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ANANYMSIANIZ YR (Drug Specification)

Atorvastatin tablet 40 mg

(uw.mﬁmu 'Jwtaﬂqn)

Foen Atorvastatin tablet 40 mg
2. quand@naly

2.1 jUuuu gdiandouiidu (film coated tablet) dmiviuyszniu

2.2 dwuvsznou  Tu 1 din Uszneusie atorvastatin calcium equivalent to atorvastatin 40 mg

23 MYuzussy  Wweeeiitnaiin (well-closed containers), Hosfuaidu

24 aane '.:'L'I‘Idlaﬂ'i'iﬁ'l Foanyneen MnAMALTY Yundn Tumuaeny taviindn wunzdouen
finarsifueussylundasen
waen: pgtioedasszyTonisdn Feanlymann vwanawss Sundn Suvsineny Wauiinan
NaoB: i::u'f:an'ﬁﬁn Foantgn1een vuaALuse Yurdn Yuvuneiy @uiindn wusdou
oliegedmuuuussydug fienarsinueivsslundass

2.5 MmsvadauauaLTANalY

2.5.1. AuanURved Tablet InSUARNA/N13ATIR Universal test rsluil
1D} :

Test Acceptance criteria

1 Description/Appearance Complied to finished product specification

2 | Identification complied to all requirement of all specified procedures in the

test on Reference monograph

3 | Assay complied to specific test of Finished product

(Shelf-life COA only) (3.1)

4 Elemental Impurities analysis Complied with finished product specification or specific test (3.1)
/Related substance (ICH Fosywnunadiadidmnnniy Reporting threshold)
Q3A,Q3B,Q3D(R1), Elemental impurities
in drug products, FDA guidance for
industry (August 2018),

USP<232>,<233>,<2232>, BP
supplementary chapter IV Q , EP
general text 5.20)
f’m.l..ﬂiinl"l"liﬂ"muﬂﬁ1UZ|LM\I.La”ﬂmﬁﬂ‘UfuulQ?ﬂ“ |
134%8 \}u\ ’} \J lrnﬂﬁ‘ LLUsesunssunig Z?NT‘FJ .......................... /.’%’.T?.niwms 3ﬂﬁﬁagﬁ,..,‘i,ﬂiiuﬂﬁﬁ

(ney.Vuinu 'Limun) (ney.fSws wirlsaw)
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o Test Acceptance criteria
5 | Microbial limit test Complied with finished product specification or specific test (3.1)
6 | Dissolution test Complied with finished product specification or specific test (3.1)
7 | Uniformity of dosage forms Complied with finished product specification or specific test (3.1)
2.5.2. AuauRval Active Pharmaceutical ingredient 1in15uanina/n13ms23 Universal test Aana LUl

L)

Test Acceptance criteria
1 Description/Appearance Complied to Active pharmaceutical ingredient specification
2 | Identification complied to all requirement of all specified procedures in the

test on Reference monograph
3 | Assay complied to specific test of Active pharmaceutical ingredient
(Shelf-life COA only) (3.2)

4 Elemental Impurities analysis Complied to Active pharmaceutical ingredient specification or

/Related substance (ICH
Q3A,Q38B,Q3D(R1), Elemental impurities
in drug products, FDA guidance for
industry (August 2018), USP(41,
02)<232>,<233>,<2232>, BP
supplementary chapter IV Q , EP
general text 5.20)
- Organic impurities
- Inorganic impurities
(Elemental impurities
analysis) or

heavy metal (USP39, 40)

specific test (3.2)

Meets the requirements

Meets the requirements

NMT 20 PPM

Residual solvent (ICH Q3C (R5-6),
USPA2 <467>,EP general text 5.4, BP
appendix VIIl L, JP17 supplementl

Complied to Active pharmaceutical ingredient or specific test
(3.2)

ANIENTTUMIANUATIHALIBYALALANANWTIANTY

C Lﬁ
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%o Test Acceptance criteria
p.2634-40)
5 | Enantiomeric purity test Complied to Active pharmaceutical ingredient or specific test
(if test) (3.2)
6 | Polymorphism identification mnuansn1siu polymorph Wikansnmeane3adindu Crystalline or
(USP<941> X-ray powder diffraction) Amorphous

3. anauUAnmamaiia
nan1sns29iAs1eRAu A IUulUAN Finished product specification uas Active Pharmaceutical
X . " . dv  a o W w e o =y = ")
ingredient specification fignsdaprnindysirivatuidienduy FlaaansiloudadinIuANENIINNITRIMITUAZE NTENTN
o o& o w EMMVY a v & v o - 35 Yo v e w o w -
assgy Milindudriuilisrdveaduatuifisuwimislmindnnasgundudivladiunie s semansznsg
A5 1309 STYA107 WA.2561 avdufl 6 Funem w2561 @asznidlusieinnunuiui 12 nuanius 2562)
warszyinse @UUT2) w.A.2562 asiuil 3 nIngiA 2562 (@UsEnAlus1winaunyiui 26 nsniiAN 2562)
3.1 Finished product specification: Atorvastatin Calcium tablets USP 43

Y9 | Specification of finished product Acceptance criteria
Identification
1 AUV Complied with finished product specification
B : HPLC Complied with finished product specification
2 | Assay 94.5 — 105.0% of the labeled amount of atorvastatin

Dissolution test

- Testl Not less than 80% (Q) of the labeled amount is dissolved in 15 minutes
3 :
- Test 2 Not less than 85% (Q) of the labeled amount is dissolved in 30 minutes
Test 3 Not less than 80% (Q) of the labeled amount is dissolved in 30 minutes
4 | Uniformity of dosage units Complied with finished product specification

ﬂfl..[”ﬂi‘il.lﬂ’ﬁﬂ”lﬂﬂﬂi‘\ﬂauli}ﬂﬂitﬁ"ﬂmﬂﬂﬂﬂ.lvLﬂ?{"l“'
A
T

........................................ N354T
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wi 4 970 10

D) Specification of finished product Acceptance criteria
Organic impurities
- Atorvastatin pyrrolidone analog NMT 0.5%
- Atorvastatin related compound H NMTL0%
- Atorvastatin epoxy pyrrolooxazin 6-hydroxy
NMT 0.5%
analog
5 - Atorvastatin epoxy pyrrolooxazin 7-hydroxy
analog, if present NMT 0.5%
T 1.
- Atorvastatin epoxy THF analog T 2%
: NMT 0.5%
- Atorvastatin related compound D -
- Any other unspecified degradation product HAT 0.20%
Total degradation product NMT 4.0%
Preserve in tight containers, and store at
6 Packaging and storage controlled room temperature
7 Labeling Complied with finished product standard
WUIBLNR

- W@ Uniformity of dosage units uaz Dissolution T¥uuutenansiIsasdsananisnsaainset winiila
[ = = w
wiawandsafiduiuagliluly COA
-l - v v / - . el o v ail v
- nstiaavzdundanisiiu (Waive) minsindeviiasiensenisialiduenarsudngudanaanladu
ausiRdIeY
- wsunInderivuanarAIUANANNNHARSNS (Finished product specification) #ildiSuayiiAain
Y a s = = o o W -l v o8 wooa
AuznIsuMIBIMIWarELaivirTsivnangddagudasdinissrunsaiuiasassasuynhdemuiindyimiuimun

14 Universal tests way Specific tests

AUNTIUNITANUATIEALDIALAY ALANYLIANY

: O 7
] ¥ / /y -
2 (kD . ji 77 y 4
5 YR R AN Usesmunssaints 28800 A ATINNG - 38300 N3SUNTS

(uw.oiRy 2WaTIAn) (ny Uesmi Tanin) (ney.3ns wirilsas)
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3.2 Active Pharmaceutical ingredient specification: Atorvastatin Calcium USP 43

\D! Specification of API

Acceptance criteria

1 | Identification
A. Infrared absorption

B. Calcium

IR Spectrum : corresponds to standard
The Sample solution exhibits a significant absorption at

the calcium emission line at 422.7 nm.

2 | Assay

98.0 - 102.0% of atorvastatin calcium
(on the anhydrous and solvent free basis) or
98.0 - 102.0% of atorvastatin calcium
(on the anhydrous , propylene glycol-free, and

solvent free basis)

3 | Propylene glycol

(If label as a propylene glycol solvate)

5.4 -7.3%

4 | Organic Impurities

n1siden procedure Yunuisanasizinay polymorph waen

Procedure 1 Procedure 2
- Atorvastatin related compound A NMT 0.3% NMT 0.3%
(Desfluoro impurity)
Atorvastatin related compound B NMT 0.3% NMT 0.3%
(3S, 5R isomer)
- Atorvastatin related compound C NMT 0.3% NMT 0.3%
(Difluoro impurity)
- Atorvastatin related compound D NMT 0.2% NMT 0.15%
(Expoxide impurity)
- Atorvastatin diamino - NMT 0.15%
- Atorvastatin 3-deoxyhept-2-enoic acid - NMT 0.10%
- Atorvastatin related compound H - NMT 0.15%
(Lactone impurity)
- Atorvastatin epoxy tetrahydrofuran - NMT 0.15%

ANLNTTUNTANUATIUAUBYAUALANANYLTIANE

o A [Nt
1aa-uaL)'\UL .................. UsEsIunssunIg

(uw.a¥imy 2ewEAn)

2.a4%0

r

{
<\ \ . .
: ‘?"“ n33UN15  3.83180 N33UNIT
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analog
- Atorvastatin ethyl ester - NMT 0.15%
- Atorvastatin related compound | - NMT 0.15%

(Acetonide impurity)

- Any other individual impurity NMT 0.1% NMT 0.10%
- Total impurities NMT 1.0% NMT 1.0%
5 | Enantiomeric purity NMT 0.3% of atorvastatin related compound E

(35,55 enantiomer)

6 | Water determination - Trihydrate form: 3.5-5.5%

- Amorphous form or semi-crystalline form: NMT
6.0%

- Propylene glycol solvate: NMT 1.0%

7 | Storage and packaging - Trihydrate form: well-closed container and store
at room temperature

- Amorphous or semi-crystalline or propylene
glycol solvate: well-closed container protected
from light and moisture or in tight container;
store at room temperature, at controlled room
temperature , or at 2-8 °c; store under nitrogen

atmosphere or packed with an oxygen absorber;

and store under nitrogen atmosphere ., packed

ith sil ! bt
8 | Labelling
Amorphous form The label so indicate
Semi crystalline form The label so'indicate
Propylene glycol solvate : The label so indicate
If test for Organic impurities other than Indication the name and quantity of any added
Procedure 1 is used antioxidant

UYWAY NMT = not more than
- nstifvansdoundainisiiu (Waive) minsivaaviiassisensialibuienarvangudananailaiu

auTReY
Fm.lzn'ﬁ'sum“:riwuﬂi'mﬁstﬁumazﬁmﬁ'ﬂummams

| e / :{l t
UL\ WS, < ) Q o= {

- - . -
LA aaSenanaliaakinalianl UsEsmungsunIg 2.84%9...- e NITHANT AR N3I3UNIT

(un.07WiRY 29wWia1gn) (ngy.Veimd Tawin) (nqu.fwins wialsas)
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- frsunnndeivuauaraIUANANNINIaYINgAU (Active Pharmaceutical ingredient specification) #ila3u

e - oW

aylfInAmenssuNITaIMSWareT MnluiessiuausEvdndningdiv (Supplier) wialuliasizviuasuisvdnang

o . - - v W W -l o B o 5 5
(Manufacturer) QUL&F]Q‘UU'HLN '?NG'IENG'I'?'Jﬂﬂ'i'lJV!ﬂW:l'llE]WiI.IVILﬂaﬁﬂ"r‘iUﬂTl’IUﬂ 14 Universal tests Wag SpECIﬁC tests
4. nasUsadiuAUsEansnimAesia (Price Performance)
- - - ] a - i 3
TIHALLDUANUDNANT 1799 MIUssiuAUsEaNSNMAD31A1 (Price Performance)

5. @nashldluniswasaun
enasfldlunmsinsununme iGssdduenarswionssymnaauenainuaiu Asluil
a a L =4 ol M .J L] Lo
1) duuenaisiiuen awilne war/vienwidingy Alddutudninnuanynssunisemuazen
wnowme: lunsdifisildemunuuzdediionasuansdovsdlfvesiidiunmsivsasmndninnuauenssums
- ' O oav 1 quy v v v v o= W v - o o -
mMswaseansihemuiivevilddenisse it Teviuldifisuwiriveduwuuluruiaeildlumsinyiviafuuaziinnssey
1 -5 L L] -l
Joamudounisiderliluenarsfiven
3 - a oW - ] vt - v
2)  dnenasyfigUnmedndusiiuanidaminuuaainyenuuzussy (Weuazndsssn) muilddunadeuld
3)  dwundweTunsdoudiiiuen (wuu el vie 8.1) Asuowin wiensisaxdennudnsuzanzradnigiuas
UBAVUANINSEILTENISNITIATIEME (Finished product specification and Analytical Procedures) Aijunziloulilagsioa
998U TIVIENIANSENT A sNEYIUTa T e lmind sz mA
- ] - o wd o v v ° -
wnewme: nidifiegsyninawisullauileisinssiuazdon muninasgivasardsanumseivssnia
wr =] a i i k] - o L] J i L
JusamiaisenangaradinnuAuEnTIINITEIMISIAazY) kuudundveusluvdsuwlassenislunsideudisuen (wuu
n.8. 9) wis duudavaniludsundassemslunsifoudiuen Wy .5) swsauiudie Tasfuiiveudludsuwasliiiu
T ) - - F oo - A s A ar
1 ¥ duiiviulsznavsmesimdidnnsedind dvsunluasuwlaniudasldsunseuliiaindninnuanznssunisomisuay
YA
@) duuiludragmstunsdoudifue Wy ve.2 38 vie.3 vis V.4 w39 8.2 udusndl)
= a
4.1. nsdifswdnlulssvalne (me.2)
4.2, nsdifgnihdaionsuiaussludsamalny (ne.3)
4.3, n3neNNIINAYsEIYIA (Me.d)
ol al Vs ad a v a ° -
wueme: nsdinsvdsuwdasiludivougianazanuiings MuuvdurdArveunluwdsuuyassenisiy
& ar - a @ =l ¢ g W - w Ve a a
neilouiifue (Wwu v.8.9) w3 dundAvaudluldeuidaisiranislunzidsusiiusnierfugdivayginuaranuingn
(Wuv v.4)

5) wnsguvalerimuaRuA WIngAudIe1d Aty (Active Pharmaceutical Ingredient Specification) wayuansinuaien

a"'lﬁ'\lg'll (Finished product specification)

ANENTIUNSIMUATITaY AL ANAN BUIANNG

' ]
2 A M 2 // 4
1.a3%0..Y gl USEEuNTsIng  2.89%0. = TATTNSSING 3L

L &
ATTUNNT
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dnunnasguingaudiendriny (Active Pharmaceutical Ingredient Specification) waganmsgIuKANsTen
d11393U (Finished product specification) Tngszysisen (Pharmacopoeia) ldg1sdanmstinsieilasainsgiuatiaiosdos
Wulvmudadmuauazinasgurssmsiasesiludiseladseivis AMSENANTENTNABITUGY (309 TEYATIEN
W.A.2561 aaduil 6 Surimn w.A.2561 (aeUszmalusiyionuneyiud 12 nuanius 2562)uayseyshse (aduii2) wa.

woa a e
2562 aviudi 3 nInNYIAN 2562 (@eUsznmAlus 1R N Iuf 26 nsngAy 2562)
5.1 duunndyiriuiitunziliou 1 gn vamieieddy (Active Pharmaceutical Ingredient) uazndnfusisrdniagy

(Finished product)
5.2 n3fifiingAusendfty (Active Pharmaceutical Ingredient) viendniusiedniagy (Finished product) lai

° z 2 v o ] - - v o v -
Usinglud51e1 (Non-official pharmacopoeia) finsuanmdngruieiinmsgruveanisiaseidulumudents

Joladaluli
Sy o - o - - 4
5.2.1 HTaMMUALATIINTIINTRINTUATISTIUA 1810 sEImATITuan1Bnues The International

Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
ED)
522  dermuauasinasinueImsiaswings (in-house process) fidonndasfuiCH Guidelines wo
L3 o l.l - IJ LJ o a a " “‘
523 toimuauaranasgiumivvamsimssifinmualilumsen sl drsemis auuseme

o s o & ¢
NITNINABITUFY 1399 T2YAITI81 dmsuzuiuueuug (General requirement for dosage form)
wnewn:daimusaunningAudend1fty (Active Pharmaceutical Ingredient Specification) uayuan fausien

v

dia3U (Finished Product Specification) fastiedeindrsudatunasatiudiondy snuudnsdiishsneiitormuauas

MATPIUVRINTAATIRW I TRgAuFed Aty vie nandusiedniogy
° - w a o ‘et ol - 7 4
6) dnumisdeusesnIzIuMIHARLIMUNANINALTIABTIAILNTHANYY [Good Manufacturing Practice (GMP)) Tu

I I VR VA Y . w -l w o | - s v
wnaiiinveivingiumed iy wazeniaue (@luargn Tasdieglutaanafiiuses) lnufosznaume
6.1 dnumiideiusaannsgiunisudnsanundninusiidnilunisndningivmeididy (Active

Pharmaceutical Ingredient) Alé¥umssusesmuanasgiu WHO-GMP wiawisuwindiuogation
W w - ) ool a & o r -
6.2 dumivdaiusennnsgrunsuanemamEninusIsIRuN1sKEANERAusiBdnSasU (Finished

Product) AlA5UN153UTEININNTEIN GMP-PIC/s viSawfiuuwin

[

6.2.1  guanIngiuredrdty (Supplier)

[T a wor sadv a - | ad W
622 Huiwssgudning (Packaging) nstingndngdniagunasduuussgieauarinogiu

v

7) dwmideiusemanisilasizy [Certificate of Analysis (CoA)) lnusiaaUsenausne
7.1 dwmilhdaiusemanisinsisiingauiend ity (Certificate of Analysis of Active Pharmaceutical

Ingredient) Tnefpausznause
7.1.1 dwumwmideiusamansiinssiingiumend ity vaundningfiusiedfty (Supplier)

ANYNTIUNISIMMUAT AU TUALALALANBLTIaNY
- r N
A 'J i
- 4] 1) |l-" N3 o | ) - O
1.84%8 L}\ Use57uNIIUNIG PICL L — n354N13  3.83%0 ’é‘i‘mm'ﬁ
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o 8w voa
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