: https://trungtagathegs.com/
'1%?/405

Paper box of 1 tube of 15 gram cream :

INDICATIONS | CONTRA-INDICATIONS | DOSAGE & ADMINISTRATION
/SIDE EFFECTS / PRECAUTIONS AND OTHER INFORMATION:
Refer tur package insert. QUALITY SPECIFICATION: In-Housc

Neo-Fluocin

Cream

STORAGE: Stor di temperature not exeevding 3U°C,

KEEP OUT OF REACH OF CHILDREN. |
CAREFULLY READ THE PACKAGE INSERT BEFORE USE. |

Rx PRESCRIPTION DRUG 15¢g
= Ingredient: Each gram cream contains:
3 E Fluocinolone Acetonide . ............. 0.25 mg
m Neo.FIuocu'l Neomycin Sulfate (potency) .......... 3.50 mg
o=
£8 Cream Manufacturer:
=3 SIU GUAN CHEM. IND. CO., LTD.

S CUEINECE Y bicawe  No. 128 Shin Min Road, Chia Yi, Taiwan

|
. LOT/SGLO SX. i
Neo-Fluocin WP, NEX
EXP / HD: ‘
Cream VISA No. / SBK: |
s e
Rx THUOC KE DON THANH PHAN: M&i gam kem chura:
;!ﬁu@o_lonszmg.l. } ................ g.ggmg [ —t -
mycin R b A e .50 mg b
CHI BINH / CHGNG CHI BINH / LIEU DUNG & CACH DUNG / TAC DUNG | Q5 :
. KHONG MONG MUGN / THAN G VA CAC THONG TIN KHAC: Xinxem | o |
eo-riuocin & huong din st dung. TIEU CHUAN GHAT LUGNG: TOCS =0 _
BAO QUAN: Bdo quan & nhiét 9 khing qué 30°C. TH |
Cream NHA SAN XUAT: SIU GUAN CHEM. IND, CO., LTD. - 128 Shin Min Road, Chia 1
¥i, Dai Loan. | 8 |
PE THUGC NGOAI TAM TAY =

Thuoc dung ngoai

TRE EM.
DOC KY HUONG DAN SU' DUNG TRUC'C KHI DUNG

Printing contents on Aluminum tube of 15 gram cream:

Rx  PRESCRIPTIONDRUG  {5q

Neo-Fluocin cream @

Ingredients: Each gm cantains:
Fluacinolone Acetonide.........................0.25 mg
Neomyein Sulfate (potency) .. ... 350mg
| Administration: Cover the involved skin areas
| with Neo-Fluocin Cream one to several
times daily.
‘ Indications Weering eczema, stopic dermatiis,
contact dermatitis, allergic dermatitis, ne-

EXP

LOT

i urolic dermatitis, urticaria, buring pusiu-
| lar dermatitis, skin itching, simplex lichen,
‘ and psoriasis.

SIU GUAN CHEM. IND. CQ,, LTD.
No. 128 Shin Min Road, Chia Yi, Taiwan

Director of the Manufacturer

BOY TE
CUC QUAN LY DUQC

DA PHE DUYET

Lan dau:.@u/. 7./ 2044, (D_r

T —



. LIEU DUNG - CACH DUNG:

244 LB oy

THUOC NAY CHI DUNG THEO PON THUOC

NEO-FLUOCIN Cream

. KHUYEN CAO:

Doc ky hwing din sir dung trudc khi dung.

Dé xa tim tay tré em.

Théng bdo ngay cho bic sy hoidc dwgc sy nhiing phin ing cé hai gap phai khi sir dung
thudc.

. THANH PHAN:

Mbi gam kem chira:
Thanh phén duoe chit:
Fluocinolone Acetonide.......ccocvcvvevuvenennn..n. ..0,25 mg
Neomycin Sulfate (hoat lm) .3.5mg
Thanh phan ta duoc: Cetyl Alcohol, Mineral Oil, !sopmpv! Mvnstare Cream Base Wax,
Polyoxyethylene (25) Cetyl Ether, Glyceryl Monostearate, Methyl Paraben, Nudc tinh khiét.

DANG BAO CHE:

Kemmin, ddng nhét, mau trin g. @1
CHI PINH: B

NEO-FLUOCIN Cream duoc chi dinh diéu trj cic bénh ngoai da dap img véi corticosteroid
va ¢6 nhiém khuén thir phat. Phéi hop corticosteroid-khéng sinh nay chua duge chimg minh
1a 6 hi¢u qua hon domn tri liéu vdi corticosteroid sau 7 ngay diéu tri.

CHI DUNG NGOAI DA.

Thoa mot 16p méng NEO-FLUOCIN Cream lén ving da ton thuong tir 2 — 4 1in méi ngay
tiy vao d6 nang cia bénh.

Do NEO- FLUOCIN Cream la m6t loai kem rira sach dugce bz’mg nuéce, ¢b thé thoa kem dé
dang va khong dé vét trén da.

. CHONG CHI PINH:

Céc thude corticoid ding ngoai da chong chi dinh véi cdc bénh nhan c6 tién sir man cam véi
bat cir thanh phin nao cua ché pham. Khong nén dung san pham nay thoa tai ngoai khi
mang nhi bi thung.

A CANH GlAC &THAN TRONG

CANH GIAC

Néu tinh trang nhiém khuén tai chd tlep dién hodc nang hon, hodc bi nhiém khuan toan than,
nén cén nhic dung thube khang khudn toan than thich hop, dua trén két qua thir nghiém tinh
nhay cdm v6i thude khang khuan.

Do neomycin c6 ddc tinh than va tai, khéng nén ding thude nay trén dién tich rong hodc
dung trong thoi gian dai.

C6 nhimg tai li¢u y khoa hién nay cho thdy c6 su gia ting sb nguoi man cadm véi neomyein.
THAN TRONG

To ong qudt

Khuyen cao khong dung kem Neo-Fluocin dé dip. Céc corticosteroid dung tai chd co thé
hép thu vio co thé va gdy e ché thuén nghich trén tryc dudi ddi-tuyén yén-thugng




than(HPA), céc biéu hién cua triéu chimg Cushing, ting dudng huyét, va dai thao duong &
vai bénh nhan.

Céc tinh trang lam ting su hap thu toan than gbm ding cac thude steroid manh, dung trén
dién tich rong, dung kéo dai.

Vi vdy, cac bénh nhén ding li¢u cao steroid thoa trén dién rong can phai danh gia dinh ky vé
e ché tryc HPA bang thir nghiém kich thich ACTH va cortisol tir do trong nuée tiéu. Néu
thiy c6 su rc ché truc HPA, nén giam tir tir dé ngung dung thude, giam s lan dung thudc
hodc thay thé bing mot steroid téc dung yéu hon.

Sy hdi phuc chirc ndng truc HPA thuomg xay ra ngay tirc khéc, khi da ngung dung thude
hoan toan. it khi ¢6 céc dau hiéu va tridu chimg do ngung dung steroid cin phai b6 sung
corticosteroid toan than.

Tré em c6 thé hép thu corticosteroid tai chd nhidu hon va do dé nhay cam hon véi dgc tinh
toan than.

Néu bj kich ung, nén ngung duing corticosteroid tai chd va co bién phép diéu tri thich hop.
Ciing nhu bét ctr corticosteroid dung tai chd khic, sir dung lau dai c6 thé gay teo da va mo
dudi da. Khi ding ¢ cdc viing da bi tray hodic c6 nép gép, hoic dung trén mat, viéc teo da va
mo dudi da c6 thé xay ra ngay ca khi chi dung trong thdi gian ngan.

Xét nghiém

Céc xét nghiém sau dung danh gia sur uc ché truc HPA:

Xét nghiém cortisol tu do trong nudc tiéu. ;

Xét nghiém kich thich ACTH. /D'f

Thong tin cho bénh nhin -

Bénh nhén dung corticosteroid ngoai da nén c6 cic thong tin va huéng dan sau:

Thude nay chi dung theo hudéng dan cua thay thude. Chi ding ngoai da. Tranh dé thuéc tiép
xtc voi mat.

Khuyén cio bénh nhén khong dung thude nay cho bénh khéc ngoai bénh dugc chi dinh dung.

Khdng nén bang hoic dép kin vung da diéu trj trir khi c6 sy hudng dan ctia thay thudc.

Bénh nhén nén bao cdo khi c¢6 bit ky phan img khéng mong mudn nao, dic biét khi dép
thude.

Cha me cua tré nén dugc huéng dan khong ding ta chat hodc quan nylon cho tré dang duoc
diéu trj & viing da trong t4, vi do mic nay c6 tic dung nhur la bang dap thude.

Tinh gdy ung thu, gdy dt bién va anh hwéng dén sy sinh sin:

Chua c6 cac nghién ctru dai han trén dong vat @ danh gia kha ning gy ung thu hoiic anh
huong dén su sinh san cua céc thube corticosteroid ding ngoai da.

Céc nghién ctru xéc dinh tinh géy dt bién cua prednisolone va hydrocortisone cho két qua
am tinh.

Sur dung cho tré em

Bénh nhi nhay cam hon nguoi l6n doi véi tic dung vic ché truc HPA va hoi chitng Cushing,
do ty I¢ da so vai trong lugng co thé cua tré cao hon.

Di ¢6 béo cdo tinh trang trc ché truc HPA, héi chung Cushing, ting huyet ap ndi so ¢ tré em
dung corticosteroid tai chd. Cac biéu hién tc ché thuong thin & tré em gdm cham phat trién,
it tang cén, mitc cortisol huyét tuong thap, khong dap tmg véi kich thich ACTH.

Céc biéu hién tiang huyét ap ndi so gom phinh thop, nhire dau phu gai thi.

Ding corticosteroid tai chd cho tré em chi nén dung luong t6i thiéu. Dung corticosteroid lau
dai cé thé anh hudng dén sy phét trién cua tré.

PHU NU CO THAI VA CHO CON BU:

Co thai

Comcostermd thudmg gdy quai thai & dong vat thi ngh1em khi diing toan than & liéu kha
thap. Céc corticosteroid tac dung manh cling gy quai thai khi thoa trén da dong vat thi
nghlem Khéng ¢6 cac nghién ciru dugc kiém sodt day du & phu nit cé thai vé tic dung gay
quai thai khi diing corticosteroid tai chd. Vi vy chi dung trong thai k¥ khi da danh gia loi



10,

11.

12.

13.

ich ctia viéc ding thudce va nguy co cho thai nhi. Céc thudce nhom nay khong nén ding trén
di¢n tich rdng, dung lugng lém hodc dung kéo dai & bénh nhan ¢6 thai.

Cho con bu

Chua biét r5 1a corticosteroid diing tai chd ¢6 dugce hép thu vao co thé véi lchmg da dé phat
hién trong sita me hay khong. Cac thude corticosteroid dung toan than, duoc tiét vao sira me
thi khong gay hai cho tré. Tuy nhién, nén than trong khi dung corticosteroid tai chd cho phu
nt cho con bu.

ANH HU()'NG cUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua c6 bang chimg vé anh hudng cia thude 18n kha néng lai xe va van hanh may moc.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC:
Chua c6 bao céo vé tuong tac thude va céc dang tuong téc khac.

TAC DUNG KHONG MONG MUON:

Cdc tdac dung khong mong muén sau dirge bdo cdo la xay ra khong thuong xuyén khi ding
corticosteroid tai cho.

Céc tac dyng nay duoc sép xép theo thir tyr tan suat xudt hién giam dan:

Nong rat

Chimg rém léng

Lot da 6)-]
Ngtra

Phat ban dang mun trimg ca S
Nhiém khuan thtr phat

Kich timg

Giam sic t6 da

Teo da

Viém da quanh miéng

Ran da

Viém nang long

Viém da di tmg tiép xuc

Bénh ké

Céde tde dung khong mong muon sau dwoc bdo cdo khi dimg neomycin tai cho:
Ddc tinh tai

Bgc tinh than.

QUA LIEU VA CACH XU TRIi:

Triéu chimg: Str dung corticosteroid tai chd ‘qua murc hodc kéo dai cé thé 1rc ché chire nang
tuyen yén-thuong thén, dwa dén két qua thiéu ning thuong than thir phat, va cho céc bidu
hién ting tiét tuyén thuong thén, bao gom bénh Cushing. St dung neomycin tai chd qua
muc hodc kéo dai cho thdy thudc nay c6 thé 12 mét tac nhéan géy d6c than manh. Suy thin
cap c6 thé xay ra.

B:eu tri: Bién phap diéu tri triéu chimg thich hop dec chi dinh. Céc tri¢u chimg ting tiét
tuyén thugng than thuong 6 thé hoi phuc. Dicu tri mét can bing dién giai néu cin thiét.
Trong truong hop ngd doc man nén ngung dung corticosteroid tir tir. Chimg suy thén cé thé
diéu tri bang loc mau. Khi ngung diéu tri bé.ng neomycin va ap dung céc bi¢n phap dac hi¢u
dieu tri ngd ddc than, cac ton thuong than cé thé phuc héi duoc.

THONG TIN DUQC LY: *
Nhém diéu tri dwoc Iy: Corticosteroid diing ngoai da két hop véi thube khang khuén.
Ma ATC: D07CC02

Duwoe lwe hoce:



Cac corticoid dung ngoai da c6 tac dong co mach, chéng ngira, chéng viém.

i - Co ché tic dong chdng viém cia cée corticoid dung ngoai da khong ré rang. D4 ¢ nhiéu

14.

15.

phuong phap trong phong thi nghiém, ké ca dinh lugng chét gy co mach dugc sir dung dé
so sanh va du doan hi¢u luc va/hodc hiu qua ldm sang cua cac thube corticoid dung ngoai
da. C6 vai bang chimg dé xuat vé médi lién hé gilta kha nang gay co mach va hiéu qua diéu
tri & nguoi.

Dwrge dong hoc:

Mire 46 hap thu qua da cta céc corticoid ding ngoai da duge xac dinh bai nhiéu yéu t6 nhu
t4 dugc dan, tinh nguyén ven cia hang rio biéu bi va su str dung bing kin.

Céc corticoid ding ngoai da c¢6 thé hép thu qua da binh thuong khéng ton thuong. Tinh
trang viém hoac bénh da s& 1am tang su hap thu qua da. Sir dung bing kin 1am tang dang ké
su hap thu qua da ciia céc corticoid dung ngoai da.

Khi di duoc hép thu qua da, céc corticoid dung ngoai da trai qua con dudmng dugc dong hoc
tuong tu nhu ding thube duodmg toan than. Cac corticoid gan két voi protem huyét tuong &
cac muc do khac nhau. Céac corticoid duge chuyén hoa chu yéu & gan 16i dao thai qua thén.
Vi loai corticoid va cac chit chuyén héa duoc bai tiét qua mat.

PONG GOI, BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG:
Dong géi: Tuyp 15 ¢.
Bio quan: Bao quan ¢ nhiét d6 dudi 30°C.
Han ding: 48thang ké tir ngay san Xut. %
Khong dung thude qua han dung,
Tiéu chuin chit hrgng: TCCS N
TEN VA PIA CHI CUA NHA SAN XUAT:
SIU GUAN CHEM. IND. CO., LTD.
@ No. 128 Shin Min Road, Chia Yi, DAI LOAN.
PIC/S GMP Tel.: 886-5-2360636 Fax: 886-5-2865232




