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3.1 Finished product specification
D) Test Items Jp 18
Identification Meet the requirements
92.0 - 108.0% of the LA ofManidipine HCL

1

2 | Assay

3 | Dissolution test NLT75% of the LA of Manidipine is dissolved in 45 min
a4

Uniformity of dosage units

Meet the requirements

3.2 Drug substance specification
4o Test Items JP 18

1 | Identification Meet the requirements

2 | Assay 98.5 - 101.0% of Manidipine HCL
3 | Heavy metals NMT 10.0 ppm

4 | Arsenic NMT 1.0 ppm

5 | Related substance NMT 2.0%

6 | Loss on drying NMT 1.5%

7 | Residue on ignition NMT 0.2%
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AuaNwuslawzYRIEn Metformin hydrochloride 500 mg tablet D)
Metformin hydrochloride 500 mg film-coated tablet #*

. Tsangunauasuien
' iﬂﬂﬂ Metformin hydrochloride 500 mg tablet ¥58 Metformin HCl 500 mg film-coated tablet

2. grusuidvialy

2.1 Jusdinvliaduusenny

2.2 Us¥naumuedae1 Metformin HCL 500 mg

2.3 ussqluwnslnaiintostunnudu
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Namsmw’lLﬂi'lzﬁf-}mﬂ’lmflu"wmu finished product specification uay drug substance specification
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TmU'luﬂ%"'affﬂmznssun1sé"mﬁqmnﬁmsJ1mmhzmﬂnszwmmmimqm‘s"aa sTYET NA. 2561 actud
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3.1 Finished product specification:

do | Test Items USP 2023 USP currently official BP 2024
2024
1 | Identification | Meet the requirement | Meet the requirement Meet the requirement
2 | Assay 95.0 — 105.0% of the LA | 95.0 - 105.0% of the LA of | 95.0 - 105.0% of the LA
of Metformin HCl Metformin HCl of Metformin HCl
3 | Uniformity of | Meet the requirement | Meet the requirement Meet the requirement
dosage unit
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Dissolution

- Test 1
- Test 2

- Test 3

NLT 70% (Q) of the LA
of Metformin HCl is
dissolved in 45 min
NLT 80% (Q) of the LA
of Metformin HCl is
dissolved in 30 min
NLT 70% (Q) of the LA
of Metformin HCl is

dissolved in 60 min

NLT 70% (Q) of the LA of
Metformin HCl is dissolved
in 45 min

NLT 70% (Q) of the LA of
Metformin HCl is dissolved
in 30 min

NLT 70% (Q) of the LA of
Metformin HCl is dissolved

in 60 min

NLT 70% (Q) of the LA
of Metformin HCl is

dissolved in 45 min

5 | Organic

impurities

- Any individual
impurity: NMT 0.1%

- Total impurities: NMT
0.6%

- Any individual impurity:
NMT 0.1%

- Total impurities: NMT
0.6%

1-Cyanoguanidine: NMT
0.02%

3.2 Drug substance specification:

(1) Metformin hydrochloride USP

requirement

requirement

ﬁil Test Items USP 2023 USP currently BP 2023 BP 2024
official 2024
1 | Identification Meet the Meet the Meet the Meet the

requirement

requirement

2 | Assay

98.5 - 101.0%
of the LA of
Metformin HCl
(on the dried

98.0 - 102.0% of
the LA of
Metformin HCl
(on the dried

98.5 - 101.0% of the
LA of Metformin HCL

(dried substance)

98.5 - 101.0% of
the LA of
Metformin HCl

(dried substance)

AFIUNTT
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basis) basis)
3 Residue on NMT 0.1% NMT 0.1% - =
ignition
e
T ) o | )

wNygAn Msuuziana
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¢ Org? - Metformin - Metformin - Impurity A - Impurity A
Impurities/ related related (Cyanoguanidine): | (Cyanoguanidine):
Related compound A | compound A Maximum 0.02% | Maximum 0.02%
substances : NMT 0.02% : NMT 0.02%

- Any other - Any other - Unspecified - Unspecified

impurity: NMT | impurity: NMT impurities: impuirities:

0.1% 0.1% Maximum 0.05% Maximum 0.05%

- Total - Total (for each impurity) | (for each

impurities: impurities: NMT | - Total impurities: impurity)

NMT 0.5% 0.5% Maximum 0.2% - Total impurities:
Maximum 0.2%

5 | Impurity F - - NMT 0.05% NMT 0.05%
(Dimethyl
amine)

6 | Loss on NMT 0.5% NMT 0.5% Maximum 0.5% Maximum 0.5%
drying

7 | Heavy Metals - - Maximum 10 ppm -

8 | Sulfated ash - - Maximum 0.1% Maximum 0.1%

9 | Solubility - - Meet the Meet the

requirement requirement
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1.1.2 Tfweunsdsureseniiauasi winswanduaidensmununmunwuesanfusity
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AANWULIaNIZYBI81 Rabies Vaccine (vero cell) 0.5 ml for injection
Tsawerunauasuien
1. §8811 Rabies Vaccine (vero cell) 0.5 mg for injection
2. i va o ] I

2.1 \Ju freeze-dried substance ¥®4 rabies antigen

2.2 Usznousne rabies antigen itfosnn 2.5 IU/dose WUy non-preservative

2.3 ussglumrurussyedausimanitotiiaufUnaiin vunm 0.5 ml uasiimstiostuuas

2.4 ¥dwsudadndauile (intramuscular) uazdadhdufiamis (intradermal)
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HanInTIRIAATIRMAMLTUIUAN finished product specification wae drug substance specification
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3.1 Finished product specification: BP

%o Test Items BP 2016 - 2024

1 [ Identification test Meet the requirement

2 | Assay NLT 2.5 IU/human dose

3 | Sterility test Meet the requirement

4 | Water content NMT 3.0%

5 | Pyrogen test Meet the requirement

6 | Bacterial endotoxins Less than 25 IU/single human dose

7 | Bovine serum albumin Maximum 50 ng/single human dose

8 | Glycoprotein content Meet the requirement
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vaninusin1sussdlusssansnmeesian (Price performance)
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2.2 wnsgIuMDUGURANS 20 ATUUY
2.3 wwsgruduriiatuayugnnme) 30 AYLUY
2.0 1AsgIUUTIYAnsTuaranYYNans el 20 AYUWUY
ViR 100 AZLUY
Faunsins RersansanBonded
2.1 umsgrugunmednist (Fondaifiuaftlénzuuugeqn thwin 30 Azuun)
virde AZUU
(n) Duedsegludyseniseiamninyes WHO List of Prequalified Medicinal Products 30
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- $inns@nw Bioavailability (BA) w3e Dissolution test 3
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