BATCH CERTIFICATE

(T4 KRKA

KRKA, d d, Nove mesta

Glovena
Tel: +386 7 3312 111
Mail: info@krka biz

Name of the Product: 700137 PRINDCATE CATS 40 mg/4 mg spot on solution for veterinary use

Batch No. of the Product 288016

Dats of manufacture: 12.2023

| Expiry date: 12.2025

Dosage form: spot-on solution

Strength/Potency. ImidaclopridiMoxidectin 100 mg/M0 mgimi

Package type: Tube/Bag

| Package size: 3X0.4 mi

Batch No. bulk: Z98014

Importing county - Marketing Authorisatian No.-

EE -2216; PL - 2039/20; 81 - DC/V/0690/001; SK - 96/066/DC/19-8

Name and address of manufacturing site for bulk Manufacturing Authorisation MNo:
KRKA, tovarna zdravil, d.d., Novo masto BO0-13/2018-6
Povhova ulica § . :
Novo mesto, 8501, Slovenia ?::Pm{:te b
Name and address of manufacturing site for finished product | Manufacturing Authorisation Mo:
KRKA, tovarma zdravil, d.d., Novo mesto B00-13/2018-8
Povhova ulica § . )
Novo mesto, 8501, Slovenia e ,
Mame and address of quality cantral Manufacturing Authorisation Me.
IQ&RKA, d.d., Novo mesto BDD-13/2018-8

CRMIOUIN U ¥ GMP certificate No
Movo masto, 8501, Slovenia 401-5/2021-5

Quantity of Batch: 14,578 PC

Commente/remarks:/
Certification statement;

| hereby certify that the above information Is authentic and accurate. This batch of product has been manufactured,
including packaging/fabeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Autherity and with the specifications in the Marketing Authorisation of the importing
country, The baich processing, packaging and analysis reconds ware reviewed and found fo be in compliance with
GMP. The batch is released.

Date of signature: Qualified Person certifying the Batch:
20.02.2024 Milena Zigants
(58 KRKA
I(,.EKA,
Vanno z
Novo rrm?éa“' da,
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BATCH CERTIFICATE

(T4 KRKN

KREA, d d,, Movo mesto
g MANAGEMENT
3
mﬂm

shmh
Tet +386 73312 11
Mail: indei@koha. biz

Name of the Product: 7D0137 PRINOCATE CATS 40 mg/4 mg spot on solution for veterinary use

Baich No. of the Product Z83016

Date of manufacture: 12.2023

| Expiry date: 12.2025

According to Specification: DPSPEC007986/3

Characteristic Specification Results
Appearance Clear, shghlly yefow ta yeliaw ar to brawnish Comples
yedow 30 lulioa,
Seal imegrity Must comply with the test. Comphas
Dersity 1,085 - 1,101 giml 1.088
Clariy and gegree of opalescance of liquids Thea golution must be cesr Comphas
Degres of coloration of liquids Thee sokition is nat moee ntensively colouned Complies
than referance sclution BY4 o Y4,
Water Max 2.0 % (oK | i |
Uniformily of dosage urits-mass varkation of imidacioprid; Max 150 % 34
A
Uniformity of dosage urvte-mass varkation of mexidactin; AV Max 16.0 % 34
Felated subsiances of imidactopeid - indaicual Max 0.5 % ==0.30
Felated subsances of midacioprid - tatal Max 1.5% ==030
Faiatad subsiancas of moxicdactn - 23-kata-nemadactn Max 0.5 % ==0.30
FRelated subsiances of maoxickactin - ather individual Max 0.5 % 03
FRolated subsiances of mowidachn - okal Max 2.0 % 03
Identification of midacioprid - HPLC Agsay I8 8l the same ime identification. Cemples
Identification of imidacioprid - TLC Thea jowes main apol in the cheomatogram of Complas
sample sclulion conesponds in approximate Ri
value and approximate size ta the man spot in
the chromatageam of standard salution 1
Identification of moddectin - HPLE Asbay is 3t the same bime entification. Compheas
Identificaticn of moadectin - TLC Thaa higher main spot in the chromatogram of Comples
sample sclulien corraspands in approximate Rf
valya and approximste size bo the main spet in
the chromategram of standard soluticn 2
IdantSeation of butylhydronytalyene Aszay is ot the same time identification. Compies
Cantant of butylkadrexytakisns 83 - 116 % of sladed amourt 103
Content of imidedoprid (mgiol pette) {0,4mi) 380 - 420 mgippstee 403
Cantant of moxddectin (mg pipatta) (2,4mi) 380 - 420 mgipipatte 402
Microbioiogical quality - Staphylococcus aureus Absant in 1 mé Complies =
Microbiciogical guality - Peeudomonas sensgincsa Abeant in 1 md Carmplies -2
Microbisl quadty - TAMC Max 100 CFWm| =10 2
Microtial quadty - TYMC Max, 10 CFUmI =10 =2
*1 Ti parformad ragranmne-
2 me - .m::m?nm';nw 1 M“mmmm Eﬂi annusally.
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