JEPIKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitinuynol Hanil, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKPaiHY JIKAPCLKOT0 3ac00y

01.12.2023 Ne 59302/23/10

EBKABAJI®600 CALIE

(HaliMEHYBaHHS JIIKAPCHKOTO 3ac00y 3riJHO 3 peecTpallifiHnmM HOCBi';:[“tIcHHHM)
NOPOLIOK JJist OpaabHOro po3uuHy nmo 600 mr, no 3 r B came; mo 20 camme B KApTOHHil

Xnamonui o

((opma BuITyCKy, HO3YBaHHS, BUA [IAKYBAHHA JIIKapchkoro 3acoby)

Homep peecrpauiitnoro nocsinuenns UA/16272/01/02 crpox zif peecrpauiitnoro nocsiguenus 01.01.2099

Cepis nikapceroro 3acoby Ne 2125247 Kinekictb BBE3eHOTO JiKkapehkoro 3acoby 160
BupoOHHK Jlingodapm I'm6X, HimMeyunHa
(HaliMeHyBaHHA BUpOGHHKA NIKapChKOTo 3aco0y, KpaiHa NOX0KEHHS)
BpeseHo B YipaiHy ChninbHe yKpaiHChbKO-eCTOHChbKE MINpHeEMCTBO Y opmi TOBapueTBa
3 o0Mesxenoro BignoBiganbHicTio "OnTiMa-®apm, JITI", inent. xon:
21642228

(HaiimeHyBaHH Ta kon 38 €[IPTIOY ropunwanof oco6u abo npizsuine, iM'sa, 110 6aTbK0BI (Mi3HUHOI

0COOH - MIANPUEMIL, ii MiCLIe IPOKUBAHHS Ta PEECTPALiiHUH HOMep 06IiKOBOT KAPTKH MIATHHKA
nofaTkiB abo cepis Ta HOMED nacropTa)

[Iporokoa BisyansHoro konrpomo eix 29.11.2023 Ne 3786/3.

3a pesyNbTaTAMH NEPXKABHOTO KOHTPONIO BCTAHOBJIEHO, IO JiikapChkud 3aci6 BBeseHo B YipaiHy 3
AOTPHMAHHSAM BuMOT 3aKOHOAABCTBA WOAO 3a0e3neueHHs IKoCTi JikapehkuX 3acobiB,
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- White to almost white, homogenous powder,
'frt,c: fmm agglomerates and without foreign
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CERTIFICATE OF ANALYSIS
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[dentification

of acctylcysteine,
Fur.Ph.2.2.29 HPLC
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Identification
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Uac

L VIpHMAs
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Conforms

y Ipl{\hll{!:i}t auer HILHET um 13
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ARCTHHIHCTEIHY B

KOHTPOILHOMY 4

Retention time of acetyleysteine in reference t
solution corresponds to that of acetylcysteine in

test solution |
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Ll . Lindopharm
PHARN GmbH

\AI’AK’II PUC TUKKH/ [ELIMOIKALLLS, | [’LBYJII:IA]/
_CHARACT ERIS;LLL&.WW 3 'iL&Ji‘MUSETLW S RESULT
| Online UV-spectrum of test solution shows in |
comparison to reference solution maxima at
same wavw length with comparable relative
intensity
Brpodoexe — mepminy  npudamiocnti — ne |
e L nepesipsicmpesy/for Shelf-life - not tested 1 L ]
;ﬁ«slﬂlﬂ(}'l{’ wa cirui/ [Moporkosa Maca HPOXOANTH K3l CHTO 3 Bi fmom!mc;
Sieve residue orBopamy 1,5 Mm/ Conforms
¥ | Powder mass passes 1.5 mm sieve
| Bapodosae mepasiiny npudanmocmi ne
S | epesipsemuenifor Shelf-life —not tested e ;
Yae pozawienns/ I <3 X1 (min) <1 oxs (min)
 Dissolvingtime R N
Bosuimmi o3nakn VIposopwit 10 uesnauno onagectenrnoro/Clear | Bignonijac/
posanny(Bizyainho)/ | or shghtly opalescent Conforms
‘Appearance of solution |
Avisually) — S S -
Maca smicry/Filling 300r(2) 5% N 3.00r ()
weight |
S R R S —
O mopl AHICTE Macy/ Bianosinac € Bp. Qapw. 2.9.5/ Risutosizac/
Uniformity of mass Complies with Ph, Eur. 2.9.5 Conforms
LwlPh29s R I T
Oanopiawicrs aososanux | Bianosizac Csp. Gapu. 2.9.40/ C mnphcq with | Bianosinae/
- ONH B/ Ph. Ear, 2.9.40 Contorms
- Uniformity of dosage Brpodoeae — mepainy  npudamuocmi - ne
| units nepesipsempesfor Shelf-life - not tested
Eur.Ph2.9.40 B R I

3 epwc; HAnicTs camef T cp\:cmtmu’l tght Bianosiaae/
‘Tightness sachets Bupodneac mepxiny npudamoocmi e § Conforms
e _{ nepesipiemuen/for Shelf~life - not tested ?

pH (Bur Ph.2.2.23 ) 1 20-30 , S 20

[RURILFT PR Y Sy PP LR SOy S S SPIPRPIN T L 0 Nl ki ek P S Bl Pl i Lk b B N 0 0 LR

‘Brparu B maci ipn < 0,5 % Q,l Yo
sucymrysanui/Loss of

L drying :
iLWPh 2.32 e |

................................................................................................................................................

Ll LR R LT S TR R Rl e b T ol T TR TIT TR TE LY ]

EurPh2.2.29

LTyt (aoviunca A)/ < (0,5 % - < 0,05 %

- L-Cystine (tmpumy A) "

i L-tmerein (omiuxa BY < 05 %
B

...... < 0,05 %
L-Cystemne (impurity 13)

N, N-aneran-L-cran <05 %
(aomitmka CYNN-
Diacetyl-L-¢ystine
] (lmpumx C)

-“I"" S piray T v e e e A T T L T LT T T C R rmmmn,-ﬁ N e T T T LT L P R R P IR CEPETTYTIYT |

< 0,05 %

P"u,c [ 0! 4
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CXAPAKTEPUCTHEMW/ ELIM®IK AL ' PE3VIIBTAT/
CHARACTERISTICS | SPECIFICATION. | RESULT |
N, S- danerna-Lawerein | <0,5 % < 0,05% :
(omimia DYN,S- 1

Diacelyl-L-Cysteine

Ee ey
LR ey

1 (impurity- D) | '
| Byab-sika uesinosa | komna < 0,2 % - Bianosizac/
L aoMinkad unknown | . - Conforms
impuritics, each | . I
Cyma HesiaoMHX | <0.5% < 0,05 % |
| aoMimor/ unknown
| impuritics, total |
| Cyma somimor/ impurities, | <1,0 % | | < 0.05 %

a PO T R R ¥ L e

.-‘ t(“ltﬂ! | i | :
| Kiankicue suznauenis 600.0 M1 (mgm) + 5 % | L 598,77 Mr(mg)
ancriiumeretny/

Assay per sachet
Lur.Ph.2.2.29 |

‘f‘lnqmﬁlmmr fqpa

A U YT ETR R TR § Y PLEL RS - B L A e A T TR L LA R AL LN R R

Buumm SO 20 BHMOT ;L 19 HEBOANMX
upcrora/ Microbiological | npenaparis JUts NCPOPANLHOTrD 3aCTOCYRANHA
| purity /Complies with .:}_t}i‘:-fac‘qguec}ius.prap‘amti,cm for

| 'f"}'apa hapw., | oral use* |

5. LA4/Ph.Bur5.1.4 ' - TS N

"‘Hb’[?{?‘hi’[)m’ mvest koora 1l-ma ((-"]JZ}I ae f&frmamwmae 7 .:,ﬁ[;m na pix/ested at fcau | bateh
pe*f yvear and every 10" bateh:

Legle i Lk b

“Bianosijac/
(f(m forms '

bl M ﬁ“mmm.irvm-

-
e T e Al e T ‘""l"" A

H vrrsepieaenns sianosignocri/Confirmation of compliance:

I lpm 5 nmrmp,,mym 1O 18 HapTis :‘umpcmm\ 3ac001B BHIGTORIEHA TA npnmu.,la HepeBipKy

| COBUMOBLINO A0 HCTPYRUI crocosro odiry Jikapeekux 3acodis, THCTPYKO 3a40BOABHMIOTE

. Busmoram 3akowy apo aikapeski sacobu (AMG) 1a TlocTanoss n1po BUTOTOBACHHS MKAPCHKUX
'i'k.ﬂ{:f)ﬁ_i:u Td ,.'E‘.'I,i_-.I{) HUN PEYHORIN ( AMW “v)

Hereby 1 confirm that this medicinal product bateh 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 (AMWEHYV).

CRpiM 1LOTO, $ NTREPAKYIO, (110 HABCACHA iHPOPMALLS ¢ CHPABKILOIO Ta npasiibHoi0, Cepig
CUPOAYKTY Ovad BRUIOTORIACHA {BRITIOMAIONH HAKYBAHHA/ MAPKYBAHKA) TA HEPCHIPEHA 3A3HAUCTIIM
B L(i" 1Y "ll"lpl;f("*vft‘:’l“ BOM-BHPOOHMKOM ¥ oBHIT BIANOBRIAHOCTT 3 BrMOravn o0 Hanexuol
TRl i Tpakruke (GMP)Y BLUTOBIASABHOTO Opraly THCHEKIUT, 4 TAKO®K BLUIOBLHO A0
,u;&‘k MO MICTSTRCH Y PCECTPALITHOMY JIOThC, Hm‘mﬁnwa JOKYMCHTANS, [IPOTOKOIN

"‘-

X 1[{.)]1.(),%! KOHTPOTIO SKOCTI ll[")OHH! AH !lt.,['t(,i‘}lpf{“&’ T Bl,ﬂ.[IiUH] TAHOTE YOTAHOBACH M
‘l

. :

that the information presented 1s true and correct. The product batch has been
Page 3 of 4




UN.O Lindopharm
! GmbH

manufactured, packaged, labeled and tested by the above manu F acluru m full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspeeting 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).

eifa ocobia/ Qualified person:
{Signature, name, position)

eromm"\ﬂi* ‘

e e Rt L UR RN EY] bt mr e e v pra, AP,

' '31 MEG 2[}23

m.mu It Dr. Michae! Uhr

L*-ndopharm GmbH
astfach 5 60 « 40705 Hilden
N{-&u*tr 8? « 40721 Hilden
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