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CERTIFICATE OF ANALYSIS

DOMOSEDAN GEL 7.6 MG/ML VET 1X3ML PL HU

Page: 1(2)

Product Number; 128659

Batch Number: 1886525

Order Number: 80044576

Date of Manufacture: 01.02.201¢

Data of Explration: 01.2022

Storage: +15.25°C

Specification: Hungary (125875) 20.06.2016

TESTS METHOD REQUIREMENTS RESULTS QLTY CTRL SITE
State 114487-2 ewven, transfucent gel even, iranslucent gel Turku
Colour 114487-2 blue blue Turku
Air bubbles 114487-2 essentially free essentially free Turku
Uniformity of dosage units 114439-3 conforms to Ph.Eur. conforms to Fh.Eur, Turku
Uniform. of dos. units, accept. val, 114439-3 nmt 15,0 05 Turku
pH 114469-1 50 -6.2 6.1 Turku
Viscosity 1144B8-2 6000 cP - 17000 cP 11000 cP Turku
Identification, detomidine, HPLC 114439-3 positive positive Turku
Ident., detomidine, UV 114439-3 positive posifive Turku
Ident., blue colour 114447-2 positive positive Turku
Related substances, individuals 114439-3 nmt 0,5 % <0,1 % Turku
Related substances, tatal 114439-3 nmt 1.0 % <01 % Turku
Assay, defomidine HCI 114439-3 95,0 % - 106,0 % 101.2% Turky

| hereby certify that all the manufacturing stages of this batch of finished product have been carried outin full compliance with the GMP requirements and with the requirements of the Marketing
Authorisation(s) of the desfination country/countries.

Electronically approved 07.03.2019 14:24:37 by adQualfied Person Satu Ahvas

Ocion Corporation

ORICN PHARMA
Onomnie 1, 02200 ESPOO
F.0 Box 65, 02101 ESPOC
Tef. +358 10 4261

Fax +358 10 426 5813

Manufactunng icense number (163 56/06.0800.042018

Volsikaw 8, 707840 KUOPIC
PO .Box 1780, 70701 KUOPIO
Tel ~358 10 426 €11

Fax +158 10 428 6444

Tengstrominkatu 8, 20360 TURKU
P.0.Box 475, 10101 TURKU

Tel +358 10 426%2

Fuox 4358 10 426 7777

Orion Corporation, Registered office and doaucile: Grisningis 1, 102200 Fspoo, Finland

Joensuunkatu 7, 24100 5400

Tal 4358 164261
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DOMOSEDAN GEL 7.6 MG/ML VET 1X3ML PL HU

Preduct Number:
Batch Number:
Order Number:

Date of Manufacture:
Data of Expiration:

Quantity:

Marketing authorlzation number:

Manufacturing site:

GMP Compllance of Manufact, site:

Quality control site:

GMP Compliance of Quality Ctrl site:

Packaging site:

GMP Compliance of Packaging site:

| hereby certify that all the manufacluring stages of this batch of finished product have been carvied out in full compliance with the GMF requirements and with the requirements of the Marketing

128659
1886525
80944576

01.02.2019
01.2022

250 PCE

25181/09/MGSZH ATI
1907/0%

Orion Corporation, Turku plant
Tengstrdminkatu 8 20360 TURKU
006065/06.08.02.00/2015

Qrion Comoration, Turku plant
Tengstrominkatu 8 20360 TURKU
006066/06.08.02.0012015

Oricn Corporalion, Turku plant
Tengstrominkatu 8 20360 TURKU
006065/06.08.02,00/2015

Authorisation(s) of the destination country/countries.

BATCH CERTIFICATE

Eleclronically approved  07.03.2019 14:24:37 by a Qualified Person Satu Ahvas

Page: 2(2)

Crion Carporation

QRION PHARMA
Orionintic 1, 02200 ESPOO
P.0 Box 65, 02101 ESPOQ
Tel +358 L0 4261

Fax 358 104263154

Manufaciuring licanss nusher 006356/06.08,00.04/201 8

Tengstrominkatu £, 20360 TURKU
P.0Box 423, 2016) TURKL

Tel +358 [0 42652

Fix =356 10 426 7377

Qkion Corporation., Registered office and domicile: Oriomintic 1, FI-G2200 Fspos, Finland,

Valttikatu B, 7700 KUOPIO
B0 Box [ 780, 20701 KUOPIQ
Tel. <358 10428611

Fax +358 10 428 6444

Joensuuniaty 7, 24 100 SALO

Tel ~358 104261
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