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1. Ban Acetylcysteine granule 200 mg
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3. Qmauﬁamamﬂﬁﬂ

3.1 Finish product specification("

1. Bnmarendany

msaa&humuﬁsquu Finished product specification

. Identification

@529 ATz Y L Finished product specification

.pH

a32vriuanuiszylu Finished product specification

arrUaaAsEYlu Finished product specification

. Moisture content

asaaruauzylu Finished product specification

2
3
4. Microbial limit test
5
6

. Uniformity of dosage units

@S’Jmhumuﬁsquu Finished product specification

3.2 Drug substance specification : Acetylcysteine

(2)(3)

Test ltem

USP 38

BP 2013

1. Bnmarsndamn 98.0% - 102.0% of Acetylcysteine

(Calculated on the dried basis)

98.0% - 101.0% of Acetylcysteine

(Calculated on the dried basis)

2. |dentification AT ATINU
3. Specific optical between +21° and +27° between +21° and +27°
4. pH 20-28 20-28
5. Loss on drying NMT 1.0% NMT 1.0%
6. Residue on ignition NMT 0.5% -
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2,3)

3.2 Drug substance specification : Acetylcysteine (da)
Test item USP 38 BP 2013

7. Heavy metals NMT 10 ppm NMT 10 ppm

8. Zinc - NMT 10 ppm

9. Related substances - - Impurities A,B,C,D : for each
impurity, NMT 0.5%
- Any other impurity : for each
impurity, NMT 0.5%
- Total impurity : NMT 0.5%

10. Sulfated ash - NMT 0.2%
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RNHLNA - 819849970
1 = General requirement U84 Finished product 3‘1JLL'1J‘U Powder

2 = The United States Pharmacopoeia 38
3 = British Pharmacopoeia 2013
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598n13N 2 Acitretin 10 mg capsule
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1.8a8n  Acitretin 10 mg capsule

2. amananaly
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2.2 gausznay
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3.1 Finish product specification

({2)

Test ltem

USP 38

BP 2013

s

1. USunaarendniy

@

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

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

2. identification

ATIWU

AW

3. Dissolution

Fasugasnsazane ludaandn 85%(Q)
of the L.A. of acitretin Aneilu 30 wifl

FasugasmIazans taenit 75%(Q)
of the L.A. of acitretin mulu 45 wn

4. Uniformity of dosage units

HTITHIB

AN

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%
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3.2 Drug substance specification : Acitretin

(1)(2)

Test Iitem USP 38 BP 2013
1. Y3nmuein mﬁ'mvty 98.0 - 102.0% of acitretin (on the dried basis) 98.0 - 102.0% of acitretin (dried substance)
2. Identification NTIRU ATIVHU
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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819N 3 Acitretin 25 mg capsule

awlszmedowinguaszsit 20 &8 7560

1. %81 Acitretin 25 mg capsule

2. amantionaly
2.1 3Uuuy
2.2 fwdsznay
2.3 MTULUTIY
2.4 287N

LﬂumLﬁﬂuqua FATUTUYSEMB
Usznaudandlen Acitretin 25 mg s 1 1l
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3. amANUANIINARA

wamws’aﬁmﬂ:ﬁ‘qmmwrﬂu"l,ﬂmu Finished product specification L8z Drug substance specification
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3.1 Finish product specification

M2

Test Item

USP 38

BP 2013

1. USanuarendaty

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

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

2. ldentification

ATIMIU

ATIU

3. Dissolution

dasuansmsazane itaanin 85%(Q)
of the L.A. of acitretin nelu 30 w1l

Fasugasmracat liasnin 75%(Q)
of the L.A. of acitretin na/lw 45 w1l

4. Uniformity of dosage units

ATIWIU

ATIHN

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

T 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

1.2

Test item USP 38 BP 2013
1. Punmenendag 98.0 - 102.0% of acitretin (on the dried basis) 98.0 - 102.0% of acitretin (dried substance)
2. Identification AT AT
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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578n15N 4 Beractant 25 mg/mL, 8 mL Intratracheal Suspension
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1. Baen Beractant 25 mg/mL, 8 mL Intratracheal Suspension

2. anasiania 1y
2.1 3uny Dussazmouiuasnas Uneanis dvsunaadinaansy (Intratracheal)
2.2 swdsznay  Usznaudiuaaen Phospholipids 25 mg/mL, Triglycerides 0.5 - 1.75 mg/mL,
Free fatty acids 1.40 - 3.50 mg/mL, Protien %88n91 1 mg/mL 1w 0.9% Sodium chioride
2.3 MTULUIN msg‘lwmuﬁ’aﬁmfuuswmﬁﬂﬂﬂﬂmm%a LLa:ussgﬁ'meTﬁaaﬁuum
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- fTannuusandaulisalivend 2-8 ssrnmadus URUTIA M IUAE MU UTINEN

3. AmENIANIINAKA

3.1 Finish product specification“)

1. USunmeaendan
- Total Phospholipids mi’a’almumuﬁiquu Finished product specification
- Triglycerides
- Free fatty acids
- Protein

- Sodium chloride

2. |dentification m’samumuﬁs:qh Finished product specification
3. Content Uniformity m’mﬁhumuﬁszﬂu Finished product specification
4. Sterility m’mhumuﬁs:qlu Finished product specification
5. Bacterial endotoxins Glimchumuﬁsquu Finished product specification
6. pH mmmumu‘ﬁ'izq‘lu Finished product specification
7. Volume in container ATIU .

8. Surface activity < 8.0 DYNES/CM
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5180130 5 Calcipotriol 50 mcg/g ointment, 30 g

aadsmadsvinguaszsth 2 () §.9 2560

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

2. amsaaiana by
P es 3 o o
2.1 Juy Wuendis (Ointment) EwnsumMMewan
2.2 gawsznay Usznaudueien Calcipotriol 50 meg 14 1 g

23 Mruzusny UIsglunane ussgenilasiin auie 30 g ds 1 waan
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3. amANaNIIImaia

3.1 Finish product specificationm

1. YSnadaedmag mnu’mmuﬁszq‘lu Finished product specification
2. Identification @saamumuﬁs:qlu Finished product specification
3. Appearance mn&i’m@mﬁﬁ:lﬂu Finished product specification
4. Minimum fill m’mr«huﬂ’mﬁ‘s:qlu Finished product specification
5. Antimicrobial Preservative content maim"lwn&lﬁﬁ:‘lﬂu Finished product specification

PUIEHAS § PALRAINAIATIZANTIeSULA Preservative
—

3.2 Drug substance speciﬁcation(z’

Test item

BP 2013

1. WBnmdadnmy 95.5 - 102.0% of Calcipotriol (dried substance)

2. ldentification ATITH

3. Related substance A. Thin-layer chromatography
- Impurity A : NMT 0.25%

- Any other impurity : NMT 0.1%
B. Liguid chromatography
- Impurity B : NMT 0.5%

- Total : NMT 2.5%

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

- 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%
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5780151 6 Calcipotriol 50 mcg + Betamethasone (dipropionate) 0.5 mg ointment, 15 g
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1. ﬁ_w Caicipotriol 50 mcg + Betamethasone (dipropionate) 0.5 mg ointment, 15 g
2. agsaanianaly
2.1 3uyy uendig (Ointment) SRIUNMMBUBN
2.2 saudsznau lu 1 gm Ysznaudaodaen Calcipotriol 50 mcg Uaz Betamethasone dipropionate ﬁ.a&lgaﬁ’u
Betamethasone 0.5 mg
2.3 MTUUIIY uss@luma@ussgmﬁmﬁw PUIR 15 g 6 1 naaa
2.4 a8 - szq%am fulsznaudasdmaguara ULy TuHaa fuﬁvumq 1ufinda uaziae
nzidoudsuen u,a:")fmsl.ﬁuﬁ'nmmvl,'fama’ﬁmauuuussqﬁmwf
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3. ABANLAMINARA

3.1 Finish product specification“)

1. USnoueendey mwmumu'ﬁlnﬁlu Finished product specification
2. |dentification m’smhu@l’mﬁi:q'[u Finished product specification
3. Appearance m’aﬁ)&hu@l’mﬁxiﬂu Finished product specification
4. Minimum fill m’aﬁm"mmwflls:qlu Finished product specification
5. Antimicrobial Preservative content* m’;ﬁl&hu@rmﬁi:qlu Finished prpduct specification

AR ITURINRSIn TN ITenIUld Preservative
—_—

3.2 Drug substance specification

3.2.1 Calcipotriol

Test ltem BP 2013
1. YBnmeesagy 95.5 — 102.0% of Calcipotriol (dried substance)
2. ldentification ATV
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%
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3.2.1 Calcipotriol ® (¢i0)

Test Item

BP 2013

3. Related substance (¢ia)

B. Liquid 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

USP 38

1. SSnmdasndagy

97.0 - 102.0% of Betamethasone

dipropionate (dried substance)

97.0 - 103.0% of Betamethasone

dipropionate (dried basis)

2. ldentification

AT

ATINW

3. Specific optical rotation

+84 to +88 (dried substance)

+63° to +70°

4. Related substances

- Impurity C (betamethasone 21-propionate)
: NMT 0.5%

- Impurity B (betamethasone 17-propionate),
H (6ec-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%

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

5. Loss on drying

NMT 1.0%

NMT 1.0%

6. Residue on ignition

NMT 0.2%
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General requirement UaILNFTATUSWIU Finished product 3UUuY Cream,Ointmeny,Gel, Lotion
British Pharmacopeia 2013
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Wl B25/2560
i’l&lmiﬁ 7 Cyclosporine 25 mg capsule
aalszmasowiaguassii 20 &8 2060

1. Ban Cyclosporine 25 mg capsule

2. amEaAYI0 1
2.1 31y uersuuyyeana ussag'luml,ﬁ@ Soft capsule F1RIVTUUTEMB
2.2 saudszney  Usznausie@asn Cyclosporine 25 mg 1 1 1dia
P 1 o X
23 mruzusny U luueadondin dasiuanudu
A ' LY . (5 = o & i a
2.4 28 - 72T FUUTENAUANEINTYUATANNUTI TUKTA TUFEE L8ITIHER uasinunzidon
dfun Haghtamuuwursasioen
- UWNTUELTIIEN ataiand stz TesMIaTaynInIen §aUsNauUAT TN NI
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3. amanleANnaka

Namim’m"?mm:v{qmrnwLﬂuvlﬂmu Finished product specification W8z Drug substance specification
AdBsninsTTuarLdnni deldaenzfoudairiniuamenisumsawisuazen NIENT T IIEY
votndrduilesedadoniuativfiisoinialniniunaspundadsuladsunie aadsznna
NIENTNITITUIY 504 YA W.91.2556 89U 11 LW W.7.2556 (aaﬂszn’xﬂluﬂ"ﬁﬁamwunmi’wﬁ

= ] 1] ﬂl! e oa
10 figusu 2556) nydliisuiriiuiugasRiiazesnmznssunsdszniananm

3.1 Finish product specification"’

Test item - USP 38
1. PBaadaendny 90.0 - 110.0% of the L.A. of cyclosporine
2. Identification ATIININ
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 ATIINIW

3.2 Drug substance specification : Cyclosporine A"

Test Item USP 38
1. dSunmeendragy 97.0 - 101.5% of cyclosporine A (on the dried basis)
2. Identification ATITAIU
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%

- Sum of all such impurities : NMT 1.5%
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1 = The United states Pharmacopeia 38
2 = ASEAN Guidelines for the Conduct of Bioavailahility and Bioequivalence Studies Ll.a‘:f“iﬁa
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