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1) NTP, “NTP toxicology and carcinogenesis studies of nondecolorized whole leaf extract of aloe vera”, 2013.
EFSA NDA Panel (EFSA Panel on Dietetic Products, “Nutrition and Allergies), Scientific Opinion on the
substantiation of a health claim related to hydroxyanthracene derivatives and improvement of bowel
function pursuant to Article 13(5) of Regulation (EC) No 1924/2006.”, EFSA Journal 2013;11(10):3412
Patel DK, Patel K, Tahilyani V. “Barbaloin: a concise report of its pharmacological and analytical
aspects”. Asian Pac J Trop Biomed. 2012 Oct;2(10):835-8
IARC, “Some drugs and herbal products ; IARC Monographs on the evaluation of carcinogenic Risks
to Humans Volume 108", 2013.
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W 55 Eska 9o, 2021 3¥€ 'TCOMMISSION REGULATION (EU)
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© HADsE 33t ¢=ol| YS(preparations), E=Zooed, dEd, HEES
EC 19252006 AFEEAEE &5 X3star, sk, Ay %101‘/} 3 ]
=k I()E Community Scrutiny thi=2 H50 713

[REGULATION (EC) 1925/2006 Annex II]

~

7E g9l (EU) 2021/4680] o|sif =7IEl EX
s AZ0o2C 8 HRooRE SR
=A=2 A40l ot def| A=
(PART A) = O0X|= 8% Ozt X 2E oty ’E
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MSEE | S HoojRt Aol _
(PART B) | 3i8% A<
Community Foliet a2 o0& n O3 s
Scrutiny* | 7b580| A= B2 -MIE} ol . gy
asd  |@en smay | DESE S
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* O|SIBHAAF= EH20| @F Al 23 oFAM X2 I-||§6HO|: StH, PART C X8 =&
4 O|Lj PART A BZ9o| HZE s AMEQE A8 HEY R0 Cizt 157}9}
ZAX0| O|20{E.

Z4 : Regulation (EU) 2021/468, Regulation (EC) 1925/2006

0 (Hi%h "AEdAdes ) As1x A2 2 ARE 130 A3
d2o= L2 Hztet A2 HES T HFASE AR 7 AR
Al TE &3] AANOF s HF AF d= FFO) 10ppme 3]
Ae & d

© HADs % 3Pl &220s st Ao|RFAE A7 AHE Al A
EA7F Ytk AT7AHE 2AZ 2020 1080 B FALS A - EE
ated 20221 1€ 195E A8 A<D

] (IASC) A L2 ol 71812 U 3] (International  Aloe Science Council)+= 4+
o= AT AFHE AF €=2(A%t B §) FFe 10ppmr|He =

*ﬂf?}o}il A2)

1) FALE]TE "ESBEHEEZFARE REREE ) BEE, 2020.1.7., https://www.fda.gov.tw/TC/newsContent.as
px?cid=4&id=t599881
2) IASC, “Aloe Vera Frequently Asked Questions”, https://www.iasc.org/Consumers/AloeVeraFAQ.aspx
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2 g J)ouR 15 ol Al ARSI 2 A 5ol FoAe® .

» S HRAS ol c3|(ESAHE ot QtES2 =3[st 23t 2670 MEL| Y20 FE=
k2 100mg, HiEt=Zol k2 18 ~ 20mg°._ Aoz 2fe |5:.'(637H MZE & didt=2el aHzko|
Eol=X| 2= A H <), T 154 o|Ate| A 1Y 33|, 2F 1M o|& ~ 15M| O|EH2 1
25| 58

L] (F1=) 200295, &=, 7i27IEA et e A=A dskA(ekelefE)7t
dutr oz QEA3tI BHAHQl HE(Generally recognised as safe and
effective, GRASE) 2 2 & 4 gltta A= o] A4t Hul7} S,

o FDAZF iAol &2, Fhzlepabaeitte] Edmolyd, fdssd, kel
et A RS 8430y, HAVE o5 AFsA Fsll L= 157,
7ta7F AR 16070, L2l - Zha7lelasie 532 67 At
o eFEFOTO) ] Hr7} T4
« 3R 0|20fA BolE T e L=o| OTC HES 8132

[J (EU) €=ol 1% 252 Barbados aloes - Cape aloes = SHE= 742
< 131 Barbados aloest= YER1C =24 HADsE FH4 28%, Cape aloest
HlEE2 21 0 24 HADsE 4 18% 3P

[ (E8) ¢=o HdE2FEE2 Aloe ferox Miller - Aloe africana Miller -
Aloe spicata Baker 21&] FZ&E(juice)s XS ZAOE AxE 7|ES
4.0% o)/l vhtzlls -4

1) 67 FR 31125 Status of Certain Additional Over-the-Counter Drug Category 2 and 3 Active Ingredients

2) IARC, Some drugs and herbal products, IARC monograph on the evaluation of carcinogen risks to
humans volume 108, 2015.

3) Strasbourg, France: European Directorate for the Quality of Medicines & HealthCare., “European
Pharmacopoeia 7.0”., 2008.

4) Tokyo, Japan: Ministry of Health, Labour and Welfare., “JP XVI, The Japanese Pharmacopoeia, The
Japanese Pharmacopoeia 16th ed. English Version”, 2011.
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[J WHO) <=20E xRt A=A sl Ad WAy B34 U349
b e AT Agshy, 19 B gUe Az ehEls A)E
Curaco ¥+ Barbados Aloet 40 ~ 110mg, Cape Aloex= 60 ~ 170mg(3}°]
EEA AGEZHHE=A 10 ~ 30mg) = A9 13] 100mgs E-8-3loF ).

o 2% ol EBg A QR Amrt Paste] A7) HEF A5 ool
Solu Bawr 27], dsld 2o, g ROAE S 9ol & 9L

[J (EU) HADs(¥=2Q]) 19 H& &F 10 ~ 30mglzE A9e) 13 431+
A s 157Y o) 834 = < H2.
o A7|E-E 9 Q8 Al kAl o] FTIe thiSA S (Melanosis coli)
s W] 7I5s SN, R Heaide] By o E Wil Albuminuria),
¥ x(Hematuria) 5°] 27144 7+H(Hepatitis)©] AT 4= U3

o YARE dnd, LRAEY Fo| FARY el2AR A8, FHIE
gelo] B2 e 5 Qo] LRl sk Aol FA1H.

gRAguA e Eie] FHEH B HA 5 glon], S8R9} oA,
s s|Eols, Pxielol Masta ATEEZe) Ade] FhE U

[EFE U FoA]
19 M "
w23 Ot =& Al QA - FALR}E A9
= 10M| 0|2t OFF, AR, =RF S83=X|
WA OAIBH|, CHE S7IAE, 324
MAIEZD = Barbados : 40 ~ 110ng oTE too -l Ho Tioos —wa
~ OFA CHAID! AIAlCH i CHRE=S T &
3% 58a=X
m 2|dE, XE AEE 50| Ues =Ke| 4%
583X
132 Ol =834
10 ~ 30mg O = O OJAlE AO0H EHQO
o e (@20) | 26~ HE6HDs e | oA OIE OFS X BUT R =87
O|%EH W RS EAQ So| ZAO0| LIEY HO
l()-”ll:ll_-l (QI:!-EOIJQE 7;”AI_}) BT o T O o [Sl(=] = oT
(EMA) % 223X
T = o O
m AEEOWE = SRe| AR FisHE S0l 72
x =4 1 2 20 7|29 B asfE Qof I Mg
1) WHO . “Aloe and Aloe vera gel; WHO Monographs on selected medicinal plants. Vol. 1.” 1999

2) EMA, “European Union herbal monograph on Aloe barbadensis Mill. and on Aloe (various spieces, mainly
Aloe ferox Mill. and its hybrides), folii succus cicctus”, 2016.
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