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CERTIFICATE oF ANALYSIS No. 2583

Product I.TYSTATIN

Anatysis Record: 08.04.201 5 ({t.r, No. 401 5141'.t' Quantity:
83000 e

We 5,C, A¡lTlBlOTlCE 5.A., as a mnufacturer of Nystatln hereby certlfy that this batch hd been produced by us ln futt comptlance wlth
the certlllcate of 6MP Comptlance of Llanufacturer No, 025/201 3/R0 lssued by NA ¡MD, vatld startlng wlth 21 .06.2013.
Thls batch has been manufactured, packaged and tested ln accordance wlth EU GMP Gúldetlne votume ,{ part ll {|CHQ7).

Mfg. Date O4.2O15
Exp. Date 04.2018

ANALYSES PERFORftIED CONDITIONS RESULTS

APPearance Yettow or stlghtty brownish powder, hygroscopfc.
Yeltow to tight tan powder, having an odor suggestive of cereals. ls
hygroscoplc, and is affected by tong e<posure to tlght, heat, and'
alr.

yerrow powoer,
hygroscopic; having an
odor sugg*tive
of cereals

5olubitity Freety soluble in dimethytformamlde and ln dfmethytsutfoxide;
stightty to sparingty sotuble in methanol, in n-propyl atcohot,
and ln n-butyt alcohol; practicalty lnsotuble ln water and fn
atcohot¡ lnsolubte ln chloroform and ln ether corresDonds

roefl§Ticaflon

ldentificatÍon A:
Ar¡/Ar¡o
A¡Er / A¡:
Ar¡/A:o:
ldentlf'lcatlon, Ultrqtiolet Absorotíon: A ru / Arrs ¡ur

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

0.83 to 1.25
0.ó1 to 0.73
0.83 to 0,9ó
0.90 to 1.25

corresponds

1.O7
0,65
0,90
1.12

ldentiflcation: B, C, D, E ln conformitv with BP 20ll and Eur, Ph. ShEdition cofresponds
Absorbance at 305 nm Not tess than 0.60 0.8197
LOSS On Orylng: - U5r Jó

- BP 2011. Eur. Ph. 8s Edition Not more than 5.0 X
1. 79
I E?

Heayy metals Not more than 20 oDm <¿u
5utphated ash Not more than 3.5 ñ 0.9()
ASSay; - U5P J0

- BP 20f1 / Eur. Ph. SuEditlon

Not tess than 4400 USP §statin Unfts/mg, or, where intended
for use in the extemporaneous preparation of oral suspensions,
not less than 5000 t SP Nvstatln Unlts/r¡re 6100
Mnlmum 4400 lu / -rlg:{.lrlÉd.substance} and miEimum
5000 lU/me ldrled subatancel lf lntended for oral a&ninlstration ó323

A-bnormal toxicitv ln conformitv with BP 20'l I and Eur. Ph. 8*Edltlon (2.6.9. ) corresponds
Suspendibitftv Not tess than 90.0 tr 95.80
CrvstalIinitv It reveals bírefringence corresoonds

DH (1.0 % aqueous st¡sDension) Between 6.0 and 8.0 7.44
LOmPOSIUOn:

USP 36; . Nystatin A1
- Any other indlviduat component

BP 20'11 lÉur. Ph. Bü Edition:
- Nystatln Al
- Anv other comoound

Not tess than E5,0 *
Not more lhan 4.0 96

89.s5
't.50

Mínimum 85.0 j[
l/\aximum 4.0 9í

89.90
1.53

Mioobf ologícat guatity
. TAIüC, CFU/B
-TY/úC, CF1J /g
Speciffed micro-organlsms:
- Blle-tolemnt gra n-np$¡f,'r€ fucterblg
. Escheriúla colilg
- Salmonellal g
- Pseu dqnonos ae r ugi nosa I g
- Sti¡ohvlococcus aureusl q

Not more than 1d
Not more than 10?

Absent
Absent
Absent
Absent
Absent

40
<1

sbsent
Ebsént
absent
absent
absent

Residuat solvents: - lrlethanot
- Acetone

Not more than 0. I %

Not more than 0.5 fr
o.05
0.27

Particle size,
< 45r¡m As per ctient requirements 99.66
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