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1. THANH PHAN CONG THU'C THUOC
Thanh phéin hoat chét:
S i e U D 150 mg
Thanh phén ti duwge:

Microcrystalline cellulose, lactose monohydrate, sodium lauryl sulfate, povidone, sodium
starch glycolate, colloidal silicon dioxide, magnesium stearate, hypromellose, polyethylene
glycol, titanium dioxide, talc.

2. DANG BAO CHE

Vién nén bao phim.

M3 ta: Vién nén tron, bao phim mau tring, hai mét khum tron, thanh va canh vién lanh Lin.
3, CHI BINH

Ngwdi lon: Roxithromycin duge chi dinh diéu tri cdc trudmg hop nhiém khudn nhe t&i trung
binh néing sau day & nguwdi lon, gdy ra hodc ¢ kha ning gdy ra boi cac vi sinh vat nhay cam.

- Nhiém khusn dudng hd hdp trén: viém hong cép, viém amidan, viém xoang.

- Nhidm khuén duémg hé hip dudi: viém phé quan cdp va dot cdp cia viém phé quan man
tinh, viém phéi mic phai trong céng ddng.

- Nhiém khuan da va cAu tric da.
- Viém niéu dao khong do 1du cu.

Tré em: Roxithromycin duge chi dinh didu tri cac truong hop nhiém khuén nhe t6i trung binh
nang sau ddy ¢ tré em, gdy ra hodc co kha nang gay ra bai cac vi sinh vat nhay cam.

- Viém hong cp tinh.
- Viém amidan cdp tinh.
- Bénh chéc.
4. CACH DUNG, LIEU DUNG
Cach dung:
Roxithromycin nén duge udng it nhat 15 phat truée khi an hozic khi bung doi (tic 13 hon 3
gi® sau bita an).
Vién nén bao phim phai dugc udng ca vién ciing véi thirc udng.
Liéu dimg:
Ngwoi lon
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Thei gian didu tri théng thuomg 1a tir 5 dén 10 ngay tiy thude vao chi dinh va dap Gmg 14m
sang. Nhiém tring hong do lién céu khudn can it nhdt mudi ngdy didu tri. Mét ty 18 nhd bénh
nhén bi nhiém tring sinh duc khéng do 1au céu cé thé can 20 ngay dé khai bénh hoan toan.

Tré em
Khéng nén vugt qué lidu khuyén céo va thoi gian didu tri.
Dung liéu tir 5 d&n 8 mg/kg/ngay, hai 1dn mdi ngay.
Ché dd liéu khuyén cdo nhw sau:
Tir 40 kg tro lén
Udng mot vién, vao budi sang va budi ti.
Roxithromycin 150 mg khong khuyén cao dung cho tré em dudi 40 kg.

Thoi gian diéu tri thong thudmg 14 tir 5 dén 10 ngay thy thudc vao chi dinh va dap img lam
sing. Nhiém tring hong do lién cdu khuén can diéu tri mudi ngay. Thoi gian didu tri khong
duge vugt qui mudi ngay.

Biéu chinh liéu trong:
Suy thdn
Uébng 1 vién, hai 1dn m8i ngay hodic 2 vién, mét 1in m&i ngay.
Nguoi gia
Ubng 1 vién, hai 1dn mdi ngay hoic 2 vién, mot lin mdi ngay.
5. CHONG CHI PINH
Qu4 mn véi roxithromycin, khdng sinh nhém macrolides, ké ca erythromycin hodc véi bt
ky ta duoc ndo.
Suy gidm chirc niing gan nghidm trong.
Diéu tri dﬁ’ing thoi véi nhém ergot alkaloids co mach.
Ding dong thoi véi céc loai thude c6 ctra s6 didu tri hep, chét nén ctia hé théng CYP3A4 (vi
du astemizol, cisaprid, pimozid va terfenadin).
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Roxithromycin, nhu erythromycin, d& duge chimg minh trong in vifro la co tac dung kéo dai

thovi gian dién thé hoat déng ciia tim phu thude vao ndng d6. Tac dung nhw vdy chi duge biéu
hién & n%mg d6 cao hon né)ng d6 diéu tri. Do do, khong dwoc vuot qua lidu khuyén cao.

Str dung khang sinh kéo dai hodc ldp di ldp lai bao gdm roxithromycin cé thé dan dén boi
nhidm bdi cde vi khudn khéng thude. Trong trudng hop bdi nhidm, nén ngimg sir dung
roxithromycin va ding lidu phap diéu tri thich hop.
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G TWlﬁm\dal trang gid mac lién quan dén khang sinh & duge béo cdo véi nhiéu loai khang sinh.

*;,ﬂ c'fa)‘r_io Clostridium difficile tao ra dudmg nhu 1a nguyén nhén chinh.
RAE FA /hn ngdr viém dai trang gia mac, phai ngimg dung roxithromycin ngay lép tic.

K’T

do nghiém trong ciia viém dai trang c6 thé tir nhe dén de doa tinh mang, Piéu quan trong

1a phai xem x¢t chan dodn nay ¢ nhitng bénh nhén bi tiéu chay, dac biét néu nang, dai ding

va/hoiic ¢6 méu, hodic viém dai trang lién quan dén viée sir dung khang sinh (diéu nay c6 thé
xdy ra trong khi diéu trj va 1én dén vai tudn sau khi ngimg diéu tri bing khang sinh). Nhimg
trudmg hop nhe thuong chi can ngimg thude. Tuy nhién, nhitng trudmg hop tir trung binh dén
ning, can liéu phap thich hgp bang thubc khang khudn udng phu hop hiéu qua chdng lai
Clostridium difficile. Nén cung cép thire 4n long, chat dién giai va liéu phép thay thé protein
khi ¢6 chi dinh.

Thudc 1am chiam nhu ddng rudt, vi du cac opiates va diphenoxylat vo1 atropin (vi du Lomotil),
ch thé kéo dai va/hoic 1am tinh trang bénh ning hon va khong nén sir dyng.

Trong mét s6 diéu kién nhat dinh, khéng sinh nhém macrolides, bao gdm roxithromyein, ¢o
kha ning kéo dai khoang QT. Do d6, roxithromycin nén duge sir dung thin trong & nhiing
bénh nhén c6 khodang QT kéo dai bim sinh, c6 tinh trang rdi loan nhip tim dang dién ra (tirc
14 chwa duge diéu tri kip theri ha kali mdu hode ha magie méu, nhip tim chdm c¢6 ¥ nghia 1am
sang) va & nhimg bénh nhdn ding thudc chdng loan nhip nhém IA (vi du quinidin,
procainamid, disopyramid) va Nhém IT1 (vi du dofetilid, amiodaron), citalopram, thude chong
trdm cam ba vong, methadon, mot s6 thube chéng loan thén (vi du phenothiazines),
fluoroquinolones (vi du moxifloxacin), mét s6 thude khéang niam (vi du fluconazol,
pentamidin) va mat s6 thude chdng vi-rit (vi du telaprevir).

Giéng nhir cde macrolides khac, roxithromycin cé thé am trdm trong thém bénh nhugce co.

Céc trudng hop phan img da phdng rop nghiém trong nhu Hai chiing Stevens Johnson (SJS)
hodc Hoai tir bidu bi nhiém doc (TEN) di duge bdo cdo vdi roxithromycin, Néu ¢ céc triéu
ching hodc déu hidu cia SJS hodc TEN (vi du phét ban da tién trién thudng c6 mun nuée
hodc ton thueng niém mac), nén ngimg dung roxithromycin.

Co mach nghiém trong (ergotism) cd thé bi hoai tir & céc chi di duoe bao cdo khi khéng sinh
nhém macrolides ¢é lién quan dén nhém ergot alkaloids co mach. Phai ludn kiém tra viée
khong didu tri céc alkaloid ndy trude khi ké don roxithromyein.
Hay can nhéc cén thin su cin bang giita loi ich va ri ro trude khi ké don roxithromycin hoge
cdc macrolides khéc cho bt k¥ bénh nhin nao ding hydroxychloroquin hode chloroquin, vi
kha ning ting nguy co bién cd tim mach va tir vong do tim mach.
Khuyén cdo theo di chic niing gan, thin va cong thitc mau, dic biét khi didu trj 1au dai.

Sit dung thudc trong suy gan
Sy an toan cua roxithromyecin chua duge chimg minh & bénh nhan suy giam chitc ning gan.
Cén than trong néu ding roxithromyein cho bénh nhan suy giam chirc ning gan, trong trudng
hop nédng, khong khuyén cdo dung roxithromycin. Néu ding roxithromycin cho bénh nhan bi
suy giam chitc ning gan ning (vi du xo gan kém vang da va/hodc ¢b trudng), nén cén nhic
giam liéu roxithromycin hang ngay xudng mét nira lidu hrong thong thuomg.

Sir dung thude trong suy thin
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e OH%I’WB“ cta roxithromycin chua duge chitng minh & bénh nhén suy thén, can thin trong
mH ﬂw.ub.du toxithromycin cho bénh nhén suy giam chitc ning thén.

‘TEH t eﬁt;l{ua than cha roxithromycin va céc chit chuyén héa chiém mét lrong nhd sau khi

uong, I lucmg roxithromycin khéng thay doi trong suy thén.
™ N / \ .
-Si'dmg thude & ngudi cao tudi

Khéng cén diéu chinh liéu & bénh nhén cao tubi.
Nhi khoa

Khuyén cdo nén tudn tha nghiém ngit ché d6 lidu danh cho tré em da duoc phé duyét (5 dén
8 mg/kg/ngay, trong 161 da 10 ngay).

Tdc dung trén cic xét nghiém cin lim sang
Khéng c6 dit lidu.
Cianh bdo ta dwoe

Thube ¢6 chira lactose vi vdy cin thén trong khi dimg thube & bénh nhin mic cac bénh di
truyén hiém gip vé& khéng dung nap galactose, thiéu hut men Lapp lactase hodc kém hép thu
glucose-galactose.

Thuée nay ¢6 chita dudi 1 mmol (23 mg) natri trong mdi vién, vé& co bin duge xem nhu
“khoéng chira natri”.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

St dung thube trong thai ky
Phén loai B1.
8] ngudi, sir an toan cua roxithromycin dbi voi thai nhi chra duge xac dinh.

St dung thude trong thori gian cho con bit
Mot lwong nho roxi’{h:omyc‘in du(:rc tiét qua sita me; vi vy nén ngimg cho con b ho3c ngudi
me ngimg ding thude khi can thiét.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
CAn chd ¥ d@én kha ning xay ra chong mit, suy giam thi lyc va mé mit.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Roxithromyein ¢6 4i lwc véi cytochrome P450 thép hon nhiéu so véi erythromycin va do d6
¢ it twong tac hon. Tuy nhién, c6 thé quan sat thiy s tuong tic véi cac thude lién két véi
alpha-1-acid glycoprotein, vi du: disopyramid.

Roxithromycin duomg nhu khéng twong tac véi cac thudc tranh thai dudmg udng cb chia
oestrogen va progestogen, prednisolon, carbamazepin, ranitidin hodc thude khéng acid.
Ergot alkaloids: Phén Umg ergotism c¢o thé dan dén hoai tir ngoai bién di duoc béo cdo sau
khi diéu trj ddng thoi khang sinh macrolides v6i cdc ergot alkaloids co mach, dic biét 1a
ergotamin va dihydroergotamin. Vi khong thé loai trir trong tic 1dm sang véi roxithromycin
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o0 Z0RBH {Qfg‘} g chi dinh diing roxithromycin cho bénh nhin dang ding céc ergot alkaloids. Phai

commrkréimﬁra viée khong ding céc alkaloid nay trude khi ké don roxithromyein.
'i\

Mot nghién ciu ¢ nguoi blnh thuong dung ddng thoi roxithromycin va
cho thiy vai trrrdng hop ting ndng do cta theophyllin trong huyét fwong. Mac dil
ng cAn thay dbi liéu lugng nhung nhimg bénh nhén cé nong d6 theophyllin cao
4u diéu tri nén duoc theo ddi ndng do theophyllin.

TNHH MTV
pud
\lh Emiéatﬁﬁﬁ)} i
o thud
Disopyramid: Mot nghién clru in vifro da cho thay roxithromyein cd thé thay thé disopyramid
lién két véi protein; trong in vivo tac ddng nhu viy co thé lam ting nbng do disopyramid trong
huyét thanh.

Do dd, theo ddi ECG va néu cé thé, nén theo dai nf"mg d¢ disopyramid trong huyét thanh.

Terfenadin: Mot sb khang sinh macrolides (vi du erythromyein) ¢ thé 1am ting nong do
terfenadin trong huyét thanh. Pidu ndy cd thé din dén cée téc dung phu nghiém trong vé tim
mach, bao gdm kéo dai khoang QT, xodn dinh va cac réi loan nhip thit khéc. Phan (g nhur
vay chua dugce ghi nhan véi roxithromyein, ma cé ai hre véi eytochrome P450 thép hon nhiéu
so voi erythromycin. Tuy nhién, do chua cé nghién ctu twong tac cé hé th(‘smg nén khong
khuyén céo sir dung dong thoi roxithromyein va terfenadin.

Astemizol, cisaprid, pimozid: Cac thude khde, nhu astemizol, cisaprid hodc pimozid, duge
chuyén héa bai isozym CYP3A4 & gan, ¢6 lién quan dén viée kéo dai khoang QT va/hodc rdi
loan nhip tim (dién hinh la xoén dinh) do ting ndng do cac thude nay trong huyét thanh sau
khi tuong tac véi cac chit (e che dang ké cia isozym ndy, ké ca mdt vai khdng sinh nhém
macrolides. Mic di roxithromycin khong ¢ hodic ¢6 kha ning han ché trong viée tao phic
hop CYP3A4 va do d6 e ché sy chuyén héa ciia cc thude khéc duge xr 1y bdi isozym nay,
nhung khong thé xéc dinh chéc chin hodc loai trir kha nang tuong tac l4m sang clia
roxithromyein v6i cée thude néu trén; do d6, khong nén dimg ddng thdi roxithromycin va cac
thude nay.

Roxithromycin, gibng nhu cic macrolides khéc, nén duge sir dung thén trong & nhiing bénh
nhén dang ding thude chéng loan nhip nhém IA va Nhém L

Thudc ddi khdng vitamin K: Mac di khong quan sat thdy tuong téc trong cac nghién etru trén
tinh nguyén vién, roxithromycin dudmg nhu tuong tac voéi warfarin. Su gia ting thoi gian
prothrombin (t¥ 18 binh thudng héa quéc t& (INR)) da duoc béo cdo & nhitng bénh nhén diéu
tri ddng thoi véi roxithromycin va warfarin hodc thude dbi khéng vitamin K phenprocoumon
c6 lién quan, va hiu qua 14 d3 xay ra cac dot chdy mau nghiém trong. Cén theo d&i INR trong
khi didu tri két hop roxithromycin véi thude d6i khang Vitamin K.

Hydroxycloroquin hodc clorequin: Dit liéu quan sat cho thdy dimg dong thoi azithromycin
vl hydroxycloroquin & bénh nhan viém khép dang thép c6 lién quan dén viée ting nguy co
bién ¢d tim mach va tir vong do tim mach. Béi vi khd niing nguy co tuong ty voi céc
macrolides khdc khi sir dung két hap v&i hydroxycloroquin hodc cloroquin, nén can nhac cin
thin dé can bing giita loi ich va ri ro trude khi ké don roxithromycin cho bit ky bénh nhan
nao dang ding hydroxycloroquin hodc cloroquin.

Digoxin va cdc glycosid tim khde: Mot nghién ctru trén ngudi tinh nguyén khoe manh cho
thédy roxithromycin ¢ thé lam ting hdp thu digoxin. Tac dung ndy, thuomg gip & céc
macrolides khic, c6 thé rit hiém khi din dén ngd doc glycosid tim. Didu nay cé thé duoc bigu
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7L ondién k(”a;)\g cdc triu chung nhu buon non, nén, tiéu chay, nhite ddu hoje chong mit; de tinh

“ ;::',H(‘l;-l ‘cost kﬁ,m ciing ¢6 thé g,ay 161 loan dn truyén tim va/hodic rbi loan nhip. Do d6, & nhiing
\\fEﬂH

) duge diéu tri bing roxithromyein va digoxin hode mét glycosid tim khéc, nén theo
_ dn E 4 néu c6 thé, nén theo ddi ndng dé ctia glycosid tim trong huyét thanh; diéu nay 1a
s b

¥c néu xdy ra céc tridu chimg goi y xay ra qua liéu glycoside tim,
Thubc trc ché FIMG-CoA reductase; Khi phdi hop roxithromycin va mét chét irc ché HMG-
CoA reductase (statin), thi c6 nguy co tiém an xay ra cac bién cb bét loi lién quan dén co, nhue
tidu cor vin do ¢6 thé tang phoi nhiém statin.

Cén than trong khi phdi hop statin véi roxithromycin va can theo doi bénh nhan vé cac déu
hiéu va triéu chirng cta bénh co.

Midazolam: Roxithromycin, giéng nhu cée macrolides khéc, co thé 1am ting dién tich dudi
dudng cong nong do - thdi gian etia midazolam va thdi gian ban thai midazolam; do do, tac
dung cua midazolam co thé tang va kéo dai & bénh nhdn didu tri vl roxithromycin, Khong
c6 bang chimg thuyét phuc vé su twong tac gifta roxithromycin va triazolam.

Bromocriptin: Roxithromycin co thé lam ting AUC va ndng d6 trong hu}fét fuong cua
bromocriptin, didu nay c¢é thé din dén ting nguy co tac dung phu ciia hop chét.

Rifabutin: Roxithromycin c6 thé lam ting ndng df rifabutin trong huyét fwong.

Theophyilin va Cyclosporin: D quan st thay ting nhe ndng d¢ theophyllin hogic cyclosporin
A trong huyét twong. Didu ndy thudng khong doi hoi phai thay dbi lidu lugng roxithromycin
théng thuong.

CYP34: Roxithromycin 12 chit tc ché CYP3A yéu. Téc dung ciia roxithromycin khi phoi
nhidm véi cc thude dwoe thai trir chi yéu qua chuyén hoa CYP3A dyr kién 12 gip 2 14n hogic
it hon. Cn than trong khi ké don ddng thai roxithromycin vai cée thude duge chuyén héa bdi
CYP3A (nhu rifabutin va bromocriptin).

Twong ky cia thube

Do khong ¢6 cdc nghién ctru vé tinh tuong ky ctia thube, khong tron 1dn thude nay véi céc
thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Roxithromycin ndi chung duge dung nap tbt. Trong cac thir nghiém 14m sang, viéc nglmg
didu tri do phén tmg bét loi chi xay ra & 1,2% bénh nhén ngudi 16n va 1,0% tré em. Céc tic
dung phuy hozc bién cd bat loi nghiém trong sau ddy cé thé lién quan dén roxithromycin d&
duoc bao cédo.

Tiéu héa: Budn ndn, ndn, dau ving thugng vi (khé tidu), tiéu chay (d6i khi ¢d méu), chan an,
day hoi, viém dai trdng mang gia. Trong c4c nghién ciru l4m sang, ty 1€ méc cac bién cb vé
dudmg tidu héa cao hon & ché do ding liéu 300 mg, mét 14n mdi ngay so véi ché d6 150 mg,
hai 1dn mdi ngay. Céc tridu chimg viém tuy d& dugc quan sat thiy; hau hét bénh nhan d ding
c4c loai thude khac ma viém tuy duoc biét dén la phan tmg bt loi.

Qud mdn: M@ day, phét ban, ngita, phit mach. Hiém khi xay ra phan Gng di trng nghiém trong,
vi du: hen suy@n, co thit phé quan, phén (mg gidng phan vé, sbc phan vé, ban xuat huyét, phit
thanh mén, phi toan than, hdng ban da dang, viém da tréc vay, ngoai ban mun mu toan than
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]NHm’mtnﬁu (EQ.GEP), hoi chimg Stevens-Johnson va Hoai tir bidu bi nhiém déc (TEN).

|z
HAM
?ﬁ‘ﬁ; n GP@, uan sat thiy muc ting trung binh cua transaminase huyét thanh (AST va ALT)

opong df phosphatase kiém va co nhiéu kha nang xdy ra & ngudi cao tuol (> 65 tudi).
i duge béo cdo viém gan ¢ mat chp tinh va tén thuong t& bao gan cp tinh (d6i khi
ém vang da).

Nhiém trimg vit nhiém ky sinh trimg: bdi nhiém (khi st dung kéo dai), viém dai tring
Clostridium difficile (viém dai trang méang gia).
Ré1 loan mdu vé hé bach huyét: tang bach ciu & toan, méat bach céu hat, giam bach cau, giam
tiéu cAu.
Réi loagn hé mién dich: sbe phan vé.
Réi loan tim mach: kéo dai khoang QT, nhip nhanh thét, xofn dinh.
Khdc: Tang bach cAu 4i toan, co thiit phé quan, 4o gisc. nhirc dAu, chéng mat, di cam, 1 tai,
khé chiu, nhiém monililla (candida), viém tuy, rdi loan vi gidc va/hodc khiu gide, suy giam
thi lue, md mit, diéc tam thoi, giam thinh lyc va chéng mat.
Sir dung khéng sinh kéo dai bao gdm roxithromycin ¢¢ thé din dén bdi nhidm; su phét trién
qué mire ctia cdc vi sinh vét khong nhay cam. Panh gid lap di 13p lai tinh trang ctia bénh nhin
14 didu cén thiét. Trong trudmg hop béi nhidm, cin thye hién cée bién phap didu tri thich hop.
Théng bdo ngay cho bdc st hodc duwpe si khi gdp cdc tdc dung khong mong muon nhie trén
khi st dung thudc hodc bdo cdo cde phan teng cd hai ciia thudc vé Trung tim Théng tin
thuéc va Theo ddi phan ieng cd hai ciia thude (ADR) Quoc Gia. Pia chi: 13 — 15 Lé Thdnh
Tong — Hoan Kiém — Ha Nji. Di¢n thogi: 024.9335.618; Fax: 024.3.9335642;
Email: di.pvcenter@gmail.com

11. QUA LIEU VA CACH XU TRi
Nén tién hanh diéu tri tridu chimg. Khang c6 thude giai doc ddc higu.

12. PAC TINH DUQC LUC HQC

Nhém dwoe Iy: khang sinh macrolid ban téng hop

Mi ATC: JOIFA06

Co ché tic dung:
Roxithromycin ¢6 téc dung kim khudn & ndng dd thp va diét khudn ¢ nong dé cao.

Roxithromyein lién két véi tiéu don vi 508 ciia ribosome 708, do d6 1am gién doan qué trinh
tdng hop protein cia vi khuin.

Téc dyng hdu khang sinh kéo dai da dugc quan sat thay v6i roxithromycin. Mac du dit ligu
14m sdng @ chimg minh tinh hidu qua va an toan ctia viée diing lidu mt 1an mdi ngdy & nguoi
16m nhung didu nay chwa duge ching minh & tré em.

Tai cdc ndng do trong huyét twong dat duge voi cac lidu diéu tri khuyén céo, trong in vitro
roxithromycin di duge chimg minh la ¢6 hoat tinh 1am sang chéng lai cac vi sinh vat sau:
Streptococcus pneumoniae, Sirep. pyogenes, Mycoplasma pneumoniae, Moraxella
catarrhalis, Ureaplasma urealyticum va Chlamydia sp.
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P iﬁﬁ»g\{i:rm roxithromycin di duoc chimg minh la co hoat tinh lam bano chdng lai cdc vi

_ Iﬂ:&iﬁh v&g u ddy nhay cam mat phéan v6i roxithromycin:
e wdﬁhjﬂm influenzae va Staphylococcus aureus, ngoai trir Staph. aureus khang methicillin

A N EEREGMIRS AS)
] Cdt,-o \G ng vi sinh vét khang thudc: Staph. aureus da khang, Enterobacteriaceae,

J10a 0A Psewdomonas sp. va Acinetobacter sp.
13. PAC TiNH DUQC PONG HQOC
Hip thu

Roxithromyecin dige hip thu sau khi udng véi sinh kha dung tuyét doi khoang 50%. Nong d6
dinh trong huyét twong sau khi ding vién nén bao phim 150 va 300 mg dat duge & bénh nhén
ngwdi 16n tré tudi va ngudi 16n tudi xdp xi tir 1 dén 2 ngudi gidy sau khi ding thude.

Vi thitc &n lam chdm su hép thu, nén ding roxithromyein it nhat 15 phit truée khi an hodc
khi bung déi (tirc la hon 3 gid sau bita dn).

Sy hap thu khong tuyén tinh; khi ting lidu trong khoang 150 mg dén 300 mg, ndng dd dinh
trong huyét trong va dién tich dudi duéng cong (AUC) khong ting ty 1¢ thudn vdi lidu.

Sau khi dimg lidu l3p lai 2,5 mg/kg cich mdi 12 gidy & tré em, nﬁng d¢ dinh trung binh trong
huyét twong & trang thai 6n dinh 12 9 mg/L va AUC 14 61 mg.gio/L.

Sau khi uémg mot liéu duy nhét roxithromycin 150 mg & nguei lém tré tudi khde manh, nong
@5 dinh trung binh trong huyét tuong 13 6,6 mg/L va AUC 14 69 mg.gid/L. O trang thai 6n
dinh sau khi ding liéu 150 mg, hai lin mdi ngay, ndng dé dinh trung binh trong huyét tuong
14 9,3 mg/L va AUC la 71 mg.giofL.

O bénh nhén cao tudi, ndng 6 dinh trung binh trong huyét twong sau khi dimg liéu duy nhit
150 mg 19,1 mg/L va AUC 14 148 mg.gio/L. O trang thai 6n dinh, ché &6 liéu 150 mg, hai
1an mdi ngay tao ra ndng & dinh trung binh trong huyét tuong 13 11,3 mg/L vd AUC 1 83
mg.gid/L.

Sau khi ubng mdt lidu duy nhét roxithromycin 150 mg cho ngudi 16n nam va nit khée manh,
ndng do dinh trung binh trong huyét twong la 6,58 mg/L va AUC 1a 94,98 mg.gidv/L.

Phan bd

Roxithromycin lién két 92% dén 96% v&i protein h_uyét twong (chn yéu la alpha-1-acid
glycoprotein, nhung cling c6 albumin) & ndng dd dudi 4,2 mg/L. Sy gin két co thé bio hoa;
& nhitng d6i twgng c6 ndng do alpha-1-acid glycoprotein trong huyét twong binh thudng, mirc
d0 gén két giam khi ndng do roxithromycin trong huyét twong vuot qué 4,2 mg/L. O ndng do
trong huyét trong 12 8,4 mg/L, khoang 87% thude gin két véi protein.
Roxithromycin tdp trung nhiéu & bach ciu da nhan va dai thuc bao, & ddy nong d¢ da duge
béo céo cao gip 30 1dn ndng dd trong huyét thanh.

Chuyén héa
Roxithromycin duoc chuyén hoa gii han trong co thé, c6 thé 1a & gan. Chét chuyén héa chinh
14 descladinose roxithromycin. Hai chit chuyén hoa nho ciing di duoce xic dinh. Néng dd
roxithromyein trong huyét tuong xép xi gdp dbi ndng d¢ ctia tat ca cdc chit chuyén héa; ty 18
tuong tir duoc thdy trong nude tiéu va phan.
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lién két, ma co thé duge thai trir qua than.
Thai trir

Théi gian ban thai trung binh cua roxithromyein 12 khoang 12 gity & ngudi 16m tré tudi va 20
gitr & tré em. Thoi gian ban thai duong nhu dai hon & tré em khong gdy tich iy qua mire;
ndng dd t6i thiéu (Cmin) va cde gid tri AUC tuong duong & ngudi 1ém va tré em.

Thoi gian ban thai kéo dai dén 25 gitr & bénh nhédn bi suy giam chirc ning gan va 18 gi &
bénh nhan suy thén.

Théi gian béan thai trung binh & bénh nhén cao tudi la khodng 27 gié.

14. QUY CACH PONG GOI
Hép 01 vi (Alu-PVC sita) x 10 vién nén bao phim, kém t& huéng dén sir dung.

Hop 02 vi (Alu-PVC sita) x 10 vién nén bao phim, kém t& huémg dén sir dung.
Hop 06 vi (Alu-PVC sita) x 10 vién nén bao phim, kém té& huéng din st dung.
Hop 10 vi (Alu-PVC sita) x 10 vién nén bao phim, kem t& hudng dan sir dung.
Hop 01 chai (HDPE) x 100 vién nén bao phim, kém t& hudng dén sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUOC
Diéu kign bio quin: DE noi kho réo, nhiét do khéng qué 30°C, tranh édnh sang truc tiép.
Han ding: 24 théng, ké tir ngdy sén xuét.

Tiéu chuin chit lwong thudce: TCCS.
16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY TNHH MTV DUQC PHAM LA TERRE FRANCE

Dia chi: L6 B3-1, goc dudng D4-N1, khu cong nghi¢p Hyu Thanh, Xa Hyu Thanh, Huyén Brirc
Hoa, Tinh Long An, Viét Nam.

Bién thoai: 0706888899 Email: laterrefrance(@laterrefrance.vn
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