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GIAY XACNHAN
NOQI DUNG THONG TIN THUOC

Tén Co quan xac nhan: Cuc Quén ly Dugc - B§ Y té

Xac nhan noi dung thong tin thude:

STT Tén thude S6 gidy ding ky lwu hanh

1 Dexamoxi VD-26542-17

Pon d& nghi s6: 151/2018/CV-CPC1HN

Tén co s& d& nghi x4c nhan: Cong ty Cé phan Dugc pham CPC1 Ha Noi
Dia chi: Cum cong nghiép Ha Binh Phuong, huyén Thuong Tin, Ha Noi
Hinh thirc thong tin thudc: Tai liéu thong tin thudc

Sé gidy x4c nhan: 0233/2018/XNTT/QLD
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36 gidy xacHhan -

hong tin thudc cua B¢ 7
Thong tin chi tict xem tai ang =
Ngdy in tai li8u: .../oweefoms

Céng ty cé phan Duoc pham CPCI Ha NGt

cpefun  Cumcong nghiép Ha Binh Phuong, Thudng T{n,..






15 phiit sau khi phiy thuat,
V6i bénh nhan bj nhidm khudn mt do v; khudn
nhay cam: Nho thube 4 lin/ngay, mdi 13y | ik
trong vong 7 ngdy hojc theo huéng din cia bgc
st

Nguoi cao tudi: Khong can hiéu chinh Iidy,

Tré em: Hiéu qué va an toan trén tré em chua
duoc xac dinh.

Dé tranh tap nhiém vao diu lo nho thudc va dung
dich thuc, khong dugc dé dau nho thuée cham
vao mi mét, ving xung quanh mét hogc bt cir vat
nao. : .

Dé ngin chan thudc duge hapthu qua niém xlaac
mili, dac biét 1a & tré so sinhhodc tré nho, ong
miii 16 cin dugc déng lai bing f:éch dﬁng taj,;
trong 2 — 3 phiit sau khi dung thudc. ?au‘k]:u ‘ma
nép, cin b di giot du tiéntrude moi lan ding

- Qud mén vg; quinolon, dexamethason hoic bt
¢t thanh phan nao cua thude,
- Bénh nhan bj glaucom hogc céc bénh c6 thé gdy
mong gide mac hogc mang ciing ciia mt,
Thén trong
Nhu v6i cac thube c6 si dung khang sinh kh4c,
ding thudc kéo dai c6 thé din dén su phét trién
qud murc cic chung vi sinh vat khéng nhay cam,
bao gom cé boi nhidm nim. Néu boi nhiém xay
ra, can t6i gap bac si va dp dung nhitng bién phap
diéu trj thich hop. Néu bj di Umg v6i céc khang
sinh khéc twong ty nhu moxifloxacin, c6 thé di
ung khi ding dung dich nhé mét chira moxifloxa-
cin va dexamethason. Trong c4c treong hop nay,
can ngumg str dung thudc, t6i gip bac si dé c6 cic
bién phap diéu trj thich hop.
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Tai Jj A
nhe v4 : cu thong tin th
; ¢ Va thodng quy khéng dé 1a; g, i é
L = fau qug,
etha 8p: Cic dau higy trigy chimg ey -
wong téc vg; o it kh-fon hydrocioriy nhay cam o6 thé x4y : § Cla dj ymg 14
Uoc t 18, 1am oha % 3
Chia o6 nghien o ! T tng nguy ooy M qué trinh gig,
dich nhé mé¢ chit; © Cua dup M tring ¢ héi vy tin T
- 4 moxifloxacip, Céc nghign or Rét hi i &€ nhan 4p,
VI s C - V1e a e
CYP:D "hothay "o%ifloxacin khong kim = bo dio do e, phi ML, viém mang
A4 q corticoid o4 i
e » CYP2Dg, CYP2¢g, CYP2C19 p,, 8idc mac o 84y ra, viem giso mac, meng
. A2 v Vay thudc €0 khj néng it anp 4 o ’h ?‘ac mac vj logt, ¢ bénh nhap b

Cytochrom p, 450,

thudc theo dudng to
ting thc dung ciia
¢am 3 vong vi lam

an than, corticoid ¢ thd i

barbiturat, thudc chéng i,
g1am tic dung cyg o4, thudc
khéng cholinesterase, thugc chong déng, salicy-
lat. Céc nghién ciru vé vin ¢ nay chura thye hign
v6i thude nhé mét.

Téc dung khéng mong muén

Céc téc dyng khong mong mudn dwoge phan logi
theo tan suat nhu sau;

Rét phé bién (Tén sudt 1/10), pho bién (tAn suit
1/100 dén < 1/10), it g& (tAn suét 1/1000 dén <
1/100), hiém (thn sudt 1/10000 dén < 1/1000), réjt

hidm (tén suét < 1/10000) hodc khéng dugc biét

dén (chua co s6 lidu théng ké cu the)

Téc dung khong mong muon do st dung dexa-

A L]
methason bao gom:

Réi loan mit: . ot
R4t phd bién: Ap lyc ni nhan 3ng (sau
diéu tri)

5 ma i nho thudc,
Phd bién: Kho chiu & mat st khi nh .
| iguchimg nay thuon
gira, rat, nhin mo. Céc triguchung nay g
ngua, di,

€ C6 nguy ¢ bj thiing
U trf corticoiq kéo daj.
tri corticoid kéo dai,

gi:':ic mac djc biét trong d¢jé
Réi loan chung: Kpi diéu
hap thy toap than c6 thé x
chie nang tuyé, thuong t
Tdc dung khéng mop
Soxacin pge gom:

ay ra va 84y ra trc ché
an.

gép): Haemoglobin giam,

- Réi loan h¢ théng mién dich
dén): Qua mn,

- R6i loan hé than kinh:

+t gap: Pau diu.

(khéng duoc biét

+ Hiém: Dj cam. 7
+ Khéng duoc biét dén: Chéng mit. 5
- R6i loan mit:
+ Phé bién: Pau mit, ngira mt.
+ ft ggp: Sung huyét mit, khé mit, viém gi’éc
mac, xuét huyét két mac, ngira mét, phil mi mit,
khé chiu & mit. .
+ Hiém gép: Tén thuong biéu md gidc m.ac, 1ol
loan gidc mac, viém két mac, viém ':?(‘r mi, sung
mit, phu két mac, nhin mo, thi luc giam, ban do
Tll(ml;::g dugc biét dén: Viem loét gic I‘nac? té'u‘:\g
nhan 4p, dyc gidc mac, s¢ anh sang, 'phu mi mat,
chay nuéc mét, cdm gidc c6 bong mat...

)
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Khong duge bidt dén: Buén nén
- Réi loan 4 |
an gan mét (hiém gip): T3
- Da va réi | 6 ¥
1 loan m6 dudi da (khong dugc biét

dén)' Ban @6, phat b ta, may
’ : an, ngira, may day..
Vs Han ding: 24 thang ké tir ngay sén xu4
xuat, 30 ngay

Thing bdo cho bdc si nhitng td
g tac dung kho - .
E . g khong  sau khi mé nép.
DE XA TAM TAY TRE EM

gip phdi khi sit dung thudc.

Qua lidu va xit tri
Khi ding ngodi, chua c6 truong hop qué lidu

cPCiHN
' Nha san xuét:
dung dich nho mat chira moxifloxacin va dexa- Céng ty cb phan Dugc pham CPC1 Ha Noi
A A 3 5y :\
Cum cdng nghiép Ha Binh Phuong, Thuong Tin, Ha \

methason nao dugc bao cdo. Thong tin vé qud \
Nobi. i

lidu ciia thude con han ché. Khi nhd mét qua lidu
c6 thé rira mét ngay bing nuéc am dé loai bo
thubc. Khong nho thém thude vao mét cho tdi
thoi diém ding liéu tiép theo.

Sir dung cho phu nit c6 thai va cho con bl

Thei kp mang thai

Vi khong c6 cic nghién clrucd kidm soét va day
& & phu nif mang thai, dung dich nho mét chira
moxifloxacin va dexamethason chi nén dung
trong thoi ky mang thai khi l¢i ich st dun
a0 thai.

g cao

hon nguy co ¢ thé xay ra chod







