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AMANBUTANIZYDIYT
benserazide 50 mg + levodopa 200 mg tablet

1. #o81 benserazide 50 mg + levodopa 200 mg tablet

2. AuaNtAnalY
21 jUuuy Wusdladmususenu
22 dulseneu  Usenaumusmien Levodopa 200 mg Way Benserazide 50 mg lu 1 iln
23 amwuvussy  usiglumvuzUaadn oafusasuaranuiy
2.4 aan - seydenn dulszneufediduazainuuse Tundn Tudueny (avikdn
wasiawnzilousiuenliognsaauuuussyiue
- yunwuzuITEegtiesdesssyiosvistoninisduyszneunas
YNAANLITBIEN LavTikan Tuduenglidaiau
3. pruanUAn1amaila
3.1 Finished product specification:

v

U Test Items Specifications
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: BP 2019
3.2.1 Levodopa

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%

R P

(wey.an3soyd Juvers)  (ngyudtyuun 5eUb)
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- 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 Benserazide HCL

U 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 4.0-50 |

a Related substance

- Impurity A: NMT 0.5% .

- Impurity B: NMT 0.5%.

- Impurity C: NMT 0.5%"

- Unspecified impurity: NMT 0.10%
- Total impurity: NMT 1.0%

5 Water

Maximum 1.0%

6 Sulfated ash

Maximum 0.1%

v

waBg - *syyiate Dissolution U Uniformity of dosage units....... Wluuenansuanssitazduoma

MsasAsey windlaudelilulu coA
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wnansnisvewnle (8.5) 1wdesl finished product specification uaw/w3e Drug Substance
specification
4.2 BNA3SUTBWNTFIUNTHANY
421 nsdifewdslulssmelng guandesdidiunnmareniideiuseaunasgrunndniniy
AN NSTARUNISHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnemiaeau PIC/S participating authorities ¥38ileNa133UTEWINTFIUNTHAREIANY
WENNATILAEITNTTRLUNTHANENURIEITNUARIENTSUNTEMITUAYEN NTENTHAN1TUAY
armustulnelimuaenadowasvindienifundninasiuasimsairlunisuine PIC/S T
mneTiaues atuaganuseuntsnsisaeulneiinanisiusesdiciuiivseniausznan
sPdaninsiingd
422 nsdidusnihdrandsena guindosdlionansiusesunnigiumsnanginamdaninesi
38msirlumswanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ge
WUIBUPIC/S Participating authorities %38 GMP vasUsewmaguan aduargamiusaunis
asasulneinamsiusesticiuiivsenmalseninnmdidninsindvionasnengBnuduinsdl
4.3 (BNATAANYBITTLEUDTIAN
431 wWamInTITIATIdgUAwHARSuYIvegHan (Certification of analysis of finished product)
Tuenjuildeagng
432 wamsinseiRunwIngiuvasiiendrfny (Certification of analysis drug substance) Mdly
nsuanensuiidaduietiaiwesnansuazdnaningau
433  enansvievangududuanuduiusseninsjunisniinvesingiuvesiiend@nfiy (Drug
substance) 99 4.3.2 fugumsnanvendnsnueiduiagy (finished product) 9o 4.3.1
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TagLifidouly
455 sruunsiivnardndesnilunsgiumumnaninust GSP (Good Storage Practice) waw GDP
(Good Distribution Practice) Insuanaionasusznau (Wuanaenasildsunsiuseszun)
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5.inuaUssliuUsEansnmsas1a1 (Price Performance)

benserazide 50 mg + levodopa 200 mg tablet

Kt
) o H )
Aaudsvan UTRUNAZLUY
-
1.571A19LduUD 40
2 gunmuazauauEnidulsylovdsonnunig 55
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