Ry

THUGC BAN THEO PON THUOC DUNG NGOAI

TO HUONG DAN SU DUNG THUOC

Thudc kem bdi ngoai da

KNEVATE

Thuéc nay chi dung theo don thudc
Thudc ding ngoai
Dé xa tam tay tré em
Poc ki hwéng din sir dung trwéc khi dung
Thong b&o ngay cho bac sy nhirng tac dung khong mong muén khi sir dung thuéc.

THANH PHAN CONG THUC THUOC:

Mdi tuyp (10 g) chura:

Thanh phan hogt chat:

Clobetasol proplonat ................. 0,05% (0,005 g/ 10 g)

Thanh phan ta dwec: Cremophor A6, cremophor A25, parafin long, cetyl stearyl alcohol,

propylen glycol, methyl paraben, propyl paraben, sepineo P600, natri bicarbonat, nudc
tinh khiet.

DANG BAO CHE: , ‘ ,
Tuyp nhdm chara thuoc kem mau trang sira, dong nhat.

CHI DPINH:

Clobetasol proplonat la mot loai corticosteroid tai chd thuong dung duoc chi dinh cho
nguol [6m, ngu0’| cao tudi va tré em trén mot tudi trong diéu tri tai chd ngan ngay dbi voi
cac bénh ngoai da khic khong dap (ng hodc it c6 dap ung véi cac corticosteroid tac dung
yéu. Céac tinh trang da bao gom:

— Vay nén (khdng bao gdbm vay nén thé mang lan rong)

— Cham dai ding, khé chira

— Lichen phing

— Lupus ban do hinh dia

— CA4c tinh trang da khac khong dap tng véi steroid hoat tinh yéu hon.

CACH DUNG - LIEU DUNG:

Céach dung:

Kem nay chi sir dung b6i ngoai da.

Viéc bit kin vét thuong, didu kién nong va 4m 1a méi trudong thuan loi cho nhiém tring.

Néu ving da dang diéu tri bj bang kin, can phai lam sach da trudc khi thay miéng bang

sach khac dé ngan ngtra nhiém triing ¢ vung da bi che phu.

— Rura tay sach.

— BOi mot 16p kem clobetasol propionat Ién ving da bi b¢nh va xoa nhe cho dén khi kem
tham hét vao da. Bénh nhan c6 thé do lugng thudc s dung bang dau ngén tay. DI véi
tré em, can sir dung mot luong thude it hon nhung van dung ngén tay ngudi 1on dé do.

— @

Hinh 1. Hinh anh mot don vi dau ngon tay (FTU)
— Rura tay sach sau khi bdi kem hoic deo ging tay str dung 1 lan (trir khi ving da can thoa
la tay).
Liéu dung:
Ngwoi |6n, nguwoi cao tudi va tré em trén 1 tudi
B6i mot 16p mong kem clobetasol propionat va xoa nhe 1én viing da bi bénh, ngay 1 - 2 lan
cho dén khi triéu ching duoc cai thién. Sau do, giam tan suét st dung hoac thay thé bang
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mot corticosteroid co tac dung yéu hon. Néu bénh nhén ¢ sir dung kem dudng am, dé mot
khoang thoi gian cho thuoc hap thu truéc khi sir dung kem duong am.

Diéu tri ngan han lap lai véi kem clobetasol propionat duoc 4p dung dé kiém soét su ting
nang bénh.

Truong hop dé khang, dic biét khi c6 hoi chung ting sing hda, c6 thé ting hiéu qua cua
clobetasol propionat bang cach bang kin vung boi thudc bing mang polythen. Bang kin qua
dém thuong dat duge dap ang mong muon. Sau khi tri¢u chimg duoc cai thi¢n co the tlep
tuc dung thudc ma khéng can bang kin ving bbi thuc. Néu dung thudc duoc 2 - 4 tuan ma
khong thay co dap ung hoic bi nang thém phai xem lai viéc chan doan va diéu tri.

Mot dot diéu tri khong duoc qua 4 tuan, néu phai tiép tuc diéu tri nén st dung cac
corticosteroid c6 tac dung yéu hon.

Chi bdi mot lugng vira du 1én chd bi bénh, khong nén dung qua 2 g mot lan. Néu chd bi
bénh qua I6n, cling khong dugc dung qua 50 g moi tuan.

Diéu tri véi clobetasol nén ngung dan khi bénh dugc su kiém soat va van tiép tuc sir dung
kem dudng 4m nhu mot ligu phap duy tri.

Sy tai phét cac bénh vé da c6 thé xay ra khi ngung dot ngot clobetasol.

Bénh cham dai déng: Bénh nhan hay tai phat

Khi mot dot cip tinh dugc didu tri hiéu qua bing clobetasol propionat, c6 thé tiép tuc st
dung véi liéu khong lién tuc (mot 1an/ ngay, 2 ngay/ tuan, khong bang kin) dé giam tan suét
tai phat.

Nén tiép tuc sir dyng cho viing da bj bénh va viing da c6 kha ning tai phat. Phac d6 nay nén
duoc két hop véi sir dung kem dudng am hang ngay. Loi ich va ruai ro cua viéc tiép tuc diéu
tri phai dugc danh gia thuong xuyén.

Tréem

KNEVATE chéng chi dinh di véi tré em dudi 1 tudi.

Ddi voi tré em, nguy co bi cac tac dung toan than I6n hon & ngudi 16n nén yéu cau thoi
gian cho mot dot diéu tri ngan hon va sir dung corticosteroid tac dung yéu hon.

Déi’ véi tré em, thoi gian cua dot diéu tri khong qua 5 ngay. Khong bang kin ving boi
thuoc.

Nén can than khi st dung clobetasol propionat dé dam bao chi sir dung mét luong thudce ti
thiéu dé mang lai hiéu qua diéu tri.

Khong st dung qua liéu chi dinh.

Sir dung thudc trén vung mgt

Thoi gian cua mot dot dieu tri khong qua 5 ngay va khong bang kin ving boi thudc. Khong
dé kem dinh vao mat. Néu bi dinh vao mat, rira mat véi that nhiéu nuée sach.

Hwéng dén chung:

Nguoi lon

Mat va c6: 2,5 FTU.

Lung: 7 FTU.

Nguc va bung: 7 FTU.

Mot cénh tay (khong bao gom ban tay): 3 FTU.

Ca hai mat cua ban tay: 1 FTU.

Mot chan (khong bao gém ban chan): 6 FTU.

Mot ban chan: 2 FTU.

Pay chi 1a hudng dan chung. Bénh nhan khong nén lo ling néu cam thay can it hon hoic
nhiéu hon. ‘

Tré tir 1 - 10 tuoi

S6 lwong don vi dau ngon tay (FTU) can
Tudi Mitvaco | Canhtay | Chanva Ngwcva | Lungva
vabantay | ban chan bung méng
1 -2 tudi 1,5 1,5 2 2 3
3 -5tuoi 15 2 3 3 3,5
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6 - 10 tudi 2 | 25 | 45 | 35 | 5

Nguwoi cao tudi

Cac nghien cau 1am sang van chua xac dinh sy khac nhau trong dép ung voi thubc & nguoi
cao tudi va bénh nhan tré hon. O ngudi cao tudi, giam chuc néng gan than co thé 1am cham
thai trur thubc. Do do, chi st dung clobetasol propionat véi licu toi thiéu trong mot thoi gian
ngan nhat dé dat hiéu qua 1am sang mong mudén.

Bénh nhan suy gan, suy thgn

Trong truong hop phOi nhiém toan than (khi sir dung trén viing da lén trong thoi gian kéo
dai), sy chuyén hda va thai trir c6 thé gidm lam téng nguy co ngd doc toan than. Do do, chi
su dung clobetasol propionat véi lidu téi thiéu trong mot thoi gian ngan nhat dé dat hiéu
qua ldm sang mong muon.

CHONG CHI PINH:

Khong dung cho nguoi m?a,n cam véi clobetasol propionat, cac corticosteroid khac hozc bat
ctr thanh phan nao cua thuoc.

Khong dung dleu tri bénh da cho tré dudi 1 tudi, bao gom viém da va ham do t4.
Khong dung diéu tri bénh trung ca va trimg ca do, viém da quanh migng.

Khong dugc dung thuoc nay duy nhat dé diéu tri bénh vay nén dién rong.
Khéng duoc tra mat hoic udng.

Khong dugc dung bbi ¢ mat, hang, nach hodc dung trong am dao.

Ton thuong da do virus, nam.

Nhiém khuan chi yéu & da dau.

Nhiém virus, nim hozc lao da.

Nhitng truong hop sau khong nén diéu tri véi clobetasol propionat:

— Nhiém tring da khong diéu tri

— Chung do mat

— Ngtra, khdng c6 biéu hién viém

— Ngtra quanh hau mon va co quan sinh duc

— Viém da quanh mit.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Clobetasol propionat nén duoc sir dung than trong cho bénh nhan c6 tién st qua man voéi

cac corticosteroid hozc bat ctr thanh phan t4 dwoc ndo trong thudc. Phan tng qua man co

thé biéu hién giéng vai céc triéu chimg dang diéu tri.

Néu c6 cac bicu hién cua hoi chimg Cushing va sy Gc ché thusn nghich truc dudi doi -

tuyen yén - thuong than (HPA) do tang sy hap thu thudc qua da nén glam thube dan dan

bang céch giam tan suat st dung hodc thay thé bang maot corticosteroid cé tac dung yéu hon.

Ngurng thude dot ngot co thé gay ra cac biéu hién do thiéu glucocorticosteroid.

Céac nguy co lam tang tic dung toan than:

— Cong thuc bao ché va hoat tinh cua steroid

— Thoi gian tiép xtc

— Sur dung thuoc trén dién tich da rong

— Bang kin ving da str dung thudc

— CO sy tang hydrat hoa 16p sung

— Duing trén cac ving da mong hoic bi ton thuong

— S0 v6i ngudi 16n, tré em dé bi cac tac dung toan than khi str dung corticosteroid tai chd
do mirc d6 hap thu thudc qua da 16n hon. Diéu nay Ia do da cua tré chua phat trién toan
dién va ti Ié dién tich da trén khoi lugng co thé cao hon ngudi lon.

Sir dung thudc cho tré em dwéi 12 tudi:

O tré em dudi 12 tudi, nén tranh sir dung li¢u phap corticosteroid tai chd trong thoi gian dai

néu nhu c6 thé bai vi ¢d thé gay wc ché tuyen thuong than. Tré em c6 thé gap nhiing thay

ddi bét loi khi sir dung corticosteroid tai chd.
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Thoi gian st dung thudc & tré khdng quéa 5 ngay cho mot dot diéu tri. Khong nén bang kin

hay méc ta cho tré tai ving boi thudc.

Nguy co nhiém khuan khi biing kin ving béi thudc:

Diéu kién néng, am & vang da bi bang kin tao thuan loi cho vi khuan phat trién. Néu bang

kin viing bdi thudc, nén 1am sach ving da d6 trude khi thay miéng bang gac méi.

Sir dung thuéc cho bénh nhan vay nén:

Can phai theo ddi can than khi sir dung clobetasol propionat cho bénh nhan vay nén do

nguy co tai phat, dung nap thudc, nguy co vay nén mun mu toan than Zumbusch, dgc tinh

tai chd va toan than do su tang hap thu clobetasol propionat qua viing da bi tén thuong.

Nhiém khuan dong thoi:

Néu dong thoi bi nhiém khuan hodc nhidm nam trong khi diéu tri clobetasol, phai két hop

dung thude khang sinh hozc thudc khang nam thich hop. Truong hop nhiém khuan lan rong

can ngung clobetasol propionat va sir dung liéu phap khang sinh pha hop.

Loét chan man tinh:

Corticosteroid tai chd doi khi duoc str dung dé diéu tri viém da quanh vét loét & chan. Tuy

nhién, viéc sir dung nay c6 thé dan dén ting nguy co xay ra cac phan (ng qua man tai cho

va nguy co nhiém triing tai ch.

Sir dung thudc trén vang mit:

Str dung thudc trén ving mit thudng c6 nguy co gip nhitng phan ang khéng mong mudn

nhiéu hon.

Thoi gian diéu trj khong nén qua 5 ngay.

Sir dung thudc trén mi mat:

Néu st dung thudc trén mi mat can tranh dé thudc roi vao mat do c6 nguy co gay ra ting

nhan ap va duc thay tinh thé. Néu clobetasol roi vao mat phai ria mat véi mot luong 16n

nuoC.

Ngudi cao tudi (> 65 tuoi):

Véi ngudi cao tudi (> 65 tudi), chua thay c6 su khac nhau vé hiéu qua va tai bién cua thudce

nay so va&i nguoi tré. Tuy nhién, can dung lidu thap nhat c6 thé duoc.

Canh bao lién quan dén ta dwoc:

KNEVATE c0 chua:

+ 1,2 g Propylen glycol/ tuyp 10 g. Dung dong thoi voi bat ky ché pham nao c6 chua
alcohol dehydrogenase nhu ethanol co thé gay ra cac tac dung khong mong mudn
nghiém trong & tré so sinh.

+ Cetyl stearyl alcohol cd thé gay céc phan ng da tai chd (viém da tiép xtc)

+ Metyl paraben va propyl paraben cé thé gay cac phan ung di ang.

SU DUNG CHO PHU NU CcO THAI VA CHO CON BU:

Phu nir cé thai:

Dit liéu con han ché vé anh hudng cua clobetasol propionat trén phu ni ¢ thai.

Str dung corticosteroid tai chd trén dong vat cd thai cd thé gy ra bat thuong trong su phat
trién cua thai nhi. Nhitng bang ching trén ngudi chwa dugc thiét lap.

Viéc sir dung clobetasol propionat chi nén dwoc xem xét néu loi ich cho ngudi me I6n hon
anh huong véi thai nhi. Néu that can phai dung, khéng nén dung liéu cao va thoi gian kéo
dai.

Phu nir cho con bu:

Tinh an toan vé sir dung corticosteroid tai chd trong thoi ky mang thai chwa duoc thiét 1ap.
Hién chua 6 viéc st dung corticosteroid tai chd c6 bi hap thu toan than va bai tiét qua sira
Vvé6i luong c6 thé phat hién duoc. St dung clobetasol propionat chi nén duoc xem xét néu
loi ich ky vong cho ngudi me I16n hon dnh huong voi tré so sinh. Khi dung clobetasol
proplonat cho ngudi me, can tranh dé cho tré so sinh nudt phai.

Kha ning sinh san:

Khong c6 dit liéu & nguoi dé danh gia anh huong cua corticoid tai chd ddi véi kha nang
sinh san.
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Clobetasol tiém dudi da khong dnh hudng dén kha nang giao phdi ciia chudt. Tuy nhién,
kha nang sinh san da giam ¢ liéu cao nhat.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua c6 nghién ctru ching minh tac dong cua clobetasol ddi véi kha nang lai xe va van
hanh may méc. Dit liéu vé tac dung khdng mong muédn cua clobetasol propionat sir dung
tai chd khong cho thay nhiing anh huéng bét loi d6i vai kha ning 1ai xe va van hanh may
mac.

9. TUONG TAC, TUONG KY CUA THUOC:

Dung ddng thoi thudc boi clobetasol proplonat va thudc corticosteroid khac (uéng, tiém
hoac xit miii) dé 1am ting nguy co qua liéu glucocorticoid dan dén tc ché truc dudi doi -
tuyén yén - thuong than.

Dung dong thoi céc thudc Grc ché CYP3A4 (vi duy itraconazol va ritonavir) gay uc ché
chuyén hda corticosteroid, dan dén ting nong do trong huyét tuong. Muc d6 twong tac phu
thudc vao lidu va duong st dung trén 1am sang cua corticosteroid va hiéu luc cua cac thubc
trc ché CYP3A4.

Clobetasol lam tang tac dung cua deferasirox. Tac dung cua clobetasol bi tang 1én baoi
telaprevir. Clobetasol lam giam tac dung cua aldesleukin, corticorelin, telaprevir,
hyaluronidase.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Thuong gap, ADR > 1/100

Da va mé dudi da: Ngtra, cam giac nong, rat/ dau tai ving da bdi thudc.

it gap, 1/1 000 < ADR < 1/100

Da va mo dudi da: Teo da, ran nut da, gidn mao mach.

Rat hiém gap, ADR < 1/10 000

Nhiém triing va ky sinh tring: Nhiém trung co hoi

Mién dich: Phan @ng quéa man, phat ban.

Noi tiét: Uc ché truc dudi doi - tuyén yén - thuong than (HPA)

Hinh thé Cushing: Nhu mit tron, béo trung tam, cham tang can/ phat trién o tré em, Ioang
xuong, ting nhan é&p, ting glucose huyét/ glucose niéu, duc thuy tinh thé, tang huyét ép,
tdng cén/ béo phi, giam ndng do cortisol noi sinh, tang huyet ap, rung toc, gay tdc.

Da va mo duéi da: Da mong, nhian va kho, thay doi sic td, hoi chitng Ambras, viém da di
ng tiép xuc/ viém da, bénh vay nén mun ma, ban do, phat ban, néi may day, mun tring ca.
Vi tri str dung: Kich tng/ dau tai noi béi thudc.

Chura ré tan sudt:

Mat: Nhin mo.

Huwéng dan cach xir tri ADR:

Dé tranh suy thuong than, khi dung lau va boi trén di¢n rong (dung liéu cao), can danh gia
chac nang thu:ong than vi c6 thé bi uc ché truc dudi doi - tuyen yén - thuong than (truc
HPA), bang cac nghi¢m phap nhu nghi¢m phap kich thich bang ACTH, nghlem phéap xac
dinh cortisol trong huyet tuong va cortisol tu do trong nudc tleu Néu thay c6 biéu hién suy
thuong than, phai ¢6 gang ther nging thudc, phai giam sé 1an béi, hoac thay biang mot
glucocorticoid c6 hoat tinh thap hon. Khi nging thudc, chirc ning truc HPA thuong hoi
phuc nhanh va hoan toan, nhung néu thay c6 biéu hién thiéu glucocorticoid, phai bd sung
bang céch udng corticosteroid.

Thudc cé thé gay ra cdc tac dung khéng mong mudn khdc. Can theo doi chit ché va khuyén
cdo bénh nhdn théng bdo cho bdc sy nhitng tdc dung khéng mong mudén gdp phdi khi sir
dung thudc.

11. QUA LIEU VA CACH XU TRi:

Dung qué liéu 1am ting hap thu qua da vao tuan hoan; Néu du luong s& gay tai bién toan
than, dac biét 1a suy thuong than, hoi chimg Cushing, ting glucose huyét, glucose niéu.
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12.

Céch xir tri: Ngung thudc, chirc ning truc dudi doi - tuyén yén - thuong than thuong phyc
hoi nhanh. Nhung d6i khi sau ngirng thuoc cd biéu hién thiéu glucocorticoid, phai dung
corticosteroid mét thoi gian; Tuy treong hgp ma dung loai hoat tinh trung binh hoac manh.

PAC TiNH DUQC LUC HQC:

Nhém dugc ly: Corticosteroid tac dung tai chd nhom 1 (tac dung manh nhat).

Ma ATC: DO7ADO1.

Clobetasol propionat 1a mét corticosteroid tong hop twong tur prednisolon, c6 hoat tinh
glucocorticoid manh va hoat tinh mineralocorticoid yéu, dugc ding tai chd dé diéu tri mot
s6 bénh ngoai da khac nhau.

Khi dung tai chd trén dién rong hozc khi da bj rach, nut, hoic khi bang kin, thudc ¢ thé
hap thu voi lugng du dé gy ra tac dung toan than. Giéng nhu cac corticosteroid dung tai
chd khéac, clobetasol proplonat c6 tac dung chdng viém, chdng ngira va co mach. Co ché
chinh xac tac dung chdng viém cuaa clobetasol propionat dung tai chd trong diéu trj cac
bénh ngoal da c6 dap ung voi corticosteroid con chua rd. Co thé thudc gay cam u’ng cac
protein goi chung Ia lipocortin 6 tac dung tc ché phosphorylase A,. Cac protein nay kiém
soat sy sinh tong hop cac chat trung gian gay viém manh nhu prostaglandin va leucotrien,

bang cach wc ché giai phong acid arachidonic, mat tién chat chung cua prostaglandin va
leucotrien. Acid arachidonic dugc giai phong tir phospholipid mang nho phospholipase Ao.

13. PAC TINH DUQC PONG HOC:

14.

15.

Hap thu:

Clobetasol propionat dung tai chd c6 thé duoc hap thu dugc vao tuan hoan chung qua da
binh thuong (con nguyén ven). Mirc do hap thu tai chd qua da phu thuoc vao nhiéu yéu t6
nhu luong thudc béi, ta dugc dung ché tao thudc, tinh toan ven cua hang rao biéu bi. Bang
kin viing béi thubc trong thoi gian lau, viém da va/ hodc tinh trang bénh khac ¢ da c6 the
lam tang hap thu thubc qua da.

Trong mot nghién ciru, nong do dinh cua clobetasol propionat trong huyét twong trung binh
0,63 ng/ mL dat duoc sau 8 gio sir dung lan thar hai (cach 13 gio sau khi duing lan dau) voi
lidu 30 g thuéc m& clobetasol propionat 0,05% trén nguoi binh thuong co da khée manh.
Sau khi dung 1an tht hai liéu 30 g kem clobetasol 0,05%, néng do dinh trung binh trong
huyét tuong hoi cao hon so véi ding thuéc ma va dat duoc sau 10 gio dung thudc.

Trong mot nghién cau riéng 1é, nong d6 dinh clobetasol propionat trong huyét twong &
bénh nhan vay nén va cham lan lugt khoang 2,3 ng/ mL va 4,6 ng/ mL dat duoc sau 3 gio
sir dung thudc ma clobetasol propionat 0,05% liéu 25 g.

Phan bé:

Viéc st dung diém cudi duoc dong hoc dé danh gia tac dong toan than cua céac clobetasol
propionat tai chd 1a can thiét do thuc té nong d6 caa thube trong tuan hoan thip hon mirc
phat hién

Chuyén hoa:

Sau khi hap thu qua da, clobetasol propionat dugc chuyén hoa chu yéu qua gan giéng nhu
cac corticosteroid sir dung duong uong khac.

Thai trir:

Clobetasol propionat va cac chit chuyén hoa duoc thai trir qua than va mot phan qua mat,
roi theo phén ra ngoai.

QUY CACH PONG GOI:
Tuyp nhdm chira 10 g thuoc. Hop chaa 1 tuyp.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

Piéu kién bao quan: Noi kho rao, tranh anh sang, nhiét d6 khdong qua 30°C. Khong duoc
dé thudc trong tu lanh. Khong duoc dé chong chat, ép manh 1én tuyp thudc.

Han dung cia thudc: 36 thang ké tir ngay san xuat.

Tiéu chuan chét lwong cia thudc: TCCS.

6/7

0469.T1



16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi x& Bén Cét,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA DPOI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC: 01/08/2019

Tén san pham: KNEVATE

M4 s toa: 0469.T1

Kiém soat sita di- - Chuyén file in theo cong van sb 457/QLD-PK ngay 01/08/2019 cua
cuc QLD

Ngay: 01/08/2019

Nhan vién thiét ké:
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