ka I i b err | CERTIFICATE OF ANALYSIS

QUALITY CONTROL

(FINISHED PRODUCT)

Format No.: KBI’L/Q(‘/()SO/FOS 01

| Product Name AMPHOLIZED B ' e S ?
" Generic Name Amphotericin B Injection IP 50 mg per vial ' : |
" Batch No. K30224005 A.R. No. ['P/05/24/00015
1 Mfg. Date May-2024 - Sampling Quantity 65 vials
: Exp. Date Apr-2026 T Sa'mpling Date I 14/05/2024
' Batch Size 10000 vials Date of Analysis | 15/05/2024
f Pde Quanllty INA | Date of Release 29/05/2024' i ‘

Ref. Spee. No. | FP/SPC/0002-00 ?Page No. __|Pagelofl © 707

Pack Slu/lypc I'Vi'al V T, W e

br'ﬁ()—w  Test o bpcutlcatlon o Result

01 ])escrlptlon A ycllow to orange Lyophilized cake. - A yel]ow lyophlll/ed cakc
02 pH Between 7.2 and 8.0 A TR
' 03 | Losson l‘)rl:'ylng | Not more than 8.0% w/w 2.3 % wiw
04 r(“ldnty of The solid dissolves completely, leaving Wil . 7w e
solution visible residue as undissolved matter; The
; constituted injection is not signiﬁ.cantly less Complies
clear than an equal volume of the diluent or of
water for injection contained in a similar
' container and examined in the same manner.
05 Pdrtuulate Matter
>10pm ' NMT 6000 no. of particle per container. 244 Particles pre container

§ >25pum E NM'T 600 no. of particle per L()nldln(,l 2 Particle per container
06 Slcrili{y ; Should be Sterile. ~ Sterile

' CONCLUSION:

' Specification. o e

3 Function | Wl’reparcd By j Reviewed By FEEE o Approved By o
' Name Harshali Rajput E Kushal Deshmukh Avnlsh Kumar

' Designation- ‘ R e o

| bSIEIton Officer -QC | Asst. Manager-QC Manag,er—Q(‘
Department

| d e g 4 . : e S O S

07 | Bacterial
; Endotoxins Units per mg of amphotcrlun B
08 | Assay
(Mlcroblologlul) | 120.0% ()f/\mph()lcrlcm B (Ca7l [3NO17)

Less than 5.0 EU/mg

v
104.2 % }
N

| i

| Not less than 90.0% and not more than

“The Finish Product Sample (‘omplncs/l)o%—n@l—eempllcs as per —H—l/lP/B—P%H—%P

0S\06\ O

O S/\ 0 C 1° ')’L)
Kaliberr BioScience Pvi. Lid.
Registered Office Plant Addreszs:
Survey No. 121 Plot No. 23 Survey No. 4441, Kashimba Road.
Tipre Colony. Camp Road, Malegaon Khadki, Lokhmapuwr, Tal: Dindori
Dist.: Nashik. Pin Code: 423203 Dist.: Nashik. Pin Code: 422202

Maoharashtra. India Maharashtra, India




