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Bags - Front

Rx Prescription Only One unit ‘

CIPROBID

Ciprofloxacin 2 mg/ml
Solution for Infusion

(400 mg/200 mi)

Each ml contains 2 mg Ciprofloxacin (as lactate)
Ciprofloxacin 400 mg/200 ml

Excipients: Lactic acid, Glucose monohydrate,
Hydrochloric acid concentrated for pH adjustment,
Water for injections.

For L.V. infusion use.
Read the package leaflet before use.
Keep out of the sight and reach of children.

Do not remove the overpouch until ready to use.

Use only if solution is clear, colourless and the seal is intact.
Use within 24 hours of opening.

Discard unused portion.

Do not refrigerate or freeze. Store in the original package.

Manufactured by: |
S.C Infomed Fluids S.R.L. & |
50 Theodor Pallady Blvd., Anfsnad Fiiss

Sector 3, Bucharest, Romania.

Rx Thuéc ban theo don. |
CIPROBID |
(Dung dich truyén tinh mach Ciprofloxacin 400mg/200ml)
|Buong dung: Truyén tinh mach

Thanh phén: Mé&i t i
| Ciprofloxacin ...
\cm dinh, lidu | ch éng

| c4o, tac dung ngoai y va cac théng tin khac:
Xin xem ky huéng dan trong hop.

| Bao quan: Bdo quan trong bao bi nguyén géc, & nhig
‘dum 30°C, tranh anh sang va khong duo g8 dong lanh

Dé xa tém v&i cua tré em. Doc ky hudfid\ian Xuéc khi dung.
S6 DK: VN-#isiti-##. S6 16 SX (Lot. No.)ngd\ sénf xust (Mfg.
Date), han dung (Exp. Date): xin xem tr4 A

D6éng géi: Tui nhém chira 1 tui truyén PVC\N200gn| dung dlch
truyén tinh mach.
Sén xuét tai Rumani b&i: S.C Infomed Fluids S.R.L. 1
| 50 Theodor Pallady Blvd., Sector 3, Bucharest, Romania.

DNNK: .o DI GO
Lot. No Mfg. Date Exp. Date -
HiH#H dd/mm/yy dd/mm/yy "\021730657
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Label of bags inside
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Rx Prescription Only One unit

CIPROBID

Ciprofloxacin 2 mg/ml
Solution for Infusion

Each ml contains 2 mg Ciprofloxacin (as lactate)
Ciprofloxacin 400 mg/200 ml

Excipients: Lactic acid, Glucose monohydrate,
Hydrochloric acid concentrated for pH adjustment,
Water for injections

For LV. infusion use
Read the package leaflet before use.
Keep out of the sight and reach of children.

See overpouch label. Use within 24 hours of opening.
Discard unused portion.
Do not refrigerate or freeze. Store in the original package.

Manufactured by:

S.C Infomed Fluids S.R.L.
50 Theodor Pallady Blvd.,
Sector 3, Bucharest, Romania.
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R, Thuébc bdn theo don

CIPROBID

(Dung dich truyén tinh mach Ciprofloxacin 400mg/200ml)

sHirong dan sir dung trudc khi ding

Néu can thém thong tin xin hoi y kién bdc s7

Khong ding qud liéu da dwoe chi dinh

Théng bdo cho bdc sT nhitng tdc dung khong mong mudn gap phai khi si dung thudc
Khéng sir dung thuéc da qua han ding

Dé thuée xa tam tay tré em

THANH PHAN
Mai tui dung dich truyén 200ml dung dich ¢6 chira:

Hoat chit: CiprofloXacin.........ccceevvvevveecerecreenen. 400 mg
Ta dugce: Acid lactic, glucose monohydrat, acid hydrocloridddc vira dii dé diéu chinh pH, nu6c pha
tiém vua du.

DUQC LUC HQC

Co ché tic dung:

Ciprofloxacin 1a mot khang sinh ban téng hgp nhom fluoroquinolon, ¢6 tac dung diét vi khuan do
e ché topoisomerase loai II ctia vi khuédn (DNA gyrase va topoisomerase V), 1a nhiing enzym

can thiét cho qua trinh sao chép, phién ma va sira chita DNA cua vi khuén. 9
Mébi quan hé giita dwoc dpng hoc va dwoc luc hoc: 3
Tinh hi¢u qua cua khang sinh cht yéu phu thudc vao mbi quan hé giira ndng do tbi da trong huyét ¥

thanh (Cpax) va ndng do e ché téi thiéu (MIC) cua ciprofloxacin cho mét vi khudn gdy bénh va

mdi quan hé giira dién tich dudi duong cong (AUC) va MIC.
Co ché d@ khdng: 7
Trén in vitro vi khuén khang ciprofloxacin phat trién cham thong qua nhiéu budc dot bién tai vi tri
dich cua ci hai enzymDNA gyrase va topoisomerase [Vcua vi khuan. Mirc do khang chéo giira
ciprofloxacin va cac fluoroquinolon khac thay d6i khac nhau. Dot bién don gen co thé khong dan
dén dé khang trén 1am sang, nhung dot bién da gen gay ra dé khang 14m sang voi nhiéu hodc tit ca
cac hoat chit trong cting nhom.
Co ché dé khang véi déc tinh thdm va/hodc bom téng xuat hoat ché thé ¢6 tac dung khac nhau
1én tinh nhay cam véi cac fluoroquinolon, diéu nay phu thudc vao da\tih ly hoa cia céc chat
khac nhau trong nhom va ai luc d6i v6i hé chuyén chd cho nhiing chat nay. Tét ca cic co ché dé
khang in vitro thuong dugc quan st trong céc phén lap trén 1am sang. Nhiing co ché dé khang lam
bit hoat cac khang sinh khac nhu hang rao thdm (phd bién & Pseudomonas aeruginosa) va co ché
téng xudt ¢ thé anh huong dén tinh nhay cam d6i voi ciprofloxacin. Dé khang qua trung gian

plasmid dugc ma hoa bdi gen qnr cling duge béo céo.

Phé khdng khudn:

Ciprofloxacin ¢6 phd khang khuén rét rong, bao gdbm phan 16n cac mam bénh quan trong. Phan lén
cac vi khudn Gram am, ké ca Pseudomonas va Enterobacter déu nhay cam vai thudc.

Céc vi khuan gdy bénh dudng rudt nhu Salmonella, Shigella, Yersina va Vibrio cholera, vi khuén
gdy bénh duong ho hip nhu Haemo-philus va Legionella, Neisseriathudng nhay cam cao.



Mycoplasma va Chlamydia chi nhay cam vira phai véi thude.Ciprofloxacin van c6 tac dung cao dbi
vGi Salmonella typhi (100%), Shigella flexneri (100%)

No6i chung, céc vi khuan Gram duong (céc chung Enterococcus, Staphylococcus, Streptococcus,
Listeria monocytogenes...) kém nhay cam hon. Ciprofloxacin khéng c6 tac dung trén phan 16n cac
vi khuan ky khi.Cac vi khuén dang tang khang ciprofloxacin gdm c6 Staphylococcus aureus véi ti 1¢
20,6%; Escherichia coli khang ciprofloxacin véi ti 1& 27,8% va S. pneumo- niae khang ciprofloxacin
voi ti 1€ 30%.

DUQC DONG HQC

Hip thu:

Nong d¢ dinh cua ciprofloxacin trong huyét tuong dat duoc tai thoi diém cubi sau khi truyén tinh
mach. Duge dong hoc ctia ciprofloxacin tuyén tinh véi lidu dung 1én dén 400 mg duodng tinh mach.
So sanh dugc dong hoc khi dung lidu 2 1an/ ngay va 3 1an/ ngay dudng tinh mach cho thay khong
¢6 su tich iy ctia ciprofloxacin va chét chuyén héa cta né.

Dién tich dudi dudng cong (AUC) sau khi dung liéu 250 mg uéng mdi 12 gi0 tuong duong voi khi
truyén tinh mach 200 mg ciprofloxacin mdi 12 gid, thoi gian truyén 60 phut.

Dién tich dudi dudng cong (AUC) sau khi dung liéu 500 mg udng mdi 12 gio twong duong voi khi
truyén tinh mach 400 mg ciprofloxacin mdi 12 gio, thoi gian truyén 60 phut.

N6ng do dinh Cpay sau khi dung liéu 750 mg uéng mdi 12 gid tuong duong vadi khi truyén tinh
mach 400 mg ciprofloxacin mdi 12 gio, thoi gian truyén trén 60 phit.

Dién tich du¢i dudng cong (AUC) sau khi ding liéu 750 mg udng mdi 12 gio tvong duong véi khi
truyén tinh mach 400 mg ciprofloxacin mdi 8 gio, thoi gian truyén 60 phut.

Phan bo:

Ty 1& ciprofloxacin lién két véi protein huyét tuong thap (khoang 20 — 30%). Ciprofloxacin hién
dién trong huyét twong chii yéu ¢ dang khong ion hoa va thé tich phan bd & trang thai 6n dinh 16n
2 — 3 lit/kg thé trong. Ciprofloxacin phéan bd rong khap co thé va c6 ndng do cao & cdc md nhu
phdi (dich biéu md, dai thuc bao phé nang, mé sinh thiét), cic xoang, cic thuong ton nhiém khuin
(dich trong nédt phéng cua da), duong tiét niéu sinh duc (tuyén tién liét, ndi mac tur cung), va cao
hon ndng dd trong huyét tuong.

Chuyén héa:

C6 4 chit chuyén hoa véi ndng d6 thip da dugc xac dinh, d6 1a desethyleneciprofloxacin (M1),
sulphociprofloxacin (M2), oxociprofloxacin (M3) va formylciprofloxacin (M4). Cac chat chuyén
hoa déu c6 hoat tinh khang khuén thdp hon so véi chat ban dau. Ciprofloxacin 1a chét trc ché vira
phai iso-enzym CYP 450 1A2.

Thai trie:
Ciprofloxacin dugc thai trir chu yéu dudi dang khong dbi qua nudc tiéu va mot g nho hon qua
phan.
Do thanh thai ciia ciprofloxacin (% liéu dung)
Dudng tinh mach

Nuée tiéu Phin
Ciprofloxacin 61,5 15,2
Chat chuyén héa (M;-My) 9,5 2,6

D) thanh thai than khoang 180-300 ml/kg/gid va do thanh thai toan phan cua co thé khoang 480-
600 ml/kg/gio. Ciprofloxacin dugc dao thai nho loc & cau than va bai tiét ¢ 6ng than. Suy than
niang dan dén ting thoi gian ban thai cla ciprofloxacin 1én dén 12 gio.



D¢ thanh thai ngoai than cua ciprofloxacin chu yéu la do su bai tiét qua rudt va su trao ddi cht.
1% liéu dugc bai tiét qua mat, ciprofloxacin xudt hién trong mat vdi nf‘mg do cao.
Tre em:
Céc dir liéu vé duge dong hoc trén tré em con han ché.
Trong mot nghién ctru & tré em, Cpaxva AUC khong phu thudc vao do tudi (trén 1 tudi). Khong
quan sat thdy su gia ting dang ké nao vé Cpuva AUC sau khi ubng da lidu (10 mg/kg, 3
lan/ngay). Trong 10 tré bi nhiém khudn ning, Cpaxla 6,1 mg/l (bién thién tir 4,6-8,3 mg/1) sau khi
tiém truyén tinh mach 1 gio 10 mg/kg & nhitng tré dudi 1 tudi so véi 7.2 mg/l (bién thién tur 4,7-
11,8 mg/l) d6i voi tré tir 1 dén 5 tudi. Gia tri AUC la 17,4 mg. gio/l (bién thién tir 11,8-32,0
mg.gio/l) va 16,5 mg. gio/l (11,0-23,8 mg.gio/l) & nhitng nhom tudi tuong ung.
Nhitng gia tri ndy ndm trong khoang liéu diéu tri duoc bdo cdo & ngudi 16n. Dua vao phan tich
dugc dong hoc quén thé tré em bi cac bénh nhiém khuén khac nhau, thoi gian ban thai trung binh
ude tinh & tré em xdp xi 4-5 gid va sinh kha dung ctia dang hdn dich udng bién thién tir 50 dén
80%.
CHI PINH
Thude duge chi dinh dé diéu tri cac bénh nhiém khuén sau:
Nguoz lon:
Nhiém khuén dudng sinh duc: Viém niéu dao do lu cau va viém cd tir cung do Neisseria
gonorrhoeae nhay cam. Viém mao tinh hoan-tinh hoan, viém vung chdu bao gdm trudong
hop do Neisseria gonorrhoeae nhay cam.
—  Nhiém khuan dudng tiéu hoa
~  Nhiém khuén 6 bung
~  Nhi®m khuin da va mdé mém do vi khuan Gram am.
—  Nhiém khuan xuong khép.
—  Bénh than do hit phai (du phong sau khi phoi nhiém va diéu tri bénh).
— Ciprofloxacin c6 thé duoc s dung dé diéu tri & bénh nhan giam bach cau cung voi sot
duoc cho 1a do nhiém vi khuén.
— Viém tai gitra mu man tinh.
— Viém tai ngoai ac tinh.
—  Nhiém khuén duong tiét nidu khong phic tap:
Do khang sinh fluoroquinolon, trong d6 c6 ciprofloxacin lién quan dén phan tmg c6 hai
nghiém trong (xem muc Canh béo va than trong) va nhiém khuén duong tiét niéu khong
phtre tap & mdt s6 bénh nhan c6 thé tu khoi, chi nén str dung ciprofloxacin cho nhimg bénh
nhan khong c6 lua chon diéu tri khac thay thé.
— Dot nhi®m khuén cdp ciia viém phé quan man tinh:
Do khang sinh fluoroquinolon, trong d6 c6 ciprofloxacin lién quan dén p g £6 hai
nghiém trong (xem muc Canh bao va than trong) va dot nhi®m khuédn cap ' :
quan man tinh & mot s6 bénh nhan c6 thé tu khoi, chi nén str dung ciprofloxacin cho nhing

bénh nhan khong c6 lua chon diéu trj khac thay thé.

~  Viém xoang cép tinh do vi khuan:
Do khang sinh fluoroquinolon, trong d6 cé ciprofloxacin lién quan dén phan tmg c6 hai
nghlem trong (xem muc Canh bao va than trong) va viém xoang cap tinh do vi khuan & mot
s6 bénh nhan c6 thé tu khoi, chi nén sir dung ciprofloxacin cho nhitng bénh nhén khong co6
lua chon diéu tri khac thay thé.

Tre em:
—  Nhim khuin dudng tiét niéu ¢6 bién chimg va viém bé than.
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— Nhiém bénh than qua dudng hé hép.

— Dot nhiém khuén cip ctia viém phé quan man tinh: do khang sinh fluoroquinolon, trong do
¢6 ciprofloxacin lién quan dén phan mg c¢6 hai nghiém trong (xem muc Canh bao va than
trong) va dot nhiém khuén cép cua viém phé quan man tinh & mot sb bénh nhan cé thé tu
khoi, chi nén str dung ciprofloxacin cho nhitng bénh nhan khong co6 lua chon diéu tri khac
thay thé.

Ciprofloxacin ciing c6 thé duoc dung dé diéu tri cac nhiém khuén ning & tré em néu can thiét.
Thudc nén duge sir dung boi cac bac sy ¢o kinh nghiém trong diéu tri xo gan va/hodc nhiém khuan
ndng O tré em.

LIEU LUQNG VA CACH DUNG

Liéu dung duoc chi dinh dua trén céc chi s6, mic dd nghiém trong va vi tri nhiém khuan, kha ning
nhay cam véi ciprofloxacin cua cac vi sinh vat gdy bénh, chirc nang than ctia bénh nhéan va trong
luong co thé cua tré em va tré vi thanh nién.

Thoi gian diéu tri phu thude vao mirc d6 nghiém trong ciia bénh, dép tmg 1am sang va vi sinh vat
cua nguoi bénh.

Sau khi diéu tri ban dau bang dudng tinh mach, c6 thé chuyén sang dung duong udng véi ché
phiam dang vién nén hodc hdn dich theo chi dinh cta bac sy. Chuyén tir duong tinh mach sang
dudng udng ngay khi co thé.

Trong truong hop bénh ning hodc bénh nhan khong thé dung duong ubng, khuyén cao bit dau
diéu tri bang duong tinh mach cho dén khi c6 thé chuyén sang dudng udng.

Didu tri cac bénh nhiém khuédn do vi khuan cu thé (vi du Pseudomonas aeruginosa, Acinetobacter
hodic Staphylococcei) ¢6 thé can liéu ciprofloxacin cao hon va ding dong thoi voi cac thude khang
sinh thich hop khéc.

Piéu trj mot s& bénh nhiém khudn (viém ving chdu, nhiém khuan 6 bung, nhiém khuan & bénh
nhan giam bach cAu va nhidm khuin xuong khép) c6 thé phai dung két hop véi cdc thube khang
sinh khac tuy thudc vao nguyén nhan gy bénh.

Ngueoi lon:
Liéu dung trong ngay T(j)ng thel giaq
Chi dinh diéu tri (tinh ca
(mg) duong dung khac)
Nhiém khuan Viém tinh hoan — mao tinh | 400 mg x 2 lan/ngay dén it nhét 14 ngay
duong sinh duc | hoan va viém ving chdu 400 mg x 2 lan/ngay
Tiéu chay do vi khudn gy | 400 mg x 2 lan/ngay 1 ngay
bénh gdm c6 Shigella spp.
ngoai trir Shigella
dysenteriae loai 1 va diéu tri
- " tiéu chay nang khi di du
Nh‘lem lﬁluan, gk o Q\\ /
dudng tiéu hoa  \ee o 3o Shigella 400 mg x 2 lan/ngay SN/
\:a nhiém khuin dysenteriae loai 1
0 bung Tiéu chay do Vibrio 400 mg x 2 lan/ngay 3 ngay
cholerae
S6t thuong han 500 mg x 2 lan/ngay 7 ngay
Nhiém khuan 6 bung do vi | 500 mg x 2 lan/ngay dén 5— 14 ngay

khuan Gram 4m 750 mg x 2 lan/ngay




Nhiém khuan da va m6 mém

400 mg x 2 lan/ngay dén
400 mg x 3 lan/ngay

7 — 14 ngay

Nhiém khuan xuong khép

400 mg x 2 lan/ngay dén
400 mg x 3 lan/ngay

Nhiéu nhét 3 thang

Diéu trj bénh nhan bj giam bach ciu trung tinh
cting sot duge cho 13 nhiém khudn.

Nén duing két hgp Ciprofloxacin véi cc khang

sinh khéc theo huéng din chinh thic

400 mg x 2 lan/ngay dén
400 mg x 3 lan/ngay

Viéc diéu tri nén
dugc kéo dai trong
sudt thoi gian bj
giam bach céu
trung tinh

Phong ngira sau tiép xtic v6i bénh than qua
duong ho hap va diéu tri cho nhitng bénh nhéan
¢6 thé dung thude bing duong udng khi thich
hop trén 1am sang. Viéc dung thudc nén bét
dau cang som cang tdt sau khi c6 nghi ngd
hodc c6 xac nhan bi nhiém bénh.

400 mg x 2 lan/ngay

60 ngay tu luc co
xac nhan bi
nhiém Bacillus
anthracis

Nhiém khuan
duong tiét ni¢u

Viém bé than bién chimg va
khong bién chimg

400 mg x 2 lan/ngay dén
400 mg x 3 lan/ngay

7 dén 21 ngay, c6

thé kéo dai dén 21

ngdy trong mot s6

truomg hop cu thé

(ching han nhu ap
%)

Viém tuyén tién liét

400 mg x 2 lan/ngay dén

2 — 4 tuan (cap

400 mg x 3 lan/ngay tinh)

Nhiém khuan duong hé hap dudi 400 mg x 2 lz::m/ngzily dén 7 14 ngiy
400 mg x 3 lan/ngay

Nhiém khuéln Dot cip cua viém xoang 400 mg x 2 lefm/ngéy dén 7-14ngdy

duodng ho hap man tinh 400 mg x 3 lan/ngay

trén Viém tai gitta mu man tinh | 400 mg x 2 lr%:m/nge:ly dén 7 =148y
400 mg x 3 lan/ngay

Viém tai ngoai 4c tinh 400 mg x 3 lan/ngay 28 ngay dén 3
thang
Tre em

Chi dinh

Liéu dung trong ngay (mg)

Téng thoi gian diéu tri
(tinh ca dudng dung

khic)

Nhiém khuan tiét niéu va viém bé than

6 mg/kg ngay 3 lan dén 10

10 dén 21 ngay

¢6 bién chimg mg/kg ngay 3 lan, ti da 400 :
N val #
60 ngay tu }\%\gb/xéc

nhén binhiém Bacillus

mg moi liéu.

Phong ngira sau tiép xtic véi bénh than |10 mg/kg ngay 2 lan dén 15
qua duong ho hap va didu tri cho nhitng |mg/kg ngay 2 lan, toi da 400
bénh nhan c6 thé dung thude bing mg mdi lidu.

dudng udng khi thich hop trén 1am sang.
Viéc dung thude nén bit dau cang sém
cang tot sau khi c6 nghi ngd hodc ¢6 xac
nhan bi nhiém bénh.

anthracis
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Nhiém khuén ning khac 10 mg/kg ngay 3 lan t6i da 400 | Phu thudc loai nhiém
mg mdi liéu khuén

Xo nang 10 mg/kg ngay 3 lan, t6i da 400 10 dén 14 ngay
mg mbi liéu.

Nguoi cao tudi

Liéu dung tiry theo mirc d6 nhidm khuan va do thanh thai creatinin cua bénh nhan.
Bénh nhan suy gan va suy thdn

Liéu khuyén cdo va liéu duy tri d6i véi bénh nhén suy than:

Do thanh thai creatinin Nong dd creatinin huyét Liéu ding
[mL/min/1,73 m2] thanh[pumol/L] [mg]
> 60 <124 Xem liéu thuong ding
30-60 124 to 168 200-400 mg mdi 12 gioy
<30 > 169 200-400 mg mdi 24 gid
Bénh nhan thdm tich méau > 169 200-400 mg mdi 24 giod
(sau tham tach mau)
Bénh nhan thdm tich mang bung  [> 169 200-400 mg mdi 24 gio

Khong can hiéu chinh liéu & bénh nhan suy gan.

Chua nghién ctru liéu ding cho tré em suy gan va/ hodc suy thén.

Cich ding thubc:

Kiém tra dung dich truyén ciprofloxacin trugc khi ding. Khong ding dung dich da bi van duc.

Nén ding ciprofloxacin dudng truyén tinh mach. Déi voi tré em, thoi gian truyén kéo dai 60 phut.
Péi voi ngudi 16n, thoi gian truyén tinh mach liéu 400 mg ciprofloxacin 1a 60 phat va liéu 200 mg
ciprofloxacin la 30 phut. Truyén cham vao tinh mach 16n dé giam dau va nguy co kich img mach.
Twong ky,

Ciprofloxacin dang truyén twong hop véi cac dung dich nhu: nude mudi sinh ly, ringer, ringer
lactat, glucose 5% & 10%, glucose 5% voi NaCl 0,225% hodc NaCl 0,45%,.... Vi nhing ly do vi
sinh va sy nhay cam v&i anh sang, cic dung dich pha chung cua ciprofloxacin va cac dung dich
tuong hop khac nén dugc dung ngay.

Chi khi d4 khang dinh dugc dung dich thudc tuong hop véi cac dung dich khac hodc véi cac thudc
khac, néu khong phai tiém truyén thude riéng. Cac ddu higu bit thuong ctia thude 1a két tua, duc
hodc bién mau.

Dung dich tiém truyén ciprofloxacin ¢6 pH tir 3,9 dén 4,5 va tuong ky v6i cac thude tiém khong
on dinh vé mat ly héa & khoang pH nay. ba thdy c6 tuong ky giita ciprofloxacin va hegparin natri,

gitta ciprofloxacin hodc pefloxacin voi penicilin, fluocloxacilin, amoxyecilin, dg két /hop
amoxycilin va clavulanat kali, aminophylin, va clindamycin. Vi vy, khong duoc tron tiém
ciprofloxacin vai cac thudc tiém khac c6 pH cao.

CHONG CHI PINH

Quéa man véi ciprofloxacin hodc cic khang sinh quinolon khac hay bat ctr thanh phan nio cua
thude.

Khong dung ciprofloxacin cho ngudi mang thai va thoi ky cho con b, trir khi budc phai dung.
Khong dung ddng thoi ciprofloxacin véi tizanidin.

CANH BAO VA THAN TRONG



Canh bao

Céc phéan tng c6 hai nghiém trong c6 kha ning khong hoi phuc va gdy tan tat, bao gdm viém gan,
dut gan, bénh ly than kinh ngoai bién va cac tac dung bat loi trén than kinh trung uong.

Céc khang sinh nhém fluoroquinolon ¢é lién quan dén cac phan tng c6 hai nghiém trong c6 kha
ning gy tan tat va khong hdi phuc trén cac hé co quan khac nhau ctia co thé. Céc phan img nay co
thé xuat hién dong thoi trén cing bénh nhan. Céc phan tng c6 hai thuong duge ghi nhan gdm
viém gan, dat gan, dau khép, dau co, bénh ly than kinh ngoai vi va cac tac dung bét loi trén hé
thong than kinh trung wong (4o giac, lo au, trim cam, mét ngt, dau ddu ning va 1 13n). Cac phan
ng ndy ¢6 thé xay ra trong vong vai gio dén vai tuan sau khi sir dung thudc. Bénh nhan ¢ bét ky
tudi nao hodc khong cé yéu té nguy co ton tai tir trude déu c6 thé gap nhirng phan ing ¢6 hai trén.
Ngumg sir dung thudc ngay khi ¢6 déu hiéu hodc tridu chimg dau tién cua bat ky phan Umg c6 hai
nghiém trong nao. Thém vao do, tranh sur dung céac khang sinh nhém fluoroquinolon cho cac bénh
nhan da tig gip cac phan ing nghiém trong lién quan dén fluoroquinolon.

Nhiém lién cau khudn (bao géom Streptococcus pneumoniae)

Khéong khuyén cao dung ciprofloxacin dé diéu tri nhiém lién cdu khuén do hiéu qua diéu tri chua
day du.

Nhiém khudn ndng va da nhiém vi khudn Gram dwong va vi khudn ky khi

Phéc d6 don tri liéu ciprofloxacin khong thich hop trong truong hop nhiém khuan ning va nhiém
khuan do vi khudn Gram duong hodc vi khuéan ky khi. Trong nhiing trudong hop nay nén ding két
hop ciprofloxacin vgi cdc nhom khang sinh thich hop khac.

Nhiém khudn dwong sinh duc

Viém niéu dao do lau, viém ¢ tir cung, viém mao tinh hoan-tinh hoan va viém ving chau c6 thé
mic phai do cac chung Neisseria gonorrhoeae gay ra. Chi dung ciprofloxacin diéu tri viém niéu
dao do lau hodc viém cd tir cung khi loai trir dugc ching Neisseria gonorrhoeae khéang
ciprofloxacin.

Déi v6i truong hop viém mao tinh hoan-tinh hoan va viém vung chéu, chi nén can nhic dung
ciprofloxacin két hop voi cac nhém khéang sinh thich hop khac (vi du, cephalosporin) khi khong
thé loai trir dugc chiing Neisseria gonorrhoeae khang ciprofloxacin. Néu sau 3 ngay diéu trj cac
triéu chirng 1am sang khong duoc cai thién, nén can nhic lai phac dd diéu tri.

Nhiém khudn dwong tiét niéu

Su dé khang fluoroquinolon ctia Escherichia coli, tic nhan phd bién nhit gay nhiém khuan duong
tiét niéu, thay ddi theo timg ving & Lién minh Chau Au. Béac sy cin tinh dén ty 1& dé khéng

fluoroquinolon cta Escherichia coli & dia phuong khi ké don.
Nhiém khudn 6 bung
C6 it dir liéu vé hiéu qua cta ciprofloxacin trong diéu tri nhi€ém khuén trong 6 bung sau phau thuat.

Tiéu chay cua nguoi du lich

Viéc lua chon ké don ciprofloxacin can tinh dén kha ning dé khang ciprofloxaci ic tac nhan
gay bénh ¢ cac nudce du lich.

Nhiém khudn xwong khép

Nén dung ciprofloxacin két hop véi nhom khéng sinh khéc dya trén dir liéu khang sinh do.

Bénh than qua dwong hé hap

Viéc dung ciprofloxacin ¢ nguoi dua trén dir ligu do nhay cam in-vitro va két qua thi nghiém trén
dong vat cung dir liéu nghién ctru trén ngudi. Bac sy diéu tri can tham khéo cic huéng dan diéu tri

bénh than qudc gia hodc qudc té.
Tré em

4 a2 1

M- |

'\

-~y
"o )

4.9



Su dung ciprofloxacin & tré em va tré vi thanh nién can tuan theo huéng dan chinh thtc. Chi dung
ciprofloxacin sau khi dénh gia lgi ich/ nguy co dung thude do ciprofloxacin c6 tic dung khong
mong mudn trén khép va/ hodc md lién két.

Nhiém khudn phé qudn-phéi ¢ bénh nhdn xo nang

D ¢6 céc nghién clru 14m sang trén tré em va tré vi thanh nién tir 5 dén 17 tudi va tré em tir 1 dén
5 tudi.

Nhiém khudn dwong tiét niéu va viém bé thdn cé bién chimg

Chi can nhic ding ciprofloxacin diéu trj nhim khuin duong tiét niéu khi cac phéc do diéu tri khac
khong thé sir dung, va can dua trén dit liéu khang sinh dd.

Cac thtr nghi¢ém lam sang duogc tién hanh trén tré em va tré vi thanh nién tir 1 dén 17 tubi.

Cdc loai nhiém khudn nang khdc

Trudng hop nhiém khuan nang pht hop véi huéng dan didu tri chinh thirc, hodc sau khi danh gia
loi ich nguy co khi khong thé dung phac d6 diéu tri khac, hodc thit bai khi dung phac dd diéu tri
thong thuong va khi dit liéu khang sinh d6 c¢6 thé chimg minh viée c6 thé sir dung ciprofloxacin.
Viéc st dung ciprofloxacin cho cac nhiém khuan ning khac cac truong hop néu trén con it dir liéu
nghién ctru 1dm sang. Vi thé, can than trong khi diéu tri cdc truong hop nhidm khuan nay.

Qud man

Phan img qua man va di img, bao gdm phan tmg phan vé ¢6 thé xay ra sau khi dung mét liéu don
va ¢6 thé de doa tinh mang. Néu cac phan tmg nay xay ra, can ngung dung ciprofloxacin va tién
hanh bién phép y té thich hgp.

Hé co xwong khop

Ciprofloxacin thuong khéng dung cho bénh nhén c6 tién sir bénh gan/ réi loan lién quan dén diéu
tri bing quinolon. Tuy nhién, trong nhiing truong hop rat hiém gip, sau khi can nhéic dir liéu
khang sinh db va danh gia cén bang lgi ich/ nguy co, c6 thé ké don ciprofloxacin diéu tri nhiém
khuan nang, dic biét trong trudng hop that bai diéu tri chuan hodc vi khuan dé khang nhung dir
liéu khang sinh dd van cho thdy c6 thé st dung ciprofloxacin.

Viém gan va dat gan (dic biét gan Achilles) c6 thé gap khi dung ciprofloxacin, thim chi ngay sau
48 gity dau diéu tri, va co thé kéo dai dén vai thang sau khi ngung dung thudc. Nguy co méc cac
bénh vé gin c6 thé ting & ngudi cao tudi hodc bénh nhan dang diéu tri két hop vai corticosteroid.
Cén ngung dung thudc khi xudt hién bt ky déu hiéu viém gan nao (sung dau, viém nhiém). Luu y
cham séc dé tranh anh huong dén cac bo phan khéc.

Thén trong st dung ciprofloxacin ¢ bénh nhan c6 bénh nhuoc co.

Nhay cam voi anh sang

Ciprofloxacin ¢o thé gdy phan Ung nhay cam véi 4nh sang. Bénh nhén duoc ké don dung

ciprofloxacin can luu y trinh tiép xtc truc tiép véi anh sang hodc tia UV trong qué trinh diéu tri.
H¢ than kinh trung wong

Ciing nhu cac quinolon khéc, ciprofloxacin gdy co git hodc ha thip ngudng co gxat Truomg op
gy dong kinh da dugc bao cdo. Than trong khi dung ciprofloxacin ¢ bénh nhéan roi
trung uong do dé bi co giat. Néu xay ra co giat, can ngung dung ciprofloxacin ngay. ng tam
thdn c6 thé xay ra ngay sau lan dau dung thube. Mot s6 truong hop hiém gip, triéu chithg tram
cam hodc rdi loan tdm than c6 thé tién trién thanh y nghi tu tr dén tu tr. Néu xay ra cac truong
hop nay, nén ngung dung ciprofloxacin.

Céc truong hop bénh da day than kinh (dva trén cic triéu chimg nhu dau, rat, roi loan cam gidc
hodc yéu co, don doc hodc két hop) da duge bao cao ¢ bénh nhan dung ciprofloxacin. Nén ngung
dung ciprofloxacin ¢ bénh nhén co6 tién st bénh than kinh, bao gém dau, rat, ngua, t€ liét va/ hodc
mét moi.
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Roi loan tim mach

Thén trong khi dung fluoroquinolon, bao gém ciprofloxacin @ bénh nhén cé yéu td nguy co kéo
dai khoang QT. Vi du:

- Triéu chimg kéo dai khoang QT bam sinh

- Sir dung ddng thoi cac loai thude c6 tac dung kéo dai khoang QT (vi du cac thube chng nhip tim
khong déu nhoém IA va nhém I1I, thudc chéng trdm cam ba vong, khang sinh macrolid, thudc
chéng loan than)

- Mt can béng dién giai (vi du ha kali mau, ha magnesi mau)

- Bénh tim mach (vi du suy tim, nhdi mau co tim, nhip tim cham)

Ngudi cao tudi va phu nit ¢6 thé nhay cam hon véi cac thude kéo dai khoang QT. Vi thé can than
trong khi sir dung cac thudc fluoroquinolon, bao gom ciprofloxacin cho cac déi tuong nay.

Ha dwong huyét

Ciing nhu cac quinolon khac, ha dudng huyét duoc bao cao thudng xuyén nhit & bénh nhan tiéu
duong, chi yéu & ngudi cao tudi. Kiém sot chit chd nong do glucose trong mau & di tuong nay.
Hé tiéu hoa

Tri¢u chung ti€u chay nghiém trong va kéo dai trong hodc sau khi diéu tri (vai tuan sau diéu tri) co
thé lién quan dén viém dai trang do khang sinh (de doa tinh mang), can diéu tri ngay bang cach
ngung dung ciprofloxacin va tién hanh bién phap diéu tri thich hop. Chéng chi dinh dung thudc
chdng co thit nhu dong rudt trong truong hop nay.

Thén va hé tiét niéu

Pa ¢6 bao cdo truong hop xudt hién tinh thé niéu do sir dung ciprofloxacin. Bénh nhan dung
ciprofloxacin can duogc bd sung nude day du va tranh dé ndng do kiém trong nudce tiéu qua cao.
Suy chirc nang thdn

Vi ciprofloxacin phan 16n bai tiét dugi dang khong ddi qua than nén can hiéu chinh lidu dung ¢
bénh nhan suy than dé tranh tang tic dung khong mong mudn do tich lity ciprofloxacin.

Hé gan mat

Céc truong hop hoai tir gan va suy gan de doa tinh mang da duogc bao céo khi dung ciprofloxacin.
Trong trudng hop co6 bt ky déu hiéu va tneu chung nao cua bénh gan (nhu chén an, vang da, nude
tiéu sim mau, ngira, hogc bung mém), cdn ngung dung thudc ngay.

Bénh nhdn thiéu hut men glucose-6-phosphat dehydrogenase

Phan (mg tan huyét di duoc bdo cdo khi bénh nhan thiéu hut men glucose-6-phosphat
dehydrogenase dung ciprofloxacin. Can tranh sir dung ciprofloxacin néu loi ich vugt troi hon nguy
co va kiém soét triéu chimg tan mau.

Dé khang

Trong hodc sau qué trinh diéu tri véi ciprofloxacin, c6 thé phén 1ap chung vi khuanpdé kha
ciprofloxacin. Trong qua trinh didu tri kéo dai va khi diéu tri nhiém khuan bénh
nhiém khudn gy ra boi Staphylococcus va Pseudomonas c6 nguy co xudt hién vi Khuan khéng

ciprofloxacin.

Cytochrom P450

Ciprofloxacin trc ché CYP1A2 va vi thé ¢6 thé lam tang ndng d¢ thude bi chuyén hoa bai enzym
nay khi dung két hop véi ciprofloxacin (vi du theophyllin, clozapin, olanzapin, ropinirol, tizanidin,
duloxetin, agomelatin). Chédng chi dinh dung ddng thoi c1proﬂoxacm Vv6i tizanidin. Vi thé, can
kiém soat chit ché triéu chimg qué liéu va nong do cac thudc nay (vi du theophyllin) trong huyét
thanh khi dung ddng thoi vai ciprofloxacin.

Methotrexat

Khéng khuyén céo dung két hop ciprofloxacin v&i methotrexat.
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Phan vng tai vi tri tiém

Céc phan Ung tai vi tri tiém thuong xay ra khi truyén dudi 30 phut, bao gom céc phan tmg da tai
chd, thuong phuc hdi nhanh sau khi truyén xong. Khong can chéng chi dinh duong dung tinh
mach, trir khi cac phan (mg nay tai dién hozc x4u di.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Ciprofloxacin ¢ thé gdy hoa mit chéng mit, ddu 6¢ quay cudng, anh hudng dén viée didu khién
xe ¢) hay van hanh mdy méc. Ngay ca khi dung thudc theo dung huéng dan, thude van cé thé anh
hudéng 1én téc do phan xa. Anh hudng cang nhidu hon khi dung thude véi rugu.

TUONG TAC THUOC

Anh hwong ciia thuédc khdc dén ciprofloxacin

Thuéc ¢ tdc dung kéo dai khodng QT

Ciing nhu cac fluoroquinolon khéc, can than trong khi dung ciprofloxacin cho bénh nhan dang
dung thudce kéo dai khoang QT (vi du thudc chdng nhip tim khong déu nhom IA va nhom 111,
thude chdng tram cam ba vong, khang sinh nhém macrolid, thuc chéng loan than).

Tao phirc chelat

Dung dong thoi ciprofloxacin (dudng udng) véi thude chira cation da héa tri va ché phdm bé sung
khoang chét (nhu calci, magnesi, nhom, sét), chit két dinh phosphat (vi du sevelamer hodc lanthan
carbonat), succralfat hoiac khéang acid, va cac thudc c6 tinh dém cao co chira magnesi, nhdm hoac
calci 1am giam hip thu ciia ciprofloxacin. Do d6, nén dung ciprofloxacin trude 1-2 gio hoic sau it
nhét 4 gio ubng cac thude nay. Khong ap dung cich nay cho cac thude khang thy thé H,.

Cdc san phdm tir sita

Calci trong khdu phéan an hang ngay khong anh huéng dang ké dén su hap thu cua ciprofloxacin.
Tuy nhién, tranh viéc dung ddng thoi san pham tir sita hodc thirc ubng bd sung khodng chét (vi du
siia, yoghurt, nudc cam bd sung calci) véi ciprofloxacin do giam hap thu ciprofloxacin.
Probenecid

Probenecid can tro su bai tiét ciprofloxacin qua than. Dung dong thoi probenecid véi ciprofloxacin
lam ting nong do ciprofloxacin trong huyét thanh.
Metoclopramid

Metoclopramid thuc day qua trinh hap thu ciprofloxacin (dudong ubng) din dén giam thoi gian dat
nong do dinh trong huyét tuong. Khong quan sat thdy anh huéng dén sinh kha dung cua
ciprofloxacin.

Omeprazol

Dung dong thoi ciprofloxacin véi omeprazol lam giam nhe gia tri Cmax va AUC cua
ciprofloxacin.

Anh huéng ciia ciprofloxacin dén cdc thubc khdc

Tizanidin

lrong khoang tir 4 dén 21 lan, AUC tang trung binh 10 lan, trong khoang tir 6 dén 24 1an) Khi dung
cung ciprofloxacin. Nong d6 tizanidin trong huyét thanh ting gay ha huyét ap va an than.
Agomelatin

Céc nghién ctru 1am sang cho thdy fluvoxamin, mot chét (rc ché manh isoenzym CYP450 1A2, (¢
ché rd rét chuyén hoa cua agomelatm dan dén tang tac dung ctia agomelatin 60 lan. Mic du khong
¢6 dir lidu 1am sang sén c6 vé tuong tac cua agomelatm vai ciprofloxacin, mot chit (rc ché vira
phai enzym CYP450 1A2, cic tac dung khong mong mudn tuong tu c6 thé xay ra khi dung dong
thoi agomelatin vai ciprofloxacin.
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Zolpidem

D‘L‘mg dong thoi v,éri ciprofloxacin lam tang nong d¢ zolpidem trong mau. Khong khuyén cao dung
dong thoi cac thudc nay.

Methotrexat

Bai tiét methotrexat qua Ong than bj trc ché khi ding cing ciprofloxacin, din dén tang ndng do
m‘ethotrexat trong, huyét twong va tang nguy co gdy doc do methotrexat. Khong khuyén céo dung
dong thoi cac thudc nay.

Theophyllin

Dung dong thoi ciprofloxacin véi theophyllin c6 thé lam tang ndng do theophyllin trong huyét
thanh, gdy ra céc tdc dung khong mong mudn nhu de doa tinh mang hoic tir vong. Trong sudt qua
trinh dung thudc, can kiém soat nong do theophyllin trong huyét thanh va giam liu theophyllin
néu can thiét.

Cdc dan xudt xanthin khdc

Dung dong thoi ciprofloxacin va caffein hodc pentoxifyllin (oxpentifyllin) 1am ting ndng do cua
cac thude nay trong huyét thanh.

Phenytoin

Dung dong thdi ciprofloxacin va phenytoin c6 thé lam tang hodc giam nong d6 phenytoin trong
huyét thanh. Can kiém soat chit nf‘mg dd thude.

Cyclosporin

Khi diing dong thoi ciprofloxacin véi ché pham chira cyclosporin quan sét thiy su tang nhe nong
do creatinin trong huyét thanh. Vi thé, can kiém soat thuong xuyén (2 1an 1 tun) ndng do creatinin
trong huyét thanh.

Thuéc khdang vitamin K

Dung dong thoi ciprofloxacin véi thude khang vitamin K c¢6 thé thuc ddy tac dung chong dong
mau. Nguy co nay cé thé thay ddi tiy theo loai nhiém khuédn tiém an, tudi tac va thé trang cua
bénh nhan. Can kiém soat chi sé INR thuong xuyén trong va ngay sau khi ding dong thoi
ciprofloxacin véi cac thude khang vitamin K (vi du warfarin, acenocoumarol, phenprocoumon,
hodac fluindion).

Duloxetin

Céc nghién ciru 1am sang cho thy dung dong thoi duloxetin véi cac chat e ché manh isoenzym
CYP450 1A2 nhu fluvoxamin c6 thé 1am tang AUC va Cpay cta duloxetin. Mac du chua c6 cac dir
liéu 1am sang vé tuong tac cua duloxetin véi ciprofloxacin nhung cac tac dung khong mong mudn
twong tu c6 thé xay ra khi dung dong thoi 2 thube nay.

Ropinirol

Dung dong thoi ropinirol véi ciprofloxacin, mot chit trc ché vira phai isoenzym C 0 1A2 dan
dén ting Cpax va AUC cuia ropinirol 1an lugt 1a 60% va 84%. Khuyén cdo kiém a¢ dung
khong mong mudn lién quan dén ropinirol va hiéu chinh liéu dung thich hop trong va ngay sau khi
dung két hop 2 thude nay.

Lidocain

Dung dong thoi lidocain véi ciprofloxacin, mot chét trc ché vira phai isoenzym CYP450 1A2 lam
giam do thanh thai cua lidocain dudng tinh mach 22%.

Clozapin

Sau khi dung dong thoi ciprofloxacin va clozapin 7 ngay, néng do clozapin va N-
desmethylclozapin trong huyét thanh ting twong ng 29% va 31%. Giam sat 14m sang va hi¢u
chinh liéu dung ctia clozapin thich hgp trong va ngay sau khi ding ddng thoi vai ciprofloxacin.

Sildenafil
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Cmax va AUC cua sildenafil ting x4p xi 2 lan sau khi uéng 50 mg sildenafil vé&i 500 mg
ciprofloxacin. Than trong khi dung két hop ciprofloxacin véi sildenafil.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Th(i;i ky mang thai: Chi nén dung ciprofloxacin cho ngudi mang thai trong nhimg truong hop
nhiém khuan ning ma khong c6 khéng sinh khac thay thé, budc phai dung t6i fluoroquinolon.

Thoi ky cho con bu: Khong dung ciprofloxacin cho nguoi cho con by, vi ciprofloxacin tich lai ¢
trong sira va c6 thé dat dén ndng do c6 thé gdy tac hai cho tré. Néu me budc phai dung
ciprofloxacin thi phai ngirng cho con bu.

TAC DUNG KHONG MONG MUON

No6i chung, ciprofloxacin dung nap tét. Tac dung phu cua thude chu yéu 14 1én da day - rudt, than
kinh trung uvong va da.

Thuong gdap, ADR > 1/100

Tiéu héa: Budn ndn, non, ia chay, dau bung.

Chuyén hoa: Tang tam thoi ndng do cac transaminase.

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

Toan than: Nhirc dau, sbt do thude.

Mau: Ting bach cau ua eosin, giam bach cdu lympho, giam bach cdu da nhan, thiéu mau, giam
tiéu cau.

Tim - mach: Nhip tim nhanh.

Than kinh trung uong: Kich dong.

Tiéu hoa: Réi loan tiéu hoa.

Da: Néi ban, nglra, viém tinh mach nong.

Chuyén hoa: Tang tam thoi creatinin, bilirubin va phosphatase kiém trong méu.

Co xuong: Pau ¢ cac khdp, sung khép.

Hiém gap, ADR < 1/1000

Toan than: Phan ing phan v¢ hodc dang phan v¢.

Mau: Thiéu méau tan mau, ting bach cdu, tang tiéu cau, thay doi nong do prothrombin.

Thén kinh trung wong: Con co giat, 1 1an, rbi loan tam than, hoang tudng, mat ngu, trdm cam,
loan cam ngoai vi, rdi loan thi giac ké ca a0 giac, rdi loan thinh giac, u tai, roi loan vi giac va khiru
giac, tang ap luc ndi so.

Tiéu hoa: Viém dai trang mang gia.

Da: Hi chiing da - niém mac, viém mach, hdi chimg Lyell, ban do da thanh nét, ban do da dang
tiét dich.

Gan: Da ¢6 bao cdo vé mot vai truong hop bi hoai tir té bao gan, viém gan, vang da irAqat.
Co: Pau co, viém géan (gan got) va mo6 bao quanh. C6 mot vai truong hop bi dit g
ngudi cao tudi khi ding phéi hop véi corticosteroid.

Tiét niéu - sinh duc: C6 tinh thé niéu khi nudc tiéu kiém tinh, dai ra mau, suy than cép, viém than
ke.

Khac: Nhay cdm v6i anh séng khi phoi néng, pht thanh quan hogc phti phéi, khé the, co that phé

biet la ¢

quan.

Huwong din cich xir tri ADR

Pé tranh c6 tinh thé niéu, duy tri du lugng nude udng vao, tranh lam nude tiéu qua kiém.

Néu bi ia chay ning va kéo dai trong va sau khi diéu tri, nguoi bénh c6 thé da bi rbi loan ning &
rudt (viém dai trang mang gia). Cén ngumg ciprofloxacin va thay bang mot khang sinh khac thich
hop (vi du vancomycin). ‘
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Néu c6 bét ky ddu hiéu nao vé tac dung phu cin ngimg ding ciprofloxacin va ngudi bénh can phai
duogc diéu tri tai mot co s y té mic du céc tac dung phu nay thuong nhe hodc vira va s& mau hét
khi ngimg dung ciprofloxacin.

QUA LIEU VA XU TRi KHI QUA LIEU

Khoéng c6 thude giai doc dac hiéu cho qua lidu ciprofloxacin.

C6 thé xem xét va ap dung cac bién phap sau: gay non, rira da day, loi niéu. Can theo doi nguoi
bénh can than va diéu tri bd trg (nhu truyén bu du dich).

BAO QUAN W
Bao quan trong bao bi nguyén gbc, ¢ nhiét d6 dudi 30°C, tranh 4nh sang va k dé dong lanh.

DANG BAO CHE VA QUY CACH PONG GOI

Dung dich truyén tinh mach.

Tai nhém chira 1 thi truyén PVC c6 chira 200ml dung dichtruyén tinh mach.
Hop chira 10 tai nhom.

TIEU CHUAN CHAT LUQNG

BP 2016

HAN DUNG

24 thang ké tir ngdy san xuét.

Séan xudt tai Rumani bai:
S.C. Infomed Fluids S.R.L.
50 Theodor Pallady Blvd., Sector 3, 032266, Bucharest, Romania.

TUQ.CUC TRUONG
P.TRUONG PHONG
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