TAP CHIi NGHIEN ClPU Y HOC

NGHIEN ClrU BOC TiNH CAP VA BAN TRUONG DIEN
CUA VIEN HOAN MEM TINH KY TREN THU'C NGHIEM

Nguyén Tuan Lwong?, Nguyén Trung Quan? va Lé Thi Minh Phwong'™

"Trrong Pai hoc Y Ha Noi
2Viién Y hoc c6 truyén Quén doi

Vién hoan mém Tinh Ky c6 thanh phan gém Hoang tinh (Rhizoma Polygonati), Hoang ky (Radix Astragali
membranacei), Sdm cau (Rhizoma Curculiginis), va Téa dwong (Cynomorium songaricum). Muc tiéu cla
nghién ctru nhdm danh gia doc tinh cép, ban truong dién cua vién hoan mém Tinh Ky trén thuc nghiém.
Nghién ctru doc tinh cép duoc thuc hién trén chudt nhéat trdng ching Swiss duroc cho udng liéu téng dén dé
xéc dinh liéu thap nhét gay chét 100% chuét va liéu cao nhat khéng géy chét chuét. Nghién ctru doc tinh ban
trirong dién duwoc thuce hién trén 30 chudt cdng trang ching Wistar duoc chia thanh 3 16: 16 chirng ubng nuéc
céat 2 mi/kg thé trong, 16 tri 1 uéng hoan mém Tinh Ky liéu 4,08 g/kg/ngay, 16 tri 2 ubéng hoan mém Tinh Ky
liéu 12,24 g/kg/ngay trong 90 ngay va duoc theo d6i can néng, tinh trang chung, céc chi sé huyét hoc, sinh
héa va vi thé gan than. Khong xac dinh duoc liéu gay chét 50% sb dong vat thi nghiém (LD,,) cda hoan mém
Tinh Ky, méc du cho chudt ubng véi thé tich va lidu cao nhéat cé thé udng la 51 g/kg thé trong chuédt. Khong
thay déc tinh ban truong dién clia hoan mém Tinh Ky trén chudt céng trdng khi cho chudt cong tréng uéng
liéu 4,08 g/kg thé trong va mét 16 ubng lidu 12,24 g/kg thé trong chudt/ngay trong 90 ngay lién tuc ubng thuéc.

T khéa: Vién hoan mém Tinh Ky, déc tinh cap, doc tinh ban trwdng dién, chudt nhat trang chiing

Swiss, chuét céng trang chung Wistar.
l. DAT VAN BE

Vién hoan mém Tinh Ky I& ché phdm thubc
cb truyén c6 thanh phan ché phdm gdm cao
khé toan phan Hoang ky (Radix Astragali
membranacei), cao kho toan phan Hoang tinh
(Rhizoma Polygonati), cao khd toan phan Sam
cau (Rhizoma Curculiginis) va bot Tda dwong
(Balanophora laxiflora). Day la nhirng vi thubc
c6 tac dung cai thién chét lwong, sb lwong tinh
trung dé hwéng téi diéu tri vo sinh nam do suy
gidm chét lwong va sbé lwong tinh trung hodc
dé hé tro cho sy thanh cong cta cac phuong
phap hé tro sinh san."® Cac nghién clru danh
gia vé doc tinh cla tirng dworc liéu co trong vién
hoan mém Tinh Ky thdy Hoang ky an toan ma

Téc gid lién hé: Lé Thj Minh Phuong
Trirong Dai hoc Y Ha Noi

Email: lethiminhphuong@hmu.edu.vn
Ngay nhén: 22/07/2025

Ngay duwoc chap nhén: 07/08/2025

khéng cé bat ky doc tinh hay tac dung phu nao,
pham vi liéu ding an toan 1a 5,7 - 39,9 g/kg
déi véi chudt, twong dwong véi 70 hodc 35 1an
lidu dung cho nguwdi khi dung lién tuc trong 3
thang.* Hoang tinh khéng gay ra cac dau hiéu
bat thuwodng nghiém trong hodc tir vong cho
doéng vat trong nghién ctru doc tinh cép tinh va
doc tinh trwdng dién kéo dai 6 thang.® Sam cau
véi lidu rat cao, gép 60 lan liéu twong dwong
lidu 1am sang la 120 g/kg thé trong chuét, sau
khi cho chudt udng lién tuc trong 180 ngay c6
thé gay tén thwong gan va than®. Trong nghién
ctu doc tinh cap vai lidu tbi da chiét xuét cla
Téa dwong la 5000 mg/kg ciing khdong xac
dinh dwoc lidu t6i da gay chét 50% dong vat
thi nghiém (Lethal dose 50% - LD, ).” Cac két
qua trén cho thay day 1a céac vi thubc an toan
v6i liéu diéu tri thwdng dung trén 1am sang. Tuy
nhién con thiéu cac théng tin vé tinh an toan khi
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phdi hop cac vi thubc trén trong mot bai thubc
& dang bao ché vién hoan mém. Bé cung cap
béng chirng khoa hoc cho tinh an toan trén
thwe nghiém, dong thdi cling lam co s& dé thuc
hién cac nghién cru vé tac dung ctia ché pham
trén thwc nghiém va tién t&i nghién ciu thiy
nghiém Iam sang, nghién ctru nay dwgc thuce
hién v&i muc tiéu: danh gia doc tinh cép, ban
trwong dién clda vién hoan mém Tinh Ky trén
thwc nghiém.

I. DOI TWQNG VA PHUONG PHAP
1. Péi twong

Chaét liéu nghién ciru

Vién hoan mém Tinh Ky do Trung tam
Nghién ciru (rng dung san xuét thubc doéng v,
Vién Y hoc cb truyén Quan ddi san xuét. Dat
tiéu chuan co sé. Thanh phan cong thirc 1 vién
hoan mém 8,5g gbm 2,25g cao khd Hoang ky
(Radix Astragali membranacei), 1,59 cao kho
Hoang tinh (Rhizoma Polygonati), 0,5g cao khd
toan phan Sam cau (Rhizoma Curculiginis) va
0,759 b6t Téa dwong (Balanophora laxiflora), ta
duwoc (Mat ong) vira dd. Ché phadm nghién ctru
dwoc pha trong nwéc cat trwde khi cho dong
vat thwe nghiém uéng.

Doéng véat nghién ctru

Chuét cbng trdng trwdng thanh dong
Wistar, khéng phan biét giébng, dat tiéu chuén
thi nghiém, can nadng trung binh méi con 160
- 180g. Chuét nhéat trdng trwdng thanh dong
Swiss, khéng phan biét gibng, dat tiéu chuén
thi nghiém, can nang trung binh méi con 18
- 22g. Do Vién Vé sinh dich té trung wong va
Trung tdm chan nudi (Vién Kiém nghiém) cung
cép. bong vat duwoc nudi 3 - 5 ngay trwdc khi
nghién cu bang thirc &n chuén danh riéng cho
ting loai déng, ubng nuwéc tw do trong phong
thi nghiém cta Khoa Nghién ctru Thyc nghiém
Vién Y hoc cé truyén Quan doi.

Hod chéat nghién ctu

Kitdinh lwgngALT (alanin aminotransferase);
AST (aspartat aminotransferase); bilirubin
toan phan; albumin, ure va creatinin mau cla
Beckman Coulter, may xét nghiém sinh héa tw
dong AU-680 Beckman Coulter. Dung dich xét
nghiém mau (hang Abbott cell-dyn ruby), may
xét nghiém huyét hoc hang Abbott cell-dyn
ruby. Cac hoa chét xét nghiém va lam tiéu ban
mo bénh hoc.

2. Phwong phap

Nghién ctru déc tinh cap

Daoc tinh cép LD, cta vién hoan mém Tinh
Ky dwoc xac dinh trén chudt nhat trdng theo
dwong ubng bang phwong phap Litchfied -
Wilcoxon.® Chudt nhat trdng nhin déi 12 gid
trwde khi thi nghiém, dwoc phan chia thanh cac
16 khac nhau, méi 16 10 con, ubng thubc thi
vdi liéu tdng dan dé xac dinh liéu thap nhat gay
chét 100% chuét va liéu cao nhat gay chét 0%.
Chuét dwoc theo dai tinh trang chung, qua trinh
dién bién bat diu c6 dau hiéu nhiém doc (nhw
ndn, co giat, kich dong, bai tiét...) va sd lvong
chuét chét trong vong 72 gid sau khi ubng
thudc. TAt ca chudt chét dwoc md dé danh gia
tbn thwong dai thé. Xay dwng d6 thi xac dinh
LD,, ctia ché phadm nghién ciru. Sau do tiép tuc
theo déi tinh trang clia chudt dén hét ngay th
7 sau khi udng vién hoan mém Tinh Ky.

Nghién ctru déc tinh bén treong dién

Nghién ctu ddc tinh ban trwéng dién cla
vién hoan mém Tinh Ky dwoc tién hanh trén
chuét cdng trdng theo dworng udng.® Chudt
dworc chia 1am 3 16, méi 16 10 con, cac 16 chudt
cbng trdng dwoc ubng nuwdc cat hodc thube
nghién ctru 90 ngay lién tuc. Vién hoan Tinh
Ky c6 khéi lwong 8,5 g/vién, liéu dy kién trén
nguwoi la 4 vién/ngay (0,567 g/kg/ngay voi
ngudi 60kg). Ap dung hé sb quy dbi theo dién
tich b& mét co thé (Km nguwoi = 37, Km chudt =
6), lidu twong duwong trén chudt 1a khoang 3,5
g/kg/ngay. D& dam bao danh gia téi wu hiéu
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qua diéu tri, liéu dwoc hiéu chinh ting 1 - 1,5
lan, chon liéu thtr nghiém la 4,08 g/kg/ngay va
lidu gap 3 Ian twong tng la 12,24 g/kg/ngay. L6
chirng: ubng nuwéc cat 2ml /kg thé trong. L6 tri
1: ubng hoan mém Tinh Ky liéu 4,08 g/kg/ ngay
(twong dwong véi liéu dung trén Iam sang, hé
s6 6). Lo trj 2: ubng hoan mém Tinh Ky liéu
12,24 g/kg/ngay (liéu dung gép 3 liéu 16 1).

Céc chi tiéu theo dbi trwde va trong qua trinh
nghién cou:

(1) Tinh trang chung, thé trong ctia chuét.

(2) Banh gia ch&rc nang tao mau: theo doi
s6 lwong hoéng cau, ham lwong hemoglobin,
sb lwong bach ciu, céng thirc bach cau va sb
lwong tiéu cAu.

(3) Banh gia chirc nang gan, than: ALT, AST,
ure, creatinin, billirubin, albumin trong mau
duwoc danh gia vao trwdce luc ubng thude, sau
45 ngay va 90 ngay ubng thudc.

(4) M6 bénh hoc: clu tric dai thé, vi thé
clia gan than dugc danh gia sau 90 ngay udng
thude.

Xtr ly sé liéu

Sé liéu duoc thu thap, xi ly theo phuong
phap thdng ké y sinh hoc bang phan mém
SPSS 20.0. Cac bién dwoc trinh bay dwéi dang
trung binh + d9 léch chuan (Mean + SD), ti lé
%. So sanh sy khac biét trung binh gilra cac
nhém dwoc thwe hién béng test T Student cho
hai m&u doc 1ap. Sw khac biét cé y nghia thdng
ké khi p < 0,05.
ll. KET QUA

Nghién clru doc tinh cap

Sau khi cho chudt ubng hoan mém Tinh Ky
t&i liu cao nhat téi 51g/kg chudt nhét trang
nhan théy cac chudbt hoat déng binh thwong,
l6ng muwot, phan khd. Khéng nhan thay biéu
hién ngd ddéc nao trén chudt thi nghiém trong
thoi gian theo dbi. Sau 72 gi®, cac 16 thi nghiém
d&u khong cé chudt chét. Mb chuét cac 16 thay
tim, gan, than, phdi twoi nhuan; da day, ruét
hét thu6c. Khong xac dinh dwoc LD, clia hoan
mém Tinh Ky v&i liéu 51g/kg chudt nhéat trang
(g4p 6,8 1an liéu dy kién dung trén 1am sang).

Bang 1. Két qua nghién ctru doc tinh cap cua vién hoan mém Tinh Ky

L6 S6 lwong Liéu (g/kg) Ti 1é chét (%) Dau hiéu bat thwong
1 10 10,2 0 Khong
2 10 20,4 0 Khong
3 10 30,6 0 Khéng
4 10 40,8 0 Khong
5 10 51 0 Khéng

Céc 16 chudt ubng vién hoan mém Tinh Ky
véi lidu tang dan tr 10,2g/kg tdi téi 51g/kg
khong co biéu hién doc tinh cap. Liéu tbi da
dung nap vién hoan mém Tinh Ky trén chuét
nhét trdng la 51g/kg chudt.

Nghién clru déc tinh ban trweéng dién

Két qua theo déi tinh trang chung va sw
thay déi trong Iwong ctua chuét

Trong subt thdi gian thi nghiém, chuét & ca
3 16 &n udng, hoat ddng binh thwdng, nhanh
nhen, mat sang, 16ng mwot, &n ubng tét, phan
kho. Khong thay bidu hién gi dac biét & ca 3 16
chuét trong subt thdi gian nghién ctu. Sau 45
ngay va 90 ngay udng hoan mém Tinh Ky, trong
lwong chudt & ca 3 16 déu tang so v&i trwde khi
udng thudc (p < 0,01). Khdng co su khac biét vé
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murc dé tang trong lweng chudt gitra 16 chirng
va céc 16 dung thudc thi tai cung thoi diém (p

> 0,05).

TAP CHI NGHIEN ClPU Y HOC

Anh hwéng cta hoan mém Tinh Ky dén
chirc ndang tao mau

Bang 2. Anh hwéng cia hoan mém Tinh Ky dén cac chi s6 té bao mau ngoai vi

Thei gian L6 chirng (1) Lo tri 1 (2) L6 tri 2 (3) 0
(n=10) (n =10) (n =10)

S6 lwong héng céu (T/l)

Trwéde ubng 7,52 + 0,85 7,65+ 0,57 7,32+0,74 D1 Py Pyrg> 0,05

Sau 45 ngay 8,04 £ 0,50 7,76 £ 0,42 7,73 £0,52 Py Py Ppy> 0,05

Sau 90 ngay 7,72 + 0,50 7,70 £ 0,53 7,61+0,58 Py PysP,s> 0,05
Ham lwong huyét sac té (g/dl)

Trwdc ubng 13,96 + 1,57 13,91+ 1,18 14,07+£120  p,,p,,P,,>0,05

Sau 45 ngay 14,49 £ 0,87 14,55 + 0,65 14,52 + 0,62 Py Py Py > 0,05

Sau 90 ngay 14,04+0,88  1401:088  1434+112  p,,p,,p,,>005
Hematocrit (%)

Trwdc udng 39,58 + 4,71 38,84 + 4,53 41,12+ 3,30 Py Py Ppy> 0,05

Sau 45 ngay 42,35 + 2,94 40,68 + 3,99 4146368  p,, P, P,,> 005

Sau 90 ngay 41,06 £ 3,97 38,59 £ 2,48 39,43 £ 3,01 Py Py Py > 0,05
Thé tich trung binh hong cau (fl)

Trwéde ubng 53,36 + 1,96 55,01 + 1,74 55,24 + 5,49 Py PisPys> 0,05

Sau 45 ngay 52,66 +2,55  54,11+235 54041217  p,,p,,P,,>005

Sau 90 ngay 53,16 + 3,26 53,12 + 3,61 52,84+437  p,,p,,P,,>005
S6 lwong bach cau (G/l)

Trwéc ubng 11,70 % 2,05 10,28 + 3,06 10,17 £2,69  p,, P, P,,> 0,05

Sau 45 ngay 11,97 + 2,17 12,39 + 4,52 10,67+2,87  p,,P,,P,,> 0,05

Sau 90 ngay 10,85+2,58  1151+2,66  1040+376  p,,p,,P,,>0,05
Ti Ié bach cau trung tinh (%)

Truwde ubng 23,63 + 4,96 20,39+ 5,30 22,20 £ 4,94 Py Py Py > 0,05

Sau 45 ngay 20,84 + 5,24 21,76 + 6,12 2349+387  p,,p,,P,,>005

Sau 90 ngay 20,95 + 4,41 22,87 + 3,61 23,63 + 3,87 Py Py Py > 0,05

TCNCYH 194 (09) - 2025

509



TAP CHIi NGHIEN ClPU Y HOC

L L6 chirng (1) Lo tri1(2) Lo tri 2 (3)
Thei gian ¢]
(n=10) (n=10) (n=10)
Ti 1é bach cau lympho (%)
Trwéde ubng 72,87 +7,30 74,35 + 5,41 72,44 + 6,27 Py Py Ppy> 0,05
Sau 45 ngay 75,23 £ 5,42 73,30 £ 6,45 71,72 £ 4,29 Py PisPyy> 0,05
Sau 90 ngay 74,10 £ 6,41 72,70 £ 3,78 69,44 £ 6,25 Py PisPys> 0,05

S6 lwong tiéu cau (G/l)

Trudcubng 329,90+ 71,65 356,80+73,04 367,50+69,88 p,, P, P,,> 0,05
Sau45ngay  313,60+74,60 361907521 343807375 p,,p,, P,,> 0,05
Sau90ngay  31570+71,81 351607649 330,10+79,82 p,,p,, P,,> 0,05

Sau 45 ngay va 90 ngay uéng hoan mém
Tinh Ky, sb lwong bach cau, céng thirc bach
cau va sb lwong tiéu cdu & ca 16 tri 1 va 16 tri 2
déu khéng cé su khac biét cé y nghia so véi 16

chirng va so sanh gitra cac thoi diém (p > 0,05).
Anh hwéng cia hoan mém Tinh Ky dén
chire nang gan than

Bang 3. Anh hwéng ctia hoan mém Tinh Ky dén cac chi s6 sinh héa trong mau chuét

Thoi gian L6 chirng (1) Lo tri1(2) Lo tri 2 (3) 0
(n=10) (n=10) (n=10)
Hoat d6é AST (U/)
Trude udbng 146,13 £22,31 148,54 +24,94 15210+19,75 p,, p,,P,;> 0,05
Sau 45 ngay 148,23 £22,29 141,50 + 26,47 144,58 + 20,52  p,, p,, P,;> 0,05
Sau 90 ngay 132,84 £17,96 138,60 +20,73 143,77 +2225 p,,p,,P,;> 0,05
Hoat dé ALT (U/)
Trudc ubng 46,55 £ 9,42 49,27 + 8,61 45,70 £ 7,00 Py Py Pog™> 0,05
Sau 45 ngay 51,72 £ 5,61 52,07 £ 5,17 49,83 £ 9,67 P15 Pya Py > 0,05
Sau 90 ngay 51,29 + 8,07 50,68 + 9,39 47,12 £ 6,97 P Pya Py > 0,05
Bilirubin (umol/L)
Trwéc udng 14,68 £ 3,70 12,33+ 3,77 12,72 + 3,40 Py Py Pps> 0,05
Sau 45 ngay 13,93 £ 3,47 11,78 £ 4,48 11,15 £ 4,47 Py PisP,s> 0,05
Sau 90 ngay 13,55 + 3,56 11,13 £ 4,91 11,99 £ 5,49 Py PisP,s> 0,05
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Thoi gian L6 chirng (1) Lo tri 1 (2) Lo tri 2 (3) 0
(n=10) (n=10) (n=10)
Albumin (g/L)
Trwéc ubng 35,13+ 2,77 33,99 + 2,57 34,43 £ 5,04 P Pya Py > 0,05
Sau 45 ngay 34,94 + 1,15 33,35+ 3,35 33,64 + 3,43 Py PisPyy> 0,05
Sau 90 ngay 34,13+2,95 34,88 + 2,59 33,32+ 2,93 Py PisP,y> 0,05
Creatinin (umol/L)
Trudc ubng 68,89 + 5,13 71,68 £ 6,41 72,28 +7,25 Py2 P15 Pys> 0,05
Sau 45 ngay 72,45 + 5,60 75,15+ 7,40 74,81+ 8,35 P2 Py Py > 0,05
Sau 90 ngay 73,58 + 6,84 74,17 £ 6,52 75,44 + 8,73 P15 Pyg Ppy> 0,05
Ure (mmol/L)
Trwéc udng 5,79+ 0,70 6,13 + 1,00 6,17 £0,75 P1s Pys Pys> 0,05
Sau 45 ngay 5,48 £ 0,57 5,85+0,48 5,83 £ 0,50 Py Py Ppy> 0,05
Sau 90 ngay 6,00 £ 0,76 5,98 + 1,03 5,72 + 1,20 Py Py Py > 0,05

Sau 45 ngay va 90 ngay udng hoan mém

Tinh Ky, cac xét nghiém hoat d6 AST, ALT, ndng
do bilirubin, albumin, néng d6 creatinin va ure
trong mau chudt & ca ca 16 tri 1 va 16 tri 2 khong
c6 suw khac biét c6 y nghia théng ké so v&i 16

ching va so sanh gitra hai thoi diém trwéce, sau
khi uéng thuéc thr (p > 0,05).
Nghién citru énh hwéng cia hoan mém
Tinh Ky dén hinh thdi, c4u tric vi thé gan than
Dai thé

Gan 16 chimg Gan 16 tri |

" '56 1’

Thén 16 chimg Théin 16 trj 1

Hinh 1. Hinh anh dai thé gan, than cac 16 chuot

Gan 16 trj 2

5625

Thé i 2
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Sau 90 ngay nghién ctru, trén tat ca céac
chuét thuc nghiém gdm ca 16 ching, 16 tri 1 va
16 tri 2 khong thay cé thay ddi bénh Iy nao vé
dai thé cla cac co quan tim, phdi, gan, lach,
tuy, than va hé théng tiéu hoa clia chuét cdng.
Khong thay sw khac biét hinh &nh dai thé gan,

than & cac chudt tai cac 16 dbi chirng, 16 tri 1 va
16 tri 2 ubng hoan mém Tinh Ky v&i liéu c6 tac
dung twong dwong trén nguwoi va lidu gap 3 1an
liéu twong dwong liéu diéu tri trén ngudi.

Vi thé

Thin 16 chimg

Than 16 tri 1

Thin 16 trj 2

Hinh 2. Hinh anh vi thé gan, than cac 16 chuot

Sau 90 ngay ubng vién hoan mém Tinh Ky
ca 16 tri 1 (ubng thudc lidu 4,08 g/kg thé trong)
va 16 tri 2 (udng thubc lidu 12,24 g/kg thé trong)
céu truc vi thé gan, than cta 16 tri 1 va 16 trj 2
khéng co6 sy khac biét ro rét so vai 16 chirng.
IV. BAN LUAN

Nghién clru déc tinh cap

Xac dinh doc tinh cap la thr nghiém bt
bubc trong quy trinh nghién ctru tinh an toan
cta thude.? Xac dinh LD,, bang phuong phap
Litchfield - Wilcoxon duwgc lywa chon vi day la
phwong phap tinh nhanh, két qua cé dd chinh
xac cao.t Két qua nghién clru cho thay sau khi
cho chuét ubng hoan mém Tinh Ky véi liéu ting
dan tr 10,2g/kg t6i 51g/kg chudt nhat trdng
nhan théy cac chubt hoat déng binh thwong,
l6ng mwot, phan khé. Khéng nhan thy biéu
hién ngd ddc nao trén chudt thi nghiém trong

thoi gian theo doi. Sau 72 gid, cac 16 thi nghiém
d&u khong coé chudt chét. Mb chuét cac 16 thay
tim, gan, than, phdi twoi nhuan; da day, rut
hét thubc. Khong xac dinh dwoc LD, clia hoan
mém Tinh Ky véi liéu 51g/kg chudt nhat tréng.
Khi quy ddi liéu theo hé sb gitra ngudi va chuot
nhét, liéu dung téi da an toan & nguoi la 231g/
ngudi/ngay (gap 6,8 liéu dy kién trén 1am sang).
Nghién ctru ddc tinh ban trwéng dién
Thoi gian nghién clru ddc tinh ban trwdng
dién trong nghién ctru 1a 90 ngay lién tuc do qua
trinh sinh tinh trung binh clia ngui la xap xi 70
ngay, dw kién thoi gian st dung hoan Tinh Ky
trén lam sang la 70 ngay.® Tinh trang chung va
sw thay ddi thé trong ctia chudt: trong subt thoi
gian thi nghiém, chuét & ca 3 16 van an udng,
hoat dong binh thwdng, mét sang, 1dng muot,
&n udng tbt, phan khd. Trong lwong chudt & ca
316 (16 chirng va hai 16 nghién ctru) déu tdng so
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véi thoi diém trwéc khi nghién ciu (p < 0,01).
Khoéng cé sw khac biét vé mirc dd tang trong
lwong gitka 16 chivng va cac 16 dung thubc tai
cung thoi diém theo déi (p > 0,05). Nhw vay,
hoan mém Tinh Ky khéng anh huéng dén dén
toan trang chung va sw phat trién ctia chuét.

Céc té bao mau ngoai vi phan anh tinh trang
hoat déng clia co quan tao mau.' Két qua &
cac bang 2 cho thay sau 45 ngay va 90 ngay
ubng vién mém Tinh Ky, s lwgng hdéng cau,
ham Ilwong huyét sic td, hematocrit, thé tich
trung binh héng cau, sb lwong bach ciu, cong
thirc bach cau va sb lwong tiéu cau & ca 16 tri
1 (udng liéu 4,08 g/kg thé trong twong dwong
lidu dung trén ngwdi va 16 tri 2 (ubng liéu 12,24
g/kg thé trong gép 3 Ian liéu dung trén ngudi)
déu khong cé sw khac biét cé y nghia so voi
16 chirng va so sanh gitra cac thoi diém trudc,
sau khi udng thubc thtr (p > 0,05). Nhw vay,
hoan mém Tinh Ky véi liéu nghién ciu khéng
lam thay d6i mot sb chi sb huyét hoc danh gia
chirc nang tao mau.

Gan la co quan quan trong cla co thé, véi
nhiéu chirc nang trong dé cé chirc ndng chuyén
héa va thai doc, khi doc t xam nhap vao co thé
sé lam anh hwéng chlirc nang ciing nhw ciu
trdc cla gan."® Két qua & cac bang 3 cho thay
sau 45 ngay va 90 ngay uéng hoan mém Tinh
Ky, cac xét nghiém danh gia chirc nang gan
(hoat d6 AST, ALT, bilirubin, albumin) trong mau
chuét & ca ca 16 tri 1 (ubng thudc liéu 4,08 g/kg
thé trong) va 16 tri 2 (ubng thubc liéu 12,24 g/
kg thé trong) khong cé sw khac biét co y nghia
thdng ké so véi 16 chirng va so sanh gira hai
thdi diém trwdce, sau khi udng thube ther (p >
0,05). Trén hinh &nh dai thé (hinh 1) va vi thé
(hinh 2) chwa nhan thy sw khac biét hinh anh
dai thé va vi thé gan & cac chubt tai cac 16 ddi
chirng ubng nwéc cét, 16 thtr 1 va 16 thir 2. Nhw
vay, qua két qua nghién ciru cho thdy hoan
mém Tinh Ky khoéng lam thay ddi hinh thai cling
nhw mot sé chi sé danh gia chirc nang gan.

Than & co quan bai tiét quan trong cua
co thé. Khi nhu mé than bi tbn thwong, chirc
nang bai tiét ctia than ciing bi suy gidm, ndng
dd cac chat dao thai qua than trong mau tang
cao." Két qua & bang 2 cho thay sau 45 ngay
va 90 ngay uéng hoan mém Tinh Ky, & ca 16 tri
1 (ubng thudc liéu 4,08 g/kg) va 16 tri 2 (ubng
thubc liéu 12,24 g/kg) ndng dd creatinin va ure
trong mau chuét khéng co sy thay dbi khac biét
c6 y nghia théng ké so v&i 16 chirng va so sanh
gitra hai thoi diém trwde, sau ubng thube thr (p
> 0,05). Trén hinh anh dai thé (hinh 1) va vi thé
(hinh 2) chwa nhan thdy sw khac biét hinh anh
dai thé than & cac chudt tai cac 16 dbi chirng
udng nuéc cét, 16 tri 1 va 16 trj 2. Nhw vay, qua
két qua nghién ctru cho thay, hoan mém Tinh
Ky khéng anh hwéng dén hinh thai ciing nhw
chirc nang than.

Vién hoan mém Tinh Ky cé thanh phan gém
cao kho toan phan Hoang ky, cao khd toan
phan Hoang tinh, cao khé toan phan Sam cau
va bot Téa dwong dwoc ng dung trong diéu
tri vé sinh nam do suy giam tinh trung.™ Cac
nghién ciru danh gia vé doc tinh riéng 1& cla
tirng dwoc liéu co trong vién hoan mém Tinh Ky
da duwoec trién khai cho thay c6 tinh an toan.*57
Khi két hop cac dwoc liéu nay trong vién hoan
mém Tinh Ky ciing cho th4y ché phdm co tinh
an toan. Két qua nghién ctvu doc tinh cip va
ban trwong dién trén chudt cdng trdng bang
duwong udng trong thdi gian 90 ngay cla hoan
mém Tinh Ky khong thé hién doc tinh ban
trwdng dién trén chudt cong trang khi cho chuét
cbng trdng ubng liéu 4,08 g/kg thé trong/ngay
(lidu cé tac dung twong dwong liéu dung trén
ngudi) va liéu 12,24 g/kg thé trong/ngay (cao
gap 3 lan liéu twong duwong liéu 1am sang dung
cho ngui). Tat c& cac chi sb theo di vé tinh
trang chung, can nang, chl*c nang tao mau,
chrc ndng gan, chirc nang than déu nam trong
gi¢i han binh thwdng, mé bénh hoc gan, than
khong c6 sw khac biét rd rét so véi 16 chirng.
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V. KET LUAN

Khéng xac dinh dwoc liéu gay chét 50% sb
doéng vat thi nghiém (LD, ) cta vién hoan mém
Tinh ky, mac du cho chudt uéng vGi thé tich va
lidu cao nhét c6 thé ubng 1a 51g /kg thé trong
chudt. Viéen hoan mém Tinh Ky khéng thé hién
ddc tinh ban trwéng dién trén chudt cdng trng
khi cho chudt céng tréng ubng liéu 4,08 g/kg
thé trong (lidu c6 tac dung twong duong liéu
dw kién dung trén Iam sang) va moét 16 udng liéu
12,24 g/kg thé trong chudt/ngay (cao gép 3 lan
liéu dw kién dung cho Iam sang) trong 90 ngay
lién tuc ubng thudc.
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Summary

EXPERIMENTAL EVALUATION OF ACUTE
AND SUBCHRONIC TOXICITY OF TINH KY

Tinh Ky soft pillformulation composed of Rhizoma Polygonati (Hoang tinh), Radix Astragali
membranacei (Hoang ky), Rhizoma Curculiginis (Sdm cau), and Cynomorium songaricum (Tda
dwong) is used in traditional medicine for the treatment of male infertility. This study was conducted
to evaluate the acute and subchronic toxicity of Tinh Ky soft pills in experimental models. The acute
toxicity study was conducted on Swiss mice. The animals were administered increasing oral doses
to determine the lowest dose causing 100% mortality and the highest dose causing no mortality. The
subchronic toxicity study was conducted on Wistar rats, divided into three groups: the control group
received distilled water at 2 ml/kg body weight. The treatment group 1 received Tinh Ky at 4.08 g/
kg/day. The treatment group 2 received Tinh Ky 12.24 g/kg/day for 90 days. Body weight, general
condition, heamatological and biochemical parameters, and histopathological changes in the liver
and kidney were monitored thorough the study period . No lethal dose (LD,,) could be determined
for Tinh Ky soft pills, even at the maximum administrable oral dose of 51 g/kg body weight in mice.
No subchronic toxicity was observed in Wistar rats administered 4.08 g/kg and 12.24 g/kg of Tinh Ky
soft pills daily for 90 days.

Keywords: Tinh Ky soft pills, acute toxicity, subchronic toxicity, Swiss mice, Wistar rats.
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