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s78n15N 1 Acitretin 10 mg capsule

anlszNESIUINEUATIZEIR 19 1, M

1.3881  Acitretin 10 mg capsule

2. amaNLan2 1
2.1 3upy Wugndaualas fnTusulsEmu
2.2 @mdwnay  Ustnausiualen Acitretin 10 mg Tu 1 1l
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3. Qmauﬁamamﬂﬁﬂ

3.1 Finish product specification"”

Testtem | USP 38 T BP2013
1. Yanmaandren 900 - 110.0% of the L.A. of acitretin | 95.0 - 105.0% of the L.A. of acitretin
2. Identification ATITHY AN
3. Dissolution FasugaemIazans likaanin 85%(Q) FaauaaInITasany Mittaund 75%(Q)

of the L.A. of acitretin mulu 30 wf

of the L.A. of acitretin molu 45 w1

4. Uniformity of dosage units | @529/1%

ATIVH

5. Limit of degradation - Acitretin related compound A
products : 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%
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3.2 Drug substance specification : Acitretin

(14(2)

; Testitem usP.38 : O =
1. YInmaendniy 98.0 - 102.0% of acitretin (on the dried basis) 98.0 - 102.0% of acitretin (dried substance)
2. Identification ATV ATITHI
3. Related substances - Acitretin related compound A : NMT 0.3% - impurites 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. Paliadium - NMT 10 ppm

8. Sulfated ash - NMT 0.1%
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2. 1laNAITUTBINIATFIKNTHAAL
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‘i’ls.lmiﬁ 2 Acitretin 25 mg capsule
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19 UL 6L}

1.%081  Acitretin 10 mg capsule

2. amansana b
2.1 3Uuvy
2.2 gaudsenay
2.3 MTUSUTHY
2.4 28N

Wusndauases FnTUsudTEnu
1lsznaualu@aen Acitretin 25 mg Tu 1 e

wanzdoudisum 15 amammwuumnmm
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3. gmauﬁﬁmamaﬁw

(1)(2)

3.1 Finish product specification

Testltem

USP 38

a

1. YSunaapndam

7

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

95 0- 105 0% of the L.A. of acntretm

2. ldentification

ATV

ATIH

3. Dissolution

dasuaasnisazane biaundn 85%(Q)
of the L.A. of acitretin mulu 30 wft

Fasugasniazany liteandn 75%(Q)
of the L.A. of acitretin Myl 45 Wi

4. Uniformity of dosage units

ATINIW

ATIININ

5. Limit of degradation

products

- Acitretin related compound A
: NMT 0.5%
- Any unspecified impurity : NMT 0.4%

- Tota! unspecified impurities

- the area of any secondary peak
: NMT 0.4%

- the area of each secondary peak
- NMT 0.2%

: NMT 0.8% - the sum of area of secondary peaks
*NMT 1%
G 1) [P JeemiuamenIsunii
WwwaMIsns $ns)
W 4 '
(aa%a) ..... li ................................... nIsuNg [R5 2] N Ade . nIsANS

(W1IR1ITLN Yeindsw)

(WWEN ug“suw% 1A lB1)
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3.2 Drug substance specification : Acitretin

TestItem

USP:38.

a

1, USunouenendamy

(]

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

98.0 - 102.0% of acitretin (dried substance)

2. ldentification

ATIVHIN

AT

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%

- Impurities 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. Paltadium - NMT 10 ppm

8. Sulfated ash - NMT 0.1%
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2. 1INATFUTDININTFIBNITHAREN
24 nadiiignadalwisanalng wwa@maauLanmﬁmaammmumswammmumnmmmuanﬁmsnﬁlu
nMsHaaeN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawiiaz9w PIC/S participating authorities
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i’lﬂﬂ’li‘ﬂ 3 Calcipotriol 50 mcg/g ointment, 309

19 WY 2962

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

2. amEnLana
2.1 guuyy
2.2 awilsznau
2.3 MTULUII
2.4 287N

Xy .
\JuenU83 (Ointment) #RIUMABUBN
Jssnaudaneaen Calcipotriol 50 mog % 1 g

usssﬂ,u‘vxaa@ Uiiﬁ]ﬂ’]‘ﬂ@]a%ﬂ 2ue 30 g @0 1 HAEN
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3. AUENTANIINAKA

3.1 Finish product specification“)

1. YSanmaendrany

mwmumuﬁnq‘\,u Finished product specification

2. Identification

A573H umuﬁi:u‘lu Finished product specification

3. Appearance

b ekAg] umuﬁsza_ﬂu Finished product specification

4. Minimum fill

Gli'aiwhuﬁ’mﬁizlql'lu Finished product specification

5. Antimicrobial Preservative content'

ﬂswmumuﬁs:ﬂu Finished product specification

(2 a s ] & y .
RUTBLAN 1‘v‘ILLaﬂ\1Na’JLﬂﬂ$ﬂﬂ§mﬁ’ﬁU‘lﬁ Preservative

3.2 Drug substance specification‘z’

Test Item

BP-2013

1. Ynmaaendey

95.5 - 102.0% of Calcipotriol (dried substance)

2. Identification

ATIINY

3. Related substance

A. ThinJayer 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%

) mw
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(werugTuni wdlus)
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3. Namsm’:ﬁmﬁ:ﬁqmmwm Huldans Finished product specification a2 Drug substance specification
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111 lunsdifiiugnfindaludsznelng nansds ne.2
1.1 2 lunsdiAdueiditianisutsusse el ne.3
1.1.3 luns@ifiduensiugranndistlssing wanofia ne.4
12 ludmatunsionm no.1 wie o1 snilauemm wi”asmua:LSUﬂﬁaﬁamsﬂmquqmmwmamﬁmﬁm‘vf
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i’lﬂamﬁﬂﬂqmé'nﬁmzmmztmuﬁ'l21Lanmimﬁh%awzﬁﬁ'wﬁm
v B 3/2563
5981190 4 Calcipotriol 50 mcg + Betamethasone (dipropionate) 0.5 mg ointment, 15 g

muﬂizmﬁ%w?ﬂquasﬁ%mﬁ 19 18 25624

1. 8o Calcipotriol 50 mcg + Betamethasone (dipropionate) 0.5 mg-ointment, 15 g

2. awanniana

21 SﬂLL'lJ'U Lﬂ%ﬂﬁ’ﬂNd (Ointment) mvﬁummuuan

2.2 gwmdsenay n 1 gm 1ls=naues@an Calcipotriol 50 meg tas Betamethasone dipropionate ﬂauuanu
Betamethasone 0.5 mg

2.3 N’Pﬁuw‘lﬁiﬁ) Uﬁ?ﬁﬂ%‘lﬂaaﬂﬂii%ﬂﬁﬁﬂﬁuﬂ U0 15 g 62 1 Bada

2.4 381N uumwmsswauwam LLawﬂ‘ﬁ’mﬂ’]U%Uii%ﬂm‘Vl@laﬁ“U ’ﬁamummom giuszney
’UENG]’J?_I’] 'mvmam ’JWV\&!@\Q’\U LE\’IJ‘Y\N&@] WRUNe LUU%G]‘WT]J?JW Ltﬂ»’lﬁLﬂ';lJiﬂ‘l:ﬂFJ'\ vl’Ji]il'N
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3. amaNlanIINeia

3.1 Finish product specificationm

1. Y3unmaandagy mqﬁwhumuﬁsquu Finished product specification
2. \dentification mwmumuﬁsquu Finished product specification
3. Appearance mm&humuﬁs:qlu Finished product specification
4. Minimum fill ms’mhumuﬁ‘szq‘lu Finished product specification
5. Antimicrobial Preservative content* G\i"lﬁlmum&lﬁ‘sz‘lﬂu Finished product specification

Aunpwa - Wugaanaiindn tid13uls Preservative
—_—

3.2 Drug substance specification
3.21 Calclpotrlol( )

1. ﬂ‘%mmmmmmy 95.5 - 102.0% of Calcipotriol (dried substance)
2. ldentification A3
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%

(wEIEna $1n3)
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3.2 Calcipotriol® (¢i8)
 Testitem ’ L ' B“P~‘2,01‘3/~
3. Related substance (6i8) 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%
3.2.2 Betamethasone dipropionate @&
Testltem , BP-2013 ; : o USP 38
1. YTanmdaendidny 97.0 - 102.0% of Betamethasone 97.0 - 103.0% of Betamethasone
dipropionate (dried substance) dipropionate (dried basis)
2. Identification ATIB a329H %
3. Specific optical rotation +84 to +88 (dried substance) +63° to +70°
4. Related substances - Impurity C (betamethasone 21-propionate) - Individual impurity : NMT 1.0%
: NMT 0.5% - 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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2. Drug substance specification Rasonanlyd Lﬂi’l:ﬁmadgﬂv Wi drug substance vaoludiames drug substance 184
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3. Namsmaﬁmﬂ:ﬁqmmwm Juliena Finished product specification wae Drug substance specification
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MIWAaL1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taariapau PIC/S participating authorities
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32 Namim’smLﬂi’lmﬂmmwmnﬂumadmmmﬂm (Certification of analysis of Drug substance) Vﬂ,’ﬂu
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3 = The United State Pharmacopoeia 38

................................................ NN

w9893 dszindsun) (wsamugIuns 4dlus)

w4 INg qﬂﬁB 312563



Qs Qs ' d Qs
91 slazl.ii ﬂﬂqmanumzmmzl,muﬁ'l ElLElﬂﬂ’liﬂ'liﬁ)ﬂ%Bn‘ﬁﬂ mvﬁsn
1wauN B 3/2563

578715 5  Cyclosporin 25 mg capsulqig MJ 2:;\ 4
A U UL

7

a3 IENASININGUATIEE

1. #oa1 Cyclosporin 25 mg capsule

2. amanianaly

2.1 gluuy unguuuuvenmg msq'lumtﬁ@ Soft capsule #%IUTUUTEMU

2.2 gaudszney  Usznaudas@asn Cyclosporin 25 mg lu 1 1la

2.3 MIUSVINY ussqluumﬂﬂaﬁw vpatuainutu

2.4 a8 - i:q%‘am fulTNaUAINR N YUAZAINLT TUNEA fu§umq wrinde wassunadou
e Hadwsanuunussanud

- UMM BUSUIIIL arjwaﬁauﬁaﬁ:q%am%%a%amamseﬁ FIUUTZNOVUAZTUINA NI

vo3en 18vinde fuﬁvumq 1iaLau

3. ankdaninn9inaa

3.1 Finish product specification"”

1, USnmdaendngy 90.0 - 110.0% of the L.A. of cyclosporine

2. Identification AT

3. Dissolution The requirehwents 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 ATIIHIU

(L]

3.2 Drug substance specification : Cyclosporine

1. Pumdrendran 97.0 - 101.5% of cyclosporine A (on the dried basis)

2. Identification AU

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%
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s1an1sn 6  Lidocaine 25 mg + Prilocaine 25 mg cream, 30gm
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1. Bam Lidocaine 25 mg + Prilocaine 25 mg cream, 30gm

2. amsatianaly
2.1 Juuuy Wngasy AWTunRInisneuen
292 grudsznay b 1 gm Usznaude@aun Lidocaine 25 mg Uaz Prilocaine 25 mg
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3. gmauﬁﬁmomﬂﬁﬂ

3.1 Finish product specificationm

Testitem ‘ ‘ ~ usP3s
1. USnmeaenddy 90.0 - 110.0% of the L.A. of Lidocaine uaz Prilocaine
2. Identification AT
3. Microbial enumeration tests and Tests for - mm’l&iwm%a Staphylococus aureus and Pseudomonas aeruginosa
specified microorganisms - The total aerobic microbial count lufin 100 cful g

- The total combined molds and yeasts count faifin 50 cful g

4. Minimum fill AT
5. pH 8.7-9.7
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™

s Test Item o
1. ﬂimmmmmﬂm 97.5 - 102.5% of Lidocaiﬁe
. Identification ATIH
NMT 0.1%

2
3. Residue on ignition
4

. Chioride and sulfate

- Chloride : NMT 0.0035%
- Sulfate : NMT 0.1%

5. Heavy metals

NMT 20 ppm

6. Melting range or temperature

66° - 69°

3.22 Prilocainem

Test item ... JUSP 38
1. ﬂ'%mmeﬁmém”ry 98.0 - 102.0% of Prilocaine (anhydrous basis)
2. \dentification a9 %
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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