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ARIANBAULIANIZ VDY
Simvastatin 20 mg tablet
Hoen Simvastatin 20 mg tablet
AnauTRN Y
2.1 Juskuy Wugude stasulsznu

22 dmusznau W 1 die Usznaumesiaen Simvastatin 20 mg
23 nwupussy  Ussqluunelnezgiililoamand ve Blister pack Ynainuavussyiueideaiuuauay
AT
2.4 287 _ yuussyfu fosszyienndinysznaudiondifyuazaanuuse Jusin fudueny
luTndn waziaunsidousivelisgretoiau
- ‘uumﬂuuwiiqaﬂaéﬁaﬁaaﬁaa‘isq%aw dnuUssnaumendndy auuse Judueny
waziavinanlidnau
AANUANIINALA
HANITASIVILATIY ﬁﬂmﬂ'lm‘fl ulum1y Finished product specification ka¥ Drug substance

specification F8raBannnindusifuatuiieaiu deldeansidousonmznisun1emIsLaze) NTENTIN
GRERPRIGHT mumawmuw’lﬁumqammmuawwmsmmea'lwurmmmmumawmsu’lmmswmm'm
Uiumﬂnimnqmmimvaﬁu [Faa8ysnsen W.a. 2561 m’auw 6 SunAw 2561 (aaﬂivmﬂluswnﬂmnmnm
uil 12 AUAWUS 2562) WazUIvNIANTENTINEET TG 1304 52615187 (20Ul 2) w.p. 2562 asTudl 3
NSNHIAN 2562 (EN‘U5uﬂ'lﬂ1u‘i’l°tiﬂ’«3%’iuwﬂ‘l*}’1’mw 26 NNLIAN 2562)

Finished product specification:

U9 Test Items Specification

1. | Identification mwﬁmmuﬁszq’iu Finished product specification

2. | Assay 90% - 110.0%

3. | Uniformity of dosage units @li’lﬁ)&iﬂumuﬁssﬂu Finished product specification

4. | Dissolution Not less than 75% (Q) of labeled amount of Simvastatin

is dissolved in 30 minutes

Organic impurities
- Tenivastatin Not more than 1.0%
- Individual unspecified impurity | Not more than 0.5%
- Total impurities Not more than 2.0%

Drug substances specification:

a L4 3 . . .
Han1snTITIAsIzaundulunm raw material specification

unnguiaasiunt Juinnana wswwdsungil nediafima maﬁnwmwﬁam WiFtand
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- nsditeansdeundamsiu (waive) msnsanaeudiaseisiensla Wiuuanaenansudngiudangts
Alssueaiacneg
- Drug substance specification innsananluilaszvivestuan drug substance 3eluliaT ey drug
substance wasdnanedFagU atulaatiunil Fdimsmsaiianeinsuyniadedismun
4. Geuluduq
fauenadasudiunnmensienans wiovasaneiledesusenenansiaiisiu TwasBeadsil
1. enansnsldfueugniunsdeusniuoniiedmielulsanelng uavduns (declare) uvdsdn
1.1. ’Luz%’ﬂﬁmumﬁywmﬁguﬁ'}%'um IAuA 118.2 7183 .4 %39 8.2 WiuAnsal
- nsdifidusiisdsluussmelng waneda e 2
- nsdifidusniudienisutaussy vanels ve.3
- nsddugnidhansaseme wnefia ne.d
1.2. frvetunzidou ne.1 vie 8.1 veserillauesIAn Wious1wazlduniITaN1IAIUANAMNINT DY
AnS LAt Uz (finished product specification) wazdaiuuaruninaeingdu (drug
substance specification) nstiftegszminemsidsuuvasuludfufieedouuuianaisnisveudly
(8.5) W39 finished product specification waw/%3e drug substance specification Tngaaunly
foufulssmaUsemasmBidnnsednd waglifu 2 ¥ a Yudssmauszniasimdidinnseiind
2. 1BNA1FIUTOWINTTIUNTHERE
2.1. nsflowanlulszmelng Q’Nﬁmsﬁ'anﬁmﬂms%’usmmmgmmiwammmwé’ﬂmmﬁuaﬁ%miﬁ'Gﬂu
ASHARET GMP-PIC/S Taenuaee1u PIC/S participating authorities ¥30illana@N33UT8INIATFIY
GMP Y29 iNUAMENITINTOMNSUALEN NTENTIasIsan Sermuatulasiiniuaonados
wagviaLieniu GMP-PIC/S lumnnefiiauswe atfudganuseunsasiadaulneiinanissusesi
Fulsgmesemesiadianvseting
2.2. nsflgndninaneslszme émémé\’mﬁmﬂmﬁmaammig'}umiwémmmwﬁnmmﬁLLﬂﬁ%’msﬁﬁ
Tun1suanen GMP-PIC/S Taenuaeanu PIC/S participating authorities %38 US cGMP 481U3zin#
Andn adua1ganINTauNISATITEDY Tnefinan1susesieiulsemeaUsznmnsiandiannsetlind vse
91YNADATN WAILANTE
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3.1, HAN13ATIATIERAMA KA S s 1d T UvesHER (certificate of analysis of finished
product) lusnguiidadusiogs
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3.2. HaNINTITIATIRIAUAWINGAUVEIEEATY (certificate of analysis of drug substance) laly
msnaneguiidnduiegieiveaneuasidningi
3.3, lnansvsenanguguiuaudiussenInsunsanvesingAumendAey (drug substance)
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2.1 3Uuuy

2.2 dusznau
2.3 MIULUIN
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Qmé’nwmzmm:waqm
Atorvastatin 20 mg tablet

Atorvastatin 20 mg tablet

Wuswiiandeufidu (Film-coated tablet) dwmiusuusenu

UsznoumIusien Atorvastatin calcium ﬁauyaﬁu Atorvastatin 20 mg lu 1 uin
Ussgluunslinaiin Jasiuarutu

- vuuss st Fessvyesnduussnaumenddyuazanuuse Jundn fuduany

auindn wasaunzilausmiveliagnetnia
- UUNYUEUSIIENegtafassyTen) duusznaumendiAy AnuLss Muduey
wazlavnanl ity

3. AnaNlAnIamAlln

nan1sns193eAs1zRamanluluniy Finished product specification Wag Drug substance

specification 1619899 nLAdEA1TUaTUREYITU FelraanzileunonnEnsTUNITBINITUATEY NTBNTA

GUIERIG T winduiuildsd e s duatiuiifeuniudelnininnasgundusiisulamsunimy
USENANTYNTIES1TLEY (30958YRTI8T WA, 2561 astuil 6 Suaau 2561 (awsynalusiefion
yunwdudt 12 quaniug 2562) uasUszniAnsenTIees1suae Foq spysi1sen (aUudl 2) we. 2562 a
$uil 3 nangnau 2562 (asdsemaluswiaiyunuiud 26 nsngrau 2562)

Finished product specification:

U9 Test Items Specification
1. | Identification m’r\]ﬁi’mmuﬁizﬂu Finished product specification
2. | Assay 94.5 - 105.0% of the labeled amount of Atorvastatin
3. | Dissolution
-Test 1 Not less than 80 % (Q) of the labeled amount of atorvastatin
- Test 2 Not less than 85 % (Q) of the labeled amount of atorvastatin
- Test 3 Not less than 80 % (Q) of the labeled amount of atorvastatin
-Test 4 Not less than 80 % (Q) of the labeled amount of atorvastatin
-Test 5 Not less than 80 % (Q) of the labeled amount of atorvastatin
4. | Uniformity of dosage units m’a’ﬂﬁhumuﬁ'ﬁsﬂu Finished product specification
5. | Organic impurities
- Atorvastatin pyrrolidone Not more than 0.5%
analog
- Atorvastatin related Not more than 1.0%
compound H
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Test ltems Specification

- Atorvastatin epoxy Not more than 0.5%
pyrrolooxazin 6-hydroxy
analog

- Atorvastatin epoxy Not more than 0.5%
pyrrolooxazin 7-hydroxy
analog

- Atorvastatin epoxy THF Not more than 1.0%
analog
- Atorvastatin related Not more than 0.5%

compound D

- Any other unspecified Not more than 0.2%
degradation product

- Total degradation Not more than 4.0%
products

Drug substances specification:

a € < 4 . .
HaNInTIvIATIRn MULLUAY raw material specification

NUBLR:

#2de Dissolution wag Uniformity of dosage units THLUULENATTLAAIII8ALLDEANANITATIT
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Drug substance specification 191513 nludAs1ziaedguda drug substance w3aluliasizy
drug substance vasuanedFazy atiulaatuvil ddinsesiviieseinsuynideiinmn
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1. wnasmslasuaygntunsileumiveniedmihelulsanalng uazdung (declare) unaskan
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1.2. Avetunsidou ve.1 wie 8.1 vesiliauesian wiauswasiBunidanisamuauaunInyes
wanfusinuiitunzideu (finished product specification) kagdafivunaunmYesingau (drug
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(8.5) oy finished product specification Wag/%3® drug substance specification Tngvoudle
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2.1. nsdlewanlutszmdlng duandesiionarsiusesmnasgiunsuansmumdninasitayisnsiiy
N1SWARYT GMP-PIC/S Tagwuieenu PIC/S participating authorities ®383lana153uIaauInsgIu
GMP Tosd N AN NTTUNNTEMTHAZEN NSENTEI1TAAY Fatmuatulnsiinudonados
wagvinifleniu GMP-PIC/S Tumnaeilausne atiuagamuseunisnsavasulaeiinansiusesia
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3.1, NAN1INIIIATITRRUAINNER S usie1dnTagUvenEn (certificate of analysis of finished
product) lugrguiidaduiaoeig
3.2, HaMINTIVAATIAUN N IRgAUTBIRIENEALY (certificate of analysis of drug substance) fildly
msuaAnguiidaduiegieisvedneuazdningiv
3.3. PNaIVIaVangIuEuiuAUdTUSIIIeIUNIRERvRIngAuendeity (drug substance)
4o 3.2 fugunisudnvesndndineiendnsasy (finished product) 4a 3.1
3.4. §an15An® long term stability maammmq*uawwﬁﬁumﬁauﬁﬁuﬁ’]ﬂ'ﬂmuﬂmsniium‘immi
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6.2. gnIniidaavazFosdednuinmasluiusemanisiiaseionjuiideeuvesdnanuasly
Aeeiingiuisvesdraneuazianingauildnaneuiidumey
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