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CERTIFICATE OF QUALITY
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Hﬂﬂﬂﬂ S e— SY— ABPOJI®, cupon, 30 mr/5 mn \\\;}[Pmmfmng /
Name of product; | ABROL®. syrup, 30 mg/5 ml {
Ciuaa nii: AMOpoxcoay rinpoxsopnn - 30,0 Mr/5 mx Wﬁ»/
Strength: __Ambroxol hydrnthoride — 30.0 mz/5 ml e
: Cepia Xo / Batch No.: SAE3001 Poanmip ynaxonyku / Pack‘age_ size: 100 Ma/ml |
| o ®naxon Nel i3 cxna /
Peectp. Ne/ A..If..Nu.. FP/0020/23 B ’i;m ynaxnnmi f Pack type: Glass bottle No.i
{ Poamip cepli/ Batch size; 1000 nirpin/liters | Hara Bﬂru'ronﬂemm z' Mfg dnte 01.2023
Kin-rs ynakosok / No. of packst 10 {)GO Tepmin np_unanmcﬁ / Exp, date: 12,2025
; Kpaina / Market: UKR
Peccrpaniiine nocsinucnua Ne: TepMin nif neobMexennit
Registration Certificate Noi ___ O//2928/02/02 unilimited validity
Nen/n Hassa ananizy Cremudicanis Pesyanrat anatisy
Sr. No, | Test name Speciﬁcatinn Test result
Onug Bip Gnaﬁapmmm AO 30CTKA KOBTOro Bintinky | Binuosisae
1 ' Ipo30RHiL crpon. |
Description Clear, colourless to light yellow syrup, ‘Complies
InenTudixayis Hacn yTpuMysanus nixis amGpoxcony rinpoxnopuny | Binnosizae
i xuomors  Bemwsoiiiol  me XpomMaTorpamMax
{ punpoboBypaioro. 1. | CTaHJAPTHOIO  POBUHHIB,
ONCPIKAHHX HPH. KifbKiCHOMY BM3HaueHHi, NOBHAHI
CiBNANATH.
? 2 Identification In the Assay test, the retention time of the peaks | Complics
: corresponding 10 -Ambroxol Hydrochloride and
; Benzoic acid in the Test solution matches with the
retention  time of the peaks corresponding  to
;: Ambroxol Hydrochloride and Benzoic acid obtained
| with Standard solutien.
; I'yeruHa Bin 1,10 v/mn no 1,20 v/vn 1,12 rimn
| Density 110 g/ml to 1.20 g/ml 1.12 g/mi
: OasopiAHICTE MACH 103, 10 He 61abme aox ingusiyantuux Mac BiaXHatioTea | Big - 2,-,4 %m0 1,5 %
BHTAra10THCA i3 6araTof030BHX BIR cepennboi MacH Ginvute sk wa 10 %. Mpyu ubomy |
KOHTCHHEpIB KOAHA [HANBIRYILHA Maca 103 HE MAE BIAXMAATHCA
Bif cepenubol MacH Binsive sx ua 20 %
4 Uniformity of mass of delivered Not more than' two individual massés deviate from | - 2.4 %to 1.5%
doscs from multidose ¢ontainers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20.%
pH Bin2,5 n0 3,5
3 b 2.5 0 3.5
Cynposinsi gominixy He 6imine 0,5 % inauBiayansuoi fomMiwx.
; He Ginve 1,0 % cymn noMimox,
Related substances NMT 0.5 % of mdividual impurity.
NMT 1.0 % of total impurities,
FP/0020/23
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Ne n/n Hasna ananiay Cnenudixanis Pesyanraru ananizy
Sr. Ne. Test name Specification Test result
| Kinzkicne susnayesms Ambpokcony rigpoxmopuny — B 95 % o 105 % | 96,8 %
BiZl 33ABJICHOY KIIbKOCTI,
Kiucnorn Gexsolinot — sin 95 % mo 105 % sin | 99,8 %
. 3AABACHOT KIIBKOCTI,
Assay Ambroxol hydrochloride: 95 % 1o 105 % of label | 96.8 %
claim, :
Benzoic actd: 95 % to 105 % of label claim. 99.8 %
MixpoGionoriuna yncrota Jarannsa - KIABKICTE  acpobHHX  MIiKpoOpranisMis
{TAMC) - ne 6innie 102 KYOMn. < 10 KYO/mn-
JaranLya KUIBKICTh APINCUKOBMX TA INICEHEBMX Ny
rpsbis (TYMC) - ne Simse 10! KYO/ma. < 10 KYO/Mn
Bigcyrsicts Escherichia cofi B.) Ma npenaparty. Bincytas
8 Microbiotogical purity Total aerobic microbial count (TAMCQ):
NMT 10* CFU/ml, < 10 CFU/m}
Total combined yeasts/moulds count (TYMC):
| NMT 10' CFU/ml. ) < 10 CFU/m!
Escherichia coli must be absent per | mi, Absent

BHCHOBOK: / CONCLUSION:

[Hpoayxr sBroToBaeHO, YIAKOBAHO T4 IPOANANIZOBAHO TAHO 3 BHMOTaMH PEcCTPailifHOro NOCBIAYeHIY.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinac cranpapram ta sumoram GMP.

It complies with GMP standards and requirements.

Jlitlensis na supobUHRTRO NiKapehkHx 3acobin;
Licence for medieal products production:

Cepruiphcar Ne 005/2020/GMP
Certifieate No. 009/2020/GMP

Cepia AB N2 598054
Batch AB Neo. 598054

Hny miaTeepANyI0, o Bei arpobnyi cﬁ_inj‘f A el cepit rotenol npomyxnil Gyan sailicneni 8 nosnil BIANCRIMOCT! 3 BIMOraMH, IAIHANCHIMH B UwHALT
Hactarosi 3 GMP, sathepkenitt MikicTcperaoM oxopoms 3n0pos’s YKpaing, i 3 RHMOTaM: PeCCTPALIiHOTO OCHE KPaiHil IPHIHANEHHA,

[ hereby centify that al] the manufacturing stages of this batch of finished

‘Ministry 6f health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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product have been camied out in full compliance with the GMP requirements of the
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