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benserazide 50 mg + levodopa 200 mg tablet

1. ¥981 benserazide 50 mg + levodopa 200 mg tablet
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23 awugussy  Usslunwusleaiin Hosunasuazeuiy

24 aan - szyfenn drulszneufendfyuazanuuse Yundn fuduoy Laviindn

wazsavnzilowiivenliogneinauuuussysiue
- yumvurUsIYIegsliesfessyydesmietonisnsfdiulsenouuay
YPUIPPIUUTIVENEN Laviindn TuduengliFaioy
3. aauUANInAila
3.1 Finished product specification:

h) Test Items Specifications

1 | Identification Complied with finished product specification

2 | Assay 90.0-110.0% of the labeled amount of Levodopa
90.0-110.0% of the labeled amount of Benserazide
3 | Uniformity of dosage units* | Complied with finished product specification

4 | Dissolution* Test NLT 75% (Q) of the labeled amount of Levodopa is
dissolved in 30 minutes
NLT 75% (Q) of the labeled amount of Benserazide is

dissolved in 30 minutes

5 | Related substances Complied with finished product specification

3.2 Drug substance specification:
3.2.1 Levodopa (BP 2019)

b} Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 99.0-101.0% of the labeled amount of Levodopa (dried
substance)
3 | pH 4.5-7.0
4 | Related substances - Impurity B: NMT 0.5%
- Impurity C: NMT 0.2%

(Wey.an3sal Junees)
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D) Test Items Specifications
- Impurity A: NMT 0.1%
- Unspecified impurity: NMT 0.05%
- Total impurities: NMT 1.0%

5 | Enantiomeric purity - Impurity D: NMT 0.5%

6 | Loss on drying Maximum 1.0%

7 | Sulfated ash Maximum 0.1%

3.2.2 Levodopa (USP 42)

D) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 98.0-102.0% of the labeled amount of Levodopa (dried basis)

3 | Residual on ignition NMT 0.1%

4 | Organic impurities - Levodopa related compound A: NMT 0.1%
- L-Tyrosine: NMT 0.1%
- Levodopa related compound B: NMT 0.5%
- L-Veratrylglycine: NMT 0.1%
- Individual unknown impurity: NMT 0.1%
Total impurities: NMT 1.1%

5 | Specific optical rotation | -160° to -167°

6 | Loss on drying NMT 0.5%

3.2.3 Benserazide HCL (BP 2019)

D) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 98.5-101.0% of the labeled amount of Benserazide HCL (anhydrous
substance)

3 | pH 4.0-5.0

4 | Related substance | - Impurity A: NMT 0.5%
- Impurity B: NMT 0.5%
- Impurity C: NMT 0.5%
- Unspecified impurity: NMT 0.10%

@ng
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D) Test Items Specifications
- Total impurity: NMT 1.0%

5 | Water Maximum 1.0%

6 | Sulfated ash Maximum 0.1%
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WENNEUIISNSARLUNISHARE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tngniasu PIC/S participating authorities ¥303lenanIiUTRNATFIUNNTHARYIANL
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5.nuaUseliuUseansn1weasian (Price Performance)

benserazide 50 mg + lvodopa 200 mg tablet ‘

fauUsuan YminAzuu
L31diaua 40
21059 UVDIEUAMITOUTNT 55
3.MIUINTNAINISVIY 5
Tatansn 100

AuUs999 UminAzLUY
141055 UNGns U 60
210055 UV UANS 20
3 auautFoeUsylsmironsuf Ry 20
591 100

1.AuUs5999 1: 1RTFIUNEANLY (AzUUULAN 200)

1.1 msusasnainwvassdndast (@ 1 Tu 5 avwuwdiu 100) 100 | 60
(n) Lﬂuaﬁaaq’luﬁnﬁﬂamsmqmmwmm WHO List of Prequalified Medicinal Products

(v) WuenfieglutiyTsieTendntasioguninuaziinan (Green Book)
lngnsuinenmaninisunnd ey 1 - Jagiu
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AMGNYULLANIZYDIEN
Ropinirole 2 mg prolonged-release tablet

1. ¥aen Ropinirole 2 mg prolonged-release tablet

2. aauguAnaly
suluY Judladmiusuussmusiiaesngvisiiiu (Prolong release ) 24 #lu
dwuseneu  Usenausiesien Ropinirole awin 2 mg lu 1 e
Awurussy  ussqlumvuslaaiv destulasasaauiy
281N - svylen duusznauiedifyuarauLse Sundn i’u??umq Lvfindn
waziaunzidousifuenlisgnsdaauuuussying
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21
2.2
2.3
24

3. anuauUANIamaiia

3.1 Finished product specification:

After 2 hr
After 12 hr
After 24 hr

D) Test Items Specifications

1 | Identification Complied with finished product specification

2 | Assay 93.5 -105.0% of the labeled amount of Ropinirole
3 | Uniformity of dosage units* Complied with finished product specification

4 | Dissolution* Test

Not more than 20
45-65
Not less than 80

3.2 Drug substance specification:

& Test ltems Specifications
Identification Complied with drug substance specification
2 | Assay 98.0-102.0% of the labeled amount of Ropinirole HCL
3 | Water Not more than 0.5% w/w
4 | Related substance Complied with drug substance specification
5 | Sulfated ash Not more than 0.1% w/w

nuewme) - *szyiade Dissolution U Uniformity of dosage units....... WiuuuienaIsuanessazisonna
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