17 Wwweu 2569 Pneumococcal Conjugated Vaccine (20-valent) wih 1/2

1. 981 CRM 197 carrier protein 51 mecg/0.5 mL + pneumococcal polysaccharide serotype 12.2 mcg/0.5 mL
+ pneumococcal polysaccharide serotype 10A 2.2 mcg/0.5 mL + pneumococcal polysaccharide serotype

11A 2.2 mcg/0.5 mL + pneumococcal polysaccharide serotype 12F 2. (51999999 - 1321595)

2. adutanaly

JUWUY Wugniuwiusgnaustinusnraindie dusuaadinaiu
dulsznay yuneluwsazlda (0.5 ml) Usenaunie Pneumococcal polysaccharide

41in conjugated (20-serotype) il
- Pneumococcal polysaccharide serotype
1,3,4,5,6A,7F,8,9V,10A,11A,12F,14,158,18C,19A,19F,22F,23F,33F Jfinay 2.2 mcg
- Pneumococcal polysaccharide serotype 6B 4.4 mcg
ANYULUITY Uﬁﬂuﬂiv‘uaﬂammaummuaﬂ (pre-filled syringe type | glass) Uﬁfﬂmaaa 1 14a Wiamwa@
281N - NEBIUIIYEI Foen drulsznaudend1yuazAunse JuKEn auaumﬂ wuiindn uaz
La‘lmvL‘UEJumsUmhamwmwuumsamm%
- ANNUVUNTUL ‘Uﬁ%mﬂuaa madiuwam drulsznaudiendfny uuaum‘a wae \aufinGn
- ﬁﬁﬁamwmﬁdmauqmwﬂuummummﬂmmw 2-8 ’eNﬂ'lL‘daLSUEJE{‘UU‘U':T'Si]ﬂm%LLﬁw/ﬁiaﬂW‘U‘u*"Uii@

3. pusutAmamada nansasadesesinunmdulunusisaziBeadisdn gddaanzdeudediinnuanznssums
9IMITUAZEN NIENTNAIGTEY

Final lot (Finished product)

1. Identification, polysaccharide ~ 7923WU positive for serotypes
1,3,4,5,6A,6B,7F,8,9V,10A,11A,12F,14,15B,18C,19A,19F,22F,23F,33F
25 Identification, CRM 197 f37anU positive for CRM 197 protein
Antigenicity 4.4+1.3 mcg/ml ( 3.1-5.7) for serotypes

1,3,4,5,6A,7F,8,9V,10A,11A,12F,14,158,18C,19A,19F,22F,23F 33F
8.8+2.6 mcg/ml (6.2-11.4) for serotypes 6B

4 pH ATV G\’mﬁizﬂu Final lot (Finish product)

5 Protein-total 64.0-129.0 Hg/ml

6 Protein-Bound (%) >60% of Total

7. Aluminium 0.25+0.05 mg/ml

8 Polysorbate 80 0.014-0.024%

9 Volume of injection >0.5 ml

10.  Endotoxin laiiAu 12.5 EU/mL

11.  Sterility ATINU mmﬁix‘tﬂ,‘u Final lot (Finish product)
£
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4.1. Laﬂmimﬂﬁ%’uaﬂgmm%wzLﬁau@h%“umlﬁaﬁmﬁwluﬂixmwﬂma uazdums (declare) WWAINER
4.1.1. Wéidynstunsifowsiiuen WWun ve.2 ve.3 ve.4 viie 8.2 wdusinsel
4.1.2. Tufwetunsidsusiuen ne.1 wie 6.1 w%’amwEJazLﬁamﬁ’ﬁamimuquﬂmmwmamﬁmﬁmsﬁmuﬁﬁumLﬁau (finished
product specification) wazUanmuafunmYesingau (drug substance specification) nsdiflogsewinemsivasuudas
walufi uifuasdesnuuonansnisvandly (8.5) umiey finished product specification Waz/n3e drug substance
specification
4.2 1PNANTSUTBAWINTIIUNTHARY
wmammaamaﬂmswiaammmumiwamawmwamnmmLLawaﬁmiwmlumiwamm PIC/S (Pharmaceutical Inspection
Co—operatlon Scheme) lwmmmmaua‘ma Tnenuieeu PIC/S  participating authorities awmejﬂmmiaumimmaaiﬂﬂa
ﬁmams%’uaaqﬁﬁuﬂiumﬁﬂizmmwm@ﬁﬂmaﬁﬂé
.4.3. Laﬂmiﬂmaﬂwmu‘uaqmmauaiwm
431 wamIaselezdnunwedniueivesinan (Certification of analysis) Tugnjuidadusnedn
432 WaNSATITLATIZIRUAIRGAU (Raw material) maamsmmmﬁlﬂumsmammsuwaqLﬂumammwamwammua“
Andningau (Gni)
4.33. nsdidusngu biological products U vaccines, blood products fipaillenanssusessun1swin (lot release) 910
NSUAIMEIFMENTAITUNIE NTTNTHETITVUGY
4.4. fheten flauesan desdefiedwetedten 2 miwussyiud Fadurununanssandealdasudumuiidmualy
vhdennautivludhedu
4.5. msﬂ'szﬁuﬂmmwmﬁdauau
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Aourvun Tnglifideuly
455 nsddueniideniuinuilgumgll 2 - 8 ewriwaidua Fosflienansuanwazdusesindissuumsiiuiaydndaen
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Practice (GDP)
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19981 Inactivated influenza vaccine

2.anauUARIlY

sULUY Hugurunsneulsiranidedmivda ussilunszuendanseudmiuia
(pre-filled syringe au1A 0.5 ml)

drulsznau lu 1 Usznaulusie Inactivated influenza vaccine (split virion) 138 inactivated influenza
vaccine (sub virion) 38 Inactivated influenza virus surface antigens vaccine fiflanuusaliitios
11 15 lallasnsu 1e HA (hemagglutinin) feaneug Jeuszneude aneiug A 2 viln was @
Wug B lifesndn 1 vila

MIULUTTY Uisaﬂ,unwuvmaﬂﬂﬂﬂmnma

287N - yuussaius sey Jeen dhudszneuiondfiuazeaiiuuss Tundn $udueny auiinan

g doudiuen Vedwdiau

- vunwurussgesTisndassyydenn muﬂi“naummmﬂm s FuAueny aadindn
- mJammLL’«Nmauammummumusnmmw 2-8 BIFNIALTIAUUUTIYUTIUAL/VIBNVULUTTY
- mauﬂ%mﬁa‘l‘i’ﬂumﬂsmzqmaqmmmmﬂ%‘lmaﬂmimnumamwmau

3. augudimaweda wanissvinszinunmdulunusieasdeadiaan Sddeamadousiodinny

AUSNITUNTDNTHASYN NITNTNEAITIIUTY

Final lot (Finished product)

1. Sterility asrariiu audiseylu final ot product specification

2. pH* ASITNU mmﬁﬁziﬂ,u final lot product specification

3. Extractable volume laidasndn 0.5 ml

4. Identification Positive for all annually strains that recommended by WHO
5. Potency * The lower confidence limit not less than 12 pg /dose

Haemagglutinin antigen content (80% Label claim) in each strain
-EU SRID-A (2 strains)

-EU SRID-B (litfesndn 1 strains)
6. Bacterial endotoxin* ATIINUY mmﬁi:ﬁ‘tﬂu final lot product specification

Final Bulk Product

1. Sterility psariu anufiszylu final bulk product specification
2. Formaldehyde AT mmﬁimﬂu final bulk product specification
3. pH AT mmﬁ‘izﬂu final bulk ¥5a final lot product specification
4. Virus Inactivation asranu aufissylu final bulk product specification
5. Bacterial endotoxin psranu auiiszylu final bulk w3e final lot product specification
6. Total protein ATINIY mm‘ﬁ'i:ﬂqﬁl‘u final bulk product specification
7. Ovalbumin AU mu'ﬁlisﬂu final bulk product specification

* nsdilullénsa u final lot fsiinnsasaalu final bulk
= nsdllunseuiunsNanilans detergent auﬂﬂmwmiu mmsml,amwami?miwwaWiuuiﬂwmammmu
mu‘msquu final bulk product specification 1138 bulk product specification
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(DTaP-IPV-HBV+Hib) JATusIx 6 13 N 1/3

1. 381 diphtheria toxoid 20 iu/0.5 mL + haemophilus influenzae type b vaccine 12 mcg/0.5 mL+ hepatitis B

virus vaccine 10 mcg/0.5 mL + pertussis vaccine, acellular 25 mcg/0.5 mL + poliomyelitis, inactived type 1
(vero cell) 40 D antigen unit/0.5 mL + poliomyeli (51999999 - 907842) (51999999 - 669151)

2. auauvanlld

suiuy / wuudt 1 Jutedurdeusn Haemophillus Type B conjugated vaccine
dusznay Tu 1 yausznausie

daufil 1 puvIuRznauUIAIINTedmMiUEn ussylunszuandaniaudmiudn (pre-filled syringe ) vum 0.5 ml

gl 2 neesendedundmsudaussglurinuidmiuusiqeda ( type | glass)
dleazaneendiuit 1 wazduit 2 Whsetuud aldansazansuaiunzneuliuing 0.5 ml Ussnauluse

Diphtheria toxoid 230 U

Tetanus toxoid 240 U

Bordetella pertussis antigens

(toxoid 25 mcg, filamentous haemagglutinin (FHA) 25 mcg and Pertactin (PRN) 8 mcg)
Inactivated poliomyelitis virus type 1 40 D-antigen unit

Inactivated poliomyelitis virus type 2 8 D-antigen unit

Inactivated poliomyelitis virus type 3 32 D-antigen unit

HBs antigen 10 mcg

Haemophilus influenzae type B polysaccharide conjugated with tetanus protein 10 mcg

wuuil 2 Wuipdusiingan Haemophillus Type B conjugated vaccine
guvIUAEnudYTIU UnAniedmiudn ussglunszuendanieudmiuda (pre-filled syringe ) 9119 0.5 ml

Usznaulume
Diphtheria toxoid 220 U
- Tetanus toxoid 240 U
- Bordetella pertussis antigens toxoid 25 mcg,

.......................... L JeeeeerneBronenvensasnanes

wwndwveinsimie F3aaa
(Usgsunssunig)

filamentous haemagelutinin (FHA) 25 mcg
Inactivated poliomyelitis virus type 1 40 D-antigen unit
Inactivated poliomyelitis virus type 2 8 D-antigen unit
Inactivated poliomyelitis virus type 3 32 D-antigen unit
HBs antigen 10 mcg
Haemophilus influenzae type B 12 mcg

polysaccharide (Polyribosylribitol

phosphate)
conjugated with tetanus protein 22-36 mcg
s 27 - o o)
ST ov gy AR~ goSunsal
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N IANeRYE p1seduuIy Wndnsvidleiuenns Asuysal
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wazusslunaeInseAwieiuA1EUeN

- uuusTiael svy Feen diuusznauimendifnuazanunse Junan fununeny

lavINas angidoussueniag1etniau

win 2/3

¥4 2 dau fie vIANsewazFvharats UssglunwugenaausAnie ussiluresnain

- vunvuzusIged syt vitediuuEnoudiedfy AL Judueny

LBUVNGR

- vuussataeiRenwugussy Semnuudadieugumgiidmiuiiuinuend 2-8 een
walduavsoiulugiiu Wuududs

3. puguianiamada nansesiesisirunmduldauseasdentisas delaamziloudeddnnuaasnssunis
DIMITUALET NTENTNENTITUEY
Final lot product/Filled product

Identification
1. Diphtheria toxoid
2. Tetanus toxoid
3. Pertussis component
4.  Poliomyelitis virus type 1
5. Poliomyelitis virus type 2
6.  Poliomyelitis virus type 3
7. Hepatitis B antigen
8. Haemophillus antigen
Assay
1. Diptheria component potency
2. Tetanus component potency
o Pertussis component potency
4. Poliomyelitis component
potency (D-antigen content)
5. Hepatitis B antigen component
6 Haemophillus component
potency
(non- adsorbed PRP and
7.  Exactable volume
pH
9.  Aluminium
10.  Sterility test
11.  Endotoxin
12.  Pyrogen test
KANBLG

MNIIINU
AIIINU
AIIINY
AIIINU
MNIIINUY
ATIINU
MNTIINUY
AIIINUY

ATV mu‘?’iizﬂu Final lot product/Filled product specification
757961 muﬁiw‘lu Final lot product/Filled product specification
ATIIU mmﬁiztﬂ,u Final lot product/Filled product specification

A3 mmﬁiz‘lﬂ‘u Final lot product/Filled product specification

msaasu mudiszylu Final ot product/Filled product specification
ATIWU mll‘ﬁi%‘lﬂu Final lot product/Filled product specification

ATV G]"mﬁi::qlu Final lot product/Filled product specification
AT mu‘ﬁszq‘lu Final lot product/Filled product specification
ATIVU mw?iixulu Final lot product/Filled product specification
ATIINIU G\’mﬁ‘iquu Final lot product/Filled product specification
H5296UY muﬁsmﬂ,u Final lot product/Filled product specification
ATIVU mmﬁwiﬂu Final lot product/Filled product specification

1. mslATen potency minhilavinisiasizailu Final lot product/Filled product

Fosuansnisiiaselu final bulk product uagasanlaeiiduusznauresinfunsasaiin

carriers protein laitlosninitszylilu product specification wisiinsAnwimnenatnuanaszdniua

yae¥ATusi primary vaccination Wag booster vaccination Tasnsanszdu antibodies 2 seroprotection/seroconversion

rates

2. WA 11 %se 12 Wde Assay endiasgdnenislasenisuils

wwwdvidsingiiay 3anA

(Usgsnungsuniyg)

WdunsuRanE ansedeuny
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4. Raulvdu

Q’Lauammﬁm?juﬁﬂme‘wdwLanaﬁ wSenasaeiiefoiusononanslaudiisnng swwauSondil
4.1. Lanmsmﬂﬁ%’uaumwﬁumLﬁ'aus‘h%’umLﬁaaﬁmﬂﬂa‘iuﬂiwdwa wazdag (declare) Wasndn
4.1.1. ludynstunzideusnuen Wi ye.2 ve.3 ve.4 vise ©.2 udusinsdl
012, lufwetunsleusduen ne.l vie .1 WiamwauLaammsuamimwmﬂmmwmmmamnmfmmwmuwvmw (finished
product specification) warUafimunfunMYesIngau (drug substance specification) ﬂmmagiumwmimaauuﬂaaLLﬁ'lﬁu
Wuiuazdesuuuienaisnmsvanily (8.5) umseu finished product specification waz/¥3e drug substance specification
4.2. 1NANTIUTBWNTFIUNNTHARNEN
Q’mﬁmﬁaqﬁLaﬂmi%’uiaqmmgmmimﬁmmmwé’ﬂmmfﬁuaﬁ%miﬁﬁlumiwémm PIC/S (Pharmaceutical Inspection
Cooperation Scheme) Tumnaenitausuie Tngmiaeau PIC/S participating authorities atfuangn auseun1snsiadeulagll
Nams%’maaﬁﬁuﬂszmmaamwm/ﬂizmmwmﬁLﬁnwiaﬁﬂé
4.3. Laﬂmiﬂmawmmmmmauaiwm
4.3.1 mamimammiwvmmmwwamﬂmwmmwam (Certification of analysis) Iumiuwaﬂmumamﬁ
432 HANNTATINIATISNAUNINIAGAU (Raw material) *uaamawmﬂmﬁ’lsﬂumsmammiuwmLﬂumamwwammammuau
AnaningAu
4.3.3. nyahJuengu biological products ¥y vaccines, blood products fesdlienansiusesiunisnan (ot release)
INNTUINGIFNENTNITUNNE NTTNTWEAITITEY
4.4. §70871981 HLaueTIAN Fosdeatenatsiiey 2 wieussyiuel Fudumumuuanseasdealiasudiunuidmualy
m%aqmﬁmumwﬂﬂmmu Tneilgunisndndeaiuivlude 4.3.1 was 4.5.1

4.5, nwﬂvﬁuammwmﬁdmau
4.5.1. am/laauaumamma‘lﬂﬂﬁmuaamﬂ 8 ey tuaniudeueau
4.5.2. mwmmwawau awmaaaammewmaiususmmamwnmLﬂswmmiwamau
4.5.3. ﬂimwmaiwmimmiaumaEma'Wlawamwammammﬁmammw mhenemsazyimiidedowwesiotlagiaue
31A(FU"8) %ummaw1meaﬂmmmmuwmaiwﬁnmiaamaﬁnmiumauLﬂuwiuwwauﬂﬂszmaw,ﬂmmm”[,uﬂﬁmm
AATIZRAMNIN nsdiinuhenlidulumuepudnuazians mhesnsreanudns lUSuRMsINIsEUeTIAEIRINET?
‘uaamauamm(mma) LLa“/mamwaqumma"LU
4.5.4. NLauEﬁ’]ﬂW(N‘U’lEJ)%uG]’eN‘i‘UL‘UaEJ‘LlEHL%JE]EJ’ﬂﬂaMMﬂE)’IFJ veadleiamadeuanndedssnsian neufun Taghififouly
455 nimmumwmmLﬂmﬂmwamunu 2 _ 8 perwaliva sesilenansuanuazsusesindssuumsiiunaydndsen
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1. Jaen dengue virus serotype 1, live attenuated 3.3 log10 pfu/0.5 mL + dengue virus serotype 2, live
attenuated 2.7 log10 pfu/0.5 mL + dengue virus serotype 3, live attenuated 4 log10 pfu/0.5 mL +

dengue virus serotype 4, live attenuated 4.5 log10 pfu/0.5 mL pow (51999999 - 1283236)
2. paudutanaly

JUWUU \Hune¥adu (freeze-dried powder) Fumaufiadaniwa uazasilidsns (solvent) Taliidd Tunszuen
Snemdoulfiowsenduasazaedmivia

drulsznau unelunsazlea (0.5 ml) Usenaunae Dengue virus serotypes 1, 2, 3, 4 (live, attenuated)

AAIULUTTY ne¥rdu (1 Tna) luraud Wiwded 1) wiewgnda uazansyhiliidonns Favazane) ussslunszuen

Anemdeuld (pre-filled syringe type | glass) wiauanUngngu
287N - naesusigend Tewn dmlszneudedifyuaveinuuse Tukdn $uduony aviinde was
awnziloushsualiegadnauuuussadun
_ aanuunurussesnation fesszulionn duuszneusiendidiy Fuduonguaziaviinde
- fdoruudafiougmngddmiuiuinumend 2-8 ssialdeauuussgfasiuae/vMion1mus U
3. auauiAmanada_nansanviesziaunmdulununeandendien Gddannzdeusediinnuanznssunis
PIMTUAZET NITNTHAITITGY

(NIIATY)
1. Immunofocus Assay
TDV-1 Infectious Titer M5IANU 23.3 logie PFU/dose
TDV-2 Infectious Titer 751N 22.7 logig PFU/dose
TDV-3 Infectious Titer M5y 24.0 logio PFU/dose
TDV-4 Infectious Titer M3INU 24.5 logio PFU/dose
2. Identification ATV mmﬁ‘is‘tﬂ,u Final lot product
3. pH 7.0-8.5
4. Residual Moisture content <3.0%
5. Osmolality 700-1000 mOsmol/kg
6. Re-suspension time <60s
7 Purity and Impurities AT mmﬁiz‘u‘lu Final lot product
8. Endotoxin < 10 EU/dose
9. Sterility aariu sudtszylu Final Lot product
(Fivinazany)
1. |dentity ATIY muﬁizﬂu finished product specification
2. Assay USunau NaCl 95.0X<105.09% of label claim
3 Bacterial endotoxin <0.25 EU/ml
a. Particulate matter AT muﬁi:ﬁ‘qiu finished product specification
5. Extractable volume NLT 0.5 ml
6. pH 4.5-8.0
7. Sterility test ATIINIY mmf/iisﬂu finished product specification
2 .
........................ & .. Coduenisert )
unnesidleinduiny a5nn WEYNSNaa a awsa%’wmj Lndansvilanuenns Asanysal

(Usgs1unssunig) (nF31N19) (N33UN13)
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LAl ufnagdesnuutonansnisveudly (8.5) umdeu finished product specification waz/138 drug substance
specification
4.2. 1INATIUTBMINTFIUNTHARNE
wmammawLaﬂaﬁwﬁaqmmmumiwammmwaﬂmmmLLauaﬁmimiumsmamm PIC/S (Pharmaceutical Inspection
Co-operation Scheme) ‘memmmauama Tagymiaeeu PIC/S  participating authorities awmaﬂmmaumimwaaiﬂma
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4.3.1 wamsmsamLﬂsuwﬂmmwwammmmamam (Certification of analysis) ‘Luaﬁuwauﬂumamq
432 wamInTI9iaszinunningau (Raw material) ’uaammmﬂmﬁl‘ﬂumimammiwaaLﬂumaaawmwaamwammu@u

Andningaiu (Gi)
4.33. nsahdungu biological products 71lu vaccines, blood products RoatlleNasFuTeITUNTSHER (Lot release) 20

NTUAINYIFNERTANTUNNE NTENTNATITUEY
4.4. fetneen fauesien sesdwinegweeg ey 2 e usTyA o Fadusununansseandenldasuiumuiimunly
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1. 8981 fluticasone furoate 27.5 mcg/1 dose nasal spray, suspension, 120 dose bottle (GPU) (51999999 - 692510)

2. auguUanaly

JULUY \Gugrihurumgneu wiavudmeayn

dulsznau Usgneaumieen fluticasone furoate 27.5 mcg/spray 311120 dose

AMVUBUTTY ussylunurdmiunuaynitnain

281N - uuusIAet sey e dudszneusundfiyuasanuusese dose 31Uy dose AanvusuITy Tu

Han Juvueeny tauindn wunzilousiuen Hegstaau
- vuvnenegepfessyy Tou dulznauiied 1Ay ANULTIEe dose 911U dose ARNTUEUSTY
Tuvaeeny  wasiaviingn Lisg1adaiau

3. puautavamaia  wan1snsadassinanmdulumu finished product specification wag drug substance specification a1
Twazdundnean elaannzidounadtinguAMENITUNITEIMITHALE NTENTINENGITOIEY

Finished product specification

1. Identification test A573WU M4 finished product specification
2. Usuumenddgy 95.0-105.0 % Labeled amount of Fluticasone furoate
3. Benzalkonium chloride @32967U M3 finished product specification
4.  Edetate disodium A92961U M3 finished product specification
5. pH 5.0-7.0
6. Mean Dose Delivered 23.4-31.6 mcg/spray (85-115% labeled amount of fluticasone
(beginning and end of bottle) furoate)
7. Uniformity of delivered dose 85% coverage with target of 80-120% L.A. (L<20)
999% coverage with target of 75-125% L.A. (L<25)
8. Number of sprays Not less than 120 dose
Droplet size Distribution
Mean Do ( lLm) 20-40 Lm
Mean Dso ( .Lm) 40-110 Um
Mean%droplet less than 10 [Lm <1.5%
10.  Microbial test* A5290U M4 finished product specification

*AUYLAG) wazdeanisasaadulunmuuinsg1ures Nasal prepration Usznaulume microbial count, yeast and
mould count aTIvlainuldenelsATULTI WU P.aeruginosa, S.aureus

Drug substance specification

1. Identification test AU M1 drug substance specification
2. YSuneusnendidgy 98.0-102.0% Labeled amount of Fluticasone furoate
3. Optical Rotation (-19)(-25)°
4.  Related impurities AN 7N drug substance specification
5. Particle size D (V 0.1) by volume 0.8-1.4 llm
6. Particle size D (V 0.5) by volume 2.0-4.0 km
7. Particle size D (V 0.9) by volume 4.0-9.0 lkm
8. Particle size span by volume 1.0-3.0 bm
9. Residual solvents Propan-2-ol  <0.1% w/w
Ethyl acetate <0.1% w/w
10.  Water (KF test) <0:2% w/w
11.  Residual on ignition <049% w/w
<&
:\
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