JAEPKABHA CIIYKBA 3 JIKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJACTI

npos. Cpitiuasnoi Hanil, 3, s.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €JIPIIOV 37078774

BHCHOBOK
Npo AKiCTH BBe3enoro B YKpainy aixapcbkore 3acofy

02.01.2025 Ne 69319/25/10

EBKABAJI®200 CAHIE
(maitmenyBazns mixapcsoro sacody 3riano.3 peccrpaniiinmy HOCBIDHCHIAM )
NMOPOLIOK /sl OpaNLHOTe posuuHy o 200 mr; no 3 r y caue; no 20 cawe B RapTOoHHiii
yRaroBHi
{shopma BiOTycKy, A03yBaEIE, BIA NAKYBAHITR diKapcsKore 3acoby)

Honsep peectpaniftnoro nocsipwents UA/16272/01/01 crpox aif peectpatitivoro nocingema 01.01.2099
Cepis sikapcskoro sacofy Ne 2125105 Kinskicts Beacoro aikapesxoro sacoby 1000

Bupofinnk Jinzopapm I'm6X, Himeuunsua
{uaiiMenyEania BnpeGrKKa AlRApCRROro 3acoBy, KpuiHa NoXoLKeniR)

Baeaeno B Yipainy Criabie yKpaincrro-ecronchke NANPHENCTBO ¥ (opni TopapcTBa

3 o0MeRenoio0 pianosinanpiictio "OnriMa-Oapm, ITI", inenr. xox:
21642228
(naltvenysannsi Ta kog 32 €JIPTIOY ropranysol ecobirado npisauie, iM', 1o BATEROB BismHOT

acolly - mianpuemud, i vicie npokibanug Ta peecTpayiftunii Homep ofmixosoi KapTRil HASTHIK
nojarxkia abo cepiz Ta HOMED MACNOpTA)

IlpoToxon riayaneioro keurpomo sig 30.12.2024 N 4159/2,

3a  pesynbraTayii  JIepAKABHOrO  KOHTPOAIO BCTAHOBIERO, IO JIKApebkiii 3aci6  BBeseHO B YEepainy 3
AOTPHMAHHAM 81MOT 32KOHOIABCTEA WONO 3A6E3NEUERNA RROCT] MTIKAPCHKIX 3aCO0iB.

//g @«:5/ Bixtop CTE®KIBCEKHH

Tamic (iaiuinnm o npizaitte)
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LINDO Lindopharm
PHARM

GmbH

CEPTHOIKAT AKOCTI
CERTIFICATE OF ANALYSIS

Hasra npoayxry/name of product

Enxaban®200 came/

Eucabal®200 sachet

ITopowok mnst opaneHoro po3yuny no 200 mr, no
3 r mopomky B came Ne 20/Powder for oral
solution 200 mg, 3 g of powder in sachet N 20

AxTuBHICTE/ Activity

1 came micTuth auerunuucreiny 200 mr/l sachet

contains 200 mg of acetylcysteine

Kpaiua noxomkenns/Country of origin Himevunna/Germany

Peccrpauiitnnit Homep/Reg.Cert.No UA/16272/01/01

Howmep cepii/Batch No 2125105

Po3mip cepii/Batch size 9600 ynaxorok/packs

Hara BupoSunursa/Manuf, date 07/2023

Tepmin npugarnocri/Exp.date 07/2026

Bupobsux/Manufacturer JNinpogapm  I'm6X,  Himeuwuna/Lindopharm
GmbH, Germany

Anpeca/Address Hofturrpacce, 82, 40721 Tinspen, Himewuuna/

Neustrasse, 82, 40721 Hilden, Germany

Bupobuuwua nivensis/Manuf. License No

DE NW 03 MIA 2022 0008

Ceprugixar HBI/GMP Certificate No

DE NW 03 GMP 2022 0017

XAPAKTEPHCTHUKW/ CIIELIU®IKA LY PE3VIIBTAT/
CHARACTERISTICS SPECIFICATION RESULT
Onue (sisyansuo)/ binuit aGo wmMaibke Ginuil, romorennnii | Bianosinae/
Appearance (visually) MOpOMIOK, He MictuTh aryomeparis  Ta | Conforms
CTOPOHHIX YacTHHOK/
White to almost white, homogenous powder,
free from agglomerates and without foreign
particles
3anax (opranonentuuno) | Opykrosuii/Fruity Binnosinae/
Odour (organoleptic) Conforms
InenTudikauin Yac  yTpuMaHHs  aueTWwinMcreiny B | Bianosimae/
Anerunuucreiny/ KOHTPOJIGHOMY po3umni Bignosinac uwacy | Conforms
Identification YTPUMaHHS aleTHILUCTEIHY B
of acetylcysteine, NOCTIDKYBAHOMY pO3YnHi/
Eur.Ph.2.2.29 HPLC Retention time of acetylcysteine in reference
solution corresponds to that of acetylcysteine
in test solution
Inenrndixauin [Tpu nopisusnui ounaiinosoro Y®-cnexrpy | Bianosigae/
Anerunumcreiny/ HOCIIDKYBAHOr0 po34uHy 3 KouTponsHuM | Conforms
Identification PO3YHHOM  BHABIEHO  MaKCHMYMH 3
of acetylcysteine aHANOriYHOI0  JOBKMHOIO  XBHM I3
Eur.Ph.2.2.25 UV/VIS NOPIBHAHHOIO BIHOCHOIO IHTEHCHBHICTIOf
Be e s ff LT
/f e T
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LINDO Lindopharm

PHARM GmbH
XAPAKTEPUCTHKH/ CITELIMOIKALILSY PE3YJIbTAT/
CHARACTERISTICS SPECIFICATION RESULT
Online UV-spectrum of test solution shows
in comparison to reference solution maxima
at same wavw length with comparable
relative intensity
Bnpodoexc — mepainy npudamuocmi e
nepeaipacmoca/for Shelf-life -~ not tested
JanMIIoK Ha ciTul/ ITopowkopa Maca IpoOXoaHTh Kpi3b CHTO 3 Bignosigae/
Sieve residue orsopamu 1,5 MM/ Conforms
Powder mass passes 1.5 mm sieve
Bnpodogaic mepariny npudamuocmi ne
nepesipscmucs/for Shelf-life — not tested
Yac posumenss/ < 3 xB (min) < 1 x8 (min)
Dissolving time
JopHimHI 03HAKH [lpozopuit Ko HE3HAHHO Binnosinae/
pozunny(Bizyansio)/ onanecuentroro/Clear or slightly opalescent Conforms
Appearance of solution
(visually)
Maca smicty/Filling 300r{g)+=5% 3,03r(g)
weight
OnnopianictTs Mack/ Binnosinae €ap. ®apm. 2.9.5/ Biznosinae/
Uniformity of mass Complies with Ph. Eur. 2.9.5 Conforms
Eur.Ph.2.9.5
OnuopianicTs A030BAHMX Biznosimac €sp. ®apm. 2.9.40/ Complies Bignosigae/
OAMHMIL/ with Ph. Eur. 2.9.40 Conforms
Uniformity of dosage Bnpodoexc mepainy  npudansocmi - He
units nepesipacmocs/for Shelf-life ~ not tested
Eur.Ph.2.9.40
IepmeTnunicTs came/ [epmernuni/Tight Binnosinae/
Tightness sachets Brpodogaic meptiiy npuoamiocmi re Conforms
nepesipsemocs/for Shelf-life — not tested
pH (Eur.Ph.2.2.23) 2,030 22
Brparu B maci nps < 0,5 % 0,1 %
pucyurysanni/Loss of
drying
Eur.Ph.2.2.32
Jomimus/Impurities
Eur.Ph.2.2.29
L-umctud (nomiuka A)/ <0,5% < 0,05 %
L-Cystine (impurity A)
L-uuctein (nomimxa B) <0,5% <01 %
L-Cysteine (impurity B) _
N,N-piauetun-L-uuctin < 0,5 % < 0,05 %

(nomimka C)/N,N-
Diacetvl-L-cystine
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UNDO Lindopharm

PHARM GmbH

XAPAKTEPHCTHUKH/ CHELIMPIKALILSY PE3YJIBTAT/
CHARACTERISTICS SPECIFICATION RESULT
(impurity C) '

N, S- pianerun-L-uucreis

(momiwmxa D)/N,S-

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

(impurity D)

byawe-sxa HeBizoMa

aomimka/ unknown Komua < 0,2 % Bignosinae/

impurities, each Conforms

Cyma HeBioMHuX <0,5% <0,05 %

Jouitnox/ unknown

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

CyMa omimox/

impurities, total } , ‘

Kinbkicne Bu3navenus 200,0 Mr (mg) = 5 % 201,3 mr (mg)

aleTHIuHeTeiny/

Assay per sachet

Eur.Ph.2.2.29 -

Mikpobionoriuna BianopigHo 20 BEMOr A/ HEBOAHHUX Test is not

aucrora/ Microbiological | npenaparis s nepopanisuoro necessary/not

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

€ap. Papm., preparation for oral use* batch/rect He ¢

5.1.4/Ph.Eur.5.1.4 HeoOXiHuM/He
APOBOJUBCS ISt
niel cepil

*¥Iepesipremsca kodcHa 4-ma cepin, ane wonativenue 1 cepin na pir/tested at least 1 batch
per year and every 4" batch,.

Miarsepaxennn siznosinnocri/Confirmation of compliance:

LinM A mnmcp;wyto o U nap"rm nikapebkuX 3aco6iB BUOTOBMEHA T2 NPOHLLIA NEpeBipKy BIANOBITHO
1o mc*rpytcum CTOCOBHO obiry nikapehkux zacofin. lucrpyscun 3a/10BOJIBHSIIOTE BUMOTAM 3aKoHy npo
nixapeski 3acobu (AMG) Ta ITocTasoBH Npo BHrOTOBAEKHA AIKAPCHKUX 33COBIB T AIIOMMX PEHOBHH
(AMWHY).

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

Oxpim usoro, s miaTsepmkylo, wo HabeAeHa iH(opMmauin ¢ cnpamkbolo Ta mpasuisnoo. Cepia
npoayxry 6yna surotosnena (BIUHOMAIONH NAKYBAHHA/MAPKYBaHHA) Ta NEpesipeHa 3a3HAYCHUM BULIC
nianpuemcTeoM-supoBuuKomM y nosuiii BianosigHocti 3 suMoramm womo Hanewwoi BupoBriiol
IMpaxrukn (GMP) sinnosinanssoro opravy iHcnekuil, a Takox Bianosiawo no creuudikauiii, wo
MICTATBCA y peecTpauifinomy nocke. BupoBHuua aokymeHTauis, NPOTOKONH NAKYBAHHS Ta NPOTOKON
KOHTPOMIO AKOCT] NPOHIIIH nepesipky Ta BiANoOBiAaIOTs ycTanosaeHnum napamerpas GMP.
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DO Lindopharm
M GmbH

Besides, 1 confirm that the information presented is true and correct. The product batch has been
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),

Jata/Date 13.03.2024 A
Vrostosakena ocoda/Qualified person g\o .&é‘ &
&Y
d& &
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o >
o & ¥
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{Signaturd ¢ position) .(;‘S" %&"’ e
Dr. Michaal Uhr Q.°€@’
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