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CERTIFICATE OF QUALITY

Hazsa nponyery: ABPOJI®, posvun ans iBrananiii ta NEPOPANLHONO 3aCTOCYBAHH, 15 Mr/2 Mp
Name ol product: ABROL®, solution for inhalation and oral administration, 15 mgf2 ml
Crura aii: AMBpoxcony ri.upoxnopm; ~ 15,0 Mr/2 M
Strength: Ambroxoel hydrochloride — 15.0 mg/2 ml
Cepin Mo/ Batch No.: SAX5001 Posmip ynaxonun / Package size: 100 v/l
Peecrp, Mo/ AR No.: FP/0019/25 Tun yonaxorsn / Pack type: Piaxon i3 cina / Glass bottle
: § 9702
1 i : : . date: 202
Posmip cepiiy Batel size: tbnaxowin/boliles Harn purotornemn / Mfg. date:  01.2025
Kparaa / Market: URR Tepmin npwgarimoeri/ Bxp, date: 12,2027
Peeetpaniiine nocsinvetnm Ne; T .
Regisiration Certificae No.s UA/9528/04/01 TepMix 0T xo / valid to 15.07.2026
Ne n/ni Haspa ananisy Crennhikania PesynmsraTi ananizy
Sr. Na. Test name Specification Test result
Cunc Hposopnii, Geséaprunii abo snerkn kopiunsoparhit | Binmopigae
PO3vHR i3 XapakTepHIM 3amax0OM
L Description Clear colourless or slightly brownish solution with | Complies
characteristic odour
Tmewruihikamis
AMGporeony rigporxEopis Hack yTpumyBanEs oCHOBHOrO Hiia na xpomato- | Bianonipae
Ipamax PRApoGOBYBAHOTO pOSMMIY | CTaHAAPTHOTO
posumity, oTphMansx NpH kiRkkicHOMY BM3Eavens
aMOPOKCOTY MAPOXNOPUAY, MAIOTS CRIBIARATH,
Bensanxoniio xnopug YacH yTpuMmypanus ocHomMeTo mika na xpomato- | Binnosinae
rpaMax spnpoGosynanoro pozwmmy i CTaWNAPTHOIO
POSHHHY, OTPUMAHHX NpU KUIBKICHOMY BiHauenss:
Bensamconiio Xa0pHTy, MAIOTE CHBNAgATH,
5
- Tdentification
Ambroxol hydrochloride The retention lme of the major peak in the | Complies
chromatogram of test solution is corresponding to
‘that in the chromatogram of standard solution as
obtained under Assay for Ambroxol lydrochloride,
Benzalkonium ¢hloride The retention time of the major peak _ih the | Complies
chromatogram of test solution is corresponding to
that in the chromatogram of standard solution as
obtained under Assay for Benzalkonium chloride,
pH 5,0~-6,5 58
> | pu 5.0-65 538
Iuroma ryerura 0,970 — 1,030 — 1,014
4 . ) o YRPALL S
Specific gravity 0.970-1.030 \V\"*-) 1.014
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Ne n/n Haspa ananizy Creumndiranis Pesynuram ananizy
Sr. No. Test name Specification- Test result
Mposopiets poaminy [Iposopicts posunny Mac miTpmuysaTs nopis- | Bignozipac
hAanng 3 Bomoio alo foro kanamyrHicTe Mac He
NEPESBHINYBATH KanamyTHiCTS eTamona 01
3 Clarity of solution Clarity should be same as water or-its opalescence | Complies
should not be more than reference suspension
solution 01 :
3abapslenus pozunny Pozumy mae ByTit safapnacnid Menm inTeHcHRHO, | Binmoninae
ubk etanon 06 (B9)
8 Colour of solution Solution Should be less intensely colored than Complies
reference standard solution 06 (BY)
Ob'enr, Mo BATATALTRCH Cepennili of'eM pimmu, onepxammit 3 10 kon- ‘Bignoninae,
TeHHepis, cTAHOBHTS He MeHmre, 100 M
L Deliverable volume ‘The average volume of lquid obtained from the Complies
10 containers is NLT 100 m]
Onnopinnicts Mack 103, wo He Ginkte BoxX iumninyansumx Mac ninxunmorses Bin - 0,6 % 1o 0,6 %
BHTAraI0TEeA i3 Garatofosonux Bl cepeuBoT Mack Binmine Ak ua 10 %, IpA mhoMy
KORTeitnepin KOLBA IHIHBIAYANLHE MACT 103 HE MAE BIEXHITICE
8 nift cepeAnsol MacH Giibime 1K 1a 20 %
Uniformity of mass of delivered NMT 2 of the individual masses deviate from the | - 0.6%100.6%
doses from multidose containers average mass by more than 10 % and none deviates
by more than 20 %
B'azkicTs 0,5-3,0cil 1.0 ¢l
2 Viscosity 0.5-3.0¢P 1.0 cP
Onsnopianien, evicty [Ipuitmanzie uneno (AV) < L1, ge LI = 15,0 1,2
10 Content uniformity Acceptance value (AV) < L1, where L1=15.0 12
Kinsxicue susnauenus Anbpoxcony rinpoxnopmy:
95,0 % -105,0 % &in 3aspnenot xinsxocri 100,2 %
(14,25 MI/2 put — 15,75 mr/2 M) 15,03 mr/2 wn
Bensam:onio xnopupy:
80 % — 110 % pin 3anznenof Kinskoeri 89,6 %
(0,32 Mr/2 ntn — 0,44 mr/2 M) 0,3584 mr/2 M
i Assay Ambroxel hydrochloride:
95.0 %~ 105.0 % of label elaim ) 100.2 %
(14.25 mg/2 ml - 15.75 mg/2 mi) 15.03 mg/2 m}
Benzalkonium chioride:
80 % — 110 % of label claim 89.6%
(0.32 mg/2 ml - 0.44 mp/2 ml) 0.3584 mg/2 mi
Cynpozinsi momimes Omunmuna tiepinoma momitexa — me Ginpme
0,2 % (m/m). Huse pinns pranavenng
12 Cyma nomimok — se 6insive 2,0 % (a/n). Huzve pinus npzpaucHya
Related substances Individual unknown impurity: NMT 0.2 % why. BDL
et ] ofal impurities: T 2.0 % wiw. BDL
///,- S :-?\T impurities: NM Yo Wiw
P
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Ne nifyy I3a3pa ananizy Cremndicauis PesyneTaTn ananisy
Sr, No. Test name Specification Test resnlt
MixpoGionoriyna uierora 3aramme umeno  aepoGumx MIKDOOPTanidMiB
(TAMC) — ne 6insine 102 KV O/, <10 K¥O/ma
3aranske uneno apixaxonux i nmicenenm: TpuGin
{TYMC) — ne Gimmire 10! KV O/, < 10 KYOfan
Bincyruicts Escherichia cofin 1 my npenapary. Bigoyras
Bigeyrnicrs Staphplococeus Aurens v 1 wn npe- | Bincyris
mapary.
Bincyruicrs Pseudomonas . Aeruginosa 8 1. mn Bincyrhn
openapary.

Bincytnicts enmepobaxmepiii ma i gpan- | Bincyras

2 nezamuginr baxniepiii B 1 Mt npenapary.
Microbiological purity “Total aerobic microhial count (TAMC):

NMT 10 CFU/ml, <10 CFU/ml
Total combined yeasts/moulds count (TYMC):

NMT 10' CFUnl. | <10 CFU/mt
Escherizhia coli: absent/ml, Absent
Staphylococeus Aureus: absent/ml, Absent
Psendomonas Aeruginosa: absent/m, Absent
Bile-tolerant Gram-negative bacteria: absent/ml, Absent

BHCHOBOX: / CONCLUSION:

X7 oLMEbADY
IponyxT BUrOTOBAEHD, YiakoDaHo Ta npoananjzosaso arinyo 3 BMMoraMi peecTpalifHoro nocnienHs, " J1Hy '
The product is manufaciured, packed and analyzed as per requirements of Registration Certificate, m:;gﬂz"ggg:g?m
Binnoninae cranmapranm Ta BHMoray GNP, Cepradinar Ne 080/2023/GP 40k

It complies with GMP standards arid requirements, Certificate No. 080/2023/GMP

Jlivensia na pupoBuiurso Rixaposiatx sacoGin: Cepis AB Ni 598054

Licence for medical producis production: : Batch AB-No, 598054

Llum nimwepmiyo, mo nei DupoGIIMI cTani Ans uiel eepit rotonod npoaykitii Gy anificieni » noanin hignoninoet 3 suMoraAny, SasLweHIMH b RHTET
necranosi 3 GMP, suanepmreniii Minicreperaon oxcpoun 3n0pos’s Yrpaiiy, 1 3 punoras PLECIPAUHINOIO A0CHE KpaTHY Hpinauei,

I hereby certify that all the manufacturing stages of this buteh of finished product hove been carried out in full compliance wilh the GMP requirements of the
Ministry of health of Ukeathe and with th Eiigi{ﬁzimé { the Marketing Authorisation file of the destinalion covndry.
s

Nimix-ananiteg (3aB. naGopatopieo BICT | Hawanssax BIT Ynopxopaxenn ocoda
Analytical Chemist 1 QC Lab In-charge QC Head Qualified Person
» 5 3 o : ™
D’s/Name: mquO (:;ruw.fa.@;_mac: NED ?Cl&\'ﬂl \CMMBI’L /g?&t(ju_a 6)Q <for J31e
f (] ~t
Hirnuc/Signature: Jlrw;ﬁ, e (?I,_u ' }ﬂ}‘\w O<‘ —
Hara/Date: Ay /C»f/ o5 (,3;’(1.';;;[{,3‘ o‘f{-l b ' QL L Yot 25
T 4
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