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@). \?l";i1~e.J1'U \?l";i1~e.J1'U 

lv. tJ~aJ1ruvi1 m611~ ty tio.o - @l@lo.o o/o L.A cict.o-@loct.o o/o LA 

Q'l. pH @)@).0 ....: @l\v.et @lO.mJ - @)@).(l}) 

~- Water Content NMT ct.cto/o -

ct. Bacterial endotoxin NMT o.@)(l})~ USP endotoxin -

unit!mg of acyclovir 
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(l}). Particulate matter 
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c::t. Content Uniformity 
I 

\?l";i1~e.J1'U -

ci. Impurities 

-Guanine NMT @l.oo/o NMT @l.oo/o 

- Any Other individual NMT o.cto/o NMT o.cto/o 

-Total of all other NMT @l.oo/o NMT @l.oo/o 

Drug substance : Acyclovir (l,JSP)/Aciclovir (Bp) 
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h u~aJ1ru~1CJ1611~ty tic::t.o - l9lO@l.o o/o on anhydrous tic::t.o - @)O@).o o/o on anhydrous 

basis basis 

Q'l. Water Content NMT b.oo/o NMT b.oo/o 

~- Ordinary Impurities NMT @l.oo/o -

ct. Guanine 
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\?1-;i'J~W\J.J -

b. Sulfate ash - Max o.@lo/o (determined on @) g) 
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g)}. Impurities 

-Impurity B - - NMT o.g)}% 

-Impurity 0 - NMT O.Q1% 

- Impurities A,G,J,K,N,P - NMT o.®% 

- Impurities C,F,I - NMT o.®% 

- Unspecified impurities - NMT o.ocr% 

-Total - NMT ®.ct% 
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16m1~m 'Uf111t:-J~ ~ m"lle:J.:JG11irn.:J1'Uflru::!m1lJf111m'VI11 LL~::!t.J1 m::!'V111-:J$11n11ru&1"ll ~.:J n1'VI'U ~~'U 1~ t.Jrim 1lJ • 
61-e:J~fl~e:J.:JLL~::!Vi'~L Vit.JlJn'U'VI~n Lnru6f1bb~::!16m1~m 'Uf11':it:-J~~t.J1 PI CIS 1 'U'VIlJ'd~tJ1~bG1'Ue:J"ll1tJ uu'U~1&1~mlJ 

• 
1e:J'Uf111~11"il&1e:Ju1~t.Ji1t:-J~f1111''U1e:J.:Jti.:J1'U'IJ':i::!f11f4!'1J1::!f11~11fl1Bb~f1'V11e:Jiln~ 

®. ®. ® mruL tl'UtJ1tJ1 L .rr1"il1f1 ~1-:JU':i::! b 'V1 f6l ~ t:-J~~ !Xe:J.:Ji1'VIir.:J~e:JG11 b 'U1.fl1~d1 tJ'VItJ.:l~e:J1''U 1-e:J.:l 
~ 

lJ1~1~1'Uf111t:-J~~CJ1~1lJ'VI~mnru6f1'16~m'Um:t:-J~~tl1 PIC/S (pharmaceutical Inspection Co-operation 

Scheme) b~ti'VItJ'dti.:J1'U PI CIS participating authorities UU'U~1~~mlJ1e:J'Uf111~1'd"ilG1e:J'U 1~vi1t:-J~f11':i~'U':ie:J.:l 
ii.:J1'U'IJ1::!f11f6l'IJ1::!m~11fl1Bb~f1'VI1e:JUmi' 'VI~e:Jmtl~~e:J~"Ii~ bL~'dbL~mru • ..1 

(9). Q1 be:Jf1&111fltl.l.fl1~"lle:J.:l CJ1'Vl b&1'Ue:J11fl1 • 
®.Q1.(9) t:-J~f111~1'd"il:c'hm1::!~flrum~t:-J~~.nru,t.J1G11L~"il1U"lle:J.:J~t:-J~~ (Certification of analysis 

• q \1 \J 

of finished product) 1'Wmi'U~?i.:JLtlw~i''de:J~1~ 

~ 
............................... 'IJ1::!51'Um1lJf111 ............ .... .......... m1lJf111 

.s:l~~~ 
~ .................... . 

('U1t.Juruv.:Jfi' ~1&1111run~) ('U1-:J~1 1~m~) 
q cv q q , 



®.m.l!J ~~f111\9111"il1bfl11~l1flru.f11'V'll\9lrl~1J"Ile:J-:!~1c.116h:\l'ru (Certification of analysis of druo 
'I q IV :::> 

substance) vt'lm'Um1~~\91CJ1~'U~61-:~btl'U~1e:J~1-:J~-:J"Ile:J-:J~~~\9lcJ1bb~~~~~\91119lr~~u 
q 'U \I q 

\!) • ~1e:l~1-:!CJ1 

l!l.® ~b?I'Ue:J11fl1~m61-:~~1B~1-:~CJ1B~1-:~1le:JCJ cr vials ~-:~b tl'U~"J bb'Vl'Ubb?I~-:~11CJ~~bBCJ~ 1~fl1ut1'1'Um:w~ 
\1 

nTVl'U~ 1 'U~1oUe:lfltl..!?I:WU~~11 tJi1-:~~'U 1 'Ul'U~'Ub?I'Ue:J11fl1 1~CJe:l1 CJ"Ile:l-:!CJ1"1le:l-:! Lot. ~"il~ ~'Ub?I'Ue:J11fl1"il~~e:J-:Jii 
' ' 

mm!u"iJ1trr'U~~~\91 hl:w1nn11 (9) tJ 1'Ui''UtJ1~m~tJ1~m~11fl1Bb~n'Vl1e:Jum1 
' 

m. ~e:l-:!~1'Uf111'Vl~?le:l'U~1'Uf11CJ.fl1'V'l.f11CJ1 'U 1 1-:!'V'lCJ1'U1~ 

«::. tn1tJ1~tl'Ufltu.f11'V'l"lle:J-:JCJ1Vi61.:~:we:Ju 
' 

«::.® e:l1~"1Je:l.:!CJ1~61-:~:we:J'U~e:l.:J iie:J1~1~111f1f1l1 (9) tJ ir'U"il1f1l'U~~~\91 
«::.l!l CJ1'Vlf1-:J1~~61.:~:we:Ju "il~~e:J.:~~.:~6h b 'U1.fl1'V'lci1CJ 1 u-ru1e:1.:1~~ f111\9111"il1 Lm1~l1CJ1~'U~61.:~:wm.J"Ile:J.:J 

' ' 
~~~ \91 bb~~ 1 u1 bfl11~l11'191r~~tJ"Ile:J.:J~~~\911'19lr~~uvt1 -tl~~\91 CJ1~'U~61.:~:we:Ju 
\1 • 'U q • 

«::.m 1 'Umru~vnh CJ11"11m1vl1m161:w~1 e:J~1.:~cn~61.:~:we:Ju b ~e:J61.:~19111"il1bfl11~~flru.n1'V'l Vlt.b CJ 11"11f111 
' ' 

"il~vl1Vlir-:J~e:l~e:l.:J"11e:l~1e:l ~1.:1 m1~ CJ~"IJ1 CJ"il~~e:l.:J~.:JCJ1 b ~:WBf1\911:W1il'TU1'U~VltJ1 CJ11"11f11161-:J\9111"il1 bfl11~l1bb~~ b U'U 

~-ru~~"11e:J'U~11-tl'~1CJ 1 'Uf111\9111"il1bfl11~-H~ru.n1'V'l 1 'Umru~'V'ltJl1CJ11~b U'U 1 tJm:w~ru~m~ru~bu'V'l1~ VltJ"JCJ 

11"11m1"1Je:J?I.:~1'U~'Vl~1~-ruw"il11ru1m1b?I'Ue:J11fl1CJ1~.:~ n~11"1Je:J.:~~"IJ1 CJ bb~ ~~Vl~B ~~ ~ 1911 'U fl~-:~~B1 tJ 
«::.«:: ~b?I'Ue:J11fl1 (~"1l1CJ) "il~~e:J.:~-rub tJ~CJ'UCJ1b~e:JCJ11n~Vl:w~e:J1CJ Vl~e:JL~mn~m1L~mJ?I.fl1'V'l~1CJ 

\1 \1 ' 

tJ1~m11~1ne:J'Un1Vl'U~ 1~CJ 1~iib~B'U1 "1l 

«::.cr ~"1J1CJ"il~~e:J.:~61.:~:we:Ju 1 Vl1 1.:~'V'lCJ1tJ1~.n1CJ 1 'U ®ct i''U irutl'~"iJ1n1''Um~~.:~'U1:w-ru 1 ui.:~~e:1 
«::.b ~"1l1CJ~'UCJB:w 1 ~~~BCJm~m1tyty1ne:J'U~tl:Jfl:J1"il~~'U~~ 1 'Umru~B1 ud 

«::.b.® L tl'U11CJtn1~iim1~"il11ru1~~CJ1BBn"il1nuty:U"IJB.:~ 1 1.:~'V'lcnu1~ 
«::.b.l!l ~~m1-rmn1~~ 1~CJ~'UcJ'U~~m11i"il1f1bb'V'l'Vl~m-ti'CJ1bL~~ii'Vl~mn'U~'UcJ'U'Vl1-:Jm1Lb'V'l'Vl~ 

\1 ... 

Vl~e:Jii11CJ.:!1'U ADR e:J~1-:J~'Ubb1.:! 

«::. b.m 'V'ltJ\j n'Vl1~ n~ru~1tJ bb tJ'U CJ1Vl~e:J.f11"11'U~tJ11"il b U'U?I1 b Vl\911 ~ bfl~ fl11:Wflm~ bfl~ e:J'U'Vl1-:J CJ1~ ot: \1 q q 

· ;61.:~~~m~'VltJ~e:Jm1-rn~1~thCJ 1~CJii11CJ.:J1'UUru'Vl1"il1f1~L~CJ1-b'e:J.:~num11-tlm 
\1 v \1 

d 
<f. be:lf1?111e:l'U1 
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