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Certificate of Analysis

P s B H Eﬁ 2023-08-11 e H H: 2023-08-
Name of Product: THEOPHYLLINE ANHYDROUS Sampling Date: Report Date: il
5. 23214 A7 HA: 2023-08-04 R 2027-08
Batch No.: Date of Manufacturing: Expiry Date:
R R, WERE
g : 233455026 HoH
Quantity: 1019 ke Record No.: Report No.: 233455026
PRAEAKHE : % 25 #2023}% WRIRE:
Reference Standard: USP2023 Product code:
mwoH = 7 (LTS S
Items Specifications Results
Zl:j(ﬂ! 7T = = vk = He
Appearance White,odorless,crystalline powder, having a bitter taste |Ydjite.odorlesscrystalline powder, having a bitter
%59). IR R 5 %ot B8 5 B 4T 41 ik — B 5%t BB B B 4T Ah e i —
Identification:IR Conforms to reference spectrum Conforms to reference spectrum
. 1’%%5_‘1\ [ Y A~ Ekx g —
. Retention time Conforms to the chromatogram of the Standard preparation ST forms to the chromatogram Of the Standard
THREE %) <0.5 0.03
Loss on drying (%)
RHIFRE (%) <0. 15 0.05
Residue on ignition (%)
&8 HPLC, MUF&it) (%) 97.0-102.0 100.0
Assay (HPLC,on dried basis)(%)
B ; SZRIF (%) <0.5 g <0. 05
Organic impurities: Total impurities(%) Dlsregard(<0 05)
HERMEBATE (%) <0.10 ZBg ARt (€0. 05)
Any other individual unspecified im purity(%) Disregard(<0.05)
RIBHXYFC (%) <0.10 ;
Theophylline related compound C(%) Not detected
RUBHXYFB (%) <0.10 \
Theophylline related compound B(%) Not detected
RIAHXYFED (%) <0.10 5
Theophylline related compound D(%) Not detected
: moEERE (%) <0.10 {
Caffeine(%) Not detected
& ik Atk REZ 20230 5%, ERTE /KA E
Conclusion: The product is tested in accordance with USP2023 . The above items meet the requirement.
Rif;k- Fif¥: Particle size: Less than 75um (=90%) :98. 7%
WBFR: 7 TEI 5,)7 g 1 RRATN BEH: T M)
Released by QA: % Release Date QC Manager: Reported byg)3- 0§ 2




