As an accredited laboratory, this laboratory is entitled to
use the following accreditation symbol.
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Accreditation Scheme for Testing / Calibration Laboratories
Sri Lanka Accreditation Board for Conformity Assessment

Accreditation Number: TL 019-02

Astron Ltd
No. 688, Galle Road
Ratmalana.

Scope of Accreditation: Performing Chemical and Mechanical Testing on Pharmaceutical
Tablet Preparations as per BP, USP and in-house methods.

The Laboratory is accredited for the following tests appear on page 02;
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Sl

Product(s) / Material of test

Specific tests

Test Method / Standard

Range of

performed against which tests are testing/ Limits
performed (eg: xxx:2016) ofdetection
Chemical Testing
1 -
Potable water oH APHA 4500-H (SLS 614 4.00 - 10.01
:2013)
2 | Aclazide 80mg tabs/C1: Glivic
40mg /C1: Glivic 80mg/ T.
Gliclazide 80mg/ Glizin 80mg . . BP 2025 o
(Gliclazide tabs BP 80mg) / Dissolution Gliclazide Tablets Monograph NLT 70% (Q)
T.Gliclazide 40mg (Gliclazide tabs
BP 40mg)
3 . USP 2025
g'e&”;:g:téagglt:ts USP 4mg) Dissolution Chlorpheniramine Maleate NLT 80% (Q)
' g Tablets Monograph
4 | C1: Losavic 25mg / Asartan 25mg USP 2025
/ T. Losartan 25mg/ Lozart 25mg | Dissolution Losartan Potassium Tablets NLT 75% (Q)
(Losartan Potassium USP 25mg) Monograph
5 | C1: Metvic / T. Metformin 500mg

/ Novamet Tablets / Metron

Assay for Metformin

BP 2025

95 -105% of

Tablets Metformin Tablets Monograph | label claim
(Metformin tabs BP 500mgq)
Mechanical Testing
1 | Pharmaceutical Tablet
Preparations ( For all tablets 80mg — 250 mg:
mentioned below) +7.5% .
i. Allermine 4mg Uniformity of weight BP 2025 Appendix X1 C 355009;9 or more:
ii. Amlovic 5mg / (mass) PP Tablet weight
T.Amlodipine 5mg range:
iii. C1l: Atovic 10mg / Lipistat 145 - 900mg
10mg/ T.Atorvastatin
2 calcium 10mg tablet o
iv. C1: Atovic 20mg/ Lipistat | Friability (%) _
20mg/T.Atorvastatin This test is valid only BP 2025 Appendix XVII G 0.00 — 1.00%
calcium 20 mg tablets for uncoated tablets
3 v. Clarimax 250mg/
T.Clarithromycin 250 mg o _ Uncoated tablets:
tablets Disintegration _ 0 -15 mins
vi. C1: Clopivic/ Clopex (minutes) BP 2025 Appendix XII' A Coated tablets:
vii. C1: Glivic 40mg 0-30 mins
viii. C1: Glivic 80mg/ Aclazide
80mg / T. Gliclazide 80mg/
4 Glizin 80mg
ix. Lorez
x. C1: Losavic 25mg / Asartan I(-lKagr()jness AST/QO/QC/SOP12 2.50 - 28.00 kg

25mg / T. Losartan 25mg/

Lozart 25mg
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Xi

Xii.

Xiii.

Xiv.
XV.

XVi.

XVil.
XViii.
XiX.
XX.
XXi.

XXil.

. C1: Losavic 50mg / Asartan
50mg/ T. Losartan 50mg/
Lozart 50mg

C1: Metvic SR(COM) / T.
Metformin ER (COM)
/Novamet SR / Novamet SR
(Xan)

C1: Metvic / T. Metformin
500mg/Novamet

Meben 500mg

T. Paracetamol 500mg —
DHS/ T. Paracetamol 500mg
— SPC

Pyrantin 125mg
Tablets/T.Pyrantal pamoate
125mg tablets

Rapisol Tablets 500mg
Rapidene

C1: Trufil / Silden

Turbute 2.5mg

Asfex 120mg Tablets
(Fexofenadine hydrochloride
tablets USP 120 mg)

Asfex 180mg Tablets
(Fexofenadine hydrochloride
tablets USP 180 mg)

Asclav 625mg Tablets
Asclav 375mg Tablets

Thickness

() AST/QO/QC/SOP12 3.40 - 7.00 mm
?nz%";eter AST/QO/QC/SOP12 3.30 - 17.50 mm

Acting Director/CEO

Sri Lanka Accreditation Board for Conformity Assessment
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