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Panh gia tac dung hé tro diéu tri ciia thuc pham

bao vé suc khoe Saphia Alkali D-REVIE X50 trén
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TOMTAT

Muc tiéu: Ddnh gid hiéu qua va tinh an toan cda thuc phdm bdo vé siic khde Saphia Alkali D-REVIE X50 (SADX50) trén
bénh nhdn (BN) réiloan lipid mdu cé yéu té nguy cotim mach (NCTM).

Dé6i tuong va phuong phdp nghién ciu: Nghién ciu can thiép Idm sang, cé déi ching trén 120 BN r6i loan lipid mdu
(RLLPM) tai Bénh vién Pa khoa Y hoc c6 truyén Ha Néi tir thdng 05/2023-11/2023 (60 BN NCTM thdp va trung binh, 60 BN
NCTM cao). Trong mbi nhém, phdn BN vao nhém nghién ciu (NC) va déi chiing (BC) (n=30) dém bdo tuong déng tudi, gidi va
mucdé RLLPM. Nhém NC ciia NCTM thdp va trung binh sirdung SADX50 va thay d6i 16i séng. Nhém NC cia NCTM cao sirdung
SADX50va Atorvastatin 10 mg/ngay. Liéu trinh 90 ngay.

Két qua: Onhém NCTM thdp va trung binh, nhém NC c6 néng dé Triglycerid va LDL-Cholesterol giam, HDL-Cholesterol
tding déu khdc biét c6 y nghia théng ké so véi nhém BC (p<0,05).0 nhém NCTM cao, nhém NC c6 xu huding cdi thién tot hon
nhém BC tuy nhién su khdc biét nay khéng cé y nghia théng ké (p>0,05). Nghién ctu khéng ghi nhdn bién cé bét lgi nghiém
trongnao.

Két lu@n: SADX50 cho thdy hiéu qua va an toan trong hé trg diéu tri RLLPM, ddic biét nhém BN ¢6 NCTM thdp va trung
binh khi két hop thay d6i I6i s6ng.

Tirkhéa: Réiloan lipid mdu, Saphia Alkali D-REVIE X50, y hoc c6 truyén, Atorvastatin.

ABSTRACT

Objective: To evaluate the efficacy and safety of the health supplement Saphia Alkali D-REVIE X50 (SADX50) in patients
with dyslipidemia at cardiovascularrisk.

Subjects and methods: A controlled clinical intervention study was conducted on 120 patients with dyslipidemia at
Hanoi General Hospital of Traditional Medicine from May 2023 to November 2023, including 60 patients with low and
medium cardiovascular risk and 60 patients with high cardiovascular risk. In each group, patients were designated into the
study group or control group (30 patients per group), assuring the similarity of age, gender and dyslipidemia levels. In the low
and medium cardiovascular risk groups, the study group was administered SADX50 combined with lifestyle changes. In the
high cardiovascularrisk group, the study group was administered SADX50 combined with Atorvastatin 10 mg/day. Treatment
durationwas 90days.

Results: In the low and medium cardiovascular risk groups, after 90 days, the study group showed statistically
significant improvements in all serum lipid levels compared to the control group (p<0.05), including Triglyceride, LDL-
Cholesterol and HDL-Cholesterol. In the high cardiovascular risk groups, the study group showed a trend of better
improvementin lipid levels than the control group, however, this difference was not statistically significant (p>0.05). No severe
adverse effects were reported during the study.

Conclusion: SADX50 showed effectiveness and safety in supporting the treatment of dyslipidemia, especially in the
group of patients with low and medium cardiovascular risk when combined with lifestyle changes.

Keywords: Dyslipidemia, Saphia Atkali D-REVIE X50, traditional medicine, Atorvastatin.
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BAI NGHIEN CUU -

DATVANBE

R&iloan lipid mau (RLLPM) dugc xem la yéu té nguy co
chinh cta bénh tim mach do vira xo (ASCVD), nguyén
nhan hang dau gay ti vong tai nhiéu quéc gia, bao gém
Viét Nam [1],[2]. Tai chau A, tirndm 1990 dé&n 2019, s6 ca tur
vong do bénh tim mach da tang gan gap déi ti 5,6 triéu
1én 10,8 triéu ca [3]. Viéc st dung kéo dai statin kéo dai
trong diéu tri RLLPM theo Y hoc hién dai c6 thé gay ra mot
s6 tac dung khong mong muén nhu tdng men gan, tang
men c0..., diéu nay dan dén viéc giam tuan tha diéu tri &
mot s6 bénh nhan (BN), do d6 lam gidm hiéu qua diéu tri
RLLPM néichung[2].

Theo Y hoc ¢ truyén (YHCT), RLLPM cé nhiéu dac
diém tuong déng véi chiing Dam thap [4]1,[5]. V&i ban chat
“ban hu, tiéu thuc”, YHCT diéu tri chiing Bam thap thong
quan diéu chinh céng nang tang phd bi hu tén dé khoi
phuc su van héa thay thap, déng thai loai tri san phdm
bénh ly dam thap da xuat hién.

Thuc pham bao vé stic khde (TPBVSK) Saphia Alkali D-
REVIE X50 (SADX50) gém 15 loai thao dugc, trong dé co
nhiéu vi thuéc da dugc chiing minh c6 tac dung diéu hoa
lipid mau nhu Gido c8 lam, Day thia canh, Ha tha 6 dé va
Nhan sam [6],[7],[8]. Nham cung cdp bang ching khoa
hoc vé hiéu qua va tinh an toan cla san phdm nay, ching
téi da tién hanh nghién ctiu nay vaéi muc tiéu: Danh gia
hiéu qua va tinh an toan clia thuc pham bao vé suc khoe
Saphia Alkali D-REVIE X50 (SADX50) trén bénh nhan roi
loan lipid mau cé nguy cotim mach.

DOI TUONG VA PHUGNG PHAP NGHIEN CUU

Péi tugng nghién ciu

Tiéu chudn Iua chon: Bénh nhan (BN) tur 18 tudi tré
Ién, dugc chan doan RLLPM theo NCEP ATP IIl (National
Cholesterol Education Program - Adult Treatment Panel
I1l) khi cé it nhat mét trong cac tiéu chi sau: Cholesterol
toan phan (TC) = 5,17 mmol/l; Triglycerid (TG) > 1,7
mmol/l; LDL-Cholesterol (LDL-C) > 2,58 mmol/l; hodc
HDL-Cholesterol (HDL-C) < 1,03 mmol/I [2]. BN NCTM
thap, trung binh hodc cao theo phan loai ctia Hiép héi Tim
mach Chau Au (ESC/EAS) 2019 [1]. Tt ca BN déng y va ky
vao phiéu chap thuan tham gia nghién ctiu.

Tiéu chudn logi trir: BN RLLPM c6 NCTM kém suy gan
nang, suy than néng (eGFR 30 ml/phut/1,73 m’), suy giap
chua dugc kiém soat, phu nir cé thai hodc dang cho con
bu, dang sir dung cac thudc khac cé anh huang dén lipid
mau, di ting/khong dung nap vai bat ky thanh phan nao
clia san phadm nghién ctu, TG = 5,65 mmol/l, khéng tuan
tha ddng quy trinh nghién cdu.

Chatliéu nghién ciu

- Saphia Alkali D-REVIE X50 (SADX50) la sén phdm cua
Céng ty cd phan Kiém Saphia. S6 gidy chiing nhan GMP:
49/2022/ATTP - CNGMP ctia nha san xuat (Chi nhanh Céng
ty C6 phan Dugc phdm Syntech - Nha may Hai Duang).
Ngay hét hiéu lyc: 19/08/2025. Noi cap: Cuc An toan Thuc
pham-BoYté.

+ Gidy ti€p nhan dang ky céng bé san phdm s6
5534/2021/DKSP ngay 18/6/2021 cla Cuc An toan thuc
pham-BoYté.

+ Ban c6ng bd san phdm s6 6/2021/0108976446-
DKCBngay 12/6/2021 ctiaCong ty C6 phan Kiém Saphia.

+ S6 16: 010523. Ngay san xudt: 03/05/2023. Han st
dung:02/05/2026.

+ Thanh phan chiét xuat dugc liéu kho trong 100 ml
SADX50:

Nhan sam 059 B6 cong anh 2,59
Ha tha 6 do 19 Sai dat 2,59
Nguu tat 259 Nhan tran 29
Nghé 39 Ca gaileo 19
Hoe hoa 259 Tia to 29
Nho noi 159 L& voi 29
Day thia canh 39 Hoan ngoc 1,59
Gido c6 lam 25¢g

+ Céc vi thubc dugc bao ché theo tiéu chuin Dugc
dién Viet NamV ctia Bo Y t& va tiéu chudn co s8, duoc san
xuat duai dang dich chiét kiém tai Cong ty c6 phan Kiém
Saphia.Bdng chai: 500ml/chai.

+ Liéu dung, cach st dung: Ngay uéng 3 lan, méi lan
20ml phavéi 150mlnudc dm. Udng trudc biaan 1 gid.

- Thuéc diéu tri nén cho nhém NCTM cao: Vién nén
Lipvar (Atorvastatin) 10mg ctia Cong ty c6 phan Dugc Hau
Giang. S6 dang ki: VD - 30859 - 18. S6 16 san xuét:
02/11/2022. Ngay san xudt: 01/11/2022. Han st dung:
01/11/2026.

Théigian va dia diém nghién ciu

Nghién ctu dugc thuc hién tai Bénh vién Pa khoa
YHCT HaNoitirthang 05/2023 dénthang 11/2023.

Phuong phap nghién ctiu

Thiét ké nghién ciru: Can thiép lam sang, tién cu, mg,
c6nhom doiching.

Cémauvaphuong phdp chon mau:

C& mau gbém 120 BN dugc tuyén chon theo phuong
phap chon mau c6 chu dich, dugc phan thanh 2 nhém:
Nhom NCTM thap va trung binh (60 BN), nhom NCTM cao
(60 BN) theo ESC/EAS 2019 [1].Trong m&i nhém phan tang
theo NCTM, ti€p tuc phan bé bénh nhan vao nhom
nghién ctu (NC) va nhém déi ching (BC) dam béo su
tuong déng vé tudi, gidi, mic dd RLLPM.

Phuong phdp tién hanh:

Liéu trinh can thiép kéo dai 90 ngay.

Nhém NCTM thdp va trung binh (n = 60):

-Nhém NC (n=30): Sitdung SADX50 dudng udng, liéu
20 ml/lan, 31an/ngay, truGc bira an 1 gis, két hgp vaituvan
thay d6il6iséng.

-NhémBC (n=30): Chinhan tuvan thay déil8i séng.

Nhém NCTM cao (n=60):

- Nhém NC (n = 30): SU dung SADX50 (liéu nhu trén)
két hgp vai Lipvar (Atorvastatin) 10 mg, uéng 1 lan/ngay
vao buéitéi, va tuvan thay déildi séng.
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- Nhém BC (n = 30): St dung Lipvar (Atorvastatin) 10
mg, udng 1 lan/ngay vao budi t6i, két hop vai tu van thay
déildiséng.

Cdcchitiéuddnh gia:

- Chitiéu hiéu qua chinh: Suthay d8i ndng dé cac chisd
lipid mau (TC, TG, HDL-C, LDL-C, non-HDL-C) tU thoi diém
ban dau (ngay 0) dén khikét thuc diéu tri (ngay 90).

- Chitiéu an toan: Ghinhan cac bién c6 bat Igi trén lam
sang va theo déi suthay d&i clia cac chi s6 cong thiic mau,
creatinine, men gan (AST, ALT), va men co (CK) tai ngay 0
vangay 90.

Phuong phap xt ly va phan tich sé liéu

S6 liéu thu dugc trong nghién ctu dugc xt ly theo
phuong phap xac suat théng ké y sinh hoc, sttdung phan
mém xt Iy s6 liéu SPSS 20.0. Tinh gia tri trung binh X va do
léch chudn SD. Sir dung cac test thdng ké T-test ghép cap

KET QUA
DPic diém chung ctia d6i tugng nghién ciu

y;

dé so sanh 2 bién lién tuc c6 phan bé chuén, clia 2 nhém
trudc va sau can thiép. SU dung Mann-Whiney test va
Wilconxon test dé so sanh hai bién sé lién tuc khong phan
b& chuén ctia hai nhém hodc mot nhém & thai diém trudic
va sau can thiép. Si dung test Chi-square x° hodc Mc-
Nemar test d€ so sanh hai ty 1& cla hai nhém hodc mot
nhém vao céc thdi diém trudc va sau can thiép. Su khac
biét coy nghiathéng ké vai p<0,05.

Pao dtictrongnghién ctiu

Nghién ctu da dugc Héi dong Khoa hoc va Héi dong
Pao duc trong nghién cliu y sinh hoc cia Bénh vién Da
khoa Y hoc 6 truyén Ha Noéi phé duyét. Nghién cuu chi
nham diéu tri ndng cao stic khde cho BN, khéng nham
muc dich nao khac. Moi BN tham gia déu dugc giai thich
day d0 vé nghién ctru va da ky vao ban chap thuan tham
giamétcach tynguyén.

Bdng 1. Bdic diém chung cua déi tugng nghién cuu

e e Nhém NCTM théap - trung binh Nhém NCTM cao
Pac diém
NC (n=30) PC (n=30) NC (n=30) PC (n=30)
Tuéi trung binh (nam, X+ SD) 46,93+13,00 48,47+12,81 64,17+£12,12 61,00+17,36
o Nam (n (%)) 12 (40,0) 9(30,0) 11 (36,7) 9(30,0)
Gidi N (n (%)) 18 (60,0) 21(70,0) 19.(63,3) 21(70,0)
BMI (kg/m2, X + SD) 22,80+2,06 22,43+1,92 23,34+2,67 22,24+1,82
Tang huyét ap (n (%)) 6 (20,0) 6 (20,0) 15 (50,0) 11 (36,7)
bai thdo duong (n (%)) 1(3,3) 0(0) 8(26,7) 8(26,7)
Tang huyét ap + Dai thao duong (n (%)) 133) 000 8(26,7) 7(233)
p 0,05 >0,05

Trong 120 BN tham gia nghién cttu, khong c6 su khac
biét c6 y nghia théng ké vé tudi, gidi tinh, chi s khéi co

Hiéu qua diéu tri trén cac chi sé lipid mau

Nhém NCTM thép va trung binh:

thé& (BMI) va ty Ié mac cac bénh ly di kém gilta nhém NC va
nhomBCtrong tung phan nhdm NCTM (p>0,05).

Bdng 2. Su thay ddi cdc chi s6 lipid mdu & nhém NCTM thdp va trung binh

Chisé Nhém NC (n=30) Nhém DC (n=30) Pncac
(X + SD, mmol/l) Ngay 0 Ngay 90 Ngay 0 Ngay 90 Ngay 90
TC 5,49+0,81 5,11£0,51% 5,72+0,87 5,44£0,44% < 0,05
TG 2,93+1,21 2,27+0,80%* 2,82+0,58 2,60£0,42%* < 0,05
HDL-C 1,10+0,34 1,2240,19%* 1,10+0,23 1,13+0,14 < 0,05
LDL-C 3,38+0,81 2,92+0,56%* 3,50%0,96 3,29+0,56 < 0,05
non-HDL-C 4,39+0,79 3,89£0,55%* 4,62+0,85 4,31+0,48%* < 0,01

(So sdnh trong tirg nhém NC va nhém DC gidia ngay 0 va ngay 90: *p<0,05; **p<0,01)

Trudc diéu tri, gia tri trung binh cac chi sé lipid mau
gilta nhém NC va nhém d6i chiing khéng co su khac biét
cdynghiathéngké (p>0,05).

Sau 90 ngay, nhdm NC cé muic gidm trung binh cdaTC,

TG, LDL-C, va non-HDL-C 1an luot 1a 6,92%, 22,53%,
13,61%, va 11,39%. Béng thoi, ndbng d6 HDL-C tang
10,91%. T4t ca cac thay d8i nay déu co y nghia théng ké khi
sosanh véinhémbC.
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Nhém NCTM cao:
Bdng 3. Su thay déi cdc chi sé6 lipid mdu & nhém NCTM cao

Chi sé Nhém NC (n=30) Nhém DC (n=30) p (NCvs BC)
(X + SD, mmol/l) Ngay 0 Ngay 90 Ngay 0 Ngay 90 Ngay 90
TC 6,34+1,73 5,44+0,99%x 6,05+1,19 5,51+0,94xx > 0,05

TG 2,85%1,11 2,29+1,1 1% 2,57+1,02 2,28+1,00% > 0,05
HDL-C 1,08+0,23 1,21£0,34% 1,00+0,10 1,08+0,11*x* > 0,05
LDL-C 4,16£1,50 3,16+0,92xx 4,04£1,15 3,41£0,85%* > 0,05
non-HDL-C 5,27+1,54 4,25+0,99%x* 5,08+1,14 4,45+0,92% > 0,05

(So sdnh trong tiing nhdm NC va nhém DC gidia ngay 0 va ngay 90: *p<0,05; **p<0,01)

Trong nhdm NCTM cao, c& hai phac do diéutridéucho  va non-HDL-C manh hon so véi nhém DC. Mic gidam LDL-
thdy hiéu qua cai thién dang ké cac chi sé lipid mausovsi  C & nhém NC la 24,04%, cao han so véi muc 15,59% &
ban dau. nhém DC nhung su khac biét khéng cé y nghia théng ké

Nhom NC ¢6 xu huéng gidm cac chi s6 TC, TG, LDL-C,  (p>0,05).

Hiéu qua trén ty & bénh nhan ¢6 chi sé lipid bat thuéng

Bdng 4. Su thay déi ty Ié bénh nhan RLLPM & nhém NCTM thdp va trung binh

Nhém NC (n=30) Nhém DC (n=30) Pnc-bC
Shilusy Ngay 0 Ngay 90 Ngay 0 Ngay 90
n (%) n (%) n (%) n (%) Ngay 0 Ngay 90

o 20 10 24 22

Tang TC (66,7) (33,3)* (80,0) (73.3) > 0,05 < 0,01
o 25 24 30 30

UEmE] 16 (83.3) (80,0)* (100,0) (100,0)* >0,05 <0,05
B ] 16 3 12 8

Giam HDL-C (53.3) (10,0)** (40,0) (26,7)* > 0,05 > 0,05
) ] 18 6 18 15

Tang LDL-C (60,0) (20,0)** (60,0) (50,0)* > 0,05 < 0,05

(So sdnh trong tirng nhém NC va nhém DC gidta ngay 0 va ngay 90: *p>0,05; **p<0,01)

& nhém NCTM thép va trung binh, ty 6 BN co ting  xudng 20,0% d6i véi tang LDL-C), su cai thién nay tot
TC va tang LDL-C 8 nhém NC gidm déng ké sau diéu tri  hon ¢ y nghia théng ké so véi nhém DC (tuong dng
(tUr 66,7% xubng 33,3% doi vai tang TC, va ti 60,0%  p<0,01vap<0,05).

Bdng 5. Su thay di ty 1€ bénh nhan RLLPM & nhém NCTM cao

Nhom NC (n=30) Nhom BC (n=30) Pnc-bC
Chitiéu Ngay 0 Ngay 90 Ngay 0 Ngay 90
gay 0, gay 20, gay 0, gay 90, 5 5
n (%) n (%) n (%) n (%) Ngay 0 Ngay 90
< 25 14 24 19
Tang TC (83.3) (46,7)* (80,0) (63.3) > 0,05 > 0,05
< 25 19 24 23
Tang TG (83,3) (633)" (80,0) (76,7)* >0.05 >0
o ] 12 8 24 10
Giam HDL-C T ot e (33,3)% <0,01 >0,05
} ] 24 9 22 15
Tang LDL-C o) (30,0 73.3) (50,0 >0,05 >0,05
(So sdnh trong tiing nhém NC va nhdm DC gitia ngay 0 va ngay 90: *p>0,05; **p<0,01)
& nhém NCTM cao, ca hai nhém déu ghi nhan su giam Tuy nhién, khéng c6 su khéac biét c6 y nghia
ty & BN ¢6 cac chi s6 lipid bat thudng, dac biét 1a giam  théngkégiGtanhomNCvanhémbCsau90ngaydiéu
HDL-CvatangLDL-C. tri(p>0,05).
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Tac dung khéng mong muén

y;

Bang 6. Cdc tdc dung khéng mong muén trén lam sang

Nhém NCTM thap va trung binh Nhém NCTM cao
Triéu ching NC(n=30),n (%) BC(n=30),n(%) NC(n=30),n(%) OC (n=30), n (%)
Man ngua 0(0) 0(0) 13,.3) 0(0)
Dau bung, day bung 8(26,7) 0 (0) 2(6,7) 0 (0)
Pai tién léng 1(33) 0(0) 0(0) 0(0)

Tac dung khéng mong muén thudng gap nhét la dau
bung va day bung, ghi nhan & 10 BN thuéc cac nhom st
dung SADX50. Céc triéu chiing nay déu & muc d6 nhe va

tu hét sau khi BN dugc hudng dan chuyén thoi diém uéng
thudc sang sau bira an. Khéng c6 bién c¢6 bat Igi nghiém
trong nao dugc ghinhan.

Bdng 7. Su'thay d6i mét sé chi sé cdn lam sang sau diéu tri

Nhém NCTM thap va trung binh

Nhém NCTM cao

()%h; SS°D) NC (n=30) BC (n=30) NC (n=30) BC (n=30)

Ngay 0 Ngay 90 Ngay 0 Ngay 90
Creatinine (mol/l) 75,95+17,91 74,96+10,26 73,66+14,76 73,87+11,31
AST (U/]) 25,30+9,26 28,77+19,08 26,89+12,27 22,53+7,68
ALT (U/]) 28,93+19,79 27,38+12,35 36,14+34,93 23,68+9,07
CK (U/1) - - 103,66+29,64 110,88+34,58
Pne-bC >0,05 >0,05

Cac chi s an toan can l1am sang, bao gém chiic nang
gan (AST, ALT), chic nang than (creatinine) va men co
(CK), déu duy tri trong gidi han binh thudng va khéng co6
su khéc biét cé y nghia Iam sang gilta cdc nhém trudc va
sau diéu tri (p>0,05).

BANLUAN

Trong cac nghién ctu thi nghiém truéc, SADX50
khéng c6 biéu hién doc tinh cdp &liéu 100 ml/kg cdn ndng
chuét, chua xac dinh dugc LD,,. Nghién ctru déc tinh ban
trudng dién trong 90 ngay clia SADX50 khong phat hién
cac doc tinh Ién chiic ndng tao mau, gan, than cling nhu
cautracvithégan, than.

Nghién cttu nay lamét trong nhirng danh gié lam sang
c6 d6i chiing dau tién vé hiéu qua va tinh an toan cua
SADX50 trong ho trg diéu tri RLLPM. Két qua cho thay khi
két hgp cung thay déi 18i séng, nhém nghién ctiu sirdung
SADX50 c6 su diéu chinh kha tich cuc cac chi sé lipid mau,
tuy nhién hiéu qua nay c6 su khac biét ré rét tuy thuéc vao
ting chiséva cé lién quan mic dd NCTM nén ctia BN.

SADX50 két hgp thay déi I8 s6ng c6 hiéu qua rd rét
nhat trén nhém BN c6 NCTM thap va trung binh. G nhém
nay, viéc s dung SADX50 két hgp thay déi 18i séng da cai
thién dang ké tat ca cac chi sé lipid mau so véi nhém chi
thay d8i 16i s6ng, dac biét la gidm TG, LDL-C, nonHDL-C va
lam tang HDL-C, tuy nhién hiéu qua giam néng d6 TC thap
hon. Muc gidm TG (22,53%) va tang HDL-C (10,91%) cho
thay co ché tac dong ctia SADX50 c6 thé khong chi gidi
han & viéc gidam téng hgp cholesterol nhu statin, ma con
anh huéng dén cac con dudng chuyén hoa triglyceride va

HDL. Nhiéu thanh phan trong SADX50 nhu Gido c6 lam,
Day thia canh, va Nghé da dugc cac nghién cdu dugc ly
ching minh cé kha nang tdc dong lén cac qua trinh nay.
Két qud nay gai y rang SADX50 c6 thé la mét lua chon diéu
tri ban dau hitu ich cho nhiing BN c6 RLLPM mic d6 nhe
dén trung binh hodc RLLPM c6 NCTM thap, trung binh
chuacé chidinh dung statin.

So sanh véi cac nghién ctru khac, chiing téi nhan thay:
Caolongbaian ctiaTaThuThay (2016) sau 60 ngay diéu tri
lam gidmTC 17,7%; gidm TG 20%; gidm LDL-C 14,1%; tang
HDL-C 14,1% [9]. Vién nang Lipidan ctia D6 Quéc Huong
(2016) sau 42 ngay diéu trilam gidam TC 22,1%; tang HDL-C
17,3%; giam LDL-C 24% [10]. Cao léng HSN ctia Tran Thi
Hong Ngai (2019) sau 30 ngay lam gidm TC 16,6%; tang
HDL-C 7,3% [11]. Nhiing khac biét vé két qua diéu tri nay
c6 thé dugc ly gidi do thanh phan cdu tao cta chat liéu
nghién ctu va tiéu chudn RLLPM clia d6i tuong BN tuyén
chon dauvao ctia cadcnghién ctrulakhac nhau.

SADX50 c6 thanh phan la bai thuéc kinh nghiém dugc
xay dung dua trén co sé ly ludn YHCT két hop véi nhiing
nghién ctiu vé dugc ly 1am sang. Gido ¢8 lam thanh nhiét
gidi doc, chikhai, trirdam. B6 cong anh, Sai dat, Hoan ngoc
thanh nhiét giai doc, tdo thap. Day thia canh thanh nhiét,
lgi thiy tham thap. Nhan tran thanh nhiét Igi thap. Ca gai
leo phét tdn phong thap, tiéu doc, chi khai, trir dam. L& véi
gidi biéu, khir thap, hoa tré. Tia t6 gidi biéu tan han, hanh
khi hoa vi, trir dam. Hoe hoa, Nho néi luong huyét chi
huyét. Nguu tat, Khuong hoang hoat huyét théng kinh.
Nhan sam dai b nguyén khi, kién ty ich phé. Ha tha 6 do
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dudng huyét, b6 can than [6]. Nhu vay, tdng hoa tac dung
cla cac vi thudc trong SADX50 vifa ¢6 tac dung kién ty,
dudng can than, trr dam thap, lai kiém c6 thé duéng
huyét, hanh khi hoat huyét, thanh nhiét, giai doc, tir do co
thé& gidi quyét cad“tiéu”lan“ban”.

Tuy nhién, 8 nhém BN c6 NCTM cao, viéc bé sung
SADX50 vao phéc d6 diéu tri nén bang Atorvastatin chua
tao ra su khéc biét cé y nghia théng ké so véi viéc dung
Atorvastatin don thuan. Mac du ¢ xu hudng cai thién tot
hon & nhom NC, dac biét LDL-C gidm 24,04% so vdGi
15,59% ctia nhom DC, su khac biét chua co y nghia théng
ké (p>0,05). Biéu nay c6 thé do Atorvastatin c6 tac dung
ratré rét ha cac chisé lipid mau, vi vay tac dung ho trg ctia
SADX50 chua thé hién rd trong két qua sinh hda mau.
Ngoai ra, cd mau ctia mdi phan nhém (n=30) chua du 16n
dé phat hién dugc sukhacbiét nay.

V& mat an toan, SADX50 khéng ghinhan cac tac dung
khéng mong mudén nghiém trong trong qua trinh nghién
ctru. Cac tac dung khong mong mudn trén 1am sang chu
yéu la réi loan tiéu hda nhe nhu dau bung, day bung, ¢
thé kiém soat dugc bang cach thay déi thai diém sirdung
san pham uéng trudc blia an 1 gid d€ tang kha nang hap
thu thudc. Bén canh d06, cac chi s6 danh gia vé chiic nang
gan, than, men cd sau 90 ngay diéu tri khong cd khac biét
c6 y nghia théng ké so véi nhom déi chiing va déu ndm
trong khoang tham chiéu binh thudng.

Nghién ctu clia ching t6i van con mét s6 han ché.
Thiét ké nghién cttu m& cé thé dan dén céc yéu té nhiéu
trong bao cao triéu chiing ctia BN. Thai gian diéu tri la 90
ngay, chua da dé danh gia cac anh hudng lau dai lén hé
tim mach. Nghién ctu chi dugc tién hanh tai mot trung
tam, nén két qua NC chua mang tinh dai dién.

KETLUAN

TPBVSK SADX50 khi két hop vai thay déi 18i séng c6
tac dung cai thién ré rét cac chi sé lipid mau so v6i nhom
chi thay d6i 18i s6ng don thuan (p<0,05) 8 nhém BN c6
NCTM thap va trung binh. & nhém BN c6 NCTM cao,
SADX50 khi dung két hgp vdi Atorvastatin va thay d6i |6i
s6ng ¢ xu hudng tang cudng hiéu qua ha cac chi s6 lipid
mau hon so véi nhém chi dung Atorvastatin va thay d&i 18
sOng, tuy nhién su khac biét chua c6 y nghia théng ké
(p>0,05). San pham khéng gay ra cac tac dung khong
mong mudn nghiém trong trén [am sang va can lam sang
trén cac BN nghién ctu. Can c6 thém cac nghién ciu mu
d6i, ngau nhién, c6 déi chiing véi quy mé I6n hon va thoi
gian theo déi dai hon dé tim hiéu cactac dung caithién chi
s6 lipid mau dnhdm BN co NCTM cao.
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