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CERTIFICATE OF QUALITY

‘Name of product;

ABPOII@,«_poath IS {Mransuii Ta NepopaskHOre 3acTocyBauns, 15 Mr/2 mi
_ABROLY, solution for inhalation and oral administration, 15 mg/2ml

Cuna gif:
Strength:

AmOpoxcony rigpoxnopus — 15,0 mr/2 Mn
Ambroxol hydrochloride — 15.0 mg/2 ml

| Cepist Ne / Batch No.: SAX3001 Posmip ynaxoskH / Package size: 100 mM/ml
Peectp. Ne / ALR.No.: FP/0537/23 - Tun ynaxoBkH / Pack type: sakoH i3 cxna / Glass bottle
| Posmip cepil / Batch size: 1000 murpis/liters | JlaTa surorosienns / Mfg, date: 07,2023
Kin-te ynaxosox / No. of packs: 10 000 Tepmin npupataocti/ Exp. date:  06.2025
Kpaiua / Market: UKR
Peccrpaniiive nocgiguenns No: C e :
Rogistration CertificateNo.c 2720000 Tepiaitio/valid o 15.07.2026
Ne ni/n Hasga ananisy éﬁémﬂbimuin Pe3ysibTaTH ananizy
Sr.No. | Test name o Specification | Testresult
Onuc IIposopui, 6e3baprunit aGo 3nerxa kopuymopaTuit | Bignosinae
POIYWH 13 XaPAKTEPHUM 3811AXOM
| Description. 1 Clear colourless. or slightly brownish solution with | Complics
characteristic odour
I,ﬁei-i'r*mbikauiﬂ
AMBpoKcONy riapoXIopHi Hacn yTpumyBaHHA OCHOBHOIO Mika Ha xpomaro- | Binnosinae
paMax BHIPOOOBYBAHOIC PO3YKHY 1 CTAHAAPTHOIO
PO3YHHY, OTPHUMAHUX NPH XINBKICHOMY BH3HAMCHH)
aMOpOKCONY i APOXIIOPHAY, MAIOTE CIIBIANATH.
BeH3ankoHio Xnopua Hacu yTprmysaHHA OCHOBHOrO fiika Ha Xpomaro- | BiaroBifiae
rpamax. BUNpOOOBYBAHOIO PO3YHHY | CTAHAAPTHOIO
PO3YHHY, OTPHMAHHX DpH KUILKICHOMY BM3HAUCHHI
- OCHIAIKOHIO XJIOPHAY, MAKOTh CIIIBIANATH,
’ Identification ) - _.
Ambroxol hydrochloride The retention time 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 hydrochloride.
Benzalkonium chioride The retention time of the major peak in the "éémplies-
chromatogram of test solution is corresponding to
1 that in the chromatogram of standard solution as
| obtained under Assay for Benzalkonium chloride.
pH 5065 ' Y
’ pH 5.0-6.5 _' 3.7
[Turoma ryctuma 10970-1030 1,014
4 Specific gravity 1.014
FP/0537/23 AL Crop./Page Ne: 1 3/0f 3 T'
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PesysnnTaTH auanisy

Related.sub stances

Individual unknown impurity: NMT 0.2 % w/w.

| Total impurities: NMT 2.0 % w/w.

EX Hasga ananiszy ” Ci’iéﬂlluiiq)ikaﬁiﬂ
Sr, No. Test name | ~ Specification 3 Test result
TTpo3opicTh PO3UKKY HpOSOp!CI‘b POSHMHY ‘Ma€ BHTPHMYBAaTH 110pu3~ Biznogsinae
HAHHA 3 BOHOW aBo Horo xayaMyTHiCTL Mae€ He
| NepeBHIyBaTH kanamyTHicTh etanona (1
> Clarity of solution Clarity should be same as water or its: opalesccnce- Complies
“should not be more than reference suspension
solution 01
Sa6denemmposqrmy T Pozuuu mae 6y'm .‘BQGapBJieHHH MEHII IHTEHCHBHO, Bimnosinae )
Hhx-eTasoH 06 (BY)
6 Colour of solution Solution should be less intensely colored -then Complies
reference. standard solution 06 (B9)
Ob6'eM, 10 BHTATACTHCA Cepennift 00'eM pizim—m, ONCPXAHUA 3 [0 xoB- | Binmosizae
._ TeiHepis, CTaHOBUTH He MeHie 100 mn
L Deliverable volume The average volume of liquid obtained from the | Complies
10 containers is NLT 100 ml |
QmROpIARICTL MAcH 03, IO He GinsIme ABOX ihmmi’;xyanmmi- Mac BLTXHISIOTSCH | Bifl - 1;'7 % no 1,7 %
BUTAFAIOTLCH 13 BAraTo/1030BHX i cepeanbol Macn Gimbine sk Ha 10 %, npy uboMy
KOHTEHHEPIB KOAHA IHAMBINYAIbHA MACa 03 HE Ma€ BIAXMIATHCA |
g Bil cepennboi Macu Oinbiue Ax Ha 20 % |
Uniformity of mass of delivered | NMT 2 of the individual masses deviate from the | - 1.7 % to 1.7 %
“doses from multidose containers | average mass by more than 10 % and none deviates
by more than 20 % |
I3’ a3KicTh 05 -3 0 ¢l S | l,Oc]'I
? | Viscosity 0.5-3.0 cP 1.0cP
'Omiopimﬁ‘icfs,nmimy | ) le{'i’imaﬂbﬁhéfl{ﬁéno T(AV)'_S-_LI,_M L1 ==;15'_..,O iiiii m. 1,4 o
10 Content umformlty Acceptance value (AV) < L1, where L1=15.0 1 1.4
KinbkicHe BUHAYCHES AMOPOKCONY TiAPOXJIOpUAY. | )
95,0 % — 105,0 % Big 3a9B1€HOT KIILKOCTI 99,7%
(14,25 mr/2 mn ~ 15,75 mMr/2 mn) 14,96 M1/2 M1
BeH3anKoHo XJIopHLy: | |
80 % — 110 % Bix 3asBIEHOT KMILKOCT] 1 91,6 % |
(0,32 mr/2 Mn - 0,44 Mr/2 mn) 10,3665 M1/2 Ma
L] Assay Ambroxol hydrochloride: .
95.0 % — 105.0 % of label claim 99.7%
(14.25 mg/2 ml~ 15.75 mg/2 ml) 14,96 mg/2 ml
Benzalkonium chloride:
80 % ~ 110 % of label claim 916%
(0.32 mg/2 ml - 0.44 mg/z ml) 0.3665 mg/2 ml |
”Cj'fr‘{p'oa'iﬁt‘ﬁ',uom'i‘mxm' “OnHHAYHA HEBIAOMA JIOMILLKA — HE o Ginbie
0,2 % (m/M). Hibiue piBHS BU3HAYEHHA |
12 Cyma nomimox — xe 6inbie 2,0 % (M/M). Hwxue pisns susHaveHus |
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