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CUSTQI'IHH:

PRODUCT:

BATCII lVo.:

PRODUCTTON BA,TE:

ATE$T Na.:

QUAI'ITIfi;
RE-TEST OATI:

A.G.E.F. S.p.A-

ALFROSTADIL
?"{{ I R,2R,3R"F${yeoxy,2-[€-(3$]-A-hydrsxy-1 -ocleny{-S-oxocydo-
psnlyl)-heptailoic aciJ
CaHyO3 = 354-5
cAs * 745"65-3

1303V01

03/201 3

413006$

1og

031201 $

___ IESI-UEIIQai -_ $pECtFrcArreil:
1. ldentification

al by lR spectrum lR speclrum of CRS Ph.Eur
b) by 8I wS HB!"q-_ RT 0f wS HpLc
2" Description

a) virual

b) by absorbance

a white or off !#hite trystalline

R€SUL?:

lR spectrum conformg

RT eonforms

matedal

the sum of absorbance

a white systalfine
material

0.m7
t{MT 0-1H)

l. s- *ssdy (Flpt (:, ralc*lat€d r/sith{€f€r€Feeto an
I 96.0 - 102.8 yo, $$.7 9o

4. HPLG plrity {Ph.Eur. HPLC meihod, norm. %):

a) PGA1

b) PGB1

olhei impuritie$

c) 1S-keto-P$f,

d) ls(RlpcEl
e) 11(p)-PGEr

f) f-ieo-PGEr

s) PGE,

h) s-lians-PcE2 ..

i) PGEr ethylesiar

NMT 1^3 %

NMT O-1 ?;

NMT 0.1 olo

NMT 0,1 6/0

NMT 0,5 04

NMT O,.I YT

NncT 0.5 %

NMT O.S %

NMT 0.3 0/o

<0.1 %

nol det6ct6d

ilot detgst€d

nol detected

not delectsd

not detscted

not detecl8d

n{}l detestsd

not dslectsd
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_" IE$I MEIH0DI _ spEetncAn0N: RE$ULT:
j) PfrHr isopropytester

k) TpPO

l) unspecified impurities single

m) impuritiss tolal

7. Residue on ignition NMT 0.S % 0.1 Yo

lrlMT 0.3 Yo

NMT 0"5 yo

NMT 0.10 7o

not deteated

not detecled

0.0S 0/o

NMT 1.5 06 gl'4
5. HPLC purity (in-hors€ HpLC nreilrod, mol. %)
a) lukrethy*PGE:

b) PGDI

e) 4-trans-reE2

NMT 0.15 0/o

NMT 0,1 %

NMT 0.15 %

not detected

rct detected

0.04 %

urTJs-%--
e) 13,14-dihydro-pGE1 NMT 0.15 0/" not detected
i) unsqer:ifredimpuritjei_9qglg*_ - NMTO,l1g.yt.*.___. rptdetected
j .rY:11""1_ 

_ NMr 0.$ o/o < 0.1 %

8. Spec. optis rotaiion
(e=1, ethanol) ial^20 -70.f to -60.0i - s8,1"

0. Content of solvenk {USp Gg method}:

a) Acetone

b) Chloroform

c) GHexane

dj Diohi*romethane

el Tetrahydrofurane

i) Ethyl acetate

Sl lerf. Butyt methyt eth€r

hl [rethyt a]cohol

it tert. augahohot

.i) lsopropf akoh<*

k) rF.Heptane

IJ Toluene

NMT 0.5 0lo

Nldll0 ppm

NMT 290 ppm

NMT 5 ppm

NMT 10 ppm

NMT 300 ppm

NMT 300 pprn

NMT 300 ppm

NMT 300 ppm

NMT 300 ppm

NMT 300 ppm

< 0.5 ?o

not detected

nol detocted

not del€oted

not dstected

not detected

not dolected

not delsctsd

I}ot det€cted

nol delected

not detected

ml - rfe!,1rx-- - NMI ?qo- pp'lu
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TEST MET}iOD; SPECIFICAT'ON: tsfSULT;
'11. H€aly metals:

a) rhodium content NMT 20 ppm

$ Ct{pIU!p,1_$A$g!!**. , , NMr 20 ppm

12" Mi{r6bial testing (CF{L/gJ:

Total aerobif rylisr0b:sl count

TotEl yea$ts & meulds count

Specif ic nr icri:organisms:

- Bile-tolerant G* bacteria

- S*norella sp.

- Escherichia coli

- $taph$ocoecus aureus

- Pseudomonas aen-€i*os?

'95.0 - 102^5 o/o at r+.lesting

I ppm

1ppm"

NMT 102t2x10?)CFUIE

NMT 10'r2x10r1CFUlg

0 CFUIs

o CFU/g

0 CFUIg

S Cruis
0 CFUIg

{'100 CFU/!

< l0 CFU/g

not lound

not found

nol f*und

not {(}rJnd

not found

REsuLr: prodEct hs be.fl maurfachrred in accorkrca with principres of Gtip as
d€tsiled ln tGH Grride*ire o7A
Prodxct corforns to tts sp€cification in SBR3glK,i04, Ap. No. 2
Ho{e: Produci corforrr* to t}ro tpscification in ph, iur. ? and ticrohial
Eeting of produc{ conforms lo_!h,e specification in Fh- F,.r.7, hrrrrlc,HlBcd -

t

tua;**",
lnq. Daqnrar Goldimidov6

Auth$ri:ed Person
{guGusr io Eu&Le4{, !2.14 & S2j2.r}

2fl1 3


