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Hutdng dan st dung [hué'c

Vién nén bao phim APIROLID
R yién nén bao phim APIROLID 150
RXVién nén bao phim APIROLID 300
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“Doc ky hudng dan siv dung trudce khi ding”
“Dé xa tim tay tré em”
“Thuéc nay chi dimg theo don thuic”
THANH PHAN CONG THUC THUOC, DANG BAO CHE

Vién nén bao phim APIROLID 150

MJi vién nén bao phim chia:

Thanh phén duge chét:

ROXITRIOMIYCI 1.t ceeucseesenacassnsiinas s sttt e A AR s 150 mg

Thanh phan ta duge: Croscarmellose sodium, partially pregalatinized maize starch, microcrystalline
cellulose 101, magnesium stearate, hydroxypropyl methyl cellulose 6¢Ps, polyethylen glycol 6000,
tale, titanium dioxide, polysorbate 80.

Dang bio ché: Vién nén bao phim. Vién nén (ron, bao phim méu tring, hai mat tron.

Vién nén bao phim APIROLID 300

Mdi vién nén bao phim chira:

Thanh phén dugc chat:

ROXINTOMYCI . ..covoioseuesassmsiasussssnsiisinssossrsbrasisnssssssinssnnmssrssonssssasss st 34808H0r0 311 AT SRR E SRS Soms R AR TR RS 300 mg

Thanh phén ta duge: Croscarmellose sodium, partially pregalatinized maize starch, microcrystalline
cellulose 101, magnesium stearate, hydroxypropyl methyl cellulose 6¢Ps, polyethylen glycol 6000,
talc, titanium dioxide, polysorbate 80.

Dang bao ché: Vién nén bao phim. Vién nén trdn, bao phim mau tréng, mot mat tron, mdt mét co
vach ngang.

CHI PINH

Thude duoe diing trong cic trudng hop nhiém khuén nhe dén ning vira phéi (do hodc co kha ning
do cac vi khudn nhay cdm gay ra).

Nguoi lén:

+ Nhifm khudn duong hé hap trén: Viém hong cép, viém amidan cép, viém xoang cép.
+ Nhiém khuén dudng hd hip dudi: Viém phé quan cip va dot cép clia viém phé quan man, viém

phéi mic phai cong dong.

+ Nhiém khuin da va céu tric da.

+ Viém niéu dao khong do l4u ciu.

Tréem=40kg

+ Viém hong cap.
+ Viém amidan cép.
+ Chéc 16.

Néu cin, nén thue hién nhitng thir nghiém vé dich t€ dia phuong va khéang sinh dd @ xéc dinh do
nhay cia vi khuin va cé phu-(mg phap diéu tri phu hep. Co thé tién hanh tr1 ligu bang
roxithromycin truge khi ¢6 két qua thir nghiém; khi da c6 két qua thir nghiém, nén tiép tuc diéu trj
bing bién phap thich hop.
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CACH DUNG, LIEU DUNG
% Cdch dling:
- Thube dung bing dudng udng.

Ngwai lon:

# Liéu diing: Theo huéng din cia béc sy.

- Nén ubng thude trude bia an it nhét 15 phit hodc khi déi bung (sau khi &n 3 gid).
- Liéu khuyén ding 12 300 mg/ ngay va duge ding nhu sau:

Néu ding APIROLID 300

Néu diing APTROLID 150

Liéu théng thudng

1 Vién x | lan/ ngay

| Vién x 2 lin/ ngay
Hogic 2 vién x 1 lan/ ngay

Ngudi cao tudi

1 Vién x | lan/ ngay

1 Vién x 2 lin/ ngay

Hodic 2 vién x 1 lan/ ngay

Ngudi suy giam chire ning thén

1 Vién x 1 lan/ ngdy

1 Vién x 2 lan/ ngay
Hodic 2 vién x 1 1an/ ngay

Tré em > 40 kg:

thdn trong khi ding thuéc).

ngay.

CHONG CHI PINH

twong ky cia thuéc).

- Phai nubt tron vién khi ubng thude.

- Phai nuét tron vién khi uéng thude.

Tham khdo ¥ kién bdc sy truée khi sir dung thudc.
Khéng c6 yéu cdu déc bigt vé xie Iy thuéce sau khi sir dung.

- Ngudi suy giam chire ning gan: st dung phén nira lidu so vai liéu théng thudng
- Dé diéu trj viém phéi khong dién hinh, lidu khuyén dung 12 150 mg x 2 lan/ ngay.

- Pot didu tri thuomg kéo dai tir 5- 10 ngdy tuy theo chi dinh va dép ang ldm sng.

- Nhiém lién ciu khuin viing hong cin didu tri it nhit 10 ngay Mot sb it bénh nhan bj nhiém khusn
co quan sinh duc khong do l1du cau cé thé can 20 ngay dé diéu tri hoan toan.

- Khong nén sir dung qua lidu va thoi gian diéu tri dugc khuyén cédo & tré em (xem muc Cdnh bdo va

- Nén ubng thudc trude bita an it nhét 15 phat hogc khi bung déi (sau khi an 3 gid)

- Thube duoc chi dinh theo lidu 150 mg x 2 IAn/ ngdy, vao budi sang va budi chiéu.

- Dot diéu tri thuong kéo dai tir 5 - 10 ngdy tuy theo chi dinh va dép img lam sang.
- Nhiém lién ciu khudn ving hong cén didu tri trong 10 ngay. Thoi gian didu trj khong nén qua 10

Néu quén udng mot licu tlluoc, nguoi bgnh ucmg ngay khi nhé. Tuy nhién, néu gin thoi gian ubng
liu tidp theo thi bo qua liéu d& quén. Khong udng gap doi lidu dé bu lidu dd quén.

- Pi biét qua man voi khang sinh nhém macrolid, ké ca erythromycin.
- Suy giam chitc ning gan nghiém trong (xem muc Canh bdo va thdn trong khi dimg thudc).

- Bénh nhan dang didu tri ddng thoi voi alkaloid nim cua ga gy co mach. (xem muc Twong tdc,
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Sy an toan cla roxithromycin chua duge chitng minh ¢ bénh nhén suy giam chirc nang gan hay
than. Nén thén trong khi chi dinh roxithromycin cho nhém bgnh nhén nay. Néu chi dinh cho bénh
nhén suy giam chirc ning gan ning (nhu xo gan, vang da va/hodc ¢b trudng), chi nén sit dung phén
nira liéu so véi lidu théng thudng,

Sur bai tiét ciia romthmmycm va cac chat chuyén hoé ctia né qua thin chi biing mot phin nhé so véi
lwong ubng vio. Khong can thay dbi liéu cho bénh nhin suy than.

Vige sir dung dal ngay va lap lai cac khang sinh, bao gbm roxithromycin, co thé din dén bdi nhiém
cdc vi khudn dé khang. Trong trudng hop bdi nhiém, nén ngung sir dung roxithromycin va thay
biing liéu phap diéu trj thich hop khéc.

Khi duoc chi dinh, mé hé, dén luu hay cée phuong phép giai phéu thich hop khéc nén duoc tién
hanh phdi hop véi ligu phép diéu tri khang sinh.

Viém dai trang mang gia do sir dyng thudic di duoc bao cdo & nhiéu loai khing sinh, Chit dée tao
thanh boi Closir m’mm drﬁ" icile duge cho la nguyén nhin chinh. Mu’c 46 nghiém trong cuia viém dai
trang co lién quan dén viée sir dung khéng sinh (c6 thé xay ra vai tuan sau khi ngimg didu trj khang
sinh duwomng udng hiéu qua voi Clostridium difficile. Nén chi dinh ligu phép bh dich, dién giai va
thay thé protein.

Khéng nén dung che thube lam giam nhu dong rudt, nhu opiates va diphenoxylate phdi hep
atropin, do cé the kéo dai v/ hofic lam bénh trdm trong hon.

Rom’thmmycm cting nhu erythromycin, cho thay trén in vitro, mdt kha ning kéo dai thoi gian dnh
hudng dén hoat dgng tim mach phu thudc vio nbng d6. Anh huong nhu vay chi duge biéu hién &
ndng dd diéu tri vugt ngudng. Vi vy, khéng nén sir dung thube qua lidu khuyén céo.

Trong nhiing truong hgp nhit dinh, céc khéing sinh macrolid, trong dé 6 roxithromycin, cd kha
ning kéo dai khoang QT. Vi vay, roxithromycin céin duge sir dung than trong & bénh nhén bj kéo
dai khuang QT bam sinh, vai tinh trang loan nhip tim lién tyuc (nhu ha kali huyét hay ha magnesi
huyét chua duge ci thién, nhip tim chim rd trén lam sang), va ¢ nhiing bénh nhin dang sir dung
chat chong loan nhip nhém IA va III va nhiing loai thude nhu astemizol, ciscaprid hay pimozid
(xem phin Twong idc, tuong ky ciia thudc).

Ciing nhu véi cac loai macrolid khéc, roxithromycin cé khé nang lam trAm trong thém tinh trang
nhugc co,

Céc bénh do Clostridium difficile gay ra: Tiéu chay, dic bigt néu & mic d6 nang, dai ding va/hodc
¢6 kém theo xuét huyet trong hoiic sau khi didu tri bing r0x1thromycm 6 thé 14 tri¢u chiing cia
viém dai trang mang gia (xem phin Tde dung khong mong muin cia thudc). Néu nghi ngd 12 viém
dai trang mang gia, nén ngimg roxithromycin ngay lap tac.

Cac truong hop di ing da bong nude ning nhu hoi chimg Stevens Johnson (SJS) hay hoai tir biéu
bi nhiém doc (TEN) da dugc bdo cao gap phai khi sir dung roxithromycin (xem phén Téde dzmg
khong mong muén cua thuoc). Néu cé tri€u chimg hay déu hiéu SIS hay TEN (nhw ban da tién
trién, thudng kém theo mun nudc hay ton thuong niém mac) nén ngirmg dieu tri voi roxithromycin.

Tinh trang co mach nghiém trong (hign tuong “ngd doc nam cya ga”) véi kha ning hoai tir chi da
duoc bio cdo khi sir dung khang sinh macrolid véi alkaloid ndm cya ga gdy co mach. Phai luén
kiém tra dé chiic chiin bénh nhan khong diéu trj bing céc loai alkaloid nay truge khi ké toa
roxithromyein.

S dung @ tré em:

Trong céc nghlen clru trén dong vat nho, liéu udng cao cia roxlthromycm ¢6 kha ning gay phat
{rién sun xuong bt thudng, Tuy nhién, khong quan sat thdy su bt thuong nao & dong vét khi s
dung liéu ma nong do roxithromyein khong lién két trong huyét twong cao gip 10 — 15 lin ndng dd
roxithromycin khong lién két trong huyét tuong do duoc khi cho tré em sir dung lidu diéu tri. Viée
duy tri liéu trong giéi han an toan nay phu thude chinh vao ai lyc lién két cao ciia romthrumycm
voi alpha I- acid glycoprotein trong huyet tuong va s€ bi suy giam trong bat cir trudng hop nao
lam giam thoi gian lién két nay. Khuyén céo tudn thii chit ché phéc dd lidu thich hop cho tré em (5-
8 mg/ kg/ ngay, tdi da 10 ngiy). '
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- Tinh trang giam bach cdu trung tinh duoc quan st thiy & tré em dléu trj béng mxlthremycm
31,6% trén 402 l‘lB em trong thir nghiém 18m sang cé lwgng bach cau trung tinh duéi méc binh
thuong (3500/ mm *) sau khi két thic diéu trj véi mxlthromycm Trong nhiing trudng hop nay, 4%
c6 lugng bach ciu trung tinh thAp hon 1500/ mm® va 1,2% cé sb lwong thip hon 1000/ mm’.
Khéng biét tinh trang nay la do tac dung cia thuéc hay phan 4nh sy ddp Gng vdi tinh trang viém
nhiém & tré em.

- St dung & ngudi cao tudi: Khang cn chinh liéu khi sir dyng & ngudi cao tudi.

- Kha nang giy ung thu, d6t bién hay anh hudng 18n kha nang sinh san: Cdc nghién ciru dai han trén
déng vit chua duge thye hién dé danh gia kha ning gdy ung thu cia roxithromyein. RDXIﬂ‘ll‘()m)’Gll‘l
khong biéu hién kha nang gﬁy agt bién trong cac phép thir phong thi nghiém théng thuong vé dot
bién gen hay téc déng dén nhiém sc thé.

- Kha ning sinh san ctia chudt cong khong bi dnh hudng khi sir dung liéu uéng 1én dén 180 mg/ kg/
ngay.
- Cénh bdo td dugc: APIROLID 150 va APIROLID 300 ¢6 chita dudi 1 mmol (23 mg) natri trong
mdi vién, vé co ban duge xem nhu “khéng chira natri”,
sU DUNG THUOC CHO PHU N’ CO THAI VA CHO CON BU

St dung thude cho phyu nik cé thai va cé ki ndng sinh sin:

- Céc nghién ciru kha néng sinh san trén chudt cong, chudt nhat va tho lidu 100, 400 va 135 mgf kg/
ngay, theo thir tir, chua néu dugc bang chimg ve sy phat trién bt thuong nao. O chugt cbng, voi
litu trén 180 mg/ kg/ ngdy, da ¢6 bing chun% vé doc tinh trén phoi thai va chudt me. Sy an toan
cua roxithromycin trén bao thai chua duge thict lap.

St dung thude cho phu nii cho con bl

- Chi mgt lugng nho roxithromycin duoc tiét vao siia me. Nén xem xét ngung cho con bit hay ngung
didu tri trén ngudi me néu cin thiét.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

- Thubde ¢6 kha nang gdy chong mat, suy giam thi lyc va nhin md, khéng nén l&i xe va vin hanh may
mac khi ding thude.

TUONG TAC, TUONG KY CUA THUOC
% Twong tic thube:

- Romthromycm c6 di luc vii cytochrom P450 thap hon nhiéu so véi erythromyein va vi thé it trong
tac thude hon. Céc tuong téc ¢ thé duge nhan thdy, tuy nhién, chi véi céc thudc gén két véi alpha-
1-acid glycoprotein, nhu disopyramide.

- Roxithromycin dudng nhu khéng tuong tdc voi céc thudc ngira thai dung duong uéng chira
oestrogen va progestogen, prednisolon, carbamazepin, ranitidin hay céc thudc khang acid.

- Theophylin:

Mot nghién ctu trén nhiing dbi tugng binh thuong duoc chi dinh ddng th&i roxithromycin va
theophylin cho thdy c6 sy ting nhe nong do theophylin trong huyét twong, Do khong cin thay doi
lleu, nhung bénh nhan da sir dung ham lugng cao theophylin nén dugce theo doi ndng do nay khi bét
dau diéu tri bing roxithromycin.

- Alkaloid nam cya ga:

Céc phan ting nhiém déc ndm cya ga voi kha nang hoai tir ngcal bién di dugc bao cdo sau khi diéu
tri dong thdi cdc khing sinh macrolid va cac alkaloid ndm cya ga gdy co mach, dic biét la
ergotamin va dihydroer gotamm Do khéng thé tranh tucmg tac lam sang vdi mxlthjomycm chong
chi dinh roxithromycin v&i bénh nhén ding alkaloid ndm cwa ga. Phai ludn kiém tra dé chic chin
bénh nhan khéng diéu trj bing cac loai alkaloid ndy trude khi ké toa roxithromyein.
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Disopyramid: .
Mot nghién ciru in vitro cho thiy roxithromycin ¢4 thé thay thé protein gén két disopyramid; anh
hudmg nhu véy trén in vivo ¢d thé déin dén két qua lam ting nong d§ disopyramid trong huyét

thanh. Vi vay, ECG v, néu c6 thé, ndng do disopyramid trong huyét thanh nén duoc theo dai.
Terfenadin:

M&dt s khang sinh nhém macrolid (nhu erythromycin) co thé 1am ting ndng @5 huyét thanh cia
terfenadin. Viée ndy ¢6 thé giy cac phan émg phu trén tim mach nghiém trong, bao gbm kéo dai
khoang QT, xodn dinh va cic rdi loan nhip thﬁ khéc. Phan imng nhu v@y chua duge ghi nhén dbi
vai roxithromyein do ¢é ai lue véi cytochrom P450 thap hon nhiéu so véi erythromycin. Tuy nhién
do khéng c6 nghién ciru tuong tac thude mang tinh hé théng, khong khuyén c#o chi dinh déng thoi
roxithromycin va terfenadin.

Astemizol, cisaprid va pimozid.

Cac thube khac duge chuyén hoa boi isozyme CYP3A4 cia gan, nhu astemizol, cisaprid hodc
pimozid, cd thé giy ra tinh trang kéo dai khoang QT va/hodc logn nhip tim (dc trung 13 xodn dinh)
do lam ting ndng d9 cta cdc thude ndy trong huyét thanh sau dé la twong tdc dang ké véi cac chat
tic ché isoenzym ndy, bao gbém mot sé khang sinh nhém macrolid. Mic di roxithromycin khong
hodc it cé kha ning tao phire vai CYP3A4, va do dé tc ché sy chuyén hoa ciia cac thudc khéc chiu
anh hudng bai isozyme ndy, khéng thé ching minh hoge loai trir chéic chin kha niing gay tuong tac
ldim sang cla roxithromycin vdi céc thudc trén; vi vy, khong khuyén céo chi dinh dbng thoi
roxithromycin véi cée thude trén.

Roxithromycin, ciing nhu céc khang sinh macrolid khac, nén duoc sir dung thén trong véi bénh
nhén sit dung thude chdng loan nhip nhém JA va IIL.

Chat doi khdang vitamin K:

Trong khi khéng c6 twong tic nao dugce ghi nhén trong cac nghién ciru véi cdc tinh nguyén vién,
roxithromyein ¢6 kha ning twong tdc vdi warfarin, Téng thoi gian Prothrombin (chi s6 binh thudng
hoa qudc t&, INR) da duge bao céo & céc bénh nhan diéu tri dong thdi bing roxithromycin va
wafarin hay phenprocoumon, chit dbi khang vitamin K twong tu warfarin, va theo sau do, nhiing
dot xudt huyét niing da xay ra. Nén theo dai chi s& INR khi diéu trj ddng thoi roxithromycin va chat
dbi khang vitamin K.

Digoxin va cdc glycosid tim mach khdc.!

Mot nghién ctru & nhitng ngudi tinh nguyén khoé manh cho théy roxithromycin 1am tang su hap
thu ctia digoxin. Anh hudng nay, phd bién véi cac khang sinh macrolid khéc, rat hiém dan dén tinh
trang ngd ddc glycosid tim mach. Tinh trang ndy c6 thé xac dinh qua céc triéu ching nhu budn
n6n, ndn, tiéu chay, dau ddu hay chéng mit; ngd dic glycosid tim mach cé thé gy r6i loan dén
truyén tim va/hoic rdi loan nhip tim.

Vi viy, nén theo dbi ECG va, néu c6 thé, ndng d9 glycosid tim mach trong huyét thanh & nhiing
bénh nhén dicu trj bing roxithromycin va digoxin hodc cac glycosid tim mach khic; vige theo doi
nay la bat buge néu cdc tridu chiing canh bao qua licu glycosid tim mach xay ra.

Midazolam:

Roxithromycin, ciing nhu cic khang sinh nhém macrolid khac, c6 thé lam ting dién tich dudi
duding cong nong do - thdi gian clia midazolam va thoi gian ban thai ctia midazolam; vi viy, tac
dung cta midazolam ¢d thé duge ting cudng va kéo dai & nhitng bénh nhan didu trj bang
roxithromycin. Khéng c¢6 bang chiing dé két ludin c6 twong tac giita roxithromycin va triazolam hay
khong

Theophylin va Cyclosporin:

C6 sy ting nhe ndng do theophylin hodc cyclosporin A trong huyét twong. Khong bit budc phai
thay dbi liéu trong trudng hop nay.

o1



https://trungtamthuoc.com/

Trang 7/ 9

- CYP34:

Roxithromycin li chit e ché CYP3A yéu. Téc dung cia roxithromyein khi tiép xlic véi cic thude
bi chuyén hoa chi yéu bdi CYP3A c¢d thé ting lén 2 l4n hoac it hon. Nén thin trong khi
roxr[hromycm duoc chi dinh dong thoi véi cac thudc duoe chuyén hoa vai CYP3A (nhu rifabutin
va bromocriptin).

4 Twong ky thude: Khong ap dung.
TAC DUNG KHONG MONG MUON CUA THUOC

- Roxithromycin thudng ducrc. dung nap tot. Trong cée thir nghiém 1am sang, viéc ngimg diu tri do
tdc dung khong mong, muon xay ra chi & 1,2% ngudi 16n va 1,0% tré em. Nhumg tac dung khong
mong muon sau di duge bio cdo xdy ra co thé lién quan dén roxlth romycin.

- Céc phan trng c6 hai dugc phin loai theo tAn sudt nhu sau: rat thuémg gip (ADR = 1/10), thudng
gap (1/100 < ADR < 1/10), it giip (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000),
rat hiém gip (ADR < 1/10000), chua 18 tin sudt (khong thé udc tinh tir dir 1iéu hién co).

Thwrong gap, 1/100 < ADR < 1/10:

Tiéu hoa: Budn nén, non, dau thugng vi (khé tiéu), tiéu chay (d6i khi kém xudit huyét).
Thén kinh: Pau dau, chéng mat.
Da: Phat ban.

It géip, 171000 < ADR < 1/100:

+ o+ o+

Mau va hé tao méu: Tang bach cau va acid.
+ Da: Phan img da béng nuéce, bao gbm hong ban da dang, may day.
- Chua ro tan sudt:

+ Tiéu hoa Chan in, diy hoi, viém dai trang mang gia. Trong céc nghlcn ciru lm sang, tin suét xay
ra cac roi loan tiéu hod khi dung phéc d6 liéu udng 300 mg x 1 1an/ ngay cao hon so v6i 150 mg x
2 lan/ ngay. Da quan st thay trigu chiing viém tuy; tuy nhién héu hét cic bénh nhan trong nghién
cliu ndy da st dyng c4c thudc cé tac dung khong mong mudn 12 viém tyy.

+ Phan (ng qué man: Ngira, phit mach. Céc phén tmg di img nghiém trong c6 thé xay ra nhu hen, c6
thit phé quan, céc phan tng phan vé, s6c phan vé, ban xuét huyét, phit né, phii tong thé, viém da
tréc vay, ban dang mun mii cap tinh (AGEP), hgi ching Stevens-Johnson va hoai tir biéu bi nhiém
ddc (TEN).

+ Gan: Tang vira phai transaminases huyét thanh, AST- ALT va/hogc néng do phosphate kidm da
duge quan sat va dé xay ra hon & ngudi cao tudi (> 65 tudi). Viém gan & mét cap va ton thuong té
bao gan cip (thinh thoang c6 vang da) hiém khi duge bao céo.

+ Khac: Giam bach ciu hat, giam bach ciu trung tinh, giam tiéu ciu, co that phe quan, do gidc, 10
1an, di cam, 1 tai, bat én nhiém moniliasis, viém tuy, kéo dai khoang QT, réi loan vi gic va/holic
khuéu giac, suy giam thi giac, nhin mo, diéc tam thei, giam thinh lyc.

+ Viéc sit dung khang sinh lau dai bao gdm roxithromycin c6 thé dan dén boi nhidm; sy phat trién
manh cta cac vi khudn khong nhay cam. Nén tai danh gia nhiéu lan tinh trang bénh nhin. Trudng
hop xay ra boi nhiém, cén tién hanh cc bién phap thich hop.

- Hudng dén cich xir tri ADR: Khi giip cic phan irng nghiém trong, cin ngimg diing thude.

- B#o cdo cac phan img ¢6 hai: Hay bdo ngay cho béc si hofic duge si nhiing phéan {ng co hgu kiu
sir dung thude, ké ¢ céc tic dung chua duge liét ké, hodic bao cdo cac phan ting ¢o hai clia thude vé
Trung tAm Thong tin thude va Theo ddi phan Gng ¢6 hai cia thuéc (bdo c4o ADR online tai dia chi
http://baocaoadr.vn).

— =~
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QUA LIEU VA CACH XU TRIi

Chua cé théng tin vé triéu chimg qua lidu.
Khi xay ra qué lidu: Ria da day, didu trj triéu ching va hd trg. Khéng cé thube giai dgc dac higu,

PAC TINH DUQC LU'C HQC
Nhém tac dung dwge Iy : Khang sinh nhém macrolid.
Ma ATC : JOTFAQG.

Co ché tac dung duge Iy:

Roxithromycin la khang sinh nhém macrolld Twong ty nhu enyﬂ:romvcm va cac macrolid khéc,
roxithromycin gén thuén I'Igthh voi l:eu don vi 508 cua ribosom vi khuén nhay cam, ché tong
hop protein va nhér d6 irc ché sy phat trién cua té bao vi khuin. Téac dung ciia cde macrolid chi yeu
14 kim ham sy phét trién ctia vi khudn nhung c6 thé diét khudn & ndng @6 cao dbi vai cic ching rat
nhay ¢dm. Tdc dung cua ching ting lén & pH kiém nhe (khoang 8,5), diic biét vdi céc vi khudn
gram am.

Gi6i han nong do dé phén logi tinh nhay cam ctia vi khuén déi voi roxithromyein: Nhay (S) < l
mg/ lit va khang (R) = 4 mg/ lit. Cin hét sirc Tuu y vi hién nay khang sinh macrolid bj khéng rit
nhiéu.

Céc vi khuén nhay cam:
Gram dwong hiéu khi: Bacillus cereus, Corynebacterium diphteriae, cau khudn dwong
rugt, Rhodococcus equi, Staphylococeus nhay cam methicilin, Streptococcus nhém B hodc khong
phan nhom, Streptococcus pyogenes, Streptococcus preumoniae.
Gram am hiéu khi: Bordetella pertussis, Branhamella catarrhalis, Campylobacter, Legionella,
Moxarella.
Vi khuan ky khi: Actinomyces, Bacteroides, Eubacterium, Mobiluncus, Peptostreptococcus,
Porphyromonas, Prevotella, Propionibacterium acnes.
Vi khuan khac: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospires, Mycoplasma pnewmoniae,
Treponemna pallidium.
Vi khuén nhay trung binh:

o Gram &m hiéu khi: Haemophilus, Neisseria gonorhoeae.

o Vi khuin ky khi: Clostridium perfringens.

o Vikhuin khéc: Ureaplasma urealyticum.

Vi khuén khang thudc:

o  Gram dwong hiu khi: Coryrebacterium jeikeium, Nocardiaasteroides.

o Gram adm hiéu khi: Acinetobacter, Enterobacterm, Pseudomonas.

o Vikhuan ky khi: Fusobacterium.

o Vi khuén khéc: Mycoplasma hominis.
Trén lAm sang roxithromycin thudng cé tic dung dbi v&i Streptococeus pyogenes, S. viridans, S.
preumoniae, Staphylococcus aureus nhay cam methicilin, Bordetella pertussis, Branhamella

catarrhalis, Corynebacterium diphterive, Mycoplasma pneumoniae, Chlamydia trachomatis,
Legionella preumophilia, Helicobacter pylori va Borrelia burgdorferi.

Do su khang thudc phét trién & Viét Nam, cn phai dénh gia cén thén tic dung cia thude dbi véi
timg loai vi khuén,

o\
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- Roxithromycin cé thé coi nhu thude thay thé erythromycin v&i kha dung sinh hoe tin cfiy hon khi
ubng, va it ¢ van dé hon déi véi hé tiéu héa.

PAC TINH DUQC PONG HOQC
- Hdp thu; Sau khi udng, sinh kha dung khoang 50%. Néng d6 dinh trong huyét turong khoang 6 - 8

microgam/ml dat dugc khodng 2 gitr sau khi udng mét lidu don 150 mg, Hép thu thudc bi gidm khi
udng sau bita an.

- Phdn bé: Roxithromyein phan bé réng rii vao céc md va dich ciia co thé, dat duoc ndng do cao
trong bach cau nhung khong qua duoc hang rao mau ndo. Mot lugng nhd thubc duge thai trir vao
sita, Thubc lién két voi protein huyét twong khoang 96%, chi yéu vai alpha 1-acid glycoprotein &
ndng do téi thidu trong huyét twong, nhung chi khoang 87% o ndng 6 téi da théng thudng,

- Chuyén hoa va thai trir: Mot Iwgng nhé roxithromyein chuyén héa tai gan, phin 16n liéu ding duge
thai trir qua phén & dang con nguyén hoat tinh va chét chuyén hoa, 7 - 10% thai trir qua thin va
khoang 15% thai trir qua dudng ho hap. Nira doi thai trir khoang 8 - 13 gid, kéo dai hon & bénh
nhén suy gan hojc thin hodc & tré em. Thuée khong bj thai béi thim tdch mau qua loc mang bung.

QUY CACH PONG GOI

~ Vinhom - nhdom: Hép 2 vi, 6 vi, 10 vi x 10 vién,

- Vinhom - PVC: Hp 2 vi, 6 vi, 10 vix 10 vién.

PILU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

- Pidu kién bio quin: D& noi khé rdo, tranh 4nh sing, nhiét dé du6i 30°C.

- Han ding: 36 thang k& tir ngdy sn xuit,

- Tiéu chuéin chét lwong: Tiéu chuin co s¢ (TCCS).

CO SO SAN XUAT
Céng ty C6 phan Dwge APIMED

- Pijachi try s&: 263/9 Ly Thuong Kiét, Phuomg 15, Quén 11, thanh phé HO Chi Minh, Viét Nam.

- Dia chi nha may: Duong N1, cum cong nghiép Pha Thanh - Vinh Thanh, x& Vinh Thanh,
huyén Nhon Trach, tinh Pong Nai, Viét Nam.

05



