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Ma ta san phdm: Thudc bjt mautring nga, misi tham, vi ngot.

CHIDINH

Zaromax 200 dugc chi dinh trong diéu tri céc nhiém khuin sau day khi da bigt
hodc cd khd ndng la do mgt hodc nhiéu vi khudn nhay cim (xem B3c tinh dugc
Iyc hoc):

- Viém phé quin

- Viigm phdi mic phdi tai cong déng

- Viém xoang

- Viém hong/ viém amidan (xem Canh bdo va than trong khi ding thudc -
Nhi&m khudn lién cdu)

- Viém tai gida

- Nhi&m khudn da va md mém

- Nhi&m khudn dubing sinh dyc khang bign chiing do Chlamydia trachomatis va
Neisseria gonorrhoeae.

Cén xem xét cac khuy&n cdo diéu trj chinh thic & titng dia phudng dé co chi dinh
diing khang sinh nay cho thich hgp.

CACH DUNG, LIEU DUNG

CACH DUNG

Diing duting udng.

Cho bt thudc vao khodng 5 - 10 ml nudc dun sdi d& ngudi hodic nudc loc, khudy
déu va udng ngay.

Azithromycin ding 1 1&n mi ngay, c6 thé udng thudc trudc hodc sau bila in.
LIEU DUNG

Zaromax 200 la dang bao ché& dung thich hop cha tré em trén 1 tudi vdi lidu
khodng 10 mg/ kg can ngng, ding mdt liéu duy nhét trong ngay, diing trong 3
ngay. Liéu lugng tinh theo g6i thudc cy thé nhy sau:

- Tré ¢ cén ning 15 kg - 25 kg: 1 gdi/ Idn, 11dn/ ngay, ding trong 3 ngay.

- Tré c6 cdn ndng 36 kg - 45 kg: 2 g6i/ 14n, 114n/ ngay, diing trong 3 ngay.

Ghi chi: Tré em c6 can ndng khdng dugc liét ké 4 trén, tré em ¢in ndng trén
45 kg va ngudi 16n nén chon thudc azithromycin ¢6 ham lugng dugc cht va
dang bao ché thich hop khic.

Bénh nhan suy thin

Khang cdn diéu chinh liéu & bénh nhin cd GFR 10 - 80 ml/ phit. Can than trong
khi ding azithromycin cho bgnh nhin c6 GFR < 10 mlI/ phit (xem Canh bao va
than trong khi diing thudc; DAc tinh dugc dong hoc).

Bénh nhén suy gan

Vi azithromycin dugc chuy&n héa & gan va bai tiét qua mat, khang nén ding
thudc cho bénh nhan suy gan ning. Khdng cd nghién ciiu nao duge tign hanh vé
vigc didu trj nhing bénh nhan suy gan ning bing azithromycin (xem Canh béo
va than trong khi diing thudc).

Hodc theo chi din clia Thdy thudc.

CHONG CHI BINH

Zaromax 200 chdng chi dinh cho bénh nhin qué man vdi azithromygin,
erythromycin, vdi bat ki khang sinh nio thudc ho macralid hay ketolid, hodc véi
bat ky ta dugc nao dugc ligt ké trong myc Thanh phin td duge.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Qué min

Cing nhu véi erythromycin va cdc macrolid khdc, cic phan Ung di
(ing nghiém trong bao gom phit mach thdn kinh va séic phdn vé (hiém khi tif
vong), ngoai ban mun mi toan than cap tinh (AGEP), va phén ing thudc gay
tang bach cdu 4i toan va trigu chiing toan than (DRESS). Mot s& phin (ng véi
azithromycin da gay ra nhiing trigu ching tdi phét va cdn phdi dugc theo dai va
diéu tri lau hon.

Nhi&m déc gan

Vi gan & dudng thai trif chinh clia azithromycin, nén vigc sif dyng azithromycin
cdn phai than trong & bénh nhin mic bénh gan. Cac truing hop viém gan tai
cdp co khd n3ng din d&n suy gan de doa tinh mang di dugc bio cdo véi
azithromycin (xem Tdc dung khong mong mudn clia thudc). Mot s& bénh nhan
d3 méc bénh gan tir truéic hodc di va dang diing cc sdn phim thudc thai doc
gan khac.

® Zaromax

Azithromycin 200 mg 2 n 0

Trong trudng hap cd cac ddu higu va trigu chiing clia rdi loan chiic ndng gan, nhu suy
nhuge kém theo vang da, nudc tiéu sim mau, kha ning chiy mau hoic bénh ndo
gan, cin thyc hién ngay cic xét nghigm/ kiém tra chic ning gan. Nén ngiing diing
azithromycin néu rdi loan chife ndng gan xut hién.
Hep mén vi phi dai d tré sdsinh (IHPS.
Sau khi st dyng azithromycin & tré sd sinh (diéu tri dén 42 ngay tudi), ching hep
man vj phi dai & tré sd sinh (IHPS) da dugc bdo cdo. Cha me va ngutii chim sdc nén
dugc théng béo dé lién hé vdi bac sTnéu ndn mifa hodc kho chiu vai vigc cho in xay
ra.
Thudc cd ngudn gdi 16a mach
@ bénh nhin dang diing thudc cé ngudn gdc cya Iaa mach (ergat), kha ning bi ngd
ddc vdi cdc thudc nay s ting I&n khi ding phdi hgp véi cdc khdng sinh ho macrolid.
Khdng c6 di ligu vé kha nang tuong tac gilla cya I6a mach (ergot) va azithromycin.
Tuy nhién,vé mat Iy thuy&t co thé xdy ra ngd ddc ergot, do do khdng nén diing phdi
hgp cac thudc cé ngudn gdc cya Ia mach (ergot) vdi azithromycin.
Kéo dai khoang QT
Da thdy tinh trang kéo dai qua trinh tai phan cyc & tim va khodng QT, giy nguy cd
loan nhip tim va xodn dinh khi diing cic macrolid. Khdng thé loai trif hoan toan téc
dung tudng tu véi azithromycin & nhiing bénh nhan c6 nguy cd téi phan cyc tim kéo
dai (xem Tdc dung khdng mong mudn clia thudc); do dé cdn than trong khi diéu tri
cho bénh nhan:

« Bj kéo dai khodng QT bdm sinh hoéic c6 tién sif mic phai.

« Dang dugc diéu trj bing cdc hoat chat cé tac dung kéo dai khodng QT nhu céc
thudc chdng loan nhip nhém la va nhém 111, cisaprid va terfenadin.

« Bj rdi loan dign gidi, dic biét trong cdc trubing hop giam kali va magnesi méu.

 Bj cham nhip tim, loan nhip hodc suy tim ndng.
Boi nhidm
Ciing nhu véi bat ky ché phdm khdng sinh ndo, cdn phai quan sat cdc diu higu boi
nhi&m clia vi khudn khdng nhay cam, bao gém ci ndm.
Tiéu chay do Clostridium difficile
Tiéu chay do Clostridium difficile (CDAD) d3 dugc bao cdo khi sif dung hdu hét cc
chdt khdng khudn, bao gém azithromycin, va mic dd nghiém trong cd thé tir tiéu
chdy nhe dén viém dai trang gay tif vang.
Céc ching C. difficile s&n sinh ra dgc t8 A va B gop phdn phat trién CDAD. Cic
chiing san sinh siéu djc t3 clia C. difficile lam tang ty 18 mic bénh va tif vong, do
cdc finh trang nhigm khudn nay cd thé s& khang thudc khang sinh va c6 thé cdn
phdi lam thi thuat cdt bd dai trang. CDAD phai dugc xem xét § t4t ca cdc bénh nhan
cd bigu hign tiéu chay trong hodc sau khi diing khang sinh. C4n héi ky bénh sifvi co
béo cdo CDAD xay ra sau hon 2 thdng diing thudc khang sinh. Cdn cin nhic vigc
ngitng diéu tr vdi azithremycin va st dyng thudc diéu trj ddc hiéu cho C. difficile.
Nhiém khudn lién cdu
Penicilin Ia thudc ddu tién dugc Iya chon dé didu trj viém hong/ viém amidan do
Streptococcus pyogenes va phong ngifa sot thdp khép cdp tinh. Nhin chung,
azithromycin c6 higu qua chdng lai lién cdu & hdu hong, nhung khang cé d ligu nao
chitng minh hiu qua clia azithromycin trong viéc ngén ngira s6t thap khdp cap tinh.
Suy than
@ nhiing banh nhan c6 GFR < 10 ml/ phit, quan sdt thay ting 33% néng d§ trong
huy8t tuang clia azithromycin (xem DAc tinh dugc ddng hgc).
Nhugc cg
Sy trdm trong thém ciia céc trigu chiing nhugc cd va khdi phat hgi chitng nhugc ca
mdi da dugc bdo cdo & nhilng bénh nhan diéu trj bing azithromycin (xem Tac dung
khéng mong mudn clia thudc).
Hydroxycloroquin hodc cloroguin
Xem xét cdn than gilta Igi ich va rii ro trudc khi k& don azithromycin cho bat ky bénh
nhan nao ding hydroxycloroquin hodc cloroquin, vi cé khd nang ting nguy cd bién
¢4 tim mach va ti vong do tim mach (xem Tuong tac, tudng ky thudc).
Lién quan dén té dudc
Sarbitol: Thudc nay 6 chifa 815,4 mg sorbitol trang mdi g6i. Cdn xem xét téc dyng
higp ddng clia cdc thude cd chita sorbitol va lugng sorbitol diing thea ché dg an
kigng. Ham lugng sorbitol cd trong thudc ubng c6 thé anh hubing sinh kha dyng clia
cdc thudc khdc khi ding chung.
s DUNG THUGC CHO PHY NU CO THAI VA CHO CON BU
Thdi kv mang thai
Cac nghién ciiu vé sinh sdn & dong vat da dugc thyc hign & mitc lidu cd ndng dd vira
phai gay dgc cho me. Trong nhilng nghién ciu nay, khang tim thdy béing chitng nao
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: gznhromycm Tuy nhién, chua cé nghién ciu day
: Mﬂ: @ phirntt mang thai.
Baimot Iuﬂm@l ligu fir&4c nghién clu quan sat dugc thyc hién & mot sd
duok g" g@uc anilthmmycm trong thdi gian mang thai, so vdi viéc
e un ng. u&" odc sl dyng mot loai khdng sinh khic trong ciing
,), hiém trong ba théng dAu). Trong khi hdu hét cic
Wkchange fEAy mdi lién quan vdi cdc tac dung phy ¢6 hai cho thai
nhi nhu dj tat hém sinh ndng hodc dj tat tim mach, nhung c6 rdt it bing chiing
dich t& hoc vé nguy co gia ting sdy thai sau khi ti€p xic vdi azithromycin trong
thai ky ddu mang thai. Vi vy, chi nén sif dung azithromycin trong thdi gian
mang thai néu cdn thigt v& mat Iam sang va Igi ich clia vigc didu tri dy kién sé
16n hon bat ky nguy cd gia ting nhd nao cd thé xay ra.
Thai ky cho con bd
Théng tin han ché tif cdc tai ligu da xudt bin chi ra riing azithromycin cd trang
siia me vdi liéu trung binh hang ngay cao nhat udc tinh 12 0,1 dén 0,7 mg/ kg/
ngay. Khdng quan sat thdy tac dung phy nghiém trong nao clia azithromycin dgi
vdi tré ba sila me. Phi dua ra quyét dinh ngifng cho con bii hay ngitng/ tranh
diéu trj bing azithromycin cé tinh d&n Igi ich clia vide cho con bi va Igi ich clia
viéc diéu tri dai véi ngudsi phu nii.
ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéing ¢6 biing chiing nao cho thay azithromycin ¢6 anh hudng dén khi ning
1ai xe va van hanh may méc. .
TUONG TAC, TUONG KY COA THUGC
TUGNG TAC THUDC
Thudc khang acid: Trong nghién clu duge dong hoc didu tra vé dnh huéing khi
phdi hgp thudc khang acid vdi azithromycin, khong tim thdy dnh huéing 1&n sinh
khd dyng néi chung, mic di ndng dj dinh trong huyét tudng da gidm khoang
24%. @ bénh nhin dugc cho diing cd azithromycin va thudc khdng acid, khang
nén diing cing m{t lic ¢a hai thudc nay.
Cetirizin: Ding phdi hgp azithromycin vdi cetirizin 20 mg & ngudi tinh nguyén
khde manh trong thai gian 5 ngay, cho thdy khéng c6 tuong téc dugc dong hoc
va khong cd thay ddi déng k& vé khodng QT.
Didanosin (Dideoxyinosin): Khi so sanh vdi gid dugc, dung ciing mdt lic
azithromycin 1200 mg/ ngay vdi didanosin 400 ma/ ngay & 6 bénh nhan HIV
duong tinh khong thdy c6 nh hudng dén dugc dong hoc & trang thai 6n dinh
cia didanosin.
Digoxin va colchicin: Ding déng thdi khdng sinh ho macrolid, bao gdm
azithromycin, vdi chat nén P-glycoprotein nhu digoxin va colchicin, da dugc bio
céo la lam ting ndng dd chat nén P-glycaprotein trong huyét thanh. Do dé, néu
sif dung ddng thai azithromycin va cdc chat nén P-glycoprotein nhu digoxin,
cdn xem xét dén kha ning ting ndng dd digoxin trong huyét thanh. C4n theo
ddi cdc dau higu 1am sang, va ¢ ndng do digoxin huy&t thanh trong khi didu tri
véi azithromycin va sau khi ngitng thudc.
Zidovudin: Sif dyng cac don liéu 1000 mg va da ligu 1200 mg hoic 600 mg
azithromycin it gay anh hudng dén dugc dong hoc trong huy&t tudng hoic vige
théi trif clia zidovudin hodic chat chuyén héa glucuronid clia nd qua dudng tiét
nigu. Tuy nhién, vigc diing azithromycin 1am ting ndng do clia zidovudin
phasphorylat, cht chuy&n héa cé hoat tinh 1am sang, trong cdc € bao bach cdu
dan nhdn d mau ngoai vi.
¥ nghta 1am s&ng clia phat hign nay con chua rd rang, nhung c6 thé mang lai
ich Igi cho bénh nhan.
Azithromycin khang c6 tuong tic dang k& vdi hé thdng cytochrom P450 & gan.
Nd khong dugc cho la c6 tuong téc vai thudc vé duge dong hoe nhu da gdp voi
erythromycin va céc macrolid khac. V6i azithromycin, khdng xut hién hién
tugng cam Ung hodc bt hoat cytochrom P450 clia gan thong qua phic hop
chuy@n héa cytochrom.
Cac thudc cd ngudn gdt cya I6a mach: V& mat Iy thuyét, o6 thé xay ra tuong
tdc gilta azithromycin va cdc thudc c ngudn géc cya Ida mach (xem Canh bio
va than trong khi ding thudc).
Céc nghién ciu dugc dong hoc da dugc tign hanh gidia azithromycin véi cic
thudc sau day dugc bigt i chuyén hoa dang ké qua trung gian cytochrom P450.
Atorvastatin: Ding dong thai atorvastatin (10 mg méi ngy) va azithromycin
(500 mg mdi ngay) khong lam thay ddi ndng do trong huyét tuong clia
atorvastatin (dya trén djnh lugng iic ché men khit HMG CoA).
Carbamazepin: Trong mgt nghién clu vé twong tic duge dong hoc & ngudi tinh
nguyén khde manh, khang quan sit thdy azithromycin ¢ anh huing déng ké
I&n ndng do carbamazepin hodc cac chat chuyén héa clia nd trang huyt tuong &
bénh nhdn dang ding ddng thdi azithromyein.
Cimetidin: Nghién ciu dugc ddng hoc diéu tra vé tic dung khi ding liéu duy
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nhit cimetidin 2 gid truc khi dung azithromycin, trén dugc dong hoc clia
azithromycin, khang thay cé thay déi vé dugc ddng hoc clia azithromycin.

Thudt udng chéng ddng mau dwing udng nhém coumarin: Trong nghién citu vé
tudng tic dugc ddng hoc, azithromycin khdng 1am thay ddi tic dung chéing déng
clia liéu duy nhat 15 mg warfarin diing trén ngudsi tinh nguyén khde manh. Sau khi
thudc lvu hanh, dd nhan duge thdng bio vé tac dung chdng ddng tang I&n sau khi
dung ddng thii azithromycin va thudc udng chdng déng mau dubing udng nhom
coumarin. Méc dii quan hé nhan qué chua dugc xac 13p, cdn phai theo ddi dinh ki
thdi gian prothrombin khi st dyng ddng thai azithromycin va cac thudc chdng dong
mau dubing udng nhom coumarin.

Ciclosporin: Trong nghién ciiu dudc dong hoc & ngudi tinh nguyén khoe manh
dugc cho ding liéu azithromycin 500 mg/ ngay qua duing udng trong 3 ngay va sau
dd dugc cho ding liéu duy nhit ciclosporin 10 mg/ kg qua duting udng, thay Cmax
va AUC,, tang Ian ding k€ (tuong ng 12 24% va 21%), tuy nhién khéng co thay
ddi déng k& nao trong AUC, .

Do vy, c&n than trong trutic khi xem xét diing déng thai cac thudic nay. NEu cdn
thiét phéi ding déng thdi cac thudc nay thi ndng df ciclosporin cn dugc theo dai
va diéu chinh liu theo dé.

Efavirenz: Dung ddng thai 600 mg liu duy nhat azithromycin va 400 mg efavirenz
mdi ngay trong 7 ngay khdng gay ra bt ky tuong tdc duge dong hoc nao co y
nghta vé mat [am sang.

Fluconazol: Diing dong thdi liéu duy nhat 1200 mg azithromycin khang lam thay
ddi céc dac tinh dugc dong hoc cla liéu duy nhat 800 mg fluconazol. Téng lugng
thudc trong huy@t tudng va thisi gian ban thai clia azithromycin khang bj thay ddi
khi dung dong thdsi vdi fluconazol, tuy nhién, quan st thdy ¢ sif gidm khang c6 y
nghfa vé mat Iam sang ndng do dinh Cmax (18%) clia azithromycin.

Indinavir: Ding ddng thai lidu duy nhat 1200 mg azithromycin khong cé anh
huing cé y ngha thang ké 1&n cdc dac tinh dugc dong hoc cla indinavir dugc cho
dung véi lidu 800 mg, 3 1dn mbi ngay trong 5 ngay.

Methylprednisolon: Trong nghién clu tuong tic dugc dong hoc & ngudi finh
nguyén khoé manh, azithromycin khang cd dnh huing dang ké I8n dugc dong hoc
clia methylprednisolon.

Midazolam: ( ngusi tinh nguyén khée manh, ding déng thoi azithromycin
500 mg/ ngay trong 3 ngay khdng gy ra nhiing thay ddi ¢d y nghfa Iam sang 1én
céc ddc tinh duge dong hoc va dugc lyc hoc ciia midazolam diing liéu duy nhat
15mg.

Nelfinavir: Dung ddng thi azithromycin (1200 mg) va nelfinavir & trang thai dn
dinh (750 mg, 3 1&n méi ngay) din tdi ting ndng dd azithromycin. Khong quan sdt
thédy nhilng tic dung khdng mong mudn cd ¥ nghia lim sang va khdng cin didu
chinh liéu dung.

Rifabutin: Ding ddng thdi azithromycin va rifabutin khdng &nh hudng dén ndng do
trong huyét tudng clia ca hai thudc.

D3 quan sat thdy gidm bach cdu trung tinh & nhiing déi tugng dudec didu tri ddng
thaii bang azithromycin va rifabutin. Mic di giam bach cdu trung tinh ¢4 lién quan
dén vigc sif dung rifabutin, quan hé nhdn qua khi diing ddng thai vai azithromycin
vén chua dugc xac 13p (xem Téc dyng khang mong mudn clia thudc).

Sildenafil: (f nhiing ngudi tinh nguyén la nam gidi khde manh binh thubing, khéng
¢6 bang ching vé anh huting clia azithromycin (500 mg, mai ngay trong 3 ngay)
lén AUC va Cmax clia sildenafil hodc chdt chuyn héa chinh clia n6 trong tuin
hoan.

Terfenadin: Nhiing nghién ctfu dugc dng hoc da cho thay khang cd biing ching
vé tulang tac giila azithromycin va terfenadin. Ba ¢6 cac truging hp higm gap trang
d6 kha ndng xay ra tuong tac ndy khang thé bj loai trit hoan toan; tuy nhign khong
¢ bing ching cu thé xay ra tuong tic nay.

Theophylin: Khang ¢6 bang ching vé tuong tac duge dng hoc c6  nghia lim
sang gida azithromycin va theophylin khi diing ddng thai & ngubi tinh nguyén khoe
manh.

Triazolam: § 14 ngudi tinh nguyén khde manh, viéc cho ding ddng thai
azithromycin 500 mg vao Ngay 1 va 250 mg vao Ngay 2 vdi 0,125 mg triazolam
vao Ngay 2 khang c6 bat ky anh hubng déng k€ nio 1én cac chi s6 dugc dong hoc
clia triazolam so véi triazolam va gia dugc.

Trimethoprim/Sulfamethoxazel: Viéc cho ding déng thdsi trimethoprim/
sulfamethoxazol (160 mg/800 mg) trong 7 ngay vdi azithromycin 1200 mg vao
Ngay 7 khong gdy ra bét ky sy anh hudng dang k& nao 1&n ndng dd dinh, tdng
lugng thudc trong tudn hoan hay viéc bai tiét qua duiing tiét nigu ciia trimethoprim
hay sulfamethoxazol. Ndng dd trong huy&t tudng clia azithromycin 1 tuong ty nhu
dugc quan sat trong cac nghién cifu khéc.

Hydroxycloroquin hodc cloroguin

D ligu quan st cho thdy viéc sl dung déng thai azithromycin vai hydroxycloroquin
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hiét I3 kéo dai khodng QT (xem Canh bdo va than trong khi

Céc lhu ¢ dug
dung thudc)
Nén thdn trong khi s dung azithromycin & nhiing bénh nhin dang ding céc
thudc dugc biét 1 kéo dai khodng QT c6 kha ning gay réi loan nhip tim, vi du:
hydroxycloroquin.

TUGNG KY THUGC: Khang dp dung.

TAC DUNG KHONG MONG MUGN COA THUGC

Azithromycin dugc dung nap tat vdi ty 18 tic dung khdng mong mudn thap.

Céc tic dyng khong mong mudn ligt ké dudi day dugc xac dinh théng qua kinh
nghigm thir nghiém Idm sang va gidm sdt sau khi dua ra thj truting theo hé co
quan va tdn sudt. Cc phin (ing cd hai dugc xdc dinh tif trdi nghiém sau khi dua
ra thj truding dugc in nghiéng. Quy udc sau ddy da dugc sif dung dé phan loai tin
suit: Rat thuting gdp (= 1/10); thubng gdp (= 1/100 dén < 1/10); it gip
(= 1/1.000 dén < 1/100); hi€m gZp (> 1/10.000 d&n < 141 .000); rat higm gdp
(< 1/10.000) va chua rd (khdng udc tinh dugc ti dif ligu ¢ sdn). Trong mdi
nhom tdn sudt, cac tic dung khéng mong mudn dugc trinh bay theo thi ty muc
dd nghiém trong giam dén.

Céc phan ifng c6 hai cd thé hodc cd thé lién quan dén azithromycin dya trén
kinh nghigm thir nghigém 1am sang va gidm sat sau khi dua ra thj truiing:
Nhi&m khuan va nhigm ky sinh triing

ftgap (= 1/1.000 dén < 1/100)

Nhiém n&m Candida, nhim ndm Candida & miéng, nhiém khudn am dao

Chua r (khdng thé udc tinh tif d? liéu cd s&n)

Viém dai trang gid mac (xem Canh bdo va than trong khi duing thudc)

Rdi loan méu va hé bach huyét

ftgap (= 1/1.000 dén < 1/100)

Giam bach cdu, gidm bach cdu trung tinh

Chua rd (khéng thé udc tinh tir di? ligu cd sin)

Gidm tigu c4u, thiéu mau tan mdu

R@i loan hé mién djch

Itgap (= 1/1.000 dén < 1/100)

Phit mach, qud man

Chua rd (khéng thé udc tinh tir dit ligu cd sin)

Phdn iing phan vé (xem Canh bo va than trong khi diing thudc)

Rdi loan chuyén hda va dinh dudng

Thudng gap (> 1/100 dén < 1/10)

Chandn

R6i loan tam thdn

ftgap (= 1/1.000 dén < 1/100)

Cang thing

Hiém gap (> 1/10.000 dén < 1/1.000)

Qud khich

Chua rd (khéng thé udc tinh tir dif ligu c6 sdn)

Trang thai hung hdng, lo 4u

Rdi loan hé than kinh

Thudng gdp (> 1/100 dén < 1/10)

Chéng mat, nhifc diu, di cdm, rdi loan vi gidc

Itgap (= 1/1.000 dén < 1/100)

Giam cam gidc, budn ngll, mat ngd

Chua rd (khdng thé wdc tinh tif di? ligu cd sin)

Ngat, co gidt, tang van dong, mat khitu gidc, mat vi gidc, réi loan khilu gidc,
nhugc cd (xem Canh bdo va than trong khi diing thudc)

Rdi loan mit

Thuriing gap (> 1/100 dén < 1/10)

Giam thj lyc

R@i loan tai va tai trong

Thutng gap (> 1/100 dén < 1/10)

Diéc

itgap (= 1/1.000 dén < 1/100)

Giam thinh lyc, 0 tai

Hiém gap (> 1/10.000 dén < 1/1.000)
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Chong mat

Rdi loan tim mach

ftgép (= 1/1.000 dén < 1/100)

Bénh trng nguc

Chua rd (khdng thé udc tinh tir dif ligu cd sdn)

Xodn dinh (xem Canh bdo va than trong khi ding thudc), rdi loan nhip tim (xem
Cénh bao va than trong khi ding thudc) bao gdm nhip nhanh that

Rdi loan mach mau

Chua rd (khdng thé udc tinh tir dif ligu cd sdn)

Ha huyétdp

Rdi loan tiéu héa

Rét thudng gép (> 1/10)

Tiéu chdy, dau byng, budn ndn, ddy hoi

Thurdng gap (> 1/100 dén < 1/10)

NGn mifa, khé tiéu

itgap (> 1/1.000 dén < 1/100)

Vigm da day, tdo bon

Chua rd (khéng thé udc tinh tir di ligu cd sin)

Viém tuy, déi mau lugi

Rdi loan gan mat

ftgap (> 1/1.000 dén < 1/100)

Viém gan

Hiém gap (> 1/10.000 dén < 1/1.000)

Chic ndng gan bat thuting

Chura rd (khdng thé udc tinh tif dit ligu cd sdn)

Suy gan (xem Canh bdo va thin trong khi diing thudc), higm khi din dén tif vong,
viém gan t6i cap, hoai ti gan, vang da do tic mat

Rdi loan da va md dudi da

Thuting gap (> 1/100 dén < 1/10)

Ngtra va phat ban

Itgép (> 1/1.000 dén < 1/100)

SJS (hdi chitng Stevens-Johnson), phan (ing nhay cam vdi 4nh sdng, may day
Hiém gap (> 1/10.000 dén < 1/1.000)

Bénh ngoai ban myn md todn than cAp tinh (AGEP)**

Phén iing thudc gay tang bach cdu &i toan va trigu chiing toan than (DRESS)**

Chura rd (khdng thé udc tinh tir di? ligu cd sdn)

TEN (hoai tif bigu bi nhiém ddc), hdng ban da dang

Rdi loan co xwong, mé lién ket

Thurdng gdp (> 1/100 dén < 1/10)

Bau khép

Rai loan than va tigt nigu

Chufa rd (khdng thé udc tinh tir di? ligu cd sdn)

Suy than cap, viém thin ké

Rdi loan chung

Thutng gap (> 1/100 dén < 1/10)

MEt moi

itgap (> 1/1.000 dén < 1/100)

Bau ngyc, phit né, kha chiu, suy nhugc

Xétnghiém

Thurdng gap (> 1/100 dén < 1/10)

84 Iugng t& bao bach huyét gidm, s& lugng bach cdu 4i toan ting, bicarbonat mau
giam

ftgap (> 1/1.000 dén < 1/100)

Aspartat aminotransferase tang, alanin aminotransferase ting, bilirubin méu ting,
uré mdu tang, creatinin mau tang, kali mau bat thuting

Chura rd (khdng thé udc tinh tr dif liéu cd san)

QT dign tam dd kéo dai (xem Canh bdo va thn trong khi diing thudc)

* ADR xdc dinh sau khi dua ra thj trudng

¥ Tén sut ADR dugc biu thi bing gidi han trén uéc tinh clia khodng tin cdy 95%
duge tinh biing cach st dyng “Quy tc 3",

Thong bdo cho bac sT nhitng tac dung khdng mong mudn gdp phi khi sif dung
thudc.

QUA LIEU VA CACH XU TRi

Cac tac dyng khéng mong mudn khi diing véi liéu cao han liu khuyén cdo ciing tudng
ty nhu khi diing vdi liéu binh thuging. Céc trigu ching dién hinh ciia qud liéu vai khing
sinh macrolid bao gém mat thinh gic cd thé hai phyc, bubn ndn nghiém trong, non
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pffa v utﬁﬁﬁnq fihy hop qud liéu, ding than hoat, céc bign phap diu
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erythromycin A. Tén hda hoc clia azithromyein & 9-deoxy-9a-aza-9a-methyl-9a-
homoerythromycin A. Khdi lugng phén tlr 12 749,0. Ca ché hoat dong cla
azithromycin dya trén sy c ché tdng hgp protein clia vi khuin bing cach lién k&t
véi tiu don vi 50S clia ribosom va (ic ché chuyén vi peptid.

Go ché khéng thuc

D8 khang véi azithromycin c6 thé 1 ty nhién hofic mic phdi. C6 ba cd ché chinh
clia sy dé khang & vi khudn: thay déi vi tri dich tic dong, thay ddi qué trinh vin
chuy&n khdng sinh va bign ddi khdng sinh.

Azithromycin ¢ khang chéo vdi chiing phin 1ap khang erythromycin Gram
duang. Su gidm tinh nhay ¢dm nhém macrolid theo thai gian d3 dugc ghi nhan
ddc biét trén Streptococcus pneumoniae va Staphylococcus aureus. Tudng ty, sy
giam tinh nhay cam da dugc quan sat thay d lién cdu Streptococcus viridans va
Streptococcus agalactiae (nhém B) ddi vdi cac macrolid va lincosamid khac.
Diém gay di nhay cam

Diém gdy dd nhay cam clia azithromycin d6i vai cic mam bénh vi khudn dién
hinh dugc EUCAST cding bd la:

Vi khugn MIC (mg/L)

Nhay cdm (S <) Khéng thudc (R >)
Staphylococcus spp. 1 2
Streptococcus nhém A, B, Cva G 0,25 05
Streptococcus pneumoniae 0,25 05
Haemophilus influenzae 012 4
Moraxella catarrhalis 0,25 05
Neisseria gonorrhoeae 0,25 05
Tinh nhay cdm

Ty I8 bi khdng thudc mic phai co thé thay dbi theo viing dja Iy va theo thdi gian
vdi nhiing lodi cy thé va cén cd thong tin tai dia phuong vé mic d khang thudc,
d3c bigt khi diéu tri nhiing trudng hgp nhiém khudn nang. Khi cdn thiét, nén tham
khdo y kign chuyén gia vé 1y 18 khéng thudc tai dia phuang khi gap nhiing truting
hgp nhi@m khudn ¢6 nghi vdn vé hiéu qui khdng khudn clia thudc.

Phé' khdng khuan ciia azithromycin

Cac chiing nhay cdm thang thuding

Vi khudn Gram duong higu khi: Staphylocaccus aureus nhay cim véi methicilin,
Streptococcus pneumoniae nhay cam vdi penicilin, Streptocaccus pyogenes
(nhém A)

Vi khuin Gram &m hiéu khi: Haemophilus influenzae, Haemophilus
parainfluenzae, Legionella pneumophila, Moraxella catarrhalis, Neisseria
gonorrhoeae, Pasteurella multocida.

Vi khudn ky khi: Clostridium perfringens, Fusobacterium spp., Prevotella spp.,
Porphyromonas spp.

Céc vi khudn khac: Chlamydia trachomatis.

Céc chiing vi khufn ma viéc dé khang thudc cd thé 13 vin dé

Vi khudn Gram dudng hiéu khi: Streptococcus pneumoniae trung gian penicilin,
khang penicilin

Céc chiing vi khudn von d3 khang thudc

Vi khudn Gram duang higu khi: Enterococcus faecalis, Staphylococci MRSA,
MRSE *

Vi khudn ky khi: Nhém vi khudn fragilis

* Cac ty cdu khang methicilin cd ty 18 khang macrolid rat cao va hiém khi nhay
cdm vdi azithromycin.

Tréem

Sau khi ddnh gid cac nghién ciu dugc thuc hign & tré em, viéc sif dung
azithromycin khong dugc khuyén céo dé diéu tri bgnh sot rét, khong ding dan tri
ligu cing khdng k&t hgp véi cdc thudc chia cloroquin hodc artemisinin, vi cic
thudc chang st rét dugc khuyn cdo trong diéu trj s6t rét khang bign chiing
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khdng dugc thigt 1p.

PAC TiNH DUGC BONG HOC

Hap thy

Sau khi diing qua duting udng sinh kha dyng xdp xi 37%. Thuc dat dugc ndng dd
dinh trong huy&t tuong sau 2 - 3 gid.

Phan bd

Azithromycin ding duiing udng dugc phan phai rong khdp co thé. Cac nghién cliu
vé dugc ddng hoc & ngudi da cho thay riing ndng d clia azithromycin & md cao hon
déng k& so vdi trong huyét tuong (Ién dén 50 lin ndng do tdi da quan
st dugc trong huyét tuang), diéu nay cho thay thudc cd da gin két cao vai md.

Lién két vai protein huy&t thanh thay ddi tity theo ndng do trong huyét tuong va dao
dong tir 12% & 0,5 meg/ ml d8n 52% & 0,05 meg azithromycin/ ml huyét thanh.
Thé tich trung binh ciia phan phdi & trang théi dn dinh (VWss) da dugc tinh todn 12
31,11/ kg.

Thai trif

Théi gian ban thai trong huyét tuong phén dnh chit che vdi thisi gian ban thi khoi
md khodng ti 2 dén 4 ngay.

Khodng 12% liéu azithromycin sau khi tiém finh mach dugc thai trif qua dudng tiét
nigu duéi dang khong ddi trong vang 3 ngay. Ndng dd cao clia azithromycin khdng
thay ddi dugc tim thdy trong mat ngudi. Cling trong mét nguii, da tim thay mudi
chat chuyén hda duge tao thanh qua phdn (g khir methyl N- va O-, hydroxyl héa
vong desosamin va aglycon va sy phan tach cht lién két cladinose. So sanh két
qué sic ky long va phan tich vi sinh cho thdy cdc chat chuyén hoa cla
azithromycin khong cd hoat tinh vi sinh.

Trong cdc thif nghigm trén dong vat, ndng dd cao clia azithromycin d3 dugc tim
thdy trong thitc bao. N6 ciing da dugc xac dinh riing trong qué trinh thic baa hoat
dong, ndng dd cao han clia azithromycin dugc gidi phong tif cdc thyc bao bat hoat.
Trong cdc md hinh dng vat, diéu nay din d&n ndng do cao azithromycin dugc dua
dén vi tri nhiém khudn.

Dif liéu an toan tién lam sang

Da quan sét thdy tang phosphalipid (tich Ity phospholipid trong t€ bio) & nhigu md
(vi dy mét, hach ré sau, gan, tii mt, than, lach, v/ hodc tuy) ciia chudt nhit,
chudt cdng va ché duge diing azithromycin da liéu. Tang phospholipid cling quan
sdt thdy & cc mo ciia chudt cdng va ché mdi sinh véi mifc do tudng ty. Tac dyng
nay c6 thé hdi phuc sau khi difng diéu trj azithromycin. Sy lién hé giita cc phat
hién trén dai vi dong vat va vdi con ngulli chua duge xac dinh.

Kha ndng gay ung th

Céc nghién ciu dai han trén dong vat da khdng dugc thuc hign dé dénh gia kha
ndng gay ung thu Vi thudc chl dugc chi dinh dé diéu tri ngdn han va khang c6 dau
hiéu cho thay kha ning gdy ung thu.

Tiém nin ign

Khdng ¢4 bing chiing vé kha nang dot bign gen va nhiém sic thé trong cac md
hinh thir nghiém in-vivova in-vitro.

Bdc tinh sinh sdn

Trong cdc nghién citu trén dong vt vé tic dung gdy dgc cho phdi thai cla thudc
nay, khéng thdy tic dung gdy qudi thai & chudt nhit va chudt cdng. O chudt,
azithromycin liéu 100 va 200 mg/ kg thé trong/ ngay din dén sy chdm phat trién
nhe cla phdi thai va tang cin & me. Trong giai doan mang thai va sau khi sinh &
chudt, da quan sat thay sy cham phat trién nhe khi diéu tri bing azithromycin
50 mg/ kg thé trong/ ngay trdy 1én.

QUY CACH DONG GOI: Hop 24 gdix 1,5 Q.

HAN DUNG: 36 thang ké tif ngay san xuat.

DIEU KIEN BAO QUAN: Nai khd, nhiét d khdng qua 30°C, trénh dnh séng.

TIEU CHUAN: TCCS.

Cd sd san xuét:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhénh nha may duge phim DHG tai Hju Giang
L6 B2 - B3, Khu cdng nghigp Tan Phil Thanh - giai doan 1, xd Tan Phi Thanh, huyén Chau Thanh A, tinh H3u Giang, Viét Nam

BT: (0293) 3953454 e Fax: (0293) 3953555

Moi théc mdc vé sdn phdm,
xin vul fién

lang hién he:
() 0292.3899000 I

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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