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NGHIEN CUU BAO CHE VIEN NANG CUNG PINH HUONG HO TRQ PIEU TRI
SUY GIAM CHUC NANG GAN TU DUQC LIEU

TOM TAT

Muc tiéu: Xay dwng dugc cong thire va quy trinh
vién nang cirng dinh huéng hé tro didu tri suy gidm
chtrc nang gan tr dwoc liéu; danh gia dwgc mot sb
chi tiéu chat lwong cda vién nang.

Phwong phap: Lwa chon duwgc dwoc liéu, xay
dung céng thirc va quy trinh bao ché; danh gia cac
chi tiéu chat lwong vién nang cing.

Két qua: Xay dung dwoc codng thirc va quy trinh
bao ché vién nang cing dinh hwéng hd tro diéu tri
suy giam chirc nang gan ttr 7 vi dwoc liéu: man man
(Cleome gynandra L.), diép hai chau (Phyllanthus
amarus Schum.et Thonn, cd mwc (Eclipta prostrata
L.), ntc nac (Oroxylum indicum (L.) Vent.) , tua ré
da (Ficus benghalensis L.), mat gu nam (Vernonia
amygdalina), ma dé (Plantago asiatica L.) v&i cac
théng sd dwoc lwa chon nhw sau: cao khd dwoc
lieu 350 mg, phéi hop véi lactose khan 50 mg,
tinh bot sén 50 mg, Avicel PH101 20 mg, magnesi
stearat 7 mg, talc 8 mg, natri benzoat 5 mg, aerosil
2 mg va PVPK30 vira da 500 mg.

Két luan: Xay dwng dwoc cong thirc va quy trinh
bao ché vién nang dinh hwéng hd tro didu tri suy
gidm chlrc nang gan quy md phong thi nghiém,
150 vién/mé. Vién nang dwoc danh gia va dat cac
chi tiéu chéat lwgng vé: cadm quan, dd &m, d6 dong
déu khéi lwong, do ra, gidi han kim loai nang.

Tw khoa: vién nang, gan, dwoc liéu

DEVELOPMENT OF HARD CAPSULES FROM
MEDICINAL HERBS FOR LIVER FUNCTION
SUPPORT

ABSTRACT

Objectives: To develop a formulation and
manufacturing process for hard capsules from
medicinal herbs intended to support liver function,
and to evaluate selected quality parameters.

Methods: Medicinal herbs were selected, and the
formulation and manufacturing process of the hard
capsules were developed. The quality attributes of
the capsules were subsequently evaluated.
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Results: A formulation and manufacturing
process for hard capsules intended to support liver
function were successfully established using seven
medicinal herbs: Cleome gynandra L. Phyllanthus
amarus Schum.et Thonn, Eclipta prostrata L.,
Oroxylum indicum (L.) Vent., Ficus benghalensis
L., Vernonia amygdalina, Plantago asiatica L. The
selected formulation consisted of 350 mg of dried
herbal extract, combined with anhydrous lactose
(50 mg), cassava starch (50 mg), Avicel PH101
(20 mg), magnesium stearate (7 mg), talc (8 mg),
sodium benzoate (5 mg), 2 mg Aerosil (2 mg), and
PVP K30 as a binder, to obtain a total capsule
weight of 500 mg.

Conclusion: A laboratory-scale formulation
and manufacturing process for hard capsules
intended to support liver function was successfully
developed, with a batch size of 150 capsules. The
capsules met basic quality requirements for dietary
supplements, including appearance, moisture
content, mass uniformity, disintegration time, and
heavy metal limits.

Keywords: hard capsules, liver, medicinal herbs
I. DAT VAN PE

Céc bénh ly gan nhw viém gan virus, gan nhiém
m&, xo gan dang gia tang va tré thanh ganh nang
y té toan cau, trong d6 viém gan B va C 1a nguyén
nhan hang dau dan dén xo gan va ung thu gan
trén toan thé gidi cling nhw tai Viét Nam [1-2]. Mot
sb6 nghién ciru gan day da chi ra rang: cac duoc
liéu y hoc cb truyén dwoc sir dung trong diéu tri
viém gan man tinh v&i muc dich hd tro chive nang
gan va gidm tén thwong mé gan, cho thay vai trd
quan trong cuia thao dwoc trong cham séc gan
theo y hoc ¢d truyén [3-5]. Theo Y hoc cb truyén,
cac dwoc liéu man man (Cleome gynandra L.),
diép ha chau (Phyllanthus amarus Schumach.
& Thonn.), cd muwc (Eclipta prostrata (L.) L.), nlc
nac (Oroxylum indicum (L.) Vent.), tua ré da (Ficus
benghalensis L.), ma dé (Plantago major L. hoac
Plantago asiatica L.) va mat gdu nam (Vernonia
amygdalina Del.) d&u c6 tac dung thanh nhiét, giai
doc, mat gan, loi thap, thuweng dwoc st dung trong
cac bai thuéc hd tro diéu tri viém gan, vang da,
néng gan [6-7]. Tuy nhién, cac vi thubc nay moi
chi dang dwoc st dung dwéi dang thubc ham hay
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thudc sac, khong thuan tién st dung va khé chuan
hod liéu dung. Do d6, viéc hién dai hoa bai thudc
cb truyén bang cac dang bao ché ran nhuv vién
nén, vién nang dung dwéong udng la can thiét nham
nang cao gia tri ’ng dung va chat lwong san pham.
Do do, dé tai “Nghién ctru bao ché vién nang cirng
dinh huwéng hé tro diéu tri suy gidm chirc ndng gan

ttr dwore liéu” dwoc thwe hién véi 2 muc tiéu:

- Xay dwng cdng thirc va quy trinh bao ché vién
nang cing dinh hwéng hd tror diéu tri suy giam
chirc nang gan.

- Banh gia mét s6 chi tiéu chat lwong ban
dau cua vién nang cirng bao ché dwoc.

Il. DOI TWONG VA PHW'ONG PHAP NGHIEN CUU

2.1. Nguyén liéu, thiét bi:

Nguyeén liéu: cac vi dwoc liéu gdbm man man, diép
ha chau, cd muc, nlc nac, tua ré da, mat géu nam,
ma dé - Dat tiéu chuan Dwoc dién Viét Nam V.

Thiét bi: can dién t& T0303399 (Nhat); can phan
tich 700405 (Thuy Dién); ti sdy 9010011 (Nhat);
may xay, bép hdng ngoai, may cat nuwéc 2 lan
(Trung Qudc); ndi ndu va cd cao dwoc liéu; bd
doéng nang thi cong.

2.2. Phwong phap nghién ciru:

2.2.1. Kiém tra nguyén liéu nghién ctru

Phwong phap cdm quan: mui, vi, mau séc, hinh
dang cac duoc liéu [8]

2.2.2. Bao ché va danh gia cao dworc liéu

a. Bao ché cao dworc liéu

- Phwong phap chiét xuat: hén hop 7 vi dwoc
liéu man man, diép hai chau, mat gdu nam, cd
muwc, nic nac, tua ré da, ma dé (dwoc phdi hop
theo ty 1& 1:1:1:0,5:0,5:0,5:0,5). Dung moéi chiét
xuét: nwéc cat 2 1an. Phwong phap chiét xuat: chiét
néng, phan doan; ty 1é dwoc liéu:dung mbi la 1:3,
nhiét d6 duy tri 50-600C, sau 3 gi® rut dich chiét 1
l&n. Tién hanh chiét xuét 2 lan.

- Phwong phap ¢6 cao: dich chiét dé lang, loc,
sau d6 dwoc co & nhiét do duy tri 50-600C dén cao
kho trong ti sy tinh (dé&n khi ham am < 5,0%).

b. Panh gia mét sé chi tiéu chat lwong cao
dwoc liéu

- Cam quan: quan sat bang mét thwéng: mau
sac, mui, vi, thé chéat cao [8]

- P6 &m: phwong phap méat khéi lwong do lam
kho - PL9.6 - DDVN V [8]

Yéu ciu: dudi 5% [8]
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-Pinh tinh: mo6t s nhém hoat chét chinh (saponin,
tanin, flavonoid, alcaloid) cé trong cao thudc bang
phwong phap hoa hoc theo hwéng dan cia Dwoc
dién Viét Nam V [8]. C4c phan &ng dinh tinh nhw
trong bang 1.

Bang 1. Cdc phan teng dinh tinh cac nhém hoat

chat chinh trong cao dworc liéu [8]

STT

Tén dwoc
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Phép thir

Yéu cau
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Phan (rng tao
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Tao bot va
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Phan rng
v&i dung dich
gelatin 2%
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Flavonoid

Phan rng
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Phan rng
v6i thubc thir

Xuét hién tda
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Dragendorff

2.2.3. Bao ché vién nang

Cao khé duoc ligu dwoc nghién thanh bot qua
ray 250, sau dé duoc tron thanh khdi bot kép v&i
cac ta duwoc khac (tinh bét san, lactose khan, natri
benzoat, talc, magnesi stearat,...) theo nguyén tac
dong lwong thu dwoc hdn hop bot kép.

Tién hanh do do6 tron chay cia hén hop bot kép
thdng qua do chi s6 nén Carr (do khéi lwong riéng
thod va khéi lwong riéng gd) - PL6.12 - DDVN V [8].
Tién hanh do 3 1an. Bot c6 kha nang tron chay tbt
dwoc dong nang sé 0 bang thiét bi déng nang tha
cong (150 vién/mé).

Pé tai tién hanh khao sat lwa chon ta dwoc don,
tron va ty |& cac loai ta dwoc anh hwéng dén qua
trinh déng nang, ciing nhw anh hwéng dén d6 déng
déu khéi lwong vién.

- Qua trinh déng nang:



TAP CHi Y DPQ'C THAI BiNH, TAP 20 SO 01 - THANG 3 NAM 2026

Tién hanh déng nang sb 0 trén thiét bi déng nang
tha cong, tién hanh bao ché 3 mé, mi mé 150 vién.

2.2.4. Danh gia mot s6 chi tiéu chat lwong ban
dau cuda vién nang bao ché dwoc

Vién nang bao ché dwoc dwoc kiém tra cac chi
tiéu chat lwong theo DBVN V:

- Cam quan: quan séat hinh dang, mau séc vién nang.

Yéu céu’: vién khéng bi méo mo, bién dang. Vién
c6 mau sac cla vd nang, bot chira trong nang cé
mau nau cla cao dwoc liéu.

- Do ra: thir theo hwdng dan tai PL 11.6 - DBDVN
V [8]. Tién hanh do 3 lan.

Yéu cau: vién phai ra trong vong 30 phut.

- D6 ddng déu khdi lwong: thtr theo hwéng dan
tai PL 11.3 - DBVN V [8]. Tién hanh do 3 lan.

ll. KET QUA NGHIEN CcUrU

Yéu cau: theo quy dinh ctia DBVN V va phan
tram chénh léch khéng vuwot qua 7,5% vo&i khoi
lweng trung binh vién.

- b6 dm: phwong phap méat khéi lwgng do lam
khé - PL 9.6 - DBVN V [8]. Tién hanh do 3 lan.

Yéu cau: khéng qua < 5,0%

- Gi¢i han kim loai ndng: thir theo hwéng dan tai
PL9.4 - DBVN V [8]

Yéu cau: thé hién trong bang 2 sau

Bang 2. Chi tiéu xdc dinh ham lwrong kim loai nang

STT | Ténchitiéu |[BPon vitinh | Mic téi da
1 Cadimi (Cd) ppm 1,0
Chi (Pb) ppm 3,0
Thuay ngan (Hg) ppm 1,0

3.1. Két qua xay dwng céng thirc va quy trinh bao ché nang

3.1.1. Két qua kiém nghiém nguyén liéu nghién ctru

Cac duoc liéu dwoc tién hanh kiém tra cdm quan trwde khi st dung lam nguyén liéu chiét xuat va bao

ché cao. Két qua kiém tra dwoc thé hién & hinh 1.
Man man Diép

ha chau

Hinh 1. Céc vi dworc liéu trong bao ché vién nang cirng
Két luan: cac vi duoc liéu déu dat theo yéu cau ctia Dwoc dién Viét Nam V [8]

3.1.2. Két qua bao ché cao thuéc

Cao kho dwoc liéu thu dwoc trwde khi st dung lam nguyén liéu bao ché vién nang, dwoc kiém tra mot
s6 chi tiéu chat lwong (cAdm quan, dd 4m va dinh tinh sy mot sé hoat chét chinh trong cao), két qua dwoc

thé hién qua hinh 2 va bang 3 sau:
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Hinh 2. Hinh anh cac phép thw dinh tinh cao khé dworc liéu
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Béang 3. Két qua danh gid mét sé chi tiéu chat Iwong cua cao khé dworc liéu

Chi tiéu Két qua Két luan

Cam quan Cao kh6, mau nau, mui thom dwoc liéu, Dat véu ciu
g vi hoi d&ng. Nghién thu duwoc bot kho, toi. | — 2 Y

Do dm 1,93% Pat yéu cau
Dinh tinh saponin Cot bot = 1 cm, bén sau 10 phut. Pat yéu cau
Binh tinh tanin Xuét hién tta bong Dat yéu cau

Phan &ng Shi : ich tr va \
g |rloda dun’g (Ajgc r vang Pat yéu ciu

chuyén sang do nau
Dinh tinh flavonoid Phan ng vo’lR kiém: dl‘mg dﬂgch tlr vang Pat yéu AU
chuyén sang vang nau

Phan (rng v6&i thube thir diazo: dung dich . s

T R e aa Pat yéu cau
tlr vang chuyén sang nau do

Phan (rng vé&i thubc thir Mayer: xuét hién . s

. . P Pat yéu cau
tda trang dén vang
Binh tinh alcaloid Phan u’ng. Ym Ehuoiz thu; BOl:IChfirda’[: xuat Pat yéu cAu
hién tia ndu dén dé nau

Phan (ng véi thubc thlr Dragendorff: . s

Ay La i Pat yéu cau
Xuat hién tua vang cam

3.1.3. Két qua bao ché vién nang cirng
- Khao sat Iwa chon ta dwoc don:
Dé Iya chon ta dwoc don thich hop, tién hanh bao ché cac mau vién st dung céac ta dwoc don khac
nhau: tinh bét san, lactose khan, glucose, Avicel PH101. Két qua thu dworc trinh bay trong bang 4
Bang 4. Két qua khao sat Iwa chon ta dwoc dén (n=3)

Thanh phan (mg) CT1 CT2 CT3 CT4 CT5
Cao kho (mg) 350 350 350 350 350
Tinh bot sdn (mg) 50 60 70 60 50
Lactose khan (mg) 50 50 50 60 50
Glucose 20 10 0 0 0
Avicel PH101 0 0 0 0 20
Povidone K30 8 8 8 8 8
Natri benzoat 5 5 5 5 5
Magnesi Stearat 7 7 7 7 7
Talc 10 10 10 10 10
Khéi lwong bot/vién 500 500 500 500 500
Dgétt“(y:hfggycgf;:;o' 22,3% | 22,1% | 20,8% | 19.2% | 18,1%

(* tinh theo gia tri trung binh, n=3)

Két qua khao sat cho thay CT5 co kha néng tron chay tot hon CT1, CT2, CT3, CT4 nén dé tai
lwa chon cac thanh phan nhw trong CT5 dé nghién clru khado sat tiép.

- Khao sat Iwa chon ta dwoc tron:

Pé lwa chon ta dwoc tron, dé tai tién hanh Iwa chon khdo sat mét sb cong thire va két qua thé hién
trong bang 5.
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Bang 5. Két qua khao sét Iwa chon ta dworc tron (n=3)

Thanh phan (mg) CT5 CT6 CT7 CT8
Cao kho (mg) 350 350 350 350
Tinh bot sén (mg) 50 50 50 50
Lactose khan (mg) 50 50 50 50
Avicel PH101 20 20 20 20
Povidone K30 8 8 8 8
Natri benzoat 5 5 5 5
Magnesi Stearat 7 2 0 7
Talc 10 15 15 8
Aerosil 0 0 2 2
Khéi lwgng bot/vién 500 500 500 500
Do tron chay cda knoibot | 1o 1o | 47 70, | 17.2% | 14,8%
(chi s6 Carr %)*

(* tinh theo gia tri trung binh, n=3)

Két qua khao sat cho thay CT8 c6 kha néng tron chay tét hon CT5, CT6, CT7 va ciing c6 do tron chay
t6t d& déng nang nén dé tai lwa chon cac thanh phan nhu trong CT8 dé Iam bao ché vién nang cing.

3.2. Két qua kiém tra mot sé chi tiéu chat lwong ban dau cta vién nang

Vién nang bao ché dwoc theo CT8 & trén dwoc tién hanh kiém tra mot sé chi tiéu chat lwong, két qua
thé hién & bang 6, bang 7 sau:

Béng 6. Két qua kiém tra mét sé chi tiéu chat lwong cua vién nang (n=3)

STT Chi tiéu Yéu cau Két qua*
Vién cirng, hai ntta mau xanh —
trang, vién khéng moép méo. BOt

Vién cirng, khé, khéng bi méo

1 Cam quan mo, bién dang. Bot thudc trong Y L
. trong nang mau vang dén nau den,
nang kho, toi. . e
c6 mui thom dugrc liéu, vi hoi dang.
2 Thoi gian ra Khdéng qua 30 phut 20,4 phuat
3 DAng dau khéi Iron Chénh léch so v&i KLTB vién | (%) chénh 1éch so v&i KLTB vién ti
g 7N la £5% 0,064% dén 3,714%
D6 &m cua bot thud
4 | B0 am cua bot thuoe Khong qua 5% 2,18%

trong nang

(* tinh theo gia tri trung binh, n=3)
Bang 7. Két qua kiém tra gi&i han kim loai ndng cua vién nang (n=2)

STT Kimloai |P°n Vi|Mue tol - }fét qua -
tinh da Lan 1 Lan 2 Trung binh
1 Cadimi (Cd) ppm 1,0 0,198 0,190 0,194
2 Chi (Pb) ppm 3,0 0,59 0,53 0,56
3 Thuay ngan (Hg) ppm 1,0 0 0 0

Vién nang bao ché dwoc déu dap (rng cac chi tiéu chat lwong cda vién nang cing théng thudng.
IV. BAN LUAN

Nghién ctru da bao che thanh cong vién nang  ty véi nghién ctru vién nang hd tro' bao vé gan tiy
cting chtra cao khé cua 7 vi dwoc liéu gom man  paj thube thanh nhiét, giai doc, trong d6 cao dwoc
man, diép ha chau, c6 mue, nic nac, tua ré da, jigy duoc phun sdy tao hat trwdc khi dong nang
mat gau nam va ma de, dinh h’u’é’ng ho tror di€u  ¢ya tac gia Pham Thanh Loan va cong sw [4], ciing
tri suy giam chitrc nang gan. Két qua nay twong nhy nghién ciru clia Chir Van Mén va cong sw vé
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bao ché vién nang Nhat gan linh [5]. Cac nghién
clu déu cho thdy réng: viéc bao ché vién nang
chra cao dwoc liéu nham hd tro bao vé gan la can
thiét, cing nhw dap (rng nhu cau phat trién cuda thi
trwdng hién nay.

Bay vi duoc liéu sir dung trong nghién ctru déu
c6 tac dung thanh nhiét, giadi doc, bao vé gan, lgi
mat [6-8], do dé, vién nang bao ché chtra cao dwoc
liéu ctia chung ¢6 tac dung dinh huéng hé tro diéu
tri suy gidm chlrc nang gan la hoan toan hop ly.
Cao duwoc liéu thu dwgc cling da dwoc dinh tinh
mot s& nhém hoat chét c6 tac dung bao vé gan:
flavonoid, alcaloid, saponin, tanin.

Két qua nghién clru khao sat ta dwoc cho thay sy
phdi hop ta duwoc don lactose khan, tinh bot san va
dac biét la Avicel PH101 voi ty 1é thich hop gitp cai
thién dang ké thé chét clia cao duwoc liéu, tao diéu
kién thuan lgi cho qua trinh déong nang. Bén canh
do, sw két hop talc, magnesi stearat, natri benzoat,
aerosil v&i ham lwgng phu hop giup gidm ma sat,
han ché hién twong bam dinh trong qua trinh dong
nang ma khéng anh hwéng bét loi dén dd ra cua
vién, phu hop véi khuyén céo trong Dwoc dién Viét
Nam V [8].

Vién nang bao ché duwoc dat yéu ciu vé cadm
quan, d6 am, do ra, do dong déu khéi lwong, va
gi¢i han kim loai nang, chirng té cong thirc va quy
trinh bao ché dwoc Iwa chon 1a phu hop. Két qua
nay twong déng v&i két qua danh gia chat lwong
clia mot sd nghién ctvu trwdc dé vé vién nang clrng
chtra cao dwoc liéu [4-5]. Tuy nhién, twong tw cac
nghién clru trong nwdc da cong bd, dé tai moi
dirng lai & nghién clru bao ché va danh gia cac chi
tiéu chat lwong co ban ban dau, chuwa tién hanh
danh gia do 6n dinh va tac dung dwoc ly. Do do,
can tiép tuc cac nghién ctru sau hon dé khang dinh
hiéu qua hd tro bdo vé gan cltia ché pham.

V. KET LUAN

Nghién ctru da xay dwng thanh céng céng thirc
va quy trinh bao ché vién nang cirng dinh hwéng
hé tro diéu tri suy gidm chirc ndng gan tlr bay vi
duoc liéu gbm man man, diép ha chau, cé muc,
ndc nac, tua ré da, mat gau nam va ma dé, & quy
mé phong thi nghiém. Céng thire tdi wu dwoc lya
chon vé&i thanh phan méi vién gdm: cao khé dwoc
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liéu 350 mg, lactose khan 50mg, tinh bot san 50
mg, Avicel PH101 20 mg, magnesi stearat 7 mg,
talc 8 mg, natri benzoat 5 mg, aerosil 2mg va PVP
K30 vtra di 500 mg.

Vién nang bao ché dwoc dat yéu cau vé hinh
thire, bot thube trong nang khé, toi, c6 mau nau dac
trwng cla cao duwoc liéu; cac chi tiéu chat lvong
nhw dd dong déu khéi lwong, do ra, dd am, gidi
han kim loai nang déu phu hop véi quy dinh cla
Dwoc dién Viét Nam V. Két quéd nghién ciru cho
thay dang bao ché vién nang cirng la hwéng di phu
hop nhdm hién dai héa bai thubc cb truyén, gop
phan nang cao tinh 6n dinh, thuan tién s dung va
kha nang kiém soat chat lwong.

Nghién clru la co s& khoa hoc ban dau cho cac
nghién ctru tiép theo vé mé rong quy mé bao ché,
danh gia dd 6n dinh, tac dung dwoc Iy clia san
pham nham hwéng téi ng dung thye tién.
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