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Aciclovir s&o mg powder for solution for infusion
GPU = ¢mba®a

@. %081 Aciclovir (Acyclovir) b&o mg powder for solution for infusion

. AaautAvialy

o.o Wuneluguuuy freeze-dried sterile powder

oo Usy ﬂa‘umﬂmm acyclovir %39 acyclovir sodium (prepared from acyclowr thh the aid of
suitable alkali) & mauuan‘u acyclovir b&o mg lu o vial ‘
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@ Finished ,fpr‘f_oduct speciﬁcation : Acyclovir for injection USP (USPenc)

. uaudA Teaziden
o. Identification Test mnﬁmmu‘?‘!isq‘lu Finished product specification
lo. Ulinaushenddy 0.0~ ©90.0% of labeled amount of Acyclovir
en. Bacterial endotoxins L3itA 0.eme Endotoxin Unit/mg of acyclovir
<. pH ®6.0 - 6b.&
&. Water Lyiue.ew
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- Size >@0 um
- Size 2lo& um

AMENUR s18az1dun

». Chromatographic purity

- Guanine Liiifue.0%

- Any other individual impurity | lsitfiuo.¢%

- Total all other impurities Luiiue.o% _
o. Sterility mwvhumuﬁssq‘lu Finished product speciﬁcatidh
&. Uniformity of dosage units m’aﬁ)mumuﬁizq‘lu Finished product spec‘_iﬁ‘f;atibn
«. Particulate matter

1aitAiu »,000 particles/container -

14itiu woo particles/container.

o AnaNUANIImMATliAYes Drug substance (Ref.USPaa %138 BPlacem)

- Impurity O )

- Impurity A,G,J,K,N;P. (for each)
- Impurity CF;! (foreach)

- Unspecified ii‘m‘purities

- Total impufities

AMEUUR Acyclovir USP (USPait) | Aciclovir BP (BPmoas)

@. Identification test ATIMY N AT
. YSanaudiiendifny «®=-000% of acy@l‘ovir (on | &=R.&¢-@0®.0% of

the anhydroﬁs basis) acyclovir (on the

‘o anhydrous basis)

en. Water 1ﬁtﬁ‘u§,o% laiuo.0%
&. Ordinary impurities LN .0% -
&. Guanine | T 0.00% LAy 0.00%
©. Related substances

= LAy o.0%
- ity olo%
- Ly 0.0%
- LU 0.0¢%
- Lty 0.¢%

o.

Sulfated ash

- 1A 0.0%

ﬂmﬂmﬁ - impurity A = lo-[(le-amino-b-oxo-e,5-dihydro-aH-purin-e-yl)methoxylethyl acetate
» impurity C = le-amino-e)-[(e-hydroxyethoxy)methyl]-e,e-dihydro-oH-purin-o-one

s impurity F = N-{&-{(-hydroxyethoxy)methyl]-o-ox0-b,&-dihydro-eH-purin-lo-

ylJacetamide
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: impurity G= b—[[b-(acetytamino)—b-oxo-@,b-dihydro-dH-purin—d—yl]methoxy]ethyl
acetate
+ impurity I= lv-amino-e)-[[lo-[(lo-amino-o-0x0-e,'o-dihydro-eH-purin-e-
yUmethoxylethoxy]methy!]-e,e-dihydro-oH-purin-o-one
: impurityJ= c\’,c\*’-[ethytenebis(oxymethytene)]bis(b-amino—@,d—dihydro-bH-purinv—b—
one) ~od
s impurity K = lg,ls'-(methylenediimino)bis[m-[(b-hydroxyethoxy)methyl]-@,«fdihydro-
oH-purin-o-one]
: impurity P = b-amino-d—(b-hydroxyethyl)-@,cx—dihydro—bH-purin—b—_ohe‘
s impurity N = unknown structure
s impurity O= unknown structure
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