BUrNAL

CepepHn Maca

BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin

BERLIN-CHEMIE
MENARINI

Ceprudikar sikocti

L-TupokcuH 125 Gepnin-Xemi
F137125

HimeuunHa
UA/8133/01/04

[ara zaxiHueHHs TepMiHy npuaatHocti: 09/2023

Poawmip cepii: 40020 yn.

Tatnetku no 125 mkr

1 Tabnerka MiCTUTb NEBOTUPOKCUHY HaTpito 125 MKr

Mo 25 Tabnerok y Bnicrepi; no 2 Gnictepn B kApTOHKIN kopobui 3
MapKYBaHHAM YKPaTHCbKOK0 MOBOK

BEPIH-XEM! AT, [nikikep Ber 125, 12488 BepniH, HimewunHa

DE_BE_01_MIA_2019_0006

Cneuudikauis Pesynsrat
Kpyrni, anerka onywkni Tabnetky sig Mavixe Ginoro ao anerka Gexesoro  Bipnosipae
Konbopy (3a6apsneHHn He IHTEHCUBHILLIE, HiX KpemoBo-6ine 3a RAL

9001), 3 Haciukalo Ans noginy 3 opHoro Boky | TuCHEHHAM «125» 3

iRLWoro; giameTp 7.MM

130mMr£5% 131.0 mr
HianasoH: 123,5— 136,5 Mr

OpHopigHICTE 4030BaHUX DAMHULE n=10: AV = 15,0 (L1); Bignoeinae
{oaHopigHicTL BMiCTY) n=30: AV = 15,0 (L1) i )kofHe OKpeme 3HAYEHHR HE BUXORWUTL 33 MeXi
< 0,75xM abo > 1,25xM

Crtupasicrb He Ginblue Hix 1 % 0. %

CrilikicTb A0 po3fasnioBanHs 25-80H 55. H

PoanagaHHs Mpovsirom 10 x8 3. x8

PozuuHeRrHA He MeHwe Hix 75 % (Q) sig 3aRBNEHOT KiNbKOCTi Ailo4of pe4oBUHN 99. %

npovsaroM 30 xe. OuiHka eignosigko A0 cTaailt BunpobyeaHHs Sq— S,
|gerTUthikaLis NEBOTUPOKCUHY HATPIO RK Ouixka 1. Xpomarorpama BunpoGoBysaHOro posyrHy NosuHHa MoauTueHo
JIEBOTUPOKCUHY ' AEMOHCTPYBaTU HanBHICTb Nika, Yac yTPYMYBaHHS SIKOTO BiANoRiaae

TaKoMy X NiKy NEBOTMPOKCUHY HA XpoMaTorpami, oTpuMaHii si

CTaHAAPTHOrO Po3uMKy. 3HadYeHHs Yacis yTpUMyBaHHA He NOBUHHI

BiApisHATHCA oaHe BIA OpHOrO Binblue Hix Ha 0,5 XBUIUHM,

QOujitka 2. CtaMaapTHe BigXUNEHHA NNoLLi Nika Ha XpomaTorpami

BUNpPoBOBYBAHOTO PO34MHY, BUIHAYEHOrO, BIANOBIAHO A0 OUiHKK 1, AK

ik NIeBOTUPOKCUHY, HE NOBUHHE nepesuilyBaT 5 % Bin

CTaHAapPTUIO0BaHOI NNOLLi NiKa NEBOTUPOKCURY Ha XpoMaTorpami

€TanoHHOro PO3unHy.

Kinbkichnit BMiCT AOMitLIOK : )
3,5-AUi0ATUPOHIH He Ginbiwe Hix 0,20 % _ o < 015 %
NioTupoHiH He Binbwe Hix 1,0 % < 0.1%
3,3°,5°-TpUNOATHPOHIH He 6inbiue Hix 0,30 % < 015 %
3,3°,5,5"-TetpaitogTupooyTosa kucnota  He Ginblue Hix 0,50 % < 0.13 %
3,3",5,5"-TerpaliopaTMpoMypaLnHa He 6GinbLue Hix 0,50 % 0.17 %
KvcnoTa
HelgeHTtrdikosaHi AoMiLLIKu

- okpemo He Binble HiX 0,50 % ’ 0.19 %
- B CyMi He Ginbwe Hix 1,0 % ’ 0.2 %
Cyma 8Cix QOMILLOK He 6GinsLe Hix 2,0 % 0.4 %

MikpoBionioriyuna uucrora 3KAM He Ginbwe 10° KYO/r < 10. KYOIr

3KANT He Ginblwe 10% KYO/r < 10. KYOIr

E.Coli ~ BigcyTHilr BigcyTHilr
KinkKicHuiA BMICT eBOTMPOKCHHY HaTpilo Big 118,8 no 131,3 mkr Ha TabneTky, Wo eignoeigae gig 95 o 105 % 101, %

Bifi 3ananeHol KiNbKOCTi Aito40T pe4yoBUHA

3asea npo ceprudikauito:
WUM 5 3acBifuylo, Lo HaBeAeHa Buwe iHcbopmallis € AocTOBIPHOIO Ta TouHOMK, Lilo cepite npoaykuil Gyno eupobneHo (Bknouaouu
naKyBaHHnlmapkyaaHHn) Ta npoBeeHo KoHTponb 1T fKocTi y noBHil BignosigHocT! 3 Bumoramu GMP, acTaHoBneHMMU Mic

qﬁm%

OpraHOM, a TaKkoX BIANOBIAHO A0 cneuvdikalliit, wo MicTATbCA Y peecTpauliiiHomy Aocke: Kpamw-mnop*repa I'lporoxon

aHariiais 6yno nepernsHyTo Ta BcTaxHoBneHo BianosiaxicTe GMP.
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YnosHoBaxeHa ocota
16/14/2021
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BERLIN-CHEMIE
MENARINI

Ceprudikar arocri
|

L-Tupokcun 125 Bepnin-Xemi i
Kon npoaykry: F137125 :
|

[epxapa-aupoGHmK: Himeuuuna
Homep peecTpauiiHoro nocsiguenHs,; UA/8133/01/04
Homep cepii: 210018

i
Dara supormyrsa: 0172022 [aTa aakinueHHn TepMiny npuaatdocT::  01/2024 L
[ara sunycky cepii; 11/03/2022 |

Poamip cepii: 40752 yn.

Nikapcexa opma: TaBneru no 125 mrr i

Cuina Qil/aKTuBHicTs: 1 TabneTka MiCTUTL NEBOTUPOKCHHY HATPHO 125 MKT

Po3asip Ta Tun narysaHKs: fo 25 Tabnetok y Bnicrepi; no 2 6nicTepy 6 KAPTOHMIN kopoBLy 3 i
MEPKYBIHHSM YKDATHCHKOK MOBOKO |

HameHyaaHHs | MICUE3HAXOaKERHS BEPUH-XEMI AT, Mninikep Ber 125, 12489 Bepni, Himeuuuna i

BUPODHIMKA, WO BIANYCTUS Cepio 8 obir: !

Homep nitenail Ha supoBHUUTBO: DE_BE_01_MIA_2019_0006

[loxaznuk Crneundikauis Peaynurar i

3oskiwHin aurnag Kpyrni, anerka onykni Tanerxy sin Maike Binoro Ao anerxa Bexessro Bignosigae i

Konbopy (3abapenents He iHTeHCUEHILE, HiX kpemoso-6ine 3a RAL
9001), 3 HackiKoI0 ANR NORINY 3 OaHOrO Boky | THcHeHHRM «125» 3 i
{HWOro; piaMetp 7 Mm !

Cepenna Maca 130mr+5% 131.7 mr
Hianason: 123,5 - 136,5 mr i
0aropiaHIcTL AOICBANUX ORRHNUL n= 10 AV<150({L1); Biznosinae i
{oaHopigHicTs sMicTy) n =300 AV £15,0 (L1) 1 X0AHE OKPEME BHEYEHHS HE BUXORNTL 38 MEXi i
< 0,75%xM abo > 1,25xM i
Crupasicrs He Ginbie Hik 1 % < 1%
CrifkicTs 40 pOaLaBIIoBaHHs 25-80H 59. H
PosnapankHs [porarom 10 xs 2. %8
PoauHeHHn He merwe HiX 75 % (Q) sig 3as8neHOl KiNbKOCTI Ail040l pevoBMHY 98. %
npotarom 30 xs. OUHKa 8iANCBIAHO AD CTaAl BUNPoByBanHs $, ~ S; |
laenTuhikauis NeBOTUPOKCUHY HATPIIO K Ouinka 1. Xpomatorpama sunpoBosyaanoro PO3YUHY NOBUHHE MoautuaHo b
NEBOTUPOKCUHY ’ ABMOHCTPYBATU HARBHICTb NIK3, HAC YTPUMYBAHHS SKOTO Bianosinac !
TAKOMY X NiKy NEBOTUPOKCHHY Ha XpoMATOrpami, OTPUMaHiR ai !
CTEHABPTHOTC POavKHy. 3 R 4aACiB yTRMY HE NOBMHHI i

BIAPISHATUCS OAiHE BIA OBHOrD Binblue HIX Ha 0,5 XBunmHM,

Ougrxa 2. CTanpaptHe BiAXMneHns niow) nika Ha XpOMaTorpami |

BANPOGOBYBAHOID PO3UKHY, BUSHAUEHOSD, BIANOEIAHO A0 OLHKK 1, Sk

7K NEBOTUPOKCHHY, HE NOBAHHE NEPEBULLYBATH &5 % Big I

CTaHAAPTUIOBAHOT NNOWi NiKa NEBOTUPOKGHAHY Hi XPOMATOTPaMI !

ETANOHHOTO POIIUHY.

KinbKicri smicy 4oMilox 1
|

3,5-ANAORTUPOHIH He Binbuse Hix 0,20 % ' < 015 %
TioTvpeHin He Binsiue Hix 1,0 % < 0.1%
3,375 -TpUAOATUPOHIH He Ginslwe ik 0,30 % < 015 % ;
3.3°.5,5"-TetpaionrupoouTosa kucnota  He Ginblue ik 0,50 % < 015 %
3,3°,5,5 -TetpaioaTupomypaiunna He Binswe Hix 0,50 % < 015 %
KACAOTa §
Heigenmudikosani Aomitukm |
- OKpeMo He Ginbuwe Hix 0.50 % 017 % I
- B CyMi He Ginewe Hix 1,0 % 02 % I
Cyma BCix AoMitLIoK He Ginswe nix 2,0 % 0.2 % ]
MikpoBionoriuna MucToTa 3KAM pe Ginbwe 10° KYO/r < 10. KYO#r ‘
BKANT ke Ginbue 10° KYO/ < 10 KYOfr |
E.Coli — sigcyrHilr . BiacyTHi/r )
KineKicHuia BMICT NEBOTUPOKCUMY HaTPi0 Bia 118,8 8o 131,3 mkr Ha Tabnerxy, wo signosiaae sig 95 go 105 % 101. % !

B4 3aaBNEHOT KiNLKOCTI AIKMOT peyoBuY

3ansa npo ceprudikauio:

YMM A 3acBIANYI0, WO suie g iin € pocrosi Ta TouHo0. Lito cepito npoaywuii Gyno supabnesa (skmo’gawﬁm‘ P b

y pKY ) ra np KOHTPONK 1T AXOCTI y NOBNIA BIANCBIAHOCTI 3 BuMOramu GMP, BCTaROBNSHUMM mietfesuM. peryRTepRIths., [
OPranoM, 8 TAKOX BIANOBIAHO AC CreuMDiIKayii, WO MICTATECR y peccTpaLiitnoMy Aocse Kkpainm-imnoprepa. npo‘rc«o;wf qgap’cé 1TBa, nakyaaw;\fa :
angaigia Gyno nep Y7o Ta 18HO B, HaHiCTe GMP, A e E
Dggb Stang

YnopHOBaXeHa ocoba
110312022
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