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SILVERDIN CREAM 1%
Hop 1 tuyp x 40g
Thanh phan: M6i 1 gam kem chiia 10 mg Bac sulfadiazin (tuong duong 1% ki/kl)
Dang bao ché: Kem béi ngoai da.
Chi dinh, cach diing, chéng chi dinh va cac théng tin khac: xem trong t&
huéng dan st dung kém theo. Bo quan & nhiét d6 dusi 30°C.
Tiéu chudn chat lugng: TCCS. LSX, NSX, HD: xem Batch No., Mfg. Date, Expiry Date XX
XX trén bao bi. Han dung la ngay cudi ciing ctia thang hét han. Han dung sau mé& nép:
30 ngay khi bao quan & nhiét d phong dudi 30°C. SBK:
Thuéc duing ngoai. 6995251351173
Poc ky huéng dan st dung trudc khi dung.
Dé xa tam tay tré em.
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© : 2 Applied to the skin
Each 1 g cream contains 10 mg silver sulfadiazine KEEP SILVERDIN OUT OF THE REACH AND SIGHT
(equivalent to 1% w/w) OF CHILDREN AND IN ITS PACKAGE.
Excipients: Polysorbate 80, Polysorbate 60,
glycerin monostereate, cetyl alcohol, liquid paraffin, IF YOU NOTICE ANY DEFECTS ON
methylparaben, propylene glycol (see package leaflet PRODUCT AND/OR ITS PACKAGE,
XX for further information), deionized water. DO NOT USE SILVERDIN.
CKY4741K-00
Read the .package.leaﬂel before use: Manufacturing site/ Cd s& san xuat:
If you notice any side effects, please inform your doctor DEVA Holding A
or pharmacist. olding A5.
P . Cerkezkoy Organize Sanayi Bolgesi Karaagac
Store at below 30°C.. Mah. Ataturk Cad., No: 32, Kapakli / Tekirdag, v,
For external administration. Turkey (Thé Nhi Ky). %&9 @
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NHAN TUYP

SILVERDIN

10 mg/g CREAM 1%

Silver Sulfadiazine

:21eq Andx3

Applied to the skin
DEVA 4049

Each 1 g cream contains 10 mg silver sulfadiazine (equivalent to 1% w/w).
Read the package leaflet before use.

If you notice any side effects, please inform your doctor or pharmacist.
Store at below 30°C.

For external administration.

KEEP SILVERDIN OUT OF THE REACH AND
SIGHT OF CHILDREN AND IN ITS PACKAGE.

Méi 1 gam kem chtra 10 mg Bac sulfadiazin (tuong ducng 1% kl/kl)
Bao quan & nhiét do dudi 30°C.

Thudc dung ngoai.

Poc ky huéng dan sit dung trugc khi dung.

Dé xa tam tay tré em.

CKY474T-00
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Manufacturing site/ Co s& san xuat:

DEVA Holding A.S.

Cerkezkoy Organize Sanayi Bolgesi Karaagac Mah. Ataturk Cad.,
No: 32, Kapakli / Tekirdag, Turkey (Th8 Nhi ky).
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SILVERDIN CREAM 1%
(Kem béi ngoai da bac sulfadiazin 10 mg/g)

Doc ky hudng dan si dung trieée khi diing.
Thuéc ding ngoai.

1. THANH PHAN CONG THUC THUOC

M5i 1 gam kem chira:

Thanh phan diwge chat: Bac sulfadiazin ...............coooevvveevrveennn. 10 mg (twong dwong 1% kl/kl)
Thanh phan td dwgc: Cetyl alcol, glycerol monostearat, methyl paraben, parafin long, propylen
glycol, tween 60, tween 80, nudc khir ion.

2. DANG BAO CHE
Dang bao ché: Kem bdi ngodi da.
Mé ta: Kem mau tring, khéng mii, mém, ddng nhét, c6 thé trdn véi nuéc.

3. CHI PINH

Phong va diéu trj nhiém khuan vét bong.

Thudc ciing c6 thé duge ding nhu mot bién phap hd trg trong thdi gian ngiin, diéu tri nhiém khun
cdc vét 1oét & chin va loét do ty co sét, hd trg phong nhiém khun tai chd & ngudi cho manh ghép
da va triy xudce da dién rong.

Diéu trj bao tdn céc tén thirong & déu ngén tay khi xdy ra mat tiy, mat méng vi/hodc mét mét

phén céc dét cudi.

4. CACH DUNG, LIEU DUNG

Thudc boi tai chd.

Bong:

Sau khi lam sach vét bong, diing tay deo ging vé khuin hodc ding thia vd khuén, béi 1 16p kem
diy 3-5mm 1én viing da bi anh hudng. Khi cén thiét, c6 thé boi lai thudc 1én cdc ving da thudc bi
troi do hoat doéng ctua bénh nhén.

Nén bbi lai thudc it nhat 24 gio mdt 1an hodc thudng xuyén hon néu lugng dich tiét ra nhiéu.
Bong tay:

Thude 6 thé dugc boi 1én vét bong tay va toan bg ban tay (tay duoc boc trong 1 tiii hodc deo ging
bang nilon trong sudt, ¢d tay dugc budc lai). Nén khuyén khich cir dong ban tay va céc ngén tay.
Nén thay bang khi lugng dich tiét tich tu qué nhiéu trong tii.

Loét chan/loét do ty cg sat:

Vét loét phai dugc béi thude véi dd day it nhat 3-5 mm. Thude c6 thé gay sam da lanh khi tiép xiic
lau dai nén can than trong dé tranh béi thudc lan sang nhimg viing da khong bi loét.

Sau khi béi thude c6 thé diing mét miéng thdm hodc bing gac, rdi quén bing lai dé thudc tiép xiic
véi vét thuong. Bang vét thuong thudng phai duge thay hang ngiy nhung déi vi nhimg vét thuong
it tiét dich thi c6 thé thay bang it thuong xuyén hon (48 gio mot lan). Nén rira vét thuong va 1am
sach da truéce khi béi thude.
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Khéng khuyén céo sir dung thude cho céc vét loét tiét nhiéu dich & chan hodc loét do ty co sét.
Tén thwong diu ngén tay:

Cén phai cAm méu vét thuong truée khi bdi mét 16p thude day 3-5mm. C6 thé sir dung bang ngén
tay thong thudmg hodc ding ngén tay ciia ging tay phiu thuat hodc ging tay khong vé trung dé
bing vét thuong va cb dinh tai chd bing bang dinh chéng thdm nuéc. Bing nén dugc thay sau mdi
2-3 ngay.

Tré em
Chéng chi dinh tré em dudi 3 thang tudi.

5. CHONG CHI PINH

Do cédc sulphonamid cé thé giy bénh vang da nhén, nén khong dung thude cho phu nit gén dén
ngay sinh, tré sinh non hodc tré so sinh trong nhiing thédng diu doi. Nguoi min cam voi
sulphonamid hodc bac sulfadiazin hodc céc thanh phi"m khdc cua thudc nhu cetyl alcol hodc
propylen glycol.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Phan ung da de doa tinh mang (hdi ching Stevens-Johnson (SJS) va hoai tir biéu bi nhiém doc
(TEN)) da duoc bdo cdo khi sir dung bac sulfadiazin. Cin théng bdo cho bénh nhin vé céc diu

hiéu va triéu ching va theo doi chat ché cac phan ing da. Nguy co cao nhét xay ra SJS hoac TEN

1 trong nhitng tuin dau diéu tri.

Néu ¢6 triéu ching hodc dau hiéu cta SJS hodc TEN (vi du nhu pht ban da tién trién thudng c6
mun nudce hoic ton thuong niém mac), nén nglng diéu tri bﬁng bac sulfadiazin. Két qua tbt nhat
trong viéc kiém so4t SIS va TEN dén tir chin dodn sém va ngling ngay bét ki loai thudc nghi ngd
nao. Viée cai thude sém c6 lién quan dén tién Iuong t6t hon.

Néu bénh nhin bi SIS hodc TEN khi sir dung bac sulfadiazin, khong dugc tdi sit dung bac
sulfadiazin cho bénh nhén nay bat cir liic nao.

Can than trong khi diing thudc cho ngudi cé chirc ning gan, than suy giam.

Cén than trong khi dung thubc & nhitng bénh nhén nhay cim véi sulphonamid toan than va & nhitng
nguai thiéu hut glucose-6-phosphat dehydrogenase.

Bac sulfadiazin c6 thé 1am céc mang muc chdm béc tach va cé thé 1am thay ddi hinh thic bén
ngoai clia vét bong.

Cénh bdo lién quan dén td dwgc:

— Thubc nay propylen glycol, ¢6 thé gy kich img da. Khong dung thuéc nay & tré so sinh dudi 4
tudn tudi c6 vét thuong ho hay trén dién rong ciia da khong lanh 13n hodc bj tén thwong (nhu bong)
ma khong hoi ¥ kién béc si hoic dugc si.

— Thudc c6 chira cetyl alcol, ¢6 thé gy céc phan g tai chd trén da (nhu viém da tiép xiic).

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir co thai

Chua c6 nghién ciru day dii vé viéc sir dung thuéc & phu nit mang thai, mic di cc nghién ciru trén
dong vat khéng cho théy bat ky mdi nguy hiém nio. Chéng chi dinh dung bac sulfadiazin cho phy
nit mang thai sip dén hogc dén ngay sinh vi c6 thé gy vang da nhén cho tré so sinh.

Phu nir cho con bi
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Cén sir dung than trong & phu nit dang cho con bi do sulfadiazin cé thé duge bai tiét vao sita me,
nong do thude trong sita bang khodng 15-35% ndng d§ thude tim thdy trong huyét thanh.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 bing chimg vé anh hudng cua thude 18n kha nang 1di xe, van hanh mdy mdc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic thude:

Bac c6 thé 1am mét hoat tinh cta cdc thube c6 enzym lam ti€u cdc md hoai tir, vi vay khong ding
phéi hop véi nhau.

Véi bong dién rong, ndng do sulfadiazin trong huyét thanh c6 thé dat gin dén néng 9 diéu tri; vi
viy c6 thé lam thay déi tic dung ciia mét sé thudc khac, ddc biét 12 lam tang tic dung cua cdc
thudc ha dudng huyét ding duong udng va phenytoin. Trong trudmg hop str dung cdc loai thudce
nay, can theo doi nong do cia chiing trong méu do tdc dung ctia chiing c6 thé ting.

Twong ky thudc:

Do chua c6 nghién ctru vé tinh tuong ky cua thude, khéng trén 13n thudc ndy véi céc thude khdc.

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)
Réi logn mdu va bach hu_vé:t:
Thudng gap: Giam bach cau.
Giam bach cau da dugc bdo cdo & 3-5% bénh nhin bong duge didu tri bac sulfadiazin. Dy c6 thé S

[
la tic dung lién quan dén thudc Ya thudng biéu~hié{1 sau 2 -3 ngay déu diéu tr. Thong lhuc‘{ng sé ,:;
tu khoi ma khong cén r}gﬁng thudc, tuy nhién van can theo ddi xét nghiém cong thirc mau dé dam AN
bao xét nghi¢m bach cau trd lai binh thudng trong vai ngay. 1AM
Réi logn chung va tai vi tri diing thuéc: IE
Thuong gép: Phiét ban tai cho bdi thude L
RGi logn than va tiét niéu: .t

Rt hiém gap: suy than

Roi loan da va mé mém:

Thudng gdp: Phat ban tai chd bdi thude (bao gdm bénh cham va viém da tiép xiic)

Hiém gap: Sam da do bac.

D4 ¢6 bing chimg cho théy bdi thudc & nhig vét thuong dién rong vivhoic sau khi béi thude kéo
dai, ¢6 thé xay ra sy hép thu bac toan than gy ra bénh sam da do bac trén 1am sang.

Thing bdo ngay cho bdc sy hodc dugc sy nhitng phan vimg cé hai gip phai khi sir dung thuéc.

Nhém duge 1y: Thude khang khuan ding ngoai.
Ma ATC: DO6BAOI

11. QUA LIEU VA CACH XU TRi

Khéng c6 kha ning xay ra véi liéu ding duge khuyén cdo.

12. BAO QUAN: Bao quan ¢ nhiét d6 dudi 30°C.

13. HAN DUNG: 36 théng ké tir ngay san xudt. Str dung thudc trong vong 30 ngay sau khi mé
néip lan ddu khi bao quan & nhiét d¢ phong dudi 30°C.
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14. TIEU CHUAN CHAT LUQNG: Tiéu chuédn co sd.
15. QUY CACH PONG GOI: Hop 1 tuyp 40g.
16. CO SO SAN XUAT:

DEVA Holding A.S.
Dia chi: Cerkezkoy Organize Sanayi Bolgesi, Karaagac Mah., Ataturk Cad., No: 32, Kapakli/
Tekirdag, Thé Nhi Ky.
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