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TO HUONG DAN SU DUNG THUOC

Rx - THUOC NAY CHI DUNG THEO PON THUOC
PE XA IAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

RIAFEN

I. Thanh phan:
Thanh phén duoc chét:

Moxifloxacin 400 mg
(twong duong Moxifloxacin hydroclorid) (36,8 mg)
Ta duge vira du 1 vién

Thanh phén td dwge: Lactose monohydrat, HPMC E6, Avicel pH102, Croscarmeiloqc,

Magnesi stearat, Dinatri edetat, PEG 6000, Talc, Titan dioxyd, Tween 80, Oxyd sit do.

2. Dang bao ché: Vién nén bao film mau hdng, mot mit ¢ vach ngang. Mit vién nhin

bong. Canh va thanh vién lanh lin.

3. Chi dinh:

Trong nhitng chi dinh dudi day. Moxifloxacin chi nén dung khi cdc khang sinh khac

khong phu hop dé diéu tri ban diu cho cdc nhidm trung sau hodc sau khi da that bai khi str

dung nhimng phac do khéc:

* Viém phéi méc phai trong cong dong (voi mac dé tir nhe dén trung binh) gdy ra
boi Streptococcus  pneumoniae, Haemophilus influenzae, Mycoplasma pneumoniae,
Chlamydia pneumoniae hodc Moraxella catarrhalis.

= Viém da va to chac duéi da khong cé bién chimmg gdy ra bdi Staphylococcus
aureus hodc Streptpcoccus pyogenes.

" Nhi¢m trimng da va 16 chire du6i da c6 bién chimg.

» Nhiém khuén duong tiét niéu khong phirc tap. Do khéng sinh fluoroquinolon, trong d6
¢6 RIAFEN lién quan dén phan ung ¢o hai nghiém trong (xem muc Cdnh bdo va thdn
trong) va nhiém khuan duong tiét niéu khong phire tap & mot sd bénh nhén co thé tu
khoi, chi nén st dung RIAFEN cho nhiing bénh nhan khéng ¢6 su lua chon diéu tri khac
thay thé.

* Dot nhiém khuén cdp cia viém phé quan man do vi khuin gay ra boi Streptococcus
pneumoniae, Haemophilus  influenzae, Haemophilus parainfluenzae, Klebsiella
pneumoniae, Staphylococcus aureus hoic Moraxella catarrhalis. Do khang sinh
fluoroquinolon, trong d6 ¢4 RIAFEN lién quan dén phz‘m ing ¢ hai nghiém trong (xem
muc C' anh bdo va thdn trong) va dot nhiém khuan cép cta viém phé quin man tinh &
mot s6 bénh nhan c6 thé tu khoi, chi nén st dung RIAFEN cho nhitng bénh nhan khong
c6 sur lya chon diéu tri khac thay thé.

* Viém xoang cap tinh do vi khuén gdy ra boi Streptococcus pneumoniae, Haemophilus
influenzae hodc Moraxella catarrhalis. Do khing sinh fluoroquinolon, trong do co
RIAFEN lién quan dén phan tmg c6 hai nghiém trong (xem muc Canh bdo va thdn
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trong) va viém xoang Cfip tinh do vi khuin ¢ mot s6 bénh nhén c6 thé ty khoi, chi nén st
dung RIAFEN cho nhitng bénh nhan khong co sy lua chon diéu tri khéc thg_\»:@f% ]

4. Cich dung, liéu dung: 5 ‘\N
Liéu ditng: - Cf]‘wg Ty \ON

. A C"|~'|I\i
» Liéu lwong (nowoi lon): | =ol)
€ Llong (HC,HOI fo”) . \ . x DUGE pliiy / 4 ll;f
Liéu khuyén dung la 400 mg moxifloxacin mot lan moi ngay (n %Q]gwﬁm.;rqa,@ﬁn
A .. A ’ \ 19 . A A o g n Wi £ 7 /;’e;:“. /
thude vai mot lugng nude vira di va nén uong thude ngoai bita an hi dinh
s 4

néu trén va khong dung qué liéu.
* Thoi gian diéu 1ri (o thé si dung theo khuyén cdo ch ung duwdi diy):
- Viém phdi mic phai trong cong dong: 10 ngay
- Nhiém trung da va t3 chire dudi da khoéng c6 bién ching: 7 ngay.
- Nhiém triing da va t6 chirc dusi da 6 bién ching téng thoi gian diéu trj ndi tiép
(truyén tinh mach trudc sau d6 chuyén sang dung duong udng): 7 - 21 ngay.
- Nhiém trang dudng tiét niéu khong phirc tap: 14 ngay.
__ - Dot cap cia viém phé quan man: 5 - 10 ngay.
- Viém xoang cdp tinh do vi khudn: 7 ngay.
- Khong nén kéo dai thoi gian diéu tri khuyén ding néu trén.

* Ngwoi gia: Khong cén phai chinh liéu & nguai gia.

* Tré em dwoi 18 tubi: Hiéu qua va do an toan cta moxifloxacin & tré em va thiéu nién
trong giai doan tang truong chua dugc xéc dinh.

" Suy gan: Khong cin phai chinh lidu & bénh nhén suy chirc nang gan.

* Suy thin: Khong céan phai chinh liéu & bénh nhan suy thin. Moxifloxacin chua dugc
nghién ctru & ngudi suy than dang chay than nhan tao hoic nguoi bi suy gan ning.

Cich diing:

- Nubt nguyén ca vién thude véi nude. Thoi diém uéng khéng lién quan i bira an
nhung nén udng véi nhidu nuée. Didy quan trong la phai udng moxifloxacin xa v&i
thoi diém udng cc thube sau (it nhét trude 4 8i0 hodc sau 8 giv): Céac thude antacid
chira magnesi, nhom hodc calci; thude c6 chiia sat, kém, sucralfat, multivitamin, thue
phdm chirc ning c6 chita ion st hojic magnesi va dung dich uéng hon hop cua
didanosin voi cac thube khang acid.

- D0 an toan va hiéu qua trén toan than cta thude chira dugce xde dinh ddi véi tré em
dudi 18 tuoi.

5. Chéng chi dinh:

* Nguoi ¢6 tién st qua mén véi moxifloxacin, hodc cdc khang sinh quinolon khac, hoic
voi bit ky thanh phin nao cua thube.

* Phu ntr ¢6 thai va cho con bu.

" Nguoi ¢6 tién str QT kéo daj va dang st dung cic thude chéng loan nhip tim nhém [A
(quinidin, procainamid), nhém 111 (amiodaron, solatol).

* Tré em va thiéu nién dudi 18 wdi.

* Do trong thube ¢6 thanh phdn lactose nén cac bénh nhin méc cdc vin dé di truyén vé
dung nap galactose hoiic bi thiéu hut men lapp lactase hodc hdp thu kém glucose —
galactose thi khong nén ding thude nay



https://trungtamthuoc.com/

6. Ciinh bzo va than trong khi dung:

* Trong mét vai truong hop, phan tmg qua man hodc phan ung dj ung thuong Xay ra
ngay sau lan ding thude diu tien, Gl \

" Phan {ing phin vé trong mot sé rt hidm truong hop ¢6 thé din ¢ n’-lfgrran\'g\s\ﬁ’a\qk
gdy nguy hiém dén tinh mang, cé thé Xay ra ngay sau lan ding tl gj;'tié‘r}'\i 1 ﬁ(}}%h
nhirng rrlrf‘mg hop r,',éy’ can ngay lap wre ngung sir dung moxiflox ei, ‘P@‘«?i}ﬂ r‘?‘.&fl z%,éc
bién phép dieu trj hd trg khac (vi du diéu tri shock), O )

* Moxifloxacin 1am kéo daj khodng QT trén dién tam dd & mot vai bénhahan Vi phu
nir ¢6 khuynh huéng c6 khoang QT co ban dai hon so vGi nam gidi, do d6 phu nit
nhay cam hon véi cic thude gy kéo dai khoang QT. Nhiing bénh nhan I6n tudi cling
nhay cdm hon véi céc thude ¢ anh huong 1én khoang QT. Nén tranh si dung thudc
trén nhiing bénh nhan c6 khoang QT dai, nhiing bénh nhan giam Kali huyét khong
dwoc diéu tri, nhitng bénh nhan dang st dung thude ch(ﬁng loan nhip thude nhom 1A
(nhu quinidin, procainamid) hodc nhém 11 (nhu amiodaron, sotalol), do khong du
kinh nghiém 1am sang cua viéc sir dung moxifloxacin trén nhitng nhém bénh nhin
nay.

= Khong thé loai trir duoc tac dung hi¢p d5ng ctia moxifloxacin véi cac thude lam kéo
dai khodng QT nhu cisaprid, erythromycin, thuéc chéng loan thin hodc cac chéng
trém cdm 3 vong. Do d6 cén than trong khi sir dung dong thoi moxifloxacin véi cdc
thudc trén,

= Cén thdn trong khi dung moxifloxacin cho bénh nhan ¢6 tinh trang loan nhip tim tién
trién nhu nhip chdm rd trén 1am sang hodc thiéu mau cuc bd co tim cép tinh.

* Phu nir va nguoi gia ¢6 thé tdng nhay cam véi cac thube kéo daj khoang QT.

* DO rdng cia khoang QT kéo dai c6 thé bi tang lén clng voi sy ting néng do cua
thude. Do dé khéng nén vuot qud liéu st dung va te do truyén di duge khuyén cdo
(400 mg trong vong 60 phut). Tuy nhién déi voi nhitng bénh nhan viém phdi, nguii ta
khéong nhan thiy co sw lién quan gitta nong d9 cia moxifloxacin trong huyét tuong va
hién twong kéo dai khodng QT. Su kéo dai khoang QT ¢ thé din (i loan nhip that
bao gém ¢ xodn dinh. Khéng ¢6 truong hop nao ¢6 bién chimg hode tr vong tim
mach do sy kéo dai khodng QT khi didu trj véi moxifloxacin trong mot nghién ciru
lam sang trén 9.000 bénh nhdn, tuy nhién trong nhing tinh trang bénh Iy nhit dinh co
thé lam tang nguy co loan nhip thit.

* D c6 nhiing thong bao vé& cac treong hop co ton thurong gan cap tinh din dén suy gan
(bao gbém ca nhirng ca bi tur vong) voi moxifloxaxin,

* Pa c6 nhing théng bdao vé cac phan (ng da nghiém trong nhir hoi chirng Stevens-
Johnson hodc hoai tir biéu bi do nhidm doc vaoi moxifloxacin.

* Céc con dong kinh cling ¢6 thé xay ra khi st dung céc thudc thude nhom quinolon.
Nén than trong khi sir dung moxifloxacin cho nhitng bénh nhan di ¢ hodc nghi ngo
¢6 16i loan & hé than kinh trung wong ¢6 thé dan t6i con dong kinh hodc lam giam
nguong cta con dong kinh.

* Céc khang sinh nhom fluoroquinolon ¢6 lién quan dén cac phan ing c¢6 hai nghiém
trong ¢6 kha nang gay tan (4t va khong hoi phuc trén céc h¢ co quan khac nhau ctia co
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thé. C4c phan (mg ndy co the xudt hién dong thoi trén cung bénh nhén,_€ @@%
O hai thuong duoe ghi nhan gém viém gan, dat gén, dau khdép, dau 5}91:@/6{5 fbif &;}\
kinh ngoai vi va ca tac dung bit loi trén hé thong thin kinh trung u 'g)émﬁwn A
trdm cam, mét ng, dau diu nng, 1t 1dn). Céc phan ing nay ¢é thé | a ffiﬁf&fg%’&
vai gié dén vai tudn sau khi sir dung thuée. Bénh nhin & bit ky tudi@g-hogc k

¢ yéu t6 nguy co ton tai tir trude déy co thé gip nhimg phan tng c6 hai tréxf_j_ifjf/

" Viém dai trang do su dung thude khang sinh di duoc bdo cdo khi sir dung nhimg
khéng sinh phé rong, bao gdm ca moxifloxacin; do dé, diéu quan trong la phai nghi tai
chin dodn nay ¢ nhimg bénh nhan bj tiéu chay trdm trong khi dung moxifloxacin.
Trong tinh hudng nay, nén tién hanh cac bién phap diéu tri pht hop. Céc thude e ché
nhu dong rudt 1a chdng chi dinh véi cac truong hop tiéu chay cap nghiém trong.

* Cin than trong khi st dung cho bénh nhan nhuge co vi moxifloxacin cé thé lam cho
cac triéu chirng ciia bénh trd 16n trim trong.

* Quinolon cho thdy né ¢¢ thé 1am tang d6 nhay cam v6i anh sdng & cac bénh nhan. T uy
nhién, chua xdc dinh rd tinh trang nhay cam v6i dnh sang trong céc thi nghiém tién
lam sang va lam sang dbi véi moxifloxacin, Bén canh d6, ké tir khi bit diu st dung
cho dén nay chua thiy céc bang chimg trén ldm sang cho thiy moxifloxacin gay tang
man cam véi dnh sang. Mdc du vAy, nén khuyén bénh nhén tranh tiép xtic véi tia cuc
tim hodc dnh sdng mat troi.

* D an toan va hiéu qua sur dung toan than chua dugce xac dinh doi véi tré em dudi 18
tudi do trén thyc nghidm cho thdy thube ¢6 thé gy thodi hod sun & khép chiu trong
luc.

= Ngimg sir dung thudc ngay khi ¢6 dau hiéu hodc triéu chimg diu tién clia bit ky phén
Ung c6 hai nghiém trong nao. Thém vao d6, tranh sit dung cac khing sinh nhom
fluoroquinolon cho cac bénh nhan da timg gadp cac phin Gmg nghiém trong lién quan
dén fluoroquinolon.

* Khéng nén dung RIAFEN cho bénh nhan méc cdc van dd i truyén vé dung nap

— galactose hogc bj thiéu hut men lapp lactase hodc hip thu kém glucose — galactose
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7. Phu nir ¢6 thai va cho con ba:

- Phu nit ¢6 thai: Ton thuong khdp ¢6 phuc hoi da duge mo ta & nhiing tré ¢6 st dung
mot vai loai quinolon, tuy nhién, tac dung nay chua dugc béo cdo 1a co xdy ra doi voi
bio thai ¢6 tiép xtic v6i thude. Cac nghién ctru trén dong vt cho thdy thude gay doc cho
h¢ sinh san. Nguy co nay dbi véi con nguoi chua duge ching minh. Do véy, khong sir
dung moxifloxacin cho phu ni dang trong thoi ky thai nghén.

- Phu nit cho con bi: Thuc nghiém trén chudt cong cho thdy moxifloxacin phan bd vao
trong stra, do d6 khéng dung moxifloxacin cho nguoi dang cho con bu vi thude ¢é thé
gdy tac hai cho tré nho. Trong nhing truong hop can thiét phai dung moxifloxacin, sau
khi da cn nhic loi ich — nguy co thi can ngirng cho con b trong thai gian dung thude.

8. Anh huémg ciia thude I1én kha ning li xe, vin hanh may méc;

- Cac fluoroquinolon bao gdm ca moxifloxacin ¢é thé gdy anh hudng dén kha nang lai xe
hodc van hanh may moc do tic dong Ién hé than kinh trung wong nhu: chéng mit, gay
mat tim nhin, mét y thire bat chot hodc kéo dai,
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9. Tuong tac, twong ky ciia thuoc:
Twong tic cia thudc:

= -~ el
CO PHAN , il

: AN
ofAG-ChG phAf

3 !

Mot s6 thube lam giam hép thu moxifloxacin nhu céc thude khéng
co chia sé‘t, kém, sucralfat: multivitamin, thuc pham chire nang co
magnesi va dung dich uéng hon hop cua didanosin vdi cac thude khang ¢
thubc nay duge dung trude hodc sau 6h sau khi dung moxifloxacin.

Khi dung cung warfarin, moxifloxacin lam ting tic dung chéng dong mdu, thoi gian
prothrombin kéo dai, tang chi sé INR; vi vay phai theo doi thoi gian prothrombin va tinh
trang déng médu khi ding moxifloxacin dong thoi véi warfarin,

Céc thude chéng viém khong steroid khi dung cung moxifloxacin ¢6 thé tang nguy co
kich thich than kinh trung uong va co giét.

Nguy co cho gin c¢é thé ting lén khi diing dong thoi voi corticosteroid, ngudi ciy ghép
tang hodc nguoi bénh trén 60 wdi.

Cong huong tac dung gay khoang QT kéo dai khi ding moxifloxacin véi cac thude:

= Cisaprid, erythromyecin, thube chdng trdim cam 3 vong, thude chdng loan thin.

Tranh dung déng thoi moxifloxacin véi cac thude sau: Artemether, BCG, dronedaron,
pimozid, lumefantrin, nilotinib, quinine, tetrabenazin, thioridazin, toremifen, vandetanib,
vemurafenib, ziprosidon.

St dung dong thoi than hoat véi moxifloxacin Lidy udng 400 mg lam giam tinh kha dung
toan thén ctia moxifloxacin dén 80% do né ngén can qué trinh hip thu thude trong in vivo.
Su dung than hoat trong giai doan hp thu sém ngan can sy ting 1én cua mic d6 phoi
nhiém toan than trong cic trrong hop ding qua liéu.

Su hép thu cia Moxifloxacin khong bi anh hudng boi thic an. Do do, co thé uéong
Moxifloxacin khong phu thude vao bira in,

Twong ky ctia thuéc:
Do khong ¢ cac nghién ciru vé tinh twong ky cta thudc, khong tron 1an thude nay véi
cac thube khac.
= 10. Tae dung khong mong muén:

Cac tic dung khéng mong muén & mirc “thudng gap” khi ty 1& mic phai 1a 3% khong ké
triéu chimg nén va tiéu chay.

Céc téc dung ngoai ¥ (ADR) dua trén céc nghién ctru lam sang v6i moxifloxacin 400 mg
(udng va dung lién tuc) sép xép theo cdc mire do thuong gap dudi day:

* Thuong gip( 1/100 < ADR < /10 ):

- Hé tiéu hoa: budn non, tiéu chay, nén, kho tiéu, bat thuong trén cac xét nghiém chirc
nang gan, giam amylase.
- Gan: giam/tang bilirubin.
- Thin: tdng albumin huyét thanh,
- Giae quan: rdi loan vi gidc.
- Tim mach: kéo dai khoang QT ¢ nhing bénh nhan gidm kali huyét.
- H¢ than kinh: dau dau, hoa mat,
“ It giip (11000 < ADR < 1/100):
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- Toan than: suy nhuoe, nhim nim Candida, cam thdy mét moi, dau khéng dic hiéu,
ra mo hoi.

- He tim mach: kéo dai khoang QT hji hop. nhip nhanh, gian mack77e02055%

- HE tiéu héa: dau bung, kho miéng, tio bon, kho tiéu, rdi loan
do nhe, viém da day — rudt (khong bao gf)m viém loét da day ru
- Hé mau va bach huyét: giam bach ciu trung tinh, giam lymp

T e e )‘_\\
(e %@m
ﬁ{taﬁ@’ Ao l}pt
* | DUTDC.BHAI | »

Oy taﬂ.&u{heﬁf Cap, /g‘ié’im

tidu cau, thieu mau, kéo daj thai gian prothrombin, ting thoi glan\déng mau_ nQPsinh.
A A Ece . 55 2 . X _ NI
- Hé mién djch: phan Ung di ing, man ngtra, ban, mé day, tang bach eatiz-aetd.

- Chuyén héa va dinh dudng: tang lipid mau.
- Hé co xwong: dau khép, dau co.
- Hé thén kinh: dau dau, co gidt, tram cam, 14 lan, run réy, mat ngu, bon chén, lo ling,
ngu ga.
- Réi loan thi Iye.
- Da va phan phu: ndi ban, ngtra, d6 md hoi, mé day.
- Hé ho hap: kho tho,
- H¢ gan mat: suy gan (bao gdm tang LDH, ting bilirubin, ting gamma-glutamyl-
transferasc, ting phosphate kiém trong mau).
- Hé than va tiét niéu: mit nuée.
* Hiém gap (1/10000 < ADR < 1/1000):
- Toan than: phu.
- H¢ tim mach: ngat, nhip nhanh that, ting/giam huyét ap.
- HE médu va bach huyét: thay doi thromboplastin bat thuong.
- HE mién dich: phdn tmg phan v¢, phu dj ng/pht mach (bao gbm ca phu thanh quan,
c6 thé gay nguy hiém dén tinh mang).
- Chuyén héa va dinh dudng: tang duong huyét, tang ure trong mau.
- Hé co xuong: viém day ching, ting trrong luc co va chudt rat.
- Hé than kinh: cam xtc bét thuomg, trim cam, ao gidc, r6i loan tam nhin, suy nhuoc,
€0 y nghi tu sét.
- Hé tiéu hoa: nudt kho, viém da day, viém rudt do khang sinh.
- H¢ gan mat: vang da, viém gan (chu yéu do tic mat).
- Hé than va tiét niéu: suy than.
* Riit hiém giip (ADR < 1/10000):
- Hé mdu va bach huyét: tang lugng prothrombin, giam théi gian déng mau noi sinh,
prothrombin bét thuong.
- H¢ min dich: phan vé/ sée phan v¢.
- Hé tdm than kinh: tang cdm gidc, mét nhan cach, cac phan Gng tam than.
- H¢ tim mach: rdi loan nhip tim khong dic hi¢u, xodn dinh, ngirng tim.
- H¢ gan mat: viém gan kich phat ¢6 thé din dén suy gan.
- Da va (6 chire dudi da; bong rop ngoai da gidng nhu hdi chimng Stevens — Johnson
hodic hoi chiing nhiém déc da hoai tir,
- Hé co xuong: dut day chéing_._ viém khép, dang di bét thuong, lam tram trong thém
cac triéu ching cua nhuoe co.
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Hudng dan cich xir tri ADR:
- Cin ngimg ngay moxifloxacin khi: ¢6 bat ky déu hiéu nao cua phan (ng ,gg;__gi“mﬁn; co
diu hiéu ADR Ién than kinh (nhu co giat, trim cam, 1t lan, 40 giac, ru /ﬁ&%@f&‘gﬁﬁggm
sat); dau, viém hoac bong gan. 2 CONG a'\:\ NEN

Or BHARL ‘7‘\“: ;
i L5

- Cde bicu hién r6i loan tiéu hod nhu budn non, nén, dau bung, réi 1H%

mirc d§ nhe khong cin can thiép diéu tri. Néu ¢6 diu hiéu viém dai

theo doi mirc d ia chay, néu niing phai didu tri bang khang sinh khac
L1. Qua liéu va xir trf:

Qui lidu:

- Khi da ubng qua lidu moxifloxacin, khéng ¢6 thuée dac hiéu dé diéu tri, chy yéu la diéu
tr triéu chimg va diéu trj hd tro.

Xt tri:

- Gdy ndn va rira da day dé lam giam hdp thu thudc, loi nigu dé tang thai thube. Theo doi
dién tam do it nhat trong vong 24 gidy vi ¢6 thé khoang QT kéo dai hoac r6i loan nhip

-~ tim. Bu du dich cho nguoi bénh.
12. Dugc lye hoe:

- Ma ATC: JO1MA 14,

- Moxifloxacin hay 8-methoxyl-fluoroquinolone la mot khéng sinh phd rong ¢6 tac dung
diét khuan. Trong in vitro moxifloxacin ¢6 phé tac dung rong ddi vai cdc vi khudn Gram
duong va am.

- Tac dong diét khuén 1a do moxifloxacin ¢ ché men topoisomerases Il (AND gyrase) va
topoisomerases 1V, ddy 1a cic men cin thiét cho viéc sao chép, phién ma va tu stra AND
vi khudn.

- Nhan 1,8 - napthyridin cua moxifloxacin ¢6 cdc nhom thé 8-methoxy va 7-
diazabicyclononyl lam tang tac dung khang sinh va giam su chon loc céc thé dot bién
khang thudc ctia vi khun Gram duong.

- So véi ciprofloxacin, levofloxacin vi orfloxacin, moxifloxacin c¢ tac dung in vitro tét

e hon déi voi Streptococeus preumonia (bao gom cd chiung khang penicilin) va c¢6 tac
dung tuong duong véi cée vi khuin Gram am va nhitng vi khuan gay viém phéi khong
dién hinh (Chlamydia pneumoniae, Mycoplasma  pneumonia, Legionella spp).
Moxifloxacin ¢6 tic dung ci in vitro va trén lam sang v&i hdu hét cac chiing
Staphylococcus aureus (ching nhay cam véi methicilin), Streptococcus pyogenes,
Haemophilus  influenza, H parainfluenzae,  Klebsiella  pneumonia, Moraxella
catarrhalis, Chlamydia pneumonia va Mycoplasma prneumonia. Moxifloxacin con cé téc
dung in vitro véi Staphylococcus epidermidis (chung nhay cam véi methicilin),
Streptococcus agalactiae, Streptococcus pneumonia (ching khang penicilin) nhom
Streptococcus viridians, Enterobacter cloacae. F. coli, Klebsiella oxytoca, Legionella
pneumophila, Proteus mirabilis, Fusobacteriym spp., nhung cho dén nay, hiéu luc va do
an toan cua moxifloxacin ddi vdi cic bénh nhiém khuan do céc vi khuin néu trén gy ra
van chua duoe tién hanh thi nghiém lam sang ¢6 kiém soat day du.

- Vi khuén khing moxifloxacin: /n vitro, vi khudn khang thude phat trién chdm thong qua
nhiéu bude dot bién. Da thdy ¢6 sur Khang chéo gitta moxifloxacin va cic fluoroquinolon
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fluoroquinolon khac ¢é thé vin con nhay cam v&i moxifloxacin, A iﬂfﬁqﬁ\

13. Duge djng hoc: ' ;

Hip thu va sink khi dung _ 1%\ DUGC PHAls |
Moxifloxacin hap thu nhanh qua duong ‘Iiéu’h()a khi udng. Sinh kha %&ﬁuyeltkdm/«/
khoang 90%. Thure dn khong anh huong dén hép thu cta thuée, vi vay cé th‘f’d’ﬁ‘ng— _t-hqé_g;;v/
cung hodic khong cling véi bira in. Vi lidy moxifloxacin 400mg & nguoi 16m, 'nf“)'ng"ﬁﬁ
moxifloxacin cao nhat trong huyét twong I 4.5 microgram/ml sau khi udng 1 - 3 gio.
Khoang 30%- 50% moxifloxacin gdn véi protein huyét twong. Thé tich phan bé dat tir
1,7 -2,7 lit/kg.
Phin bé

Moxifloxacin duge phan bé rong khip co thé. moxifloxacin duge tim thdy trong nude
bot, dich tiét & miii, phé quan, niém mac xoang, dich trong nét ph6ng ¢ da, mo dudi da
va co xuong. Sau khi uéng hodc tiém tinh mach 400mg, néng do trong mo thuong troi
hon ca nf‘mg do trong huyét tuong.

Chuyén héa
Moxifloxacin trai qua chuyén hoa sinh hoc pha 2 va duge dao thai qua than va mat/phan
dudi dang thudc khéng chuyén hoa cung nhu dang lién hop sulfo (M1) va mot
glucuronide (M2), khong chuyén héa qua h¢ cytochrom Pysy. M1 va M2 13 chit chuyén
hoa ¢ ¥ nghia d6i vai ngudi, ca hai déu la chat bt hoat vi khuén.

Thai tri
Moxifloxacin duoc bai xuit tir trong huyét twong véi thoi gian ban huy 1a x4p xi 12 gio.
Luong thanh thai trung binh toan than sau khj ding liéu 400mg vao khoang 179 dén 246
mL/phtt. Téng luong thanh thai qua than vao khoang 24-53 mL/phit, cho thdy c¢ thé
cdc Ong than da tai hap thu mét phan thude tai than. St dung dong thoi véi ranitidin va
probenecid khong lam thay déi do thanh thai thue & than.
Thude thai trir qua nuéc tiéu va phan ¢ dang khong bién doi va dang chuyén hoa; dang

— phtre hop sulfo (M1) thai trir chinh qua phan va dang lién hop glucuronid (M2) thai trir

qua nude tidu. Sy phan bd vao sita clia thube da tim thdy trong dOng vit nghién ctru.
Nguoi cao tudi va bénh nhéin cé trong luong co thé thap
Nong dd thube trong huyét tuong cao ¢ ngudi tinh nguyén khoe manh co trong luong co
thé thip (nhu phu nit) va nguoi cao tudi.
Bénh nhén suy thén
Dac tinh duge dong hoe ciia moxifloxacin khong ¢6 sir thay d6i khac biét trén bénh nhén
bi suy thén (c6 do thanh thai creatinin > 20 ml/min/1.73 m?). D&i véi bénh nhin c6 chire
nang thin suy giam, ndng do ctia dang lién hop glucuronid (M2) ting lén dén 2.5 (v
d¢ thanh thai cua creatinin < 30ml/min/1 13 mz)
Bénh nhan suy gan

khac d6i v&i vi khuin Gram dm. Tuy nhién, vi khuin Gram duong khing_véicic
= U208 7
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Khong ¢6 sy khdc biét vé dugc dong hoc gitta bénh nhéan bi suy gan va nguoi khée
manh. Hi¢n chua ¢6 da dir lidu [am sang vé viéc dung moxifloxacin trén bénh nhén bi
suy gan.

14. Quy cich dong goi:
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* Hop 1 vi, moi vi 5 vién nén bao phim,
* Hop 2 vi, mdi vi 5 vién nén bao phim.
* Hop 1 vi, mdi vi 10 vién nén bao phim
1S. Han dung: 36 thang ké tir ngay san xuat. Khéng dung néu thay vién thude bi phi‘)ng, bi
bién mau hodc ¢6 nhimg ddu hién khac la va phai béo cho nha sin xudt biét.
16. Didu kién bio quan: Noi khé, tranh anh sang, nhi¢t do khong quéa 30°C.
17. Tiéu chuin chit lwgng: Tidu chuén co s6.
18. Tén va dia chi ciia co s¢ sin xuit:

Cong ty ¢b phén dwoe pham Nam Ha
415 Han Thuyén - Nam Dinh
Tel: 0228.3649408 - Fax: 0228.3644650
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