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Thubc khing khuén udng cé phﬁ rong
vién nén Cravit® (250mg va 500mg)

(Levofloxacin)

Cravit 1a thudc khang khuén quinolone loai ubng c6 phd tac dung rong, chira levofloxacin,
hoat tinh dudi dang quang hoc déng phéan (-S) cua ofloxacin racemat, dugc téng hop tai
Daiichi Pharmaceutical Co. Ltd. Cravit ¢é hoat tinh khang khuan rong va co6 hiéu luc chong
cac vi khudn Gram duong nhu Staphvlococcus aureus, Staphylococcus saprophyticus,
Streptococcus pneumoniae (bao gém cac chung khang penicillin), Streptococcus pyogenes,
Enterococcus faecalis, va cac vi khuan Gram &m nhu Escherichia coli, Klebsiella
pneumoniae, Proteus mirabilis, Pseudomonas aeruginosa, Haemophilus influenzae,
Haemophilus parainfluenzae, Enterobacter cloacae, Moraxella catarrhalis, Legionella
pneumophila va céc vi sinh vét khac nhu Chlamydia pneumoniae, Mycoplasma pneumoniae.
Cravit dugc chuyén nhanh vao moi md va co nong do cao tai d6 nhung khong tich liy va
phan lén duoc thai qua nuée tiéu dudi dang khong chuyén hoa.

Cravit c¢6 hiéu luc 1am sang trén nhiém khuan dudng hd hip, dudmg tiét niéu-sinh duc, nhiém
khuan da va céu tric da. Jv;

THANH PHAN

Vién nén Cravit 250 va vién nén Cravit 500 mau lréng—véng nhat toi tréng-dé nhat, hinh
thudn, hai mat 151, bao phim, moi vién nén chira 250mg va 500mg levofloxacin.

T4 dugce: Methylhydroxypropylcellulose. Crospovidone, Cellulose vi tinh thé, natri stearyl
fumarate, Macrogol 8000, Titanium dioxide E 171, Talc, Oxid sit do E 172, Oxid st vang E
172.

CHI PINH

Vién nén Cravit diing cho ngudi 16n (> 16 tubi), diéu tri cac nhiém khuan nhe, trung binh va
nghiém trong do cac ching nhay cta cac vi sinh vt trong cac diéu kién ghi sau day:

1. Viém xoang cap do Streptococcus pneumoniae, Haemophilus influenzae hoac Moraxella

catarrhalis.

2. Dot kich phat cAp tinh ciia viém phé quan man tinh do Staphylococcus aureus,

Streptococcus pneumoniae, Haemophilus influenzae, Haemophilus parainfluenzae hoédc
Moraxella catarrhalis.

3. Viém phoi miac phai & cong dong do Staphylococcus aureus, Streptococcus pneumoniae
(bao gbm chung khéng penicillin), Haemophilus influenzae, Haemophilus parainfluenzae,

Klebsiella prneumoniae, Moraxella catarrhalis, Chlamydia pneumoniae, Legionella
pneumophila, hodc Mycoplasma pneumoniae.

4. Viém phdi mic & bénh vién do mam nhay cam v&i methicillin, nhu Staphylococcus
aureus, Pseudomonas aeruginosa, Serratia marcescens, Escherichia coli, Klebsiella
pneumoniae, Haemophilus influenzae hodc Streptococcus pneumoniae. Khi 1am sang doi ho,

c6 thé dung didu tri bb trg. Néu Pseudomonas aeruginosa dugc coi la ding va duoc ching
minh la khudn gy bénh, thi nén phdi hop levofloxacin véi mdt beta-lactam chdng
Pseudomonas.

5. Nhiém khuan da va ciu tric da khéong bién chikng (tir nhe t&i trung binh) bao gbm ap-
xe, viém méd té bao, dinh nhot, chdc 10, viém mu da, nhlem khuan vét. thucmg do
Staphy[ococcus aureus va S!reptococcus pyogenes. HAL By

6. Nhiém khuin da va céu tric da c6 bién chirng (tir nhe toi ty ) do mam n.hay véi
methicillin nhu Staphylococcus aureus, Enterococcus faecalis, @procowﬂ&‘ ﬁy@genes ,hoac
Proteus mtrabzhs . %

7. Nhiém khuin duwomg tiét niu (tr nhe toi trung bi do, @nremcoccm Jaeca{ls ;
Enterobacter cloacae, Escherichia coli, Klebsiella pngu omq’;‘? Proteus fﬁ;mbﬁs )
Pseudomonas aeruginosa hoac Staphylococcus saprophyticus. o
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8. Viém tuyén tién liét man tinh do Escherichia coli,

Staphylococcus epidermidis.

9. Viém thin-bé than (tir nhe 161 trung binh) do Escherichia coli.

Enterococcus faecalis hoac

10. Piéu tri theo kinh nghiém bénh viém phdi mac phai & cdng déng thuomg gay ra do cac

vi sinh vat nhay cdm véi levoltloxacin.

LIEU LUQNG VA CACH DUNG

Pé diéu tri viém phéi mic phai & edng déng: ubng moi ngay mot lan 500mg hodc 750mg

levofloxacin.

Bénh nhian ¢b chire ning thin binh thwong:

Nhiém khuan Liéu don Tén sé Thoi gian Liéu mbi
, (mg) dung (ngay) | ngay (mg)
Viém xoang cap tinh 500 timg 24 g1s 10-14 ngay 500
Dot kich phét ciia viém phé quan man 500 tirng 24 gidy 7 ngay 500
Viém phdi mic phai ¢ cong dong 500 tirmg 24 gio 7-14 ngay 500
Viém phdi mac phai ¢ cong dong 750 timg 24 gio 5 ngay 750
Viém phéi mac phai & bénh vién 750 tirng 24 gicr 7-14 ngay 750
Nhiém khuan da va cau tric da khéng 500 ting 24 gidyr 7-10 ngay 500
bien chiing
Nhiém khuan da va cau tric da ¢é bién 750 ting 24 gidy 7-14 ngay 750
chang
Viém tuyén tién liét man do nhiém 500 timg 24 gy 28 ngay 500
khuan
Nhiém khuan dudng tiét niéu cd bién 250 timg 24 gio 10 ngay 250
chung
Nhiém khuin dubng tiét niéu khéng 250 ting 24 gidy 3 ngay 250
bién ching
Viém bé than-than 250 tirng 24 gioy 10 ngay 250

Bénh nhin suy chixc ning thin:

Tinh trang than \

Liéu khoi dau

Liéu tiép theo

Viém xoang cip/ Dot kich phét cia viém phé quian man tinh/ Nhiém khuin da vé cdu tricc

da khéng bién clirng/ Viem tuyén tién liét man do vi khuin.

CLck tir 50 - 80 mL/phit

khéng can chinb liéu

CLcg 1r 20 - 49 mL/phut 500 mg 250 mg tirng 24 gid
Clcrir 10 - 19 mL/phut 500 mg 250 mg tung 48 gi&y
Loc mau 500 mg 250 mg tung 48 g
CAPD 500 mg 250 mg tung 48 gio

Nhiém khuin da va cu tric da c6 bién chitng/ Viém phoi mic phai & bénh vién/ Viém

phoi miic phai & céng ddng.

Trang thai than

Liéu don (mg) ‘ Lidu mSi ngay (mg)

\ Thoi gian dung

Cleg 50 - 80 mL/phiit

lchong can diéu chinh lidu

Cleg 20 - 49 mL/phit 750 750 timg 48 gior
Cleg 10 - 19 mL/phit 750 500 timg 48 gio
Tham tach loc mau 750 500 tirng 48 g
CAPD 750 500 timg 48 gi&r

Nhiém khudin phive tap dwiong niéu, Viém thin, bé thin

& VA b

CLcg 2 20 mL/phnt

khéng cin gli¥iéu

CLcg tir 10 - 19 mL/phit

250 mg |

2f0shg tm‘@f\ﬁfg“glfﬂ

Nhiém khuin khéng phirc tap dwong tiét niéy | khong cdnhinh feu e
Cl.cg : d6 thanh lgc creatinin i ﬂ ‘rc; 3.. G 3
CAPD: tham tach mang bung man tinh & ngudi khdng phai nim S ‘“'_ 5 31
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Khi chi c6 s6 liéu vé ndng d6 creatinin-huyét thanh, cé thé dung cong thirc sau day dé danh
gia d6 thanh loc creatinin:
Nam gidi: CLcgr(mL/phut) = thé trong(kg) x (140-tudi)
72 x creatinin huyét thanh (mg/dL)

N{ir gigi: 0,85 x gia tri tinh & nam gidi
Creatinin-huyét thanh ciing c6 thé tiéu biéu trang thai cua chirc nang thén.
Bénh nhéan suy chirc ning gan: Khong can chinh liéu, vi levofloxacin khéng chuyén hoa
manh qua gan va dudng dao thai cha yéu qua than.
Ngudi cao tudi: Khéng can diéu chinh lidu & ngudi cao tudi, trir khi phai can nhic vé chirc
nang than.

CHONG CHI PINH

Khong dung levofloxacin cho nhiing bénh nhan sau:

1. Bénh nhan c6 tién sir qud min cam véi levofloxacin, ofloxacin hodc véi bat cit thanh phén
nao cua thudc.

2. Nguoi bi dong kinh.

3. Nguoi co tién sir rdi loan gén do ding fluoroquinolon.

4. Tré em va thiéu nién (dudi 16 tudi).

5. Ngudi mang thai hoac phu nir nghi ngo ¢o thai.

6. Thoi ky cho con bu. J?
y 4

THAN TRONG

Dung thén trong vién nén Cravit cho nhitng bénh nhan sau day:

1. Suy chirc ndng than

2. Tiép xtc tryc tiép voi dnh sang mat troi.

3. Co hodc nghi ¢6 rdi loan than kinh trung uong cd thé gay con dong kinh.

4, Ngudi tieu dudng dang dung phdi hop véi thude ubng ha glucose-mau (ddc biét véi

sulfonylureas hodc véi cac thude insulin)

Bénh nhan cé tién st mAn cam véi khang sinh nhom quinolone.

6. Bénh nhén cé bénh tim nang nhu loan nhip tim, thiéu mau co tim cuc bo (khoang QT c6
thé kéo dai) bénh nhéan rdi loan chét dién giai chua duoc diéu chinh (nhu ha kali mau, ha
magie mau) va bénh nhan dang diing thubc chdng loan nhip nhém TA va II1.

7. Bénh nhan ¢6 nhuge co ndng (cac triéu chirng ¢o thé nang lén).

n

CANH BAO

1. Levofloxacin tan hon cac quinolon khac, nén can gitr vimg su hydrat héa bénh nhan cho
thich hop dé ngan ngira su tao nén nudce tiéu qua co dic.

2. Bénh than cép tinh hodc viém than ké.

3. Tranh tiép xtc nhiéu véi anh sang mat troi. Tuy nhién, da thdy doc tinh véi anh sang o ti
1é rat hiém <0,01%. Can dimg thudc néu thdy c6 ddc tinh vai anh sang (nhu kich tmg da).

4. Réi loan duong huyét: Trong giai doan giam sat hau marketing, giam duong huyét va tang
dudng huyét da duge bao cdo trén bénh nhéan ding levofloxacin. Cac triéu chimg nghiém
trong nhu hén mé giam duong huyét da duge bdo cdo trén bénh nhan dung levofloxacin.
Giam dudmg huyét c6 xu hudng phat trién trén bénh nhan tiéu dudng mellitus (dac biét
trén nhiimg bénh nhan dung thudc tiéu duong nhom syl[onylurea h%c cac ché phim
insulin), bénh nhan suy giam chirc nang than hoac bénh nhan

5. Viém rudt nghiém trong phan co mau, nhu viém rudt ma ? Neu g;mt};leu chung dau
bung hodc thuong xuyén tiéu chay, can dimg ngay diéu 8 ng lﬂ.%ﬂoxacm va cé blen
phéap diéu tri thich hop.

6. Globin co niéu kich phat bleu hién nhu dau co, yéu, ta gfl( C@PK) va tang 1@:}/051971311:1
trong huyét twong va nude tiéu... va sau do6 1a suy giam ¢ Lr&angéjhan cap. ..-&

\0 C’G @%3
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7. Cac rbi loan co gan nhu viém gan Achile hodc dit gin: néu nhu quan sat thdy c6 triéu
chimng dau va phu ¢ khu vuc quanh gén thi cin dimg ngay diéu tri bang levofloxacin va
cin c6 bién phéap diéu tri thich hop. Nguy co viém gin va dit gan tang trén nhimg bénh
nhén trén 60 tudi va trén cac bénh nhan diéu tri ddng thoi véi corticoid va cac thube chdng
thai ghép.

8. Levofloxacin c6 thé tic ché su 16n 1én cua Mycobacterium tuberculosis, vi vay ¢d thé cho
két qua 4m tinh gia khi chin doan bénh lao bang phwong phap vi sinh.

9. Mot s6 tac dung ngoai y (xin xem phan TAC DUNG PHU) c6 thé anh huong x4u téi kha
nang tap trung va phan tmg ctia bénh nhan, do d6 no c6 thé 1a nguy co gy hai khi cac kha
nang do la quan trong (nhw lai xe hoac van hanh may).

10. Sbc hoac cac phan img phan vé (triéu chimg ban dau nhu ban do, rét run, kho tho...)

11. Viém da hoai tir doc tinh (TEN) hoac cac hdi chiung da-niém mac-mét (nhu hoi chimg
Stevens-Johnson).

12. Co giét.

13. Khoang QT kéo dai hoac nhip nhanh thét (bao gdm ca Torsades de pointes): Trong giai
doan giam sat hau marketing, khoang QT kéo dai ddi khi din téi nhip nhanh that bao gom
torsades de pointes dwoc béo cdo trén bénh nhin dung levofloxacin. Nguy co bién cb nay
c6 thé tang trén bénh nhan cé bénh tim nang (nhu loan nhip tim va bénh co tim cuc bd)
bénh nhin giam kali mau chua dugc cin bang, bénh nhan dung cac thude chdng loan nhip
nhom IA (quinidine sulfate, procanamide hydrochloride) va nhém III (amiodarone
hydrochloride, sotalol hydrochloride) va trén bénh nhan 16n tudi.

14. Viém gan bung phat, ri loan chirc nang gan hoac vang da (triéu ching ban dau: budn
ndn, ndn, chan an, kho chiu, ngua...)

15. Giam toan bd huyét ciu, mét bach cau hat (triéu chimg ban dau nhu sbt, dau hong, kho
chiu...), thiéu mau tan mau c6 huyét niéu hoic giam tiéu cau.

16. Viém phdi k& hoac viém phéi ua eosine kém véi sot, ho, kho thd, hinh anh X-quang nguc
bét thuong, hoac wa eosine... c,le.

17. Triéu chtmng than kinh nhu 14n, mé sang, trim cam.

18. Viém mach min cam: Néu cac triéu ching nhu sbt, dau bung, dau khdp, ban Xudt huyét
hoac phét ban va quan sét thiy c6 dau hiéu sinh thiét da cia viém mach cin dimg diéu tri
levofloxacin va diing cac bién phap diéu tri thich hop.

19. Con cip nhuoc co nang.

20. Bénh nhén dung lidu levofloxacin 750mg ¢ thé gap mot sé phan ing phu nhu chong mit,
dau dAu, budn ndén va ndn véi tan suét cao hon khi dung liéu levofloxacin 500mg.

Tac dung Ién kha nang lai xe va viin hanh may moéc

Cac phan tng than kinh nhu hoa mét/chéng mit va ngl ga c6 thé xuét hién. Do vay, bénh
nhéan cin dugc thong béo cic phan wng phu trén than kinh c6 thé anh huong dén kha nang tap
trung va phan ng cta bénh nhan, va c6 thé giy nguy co trong nhing truong hop ma kha
nang tap trung va phan g la cuc ky quan trong (nhu cac hoat dong trén cao, lai xe hoac vén
hanh may moc)

Khi mang thai: Levofloxacin khong cé anh hudng trén su sinh san & chuét cng, khi uéng
lidu cao 360mg/kg/ngay. Levofloxacin cling khong ¢6 doc tinh gy quai thai trén chudt cong,
khi cho udng voi lidu cao 810mg/kg/ngay hogc ti€ém tinh mach téi lﬁOmg/kg/ngay Khéng
thay ddc tinh gdy quai thai trén tho khi cho uong 50mg/kg/ngay. .~

Do thiéu dir licu trén ngudi va do nguy co trong thuc ) é_@]ﬁ( 0 su huy hoal do
fluoroquinolon dén sun chiu dung sirc nang cua co thé dang men ﬁqp,, cam dung vién
Cravit 500 cho ngudi mang thai (xin doc muc Chéng chi dinhf.
Thoi ky cho con bu: Do thleu dit liéu trén ngudi va do nguy troqg lhuc nghiémeco sir huy
hoai do ﬂuoroqumolou dén cac loai sun chiu dung stc nang bta c& thé dang phatgfnen., nén
cdm ding vién Cravit 500 cho ngudi trong thdi ky cho con bt] ('Em chc muc Chong@’hl dﬂ)h);

\ /’/' 2&% “‘4
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Véi tré em: Chua xac dinh duoc hiéu luc va do an toan cua levofloxacin ¢ tré em va thiéu
nién dudi tudi 16. Quinolon, bao gdm levofloxacin, gay bénh khép va bénh xuong-sun & déng
vét non & nhiéu loai.

Véi ngudi cao tudi: Tinh theo do thanh loc creatinin, cac tinh chat dugc dong hoc cua
levofloxacin khong c6 khac nhau gitra ngudi treé va ngudi cao tudi. Tuy nhién, vi thudc nay
thai chu yéu qua thén, nguy co cac phan umg doc do thube nay ¢ nguoi suy than co thé 16n
hon. Ciing vi ngudi cao tudi dé ¢6 suy chirc nang than, nén cin than trong khi chon liéu va cé
thé co ich dé theo déi chirc nang than.

TUONG TAC

1. Thube khang acid, sucralfat, cation kim loai, multivitamin: Trong khi sy tao phirc voi
céc cation héa tri 2 it xay ra véi cac quinolon khac, thi véi Cravit 500 ¢é khac: phéi hop
vién nén Cravit 500 vé&i thude khang acid chira magié, nhém hodc véi sucralfat, céc cation
kim loai nhu sét va cac ché pham multivitamin voi kém s& c6 tuong tac voi su hip thu coa
levofloxacin & dng tiéu hoa, lam cho ham lwong khang sinh s& thap di trong méu so véi
mong mudn. Do d6, chi nén ubng cac thube nay 2 gitr trude hodc 2 gior sau khi diing
levofloxacin.

2. Theophyllin, fenbufen hodc cac NSAID: Trong nghién ctru lam sang, khong cé tuong
tac duge dong hoc gilta levofloxacin voi theophyllin. Tuy nhién, c6 nhimg chi dinh lam
kéo dai su giam ngudng con dong kinh khi phdi hop qumolon vGi cac thube khac cling
lam giam ngudng con déng kinh (nhu theophyllin) hodc v&i fenbufen hodc cac thube
chéng viém khong steroid tuong tu.

3. Thudc chong tiéu dwing: Co gip rdi loan glucose-mau, bao gdm tang dudmg huyét va
glam dudng huyel & bénh nhan phbi hop quinolon véi thubc chdng tiéu duong. Vi vay,
can theo ddi cdn than glucose-mau khi phdi hop nhu vay.

4. Thubc chdng dong mau (wafarin)

Dung cing véi warfarin da duoc béo cdo la lam ting hidu qua cua warfarin (chuyén hoa
warfarin & gan bi trc ché, hodc warfarin tw do c6 thé ting bang cach thay thé canh tranh vi
tri lién két protein) va do dé kéo dai thoi gian prothrombin.

5. Thubdc chéng loan nhip nhém IA va nhém III
Levofloxacin ding than trong voi bénh nhan dang st dung thube chong loan nhip nhom
[A (nhu quinidine sulfate hay procainamide hydrochloride) va thubc chéng loan nhip
nhém III (nhur amiodarone hydrochloride va sotalol hydrochloride). Khoang QT c6 thé bi
kéo dai. 4

3,

PHAN UNG CO HAI
Céc phan tmg phu sau day dugce bao cdo trong cac nghién ciru lam sang trong giai doan hau
marketing. Ti 1¢ duoc néu ra dudi day khi dung vién nén levofloxacin 500 mg trén tong so
1930 b¢nh nhan cua cac nghién ciru 1am sang pha 3 va pha 4 g6p lai (1582 bénh nhén trong
thir nghiém 1am sang pha 3 tién hanh & Nhat Ban (337 bénh nhan) va Trung Qudc (1245 bénh
nhén) va 348 bénh nhan tir thir nghiém 1am sang pha 4) hodc 29.880 bénh nhén trong nghién
ciru hdu marketing dugc tién hanh & Nhat Ban. Néu ti Ié tac dung phu khac nhau gitra cac
nhom (vi du nhu tir cac thir nghiém 1am sang gdp hodc ti 1€ tir cac nghién ciru hdu marketing),
thi ti 1é cao hon sé& duoc béao céo.

Ti 18 tAn xuét CIOMS sau dugc st dung:

Rét thuong gap ti 16> 10% S e
Thuong gap tile> 1% va < 10% /&éﬂ A
Khong thuong gap  tilé > 0,1% va < 1% Z > 0 Buls f
Hiém gap tile>0,01% va<0,1% i o o
Rat hiém ti 16 <0,01% W o,e ;_
*: xem phéan “Chu y” ti & 5—‘1 = }
3 % g £
\ o X r %@% ~ _';’
‘1/@ Jf 04 & -
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Mau va céc roi loan hé bach huyét

Khong thuomg gap: Thiéu mau.
Rat hiém: Giam tiéu cau*
Ti 1€ chua xac dinh Giam toan bd huyét cau, mat bach cau hat, thiéu mau tan mau

¢6 huyét ni¢u*

R6i loan hé théng mién dich
Ti lé chua xac dinh: phan tmg man cam*

Réi loan dinh dwing va chuyén héa

Khong thuong gap:  biéng an ’ i ‘

Ti1¢ chua xac dinh:  ha duong huyet (c6 thé ¢6 hén mé do ha dudng huyét)*, tang duong
huyet*

Cic rbi loan tAm thin

Thuong gap: mét ngi
Ti 1& chua xac dinh:  cac triéu ching than kinh nhu nham lan*, mé sang*, tram cam*, 4o
giac

Cac rbi loan hé than kinh

Thuong gap: Chéng mat, dau dau

Khong thuong gap:  ngu ga, té cong, run, giam tri tué, loan vi giac

Hiém: y thirc giam sut

R4t hiém: co giat*, mat vi giac

Ti 1 chua xac dinh:  rdi loan than kinh ngoai Vvi, rbi loan ngoai thap, mét khiru giac, loan
khiru giac.

Cic rdi loan trén mit lé

Hiém: nhin bat thuong e

Cic rbi loan tai va tai trong
Khong thuong gap:  u tai
Ti 1€ chua xac dinh:  mat thinh giac

Cic rbi loan tim ,

Khéng thuong gap:  danh trong nguc ‘

Ti 1€ chua xac dinh:  nhip nhanh that (bao gom Torsades de pointes)*, QT kéo dai*, nhip tim
nhanh.

Cic rbi loan mach ,
Rat hiém: Soc*
Ti I¢ chua xéac dinh:  Ha huyét ap

Cic rbi loan trung thit, ngwe, hé ho hip
Khong thuong gap:  Kho hong,

Ti 1é chua x4c dinh:  Viém phdi k&*, Viém phdi wa eosin* > "1:;5 HAL &
<

- As A gsA - & R
Cic roi loan hé tiéu hoa £ s Ho Wk
Thuong gap: Budn nén, ndn, tidu chay, kho chiu viin bungg‘
Khéng thuomg gap:  Dau ving bung, kho tiéu, day bung, oﬁgén,ag ) ‘2
Hiém: Viém da day 5 e - | )
Rat hiém: Viém luai s G S 9
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Ti 1€ chua xéc dinh:  Viém rudt phén cé mau, nhu viém rudt mang gia*.

Cic rbi loan gan mat: )
Khéng thuong gdp:  chuc ndng gan bat thuong
Ti 1€ chua xac dinh:  viém gan bung phat*, vang da*

Cic réi loan da va mé dwéi da

Khoéng thuong gap: ngira, phat ban

Hiém: gilt nwoc, may day

Rét hiém: nhay cam véi anh sang

Ti 1& chua xac dinh:  Viém da hoai tir doc tinh (TEN)*, hoi chimg da-niém mac-mat (Hoi
chimg Stevens Johnson)*, viém mach man cam*

Cic ri loan co xwong va md lién két

Khong thuong gap:  dau khdp, dau o cac chi, dau lung, yéu

Hiém: céc bénh khdp, dau co

Ti 1€ chua xac dinh:  Globin co niéu kich phat*, rdi loan gan nhu viém gan Achilles hoédc dut
gan*, con nhuoc co nang cip*, dit co. J

Cic rbi loan thin va tiét niéu ;f
Khoéng thuong gap:  huyét niéu
Hiém: da niéu, thiéu niéu, suy than cap*

Ti 1é chua xac dinh:  viém than k&, vo niéu, bi tiéu, dai rat, tic dudmg niéu

Cic roi loan chung va tai vi tri tiém

Khong thuong gap:  khat, khé chiu viung ngue, mét, cam giac nong, phu,
Rt hiém: sot

Ti € chua x4c dinh:  dau nguc

Cac phat hién khac

Thudng gap: AST tang, ALT tang, LDH tang, bach cdu giam, bach ciu wa eosin
tang,

Khong thuong gap:  creatinin tang, protein nieu duong tinh. phosphatase kiém tang, tang y-

GTP, bilirubin méu tang, bach cau giam, bach ciu trung tinh giam, CPK tang, c6 dudng niéu,

dudng huyét giam, tiéu cau giam.

Hiém: BUN tang, lugng nudce tiéu giam

Rét hiém: duong huyét tang

Théng bdo cho bdc st cdc tic dung khéng mong mudn gap phdi khi siv dung thudc

QUA LIEU

Theo nghién ciru doc tinh trén dong vat, nhing dau hiéu quan trong nhét gap phai sau khi
dung qua liéu vién Cravit 500 hodc 750mg la cac tridu ching & hé than kmh trung wong, nhu
14 14n, chong mat, suy giam y thirc, con co giét, cling nhu cac phan (mg vé tiéu hoa, nhur budn
nén va su6t niém mac. g‘\'\“‘f*' ‘

Khi cé qua lidu, can lam rdng da day. Uong thubc khang adf:i“geéb w‘g niém mac da day.
Khong c6 thudc chong doc dac hidu. Can theo dai bénh nhﬁn\’a gudhng' Viée bu dich cho
bénh nhan. Khé kéo levofloxacin ra khoi co thé bang than’f gfén lo¢"méu va thAm tach mang

[y
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DUQC LUC HQC

Levofloxacin la ddng phan L cta ofloxacin racemic. 1 thuéc khang khudn nhom quinolon.

Hoat tinh khang khuédn cua ofloxacin chu yéu la do déng phan L. Péng phan L manh hon

ofloxacin 2 lan.

Co ché tac dung cua levofloxacin va cua céac fluoroqumolon khic 1a do irc ché topoisomerase

IV va DNA gyrase cua vi khuén (ca 2 enzym nay déu la topoisomerase tuyp II), cic enzym

nay can cho su nhan doi, sao chép, sira chita va tai két hop cua DNA.

Levofloxacin ¢6 hoat tinh in vitro chéng mot pho rong cac khuan Gram am va Gram duong.

Levofloxacin thuong 14 diét khuén véi cac liéu bang hodc hoi 16n hon ndng do tre ché.

Céac fluoroquinolon, ké ca levofloxacin, khac v&i cac aminoglycosid, véi macrolid va céc

beta-lactam ké ca céac penicillin vé céu trac hoa hoc va vé co ché tac dung. Vi vay,

fluoroquinolon ¢6 thé ¢6 hoat tinh chéng vi khudn da d& khang véi cac nhom khang sinh ké

trén.

De khang véi levofloxacin do dot bién tu phat in vitro hlem gap (trong khoang 107 t&i 10"
) Mic dau c6 thdy khang chéo giira levofloxacin va mot so fluoroquinolon khac, nhung mot

s6 vi sinh vat da khang véi cac fluoroquinolon khac co thé van nhay voi levofloxacin.

Levofloxacin chimg to ¢6 hoat tinh chéng nhidu chung cua cac vi sinh vt sau day, ca in vitro

va ca trong nhiém khuan 14m sang d4 duoc mo ta trong muc Chi dinh.

Khuan Gram dwong wa khi: Enterococcus faecalis, Staphylococcus aureus, Staphylococcus

saprophyticus, Streptococcus pneumoniae (bao gdm chung khang penicillin), Streptococcus

pyogenes.

Khuan Gram am wa khi: Enterococcus cloaceae, E.coli, Haemophilus influenzae,

Haemophilus parainfluenzae, Klebsiella pneumoniae, Legionella pneumophila, Moraxella

catarrhalis, Proteus mirabilis, Pseudomonas aeruginosa.

Nhitng khuan khac: Chlamydia pneumoniae, Mycoplasma pneumoniae.

Nhitng di¥ ligu sau ddy dwoc chirng minh in vitro, nhung y nghia lam sang chwa ro:

Khuin Gram dwong wa khi: Staphylococcus epidermidis, Streptococcus (nhém C/F),

Streptococcus (nhom G), Streptococcus agalactiae, Streptococcus mileri, Streptococcus nhom

viridans.

Khuan Gram am wa Kkhi: Acinetobacter baumannii, Acinetobacter I[woffii, Bordetella

pertussis, Citrobacter (diversus) koseri, Citrobacter freundii, Enterobacter aerogenes,

Enterobacter sakazakii, Klebsiella oxytoca, Morganella morganii, Pantoea (Enterobacter)

agglomerans, Proteus vulgaris, Providencia rettgeri, Providencia stuartii, Pseudomonas

fluorescens, Serratia marcescens.

Khuin Gram dwong ky khi: Clostridium perfringens. ‘é

DUQC DONG HQC

Hap thu va nong d6 trong huyét thanh

Levofloxacin hip thu nhanh va hau nhu hoan toan sau khi ubng. Nong d6 dinh trong huyét
tuong thuomg dat sau khi ubng 1-2 gid. Sinh kha dung tuyét déi cua mét vién 500mg khoang
99%, chiing té sur hip thu hoan toan cua levofloxacin.

Duoc dong hoc cua levofloxacin la tuyén tinh va c6 thé du doan sau khi uéng mdt hodc nhiéu
liéu. Nong do dinh va day trung binh + SD dat duoc sau khi uéng nhiéu lidu trong ngay la
khoang 5,7 + 1,4 va 0,5 + 0,2 microgam/mL sau cac lidu 500mg va theo thir tw 1a 8,6 + 1,9 va
1,1 + 0,4 microgam/mL sau khi ding cac liéu 750mg.

Phin b o

Thé tich phan phoz trung binh cua levofloxacin thuong ¢ khoa% 1{-} ] ]2 lit sau khi uong cac
liu don va nhiéu liéu 500mg ching to thube dugce phan bo,raxe khap,fomg cac md cua co
the Levofloxacin dat mic dinh & md da va dich phong dgb da ¢ ng‘um khoe manh sau khi
uong khoang 3 gid. Ty sb sinh thiét mé da/AUC huyét tugn 108g bing 2, cor;ty s‘& dmh
phong dop da/AUC huyét tuong la khoang bang 1 sau k o nguoi khoe manb uonﬂ m01
ngay mot 1an 750mg va 500mg levofloxacin va udng nhleu‘p [,;évoﬂoxacm cﬂlg III?m 16t
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vao mé phdi. Cac ndng do & mod phoi thudomg gip 2-5 lan nong do trong huyét tuong va dat
khoang 2,4 - 11,3 microgam/gam qua thoi gian 24 gio sau khi uong liéu don 500mg.

In vitro, qua cac néng do levofloxacin huyét thanh/huyét twong & mic lam sang (1-10
microgam/mL), levofloxacin gin khoang 24-38% vao protein huyét thanh cua moi loai dong
vat nghién ciru, dugc xac dinh qua phuong phap thim tach can bang. Levofloxacin chu yéu
gan vao albumin huyét thanh nguoi. Su gan cua levofloxacin vao protein- -huyét thanh khong
phu thudc vao ndng do cua thuoc

Chuyén héa: Levofloxacin 6n dinh dudi dang héa lap thé & trong huyét trong va nudc tiéu
va khong chuyén hoa dé chuyén dang df)ng phan D-ofloxacin. Levofloxacin chuyén hoa yéu &
nguoi va dao thai chu yéu qua nudce tiéu dudi dang khong thay dbi. Sau khi udng, khoang
87% cua liéu dung dugc tim thiy nguyén ven trong nudc tiéu 48 gior, con <4% liéu dugc tim
thay trong phéan 72 gi6. Dudi 5% cua liéu dung duoc tim thay trong nugce tiéu dudi dang cac
chét chuyén hoa desmethyl va N-oxyd, 1a nhitng chit chuyén hoa tim thiy & ngudi va it c6 tac
dung dugc ly.

Thai trir: Levofloxacin thai manh qua nudc tiéu dudi ~dang nguyén ven. Thoi gian ban thai
trung binh trong huyet twong khoang 6-8 gid sau khi udng mét hodc nhidu lidu. D6 thanh loc
trung binh cua co thé va d6 thanh loc qua than khoang 144 - 226mL/phit va 96-142mL/phut.
Ty I€ d6 thanh loc qua than du thira cua loc qua cau than ching to c6 dao thai tich cuc cua
levofloxacin qua éng than kém vao co ché loc qua cau than. Phéi hop véi cimetidine hodc
probenecid lam giam khoang 24% hodc 35% d¢ thanh loc cua levofloxacin qua thén, chung
minh 1a dao thai cia levofloxacin con xay ra & 6ng luon gin. O ngudi udng levofloxacin,
khong tim thy tinh thé levofloxacin trong cac mau nude tiéu thu thap duoc. K1

MO TA z

M ta san phim:

Vién nén Cravit 250 va vién nén Cravit 500 mau vang nhat-tring t&i do nhat-tring, hinh

thudn, hai mit 161, bao phim, mdi vién nén chira 250mg va 500mg levofloxacin.

Tinh chit héa 1y caa hoat chit:

Tén khong thude quyén so hiru: Levofloxacin

Viét tat: LVFX

Tén héa hoc: (-)-(S)-9-fluoro-2,3-dihydro-3-methyl-10-(4-methyl-1-piperazinyl)-7-oxo-7H-
pyrido [1,2,3-de] [1,4] benzoxazine-6-carboxylic acid hemihydrate

CAu trac hoa hoc:

(o]
F._\_ o~ b COOH
R .
SN 2H,O
N~ S _~TH
HaC -
CHg

Cong thire phan ti: C gH20FN304 © 1/2H,0

Phén tur lugng: 370,38

Piém chay: 222° - 230°C (phan hity)

M& ta: tinh thé hoac bot két tinh, tring hoi vang toi trng vang, khong mui va vi dang. Tan dé
trong acid acetic lanh, kho tan trong nudc va methanol, tan mot phé‘m trong ethanol, khong tan
trong ether, nhay cam véi anh sang.

. ?:('rlﬂi i
BAO QUAN VA THAO TAC //é&
Phin loai thube T gt
1. Than trong: chi sir dung theo toa ké hodc chi dan cua bac §i.8 ~
A . . 10 A . w ® . T
2. Thudc ¢6 muc dich diéu tri. S 5. C
Bio quan: bao quan duai 30°C \ s -
Y . = o 4 4 - H :Q, ft
Han dung: ghi ¢ ngoai bao bi. \ P k“'@(/ 5 f _
\ Q‘v @% V‘Efi; A h‘/’j
/ v § C
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Cravit vién nén 250mg: han ding 48 thang ké tir ngay san xuat
Cravit vién nén 500mg: han dung 60 thang ké tir ngay san xut.

PONG GOI

Vién nén 250mg, vién nén 500mg.

Hop 1 vix 5 vién 250mg

Hop 2 vi x 5 vién 250mg

Vién nén 500mg: hop gdm 5-7-10 vién dong trong vi.
Ngay duyét lai to thong tin: 6.2013

Thudc dat tiéu chuin chit lvgng nha san xuit.

Thuéc nay chi dung theo sw ké don ciia thay th mic "

Doc ky hu’cmg din sir ‘dung trudc kfu diing. Néu cin thém thong tin, xin hoi y kién bdc si’
Nén dé thuéc ngodi tim tay tré em.’

San xuit béi:

Interthai Pharmaceutical Manufacturing Ltd.

1899 Soi Sirisiam Phaholyothin Road, Ladyao, Jatuchak, Bangkok 10900, Thailand.
Tel: 66-2-941-2992 Fax: 66-2-941-1308 J

Dudi ban quyén cua: /é'
Daiichi Sankyo (Thailand) Ltd., Bangkok, Thailand.

Gidy phép cua:
Daiichi Sankyo Co., Ltd., Tokyo, Japan.

Moi chi tiét xin lién hé:

Daiichi Sankyo (Thailand) Ltd.

138, 10th Floor, Boonmitr building, Silom Rd., Bangkok, Thailand, 10500
Tel. 66-2-634-3401-6 Fax: 66-2-236-2656

PHO CUC TRUONG

WM% Vin Chank
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