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s8N 1 Atorvastatin calcium 40 mg tablet
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1.8881  Atorvastatin calcium 40 mg tablet

2. amaniianaly
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3. AnENTANMIMARA

3.1 Finish product specification"®
1. USunmenendany mwmumu'ﬁ'szﬁlu Finished product specifigation
2. ldentification m’mshumu‘ﬁ'izlﬂu Finished product speciﬁéation
3. Uniformity of dosage units m’mﬂ’mmuﬁ'ﬁquu Finished product specification
4. Dissolution m’mmumuﬁlizﬁlu Finished product specification
5. Related substances Gls’mchuﬂ’mﬁssqlu Finished product specification
3.2 Drug substance specification : Atorvastatin calcium™?
AMANUANIIINAKA USP 38 BP 2013
1. ﬂ?&l’]mﬁ’amﬁ’]ﬂ”ﬁy 98.0 - 102.0% of atorvastatin calcium 97.0 - 102.0% of atorvastatin calcium

(on the anhydrous and solvent free basis) trihydrate (anhydrous substance)

2. Identification ATIVEU ATIY

3. Content of propylene glycol | 5.4% - 7.3% -

()
4, Heavy metals NMT 20 ppm NMT 20 ppm
5. Enantiomeric purity NMT 0.3% of atorvastatin related Impurity E : NMT 0.3%
compound E (35,58 enantiomer)
6. Sodium - NMT 0.4% (anhydrous substance)

7. Water ( 4%Tu Crystallinity
UBIRLNEINY )

- Trihydrate form 3.5% - 5.5% 3.5% - 5.5%

- Amorphous form or NMT 6.0%

Semicrystalline form

- Propylene glycol solvate NMT 1.0%

ATIUMS
U950t UATINTY WWRINTT ManIant
J Y
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3.2 Drug substance specification : Atorvastatin calcium

(3).(4)

AnaNLianInaka

USP 38

BP 2013

8. Related substances

- Organic impurities

(\iDN Procedure 1 %38 Procedure 2 i‘fun”u
JTFaaMziuas polymorph 284KEN)
Procedure 1

- Atorvastatin related compound A
(Desfluoro impurity) : NMT 0.3%

- Atorvastatin related compound B
(3S,5R isomer) : NMT 0.3%

- Atorvastatin related compound C
(Difluoro impurity) : NMT 0.3%

- Atorvastatin related compound D
(Epoxide impurity) : NMT 0.2%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 1.0%
Procedure 2

- Atorvastatin diamino : NMT 0.15%

- Atorvastatin related compound A
(Desfluoro impurity) : NMT 0.3%

- Atorvastatin related compound B
(3S,5R isomer) : NMT 0.3%

- Atorvastatin related compound C
(Difluoro impurity) : NMT 0.3%

- Atorvastatin 3-deoxyhept-2-enoic acid
: NMT 0.1%

- Atorvastatin related compound H
(Lactone impurity) : NMT 0.15%

- Atorvastatin epoxy tetrahydrofuran analog
: NMT 0.15%

- Atorvastatin ethyl ester : NMT 0.15%

- Atorvastatin related compound D
(Epoxide impurity) : NMT 0.15%

- Atorvastatin related compound |
(Acetonide impurity) : NMT 0.15%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 1.0%

- Impurities A,B : for each impurity,

NMT 0.3%

- Impurities C,D : for each impurity,

NMT 0.15%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 1.5%

(EEL PRTEE Eat:)

nITUNIT

(WNR1INTT Mgawlant)
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S'mmiﬁ 2 Azilsartan medoxomil 40 mg tablet
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1.8081  Azilsartan medoxomil 40 mg tablet
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3781713 3  Dobutamine HCI 12.5 mg/mL injection, 20 mL

MAsTMAIININQUAIIBETT

1. Ban Dobutamine HCI 12.5 mg/mL injection, 20 mL

2. anan T2 b
2.1 luuy WuasazaelsUseannide s wivaa
2.2 fwdsznay dsznau@ae@aen Dobutamine HC ﬁamdaﬁ‘u Dobutamine 12.5 mg/mL 3u1a3 20 mL/
1 MTIULUIIY
2.3 MTULUIN Uﬁqlum'ﬂu:ussgmﬁ@ﬂﬁﬂmm%a Fiaprauna type |
2.4 2y - s:q%am FIulsznaudwIFmAYUazaNULTI TUKEa 'S'uﬁvumq 10TNER uaziaY
nzidoudrsuen Lm:fa%mstﬁu%'nmm‘l'?azhu?mwuumsqﬁm‘vf
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3. AmENLGNMImARA

Namsm’m’?tﬂm*ﬁﬂmn’lmﬂuvlﬂmu Finished product specification W&z Drug substance specification ‘ﬁ
a']-ﬂE]ﬂﬂ'lﬂlﬂa?i@]"l{UQUUL@ﬂ?ﬂu WGVLGWQWVLUﬂuﬂaﬁquﬂ\‘]'}uﬂmwﬂiiilﬂ”lia']'ﬂ'ﬁlslauﬂ'] ni“"nﬁammimaw mu
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mmimﬁ’ﬂ !ﬁﬂﬂ S”Uﬂ'ﬁ'\in W.61.2556 G\TTWYI 11 LU N.7.2556 (aﬂﬂi”ﬂqﬂluﬁ’ﬁﬂﬁ]ﬂquLUﬂ‘H"\'J%'ﬂ 10 &lﬂu’]ﬂu

2556) ﬂivaN 8 UUL‘Y]’]I‘IM.I%HU@]EIUW%‘MJ BIAUTNTIUNITUTENIATIATEN

3.1 Finish product specification*”
Test Item UsP 38 BP 2013

1. YSnadaendngy 90.0 - 110.0% of the L.A. of Dobutamine | 95.0 - 105.0% of the L.A. of Dobutamine
2. Identification I ATIIHU

3. Bacterial endotoxins NMT 2.08 USP Endotoxin U/mg of NMT 10 1U/mL

Dobutamine (Solution : 10 mg/mL)
4. pH 25-55 25-40
5. Particulate matter ATINIU AU

- a‘%ﬂqﬂ'ﬂu’]ﬂ =10 uym
litfin 6,000 aume/container

- a‘léﬂ']ﬂ"ﬂuﬂ@ > 25 um
13itAiu 600 aynf/container

6. Clarity of solution - AT
7. Light absorption - NMT 0.2°
8. Sterility AT ATV
9. Volume in container ATIIU ATIY
(aa%a) ...................... '/}l/ /,,/ ......................... U UAUSNITUNNT
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3.1 Finish product specification

(1).(2) (fr’iﬂ)

Test ltem

USP 38

BP 2013

10. Related substances

By liguid chromatography

- The area of any secondary peak
is NMT half the area of the
principal peak 0.5%

- The sum of the areas of any secondary
peaks is NMT the area of the

principal peak 1%

3.2 Drug substance specification : Dobutamine Hel M
Test Item USP:38 BP 2013

1. ﬂ?mmﬁ"w’lﬁ’lﬁ’m 98.0 - 102.0% of the L.A. of Dobutamine HCI | 98.5 - 101.0% of the L.A. of Dobutamine HCI
(calculated on the anhydrous basis) (dried substance)

2. Identification ATIVIU ATIU

3. Water NMT 1.0% -

4. Residue on ignition NMT 0.2% -

5. Heavy metals NMT 0.003% NMT 10 ppm

6. Chromatographic purity - Any individual impurity : NMT 0.5% -
- Total impurities : NMT 1.0%

7. Acidity or alkalinity - ATIVEU

8. Optical rotation - -0.05° to +0.05°

9. Absorbance NMT 0.04 at 480 nm NMT 0.04 at 480 nm

10. Related substances

- Impurities A,B,C : for each impurity, NMT
0.5%

- Unspecified impurities : for each impurity,
NMT 0.1%

- Total : NMT 1%

11. Loss on drying

NMT 0.5%

12. Sulfated ash

NMT 0.1%
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1.1.1 luns@nduenfndaludsznelng manede no.2
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2,198 3TVIDINATFTIRNTHAA LN
21 nsdfgaaaludlznalng HuAadesdianmsiusannaspumsnaammunsninus ez 3manalu
NMINRALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewmuatau PIC/S participating authorities
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3.3 lunsdidunzfougnanannnit 2 9 ssdastidmnaminenamsdnmn Long term stability N

LﬁNLaw1uYWLﬁUuUﬁUWuaﬂ0 ua:iﬁ?hnwsaouww%ﬁsaaLanaﬁsaﬂnﬂﬁéﬁuﬁamaau§ﬁ%

.
a

3.4 Tunsditunadousanioondt 2 9 axdasddunmMWaNENaNIANIIANUAITITEINAAT AN
lunzidousnunugas LLa:"LGT{umsmmu%'maaLanmsmnpjﬁéwmwaoﬁﬁ’ﬂ

3.5 LANENILAAINNWAIRIVEITMERSAT DIWMEITIN AN sumRsaE UM I luenudutunls
ﬁ‘wgﬂw LLa:@TaaLLamﬂmaué‘yw‘ﬁaaa@ﬂﬁaaﬁ'uﬁaga‘[manmsﬁwﬁ'um
4. aaageen

4.1 diguenen dessaled9eaiies 3 wiBUTIRIAMN Fadudunuugasmossioaldnudan
muﬁﬁmu@luﬁﬁaqmauu‘”aﬁ"a"l,ﬂﬁ'm‘fu

nIvANg

(Wi AT WHEINET Mawial)

wﬁ'lﬁ:smum'iﬁmaﬁszslzseo



5. m‘:ﬂszﬁuﬂ'mmwmﬁdouan (wdnstanaIsn1sTuLszAw)
5.1 mﬁdwauﬁaaﬁmq’b&’l@"lﬁﬁammfﬁ 1 9 Wuaniudevay
5.2 mnmmﬁ'dwau a:ﬁaoa‘as‘hmewmu’lu%”maawamsm’;ﬁmﬁ:ﬁmjuﬁdmau
53 nsﬁﬁﬂmf_lsn'zimsﬁﬁmsq:ué";azhamﬁz&auamﬁae&msaa?mﬂ:ﬁqmmw PUIBTITNTATIIN RS
fo9v0d20819 Iﬂmj'u'\m:éfaadamLﬁ'uﬁﬂmmﬁwmuﬁmmmwmsda@mﬁmi'\:ﬁuauﬁu;ﬁuﬁwnatu
th'i”ﬁhU"?‘iLﬁ'm'zj”ao‘lun'ﬁ@mﬁt,ﬂﬂ:ﬁqmmw nsrﬁﬁwuiﬁm‘l&hﬂﬂﬂmuqmé’nwmxmwn Y8BTV
§9IUEND LRI TN MO TIA LIS INEIVE Q’mUuaxm?a;‘il“wﬁmluﬂiawiavlﬁ
5.4 ;‘Jl"mm:éfaﬁmﬂﬁvumlﬁam’Lnﬁv\mmq wiadaifiemsfeusmudioysznisie 9 nousnuelaslid
Goulw
6. Alawa A (Hne) Busaslisnidndyginowasuivue o
6.1 nsffmamiejum’aﬁmﬁ:ﬁmﬁmnnsu"mmmam‘mmw*nﬁ"l,mﬂu'lﬂmummgmﬁaﬁmm
6.2 NTHHAAN UH, m’ﬁﬁﬂﬁgnﬁamﬁuﬁumwnﬁ psemalapdinnuaMsnIIIMIaTNILazEN v
fyynardaszang
6.3 nstﬁwuﬁ”nvjmqmmwmnw5@ﬁm€ﬂﬁamd@ua@iaﬂsz§ﬂﬁwaLm:mmﬂaa@ﬁ'ﬂ@iag‘”ﬂaUﬁ‘l@i’%'um
7. m‘nmwm?nam‘mfﬁﬂﬁvlaj{uﬁmsmN‘ﬁmﬁm«fﬁmﬁﬁﬂsziﬁgnL’%ﬂmﬁuﬁuhUﬁ'mﬁnmuﬂm:nssumsmms
wazenluszozina 1 Jnawindszmeadszmenandidnnsafing

naEng 619899 N
1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013

nN3ITUNIT

wiril yasn) (WNENIWDT  ngawial)

wiha/mumN3yaniB26/2560



s‘mazsﬁsmQmé’nvmxmm:tmuﬁ'\manmsmsﬁ'ﬂ%mwﬁm‘ﬁm
e B26 / 2560
518019 4 Enoxaparin sodium 60 mg Injection

aalsEnAIMINQUATIBET

1. Baen Enoxaparin sodium 60 mg Injection

2. aassiatianaly
2.1 3uupy Wussassdnannide lelidddfiwiassan
2.2 dwdsnay  Usznaualuaaai Enoxaparin sodium 60 mg U331as 0.6 4adaas @ 1 syringe
2.3 MIULUIN ussglwaa@mssqmﬂﬂﬂmm%awi"auﬁ@ (pre-filled syringe)
24 umn:m_uuussagﬁmfﬁuasmwzmsqﬁﬁusTam ﬁaoszq%amﬁ’tymam, fIULIZNOUVBIRILIEIATY Uay
ALY, Sufinda, Tunuaang, wufinde, nanadoudiiue uasdtiusnewne Yathataamn

3. AMEANVANINARA

Nammsm’?tﬂﬁzﬁqmﬂ’lwLﬂuvlﬂmu Finished product specification kaz Drug substance specification #
greBannundrdrsuatinidioany doldvensfoudadiineunmenssunmsanisuazen NIENTNITVIAGY Pait
indrdsunldgedidaadnatiuifisurimislnininespundsdiiuladisunite awtsznensangs
FDITUFY 304 ST W.4.2556 8ITUA 11 WwEU W.7.2556 (mﬂs:mﬂluﬂ‘ﬁﬁamgmﬂmfuﬁ' 10 igwsw
2556) ns:ﬁvlail,ﬁwwiﬂﬁ"fuﬁ'uqaUﬁﬁwmﬂmxnssumﬁﬂi:nmﬁmm

3.1 Finish product specification“’

AmaNTaN AR USP 38
1. Bnudanndag 90.0 - 110.0% of the potency stated on the label of International Anti-factor Xa Units (IU)
2. Identification AT
3. Anti-Factor Xa to Anti-Factor lia Ratio 3.3-53
4. Benzyl alcohol content (if present) 1.35% - 1.65%
5. pH 6§5-75
6. Bacterial endotoxins NMT 0.01 USP Endotoxin Unit/unit of Anti-Factor Xa activity in Anti-factor Xa 1U
7. Anti-Factor IIA Activity NLT 20.0% - 35.0% of the potency stated on the label of International Anti-factor
Xa Units (IU or [U/mL)

8. Free sulfate content NMT 0.12%
9. Sterility tests AT
10. Particulate matter ATITU

- U@ = 10 um Jailfivk 6,000/container

- 9w > 25 pm lailfiu 600/container
11. Impurities AT
12. Volume in container/Extractable volume ATITHW

2
o
0.
2
\
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3.2 Drug substance specification : Enoxaparin sodium e

)

AmANTANINARA

USP 38

1. WSnmdasndngy

®  Anti-factor Xa

®  Anti-factor ila

The potency : 90 - 125 Anti-Factor Xa International Units (IU)/mg,
calculated on the dried basis

The potency : 20.0 - 35.0 Anti-Factor lla lU/mg, calculated on the dried

basis
®  The ratio of Anti-Factor Xa activity to | 3.3 - 5.3
Anti-Factor lla activity

2. Identification AT
3. Benzyl alcohol content NMT 0.1%
4. Nitrogen Determination 1.8% - 2.5%, on the dried basis
5. Sodium content 11.3% - 13.5% on the dried basis
6. Heavy metals NMT 30 mcg/g
7. pH 62-7.7
8. Loss on drying NMT 10.0% of its weight
9. Specific absorbance 14.0 - 20.0 on the dried basis

10. Bacterial endotoxins test

NMT 0.01 USP Endotoxin Unit/IU of Anti-Factor Xa activity

11. Molar ratio of sulfate to carboxylate

NLT 1.8
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2. 1INFAITUIDINATFIRNITHAAY
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sgn1In 5 Fenofibrate 160 mg capsule

mwﬂsznmﬁ'w’i’ﬁquas'mmﬁ

1.#881  Fenofibrate 160 mg capsule

2. amanyanaly

2.1 3luyy Wusidaustgs dmiuiudszmu

2.2 dwdsznay  Usznausiuélen Fenofibrate 160 mg 1w 1 1il@

2.3 MIULIT ussq’tuumagﬁﬁwﬂaﬂﬁ %39 blister pack Uadnuugd

2.4 287N - s:q"i}am fIUUITNAUAILEAYUIZAIVUTI TUKEA i'uﬁvumq wufinde taanaou
@ue wazdnmaiusnwen 'l'.:”ati'm?mmuuumsa)‘ﬁ'wﬁ

- UIHIEN azi'mtaU?Taas:q%amﬁ?a%amamsﬁw FIBUTENAVURSVUINAINULTIVEIELN

LNUANE® 'Tuﬁvumq"ﬁ’ﬁ'mw

3. AmANTANIIMARA

Namsmi’wﬁmi’l:ﬁqmmmﬁu‘lﬂﬂ’m Finished product specification Was Drug substance specification 7l
1% =3 Q- o a a &l as A 9 . o s
fregsnngrdrsuatudeanu Seldsanaisudadiniuamznssunisainisuazen NITNTWEFITUEY
CA oo o dI e a o “ d A ' ) v o o o o A
muma’ﬁmmﬁ‘l’nmoaa@auﬂu%‘uuwmm.lLmvﬁa‘l‘maJm’1mmg'mma‘ﬁminlwnsu%m MUz NANTENT

] a o o a v A a
mmsmzfu L3aad S:‘ITI‘@I’IS’IUW N.7.2556 anuﬁ 11 WENUW W.71.2556 (a\‘lﬂ‘a‘:ﬂ'lﬂluﬂ'ﬂﬂ’%m‘I:‘LL‘Uﬂ‘B'l’Juﬁ 10 uqmﬂu
=) () + v«! v aa

2556) nsmvl.umﬂum’ﬂwuﬂuqamemaaﬂm:nssumsﬂszmmﬂmm

3.1 Finish product specification"’

Test Iltem USP 38

1. WRanmendan 90.0 - 110.0% of the L.A. of Fenofibrate

2. Identification ATIINH

3. Dissolution Test 1 : dosuaasnsazaelaistounin 70% (Q) of the L.A. of Fenofibrate malu 40
wifi

%38
Test 2 : dasugasnisazaplaitasnin 80% (Q) of the L.A. of Fenofibrate n1elu 2
Talus

#30
Test 3 : dasuaasmsazatlaitosndt 80% (Q) of the L.A. of Fenofibrate malu 30
Wi

%30
Test 4 : dasugasnisazatelaitosndt 80% (Q) of the L.A. of Fenofibrate malw 30
w1t

4. Uniformity of dosage units ATV

5. impurities - Fenofibrate related compound B : NMT 0.5%
- Any other individual impurity : NMT 0.2%
- Total impurities : NMT 2.0%

-
................. \N\ﬂiﬁuﬂ’ﬁ
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3.2 Drug substance specification : Fenofibrate o

Test ltem usP 38 :
1. Pnudanndny 98.0 - 102.0% of the L.A. of Fenofibrate (Dried substance)
2. Identification ATITEU
3. Residue on ignition NMT 0.1%
4. Chloride NMT 0.01%
5. Sulfate NMT 0.01%
6. Heavy metals NMT 20 ppm
7. Related substance - (4-Chlorophenyl)(4-hydroxyphenyl) methanone : NMT 0.1%

- 2-[4-(4-Chiorobenzoyl)phenoxy]-2-methylpropanoic acid (fenofibric acid) : NMT 0.1%

- (3RS)-3-[4-(4-Chlorobenzoyl) phenoxylbutan-2-one : NMT 0.1%

- Methy! 2-[4-(4-chlorobenzoyl) phenoxyl-2-methyl-propanocate : NMT 0.1%

- Ethyl 2-[4-(4-chlorobenzoyl) phenoxy]-2-methyl-propanoate : NMT 0.1%

- (4-Chlorophenyl){4-(1-methylethoxy) phenyllmethanone : NMT 0.1%

- 1-Methylethyl 2-[[2-{4-(4-chlorobenzoyl)phenoxyl-2-methylpropanoyljoxyl-2- methylpropanoate
: NMT 0.2%

- Any other impurity : NMT 0.1%

- Total impurity : NMT 0.5%

8. Melting range 79° _ 82°
8. Acidity ATIIHU
9. Loss on drying NMT 0.5%
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1. 3o Rosuvastatin 10 mg tablet
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S'\ﬂmiﬁ 7 Valsartan 160 mg tablet
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1.388n  Valsartan 160 mg tablet

2. amanianaly
2.1 guuyy
2.2 euisznay
2.3 MTULUITY
2.4 a3 n

Usznaudiueaen Valsartan 160 mg lu 1 1@

WugudandauRda (Film coated tablet) §susUUTzN U
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3. AMENUANIINAKA

3.1 Finish product specification

{(1)(2)

a

1. YSnaenddty

ar

90.0 - 110% L.A. of Valsartan

2. |dentification test

; e - I
m’mmumum:q'lu Finished product specification

3. Uniformity of dosage units

. P N
ﬂ‘i’aﬁ]muﬂ’mﬂ‘i:glu Finished product specification

4. Dissolution test

: | . I
@'mamumumzi_ﬂ,u Finished product specification

5. impurity / Related substance

. p : o
m’)ﬁ]muﬂ’mﬂ‘izq‘lu Finished product specification

3.2 Drug substance specification : Valsartan

(3).(4)

Test ltem

USP 38

BP 2013

1. dSnmaaendngy

98.0 - 102.0% L.A. of Valsartan

(Calculated on the anhydrous basis)

99.0 - 101.0% L.A. of Valsartan

(anhydrous substance)

. Enantiomeric purity

Impurity A : NMT 1.0%

. Related compounds

-Valsartan related compound A : NMT 1.0%
-Valsartan related compound B : NMT 0.2%
-Valsartan related compound C : NMT 0.1%
-Any other individual impurity excluding

Valsartan related compound A : NMT 0.1%
-Total impurities excluding Valsartan related

compound A: NMT 0.3%

2. Identification AT ATIVEU

3. Absorbance NMT 0.02 -
4. Water NMT 2.0% NMT 2.0%

5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.001% NMT 20 ppm

7

8

- Impurity C : NMT 0.2%
- Unspecified impurities :
NMT 0.10%

- Total : NMT 0.3%

for each impurity,

9. Sulfated ash

NMT 0.1%
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1 = General requirement YaILNFIR1TUE MU Finished product E‘ULL‘U‘UEH Tablets,Capsules

2 = The International Conference on Harmonisation of Technical Requirements for Registration
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(2R) ; Current step4 version, 2006.

3 = The United States Pharmacopeia 38
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