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Manufacturing
'S.NO.:  PARAMETERS SPECIFICATIONS RESULT
oL | Description ;\ white or almast white L['\Suu}-i"{,‘ powder  Complies
: ! reely soluble in waier and meiinlene
2. Solability ch:m-,w spariagh soluble in anhvdrous Complies
; .' o __ethaml
! o L_Mfg_ﬁm. o o o - )
. I A) By specific optical " A) Should be -18.00" to - 20.60° 19245
! | rotation ;
; {'B) By Melting Paint “ B) Should be 139.06°C-141.6°C B T erea
. C) The L.R Spectruin of the sample must be | i
. 0 B: IR Spectroscom - concordant with that of Reference Stamederd Complics i
o ', ‘ Working Standord ’ :
; ‘ ;)g'g;rchem:cai Test as per ‘ D) A violet color should develop Complies !
g ggg;‘:hﬁmw"' Testas p + E) No precipitate should form Complies |
{'F) By test of Bromides | F) Should be positive Complies |
[o4 -‘\_npeumme of Solation " Should be clear and coloriess Complies !
{ | - NMT 0.3mL of 0.01M Hydrochloric acid is | T
j 3. } Acidity or alkalinity | required to change the color of indicator to ; 030mL |
i ; , reddish-violet g
6. | Specitic Optical Rotation | Should be -18.00° 1o 20.00° 192y T
i 7. iLosson Drving UNMT 2,50 9% win S i i 29\;, - J
| 8. [Sulphated Ash { NMT 0.10 % wiw | 0.04%
C { NLT 98.00 % & NMT101.00% a ooy, |
: IS : P Caloulated on m'.. Pugis ; i
i ' ﬂpurity At NM TO.!D %a { Below Disregard |, mm_g
g ! i Impurity B: NMT 0.10 % Below Disregard Limic |
f : Impurity C: NMT 0.10 % Below Disregard lell—{
' : Impurity D: NMT 0.10 % . Below Disregard IE
10 i Related Sabstances  Impurity E: NMT 0.1 % __Below Disregard Limit_| b
: By UHPLO) " Impurity F: NMT 6.10 % . Below Disregard Limn

; tmpurity G: NMT 0.10 %
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Bafow Disregard Limir

* Impurity H: NMT 0,103 %

Below Disregard d Limit |

Any Other Impurity: \\'T .10 %

Below D .sre'?a'-dI imit |

Total Impurities: NMT U 4 %

Below Disregard Limir |
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CERTIFICATE OF ANALYSIS

T T Hyoscine Barylbromide

Product Wame L RS - Y R

(CAS No 1 149-64-4)

Baten No. : 2320619 Quantity

Dar

D 3.000 Kg

ALRNa. : QUFGATHI9 2 af Anaivsia : 0371019
Date of - . 2 .
- : Sep-2019 Daie of Expin : Aug-2024

Manufacturing
TSND.. PARAMETERS SPECIFICATIONS RESULT

CAdditional Tests (In-House Specifications)

: s ?\I=th....ol: NMT 360 ppm 26 ppm

‘ i I\t.:..du.l. Sohvents ! .'\Cﬁti‘.‘-nm‘i{:“: NMT 440 BEm Belion _au.-;%.».i\:m .
Lot (by GC-HS) : - S %
“c) Methylene Dichboride @ N \,gT 60 ppm Bealow L)_ML fon ;_ T

dy n-Buty] bromide: NMT 13 ppm

‘JI
(&)

| t 1) Tota! Bacterial Couny: NMT 2

; 25 Yeast & Moulds: NMT 23 ¢hng < etz
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3) E.coli: Should be Absent ' Absent

almoneliag: Should be Absent Absem

inosa:Shoud be

12. 1 Mierobiological Testx
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L7 Enteroba«,u.na Should be Absent ; Absent —l

© Bacterial Eadotoxin e
! i NMT 023 EUimy < 0,25 Eliime
“{Gel Clut Method) : bty _ 0,25 Eliimg |
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REMARIKS: - The product conforms / does-neteenform to Ph.Eur./BP specifications.
Drug License No.: 13 /RR/APOS/B/R

Storage Corditicrs: Store in air-tight, light resistant containers
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