JEPKABHA CJYIKBA 3 JIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
poB. Hanit Caitansnol, 3, 02099, ren, (044) 295-26-85
“E-mail: dis.kyiv@dls.gov.ua, Kog €APTIOY 37079055

~ BHCHOBOK
npo AKiCTH BBe3eHOro B YKpainy JikapesKoro sacody
31.10.2023 Ne 55356/23/26
ACUBPOKC

(HaliMeHY BUHEA JIKAPCHROIO 3ac00y 3O zpcwrpmummm HOCHIAYCHIAM)
radaerin mommyyi 1o 200 mr, no 2 Tabuerin y erpani, no 10 er pHIB Y KaprouHii kopoOui

(opma puyCKy 7108y BaIHA. UL TTAKY BAHHS AIKAPCHKOTO 30C00Y)
Homep pecerpauifinoro nocsinuens UA/14270/01/01 crpox aif peectpauiiinoro nocsinseris HeoOMeReHIH
Cepis nixapeskoro sacoby Ne 110723 Kinbkicrs sresenoro aikapeskoro sacofy 10000

Qbapml* erika Manydaxrypiar (PapmaEcrika Many Qakrypinr 103),

Bupobuur
? Ecronis
(HaliMeryBaH BUPOOHIKA HIKAPLLKOTO 3ac00y, KpATHE TOXO/DKEHNs)
Beeseno B Ykpainy ToBapueTBo 3 06MEKCHOI0 umuomnamnw’no "BJAYC GAPMA",
inenT. ko 43821180

(uafvenysaris 14 ko 3a CIPTIOY ropraminot ocobin abo npisnue, ', no Garekori iswimol
0coGH = mianpresus; 1T micie npoRHBARHS Td pwm pardiait nomep oSaikoBOT KapTRI SUIATIKE
noaarkinato cepis ta HoMLp nucnopra)

Mporoxon sisyansioro kowrpostio sia 31.10.2023 % 335072,

34 pesynnTaTaMu  JEpKABHOLO  KOHTPOMIO  BCTAHOBIEHO, IO JIKapChkud 3ucid  peeseno s Yepaiuy 3
AOTPpHMAHHS

BUMOT 2AKOHOAABCTRA LIOX0 3a0e3NeYeHHS smocri/?mapm»_;@x 3ac0Gis.

Mm\c‘ma XOJOAEHKO

TPOIO) {ninmg) (mmaa;m Té NPpIFENILE)




PHARMAESTICA

masufavturing :

License: No. 673

Jlivensin: Ne.673

Manufuctured by: PharmaBstica Manufacturing (PharmaEstica Manufacturing OU)
Location: Vanaperetee 3; Pringi, Viimsi, 74011, Harjumag, Estonia

Bupodaeno: Gapmaberiva Manydawrypinr (Papma Ferika Magybakrypinr TOB)
MicesHaxosixenna: Baanepe tee 3, [pinri, Biivci, 74011 Xapslocsruif nosiT, Eerouis

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AKOCTI

Product name:

Hasea npodykmy:
Pharmaceutical form,
package type and size:

Jlixapcsra dopma, mun ma
POSMID YRAKOGKU.

Dosage / potency:

Hosa / cuna oii:
Registration certificate:
Peccmpayitine
nocgiouenna:

Batch no.:

Ne gepit:

Batch size:

Poszmip cepii:
Manufacture date:

No.11

ASTBROX
ACHBPOKC
effervescent tablets, 200 mg;

2 tablets in a strip, 10 strips with a package leaflet enclosed in a cardboard

box

matnenticuw weynysi no 200 me;

no 2 mabnemxu’y empuni, no 10 cmpunis pasem 3 incmpyxyieio o MEOUYHOZ0

SACHOCYSAHHIA Y KAPMOHHII KOPOOII

acetylcysteine 200 mg
ayemumyucmeiny 200 me

UA/14270/01/01
110723

20 045 packages/ynaxo6ox

Hama supobuuymea: Ur2020

Expiry date:

“Tepmin npUOUMHOCHIL: 072026

TEST SPECIFICATION RESULT
Hoxasnury axocmi Hopmyeanus Pesynomant

Description ' White, flat round, bevelled edge tablets; light marbleness is Conform

Oniuc allowed; with characteristic odor.
nocxoyunindpuuni mabnemxu oinoazo KORBOPY 3| Bionogioae
DacKoi0,00nyCKAEMBCS, 1EZKA MAPMYPOSICHb, 3 XADAKMEPHUM
3a1axom

Solution description Clear, colorless, with discreet lemon odor. Conform

Oniic posuuny Iposoputl, 6e30apeHutl; 3 Ie2KYM 3QNAXOM NUMOHY. Bidnosidae

Identification The principal peak retention time in the chromatogram of the test Conform
solution should conform to that of acetyleysteine in the
chromatogram of acetyleysteine reference standard solution.

Denmugixayin l?qc _ympumannz GCHOBHOZ0 nncy Ha xpomamoap@umi | Bionosidae
DOCHIONEYBANOZ0 POSUUHY NOBUHEH GIONOBIOAMY HACY YIMPUMAHHA
ayemumpcmeiny  HG - XOMQMOZPUMMi  posHuHy co
ayemuayucmeiny )

Tablet average weight 35g+5%(3.325¢g-3.675g) 35192 (2)

Cepedus maca madnemsu 352+5%(3.3252-3.6752)

Uniformity of weight 18/20 tablets + 5 %, ; Conform
2/20 tablets = 10 % from the average weight Bionosioae

Odnopidnicme macu 18/20 matnemox = 5 %,

v 2/20 mabnemox £ 10 % 6id cepednvoi mucy

Disintegration Not more than 5 minutes. ; '

Posna@%unx He Ginvwe 5 xeunun 2 min (x6..)

Solutonpt 5.0-6.0 5.2

pH posuuny .

Related substances '

Cynpogidni Oomiuiku
Not more than 0.5 % <0.5%

- L-cystine




PHARMAESTICA

manufacturing

Manufuctured by: PharmaEstica Manufacturing (PharmaEstica Manufacturing ot

Location: Vanapere tee 3, Pringi, Viimsi, 74011, Hatjuniaa; Estonia
License: No. 673

Bupadnenp: ®apmaLeriva Manydawrypinr (PapymaEeriza Manypaxrypinr TOB)
Micuessaxopkenns: Bananepe ree 3, Tpinri, Biivci, 74011 Xapriocsiuit nosir, Ecrouis

Jhivensis: Mo 673

TEST SPECIFICATION RESULT
Hoxasnuxu sxocmi Hopmysauna Pesynomam
- Leyycmun He 6inowe 0.5 %
~ Lecysteine Not more than 0.5 % <0.5%
- L-yucmein He Ginvue 0.5 %
- N, N’- diacetyleystine Not.more than 1.0 % <1.0%
- N, N'- diayemunyucmun He Ginvwe 1.0 % .
- other total impurities Not more than 1.0 % Contorm
- cyma inuux QoMLK He 6invue 1.0 % Bionosioae
Assay 190 mg - 210 m
Kinvricne eusreuenns 190 _M% - 210 :(; 200 mg (x2)
Microbiological purity: ’
Mixpo6ionoziuna vuemoma
— total aerobic microbial
count (TAMC) Not more than 1000 CFU/g <1 CFU/g
~ 3U2CUIHA KINBKICHTS He 6insue 1000 KYO/2 <1 KYO/ 2
aepa@'i«m
mixpoopeanizmic (TAMC)
— total yeast/moulds
count (TYMC) Not more than 100 CFU/g <1 CFU/g
- 3A20NGHA KITBKICHD He 6invue 100 KYO/2 <1 K¥O/2
OpincodIcOsHx me
nnicusgux epudie (TYMC)
— Escherichia coli Absentin 1g Absent
- Escherichia coli Bidcymuie 12 Bidcymmni

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 control methods of the analytic-normative
documentation, registered in Ukraine. The protocols of manufacture, packaging and analysis are
reviewed; conformity with the GMP is established.
Lum 5 3ac6104y10, W40 nepepaxoeana euue ingopmayis € docmosiproio i mounow. Is cepis npodyxyii
6yna 6uz0mosnend (BRUIONAIONY NAKY8auns / MaPKy6aHHs) 3 NpOGeOEHHSM KONMPOMO SKOCMi na
suweskazanii GupobHu4it Olenuyi 6 nosnit eionosionocmi 3 eumozamu GMP, ecmanosnenumu
pezynamoprum opearom Ecmonii, a maxooic'y 6ionosidnocmi 3i cneyugikayieio i memooamuy KoHmpono
axoemi’ (MKA), sapeecmposarumu ¢ Yipaini. Hpamowﬂu BUPOBHUYMBA, YNAKOGKU ma ananizis 6ynu
nepeznsHymi ma 6Cmanosneno ¢ionogionicms GMP.

Surname and position of person, approving batch release to market
Hpiseuge ma nocada / 36anns ocobu, axka sudana O03ein

Ha eunycr cepiy

Signature and date, stamp

Iionuc ma dama nionuecanns, ne4amxa / wmamn

03.08.2023

Head of QCD: 1. Lapshina
Hauanvnur BKA: T, Jamuuna
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