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m.@ Finish product specification : Metformin Hydrochloride tablets (USPwolm)

Test items

Specifications

®. ldentification

Meet the requirements

©. Assay

«&.0%-e0&. 0% of the labeled amount of Metformin
hydrochloride

en. Dissolution

Meet the requirements

& Uniformity of dosage units

Meet the requirements

&. Organic impurities
- Any individual impurity

- Total impurities

NMT o.e%
NMT o.0%
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Metformin hydrochloride @oo mg film-coated tablet: TMT-ID (GPU): betogds




on.lo Drug substance specification : Metformin Hydrochloride (USPwolam)

Test items

Specifications

@. ldentification

Meet the requirements

b. Assay

&w.0%-@ol.0% on the dried basis

en. Residue on ignition

NMT o.e%

&. Organic impurities
- Individual impurities

NMT o.0l% for metformin related compound A
NMT o.@% for any other impurity

- Total impurities NMT o.¢%
&. Specification test
- Loss on drying NMT o.&¢%

a.en Finish product specification : Metformin Hydrochloride tablets (BPwolo)

Test items

Specifications

®. ldentification

Meet the requirements

©. Assay

«&.0%-e0&.0% of the stated amount of Metformin
hydrochloride

en. Dissolution test

Meet the requirements

@. Related Substance
- @-Cyanoguanidine

NMT o.olo%

o.c Drug substance specification : Metformin Hydrochloride (BP&olko)

Test items

Specifications

®. ldentification

Meet the requirements

. Assay

&=.&%-00®.0% on the dried basis

. Impurity F

NMT o.0¢%

& Related Substances
- Impurity A

- Unspecified impurities
- Total impurities

- 1 19 _f\r‘;? .‘":“Y i
NMT o.ol% . aéei,r\\(éﬂ?%\:ibek.u?;@ y“'wf‘/ -
NMT o.0&% 2> 0 e

NMT o.6% T A &
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- Disregard limit NMT o.oan%
&. Specification test

- Loss on drying NMT o.¢%
©. Sulfate ash NMT o.#%
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Metformin hydrochloride ¢oo mg film-coated tablet: TMT-ID (GPU): batocda
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IS0 9001

CERTIFIED
EDIC G
JPHARMA i)
Accreditation No. 1197/53 QMS03089/693
Ui 23 WouAIAY 2567
&
594 @UDIIA
Geu  dewnems Tsanennauiand
2
UTEN eruwndindy $1de Tanudufveduesiaie Inefisensdde 113
TIMeeNUIE | SIMAenHIY
38T VUIADI3Y U Taisam vat 7% | 591 vat 7% | siensas (um)
(W) wm)
Metformin hydrochloride 500 mg ,
14,400 NABY
film-coated tablet, 1 tablet (Metformin) 50x10's < 95.00 101.65 1,368,000.00
(7,200,000 LaIf)
GPU : 696858 / TPU : 374565

IININBUMBYAAUNY|  1,368,000.00

MBYIAUNY 7% 95,760.00
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