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Acitretin 10 mg capsule
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3. AENUANINARA

3.1 Finish product specification

(1(2)

1. YSinmudaendngy

90.0 - 110.0% of the L.A. of acitretin

95.0 - 105.0% of the L.A. of acitretin

2. ldentification

ATIVHIH

ATITNIU

3. Dissolution

Fasuaasmsazans lilannin 85%(Q)
of the L.A. of acitretin mulu 30 win

dauaasnsazae ivaunin 75%(Q)
of the L.A. of acitretin nne/lw 45 wafl

4. Uniformity of dosage units

HTIIHH

ATV

5. Limit of degradation

products

Acitretin related compound A
(2Z-isomer) : NMT 0.5%

- Acitretin related compound B

: NMT 0.3%

- Any unspecified impurity : NMT 0.4%
- Total unspecified impurities

: NMT 0.8%

- the area of any secondary peak

: NMT 0.4%

- the area of each secondary peak

: NMT 0.2%

- the sum of area of secondary peaks
: NMT 1%
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(1.(2)

3.2 Drug substance specification : Acitretin

1. ﬂm‘lmmmmﬂrg 98.0 - 102.0% of acitretin (on the dried basis) , | 98.0 - 102.0% of acitretin (dried substance)

2. Identification ATIVHIU ATIHU

3. Related substances - Acitretin related compound A : NMT 0.3% - Impurities A, B : For each impurity, NMT 0.3%
- Acitretin related compound B : NMT 0.3% - Total impurities : NMT 1.0%

- Any unspecified impurity : NMT 0.1%
- Total unspecified impurities : NMT 0.4%
-Total impurities : NMT 1.0%

4. Heavy metals NMT 20 ppm NMT 20 ppm

5. Loss on drying NMT 0.2% NMT 0.5%

6. Residue on ignition NMT 0.1% -
7. Palladium - NMT 10 ppm

8. Sulfated ash - NMT 0.1%
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3. AEANUAMIINAKA

3.1 Finish product specification

(1.2}

Test ltem

USP #1

ar

1. YSunauanendamw

@

90.0 - 110.0% of the L.A. of acitretin

95.0 - 105.0% of the L.A. of acitretin

2. ldentification

ATIH®

ATIINIB

3. Dissolution

Fasnaasmaazae laitasnin 85%(Q)
of the L.A. of acitretin mulu 30 win

Fasugasntsacat liitaunda 75%(Q)
of the L.A. of acitretin melu 45 wil

4. Uniformity of dosage units

ATIINIW

ATIIH

5. Limit of degradation

- Acitretin related compound A

- the area of any secondary peak

products (2Z-isomer) : NMT 0.5% : NMT 0.4%
- Acitretin related compound B - the area of each secondary peak
: NMT 0.3% : NMT 0.2%
- Any unspecified impurity : NMT 0.4% | - the sum of area of secondary peaks
- Total unspecified impurities : NMT 1%
: NMT 0.8%
wwsndmna §a7ins)
X_/ a A
(aa’]’j‘a) ..................... X ................. NIIUNIT [GERT12) OO, el ATINNN

(W38N Usingdsun)

weamugiuns wdlom)

w2 gafiB342563




3.2 Drug substance specification : Acitretin

({2

Testltem USP 41 016
1. USnmaaendng 98.0 - 102.0% of acitretin (on the dried basis) 98.0 - 102.0% of acitretin (dried substance)
2. Identification ATIU ATIHIU
3. Related substances - Acitretin related compound A : NMT 0.3% - Impurities A, B : For each impurity, NMT 0.3%

- Acitretin related compound B : NMT 0.3%
- Any unspecified impurity : NMT 0.1%

- Total unspecified impurities : NMT 0.4%
-Total impurities : NMT 1.0%

- Total impurities : NMT 1.0%

4, Heavy metals NMT 20 ppm NMT 20 ppm

5. Loss on drying NMT 0.2% NMT 0.5%

6. Residue on ignition NMT 0.1% -
7. Palladium - NMT 10 ppm

8. Sulfated ash - NMT 0.1%
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3781190 3  Clobetasol propionate 0.05% cream, 15 gm

aalszmavIninguaszsih

1. 808 Clobetasol propionate 0.05% cream, 15 gm

2. amanianaly
2.1 juuyy
2.2 auilsznay
2.3 MIUzUIN
2.4 9811

Wuenady SrsumAlminmeuan

Usznaudlaalen Clobetasol propionate 0.05 gm u 100 gm
ms:g‘luma@ ussagmﬁﬂaﬁﬂ YUIA 15 g 68 1 MPULUIN
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3. ABENVANINARA

(1,42

3.1 Finish product specification
. Testitem ‘

RRa8

1. USinmdaendngy

90.0 - 115.0% of Clobetasol propionate

90.0 - 115.0% of the labeled amount of

Clobetasol propionate

2. Identification ATIVH

A%
3. Minimum fill AU ATIU
4. Microbial enumeration ATV - The total aerobic microbial count does not

tests and Tests for specified

microorganisms

exceed 1 02 cfulg
- absence of Staphylococcus aureus,
Pseudomonas aeruginosa, E.coli and

Salmonella species

5. pH

45-7.0

3.2 Drug substance specification

: Clobetasol propionate

. (@)

Testitem

BP 2016

. usP41

1. dSanuamsddy

97.0 - 102.0% of Clobetasol propionate

(dried substance)

97.0 - 102.0% of Clobetasol propionate,

calculated on the dried basis

2. Identification ATIVU ATIINIY )
3. Residue on ignition - NMT 0.1%
(G k12 YN UssuamenITunIg
) (wnadmns Faring)
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3.2 Drug substance specification : Clobetasol propionate (Gi'a)

& Testitem s  BP2016
4. Heavy metals k - a NMT 20 ppm
5. Organic impurities - Impurity E : NMT 0.7% - Any individual impurity : NMT 1.0%
- Impurity D : NMT 0.5% - Total impurities : NMT 2.5%

- Impurity B, C : for each impurity, NMT 0.3%
- Impurity A, L, M : for each impurity,

NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10% -

- Total : NMT 2.0%

6. Melting range or temperature - 196°

7. Optical rotation +112 B9 +118 (dried substance) +98° 84 +104° at 20°
8. Loss on drying NMT 0.5% NMT 2.0%

9. Suifated ash NMT 0.1% -
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2. 1BNEITUTAINIATFIMNITHARL
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mMINaaE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwianau PIC/S participating authorities
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71801511 4 Desoximetasone cream 0.25%, 300 gm
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1. 8am Desoximetasone cream 0.25%, 300 gm

2. aosaaLar 1Y
2.1 upy Wugnau SsumAmRInLuan
22 smdsznay  Usznaudiudaun Desoximetasone 0.25 gm 1 100 gm
23 mruzusny  ussglumaszdasin destuusuazanaduld vuna 300 nu da 1 MTULUTTY
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3. amaaiAMINaRe

3.1 Finish product specification“’

© Testitem

1. YSnmdaedrny

90.0 - 110.0% of the L.A. of Desoximetasone

2. Identification ATIININ
3. Minimum fill AT
4. pH 4.0-80
5. Microbial limit test ™ ATIVHIN

3.2 Drug substance specification :

. 1
Desoximetasone'”

ansEnlanImaia

usP41

1. Snmdandary

97.0 - 103.0% of Desoximetasone (calculated on the dried basis)

2. Identification

ATIVHIH

w

. Melting range

206° to 218°

(the range between beginning and end of melting dose not exceed 4°)

. Specific rotation

+107° to +112° (Test solution : 5 mg per mL, in chloroform)

NMT 1.0% (at 105°C)

4
5. Loss on drying
6

. Residue on ignition

NMT 0.2%

7. Heavy metals

NMT 0.002%
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$18n19N 5 Mupirocin 2% ointment, 5 gm
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1. Bawn Mupirocin 2% ointment, 5 gm

2. anvanyiavialy

3.1 Finish product specification

2.1 3uuuy WWuea3y dmsumamisnieuen

2.2 wdsznay Usznauediudaen Mupirocin 2 gm i 100 gm

23 MYULUTN UTTlURAER vrrgendasiin auie 5 g o 1 nMauzuIN

2.4 287N nummwﬁﬁ;ﬁé’uﬁam LAZASNENUNLITII I A B ISy %amﬁ'q;mom, dudsznay
WBITIL, TUTINE, unuanny, WfKGe, wanzadoudiium wedmfuinwen 13
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3. amnaNdaNInaha
(1. (2)

" Testitem Br20te ]
1. Pnudasdagy 90.0 - 115.0% of the L.A. of Mupirocin 90.0 - 110.0% of the labelgd amount of
Mupirocin
2. identification ATV ATIEU
3. Minimum fill ATIIU ATIWU
5. Related substances - Impurity C : NMT 4% -
- Impurity D : NMT 5%
- Impurity E : NMT 10% _
- Any other secondary peak : NMT 1.5%‘
- Total impurity : NMT 20% _
3.2 Drug substance specification : Mupirocin“)’ @
Test Item BP 2016 . <. UsP e
1. U?mmﬁ"m‘lﬁ’lﬁ‘m‘, 93.0 - 102.0% of Mupirocin (anhydrous 920 - 1020 [g of Mupirocin per mg,
substance) calculated on the anhydrous basis
2. Identification 329U ATIY
3. pH 35-40 35-45
4. Crystallinity - AU
5. Water Maximum 1.0% NMT 1.0%
4. Specific optical rotation -17 to -21 (anhydrous substance) -
5. Related substances - Impurity C : NMT 4% -
- any other impurity : for each impurity,
NMT 1%
- Total : NMT 6%
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