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3.1 Finished product specification : Metformin hydrochloride tablet USP

98 Test items Specifications
1 | Identification Meet the requirement
2 | Assay 95.0-105.0% of the labeled amount of Metformin hydrochloride
3 | Uniformity of dosage units* | Meet the requirement
4 | Dissolution*
Jest 1 or Not less than 70%(Q) of the labeled amount of Metformin
hydrochloride is dissolved in 45 minutes
Test2 or Not less than 80%(Q) of the labeled amount of Metformin
hydrochloride is dissolved in 30 minutes
Test3 Not less than 70%(Q) of the labeled amount of Metformin
hydrochloride is dissolved in 60 minutes
5 | Related compounds
- Any impurity Not more than 0.1%
- Total impurities Not more than 0.6%
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3.2 Drug substance specification : Metformin hydrochtoride USP

9 Test ltems

Specifications

1 | Identification

Meet the requirement

- Any other impurity

- Total impurities

- Metformin related compound A

2 | Assay 98.5-101.0% of Metformin hydrochloride, calculated
on the dried basis

3 | Loss on drying Not more than 0.5%

4 | Residue on ignition Not more than 0.1%

5 | Heavy metals Not more than 0.001%

6 | Related compounds

Not more than 0.02%
Not more than 0.1%

Not more than 0.5%

3.3 Finished product specification : Metformin tablet BP

i) Test items

Specifications

Identification

Meet the requirement

Assay

95.0-105.0% of the stated amount

Meet the requirement

1
2
3 | Uniformity of dosage units*
4

Dissolution*

Not less than 70%(Q) of the labeled amount of

Metformin hydrochloride is dissolved in 45 minutes

5 | Related compounds

- 1-Cyanoguanidine

Not more than 0.02%

3.4 Drug substance specification : Metformin hydrochloride BP

) Test Items Specifications

1 | Identification Meet the requirement

2 | Assay 98.5-101.0% (dried substance)

3 | Loss on drying Maximum 0.5%

4 | Sulfated ash Maximum 0.1%

5 | Heavy metals Maximum 10 ppm

6 | Related substances
- Impurity A Not more than 0.02%
- Any other impurity Not more than 0.1%
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d3U GPU fidan luns e-bidding 81 Metformin hydrochloride 500 mg film coated tablet
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TMTID (TPU)

696858

metformin
hydrochloride 500 mg
film-coated tablet, 1
tablet

239316

AMMIFORMIN (Wimimsnns) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

269558

BUFORMIN (yswalean) (metformin hydrochtoride 500 mg) film-coated tablet, 1 tablet

303808

DEGLUCOS (geeina) (metformin hydrochloride 500 mg) fitm-coated tablet, 1 tablet

304841

DESON (gi4u) (metformin hydrechloride 500 mg) film-coated tablet, 1 tablet

308742

DIAFCRMIN (@81uiauAs) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

308960

DIAMET (SCANLAB, MALAYSIA) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

308987

DIAMET (WEIDERS FARMASOY TISKE, NORWAY) (metformin hydrochtoride 500 mg) film-coated tablet, 1

309003

DIAMET (WEIFA, NORWAY) {(metformin hydrochloride 500 mg) fitm-coated tablet, 1 tablet

309747

DIASLIM 500 (amutndsnsan) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

314313

DIMET (Wwe e} (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

320969

ELFERMIN (1.UBUAN atuaswies) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

330114

FORAMIC (#auwiw) (metformin hydrochtoride 500 mg) film-coated tablet, 1 tablet

330133

FORAMIC 500 (warsiiul) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

330497

FORMIN-500 (i1 way) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

330510

FORMIN-500 (@VLWWELNSY) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

330552,

FORMISIS (wawuaiy) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

336587

GLUCO 500 (uwn wav) (metformin hydrochioride 500 mg) film-coated tablet, 1 tablet

336882

GLUCOFORMIN (1or1 W33 (metformin hydrochtoride 500 mg) fiim-coated tablet, 1 tablet

336967

GLUCOLOC (seneym3ng) (metformin hydrochloride 500 mg) fitm-coated tablet, 1 tablet

336980

GLUCOLYTE (.10, wwiineas) (metformin hydrochloride 500 mg) fitm-coated tablet, 1 tablet

337022

GLUCOMET (15s1. W uf.18%. uyudatansa) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

337067

GLUCOMIN (w1331 amwane) (metformin hydrochloride 500 mg) fitm-coated tablet, 1 tablet

337080

GLUCOMIN (1araamnaunsst) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

337120

GLUCONAGSE (9¥31) {metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

337183

GLUCONO-500 (namnaenssnanem) {metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

337288

GLUCOPHAGE (But#ias mit Wisthghiaa WiyirLeasq) (metformin hydrochloride 500 mg) fitm-coated

337300

GLUCOPHAGE (leaR) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

337741

GLUFORMIN (gniifew) (metformin hydrochloride 500 meg) film-coated tablet, 1 tablet

337760

GLUGENMIN Getussiansnaignd) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

337787

GLUGON (1ndwn3sa wA.U.) {metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

337804

GLUMET (wausweiinoa) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

337993

GLUSTRESS (mausntailana) {(metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

338037

GLUTABLOC (guatm) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

338059

GLUTAMIN (@anuwneginds) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

338092

GLUZOLYTE (Wh3snausuauuasinesa) (metformin hydrochloride 500 mg) fitm-coated tablet, 1 tablet

338118

GLUZOLYTE S (MhssunauanauuUesmesa) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

348897

NFORMIN (e GaU) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

372361

ME-F (atrswaun) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

372405

MEFORMED (glnileu) {metformin hydrochloride 500 mg) film-coated tabiet, 1 tablet

372873

MELMET-500 (MICRO LABS, INDIA) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374021

MET-500 (neumsnmu) (metformin hydrochloride 500 mg) fitm-coated tablet, 1 tablet

374327

METFOCARD-500 (31797 wa) {metformin hydrochtoride 500 mg) film-coated tablet, 1 tablet

374343

METFOR-500 GIaaw@) (metformin hydrochlornide 500 mg) film-coated tablet, 1 tablet

374362

METFOR-500 (giuia) {metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374423

METFOREX 500 (awnnstaan) {metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374468

METFORIN (litsisu W15u1) (metformin hydrochtoride 500 mg) film-coated tablet, 1 tablet

374508

METFORMAX (gintUeu} {metformin hydrochloride 500 mg) ilm-coated tablet, 1 tablet

374520

METFORMIN (a3gyindnidu) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374549

METFORMIN {glntten) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374565

METFORMIN (avunngingy) (metformin hydrochioride 500 mg) film-coated tablet, 1 tablet

374605

METFORMIN 500 (wmn3uau) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374667

METFORMIN BDC (Uanenuay wous avalusn) (metformin hydrochloride 500 mg) film-coated tablet, 1

374680

ME TFORMIN DENK 500 {E. DENK OHG, GERMANY) (metformin hydrochloride 500 mg) film-coated tablet,

374729

METFORMIN HCL n3wina3innsein) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374740

METFORMIN HYDROCHLORIDE (thlawwi15:n) (metformin hydrochloride 500 mg) film-coated tablet, 1

374764

METFORMIN HYDROCHLORIDE (84An5indunssx) (metformin hydrochloride 500 mg) film-coated tablet, 1

374786

METFORMIN PX (uoa.1ow.f. usyuwrLense) (metformin hydrochloride 500 mg film-coated tablet, 1 tablet

374803

METFORMIN PX (lo.#.1ad. wiuvrlaess) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374826

METFCRMIN RX (817.48A9. uliyunaLaasy} (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

374928

METFORMIN TABLETS BP (AURCBINDO PHARMA, INDIA) (metformin hydrochloride 500 mg) fitm-coated

375022

METFRON (taiteu3singianea) (metformin hydrochloride 500 mg) film-coated tablet, 1 tabtet

375453

METICA 500 (AMBALAL SARABHA!I ENTERPRISES, INDIA) {metformin hydrochloride 500 mg) film-coated
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metformin

696858

tablet

376726

METSTARMIN (MgnBemswannTa) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

377519

MIFORMIN (ohs7Lmavnaa) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

387570

NEOFORMIN (12 anw5a) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

411598

PIPFORMIN 500 (WSatauv duLnes wiss) (metformin hydrochloride 500 mg) Tirn-coated tablet, 1 tablet

412657

POCOPHAGE A (M EUANEUU31m833) (metformin hydrochtoride 500 mg) film-coated tablet, 1 tablet

412977

POLIFORMIN (lUaw132]) (metformin hydrochloride 500 mg) fitm-coated tablet, 1 tablet

419264

PROPHAGE (1o 1Uasina) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

hydrochloride 500 mg | 43999

SERFORMIN 500 (loam) (metformin hydrochioride 500 mg) film-coated tablet, 1 tablet

440182

SEROMIN (UTnaniay ueus AeaLsR) (metormin hydrochloride 500 mg) film-coated tablet, 1 tablet

film-coated tablet, 1 [441645

SIAMFORMET (a8itnaw) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

467969

UPCOPHAGE (%7 uay) {(metformin hydrochtoride 500 mg) film-coated tablet, 1 tablet

470281

VANAFORMIN (horuausm (metrormin hydrochloride 500 mg) film-coated tablet, 1 tablet

471950

VESCOPHAGE-500 (v2aln Wnsigrnaa) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

476756

VMET Cr.188. W3a) (metformin hydrochloride 500 mg) film-coated tablet, 1 tablet

696870

GLUCO 500 (guatem) (metformin hydrochloride 500 me) film-coated tablet, 1 tablet

727042

MIEORMIN (539 inguns s mmaanaan) (metformin hydrochloride 500 mg) film-coated tablet, 1

907667

GLUCOLYTE (.18, \wmoad (a1 2)) (metformin hydrochloride 500 meg) film-coated tablet, 1 tablet

metformin

259050

B-COPHAGE (yRALewnam) (metformin hydrochloride 500 mg) tablet, 1 tablet

330575

FORMON (ia%.tA. Wasaghnen) (metformin hydrochloride 500 mg) tablet, 1 tablet

336922

GLUCOLES (M., W3un) (metformin hydrochloride 500 mg) tablet, 1 tablet

337453

CLUCOPHAMET (Y.S.P. INDUSTRIES, MALAYSIA) (metformin hydrochloride 500 mg) tablet, 1 tablet

337827

GLUMIN (giwau wWisurghreas) (metformin hydrochloride 500 mg) tablet, 1 tablet

374304

METFAMA 500 (W3l W1547) (metformin hydrochloride 500 me) tablet, 1 tablet

374481

METFORIN (laatum) (metformin hydrochloride 500 mg) tablet, 1 tablet

374963

METFORMIN-500 ({nasTeum inmen) (metformin hydrochloride 500 meg) tablet, 1 tablet

231936 |hydrochloride 500 mg | 374985

METFORMINHEXAL 500 (P.T. PRIMA HEXAL, INDONESIA) {(metformin hydrochloride 500 mg) tablet, 1

375005

ME TFORMINHEXAL 500 (P.T. SANDOZ, INDONESIA) {metformin hydrochtoride 500 mg) tablet, 1 tablet

tablet, 1 tablet 378552

MINMET (Leanouwna’ wauuesmesd) (metformin hydrochloride 500 me) tablet, 1 tablet

410974

PINFORMIN (791 wau) (metformin hydrochloride 500 mg) tablet, 1 tablet

448655

ST-MET (wadmaniuzi) (metformin hydrochloride 500 mg) tablet, 1 tablet

450891

SUPHAGE 500 (lpanauaes LEUUBIEsA) (metformin hydrochloride 500 mg) tablet, 1 tablet

815576,

METFORMIN (snawnssayns) (metformin hydrochloride 500 mg) tablet, 1 tablet

231958

AFORMIN-500 (1eruugiieuniiuuesmese) (metformin hydrochloride 500 mg) tablet, 1 tablet

259050

B-COPHAGE (yanlaavisans) (metformin hydrochloride 500 mg) tablet, 1 tablet

a1 GPU fiifian e 696858 metformin hydrochloride 500 mg film-coated tablet, 1 tablet
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