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and Haemophilus Influenzae type b

1. Foen Diphtheria-Tetanus-acellular Pertussis, Inactivated Polio and Haemophilus
Influenzae type b Vaccine
2. qruantiaaly
2.1 sUuuy Huendausrandelae 1 MheuIId Usenausme 2 daudil
- it 1 vaesdngn: UszneudneTrduneiiu uviansdn lensu Wale fgnvamiuen
Lmumyﬂaumuaﬁm
~ dufl 2 viaut: Uszneusiedadu Haemophilus Influenzae type b Sidnwae Lﬂum
AED
2.2 @ulszneu Tafu 1 dose (0.5 ml) Ussnaumiesign
- toxoid 9nieredulilfng 30 U
- toxoid :niEeuramednlisng 40 1U
- antigen mnﬁalansuﬁgﬂﬁﬂﬁﬁam%‘ 3 9iin [toxoid 1mielensu (PT) 25 lulasnd,
filamentous haemagglutinin (FHA) 25 Tulasn3u wag pertactin (PRN; 69 kiloDalton
outer membrane protein) 8 lulasniu]
L%@l?%ﬁiﬂﬁi@ﬁgﬂﬁﬂﬁﬁﬂﬂE]‘Vlé 3 9l (¥iaf 1 @1eug Mahoney: 40 D-antigen
units, ¥ilaf 2 anewug MEF-1: 8 D-antigen units, yilai 3 aneWug Saukett: 32 D-

antigen units)

polyribosy!l-ribitol-phosphate capsular polysaccharide (PRP) Yoo Haemophillus

influenzae type b (Hib) 10 lulasniu ﬁQﬂﬁﬂﬁﬁqméLmsagjﬁu tetanus toxoid
Uszuna 30 lalasnia
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3. quandannamailaves Finished product
HansAsARssiRundulun finished product specification &lgaansilisusiaditinay
AMIZATINATEMIILAYET NTENTIAISNTUEY

1. 41%5U DTPa-IPV vaccine

v

] Test items

Specifications

Identification test

- Complied with finished product specification

1

2 | Potency
Tetanus toxoid
Diphtheria toxoid
Pertussis

- PT antigen

- FHA antigen
- PRN antigen
Polio

1

Polio Virus Type 1

Polio Virus Type 2

Polio Virus Type 3

- Not less than 40 [U/dose
- Not less than 40 IU/dose

- Not less than 0.73
- Not less than 0.59
- Not less than 0.31

- Not less than 24.0 D- antigen unit/dose
- Not less than 4.8 D- antigen unit/dose
- Not less than 19.2 D- antigen unit/dose
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Ja | Test items Specifications

3 | pH - 6.0-7.0

4 | Sterility test - ATIREIU

5 | Volume in container - Not less than 0.5 ml

6 | Bacterial endotoxins - Less than 25.00 EU/ml

7 | Formaldehyde content - Not more than 0.2 mg/ml

8 | Aluminium content ~ Between 0.80 and 1.20 mg/ml
2. §%3U Hib vaccine
) Test items Specifications

1 | Identification test - Complied with finished product specification
2 | Content - Not less than 80% of amount of PRP stated on the
(abel

3 | pH - 5070

4 | Sterility test - AT

5 | Water content - Not more than 3.0%

6 | Bacterial endotoxins - Less than 5.0 IU/dose

7 | Free polysaccharide ~ Not more than 20.0%

waeg - nsdfvemadoundsnsiiu waive) Msasrraeuiiaszisenisle Iiduuansenans
vdngudsnandildueysiace
4. Foulvdu 9
frauomiedesduduuamieienats wiouaseiletesusesenaslaediistunn neasBended
4.1 Laﬂmimﬂﬁ%’uaqmm%umﬁauﬁﬁuEmﬁaahmi’mluﬂizmﬂmaLLaséhLLGN (declare)
WWAIHER

It ﬂ‘ﬁllﬂ’ﬁﬁ’mu@ﬂmﬁﬂh‘mgLQWWSLLE}S’S’IHHSL’SUWU@Q g1

Usesunssumg

.................................................................. nIIUNIT

AFIUNTT
UWU??SEUH ﬂﬂﬁﬂi

=
BT e e NTUAT
(wnaTywun
o
BB e, ATIUANT
(uefiywad aalseys
R UVNRRURUOOTN. & TR nITUATY

(weudism Agnmas)

| 4 4 .
1 BAUD e L T e e 1 4 (30 4710 PR € i niﬁﬂﬂ'\iLLﬂﬂFd'll’.\ElLa'U'lu‘ﬂ']ﬁ
| (unamneunylTENAUg) (uwagwnd dunsiuws )

{ g (Y0 = vy
! AT LY AssUNISUHATETIBaUIATS BAD o vvemreerenen T o e nssuMskagtsarynTs
(waduenil fuas ) (wnanmBedan udieiyna)
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4.4.

4.5.
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Phospholipid sterile intratrachea A‘Jractant alpha) 80 mg/ml in 1.5 ml
1. Yaen Phospholipid sterile intratracheal suspension (Poractant alpha) 80 mg/mlin 1.5 ml
2. anandEvialy |
2.1 sUuuy Hugiwsannide v dwduvesidvasaau (ntratracheal)
2.2 dUseneu  UsenaumiusiendiAty Phospholipid sterile intratracheal suspension
(Poractant alpha) 80 mg/ml Tuu3uas 1.5 ml
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) Test items Specifications
1 | Identification test - Complied with finished product specification
2 | Assay

- Pig lung surfactant - 108-132 mg/vial

- Phosphorus - 2.59-3.87 mg/ml

- Lipoprotein SP-B - 0.27-0.63 mg/ml

- Lipoprotein SP-C - 0.38-0.79 mg/ml

- Dipalmitorylphosphatidylcholine |- 30-50% of total P
3 | Minimum surface tension - <3 mN/m
4 | Impurity - Complied with finished product specification
5 | pH - 5565
6 | Sterility - Complied with finished product specification
7 | Bacterial endotoxin - < TEUmL
8 | Extractable volume - >15ml
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4.2

4.3.

4.1.2 ludwetunelou ve.t u‘%a 5.1 Yase1ausinn1 wiouneasiduadontsmuny
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Bidnnsedngd warldifu 2 U a Sudssmadssmenmddnnsednd

LONATTS U IR TFIUNTHAREN

4.2.1 nsfowdnlulszmelng  fudadosdllonansiusesnasgiunsednemiumdnina
wazdinnsinlun1snanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
TnenuaseIu PIC/S participating authorities #38dllonanTiUTBIATEIUNINARY]
AUVE NI UAIENISNRILNTHERET  VRIdITNIUANEATIUATTENMITUALEN
AsznsETssnan dshmuniulaefimnuaenadasuasiinfisufundninasiuas
Fmsfialunisudnet PIC/S Tumuneniiiauene atuangaauseumsasisaeulag
finansusesteTulssmausemasiadiannseling

4.2.2 nsdlg1didanaiauTsme guanfedilena1siuTesnIgIuntsHingniy
AN LasITn197Alun swARE PIC/S (Pharmaceutical Inspection Co-
operation Scheme) laenia841u PIC/S participating authorities atuatgana
soumsnsvdsulneiinanisiusesiviulssmalsznmasaididnnseind viseny
AABATN Wauansil uSeflionans Certificate of pharmaceutical product

LONANIAAN MBI TEUBTIAN

431 wansnsIdeTzinunmRdaingiendniegivecnin (Certification of analysis
of finished product) Tugjuiidaiusinedns

432 HanmsanvinseiaunmingRuvesiiend iy (Certification of analysis of drug
substance) #ldlunsuanesuiidaduietreimodneasininingiv

ﬂiu5ﬂ?iﬂﬂﬁﬁ’]ﬁﬁﬂﬂmﬁﬂwm&ﬂWWSLLﬂ%i’] yazLdunveIYn

.................................................................. AITUMS
NT3UANS
nITUAT
ATIUAT
ATINATT
LI /)\[ ..................... NITUNTUALETBIAUTYATT

(mqaﬂgwnﬁ funsdung )

................. W......................ﬂﬁuﬂ’ﬁLLﬁ"N'ﬂ’JULﬂ‘lJ']Uﬂ'ﬁ
(uradueni fuad ) (wamUeia udwiana)




4.33 Lonatsvisendnguiuiuauduiusseningunisninvesingiuvesiieidny
(drug substance) 8 4.3.2 ﬁujumimamaﬂwﬁmﬁm‘flmﬁ’]L%fﬂg‘d (finished product)
19 4.3.1
434 wan13fny) long term stability
- Tunsaitungidauenununnnin 2 U agdesldiuuaniwanisanm Long
Term Stability aaaatasergvaseitunzidouls
- TunsdRunsifeusnandosnda 2 9 azdesldnuimanisdnmarunaiives
emuidulunndougnuudns
4.4, g
441 faussian fevdsiegneietiies 1 miteussgiue Fadusununans
Meazdealdasudumuiiimusluidonuaudimluded
45 msUszRugnmeTidaey
451 gideusaaiongldlalitiosnin 1 U uaniudewey
152 smnaeiidwey sxfesddunnmmeluivsemansnsiinneiijuiidmey
453 nsdilsawsruiauasisdviinisduiied weridweuiiednsiadinsiesinanm
Isangnurauasiadagimtisdoseavesiiedne Inediauesian (§v1e) azdosdee
B nauduiuilsameunauasieddinsningzinasdudSuiiaveudldaely
nsAsI9dRTEiauan asdfnuiebiduluauaadnvaziams Tsmeuna
upsidveanuAniliiuinsanmsiausmendinanresiauesai (une) uas/
viefranluniioly
454 fauesian (§1e) zfesudsusideslndnuseny viodeiiansideuanin
Fretusemislag deuduus taghifiFeuly
4.6, ONATDY 9

ﬂm%ﬂiiuﬂﬂiﬁ?ﬂu&]ﬂma‘lﬂﬂﬂwLQW’]‘L‘LLE’I%‘S’]EJ&S@EJWU@Q g1

[ ...................... UssawnTsumsg
(weWusmed aiFeans) &
TR LI OO UL o ee D NIIUNTS BIUD. et eer sttt et s s ereeeran NTTUNTT
i (uwﬁiqw&}ﬁj@ﬂaqa'ﬁa)
ATIUATT 312 OO OO NIIUNTT
(waﬂé’g;iama)
4
ASILANT AIB .o neree e easse s sess s ATIUNTT
v ¢ o ¢ a o o
(unawigguun wriu_)( {(usgmiing dufaiend)
) - /
X ST~ Siis AN nTIUNT X LYt USRIy SN n3IUAS
(uwafeyWapl gaUszys) wiggngul) g Taun)
T RCIT NSO (RO SIS CE T N o RO N9TUNNT
(wanlinn3d wadvanalne) (wevdistu asgnmis)
Ao / e NTTUMTURUBTIYNIS F X112 RN PR NFIUNITUARETIEEUIYNTS
ug) (unavgnmi Sunsduns )
= v, o ) v,
T8 DA nsunsLasETIBlAYINIG T T D AT nIunTsuaTgeauIIng
{(ureduenil fuad) (uvanedan wilaigna)




£

4.7 faueia (fue) Busenlvienidndygyrneuasuimua fil
nsunndnseviasUuRnsale

¥ ¢

4.7.1 nsiimansduesiniesiziend  laensuingimans
11A5§IY 1ISO/IEC 17025 wanisnsiadinsziliifuluauunnsgrutedmualy
UsemAUsENIngIAN

4.7.2 ﬂizﬁmﬁmﬁm%m%ﬁﬂﬁgﬂﬁaﬂLﬁ'U%‘umﬂﬁaqmmmI@aﬁﬂﬁmmﬂmxﬂﬁumsmmi

[y
4

waze Tugianavesdygrsaoazis
4.7.3 nsdiwuilymannwainuindasienivondmaneUssaninauazaulasaiese
fUaeildsuen
4.8 Isa‘w&m‘umumﬁqﬁwaamuﬁwﬁﬁ%’uﬁmmwwﬁmﬁm%mﬁﬁﬂﬁzi’ﬁQm‘%amﬁuﬁu 1oy
FrunuANsNITuNITaIIsearetlusseziiat 1 U neududseniauszainsian

a o YA
BLANNTOUNE

AMENTTUNTIAMVUAAIAN YIRS LAY T IEaB AT N

%
e tere et e et e et e e bt arnr e es UIEEUNTIUMST
(wewuswad f3ews) Q/
P
ATTUNS BB e erevnrerosee ettt es et et ene e reneeren e reneeeaan ATIUATT
(uiedsyng lndnanads)
ATTUATT BTD .o e ATIUANT
(mamaa”%iﬁ'ama)
o
NI BB reeereresreeeesenee e eeeeeeeseee s NTIUNNT

¢ Ao e

(unagmiing fufeiad

ATTIUATT AFIUNTT

ATTUNT

(unodsw Awanmds)

] - 3 ¢
AU oo T e S NTTUATIUASAGUTUN S R I q( ................... nIsuATSUaTdTIEnIINTS
uneemineunyal enadug) (uamgwii Sunsdund )
4 il ’ v 4 F - :
N PSIIN L ohc: . nINNITHATETB@UINT SR I i ATTUMSWALEThearIYng
(unaduenil fuens ) (uwanllodan udiaiyna)




A1519LENIsRUIVUS T aunldSudndssuassininans (59r1819849)
Tunsendiedadnendilgeunadaing

®. WBLATINNT : UTTMATIANT081UIU b 518015 Medsusemasiadidnnsednd
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# (um)
® Diphtheria-Tetanus-acellular Pertussis, &oo Vial ®,0ba.cD U/ Vial
Inactivated Polio and Haemophilus influenzae
type b Vaccine (€.e)
b | Phospholipid sterile intratracheal suspension @o Vial &,oxx.E: U/ Vial
(Poractant alpha) o mg/ml in &.¢ ml (e.lo)

& Wiaefineees1AIna1 (51ANneBe)

<. sm']ﬁt,ﬂa??awé’aqmma‘luiswnm b Jevdszana (Fygnavil bo/oeos aaiud
@ AN lo&oe)

&b 1AM IUUTENIATBIAMENTTUANTRAUITEUVEILNTIR 1389 AMUATIAINAIEN
Usemet o Yuil b B WA, beos /

& Medadmihigimuasimnans (And1eda)
Srifa Andedariadodm 7 bdldd focox aviudt B o WE bébe
®. WINUSIIA  AT89A3 WU NETE 1YY USEEIUNTINANT
o, Weunavd  Tud ndunsideaney N3TUNTT
. AN BumsTuns Wdwnsgungyn sy NIIUNTT




