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3 Test i Specification
U Test item P \
L. Identification Positive
2. Uniformity of dosage units Complied with finished
; Product specification
|
1
3. Dissolution f
hour 3 Between 25% - 45%
{ |
~ !
|
hour Between 43% - 63% f
hour > 80%
4 | Related Substance ‘
i
{ Other individual impurity < 0.2%
Total of impurities ; < 1.0% |
, |
ch Assay 90% - 110% |
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%aqmammmmu / ﬂimmuwu Sterile water for injection 1@l COA of drug
substance***
4.3.3 Laﬂaﬁﬁwﬁﬂgm%u%mwmﬁw‘?uéawdwjuanwﬁmaﬁmamaﬁﬁ’;méﬁ@
(drug substance) U8 4.3.2 ﬁuium%f%wmﬁmﬁ"mfé?fﬁ’ﬂ%%ﬁﬁ (finished product) 98 4.3.1
AMZNITUNISMNURTILAZD AR LS NBIUSANIT VB EN

(B98) oo \ DAL Us¥a1UNITNNIS NITUNI3
(en3eslng 1esdmi) (WY evguiasey)
WBUWMEENIIR0NE FnunTnTT EWegsnsT  euEdagn s drunenssy GUEMGREEREEEY
@) oo 2 nSHTS (GCi12) B, AN
(Weeun nundad) (Waygae woa)
UBNVETIM, MUNYNIN . @198783TIL wsLnvdilisnng funynssy ev1engsnssy
(29%0) ......... Olg/\ .................. NITUNTS G 1o) I \’K ........... N3IUNI3
(wedsiand ingframg) (anssal FSygydo)

UUUANETIUIUANT FIUITNTIY @1U187850551 WNFYNIRBI I AULNFUNISUARTN



_2_

434 wanIfinw long term stabiliry saaninerguas fivunsidoulifudtinaunmuenssunis
IMNMIUALE NITNTHEAITITUGY

A &

435 nsdlJueingu biological products 7iLiu vaccines , blood products fasilionansiuses
JUNWER (ot release) MNNTUIMLIFNFAINITUNE NTENTIATITOUEY
4.4 fegeen
4.4.1 fauesia ﬁa@écﬁdaémnaehiﬁaa

VL@@TU@’JL@CW]@J t/lﬂ *“ﬂU@IU%’JFd@ﬂﬁJﬁl‘bm/ﬂ UT19A1

mkﬂatﬁﬂﬁmsﬁ Fadudunuuanisieaziden

4.5 mﬁUisﬁ’uﬂmmwmmmmU
4.5.1 mﬂamama@mwd%‘lﬁlmjamﬂ .............. Yvaniugeou
4.5.2 mﬂqm’mmamm maqmml,mmwmwLiﬁ”’* SRNHANIATITIAT YT uTidaaU
453  nsdmbeswmsinsduiiednefidueudodenainme AR UNTN mwawma
sgvhilsdeosediedn nediaunsian (§une) ssdesdeifiudnaiuduiudiving
wumaaqmmwmvma%ﬂumumntm m’lavn,ﬂﬁwaﬂumﬁwmmmvmm,ﬂ W
AsEANUIY ,rb:wululﬂmuﬂmaﬂwmum«m YLRESINTUREILETS WU TS
LEUBTIAEIRINA1VBELAUETIAT (§28) sz/’w‘%a@m%ﬂuﬂ%mm
454  fauesia ({ie) azdessu, Uasueilos Vndvunane viadlofnnsdenaningas
Usgmsla areurivun Teelufdouls
455 nsdhdueiidenfu sﬂmwaam;::ﬁ 2-8 a-&@zmaﬁ?aa fedllonansianuassusesing
syuumsiiunardndssndu cold chain system 7 mﬂmﬁmmwmmﬂm Good
Storage Practice (GSP) Wag Good Distribution Pratice (GDP)
4.6 Lanansdu 9
4.6.1 ﬂsmmmauahi jemuLuY (original drugs) Faafilanansanisdne bioequivalence

%@QEJ'W‘VIL&UE]T?@?WJiEJULVIEJEﬂUEJ'WmJ‘JUU *@FJ”Dﬂ"ﬁﬂﬂi“ﬂ\ﬂaQe{JUW InunaninaiiLay

wUTRlumsfnwdrauyatesralyadtnnuenenssunsemsuaze
NIENTNAEITUGY

AN TUNISANUUG TR0 A0S NYEUZANNE VB e

0/

(a3%0) l\‘”\./ ............. US¥BIUNTINNS GET ) B 00 ¢ N N NSIUANS
(wen3eslng 1oesedl) (W835Y AravLasey)
WBLWndivsenandl MunTnssy awengsnsTl wiswnndiugnsiee dunenssy 819187430554
(89T8) oo 2O TS ERCTa) B ML N3NNTS
(Weteun nun@ad) (WEYYT wdd)
WIBUHNETEIYIY MUY A101g50TSY Woknveneg MunINIT #19191g5nT5Y
GEGER) I— DS/\‘“/ ....... NTIUNIT GEI) "( ................ AFIUMIT
(Wefisiand 1nnAamg) (Wanssel ASyee)

UYUANETILIYAIT ATURVNTTY #118183055Y AN AULNFVNTTUARTIN



062 nsoidueniifesmenarviadonieuld FoadiansfineieiuaEn mrganas

aransLar/v3913097 lusazanuse 9 Asuin uuavaamaamummwamﬂ‘uaﬁ
4.7 fhawesian ({ue) Buseulion uaﬂammﬂﬂaumum‘m up il

471  nsdiNanIdunTIalAT el I Tnansiiveneandmsunmévisarios 0aURTRNTLA
WIMIFIU ISO/IEC 17025 nannseyaviaszilidulusmunmssiudeswunlulsenia
Usgniasien

472  nsdiansnsioniadl gniseniiuiuanniasaialpedinauengnssunsemsuas
elutnanatesdugnavderant

o

4.7.3 ﬂm‘wwmm@mﬂwmmammfmL 2aEsuasadsyANSNalarAmLUanniuse
cﬁgﬂwwimum

SynifuAulaeddnauanenssung

N

4.8 MIY51NTVeRNIUENS LS URIsINEa S eien T us e Fon
DM sharetusreyia 1 Unautuuseniadszniadianns

£
i
ﬁa
gU

ARIZNSTUNITAINUS T18AZDEAA LA NHULAINTYBGEN

GNR) J— ]Nk/ .............. UILHIUNTIUNIS GI) I &g ........... NIIUAS

(wen3eslng Laesedl) (e3%y evauasey)
weunndinsnandl Aunenssy awengenTIe wewwmddnagnsiites Munenssy a11e193n5s
GRET)I— '7/3/ NITUNT GEGI0) I ANL . NITUANT

(weeun nunfal) (Weyyae wdle)
UWIBLANSITEI Y MUITNTIN E1W181Y5ATIN WIBLNNGTERY FMUINTIL §191878INTY
(A9%0) o N W NITUNS (GG 12) IR o nITUNS

(Wedisiand 1npA1aweg) (sl Alynye)

WBLANEUIYNT AU 8191918355 Wn&unsfeIney snundunssueadn




