AMIAN WS LANIZ VRIS
Orphenadrine citrate 35 mg + Paracetamol 450 mg Tablet

GPU 973523

1. Foen Orphenadrine citrate 35 mg + Paracetamol 450 mg Tablet

2. AnuauATaly

2.1 JUuuy Juenda dmsusuusenu

2.2 d@ulsenau Usznausie Orphenadrine citrate 35 fiadn3u wag Paracetamol 450 fadniu

2.3 NUULUTTY U539 b Unaiin Hosffumudy UULHISEY W0uiin1sHEn wag Tununengdnay

2.4 2810 UUNMTLEUTIYsEYTREN Javnansi daudsznausnendidy vunauazAILLI e

WUTINGe TundnuayTunaneigliegdaiau

2.5 9gvaseidwey dedliteundt 1 U duainiudaeu

3. auautAnunaila

NamimaﬁLﬂiwﬁﬂmmwﬂuwmu Finished product specification ez drug substance specification
fign9daaninduiiuatuiieatu niedu In house specification Inededldunisvanzifoudeditnau
ANENIIUNTOMTUALEN NI¥NTNAITAUIELN s 3uTTlEBefeaduatuiifisunimielminiunmsgiu
wndwiiuladnunils muUszniansenssans sagy 5es seuiisen wa. 2561 astuil 6 Suneu w.A.2561 (A
UsgmialusiwiaayiunwFuil 12 nuansius w.e.2562) uaz szumsne @Uuil 2) w.a.2562 astuil 3 nsngiau

w.A.2562 (aasznialusivRamiunyuil 26 nsngiau w.A.2562)

3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0% — 110.0 % of the labeled amount
3.1.3 | Uniformity of dosage units* Meet the requirement
3.1.4 | Dissolution® Not less than 80%(Q) is dissolved in 30 minutes
3.1.5 | Impuirities Meet the requirement




3.2 Drug substance specification:

Orphenadrine citrate

Procedure 1

-Orphenadrine related compound B
-Orphenadrine related compound C
-Methylbenzhydrol
-Diphenhydramine

-Methyl orphenadrine

-Any individual unspecified impurity
-Total impurities

Procedure 2
-Methylbenzophenone
-Methylbenzhydrol
-Diphenhydramine

-Didesmethyl orphenadrine
-Orphenadrine related compound E
-Orphenadrine related compound F
-Any individual unspecified impurity

-Total impurities

h) Test Items Specifications
3.2.1 Identification (IRZHPLC/Citrate) Meet the requirement
322 Assay 98.0% - 101.5% on the dried basis
323 Residue on ignition Not more than 0.1%
324 Loss on drying Not more than 0.5%
3.2.5 Isomer content Not more than 0.3% each of orphenadrine related
compound E and orphenadrine related compound F
3.2.6 Impurities

Not more than 0.1%
Not more than 0.3%
Not more than 0.1%
Not more than 0.3%
Not more than 0.1%
Not more than 0.1%

Not more than 0.5%

Not more than 0.3%
Not more than 0.3%
Not more than 0.3%
Not more than 0.3%
Not more than 0.3%
Not more than 0.3%
Not more than 0.1%

Not more than 1.0%




Paracetamol
h) Test Items Specifications
3.2.1 Identification (IRZHPLC) Meet the requirement
322 Assay 98.0% - 102.0% on the dried basis
323 Residue on ignition Not more than 0.1%
324 Loss on drying Not more than 0.5%
3.2.5 Limit of Free 4-Aminophenol Not more than 0.005%
3.2.6 Impurities

-Acetaminophen related compound B | Not more than 0.05%

-Acetaminophen related compound C | Not more than 0.05%

-Acetaminophen related compound D | Not more than 0.05%

- Acetaminophen related compound J | Not more than 0.001%

-Any individual unspecified impurity

-Total impurities

Not more than 0.05%
Not more than 0.1%
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