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CERTIFIGATE OF QUAUTY

PRODUCT:

BATCH NO.:

PRODUCTION DATE:

ATEST NO.:

QUANTITY:

RETEST DATE:

ALPROSTADIL
zlti Á¿n¡n'lf Hyd roxy-2-[€{3s)-3-hydroxy- 1'octeny['5{xocvclo-
pentyl)+eptanob *i,
CmHsOc - 354.5
cAs - 745€$3 .

1603S002

8/2016

Ar60054

1.0 s
03¿2019

TESTilETHOO: SPEé|F|CANON: RESULT:

1. ldentification

a) by lR spec{rum
lR spechJm coñfunn§
wi$r lR of RS Ph.Eur.

lR spectrum coflform§

1.00
RT

2. Appearance

a) visual

K = 0.90 - 1.10 RT of

a u/ñite or off-wh¡E cqfsta¡l¡ne
malerbl

th¿ sum of abso¡bance

a whiE crystalline material

o.(x¡¡l

sr$6taBce, áb6. 96):

96.0- 1m.5 %'

4. HPLC pur*ny (Ph.Eur. HPLC method, nom' %):

a) FGAI

b) PGBr

othsr impuril¡es

c) 15+eto-PGEI

d) 15(R)-PGEI

e) 11(9)-PGEr

f) 8-iso-PGEr

g) PGEz

NMT 1.3 0/6

NMTO,1 %

NMT O.f %

NMT 0.1 o/o

NMTO.5 %

NMT 0.1 o/o

NMT 0.5 %

o.1 %

not deEcied

not detected

not detectéd

not detect€d

not detected

not detected

mt detectédh) S-trans-PGEz ='Ii¡MT o.s %

i) PGEr ethvlester NMT 0'3 7o not detected
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j) PGEr isopropyle§ter

k) TPPO

NMT 0.3 %

NMTO.5 %

NMT0.10 %

riot&Gd{ed

not detected

not detectedl) unspecified imPtÍitics túENe

5. HPLC purity (in-house tPl-c ¡n¡rrd' mol. %)

a) l4{tEthYl-PGEr

b) PGOr

c) 4-tran+PGEz

d) 6-ttans-PcÉ

1_5%

NMT 0.15 !r
NilT 0.1 *
NMT0.15%

NMT 0.15 *

rddeaeÉDd

tü(ffi
ndúb#

0.(E 96

NIJIT

R unspec¡¡e¿ impurths stmb NMT 0'{0 % 0'06 %

G.Watercontant NMf 0.5% O'1 %

NMT 0.5 016 <0.1 %
7. Residt¡€ on'tgnHoñ

8. Sp€c. qt¡c rotaticn -70.0'to €0.0' - 88.1'
(c=1, eúranol) loloFo

9. Cont€nt of sohEnB (USP GC method):

a, Aúeton€

b) Chloroform

c) nl{e¡<ane

q e&ruñGüBt€
e) Teúáhyd¡durane

0 Etñylecetate

S) fe¡t Butyl me$Y érhcr

h, Mgthylalcohol

i) lsopropylalcohol

j) n-Heptane

k) ToftJene

NMTO,5 %

t{MT 10 PPrt

NMT 290 PPm'a.;,
NMT 5 PPm

NMT l0 ppm

NMT 300 ppm

NMT 30O ppm

l'lMT 300 ppm

MrT 300 pprn

lürT300 ppm

i,ÚllT20 psn

<0.5%

not detected

not deteded

notdstwteÚ

mtdebcted

not detao{ed

not detécted

not detected

not detected

not detected

not d6t€ct6d

.l

tr ,rpentBne trtrrT 300 oPrn < 3ü) DOm

11. Heavy meüds:
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12. Múob¡al tesürig (CFU/g):

Total aerobic mhrob¡al count

Total yeasts & rnoulds coont

Specifb microorganisms:

- Bib-tolerant G- bacteria

- Salmone[a sp.

- Escherich¡a coli

- Staphylococcus aureus

- Pseudomon€s aerug¡nos?

NMT 10¿(2x10?)CFU/g

NMT 10r(2x10r)CFU/g

0 CFU/g

0 CFU/g

o cFU/g

0 cFU/g

O CFU/E

<10 CFU/g

< 10 CFU/g

not found

not found

not found

not found

not found

'95.0 - l(p.s % at r+{esting

RESULT: Product has boBn manufacfrrlEd ln accordance w¡th princ¡ples of GMp as
detailed ln ICH Guldeline eZA
Product conforms to the spec¡l¡ceüon ¡n SBR38OK,[t6, App. No. I
Note: Product conforms to the specificaüon ¡n ptr. Eur. g and Mlcrobial testing
of product conforms to üte spec¡ficaüon in ph. Eu¡. g, hamonised method.

,l

§at,,.l»*-
lng. Dagmar Gold§midová

Authorized Person
(puBmntio EuürL€x 4nl §2.14 & s2.32.1)
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Dale: Nov 22, 2016
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