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Trong diéu tri viem két mac do nhiem khuan nhay cam
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Tai liéu gdbm 5 trang, Phan théng tin chi tiét vé san pham xem trang 2,3,4,5.
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THANH PHAN

Mbi lo 3ml chira:

Hoat chit: Moxifloxacin Hydrochlorid 16,35mg twong duong véi Moxifloxacin 15mg

Ta duge: Boric Acid, Borax (Natri Borat), Natri Clorid, Nuéc pha tiém.

Mo6i lo Sml chira:

Hoat chit: Moxifloxacin Hydrochlorid 27,25mg tuong duong véi Moxifloxacin 25mg

Ta duge: Boric Acid, Borax (Natri Borat), Natri Clorid, Nwdc pha tiém.

DANG BAO CHE

Thude nhé mét

Dung dich hoi quanh mau vang nhat, khong chira cac vit la.

DUQC LUC HQC

Vi sinh hoc

Moxifloxacin la mdt 8-methoxy fluoroquinolone c¢é 1 vong diazabicyclononyl tai vi tri C7. Tac
dong khang khuan cua Moxifloxacin la két qua tir viéc trc ché men topoisomerase IT (DNA
gyrase) va topoisomerase IV. DNA gyrase 1a 1 enzym cAn thiét cho s sao chép, phién mi va
stra chita DNA vi khuin. Topoisomerase IV 1a enzym dugc biét dén véi vai tro chia khéa trong
sr phan chia DNA nhiém séc thé trong qué trinh phén chia t€ bao vi khuan. Co ché hoat dong
cua quinolones, bao gbm moxifloxacin, khac véi co ché hoat dong cua macrolides,
aminoglycosides, hay tetraxiclin. Vi vdy, moxifloxacin c6 thé o tac dung chéng lai cac tac
nhan gy bénh c6 kha nang dé khang véi cac khang sinh nay. Khong c6 dé khang chéo giita
moxifloxacin va cac nhém khang sinh ké trén. Pa c6 su khéng chéo giita mox1fl0xacm va cac
thube nhém quinolones khic.

In vitro, d& khang d6i voi moxifloxacin phat trién qua nhiéu bude dot bién. Moxifloxacin da
dwogc chimg minh ¢6 kha ning chdng lai hiu hét cac chung vi khuén sau, ca in vitro va trén 1am
sang.

Vi khuin gam dwong hiéu khi:

Céic loai Corynebacterium, Micrococcus luteus, Staphylococcus aureus, Staphylococcus
epidermidis, Staphylococcus haemolyticus, Staphylococcus hominis, Staphylococcus warneri,
Streptococcus pneumoniae, nhom Streptococcus viridans. g
Vi khuéin gam am hiéu khi:

Acinetobacter Iwoffii, Haemophilus influenzae, Haemophilus parainfluenzae.  _ .
Cic vi khuin khéc: /20 AT
Chlamydia trachomatis

Dt li¢u in vitro sau ddy cting da dugc bao cdo, nhung y nghia lam sang d6i v6i nhiém khuén

mit thi chua duge biét. Céc vi khuén da dugce néu chi la dé hudng din dénh gia kha ning diéu




Thudc nhé mit Moxifloxacin Hydrochlorid 0,5%w/v
tri cac nhiém khuan mang két. Trong thir nghiém in vitro, moxifloxacin chimg to ndng d trc ché téi
thiéu (MICs) la 2pug/ml hodc thip hon (diém nhay cam cuia cac ching vi khuan) c6 kha niang chéng
lai hau hét (= 90%) cac chung vi khuén gy bénh ¢ mit sau:

Vikhuin gam duwong ky khi:

Streptococcus pyogenes.

Vikhuin gam am ky khi:

Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Moraxella catarrhalis, Proteus
mirabilis.

Cic vi khuén ky khi khéc:

Fusobacterium species, Prevotella species.

DU(,)'C DPONG HQC

Nong d¢ trong huyét twong cuia moxifloxacin dugc do ¢ cac dbi tugng nam va nir trudong thanh
khoe manh da ding liéu thude nho mit moxiflocxacin hydrochlorid 0.5% 3 1an 1 ngay. C,,m (2.7
ng/mL) trung binh & trang thai 6n dinh va uéc lugng gia tri AUC (45 ng-h/mL) han g ngay thap hon
1,600 va 1,000 lan gia tri trung binh C,, va AUC da dugc béo cdo sau khi udng liéu 400 mg
moxifloxacin. Thoi gian ban thai huyét trong ciia moxifloxacin uéc tinh khoang 13 gio. -
CHIPINH . ‘ ' -
APDROPS (Thuoc nho mat moxifloxacin hydrochlorid) dugc chi dinh di€u trj viém két mac do cac
vi khudn dudi day gay ra:

Cic vi khuan hiéu khi gam duong: ;
Corynebacterium species; Micrococcus luteus, Staphylococcus aureus, Staphylococcus _]
epidermidis, Staphylococcus haemolyticus, Staphylococcus hominis, Staphylococcus warneri,
Streptococcus pneumoniae, Streptococcus viridans group. -
Cac vi khuin hiéu khi gam 4m:
Acinetobacter lwolffii, Haemophilus influenzae, Haemophilus parainfluenzae.
Cic vi khuin khac:

Chlamydiatrachomatis. 15; 1O/ F
LIEUDUNG VA CACH SUDUNG

Nguoi lom, tré em trén 12 thang tudi: Nho mét giot vao mét bi dau 3 lan1 ngay trong 7 ngay.

Céch dung: nho vao mit.

CHONG CHIDPINH

Chéng chi dinh thude nhé mét moxifloxacin hydrochlorid cho cac bénh nhén c6 tién sir man cam
v&i moxifloxacin, véi cac quinolone khac, hay véi bat ky thanh phin nao cia thude.

Tré em dudi 12 thang tudi




Thuoe nhé mat Moxifloxacin Hydrochlorid 0,5%w/v

CANH BAO VA THAN TRONG PAC BIET KHI DUNG

Canh bao

“KHONG PUQC TIEM”

Thubc nho mit Moxifloxacin Hydrochloride khong duoc tiém dudi mang két, cling khong nén
tiém truc tiép vao tlcn phong clia mét. Nhirng bénh nhan dang dung céc thude nhom
quinolones, bao gdm ca moxifloxacin, c¢6 thé phan tmg qua man nghiém trong hodc doi khi gay
tir vong (phan tng phan v€) ngay sau liéu dau tién. Mot s6 phan img c6 thé xay ra nhur tryy tim
mach, mat y thuc phu mach (bao gom phii né thanh quan, hong hay mit), tic nghén duong ho
hap, kho tho, ndi mé day va ngua Néu c6 xay ra phan img di ung VOi mox1ﬂoxac1n phai ngimg
thudc ngay. Phan tmg qua man cap tinh nghiém trong can phai diéu tri c4p clru ngay lap tuc.
Kiém soét oxy va dudng ho hip nén duge ding nhu chi dinh 1am sang.

Thén trong

Thin trong chung

Cling giong nhu cac thude khang khuén khéc, diéu trj kéo dai c6 thé dan gy phat trién cic vi
khuén khong nhay cam, ké ca nim. Néu Xay ra bdi nhiém, pha1 ngumg va thay thudc. Bt cir

khi nao c6 chi dinh thude nay, bénh nhan can dugc kham mit, chang han nhu khe-dén kinh

hién vi sinh hoc, va, khi thich hop, nhuém huynh quang. Bénh nhan dugc khuyén khong nén
deo kinh p trong néu c6 cac ddu hiéu va tridu chimg viém mang két do vi khuan.

TUONG TAC VOI THUOC KHAC VA CAC DANG TUONG TAC KHAC

Céc nghién citu trén In vitro chi ra rang lidu diéu tri ciia moxifloxacin khong trc ché CYP3A4,
CYP2D6, CYP2C9, CYPZC19, hay CYP1A2, diéu nay cho théy moxifloxacin khéng lam thay
d6i duge dong hoc cua cac thude duge chuyén hoa qua cac hé thong cytochrome P450.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Phén loai C ddi voi phu nir ¢6 thai:

Khéng c6 cac nghién ctru ddy di va duge kiém soat t6t trén phu nit ¢6 thai, thu6e nho mit
moxifloxacin hydrochlorid chi dung trong théi ky mang thai khi l¢i ich cua ngudi me cao hon
nguy co cho thai nhi.

Sir dung cho phu nir cho con bu: /
Moxifloxacin khong do dugc trong sira nguci mac du né duge cho 1a c6 thé duoc bai tiét vao ,
sita ngudi. Phai than trong khi sir dung thude nhé mét moxifloxacin hydrochlorid cho phu r&%é o
dang, cho con bu. / ;
ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY Los Mo T
Ciing gidng nhu céc thude nhé mét khac, mo mét tam thoi hode réi loan thi gide c6 thé anh
huong dén kha nang lai xe hodc sir dung may. Néu m& mét xay ra khi nho thude, bénh nhan

nén chd doi cho dén khi nhin thay rd trudc khi l4i xe hodc sir dung may.
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Thuoc nhé mat Moxifloxacin Hydrochlorid 0,5%w/v

TAC DUNG PHU
Céc tac dung phu thuong thiy nhét [y mit la viém mang két, giam thi luc, kho mit, viém gidc
mac, khé chiju & mit, sung huyét mit, dau mit, ngira mét, xuat huyét mang két, chay nudc mit.
Nhiing tac dung phu nay xay ra khoang 1 t&i 6% bénh nhan. Nhirng tac dung phu khong phai ¢
mit dugc bdo cdo voi ty 1¢ 1 - 4% nhu sét, ho ning, nhiém khuan, viém tai giita, viém hong,
ndi man, va viém miii.

Théng bdo cho Bic si cic tic dung phu gdp phdi khi sir dung thuéc

QUA LIEU

Khéng ¢6 théng tin qua lidu v6i dung dich nho mét moxifloxacin. Khi xay ra qua liéu véi dung
dich nhd mat moxifloxacin ¢6 thé nén rira mét bang nudc 4m.
HANDUNG

36 thang ké tir ngay san xuét

Str dung thude trong vong 1 thang sau khi mé nép.

BAO QUAN

Bao quan ¢ nhi¢t do dudi 30°C. Tranh anh sang.
QUICACHDBONG GOI

Hop 1 1o 3ml hodc 1 1o Sml kém theo t& huéng dan sir dung
TIEU CHUAN : Nha san xudt

/ 25 M0/4 F

Péxa ta‘lm tay tré em.

" DPocky huéng din su’dungtru’o'c khldung
Néeu can thém thong tin, xin hoiy kién Bic si.
Thudc chi ding theo swké don ciia Bic si.

SAN XUATBOI
Ciron Drugs and Pharmaceuticals Pvt.‘Ltd
N-118, 119 MIDC, Tarapur, Dist-Thane, An D¢

CHUSOHUUGIAY PHEP SAN PHAM
Ajanta Pharma Limited
Ajanta House, 98. Govt, Industrial Area, Charkop, Kandivli (W), Mumbai-400 067, An Po.




