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Name af thﬁ Praduc: : LETR( ZCLE

Grade ! Ph.Eur A.R. No. I CAPI063/15
Batch No  :L7z/0320115 Date of Analysis 1 27.01.2015
Batch Size : 2,260 KG Retest date : 18.01.2020
Date of Manufacture : 15.01.2015 Page ttof2
Inspection Lot No 1 040000145419
S.No TESTS RESULTS SPECIFICATIONS
1.0 | Characters
1.1} Appearance White crystalline White or yellowish, crystalline powder.
powder
1.2} Solubifity Complies Practically insoluble in water, freely soluble in

methylene chioride, sparingly solubie in methanol.

2.0 ldentification
2.1) IR Absorption spectrum Complies The sample IR spectrum should be concordant with
that of working standard IR spectrum.

2.2) HPLC | Complies The sample HPLC retention time should be
concordant with that of working standard HPLC

| retention time,
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3.0 |Related substances (HPLC)
aj Impurity A Not detected Not more than 0.3 %
b} impurity B Not detected Not more than 0.1 %
¢) Unspecified impurity <0.01 % Not more than 0.10 %
d) Total impurities <0.05 % Not more than 0.3 %
4.0 Water (KF) 0.04 Yow/iw Not more than 0.3 %w/w
5.0 Assay (HPLC) 99.5 %wlw Between 98.0%wiw and 102.0%w/w on anhydrous
| basis
Additional Test(s)
5.0 Heavy metals <10 ppm Not more than 10 ppm
e ,, ....... i e B 8 0 B S
7.0 | Sulfated ash | 0.02 Yowlw | Notmore than 0.1 %wiw
.......... < S—
PREPARED BY { e/ | CHECKED BY / ‘ APPROVED BY P . Y
T
Name: . \SLLRIVS "_Z Al Name Name: M.Q.V- kEIJH?r B
| l/ C Dy.Gen. Manager-QC
L? 4”‘
7 Jipe b ET , : .
Date D e ) Date: 220115 / Date g ,O\ AN

f

Chewical Division : /7.7 1500 4 Coudilioel
Mekaguda Village, Kothur Mandal, Mahaboobnagar Dt., A.P. Pin : 509 223,
Tel : +91 8548 249493, 249496, Fax : +91 8548 249491



— aga

INTERNATIONAL

Natco thmna I "s’;zimd
a Hill

Regd. Off. : 'NATCO HOU xf

Hyderabad - &

maz \n ‘ Banj:

CERTIFICATE OF ANALYSIS

T

| Name of the Product

: LETROZOLE

|
|

Grade Ph.Eur ; A.R. No. : CAPI/063/15
| SEm . =
| Batch No :1vz/o03z0115 . Date of Analysis 1 27.01.2015
- = - ;
Batch Size : 2260 kG i Retest date 1 18.01.2020
Date of Manufacture  : 19.01 2015 f Page t20f2
Inspection Lot No 1 040000145419
S.No TESTS | RESULTS SPECIFICATIONS
8.0 |Residual solvents x |
a) Methanol : 170 ppm Not more than 2000 ppm
b} Dimethyl formamide \ Not detected Not more than 300 ppm
c) Isopropy! ether i Not detected Below detection (<1 ppm)
d) Hexane f Not detected Not mcre than 100 ppm
e} Isopropyl alcoho! F Not detected | Not more than 100 ppm
f} Acetone : Not detected { Not more than 100 ppm
gl Methylene chioride i Mot detected Not more than 100 ppm
h) Chioroform ‘ Not detected | Not more than 60 ppm
8.0 | Particle size !
a) 10% Jﬁ 2.52 ym f Not more than § pm
b) 50% | 6.56 um | Notmore than 10 ym
| c) 90% ‘f 14.1 pm Not more than 20 um E
A - S f
10.0  Microbial limits y 3
a) Total Aerobic Microbial ceune‘ < 10Cfuig Not more than 1000cfu/g
(TAMC) ‘ !
b) Total Yeasts and Moulds COU!‘?,‘: < 10Cfulg I Not more than 100ciulg
(Tymc) | | f
¢} Salmonella ! Absent { Must be absent
d) Staphylococcus aureus [ Absent ' Must be absent
| e) Escherichia coli i Absent } Must be absent
f) Pseudomonas aeruginosa | Absent { Must be absent o .

SPECIF!CATION REF NO: .NPCD/QA/FP/SP/IE047/01d Pharma
Remarks: The product conforms / Does notconferm to the above specifications.
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