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Product : Diphenhydramiae Hvdroclüoride Ph. Eu¡ BatchNó : DH02060814
Mfg, date : Aue,2014 Retest Da\e : Jul. 2019 /
Qrantity 125 Kg No. of Conta)ners :05
CustomerName : FAGRON SERVICES B.V, NETHERLANDS

S. No Test Result Snecilication
I Description White crvstalline oowder White or almost whito, crvstalline powder
2 Solubility

Complies
Very soluble in water, freely soluble in
alcohol.

3 Identification
Melting Point 169.7"C 168oCto l72C
uv

1.2

The ratio of absorbance measured atthe
ma:rimum at 258nm and253nm is 1.1 to 1.3

1.3

The ratio of absorbance measured atthe
maximum at 258nm and 264nm is 1.2 to 1.4

IR Spectrum Concordant Shall concordant the spectrum obtained with
Diohenhvdramine HCI workins standard

Test for chlorides Comnlies Should be positive
4 Appearance of solution

Complies
5% solution in water and fivefold dilution of
solution are clear and solution not more
intenselv colored than reference solution BYr

5 Acidity or alkalinity
0.2 mL

Not more than 0.5m1 of 0.01M sodium
hydroxide is oonsumed forlOml of 5%
solution in water

6 Related substances (Bv HPLC)
Impuriw A 0.06o/o Not more than 0.5 %
Anv other Imouritv ü.124/o Not more than 0.3 %
Total of all Impurities 0.32% Not more than 1.0 %

'1 Loss on drvine 0.09 % Notmore than 0.5 %

8 Sulfated ash 0.05 % Not more than 0.1 %
I Assav (on drv basis) 99.6% 99.0o/o to 101.0 %

addi ional Tesb
10 Residual solvents

Isooroovl alcohol 17t pDm Not more than 2000.onm

Monochloro benzene 79 ppm Not more tha¡r 300 onm
Rema¡ks: The product complies with Ph. Eur & as per the customer specificati
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Works: Wanbury Limited, API Division Tanuku, K.lllindalaparru'5g4217,lragavaram

Tel;91'881S284 249,284 349, Fa¡c 91'881$284 350

Hegd. Office: 1oth Floor, B-Wing, BSELTech Park, Sector-S0A,Opp, VashiBallwaf !n., V9s¡¡ NaviMumbai-400 705, (INDIá).
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Corresponde al lote de Fagron:


