Kona nponyxry:
Kpaina-BupoOHHK:

Homep peecTpaniiiHOro nocBig4eHH:

Ne cepii: 03036C
Jarta surotosnenss: 11/2020
Jata Bumycky cepii: 20/01/2021

Jlikapcbka dopma:
Jo3yBanHsa/Bmict:
Bun i po3mip yakoBKH:

Jlo3Bis Ha BUITYCK cepii BUAAHO
KOMIIaHI€I0!
Howmep niuensii Ha BUpOOHUITBO:

Iloxka3HHK
30BHILIHIA BUTJIAL

Cepenns maca
OnHOpiHICTL OMHULL 103yBaHHA

CrupaHicTb

CTiliKiCTh 10 PO3AaBIIOBAHHS
Po3nananHs

Po3unnenHs

Inentudikaiis Topaceminy

PX, CnexrpodoroMeTpis y BUAAMIH
Ta Y®-00nacTi

XimiyHa yncTOTA

Ph. Eur. — qomimxa A

Ph. Eur. — nomimxka B

HesinoMi goMimmku, okpeMo

Cyma ycix A0MILIOK
Mikpo06ionoriysa YucToTa
(nepeBipseThCs pa3 Ha KBapTan)

KinbkicHui BMICT
TOpaceMiny

Ceprudikar:

BERLIN-CHEMIE

MENARINI

Ceprudixar gxocri

Tpudac® 10
F131551
Himeuunna
UA/2540/01/01

BEFLIN-CHEMIE AG
Glienicker Weg 125
12494 Berlin

Jlata 3akiHueHHs TepMiHy npuaataocti: 11/2025

Po3smip cepii:

Ta6nerkn o 10 mr

1 Tabnerka mictuth 10 Mr Topaceminy

10 Tabnetok y Gxictepi, 10 6iicTepiB y KapTOHHIN
KOpoOili, 3 MApKYBaHHSIM YKPaiHCbKOIO MOBOIO
BEPJIIH-XEMI AT, I'minikep Ber 125, 12489 Bepuin,
HiMeuynna

DE BE 01 _MIA_2019_0006

Crnenndikania

Bini, xpyrai, miacki TaGNeTKH 31 CKOIMICHUMH KPOMKaMH i
HACIUKOIO [T MOAiNy Ha OJHOMY Oori

Bin 0.148 no 0.172

n=10: AV<15.0(L1);

n=30: AV <15.0 (L1) i »xoaHe 3 iHANBIAyaNnbHUX
3Ha4YCHb BMICTY HE BUXOIUTH 3a Mexi < 0.75 x M abo
>1.25xM

He 6inpme 0.8 %

Bin 30 no 100 H

He 6inbme 15 xs.

He mennre 80 % (Q) uepes 30 xBunnH

Bunpo6yBaHHs Ha CIIPaBXHICTh 3 BUKOPUCTaHHAM
CTaHAapTHOI cyOcTaHLii

KoskHa y nepepaxyHKy Ha 3asBJICHY KUIBKICTh JIiIKapChKO1
PEUOBHHHU:

He Ginbe 0.1 %

He 6insme 0.5 %

He 6inpme 0.2 %

He 6inpuie 0.8 %

TAMC: ne 6inpme 103 KYO/r

TYMC: ne 6inpme 10 2 KYO/r

Escherichia coli: BigcyTHi/r

Bin 9.50 no 10.50 mr Ha Tabnetky, 110 BignoBigac Big 95
10 105 % Bia 3asBIE€HOT KUILKOCTI JIIKAPCHKOT PEYOBHHH

2648 ym.

PesyasTaT
Bianosinae

0.162r
Bianosigae

0.1%
74. H
1. xB.
100. %

I1Io3uTuBHO

<0.1%
<0.1%
<0.1%
<0.1%
HE BU3HAYaJoCs
HE BU3HAYaIocs
HE BU3HAYATOCA
10.01
MI/TabneTKy

S nuM 3acBingyro, mo iHdopMawis, BUKIafeHa BHIIE, € TOYHOK i mocToBipHoto. Ipouec BupoGHUITEA AaHOi cepii
NPOAYKTY, BKIIOYAIOYH YNaKyBaHHA/MApKyBaHHA i KOHTpOJb AKOCTi, Oymo 3ailficHEHO B MOBHIN BigmoBimHOCTI 3
BuMoraMu GMP, 3aTBep/xkeHHMH MICLIEBHMH OpPraHaMH KOHTPOJIO, i crelu@ikamisMu peecTpallifHoro nocBiggeHHs
KpaiHu-iMnoprepa, a6o Bumoramu crerudikamii s OpPOAYKTIR, NPU3HAYEHHX JUI AOCHIJKEHHS. 3BITH IOAO
BUPOOHMITBA, YNAKyBaHHA Ta aHANITUYHUX BHOpPOOyBaHb cepil Oyno NpoaHami3oBaHO i BHM3HAHO TaKHUMH, NIO

BIANOBiIatOTH cTaHgapTam GMP,

(mignuc)
I-p Hopbepr Cranr
VnoBHoBaxeHa ocoba

20/01/2021
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BERLIN-CHEMIE AG
§ BERLIN- CHEMIE Glienicker Weg 125
MENARINI 12489 Berlin
Ceprudukar kayecrsa
Tpmbac® 10
Kop npoaykra: F131551
CtpaHa npoussoauTens: 'epmarus
PeructpauvoHHoe ya0CTOBEpPEHUE: UA/2540/01/01
Ne cepun: 03036C
[Nara waroroenenus: 11/2020 [ara okoHuaHuA cpoka rogHocTu: 11/2025
[ara sbinycka cepum: 20/01/2021
Paamep cepuu: 2648 yn.
NekapcreeHHas dopma: Tabnetku no 10 mr
[losupoeka/Coaepxanue: 1 Tabnertka cogepxut 10 Mr Topacemuaa
Bua v pasmep ynakosku: 10 TabneTok 8 6nuctepe, 10 6nucTepoB B KAPTOHHOI
kopobke, ¢ MapkupoBKOW Ha YKpauHCKOM A3blke
PaspelueHue Ha BbiNyck cepun BbigaHO BEPWH -XEMW AT,
KOMNaHuen: Fnunukep Ber 125, 12489 BepnvH, Mepmanus
Homep nuueHaun Ha Npon3BoOACTBO: DE_BE_01_MIA_2019_0006
MNokasarens Cneundmkauyus Pe3synbrar
BHewwHui Bug Benbie, kpyrnbie, nnockve Tabnetkv co ckowekHeiMu  CooTBeTcTByeT
KPOMKaMU 1 Haceykon Ansi AeneHnsi Ha OAHOW CTOpOoHe
CpeaHsist Macca 010.148 n0 0.172r 0.162 r
OAHOPOAHOCTE eAUHUL A03NPOBaHNA n=10: AV s 15.0 (L1); CooTsercrayer
n=30: AV s 15.0 (L1) 1 HM 04HO M3 UHAMBUAYANbHBIX
3Ha4YeHUt coaepXaHnA He BbIXOAMUT 3a Npeaensi
<0.75xMwunu >1.25xM
UctupaemocTb He Gonee 0.8 % 0.1 %
CTOMKOCTb K paspaBnMBaHuio Or30 80 100 H 74. H
PacnapnaemocTtb He G6onee 15 MuH 1. MUH
PacreopeHue He meHee 80 % (Q) uepes 30 muH 100. %
Wnentudukaums Topacemuaa
XX, CnektpodoToMeTpus B BUAUMON U Y- UcnbiTaHne Ha NOANMMHHOCTL C UCNONbL30BaHUEM MNonoxwuTensHo
obnactu cTaHaapTHoW cybecraHumm
Xumuveckas YmcToTa Kaxpas 8 nepecueTe Ha 3aABMEHHOE KOMUYECTBO
NeKapCcTBEHHOIO BeLLecTBa;
Ph.Eur. - npumecb A He 6onee 0.1 % < 01%
Ph.Eur. - npumecs B He 6onee 0.5 % < 01 %
HeunssecTHble npumecy, no otaensHocTn  He Gonee 0.2 % < 01%
Cymma Bcex npumecent He 6onee 0.8 % < 01%
Mukpobuonoruyeckas YMcToTa TAMC: He 6onee 10°KOE /r He onpeaenanoch
(nposepsieTca pas B ksapTarn) TYMC: He 6onee 10°KOE / r He onpeaensanocs
‘ Escherichia coli: otcyTcteyet /1 He onpeaensnoch
KonudectBeHnHoe coaepxaHue O79.50 go 10.50 mr Ha TabneTky, YTO COOTBETCTBYET 10.01 mr/
Topacemuaa oT 95 no 105 % oT 3asBNEHHOro Konuyecraa ' TabneTky
NeKapCTBEHHOIO BeLecTsa
Ceptudukar:

A HACTOALWMM 33BEPRIO, HTO MHOPMALIUA, UINOXEHHARA BbILLE, ABNAETCA TOYHOW U 40CTOBEPHOA. [pouece Npon3BoACTBa AaHHOW
cepuu NPOAYKTa, BKNIOMAR ynakosKy/MapkupoBKy W KOHTPONb Ka4yecTsa, 6bin OCyWecTsNeH B NOSTHOM COOTBETCTEUK C TpeboBaHuamMu
GMP, yTBEPHAEHHBIMY MECTHBIMW KOHTPONUPYIOWWMY OpraHamu, U cheundukaunsiMu perucTpaLuoHHOro YAOCTOBEpeHUn
MMMOPTUPYIOLWeN CTPaHbl, unu TpeGoBaHuAMK cneundnKkauwu AN NPOAYKTOB, NPeAHAa3RaueHHbIX ANA UccneaoBaxHnin. OTueTsl 0
NPOM3BOACTBE, YNAKOBKE W aHANMTUHECKUX UCNLITAHUSAX cepui Obinv NpoaHanusupoBaHsl U NPU3HaHLI YA 0BNETBOPAIOWNMA
craHaaptam GMP.

YNonHoMoueHHOe NnLo
20/01/2021

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Reinhard Uppenkamp (Vorsitzender), Michae! Biretafs Se-Christian Matschke,
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




JEPXIIIKCITYXBA
HEPKABHA CJIYXBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KHIBCBKI OBJIACTI

npocriekT Banepis Jlo6anoserkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NpO SIKICTH BBE3€HOr0 B YKpaiHy JiKapcbKOro 3acody

24.03.2021 Ne 12753/21/10

TPUDOAC® 10

(naliMEHYBaHHS JliKapChKOro 3aco0y 3rilHO 3 peecTPauifiHIM MOCBiIYEHHAM) .
Tabaerku 10 10 mr, mo 10 Tadaerok y 6.icrepi, mo 10 6aicTepiB y kapTousiii Kopo6ui

(popma BunyCKy, 103yBaHHs, BUA NAKyBaHHSs IKapCbKOTo 3acofy)

Howmep peectpauitinoro nocsinuenns UA/2540/01/01 crpox nii peectpaniittoro nocsizuenns 01.01.2099

Cepis nikapcbkoro sacoGy Ne 03036C Kinbkicts BBe3eHOTO Jikapcbkoro 3acoby 1872
Bupo6Huk BEPJIIH-XEMI ATI', HiMmeyuuna
(naliMeHyBaHHS BUpPOOHUKA NiKapchKOro 3acoly, KpaiHa MOXOIKEHHS)
BaeseHo B YkpaiHy CrninbHe yKkpaiHCbKO0-€CTOHCHKe MiAMPHEMCTBO Y popmi ToBapHcTBa
3 oOmesxenoro BignosinansHicTio ""OnriMa-®apm, JITA", inenr. kox:
21642228

(natiMenyranHs Ta koa 3a €E[IPITOY ropruanynoi ocobu abo npissuile, im's, o 6aTbkoBi GizuuHoT
0co6u - nignpueMLy, ii Micie IPOXMUBAHHA Ta PpeecTpallifHui HoMep 061iKOBOT KAPTKH MAATHHKA
nozartkis abo cepis Ta HoMep nacnopra)

MpoTokon BisyansHoro koutposto ein 18.03.2021 Ne 0781/41.

3a pesyabTaTaMH NEPXKABHOTO KOHTPOMIO BCTAHOBIEHO, WIO JiKapchkudl 3aci6 BBeseHo B VYkpainy 3

ZIOTpI/IMaHHHM BUMOT 3aKOHOJABCTBA OA0 3a0e3MeueHHs AKOqTI IiKapCbKUX 3acobiB.
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HNEPXKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIU OBJIACTI

npocnekt Banepis Jlo6anoscskoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37078774

BHCHOBOK
NMpo fAKICTL BBE3eHOro B YKpaiHy JlikapcbKoro 3acoby

16.02.2021 Ne 5056/21/10

TPUDAC® 10

(HaftmenyBanus nikapehkoro 3aco0y 3riaHo 3 peecTpaUitHUM MOCBIAYSHHSM)
Tabaerkn 1m0 10 mr, no 10 Taéserok y Gaicrepi, no 10 6aicrepis y kapronniii KopoOLi

(popma BUMYCKY, JIO3yBaHHA, BUJ NAKYBAHHA JIKAPCLKOIO 3ac06
Y Y

Homep peectpauitinoro nocsinuenns UA/2540/01/01 crpok aii peectpauiiinoro nocsiauenns 01.01.2099

Cepis nikapebkoro 3acoby Ne 03037A Kinbkicte BBe3€HOT0 Jikapcbkoro 3acody 1728
BupoGHuk BEPJITH-XEMI AT, Himeuunna
(HakimeHyBaHHs BUPOOHHMKA NiKAPCLKOro 3ac00y, Kpaiiia NOXOKEHHS )
Boesero B Ykpainy CnisibHe ykpaiHCbKO-ecTOHCbKe MANPHEMETBO Y hopMi TOBapHCTBA
3 o0mezxenolo BignosinanbuicTio "Onrima-®apwm, JT/', izenr. ko
21642228

(HaHMeHyBaHHﬂ Ta kol 3a €ZIPIIOY ropuandnol 0cobu aGo npissuiie, im's, 1o 6atekoBi (iznuHoT
0co0M - nianpuemua, i Micle NpoXuBakHs Ta peecTpaLifAHHi HoMep 0BAIKOBOT KAPTKH TIaTHHKA
noaaTkis abo cepist Ta HOMep nacnopTa)

Mporokon Bisyansuoro konrposo sig 09.02.2021 Ne 0310/33.

3a  pe3ynbTaTamMH AEPKABHONO KOHTPOJIO BCTAHOBJEHO, IO JiKapchkui  3aci6  BBeseHo B Ykpainy 3

AOTPUMAHHSAM BUMOT 3aKOHOAABCTBA 11040 3a0e3NeHeHHs AKGETI NiKapChKHX 3aC06iB.

3acT yr&/HHg Haqanbmrxa Cﬂy>K6H

, Z/eﬁexciﬁ COJIOJPAN

(nobzule%a 0c06"1 apraﬂy nepmauuoro KOHTPOIO) (nianuc) (initianu ra npissuie)
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W BERLIN-CHEMIE e e
MEN ARIN I 12489 Berlin

CepTucukar kayecrsa

Tpucbac® 10
Koa npoayxra: F131551
CtpaHa npoussoauTens: Fepmanus
PerucrpaunorHoe yaoctoesepeHue: UA/2540/01/01
Ne cepun: 03037A
[ara usrotosnenns: 11/2020 [ata okoH4aHus cpoka rogHocTu: 11/2025
[ava Bbinycka cepumn: 18/01/2021
Pa3mep cepun: 21552 yn.
NexapcreeHHan dopma: Tabnetku no 10 Mr
Dosuposka/Conepxanue: 1 TabneTka coaepxut 10 Mr Topacemuaa
Bua v paamep ynakosku: 10 Tabnetok B 6nuctepe, 10 6NMcTepoB B KAPTOHHON
kopobke, ¢ MapkupOBKOW Ha YKPAaWHCKOM f3biKe
Pa3spelweHue Ha BLINMYCK cepun BbiAaHO BEPJINH -XEMW AT,
KOMNaHWen: Muuukep Ber 125, 12489 bepnuH, Nepmanus
Homep nuueHsnv Ha NPousBOACTBO: DE_BE_01_MIA_2019_0006
MNokasarens Cneuundunkauus Pesynbrar
BHewHuit BuA Benbie, kpyrnele, nnockue TabneTku co ckoweHHbiMM  CooTBeTCTBYET
KPOMKaMu 1 Haceukon ANnsi AeNeHus Ha OAHON CTOPOHE
CpeaHss macca O010.148 p0 0.172r 0.162 r
OpHopoAHOCTL eanHUL A03UPOBaHUSA n=10: AVs15.0 (L1); CootBeTcTBYET

n =30: AV = 15.0 (L1) » H1 0QHO M3 UHAMBKUAYANbHBIX
3HAYEHWI COAEPNaHUA He BLIXOAUT 3a Npedens!
<0.75xMwunm > 1.25xM

Wctupaemoctb He 6onee 0.8 % 01 %
CTOMKOCTb K pa3faBNuMBaHuIo Or30 80100 H 81. H
Pacnagaemocrb He 6onee 15 MuH 2. MUH
PactsopeHue He meHee 80 % (Q) uepes 30 MuH _ 99. %
WpeHTtudukauma Topacemuaa
AKX, CnektpochoTomMeTpus B BUAUMON 1 Y- UcnbiTaHne Ha NOANMHHOCTL C UCNOMNb3OBaHUEM NonoxutenbHo
obnactu CTanaapTHoi cybcTanummu
XvMuyeckas YucroTa Kaxpas 8 nepecueTe Ha 3asiBNEeHHOE KONMYECTBO
NeKapCTBEHHOro BellecTsa:
Ph.Eur. - npumecs A He 6onee 0.1 % < 01%
Ph.Eur. - npumecsb B He 6onee 0.5 % < 01 %
HeussecTHble npuMecu, No OTAENbLHOCTH He 6onee 0.2 % < 01%
CyMMa BCex npuMeceil He 6onee 0.8 % < 01%
Mukpobuonorudeckas yucrtora TAMC: He 6onee 10°KOE / " He onpeaensnoch
(nposepsetcs pas B kBapTan) TYMC: He Gonee 10°KOE / r He onpeaensinoch
Escherichia coli: orcyrcteyet /1 He onpeaensnoch
KonuuectseHHoe conepxaHnue O1 9.50 po 10.50 mr Ha TabneTky, 4TO COOTBETCTBYET 10.20 mr/
TopaceMmuaa ot 95 go 105 % ot 3aABNeHHOro konuyecTsa TabneTky

NeKkapCTBeHHOro BewecTsa
Ceptucpukar:
1 HacTOSWMM 38BEPSI0, YTO MHOPMALMA, USNIOXKEHHaR BbilUe, ABNRETCA TOYHOMW U AOCTOBEPHOIA. MNpoyecc npoussoacTea AaHHOM
Cepuu NPOAYKTa, BKKMaES ynakoBKy/MapKUpOBKY ¥ KOHTPOnb kavecTsa, Gbin OCywecTsneH B NONHOM COOTBETCTBUY ¢ TpeGoBaHusaMM
GMP, yTBepXaeHHLIMIA MECTHLIMU KOHTPONUPYIOWMMU OpraHamm, U cReuUuKaLUsMn perucTpaLUOHHOrO YAOCTOBEPEHUA
UMNOPTUPYIOLLER CTPaHel, Unu TpeGosaHusiMu cneuuduUKkaumn AN NPOAYKTOB, NPeAHa3HaUeHHbIX ANA UCCNBA0BaHWA. OT4YeTsl 0
NPOU3BOACTBE, YNAKOBKE U aHANUTUUECKUX UCTILITAHUAX cepuk BbiM NPOaHaNU3NPoBaHL! U NPU3HaHL! YAOBNETBOPSRIOLUMN
cranpapram GMP,

Dr%ré Stang

YnonHoMoueHHoe nuyo
18/01/2021

Dr. Attilio Sebastio, Dr. Rainer Kern, Dr. Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin .
Registergericht Amtsgericht Charlottenburg (Ber}jﬂ’HRB 34997 - bbn 401305 45




JAEPXKIIIKCITYXXBA
JAEPJKABHA CJIYXKBA 3 JIIKAPCI)KI{IX 3ACOBIB TA KOHTPOJIIO 3A -
HAPKOTHKAMMU Y KHIBCBHKIN OBJIACTI

npocniekt Banepis Jlo6aHoecbkoro, 51, M. Kuie, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
Npo sIKiCTb BBe3eHOro B YKpaiHy JlikapchKoro 3aco0y

13.05.2021 Ne 24713/21/10

TPUDAC® 10

(HaliMeHyBaHHs Nikapcbkoro 3acoby 3riaHo 3 peecTpauifiHiM nocsiauenHsm)
Tabaerkd 1m0 10 mr, mo 10 Taénerox y Oaicrepi, mo 10 Giicrepis y kapronniii KOpooOui

(dopma Bunycky, no3ysauus, B NaKyBaHHS JiKapchkoro 3acoby)
Homep peectpauiiinoro nocsinaenns UA/2540/01/01 CTpok Aii peectpauiitioro nocsiguenss 01.01.2099
Cepis nixapcekoro 3aco6y Ne 04502A Kinekicts BBe3eHoro sikapcskoro sacoGy 1440

BupoGHHK BEPJIIH-XEMI AT, Himeuunna

(naliMeHyBaHHs BUPOGHHKA NiKAPCHKOTO 3ac00y, kpaiHa MOXOMWKeHH)

Bae3eno B Ykpainy CninbHe ykpaiHchbKo-ecTOHChKe nianpuemMerso y gopmi ToBapucTBa
3 o0mezkeHo10 BignoBigaabHicTIO "Onrima-®apm, JITH", inenr. xox:

21642228

(naliMenyBanus Ta xoa 3a CJIPTIOY IOpHAH4HOT 0co0HM abo npissuLLe, iM'a, 10 GaThKOBI (diznunoi
0co6u - nianpuemus, ii Micue NpOKMBAHA Ta peecTpauiiiiuii HOMep 06iKOBOT KApTKKM MNATHHKA
nozarxis abo cepis Ta Homep nacriopra)

Ipotoxoa Bisyansuoro kourposo Bin 06.05.2021 Ne 1452/43.

3a  pesynbTaTamMu  JepiKaBHOTO KOHTPOJII0  BCTAHOBJIEHO, O nikapcbkuil 3aci6 BBeseHO B Vkpainy 3

AOTPHMAHHSM BHMOT 3aKOHOIABCTBA o/10 3a0e3neyeHHs MKoCTi JikapceKux 3aco6is.

- e L

P A O

B.o, AadinHuka ey mou W\ /7 Onexciti CONOSIPAIA
("Oﬁ‘m’ﬁa ocoba opra}i& aéﬁbkasuoro KOHTDOJII0) \,{n‘ﬁjnuc) (iniuianu Ta npizeuie)
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Kona npoaykry:

Kpaina-BupoOHHK:

Homep peectpariifiHOro nocBia4eHHs:
Ne cepii: 04502A

Jarta surotoBnenHs: 11/2020

Jata Bunycky cepii: 01/03/2021

Jlixapceka ¢opma:
Jo3syBaHHsa/BMicT:
Bun i po3mip ynakoBku:

Jlo3Bin Ha BUIyCK cepii BUIaHO
KOMIIaHi€lo:
Howmep ninen3ii Ha BUpOOGHHUIITBO:

Ioxa3HuK
30BHIIIHIM BUIIA]

Cepenns maca
OnHOpiAHICTb OAUHHUIL JO3YBaHHS

CrupaHicTh

CTiliKicTh 10 pO3AaBIIOBaHHS
Po3napanus

Po3uuHeHHs

Inentudikaris Topacemiay

PX, CnexrpodoToMeTpis y BUOUMIi
ta Y®-obnacri

XiMiuHa YMCTOTA

Ph. Eur. — nomimka A

Ph. Eur. — nomimka B

HeBinoMi nOMilIKH, OKpEMO

CymMa ycix ZOMilLIOK
Mikpobionoriyna Yucrora
(nepeBipseThes pa3 Ha KBapTan)

KinexicHuii BMicT
TOpaceMiny

CeprHudikar:

BERLIN-CHEMIE

MENARINI

Ceprudikar akocri

Tpudac® 10
F131551
HimMeuyunna
UA/2540/01/01

BEPLIN-CHEMIE AG
Glienickar Weg 128
12493 Berlin

Jara 3axiHueHHs TepMiHy npuaatHocti: 11/2025

Po3mip cepil:

Tabnerxu no 10 mr

1 Tabnetka Mictuth 10 Mr Topaceminy

10 Tabnerok y 6micrepi, 10 6nicTepiB y kapTOHHIH
KOpoOl11i, 3 MapKYBaHHIM YKPaiHCHKOIO MOBOIO
BEPJITH-XEMI AT, T'ninixep Ber 125, 12489 BepuniH,
Himeuunna

DE_BE _01_MIA_2019_0006

Crneundikanin

Bini, xpyrii, mracki TabNeTKHU 31 CKOLIEHUMH KPOMKaMH i
HACIYKOI0 IS IOy Ha OHOMY Oolli

Bin 0.148 no 0.172r

n=10: AV<15.0(L1);

n=30: AV <15.0 (L1) i xoxaHe 3 iHAMBiAyadbHAX
3Ha4eHb BMICTY HE BUXOJIUTH 3a Mexi < 0.75 x M a6o
>125xM

He 6Ginbiue 0.8 %

Bin 30 no 100 H

He 6inbe 15 xs.

He menme 80 % (Q) uepes 30 XxBuwinH

Bunpo6yBaHHs Ha CIPaBXHICTh 3 BUKOPHCTAHHAM
CTaHAapTHOI cybcTaHIii

KoskHa y nepepaxyHKy Ha 3asBJIEHY KiJIbKiCTh JIIKAPCHKO1
PEYOBHHM:

He 6inbme 0.1 %

He 6inbme 0.5 %

He 6inpme 0.2 %

He 6inbwe 0.8 %

TAMC: He 6inswe 10° KYO/r

TYMC: ne Gineme 10> KYO/r

Escherichia coli: BincyTHs/r

Bin 9.50 no 10.50 mr nHa tabneTky, 1o Biamosinae Bin 95
10 105 % Bix 3agBIEHOT KIJIBKOCTI JIIKAPCHKOT PEYOBHHH

11208 ym.

Pesyaprar
Bianosinae

0.160r
Bianosinae

0.1 %
71.H
1. xB.
99. %

ITo3utuBHO

<0.1%
<0.1%
<0.1%
<0.1%
HE BU3Hauanocs
HE BU3HAYaI0Cs
HE BU3HAYaocs
9.81
MI/TabNeTKy

A unm 3acBigdyro, wo iHdopmallia, BUKIaAEHa BUIIE, € TOYHOK i AocToBipHOW. Ilpolec BUpoGHHLTBA AaHoi cepii
NpPO/yKTy, BKIIOYAIOMH YNAaKyBaHHA/MApKyBaHHSA i KOHTPONb AKOCTi, Gyn0 3miHCHEHO B MOBHiM BiANOBIAHOCTI 3
Bumoramu GMP, 3aTBEpIKCHMMH MiCIIEBHMH OpPraHaMH KOHTPOIIO, i crienudikalisMu peecTpauiiiHoro nocsigyeHHs
KpaiHu-iMmnoprepa, abo BHMoramu crerudikawii It NPOJYKTIB, NMPH3HAYECHUX AJA JOCHi/DKEHHA. 3BiTH 1100
BHPOOHHIITBA, YNaKyBaHHA Ta aHAJITUYHMX BHUIpPOOyBaHb cepii Gy/no NpPOaHAN30BaHO i BH3HAHO TAKMMH, IO

BiAnoBiAaoTh cranpaptaM GMP.

(mignuc)

J-p Hopbept Cranr
VnosHoBaxcHa ocoba
01/03/2021

“

/ 0
1904 Aot

IleuaTrka
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J| BERLIN-CHEMIE e
MENARINI 124889 Berlin

Ceprudmxar kavecrsa

MENARING

Tpu¢ac® 10
Koa npopykTa: F131551
CrpaHa npouasoauTens: Fepmanus
PernctpaunonHoe yaocrosepeHue: UA/2540/01/01
Ne cepuu: 04502A
Nata wsrotoenenuna: 11/2020 [ara okoH4aHus cpoka rogHocTu: 11/2025
[ara Boinycka cepumn: 01/03/2021
Pasmep cepun: 11208 yn.
JlekapcTeeHHas cdopma: Tabnetku no 10 mr
[loauposka/ConepxaHnue: 1 rabnerka copepxut 10 Mr Topacemuaa
Buna v paamep ynakosku: 10 TabneTok B Gnuctepe, 10 6nUcTepos B KapTOHHOIA
kopobke, C MapKMpOBKOW Ha YKPaUHCKOM A3blke
Paspeluetne Ha Bbinyck cepuun BbifaHo BEPJIUH -XEMU AT,
KOMNaHWen: Tnunnkep Ber 125, 12489 Bepnun, Mepmanna
Homep nuLeH3nu Ha NPoU3BOACTBO! DE_BE_01_MIA_2019_0006
MNokasartens Cneuundukayun Pesynbrar
BHewHuit Bua, Benbie, kpyrnbie, nnockue TabneTku co ckoweHHbiMn  CooTBeTcTByeT
KPOMKaMU U HAceuKoi ANs AeneHus Ha OQHON CTOpPoHE
CpepHsas macca 010.148 p0 0.172r 0.160 r
OaHopoaHoCTb eauHUL 4O3UPOBAHMA n=10: AV s 15.0 (L1); CootseTcTtByeT

n=30: AV s 15.0 (L1) 1 H4 OAHO U3 UKAUBUAYANLHBIX
3HaueHuin coaepKaHUA He BLIXOQUT 3a npeaensi
<0.75xMwunmu >125xM

UcrupaemocTtb He 6onee 0.8 % 01 %
CT0iKOCTb K pasaaBnuBaHunio Ot 30 po 100 H 71. H
Pacnapgaemoctb He Gonee 15 Mux 1. MUH
PacrsopeHue He meHee 80 % (Q) yepes 30 Muu 99. %
WneHtudukauns Topacemuaa
KX, CnextpocpoTomeTpus B BUAUMOI 1 Y- UcneiTaHue Ha NOANMHHOCTb G MCTOMb30BAHUEM MonoxutensbHo
obnactu cTaHaapTHOW cyGcTaHuun
XuMuyeckas uncrota Kaxpan B nepecuete Ha 3anBneHHoe KONUYECTBO
neKkapCcTBEHHOTO BellecTea:
Ph.Eur. - npumecs A He 6onee 0.1 % < 01%
Ph.Eur. - npumecs B He Gonee 0.5 % < 01%
HewnssecTHble npuMecy, no otaensHocT  He Gonee 0.2 % < 01%
Cymma Bcex npumeceii He 6onee 0.8 % < 01%
Mukpobuonorudeckas yncrora TAMC: He 6oniee 10°KOE / ¢ He onpeaensnocs
(nposepsieTcs pas B keaptan) TYMC: He 6onee 10°KOE /r He onpeaenanoch
Escherichia coli: orcyrcreyer /r He onpepenanock
KonuuectseHHoe cofiepxarne Ot 9.50 po 10.50 Mr Ha TabneTky, 4To cooTBeTCTBYET 9.81 mr/
Topacemuaa oT 95 no 105 % oT 3aABNEHHOTo KONM4ecTea TabneTky

NexapCTBEHHOro BewecTsa
Ceptudimnkar:
1 HaCTOALUMM 3BBEPAIO, HTO MHPOPMALMSA, UINOKEHHAR BbILUE, ABNAGTCA TOUHON W 4OCTOBEPHOIA. Mpouece npoussoaCTBa AaHHOM
CEpUM NPOAYKTA, BKITKOMAA yNaKoBKy/MapkUPOBKY U KOHTPONL Ka4ecTsa, 6bifl OCYWECTBNH B NOMHOM COOTBETCTBUM C TpeBosaHuAMM
GMP, yTBEPK/AEHHbLIMI MECTHBIMU KOHTPONMPYIOLIMMY OPraHaMM, U CIELMNKALIMAMM PEruCTPaLMOHHOND YAOCTOBEPEHUR
uMnopTUpylowen cTpaHsbl, unu TpebosannaMu cneurdukauum ANs NPOAYKTOB, NPEAHA3HAYSHHBLIX AN KCCNEA0BAHUA. OTYETHI O
NPOM3BOACTBE, YNAKOBKE U AHANUTUMECKUX UCNbITAHUAX cepun Bbinu NPOAHaNK3NPOBaHbI U NPUIHEHBI YAOBIETBOPSRIILLUMY
cravgaptam GMP.

Dr%bert tang
YnonHomoueHHok nuuo

01/03/2021

Qg i

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Re T ppthkamp {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 (Zentrale), Fax +49 30 6707-2120 (Zentrale),
Registergericht Amtsgericht Charlottenburg (Berlin} HRB 343997 - bbn 40 130545




JAEPAJIIKCITYKBA
JEPKABHA CIYXBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
YV JHITTPONETPOBCHKINA OBJIACTI

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

BUCHOBOK
npo AKiCTh BBE3€HOro B YKpaiHy JiKapchbKoro 3acody
14.09.2022 Ne 36684/22/0411
TPHDAC® 10

(HaliMeHyBaHHA NiKApCRKOTO 3ac00y 3rillHo 3 peecTpallifHIM TOCBiI4ECHHAM)
tabuaerku no 10 Mmr mo 10 Tabaerox y dJicrepi, mo 10 6JicTepiB y kapTonHii Kopobui

{dopma BHMYCKY, 103YBAHHS, BH/ TAKYBAHHS JiKapCLKOr0 3ac00Y)

Homep peecrpauilinoro nocsizaenns UA/2540/01/01 crpox xii peectpauiiinoro noceiguenns 01.01.2099

Cepia nikapcrkoro sacoby Ne 21003A KinekicTs BBe3eHOTO Nikapcrkoro 3acoby 1728
BupoGHHK BEPJIIH-XEMI AI', HiMmeuuuna
(nafiMenysaHus BUpoOHMKa JlikapceKoro 3acoly, KpaiHa IOXOIKEHN )
Bseseno B Yxpainy ToBapucTso 3 06Mexenoro BianopigaanHicTio ""Ba/IM", inent. kou:
31816233

(HatiMenyBanns Ta koa 3a €JIPTIOY opunmuHoi ocobu aGo npispuiue, iM's, 110 6aTEKOBI (izuaHol
0cobu - nipnpuemus, 1T Miclle IPOXHUBAHKA Ta peccTpallifiHuil HoMmep 06/iKOBOT KAPTKH ILIaTHHUKA
noaatkis abo cepisd Ta HOMep macnopra)

IIpotokon BisyansHoro koutpomo sin 13,09.2022 N» 07-01/1812/30.

3a pesynbTaTaMH epXKAaBHOMO KOHTPOJIO BCTAHOBNEGHO, M0 JikapchkHH 3aci® BeeseHo B YkpaiHy 3

JOTPHMAHHAM BHMOr 3aKOHOJABCTBA OAO 3a0e3neyeHns AKOCTI JTikapchKuX 3aco0iB.

3act. HavapHUKA JlepxaBHOT cnyk0H 3
JKApPCHKHX 3ac00iB Ta KOHTPOIIIO 33

. o €rop BOJIKOB
HapkoTHKaMH y JIHinmponeTpoBCerKii
obnacri
(nocanoBa oco6a OpraHy AEPKABHOTO KOHTPOIK) (miamuc) (ininianu Ta npizeume)

M.IL
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Koa npogykTy:

Depxasa-enpobHuk:

Homep peecTpauiiHOre NocBigHeHHA:
Homep cepiic 21003A

Lata supoBruyres: 01/2022

Hdara ennycky cepii: 28/04/2022

Nixapceka hopma:
Cuna git/akTmeHicTs:
Poamip Ta TUN nakysakHs;

HAAMSHYBAHHA | MICLISIHAXOOKEHHA
BUPOGHMKA, WO BUNYCTUB Cepho B O6ir:
Homep niuenail ka BUPOGHULTSO:

NoKazHmnk
omMilmiE Brurnsn,

CepepHs Maca
OaHopigHicTE A03083HUX OAMHWLL

PoanaganHs

CrupaHicTs

CTifKicTh A0 pO3NABNHBAHHS
PoaqusHeHHs

aeHrndixauin Topacemiay

PX, CrexrpodoTomeTpia y Buaumih 1a Y-

obnacTi
XiMidHE YnCcToTa

- Ph. Eur. — aomiwka A
- Ph. Eur. — pomiwka B
- HainenTupikoBaHi ACMILLKKW, OKpEMO
- Cyma BCix QoMo
MikpoBionorysa YncroTs
(NEpeBIPAETLCA PA3 Ha KBaPTaN)

KinokicHrél BMICT Topaceminy

3ansa npo ceprudpizaisiio:

BERLIN-CHEMIE

BERLIMN-CHERE A0
iHinaivh gy Weyg

PR Barkin

MENARINI

Ceprudpikar skocti

Toundac® 10
F131551
HimequHa
UA/2540/01701

Aata saxindenna TepMivy npuwgaTHocti; 0172027

Poamip cepili 20892 yn.
Tatnerku no 10 mr
1 Tabnetka MiCTUTE Topacemiay 10 mr
Mo 10 rabrieTox y BnicTepi; no 10 Snictepis y kapToHHIR xepoBui
3 MEpKYBEHHAM YKPATHCLKOWD MOBOK?

BEPHH-XEMI AT, Mnisikep Ber 125, 12489 Bepnin, HiMedyuHa

GE_BE_G1_MIA_2019_0006
Cne JKatlis Peaynunrar

binoro konsopy, xpyrni, nnacki Tabnerkm 3i ckoweruMK  Binnosigae
KPaAMA | HACIMKOIL ANA NOAINY 3 oaHoTo Soky

Bin 0,148 po 01721 0161 r
n=1% AV £ 15,0 {L1); Bignesigac
n= 30: AV 5 15,0 (L1} i xoaHe 3 iHavsiayankHux

3IHEYEHb BMICTY HE BUXOUTS 38 Mexi < 0,75 x M afo

»125xM

He Ginelwe 15 xe 1. XB
He Ginbuwie 0.8 % 01 %
Bin 30 po 100 H 76. K
He mMenwe 80 % (Q) wepes 30 xe 100, %
[IOBEREHHA IGEHTUHHOCTI 3 BUKOPMCTRHHAM NoawTmeHO
cTaHgapTReL CyDeTamyl

Kokda B nepepaxytky Ha IasBneHy KiNeKICT Sik4o]

PeqOBKHK:

He Binewe 0.1 % < 0.1 %
He Ginbwe 0.5 % < 01 %
He Sinbwe 0.2 % < 01%
He Sinbwe ¢.8 % < 0.1 %
Ph. Eur. 5.1.4

He NpoBoAWNoCs
He npoBoBMNOCS

He npoBogunocs
10.00 mritabnerky

TAMC: ne Ginswe 10° KYO/r

TYMC: He Ginsiue 10° KYOrr

Escherichia cofi . miicyTwsalr

Big 9.50 po 10,50 Mr Ha TabneTwy, 1o signoeinae Big
95 a0 105 % Bin 32ABAEHOT KiNLKOCTI RilGMOT PEYMOBUHK

LM % 33CBIAUYIC, iC HABRAEKE BULIE THPOPMaLA & 40CTORIPHOK Ta TouHoie. Lo cepiin npoaykuil Byno supofinaxo (Briuaoun
NaKyBRHHAIMAPKYBAHHS) Ta NPOBEABHO KOKTPOAL 1t AXGCT! y noakik BiancRIZHOCTI 3 sumMoramu GMP, BCTAHOBNEHMMY MICLEBAM
PerynATOPHUM ORT3HOM, & TAKOX BIANORAHO 40 Cneundixauil, 1o MICTATLCA ¥ pEECTRAUIHOMY A0CLE kpalHu-iMnopTepa. MpoTokony
BrpeGHUYTRZ, NakyBaHHA T3 adaniyia GyNo NepernaiyTo Ta BCTIHOBNEHY BigHOBIGHICT GIP.

. Tibor Miké

Yriossoaaxexa ocoba
26/04/2022
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JTEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIIMPONETPOBCHKIN OBJIACTI

Huinpo, mn.Co6opHa,4, k. 601-605, 49005, en. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BUCHOBOK
Npo AKicTH BBe3eHOro B YKpaiHy Jikapchxoro 3acody
15.06.2023 Ne 29326/23/0411
TPUDAC® 10

(HaliMeHYBaHHA NiKkapchKOro 3acoBy 3riAHo 3 peecTpauilinKuM MoCBiAUEHHAM)
Tabaerka no 10 mr mo 10 Taéaetok y 6icTepi, mo 10 GaicTepiB y KapToHHiil KopoOui

(dpopMa BuMyCKy, ZOTyBAHHS, B AKYBAHHA NiKapchkoro 3aco6y)

Homep peectpauiitroro nocsizuenas UA/2540/01/01 crpok aii peectpauiitnoro noceinuenns 01 .01.2099

Cepis nikapcbkoro 3aco6y Ne 24529A KinbkicTs BBE3€HOTO Mikapchkoro 3acoby 3456
BupoGuux BEPJIIH-XEMI AT, HimeuunHa
(HaliMeHyBaHHS BUPOGHHKA NiKaPCHKOro 3aco0y, KpaiHa MOXOMKeHHs)
Beeseno B YkpaiHy TonapucTBo 3 06MeKeHOI0 BIINOBiIANLHICTIO "BallM'", inenrt. xoa:
31816235

(HalMeHyBannsa Ta kod 3a €JIPTIOVY ropuautHoi 0cobH a6o mpizaue, iM'A, 10 baTbKoBi (iznunol
ocoBH - niaAnpuemMus, il Micue IIPOKHBAHHA Ta peecTpauiiinuii Homep 051iKOBOT KapTKH IIATHHKA
noaatkis abo cepis Ta HOMEP NAacNopTa)

IMpoTokon sisyanbHore kontpoao ia 14.06,.2023 Ne 07-01/1669/39.

3a  pesylbTATAMH IEPXKABHOTO KOHTPOMO BCTAHOBNEHO, MmO nikapchkuit 3aci6 BBeseHo B YKpainy 3
AOTPHMAHHSAM BHMOr 32KOHOAABCTBA W00 3a0e3neYeHHs AKOCTI JIiKapCchKHX 3acobiB.

B.o.HauansHUKa JlepKaBHOT CllyOH 3

JKApChKHX 3aco0iB Ta KOHTPOJIIC 34
P . POJHO 34 €rop BOJIKOB
HapKOTHKaMH Yy JIHinNponeTpoBChKIH
obmacTi
Nae?
{nocanona ocofa opraHy Aep)KaBHOTO KOHTPOIO) (nianwuc) (iniuiany Ta npisBuLE)

MLITL

Bummsxosa Kapira +38(066)345-41-71



Koa npogyxry:

Aepxasa-BupolHuK:

Homep peecTpauifiHoro nocaiguess:
Howmep cepil: 24528A

Dara supolumurea: 10/2022

Qara sunyexy cepit: 06/12/2022

Nixapeeka hopma;
Cuna pilaxrusHicTe:
Po3sMip Ta twn nakyBaHHA;

HaitMerysaHHs | MICLIBIHaX0aXeHHA
Bupobuuka, wWo eunycTs cepliv B ofir:
Howmep niuesshl Ha supoBrnyTao:
Noxaawmk

JoBHituHiA BurnAg

Cepenna maca
O pHopinHicTL A030BAHUX GAMHULL

PoananaHHs

CrvpaHicts

CridxicTb Qo poznasnioeaHHA
PosJmMHeRHR

ineHTuhixaiis Topaceminy

"PX, CnextpothoTOMETDIA ¥ BUANMINA Ta Y-

obnacri

XiMmtia uCToTa

- Ph. Eur, — gomiltka A

- Ph. Eur, = gomilwka B

- HeigeHTudgikosaHi gomilkm, okpemo
- Cyma acix foMiwiok

MikpoGionoriyka uucToTa

BERLIN-CHEMIE

MENARINI

Cepmdikar akocTi

Tpudac® 10
F131551
HimexsuHa
UA/Z54010 101

Hara saxisueHHs Tepminy npuaaTtHocTi: 10/2027

Poamip cepil: 21552 yn,
TabneTks no 10 mr
1 ralinaTka MicTuTe Topacemiay 10 Mr
Mo 10 rabnetox y Gnicrepi; no 10 Gnicrepis y kapTonHiR kKopoSui
3 MBPKYBEHHAM YKDATHCEKOIO MOBOKD

BEPNIH-XEMI AT, Frlnikep Ber 125, 12488 Bepnin, HimewdunHa

DE_BE_01_MIA_2018_0006

Caguntirauin Pesynurar

Binoro koneopy, kpyrni, nnacki rabien ai crowienumi  Bionopinae
KpasMi | HaclKkor AnA noainy 3 ogworo Goky

Big 0,148 a0 0,172 0180 r
n=10; AV £ 150 (L1} Bignosigae
n =30: AV 5 15,0 (L1} i xogHe 3 InguBigyantHux

3HEYEHE BMICTY HE BUXOAWT: 38 Mewi < 0,75 x M afc

>125x M _ :

He Ginblie 15 x8 1. %8
He Gincwe 0,8 % < 01%

Bin 30 0o 100 H 77. H
He menwe 30 % (Q) wapes 30 xa 100. %

ROBeneHHS IAEHTUMHOCTI 3 BUKOPWCTAHHAM MosuTuBHO
craHpapTHOT cySeranuyl

KoxHa B nepepaxyHky He 3aABNEHY KinbKicTs Jikouol
pevQBUHIA :

He Ginewe 0.1 %

He Binbiie 0.5 %

He Girnewe 0.2 %

He Ginswe 0.8 %

Ph. Eur. 5.1.4

A A A A

™

He npoaogunocs

He nposogunocs

He nposogunoca
9.97 mr/raGneTky

TAMC: He Ginswe 10° KYOQir

TYMC: xe Girswe 10 KYOIr

Escherichia coll; sigeymhsir

Bin 8,50 no 10,50 mr ra raBney, Wo eignoeinae vig
95 no 105 % Big sanvneHol KiNLKOCTE Bi:QuOT peuosMHK

{nepepipAETLCH pas HA kBapTan)

KinbxicHuit BMicT Topacemigy

3anrBa npo cepmucpikayio;
MM A 3ECAIAYYIO, LD HABBASHE sULLE Inthopmania € AoCToBIDHOID Ta Tounoio. Lie capiin npoaykyii Syno upobneHo {BXmOMERYM
NaKYBIHHAIMAPKYBAKHA) TA NPOBEABHO KOHTPONL Il AXOCT! ¥ NoRHIM BigNoRigHOCTI 3 pMOraMn GMP, BCTANCBNEHUMH MiCLIBBHM
PATYNATODHUM DRFAHOM, & TaKAX BIANCRIAHS A0 chekdikauil, WO MICTATLCA Y peecTpaLiiNOMy A0CkE KDATHU-IMNapTEpa. [Tporoxani
supolHKLTES, NaKYBEHHR Ta aHanisis GyNo NepernaHyTo Ta BCTAHOBNEHO RignosigHicTe GMP,

. Tinor Miké
YnoeHoeaxara ocoba
DB/42/2022

- T Tat, N
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Dr. Attitio Sabastio, Christlens von der Eltz « Postanschrift: BERLIN-CHEMIE AG, 12485 Barfin - Tel. +49 30 6707-0 {Zentrs
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AEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH
Y JHIITPOITETPOBCBKIHN OBJIACTI

Huinpo, nn.Cobopua,4, k. 601-605, 49005, Tex. (066)3454171
E-mail: dis.dp@dls.gov.ua, Koa €IPTIOY 37070665

BHCHOBOK
Ipo AKICTh BBE3€HOro B YKpaiHy JiKapchLKoro 3acody
10.08.2023 Ne 40352/23/0411
TPUDAC® 10

(mafiMenyBanua fikapchkoro 3aco0y 3riHO 3 peecTpaLiHHUM TOCBiTUEHHM)
Tabaerkn no 10 mr mo 10 Tabaetok y Guicrepi, no 10 iicrepis y kapToumiii xopodui

{&opma BrMycKy, 103yBaHHs, BH1 NAKyBaHHS Jikapcekoro 3acoly)

Howmep peectpauiitnoro noceimuenns UA/2540/01/01 crpox pii peectpaniitioro noceimenns 01.01.2099

Cepis nikapcexoro 3acofy Ne 31510A KinekicTs BBE3€HOTO NiKapchkoro 3acoby 2448
Bupo6Huk BEPJIIH-XEMI AT, Himequnna
(maliMenysauHs BUpoGHIKa TikapcEKOro 3acofy, Kpaia noxomxens)
Baeseno B Vipainy Tomapucrso 3 o6meskenoro Bianopinansuictio '"BaJIM", izenr. kon:
31816235

(nafimeHysanus Ta xox 3a €JIPTIOY ropuairnol ocobu abo npissuuie, iM's, 10 GaTbkoBi (izsHYHOL
ocolu - ninnpuemug, ff Micite npoxiBaHHs Ta peecTpauifinuit Homep o6TikoBOT KAPTKY IATHHKA
noaatxis abo cepis Ta HOMEp mACOpPTa)

IpoTokoa BisyaasHoro koutposio six 09.08.2023 Ne 07-01/2295/38.

3a  pesynbTaraMM  JepKaBHOrO KOHTPOMIO BCTAHOBIEHO, IO JiKapchKuil 3aci6 BBe3eHO B Ykpainy 2
AOTPHMAHHSAM ByMor 3aK0HOJABCTBA OO 3abe3medeH s AXOCTi TikapchKHX 3aco6iB.

B. 0. HavansHHKa [leprkaBHOI ciryx6u 3
TiKapchKHX 3aco6iB Ta KOHTpOIO 3a

’ o €rop BOJIKOB
HapKOTHUKaMH y I[HalOHCTpOBCBI(lPI
obmacti
(nocanosa oco6a opraiy AepxaBHOT0 KOHTPOIO) Wc) ' (iHigiamu Ta npizBHie)

Bnunsxosa Kapina




mE

Kea npoayxry:

Nlepwaga-BMpoSHHK:

Howmep pestTpauiHOro nocaiaMeHHs:
Howep cepil: 31510A

fAara supofiumirea; 01/2023

Hara eunycxy cepil: 25/05/2023

Rixapeoka dopaa:
Cuna plifaxrisHicTy:
Poamip Ta THR NnaxyBanHs:

Haillmerysanun | micesHaxomxeHns
BUROBHAKA, LLIO BANYCTHE cepilo & ofil:
Homep riiueHall Ha enpoBHUUTEO:
[TpxaznmMK

JoerhuHill BUrNAg

Cepenun Maca
QaHOPIRHICTE A020BAHMX DAVHULDL

Posnapania

Crupasicms

Crifikicre A0 poaRABMICEEHHA
PosuMHeHHn

KaLi® TOpace

obnacri
Ximiig Yncrote
~Ph, Eur. — gomMiltxa A
- Ph. Eur. — gomiuka B
~ Heigenmrthixopadi gomiumm, oxpemo
- Cyma acix gomilok

{nepesipAcTLCA pas Ha KeapTan)

Kinexickuii eMicT Topacemigy

2anna npo capmgixauho:

- , enpocho-rnuia ¥ Buavmil Ta Yo-

W\ BERLIN-CHEMIE

MENARINI

Ceprugbixar axocti

Tpugac® 10
F131551
Himevumna
UA/2540/01/01

fata sakiHveHHA TePMIHY npugaTHocT; 01/2028

Pozmip cepii. 21168 yn,
TabneTivm no 10 mr
1 TabneTka MiCTUT: TepaceMisy 10 mr
Mo 10 ralinerok y Gnicrepi; no 10 Gnicrepis y kapToHHiA ropaSui
3 MAPKYBAHHAM YKDETHCLKON MOBGID

BEPJIIH-XEM! AT, Mnilvikep Ber 125, 12489 Bepnin, Himowiuna

DE_BE_01_MIA_2022 0011

Cneumtikauls Pesyneray
Binoro xonsopy, kpyrni, nnacxi TaBneTRY i croweHwmy  Blanosinae
KPARMK | HaGIKOI0 NA NoalTy 3 oaHOro Goky

Bin0.t48 po 0172 r 0158 ¢
n=10: AV =150 {L1); Bignoeiaae

n = 30: AV £ 15,0 {L1) | woane 3 inguaipyaneHux

SHAYEHL BMICTY HE BUXORWTL 3a Mexd < 0,75 % M abBo

>1,28 %M

He Sinwlwe 15 x8 2.

He Ginbiue 0,8 % 01%

Big 3080 100 H 8. H

He meHiue 80 % (Q) vepes 30 xa 97. %
HOBEASHHA IReHTUMHOCT! 3 BAKOPMCTAHHAM Noawrviamo
cTaMaapTHel cyScraHuil

Koxgia B hepepaxyHky Ha S8ABREHY. KinbKicTh mikmol

PENOBMH,

He Ginbwe 0.1 % < 1%

He Sinniue 0.5 % < 01%

He Sinsuwe 0.2 % < 01%

He Sinpure 0.8 % < 01%

Ph. Eur. 5.1.4

TAMC: He Ginwe 10° KYOrr He nposodunacs
TYMC: He Ginbiue 10° KYQir He nposogunces
Escherichia colf; slacyThsir Ha npesogunecn
Bin 8,50 16 10,50 mr Ha TabheTxy, Wwo slanosinae aig 8.80 mrivabneTxy

95 no 105 % sin saranedol KinkkocTi picvoT pevosmuHIl

LM # IBCBANYI0, IO RARBASHA BAUL inhopMmalln ¢ AGCTONIPHEI T TouHOK. Ll capin npoayalil Byno skpotinano {axnicuaicus
NEXYRAHHA/MEPRYREHHE) T NPORSASHO KOHTPENL T AKOCTI ¥ NOBHIK BIANOBLHOCTI 3 auMOraan GMP, peTanosnesumn woeuesnm

PETYNATOPHAM OPrEnoN, 8 TEKOK RIgNOBEHO AG creuMdixauid,
BHpOOHMLITRR, RAKYRANHA Ta axaniie Syno nepernANyTC Ta BCTANGENEHO BlANCaIHICTL GMP.

) ; .
Vorsitzendar dag Aufsichteratws: Dr. Alberto Giovanni Aleotti « Vorstand: Dr.Luce Lastruce! {Varsitzender), Edwsrd 52k
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