EUROMED

BRK > =7 No.1 )
Halal/Kosher/GMP/EDMF/USFDAZXZ

EP-USP-BRJL—F (BERCOoMH -T42/—/LiH)

BRI « K EFE R 5 FERED
Euromedtt D& 5H
JAXFYPURELRR

@ RFEHA4I R

“" Making Science , Growing Together 1




H X
JAFXYNYIREIXR

EEE
%HH

=

Euromed® B[R] 18 &)

fth#t S ED ELER
IQ/ JUIH 'C_I&COzt
NEE
fé’f?&
ZE N
Iﬁ'l--lnit'%ﬁ
10. XA M5l
11. Euromed® BARETE)

© 0NV A WN

® ! i;i*ﬁf TR

Growing Toget

I T A DY

TR

EUROMED




1. R — /axy)vi B=E
1.  /JaA¥yy&lx

A) F4&: /ax¥)vd
H4: Saw Palmetto
“F4: Serenoa repens

TA)AERERER., FICTOUEMIZRET
HES2-dmDEDENYIORDIEY,

B) ERVIUTEEDEMRZROMN., FMICITH

0 100 200 MILES

1 " 1
T

0 DO 200 300 KILOMETERS

© RFEHA4I R

“" Making Science , Growing Together




1. R — /axy)vi B=E
1. /axyvi &l

C) FERBAM-TOUSFMIEAN)Tr—2DRBYBETHY., LEIKIFEAENTH
m CLEA EERICKDOOTAELI-EB AN KBZEYKZHHL-ER.
EMFEDOF I LULARMICEDLY  EEL TV =BFAEFHEYDB80%MNIE
o 2000 F LIRIEFHMERFHICLYKBRZEDOERMZBVEHFICRY B
AREEHR T o F<HFERBEYOROALFYELLA, /aFx1)v
VOREMIIOSLI-ELOVBEARERTT,

D) MEOI/N—JL—XEILE
XEFDZEESTEERI—EH
ERE T, D=, 7333, 7F
T4 8. OX RUAUA, AT
YO H Ea—IHEILERT
HEHEEBYDEETY,

5@? REHAIUR

“" Making Science , Growing Together




1. R — /axy)vi B=E
1.  /JaA¥yy&lx

E) EBREMITZFIVT—avcil#dt £FBELTLEBGRENLGLLEVEE,
ABRE. BERMICHINTHIEIFELK £ETHRETY,

2. JAX)NYIDRE

6 ALERYIRBD/NSEREDITIRSH AR TEAIZHHLETEZYIILSH, 10
AIZEFZALEA L OBEPERNEZREGY | BB PEYMATO—IILA S
Y. FEYTTEL EERVBEMICRAIZFIRELTILESBSN TV,

>
V A%/

INENFIRSNOERRBDORE

6 ACADKRMIGTEE

© RFEHA4I R

=« Making Science , Growing Together )




1.7 — /ax)voBR=E
3. BEDINE

A) RAGRZIEII/NSK AERZLTNSDTERE - /O0O0T/4LHSL, &
BTEHADHD, F=HEL DL BRI THHEME S VAT
O—LENDEL KRR R THAHOT /AFEILDLGN, EDH, KA
DEENCHETHIFRIL, AT NDLENEITTEL, BAVEE
HOEANHPT L, DWNTTERLTHLINET EMNKRE LTS,

B) WWEAEXEI.SEZEDEMHFTEZ TRHEL BED/N)T—2DFE
WA HIRT HT7OVSRERITEALDEREGY . BRFEHEFD T
ZEYTORELLGY REOREF, ALIF—ERENDINoDUNGE
FABIZKSZRLBND,

C) SBICEEDTHI. N\IFT—2 00— EELY I EECERARTIK
[ZiZ>TLEW, FEITREZIBO . RELF-BEROHEKTESZIZED
TLES,

D) ZD&.ARHICGLEREMBIISHKL., INEEL/N\JT—2VRET
FREDS. ATHIICERLTLFEIALIZ -1 REGRREDRE
HISHERDZL VLR TY

@ RFEYAI VR

R “  Making Science , Growing Together




1. R — /axy)vi B=E
4. ¥R, ICICEZEARE

A) FERHER. WEMATO—IL, BEEEBER S -HOT /AR, #5512
FTCIZER LB W ERAMR O NS L. BBENFEEFT,

B) HIRIAERRICEFNIES DA T—FRIGICEKYRAGZRELTAD
REVELICEGDHDT, WEUVRBETHENETIEIERAENTH, £
D& FETHIREEZEOHER - E T HENBOTEREGD,

@ i:i*b( T 50X

R “ Making Scie , Growing Together o/




1. R7E — /axyyvoB=E

5. BRMZERH (EP)EXREZEFA (USP)MELIZI /ax) v B=E | Z R
[CIBAL-REIELTENENANRELTLNS

A) EPITIXEZE S ELTDSaw Palmetto Fruit hNEXZ 23R TE

plate R (2-10 pm)]
07/2012:1848 Mobile phase: acetic actd R, ethyl acetate R, toluene R

.
(130:70 V/VIV).
7 Application: 10 pL [or 2 L] as bands of 10 mm [or 8 mm]|

Development: over a path of 10 cm [or 6 cm].

SAW PALMETTO FRUIT Drying: in sir.

Detection: treat with anisaldehyde solution R; heat at
. i gz RN 100-105 °C for 5-10 min; examine in daylight.
Sabalis serrulatae fructus

Results: see below the sequence of zones present In the
chromatograms obtained with the reference solution and

YEFIN IN : ol
DEFINITIC the test solution. Furthermore, other faint zones may be

Dried ripe fruit of Serenoa repens (W, Bartram) Small (syn, present, especially in the lower third, in the chromatogram
Sabal serrulata (Michaux) T. Nuttal ex Schultes & Schultes). obtained with the test solution.
1512 See the information section on general monographs {cover pages)

B) USP41TIl&Dietary SupplementEL TEEZRIZIRE o

4860 Saw Palmetto / Dietary Supplements usP 41
Table 4 (Contined) the chromatogram of the Standard solution. The ranges
Individual Percontages for ratios of the concentration of lauric acid to the con-
Fatty Acids (%) centration of the respective fatty acid in Extract pre-
pared using hydroalcoholic mixtures or solvent hexane
Unolenic acld NLT 0.05 are in Table 1. The ranges for ratios of the concentra-
_Palmitolel acid NLT 0.01 tion of lauric acid to the concentration of the respective
fatty acid In Extract prepared by supercritical extraction
e msemaassa i with rarhon dinxide are in Tahle 2

@ RFYAIIR

Making Science , Growing Together




1. [RH

JAF)v IR

6. BERMNEFAH (EP)EXEEF/A USPIESEIZI/aFyvo XX 1B

BICTAALE:

EP9: [EZ 5, Saw Palmetto Extract

FUBOPEAN PRASNALCVOLA 32 ow plmatte sitint

[ =T e
g <

S e -

SANGUISORRA ROOT g
Sengalwrbee radin
PPN [N
IR - —— —
Wt o 0 - .iporn
e (rmad oed cnbigrvad ot o Mg & dtnting bam
e e

A o o S gt -

3 AL I 1) et v e T v r—
P ot 1 % e o
R R L

Poote e shead I R A e b e i of (0 e et

DENTEICATEN
A T e g s o [ i, s (it

o, 300 shwweng ot AL
B Y St B 4 b A g
e i e L

B L [ T

o K The pveses st

e sghe « i gy «

Rt e A T ) e At
B 5 e Pt el b e e o 2

Titel aoh L5219 wstwumey 104 por 1t
Aok ot by e hhers b (160 e )
e

et

Prwdemt turtal g

Jrtesd boond dng U e L1 181 L b ot
ong et e o RN .o
n. ook fw adkenx 304 ot T S

s
A R Conine Cu ctar bowes. Doponie o Lryaes sl
3l of ettt B B Tnah

it et e 18 4.4 g
st b i oy

o rowecrwt B 5 ol of meihes

Pt VAL st g P, i 1040 42 e TIC
L Sabalis servulesar extracium
N s atrar = NN

—_"

R P . S Pk P (19
v ool v 4| - tans

Dot wory & 2005 o 12 50 | & 400

Dvpwg 13 22

hten 4 stammon o dmmiel ' o T34 oo
D I el L T
e b gams Ao

e A R o ey
Wentzag Fawe T ¢ e W P S
CAain s W e W .

W ARS R WO pur L
0 —— 0 e e

Ly ——r
e 500 put 1om b vdom v
D |
R ek LR

I M

vl Nl L P e Wt e ST L =

03 Monagraph

ENODIFRJELTENENARELTLSD

USP41 :Dietary Supplement
Saw Palmetto Extract

4080 Saw Pubmettn / Dty Lapiemierss uw 4

ol — wapen o e lhesbond aaun The ooyt

~ Por ret of Wwe spexombte of s aced %0 fhe com-

| PamrAme Ot kveetun O Ua rewechve vy sthd i Esbodt e

| 1] T Paend g tydTaxobrdc Tideme o s e

-=- - o n ke | vump».vnauum vy

T L] S o e pcnl o e cOnommtata of S sepesiee

L e e ——
et carvon Sonie ey i Tobke 1
Anna m“ L OO, L o Dt bt
S | 1 e Tt Tabde 3
+ s iy, Pt bkt Ancht = =
HT‘—:— 0 n.u- e - forry A Bz etz
e som ret wsowd 10 e ared B §: — L L)
Dot s S yemath cxnaet 1Bt ot swced 107 thet [T [T )
Sy, AL 123
h e s S e Y] 18
e A e e - re—— S T T — -
s wl Lt ok [ F FTl
muun S A InTY
-mm tomg Cxpns M tania AL AL
AN hT Ju—y “

» hoas o Doy 731 -

m 103 of Pomchorerd S Puirvatins
On e lwved @ Vorr e dn s
Etnd 110%

-m Mmuvw Lo L end
Sawphe 107 o Pomedowt Yo Pt Tutry Aot [y e
Accaptance NMVT 5 % T3 1%

o ANVELES oF BOTAMCN ONIUN, cutirmmtie Job (36TH 3
T m

Anomamu .l“ A

Provern o) Sght conmree, "
ad.

. e Inmrvisl wed, b rvy
W) he bt navee, T 80t o (hee RS s M
i e artn i Wy m

* UAF RIrGEL STamaDs (14
V5P Mgl 3
LIS Wt C

N |
N o e et s e o Sl |

Tulin ¥
Lo Palmuttn tal o o ——
o 1 =y ed)
DRFRTI e 1 3
WIN Prpank stenty PR Ty oF Sy e A
o a0 et Ty wl) s ae Y rytees i
"y e
e Evinerct comtan [pichiy :
"~ Pk, wa A I\

T o pp—— 24
[ m-nuvcnqmwvmn-’ i —r
s sk ’& — -—
i > e =

ol
IDENTHICATION —_— a4

i

» ‘a L0 o e et e
e e Simiot I ot of Sy . e e A e i
O L L T e ey

REY/IIUR

Making Science , Growing Together




1.7 — /ax)voBR=E
7. EuromedDEHERZE — HEDFRITEZLZEHER

A) HAREOFEFUNGEILERM. $33,000k>, ZD >S5, Euromed#t[d41,200-1,500
o ZEFEFERL, 2000~ = THEETEE,

B) A0FLIEFIKYEHANDERETIFAA—D—ELTRBMDONL—E)T4%
HERI DO [REITDHIHMOMBEERLFETRN, ERRAICBHELGSEASR
TREMGFRHMRE=#EL THRK,

C) /AFVVIMNFERATHINLDEFREMMIT, RIFFDOMEHX, 70y
FMIETKERBEOFORBMR THY . BREREMX THLHA =D, 7 —7H
_‘J7‘ :EJJ-TFL_\_.I-HI:.O

@ iﬁ"i"f S T

“" Making Science , Growing Together




1. R7E — /axyyvoB=E

8. EuromedMREIFE — aLUF—EHTEL, Bl

A RAGRRER, TRAICEAZMEEAN, @ENSY . BIETDILELEL,
LWL ERVEIRT DERALRLCERR LGSO, LR RICIE. AL
REBNEDITH DS,

B) Euromedftld. ERA(EP-USP)IEET A ALI-EE | DAHZFINFET S7-
O, NEEEEZEERAEAL. TRALEERBEOREDHZTNET S
R, BESERNL-RENEMDNSINETLIREEDREET. X
BADEEEN—FET1ZEZoBYERLTLNS,

FARE(FUNERHIEL, BRI SERALEEIH D LEETZED
PRV BEEZENZL IRZEH10%F1&, BHIECETE,
8. BLAFRRE,

| « EPTIdark brown or blackish&R¥IRED R EHETE
@ REYA IR |- USPTIEIFRIREAHS: 1~14.1: 15

" Making Science , Growing Together 11




TS S » ~ =
1.8 — /ax)viBR=E
9. EuromedMREFIG — tHEM—ODOEEMIZCEMIS
A ZO0)FMO/aAXF) I REMROBPINIZREHEEBEZITEIARAHETES. £

CHLELEARAREFREL., BHEMNMRTH48EFMHUANICEZIENTIEZT 5,
“}—V\
Fwan
J
139
0 100 200 MILES
S A (W )| )
CI)' I ‘IAO' I IZCIJO' f l3(1)0 KILOMETERS e ‘E'uromed =
» K EFRHEBEATHAIMNIIIE

(20054 F%31)
@ REYAIT R ;

“" Making Science , Growing Together



1. R7E — /axyyvoB=E

9. EuromedDEREFIE — HEM—OEEMIZBEHTIIS

B TEALE-REDAHZIREY

@ RFYAIVR

“" Making Science , Growing Together 13




NI — » ~ [ |
1.[78f — /ax)vL B=
9. EuromedMREFIG — tHEM—ODOEEMIZCEMIS
B) 40FLLEDEFIUFE/ /Y IXROREIXEHMBEEORMEIZFEE,
HAZIOFINERATFAA—H—EL T, ZLTI994FE LD KEE
BAIXRAA—H—ELTHRGEMICAREZEE

o % ‘f""ﬁ;}f‘: . v
7N -] L . ’
» ?:‘;‘xfz E :.-.: ? --u\. ¥ » <

o EINEREEDRIN (USPTIXIHFRUNEMNS:1~14.1:1ETE)

o EME DR
v B0RESNEE(EPTIXdark brown or blackish&E R REDBEIRTE)
v EULVERAER R ZE
v RN DREIAEEERRE

@ RFEYA1IT R |[EP-USP-BARITRATFRET A TRELEH

“" Making Science , Growing Together 14




\re — » ~ e |
1.[78f — /ax)vL B=
9. EuromedMREFIG — tHEM—ODOEEMIZCEMIS
C) 2005 LK. INFEM 48R LINIC B R IgEEE,

D) A400~ETEFIREZLA Y A O3EZ AL . &xK50°CTEHEARLIR,

'l'\ W

@ HEHAIUR

“" Making Science , Growing Together




1.8 — /aX)yvLB=E
9. EuromedMREFIF — HAEM—OEEMICEHMTIIS

E) HERE.TIZARA -Mollet|lZFEEL I FED L LDEEEZTER

F) ChoB#EERBICKYMIISGEOUTOA) YN EE
FEMEEOBELMEEEN T

e WIRTREOBHEENTRE
- WENrLHAIEFTHSEEN TR
e ERMIZEHMEBEENSEBAETCOMN —HEYTAEREBEEOXTLN
fExL
@ RERAY1T A .



1.REE — /ax v B=E
9. EuromedDRERTFE — 1FLU LEDEEERTETERLS

G) ARA:MolletDEBEIZTHMIALZEEEFZRET)—2N)L)

H  IFRETHRNCIEHDTZENT. EBEMOAEAR(EETAIL)

\2) REYAIT R

‘=" Making Science , Growing Together 154




2. 8@ — /AFVVIREIXR

®

1. Euromed® /XYL IXZR —HEFGKIITT

A) BRI $960% . KE £330%. EELENo I I 7EFEOHAZKA—H—,

B) HADEE=EHMNEI300, D H, EuromedlE120~1500 LI E D EFE-HR
FERiE, BEHBIIZ(E 200 PR E X CHEE AT EE,

2. AAILEZAT
A) EPEE S (TAR/—ILHH RUCO, BEFmE)
B) USPE& & (T4H/—/Lilit RULCO, BB )

C) BAREMAIXR (Z4/—/LHH R UCO, BEEFHE): EP/USP[H
[TERICTERARERMSHEL ., 2 RBIRIEHLEP/USPIZIZ X ZEHL

3. MEKRIFAT

TCP&SIO, THRIEMRILLT=50%/ 05 —, EFTE & 24 T THASIHER = (345%
UL E#F#RI&AE, 1=12Si0,h 2% L EEFEN LD THARR TIZER,

HEYAI R

Making Science , Growing Together

18




2 ®IB — axXyy o B=

4. FAINEZALT DI

AHTEE
5MR
&

R

fa&ulErE (GO)
HZEERGE (BIOMNEEf5 5 4L )
(TAAEME (RRMNZERHER)
IR (BUMERALEH)
HER BEEEE WO 5 57 29 )
LLE  (BRNERFENR)
BT (BRI ZED A LEHL)
BIfE (MMERHERN)
fERAEE (GC)
fERA7ILa—IL (GC)
B rRTA—)L (GOC)
AF7O0—JL (GC)
EE27)La—I/L (GC)
— R EE
BRRUVER
MED AR TS S LIRS
KGE
HILERS

RS ER

o
felo

@ RFEYA IR

Making Science , Growing Together

IH/—ILiH

HMERA
Bk~ E
FER
ERIZEH
5%LLTF
220 - 250
30 - 60
5 meq O2/kgLLF
0.850 - 0.950
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DETERMINATION

REQUIREMENTS AND LIMITS

DEFINITION (Ph. Eur.)

Saw palmetto (Sabalis serrulatae fructus)
consists of the dnied nipe fruit of Serenoa repens
(W. Bartram) Small (3yn. Sabal serrulata
(Michaux) T. Nuttal ex Schultes & Schultes) (Ph.
Eur.)

CHARACTERS

Odour (Ph. Eur.)

———
( ‘ Strong but not rancid (Ph. Eur.) )

IDENTIFICATION

S——

___——

Macroscopical description (Ph. Eur.)

Must conform to test A (Ph. Eur.)

Microscopical description (Ph. Eur.)

Must conform to test B (Ph. Eur.)

GC chromatogram obtained in the assay of
total fatty acids (Test D, Ph. Eur.)

The characteristic peaks in the chromatogram
obtained with the test solution are similar in
retention time to the characteristic peaks in the
chromatogram obtained with the reference
solution. The principal peaks are due to launc
acid and oleic acid (Ph. Eur.).

TESTS

Foreign matter (Ph. Eur.)

Not more than 2% (m/m) (Ph. Eur.)

Loss on drying (Ph. Eur.)

Not more than 12.0% (Ph. Eur.)

Total ash (Ph. Eur.)

Not more than 5.0% (Ph. Eur.)

Pesticide residues, heavy metals, aflatoxins
and microbiological contamination (Ph. Eur.)

Nust comply with the limits of the Ph. Eur.

ASBSBAY

S

I

Total fatty acids, calculated on the dried g
(SOP No GC-214 and V 890)

Not less than 11.0% (Ph. Eur.) 3

S——

REMARKS:

___——

The cited pharmacopoeia monographs correspond to the respective valid version of the

pharmacopoeia

21
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Code 8909

REDNEEITTE, FDFEFETEPRE

Fruit is an ovoid or subspherical drupe, with a dark brown or blackish, roughly wrinkled

surface and more or less coppery sheen, up to 2.5 cm long and 1.5 cm in diameter. The

apex sometimes bears the remains of the style and tubular calyx, with 3 teeth, and the base

bears a small depression with the scar of the stalk. The epicarp and underlying mesocarp form

a thin fragile layer, which partially peels off, revealing the thin, hard, pale brown endocarp,

which is fibrous and easily separable. The seed is irregularly spherical or ovoid, up to 12 mm

long and 8 mm in diameter, with a hard, smooth or finely pitted surface which is reddish-brown

with a paler, raised and membranous area over the raphe and micropyle; cut transversely, the

seed has a thin testa, narrow perisperm and a large area of dense, horny, greyish-white

endosperm, with the embryo positioned to one side.

FID1 A, (SABAL\ACIDOS GRASOS 2016-11-10 16-15-14\0000006488A1.0)

L3335

| 7.401 - lauric acid
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F )
BARREBRALTAIL EP | USP

Ja¥)VvIRE vV | vV
Dried ripe fruit (RzZ(RLI=RL-E %)
Serenoa repens (W. Bartram) Small (Syn. v v
Sabal serrulata (Michaux) T. Nuttal ex
Schultes & Schultes)
CO,#BEE S v | v
8:1-12:1 v *
100% WAL
None

\___J

* USPTIELINEAS:1~14.1: 1L RE
*USPTIEF v U7 IX{ERAZEL
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FE ST R A BR
BAREEmAZTAIL
EEE
§\E8 Dark orange to dark reddish orange
B0 colour, oily liquid with aromatic odour
EEMMEBFAEERDAFERDHLHHE
AR
fE SR A ER
rEHUERAEL (GC)
) RAEFAIR

EP

USP
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3. SHTRME - BN - REER/TTIZEML

ERRI
BARREBMALAIL EP USP
Loss on drying/ water
e =% =%
Saponification value
+ A A 220 — 250 (4 210 - 250
lodine value -3 il 30 - 60 4 40 - 50
Peroxide value
BB LW >OLLT v
Density- Lt & 0.850 — 0.950 v
Refractive index- JE#r 3 v 1,40 - 1,50
Acid value - B&{if v 150.0 - 220.0
Residual solvents- 5% 778 %l NA v \ J
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4. TR - BN - REERBTTIZEHL

5
a I
BAREBRAA AL EP USP
Fatly acids 85 — 95% 80% 80%
— > >
T ° ° °
Lauric acid - 230
S591) LB >
Long chain alcohols
E#E7ILa—)L 0.15 — 0.30% 0.15-0.35%
B -sitosterol
. _ >0.1% > 0.1% > 0.1%
B RARTA—IL
Sterols
_ 0.2-0.4% > 0.2% > 0.2%
ATHO—)L \_
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PRODUCTION DATA

T ADFFE

INFORMATION CONCERNING THE HEREAL DRUG
Used plant drug
Used plant parts (Fh. Eur.}

Pesticide residues, heavy metals, aflatoxins and
microbiological contamination (Ph. Eur.) are tested
on the herbal drug

INFORMATION CONCERNING THE MANUFACTURING PROCESS
Extraction solvent
Extraction method
Ratio of herbal drug to native extract
Compaosition

AMALYTICAL SPECIFICATIONS

Saw palmetto fruit

Saw palmetto fruit consists of the dried ripe fruit of
Serenoa repens (W. Barram) Small (Syn. Sabal serrulata
{Michaux) T. Nuttal ex Schultes & Schultes) (Fh. Eur)

Must comply with the limits of the Ph. Eur.

C0Ozin supercritical conditions
potinugus extraction

100% native extract

CHARACTERS

Appearance and odour

IDENTIFICATION
GC-fingerprint (SOF No. GC-214)
TESTS
Loss on drying or water (KF) (Ph. Eur.)
Saponification value (Ph. Eur.)
lodine value (Fh. Eur.)
Peroxide value (Ph. Eur.)
Density (Ph. Eur.)
Acid value (Ph. Eur.)
Refractive index (Ph. Eur.)
ASSAY
Fatty acids by GC (SOF No. GC-214)
Long-chain alcohols by GC (SOP Mo, GC-142)
p-sitosterol by GC (SOP Mo. GC-142)

Sterols by GC (SOP No. GC-142)
PURITY TESTS

Microbiological Test (Ph. Eur}
Agrobic bacteria
Moulds and yeast
Bile-tolerant gram-negative bacteria
Escherichia coli
Salmonella

Dark arange to dark reddish orange colour, oily liquid with
aromatic odour

GC-fingerprint has to comply with documentation

Mot more than 5%

220-250

30 - 60

Mot more than 5 meq O2/kg
QLAas0

Mot more than 3 000 cfulg
Mot mere than 100 cfu/g
Mot mere than 100 cfu/g
Mone detected in 1g
Mone detected in - 25g

STORAGE: Store in a cocl and dry area in well-closed containers. At temperatures lower than 20° C (838° F) the product can
show waxy censistency instead of an ecily aspect. In this case warm up te 30-35° C (86-95° F) before using the product
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Euromed
ShER SR JAXYYLREIFR
S1 S? S3 S4 CO2 Extract

BN EFERiE COBERAHME TR
yellowish-brown or orange-brown, oily liquid 7t or #2456 DB RIR

[

AN 3!

-
P
— ero—

-t

FRINZEDiE CO,SHERAME T+ X:
strong but not rancid odor 5ELVAVEEER R EEL

5 X A X | X v’

I
Aromatic | Aromatic | Aromatic Aromatic Aromatic F& 4
EE&Mbut | EEFMHE FEMH HEME but not rancid EREX R EEL
rancid but rancid | but rancid but rancid

BRAR BRAR BRAR S
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" Euromed
e JAFXYYIREIFR
S1 S2 S3 5S4 CO; Extract

Br N EE B 150.0 - 220.0

®

Making Science , Growing Together

| K X X X v
1.1 138.8 140.0 139,7 188.2
ER N ZFH A Total, min.80.0 %; Lauric acid, min.23.0%
KX EZEFA: Total, min. 80.0 %
EUROMED: 85-90%
R Total Total Total Total
B | 743% 86.4% 86.0% 93.6% TOtao'
T Y. v v v se.8%
Lauric Lauric Lauric Lauric . _
Acid Acid Acid Acid Lauric Acid
18.7% 28.4% 27.8% | 27.8% 28.3%
X v v | v~
HEHSI R
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Profiles of fatty acids distribution - SAMPLE 1 - Euromed CO2 EXTRCT

35,005
30,00%
Linoleic acid
25,008 BXCESS
20,00%
HSAMPLE 1
15,00%
Euromed COZ2- SAMPLE &

10.00% B Euromed CO2- SAMPLEB

5,00%

Um%_lllll |I I -

B D .
# *a *::- ’:- ’t‘(} ﬁ 'E' ¥ ¥
g e o & e \'v . 'aF-' e g 2l o
4 ‘:"' ql:- F 4_“\&' . e:n& & Q.'If" d&b & \E..Q\
o o & W - #:5& qgﬁ:‘ o \}o& &
q

HEHSLI R
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ﬁ Euromed
At PR EEES
S1 S2 S3 S4 CO2 Extract
BRM - RKEZE DT

fAX7H0—)L (B-sitosterol&LT), min. 0.20%
B-sitosterol, min. 0.10%

2 . .
= . . _
O
I~ Total Total Total Total Total
X 0.63% 0.60% 0.60% 0.64% 0.33%
B-sitost. B-sitost. B-sitost. B-sitost. B-sitosterol
0.33% 0.30% 0.27% 0.28% 0.22%

® HEYAI R
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o Euromed
AEAS JAFYN L RETER
S1 S2 S3 S4 CO2 Extract

KEFERBA (Co, ERiBHMEIFX)

A

T 0.15% -0.35%

I

=

E X X | XX v
o=

m

—

P not not not

4 detected | 0.004% | detected | detected 0.15%

@ REYA TR
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1. E&{ff-Acid ValuelZ XA REE
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B)

C)

D)

Bl & L miE1gRICEFEN TV DR B Z R AT HDITET HK
BRAEN) D LOmg B THEDFDEEIEREDEZRT

IN—LGH . VYU, COHOBBEEDERGREROME) IFM)TUESAF
(T)E)EDODRERBIRATIL) ETXTILIEL TUVELVHEEE R R
NEEN., EEMIX—ARAIIZ7~ 2052 E,

NLDFEBMEEBRMBICTSHICIE. FRE THRERIEA HL \BEEEAE 1L
P RYUBRCAREEFRRE X LE T A, IRERLIR R (I FE (M (Z0.5LLTF . FIZZ
DEEFBRBLENZLVWS S HTIE02UTSCHWETTAYET,
DFEUFERE ABILESE - AVIZIBOH TELMEIZRYET,

— A /aAF) VY UIEBOWRAEYTILHENDLZLNDTTH, AT
BES~1V2W%NDHEEZEH . TATILIESN TR EBERE FFEE AV B &
T, TOEMIE150~ 220 M EFEFB A THRESNTEY ., IFELT
ROMNELIELEBLGWNWEINLDIBIIEEA L IES . BEERR HV5&<
HOTLEWET . DA, M- KEERALLFHLTEMEEDHE
ARG H-0. [REVNTEWVAEBRENEN I EFEESNTHET,

@ REYAIOR
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1. B&{ffi-Acid ValuelZX& S F&:E

D) Z_ChiHICHEl>TWAEMDEEMERNSET. AEKD /X v
BRETIXZOEEMA150~220& Y ER@AVELVE D (L. EREDIEL Vit
DHDEEMERDODNET,

2. BIZKBIEEE

A) READREIIAEHRZFZLTWVADTERZREFE -/OO0T0)LHNEZL, STH
=n45E0O0T74ILOEDLFEY . AT HHATUE()aR DO
SR IAILE)NEZ  BRNEAEARLGYET,

B) /AOJAILIZKAELGZD T, T2/ —I)LIHE I X XA TIEI X RIZFEITL
FI M. CO2BEE M TIERBITLIZKL ARTFUEATRDDOIXFAD
BIZHEYET,

C) FDAE. IR/ —)LHEIXATIIAATUAEICEAI TN ELRYE
I HY. CO2HHETIF/OOT4ILIEFEELIZKWLND TEHADCO2T X X (&
(SN IRIE 1 EBYET,

D) ZMDA. BDFECO2IF R, IEERAERETHOTUEMNDEGLD,
tOEBERMBMGEEDRENEZALNTT,
@ RFYA1ITOR
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3. RUVKABHEETR

A) ERADREILBEMIBMEEN S, BOFEEZREET A, RRLTHS
G CICEZIRMEZLIENNE ChoMERLEFEINECGE DD, SIELTE
BMENEELET,

B) Euromed|IFFRERL TH H48KFREILINIZ B L5 TEZIEMIEZL . B -
KEERBAIZHABNEFEYNHLHH ., IR IFEL I THIRIZGEYET,

C) LAL.ALIVEZ—FDFEIENEBATIEEIL. REATELAES
MotV TCICERLIGNWCETEIE N ERS  BBBRE N REET BN
BRHYFET,

4. REBER7ILO—IVIZKBEET

A) /aAXYNILEMELEDKBIZREL TS E=HH ., TRARE(LK
[RFEHENKIZNFEF-E2=HE0M, EEF(CEHFEYET ., D
B IX— AR DHRD XS IZABRAERE T ) ) U DREIAEE T X T IL T, fEfA
e LIEAE 7 ILa— LD T AT ILIZEHEYET,

H3C—(CH2)7-CH,—OH
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Inhibition of do-reductase type I

100+
ETHANOLIC
797
-
O
E > Finasteride 6nM
£ 50-
= BN ER AL REER A LT/ —
25- IV M) ECOBEG R A EHIZERA]
IR&ESNTWFET

! ' L L
1 10
Saw palmetto lipidic sterolic extract [ug/ml]

® iii"ﬂ"f T 3%
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(DHT). In humans, two Se-reductase isoenyzmes
are expressed: tvpe | and type IL Type 11 is found
primarily in prostate tissue, Saw palmetto extract
(SPE) has been widely used for the treatment of
loweer urinary tract symptoms secondary to benign
prostatic hyperplasia (BPH). The mechanisms of
the pharmacological effects of SPE include the
inhibition of Sw-reductase, among other actions,
Clinical studies of SPE have been equivocal, with
some showing significant results and others not.
These inconsistent results may be due, in part, to
varving bioactivities of the SPE used in the studies.
Methods: The aim of the present study was to
determine the in vitro potency of a novel saw
palmetto ethanol extract (SPET-085), an inhibitor
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Sa-reductase and androgen biosynthesis
A nicotinamide adenme dinucleotide phosphate (NADPH )«

reduction of d-en-3-onoute

Eurcemed, CRec de Dalt, 21.23, 0B100 Mollet del Vallés,
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Potency of a Novel Saw Palmetto Ethanol Extract,
SPET-085, for Inhibition of 5c-Reductase 11

free test system. On the basis of the enzymatic
conversion of the substrate androstenedione to
the Se-reduced product Se-androstanedione, the
inhibitory potency was measured and compared
to those of fimasteride, an approved So-reductase
inhibitor. Results: SPET-085 concentration-
dependently inhibited Sc-reductase type I in
vitro (1C,=2.8810.45 pg/mL). The approved
So-reductase inhibitor, finasteride, tested as
positive control, led to 61% inhibition of
So-reductase type 1L Conclusion: SPET-085
effectively inhibits the enzyme that has been
linked to BEFH, and the amount of extract
required for activity Is very low compared to data
reparted for other extracts, It can be concluded
from data in the literature that SPET-0835 is as
effective as a hexane extract of saw palmetto that
exhibited the highest levels of bloactivity, and is
maore effective than other SPEs tested. This study
confirmed that SPET-085 has prostate health-
promoting bioactivity that also corresponds
favorably to that reported for the established
prescription drug standard of therapy, inasteride.

Eevwords: benign prostatic hyperplasia;
prostate; saw palmetto ethanol extract; SPET-
085; Se-reductase

fependent membrane

ooids irtesoribly
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ABSTRACT

Intreduction: The nicotinamide adenine
dinuclectide phosphate (MADPH)-dependent
membrane protein Sc-reductase irreversibly
catalyses the conversion of testostercne to the
most potent androgen, Se-dihydrotestosterone
(DHT). In humans, two Se-reductase isoenyzmes
are expressed: tvpe | and type IL Type 11 is found
primarily in prostate tissue, Saw palmetto extract
(SPE) has been widely used for the treatment of
loweer urinary tract symptoms secondary to benign
prostatic hyperplasia (BPH). The mechanisms of
the pharmacological effects of SPE include the
inhibition of Sw-reductase, among other actions,
Clinical studies of SPE have been equivocal, with
some showing significant results and others not.
These inconsistent results may be due, in part, to
varving bioactivities of the SPE used in the studies.
Methods: The aim of the present study was to
determine the in vitro potency of a novel saw
palmetto ethanol extract (SPET-085), an inhibitor
of the Se-reductase isoenzyme type [, in a cell-

Pilar Fais ()
Eurcmed, CBec de Dialt, 21.23, 08103 Mollet del Vallés,
Earcelona, Spain. Email: ppais@euromed.=s

free test system. On the basis of the enzymatic
conversion of the substrate androstenedione to
the Se-reduced product Se-androstanedione, the
inhibitory potency was measured and compared
to those of fimasteride, an approved So-reductase
inhibitor. Results: SPET-085 concentration-
dependently inhibited Sc-reductase type I in
vitro (1C,=2.8810.45 pg/mL). The approved
So-reductase inhibitor, finasteride, tested as
positive control, led to 61% inhibition of
So-reductase type 1L Conclusion: SPET-085
effectively inhibits the enzyme that has been
linked to BEFH, and the amount of extract
required for activity Is very low compared to data
reparted for other extracts, It can be concluded
from data in the literature that SPET-0835 is as
effective as a hexane extract of saw palmetto that
exhibited the highest levels of bloactivity, and is
maore effective than other SPEs tested. This study
confirmed that SPET-085 has prostate health-
promoting bioactivity that also corresponds
favorably to that reported for the established
prescription drug standard of therapy, inasteride.

Eevwords: benign prostatic hyperplasia;
prostate; saw palmetto ethanol extract; SPET-
085; Se-reductase
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7 -~ o
@ REYA IR N

“  Making Science , Growing Together




6. e — /a¥)vIBREITXX  -SUROMED

4. HIMIRIBRE/aF)VD
G) Euromed®./aF1X (TR/—)LHE) DEERIIER

BRI :  Madaustt®DProsta—Uregenin(EER) ONRLESUVIZLEHEDIESR
W& BIIRIEKEAT— I -1 (Vahlensieck) 184 A (£ 165.975%)

HARl : 64 A8

BE5E : 320mg (1E/18)

AiE 0 BERBRAMAR.INAR.6ONARICZ. BERICET H/N\TA—E—,

FRPRE . RE D HERE#ZERIE .
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AT RE e

BEBEE, ml 759.1 822.8 0.3/0.5 NS N 853.00 619.5 0.001 TS J

R, ml 76.1 256.1 0.01 S 0 271.80 68.40 0.01/0.001 TS J
HEFRAE  100ml 18.8 18.3 0.50/0.90 & ) 16.35 19.05 0.001 TS "
cmH20 500ml 25.6 21.89 0.50/0.90 20.05 25.81 0.02/0.05 S
FREAE  100ml 46.3 48.6 0.5/0.9 58.95 55.42
cmH20 500ml 44.7 40.6 0.5/0.9 R T 69.22 55.23 0.5/0.5 NS

por L =N = [ =]

I)ll.ilﬂlll:E
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(RKRE) mli/# / N2 / 2

(754K n=10, URGENIN n=20, L32#=FILFEH1E)

Z B8 : Timmermans LM, Timmermans LG Jr. : Determination of the activity of extracts of Echinaceae and Sabal in the
treatment of idiopathic megabladder in women : Acta urogica Belgica : 58(2):43-59, (1990)
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Amway http://www.amway.com/

GNC http://www.gnc.com/home/index.jsp

Herb Pharm http://www.herb—pharm.com/

Gaia herbs http://www.gaiaherbs.com/

2. FRME S
— BN EBEERKRAIFIZTIZ/—ILT L—FZE20%1 LLEIZERSE (27 #96E))
MADAUS (FA*Y) http://www.rotta.com/en/index.html
Menarini (4 31)7) http://www.menarini.com/company profile/welcome
Bioforce/A. Vogel (UK) http://www.avogel.co.uk/
TAD(FA*Y) http://www.tad.de/seiten/index.php?HID=6&BID=0
Hasco Lek (7R—Z/K) http://www.hasco—lek.pl/en/index/html/id:616
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Finished product information

EUROMED

Nutrilite saw palmetto and nettle®

| Manufacturer

Concept

Active
Ingredients
(per - tabs)

Dosage

" . Packing
Nettle root + Saw,
Palmetto Retail price

@ RAYA4IOR
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Nutrilite

Less bathroom visits, no waking up at
night to urinate, better urine flow

106 mg of Saw Palmetto extract.
80 mg of Nettle root extract.

160 mg of Pumpkin seed oil
0.06 mg of Vitamin A ( 100% as beta
carotene )

3 softgels/day

100 softgel capsules

$43.85
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Prosvent Saw palmetto and nettle®

Manufacturer

Concept

Active
Ingredients
(per - tabs)

E Nettle root + Saw. % Dosage
Palmetto Packing

Retail price

@ REYA IR

“ Making Science , Growing Together

Prosvent

Less bathroom visits, no waking up at
night to urinate, better urine flow

363 mg of a proprietary blend of Saw
Palmetto (fruit) Extract, Pumpkin (seed) Oil,
Stinging Nettle (Root) Extract, Pygeum
Africanum, Lycopene. In addition you will get
100 IU of Vitamin D, 1001U of Vitamin E (as-
alpha Tocopheryl Acetate), 5 mg Zinc (as Zinc
Sulfate), and 75 mcg of Selenium (as
Selenomethione).

3 softgels/day

90 sotfgel capsules

$34.95
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GNC Men's Saw Palmetto Formula

Manufacturer  General Nutrition Corporation

Concept Supports normal prostate function &
healthy urinary flow
5 Active 250 mg of Saw Palmetto extract.
MEN’S Ingredients 40 mg of Nettle root extract.
(per - tabs)

Lycopene 0.5 mg

M TADLETS

Dosage 2 tablets/day

- T Packing 120 tablets
Nettlerroot + Saw
Palmetto Retail price $29.99

@ REYA IR
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aia
HERBS

] Prostate
d Health

Supports healthy
prostate function’

SystemSupport™

Nettie root + Saw.

Palmetto
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Manufacturer

Concept

Active

Ingredients
(per - tabs)

Dosage
Packing

Retail price

EUROMED

Prostate Health

Gaia herb

Supports healthy prostate function

320 mg of Saw Palmetto extract.

Proprietary extract blend 930 mg(Nettle
root, Green Tea leaf, White Sage aerial parts,
Rosemary leaf extract, Pumpkin seed oil,
Pumpkinn seed oil, Pomegranate freeze
dried arils, Pomegranate oil)

2 tablets/day
60 tablets
$29.99
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GLADelATORZ O =/ Mz kBt Tk

A) GLADelATORE (L, Euromed#E T 5 /aX v OB &M TEHS 70O
FMIN—T L —XEHDREREOIL,

B) [GLADeIATOR]é& & Gladiator&Everglaze, L TEuromedtt AT TH S
le|ZHEAEDHE . TIN—J L —XFFHETEVVSEKREZL-E-EET
9,

C) Euromedftt®./aAXYNVLZBEATHE. TORED—EZEuromedk Y B
EHIZF T, BF L EOTFEuromedtt DT IZTIHEL .
GLADelATORZ AL IR D/IN—hF—THAHEHFTRLIZY . HEEEDHP(C
GLADeIATORDAITZ# 2 ILI=YLTWET,

D) HRBEEFEDAICAIOTSLZHM-TIE-OIZ. R¥EEMAIZHRALR
Y—ILERAEBELTWET, FLIIUTOITIZ#EZELY, URL:
http://www.glade—iator.org/home.html

¥EuromedttM/aX) VYL DT EMNSFFFLTLNAE=H.
BEEMNSEFMLTIEWEIISTNVEE A,
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GLADelIATORZ O /M kB ttE Tt

GLADeIATORS N1 3
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Bluebo ala GNC

u uw LIVE WELL.
HERBS

7
AN
AL S RELIANCE
B l Private Label Supplements
®

’:cir(_/}.'j‘e“

Tres

P‘U[.Q NUTRAscriptives’ it e c©”

ESSENCE LABS === The Bioavailability Experts
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