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TO HUGNG DAN SU DUNG CHO CANBQ Y TE

Thube ké don Rx
Vién nang cirng
MACROMAX SK
THANH PHAN
Azithromycin (dudi dang azithromycin dihydrat)................oooiiiiiiiiiiii e, 250mg

Ta duogc: lactose monohydrat, amidon, talc, PVP K30, natri laurylsulfat, natri starch glyconat, magnesi

stearat

................................................................................................... vua da 1 vién.

DANG BAO CHE

Vién nang cing

QUY CACH PONG GOI
Hop 1 vi x 6 vién nang cling, kém theo t& huéng dn sir dung thube

CAC PAC TINH DUQC LUC HQC
- Nhém dugc ly: thube khang khuén diéu tri toan than.
- MiaATC: JOIFA10

- Co ché tdc dung: Azithromycin 12 mot khang sinh méi c6 hoat phd rong thudc nhém macrolid,

duoc goi la azalid. Thudc ¢6 tac dung diét khuin manh bing cach gin véi tidu don vi 16n 50S cua

ribosom vi khuén gy bénh, ngin can qua trinh tng hgp protein cua chiing. Tuy nhién, cling da c6

khéng chéo véi erythromycin, vi vay can can nhac can than khi sir dung azithromycin do di lan

rong vi khudn khang macrolid & Viét Nam.

- Co ché @ khang: Kha ning d& khang azithromycin ctia vi khudn c6 thé 13 do tu ban than vi khuan

hodc méc phai. Cé 3 co ché dé khang chinh: thay dbi vi tri dich lién két, thay ddi co ché van chuyén
khéng sinh, bién déi khang sinh. V

- Phé khdng khudn cua azithromycin:

+

Azithromycin ¢6 tac dung t6t trén vi khudn Gram dwong nhu Streptococcus, Pneumococcus,
Staphylococcus aureus. Céc nghién ctru tién hanh & Viét Nam cho thdy céc loai nay khéng
macrolid & ty 1€ khoang 40%, vi vay kha nang sir dung azithromycin bi han ché it nhidu. Mot s6
ching vi khuin khac ciing rit nhay cam véi azithromycin nhu: Corynebacterium diphtheriae,
Clostridium perfringens, Peptostreptococcus va Propionibacterium acnes. Can ludn ludn nhé
rang cc ching vi sinh vat khang erythromycin cé thé khang ca azithromycin nhu nhitng chiing
Gram duong, k& ca cac loai Enterococcus va hau hét cic ching Staphylococcus khéng
methicilin da hoan toan khéng azithromycin.
Azithromycin ¢6 tac dung tdt trén cac vi khudn Gram am nhu Haemophilus influenzae, H.
parainfluenzae, H. ducreyi, Moraxella catarrhalis, Acinetobacter, Yersinia, Legionella
pneumophilia, Bordetella pertussis va parapertussis, Neisseria gonorrhoeae va Campylobacter
sp.... Ngoai ra, azithromycin ciing cé hi¢u qua véi Listeria monocytogenes, Mycobacterium
1
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avium, Mycoplasma pneumoniae va hominis, Ureaplasma urealyticum, Toxoplasma gondii,
Chlamydia trachomatis va Chlamydia pneumoniae, Treponema pallidum va Borrelia
burgdorferi. Azithromycin c6 tac dung vira phai trén cac vi khuidn Gram am nhu E. coli,
Salmonella enteritis va Salmonella typhi, Enterobacter, Acromonas hydrophilia, Klebsiella. Cac
ching Gram am thuong khéang azithromycin la Proteus, Serratia, Pseudomonas aeruginosa va
Morganella.

+ Nhin chung, azithromycin téc dung trén vi khudn Gram duong yéu hon mét chat so véi
erythromycin, nhung lai manh hon trén mét s6 vi khuan Gram 4m trong d6 c6 Haemophilus.

CAC PAC TINH DUQC PONG HQC

Hdp thu: Sinh kha dung sau khi udng khoang 37%. Thirc an lam giam kha ning hép thu
azithromycin khoang 50%. Nong do dinh trong huyét trong dat dugc khoang 2-3 gid sau khi ding
thude.

Phdn bé: Sau khi udng, azithromycin dugc phén bd rong rii trong co thé. Trong cac nghién cilru
dugc dong hoc cho thiy ndng do azithromycin trong cic md 1a cao hon nhiéu (gp khoang 50 14n)
s0 v&i trong huyét tuong, chimng to azithromycin lién két rat manh véi cac mo.

Ti 1& gén v&i protein huyét thanh thay ddi theo ndng do trong huyét tuong va vao khoang 12% véi
ndng d6 0,5 pg/ml cho téi 52% véi ndng do 0,05 pg azithromycin /ml huyét thanh. Thé tich phéan
b6 hing dinh 12 31,1 I/kg.

Chuyén héa: Mot lugng nho azithromycin bi khir methyl trong gan.

Thdi trir: Thube duoc thai trir qua mat & dang khong bién ddi va mot phan & dang chuyén héa.
Khoang 6% lidu udng thai trir qua nudc tiéu trong vong 72 gio dudi dang khong bién dbi. Thoi gian
ban thai trong huyét twong tuong duong véi thoi gian ban thai trong cdc moé mém cia thude 1a 2-4

ngay. ﬁ/

Cdc dbi twong dic bigt:

Nguoi suy thén: Sau khi udng liéu don 1gam azithromycin, trén nhitng bénh nhan suy thén tir nhe
dén trung binh (GFR tir 10-80 ml/phiit) Cpax va AUCoy.120 binh quan ting lan lugt khoang 5,1% va
4,2%; bénh nhan bi suy than ning (GFR > 80 ml/phut) Cpax va AUCo.120 tdng lan luot khoang 61%
va 35% so vai ngudi ¢6 chirc nang thén binh thuong.

Nguoi suy gan: Khong c6 bing chimg rd vé su thay dbi rd rét cac thong s dugc dong hoc trong
huyét thanh ctia azithromycin trén nhitng bénh nhan suy gan nhe dén trung binh so véi nhitng ngudi
¢6 chirc nang gan binh thudng. Trén nhitng bénh nhan nay, mirc thai trir azithromycin qua nude tiu
ting, ¢ 1& dé bu cho sy giam thanh thai qua gan.

Nguoi cao tuéi: Duge dong hoc cua azithromycin & ngudi nam gidi cao tudi 1a twong dwong véi
ngudi tré, tuy nhién, & nguoi nit gidi cao tudi c6 ghi nhan ndng do dinh trong huyét trong cao hon
(khoang 30-50%) nhung su tich tu thuéc la khong dang ké, do d6 khong can phai diéu chinh liéu.
Tré so sinh, tré em va tré vi thanh nién: Dugc dong hoc nghién ciru trén tré em tir 4 thang dén 15
tudi sir dung dang vién nang cing, cdm hodc hdn dich. Dung liéu 10 mg/kg vao ngay tha nhit va
lidu 5 mg/kg vao ngay thir 2 dén ngay thir 5, Cpnax dat dugc thap hon mot chit so véi & ngudi 16n,
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sau 3 ngdy sir dung & tré tir 0,6 — 5 tudi thi Cpax dat dugc khoang 224 pg/ml, & tré tir 6-15 tudi thi
Cax dat duge khoang 383 pg/ml. D4i véi nhitng tré 16n hon thi thoi gian bén thai khoang 36 gid va
ndm trong gidi han ctia ngudi 16n.

CHI PINH
Macromax SK dugc chi dinh dung trong cac trudong hop nhiém khuan do cac vi khudn nhay cam véi
azithromycin nhu:

Nhi€m khuén duong ho hap dudi: viém phé quan cap va man tinh, viém phdi (ké ca viém phdi mic
& cong dong va viém phoi khong dién hinh, viém phé quan phdi).

Nhi€m khuan dudng ho hap trén: viém tai giira, viém xoang, viém hong va viém amidan.

Céc nhiém khuan da va mé mém: mun nhot, nhot doc, viém nang 16ng, viém mé té bao va céac vét
thuong hogc céc vét loét nhiém khudn, ap xe, chéc 10.

Bénh 14y nhiém qua dudng tinh duc & ca nam va nir: azithromycin dugc dung diéu tri nhiém khuén
dudng sinh duc chua bién chimg do Chlamydia trachomatis hodc Neisseria gonorrhoeae khong da
khang.

LIEU DUNG VA CACH DUNG
Liéu ding:

Tré em trén 45kg va ngudi 16n, bao gdbm ca ngudi gia: ngay dau tién udng mot liéu 500mg va ding
4 ngay tiép theo véi liéu 250mg/ngay hoic udng mét lidu 500mg/ngay x 3 ngay.

Truong hop nhiém khuin dudng sinh duc chua bién chimg do Chlamydia trachomatis (nhu viém cb
tir cung, viém niéu dao) ding mét liéu duy nhat 1000mg azithromycin. Do Neisseria gonorrhoeae,
liéu khuyén céo 12 1000mg hoc 2000mg azithromycin két hop véi 250mg hodic 500mg ceftriaxon
tly theo huéng din diéu tri 14m sang tai dia phuong.

P4 véi nhitng bénh nhan di tng véi penicillin va/hoic cephalosporin, lwa chon khang sinh nén dua
vio phéac d diéu tri tai dia phuong.

Tré em dudi 45kg: khong str dung do ham lugng khong phu hgp.
Bénh nhdn suy thdn: bénh nhan suy than vira va nhe (GFR = 10-80 ml/phut) thi khong cﬁf;t)fi;iéu
chinh liéu. Than trong khi sir dung azithromycin cho bénh nhan suy than ning (GFR <10 ml/phﬁi?.
Bénh nhdn suy gan: Khong c6 dir liéu nghién ctru vé viéc sir dung azithromycin trén nhitng bénh
nhén bi bénh gan ndng. Tuy nhién do azithromycin dugc chuyén héa tai gan va thai trir qua:mét, vi
vay khong dung azithromycin cho nhitng bénh nhan bi bénh gan nédng.

Cach dung:

- Macromax SK dugc dung mot 14n duy nhat mdi ngay, udng trudc bita &n khoang 1 gid hogc sau khi

an khoang 2 gio.
- Thudc duge nudt nguyén vién véi nhidu nudc. V
CHONG CHi PINH

- Bénh nhin man cam véi bat ky thanh phan nao ctia thudc.
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- Bénh nhan man cam véi khang sinh nhém macrolid hoic ketolid.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Dj img thudc: Gidng erythromycin va céc macrolid khéc, azithromycin c6 thé gay ra mot sé phan

tng di (mg ndng nhu phti than kinh mach, phan vé (hiém khi gay tir vong) va hgi ching DRESS da

duoc ghi nhan. Mot vai phan ng dj (mg véi azithromycin c6 thé tai phat vi vdy can theo doi va

diéu trj trong thoi gian dai.

Dgc tinh trén gan: Azithromycin chuyén héa chii yéu qua gan, do d6 khong dung azithromycin cho

nhitng bénh nhan c6 bénh gan ning. DA c6 ghi nhan mdt s6 truong hop bi bénh gan bung phat dén

dén suy gan gay nguy hiém dén tinh mang khi str dung azithromycin. Mt s bénh nhan c6 thé da bi

bénh gan trude d6 hodc dang sir dung céc loai thu6c gdy hai cho gan.

Trong trudng hop xuét hién cac d4u hiéu rdi loan chirc ning gan véi cac triéu chimg suy nhugc két

hop véi vang da, nuéce tiéu sAm mau, nguy co chdy mau hodc hon mé gan, bénh nhan can dugc tién

hanh céc xét nghiém kiém tra chirc nang gan ngay lap tic, ddng thdi ngirng st dung thude.

Ddn chdt ndm cwa ga: Nhiing bénh nhan sir dung dong thoi khang sinh nhém macrolid va céc dan

chat nim cua ga c6 nguy co bj ngd doc ergotin. Chua c6 dir liéu nghién ctru cu thé v& twong tac

gitta ndm cya ga va azithromycin. Tuy nhién, dua trén co so 1y thuyét cua ngd doc ergotin thi

khong nén diing dong thoi azithromycin va cac dan chat ndm cua ga.

Kéo dai khoang QT: Kéo dai khoang QT va tai phan cuc, cé nguy co phat trién loan nhip tim va

xoén dinh dd duoc quan sét thdy trén bénh nhan diéu tri v6i cac khang sinh macrolid khac. Nhitng

tac dung twong tu khong thé loai trir khi diing azithromycin cho nhitng bénh nhan c6 nguy co kéo

dai khoang tai phan cuc. Vi vay, nén sir dung than trong azithromycin trén nhitng bénh nhén sau:

+ C6 khoang QT kéo dai bdm sinh hoic thir phat.

+ Hién tai dang dung céc thudc khac c6 tac dung kéo dai khoang QT nhu thudc chdng loan nhip
tim nhom Ia va III, cisaprid va terfenadin.

+ Bi rdi loan dién giai, ddc biét trudng hop bi ha kali mau va ha magnesi mau.

+ Bi nhip tim chdm, loan nhip tim hodc bi suy tim ning.

Bgi nhiém: Ciing nhu céc khang sinh khac trong qua trinh sir dung thudc phai quan sat cac ddu higu

bdi nhiém bdi cac vi sinh vat khong nhay cam ké ca ndm.

Tiéu chay do Clostridium difficile (CDAD): CDAD da duogc ghi nhan véi hau hét cac khang sinh

khi str dung, bao g(“)m cé azithromycin va mirc d§ dao dong tir ti€u chay nhe dén viém dai trang tir

vong. Céc ching Clostridium difficile san sinh ra cac doc t A va B gép phan 1am gia ting CDAD.

Céc chung Clostridium difficile san xuat doc t6 1am ting bénh tat va ti 1 tir vong, nhitng nhiém

khuan nay khé diéu tri boi céc khéng sinh va c6 thé phai phiu thudt cit bo dai trang. Vi thé, CDAD

can dugc xem xét trén nhitng bénh nhan bj tiéu chay trong khi hodc sau khi dung mét loai khang

sinh nao d6. CAn xem xét tidn sir cin than vi dd c6 bao cdo ring CDAD xay ra sau khi st dung

khang sinh trudc d6 hon 2 thang. Nging sir dung azithromycin va diéu tri dac hiéu cho Clotridium

difficile. M
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- Nhiém lién cau khudn: Penicillin 1a lya chon hang ddu dé didu tri viém hong/viém amidan do
Streptococcus pyogenes va dy phong sét thAp khép cép. Azithromycin c6 hiéu qua khang lai
Streptococcus & hau-hong, nhung khéng c6 dir liéu chirng minh hiéu qua cua azithromycin trong du
phong sbt thip khép cép.

- Suy thdn: Bénh nhan suy thdn ning (GFR < 10 ml/phat) ting 33% phoi nhiém toan than véi
azithromycin.

- Bénh nhugc co: Pi c6 bao cao vé viée 1am trdm trong hon bénh nhugc co va khoi phat céc triéu
chimg nhugc co trén bénh nhén diéu tri véi azithromycin.

- Bénh ddi thdo duong: Macromax SK c6 chtra lactose monohydrat vi vdy nhitng bénh nhan c6 vén
dé vé di truyén hiém gip nhu khong dung nap galactose, thidu hut Lapp lactase hodc kém hép thu
glucose-galactose thi khong nén dung thudc nay.

- Phu ni ¢6 thai: Cac nghién ciru trén dong vét dugc thyuc hién véi lidu 1én t6i lidu doc & muc trung
binh d6i véi me, da cho thy két qua 1a azithromycin khong gdy hai cho thai nhi. Tuy nhién, khong
¢6 cac nghién ciru ddy du va kiém soat t6t dugc thuc hién trén ngudi. Va cic két qua nghién ctu
trén dong vat khong phai bao gio cling du dodn dugc cac két qua trén ngudi, vi vdy chi ding
azithromycin cho phu ni c6 thai khi that can thiét.

- Thoi kp cho con bii: Chua c6 dit liéu vé viéc azithromycin c6 bai tiét qua sira me hay khong. Vi
vay, khong sir dung azithromycin cho phu nit dang cho con bt trir khi céc lgi ich vugt qua cac nguy
co trén thai nhi.

- Anh hudmg lén kha ndng ldi xe hodc vdn hanh mdy méc: Khong cé dir liéu cho thdy azithromycin
gdy anh huong t6i kha ning l4i xe va van hanh may méc. Tuy nhién can nhic nhd bénh nhan sau
khi udng thudc néu co biéu hién dau dau, chéng mit hay budn ngii thi khong nén 1ai xe va van hanh
méy moc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

- Cdc thubc khang acid (antacid): Trong mot nghién ciru dugc dong hoc vé anh huéng khi sir dung
ddng thoi cac antacid va azithromycin, két qua cho thdy tong sinh kha dung khong bi anh huéng,
mic di ndng do dinh trong huyét twong giam 24%. Vi vay, néu bénh nhan ding ci hai
azithromycin va antacid thi khong nén udng dong thoi.

- Cetirizin: O ngudi tinh nguyén khoe manh, sir dung dong thoi azithromycin véi 20mg cetirizin
trong 5 ngay & trang thai 6n dinh khong cho thdy c6 twong tac duge dong hoc nao va khong c6 thay
d6i dang ké trén khoang QT.

- Didanosin (dideoxyinosin): St dung ddng thdi 1200mg azithromycin/ngdy va 400mg
didanosin/ngay trén 6 dbi tugng duong tinh HIV cho két qua 1a khéng c6 anh hudng cua
azithromycin t6i duge dong hoc cua didanosin so véi dung gia dugc.

- Digoxin: D3 c6 ghi nhdn mdt sd khang sinh nhém macrolid 1am giam chuyén hoéa vi sinh cua
digoxin & rudt trén mot s6 bénh nhan. Khi sir dung dong thoi azithromycin va digoxin, ludn ghi nhg

; v

ndng do digoxin cé thé bj ting lén.
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- Zidovudin: Liéu don 1000mg va da liéu 1200mg hodc 600mg azithromycin it anh huéng t6i duoc
dong hoc trong huyét tuong hodc bai tiét qua nuéc tiéu cia zidovudin va chét chuyén héa
glucuronid cta né. Tuy nhién, azithromycin l1am ting ndng do cua zidovudin phosphoryl héa, mot
chit chuyén héa c6 hoat tinh, trong té bao mau don nhan ngoai vi. Y nghia lam sang cua tuong tac
ndy la khong rd rang, nhung né cé thé c6 lgi cho bénh nhan.

Azithromycin khong cam (ng hé cytochrom P450 hogc khir hoat tinh ctia phirc hop chuyén hoa
cytochrom & gan.

- Cdc ddn chdt ndm cya ga: Dya trén ly thuyét ciia ngd doc ergotin, khong nén sir dung ddng thoi
azithromycin véi cac dan chét ndm cua ga.

- Atorvastatin: St dung ddng thoi 10mg atovastatin va 500mg azithromycin mdi ngay khong lam
thay doi nf‘mg do atovastatin trong huyét tuong (dva trén dinh huéng su c ché HMG CoA -
reductase).

- Carbamazepin: Mot nghién clru tuong tac dugc dong hoc trén ngudi tinh nguyén khée manh cho
két qua ring khong c6 tuong tac dang ké nao dugc ghi nhan dya trén ndng d6 huyét tuong cua
carbamazepin ciing nhu chét chuyén héa c6 hoat tinh ctia né & cac bénh nhan dung dong thoi véi
azithromycin.

- Cimetidin: Udng liéu don cimetidin trude 2 gidr so véi azithromycin khong lam anh hudng t6i dugc
dong hoc cua azithromycin.

- Thubc chong dong dwong udng — dan chdt coumarin: Azithromycin khong 1am thay dbi tac dung
chdng dong cuia liéu don 15mg warfarin trén ngudi tinh nguyén khoe manh. C6 thé sir dung 2 thuée
niy dong thdi nhung cén theo dai thoi gian prothrombin ctia bénh nhén.

- Cyclosporin: Trong mét nghién ciru dugc dong hoc trén ngudi tinh nguyén khée manh, sir dung
500mg azithromycin/ngdy trong 3 ngay va sau d6 dung cyclosporin liéu don10mg/kg, két qua cho
thdy Cpax va AUCy.s clia cyclosporin ting 1én déang ké (twong (mg 24% va 21%), tuy nhién khong
c6 sur thay d6i dang ké AUCy... Do d6, nén cin trong truée khi quyét dinh sir dung két hop 2 thudc
nay. Néu cén thiét phai két hop, phai theo doi ndng dd cyclosporin va didu chinh liéu cho phi hop.

- Efaviren: Sir dung dong thoi 600mg azithromycin va 400mg efaviren mdi ngay trong vong 7 ngay
khong nhén thiy c6 twong tac dugc dong hoc ¢é y nghia nao.

- Fluconazol: Khi sir dung dong thoi lidu don 1200mg azithromycin khong lam thay ddi dugc dong
hoc cua liéu don 800mg fluconazol. Téng ndng dd phoi nhiém va thoi gian ban thai cia
azithromycin 12 khong thay dbi, tuy nhién, ndng do dinh trong huyét tuvong ctia azithromycin giam
khoang 18%.

- Indinavir: Khi st dung dong thoi lidu don 1200mg azithromycin khong anh huéng c6 y nghia
théng ké 1én dugc dong hoc cuia indinavir liéu 800mg 3 1an mdi ngay trong 5 ngay.

- Methylprednisolon: Nghién clru vé tuong tac dugc dong hoc trén ngudi tinh nguyén khoe manh cho
thy azithromycin khong anh hudng t6i duge dong hoc cua methylprednisolon.

: v
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- Midazolam: Trén ngudi tinh nguyén khoe manh, khi str dung dong thoi 500mg azithromycin/ngay
trong 3 ngdy khong lam thay déi co y nghia 1am sang trén dugc dong hoc va dugc luc hoc cua
midazolam liéu don 15mg.

- Nelfinavir: St dung dong thoi azithromycin (1200mg) va nelfinavir (750mg ba 1dn mdi ngay) &
trang thai on dinh lam ting ndng do cua azithromycin. Khong nhén thdy c6 tac dung phu c¢6 y nghia
1am sang va khong can diéu chinh lidu azithromycin.

- Rifabutin: Str dung ddng thoi rifabutin va azithromycin khong 1am anh huéng t6i ndng ddng trong
huyét thanh cia mdi thuc. Pa ghi nhin c6 sy giam bach ciu trung tinh khi dung két hop
azithromycin va rifabutin. Mic du c6 giam bach ciu trung tinh khi diing rifabutin, nhung méi quan
hé nhan qua khi sir dung dong thoi 2 thudc nay van chua duge xac dinh.

- Sildenafil: O nam tinh nguyén khoe manh, cho thdy azithromycin (500mg/ngay x 3 ngay) khong
anh huéng téi AUC va Cpax ciia sildenafil cling nhu céc chit chuyén héa chinh cua né.

- Terfenadin: Céc nghién ctru dugc dong hoc di bao cdo cho thdy khong cé bang chimg vé twong tac
gitra azithromycin va terfenadin. R4t hiém trudng hop béo céo rang khong thé loai trir hoan toan c6
tuong tac xay ra. Tuy nhién khong c6 bang chimg cu thé nao cho thiy tuong tac do6 xay ra.

- Theophyllin: Khong c6 bing chiing cho thy c6 tuong tac duoc dong hoc cé y nghia lam sang gitra
azithromycin va theophyllin khi sir dung ddng thoi trén ngudi tinh nguyén khoe manh.

- Triazolam: Trén 14 ngudi tinh nguyén khoe manh, sir dung dong thdi 500mg azithromycin véo
ngay thir 1 va ngay thir 2 ding 250mg azithromycin véi 0,125mg triazolam cho thiy khong c6 su
khéc nhau vé& dugc dong hoc cua triazolam so véi sir dung triazolam va gia dugec.

- Trimethoprim/sulfamethoxazol: Str dung ddng thoi trimethoprim/sulfamethoxazol (160mg/800mg)
trong 7 ngay va 1200mg azithromycin vao ngay thir 7 cho thdy khong c6 anh huong dang ké nao t6i
ndng d6 dinh, tbng ndng dd phoi nhiém hay su thdi trir qua nudc tidu ciia mot trong hai thudc
trimethoprim hay sulfamethoxazol. Nong d6 huyét thanh cua azithromycin 1a tuwong ty trong cac

nghién ciru khéc.

TAC DUNG KHONG MONG MUON (ADR)

Azithromycin 12 thubc dugc dung nap tét, ty 1& téc dung khong mong mudn thip (khoang 13% sb
ngudi bénh). Céc biéu hién thuong gip 12 ri loan tiéu hoa (khoang 10%) véi triéu trimg nhu budn ndn,
dau bung, c6 cing co bung, non, day hoi, ia chay nhung thudng nhe va it xay ra hon so véi truong hop
dung erythromycin.

C6 thé thdy bién ddi nhit thoi sb luong bach cau trung tinh hay ting nhét thoi enzym gan, doi khi c6
thé gap phat ban, dau dau va chong mit.

Anh huong t6i thinh gidc: Sir dung lidu cao dai ngay c6 thé lam giam c¢6 hdi phuc chirc ndng thinh gic
& mot sb ngudi bénh.

Thuong gap, ADR>1/100

- Tiéu hoa: Non, ia chay, dau bung, budn nén.

It gap,1/100 >ADR>1/1000

- Toan than: Mét moi, dau dau, chéng mét, ngti ga. a[l/
7



.https://nhathuocngocanh.com/

- Tiéu hoé: Pay hoi, kho tiéu, khong ngon miéng.
- Da: Phét ban, ngra.
Hiém gdp, ADR<1/1000

- Toan than: S6c phan vé.

- Da: Phu mach.

- Gan: Transaminase ting cao.

- Mau: Giam nhe bach cau trung tinh nhét thoi.

QUA LIEU VA XU TRi

Tri¢u chirng: Céc tac dung khong mong mudn xay ra khi sir dung liéu cao hon liéu khuyén céo la
twong ty nhu & lidu binh thuong. Cac tridu chimg dién hinh khi dung qua lidu khang sinh macrolid
thudng 1a mat thinh luc c6 thé hdi phuc, budn ndn, non va tidu chay.

Diéu tri: St dung than hoat tinh dé rira da day va cac bién phap hd trg didu tri tridu chimng.

PIEU KIEN BAO QUAN

Noi kho mat, tranh 4nh sang, nhiét d6 dudi 30°C.

HAN DUNG

36 thang ké tir ngay san xuét.

Khéng diung qua han sir dung ghi trén nhan.

SAN XUAT TAI
CONG TY CO PHAN DUQC PHAM SAO KIM
C KCN Quang Minh, Mé Linh, Ha Noi
J Dién thoai: 024.35841216  Fax: 024.35840788
Saokim Pharma

Ngay xem xét siva doi, cdp nhdt lai ndi dung huéng dén sir dung thudc:

Ha N¢i, ngay 0L thang 49. nam 2017
/_‘\,
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TO HUONG DAN SU DUNG CHO NGUOI BENH

Vién nang cirng

MACROMAX SK

DOC KY HUONG DAN SU DUNG THUOC TRUOC KHI DUNG

DE XA TAM TAY TRE EM

THONG BAO CHO BAC SI HOAC DUQC SI CAC TAC DUNG KHONG MONG MUON GAP PHAI
KHI DUNG THUOC

Thubc nay chi bdn theo don ciia bdc si

THANH PHAN

Azithromycin (dudi dang azithromycin dihydrat).............ccviuviiiiinieneiee e e, 250mg

Té dugc: lactose monohydrat, amidon, talc, PVP K30, natri laurylsulfat, natri starch glyconat, magnesi
BECTRA . wonninsrmmsnitinis e s 655 a SR S SRR SRR S S SRS £68 505 e gy F 4 BRSNS vira du 1 vién.
MO TA SAN PHAM

Vién nang clrng mau tring, bén trong chira bot thudc mau tring.

QUY CACH PONG GOI

Hop 1 vi x 6 vién nang cling, kém theo t& huéng dén sir dung thube.

THUOC DUNG CHO BENH Gi

Macromax SK c6 chira hoat chét 1a azithromycin, mgt loai khang sinh thugc nhém macrolid.
Macromax SK dugc chi dinh ding trong céc truong hop nhiém khuan do cac vi khuén nhay cam véi

azithromycin nhu:

- Nhiém khuan dudng ho hap dudi: viém phé quan cdp va man tinh, viém phdi (k& ca viém phdi mic
& cong dong va viém phdi khong dién hinh, viém phé quan phdi).

- Nhiém khuén dudng ho hép trén: viém tai giira, viém xoang, viém hong va viém amidan.

- Cac nhiém khuin da va m6é mém: mun nhot, nhot ddc, viém nang 16ng, viém md té bao va cac vét
thuong hoic cac vét loét nhiém khudn, ap xe, chdc 10.

- Bénh lay nhifm qua dudng tinh duc & c4 nam va nir: azithromycin dugc ding diéu trj nhiém khuén
duodng sinh duc chua bién ching do Chlamydia trachomatis hoic Neisseria gonorrhoeae khong da
khéang.

KHI NAO KHONG NEN DUNG THUOC NAY

- Bénh nhan mén cam véi bét ky thanh phan nao ciia thudc.

- Bénh nhian min cidm vé6i khang sinh nhém macrolid ho#ic ketolid nhu erythromycin,
clarithromycin...

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Bo cho béc st hodc duge s true khi ding Macromax SK néu ban ¢6 hodc da timg ¢6 mot s6 van dé

sau:

- C6 van d¢ ve than;

, 'V
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C6 van dé vé tim;

C6 van dé vé gan, bac si ¢6 thé can theo ddi chirc ning gan cho ban hozc cho ngimg diéu tri;

Nhuoc co (co bip yéu);

Néu ban dang sir dung mot vai din chat ndm cua ga nhu ergotamin (dung dé tri dau nira dau), 13 cac
thudc khong nén sir dung ddng thoi ciing véi azithromyecin.

Néu ban bj bénh dai thao dudng hodc c6 van dé vé hép thu mot sb loai duong (nhu 6 van dé vé di
truyén hiém gip nhu khong dung nap galactose, thiéu hut Lapp lactase hodc kém hép thu glucose-
galactose) thi khong nén dung Macromax SK vi thudc nay c6 chira lactose monohydrat.

Béo ngay cho bac si néu ban cam thay hoi hop danh tréng nguc hodc nhip tim bat thudong, hodc bi hoa
mit hodc ngét hodc co bép trd nén yéu khi ding Macromax SK.

Néu ban bi tiéu chay hoic di ngoai phan long trong hodc sau khi diéu tri véi Macromax SK héy bao
cho bac sT ngay. Khong tu y ding thudc diéu tri tiéu chay ma khong c6 y kién ciia bac si. Hay bao ngay
cho béc si néu ban tiép tuc bj tiéu chay.

Phu nit ¢6 thai: chua c6 dir lidu nghién ctru ddy da vé viéc sir dung azithromycin trén phu nit ¢6
thai, vi vdy néu ban dang mang thai, nghi ngd minh c6 thai hoic c¢6 ké hoach mang thai hay hoi y
kién ctia bac s trudce khi sir dung Macromax SK.

Thoi kp cho con bii: chua c¢6 dir lidu nghién ciru ddy du vé viéc sir dung azithromycin trén phy ni
dang nudi con bu, vi vdy hiy hoi y kién cuia bac si truée khi sir dung Macromax SK néu ban dang
nudi con bu.

Anh huéng lén kha ndng 1di xe hodc vdn hanh mdy méc: Néu sau khi ubng Macromax SK, ban cam
thdy dau dau, chéng mit hay budn ngu thi khong nén 1i xe va van hanh may méc.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU DUNG
THUOC NAY

Ban nén thdng bao cho béc si hodic dugc sinéu ban dang ding, vira méi ding hogc c6 thé sép ding mét
s6 loai thudc sau:

DAan chit ndm cwa ga hoic ergotamin;

Warfarin hodic cac thudc chdng dong mau tuong tu;
Ciclosporin;

Thubc khang acid (antacid);

Digoxin (thudc trg tim);

Terfenadin (thudc chdng di (mg)

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG
Liéu dung:

- Tré em trén 45kg va ngudi 16n, bao gdm ca ngudi gia: ngay dau tién udng mot liéu 500mg va dung

4 ngay tiép theo véi liéu 250mg/ngay hoic udng mot lidu S00mg/ngay x 3 ngay.

Trudng hop nhiém khuan dudng sinh duc chua bién ching do Chlamydia trachomatis (nhu viém cd
tir cung, viém niéu dao) dung mot liéu duy nhat 1000mg azithromycin. Do Neisseria gonorrhoeae,
liéu khuyén cdo 12 1000mg hodc 2000mg azithromycin két hop véi 250mg hodc 500mg ceftriaxon

thy theo huéng dan diéu tri 1am sang tai dia phuong.
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- Tré em dudi 45kg: Macromax SK khong phu hop khi dung cho tré duéi 45kg.
- Néu ban bj bénh than hodc gan hiy néi véi bac si cia ban, c6 thé béc s phai didu chinh lidu thubc
cho ban. ’
Ubng hét don thudc theo chi dinh ké ca khi ban cam thiy bénh di tét hon. Néu tinh trang nhiém khuén
trd nén t& hon hodic khong tét hon sau vai ngay dung thudc hodc xuét hién nhiém khuin méi, hiy thong
béo cho béc si.
Cach dung:
- Macromax SK dugc diing mét lan duy nhéat mdi ngdy, udng truéc bira dn khoang 1 gid hoic sau khi
an khoang 2 gio.
- Thudc duge nubt nguyén vién véi nhiéu nude.
CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC
Udng ngay khi nhé ra, néu thoi gian gan véi 1an ubng thudc tiép theo thi bo qua liéu da quén va udng
thudc theo diing lich trinh va khong udng gip doi lidu dé b cho lidu da quén.
TRIEU CHUNG KHI DUNG THUOC POT NGOT
Néu ban ngimg diing Macromax SK dot ngdt khi chua hét don thudc thi nhidm khuan c6 thé s& tai phat.
Ubng d lidu theo chi dinh ké ca khi ban cam thdy tot hon.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Néu ban uéng thudc qua liéu khuyén céo, ban c6 thé cam théy céc d4u hiéu sau: giam thinh luc, budn
non, non, tiéu chay.
CAN LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO
Khi sir dung thude qua liéu khuyén cdo, hdy thong béo ngay cho béc st hoic t6i ngay co so y té gan
nhat d€ dugc ho trg kip thdi, mang theo vo thube da sir dung.
TAC DUNG KHONG MONG MUON (ADR)
Cufg fglong nhu céc thuoc khac Macromax SK ¢6 thé c6 céc tic dung khong mong muén nhung khong
phai ai ciing gip.
Azithromycin 13 thud At 10 14 14 A ¢ g
nguoi bényh(;mclra tbh'lioc duge dung 1ap [Oh 1y ¢ thc dung khong mong muén thép (khoang 13% sé
gUo1 be ’aC iéu hién thumg‘gap [a r0i loan tiéu héa (khoang 10%) véi triéu trimg nhu budn non
dau bung, c6 cing co bung, non, diy hoi, ia chiy nhung th ’
dung erythromycin.
C6 thé thiy bién ddi nhét thoi s§ luong
the gdp phat ban, dau diu va chéng mit.
{*“h hufmg t6i thinh gidc: Sir dung liéu cao dai ne3
0 mdt s0 ngudi bénh,
Thwong gap, ADR>1/100

uong nhe va it xay ra hon so véi truong hop

bach cau trung tinh hay ting nhit thoi enzym gan, d6i khi c¢

- Tiéu hoa: Non, ia chay, dau bung, budn non.
1t gap,1/100 >ADR> 1/1000

Toan than: Mét méi, day dau, chéng mit, ngi ga

Tiéu hod: Pay hoi, kh¢ tiéu, khong ngon migng.
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- Da: Phét ban, ngira.

Hiem gap, ADR<1/1000

- Toan than: S6¢c phan vé.

- Da: Phu mach.

- Gan: Transaminase ting cao.

- Mau: Giam nhe bach cu trung tinh nhét thoi.

Khi ban gip bét ky tac dung khéng mong mudn nao, bao gdm ca nhing tic dung khong mong muén
khong c6 trong t& huéng dan sir dung ndy, hdy thong bao cho béc si hodc dugce si ciia ban hodc ban ¢6
thé béo cdo tac dung khong mudn ciia thudc téi Trung tim Qudc gia vé Thong tin thudc va Theo dbi
phén ng c6 hai ciia thudc:

e Dia chi: Truong dai hoc Dugc Ha Noi, 13-15 Lé Thanh Tong, Quan Hoan Kiém, Ha Nbi

o Fax: 0243.9335642 Dién thoai: 0243.9335618

e Website: http://canhgiacduoc.org.vn Emai: di.pvcenter(@gmail.com

Cac thong tin ma ban cung cap s& dong gop vao viéc sir dung an toan thudc azithromycin.

KHI NAO CAN THAM VAN BAC SI, DUQC SI

Hoi y kién béc sT néu:

- Ban cam thdy t& hon hoic khong t5t hon sau vai ngay diéu tri.

- Ban c6 van dé vé gan hodc than.

- Ban c6 van dé vé tim.

- Ban ¢6 vin d& vé co bép.

- Ban dang diing hodic vira méi ding hoc sép ding mdt sb loai thudc nao khéc.

_ Ban gip bét ky tac dung khong mong muén nio ké ca nhimg tic dung khong mong mudn khong c6
trong t& huéng dan sir dung nay. |

CAN BAO QUAN THUOC NAY NHU THE NAO

Noi kho maét, tranh anh sang, nhiét do dudi 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét 4‘/
Khong dung qud thoi han ghi trén bao bi.
SAN XUAT TAL: \
CONG TY CO PHAN DUQC PHAM SAO KIM \
G KCN Quang Minh, Mé Linh, Ha Noi y
Dién thoai: 024.35841216  Fax: 024.35840788 v
Saokim Pharma ¥ : J
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