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CEPTUGIKAT AKOCTI

CERTIFICATE OF QUALITY

Ha3spa npoiykry:
Name of product:

ABPOJI®, cupon, 30 Mr/5 Ma
ABROL®, syrup, 30 mg/5'ml

Registration Certificate No.:

unlimited validity

Cuna it AwmBpoxcony rinpoxopui - 30,0 Mr/5 ma
Strength: Ambroxol hydrochloride -~ 30.0 mg/5 ml
Cepist No/ Batch No.: SAE3009 Péamip ynaxonicu / Package size: 100 ma/ml
Pakon Nel i3 cxna/
Pecerp, Ne/ AR.No.: FP/0819/23 Tun ynakosxu / Pack type: Glass bottle No.1
Posmip cepii / Batch size: 1000 nitpin/liters | JaTa suroTopaenns / Mig. date: 10.2023
Kin-1b ynaxosox / No. of packs: 10000 Tepmin npuparnoceti / Exp, date:  09.2026
Kpaina / Market: UKR
Pecerpaniiine nocpiguenss No: UA/9928/02/02 TEPMIH Uil HEOOMEKECHHH

Ne ni/vt Hassa ananizy Cneundikanis PesynuraTi ananisy
Sr. No. Test name Specification Test result
Onc Bin GesBapBHOro jo 37€rka JKOBTOrO BiXTIHKY Bianosinae
1 nposop#it cuport.
Description Clear, colourless to light yellow syrup. Complies
Inenrudixariis Yack yTpHMyRasss nikis amBpokconty rinpoxiiopuny | Bianosinac
i wuenotn  GewsoifHol  Ha  XpomaTtorpamax
BUMPOGOBYRAHOTO | CTAMMAPTHOO  POIMUBIB,
OEKAHMX TIPH KLTLKICHOMY BH3HAuenHi, NOBHHHI
cniBnagaTy.
2 Identification In the Assay test, the- retention time of the peaks Complics
comesponding to  Amibroxol 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 solution.
Fycrnna Bin 1,10 rivi po 1,20 r/mn ] ‘ 1,12 oan
3 .
Density 1.10 g/ml to 1.20 g/ml 1.12 g/ml
OnuopinyicTs Macy 103, Wo He Binblie ROX IHAMBINYANBLREX Mac pinxuamoTees | Bin- 2,8 % 10 1,9 %
BHTATAIOTHCA i3 6araToNO30BHX Bii cepenHbol Macu Gimbie #x Ha 10 %. Tpu npoMy
KOHTeMHepis KOLHA [RAMBITyansHa Maca 103 He Ma€e BIAXUAXTHCA
Bia cepentrol MacH Gintbure six na 20 %
Uniformity of mass of delivered Not more than two individual masses deviate from | - 2.8 %1019 %
doses from multidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %
pH Bin 2,5 no 3,5 3,0
S| H 2.5103.5 3.0
Cynposinsi goMilukm He Ginbire 0,5 % inausigyansol KoMK, 0,118 %
He 6inbure 1,0 % cymu HOMIWOK. 0,164 %
6
Related substances NMT 0.5 % of individual impurity. 0.118 %
NMT 1.0 % of tolal impurities. 0.164 %
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Ne n/m Hasgea ananizy Creundirauis Pe3ynbTATH AHATIZY
Sr. No. Test name Specification Test result
Kinekiche Busnavenss AnMBpoxcony Tizpoxopuny — Bix 95 % no 105 % | .100,6 %

Bi/ 3agBseHol KimbKOCTI.
Kncnorn Gensoinol — Bix 95 % no 105 % nix | 98.8 %
7 329B1EHOT KINLKOCTI.
Assay Ambroxol hydrochloride: 95 % to 105 % of label | 100.6 %
claim.
Benzoic acid: 95 % to 105 % of label claim. 98.8 %
MikpoGionoriyna yuerToTa 3aranbHa  KUIBKICTs aepobHMX Mikpooprasiamin
(TAMC) - ne Ginpie 102 KYO/miL <10 KYO/Mn
3araibHa KiIBKICTH JPDKIKOBHX Ta IICEHEBHX
rpubis (TYMC) — ne Ginpiue 10 KYO/mi, <10 KYO/Mn
Bincytnicrs Escherichia coli 8 1 Mn npenapary. BincyTha
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 102 CFU/ml. < 10 CFU/m!
Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/ml. <10 CFU/ml
Escherichia coli must be absent per 1 ml. Absent

‘BUCHOBOK: / CONCLUSION:

TIpOXYKT BUIOTOBEHO, YIIAKOBAHO Ta NIPOAHANIZOBAHO 3TH/IHO 3 BHMOTaMU peecTpaIIHHOre NocBinuenns.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprudikar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Binnosinae cranpapraM Ta BumoraM GMP.
It coniplies with GMP standards-and requirements.

Jlinensin 112 BUPOGHILTBO NiKAPCLEMX 3aC00IR:
Licence for medical products production:

LluM NixTBepIKYHO, HIO BCi BUPOBHAMNI cTaaii ans iei ccpii rotopoi mposykuii Gyan anidicnesti B NOBAI BIANOBIRHOCTI 3 BUMOTAMH, SA3HANCHUMH B UMHHITE
wacTanosi 3 GMP, aarneppxenift MinicTepcTsoM 0Xopoik 320pos’a Yxpainn, i 3 BUMOramMu peecTpauiitBoro A0cLE KpaiHH NpH3HAuCIyIL.

1 hereby centify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

XiMix-aBaTiTHK /3aB. naGoparopiero BICT | Haudnuaux BKA VnosHosaxena ocoba
Analytical Chemist. [ QC Lab In-charge 7( QC Head Qualified Person
Iw'a/Name: T /e Wansary | Cuompota 2. |Craenemeeo ., fﬂ(@w{&oo/@aﬁ/
Ilinnuc/Signature: M Custe u,/ / Cores %&%&%&%‘“}2/
Hata/Date: &/17r2 % 06 {1¢]23 oro((,(,&\z) iy 0//' /,7/{; ‘
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