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AMANHULLANIZUDIYT cavir 600 _rng. + Lamivudine 300 mg. tablet

iaﬂj_ Abacavir 600 mg. + Lamivudine 300 ms. tablet

1 apuaudanaly

(1) Dusdiaviiniudssnm

(2) vsenausedien Abacavir 600 mg. way Lamivudine 300 ms. Tu 1 dia

(3) Uﬁaluumwmmm{]mnuu,aa Lavpuiuldnaenangnisldnueen Henans
fafuguazaan Sediseanden WUt deulituddnauaaenIsuns
2IMIUATYN

@) aanszyiundn , Hew  Yiemuneny , aviinga , wovedou fsueltiegadaou
UVUAITULUTIY

(5) Funumengveseiideueusiodiitesndn 1 9 duaniufidwey

2. anaudaniaumaiia

(1) Identification test . aasusuiiszylilu Finished product specification
(2) Ulanaienddny - 95.0-105.0 % L.A. of Abacavir
. 95.0-105.0 % L.A. of Lamivudine
(3) Dissolution time . uanaNanisavatevesiieilidiaenin 80% (Q ) ¥e9
Vinausasniudanieluiaan 30 wii
Tagegratiosdauansiniufaaudngna (Min)
Agegn (Max) wazAuAY (Average )
(8) Content uniformity . amarusuiiszyl3lu Finished product specification
(5) Impurities
Abacavir Impurities
1) Any Abacavir - related unspecified impurities i £02'%
2) Total Abacavir - related impurities : <10 %
Lamivudine Impurities
1) Lamivudine - related impurities : <05 %
2) Any Lamivudine - related unspecified impurities : <02 %

3) Total Lamivudine - related impurities ;210 %

wnawe  -~*svyhde Dissolution wag Uniformity of cosage units.. THuuuenansuans
swazianansnTaiasen vniildudslilulu COA
-nsfineanzidouiu (waive) msasieaeUlinTsidessnslalrduuans
anaWswﬁnﬁﬂuﬁandnﬁlﬁé’uamﬁﬁw
-Drug substance specification wmJmmn"hnmiﬂ"waawwam Drug substance
w3lUALATI¥Y Drug substance ‘uaawmammamsaiﬂauu‘lmauwm Taeit
nﬁmsammmmswnwwawnmum




3. douludug
(1) ﬁwLu'mwwmEJLaﬂmsmﬂmuaumwmumﬁauﬁﬁ’umtﬁaa‘imﬁw’luﬂsmﬂlwa way

RN (Dectare) UARINER

1. 1'Lumﬂmms‘uuw~l,uaumium (WUU 8.2, V8.2, 8.3, ne.d wdusnsdl)
$13 1'Lunsmmﬂuamwam‘tuﬂivmﬂ"lm (vanetis ne.2)

1.1. 2'lunsmwLﬂuawmw'u,wanmwmiq (vaneda 18.3)
1.1 3“luﬂsmmﬂummmmnmwi WA (Munefa ve.d)

1.2 fuotunsdeu ne.1/81 ‘ummmauaiwm nSouseazideariaonsAIuAL
mumwmawamnmmmumuwLUEJu (Finished product specifi ication) Wagt®
mmumﬂmmw’ummmu (Drug substance specnfcanon) ﬂimagszmwmsmaau
wasudludufuagdeuuuiendisn: suauily (8.5) dmdeu Finished product
specification Wag /%138 Drug substance specification Tnevanilunowiulsena
Usgmasmddnniainduagliiiiu 2 U am,ssmﬂﬂsunamwmmanwsauﬂa

(2) LONANIFUTBRNNIFIUNTHANE
21 nsdifiemdnlulsenalng fnAnspalidnuinng’ JevldeUTINATEIUNTHARNEN
mwé’nmm‘rhsmiwﬁ'lumsmamm'umﬂsvmwmﬁwmam GMP-PIC/S vi3oriieuwinued
NSYNTNEANS1TUEY Tunmneeniausne atUa1ganNsauNNInTINEBY Tneiinanssuses
mawi"mmsvmm'\mamnwsauﬂa
2.2 n'smmﬂummwnmﬂmwivmﬂ Hnaadadidunmieniideiusomnigiuns
m5mmmwa”ﬂansr'\LLa%ﬁmswﬁ'lunﬁwamm GMP-PIC/S w38 US cGMP YRIUTHNAHER
auuawaﬂmmaumsmsaaaawﬂ,ﬂanwamisusaqna’;uﬂsumﬂﬂszmmswmmaﬂwsauna
(3) mmmwmuLaﬂmsﬂmanumvmaammauaswm
3.1 wamsmiammsw“Mﬂmmwwamnmwummam (Certification of analysis) 'luemfu
V\mmLﬂumaaw‘LumsLa'uam'\aa]1nmdacﬂmwmuMumnsmswmﬁﬁmamusm

3.2 mamsm’saﬁnLﬂi'\vwﬂmmmmﬂu (Raw material) gasenddnildlunsudne

qu‘wdaulumamwlwmwwammuaswmammqmu TnesiaeuanIn1nsIa Abacavir sulfate

way Lamivudine fail

Abacavir sulfate
AuuanUAnIaImAlia UsP 41 |
1 | Identification test - psaarnumuissylilu specification funsiouiives. J
2 | Usnamendng © 97.0-102.0 % L.A. of Abacavir sulfate \
3 | Residue on ignition lalinnnin 0.2 % ‘\
4 | Water determination lalunnnan 0.5 %
5 | Related compounds (Procedure 1)
- Descyclopropyl abacavir lalnnnan 0.2 %
- trans-Abacavir lalunnnd1 0.2 %

- O-Pyrimidine derivative abacavir | . lajynnnia 0.2 %

- t-Butyl derivative abacavir Malsnnndn 0.2 %

- Any unspecified impurity :hiannnd 0.1 %

- Total impurities - ladynnnin 0.8 %




6 | Enantiomeric purity (Procedure 2)

- Individual impurities I lsiynnnan 0.3 % of abacavir enantiomer

Abacavir sulfate
AuauTAMSWALla EU 9.0 J

1 | Identification test - asrarnuaaiiszylily specification Munzidsuiuee.
2 | VinouhendAty . 99.0-101.0 % L.A. of Abacavir sulfate
3 | Enantiomeric purity (Impurity A) | - lsisnnnin 0.3 ¢
4 | Water - ladannndn 0.5 %
5 | Sulfated ash - lalannnin 0.2 ¢
6 | Related substances

- Impurity B - l3iannna1 0.2 %

- Unspecified impurities lalinnAin 0.1 %

- Total impurities - lalunnndn 0.5 % J

Lamivudine
aaaulAnunaiia USP 41

1 | Identification test : agrausuiisey3lu Finished Munglouiuee.
2 | nauinenddy . 98.0-102.0 % LA of Lamivudine
3 | Water determination lalsnnnan 2.0 <
4 | Light absorption - lisnnndn 0.0015
5 | Impurities

- Lamivudine enantiomer

- ldunnnn 0.3 %

- Lamivudine-carboxylic acid

laisnnan 0.3 %

- Lamivudine-trans

laiannnan 0.2 %

- Salicylic acid

laiunndn 0.1 %

- Any other individual

- lalsnnan 0.1 %

- Total impurities

: lslsinnnnn 0.6 %

(v,







