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CERTIFICATE OF ANALYSIS

ZOETIS MANUFACTURING & RESEARCH SPAIN. S L
Cira Camprodon, s/n:Finca "Ls Riba’
176813 VALL DE BIANYA (Girana)|
AUTHORIZATION NUMBER 4233F
GMP pertificate ES/O7ZHVINT

10008180
DUPHALYTE INJECTABLE SOLUTION *10X500ML

Appuaraiee

L EUCIME  POeIniL

Aennyt 1

[BE!

Ehanol g/,

Expiration Date 122022
Date Of Mandlacture: 300172020
B8G-RO-S1
414371 ‘ Associated Lots: 414267

TEST NAME SPECIFICATION UNIT RESULT

Clear Jretlnw_somton N/A Meets Spacification
Iy jolbers ) F'us:mL for Dextrose MiA Mesis Requiremants
DM TLN N PG F’osml& for Vilamin B1HCH vilaoun B2 Vilarmin  NiA Meets Reguiremenis

B HGI veiine. DL Phanylalaning-DL. Leucing

Phuang! Mathyl p-hidroxybenzoate and Prapy!

p-hidiBaybenzoate
hraielan (MPLC) Pcmlhl e Ie Nicolinamide D-pantencl NIA Mests Requirements
Dlansgruige vyl 432 } 47 T mgimL ma/mL 249
- Pasinanal mgmmL. D.UQlIIJ.n myimL mgimL 010

36 - 44 poimi pg/mi 42

Piyuroxyterzaate mgimt. 1,620 - 1 980 mgimL mg/mL 1767

Hiconrnarmde mglik 2 03 2 48 mgiml mg/imL a7

£3147 NIA 48

0.0?3 - 0110 mg/mi mg/mb 0.108
Fhenylatanine-OL pgiml 27 1‘1 33 pgiml. pgimi 30

|

Byl peHydicaybenzoite mgiml 0 1[#0 — 0,220 mgimL mgimL 0193

Docuniontalien s casahfad FROFRETAR? and 14 made avallebin for buniness operations and review by employees and regulalory

agﬁrlf.'ve? Distrtzution 1o third parties wathowl pnor pesmusson 1s profibied.
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_ ZOETIS MANUFACTURING & RESEARCH SPAIN, S L L
Garasate) Bale Clra. Camprodon s/n-Finca ‘La Riba’
Mar 5. 2020 17813 VALL DE BIANYA (Gironal
| AUTHORIZATION NUMBER 4233€
'GMP cartificate ES/072HVITT
1 10048 140
1414 DUFHALYTE II‘PECTABLE_ SOLUTION *10XS00ML
Expration Date: 122022 ‘
Late Of Manulaclure 3001/2020
Tiarket BG-RO/SI
Lat Number A1azrr Associated Lots: §14287
al
TEST NAME saijmmn UNIT  RESULT
vanne DL paimb 45 - 55|pg/mL Bl 35
|
|
Setain 1 HOY agimnL 180 - Tﬂ ik il 202
Cathrr B2 ugims TEE-B2a ugiml wiinL 825
wilihoe BB HOH il 180 - 20 pghmiL AL 203
|
Wil Nol leks Ihan the declared quantily WA =500 mi
Cououss ELinml Nol imote ihan 0 6 EUiml EUML <05
Sraniiny Ster _ Nfk Pass
danmeation (HPLC) PDS!LB tor Vitarmn B12, Calcium Chionide NIA Meels Requirements
€H2ZQ Magnesium Sulphale THZ0 and '
Pdts’lrsll,uu Chinride
VT T GpanDsnbatenin pgimk 000 £ 40V wgrmb pmL [{A]
ety Crroree OFQ mg/mL (.28 0.24 mgimi. mgiml ¢22
Bagieinnn Sulphate TH20 mgiml 028 = 0 30 mgimd mgimi 0.28
L Clorede igAml. ) 1%— 021 mglmi. Mgl 0.29
Town Avigaculs gL 1248 - 152 8 poimL caltulaled based on wiimb 1307
armine aroups
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ZOET)S MANUFACTURING & RESEARCH SPAIN, S.L L_o‘
Getiatue) Dale: ‘Cira Camprodon, sin-Finca “La Riba” S
M B 2620 17613 VALL DE BIANYA (Glrona)
AUTHORIZATION NMUMBER 42338
GMP cartificale ES/IOT2ZHVT
(T 10005140
Te DUPHALYTE INJECTABLE SOLUTION *10X500ML
|
Exinraiit 23ats (002
Dale O) Masiuciure 2020
P BORGS!
Lot Naniber alazn Assoclated Lots; 414287
TEST NAME SPECIFICATION UNIT RESULT
Talah harh e o ooitiinare NIA Bollle a850

VL ra e oyl taltuing and fasling dully Iharetiy caify Ihal Ihe above informilion i adinénlic ang accurate The

Ll b bt f2sbeut it imanulachuied inchmling packygng and quilty oenliolibs full complatte with Good Manufaciuring
Hrnoiges 30 1 Comnpaance wilt matnodd and standaids. as destnbad w the apoleatie Guality agraements. the local regulatory
P LN AL INGeE MepUIrerEnts dlipulaiodin the nmruemg aumunza_mn
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DA 4 o T Qunlfied persen
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