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TOM TAT: Andiabet la ché pham két hop tir Bang ldng nuwéc, Gido cb lam va Tri méu, da duoc
chirmg minh tac dung ha glucose va lipid mau. Nghién ctru tinh an toan va éanh hwdng cua Andiabet
(ham lwong 590g, liéu dung 3-6 vién/ngay, ubng trong 28 ngay) I1én mét sé chi s6 I4m sang, cén lam
sang & 16 bénh nhén déi thao duong tip 2 (véi 14 bénh nhén hoan thanh nghién ctru). Két luan:

- C6 2/16 bénh nhan gép it nhat 1 bién c6 bat loi (7 16 gdp 12,50%, déu la céac bat loi mirc d6 nhe,
khéng lién quan téi ché phdm nghién cwu) gom 1 bénh nhén glam tiéu cau, 1 bénh nhan ho, viém
thanh quan. C6 thay dbi nhe trong mét sé chi sé xét nghiém cta 8/14 bénh nhan hoan thanh nghién
ctru, gom: téng ALT, tdng choleserol mau, giam HDL-C, tdng LDL-C, tang triglycerid mau, bat thuong
trong xét nghiém nuwérc tiéu.

- Trong 14 bénh nhén hoan thanh nghién ctru, c6 3 bénh nhan cai thién glucose mau luc doi so voi
trirée nghién citru; 1 bénh nhén tang glucose mau (tdng 3,4 mmol/L) cao hon han so voi 10 bénh nhan
con lai (tdng khéng qua 1,2 mmol/L).
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ABSTRACT: Andiabet, the compound herbal remedy composed of Lagerstroemia speciosa (L.) Pers,
Gynostemma pentaphyllum (Thunb.) Makino and Anemarrhenae Aspheloides (Bunge) was estimated for
hypoglycemic virtue and hypolipidemic effect. Study the efficacy and safety of Andiabet (590g in one
capsule, 3-6 tablets per day doses orally for 28 days) on some clinical and subclinical indicators, for
freatment 16 patients with type 2 diabetes mellitus (14 patients completed the study). Conclusion:

- There were 2/16 patients with at least 1 adverse event (12.50%). All of adversities were mild, not
related to the drug, including: 1 patient reduced PLT and other had cough and laryngitis. There was a
slight change in some tests of 8/14 patients, including: elevated ALT, increased blood choleserol and
LDL-C, decreased HDL-C, hypertriglyceridemia and abnormal test urine.

- In 14 patients who completed the study, 3 patients improved fasting blood glucose after treatment
with Andiabet. 1 patient with hyperglycemia (the blood glucose levels increased 3.4 mmol/L) was much
higher than the other 10 patients.
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1. DAT VAN DE. bénh nhan (BN) BTD tip 2.
Andiabet 1a ché phdm két hop t 3 loai duwgc Chung téi thwe hién dé tai nay nham muc tiéu

liéu: Bang lang nwéc, Gido cd lam va Tri mau.
Trpng cac nghién ctru trwéec, cht’mg t6i da coéng
bo tac dung ha glucose mau va ha lipid mau trén
mo hinh dong vat gay dai thao dwong (BDTD) kiéu
tip 2 cia ché phdm Andiabet [1]. D6 & Andiabet
da dwoc chirng minh c6 tac dung 1én kha nang trc
ché tang glucose mau sau an va lén mirc khang
insulin ctia chudt nhat gay BTD kiéu tip 2 [2]. Ché
pham Andiabet cling da duwgc nghién ctru danh
gia déc tinh cap va doc tinh ban truwéng dién [3].
DPé c6 thé dwa Andiabet ra thj trudng nhw mot
thubc diéu tri DTD hiéu qua, can tiép tuc tién hanh
cac ther nghiém lam sang dé danh “gia tinh an
toan va kha nang dung nap cta ché pham trén
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danh gia tinh an toan va anh huwéng clia ché
pham Andiabet [&n m6t s6 chi tiéu |am sang, can
lam sang & BN DTD tip 2.

2. DOI TUQNG, CHAT LIEU VA PHUONG
PHAP NGHIEN CUU.

2.1. Béi twong nghién ciru:

20 BN DTD tip 2, kham va diéu tri tai Vién Dai
thdo duwong va réi loan chuyén hoa (Truong Dai
hoc Y Ha Néi), tr thang 6/2018 dén 12/2018.

- BN dap &ng céc tiéu chuén:
+ Tudi tr 18-65.
+ BMI tr 18-40 kg/m?.
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+ HbA1c = 7,5%.

+ M¢&i phat hién DTD tip 2 hoac da/dang didu
tri BTD tip 2 (bang 1 loai thuéc ubng, nhw
metformin, sulfornyl urea hodac nhom thuoc e
ché dlpeptydyl peptidasse IV, wc che alpha
glucosidase) va tinh trang glucose mau 4n dinh
trong it nhat 3 thang.

+ BN c6 thé tam nglrng diéu tri bTb bang
thube dang st dung trong thoi gian 4 tuan (van
duy tri kiém soéat ché dé an va luyén tap).

+ BN ty nguyén tham gia nghién ctru.

- Loai trtr BN c6 1 trong cac dac diém: BN BTD
tip 1; da co bién chirng do bénh DTD; c6 bénh li
tim mach (tang huyét ap khéng duwoc kiém soat
on dinh, suy tim NYHA 1I-IV, dau that ngwc khéng
on dinh, dét quy hodc con thiéu mau ndo thoang
qua, nhéi mau co tim, réi loan nhip tim, ghép bac
cau ddng mach vanh hoac can thiép mach vanh
qua da); cé tién st bénh Ii ndi tiét hoac bénh i
duwong tiéu héa anh hwéng téi hdp thu thube; co
tién s nghién rwou, chat kich thich; co bét
thwong trong xét nghiém sang loc vé cong thirc
mau, ure/BUN, AST, ALT, creatinin, albumin,
bilirubin toan phan, téng phan tich nwdc tiéu;
dwong tinh v&i HIV hoac HbsAg; két qua dién tam
dd bét . thwong co y nghia lam sang; c6 tién st
qua man véi thube st dung trong nghién cru; BN
nir co6 thai hoac dy dinh co thai.

- Tiéu chuén dirng nghién ctru: BN yéu cau rat
khoi nghlen cuu xuét hién bién cb bét loi hay
nguy co c6 thé anh hwdng nghiém trong dén
quyen lgii, strc khde/tinh mang BN (theo danh gia
cua nghién ctu V|en) BN vi pham nghiém trong
dé cwong nghién ctru (danh gia cua nghlen cuu
vién); BN nghién ctru bi mat dau, khong kiém soat
dwoc glucose mau day dad (glucose mau luc déi
> 13,3 mmol/l) va tiép dién khi xét nghiém lai
trong 3-5 ngay sau do.

2.2. Chét liéu nghién ctru:

Ché p‘hém~Andiabe‘t, dang vién nang cing,
thanh phan moi vién gom: 200g cao khé la Bang
lang nwdc; 200g cao kné than, la Gido co lam;
133g cao than, cu Tri mau; ta dwgc vira da 590g.
Cac duoc liéu dat tiéu chuan Duoc dién Viét Nam
IV; ché pham san xuat tai Cong ty CO phan duwoc
pham Traphaco, dat tiéu chuan co sé.

2.3. Phwong phap nghién curu:

- Thiét ké nghién ctu: thir nghiém lam sang,
nhan mé.

- Quy trinh nghién ctru:

+ Lwa chon dbi twong, hwéng dan quy trinh
nghién ctru.

+ Chia ngau nhién BN thanh 2 nhom: nhom 1
(90m 10 BN), str dung ché phém‘Andiabet (lieu 3
vién/ngay, chia lam 3 lan, méi lan 1 vién, uong
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trwdc blva an 30 phut, trong 28 ngay lién tuc), két
hop v&i ché do &an uong va luyén tap; nhom 2
(gdm 10 BN), st dung che pham Andiabet (lidu 6
vién/ngay, chia 3 lan, méi lan 2 vién, uong trwdc
blra an 30 phut, trong 28 ngay lién tuc), két hop
v@i ché d6 an udng va luyén tap.

+ Kham lam sang, ghi nhan cac chi sb nhan
trac; triéu chung co nang toan than, thyc thé. Xét
nghiém cbéng thirc mau, HbA1c, glucose mau luc
doi, ure/BUN, AST, ALT, creatinin, albumin,
bilirubin toan phan, dién giai d6, cholesterol toan
phan, HDL-C, LDL-C, triglycerid, HIV, HbsAg, test
thir thai nhanh voi BN nir, tdng phan tich nwéc
tiéu; ghi dién tam do...

+ Thu thap théng tin bién cb bat loi (qua dién
thoai), tai cac thoi dlem sau dung thuéc 1 tuan, 2
tuan, 3 tuan va 4 tuan.

- E)anh gia tinh an toan cua cné pham théng
qua sO lwgng va ti &€ BN gap it nhat 1 bien co bat
gi; s6 lvong bién cb bat loi; ti 1& bién cb bét lgi
trén 1 BN; s0 Iu’dng blen cb bét loi nghlem trong;
sb lwong BN gap bién cb ha glucose mau.

- Danh g|a anh huo’ng clia ché pham Andiabet
lén moét sb chi sb 1am sang can lam sang & BN
qua sw blen 60| céac chi so trwdc va sau 28 ngay
dung ché pham cac chi sb gom can nang, BMI,
vong eo BN; g|a tri glucose mau luc doi; mot sé
biéu hién 1am sang, can lam sang khéac.

- Phwong phap xt Ii s liéu: thong ké mo ta co
mau, trung binh, dd léch chuén, gia tri thap nhat
(min), 1&n nhét (max) trung vi (med) cho cac bién
dinh lwong va tan s6 cho cac b|en dinh tinh. Phan
tich théng ké st dung phdn mém SPSS 20.0.

- V&n dé& dao dwrc trong nghién ctu: nghién
ctu tuan tha theo dé cuong da dwoc Hoi dong
dao duwrc trong nghién ctru y sinh hoc Trwong Dai
hoc Y Ha N&i phé duyét.

3. KET QUA NGHIEN CcUU.

Trong sb 20 BN tham gia tuyén chon, c6 16
BN d0 diéu kién dwa vao nghién ctwu (mtent to
treat); trong do, 14 BN hoan thanh nghién ctru; 1
BN bé nghién ciru sau 3 tuan, 1 BN kham keét
thac nghién c&ru mudn 3 tuan (viéc BN bd nghién
cu hoan toan vi li do ca nhan).

3.1. Dac diém quan thé dwa vao nghién ciru:

- Tudi trung binh: 52,88 + 9,37 tudi.

- Gi6i tinh: 7 BN (43,75%) nam va 9 BN
(56,25%) niv.

- Bién cb bét loi trong ngh|en cru: co 2 BN
(12, 50%) gap it nhat 1 bién cb bét loi; khéng co
BN nao gap bién c6 ha glucose mau hoac bién cb
bét loi nghiém trong.

Cu thé: BN m& s6 AB02 gap giam tiéu cau nhe
(143 G/L) sau 4 tuan dang ché pham; BN AB06
gap ho, khan tiéng do viém thanh quan. Ca hai
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bién c6 bat Igi nay déu & mirc nhe va khéng lién
quan toéi ché pham nghién clru, nén van duy tri
nghién cru theo dé cuwong.

- Bién dbi déu hiéu sinh ton trwdc va sau ding
ché phadm Andiabet:

Bang 1. Bién dbi d4u hiéu sinh tdn & 14 BN
hoan thanh nghién ctru.

D4u hiéu Truwéc dung Sau dung

sinh ton Andiabet Andiabet
Than nhiét 36,69 36,62
(°C) +0,21 +0,29
Tan s tim 75,29 75,50
(lan/phut) +11,74 +11,09
Huyét ap tam 115,07 121,43
thu (mmHg) + 32,27 +5,35
Huyét ap tam 74,29 71,07
trrong (mmHgQ) +6,46 +4,87
Nhip thé 18,71 17,43
(lan/phat) +1,54 +1,28

Dau hiéu sinh ton cta cac BN hoan thanh
nghién clru déu nam trong gidi han binh thwdng
va thay doi khong dang ké so voi trwde khi dung
ché pham nghién clru.

- Bién ddi chi sb glucose mau, can nang, BMI,
vong eo trwdc va sau udng ché pham nghién cuu:

Bang 2. Bién ddi glucose mau, HbA1C, can
nang, BMI, vong eo 14 BN hoan thanh nghién ctru.

Chi tiéu Trwdc dung Sau dung
nghién cru Andiabet Andiabet
Hoéng cau (T/L) | 4,90 + 0,59 4,83 +0,68
Bach ciu (G/L) | 7,63 +2,00 7,32+ 1,56

PLT (G Joves | tepas
Hb (g/L) 141,86 + 8,55 | 139,43 + 8,51
AST (U/L) 21,29+ 5,00 23,29 + 6,47
ALT (U/L) 25,07 +6,33 | 28,07 +10,52
Bilirubin TP 7,86 + 4,64 8,84 + 3,15
Ure 5,00 + 1,08 4,92 +1,25
Creatinin 66,43 +14,98 65,43 £15,17
Albumin 46,79 + 2,63 47,01 +1,98
Cholesterol TP | 5,55+ 0,62 5,26 + 0,89
HDL-C 1,07 £ 0,24 1,23 +0,27
LDL-C 3,51+0,93 3,39+ 1,07
Triglycerid 2,67 +2,09 2,31+1,33

Céac chi sb huyét hoc, sinh héa mau cua
14 BN hoan thanh nghién cu cé thay déi
nhd sau 4 tuadn dung ché phadm, nhwng van
trong gi&i han binh thwong. Riéng 1 BN giam
tiéu cau dwdi nguwdng binh thwong (143 G/L)
va 2 BN tang ALT trén nguwdng binh thwdng
(47 va 49 U/L), nhwng bién déi khong co y
nghia l1am sang. Cac chi s cholesterol TP,

Chitiéu Trwéc dung Sau diing LDL-C va triglycerid déu cé xu huwéng giam,

nghién ctru Andiabet Andiabet con HDL-C cé xu huwéng tang.
Glucose mau lic Bang 4. Bién ddi chi s6 sinh héa mau
déi (mmol/L) 7.21+1,33 7,85+1,52 trwéc va sau dot udng ché pham nghién ctru:
HbA1c (%) 6,59 + 0,41 - Chi s6 xét S6| Tilé |Mwc| S6 | Tile

A o . <

Canning (kg) | 57,93+10,58 | 57,61+ 10,44 | | nohiém |BN| % | do | BN gap/BN
BMI (kg/m?) 22494203 | 2237+2,07 | LangALT 2 | 12,50
Vongeo cm) | 79.46+724 | 79.25+7,27 | Lang cholesterol] 5 | 31,25

Glucose mau lic déi trung binh & 14 BN Giam HDL-C 1]625 Nhe| 8 2
nghién clru trwéc va sau khi st dung ché pham | Tang LDL-C 5 131,25
c6 xu hwéng tang nhe (I?n |l:P9’t Ién7,21 i 1,33 \fé Tang triglcerid 3 | 18,75
7,85 £ 1,52 mmol/L), khac biét khdng c6 y nghia 2
va khéng ddng du trén cac BN. Cé 3 BN giam Tong 16 | 100

glucose mau luc doi va 10 BN tang glucose mau
luc doi (trong d6, 1 BN mirc tang glucose mau 3,4
mmol/L, cao hon han so v&i mire tdng khéng quéa
1,2 mmol/L & cac BN con lai).

Can nang, BMI va vong eo cua 14 BN hoan
thanh nghién cru giam nhe sau 4 tuan dung ché
pham, khéng BN nao béo phi (BMI > 30 kg/m?).

- Bién dbi cac chi sé xét nghiém trudc va sau
udng ché pham nghién ctru:

Bang 3. Bién ddi cac chi sb huyét hoc, sinh
héa mau ctia 14 BN hoan thanh nghién ctru.
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C6 16 chi sb xét nghiém thay doi, gap trén 8
BN tham gia nghién clru va déu dwgc danh gia (o4
murc do nhe, khong can xt tri, cu thé nhw sau:

+ BN ABO4 (3 thay dbi): c6 héng cau niéu
(< 10 Ery/ul), tang LDL-C va cholesterol mau.

+ BN ABO5 (4 thay dbi): tang triglycerid, HDL-
C, cholesterol va ALT mau.

+ BN ABO8 (3 thay d6i): tang ALT, cholesterol
va LDL-C mau.

+ BN AB12 (3 thay ddi): tdng cholesterol, LDL-
C va triglycerid mau.
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+ BN AB13 (1 thay dbi): ting triglycerid mau.

+ BN AB15 (1 thay ddi): tdng LDL-C mau.

+ BN AB20 (1 thay dbi): ting LDL-C mau.

- Bién ddi cac chi sb xét nghiém nuwac tiéu:
thoi diém ket thuc dung ché pham, c6 13/14 BN
duoc lam xét nghiém nuwéc tiéu, trong do 3

truo’ng hop bat thworng déu la cac BN niy va déu
c6 bach cau niéu.

4. BAN LUAN.

41. Panh gia an toan cuia ché pham
Andiabet trén BN DTD tip 2:

Sau 4 tudn dung Andiabet, chi 2/16 BN gap
bién cé bat loi déu & mirc d6 nhe khong lién quan
t&i viec ubng ché pham nghién ctru, gdbm 1 BN
gidm tiéu cau nhe (con 143 G/L), 1 BN ho, khan
tiéng (do viém thanh quan). Cac BN van duy tri
dung Andiabet theo d& cuwong. Ngoai ra, khéng
BN nao g&p bién cb bét loi nghiém trong hodc
gép bién cb ha glucose mau. Két qua nay tuong
dong v&i cac nghlen cru khac trén nhirng thanh
phan riéng ré clia Andiabet (Bang l&ng nwéc,
Gido cb lam va Tri mau).

Nam 2010, V.T.T Huyen hoan thanh tht
nghiém 1am sang ngau nhién, mu déi, nhém song
song danh gia hiéu qua va an toan cua tra Gido
cb lam trén BN DTD tip 2. Két qua cho thay, tra
Gido cb lam lam gidm dang ké& glucose méau luc
doi va HbA1c so voi gid dwgec. Khéng ghi nhan
trwong hop BN ha glucose mau hay bat thwong
chirc nang gan, than, tiéu hoa nao. Céc chi sb
lipid mau, glucagon, cortisol, huyét ap, can nang
khong khac biét gilra hai nhém [4].

Nam 2002, lkeda thwc hién mét nghién ctru
nhan m& trén 15 BN dung vién nén chiét xuét tir
Bang lang nwéc (lidu dung 100 mg/ngay, trong 1
nam). Két qua cho thay thudc 1am giam 16,6%
glucose mau lic ddi, cai thién dang ké HbA1c,
ddng thoi khong gay ha glucose mau va khéng
gay bét cv tac dung khédng mong mudn nao [5].

4.2, Panh gia hiéu qua cua ché pham
Andiabet trén BN DTD tip 2:

Hiéu qua ha glucose mau luc déi ctia Andiabet
chuwa thwec sy rd rang. Trong 14 BN hoan thanh
nghién ctru, cé6 3 BN gidm glucose mau luc ddi,
10 BN tang glucose mau luc déi (mwc tang nhe,
dwdi 1,2 mmol/L; chi 1 BN tang cao 3,4 mmol/L).
C6 thé do trong thir nghiém lam sang pha | nay,
lidu Andiabet con thdp, chua twong dwong liéu co
tac dung diéu tri. Nhwng cac chi so ve can nang,
BMI, vong eo va cac chi sb huyet hoc, sinh héa
mau cda BN hoan thanh nghién clru déu giam
nhe sau 4 tudn dung Andiabet. Mot bao céo téng
hop cac thlr nghiém lam sang danh gia tac dung
chéng BTD cuda dich chiét 14 Bang l&ng da két
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luan: dich chiét 1a Bang ldng c6 tac dung gidm
glucose mau luc doi cling nhw sau an trén nguoi;
dong thoi, dich chiét con cé tac dung gidm can,
gidm lwgng m&, cai thién cac triéu chirng lam
sang va hon ntra, khong co tac dung khdng mong
muon nao dugc ghi nhan [6].

5. KET LUAN.

Nghién ctru tinh an toan va anh hwéng cla
ché phdm Andiabet (ham lwong 590g, liéu dung
3-6 vién/ngay, udng trong 28 ngay) l1&én moét sé chi
sb lam sang, can l1am sang & 16 BN DTD tip 2
(v&i 14 BN hoan thanh nghién ctu), két luan:

- C6 2/16 BN gap it nhat 1 bién cb bat loi (ti 1&
gap 12,50%, déu |a bién cb bat loi mic d6 nhe,
khéng lién quan toi ché phdm nghién ctru), gébm:
1 BN gidm tiéu ciu, 1 BN ho, viém thanh quan.
C6 bién ddi nhe & mdt sb chi sd xét nghiém cla
8/14 BN hoan thanh nghién ctru, gébm: 2 BN tang
ALT, 5 BN tang choleserol mau, 1 BN gidm HDL-
C, 5 BN tang LDL-C, 3 BN tang triglycerid mau, 2
BN bét thuwéng trong xét nghiém nuwéc tiéu.

- Trong 14 BN hoan thanh ngién ctu, c6 3 BN
cai thién glucose mau luc déi so véi trwdc nghién
cru; 1 BN mirc tang glucose mau (3,4 mmol/L)
cao hon han so v&i 10 BN con lai (khéng quéa 1,2
mmol/L).
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