JOURNAL OF BIOLOGICAL REGULATORS & HOMEOSTATIC AGENTS Vol. 30, no. 2 (S1), 77-81 (2016)

DR MICHAELS® PRODUCT FAMILY (ALSO BRANDED AS SORATINEX®)
VERSUS METHYLPREDNISOLONE ACEPONATE- A COMPARATIVE STUDY OF
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As one of the most common dermatologic chronic-recurrent disease, variable therapeutic options are available
today for management of psoriasis. Although topical high potency corticosteroids, alone or in association with
salicylic acid or vitamin D analogues, are still considered the best treatment, they do not seem to possess the capability
for a long-term control of the disease or prevent recurrences, as their side effects are major contraindications for
continuative use. The aim of this study was to investigate whether Dr. Michaels® product family is comparable to
methylprednisolone aceponate (MPA) as a viable alternative treatment option for the treatment and management
of stable chronic plaque psoriasis. Thirty adults (13 male, 17 female, mean age 40 years) with mild to severe stable
chronic plaque psoriasis, were included in the study. Patients were advised to treat the lesions of the two sides of
their body (left and right) with two different unknown modalities for 8 weeks; the pack of Dr. Michaels® products
on the left side (consisting of a cleansing gel, an ointment and a skin conditioner) and a placebo pack on the right
side, consisting of a cleansing gel, methylprednisolone ointment and a placebo conditioner. Assessment was done
using the Psoriasis Activity Severity Index (PASI) scores before treatment and after 2, 4, 6 and 8 weeks. The
results achieved with the Dr. Michaels® (Soratinex®) product family for the treatment of chronic plaque psoriasis
were better than the results achieved with methylprednisolone aceponate (MPA), even though quicker resolution
was achieved with the steroid with 45% of patients achieving resolution within 8-10 days in comparison to 5-6
weeks in the Dr. Michaels® (Soratinex®) group. Before therapy, the mean PASI score of the LHS in Dr. Michaels®
(Soratinex®) group was 13.8+4.1 SD and 14.244.2 SD in the RHS methylprednisolone aceponate (MPA) group.
After 8 weeks of treatment 62% of the Dr. Michaels® (Soratinex®) group had achieved resolution whilst in the
methylprednisolone aceponate (MPA) group, the figure remained at 45%. The mean PASI score after 8 weeks of
treatment was calculated and in the LHS Dr. Michaels® (Soratinex®) group it was 2.8+1.6 SD and 6.8+2.4 SD in
the RHS methylprednisolone aceponate group. In the RHS -methylprednisolone aceponate (MPA) group, 22%
of patients failed to respond to the treatment in comparison to 6% in the LHS Dr. Michaels® (Soratinex®) group.
Based on the results of this study, Dr. Michaels® products are a more effective treatment option, with insignificant
side effects, compared to local treatment with methylprednisolone aceponate (MPA).
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Viy nén la mdt trong nhirng bénh Iy da liéu min tinh phd bién, dé tai phat, véi rit nhidu lya chon diéu
tri hi¢n c6 nham kiém soat bénh. Hién nay, corticoid ham lwgng cao bdi tai chd, sit dung don ddc hoic phdi hop
v6i acid salicylic hodc vitamin D téng hgp, vin 1a li¢u phap diéu tri tot nhit. Tuy nhién, ching khéng c6 tiém
niing trong diéu tri dai han hodc phong tranh tai phat, béi tac dung phu ciia cac loai thudc nay chong chi dinh cho
viéc sir dung lién tuc. Muc tiéu ciia nghién ciru nay nhim so sanh tic dung ciia dong sin pham Dr Michaels® véi
MethylPrednisolone Aceponate (MPA), va xem liéu chiing c6 thé 1a liéu phap diéu tri thay thé kha thi cho MPA
trong diéu tri vay nén thé mang giai doan 6n dinh hay khong. 30 ngudi truéng thanh (13 nam, 17 nit, tudi trung
binh 40) mic vay nén thé mang mirc do tir nhe dén ning, & giai doan 6n dinh dwgc dwa vao nghién ciru. Bénh
nhan dwge tw vin diéu tri ton thwong & hai bén co thé (trai va phai) véi hai loai thudc khong ré tén trong vong
8 tuin; dong sin phdm Dr Michaels® & bén trai (g0m c6 gel 1am sach — Cleansing Gel, thuéc mé - Ointment
va thuéc dudng da — Skin Conditioner), va nhém gia dwoc ¢ bén phai, gdm c6 gel 1am sach gia dwoc, thudc mo
methylprednisolone va thudc duomg da gia dwoc. Panh gia sir dung thang diém PASI truée diéu tri va sau diéu tri
2,4, 6, 8 tuin. Két qua dat dwgc véi dong sin phdm Dr Michaels® (Soratinex®) trong diéu tri vy nén thé mang
1a t6t hon khi so sanh véi methylprednisolone aceponate (MPA), mic du céc triéu chirng thuyén giam nhanh hon
Kkhi sir dung steroid, chila 8 — 10 ngay khi so sanh véi khoang thoi gian 13 5 — 6 tudn & nhém sir dung sin pham Dr
Michaels®. Truéc diéu tri, gia tri PASI trung binh & nhém sir dung sin phim Dr Michaels® la 13,8+4,1 va la
14,244,2 é nhém sir dung MPA.
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Sau 8 tuin diéu tri, 62% bénh nhin nhém sir dung dong sin phim Dr Michaels® (Soratinex®) cé sw thuyén
giam hoan toan trong khi & nhém sit dung MPA, ty 1¢ nay chi l1a 45%. Diém PASI trung binh sau 8 tuin véi
nhom LHS Dr Michaels® (Soratinex®) la 2,8+0,6SD va la 6,842,4SD & nhom RHS methylprednisolone
aceponate. O nhém RHS methylprednisolone, c6 22% bénh nhan thét bai trong dap vng diéu tri trong khi con s6
nay 1a 6% ¢ nhém LHS Dr Michaels® (Soratinex®). Dwa vao két qua ciia nghién ciru nay, c6 thé thiy dong san
phim Dr Michaels® (Soratinex®) Ia mot lwa chon diéu tri hiéu quéa hon, véi cic tiac dung phu khong ding ké,
Kkhi so sanh véi diéu tri tai chd sir dung methylprednisolone aceponate (MPA).

Tir khéa: vdy nén thé mang, methylprednisolone aceponate, Dr Michaels® (Soratinex®), nghién ciru so sanh

Vay nén 12 mot bénh ly da liéu man tinh dic
trung boi cac biéu hién viém di kém vé6i cac tinh trang
bénh 1y khac nhu tim mach, rdi loan chuyén hoa, cac bénh
ly viém rudt, mit va tdm than (1, 2, 3). N6 1a mot bénh Iy
ty mién qua trung gian té bao T trén da va khép, anh
huong t6i 1- 3% dan sd thé gidi. Co ché bénh sinh bao
gdm tinh nhay cam di truyén, cic yéu to moi truong va
dap ung mién dich bam sinh (3). Yéu t6 tam ly dong
mot vai tro quan trong, co thé giy khdi phat hodc lam
ning thém bénh (4, 5). Nho vao nd luc nghién ciru khong
ngung cua cac nha khoa hoc va nganh cong nghiép dugc,
cac lya chon diéu tri vay nén di gia ting khong ngimg
trong nhitng nim qua (6). Hién c6 rit nhiéu lya chon
diéu tri, tuy nhién, corticosteroid ndng d6 cao bdi tai chd,
don doc hodc phdi hop véi acid salicylic hodc vitamin D
téng hop, van dugc coi 1a lua chon diu tri tdt nhét cho
nhitng ca bénh mirc 46 tir nhe dén trung binh (7). Cach
tiép cdn nay té ra c¢6 hiu qua trén mot ty 1¢ 16n bénh
nhan, tuy nhién, né duong nhu van chua du kha ning tro
thanh lua chon kiém soat bénh lau dai, khong phong
dugc cac dot mién dich nhanh tai phat, trong khi céac tac
dung phu tré thanh chéng chi dinh chinh cho viéc su
dung lién tuc (8). Viéc phat trién cac liéu phap diéu tri
méi 1a rat can thiét cho viéc dua ra cac diéu tri c6 hiéu
qua cho t6n thuong vay nén (9, 10). Nghién ctru ndy nhim
muc tiéu so sanh tic dung cua dong san pham Dr
Michaels® vdi Methylprednisolone Aceponate (MPA), va
xem lidu chung c6 thé 1a liéu phap diéu tri thay thé kha thi
cho MPA trong diéu tri vay nén thé mang giai doan 6n
dinh hay khong.

POI TUONG VA PHUONG PHAP NGHIEN CUU

Nghién ctru duoc tién hanh trén 30 nguoi Trung Quéc
trudng thanh (13 nam, 17 nir) véi tudi trung binh 1a 40.

Tat ca cac bénh nhan déu c6 vay nén thé mang giai doan
on dinh v6i mirc d6 tir nhe dén ning, di timg duoc diéu tri
v&i céce liéu trinh khac nhau. Tiéu chudn loai trir 1a vay
nén mirc d6 ning, ton thwong khop do vay nén, vay nén
dao ngugc, vay nén long ban tay, dang sir dung bt cir cac
phuong thire diéu tri vay nén nao co thé giy anh hudng
hodc lam nhiéu chu trinh cta bénh.

Sau khi c6 ban chip thuan tham gia nghién ciru,
bénh nhén duoc tu van diéu tri tén thuong ¢ ca hai bén co
thé véi hai phuong thirc khac nhau trong vong 8 tuan. Ho
khong dugc cho biét vé thanh phan thude.

0] phia bén trai, bénh nhan dugc st dung dong
san phim Dr Michaels® (Soratinex®) (danh diu LHS),
gdm c6 gel lam sach — Cleansing Gel, thudéc md -
Ointment va mot loai thuéc dudng da — Skin Conditioner.
Dic diém san phdm duoc trinh bay ¢ bang I.

O phia bén phai, ho dugc st dung bd san phém
(d¢anh ddu RHS) bao gom gel lam sach gia dugc, thubec ma
methylprednisolone va thudc dudng da gia dugc. Bénh
nhan dugc hudng dan sir dung hai bo san phdm nay hai
lin mot ngay, chii y tuan thi cin than véi quy trinh boi
thude.

Danh gia dua trén thang diém PASI (bang II),
vao cac thoi diém trude didu tri va sau diéu tri 2, 4, 6, 8
tuan.

KET QUA

Két qua dat dugc véi dong san pham Dr.
Michaels® (Soratinex®) trong diéu tri vay nén thé mang la
tot hon khi so sanh vo&i methylprednisolone aceponate
(MPA), mac du céc tri¢u chiing thuyén giam nhanh hon khi
sur dung steroid, chi la 8 — 10 ngay khi so sanh vdi khoang
thoi gian 14 5 — 6 tudn & nhoém st dung san phim Dr.
Michaels® (Soratinex®).
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Bang 1. Cdc ddc tinh ciia san pham thir nghiém Dr Michaels® (Soratinex®)
SAN PHAM CACH BOI TAC DUNG THANH PHAN HOAT TiNH

Gel lam sach da dau va
toan than Dr Michaels®
(Soratinex®) — Scalp &
Body Cleansing Gel

Thubc md boi da dau va
toan than Dr Michaels®
(Soratinex®) — Scalp &
Body Ointment

Thudc dudng da Dr
Michaels®
(Soratinex®) — Skin
Conditioner

O

Boi trude khi boi thude
mo

Da dau: lam am da dau
va boi mot luwong nho
Gel lam sach. Goi ky va
dé khoang 2-3 phut.
Rira sach bang nudc
4m. (Co thé bodi lén
vung tran nhung tranh
boi vao vung ma).

Toan than: rta sach
than minh rdi boi mot
luong nhé Gel 1am sach
vio mang vay nén, dé
khoang 2-3 phut rdi rira
bang nudc 4m.

B6i vao mang vay nén
trén da dau va co thé
sau khi da boi va rua
sach Gel lam sach

Boi vao mang vay nén 2
phut sau khi st dung
thubc m& (khong rira
thudc m&)

[l Giama sung

0 Giam viém va
tham nhiém

U Tang tinh dan
ho6i va d6 chun
gian da

0 Acidsalicylic
0 Acid citric
[l Acid glycolic

Paraffinum liquidum
Paraffinum solidum
Khoai tay

Oxit kém

Axit salicylic

Tinh dau hanh nhan
Déu Jojoba

DAu bo

Tinh dau ca rdt

Chiét xuét tir hoa ctic van tho

Tinh dau cam

DAu mam lta mach
Déu hat mo

Tinh dau hoa oai huong
Déu ciy dan huong
Dau cdy hodc huong
Cay phong It

Chiét xuat huong thao
Dau thau dau

Tinh dau cam chua

Tinh dau 14 théng

Tinh dau hoa cic La Ma
Dau cay Mot dugce

Tinh dau cam déng

7 Dauolive

0 Dau hat vimg

0 Dauemu

7 DAu oai huong

0 Daukhuynh di¢p

[0  Vitamin E tu nhién




J.HERCOGOVA ET AL.

80 (S3)
Bang 11. Bang danh gid PASI
Diém 0 1 2 3 4
Dat do 0 = Khong c6 1 =Nhe 2 =Trung binh 3 =Nang 4 = Rat ning
Tham nhiém 0 =Khong c6 1 =Nhe 2 =Trung binh 3 =Nang 4 = Rat ning
A simg 0 =Khong c6 1 =Nhe 2 =Trung binh 3 =Nang 4 = Rat ning
biem 0 1 2 3 4 5 6
Dién tich da 0 >10 10<30 30<50 | 50<70 70<90 90<100

Trude diéu tri, gia tri PASI trung binh ¢ nhém st
dung san phim Dr Michaels® 1a 13,8+4,1SD va la
14,244,2SD & nhom sir dung MPA (bang Illa, I11b).

Sau 8 tudn diéu tri, 62% bénh nhan nhém sir
dung dong san phdm Dr Michaels® (Soratinex®) co sy
thuyén giam hoan toan trong khi 6 nhom sit dung MPA,
ty 1& nay chi 1a 45%. Diém PASI trung binh sau 8 tuan
v6i nhém LHS Dr Michaels® (Soratinex®) 1a 2,8+1,6SD
va la 6,842,4SD & nhém RHS methylprednisolone
aceponate. O nhom RHS methylprednisolone, c6 22%
bénh nhén thét bai trong dap Gng diéu tri trong khi con sd
nay la 6% ¢ nhom LHS Dr Michaels® (Soratinex®).

BAN LUAN
Corticosteroid boi tai chd duoc phan dong gidi hoc gia

xem 1a lya chon déu tay trong diéu tri ton thuong da do
vay nén.

Co thé tranh cac nguy co tiém tang do corticosteroid gy
ra béng céc lya chon diéu tri thay thé hién co it tac dung
phu hon. Nghién ctru nay danh gia hi€u qua cua liéu phap
diéu tri tai chd c6 nguén géc thao duogc cho bénh nhan
vay nén muc d6 tir nhe dén trung binh khi so sanh véi
methylprednisolone aceponate. Dong san phim Dr
Michaels® (Soratinex®) cho thdy diy la mot lya chon
diéu tri thay thé mang tinh kha thi, an toan va hiéu qua
trong diéu tri va kiém soat vay nén thé mang giai doan
6n dinh.

KET LUAN

Dong san phdm Dr Michaels® (Soratinex®) 1a lya
chon diéu trj c6 hiéu qua hon va an toan hon so voi
methylprednisolone aceponate (Advantan®). Do dé, c6 thé
xem day 1a lya chon diéu trj thich hop trong thoi gian dai
v6i cac bénh nhan vay nén mirc d6 tir nhe dén trung binh.



Journal of Biological Regulators & Homeostatic Agents (S3) 81

Bang IMla. Két qua cdi thién vay nén khi diéu tri bang dong san pham Dr Michaels® (Soratinex®) (LHS) khi so sanh véi
methylprednisolone aceponate (RHS)

£ o LHS RHS
Ket qua (Dr Michaels®) (MPA)
Cai thién hoan toan 62% 45%
Cii thién 75% 17% 22%
Cii thi¢n 50% 7% 2%
Cai thién tbi thiéu hoic Khong c6 cai 6% 22%
thién
Khéng tuén thi diéu tri va/hodc 6% 50,
dirng diéu tri

Bang IIIb. Két qud cdi thién diém PASI 6 hai phia co thé dwgc diéu tri tham do

o . LHS RHS
Ket qua (Dr Michaels®) | (MPA)
Piém PASI giam trung binh tir tuin 0 téi tuin 8 79% 53%
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