TAP CHI NGHIEN ClPU Y HOC

DANH GIA TAC DUNG DPIEU TRI BAN PAU
CUA VIEN NANG CU'NG DIDALA TREN BENH NHAN
DAI THAO BUONG TYP 2 MOI BUQC CHAN POAN

Nguyén Kim Ngoc™, Nguyén Thi Thu Ha, Pham Thi Van Anh
Trwong Pai hoc Y Ha Noi

Nghién ctru nhdm danh gié tac dung ha glucose méu, ha HbA1c va tinh an toan cda thuéc DIDALA don trj
liéu trén bénh nhén dai thdo duong typ 2 moi duoc chén doén tai Bénh vién da khoa Y hoc cé truyén Ha Nbi.
Phuwong phép can thiép Iam sang, so sénh truéc-sau diéu tri, cé dbi chirng trén 70 bénh nhan dai thédo duong
typ 2 méi dugc chan doén. 35 bénh nhan nhém nghién ctru uéng DIDALA (Folium Mori albae) 3.420 mg/ngay,
35 bénh nhan nhém ching ubéng metformin 1.000mg/ngay trong 12 tuén. Két qua sau diéu tri, glucose mau lic
do6i & nhém nghién ctru gidm tir 8,2 + 1,4 mmol/l xubéng 7,5 + 1,6 mmol/l, HbA1c gidm ttr 7,2 + 1,0 xuéng 6,6 + 0,8
(%) véi p < 0,05, hiéu qud khéng co sw khéc biét so véi nhém chirng diéu tri bdng metformin (p > 0,05). Chua ghi
nhan tac dung khéng mong mudn déang ké trén Idm sang va cén Iam sang. Nhw véy thudéc DIDALA don trj liéu
¢6 tac dung ha glucose méu, ha HbA1c va an toan trén bénh nhan dai thdo dudng typ 2 méi dwoc chan doén.

Tir khoa: Pai thao dwong typ 2, DIDALA.
I. DAT VAN DE

Bénh dai thao dwong (BTD) typ 2 dang gia
tang nhanh chéng va tré thanh méi de doa
nghiém trong dbi v&i strc khde cong ddng trén
toan thé gi¢i. Nam 2021, ty 1é m&c DTD trén toan
thé gidi woc tinh 1a 10,5%, dw kién sé tang lén
11,3% vao nam 2030." &’ Viét Nam, theo théng
ké cuia Lién doan DTD quéc té, ndm 2019 ty 1&
DTD & nhém tudi 20 — 79 tudi 1a 5,7%, trong do
c6 53,4% chwa dwoc chan doan.2

Diéu tri DTD hién nay bao gém thay dbi I6i
sbng két hop thubc ha glucose mau. Sy ra doi
clia cac thube ha glucose mau thé hé méi nhw
nhém (rc ché SGLT2, dbng van thu thé GLP-1,
trc ché DPP-4 da cai thién dang ké& hiéu qua
kiém soat glucose mau, ddng thdi mang loi ich
bao vé tim mach, giam nguy co suy tim, lam
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cham tién trién bénh than man va hé tro gidm
can. Tuy nhién, viéc s dung cac thubc nay van
con bi han ché béi mét sé tac dung khéng mong
mudn nhu réi loan tiéu héa & nhém ddng van
thu thé GLP-1, nhiém trung dudng tiét niéu, am
dao, nhiém toan ceton & nhém &rc ché SGLT2.34
Bén canh do, chi phi diéu tri cao va nhu cau st
dung lau dai ciing lam gidm kha nang tiép can
ctia nhiéu bénh nhan, d&c biét tai cac qubc gia
c6 thu nhap thép va trung binh. Mét nghién ctru
tai Viét Nam ghi nhan ty 1& bénh nhan phai phéi
hop ba thubc ha glucose mau dwdng ubng téng
twr 25,6% 1én 41,7% khi tang cwong diéu tri.5 Do
do, viéc nghién ctru cac liéu phap an toan, hiéu
qué va tac dong lén nhiéu co ché bénh sinh clia
bénh van la mét nhu ciu cép thiét.

Trong s cac dwoc lieu duwoc nghién
ctu, 14 dau tdm (Folium Mori albae) dugc
quan tdm nhiéu nhd co ché da tac dung,
phu hgp v&i bénh sinh cia BTD typ 2. Hoat
chat 1-Deoxynojirimycin trong 14 dau tc ché
enzyme a-glucosidase, lam gidm hap thu

TCNCYH 203 (06) - 2026

915



TAP CHIi NGHIEN CPU Y HOC

glucose tai ru6t.® Déng thoi, cac flavonoid va
polysaccharide trong l&4 dau con gop phan cai
thién do nhay insulin, bao vé té bao beta tuy va
giam stress oxy héa.”® Bén canh do, 1a dau con
c6 wu diém vé dd an toan, it tdc dung khong
mong mudn, chi phi thAp va ngudn nguyén
liéu déi dao, sdn c6 tai Viéet Nam. Vién nang
cing DIDALA dwoc bao ché tir cao kho 1a dau
tdm Viét Nam. Cac nghién ctvu tién 1am sang
va lam sang bwéc dau da ghi nhan hiéu qua
ha glucose mau cla cac ché pham tir 14 dau,
tuy nhién bang chirng vé hiéu qua don trj liéu
trén bénh nhan BTD typ 2 m&i dwoc chan doan
con han ché. Vi vay, chung téi tién hanh nghién
ctru nay voi muc tiéu: 1) Banh gia tac dung ha
glucose mau, ha HbA1c cla thudc DIDALA don
tri liéu trén bénh nhan dai thao dwdng typ 2 méi
dwoc chan doan tai Bénh vién Da khoa Y hoc
cb truyén Ha Noi; 2) Danh gia tinh an toan cla
DIDALA trén moét s chi tiéu 1am sang va can
lam sang.

I. DOl TVONG VA PHU'ONG PHAP
1. Péi twong

Bénh nhan BTD typ 2, diéu tri ngoai tru tai
Khoa kham bénh - Bénh vién Pa khoa Y hoc
cb truyén Ha Noi tir thang 01/2023 dén thang
12/2025.

Tiéu chuén Iwa chon

- Tudi = 18.

-DTD typ 2 méi dwoc chan doan:

+ Bénh nhan 1an dau tién dwoc chan doan
xac dinh BTD typ 2 theo “Hwéng dan chan
doan va diéu tri dai thao dwong typ 2” clia Bo
Y té (2020), khi c6 mét trong cac tiéu chuan®:

+ Glucose mau luc doéi = 7,0 mmol/l.

+ Glucose mau sau 2 gio lam nghiém phap
dung nap glucose dwong udng 759 = 11,1
mmol/I.

+ HbA1c 2 6,5%. HbA1c dugc thwe hién tai
khoa Xét nghiém Bénh vién DBa khoa Y hoc cd

truyén Ha Noi bang phwong phap mién dich.

- Bénh nhan cé triéu chirng kinh dién cuda
tang glucose mau hodc glucose mau bt ky >
11,1 mmol/l.

+ Chuwa dwoc didu tri bang cac thudc ha
glucose mau nao trudc do.

+ Glucose mau luc doi < 10 mmol/l, HbA1c
< 9%.

- Tinh nguyén tham gia nghién ctu, cé kha
nang tuan tha dang liéu trinh diéu tri.

Tiéu chuén loai tror

- Di rng v&i bat c&» thanh phan cda thubc.

- C6 bién chirng cép tinh: Nhiém toan ceton,
hén mé tang ap lwc thdm thau.

- C6 chi dinh diéu tri bang insulin hodc phéi
hop tir hai thubc tré 1én.

-Suy gan, suy than, suy tim, nhiém trung
nang.

- Tién st nhdi mau co tim, dau that nguc,
thiéu nang vanh, tai bién mach mau nao.

-Bénh nhan khéng tuan tha diéu tri: Ubng
thubc khéng du liéu, bd thude 3 ngay lién tuc.

- Phu nir c6 thai hoac dang cho con bu.

Chat liéu nghién ciru

Thudc nghién ctru: Vién nang clrng DIDALA

Thanh phan trong 1 vién nang cirng: Cao kho
l& dau t&m (Folium Mori albae): 570 mg.

Dang bao ché: Vién nang cing.

Liéu dung: 6 vién/ngay, chia 3 lan, udng
ngay sau an sang, trwa, tbi.

Nha san xuét: Cong ty cd phan Dwoc Trung
wong Mediplantex — Viét Nam.

Thudc da dwoc nghién ciu doc tinh cép,
doc tinh ban trwong dién trén thyc nghiém va
dwoc cuc Quan ly dwoc cép phép lwu hanh sé
VD — 24473 — 16, dat tiéu chuan co s6.

Thudc déi chirng: Glucophage

Thanh phan: Metformin 500 mg.

Dang bao ché: Vién nén bao phim.

Liéu dung va cach dung: 2 vién/ngay, chia 2
l&n, ubng sau &n sang va téi.

Nha san xuat: Merck Sante S.A.S, Phép.
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2. Phwong phap

Thiét ké nghién ctu: Phwong phap can
thiép 1am sang, so sanh trwéc sau diéu tri, co
ddi chieng.

C& mau va cach chon méu

C& mau: 70 bénh nhan chia 1am 2 nhém.

Céch ldy mau: Bénh nhan dwoc chia thanh
hai nhém, theo phwong phap phan nhém ngau
nhién, cho dén khi m&i nhém dwoc 35 bénh
nhan.

Quy trinh nghién ciru

Bénh nhan du tiéu chuén Iwa chon va khéng
c6 tiéu chuén loai trr, dwoc giai thich vé nghién
ctu, ky cam két tham gia, sau d6 phan ngau
nhién theo ty 1€ 1:1 vao nhém DIDALA hoac
metformin. Lam cac xét nghiém co ban cho
bénh nhan.

Ap dung phwong phéap diéu tri dbi véi tirng
nhom:

Nhém nghién cteu (NC): 35 bénh nhan udng
DIDALA 6 vién/ ngay, ngay sau an sang, trwa,
ti.

Nhém
Glucophage 500 mg, 2 vién/ngay, sau an sang,
toi.

chirng: 35 bénh nhan ubng

Céc bénh nhan déu dwoc huéng dan ché
dod an va luyén tap cho bénh nhan BTD.

Déi v&i cac bénh ly di kém (tang huyét ap, réi
loan lipid mau...), viéc diéu tri duwoc tiép tuc tién
hanh song song, nhung v&i cac muc tiéu kiém
soat chat ché hon: huyét ap < 130/80 mmHg;
cholesterol toan phan < 5,2 mmol/l; triglycerid
< 1,7 mmol/l; LDL-C < 2,6 mmol/l (hoac < 1,8
mmol/l & nhém ¢ nguy co rat cao). Huyét ap
dwoc do tai mdi lan tai kham va bénh nhan
duwoc hwéng dan tw theo ddi tai nha. Néu huyét
ap = 130/80 mmHg, bac si sé& diéu chinh ting
liéu hodc phdi hop thém thubc ha ap. Lipid mau
duoc xét nghiém tai thoi diém trwdc nghién
ctvu va khi két thic nghién ctru. Néu LDL-C
chwa dat muc tiéu, bac si sé xem xét ting liéu

statin hién tai (trong gi¢i han liéu téi da).

Liéu trinh diéu tri cho ca& hai nhém: 12 tuan.

Theo dbi cac triéu chirng 1am sang, can lam
sang va tac dung khéng mong muén trong quéa
trinh diéu tri.

Danh gia két qua diéu tri va so sanh gitva 2
nhom.

Cédc bién sé, chi s6 trong nghién ctru va
tiéu chuan danh gia két qua

P&c diém cua déi twong nghién ciru: Tubi
(n&m), gi¢i (Nam/ni¥), chi s khéi co thé (Body
Mass Index - BMI). BMI = Can nang/Chiéu cao?.
DPanh gia két qua BMI theo tiéu chuan clia cac
nuwdc ASEAN:

Gay: BMI < 18,5.

Binh thwdng: 18,5 < BMI < 23.

Thira can: 23 < BMI < 25.

Béo phi: BMI = 25.

Hiéu qua diéu tri:

Glucose mau luc doéi (Fasting Plasma
Glucose - FPG).

Huyét séc t6 gén dwong (Hemoglobin
Glycosyl - HbA1c).

Tinh an toan cda thuéc:

Lam sang: Pau bung, day bung, budn nén,
ndn, chan &n, dai tién phan 16ng, man ngra, mé
day, tut dworng huyét...

Can lam sang: Chirc ndng tao mau (hdng
cau, bach cau, tiéu cau, hemoglobin), chirc
nang gan, than (creatinin, AST, ALT).

Glucose mau luc doi danh gia tai thoi diém
truwdc didu tri (TO), sau 4 tudn (T4), sau 8 tuan
(T8) va sau 12 tuan (T12) diéu tri. Cac chi tiéu
can lam sang danh gia tai TO va T12.

Thoi gian va dia diém nghién ciu

Nghién cru dwoc tién hanh tai Khoa kham
bénh - Bénh vién da khoa Y hoc cé truyén Ha
Noi tlr thang 01/2023 — 12/2025.

X ly sé liéu

Sé lieu dwoc x& ly bang phdn mém SPSS
20.0, st dung cac thuat toan: Tinh n, ty 1&é %,
trung binh * SD; Test x?, Fisher: so sanh 2 ti
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I& khac nhau; Kiém dinh t - test: so sanh trung
binh trwéc va sau diéu tri. Sw khac biét 1a co y
nghia thdng ké véi p < 0,05.
3. Pao dirc nghién ctru

Nghién ctru tuan tha theo tuyén bd Helsinki
va dwoc phé duyét béi Hoi déng dao due trong
nghién ctu Y sinh hoc Québc gia (s6 185/CN-
HDDD ngay 13/09/2022). Nghién ctru chi nhdm
bao vé va nang cao strc khde cho bénh nhan,
khéng nhdm muc dich nao khac. Cac thong tin
clia bénh nhan déu dwoc bao mat va chi phuc
vu cho muc tiéu nghién clru.

Ill. KET QUA

Tién hanh nghién ctu trén 70 bénh nhan
DTD typ 2 méi dwoc chan doan. Tai thdi diém
T4 nhéom NC cé 3 bénh nhan bd NC, nhom
chirng c6 6 bénh nhan bé NC. Tai thoi diém T8
nhom NC c6 2 bénh nhan bd NC, nhém chirng
¢6 1 bénh nhan bd NC. Tai thdi diém T12 nhom
NC c6 1 bénh nhan bé NC, nhém chirng khong
c6 bénh nhan nao bd NC. Céac ly do bé nghién
ctru la khéng tai kham theo lich (10 bénh nhan),
khoéng tuan tha diéu tri (3 bénh nhan).

1. Pac diém cua déi twong nghién ctru

Bang 1. Dac diém lam sang va can l1am sang cta déi tweng nghién ciru

Nhém Nhém NC (n = 35) Nhém chirng (n = 35)
Bién sb X £ SD X £ SD Prec
Tudi (nam) 65,5+ 11,0 62,7 + 11,7 > 0,05
Gioi (Nam/nir) 14/21 17/18 > 0,05
Can nang (kg) 61,0 + 7,4 62,4 + 6,0 > 0,05
BMI (kg/m?) 23,8+1,7 242+16 > 0,05
Phan loai BMI n Ty 1& (%) n Ty 1& (%)
Binh thudng 18 51,4 16 45,7 > 0,05
Thtra can 13 37,2 15 42,9 > 0,05
Béo phi 4 1,4 4 11,4 > 0,05
Téng 35 100 35 100
Réi loan lipid mau 25 71,4 21 60 > 0,05
FPG (mmol/l) 82+1,4 8,3+2,2 > 0,05
HbA1c (%) 72+1,0 7614 > 0,05

Khong co su khac biét c6 y nghia théng ké
gitra hai nhém vé tudi, gi¢i, can nang, BMI,
trinh trang réi loan lipid mau, ndng dé glucose
mau luc doi va HbA1c (p > 0,05).

2. Hiéu qua diéu tri

Sau 12 tuan diéu tri, can nang & ca hai nhém
déu thay ddi khdng cé y nghia théng ké so voi
trwde diéu tri (p > 0,05) (Bang 2).
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Bang 2. Thay déi can nang trwéc va sau diéu tri

Can niing N NEém NC N th’lm chirng P
x +SD x +SD

TO 35 61,0+£74 35 62,4 +6,0 > 0,05

T12 29 60,3 +6,5 28 62,2+ 6,6 > 0,05
Pr12:70 > 0,05 > 0,05

Bang 3. Thay d6i glucose mau luc déi va HbA1c trwéc va sau diéu tri

Chi sé n NEém NC n Nhé_m chirng b
X + SD X + SD Ne-C
FPG (mmol/l)
TO 35 82+1,4 35 8,3+2,2 > 0,05
T4 32 7,3+0,9 29 7,3+1,6 > 0,05
T8 30 7,0+£1,0 28 7,0+0,8 > 0,05
T12 29 75+1,6 28 75+24 > 0,05
Gidm so v&i TO -06+1,7 -06+1,9 > 0,05
Priato < 0,05 <0,05
HbATc (%)
TO 35 72+1,0 35 76+14 > 0,05
T12 29 6,6+0,8 28 6,6 +1,0 > 0,05
Giam so vai TO -0,5%1,2 -1,0£1,3 > 0,05
Pria1o < 0,05 <0,05
Sau 12 tuan diéu tri, ndng dd glucose mau lic khac biét cé y nghiia théng ké (p > 0,05).
déi va HbA1c & ca hai nhém déu gidm so véi trwée Ty |é bénh nhan dat muc tiéu HbA1c < 6,5%
diéu tri (p < 0,05). Mtrc gidam glucose mau luc doi la 44,8% & nhom NC va 46,4% & nhém chirng;
& hai nhém khac biét khong co y nghia théng ké & nguwdng < 7%, ty 1& nay lan lwot 12 58,6% va

(p > 0,05). Mtrc giam HbA1c & nhdm chirng co6 xu 67,8%. Sw khac biét gitra hai nhém khoéng cé y
huéng I&n hon nhém NC, tuy nhién khdng cé sw nghia théng ké (p > 0,05) (Bang 4).

Bang 4. Ty lé bénh nhan dat muc tiéu HbA1c

Nhém Nhoém NC (n = 29) Nhém chirng (n = 28)
HbA1c (%) n Ty 18 (%) n Ty 18 (%) Prc.c
<6,5% 13 44,8 13 46,4 > 0,05
<7% 17 58,6 19 67,8 > 0,05
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3. Panh gia tinh an toan cua thuéc

Trén lam sang

Trong qué trinh diéu tri, khéng ghi nhan cac
trwong hop tut glucose méu, dau bung, méan
ngra hay mé day & ca hai nhém. O’ nhém nghién

ctu, ¢6 1 trwong hop day bung (2,8%) va 1
trwéng hop chan an (2,8%). & nhém ching, ghi
nhan 1 trwdng hop budn nén, nén (2,8%) va 4
trwong hop dai tién phan 16ng (11,4%).

Trén cdn lam sang

Bang 5. Thay déi chi sé xét nghiém sau diéu tri @ nhém nghién ctru

Trwée diéu tri (n = 35)

Sau diéu tri (n = 29)

Chis5 X +SD X +SD Prizmo
Sé lwong hdng cau (T/L) 46047 4504 > 0,05
Hemoglobin (g/dL) 13,8 +2,8 12,9+28 > 0,05
Sé lwong bach ciu (G/L) 73+2,1 74+19 > 0,05
S6 luong tidu cau (GIL) 2433 + 63,4 238,2 + 62,2 > 0,05
Creatinine (umol/L) 78,2+ 14,0 76,3+ 12,1 > 0,05
AST (U/L) 255+9,8 26,8 + 14,2 > 0,05
ALT (U/L) 25,9+8,9 31,4+18,0 > 0,05

Khong c6 sw khac biét vé chi sé cong thire
mau va sinh héa mau & nhéom NC truéc va sau
diéu tri véi p > 0,05.

IV. BAN LUAN
1. Dac diém cua d6i twong nghién ctru

Do tudi trung binh cla bénh nhan trong
nghién ctru dao déng tir 62,7 — 65,5 va khéng
c6 sy khac biét gitra hai nhéom (p > 0,05).
Nghién ctru ctia ching ti ¢6 tudi trung binh cao
hon mét sé nghién clru khac. Nghién clru cla
Nguyén BPirc Ngo (2020) trén bénh nhan BTD
type 2 1an dau dén kham tai Bénh vién Trung
wong Quan ddi 108 c6 tudi trung binh Ia 57,4
+ 11,0 tudi, dd tudi 60 - 69 chiém ty |& cao nhét
(42,2%)."° Nghién ctru cia Hoang Thu Trang
va cong su (2021) tai Bénh vién noi tiét Trung
wong ¢6 tudi trung binh la 51,7 + 11,7 tudi.” Sy
khac biét nay phan anh dac thu cta Bénh vién
Y hoc cb truyén, chi yéu 1a nguoi cao tudi. Vé
gioi tinh, ty I& nlr gi¢i cao hon nam gi¢i nhwng
khéng c6 sy khac biét gilba hai nhom.

Chi sb BMI trung binh cGa bénh nhan la
23,8 + 3,4 kg/m?, trong d6 51,4% bénh nhan
thra can va béo phi. Bdng thoi, ty 1é rdi loan
lipid mau ciing twong déi cao (71,4% & nhém
nghién ctu va 60,0% & nhom chirng). Nhirng
két qua nay phu hop véi déc diém bénh sinh
cla DTD typ 2. Thira can va béo phi, dac biét
& béo phi trung tdm, lam gia tang tinh trang
khang insulin tai cac mé ngoai vi, thuc day réi
loan chuyén héa glucose va gép phan vao sy
xuét hién ctia DTD typ 2.

2. Hiéu qua diéu tri

Sau 12 tuan diéu tri, DIDALA giGp cai thién
c6 y nghia glucose mau luc déi va HbA1c (p
< 0,05), trong khi can ndng khéng thay dbi
dang k& (p > 0,05). Ty l&é bénh nhan dat muc
tieu HbA1c < 6,5% & nhom NC la 44,8%; &
ngudng < 7% la 58,6%. Két qua nay twong
ddng véi nghién cleu cta Daniel M. Riche va
cdng sw (2017) danh gia tac dong cla chiét
xuét 14 dau dbi v&i bénh nhan BTD typ 2, sau
3 thang lwong dwdng huyét sau &n giam dang
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ké so v&i ban dau (16,1%; p < 0,05)."2 Vi Thi
Thanh Huyén va cong sw (2013) cho thay tra
Gynostemma pentaphyllum (Gido cé lam) giup
gidm glucose mau luc déi 1,9 £ 1,0 mmol/l va
cai thién do nhay insulin sau 4 tuan diéu tri (p
< 0,001).™ Nguyén Binh Tap (2017) ciing ghi
nhan viéc phdi hop bai thudc Sinh tan cam 16
am v&i metformin lam gidm cé y nghia glucose
mau lGc doi (tr 8,64 xudng 6,65 mmol/L) va
HbA1c (gidm 0,53%) sau 90 ngay diéu tri (p <
0,05)." Hiéu qua ha glucose mau ctia DIDALA
c6 thé gidi thich bdi co ché da tac dung cda
cac hoat chat trong la dau. M6t sé alkaloid trong
l& dau e ché manh glycosidase clia déng vat
c6 vu, dac biét la 1 — deoxynojirimycin (DNJ),
lam giam hoat dong clia a -glucosidase.® Bén
canh do, cac nhom flavonoid, polysaccharide
va polyphenol trong la dau da dwoc xac dinh cé
tac dung cai thién do nhay insulin & mé ngoai
bién, kich hoat con dwéng truyén tin hiéu PI3K/
Akt giup tdng cwdng van chuyén glucose vao
té bao. Nhiéu nghién ctru ciing ghi nhan vai trd
bdo vé té bao B-tuyén tuy cla cac hoat chat
nay théng qua co ché gidm stress oxy hoéa va
chdng viém, ddng thoi cai thién tinh trang rdi
loan lipid mau - mét ri loan chuyén hoa thudng
di kém v&i BDTD.”® Ngoai ra, la dau con chlra
fagomine, khéng chi (rc ché a- glucosidase ma
con lam gidm nguy co phat trién khang insulin
va tao diéu kién thuan loi cho viéc diéu chinh hé
vi sinh vat dwong rudt.

Song song v&i danh gia tdc dung cla
DIDALA chung téi cling so sanh v&i hiéu qua ha
glucose mau clia metformin liéu 1.000mg. Don
tri liéu metformin 1a phwong phap diéu tri chinh
trong hau hét cac trwong hop DTD typ 2 méi
dwoc chan doan vi né an toan, hiéu qua va giam
nguy co bién chirng tim mach. Két qua sau diéu
tri, glucose mau luc déi giam 0,6 = 1,9 (mmol/l);
HbA1c giam 1,0 £ 1,3 (%), khac biét khdéng
c6 y nghia théng ké so véi nhém diéu tri bang
DIDALA (p > 0,05). Két qua nay twong tw nghién

ctru cla Fudioka va cong sw, trong d6 metformin
1.000 mg/ngay lam gidm HbA1c 0,7% sau 12
tuan diéu tri."®

3. Tinh an toan cua thuéc nghién ctru

Trong qué trinh diéu tri, khéng ghi nhan cac
trwong hop ha glucose mau, dau bung, man
nglra hay mé day & cd hai nhom. O nhém
nghién ctru, cé 1 trwdng hop day bung (2,8%)
va 1 trwong hop chan &n (2,8%). O nhém
ching, ghi nhan 1 trwéng hop budn nén, nén
(2,8%) va 4 trwong hop dai tién phan léng
(11,4%). Céc tac dung khédng mong mudn xuét
hién véi ty 1& thAp va mirc dd nhe, khéng anh
hwéng dén qua trinh diéu tri.

Sau diéu tri, cac chi sb huyét hoc (sé luvong
héng cau, hemoglobin, s lwgng bach cau va
s6 lwong tiéu ciu) va sinh héa mau (creatinine,
AST vaALT) & nhém nghién ctru thay ddi khong
c6 y nghia thdng ké so véi truéc diéu tri (p >
0,05). Nhuw vay, thuéc khéng anh hwéng dén
chtrc nang tao mau va chirc nang gan, than cta
bénh nhan.

Han ché nghién ciru

Th& nhat, c& mau nghién clru con nhd va
duwoc thye hién tai mét trung tam, do do kha
n&ng khai quat hoa két qua con han ché.

Th hai, thoi gian theo dai chi 12 tuan nén
mé&i danh gia dwgc hiéu qua va tinh an toan
trong ngan han, chwa phan anh day da hiéu
qua duy tri cling nhw cac tac dung khéng mong
mudn khi s dung kéo dai.

Tht ba, nghién ctru chi yéu danh gia hiéu
qué kiém soat glucose mau théng qua glucose
mau lic déi va HbA1c, chwa khao sat cac chi sé
phan anh toan dién hon nhw glucose mau sau
&n, dao dodng glucose mau bang hé théng theo
ddi glucose lién tuc (CGM), chirc nang té bao B
tuy va dé nhay insulin.

Can thuc hién cac nghién clru da trung tam
v&i c& mau Ién hon, thoi gian theo dbi dai hon
va bd sung cac chi sd danh gia co ché tac dung
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dé khang dinh hiéu qua va tinh an toan cua
thuéc.

V. KET LUAN

Qua nghién ctru diéu tri 70 bénh nhan dai
thao dwong typ 2 mai dwoc chdn doan, 35 bénh
nhan nhém NC diéu tri bang thuéc DIDALA
(Folium Mori albae) 3.420 mg/ngay, 35 bénh
nhan nhém chirng didu tri bang metformin
1.000mg/ngay, trong thei gian 12 tuan, két qua
so bd ban dau cho thay thuéc DIDALA don tri
liéu co tac dung gidm glucose mau luc déi, giam
HbA1c sau diéu tri cé y nghia thdng ké so v&i
trwde diéu tri (p < 0,05), hiéu qua khéng co sw
khac biét so v&i nhém ching (p > 0,05). Thube
khéng gay tac dung khéng mong muébn dang ké
trén ldm sang va can lam sang trong thoi gian
nghién ctru.

L&i cam on

Nhom nghién ctru xin glvi [&i cdm on chan
thanh t&i Ban Giam déc, tap thé nhan vién
khoa kham bénh — Bénh vién Da khoa Y hoc
cb truyén Ha Noi da giup d&, tao diéu kién cho
chung t6i hoan thanh nghién ctru nay.
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Summary

EVALUATION OF THE INITIAL THERAPEUTIC EFFICACY
OF DIDALA HARD CAPSULES IN PATIENTS WITH NEWLY
DIAGNOSED TYPE 2 DIABETES MELLITUS

This study was conducted to evaluate the efficacy of DIDALA monotherapy in reducing fasting
plasma glucose and HbA1c levels and to assess its safety in newly diagnosed patients with
type 2 diabetes mellitus at Hanoi General Hospital of Traditional Medicine. A controlled clinical
interventional study with a before and after comparison design was conducted on seventy newly
diagnosed patients with type 2 diabetes mellitus. Thirty-five patients in the study group received
DIDALA (Folium Mori albae) at a dose of 3420 mg/day, while thirty-five patients in the control group
received metformin at a dose of 1000mg/day for 12 weeks. After treatment, fasting plasma glucose in
the study group decreased significantly from 8.2 + 1.4 mmol/l to 7.5 + 1.6 mmol/l, HbA1c decreased
from 7.2 + 1.0% 10 6.6 + 0.8% (p < 0.05). The efficacy of the study group was comparable to that of
the control group (p > 0.05). No significant adverse effects were observed in clinical and paraclinical
assessments. These findings suggest that DIDALA monotherapy effectively reduces fasting plasma
glucose and HbA1c levels and is safe in newly diagnosed patients with type 2 diabetes mellitus.

Keywords: Type 2 diabetes, DIDALA.
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