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KRKA, d, d., Nowo mesta
QUALITY MANAGEMENT

BATCH CERTIFICATE s .

Tal <3387 3312 111
el infogPkria. b

Name of the Preduct 700138 PRINOCATE DOGS 250 mg/62,5 mg spot on solution for veterinary
use

Batch No. of the Product; Z98183
Date of manufacture: 01.2024 | Expiry date: 01.2026

Dosage form:_spot-on solution !
| Strength/Potency: Imidacloprid/Moxidectin 100 mgi26 mg/mi

Package type: Tube/Bag | Package size. 3X2.5 ml

Batch Mo. bulk: Z88179

Impaning country - Marketing Autharisstion No.!
- 2220; PL - 2843/20; 51 - DC/V/0680/006; SK - 96/070/DC/19-8

Name and acdress of manufacturing site far bulk: Manufacturing Authorisation No:
KRKA, tovarna zdravil, d.d., Nove mesto 800-13/2018-6
Povhova ulica 5 3
Novo mesto, 8501, Slovenia oo e
Name and address of manufacturing site for finished product | Manufacturing Authorisation Ne:
KRKA, towarna zdravil, d.d., Nove mesto B00-13/2018-6
Povhova ulica § i :
MNovo mesto, 8601, Slovenia %;c;&i .3 e;
Name and address of quality control Manufacturing Authorisation No
gRKA, d.d., Novo mesto 800-13/2018-8
marjegka cesta & ficate No:
Novo mesto, 8501, Slovenia ?on:!’sgon:it-s o

Quantity of Batch: 2.376 PC

Comments/ramarks./
Certifieation statement:

| hereby certify that the above information i authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned sie(s) in ful compliance with the GMP
requiremants of the local Regulatory Autherity and with the spacifications in the Marketing Authorisation of the imparting
country. The balch processing, packaging and analysis records were reviewed and found to be in compiance with
GMP The batch is released.

Date of signature: Qualified Person certifying the Batch:
20.02.2024 Mitena Zigantes
(& KRKA
KHKA,
f-l;l'n'.‘ [14] P:Ii-f.ﬂ'“. d.d..
This Document = signed alaciionically Dale: 04 04 2024

Wt as been created sutamalicaly by Ihe validated SAF. Page: 112
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%.u.m MAMAGEMENT
BATCH CERTIFICATE B501 Novo et
Siowenia
Tel #3836 7 3312 11
Miail infogkrka.biz
Name of the Product 700138 PRINOCATE DOGS 250 mgl62,5 mg spot on solution for veterinary
use
| Batch No. of the Product Z98183
Date of manufacture: 01.2024 | Expiry date: 01.2026
According to Specification: DPSPEC007984 3
Characteristc Specification Resuits
Appearance Clear, slightty yellow to yellow or b brownish Camplies
yollow solution
Seal imtagrity Must comply with the test Complias
Density 10058 - .10t giml 1.099
Clasity and degrea of opalescence of liguids The solution must be clear Comples
Degree of colaration of Hguids Thae saluticn is not mose inteasively coloured Compies
than raference soluSon BY4 or Y4,
Water Max 2.0% [ 8] L |
Uniforrnity of dosage urets-mass waristion of imidacicpng; Max. 150 % 14
AV
Linifermity of dosage units-mass variation of moxidesin, AV Max. 150 % 14
Idantficstion of imidaconnd - KELC Assay & at the same times identification. Comolias
Identfsation of midadopnd - TLG The lower main epot in tha chromatogram of Comgles
sampie solution caresponds in sporoximate R
value and approximate 5ize to the main spot in
the chromato gram of standard solution 1
Identificaton of maxdectn - HOLGC Assay |5 8t tse same time wdantifioation. Compies
Idendification of maxdectin - TLE The higher man spet in the chromategram of Complies
‘sampile solutlon corresgonds n appreximate R
value and epprosimate s 10 the main spat in
fhe chromatogram af standars solutian 2,
Mentification of bulylhydronytoluens As5Ry 18 @l the sama tme artificagion, Comples
Retated subsiances of imidaciepnd - individua Max. 0.5 % =030
Retated substances of midaciopnd - botal Max, 1.5 % = (1,30
Related substances of moxidechn - 23-keto-nemadsctin Max. 0.5 % <= (0,30
Related substances of mesdectn - othar ndividual Max. (L5 % 03
Related substances of moxi dectn - tolal Max, 2.0 % 0.3
Cantent of bubyikdioaytalusne 86 - 126 % of stated amount 112
Content of imidacicpric (mgdwipetta) (2.5m) 233 - 763 mgipipatte 254
Corntent of moxidectin (mo/pipetia) (2, 5mi) 584 - B56 mypipete 633
Mticrobial quality - TAME Max. 100 CFUmI <10 <
Mecrohial guality - TYMC Max. 10 CFWm <10 -
Microbialogecad quaiity - Staphylocoocus suraus Absent in 1md Compliss 2
Microbiological quality - Pseudamonae sefuginasa Absant in 1 mi Complies 2
*1 Testing nod perfaerned olian
*2 Finst Ian“pfndwﬁm m:ﬁﬂ mmﬂm'n::ﬂwmm annually,
Tiils Docunent & signod aleckonically, Dale D4 04 2024

I has been crasted sutomatically by the validated SAR
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