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MAU NHAN
1. Nhan lo 3 ml:

T
Thanh phén: méi Iy co chira
Moxifioxacin 15 mg
Ta duge vira 4l 3Iml

| Chi dinh, céch ding ligu,
dung, chéng chi dinh:
xin xam t&r hudng din sir dyng
Bao quan: Noi khd, nhidt dd tiy
15 - 25°C, trénh anh sang
Tiéu chuin: TCCS
SDK:

CONG TY CO PHAN
DUGE PHAM HA NOI

P )
S6 16 5%
NSX:
HD

f xa Tl TaY The B
BOC ¥ w0 DA 511 DURE THUDC 08 Do

L 56 15, KON Quang Mink X4 Ouang

Minh, Huysn Mé Linh, Thanh phd Ha N

2. Nhan hop 1 1o 3 ml:

/'/' ™

CHU TICH HBQT KIEM TONG GIAM pOC

s. Pham Bhi Budn |
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MAU NHAN

3. Nhan lo 5 ml:

Thanh phén: mbi lp c6 chira
Maoxifloxacin 25mg
Ta duge vira a0 5mi
Chi dinh, cich ding, lidu
dung, chéng chi dinh:
*in xem i hudng din sir dyng
Bao quan: Noi kho, nhigt do tir
15 - 25°C, trdnh anh sdng
Tiéu chulin: TCCS
SDK: .

o %A A TAY TRE EN

D0C KT HUGMS DA 51 DUND TRUSE K bima

SN cONG TY cO PHAN
L5 pugc PHAM HA NOI
L& s8 15, KCN Quang Minh, Xa Quang
i1, Huydn M@ Linh, Thanh phd Ha M

San xudl biri
S8 I SX:

NSX;
HD:

4. Nhan hop 1

./ CONG TY
{ €O PHAN

CHU TICH HBQT KIEM TONG GIAM BOC

os. Pham Bhy Ouin

lo 5 ml:
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HUGNG DAN SUDUNG THUOC

Thudce tra mat, nho tai
EYEWISE

1. Dang bao ché: Dung dich.
2. Cong thite: Cho 1 lo 3ml S5ml

Moxifloxacin 15mg 25mg

( dudi dang Moxifloxacin hydroclorid 1635 mg 2725 mg)

Ta duge (Natriclorid, Acid boric, Dinatri EDTA,

Polysorbat 80, NaOH, nuéic ¢it)  vira dit 30ml 50 ml
3. Chidinh: L\,-"
Eyewise ducc chi dinh \' /|

+Diéu tr1 viém két mac do céc vi khudn :

Vi khudn gnm duong hidu khi: Corynebacterium spp., Micrococeus luteus,
Staphylococcus  aureus,  Staphylococcus  haemolyticus, Staphylococcus  hominis,
Staphylococcus warneri, Streptococcus pneumoniae, Streptococcus viridans.

Vi khuin gram am hiéu khi: Acinetobacter Iwoffii, Haemophilus influenzae,
Haemophilus parainfluenzae.

Ngodi ra con ¢6 tde dung véi Chlamydia trachomatis.

+ Viém tai ngodi, viém tai giita ciip va viém tai c6 mi man tinh khudn do cdc ching vi

khuén nhay cim. Phong ngira trong phéiu thuat ving tai nhur phiu thuat xuong chiim v

sau phiiu thuat.

4. Cichding

- Nhé mat: ngusi Ion va ré em trén 1 wdi: nhé 1 gioy/ ln x 3 14n/ ngiy, trong 7 ngay.

- Nho tai: khoi ddu nhd 2-3 giot, mdi 2-3 gid, gidm s6 1in nhd xudng khi 3 kidm sodt

duoe nhiém khudn.

5. Chong chi dinh:

- Qud min véi moxifloxacin, cic quinolon khic, hodc bit ky thiinh phin nio clia thudc.

- Nguti ¢6 tién sir QT kéo dai va dang sir dung cdc thude chng loan nhip tim nhém 1A

(Quinidin, procainamid), nhém 11 (amiodaron, sotalol)

- Tré em dudi 1 wéi.

6. Tic dung khong mong mudn cia thude:

- Viem két mac, giam thi lue, kho mit, viem gidc mac, khé chiu & miit, xung huyét, dau

mit, ngita mat, chiy mdu dudi gidc mac, chity nute mét, Nhimg phan ting nity xdy ra & 1-

6% bénh nhan,

- Cc tic dung bt loi ngoai miit duge béo cdo 1-4% bao gém: sdt, tang ho, nhiém tring,

viém tai giita, viém hong, phit ban vi viém mii.

Thong bdo cho bac sy tdc dung khong mong nucn BAp phdi khi sit dung.

7. Tuong tic véi cic thuée khéc, cic dang tuong tic khic:

- Khi ding ciing warfarin, moxifloxacin Iam ting tic dung chéng dong méu, thi gian

prothrombin kéo dai, tang chi 6 INR; vi vy phi theo ddi thii gian prothrombin va tinh

trang dong mdu khi ding moxifloxacin déng théf véi warfarin,
i} méatlokacin c6 thé tang nguy co

- Than trong Khi si dung moxifloxacin & nguh bénh 6 bénh 1y thin Kinh trung
uong nhu xo dong mach néio nang, dong kinh, vi ¢6 thé gy con co giat.
9. Sir dung cho phu nif ¢6 thai vi cho con bi:
- Vinguy co éinh hutmg dén thai nhi rit I6n, do d6 khong nén sir dung cho phu nir
6 thai.
- Thue nghiém trén chudt cong cho thily moxifloxacin phan b vio trong sira, do dé
khong diing moxifloxacin cho nguisi dang cho con bi vi thudc c6 thé gay tic hai
cho tré nho. Trong truimg hop cdn thiét phii ding moxifloxacin, sau khi 3 cin
nhiic Igi ich - nguy co, thi ¢in ngimg cho con bi trong thisi gian ding thudc.
10. Téc dung léen khi nang li xe hoac van hanh méy moc:
Nénﬂ'lanu‘(_)ngkhiﬂ}dl;ngchonglﬁﬁdangléixeh(ﬁc\'anh&nhrrﬁymri:ﬂiﬁc
dung khong mong mudhn ciia thudk trén mét: gidm thi lue, kho mit, khé chiju & mit,
chay nude mit ...
10. Qua liéu:
- Neéu nho qud nhiéu thude vao miit, cdn rifa sach véi nhiéu nude. Khong nho them
thud vio mét cho t6i thii diém diing liéu tiép theo,
11. Céc dic tinh duge luc hoc:
Cor ché tic dung clia moxifloxacin lién quan dén su e ché enzym tosoisomerase
IVv;nDNAgyrasc.Cﬁcwzymnﬁycﬁndmwtiim,saodmép.s{mchﬁav&k&hqa
ta,i.iDNAcﬁavikhu.a’nécéc\ikhuhﬁrmﬂm,ﬁcdungdﬁy&lvioDNAgymsc
con & cic vi khudin gram duong thi nguck lai.
Moxifloxacin ¢6 tic dung véi hdu hét céc chiing vi khudn sau ¢ in vitro va trong
cdc nhiém khudn trén lim sng:
Vi khudn gram duong hiéu khi: C orynebacterium spp., Micrococcus luteus,
Staphylococcus aureus, Staphylococcus haemolyticus, Staphylococcus hominis,
Staphylococcus warneri, Streptococeus pneumoniae, Streptococcus viridans.
Vi khudn gram am hiéu khi: Acinetobacter Iwoffii, Haemophilus influenzae,
Haemophilus parainfluenzae.
Ngodi ra cdn o6 tic dung véi Chlamydia trachomatis.
12. Cic diic tinh duoc dong hoc:
Néng do huyét wong cila moxifloxacin di duge do & nguti trudng thinh nhd mét
dung dich moxifloxacin 0,5% 3 ldn médi ngay. Gid trj néng do dinh C,, trung binh
¢ tinh trang bdo hod (2,7 ng/ml) va gid trj di¢n tich dudi duimg cong (AUC) hing
ngdy (41,9 ng-gityml) thiip hon 1600 va 1000 ln G, vi AUC thu duoc sau khi
udng vdi liéu diéu uiMng.ThMgianbéndﬁcﬁammﬂiuxadnwé\:lﬁmkhoéng
13 gidr.

13. Bao quin: Noi kho, nhiét d t 15 - 25°C, trdnh dinh sing

14. Han diing: 24 thing k€ tir ngay sin xudt.

15 ngity sau khi mé ndp ding

15. Déng géi: Hop 1103 ml, hop 1 1o 5 mi.
16. Tiéu chudn dp dung: TCCS

g

DOC KY HUONG DAN SUDUNG TRUSC KHI DUNG
DE XA TAM TAY TRE EM
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC S¢
THUGC NAY CHi DUNG THEO DON CUA BAC S¥

Vil ngarcd thé, nhudm huymh quang.
- Chi ding dé tra mit, khong ducc tiém viio mat.

- Do maxifloxacin ¢6 thé gay khodng QT kéo dai trén dién tam dd, nén cdn thin trong
khi sir dung moxifloxacin cimgwﬁmols(‘imuffckhﬁcoémégaymkh(ﬁngmkéudii
nhu cisaprid, erythromycin, thudc chdng trim cam 3 vong, thudc chéng loan thin. Ciing
nén thin trong khi st dung moxifloxacin & ngudi bénh 6 r6i loan nhip tim nhy nhip
chim va thi€u mdu co tim c4p.
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