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CEPTH®DIKAT AKOCT] .
CERTIFICATE OF QUALITY

Ha3sea npoayxry:
Name of product:

ABPOJI®, po3uns jutst IArangiiif Ta IepopansHOroe 3acTocysanHs, 15 Mr/2 ma
ABROLS, solution for inhalation and oral administration, 15 mg/2 ml

Cuana gif

AwnGpokcony rinpoxxopun— 15,0 Mr/2 mn

Registration Certificate No.:

Strength; Ambroxol hydrochloride — 15.0 mg/2 ml

Cepist Ne/ Batch No.: SAX3002 Poamip ynaxosku / Package size: 100 mn/ml

Peccrp. Ne/ AR.No.: FP/0342/23 Tun ynaxosxn / Pack type: ®raxon i3 cwna / Glass bottle
Poamip cepil / Batch size: 1000 nirpis/liters | Jaxa purorosnenns / Mfg. date:  07.2023

Kin-1s ynakosox / No. of packs: 10 000 Tepmin npugarnocti/ Exp, date:  06.2025

Kpaina / Market: UKR

Peccrpaniiiiie noeniguernis No: 4 999¢/04/0) Tepmis i 10/ valid to 15.07.2026

Nen/n Ha3ea ananisy Crenndiranis Pe3yinTaTH aHamizy
Sr. No. Test name Specification Test result
Onuc posopui, Geabapsrull abo snerka kopuamiosatii | Bixnosinae
PO3YMH i3 XaPaKTEPHHAM 3a0aX0M
Description Clear colourless or slightly brownish solution with | Complies
characteristic odour
InenTudixanis
AMBpoKcony Tiapoxnopna, Uach yTpHMyBdMH OCHOBHOIO mHika Ha Xpomaro- | Biaposinae
rpaMax BUIIpoGOBYBAHOIO POJUMHY | CTAHIAPTHOTO
PO3uKHYy, OTPHMAHUX. NPH KUIBKICHOMY BH3HAYCHMI
aMBpOKCOIly IUPOXIIOPUAY, MaKOTh CIBIAAATH.
BeH3ankoHiio XIo0pui Uacu yTpUMyBasHS OCHOBHOTO Nika Ha Xxpomaro- | Bimnoeinae
rpamax BUnpoGOBYBAHOrO pPO3UMAY 1 CTARNAPTHOIO
pO3uMHY, OTPHMAHHX YU KUIBKICHOMY Bu3HaMenni
GeH3ANKOHIO XIOPHIY, MatOTh CIBIALATH.
2 . .
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 chloride 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 Benzalkonium chloride.
pH 5,0-~6,5 5,7
3 pH 50~6.5 57
TTuroMa rycTHHa 0,970 -1,030 1,013
4 . .
Specific gravity 0.970 - 1.030 1.013
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Ne n/n Haspa apanisy Cremndirxanin Pe3yaLTaTa anamizy
Sr. No. Test name Specification Test result
Tpo3zopicTs pO3YUHY TIpo3opicTs po3uMHY Mae BHTpHMyBaTH ropis- | Binnosinae
HANRA 3 BONOIO 460 HOro xayamytHicTs Mae: He
TepEBHILYBATH KajaMyTHICTh eTanona 01
’ Clarity of solution Clarity should be same as water or its opalescence | Complies
should not be more than reference suspension
solution 01
3abapBsicHHS POUHHY Po3unn mae 6yTr 3alapnenuii Menm iHTesHcHBHO, | Bianosinae
nix etaton 06 (B9)
6 Colour of solution Solution should be less intensely colored than | Complies
reference standard solution 06 (B9)
O6'eM, IO BATATAETHCS Cepenniit 66'em pimnun, opepxannii 3 10 kon- | Binnosinae
TeHHepiB, CTaHOBUTS ne Merute 100 M
7 Deliverable volume The average volume of liquid obtained from the | Complies
10 containers is NLT 100 ml
OnHopianicth MacK 103, e _He Ginswe Aox inAMBiLyaNsHUX Mac pimxunsorses | Bin- 1,8 % 10 1,9 %
BHTATAIOTHCH 13 BaraToNo30BKX Bin cepempbol Macy Ginbe sk va 10 %, mpu Lpomy
kouTeHnepin HONHA 1HAUBITyansHa Maca 103 HE MAE BiIXHIATACA
8 BiI cepenHbol Mac 6inplue sk Ha 20 %
Uniformity of mass of delivered NMT 2 of the individual masses deviate from the | - 1.8 % t0 1.9 %
doses from multidose containers | average mass by more than 10 % and none deviates
by more than 20 %
"B’askicTs 0,5-3,0cll 1,0 ¢l1
? Viscosity 0.5-3.0cP 1.0¢P
OunnxopinnicTs BMicTy Hpunivansre yneno (AV) < L1, ne L1 =150 1,5
10 Content uniformity Acceptance value (AV) S L1, where L1=15.0 1.5
Kinsxicne BUsHauen s AmGpoxcony rippoxnopuny:
95,0 % —~105,0 % sin sasBieHof KinkkocTi 99,6 %
(14,25 mr/2 mi1 — 15,75 mr/2 mn) 14,94 M1/2 Ma
Bensanxoniio xaopumy:-
80 % — 110 % bix sasBrenOl KiTLKOCT 89,8 %
(0,32 mr/2 Mt ~ 0,44 mMr/2 ma)y 0,3593 Mr/2 Ma
1 Assay Anibroxol hydrochloride:
95.0 % — 105.0 % of label claim 99.6 %
(14.25 mg/2 ml - 15.75 mg/2 ml) 14.94 mg/2 ml
Benzalkonium chloride:
80 % - 110 %.of label claim 89.8 %
(0.32 mg/2 ml - 0.44 mg/2 ml) 0.3593 mg/2 ml
Cynposinsi momimku OxmHngHa AesixoMa foMilnka — He Ginbule
0,2 % (m/m). Huxue piBHS BU3HAYEHHS
12 CyMa poMimox — He Ginviue 2,0 % (M/M). Hixue piBHT BU3HANEHHA
Related substances Individual unknown impurity: NMT 0.2 % w/w. BDL
Total impurities: NMT 2.0 % w/w. BDL
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Ner/m Haspa ananisy Creundiranis PesyanTaTn ananisy
Sr. No. Test name Specification Test result
MikpoGiosoriuna gucrora 3aranyHe  YHCAO  AepOGHHX  MIKpoopramisMim
(TAMC) ~ He Ginsuie 102 KVO/mu. <10 XYO/mn
SaranbHe YACNo apixakosux 1 wiicenesnx rpubis
(TYMC) — ne Ginsie 10" KYO/mm. <10 KYO/mn
Bincyruicts Escherichia coli 8 1 MI npenapary. Bincytua
Bincyrnictsy Staphylococeus Aureus -1 mn mpe- | Bincyrns
napary.
Bincyruicts Pseudomonas Aeruginose 8 1 mn | Bincyrsa
npernapary.

BincyTHicTs enmepobaxmepiti ma inwux epav- | Bincyrhs

13 sezamueHux 6axmepitt B 1 M1 IpeTiapary.
Microbiological purity Total aerobic microbial count (TAMC):

‘ NMT 102 CFU/ml. <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/ml. <10 CFU/ml
Escherichia coli: absent/ml. Absent
Staphylococcus Aureus: absent/ml. Absent
Pseudomonas Aeriiginosa: absent/ml. Absent
Bile-tolerant Gram-negative bacteria: absent/ml. Absent

BUCHOBOK: / CONCLUSION:

TIpoNyKT BUrOTOBIEHO, YIAKOBARO Ta MPOAHATI30BAHO 3ri/IH0 3 BUMOraMu peecTpauiliHoro nocsifyeHns.
The product is marufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranpapraM ta BuMoram GMP, Ceprudixar Ne 009/2020/GMP
Tt complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jiuensis na BupoBHEUTBO NiKapchkux 3acobis: Cepis AB Ne 598054

Licence for medical products production: Batch AB No. 598054

11MM BiATBCPILKYIO, 10 Bei BUpoCHUYL cTagii Ans Hi€l copii rotosoi nposykuil Gy sailicueni b tosnik BIANOBIHOCTI 3 BHMOraMs, 3u3HAUCHIMM B MK
actanoni 3 GMP, sarsepmxenin Minicrepcraom 0XopoH 31opos™st YKpaiss, § 3 BAMOFaMH PeecTpaLLiifitoro A0CKE KpaiiH NpHIHAICIIS,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full comphiance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country,

Ximik-ananiTik 3as. naGoparopieio BKS | Havansuux BKA VnosHoBaxeHa ocoba
Analytical Chemist 1 QC Lab In-charge QC Head Qualified Person
IM's/Name: iy - B / % |
' fopstisana 72, | Spriotones 0. PC ¢ Qo \gumo'lm 6%?2%¢0'é'f(7ﬂ /s
Mianuc/Signature: i i/'(:wﬁ; - ( \ %@é@ﬁe@cw&’fﬁ’w’
. s . . Ny
Aara/Date: (7 /o2 ?3 ?lepfey 13wl il
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