Y9504 lasanmegeulseansnmuazauUasnievetansananin
wagalunisanseavluiuludenlugUieniinsluiulubongs

AeRl wel. 05, Ui auSauda

o

6. A3. ANt Inenen3edna

un. 359 Anawades

a v

9. IUTIUT YSAL

Y

AEnARY ansanansn, luduludenas

unAnga

ms?ﬁnmﬁﬁi’mqﬂizaﬂﬁLﬁawmaaUUiz?m%mwiumiamzﬁu LDL-cholesterol, total
cholesterol wag triglyceride, NM5yinszsu HDL-cholesterol waziiaUssiiiuauiaansde
vosansananinlumssnwiieiiinngluiuludengs mafinwiduszneudensindonans
anawinvdadauazuntga ielrldnmmnsgiudifmuauasivsunamsddyivmzay
wazn1sAnYIMNeRaln « svee tneszezusnidunisnwarulasadevesnisldansainngn
YW &, & WA oo Tadnfudetuduszezina o fUamiveseraalinsgunmd seoeil b -
< Uuwuu prospective, double-blind, randomized, parallel-group, placebo-controlled
study flefiny UszAnSmuazmnuvasafovesansadandnluginefislluduluidengs 1Ju
a1 ok A% HansAnwImuIteLdeaisafdandnfivieuldiauantd 1dun aw
wlsUsauvestmin A anuuds uaznanfildunndaeglunasididmua @nisuan
nszanevendneinigluna m und) wasiinanisiasiesiusuna capsaicin Tugidansn o
fiadnfundsadouiiil b.e - me + ol fadniu/ide dwsunanisfneniulasnsians
afiandnudadin doraadnsauammidngin ob 18 Wunguansadansn 91U « 578 way
gWRaN @ 18 aBINguSUUTEMUATATANGN b fadniuviesmasnnionenms Tuaze
p¥a 1 Bunan b dUnii eeslsiiona nquansadaninulaia ¢ 918 Govez ¢e.o) vongo
nsfnwiiesnniinemslifisUszasdvessruumaduois 1iun danvies aauld onieu
vi09321 vaurilaifiselalunguemasneonainnisdnwiias Sedudunsdsusiuuuas
afiansniduriinualea Sulszmuadiar o walga (@1sanansn b Tadnsu/uavea) niey
pwmaduanfu Wuna . §Uni WeaneinmshifsussasddessuunafuemsiiAniu
Laganensuavierulunefienaiinainnsunndafiiufullvesansaalusuuvudle wa
nsAinwauvasadevesansadianinadauaya nuinguansadianin « 310 eo 518 (o
8% o) aNIINNTANYIUNTIZIARDINMIAAULE 8 1Tu Uanuaudeusies uazviessas lng
pranasinsfinuoinisliifisUsrasdvosansataninudinuaugald oraudosaniiiiningasin

|



(oo Alansy) a3y capsaicin/Alansuluruiafidindgdulszann b i1 Llewain
capsaicin 91nn1sAnwilurwiaiigaiuluauinanuluiivdessuunaiuemis 3edes
ngan1sAnwnewnamuuakaylildduiunsieludgiunisfinussesn o - «



Title Efficacy and safety of capsaicum extract capsule on lipid

profile in dyslipidemic patients

Authors Paveena Sonthisombat, Assisstant professor
Sakchai Wittaya-areekul, Associate professor
Wirat Sirikulsatein, MD
Jantima Choorassamee

Keywords Capsaicum extract, dyslipidemia

ABSTRACT

Objectives: To study efficacy and safety of capsicum extract capsule in lowering LDL-
cholesterol, total cholesterol and triglyceride, and increasing HDL-cholesterol levels

of dyslipidemic patients.

Methods: This study had 2 parts, consisting of capsicum extract capsule production,
to meet with standardized quality and have appropriate amount of capsaicin as an
active ingredient, and phase 1 — 4 of prospective, double-blind, randomized, parallel-
group, placebo-controlled study. Phase 1 was for safety assessment of 2-week
capsaicum extract capsule use in healthy volunteers, while phase 2 — 4 were to
evaluate efficacy and safety of capsaicum extract capsule in decreasing LDL-

cholesterol and triglyceride levels of patients with hyperlipidemia. .

Results: Capsicum extract tablet was firstly formulated with weight variation,
thickness, hardness, and disintegration time, which was within 3 minutes, were
complied with acceptance criteria. The amount of capsaicin was 2.9 - 3.1 + 0.2 mg in
each 2-mg tablet. For placebo-controlled safety study, 9 and 3 healthy volunteers
were randomized to capsaicin extract tablet and placebo group, respectively. Both
groups took one tablet with meal twice day for 2 weeks. Unfortunately, 5 persons
(55.6 %) of active group stopped taking tablets sooner secondary to moderate to
severe gastrointestinal side effects, such as abdominal pain, nausea, vomiting and
diarrhea, while all in placebo group had continued taking tablets for 2 weeks. To
resolve the gastrointestinal disturbances and to prevent throat burning sensation due
to rapid dispersion of the tablet, the investigators reformulated capsaicum extract in

capsule, taken twice daily with meals. Again, 9 of 10 volunteers (90 %) could not



tolerate nausea, vomiting, heartburn, and diarrhea symptoms from taking capsicum
extract capsules. Only one with 120 kg body weight, in active group, finshed his 2-
week study. He might receive 2 times lower capsacin dose than others with normal
weight. The gastrointestinal toxicity of this capsaicin dose made the study stopped.

Thus, phase 2 — 4 of the study were not initiated.





