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Product : OLMESARTAN MEDOXOMIL
Specification No  : SPC-1200-002180/1.0 Reference : USP +INHOUSE
SAP Code : SDO01401 Date of Mig. 1 29.06.2015
Batch. No. : 80151320 Retest Date : 08.06.2019
Insp. Lot No. : 890000002487 Date of Report : 03.07.2015
TEST LIMIT OBSERVATION
Cuscription White to off-white crystalline powder ‘White crystalline powder
Solubitity
In Methanol Sparingly soluble Sparingly soluble
In Water . Practically Insoluble Insoluble
Identification :
ByIR . ' “The Infrared absorption spectrum of Complies
’ substance being examined must be ;
concordant with the IR specttum
obtained from USP Olmesartan
' medoxomil RS / working standard.

By HPLC The ratio of the retention time of the Complies:

major peak of that of the internal :

. standard of the sample solution

corresponds to that of the standard

solution, as obtained in the assay.
Water Content Not more than 0.5%w/w 0.13 %wiw
Residue on ignition . Not more than 0.1 %w/w 0.03 Yow/w
Heavy metals Not more than 10 ppm Less than 10ppm
Organic impurities (By HPLC) '
Olmesartan . Not more than 0.5% - 020%
i.e.1-{[2#-1H-Tetrazol-5-yl)biphenyl
-4 A}methyl}-4-(2-hydroxypropan-2-yl)-2-
propyl-1H-inidazole- 5-carboxylic acid.
Olmesartan medoxomil related compound A Not more than 0.1% _ Below disregard limit

Le.

1-{[2#-1H-Tetrazol-5-yl)biphenyl-4-

- yllmethyl}-4,4-dimethyl-2-propyl-1H
furo[3,4-d)imidazol-6(4H)-one

_ Olefinic impurity i.e. Not more than 0.6% Below disregard limit
{5-Methyl-2-oxo-1,3-dioxol-4-yl)methyl
1-((2#-( 1H-tetrazol-5-yl)biphenyl-4-
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TEST LIMIT OBSERVATION
y)methyl)-4-(prop-1-en-2y1) _
-2-propyl-1H-imidazole-5-carboxylate
M-alkyl impurity Not more than 0.1% Not detected
i.e{(5-Methyl-2-ox0-1,3-dioxol-4-yl)methyl
4-{2-hydroxypropan-2-yl)-2-propyl-1{(2#(2-
ityl-1H-tetrazol-5-
yDbiphenyl-4-yl)methyl)-1H-imidazole-5-
carboxylate .
Any other individual unidentified impurity Not more than 0.10% 0.05%
Total impurities ' Not more than 1.3%- 0.23%
Assay By HPLC (On anhydrous basis ﬂ.l:l!:l Nof less than 98.5% and Not more 99.6 Y%ow/w
solvent #free basis) than 101.5% wiw
Inhouse tests ' '
Residual Solvents (By GC)
Acelone Not more than 5000 ppm 938 ppm
Ethy] acetate . Not more than 500 ppm Not detected
Isopropyl alcohol Not more than 5000 ppm Not detected
Methylene Chloride Not more than 600 ppm Not detected
Toluene Not more than 890 ppm i ppm
Tetrahydrofuran Not more than 720 ppm Not detected -
Polymorphic identification (By XRD) The X-Ray diffractogram of substance The X-Ray diffractogram of
being examined should exhibit substance being examined
characteristic 2theta values at 9.2, exhibit characteristic 2theta

Particle size (By Malvern)
D(90)

12.6,12.8, 18.6 and 23.3 +0.2°.

Less than 30pm

For Organic impurities : Disregard any peak below 0.05%

Storage Condition :

values at 9.2, 12.7,12.9, 18.6
and 23.4°.

6.5 tm
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Product : OLMESARTAN MEDOXOMIL
Specification No  : SPC-1200-002180/1.0 Reference : USP + INHOUSE
SAP Code " : SDO140L Dateof Mig.  : 29.06.2015
Batch. No. : 80151320 Retest Date : 08.06.2019

Insp. Lot No. : 890000002487 Date of Report : 03,07.2015

Store in weli-closed container at 25°C with excarsions permitted between 15°C and 30°C

Remark : The product complies as per above specification
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| NAME OF THE PRODUCT :  HYDROGHLOROTHIAZIDE Ph. Eur.

QUALITY DIVISION
CERTIFICATE OF ANALYSIS

;. BATCH SIZE . 479.0 Kgs BATCH No. : 3105HCRI |
MFG. DATE May. 2013 A, R, No. 1By -~ 131703

i RETESTDATE : Apr. 2018 DATE 0BJOEI2013 i
TESTS | SPEGIFIGATIONS RESULTS |

{ CHARACTERS [ & wehites or ahmost wive, soystuline powder, very slighlly soliblie | Conenng !

' A ware:, sohible o3 acelone, spaningly saiubie m elhanaol [9659). '

: | it disasavey in dilvfe solulians of aial nygroxides. I
DENDFICATION Thit infrarend wbgenption spectue: of sainpde and slandard are Caiarms

£onserdant,

- ACHNTY OR The solution is yenow, KMT 0.4 mbef 0.01M hydrgchlonc acid i | Gonfanms E
ALFALINITY requires) Io change she cotow of the indicator to red. i
RELATED A-Antino-8-Chlore-1,3-Banzenedisulfonamide CHMT 080% | <0.05% i

| 5UBSTANCES {Impurity B

i {By HRLQ) &-chlora-N-{(5.orlare-7-sulphamey-Z, 3-gibydra-  * WMT 0.850% | < 0,05%

: A4 1,2, d-benzolbiadiagin-d-yl 1,1-doakeeimpingt -

3. 4-tihydro-2H 1.2, 8-henxainiadlazine. 7.

sulphonamide i 1.dioxide img ety G}

Chiorolhinzide [Impurily A} CHMT 0.50% | < 0.05%

Any Unspesified implidly 3 NIMT 0.19% | < 0.05%

Sum ot afl tmourites LMY LLO% | < C.05%%
CHLORIDES NMT 100 ppm ~ {00 ppm
LOSS GH DRYING | NMT 0.5% wiw 0.28% wivs

' {at 105°C) ,

[ SULPHATED ASH | NMT 0.1%.wrw 0.05% veiw

PASSAY (By HPLG) | 9T.5% - 107 0% ot GHCINGGLS, {oa dried hasis; 95.4% fudbj
PARTICLE SIZE i 8G% Hatween 20 - 70 um 1 BG pm

iy tatvern} ! i .. i

T

REMARKS .

ANALYST

he gbove sampie CONFRRMS as per Ph. Ear. saecilicalicas.

&

DATE : 011142013

r s
MANAGER QUALITY CONTROL
DATE OF PRINT ! 01/11/2013
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