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2. THANH PHAN:

M&i 5ml hén dich sau pha chira

Hoat chét: Azithromycin (duéi dang azithromycin monohydrat) 200 mg
Ta dwegc: sucrose, xanthan gum (E415) hydroxypropylcellulose,
trisodium phosphat khan, colloidal silica khan, aspartam (E951),
cream caramel, titan dioxyd (CI77891).

3. DANG BAO CHE:
Bot pha hén djch udng
B6t mau trdng hoac trdng nhat

4. CAC BAC TiNH DUQ'C LIFC HQC, DU'Q'C PONG HOC

DUQC LUC HOC

Cac dac tinh chung

Nhém digu tri dwgc ly: khéng sinh tac dung toan than; thudc nhém
macrolid.

Ma ATC: JO1FA10

Co ché tac dung:

Azithromycin |a mdt azalid, mdt phan nhém cla khang sinh macrolid.
Béng cach gén két véi tidu don vi 50S ribosom, azithromycin ngan
chan sy chuyén vj ciia cac chudi peptid tir mdt phia clia ribosom. Két
qua la trc ché sinh tdng hop protein dwa vao RNA trong cac vi khuin
nhay cam.

Méi trong quan dwoc déng hoc va duoc lwe hoo

Ty 1& gitva AUC (dién tich dwéi dwéng cong ndng dé - thoi gian) va
MIC (néng dé trc ché téi thidu) Ia théng sé twong quan chi yéu gitra
duoc dong hoc va duweec Iyc hoc c6 dnh hwdng nhidu nhat dén hiéu
qua clia azithromycin.

n :
D& khéng vdi azithromycin c6 thé 14 ty phat hodc méc phai. Co 3 co
ché dé khang chinh & vi khuan: thay di vj tri dich, thay dbi sy van
chuyén khang sinh va sy bién dbi cia khang sinh.

Co sy dé khang chéo hoan toan giva cac vi khudn Streptococcus
pneumoniae, streptococcus nhém A huyét gidi beta, Enterococcus
faecalis va Staphylococcus aureus, bao gbm céc S. aureus d& khang
methicillin (MRSA) dbi voi erythromycin, azithromycin, cac macrolid
khac va cac lincosamid.

Nong dé ngwéng

Theo CLSI (Vién nghién ctru cac tiéu chudn 1am sang va xét nghiém),
cac nbng d6 ngwdng sau day da dwoc xac dinh cho azithromyain:
Nhay cam < 2 pg/ml; d& khang = 8 pg/mi

Haemophilus spp.: nhay cam < 4 pg/ml

Streptococcus pneumoniae va Streptococcus pyogenes: nhay cam
£ 0,5 pg/ml; @& khang z 2 pg/ml.

Tinh nhay cam:

Ty 1& vé& sw dé khang méc phai cé thé khac nhau vé& mat dia Iy va thei
gian di véi cac loai vi khuan chon loc va théng tin vé sy d& khang &
dia phwong la can thiét, dac biét khi didu trj cac nhiém khuén nang.
Khi c&n thiét, nén héi 1o khuyén clia cac chuyén gia khi ma ty 1& dé
khang & dia phwrong nhiy 12 mét yéu té hivu dung, it nhat Ia dbi véi mot
s6 loai nhiém khuan dang ngé.

Cac nghién cru tién hanh & Viét Nam cho thay cac vi khudn Gram
duong nhu Streptococcus, Pneumococcus, Staphylococcus aureus
khang nhom macrolid & ty 1& khoang 40%; vi vAy phan nao 1am kha
néng sir dung azithromycin bj han ché it nhidu. Mot s chiing vi khuan
khac ciing rat nhay cam véi azithromycin nhu: Corynebacterium
diphtheriae, Clostridium perfringens, Peptostreptocaccus va
Propionibacterium acnes. Can luén luén nhé ring cac chdng vi sinh
vat khang erythromycin cé thé ciing khang ca azithromycin nhw
nhiing chiing Gram duwong, ké& ca cac loai Enterococcus va hau hét
cac chiing Staphylococcus khang methicilin d3 hoan toan khang déi
v&i azithromycin.

Azithromycin c6 tac dung tét trén cac vi khudn Gram am nhu:
Haemophilus influenzae, parainfluenzae, va ducreyi, Moraxella
catarrrhalis, Acinetobacter, Yersinia, Legionella pneumophilia,
Bordetella pertussis, va parapertussis; Neisseria gonorrhoeae va
Campylobacter sp.. Ngodi ra, khang sinh nay ciing cd hiéu qua voi
Listeria monocytogenes, Mycobacterium avium, Mycoplasma
pneumoniae va hominis, Ureaplasma urealyticum, Toxoplasma
gondii, Chlamydia ftrachomatis va Chlamydia pneumoniae,
Treponema pallidum va Borrelia burgdorferi.

Azithromycin c6 tac dung vira phai trén cac vi khu&n Gram am nhw E.
coli, Salmonella enteritis va Salmonella typhi, Enterobacter, Acromonas
hydrophilia, Klebsiella.

Cac ching Gram am thudng khéng azithromycin la Proteus, Serratia,
Pseudomonas aeruginosa va Morganella.

Nhin chung, azithromycin tac dung trén vi khuan Gram duwong yéu
hon mét chit so v&i erythromyein, nhwng lai manh hon trén mét sé vi
khudn Gram am trong d6 cd Haemophilus.



DUQC DONG HOC

gf‘l?‘l t:r?é dung cla azﬁhromycm sau kh:h@(& !;/ xm%tamthuoc COm/

ndng d6 dinh trong huyét twong dat dwgc sau 2-3 gi¢r diing thudc.
Phén bé
Sau khi ubng, azithromycin dwgc phan bd rong khidp co thé. Cac
nghién ctru durgc dong hoc da cho thay raé ndng do azithromycin trong
cac md cao hon trong huyét trong (dén 50 Ian ndng do cyc dai trong
huyét twofng) Diéu nay chi ra rang hoat chat dwoc gén két lrong cac
md véi s6 lwgng dang ké.
Ndng d trong céc mé phdi, amidan va tuyén tién liét cao hon glé tn
MIC 90 cho céc vi khuén gay bénh thwdng gap nhat sau mét lidu duy
nhéat 500 mg.
S gén két cla azithromycin véi protein trong huyét thanh thi bién dbi
va khéc nhau, phy thudc vao néng d6 huyét thanh tir 52% tai 0,05
mg/l dén 12% tai 0,5 mg/l. Thé tich phan bd dat trang thai hang dinh
la 31,1 lkg.
Thai trir
Thoi gian ban thai cudi cung trong huyét tuong phan 4nh gén ding
véi thévi gian ban thai & md 1a khodng 2 dén 4 ngay.
Khoang 12% liu tiém tinh mach clia azithromycin, dwoc bai tiét trong
nwéc tiéu trong vong 3 ngay, duéi dang khong ddi, ndng d6 cao cila
azithromycin dang khéng bién ddi dwoc tim thay trong mét. Trong do,
10 chéat chuyén héa da dwgc phat hién (dwgc hinh thanh bdi sy khi
methyl tai N- va O-, b&i sy hydroxyl hda clia desosamin va vong
— aglycon va bdi sy phan tach tiép hop clia ndm da cladinose). So sanh
M bhwong phép dinh lwgng vi sinh va séc ky 16ng cho thdy cac chét
= chuyén héa khéng cd hoat tinh vi sinh hoc.
Trong cac nghién ciru thyc hién trén dong vat, ndng d6 cao cla
azithromycin duoc tim thdy trong céc thyre bao. Trong cac mau thyc
nghiém ndng dé cao hon cua azithromycin ciing dugc phong thich khi
¢6 thye bao chi ddng nhidu hon so vai the bao khéng dugc Kich
thich. Tién trinh nay gép phan vao sy tich Iy azithromycin trong mé
nhiém khuan.

D 300 hoc t ¢ nhém bénh nhan dic biet
Suy than

Sau mot lidu udng duy nhét azithromycin 1 g, gia tri Cmax va AUCo-120
trung binh ting lan lwot khodng 5,1% va 4,2% & nhitng bénh nhan
suy than nhe dén vira (tbc dd loc cAu than 10-80 ml/phut) so véi
nhirng ngudi co chire ndng than binh thudng (tbc do loc clu than
> 80 mi/phut). Bdi vé&i nhi*ng ngudi suy than nang, Cmax va AUCe120
trung binh tang 1an lwot 61% va 35% so véi nhitng ngwdi binh
thwong.

Suy gan

O nhi¥ng bénh nhan suy gan nhe dén vira, khéng cé bang chirng vé
siy thay ddi dang ké dwoe dong hoc ciia azithromycin so vai ngudi co
chirc nang than binh thwéng. O’ nhirng bénh nhan nay, méc do tim
th&y azithromycin trong nwérc tiéu duéng nhw ting, ¢6 18 14 do bu triy
lai v&i s giam thanh thai & gan.

Tré em va tré vj thanh nién

Dwoc déng hoc cho dén nay da dugc nghién ciru & nhivng tré 4 thang
dén 15 tudi st dung vién nang, bot hoac hdn dich. Tai nong dd 10
mg/kg vao ngay th& 1 sau do la khodng 5 mg/kg vao cac ngay thir 2
dén tht 5, Cmax dat dwore hoi thp hon so véi nguéi treéng thanh véi
Crax la 224 g/l & nhivng tré tir 0,6-5 tudi va sau 3 ngay dung thubc va
383 ug/l & nhirng tré tir 6-15 tudi. T2 12 36 gi® & nhirng tré 1&n tudi
hon nam trong pham vi dy doan @i véi nhirng ngudi trwdng thanh.

5. QUY CACH DONG GOl
Hop 1 lo 15ml.

6. CHI DINH, LIEU DUNG, CACH DUNG, CHONG CHI DINH

CHI BINH

Azithromycin dwoc st dung diéu trj cac nhiém khudn sau day, gay ra

b&i cac vi khudn nhay cam vé&i azithromycin (xem muyc Than trong va

canh bao déc biét khi str dung va Dwgec lire hoc):

- Viém xoang cép tinh do vi khuén (da dwoc chan doan day du).

- Viém tai gitra cp tinh do vi khuén (da dwoc chan doan day da).

- Viém hong, viém amidan.

- Dot cp tinh ctia viém phé quan man tinh (83 dwoc chan doan day
da).

- Viém phdi méc phai tai cdng ddng tir nhe dén trung binh.

- Nhi&m khuén da va mé mém.

- Nhiém khuan dwéng niéu va ¢b tr cung khong bién chirng do
Chlamydia trachornatis.

Cén phai xem xét cac hwéng dan chinh thirc vé str dung ding thudc

khang sinh.



CHONG CHI BINH

Chéng chi dinh si¥ dung thuéc cho bénrhtspsa/ﬁrmgtatﬁﬂthuoc .com/
erythromycin, bat clr khang sinh nao thugc nhém macrolid hodc

ketolid, hodc bat ctr ta dwoc nao.

7. THAN TRONG VA CANH BAO PAC BIET KHI SU’ DUNG
Twong tw erythromycin va cac khang sinh nhém macrolid khac, cac
phan (rng nghiém trong hiém khi xay ra, bao gébm phu mach va séc
phan vé (hiém khi dan dén t& vong) da dwoc ghi nhan. Mot sb cac
phan (ng nay véi azithromycin da gay ra cac triéu chirng tai phat va
can thoi gian theo doi Vé'digli'tri dai hon. o
Do gan la dwéng thai trir chinh clia azithromycin, nén than trong khi
s dung azithromycin cho bénh nhan cé bénh gan nang. Cac trudng
hop viém gan cép tinh c6 thé din dén suy gan de doa tinh mang da
dugc ghi nhan voi azithromycin (xem muc Tac dung khéng mong
mudn). Mot s6 bénh nhan cé thé da co tién st bénh gan hodc c6 thé
da dung céc thubc gay doc gan khac.
Trong truéng hop ¢ cac dau hiéu va triéu chirng roi loan chirc néng
gan, nhw suy gan tién trién nhanh lién quan dén vang da, nwéc tiéu
sam mau, nguy co chay mau hodc bénh 'y ndo gan, nén lam ngay cac
xét nghiém chtrc nang gan. Nén ngirng dung azithromycin néu co rdi
loan chirc nang gan.
@ bénh nhan diung cac dan xuat ndm cwa ga, céc alcaloid cua cac
dan xuét ndm cya ga co thé tich Idy gay ngd doc khi dung déng thoi
v@i cac khang sinh nhém macrolid. Chura c6 cac dir liéu lién quan dén
kha ndng twong tac gitra cac dan xuét clia ndm ciwa ga va azithromycin.
Tuy nhién, v& ly thuyét do nguy co ngd doc cac alcaloid clia nam cya
ga ndi trén co thé xay ra, khdng nén dung déng théi azithromycin voi
cac dan chéat clia ndm cya ga.
Twong tw khi pha ché bat ctv khang sinh nao, khuyén céo quan sét
cac dau hiéu bodi nhiém véi cac vi sinh vat khéng nhay cam, bao gém
ca nam.
Tiéu chay do Clostridium difficile (CDAD) da dwgc ghi nhan khi st
dung hdu hét cac khang sinh, bao gdm ca azithromycin, va mirc do
nghiém trong c6 thé dao déng tir tiéu chay nhe dén viém dai trang gay
t&r vong. Diéu tri bang cac thudc khang sinh 1am thay ddi hé vi sinh vat
binh thwéng trong dwéng rudt dan dén phat trién qua mue C. difficile.
C. difficile san sinh cac doc td A va B gay tiéu chay do C. difficile. Cac
chat c6 doc tinh cao sinh ra b&i cac ching C. difficile lam tang ty &
méc bénh va ty 1& tr vong do cac nhiém khuan nay c6 thé khang
khang sinh va c6 thé can phai cat bd ruét két. Kha nang tiéu chay do
C. difficile cAn dwoc can nhic & tat ca cac bénh nhan cé tiéu chay sau
khi diing khang sinh. Can xem xét cn than cac thubc dung trwde dé
vi da ghi nhan tiéu chay do C. difficile xut hién hon 2 thang sau khi
dung khang sinh.
@ bénh nhan suy than nang (mirc loc cau than <10 ml/phut), da ghi
nhan ndng dd azithromycin trong tudn hoan tang 33% (xem muc
Duwgc déng hoc).
Tai cye co tim va khodng QT kéo dai dan dén ting nguy co loan nhip
va xoan dinh, da dwoc ghi nhan khi ding cac khang sinh macrolid bao
gdm azithromycin (xem muc Tac dung khéng mong muén). Do do,
céc tinh trang sau day cé thé dan dén ting nguy co loan nhip that
(bao gdm xoén dinh) c6 thé din dén ngieng tim, nén than trong khi str
dung azithromycin cho cac bénh nhan dang cé cac du hiéu tién loan
nhip (d&c biét phu ni va bénh nhan cao tudi) nhu:

 C6 khoang QT kéo dai bAm sinh hodc
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+ D4 tirng bi kéo dai khoang QT dang didu trj bang cac thube khac
da duwoc biét gay kéo dai khodng QT niw cac thudc chéng,loan
nhip nhém A (quinidin va procainaminhi (dofetlid- t th /
amiodaron va sotalol), cisaprid va terf 1 Mirung am U.OC . Com
loan thdn nhv pimozid, cac thubc chdéng fAm cam nhu
citalopram; va céc fluoroquinolon nhu moxifloxacin va levofloxacin
+ Rbiloan cac chét dién gidi, dic biét trong trudng hep ha kali
mau va ha magnesi mau
= C6 cdc trigu chirng 1am sang lién quan dén cham nhip tim, réi
loan nhip tim hodc suy tim nang
Blng phat cac triéu chirng nhugre co ndng va khéi phat hdi chirng
nhwrgre co da duge ghi nhén & bénh nhén ding azithromycin (Xem
muc Tac dyng khdng mong muédn).
D6 an toan va hiéu qua trong dy phdng va didu tri Mycobacterium
Avium Complex & tré em chwa dugc thiét lap.

Théng tin vé mdt sé thanh phin ta dwgc cha thude

Than trong trén bénh nhan dai thdo dwéng: 5mi hén dich c6 chira 3,7
g sucrose. ;

Nhiing bénh nhan cé van dé di truyén hiém gép nhw khéng dung nap
fructose, kém hdp thu glucose-galactose hodc  thiéu
sucrase-isomaltase khong nén ding thudc ndy vi né chira nhidu
dudng sucrose.

Thudic nay cé chira aspartam 12 tién chét clia phenylalanin. N&n c6
thé gay hai cho nhirng nguwdi bénh phenylketo nigu.

PHY N CO THAI VA CHO CON BU

Phu ni¥ co thai

Chua co di cac div lidu v& vigc sir dung azithromycin & phu ni 6
thai. Cac nghién ctru ddc tinh sinh san trén dong vat cia azithromycin
cho théy thubc qua duge hang rao nhau thai, nhung khéng quan sat
thay tac dung gay dj tat thai cia thudc. Tinh an toan cia azithromycin
khi st¥ dung thuéc trong thivi ki mang thai chira dugre xac dinh. Do d6
chi nén st dung azithromycin trong théri ky cé thai trong trwdng hop
lgyi ich vugt trdi hon nguy cor.

Phu ni¥ n b

Azithromyein da dwoc ghi nhén bai tiét vao sika me, nhumng chua c6
cac nghién clru 1am sang diy du va duoc kiém soat t6t trén phy ni
cho con bt nhdm mé ta dugc ddng hoc clia azithromycin bai tiét vao
sira me trén ngudi. Thubc phai dang thén trong trén phu ni¥ cho con
b

Kha néng sinh sén

Trong céc nghién clru vé kha nang sinh san dugc thirc hién trén
chudt, gidm ty 1& mang thai da dugc ghi nhén sau khi ding azithromycin.
Mbi lign quan dén vén d& nay trén ngudi hién chira dwoc biét rd.

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thube ¢ thé gay cac tac dung phy nhw: Dau déu, chéng mat, budn
ngu, rdi loan thj gi4c, G tai, cing thang, kich déng... Vi vay nén than
trong trong si¥ dung thudc khi Iai xe va van hanh may méc.

8. TWONG TAC V&1 CAC THUOC KHAC VA CAC DANG TUWONG
TAC KHAC

kl i
M@t nghién ciru duge dong hoc vé anh hudng khi ding déng thévi cac
thube khang acid voi azithromycin cho thdy cac thudc khang acid
khéng ¢6 dnh hudng dén sinh kha dung toan phan cla azithromycin
méc di ndng do dinh trong huyét thanh gidm khoding 24%. Bénh nhan
cén dung ca azithromycin va céc thudc khang acid khéng nén ubng
ciing Itc hai thuée nay.
Trén ngudi tinh nguyén khoe manh, stk dung ddng thevi azithromycin
va cetirizin 20 mg trong 5 ngay & trang thai dn dinh cho thiy khéng co
twrong tac duge dong hoc va khéng 1am thay dbi cé y nghia khodng
QT
Didanosin (Dideoxyinosin}
Sl dung ddng thei azithromycin 1200 mg/ngdy véi didanosin 400
mg/ngay trén 6 bénh nhan HIV duong tinh cho thiy thudc khang anh
huwémng dén duoc dong hoc & trang thai 6n dinh cla didanosin so véi
ding gia dugc.

Sir dung dbng théi cac khang sinh macrolid, bao gém azithromyein,
v&i cac co chét cia P-glycoprotein nhw digoxin da dugc ghi nhan lam
tang ndng dd co chét cla P-glycoprotein trong huyét thanh. Do do,
néu ding ddng thoi azithromycin va cac co chét ciia P-gp nhu
digoxin, nén can nhic dén kha ndng ndng dd cac co chét nay trong
huyét thanh tang Ién.
Zidovudin
Lidu don azithromycin 1000 mg va lidu I3p lai 1200 mg va 600 mg it
c6 &nh hwéng dén dugc dong hec huyét tuong va sy thai trir qua
dwémg tidu ciia zidovudin hay chét chuyén héa glucuronic cia ching.
Tuy nhién, udng azithromycin lam tdng ndng d§ clia zidovudin
phosphoryl héa, chat chuyén héa co hoat tinh trén 1am sang, trong
céc té bao don nhan mau ngoai bién. Chua rd didu nay dnh hudng cd
y nghia trén l&m sang hay khdng nhung né ¢d thé o loi cho bénh
nhan.
Azithromycin khéng trong tac c6 ¥ nghia voi hé théng cytochrom
P450 & gan. Thubc khong dugc xem la cb tuong tac dugce ddng hoc
nhw erythromycin va cac macrolid khac. Cam (rng hodc bét hoat
cytochrom P450 & gan dbi vdi cac chat chuyén héa qua cytochrom
khéng xay ra vdi azithromycin,

alcaloi
Do kh& néng gy ngd doc cac alcaloid ndm cya ga trén 1y thuyét,
khdng khuyén cao str dung déng théi azithromycin véi céc dan xuét
ném cya ga (xem myc Canh bao déc biét va than trong khi st dung).
Céc nghién ciru duge ding hoe duwge thye hign voi azithromycin va
céc thubc sau ddy da duge biét dén 14 chuyén hoa co y nghia qua
trung gian cytochrom P450.
Atorvastatin
Sir dyng déng thivi voi atorvastatin (10 mg hang ngay) va azithromycin
(500 mg hang ngay) khéng lam thay déi néng do trong huyét thanh
clia atorvastatin (c&n cir vao thi nghiém oc ché HMG
CoA-reductase). Tuy nhién, cac trirng hop tiéu co van & bénh nhan
dung azithromycin ciing vdri cac statin da dwoc ghi nhén sau khi dwa
thudc ra thi truong.



9. TAC DUNG KHONG MONG MUON
Bang dudi day lidtké céc téc dung bét loi theEﬁqu

an va thn syt
dwgc xac dinh trong cac thir nghiém l&m séng \ S:l:cf t th /
thudc ra thj trieérng. Tan suét theo nhém du I& oi\.trung am uOC . Com
wérc sau
Phé bién (=1/10); thuwéng gap (= 1/100 dén <1/10); it gép (21/1000
dén <1/100); hiém gap (= 1/10000 dén <1/1000); rét hiém gap (<
1/10000); va chua rd (khong thé wéc tinh diea trén cac di liéu hién
cd). .
Trong m&i nhém tan suét, tac dung bét lgi dwoc trinh bay theo thir tw
gidm d&n mirc @ nghiém trong.
Cédc phan (g bét lgi cé thé cé hodc cé thé lién quan dén
azithromycin dia trén cac thir nghiém Iam sang va theo déi sau
khi dira thubc ra thj trweéng
Nhiém kh hi y h triin
It gap: Nhiém ndm candida, nhidm khuén am dgo, viém phdi,
nhi&m n&m, nhim khun, viém hong, viém da day rudt,
r6i loan hé hép, viém mi, nhiém ndm candida miéng
Chura rd:  Viém dai trang gia mac (xem muc Canh bao dac biét va
thén trong khi str dung)
Réi loan mau va hé bach huyét
It gap: Giam bach céu, gidm bach cAu trung tinh, tang bach ciu
wa eosin
Chua ré:  Giam tidu cAu, thiéu mau tan huyét

It gap: Phti mach, qua man

Chua ré:  Phan (rng phan vé& (xem muc Canh bao dac biét va than
trong khi st dung)

Réi loan chuyén héa va dinh duéng

It g&p: Chén &n

R&i loan tam than

It gap: Cang thang, mét ngli

Hiém g&p: Kich déng

Chuaré:  Gay gb, lo ldng, mé sang, do giac

Roi loan hé than kinh

Thwéng gép: Dau diu

It gap: Chéng mét, budn ng, loan vj giac, dj cam

Chuars:  Ngét, co gidt, gidm cam gic, tdng dong, mét khiru giac,
mét vi gide, ri'i loan khiru gidc, nhuge co (xem muc
Canh bao déc biét va than trong khi st dung).

It gap: Suy giam thj lyc
| 3

It gap: Réi loan thinh giac, chong mét

Chuwa ré:  Khiém thinh bao gbm ca diéc va/hodc U tai

Réi loan tim

It gép: Banh tréng ngyc

Chuard:  Xodn dinh (xem myc Canh bao déc biét va than trong khi
sir dung), loan nhip (xem muyc Canh bao dac biét va than
trong khi str dyng) bao gdm nhjp nhanh thét va kéo dai
khoang QT trén dién tdm dd (xem muc Canh bdo dic
biét va than trong khi sir dung)

"Réi loan mach

ft gap: D& birng mat

Chuart:  Ha hlilyét ap

It gap: Khé thé, chay mau cam
il i

Phé bién:  Tiéu chay

Thuwdng gép: Non, dau bung, budn nén

ft gap: Téo bon, day hoi, kho tiéu, viém da day, khé nubt,
chuéng byng, khé miéng, ¢ hoi, loét miéng, tang tiét md
héi

Chuwa r:  Viém tyy, lwdi ddi mau

Réi loan gan mat

Hiém gdp: Chirc nang gan bét thuéng, vang da & mat
Chura rd:  Suy gan (hiém khi din dén t&r vong) (xem muc Canh bao
dac biét va than trong khi sir dung), viém gan cip, hoai
tr gan
Réiioan da va mé dusdi
it gap: Phat ban, ngira, ndi mé day, viém da, kho da, ting tiét
mbd hbi
Hiém gdp: Phan (ng mén cam véi dnh sang
Chwa rd:  Hbi chirng Stevens-Johnson, héi chirng tiéu thugng bi
nhiém ddc, hong ban da dang
& li

i
it gap: Thoai héa khérp, dau cor, dau lung, dau cd

z

Chua ré:  Pau khép
It gap: Tiéu khé, dau than
Chuwa ré:  Suy than cp, viém than ké
i loan i n vi
It gap: Bang huyét, rdi loan tinh hoan
ROi 4 tai i tri u
it gap: Pha, suy nhurere, kho chiu, mét mai, phi mét, dau ngure,
s6t, dau, pht ngoai bién
Cac xét nghiém

Thuwong gip: Gidm sé lwgng bach céu, gidm sé legng bach cau va
eosin, gidm bicarbonat mau, ting bach ciu wa base,
bach cAu don nhén ting, bach cu trung tinh tang

It gép: Téng ASAT tang ALAT tang bilirubin mau, tAng ure mau,
giam creatinin mau, kali mau bét thudng, ting phosphatase
ki&m, ting chlorid, ting glucose, ting tidu cAu, hematocrit
giam, tang bicarbonat, natri bat thuéng

Céc phan g bt lgi coé thé cé hodc co thé lién quan dén dw

phong va diéu trj nhiém khudn phirc tap do Mycobacterium

Avium dira trén cac thir nghiém lam sang va theo doi sau khi dwa

thudc ra thi trieéng. Céc phan (png bét lgi nay khac v&i cac phan
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trng bét lgi da dwoc ghi nhan véi dang giai phong tirc thai hodc
giai phong kéo dai vé mirc dd hodc tan suat:

Réi ba va di 5

Thuwong gdp: Chan an

Thuong gép: Chéng mét, nhire dau, dj cam, réi loan vi giac

It gap: Gidm xuc giac

Ra&i loan thi giac

Thudng gdp: Giam thi lyc
6i inh giac va m

Thuong géap: Biéc

It gap: Giam thinh giac, U tai
il im

it gap: Panh tréng ngyc

Réi loan tiéu héa

Phé bién:  Tiéu chay, dau bung, budn nén, dy hoi, bung kho chiu,
phéan Iéng

Réi loan gan mat

It gap: Viém gan

il i
Thwérng gép: Ban do, nglra
It gap: Hoi chirng Stevens-Johnson, phan tng tdng nhay cam
voi éanh sang
Réi loan co xwong va mé lién két
szutj'ng gép: Pau khop
|
Thueng géap: Mét moi
It gap: Suy nhwgc, mét moi

https://trungtamthuoc.com/

Théng bdo cho bdc sy nhirng tic dung khéng mong muén gap
phaéi khi str dung thube.

10. QUA LIEU & XIF TRI

Céc phan (ng bét lgi gép phai & lidu cao hen lidu khuyén céo twong
tw cac phan (rng bét loi d4 dwoc ghi nhan & lidu binh thudng. Cac
triéu chirng dién hinh khi qua lidu khang sinh nhém macrolid bao gém
diéc khéng hdi phyc, budn nén nang, non va tiéu chay. Trong trudng
hop qua lidu, can chi dinh diing than hoat va cac bién phap didu tri
triéu chirng va hé tro chung khi cn thiét.

11. DIEU KIEN BAO QUAN, HAN DUNG CUA THUOC

Diéu kién bao quan

Khéng bao quan trén 30°C.

Han duing

36 thang ké tir ngay san xuét.

Hén dich sau khi pha: st dung trong vong 5 ngay néu bdo quan &
nhiét do khong qua 30°C.

12. TEN, BIA CHI CUA CO SO SAN XUAT:
S.C. Sandoz S.R.L

Str. Livezeni nr.7A

540472 Targu-Mures,

Romania

13. NGAY XEM XET, SUPA DOI, CAP NHAT LAI NOI DUNG HU'ONG
DAN S(* DUNG THUOC: T hwéng dén s dung nay dwoc cap nhat
theo CDS v03_05_2013 va SPC frén EMC 27/08/2015.




