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Namimafﬁmswﬁammmﬁuiﬂmu finished product specification wag drug
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3.1 Finished product specification: Azathioprine tablets, USP 41

) Test items Specifications

1| YSuneushendegy 93.0 - 107.0% of the L.A. of azathioprine

2. | Identification ATV

3. | Dissolution NLT 75%(Q) of the L.A. of azathioprine A&l 30 w1
4. | Uniformity of dosage units MU
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3.2 Finished product specification: Azathioprine tablets, BP 2016

D) Test items Specifications
L | YSinewshendndyy 92.5 - 107.5% of the L.A. of azathioprine
2. | ldentification NI
3. | Dissolution NLT 70%(Q) of the L.A. of azathioprine anelu 45 w1t
4. | Uniformity of dosage units AITIANTU
5. | 5-Chloro-1-methyl-4-nitroimidazole | as3aR1UM83S Thin-layer chromatography
and 6-mercaptopurine

3.3 Drug substance specification: Azathioprine, USP 41

99 Test items Specifications

L | USunasshendingy 98.0 - 102.0% of azathioprine (dried basis)

2. | Identification #5996

3. | Related substances/ Organic - Azathioprine related compound A : NMT 0.15%
impurities - Mercaptopurine : NMT 0.15%

- Azathioprine related compound G : NMT 0.10%
- Any other unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.5%

4, | Loss on drying NMT 1.0%

5. | Residue on ignition NMT 0.10%

3.4 Drug substance specification: Azathioprine, BP 2016

U Test items Specification
1. | YSsuneushenddty 98.5 - 101.0% of the L.A. of azathioprine (dried substance)
2. | |dentification AT
3. | Related substances/ Organic - Impurities A, B : for each impurity, NMT 0.15%
impurities - Unspecified impurities : for each impurity, NMT 0.10%
- Total : NMT 0.5%
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Test items Specification

Loss on drying NMT 1.0%

AN

Sulfated ash NMT 0.10%

3.5 WamsAsevt Elemental impurity %388l Risk assessment report (wandanans
Usznav)

UG - NMT = Not more than

- *¥dia Dissolution wag Uniformity of dosage units lfuuionansuans sieagissanan1snsa
Ans1zd vndildudsneasdeaiiiusnailulu coa
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4.2 \BNENIIUTBRNTFIUNTNENE
4.2.1 nsdlywinludssinalng guansdesdionansiusownsgrundneinundninaeiuas

Bnsndlunisuding PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ingsuneaiu

PIC/S participating authorities vﬁaﬁLanmi%"uamuwmgmmiwama’lmwé’ﬂmmfmaﬁ%msﬁéﬂu
nsHAng1vesdinuAMLNTINNNTEIMISULATEY N5ENTIEISITUEY Fermuadulaeanm
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LagIBNIAFUNSKARYPIC/S (Pharmaceutical Inspection Co-operation Scheme) lagnuI89 U
PIC/S participating  authorities atuagan usaun1InsIvaeulneinan1ssusesisiudsenie
Ussmasadidnnsednduionngnasndnudwsingd

4.3 LenENsAMNINYBITIELETIA

4.3.1 nan13nsRdinsginunnedndueiendniaguvesdundn (certificate of analysis
finished product) Tugnguiidadiushesng

4.3.2 HANIIATIVNATIERAUNWINGAUTBIIEEATY (certificate of analysis of drug
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5. msussiuAlseansninsasnan (Price Performance)
ANsRANTUIREa I dnanInuan s UsEiuAUSE NS nnmesnan (Price Performance)
38a8LBEANTULBNA1TUSENINTIAN Ima%’mgﬂummﬁu A AIMUAUIMTNFAFIUAL L UUYDIALUST

8N 2 f7 o9l

1. s1A9ieue (Price) dwmdniinduieeay 30
2. WINIFIUVRBUAMTBUTNNT intnuindusesas 70
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1.3 deyasiuayununmuamwaniue 25 AZLLUY
#datoy AZLUY
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