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ATM 3100 v05 (I'X)
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388.3 Mr/r (97.1%)
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Kinbkicne suzHatednn: Momcrasony
(ypoar
ATM 2061 vOT7 (BEPX)

0.950-1,050 mr/r (95,0-105.0 % Bin 3as81¢HOrO)

Cepenne
SHAYCHHSL:
0,983 mr/r (98,3%)

Mikpo6iojoritua uuerora
UISPNIF2023 sunyek 3
Ph. ur. 11.4 <§5.1.4>

Baraibiia KilbKicTs acpoduux Sawrepiit: ne Oinsuie 100 KYO/r

<10 KYO/r

Baraiti-ia Kbkicts rpubis: e Ginbine 10 KYO/r

<10 KYO/r

Staphylococcus aureus: sigcyriia L v

Biacyrui

Pseudomonas aeruginosa: sincytuis | r

BincyrHi

ND = e sierexronano, NQ = ue sU3HaUEHO KisbkicHo

Pestome 1HOo/I0 BIAXMIACHD Ta BUNaiKiB BUX0Ly 3a Mexi cniewndirauii (O0S)

Kistskicts Biaxuinenn/O0S N/A

Howmep siixunenns/O0S N/A

BucHonox N/A
Pesiome 111010 3MiH B npolecax

KistbKicTh 3Min N/A

Homep 3minu N/A

Bucnosok N/A

JUIst IPOBE/CHHS KOHTPOILO SKOCTI 1OTOBONO fiKkapebkoro sacofy Oyiin BUKkopUcTani BajtitoBani ananithini meroanxu. Ananis Oys
HpoBesIeuil kpatidikopanum crieniaticrom. Pesyasrar konrpono sikocti sanof cepil sianosizac sumoranm crietixaitii Bupobuuka.

Ceplio toropreto jutst puiiky Y kpainu.

Tliat s 3acBinayIo. 1o Buieskasata idopmattis ¢ gocrosipuoro i Tounoo. Jlaua cepis npoaykry 6yna Bupodiiena, BIIOHaIoNH

VIKOBKY / MAPKYBAISE T KOHTPOIL SKOCT] HA BHILC3 It BUpoSuuii Alnbini (-usx) B 110BHiH slanosigsocri 3 sBumoramu GMP,
BCTAHOBICHHMH MICUCBUM PErYASTOPHUM OPraHoM, a TakokK 3rijiHo cricundikauii, uo micTurnes B peecpaniiinomy nocke. Iportokosn
BHPOGIMILTRA, YITAKOBKH T KOHTPOIIO SKOCTI NEPErASHYTO | BCTAHOBAEHO X BIANOBIINICTL BUMOTaM GMP.

Jarra sunyeky cepii: 24.04.2024
Yiosronaxena ocoba: Kapostina
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DHLPHARM

CERTIFICATE OF Quality of Medicinal Product Batch

Product: " Elocom® Lotion 0.1 %

Dosage Form: Lotion 0.1%

Packaging:

Strength: 1 mg Mometasone Furoate in 1g
Lot No. 2403518C

Batch Quantity: 10 938 bottles

Manufacturing Date: 26 MAR 2024

Expiry Date: 03 2027

Date of Analysis: 04 APR 2024

Registration Certificate: UA/G293/03/01

Country of manufacturing: Canada
Manufacturing License No: 3-002681-A
Releasing Site:

Address of Releasing Site:

Delpharm Moniréal inc., Canada

30 mi in bottle with dropper tip; 1 bottle in a cardboard box

3535 Route Trans Canada Highway,

Delphrarm Montréal Inc.

3535 Route Trans Canada Highway
Pointe-Claire QC HIR 184 Canada
£14-426-7300

wyw.delphanm.com

Pointe-Claire, QC, Canada, HIR 184

Resiilts

Tests/Methods Specifications/Limits
Description ‘ ' ’ A
ATM 1100 v12 A colorless to off-white lotion. Complies
pH
i 25°
(sl @ © 3.5t055 4.6

<791>

USP NF 2023 Issue 3

Determination of
Net Content
In process test

. ATM 1945 v02 |

Meets the requirement for contents declared by volume
{or weight).

Complies

ldentification
ATM 3100 v05
GC

Isopropyl Alcohol:
The retention time of the sample major peak is the same as

Assay
ATM 3100 v05
GC

ATM 2061 v07
HPLC

Isopropyl Alcohol
360.0 {0 440.0 my/g
(90.0 to 110.0 % of 400.0 mg/g)
Moimetasone Furoate:

The retention time of the sample major peak is the same as
that of the retention time of the standard peak

that of the retention time of the §§gg’qq{d peak. — §

Complies
Average:
388.3 myglg
(97.1 %)

Complies

Ref.: SPC FUFA v85 and SPM FJFA v56
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Delpharm Montréal Inc.

3535 Route Trans Canada Highway
Pointe-Claire QC HIR 184 Canada
514-426-7300

www delpharm.com

PDELPHARM

Lot number: 2403518C
Tests/Methods ; Specifications/Limits Results
Assay : Mometasone Furoate: Average:
ATM 2061 vO7 | 0.950 to 1.050 mg/g 0.983 mg/g
HP 95.0 to 105.0 % of 1.000 mg/ :
LC ( 50 % g/g) (98.3 %)
Microbial Limits To:\?I Aeroblc-:r:\mor?bisl Siunt: < 10 ofulg
USPNF2023 Isste 3\ ot More Than 100 cfu/g
PhEur 11.4 <5.1.4> p ; .
Total Combined Yeasts and Molds Count: <10 cfulg
! Not More Than 10 ofu/g
: Absence of Staphylococcus atreus (1 ¢) Absent
Absence of Pseudomonas aeruginosa (1 g) Absent

ND= None detected  NQ=Not quantitated

Summary of Deviations and 008

............... Number of Deviations/00S | . N/A
- Deviation/ OOS Number | . NIA
Summary ) N/A -
Summary of Process Changes
Number of PCRs N/A
PCR Number | N/A

§unnnary NIA

The validated analytical methods have been used to analyze the finished products, Qualified analysts have
performed the analysis. The subject batch is tested and complies with all Delpharm Montréal Inc. specifications,
It has been approved for the Ukraine market,

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control has been performed at the above mentioned site
in full compliance with the GMP requirements of the Local Regulatory Authority and in accordance with the
Specifications of the Registration Dossier. The batch processing, packaging an analysis records were reviewed
and found to be in compliance with GMP.

Date of batch release: 24 APR 2024

7/

Qualified Person : Caroline Bourgeois,
Quality Assurance Specialist

Ref.: SPC FJFA v55 and SPM FJFA v56 Page 2 of 2



