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Name of Product: THEOPHYLLINE ANHYDROUS Sampling Date: i Rﬂpﬂrl Date:
it & A= 3 SIS HA -
Batch No.: g Date of Manufacturing; 20 .5-01-06 [g;pily Date: 2022-01
ftt ﬁ‘ DL ATaEd 2 3 g H
IR - 1325 I 20187 /T 25 9. O/ 2 i % D38 PERID: o
Reference Standard: BP2018/EP9.0/USP38 and R1-CEP 1998-004-Rev 07 Product code:
M H & % g 3
[tems - Specifications Results
TR BOSJLUTa A BRI Bz S TER R
Characters White crystalline powder
Yl ANl B I A1 9 T
Identification:infrared absorption Conforms to reference spectrum
. Loss on drying (%)
o fRE{mA] L R B s ] —?
. Retention time N . %%%2‘%2&8 to the chromatogram of the Standard
R (C) 270-274 272. 4-272. 6
Melting Range('C)
Appearance of solution Clear.and colourless
BRI (nl, 0. 0lmol/l. NaOH) <10 foa=gs b
Acidity Conform
HRYE: HIFA%) =0.1 KA
Related Substances: Impurity A (%) Not detected
. ARJAB(%) =0.1 AR At (€0, 05)
. Impurity B (%) Disregard(<0.05)
. YIRC (% 1<0.1 KEH
. mpurity C (%) Not detected
. ZEFRD(%) <0.1 Sk
. Impurity D (%) Not detected
L ERANYE (%) s0.1 2B AT (€0..03)
. Other single impurity(%) Disregard(<0.05)
o RN (%) =0.5 R A (0. 05)
. Total impurities (%) Disregard(<0.05)
Fe M Copm) =20 <20
Heavy metals(ppm)
THRE B =0.5 0.08
Loss on drying (%)
BRI HE (%) =0.1 0.01
Residue on ignition (%)
TR (% D 199.0-101. 0 99.9
Assay (%,0n dried basis)
HPLCE 8 (%, U if) 97.0-102.0 100.2
Assay(%,on dried basis)(HPLC)
g i A fihi UEE 25 20 180 /BRI 25 009, O/ 26 25 a8l Kk, ki H 7 &4
Conclusion: The product is tested in accordance with BP2018/EP9.0/USP38 and R|-CEP 1998-004-Rev 17 , The above items meet the requirement,
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