Q-ﬂ-oz CERTIFICATE OF ANALYSIS

ANTISEDAN 5MG/ML VET INJ 10ML HUEN

Page: 1(4)

Product Number: 133981 \
Batch Number: 1801780
Order Number: 80824835
Date of Manufacture: 17.08.2017 \
Date of Expiration: 08.2020
Storage: +15..25°C
Specification: Hungary (108652) 20.03.2017
TESTS METHOD REQUIREMENTS RESULTS QLTY CTRL SITE
Colour of solution 100494-2 colourless colourless Espoo
Average volume in confainer 100229-2 nit 10,0 mi 10,5 ml Espoo
Volume in conl. 100229-2 10,0mi- 11,0 ml 10,5 mi Espoo
Partic.matter, presence of visib. parlic 100473-2 practically no particles practically no particles Espoa
Clarity of solution 100493-2 clear clear Espoo
pH 100432-2 40 -60 44 Espoo
ident., atipamezate HCI, HPLC 100643-3 positive positive Espoo
ident., methyl parahydroxybenzoate, HPLC 100643-3 positive positive Espoo
Assay, atipamezole HCI 100643-3 4,75 mg/ml - 5,25 mg/m} 5,05 mg/ml Espoo
Assay, methyl parahydroxybanzoate 100843-3 0,90 mg/ml - 1,10 mg/ml 1,01 mg/ml Espoo
Related substances 100643-3 amt 1,0% «<0,1 % Espoo
Test for sterility 113205-1 sterile sterile Espoo
Baclerial endotoxins 100850-2 nmt 10 EU/ml nmt 10 EU/mi Espoo

Orion Corpornution Manulacturing licenie number 0028710608 00.04/2015
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Qﬂ-oz

ANTISEDAN 5MG/ML VET INJ 10ML HUEN

CERTIFICATE OF ANALYSIS

Page: 2{4)

Praduct Number: 133981

Batch Number: 1801780

Order Number: 80824835

TESTS METHOD REQUIREMENTS RESULTS QLTY CTRL SITE

The batch has been manufactured, including packaging and quality control, in accordance with the requirements of the Marketing Authorisation and in compliance with current Good Manufacturing

Practices. The batch complies with the agreed specification and has been releasad for dispatch, sale and marketing by a Qualified Person.

Electronically approved 02.11.2017 14:14:00 by a Qualified Person Katri Salonen

Orion Corporation Manulacturiog license number 00287 1/06.08.00.04201 8
OQRION PHARMA

Orionintic {, 02200 ESPOO Tengstrominkan 8. 20360 TURKU

P.O.Box 65, 02101 ESPOO P.O Box 425, 20101 TURKU

Tel. +358 10 4261 Tel +358 1042602

Fax +358 10 426 1815 Fax )58 10426 2777

Ornivn Corporatan. Repisivand office a0d domicile: Crionintie 3. 1102200 Expon, Fintand.

Volttikaw 3. 70700 KUCPIO
P.O.Box 1780, 70701 KUOPIO
To. #3358 10428611

Fax +358 10428 (444

Joensuunkaty 7, 28100 SALO

Feb +338 104261



Qn_oz BATCH CERTIFICATE

ANTISEDAN SMG/ML VET INJ 10ML HUEN

Product Number: 133981
Batch Number: 1801780
Qrder Number: 80824835
Date of Manufacture: 17.08.2017
Date of Expiration: 08.2020
Quantity: 797 PCE

Marketing authorization number: NP/NV/0019/001
UP/I-322-05/13-01/856
V/NRP/02/1452, 3286/1/13, 1452
LT/2/0211417/001, 140014
0022-1920-04.01.2013, 323-01-00026-14-001

Manufacturing site: Orion Corporation, Espoo plant
Orionintie 1 F1-02200 ESPOO
GMP Compiiance of Manufact. site: 005703/06.08.02.00/2015

Quality control site: Orion Corporation, Espoo plant
Orionintie 1 FI-02200 ESPOO
GMP Compliance of Quatity Ctrl site: 005703/06.08.02.00/2015

Packaging site: Orion Corporation, Espoo plant
Orionintie 1 FI-02200 ESPOO
GMP Compliiance of Packeaging site: 005703/06.08.02.00/2015

Page: 3{(4)

Orinn Comporation Manufacturing license numher 00287 1206.08.0L04.201 5

ORION PHARMA

Orionintie §. 02200 ESPOO Tengsiriminkate 8. 20360 TURKU YulRikat 8. 20700 KUOPK)
P.0O.Bux 65. 02101 ESPOO P.0.Bux 425, 20101 TURKY P.0.Box 1780, 70701 KUOPIO
Fel. +358 10 4261 Tk +358 10 42692 Tel. +358 10 428 611

Fax +}358 1D 426 3315 Fax +338 10426 7777 Fax 458 [0 128 6444

O Corp i d alfige xnld le: Orionitic 1. F1-02 200 Espoo. Finland,

Joersuunkatu 7. 24100 SALO

Tol +358 10 426}



RION

ANTISEDAN 5MG/ML VET INJ 10ML HUEN

Product Number: 133981
Batch Number: 1801780
Order Numbet: 80824835

The batch has been manufactured, including packaging and quality control, in accordance with the requirements of the Marketing Authorisation and in compliance with current Good Manufacturing

BATCH CERTIFICATE

Practices. The batch complies with the agreed specification and has been released for dispaich, sale and marketing by a Qualified Person.

Electronically approved 02.11.2017 14:14:00 by a Qualified Person Katri Salonen

Page: 4(4)

Qricn Corparation Manlaciuring Jicense number ON2871/06.08.00.04/2015
ORION PHARMA

Orioniniic 1. 02200 ESPOO Tenpuriiminkatu §, 20360 TURKUY

P.0.Box 65, 02101 ESPOO P.0.B0x 425, 10101 TURKUL

Tel. +358 104261 Tl +35R8 1042692

Fax +358 10 426 3815 Fax +358 10426 7777

Orion Compuralin. Reyistered office and domicike: Oriomntic 1, F-02200 Expw, Finland.

Volnikatu B. 70700 KUOPIO
P.0O.Box 1780, 70701 KUOPIO
Tol. +358 10 428 611

Fax +358 10428 6444

Joemwunkaw 7. 19100 SALO

Tel #1358 101261
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ACHIEVE MORE TOGETHER
CERTIFICATE OF ANALYSIS
- o R L o Page 112
i FINISHED PRODUCT ]
Product name : AURIZON GTT FL 10ML HU RO Analytical code : 442996
Ve
L : 1201
Pharmaceutical form :  Ctic Solutions Manufacturing date : 08/0172013
Batch number 8COO90E Expiration date : 08/01/2020 /
TESTS | | SPECIFICATIONS [ mesueTs ]
Characteristics of solution } Homogeneous suspension | Pess . .
Color of suspension Beige lo yeliow Pass '
Resuspendabifity Pass Pass _ e
. Exiractoble volume . 2=100<=11.0ml e[ 102m .
Relative density >= 0,960 <= 0.980 0.573
Particles size
ds50 <= 10 pm 3um
, uea | <=25pn 5pm
Marbofloxacin 2ssay |
Marbofloxacin identity Pass Pass
Marbofloxacin content o >= (,2850 <= 0.3150 %wiv 0.2938 % wiv L
Marbofloxacine impurities
Ro42-0253 <= 0.5 %area 0.0 % area
Ro47-3012 <= 0.5 %area 0.1 % area
Each unknown impurity <= (.1 %area <0.1% area
. Totalunknown impurtties <=05%area <0.1%area
Dexamethasone acetate assay
Dexamsthasons ocetate identity Pass Pass
. . Dexamethasons acetate content ... | 3=0.0850 <= 0.1050 %wiv | 09017 % wiv
Dexamethasone aceiste impurities
Total unknown impurities <= 1.5 %ares 0.1 % ares
Dexamethasone alcohol <= 1.0 %area 0.2 % area
Each unknown impurity SO =10%rea _| 01 %area —

I hereby certify that this lot is manufactured, packed and labeiled under conditions as stated in the current European Union rules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements laid down in

the marketing authorisation.

| Released by Qualified Person :
;'Date: 09 HARS 2018
! ACCEPTE

Decision :

S

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

tMagny-Vernois | B.P.189 1 70204 Lure Cedex {France) | TEL. - +33 [0} 384 62 55 55-FAX : +33[0) 3 84 62 5556
VETOOUINDL 5.4, 3¢ Capital de 29.704 755 €  SIRET 676 250 111 00DV71 RCS VESGUL GRAY B 676 250 111
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ACHIEVE MORE TOGETHER
CERTIFICATE OF ANALYSIS

i ' FINISHED PRODUCT o I
Product uame : AURIZON GTT FL 10ML KU RO Analytical code : 442996

_Pharmaceatical form :  Otic Solutions Mamafaciting dute: 08012018

- Batch number : 8CO090E Expiration date ; 09/01/2020
[rests __ [ SPECIFICATIONS | RESULTS o
Clatrimazale assay }
Clotrimazois identity , Pass : Pass
. Clotrimazole content ; >=0.850 <= 1.050 %wiv 0.971 % wiv
. Clotrimazole Impurities
2-chlorophenyldiphenylmethanol . 1 =0.5%area e .| 02%area R
- Propyi gallate assay |
Propy! gallate identity | Pass | Pass
__Propyl galiale content o 1 >%00900<=0.1100 %wh ' 0.0974 % wiv e
* Tota! aerobic microbal count (TAMC) { <= 100 clu/ml { <10 clumi
| Toslyeastsandmouldcount (TYMC)  |<=10chmi _lswodwm
Staphylococcus aureus i No growth | Pass
Pseudomonas aeruginosa No growth | Pass

[ hereby certify that this lot is manufactured, packed and labelled under conditions as stated in the current European Union rules for Good
Manuofacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements laid down in
the marketing authorisation,

-Released by“Quuliﬁt.'.d.!-’mm; : - Mui-;Gn_MidD_TE;SIER i
| Dute : 09 MMS 2018 '
. Decision: ACCEPTE

.
LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernois | B P.189 | 70204 Lure Cedex (France] I TEL. : +33 [0) 384 62 55 55 - FAX : +33|0) 3 84 62 55 56
VETOOUINOL S & 2u Capital de 29.704.755 € 1 SIREV 674 250 111 08017t RCS VESQUL GRAY B 676 250 11




vetoquinoL

ACHIEVE MORE TOGETHER

CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO /
BATCH CERTIFICATE FOR MEDICINAL PRODUCT

Name, strength/potency, dosage form Sedalin 35 mg/m| Oral Gel
Package size 10 mi i
Batch number of the finished product 7E3155W
| Name of the destination country / countries
of the batch Hungary

Treéé oswiadczenia / Certification statement

Niniejszym certyfikujg, Ze wszystkie etapy wytwarzania koricowego produktu leczniczego
zostaly przeprowadzone w pelnej zgodnosci z wymaganiami Dobrej Praktyki
Wytwarzania oraz wymaganiami pozwolenia (pozwoleri) i dokumentacji dotyczacej
wprowadzania do obrotu produktu leczniczego docelowego kraju przeznaczenia, jezeli
produkt leczniczy jest przeznaczony na rynek Unii Europejskie;.

| hereby certify that all the manufacturing stages of this batch of finished product have
been carried out in full compliance with the GMP requirements of the EU and [when
within the EU] with the requirements of the Marketing Authorisation(s) of the destination

country/countries.

Name of the Qualified Person certifying the
batch

Mariola Kiszewska

Signature of Qualified Person certifying the
batch

I

Date of signature

208 -04- 12

Vélequinol Biowst Sp, 7 0.0,
Acres: ul. Kos. Gdynehkich 13-14,
tel +48/95/ 778 55 00 : 05,
Caial Logistyk Sprzedady
tancuch Costaw

e-mail: info.pi®vetoquinol.com
539 Rejonowy w Zielonej Goérze Vill Wydzial Gospedasczy KRS o numerze 0000064725

PL- 66-400 GORZOW WLKP
fax 148795/ 73590 43
tel/ax +48795/ 726 55 37
tel./fax «4B/95/ 728 65 50
www.veloquinel,pt

Konto: Bark BGZ BNP Panicas SA.
EUR  PL72 1500 1064 0004 G507 260 2021 SWIFT SPABFLPK /
VR 9057 1600 1084 0004 0507 5260 2022 SWIFT: PRABPLPK

CHF  PL25 34600 1084 0004 OS07 5260 2023 SWIFT: PPARFLRK
PL37 1500 184 DOD4 3507 6260 2001 PLN
REGON 210827414 NiP 599-01-08-560

Wysokot€ hapitalu zakladowege 3.506.000 2t __,-/
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* ACHIEVE MORE TOGETHER
Page 1/2
FINISHED PRODUCT
Product name : SEDALIN GEL 10ML HU Manufacturing date : ~ 13/14/2017
Batch number : 7E3155W Expiration date : 1271112020
TESTS B SPECIFICATIONS RESULTS o
Appearance Homogensous,yellow-orange, transparent gel Pass
Odour Woeak scant of acetic acid Pass
Contents in unit container
For container 10mi >z 10.8<=116g 11.2g
pH |>=5.0<=6.0 54
Relative density | 5= 1,026 <= 1.045 g/ml 1.036 g/ml
Delivered volume [>=10mi 11 ml
Uniformity of mass of deliverad doses Complies Pass
i.
Viscosity (25°C, 7.5 per second) | >= 10000 <= 20000 mPa.s 12444 mPas
ldentification [
Acepromazine Confirm with RT Pass
Mathyl parahydroxybenzoate Confirm with RT Pass
Propyl parahydroxybenzoate | Confirm with RT Pass
Assay l
Acapromazine |>= 95 <= 105 % dedlaration 101 % declaration
Acepromazine | »= 3,22 <= 3.50 % wiw 3.42 % wiw
Methyl parahydroxybenzoate | >= 95 <= 105 % dedaration 100 % declaration
Methyl parahydroxybenzoate [>= 0,061 <= 0.067 % wiw 0.063 % wiw
Propyl parahydroxybenzoate [>= 95 <= 105 % declaration | 105 % deciaration
Propyl parahydroxybenzoate | »= 0,033 <= 0.037 % wiw 0.035 % wiw

This document has been produced electronically and is valid without a signature.

Vétoquinol Biowet Sp. z 0.0.
Adres: ul. Kos. Gdytiskich 13-14,

Tel. +48/95/728 55 @0 =1,
fax +48/95/728 55 00

PL- 66-400 GORZOW WLKP
e-mail: infollvetoguinol.com

www.vetoquinol.pl
NIP 599-01-08-550

Sad Rejonowy w Zielonej Gorze VIl wydziat Gospodarczy KRS o numerze 0000064225 Wysokos¢ kapitatu zaktadowego 3.500.000 Zt
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ACHIEVE MORE TOGETHER
CERTIFICATE OF ANALYSIS
Page 2/2
FINISHED PRODUCT
Product name : SEDALIN GEL 10ML HU Manufacturing date :  13/1172017
Batch number :  7E3155W Expiration date : 12/11/2020
TESTS |SPECIFICATIONS | RESULTS -
Purity (% ref to acepromazine)
2-Acstylphencthiazine <= 05% Not detected
Acepromazine-oxide <=1.0% 01 %
Unknown individual |<=05% 0.1 %
Unknown total [<=1.0% 0.1 %
TAMC | <= 100 cluig <1 cfulg ]
N :'
TYMC | <= 10 cfuig <1 cfulg
Escherichia cofi in 1g | Absence Pass

I hereby certify that this lot is manufactured, packed and Jabelled under conditions as stated in current European Union eules for Good
Manufacturing Practice, for medicinal products for veterinary use, and the finish product in all aspects meets marketing autherization requirements.

Approved by QC: Przemyslaw KOWALSK! Released by Qualified Person:  Mariola KISZEWSKA
Date : 04/04/2018 15:48:26 | Date: 12/0472018 11:12:03
' Decision : FULL RELEASE

Not tested - According 10 the requirements of the marketing authorization the parameter is not tested routinely,
Interpretation of the results of microbiological examination of non sterile products according 1o suitable Pharmacopoeia.
This document has been produced electronically and is valid without a signature.

Vétoquinol Biowet Sp. 2 o.0. PL- 66-400 GORZOW WLKP
Adres: ul. Kos. Gdyriskich 13-14, e-mail; infoBvetoquinot.com
Tel. +48/95/728 55 00 +1, www.vetoguinol.pl

fax +48/95/728 55 BF NIP 599-01-08-560

Sad Rejonowy w Zielonej Gorze Vill wydziat Gospodarczy KRS o numerze JD00064225 Wysokodéc kapitatu zaktadowege 3.500.000 Zt
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ACHIEVE MORE TOGETHER
Page 172
- FINISHED PRODUCT - o
Product name : CLAVASEPTIN 50 10 CY HU RO . Analytical code ; 426052 /7 i
: Manufactaring date : 11172017
Pharmaceutical form : Not Coated Tablets ! & 20 /
Bateh number : 7C3210X / Expiration date : 211172019
SIS | SPECIFICATIONS e RESULTS
Characterigtics of tablets " Oblong, off-white to brownish sprinkled, scored : Pass ;
Length ) >=9.8 <= 10.2mm » 101mm 7 o
Average weight and uniformity of weight )
© Average mass i >=00.4 <= 100.0 mg 96.6 mg
Uniformity of mass Complies with Eur. Ph. 2.9.5. B [ Pass
' Resistance to crushing >=30N 43N
! i i
Disintegration test <= 15 min _ " <3 min :
" Equilibrium retative humidity <= 15% [10%
 Amoxicilln dissolution rate £ Q=85% within 30 min 90 %
Amoxicitin dissolution compliance Complies with EP 2.8.3. ) , Pass
Clavulanic ac dissalution rate  Q=80% within 30 min 103% '
Clavulanic ac dissolution compliance Complies with EP 2.9.3. Pass
Amonicillin and ciavutanic acid identity (HPLC) ’
Amoxicillin UV spectrum Positive i Pass
Amoxicilin retention time Positive Pass
Clavulanic acid UV spectrum . Positive Pass
Clavulanic acid retention time Positive Pass
i Amoxicillin and clavulanic acid assay ;
Amoxicilin content - >= 38.00 <= 42.00 mg/tablet : 40.12 mghab.
Clavularic acid content ,>=9.78 <= 10.82 mgtablet | 10.33 mghab.

This documnent has been produced electronically and is valid without a signature.

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernois } B.P.189 | 70204 Lure Cedex [France] ITEL. : +33 [0) 384 62 55 55 - FAX : +33 [0) 3 84 62 55 56
VETORUINOL S.A. au Capital da 29.704.755 € [SIRET 476 250 111 000174RCS VESOUL GRAY B 676 250 111
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ACHIEVE MORE TOGETHER
CERTIFICATE OF ANALYSIS
Page 2/2
T ~ FINISHED PRODUCT .
Product name : CLAVASEFTIN 50 10 CY HU RO . Analytical code : 426052
Pharmaceutical form : Not Coated Tablets Manufscturing date : Siiiiots
Batch number : 7C3218X Explration date : 21/11/2019
TESTS " SPECIFICATIONS RESULTS T
" Amoxicilin purity (HPLC) . ) N S

Imp.A <= 1.0 %wiw <03 % wiw

imp.B <= 1.0 %wiw <0.3 % wiw

Imp.C <= 1.0 %w/w <0.3 % wiw

Imp.D <= 1.0 %w/w 0.3 % wiw

Imp.E <= 1.0 %wiw 0.3 % wiw

lmp.F <= 1.0 %wiw 0.4 % wiw

Imp.G <= 1.0 %wiw 0.5 % wiw

ImpK = 1.0 Sowhw | <0.3 % wiw

Any unidentified degradation product <= 1.0 %owiw | <0.3% wiw

Total unidentified degradation preducts <= 2.0 %owiw . <0.3 % wiw

Total degradation products ’ <= 3.0 %wiw o o 0.9 % wiw 3 » R
Clavulanic acid impurities (HPLC) ‘ '

Any unspecified degradation product <= 1.0 %area : 0.4 % area

Total degradation products j <= 2,0 %area - : 0.4 % area

I hereby certify that this lot is manufactured, packed and labetled under conditions as stated in the current European Union rules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements laid down in
the marketing authorisation.

" Released by Qukaliﬁed Petson : - ""Brian LOYON !
Date : 01/06/2018 12:42:20
Decision : FULL RELEASE

This document has been produced electronically and is valid without a signature.

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernois | B.P.18% 1 70204 Lure Cedex [France] | TEL. - +33 [0) 384 62 55 55 - FAX : +33 [0) 3 84 42 55 56
VETOQUINOL S.A. au Capital de 29.704.755 € 1 SIRET 674 250 111 00017 RCS VESOUL GRAY B 676 250 111
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ACHIEVE MORE TOGETHER

CERTIFICATE OF ANALYSIS
Page 172
[ FINISHED PRODUCT -~ 1
! Product name : CLAVASEPTIN 50 10 CY HU RO | Amalytical code : 426052
i
Manufactoring date : 211172017
Pharmaceutical form : Not Coated Tablets | B
Batch number : 7C3218H / | Expiration date : 21112019 [
(TESTS SPECIFICATIONS N | RESULTS T
I
Characteristics of tablets. 1 Oblong, off-white to brownish sprinided, scored o fgss - N
B |
Length >=9.8 <= 10.2 mm 10.1 mm
Average weight and uniformity of weight
Average mass >= 90.4 <= 100.0 mg 86.6 mg
Uniformity of mass Complies with Eur. Ph. 2.9.5. Pass
.‘
| Resistance to crushing >=30N 43N
" . :
|
| Disintegration test <= 15 min <3 min
Equilibrium relative humidity <=15% 10%
Amoxicillin dissolugion rate Q=85% within 30 min 99 %
Amoxicilin dissclution compliance | Complies with EP 2.9.3. | Pass -
l |
Clavulanic ac dissolution rate Q=80% within 30 min 103 %
Clavulanic ac dissolution compliance Complies with EP 2.9.3. Pass
Amoxicillin and clavulanic acid identity (HPLC)
| Amoxicillin UV spectrum Positive Pass
Amoxicilin retention time Positive Pass
Clavulanic acid UV spectrum Positive Pass
Clavulanic acid retention time Positive Pass
Amoxiclllin and clevulanic acid assay
Amoxicillin content >= 38,00 <= 42.00 mg/tablet 40.12 mghab. |
Clavulanic acid content >= 9,78 <= 10.82 mg/tablet 10.33 mgiab. |

This document has been produced electronically and is valid without a signature,

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernois | B.P.189 | 70204 Lure Cedex {France) I TEL. : +33 [0} 3 84 62 55 55- FAX : +33 (0] 3 84 62 55 56
VETOOUINOL .4 au Capital 6o 29.704.755 € ISIRET 674 250 111 00017t RCS VESOUL GRAY B 676 250 113
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ACHIEVE MORE TOGETHER
CERTIFICATE OF ANALYSIS
Page 2/2

f FINISHED PRODUCT )
il Product name : CLAVASEPTIN 50 10 CY HURQ | Analytical code ; 426052
| Pharmaceutical form : Not Coated Tablets Manufacturing date : oy
! Batch number ¢ 7C3219H | Expiration date : 2111112019
[ TESTS | SPECIFICATIONS | RESULTS - ]
| Amaxicillin purity (HPLC) i
L impA <= 1.0 %wiw | <0.3 % wiw

Imp.6 <= 1.0 %wiw <0.3 % wiw

Imp.C <= 1,0 %wiw <0.3 % wiw

Imp.D <= 1.0 %wiw | 0.3 % wiw

Imp.E | <= 1.0 %wiw | <0.3 % wiw

Tmp.E <= 1.0 %wiw | 0.4 % wiw

Imp.G <= 1.0 %whw [ 0.5 % wiw

imp.K <= 1.0 %wiw <0.3 % wiw

Any unidentified degradation product | €= 1.0 %whw <0.3 % wiw

Tota! unidentified degradation products | <= 2.0 %wiw <0.3 % wiw
| Total degradation products | <= 3.0 %wiw 0.9 % wiw
[ Ctavulanic acig. impurities (HPLC)
I Any unspecified degradation product <= 1.0 %area 0.4 % area
| Total degradation products | <= 2.0 %area 0.4 % area

1 hereby certify that this lot is manufactured, packed and labelled under conditions as stated in the current European Union rules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in al} aspects answers the requirements laid down in

the marketing authorisation.

| Released by Qualified Person :
Date:
Decision :

Brian LOYON
09/03/2018 16:39:00
FULL RELEASE

This document has been produced electronically and is valid without a signature.

LABORATOIRE PHARMACEUTIQUE VET

ERINAIRE

Magny-Vernois | B.P.189 | 70204 Lure Cedex {Francel I TEL.: +33 [0 384

6255 55-FAX: +33(0) 3 84 42 5556

VETOQUINOL S.A au Capilalde 27.704.755 € | SIRET 674 250 111 00017rRCS VESQUL GRAY B 678 250 111
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ACHIEVE MORE TOGETHER

Page 112
[ I FINISHED PRODUCT ) |
. Product name : CLAVASEPTIN 250 10 CY HU RO | Analytical code : 426055 '
! 1 ¢
Manufacturing date : 110172018 / |
| Pharmacentieal form : Not Coated Tablets L ng
‘ Batch number : 8C131D / | Expiration date : 100172021
| TESTS SPECIFICATIONS | RESULTS !
Characteristics of tablets Oblong, off-white to brownish sp_n:i_nkE. scored Pass
Length >=16.8 <= 17.2mm | 17.0 mm |
, Average weight and uniformity of weight
! Average mass »= 452.2 <= 499.8 mg | 478.5mg !
| Uniformity of mass Complies with EP 2.9.5. | Pass ) |
;
| Resistance to crushing >=80 N 99N
|
Disintegration test <= 15 min <5 min
Eguilibrium relative humidity <=15% 9%
Amexicillin dissolution rate Q=85% within 30 min 101 %
i Amoxidilin dissolution compliance Complies with EP 2.9.3. ) B | Pass
l Clavulanic ac dissolution rate Q=80% within 30 min 99 %
I Clavulanic ac digsolution compliance Complies with EP 2.9.3. | Pass
Amexicillin and clavulanic acid identity (HPLC) | |
Amaoxicillin UV spectrum [ Positive Pass
Amoxiclin retention tme { Positive Pass
Clavulanic acld UV spectrum , Positive Pass
Clavulanic acid retention time Posltiva Pass
Amoxicillin and Slavuianic acid assay )
| Amoxicilin content »= 180 <= 210 mgiablet 207 mgftab. l
| Clavulanic acid content >» 48.9 <= 54.1 mgftablet 51.5 mgfiab.

This document has been produced electronically and is valid without a signature.

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernois | 8.P.189 170204 Lure Cedex (France) I TEL. : +33 [0] 384 62 55 55 - FAX : +33 {0] 3 84 6255 56
VETOQUINOL S.4 au Capital de 29.704 755 € | SIRET &76 250 111000171 RCS VESOUL GRAY B 476 250 111
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ACHIEVE MORE TOGETHER
CERTIFICATE OF ANALYSIS
Page 2/2
FINISHED PRODUCT B
%_l;—roduﬂ name : CLAVASEPTIN 250 10 CY HU RQ ! Analytical code : 428055 }
E Pharmacenticsl form : Mot Costed Tabiels Manufactaring date : 110172018 !
| Batch number : 8CO131D Expirntion date : 0172021
TESTS T | SPECIFICATIONS | RESULTS - -

‘_Amc}xcduin purity (HPLC) ' o [
| ImpA <= 1.0 %wiw | <0.3 % wiw
i imp.8 <= 1.0 %wiw <0.3 % wiw
| Impc <= 1,0 %owiw <0.3 % wiw
[ impo <= 1.0 %wlw | <0.3 % whw
| imp.E <= 1.0 %wlw | <0.3 % wiw

Imp.F <= 1.0 %wiw 1 0.4 % wiw
L impG <= 1,0 %wiw | 0.5 % wiv
I impK <= 1.0 %wiw | <0.3 % wiw
‘ Any unidentified degradation product <= 1.0 %wiw | <03 % wiw
. Total unidentified degradation products <= 2.0 %wiw <0.3 % wiw

Total degradation products <= 3.0 %wiw 0.9 % wiw

Clavulanic acid impurities (HPLC) o ' -

| Any unspecified degradation product <= 1.0 %area | <0.3 % area

Total degradation products <= 2.0 %ares | <0.3 % area
[ Microblological quality o

TAMC (once a year) <= 1000 cfufp <100 cfulg

TYMC (once a year) <= 100 cfu/g ! <100 chug

Escherichia coli (once a year) Absencein 1g ) _',ﬁbsenoe

I hereby certify that this lot is manufactured, packed and labelled under conditions as stated in the current European Union rules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements lzid down in
the marketing authorisation.

Released by Qualified Person : Brian LOYON
Date : 16/03/2018 11:55:50
Decision : FULL RELEASE

This document has been produced electronically and is valid without a signature,

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernois { B.P.18% | 70204 Lure Cedex (France) I TEL : +33 (0] 384 62 55 55 - FaX : +33 0] 3 84 62 55 56
VETOQUINOL 5.4 au Capilal de 29.704.755 € 1 SIRET 676 250 111 000171 RCS VESOUL GRAY B 676 250 111
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LABORATORIQS Dr ESTEVE. S A
+STEVE .

Pharmaceuical Plar

GMP Certificate nurber NCFAIS090G1. CAT

| CERTIFICATE OF MANUFACTURE AND BATCH RELEASE

S R —e — ————— e e —— JR—

‘Manufacturing site:  LABORATORIOS Dr. ESTEVE, S.A.
San Marti, s/n - Poligeno industrial
DB107 - Martorelles {Barcelona), SPAIN
Name of Product, Strength, Dosage form { Pack Size (type) :
Darilon Equidos {Suxibuzone) 1.5 g sachets
180 x 10 g sac
Packaging Batch Number: 172769 _
Date of manufacture \accardug L EMEA CVMES330T 05-2017 7
Expiry Date: 05-2021
Results of analysis.
See attached Certficate of Ana'ys:s (CoA) number: 040000082159, 8900001 * 2567

Additional information:

- Destinatior {Counitry) Hungary
Certification:

tirereby certily that the above information is authentic and accurate. This batch of prodct has been manufaciured
packaged and quatity controlled at the above mentioned site in full compliance with the EU GMP reguirements and
with tne specifications of the Marketing Authorisathion. including AP ongin and quality The hatch processing.
packaging and analysis records were reviewed and found to be in campliance wilh the agreed specifications

(X) No significant devialions during manufacturing / packaging are reparted.
{ ) The following significan! devialions were reported during manufacturing / packayging and properly invesugaied

Signature:

TR

\
Gemma Bicda, Heputy Tecknica! Director

{Qualfied Person according Art. 49, Directve 2001 / 83/ EC)
._END OF REPORT - Certificate of Manufacture & Batch Release

Date:

{c) ESTEVE 12017) & CONFIDENTIAL.



ESTEV E c/Sant Marti sin

LABORATORIOS B, ESTEVE S.A. 08107 Martorelles (Barcelona) SPAIN
CERTlFICATE OF ANALYSIS Dawe cf analys:s 121

L Biduct DANILON EGUY DCP 60SOBX10G-H+R0O+SL0O Batrh: 172764 o
| Date of manufacture 16-05-2017

TTEST SPECIFICATIONS o  RESULTS
: Descrintion Yellow granules Comples
| Uniformity of mass
L Urits 10 or 30 id

{lean NEE
Standar Deviation 1R !
f Accedtance Value Comphes Ph Eur 2.5

. GOF identtheatior

Surinuzons: Pasitive Pl e
i Saccnann suckium Positive Pesitve :
! Qunolne yeliow (E-1045 (UWV)
tdenuficaron Pasitiue Perimdi~

. Particuie size

L2020 mm Less than 10 % 7t '
' issolution rate Saxibszone (UV}
Unis 6.120r24 [ ;
Mean Q =75 % in 45 min 92 %
RMinimum 89
Ccemples aciaptarce crilena Complies Ph. Eur /USP Complies,
Suxipuzane HPLC |
i Ideatification Positive Positive |
I Assay 95.0 - 105.0 % (D.143 - 0 158 p/g) 991 %
Assay'sachat 950 - 1050 % (1425-1.575 g/sachett 103 %
i Degradatioen product
! Phenylt:utans Not more than 1.0 % <005 %
Mlcrobzo cgicat gurity Complies Eur. Ph 6.3 chapter 5.1 4 (_’.‘.cmplées

P Thig i 10 cerm,r thai the produc: has beer manufactured and tested according 16 current Er Guor‘ Manuhr: ning'
i Practices (GMP) and other rules governing Medicinat Products in the EU at the above mentioned in accorGance with me'
- especificatiors in the Market ng Aultorisation.

Sigried apd datel:

AT .A
AN

Cooet™ /) e
i Quahhec?érgo”// 3 BIC. S

i A
L £ . J

AN: 040C00082150.8900601 12567

Pag21 af 1

< ESTEVE {2017 & CONFIDENTIAL



RION

KEFAVET VET 500 MG TABL 70 HUSIRO

Product Number:
Batch Numbery:
Order Number:

Customers Batch Number:
Date of Manufactura:

Date of Expiration:
Storage:

Specification:

TESTS

Certificale of analysis
Certificale of conformity
Colour

Shape

Score

Code

Coaling

Conlrol of the finishad product
Transport conditions

144751
1823537
80847203

HH1380
04.08.2017
07.2020 \
Below +304C

10012784-02 (Mat:144751) 26.11.2015

CERTIFICATE OF ANALYSIS

METHOD

113389-1
113389-1
113389-1
113389-1
113389-1
1133881
113388-1
113388-1
113389-1

REQUIREMENTS RESULTS QLTY CTRL SITE
canforms conforms.
yes yes

white to yellawish
oblong. biconvex
on both sides

no

film-coaled

yes

conlorms

while lo yellowish
oblong, biconvex
an both sides

no

film-coated

yes

conforms

| hereby certify that all ihe manulacturing stages of this batch of linished product have been carried out in full compliance with lhe GMP requiremenls and with the requirements of the Marketing
Autharisation(s) of (he destination country/countries.

Electronically approved 22.02.2018 16:22:52 by a Qualified Person Jouko Jukka

P

a

ge: 1(2}

urme et ke A0AN

IURKL

Lok 7 2 BN

Teb + 185 g2



RION

BATCH CERTIFICATE

KEFAVET VET 500 MG TABL 70 HUSIRO

Product Number:

Batch Number:

Order Number:
Customers Batch Number:
Date of Manufacture:

Date of Expiration:

Quantity:

Marketing authorization number:

Manufacturing site:

I hereby cerify that all the manufacturing stages of this batch of finished producl have been carried out in full compliance with the GMP requirements and with the requirements of the Marketing

144751
1823537
80847203

HH 1380
04.08.2017
07.2020

1353 PCE
23093107 MGSZH AT!
110051

MR/VIQ180/002

Millmount Healthcare Limited
Donore Road Industrial Estate DROGHEDA CO, MEATH 00000

Autherisatien(s) of the destinalion country/countries.

Electronically approved 22 02 2018 16:22:52 by a Qualified Person Jouko Jukka

Uhagn gl -

Page: 2(2)
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ACHIEVE MORE TOGETHER
Page 1/2
e e et I FINISHED FRODUCT e ——
Product name : CLAVASEPTIN 50 10 CY HU RO " Analytical code : 428052 / |
Manufacturing date 21112017
Pharmaceutical form : Not Coated Tablets e /
Bateh number : 7C3218X / Expiration date : 21/11/2019
TESTS . SPECIFICATIONS . mewrs
_ Charcteristics of tablets . Oblang, off-white to brownish sprinkied, scored  Pass '
Length >=9.8 <= 10.2 mm :10.1 mm
- Average weight and uniformity of weight )
Average mass !»=90.4 <= 100.0 my 966 mg
Uniformity of mass _Complies with Eur. Ph. 2.9.5. - - ;Pass -
|
 Resistance to crushing 's=30N . 43N
Disintegration test “a= 15 min <3 min
" Equilibrium refative humidity <=15% L 10%
 Amoxicillin dissolution rate l Q=85% within 30 min L 89 %
. Amgxicitin dissolution compliance Complies with EP 2.9.3. _ , Pass
Clavulanic ac dissolution rate ' @=80% within 30 min 103 %
Clavulanic ac dissclution compliance  Compies with EP 2.9.3. | Pass
Amoxicilin and clavutanic acid identity (HPLC)
Amoxicillln UV spectrum Positiva i Pass
Amoxicilin retention time Positive Pass
. Clavulanic acid UV spectrum , Positive Pass
Clavulanic acid retention time Positive B - ) B Pass
; Amoxiciflin and clavulanic acid assay : i
Amoxicilin content “>= 38.00 <= 42.00 mg/tablet | 40.12 mghtab.
Clavulanic acid content 1= 9.78 <= 10.82 mghablet ) | 10.33 mgnab.

This document has been produced electronically and is valid without a signature.

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernois 1 B.P.189 1 70204 Lure Cedex (France] 1 TEL. : +33 {0) 384 62 55 55 - FAX : +33 [0} 3 84 6255 56
VETOQUINOL 5.A. au Capital ds 29.704.755 € | SIRET 476 250 $11 0017)RCS VESOUL GRAY B 476 250 111




vetoquinoL

Total degradation products

ACHIEVE MORE TOGETHER
CERTIFICATE OF ANALYSIS
Page 2/2
___ FINISHED PRODUCT ] B -
Product name : CLAVASEPTIN 50 10 CY HU RO Amnalytical code : 426052
Pharmaceutical form : Not Coated Tablets Manufacturing date : 211172017
Batch oumber : 7C3218% Expiration date : 2111172019
TESTS SPECIFICATIONS “RESULTS R
" Amoxicilin purity (HPLC) o i o o o o
Imp.A ‘= 1.0 %wiw <0.3 % wiw
imp.B <= 1.0 %wiw <0.3 % wiw
Imp.C <= 1.0 %wiw " <0.3 % wiw
Imp.D (<= 1.0 %wiw " 0.3 % wiw
Imp.E <= 1.0 %wiw ' <0.3 % whw
tmpF <= 1,0 %wiw 0.4 % wiw
Imp.G ;<= 1.0 %wiw : 0.5 % wiw
ImpK <= 1.0 Y%whw | <0.3 % wiw
Any unidentified degradation product "<= 1.0 %wiw <0.3 % wiw
Total unidentifisd degradation products <= 2.0 %wiw . <0.3 % wiw
Tolal degradation products s 30%ww ) | 0.8 % wiw N --
Clavulanic acid impurities (HPLC) i '
Any unspecified degradation product <= 1.0 %area 0.4 % area
i <= 2,0 %area ] : 0.4 % area

1 hereby certify that this lot is manufactured, packed and labefled under conditions as stated in the cument Furopean Union rules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements aid down in

the marketing authorisation,

" Released by Qualified Person -
' Date: 0L/06/2018 12:42:20
Decision : FULL RELEASE

" Brian LOYON

This document has been produced electronically and is valid without a signature.

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernais | B.P.189 1 70204 Lure Cedex [France] | TEL. : +33 (0] 384 6255 55~ FAX : +33(0) 3 84 625556

VETOQUINOL S.A. au Capital de 29.704.755 € |SIRET 676 250 111 00017 ¢RCS VESOUL GRAY B 674 250 111
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ACHIEVE MORE TOGETHER

CERTIFICATE OF ANALYSIS

Page 1/2

FINISHED PRODUCT

Product name : ENROBIOFLOX 10% 50ML HU
Batch number : 8E0208D

Manufacturing date :

Expiration date :

18/01/2018 /
1710112021/

| TESTS SPECIFICATIONS RESULTS |
Organoleptic characteristics Clear,pale yellow solution.Color <= Y4 Pass l
Content in unit container S0mil >=50 <= 55 ml 51ml '
= I — =
Density >= 1,035 <= 1.045 g/ml 1.012 _g_lml_ i i
Product pH >=10.5 <= 12.0 11.8 ) l
Praduct identification |
| Spectrophotometric method | Confirm with spectrum Pass i
HPLC method RT confirmed Pass
TLC method | Rf confirmed  Pass
Product purity i |
Ciprofioxacin [«=05% <02 % i
Fluoroquinolene acid <=0.2% Mot detected
Other impurities <=0.5 % <02 %
Total impurities <=1% <0.2%
Enrofloxacin assay >=9.5 <= 10.5 % miv 10.0 % miv
| Benzyl alcohot assay »>=149<=1.64 % miv 1.55 % miv
| Product solubility
Distilled water Complies Pass
| Drinking water Complies Pass
i TAMC <= 100 cfu/mi <10 cfuimi
| TYmC <= 10 cfu/ml <1 cfu/mi

This document has been produced electronically and is valid without a signature.

Vétoquinol Biowet 5p. z 0.0.
Adres: ul. Kos. Gdyriskich 13-14,
Tel. +48/95/728 55 00 +1.

fax +48/95/728 55 00

PL- 66-460 GORZOW WLKP
e-mail: infof@vetoquinol.com

wwe vetoguingl.pl
NIP 599-81-08-540

Sad Rejenowy w Zielonej Gorze Vil wydzial Gospodarczy KRS o numerze 0000064225 Wysokosé kapitatu zaktadowege 3.500.000 7t



\vetoquinoL

ACHIEVE MORE TOGETHER

CERTIFICATE OF ANALYSIS

Page 2/2
FINISHED PRODUCT B )
Product name : ENROBIOFLOX 10% 50ML HU Manufactoring date : 18/01/2018 |
Batch number : B8E0208C Expiration date : 17/01/2021 I
| |
TESTS SPECIFICATIONS B RESULTS o
Escherichia coli in 1mi Absgence Pass ‘

1 hereby certify that this lot is manufactured, packed and labelled under conditions as stated in current European Union rules for Good

Manufacturing Practice, for al products for veterinary use, and the finish product in all aspects meets marketing authorization requirements.
Appraved by QC : Przemyslaw KOWALSKI Released by Qualified Person:  Anita ABRAGIMOWICZ
Date : 08/02/2018 15:36:04 Date : 12/02/2018 10:00:01

Decision : FULL RELEASE

Not tested - According to the requirements of the marketing authorization the parameter is not tested routinely.

Interpretation of the results of micrabiological examination of non sterite products according to suitable Pharmacopoeia.
This document has been produced electronically and is valid without a signature.

Vétoquinol Biowet Sp. z 0.0.
Adres: W, Kos, Gdynskich 13-14,
Tel. +48/95/728 55 00 +1,

fax +48/95/728 55 00

PL- 85-400 GORZOW WLKP
e-mail: info@vetoauinpl.com

www.vetoguinol,pl
NIP 599-01-08-540

Sad Rejonowy w Zielonej Gérze VIH wydziat Gospodarczy KRS o numerze 0000064225 Wysokos¢ kapitatu zaktadowege 3.500,000 Zt




a

vetoquinoL

ACHIEVE MORE TOBETHER

Page 1/2
i FINISHED PRODUCT o
] Product name : ENROBIOFLOX 10% 50ML HU Manufacturing date :  18/01/2018 /
| Batchnumber: B8E0208D ) Expiration date : 17012021/
[ ‘
| TESTS | SPECIFICATIONS RESULTS
Organoleptic characteristics | Clear,pale yeflow solution.Color <= Y4 Pass
Content in unit container S0mi >= 50 <=55ml S5tml
Dengity >= 1.035 <= 1.045 g/ml 1.042 g/ml )
Product pH >=10.5<=120 11.8 i
Product identification |
Spectrophotometric method Confimm with spectrum Pass |
HPLC method RT confirmed Pass |
| TLC method Rf confirmed | Pass ]
Product purity |
Ciprofioxacin <=0.5% <0.2% ]
Fluoroquinolone acid <=0.2% Mot detected
Other impurities <=0.5% <0.2%
Total impuritles <=1% <0.2 %
|
| Enrofloxacin assay >=9.5<= 10.5 % miv 10.0 % miv
| Benzyl alcohol assay »>= 1.49 <= 1.64 % miv 1.55 % miv
Product solubility
Distilled water Complies Pass
Drinking water Complies Pass
;JAMC <= 100 cfu/ml ) <10 cfumi
| TYmC <= 10 cufrm <1 chufml

This document has been produced electronically and is valid without a signature,

Yétoquinol Biowet Sp. z 0.0.

Adres: ul. Kos. Gdynskich 13-14, e-mail: infofdvetoguinol.com
Tel. +48/95/728 55 00 +1, i

wwye.vetoguingl.pl
fax +48/95/728 55 0D NIF 599-01-08-560
Sad Rejonawy w Zielonej Gorze Vi wydziat Gospadarczy KRS o numerze 0000064225 Wysokos¢ kapitatu zaktadowego 3.500.000 Zt

PL- 65-400 GORZOW WLKP
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ACHIEVE MORE TOGETHER

CERTIFICATE OF ANALYSIS

Page 2/2
FINISHED PRODUCT f
Product name : ENROBIOFLOX 10% S0ML HU Manufactoring date:  18/01/2018 |
Batch number; 8E02080 Expiration date : 17/01/2021 I
TESTS ) SPECIFICATIONS RESULTS
i Escherichia coli in 1m} Absence Pass

Y hereby certify that this lot is manufactured, packed and labelled under conditions as stated in current Eurapean Union rules for Good
Manufacturing Practice, for medicinal products for veterinary use, and the finish product in all aspects meets marketing authorization requirements.

| Approved by QC : Przemyslaw KOWALSKI | Released by Qualified Person:  Anita ABRAGIMOWICZ
Date : 06/02/2018 15:36:04 Date : 12/02/2018 190:00:01
Decision : FULL RELEASE

Not tested - According fo the requirements of the marketing authorization the parameter is not tested routinely.
Ineerpretation of the results of microbiological examination of non sterile products according to suitable Pharmacopoeia.

Thisd has been produced el ically and is valid without a signature.
Vétoquino! Biowet Sp. z 0.0. PL- 66-400 GORZOW WLKP
Adres: ul. Kos, Bdyhskich 13-14, e-mail: infoBvetoquinol.com
Tel. +48/95/728 5500 +1, www. vetoquinol.pl
tax +48/95/728 5500 NIP 599-01-08-540

Sad Rejonowy w Zielonej Gorze VIH wydziat Gospodarczy KRS o numarze 0000064225 Wysokosé kapitatu zaktadowego 3.500.000 Zt




chanealle

Chanelle Pharmaceuticals Manufacturing Ltd.,
Dublin Road, Loughrea, Co. Galway, ireland.

Tel: +353 (0)91 841788

PHARMACEUTICALS Fax: +353 (0)91 842937
MANUFACTURING LTD Web: www.chanellegroup.ie
CERTIFICATE OF ANALYSIS / CONFORMANCE
Product: Rheumocam® 2.5mg Man Date: 127201 7/ /
Customer: Orion Expiry Date:; 11172022
Livery: Hungary, Slgvenia Pack Size: 100's
Batch No.: L33533/8 Quantity: 500
Bulk Batch No.: L33533
TESTS SPECIFICATIONS RESULT |
Appearance Off white to pale yellow coloured, flat surface bevelled edged Complies
tablets with a breakline on one side.
Identification — HPLC The retention time of the principal peak in the chromatogram of | Complies
the assay preparation corresponds to that of the standard
preparation as obtained in the assay.
Identification. - UV The absorption spectrum of the sample solution exhibits a Complies
maximum at about 340nm. !
Disintegration Time Not more than 15 minutes 3 minutes i
Active Assay Meloxicam 2.5 mg / tab + 5% i.e. 2.375 mghab — 2.625 mg/itab | 2.428mg/tab
Uniformity of Dosage Units | The requirements are met if the acceptance value of the first 10 | Complies
dosage units is Jess than or equal to L1 (15.0). If the acceptance | {AV = 2.9)
value is greater than L1, test the next 20 dosage units and H
calculate the acceptance value. The requirements are met if the i
final acceptance value of the 30 units is less than or equal to L1 !
; (15.0) and no individual content of the dosage unit is less than ]
! (1-L2 x 0.01) M not more than (1 + 1.2.0.01) M in calculation of i
the acceptance value under mass variation, Unless otherwise
specified, L1 is 15.0 and L2 is 25.0.
Dissolution NLT 75% dissolved after 45 minutes 88% !
| Range: 86-90% |
[ Microbiological Quality* Conforms to Ph. Eur Complies i

* This is @ non-rouline lest conducled on one in every 12 balches.

This productihas been manufactured, analysed and packaged in accordance with the Marketing Authorisation
EU/2/07/078/008 and with Directive 91/412/EEC

The product is fit for use and may be released for sale.

Checked By: Lﬂﬂ 5 U«—-«L

Quality \ssurance (Signature)

Approved By: Al l.{QL{ “

Qualified Person (Signalure)(

Date: 16: fo| /ety

Q;'\r‘\g_ L((: Ll LA

Qualified Person (Print Name)(‘

Directors: Michael H Burke, Chanelle McCoy, Michael J Burke, Hilary Burke

Date: 2201 | 2O\8

Registered No.: 101815



Chanelle Pharmaceuticals Manufacturing {.1d.,
Dublinr Road, Loughrea, Co. Gatway, lreland.
Tek 1353 {0)91 8417886

Fax: +353 {0)91 842937

chqﬁelle

PHARMACEUTICALS
MANUFACTURING LTD

Web: www.chaneliegroup.ie

Customer: Orion, Hungary / Poland

CERTIFICATE OF ANALYSIS

Product: Quanifen
Man. Date: 0372018 7
Fxp. Date: 0272021
Batch Number: C34144/8 "/
Test Specificption Resylt
Description: A round buff coloured tahlet with Comphics
QUArCY RCOTC.
Average Weight: 625img £ 5% (Range: 594 mg - 656 mg) Q22 g
Weight Uniformity: No more than 2 aul of 20 of the individis! webghts st Compiics
deviate from the average weight hy more than 5% and
none 1o deviate by mare than §10.0%.
Tdentification A: In HPLC analysis the retention time of Praziquantel & Complics
Fenbendazole in the sample cliromalogram arc
comparable to the relention times in the standard
chromatogram.
Tdentiftcation B: IR identification is posilive Complios

Assayt

Fepbendazolic:
Praziquantel:

500 mg (5% Limit) (475 mpg — 325 mg / lablct)
50 mg (5% Limit) (47.5 mg - 52.5 mg /1ablet)

A&Dmp < 1ab
A8.3mg 7 iab

Dissolution: Fenbendazole: NLT 75% dissnlved in 60 mins. 100%
Praziquantel: NLT 85% dissolved in 60 mins. a5
Friability: < 1% afler 3 minutes 0.3%
Hardncss: 4—13kp & 3kp
Disintegration Time: < 15 minules .4 mins,
Moisture: NMT 2% 1.4%
Microbial Purity®: As per pH Gy Complics

*Non-routine test every 6 Batch

The above baich has been manufactured. packaged and tested in accordance with the Marketing Anthorisaion Na.
1670/06 & 2879711 MgSzH ATI and GMP,

The above batch is 1 for use and may be released 1o the market,

g ®

Checked Bv: [’%—:“x& M

Quality Assurance {Signature)

Ravze

Qualified Person (Signarure)

Date: g5 M}QL&«

Approved By; Date:_ploc. | ne id

Quatificd Person (Prins Name)

Jirectors: Michael H Burke, Chanelie McCoy, Michael J Burke, Hitary Burke Registered Na.: 101615



Chanelle Pharmaceuticals Manufacturing Lid..

Chqnelle Dublin Road, Loughrea. Co. Galway, Ireland.

Tek: +353 (0)91 841768
PHARMACEUTICALS Fax: +353 (0)91 842937

MANUFACTURING LTD Web: wvew.chanellegroup.ie

Certificate of Compliance
Confirmation according to Annex 16 EU GMP Guide

Product: Zanlel Tablels
Dosage form and package size, if applicable: 50mg#a00mg / 100's
Batch No.: C341447A

Date of Manufacturing: 30 /03 12018

Expiry Date: 0272021

Customer: Qrion, Hungry / Poland
Quantity : 998 x 100's

Manufacturing Instructian:
Document No.: 287

Testing Instruction:
Document No.: FPP162.1/10

Packaging Instruction:
Document No.: PWQ1066/6

This is to certify that the information betow for the batch mentloned above is authentic and accurate

The use of starling materials as well as manufacturing, packaging, in-process ang final controls are:

- in accordance with GMP reguirements and with the requirements of the local Regulatary Au-
thorities,

- in agreemant with the Marketing Authorisation records,

- in compliance with the above mentioned manufacluring instruction in accordance with the
approved manufacturing procedure,

- in compliance with the above mentioned tesling instruction in accordance with the approved
testing procedura,

The manufacturing, packaging and Iesﬁng dacumentalion is compiele and has been reviewed, and
properly signed by the Head of Production and the Head of Quality Control. Deviations, if any, have been
evaluated in line with the specified internal procedures and approved.

in the course of manufacturing, packaging and testing there have been

No deviations which may influance the release of the product.

[J Deviations which may influence the release of tha product.

[} Addilional relevant information on the quality of the batch is attached.
Chanelle Pharmaceutical Manufacturing Ltd

Dublin Road, Loughrea, Co. Galway, Ireland

~t ; J X
(f-m.. %meﬁ—. Date: OR é éég'z
Quality Assurance , ..

F

U AT Date: nleelne (€
Qualified Person

Jirectors: Michasl H Burke, Chanello McCay, Michas! J Byrke, Hilary Burke Pagge;s?;:d No.- 101615
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ACHIEVE MORE TOGETHER
CERTIFICATE OF ANALYSIS

Page 172

FINISHED PRODUCT
Product name : AURIZON GTT FL 10ML HU RO Analytical code : 442998

Ph ical f Ol Soluti b Sllullthll'lngdlu. 08/01/2018

Batch number : 6C0090E / Expirstiondate:  opotz2020
TESTS | SPECIFICATIONS RESULTS -
Characteristios of solution . .4 Homoganeous suspension . ...| Pess . .
. Color of suspension Beige to yetlow Pass
Resuspendability | Pass Pass - B
, Extractablo voume e |w0<=tom 102 .
Relative density >=0.860 <= 0.980 0.973
Particles size
d50 <= 10 pm 3um
. g80 <=25 pm 5 um
Marbofloxacin assay
Marbofioxacin identity | Pass Pass
Marbofloxacin content _ | >=0.2850 <= 0.3150 %wiv L 0.2038 % wiv
Marbofloxacine impuriGes
Ro42-0253 <= 0.5 %ares 0.0 % area
Ro47-3012 <= 0.5 %area 0.1 % area
Each unknown impurity <= (.1 %area <0.1 % area
. Totelunknown impurities S5 Raea <0.1% area
Dexamathasone acetate assay
Dexamethasons acsiate identily Pass Pass
. .. Dexamethasone acetate content _ . | 3=0.0850 <= 0.1050 %whv QI %Wy
Dexamathasone acetate impurities
Total unkinown impurities <= 1.5 %ares 0.1 % area
Dexamethasone alcohol <= 1.0 %area 0.2 % area
Esch unknovm impurity [ <=10%ares I _| 0.1%erea

[ hereby certify that this lot is manufactured, packed and labeiled under conditions as stated in the current Evropean Union rules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements laid down in

the marketing authorisation.

| Released by Qualified Person Wit Bindiicla YESGIER

| Date: 09 MARS 2018
! Decision : ACCEPTE

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Vernais | B.P.18% 1 76204 Lure Cedex (France} J TEL. : +33 (D) 3 84 62 55 55 - FAX : +33 [0) 3 B4 62 55 56
VETOOUINDL S 4 au Capital de 29 704 755 € 1 SIRET 676 250 111 00017 tRCS VESGUL GRAY B 676 250 111
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ACHIEVE MORE TOGETHER

CERTIFICATE OF ANALYSIS
Page 2/2
o ’ - FINISHED PRODUCT et
Product name : AURIZON CTT FL 10ML HU RO Analytical code : 442996

Pharmaceutical form :  Ofic Soi Manufacturing date: 0/01/2018

-Batch number ; 8CO090E Expiration date ; 08/01/2020
[rests | SPECIFICATIONS | REsuLTs i
Ciotrimazole assay : i
Clotrimazole ientity  Pass | Pass
. Clotrimazole content ; >=D.850 <= 1.050 %wiv 0.971 % wiv
. Clotrimazole Impurities ‘
2-chiorophenyldiphenyimethanol _ . (S05%area | <02%area R
. Propyl gallate assay i
Propyl gallate identity Pass Pass
______ Propyl gallate content 1 >3 0.0800 <= 0.1100 %wiv | 00074 % wiv o
* Totat aerobic microbial count (TAMC) ;<= 100 ofuimi <10 chuimi
|
! Total yeasts and mould count (TYMC) <=10cum stockm
Staphytocoocus aureus No growth | Pass
Pseudomonas aeruginosa No growth } Pass

I hereby certify that this lot is manufactured, packed and labelled under conditions as stated in the current European Union tules for Good
Manufacturing Practice for medicinal products for veterinary use, and that the finished product in all aspects answers the requirements laid down in
the masketing authorisation.

| Released by Qualified Person: Marie Binbdicis TESSIER ;
| Dt 09 MAIS 2018 ’
Decision : ACCEPTE

LABORATOIRE PHARMACEUTIQUE VETERINAIRE

Magny-Veraois | B.P.189 | 70204 Lure Cedex {France) I TEL. : +33 [0) 3 84 42 55 55 - FAX : +33 (D) 3 B4 62 55 56
VETOOUINOL S A au Capital de 29.704.755 € 1 SIREY 674 250 111 06017 (RCS VESOUL GRAY 8 876 250 11
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ACHIEYS MORE TOGL THER

CERTIFICATE OF ANALYSIS

Product name :  SEDALIN GEL 10ML HU

Batch number :  7E3155H

TESTS
Appearance

JOdour

Contents in unit cantainer

For conlgingr 10mi

pH
Refauve censity
Delivered volume

Unifarmity of mass of delivered doses
wiscasity (25°C. 7.5 per second)
Identification T
Acepramazing
Methyl parahydroxybenzoate
Propyl parahydraxybensoate
Assay R
Acepromazine
Acepromazine
Methyt parahydroxybonzoate
Methyl parahydroxybenzoate
Propyl parahydroxybenzoate
Propyl parahydroxybenzoale

This docimant has been prodicend electronicali a

¥Yétoquinal Biswet Sp. z 0.0

Fre, [

Page 1.2

FINISHED PRODUCT
Manufacturing date : 13112017 ¢
Exgpiration date : 12.11.2020
SPECIFICATIONS RESULTS
Homogeneous,yellow-orange.transparent gel Pass
‘Weak scent of acetic acid Pass
>=10.8<=1160 112g
>=50<=6.0 54
>= 1029 <= 1.045 gim| 1.036 g:mi
>= 10 mi 11 mi
Complies Pass
>z 10000 <= 20000 mPa.s 12444 mPa.s
Caonfirm with RT Pass
Canfirm with RT Pass
Conlirm with RT Pass
>= 95 <= 105 % declaration 101 % declaration
=322 <= 3.56 % wiw 3.42 % wiw
>=9% <= 105 % declaration 100 *¢ declaration
»=0.061 <= 0.067 % wiw 0.083 % wiw
>=95 <= 105 % daclaration 103 % declaration
>=0.033 <= 0.037 % wiw 0.035 % whw
nd 15 valud without @ signature,
A ) T T . ol .‘, :‘p '.' ."‘L -7
e-mail: infofdvetoquinol.cam

www veloguino) pl
Mo BRGL(LDF
Kzt atie 2 aklanw
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ACHIEVE MORE TOGRTHZR

CERTIFICATE OF ANALYSIS

_ FINISHED PRODUCT

Product namc : SEDALIN GEL 10ML HU Manufactoring date @ 1371142017
Batch number ;.  7E3155H Expiraton date : 12111/2020
_TESTS SPECIFICATIONS e RESULTS
Purity {% ref to acepromazing)
Z2-Acetylphenothiazine <= (.5 % Not detected
Acepramazine-oxide <z 1.0% 01 %
Unknown indwvidual <=0.5% <0.1 %
Unknown total <= 1.0 % <0.1 %
TAMC <= 100 cfu/g <1 cfuig
TYMEC <= 10 efuig <1 ¢cfuig
Eschernichia ool in 1g Absence Pass

1 heretry certify thal this ot is manutaciured, packed and labelied under conditions as stated in curteat Buropean Union rules for Good
Manufaciuring Practive. for medicinal products fisc veteeivaey use. and the finish product in all sspeets meels marketng authornzaion requirciienis,
Released by Qualified Person : Anita ABRAGIMOWICZ
Date : 19¢01/2018 11.43:50
Decision : FULL RELEASE

Approved by QC ¢ Przemysiaw KOWALSKE
Date : 19/12:2017 15:56:24

Nt tested - Accoadmg to the requiremenis of the marketmg anhorizaion the pazamerer is aot esiad rootingly .
Interpretation of the results of microbiolagical examinabion of san sierite praducts according o suitable Pharmacapogia
This docurment has been prodaced electronically and is sahid wibou g signature.

VYéroquinol Biowet Sp. z o.0. PL- da-dfll ViRV N LRE
. Kas Gdyiskizh 12-14, e-mail: infaldvetoguinol.com

taquinot.pl
@1 18 Al
Zielune Borze Vo vapd2ial Guapodarczy KRS o mome ze BOODN642 7% Wysueous kagitab, skl
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