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VASUBHA FIEARMA CIEM LIMUYED Websiterwww.vasudhapharma.com
CERTIFICATE OF ANALYSIS
Name of the Produgt : § CYCLOBENZAPRINE HY DROCHLORIDE
Bateh Number : | ACBP/2107031 Anslyzedon |+ | 10/08/202)
Manufacturing Date _ : § JUL2021 Expiry Date | : | Jun'2024
Quantity : | 189.000Kg ARNo, s | FP21979
SNo. TEST RESULT SPECIFICATION
10 | Description Moot | it ol oton orystalline powder
. erystalline powder ' P v
Freely soluble in water, in alcohol, and in
- . methanel, sparingly soluble in isopropano}
20 | Solubility Complics slightly soluble in chloroform and n meﬁxz;feue
chioride, insoluble it n-Hexane,
3.0 | IDENTIFICATION
. The IR absorption spectrunn obfained with the test
Infraved absorption sample should be cancordant with that of
A | (In mineral oflVATR, Complics reference spectrum of Cyelobenzaprine HCI or
Method) i with the spectrum obtained with Cyclobenzaprine
HCI Reference/working standard,
1 ‘The retention time of major peak of the sample
B | Assay by HPLC Complies solution corresponds 1o that of the standard
solution as obtained in the assay,
C | Test for chioride Complies Should responds 10 the test for chloride
4.0 {Loss on diying 0.24% wiw Not more than 1.0% wiy
50 | Residue on Ignition 0.03% wiw Not mere than 0.1% wiw

Manufaetured at:. Vosudlia Pitarinn Gliems Lud, Unit-1, Mlof No.3%/A, 38, 39 A&, Plise.), LD.A, Jeodimelta, Hydembad-300 0ss, TELANGANA, India,

Reference Format No.: COAMOZIFOSL

ESFRCTIVE DATE: 01/05120%1
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" VASUDIIA PHARMA CHEM LIVITED ; =
T8/A, Vengalrao Nagar, Hyderabad-500 038,
Telangana State, India
Phonet 91-40-2381 2046, 2371 1717, FAX: 91-40-2381 1576 ge2 of

E-Mail; vasudha@vasudhapharnta.com,
Website:www.vasudhapharma.com

_ _CERTIFICATE OF ANALYSIS
Name of the Product [ - | CYCLOBENZAPRINE HYDROCHLORIDE i tinti
Batch Number : | ACBP/2107031 Analyzedon | = [ 10/08/2021
Manufacturing Date : JUL‘Z(}Z‘]__M ~ _Expiry Date B JUN"2026
Quantity ]3] 189.000Kg A.R.No, : | FP/21979
S:No, TEST | mesurr SPECIFICATION
6.0 | Organic impurities by HPLC
Cyclobenzaprine related compound A BDL Not more than 0.15%
Cyclobenzaprine related compound B 0.01% Not mote than 0.15% o
Cyclobenzaprine N-oxide BQL Not more than 0.15%
Dibenzocyoloheptenol BDL Not more than 0.1%
Amitriptyline BDL Not more than 0.15%
Dibenzocycloheplenone _ BDL Not more than 0,15%
Aty individual unspecified impurity Not detected | Not more than 0.10%
Total impurities - 0.01% Not more than 1,0%
Assay by HPLC Not less than 98.0% and not m
7'0_ (On ;’E:}:i basis) i 102.0% wiw i
8.0 | ADDITIONAL TESTS
8.1 Residual Solvents by GC HS _ _ ]
| Methanol 445 ppm Not more than 1500 ppm
Acetone BDIL, Not more than 2500 ppm
Isopropyl alcohol 201 ppm Not more than 2500 ppm
Tetral_:ydx;o_ﬁ-gmn I_SDL n Not more than 500 ppm
Toluene ATppm | Notmore then 500 ppm

NDC No: 66577-013.01.

BDL: Below Detection Limit, BQL: Below Quantitation Limit.
REMARKS: The material complies as per USP-43 Specification.

!_’ljcparea_i By QC l ”Chcclc_ed By QC _ ’ Approved By QC___
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Bh. UMA SANDHYA

P, GOVARDIIAN

D.VENKATA
lfAI}I:/IANABIiJESWARA RAO

Designation Sr.Executive-QC

Asst.Manager-QC = Dy.Mazz;:gc:zQC

Manufactured af: Vasudha Phama Chem L4d. Unit-l, Plot No.37/A,
Reference Format No,t CQAOZ/FOSO1L

38, 30 ALR, Phase), LA, Jeedinetln, Hydersbad-500 035, TELANGANA, India.

EFFECTIVE DATE: 01/07 /2021



