JEPKABHA CAYKBA 3 JIIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npoe. Ceiramunol Hanii, 3, m.Kuis, 02099, tenédaxc: (044) 363-06-50
E-mail: dis.kogdls.gov.ua, Kog CHPIIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3CHOF0 B YKpaiHy JiKapchKore 3acody

30.09.2024 No 47853/24/10

EBKABAJI®600 CAIIIE
(HailmenyBsauud HKapcexoro 3acody 3rimio 3 peecTpauiiinuy HOCRIYCIHHAL)
IMOPOINOK AJs1 0paTkioere po3unny ne 600 mr; no 3 r B cawne; mo 20 caue B xaproumiil
YIAKOBLL
{thopaa Brnycky, AosyRaHas, BUG NAKYRAitIL TikapeLkoro sacoby)

Honep peeerpauifinoro nocsingenns UA/16272/01/02 crpok nif peectpaniiivore nocsjatensa 01.01.2009
Cepia gikaperkora sacody No 2125249 Kinuxiern sseszenoro aikaperkore 3acody S0

Bipodrnxk Jispodapm I'M6X, Hiveuunna
(naiimerryranng anpodninka aikapeskoro sucoly, Kpaina NOXOLHCHH!)

Bacseno B Yipainy Cninpiie yxpainchKo-ecTORCLKE DIANPHEMETEE ¥ (opyi ToBapHCTEA
1 oBMemenoro sinnosinanbmictio "OnTista-®apm, AT, inenr. xoa:
21642228
(nafisenyranma ta xog 32 CAPIIOY jopumranel ocobin abo npizsitue, ', 10 Garnkosl Giznnskol
eeodin - mignpaeni, 1 micie npomimanHg T4 peceTpanifinnii nostep obairesol saptri navRKa
fI0AATKIE 200 CCpin T8 HOMEP MAeHopTa)

IlpoToxon Rizyanznore keurpono siz 30.09.2024 Nz 2834/6.

32 peayNLTATAMH  OED/KABHONO KOHIPOMIO BCTUHOBAEHC, IO  MKAPCLKAIT 3acid  BEeleHo B Vupainy 2

ﬂOTpHMaH HSHM 5istor3akoHOAABCTEA MOLO 3abe3neueHn SkoCT! Rikapeskix 4acobin.
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LINDO Lindopharm
ARM GmbH

CEPTH®IKAT JIKOCTI
CERTIFICATE OF ANALYSIS

Hasga npozyxry/name of product

Epxaban®600 came/

Eucabal®600 sachet

[Mopowox fns opaibBOre posuuny no 600 mr, no
3 r nopowky B cawe Ne 20/Powder for oral
solution 600 mg, 3 ¢ of powder in sachet N 20

AxrrBriCTR/ Activity 1 came MicTuTh auerunuucreiny 600 mr/l sachet
contains 600 mg of acetylcysteine

Kpaina noxoprennst/Country of origin Himeuynna/Germany

Peectpaniiinnit nomen/Reg.Cert No UA/16272/01/02

Homep cepii/Batch No 2125249

Poamip cepii/Batch size 9600 yrakosor/packs

Jlara supobunirsa/Manuf. date 07/2023

Tepnin npumaruocti/Exp.date 07/2026

Bupotuux/Manufacturer Jinpopapm  T'm6X,  Himewunna/Lindopharm

GmbH, Germany

Appeca/Address

Hoi#tmrrpacce, 82, 40721 TInspen, Himewuuna/
Neustrasse, 82, 40721 Hilden, Germany

Bupo6uuua ninensis/Manuf License No

DE NW 03 MIA 2022 0008

Ceprubixkar HBIT/GMP Certificate No

DE NW 03 GMP 2022 0017

XAPAKTEPUCTUKH/ CIELIUPIKALLY PE3VIJIBTAT/
CHARACTERISTICS SPECIFICATION RESULT
Onue (BizyansHo)/ Binuit abo wmaibke Oinuil, romorenunit | Binnosinae/
Appearance (visually) nopowok, He Mictuth arnoMepatis  Ta | Conforms

CTOPOHHIX YaCTHHOK/

White to almost white, homogenous powder,

free from agglomerates and without foreign

particles
3anax (opradonentuyHo) | Gpyxrosuii/Fruity Binnosinae/
Odour (organoleptic} Conforms
Inenmdicanin Yac  yrpumMands  auerwmmcreiny B | Bignosinae/
Auerununcreiny/ KOHTpOJILHOMY po3unui Binnosimae uacy | Conforms
Identification YIpHMAHEA alueTHILHETETHY B
of acetylcysteine, HOCHIKYBAHOMY POIUHHI/
Eur.Ph.2.2.29 HPLC Retention time of acetylcysteine in reference

solution corresponds to that of acetylcysteine

in test solution
Inenrndixauin [lpu nopisusuui onnakuopore Yd-cnextpy | Bignosigae/
Aunernnmcreiny/ JOCHIKYBaHoro posuuny 3 komtponssum | Conforms
Identification PO3YMHOM  BUABAECHO — MAaKCHMyMH 3
of acetylcysteine AHAIONIYHOK  HOBXKKHOIO  XBRmM i3
Eur.Ph.2.2,25 UV/VIS NOPIBHAHHOIO BIAHOCHOIO IHTEHCHBHICTIO




Lindopharm

Powder mass passes 1.5 mm sieve
Bnpodoeoc mepainy npudamsocmi ue
nepeeipacmocs/for Shelf-life — not tested

GmbH

XAPAKTEPUCTHUKW/ CHEINDIKALLSY PE3YJILTAT/
CHARACTERISTICS SPECIFICATION RESULT

Online UV-gpectrum of test solution shows

in comparison to reference solution maxima

at same wavw length with comparable

relative intensity

Bnpodoeoic  mepminy  npudamnocnmi e

nepeaipsemuca/for Shelf-life — not tested
Janmmor ma citoi/ [Mopoiukosa Maca IPOXOOHTE KPi3k CHTO 3 Bianosinae/
Sieve residue orsopamu 1,5 mm/ Conforms

Hac pozunuenns/
Dissolving time

<3 x8 (min)

<1 xB {min)

{momituxa C)/N,N-
| Diacetyl-L-cystine

3osuimni o3HaKH [po3zopuit no HeszrauHo Binnosinae/

posny(Bi3yansno)/ onanecuentHoro/Clear or slightly opalescent | Conforms

Appearance of solution

{(visually}

Maca smicty/Filling 300r(g)+5% 3,01 r(g)

weight

Onunopianiers Macu/ Bixnosinae €gp. dapm. 2.9.5/ Binnosinae/

Uniformity of mass Complies with Ph. Eur. 2.9.5 Conforms

Eur.Ph.2.9.5

Quuopignicrs gozosamux | Binnosinae €sp. ®apm. 2.9.40/ Complies | Binnosinae/

OAHHIIDL/ with Ph. Eur. 2.9.40 Conforms

Uniformity of dosage Bupodoeoc  mepminy  npudammnocmi  ne

units nepegipsicmuocs/for Shelf-life — not tested

Eur.Ph.2.9.40

FepmeruunicTs came/ [epmernuni/Tight Bimnosinae/

Tightness sachets Bupodoeaic mepatiny npudamnocmi ue Conforms
nepesipacmocs/for Shelf-life — not tested

pH (Eur.Ph.2.2.23) 2,0-3,0 2,00

Brparn B maci npu <£0,5% 0,1 %

pucymysauni/Loss of

drying

Eur.Ph,2.2.32

Jomimxn/Impurities

Eur.Ph.2.2.29

L-uyeran (nomitmka A)/ < 0,5 % < {,05 %

L-Cystine (impurity A) _

L-nuerein (qomiwka B)/ < 0,5 % < 0,06 %

L-Cysteine {impurity B)

N,N-niauerun-L-uucrad < 0,5 % < 0,05 %
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YO Lindopharm

XAPAKTEPUCTHUKW/ CIHELIMOIKALILSY PE3VJIBTAT/
CHARACTERISTICS SPECIFICATION RESULT
(impurity C)

N, S~ mianetun-L-uucTein

(nomitxa DYN,S-

Diacetyl-L-Cysteine <0,5% <0,05 %
(impurity D)

Bynb-sika HeBijoMa

pomMimxa/ unknown xowua <0,2 % Bianonsinae/
impurities, each Conforms
Cyma HeBITOMHX <0,5% < 0,05 %
pomitor/ unknown

impurities, total <1,0% < 0,05 %

Cywma nomiuor/
impurities, total

Kistsrcicne prssaxenns 600,0 mr(mg) £ 5%
aueTHimcTeiny/
Assay per sachet

599,3 mr (mg)

Eur.Ph.2.2.29

Mikpobionoriuna Binnosizpo 8o BUMOr A8 HEBOIAHUX Test is not

qicrora/ Microbiological | npenapatis I nepopaisHOro necessary/mot

purity** sacrocypains* /Complies with non-aqueous | performed for this

€sp. Dapm., preparation for oral use* batch/rect He €

5.1.4/Ph.Eur.5.1.4 neobxinuim/ue
IPOBOJMEBCA JUIS

uiei cenil

**[Tepesipscmocs kovcna 10 cepis, ane njonativenwe 1 cepis na pin/tested at least 1 batch per
year and every 10" batch.

Higrsepaxeuun sinnosignocri/Confirmation of compliance:

Linm 1 nigTeepiukyio, o us napris ikapeskux 3acobis BUrotosnesa Ta npofiuna nepesipky Bianosigno
A0 incTpykuiii crocosno obiry nikapebkux 3acoBiB. IHCTPYRUIT 3a00BOALHRIOTE BUMOraM 3akOHY Mpo
nikapeski 3acobun (AMG) ta [Mocranosn npo surotoBneHus hixapeexnx 3acolis Ta ailouux peosuy
(AMWHYVY),

Hereby 1 confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instractions comply with requirements of the Medicinal
Products Act (AMG) and Ordinance for the Mamufacture of Medicinal Products and active Substances
(AMWHV),

Oxkpim upOTO, % NIATBEPIKYIO, W0 HabeAeHa iHQoOpMalin € chpaBxHbOW Ta fpaswibHoto. Cepis
npoaykTy Gyia BUIOTOBAEHA (BKIIOYAIOMH NAKYBAHHA/MAPKYBAHHA) Ta MEPEeBipeHa 3a3HaueHnM BHILe
nianpHEMCTBOM-BUpoBHUKOM Yy noBHiH Bignogiasocti 3 mumoramm wopo Hanexuoi BupoBauuof
Mpaktikn (GMP) sianosinansroro oprady iHcrexuil, a Takox BiANOBIAHO A0 cheumdikauilt, wo
MicTaThes y peecrpauiiitosy pocke. BupoGuuda JOKYMEHTauUis, NPOTOKONM NAaKyBIHHA Ta NPOTOKON
KOHTPOMIO SKOCTI NPOHULUTH nepesipky Ta BIANORINAIOTH YCTAHORNEHMM Nnapamerpan GMP.

Besides, I confirm that the information presented is true and correct. The product batch has been
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f J Lindopharm
pHARM GmbH ‘

manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation, packaging
protocols and quality control protocol are tested and comply with requirements of Good manufacturing
Practice {(GMP).

Hara/Date 15.03.2024
Ynosnosaera ocoba/Qualified person

(‘a:gmmtrc té{ ;)oszlmn) o

Dr. Michasl Uhe
(gmbﬁ

mﬁ?gzé o721 vidan
HWaustl
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JIEPKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCLKIHA OBJIACTI

npog. Ceitnnynol Haxii, 3, m.Kuis, 02099, Ten/daxe; (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €APIIOY 37078774

BACHOBOK
Npo AKICTH BBE3€HOT0 B YKPaiHy dikapeskoro 3acoly

14.03.2025 Ne 10913/25/10

EBKABAJI®600 CAIHE
(maiivenynamiet Mikapeskoro 3acofy 3riaHO 3 peccTpaniiinin HOCB fMCHEAMY
ILOPOUIOR /TSl OpadbHOro posunny e 600 mr; no 3 r B came; no 20 canre B KapTonmHii
yHaxrosui
(thopma BrIAYCKY, ZO3VBAHHSR, BIUT NAKYBAHKA BiKAPCEKOr0 3acoby)

Hoaep peectpauiitioro noceiguerus UA/16272/01/02 crpox aif peectpaniiizoro nocsizuessa 01,01.2099

Cepis nikapcoxora sacoby Ne 2125250 Kinekicts BBe3enoro fixaperkoro 3acoby 2400
BupobHik Jingodaps I'm6X, Himeuunna
{naiimenysamnus pipobHIKS NiKapehkoro 3acoly, Kpailid noXogACHIN)
Bacaeroe B Yipainy Cniibre YKPaichKO-eCTOHChKE MIANPHEMCTBO ¥ dopni ToBapuersa
3 obmexenoio pignosigaannictTio "Onriva-®apm, T, inenr, xoa:
21642228

(naitmentyaanis ta kox 3a €APTIOY ropuauuol ocobi afic npiaeiue, in's, no GaTeKosi (isHaHOT
acadi - ipnpitemun, i Micue npoxnsasna & pecctpauiiiniii toMep ofaikoBOT KAPTIH MIATHIKA
nosarkis alo cepig Ta HOMEp macnopTa)

NpaTorea eisyansuers xonrpoaio via 14.03.2025 N 0696/6.

33 pesyALTATAMM ASPKABHOTO KOHTPOSWX BCTAHOBMEHO, IO JTiKapchKHE  3aci§  BBe3eHO B VEpainy 3
AOTPHMAHHAM puMor 3aK0H028¢TEA 1040 3a6e3neyenns skocTi nikapceKpX 3acoBis,

Omera EPEOMEHKO

(rimmsc) {ininiany ra.opisamoe)




CEPTHOIKAT AKOCTI
CERTIFICATE OF ANALYSIS

Lindopharm

| GmbH

Haspa npoaykry/name of product

Epxaban®600 cawe/
Eucabal®600 sachet

[Mopowok uis opalbHOro po3unny no 600 Mr, no
3 r nopomky B cawe Ne 20/Powder for oral
solution 600 mg, 3 g of powder in sachet N 20

AxrtupHicts/Activity | caute MicTuTh atetunuucreiny 600 mr/1 sachet

contains 600 myg of acetylcysteine

Kpaina noxomkenns/Country of origin

Himeuunna/Germany

Peectpauiiinuii Homep/Reg.Cert.No UA/16272/01/02
Homep cepii/Batch No 2125250

Posmip cepii/Batch size 9787 vnakosor/packs
Hara sapobuuursa/Manuf. date 07/2023

Tepmin npugatsocTi/Exp.date 07/2026

Bupobuuk/Manufacturer

Jiunodapm  TwmbX,
GmbH, Germany

Himeuyuna/Lindopharm

Anpeca/Address

Hoitmrpacce, 82, 40721 Tinpnen, Himewauna/
Neustrasse, 82, 40721 Hilden, Germany

Bupobuuua niuensis/Manuf, License No

DE NW 03 MIA 2022 0008

Ceprudixar HBIT/GMP Certificate No

DE NW 03 GMP 2022 0017

XAPAKTEPUCTUKH/ CIELIUDIKALILSY PE3VIIBTAT/
CHARACTERISTICS SPECIFICATION RESULT
Onuce (BizyansHo)/ Binuii aGo malbke 6Ginuit, romorennuit | Bignosigae/
Appearance (visually) nopowok, He MicTWTL ariomeparis ta | Conforms

CTOPOHHIX HACTHHOK/

White to almost white, homogenous powder,

free from agglomerates and without foreign

particles
3anax {(opratonentuuno)/ | ©pyxrosuit/Fruity Binrnosinae/
Odour {organoleptic) Conforms
Inenrudirauyis UYac  yrpumamus  auerwnuucreiny 8 | Bignosinae/
Aunernnuucreiny/ KOHTpONBHOMY posuuni sianosinae wacy | Conforms
Identification yTpHManns ALETHNLIHCTETHY B
of acetylcysteine, JOCHLIPKYBAHOMY PO3HHHI/
Eur.Ph.2.2.29 HPLC Retention time of acetylcysteine in reference

solution corresponds to that of acetylcysteine

in test solution
InenTudivania Tlpu nopisusiuui ounaitosoro Y ®-crextpy | Bianosinae/
AueTnnuucreiny/ ROCHIMCYBAHOro po3uMHy 3 Komtponbhmy | Conforms
Identification PO3YHHOM  BHABJIEHO  MAKCHMyMH 3
of acetylcysteine AHANONIYHOIO  MOWKMHOW  XBumi I3
Eur.Ph.2.2.25 UV/VIS NOPIBHSIHHOIO BIHOCHOK) IHTEHCHBHICTIO!

/(%, Nl ® "/ /W \.g// . <
Qif,,' Ci 1 - )/(‘? 1%/
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1 GmbH

Lindopharm

XAPAKTEPUCTHIM/
CHARACTERISTICS

CHEHHU®DHCALLLA/
SPECIFICATION

PE3VIILTAT/
RESULT

Online UV-spectrum of test sclution shows
in comparison to reference solution maxima
at same wavw length with comparable
relative intensity

Bnpodoeoc  mepxiny  npudamnocmi - He
nepeagipsemoes/for Shelf~life — not tested

JaaHumor Ha civud/
Sieve residue

[Topowkopa Maca NPOXOAHTE KPi3k CHTO 3
orsopamy 1,5 ma/

Powder mass passes 1.5 mm sieve
Brpoodoaoie mepyiny npudamnocmi ne
nepeaipsemocs/ior Shelf-life — not tested

Binnosigac/
Conforms

Hac posunuenna/
Dissolving time

<3 xB (min)

< | x8 (min)

3oBuimni o3naku [1pozopuit no HezHAYUHO Bigrnosinae/

pozuuny(Bizyansuo)/ onanecuentHoro/Clear or slightly opalescent | Conforms

Appearance of solution

{visually}

Maca pmicty/Filling 3,00r(g)y+5% 2,99 r(g)

weight

OnnopiguicTs mMacy/ Binnosinae €sp. Papm. 2.9.5/ Binnosinae/

Uniformity of mass Complies with Ph. Eur. 2.9.5 Conforms

Eur.Ph.2.9.5

Onuopignicrs gososanux | Bignosigae €sp. ®apm. 2.9.40/ Complies | Bianosizgae/

O HIID/ with Ph. Eur. 2.9.40 Conforms

Uniformity of dosage Bnpodosac  mepuiny  npudanmocmi e

units nepesipsemoes/for Shelf-life ~ not tested

Eur.Ph.2,9.40

Tepmernunicrs came/ Iepmernuni/Tight Binnosinae/

Tightness sachets Bnpooossic mepainy npudamuocmi ne Conforms
nepesipsemuca/ior Shelf-life — not tested

pH {Eur.Ph.2.2.23) 2,030 2,1

Brparn B maci npu <0,5% 0,1 %

Bucymwysaunni/Loss of

drying

Eur.Ph.2.2.32

Homimku/Impurities

Eur.Ph.2.2.29

L-unctun (nomimka A)/ < 0,5 % < 0,05 %

L-Cystine (impurity A)

L-tpuerein (nomiuka B)/ < 0,5 % <0,05%

L-Cysteine (impurity B)

N,N-giageruia-L-puctun <0,5% < 0,05 %

(nomiwka C)/N,N-
Diacetyl-L-cystine

Page 2 of 4




XAPAKTEPUCTUKW/ CHELMOIKALILS/ PE3SVJILTAT/

CHARACTERISTICS SPECIFICATION RESULT

(impurity C)

N, S- mianetun-L-uucrein

(nomimka DYN,S-

Diacetyl-L-Cysteine <0,5% < 0,05 %

(impurity D)

Bynn-sika HeizoMa

pomimka/ unknown xowia <0,2 % Bignosinag/

impurities, each Conforms

CyMa HeBiIOMUX <0,5% < 0,05 %

jomimwok/ unknown

irpurities, total <1,0% < 0,05 %

Cyma nomiutor/

impurities, total

Kiangicie Bi3Hageis 600,0 mr (mg) £ 5 % 596,1 mr (mg)

aueTHAnHCTe Y/

Assay per sachet

Eur.Ph.2.2.29

Mirpobicnoriuna BifnoBigHO Q0 BUMOT A4Sl HEBOILHHX Test is not

yierora/ Microbiological | npemapatis s nepopaibHOTO necessary/not

purity** sactocysanns™® /Complies with non-aqueous performed for this

Cep. Papm., preparation for oral use* batch/tect He €

5.1.4/Ph.Eur.5.1.4 HeoOxinHuM/He
IPOBOJMBCH 1S
uiel cepii

**Hepeeipﬂembc;zlkoofcna 10 cepia, ane wonativenwe 1 cepin na pi/tested at least 1 bateh per
year and every 10" batch.

flinrseprcenas sianosiznocri/Confirmation of complisnce:

LIHp A MIATBEPKYIO, WO UA NAPTIs TIKAPCHRHX acoBin BUrOTORNCHA Ta NPoiiLiia NepesipKy BIAMOBIAHO
10 iHeTpyKuiil crocosro ofiry nikapehiix acoBis. [HeTpyKuii 3240BOABHAIOTL BHMOraM 3aKORY PO
nikapebki 3acobu (AMG) Ta TlocTanosr fIpo BHFOTOBNCHNS nikapeskux 3acofis Ta ANOYMX PEHOBUH
(AMWHYV).

Hereby 1 confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products tumover. The instructions comply with requirements of the Medicinal
Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and active Substances
(AMWHV).

OxpiM upOTo, 8 MATBEPUKYIO, WO HABEACHA indopmallisn € CNpamKkHLOI0 Td NPABHILHOIO. Cepin
npomykTy Gynia BUroTOBAEHA (BKIOUAIOIH aKyBAHHA/MAPKYBAHHA) 'Ta NEPEBIPEHA 3a3HAUCHAM BHILE
HiANPHEMCTBOM-BHPODHUKOM Y nosuill signosigoeti 3 sumoramu tono Hanexkuol BupoBuuuoi
Tpaxracn (GMP) signosinanbaoro oprauy incnekuii, a Taxow BifnosigHo 20 cneundikauii, wo
micTaTbes Y peccrpauiittomy aocke. Bupobruua JOKYMEHTaLis, NPOTOKONH NAKyBaHHS Ta NPOTOKON
KOHTPOJIIO RKOCTi NPOHLIK NepesipKy Ta BIRNOBIAAIOTE yeTaKOBAEHUM napaveTpam GMP,

Besides, I confirm that the information presented is true and correct. The product batch has been
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) Lindopharm
GmbH

manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation, packaging
protocols and quality control protocol are tested and comply with requirements of Good manufacturing
Practice (GMP).

Hava/Date 15.03.2024 00@ »
Ynosuosaxena ocobia/Qualified person o ‘?f I
gl
O o
¥ os &
& SN
Ve @
AT ¥
N N @’
RN
5 s SR ) LS9
{(Signaturd [rabe, positian) @Q é‘?‘
’ Dir. Michael Unr &
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