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Nghién cuwu cong thuc vien nang cung chua
cao kho qua roeng Momordica charantia
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TOM TAT
Dét van dé: Xu hutng str dung duoe liéu va cac san pham tir duoc liéu hién nay rat phd bién, thudc tir duot
liéu ngay cang phat trién manh, déc biét cdc thubc dung cho céc bénh Iy man tinh nhu tiéu duong, huyét ap,
tim mach. Muc tiéu nghién ctu: Nghién ctiu céng thit diéu ché vién nang khé qua rimg c6 tc dung hé tro
ha duong huyét cho bénh nhan tiéu dudng type 2 Ia diéu can thiét. Déi tuong va phuong phdp nghién cuu:
Cao dat khé qua ring cai thién do tan trong nudc duoc dung lam nguyén liéu chinh cho vién nang khé qua
ring, X4y dung va thdm dinh quy trinh dinh long hoat chat charantin bang phuong phdp HPLC, X4y dung
céng thute, quy trinh diéu ché vién nang khé qua ring, xdy dung TCCS va kiém tra thanh pham theo TCCS.
Két qua: Pa xay dung va tham dinh duoc quy trinh dinh luong charantin trong vién nang khé qua rig. Xay
dung duot céng thiic vién nang khé qua ring véi céc thanh phan theo ty Ié thich hop gém: cao déc khé qua
ring céi thién 55%, calcium silicate 10%, hdn hop lactose monohydrat va avicel PH 101vdi ty 16 6:4 chiém
34%, 1% talc. Tién hanh ndng cap c& 16 2000 vién, thuc hién bao ché 3 16 pilot dat d6 6n dinh vé quy trinh
bao ché va tiéu chudn kiém nghiém.

Tw khéa: cao khé qua ring, charantin, HPLC, vién nang cung, tiéu chudn co' s&

1. DAT VAN BE

Hién nay, nhu cau sir dung duoc liéu va céc san
pham tlrduoc liéu 14 rat 16n, khong chi & Viét Nam ma
ca trén thé gidi dang cd xu hudng trd vé thién nhién.
Thudc tir duoc liéu ngay cang phét trién manh do c6
nhiing uu diém: it c6 tac dung phu va phu hop véi
sinh ly clia co'thé hon so véi thudc tirhoa duoc. Dugc
liéu khd qua rimg véi nhiéu cong trinh nghién ciu
cho tac dung ha duding huyét tét[1 - 2]. Cao dic qua
khé qua riing duoc cai thién do tan trong nudc béng
cach sit dung chét dién hoat kolliphore RH 40 véi ty
& sir dung cao dac va chét dién hoat (1: 0.08) thu
duoc cao khé qua riing cai thién do tan trong nudc
cho ham lugng charantin trong dich thr d6 hoa tan
cao hon nhiéu so véi loai cao chua cai thién [3].
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Nghién citu cong thc bao ché vién nang ciing tircao
dic khd qua ring da dugc cai thién do tan nham hd
tro ha dudng huyét cho bénh nhan tiéu duong type
2 dé giam liéu thudc tir héa duoc, 6n dinh dudng
huyét cho bénh nhan 14 diéu thiét thuc.

2.D0I TUONG VA PHUONG PHAP NGHIEN CUU
2.1. Doi tuong va vat liéu nghién ciu

Nguyén liéu: Cao dac khé qua ring CT (cai thién do
tan) do B mén Bao ché, khoa Dugc, Pai Hoc Y
Duoc TP H6 Chi Minh cung cap, dat TCCS, ham
lugng charantin trong cao khé qua cai thién la
0.839%.

Dung moéi, héa chat va chat chuan: Charantin
chudn, ham lugng 97% tinh trén ché pham nguyén
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trang, do Vién Cong nghé Hbéa hoc TP.HCM cung
cap, florite® calci silicat (Tomita — Nhat), lactose
monohydrate (My), avicel PH101 (Shanghai— Trung
Quéc), tinh bét bap, talc (Trung Quéc), nudc cat;
ethanol 90% (OPC - Viét Nam); acetonitril va
methanol loai HPLC (Merck). T4t ca dat tiéu chudn
cd s& hoac duoc dung.

Trang thiét bi: May dong nang thi cong (MP30 -
Viét Nam), may dong nang ban ty déng (Forecma —
Pai Loan), mdy do thé tich cém (ERWEKA-SVM —
Buc), can ky thuat (Satorius TE 412 — Duc), can
phan tich (Precisa XB 220A — Thuy Si), can xac dinh
dd 4m (Sartorius MA45- Biic), may thir do hoa tan
(ERWEKA DT-800 — Btrc), may thirdo ra (ERWEKA
ZT501-Duic), hé théng HPLC dau do PDA (Shimazu
LC20 ADXR — Nhat).

2.2. Phuong phap nghién cuu

2.2.1. Xy dung va tham dinh quy trinh dinh
lwrong charantin trong cém ban thanh pham
chifa cao dic kho qua rieng bang phuong phap
HPLC

2.2.1.1. Xay dung quy trinh dinh luong

Piéu kién sac ky: Cot Gemini C18 (250 x 4,6 mm;
5 um). Nhiét do cot 40°C, téc do dong 1.3 ml/phit.
Thé tich tiém 50 pl, budc séng phéat hién 205 nm.
Pha dong 1a hén hop acetonitril (A) va nuéc (B)
theo ché do rira gidi nhusau tir 0 — 27 phut ty 1& pha
dong A 80%, tr 30 —40 phut ty |é pha dong A 100%,
tlr 43 - 50 phit ty 1& pha dong A 80% dé can bang
cot.

Chuan bi mau

Dung dich chuén: Can chinh xac khoang 5 mg
charantin cho vao binh dinh mutc 50 mL, thém dung
md&i methanol, siéu @m 15 phut cho tan hoan toan,
sau dé thém methanol vira dii 50 mL, I&c déu. Thu
duoc dung dich chudn gc c6 ndng do 100 pg/mL. Tur
dung dich chuén gdc pha 6 dung dich chun cé ndng
do lan luot 12 2.5 pg/mL, 5 ug/mL, 10 pg/mL, 15 pg/
mL, 25 pg/mL, 50 pg/L trong methanol.

Mau thlr: Can chinh xac khoang 0,65 g bot cém
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trong vién nang khd qua rimg cho vao binh dinh miic
25 mL, thém 20 ml methanol, siéu am 30 phit, dé
nguoi, sau dé thém methanol vira dli 25 mL, lac déu,
loc qua gidy loc millipore 0,45 pm.

Mau trang: dung moi methanol

Mau gi& dugc: thay luong bot cdm bang mét Iuong
céc ta dugc tuong ung

2.2.1.2. Thdm dinh quy trinh dinh luong

Theo huéng dan clia ICH Q2R1 (2005), bao gém
khao sat tinh tuong thich hé thdng, tinh déc hiéu, tinh
tuyén tinh, d6 chinh xéc, d6 ding [4].

2.2.2. X4y dung céng thifc va quy trinh bao ché
vién nang chifa cao dic kho qua riing

2.2.2.1. Tham do cdng thuc

Cong thiic bao ché cém ban thanh phdm gém cao
dic khd qua CT, ta dugc don, hit, ra, tron. Tién
hanh xat hat uét, tham do ham luong cao va ty lé
ta dugc tao cém thich hop. Qué trinh nghién ctu
cong thic tao cém ban thanh phdm déng nang
cling dugc tién hanh qua cac budc sau: Lua chon
ta duoc tron: ¢b dinh ta duoc tron trong cong thuc
la talc v&i ty 1é 1%; Tham do ty 1é cao trong cdng
thc; Tham do ty 1é ta duoc hut: tién hanh tham do
cdng thic vdi ty 1é ta duoc hut calci silicat tir 5% -
12.5% dé chon ty 1& ta duoc ht thap nhat van dam
bao dd 4m clia cém nhd hon 5%; Lua chon ta duoc
don: cong thic dugc cd dinh khdi luong cao, ta
dugc hut, lua chon céac loai ta duge don khac nhau:
avicel PH 101, lactose monohydrat, tinh bét bép,
lactose monohydrat, tao cém ban thanh cé ty trong
biéu kién I6n va do 4m thap; Tham do ty 16 ta duoc
don: thay déi ty 1é cac ta duoc don dugc chon, dé
tao com ban thanh phdm c6 do 4m thap, ty trong
bidu kién I6n.

2.2.2.2. Céc budc tién hanh bao ché

Tron ta duoc hit vao cao déc khd qua rimg, tron déu
cac ta duoc don theo phuong phap dong luong,

tron déng nhéat, cho tirtirethanol 90% vira di tao khi
bot vira dii &m; Xat cdm qua ray kich thudc 2.0 mm;
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Say cobm ¢50°C dén khi dat do 4m < 5%; Sia hat qua
ray 0,5 mm; Tron hoan tat véi ta dugc tron; Béng
nang; Béng chai (hay ép vi).

2.2.2.3. Dénh gid chét luong bot cém dong nang

Tircong thiic co ban, tién hanh pha ché 316 co ban.
Sau khi tron hoan tét, danh gia cém ban thanh phdm
qua cac thong so: d6 4m, ty trong biéu kién, luu tinh,
dinh tinh, dinh luong.

D6 am: dung khoang 1g cém xac dinh do 4m bang
may hong ngoai, ghi nhan do am (%).

Ty trong biéu kién: can khoang 40g cbm cho véo 6ng
dong 100 mL ciia may do thé tich cbm, doc thé tich
sau gb 10 gidy, tinh ra ty trong biéu kién.

Luu tinh: can khoang 50g cbm cho chay qua phéu cé
dudng kinh cudng phéu 10 mm, xac dinh thoi gian (t)
va tinh tc do chay Ve = m/t = 50/t

Bang 1. Tinh tuong thich hé thong

Dinh tinh: Dya vao thdi gian luu pic charantin trong
sac ky do phan dinh luong clia mau thir va mau
chuén.

Pinh luong: Bang hé théng HPLC theo quy trinh da
dugc tham dinh.

Pong nang thubc: dya vao ham luong cao chia
trong nang, ham Iugng cao trong bot cém va ty trong
biéu kién clia bot cdm dé Iua chon & nang phit hop.
2.2.3. Xay dung tiéu chudn co s& vién nang cing
chira cao d&c khé qua ring

Kiém nghiém thanh pham vién nang cing trén céc
chi tiéu vé cadm quan, do dong déu khéi luong, do ra,
dinh tinh va dinh luong.

2.2.4. Nang cap cd 16 nghién ciu

Sau khi xac dinh cong thiic co'ban, tién hanh bao ché
316 thanh pham véi ¢& 16 2000 vién, danh gia tinh 6n

Théng sb RSD (%) RSD (%) A, RSD (%)
cua thoi gian luu (t.) | cua dién tich pic (S) clia so dia ly thuyét (N)
Charantin A 0.358 1,813 1,290 1,460
Charantin B 0.325 1,349 1,433 1,044
Yéu cau <2% < 2% 08-15 < 2%
Tk = T =
| | B
A
v‘“-h‘h-—._.,..,_,__,.u..,_‘__u,_,_,-n vﬁ-h-n-..___w” A i
‘F\‘\'\-N,\_\_ o ._-{: VoAU . /\\. ) D
B vxw’*& A I

Hinh 1. Sic ky db tinh dic hiéu
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Bang 2. S6 liéu tinh tuyén tinh clia quy trinh héi quy dinh luong charantin

Néng db chudn (ug/mL) | 25 50 100 150 200 300
S charantin A (uV*s) 17,653 32,266 70,740 119,838 153,306 | 230,351
S charantin B (uV*s) 65,315 123,209 249,900 415,210 538,891 | 800,027
S A+B (uVv*s) 82,968 155,475 320,640 535,048 692,197 | 1,030,378
1200000
y =3495,6x- 11189
o 1000000 R - 00985
f; 800000
|
£ 600000
=
@ 400000
2 200000
“o
= 0
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Nong d6 (ng/ml)

Hinh 2. D6 thi biéu dién méi lién quan gitta ndng d6 va dién tich pic clia charantin

Bang 3. D9 ding mau cém

Muc (%) | Lwong charantin Lugng charantin Ty Ié thu hoi Trung binh RSD
thém vao (ug/mL) | tim thay (pg/mL) (%) (%) (%)
80 64 63,597 99.37 99.19 0.72
64 63,864 99.79
64 62,979 98.40
100 80 79,685 99.61 99.31 0.79
80 79,915 99.89
80 78,732 98.42
120 96 95,577 99.56 99.27 1.02
96 96,102 100.11
96 94,217 98.41

dinh clia thanh phan cong thuc, quy trinh bao ché,  3- KET QUA
kiém tra va danh gia thanh pham theo TCCS. 3.1. Xay dwng va tham dinh quy trinh dinh Iuong
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charantin trong cém ban thanh pham vién nang
khé qua ring bang phuong phdp HPLC

Tinh tuong thich hé thong: Tién hanh séc ky 6 1an
mau chuén cé néng do 10 pg/mL. Két qua dugc trinh
bay qua Bang 1 cho thdy quy trinh dat tinh tuong
thich hé théng.

Tinh déc hiéu: Tinh dac hiéu dugc trinh bay trong
hinh 1 cho thay séc ky dé mau trang (A), mau gia
duoc (B) khong xuét hién pic & trong khoang thoi
gian luu tuong Ung vai thoi gian luu cla 2 pic
charantin A va B c6 trong mau chuén (C). Sac ky do
mau th{r (D) cho 2 pic charantin A va B ¢6 thdi gian

luu tuong tu véi 2 pic charantin A va B trong sic ky
d6 mau chudn va trén sic ky dé mau th.

Nhu vy, pic clia charantin tach hoan toan khdi cac
pic tap. Qui trinh dat tinh dac hiéu.

Tinh tuyén tinh: K& qua thdm dinh cho thay c6 su
tuong quan tuyén tinh gitta néng do charantin chudn
va tdng dién tich 2 dinh charantin A va B trong
khodng ndng do tlr 2.5 dén 50 pg/mL duoc trinh bay
qua Bang 2 va phuong trinh hoi quy 5 = 6469,3x Vi
hé sb tuong quan R? = 0.994 (> 0.998) minh hoa
Hinh 2.

D6 chinh xac: duoc thuc hién véi 6 mau dung dich

Bang 4. Cong thc thdm do ty 18 ta duoc hit va két qua danh gid kha nang bao ché com

Thanh phan (%) H1 H2 H3 H4

Cao dc khd qua 55 55 55 55

Calci silicat 12.5 10 7.5 5

Lactose monohydrat 16.25 17.5 18.75 20

Avicel PH 101 16.25 17.5 18.75 20

Panh gia kha ning bao ché com

PO 4m (%) 3.23% 3.37% 5.15% 6.07%

Kha ning bao ché Dé tao cdm Dé thuc hién Kho xat Dinh bét trén ray

Cam quan cém C6m khd, bui min | Cém déu hat Cém chai cting, Cém nhao,
kho slra khé xat qua ray

Bang 5. Cong thuc Iua chon ta duoc don va két qua danh gia cdm quan cém

Thanh phan (%) p1 P2 p3 p4

Cao dac khé qua CT 55 55 55 55

Calci silicat 10 10 10 10

Tinh bt 35 0 0 0
Lactose monohydrat 0 35 0 17.5
Avicel PH 101 0 35 17.5
Panh gia cdm quan cém

DO Am (%) 5.87% 4.81% 4.48% 4.13%

Ty trong (g/mL) 0.46 0.49 0.49 0.49
Cam quan cém D& hit 4m sau say | Dé hat 4m sau sdy | bot nhiéu, hat it | bét it, hat nhiéu
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chuén tuong déi RSD (%) = 0.869 < 2%.

Pé diing: Bang 3 cho thay dé phuc héi trung binh clia

u Tham do ty I cao trong céng thife: Tién hanh bao
ché cong thic vién nang khd qua riing bang phuong
phap xat hat uét véi 3 ty 1é cao trong cong thic la:

Bang 6. Cong thuc thdm do ty & cac ta duoc don va két qua danh gia kha nang bao ché com

Thanh phan (%) p5 p6 p7 P8 P9 P10 H2
Cao dac khé qua CT 55 55 55 55 55 55 55
Calci silicat 10 10 10 10 10 10 10
Lactose monohydrat 14 10.5 7 21 24.5 28 17.5
Avicel PH 101 21 24.5 28 13.6 10.5 7 17.5
Dénh gia kha nang bao ché cém
Do 4m (%) 3.82 4.22 4.98 3.55 4.87 5.86 3.37
Ty trong (g/mL) 0.50 0.46 0.47 0.52 0.51 0.51 0.48
Cam quan com Com kho, |Com nhiéu | Com nhiéu (Com déu | Kho xat | Kho xat | Com déu
kho slra b6t min bot min | hat, tron | hat, com | hat, com | hat, it
hat chay tot cling cuing bt

charantin tir 9.5 — 99.8%, dé phuc hdi clia phuong
phap nam trong khodng cho phép tir 98 — 102% va
c6 RSD (%) = 1,286 < 2.0%

Két luan: quy trinh dinh luong charantin trong cém
ban thanh phdm chira cao dac khd qua ring bang

50%, 55%, 60% véi avicel PH101.

Két qua: D6 4m cém trong 3 cong thic ¢ do 4m thit
tula 4.12%; 4.66% va 5.68%. Trong qua trinh xat hat
uét, cong thic co ty 16 cao 60% gay bét cdm, khd xat,
cong thic con lai tao com dé dang. Tuy nhién, ty 18

Bang 7. Thanh phan cong thic cho 100 g bot cém déng nang

Thanh phan céng thitc Ty 18 % trong cong thiic S Iuong (g)
Cao dic khd qua CT 55 55
Calci silicat 10 10
Lactose monohydrat 20.4 20.4
Avicel PH 101 13.6 13.6
Ethanol 90% vd Vd
Talc 1

phuong phap HPLC dat cac yéu cau vé thdm dinh.

3.2. Xay dung cong thiic va quy trinh bao ché
vién nang chifa cao dic khd qua rirng

3.2.1. Tham do cong thuc
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cao 55% trong cong thitc duoc chon tham do tiép
theo.

= Tham do ty I ta duoc hiit: calci silicat dugc dung
lam ta duoc hut, tham do & cac ty 1é 12.5%; 10%;
7.5%; 5% trong cong thiic va két qua dénh gia kha
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Tron lactose monohydrat (20,4 g) va
Tron cao kho qua CT (55g) va calci silicat avicel PH 101 (13.6 g)

A\ 4

Etanol 90% wira du, tao com vira di am am

A 4

Xat hat (ray 2 mm)

Say com (nhiét d6 50 - 60°C)

\J

b6 am < 5%

\ 4

Stra hat (ray 0.5 mm)

D6 am, luu tinh, ty trong,
dinh Irong,

Tale (1g) —_— Tron hoan tat >

bong nang

Hinh 3. Luu d6 bao ché com ban thanh phdm chita cao déc khé qua ring

Bang 8. Két qua danh gia chét luong bot cdm déng nang

L6 CB1 CB2 CB3 Trung binh | RSD (%)
Do am (%) 2.89 2.78 2.82 2.83 1.81
Ty trong biéu kién (g/mL) 0.51 0.50 0.49 0.50 2.00
Téc do chay (g/s) 23.20 24.05 23.78 23.67 1.83
Gdc nghi () 28.84 29.25 29.05 29.05 0.71
Binh lugng (%charatin) 0.375 0.374 0.373 0.374 0.27

Bang 9. Tiéu chun co s& vién nang khé qua ring

Chi tiéu Yéu cau Tiéu chuan

Cam quan Vién nang ciing s6 0, than va ndp mau xanh Ia dam,
bdt thude trong nang mau vang nau nhat,
khé toi dong nhat

Do dong déu khéi lugng + 7.5% chénh léch so véi khdi luong trung binh DBVN V
bo ra Khdng quéa 30 phut DBVN V
Binh tinh Trong phan dinh luong, pic charantin trén sac ky do

cta dung dich thir c6 thoi gian luu tuong Ung voi
thai gian luu cla pic charantin trén sac ky do cua
dung dich chuan TCCS

Binh luong
Ham lugng charantin (mg)/vién | Khéng dugc dudi 1.00 mg TCCS
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Bang 10. Két qua danh gia 3 16 thanh phdm c& 16 2000 vién nang ciing

Chi tiéu Muic chét lvong Két qua
L6 1 L6 2 L6 3

Cam quan Vién nang cung s6 0, than va nap Dat Pat Dat

mau xanh la dam, bt thude trong

nang mau vang nau nhat,

kho toi dong nhat
D6 dong déu = 7.5% chénh léch so vdi Pat Pat Pat
khoi lugng khoi lugng trung binh
bora Khéng quéa 30 phut Dat Dat Pat

5 phat 15 giay | 6 phut 30 giay | 6 phut 10 giay

Binh tinh Trong phan dinh luong, Bung Bung Bung

pic charantin trén sac ky do cla

dung dich thir cé thai gian luu

tuong (ng véi thoi gian luu cla

pic charantin trén sac ky do cla

dung dich chuan
Binh lugng Khéng dugc dudi 1.00 mg Dat Pat Dat
Ham luong (1.26) (1.30) (1.28)
charantin
(mg/vién)

nang bao ché cém theo Bang 4.

Két qua: cong thitc H2 véi ty Iuong ta duoc hit chiém
10% trong cong thtic, dé lam com va cé do 4m thap

u Lua chon td duot dén: tién hanh bao ché cac cong
thiic va chon ta duoc don tao cdm c6 do 4m thap va
ty trong 0.4 — 0.6 g/mL theo Bang 5

Két qua: cong thic D4 véi ty 1& dong luong gitia
lactose monohydrat va avicel PH 101(1:1) dap tmg
day dli vé yéu cau bao ché, ty trong va ty 18 hat nhiéu
gitip cdm tron chay tét, dugc chon cho cong thtc.

u Thdm do ty Ié t4 duoe don: cb dinh céc ty 1& va
thanh phan cong thitc, thay ddi ty 1é trong ta duoc
don gém lactose monohydrat va avicel PH101 theo
cac ty & 4/6, 3/7, 2/8, 6/4, 7/3, 8/2, dé xac dinh tinh
kha thi bao ché cdm ban thanh phdm va dat cam
quan vé do 4m, do chay clia cdm trudc déng nang
theo Bang 6.

Két qua: cong thiic D8 vdi ty 18 lactose monohydrat
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va avicel PH 101 1a 6/4 c6 do tron chay cao, khong
hat 4m sau sdy, dugc chon trong cong thic bao ché
cém déng nang.

3.2.2. C4c budc tién hanh bao ché

Cong thiic co ban cho vién nang khé qua ring.
3.2.3. Panh gi chét Iwong bét com doéng nang
Tircong thic co'ban tién hanh bao ché 316 cdm ban
thanh phdm CB1, CB2, CB3, mdi 16 100g va két qua
danh gia chét luong bot cdm dong nang ciia 316 duoc
trinh bay trong Bang 8.

Két qua: cac 16 6n dinh vé& quy trinh bao ché va két
qua kiém nghiém

Déng nang thudc: Mai vién nang chita 0.185g cao
khé qua v6i ham luong cao trong cong thic 1a 55%,
ty trong biéu kién clia bot cém déng nang khoang 0.5
g/mL, nén thé tich cém trong nang khoang 0.67mL.
chon ¢& nang s 0.
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3.3. Xay dwng tiéu chuan co sd cho vién nang

Tiéu chudn co s& bao gém cac chi tiéu, mic chat
lugng va phuong phap thuc hién theo Bang 9.

3.4. Nang cép cd 16 nghién cttu

Viéc nang c& 16 1én 2000 vién nang nham so bd
dénh gia tinh 6n dinh clia thanh phan cong thc va
qui trinh bao ché. Ba 16 thanh pham duoc bao ché
theo so d6. Tinh dong nhét gilta cac 16 duoc danh
gia dua trén tiéu chudn vé cadm quan, do déng déu
khi luong, do ra, dinh tinh, dinh luong. Két qua
danh gia dugc trinh bay trong Bang10 cho thay
thanh phan cong thic va quy trinh bao ché c6 tinh
on dinh.

4. BAN LUAN

Trong céng thic vién nang khd qua riing, t4 dugc
don chiém ty & tuong ddi [6n (34%) nén viéc lua chon

ta duoc don dua vao kha nang bao ché va hiéu qua
kinh té trong san xuét. Lactose monohydrat dung
riéng ré 1am cdm hit 4m nhanh sau sy, con chi
dung avicel PH101 ting cao chi phi san xuét. Cho
nén chon hén hop ta duoc don lactose monohydrat
va avicel PH 101 theo ty 18 6:4 tao cdm tron chay tot,
thuan tién déng nang dat dong déu khéi luong va chi
phi s&n xuét nhu mong doi.

5. KET LUAN

Nghién ctu xay dung dugc cong thuc, quy trinh bao
ché va tiéu chudn co s& cho vién nang cting chua
cao dac khé qua rimg da cai thién do hoa tan trong
nudc véi cac thanh phan ta duoc phd bién nhung van
dam bao do déng déu ham luong, do ra. Bong thoi,
nghién ctiu da ching minh tinh 6n dinh clia quy trinh
thong qua viéc bao ché 3 16 vién nang ciing, ¢& 16
2000 vién dat TCCS.
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Formulation of hard capsule containing fruit
extracts of Momordica charantia

Nguyen Thi Mai*, Tran Anh Vu, Nguyen Hue Minh and Nguyen Huu Phuc

ABSTRACT

Background: The trend of using medicinal herbs and herbal products is popular. Herbal medicines are
developed dramatically, especially medications used for chronic diseases such as diabetes, blood pressure,
and cardiovascular. Research objective: The objective of this study is to formulate hard capsules containing
Momordica charantia extract that have the effect of lowering blood sugar for patients with type 2 diabetes.
Research subjects and methods: Momordica charantia extract, which has improved solubility applied as the
main material for hard capsule formula. The study has validated a process to quantify by the HPLC method
and evaluated the stability of the preparation process according to base standards. Results: The extract of
the fruit Momordica charantia is formulated in hard capsules at the rate of 55%. The basic formula of hard
capsules has been designed with some excipients of 10% calcium silicate, a mixture of lactose monohydrate
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and avicel PH101 accounting for 34%, and 1% talc. Established the formula and preparation process for 2000
capsules per batch that has been tested according to base standard.

Keywords: Momordica charantia extract, charantin, HPLC, hard capsule, base standard
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