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Zhcjiang Charioteer Pharmaceutical Co., Ltd.
Address: Tongyuanxi, Dazhan, Xianju, Zhejiang Province, 317321, P.R. China

Tel: +86 576 87641661
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Fax: +86 576 87641987

':]‘h; product name Agyclovir
Jl Batch No. 186461438(W) Inspection Basis USP40 |
| Marufacturing Date 20180402 | -coRetest Date 2022,04.01 [}
| Packing 25kg/drum ‘Ei:m?%{{gl@“ 1100kg
ltems ;. ; ET T’gs\i rédlity Specification
|Afpéarance] Wit pow d; fine W White to off-white, crystalii povler
Soluble in diluted hydrochlori acid;
[Soubility ) Conform slightly soluble in water; insolfible fn
alcohol.
{Ideniification)
Infrared absorption Conform Positive
Retgntion time (HPLC) Conform Positive
Melting point Conform About 250°C with decompositipn
|Ordigary Impurities]
Total impurities (TLC) <0.5% (<1%)
[Walter| 5.0% (£6.0%)
[Residue on ignition] 0.06% (<0.1%)
[Residyal solvent}(GC)
Tdluene <lppm {=45ppm)
| |Asshy and limit for guanine] (HPLC)
Aq:sa}': {on the anhydrous basis) 100.5% {98.0—101.0%)
Guanine 0.16% (<0.7%)
[Particle size]
99%=13.16microns = (99% < 24microns,
90%=6.68microns = 9094 < 12microns)
[Bulk density] 0.22g/ml (0.15-0.30g/m)
(Fapped density) 0.39g/ml (0.30-0.50¢/mI)
[Microbial test]
Total acrobic microbial count =<10cfuig (NMT 1000 cfu /g)
Total|combined yeast and mold count <10cfu/fp (NMT 100 cfu /g)
E.¢oh ) . Conform | (Absent/g)
Id'onclusion Analysis according|to USP40, Conform _
I Qgi Manager A )(KQ/ J Rclcast;;n;_ | 20 .;.0% i B .J
: Paé&ai;ing and Slor_age Prescr)vc in/tight&?:rflainets. Store at m;Fn':- temperature. Pr[-alcc! from lig];-_ |
and nioisiure.




