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Diphtheria-Tetanus-acellular Pertussi

1. Yo"

Diphtheria-Tetanus-acellular Pertussis, Inactivated Polio and Haemophilus

Influenzae type b Vaccine

2. qmﬂuﬁ'ﬁ‘ﬁ"’ﬂﬂ

2.1 uuuy Wus@ausmnndelng 1 whousseane Ussnousne 2 diudsil

- @il 1 weenine: Ussnoudedaduneiiu uiansdn lTensu Wale S8nwasfuthen
WUUANBUYUEYT .

- @il 2 maui: Ussneudetadu Haemophilus Influenzae type b fidnwaziluns
WIAd7

2.2 @lsenou IATu 1 dose (0.5 ml) Usenauseiien

- toxoid MiniWameiuliising 301U

- toxoid Mnieviavzdnliisingi 40 U

- antigen 9nidslensuiignyilsiusavs 3 ¥la toxoid 9nidelensu (PT) 25 lalasndy,
filamentous haemagglutinin (FHA) 25 lulasndu way pertactin (PRN; 69 kiloDalton
outer membrane protein) 8 lulasasy]

delialualefignyilsivungud 3 wila (uiafl 1 aneug Mahoney: 40 D-antigen
units, ¥l 2 @newu§ MEF-1: 8 D-antigen units, ¥afi 3 a1eug Saukett: 32 D-
antigen units)

- polyribosyl-ribitol-phosphate capsular polysaccharide (PRP) 999170 Haemophillus
influenzae type b (Hib) 10 lulasniu Hgnyiliuiavsinmzetiu tetanus toxoid
Uszana 30 lulasndu
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3. AaNUAnIamALlaves Finished product
Han13nsIARTIiRaA L dulUA finished product specification algaanzilisunadtinau
AMENTIUNITOMITUALE NIENTHAITITUFY

1. 95U DTPa-IPV vaccine

v

9 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

Polio Virus Type 1 -

Polio Virus Type 2 -

Polio Virus Type 3 -

Not less than 40 1U/dose
Not less than 40 [U/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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1

8 | Test items Specifications
3 | pH - 6.0-70
4 | Sterility test - AT
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/mil
2. §13U Hib vaccine
da Test items Specifications
1 | Identification test - Complied with finished product specification
2 | Content - Not less than 80% of amount of PRP stated on the
label
3 | pH - 5070
4 | Sterility test - ATINU
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%

WAL - nsdieanzdouniensiu (waive) miniadeviiasisdsienisle Ieunansonans
vdngufananildsuaysifcae
4. Foulvdu 9
Q’Lauaﬁméfaa@'uﬁ%mmwdwaLaﬂmi w%fauaqmaﬁaﬁ?fa%’usmmﬂmﬂmagﬁéwuw seanfuadad
4.1 Laﬂmimﬂﬁ%m.gmu'm‘T?umLﬁﬂuﬁw%’umzﬁaﬁmma'l,uﬂizmﬂlmLLasa‘hLLm (declare)
WUBHER

ﬂmsnﬁumiﬁwum;uﬁnwmmawwuasw vazlduAUDIL

N3TUNTT

U b N3N
(wenssedy Fmanns) g
Y W\/ﬂ ........................... 3 QERINH
(unwd g
N, S nTTUATT
(waig W padszys)
CECI NI © O TIUAS
(una j’lgmvm (wendismu AagnmAs)
a«l"fia .................................................. ¥ 4 aq"i‘;a ........................ € rreanans ﬂi‘iuﬂ'\iLLﬁﬁGE'!j'}ULﬁﬂ'\i{ﬂ’]i
(unannaunigd TENdus) {(uagwnd dunsduws )
A S M <6 | G N e NSIUNSUALETIBLAYIYNS
(uneduenid fuan3 ) (uvamle§an uaviana)




4.1.1 Tuddymstunedousifuen Wun ve.2, ne.3, ne.d vie 8.2 udusnsd
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421 nstlewdnlutszvelng  gudndecdiionansiusosnsgiunisndngmumaninasi
LLaﬁﬁﬂﬁﬁﬁlumimamm PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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Certificate of pharmaceutical product
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4.5.
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substance) 18 4.3.2 fugumsnaavewdndueiedniagy (finished product) 4o 4.3.1
4.3.4 wan13An®" long term stability '
- lunsdifunedeuenmnnnndn 2 T wsdesdiduuiuanmanisfing Long

4

=

Term Stability maamﬁwmqwaamﬁ%mmLuaul*’i
- Tunsditunzfousnndesndt 2 T esdesidnumanisinuaiiuasiaves
gruidulunsdousuuans
4.3.5 luns@ifidueniidemaudeuldasdosddiuinmeaonamsinmaunsiues
WA NNAINTAT AT LA
F881987
4.4.1 e Aesdsinegwemiegntoy 1 meussydus Fadusunuuaniseazdenld
Asufhunaifmualwhdeanaiv Uiy
MsUsERuAMAINE MdwEY
45.1 widweudediongldlilitosnit 17 6 Weu fuaniuduey
452 gmnnafidwey ssfesdidunamieluiusemansasalinneioiiuiiduwey
453 nsdiilsamgruiauasiedyinisduiiedneifidaeuiiiodinsaiinsziamunmn
LsaneutauasisAagyiviidefosweiednwe Wnefiauesini (fuie) Awdosdeindn
mufd’muﬁiiqwa'mwauﬂsﬂqéa'qmsaﬁmﬁzﬁuazLﬂu;:ﬁ’uﬁmauﬁﬂﬁz’fﬁiwlumim’m
Ansiziauam asdfimuhelidulumusudnuusants lsweiuiauasisdvoany

avslafufiarsanmsiauesimendnaivesiiauasne ({uie) uaz/vieduanlunsoly

AMENTTUMSHIMUARMAN Yz T LA TITaBEAYEIYN

aslo.....

BATD e e, UTEsWNTTUNIS
- (uneRuswd adeees) @/ .
AR TR ot UV NIINAT
(wesens lednanath)
o
. ATD v rrrseeeeereee Breone et ee e e eeeeees n3IuAS
(wmué’ng/'ﬁama)

......................................................... NIIUNS BB oo rerene et F reirrereerenreee e NTTUAAS

.......................................................... AIIUNNT

ATINNTT nITUNNT
weldisu asgnmas)
e AT K NTTUNISUATAYILNNS XU q,( ................. nsTIMIRazdBaYIYNTS
(uwamnaungl andug) (unsanigwd Sunsiums )
\ i v, 4 ” ‘h, v
............. Sl da | nsmunsuaviiewuyn awa....................31...@.'.\.’3..............nssumsua:cgmmamqmi
(unaduenil Anans ) (wamtiedan usdwigyna)

A3IUNT




454 Fauss1al (§ue) szfesfudsugnflontlndnunany Miamammmﬂaauamwm&
Uiuﬂ’]ﬂﬂ‘] Aeudmun Taglifideule
4.6. lenansdy 9
4.6.1 uanwiidaTusessunIsnan (Lot Release) 9nnsuinendansnsuwne
4.7 giaesian ({ue) Buseulvisnidndyainounsuiivue giail
471 nsdanmsduaniessiend  ensuinermanimsunnduietesfiRnsdils
Um9gU ISO/IEC 17025 wam‘smmﬁﬁmiwﬁlﬁLﬂul‘ummmmsgwu%’aﬁmuﬂluﬂssmﬂ
U3eninsan
4.7.2 ﬂitﬁwamﬁm%awﬁmﬁgﬂﬁaﬂLﬁuﬁummﬁaqmmm‘[maﬁﬂﬁmmﬂmxﬂﬁumimmi
wazen Tuthanaesdyanviessae
4.7.3 ﬂiﬂjwuﬁzymQmmwmmmﬁmﬁm%mﬁﬁmaﬁwadaﬂazﬁm%mauazmmﬂaaﬂﬁwia
Fheildsuen
4.8 quwmmaumﬁaﬁ%amuﬁwéhj%’uﬁmmmwﬁmﬁm%mﬁﬁﬂizi’agﬂﬁamﬁuﬁu lasdiinau
AENTIUNTEINSKazElusTEsnal 1 U neuluussnaussmesimdidnnseling

ANZNITTUNIIMLAANINYUZIANIZUAY IIUAZLEEAYBIET

ATTUNT

TIUNTT

AITUNNT

A
(unavTeyun WW
awa ........................ 4)

........................... N3NNI NITUMT

. 35NN
TTaudisnu AgaInds)

aa"z'!'a ................. ;iN( .................. ﬂiiuﬂ'ﬁlkﬁxé’d')ﬂlﬂﬂ'\i{ﬂqi
(unsaaghnd Sunsdund )
L R —W%N ............ NTUMTLALHHIBAYILANT

(unafuenil fuend ) (unamiluden wiiaiayna)




Phospholipid sterile intratrachea ,-é'ractant alpha) 80 mg/ml in 1.5 ml
1. Fown Phospholipid sterile intratracheal suspension (Poractant alpha) 80 mg/mlin 1.5 ml
2. aruaaiavaly |

2.1 JUuuy Hugiunmande Fum dmduneadmasaay (ntratracheal)

2.2 ddsegnau  Usenausesiigndfty Phospholipid sterile intratracheal suspension

(Poractant alpha) 80 mg/ml TuuSums 1.5 ml
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3. anaNUAIamALiAYaY Finished product
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U8 Test items Specifications

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 - < LTEU/mt
8 | Extractable volume - >1.5ml
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4.2

4.3.

4.1.2 Tudwetuvedou ne.1 vie 6.1 vesenilauosa wiaumeandemiidonisemuny
AMAMYDINAN AT TNz (Finished product specification) wasdafvua
AuAWIRgAY (drug substance specification) nsdifiegszuinnsivasuutaudly
Wafuazdesuuuenaismsvensly (8.5) wmdexy finished product specification
waz/mie  drug substance specification legwsuilansuiuuszniAdsznansim
Bidnnseind uazliiiu 2 U e fulszmaussmanmdidnnseting
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operation Scheme) la#uu891u PIC/S participating authorities auatganiy
soumsasvasulaeiinanisiusesiviulssmauszniasimdiannsednd nioeny
Aaendn uLdwansdl vSelionans Certificate of pharmaceutical product
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4.4.

4.5.

4.6.
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