thang; 9,0 thang; 3,6 thang ™. Ngoai ra, nghién
clru cla tac gia Estefania Liza Baca — 2018 tai
Bénh vién Quéc gia Edgardo Rebagliati Martins
trén 54 bénh nhan ciling ghi nhan cé sw khac
biét vé thoi gian sbéng thém trung binh gitra cac
nhém HAP A, HAP B, HAP C, HAP D tuwong
trng la: 32,8 + 6,5 thang; 24,9 + 14,8 thang; 13,9
1 5,2 thang; 14 + 6,6 thang.

Kh&o sat chi s6 HAP v&i chi s6 ALBI trong
tién lwong t& vong & bénh nhan ung thw biéu
mo té bao gan co chi dinh nat mach, chung téi
nhan thay chi s6 HAP co gia tri cao hon trong
dy bdo kha nang t&r vong. Dién tich dwéi duwong
cong AUROC cua chi s6 HAP va ALBI trong tién
lwong tlr vong sau 6 thang cda bénh nhan ung
thw biéu md té bao gan lan lwot 14 0,801 va
0,487. Dién tich dwdi duwong cong AUROC cua
chi s6 HAP va ALBI trong tién lwong t vong
sau 52 thang ctia bénh nhan ung thw biéu mo té
bao gan lan lwot 1a: 0,709 va 0,57. Nghién ctu
clia tac gia Apichat Kaewdech - 2021 trén 716
bénh nhan tai Bénh vién Songklanag me ciing
cho két qua twong tw: Dién tich dwdi dwong
cong AUROC cua chi s6 HAP va ALBI trong tién
lwong t&r vong sau 1 ndm cldia nhém bénh nhan
[US]TBMTBG nut mach lan lwot la: 0,696, va 0,622

Chi s6 ALBI thé hién kha ning phéan_loai
bénh nhan dwa vao chirc nang gan, bao gom 2
théng sb co ban 1a Albumin huyét thanh (g/l) va
Bilirubin huyét thanh (mmol/l). Trong khi chi s6
HAP c6 thém cac chi sb khac vé dac diém lien
quan dén khéi u: AFP (ng/ml) va kich thudc khéi
u (cm). AUROC ctia chi s6 HAP cao hon ALBI
khi dw bao kha nang t&r vong cang khang dinh
tinh phrc tap va da dang cla viéc tién lwong
bénh nhan ung thw biéu mé té bao gan. Ung thw

biéu mo té bao gan 1a mot bénh ly ung thu duoc
tién IuO’ng khéng chi dwa va dac diém khdi u
nhw cac loai ung thw thwo’ng gap ma con céan
nhac vé yeu td chirc nang gan. Chi s HAP Ia
mot chi so don gian, khach quan bao gbm ca 2
yéu tb d6, co thé budc diu gilp cac bac si lam
sang ap dung dé phan tdng bénh nhan ung thw
bidu mo té bao gan co chi dinh TACE va chua
d u’c_rc’dleu tri trwéc do.

KET LUAN

Chi s6 HAP 1a mét chi s6 don gian, khach
quan, dé ap dung va co gié tri tién lwong doi voi
bénh nhan ung thuw biéu mé té bao gan trwéc
TACE.
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VU VIET HANG, DANG TRUC QUYNH
Trwong Pai hoc Y Ha Néi

TOM TAT

Vién nang “Giang chi tiéu khat linh” dugc
nghién ctru bao ché dwa trén co sé& bai thuoc
nghiém phwong “Giang chi thang” gia g/am
Bai thube nghiém phuong "Giang chi than [g
dwoc trich toe cudn “Thién gia diéu phwong”
thanh phén gém: Pan s&m, hoang tinh, ha thd 6

"
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dé, trach ta, son tra dung diéu tri chiing dam tré
va dwoc cau tric gia thém céc vi: sinh hoang ky,
linh chi, thién hoa phén, hoang lién, nguu tat, tri
chirng tiéu khat gda/ thao dwong) va ich tri nhan
dé 6n bé ti vi >*4. Bai thuée da duoc st dung
nhiéu dwéi dang thuéc thang dé diéu tri bénh
nhan déi théo duwong cé roi loan lipid mau.
Nghién ctru dwoc tién hanh nhdm xdy dung
chuén héa quy trinh bao ché déng vién nang
ctng “Giang chi tiéu khét linh” dé sir dung thuén
tién, hiéu qua diéu tri cao, tién téi dang ky luu
hanh va g dung diéu tri trén 1&m sang.

Két qua: P& hoan thién qui trinh bao ché, tiéu
chuén héa cao bén thanh phdm va vién nang
cting thanh phédm trong quy trinh sén xuét vién
nang dat céc tiéu chi ctia Tiéu chuén co sé.

Tee khéa: Vién nang “Giang chi tiéu khat
linh”, réi loan lipid méau, dai théo duong typ 2.

SUMMARY

THE DEVELOPMENT OF THE “GIANG CHI
TIEU KHAT LINH” CAPSULES’ PREPARATION
PROCESS

The preparation of “Giang chi tieu khat
linh” capsules was developed based on the
“Giang chi thang” experience — based formula
with additions. The “Giang chi thang” experience
— based formula, quoted from the “Thien gia
dieu phuong” book, consists of Radix Salviae
miltiorrhizae, = Rhizoma  Polygonati, Radix
Fallopiae  multiflorae, Rhizoma  Alismatis,
Fructus Mali and is used in treating the phlegm
turbidity syndrome. In this preparation form, this
formula was added with Radix Astragali
membranacei, Ganoderma lucidum, Radix
Trichosanthis, Rhizoma Coptidis, Radlix
Achyranthis bidentatae for the treatment of type
2 diabetes mellitus and , Fructus Alpiniae
oxyphyllae to warm and tonify the spleen and
stomach. “Giang chi thang” formula with
additions has been widely used in clinical
practice for the type 2 diabetes mellitus patients
with dyslipidemia condition. This study was
conducted to develop the standardized
preparation process of the “Giang chi tieu khat
linh” hard capsules for the higher convenience
and therapeutic efficacy, preparing for the
register of drug circulation and widely clinical
application. Results: The preparation process
was completely developed and standardized for
the semi-finished liquid extract and the finished
hard capsules; the process has met the
requirements of the basis standards.

Keywords: “Giang chi tieu khat linh”
capsules, dyslipidemia, type 2 diabetes mellitus.

DAT VAN BE

Bénh dai thao du’o’ng (BTD) gia tang hang
n&m theo sy phat trién cia doi séng kinh té xa
hoi. Theo théng ké cla IDF, ndm 2013 thé gioi
c6 382 triéu ngudi méc DTD (chiém 8,3% dan
s6) va du kién con sb nay sé tang thém 210
triéu nguwdi vao nam 2035. Téc d6 phat trién
tang nhanh cung v&i mic dd nguy hiém cda
bénh nén DTD da dwoc coi la “ké giét ngudi
thdm lang”. Do vay hon bao gi& hét, nhu ciu
céac thubc y hoc hién dai (YHHD) hay y hoc ¢
truyen (YHCT) nham kiém soat glucose mau,
diéu tri réi loan lipid mau (RLLPM), phong ngua
cac bién chirng va han ché tac dung phu cla
thuéc cang ngay cang tr& nén cap thiét hon.
Hién nay, nhiéu nha khoa hoc & Viét Nam ciing
nhw trén thé gioi dang co xu hwéng tim kiém va
(rng dung cac thuéc ngudn goc tw nhién co tac
dung diéu tri DTD va han ché réi loan lipid **7 .

S dung thudc y hoc cb truyén trong cham
séc strc khde lau dai da va dang dwoc thé gidi
va nha nuoc Viét Nam quan tdm phat trién'®.
Tuy nhién, d& hién dai hoéa thubéc cb truyén,
thuan tién cho viéc st dung thi viéc bao ché
thudc tlr ngudn gbc thdo dwoc can nghién ctu
quy trinh san xuét cdng nghé cao, hién dai dé cé
thé dap (rng v&i nhu cau diéu tri bénh 1a van dé
can thiét. Vi vay, viéc nghién ctru quy trinh bao
ché vién nang “Giang chi tiéu khat linh” tir bai
thudc y hoc ¢ truyén diéu tri réi loan lidid mau
cho bénh nhan cé dai thao dwong typ 2 1a mot
nhiém vu khoa hoc c4p thiét.

POl TUONG VA PHUONG PHAP NGHIEN
cuu

1. Nguyén liéu n%hlen ctru

1.1. Dwoc liéu: "

Dan sam (Radix Salviae miltiorrhizae) Dat
DBVN IV,tr. 751

Hoang tinh (Rhizoma Polygonati) Bat DBVN
IV,tr. 785

Ha tha 0 (Radix Fallopiae

Dat DBVN IV, tr. 772

Trach t& (Rhizoma Alismatis) Dat DDVN IV tr.
920

Son tra (Fructus Mali) BDat DBVN IV, tr. 885

Nguwu tat (Radix Achyranthis bidentatae)

Dat DBVN IV, tr. 847

Hoang ky (Radix Astragali membranacei)

Dat DDBVN IV, tr. 782

Thién hoa phén (Radix Trichosanthis) Dat
TCCS

Hoang lién (Rhizoma Coptidis) Dat DBVN
IV,tr. 783

multiflorae)
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ich chi (Fructus Alpiniae oxyphyllae) Dat
DBVN IV, tr. 796

Linh chi (Ganoderma lucidum) Bat TCCS

Bo6t Talc (Talcum) Dat DBVN IV, tr. 104

1.2. Dung cu, mdy méc, thiét bi nghién
clru

*Thiét bi chiét xuat:

- Day chuyén chiét - c6 dwoc liéu: Ma hiéu:
RZZ190(06), Nwéc SX: Trung Qudc, Nam SX:
2003, bao gém:

+ Hé théng binh chiét, truc gitta c6 canh
khudy (EXTRATCTING TANK), sé hiéu: 03019,
dung tich: 2m?®, trong lwong: 1315kg, ap suét: 0-
0,25MPa, nhiét do: 0-138°C.

+ Hé théng c6 mang moéng (FILM
EVAPORATOR), sb hiéu: 03022, dién tich:
12,2m?, trong lwong: 930kg, ap suét: 0-0,4MPa,
nhiét do: 0-151°C.

+ Bo phan lwu gitv chét bay hoi (gdbm 6ng
sinh han)

+ Thiét bi cd6 chan khéng(VACUUM
CONCENTRATING TANK), sb hiéu: 03017,
dung tich: 0,7m?, trong lwong: 720kg, 4p suét:
0-0,2MPa, nhiét do: 0-133°C.

+ Thiét bi c6 2 vé EWKA(hinh ch&o)

- May say phun suong.

- Thiét bj do ty trong.

- May vat ly tam.

*Thiét bi sdy: T4 sy tinh (Memmert— Duc);
Day chuyén sy phu (VN), may déng nang (TQ),
May trén wét (TQ), May tron hinh chlr V (VN),
Hé thdng c6 chan khéng (TQ), Binh ngdm kiét
30-50 lit (VN), N&i hai vd Eka Noi hai vé Eka
(VN), Néi inox (VN), May xay bot (VN, Ray cac
loai (VN), can dong hd, can dia (VN).

2. Phwong phap nghién ctru

2.1. Céng thirc bao ché 1 mé san xuéat
(70.000 vién nang)

Pan sam 12kg; Hoang tinh 06kg; Ha thd 6
12kg; Trach ta 09kg; Son tra 09kg

Nguwu tat 09kg; Hoang ky 12kg Thién
phan 15kg Hoang lién 06kg

ich chi 09kg Linh chi 12kg; T4 dwoc (Talc,
Lactose, Magnesi stearat, b6t sén..) vd

2.2. Céng thirc diéu ché cho 1 vién nang
500mg: Vién nang ctrng sé 0

ban sam 0,170g Hoang tinh
thd 6 0,170g Trachta 0,170g

hoa

0,085g Ha

Sontra 0,128g Nguwutit0,128g Hoang
ky 0,1770g  Thién hoa phan 0,214g
Hoang lién 0,085¢g Ich chi 0,128g Linh

chi 0,170g
~Ta duoc (Talc, Lactose, Magnesi stearat,bot
san....) vd

3. Chiét xuat"",

Tién hanh chiét xuét véi dung méi nuwéc va
st dung cong nghé sy phun dbi v&i 9 vi duoc
liéu: Hoang tinh, Ha tha 6, Trach ta, Son ftra,
Ngwu tat, Hoang ky, Thién hoa phén, ich chi,
Linh chi. Chiét xuat véi dung méi Ethanol dbi voi
2 vi duoc liéu: Pan Sam va Hoang lién.

3.1. Phéi hop cdc thanh phan, tao cém
déng nan'""

Tron riéng cac cao khd sau phun sdy voi ta
dwoc da duwoc ray qua cé ray 180/125, sau dé
phéi hop cao khé dang hat min (1) va (2) tao
cdm déng nang.

3.2. béng nang, déng go6i

DPong nang s6 0, ham lwong 0,5g/ vién.

3.3. Phuong phdp kiém nghiém va cédc chi
tiéu kiém nghiém '"*

3.3.1. Cam quan

a, Yéu ciu: Bot thudc dang hat min, mau
nau, mui thom nhe, vi hoi ngot sau dang nhe.

b, Phuwong phap ther: Th&r bang cdm quan,
ché pham phai dat cac yéu cau.

3.3.2. Djnh tinh

(1)Pan sam: Phu’o’n% phap séc ky I&p mdng
(DBVN IV, phu luc 5.4)

a, Yéu cau: Séc ky d6 clia mau thlr phai co
céac vét cung mau, cung Ry véi céc vét cla dung
dich dbi chiéu.

b, Phuwong phap thr

*Dung cu, thudc thir:

- Ban moéng silica gel G trang san (Merck) da
hoat hoa & 100 °C trong 30 phut

- Ethyl acetat; ethanol tuyét déi (TT).

- Hé dung moi trién khai sic ky: Toluen -
ethyl acetat —aceton - acid formic (5:2:2:1)

- Thubc ther hién mau: Soi UV 366nm.

*Cach thtr :

- Dung dich dbi chiéu: L4y 2g bot dan sam,
thém 70ml nwéc, dun soi nhe trong 30 phut, dé
ngudi, loc. Thém vao dich loc 30ml ethyl acetat,
l&c ky. Gan lay dich chiét ethyl acetat, cd trén
cach thly t&i can. Hoa cén trong 1ml ethanol
tuyét déi dwoc dung dich cham sac ky.

- Dung dich thi: LAy 10g ché pham, thém
70ml nwéc néng, dun soéi nhe trong 10 phat. Dé
ngudi, ly tam. Gan lay dich ly tam, thém 30ml
ethyl acetat, l1dc ky. Gan |4y dich chiét ethyl
acetat, co trén cach thly téi can. Hoa can trong
1ml ethanol tuyét déi dwoc dung dich chdm séac
ky.

- Chédm riéng biét 1én badn mdng 20ul méi
dung dich thr va dung dich déi chiéu. Trién khai
séc ky theo DBVN IV, phu luc 5.4. Sau khi trién
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khai dwoc khoang 13 - 14cm, lay ban méng ra,
dé kho & nhiét dd phong, quan sat dudi dén to
ngoai & bwdc séng 366nm.

(2) Nguwu tat

a, Yéu cau: Séc ky dd cla mau tht phai c6
cac vét cung mau, cung Ry v&i cac vét cta dung
dich chuan Nguwu t4t va acid oleanolic.

b, Phwong phap thi: Phwo’ng phap sac ky
I&p méng (DDVN IV, phu luc 5.4)!

*Dung cu, thubc thir:

- Ban mong silicagel G trang san (Merck) da
hoat hoa & 100 °C trong 30 phut

- Cloroform; ethanol tuyét déi (TT).

- Hé dung méi trién khai séc ky: Cloroform -
ethyl acetat (7:3)

- Thudc tht hién mau: Dung dich vanillin1%
trong acid sulfuric 5%

*Cach thir:

- Dung dich déi chiéu:

+ L4y 2g bot Nguwu tat, thém 50ml dung dich
HCl 15%, dun s6i héi lwu 2 giv, d& nguoi,
chuyén vao binh gan réi lac vé&i 30ml cloroform,
lac k§. Gan lay dich chiét dung méi, co trén cach
thly t&i can. Hoa cén trong 1ml ethanol tuyét dbi
dwoc dung dich cham séc ky.

+ Dung dich chuadn acid oleanolic trong
ethanol cé ndng dd 0,1mg/ml.

- Dung dich the: LAy 10g ché pham, thém
50ml dung dich HCI 15%, dun sdi héi lwu 2 gid,
dé ngudi, chuyén vao binh gan rdi l&c véi 30ml
cloroform, 14c ky. Gan lay dich chiét dung méi,
cb trén cach thdy téi can. Hoa can trong 1ml
ethanol tuyét dbi dwoc dung dich chAm sac ky.

Chadm riéng biét 1&n ban mdng 20ul méi
dung dich thir va dung dich dbi chiéu. Trién khai
sac ky theo DBVN IV, phu luc 5.4. Sau khi trién
khai duwgc khoang 13 - 14cm, 14y ban méng ra,
dé kho & nhiét dd phong, phun thuéc thtr hién
mau, sdy, quan sat cac vét & anh sang thuong.

3)Hoang lién: Phu’o’n]g phap séc ky I&p méng
(DBVN IV, phu luc 5.4)%

a, Yéu cau: Séc ky dd clia mau tht phai c6
céac vét cing mau, cing Ry v&i cac vét cia dung
dich chuan Hoang lién va chuén Berberin clorid,
Palmatin clorid.

b, Phwong phap thi:

*Dung cu, thubc thir:

- Ban méng silica gel G trang sén (Merck) da
hoat hoa & 100 °C trong 30 phut

- Ethanol tuyét dbi (TT).

- Hé dung méi trién khai sac ky: N-butanol -
acid acetic - nwéc (7:1:2)

- Thubc thdr hién mau: Soi UV 366nm

*Céch thir:

- Dung dich déi chiéu:

+ LAy 2g bot Hoang lién, thém 20ml ethanol
tuyét ddi, dun sbi hdi lwu cach thay 10 phut, loc
duwoc dung dich chdm séc ky.

+ Dung dich chudn Berberin
ethanol cé ndng dd 0,5mg/ml

+ Dung dich chuan Palmatin
ethanol c6 ndng d6 0,5mg/ml

- Dung dich tht: LAy 5g ché pham, thém
20ml ethanol tuyét déi, dun séi hodi lwu cach thay
10 phut, loc dwoc dung dich chdm séc ky.

Ch&dm riéng biét 1én ban méng 10ul méi
dung dich th&r va dung dich déi chiéu. Trién khai
sac ky theo DBVN IV, phu luc 5.4. Sau khi trién
khai dwoc khoang 13 - 14cm, |4y badn méng ra,
dé kho & nhiét dd phong, quan sat cac vét dudi
den tlr ngoai & bwdc song 366nm.

4)Ha tha 6: Phu’o’ngi phap séc ky 1&p méng
(DBVN IV, phu luc 5.4) !

a, Yéu cau: Séc ky dd cla mau thir phai c6
céac vét cung mau, cung Ry v&i cac vét cla dung
dich chuan.

b, Phuong phap thi:

*Dung cu, thudc thir:

- Ban mong silicagel G trang san (Merck) da
hoat hoa & 100°C trong 30 phut

- Cloroform; ethanol tuyét d6i (TT).

- Hé dung moi trién khai sic ky: Toluen -
ethyl acetat — acid formic (9:4:1)

- Thubc thtr hién mau: Soi UV 366nm

*Cach thur:

- Dung dich dbi chiéu: L4y 2g bot Ha tha 6
do, thém 50ml dung dich HCI 15%, dun soi hdi
lwu 2 gidy, d& ngudi, chuyén vao binh gan rdi l&c
véi 30ml cloroform, l&c ky. Gan lay dich chiét
dung mdi, cd trén cach thiy t&i can. Hoa can
trong 1ml ethanol tuyét dbi dwoc dung dich
cham séc ky.

- Dung dich the: LAy 10g ché pham, thém
50ml dung dich HCI 15%, dun sbi hoi lwu 2 gio,
dé ngudi, chuyén vao binh gan réi lac véi 30ml
cloroform, 1ac k§. Gan lay dich chiét dung méi,
cd trén cach thly t&i can. Hoa cén trong 1ml
ethanol tuyét dbi dwoc dung dich chdm sac ky.

Cham riéng biét 1én ban méng 20ul méi dung
dich th& va dung dich déi chiéu. Trién khai sac
ky theo DDVN 1V, phu luc 5.4. Sau khi trién khai
dwoc khoang 13 - 14cm, lay ban méng ra, dé
khé & nhiét dd phong, quan sat cac vét duoi
den tlr ngoai & bwdc song 366nm.

3.3.3. Dinh lvong

clorid trong

clorid trong
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3.3.3.1. Oleanollc acid: Phwong phap SKLM
(DBVN IV)©

a, Yéu cau: > 0,16 mg/g

b, Phwong phap thr

- Héa chat, thudc thir: Acetonitril (HPLC);
Acid phosphoric; Methanol.

- Diéu kién séac ky:

+ Cot s&c ky pha dado RP C18 (250 x 4,6 mm,
5um).

+ Pha dong: Acetonitril :
phosphoric 0,1% (90 : 10)

+ Tbc d6 dong: 1,0ml/phut.

+ Detector UV buéc séng: 210nm.

+ Thé tich tiém mau: 20pl.

- Chuan bj dung dich chuan, dung dich thi:

+ Dung dich chuan: Pha dung dich chuan
acid oleanolic trong methanol cé néng dé chinh
xac khoang 50ug/ml.

+ Dung dich thir: Can chinh xac khoang 10 g
ché pham, thém 50ml dung dich HCI 15%, dun
s6i hdi lwu 2gi®, d& ngudi, loc. Chuyén dich loc
sang binh gan rdi lac véi cloroform 5 14n, méi
lan 30ml, gdp cac dich chiét dung méi, co can
trén cach thiy. Hoa tan cén bang methanol
chuyén vao binh dinh m&c 25 ml, thém
methanol vira di thé tich, l4c déu. Loc qua
mang loc 0,45 um.

+ Tién hanh: Tiém riéng biét 20 ul méi dung
dich dm chiéu va dung dich th&r vao may. Tlen
hanh sac ky theo diéu kién da mé ta, ghi séc ky
do.

- Pinh tinh: Sac ky d6 cla dung dich thtr co
cac pic c6 thoi gian lwu twong rng véi thoi gian
lwu clia cac pic trong séc ky d6 dung dich chun
acid oleanolic.

- Binh lvong: Ham lwong acid oleanolic (mg)
trong 1 don vi ché pham (1 vién) dwoc tinh theo
cbng thirc:

S; xm¢x M x P x Dt

dung dich acid

X =

S xmyx Dc x 100

Trong dé:

Si, Se: Dién tich pic dung dich thtr va chuan
(mAu).

mc: Khéi lwong cta chudn (mg).

mr : Khéi lwong mau thir (g).

P: Ham lwong chuén nguyén trang (%).

M: Khéi lwong trung binh vién (g)

Dt, Dc: Do pha lodng cuia tht» va chuan

3.3.3.2. Palmatin HCI va Berberin HCI

a, Yéu cau:

- Palmatin HCI: > 0,48 mg/g

- Berberin HCI: > 1,5 mg/g

b, Phwong phap thr

- Hoa chét, thubc thir:

+ Acetonitril (HPLC).

+ Nudc cét.

+ Kali dihydrophosphat.

+ Natri lauryl sulfat.

+ Methanol.

- Diéu kién sé&c ky:

+ Cot s&c ky pha dado RP C18 (250 x 4,6 mm,
5 um).

+ Pha déng: 3,4 g kali dihydrophosphat, 1,7 g
natri lauryl sulfat trong 1000 ml hén hop
acetonitril : nwée (1:1).

+ Tbc do6 dong: 1,2 ml/phat.

+ Detector UV budc séng 345 nm.

+ Thé tich tiém mau: 20 pl.

- Chuén bj dung dich chuén, dung dich thi:

+ Dung dich chuan berberin clorid: pha dung
dich chuan berberin clorid trong methanol cé
ndng do6 chinh xac khoang 30 pg/ml.

+ Dung dich chuan palmatin clorid: pha dung
dich chuan palmatin clorid trong methanol cé
ndng do chinh xac khoang 8 ug/ml.

+ Dung dich thr: Can chinh xac khoang 0,5 g
b6t ché phdm vao binh dinh mirc 100 ml, thém
khoang 70 ml methanol, siéu am 30 phut, dé
ngudi, thém methanol vira di thé tich. Loc qua
mang loc 0,45 ym.

+ Tién hanh: Tiém riéng biét 20 ul méi dung
dich dOI chiéu va dung dich th&r vao may. T|en
hanh séac ky theo diéu kién da mo ta, ghi séc ky
do.

- Pinh tinh: Sac ky d6 cta dung dich thir ¢
cac pic co thoi gian lwu twong rng véi thdi gian
lwu cla cac pic trong séc ky d& dung dich chudn
palmatin clorid, berberin clorid.

- Binh lwong: Ham Ilwgng Berberin clorid
(mg) trong 1 don vi ché phdm (1 vién) duoc tinh
theo cbéng thirc:

Si xmex M x P x Dt
X =

S xmsx Dc x 100

Trong dé:

Si, Se: Dién tich pic dung dich thtr va chuan
(mAu).

mc: Khéi lwong cltia chuén (mg).

mr : Khéi lwong mau thir (g).

P: Ham lwong chuén nguyén trang (%).

M: Khéi lwong trung binh vién (g).

Dt, Dc: DD6 pha lodng cla thr va chuén

Ham lwong Palmatin clorid (mg) trong 1 don
vi ché pham (1 vién) tinh theo cong thirc:

Si xmex M x P x Dt
X =

S: xmyx Dc x 100
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Trong do: mr : Khéi lvgng mau thir (g).

Si, Se: Dién tich pic dung dich thtr va chuén P: Ham lwong chuan nguyén trang (%).
(mAu). . M: Khoi lvgng trung binh vién (g).
m.: Khoi lwgng clia chuan (mg). Dt, Dc: B6 pha loang cla thr va chuan

4. So’ do quy trinh bao ché vién nang cirng “Giang chi tiéu khat linh”

Pan sam, Hoang tinh, Ha thi o,
Trach ta, Son tra, Nguu tat,

Sinh ky, Thién hoa phén, Hoang
lién, fch chi, Linh chi. >

Bao ché co6 truyén

Duogc ligu ché «——| DDPVNIV
v \

Pan sam, Hoang lién Linh chi Hoang tinh, Ha tha , Trach t&,

Son tra, Nguu tit, Sinh ky,

Chiét ngém kiét » Thién hoa phén, ich chi
. A Chiet i
nguoc dong phan . ]
doan = Ethanol 60° nuoe l Chiét nudc
A \ 4
Dich chiét Dich chiét Dich chiét
C6 chan khong, P giam Phoi hop dich chict
v JV
Cao léng Hdn hop dich chiét
Séy phun Say phun
\ 4
Cao kho, hat min Cao kho, hat min
Ta duoc Té duoc
Vv
Khéi hat da Tiéu chuan Khéi hat da
tron ta dwoe | héa BTP | tron ta duoc
Tron bot kho
v ﬂ
Cém nang < Kiém nghiém BTP
Pong nang
Kiém nghiém TP
Pong goi
KET QUA - 1.1. Chiét xuat véi dung méi nwéc va st
1. Quy trinh chiéet xuat dung céng nghé say phun
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*Chuén bi:

- Duoc liéu d& x& ly va ché bién dat tiéu
chuan: Hoang tinh, Ha tha 6, Trach t&, Son tra,
Ngwu tat, Hoang ky, Thién hoa phén, ich chi,
Linh chi.

- Ta duwoc.

- Nwdc sinh hoat.

*Tién hanh:

- Chiét xuét: Dung hé thdng binh chiét, truc
gitra c6 canh khudy tién hanh chiét xuét, dung
may vat ly tam rat kiét dich chiét. Két qua voi
tbng sé 84kg dwoc liéu, dung dung mdi nuwéc
chiét xuat 3 1an v&i nhiét dd 100°C, dich chiét
thu dwoc sau 3 14n chiét Ia 430 lit.

Tién hanh chiét riéng Linh chi twong tw nhw
trén, dich chiét thu dwoc 100 lit.

Cé dich chiét: Trén hé thébng cd mang mdng,
tién hanh co6 dich chiét & nhiét do 70°C va ap
suét 0,1mpa, trong 3 gi®, khéi lwong dich sau co
la 80 lit co ty trong 1,16.

Dich chiét Linh chi tién hanh c6 twong tw thu
dworc 25 lit co ty trong 1,14.

Gop 2 loai dich chiét sau co pha ché dé tién
hanh phun séy.

- Say phun:

+ Chuan bi: Pha ché dich s&y phun

Dich sau c6 105 lit Tadwoc vd

Hoda tan hoan toan ta dwgc trong nuéc
sach, cho dich sau c6 vao khudy déu dé duoc
dich ddng nhét tién hanh loc rdi dem séy phun.

+ SAy phun: Dich da pha ché dwoc tién hanh
phun sy trong thoi gian 36 gid, thu dwoc 25 kg
cao khod dang hat min (1).

1.2. Chiét xuat véi dung méi con

* Chuén bi:

- Duoc liéu d& x& ly va ché bién dat tiéu
chuan: Pan sam va Hoang lién.

- Dung méi: Ethanol

* Thiét bi:

- Hé théng binh chiét ngdm kiét.

- Thiét bi cd chan khéng.

* Tién hanh:

+ Chia dwoc liéu lam 3 phan theo ty 1& gidm
dan cho vao 3 binh ngam kiét (8:6:4kg).

+ Lam &m dwoc liéu day kin, dé yén 2 gio.

+ Tién hanh chiét xuat bang Ethanol 70°:

Cho Ethanol70° vao binh ngap mat dwoc
liéu, cach mat 3-4cm, ngdm 24h, sau d6 rat dich
chiét tw ttv. Tdc d6 rat dich chiét khoang 100ml/
phut. Dich chiét dam dac (C1) thu dwoc khoang
80% duoc liéu (11 lit), dé riéng.

Chiét 1an 2 & binh 1 twong tw 1an 1. Lam am
dwoc liéu binh 2 trong 2h, dich chiét thu dwoc
lan 2 dung lam dung méi chiét xuat 1an 1 & binh
2. Dich chiét thu dwoc 1an 1 (C2) khoang 80%
dwoc liéu (7 lit) cling dé riéng.

Tiép tuc chiét 1an 2 & binh 2, rut dich chiét va
lam dung méi chiét xuét binh 3, sau khi da lam
Am nhv 2 binh trén, dich chiét dam dac thu
dwoc & binh 3 (C3) la 4 lit.

Tién hanh chiét xuat 1an 3 luan chuyén twr
binh 1 dén binh 3 twong tw nhw trén ta thu
duoc dich chiét cac 1an 1a C1'=14 lit, C2’= 8 lit,
C3=5lit.

Téng dich chiét thu dwoc 49 lit.

- C6 va say phun swong: Dich chiét thu duwoc
dem cd chan khéng & nhiét do 70°, ap suét
0,1mpa, trong th&i gian 3 gid dwoc 22.5kg cao.
Sau dé dem pha ché tién hanh sdy phun swong
twong tw nhw trén thu dwoc 5,1 kg cao khé
dang hat min (2).

2. Phéi hop cac thanh phan, tao com déng
nang

Tron riéng cac cao khd sau phun sy voi ta
duwoc da duwoc ray qua c& ray 180/125, sau dé
phdi hop cao khé dang hat min (1) va (2) tao
cdm déng nang.

3. béng nang, déng goi

DPong nang s6 0, ham lwong 0,5g/ vién. Vo
nang cla NSX: Coéng ty CP Dwoc phdm Cou
Long, dat tiéu chuan qudc gia.

Pong nang bdng may tw déng, nhan hiéu
Feiyun NJP -800, nuwéc SX: Trung Quéc.

Doéng lo 60 vién.

Bao quan noi kho rao, thoang mat.

4. Kiém nghiém ban thanh pham va thanh
pham

4.1. Cam quan: Dat yéu cau nhu mo ta.

4.2 Djnh tinh

Dan sam: S&c ky db cia mau thtr cho cac vét
twong dwong véi sdc ky d6 cua dung dich
chuén.

Nguu tat: Sac ky d6 clia mau thir ¢ cac vét
cung mau, cung R v&i cac vét cta dung dich
chuan Nguwu tt va acid oleanolic.

Hoang lién: Sac ky dd ctia mau thlr c6 cac
vét cling mau, cuing Ry v&i cac vét cla dung dich
chudn Hoang lien va chuan Berberin clorid,
Palmatin clorid.

Ha tha 6: Sac ky d6 clia mau thir ¢ cac vét
cung mau, cung R v&i cac vét cta dung dich
chuan.
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4.3. Dinh lvong

+ Ham lwong Oleanolic acid: Sac ky d6 trong
phép thir dinh lwvgng Oleanolic acid trong cao
khé, ham lwgng Oleanolic acid trong bét cao
khé déng nang dwgc xac dinh la 0,182mg/g bot
cao khb.

+ Ham Iwgng Palmatin HCI va Berberin HCI:
S&c ky db trong phép thir dinh lwong Palmatin
HCI va Berberin HCI trong cao khé, trong cao
khé dong nang xac dinh dwoc ham Iwong
Palmatin HCI la 0,5mg/g bét cao khdé va
Berberin HCI la 1,54mg/g bt cao khé.

BAN LUAN

Cac vj thubc déu duwoc kiém dinh dat tiéu
chudn Duoc dién VN IV va tiéu chudn co s&
trwdc khi dwa lam san xuét, dwoc so ché va bao
ché theo phwong phap Y hoc cb truyén trudc
khi dwa vao chiét xuat d& dam bao hoat chat va
tac dung dwoc cao nhét.

Quy trinh chiét xuat dwoc thuwc hién véi hai
dung méi 1a con Ethanol va nuéc dé dat dwoc
t6i wu dich chiét. Thiét bi chiét xuét va quy trinh
cd cao dich chiét hién dai ddm bao dwoc hiéu
suét chiét cao va tiét kiém chi phi.

Cao dé&c sau chiét xut dwoc str dung cong
nghé sdy phun la cong nghé méi nhat dé diéu
ché ra cao khd Giang chi tiéu khat linh, ttr d6 tao
cbm va doéng vién nang. Cao khd “Giang chi tiéu
khat linh” da dwoc kiém dinh v& hinh thirc, cdm
quan, tinh chat, d &m, tro toan phan va dinh
tinh. Cao kho “ Giang chi tiéu khat linh” dat tiéu
chuan co s& trwdc khi déng vién nang.

Céc ta dwoc bao ché vién nang “Giang chi
tiéu khat linh” da dwoc nghién clru nham dam
bdo dua lwong thudc tdi da trong vién nang va
dam bao yéu cau tiéu chudn cla vién nang
clrng. Qua qua trinh khao sat, cac ta dwoc dwoc
Iuia chon la Talc, Lactose, Magnesi stearat, b6t
san...

Ky thuat bao ché vién nang “Giang chi tiéu
khat linh” 1a ky thuat cling dang dwoc wng dung
nhiéu déi véi cac thube cd ngudn gbe tw nhién
va déc biét 13 cac thubc y hoc cb truyén. Day la
mot dang thudc hién dai va dang ngay cang
dwoc str dung rong rai. Ky thuat bao ché vién
nang la mét trong cac ky thuat hién dai mang
nhidu wu diém: cé thé san xuét dwoc & qui md
cong nghiép, thudn tién s dung, phat huy tac

dung theo y mudn nhé vao su tac dong clia cac
phuwong phap bao ché.

KET LUAN

Nghién clru da chuan héa dwoc quy trinh
bao ché vién nang cirng “Giang chi tiéu khat
kinh”, dat tiéu chuan co s& dé tién hanh nghién
ctru thr nghiém lam sang.
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