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R, Thudc nay chi ding theo don thube

VIEN NEN BAO PHIM

VIZIMTEX

Azithromycin

Dé xa tam tay tré em

Doc ki hudng dan siv dung trwde khi ding

Néu can thém thong tin xin hoi y kién thdy thudc

Khong dwoc ding qud liéu chi dinh

THANH PHAN CAU TAO THUOC

Moi vién nén bao phim chira:

Thanh phan hoat chat:

VIZIMTEX (250mg): Azithromycin dihydrat 262,02 mg tuong duong véi azithromycin 250mg
VIZIMTEX (500mg): Azithromycin dihydrat 524,00 mg twong duong voi azithromycin 500mg
VIZIMTEX (600mg): Azithromycin dihydrat 628,85 mg tuong duong véi azithromycin 600mg
Thanh phén t4 dugc:

Starch maize pregelatinized, calci phosphat dibasic, magnesi stearat, crospovidon, natri lauryl
sulphat, opadry Il white

DANG BAO CHE

Vién nén bao phim

CHI PINH

Azithromycin dugc chi dinh dé diéu trj cac bénh nhiém khuan gdy ra boi cac vi sinh vat nhay cam
voi azithromycin:

- Viém xoang do vi khuan cép tinh (dugc chan doan day du)

- Viém tai gitra do vi khuan cap tinh (duoc chan doan day du)

- Viém hong, viém amidan

- Dot cép ctia viém phé quan man tinh (dugc chin doan ddy du)

- Viém phdi méc phai cong démg tir nhe dén trung binh

- Nhiém khuan da va mé mém

- Viém nié¢u dao khong bién ching do Chlamydia trachomatis va viém cb tir cung

CACH DUNG, LIEU DUNG

Liéu lugng

Nguwoi lon

- Viém ni¢u dao khong bién chimg do Chlamydia trachomatis va viém cd tir cung: ubng mot liéu
duy nhit 1000 mg.

- D6i véi tat ca céc chi dinh khac: liéu 12 1500 mg; 500 mg mdi ngay trong ba ngay lién tiép. Hodc
tong liéu 1500 mg ciing cé thé duge ding trong 5 ngdy véi 500 mg vao ngay dau tién va 250 mg
vao ngay thir hai dén ngay thir nam.

Ngteoi cao tuéi: Str dung liéu gidng nhu lidu danh cho ngudi 16n. Nguoi cao tudi ¢6 thé ¢é cac tinh
trang loan nhip lién tuc, nén than trong déc biét do nguy co loan nhip tim va xoan dinh.

Bénh nhdn suy thdn: Khéng cin diéu chinh 1iéu & bénh nhan suy than tir nhe dén trung binh (dd loc
cau than 10-80 ml / phut)
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Bénh nhdn suy gan: Khong can diéu chinh liéu & bénh nhéan suy gan tir nhe dén trung binh

Tré em: Vién nén azithromycin chi ding cho tré em trén 45 kg vai lidu nhu lidu nguoi 16m. Déi véi
tré em dudi 45 kg c6 thé sir dung azithromycin dang hén dich.

Cach dung )

Vién nén: Nén nuot tron vién nén azithromycin.

CHONG CHI PINH

Chéng chi dinh & nhimng bénh nhan ¢6 tién sir bi qua min véi azithromycin hodc moi khéng sinh
macrolid khac

CANH BAO VA THAN TRONG KHI DUNG THUOC

Qud man

Ciing nhu erythromycin va cac macrolid khéc, cac phan Gmg di (mg nghiém trong hiém gip bao
gdm phti mach va s6c phan vé (hiém khi gdy tir vong), phan tng ngoai da bao gdm hoi chimg ngoai
ban mun mu toan than cép tinh (AGEP), hoi chiing Stevens Johnson (SJS). hdi ching hoai tir
thugng bi nhiém doc (TEN) (hiém khi gdy tir vong) va phan tng thudc vé6i bach cdu ua eosin va
triéu chimg toan than (DRESS) di dugc bao cao. Mot sé phan g véi azithromycin da dan dén cac
triéu chig tai phat va can thoi gian quan sat va diéu tri 1au hon.

Néu mot phan tng di ng xay ra, cin ngimg thude va diéu tri thich hop nén duge thiét lép. Cac bac
sT nén biét ring t4i xudt hién cdc triéu chimg di tmg c6 thé xdy ra khi ngitng diéu tri.

Gan la con duong chinh thai trir azithromycin, viée sir dung azithromycin nén thén trong & nhiing
bénh nhan ¢6 bénh gan ning. Céc truong hep viém gan siéu vi ¢ kha nang din dén suy gan de doa
tinh mang da dwgc bdo cdo vadi azithromycin, Mot 50 bénh nhén c6 thé da méc bénh gan tu trudce
hodc c6 thé dang dung cac thude ddc cho gan khac.

Trong truong hop ¢6 ddu hiéu va tridu ching cua réi loan chirc nang gan, nhur suy nhuge phat trién
nhanh chéng két hop véi vang da, nude tiéu sdm mau, xu hudng chay méu hodc bénh ndo gan, xét
nghiém chirc niang gan / diéu tra nén duoc thuc hién ngay lap tre. Nén ngirng dung azithromycin
néu rdi loan chire ning gan xuat hién.

O nhitng bénh nhan sir dung din xuit ergotamin, ergotism da xdy ra két tia khi ding chung mét sb
khang sinh nhém macrolid. Khong ¢6 dir ligu lién quan dén tuong téc giita cac din xudt ergotamin
va azithromycin. Tuy nhién, khong nén diing déng thoi azithromycin va cac dan xudt ergot.

Tim mach

Tai cuc va khoang QT kéo dai, cho thiy nguy co phat trién loan nhip tim va xodn dinh, da dugc
thdy trong diéu tri véi cac macrolid khac bao gdm azithromyein. Do dé, ¢6 thé dan dén ting nguy
co rung tam tht (bao gdm xodn dinh), ngimg tim. nén than trong khi dung azithromycin ¢ nhiing
bénh nhén loan nhip tim (dac biét 12 phu nir va ngudi cao tudi) nhu bénh nhén:

- V6i hoi chimg QT kéo dai hodc bam sinh.

- Hién dang diéu tri bang céc thude khac dugce biét 1a kéo dai khoang QT nhu thude chdng loan nhip
nhom IA (quinidin va procainamid) va nhom III (dofetilid, amiodaron va sotalol), cisaprid va
terfenadin; thudc chdng loan thdn nhu pimozid; thude chéng trim cam nhu citalopram; va
fluoroquinolon nhu moxifloxacin va levofloxacin

- Véi rbi loan dién giai, dic biét trong truong hop ha kali mau va ha natri méau

- V&i nhip tim cham lién quan dén 1am sang, rdi loan nhip tim hodc suy tim néng.

Nghién ctu dich t& hoc diéu tra nguy co tim mach bét loi véi macrolid da cho thdy két qua khac
nhau. Mot sb nghién ctru quan sat da xac dinh mét nguy co ngfm han hiém gap cua rbi loan nhip
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tim, nhdi mau co tim va tir vong do tim mach két hop v6i macrolid bao gdm azithromycin. Do do
cdn xem xét loi ich véi nguy co khi diéu tri véi azithromycin.

Tiéu chay lién quan dén Clostridium difficile (CDAD) da duge bdo céo véi viée sir dung gan nhu tat
ca cdc khang sinh, bao gom azithromycin, va c6 thé nam trong mirc dg tir tiéu chay nhe dén viém
dai trang gay tir vong. Diéu tri bing céc khang sinh 1am thay déi can bang hé vi sinh ciia dai trang
dan dén su phat trién qua muc cta C. difficile.

C. difficile tao ra cdc doc to A va B gop phan vao su phat trién cia CDAD. Hypertoxin san xuAt cc
ching C. difficile gdy ting ty & mac bénh va tir vong, vi cac bénh nhiém tring c6 thé dé khang vai
diéu tri khang sinh va c6 thé can phai cit bo dai trang. CDAD phai dugc xem xét o tat ca cac bénh
nhan c6 tiéu chay sau khi str dung khang sinh. Céan theo ddi can than vi CDAD da duoc bdo céo xay
ra trong vong hai thang sau khi ding khang sinh. Trong truong hop chéng chi dinh, CDAD duoc
chéng chi dinh.

Dot cdp cla cac tridu chimg cua bénh nhuoc co va khoi phat hi chimg nhugc co mdi da duoc bio
céo & nhirng bénh nhan ding azithromyecin.

An toan va hiéu qua dé phong nglra hodc diéu tri phicc hop Mycobacterium avium & tré em chua
dugc xéac dinh.

Nén cin nhic khi sir dung azithromyein:

Vién nén azithromycin khéng thich hgp dé diéu trj cdc bénh nhiém khudn nghiém trong khi can c6
ndng dé khang sinh cao trong mau.

Azithromycin khong phai 12 lya chon dau tién cho viée diéu tri nhiém khuén theo kinh nghiém ¢
nhing khu vue cd ty 1€ khang phan lap tir 10% tr¢ 1én.

O nhitng viing c6 ty 1& khang erythromycin cao, diéu dic biét quan trong la phai xem xét mé hinh
nhay cam véi azithromycin va cac khang sinh khac.

D6i v6i cac macrolid khéc, ty 1& khang cao clia Streptococcus preumoniae (> 30%) da dugc bio
céo cho azithromycin & mot s nuée chau Au. Diéu nay nén dugc dua vao huéng dan khi diéu tri
nhiém khuén do Streptococcus pneumoniae gay ra.

Viém hong / viém amidan

Azithromycin khong phai la thude lia chon déu tién trong diéu tri viém hong va viém amidan do
Streptococcus pyogenes gay ra. Dé du phong sot thdp khép cép tinh penicillin 13 diéu tj lua chon
dau tién.

Viém xoang

Thong thuong, azithromycin khong phai la lua chon dau tién trong diéu tri viém xoang.
Viém tai gitia cap tinh

Théng thuong, azithromycin khong phai l1a lua chon dau tién trong diéu tri viém tai gitta cap tinh.
Nhiém khuédn da va mé mém

Téc nhan gdy bénh chinh cta nhiém khudn mé mém, Staphylococcus aureus, thudng xuyén khang
v6i azithromycin. Do dé. xét nghiém nhay cam duoc coi 1a tién dé dé diéu tri nhiém khuin mé mém
vai azithromycin.

Vét thuong bi bong

Azithromycin khong dugc chi dinh dé diéu tri vét thuong bi bong.

Bénh lay truyén qua dudng tinh duc

LTS
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Trong trudng hop bénh 1y truyén qua dudng tinh duc, mot nhiém khuan ddng thoi do 7. palladium
nén duoc loai trur.

Bénh than kinh hodc tdm than

Azithromycin nén dugc sir dung than trong & nhitng bénh nhan cé ri loan than kinh hodc tdm than.
Nhu v6i bét ky khéng sinh ndo, cdn quan st céc dau hiéu boi nhiém véi céc vi sinh vat khong nhay
cam, bao gdbm ca ndm duoc khuyén céo.

O bénh nhan suy than nang (dd loc ciu than <10 mi/phit) ting 33% phoi nhiém toan than vdi
azithromycin.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu niv mang thai:

Céc nghién ctru vé sinh san & dong vat cho thiy azithromycin qua duge nhau thai nhung khéng co
bang chimg téc dung gdy hai cho thai nhi. Tinh an toan khi sir dung trong lic mang thai chua dugc
xéc dinh. Do dd, chi nén sir dung azithromycin cho phu nif c6 thai khi khéng ¢ thude khéc thich
hop hon.

Phu ni¥ cho con bui:

Khéng ¢6 s6 liéu vé su bai tiét qua sita me. Tinh an toan khi sir dung trong ltc nudi con bt & ngudi
chua dugc xdc dinh. Do do, chi nén sir dung azithromycin cho phu nir dang nu6i con bt khi khong
¢6 thu6e khac thich hop hon. X o ) o ) ) )

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Do ¢6 thé gdy tac dung phu choang vang/chéng mit, co gidt, nhirc dau va buon ngi ¢6 thé anh
huong dén kha nang l4i xe va van hanh may mac cia bénh nhan

TUONG TAC CUA THUOC

Anh hwéng ciia cdc thube khdc lén azithroniycin:

Cdc thude khang acid

Nghién ctru duge dong hoc vé hiéu luc cia thube khang acid diing dong thoi véi azithromycein
khéng cho thdy anh hudng Ién sinh kha dung toan phdn mic diu ndng do dinh trong huyét thanh
giam dén 30%. O bénh nhan cin ding ca azithromycin va thude khang acid, khéng nén ding hai
thube nay dong thoi.

Fluconazol

Dung dong thoi mét liéu duy nhdt 1200 mg azithromycin khong lam thay déi duoc dong hoc cua
mot licu duy nhét 800 mg fluconazol. Thoi gian ban thai cua azithromycin khong thay déi khi ding
ciing vdi fluconazol, tuy nhién, lam giam dang ké Cmax clia azithromycin (18%) da dugc quan sat
thdy.

Nelfinavir

Dung dong thoi azithromycin (1200 mg) va nelfinavir & trang thai én dinh (750 mg ba lan mdi
ngdy) lam ting nong do azithromycin. Khéng c6 tac dung phu dang ké vé mat 1am sang da duoc
quan sat va khong can didu chinh liéu.

Rifabutin

Dung chung azithromycin véi rifabutin khong dnh huéng nng dé huyét thanh cia céc thude.

Giam bach ciu trung tinh da duoc nhan thdy trén bénh nhéan duoc diéu tri phdi hop azithromycein va
rifabutin. Mac du giam bach cau hat di kém voi viée sir dung rifabutin, nhung méi lién hé nhan qua
v6i viée phoi hop cling azithromycin van chua duge xéc dinh.

Terfenadin

g
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Céc nghién ctu duge dong hoc cho thdy khong c6 bing chimg vé su tuong téc gifta azithromycin
va terfenadin. DA c6 nhitng trudng hop hiém dugc béo cdo khi kha niang tuong tac nhu vdy khong
thé bj loai trir hoan toan; tuy nhién khong c6 bing chiing cu thé cho thdy sy tuong tac do da xay ra.
Cimetidin

Trong mot nghién ctru duoc dong hoc, diéu tra tac dung ctia mét liéu duy nhét ctia cimetidin, duoc
udng 2 gio trude khi ubng azithromycin, khong ¢é thay déi vé duroe dong hoc cia azithromycin.
Anh huéng cia azithromycin doi véi cdc thude khdc:

Ndm cuea ga

Kha nidng ngd doc ndm cua ga trén ly thuyét dit ra van dé chéng chi dinh str dung dong thoi
azithromycin véi cac dan xudt ndm cua ga.

Digoxin

MGt vai khang sinh macrolid duoc béo céo 1a 1am giam chuyén héa vi sinh ctia digoxin trong ruét
clia mdt vai bénh nhéan. O nhiing bénh nhan dung déng thoi azithromycin, mot khang sinh azalid, va
digoxin nén luu y dén kha ning ting cao nng dé digoxin.

Thube chong déng loai coumarin

Trong céc nghién ctru tuong téc duge dong hoc, azithromycin khéng 1am thay déi tac dung khang
déng cta warfarin khi dung lidu duy nhét 15 mg warfarin & nhiing nguoi tinh nguyén khoe manh.
Sir dung déng thoi azithromycin va thude chdng dong loai coumarin gdy ting hién tugng chéng
dong da dugce bio cdo, do do can kiém tra thudng xuyén thoi gian prothrombin.

Cyclosporin

Khong cé sb liéu vé co giat tir cac nghién ctru 1am sang hay duoc dong hoc vé kha ning tuong tac
thude giira azithromyein va cyclosporin, nén cin than trong khi ding ddng thdi hai thube nay. Néu
can phai phdi hop hai thude, nén kiém tra ndng do cyclosporin va diéu chinh lidu cho thich hop.
Theophyllin

Khong c6 bing chimg vé tuong téc duge dong hoc giita azithromycin va theophyllin khi str dung
dong thoi & ngudi tinh nguyén khoe manh.

Trimethoprim / sulfamethoxazol

Duing dong thoi trimethoprim / sulfamethoxazol (160 mg / 800 mg) trong 7 ngay vai azithromycin
1200 mg vao ngdy thir 7, khong anh huéng c6 ¥ nghia dén ndng do dinh céc thude, tong luong
thude trong tudn hoan hodc thai trir qua nudc tiéu cta trimethoprim ho#c sulfamethoxazol. Nong dé
azithromycin trong huyét thanh duge ghi nhan tuong tu céc nghién ctru khéc.

Zidovudin

Liéu duy nhit 1000 mg va da liéu 1200 mg hay 600 mg azithromycin khéng anh hudng dugc dong
hoc huyét tuong hay sur bai tiét qua dudng tiéu ctia zidovudine hodic chat chuyén héa glucuronid cua
né. Tuy nhién, diing azithromycin lam gia ting ndng do zidovudin phosphory! héa, chat chuyén héa
hoat dong trén 1am sang, trong céc té bao don nhan mau ngoai bién. Y nghia lam sang cia diéu nay
khéng rd rang. nhung c6 thé cé loi cho bénh nhan.

Astemizol, alfentanil

Khéng c6 dir lidu vé tuong téc véi astemizol hodc alfentanil. Thén trong khi dung déng thoi cac
thude ndy véi azithromycin vi tac dung tiang cudng da biét ciia cac loai thube nay khi str dung dong
thoi voi erythromycein. l

Atorvastatin
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Diing dong thoi atorvastatin (10 mg/ngay) va azithromycin (500 mg/ngdy) khong lam thay d6i ndng
do atorvastatin trong huyét twong (dua trén xét nghiém trc ché HMG CoA-reductase).

Tuy nhién, cdc trudng hop theo ddi sau khi dua thude ra thi truong cho thdy tiéu co van & bénh
nhén dung azithromycin véi statin da duge bao cao.

Carbamazepin

Trong nghién clu twong téc duge dong & ngudi tinh nguyén khoe manh, khdng quan sat thay tac
dung dang ké nao trén nong do trong huyét thanh cia carbamazepin va céc chét chuyén héa co hoat
tinh ctia n6 & bénh nhén dung déng thoi véi azithromycin.

Cimetidin

Trong nghién ctru dugc dong vé tac dung cua lidu don cimetidin st dung 2 gio trude khi dung
azithromycin cho thiy khong cé thay dbi gi trén duoc dong hoc clia azithromycin.

Cisaprid

Cisaprid duge chuyen héa & gan boi enzym CYP 3A4. Boi vi macrolid te ché enzym nay, nén viéc
dung cisaprid dong thoi c6 thé lam tiang thoi gian kéo dai QT, rbi loan nhip thét va xoin dinh.
Cetirizin

O nhitng ngudi tinh nguyén khoe manh, ding déng thoi 5 ngay azithromycin vai 20 mg cetirizin 6
trang thai 6n dinh din dén khong cé tuong téc duge dong hoc va khong c6 thay doi dang ké trong
khoang QT.

Didanosin

Cho 6 nguoi diing liéu 1200 mg azithromycin méi ngay cling véi didanosin khong thdy anh huong
duge dong hoc cua didanosin khi so sanh véi gia duoc.

Efavirenz

Dung dong thoi lidu 600 mg azithromycin va 400 mg efavirenz/ ngdy, trong 7 ngay khong c6 bét ky
tuwong tac duge dong hoc déng ké nao vé mat lam san g.

Indinavir

Dung dong thoi mét liéu 1200 mg azithromyein khong c6 anh hudng dang ké vé duge dong hoc ciia
indinavir diing 800 mg ba ldn mdi ngay trong 5 ngay.

Methylprednisolon

Trong nghién clru twong tac dugc dong hoc o ngudi tinh nguyén khoe manh, azithromycin khéng
anh huong 1én duoc dong hoc ctia methylprednisolon.

Midazolam

Trén nguoi tinh nguyén khoe manh, sir dung dong thoi azithromycin 500mg/ngay trong 3 ngay
khong lam thay dbi c6 ¥ nghia lam sang duge dong hoc va duge luc hoc ctia midazolam lidu don
I5mg.

Sildenafil

O tinh nguyén vién nam khoe manh, khéng c6 bing chimg vé tac dung cua azithromycin (500 mg
mdi ngay. trong 3 ngay) trén AUC va Cmax cua sildenafil hodc chat chuyén héa chinh cia no.
Triazolam

14 tinh nguyén vién khoe manh, dung 500 mg azithromycin vao ngay 1 va 250 mg vao ngay 2 vdi
0,125 mg triazolam vao ngay 2, khong c6 anh huong dang ké dén dugc dong hoc doi vai triazolam
s0 v0i triazolam va gia duoc.

TAC DUNG KHONG MONG MUON
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Bang dudi day liét ké cac tac dung bit loi theo hé co quan va tan suat duge xac dinh trong cac thu
nghiém ldm sang va theo d&i sau khi dua thudc ra thi truéng. Tan suét theo nhom duoc dinh nghia
theo quy udc sau: Rat thuong gép (ADR = 1/10), thudng gép (1/100 <ADR < 1/10), it gip
(1/1000 = ADR < 1/100), hiém gap (1/1000 < ADR < 1/10000) va rat hiém gap (ADR < 1/10000)
va chua rd (khong the ude tinh dya trén cdc dir liéu hién o).

Trong mdi nhém tan suit, tc dung bat lgi duoc trinh bay theo thir tuw giam din mirc do nghiém
trong.

Cdac phan ung bat loi c6 thé c6 hodc ¢6 thé lién quan dén azithromycin dwa trén cdc thie nghiém
lam sang va theo doi sau khi dwa thudc ra thi trirong:

Hé thong co quan Tén suat T#c dyung khong mong muon
Nhiém tring va nhiém ky | It gip Nhiém ndm candida
sinh tring Nhiém tring am dao
Viém phdi
Nhiém ném
Nhiém khuan
Viém hong
Viém da day rudt
R&i loan ho hdp
Viém mii
Nhi&m nam candida miéng
Chua rd Viém dai trang gia mac
R6i loan mau va hé bach | It gip Giam bach cau
huyét Giam bach cu trung tinh
Ting bach cdu ua eosin
Chua rd Giam tiéu cau
Thiéu mau tan mau
R&i loan hé thong mién dich | It gap Phtt mach
Qua man
Chua rd Phén (g phan vé
R6i loan chuyén héa va | Chuard Chén &dn
dinh dudng
R6i loan tAm than it gap So hai
Mt ngi
Hiém gap Kich dong
R&i loan tim thin
Chua rd Hung hang
Lo au
M¢ sang
Ao gidc
R&i loan than kinh Thuong gap Pau dau
It gip Chéng mat
Negu ga
[Loan vi giac
Di cam
Chua rd Ngat, co giat
Giam cam xtic
Tam trang hiéu dong thai qua
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Chimg mat khtru giac
Miit vi gidc

Chung loan khtru
Nhuoc co

It gap

Khiém thi

Chua ro

Mo mit

It g3p

Bénh vé tai
Chong mat

Chua rd

Khiém thinh bao gom diéc va /
hodc U tai

Tim mach

It gap

Danh trong nguc

Chua rd

Xoin dinh
Loan nhip tim bao gom nhip nhanh
that va dién tam do QT kéo dai.

Roi loan mach méu

It gdp

Céc luong néng dot ngot

Chua rd

Huyét ap thap

R&6i loan hé hap, ngue,
trung that

It gap

Khé tho
Chay mau cam

Rai loan tiéu hoa

Rat thudng gip

Tiéu chay

Thuong gap

N6n mua

Dau bung
A A

Buon non

It gap

Tao bon

Day hoi

Kho tiéu

Viém da day

Khé nudt

Dau bung

Kho miéng

O hoi

Loét miéng

Tiang tiét nude bot

& I K

Chua ro

Viém tuy
Ludi doi mau

Ro6i loan gan mat

it gap

Viém gan

Hiém gap

Chirc ning gan bat thuong
Vang da & mat

Chua ro

Suy gan (hiém khi dan dén tr
vong)

Viém gan siéu vi

Hoali tur gan

RoOi loan da va to chire dudi
da

It gap

Phat ban

Ngira

Mé day

Viém da

Da kho

Tang tiét md hoi

Hiém gap

Phan (mg nhay cam anh sang
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Hoi chung ngoai ban myn mu toan
than cap tinh (AGEP)

Chua rd

Hoi chimg Stevens Johnson (SIS),
hoi chimg hoai tir thugng bi nhiém
doc (TEN)

Ban do da dang

Roi loan co xuong va md
lién ket

It gap

Viém xuong khép
Dau co

Dau lung

Pau co

Chua ro

Dau khop
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Roi loan than va tiét niéu

It gp

Kho bai niéu
DPau thén

Chua ro

Suy than cép tinh
Viém thén ké

H¢ thong sinh sén va vi

It gap

Chay mau tir cung
Ro6i loan tinh hoan

Roi loan chung va lién quan
dén dudng dung

It gap

Phu

Suy nhuoc
Kho chiu
Mét moi
Phtu mat
bau nguc
S6t

DPau dén
Phii né

Diéu tra

Thuong gip

S6 lugng bach huyét cau giam
SH lwong bach cau Ai toan tang
Bicarbonat mau giam

Tang bach cau da nhan ai kiém
Tang bach cdu don nhan

Ting bach cau trung tinh

It gdp

Aspartate aminotransferase ting
Alanine aminotransferase ting
Bilirubin mau tang

Ure mau tang

Tang creatinin mau

Kali mau bét thudng
Phosphatase kiém trong mau ting
Clorid tang

Glucose tang

Tiéu cu ting

Hematocrit giam

Bicarbonat tang lén

Natri bét thudng
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Cdc phan tng bat lpi c6 thé cé hodc co thé lien quan dén dw phong va diéu tri phite hop
Mycobacterium Avium diwa trén thir nghiém lam sang va theo doi sau khi dwea thuoe ra thi truong
Nhitng phan ing bat loi nay khdc véi nhitng phan img ¢6 béo cdo ngay ldp tire, bang biéu hién
hodc tan sudt:

Hé thong co' quan Tan suit Téc dung khéng mong mudn
R6i loan chuyén héa va | Thuong gip Chén an
dinh dudng
R&i loan than kinh Thuong gap Chéng mat
Pau dau
Di cam
Loan vi giac
It gdp Giam cam xuc
Mt Thuong gap Khiém thi
Tai Thuong gap Diéc
It gap Khiém thinh
U tai
Tim mach It gap Danh trong nguc
R&i loan tiéu hoa Rét thudng gip Tiéu chay
Pau byng
Buédn nén
Dﬁ‘ly hoi

Khé chiu ¢ bung
Phén long

Réi loan gan mat it gap Viém gan
Réi loan da va t6 chirc dudi | Thudng gap Phat ban
da Nglra
It gap Hdi chiig Steven-Johnson
Phan (g nhay cam anh sang
Ro6i loan co xuong va mé | Thuong gap DPau khaop
lién két
R6i loan chung va lién quan | Thuong gip Mét moi
dén duong diing It gap Suy nhugc
Kho chiu
Thong bdo ngay cho bdc sy nhitng tic dung khéng mong muon gap phdi khi ding thuéc.
QUA LIEU VA CACH XU TRi

Téc dung ngoai y khi dung liéu cao twong tu nhu khi dung liéu binh thuéng. Trong trudng hop qua
liéu. 4p dung cac bién phap hd tro chung va diéu trj triéu ching.

PAC TINH DUQC LUC HQC

Nhém dugce ly: khang sinh tac dung toan than, thugc nhém macrolid.

Ma ATC: JO1FA10

Azithromycin 1a khéng sinh ddu tién nhém azalid. Vé mit héa hoc, hop chét 1a din xuét do thém
mat nguyén tur nito vao vong lacton cua erythromycin A. Tén hoéa hoc cua azithromycin la 9-deoxy-
9a-aza-9a-methyl-9a-homoerythromycin A. Trong lugng phén tar la 749.0.

Co ché tac dung cua azithromycin 1a e ché tdng hop protein vi khudn bang cach gin vao tiéu don
vi ribosome 50s va ngén chan sy chuyén vi cuia céc peptid.

In vitro, azithromyein cho thay ¢6 hoat tinh chéng lai céc vi khuan sau:
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* Vi khudn Gram dwong hiéu khi: Staphylococcus aureus, Streptococcus pyogenes (streptococcus
huyét giai béta nhém A), Streptococcus pneumoniae, cic Streptococcus huyét giai alpha (nhom
viridans) va cac Streptococcus khac, va Corynebacterium diphtheriae. Azithromycin cho thdy c6
khang chéo vdi cac chiung Gram dwong dé khang véi erythromycin bao gom Streptococcus faecalis
(Enterococcus) va héau hét cac chung Staphylococcus dé khang methicillin.

* Vi khuan Gram am hiéu khi: Haemophilus influenzae, Haemophilus para-influenzae, Moraxella
catarrhalis, Acinetobacter spp., Yersinia spp., Legionella pneumophila, Bordetella pertussis,
Bordetella parapertussis, Shigella spp., Pasteurella spp., Vibrio cholera va parahaemolyticus,
Plesiomonas shigelloides.

Tac dong cia azithromycin chdng lai Escherichia coli, Salmonella enter itidis, Salmonella typhi,
Enterobacter spp., Aeromonas hvdrophila vi Klebsiella spp. thay déi nén cin phai thyc hién khang
sinh do. Proteus spp., Serratia spp., Morganella spp., va Pseudomonas aer uginosa thuong de
khang voi thudc.

* Vi khuan ky khi: Bacteroides fragilis va Bacteroides spp., Clostridium perfringens, Peptococcus
spp., va Peptostreptococcus spp., Fusobacterium necrophorum va Propionibacterium acnes.

Cdc vi khuan ldy nhiém qua duong sinh duc: Azithromycin c6 tac dong wén Chlamydia
trachomatis va ciing cho thdy tac dong tdt trén Treponema pallidum, Neisseria gonorrhoea va
Haemophilus ducreyi.

* Cac vi khuan khac: Borrelia burgdorferi (giy bénh Lyme), Chlamydia pneumoniae, Toxoplasma
gondii, Mycoplasma pneumoniae, Mycoplasma hominis, Ureaplasma urealyticum, Pneumocystis
carinii, Mycobacterium avium-intracellulare, Campylobacter spp. va Listeria monocytogenes.

Co ché dé khdang th ubc:

pé khang vdi aznluomycm c6 thé tu phat hodc mic phai. C6 ba co ché chinh khéng thude & vi
khuén: thay déi vi tri dich, thay déi su van chuyen khang sinh va sy bién ddi cua khang sinh.

C6 sy dé khang chéo hoan toan glua cdc vi khuan Streptococcus pneumoniae, lién cau tan huyét p
nhém A, Enterococcus faecalis va Staphylococcus aureus, ké ca methicillin khang S. aureus
(MRSA) vai ely‘rhlomycm azithromycein, macrolid va lincosamid khéc.

Ty 1 vé sur dé khéng mac phai c6 thé khac nhau vé mat dia ly va thoi gian dbi véi cac loai vi khudn
chon loc va théng tin vé sur dé khéng ¢ dia phuong 12 cin thiét, ddc biét khi diéu tri cdc nhiém
khuén nang. Khi can thlel nén hoi loi khuyen cua céc chuyen gia khi ma ty lé dé khang & dia
phuong nhu 1a mot veu t6 hitu dyng it nhat 1a d6i véi mét s loai nhidm khuan dang ngo.

Céc nghién ciiu tién hanh ¢ Viét Nam cho thdy céc vi khuin Gram duong nhu Streprococcus,
Preumococcus, Staphylococcus aureus khang nhém macrolid ¢ ty 1¢ khoang 40%; vi vay phin nao
lam giam kha nang st dung aznthromycm bi han ché it nhidu. Can luén lubn nhé ring cac ching vi
sinh vat khang erythromycin cé thé ciing khang ca azithromycin nhu nhiing ching Gram duong , ké
ca céc loai Enterococcus va hiu hét cic ching Staphylococcus khang methicillin dd hoan toan
khang déi vai azithromycin.

Céc chung Gram am thuong khang azithromycin 1a Proteus, Serratia, Pseudomonas aeruginosa, va
Morganella.

CAC DAC TINH DUQC DPONG HQC

Hap thu: Sinh kha dung cta azithromycin sau khi udng thube xdp xi 37%. Nong do dinh trong
huyét tucmg dat dugc sau 2 - 3 gio ding thudc.

Phdn bé: Sau khi uonﬂ azithromycin duge phin bd rong khip co thé. Céc nghién ctru dugce dong
hoc di cho thiy rd ndng do azithromycin trong cac mo cao hon trong huvet tuong (dén 50 1an nonﬂ
do cuc dai trong huyét tuong). Piéu nay chi ra rang hoat chét da dLI‘D’C ofn két trong cac mé véi s6
luong dang ké.

Nong do trong céc md phdi, amidan va tuyén tién 1iét cao hon gia tri MIC 90 cho cac vi khuan gay
bénh thudng gip nhat sau mot liéu duy nhét 500 mg.
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Su géin két ctia azithromycin véi protein trong huyét thanh thi bién dbi va khac nhau, phu thude vao
nong do huyét thanh tir 52% tai 0,05 mg/l dén 12% tai 0.5 mg/l. Thé tich phan b dat trang thai
hing dinh 1a 31,1 l/kg.

Thai frir

Thoi gian ban thai cudi cling trong huyét tuong phan anh gin ding véi thoi gian ban thai 6 mo 1a
khoang 2 dén 4 ngay

Khoang 12% lidu tiém tinh mach ciia azithromycin, duge bai tiét trong nudc tiéu trong vong 3 ngay,
dudi dang khong doi. Nong d6 cao cua azithromycin dang khong bién déi duge tim thdy trong mat.
Trong d6, 10 chét chuyén hoa di dugc p hat hién (dwoc hinh thanh béi su khi methyl tai N- va O-,
boi su hydroxyl héa cua desosamin va vong aglycon va boi sy phén tach tlep hop cua nim da
cladinose).

O ngudi tinh nguyén lén tudi (> 65 tudi) sau khi ding thude trong 5 ngay, phan dién tich dudi
dutmg cong (AUC) hoi cao hon so véi & nhimg ngudi tré (< 45 téi), nhung diéu nay khong cé y
nghia lam sang va do d6 khéng cén thiét phai chinh lidu.

Duoc dong hoc trén cdc nhém bénh nhan dac biét:

Suy than:

Sau mot lidu uéng duy nhét azithromycin 1g, gid tri Cpex vd AUCq. 120 trung binh tdng lan luot
khoang 5.1% va 4.2% & nhiing bénh nhén suy than nhe dén vira (téc do loc ciu than 10-80 mi/phit)
so v6i nhitng ngudi ¢d chic nang than binh thuong (toc do loc ciu than >80 ml/phat). Dbi véi
nhiing ngudi suy than niing, Cex va AUCq. 5 trung binh ting lan luot 13 61% va 35% so véi nhiing
ngudi binh thuong.

Suy gan:

O nhitng bénh nhan suy gan nhe dén vita, khong ¢ bing chimg vé su thay déi dang ké dugc dong
hoc cta azithromycin so v6i ngudi ¢6 chirc ning gan binh thudong. O nhitng bénh nhan nay, mire do
tim thdy azithromyein tr ong nude tiéu dudng nhur tang, o I& la do bu trur lai v6i sy giam thanh thai
¢ gan.

Nguoi cao tuoi:

Dugc ddng hoc cua azithromycin & ngudi cao tudi tuong tu nhu ngudi tré tudi; Tuy nhién, & phu nit
Iém tudi, mic di ndng do dinh cao hon (tang 30-50%) di duoc quan sét thdy, nhung khéng cé su
tich Iily dang ké xay ra.

Tre em va tre vi thanh nién:

Duoc dong hoe cho dén nay da dugc nghién ctru ¢ nhiing tré 4 thang dén 15 tudi si dung vién nang,
bot hoac hdn dich. Tai néng dé 10 mg/kg vao ngay thir | sau dé khoang Smg/kg vao cac ngay thir 2
dén thir 5. Cax dat duoc hoi thap hon so voi nguoi truong thanh vai Cyy 1a 224 pg/l ¢ nhimg nguoi
tré tir 0.6 -5 tudi va sau 3 ngay dung thude va 383 pg/l & nhitng ngudi tré tir 6-15 tudi. Thoi gian
ban thai 1a 36 gior & nhiing tré 16n tudi hon ndm trong pham vi du doan dbi véi nhitng nguoi trudng
thanh.

QUY CACH DONG GOI

VIZIMTEX (250mg): 6 vién nén bao phim/vi: Hop 1 vi, hop 6 vi.

VIZIMTEX (500mg): 3 vién nén bao phim/vi; Hop 1 vi, hdp 6 vi.

VIZIMTEX (600mg): 8 vién nén bao phim/vi; Hop 1 vi, hop 6 vi.

PIEU KIEN BAO QUAN

Noi kho ‘m&il, nhiét do dudi 30°C. tranh anh sang

HAN DUNG CUA THUOC
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36 thang ké tr ngay san Xuat.
TIEU CHUAN_'CHAT LUQNG: TCCS
SAN XUAT BOI:

&2
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