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Procaterol HCl 25 microgram tablet

881 Procaterol HCl 25 microgram tablet

Wusdiadmsusulsenu

Usenause@ien Procaterol Hydrochloride 25 microgram
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3.1 Finished product specification

U Test items Specification

ldentification

Complied with finished product specification

2 Assay

90.0 — 110.0% of the labeled amount of

Procaterol HCI

Uniformity of dosage units* Complied with finished product specification

Disintegration

NMT 30 min

Disolution

Q > 85% in 15 min

(@) NS, T I =N (O}

Water content

NMT 3.2 %
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3.2 Drug substance specification :

Procaterol Hydrochloride Hydrate JP

D) Test items Specification
1 Identification Meet the requirement
2 Assay NLT 98.5% of procaterol HCI
(on the anhydrous basis)
3 Heavy metals Not more than 10 ppm
4 Water 25-33%
5 Residue on ignition NMT 0.1%
VL) - * 9 Dissolution uag Uniformity of dosage units THuuuLena@nsuanisneazidsnng
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4.2 LNANTTUTBININTTIUNTNERY
4.2.1 nsdlewdnlulszinelng Judndeadiona1siusewnsgIumInangInundninueiLay
Bmsiialunisudne PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
M9 PIC/S participating authorities ﬁ%@ﬁLEJﬂmﬁusaﬁmmgﬁumimﬁmmmm
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4.3.1 nansnsa3AziguNKanSTied1Sa3Urenan (certificate of analysis of
finished product) Tugnjufidsdusaoes

4.3.2 NANINTIVIATILRAUNNINGAUVRITIEEATY (certificate of analysis of drug
substance) ﬁiﬁfﬂumiwﬁmmiu%qL@ué’aaéwﬁ”’ﬂﬁuaaﬁgwﬁmmL,Lasémﬁmi’mﬁu
(N8 ﬂiﬂjﬂumﬂa;u biological products §949n13 COA of drug substance
Guamliwﬁmml,mﬁ?u / ﬂﬁiﬁmﬁ?mﬂu Sterile water for injection lafedl COA of drug

substance***)

4.3.3 wnansvisenangududuanuduiusseninsgunsnanvesingauresiiedifey (drug

o

substance) 4o 4.3.2 fusunmsndsvosndndomiendniagy (finished product) 4o 4.3.1
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1. mﬁszqdwagﬂumju Biopharmaceutics Classification System (BCS) Class 3 39 4
9. giififutinsnwuey (narrow therapeutic index drugs)

A. fidinuAgnITIMIIMsKareUsEATdRsinIsAne bicequivalence
U gAuiiingniaduy zidovudine (azidothymidine ,AZT) m"l,ugﬂl,wumﬁﬁmmaa
nmsUanUasemendidty (modified release dosage forms) tHusmu
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WMIFIU ISO/IEC 17025 wan1sasavdesiziliilulumunnsgrudesmualulsznieg
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