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CHj BINH, CHGNG CHi DINH, CACH DUNG,
LIEU DUNG & CAC THONG TIN KHAC:

Xin xem toa hu6ng dan bén trong hop.

BAO QUAN: Noi kho, nhigt do khong qué
30°C, trdnh 4nh séng.
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Boc ky hudng dan st dung trudc khi ding 3

HD:

Rx Prescription drug

BILOXCIN

Ofloxacin 0,3%

Ophthalmic solution

THANH PHAN:

Mbi lo 5 ml chua:
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CHi BINH, CHONG CHi BINH,
CACH DUNG, LIEU DUNG, CAC
THONG TIN KHAC:

Xem t& hudng dan sl dung bén
trong hép.

BAO QUAN:
NGi khd, nhiét dé khéng qua 30°C,
tranh anh sang.

Ophthalmic solution

5 ml

Dé xa tam tay tré em
Poc ki huéng dan sir dung
trudc khi dung
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Ngay SX:
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Rx Thudc ban theo don

BILOXCIN

Ofloxacin 0,3%

Thudc nhd mat

5 ml

ma s6, ma vach

Bidiphar
Séan xuét tai:
CONG TY CO PHAN DUGC
TRANG THIET BIY TE BINH DINH (BIDIPHAR)
498 Nguyén Thai Hoc, Phuting Quang Trung,
Thanh phé Quy Nhon, Binh Binh, Viét Nam
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4 dugc: Acid acetic, E.D.T.A, natri hydroxyd, nipagin

(0,06%), D-Manitol, natri acetat.3H,0, nudc cat)

2. Dang bao ché: Thubc nho mit

3. Duge luc hoc:

Ma ATC: SO1AEOL.

Nhom dugc ly: Khang sinh nhom quinolon.

Ofloxacin la khang sinh thudc nhém fluoroquinolon, c6 phd khang khuin
rong:  Enterobacteriaceae, Pseudomonas aeruginosa, Haemophilus
influeazae,  Neisseria  pasteurella,  Staphylococcus,  Steptococcus
pneumoniae.

Ofloxacin c6 tac dung diét khuén manh, co ché tac dung chua dugc biét day
di. Ofloxacin trc ché DNA-gyrase ciia nhidu vi khudn Gram am va (rc ché
topoisomerase IV cua nhidu vi khudn Gram duong 1a nhimg enzym can
thiét trong qua trinh nhan doi, phién ma va tu sira DNA cua vi khudn.

4. Duwgc dong hoc:

Sau khi nhd, ofloxacin dugc luu gitr tot & mang nuéc mét.

Trong nghién ctru & ngudi tinh nguyén khoe manh, ndng do trung binh ciia
ofloxacin & mang nudc mét duoc do 4 gid sau khi nho (lidu 9,2 pg/g) cao
hon 2 pg/ml so véi nong do tdi thidu can thiét dé tic ché 90% hiu hét cac
chiing vi khudn & mit (MIC ) in vitro.

Nong do tdi da trong huyét thanh cua ofloxacin sau 10 ngay nho mét thip
hon khoang 1.000 14n so véi ndng dd dugce béo cao véi liéu ubng tiéu chudn
va khong c6 tac dung phu toan than do nho mét ofloxacin.

Néng do ofloxacin trong nudc mit, nude tiéu, huyét thanh duge do & 30
ngudi phy nir khde manh tai cac thoi diém khac nhau trong qué trinh diéu
tri 10 ngay véi ofloxacin. Nong do trong huyét thanh trung binh dao dong
tir 0,4 ng/ml dén 1,9 ng/ml. Nong do tbi da ofloxacin ting tir 1,1 ng/ml (vao
ngay thir nhdt) dén 1,9 ng/ml (vao ngay thir 11) sau khi nho 4 1dn/ngay
trong 10,5 ngay.

Néng do ofloxacin trong nuéc méit dao dong tir 5,7 dén 31 pg/g trong thoi
gian 40 phut sau khi dung liéu cubi cung vao ngay thu 11. Nong do trung
binh trong nuéc mét dugc do 4 g sau khi nho mét 1a 9,2 pg/g.

Noéng do & md giac mac 1a 4,4 pg/ml dugc do 4 gio sau khi bit ddu nho 2
giot ofloxacin m&i 30 phut. Ofloxacin dugc bai tiét trong nuéc tidu cha yéu
dudi dang khong dbi.

5. Quy cdch dong géi: Hop 1 lo 5 ml, kém toa hudng dén su dung.

6. Chi dinh:

Diéu tri cac bénh viem két mac, loét giac mac do cac chiing vi khuan nhay

cam voi ofloxacin.

7. Liéu lwgng va cdch dung:

Liéu lugng:

- Viem két mac:

+2 ngay dau: nho 1 -2 giot/2 — 4 gio khi mét hoat dong.

+ 5 ngay tiép theo: nho 1 —2 giot x 4 1an/ ngay.

- Loét giac mac:

+ 2 ngay ddu: nho 1 — 2 giot mdi 30 phut (khi hoat dong mét) va sau khi

nghi ngoi 4 -6 gio.

+ Khoang 4 — 6 ngay tiép theo: nho 1 -2 giot/1 gir (khi hoat dong mit).

+ Trong 3 ngay tiép theo holic cho t6i khi khoi bénh: nho 1 - 2 giot x 4

lin/ngay.

Co thé tang giam liéu theo tinh trang nhi®m khudn va theo chi dinh cua

Béc si.

Céch dung:

- Rura tay sach trudc khi nho mit,

- M& mét cAn nho, nghiéng dAu ra sau, nhin thing dimg.

- Nhe nhang kéo mi mét duéi xubng.

- Dé ddu lo thudc gan mét (tranh ng nho giot cham vao mét, mi mét hay

1ong mi), nho thube vao mét.

- Nhim mit lai va chop mit.

- Khi nhdm mét, 4n nhe ngon tay 1én géc trong clia mét.

- Dung khén sach, lau dich con du thoat ra khoi mét.

8. Sir dung cho phu nir ¢6 thai va cho con bu:
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TO HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

- Thoi ky mang thai: Khong dung trong thoi ki mang thai vi ofloxacin gay

bénh vé khop & suc vat non.
- Thoi ky cho con bu: Néu khong thay thé duoc ofloxacin bing
khang sinh khac thi nén ngirmg cho con bu.
9. Tdc djng cda thude khi lai xe va van hanh may:
Chua c6 nghién ctru anh hudng ciia thude khi 1ai xe va van hanh may
Téc dung kich (mg mat, kho chiu mit anh huong dén tdm nhin hay
gap khi nho mit.
Mot sb tac dung phu chua 15 khac ¢6 thé anh huéng dén tdm nhin
nhu: viém giac mac, viém két mac, mo mét, sg anh sang, phu mat,
cam giac co vat la trong mét, ting chay nude mit, kho mat, dau mat,
sung huyét mét, pha quanh mit (ké ca phu mi mit).
Khong 14i xe hodc van hanh may moéc trir khi tim nhin duoc ro rang.
10. Chéng chi dinh:
- Man cam véi cac thanh phan ctia thudc hodc min cam voi cac
quinolon khac.
- Phu nit ¢co thai.
11. Thén trong:
- Thudc nho mat khong duge tiém.
- An toan va hiéu qua cua thudc ¢ tré em dudi 1 wbi chua duge xdc
dinh.
- Phan ing qua mén nghiém trong va doi khi gay tir vong da duo
bao céo & nhitng bénh nhan dung quinolon toan than (bao gdm cd
ofloxacin) sau khi ding mot vai liéu ddu tién. Mot s6 phan (mg kem
theo gdm: truy tim mach, mt y thirc, phit mach (bao gdm ca phu
thanh quan, hau, mat), tic nghén duong the, kho tho, ndi mé day va
nglra.
- Néu phan (mg qua mén xay ra, ngung sir dung thude. Sir dung thude
than trong & nhiing bénh nhéan co bidu hién nhay cam vai cac
quinolon khac.
- Khi sir dung thude, nguy co doan mili — hong c6 thé gop phan cho
su xuat hién va khuéch tan cua cac vi khudn khang thude cdn duoc
xem xéL. Str dung thude kéo dai co thé din dén su phat trién qua muc
cua céc vi sinh vat khong nhay cam.
- Néu nhiém tring niang hon hoac khong cai thign 1am sang trong
thoi gian didu tri, ngimg sir dung va tién hanh diéu tri thay thé.
- Réi loan tim:
+ Thén trong khi sir dung tluoroquinolon (bao gém ca ofloxacin) &
nhimg bénh nhan c6 nguy co kéo dai khoang QT nhu:
++ Hoi chimg kéo dai khoang QT bam sinh.
++ Str dung dong thoi vai cac thude kéo dai khoang QT khac (thube
chdng loan nhip nhom 1A va II, thude chéng trdm cam ba vong,
macrolid, thudc chéng loan than).
++ Mt can bang dién giai nhu: ha kali mau, ha magie mau.
++ Bénh tim mach: suy tim, nhdi méau co tim, nhip tim cham
- Bénh nhan cao tudi va phu nir nhay cam hon vai cac thude kéo dai
khoang QT. Vi vdy cin than trong sir dung & cac ddi lrong nay.
- Dir liéu hidu qua va an toan ciia thude rit han ché trong diéu tri
viem két mac & tré so sinh.
- Sir dung thube dé diéu trj viem mét & tré so sinh gay boi Neisseria
gonorrhoeae hodc Chlamydia trachomatis khong duge khuyén cao
do chua danh gia duge & nhimg bénh nhan nay.
- Sirdung & ngudi cao tudi: chua co dir liéu so sanh vé lidu sir dung &
ngudi cao tudi véi cac cac nhom wdi khac.
- Céc cong bd lam sang va can 1am sang da bao cao sur xudt hién cia
thing gidc mac khi sir dung cac thube nho mit fluoroquinolon ¢
nhitng bénh nhan bi khuyét tat bidu mo giac mac hoic loét gidc mac
tr trude. Tuy nhién, nhimg yéu té gay nhidu dang ké & cac béo céo
nay bao gdm: tudi cao, co cac vét loét 1on, cac bénh vé mat kem theo
(nhu kho mét nang), cac bénh viém toan than (nhu viém khop dang
thap) va nho mét dong thoi cac thube khang viém steroid hoac non-
steroid. Tuy nhién, cin than trong vé nguy co thung giac mac khi
diéu tri cho bénh nhan bi khuyét tat biéu md gldc mac hodc viém loét
gidc mac.
- Xuét hién cac chit ling gidc mac da duoc bao cdo trong qua trinh
didu tri voi thude nho mit,
- Strdung lidu cao, kéo dai cta cdc fluoroquinolon khac trén dong vat
thir nghiém da gdy duc thuy tinh thé. Tuy nhién, anh huong nay chua
dugc bdo cdo ¢ ngudi va cling khong duge ghi nhan sau khi nho mat
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v6i ‘ofloxacin dén 6 thang trong nghién ctru & dong vat, ké ca trén
khi.

- Nén tranh tiép xtc v6i anh ning mit troi hodc tia UV trong khi sur
dung ofloxacin do c6 kha nang mn cam véi anh sang.

- Str dung kinh 4p trong khong dugc khuyén cdo & nhimg bénh nhan
diéu trj nhidm trung mit.

- Biloxcin® eye chura nipagin 14 chat bao quan nén c6 thé gay ra phan
(mg di (mg (c6 thé xay ra cham).

12. Tuong tic thudc va cdc loai twong tdc khac:

Chua c6 nghién cuiu dic hiéu vé tuong tac thubc duge thuc hién voi
ofloxacin nho mit.

Mic du c6 nhimng béo cao vé ting doc tinh 1én hé than kinh trung
uong khi két hop déng thoi lidu tac dung toan than cua
fluoroquinolon va thubc khang viém non-steroid, nhung tac dung nay
khéng duoc béo céo khi két hop sir dung lidu NSAIDs va ofloxacin
tac dung toan than.

Mot s6 quinolon tac dung toan than tic ché do thanh thai cua caffein
va theophyllin da dugc béo céo. Cac nghién ciru vé tuong tac thude
tién hanh voi ofloxacin tac dung toan than da chimg minh ring do
thanh thai cua caffein va theophyllin bi anh hudng khong dang ké boi
ofloxacin.

Ofloxacin cling nhu cac fluoroquinolon khac nén sir dung thén trong
& nhimg bénh nhan dang sir dung céc thude kéo dai khoang QT (nhu
thudc chéng loan nhip tim nhém IA va III, thuée chéng trdm cam ba
vong, macrolid, thubc chéng loan than).

13. T4c dung khong mong mudn:

- Tdc dung chung:

Téac dung phu nghiém trong khi ding ofloxacin tac dung toan than la
hiém va hau hét cac trudng hop co thé hoi phuc. Do mdt lugng nho
ofloxacin c6 thé hp thu hé théng sau khi nhé mét nén cac tac dung
phu c6 thé xay ra.

Cac phan loai tAn suét: rt hay gip (> 1/10); hay gap (> 1/100 dén <
1/10); it gap (= 1/1.000 dén < 1/100); hiém gip (> 1/10.000 dén <
1/1.000); rét hiém gap (< 1/10.000) va chua 1 (chua thé udc lugng
duoc tan suét tir dit lidu hién c0).

- Cdc réi loan hé thdng mién dich:

Chua 13: cac phan img qua min ké ca cac du hiéu hoic tridu chimg
cua dj img mét (nhu ngira mit va ngira mi mét) va phan tng phan vé
(nhu phu mach, sbc phan vé, kho tho, sbc phan vé, sung héu hong,
phi mit, sung ludi.
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- Cdc réi loan hé than kinh:

Chua rd: hoa mit.

- Cdc réi loan mit:

+ Hay gap: kich tmg mét, kho chiu mét

+ Chua r3: viém gidc mac, viém két mac, mo mit, sg anh sang, phu
mat, cam gi4c ¢o vat la trong mét, tang chay nuéc mat, kho mét, dau
mat, sung huyét mét, phu quanh mét (ké ca pht mi mat).

- Cdc réi loan tim:

Chua rd: loan nhip that, xo4n dinh (da dugc bao cao chu yéu & nhimg
bénh nhan cé yéu 16 nguy co kéo dai khoang QT), khoang QT bi kéo
dai.

- Cdc réi loan tiéu héa:

Chua r3: budn nén.

- Cdc réi loan ¢ da va mé dudi da:

Chua rd: hoi chimg Stevens — Johnson, hoai tir thugng bi nhiém doc.
14. Qui lidu va cich xir tri:

- Khdng dugc sir dung qué lidu chi ddn cua thay thude.

- Khi qua liéu tai chd nho mét c6 thé ding nudc 4m dé rira mit. Dong
thoi, cén tién hanh didu tri triéu chimg. Theo doi dién tam do nén
duoc thuc hién do c6 kha nang kéo dai khoang QT.
Thong bdo cho Bdc si nhiing tdc dung khong mong muédn gap

phii khi sir dung thudc.

15. Cic du hiéu cin luu ¥ va khuyén cso:

Chua tim thay tai liéu cho ndi dung nay.

Han dung: 24 thang k& tir ngay san xudt.

Han ding sau khi mé nip: 4 tun ké tur khi mo nép.

Bio quén: Noi kho, nhiét do khong qua 30°C, tranh anh sang

Pé xa tim tay ciia tré em.

Poc kj hudng dén sir dung triede khi ding.

Thudc nay chi ding theo don ciia Bdc si.

Néu cin thém théng tin, xin héi y kién Bdc si.

Ngay xem xét sira ddi, cdp nhit lai ndi dung huéng din sir dung
Cong ty san xuit

CONG TY CO PHAN DUGQC — TTBYT BINH PINH (BIDIPHAR)
498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh
Dinh, Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.384684
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To hwéng din sir dung thude cho bénh nhén

Thubc nhé mit BILOXCIN® EYE

Q .
) cd PHH o i
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' TE BINH BINH
(BIDIPHAR)

- Dé xa tam tay tré em.

- Doc kj huéng dan sie dung trude khi ding.

- Thude nay chi dwge ding theo don cia bdc sy.

- Théng bdo cho duwoc sy hodc bdc sy nhitng tdc dung khong mong muon gdp phdi khi su
dung thuéc.

1. Thanh phan ham lwong cia thude: cho 1 lo 5ml:

- Hoat chét:

OIIOEBCIN & v vssmisaas s 15 mg

- Té dugc: Acid acetic, E.D.T.A, natri hydroxyd, nipagin (0,06%), D-Manitol, natri

acetat.3H,0, nudc cét.

2. M6 ta san phidm

Dung dich trong subt, khong mau hodc vang nhat
3. Quy cach dong goi p
Hop 1 1o 5 ml, kém toa huéng dan st dung.

4. Thudc ding cho bénh gi?

Piéu trj cac bénh viém két mac, loét giac mac do cic ching vi khuan nhay cam véi
ofloxacin. -
5. Nén dung thudc nay nhuw thé nao va lidu lwong?

- Cach dung:

+ Rira tay sach tru6e khi nho mit.

+ M& mit can nhé, nghiéng diu ra sau, nhin thing dung.

+ Nhe nhang kéo mi mét dudi xudng.

+ Pé dau lo thudc gin mét (tranh 6ng nho giot cham vao mat, mi mat hay 16ng mi), nho

thube vao mit.

+ Nham mit lai va chép mit.

+ Khi nhdm mat, 4n nhe ngén tay 1én goc trong clia mat.
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+ Dung khan sach, lau dich con du thoat ra khoi mit.

- Puong dung: nhé mit.

- Liéu dung:

+ Viem két mac:

++ 2 ngay dau: nho 1 — 2 giot/2 — 4 gid khi mét hoat dong.

++ 5 ngay tiép theo: nho 1 — 2 giot x 4 1an/ ngay.

+ Loét gidc mac:

++ 2 ngay dau: nhoé 1 — 2 giot mdi 30 phut (khi hoat dong mat) va sau khi nghi ngoi 4 — 6
gio.

++ Khoang 4 — 6 ngay tiép theo: nho 1 — 2 giot/1 gior (khi hoat dong mat).

++ Trong 3 ngay tiép theo hodc cho tdi khi khoi bénh: nhé 1 — 2 giot x 4 lan/ngay.

C6 thé tang giam lidu theo tinh trang nhiém khudn va theo chi dinh cua Béc si.

6. Khi nao khong nén dung thudc nay?

- Mén cam véi cac thanh phan cia thude hodc man cam véi cac quinolon khac.

- Phu nit ¢6 thai.

7. Tac dung khong mong mudn

- Tac dung chung:

Tac dung phu nghiém trong khi diing ofloxacin tic dung toan than la hiém va hau hét cac
truong hop ¢6 thé hdi phuc. Do mét luong nhé ofloxacin ¢é thé hap thu hé thng sau khi nho
mét nén cac tic dung phu c6 thé xay ra.

Céc phan loai tan suét: rit hay gap (> 1/10); hay gap (> 1/100 dén < 1/10); it gap (= 1/1.000
dén < 1/100); hiém gap (> 1/10.000 d&n < 1/1.000); rat hiém gap (< 1/10.000) va chua rd
(chua thé udc lugng duogc tan suét tir dir liéu hién co).

- Cdic réi loan hé tho‘ng mién dich:

Chua r6: cac phan (mg qué man ké ca cac dau hiéu hodc triéu ching cta di tmg mét (nhu
nglra mat va ngira mi mét) va phan Gng phéan vé (nhu pht mach, séc phan vé, kho tho, séc
phan vé, sung hau hong, phu mét, sung ludi.

- Cdc réi loan hé than kinh:

Chua rd: hoa mit.

- Cdc réi loan mdit:

+ Hay gap: kich trng mét, khé chiu mét.
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+ Chua r6: viém gidc mac, viém két mac, md mat, so anh sang, phu mét, cam giac ¢o vat la
trong mét, ting chay nudc mét, kho mét, dau mit, sung huyét mat, pht quanh mét (ké ca phu
mi mat).

- Cdc roi loan tim:

Chua rd: loan nhip that, xoén dinh (da dugc béo céo chu yéu & nhitng bénh nhan ¢6 yéu 16
nguy co kéo dai khoang QT), khoang QT bi kéo dai.

- Cdc réi loan tiéu hoa:

Chura r6: budn non.

- Cdic réi loan & da va mé duéi da:

Chua rd: hdi ching Stevens — Johnson, hoai tir thuong bi nhiém doc.

8. Nén tranh ding nhirng thuéc hoic thye phim gi khi dang sir dung nhirng thudc nay?
Chua c6 nghién ctru dac hi¢u vé tuong tac thude duge thuc hién véi ofloxacin nho mit.

Mic di ¢6 nhitng bao cdo vé ting doc tinh 1én hé than kinh trung wong khi két hop dong thoi
liéu tac dung toan than cta fluoroquinolon va thudc khang viém non-steroid, nhung tac dung
nay khong dugc bao cao khi két hop sir dung liéu NSAIDs va ofloxacin tdc dung toan than.
Mot s6 quinolon tac dung toan than trc ché do thanh thai cua caffein va theophyllin da duoc
bao c4o. Cac nghién ctru vé twong tac thude tién hanh vai ofloxacin tic dung toan than da
chimg minh rang d6 thanh thai cua caffein va theophyllin bi anh hudéng khong déng ké boi
ofloxacin.

Ofloxacin cling nhu céac fluoroquinolon khac nén st dung than trong & nhirng bénh nhan
dang st dung céc thude kéo dai khoang QT (nhu thude chéng loan nhip tim nhom IA va I11.
thudc chéng trdm cam ba vong, macrolid, thude chéng loan th?m).

9. Can lam gi khi mdt 1in quén khéng dung thubc?

Khi mét 1an quén khong dung thube, nhé mit ngay khi nhé ra trir khi gan nhu t6i thoi diém
dung liéu tiép theo. Khong dung liéu gip doi dé thay thé cho liéu da quén. Tiép tuc nho mat
theo chi dinh cua bac s§ hodc hudng dan ¢ muc 5.

10. Can bao quan thudc nay nhw thé nao?

Noi kho, nhiét do khong qua 3OOC, tranh anh sang.

11. Nhirng tri¢u chirng va dau hiéu khi diang thudc qua lidu?

Khong nén st dung qué liéu chi dan cta thay thudc.

12. Can phai lam gi khi diang thudc qua liéu khuyén cio?
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Khi qué liéu tai chd nhd mét co thé dung nude 4m, sach dé rira mét. Nho liéu tiép theo nhu
chi dinh ctia bac s§ hodc huéng dan & muc 5.

13. Nhirng diéu cin thin trong khi diing thude nay?

- Thubc nhé mét khong dugc tiém.

- An toan va hi€u qud ctua thudc & tré em dudi 1 tudi chua duogc xac dinh.

- Phan tng qud mén nghiém trong va doi khi gdy tir vong da dugc bdo cdo & nhimg bénh
nhén dung quinolon toan than (bao gdém ca ofloxacin) sau khi dung mot vai liéu dau tién.
Mot s6 phan tng kém theo goém: truy tim mach, mét y thtrc, phut mach (bao gom ca phu
thanh quan, hiu, mit), tic nghén duong thd, kho tho, ndi mé day va nguta.

- Néu phan ung qua méan xay ra, ngung st dung thude. Str dung thude than trong ¢ nhing
bénh nhén ¢6 biéu hién nhay cam véi cac quinolon khéc.

- Khi sir dung thubc, nguy co doan miii — hong c6 thé g6p phan cho sy xudt hién va khuéch
tan ctia cac vi khuin khang thudc cin duoc xem xét. St dung thudc kéo dai co thé dan dén
su phat trién qua muc cua cac vi sinh vat khong nhay cam.

- Néu nhiém tring nang hon hodc khong cai thién 1am sang trong thoi gian didu tri, ngung su
dung va tién hanh diéu trj thay thé.

- Réi loan tim:

+ Théan trong khi st dung fluoroquinolon (bao gém ca ofloxacin) ¢ nhitng bénh nhéan cé
nguy co kéo dai khoang QT nhu:

++ Hoi ching kéo dai khoang QT bam sinh.

++ St dung dong thoi véi céc thude kéo dai khoang QT khac (thude chdng loan nhip nhom
IA va III, thube chéng trAm cam ba vong, macrolid, thube chéng loan thén).

++ Mt can bang dién giai nhu: ha kali mau, ha magie mau.

++ Bénh tim mach: suy tim, nhdi mau co tim, nhip tim cham.

- Bénh nhan cao tudi va phu nit nhay cam hon vé6i cac thude kéo dai khoang QT. Vi viy can
than trong st dung & cac doi tugng nay.

- Dit lidu hiéu qué va an toan ciia thudc rat han ché trong diéu tri viém két mac & tré so sinh.
- Str dung thube dé diéu tri viém méit & tré so sinh gdy boi Neisseria gonorrhoeac hoic
Chlamydia trachomatis khong dugc khuyén céo do chua danh gia dugc & nhiing bénh nhéan

nay.
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- Stir dung & nguoi cao tudi: chua c6 dit lidu so sanh vé lidu st dung & ngudi cao tudi voi cac
céc nhom tudi khéc.

- Céc cdng bd 1am sang va cén 1am sang da bao céo su xut hién cla thung gidc mac khi su
dung cic thudc nhé mit fluoroquinolon & nhitng bénh nhan bi khuyét tat biéu mo gidc mac
hodc loét gidc mac tr trude. Tuy nhién, nhitng yéu t& gay nhidu déang ké & cac bao cao nay
bao gém: tudi cao, co cac vét loét 16n, cac bénh vé mét kém theo (nhu kho mit nang), cac
bénh viém toan than (nhu viém khép dang thip) va nho mat dong thoi cac thube khang viém
steroid hoac non-steroid. Tuy nhién, can than trong vé nguy co thung gidc mac khi diéu tri
cho bénh nhéan bi khuyét tat biu mo giac mac hodc viém loét giac mac.

- Xudt hién cac chét ling gidc mac dd duge bao cdo trong qua trinh diéu tri v&i thude nho
mat.

- Str dung liéu cao, kéo dai ctia cac fluoroquinolon khac trén dong vat thir nghiém da gdy duc
thity tinh thé. Tuy nhién, anh huéng nay chua dugc bdo cdo & nguoi va cling khong duoc ghi
nhan sau khi nho mét véi ofloxacin dén 6 thang trong nghién ctru & dong vat, ké ca trén khi.

- Nén tranh tiép xuc véi 4nh nang mat troi hodc tia UV trong khi st dung ofloxacin do ¢o
kha ning man cdm véi anh sang.

- Str dung kinh 4p trong khong dwgc khuyén cédo ¢ nhirng bénh nhan diéu tri nhiém trung
mat.

- Biloxcin® eye chira nipagin 1 chét bao quan nén c6 thé gay ra phan ung di tmg (c6 thé xay
ra cham).

14. Khi nao can tham vén bac sy, dwgc s§?

Can tham van dugc sy, bac sy khi:

- Tién sir di ung v&i thube va cac thanh phan cta thude.

- Pang nho mit bat ky céc loai thude nao khi duoc chi dinh dung ofloxacin.

- X4y ra c4c tac dung phu trong qua trinh dung thudc.

Néu can thém théng tin xin héi y kién bdc sy hodc dicoc sy.

15. Han dung ciia thudc

- Han dung: 24 thang ké tir ngay san xuét.

- Han dung sau khi pha ché: 4 tuan ké tir khi m& nép.

16. Tén, dia chi, biéu twong cia nha san xuit

- Tén: CONG TY CO PHAN DUGC — TRANG THIET BI Y TE BINH DINH (BIDIPHAR)

y
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- Dia chi: 498 Nguyén Théi Hoc, phuong Quang Trung, thanh ph6 Quy Nhon, tinh Binh
Pinh

- Bi€u tugng nha san xuat:

'l

Bidiphar

17. Ngay xem xét sira doi, cip nhat lai ndi dung hwéng dan sir dung thude

L >
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DANH MUC TAI LIEU THAM KHAO

Stt Tén tai liéu tham khao Ap dung cho ndi dung ,

1 |To tom tit san phdm “Exocin” | - Duoc dong hoc
(tham khao EMC). - Than trong
Link tham khao: | - Twong tac thude va cac loai twong tac khac.
https://www.medicines.org.uk/emc/ | - Tdc dung khong mong mudn |
medicine/5285

|

2 | To tom tit san phim “Ocuflox” | - Dwgce dong hoc i
(tham khio FDA) |
Link tham khao: |
http://www.accessdata.fda.gov/drug
satfda_docs/label/2016/0199215021 |
IbL.pdf

3 | To thong tin cho bénh nhén san |- Cin phai lam gi khi dung thudc qua liéu
phdm “Exocin” (tham khao EMC). khuyén cao? E
Link tham khao: - Can lam gi khi mdt lan quén khong ding |
https://www.medicines.org.uk/emc/ | thude? i “1{‘;
medicine/12142 |

4 | Tai liecu EMA Than trong véi ta dwec nipagin. 1
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