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2. vihavunvedlasans dninmaluladindamidnd nsuuaded

3. 1usvUssunuiladednass 10,943,673.00 uw Guanudnaudvivamiurnios
WWadvaiuumau)

4. Sufifvumsianats o full 11 sanew 2565
4.1 Wvia andvl P50 vive fivla lulwd #5% (Fetal calf serum or Fetal bovine serum)
U 300 Eag _
Wudu 10,746,900.00 1w $9A7 35,823.00 UTN/ARS
4.2 Fugnleeiglitiu 12 8eu  d1wau 30 Bas
Wudu 196,773.00 um I 6,559.10 um/Ans

5. WAASTILNTE9TIANAN (51rE1984)
af Y 4’ d’ of = =
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1. 3o
2. finwmeyialy
3. dnunslany

3.1 Wuduiliangnialuies

3.2 Lﬁumummﬁm U.S.D.A w38 European Pharmacopoeia

33 Susdvuinnisnsesugavineliunanifeseusiunses 0.1 micron S1y 3 ak

3.4 FuardodinuantRnwunnsguiel

3.4.1 Chemical checks
34.1.1 pH ; 6.9-8.0

{ 3.4.1.2 Osmolarity : 260-340 mOsm/kg
‘ 3.4.1.3 Total protein : 3.0-6.0 gm/dl

Wita enavl #5u vi3e via Tulad 3% (Fetal calf serum or Fetal bovine serum)
Hugduiildlunmsmneitsnsad Tunssurumsdstedulsalinuaswindlon

3.4.1.4 Hemoglobin : < 25 mg/dl

3.4.1.5 Endotoxin : < 1 ng/ml %39 < 10 EU/mt
3.4.2 Microbiological tests

= & pep &
3.4.2.1 YseRnnnsiuiiauninidouueisslaziaes
% 1
3.4.2.2 UsmnnsUuildeusinide Mycoplasma

3423 Ysennmsdutievanidelada sv uanidelrfaviniy 9 Wy P-3 uay FMD
3.4.3 WATMAEBY Cell Growth and Toxicity Testing
4. Forviuadu q
1.1 msdasvuienasdowanmdngudauisansvaouliiinasnssoginainistuad sy
sufisyrdwevaglugumaiiligenin -18°C
6.2 gauenaagissdhnotrarihnmsnaaeunielussesiafisvun lsidosndn 1 30 (500 wa/
N usrytusiuaziliunirusiussganlsseuguin wieslu Certificate of Origin and Health
30 Certificate of Suitability #133sviedun nnSguravensemeiindnduduuvadmdniiy
u’;,é’:law%’auaﬁauasﬂssﬁumawu‘%ﬁw@’muaswmmw%fauluLﬁuaiﬁﬂ'ﬂuﬁ’mauamm WINeaE
ﬁeiammaaulniuhumwmaauﬂmmw Tunanisidsueaddmiuaisudnindulsadan
wasiinilos uay Vero Cell way Chick Embryo Fibroblast Celt anﬂﬂammaamuamﬁ
TFassndnnsRansan m'iw'-a'ﬁmﬂ'nen'iuaﬂiﬂ'l-z’ﬂumitmwLaawaé‘lmmma‘m Juiendvidues
nsuUAAng mmLaua's*:m%uﬁaasmmmw*salm 9 87 mndlenlddelunsmagey flauasian
mamuwaaﬂﬂﬂ‘umaumwm
4.3 sa‘smsmamammﬂLmaw‘lum'mzmmaaimu'mLLazLﬁ'u%E; WU Uszinmosaingidey

| [ FS o =l .
Ussinaiifuaud Uszimaanigowing uasndasinlssiuitldunnsgiu 15O Series 9000
viFe 9001 Tneuuuienasuluiuaussen

/6.4 Aoy ...
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4.4 vasily Certificate of Origin and Health wie Certificate of Suitability INIFUIRTRUTEINA

b

o,

Andnduduannuvasdaniiuuiluiudewsy

4.5 uidnindn fowantonainiu QC-Certificate w3 Certificate of Analysis Buunsasiaaoy

FFununmIgrufisvuesueasidonlude 3.4.1 §s 3.4.3 Inglafunsiusesnaniuym
v oa o
oAk Anindludszinalng

4.6 gadwauianduyaisrfufiiedwnioussyTununeiy (expiry date) uuaainuda s

sgnedmIL hidaumin 2 U duanTudelay

w ¢ v oa .. . b Y d o v
4.7 a,‘s‘fiuus‘sqﬂm%alﬁﬂiiamuamam (original packaging) 1wy faansey Tadud Lot number

Uignidn Ussneiindn Tunda ung/viotuvuneny

4.8 UWUTIY 500 UA./U5Tu
4.9 gusufidgtnneluladfdueidnt 9.0 709 L uAsS19TIN

............. f%.f.{{.......................ﬂ'ssﬁquﬂ'ssums aﬁa..............E’%}f%ﬁ.....m........nﬁums
(eseassd Snwnaiven) (el Buaneddang
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IURLIBARMAN VAN

p) Fiugnlaenglitiu 12 e

o & sle H n’i’ L] ar PO Y «
anwaziialy WugsuitdlunsimnsiBoasaddviurunand o,
ANYAILIAWIY

3.1 Wuituiindnangnlaogluiu 12 deu

3.2 %E‘mnﬁuﬁﬂmuums%’uuaﬂmwnsw (Industry Standards) .

3.3 wﬂwumaumﬁmammmu Aseptic Technic Trﬁm'imumaqmuminiawuamma TieRn
Wamourunsewidsldngas 0.2 luasou LLa.,US's'«a'Luﬂ'muuﬂaamwa

3.4 ‘aiu%maamumimwaaumummsg'aumu
3.4.1 Chemical checks

- pH 6.9-8.1

- Osmolarity : 240-340 mOsm/kg.

- Total Protein : 50-80 ¢/l

- Hemoglobin : < 350 meg/l

- Endotoxin : < 1 ng/mt ¥3m < 10 EU/mL

3.4.2 Microbiological Test
-UsmennsvuieusnisuuafiiFouasi@es lnonaasuninuinssiu
U.S. Pharmacopeia

- UrAennasUuitienannide Mycoplasma Iaun1snaasuRels Barle MF and
Kern J.
- dsenastudleunadelhia Adventitious virus agents (AVA) sreralu
BVD (Bovine viral diarrhea), IBR (Infectious bovine rhinotracheitis) iag PI3
(Parainfluenza type 3)
3.4.3 Growth Promotion Assay
- aWsaIWIETENeUSInYAd CEF

4. dafivundy

4.1 vislunefiazonusannidelse UTTYINAY 500 Haddns

42 Fufigungiiliiiu 20 ssrmiwaiies Tuilandwey

4.3 %zﬁaﬁﬁﬁﬁ‘)@éﬁﬁﬂﬁlﬁﬂ?ﬁﬂﬁ%ﬁﬂiﬂﬁﬂﬂﬂ’h 500 ua (Original packing) unnneluszegiian
Fifwmun mndhetedwnmmseUlsH SRR URMA maﬂmﬁﬂammaamuaﬂﬁmvaman
msfiansan qwsuan‘[ﬂlﬂuﬂmwuLamwaé'l,ﬂwsa‘lm Huiendwdvaansuadnd feuitnae

HesdesSunaudomeln i ala 'vx'm:um'quma’L‘uﬂ'mqmaa'uma'u'swmaamammwaﬂmaau
%maaLﬁumaanm’bﬁawuwmm
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FFursdoamdnannunaaitlifinisseunvaslsatinuanindes de Useinronainside
UssinailaBuand vie Ussmmanisouing windu

UI¥ngudn daanonansily QC-Certificate we Certificate of Analysis 8ufunnsg
nTmaeuddy amnespufitmusnuTandoslude 3.4.1 F13.4.3
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