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Commercial batch #

in-house Batch #

Mfg. Date

st. #.
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QUALITY CONTROL DEPARTMENT

LAMOTRIGINE Ph' Eur'

CERTIFICATE OF ANALYSIS

mmHg (0.7 kPa) for 3 hrsl

0.03% | Not more than 0 1%

llf:Yf 1ffi;ffi;ffiiii,iiiioorv"i lNot,o,"ll,^919I:- rmpuriiv E 
I Bffiffi;ii;iiiiiiiiiio oi"r"j I Not more than 0107o- rmpurityF lBffi;:fiil;ii,iiiiooiv.! lr.rotmorethan01070

: 300.00 Kg

: 355.40 Kg

FebruarY * 2018

OCD/MH/FP/LAM/OOf -

STANDARD LIMIT

Not less than 99.0% and Not mole than

:LAM/I3030{9

:4LAM3/13013

: March -2013

Dispatch QtY

Batch Qty,

Expiry date

Method #
icaiion # QCDrSP/FP/LAM/qq18

TESTS -n
l

Characters L^,..^ ^^,.,nar I Wnlte or almost white powder
- Appearance I Wfrite PowderI 

i Very slightly soluble in water' Slightly scluble in

solr.ibility j rvreets the requirement 
I anhydrous ethanol.

rdentification by IR absorption ] *""" the requirement 
I $";,t""'[T 'i"[3}.i-,?0"'i]il "lnli'ofl

3 I Heavy metals

1 
referencelworkinq standard

Less than1O ppm i Not more than 10 ppm

Not more than 0 5%
a I Lo.t on drvrng at 105'C [at a I 021%

I ptuttrr" not exceeding 5 25 
I

Sulphated ash 
] 

u'ur /o 
I

Related substances by HPLG 
1 ,u,o* detection lrmit (0 o1%) | uot*o'u ll'"" 9 ]91:

- lmpurity G ' Eeruw u't'Utrvil 
iiiiiiiio oiv.i | ruot ror" than 0 10%

- Schiff's base I Below detectr

- singre unknown rmpurity I p$j;;i;;i;;; ri.ii io ogv"i I Not more than 0 10%

- Total impurittes 
''r 

| ruot touno | 
ruot more than 0 2% 

.

Assay by Poteniiometrv I 
99 s% 

I idi o**,*
(dry basis) I I

Additiorral tests I i

ltt'Llt,.l"o'),"1["n", ] ,u,o* detection rimrt ( 10 ppm) 
| 

Not more.ttra" tooo 
:.0-:

Meets the requirement I x-n'v diffraction L{l"i ""??Yl: lt:*i::X-Raydiffraction llvreets(uvrveurrurrrv'r! lconcordant with that of reference / worKlng

standard.

Particle size bY I I

Malvern Mastersizer L^^", J ruot l"r. than 90%

;;i;, #;ffi;rries with above mentioned specification+ customer's specification (cso#cso t4B1'R'112)

'ii;;;;";;;ition: stJre rn airtight":"1'l.l:.t:^?:^1"^Y:":::l,nrn,ran,irarionorrespecrivepur*yanqrqqiclu.a!-rctye$!
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