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Muc tiéu: Khao sét tinh kich #ng tryc trang cua cao long PH trén tho
thurc nghiém. Poi twong va phwong phdp nghién ciru: Cao long PH duwoc san
Xudt va cung cap béi Khoa Duoc-Vién Y hoc ¢é truyén Qudn dgi. Nghién ciu
phong thi nghiém, thiét ké nghién cizu cait ngang va theec nghiém trén tho ching
Newzeland White, ¢é doi chiing theo 1SO 10993-23:2021 vé phirong phdp déanh
gia tinh kich izng truc trang. Két qud: Chi sé kich ing truec trang cua cao long
PH twong 1ing mizc khéng gay kich #ng. Két lugn: Cao léng PH khong gay
kich ¢zng truc trang theo tiéu chudn 1SO 10993-23:2021.
T khéa: Cao long PH, kich ng truc trang, thuc nghiém.

RESEARCH ON RECTAL IRRITATION OF PH LIQUID EXTRACT
ON EXPERIMENTAL RABBITS

Abstract:

Background: To examinate the property of rectal irritation of PH
extract on experimental rabbit. Materials and method: PH extract is
manufactured and supplied by Vietnam Military Institute of Traditional
Medicine. Laboratory research, cross-sectional and experimental design in
controlled Newzeland White rabbits. Results: About rectal irritation, the
irritant point of PH extract corresponding to none rectal irritation.
Conclusion: PH extract is perfectly satisfactory in terms of rectal irritation
standards as stipulated by the 1SO 10993-23:2021.
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I. PAT VAN PE tri cha yéu ¢ truc trang va dai trang

Viém loét dai truc trang chay sigma, giam dan cho dén dai trang
mau (VLDTTCM), hay con goi la phai, gay viém, loét va chay mau
viém loét dai trang (Ulcerative dai truc trang. Bénh c6 nhiéu bién
colitis, UC), viém loét dai trang chung va c0 ty Ié tir vong cao. Day
khong dac hiéu, Ia bénh man tinh, la mot trong nhitng bénh ma 'y hoc
kéo dai, hay tai phat, ton thuong hién dai dang gap nhiéu khé khan,
niém mac va 16p dudi niém mac, vi han ché trong diéu tri.[1]
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Theo y vin va thuc tién 1am
sang tur trude dén nay cho thay, y
hoc ¢b truyén da va dang sir dung
nhiéu phuong phép diéu tri khéc
nhau d6i véi cac ching bénh nay
nhu: thudc thang, cham ctu, bim
huyét, thudc thut giir dai trang, theo
bién chirng luan tri hay kinh nghiém
déu thu dugc nhing két qua nhat
dinh. Trong d6, dung thudc thut giir
dai truc trang la mot phuong phap
dugc s dung phd bién hon ca vi
tinh wu viét nhu thudc cé thé phét
huy tac dung truc tiép Ién ton
thuong, tranh dugc cam giac khd
udng nhu thudc thang, va ciing
khong anh huong truc tiép dén da
day, giam nhirng anh huong khéng
mong mudn téi chic ning gan,
chirc nang than.

Cao long PH 1a mot ché pham
thuéc Y hoc co truyén, san xuat
theo phuong phap chiét nudc, ding
thut gitr truc trang va da duoc
nghién citu c6 tac dung hd tro diéu
tri viém loét dai truc trang chay mau
trén thuc nghiém. Dé danh gia muc
do kich ng tryuc trang cua cao long
PH thng qua quan sat cac bién doi
dai thé, vi thé cua truc trang trén tho
thuc nghiém (theo tiéu chuan 1SO
10993-23:2021) va lam can ct tién
hanh danh gia tic dung trén lam
sang, chdng toi tién hanh dé tai
“Nghién cau tinh kich ang truc
trang cua cao long PH trén tho thuc
nghiém”.
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Il. POI TUONG VA PHUONG
PHAP NGHIEN CUU
2.1. Péi twong nghién cieu
2.1.1. Ché phim va héa chit
nghién ciru
2.1.1.1. Ché pham nghién ctu:
Cao long PH duoc san Xuét tai
khoa Dugc-Vién Y hoc co truyén
Quan doi bang phuong phap chiét
nuoc, ti 1€ 1:1, dong lo 100mL/lo.
Thanh phﬁn: Co6 nho ndi sao 50g,
Tam thét sao 3g, V6 nuc nac 25g,
Che day 12g, Hoe hoa sao 10g,
nude cat vira da 100ml. Cac vi duoc
liéu duge kiém nghi¢m dat yéu cau
theo tiéu chuin Duogc dién Viét
Nam V, ché pham dat tiéu chuan co
sO.
2.1.1.2. Hoa chat, dung cu phuc vu
nghién curu
Sonde mém thyt tryc trang
dau tu, ¢ 14, dai 6cm, xy lanh 5
mL, gac vo khuén, bang y té, kinh
lup, dung dich NaCl 0,9%.
2.1.2. Dong vat thuc nghiém
Nghién ciru tién hanh trén tho
ching Newzeland White, khong
phan biét gisi tinh, trong lwrong moi
con tir 1,8 - 2,2kg. S6 lugng 06 con.
Thé thuc nghiém dugc nuodi
trong diéu kién phong thi nghiém
tai Khoa Nghién ctru thyc nghi¢m
trong 07 ngay trudc khi tién hanh
nghién cuu.
2.2. Thoi gian va dia diém nghién
cuu



Nghién ctru tién hanh tai Khoa
nghién cau thuc nghiém (C15)-
Vién Y hoc ¢ truyén Quan doi.
Thoi gian nghién ciu tr thang
5/2024 dén thang 6/2024.

2.3. Phuong phap nghién ciru
2.3.1. Thiét ké nghién ciu

Nghién ctu thtr nghiém kich
ung trén truc trang dugce ap dung
theo tiéu chuin ISO 10993-23:
2021 dbi véi cac thude nghién ctru
tiép x0c Vi truc trang.

Ché pham nghién ctu: Cao
long PH, liéu luong st dung la
1,0ml cho mdi truc trang cta tho.
2.3.1.1. Quy trinh nghién ctu

- Thé dugc nudi trong 1ong va
cho an riéng, gitt ¢ nhiét do phong
trong vong 1 tuan.

- 06 thé chia déu thanh 02 16
dung thudc nghién ctru va 16 ddi
chting, méi 16 03 th.

- Kiém tra sy tiét dich truc
trang, sung tdy hau mon va/hoic
cac dau hiéu bat thuong trudc khi
thuc nghiém.

- Gan sonde tryc trang voi
xylanh dé bom cao léng PH hoic
NaCl 0,9%. Ong thong dugc lam
am bang dung dich NaCl 0,9%
trude khi ludn vao truc trang tho.

- Giit chat dong vat bang dung
cu ¢b dinh hodc bﬁng tay va ¢ dinh
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chan sau dé 16 phén hau moén truc
trang. Nam chit va nang dudi tho
lén dé 16 day chau. Nhe nhang dua
éng thong di dugce 1am 4m vao sdu
trong tryc trang va day xylanh cho
toan bd lidu 1 ml cao long PH va
dung dich NaCl 0,9% vao truc trang
& mdi 16. Sau d6 rut éng thong va
v¢ sinh sach.

- Lap lai quy trinh trén véi
khoang thoi gian (24h) mdi ngay
trong 05 ngay lién tiép.

- Quan sat: O thoi diém 24h
sau lan 4p dung ban dau va ngay
trude mbi lan diéu tri, ghi lai cac
dau hiéu chay mu, tiét dich, ban do
va kich ing & hau mon.
2.3.1.2. Panh gia két qua

- Péanh gia dai thé: O thoi
diém 24h sau lidu cudi cing, md
dong vat. Boc tach toan b truc
trang, mé theo chiéu doc va kiém
tra ciac ddu hiéu kich tng, ton
thuong 16p biéu mo va hoai tir.

- So sanh tryc trang cua tho
thir nghiém véi truc trang cua thé
d6i chimg.

- C6 dinh doan truc trang tho
vao dung dich Formol 10% dé lam
mo hoc.

- Panh gia mdé bénh hoc:
Chuyén gia giai phau bénh doc két
qué vi thé danh gia bang thang diém
sau day:



Bang 1. Hé thong cham diém dé kiém tra bang kinh hién vi cho tryc trang

Phan ing

Piém danh gia

Biéu mo

Binh thuong, nguyén ven

Té bao bi thoai hoa

Di san

Co6 6 bao mon

Bao mon toan thé

AlWIN|IFL|O

Tham nhap bach ciu

- Khéng cé

- Rat it (t61 thiéu <25)

- Nhe (25-50)

- Trung binh (50-100)

- Nhiéu (dang ké) (>100)

AlWIN|FR|O

Téc nghén mach mau

- Khéng c6

- Rat it

- Nhe

- Vua

- Nhiéu (c6 v& mach mau)

Al W[N] ] O

Phu né

- Khong phu né

- Rat it

- Nhe

- Vira

WIN|FL|O

- Phu né nghiém trong.

4

Tinh tong diém danh gia
bang vi thé véi tat ca cac dong vat
trong nhom thir nghiém va chia
tong cho s6 lan quan sat dé 1ay diém
trung binh ciia nhom thur nghiém.
Diém tdi da 1a 16. Lap lai phuong

phap danh gia v6i nhom dbi chung.
LAy gi4 tri trung binh cta nhom thir
trir di gia tri trung binh ctia nhém
chtng thi ra chi s kich tng tuong
ung & bang dudi.

Bang 2. Bang diém danh gi kich ng tryc trang

Pi¢m trung binh Loai phan ung
0 Khong kich ung
1-4 Kich ung khong déng ké
5-8 Kich tng nhe
9-11 Kich tng vira phai
12 -16 Kich tmg nghiém trong
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2.3.4. X ly sé ligu

Céc s6 liéu nghién ciru dugc
xt Iy theo phuwong phap thong ké y
sinh hoc bang phan mém Excel
2010. S6 liéu dugc biéu dién dudi
dang trung vi (cuc tiéu-cuc dai).
I1l. KET QUA
3.1. Panh gia dai thé

Trong sudt qua trinh nghién
clru va tai thoi diém 24h sau lidu
cubi cuing, tat ca tho nghién ctru déu
song, an udng binh thudng khong

¢ cac biéu hién nhu mét moi,
chuéng bung, di ngoai hoac sung
tay hau mon va dich tiét bat thuong.

Tai thoi diém 24h sau liéu
cubi ciing, tién hanh mo tat ca 6 tho,
sau d6 boc tach toan b truc trang,
mo theo chiéu doc va kiém tra, quan
sat bang mat thuong va kinh lap, &
16 ching va 16 dung cao long PH
déu khong phat hién cac dau hiéu
kich tmg, ton thuong 16p biéu mo va
hoai tu.

Tho s6 03 - L6 ching
Hinh 1. Hinh anh dai thé truc trang cua tho nghién ciru.

Nhan xét: Hinh anh bé mit
tryc trang c6 16p niém mac mong,
bé mit twong ddi tron nhin, khong
c6 nép gap 16i 16m, mau tring hong.
Khong phat hién khac biét gitra hai
16 tho.

Tho s6 06 - Lo cao 1ong PH

3.2. Panh gia vi thé

Chuyén gia giai phau bénh
doc két qua vi thé danh gid bang
thang diém va dugc tong két & bang
dudi day.

Bang 3. Diém kich tng truc trang trén tho nghién ctru.

L5 Tl;(”) BiéAu Thim nl:zflp Tic nghén | o o s Téng

i} mo Bach cau | mach mau

Déi 01 0 0 0 0 0

chitng 02 0 1 0 0 1

03 0 0 0 0 0

Cao 04 0 0 0 0 0

16ng 05 0 0 0 0 0

PH 06 0 0 0 1 1
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Nhan xét: Tai thoi diém két
thiic sau 5 ngay thut gilr lién tuc,
quan sat tryc trang cua tho nghién
ctru duéi kinh hién vi cho thay:
Niém mac tryc trang binh thudng,
con 16 ciu trac cac 16p ni€ém mac,
ha niém mac, co niém, 16p co va
thanh mac. Cac tuyén ché tiét duoc
16t boi cac té bao biéu mo co nhan
déu, min. Chi c6 truc trang cua tho
s6 02-16 chtng c¢6 tham nhiém bach

truc

2 ™

cau & muc do rat it va tho s 06-10
cao 1ong PH c6 phu né rit nhe. Két
qua tong diém danh gia trén vi thé
truc trang tho cua ca 16 thir cao 1ong
PH va 16 chirng thut gitt dung dich
NaCl 0,9% déu 1a 1 diém. Nhu vy,
chi s6 kich tng truc trang cta 16 thir
cao long PH 1a 0 diém, twong tng
voi muac khong gay kich ung truc
trang theo tiéu chudn ISO 10993-
23:2021.

RS S

trang tho s6 06 - Lo cao 1ong PH (HE x 200)

IV. BAN LUAN

Cao long PH 1a mot ché
pham thubc Y hoc ¢b truyén duoc
bao ché tir bai thudc kinh nghiém
Vi céc thanh phan cha yéu gom Co
nho ndi, Tam that, Ché day, Vo nlc
néac va Hoe hoa duoc phdi ngii cling
nhau phat huy tac dung thanh nhiét
trir thap, lwong huyét chi huyét, sép
truong chi ta. Ché pham nay duogc
chi dinh dung theo phuong phap
thut giit dai trang dé hd tro diéu tri
bénh viém loét dai truc trang chay
mau, day la mot trong nhiing
phuong phap da dugc sir dung tu
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1au trong diéu tri bénh cua Y hoc ¢b
truyén. Chuong tap chtng, Sach
Canh nhac toan thu cho rang: dai
truong & vi tri xa nhat nén cac thubc
udng rat kho tac dung toi. Bénh
viém loét dai truc trang chay mau
c6 ddc diém sinh 1y bénh dic biét 1a
t6n thuong bit dau tir tryc trang tro
lén, c6 thé lan rong toan bo niém
mac dai trang, trong d6 ton thuong
& truc trang va dai trang sigma la
thuong gap nhat. Vi vay, liéu phap
thut gitr tai chd twong dbi thich
hop ddi trong diéu tri tai chd doi
véi can bénh nay. Viéc sir dung



thubc diéu tri tai chd théng qua
dudng truc trang co thé gitp khac
phuc duoc nhing van dé ma thuoc
duong ubng gip phai nhu sy anh
huong cua axit, kiém, cac enzym
trong duong tiéu hoa hay su kich
rng cua thudc déi véi da day, ciing
nhu tranh duoc cam giac dang,
chat khé udng gap phai khi udng
thuéc YHCT. Théng qua thut gitr
giup thubc tac dung truc tiép vi tri
ton thuong tai dai truc trang, gia
ting su hap thu va do sinh kha
dung cua thudc, nang cao tac
dung, giam phan &rng viém cua dai
trang. [2]

Theo phan loai, thut gitr dai
trang thudc phuong phap ngoai tri
theo Y hoc ¢ truyén, dung dich cao
long PH s& duoc luu giir va tiép xdc
truc tiép voi niém mac truc trang
trong khoang thoi gian nhat dinh, vi
vay can thiét phai tién hanh tho
nghiém danh gia doc tinh tai chd vé
tinh kich tng tryc trang theo quy
dinh cua Bo Y té Viét Nam ciing
nhu qubc té.[3],[4] Tiéu chuan ISO
10993-23:2021, do T6 chuc Tiéu
chuan Quéc té (1SO) phat trién, la
phan dugc xuit ban vao nim 2021,
cung cap quy trinh thu nghiém dé
danh gia vé kha nang gay kich ung
cua cac ché pham y té. Tiéu chuan
nay lién quan dén tat ca cac ché
pham y té tiép xtc tryc tiép hodc
gian tlep bat ké ban chat va thoi
gian tiép xlc vai co thé. Thong qua
cac thir nghiém dé xem xét cac nguy
co tiép xUc gay kich ¢ng tiém an.
Mot s6 ché pham y té duoc thu
nghiém duoc phat hién co kha nang
gay kich &ng da hoic niém mac. Vé
mat nay, cac nha san xuat c6 nghia
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vu danh gia vé tac dong tiéu cuc khi
né tiép xdc véi moé ngudi trude khi
dua ra thi trwong. Tinh Kich ang
truc trang 1a mot thanh phan thiét
yéu trong cac danh gia ban dau doi
v6i mot ché pham dung theo duong
truc trang. [5]

Ddi chiéu theo yéu cau cua
tiéu chuan 1SO 10993-23:2021 quy
dinh, ché pham cao long PH c6 dd
kiém toan Ia 5,2 nam trong giGi han
(2-11,5) dam bao y&u cau tién hanh
thir nghiém kich ung truc trang. Ap
dung quy trinh thir nghiém vé danh
gié tinh Kkich @ng truc trang, nghién
ctru nay lya chon tién hanh trén doi
tuong la tho chung Newzeland
White voi s6 lugng 1a 03 tho cho
mdi 16. Tho la dong vat rat nhay
cam véi cac yéu t6 ngoai canh, dac
biét 12 dudng tiéu héa, chi can thirc
an khong v¢ sinh hodc khong phu
hop rat dé dan dén tinh trang roi
loan tiéu héa nhu chudng bung day
hoi hodc ia chay va tho co thé bi
chét, chinh vi vay chiing rat thich
hop ddi véi cac thir nghiém nay dé
cung cip cho ching ta thong tin vé
tinh kich tng co thé c6 cua ché
pham y té duoc thir nghiém. Ve lidu
lwgng dung dich thut truc trang di
Vi tho trong nghién ctru nay duogc
cin ctr theo khuyén céo cua tiéu
chuan 1SO 10993-23:2021 va tac
gia D6 Trung Pam 1a ImL/truc
trang/lan, véi lwong dung dich nay
la phd hop dé lwu gitr trong truc
trang tho mot thoi gian ma khéng
gay ra phan tng bai tiét ngay tac
thi, gilp tao diéu kién cho cac dung
dich nghién ciu tiép xdc truc tiép
v6i bé mat niém mac truc trang, nho
d6 c6 thé danh gia dugc cac phan



{rng cua truc trang ddi véi dung dich
nghién cau. [5], [6]

Két qua nghién ciu nay cho
thdy, trong subt qua trinh nghién
ctru ca hai 16 tho déu khdng c6 cac
biéu hién bat thuong, hau mén
khong sung né, khong c6 dich tiét
bat tat ca cac tho déu song sau khi
két thic 5 ngay lién tuc thut giir truc
trang. Thong qua quan sat danh gia
dai thé truc trang cua tho cho thiy
khéng cé su khac biét rd rét gitra 16
chung thut git dung dich nudc
mubi dang trwong va 16 thir thut giir
cao long PH. Péanh gia trén vi thé,
chi s6 kich tng truc trang cua 16 thir
thut gitr cao long PH la 0 diém,
tuong (ng vai mac khéng gay kich
ung truc trang. L6 chung c6 01 tho
c6 tham nhiém bach cau muc do rat
it va 16 thir cao long PH c6 01 truc
trang tho cé biéu hién phu né rt it,
day c6 thé lién quan dén anh huong
cua sonde thut tiép xUc truc trang,
dac biét la khi thuc hién trén dong
vat thuc nghiém la tho - mot loai
dong vat rat nhay cam.

V. KET LUAN

Qua qua trinh danh gid tinh
kich tng truc trang cua cao long PH
trén tho thuc nghiém theo phuong
phép danh gid tinh kich ung truc
trang tiéu chuan 1SO 10993-
23:2021, ching toi rat ra dugc cac
két luan sau:

- Khong phat hién cac dau
hiéu kich ung, ton thuong 16p biéu
mé va hoai tir trén dai thé truc trang
cua thd nghién ctru duoc thut gilr
cao long PH lién tuc trong 05 ngay
v6i lidu lwong ImL/truc trang tho.

- Chi s6 kich &ng truc trang
cua 10 tho thut gitr cao long PH khi
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danh gia trén vi thé 12 0 diém, twong
ung véi mac khéng gay kich ung
truc trang.

Nhu vay, cao long PH dugc
nghién ciru khéng gay kich ing trén
tho thuc nghiém, cd thé dinh huéng
tiép tuc nghién ctru sir dung an toan
trén 1dm sang.
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