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111 Moo 7, Bang Phii Noi, Bang Bo, Samut Prakan 10560 Thailund
Tel : (662) 300-9550-68 Fax : (662) 300-9569

CERTIFICATE OF ANALYSIS

Test Report No, 0625/2020 Control No. 20E026
Product Code : 91-0121-46-6 Identity No. SC106
Product Name Ditoin 100 mg Capsule Date of Received 26-05-2020
Lot No. 201026 Date of Analysis 29-06-2020
TEST FOR SPECIFICATION RESULT METHOD

Appearance Hard capsule, with a pink band Hard capsule, with a pink band | TS-91-D00!

around the capsule and embossed around the capsule and

with “ATC in triangle” on two side. | embossed with “ATC in

triangle” on two side.
Color White/White White/White TS-91-DO0I
Disintegration time NMT 15 minutes, 6 mins 52 sec, usp 37
Average weight 298.0-326.0 mg 315.85 mg TS-91-D001
Weight variation T 10% +4.20% TS-91-D001
-3.16%

Color of granule White White TS-91-D001
Empty capsule 58.00-66.00 mg 59.80 mg TS-91-D001
Weight of granule 240.0-260.0 mg | 256.05 mg T5-91-D001
Size No. 2 No. 2 TS-91-D0O01
Identity A. The infrared absorption spectrum | Complies USP 37

of a potassium bromide dispersion of

the residue so obtained exhibits

maxima only at the same

wavelengths as that of a similar

preparation of USP Phenytoin RS.

B. A dense precipitate is formed. Complies

Sodium compounds impart an

intense yellow color to a non-

luminous flame.
Assay 95.0-105.0% Phenytoin Sodium 100.85% of the labeled

Uniformity of dosage
units

(Content Uniformity)
Dissolution

Acceptance value of the first 10 units
is less than or equal to L1%, L1=15

Each unit is not less than 85% (Q) +
5% of the LA. in 30 minutes

amount
Complies, AV = 5.56%

Complies with S1

111.60-113.56% of the LA,
Average = 112.41% of the LA.

Modified USP37

| Modified USP37

USP37

Manufacturing date

- 07-05-2020

Expiry date

- 06-11-2022

Conclusion

: Compflies with modilled USP 37 & Testing Standard

/)

Approved by

Date

- The Certificate of Analysis hereby Centify for only tested products.

Cl

Quality Assurance Department

2

£ b / lg

- This tent reput shall ROTDE TEPrOGUCEA eXCEPt IN TUL COPY WIth Written approval of Attantic.

EXHH#QC404-02
Rev#00 1 15-09-2015
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Page 1 of |
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111 Moo 7, Bang Phli Noi, Bang Bo, Samut Prakan 10560 Thailand

Tel : (662) 360-9550-68 Fux : (062) 300-9569

CERTIFICATE OF ANALYSIS

Test Report No.
Product Code
Product Name

0635/2020
93-0291-12-5

Magnesium Sulfate Injection 50% 2 ml

4 .

v g
7efyadahey

Control No.
Identity No,
Date of Received

il TS

OM Sc’,

Accreditation Number 1222/55

20E208
SB174
22-05-2020

Ampule
Lot No. 203208 Date of Analysis 09-06-2020
TEST FOR SPECIFICATION RESULT METHOD
* Appearance Clear mobile liquid Clear mobile liquid TS-93-M002
*Color Colorless Colorless TS-93-M002
*Volume filled NLT 2.00 ml 217 ml USP 42
*pH 5.5-7.0 6.44 USP 42
Sterility Sterile Sterile USP 40
*Clarity Clear Clear T8-93-M002
Bacterial endotoxins NMT 0.09 EU/mg of Magnesium | Less than 0.09 EU/mg USP 40
Sulfate
*Identity Magnesium : USP 42
A. A white, crystalline precipitate | Complies
| which is insoluble in6N
| ammonium hydroxide, is formed
Sulfate :
A. A white precipitate that is Complies
insoluble in hydrochloric acid and
in nitric acid
B. A white precipitate that is Complies
| soluble in ammonium acetate TS |
C. Hydrochloric acid produces no | Complies
precipitate when added to
solutions of sulfates
* Assay 93.0-107.0% Magnesium Sulfate | 103.12% of the labeled USP 42
heptahvdrate amount
*Particolate matter Size 2 10 Llm NMT 6000 10 particles per container USP 42

particles per container
Size 2 25 Hm NMT 600 particles
per container

1 particle per container

Manufacturing date - 21-05-2020
Expiry date - 30-04-2024
Conclusion : Complies with USP 42 & Testing Standard

Pt

Approved by

Date

* The tests are not certified by ISO/AEC 17025

- The Certificate of Analysis hereby Certify for only tested products.

“h

Quality Assurance Department

30/‘ 017 / Lo

- This test report shall not be reproduced except in full copy with written approval of Atlantic.

EXH#QC404-02
Rev#00 ' 15-09-2015

Page | of |
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