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ATTESTATION

To whom it may concern:

I, Qualified Person, attest that for PUREVAX RCPCH (L461279) there are

different manufacturing dates:

- One for the PUREVAX RCPCH: 28 AUGUST 2018
- One for the diluent : 18 NOVEMBER 2017

- One for the final product which associates PUREVAX RCPCH and diluent
(and is the date of packaging of final product) 22 NOVEMBER 2018

The expiry date of this product is: 07 MARCH 2020

Lyon, 28 January 2019

Qualify Person
MERIAL Lyon

Dr Magali BENABEN
Substitute Deputy Qualified Person
Merial Lyon

Merial, société par actions simplifiée au capital de 23 425 398.50 €
Siége Social situé 29 avenue Tony Gamler & Lyon (69007) France - 590 800 215 R.C.S. LYON
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CERTIFICATE OF ANALYSIS

PUREVAX RCPCH

COMMERCIAL LOT: 461279 STORAGE BETWEEN: 2°C-8°C

PRESENTATION: Bottle of 1 dose

FILLED PRODUCT LOT NUMBER: 18PCCP1E61

MANUFACTURING DATE: 28-Aug—__2018

EXPIRY DATE: 07-Mar-2020

1 TESTS | TECHNIQUES | . THRESHOLDS -« RESULTS R SSUAEND
APPEARANCE 10001 'HOMOGENEOUS BEIGE PELLET HOMOGENEOUS BEIGE PELLET gg:g:gjggig

Cn oo - : 07-Sep-2018

PH 10010 6.8 <= R <= 7.8 pH Unit 7.3 pH Unit 07-Sep-2018
07-Sep-2018

=] ) 0, ]
RESIDUAL MOISTURE 10020 0.5 <=R <= 3.5 % 1.7 % et
BACTERIAL AND 10-Sep-2018
e 11000 NO GROWTH NO GROWTH A
MYCOPLASMIC 11-Sep-2018
ooy 11204 NO GROWTH NO GROWTH ot
PANLEUCOPENIA VIRUS ~ 07-Sep-2018
IDENTIFICATION 12055 R >=2 Log(10) >3.6 Log(10) 13-Sep-2018
PARVOVIRUS F——
COMPONENT 12315 HA AT PH 6,4,NO HAATDH 7,3 | HA AT pH 6,4,NO HA AT pH 7,3 e 9_2018
IDENTIFICATION - HA €p
VIRAL 13-Sep-2018
PURITY/INACTIVATION 13020 NO CPE, NO HA AND NO HAD NO CPE, NO HA AND No Hap (| 135 ?_2018
(ON BLENDING) <

PANLEUCOPENIA VIRUS o 07-Sep-2018
TITRATION 15351 3.5 <= R <= 5.2 Log10 CCID50/mL 4.4 Log10 CCID50/mL 13- Seb70i0
HERPESVIRUS o 07-Sep-2018
S 15352 5.5 <= R <= 6.2 Logi0 CCID50/mL 5.9 Log10 CCID50/mL. Tt
CHLAMYDIA TITRATION 1645 3.7 <= R <= 5,0 Log10 EID50/mL 4.4 Log10 EID50/mL ;fjgggjgig
CALICIVIRUS G1 ) 13-Sep-2018
RS 2416 R > 0.2 OD Unit 1.5 OD Unit e
CALICIVIRUS 431 ) 13-Sep-2018
iyl it 2417 R > 0.2 OD Unit 1.4 OD Unit eI

"~ CALICIVIRUS S — ) ) 13-Sep-2018
el 2418 2.15 <= R <= 3.30 ELISA Unit/mL 2.8 ELISA Unit/mL b
HERPESVIRUS 08-0ct-2018
il el 2454 SPECIFIC FLUORESCENCE SPECIFIC FLUORESCENCE T
CHLAMYDIA 10-Sep-2018
o 2481 POSITIVE FLUORESCENCE POSITIVE FLUORESCENCE e

* CALCULATION OF THE EXPIRY DATE
WE CERTIFY THIS PRODUCT MEETS THE REQUIREMENTS OF THE

COMPETENT AUTHORITIES

28-Jan-2019
Pagel1of 1

Signature / Function

Magali BENAREN
Deputy Head of Quality Contro)

Siége Social situé 29 ave,

Merial, société par actions simplifiée au capital de 23 429 398.50 €
nue Tony Garnler & Lyon (69007) France - 590 800 215 R.C.5. LYON
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CERTIFICATE OF ANALYSIS

PUREVAX RCPCH

COMMERCIAL LOT: L461279 STORAGE BETWEEN: 2°C-8°C

PRESENTATION: Bottie of 1 dose

FILLED PRODUCT LOT NUMBER: 17SRLOC41

MANUFACTURING DATE: 18-Nov-201 7

EXPIRY DATE: 07-Mar-2020

| ., TesTS i | YEHNIQUES _hReswows © [T . mesuirs > Dares
APPEARANCE 10001 CLEAR, COLOURLESS LIQUID CLEAR, COLOURLESS LIQUID g;ﬁ,’g\‘;’ggi;
VOLUME 10011 1.0<=R<=1.1mL 1.0 mL gg:gggggg
RESISTIVITY 10018 R >= 0.04 Mohm.cm 0.15 Mohm.cm 3223:5:3813
FUNGIC STERIDy | 11000 NO GROWTH NO GRoWTH 22-Dec-3017
L T 0.003 %
CHLORIDES 125 R <= 10 ppm <10 ppm 3213223533
ACIDITY 1485 R <= 0.1 mL NAOH 0,01 N 0.0 mL NAOH 0,01 N gg:gggjggi;
ALKALINITY 1485 R <= 0.15 mL HCL 0.01 N <0.15 mL HCL 0.01 N i
ENDOTOXINS 18053 R <=0.25 <0.005 gg:“nggi;
s%’gg%iﬁg'ég 192 NEGATIVE REACTION NEGATIVE REACTION gg:g:g:ggi;
AMMONIUM 2896 R <=1ppm <1 ppm 32:32225313
Cﬁkg\'ﬁg‘; IﬁNMD 524 PURE BLUE COLOUR PURE BLUE COLOUR 3;:3:5:%3;;
NITRATES 525 R <= 0.5 ppm <0.5 ppm g;:g:g%gi;
SULPHATES 66 R <= 0.5 ppm <0.5 ppm 322322:33}3
HEAVY METALS 67 R <= 0.1 ppm <0.1 ppm g;:g:gjgi;

WE CERTIFY THIS PRODUCT MEETS THE RE
COMPETENT AUTHORITIES

28-Jan-2019
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Signature / Function

Magall BENABEN
Deputy Head of wJality Control

Merlal, société par actions sim
Siége Social sltué 29 avenue Tony Gamler & Lyon (6900

QUIREMENTS OF THE

plifiée au capital de 23 429 398,50 £
7) France - 530 800 215 R.C.S. LYON






