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TYHLDUAAMANBAULIANIZE Azathioprine 50 mg tablet
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Tsanenunavauuny
1. Foen Azathioprine 50 mg tablet
2. AusudAnalY
2.1 3Uuuy Wueude dwfusuuseniu
2.2 duusyneu Tu 1 Wiausznaumesingn Azathioprine 50 mg
2.3 AIYUTUTTY ussqluunsegiiisnendvie blister pack uavussyiasitasiuas

2.4 aa1n SYYF0EN, drnusznaufendidtguazanuuss, Junde, Yunieeng,
wviindn uasiavvzideudiniuelisgndnauuuussasioue
- MYUEUTIYRYNtRYdBtsrYlenn, diulstneufendidnuay

ALY, LaUhIHGR  uazTunusene

3. AaauUANImALia

Namsm’;ﬁmswﬁ@mmwL‘fJu"Lﬂm'm finished product specification wag drug
substance specification 1814899 1nLadvd1uatuiierfy Faldaansidousediiney
AIZATIUNITOINITUELEN NTENTNATITAY  Tindesifuldsddedenduatuiifiey

whwitelvsindwmsgnunduiiuladiiunils aaseninsevsasensisage

3.1 Finished product specification: Azathioprine tablets

G Test items USP 41 BP 2016

1| YSuadendagy 93.0 - 107.0% of the L.A. of 92.5 - 107.5% of the L.A. of
azathioprine azathioprine

2. | Identification ATIINIY AT

3. | Dissolution NLT 75%(Q) of the L.A. of NLT 70%(Q) of the L.A. of
azathioprine analu 30 ufl azathioprine el 45 und

4. | Uniformity of dosage ATIVNIU ATIVNIU

units
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12 Test items USP 41 BP 2016
5. | 5-Chloro-1-methyl-4-nitroimidazole - ATINIUMEAT Thin-layer
and 6-mercaptopurine chromatography
3.2 Drug substance specification: Azathioprine
k) Test items USP 41 BP 2016
L | Yswnasnendfyy | 98.0 - 102.0% of azathioprine 98.5 - 101.0% of the L.A. of
(dried basis) azathioprine (dried substance)
2. | Identification RTIU ATINIY
3. | Related - Azathioprine related - Impurities A, B : for each
substances/ compound A : NMT 0.15% impurity, NMT 0.15%
Organic impurities | - Mercaptopurine : NMT 0.15% - Unspecified impurities : for
- Azathioprine related each impurity, NMT 0.10%
compound G : NMT 0.10% - Total : NMT 0.5%
- Any other unspecified impurity :
NMT 0.10%
- Total impurities : NMT 0.5%
4. | Loss on drying NMT 1.0% NMT 1.0%
5. | Sulfated ash NMT 0.10%
6. | Residue on ignition | NMT 0.10% .
3.3 WaN153LATIeN Elemental impurity %383 Risk assessment report (WaABAENT
Usznau)

UG - NMT = Not more than
- *i39 Dissolution way Uniformity of dosage units uuLenasuans siuaziBaananisnsia
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FananiileFuoysiRe
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4. Feulvdy

Jiauesiafidesdudiuinindieionans w%’amaqa'1aﬁa%a%’mmLaﬂmﬂmaﬁﬁé’mw
eauSundi
4.1 wnansitlesueygnntunsiSeusiueiitesmnelutsundlng uazdunsdectare)unsman

4.1.1 luddgnistunsdeusiiuen 16 ve.2 ve.3 ne.4 wie 8.2 wdusinsd)

4.1.2 Tudwetunslou ve.l wie 8.1 veswriliauesen wisuwazBeaiidenisaiugy
QmmwmmwémﬁmsﬁmuﬁﬁumLﬁau (Finished product specification) uavdarinunruaInyes
WHAU (drug substance specification) ﬂszﬁfﬁagJ}’istfmmiw?{auLLﬁaqLLf"flGUL'*?v'mamzﬁamuu
Wnasn1svenily (8.5 wmdey finished product specification Wwag/vise drug substance
specification lngweuAluneutulssmalszninmaddnnsednduasliiiu 2 U o Sulsvna
Useninsadidnnseiing

4.2 1ONAITUTOWINTFIUNTNARNEN

4.2.1 nsalywanluuszinelng guinfesdionasiusesinigundneinuvdninamiuas
Bnsfirlunisudng PIC/S (Pharmaceutical Inspection Co-operation Scheme) legviulganu
PIC/S participating authorities #3ailienansSuseswnsgIunsHanemLvaninaeiuag3sntsinly
NSHARY1YREITNUANZNITNNITDMITUAZET N5ENTIAFITAEY Fefvuniulnefiaqn
denndearinifieuiundninasiuagisnsiinlunisinen PIC/S Tumneeilausrsatiuage
assauN1sATIvEeUlnetinan1susesivTulsenAUsemasandidnnseding

4.2.2 nsflgndudnanneinsusena guandesdiiena1siusewnnsgIunsNang I udninng
LaEASN1sARluNISHANEPIC/S (Pharmaceutical Inspection Co-operation Scheme) lagvuagany
PIC/S participating  authorities atuaganiusaunsnmageulneinanisiusesdaiulsena
Ussmanadidinvsefindvieaignaestinududnsdl

4.3 1BNENIAMN YR ITEUDTIAN
4.3.1 nan3nsIATsiRuamEanduetduiaguvedndn (certificate of analysis
finished product) Tugnjuiidadusesng

4.3.2 wamsnTlaTsiRuanIngRuvesiiendidey (certificate of analysis of drug
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5. msussiuatUsEansaneasian (Price Performance)
AIITIRNarldndninuein1sUssliuaUseansnnsesian (Price  Performance)
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nannaeinsUsTtiuAUsEansSnmeasan (Price Performance)
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1.3 deyasduayuanInYaInandusl 25 UL

Windatias AZLUY
a Y & v
1. g1InRANN U AULUY 25 AZLUY
. dn1s@nwinieaadin (Clinical trial) 15 AZLUY

Tneise9unsAne e nnUS s Ui Ul s aNS AN S UBIEULUY WS851897Y

VIAARATNUERID UL AN NNUBINBIPNUNIUINTEITVINNISLANES  Renseun oas

1. 38n1s@nwndunuu Randomized controlled trial wagiin1sifuRnanisFneas 13 AgnuU

MFANSNNNISUHNNENULT DT

2. 35ns@nwndunuy Non-randomized controlled trial wazdin1sARNAKNaN1SAAY 11 AZLUY

ANITESNNMNTEANENU NI

3. n1sAnwndu Comparative studies wuu Cohort studies (prospective) lagil 9 AELULU

[ ==

ASANUAHANITANWIBNTANTNIINSEANESN U DD

4. A8asAnwndunuu Comparative  studies  wuu Case-control  studies 7 AZLUY

(retrospective) wagdnsARUNNaNISAN®IAITENTNIIMTEWNENUG a0

5. FnsaEnwnduuuy Descriptive studies kuu Case reports/case series Laginis 5 AZLUY
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t1/2 417)
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