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Thénh phén: Cho 1g thude

Hydrocomison. ... 0,29%(Ki/kD
Lidocain hydrochtorid .. (kl/KIy
T4 dugc vita dl.... -1

Chi dinh. Chéng chi dinh. Céach
diing - Lidu diing. Céc théng fin
khée : Xin doc trong 13 hudng dén st
dyng.

Béo quéan: Noi kho, nhigt d§ khong
qud 30°C, tranh @nh sang.

Tiéu chudn: TCCS.

SDK / REG.N° :

0é xa tém tay cla tré em.
Poc ki huding dén sif dyng nic khi ding.

THUSC DUNG NGOAI
KHONG DUgC UGNG
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Bia chi: Thgeh Li - Thanh Xuén - Sé¢
Son - Ha NI
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Composition: Each 1g contains

Hydrocortisone... v 0,2%(W/W)

Lidocalne hydrochlorid 1%(w/w)

Exclplents Q.s.. i R [ -
Conira -

Usage and dosage. And other
information : Please read enclosed
leafiet.

Storage: In a hermetic container,
temperature do not above 30°C,
protect from light

Specifications: Manufacturer’s,

Keep out of the reach of children.
Read the befo

FOR EXTERNAL USE ONLY
DO NOT TAKEN BY MOUTH

Production facility:

VCP PHARMACEUTICAL J.S.C

Address : Thach Loi - Thanh Xuan - Soc
Son - Ha Noi
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MAU NHAN DANG KY
DUNG DICH XIT DUNG NGOAI ANUSTRI

2.Nhén lo 30g:

R Yhnle Gaaan Thanh phédn: Cho 1g thuéc
Hydrocortison. 0,2% (kl/kl)
Lidocain hydrochlorid .. T30(KI/KI)
e s :
Chi dinh. Chéng chi dinh. Cach diing - Liéu ding.
Cac théng tin khdc: Xin doc trong t& hudng dén st
Hydrocorlison 0,2% kI/kl , Lidocaln hydrochlorid 1% ki/ki § dung.
Béo quan: Nai kho, nhiét dé khéng qué 30°C, tranh
4nh séng.
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Ryx. Thube nay chi ding theo don thude

ANUSTRI
DPoc k§ hwéng din siv dung trude khi dimg
Dé xa tam tay tré em
Théng bdo ngay cho bdc sj hoic dwgc sy nhitng tdc dung khéng mong mudn gdp phai
trong qud trinh sit dung th ubc.

1. THANH PHAN, HAM LUOQNG: 1 g dung dich ANUSTRI ¢6 chia:
Thanh phén dugc chit:  Hydrocortison 0,2% (kI/kl)
Lidocain hydrochlorid 1% (kl/kl)
Thanh phén t4 dwoc vira di: 1,0 g
(Polyethylen glycol 400, Polysorbat 80, Macrogol cetostearyl ether, Acid citric, Natri
citrat, Dinatri edetat, Propyl gallat, Phenoxyethanol, Ethanol 96%, Nudc tinh khiét).
2. MO TA SAN PHAM
Dang bao ché: Dung dich ding ngoai
Dung dich trong sudt, khéng mau cho dén mau vang nhat, khéng ling cin, khong c6 vang.
3. CHI PINH
Thube duoc sir dung dé 1am giam cdc tridu chimg bao gbm dau, ngira va kich tng tai hau
mén va xung quanh hiu mén lién quan dén bénh tif.
4. CACH DUNG - LIEU DUNG
Cach dung:
Rira tay trude va sau khi xit thudc.
Trude khi st dung, xit thir mot dén hai 1dn dé dam béo chai vin xit tét.
Xit thudc vao vi tri cdn diéu tri
Pay chit nép lai va rita sach tay
Liéu ding:
Neguwoi lém va tré em tir 14 tuéi: Xit 1 14n 18n vi tri cin didu tri, ngay xit td1 da 3 lan, ty
thudc vao tinh trang va mirc dd nghiém trong ctia bénh.
Déi v6i tré em dudi 14 tudi: Hoi y kién béc sf.
5. CHONG CHI PINH
Khong st dung néu mén cam v6i Lidocain hydrochlorid hay Hydrocortison hoic bat ky
thanh phin nao ciia thude.
Khong sir dyng trén vét thuong, ving da hé do lam ting nguy co tac dung khéng mong
mudn toan than.
Khéng dung trén ving da bi nhiém trung bao gdm vi khudn, vi rat, nhiém lao hodc nhiém
nim.
Khong sir dung cho bén trong hdu mén hay bét ky vi trf ndo khong phai hdu mén.
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6. CANH BAO VA THAN TRQONG KHI DUNG THUOC

Nén stt dyng thudc trong thoi gian ngén, khong dung lién tuc trén 7 ngay trir khi ¢ chi

dinh cha béc si.

Bénh nhén cin tham khéo y kién ctia bac si khi ¢6 nhiing biéu hién nhu: dau dai ding hogic

chay mau tir hdu mon, dic biét khi thay dbi théi quen di vé sinh, dau quiin bung, da day

cing cuing hodc gidm can. Cén ¢6 céc bién phap can thiép kip thdi néu cé cac déu hidu trén.

ANUSTRI cin trdnh xa mét miii va miéng.

Tranh st dung kéo dai, qua murc vi didu nay c6 thé giy teo da cuc by, ran da hoiic tac dung

toan than clia corticosteroid nhu trc ché chirc niing vé thuong thén.

R&i loan thi gic:

R&i loan thi gidc co thé duge bdo céo sau khi sir dung Corticosteroid toan than va tai chd

(bao gdm ca dudng mili, dudng mét, dudng hit). Néu bénh nhén c6 cée triéu ching nhu

nhin m& hoiic cac rdi loan thi gidc khac, bénh nhan nén dugc chuyén dén bac si nhén khoa

d8 danh gia cdc nguyén nhén c6 thé gay rdi loan thi gidc bao gdm dyc thuy tinh thé, ting

nhén &p hodic céc bénh hiém gip nhu bénh ly Hic vdng mac trung tdm thanh dich (central

serous chorioretinopathy - CSCR) d3 dugc béo cdo sau khi str dung Corticosteroid toan

than va tai chd.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chua du dit liéu chimg minh tinh an toan ciia thudc trén phy nft mang thai. Cac

corticosteroid tai chd co thé giy bit thudng cho sy phat trién cia bao thai bao gOm st méi,

hé ham &ch, chAm phat trién trong tir cung trén cdc nghién ctru sinh san & dong vat. Do vdy

c6 thé c6 mét ty 18 nhé nguy co nhu vay trén ngudi. Chi nén sit dung thudc trong thai ki

khi ¢6 su can nhic loi ich va nguy co tir chuyén gia y té.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Chua c¢6 béo cdo.

9, TUONG TAC, TUONG KI CUA THUOC:

Thén trong trén cac bénh nhén stir dung dbng thoi véi thude chéng loan nhip nhém IIT (nhur

amiodarone) hodc cac thudc ghy té cuc bd khac.

Cac thube 1am giam do thanh thai ctia Lidocain (nhw Cimetidin, thudc chen Beta) c6 thé

lam ting nguy co qué lidu lidocain, tuy nhién nguy co nay rét thdp do liéu sir dung thép

cua Anustri.

Cén c6 su giam sat y t& ndu sir dung két hop thém véi thudc khéc cé chira steroid (vi du

nhu prednisolon, beclometason, betamethason, dexamethason), do céc tdc dung phy c6 thé

Xay ra.

10. TAC DUNG KHONG MONG MUON (ADR):

C6 thé cam thdy ngura ran tai vi trf didu tri khi xit lan du tién, cAm gidc nay 13 binh thudng,

thodng qua va chi xay ra tam thoi. Hiém khi gy cam gidc khé chiu hodc kho chiu dai ding

cho ngudi ding. Qua mén véi Lidocain hiém khi duoc béo cdo.
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Réi loan trén mét: Chwa 18 tAn sudt, bao gdm cdc tri¢u chimg nhu nhin md, nhin khong 13
hoiic cdc rdi loan thi gidc khac. Xem phin canh bio va thén trong.

11. SU DUNG QUA LIEU VA CACH XU TRi:

Trong nhiing trudng hop dic biét, néu sir dung qué lidu, dic biét & & tré nho, vé mit Iy
thuyét, c6 thé e ché tuyén thugng than va lam mong da. Cac triéu chimg trén thuong co
thé gidm b6t va hdi phuc khi ngimg st dung thudc.

Qua4 lidu c6 thé gay ra cic tic dung phu toan than nhu kich thich hg thin kinh va trong
trudng hop nghiém trong co thé gay tre ché than kinh trung uwong va tim mach.

Trong trudmg hop nghi ngd qué lidu xay ra, hiy nglng thudc va thong bao ngay cho béc
st.

12.PAC TiNH DUQC LUC HQC

Nhém duwge Ij: Thube diéu tri tri tai chd (c6 chia corticoid).

Mi ATC: CO5AA.

ANUSTRI 13 san phdm két hop dic tinh chéng viém, chéng ngtra, chéng kich tmg clia
Hydrocortison va tac dyng gdy té giam dau ctia Lidocain hydrochlorid. Thubc duge biao
ché dudi dang dung dich xit, gitip tranh viéc cham tay vao viing bi anh hudng gitp dim
bao vé sinh va han ché nguy co nhiém tring.

13.PAC TINH DUQC PONG HQC

Che ché phAm duge ding du6i dang phun xit, khd di sau khi st dung dé lai dugc chét

trén viing can diéu tri, do d6 thanh phan hoat chit ctia cong thirc duge nhanh chéng tiép \
xtic trye tiép voi da va mang nhdy. Ché phim 1a dang dung dich trong subt ddng nhat va \\ 3__?1'23
kha dung ctia hoat chét 1a toi wu. :,,,"
QUY CACH PONG GOI Y,

Hop 01 lo xit chira 30g dung dich ANUSTRI va 01 t& hudng dén st dung.
14.PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Bao quan: ¢ noi khd, nhiét d6 khong qué 30°C, tranh anh sang.
Han ding: 30 théng ké tir ngdy san xuét va 03 théng sau khi mé nap.
Tiéu chuén chit lugng: Tiéu chudn co sd.
15. TEN, PIA CHIi CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thach L3i - Thanh Xuén - Séc Son - Ha Noi — Viét Nam

Ha ngis- mgay Erhang 0 inam 2025
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