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§ No, TESTS | STANDARDS ; RESULTS |
"PHARMACOPOEIAL TESTS _w - -
U1 Characters ' ’ | R |
__ @ | Appearance tDescription) Almuost white, erystaliine powder o Whie, erystalline powder. - w_i{
© b, | Solubility o . Sparingly soluble in water. freely soluble in | Sparingly soluble in water. freels soluble in
[ o [aleohol. ; aleohol o _ :
e Melting Puint ' I omelts  w about  125%C.  with ¢ 1CMelts at 126.4°C. with decomposition. |
Q i s decomposition, e
P20 Identifiv wion [
| First tdentification: ALB.D. .
! CAL Speditic optical " The specific optical rotation should be <28 © +29.1° i
{ 1o +30Y caleulated with reference o the :
! anhy drous substance. i
) By Infrared Absorption | The wansmission minima (absorption ! The wansmission minima (absorpuon i
| ! Spectrophotometry ¢ maxima) in the spectrum obtained with the | maxima) in the spectrum obtaingd with the |
: | { sample should correspond in position and sample correspond in position and relative ‘
| 2 | relative size 1o those in the spectrum size to those in the spectrum obtained with |
t x I obtained wi}h tbe l?ex{romgthurpham the Dextromethorphan hydrobromide- §
| [ + hydrobromide CRS 7 working standard. working standard. i
E f D) Test tor bromide It should givv reaction of bromides. It gives reaction of bromides. »l
~ 3. Appearunce of solution ' Solution N ~hewtid he clear and colourless. Solution S s clear and coiourless. qu
L 4. | Acidity or Alkalinity | Not than 04 ml of 0001 M 03 ml of 001 M hediochioric acid s
| i Ty s acid should be required to | roquired o change the colour of the !
P i ouh Aour avahe indicator to red. indicator to red, :
Do Specific optical rotation TS fen i -al rotation should bhe 0291 ’
. Ce28.0 w30 wilealated with reference 1o
Fa L E _the anh>Jdicus subsance. {
“ 6. | Reluted Substances i
; i i) Known impurities i
§ ! Impurity A Not more than 0.5 %, Not detected g
: : Impurity 3 ENotmore than 0.25 % Not detected |
? ; Inpurity ¢ Not more than (.25 % ! Not detected ’
g Impurity D ! Not more than 0,23 % j BD] #* !
i : " f;?;uiﬁm“n - Not more than 0.10 % g Not detected 3
; Liii) Totl Impuritics No,more than 1.0 % i Nil j
7. NON-Dimethy funiline Maximum 10 ppim. ; --- i
. Water (Determined on Between 0% ad © 370w w ‘ 5.1 % o
_.2ho gol semple) - | L
"Hg,%i’&%i?ﬂ&q' . s’_ ._'-*;‘7,%)‘3&,
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DRUG SUBSTANCE é’;"‘mm"'h““”‘ an Hydrobromide | 5\ royy QUANTITY 935 Ke |
BATCH NO. cEPSTI003 | DATL OF MFG. CALG. 2014 ‘
D/\ IE OF ANALYSIS CAUG, 2014 RETEST DATE SJUL. 2019 !

! PAGE NO. :2012

3 — | .

ol TESTS § STANDARDS _ RESULTS i

X Y. : Sulphated Ash o | f\ia\mmcﬁ 1 % ww : 0. f}\ %o i
10 Assay tCaleuiated with reference @ Between 99.0 and 101.0 %. ; 99.6 % %

f to the anhydrous substance) | |

" ADDI TIONAL IN- HOUSE TESTS !

R e e e I

;Lo Resi duu Solvents ! {

| ; isopmp_xl aleohol | Not more than 1000 ppm i 77

; ; Toluene i Not more than 300 ppm f Not detected

12 i Particle size f Not less than 98 % should pass 100 % passes through 60 mesh (250 pm)

j i i through 60 mesh (250 um)

f 13. i Tapped Densit. j Between 0.5 and 0.9 gree, 0.87 é

5 4. Formaldehyde content % Not more than 0.3ppm Not detected !

B e on the krow Tedue of manufacturing 4. ov-. there 1s no potential for presence of N, N-Dimethy luniline

B Besow Disregard Limit is 0.05%.

Remarks: Destromethorphan Hydrobromide .3 Batch Noo EPS1T1003 conforms to FP-LP 3037121 Specification.
Storage: Protected trom light
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