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1. Joun Perindopril arginine 5 mg film-coated tablet
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3. qruanUAntamatia

3.1 Finished product specification:

b Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 95.0 - 105.0% of the labeled amount of Perindopril Arginine

3.1.3 | Uniformity of dosage unit* | Complied with finished product specification

3.1.4 | Disintegration time <10 min

3.1.5 | Degradation Products Complied with finished product specification

3.2 Drug substance specification:

b) Test Items Specifications

3.2.1 | Identification Complied with Drug substance specification

3.2.2 | Assay 98.5 - 101.5 % of the labeled amount of Perindopril Arginine
(anhydrous and solvent-free substance)

3.2.3 | Water <5.0%

3.2.4 | Heavy metals <10 ppm

3.2.5 | Sulphated ash <0.1%

3.2.6 | Specific rotation -69.0° to -66.0°

3.2.7 | Degradation Products Complied with Drug substance specification

vy - *ssyiade Dissolution U Uniformity of dosage units....... WiWuuLeNasuaneswasdunna
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411 Tuddgymstunadousiuen .2 ve3 ved vie 6.2 wiausinsed)

012 udwetunudous vie 1/ ¢ 1 vesnilauesien wiouseasdeaiadonis
muquﬂmmw“umNﬁmﬁmﬁmuﬁﬁwmﬂau (finished product specification)
wardorvuanmuAwYesTRgAU (drug substance specification) nsdiflagsening
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W53 finished product specification Waz/138 Drug Substance specification

4.2 1BNATIUTRINATHIUMTHANEN

421 nyiinemdnlulsemalng duandosidiunnmientidesusonnnsgiumsnin
PUNANINAITISNSARLUNSNAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lmevuasau PIC/S participating authorities #5ailonans
FUTOMMTHIUNTHAR BV VENINeILAY IS NS lUNTHAREwad TNy
ANENTTUNTOWNTUALEN NTENTNAS1INEY Termuntulaediauaenndas
wazvinfisutundninasiuagisnisimumandne PIC/S Tumnaeiiiausue
atuangamuseunsnsisasulneinanisusesieiuiiusznmussniasmdian
Instind
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WENINEUIISNSTARNNNSHERE PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Ingwiaeau PIC/S Participating authorities aUuaganu
soumsamaaeulaefinanisiusesfiviufivsemealseniasmdianinsindvie
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4.3 tanmiF;mmwmqmﬁmuaﬁm

431 waN1INTIVIATITIRUNMKENAUIIBNER (Certification of analysis of
finished product) Tugnguiidsiieeng

432 wanmsuATeiRuaningivvesiendidg (Certification of analysis drug
substance) Mdlunsudnensuiidaiufetaisvesinanguasudningiu

433 enasvsavanguguiuauduiusseningumskanvesingauvesiaendey
(Drug substance) 98 4.3.2 fugun1snanveadniusidsa3y (finished
product) U8 4.3.1

4.3.4 wan13@nw1 Long term stability My ASEAN guideline on stability study of
drug product naemtsegeseidiiunsdeulifudninnuamenssuns
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455 szuumsfviazindseniifinasgrumundninnst GSP (Good Storage
Practice) uag GDP (Good Distribution Practice) lneuanaanaisusenau (v
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