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1. Zasn

2. ansanienaly
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2.2 fwilsznay
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Atorvastatin calcium 40 mg tablet

a A1 a X
Uiiﬁﬂmtmﬂﬂauﬂ Yainuanusn

dsuen 1Y ama’ﬁ‘mﬁmuumsgﬁ’ U

Wusidawnfaufau (film coated tablet) #1ATUTUUTEMU

1sznousisden Atorvastatin calcium figuaaniy Atorvastatin 40 mg 1w 1 e
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3. anaNaNInaLa

3.1 Finish product specification

M2

1. USanuandany

m’aﬁlci’mmuﬁizq‘lu Finished product specification

2. identification

m’mﬁhumuﬁsxgh Finished product specification

3. Uniformity of dosage units

@S’Jﬁ]&i’lu@’mﬁiz‘lﬂu Finished product specification

4. Dissolution

@329 MaNaITISZYl Finished product specification

5. Related substances

m’mc&’mmwﬁizqh Finished product specification

3.2 Drug substance specification : Atorvastatin calcium

(3)14)

Qmauu“?m'mmﬂﬁﬂ

USP 38

BP 2013

1. YSnadanndeny

98.0 - 102.0% of atorvastatin calcium

(on the anhydrous and solvent free basis)

97.0 - 102.0% of atorvastatin calcium

trihydrate (anhydrous substance)

2. |dentification ATIREY ATITEU

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

compound E (3S,5S enantiomer)

Impurity E : NMT 0.3%

6. Sodium

NMT 0.4% (anhydrous substance)

7. Water ( i‘}uﬂwu Crystallinity
yayendnty )

- Trihydrate form

- Amorphous form or

Semicrystalline form

- Propylene glycol solvate

3.5% - 5.5%
NMT 6.0%

NMT 1.0%

3.5% - 5.5%

a e af e
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3.2 Drug substance specification : Atorvastatin calcium™*

- amAmianemaia USP 38

8. Related substances - Organic impurities

(Laan Procedure 1 #38 Procedure 2 'flruﬁ'u
S88ATzYLaE polymorph 2BIKIEN)
Procedure 1

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

- Atorvastatin related compound B
(3S8,5R isomer) : NMT 0.3%

- Atorvastatin related compound C
(Diflucro 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%
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1 = General requirement VaILNFFE1TURINIU Finished product JULUUY Tablets
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of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.

3 = The United State Pharmacopoeia 38
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5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ll.a:@;ﬁa
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ILAIDYAAUANHMLRNIZUKUNIBLANFITNITIA DO A RN 87
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o
3180115%N 2  Dobutamine HCI 12.5 mg/mL injection, 20 mL

aalIENIAIIRIAGUAIILEIH 10 08 2561,

1.808n  Dobutamine HCI 12.5 mg/mL injection, 20 mL

2. amaaianoly
2.1 uuy Wussazanelaunannida swiuda
2.2 sawdsznay Usznaudle@asn Dobutamine HCI ﬁaugaﬁ'u Dobutamine 12.5 mg/mL 1U3unas 20 mL/
1 MPULUTIY
2.3 MTULUITY miqlum’nuzussgmﬁ@xﬂsmmm"ﬁra Fhauauta type |
2.4 287 - szq%am FIUUTENaUAILITAYUITANNITI TUNES 'S'uﬁvumq TN uazay
nzifoudive waiBmafuinwenedstauuuusaimed
- UWMTUSUITIEN aﬂwaﬁamﬁaasxq%am WinTamamsdn FuLsENaULAZ TR Y
ANULTIVBILN LRUTINA® 'S'uﬁvua'lqvl:?‘ﬁ'mau

3. AuANLGNImaRa

(11(2)

3.1 Finish product specification

“Testitom | wspas | sram
1. PSunmdrndian 90.0 - 110.0% of the L.A. of Dobutamine | 95.0 - 105.0% of the L.A. of Dobutamine
2. Identification AT ATINY
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 AT AT

- aié»n']ﬂ?]u’]ﬂ > 10 ym
%i1Ain 6,000 ayma/container

- a%ﬂ']ﬂ’ﬂu’lﬂ > 25 um
aitfin 600 ayna/container

6. Clarity of solution - ATITHIW
7. Light absorption - NMT 0.2°
8. Sterility ATITNU ATV
9. Volume in container ATV A

4 %
(CRE:2) WY S e U FIUAHENITUNNT

wadozsan Inuamand)
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(awa) ............... ..‘u., ............... nvunNg (5\\‘]"1}'8) ................... ﬁ/ ..................... nITUNIT
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3.1 Finish product specification (fa)

" Testltem - uUSP38

Br 2013

10. Related substances -

By liquid 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 HcI™M®

. Testitem usP3s

1. SSnmdaedagy

(calculated on the anhydrous basis)

98.0 - 102.0% of the L.A. of Dobutamine HCI

98.5 - 101.0% of the LA. of Dobutamine HCI

(dried substance)

2. Identification ATITU ATITHNIU

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 - AT

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%

A P o > 5 a I ol @ @ e o
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