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3.1 Finished product specification:

L) Test items

USP 41

BP 2016

1 | |dentification

AU ¢ P

Immuncelectrophoresis

A998y ; e

Immunoetectrophoresis

2 | U3ues Albumin

NLT 96% of total protein

NLT 95% of total protein

3 | Total protein

94.0% - 106.0% L.A. of protein

95.0% - 105.0% L.A. of protein

4 | pH

MU

67-73
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L 3] Test ttemns USP 41 BP 2016

5 | Protein composition ATIVIU HIIW : FI838 Zone

electrophoresis

6 | Molecular size distribution - A579WU : EAB Liquid
chromatography

7 | Heam content NMT 0.25 NMT 0.15

8 | Prekallikrein activator - NMT 35 1U/ml

¢ | Aluminium - NMT 200 pg/L

10 | Potassium - NMT 0.05 mmol of K/gm of
protein

11 | Sodium 130 - 160 mEg/L NMT 160 mmol/l and 95% - 105%
of the content of sodium on the
label

12 | Sterility ATIWY ATITNIY

13 | Pyrogen or ATIWTY - 1529

Bacterial endotoxins - Asél Protein content £ 50 ¢/L -

NMT 0.5 IU of endctoxin/mil

14 | Heat stabilizers (nsalldlusindu) | ssrantu -
Wiy Sodium caprylate (Sodium
octanoate) #3a N-

LA

acetyltryptophan %38 93 2 #a

VHEWR - NMT = Not more than
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4.1 wnarnldiFusygwiunafoushiveufedwninelulsunelng uazdunsdectare)unamdn
4.1.1 Tudrdymstunedsusndue 1un  vo.2 ve.3 vo.d wis 8.2 uaiusngdl
4.1.2 TuAwedunsidou ve.l wie .1 tewifiauesm wienseazidunidensniun
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A wYBndnfunaundunsiiyy (Finished product specification)  La¥VBNTHUARINTHYDY
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WMRAU (drug substance specification) nsaﬁﬁagﬁwdumimﬁauuﬂaauf’ﬂ'm.ﬁmﬁm:ﬁmuw
wnasnsveudly (0.5) wmisy finished product specification uaw/ws® drug substance
specification lagvaudlunswiulsemeussmanaddnysednduacliiv 2 ¥ a Julssmn
Uszmasmdidnnseiind
4.2 12NAIITUTBIINTEIUNTSHEREN
4.2.1 nsdlemdnluvszmelne fudadesdionarsiusennasgiundauiniundninasiuay
WnsiRrlunsndaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lngwiaeu
PIC/S participating authorities w?ai']L'ana'1'i%’Usaammg'mm'snﬁmmmuwﬁ’mﬂmw‘uaﬁ%‘m‘s*?iﬁ’lu
A1TRENY1VBIEITNITUANENTTUAITONITUALYT NTENTIAGITUHY Fastmuniulasfinay
aeandniLasviaLiivufundninasiuariinsfialuntskane PIC/S Tumnseiausisatudign
susaumInTaeulasiivanssumebiciulsnaussmeanadidnnseiind
4.2.2 nsdlenindninddssve grdndeadiendansiuseannsgiunisangmumdninns
LaABnsTimlunSREnLPIC/S(Pharmaceutical Inspection Co-operation Scheme) IntiviingaTu
PIC/S participating authorities %358 GMP vesUsvinetindn atuanganuseuniinTisaeulasiing
msfusesfisfulsemalssmesadidnvseiindvisoynaendnudiusinyd
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4.3.1 san1sanvieeinannedndusisiduiguvesiuin (certificate  of analysis
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433  wnaswiewdnguiudumnuduiussewinjunisndnvesingavaasindfty
(drug substance) 98 4.3.2 ﬁ'Ui:un‘ﬁNﬁmemﬁmﬁmﬁmﬁ'ﬁﬂgﬂ (finished product) 98 4.3.1
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WasutunaiitsusluhdenmauRnluthedy
4.5 maUseiununmefidwey
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Usgnslag raudviun Tashifiteuly
4.6 \BRANIBY 9
4.6.1 finaminsivinTsiaumwingiuvesmigdng (Cretificate of Plasma Origin) i
Wlunsrdnequitdadumetsivesianeuasduiningiiu (egran1insaa Anti-HIV-1, Anti-
HIV-2, Hepatitis B surface antigen, Anti-HCV waz PCR test Ty minipool plasma avathinuie
HIV, HBV way HCV
4.6.2 findng1u $uTevin Human plasma fhwukEneTigaNIMANANATTILAING 1YY
NIBSC (National Institute for Biological Standards and Control), AABB (American Association
Blood bank), PPTA (Plasma Protein Therapeutic Association), @nn1galne
4.6.3 fsrvunmiiuuasdadssndiu Cold chain system fldnasgumumsninasi Good

Storage Practices (GSP) wa¥ Good Distribution Practices (GDP) Tnsuanaenansuszneau
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4.6.4 yidvaealuayy administration set ¥la#ill membrane filter Tush
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5. msdsziiuAssingamsiasian (Price Performance)
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waninausnsusaiiuauseansandeasin (Price Performance)
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2. ymigrunnnadiedue ASLUUAY 50  AZUUU

2.1 M3TUTBNATFIURARAUAN 15 AsuuY
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= 1 4 v o L. Y ] cll'
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2.1.1 WHO tist of Prequalified Medical Products
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20 AZLUUY

-3 & U3
A. SINHARAMAAUUUY
v. finsBnwmaadifia (Clinical trial)
TastistuunisfnemeadtinuSsuisuyseanSameaaeniuedfuuuy vies1oeu

Y =2 - = ] o L] b J
mmaunwmuammﬂisawﬁmmmmmﬁwuw’lm"usa'rsmm’nmwwa WINTEN AU

20 azuuu

20 Aazuuul

1. 8ns@nwndunuu Randomized controlled trial waiinsfRuvinan1sAnenag

ral o oA o
FIHATTVINTTUANLYIUILEDOB

16 ABULUU

2. Fnns@nenuuuy Non-randomized controlled trial wasiin1sfRUARaNTIIANY

cel 1 A =a
SNTE IV HATUNIENU B0

14 AYLU

3, 38n1sAnwulu Comparative studies WU Cohort studies (prospective) wavdl

Y )
AMIRRNRNANISANIRITANTN I TLAvEUdete

12 AzULUU

4,  F8¥nrsAnwndunuy Comparative  studies  wuu Case-control  studies
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- e o
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a. dinfnymstiaauyavesen (BEY farsonied] 20 AU
1. gaduvieresufiRnisiinnafnelusiassmedesdindngunaneiilasuns
geufuTINdNNIUANEATINNTEIMTUAZEN ASTNTNES SHEELE T¥dwiunsdien
adieyival (New generic drugs) FRunzioudus 3 2546
2. Mns@nwrdeutiu Randomized crossover design vi3e Parallel design (nsdiendl
t1/2 y13)
3. nafmdenananatasensifusnanalirsfifiguning viedugioe wiu samidc uas
g9 HIV
4. Swaushetei@nwdediitenndt 12 au uasfnlunsfinwiuy Parallel $1umu
Hagheiidnwiedailosndt 2 Wihwewuy Randomized crossover
5. finsasnasumiumTaLLargnd Y asitleeniignlu biological sample
wialii
6. M dulvgilunuy single dose misleuuy multiple dose aeldisled
sedueludendiann wialiue sustained release wazgiil washout period w3elsi
failsvozinanstation 5 wihwes t1/2
7. mafiudhedudenseafiveseion 9 9a - Aeulien, 2 gadasseiugid iy, 3
ATBU Cmax, Waz 3 JATNTeiuemasas svpzmanfivivuadesunustinden 3 wh
U t1/2
8. HANTTVAABY 90% C) Yewarvdavsdadiuusay Parameter Aa Cmax, AUC t,
4arAUCes il log scale waasaniguasenduwuy dosaglugas 0.80 - 1.25 Saliaindl
BE winfiu
nsinsRvsannsAnemeihruyaveten (BE) Anrsandd
1. feinunausyndslinzuuud
2. frmamngEY 90%Cl vowmasseglutag 0.80 - 1.25 uilisunamideladonts e
foinmfnwbivndede tawe BE Adudlumsdus 3 2543)
4. 1l TE orange book US FDA wJa EMA 10 AvUUY
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2.4 Yeyan1sfin¥AumanIneT (Long term stability) 10 Azuuu
finsfnmemusanmeitunzdoudifusn wieuenanswdondnguuansdsnisinemung
anmenjuiindnlasanuiisdaiiauesia fensen Fail
2.4.1 imsfine Long term stability uay Accelerated stability 14 ASEAN Stability Study
Guidelines ludiamnas ASEAN Harmonization Product on Pharmaceutical Registration i’uﬁ 26 5.A. 51
oy

Anwasumaengeruuaan 5 U wasiinanasfiny On-going stability Uriewdlegiy | 10 Axuuy

f
1 | Anwiasumiangetuuaain >3 U wadinanis@inwn On-going stability Driewllegiu | 9 Azl
A

Anwasuruengenuuaan 2 ¥ uariivanisAnen On-going stability Srewlitlegiu ALY

&

Anwipsumsiengeiuuaain 23 U wilifinan1sfine On-going stability Drieulilagiu Buuu

8

1 | Anwasunuengegnuuaann 5 Y wiliifinansfinen On-going stability Urieullaglu | 7 Avuuu
6
5

2 | AnwiAsumaengetuuaann 2 U wiliifivamsfinw On-going stability Udeullaquu ATLUY

242 fimsfnwn Long term stability uae Accelerated stability laiflulusnu ASEAN
Guidelines 1ag
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A | Assay or Potency 40
9 | ldentification 60
@ | Uniformity of dosage units (ﬁ’ﬁaﬁlumu finished
1 | Dissolution -
product specification)
9 | Related substances %38 Organic impurity %38 Chromatographic
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4.1.2 ysspinueidestuuamngmiiotey (ewizeniigatiosiuuad) 2 AU
4.1.3 sdiaussgegluusiifiaainseylen, LotNo, Suuorgen vnaue 2 AvlUY
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v. padiduenia 10 AZUUY
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