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1. Foen Ramipril ........ mg capsule

2. ausuliAily
2.1 Jueuda (capsule) siinsuuszniu
2.2 Uszneumemen Ramipril ... me Tu 1 1fin
23 vssqluunsdaadn Josfunutu uasusstusidestuuas
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neideumsueliog1ednauunURin
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3. auaNUANImMAiAYBS Finished product (\/
3.1 Identification AT | mﬂu Finished product specification
3.2 Usunusiendngy 90.0@6 % of labeled amount of Ramipril

3.3 Content Uniformity & iaﬁ]ﬁhumu‘ﬁ'izﬂu Finished product specification

3.4 Dissolution Q) os 3 ﬁ]&i'mmmﬁ'iqulu Finished product specification

3.5 Related substancesos

4. qmamﬁ’amamaﬁﬂmaa%\Aaterial (wandluludnsnziingau)
4.1 Related substance (BP 2010 , USP 34)

Wﬁ’;ﬁ]s\i’mm’mﬁizﬂu Finished product specification

-Ramipril methyl ester (A) not more than 0.5 %
-Isopropyl ether (B) not more than 0.5 %
-Hexahydro-Ramipril (C) not more than 0.5 %
-Ramipril diketopiperazine (D) not more than 0.5 %
-Unknowned Impurity,each not more than 0.1 %
-Total impurities not more than 1.0 %
-Palladium not more than 20 ppm
4.2 Specific (optical) rotation + 32.0° to + 38.0°
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5. Rouludy 9
5.1. tenansmsldsueugniunsndoumiuenfiosmingluussmelng uazduns (declare) unds
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5.1.1. Tuddymstunsdewsniue e.2 n8.3 ne.4 udusnsd)
5.1.1.1. nsdidugniindslulszimelng vanefs ve.2
5.1.1.2. nsdidugnindiionisutsussy vaneds vie.3
5.1.1.3. naiidugnindransnsussimne vaneds vie.a

5.1.2. Tudmetunaidon ve.l  veseniiauesian (i 1) wieuseazideatidonisaiuau
@mmW“U@ﬂNamﬁm%MWmﬁﬁuszﬁau (finished product specification) nsdlfiegszning
nsasuudasudluiisfy azdesuutenaisnisvendlusnwiou finished  product

specification

5.2. lBNANTIUTRWINTFIUNINANEN

5.2.1. nsdifendnlutszmalng {uandosdidiunn %@ﬂaa%’maﬂmmgmmiwﬁmmmu
MENNAUTITNTAFIUNTHARN1UBINTENTASNTUEY (GMP %T0 GMP/PICs) Tumang
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5.3.1. mamimn%%ﬁﬂmmwmamﬁmsﬁmaqg’jmam (Certification of analysis) luengufidadu
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5.3.2. HANIATINATIBRAUNNTNGAY (Raw material) vosiendrdgldlunisndne1iuias
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5.4. fog1een
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5.5.3. nsdlivihesvnmsvhnsduineg vefidwouiiiedsnsaiinsgiannm mihesvnisas
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5.6. lONANTIUY
5.6.1. @NUILAASNANISANYY Long Term Stability maammmsyuaqmﬁ?ﬁyummﬁauﬁ nydiien
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