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Psoriasisis a chronic, inflammatory, recurrent, genetically determined dermatitis that affects the skin and joints. Many
patients affected by this condition seek alternatives and complementary treatment options such as herbal medicines. In
order to establish the safety of these products, trials, according to medical standards should be performed to provide the
highest quality of data. The aim of this study was to assess the efficacy and safety of an Australian series of herbal skin-
care products [Dr. Michaels® (Soratinex®) skin-care products for psoriasis| for the management of stable chronic plaque
psoriasis. We studied 142 patients (68 females and 74 males) with mild to moderate, stable, chronic plaque psoriasis and
they were randomly assigned to either verum or control group. Exclusion criteria were: severe psoriasis, arthropathic
psoriasis, intertriginous psoriasis, palmoplantar psoriasis, use of any antipsoriatic treatment and any medication which
could influence or interfere with the course of the disease. Both groups consisted of a cleansing gel, an ointment and an
oil blend (skin conditioner), packed in neutral bottles, used twice daily for all lesions except the scalp, for 8 weeks. As
control products, we used compositions of well-known neutral ointments and medicinal bathing oil. Assessment, using
the Psoriasis Activity Severity Index (PASI) scores, was done before treatment and after 2, 4, 6 and 8 weeks. Patient
improvement was determined by the percentage reduction of the PASI scores. Statistical analysis was carried out using
the Mann-Whitney-U Test with SPSS for Windows. Our investigation demonstrates that complementary methods can
play a role in dermatologic therapy as long as they undergo standardised clinical trials and fulfil the basic requirements
such as product safety and quality assurance. This study shows that Dr Michaels (Soratinex®) herbal skin-care products
improve mild to moderate stable chronic plaque psoriasis significantly.
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Bénh vay nén Ia mdt bénh viém da tidi phat man tinh da dwoc xac dinh la c6 lién quan dén di truyén, anh
huwéng dén da va cac khop. Nhiéu bénh nhin bi bénh nay di tim kiém nhiéu phuong thude va cac lwa chon diéu tri
tu thio dwgc. D¢ thiét lap tinh an toan cua cac san pham ndy, cac thir nghiém IAm sang, theo cac tiéu chuin y té,
can dwoec tién hanh nhim cung cip céc so6 liéu cé chit lu(mg cao nhit. Muc dich ciia nghién ciru nay 12 nhim danh
gia tinh hiéu qua va tinh an toan ciia mét loat cic san phim sir dung ngoai da thao dwoge ciaa Uc (san phim [Dr
M1chaels® (Soratinex®) danh cho bénh vay nén] trong viéc kiém soat bénh vay nén thé mang man tinh giai doan
on dinh. Ching toi da nghién ciru 142 bénh nhén (68 nir va 74 nam) bi vay nén thé mang man tinh giai doan on
dinh muc do tir nhe den trung binh va ho dugc ngiu nhién chla vao nhom benh va nhém ddi chirng. Tiéu chuén
loai trir gom c6: vay nén thé ning, Vay nén thé khép, Vay nén dao nguorc, vay nén thé long ban tay-chin, dang St
dung bt ci liéu phap diéu tri vdy nén va bt cir loai thudc nao cé thé anh hwéng dén hoic can thiép toi dién bién
cia bénh. Ca hai nhém déu dugc diéu tri v6i Gel 1am sach, thudc mé bdi va kem dudng da, duge dong goi trong cac
chai trung tinh, sir dung hai lin m&i ngay cho tit ca cac loai ton thwong trir ton thwong & da diu, trong vong 8
tudn. Nhim kiém soat cic sian phim, ching tbi da sir dung két hop giira cic loai thuéc mé bdi trung tinh ndi tiéng
va diu tim thao dwge. Cac danh gia, sir dung thang diém PASI (Psoriasis Activity Severity Index), dwgc tién hanh
truée khi di bat diu diéu tri va sau tuan thir 2, 4, 6 va 8. Mirc d cai thién ciia bénh nhan dwgc xac dinh bang dd
giam ti 1¢ phan trim diém PASI. Phan tich mang tinh thong ké dwoc thwe hién boi phin mém kiém tra Mann-
Whitney-U Test va SPSS ban cho Windows. Nghién ciru ciia chiing tdi di cho thiy ring cac phwong phap diéu tri
tir thao dwoc c6 thé dong mot vai tro trong viée diéu tri benh da liu mién 1a chiing phai trai qua cac thir nghlem
1am sang dwgce chuin héa va thyc hién diy di céc yeu cu co ban chang han nhuw tinh an toan va dam béo chat
lwong san pham Nghién ciru nay dia ching minh rang cac san pham thio dwgc dung ngoai da Dr Michaels®
(Soratinex®) c6 kha ning cai thién mdt cach dang ké tinh trang vay nén thé ming man tinh giai doan 6n dinh mirc
dd tir nhe dén ning.

Tir khéa: vay nén, san pham béi tai ché, vay nén thé mang, thdo duge, thang diém PASI, kha nang dung
nap, tinh hiéu qud, sy hai long cia ngwoi bénh
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Vay nén 1a mot bénh viém da tai phat man
tinh da dugc xac dinh 13 c6 lién quan dén di truyén,
anh huong chu yéu toi da va khop (1). Didu tri
corticoid tai chd di duoc sir dung nhu mot bién phap
cb hitu cho bénh vay nén trong su6t hon 50 nim qua
(2). Mic du nhing loai thuc nay déong mot vai tro
quan trong trong viéc diéu tri cac trudng hop vay
nén muc do tir nhe dén trung binh, ching van gay ra
nhiing tdc dung phu nhu la chung gidn mach mau,
van hoa va cac tac dong toan than khac lam gioi
han kha ning st dung thudc lau dai (1, 2). Nhiéu
bénh nhan da tim dén cac giai phap thay thé va cac
phuong phap diéu tri khac nhu 1a thao duoc (3, 4).
Nhitng bénh nhan cé suy nghi thoang nhét véi cac
phuong phép diéu tri thay thé 1a nhiing nguoi tré
nhét, c6 muc thu nhap va trinh d6 van héa cao hon,
phu nit va nhitng bénh nhan bi bénh man tinh (4).
Thi truong danh cho cac san pham tir thao duoc da
dan ndi lén trong vai niam qua, nhung rat tiéc,
nhiéu san ph?im hién chua dugc tht nghiém theo
cac tiéu chuan khoa hoc qubc té (5, 6, 7). Nham thiét
lap tinh an toan cua cac san phém nay, cac thur
nghiém lam sang nén dugc tién hanh theo tiéu
chuan y té dé cung cap cac dit liéu co gia trj cao.

Muc tiéu nghién ciru

Muc tiéu cia nghién ctu nay 1a nham tim
hiéu 16 tinh hi€u qua va tinh an toan ciia mot loat cac
san phdm dung ngoai da thao duoc cua Uc [Dr
Michaels® (Soratinex®)] trong viéc klem soat bénh
vay nén thé mang man tinh giai doan 6n dinh.

Bang 1. Tiéu chudn lwa chon bénh nhan.

K.FRANCAETAL.

POI TUONG VA PHUONG PHAP
NGHIEN CUU

Chung t6i da lya chon thiét ké nghién cuu tién
ctru dbi ching gia dugc ngdu nhién, mu d6i. Sau khi
thu thap ban chap thuan tham gia nghién ciru viét tay,
142 bénh nhén (68 nit, 74 nam) bi vay nén thé mang
man tinh giai doan on dinh da duoc ngau nhién phan
vao ca hai nhom bénh va nhom ching. Lya chon
bénh nhén theo céc tiéu chuin ¢ Bang 1.

Liéu trinh diéu tri cho ca nhém bénh va nhom
dbi ching déu bao gdm gel 1am sach da — Cleansing
Gel, thudc md boi tai chd - Ointment va kem
dudng da - Skin Conditioner. Cac san phdm nay
dugc dong gobi trong cac chai lo trung tinh. St dung
céc san pham hai 1an mdi ngay theo cing cach thirec.
Tét ca cac ton thuong trén da déu da dugc diéu tri.
Gel l1am sach duoc boi 1én da va tao bot trén nén cac
ton thuong va duoc rira sach sau 3-5 phiit bang nudc
am. Sau khi dé kho, cac ton thuong sé& duoc phu
mot 10p thudc md. Sau khi thuéc md da dwoc hap
thu, cdc mang vay nén dugc phu thém mot 16p mong
dau dudng.

Cdc ddc tinh ciia san pham

a. Céc san pham ctia nhom bénh goém co:
Gel lam sach da — Cleansing Gel: axit salicylic, axit
citric va axit glycolic.
Thubc m& boi — Ointment: Paraffinum liquidum,
Paraffinum solidum, Khoai tdy, oxit kém, axit
salicylic, Tinh dau hanh nhan, Dau Jojoba, Dau
bo, Tinh dau ca rét, Chiét xudt tir hoa cic van
tho, Tinh dau cam, Dau mam lia mach, Dau hat mo,
Tinh dau hoa odi hieong, Dau cdy dan hwong, Dau
cay hodc hieong, Cdy phong lir, Chiét xudt hoa
hwong thao, Dau thau dau, Tinh dau cam chua.

Tiéu chuin thu nhén I

khac;

Vay nén_ muc do nhe dén trung binh, khong c6 bién
ching. O ca hai gigi, tudi trén 18;
7 Hién dang khong st dung liéu phéap dicu tri vay nén nao

0 Ky vao ban cam két dong ¥.

Tiéu chuan loai trur 0

1  Co thai,

san pham;

Vay nén thé mun mu hodc thé do da toan than;

7 Hién dang st dung cac liéu phap diéu tri toan than,
acitretin, cyclosporin, methotrexat, li¢u phap anh sang
hodc trong vong 3 thang qua;

7 bang diéu tri vay nén tai chd;

cho con bu;

0 DPuoc lgiét qua man cam véi bat cr thanh phan nao cua

0 Thiéu ban cam két déng y tham gia;
7 Tuan tha diéu tri kém.
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Dau dudng da — Skin Conditioner: dau 6 liu, dau hat
vung, dau da diéu, tinh dau hoa oai huong, dau
bach dan, vitamin E tg nhién (8).

b. Cac san phim cho nhém ddi chung 1a xa
bong lam sach da, thuéc md bodi trung tinh
va dau tam thao duoc.

Thoi gian nghién citu
Thoi gian nghién ctru kéo dai 8 tuan.

Danh gia

Viéc danh gia, su dung thang diém PASI
(Bang 1I) (9), dugc tlen hanh vao cac thoi dlem trude
diéu tri va sau cac tuan thir 2, 4, 6 va 8. Véi mdi bénh
nhan, anh chup céac tén thuong duoc chup vao thoi
diém bét dau diéu tri, vao sau tuan thir 4 va tuan thi
8. Su cdi thién cua bénh nhan dugc xac dinh bdi do
giam ti 1€ phan tram diém PASIL Cac phan tich thong
ké duoc tién hanh boi phan mém kiém tra Mann-
Whitnev-U Test va phan mém SPSS ban danh cho
Windows (10).

Céc thur nghiém doc td cho da va do an
toan cua san pham ciing duoc tién hanh & 32 bénh
nhan, bao gorn ca tré em nham danh gid d6 qua méin
cam c6 thé gap phai khi sir dung cac san pham nay.

Bang I1. Thang diém PASI
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Nghién ctru dugc tién hanh trén moét nhom
142 bénh nhan (nhém bénh: 70 va nhém ddi chimg:
72) v6i do tudi trung binh 1a 44,6 tudi (tir 18 dén 74
tudi). 102 bénh nhan da hoan tit 19 trinh 8 tuan diéu tri
trong khi c6 20 bénh nhan bo do (12 nhom bénh va 08
nhom ddi chimg). 12 bénh nhan thudc nhém bénh bi
loai trir béi vi khong tuan thu diéu tri va 10 bénh nhan
(nhém bénh: 6 va nhom d6i chimg: 4) phai ngung diéu
tri vi cac tac dung phuy.

Trudc khi diéu tri, diém PASI trung binh cua
nhom bénh 1a 7,9+42,6 SD, va cua nhom chung la
7,242,2 SD.

Sau 8 tuan diéu tri, diém PASI trung binh ciia
nhom bénh 1a 1,4+1,2 SD, tuong duong voi d0 giam
diém PASI 12 86%.

O nhom dbi chirng, cac gia tri lan luot sau 8
tudn theo ddi la 5,9+2.3 SD, tuong duong véi do giam
diém PASI 1a 18%. Hinh 1 minh hoa cho cic gia
trj trung binh cia diém PASI & mdi thoi diém danh
gid khéc nhau.

Su khac biét vé do giam diém PASI sau 8§ tuan
theo ddi giita hai nhém c6 y nghia thong ké rat 16n
(p<0,001). Hinh 2-7 1 cic anh chup cac ton thuong
(d6 phan giai cao nhét) trudc va sau 8 tuan diéu trj véi
cac san pham Dr Michaels® (Soratinex®).

Diém 0 1 2 3 4
bo do da 0 =Khong c6 gi 1 =Nhe 2 =Trung binh 3 =nang 4 =réit ning
b6 xam nhap | 0=Khongco gi 1 =Nhe 2 =Trung binh 3 =ndng 4 =rit ning
Hign ‘tuqng d 0 =Khong co gi 1 =Nhe 2 =Trung binh 3 =nang 4 =14t ning
sung
Piém 0 1 2 3 4 5 6
% dién tich 0 >10 10<3030<50 50<70 70<90 90<100
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6 bénh nhan thuoc nhom bénh va 4 bénh nhan
thudc nhém débi chung xuit hién tac dung phu la viém
nang 16ng. 4 bénh nhan bi nglra nhe sau khi dung Gel lam
sach da, va 6 bénh nhan bi di tng véi thuéc m& boi trong
thtr nghiém d¢ an toan va dgc tinh cho da. Céc két qua
ciia cac truong hop thir nghiém con lai déu nam trong
gidi han cho phép theo tiéu chudn cua chau Au.

BAN LUAN

Nghién ctru nay di cho thdy rang cac san pham
dung ngoai da thdo dugc dugc thir nghi€ém da cai thién
tinh trang vay nén mang man tinh giai doan 6n dinh mot
cach dang ké. Mot diém manh cua nghién ciru nay 1a co
mot thiét ké nghién ctru 15 rang, dugc coi la tiéu
chuin vang cua cic thir nghiém lam sang. Viéc so
sanh bén trai va bén phai da khong dugc thyc hién nham
tranh cac sai sot c6 thé xay ra nhu nham lan cac bén hodc
chi str dyng san pham hiéu qua hon cho ca hai bén.
Ngoai ban huéng din st dung san phdm, mdi bénh
nhan con dwoc phat mot td roi ¢ ciu tric rét dé hiéu.
Cac bénh nhan ciing duoc luu § khong cung cap bat cr
thong tin nao vé viée st dung san phdm cho nguoi gidm
sat (nguoi danh gid). Thém nita, cac bénh nhan khong
dugc st dung sin pham vao cac ngdy danh gi4 nhim
tranh viéc nguoi gidm sat nhan ra san phidm cta nhom
“bénh” boi mui dic trung clia cdc san phim nay. Nguoi
giam sat 1a mot chuyén gia tu vin vé da lidu va rat co
kinh nghiém trong viéc cho diém danh gia trén lam
sang. Nhu dd biét, thang diém PASI 1a thang diém danh
gia dugc chip thuan trén toan thé gidi, & trong tay mot nha
lam sang c6 kinh nghiém thi s&¢ 1a mdt phuong tién danh
gia dang tin cay.

K.FRANCAETAL.

Thém vao d6, cac birc anh ciing duge chyup lay nét
theo tiéu chuan. Tuy nhién, cac birc anh lai thiéu chiéu
khong gian thir ba - minh hoa cho sy xam nhdp cua mét
mang vay nén va vé co ban di déng gop cho kho hinh
anh 1am sang ton thuong.

Mot diéu d& nhan thay trong qua trinh nghién ctu
do la cac san phém cho nhém “bénh” vuot trdi hon so véi
cac ché pham “gia dugc”. T4t ca cac bénh nhan dung “gia
dugc” phu hop dé cho thay su cai thién mot chut vé tinh
trang bénh, tuong ty nhu khi chi ding cac san pham chim
soc dudng am da.

Yéu céu thir ba 1a vé tinh an toan va doc tinh cho
da (6, 7). Trudc khi tham gia vao nghién cuou, mot thu
nghiém vé kha niang dung nap va doc tinh cho da (9) da
duoc thuc hién trén mot nhém 32 tinh nguyén vién khoe
manh va cho két qua tt. Trong s nhitng ddi tugng nghién
cuu dugc hoi, c6 4 nguodi bi viém da kich ng nhe va 6
nguoi bi viém nang 16ng.

Chung toi d nhan thiy rang kha ning dung nap
tuyét voi (trong ngdn han) cia cic san pham dung ngoai
da Dr Michaels® (Soratinex®) khong can thiét phai loai
trir cac tac dung phu kéo dai. Tuy nhién, cac tac dung phu
nghiém trong hon duong nhu la do ddc tinh cua céac
thanh phan cau thanh (11, 12, 13). Dé danh gia dugc tat ca
cac kha nang di tmg, cac san phiam phai trdi qua qué trinh
thir nghiém thuc t&. Nhimg tuong tac c6 thé c6 vai cac loai
thube thao duge khong dugc thyc hién trong thir nghiém
nay. )

KET LUAN

Céc san pham thir nghiém da hoan tat cic yéu cau
khit khe duoc théng qua boi Nghi vién Chau Au trong ban
tiéu chuan danh cho cac san pham thudc thao dugc
truyén thong (14).

Piém PASI trung binh

Hinh 1. Cdc gid tri trung binh ciia thang diém PASI.

=——\erum

== Placebo
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Hinh 2. Tudn 0: Trudc khi diéu tri véi cac san pham Dr Hinh 3. Tudn 8: Sau khi diéu tri véi cac sin pham Dr

Michaels®. Michaels®.

;.
Hinh 4. Tudn 0: Trudc khi diéu tri voi cdc san phcfm Dr Hinh 5. Tuan 8: Sau khi diéu tri véi cdc san phcfm Dr
Michaels®. Michaels®.

Hinh 6. Tuan 0: True khi diéu tri véi cdc san phdam Dr Hinh 7. Tudn 8: Sau khi diéu tri véi cac san pham ciia Dr

I ®
Michaels®. Michaels®.
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Mién 1a céc san pham c6 chira hdn hop cac chiét xuat tir
cac loai cay khac nhau, mét pham vi thay ddi nén duogc
xac dinh r3. Tuy nhién, budc tiép theo 14 ¢d ging xac dinh
chc quy tic vé duge hoc hién hanh.

Nghién ctru ciia ching téi chimg minh ring cac
phuong phap diéu tri thay thé tir thiao duoc co thé dong
gop mot vai trd trong diéu tri cac bénh da lidu, mién la
cac phuong phap nay déu duoc tién hanh thir nghiém trén
1am sang va dat du cac yéu cau co ban nhu 13 d6 an toan
va bao dam chét luong cua san phidm. Cac san pham
thao dwgc Dr Michaels® (Soratinex®) co thé st dung
hiéu qua trong viéc diéu tri bénh vay nén thé mang bam
man tinh giai doan 6n dinh.

LOI CAM ON

Chung t6i xin chan thanh cam on Cong ty Tirsel
Pty Ltd (Melbourne, Australia) va Cong ty TNHH
Frankl Pharma Global (2 Parklands Place, Guilford,
Surrey, Anh) vi di cung cép cac san phiam thir nghiém cho
nghién ctru nay. Chung t6i cling xin guri 101 cam on téi H.
Maier va cong sy - Vienna, vi cidc nghién clitu c6 gia
tri trudc dé duge cong bd dudi dang Poster trong JEADV.
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