JAEPKABHA CIYKBA 3 JIKAPCBKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMHU y m. KHUEBI

npoB. Hanii Ceitnuynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon CPITOY 37079055

BUCHOBOK
PO SIKICTH BBE3€HOro B YKpainy JiKkapebKoro 3ac00y

4]

31.10.2023 Ne 55356/23/26

ACUBPOKC

(HaUMCEHYBAHHA NIKAPChKOTo 3ac06Y 3riAHO 3 PEECTPALLIKHNAM FIOCRI A4CHHAM)
Tabyerky munygi no 200 mr, mo 2 Tabaerku Y crpuni, o 10 erpumnis y kapronsniii kopo6ui

(hopma Bunycky, n03yBaHHs, BHI MaKyBaHHS JIIKAPCHKOro 3acody)

Homep peectpauiitroro noceimienns UA/14270/01/01 CTPOK AIi peecTpauitHoro nocsinyenHs HEOOMeEKeHM

Cepis aikapebkoro 3acody Ne 110723 KinbkieTe BBe3eHOTO Jikapeskoro 3acoGy 10000
R PapmaEctika Manydaxrypinr (GapmaEcrika Manydaxtypinr TOB),
Ectonis
(HaHMEHYBaHHA BHPOBHMKa JHKapCehKoro 3ac00y, KpaiHa NoxXopKeHHR)
BBE3CHO B Y Kpainy ToBapucro 3 00MeReHO010 BIANOBIAATbHICTIO "bBJIYC ®PAPMA",

inenT, koa: 43821180

(HafimenyBanns Ta kox 3a €JIPTIOY 10puanynot 0coby a6o Npi3BHLLe, iM'a, N0 6aThkoBI hisuuno
OCOOH - rANpUEML, TT MiCIIe NPOKUBAHHS Ta peecTpauiitnnid Homep 00nikoBOT KAPTKH MIATHUKA
nojaarkis abo cepis Ta HOMEp rnacnopra)

Ilporokoa Bisyansuore xourpomo sin 31.10.2023 N 3350/2.

3a  pesy/lbTataMu  JIepiKaBHOIO KOHTDOJIIO ~ BCTAHOBJICHO, 110 JKapchbkuM 3aci® BReseHo B Ykpainy 3

AOTPHMAaHHSI M _BHMOr 3aKOHOJABCTBA OO 3a0€3MeYeHHS TKOCTI]
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Mamifactured by: PharmaEstica Manufacturing (PkarmaEstica Manufacturing Oﬁ)_

PH AR ME ST}’C A Location: Vanapere tee 3, Pringi, Viimsi, 7401 I, Harjumaa, Estonia L
: oo License: No, 673
manslacruring AN E Bupooneno: ®apmaEctika Manypakrypiar (®apmaEcrixa Manydarrypinr TOB)

MicueanaxowkeHns: Bananepe tee 3, Ipinri, Biimei, 74011 Xapsrocskuii nosit, Ecrouis
Jinemzia: No 673

CERTIFICATE OF ANALYSIS No.11

CEPTHDIKAT AKOCTT

Product name: ASIBROX

Hazea npodyxmy: ACHBPOKC

Pharmaceutical form, effervescent tablets, 200 mg; |

package type and size: 2 tablets in a strip, 10 strips with a package leaflet enclosed in a cardboard
box

Hixapcoxa gopma, munma  mabremxu wunyyi no 200 me;
PO3MID YRAKOBKU: no 2 mabnemxu y cmpuni, no 10 cmpunis PU30M 3 [HCIIDYKYIEID 0N MEOUUHOZ0
3ACMOCYEAHNA Y KAPMOHHIT KOPOoOyi

Dosage / potency: acetylcysteine 200 mg

Hosa / cuna dii: ayemunyucmeiny 200 mez

Registration certificate;

Peccmpayiiine UA/14270/01/01

ROCBIOUEHHS !

Batch no.: 110723

Ne cepii:

gg;;l:;ij;ﬁ.: 20 045 packages/ynaxosox

Manufacture date: |

AHama supobuuymea: U0

Expiry date;

Tepmin npudammuocmi: #2026

TEST SPECIFICATION RESULT
Hoxasnuru sixocmi Hopayeanus Pezyaomam

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

Onuc allowed; with characteristic odor. |
Lirocxkoyunindpuuni mabnemu 6inozo KORLOPY 3| Bionosgioac
DacKo10,00nYCRAEMBCR  Ne2ka MApPMYpogicib, 3 XApaKMEpHuM
3ANaAxXoM

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

Ornuc po3uuny 1Iposoputi, besbapernuti, 3 nezxum sanaxom JTUMOHY. Bidnosioae

Identification 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.

Renmugixayin Yac  YMPUMGHHA  OCHOGHOZO r;fircy Ha xpomamozpammi Bidnosisae
OOCRIONCYBAHOZO POZYUHY NOBUHEH CION0GIOIY YaCY YMPUMAHHSA
ayemunyucnieiny Ha XOMAMmoZpaMmi  pOo3Luny CO
ayemunyucmeiny g

Tablet average weight 35g+5%(3.325g-3.675g) - 3519g(2)

Cepedns maca mabremru 352+5%(3.3252-36752)

Uniformity of weight 18/20 tablets + 5 %, : Conform
2/20 tablets £+ 10 % from the average weight Bionogicae

Oonopidnicme macu 18/20 mabnemox + 5 %,

| 2/20 mabnemox + 10 % 6i0 cepednvol macu |

Disintegration Not more than 5 minutes. | L

Posnaasgmm He binvwe 5 xaunun 2 min (x6..)

Solution pH 50-6.0 57

PH pozuuny

Related substances |

Cynpogidni domiuxu

<0.5%

~ L-cystine Not more than 0.5 %
. 1




Manufactured by: PharmaEstica Manufacturing (PharmaEstica Manufactﬂﬁng Ot}
Location: Vanapere tee 3, Pringi, Vitmsi, 74011, Harjumaa, Estonia
License: No. 673 3

PHARMAESTICA \

mEauIaner s 3 Bupodneno: CapmaEerixa Manydaxtypinr {(Dapmakeriva Manydazxrypinr TOB
y Micliesnaxomkenns: Bananepe Tee 3, Tpinri, Biimci; 74011 Xapsiocsatii nosit, EcToxis
Jhnersia: N 673
TEST SPECIFICATION RESULT
lloxazuuxu sxocmi Hopmysanus Pezyromam
- L-yucmun He binvue 0.5 %
- L-cysteine Not more than 0.5 % <0.5%
- Leyucmein He 6inviue 0.5 % 5
- N, N’- diacetyleystine Not more than 1.0 % <1.0%
- N, N'- oiayemunyucrmun He 6invue 1.0 % e T
- other total impurities . Not more than 1.0 % Conform
~ CyMa frux domitox He Ginvie 1.0 % . Bionosioae
Assay 190mg-210m | |
Kinoxicne gusnauenns 190 _Mg =210 Mgg 200 mg (m2)
Microbiological purity:
Mixpobionozivna wucmoma
~ total aerobic microbial
count (TAMC) Not more than 1000 CFU/g <Y CFU/g
- 3A2QNbHA KIALKICING He binvwute 1000 KV O/2 <] KVO/2
aepobrx
mikpoopzanismie (TAMC)
~ total yeast/moulds
count (TYMC) Not more than 100 CFU/g <1 CFU/g
~ 3A2ANBHA KIABKICD He 6imvute 100 KVO/- <] K¥YO/ 2
OpincONCOsUx ma
naiceagux zpubie (TYMC)
— Escherichia coli Absentin 1g Absent
- Escherichia coli Biocymnie I 2 Bidcymui

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 Ulraine. The protocols of manufacture, packaging and analysis are
reviewed; conformity with the GMP is established. -

Lum 5 3aceiduyro, WO nepepaxoeqna eunye ingopmayis € docmosiproro i mounoro. In cepisn npodyKyii
byna euzomoenena (srmioumoun NAKY6anHa / Mapryeanns) 3 nposedenmsm KOHmMPONIO AKOCHT HQ
GUUEeBRA3AHIU SUPOBHUYIT OinbHuyi 6 noswiti @idnogidonocmi 3 sumozamu CGMP, ecmanocenenumu
PECYIAMOPHUM Opeanom ECMOnIL, a maxosic y 8idnoeionocmi 3i creyugirayicro i Memodamu KOHMPORIo
axkocmi (MKA), sapeccmposanumu 6 Yxpaini. IIpomoronu SUPOBHUYME, YNAKOGKU M ananizie Oynu
nepezanymi ma 6CmanoeeRero 8idnosionicms GMP.

Surname and position of person, approving batch release to market Head of QCD: T. Lapshina
Iipissuye ma nocada / 3eanus ocobu, sxa eudana 003811 Havanonur BKA: T. Januuna
HaQ 6UNYCcK cepii -

Signature and date, stamyp

ITionuc ma dama nidnucanns, newamra / wmamnn {» Kva!’tﬂaﬂ"iﬁﬂtrollf Y
osakond

'\‘s

03.08.2023




