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Betamethasone Cream 0.1 % w/w I

Topical Cream

Composition:
Betamethasone Valerate BP

Equivalent to Betamethasone ......... 0.1 % wiw
Chlorocresol BP

(As Preservative).........cccceevveennnen. 0.1 % wiw
Inacreambase .......cccceeiiiiiiii qg.s.

Dosage: As directed by the Physician.
Storage: Do not store above 30°C.

Protect from light. Do not freeze.

Do not accept if seal is broken.

Keep the tube tightly closed after use.
Puncture nozzle seal with piercing point of cap.
Keep the medicine out of reach of children.
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Rx Thudc nay chi dung theo don thude

Thubc dung ngoai

HUGONG DAN SU DUNG THUOC
VALAPPLY
o Doc kj hudng dan st dung trude khi diing. Néu can thém thong tin, xin héi y kién bdc st
hodc diroc sT.

* Thdng bdo cho bdc st nhitng tdc dung khong mong muon &dp phai khi sir dung thuéc.
o Dé thudc xa tam tay tré em.
o Khéng diing thuéc qud han in trén bao bi,
1. Tén thuée: VALAPPLY
2. Thanh phan cong thire thude:

“n*MSA

MJdi gam thude kem c6 chita:

Hoat chat: Betamethasone Valerate tuong duong vdi Betamethasone 0.1% w/w

Ta dugc: Cetomacrogol Emulsifying Wax - (1000), Cetostearyl Alcohol , Sodium Dihydrogen
Phosphate, Dihydrate (Sodium Acid Phosphate), Sodium Hydroxide , Chlorocresol , Light
Liquid Paraffin , White soft paraffin , Nudc tinh khiét

3. Dang bao ché: Thude kem bdi ngoai da.

M3 ta: Kem tring min, khong san, khong c6 hat phan téan va khong cé bot khi.

4. Chi dinh

Chi dinh wu tién khi li¢u phép corticosteroid tai ché duogc coi 1a phuong phéap didu trj tot nhét:
Cham tiép xuc, viém da di tmg.

Chi dinh khi li¢u phap corticosteroid tai chd 1a mét trong nhimg phuong phap diéu tri thong
thuong: Viém da & dich, bénh vay nén (trir cdc mang rét rong), lichen, ngira khong do ky sinh
trung, cham biu, lichen xo cting & by phan sinh duc, u hat vong, lupus ban dé dang dia, viém
da tiét ba nhon ngoai trir & mit, diéu trj triéu chimg nglra do mycosis fungoides.

Chi dinh tam thoi trong thoi gian ngén: vét ¢on tring cdn va ngtra do ky sinh triing sau khi diéu
tri nguyén nhan.

Dang kem dic biét thich hgp cho céc ton thuong cép tinh, ri dich.

Luu y: M6i bénh ly da lidu cin dugc diéu tri bing corticoid phit hop véi mire db tac dung, va
thy vao két qua, c6 thé can phai thay thé bang san phim c6 hoat tinh manh hon hodc yéu hon
trén toan by hodc mot phan céc ton thuong.

5. Céch dung, liéu dung:
Duong ding thude: Boi ngoai da
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Thoa mdt 16p moéng 1én ving da cin diéu tri, 1-2 lén/ngé.y va massage nhe nhang cho dén khi
kem dugc hap thu hoan toan. Rira tay sau khi thoa thudc.

Viée tang quéa mirc so 1an thoa mai ngay c6 thé lam tang cac tac dung phu ma khong cai thién
hi¢u qua diéu tri.

Khi diéu trj cac ving da dién tich 16n cin phai theo dai sé lugng tuyp kem sir dung.

Mot sb6 bénh ngoai da (bénh vdy nén, viém da di ung, v.v.) khién ban nén ngung su dung
corticosteroid tai chd dan dan. C6 thé thuc hién béng cach giam tan sudt str dung/hodc sir dung
corticosteroid li¢u thdp hon hogc it manh hon. Trong truong hop tinh trang x4u di hodc khong
c6 cai thién sau 2 dén 4 tudn, cin danh gia lai diéu tri va chan doan.

Khi mot dot cép tinh da duoc didu tri hidu qué bang phuong phép diéu tri corticosteroid tai chd
lién tuc, c6 thé can nhéc diéu tri ngat quang. Trong truong hop sir dung thudc ngét quing kéo
dai, can danh gia thudng xuyén chirc ning cua truc ha ddi-tuyén yén-tuyén thugng than.

6. Chéng chi dinh

Man cam véi hoat chét hodc b4t ky ta duoc nao cua thude. Cac trudng hop sau ddy khong nén
di€u tri bang betamethasone valerate:

- Nhiém tring da chva duoc diéu trj

- Bénh tring ca do

- Mun tring ca thong thudng

- Bénh ngtra khong viém

- Ngura viing hdu mon va b phan sinh dyc
- Viém da quanh miéng

Chéng chi dinh st dung Betamethasone valerate déi voi cac bénh da liéu bao gém viém da &
tré em dudi mot tudi.

7. Canh bdo va than trgng khi dung thudc:

Betamethasone valerate nén dugc sir dung than trong & cac bénh nhan ¢6 tién s qua man tai
cho véi céc corticosteroid khéc. Céc phan tng qua man tai chd c6 thé tuong tu vai cac triéu
ching cta tinh trang dang diéu trj.

Cac biéu hién cta hoi ching hypercortisolism (hoi chimg Cushing) va tic ché truc ha ddi -
tuyén yén - tuyén thugng thén ¢6 thé dao nguge dan téi giam glucocorticosteroid, cé thé xuit
hién & mot sb dbi twrong do su ting hip thu toan than cdc steroid tai chd. Néu quan sat thiy mot
trong hai truong hop trén, ngimg thude dan dan bang cach giam tin sut sir dung hoic thay thé
voi mot loai corticosteroid hiéu luc yéu hon. Ngtmg didu tri dot ngdt c6 thé dan t6i giam
glucocorticosteroid

Céc yéu 6 rii ro lam ting tac dong toan than :

- Higu lyc va cong thirc cua steroid tai chd

- Thei gian tiép xuc

- Sir dung trén dién tich bé mat 16n

- Dung trén cic ving da bi che kin, vi du: cac vung k& hodc da dudi 16p bang kin (td ¢
thé déng vai trd nhu mot 16p bang kin & tré so sinh)
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- Tang murc d§ hydrat héa Iép simg

- Dung trén nhilng ving da méng nhu mit

- Dung trén da bj tdn thuong hodc cac tinh trang khdc ma hang rao bao vé da c6 thé bj
suy yéu

- Tré em c6 thé hép thu lugng corticosteroid tai chd twong tmg 16n hon so v&i nguoi lon,
do d6 d& gap tac dung phu toan than hon. Nguyén nhan la do tré em c6 hang rao bao vé
da chua hoan thién va ty 1¢ dién tich bé mit so véi trong luong co thé 16n hon so véi
nguoi lon.

Doi twgng tré em

DAi véi tré so sinh va tré nho dudi 12 tudi, cac dot diéu tri nén dugc gidi han trong 5 ngay va
khong nén bang kin; nén tranh sir dung li¢u phap diéu trj bang corticosteroid tai chd lién tuc
trong thoi gian dai do ¢6 thé xay ra tinh trang trc ché tuyén thuong than.

Nguy co nhiém trang khi bing kin

Diéu kién 4m va 4m w6t trong céc nép gdp cua da hodc do vigc bang kin gay ra lam ting kha
nang nhiém khuén. Khi sir dung phuong phap bang kin, can lam sach da truée khi phu mét 16p
bang mai.

Dung cho bénh vay nén

Nén than trong khi diéu tri bénh vay nén bing céc corticosteroid tai ch do hién tugng tai phat
doi lai (rebound relapses), phat trién kha ning khang thudc, nguy co mic bénh vay nén mun
mu toan than va biéu hién nhiém ddc tai chd hay toan than vi chirc ning hang rao bao vé cua
da bi suy yéu da dugc ghi nhan & mot vai trudng hop. Neu dung cho bénh vay nén, viéc giam
sat bénh nhén can than 13 can thiét.

Dung trén mit

Vi€e str dung kéo dai trén m3t khong dugce khuyén khich do khu vue nay dé bj teo da hon, do
do cac dot diéu tri nén giéi han trong vong 5 ngay va khong nén bang kin.

Dung trén mi miit

Néu bdi 1én mi mit, cAn cén than dé dam bao thube khong di vao mat, do viéc tiép xtic nhidu
lan ¢6 thé dan t&i bénh duc thuy tinh thé va bénh ting nhan ap.

Réi loan thi giac

Réi loan thi gidc ¢6 thé duge ghi nhan khi st dung corticosteroid toan than va tai chd. Néu
bénh nhén ¢6 cac trigu chirmg nhu md mit hodc gap céc rdi loan thi gidc khéac, bénh nhén nén
dugc xem xét gidi thidu dén gip béc si chuyén khoa mét dé danh gia céc nguyén nhén cé thé
xay ra, bao gom duc thuy tinh thé, ting nhan ap hodc cac bénh hiém gip nhu bénh hic vong
mac trung tdm thanh dich (CSCR) dé timg duoc ghi nhan sau khi didu tri vdi corticosteroid
toan than va tai cho.

Dang nhiém

Li¢u phdp khéng sinh phu hop nén duge st dung bat cir khi nao diéu tri cdc sang thuong viém
da bi nhiém tring. B4t ky su lay lan nhidm trung nao ciing déu can ngimg didu tri véi
corticosteroid tai chd va sir dung liéu phdp khang sinh thich hop.
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Loét chan man tinh

Céc corticosteroid tai chd doi khi duge sir dung d¢ dicu tri viém da xung quanh céc vét loét
man tinh & chan. Tuy nhién, viéc ndy c6 thé c6 lién quan t6i su xuit hi¢n nhiéu hon cta cac
phéan g qua man tai ch6 va tang nguy co nhiém trung tai chd.

Hi chirng cai steroid tai ch

Viée st dung steroid tai chd khong phit hgp hoic lién tuc trong thoi gian dai ¢6 thé din dén sy
phat trién cua céc dot bung phét doi lai sau khi ngimg didu trj (hoi chimg cai steroid tai chd).
Mot dang bung phat doi lai nghiém trong c6 thé biéu hién ra & dang viém da vdi tinh trang da
dd, cham chich va bong rat dir doi ma c6 thé lan rong ra ngoai ving da diéu tri ban dau. Piéu
nay thuong xay ra hon khi diéu trj cac ving da d& tén thuong nhu mit va cac nép gép. Néu tinh
trang nay ti phat trong vong vai ngay dén vai tudn sau khi diéu trj thanh céng thi nén nghi ngo
¢6 phan tmg cai thudce.

Nén than trong khi téi st dung va nén ¢6 tu van chuyén mén trong nhitng trudng hop nay hoic
xem xét cac lya chon diéu trj khac.

Cénh bao ta duge

San phim c6 chura parafin. Chi din bénh nhan khéng dugc hut thube hodc dén gin ngon lira
tran do nguy co bong ning. Vai (quan 4o, khin trai giuong, bang gac,...) da tiép xuc véi san
phidm nay d& chay hon va 1a nguy co gy hoa hoan nghiém trong. Gidt quin 4o va khin trai
giudng ¢ thé lam giam tich tu nhung khong loai bo hoan toan san pham.

San pham chira chlorocresol cé thé gdy ra cac phan ung di ung va cetostearyl alcohol c6 thé
gdy ra cdc phan (ng da tai chd (vi dy: viém da tiép xuc)

8. Sir dung thuée cho phu nir ¢6 thai va cho con bu:

Kha nang sinh san

Khéng c6 dit li¢u dé danh gié tac dong cuia corticosteroid tai ch® dén kha néng sinh san & ngudi.
Phu nit co thai

Dir liéu vé viéc ding betamethasone valerate trén phu nir mang thai con han ché.

Str dung corticosteroid tai chd cho dong vt mang thai c6 thé gay ra nhitng phat trién bét thuong
cua bao thai.

Su lién quan cta phat hién nay dbi véi con ngudi chua duge xdc minh; tuy nhién, chi nén can
nhdc st dung betamethasone valerate trong thoi ky mang thai néu loi ich mong doi d6i véi
nguoi me vuot tréi nguy co doi véi thai nhi. Nén sir dung mdt lugng t6i thiéu trong thoi gian
ngan nhat.

Phu nir cho con bu
Viée str dung an toan corticosteroid tai chd trong thoi gian cho con bu chua duogc x4c minh.

Viéc sir dung corticosteroid tai chd c¢6 thé din dén sur ha"'lp thu toan than du dé tao ra mot lugng
co the phét hig¢n dugc trong sita me hay khong chua duge biét rd. Chi nén cén nhéc sir dung
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betamethasone valerate trong thoi ky cho con bu néu lgi ich mong doi ddi véi ngudi me vuot
trdi nguy co dbi véi tré so sinh.

Néu sir dung trong thoi ky cho con bu, khong nén bdi betamethasone valerate 1&n v dé tranh
tré so sinh vo tinh nuét phai.

9. Anh hwéng cia thude 1én kha néiing lii xe, vin hanh may méc .

Chua c6 nghién ciru dénh gid anh huorng clia betamethasone valerate dén kha ning lai xe hoic
van hanh may méc. Tac dong bat loi dén cac hoat dong nhu vay khong duogc du béo tir hd so
céc phan mg bat lgi cta betamethasone valerat tai chd.

10. Twong tic, twong Ky cia thude

Réi loan chuyén héa nhu glam dung nap glucose duge quan sét thdy khi sir dung dong thoi
corticosteroid tai chd va thude chéng t1eu duong. Canh bao bénh nhan va ting cuomg ty theo
doi lugng duong trong méu va nude tiéu, dic biét 1a khi bit dau didu tri.

Tucmg ky cua thube: Do khdng c¢6 céc nghién ctru vé tinh tuong ky cua thude, khong trdn 14n
thude nay véi cac thube khéc. )

11. Tac dung khéng mong muén cia thude:

Cac bién ¢6 bat loi liét ké duéi ddy duge phén loai theo hé co quan va tAn suit. Tan sudt duoc
xéc dinh nhu sau: rat thudmg gap (>1/10), thudng gap (>1/100 dén <1/10), it gip (>1/1000 dén
<1/100), hiém gdp (>1/10,000 dén <1/1000), rét hiém gap (<1/10,000), chua biét (khong thé

ude tinh tir dit lidu c6 sén).
Nhiém tring va nhiém khuén

Tan suat khong rd: Nhidm trang thwr phat, dac biét 1a khi bang kin hodc & cac nép gép, va viém
da tiép xtc di img da duoc bdo cdo trong qud trinh sir dung corticosteroid tai chd.

Réi logn hé thong mién dich
Tén suat khong ro: qua man tai chd
Roi loan ngi tiét

Téan suét khong r3: Suy thugng than khi ngimg diéu tri dot ngdt do trc ché truc ha doi-tuyén
yén-tuyén thuong thian

Hoi chu’ng Cushmg (gayra tinh trang khudn mat tron nhu mat trang, béo phi & ving trung tdm)
va céc roi loan vé da bao gdm: teo da, da mong, da kho, ran da, gian mach.

Réi logn da va mé duwéi da
Thuong gdp: ngira, bong da tai chd

Tan suit khong rd: Thay d01 séc to tang sic t6 da, viém da tiép xvc di Ung/viém da, bénh vay
nén mu, ban do, phét ban, ndi mé day.

Viéc sir dung corticosteroid tai chd ¢ hoat tinh manh trong thoi gian dai ¢ thé din dén xuit
huyét duéi da tht phat do teo da va da mong manh.
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Viém da tiép xuc di ung ciing da dugce bao cdo khi str dung corticosteroid tai chd. Khi béi 1én
mat, dermocorticoid ¢6 thé gay viém da quanh mig¢ng hodc lam tram trong thém bénh rosacea

Hién tugng viém nang 16ng da dugc bao cdo.

C6 thé quan sat thdy vét thuong mat truong luc, vét loét do ti d&, vét 1oét & chan cham lanh
Réi logn téng qudt va finh trang tai ché khi siv dung

Tén suét khong rd: Kich tmg tai vi tri boi thude

Roi logn miit

Khéng rd tn suit: nhin mo

Bdo cdo cdc phin itng cé hai nghi ngo

Thong bao ngay cho bac s§ hodc duge si khi gip cac tac dung khong mong mudn nhur trén khi
sir dung thude hodc bdo céo cac phan tng c6 hai ctia thude vé Trung tdm Théng tin thudc va
Theo déi phan (g c6 hai cta thuée (ADR) Québc Gia

12. Qui lidu va cach xir tri:
Triéu chimg va diu hiéu

Betamethason valerate boi tai chd c6 thé duoc hép thu véi mdt lwong du dé tao ra tac dong toan
than. Qua licu cap tinh rat khé xdy ra, tuy nhién cac dic diém cua héi ching Cushing ¢6 thé
Xuat hién trong trudng hop sir dung qua liéu man tinh hoic lam dung thudc

Cich xir Iy

Trong trudng hop qua lidu, nén ngumg dung betamethasone valerate dan dan bing cach giam
tan sudt sir dung hogc thay thé bang mot corticosteroid hiéu lyc yéu hon do nguy co gidm
glucocorticosteroid.

Viée xir Iy tiép theo nén theo chi dinh lam sang hoic theo khuyén cdo cua trung tdm chdng doc
quoc gia, néu co.

13. Dic tinh dwgrc lwe hoe:

Ma ATC: DO7ACO1

Nhém duge ly: Corticosteroids, manh (nhém II0).
Co ché tic dong

Corticosteroid tai chd dong vai tré nhu tac nhan chéng viém thong qua nhidu co ché dé e ché
cac phan tng di tmg giai doan mudn bao gdm giam mat do té bao mast, giam hoa tmg dong
(chemotaxis) va kich hoat bach cau 4i toan (eosinophils), giam san xuat cytokine béi té bao
lympho, bach ciu don nhén, té bao mast va bach cdu &i toan, va trc ché chuyén hoa axit
arachidonic.,

Téc dung dwece lye hoc
Corticosteroid tai chd c¢6 dic tinh chéng viém, chéng ngtra va co mach.

14. Dic tinh dwoc djng hoc:
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Hip thu

Corticosteroid tai chd c6 thé dugc hip thy toan than tir 1an da khoe manh nguyén ven. Mitc do
hap thu qua da cua corticosteroid tai chd duge quyet dinh boi nhiéu yéu té bao gdm dang bao
che thudc va tinh trang nguyén ven cia hang rao biéu bi.

Bang kin, viém va/hodc cac tién trién bénh khéc trén da cling ¢6 thé lam ting kha néng hép thu
qua da.

Phén bd

Viée str dung cac tiéu chi dugce luc hoc dé dénh gia su phoi nhiém toan than cua corticosteroid
tai chd 1a can thiét vi nong dg tuan hoan thap hon nhiéu so véi ndng do c6 thé phat hién.

Chuyén héa

Sau khi dugc hép thu qua da, corticosteroid tai chd dugc truyén qua cac qua trinh duge dong
hoc tuong tu nhu corticosteroid dung toan than. Thuoc duge chuyén héa chu yeu & gan.

Thai trir

Corticosteroid tai chd dugc bai tiét qua than. Ngoai ra, mdt sé corticosteroid va chit chuyéi(
hoa cua ching ciing duoc bai tiét qua mat.

Dit ligu an toan tién lim sing
Pic tinh d6i vé6i sinh sin :
b)
Tiém dud¢i da betamethasone valerate cho chudt nhit hodc chudt cong véi lidu >0,
mg/kg/ngay hodic tho véi lidu>12 microgam/kg/ngay trong thdi ky mang thai gay ra nhiing bat
thudng cho thai nhi bao gom hd ham éch va cham phat trién trong tir cung.

Anh huéng cua betamethasone valerate dén kha nang sinh san & dong vét chua duogc danh gia.
15. Quy cich dong goi: Hop 1 tuyp 5g & Hop 1tuyp 15 ¢

16. Dicu ki¢n bio quin, han ding, tiéu chun chit lrgng ciia thuéc:

Pidu ki¢n bio quén: Bao quan noi khd mat, & nhiét do khéng qué 30°C, tranh anh sang..
Han dung: 36 thang ké tir ngay san xuét.

Tiéu chuin chit lwgng ciia thude: Tidu chudn nha san xuét.

17. Tén, dia chi co sé sin xuét thude:

S KANT HEALTHCARE LTD.

Dia chi: Plot No.1802-1805, G.1.D.C Phase II1, Vapi-396 195, Gujarat State, An bo



