TEPHKABHA CJIVIKBA 3 IKAPCHKIIX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanif Ceitmaunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ya, Kog €JIPTIOY 37079055

BHCHOBOK

npo siKicThL BBe3eHOro B Yipainy Jikapebkoro 3acoly

27.12.2023 Ne 67470/23/26
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" (HaMMCIYBREHS TIKAPCHROTO JHCODY SFUMHO 3 peccTpanifinuy nocsinuerinam)
Tabaerkd wamywi 110 600 mr, no 2 Tabaerku y erpuni; mo 5. CTpUNIB Y Kapronuiii Kopobui

' ((hopma prnycKy, H03yBaHNS, BUA RAKYBaHNA NIKAPCHKOTO 3AC0By)

Howmep peectpauiiitoro nocsindenus UA/14270/01/02 etpox aif peectpanitinoro Toceiggerss HeOOMEKEHNH

Cepia mixapcsxoro sacoby Ne 140823 Kinbxicrs BBE3eHOTO NiKapebioro sacoby 30320
Qapmacerika Manydaxrypinar (GapmaEcrika Manyaxrypiar TOB),
BupoGii Ecronis

(FraHiMeHyRARHA BUPOOHHKA IKAPCLKOrD 3aCODY, KPATHA TOXOLKEHI)

Baesero B Ykpainy Tosapucrteo 3 06Mexenoro sinnosinannuicro "BJIYC PAPMA",
_inenr. xon: 43821180 v
(waltMeryBarus Ta Koz 3a €JPIIOY 10puaMsHOT 0c06H 260 Npi3BHLLe, IM'F, 110 BATEKOB] (izuanol
0co6H ~ nignpuemus, i Micue npoxcusas. Ta peectpaliiiinnii Homep 0GiikoBoOT KkapTKK MAaTHMKE
noratkis a6o; cepis ra HOMEp naciopTa)

HpoToxon sisyanshoro xontposio ig 26,12.2023 M 4162/2.

38 pesymeTaTAMM JEPKABHOTO  KOHTPOMIO BCTAHOBNEHO, L0 nikapchiknii  3aci6 smesero B Vipaimy 3
JOTPUMAaHHsH JAKOHOAABCTBA OO 3a6e3meneHna AKkoCTi Nikapepimx 3acobis,

Muxona XOJIQZEHKO

KOHTPOIO) (rianue) (iniuiami Ta npissnime)
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Mamfuctured by: PharmaEstica Manufacturing (PharmaEstica Manufacturing Ol
Locstion: Vanaperetee 3, Pringi, Vilmsi, 7401 1. Harjumaa, Estonia
License; No. 673
Bupodreno: GapmaEerivs Manydarrypinr (Gapmakerica Manydasorypine TOB)
Mictesnaxopicens; Banawepe ree 3, Npinri, Biimei, 74011 Xapsiocskmii nopiy, Ecronis

Jinersia; Ne673

PHARMAESTICA \
e )

manufacturing

CERTIFICATE OF ANALYSIS No.24

CEPTH@IKAT AKOCTI

Product name: ASIBROX

Hazea npodyxmy: ACHEPOKT

Pharmaceutical form, effervescent tablets, 600 mg;

package type and size: 2 tablets in a strip, 5 strips with a package leaflet enclosed in a cardboard box

Jixagpevra opma, mun ma  mabneniy wunyyi no 600 me;
DO3MIP YRAKOBKU.: 1o 2 mabnemxuy - cimpuni, 1o 5 cmpunie pasom 3 IHCHPYKYIEIo NS MeOUUHO20
3GCMOCYCANHA'Y KapmOnHill kopobyi

Dosage / potency: acegyleysteine 600 mg
Hoza / cuna oii: ayemimyucmeriny 600 vz
Registration certificate:

Peeccmpayiiine UA/14270/01/02
nocgioyenns:

Batch no.: 140823

Ne cepit:

Batch size:

Posip eepii: 30 375 packages/ynarosor

Manufacture date: 08.2023
Hama-eupobnuymsa: ’
Expiry date: ,
Tepmin npudamnocmi: 08.2026

TEST SPECIFICATION RESULT

Hoxasnuru sixocmi Hopmysanus Pesymvmam

Description White, flat round, bevelled edge tablets; light marbleness is Conform
Onuic allowed; with characteristic odor.

Hnocroyunindpuuni - mobremny binozo KOAbOPY 3| Bidnogidac
Dack i, QoNyCkacscs neeka MapMypoOSICHiv, 3 XAPARMEPHUM

3anaxom
Solution description Clear, colorless, with discreet lemon odor. Conform
‘Onuc pozyuny Hposopuil, Ge3bapsuuil, 3 JIe2ruM.3aRAX0M JUMOHY. Bidnosidae
Tdentification The principal peak retention time in the chromatogram of the test Conform

solution should conform to that of acetylcysteine in the
chromatogram of acetylcysteine reference standard solution.
Yae  ympumanus — OCHOGHO20 MKy  HO  XPOMAMOPAMME | pisuosidae

Denmudbixayin . o ,
Q0CRIONCYEANO20 POIYUNY HOGUHEH GION0BIOMITILL HaCY VINPUMAHHA
QueEmUIyUCIEiHy He  xomamozpammi  poswuny — CO
Quenwiryucimeiny
Tablet average weight 35g+5%(3325¢-3.675g) 3.493 g (2)
Cepednsmaca mabnemry 352+£5%(3.3252—3.6752)
Uniformity of weight 18/20 tablets & 5 %, Conform
2/20 tablets £ 10 % from the average-weight Bionosidae
Odnopiduicme macu 18/20 mabnemoxr £ 5 %, :
2/20 mabaemor % 10 % 6i0 cepeduvoi macu
Disintegration | Not more than 5 minutes. : e (e )
Posnadanna, He Ginvwe 5 Xeunin 2 min (xe.)
Solution pH. Atk
. 45-55 e a 5.0
pH posuuny 3-3 ; 5} ;\;pgxp?/;m

Related substances
Cynposgioni dominiru
| = L-cystine Not more than 0.5 %
- L-yrcmun He Ginvue 0.5 %,
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Manufactured by: PharmaEstica Manufactoring (Pharmalstica Manufacturing ob)
Location: Vanaperetee 3, Pringi; Viimsi, 74011, Harjumaa, Estonia
Licenge: No. 673
Bupdinene: Gapmakcrisa Manydarrypinr (dapmaEcrica Manydarrypiur TOR)
Micuesnaxomkenns: Bananepe ree 3, Tipinri, Biivei, 74011 Xapprocnruil fosir, Ecrouis

Jlineusis: Ne 673
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TEST ' SPECIFICATION RESULT
Jloxasnuru axocnti Hopmyeans Pesynomam
- L-cysteine. Not more than 0.5 % <0.5%
- L-yucmein He binve 0.5 %
~ N, N°- diacetylcystine Not more than 1.0 % <1.0%
~ N, N'- diayemunyucrniun He 6invue 1.0 %
- other total impurities Not more than 1.0 % Qonfomm
- CYMQ THUUX QOMInioK He binsuie 1.0 % Bidnosidae
Assay 570 mg - 630 mg .
Kinvricne cusnauenns 570 32 - 630 o 603 mg (m2)

Microbiological purity:
Mixpobionoziung wucimoma
- total aerobic inicrobial

count (TAMC) Not more than 1000 CFU/g <1 CFU/g
- 3UPANBHA KINLKICHTD He Ginvwe 1000 KYO/2 <1 KV 2
QAePOBHUN.

Mikpoopeanismie (TAMC)

~ total yedast/nioulds

count (TYMC) Not more than 100 CFU/g <1 CFU/g
- 3QRANBHE KINGKICHE He Ginvwe 100 KVO/z <1 RYO/ 2

Opiaicooicosux. ma
nnicusneux epubic (TYMC)

~ Escherichia coli Absentin 1g Absent
- Escherichia coli Bideymmie 2 Bidcymni

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned
manufacturing site in full conformity with the GMP requirements, established by the regulatory
agency of Estonia as well as with the specification and conirol methods of the analytic-normative
documentation, registeréd in Ukraine. The protocols of manufacture, packaging and analysis are
reviewed; conformity with the GMP is established.

Llum 5 30C6i04Y10, WO nEpepaxoeana suwe inGopmayis € OOCMOBIPHOIO 1 MOUHOIO. La cepis npodyryit
Gyna BULOMOGNEHA (SIIIOUAIONY NAKYEUHHS /| MAPKYSAHH) 3 NPOBEOCHHAM KOHINDOMO axocmi Ha
BULEBKA3AHT GUPOBHUYIL Olibnuyi 6 VO6HTl gionogionoemi 3 eumozamu GMP, ecmanoenenumu
pezyismopnum opzanom Ecmonis, a maxooic y 6ionogionocmi 3i cneyudixayicro 1 Memodamu KOHmpoio
saxocmi (MKA), sapeccmposanumu e Yipaini, ITpomoxonu upobHUuymsa, ynaxosxku ma ananisie Gynu
nepeznanymi ma 6cmanoeneno. 6ionogiouicme GMP.

Suritanie and position of person, approving batch release to market Head of QCD: T. Lapshina
Ipizeunge ma nocada / 36anna ocobl, ara eudara 003sin Hauansnurx BKA: T. Jamuuna
HO 6URYCK cepil

Signature and date, stamp

ITionuc ma.dama nionucanua, newamxa / Wmamn *{ Rvaliteedikontrolil )

osakond

29.08.2023




