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CERTI}'ICATEOFAffi
Product METFORM TN HYDROCHLORIDE USP
NDC NO. 66064-I100-01
Manul'acturcr' M/s. HARMAN FINOCHEM LTD,
Batclt Nunrber sc0 r 00s45 A. R, Nurnber I sr'pC00573
Date ofManufacturing Maroh 2023 Date of Expirv February 2028
Dispatch Quantity 50.0 Ke. Drug Lic, No, AD I 065
Date of Release 06/0512a23
TBSTS RESULTS SPECIFICATIONS / LIMITS
tDescription White Crystalline

Powder.
White, clystalIine powder.

nSolubility Complies Freely soluble in purified water, slightly soluble in alcohol,
practioally insoluble in acetone and in rnethylene.'ohloride,

Idehtification Complies

Complies
Conrplies

A, FT-IR speotrum of sample should concordant with the
spectrum of Metfonnin HCI working standard.

B. Meets the rcquirements of the tests for chloride,
C. The retention time of the principal peak of the sample

solution corresponds to that of the standard solution as

obtained in the Assav (Bv HPLC) test,
Organic Inrpurities (By HPLC) 4.012%o Metformin Related Compound A: NMT 0,02%.

(l-Cyanoguanidine) GOQ - 0,00025%)
0.0 rs% Any Other Impurify:NMT 0.1% (LOQ- 0.0005%)

(ln-house Li'xir: NMT 0.05%).
4.050/o Total irnpurities: NMT 0.5% (ln-house Limit: 0,20%\.

Loss on Drying 0.2% NMT 0,5% (Determined on-I.0 g sample at I05 oC for. 5 hrs.)
Residue on lgnition 0.02Yo NMT 0.1% (Determined on-l,0 g sarnple),
Assay (On Dried Basis)
(By HPLC)

I00,0% NLT 98.0% and NMT 102.0%.

Residual Solvents (By CC)
Isopropyl Alcohol (lPA)
Dirnethyl Formamide (DMF)

BQL
BQL

ICH Limit In house Limit
NMT 5000 ppm NMT 500 ppm (LOQ -40 pprn)
NMT 880 ppm NMT 450 ppm (LOQ -40 ppm)

Additional Iq-house Specifi cation :
Impurity F
Dinretlrylarnine content (DMA)
By I-IPLC

0.003% NMT 0.0s% (LOQ - 0,00r l%)

Bulk Derrsity / Tapped density 0.50 e/ml Untapped : 0.30 to 0.70 slml.
4.70 elinl Tapped : 0.50 to 0.90 elml,

#Particle Size Distributiorr
(Using Sieve Shakei)

96 % passes

through'150 prn 90.% should passes through l'50 pm (100# rnesh)

Nitrosamine hnpurity
(lly GC-MS/MS)

BQL N-nitrosodirnethylamine (NDMA) : NMT 0.032 pprn
(LOQ: 0.008 ppm)

Remarks: 'Ihe Batch Coinptiei
tThese tests are for information only.
# Particle Size Diqtribution test analysis completed on 20106/2023 and COA reissued,
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