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&.e Finished product specification : Alteplase for injection (USP e)

49 Test items Specifications

@.e.e | Biological Potency wo.0 - @®&.0% of the stated on the label in USP
Alteplase Units

@00 | Protein «&o - ®96.0% of the total protein content
stated on the label

<.a.o | Identification NTIINIY

<a.c | Constituted solution AT

&®.€ | Single - chain alteplase Meet the requirement for Single - chain content

content under Alteplase
&@.> | Monomer content NLT «&.0%
<o) | pH oo - o.&
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h) Test items Specifications
ce.c | Water NMT &%
&e.« | Bacterial endotoxins NMT & USP Endotoxin Unit per mg
@.a.00 | Sterility test ATIU
<.@.00 | Uniformity of dosage units AIIINIY
<.@.0l | Particular matter NI

<.lo Drug substance specification : Alteplase (USP s)

h) Test items Specifications
@lb.e | Biological Potency «o.o - @e&.0% of the potency stated on the label, the
potency being &go,0oo USP Alteplase Units per mg
@blo | Protein content AT
<lo.on | Identification AT
@lo.c | Peptide mapping ATIU
&l.¢ | Bacterial endotoxins NMT & USP Endotoxin Unit per mg of Alteplase
&b.o | Single-chain content NLT 20%
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w30luIlAT1eY Drug substance vaanaRedN5aY atulnatunils Falinisasavaeuliasien
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mmﬁsx‘uﬂu Finished product specification ua¢ Drug substance specification
& auludue

.o duunmdianarsmsldiusygatunadouiiveniosminglulszmdlne was
d1un9 (declare) unasuan
&.o.0 lUdFMITUNsdownue Moo ne.a ne.e wdusnsd)
- lunsdiiduenfindslulsandlng uneis e )
- Tunsaifidugthidiiensutsussy aneda ne.m)
- lunsdifdugnindrainsaseng (e ve.e)

Y

¥ vy 39502905500 RARSsRRSSI 2A80¢ 12303 4t & & 1) “7‘:_.3<L}‘.)b,’;
,/‘ﬂ-’.. 'A"( N FI9UNTI

= —h
Layoedy NI a5y

v e s

/€60 MUAYD...

P————




- e -
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A NYBINARSTIT puTtunziou (Finished product specification) wadoruuanmaimees
QAU (Drug substance specification) ﬂifﬁﬁagiwdwﬂﬁiLUSﬂULLanLLﬁlmﬁmau WADIUUY
LONAITANUININE18NTTVOUALY (8.¢) WIWSaw Finished product specification Wag/13e
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MM NINUTTLAY IS MR TUNSHEREN GMP PIC/S (Pharmaceutical Inspection Co-operation
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NMSHANEIMUNENINAETLaL IS TRuNMINEREY GMP PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lmgvu3e91u PIC/S  participating  authorities  aUuUa1gA AusBUNIS
axvdeu lnedinan1ssusastiviulszmadszmasndiannsetng
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&0 NANIINTIVNATIZIAUNNNENSTIE1d153UveHER (Certification of analysis
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&anlo NAMIATIVNATIWAUNNINAUVRIIEIEAYY (Certification of analysis of
drug substance) #llunsuanenjuiidadusosaisvesinaneuazinaningiu
Eaen  LBNA1TMIONANFINEUTUAUFUNUSTENINITUNSHENVRITRAVDIFIENEA ALY
(Drug substance) 48 &.alo AUFuNISHARYBINARS AIENEFN53U (Finished product) 98 &.am.e
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&.x.0 i Tiauslilieduuy Orignal drugs) feslionanssanisfinen Bioequivalence v
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M3fnuTrauyaveealiyesdinauANENITINTOIMILAYEN NTENTNENGITUEY

Foifszylunsiiimend iyresendumnuiunaiounoud we. oeme uwasduelunguded

n. efiszyireglunay Biopharmaceutics Classification System (BCS) Class m 3o &

9. g1iifisin1snwuAy (Narrow therapeutic index drugs)

A. 17dTinIuANENIIINTEINIUALEN Usemendasvinnisfine Bioequivalence Ly
enaufingnidu Zidovudine (Azidothyrmidine, AZT) eiluguiuusniidinuuasnsUasudessiend ey
(Modified release dosage forms) Jusiu

~yunsditunzdeusiuemunuueandavl (Wawmadeusn NG) assaendiumsuuy
LONANINIANYITIAUYAVDILN™

&l n3didumeniifosazarsuaz/vioidearsnould deadnanisAnwimunsanin
NHINTATaELaY/M38130979 Tumrhazanesnes AsutIuLazaanAdadiuENa1siAveN

€. LN BN MaNsTiLand mdnInaeIEnsAnlunsAuSnEen (Good  storage
practice for pharmaceuticals, GSP) #11 WHO Guideline woom

&.x.c lonmsviennaeiiuansdmdninasiisnmsialunsdnsimineundusis (Good
distribution practice for pharmaceutical products, GDP) #11 WHO Guideline woob

&.x.& lgnansuinnmaeiiuansfissyuy Recall system vaagdwning
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