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A MULTI-CENTRED OPEN TRIAL OF “DR MICHAELS®” (ALSO BRANDED AS
SORATINEX®) TOPICAL PRODUCT FAMILY IN PSORIASIS
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Psoriasis is a chronic, recurring skin disease affecting 2-4% of the population. Genetic predisposition and
precipitating factors play a role in its etiology. The disease can occur in any age or gender group. The most frequently
affected areas of the body include scalp, extensor surfaces of the extremities, skin folds and nails. While a number
of therapies exist for the treatment of psoriasis with a total resolution of the skin, achieving remission in a high
percentage of sufferers, a treatment that results in the maintenance of remission and is free of side effects is still a
desirable goal. The aim of the study was to investigate the efficacy and tolerability of Dr Michaels® (Soratinex®)
topical product family in psoriasis, in terms of decreasing parakeratosis, inflammation, infiltration and involved
area. Seven-hundred-and-twenty-two subjects, mean age 42.3 years (range: 18-68 years) with mild to moderately
severe psoriasis, with no other current anti-psoriatic therapy, consisting of 382 males and 340 females, above 18
years of age were included and the observations were subjected to statistical analysis. Triphasic application of Dr
Michaels® (Soratinex®) products was employed for 8 weeks, using Cleansing Gel, Scalp & Body Ointment and
Skin Conditioner. The treatment proved to be ineffective for 22 patients (3.1%) out of 722. 84 patients (11.6%)
had moderate improvement with 26-50% of cleared skin lesions; 102 patients (14.1%) had good improvement
with 51-75% of cleared skin lesions; 484 patients (67.0%) experienced outstanding improvement with 76-100% of
the cleared skin lesions with 52% of them achieving total resolution. Twelve patients worsened and discontinued
treatment; 18 patients discontinued because of non-compliance; 33 patients developed folliculitis as a side effect.
Based on the results of this study, the Dr Michaels® (Soratinex®) product family can be successfully applied in
mild to moderately severe psoriasis when considering the exclusion criteria.
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Vay nén 1a mgt bénh 1y da liéu man tinh, hay tai phat, véi ti 1¢ mic tir 2 — 4% déan s6. Gen va cic yéu t6 lam thiic
diy c6 vai tro trong co ché bénh sinh ciia bénh. Bénh c6 thé xuét hién & bt ctr Itra tudi hodic giéi tinh nao. Cac
phén co thé dé méic bénh nhit la da diu, bé mit dudi trén cac chi, cac nép gip da va méng. Co6 nhiéu liéu phap
diéu tri hwong dén viéc thuyén gizm nhanh tri¢u chirng trén da, tuy nhién, bi¢n phap diéu tri nhim duy tri do 6n
dinh va khong cé tic dung phu van 1a muc tiéu huéng téi. Muc dich ciia nghién ciru nay la thim do hiéu qua va
tinh dung nap ciia dong san phim bdi cuc by Dr Michaels® (Soratinex®) trong diéu tri vy nén trén cic phwong
dién giam a sirng, giam viém, thAm nhiém va giam dién tich ving da ton thwong. 722 d6i twong, tudi trung binh
42,3 (tir 18 - 68 tudi), mic vay nén mirc do tir nhe dén trung binh ning, dang khong sir dung li¢u phap diéu tri
vay nén, bao gdm 382 nam va 340 ni, d§ tudi trén 18 dwoe lra chon vao nghién ciru. Qua trinh sir dung sin phim
bdi Dr Michaels® (Soratinex®) dwgrc tién hanh thanh 3 pha, dién ra trong 8 tuin, sir dung cic sin phim Gel 1am
sach, thudc m& bdi da diu va toan than, sin phim dudng da. Nghién ciru cho thiy liéu trinh diéu tri trén khong
¢6 tic dung trén 22 bénh nhén (3,1%) trong tong 722 bénh nhin; 84 bénh nhian (11,6%) cai thi¢n mirc d trung
binh véi dién tich da hdi phuc chiém 26-50% ving ton thwong; 102 bénh nhén (14,1%) tién trién tot véi tong dién
tich da héi phuc 51 — 75%; 484 bénh nhin (67%) c¢6 mirc cai thién vt bac véi tong dién tich da hdi phuc 76-
100%, 52% trong s6 d6 dat muc tiéu hdi phuc hoan toan. 12 bénh nhéan dién bién ning 1én va ngirng diéu tri; 18
bénh nhin ngirng diéu tri do khong tuan thi diéu tri; 33 bénh nhin cé tic dung phu la viém nang 16ng. Duya trén
két qua ciia nghién ciru nay, cé thé sir dung dong san phim Dr Michaels® (Soratinex®) trén cic bénh nhin vay
nén & mirc @9 tir nhe dén trung binh niing sau khi da tinh dén cac tiéu chuén loai trir.
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Vay nén 1a mét bénh 1y viém man tinh v6i yéu t& gen
khong ddng dang (1, 2). Ty 1 xuat hién méc ciia bénh vay
nén ciia nuéc phuong tay 1a tir 2-4%. Viém khép vay nén
xuét hién trong khoang 20% trong tong s cac ca bénh (3).
Stress tdm 1y dong vai tr0 quan trong trong viéc khdi phat
cic ton thuong vay nén trén da va khoép (4).

Nhiéu con duong tién viém (5) dong vai tro trung gian
cho qué trinh ting sinh qua muc va bat thuong cua cac té
bao biéu bi simg. Qua trinh tuong tac giita té bao da va té
bao mién dich déng vai trd quan trong trong co ché bénh
sinh cta vay nén (6). Gan day, cac yéu t6 nhu sy thing bang
giita Th17/Treg, con duong IL-23/Th17, té bao dang nhanh
da cho thiy vai trd cha chdt trong qua trinh viém ciia bénh
(7, 8). Cac yéu td quan trong khac 1a cac Cytokine, cac
peptid khang khuan va cac té bao Leukocyte (9, 10). Cac
yéu té mang tinh di truyén bao gdm su chinh stra Histon,
qua trinh metyl hoa DNA va cdc mRNA c6 tham gia vao cac
co ché phuc tap nay (11). Ba cé nhiing budce tién vuot bic
trong diéu tri hudng dich dbi v6i vay nén tir muc do trung
binh dén murc dd nang (12), tuy nhién vi¢c cdi thién cac li¢u
phap cuc bo trén da dbi voi vay nén muc do nhe dén trung
binh dic biét 1a trong qua trinh tu diéu tri ctia bénh nhan van
1a mot nhu cau dugc dit ra.

Muc tiéu nghién cuu

Nghién ciru hidu qua va tinh dung nap ciia dong san phdm
bdi cuc bo Dr Michaels® (Soratinex®) trong diéu tri vay
nén xét trén phuong dién lam giam 4 simg, giam viém va
tham nhidm & nhiing ving ton thuong.

POI TUONG VA PHUGNG PHAP NGHIEN CUU

Nghién ctru dugce thuc hién trén 722 dbi tugng bao gém 382
nam va 340 nit duogc lya chon va nghién ctru, cac thong sb
quan sat dugc phan tich théng ké. Bénh nhan duoc lua chon
theo céc tiéu chuan trong Bang 1.

Chat liéu nghién ciru

Qua trinh boi 3 pha str dung lién tiép cac san phdm bdi Dr
Michaels® (Soratinex®) gdm c6 Gel lam sach, thudc m& boi
d4u va boi toan than va san phdm dudng da.

a) Gel lam sach da diu va toan than Dr
Michaels® (Soratinex®) Cleansing Gel
Mém, mau nau duc, dé boi. Tac dung: giam a simg.
Qua trinh bbi: Boi trwde khi bdi thube md

[ Dadau: lam 4m da dau va béi mot lugng nho Gel lam
sach. Goi ky va dé khoang 2-3 phut. Rira sach bang
nu6e 4m. (C6 thé bodi 1én ving tran nhung tranh boi
vao vung ma).

7] Toan than: rra sach than minh rdi bdi mot lwong nho
Gel lam sach vao mang vay nén, dé khoang 2-3 phit
10i rira bang nudc am.

Thanh phﬁn dugc chét: acid salicylic, acid citric va acid
glycolic

b) Thubc m& bdi da ddu va toan than Dr Michaels®
(Soratinex®) — Scalp & Body Ointment

Thuoc md mau vang trang véi mui déc trung. Tac dung: giam
viém va tham nhiém. Cach boi: bdi vao mang vay nén trén da
dau va co thé sau khi da boi va rira sach Gel lam sach.

Thanh phan: Paraffinum liquidum, Paraffinum solidum,
solanum tuberosum, K&m oxit, Salicylic acid, tinh dau
hanh nhan, diu jojoba, ddu bo, tinh diu ca rét, chiét
xuat hoa clic van tho, tinh diu cam, ddu mim lua mach,
dau hat mo, tinh diu hoa oai huong, dau gé dan huong,
dau hoac huong, dau phong li, chiét xudt huong thao,
diu thau dau, tinh diu cam chua, tinh ddu hoa cuc La
Mi, dau cdy mdt duoc, tinh diu cam déng, diu hoa
cam.

¢) Sanphim dudng da Dr Michaels® (Soratinex®) Skin
Conditioner

Mau tring, nhét, 6 mui ddc trung. Tac dung: ting tinh dan hdi
va do chun gidn cia da. Cach boi: bdi vao mang vay nén 2
phiit sau khi str dung thudc mé (luu y khong rira thude mé).

Thanh phén: dau olive, dau hat ving, dAu emu, dau oai huong,
dau khuynh di€p, vitamin E tu nhién.

Quy trinh nghién ciru
1. Khung thoi gian nghién ctru: 10 tuén

Giai doan loc sach kéo dai 2 tuan. Chi sir dung cac chat lam
mém trong giai doan nay. Giai doan st dung san phim Dr
Michaels® (Soratinex®) kéo dai 8 tuan. Tong sb thoi diém
danh gia : 10. Nhom nghién ctru: 722 bénh nhén (382 nam, 340
nir). Bénh nhan duoc danh gia vao cac thoi diém & tudn thtr -2,
0,1,2,3,4,5,6, 7, 8. Céc thong sb danh gia: muc d¢ tham
nhim, dat do, 4 simg va kich ¢& ving tén thuong dugc danh
gia thong qua thang diém PASI (13). Trong qua trinh diéu tri,
mdi thanh phan trong s6 3 san pham trén dugc boi 2 lan 1 ngay
vao bubi sang va tbi.
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Bang 1. Tiéu chudn chon bénh nhan
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Tiéu chuan lya chon =

Vay nén mirc do tir nhe dén ning khong c6 bién ching;
= Ca?2 gidi, tudi trén 18;
»  Hién dang khong sir dung cac thudc diéu tri vay nén;

= Ky ban dong thuan tham gia nghién ctru.

Tiéu chuan loai trur .

Vay nén thé ma hodc thé d6 da toan than;

=  Hién dang str dung hodc da tirng st dung acitretin, cyclosporine, methotrexate,
quang li€u phap trong vong 3 thang vira qua;

*  Pang st dung cac thube boi diéu tri tai chd vay nén;
= (o thai, dang cho con by
= (6 tién sir qua man v6i bat cir thanh phan nao c6 trong cac san pham;

»  Khong c6 sy ddng thudn ciia bénh nhan;

»  Khéng tuan tha diéu tri.

1. Béanh gia hiéu qua

Panh gia dya trén thang diém PASI & mdi khoang va
dua trén bang Ila..

2. Téac dung phu

Tac duyng phu duoc ghi nhan bat dau tir tudn thi 2.
Céc dic diém cua tac dung phu, mdi quan hé giira chung véi
cc san phdm va cac budc tién hanh thém duoc ghi lai &
bang dir liéu. Budc danh gia tac dung phu duoc tién hanh
khi nghién ctru két thuc.

KET QUA

Nghién ctru dugc tién hanh 722 bénh nhan (382
nam, 340 nit), voi d6 tudi trung binh 1a 42,3 (tir 18 - 68).
Bénh nhén trong nghién ctru mic vay nén thé mang mirc
d6 tir nhe dén trung binh ning véi thoi gian méc bénh
trung binh 1a 22,3 nam.

Khi két thiic nghién ctru, c6 12 bénh nhén dién bién ning
hon va dimg diéu tri; 18 bénh nhan ding diéu tri vi khong
tuan thu liéu trinh; 22 bénh nhan khong c6 cai thién; 84
bénh nhan cai thi€én & muc 4o trung binh véi 26 - 50%
ving da tén thwong duoc phuc hdi; 102 bénh nhan cai
thién & muc d¢ tot (51 - 75% ving da ton thwong dugc
phuc hoi); 484 (67%) bénh nhan cai thién dang ké vai 76 -
100% ving da tén thuong dugc phuc hoi.

Céac tac dung phu duoc ghi nhin bao gém viém
nang 16ng & chi dudi trén 33 bénh nhan. Tinh trang viém
nang 16ng c6 lién quan dén dong san phim bodi va xdy ra
trén mot vai mang ton thuong ¢ chi dudi va ca ¢ ving da
xung quanh. Tinh trang nady ty khoi trén 28 bénh nhan sau
khi ding san pham boi ma khong can thém bt ctr bién phap
diéu tri nao.

18 bénh nhan xuit hién tinh trang ngua trén da dau
va 27 bénh nhan cé tinh trang ngira ¢ ntta than minh trén.
Tridu chimng ngtra ty d& ma khong can ding san pham boi,
620 bénh nhén hai long véi két qua 1am sang dat dugc vai
lidu trinh diéu trj nay va 643 bénh nhan mudn tiép tuc liéu
trinh diéu tri nay.

BAN LUAN

Liéu phap sir dung san pham boi cuc bo trong diéu
tri vay nén timg chi gi6i han & kem dudng 4m va thudc m&
corticoid. Viéc tu diéu tri cho phép bénh nhan doc 1ap hon
va tu do hon trong diéu tri.

Trong nghién ctru nay, ching t6i tién hanh thim do
mot khai ni€ém moi trong liéu phap boéi cuc bo phi
steroid. Bénh nhan duoc nghién ctru mic vay nén mirc
d6 tir nhe dén trung binh ning (n=722). Hau hét cac bénh
nhan (586) cai thién mic do tot va co dén 484 bénh nhan
cai thién dang ké voi 76-100% dién tich da ton thwong
duoc phuc hoi. (hinh 1,2, 3, 4)
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Bang Ila. Thang diém PASI
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Diém 0 1 2 3 4

Dat do 0 =khong co 1 =nhe 2 = trung binh 3 =nang 4 = rat ning
Tham nhiém 0 =khong co 1 =nhe 2 = trung binh 3 =ndng 4 = rit ning
A simg 0 =khoéng co 1 =nhe 2 = trung binh 3 =nang 4 = rit ning
Di¢m 0 1 2 3 4 5 6

% dién tich 0 >10 10<30 30<50 50<70 70<90 [ 90<100

Bang IIb. Pdnh gid tién trién

Dién bien xau

DPiém PASI cao hon so v6i thoi diém khoi dau diéu tri

Khong cai thién

PASI giam 0-25%

Cai thién muc do vira

PASI giam 26-50%

Cai thién tot

PASI gigm 51-75%

Cai thién dang ké

PASI giam 76-100%

Tac dung phu chi xuit hién & mirc d6 nhe va tam
thoi, 33 bénh nhan c6 tinh trang viém nang 16ng, tinh trang
nay co6 lién quan dén cac san pham dugc st dung. Bang
chimg cia viém nang 16ng xuidt hién & cac mang ton
thuong ndm tai chi dudi. Trong 28 ca bénh, tinh trang
viém nang 16ng thoai giam sau khi dirng bdi cac san pham
trén ma khong can thém bat ctr diéu tri nao khac. 5 bénh
nhan con lai khoi han tinh trang viém nang 16ng nho vao
céc bién phap boi tai chd. 45 bénh nhan xuit hién ngua
trén da du, ntra than minh trén va chi dudi. Triéu ching
nay thoai giam ma khong can dimg cac san pham boi. 12
bénh nhan dién bién ning hon va phai dung diéu tri.
Khoéng co6 bénh nhan nao trong nghién ctru nay co tinh
trang qua man voi bat cir thanh phin nao co trong san
pham boi. Mot sb thanh phan c¢é trong cac san phdm bdi co
thé co hiéu ng ting nhay cam anh sang, gop phan lam
ning thém ton thuong. Trong truong hop co nhimng tac
dung phu néi trén, bénh nhan nén tim dén bac st dé duogc
tu van.

Vi dong san phdm bodi chira 3 thanh phan khac
nhau quan trong 13 géi san pham phai rd rang va dé& hiéu.
Céc chi dan bdi phai don gian dé hiéu d6i v6i bénh nhan.

KET LUAN

Dua trén két qua cua nghién ctru nay, dong san
pham Dr Michaels® (Soratinex®) c6 thé duoc sir dung trén
bénh nhan vay nén muirc do tir nhe dén trung binh niang sau
khi d4 can nhic i cdc tiéu chuan loai trir.

LOI CAM ON

Chung t6i1 xin chan thanh cam on cong ty Tirsel
Pty Ltd (Melbourne, Australia) va cong ty Frankl Pharma
Global Ltd (2 Parklands Place, Guilford, Surrey, United
Kingdom) di cung cép cic san phiam phuc vu cho nghién
clu.
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Hinh 1. Tudn 0: Trude diéu tri dong san pham Dr Michaels®

Hinh 2. Tuan 8: Sau diéu tri dong san pham Dr Michaels®
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Hinh 4. Tuan 8: Sau diéu tri dong san pham Dr Michaels®
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