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&1 Rabies vaccine (vero cell) o.& iu powder and solvent for solution for injection

FIUATIDLAAMANYULIANIEY

®. ATNUADINTS 81 Rabies vaccine (vero cell) b.& iu powder and solvent for solution
for injection MUY b,&o o0 vial
to. AuANTRALY
.o JULUY : \Ju freeze-dried substance of rabies antigen waws @1 Jle
avanenehewharaneudlfeasavanela Wil Wawsudadhngauie (ntramuscular) wagdadh
Tuiniia (intradermal)
bl d2u58n01 ;@ vial 1sEnaUA2E6287 Rabies vaccine o.& iU 1 non-
preservative
.o AVUBUTIY : mmmm‘lummusuisa;mﬁﬂﬂsmmm%a wieuthevhazans Un
WUU (tight container) ﬁ’qm‘mq:ﬁ o-=°C wagliuguds
o.€ 28N :
- uuMTUBUTIYResTEy ey luviedan3f drulsEnauLarIuIAAILILTITEY
o Wauiindn Yuduang Hednedniay
- swyorn dauszneudend diuazanauss Tundn Yudueny waiindeuazia
neidouiiuen Wetadaauuuussgiom
o. AENUANIWALA
Namw‘nﬁﬁLﬂi'}%ﬁﬂmmm‘ﬂﬂﬂmu Finished product specification wag Drug substance
specification figsBaninndusfuatuiieatu sldaanudeutediinaunnenssunisenvnsuazen
nsEN329a5130ge wazlunduifuiidousimIelndniruinsgrundusiduladfunis s
UsENIANTENTNESITUAY (309815187 Ao aatudl b SuAL WA bdoe WionuUsENA
N3ENTNAEITEY 38953i5181 @UUT b) WA bdsls UazsHINMeIASEUYATTE

Finished product specification (BP)

m.@ Definition mmwﬁum’mﬁisﬁlu finished product specification
oo |dentification test mi’siwi’lumuﬁisq‘lu finished product specification
an.en USususnendAgy (Assay) Potency is not less than .& iu/dose

o.a Glycoprotein content mwwﬁumuﬁssq’lu finished product specification
o.& Bovine serum albumin Maximum &o ng/dose

oo Sterility m’mﬂhumuﬁssq‘lu finished product specification
.Y Bacterial endotoxin Less than & endotoxin unit/dose

o Pyrogens m’mchumuﬁ'iaﬁqﬁlu finished product specification
.« Water Maximum %
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A (% = v ¢ v a ¢
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<. Jouludy q

<o 010sTglunruslnain  Fuviedinnusiuaudause

<o siaueiindngulisunmstunsdeue esmmielulssmalnevesnsensisansnang
snuiunsilidugianmundudifuiinsenasassnguiuses

&lo.o Tudfynstunsidousm3uen nuneds ne.e, nele lunsdiiilusinanly
Usendlnelaglulusmeiunaousfosdineasdoaidanismunuamnimuessdnfusinuity
nzileulilu finished product specification WagUo N1 UA ANATNINQAY (raw material
specification) v3ansdifiogseninmsilasuuvasudle dosuuienansmsveudlunarsieasideans
wily (8.¢) uene
<lolo luddymstunzidousifuen wneds ne.c wie no.a lunsailiududian

FUTHNANTOUUIUTIY

&m nslendnlulTzmelvg dudndoilionansiuseansgIun1TRaaR AN Uag
Fnsiirluniswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngwtageu PIC/S
participating authorities #38 ﬁLaﬂa'\s%’mmmmyumsmammmwé’mﬂm%uaﬁ%msﬁﬁiumiwam
E19DENTNILANIENITNITOMNTUALEN NT¥NTNEITAY Termuatulaefiniuasnadowuas
viafufundninasiuagiinsidlunisnanet PIC/S Tuvuiagnfiiausis atudiganiuseunis
asvaeu neinanissusesiviulsmauszniasiadidnvseiind

nstlgidnaneaussng Juandesdilonasfusewngiunsndnginunaninasiiag
Bnsfirluniswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagmuagau PIC/S
participating authorities aUua1aanusaun1snsIvasulasiinanissusasiisiulssnalszninman
Bidnnsedind vioonyrasnTn uarurnsedl

<.« fndideiuseaninsiadinsigrivadssugnin (Certificate of Analysis) asefugnTithn
Usgneumsfinnsan dsdiiamanisnsalinsesiqunmudndasidigaguuosidn (COA of finished
product) WagHan1snTIVIAT VRN IngRuvesiaendfey (COA of drug substance) ‘uaaﬁ"’aﬁwam
guazEnaningau

@& fnlidesusesnisnsiaimsziuazlunansunamdnvesarsiadmiusenddnyees
UTENRHARE uazUSIENAnTngay

<5 iausifuniuisnduinanmvidofunudminelngnss

<o Fregrathinusenoumsiiansanasidunvusiiussg

<.« fnfsdeBusususosmananidsulunsdinduunenglhidueiiengnsldaueniu
deustlovivesile

@« Fumunenguaeniidaeudioditiosnin o U fuaniuiidwey
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<.eo nstlillgerduwuy (Original) agsioslitayansfinuendringaaiuais (Biosimilars) &
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aonndenundnnugiLaziuImUuRluglonistungilowinsuendningadneaia (Biosimilars)
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[ LY Ll all a 1 o Y ¢ 3 ] aad =y ald =
dfnauannIsNAITeIMIsHazen wiellususerimmand g1ty NIuNInsgIUIENISHENTR &
Uszansamlunissnunvazamnuuasndsiigumine nukuy

[ [

oo kanmdnguuvaTinesingiu wieumanmnadinseiaunwingivuesiend oy
fdlumsndnluguilauoue Kwonansuasdudninghu

@0l lunsdiiunsidougininnnnit b U azdesidiuinindionanisdinen Long term
stability snuiiduiinislunedeusninuand

c.on nsadueifesazateniodesnanould deailnanis@nwianunsanwndanisazany
vsoldesluivinazansng o ATUBIU wazdonraenuLBNaNSANAUEN

.0 ﬂszﬁtﬁummju biological products Mdu vaccines, blood products fiaeiiLanans
FuseaguManan (Lot release) 1MNNTHINGIAAATNITUNNE NTENTIEGTUY

<.o¢ nthfugfiFeafuinuiiguvgll o-<°C fosionansuanuaziusevindsvuunsifiu
wazdndsendu cold chain system méfmmgwmuwﬁ'ﬂmm‘ﬁ Good storage practice (GSP) way
Good distribution practice (GDP)

<.ob wanuanarsduduauduiusseninagunisudnvesingivveadiendidny (drug
substance) fugunsranvosmandusierdnsagy (finished product)

<.o0 Touddluenasmivenfisuviivesuiuuynite

.oz fUszaunsainsidlulsadsuunmg wasiiuszansnmnssnuiduiivensulisini o
wazdsndldagautislagiy
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