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B\ Qllantic Lahanatonies ' < A
> Cha ' Canpanation Lid. N
11 Moo 7, Bang Phli Noi. Bang Bo. Samut Prakan 10560 Thailand jlac-MRA

Tel : (662) 300-9550-68 Fax : (662) 300-9569 '////:E\\\\\ ot
CERT]FICATE OFANALYSIS " Accreditation Number 1222/55
TestReportNo. 098200 MPTEET Control No. 20H315
Product Code : 93-0211-14-0 Identity No. SB188
Product Name :  Haridol-D Injection S0 mg/ml | ml Ampule Date of Received 17-08-2020
Lot No. 203315 Date of Analysis 08-09-2020
I —— _
TEST FOR SPECIFICATION R M@OD
* Appearance Clear viscows liquid - Clear viscous liquid _ﬂ_’_a' TS-93-H002
*Color Slightly yellow o Slightly yellow ] TS-93-H002
*Volume filled L;LT 1.0 ml 1.07 ml USP 40
Bacterial endotoxins NMT 1.0 EUsmg of Haloperidol Less than’l.O_E’U/mg USP 40
*Sterilit_\,-' | Sterile - Sterile USP 40 _
¥Clarity N Clear Clear TS-93-H002
*]dentity The principal spot in the sample Complies TS-93-H002
solution is concordant in the position
with that of the reference solution. )
* Assay /WI 0.0% Haloperidol Decanoate 99.3 8%7of the labeled TS-93-H002

eq. to Haloperidol { amount

N B

- 14-08-2020

[ —————

- 31-07-2024

Manufacturing date

Expiry date

S

- Complies with Testing Standard

Conclusion

Approved by

Quality Assurance Department
! Date : I !/ M ;M -

* The tests are not certified by 1SO/IEC 17025
- The Certificaic of Analysis hereby Certify for only tested products.

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

Eﬂmqm“‘)‘bz
Rev#00 \ 15-09-2015 Page L of |
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f\ Qtlantic Labanatonies Canponation Lid.

111 Moo 7, Bang Phli Noi, Bang Bo, Samur Prakan 10560 Thailand

Test Report No.

Product Name

Lot No.

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

1 (662) 300-9569

R
f * - t
L gnanunaiaE

1029/2020 ol S

-

Product Code ¢ 93-0106-01-0
Deca Injection 25 mg/mL 1 mL Ampule

203408

TEST FOR SPECIFICATION RESULT |
* Appearance Clear viscous oily liquid o Lle'lr wscous oily liquid TS-93-D004
*Color Yellow o Yellow wﬁ/
%Volume filled NLT 1.00 mL ]/07’;1[,1 e ] LSP 39
Sterilit = MWUEP_@/ -
*Clarity Clear —— Clear T5-93-D004
% Tdentification A Part 1 : A rust-red color is produced. Compli; 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 L'90.0%-1 15.0% Fluphenazine Decanoaté m5% of the labeled USP 39
amournt
* [mpurities Fluphenazine : NMT4 % 0.10% USP 39
‘ Total impuritics eluting after
fluphenazine decanoate - NMT 2% Not detected
334 particles per container | USP 39

-

% particulate matter

Size > 10 [im NMT 6000 particles per

| wntalnex
S

/
S
Manufacturing date
=
Expiry date

Conclusion

- 31-10-2022
- Complies with USP 39 & Testing Standar

container
Size = 25 plm NMT 600 particles per

- 12-11-2020

Accreditation Number

Control No.
Identity No.
Date of Received
Date of Analysis

. 200408
SB200
13-11-202
07-12-202

1222/55

0
0

[ METHOD
~ METHOD

0 particle per container

d

o
/
’ Approved by ~
N
Quality Assurance Department
. . Date ROV NRI
The tests are not certified by ISO/IEC 17025
- The Certificate of Analysis hereby Certify for only tested products
N - This test report shall not be reproduced except in full copy with written approvel of Atlantic

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

Page 1 of 1
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