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a). Nhin vi 10 vién nén bao phim

s6LO sX: HD: /w‘/
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b). Nhan chai 100 vién nén bao phim

THANH PHAN: MBi vign nén bao phim chia: e
R THUGC BAN THEO DON - Ciprofloxacin (dudl dang Ciprofloxacin hydroclorid) . LE00m
X' PRESCRIPTION ONLY T .o s i ) S—
cHl BINK, LIEU LUYNG & CACH DUNG, CHONG CHI B|NH, TUONG TA; s
THUGC, TAC DUNG KHONG MONG MUGN VA CAC THONG TIN KHAC: Xem —
trong t& hudng din sii dyng kém theo —
BAD QUAN: Noi khé, nhigt 4§ dusi 30 °C, tranh &nh séing, S——
COMPOSITION: Each film- nnatea tablat contains:
- Cip {as Cip y ide) , PP .. 500 mg
- Excipients e A A sq.l

INDICATIONS, DOSAGE ANIJ ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER INFORMATIONS: Read the
package insert,

STORAGE: Store in a dry place, below 30 °C, protect from light

of xA h T i e .

BOC K HUBWG DN S0 DUNG TRUGE KNI DOWG TiEw cHulh AP DUNG: TCCS

KEEP OUT OF REACH OF CHILDREN REGISTRATION NUMBE R

READ CAREFULLY THE PACKAGE INSERT BEFDRE USE  MANLFACTURER'S SPECIFICATION

cONG TY ¢ PHAN XUKT NHAP KHAU Y TE DOMESCO
DOMESCOD MEDICAL IMPORT EXPOAT JOINT-STOCK CORP
66, Quic 1 30, P. M§ Pho, TP Cao Linh, Bdng Thap

1 00 vién nén bao phim DOMESCO 66, National road 30, My Phu Ward, Cao Lanh Cty, Dong Thap Provinze

{Bat ching nhan 150 9001: 2008 & |SOAEC 17025 2005)

film-coated tablets GMP-WHO (Achieved IS0 9001: 2008 & ISONEC 17025: 2005 certifications)
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2. Nhin trung gian:

; https://trungtamthuoc.com/ a). Nhan hép 10 vi x 10 vién nén bao phim.

10 blisters x 10 film-coated tablets

COMPOSITION: Each film-coated tablet contains:

- Ciprofioxacin (as Ciprofloxacin hydrochloride) ..o, 500 Mg
= RTINS L oA TG T ) 1
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER INFORMATIONS: Read the package
insert,

STORAGE: Store ina dry place, below 30 °C, protect from light

REGISTRATION NUMBER: ..............
MANUFACTURER'S SPECIFICATION
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

66, National road 30, My Phu Ward, Cao Lanh City. Dong Thap Province
(Achieved ISO S001: 2008 & ISONEC 17025: 2005 certifications)
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10 vl x 10 vién nén bao phim GMP-WHO
THANH PHAN: M3 vien nén bao phim chiia: -
- Ciprofioxacin (dudi dang Ciprofioxacin hydroclorid) .................oocie0. 300 MQ 3
& T I s A S AR s g i
CHI BINH, LIEU LUGNG & CACH DUNG, CHONG CHI BINK, TUONG TAC THUGC,
TAC DUNG KHONG MONG MUON VA CAC THONG TIN KHAC: Xem trong ti hudng
din st dung kém theo =
BAO QUAN: Noi kho, nhiét 84 dui 30 °C, trdnh 4nh sing
SBK: .

TIEU CHUAN AP DUNG; TGCS
BE XA TAM TAY TRE EM
80C K¥ HUONG DAN S/ DUNG TRUGC KHI DUNG
C¢ONG TY ¢ PHAN XUKT NHAP kuAU ¥ TE DOMESCO

66, Quifc 19 30, P. M§ Phi, TP. Cao Lanh, Bing Thdp
(Bat chdng nh4n IS0 9001: 2008 & ISOAEC 17025: 2005)
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TO HUONG DAN SU DUNG THUOC

Rx ’
Thuoc ban theo don
CIPROFLOXACIN 500 mg

THANH PHAN: M3i vién nén bao phim chira

- Ciprofloxacin (dudi dang Ciprofloxacin hydroclorid)..............oooviviiiiiiiiiiniiieiieee e, 500 mg
- T4 dugc: Microcrystallin cellulose PH101, Povidon K90, Magnesi stearat, Natri starch glycolat,
Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl
methylcellulose 6¢P, Polyethylen glycol 6000, Talc, Titan dioxid, Mau Sunset yellow lake, Mau
Tartrazin lake.

DANG BAO CHE: Vién nén bao phim, diing udng.

QUY CACH PONG GOI:

Hop 10 vi x 10 vién.

Chai 100 vién.

CHIi PINH:

Ciprofloxacin dugc chi dinh cho cac nhim khudn niing ma céc thudc khéng sinh théng thuomg khong
tac dung dé tranh phat trién cac vi khuén khang ciprofloxacin:

- Viém dudng tiét niéu trén va dudi

- Viém tuyén tién liét

- Viém xuong - tiy M"

- Viém rudt vi khuén ning /

- Nhiém khuén ning méc trong bénh vién (nhiém khuén huyét, nguoi bi suy giam mién dich).

- Dy phong bénh nfio mé cAu va nhiém khudn & ngudi suy giam mién dich.

LIEU LUQNG VA CACH DUNG:

* Cach dung: Dung udng

- Nén uéng thudc 2 gidr sau bira #n. Ubng nhiéu nuéc va khong ubng thude chdng toan da day trong
vong 2 gio sau khi uong thudc.

- Véi da sb nhim khudn, viéc diéu tri cin tlep tuc it nhat 48 git sau khi ngudi bénh khéng con
tri¢u chimg. Thoi gian didu trj thuomg 12 1 - 2 tudn, nhung véi cac nhiém khuan ning hoic c6 bién
chimng, ¢6 thé phai diéu tri dai ngay horn

- Didu trj ciprofloxacin c¢6 thé can phai tlep tuc trong 4 - 6 tudn hoac 1au hon tron céc nhiém
khudn xuong va khép. Tiéu chay nhidm khudn thudng diéu tri trong 3 - 7 ngay hoic c6 thé ngén hon.

* Liéu ding:
- Khong sir dung cho tré em dudi 18 tuoi.
- Liéu dung cho ngudi 16n:

Chi dinh dung Licu lwgng ,
Viém dwong tiét ni¢u cé bién chimg hodc viém | 500 - 750 mg, 2 lin/ngay, cdch nhau 12 gio, £
bé thin trong 10 — 21 ngay, liéu toi da 1,5 g/ngay.
Léu khong c6 bién chimg Liéu duy nhat 500 mg/ngdy K
Viém tuyén tién liét man tinh 500 mg x 2 lin/ngdy
Nhiém khuén & da, md mém, xuong 500 — 700 mg x 2 lan/ngay
Viém rudt nhiém khuén ning:
Liéu diéu tri: 500 mg x 2 lan/ngay
Liéu dy phong: 500 mg/ngay
Phong céc b¢nh do ndo md cau Liéu duy nhat 500 mg/ngay
Phong nhlem khuin Gram 4m & ngudi bénh bj | 250 — 500 mg x 2 lan/ngay
suy glam mién dich
Nhiém khuén bénh v1¢n nang, nhiém khudn huyét, | 500 — 750 mg x 2 lan/ngay
dleu tri nhim khudn & ngudi bi bénh suy gidm
mién dich

Cén phai giam liéu ¢ ngu&n suy glam chirc néng thén hay chirc nang gan. Trong truomg hop ngudi bi
suy chtc néng thén, néu dung liéu thip thi khéng can chinh lidu, néu dung lidu cao thi phai diéu chinh
lidu dwa vao d0 thanh thai creatinin hodc nong d creatinin trong huyet thanh.
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D thanh thai creatinin (mV/phit/1,73 m’) Lieu dieu chinh
31 — 60 (creatinin huyét thanh: 120 — 170 | Liéu > 750 mg x 2 ldn/ngdy nén giam con 500
micromol/lit) mg x 2 lan/ngay
<30 (creatinin huyét thanh: > 175 micromol/lit) | Liéu > 500 mg x 2 lan/ngay nén giam con 500
E ) mg/ngdy
CHONG CHI PINH:

- Qua mén v6i ciprofloxacin va cic thudc lién quan nhur acid nalidixic va cac quinolon khéc.
- Tré em dwdi 18 tuéi.
- Phu nir mang thai va thdi ky cho con by, trir khi bat bugc phai dung.
THAN TRONG KHI SU DUNG:
- Can thén trong khi dung ciprofloxacin déi véi ngudi c6 tién sir dong kinh hay rdi loan hé thén kinh
trung wong, ngudi bi suy chic ning gan hay chic ning than, ngudi thiéu glucose 6 phosphate
dehydrogenase, ngudi bi bénh nhuge co.
- Dung ciprofloxacin dai ngay c6 thé 1am cac vi khuin khong nhay cam véi thudc phét trién qua mirc.
Nhét thiét phai theo ddi ngudi bénh va lam khang sinh db thuong xuyén dé c6 bién phép didu tri thich
hop theo khang sinh db.
- Ciprofloxacin c6 thé 1am cho cac xét nghiém vi khuin Mycobacterium tuberculosis bi 4m tinh.
- Ciprofloxacin c6 thé gay hoa mét chong mit, ddu 6¢ quay cudng, anh huong dén viéc didu khién xe
hay vén hanh may méc.
- Han ché dung ciprofloxacin cho tré nhé va tré dang 16n (trén thure nghiém, thudc c6 gy thoai héa
sun & cac khdp chiu trong luc).
PHU NU CO THAI VA CHO CON BU:

- Phy nif ¢6 thai: Chi nén dung ciprofloxacin cho ngudi mang thai trong nhimng truong hop nhiém |3

khuén ning méa khong c6 khéng sinh khac thay thé, budc phai ding t6i fluoroquinolon.
- Phu nit cho con bu: Khong dung ciprofloxacin cho ngudi cho con bu, vi ciprofloxacin tich lai &
trong sita va c6 thé dat dén ndng dd c6 thé gy tac hai cho tré. Néu me budc phai dung ciprofloxacin

thi phai ngimg cho con bu.
ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: W '

Ciprofloxacin ¢6 thé gay hoa mit chong mit, ddu 6c quay cudng. Vi vdy, cén thin trong ding cho
bénh nhén diéu khién xe hay van hanh may méc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Ding ddng thoi cac thude chéng viém khong steroid (1buprofen, indomethacin...) s& lam ting tac
dung phu cua ciprofloxacin.

- Dung ddng thoi thudc chéng toan c6 nhdm va magnesi s€ lam giam nong do trong huyet thanh va
glam kha dung sinh hoc cua ciprofloxacin, can udng thubc xa nhau (nén udng thude chdng toan 2 - 4
gidr trude khi udng ciprofloxacin)

- Db hip thu ciprofloxacin c6 thé b giam di mdt nira néu ding ddng thoi mét s thudc gay doc té bao
(cyclophosphamnd vincristin, doxorubicin, cytosin arabinosid, mitozantron).

- Néu dung ddng thoi didanosin, thi ndng do ciprofloxacin bj giam di dang k& Nén udng
ciprofloxacin truée khi diing didanosin 2 gi¢ hodc sau khi dung didanosin 6 gio.

- Céc ché phﬁm ¢6 sat (fumarat, gluconat, sulfat) lam giam déng ké su hip thu ciprofloxacin & rudt.
Céc ché phdm 6 k&m anh huong it hon. Tréanh dung dong thoi ciprofloxacin voi cac ché phim c6 sit
hodc k&m hay ubng céc thudc nay cang xa nhau cang tot.

- Ubng dong thoi sucralfat s& 1am giam hép thu ciprofloxacin mét cach déang ké. Nén cho udng khang
sinh 2 - 6 gio trude khi uong sucralfat.

- Ubng ciprofloxacin ddng thoi véi theophylin c6 thé lam tang nong o theophylin trong huyet thanh,
gdy ra cdc tac dung phu cua theophylin. Cén kiém tra ndng d6 theophylin trong mau, va c6 thé giam
lidu theophylin néu budc phai ding 2 loai thudc.

- Ciprofloxacin va c1closp0r1n dung ddng thoi c6 thé gay ting nhét thoi creatinin huyét thanh. Nén
kiém tra creatinin huyet mdi tudn 2 lan.

- Probenecnd lam giam mirc lgc cAu than va giam bai tiét & éng than, do d6 1am giam dio thai thube
qua nudc tiéu.

- Warfarin phdi 'hop vo6i ciprofloxacin ¢6 thé gay ha prothrombin. Cén kiém tra thudng xuyén
prothrombin huyét va diéu chinh liéu thubc chdng dong mau.
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TAC DUNG KHONG MONG MUON (ADR):

N6i chung, ciprofloxacin dung nap t6t. Tac dung phu cia thude chu yéu 1a 1én da day - rudt, than kinh
trung vong va da.

Thuong gap, ADR > 1/100

Tiéu hoa: Budn ndn, ndn, tleu chay, dau bung.

Chuyen hoa: Tang tam thoi ndng d6 cac transaminase.

It gap, 1/1000 < ADR < 1/100

Toan than: Nhirc dau, s6t do thude.

Méu: Tang bach cau ua eosin, giam bach céu lympho, giam bach cAu da nhan, thiéu mau, gidm tiéu
cau.

Tim - mach: Nhip tim nhanh.

Thén kinh trung wong: Kich dong.

Tiéu hoa: Réi loan tidu hoa.

Da: N01 ban, ngira, viém tinh mach nong.

Chuyén héa: Tang tam thoi creatinin, bilirubin va phosphatase kiém trong mau.

Co xuong: Pau & cac khop, sung khop.

Hiém gap, ADR < 1/1000

Toan thén: Phan ung phan vé€ hodc dang phan vé.

Mau: Thiéu mau tan méu, ting bach cau, tang tiéu cau, thay d6i ndng do prothrombin.

Thén kinh trung uong: Con co giat, 14 14n, r6i loan tam than, hoang tudng, mat ngu, trAm cam, loan
cam ngoai vi, roi loan thi gidc ké ca ao giac, rdi loan thinh gic, 1 tai, r6i loan vi giac va khiru giac,
tang ap luc ndi so.

Tiéu héa: Viém dai trang mang gla

Da: Hoi chimg da - niém mac, viém mach, hdi chimg Lyell, ban d6 da thanh ndt, ban do da dang tiét
dich.

Gan: D3 c6 béo céo vé mot vai trudng hUp bi hoai tir t& bao gan, viém gan, vang da & mat.

Co: Pau co, viém gén (gan got) va md bao quanh. C6 mdt vai trudmg hop bi dut gan, dic biét 1a &
ngudi cao tudi khi ding phéi hop v6i corticosteroid.

Tiét niéu - sinh duc: C6 tinh thé niéu khi nude tidu kidm tinh, déi ra mau, suy than cap, viém thén ke.
Khéc: Nhay cam voi anh sang khi phoi néng, phit thanh quan hodc phu phdi, khé thd, co thit phé
quan.

Thong bao cho béc si nhimg tac dung khdng mong muén gip phai khi sir dung thude.

Hudng dan cich xir tri ADR: /Zﬁb’
Pé tranh c6 tinh thé niéu, duy tri du lugng nudce udng véo, tranh lam nuée tiéu qua klem it
Néu bi tiéu chay ning va kéo dai trong va sau khi diéu tri, nguoi bénh ¢ lhe da bi rdi loan nang &
rudt (viém dai trang mang gia), c&n ngimg ciprofloxacin va sir dung thude chéng Clostridium difficile
(v1 du metromdazol)

Néu ¢6 bat ky ddu hiéu nao ve tac dung phu can ngimg ding ciprofloxacin va nguoi bénh can phai >
duoc didu tri tai mot co s& y té mic du céc téc dung phu nay thudng nhe va s& hdi phuc khi ngimg
dung ciprofloxacin.

QUA LIEU VA CACH XU TRi:

Néu da uong phél mot lidu 16m, thi cén xem xét dé ap dung nhimg bi¢n phéap sau: Géy non, rira da
day, loi niéu. Can theo d&i ngudi bénh can than va diéu tri hd tro vi du nhu truyén bu du dich.

DUQC LUC HQC:

C1profloxacm 14 thuée khéng sinh ban tong hop, c6 pho khang khuén rong, thudc nhém quinolon,
con duge goi la cdc chét e che AND gyrase. Do (rc ché enzym AND gyrase, nén thudc ngan su sao
chép cua chromosom khlen cho vi khuin khong sinh san duge nhanh chéng. Ciprofloxacin ¢ tac
dung t6t véi céc vi khuén khéng lai khéng sinh thudc cac nhém khéc (aminoglycosid, cephalosporin,
tetracyclin, penicilin...).

Phé khdng khudn:

Clprofloxacm ¢6 phd khz’mg khuén rdng, bao gbm phan 16n céc mam bénh quan trong. Phén 16n
céc vi khuén Gram am, ké ca Pseudomonas va Enterobacter déu nhay cam véi thudc.

Céc vi khudn gay bénh duorng rut nhu Salmonella, Shigella, Yersina va Vibrio cholerae thu'cmg
nhay cam cao. Tuy nhién, v6i viéc sir dung ngay cang nhiéu va lam dung thube, di co bao céo vé tang
ty 1¢ khéng thudc cta Salmonella.
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Céac vi khuan giy bénh dudomg hdé hip nhu Haemophdus va Legionella thudng nhay cam,
Mycoplasma va Chlamydia chi nhay cam vira phai véi thudc. Neisseria thudomg rit nhay cam véi
thude.

N6i chung, cic vi khuin Gram duong (céc ching Enterococcus, Staphylococcus, Streptococcus,
Listeria monocytogenes...) kém nhay cam hon. Ciprofloxacin khong c6 tac dung trén phén 16n cac vi
khuén ky khi.

Do co ché tac dung dic biét cua thuc nén ciprofloxacin khéng c6 tic dung chéo véi cc thude
khéng sinh khac nhu aminoglycosid, cephalosporin, tetracyclin, penicilin...

DUQC PONG HOC:

Ciprofloxacin hap thu nhanh va d& dang & 6ng tiéu hoa. Khi c6 thic an va cac thuoc chéng toan,
hép thu thudc bi cham lai nhu'ng khong bj anh hudng mét cach dang ké. Sau khi uong, ndng do tdi da
cua ciprofloxacin trong mau xuét hién sau 1 - 2 git voi kha dung sinh hoc tuyét d6i 12 70 — 80 %. Vi
lidu 250 mg (cho ngucn bénh nang 70 kg), nong 6 t6i da trung binh trong huyét thanh 1a vao khoang
1,2 mg/lit. Nong d ti da trung binh trong huyét thanh tmg véi cac liéu 500 mg, 750 mg, 1000 mg 12
2,4 mg/lit, 4,3 mg/lit va 5,4 mg/lit.

Thoi gian ban huy trong huyét tuong 12 khoang 3,5 &én 4.5 gio & nguol bénh ¢6 chirc néng than
binh thuong, thoi glan nay dai hon & ngudi bénh bi suy than va & nguoi cao tudi. Dugc dong hoc cia
thube khong thay dbi dang ké & nguoi bénh méc bénh nhay nhét.

Thé tich phan bd cua ciprofloxacin rt16n (2 - 3 litkg thé trong) va do d6, loc mau hay tham tach
mang bung chi rit di duge mét lugng nhoé thude. Thude duge phan bo rong khap va ¢ nong dg cao ¢
nhimg noi bi nhiém khuin (cac dich co the, cac mo), néi chung thudc dé ngam vio mé. Nong do
trong md thuong cao hon nong do trong huyét thanh, dac biét 1a & céc nhu mo, co, mét va tuyen tién
liét. Nong d¢ trong dich bach huyét va dich ngoai bao ciing gan bang ndng do trong huyét thanh.
Nong d6 thudc trong nudce bqt nuée miii, dom, dich 6 bung, da, sun va xuong tuy c6 thap hon, nhung
van & muc dg thich hop. Néu méng nio binh thuomg, thi ndng do thube trong dich ndo tdy chi bing
10 % ndng d6 trong huyét tuong; nhung khi mang no bi viém, thi thuoc ngim qua nhiéu hon.
Ciprofloxacin di qua nhau thai va bai tiét qua sita me. Trong mit ciing c6 nong do thude cao.

Khoang 40 — 50 % liéu uong dao thai ducn dang khong doi qua nude tiéu nhor loc & cau than va
bai tiét & éng than. Hai gid dAu tién sau khi uon;, liéu 250 mg, ndng dd ciprofloxacin trong nyée tiéu
c6 thé dat t01 trén 200 mg/lit va sau 8 - 12 gidr 1a 30 mg/lit. Cac dudng dao thai khac la chuyfy héa &
gan, bai xuit qua mat, va thai qua niém mac vao trong long rudt (day la co ché dao thal trir &
ngudi bénh bi suy than néng). Thubc duge dio thai hét trong vong 24 gio. =
BAO QUAN Noi kho, nhiét d6 dudi 30 °C, tranh énh séng
HAN DUNG: 48 thang ké tir ngay san xuét.

THUOC NAY CHi DUNG THEO DON CUA BAC SI.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG /cﬁl/‘//
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.
NHA SAN XUAT VA PHAN PHOI
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Pia chi: S6 66, Quéc 16 30, Phuong M§ Pha, TP Cao Lanh, Tinh Déng Thap
DOMESCO Pién thoai: 067. 3851950 \
ay/5 thiang (9 nim 2015 )
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