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AENYLIANITYBIYN
Aciclovir 500 mg powder for solution for infusion

1. Y981 Aciclovir 500 mg powder for solution for infusion
2. gruaNiAnalY
2.1 guiuv LfJumenLLﬁqﬁmaUswﬂmnL%mjﬁmgﬂuwm%'au lyophilized powder
dusudatvasaidons
22 dmUseneu Usenaudemien Aciclovir luuSuna 500 me Tu 1 vial
2.3 MYULUTTY Uiiﬂ‘lunﬂ‘lluuUTiQEJWQWU'i’]FI‘O”IﬂL’U?J LLaaﬁuss%nmsnﬂaqnuLLaq
2.4 287N -5eylionn dauusenaufmedIALarAINLSY TUNER auauma \auTinge
u,aul.a‘umL'uaum'iumhamwmwuuussanmm
-Uum%uuussa)mamauaamaqs wamwsa%amqmsm duUsENaULAZ U
ANULSIVBIET LAUTIHER maumqhamwmu
3. puanUanamaia

Naﬂ’\ims’m%miwﬁﬂmn’lwLﬂulﬂmﬁu Finished product specification wag Drug Substance
specification F8aBenundsniuatiuientiu daldaaveduuredinauangnssumssmsuazen
NIYNTHAGITUGY mummmsumﬂimmmaaLﬂuauuwmsmmma‘tmmwmmsswumammsu‘lm
f¥unile AuUIEAANTENTINEGTUEY 304 sEYMTUeN W.A. 2561 avtuil 6 Suanmu 2561
(aaﬂssnm’luswnmmwnmquw 12 QAT 2562)

3.1 Finished product specification: USP 41

99 Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0 - 110.0% of the labeled amount of
Acyclovir
3.1.3 | Uniformity of dosage unit* Meet the requirement
3.1.4 | Bacterial endotoxins NMT 0.174 Endotoxin Unit/mg of Acyclovir
3.1.5 | Sterility - Meet the requirement
3.1.6 | pH 11.0-12.5
3.1.7 | Water NMT 5.5%
3.1.8 | Impuirities
-Guanine NMT 1.0%

N3IUNIT

(wey. g3 TysgasTonas) (A gRuNeY) (ney.0107¢3 MuEd)
GPU 520268 [V2408]



- Any other individual impurity NMT 0.5%
- Total of all other impurities NMT 1.0%

3.1.9 | Particulate matters

-size 210 um NMT 6,000 particles/container
NMT 600 particles/container

-size 225 pm

3.2 Drug substance specification: USP 41

h) Test Items Specifications
3.3.1 | Identification Meet the requirement
3.3.2 | Assay 98.0-101.0% of Acyclovir on the anhydrous
basis
3.3.3 | Guanine NMT 0.7%
3.3.4 | Ordinary impurities NMT 1%
3.3.5 | Water Not more than 6.0%

wanuimg - *szyiate Dissolution AU Uniformity of dosage units...... Wiuuulenansuanesteazdunua
msnsaaiasizst mndlaudalilulu CoA
_ nstiflaansifoundanisiiu (waive) nsameasuiinseitesemslalituuansienans
wingudsnanfldiueyiRce
4. [oulvdu
4.1 wenansnsléfueyymtungfeussusitesmirelulssmelng uazdiuna (declare)
UVaIKER

411 luddymstunadeusiven (e.2 .3 e.4 v3e 62 udusinsdl)

412 Tudvetunadeu ve.1/6.1 vaserilauesian niouswasduaadanisauguy
ﬂmmwmaawﬁmﬁmﬁmuﬁﬁumﬁau (finished product specification) wag
JafruaRuNINYBIIngAU (Drug Substance specification) nstifogsEming
mMswasuwlasudlufindiy awfosuuuenarsnisveunly (8.5) sniay finished
product specification wag/13e Drug Substance specification

4.2 1BNATFUTNNNTFIUMTHANYD

421 nsdfemanlulsemelne duandasdidiunmmeniidoiussunnsgumssio
SNV NINITIENSARIUNNSREREN PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tnguiaea1u PIC/S participating authorities w3eillonens

N334UN3

(wey.a35od Tusaassanas ) (agddaen YRus) (N0 Mued)
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4.2.2

SUspRNASHIUNSKAREMLTANINUTILAL IS TR luNsHARe e sd N
ANENTIUNTETMSUALEN NSENTHADNIUEY Tarmuatulaednimaenndes
LasviaLisnfundninasiasismsfintunsuane PIC/S Tuvnagiiausune
aﬂ"ua'wqﬂmusa'umsmsmaau‘lmaﬁmams%’usmﬁﬁuﬁussmmssmmﬂmﬁlﬁﬂ
Instnd

nsdiilugindrandeusema grindosilionansiusesmnsgiunsninginy
wannaeIsNsARlunsnanen PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tngwa891uPIC/S Participating authorities atuaiganu
sounnsmsavaeulneiinanissusesdsiuiivszmealseninsimdidninsiinduse
MABADILTNLAIUANTE]
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4.3 1BNAIIAMATNYDIYINLEAUDTIIAN

43.1

432

433

434

4.4 F19Y198
441

HANNIATIVIATIBVRINWRERS eIvNEn (Certification of analysis of
finished product) ‘lum‘iuﬁdﬂﬁ"sadw
Nams'sLmﬁ“mmmwmaﬂwadmmmﬂzy (Certlﬂcatlon of analysis drug
substance) f’ﬂ‘z’ﬂumswammsuwmwumamwwaawwammuavmwammnmu
Lanmwsamangwuauaummauwuﬁiuquumswammanmqmwmmmehﬂzy
(Drug substance) 8 4.3.2 fugunswanvenaniausidniagy (finished
product) 78 4.3.1

NAN13ANWY Long term stability #3 ASEAN guideline on stability study of
drug product maammmqmaamﬁlﬁﬁumﬁauﬁﬁuﬁwﬂﬂmuﬂmsm‘sum‘s
DITUALYT NTENTINEGTNUEY

HLAUaTIAN Fosdssregneeagnadon 1 wiisussyin Fadusmunuuans
sway Laaﬂ‘lmﬂsumummmmum‘lummaﬂmauummlﬂmamuma‘lu 3y
NAINLEUDITIAN

4.5 MyUsziuRuANeNdwBY

4.5.1
4.5.2

453
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4.5.5

4.6 fiauesim
4.6.1

4.6.2

4.6.3

fupardosfudsusdienlnduuneny viailelinmsidonanmiieusynns
1a q fourmuslaghifiteuly
syuumsiiiukasdndeeniildumsgunumdninasi GSP (Good Storage
Practice) Wag GDP (Good Distribution Practice) Insuandienansuszney (W
wanaenansNlFIuMITuTOIsTUL)

() usenliionidndgnnouasutmundsil
4.6.1nsiinamsauaTITATEiIN NN sIAneMansmMsumEvie
WoaUfURNAlFNASEILISO/IEC 17025 mansnsavdiasiesiliiduluny
INIFINTBAMUA
nsdinansusieninigniFenifuuanitemarnlaedninguaugnssunisems
wazen Tugas nm‘uaaﬁmmﬂwfdua%ma
niﬂ‘iwuﬂtymﬂmmwmfmﬁmﬁm%ﬁawdmaﬁaﬂszﬁﬁmaLLazmmUaaﬂffWia
fuaeiliFuen

4.7 mhoswnsveanuans ifuRinnsanndadusieiiuse TigniseniivAulaedninnu

AnenssUNISeIsazenlussesna 1 JneuiuiuenansiauesnnIn1sinaensil

5. psUseiuA1UsEaNSNINAa31A1 (Price Performance)

s'\aaxlﬁaﬂu,amLaﬂmsmuanffﬁﬂ53Lﬁuﬂssﬁw%mwﬁaswmﬁuu‘um

HIUN133UTIAMZNTTUNTANANHUZIANIZYD YN
Aciclovir 500 mg powder for solution for infusion

N3IUNTS
, y
3.\ @228 ...
(wey. @35 Suspssanas) (g ddamn AU (ngy. 010775 Augd)

[V2408]



5.inaueiusediudszansniwmasian (Price Performance)
Aciclovir 500 mg powder for solution for infusion

AauUsuan UIUNAZUUY
1,59 7LEUD 40
wvad & & 1
2. AaunmuazpuaRnduuselonisenesunis 55
3.ulunsAuen 5
SIUNINUA 100

ALUS509 UIMUNATUY

LaAsgIUNan 60
20055 JuRns 20
3 anuanTATioUstlomisiomsuf iRy 20

57U 100

o/ d a
1.6uU55099 1: W1ATFIUNEASUET (ATHUULAN 200)

1.1 msfusespunmvomdndast @ 1 lu 5 Azuuulin 100) 100 60
(n) \uerdeeglulydseniseinuninyes WHO List of Prequalified Medicinal Products

(2) Wuseglutydsevendndusiongunmuazduin (Green Book)
Tngnsuineremansnisunng e 1 - Jaquu

L9

() Wueduwuuviesieglutydsedenan fusenqunmuazyunan (Orange Book)/EMA

LY

() Lﬂua'1%'\1@Q’luﬂ’m%sw%awé‘mﬁ'zu%mﬁlﬁ%’umi%’usm (Approved Medicinal List) lag
\3ornelsmeuianguan tuwwigamaniuvisussmelng

(@) Lﬂum‘muwamsamLﬂiwvummmuluuaamﬁ 3 sumswammm*uamsmsammswmmlu
Youniwhdeiszylu Green Book auumamwﬂswngswmsm‘uaammmmﬂwsamum‘uaw
suu'luﬂmauumﬁ'[sawmmaﬂiumﬂLLaumammﬂswvvmmalumu 5 Yiuantudlazuns
Susemam TR TEiausEmAUsEmanAdidanselind analinseilaeiosufiRnsds
LildwesfvRnmsvesiuantuagesufjifinis auanesgiu ISO/EC 17025 3nmideay
accreditation body fiveniuluseiuanna viselagdineuanasgruviesUjuanis
NFUAINYIPNEARTNITUNNE  NTENTNENTITUEY

N33UNIT

(wey.g33od Yysepssowas)  (agdvdeen gAuNT) (ney.01ne3 ANEd)
GPU 520268 [V2408]



1.2 doyaaduayu Anv1idenuninkdndiu 100
(dendeladenis miniuinnin 1 wdelidenteniazuuuannign)

1.2.1 NSAINANAUNENFAULUU TII89UNISANYINIARDNNLEANIDIUSEENTAINYDI 100
¥ U ala (el' ' d <
M IUNITINET AIANUN LLITAITNWNNISUNNENULTDND
' ) a P aa o ) - - - Y
1.2.2 nsaulalvenduiuy J9189UnsAnwINIeAatnNuIvannIuseansnmuassnnuen 100

v o = aa 4 = a a ¥ o aa

WULL‘UUVﬁaiWEN']Uﬂ'ﬁﬂﬂU'W]'NﬂaUﬂWLLaﬂQﬂﬂﬂiﬂaV]ﬁ'ﬂ’lW‘Ua\iﬂqm?’ﬂUﬂqisﬂUW a\‘imWN‘Vﬂu
I - v v = ' v v gy Yy aa

'J'\ia']swqﬂﬂ']itLWV]éwqu‘Uﬂﬂa (Lﬁ@ﬂ‘ﬂa'[mla‘wu\i ‘Vi']ﬂfll]']ﬂﬂ')'] 1 w')’UEﬂMLaaﬂmﬂwuﬂguuu

mﬂﬁqﬂ)

() 330137 Pu Randomized controlled trial wasdinsifulusasmemsunngiundedio 100
(1) Tennsfinwdu NON-Randomized controlled trial wagdinmsfuWlunsansnamisuwndiindedio 90
(M) 3ns@nwndu Comparative studies Wuu cohort studies wariinsARuilunsansmensunnei 70
Undeiie

(1) 33msAnwdu descriptive studies wuucase report or case series (31891 U8) waziin1sAfiumly 60

ca 1 A a
AMTANINNNTUNNYNUNTDOD

(3) \dendeladoni 40
(1) msfinwdu q Adeatesiuaudaeafveseuazmisrnulaeaduveiildsue

2) shtete () vie (1) vie (A) 3o (1) AlifnsiRulunsarmemsuwmdidode
1.2.3 gz nsdiduen Biosimilar feafinssusesludeusldifeaiuiueiduuuy 100

a

o a wa
2.6uU5599% 2: WIATFIUTRIUATANTT (AZHUULAN 100)

v Am .kdk U L y v ’
2.1 o fURNMSRIUNITTUTEIMI AN TN IR ISO/IEC 17025 AUNIsVIAdey 100
a U ¢ wa a 40
naRSueduesnluT N IIRdBUMUAENTRMAMALANI VIR
. . . . A o L L 3 dl
Finished product specification fifmualilunadnuaglusienisnsiueieingis

(n) Assay or potency 40
(%) drudoneaeudugiivde fvualirzuuusnfuwiiy 60 winasaasuynite 60
atelavdentimuiitmualily FPS Wemadadiuann 60 Azwuy ivintu

(nedloy 2 fumia) Tnewadensinsuuuteriviousvinaiy
2.2 wnldldFuses WesUflRnsTiiunsTusesmLENINSARNNIASEIM ISO/IEC 17025 60

PnnsEAnemansnIsunwme onde (1) vse (2)

(1) fvfsdeuanimsvasusosmuaiunsaesujianisuinsgiu ISO/IEC 17025 210
nsuAnermaninisunng Fealinmeasundndneiefiaussmlusienisaaoy
asvdsunsImuAnaNtivnamailn 3 lotlaeesjunnns ISO/IEC 17025 laily

N33UNIT

)
=
=3
ol
=
N—r
o |
o
2
©
)
hec-
=
3
afld
=3
=)
Vo
ee
o

(wey.a350u Tysapssanad ) (ngyddeen 4
GPU 520268 [V2408]



Y a Ud‘l
WHEA% AU

LY

. . . & A o L L (d‘
Finished product specification Nfmualilunudnvuglusiens envineinnge

v v L = a0 T . ¥ o
witaladenisnuiriuualilu Finished product specification ¥inaanmiu

o 1 & a ° ' el v v o & [y
dndruan 18 wwtlavu (madeu2 suvus) lnewdsnisiiaziuuteniaoyssanmny

(n) Assay or potency 24
(9) dudenedeudugiivde fvualirziuusiy 36 mnasavasuyniite (e 36
vhdelavhdeniianuiitiualilu Finished product specification Wnaanaiu
dndquann 36 awilndu Meden 2 Fuve) Tnedsnslrzsuuuteiivie
Useanainiu
(2) SNz MNEDLAMINTYBTUTBIAINAINTIA ﬁawﬁﬁ'ﬁmiﬁmummgw ISO/IEC17025 30
Mnnsuinermanimsunmg Taglifinsmageundnfusiofiaussmlusensadey
nsasunssuAaNTAmamailn 3 lot InewesujiAnas ISO/IEC 17025 Lilddkén tail
Finished product specification Wﬂﬁwuﬂl’ﬂuﬂmaﬂwm”'luiﬁam‘sL’J‘Uﬂm‘nmwmw
(n) Assay or potency 12
(9) dhudoveaeuduqfivde fvualinzuuusiy 18 mnavaasuynite Mvn 18

o a vad & ' a
3. faudsseef 3: anauvANBaUselevdian1sUfURY (AZULUULAN100)

a.ussfeiduluy 1 whesie 1 naps wardifvhazaendenlundes

& amnusswam Lot NO. Ju@ueg vn 9 mieeey

2. LUUEJ’]QGWIﬂ']‘UU“UﬁﬂLUu vial uaziiiUavinvile flip-off iieannsuuidou 10

3. us3yiusidosiunayn 4 wihodey (seiumitegey Wy #® amp, 78 vial) 20
60

e

Fuusns

; o LY , v o I a <y v v oa a
msuaniasunvdueienlndvuneny (eniiundenglifiu 1 Indeiunings) 100
< v ¢ % Ay o < i
3.1 msuwanWasuntdusielndwunony lnglifidedmuatoulala 4 lunsuanwdeu 100
>~ Y v
3.2 mIuaniasunyiusio lndvunegniglu 6-8 Loy 50

N33UN3

N\ il @70")9\/5

(wey. &350 TusgaTIaues ) (ngy.3rdmen YAuISI) (ney.01n"e3 Agd)
GPU 520268 [v2408]




LUU UN.o®

A19LENIINIUIVUTZUUN LASUINETSHATSI8AZIDUAAT LTINE
N15AYBININNNA LUIUNBES9

. ¥alasenis Usemas1@een Aciclovir &oo mg powder for solution for infusion Ine3suszningna
Bldnnsetind (e-bidding)

- weu1vadlasing lsmeuagnssiil ngunundunssy

. 1RUIUUTZIN U lAsUdInEsS
©,68&,000.00 YW (MiaduaAD AUk UAVIILANUUINDIU)

. Fuiitmuanmnans(1aénedy) o fuil wd NINYIAYN b&ow

AU & o000 vial ,
S1A1/91128 ndo.co UMW
Wuky ®,05,500.00¢ UM (MIduaULaURNUEUAAURNS a8 UNAIY)

. WAEITNNIVRITIAINGIN(5IAE1984)
Us¥NIARMENTTHMINAILNTEUUEUINA 1599 MTuATIAINANET SUUATIYAIINLUNT o AAAN bdoe

. MY MUNGNMUATIAINGNN(51AN81984) YnAY

o.0 WILATUAYIA AIATY Uses1unIsunig
plo wNalguItun @AlnIng NITUNT
o.on UWNEAMBINAT AIUZE NIIUNIT

UsEEIUNTIUNNT

“ 24 MO\};/'
E‘N‘Uam ................ NIIUNTT ANYD.......... @ 7 ..........................

(unealgdun aelning) (UNEIDINAT AUEE)

NIIUNTT




