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CERTIFICATE OF ANALYSIS No.l250
Product NYSTATIN 

//
Anatysis Record: 07.03.201 3

\rr 
uo. 401 6zs3 Quantity:

87500 e
We S,c. ANTIBIoTICE S.A., as a manufacturer of grstatin hereby certify that this batch has been produced-!6611 fult compliance with
the certiflcate of GMP Compliance of lvianufacturer No. 035/2010/RO lssued by i{Alrt ,1D, vatld staftlng wlth 04.06.201 0.
This batch has been manufactured, packaqed and tested ln accordance with EU GMP Guldetlne votume 4 part ll (ICHQ7).

Mfg.
Exp.

Date 03.201 3
Date 03,2016

ANALYSES PERFORMED CONDITIONS RESULTS

Appearance Yellow or stightty brownish powder, hygroscopic"
Yellow to tight tan powder, having an odor suggestive of cereals. ls
hygroropic, and is affected by long eposure to [ight, heat, and
air.

yetlow powder,
hygroscopic; having an
odor suggestive
of cereals

Sotubility rreety Sor,uDte rn ormernytlormamroe ano rn ormemytsur,Toxloe;
stightty to sparingty soluble in methano[, in n-propyt atcohot,
and in n-butyt atcohot; practically insolubte in water and in
alcohol; insotuble in chloroform and in ether corresDonds

loentrlrcauon

ldentification A:
Ar:o/Azu
A zrr / A:os
Arre/A:os
ldentification, Ultraniolet Ahsorplion I A z:o / A zn r+r

Absorption maxima at 230 nm, 291 nm, 305 nm and 319 nm, and a
shoutder at 280 nm.

0.83 to 1.25
0.61 to 0.73
0.83 to 0.96
0.90 to 1.25

corresponds

4,97
0.64
0.90
1.00

ldentification: B, C, D, E ln conformiw with BP 2011 and Eur. Ph. 7'Edition corresponds
Absorbance at 305 nm Not tess than 0,60 0-7767
LOSS On Oryng; - U)v J5

- BP 201 t, Eur. Ph. TsEdition Not more than 5.0 %

1. 50
3.25

Heavy metats Not more than Z0 DDm <lu
Sulohated ash NOt more tnan J.f E t.w
Asay: - USP 35

- BP 2011 / Eur. Ph. 7$Edition

Not less than 44tn USP Nystatin Units/mg, or, where intended
for use in the extemporaneous preparation of orat suspensions,
not less than 5000 USP Nvstatin Units/mc 6100
A4rnimum 44rJ) lul mg (drled substance) and mlnimum
50fi) lU/mc {dried substance) if intended for oral adninistration 6305

AbnormaI toxicity ln conformitywith BP 2011 and Eur. Ph. 7-Edition (2.6.9. corresDonds
5ur v Not less than 90,0 % 95.30
Crystaltinity It reveats biref rinqence corresponds

H (3.0 % aqueous susDension) Between 6.0 and 8.0 /-5lt
LOmPOSrr.rOn:

USP 35: - Nyrtatin Al
- Any other individual component

BP 201 1 /Eur. Ph. 7s Editioni
- Nystatin Al
- Any other comDound

Not tess than 85.0 %

Not more than 4.0 l[
88.81

1.86

Mlnimum 85.0 X

Maximum 4.0 %

88.96
1.87

MrcroDrotogrcat quauty
- TAiirC, CFU/g
. TYMC, Cfu /g
Specifled micro-organisms:
- Bl le-taleront gran-negatlve bacterlal g
- Bdertchtacoltlg
- Solmonellalg
- keudomonos aeruglnosa I g
- S taDhv loco ccus au reus I c

Not more than 1d
Not more than 1d

Absent
Absent
Absent
Absent
Absent

30
<1

absent
absent
absent
absent
absent

KeSIOUat sowents; - 
'Uernanol- Acetone

Not more than 0,J x
Not more than 0.5 %

U.U1

0.72
Parurcte sEe,
s 45un Not less than 99,0 % 99"79
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