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GUSTOMER:

PRODUCT:

BATCH No.:

PRODUCTEN DATE:

ATEST No.:

QUANTITY:

RE.TEST DATE:

A.C.E.F. SPA

ALPROSTADIL
H( 1 R,2R,3R-)-g-Hydroxy-2-[€-(3S)-3-hydrory-1 -octcnytt-5-oxocyc]r-
pentyll-heptanoic acid
C16H3aO5 = 354.5
cAS - 745€5-3

1402501

02t2014

4140030

1,0 s
0212017 =+r!+

TEST Tf,ETHOD: SPECIFICATION: RESULT:

1. ldentification

a) by lR spectrum

b) bv Rl!rys HPLC

lR speclrum of CRS Ph.Eur. lR speclrurn cordorms

RT Of WS HPLC RT confonns

2. Descridior

a) visual a white or offrafiite crystalline a white cryitalline

the sum of absorbanceb) byabeorbance , 0.00S
I NMr oJ,EQ-
I ._..-..-............-:,-'--_--#*- 

!

I 3. Assay (HPLC, calculeted with reference to anhydrouB substance, abs. %):

96.0 - 102.5 o/o' 98.7 0A

4. HPLC purity (Ph.Eur. HPLC method, norm

a) PGAI

b) PGB,

oiher impurities

c) 1S-keto-PGEr

d) Is(R)-PGEI

e) 11(p)-PGEr

f) 8-iso-PGEI

g) PGEz

h) S-trans-PGEz

i) PGE1 ethylester

oh\:

NMT 1.3 Yo

NMT 0,1 %

NMTO.1 %

NMTO-1 %

NMT 0.5 %

NMTOl %

NMT 0.5 0/6

NMT 0.5 %

NMT 0.3 o/o

not detecled

not detecred

not detected

not detected

not detected

not detected

not detected

not detected

not detected
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m) impurities total NMT 1.5 % O.1 o/o

5. HPLC pudty (in+ouse HpLC method, mot. %):

j) PGE1 isopropylester

K) TPPO

l) unspecified impurities single

a) 1+methyl-PcEr

b) PGDi

c) {-trans-PcE2

e) 13, 14-dihydro-pGE,

NMT 0.3 0/6

NMT 0.5 o/o

NMT 0.'t0 0lo

NMT 0.ls %

NMTO.1 %

NMT0.15 %

not detected

not detected

1 x 0.10 0/6

not detected

< O.1 o/o

not detected

NMT 0.15 o/o not deteded

6. Water content NMT 0.5 OA
O-1 Vo

7. Residue on ignition NMr 0.5 % O.1 o/o

8. Spec. optic rolalion
20

9. Content of solvents (USp GC m€thod):

a) Acetone

b) Chloroform

c) rFHexan€

d) Dichloromethane

e) Tetrahydrofurane

0 Ethyl acetate

S) terf. Butyl methyl ether

h) Methyl atcohol

il brt. Butyl atcohot

j) lsopropyl atcohot

k) ,FHeptane

.70.0'to -60.0"

NMTO.5 %

+{i,tfio 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

- 67.5"

< 0.5 a/o

notd+rt€|t}
not detec,ted

not detected

nol detec,ted

not detected

not detected

not detected

not detecled

not detected

not dGtected

< 300
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ll.Heavymetals: 

-

a) rhodium contant NMT 20 ppm . 15 ppm

12. Microbial testing (CFU/g)t

Total aerobiq microbial count

Total yeasts & moulds count

Specifi c mieroorganisms:

- Bile-tolerant G- bacteria
- Salmonella sp.

- Escherichia coli

- Staphylococcus aureus

NMT id (2x10r) CFU/g

NMT 101 (2x101) CFUIg

iQEurs
0 CFU/g

0 CFU/g

0 CFU/g

0

<100 CFU/g

< 10 CFUIg

not found

not lound

not found

not found

RESULT: Product has been manutact.Ed in .ccord.ncs with principres of GHp a3detilled in ICH Guidr{ine e7A

IY:.J_:gf^ry b ttro spocir,c*on rn sBR3s{,Kro4, App. xo. 2

. 95.0 - 102.5 % at re.tesling

i(i.*i.r,.a
\-

lng. D"agmar Gotd5midovA
Ar.rthorized Pcrson

(puBmnt to Eldrsl€x 441. 92, 1 4 & 92 32. 1 )

tlofu! Product confumrl'to iltc

mothod. Eur. 8, harmonised

Date: Mar 2E.2Ol4


