BAI NGHIEN CUU

Két qua thu kich ung da
cta bét thudc dap HV trén thuc nghiém
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Muyc tiéu: Ddnh gid kha ning gdy kich ving da ciia ciia Bot thudc ddap HV trén dong vat thuc nghiém.

Phuiong phdp: Nghién ciiu thc nghiém, tién hanh dya trén hudng dan cia OECD va ISO 10993-10 vé viéc
ddnh gid kich ting da danh cho cdc sdn phdm dung ngodi da.

Két qud: Mau thit Bot thudc dip HV khong gy kich iing da trén tho thuc nghiém, chi s6 kich ving PI1=0,0.

Tii khéa: Bot thudc diap HV, kich iing da.

SUMMARY

Objective: Avaluate skin irritatinon of Bot thuoc dap HV patches on the experimental animals.

Method: Experimental research, controlled comparative study, conducted in accordance with OECD and

ISO 10993-10 guidelines for assessing skin irritation for topical products.

Results: Bot thuoc dap HV do not cause skin irritation on experimental rabbits, primary irritation index

PII=0,0.
Keywords: Bot thuoc dap HV; skin irritation.

DAT VAN DE

Y hoc ¢6 truyén (YHCT) ra d6i tir hang nghin
nam trudc, hién nay dang c6 xu hudng ngay cang
dugc ua chuong. Nghién cttu tim hiéu tic dung cac
phuong phép diéu tri doc dao ctia cha 6ng délai la
viéc can lam, gop phan ké thua, phét trién va hién
dai héa YHCT; nang cao hiéu qua diéu tri. Dung
thuéc bén ngoai Ia mét phuong phép dic trung va
ndi bat caa YHCT, st dung don gian va dem lai
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hiéu qué cao trong diéu tri; trong d6 thudc dap
ngoai da la mot trong cac phuong phap phé bién
nhét [1]. Khi dung dép tai chd, thusc thim thdu
qua da téi tS chuic, thuc ddy tudn hoan huyét dich
tai ch, tir d6 tao ra céc tic dung diéu tri bénh.

Bot thudc dap HV la bai thudc dugc tao thanh
tlf cong thiic nghiém phuong, da dugc st dung trén
lam sang cho thdy hiéu qua cao trong diéu trj cic
ching dau trong bénh ly co xuong khép [2]. Bai
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thudc nay dugc st dung dudi dang dugc liéu tho
(nghién nhd). V&i mong muén tao ra mot sin phdm
thudn tién st dung trén lam sang, ching toi tiing
budc tién hanh nghién ciiu vé tac dung bai thudc.
V6i cac bai thudc st dung duong dung trén da, viéc
dénh gia kha ning giy kich ting da Ia rit quan trong.
Dé c6 thém can cttkhoa hoc tién hanh cic budc tiép
theo, chung t6i thuc hién nghién ctiu nay véi muc
tiéu: danh gia kha ning gy kich ting da ctia ctia Bt
thudc dip HV trén dong vit thuc nghiém.

NGUYEN LIEU VA DOI TUONG NGHIEN CUU
Chit liéu nghién ciiu

Mau Bot thue ddp HV S0g, thanh phan gom: Dia
lién 13g, Ngai ctiu 18g, Qué chi 9g, ta dugc vira va du.
Dugc liéu do Khoa Dugc, Bénh vién Tué Tinh cling
cdp, dat tiéu chudn ctia Dugc dién Viét Nam V [3].
Doi tugng nghién ctiu

Thé ching New Zealand White, l6ng tring,
trudng thanh, khoe manh, cin ning 2,0 - 2,2 kg
Thoé dugc nudi t mot tudn trudce khi tién hanh
nghién ctiu va trong sudt thoi gian nghién ciiu tai
phong thi nghiém ctia Vién nghién ctiu, Hoc vién Y
Dugc hoc ¢6 truyén Viét Nam.
Héa chit, dung cu st dung

- Gac v6 khudn cit miéng hinh vuéng dién tich
2,5cmx2,S cmy;

- Gac bang;

- Kinh lap;

- Nuéc sach dé rita viing boi thudc.
Dia di€m va thoi gian nghién ciu

Nghién cttu dugc tién hanh tai Phong thi
nghiém caa Vién nghién cttu Y Dugc ¢6 truyén Tué
Tinh, Hoc vién Y Dugc hoc ¢6 truyén Viét Nam
trong thai gian thang S va thang 6 mam 2020.

PHUONG PHAP NGHIEN CUU
Nghién ctiu kha ning giy kich ting da tién hanh

Y,

dya trén huéng dan caa OECD va ISO 10993-10
véviéc danh gia kich iing da danh cho cdc san phdm
dung ngoai da [4], [S]. S6 lugng thé nghién ctu: 3.

Quy trinh nghién ctu:

Mbi tho dugc nudi trong chudng riéng, cho dn
bang ché d¢ an riéng, git 6 nhiét do phong trong
vong 5-7 ngdy trudc khi tién hanh nghién ctu.
Trudgc khi tién hanh nghién ctu 24 gio, tho dugc
cao16ng & phan lung va hong trén dién tich 10 cmx
15 cm & ca 2 bén cot s6ng d€ boi thudc va quan st
céc vi tri tht nghiém. Trudc khi tién hanh nghién
cty, kiém tra tinh trang da tho.

Chia phén da cao 16ng lam 2 phan, chon méi
phén c6 dién tich 2,5 cm x 2,5 cm. Tho & céc 16
dugc boi thudc nhu sau:

- M6t bén thudc thu: boi mau nghién ciiu "Bot
thudc dap HV".

- Mot bén délam ching: boi 0,5 ml dung moi.

bip gac (kich thudc 2,5 cmx 2,5 cm) lén cd hai
phan boéi thudc va phan dung lam chiing. Lung tho
dugc bing (khong bang qué chit) lai bing bing gac.

Sau 4 gid, thio bo tat ca biang gac ra khoi lung
tho va rtia sach mau tha da boi trén da tho bing
nud6c sach. Panh gid va tinh diém cac chi s6 vé ban
dd (erythema), phtt né (oedema) tai thoi diém 1
gio, 24, 48, 72 gi6 sau khi loai bé mau thtr. Néu
c6 ton thuong, theo déi tho 14 ngay dé€ danh gia
kha nang phuc héi. Khi t6n thuong da héi phuc thi
ngting theo doi.

Bdng 1. Bing ddnh gid tinh diém kich iing da cho hai
triéu chiing ban dé va phu né

Ban do Diém
Khong c6 ban 0
Ban rit nhe (kho nhan thé'y) 1
Dé nhén thay 2
Nhe dén ning 3
Ning dén hinh thanh vay trén da 4
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Phuné Diém
Khong c6 0
Rit nhe (khé nhan thay) 1
Dé nhén thay (da day lén) 2
Trung binh (daylén Imm) 3
Ning (day hon Imm hoacrangoaivingbéi) | 4

Dénh gi4 két qua: Tinh chi s6 kich tng (PIL:

primary irritation index) nhu sau:

Bing 2. Bing xép logi kich ting da diya vao PIT

Xéploai PII trung binh
Khongkich ting 0-04
Kich ting nhe 05-19
Kich ting viia 2-49
Kich ting ning 5-8
KET QUA NGHIEN CUU

Cac triéu chiing ban do, pht né dugc déanh gid
trén 3 tho tai cic thdi diém 1h, 24h, 48h va 72h sau
khi loai bé mau thudc thu boi trén da va danh gia
diém theo bang 1. Két qua dugc mo ta trong bang 3.

Bdng 3. Bang ddnh gid ban d6 trén cdc thé ddnh gid kich iing da ciia Bét thudc dip HV

Ban do
Thé 1h 24h 48h 72h
TH Ch TH Ch TH Ch TH Ch
Tho 1 0 0 0 0 0 0 0 0
Tho2 0 0 0 0 0 0 0 0
Tho 3 0 0 0 0 0 0 0 0
Ghi chii:

khong c6 hién tugng ban do & tit ca cic thoi diém

TH: ving da béi mau nghién ctiu; Ch: ving da

boi dung moi

Két qua & bang 3 cho thdy:

- Trén ca 3 tho, trén vung da d6i ching déu

nghién ctiu: 1 gid, 24 gid, 48 giG va 72 gio.

- Trén ca 3 tho, trén viing da dung mau nghién

cttu Bot thudc ddp HV khong c6 hién tugng ban do
tai tit ca cac thoi diém nghién ctu.

Bdng 4. Bang ddnh gid phix né trén cdc thé ddnh gid kich ing da ciia Bt thudc ddp HV

Phuné
Tho 1h 24h 48h 72h
TH Ch TH Ch TH Ch TH Ch
Tho 1 0 0 0 0 0 0 0 0
Tho2 0 0 0 0 0 0 0 0
Tho 3 0 0 0 0 0 0 0 0
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Két qua 6 bang 4 cho thay:

- Trén ca 3 tho, trén viing da d6i chiing déu khong c6 hién tugng phii né & tit ca cic thoi diém nghién
ctiu: 1 gis, 24 gid, 48 gidiva 72 gid.

- Trén cé 3 tho, trén viing da ding mau nghién citu Bot thude dap HV khong c6 hién tugng phii né tai
tdt ca cac thoi diém nghién ciu.

Bang S. Chi s6 kich ving (PII) trén thé ddnh gid kich ting da ciia Bot thuéc dip HV

Tho PII
Thoso 1 0
Thos62 0
Tho s6 3 0

Tirkét qua §bang S, tinh dugc chi s6 kich ting (PII) ctia mau thit1a: PII = 0. Dya vao bing phéan loai kich
ung da theo PII, mau tht Bot thudc ddp HV khong géy kich ting trén da tho trong thoi gian nghién ctiu.

Hinh anh kich ting da tho s6 1 tai cac thoi diém trudc duing thudc, sau 1h, 24h, 48h, 72h sau khi loai
bé thudc:

Thoi diém Thudc

Trudc boi thusc

Sau 1h

Sau24h

TAP CHIY DUQC CO TRUYEN VIET NAM Rles

)-2021 SRS



BAI NGHIEN CUU J

Sau48h

Sau72h

KET LUAN

Tirkét qua danh gia kha nang gay kich ting da ctia Bot thuéce diap HV trén tho thuc nghiém, ching toi
dua ra két ludn nhu sau: Mau thit Bot thude dip HV khong gay kich tng da trén tho thuc nghiém, chi s6
kich ting P1I=0,0.
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