
WENffiK$rcY

Wanbury Limitcri

^'.L5, 
MIDC InriLrslri¡l ¡\re.t

l)atalganc¡a, Dist. ltaigad -4.t0220 iÁ"
Mah¡rashtra, INDIA

]"cl : r f)l--2 t92-600200 / b602,1)', / 660) ).t)
lax : r al.. )lt),] 6601t?'

t---
] I'r'orl r.t

ee úific irt-e qt,.t+ dys ts

; N{etlbrmin H rochloride lll'/ PhEur /USP
: ME03690814

i!oo9 lig --: R2 PHARII(A

Checked [ly:

Executive .¡. 
t

f)atc:

lj,,t.ü ñ
tPtv.qppl
I§-up!g-n'. Nnme

: Jrrlv .- 2019
: KD-242

A¡lproved By:

Date: rdll *r.:,eP!- rt;l

(*i¡

". .. |¡.q¡¡¡ f¡rrq/ ¡,r)
I r'" '

Asst. klan:rger - QA

IP;.r,*.-rr
I

l

i

I Ollíccr
I

It)ate:

¡,,.,'¡ 1 frt
I

f' ,t'i, f?

MI's"Lic"N0"

Sl'"
Ni¡.

"f ests Clbservations Specifications

0l ApDearance White Crystals White Clystals
Solubilit Freely soluble in rvater,

slielrtly soluLrlc in alcohol
Freely soluble in r.vater, slightly
soluble in alcohol, practically
insolublc in acetone aud irr
tlcthvlene clrloride

02 lclentification
I3. IR Spectrunr Concordant iilf'Lzu"cl absoryi"rr rlilt"rr;f

sam¡rle should concoldant with that
of Metfblmin hydrochlolide rvorl<ing
standard.

E. Chlolidc Positive Should bc positivc

0.1 Aplrcarance of soluiion
(i0ozó solution in water)

Solution is clear ancl

colourless
Should be clear ancl coloulless

04. lmpuritv Il 0.016% Not more than 0.05% rv/iv
05 I{elated substances (by HPLC)

a) Inrpurity A
b) hnpurity B
c) [ hspccil'iccl impurities
d) Total other irnpurities

BDL
0,009,%

0.026%
0.036%

Not more than 0.02% w/u,
Not rnore than 0.05% wlw
Not urole than 0.050/o rv/u,
Not rrrore than 0.2%

06 Heavv metals Less than 10 ppnr Not ntore than l0 pprn
0'/

, a - -]]-r:--__
Loss on tlr'¡irr.qlrt It).5"C lirr 5lror¡ts 0.22% Not nrole than 0.5 %

08. SLrlphatetl irsh 0.037i, Not rnole than 0.1 %
09 Assay (91, on dry basis) 99.59/o 98.5% - l()1.0%, rvr'u,

t0 Residual solvent
a) Methanol
b) X-vlene

297 ppnl
BDL

Not lnole than 1000 pprr
Not mol'e than 500 nnm

Li. _ls_!lli Qg1§{y | 0.74 s1n! _ *_*,1 0.7 g/nrl to 0.§ g/rnl

Itemarhs: Plocluct Complies wifh B.P-2011 / PhEur*8tl' Eclition /USP-35/Customer SpecificationslCOs NO.:
R I-Cf P i9qli-079-Rev. uo
Dcclaration: ProdLlct is lL'ee flour arlimal derived materials and is rnanufactured fl'om synthetic sources only.


