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Imagine. Innovate
TROIKAA PHARMACEUTICALS LIMITED
QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

[ FINISHED PRODUCT ]

Page 1 of 3
Name of Product : NEOPAM 1 g
Generic Name : Pralidoxime Chloride for Injection USP
Name of Manufacturer : TROIKAA PHARMACEUTICALS LTD
Product Code No. . 3000314 Mfg. Date : Apr. 2020
A.R. No. . TPL/FP/20/0330 Exp. Date : Mar. 2022
Specification No. : FPSN-0090-04 Release Date : 07/05/2020
Batch No. : N05177 Sampled Date . 21/04/2020
Sample Quantity : 69 Vials Batch Size : 17000 Vials
Sampled By : BHAVIK
TESTS RESULTS LIMITS
Description White crystalline powder filled in 20 ml | White to pale yellow crystalline powder

Identification

(A) ByIR

(B) Reaction of chioride

(C) ByHPLC

Uniformity of weight

(wp

Analysed By
Alok Patel
(Officer)

a a 'd
RUBIGERa L]

flint tubular vials USP type | with 20
mm gray buty! rubber closure and 20
mm "RED FLIP OFF" seals.

The infrared absiorption spectrum of
the sample powder is concordant with
the spectrum of pralidoxime chloride
working standard.

A white, curdy precipitate is  formed,
which is insoluble in nitric acid but
soluble in a slight excess of 6 N
ammonium hydroxide.

The retention time of the principal
peak due to Pralidoxime Chloride in
the chromatogram obtained with
sample preparation is correspond to
the principal peak due to Pralidoxime
Chloride In the chromatogram
obtained with standard preparation as
described under Assay.

Within limits. (Range=1.0086 gm to

1.0361 gm)(deviation -1.1948% to
1.4952%)

e

Checked By
Bhavik Maheta
(Dy. Manager)

Troikaa Pharmaceuticals Ltd.

(Formerly Known as : Troikaa Exports Pvt. Ltd.)

filled in 20 mi flint tubular vials USP type |
with 20 mm gray buty! rubber closure
and 20 mm "RED FLIP OFF" seals.

The infrared absorption spectrum of
the sample powder should concordant
with the spectrum of pralidoxime
chloride working/reference standard.

A white, curdy precipitate should be
formed, which is insoluble in nitric acid
but soluble in a slight excess of 6 N
ammonium hydroxide.

The retention time of the principal peak
due to Pralidoxime Chloride in the
chromatogram obtained with sample
preparation should correspond to the
principal peak due to Pralidoxime
Chiloride in the chromatogram obtained
with standard preparation as described
under Assay.

Not more than 2/20 vials £ 10 %,
None/20 vials * 20 % of Average net
weight.

/
i
{  Approved By
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Regd. Office : '‘Commerce House - 1', Satya Marg, Bodakdev, Ahmedabad-380 054. Ph.: (079) 26856242/43/44/45, Fax: 26856246
Gorporate Identity Number: U24100GJ1994PLC022162, Emall: trolkaa@troikaapharma.com Website: www.troikaa.com
WORKS- 1 : Thol, Dist. Mehsana, Pin : 382 728, Gujarat, éndla. Phone : (02764) 274304, 274326, 274475, 274353 Tele-Fax : (02764) 274684
WORKS- 2 : C-1, Sara Industrial Estate, Selaqui, Dehradun-248 197, Uttarakhand, India. Phone : 0135-2699146, 2698819 Fax : 0135-2698059
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Irnagine . Innovale
TROIKAA PHARMACEUTICALS LIMITED
QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

[ FINISHED PRODUCT ]

Page 2 of 3
Name of Product : NEOPAM 1g
Generic Name - Pralidoxime Chloride for injection USP
Name of Manufacturer . TROIKAA PHARMACEUTICALS LTD
Product Code No. : 3000314 Mfg. Date : Apr. 2020
AR.No. . TPL/FP/20/0330 Exp. Date i Mar. 2022
Specification No. . FPSN-0090-04 Release Date : 07/05/2020
Batch No. . N05177 Sampled Date : 21/04/2020
Sample Quantity . 69 Vials Batch Size : 17000 Vials
Sampled By : BHAVIK
TESTS RESULTS LIMITS
Average net weight 1.021gm 0.974 to 1.077gm

Completeness of solution
Constituted solution

(a) Completeness and clarity of
solution

1y

2)

(b) Particlulate matter (Visible
particles)

Bacterial endotoxins

pH

Particulate matter (Subvisible

The solution is clear.

The Solid is dissolve completely,
leaving no visible residue as
undissolved matter.

The constituted solution is not
significantly less clear than an equal
volume of the purified water contained
in a similar vessel and examined
similarly.

The solutionis  essentially free from
particles of foreign matter that can
observed on visual inspection.

Less than 0.05 USP Endotoxin unit
per mg of Pralicoxime Chloride.
pH =4.07

particles)
(A) 210 pm 892
(B)225 um 32
Gy e
Analysed By Checked By
Alok Patel . 2 Bhavik Maheta
(Officer) Tuinsendl (Dy. Manager)

Troikaa Pharmaceuticals Lid.

(Formerly Known as :Trglkaa Exports Pwt. Ltd.)

The solution should be clear.

The Solid should dissolve completely,
leaving no visible residue as
undissolved matter.

The constituted solution should not be
significantly less clear than an equal
volume of the diluent or purified water
contained in a similar vessel and
examined similarly.

The solution should essentially free
from particles of foreign matter that
can be observed on visual inspection.

Not more than 0.10 USP Endotoxin
unit per mg of Pralidoxime Chloride.
3.5t04.5

Not more than 6000 per container.

Not more than 600 per container.

Nagesh Shukla
(DGM)’:Lud oy

ST

it

Regd. Offics : ‘Commerce House - 1', Satya Marg, Bodakdev, Ahmedabad-380 054. Ph.: (079) 26856242/43/44/45, Fax: 26856246

Corporate ldentity Number: U24100GJ1
WORKS- 1 : Thol, Dist, Mehsana, Pin : 382 728, Gujarat, dndia. Phone (02764)

994PLC022¢ 62, Emall: trolkaa@trolkaapharma.com Website: www.trolkaa.com
274304, 274326, 274475, 274353 Tele-Fax ! (02764) 274684

WORKS- 2: C-1, Sara Industrial Estate, Selaqui, Dehradun-248 197, Uttarakhand, Indla. Phone : 0135-2699146, 2698819 Fax : 0135-26980
“eimmise AL Cumian Ma 904G ONDD 2023 2033 & 2035. Near Khetiya Nagdev Mandir, Sanand- Viramgam Highway, Village: Virochannagar
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Imagine. Innovale
TROIKAA PHARMACEUTICALS LIMITED
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS
[ FINISHED PRODUCT ]

Page 3 of 3
Name of Product : NEOPAM1g
Generic Name : Pralidoxime Chloride for Injection USP
Name of Manufacturer : TROIKAA PHARMACEUTICALS LTD
Product Code No. : 3000314 Mfg. Date . Apr. 2020
AR. No. . TPL/FP/20/0330 Exp. Date . Mar. 2022
Specification No. : FPSN-0090-04 Release Date : 07/05/2020
Batch No. : N05177 Sampled Date : 21/04/2020
Sample Quantity : 69 Vials Batch Size 17000 Vials
Sampled By : BHAVIK
TESTS RESULTS LIMITS
Loss on drying 0.4% Not more than 2.0%
Heavy metals Less than 0.002% Not more than 0.002%

Sterility

Assay

Sterile Pralidoxime Chloride
usp

Uniformity of dosage units (By

mass variation) ( Sterile
Pralidoxime Chloride USP)

IN HOUSE TEST
Absorbance test [By UV]

Passes the test.
In Fluid thioglycollate medium.
In Soyabean-casein digest medium,

Found/Vial Stated/Vial
990.72mg 1000.00mg
99.07%

Complies (Acceptance value =1.4,
Units tested= 10)

0.017

Should comply the sterility test.

Limits

900.00 to 1100.00mg  90.00 to 110.00%
of the stated amount of Pralidoxime
Chloride.

The acceptance value should not be
more than 15.

Not more than 0.020

Remarks: The sample complies with USP

The Productis RELEASED

Date:07/05/2020

{0

Analysed By
Alok Patel
(Officer)

Z.
NETSAREL

Troikaa Pharmaceuticals Ltd.

—
%

Checked By
Bhavik Maheta
(Dy. Manager)

(Formerly Known as ; Trolkaa Exports Pvt. Lid.)
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Approved By
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Regd. Ofiice : 'Commerce House - 1', Satya Marg, Bodakdev, Ahmedabad-380 054. Ph.: (079) 26856242/43/44/45, Fax: 26856246
Corporate Identity Number: U24100GJ1984PLC022162, Emall: trolkaa@trolkaapharma.com Website: www.trolkaa.com
WORKS- 1 : Thol, Dist. Mehsana, Pin : 382 728, Gujarat, india. Phone : (02764) 274304, 274326, 274475, 274353 Tele-Fax : (02764) 274684
WORKS- 2 : C-1, Sara Industrial Estate, Selaqui, Dehradun-24€& 1987, Uttarakhand, India. Phone : 0135-2699146, 2698819 Fax : 0135-2698059

WORKS- 3 : Survey No., 2019, 2022, 2023, 2038 & 2035, Near Khetlya N

%

agdev Mandir, Sanand- Viramgam Highway, Village: Virochannagar
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