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CUSTOMER:

PRODUCT:

A.C.E.F. SPA

ALPROSTADIL
iiiilili'fi -*:rvdroxv-2-t€-( 3S)-3'hvdroxv-1'octenlrll-5-oxocvclo'

pentyl)-hePtanolc aoo

CzoHvOs = 354 5

cAS - 74565-3

1402S01

0212014

A140030

'1.0 s

0212017

BATCH No.:

PRODUCTION DATE:

ATEST No':

QUANTITY:

RE-TEST DATE:

rESrirErHoD: 

--srE9!E!cArl-oN:

EEgglL----

I ldentification

a) bY lRsPectrum lR spectrum of CRS Ph Eur lR spectrum conforms

RT conforms
oi o, Erws ui't-c" - er otws Hplq

2- DescriPtion

a) visual
a white or off white crystalline

material

the sum of absorbance

a white crystalline
material

0.009
b) bY absorbance NMT 0.150 =-.-

3. Assay (HPLC, calculated with reference ti:ln'::".':;;bstance' "0" 
*'' 

nU., *
96'0 - 102'5 o/o. 

--:::-:-
4. HPLC purity (Ph Eur' HPLC method' norm' o/o):

NMT 1.3 % not detected
a) PGAr .,.;- ^ , ", not detected
b) PGBr NMT01 %

other impurities .r,- ^ . o/ not detected
c) 1$keto-PGE, NMT 0 1 %

d) 15(R)-PGE1 NMT 0'1 o/0 not detected

e) 11(9)'PGEr NMT 0'5 % not detected

0 8-iso-PGEr NMT 0 1 o/o not detected

g) PGEz NMT O'5 % not detected

h) s-trans-PcE, NMT O S % not detected

i) PGEr ethylester NMT 0 3 % not detected
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m) impurities tgtal NMf l 5 "/" ... 0'1 % ---'.
5. HPLC purity (in-house HPLC method, mol. %):

i) PGE1 isoproPylester

k) TPPO

l) unspecified imPurities single

a) 14-methYFPGEr

b) PGD1

c) 4{rans-PGEz

d) Strans-PGE:

e) 13,14-dihydro-PGE1

SPECIFICATION:

NMT 0.3 o/o

NMT 0.5 %

NMT 0.10 %

NMT 0.15 o/o

NMT 0.1 %

NMT 0,15 %

NMT 0.1 5 o/o

NMT 0.15 o/o

not detected

not detected

1xO.lOoh

not detected

< 0.1 o/o

not detected

0,1 3 0/o

not detected

0 unspecified impurities single NMT 0 10 o/o 1 x 0 03 %

6. Water content NMT 0.5 o/o Q.1 o/o

NMT 0.5 % o.1 %
7. Residue on ignition

8. Spec. optic rotation^ _70.0" to -60.0' - 67.5"
ts:1*tg!sUslp:-

9. Conlent of solvents (USP GC method):

a) Acetone

b) Chloroform

c) rr-Hexane

d) Dichloromethane

e) Tetrahydrofurane

0 Ethyl acetate

S) ferf. Butyl methyl ether

h) Methyl alcohol

D t6lt Butyl alcohol

j) lsoproPYl alcohol

k) n-Heptane

l) Toluene

NMT 0.5 %

NMT 10 pPm

NMT 290 pPm

NMT 5 ppm

NMT'10 ppm

NMT 300 PPm

NMT 300 PPm

NMT 300 pPm

NMT 300 pPm

NMT 300 pPm

NMT 300 PPm

NMT 20 ppm

< O.5 o/o

not detected

not detected

not detected

not detected

not detected

not detecled

not detected

not detected

not detected

not detecled

noi detected

m) n-pentane NMT 3OO PPm < 300 PPm _-
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TESTMETHOD; SPECIFICATION: RESULT:
1 1. Heavy metals:

a) rhodium content

b) chromium content

< 15 ppmNMT 20 ppm

NMT 20 oom <5ppm
12. Microbial testing iCFUlg):
Total aerobic microbial count

Total yeasts & moulds count

Specific microorganisms:

- Bile-tolerant G- bacteria

- Salmonella sp.

- Escherichia coli

- Staphylococcus aureus

NMT 10'z (2x1d) cFU/g

NMT 101 (2x10',) CFU/g

0 CFU/g

0 CFU/g

0 CFU/g

0 CFUig

<100 CFU/g

< l0 CFU/g

not found

nol found

not found

not tound

not found- Pseupgl[gln-as as-$siogsa 0 CFUig

.95.0 - 102.5 o/o at re-testing

RESULT: Product has been manufactured in accord*nce with principles of GMp as
dotallod ln ICH Guldeline G7A
Product conforms to the specillcafion in SBR3S0KI04, App. No. 2
Note: Product conforms to lh6 spocification in ph. Eur. I and Microbial
testing of product conforrns to the 6pecification in ph. Eur,8, harmonised
method.
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lng, Dagmar Gold6midova
Authorized Person

(putsuant to EudraLex 4/ll, 52.14 & S?.32-1 )

Date: May21,2014


