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Product

Anatysis Record: I 1.06.2013 Batch No. 401 6521 // Quantity:
83000

We S.C. ANTIBIOIICE 5.4, as a manufacturer of Nystatln hereby certify that this batch has been prodtEfby+iln futt comptiance wlth
the Certificate of GMP Comptiance of ilianr¡facturer No. 035/2010/RO fssued by N¡¡,ttO, vatid startlng wtth 04.06.2010.
This batch has been manufáctured, packaged and tested ln accordance urith EU GlylP Guldetlne volume 4 Part ll (|CHQ7).

Mfg. Date 06.2013
Exp. Date 06.2016

AMLYSES PERFORMED CONDIT¡ONS RESULTS

Appearance Yettoyv or sttghtty brolYntsh powder, hygroscopic.
Yeltow to ttght tan powder, haúng an odor suggesWe of cereals. Is

hygroccopic, and is affected by [ong eqosure to tight, heat, and
alr.

yeuow powder,
hygroscoplc; havlng an
odor suggestive
of cereals

5otuDltrty Freety sotubte in dimethytformamide and in dimethylsutfoxide;
stightty to sparingty sotuble ln meüanot, in n-propyl atcohot,
and in n-butyl alcohol; practicálty insotubte in watér and in
alcohot: insotubte in chtoroform and in ether corresponds

toenUTtcauon

ldentlfication A:
Azp I Azln
A zy¡ / A:o:
A:rE / A:o¡
ldentification. Uttravlolet Absorntion: A.- I A

Abso¡-ption ma,xima at 230 nm, 29'l nm, 305 nm and 319 nm, and a
shoutder at 280 nm.

0.83 to 1.25
0.61 to 0.73
0.81 to 0.9ó
0.90 to 1.25

conesponds

1.05
0.65
0.91
1.08

ldenuflcaHon: E, ( In conformitvwith BP 2011 and Eur. Ph. fEdition corTe§Don

Ab§orDance at 3O5 nm Not tess than 0.60 u,t
LOss On Cryng: - u>f, 55

- BP 2bt I , Eur. Ph. 7ú Edition Not more than 5.0 %

I,50
3.72

tleaw metats Not more than zo ppm <tu
Sutohated ash NOt more tnan 5.5 ñ f .10
Assay: - U>r'Jtr

BP 7011 I Eyr, Ph. 7s Edition

Not less than 4400 USP Nystatin Units/mg, or, where intended
for use ln the extemporaneous preparation of ora[ suspensions,
not less than 5000 USP Nvstatin Unlts/me 6100

Minimum 4400 lU/ mg (dried substance) and minimum
6303

Abnormat toxiciw ln conformitywith BP 2011 and Eur. Ph. 7"'Edltlon (2.ó.9, corresDonds
SusDendibitiw Not tess than 90.0 IÉ 96.00
Crystal.l.initv It reveats birefrincence corresobnds

DH (3.0 % aqueous suspenr Between 6.0 and 8.0 7.7A

LOmPOSTnOn:

USP 15: - Nystatin A'l
- Any other individuat component

BP 2011/Eur. Ph. TsEdttion:
- Nysratin Al
- Anv other comoound

Not less than 85.0 %
Ñot more than 4.0 %

88.63
1.31

Minimum 85,0 %
Maximum 4.0 9li

88.77
1.31

MlcroD]ologlcat quatEy
- TAlvlC, CFU/g
. TYMC, CFU /E
Specified micro-organisms:
- Blle-tolerant $am-rcgatlve bacterial S
- Eschetlchla coli I g
- Salmonellalg
- Pseudomonas aeruginosa I g
- Staohvlococcus aurcus I a

Not more thán 103

Not more than 102

Absent
Absent
Absent
Absent
Ahsent

40
<l

absent
absent
absent
absent
absent

Re§iduat solyents: - Methanol
- Acetone

Not more than 0.1 x
Not more than 0.5 %

U.UO

a.z9

Pamcte §tre,
< 45um Not less than 99.0 % 99.91
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