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MeasfngUANYALIANIZY1 Human Albumin &% in la&o ml for infusion
d1u7U 6,000 Vials

Tsangrunavaumiy
1. daen Human Albumin &% in e&o ml for infusion
2. AuaudAaly
[ & o a 1 s al J
2.1 guuuy Wuasazargusimante la Lilldtdvaessou wialviseu

2.2 dhudseney  Ussneumeden Human Albumin 12.5 g Tuansazane Usums 250 ml
23 amrurussy  usselumvusdwisuussendausnrnnide
2.4 a8 - seyTlenn, dhutssnaufedidnuazeniuss, Tunde, Tuvuneng,
\uiinGn uasiawnsidyuifuenlisgndauuuussydum
- vuMYurUsTYREnleefeszyTerviedeniniad diulseney uae
TNAAIULTIE LavTHER 5’u§ua1q1§asiw%’mmu
- U3ued Sodium
- gamgifvnsaudwiuindiu
3. qasaudfinunalia
Naﬂﬂim’aiﬁLﬂ'iwﬁ@mmwﬁ]u‘lﬂmu finished product specification wag drug
substance specification 1819839 nndudnfuatiuiiensuy deldaangzideusdediineu
ANZNITUNTTOMNTUAZET NTENTNAGITAEY  Tedlndusiuldsndafonduatuiiieu

wiwisebmindunasgnunduirsulassunils smassmansenssansisaey

3.1 Finished product specification

1o Test items USP 41

1. | Identification NI : 287D Immunoelectrophoresis
2. | Y3uau Albumin NLT 96% of total protein

3. | Total protein 94.0% - 106.0% L.A. of protein

4. | pH ATITUY

5. | Protein composition AU

6. | Heam content NMT 0.25

ﬁ&!Sﬂ‘ﬁﬂln"liﬁ"l'ﬂ‘uﬂi’]ﬂﬁ&L‘E:)'ElﬂQS\JﬁﬂEN#L&Wﬁ&‘LLﬁSi’Iﬁ'}ﬂﬁﬂQ
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18 Test items USP 41
7. | Sodium 130 - 160 mEg/L
8. | Sterility AU
9. | Pyrogen or Bacterial endotoxins NI
10. | Heat stabilizers (nsdilalusiu) WU Sodium | sraniy

caprylate (Sodium octanoate) #5a N-

acetyltryptophan ¥3e v 2 ¢

3.2 Finished product specification
48 Test items BP 2016
1. | Identification A2 : MRS Immunoelectrophoresis
2. | Y3ueu Albumin NLT 95% of total protein
3. | Total protein 95.0% - 105.0% L.A. of protein
4. | pH 67-13
5. | Protein composition MU : MIYAS Zone electrophoresis
6. | Molecular size distribution AT : AT Liquid chromatography
7. | Heam content NMT 0.15
8. | Prekallikrein activator NMT 35 1U/ml
9. | Aluminium NMT 200 pg/L
10. | Potassium NMT 0.05 mmol of K/gm of protein
11. | Sodium NMT 160 mmol/l and 95% - 105% of the
content of sodium on the label

12. | Sterility AT
13. | Pyrogen or - T

Bacterial endotoxins - A58 Protein content £ 50 g/L : NMT 0.5 IU of

endotoxin/ml

Ve - NMT = Not more than

o 13 8 . a val Y
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4. euledu
Jrauesiaiidesduduurnindieionans wiouasanefledefusesenarslnefiisiu
TeavBundail
0.1 enensilldSusyarmiunsfousdusuitedmmelulsemalng wardunsdectareumandn
4.1.1 Tudwgymstunsdeusndue 1un  ve.2 ve.3 ne.d vie 8.2 ududnsdl
4.1.2 Wdmetunsdeou ve.l vie 8.1 vewfhauesan wisuseazdeniidenismuny
@fumwmmwﬁmﬁ’mﬁmuﬁﬁuwzLﬁau (Finished product specification) LLas%’aﬁmuﬂqmmwwm
WgAv (drug substance specification) nizﬁﬁagjsw'mmsmﬁammmLLf’\‘lﬂJLﬁmﬁmzﬁamuu
wwnasmsvewily (8.5 wwieu finished product specification Wag/#3® drug substance
specification  Ingvaudlureuiulssmaussmasadidnsedinduasliiiiy 2 ¥ o Sulszna
Uszmasmdidnnsedind
4.2 1BNENITUTBININTFIUNISHAREN
4.2.1 nsdlendnlulssindlve fudndosdionatsyusewnsgrundnenmuvdninnueiuay
3§n’lsﬁﬁl‘umm§mm PIC/S (Pharmaceutical Inspection Co-operation Scheme) lmawuneeu
PIC/S participating authorities w3efilenanssusesmsgiunsnanetaunaninasinas3annsiinty
nN1IkARLIve N UANENTINATTEIMTUATET NTENTIEEITAURY Fearvuadulneiany
denmdBsuazyinfisuiundninasiuagisnisfinlunisuanea PIC/S Tumnegilausteatuagn
mussuMsaTeseulaeiinanisiusesdiviulssnirseninsadidnnsedind
4.2.2 nsdlgndtmneiaseve fudadedilenansiusesunasgiunsuingmiamdninn
uAYIBNIARUNSHERETPIC/S (Pharmaceutical Inspection Co-operation Scheme) lnguiigu
PIC/S participating  authorities  atugganuseuntsnsiageulneiinanisyusesdeiulssnne
Ussmnnindidnvselindvieengmaendnudusinsd
4.3 lenanInuAWTeENTiaueTIAn
4.3.1 wan1snsivinsisinunmndndusieduiaguueudn (certificate of analysis
finished product) lugnjuitdadiusiratis
4.3.2 wansnsndinnsinuamingiuvesiiendify (certificate of analysis of drug
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4.3.3 lnansvirenangiuiudunruduiusseninsjunsidnvasingiuvesiendidgy (drug
substance) 4@ 4.3.2 fujumsnanvesdadasisrduiagy (finished product) 48 4.3.1
434 wan1sfinw long term  stability aaaataeyvesefituneulifudtnay
AZNTSUNTTOIMTUALEN NTYNTIENTITUEY
4.4 fneteen
4.4.1 fauesmdesdinegienetieies 1 mihsussytae dudufunuuanneasiden
Idnsufumaiidvusluitenmeudiviludredy
4.5 msussiugunweniidaey
4.5.1 deeusiesdiongluisnnnin 1 T fuantusde
4.5.2 swnusiidasy sfesduunmieluSuremenimnTinTeienuiideey
4.5.3 nsdimiesvnsviinisduiied wenfideeuiledinsaiinseiamnin wioe
mmsazvimnidedoswedhedne Tnefiaussim (fune) sxfesdwnfindnmuduuiviiesms
densnlinned wandufSulieveudlisnefifeadedunsnmeiinssinunm asdiinudienls
ulununaidnuaizianis whesensvednudvthiuinsuiguemending1nvesiaussini
(fne) waz/vedudntundodely
4.5.4 flauenim ({ue) efestunasusileslndvuneny viaulaiianiadavanwine
Usenislag Aeufivun Taelifiteuls
4.6 Lenansdu q
4.6.1 wanmnniensigaunwingiuvesiienddey (Cretificate of Plasma Origin) 7
Iﬂumswﬁm&nﬁuﬁa’qLﬂuﬁ'faaejwﬁ"wmQ’Nﬁmmuazé’wami’mqﬁu itoguANTInT79 Anti-HIV-1, Anti-
HIV-2, Hepatitis B surface antigen, Anti-HCV wag PCR test Tu minipool plasma Fmsralinuide
HIV, HBV uag HCV
4.6.2 fivéngu usesi Human plasma MiwHGRETANNAMANABNATTIUEINA 1Ty
NIBSC (National Institute for Biological Standards and Control), AABB (American Association
Blood bank), PPTA (Plasma Protein Therapeutic Association), @n1n1%alne
463 fsruunsifiunavdadsendiu Cold chain system fildannsgrummundninaust Good

Storage Practices (GSP) wag Good Distribution Practices (GDP) Inauananasusenau
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4.6.4 U3dmdnsaifuayu administration set 4diaftil membrane filter Tush
47 fauenien () Busealifonidndayreunsusavun feil
4.7.1 nsdimamsguanatinnevient lagnsinermansnisunmdveros joansild
NI ISO/IEC17025 wansnsaieseilifulumunasgudertmusiulssnedszninsan
1.7.2 nsdldnsasionedatignFenifuiuaniemaslasdinnuamgnssunisamisuas
pluthsavesdygavdessang
4.7.3 nsdiwulgmaunmannadadusioniifionduareussvinauasanutasnsesie
feiléFuen
4.8 wiwwn1Tveanuanslisuivsawindudieiiussfgniendvaulaediine

AuENTIUNNTEMSHazelusTasan 1 U naululsenaussmasimdidnnseding

5. msUssiuAtUseansnimsasian (Price Performance)
ATNANsNa v InanLnain1sUsEIliuAIUsEANS A NeesIA1 (Price  Performance)
Meazdsamuena1sUsEmana nednegluengu n Avumiwidndadiunziuuvosiiugs
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8N 2 7 fail

PN | . - Y 1 @
1. s9diEue (Price) dwiininfiufesas 30
2. 1A IUYREUAMTOUINNS wwtinwihiuiesas 70
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waninasin1sussiliuA1Useansainsasian (Price Performance)

TsaneuIavauRiy

o2 v Y W a J a J < Y
MIfTETUsMaauesnn Inglivdninasinmsusediurussninmeosian ddiuls

[Y] Y &, a 1 a a 8 &'
Maﬂﬁlmﬂumcuen"lumiﬂssLuumﬂﬁzawﬁmwﬁaﬁm Usznoume 2 fuds wasimuauvitn atl

. . dwiinazuuy
auUsuan -
8GN N
1. 91P1fivere (Price) 30
2. 11955 1uvesUAMYSEU3MS (Performance) 70
57 100
NINTFIUVDEUAMTOUINIS (Performance)
Usznaumefuusses 3 i waslvwminasuuy sl
fulssaq Ymitinazuuy
L. inpsgrunanwkEnsast 60
2. NATFIUiRIUfuRms 20
3. qfuamﬁﬁLé'aﬂﬁzlwﬁsiamiﬂﬁﬁmu 20
57 ' 100
MEazduniLUTIes 3 M Tvdninasinisliasuuuganm feil
1. WnsgIunMnIWRENS ] ABLUULAY 60  AzMUU
1.1 msiusesnnsgrunandue 15 ATLUU
fimsSusesnmsgundnsiost amudoladenilsteoluil
Yidoton sUUY
1.1.1 Uayisredenanfasioaunimuazduan (Green book) Ly 1 fudutiagiiy 3
1.1.2 Lﬂuaﬂﬁ‘lﬁ%’umsﬁ’mLﬁan'L‘i‘ﬂuTsawmmanfq'uamﬁ’uLwaémam%LMansmdLm (wisla 2
wisnielu 6 uvia defl SB35 TW.3LBUR T TuATedve sw.ASuaTund sw,
AATUATUNS)
1.1.3 Wunemsenilegludyfuianssilnetagiy 5
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1.1.4 Whuededinansansiiensiien suaulifeendh 3 funimudn TnevesfoRnied 5
Ti¥uns5uses ISO/EC 17025 nmiasnusgiuanaviensuinds dlallivesfiing

a % v v a ¢y %) | W W v 1 da
ﬂ@i@ﬂﬁﬂ ﬁm‘uamﬁm’mLﬂi'lswmaa1muaaﬂ37MQ%QWisq1u Green book aUuagail
enTeansigyiieniu wagram AT eilionglaiiiu 5 U Tuaniuiilisunisiusewanis
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Viadaday AZLUY
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1.2.2 g1@a 5
a v = o
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ANSLANZAIVDINIE
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1.3 wﬁ’ayjaaﬁ'vaquqmmwuawamnmm 25 ASLLUY

Viadatoy AZLUY
n. g1INKEASMYIGuNUY 25 ASHUY
9. §in M9RETN (Clinical tria 15 AZMUY
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1. Fns@nwnluwuy Randomized controlled trial wagiinsfifuwaanisanunas 13 AZLUY
cal 1 A o
NI NN SNSRI

2. /n1sAnwndunuy Non-randomized controlled trial wagdinisafuinanisine 11 AZLUU
eal A &
ANTENINNMTENNSNUT BT

3. 3n13fnwnlu Comparative studies Wuu Cohort studies (prospective) uwagdl 9 AzLUU
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a d0 4
MIARURRaNSANwIanIsaseMsuwsiudete

4. F8nsfAnwnluwuu Comparative  studies  WUU Case-control  studies | 7 Agluu

. o ada ¢ ed 1 4 &
(retrospectlve) LLaE’Nﬂ'ﬁWWQJWNﬁﬂ']iﬁﬂ'lﬂ"]ﬁ\?')"lia'li‘Vﬂ\?ﬂ'ﬁLLWVlEWluqL‘Uaﬂa

5. WasAnwnduwuy Descriptive studies WUU Case reports/case series wagfinig 5 AZLUY
a (4 [} ld
awuﬁwaﬂﬁﬁﬂw’lam’limimﬁmiLLWMEJVImL‘Uaaa

P~ 'Y a
nsdililunsnwndSeudisuivenduuuy  Wasuuudy 2 asuuy

6. nMsAnwmade 1, 2, 3, 4. vse 5. AllddRuilungans 3 AZHUY
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A. a BE)  unsandad 5 Aznuu

L. anduvSeresufiinisivhnsnulussussmadosivdnguuansiilésums
gouiundinnuanznsINITEMISHALE NTENTNENISgILED TidmSunsdien
afeylunl (New generic drugs) Asuneifeudus U 2546

2. Wnsfnwdeadu Randomized crossover design 38 Parallel design (nselendl
t1/2 917)
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v & o o o vy '
3. Mmirndenanadrsmsliuetaainsidguawd viedudithe Wy enuwiss uas
U HIV

o @ 1 a 2 R 1 ) o
4. nusedndnudesliddesnit 12 au wazdndunisfinwuuy Parallel w7y
U ] A ¥ 1V 1 1
mamwﬁnwmm‘luuaanm 2 IWMUBNILUY Randomized crossover
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