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Shandong Xlnhua Pharmaceutical Co., Ltd.
of Zibo High & New Tc-clumlogy Develapment Zone, Zibo, Shandong, P. R. China

East Chemical Zone
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Name ol Product: ~ THEOPHYLLINE ANHYDROUS S‘[ni’nflflllnlujgj.u‘. 018 {&prznhlj)iyj 208311123
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! KA 23019 7 ELI0: o samoi-ge | LB 2028-01
Batch No.: Date of Manuficturing: Retest Date:
T ' b TAREES ] TR
 Quantity: 1010 kg ,imr‘d L 233510004 ?hm n”“:io 233510004
ke EP11. 0/C0S PIEHMEIS:  011-03
Reference Standard: req. of EP11.0 and R1-CEP-1998-004-Rey 07 Product code:
mooH RS ' Fup et
ltems Specifications Results
PR IN £ 60 5% I] 9 P G T ey ke [ 408 a8 A
Characters White or almost white erystalline powder White erystalline powder
E P, HT 4 5l kG L foaa b
ldentification: IR Confarm Conform
FA el (o) 0,5 0. 05
. Loss on drying (%)
AT Siii FAd i
Appearance of solution Clear and Colourless Clear and colourless
auIr [ ki 5 a s
'\udm Conform Conl\arm
Rul.m.d Substances:  Impurity A (%) \m dl.ll.(,lt,d
7';““{’3: =01 .
lmpurity B (%) Dmrggard(<0 05)
SIRC (%) =01 JHE - (40, 05)
. lmpurity C (%0) l)isrcgard(<0.05)
o« ZUID() 0.1 b it
lmpurity D (%) Not detected
P oY (A D) =0. 10 ZEEASH: (€0, 05)
. Other single impurity(%) Dwubnrd(<0 0>)
S (%) =05 <0,
lolal impuritics (%) Dlsrq:ard(s() 05)
iR Cppn) =20 <220
Heavy metals(ppm)
FHET (5 £0.4 0. 05
L(m on dr\mg (%)
Sulph m.d ash (“’n)
Assay (%.on dricd basis)
BT G0 R L (s) SE 89, 0
Particle size:On 60 mesh (Ya) real result
ROE I LAy (%) 2.0
. on 80 mish (%) real result
100 % 4% (%) S 0.8
. on 100 mesh (%) real result
20 EL 0 14 () s 2.7
. on 120 mesh (%) real result
T (%) B 21
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Canglusion:

A G EPLL 0/COS b4, |

The product is tested in accordanee with req. of EP1LO and Rl-g P !}{‘)ﬁ)}iﬂl -Rev 07, The abowve items nieet the requirement,

SR

e e

AT EDO:

QAAT A
Released by QA % \ ?

Release D

WU S ite N
QUM umg.r

(~IU‘ 2; /

METAPHARMACEUTICAL

N DE LOTE:

Q4207125

91072025

1

o

B, &

REH
Reported by

R
Ruﬁ;ckc‘d L\ *****

?zhhﬂh



