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KHAO SAT MOT SO TAC DUNG KHONG MONG MUON CUA BAI
THUOC TIEU PAM - 03 TREN BENH NHAN ROI LOAN LIPID MAU
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Tém tit
Mouc tiéu: Khao sit mot sd tic dung khong mong mudn cua bai thube Tiéu
dam - 03 trén bénh nhan (BN) rdi loan lipid mau. Péi twong va phwong phdp:
Nghién ctru can thiép trén 35 BN duoc chan doén rdi loan lipid mdu, dugc udng
thuéc nghién ciu lién tyc trong 21 ngay véi lidu 2,8 g/kg thé trong chia 2
lén/ngély BN dugc theo dbi va so sdnh mot sb chi sb lﬁm sétng va cac xét nghiém
huyét hoc, AST, ALT, creatinine vao ngay trudc khi udng thude (Dy) va ngay thir
21 (D,y). Két qud: Tudi trung binh ctia BN 1a 63 57 +9,7, nhém tudi gap nhiéu
nhét > 60 (71,4 %). Tac dung khong mong mubn gom. R&i loan tiéu héa (6%),
day bung (3%) va khong gip céc triéu ching budn ndn, dau bung, man ngura, dau
co. Sau diéu tri néng dd AST, ALT, creatinine, sb lugng h6ng cau, bach cau, tiéu
cau va ndng d6 huyét sic td thay d6i khdng cé ¥ nghia thdng ké so véi trudce didu
tri. Két lugn: St dung bai thudc Tiéu dam - 03 & BN rdi loan lipid mau cho thay
rdi loan tiéu héa 6%, day bung 3%. Khong c6 su thay ddi vé men gan, chirc ning
than va cdc chi sé huyét hoc.
* Tir khéa: Bai thuéc Tiéu dam - 03; Réi loan chuyén héa lipid mdu; Tdc dung
khéng mong muén.

INVESTIGATION OF SOME UNDESIRABLE EFFECTS
OF TIEU DAM - 03 ON PATIENTS WITH DYSLIPIDEMIA

Summary

Objectives: To investigate some undesirable effects of the Tieu dam - 03
on patients with dyslipidemia. Subjects and methods: An interventional study on
35 patients were diagnosed with dyslipidemia and took the study drug
continuously for 21 days at a dose of 2.8g/kg body weight divided into 2 times/day.
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Patients were monitored and compared some clinical indicators and
hematological tests, AST, ALT, creatininee on the day before taking the drug
(D) and day 21 (D,;). Results: The average age of patients was 63.57 £ 9.7 years
old, the most populated age group was > 60 years old (71.4%). Undesirable
effects encountered such as digestive disorders (6%), abdominal bloating (3%),
and symptoms of nausea, abdominal pain, rash, muscle pain were not found.
After treatment, the levels of AST, ALT, creatininee, the number of red blood
cells, white blood cells, platelets and hemoglobin levels did not change
statistically compared to before treatment. Conclusion: Using the remedy Tieu
dam - 03 in patients with dyslipidemia showed digestive disorders (6%),
abdominal bloating (3%). There were no changes in liver enzymes, kidney

function and hematological parameters.

* Key words: Tieu dam - 03; Disorders of blood lipid metabolism; Unwanted effects.

PAT VAN PE

Réi loan lipid médu Ia tinh trang
bénh 1y khi c6 mot hodc nhiéu théng sd
lipid bi rbi loan. Bénh 1a mot trong
nhirng yéu t6 nguy co chinh anh huéng
t6i phan bd ganh ning bénh tat toan
cau [1]. Réi loan lipid mau gdy nhiéu
bién chimmg trim trong v 13 mot trong
nhitng yéu t6 nguy co ctia bénh tim
mach. T6 chirc Y té Thé gisi (WHO)
duy bido dén niam 2030 s& c6 khoang
23,3 tri¢u ca tir vong do bénh tim mach
lién quan dén rdi loan lipid mdu trén
toan thé gidi [2, 3]. Y hoc c6 truyén c6
nhiéu vi thudc, bai thudc c6 hiéu qua

trong diéu tri r6i loan lipid madu [4, 5].
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Bai thuéc Tiéu dam - 03 la bai thude
kinh nghiém dugc Khoa Y hoc )
truyén, Bénh vién Quéin y 103 xay
dung trén co s& bién chung luan tri vé
chimg dam thap dé diéu tri rdi loan
lipid mau. Nghién ctu thuc nghiém
ctia bai thudc Tiéu dam — 03 cho thiy
thudc c6 tic dung diéu chinh rdi loan
lipid mau, chua ghi nhan doc tinh cap,
ban truong dién trén nghién ciru dong
vat thuc nghiém [6]. Pé bd sung céc
két qua nghién ctru cho ng dung 1am
sang, nghién ctu nay duoc tién hanh
nham: Khdo sdt mét so tdc dung khong
mong muon cua bai thuéc Tiéu dam - 3

trén BN réi loan lipid mdu.
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POI TUQONG VA PHUONG PHAP
NGHIEN CUU

1. Pdi twong nghién ciru

- 35 BN dugc chan dodn réi loan
lipid mau diéu tri tai vién Y hoc co
truyén Quén d6i tir thdng 4/2022 -
7/2022.

* Tiéu chudn chon BN:

- BN > 18 tudi, khong phan biét giGi
tinh, nghé nghiép.

- BN rbi loan lipid mdu nguyén phat
dép tng cic tiéu chuan chan dodn rbi
loan lipid méu cua Ho1 Tim mach hoc
Quéc gia Viét Nam (2010) [7].

- BN chua dung thubc diéu tri ha
lipid mdu hodc di ngung dung thudc
nay > 2 tuan.

- BN ty nguyén tham gia nghién ctru.

* Tiéu chuan loai triv:

- BN 16i loan lipid mdu thtr phét do
hoi chiing than hu, suy giap.

- BN dang c6 cac bénh ly nghi€ém
trong nhu: viém gan, rdi loan chirc
ning gan va than, cdc bénh vé hé théng
tao mau, bénh tam th?ln, 6 tién st nhoi
mdu co tim cip trong vong 6 thang,
BN ¢6 co dia di ing va di Ung voi
nhiéu loai thudc.

- Phu nit c6 thai hodc dang cho

con bu.

- BN dang
thyroxine, steroid hodc thudc tc ché

st dung heparin,

mién dich anh huéng dén luong lipid
trong mau.

* Tiéu chudn ngirng cdc truong hop
nghién cuu:

- Trong qud trinh theo doi diéu tri
BN xuit hién: nhdi mdu co tim, dot
quy nio, di tmg thudc.

- BN khong thu thap du chi tiéu
nghién ctru.

2. Phuwong phap nghién ciu

* Thiét ké nghién ciru: Nghién ctru
can thi¢p, c6 so sianh trudc va sau
diéu tri.

* Phuong phdp nghién cuu: 35 BN
duoc khdm lam sang, lam cic xét
nghiém can 14m sang tai thoi diém
trude diéu tri (D) va ngay thir 21 cua
nghién ctru (D).

- Lam sang: do chiéu cao, cin ning,
mach, huyét 4p vao budi sang, lic d6i
trudc va sau nghién ctru (D, Dyy).

- Can lam sang: xét nghiém sinh hoa
mau (AST, ALT, creatinine) va huyét
hoc (chi sb h6ng cau, bach cau, tiéu
cau, huyét sic ).

* Piéu tri bang bai thuéc Tiéu
dam - 03

- Cong thirc bai thude Tiéu dam - 03
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Bang 1: Cong thtc bai thude Tiéu dam - 03.

Tén thudc Tén khoa hoc Liéu

Chi thuc Fructus Aurantii immaturus 10
Bén ha Rhizoma Pinelliae Ternatae 10
Dom nam tinh Arisaema Cum Bile 8

Trach ta Rhizoma Alismatis 15
Vién chi Radix Polygalae Tenuifoliae 5

Hong hoa Flos Carthami 10
Nguu tat Radix Achyranthis Bidentatae 15
Modc huong Radix Aucklandiae 5

Sa nhéan Fructus Amomi 8

Bach thuoc Radix Paconiae Alba 15
Bach truat Rhizoma Atraclylodis Macro-cephalae 12
Ngoc tric Rhizoma Polygonati Odorati 12
Son tra Fructus Crataegi 15

- Dugc liéu do Trung tdm San Xuét
thube bong dugc, Vién Y hoc )
truyén Quan ddi cung cap, dat tiéu
chuan co s¢. Thubc duoc chiét bang
mdy sic va déng g6i tu dong (Han
Quéc) tai Khoa Duge, Vién Y hoc co
truyén Quan doi.

- Dang st dung: Dich chiét c6 ty 18
1:1, dong tii 140 mL.

- Liéu ding: 140 mL/lan, ngay udng
2 1an twong duong 2,8 g/kg thé trong/ngay.

104

- Céch dung: BN duoc ubng thude
nghién clru vao ngay tht 2 sau vao
vién véi lidu 2,8 g/kg thé trong chia 2
lan/ngay (twong duwong 140 mL/lan)
vao ldc 8h30 va 15h30 lién tuc trong
21 ngay. BN duogc theo ddi trong 21
ngay ké tir khi bat dau ding thudc trén
mau bénh 4n nghién ctru théng nhat.
Néu phét hién c6 céc bién ching ning,
dirng nghién ctru hodc chuyén diéu tri
bang thudc Tay vy.
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* Pdnh gid mét sé tdc dung khéng
mong muon cua thuéc Tiéu dam - 03:

- Lam sang: Thong qua theo doi su
Xuét hién cua céic triéu ching budn
non, day bung, dau bung, rdi loan tiéu
hoéa, man ngua, dau co.

- Can lam sang: Danh gid anh hudng
cua thudc dén chi s AST, ALT,
creatinine, s luong hong ciu, bach
cAu, tiéu cau va chi s6 huyét sic to.

* Dung cu mdy moc:

- Hé théng mdy sic va déng goéi
thudc y hoc co truyén ty dong cua
(Han Quéc) tai Vién Y hoc cb truyén
Quan doi.

- May xét nghiém sinh héa mau
AU480 (Hang Beckman Coulter, M¥)

- M4y xét nghiém huyét hoc SYSMEX
(Hang SYSMEX, Nhat Ban).

* Xup 1y 50 lidu:

S6 liéu thu dugc trong nghién ctru
dugc xtr 1y bang xdc suat théng ké y
sinh hoc su dung phén mém SPSS
20.0. Gia tri cac chi tiéu nghién cuu
dugc trinh bay dudi dang sé trung binh
+ d6 1éch chuan (X% SD) véi do tin
cdy 95%. So sanh cdc két qua trudc
sau diéu tri theo ting cip bang kiém
dinh T-test. Su khac biét c6 y nghia
thong ké khi p < 0,05.

KET QUA NGHIEN CUU VA BAN LUAN

Bang 2: Pic diém d6i twong nghién ciru.

Giéi tinh Nam Nir Tong
Nhém tudi n % n % n %
40 - 59 tudi 1 2,85 1 2,85 2 5,7
50 - 59 tudi 4 11,4 4 11,4 8 22,9
> 60 tudi 14 40 11 31,4 25 71,4
Tong 19 | 543 16 45,7 35 100
Nho nhét - 16n nhat 43 - 85 49 - 79 43 - 85
X+ SD 63,74 + 11,2 63,38 + 8,1 63,57 9,7
p > 0,05

Tubi trung binh cua ddi twong nghién ciru 13 63,57 + 9,7, thap nhat 43 tudi,
cao nhét 85 tudi, 6 tudi gip nhiéu nhit 1a > 60 (71,4%).
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Bang 3: Mot s6 triéu ching 14m sang xuét hién trong qu4 trinh diéu tri.

Triéu ching S6 lwgng (n = 35) Ty 1€ (%)
Budn nén 0 0
Day bung 1 3
Dau bung 0 0
Réi loan tiéu héa 2 6
Man ngira 0 0
Dau co 0 0

Trong 21 ngay diéu tri bang thubc Tiéu dam - 03, ty 16 BN xuét hién réi loan
tiéu héa 12 6%, day bung 3%, khong ghi nhan cdc triéu chimg budn non, dau

bung, man ngira, dau co, khong c6 BN phai ngimng diéu tri thude.

Béang 4: Sy thay d6i mot s chi sb huyét hoc truée va sau diéu tri.

) Truée diéu tri Sau diéu tri
Chi so _ _ p
(X +SD) (X +SD)
Héng cau 4,8+0,5 4,7 +0,4
Bach ciu 7,8+ 1,8 73+1,5
— > 0,05
Tiéu cau 246,7 + 55,8 244.6 +52.9
Huyét sic td 1384+ 11,2 136,8 + 9,4

S6 luong hong ciu, bach cau, tiéu cau, ndng do huyét sic t6 sau diéu tri khic
biét khong c¢6 y nghia théng ké so véi trude diéu tri (p > 0,05).

Béang 5: Su thay d6i mot s6 chi s6 sinh héa médu trude va sau diéu tri (n = 35).

. Truée diéu tri Sau diéu tri
Chi so _ _ p
(X£SD) (X£SD)
AST 229 +5,3 223+5,3
ALT 26,8 +10,1 26,2 + 8,3 > 0,05
Creatinine 82,1 +15,2 81,4 + 14,7
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Nong d6 AST, ALT, creatinine sau
diéu tri khdc biét khong c6 y nghia
thong ké so vai trude diéu tri (p > 0,05).

Nghién ctru ctia ching toi vé mot sb
tdc dung khong mong mudn cua bai
thudc Tiéu dam - 03 cho thay:

Vé céc tridu chung trén 1am sang:
Tat ca BN déu cam thay dé chiu khi
ubng thude, khong ¢ truong hop dau
bung, buén ndn hay méan ngira ngoai
da. 2 BN c6 biéu hién dai tién phan nat
trong 2 ngay dau udng thudc, dén ngay
thir 3 tu hét, khong phai ngung thudc
diéu tri (Bang 3).

Vé xét nghiém huyét hoc va sinh
héa méau: Cic thanh phan trong méu
ngoai vi phan anh trang thadi cua co
quan tao mdu. Do d6, thudc c¢6 anh
huong dén co quan tao mdu thi trude
hét cdc thanh phan cta méu sé& bj thay
d6i. Theo WHO, danh gid duoc cang
nhidu thong s ctia mdu, kha ning
d4nh gid doc tinh cua thudc cang chinh
xdc. Trong nghién ctru nay, chung toi
tién hanh dinh lwong cdc thanh phan
cia mdu gém: sb lurgng hdng cau, bach
cau, tiéu cau va ham lugng hemoglobin.

Két qua nghién ciru (Bdng 4) cho
thdy, xét nghiém mau vé cic chi sb
huyét hoc tai thoi diém 21 ngay sau
ubng thudc Tiéu dam - 03 khong c6 sy
khic bi¢t c6 y nghia so véi trude khi
ding thudc (p > 0,05). Két qua nay
phan 4nh thudc Tiéu dam - 03 & muc
lidu diéu tri (2,8 g/kg thé trong) khong

gy anh huéng xau dén chirc ning tao
mau sau 21 ngay uéng thudc.

Khi dua thudc vao co thé, thude ¢
thé giy doc véi gan, 1am ton thuong
gan. Su ton thuong té bao gan lam ting
hoat do ctia mot sb enzyme cO nguén
gbc gan trong huyét thanh, quan trong
nhit 1a 2 enzyme ALT va AST. ALT la
enzyme c6 nhiéu nhat & gan, khu trd
trong bao twong cta té bao nhu md
gan. Khi ton thuong hiy hoai té bao
gan, thim chi chi can thay d6i tinh
thAm cta mang té bao gan, hoat do
ALT trong mdu tdng cao. Khic vai
ALT, 2/3 AST khu trd trong ty thé
(Mitochondria) va chi it hon 1/3 lugng
AST khu trd ¢ bao twong cia té bao.
Khi tén thuong té bao gan & muc do
dudi té bao, AST trong ty thé dugc giai
phéng ra. Do d6, khi tén thwong gan,
AST va ALT déu ting cao so voi binh
thuong, nhung muc do tang cua ALT
cao hon so vdi AST, tdng sém trudce
khi c¢6 vang da, ¢ tuan dau vang da.

Trong nghién cuu, hoat do ALT va
AST trong mau cia BN ubng thudc
Tiéu dam - 03 khac biét khong c6 y
nghia so thoi diém trudc khi udng
thudc (Bdng 5). Nhu viy, ching to
thudc Tiéu dam - 03 khong giy doc
cho gan va khong lam ton thuong hiy
hoai céc té bao gan.

Hién nay, cdc thudc héa dugc ding
dé diéu tri rdi loan lipid mau déu c6 tac
dung khéng mong mudn ddng quan
tdm 12 doc tinh trén gan. Thubc Tiéu
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dam - 03 qua 21 ngay st dung khong
gy ton thuong té bao gan. Diéu nay
buéc dau cho thdy wu diém cioa bai
thudc Tiéu dam - 03 trong diéu tri rbi
loan lipid mau.

Khi dua thude vao co thé c6 thé giy
t6n thuong than, anh huéng dén chuc
ning than. Creatinine 13 thanh phan
dam trong mdu 6n dinh nhét, hdu nhu
khoéng phu thudc vao ché d6 an hoac
nhirng thay doi sinh 1y ma chi phu
thudc vao kha nang dao thai cua than.
Vi vay, hién nay dinh lugng creatinine
huyét thanh dwgc st dung nhiéu dé
danh gid chic nang than, 1a chi tiéu tin
cay va quan trong hon uré.

Trong nghién ctru cta ching toi, két
qua xét nghiém mau tai thoi diém sau
21 ngay ubng thudc cho thiy: ndng do
creatinine trong mau cua BN udng
thudc Tiéu dam - 03 khong c6 su khic
biét c6 y nghia (p > 0,05) so vdi thoi
diém trude khi ubng thube (Bdng 5).

Cic két qua trén hoan toan phit hop
v6i két qua nghién ctru vé doc tinh cua
thudc Tiéu dam - 03 trén thyc nghiém
[6]: Bai thudc Tidu dam - 03 véi liéu
19,6 g/kg/ngay (twong duong liéu didu
tri trén nguoi) va lidu 58,8 g/kg/ngay
(gap 3 lan liéu diéu tri trén ngudi),
ubng trong 90 ngay lién tuc khong 1am
thay dbi cic chi sé vé su gia ting trong
lwong co thé, céc chi sé danh gid chirc
ning tao méu, muc do ton thuong gan
va chirc ning than, khong giy ton thuong
cu tric lach, gan, than chudt nghién ciru.
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KET LUAN

Sau 21 ngay udng thudc Tiéu dam -
03 cdc chi s6 AST, ALT, creatinine va
mdt s chi s6 huyét hoc trong gidi han
binh thuong, thudc dung nap tot,
khong xuat hién céc triéu ching réi
loan tiéu héa, mam ngira, dau co.
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