CERTIFICATE OF ANALYSIS

| Product: EUROPEAN BRADE FOETAL aowwe SERUM (H.1) " :.ﬁr{glﬂ? o BRAZIL
Catalogno: | 04-127.1 o | Raw material certificate n nm 00232/3155/12
Lot number. | 716779 | Dated: AUGUST 3, 20?2
Explry date: | SERFTEMBER 30, 2017 | Storage temperature: -20°C

Triple 0.1 micron fitered

For In ¥iire Diagnostic use (nat for-human or animat therapeutic use)

W certily that all lots of Biokigical ndustries’ Foetal Boving Serum ara prodused from raw materials arlginating In countrigs corplesly-fres
of both BSE and FMD diseases.
Note: Since our sera are Rot pre-aged before filration, turbidity or fluceulent debris may devéfop upon thawing o storage.of the: settim. This
condition does not auversely afect performance cheracterigics. of the serum..

_Reference _Test Specification ~ Result Units

1, Alanine Transaminase (ALT) _Check & Record 7 ull.

2 Abumin 18-30 .21 gL

3 Alkallne Phosphalage Check & Record 40 WL

4. Aspariate Aminotransferase (AST) “Check & Reeord 49 ol

5, Bilirubin- total L _ Check & Record 22 myil
8 Bilirubin- direct Check&Recod 0.2 “mgial.
7. Blood Urea Nitrogen(BUNY __Cheaok & Recond 42 mig/dL.

8. ~ Calelum ,  Cheok & Record 3T oL,
8, Chiaride _ Gheck & Record 100 MMall,
10, Cholestan Dhenk & Record ¥ gl
11, Creatinine Check &Record. 3.1 gL
12 Creatinine Kinase (CK) Check8fFecord 836  wi
13, ElectrophorelicPatlern Normal  WNormal
14, Endotoxin festing Check & Record 281 EUimi
%5, Gamma-Glutamyl Transferase. GGT)  Check & Record 7 uh

15, Clugose . Cheek & Record 86 mo/dL
17, Hemaglobin _ 036 145 mgldl
18. _High Dengily. Lipapmtems (HOL), Check&Record 12 ma/dL.
18, 196 . Notmorethan00 81 mgl _
20, aciate Denydrogenass " Gheck & Record .. 688 Ul

. LowDenstty Lipoproteins (LDL) _ Check & Record. 10 mgrd,
2 Mycopdasma testing _ Negstive Negative

25 Osriolallty 70345 308 mosm {lgg
24, Performancs testing: Growth assay BO% Pass

B Periormante testing: Hybridoma growth X%, _Pass

26 Performance testing: Plating assay. _>80% Pass

a7 pH s 7080 71 .

28, Phosphiorous {inctgamc} _ Check&Record =~ 85 mg/dL
29, Potassium. e __Cheek & Record 12 _ MMOA,
30 Sodium . . Check & Record 136 _ MMQEJL »
31 Sterillly testing Negalive ‘ ‘Negative '

32, Total profein 3660 38 gl
3. Triglycerides (16} Chock & Record 62 “maldl_
3, Ui icid .. Check'& Record 18 mo/dl:
am YT Bovine Viral Digrrhea BV} Negative Testod _
3 V- Parainfluerza Typs 3(P-8) . - _Negative. . Tested

37 VT- Bovine Rhinotracheitis (IBR} j / Negative - Tested:

HAHERMANT" _December 10, 2047
" Qublity Control Department pate:
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Quality Control Tests: - Cerfified FBS

Alanfne Transaminase {ALT) Laciate dehydrogenase/NADH, solorimelric determinalion & 340nm. S .
Albemin Bomoress! Gragr (BCG), Bustafsson JEC. Imprived Spetiitity of s alburin. datapmination: and astimationof “seide phass regufants® by
1ise &F the bromeresol greer reaction, Giin Chem 1877, 32,918 . _
Alkaling Phosphatase Para-rifropheny) phosphate; Bowers GN, McGomo RB. A conlinuatis spectrophiterietic mithiod for measuring the actilty of
serum albkaling phosphiaiase, Gt Chsm 1988112 (2% 70-80 Tiatr NW, Burtis 3, Duncan P, ettt A reference mathod for maasurement of alkaling
phosphatase aotivly in human serurd, Cin Chem 1883 28 (5] 761788

Aspartate aminatransforase (AST) Malale sehidroganasa/NADH, colutiftiic detertination at 40nm,

Siiirubin- total Sodium nitife? biliverdin, Colorimelris-determination. _

Bliirubin: direct Diazo reagtion Based on the reagtion of biliribiy wilh 4 diazetized siMtaniic anid, Buis CA, Ashwond BR, adilers. Tiei? Tedbook of
Giinical Cheristry, T ud, Philadeiphia, PA-WE Saunders: 1895 1108,

Biood urea nitrogen (BUN) Lirsase hydrolysis o ammania and carbon dioxide, Colorimelic determination. Tatke H, Sofubert GE. Kipisohe:
Wochanschit 1965; 43 174 o ‘ .
Saicium Arsehaze it dye. Tietz NW, edifor. Fundamentals of offveal chemishy, Fhiladeiphia PA: WE Saunders: 1970638

Chioride lon ssledlive slectrode: o o _

Cholestérol Ensymalic chiesont esteraseioridaseipendidasel. Allain €, Poorr LS, Chan €8, ot af, Enaymatic delerination of tolah sevum
cholastart, Cfn Chem 1974; 20 () 470475, Roesthiau P Bernt £,.Oraliér Wa, Erizymatic delormination.of totat cholegiardl iy serim, 2 Ky Char
Hin Blochim 1974 Y2 228

Oreatining Alksling Piorate. Reflectancs spactrophotomeiry st 800nm, Fabing DL, Eringshaussn G, Automated smatfibnrat meliad tor detetrination
of serum creatinine with the cénttichem, Gt Chem 19712 17 G860, Soidin S, Handerson L, HIS, The affect of Bl and-ketones on reastion
rate melhots Yor the misasureiment of craitining, Gl Blochem 1978: 826

Creatinine kinase {CK) Enzymatic reaclion; N-acetyHo-oystéine.as an enpyimé résctivator. The rate of formadion of NADPH I8 meastvid By reflédtance
spacirophatometry at 340nm and fs praportional to the activity of ©KInihe samgls.

Etecirophoretic Pattern Callulose Acelale _ _ _ _ _
Endotoxin testing Guidghine on Validation of the. LimUlis Amiliooyte Lysate fes! s an Eng Product Erjotaxin Test for Human and Animal Pargriterals
Orugs, Biclogica! Produsts and Medical Devices- Ui8: Deparfment of Heaith and Human Services, FOA, December 1967

Gamma-Gintamyl Transferase [BGY] L-Gamma-gltamyh-3-catboxy-+-ilroaniide’ subStratd/giyeyiaiycine Theodorsan: [, Stomme JH, Gamms:
Glutamgt-3cimtiony- ta-miroaniide: he substrate.of choloe for ruling deteninations: of GGT adtivity in serum; Clin Chem Acta 1976172 206

Glucass HaxokinaseiGlucose.B.phosphate dehydiganase. Colofimelre delésiination,

Hemoglobin Averags absorbance valus. Fleming AF, Woalf AJ. Clid Chany 1065) 12:87

High Density Lipoproteins {HDLY Enzymatic reaclion: Cholastoro eslerase-cholesterol oxidase-peronidise-chrdmagen. Winnick GR, Nack M, Rital
§, Evalustion of methads for measurement of HDL-Chiclestarol: from ultrcentrifugation to nomegensous assays, Cin Chem 2001, 47 (8115791556
G Fadiet mmunodiffusion methiod, Mantint et 4, immanochemisiry, vol 2, Page 255.262, 1985 '

Lactate debydrogenase Pyuvate to lactate, NADH oxidation measired by reflasiance spettropholometry at 340mm. Revormgeniation of i German
Souisty for Clinkal Cheamigtry, Z Kin Cham Kl Biochany 1870 8858, 197210 182

Low Density Lipeproteins {LOL) LOL= Cholssteral = HOL < Trighycerkias/3- _ o

Mycopldsma testing Detection of mycoplasma Confariination of boving senem by the large volume method, ASTH: E 163600

" Oamuatality Freeze-point degression assay:

Porformance testing: Growth assay Biologicat Industries specificalions. Cef ine used: hurian diploid ling fibrobladt calls {MRLS), ATCE SOL-171.
Bialpgical ndusirias geawth- prothotion assay mestuenthe shilty of each FES Tof {o support-profiferation of fastidious human diploid-fbroblasts lrbugh
mgltipte subsuliuras. i .

. Parformance testing: Hybiidoma growth Biologic? Industriay” spetifications. Sell _E%i'e Had! Spi0agid myelomadadved hybridoma, Hybridoma

growihi st analyzes the.abilly of wach FBS bt to support growth of Aybridomar cells:

Parformance testing: Plating assay Biological Indusifies spedifcations. Call ihe used: African gresn monkey Kidriey cells {verol, ATCE CRL-B1
Bnatysiy of cefivtar aftachment and proliferation of Vero celis.

pH Potentiomelris detarningtion. N .

Phosphorous fnorganic) Phesthamelybdale: Inargani phosphiats watls with Bmmintum mglyhdaie to o 2 heterppalyadid complex,

Potassium lon solostive oecirods. :

Sodiem fon seleciive dectode.

Bterility testing Currant edition gFUBP:

. Total protein Biuret method. Biurst misthod for the determination of tolal Broteinin sirum and exudates, Funttamntals of Clivical Chemistey 1876:302-

304

 Triglycerides Enzymatic assay (Glycersi Phasphate Oxidase). Fossati ¥, Prendpa 1, Senifn irigiyesrides dstennined coformetrpally with s anzyme

ihai produces hydfogen peroside, Chn Cher 1982 28: 2077-2080; McGowan MW, Artiss JD; Strandbargh OR, el al, A geroxidate-coupled method for
the: cafgrimeinic delermination of serun glyeerides, Sy Cher 1983: 29; 538-542 _ o

Ure acid Uricase/Aliantsin, Trivedi R, Barda E, Rebar L, Enzymislic ufic ack! defermination at 5006m by Trindar method, Clin Chem 1976: 32; 1223,
Wabasaskalian P, Kalfney 5, Wastoil &, Determination of uric acid iv serum, with-use ol uricase and tibromophenol-aminoantipydne chromogen. Ol
Chem 1973 190822, _ '

VI-Blustongue Virus (BTV] Virus testing s performeit socording to-the Code: of Faderal Requiations (CFRY, Tiie 8, Part 11353 () (11246,
113471, . . . '

VT- Bovina Viral Diarrhea TBVD) Virus testing is perfarmed according (o the: Coderof Faderal Regulations (CFR), Title. 8, Part 113583 (c) {11348,
Haam, ' .

VT. Paralnfuanza Type 3 PR3y Vius tusting & parfarisd acooiting fu ihe Gode of Feders! Reguislions (CFRY, Tille:§, Parl 113,52 (¢} { 11346,
193.47], . L

¥T- Bovine Rhinstracheliis-(IBR) Viris fosting Te perfomed secording fu the Cude of Federal Raqulations. (CFRY, Tiis §; Part 193.53 (o) { 11348,
113471 .



