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PANH GIA TAC DUNG KHONG MONG MUON CUA VIEN TRi THIEN
DUQC TREN BENH NHAN TR NOI PQ II CO CHAY MAU

Lé Manh Cuong’

Tém tit

Mouc tiéu: Danh gid tic dung khong mong mudn cia vién Tri Thién Dugc trén
cdc bénh nhan tri ndi d6 II c6 chay mau. Poi twong va phwong phdp: Nghién
ctru ngau nhién cé dbi ching trén 172 bénh nhan (BN) duoc chan dodn tri d6 11
chday mau tai Bénh vién Dai hoc Y Ha No6i, Bénh vién Y hoc cd truyén Trung
wong, Bénh vién Y hoc cb truyén Bo Cong an, tir 6/2020 - 12/2020. BN duoc
phan ngiu nhién 1am hai nhém, nhém Tri Thién Dugc va nhém Daflon. Két qud:
O ca hai nhém, khong c6 su khdc biét giita cdc chi sé huyét 4p, hong cau, Hb,
bach cau va tiéu cau, thrombin, ALT, AST, creatinin, uré ca trong mau va nudc
tiéu trude va sau 28 ngdy diéu tri v6i p > 0,05. O nhém Tri Thién Duoc ¢ 2,4%
BN bi dau dau, 6,0% mét mdi, 3,6% budn non va 3,6% dau bung; & nhém Daflon
¢6 2,4% BN bi dau dau, 3,6% mét moi, va 2,4% bi ndi man nglra va néng rat
thuong vi. Két lugn: Tri Thién Dugc da chung minh dugc tinh an toan trén BN
tri ngi do I ¢6 chady mau.

* Tur khoa: Trindi do II c6 chay mdu; Vién Tri Thién Dugc.

EVALUATION OF THE UNDESIRABLE EFFECTS OF TRI THIEN DUOC
ON PATIENTS WITH BLEEDING GRADE II INTERNAL
HEMORRHOIDS

Summary

Objectives: To evaluate the undesirable effects of Tri Thien Duoc on patients
with bleeding grade II internal hemorrhoids. Subjects and methods: A randomized,
controlled study on 172 patients with grade II bleeding hemorrhoids from June
2020 to December 2020, at Hanoi Medical University Hospital, National Hospital
of Traditional Medicine, and Traditional Medicine Ministry of Public Security.
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Patients were randomly divided into two groups: The Tri Thien Duoc group and
the Daflon group. Results: In both groups, there was no difference in blood
pressure, red blood cells, Hb, white blood cells and platelets, thrombin, ALT,
AST, creatinine, and urea in both blood and urine before and after 28 days of
treatment, with p > 0.05. In the Tri Thien Duoc group, there were 2.4% of
patients with headaches, 6.0% with fatigue, 3.6% with nausea, and 3.6% with
abdominal pain; in the Daflon group, 2.4% of patients had headaches, 3.6% had
fatigue, and 2.4% had an itchy rash and burning epigastric. Conclusion:
Tri Thien Duoc has proven its safety in patients with bleeding grade II internal

hemorrhoids.

* Keywords: Bleeding grade II internal hemorrhoids; Tri Thien Duoc product.

PAT VAN DE

Bénh tr 1a bénh thuong gip véi ty
1¢ nguoi méc kha cao trong cong dong.
Bénh tri tuy khong truc tiép gy nguy
hiém dén tinh mang nhung gy anh
hudng rat 16n téi chat lugng cude séng
ctia BN [1, 2]. Thudc Y hoc hién dai c6
nhiéu tdc dung khdng mong mudn, gid
thanh cao nén xu hudng hién nay la lya
chon thudc Y hoc cb truyén dé nghién
ctru va diéu tri [3, 4, 5.

Vién Tri Thién Dugc véi thanh phan
chinh tur rau sam (Portulaca Oleracea
L.) va rau dén gal (Amaranthus
spinosus L.) 1a hai vi thube quen thudc
trong dan gian. Vién Tri Thién Dugc
dd dugc nghién ctu doc tinh cip va

ban truong dién tai Bo mon Duoc ly

Truong Pai hoc Y Ha Noi, két qua
nghién cuu trén dong vat thi nghiém
cho thdy ché pham c6 tinh an toan cao
va ¢6 tdc dung co bui tri [6]. Nghién
cu nay voi thuéc ddi chung 1a
Diosmin (Daflon) nham: Pdnh gid tdc
dung khéng mong mudn cia vién nang
cung Tri Thién Duoc trén BN tri noi

do Il co chay mau.

POI TUONG VA PHUONG PHAP
NGHIEN CUU
1. P6i twong nghién ctiru
172 BN duge chan dodn tri do II ¢6
chdy mdu tai Bénh vién Dai hoc Y Ha
Noi, Bénh vién Y hoc Co truyén Trung
uvong, Bénh vién Y hoc Co truyén Bo
Cong an, tur 6/2020 - 12/2020.
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* Tiéu chudn lva chon:

- Bénh nhan tir 18 - 65 tudi.

- Chén dodn xé4c dinh: Tri ndi do II
c6 chay mau.

- Tinh nguyén tham gia nghién ctru
va tun tht ding liéu trinh diéu trj.

- Khong 4p dung phuong phdp
diéu tri khdc trong qud trinh tham gia
nghién clru.

- Khong mic céc bénh khic kem
theo: Tang huyét 4p, bénh vé gan, than,
ro hau mon...

* Tiéu chudn logi trir:

- Bénh nhan duoc chan dodn tii &
cac muc do con lai (I, III, IV, 4o II
khong chay mau).

- Bénh nhén khong tuan thu diéu tri:
Bo thubc trén 1 ngay, uéng khong
ding lidu.

- Bénh nhédn ding kem theo thudc
khac.

- Mic céc bénh kém theo: Ap xe, 10
hau mon, nit k€ hau mon, ung thu hau
mon tryc trang, viém nhiém hau mén
do céc khuan khéc, ting huyét 4p, suy
tim, suy gan, suy than, dai thdo duong,

lao, cdc bénh nhiém triing cap tinh. ..
2. Phwong phap nghién ctru
Nghién ciru ngiu nhién, dbi ching,

bénh nhan dugc chia lam hai nhém:
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Nhém nghién ctu ubng thudc Tri
Thién Duoc véi lidu dung 8 vién/ngay
(twong duong voi 5200 mg/ngay), chia
2 1an tir 8 - 18 gi& va nhém déi ching
udng Daflon 500 mg véi lidu dung
4 vién/ngay.

* Cdc chi tiéu nghién cuu:

Céc chi tiéu nghién ctu dugc danh
gid vao ngay D va D,s bao gom:

- Chi tiéu sinh héa, huyét hoc,
nudce tiéu.

- Thay d6i huyét dp, mach.

- Tdc dung khong mong mudn.

* Xup Iy $6 lidu:

S6 liéu thu dugc trong nghién ciru
dugc xir 1y theo phuong phép thong ké
y sinh hoc bang phan mém SPSS 20.0.
Gié tri trung binh duoc kiém dinh b?lng
T-student test, ty 1& (%) bang kiém
dinh y2 Test. Sy khac biét c6 y nghia
khi p < 0,05.

* Dao duc trong nghién ciru:

Nghién ctru dugc su chép thuan cua
Hoi déng Khoa hoc Bénh vién Y hoc
Co6 truyén Trung uong, Bénh vién
Y hoc C6 truyén Bo Cong An, Khoa
Y hoc Cb truyén Trudong Pai hoc Y
Ha Noi. Nghién ctru chi nhim ning
cao két qua diéu tri cho BN, khong

nham muc dich nao khac.
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KET QUA NGHIEN CUU

1. Su thay d6i cac chi so cin 1am sang

Bang 1. So sanh xét nghiém mdau cua hai nhém trudc va sau di€u tri.

Chi s Tri Thién Dwoc (n = 86) Daflon (n = 86)
cin lam sang Dy Dy D, Dy

Hong cau (T/L) | 4,72 +0,46 4,73 +0,49 4,72 0,53 4,72 0,59
Hb (g/L) 135,15+ 12,48 | 135,51 = 13,01 | 136,6 £ 14,60 | 137,95 + 14,43

Bach cdu (G/L) | 6,71 1,56 6,81 2,09 | 7,03£1,67 | 691172
Tiéu cAu (G/L) | 250,24 + 50,86 | 249,44 + 50,39 | 253,22 +5525 | 252,85 + 53,71

Thrombin (gidy) | 14,93+1,54 | 1500126 | 1492+149 | 15,11+138
ALT (U/L) 30,80 + 17,49 | 29,76 + 17,68 | 25,17 + 17,97 | 27,23 + 24,77
AST (U/L) 23,68 +8,03 | 25,61 +1637 | 23,80 16,03 | 23,17 + 10,78
gfﬁ‘g 79,81+ 19,96 | 80,00+20,73 | 79,31+ 16,90 | 70,70 + 17,77

Uré (mmol/L) | 483 +132 4,88 +1,25 488+129 | 4,66 +1,10

P > 0,05

O ca hai nhém, khong c6 su khdc biét gitra gid tri trung binh ctia cdc chi s6 cén
lam sang: hong cau, Hb, bach cau va ticu cau, thrombin, ALT, AST, creatinin,
uré trudce va sau 28 ngay diéu tri voi p > 0,05. Cac gid tri déu nam trong khoang

binh thuong.

Bang 2. Thay d6i mot s6 thanh phan trong nuée tiéu trudce va sau diéu tri.

Két qua ) Truéc diéu tri Sau diéu tri

Chi tieu Don vi n % n %
Protein (+) 10 6,0 4 2.4
) 156 94,0 160 97,6
Hong cau (+) 35 21,0 39 23,5
) 131 78,9 127 76,5
Bach ciu +) 35 21,0 30 18,1
) 131 78,9 136 81,9

p > 0,05

Khong c6 sy thay d6i vé cac thanh phan protein, hong cau, bach cau trong
nudc tiéu cua cac BN trudce va sau di€u tri véi p > 0,05.
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2. Thay déi huyét ap

Bang 3: Thay dbi huyét 4p, mach trudc va sau diéu tri.

. Tri Thién Dwoc (n = 86) Daflon (n = 86)
Huyét ap
D() Dzs DO D28
Huyét dp tam thu 109,39 £ 10,71 | 110,61 £ 10,10(113,37 £ 11,61 112,89 +£ 10,33
Huyét 4p tAm truong | 68,65 +7,44 | 70,46 +7,01 | 71,35+8,32 | 70,42 +7,16
Mach (lan/phtt) 7728 £931 | 77,19+£7,47 | 78,95+9.41 | 77,98 +£6,86
p > 0,05

Khong c6 su khéc biét vé gid tri trung binh cta huyét 4p tAm thu, huyét 4p tim
trrong va mach cua hai nhom nghién ctu trudc va sau 28 ngay di€u tri voi
p > 0,05. Céc s6 li¢u déu nam trong gidi han binh thuong.

3. Tac dung khong mong mudn

Bang 4: Téc dung khdng mong mudn trén 14m sang.

Nhém Tri thién dwgc Daflon
Téc dung khéng (n=86) (n=86)
mong muon n % n %
Pau dau 2 2,4 2 2,4
Mét moi 5 6,0 3 3,6
Budn ndn 3 3,6 0 0
Né6n 0 0 0 0
Dau bung 3 3,6 0 0
fa long 0 0 0 0
N6i man ngira 0 0 1 1,2
Noéng rat thuong vi 0 0 1 1,2
Pai tién ra nhiéu mau 0 0 0 0

Khoéng c6 thay doi dang quan tdm dugc ghi nhan vé cdc dau hiéu sinh ton hodc
kham thyc thé ddi véi cdc nhém didu tri trong nghién ctru. G nhém Tri Thién
Duoc ¢6 2,4% BN bi dau dau, 6,0% mét moi, 3,6% budn ndn va 3,6% dau bung.
Trong khi d6 & nhém Daflon ¢6 2,4% BN bi dau dau, 3.6% mét moi, va 2,4% bi
n6i man nglra, néng rat thugng vi. Khong c¢6 BN nao & ca hai nhém bi non, ia

long, chay mau.
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BAN LUAN

1. Trén mét s6 chi sé cin 1am sang

Cic bién s huyét hoc va déng mau
duoc danh gid trong subt qud trinh
nghién ctru, bao gdm: Hect, Hb, dém
tiéu cau, dém hong cau, dém bach ciu
(toan phan va ting phan), thoi gian
thrombin. Nhin chung, gid tri trung
binh cédc bién sd huyét hoc va dong
mdu 13 twong dong trong cdc nhém
nghién ctru. Mic dit ¢6 mot sd ting
giam quan sit dugc trong qud trinh
nghién ctu ddi voi mot sb bién sb cu
thé, khong c6 bat ky xu huéng nao lién
quan dén diéu tri duoc phét hién trong
nghién cuu.

Trong co thé, gan cé nhiéu chirc
ning quan trong. Viéc dua thudc vio
co thé c6 thé giy doc voi gan, lam anh
hudng dén chiic nang clia co quan nay.
Vi vy, khi ddnh gid doc tinh cua thude
thi nghién ctru anh hudng cia thudc
d6i v6i chirc nang gan 1a rat can thiét.
Pé danh gid mic do ton thuong té bao
gan, nong do cdc enzyme c6 ngudn gdc
tai gan (AST, ALT) trong huyét thanh
thuong duoc dinh lugng. Théan la co
quan bai tiét cta co thé, nhu mod than
rat dé ton thuong boi cic chit ndi sinh

va ngoai sinh. Vi vay, khi dua thudc

vio co thé, thubc cé thé giy ton
thuong than, tir d6 anh huong dén chic
nang than. Creatinin 1a thanh phan dam
trong mau on dinh nhit, hiu nhu
khong phu thudc vao ché do an hoac
nhitng thay doi sinh 1y ma chi phuc
thudc vao kha nang dao thai cua than.
Khi cau than bi tén thuong, nong do
creatinin méau tang sém hon ure. Do
vay, creatinin mau la chi tiéu tin cay va
quan trong hon ure mdu, nén hién nay
ding dé danh gid va theo ddi chuc
ning than. Két qua nghién ctu cho
thdy gid tri trung binh cua cdc gid tri
sinh héa (uré, creatin, ALT, AST)
trong ty nhau gitta nhém diéu tri.
Trong khi mét sb ting giam quan sit
duoc tai mot sd thong s6 cu thé, khong
¢6 xu huéng lién quan dén diéu tri
dugc phat hién.

Gid tri trung binh cua céc bién s6
phan tich nuéc tiéu twong tu giita céc
nhém diéu tri. Mot sd thay d6i tir Am
tinh sang dwong tinh duoc quan sit d6i
v6i céc bién sb cu thé. Khong c6 xu
huéng lién quan dén diéu tri dugc phat
hién. Két qua cua nghién clu ciing
hoan toan phit hop véi cdc két qua
nghién ctru cua Tri Thién Dugc ¢ giai
doan tién 1am sang va lam sang giai

doan 1 va 2.
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Bang 3 cho thiy, sau diéu tri 28
ngay, mach, huyét 4p BN khong c6 su
thay ddi ¢ ca hai nhém nghién ctu.
Diéu nay twong tu nhu két qua nghién
ciu cua tac gia Mai An Van trude do,
vOi c& mau nghién ctru nho hon [7] .

2. Trén cac ddu hi¢u 1am sang

Trong tong s6 83 BN ding Tri
Thién Dugc ¢6 13 BN gip mot sb tic
dung khong mong mudn la: Pau dau,
mét moi budn noén, dau bung, chiém
7,8%, trong s6 83 BN dung Daflon thi
c6 7 BN giap mot sb téc dung khong
mong mudn 1a dau ddu, mét moéi, nodi
man nglra, néng rat thuong vi, chiém
4,2%. Tuy nhién, cic tic dung phu nay
chi bi 1 - 2 1an & mirc d6 nhe, hét khi
diéu chinh thoi gian udng thudc sau
bita #n, ma khong cin can thiép gi
thém. Nhu vy, cam gidc budn non,
dau bung nhe gip nhiéu & nhém ding
Tri Thién Duoc hon so véi Daflon,
6 thé 1y giai 1a do Tri Thién Dugc ¢
thanh phén la thao duogc, dang bao ché
la vién nang cliing cung voi td dugc
vira ¢ nén van con mii vi cia thude
thiao duoc trong vién thubc, gdy cam
gidc kh6 chiu cho mot sé BN khong
quen st dyng san pham thao dugc
c6 mii, cing véi lugng udng nhiéu
8 vién/ ngay dé gy cam gidc mét méi,
trong khi d6 Daflon, dang vién nén
khong mui vi, s6 lugng ubng it
4 vién/ngay.
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Két qua nghién ciru ctia ching toi
khac voi nghién ctru cia Mai An Van,
trong nghi€n cuu cua tac gia, voi co
mau 60 BN, thoi gian diéu tri 1a 14
ngay thi khong c6 BN nao gdp tic
dung khong mong mudn. Chinh sy
khac biét nay da thic diy chiing toi
tién hanh nghién ctru trén ¢ mau 16n
va thoi gian diéu tri kéo dai dé ddnh
gid mot cach khach quan nhat do an
toan cua thudc Tri Thién Duoc trén
BN tr1 ndi do II chay mau.

KET LUAN

Su thay d6i cdc chi s huyét hoc,
sinh héa, nudc tiéu va cdc chi sb can
1am sang khac khong c6 y nghia thong
ké. Cdc tic dung khong mong mubn
chi & mirc do nhe va khong can tién
hanh céc bién phdp can thiép. Tiép tuc
theo doi danh gid tic dung khong
mong mubn cioa thube (néu cé) trong
qua trinh luu hanh trén thi trudong.
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