BATCH CERTIFICATE

(L4 KRKA

KRKA, d d., Novo mesto
QUALITY MANAGEMENT
Srnafjetka casta &

2501
Sloweria
Tel: +386 7 3312 111
Mall Info@krka biz

mesto

Name of the Product: 7D013¢ PRINOCATE CATS 80 mg/8 mg spot on solution for veterinary use

Balch Mo. of the Product: Z98017

Date of manufacture: 12.2023

| Expiry date: 12.2025

Dosage form: spot-on solution

 Strength/Potency: Imidacloprid/Moxidectin 100 mg/10 mg/mi

 Package type Tube/Bag

| Package size: 3X0.8 mi

Batch Mo _bulk: 298014
Imparting country - Marketing Authorisation No :

EE - 2217; PL - 2841/20; S| - DC/V/D690/002; SK - 96/067/DC/19-S

Name and address of manufacturing site for bulk; Manufaciuring Authorisation No:
KRKA, tovarna zdravil, d_d., Novo mesto 800-13/2018-6
SOVINNA whaR 8 GMP certificate No-
Novo meste, 8501, Slovenia 401-6/20213
Name and address of manufacturing site for finished product: | Manufacturing Authorisation No:
KRKA, tovarna zdravil, d.d., Novo mesto B00-13/2016-8
Povhowva ulica § ertificate No:
Novo mesto, 8501, Slovenla mﬂﬂ 3 e
Mame and address of quality coniral: Manufacturing Authorisation No:
;(RKA. d.d., Novo mesto 800-13/12018-8
marjedka cesta 8 z -
Novo mesto, 8501, Slovenia e ndors

Quantity of Batch. 7.468 PC

Comments/remarks./
Certification statement:

I hereby certify that the above information is authentic and accurate.

including packagingfizbeling and

This bateh of preduct h

as been manufactured,

gquality contrel at the above mentioned site(s) in full compliance with the GMP

requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing

country. The batch processing, packaging and analysis recards wera reviewed andg

GMP. The batch is released,

found to be in compliance with

Date of signature; Qualified Person cerifying the Baich:
20.02.2024 Milena Zigante
(8 KRKA
KHKA,
tovana 2drol, d.d.,
NG 10
This Document 5 signed sleciranica Date: 31.07 2024

It has hoenmmauwmny?;l vaildaied SAP
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BATCH CERTIFICATE

(T4 KRKA

KR¥A, d, d., Novo maslo
QUALITY MANAGEMENT
Smaneika cesta b

B501 Novo mesto

Sioventa

Tal 4386 7 3312 111
Mail: info@krka bz

Name of the Product: 700138 PRINOCATE CATS 80 mg/8 mg spot on solution for veterinary use

Batch No. of the Product Z98017

Date of manufacture: 12,2023

| Expiry date: 12.2026

Accoeding to Specification. DPSPEC007287/3

Characteristic Specification Reasults
Appearanrcs Claar, sighily yelice to yell ow or bo brownish Complies
yellow soiution
Sealintegrity Must comply with the test. Compliss
Density 1.085 - 1101 gimi 1,088
Clarity and degree of opalescanca of liquids The salution must be clear Comples
Degres of coloation of lquida The saluticn is nat mone intanayely colouned Caomplies
than raferance solution BY4 or Y&,
Wisder Mex. 2.0 % o1 3
Unifarmity of dosage units-mass variation of imidad cpnid, Max. 150 % 16
AV
Unifarnity af dosage unitsanass vanstion of moxideding AV Max, 15.0 % a6
Related substances of imdacloprnd - individual Max. 0.5 % <=030
Related substances of imidaclopnd - total Max. 1.5% =030
Rezlated substances of moxidectin - 23-keto-nemadestin Max, 0.5 % == 0.30
Felated substances of maxidecsin - other indivigual Max, 0.5 % 0.3
Falated substances of maxdactn - fotal Max. 2.0 % 0.3
identification of imigaclaprid « HPLC Agagy is al the same time idenficaticn. Comphies
Iden lificaticn of imidacioprid - TLG The iower man spat in the chromatogram of Complies
samgle salulien carssponds in approimale Rf
vilue and approximate size to the main spat in
the chromatograrm of standsrd solution 1.
Iderdification of moxidectin - HPLC Assay Is ot the same time identitication. Compliss
Identfication of moxidectin - TLC The higher main spcd in the chromatogram of Cornplias
sample splulion cormesponds In sppeocadmate RE
value and spprodmate size to the main spot in
the chrematogram of standard solution 2.
Identification of butyihydraxytoluene Assay is 7t the same me identification. Camplisa
Content of butpthidmaytaluens 83 - 116 % of stated amount 103
Contunt of imiducloprid (mpépipette) (0, Benl) 780 - 840 mgipipete 807
Cantert of mosidectin (mgipipeise) (0,8m 780 - 8.40 mgpipatia 505
Microbiological quality - Staphylococcus sursus Absant in 1 md Complias 2
Microbsological quaily - Psewdomonas sefuginosa Absant in 1 mi Compées 2
Microbial quality - TAMC Max. 100 CFUmI <10 2
Microbial qually - TYMC Max. 10 CFUmI <10 2

T not performed on every batoh (manita mmuhﬂmbatmwgm‘
2 FlmmmmmaammsmmmmmamMum least one batch annuaily.

It has been crested ausomenically by fhe vaddated SAP,

Dabe: 31.07 2024
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