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1. Finish product specification

(1,(2)

qmamﬁmomﬂﬁn

USP-35

BP 2013

1. YSnmarsndngy

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

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

2. Identification

ATIVHIW

ATIIHW

3. Dissolution

Fasuasnisazany livaandt 85%(Q)
of the L.A. of Acitretin n1t/lu 30 i

Fasurasnsazane laiasndt 75%(Q)
of the L.A. of Acitretin n1elu 45 w1l

4. Uniformity of dosage units

ATIINB

ATIINW

5. Limit of degradation
products

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

- Total 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%
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2. Drug substance specification"”

ammniamanaiia USP 35 ‘ BP 2013

1. S men mﬁ']ﬂ”iy 98.0 - 102.0% of Acitretin (Calculated | 98.0 - 102.0% of Acitretin (dried
on the dried basis) substance)

2. Identification AT ATITHIU

3. Related substances - Acitretin related compound A By liquid chromatography
: NMT 0.3% - Impurities A , B : For each impurity,
- Acitretin related compound B NMT 0.3%
: 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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Cyclosporine 25 mg Capsule

Baw Cyclosporine 25 mg Capsule
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1. \Jusndlavfia Soft capsule FNSUSULTENY

2.1u 1 e dsznausedae Cyclosporine 25 mg
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1. Finish product specification"’

AmaNdaNIIana UsSP 35
1. ﬂ?&l’lmmv’w'lﬁ’mvty 90.0 - 110.0% of the L.A. of Cyclosporine
2. Identification ATV
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 ATIVNIY
2. Drug substance specification "
| ommuddmonedla | "  UsP3s g
1. USunaudaendngy 98.5 - 101.5% of Cyclosporine A (Calculated on the dried basis)
2. |dentification ATIU
5. Loss on drying NMT 2.0% ( 60°C, 3 hours)
7. Heavy metals NMT 0.002%
8. Related compounds - Any individual impurity : NMT 0.7%

- Sum of all such impurities : NMT 1.5%
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578n19N 3 Levocetirizine dihydrochloride 5 mg Tablet

muﬂszn*mﬁ'w%’nquaﬂ%mﬁ

Bam Levocetirizine dihydrochloride 5 mg Tablet

amanianaly
1. \dugifia dmsusudsznu
2. 1% 1 e Usznaudis@ae Levocetirizine dihydrochloride 5 mg
3. ussﬂuumagmﬁﬂuﬂauﬁ %30 blister pack taanunnuduled
4. 28n32Y - Fawn §MUTNIUMINEAYLAZAINSY TUNEA i’uéumq wafinda wazinanzdon
dsuen Wathetaauuuussaniud
- UBURASEN arjﬂqﬁaaﬁaqszq%am dausznaudasnding AU i’uﬁvumq UBZIRDANAR

s - v w o w & o o o
amaninmonaina” (lai Official lundwdnsunanas USP 35, BP 2013 dsamenyiunisy 1Elumsiarh

AMANHITIANZYBILT)

1. Pnaudndan 90.0-110 % L.A. of Levoceterizine dihydrochloride

2. ldentification test ﬁi’aiwhumuﬁi:q‘lu Finished product specification

3. Content Uniformity miﬂ%&iﬂumﬂuﬁith Finished product specification
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