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117 Moo 7, Bang Phli Noi, Bang Bo, Samut Prakan 10560 Thailand ;::!?,Em/‘__\ 2 Q
Tel - (662) 300-9550-68 Fax : (662) 300-0369 ’Zdﬁ\ OM c
CERTIFICATE OF ANALYSIS rendittion 1
Test Report No. 089872020 Control No. 20K38
Product Code : 93-0211-14-0 Identity No. : SB196
Product Name :  Haridol-D Injection 50 mg/ml 1 ml Ampule Date of Received 07-10-
Lot Ne, 203385 Date of Anaiysis 22-10-
7 TEST FOR SPECIFICATION RESULT METH
* Appearance Clear viscous liquid Clear viscous liquid | TS-03-HO02
” #Color Slightly yellow | Slightly yellow TS-93-H002
#Volume filled _NLT 1.0 ml 1.05 ml USP 40
Bacterial endotoxins NMT 1.0 EU/mg of Haloperidol Less than 1.0 EU/mg USP 40
: glm‘i ity Sterile Sterile USP 40
_;Clarity Clear Clear T8-93-H002
* Idcn_tjﬁ.cation The principal spot in the sample Complies TS5-93-HO02
solution is concordant in the position
with that of the reference solution.
90.0%-110.0% Haloperidol Decanoate | 99.32% of the labeled TS-93-H002

* Assay

eq. to Haloperidol

amount

Manufacturing date

- 06-10-2020

Expiry date

- 30-09-2024

Conclusion

: Complies with Testing Standard

Approved by

Date

*The tests are not certified by ISO/IEC 17025
- The Cerlificate of Analysis hereby Certify for only tested products.

-

(

Quality Assurance Department
S C 2 (B

- Thit test report shall nat be reoraduced excent in full conv with written anonroval of Atlanbic



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

CERTIFICATE OF ANALYSIS

Test Report No. 0080/2021 Control No. 21A17
Product Code i 90-0471-42-5 Identity No. SA034
Product Name :  Pernazine & mg Sugar Coated Tablet Date of Received 18-01-
Lot No. 200179A Date of Analysis D3-02-
TEST FOR SPECIFICATION RESULT MET
__A;})earance Round bi:;or—wex sugar coal tablet | Round biconvex sugar coat TS-90-P{
and embossed with logo “ATC in | tablet and embaossed with logo
triangle™ on tablet. “ATC in triangle” on tablet.
Color Violet Violet TS-90-P(
Disintegration time NMT 1 he. 4 mins 52 sec. ) BP 2017
Average weight 160.00 mg-180.00 mg 165.75 mg TS-90-B(
Weight Variation + 10% +4.16% TS-00-P(
- ) - 2.42%
Identification A. The infrared absorption Complies BP 2017
spectrum of the residue,
Appendix 11 A, is concordant
with the reference spectrum of
perphenazine (RS 265).
C. A red colour is produced. Complies
Tﬁxs-say 92.5%-107.5% Perphenazine 100.85% of the lchled amount | BP 2017
Uniformity of dosage units | Acceptance value of the first 10 Complies, AV =7.00% BP 2017
(Content Uniformity) units is less than or equal to
L1%, L1=15
Dissolution Each unit is not less than 75% Complies with S1 USP 39
(Q) + 5% of the LA, in 45 95.36%-104.43% of the LA.
minutes Average = 99.82% of the LA,
Related substances NMT 0.5% Not more than 0.5% BP 2017
Manufacturing date = 21-09-2020 ‘"
Expiry date - 20-09-2024
Couclnsicap . Complies with BP 2017 & Testing Staﬁdard )

Approved by

Ch

Quality Assurance Department



111 Moo 7, Bang Phii Noi, Bang Bo, Samut Prakan 10560 Thailand

Tel : (662) 300-9550-68 Fax : (662) 300-9569
CERTIFICATE OF ANALYSIS

Test Report No. : 1044/2020 Control No, 20M21
Product Code 90-0471-21-5 Identity No. SA040
Product Name Pernazine 4 mg Sugar Coated Tablet Date of Received 10-12-
Lot No. 200217 Date of Analysis i 18-12-

B TEST FOR SPECIFICATION RESULT MET
Appearance Round biconvex sugar coat Round biconvex sugar coat T5-90-PO

tablet and embossed with logo tablet and embossed with logo
L:ATC in triangle”™ on fablet. “ATC in triangle” on tablet.

“Color | Green - Green TS-QO-P(i
Disintegration time NMT 1 hr 6 mins 35 seﬁ BP 2017_
Average weight 150 meg-170 mg 156.81 mg TS-90-PO(
Weight Variation + 10% +5.10% TS-90-P0!

-3.77%

Identification A . The infrared absorption CnmplicS BP 2017

spectrum of the residue,

Appendix [1 A, is concordant

with the reference spectrum of

perphenazine (RS 265).

i C. A red colour is produced. Complies

Assay 92.5%-107.5% Perphenazine 97.91% of the lgibéled amount | BP 2017
Uniformity of dosage units | Acceptance value of the first 10 | Complies, AV = 6.69% BP 2017
(Content uniformity) units is less than or equal to

L1%, L1=15
Dissolution Each unit is not less than 75% Complies with 51 USP 338

() + 5% of the LA, in 101.18%-106.52% of the LA.

45 minutes Average = 103.97% of the LA.
Related substances NMT 0.5% Less than 0.5% BP 2017

L-Mamlfacturing date = 12-11-2020

= 11-11-2024

Expiry date

Conclusion

: Complies with BP 2017 & Testing Standard

yda

Approved by

)

7

Quality Assurance Departmen



Nt AT

. Buiig Phii Noi, Bunyg o, Saimur Prakan 10560 Thationd

Tel ; (662) 300-9550-68 Fax : (662) 300-9569

Manufacturing date

- 19-01-2021

CERTIFICATE OF ANALYSIS
Test Report No, @ 0137/2021 Sample No. 0018/21-211
Produet Code 91-0121-46-6 Date of Received 05-02-2021
Product Name Ditoiin 100 mg Capsule Date of Analysis 11-02-2021
Lot No. ¢ 211004 Date of Reported 25-02-2021
TEST FOR SPECIFICATION RESULT MET
Appearance Hard capsule, with a p‘i.nk band Hard capsule, with a pink band TS-91-Df
around the capsule and embossed around the capsule and embossed
with “*ATC in triangle” on two side. | with “ATC in triangle” on two
side.
Color | White/White.  White/White. TS-91-D
Weight of granule 240.0 mg-260.0 mg 257.50 mg TS-91-D
Identification A. The infrared absorption spectrum | Complies TS-91-D
of a potassium bromide dispersivn of
the residue so obtained exhibits
maxima oaly al the saine
wavelengths as that of a similar
preparation of USP Phenytoin RS,
B. A dense precipitate is formed. Complies
Sadium campounds impart an
intense yellow color to a non-
iuminous flame.
Assay 95.0%-105.0% phenytoin sodium 100.67% of the LA TS-91-DC
(CsH, )N,NaO,).
. 'l—fniformitj;/ of dosage 7-Acceptance value of the first 10 units | Complies TS-91-DC
units is fess than or equai to Li%, LI=13.0. | AV =4.40%
{Content Uniformity)
Dissolution Average of 12 units is equal to or Co.l'ﬁp;-liAés with 52 TS-91-D0
greater than 85% () of the LA, and | 84.84%-114.55% of the LA
no unit is less than 70% of the LA Average = 103.19% of the LA
| in 30 minutes, I '

Expiry date

- 18-07-2023

Conclusion

; Compjjes T estiné Standard

%

Approved by

(],




Tel : (66,, ) 300-9550-68 Fox (662) 300-9569
CERTIFICATE OF ANALYSIS

W\ Py,
\.\ \_./ﬂf i b
\-.,__h___’_/
AEF eIy B f i ’
Yt NS D
d | LA -
LT TN V] O
Accraditation Num

Test Report No. 0102/2021 Control No 21A01
Product Code 12-0106-07-0 identity No SBZi4
Product Name Deca Injection 25 mg/mL | mL Ampule Date of Received 20-01-
Lot No 213013 Date of Analysis 04-02-
TEST FOR SPECIFICATION RESULT ME

* Appearance | Clear visc_-;ai;is oily liguid. Clear viscous oily liguid, TS-93-1
* Color | Yellow, Yellow, TS-93-I
*Volume filled NLT 1,00 mL 1.07 mL USP 39
Sterility Sterile - Sterile. USP 40
*Clarity Clear _ Clear. TS-93-1
* Tdentification A Part I ; A wust-red coloi is produced. | Complies USP 39

Part 2 : The color is intensified to a

brownish red,

B. The retention time of the major peak | Complies

of the Sample solution corresponds to

that of the Standard solution, as

obtained in the Assay.
* Assay 90.0%-115.0% Fluphenazine Decanoate. | 105 61% of the T.A 8 1571;7394
* Impurities - Fluphenazine ; NMT 4%. 0.07%. USP 39

- Total impurities eluting after

fluphenazine decanoate : NMT 2%, Not detected

* Particulate matter Size = 10 Pm WMT 6000 particies per ":89 particies per container. | USP 39

container,

Size 2 25 Llm NMT 600 particles per | O particle per container.

container.

Manufacturing date

- 19-01-2021

Faratonr Adats
LEXPITY Qat

- 31-12-2022

Conclusion

: Complies with USP 39 & Testing Standard

Approved by

Date

Ch

v —

Quality Assurance Department
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