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Acarbose &2 Acarbose impurity mixturegf

{5 USP (United States Pharmacopeial
Convention, Inc., USA) ; Pitavastatin
methylbenzylaminel HJapanese
Pharmacopoeia (Pharmaceutical and Medical
Device Regulatory Science Society of Japan,
Japan) ; N-nitrosodiethylamine (NDEA) »

N-nitrosodimethylamine (NDMA) k&
N-nitrosodimethylamine-d, ¥ i H
AccuStandard (AccuStandard, Inc., USA) ;

N-nitrosodiethylamine-d, k& N-nitroso-N-
methyl-4-aminobutyric acid-d; & HTRC
(Toronto Research Chemicals, Canada) ;

N-nitroso-N-methyl-4-aminobutyric acid
(NMBA)## H Carbosynth (Carbosynth Ltd.,
United Kindom) °

()R R BT -

Z /K (Ammonia water) 7K i 5 %
(Anhydrous citric acid) ~ 7K & 57
(Dibasic sodium phosphate, anhydrous) *
FAP#% (Formic acid)  VkBE# (Glacial acetic
acid) » BEfE — S84 (Monobasic ammonium
phosphate) » % — & §f (Monobasic
potassium phosphate) ~ — FF 5 FAEZ (N, N-
Dimethylformamide) * #§/#% (Phosphoric
acid) ~ % SN (Sodium acetate) ~ &AL
#(Sodium chloride) }& & £ L9 (Sodium
hydroxide)¥ Rt 45 ; FEE(Methanol)
Z & (Acetonitrile) 2 fEFE & 7 PY & 1ok 1R
(Stabilizer-free tetrahydrofuran)J££HPLC
e

(HEEARIEE

1. =R AEE TR (1100 series, Agilent,
USA » 1260 Infinity, Agilent, USA »
1260 Infinity II, Agilent ~ 1290 Infinity
11, Agilent, USA X Alliance 2695, Waters,
USA)

2. R SR AE i AT 5 I R (Acquity

to

UPLC system coupled to a
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Xevo TQ-S micro tandem mass
spectrometer, Waters, USA)

3. B BEH(VK-7010, Varian, USA K AT
Xtend, Sotax, Switzerland)

4. S2HME/AT HOE S EtEE R (BioMate 38,
Thermo Scientific, USA } Cary 100 Conc,
Agilent, USA)

5. VY{7 84 EE T K F(XP204, Mettler Toledo,
Switzerland * ML204, Mettler Toledo,
Switzerland 5. PA214C, OHAUS, USA)

6. AN E T K F(MS105DU, Mettler
Toledo, Switzerland * XP205DR, Mettler
Toledo, Switzerland * AG135, Mettler
Toledo, Switzerland 52 ES125SM, Precisa,

Switzerland)
7. AL EE T RS (XP56, Mettler Toledo,
Switzerland)

8. B H ik ¥ #%(DC400, Delta, Taiwan
GT-2120QTS, GT SONIC, China)

9. Bt/ #(Z383K, Mermle, Germany)

10. 7K 531 & (KF Titrino 852, Metrohm,
Switzerland &2 V30S, Mettler Toledo,
Switzerland)

11. /KPR & (MTV-2500, ChromTech,
Taiwan)

12. g FE 5T (SevenEasy, Mettler Toledo,
Switzerland » S213-B, Mettler Toledo,
China 52SP-2300, SUNTEX, Taiwan)
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Surveillance on the Quality of Oral Preparations of
Antihypertensives, Anti-hyperlipidemic Agents, and
Anti-diabetic agents in Taiwan, 2021

JIAN-LIN WU, MENG-CHI FAN, PO-HAN SHIH, HUI-YU HO,
CHING-CHIA CHANG, YA-HUI HSU, MEI-CHIH LIN, SU-HSIANG TSENG
AND DER-YUAN WANG

Division of Research and Analysis, TFDA

ABSTRACT

This study aimed to survey the quality of the marketed oral preparations of antihypertensives, anti-
hyperlipidemic agents and anti-diabetic agents in Taiwan. A total of 82 samples (60 domestic and 22
imported) were collected from hospitals, clinics, pharmacies, pharmaceutical firms and pharmaceutical
manufacturers by local health authorities over the period of January to August 2021. All samples collected
were inspected for quality control testings, including identification, assay, dissolution, uniformity
of dosage units, organic impurities, and nitrosamines impurities. The analytical methods applied in
evaluation consisted of the regulations of Ch. P VIII, USP 43, JP XVII, TFDA-published testing methods
and in-house methods from the manufactures with authorized specifications. The results indicated that
2 out of the 82 samples did not meet the requirements, including two samples of atorvastatin calcium
tablets failed to meet the authorized specification of drug content, and one of them also failed to meet
the authorized specification of organic impurities. The surveillance results will be used for administrive

management reference.

Key words: antihypertensives, anti-diabetic agents, anti-hyperlipidemic agents



