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[ VASUDIIA PHARMA CHEM LIMITED
78/A, VENGALRAOQ NAGAR, HYDEKRABAD —38
TELARNGANA, INDIA
PHONE: 91-40-2381 20406, 2371 1717, FAX: 91-40-2381 1576
VASUDIIA TTIARMA CHIM LTO E-MAIL: vasudha@@vasudhapharma.com, Website: www.vasudbaphurnia.com

[ CERTIFICATE OF ANALYSIS |

Name of th

e Praduct | ; LORAIADINL

Batch Numbaer :

LRD/1 706069 /

Analyzedon | 1 | 30/06/2017

Manudacturing Date

; JUN’ZO]? o

Expiry Date

MAY*2022 /

Quantity : 2 IOKL

A.R.No

FP/ V71075

. a

{ SNo 1LST

RESULT

SPT‘CII‘](’ATLON- T

1.0. | Description

Off white powder

W}ute to off—whuc powder.

I‘rce]y soluble in acetone, in ¢ hloxofomz,

2.0. | Solubility Complies in methanol and in mluonc insoluble in
_ N water.
3.0 {IDENTIFICATION :
The IR absorption spectrum of the
SRR prepacation of the test specimen: axhibits
A By Infrared spectron Complies maxima only at the same wavelengths us
(In Mineral 0il) ~OMPUES | that of a similar prepavation of the
cormresponding Loratadine reference
standard / Working Standard. '
The retention time of the major peak of the
B { By HPLC Complics Snmple solutiqn corresponds to that of the
Standard solution, as oblained in the
_ ] Assay.
4.9 ] Loss on drying 0.35% | Not more than 0. 5% wiw
5.0t Residuc on ignition 0.04% Not more than 0.1% wiw
6.0 | Heavy meials Complies  § Not more than 0.001%
7.0 | Organic impurities by HPT C
TEST 2 T
Loratadine Related compound A BDL Not more than 0.10%
Loratadine Related compound B BDL Not more than 0.10%
Loratadine Related compound C __BDL Not more than 0.10%
Hydroxy deacyl analog BDL Not more than 0.10%
Hydroxy loratadine __BDL 1 Not more than 0.10%
*Dehydro lomtadme isomer-A 0.03% | Notmore than 0.10%
“Denydro lomatadine isomer-B e 0.04% Not morc than 0.10%
Any individual unknown
impurity 0.01% Nat more than 0.10%
Total impurities 0.08% Not more than 0.30%

Manufactured af: Vasudha Pharma Chom 1.¢d. Unit-), Plot Mo 39, A& B, Phuse-l, L.D.A, Jued imetla, Jyderabad-509 055, TELANGANA, Ingia.
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TELANGANA, INDYA

PHONFE: 91-40-2381 2046, 2371 1717 FAX: 01-4D-2381 1574
& MAJL \asudhu@vusu.]}mphm'na <o, Website: wiwvsvasudbapharma.c m

I CERTIFICATI OF ANALYSTS il

Name of the Productl N, f ()RAJ ADI\!L A ) ]

Bateh Nunber : I RD/ 1706069 { Analyzedon | : .aO/Lb/,ZO! 7
m;nl.xﬁwturing Dtz ” IU\I 201/ N ixlpir).f I..)laté | MAY 2022

Quar tity | 126.310Ky ARNo FP/i71075 |

TEST

RESULT

LS Mo N 1«(‘1)-ICATION
8.0 2:152?[:3'121: ,Iq)c 99,59, i\l(;)’l z)ij:s:i]: <J8 5% and notmore than
920 1-\1.)DITIONA.L.TES'I‘S |
9.1 | Residual scl\cn‘lc bl)' GCHS “
Tetrahydroduran N BD'L Norlmt.n'c_ l_ha‘u .50;3 'F'Pm_ . B
Toluene BDL Not n'lérc than .5(50 £pm | ]
~]‘;i-Isnpmp)l el 1c'r 75 pmn. Né)t mém than 509 ppin
'1"1'ic:(1.1ylmniae ‘BDL Net more than 50 ppm |
4299 { Particle sive 7.21 pm 0% < 30 ;m.x
15.59 um 100% <20 um
*29.3 | Bulk density B
Untapped dmlsiL}I' 0.17 gr/ml 0.16-0.30 g!'/n;J'
Tapped censity 6.29 gr/ml. ()I.2O-O.40 gr/ml T

M factnred at: Vasudha Phrona Chem Ltd. U, Piot No.39, A&B, Phase-1, 112.A, Jeedimetla, Hyderabag-St 053, TELAMGANA, Indin.
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VASUDHA PHARMA
78/A, VENGALRAO NAGAR, INYDERABAD --38
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PHONE: 91-40.2381 2046, 2371 1717, FAX: 91-40-2381 {5746
E-MANL: vasucha@vasudhapharma.com, Website; www.vasudhapharma.con

[ CERTIFICATE OF ANALYSIS ]

Nzliuc of the Product | : { LORATADINE . } N
Batch Number T LRD/1706069 Analyzed on | : | 30/06/2017
‘Manufacturing Date |+ 103017 {ixpiny Dote |+ | MAT 2072
lemily :‘ '1‘?.6.3101(2}, AR No “ P/171075 |
S.KNo 'l‘gl" RESULT SPECIFICATION
94 | MICROBIOLOGY TESTS T

‘Total Acrobic microbial caunt Complies Not more than 1000 cfu/g

]irﬁ)illsck(:)l:::“\d Yeast and Complies Not more than 100 cfivy

Lnforobacteriaces Absent Should be absent

Staphylococcus am'-cu‘s - Ahsent ...5;.[;.0111(‘[ be abscnt

Escherichia coli ‘ Absent Should be absent

Pscudomonn% écrngi nosd Absent Should bc absen

*In-housc impuritics.
*¥As per customer Requivement.
BDI.: Below Detection Limit,

Note: 1) These two impurities “Dichloro benzo cyclo hepta pyridinone” and “4-Cliloro loratadipe”

form in our manufacluring process. | he

2) Acetonitrile is not used in our manulacturing process. If tested
complies as per USP-38 Specification.

Remarks: The material

will not

s¢ impurities will comply with USP requirement if (ested,
veill comply as per specification.

N T W T W
Signature 1 W I O LT S~olou\i | it
Narme [ P GOVARDHAN N. BHARATKUMAR [ D.V.V.G VARMA
Designation ’ ___IrManager-QC Jr Manaper-QC Manager-QC

Manufactured al: Vacudhia
CQAOBAE05/00

Phusma Chenn Led, Unii-t, Plog N6.39, AS:13, Phuse-1, 1.0,

A, Jecdimetly, vderabad-500 035, TELANGANA, India,

EFPRCTIVE DATE: 01102014
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