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srgnrsendvunelulszmdlnenny GPU CODE

a dov & o o 1 ar a
GPU FolATIN1TNINYBINDN4 WU wdweUY 2WRuUUm)
693923 Atorvastatin calcium 40 mg tablet, 1 tablet 72,000 i 1,800,000.00
59099 Usgnmendgsuialy
wwne v 8fish 9aa , unnds asdl dnIATeA, we. alngus Nuney,

WAL HIYY AAINT

o  dd = -1
UYINYUNSIUEU 11 378017 AU

1. ATORSAN (LEK PHARMACEUTICALS, SLOVENIA) (atorvastatin 40 mg) film-coated tablet,
1 tablet

2. ATORVASTATIN SANDOZ (LEK PHARMACEUTICALS, SLOVENIA) (atorvastatin 40 mg) film-

coated tablet, 1 tablet

LIPITOR (GODECKE, GERMANY) (atorvastatin 40 mg) film-coated tablet, 1 tablet

LIPITOR (PFIZER, IRELAND) (atorvastatin 40 mg) film-coated tablet, 1 tablet

XARATOR (PFIZER, IRELAND) (atorvastatin 40 mg) film-coated tablet, 1 tablet

CHLOVAS-40 (fiadwe) (atorvastatin 40 mg) film-coated tablet, 1 tablet

o L L L

LIPITOR (PFIZER PHARMACEUTICALS, PUERTO RICO) (atorvastatin 40 mg) film-coated

tablet, 1 tablet

8. XARATOR (PFIZER PHARMACEUTICALS, PUERTO RICO) (atorvastatin 40 mg) film-coated
tablet, 1 tablet

9. ATORVIN 40 (i) (atorvastatin 40 mg) film-coated tablet, 1 tablet

10. LIPOSTAT (asutndw) (atorvastatin 40 mg) film-coated tablet, 1 tablet

11. TOVASTIN 10 (#ile. wflnaad (1979) (Unusiil) (atorvastatin 40 mg) film-coated tablet,

1 tablet

ar

ayanndyideyaTunisuiuarsiaeunsgiuadive (Thai Medicine Terminology — TMT) 1 fiugneu 2564 http://www.this.or.th
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AMANEUZANIZYDIEN

Atorvastatin calcium 40 mg

1._%})_{[1 Atorvastatin calcium 40 mg
Al
2.1 gduuy Wuendla dwiuiuusen
2.2 daudsznau Usznaumemen Atorvastatin calcium 40 mg sedin
2.3 NYULUTTY UsTQluunlnaiin Josfunasuaraudy uaslaanszyiuminey waziaviings
Tegetaiau
2.4 aan famnsryiundn Tuvuneny uiinds waztawmezidousiunliatedaou
VUNYULUTTY
3. Qmﬂuu“mﬂjgmﬁﬁﬁ Finished product specification
7o Test items Specifications
1 Identification Complied with finished product specification
2 Assay 94.5 — 105.0% of the labeled amount of atorvastatin
3 Uniformity of dosage units Complied with finished product specification
4 | Dissolution Complied with finished product specification
5 Related substances Complied with finished product specification
= ] =

1. dunamasenansnisiéueygrlitunsdouifunfiedmireluyszmelng waruans (declare) uvas
Wan
1.1 luddymstunsdousiue (e.2, ve.3, ne.d ududnsd)
1.1.1 Tunsdidusindalulszmelne (nofa ne.2)
1.1.2 Tunsdidusminditenisuioussy mneda ve.3)
1.1.3 lunsdiifugninthansisUszme (mneda nes)
1.2 Tufwetunadousiue ve.1 vesnilauesamisuseandontonuauaunmyes
wanousinsiitunzdould (Finished product specification) nsdifiegseninenisidsuunvasudly

Wafn 9gfauuuenaIIvInduINaIBn1svawAlY 1M3Bu Finished product specification



2. AMUNNNENBLENANIANAN YL TR LAUDTIAN

2.1 wansTIIeTIEIRMN MEER eTveIHER (certificate of analysis) Tuenjuimimnu

A29879

3. Wunannrannelulsynelng

a a v d' a ri % d 1
3.1 luSusesdudindnluyszmealne Made in Thailand (MIT) fieanlavanignamnssuuvisusemelng

YV =

(01d)
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1. UAg &/

(93yy FaN9)

2 unndy (v

(a6 dnsaseA)
unndaundle wau.nu.ne.

YNNTTUNU YULHBN.NIU. WD,

unngaunly na.nU.na.

3. 5.0 ﬂmi‘l\f

Fmivs auiiviny) vaiuteeignaes
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(WuBn Fuvasae)
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MsUsEUAUSEANSANFBI1AN (Price Performance) kuunngLanasusenIngIaAee

Y aa a a s . . a ° £ v_ =
MmgIsUsTNnsIABLannseiind (e-bidding) 1avil.... .../ b& 31U o NN w1 an 14

N15UsZEINATUSEANSN WEBI1A1 (Price Performance)

Atorvastatin calcium 40 mg tablet

NBAYAIERSUBINY NSULWNENITEINIA lanvuaraninauansusediulsEansnmmesian

(Price Performance) talglunsiansann1sdanmansieds e-bidding lnedisauyseeil

a

1. sefiiauesia (Price) Anluiasaz 30
2. auamuazAuanEniuUseleidemesans loun uesgrugunwedniu nsgu
Tsanuwdn auaudFnaayselovdsonisujimau uaz Uszdniamlunssawm

Andusanay 70

ANZNITUNISLNFUNSSULAZNITUIUA

o~ o
Lusngs o 9 2. unvgs W T cam. 3. 3.0 1“\['{(
(93 Maia) (@il dnIn5eF) (I3 teuiivin) voiusaignaes
unvdeunsle wau.nune. unvidounly wau.n.we. \nduns wau.nUwe. UM @
YIIMTUNU MLHEU.NIUND. (Wudm Fiauresge)

Ho.nu.ne.
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nN15UsZEINAIUSEaNSNATWABI1A1 (Price Performance)

Atorvastatin calcium 40 mg tablet

naanymanitvasiu nsuunndnmsennia finnsandvugmsiauasm lnslivdninmueinig
UszdiuAusavisnmsasien usil
[ diauesim fauauifasusugnisamudszmeaenansussmasendidnnseling
[ wdnsosifiauasien ffadmunesufugniowmuandnuasiangivszmalsennsm
ddnnsetnd
[ sudsudndmsuldidunusiunsusafiuauszansnmeasa Usznause 2 fuuswdn
Fawinazuuy fei

1. s7A1EuasIA (Price) dndu¥esas 30

. o <

ssuvindedainamasgedidnnseindeziuiunisUszananarzuuulianluiauasen

2. pumwuazAuauTAnuYsElovddantesIums Anlusawas 70

a

2.1 nasimsiasenauameaniue (Azuuudy 100 Az Andudndiusesas 40)

v
-

Usznaumesiuwlssnd 3 M wariitvinAsuuuaal

AuUsTaaf 1 1RSEINAMNINNENTU 80  AsluU
FILUT5899 2 11MTFIULTIUKER 15  Azuwu
fauUssa 3 auaudiniaaysslevisanisufunnu 5  Azuuu

2.2 NUNNISRINSUIUSEEANSAWLuNISSNWN |

(AzuuuLfy 100 Azuuy Anudediusasas 60)

v
= LY

1 a U -] L A’
Usznaualastussad 3 A2 wasiuvunAsLuuau

fuUssesi 1 Jayauseaninmmianisinm 50  ATUuY
fuUssa 2 Uszaun1sainsigvaaunng 25  Azuuu
FUUTIRNN 3 YayaatiuayuAmAINg) 25 AUy
FWAZUUY 2 AUUIUAN Anduosas 100
AMZNTTUNSNFYNTTULASNITUIUA
: : N
Luavgy o 2 2. unnis WV Fosar- 3. 5.0 Q“\I“S(
93y Maa) (@316l dnTNTIA) (A3 Laufiving) vo3usRYignins
unndaunie wau.nIU.we. unngouniy wou.nU.we. WnNAYNS HBU.NIU.NE. UM {.
YINISUNU viukau.nU.ne. (Wusn Muresqu)

HO.NMUND.
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= d ’ =
inasinsRasanaunmuazauantanlulstlevidentennis @adudesaz 70 )
« a a  w « = a ar 1 v
LNUNNTINIITANAUNTNHAANUTN (AZULUAN 100 ATLUY Anludndruiovaz 40)

Atorvastatin calcium 40 mg tablet

1.1 wmsgnngRumend@Asy (Active Pharmaceutical Ingredient Specification) (5 AvLuw) 15

wazansguRdnsiueiendniasy (Finished Product Specification) (10 Azuuw)

1.2 wangauaunisdesusewansiinsey (Certificate of Analysis, CoA) veingAuda 20

edfy (10 AzuuL) wasadndusiendniagy (10 azuuw)

1.3 waiguANAMMIANYIAUAWN (Stability data) 10

1.4 doyamivayununmvamdnsine: msdnwidiauya (Bioequivalence) (15 Azuuw), W1y 25
[y) v ad a vy v C |
mMssusesnemsussyasiuenansiieiold (7 Azuuw), lisumsussyegludnyde

TsaSouunnd (3 Azwuu)

L = a 3 Y . 3
1.5 aNWUENNNEATWIBINAANUN AN TWYBINIULUTIINAURNTLT UTIFNUNUATRAN 10

2.1 MATFIUNTNAREIMUMANINUNITN1SNRLUNSHERET (Good Manufacturing Practices, 10
GMP): GNP ngfiusiaendidey (API) (5 Avuuw), GMP wandtsiendusagy (Finished

Product) (5 Aguu)

u L ad - L%
2.2 inmsgrumsiiuinwuazmsnsyaieemamdninasiismsiatunsiuinyuasnsyeen 5

(Good Storage Practice/Good Distribution Practice, GSP/GDP)

AZNTTUNSLNEBNTTULALNITUNUA

p
Luangs o 9 2 unns @V T 3. sauds ;ﬂ]ﬁ(
(93yy Mania) (a576] dnATIA) (@sins Lautiving) voiuTRYIIgNADe
wgounly wou.mUme. uwndawsiy wew.nu.we. WndYns wou.NU.wa. UM L
VMU VUHau.MUNe. (Wusn Fimuvesan)

wB.NMU.ND.
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1484 USP, BP, Ph.Eur,, IP aduagn | 5
1984 USP, BP, Ph.Eur,, IP atulminituszmansevsisansisaay (Feeseysiisen 4
-914849 USP39, BP2016, Ph.Eur.8 , IP5, TP2, JP17 aﬁ'umuﬂ‘szmﬁnis'n‘iﬁqmﬁ'ﬁmqﬂ 3
Fasszyinen

sndwhevessavaniuandn ICH aduaan

92484 In-house process NaanAdaaiu ICH Guidelines NnWte

5
$radesenvessamaniduaudn ICH atuidin i}
3
0

-$1484 In-house process Midganraany ICH Guidelines UNWITD

-§1983 USP, BP, Ph.Eur,, IP atuanan wavuflulunzdeudiveua 10

-§1983 USP, BP, Ph.Eur., IP aduaan uadililaudlalunzibeusmiven 7
1 a s 1 ' d o

-971994 USP, BP, Ph.Eur,, IP auu'lvmmwﬂszmﬂniswsaemﬁ'ﬁmqﬂ LIBITEYRIIIEN 9

wazunlolunziousiSueudn

v =3 @ 1 J A o
-87489 USP, BP, Ph.Eur,, IP Q'U'U‘].'VIJ.Iﬂ?ﬂﬂ‘iﬂﬂﬁﬂﬂi%ﬂi’)iﬂ‘]ﬁﬂimq‘ﬂ LINTEUANEN 6

wadeldlauntalunzdeusisuen

-914849 USP39, BP2016, Ph.Eur.8 , IP5, TP2, JP17 atiusmuuseniAnsensi 8

a15130gY 130esrysn e uwasuilulunsibeusiueu

984 USP39, BP2016, Ph.Eur.8 , IP5, TP2, JP17 afumuuseniAnsens %
ans1snugy Bosszysinen widslildudlalunedoush$uen

ANZNSTUNSNETNSSULAZNITUIUA

1. AN ¢ ) 2. unndga (A\ﬁ oo 3. s.0.M8 ?\Wﬂ(
(n3yy Aanfiv) (@veil dnnsan) @ ies Louivin) vofusevignsies
uwngounly wou.nIu.we. unvdountiy wou.nU.we. tnduns wou.nUne. U 0.9 {
YIINITUNU UL We. (WuSn1 FTmuvasge)

Ho.NIU.ne.
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-SeBahmevesszmafiiduaundn ICH aduage wazuilelunzfeuimiueud 10

Srdahenvesdszmafiduaundn ICH atuage wadldlduilolunsdeousduen

8984 In-house process N@aAARBANU ICH Guidelines 'Vlﬂﬁ’.l'ffa

.
Sradesevesszmaiduaundn ICH atuiiini uasudlelunsfousueuda 8
5
2

97984 In-house process N@anAaaiu ICH Guidelines UG8

L usunisuamidendy 25
[ laidugumssdniientu viouansegnilangiavis 0
[ aiuans L

[ mseifu API Specification ATUNNTYD M13waa Supplier kag Manufacturer uariin1suaning 75

lugduuusuae aniiuviade Physical description

] nsaifu API Specification ﬂiuwﬂﬁ?{l’a 4783 Supplier uaz Manufacturer waslin1suaning 6

TusduvutayaiBeUSunm (Quantitative data) eniiuvita Physical description

[] mssffu API Specification ATUNNTITR Y11UB Supplier wag Manufacturer wagin1suannaly 3

3ULUY “Conforms, Complies, Not detected, N/A” sniiuadia Physical description

] msefu API Specification ASUNNWITD 89 Supplier ¥38 Manufacturer wsifinsuaninaly 2

g'ﬂu.‘u‘u “Conforms, Complies, Not detected, N/A” gALIUTIYD Physical description

] msafiu API Specification ﬂ‘iUﬂﬂﬁ’J'ﬁa v83 Supplier #3a Manufacturer ualuiTadAgm 1y 0
#1371 LU Assay, Related compounds Wusiu finsuansmaluguuuy “Conforms,
Complies, Not detected, N/A”

[ mseifu API Specification luasunnsida vae Supplier ¥32 Manufacturer Tai
N3N

ANENTTUNSINETATSULAZA1TUUR

¢ . ‘f
1. AN dl‘ Y 2 unngs M Warem— 3. 5ovde AT
(93yr Mmaiia) (a5l dasnser) (F51is Lounving) voiusesIgnsins
wndeudly wau.nU.wa. unndauniy neu.nU.we. WnETNT waw.nU.we. Uang @ l
FIMIsuNY MLEe.NIUNe. (Wusn1 TTaurasge)

wa.mMune.
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[ usunsudmden iy 25

L idugumssdadiendu viouansegndlangiavils 0

[ aiwans Tai
W50

[ wsefu Finished Product Specification nnvade waginmsuanwmaluguuuuiaay snuiu

We Physical description

[ ] mseiu Finished Product Specification NNYTe ualinsuanawaluguwuy “Conforms, 4

Complies, Not detected, N/A” eniiuiva Physical description

[ wsefy Finished Product Specification ynvata uslushiedaymasiisen 1wy Assay, L
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