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Laboratory quality control from starting material to finished product including
calibration and qualification method for instrument and equipment; analytical method
validation including document preparation and control.
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1. United States Pharmacopoeia and National Formulary. USP. (2017). USP40-NF35.
Rockville, MD: The United States Pharmacopoeial Convention.
2. ICH Q2A guideline. (October 1994) “Validation of Analytical Methods: Definitions and
Terminology”.
3. ICH Q2B guideline. (November 1996) “Validation of Analytical Procedure: Methodology”.
4. ASEAN Harmonization on Pharmaceutical Registration. “ASEAN Analytical Validation
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5.WHO Expert Committee on Specifications for Pharmaceutical Preparations.
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11 22 f.0. 68 MSANNANTIENSUENANTIUATIOTANGMNY | WALAT.NELLEN1AS WTT2eANAY
mMuuAlagis High performance liquid WazAMITE
chromatography

12 29 n.A. 68 NSANYINITNTIAARUANUGNADIVENITNATIEN | B.AT.NQLNATU YUIIUWA

LazAMITE

13 5.8. 68 NSWESEUAIBE AT MTIATISATAMAIN Uar | 3A.05.352n5Te quias
Usmalagldfannznisuendiuusay LazAMITE

14 12 W.8. 68 nstLauaranuratin@nw lusUluueny | ANNRNTY
lonansuaz/Mionsauentihudeu (pdai 3)

15 UBNANITI NSANYINIBAULDY AT

dautaneniaiudl 17 - 21 wgAlnneu 2568 (ASeF 1 - 13)




