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Thanh phan cho 1 tuyp x 10 gam: L )
Gentamicin S6 dang ky:
(Dudi dang muoi sulfat)........... 10,00 mg D@ xa tam tay tré em

Betamethasone dipropionate....6,40 mg  Doc ky hudng dan sir dung

IR R oo 100,00 mg  truoc khi dung

San xuat tai: Cong ty CP Dugc Phuc Vinh
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SILKRENION

10g

SILKRENION (10.5 x 2 x 3)

Rx Prescription Drug @ PV PHARMA
For Dermatitis

1 tupe x10g
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Chi dinh Cach duing, chong chi San xuat tai:

SILKRENION duge str dung lam giam cac biéu hién viem cia  dinh va cac thong tin Céng ty CP Duge Phiic Vinh
cac bénh da dap ting vdi corticoid khi ¢ bién ching nhiem khac: - L6 CN4-6.2 KCN Thach That
triing thir phét do cac vi khuan va vi ndm nhay cam véi cac  Xem to huong dar) sur — Qudc Oai. xa Phﬂﬁg X4
thanh phan cda thudc hay khi nghi ngo kha nang nhigm dung ben trong hop. ; s
tring do cac vi khuan, vi nam nay.

SILKRENION c6 hiéu qua trong diéu tri bénh eczema.

Rx Thudc ban theo don
Kem boi ngoai da
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Thanh phan: Piéu kién bao quan: Noi kho, nhiét do

Gentamicin khong qua 30°C, tranh anh sang.

ugi dang mudi sulfat)........... 10,00 mg g . o
Betamethasone dipropionate....6,40 mg S?, ﬁa",? ky. . So Io SX:
Clotrimazol......ccccvvvceceerenn, 10000 mg D€ xatam tay tre em NSX:

Doc ky hudng dan sir dung Han diing:
trudgce khi ding
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TO HUONG DAN SU DUNG THUOC

I. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén sén phdm: SILKRENION
2. Cic ciu khuyén cio
Thong bao ngay cho bic sy hodc dwoe si nhirng tic dung khong mong mudn
gap phai khi sir dung thube
DPoc k§ huéng dan sic dung trude khi dung
Pé xa tam tay tré em
Thude bén theo don

3. Thanh phan: Cho 1 tuyp x 10 gam

Gentamicin

; 10,00 mg
(Dudi dang muoi sulfat)
Betamethasone dipropionate 6,40 mg
Clotrimazol 100,00 mg
Ta duge vd 1 tuyp

(Td duwoe gom: Cetostearyl Alcohol, Stearyl Alcohol, Macrogol cetostearyl ether, Liquid
paraffin. Methyl paraben. Propyl paraben, Propylene glycol, Titan dioxid, Tinh diu hoa Hong.
Nude Tinh khiét)

4. M6 ta san phfim: Dang kem mau trang duc, min, c¢6 mui dic biét. dinh duoc véi da k,bbl

boi.

5. Quy ciach déng goi: Hop 1 tuyp x 10 gam
6. Thubc dung cho bénh gi: B/
SILKRENION duoc sir dung 1am giam cdc biéu hién viém cua cdc bénh da dép L'mg"‘@%\a
corticoid khi c6 bién chtrng nhiém trang tht phat do céc vi khudn va vi ndm nkay cam
thanh phén cta thube hay khi nghi ngd kha nang nhidm tring do céc vi khus nim nay.
SILKRENION c6 hiéu qua trong diéu tri bénh eczema.

7. Nén dung thudc nay nhw thé nao va liéu lwgng:

Ngudi lé6m va thanh thiéu nién:

Nén bdi mot 16p mong SILKRENION bao pht toan by bé mit vung da bi viém nhidm va
xung quanh d6 2 1dn mdi ngay, vao budi sing va tdi. Bé viée diéu tri hiru hiéu, nén dung
thude déu dan.

Thoi gian tri liéu phu thude va mie dd va vi tri ctia ving da bénh va dép mg cua bénh nhén.

Tuy nhién, néu khong ¢ cai thién lam sang sau 2-4 tuan, nén xem lai chan doan.
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Tré em tir 2 dén 12 tudi:

B6i mot 16p mong SILKRENION chi vao nhiing ving da bi viém va xoa nhe nhang quan
ving da d6. Khong duoc bdi qua 2 1an mdi ngay va mdi lan boi phai cach nhau it nhét 6-12
gid. Cac ving mit, cb, da dau, by phén sinh duc, ving truc trang mudn bodi SILKRENION
cAn duoc bac sT kiém tra va chi dinh. Thoi gian didu tri nén duogc gidi han trong 5-7 ngay.

8. Khi nao khong nén dung thude nay:

Kem SILKRENION khong duge st dung cho nhiing bénh nhan c6 tién st phan tmg man
cam véi bit ky thanh phdn nao cta thude.

9. Tdc dung khéng mong mudn:

Céc tac dung khong mong mubn do st dung SILKRENION da dugce bdo cdo xuét hién rat
hiém gap. bao gdm: giam sic hdng cau, bong, ban do, tiét dich ri va ngira.

Céc phan tng ngoai y tai chd duoc bdo cdo xuat hién véi st dung corticosteroid
(betamethason) tai chd, dac biét khi dung dudi 16p bang kin. bao gdm: cam gidc bong. ngira.
kich ung, kho da, viém nang 16ng, ram 16ng, ndi ban dang tring c4, nhugc sac t6, viém da
quanh miéng, viém da di tmg do tiép xtc, 16t da, nhiém tring thir phat, teo da, ndi van da va
bénh hat ké.

Trong ) khoang 1000 bénh nhan ding clotrimazol tai chd cho cac bénh da da duoc chi dinh,
95% cho thdy c6 su dung nap rat tot. Céc tac dung ngoai ¥ duoc béo cdo bao gom: noi ban do.
cam gidc nhirc nhdi, kich g, phéng rop. troc da timg mang, phu né. ngtra ngday. may day va
kich ing toan bé da.

Viée diéu tri v6i gentamicin ¢ gy kich Gmg thoang qua (ban do va ngira). cac tdc dung nay
thuong khéng can thiét phai ngimg thude.

Xuw tri cac ADR;

Neéu xudt hién cac dau hiéu nhu phu né, may day. kich tmg da toan bo thi nén ngung sur dung
thuoc va dén co sd y té gan nhat.
Thong bdo cho bdc si nhitng tac dung khong mong muon gap phai khi sir dung thuoc

10. Nén trianh dung nhirng thudc hoic thye phim gi khi dang dung thude nay?

Chua ¢6 céc nghién ctru vé tuong tac thube ddi véi SILKRENION dang boi ngoai da. Khi sir

dung dudng boi ngoai da. cac thanh phin cua thude ciing hip thu vao tudn hoan mau rét thap.
nén kha ning xay ra céc tuong tac voi thude khéc ¢o ¥ nghia lam sang la rat hiém. Tuy nhién.
khi str dung SILKRENION véi bét k¥ thude néo can tham khao v kién cua bac si dicu tri.

11. Cén lam gi khi mdt lin quén khong ding thude:

C6 thé dung lai theo ding liéu da chi dan.

|
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12. Cin bio quén thube nay nhu thé nao:

Noi kho, nhiét 6 duai 30°C, tranh 4nh séng.

13. Nhitng du hiéu va triéu ching khi ding thube qua licu:

Triéu chitng qud liéu:

Str dung betamethason tai chd qua mirc hodc kéo dai ¢6 thé lam (e ché chure nang tuyén yén-
thuong than, dan dén thiéu ning thuong than thi phat va cd cdc biéu hién ting tiét tuyén
thuong than, bao gdm hoi chimg Cushing.

Khi sir dung clotrimazol dwoc danh d4u bang 14C vao ving da lanh hay ving da bi nhiém
bénh véi phuong phap bang bit trong 6 gio khong do dugce lugng thude phong xa nio trong
huyét twong trén cac ddi tugng ding thude (gidi han thép nhit do duoe 1a 0,001 meg/ml), hau
nhu khéng ¢6 su qua lidu khi ding clotrimazol tai chd.

M6t liéu gentamicin duy nhit qua mic hiu nhu khéng biéu hién triéu chimg. Su dung
gentamicin tai chd qué nhiéu hay kéo dai ¢6 thé 1am sang thuong boc phét thém do su phat
trién cua cac vi khuan khong nhay cam.

14. Cén phii lam gi khi ding thudc qui liéu khuyén cdo:

Xur tri : Chi dinh phuong phap didu tri triéu ching thich hop. Céc triéu chung tang tiét tuyén
thuong than cép thuong 13 ¢6 hoi phuc. Diéu chinh mat can bang dién giai néu cin thiét.
Trong truong hop ngd ddc man tinh, nén ngung thude tir tir. Néu xuat hién su tang truong
phét trién cia cdc vi khuén khong nhay cam, ngung sit dung SILKRENION va dp dung
phuong phap diéu tri thich hop.

15. Nhitng diéu cAn thin trong khi ding thudc nay:

15.1. Cac tinh trang can thin trong khi ding thuoc:

Néu xay ra kich ng hodc man cam trong qué trinh st dung thude, nén ngung sit dung
SILKRENION va ap dung phuong phap diéu tri thich hop.

Bét ky tac dung ngoai ¥ nao duoc bdo céo xay ra khi dung corticosteroid toag than,/bao gdm
su tre ché vo thuong thén, cling ¢6 thé xay ra véi corticosteroid ding tai chd. dic biét & tre em
va tré so sinh.

Céc bénh nhan co di img chéo véi cac aminoglycosid cling da dugce ghi nhan.

Su hép thu toan thin céc corticosteroid hay gentamicin khi ding tai chd s& gia ting néu diéu
tri béi trén mot vung da rong hay st dung phuong phdp bang bo. Nén tranh dung
SILKRENION lén vét thuong ho hay ving da bi tén thuong. Nén cht y cén than trong
nhitng truomg hgp nhu trén, dac biét ¢ tré em va tré so sinh.

Str dung kéo dai khang sinh gentamicin tai chd ddi khi ¢ thé 1am cho vi khudn phat trién qué
mirc. Néu diéu nay xay ra hoac néu bi kich {mg. man cam hodc tang boi nhiém thi nén nglng

diéu tri SILKRENION va thay thé m6t liéu phap diéu tri thich hop hon.
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Khong dung thude trong nhén khoa.
Than trong khi sir dung cho tré em:
Bénh nhan tré em ¢4 thé biéu hién tinh nhay cam lén hon voi su suy giam truc ha doi-tuyén
. yén-tuyén thuong than do corticosteroid tai chd va véi céac tac dung cla corticosteroid ngoai
sinh hon so véi bénh nhén da truong thanh vi ¢ su hdp thu manh hon do ty & ving bé mat da
rong lon hon so voi trong luong co thé.
Su suy giam truc ha ddi-tuyén yén-tuyén thuong than. hi chimg Cushing. sy cham tang
trudng, cham tang can, va ting ap luc ndi so da dugc bdo cao xuat hién o tré em dung
corticosteroid tai chd. Céc biéu hién cuia su suy thuong than trén tré em bao gém nong do
cortisol thép trong huyét tuong va khong dap tng véi kich thich ACTH. Céc biéu hién cua
tang ap luc ndi so bao ¢b6m phong thép, nhirc du va phu gai thi hai bén.
15.2. Cdc khuyén cio ding thuéc cho phu nit ¢é thai va cho con bii
Thoi ky mang thai
Do tinh an toan cua corticosteroid dung tai chd sur dung cho phu nir c6 thai chua duge xac
dinh. Vi vdy. chi nén str dung thuéc SILKRENION cho phu nit ¢6 thai néu loi ich tri liéu cao
hon nguy co ¢6 thé gdy ra cho thai nhi. Khong nén dung SILKRENION vdi thoi gian kéo dai >
va qua muc cho nguoi co thai.
Thoi ky cho con bi
Chua o viée dung ngoai da clotrimazol, gentamicin va betamethason ¢6 dan dén su hép thu
toan than ¢ néng do du dé co thé phat hién duoc trong sita me hay khong. Céan can nhic viéc
ngung thude hodc ngung cho con bu dua trén tAm quan trong cta thudce ddi véi ngudi me.
Khong dugc bdi thude vao viing vi khi cho tré bi me.

15.3. Anh hwéng ciia thuoc doi véi cong vige (Nguoi van hanh mday méce, dang ldi tau xe,

ngueoi lam viéc trén cao):

Chua ¢6 bdo cdo ghi nhén, cling nhu cdc bdo cdo tac dung khong mong mu ¥ thuoc anh

dQ"’

huodng 1én kha nang lai xe va van hanh may moc. Vi vay ¢o thé sur dung duok thude khi dang
lai xe hay van hanh may moc.

16. Khi nao cin tham vin bic s§:

Khi gap bat ki tac dung khéng mong mudn hodc qua liéu hogc khong thuyén giam bénh can dén gap
ngay béc si dé tham vén.

Néu cn thém théng tin xin hoi ¥ kién Bac sy hode Duge si

gay san xuat.

o

17. Han dung: 36 thang ké tirn

18. Tén, dia chi cia co s& san xuat:
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Nha san xudt Nhd phén phoi
Cong ty C6 phan Duge Phic Vinh Cong ty C6 phin Dugc Phiic Vinh
Dia chi: L6 CN4-6.2 Khu cong nghiép Thach ~ Dia chi: L6 CN4-6.2 Khu cong nghiép Thach
. That — Quéc Oai, xd Phung X4, huyén Thach Thét — Qubc Oai, xi Phung X4, huyén Thach
Thét, thanh phé Ha Noi. That, thanh phd Ha Noi.

Dién thoai: 04.35599908 Fax: 04.35592948 Dién thoai: 04.35599908 Fax: 04.35592948

19. Ngay xem x¢ét sira déi, cip nhat lai ndi dung to hwéng dan sir dung thude

I1. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. PAC TINH DUQC LUC HOC:

Nhém duoce Iy: Thude két hop gifta corticosteroid tai chd va chdng khuan, khang nam.
SILKRENION két hop téac dong kéo dai cua tac dung khang viém, chdng ngta va co mach
cta betamethason dipropionat vé6i tac dung khang nim phd rong cua clotrimazol va tac dung
khang khudn phd rong clia gentamicin sulfat.

- Betamethason:

Betamethason 12 mot corticosteroid tong hop. c6 tac dung glucocorticoid rat manh. kém theo
tac dung mineralocorticoid khong dang ké. 0,75 mg betamethason ¢é tac dung chong viém
twong duong véi khoang 5 mg prednisolon. Betamethason co tic dung chéng viém. chéng
thép khop va chdng di ung. Thudce dung dudng udng, tiém, tiém tai chd, hit hoac bai dé tri
nhidu bénh cén chi dinh ding corticosteroid, trir cic trang thai suy thugng than thi ua dung
hydrocortison kém b sung fludrocortison.

- Clotrimazol:

Clotrimazol 12 mot thude chéng nim téng hop thudc nhom imidazol pho rong duge st dung

A lién ket voi

diéu tri tai chd cac truong hop nim trén da. Co ché téc dung cta clotrim
cac phospholipid trong mang té bao ndm, 1am thay doi tinh thdm clia mang) gy mét cac chat
thiéu yéu ndi bao din dén tiéu hity t& bao nim.

Phé tac dung: In vitro, clotrimazol cé tac dung kim ham va diét ndm, tiy theo nong do. voi
cac chung Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum,
Microsporum canis va cdc loai Candida.

Khéang thube: Khang tu nhién véi clotrimazol hiém gap. Chi phan 1ap dugc mot chung
Candida guilliermondi khang clotrimazol. Khdng nhom thube azol da dan dan xuat hién khi
diéu tri kéo dai va da didu tri thit bai & nguoi nhiém HIV giai doan cubdi va nhiém nim
Candida & miéng — hong hodac thuc quan. Khang chéo phd bién giira cic azol.

- Gentamicin:
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Gentamicin la mot khang sinh thudc nhém aminoglycosid ¢6 tac dung diét khuan qua tc ché
qua trinh sinh tong hop protein cta vi khuan. Thude vao ¢ bao vi khuan nhay cam qua qué
trinh van chuyén tich cuc phu thudc oxy. Trong té bao, thube gén véi tiéu don vi 308 va mot
. s tiéu don vi 50S cia ribosom vi khuin nhay cam, két qua lam cho mang té bao vi khuén bi
khuyét tat va tir d6 tre ché té bao phat trién.
Phé tic dung: gébm nhiéu ching vi khudn hiéu khi Gram am, nhu: Brucella,
Calymmatobacterium, Campylobacter, Citrobacter, Escherichia, Enterobacter, Francisella,
Klebsiella, Proteus, Pseudomonas, Serratia. Trong cac vi khudn Gram duong:
Staphylococcus aureus nhay cam voi gentamicin.
Khéang thude: Gentamicin khong tac dung véi cac vi khudn ky khi, men bia va ndm khang
thude. Gentamicin it 6 tac dung ddi voi cde khuan lau cdu, lién cau, phé cau, ndo mo cau.
Citrobacter, Providencia va Enterococci. Cac vi khuén ky khi bat bude nhu Bacteroides.
Clostridia déu khang gentamicin. O Viét Nam. cac chung E. aerogenes, Klebsiellu
preumoniae, truc khudn mu xanh déu da khang gentamicin nhung gentamicin van con téc
dung véi H. Influenzae, Shigella flexneri, tu ciu vang, S. epidermidis, dac biét Staphylococcus
saprophyticus, Salmonella typhi va E. coli.
2. PAC TINH DUQC PONG HOQC:
SILKRENION khi str dung dudng boi ngoai da ding chi dinh va pht hop, thude c6 kha nang
hép thu vao tuan hoan méu 1a rat thip. Tuy nhién, trong truong hop thude duge boi 1én ving
da bi ton thuong sdu hodc co6 bang kin chd boi thube thi duoe dong hoc cua thude trong co thé
cho mdi hoat chét nhu sau:
- Betamethason:
Sau khi boi trén ving da bi ton thuong séu hodc bang kin, thude cé thé duge hap thu du dé

gdy nhimg tac dong toan than. Muc dé hip thu qua da cua betamethason tai chd,phu thudc

nhiéu yéu t6 (dang dung, tinh nguyén ven cia hang rao bi¢u bi, su bang kin).|KR da duoc hip
thu qua da, thude phan bd nhanh chéng vao tit ca cic md trong co thé va 1#n két manh véi
cée protein huyét tuong, chii yéu 1a véi globulin con véi albumin thi it hon. Ty 1é lién két voi
protein huyét tuong khoang 60%. Betamethason qua dugc nhau thai va c6 thé bai xuét vao
sita me v6i lugng nho. Thude duge chuyén héa chii yéu & gan nhung cling ca ¢ than va bai
xuat vao nude tiéu. Thoi gian ban thai rat dai nén hi¢u luc manh hon va téc dung kéo dai hon
so vOi cac corticosteroid tu nhién.

- Clotrimazol:

Khi ding tai chd, clotrimazol ¢6 thé thAm vao 16p biéu bi nhung sur hdp thu toan than rat it khi
xay ra. Mot luong nho clotrimazol duoc hip thu vao mau sau 6 gid khi bdi kem twén da bi

viém, nong d9 clotrimazol thay ddi tir 100 meg/ml trong 16p sing dén 0,5 — 1 meg/ml trong
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16p gai va 0.1 meg/ml trong 16p mé da. Luong thude hdp thu dugc chuyén hoa tai gan thanh

chét khong c6 hoat tinh va duoc bai tiét qua phan va nudc tiéu.

- Gentamicin:

. Di c6 bio cdo vé su hdp thu toan than sau khi duing tai chd trén viing da bi bong troc. bong
hay tai vét thuong. Nira doi thai trir trong huyét twong la 2-3 gio. Gentamicin khong bi
chuyén hod va thai trir dudi dang khong dbi qua nude tiéu.

3. Chi dinh

SILKRENION duoc sir dung lam giam cdc biéu hién viém cua cic bénh da dép tmg véi
corticoid khi ¢6 bién chimg nhidm tring thtr phat do céc vi khudn va vi ndm nhay cam véi céc
thanh phan cta thude hay khi nghi ngd kha niang nhidm tring do céc vi khuan, vi nam nay.
SILKRENION c6 hiéu qua trong diéu tri bénh eczema.

4. Liéu dung va cich dung

Nguoi lon va thanh thiéu nién:

Nén bdi mét 16p méng SILKRENION bao phil toan by bé mat ving da bi viém nhiém va
xung quanh d6 2 lan mdi ngay, vao budi sang va tdi. Dé viée diéu tri hiru hiéu, nén dung
thube déu dan.

Thoi gian tri liéu phu thude va mire do va vi tri cua vung da bénh va dap mg cua bénh nhan.
Tuy nhién, néu khong ¢6 cai thién 1am sang sau 2-4 tudn, nén xem lai chin dodn.

Tré em tir 2 dén 12 tuoi:

Boi mot 16p mong SILKRENION chi vao nhitng viung da bi viém va xoa nhe nhang quan
ving da d6. Khong duoc bdi quéa 2 1dn mdi ngdy va mdi 1an bdi phai cach nhau it nhit 6-12
gi¢. Cac vung mat, cd, da dau, bo phan sinh duc. viing truc trang muon boi SILKRENION
cdn dugce bac si kiém tra va chi dinh. Thoi gian diéu tri nén duoc giéi han trong 5-7 ngay.

5. Chéng chi dinh

Kem SILKRENION chéng chi dinh cho nhiing bénh nhén ¢6 tién st phan G

h cam voi
bt ky thanh phan nao cta thudc.

6. Cac truong hop than trong khi dung thudc

6.1. Cdc tinh trang can thin trong khi dimg thuéc.

Néu xay ra kich tmg hodc min cam trong qué trinh st dung thube, nén ngung st dung

SILKRENION va 4p dung phuong phép diéu tri thich hop

5
-~

Bat ky tac dung ngoai y nao dugc bao cdo xay ra khi dung corticosteroid toan than, bao gom
su e ché vo thugng thén, ciing c6 thé xay ra véi corticosteroid ding tai chd, dic biét o tré em
va tré so sinh.

Céc bénh nhan c¢6 di ung chéo vai cac aminoglycosid cting da duoce ghi nhan.
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Sw hap thu toan than cac corticosteroid hay gentamicin khi ding tai chd s& gia ting néu diéu
) tri boi trén modt ving da rong hay st dung phuong phdap bang bo. Nén tranh dung

SILKRENION 1én vét thuong hé hay ving da bi ton thuong. Nén chu v can than trong

- nhirg truong hop nhu trén, déc biét ¢ tré em va tré so sinh.

St dung kéo dai khang sinh gentamicin tai chd doi khi co thé lam cho vi khuén phat trién qua

mure. Néu diéu nay xay ra hodc néu bi kich Gmg, mén cam hodc ting bdi nhiém thi nén ngimg

diédu tri SILKRENION va thay thé mot liéu phép diéu tri thich hop hon.

Khong ding thude trong nhan khoa.

Than trong khi su dung cho tré em:

Bénh nhan tré em c¢6 thé biéu hién tinh nhay cam 16n hon véi su suy giam truc ha doi-tuyén

yén-tuyén thuong than do corticosteroid tai chd va véi céde tac dung cta corticosteroid ngoai

sinh hon so v6i bénh nhén da truéng thanh vi ¢6 su hap thu manh hon do ty 1 viing bé mat da

rong 16n hon so véi trong luong co thé.

Su suy giam truc ha ddi-tuyén yén-tuyén thuong thin. hoi chimg Cushing. su cham tang

truong. cham tang can, va tang ap luc ndi so da duoc bao cao xuét hién o tré em dung

corticosteroid tai chd. Céac biéu hién cua su suy thuong than trén tré em bao goém nong do

cortisol thip trong huyét tuong va khéng dép tmg voi kich thich ACTH. Céc biéu hién cua

tang 4p luc ndi so bao gdm phdng thop. nhirc dau va phit gai thi hai bén.

6.2. Cic khuyén cdo diing thubc cho phu niv ¢é thai va cho con bii

Thoi ky mang thai

Do tinh an toan cua corticosteroid dung tai chd sir dung cho phu nit ¢6 thai chua Lfgc Xac

dinh. Vi vdy, chi nén sit dung thudéc SILKRENION cho phu nit ¢6 thai né

hon nguy co c6 thé gay ra cho thai nhi. Khong nén dung SILKRENION v

tri liéu cao

1 thot gian kéo dai
va qua muc cho nguoi ¢ thai.
Thoi ky cho con bu

Chua rd viée ding ngoai da clotrimazol, gentamicin va betamethason ¢6 dan dén su hap thu
toan than o nf)ng do du dé co thé phat hi¢n dugc trong stta me hay khong. Cén can nhac viée
ngung thudc hodc ngung cho con bu dua trén tim quan trong cta thube doi véi ngudi me.
Khong duoc boi thube vao vung vu khi cho tré bl me.

6.3. Anh hwéng ciia thubc doi véi cong viée (Nguwoi vin hanh mdy mée, dang ldi tau xe,
nguwoi lam viée trén cao):

Chua c6 bdo céo ghi nhén, ciing nhu céc béo cdo tac dung khong mong mudn cta thude anh
huong 1én kha nang lai xe va van hanh may mac. Vi vay c6 thé sir dung dugc thude khi dang
l4i xe hay vdan hanh may moc.

5 . - A re A - N - - - -
7. Twong tac cua thuoc voi cac thuoe khace va cac loai twong tac khac
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Chua c6 céc nghién ctru vé tuong tac thude ddi voi SILKRENION dang boi ngoai da. Khi str
dung dudng bdi ngoai da, cic thanh phan cia thude ciing hip thu vao tudn hoan mau réat thip.
nén kha nang xay ra céc tuong tac voi thude khic ¢6 ¥ nghia 1dm sang 1a rat hiém. Tuy nhién,
v khi st dung SILKRENION voi bt ky thude nao cén tham khéao y kién cua bac si diéu tri.
8. Téc dung khéng mong mudn
Cac tac dung khéng mong mudn do sir dung SILKRENION di duoc béo cédo xuat hién rat
hiém gép, bao gém: giam séc hf)ng céu, bong, ban do, tiét dich ri va ngua.
Quy wdc vé tan sut gap céc tac dung khong mong mudn: rat thuong gap (> 1/10). thuong
gap (> 1/100, < 1/10), it gap (> 1/1000, < 1/100), hiém gap (> 1/10000, < 1/1000). rat hiém
gap (< 1/10000) va chua biét (khong thé wde tinh duoe tir dir liéu ¢6 sin). Cac tac dung khong
mong mudn ghi nhan dudi day khi str dung SILKRENION duoc trinh bay theo hé co quan va
tdn sudt gap:

Trén da va cau truc dudi da:

Véi Corticosteroid (betamethason) dimng tai ché, cic bao co vé tac dung khong mong mudn
gom:

It gap: Cam gidc bong, ngira, kich tmg, kho da. viém nang 16ng. rdm 1ong, noi ban dang trimg
¢4, viém da quanh miéng. nhiém trung thir phat.

Hiém gap: Nhuoe sic t6. viém da di tmg do tiép xtc, teo da, 16t da, ndi van da va bénh hat ké.
Voi clotrimazol dung tai ché.

Trong ) khoang 1000 bénh nhan dung clotrimazol tai chd cho céc bénh da da duogc chi dinh.

95% cho thdy c6 su dung nap rét t6t. Céc tac dung ngoai y duoc bdo cdo bao g6
Hiém giip: Noi ban do, cam giac nhirc nhdi. kich tmg. phong rop. troc da timg rhang. phu né,
ngtra ngay, may day va kich tng toan bd da.

Vi gentamicin ding tai ché:

Hiém gaip: ¢6 gdy kich tmg thoang qua (ban do6 va ngira), cac tac dung nay thuong khong can
thiét phai ngung thude.

Trén hé co quan khac (toan than):

Do SILKRENION duoc st dung dudi dang boi trén da nén khi st dung ding thude cach
thube rit it c6 kha nang gy ra cac phan ung trén hé co quan khac. Trong truong hop su dung
qué lidu lién tuc dudi dang duong udng thi can thong bao cho bac si hodc duoc si biét thong
tin qua lidu dé c6 hudng xir tri.

X tri cac ADR:

Néu xuét hién cic triéu ching tac dung khong mong mubn trén da nhu ndi ban. ngtra. kich
ing, phong rop... cang ngay cang ning thi cin ngtmg thude va cin nhac xem lai bénh va didu

tri lidu phap khéc thich hop.
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Néu xudt hién cac ddu hiéu nhu phit né, may day. kich Gmg da toan b thi nén nging su dung
thude va xt tri theo quy trinh diwj tng thude godc phan tmg phan vé cua thude.
9. Qu4 liéu va cach xir tri

« Triéu chitng qud liéu:
Str dung betamethason tai chd qué mirc hodc kéo dai c6 thé 1am trc ché chiic ning tuyén yén-
thuong than, dan dén thiéu nang thugng thdn thir phat va co cac biéu hién tang tiét tuyén
thuong than, bao gdm hoi chimg Cushing.
Khi sur dung clotrimazol dugce danh dau bfmg 4C vao vung da lanh hay vung da bi nhiém
bénh voi phuong phap bang bit trong 6 gio khong do duge luong thude phong xa nao trong
huyét tuong trén cac dbi tuong ding thude (gioi han thép nhét do duoc 1 0,001 meg/ml). hiu
nhu khéng ¢6 su qua liéu khi dung clotrimazol tai chd.
Mot lidu gentamicin duy nhit qua muc hdu nhu khong biéu hi¢n triéu ching. Sur dung
gentamicin tai chd quéa nhiéu hay kéo dai ¢6 thé lam sang thuong boc phat thém do su phat
trién cua cac vi khudn khong nhay cam.
Xi tri : Chi dinh phuong phap diéu tri triéu chimg thich hop. Céc tridu ching ting tiét tuyén
thuong thin cdp thuong 1a c6 héi phuc. Piéu chinh mét can bang dién giai néu can thiét.

Trong trudng hop ngd ddc man tinh, nén ngung thude tir tir. Néu xudt hién su

phét trién cta cac vi khuén khong nhay cam, ngung st dung SILKRENION \va ap dung
phuong phap diéu tri thich hop. .

10. Han dung: 36 thang ké tir ngay san Xudt.

Ngay 09 thang 09 nam 2017
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