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7.2.1 Finished product specification (In house specification)

4o Test Item Specifications
1 Identification ATITHY

2 pH 60-74

3 loversol assay 70.5 - 77.9 % w/v

a4 lodine and lodide 200 ppm w/w max.
5 Total impurities 2.5 area % max.

6 Endotoxin (as £.coli) [ 1.4 EU/mL max.

7 Sterility test MTIWY

P -
7.3 taouluoue
&/ d‘l 0 ar A ° 1 o
7.3.1 wwnasnsldFveygrndunsideudiveniedmbeludssinalneuazdiuns (dectare)
WVIRIHEAR

7.3.1.1 ludWeymsTunaDowi$ue (e.2 ve.3 ne.d ududansd)

aa%ﬁ{w ................. Us¥5MUNTIUNTS

TSI SRR ) Lot L) LA ATIUNT

B9TD. s Gmwr ............. ATINNT
aeﬁaﬁm ..................... NTSUNINATLATIYNS

3 e-bidding w 500,000 U USuu§s am.66



el d a
- lunsaimduefedaludsemaing (ne.2)
dé o L2 d‘ )
- lunsdimdupniviuieuiiusy (ne.3)
e & P ]
- lunsamiugninaannsnadssing (ne.d)
4 o - o
7.3.1.2 ludweTunzidousn ve.1/8.1 vsaefiaussian wiensvasdeaiitents
AuANANn W INAn AR uiTunsidou (finished product specification) wavdarimun
[ o . . o ] ] J - -
AnnYBYIngiu (drug substance specification) nyfifiegsenimsiasuwdas wily Wi
Qzfpanuvienatsnisauile (8.5) uwieu finished product specification Was/%3® drug
substance specification Tngveudlufauiuusemesenmasiandidnvselind uazliiiu 2 ¥ o
Fulszmmlssmesendidnnseiind
7.3.2 19n@13TUTRWNNTEIURTIHEREN
ad - YV oa VvV odB l o o e a .
7.3.2.1 s waslulsunalne grisdasdidnnawienideiusesnnsgunisudn
ar ol = o o & a i
YIRS NNAUTAZIT SR UNSEEREY GMP-PIC/S watfiouiviy vasnsensasansisuge Tu
PIRETAUDVY
e o ¥ 3 Y A v ae ' o 3
7.3.2.2 nsimfugmiidnanssuseva guandedidnunnmdewldeaiusonnmnsg
- ar L1 d - -
MSHARLWIMANNTILAEISNMIARIUNSKENEY GMP-PIC/S 38 CGMP U89UsBInAfnGs
o '
7.3.3 wnasanameesstiiauesim Eunnmae)
7.3.3.1 mansanvieTzviasnmedndusivesdudn (certificate of analysis, COA) luen
| ey & (7] 1
JuraNdURIBEN

o

7.3.3.2 mamslasinanwingiuresdaendifty (drug substance) Aldlumsuineiqu

o

s

o1 w 1 q’fr Y oo 2 am =
fdafushetrmimesndaemasdriningdu
- ) ik o ¥
7.3.3.3 pan3finw1 Long term stability maammamq*uaqmmuwsmau’h
7.3.4 fptnen
7.3.4.1 flaussiendieadsfinegnseegraios 1 micsussyine Fullufunuuans
- [y v < o Y e o v w ¢ ¢
srwavidoaldnsuirunmismualuidonuandiniludrwiu laslsmeuiagudnisunng

v Inedgsudnuaivearudrsiumsiivinednlilagbinullinnsdla

R I BY LA s AUSEEIUNTINNTG
aa'ﬁa“smh‘“ ................ ATTUNG
D ﬁm f‘hr ............. ASTUMTS
m%am ..................... NITUNTTUABIATIYATS

%5 e-bidding %Wu 500,000 UM UFuUgs &.0.66
¥



o« lﬂ’ i
7.3.5 mavsziuRunmeidaey
A ] of T 1 ar ar 1 =t ar :
7.3.5.1 pridwevsosdiongltialitiosnin 1T 6 Weu duamiudweuiisTudueiguoen
| r ) L - o ot v P ] [ 7] o oal 1 - af b2 Q&
snunsdlenfigumsudmisaluuitn Wuassenarsudunistiissjunsudiadamsouniie
& W ar P
pubusuLaniasueIge 100%
oy Y ) | o . v P
7.3.5.2 pwnnardwevassissddinnmaisluiussmanmsanalinssieguidmey
dd L] 1 ar 1 4 I ﬂi 1 = '3 13
7.3.5.3 nsfimhessnisiinsduitet nefdwauiiiodmalinseinuain wiie

wr 2/

[J < &7 ] H QI Q ‘J 1 ]
swmsesimideioweiietwe laeguesrdesdwiiudnmudnnuimiesenidmss
™ « ch der o v vy dad e - ¢ o 3 18
Aeswinasdufiviisveuamlddenistelumsnsaimseiguam nsdiinuieiliduly
muAuanvATaNs miwsrnmsyeanudvshifufinsanmaaueraedinduesduny
was/miagrdnlunialy

v Y o P v o g A E

7.3.5.4 guisvdssiunsuiiiosindvunangvisilievunay visdlelimsidenann
5 ' [] 1 J = o -] ot =
feusensia neudmun laehiliGeuly Giwkdotuseusuildouen)

=
7.3.6 LBNE50UY
= 1 ] v - L4

7.3.6.1 waneaauslildonsuuvu (original drugs) Aosiivilsdaianinisnaany

. P <t ~ v < = 2 v
bioequivalence 1aseniauaiuSouifisufuesiuuuu InedsnsAnwidesdulumundninns

wazwwUfURumMAnsnthauuavesiealiygredtnuAuENSTINTOWNTHATEY NTENTN

7 v & aid o 6w v & P Vel & '
assnige totissylunsdiidsdrdyussedunuvaunsdeunaul wa2535 wanlueilungy

[

g

b

- ngxpn Biopharmaceutics Classification System class 3 w30 4

- aﬂﬁLﬂugﬂttuu modified release

- ¥l narmow therapeutic index

—gRdnnnuaNENIsIMIEIMISLaLEUSENEINdRYiNIAne bicequivalence L3y
graumitiagmiy, zidovudine (azidothymidine, AZT), 81 sustained release w‘%amﬁuq A
Uszmaluniends

7.3.6.2 nsdimuseidosazarsuas/viadevneuld feaiinanisfinuimunianin

ndsnsaransuav/yiaiienn luivhasaeneg asutiuuasasendesiuienansifiven

[ i 12 O E e UsEEmnNgsing
aa%a“*ﬂ\h”\ ................. nITUNS
aaﬁa................M.....,..........ns'sun'ﬁ
8980 9?m ............. e NITUNTTUBELAYTYNTT

3% e-bidding j?i@}/tﬁu 500,000 U Ui a.m.66



< ] a‘ =t ot ot Ad ot
7.3.6.3 lonarsuienmaeiuanstimdninalismshidlumaifiuinwis (Good storage
practice for pharmaceuticals, GSP) #nu WHO Guideline 2003
1 A =¥ ot ‘o e é o« Ld ] LY o
7.3.6.4 nalsvisnmanefuambmaninaiisnsidlunisindvminewnduiue (Good
distribution practice for pharmaceuticals, GDP) #13 WHO Guideline 2006
7.3.7 giaves, (§ve) Susanlienidndyaneuasuimun (wasnenasmsbusedlidn
&
dtyeyn) sl
o ¢ a ¢ & - x L a e aly v
7.3.7.1 nstinaguasiadinseieniiannnsainenmaninmsunndvieeljifnisala
wwm3gu 1ISO/EC 17025 hithulumumnasgrutedmualunisysenainsian
7.3.7.2 nsdirdadasienvinigniieniivAuainiewanlasdninnuausnssumsems
1] J
wazy" TUMNIAYIRYY LTI
= o ar ¥l 1 13 ) [ J
7.3.7.3 nadiwudgmaanwannadaduyinandwmadiaussdniuanazaudasaiose
feilgisuen
= ar o ar - «
7.3.7.4 nIRAANEOYNITANITAFUNTTUUALNTUITRTDILTINGIVIBAUINITUNNEG
= or [T o P | - y ; 5 a5
W Ivedsadoanwenl dasesenantyTon lameuavesnidnnisds@osluasatanly
1 a AW e oo - LY (3 of oo (33 =l [ ] o
7.3.8 wigsnsveanudnsldiuinsadaduerniivss lgniSuniivAulagdineu
AnznssUMIEISWasslusseza 1 U deuludszmasemenaisidnniotind
= w o‘al o L4 b [l L= 1 3 = o = =t
7.3.9 ndndmeiminniauene sxseddasiinviseglusywinmdutivnagnaniuag
‘J a [l Q)
Aenfumsasdiaundygwingmnoieansiag Tudvidasyseadu
8. waninasilunsiansandadentaaus tnusisa
L fensan mensesiems
M ferseun sensau

9. AMnuaatdeNaunas Melu 30 fueteu 2568 laolsemeruiadygyastesvuisuuusin

1o e e v o & [ORK o &
asitlisAnURn fresseenludedialiuasmy W duesdedindnaniludsteliufuasaniely

p 24
ot ar o 3

ot E:IJ %'l ; L 1 t 174 ) LI IJ & -y &
15 Ju dususiunsuludie Vﬂﬂﬁd?]"lﬁﬂGN@U@W‘U']ﬁSEﬂNﬂ\?N?)UlHSb‘EJSL’Jﬁ’Wlﬂ']%Uﬂ wrvanag

[T Ls - ' o s 1 2 o 1 o A'-’lJ n’fr
’JaEJﬁﬂﬁmﬂﬁﬂﬂﬂ'}ﬂ‘i'lﬂuaﬂ?ﬁﬂﬂﬁﬁ 0.20 neu mmgam*um'lum«zfa'luﬂiﬂuu‘]

A, ke UsEsunsTums
TG R “M\}“"‘ ............... NFFHMS
A, [’;ﬂm o NSNS

R Y. PN NTIUMSUABIEYTYNNS

=

/mu 500,000 ym Uwﬂsq #.0.66

3% e-bidding W



] &= - LY 13 =2 < i l&l L t A a“ L3
10. 9IMuuaznTIEEy iinardtasiefuausuulud@edenudasasm Wensiniulan
£y ]
wdnase
11. dasrduiu Aemdiuliureiiludnaiesas 0.20 dotu auyadwestudsgelunsaiug
12. msfimunssezinaniudseiu

a

12.1 szpgvadulssiuandousnIwen

ot )

& = @ &’ L] o 1 v v o
121.1 wﬂ'5::nu'nn'qum'iwam‘lumiﬂmauasmmumimma 7.354 HYUIUILHBITU

L]

al o v | o e v : ° 1
wWagusnilesinduunaiy visllavunegvsedlsmsidiananiniieusensla feutmualaelull

} o = a =
Raviv Givilsdedusaniubouen)
12.1.2 nizﬁﬁﬂtqummwm'lﬁﬁ'\aﬁumsmu wmMsmsaiiunsdnnslgianniw
#1URIENINIUANTATINANTEVMTUASET NTENTHENTITUY
o v oW W w oM Ve o 2
12.2 szazmandasust aely 15 Yy Judeaniunlaiundsmnuidsuaninaasen
-
13, 3u 9
13.1 L‘éau‘lﬂnﬁmmq%'uﬁaq
P o = o & ¢ o 2 4 4 )
13.1.1 inueinmssiedudisnseaeundntiulumunguinaueinimuaynienms Sstiedmiiums
MY
13.2 daulenaly

cida v a o v °
13.2.1 nsdindudiitymiasnsouanidouldifinduau

BB M"’“/ ................ Us¢5MN550N15
A9T0. ‘m W~ NTSHANS

K T (;"“ ..................... HISUNTS

312 W AT AFSUMSUABIATIYMS

% e-bidding %j@‘i}?m 500,000 UM UFuuge 4.6.66




