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1. Folasan1s InvoTanalling 91U 2 58003

a o) &

2. vigudvedlasens ddninalulag@iiueidnd nsuladnd

3. NRUIUUszI NS uIRass 7,562,506.00 UM (Wad umuaunuiiuaasfumsoe
gaunnuangIu)

4. Jufitvunsininans s Uil 9 Sunen 2564
4.1 FSugnireglauiiv 12 o U 60 §93
Wudu 393,546.00 um 397 6,559.10 UM/anT
4.2 Wi maw F5u wide Wi Tulad ASu (Fetal calf serum or Fetal bovine serum)
71U 200 G013
Judu 7,169,000.00 um 5187 35,845.00 UW/ART

5, WWdeTinveesIAINae (51181999
- 580157 1 mua%’ﬁgmgs&ﬁ)ammamﬁ 58/2564 (av.) aviuf 7 WEwAIAY 2564
- 580157 2 muﬁ%y,rgw%a*mma‘uﬁ 60/2564 (a%.) arfuil 13 NwNIAN 2564
6. BN MUATIAINANS (31A187954) VnAw
6.1 welwyad lanma Ugdnunndtrunnisiey
6.2 WNATIANNT WnwNaNyIl  WmTnaugInIstauiga
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Anwaizsialy Lﬂu%%’mﬁ'lﬂum‘smwLﬁsmaéﬁm’%’mmmﬁmﬁa:’l’mﬁ
ANEOIZIANIE

3.1 Lﬂﬂ%’%’ﬁﬁmé‘mmﬂanIﬂaﬂalﬁLﬁu 12 ey

3.2 ’]ﬁm‘iLﬂUVI’]C‘]’]SJSJ’ICﬂ‘iﬁ’ME)ﬂﬁ'MﬂTi&J (industry Standards)

3.3 wﬂ‘uumaumiwammtwu Aseptic Technic Iﬂwmavmaqmuminsawuﬂmms Tydseann
Hodturunsenvieldnges 0.2 lupsau LLa“Uiiﬂ‘lun'}‘ﬁu“"t}aﬁm‘ﬂB

3.4 ezﬁm.ummmumim's'aaaaaumummﬁ’mmu
3.4.1 Chemical checks

-pH 6.9-8.1

- Osmolarity : 240-340 mOsm/kg.

- Total Protein : 50-80 ¢/l

- Hemoglobin : < 350 mg/l

- Endotoxin : < 1 ng/ml %38 < 10 EU/ml

3.4.2 Microbiological Test
- Usrmannisvudisusinideuuailidonasides lngnaasuaunInsgIy
U.S. Pharmacopeia
- Ysrenanmstuiiouninide Mycoplasma lagn1svaaausaeis Barile MF and
Kern J.
- Unannmsdutieusindelada Adventitious virus agents (AVA) farelul
BVD (Bovine viral diarrhea), 1BR (Infectious bovine rhinotracheitis) Lag PI3
(Parainfluenza type 3)
3.4.3 Growth Promotion Assay
- auTewIseEnsUSnanead CEF
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4.1 vssglunsiiazeinunanndelsn ussgraaay 500 Saddns

4.2 \fiusigamaiiliviu -20 ssrwaida wuiliedaey

4.3 szfesdeinagranliniedldaulidesndn 500 ua (Original packing) 1aeluszezinad
fifmun mndegeiidarmaseuliiumsmadeumn T Mansuadn fueanudviavenian
msfensan hisugnlalflunsunedsasadldiviel Wuendvivesnsnadnd Sndvnes
Hiosfauundndemelle q &l wmum’L'umsflumwrz‘naaUmqmwmaamamamamaav
wsesndufosnaldsneiviamn
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4.5
4.6

a.7
4.8
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Ffuazdewdnanunasilifinssruinvedsatinuasindos fie Ussinresainside
UsznaiiiBuaust vie Ussinmanszoutm winhy

vigngudn desuanuenainiiu QCCertificate n3a Certificate of Analysis Budfunns
ATeEpuds munasguiitmussuressdeslude 3.4.1 51 3.4.3
yadesuisnluyafsriuiiedremmdoussyTununong (expiry date) uuaainadndos
ag ety
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swandenRuinyzIany
= . = wr « [ =y ar =l as
1. ¥9 Wia endw 850 wie Fvia Tulan] % (Fetal calf serum or Fetal bovine serum)

el =t

a:r ar A’ = %] a 4'
2, dnwuznall Wudsimmalumsmnsdsusas lunszuaunsudndadulsainuasivinides
3. ANBUSANIY

3.1 Wudtuildangniluies
3.2 Lﬁvm‘mmmﬁ’m U.S.D.A %39 European Pharmacopoeia

3.3 3uezdeviumsnsastugaineliunmmnidefousiunses 0.1 micron S 3 At
3.4 FHuvzmedlauanRowanasgiusal
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

3.4.1.4 Hemoglobin : < 25 mg/dl

3.4.1.5 Endotoxin : < 1 ng/ml w58 < 10 EU/ml

3.4.2 Microbiological tests
3.4.2.1 UnemansvuitounndeuuadiBeuasdos
3.4.2.2 Uswnnnsdudlousnide Mycoplasma
3.4.2.3 Usemnmivudeuannielhda BVD uanilislasauiniu 91U PI-3 uag FMD
3.4.3 sunsvaaay Cell Growth and Toxicity Testing
4. Formundu 9
4.1 nsdeevuidtnesfosuanmdngiudsaunsonieasulddmasassesnarnisvudedsy
sufisgadswaveglugmumgiilignd —18°C
4.2 gauesimasiesdsietnanhinmegeuneluszeznariidmun lifeendt 1 Bas (500 wa/
vssiusiuanfiuntvueiiussgeinTsanududn) wioulu Certificate of Origin and Health
3o Certificate of Suitability fa3mieduut mndsuaveslssmaiindabuduundmaniiu
uthendeuasdanasuspiuauidniauesiamnwdoluauesiailutuaussen mndaats
ﬁa’am'ﬂﬂaau‘l,ajw'mmwmaammmw Tunsimeidsuvaddmiuaisndnindulsayan
waziviiilos uay Vero Cell wag Chick Embryo Fibroblast Cell maniuﬂﬂamﬁaaﬂuam
fazeniBnmsiansan n'ﬁwmsmawwan‘iﬂ'i*ﬁ'iumim%mmLsuaélmmma‘lu Wuengvdees
nsuledng Seflauomaestiesfesdidiomela q Sl¢ vindaldaelunsmnaey & HLAUBIIAT
wssadugfpandlddedvimun
4.3 mmumaqNammnLmaawlmuﬂ'rsssmmmaaisﬁﬂ'amt,asaﬁ"ni']aa; WU Usginroaanside
Vzmdliduaud Ussimmanigowing wazndnanlssauitldunnsgiu 15O Series 9000
38 9001 lnsuuutonarsuiluiuiauasim
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foelilu Certificate of Origin and Health w50 Certificate of Suitability 9 n3gUnareezine
AndnBusuanuvamdnstumnlutudaou

mwwwam Aesuanaenansillu QC-Certificate Wi Certif cate of Analysis Bufun1snsvaay
FFuenmesguiifvusaussasdenlude 3.4.1 8¢ 3.4.3 TagliFuntsfusesanaatuys
vaUssmagrAniinglulsvvelne
@mauiauma\'zmu‘qﬂmmm}mamqw%’amwi’wmmq (expiry date) yuna nudniued
sndaiau lidesnds 2 ¥ uaniugdeeu

¥

4.7 \Wuvssyiusianlssaudndn (original packaging) wirdu fiaanszy ¥8Rud Lot number
USEMNER Ussinaidn Yundn uay/v3eTumuneng
4.8 YUNUTIY 500 1A /U5TYnA
49 dweviidninmaluladihiasidn o.dindes s.unssvdn
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