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OPECIPRO dugc chi dinh cho cac nhi&m khu&n gay ra béi cac vi khuén

nhay cdm ma céc thudc khang sinh théng thuéng khéng tac dung dé
tranh phét trién ching vi khuan khang ciprofloxacin.
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OPECIPRO dugc chi dinh cho cac nhiém khuan géy ra b
cacA vi khuan nhay gém ma céc thudc khang sinh théng thuang
khong tac dung dé tranh phat trién ching vi khuan khang ciprofloxacip——=-"

Diéu tri hiéu qua nhiém khuan
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OpeCipro

Ciprofloxacin 500 mg

- Hop 2 vi x 7 vién nén bao phim.

- Hop 1 chai 100 vién nén bao phim.

BAO QUAN: Bio quan & nhiét do dugi 30°C, noi kho rdo, tranh anh sang.

HAN DUNG: 36 thang ké tif ngay san xudt. Khong dung thuéc qua han st dung.

- DE XA TAM TAY TRE EM.

- POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
- KHONG DUNG QUA LIEU CHI BINH :

- NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC S

Nha san xuat va phan phoi:

CONG TY C6 PHAN DUOC PHAMOPV ey :

L5 27, Budng 3A, Khu Cong Nghiép Bién Foa1l Phung An Binh, Thanh Phé Bién Hoa, Tinh Déng Nai. |  BT: (061)3992999 | Fax: (061) 3835088
02/, %



Ciprofloxacin 500 mg

Rx Thuéc ban theo don
OPECIPRO® 500
Ciprofloxacin

Vién nén bao phim

THANH PHAN: mdi vién nén bao phim chda
- Hoat chat: Ciprofloxacin 500 mg
- Ta dugc:  Tinh bot ngo, tinh bot tién ho
hoa, povidon, cellulose vi tinh thé, lactose mono-
hydrat, talc, magnesi stearat, silic dioxyd dang
keo khan, natri starch glycolat, opradry Il white.

MO TA SAN PHAM:

Vién nén dai bao phim mau tring hay trang
nga, c6 vach ngang trén mot mat vién, c6 in
“OPECIPRO 500” trén hai mat vién.

DUGC LUC HOC:

- Ciprofloxacin la thuéc khang sinh téng hop,
c6 phd khang khuédn rong, thudc nhém quino-
lon, con dugc goi 1a cac chat Gc ch€ men
DNA girase. Do Gic ché men DNA girase, nén
thudc ngan su sao chép cia chromosom khién
cho vi khudn khong sinh san dugc.

- Phé khang khudn: gdm vi khudn gram am:
Pseudomonas, Enterobacter. Vi khudn gay
bénh duong rudt: Salmonella, Shigella,
Yersinia, Vibrio cholerae. Vi khuan gay bénh
duong hd hdp: Haemophilus, Legionella,
Mycoplasma, Chlamydia. Neisseria. Vi khudn
gram duong: Enterococcus, Staphylococcus,
Streptococcus, Listeria monocytogenes.

DUQC PONG HOC:

- Ciprofloxacin hdp thu nhanh va dé dang ¢
ong tieu hoéa v6i nong do dinh trong huyét
tuong dat dugc t 1 dén 2 gio sau khi udng.
Kha dung sinh hoc tuyét doi la 70 - 80%. Thic
an va thudc trung hoa acid lam cham sy hap
thu thudc Ciprofloxacin. Véi liéu 250 mg (cho
ngufji‘bénh nang 70 kg), nong do thudc toi da
trung binh trong huyét thanh la khoang 1,2
mg/lit. Néng do t8i da trung binh trong huyét
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thanh tng véi cac liéu 500 mg, 750 mg, 1000
mg la 2,4 mg/lit, 4,3 mg/lit va 5,4 mg/lit.

- Thoi gian ban hly clia thudc trong huyét tuong
la khodng 3,5 dén 4,5 gid & nguoi bénh c6 chiic
nang than binh thuong, thoi gian nay dai hon 6
ngudi bénh bi suy than va & ngudi cao tudi.

- Thé tich phan bd cla ciprofloxacin rat I6n (2 -
3 likg thé trong) va do do, loc mau hay tham
phan phdc mac chi loai bd dugc mot lugng nhg
thudc. Thudc dugc phan bd rong khip va L~
ndng do cao & nhiing noi bi nhiém khuin (cac
dich co thé, cac mo), néi chung la thusc dé
ngﬁm vao md. Nong do trong md thuding cao hon
nong do trong huyét thanh, dac biét la cac nhu
mo, cd, mat va tuyén tién liet. Nong do trong
dich bach huyét va dich ngoai bao ciing gﬁn
bang ndng do trong huy&t thanh. Néu mang nao
binh thuong, thi ndng do trong dich nao tdy chi
bang 10% ndng do trong huyét tuong, nhung khi
mang ndo bj viém thi thudc ngadm vao nhiéu
hon. Khodng 20 — 40% ciprofloxacin lién két véi
protein huyét tuong. Ciprofloxacin di-qua nhau
thai va di vao stia me.

- Khodng 40 - 50% liéu udng dao thai dudi
dang khong ddi qua nudc tiéu nhd loc & cau
than va bai tiét 6 dng than. Thudc dugc dao
thdi hoan toan trong vong 24 gid.



CHI DPINH:
OPECIPRO dugc chi dinh cho cac nhiém
khudn gay ra bdi cac vi khudn nhay cdm ma
cac thudc khang sinh thong thuong khong tac
dung dé tranh phét trién ching vi khuan
khang ciprofloxacin: Nhiém khudn duong tiéu
héa, nhiém khuadn than va duong tiéu, lau cau
va nhiém khuan duong sinh duc, nhiém khuan
da va m6 mém, nhiém khudn xuong va khép;
nhiém khudn dudng ho hap, nhiém khudn tai’
mai hong, nhiém khudn khoang miéng va
rang, nhiém khudn sdn phu khoa, nhiém
khudn huyét, nhiém khuan dudng mat, nhiém
khudn 6 bung (viém phic mac). Du phong
bénh ndo md ciu va nhiém khudn & ngusi suy
giam mién dich.
icH DUNG - LIEU DUNG:

- Nhiém khudn duong ti€u chua bién
chiing: udng 250 mg / lan, ngay x 2 lan.

- Nhiém khudn dudng tiéu c6 bién ching:
uéng 500 mg / lan, ngay x 2 lan.

- Nhiém khudn dudng ho hap va viém xuong
tly xuong: udng 750 mg / 1an, ngay x 2 lan.

- Cac nhiém khudn khac: uéng 500 mg /
lan, ngay x 2 lan.

- Liéu don 250 mg dugc khuyén cdo dung
trong trudng hop lau cau cap.

- Phong bénh viém nao mé cau:

ai liéu théng tin thuéc

thanl nong do creatinine
tron

po tl (ml/ phat/ 1,73 m2)
GOl licu lugng:

, 31 — 60 (creatinin huyét thanh 120-170
micromol/L) Liéu : 750 mg x 2 1an/ ngay nén
giam xuéng con 500 mg x 2 lan/ ngay

» 30 (creatinin huyét thanh: > 175 micro-
mol/L) Liéu : 500 mg x 2 lan/ngay nén gidm
xudng: 500 mg x 1 lan/ngay

CHONG CHi PINH:

- Bénh nhan cé tién stt man cam vai ciproflox-
acin, acid nalidixic va cac quinolon khac.

- Phu n( ¢6 thai hoac dang cho con bu.

LUU Y VA THAN TRONG:

- O ngudi ¢6 tién st dong kinh hay réi loan he
than kinh trung uong, ngudi bi suy chic nang
gan hay chic nang than, nguci thi€u men
glucose 6 phosphate dehydrogenase, ngudi bi
bénh nhuogc co.

- Theo doi ngudi bénh va lam khéang sinh doé
thudng xuyén dé c6 bién phap diéu tri thich
hop theo khdng sinh db.

- Khong nén dung Ciprofloxacin cho tré em cho

%ﬂ‘eﬁ khi phat trién xuong cla tré hoan chinh.

] - Ciprofloxacin c6 thé lam cho cac xét nghiém vi

* Ngudoi I6n va tré em trén 20 kg: 500 mg——  Kkhudn Mycobacterium tuberculosis bi am tinh.

mot liéu duy nhat.
* Tré em dudi 20 kg: 250 mg, liéu duy

at hoac 20 mg/kg

- Phong nhiém khudn Gram am & ngudi bi
suy gidm mién dich: 250 — 500 mg, ngay 2 lan
- Liéu phap OPECIPRO lién tuc 7 ngay trong
diéu tri nhiém khudn than va duong tiéu. Viém
xuong tly xuong dugc diéu tri trong 2 thang.
Thoi gian diéu tri cho nhing nhiém khudn
khac tor 7 dén 14 ngay. déi véi nhiém khudn
do lien cau nhay cam, thoi gian diéu tri toi
thiéu 10 ngay.
- BGi v6i hau hét cac nhiém khudn, nén diéu
tri ti€p tuc 72 gio sau khi c6 cdi thién vé lam
sang va veé vi khudn hoc.
- Can phai gidm liéu & nguoi bi suy gidm chc
nang than hay chdc nang gan. Trong trudong
hop nguoi bi suy chdc nang than, néu dung
liéu thdp thi khong can gidm liéu; néu dung
liéu cao thi phai diéu chinh liéu dua vao do

- Phu nit ¢6 thai va cho con bi: Trong thoi ky
mang thai, chi dung Ciprofloxacin khi that can
thi€t va theo doi that cdn than. Khong dung
Ciprofloxacin cho ngugi dang cho con bu.

- Tac dong cta thudc khi lai xe va van hanh may
méc: Ciprofloxacin c6 thé gay chong mat. Bénh
nhan khong nén lai xe hoac van hanh may mac.

TAC DUNG KHONG MONG MUON:

» Thuong gap, ADR > 1/100:

Budn non, non, fa chdy, dau bung, tang tam
thoi nong do cac men transaminase.

» It gap, 1/1000 < ADR < 1/100:

Nhiic dau, sot do thudc, tang bach cau ua
eosin, gidm bach cau lympho, gidm bach cau
da nhan, thi€u mau, gidm tiéu cau, nhip tim
nhanh, kich dong, réi loan tiéu hoa, ndi ban,
nga, viém tinh mach nong, tang tam thai
creatinin, bilirubin va phosphatase kiém trong
mau, dau khdp, sung khép.
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, Hiém gap, ADR < 1/1
_Ph&n tng phan vé hoa han ve.

_ Thi€u mau, ting bac! ng tiéu cau,
thay ddi nong do proth

. Co giat, 1 lan, roi tam than, hoang
wdng, mat ngd, tram cam, dau cd, viém gan, G
mat. Loan cdm ngoai vi, r6i loan thi gidc ké ca

30 giac, r6i loan thinh giac, U tai, r6i loan vi
gidc va khiu giac, tang dp luc ndi so. Viém
dai trang mang gid.

- Hoi chiing da - niém mac, viem mach, hoi

chting Lyell, ban dé da dang nét, ban dé da dang.

- D ¢6 bao céo vé mot vai tridng hap bi hoai ti
t€ bao gan, dau cg, viém gan, vang da G mat.

- C6 mot vai truidng hop bi dit gan, dac biet Ia &
ngudi cao twdi khi dung phdi hop véi corticosteroid.
- Co tinh thé niéu khi nudc tiéu kiém tinh, dai ra
mau, suy than cap, viém than ké.

-Nhay cam véi anh sang khi phai nang, pht thanh
quan hoac pht phéi, kho thé, co that phé quan.

- Théng bao cho bac si nhirng tac dung khong
mong mudén gap phai khi sir dung thuéc.

TUONG TAC THUOC:
- Duing dbng thai cac thudc chong viém khong
steroid (ibuprofen, indomethacin...) s& lam
tang tadc dung phu cda ciprofloxacin.

/- Dung dong thoi thudc trung hoa acid c6
nhom va magnesi, hay cac ch& pham c6 sat
(fumarat, gluconat, sulfat), hay cac ché phdm
c6 kéem sé lam gidm su hdp thu cda ciprofloxa-
cin. Do dé, khong nén udng dong thai cipro-
floxacin véi cac thudc nay, nén udng cipro-
floxacin 1 hodc 2 gid tru6c hoac it nhat 4 gio
sau khi udng cac thudc ké trén néi trén.

- Mdc do hap thu ciprofloxacin c6 thé bi giam
di mot nia néu dung dong thai mot s6 thudc
gay doc t€ bao (cyclophosphamid, vincristin,
doxorubicin, cytosin arabinosid, mitozantron).
- Néu dung dong thai didanosin, thi néng do
ciprofloxacin bi giam di dang ké. Nén udng
ciprofloxacin tru6c khi dung didanosin 2 gio
hodc sau khi dung didanosin 6 gio.

* Tai liéu théng tin thuéc

- Udng ciprofloxacin dong thai véi theophylin
c6 thé lam ting nong do theophylin trong
huyét thanh, gay ra cac tac dung phu cla
theophylin. Can kiém tra nong do theophylin
trong mau, va c6 thé gidm liéu theophylin néu
budc phéi dung 2 loai thudc.

- Ciprofloxacin va ciclosporin dung dong thai c6
thé gay tang nhat thoi creatinin huyét thanh.
Nén kiém tra creatinin huyét mdi 2 tuan.

- Probenecid can trg sy bai tiét cta ciprofloxa-
cin. Dung dong thoi probenecid va ciprofloxa-
cin lam gia ting nong do ciprofloxacin trong
huyét thanh. Diéu nay nén dugc xem xét khi
cho bénh nhan dung déng thoi cd hai loai
thudc nay.

- Warfarin phdéi hgp véi ciprofloxacin c6 thég—
gay ha prothrombin. Can kiém tra thu’c‘m?
xuyén prothrombin huyét va diéu chinh liéu
thuéc chong dong mau.

- Bénh nhan dung OPECIPRO nén ddm bdo du
nuéc va dugc khuyén uéng nudc day da.

QUA LIEU VA XU TRi:

St dung phai mot liéu 16n, thi can xem xét dé
ap dung nhing bién phap gay noén, riia da
day, dung thudc lgi tiéu. Can theo doi nguodi
bénh va diéu tri hd trg nhu truyén dich.

TRINH BAY:

- Hop 2 vi x 7 vién nén bao phim.

- Hop 1 chai 100 vién nén bao phim.

BAO QUAN: Bao quin & nhiét do dudi 30°C,
noi kho rdo, tranh anh sang. b
HAN DUNG: 36 thang k€ tif ngay san xuat.
Khong dung thudc qua han st dung.
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