
1. qruduffirt?td

1.1 :rJruru

1.2 cirur]:vnor

1.3 nltuulJi:n
1,.4 aarn

n 6tJa nuilv ta?"t't vlJ 0 { u 1I

Atorvastatin 40 mg tabtet

u{.luur rfi o un6 or?'l dr (fi [m coated ta b l.et) a'rvYuYl r-J: vv ru

lu t rfin r]:vnoupiru6'1ut atorvastatin calcium fiauaril atorvastatin
U

dO mo
qa,aq-X

1J i5o LU tL'.J {! OAUv iJ 0.1 frll Fl'l'rl.JtU
AvJ-

- tt,.l{U'l : 5vUu0fll5F'l'l t0ArLltUVll{Ul flUlOFl?l1.ltt:.i ?Ur.JAa ?UYtl9l0'lU
q, I;^

tal?t,.Jaa

' 4 irriuur!::qlunrioru'r $avltlnrtrvlJ::a ou't{l.Jou- nflO.iU'l : }][0fl4]:r 1 i
vA4;rt;
no{ :v1lzuo urv: oljovrl{ fl t:6r drur]:u fl o1J LLavl1Jr Fta?'rL rL:{l o{ ul ral?l

26n iufr uoru lrau ratilvrfl uusirYu ur lirio rou
I

1. 5. nr ivna o! q ruail!-F fi'?h

1.5. 1. nruallrifr ror Tablet fi nr:uaoczua/fl rini?a U niversaI test d'r riolr.]fl
i

v
1,O Test Acceptance criteria

1. Descri ption/Appearance Complied to finished product specifrcation

2. ldentification comptied to all requirement of a[l. specified

procedures in the test on Reference monograph

3. Assay complied to specific test of Finished product

(She[f-l.ife COA onl.y) (2.1.)

4. EtementaI lm purities anatysis

/Retated substance (rcl

O3A,O3B,Q3D(R1), Etementa{ impurities in drug

products, FDA guidance for industry (Auqust 2018),

USP <232>,<233>,<223 2>, BP su pple me ntary cha pter V

Q , EP general text 5.20)

Comptied with finished product specification or

specific test (2.1.)
.v J <,(fror:rurruzuaufrofrrirlrnn'jr Reporting threshotd)

5 Microbiat l.imit test Complied with finished product specification or

specific test (2"1.)

6 ,Dissotution test Comptied with finished product specification or

specific test (2.1.)

7 Uniformity of dosage forms Complied with finished product specification or

specific test (2.1.)
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u
qJo Test Acceptance criteria

1 Descri ptio n/Appea ra n ce Comptied to Active pharmaceutica( ingredient

specification

2. ldentification comptied to all. requirernent of all specified

procedures in the test on Reference monograph

3. Assay complied to specific test of Active

pharmaceuticat ingredient

(Shelf-life COA onl.y) (2"2)

4. EtementaI lm purities anatysis

/Retated substance (r+r

Q3A,Q38,Q3D(R1), ElementaI impurities in drug

produds, FDA guidance for industry (August 2018),

USP(4 !, 42) <232>,<233>,<2232>, BP su pptementa ry

chapter lV Q , EP generat te):t 5.20)

- Organic impurities

- lnorganic impurities
(EtementaI impurities

anatysis) or

- heavy metat (usP39, 40)

Comptied to Active pharmaceuticaI ingredient

specification or specific test (2.2)

Meets the requirements

Meets the requirements

NMT 20 PPM

ResiduaI sotvent (rcH e3c (Rs-6), usp42

<467>,EP general text 5.4, BP appendix V]ll L, lP17

supptementl p.2634-40)

Comptied to Active pharmaceuticaI ingredient

or specific test (2.2)

5. Enantiomeric purity test

{if test) oqTaulunr:rJ:vn?o:'rFr1

fltt-ril:vrrru 2563

Compl.ied to Active pharmaceuticat ingredient

or speciflc test (2.2)

6 Potymorphism identification

(USP<941> X-ray powder diffraction)

u1 n tLfi n.t n 1 : tfl u po Ly m o r p h "LlXura rx n r u ri r u vr r q Yl fi

'jrutJu crystattine or Amorphous
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2.1 Finished product specification (USP41)
v
tJ0 Specification of finished product Acceptance criteria

1 ldentification

A. UV absorption corresponds to standard

B. HPLC corresponds to standard

2 Assay 94.5 - !05.ja/o of the labeted amount of

atorvastatin

3 Uniformity of dosage units Comptied with flnished product specification

4 DissoLution test"

Test 1 Not less than 80 0/o (Q) of the labeled

amount is dissolved in 15 minutes

Test 2 Not less than 85 o/o (Q) of the [abeted

amount is dissolved in 30minutes

Test 3 Not less than B0 % (Q) of the labeled

amount is dissolved in 30 minutes

vt.nUt14a Dissolution test

n:fi st (o) frorrraorrirnr:avnrutroquriaylio r.rio odr.rriounil mrn [[as max l]oinr:avnru]rr'l#u:r!xr each unit ls

not less than Q+50lo

n:ri Sz (g)6'olruaor,"iruadurLo.r tz ufio (St+Sz) > Qo/o and no result is less than Q-15 o/o

5 lmpurities

Organic impurities

Atorvastatin pyrrotidone ana[og NMT 0.50lo

Atorvastatin related compound H NMT 1.0olo

Atorvastatin epo)ry pyrrolooxazin 6-

hydroxy analog

NMT 0.570

Atorvastatin epo)ry pyrrotooxazin 7-

hydroxy anatog (if present)

NMT 0.50lo

Atorvastatin epcxy THF analog NMT 0.2s% (USP39-41)

NMT 1.00/o (USP42)

Atorvastatrn related compound D NMT 0.357o (USP39-41) or

NMT 0.050/o (USP42) or

O.5Oo/o if atorvastatin epoxy THF analog is

integrated together (USP39-41)

Any other unspecified degradation

product

NMT 0.2%

TotaI degradation products NMT 4.0olo

6 Packaging and storage Compl.ied with the finish product standard

7 Labeting Complied to the standard

^r \l^
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2.2 Specification of Active pharmaceuticat ingredient (APl): USP 41:

(A) Atorvastatin catcium (USP)
v

lJO Specification of API Acceptance criteria

1 ldentification

A. Infrared absorption lR Spectrum : corresponds to standard

B. Calcium The Samp[e solution exhibits a significant

absorption at the calclum emisslon line at

422.7 nm.

2 Assay 98.0- 102.0 0/o of atorvastatin ca[crum

(on the anhydrous and solvent free basis)

or

98- t02 7o of atorvastatin calcium

(on the anhydrous , propytene glycol-free,

and solvent free basis)

3 Content of propytene glycol (lf

IabeIed

5.4a/o- 7.3o/o

4 Crganic lmpurlties u6on procedure 1 u6o procedure z iiurili6
fr'rtnr:rvrittar poLymorph tolur

Procedure 1 Procedure 2

Atorvastatin re[ated compound A

(Desftuoro impurity)

NMT 0.3olo NMT 0.3%

Atorvastatin retated compound B

(3S,5R isomer)

NMT 0.30lo NMT 0.370

Atorvastatin related compound C

(Drtl'uoro rmpurrty)

NMT 0.3olo NMT 0.30lo

AtorVastatin re[ated compound D

(Epoxide impurity)

NMT 0.27o NMT 0.15%

Any other individual impurity NMT 0.10% NMT 0.1070

TotaI impuritres NMT 1.07o NMT 1.070

Atorvastatin diamino NMT 0.1570

Atorvastatrn 3-deoxyhept-2-enoic

acid

NMT 0.10%

Atorvastatin retated compound H

(Lactone impurity)

NMT 0.15%

Atorvastatin epo)ry

tetrahydrofuran ana[og

NMT 0.15olo

Atorvastatrn ethyl ester NMT 0.15olo

(1-]1\ alrafl fl1tuall1l]au)
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u
lJ0 Specification of API Acceptance criteria

Atorvastatin related compound I

(Acetonide impurity)

NMT 0.150lo

5 Enantiomeric purity Not more than 0.3olo of atorvastatin retated

compound E (3S, 55 enantiomer)

o Water determination Method la

<921.>

Trihydrate f orm'. 3.5-5.5a/o

Amorphous form or semi-crystaltine form:

NMT 6.00/o

PropyLene glycoI so[vate: NMT i.0%

7 Storage and packaging Meet the requirement

B Labeling

Amorphous form the labeI so indicate

Semi crystatline form: the labeI so indicate

Propylene gl.ycol solvate: the l.abel so indicate

lf a test for Organic impurities other

than Procedure 1 is used

lndicate the name and quantity of any added

antioxidant

l4Xl1UtUq NMT = not more than
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z) druurronar:uranqrionrrruLaarflflo{nlt!uu::a (urzurutiravna'orur) nr:rfikiflu,,rvifluuli
3dou4.vv9 eirrurrirrof,uvvrfluus.irYrur (rmr vr.tr.1v6o u.i) nr!ilnvir vr5o:t:ruaut0uflq[u

#nuruvranrvrorurr{rrEq:r..llravdorilvuFrlna:firutori6nr:irn:rvlior (rinished Product

Specification and nnatytrcal. Procedures) fitfl,lirrCaul{ lerufr'osdrl6{giri!urfitJ:vnro

fl : ul,r :? { a r D r : ru qt iu : o r uB olvri n'j r tJ : v n r o

rfi fi o q]: v u i r r t o rrJ f u u u:-la r u rilti 6i un: r v fi u a v rio rir v u o aL r m:g r ulri,

aoonfror nrl sir: r s rfir-l: v nr rtYl:orvE o rir: r urriraprrior{rrinr runtuvfl::1fl'r: o'r1,n: lLav ul

llluuuldrrurrirrouritru.l6uuillar:run',:lurr,fluurirYrar (urr vr.ti. 9) v6o dturrirto
i4 ,; r 9 v v ,

*n Lr rla u! rruar:r u nr:'iuliv rfl uusirYr ul (rill a.5) rrvlio:r riunru

4) r{rrurlur{rrirynr:duvrvrflsupirYrur (ruul vru.2 yio vru.3 v$o vu.4 vio u.2 udrurin:ri)
d-,
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4. 1.3.n:aifi urrir uirornrirrl:v rvrt ir r.+l

14il'rur14er: n:nifinr:ul6uurrlarurffirrYYroururnrravanrufizu6n l#rrurn"rrurrirtouri'Lt
Mu,;

r!auuLrla{:runr:luvvrfluusir:-rur (urur u.u. q) v6o r{rrurr{rroufr'Ltrr]fiuuurlal:runr:
6) d A - v- ; 
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5) r{rrurvr7rfioYl:oulrrr:6r!nr:zunnurnrrvdnrnruqiiEnr:fifilunr:zu6nur (Good

Manufacturing Practices (GMP))luvrrerfirfiar{orrirurfitauo (arilrirqnmriliounI:

n : r o a o lT o u u-r o ututi u rr a r n r : Yu : o r ) ler u rlo s | : v n o l 6'r u
!

5.1. r{rrurarir6oYr:ol:.rrnrfirun'r:zufinurnr:Lr.r#nunruqiiBnr:fi6tunr:zufrninnGlfr'rur

eirdey (certificate of ctlil actiue PharmaceuticaI lngredient (APl)) 
I

5.2. a'ruururirf;oYl:orilrnrfiruflr:zufrnurnrrr,ra-nrnruqiiBnr:fi61unr:zufrnzufrnfrruqiur

r{rr5ogrJ (Certificate of c.lvp Finished Product)

o) lun:fifirtluururdrornrirrf:vrvrrt rizufinfr'orfiaruuryrirfioil:orzu6nfieu'?4 (Certiflcate of

pharmaceutical products, CPP) ,i* ,:uArYu:otnr:orrariru (Certlficate of free sales,

cFS)luulrprurfirauorru al'ua'raonrl.r:oufll:a:'roaorlnsl'zuaYu:olfrl{ur.l:snrol:vnro

:l Frl

7) ilrniotltfloldoriryuFtFlrunrur-nofrrfr':urr{rriry (Active PharmaceuticaI lngredient

Specification) uuav zufr nfirudureir rEo;rJ (Fin ished Prod uct Specification)

7.1. r{rrurtrm:oruinqfil6"lurr{rrir! (Active PharmaceuticaI lngredient Specification)

Irayiltntoluzufrnfirue{urrirrEo;rJ (Finished Product Specification)Tnu:vlril:lur
(Pharmacopoera) fihidrrOrnr:irn:rvlilnurrn:gruodrrrioo6'orr{lulr.Jnrrriorirr.run

adqtunvilrflisrutornr:1rn:rvu[unr:rurlnsir:rurvfit nrlLl:vnrrtn:vtli?'ifirorttuat
!"
[:o.l :s!r]l:'lul

7.2. r{rru't drug monograph toltfr6'rurdrnr-ry (Active PharmaceuticaI Ingredient) uav
d t _.

zuHndruvturrittSo;rJ (Finished Product)
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B)

<i-
7.3. n7 nj fr im Q 6 u fr'r u r r{r 6'cy (Active PharmaceuticaI lngredient Specification) yS o

q u 
" 

to 
c!

zunmflruqiLrrrirrSo;rJ (Finlshed Product Specification) kirJ:rn61uo{r:rur (Non-official.

pharmacopoeia) froruafl{ua'noru'irurfi}.rra:6ruro.inr:iLn:rvr,irtluhJnr:rriovfirdo
" , u ,3
Lqrl0 Llu

z.e,t.firjoriruuFrttasxllFngruro.inliirn:rvvitusir:rurro{liur11flfirfluaelfrntor The

lnternationaL Conference on Harmonization of Technical Requirements for

Registration of Pharmaceuticats for Human Use (lCH) llto
7 3.2.tto rimuo tLa v u r 0r :or !fl 0 { a l ri uF} : r v r.ifr zu 6 n ( l n - h o u se p roce s s ) fi a o or n fr o r rir

ICH Guidelines uto
---v7.3.3:{namunLLouulFnFruf'rtfiosnr:irn:rvvlfiriryuntflusir:rur gir:rur'tn rir:ru'r

vfi r mrul:v nrrt nivr:xarolt ruqr rior :vl rir:r ur rirr,rirg,rJ iiuuorr.Yu 13q

(General requirement for dosage form)
vo

14lJ1Utfifl: rioriruuontunril{nfld!m'rurdrn-Ql (Active Pharmaceutical Ingredient
lqq

Specification) unvzufrnfiruriurr{tEo;rJ (Finished Product Specification) rloldrtBlalngir:r
d u u 4 v v , <!o dy o:::: d

t0ru?fluttasauurnu'rflu unt?uLtrlfl:fuyFll:'tu'rl.J10.n'rfiuBtlav!1rl55'ru10.1fl1:?[n51vu
4au6od

tanrvinnfrum'rurrirn'ry u5o zudnn'ruvrurrirriq:!,'
o -'o - 

u 

^ 
d , -rir uutarirfr o Yu: o s zu n n r :i rn :r vri (Certifi cate of Anatys i s (CoA)) To u rlo s! : v n o! 6'? u

8.1. riruurvrjrfioYl:orzuanr:irn:rv#inqfirrirurdlfir! (Certiflcate of Anatysis of Active

Pha rmace utica I I n gred ient (APl )) lpr u frolrJ: v n ot frr u

B.t.1.drrurufisfroYu:otzuanr.:irn:rsv{inafrl6'rurrirdcu rorfizufrn{nafrrrfturr{rdru.qUU9U

(Supplier)

8.1.2.r{rturrarisfioYu:oszuanr:irn:rvv{r-nq616'rurr{rn'rp tor{zufrnri6rrfirus{urr{rrSogrJ

(Manufacturei)

8,2. r{rtururirf;oYu:or,.rnnr:eLn:rvvir'rfiFrn-ruviurrt'ruSogrj (Certificate of Analysis of

Fi n is hed Piod uct) tor {zufi n zufr nfiru,?4u 16{r 15o;rJ (Ma n ufactu rer)
4Uvvd

8.3. uonar:Eurlunrua'rr(ud:vra'jrriunr:zu6rlro'rrinaFrrt'rurrirer'ry (drug substance) [Lav
:ll

d 
^ 

u d o d t ,-. ,. iunrszuanto.l,.rfrflriruvieiru5a;rJ (finished product) frlfftunr:zu6nurlufieiuol

rii rur ro na r : rrfi Fr.i r.r a n'r : fr n re'r Fr x'ul n { n'? ( Sta b i I ity d ata )

9;1. rirturuona'r:rtflo.rrianr:finrgraxriln{6'?rvuuurr (Long term stabitity data) siruru 3

!unr:2fi n LLav ongoing study !unr:zufi neirafl rau n"rTfi nre'rn? rlor 6'rqurirq n

' (Ongoing stabitity data)

9.2. drrurronfir:rran{rian'r:finurnrrrnr6'rluanr?uti{ (Accelerated stabil.ity data)

si'ruru 3 1un'r:26n
9.3. ritrurronar:ltao.x,.Janri6nurfiuarx'jrurarrr:ori'nttr-irrfinurki 1qn /a'rturuuaol

r.i:vfr vrBzuanr:inur (n:oiur ufi o) (fr'rfl I

s n,,un*

e)

(ur. fi1arJ nrryoufilad)

:. arflo
(ncy.qfi:r 61vrrn6m)



y.4. n:ilr1Juu'rvrero{auaru/r6oqrrriould 1#r{rr!rLoflar:,.rafl1:nflu'rFr?1}]Fr{r]?va.inl:

avarurrau/y:'o 16ovx/yd.rrtlol'ff "tufr'rviravarurirrl n:rfirurravaonnfroriirtonfir:
rirrYlu'r (ln use stabitity data)

t0) riruuryu-tfioYu:oszufrnfrrurlurritrEq:r.l (Certlflcate of Pharmaceutical Product) tavlrvur

rirurirurlurj:sn1olvu 
v

tt) a'rrurydfl6r!a'nilalqatorzu6nn-rutiur (Bioequiva[ence)louzuanrifinurn?rx]aililato'i

zu6nfinrqiur (Bioequivalence) r{luhJnuiiorirvupr ASEAN Guide[ines for the Conduct of

Bioavailability and Broequrvalence Studies r.r:^o {flonr:finutflrrJ:vfru6zuattavfiralq1a
rorzu6mfleur,iur n:vll:?{aro1:ilqr lnuanrriuvEovilrurrufinrsrfirar.Lqafild'irnr:Yr:or

or" n'^#nlru6lflrv"::x.rnr:o^v :rLfivu e"ir-trr:--u t':rf".:-'"tiu^6'u"rlu)

12)rirrurvrirdofr:our'rFri5r1.Jnr:,1fr,ifi;;;;;neuviiBnr:fi61urXorrJfr:i6nr: (Good

La bo rato ry P ra ct i ce s (G L P) 1u n : nifi r,ir n r : d n rcr fi r a ri I a fi ri r.l r-l : v nr o

t3)r{luryrirfioY!:ocilrFr:rrunr:rffrfnrs'ruuavn:vr',ou',i',ur#nrnruq.iio'nr:fi61unr:rfiuYnrcr

Ltaufl:vetuur (Good Stlrag" Practice / Good Distributlon Practrce (GSP/GDP))

1 4) ri'rau o:r n r 6'o r ri r 6'r o d r r u r o d r.r rjo u 3 v ilr u u : : 1 flru vi

15) dtutarirf;oir:ourm:g^u#o:rJfrrifr'r: lso/lFC 17025lu:runr:Lrfireuo (fr'rfi)

' " e lolnnr:16'Yunr:r::o1u Green book norn:rivrurnraninr:rrv,rlrd (fr'tfl)16) frrturt0na^:ueFr{l

17) drtu'rtonar:uuaordoqlanr:16'Ylnr:u::o"lu orange book to.t US.FDA. u6o European
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