TAP CHI NGHIEN ClPU Y HOC
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Trwong Pai hoc Y Ha Noi

Nghién ctru danh giad kha ndng gay kich (g da ctua Medicell Plus Premium (MPP) trén thé va anh

huéng toan than ciia MPP béi ngoai da trén chudt céng trdng bj bdng nhiét. BDénh gia kha ndng gay kich

tng da duoc tién hanh theo huéng dan cia OECD va ISO 10993-10. Chudt duoc gay béng nhiét trén da

Iwng bang dung cu kim loai, sau dé béi MPP trong 21 ngay. Céc chi sé huyét hoc, sinh héa, vi thé gan va

than cta chudt duoc dénh gia. Két qua nghién ciru cho thdy MPP khéng géy kich tmg da trén thd. MPP liéu

0,2 mi/ldn, mét hodc hai lan/ngay khéng dnh hudng dén céc chi sb huyét hoc, mirc do hiy hoai té bao gan,

chirc ndng gan va chirc ndng than. Ngoai ra, cu tric vi thé gan va than cta chudt cua 16 béi MPP khéng

co s khac biét ré6 rét so voi 16 ching sinh hoc. Nhw vdy, MPP béi ngoai da & liéu 0,2 mifldn, moét hodc

hai lan/ngay khéng gay déc tinh toan thén sau 21 ngay béi thubc thir trén mé hinh gdy bdng thuc nghiém.

Twr khéa: Medicell Plus Premium, bong, kich trng da, dong vat thwc nghiém.

. DAT VAN PE

Da la co quan I&n nhét clia co thé, déng vai
tro nhw moét hang rao bao vé quan trong gitra
moi trng bén ngoai va bén trong co thé, ddng
thoi tham gia diéu hoa than nhiét va duy tri can
bang nwéc — dién gidi.' Béng 14 tinh trang tén
thwong da va/hoac cac moé dwdi da do tac dong
cUa nhiét, blrc xa, hoa chat hodc dién. Mirc dd
nang cda bdng thwéng dwoc danh gia dwa trén
dd sau tén thwong va ty |& dién tich bdng so voi
tbng dién tich bé mat co thé.2Ngoai nguy co tir
vong, bdng con cé thé gay ra nhiéu di chirng
lau dai néu khoéng duoc diéu tri kip thoi va phu
hop, nhw seo xo, co rut, han ché van dong va
bién dang thdm m§. Nhirng hau qua nay khéng
chi @anh hwéng dén strc khde thé chat ma con
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lam suy gidm chat lwong cudc sbéng cla nguoi
bénh. Mac du diéu tri bdng da c6 nhiéu tién bo
trong nhirng thap ky gan day, viéc tim kiém cac
phwong phép diéu tri méi cé hiéu qua cao, an
toan va it tdc dung khéng mong muén van 1a
mot nhu ciu cap thiét.2

Medicell Plus Premium (MPP)la ché pham
bdi ngoai da chiva 11% dich chiét nudi cay té
bao gbc thy xwong, két hop véi chiét xuat tir té
bao hoa nhung tuyét (Leontopodium alpinum),
cung nhiéu peptid va collagen. Ché phadm nay
duoc dinh huwéng st dung trong diéu tri cac tén
thwong da, bao gdm ca bdng. M6t nghién ctru
clia chang ti da chi ra ring MPP & liéu 0,2 ml/
lan, dung mét lan/ngay hodc hai lan/ngay, cé
tac dung lam giam dién tich vét bdng, ting néng
dd hydroxyprolin trong da c6 y nghta théng ké
so v&i 16 mo hinh. Tuy nhién, viéc st dung san
ph&m béi ngoai da trong thoi gian dai cling c6
thé gay ra cac anh hwéng toan than, dic biét
khi 4p dung trén cac vét thwong hé.4 Hon niva,
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viéc danh gia kha nang gay kich &ng da ciling
nhw doc tinh tiém tang cla san pham la can
thiét. Khi str dung cac san phadm boéi ngoai da,
da la co quan dau tién tiép xdc véi cac hoat
chét, ddng thoi déng vai trd nhw mét hang rao
kiém soat qua trinh gidi phéng va hap thu cac
thanh phan nay.5¢ Vi vay, viéc danh gia doc
tinh trén moé hinh dong vat thwc nghiém duoc
xem |a bwéc quan trong trwdc khi tién hanh cac
nghién ctru 1dm sang trén nguwoi.

Do dd, nghién clru nay nhdm danh gia kha
nang gay kich trng da ciia MPP trén thé chiing
Newzealand White va anh hwdng toan than
cta MPP dung dwong boi ngoai da trén chubt
cbng trdng chang Wistar bi gay béng nhiét.

Il. DOl TUONG VA PHUONG PHAP
1. Péi twong

San pham nghién cteu

Medicell Plus Premium (MPP) 1a ché pham
bbi ngoai da chira 11% dich chiét nuéi cay té
bao gbc tiy xwong, két hop véi chiét xuat tr té
bao hoa nhung tuyét (Leontopodium alpinum),
MPP, duwoc san xuat bdi Cong ty Picostech
Co., Ltd., va dwoc nhap khau va phan phéi
b&i Cong ty TNHH TM Ngan Phat. San pham
dat tiéu chuan co sé. Sé6 dang ky lwu hanh:
261894/25/CBMP-QLD. L6 san xuét: NLOGF.
Han st dung: 02/12/2027. Hop gc‘“)m 6lox5
ml. MPP |& ché phdm bdi ngoai da chira 11%
dich chiét nuéi cdy té bao gbc tiy xwong, chiét
xuét tr t& bao hoa nhung tuyét (Leontopodium
alpinum), hop chat gébm 6 loai peptid (copper
tripeptid-1, hexapeptid-9, palmitoyl tripeptid-1,
acetyl hexapeptid-8, tripeptid-1, palmitoyl
pentapeptid-4) va collagen thiy phan.

Déng vét thwere nghiém

Chudt cbng trdng ching Wistar, ca hai
gibng, khde manh, can nang 200 + 20 gam.
Thé ching Newzealand White, 16ng tréng, ca 2
gidng, khée manh, can nang 1,8 - 2,2 kg. Bong

vat nghién cru dwoc nudi trong 7 ngay trwdc
khi nghién ctu va trong subt thoi gian nghién
clru véi diéu kién nhiét do duy tri 25 + 1°C, do
4m khong khi va anh sang thich hop. Bong vat
nghién ctru dwoc nudi béng thire &n tiéu chuén
va ubng nuéc tw do theo nhu ciu tai B6 mén
Duoc ly, Trwong Dai hoc Y Ha Noi.

2. Phwong phap

Danh gia kha nang kich rng da cia MPP

Nghién ctru kha nang gay kich (rng da dwogc
tién hanh theo hwéng dan cia OECD va I1SO
10993-10 vé& viéc danh gia kich ng da danh
cho cac san phdm dung ngoai da.>®

Kha nang kich trng da clia san phadm duwoc
danh gia trén 03 thé. Trwdc ngay nghién clru 24
gi®, thé dwoc cao ldng & phan hong va lwng véi
dién tich 10 cm x 15 cm & c& hai bén cot séng
dé boi san phdm nghién ctru va quan sat cac vi
tri thir nghiém. Trwéc khi tién hanh nghién ctu,
kiém tra tinh trang da thd. Chi dwa vao nghién
ctu nhirng thé co tinh trang da binh thwdng,
con nguyén ven, khong cé bat ky tdn thuwong
nao. Chia phan da da cao 16ng thanh hai phan
twong tng véi hai bén cot sdng, chon méi bén
mét dién tich 2,5 cm x 2,5 cm trén mbi thd. Mot
bén dung lam chirng, mot bén cho tiép xdc voi
MPP va bang lai. Danh gia va tinh diém cac
chi s6 vé ban dd, phu né tai thoi diém 1, 24,
48, 72 gi¢r sau khi loai bd mau thir. Néu co ton
thwong, theo déi thd 14 ngay dé danh gia kha
nang phuc héi. Khi ton thwong da hdi phuc thi
ngrng theo dai.

Tinh chi sé kich (rng cho tirng thd, tir d6 tinh
chi sb kich (rng ctia san phdm thir: Sau khi tién
hanh tinh diém trén thd (Bang 1), toan bo diém
ban dd va phu né tai cac thoi diém 1, 24, 48 va
72 gi& dwoc cdng lai riéng ré cho tirng mau thir
va mau trang dbi véi mdi con thd. Chi sé kich
(ng cla trng con thé dwoc tinh bang cach 1y
téng tat ca cac diém chia cho 6 (twong rng v&i
hai vi tri thi/nghién ctu va ba thoi diém danh
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Bang 1. Tinh diém kich trng da cho triéu chirng ban dé va phu né

Ban d6 Phu né
Khéng co ban 0 Khodng céd 0
Ban rat nhe (khé nhan thay) 1 RA&t nhe (kh6 nhan thay) 1
Dé& nhan thay 2  Dé& nhan thay (da day lén) 2
Nhe dén nang 3 Trung binh (day Ién 1 mm) 3
N&ng dén hinh thanh vay trén da 4 Nang (day hon 1 mm hodc ra ngoai vung boi) 4

gia). D& xac dinh chi sé kich trng cia s&n phadm
nghién ctru, téng cac diém kich &ng cla tirng
con thd dwoc cong lai va chia cho 3. Mrc d6
kich ng da dwoc phan loai dwa trén chi sé kich
trng trung binh, trong d6 khéng kich rng twong
(rng v&i chi 6 tir 0 dén 0,4; kich tng nhe tir 0,5
dén 1,9; kich &ng vira tlr 2 dén 4,9; va kich tng
nang khi chi s6 nam trong khoang tir 5 dén 9.

Danh gia anh hwdéng toan thadn caa MPP
dung dwong béi ngoai da trén déng vat gay
bdéng thwc nghiém

M®é hinh dwoc tién hanh dwa trén cac nghién
ctu trwdc d6 vé bdng nhiét trén da chudt céng
trang.” Chudt cdng trang dwoc chia ngau nhién
thanh 316, méi 16 10 con nhw sau:

- L6 1 (Chng sinh hoc): Khéng gay béng,
khong béi thubc.

- L6 2 (L6 tri 1): Gay bdng trén da, béi MPP
lidu 0,2 ml/lan, 1 lan/ngay.

- L6 3 (L6 tri 2): Gay bdng trén da, béi MPP
lidu 0,2 ml/lan, 2 lan/ngay.

Chuét & cac 16 dwoc gay tén thwong bdng
trén da theo md hinh gay béng nhiét bang dung
cu kim loai theo mé ta ciia Durmus AS va cdng
sw.” Chudt dwoc cao I6ng & vung lwng (phia
dw&i ngang 2 mao chau cta dui chudt), tir dé
cét 1&n phia trén khodng 6 cm va rong ra 2 bén
mdi bén khodng 3 cm, tao thanh dién tich vung
cao long 6x6 cm. Trwdc khi gay bong, chubt
dwoc gdy mé bang cach tiém mang bung dung
dich cloralhydrat liéu 250 mg/kg. Bdng nhiét
trén chudt dwoc gay ra bang cach d&t dung cu

gay béng (nang 200 g, dwdng kinh 2,5 cm),
da dwgc nhung trong nwédc s6i & 100°C, dat
vuodng goc trén lwng chudt trong 25 giay, khéng
tac dong thém lwc tir bén ngoai dé duy tri nhiét
d6 &n dinh. TAt ca chudt dwoc tiém mang bung
dung dich Ringer lactat ngay sau khi gay bong.
Sau d4, chudt dwoc nhét vao tirng chudng
riéng. Thubc ther va chirng dwong duoc s
dung ngay sau khi gdy mé hinh béng trén da
chudt va trong vong 21 ngay sau do.

Anh hwéng toan than cta MPP dung theo
dudng bdi ngoai da trén chudt cong trang gay
bdng trén thwc nghiém dwoc danh gia thong
qua cac chi sb sau®:

- Banh gia chirc ndng tao mau théng qua sb
lwgng hdng cau, thé tich trung binh héng cau,
ham Iwong hemoglobin, hematocrit, sé lwong
bach cau, cdng thirc bach ciu va sb lwong tiéu
cau.

- Banh giad chirc nang gan thdng qua dinh
lwong mot sé chat chuyén héa trong mau:
bilirubin toan phan, albumin va cholesterol toan
phan. Panh gia mirc dd hiy hoai t& bao gan
théng qua dinh lwvgng hoat dd enzym trong
mau: ALT, AST.

- Banh gia chirc néng than théng qua dinh
lwong ndng do creatinin huyét thanh.

Céc thdng sb dwoc danh gia vao thoi diém
trwdc khi boi thube ther, sau 10 va sau 21 ngay
béi thube thir.

- Tai thoi diém két thac nghién ctru, chudt
dwoc md dé quan sat dai thé toan bo cac co
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quan. Kiém tra ngau nhién c4u trac vi thé gan,
than ctia 30% sb chudt & méi 6. Cac xét nghiém
vi thé duoc thyc hién tai Khoa Xét nghiém,
Trwéerng Pai hoc Y té cong cong.

X ly sé liéu

Phan tich théng ké dwoc thwe hién bang cach
str dung SigmaPlot 12.0 (SYSTAT Software Inc,
Richmond, CA, USA). Cac bién s6 duoc kiém
tra phan b bang kiém dinh Shapiro—Wilk va déu
tuan theo phan bé chuan. Két qua dwoc biéu thi
dw&i dang gia tri trung binh + SD. Sy khac biét
gitta cac nhém dwoc danh gia bang phuwong
phap phan tich phwong sai mot yéu t& (ONE

WAY ANOVA) sau d6 str dung test hau kiém
Student-Newman-Keuls dé& so sanh ting cap.
Su khac biét 6 y nghia thdng ké khi p < 0,05.

Ill. KET QUA

1. BPanh gia kha nang gay kich trng da cua
MPP

Két qua nghién ctu cho thay trén ca 3 thd,
vung da dbi chirng va vung da bdi MPP déu
khong c6 hién twong ban dd va phu né & tat ca
céac thoi diém nghién cteu. Theo phan loai kich
&ng da theo chi sé kich trng, MPP khong gay
kich &rng trén da tho trong thoi gian nghién ciru.

Bang 2. Bang danh gia ban dé va phu né trén cac thé

Ban dé Phu né
Tho 1h 24h 48h 72h 1h 24h 48h 72h

T ¢c,T C T C/ T C T C T C T C T C
1 o o 0 O/ 0 O O O O O O O 0 O0/0 o
2 o o 0 O/ 0 O O O O O O O 0 O0/0 O
3 o o 0 O/ 0 O O O O O O O 0 O0/0 o

T: Vung da béi mau nghién ctru C: Vung da chimg
Trwéc bdi thubc  Sau 1 gioy Sau 48 gi& Sau 72 gi¢

"~ Chirng

Medicell
Plus
Premium

Sau 24 gio

Hinh 1. Hinh anh da thé sé 1 tai cac th&i diém nghién ctru

2. Anh hwéng toan than cia MPP dung
dwong boi ngoai da trén dong vat gay béng
thwe nghiém

Danh gia chire nang tao mau

Két qua & Bang 3 cho thay sé lwong hdng
cau, ham lvong huyét sic td, hematocrit,

thé tich trung binh héng cau cta chudt boi
MPP lidu 0,2 ml/l4n, 1 va 2 lan/ngay déu
khéng c6 sw khac biét c6 y nghia théng ké
so v@i |6 chirng va so sanh gilra cac thoi
diém trwdc va sau khi boi thubc thir (p >
0,05).
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Bang 3. Anh hwéng cua MPP dén sé6 lwong hdng cau, ham lwong huyét sac t6, hematocrit,
thé tich trung binh héng cau

L6 chut Iru’c'w’c Sa‘u Sa‘u
nghién ciru (1) 10 ngay (2) 21 ngay (3)
Chteng sinh hoc (a) 8,46 + 1,71 9,29 + 1,21 9,50 + 0,62
Sé lvong MPP 0,2 ml/ngay (b) 8,89 + 0,66 9,42 + 1,07 9,31+0,78
héng céu (T/) MPP 0,4 ml/ngay (c) 8,82+ 0,82 9,46 + 1,01 9,58 + 1,11
p,,> 0,05, p,,>0,05,p, ,>0,05,p_,>0,05
Chirng sinh hoc (a) 10,81 % 1,58 10,95+ 1,09 10,77 £0,74
Ham Ivong — ~\ibp 0 2 miingay (b) 10,13 + 1,61 11,10+ 1,33 10,98 0,99
huyét sac to
(/) MPP 0,4 ml/ngay (c) 10,40 + 0,75 10,98 +0,89 10,79 + 0,62
p,,> 0,05, p,,>0,05,p,,> 0,05 p_,>0,05
Chirng sinh hoc (a) 42,97 £ 9,17 45,50 £+ 5,85 46,77 + 3,03
Hematocrit  MPP 0,2 miingay (b) 44,33 + 4,11 46,70 £+ 4,56 45,70 + 3,81
(%) MPP 0,4 ml/ngay (c) 42,66 + 4,22 46,18 +3,96 45,26 + 4,01
p,,>0,05,p,,> 0,05 p, . >0,05,p, > 0,05
, Chirng sinh hoc (a) 50,60 + 1,90 4910 £1,91 49,30 + 1,70
The tich Irung “yipp 0 2 mimgay (b) 4910 £ 1,73 4810+179 48,10 +2,28
gg;h(z)ong MPP 0,4 mi/ngay (c) 50,00 + 1,15 48,90 +1,91 48,80+ 1,75

p,.> 0,05, p,.,>0,05,p,_ >0,05,p,,> 0,05

khéc biét co y nghia théng ké so véi 16 ching
va so sanh gitva cac thoi didm trwdc va sau khi
béi thube thir (p > 0,05).

Két qua & Bang 4 cho thdy sb lwong bach
cau va sb lwong tiéu cau cta chudt bdi MPP
liéu 0,2 ml/lan, 1 va 2 1an/ngay déu khoéng co sw

Bang 4. Anh hwéng ciia MPP dén sé lwong bach cau, s6 lwong tiéu cau

. R Trwéc Sau Sau
L6 chuot . ) . .
) nghién ctru (1) 10 ngay (2) 21 ngay (3)
Ching sinh hoc (a) 10,17 + 2,46 10,33 £ 2,49 9,82 + 1,98
So luong MPP 0,2 mlingay (b) 10,70 + 1,00 11,20 + 1,68 11,06 + 2,39
bach cau
(G/) MPP 0,4 mlingay (c) 9,32 + 1,94 10,66 + 2,34 10,20 + 1,78

p,,> 0,05, p,,>0,05,p,  >0,05 p_,>0,05
599,30 £ 100,88 569,40 £ 91,36 552,60 + 100,51
MPP 0,2 ml/ngay (b) 583,60 £ 107,83 634,50+ 73,04 603,50 + 75,55
MPP 0,4 mi/ngay (c) 633,40 £ 113,16 630,40 + 104,63 589,20 + 95,94
p,,>0,05, p,,>0,05,p, . >0,05p_,>0,05

Chirng sinh hoc (a)

Sé lvong tiéu
céu (G/l)
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DPdnh gid mirc d6 hay hoai té bao gan
125

100

AST (UIIL)
g >

N
a

Trwée nghién ctru Sau 10 ngay Sau 21 ngay

OChing sinh hoc .P)/Iedicel_l Plus Premium

,2 ml/lan, 1 lan/ngay 0,2 ml/lan, 2 lan/ngay

mMedicel| Plus Premium

ALT (UIIL)

60 1

N
o

N
o
L

Trudc nghién clru Sau 10 ngay Sau 21 ngay

OChing sinh hoc  EMedicel| Plus Premium

Il ¥ i EMedicel| Plus Premium
0,2 ml/lan, 1 lan/ngay

0,2 ml/lan, 2 lan/ngay

Biéu doé 1. Anh hwéng ctia MPP dén hoat do AST, ALT

Két qua & Biéu dd 1 cho thy xét nghiém
danh gia mre d6 hiy hoai té bao gan hoat do
AST va ALT cla chudt boi MPP liéu 0,2 ml/lan,
1 va 2 lan/ngay déu khong co su khac biét co
y nghia thdng ké so v&i 16 chirng va so sanh
gitra cac thoi diém truwdc va sau khi boi thube
ther (p > 0,05).

Panh gia chdee nang gan

Két qua & Bang 5 cho thay ndng dd bilirubin
toan phan, ndng dé albumin toan phan va néng do
cholesterol toan phan ctia chudt béi MPP liéu 0,2 ml/
1an, 1 va 2 lan/ngay déu khong c6 sy khac biét co y
nghfa thdng ké so véi 16 chirng va so sanh gitra cac
thdi diém trwée va sau khi béi thube thir (p > 0,05).

Bang 5. Anh hwéng ciia MPP dén ndng dd bilirubin toan phan, néng dé albumin,
néng doé cholesterol toan phan

. . Trwéc Sau Sau
L6 chuot ia . 5 5
nghién cteu (1) 10 ngay (2) 21 ngay (3)

Néng do Chirng sinh hoc (a) 6,68 + 0,82 6,77 £ 0,76 6,97 + 0,70
bilirubin MPP 0,2 ml/ingay (b) 6,97 + 0,59 6,66 + 0,62 6,57 £ 0,51
toan phan  MPP 0,4 miingay (c) 6,57 + 0,97 6,80 £ 0,80 6,68 £ 0,91
(umollL) p,,> 0,05, p,,>0,05 p,_>005p_>005

Chrng sinh hoc (a) 2,70 £ 0,22 2,69 £ 0,20 2,80 £ 0,16
Nong do MPP 0,2 mlingay (b) 2,77 + 0,19 275+ 0,16 2,74+ 0,14
albumin (g/
"y MPP 0,4 mi/ingay (c) 2,86+ 0,18 2,791 0,20 2,77 £ 0,09

p,,>0,05,p,,>0,05 p,_>005p_>005
Néng do Chtrng sinh hoc (a) 38,40 + 5,46 37,81+ 4,30 40,28 + 3,09
cholesterol  MPP 0,2 miingay (b) 36,87 + 5,85 35,94 + 4,32 35,98 + 6,89
toan phdn  MPP 0,4 mlingay (c) 36,17 + 5,30 36,02 + 4,59 38,86 + 7,41
(mg/dL)

p,,> 0,05, p,.>0,05,p,_>0,05,p_ > 0,05
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Danh gid chire ndng than ngay déu khéng c6 sw khac biét cé y nghia théng
Két qua & Biéu db 2 cho thay ndng dd creatinin ké so v&i |6 chirng va so sanh gitra cac thdi diém
cla chudt bdi MPP liéu 0,2 ml/lan, 1 va 2 lan/ trwdc va sau khi boi thube thir (p > 0,05).

80
S 60
<]
£
2
£ 404
£
=
©
g
O 20

Trwdce nghién clru Sau 10 ngay Sau 21 ngay
OChtng sinh hoc  EMedicell Plus Premium BMedicell Plus Premium
0,2 mi/ian, 1 lan/ngay 0,2 ml/lan, 2 lan/ngay

Biéu dé 2. Anh hwéng ctia MPP dén ndéng do creatinin

Anh hwéng ctia MPP Ién hinh théi dai thé chuét. CAu trac vi thé gan, than cua chuot

va céu tric vi thé gan, than cua chuét cua 16 bdi MPP khong co sw khac biét ro rét
Khéng quan sat thdy thay dbi bénh ly so v@i 16 chirng sinh hoc sau 21 ngay boi
nao vé dai thé cla cac co quan tim, phéi, thudc thir lién tuc trén mé hinh gay béng thuc
gan, lach, tuy, than va hé théng tiéu héa cla nghiém (Hinh 2).
Chirng sinh hoc Medicell Plus Premium 0,2 Medicell Plus Premium 0,2
ml/lan, 1 lan/ngay ml/lan, 2 lan/ngay

Vi thé gan

- - : £ L 7
Gan binh t,hu’c‘)’ng Gan viém mac do nhe Gan viém mL'yc ddé nhe
Chudt so #01 Chuot s6 #40 Chudt so #41

Vi thé than

A

e .. .;”,:' f ‘
? ',‘ - J-\fd_, ey

b3 A D X '-v,, / . X /o o 4 .-4 .
Thén binh thudng Thén binh thudng Thén binh thudng
Chubt s6 #01 Chudt s6 #40 Chudt so #41

Hinh 2. Hinh anh giai phau bénh gan, than chuét (nhuém H&E, x400)
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IV. BAN LUAN

Ché pham boi ngoai da MPP chiva dich chiét
nudi cly t& bao gbc tdy xwong, chiét xuét tr
té bao hoa nhung tuyét, cung cac peptid va
collagen thdy phan. D& danh gia tinh an toan
cla s&n pham, can tién hanh cac nghién ctu
tién 1am sang, trong dé buéc dau tién 1a danh
gia khad nang gay kich &ng da trén dong vat
thwe nghiém. Th nghiém nay bao gém viéc
bdi ché pham 1én da déng vat va theo di, danh
gia cac dau hiéu va biéu hién cla doc tinh trén
da.’ Cac dau hiéu va biéu hién trén da dwoc
theo ddi, ddng théi mire dd ban dé va phu né
dwoc chdm diém. Két qua cho thay khéng ghi
nhan ban dd, phu né hay béat ky tén thwong da
nao khac tai thoi diém 1 gi® sau khi loai bd san
pham, va tai cac thoi diém 24, 48 va 72 gior. C6
thé két luan rdng MPP khong gay kich (rng da
trén thd. Do thd la loai dong vat cé d6 nhay cam
cao, két qua nay cho thay san phadm c6 nguy
co gay kich (rng da rat thap khi st dung trén
nguwoi.

M6t nghién ctru clia ching t6i da chi ra réng
MPP & liéu 0,2 ml/lan, béi 1 hodc 2 lan/ngay
c6 kha nang cai thién qua trinh lién vét béng
trén mé hinh thwec nghiém, thé hién qua viéc
gidm dién tich tén thwong, tdng ham lwong
hydroxyprolin va cai thién cau tric mé hoc.
Tuy nhién, viéc st dung cac ché pham dung
ngoai da trong thoi gian kéo dai c6 thé tiém an
nguy co hdp thu qua da va gay anh hwéng toan
than.* Do do, trong nghién ctru nay, ching toi
tién hanh danh gia mot sé chi sé huyét hoc,
chrc nang gan, than va dac diém mé bénh hoc
nhdm khao sat tinh an toan ctia san pham. Két
qué cho thay MPP khéng gay ra sy thay ddi co
y nghia thdng ké trén cac chi sé nay so véi 16
chirng, goi y rang ché phdm khong gay doc tinh
toan than khi s dung tai ché.

Trong danh gia doc tinh liéu 13p lai, cac
nghién clru dwoc thwc hién nhdm khao sat

tinh trang chung cling nhw cac tac déng déc
tiém tang thdng qua cac chi sd huyét hoc, sinh
hoa va md bénh hoc.® Hé tudn hoan mau dam
nhiém nhiéu chirc nang thiét yéu, trong dé hé
tao mau la mét trong nhirtng dich nhay cam
nhat v&i cac chat doc va la chi sb quan trong
phan anh trang thai sinh ly va bénh ly cda dong
vat.® Viéc phan tich cac bién déi huyét hoc
ciing rat quan trong trong danh gia nguy co,
do c6 thé cung c&p du bao gia tri vé& doc tinh
trén ngwoi. Két qua ctia chang t6i cho thay, sau
21 ngay diéu tri, khong co6 su khac biét co y
nghia vé sé lwong hdng ciu, hematocrit, ndng
dd hemoglobin, sé lwong tiéu ciu va bach cau
gilra cac nhom duoc bdi MPP va nhom chirng.
Tét ca cac thong sé déu ndm trong khoang gia
tri tham chiéu binh thwdng cuia loai.™ Do d6, cd
thé két luan rdng MPP khong &nh hwéng dén
hé tao mau. Bén canh doé, danh gia chirc nang
gan la ndi dung quan trong trong nghién ctu
doc tinh do gan déng vai tro thiét yéu dbi véi sw
sbng clia co thé. Phan tich sinh hoa gilp xac
dinh sy thay déi chirc nang gan bi &nh huéng
b&i s&n phadm.!" Bilirubin toan phan, albumin va
cholesterol toan phan la nhitng chi sb c6 gia tri
phan anh chirc ndng bai tiét ctia gan. Ngoai ra,
ALT va AST 1a cac chi sb quan trong gilp phat
hién tinh trang viém va hoai t&r t& bao gan; sw
gia tdng nbéng dd cac enzym nay trong huyét
twong 1a ddu hiéu cda ton thwong gan. Than 1a
co quan bai tiét chinh cla co thé, trong d6 cac
té bao nhu md than rat nhay cdm véi cac tac
nhan ndi sinh va ngoai sinh. Khi mét hop chét
dwoc dwa vao co thé, né cé thé gay doc va lam
tén thwong than, tr d6 anh huwdng dén chirc
nang than. Banh gia chirc nang than thwdng
dwoc thye hién thdng qua dinh lwgng creatinin
huyét thanh.' Creatinin 1a chat én dinh trong
mau, it phu thudc vao ché dd an hay thay déi
sinh ly, chG yéu phu thudc vao kha nidng bai
tiét cGa than. Khi cau than bj tén thwong, néng
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dod creatinin trong mau tang sém hon so voi
ure, do dé creatinin dwoc xem 1a chi sé tin cay
hon trong danh gia chlrc nang than.'? Két qua
nghién ctu nay cho thay cac chi s sinh hoéa
mau & cac nhom s dung MPP khong co sw
khac biét c6 y nghia so v&i nhém chirng, chirng
té san pham khong anh hwéng dén chirc nang
gan va than. Ngoai ra, mé bénh hoc gan va
than & nhém chirng va cac nhém diéu tri khéng
ghi nhan sy khac biét rd rét vé hinh thai hoc.
Diéu nay phu hop véi cac két qua sinh héa da
thu dwoc & cac 16 boi MPP.

Mot sb6 nghién ctru trén thé gi¢i da dé cap
dén tinh an toan cla cac thanh phan c6 nguén
gbc tir t& bao gbc trung mé tly xwong va chiét
xuét tr t& bao hoa nhung tuyét trong MPP. Cac
nghién ctru tién 1am sang cho thay té bao gbc
trung mé tly xwong nguwdi khong gay thay dbi
vé tinh trang chung, cac chi sé huyét hoc, sinh
héa hay tén thwong méd hoc tai cac co quan
quan trong trong c& ngén han va dai han (Ién
dén 150 ngay). Ngoai ra, khéng ghi nhan rdi
loan dap rng mién dich & cac muc liéu khac
nhau. Nhi*rng di¥ liéu nay cting cb tinh an toan
clia cac liéu phap cé ngudn gbe tir t& bao gbc
trung mo."® Bén canh do, két qua nghién ctu
clia Cho WK. va cong s cho thay chiét xuét tiv
té bao hoa nhung tuyét khong gay doc tinh té
bao & ndng dd lén dén 100 ug/mL (thtr nghiém
MTT). & cép dd phan t, chiét xut nay khong
lam tang biéu hién cutia cac gen lién quan dén
stress hodc phan &ng viém, dong thdi lam giam
mot sb tin hiéu lién quan dén tén thwong té
bao. Trén lam sang, thir nghiém trén ngwdi tinh
nguyén khéng ghi nhan cac dau hiéu kich (rng
da dang ké nhuw ban dé hay tac dung khéng
mong mudn khi st dung lap lai. Nhirng dir liéu
nay cho thay chiét xuét tlr t& bao hoa nhung
tuyét co6 kha nang dung nap tt va khong gay
doc tinh ro rét khi str dung ngoai da.' Nhw vay,
cac bang chirng tir cac nghién clru trwdc day

vé dod an toan cla tirng thanh phan cé trong
MPP 1a phu hop véi két qué cla nghién ciru
nay. Két qua cla chung t6i cho thdy MPP khéng
gay kich rng da va khdng ghi nhan déc tinh
toan than trong diéu kién thuc nghiém, qua do
gop phan clng cb thém di liéu vé tinh an toan
cta san pham khi st dung ngoai da.

V. KET LUAN

MPP khong gay kich trng da trén thd thuc
nghiém. MPP béi liéu 0,2 ml/llan, 1 lan/ngay
va liéu 0,2 ml/lan, 2 lan/ngay dung dwong boi
ngoai da trén mo hinh gay bdng thwc nghiém
khéng gay doéc tinh toan than sau 21 ngay boi
thude the.

TAI LIEU THAM KHAO

1. Ahmad Z, Hasham R, Nor NA, et al.
Physico-chemical and antioxidant analysis of
virgin coconut oil using West African tall variety.
Journal of advanced research in materials
science. 2015;13(1):1-10.

2. Jeschke MG, van Baar ME, Choudhry
MA, et al. Burn injury. Nature Reviews Disease
Primers. 2020;6(1):11.

3. Zwieretto W, Piorun K, Skdrka-Majewicz
M, et al. Burns: Classification, pathophysiology,
and treatment: A Review. International Journal
of Molecular Sciences. 2023;24(4).

4. Alikhan FS, Maibach H. Topical absorption
and systemic toxicity. Cutaneous and Ocular
Toxicology. 2011;30(3):175-86.

5. OECD (2002). Guideline for testing of
chemicals: Acute Demal Irritation/ Corrotion.
404.

6.1SO  10993-10 (2010).  Biological
evaluation of medical devices — Part 10: Tests
for irritation and skin sensitization.

7.Durmus AS, Han MC, Yaman |I.
Comperative evaluation of collagenase and
silver sulfadiazine on burned wound healing in
rats. Firat Universitesi Saglik Bilimleri Veteriner

TCNCYH 205 (08) - 2026

749



TAP CHIi NGHIEN CPU Y HOC

Dergisi. 2009;23:135-139.

8. Pham Thi Van Anh, Tong Cong Minh,
Nguyen Thi Thanh Loan et al. The effects
of Kem con ong and Kem tri bong creams
on thermal burn in rats. Journal of medicinal
research. 2023;166(5):20-28.

9. World Health Organization (2000).
Working group on the safety and efficacy of
herbal medicine. Report of regional office
for the western pacific of the World Health
Organization, 200.

10. Vigneshwar R, Arivuchelvan A, Mekala
P, et al. Sex-specific reference intervals for
Wistar albino rats: hematology and clinical
biochemistry. Indian Journal of Animal Health.
2021;60:58-65.

11. Olson H, Betton G, Robinson D, et al.
Concordance of the toxicity of pharmaceuticals
in humans and in animals. Regulatory toxicology
and pharmacology. 2000;32(1):56-67.

12. Grenier N, Merville P, Combe C.
Radiologic imaging of the renal parenchyma
structure and function. Nature Reviews
Nephrology. 2016;12(6):348-59.

13. LiangZ,ZhangG,GanG,etal.Preclinical
Short-term and Long-term Safety of Human
Bone Marrow Mesenchymal Stem Cells. Cell
Transplantation. 2023;32:9636897231213271.

14. ChoWK,KimHI, KimSY, etal.Anti-aging
effects of Leontopodium alpinum (Edelweiss)
callus culture extract through transcriptome
profiling. Genes (Basel). 2020;11(2).

Summary

EVALUATION OF THE THERAPEUTIC
AND SIDE EFFECTS OF TOPICALLY APPLIED MPP
IN AN EXPERIMENTAL THERMAL BURN MODEL

This study evaluated the potential dermal irritation of Medicell Plus Premium (MPP) in rabbits and
the systemic effects of topical MPP administration in thermally burned Wistar rats. Skin irritation testing
was conducted in accordance with OECD guidelines and ISO 10993-10 standards. Thermal burns
were induced on the dorsal skin of rats using a heated metal device, followed by topical application of
MPP for 21 consecutive days. Haematological parameters, biochemical indices, and histopathological
features of the liver and kidneys were assessed. The results demonstrated that MPP did not induce skin
irritation in rabbits. Topical administration of MPP at 0.2 mL per application, once or twice daily, did not
affect haematological parameters, the degree of hepatocellular injury, or hepatic and renal function.
Furthermore, histopathological examination revealed no significant differences in the microscopic
architecture of the liver and kidneys between the MPP-treated groups and the biological control group.
In conclusion, topical application of MPP at 0.2 mL per application, administered once or twice daily,
did not produce systemic toxicity after 21 days of treatment in an experimental thermal burn model.

Keywords: Medicell Plus Premium, burn, skin irritation, experimental animals.
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