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Acitretin 10 mg capsule

1.Zo81  Acitretin 10 mg capsule

2. amaaianaly
2.1 3uuy
2.2 guysenay
2.3 MTULUTNY
2.4 387N
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3. amaiGManana

3.1 Finish product specification

(142

T'esi,ltem

USP 38

BP 2013

1. Y mudegndag

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

95 0- 105 0% of the L. A of acﬂretm

2. Identification

AT

ATIINB

3. Dissolution

Fasuaasmsazany liasnin 85%(Q)
of the L.A. of acitretin A slu 30 Wi

FananInisazane litesnid 75%(Q)
of the L.A. of acitretin muolu 45 WA

4. Uniformity of dosage units

HIIW

ATIINB

5. Limit of degradation

products

- Acitretin related compound A

: NMT 0.5%

- 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%

(%Wdﬁﬁ’é'ﬂiiﬂ Useing: W)

.................... Lo NITUANS
(wrmngiund wdlum)
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3.2 Drug substance specification : Acitretin

~ Testitem

usp 38

a

1. Y3nnmaaendan

£

98.0 - 102.0% of acitretin (on the dried basis)

98.0 - 102.0% of acitretin (dried substance)

2. Identification

ATIVH

ATV

3. Related substances

- Acitretin related compound A : 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%

- Impurites A, B : For each impurity, NMT 0.3%
- 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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i'lzm'liﬁ 2 Acitretin 25 mg capsule

muﬂszn'lﬂéfm%’ﬂqum'mmﬁ

1. Boen Acitretin 10 mg capsule

2. ansataianialy
2.1 3Uuuy
2.2 §uisznay
2.3 MTUTUTTY
2.4 987N
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dsznaudle@en Acitretin 25 mg 1w 1 1@
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3. AMANUANIINAKA

3.1 Finish product specification

(1.(2)

~ Testitem  usp3s . BP2013 .
1. ﬂ?mmﬁ"amﬁ’lﬁ'mv 90.0 - 110.0% of the L.A. of acitretin 95.0 - 105.0% of the L.A. of acitretin
2. Identification AU ATIU

3. Dissolution

Fasusasnsazans laitannin 85%(Q)
of the L.A. of acitretin melu 30 widi

dasuaainsazans livasndn 75%(Q)
of the L.A. of acitretin nalu 45 w1l

4. Uniformity of dosage units

TN

ATIINW

5. Limit of degradation

products

- Acitretin related compound A

: NMT 0.5%

- 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%

2
. NITNNNT (M9%0)...

(WE93en Usindswn)
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(wwanwugiung wdlum)
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3.2 Drug substance specification : Acitretin

Testltem | o uspls 1 BP2MB
1. ﬂ?mmﬂ"’amﬁ’nﬁ'tg 98.0 - 102.0% of acitretin {on the dried basis) 98.0 - 102.0% of acitretin (dried substance)
2. ldentification AU ATIIHIU
3. Related substances ~ Acitretin related compound A : NMT 0.3% - Impuriies 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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shgn1sh 3 Calcipotriol 50 mcg/g ointment, 30 g

aalsEmMATInIngUAIITEI

1. o Calcipotriol 50 mcg/g ointment, 30 g

2. amanianaly
2.1 ;uuy
2.2 Fawlsznay
2.3 MTUTUIN
2.4 387N

XX o o
\Juen9iHe (Ointment) &1FUNIMLKaN
Usznausie@aen Calcipotriol 50 meg lw 1 g
m’sq'lwaa@ ussendasiin aw1a 30 g 6o 1 waoa

io o o & @ .
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3. amaENGNIINARA

3.1 Finish product specification(”

1. USumeedney

b e Al uﬂ’mﬁszlﬂu Finished product specification

2. Identification

aseruaufiszylu Finished product specification

3. Appearance

AT umuﬁszq‘lu Finished product specification

4. Minimum fill

@379 um&lﬁitiﬂu Finished product specification

5. Antimicrobial Preservative content'

AT um&lﬁi:lqllu Finished product specification

o P P ,
wanana : usainadinneinsiidrsuld Preservative
——

3.2 Drug substance specification(z)

Test Item

BP 2013

1. Ty

95.5 - 102.0% of Calcipotriol (dried substance)

2. |dentification

AT

3. Related substance

A. Thindayer chromatography

- Impurity A : NMT 0.25%

- Impurity G and H : for each impurity, NMT 0.25%
- Any other impurity : NMT 0.1%

B. Liquid chromatography
- Impurity B : NMT 0.5%

- Impurity C and D : for each impurity, NMT 1.0%
- Any other impurity : for each impurity, NMT 0.1%
- Total : NMT 2.5%

4. Loss on drying

NMT 1.0%

P
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UMN 4 Calcipotriol 50 mcg + Betamethasone (dipropionate) 0.5 mg ointment, 15 g

muﬂszn'\ﬁa‘f\mi’ﬂquaswmﬁ

1. 3o Calcipotriol 50 mcg + Betamethasone (dipropionate) 0.5 mg-ointment, 15 g

2. ansangianalyl

2.1 guuy \uendia (Ointment) SwUNMemen

2.2 #amdsznay u 1 gm dsznaudiudaen Calcipotriol 50 meg WAz Betamethasone dipropionate ﬁauy’aﬁ'u
Betamethasone 0.5 mg

2.3 MruzuIsy uITllunasaustaendeaiin awia 15 g de 1 naea

24 287 uumw:msagﬁﬁm’am WAZANINEURLTIIA U A D ITEY Fomuiymeen, dautlsznay
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3. amaNlgNMIInana

3.1 Finish product specificationm

1. USanmemeney mwmumuﬁ'i:q‘lu Finished product specification
2. Identification ﬂ‘i’msi'mmu‘ﬁ'i:q‘lu Finished product specification
3. Appearance ﬂiﬁﬂﬁiﬁuﬁﬂuﬁitq‘m Finished product specification
4. Minimum fill m’mhumu‘ﬁs:qlu Finished product specification
5. Antimicrobial Preservative content* mwmumu‘ﬁl‘szqﬂlu Finished product specification

RUNEAR : IRUaesHaTIznI G Tuld Preservative
—_—

3.2 Drug substance specification

3.2.1 Calcipotriol ®

Testhem ; Lo BEA
1. YSnudaendragy ' 95.5 - 102.0% of Calcipotriol (dried substance)
2. Identification ATIHU
3. Related substance A, Thin-layer chromatography

- Impurity A : NMT 0.25%
- Impurity G and H : for each impurity, NMT 0.25%
- Any other impurity : NMT 0.1%

WENIINa Faihns)
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3.2.1 Caicipotriol @

(#2)

TestItem

BP2013

3. Related substance (¢18)

B. Liguid chromatography
- Impurity B : NMT 0.5%

- Total : NMT 2.5%

- Impurity C and D : for each impurity, NMT 1.0%
- Any other impurity : for each impurity, NMT 0.1%

4. Loss on drying

NMT 1.0%

3.2.2 Betamethasone dipropionate

(2),(3)

Test Item

BP 2013

USP38.

1. USunmuaaendndy

97.0 - 102.0% of Betamethasone

dipropionate (dried substance)

97.0 - 103.0% of Betamethasone

dipropionate (dried basis)

2. ldentification

ATIWH

ATIMIN

3. Specific optical rotation

+84 to +88 (dried substance)

+63° to +70°

4. Related substances

- Impurity C (betamethasone 21-propionate)

: NMT 0.5%

- Individual impurity : NMT 1.0%
- Total impurities : NMT 2.0%

- Impurity B (betamethasone 17-propionate),
H (6c-bromobetamethasone dipropionate)

. for each impurity, NMT 0.3%

- Impurity D (betamethasone 21-acetate 17-
propionate), E (beclomethasone
dipropionate), G (betamethasone
tripropionate) : for each impurity, NMT 0.2%

- Unspecified impurities : for each impurity,

NMT 0.1%

- Total : NMT 1.0%
5. Loss on drying NMT 1.0% NMT 1.0%
6. Residue on ignition - NMT 0.2%
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T8N 5 Cyclosporin 25 mg capsule

alszmavsninguaysiit

1. Bon Cyclosporin 25 mg capsule

2. ansasninnaly

2.1 gﬂuun Lﬂumzﬂuuwaamm Ussq'luml,ﬁﬂ Soft capsule #MIUTULTEN U

2.2 dmssney  Usenaudandae Cyclosporin 25 mg 1 1 1da

2.3 NMTUzUTN ussq'luumﬂﬂaﬁﬂ Uaariuanaty

2.4 231N - szy%‘am FIMLENIUAIE R YUAZAIUNT TUNE e i’uﬁvumq InufNAe uasisunadon
dsuen 13 Bt sTaluLLITIY i Tue

- UWMBULIIeN amaﬁaﬂﬁmﬁq%‘amﬁa%‘amamsfﬁ R IULTENOUURZTWIAA NS

V2981 LAUTINGR 'Tuz‘iyumq ECCIEN

3. AUANUAMINALA

3.1 Finish product specification"”

1. YIinmdaenddy 90.0 - 110.0% of the L.A. of cyclosporine
2. |dentification AT
3. Dissolution The requirements are met if all of the capsules tested rupture in more than 15

minutes, if 1 or 2 of the capsules rupture in more than 15 but not more than 30
minutes, repeat the test on 12 additional capsules. Not more than 2 of the total

of 18 capsules tested rupture in more than 15 but not more than 30 minutes

4. Uniformity of dosage units AU

3.2 Drug substance specification : Cyclosporine o

1. Rnmaaeddn 97.0 - 101.5% of cyclosporine A (on the dried basis)
2. Identification ATIWU

3. Loss on drying NMT 2.0% ( 60°C, 3 hours)

4. Heavy metals NMT 20 ppm

5. Related compounds - Any individual impurity : NMT 0.7%

- Total impurities : NMT 1.5%

(m%a) ...... %{/ ’0/ ................ nIIUMS (m%‘a) .................... et NITUNTT
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s18n15N 8  Lidocaine 25 mg + Prilocaine 25 mg cream, 30 gm
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1. #am Lidocaine 25 mg + Prilocaine 25 mg cream, 30 gm
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3. AANLAMINALA

3.1 Finish product specificationm

Test Item ~UsP38 ,
1. BBnudaendagy 90.0 - 110.0% of the L.A. of Lidocaine Wat Prilocaine
2. Identification ATIHIU
3. Microbial enumeration tests and Tests for - m’JGJVL&iWUL%a Staphylococus aureus and Pseudomonas aeruginosa
specified microorganisms - The total aerobic microbial count aitfis 100 cfu / g

.- The total combined moids and yeasts count 1aiifin 50 cfu / g

4. Minimum fil} AT
5. pH 87-97
6. Related substance - o-Toluidine : NMT 2.0%

- n-Chloroacetyl-2,6-xylidine : NMT 0.1%

- 2,6-Dimethylaniline : NMT 0.1%

- 2-Diethylaminoaceto-2,4-xylidine : NMT 0.1%

- n-Dichloroacetyl-2,6-xylidine : NMT 0.1%

- Any other individual related compounds : NMT 0.2%

- Total related compounds, excluding o-toluidine : NMT 1.0%
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3.2

Drug substance specification

3.21 Lidocaine"

Test’: Item

1. Yumdaenddy

97.5 - 102.5% of Lidocaine

. Identification

ATV

. Residue on ignition

NMT 0.1%

Bl W N

. Chloride and sulfate

- Chioride : NMT 0.0035%
- Suifate : NMT 0.1%

5. Heavy metals NMT 20 ppm
6. Melting range or temperature - 69°
3.2.2 Prilocaine™
Test Item o _usp 38

1. Uhnmaendag 98.0 - 102.0% of Prilocaine (anhydrous basis)

2. Identification ATIVHU

3. Water NMT 0.5%

4. Residue on ignition NMT 0.1%

5. Limit of Prilocaine related compound A NMT 0.01%

6. Melting range 36° - 39°

7. Related substance - Any individual impurity : NMT 0.2%

- Total impurities ;: NMT 0.5%
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