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Ry Thude nay chi ding theo don thubc
IMAZ
Cic déu hi¢u lwu ¥ va khuyén cdo khi ding thuée
Doc k§ huwdng din siv dung truede khi ding
Dé xa tam tay tré em
Thong bdo cho bdc sy cdc tic dung khéng mong muon gdp phii khi diing thubc

Thanh phin céng thirc thube

Maéi hp bao gdm:

Mot lo chira:

Azithromycin dihydrate USP tuong dwong Azithromycin ........... 500 mg
Ta dugce: acid citric monohydrate, nitrogen, natri hydroxide.

Va mot éng dung méi chira:

Nude cét pha tiém BP .......... 5 ml

Dang bao ché
Bot dong kho pha tiém.
M3 ta dang bao ché: b7
Lo bt dong kho: Bot dang banh mau trang dén tring nga.
Ong dung moi pha tiém: Dung dich trong sudt.

Chi dinh
- Diéu trj viém phdi mac phai tai cong dong do cac vi khuin nhay cam gy ra.
- Diéu tri céic bénh viém viing chiu (PID) do céc vi khuin nhay cam géy ra.

Cich ding, liéu dung

Nguwoi lon

- Liéu ding: 500 mg/lan/ngay, tiém truyén tinh mach trong it nhét 2 ngay.

- Tiép theo: Chuyén sang diing thudc duong udng, liéu 500mg/lan/ngay, udng trong 7-10
ngay.

Nguéi cao tudi:

Khéng can thiét diéu chinh lidu

Suy than

Khong cén thiét diéu chinh liu voi bénh nhan suy than nhe dén trung binh (GFR tir 10-80
ml/phut). Thén trong khi ding cho bénh nhén suy than ning ( GFR<10 ml/phut).
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Suy gan

Khéng can thiét diéu chinh liéu & bénh nhan suy gan nhe dén trung binh. Than trong khi
dung cho bénh nhan suy gan ning.

Tré em

Hiéu qua va an toan cua azithromycin dang bot pha tiém truyén dé diéu tri cdc bénh
nhiém tring & tré em va thanh thiéu nién (du6i 19 tudi) chwa dugc thanh 1p.

Cdch dung

- Thude duge pha dé truyén tinh mach, khéng nén ding dé tiém tinh mach nhanh hoic
tiém bip.

- Nong d¢ ciia dung dich dé truyén va téc d6 truyén 1a Img/ml trong 3 gior hodc 2mg/ml
trong 1 gio.

Cdch pha

Tiém tinh mach

- Thém 4,8 ml nudce vo khuin vao 1o 500 mg va ldc 1o cho dén khi thude hoa tan hét. Mdi
ml dung dich da pha chtra azithromycin dihydrat tuong duong véi 100mg azithromycin
(100 mg/ml)

Truyén tinh mach

- Pha loding thudc béng cac dung dich NaCl 0,9% theo ty 1¢:

Nong do dung djch tiém truyén (mg / ml) |Thé tich dung dich NaCl 0,9% (ml)
1,0 mg / ml 500 ml
2,0 mg / ml 250 ml

Cht’ing chi dinh

- Bénh nhén c¢6 tién sir qua man véi azithromycin, erythromycin hodc bt ky cac khang
sinh macrolid khac.

A . ~ . » 3 A 5 A
- Khong dung cung véi cic dan xuét ctia nam cyua mach.

Canh bao va thin trong khi ding thudc

- Cing nhu véi erythromycin va cac macrolid khac, ¢6 thé gap phan tmg di ung nghiém
trong hiém khi xdy ra, bao gdm phii mach va sdc phén vé (hiém khi tir vong), va cdc phan
ing trén da (hiém gip) bao gdm hoi chirg Stevens Johnson, hdi chirng ngoai ban mun
mi toan thén cdp tinh (AGEP), héi chimg phat ban do thuéc (DRESS) véi triéu chimg 1a
tang bach ciu 4i toan va nhiéu triu chirng toan than. Mgt vai phan ng véi azithromycin
dd gdy ra nhitng tri¢u chirng tai phat va doi hoi phai dugc theo doi va diéu tri ldu hon.
Néu bj phan (g di mg, cin nging ngay thudc va ding liéu phap diéu tri ph hop. Béc sy
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can biét cac phan ing di img ¢6 thé xudt hién lai khi liéu phap didu trj triéu chimg di
ngung.
- Gan la con duodng thai trir chinh cua azithromycin nén cin thn trong khi str dung thube
0 nhitng bénh nhéin suy gan ning, bénh nhan dang sir dung cic thudc gy déc cho gan.
Néu xuét hién céc triéu chimg réi loan chirc ning gan nhu: suy nhuge nhanh chong, vang
da, nude tiéu sAm mau, ting chay mau hogic bénh ndo gan, cin tién hanh xét nghiém chirc
ning gan ngay lap tirc va ding sir dung azithromycin ngay.
- Trén nhitng bénh nhan dang dung thudc la dan xuit ndm cwa mach (ergotamin), sy ngd
doc ergotin sé& tang 1én khi dung phdi hgp véi cdc khang sinh ho macrolid. Khong cé dir
liéu vé kha nang tuong tac gilra cya 16a mach (ergot) va azithromycin. Tuy nhién, vé mat
Iy thuyét co thé xay ra ngd doc ergotin, do do khong nén dung phdi hgp cac thude la din
xuat ndm cya mach véi azithromycin.
- Diéu trj v6i azithromycin 1am thay doi hé vi khudn binh thudmg & két trang va c6 thé din
dén sy ting truong quéd muc clostridia. Cac nghién ciru da chi ra ring doc t6 do
Clostridium difficile 12 nguyén nhin hang d4u gdy viém két trang do ding khang sinh.
Sau khi chin doan cé bénh viém két trang gia mac, nén tién hanh céc bién phap diéu tri.
Céc trudmg hop viém két trang gia mac nhe thudng dap {mg voi viée ngung thude. Cac
truong hop tir trung binh dén ning, nén diéu tri bing céch bd sung protein, nudc va cic TE.
chit dién gii, va diéu trj véi mot khang sinh ubng c6 hiéu qua véi C. difficile.
- Kéo dai thoi gian tai phan cuc cuia tim va khoang QT kéo dai, tang nguy co rdi loan nhip 1 DI
tim va xofin dinh da duge quan sat khi diéu tri véi cic macrolid khéc. Céc thc dung phy . "
twong tu ciing c6 thé xay ra khi sir dung azithromycin ¢ nhitg bénh nhan c6 nguy co kéo
dai thoi gian tai phin cyc. Do d6 cin than trong & nhitng bénh nhan:

e Béam sinh hogic c6 chirng QT kéo dai.

* Hién dang dung cac thudc khic da biét la gay kéo dai khoang QT nhu thubc chéng

loan nhip 16p IA, 111, cisaprid va terfenadin

AN

¢ Ri loan dién giai, déc bi¢t trong truong hop ha kali va magie mau.

e Roiloan nhip tim, cham nhip tim va suy tim nang.
- Déi voi bénh nhan suy thén ning (mutrc loc ciu thin < 10 mV/ phut), quan sat théy sur
tang 33% nong do trong huyét tuong cua azithromycin.
- Nhuge co: Dot cép céc triéu chimg nhugce co toan thin va khéi phét hoi chimg nhuoc co
di dugc béo cdo & céc bénh nhan diéu tri véi azithromycin.
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Twong tac, twong ky ciia thube

- Thuéc khdng acid: trong nghién ctru dugce dong hoc diéu tra vé anh hudng khi phéi hop
thuc khang acid véi azithromycin, khong tim thiy anh huéng trén sinh kha dung néi
chung, mic di néng do dinh trong huyét twong da giam t6i khoang 24%. V&i nhimg bénh
nhdn phai sir dung ca azithromycin va thudc khang acid, khong nén ding cung mat lic ca
hai thudc nay.

- Cetirizine: Dung phbi hop azithromycin véi cetirizine 20mg trén ngudi tinh nguyén
kho¢ manh, trong thoi gian 5 ngay, thay két qua chéc chin la khong c6 trong tac duge
dong hoc va khéng c6 thay dbi mét cach ¢ ¥ nghia thoi gian QT.

- Didanosine (Dideoxyinoisine): Khi so sanh véi gia duge, dung cung mot lic
azithromycin 1200mg/ngay véi didanosine 400mg/ngay trén sau bénh nhan nhiém HIV
duong tinh khong thiy cé anh huong dén dugc dong hoc & trang thai héng dinh cta
didanosine.

- Digoxin va colchicine: Ding dong thoi khang sinh ho macrolide (bao gbm
azithromycin) véi chat nén P-glycoprotein (vi du nhu digoxin, colchicine) duge bao cao
la 1am tang nong do chit nén P-glycoprotein trong huyét thanh. Do d6, néu azithromycin
va chit nén P-gp nhur digoxin dugc dung dong thoi, can xem xét dén kha ning ting nong
do digoxin trong huyét thanh. Cén theo ddi cac ddu hiéu 14m sang, nong d¢ digoxin huyét
thanh trong suét diéu tri véi azithromycin va sau khi ngimg thudc.

- Thudc ¢6 nguon goc cuwa 16a mach (ergot): V& mit ly thuyét, c6 thé xay ra tuong tac NG
giira azithromycin va céc thube ¢6 ngudn gée cya 16a mach (ergot). Do d6, chéng chi dinh 1 '.'.t,.l .
str dung dong thoi azithromycin va nhom thude nay. 3,
- Zidovudine: Liéu duy nhit 1000mg va nhiéu lidu 1200mg hodc 600mg azithromycin it 3:

anh huéng dén duge dong hoc trong huyét trong hodc thai trir & than cua zidovudine hoic
chit chuyén hoa glucuronide ciia né. Du vy azithromycin lam ting néng do cua
zidovudine phosphorylate, chit chuyén hoé c6 hoat tinh 1am sang, trong céc té bao bach
cau don nhdn & méu ngoai vi. Y nghia 1am sang cua phat hién nay con chua rd rang,
nhung ¢6 thé mang lai ich lgi cho bénh nhéan.

Azithromycin khéng cé tuong tic dang ké lén hé théng cytochrome P450 & gan. N6
khong tuong tac vé mét duge dong hoc nhu dbi vei erythromycin hodc cac macrolid khac.
Khong xuat hién viéc gdy cam ing hay bét hoat cytochrome P450 ciia gan thong qua
phirc hop chuyén hoé cytochrome.

Cac nghién ciru vé mat duge dong hoc da duorc tién hanh giira azithromycin véi cac thube
sau, cac thude nay da biét 1a duogc chuyén hoa dang ké qua trung gian cytochrome P450.

- Atorvastatin: Dung dong thoi atorvastatin (10mg, mdi ngay) va azithromycin (500mg,
mdi ngay) khong lam thay ddi ndng do trong huyét trong cuia atorvastatin (dua trén dinh
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luong mic do e ché men khir HMG CoA). Tuy nhién, da ¢6 bédo cdo hau mai vé cac

truong hgp bi tiéu co van trén bénh nhin ding dong thoi atorvastatin va nhom statin.

- Carbamazepin: Nghién ctu duge dong hoc twong tac thude trén ngudi tinh nguyén khoe

manh cho thiy azithromycin khong ¢6 anh huéng gi dang ké trén néng dg carbamazepin

va cac chit chuyén hoa ctia thude nay trong huyét twong ciia bénh nhan dang dung dong

thoi carbamazepine va azithromycin.

- Cimetidine: Nghién ctru duge dong hoc diéu tra vé anh hudng khi ding lidu duy nht
cimetidin 2 gi&r trude khi dung azithromycin, khong thdy ¢6 anh huéng gi trén duge dong

hoc cua azithromycin.

- Thude chéng déng mdu dwong uong kiéu Coumarin: trong nghién ctru dugc dong hoc

twong téc thude trén ngudi tinh nguyén khoé manh, azithromycin khong lam thay di hiéu

qua chfmg déng cia liéu duy nhét 15mg warfarin. Sau khi luu hanh thudc trén thi trudmg,

cling da nhin dugc thong bao vé tac dung chéng dong bi tang Ién sau khi ding déng thoi
azithromycin va thube chéng déng mau duong udng kiéu coumarin. Mic di quan h¢ nhén

qua chura duge xéc lap, cin phai theo doi thuomg ky thoi gian prothrombin khi sir dung

dong thori azithromycin va céc thuée chdng dong mau duomg udng kiéu coumarin.

- Cyclosporin: Trong nghién ciru duge dong hoc trén nhimg ngudi tinh nguyén khoe

manh dugc chi dinh uéng azithromycin 500mg/ngay trong 3 ngay va sau d6 dudc chi dinh

ubng liéu duy nhét cua cyclosporin 10mg/kg. két qua cho thay Cmax va AUCys ting 1én /
dang ké. Do vy, cin than trong trude khi xem xét dung phoi hUp cac’;huoc nay. Néu can
thiét phai ding phéi hop cyclosporin va azithromycin thi néng do Cﬁ‘a\ cyclosporin can
dugc giam sat va diéu chinh liéu theo do. ) ’_1 f;’

- Efavirenz: Dung dong thoi 600mg liéu duy nhit cia azithromycin Vé 400mg efavirenz
moi ngay trong 7 ngay khong gay ra bat ky twong tac c6 y nghia lam sang nao.

- Fluconazole: Dung dong thoi liéu duy nhét 1200mg azithromycin khong lam thay dbi
cac dic tinh duge dong hoc ciia liéu duy nhit 800mg fluconazole. Lugng thude tong cong
trong huyét tirong va thai gian ban huy ciia azithromycin khong bi thay doi khi ding dong
thoi vai fluconazole, tuy nhién, quan sdt thiy c6 sy giam khong déng ké nong do dinh
Cmax (18%) ctia azithromyein.

- Indinavir: Ding dong thai liéu duy nhat 1200mg azithromycin khong c6 anh hudmg mot
cach ¢6 y nghia thong ké 1én cac dic tinh duoc dong hoc cta indinavir duge dung 800mg,
3 14n mdi ngay trong 5 ngay.

/

- Methylprednisolone: Nghién clru duge dong hoc twong téc trén ngudi tinh nguyén khoé
manh, azithromycin khéng gdy anh huong dang ké véi duoc dong hoc cia
methylprednisolone.
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- Midazolam: & ngudi tinh nguyén khoé manh, dung dong thoi azithromycin 500mg/ngay,
trong 3 ngdy khong gy ra nhirng thay ddi c6 y nghia lam sang Ién cdc dic tinh dugce dong
hoc va dugc luc hoc ciia midazolam dung liéu duy nhét 15mg.

- Nelfinavir: Dung dong thoi azithromycin (1200mg) va nelfinavir & trang thai nong do
hang dinh trong huyét tuong (750mg, 3 1an mdi ngay) dén t6i ting nong do azithromycin.
Khoéng quan sat thiy nhiing tac dung ngoai v ¢6 y nghia 1am sang rd rét va khong can thiét
phai diéu chinh liéu dung.

- Rifabutin: Dung déng thoi azithromycin véi rifabutin khong c6 anh huéng dén ndng do
trong huyét twong cua ca hai thuée.

Pa phat hién ra sy giam bach ciu trung tinh trén nhitng nguoi diéu tri dong thoi
azithromycin va rifabutin. Mic du su gidm bach céu trung tinh c6 lién quan dén viéc st
dung rifabutin. quan hé nhan qué khi phdi hop véi azithromycin van chua duoc xéc lap.

- Sildenafil: Trén nhimg nguoi tinh nguyén nam khoé manh binh thuong, khong cé bing
chimg vé anh huéng cia viée ding azithromycin (500mg, mdi ngdy trong 3 ngay) lén
dién tich dudi dudong cong va ndng do dinh cua sildenafil hay chét chuyén ho4 chinh cua
né trong tuan hoan.

- Tefenadine: Nhing nghién ciru duge dong hoc di cho thiy khong ¢6 bing chimg vé
twong tc gilta azithromycin va terfenadine. C6 thong bao mét sé truong hop rat hiém gip
vé kha ning xdy ra trong tic, nén khong thé loai trir hoan toan kha ndng tuong tac. Tuy
vay khong c6 bing chimg rd rét Xay ra tuong téc.

- Theophyllin: Khong c6 y nghia 1am sang vé tuong tac duoc dong hoc gifta azithromycin
va theophylline khi dung phéi hop trén nguoi tinh nguyén khoé manh.

- Triazolam: & 14 nguoi tinh nguyén manh khoé, dung dong thoi azithromycin lidu
500mg & ngay 1 va 250mg & ngay 2 véi 0,125mg triazolam & ngay 2 khéng gdy ra bat ky
sy anh huong dang ké nao trén cac tham bién vé duge dong hoc dbi vai triazolam so véi
triazolam va gia dugec.

- Trimethoprim/sulfamethoxazole: Dung dong thoi trimethoprim/sulfamethoxazole
(160mg/800mg) trong 7 ngay véi azithromycin 1200mg & ngay thir 7, khong ghly ra bat ky
sir anh huéng dang ké nao 1én nong do dinh, téng lwong thude trong tudn hoan hay sy bai
tiét qua nudce tidu cua trimethoprim hay sulfamethoxazole. Nong do trong huyét twrong
cua azithromycin la twrong duong nhur dugce quan sat & cac nghién ciru khéc.

Twong ky thubc:
Do khong c6 cac nghién ctru vé tinh twong ky cua thuée, khéng tron 14n thudc nay véi cae
thude khac.
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Sir dung thudc cho phu nir cé thai va cho con b

Phu ni¥ co thai

Nhirng nghién ciru vé sinh san trén déng vat da duoc tién hanh & céc lidu gin voi cac
nong d6 c6 doc tinh nhe véi sy sinh san. Trong céc nghién ciru nay, khong thiy c6 bing
chimg vé sy gdy hai cho phéi thai ctia azithromycin. Tuy nhién, khdng ¢ nhitng nghién
ciru ddy du va 6 tinh kiém sodt trén phuy nir ¢6 thai. Vi nhimg nghién ctru vé anh hudng
dén sur sinh san trén dong vat khong phai ludn du bao duge dap ing cia ngudi, chi nén
dung azithromycin trong thoi ky mang thai néu thét can thiét.

Phu ni¥ cho con bu

Azithromycin dugc béo céo la bai tiét qua sira me, nhung chwa c6 nghién ctru lam sang
duge kiém soat tot va day du trén phu nit cho con bu vé dic tinh duge dong hoc cua viée
bai tiét azithromycin qua sita me. Do d6 nén ngung diéu tri véi azithromycin khi dan g cho
con ba. Néu van diéu trj voi azithromycin thi nén cho tré ba trd lai sau khi ngung ding
thudc 2 ngay.

Anh hwéng ciia thude 1én kha nang lai xe, vin hanh may maéc

Khéng anh hudng. Tuy nhién, thudc co thé giy tac dung phu: chong mit, dau dau, U tai.
Do d6, nén than trong khi 14i xe va van hanh may moc néu thiy xuét hién cac du hiéu
trén.

Téc dung khéng mong mudn ciia thude

Hé co quan Téc dung khéng mong mudn Tén sb
Nhiém tring va nhiém ky[Nhiém ndm cadida, nhiém cadida miéng,|it gap
sinh tring nhiém tring 4m dao
Viém dai trang gia mac Khéng biét
Mau va hé bach huyét Giam bach cdu, giam bach cu trung tinh  [{t gap
Giam tiéu cau, thiéu mau tan huyét Khong biét
Hé théng mién dich Phu mach, ting méan cam it gap
Phan (mg phan vé Khong biét
R&i loan chuyén héa va dinh[Biéng an Thuong gip
dudng
R&i loan tim than Cing thing it gap
Lo ling Hiém
Lo du Khéng biét
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R&i loan hé than kinh

Chéng mat, nhire dau, di cam, rdi loan vi
giac

Thuong gap

Di cam, budn ngii, mat ngu

it gap

Ngét, co giat, tim thin hiéu dong thai qua,
binh gidm khiru gidc, mét vi giac, rdi loan
khtru giac, nhugc co

Khong biét

R&i loan mét Khiém thi Thuong gip

Réi loan tai va mé cung Tt diéc Thuong gap
Khiém thinh, u tai it gap
Chéng mat Hiém

Céc rdi loan tim Panh tréng nguc it gap

Xoin dinh, rdi loan nhip tim, bao gém nhip
thit nhanh

Khéng biét

Réi loan mach mau Ha huyét ap Khong biét
Réi loan tiéu hoéa Tiéu chay, dau bung, buén nén, day hoi Hay gap
NoOn mura, kho tiéu Thudng gip
Viém da day, tdo bon it gap
Viém tuy, ludi mit mau Khéng biét
R6i loan gan mat Viém gan siéu vi It gap
Chire ning gan bit thuong Hiém

Suy gan, viém gan, hoai tir gan, vang da
mat

Khong biét

Da va cac r6i loan md dudi
da

Ngira va phéat ban

Thudng gép

Hoi chirng Stevens-Johnson, nhay cam véi
anh sdng, ndi mé day

it gap

Hoi chimng ngoai ban myn mi toan thin cip
tinh (AGEP)

A
Hiém

Hoi chimg phat ban do thuéc (DRESS) véi
triéu ching la ting bach cdu ai toan va
nhidu triéu chimg toan than

Rét hiém

Dc hoai tir biéu bi, hdng ban da dang Khéng biét
Co xuong khép va rdi loan|Pau khop Thuong gap
mo lién két
R&i loan than va tiét ni¢u Suy than cip, viém thén ké Khéng biét
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R&i loan tai chd tiém va thé[Pau va viém tai chd tiém, mét moi Thuong gap
trang toan than Dau nguc, phit né, mét méi, suy nhuge it gap
Xét nghiém Giam bach cau lympho, ting bach ciu ai|Thuong gip

toan, bicarbonat mau giam

Ting ASAT, ALAT bilirubin méu tang, uré|it gap
mau ting, creatinin mau tang, kali mau bat
thudng

Dién tdm dd QT kéo dai Khéng biét
Tén s6: Hay gdp (>1 / 10); Thuong gap (>1 / 100 dén <1/10); Khéng phd bién (>1/ 1000
dén <1/100); Hiém (>1 / 10.000 dén <1 / 1.000); R4t hiém (<1 / 10.000); khong biét:
khong uéde tinh duge dua trén céac dir liéu c6 sin.

Bio cio cic tac dung khéng mong mudn nghi ngor
Béo cdo céc tic dung khong mong mudn nghi ngdr sau khi lwu hanh thude 1a rit quan
trong dé tiép tuc gidm sat can bing loi ich/nguy co ciia thube. Can bd y té cin bdo céo tét
ca phén {mg c6 hai vé Trung tdm quéc gia hoic Trung tdm khu vire vé Thong tin thudc va
Theo ddi phan tng c6 hai cta thuée.

Thong bao ngay cho bac s§ hodc duge si khi gip cac tac dung khéng mong mudn nhu trén
khi sir dung thudc hoiic bdo cao cac phan tmg c6 hai cua thudc vé Trung tdm Thong tin
thube va Theo ddi phan tmg c6 hai cia thude (ADR) Quéc Gia. Dia chi: 13- 15 Lé Thénh
Tong- Hoan Kiém- Ha Noi. Dién thoai: 024.9335.618; Fax:024.9335642; Email:
di.pveenter@gmail.com. E l

Qua liéu va céch xir tri
Triéu chimg: mét thinh giac co hdi phuc, budn non ndng, nén mua va tiéu chay.
Xir tri: tién hanh céc bién phép didu trj hd tro.

Dic tinh dwge le hoc

Nhom duge Iy lam sang: Macrolide.

MaATC: JOIFA10

Co ché tic dung: Azithromycin la mdt khang sinh macrolid, thudc nhém azalide. Vé mat
hod hoc n6 dugc tao thanh bang cach dinh mot phin tr nitrogen vao vong lacton ciia
erythromycin A. Tén hod hoc clia azithromycin 12 9 - deoxy 9u. - aza - 9a - methyl - 9q -
homoerythromycin A. Phén tir lvgng 1a 749,0. Co ché hoat dong cia azithromycin la ngan
chan sy tong hop protein bang cach (rc ché su chuyén vi cia céc peptid trong qué trinh
tong hop protein va irc ché su gén két cua tiéu don vi ribosom 508.

9
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Co' ché khing thubc: Hai co ché khang thude phd bién nhit da gip véi nhém macrolid
(trong d6 c6 azithromycin) 12 lam bién d6i co quan dich, bom téng thude chu dong va san
xudt enzyme phan huy khang sinh.

Azithromycin c6 khang chéo véi ching phén lap khang erythromycin Gram duong. Su
giam tinh nhay cam nhom macrolid theo thdi gian dd dugc ghi nhian dic biét trén
Streptococcus pneumonia va Staphylococcus aureus, va cling dugc quan sat trén

Streptococci viridans va Streptococcus agalactiae.

Phé khdng khudn:
Vi khudn hiéu khi Gram dwong Vi khuin hiéu khi Gram am

Staphylococcus ~ aureus (nhay  cam  v&i  Haemophilus influenza
methicillin) Haemophilus parainfluenzae

Streptococcus  pneumoniae (nhay cam  véi  Legionella pneumophila

penicillin) Moraxella catarrhalis
Streptococcus pyogenes (nhom A) Neisseria gonorrhoeae
Pasteurella multocida
Vi khudn ky khi Cdc vi khuin khdc:
Clostridium perfringens Chlamydia trachomatis

Fusobacterium spp.
Prevotella spp.

Porphyromonas spp.

Vi khudn khdng thuéc:

Vi khudn hiéu khi Gram duong Vi khuin ky khi
Enterococcus faecalis Nhoém vi khuén Fragilis

Staphylococci MRSA, MRSE *

Dic tinh dwge djng hoc

Hip thu

Sau khi dung theo dudng udng & trén ngudi, azithromycin dugc phan bd rong khép co
thé; sinh kha dung xp xi 37%. Thudc dat duoce ndng do dinh trong huyét trong sau 2 - 3
gio.

Phin b

O céc nghién ctu trén dong vét, quan sat thdy nong d cao cia azithromycin trong dai
thue bao. O mé hinh thue nghiém, nong do cao hon cia azithromycin dugc giai phong
trong giai doan thuc bao hoat dong hon 1a & cac thue bao chua duoc kich thich, & cac mod
hinh trén dong vat, diéu nay din dén nong do cao cua azithromycin dugc dua dén vi tri
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nhiém tring, cdc nghién ctru vé duge dong hoc & ngudi di cho thiy ring nong d§ cia

azithromycin & mé cao hon dang ké so vdi & trong huyét tuong (1én dén 50 lan nong do

t6i da quan sat dugc & trong huyét turong), diéu nay chi ra ring thude c6 do gan két cao

véi mo. Nong d thude & cde mod dich nhu 1a phoi, amidan va tuyén tidn liét vuot qua

MIC90 ddi véi hau hét cac téc nhan géy bénh sau khi ding liéu duy nhét S00mg.

Sau khi uéng lidu hang ngay 600mg azithromycin, néng d6 dinh trong huyét tuong trung

binh lan luot 1a 0.33pug/ml va 0.55ug/ml & ngdy 1 va ngay 22. Nong do dinh trung binh

quan sit dugc & bach cau, vi tri chi yéu nhigm MAC lan truyén, 1a 252ug/ml (= 49%) va

duy tri trén 146pg/ml (+ 33%) trong 24 gid & trang thai ndng dd hing dinh.

Chuyén héa

Phan Iém azithromycin c6 mat trong co thé thai trir qua mat & dang khong chuyén hoa.

Hién chua c6 nghién ctru in vitro va in vivo danh gia chuyén hoa cua azithromycin.

Thai trir

Thoi gian ban thai trong huyét twong lién quan chiit ché véi thoi gian ban phan huy ¢ mo,

khoang tir 2 - 4 ngay. Khoang 12% liéu ding sau khi tiém tinh mach dugc thai trir qua

duong tiét niéu dudi dang khong chuyén hoa trong vong 3 ngay. Phan lén duoc thai trir

trong vong 24 gio dau tién. Pudng thai trir qua mat la con dudmg thii trir cht yéu cua

azithromycin d6i véi dang thudc chuwa bién di sau khi dung dudng ubng. D tim thiy

trong mat nguoi, nong dé rét cao thude chua chuyén hod cling v6i hon mudi chét chuyén

hod, dugc tao thanh qua phan img khir methyl & N- va 0-, va hydroxyl hoa cic vong

aglycon va desosamine, va bing su pha v& cdc lién két dadinose. Su so sanh gitta dinh

lugng bing sic ky léng cao 4p va dinh lugng bing phuong phéap vi sinh vt trén cac md

cho thdy ring cic chit chuyén ho4 khéng co6 vai tro gi trong hoat tinh trén vi sinh cua

azithromycin.

Dwgc djong hoc trong nhém bénh nhin dic biét

Nguoi cao tuéi

Sau 5 ngay dung thuée, gia tri AUC trén nhifng nguoi tinh nguyén cao tudi (trén 65 tudi)

hoi cao hon so véi & ngudi tinh nguyén tré tudi (dudi 40 tubdi), nhung khéng ¢6 v nghia vé

m4t 14m sang, do d6 khong can phai didu chinh lidu lurong.

Suy than

Sau khi dung liéu duy nhit Ig azithromycin giai phéng nhanh, cdc dic tinh duge dong

hoc clia azithromycin & cac ddi tugng suy than mirc do tir nhe dén vira (muc loc cdu than

tir 10 - 80ml/phut) khong bj anh hurdng, & nhém cé chire ning than binh thudng va nhém

bi suy than ning (mirc loc cau than < 10ml/phut), da quan sat théiy sir khéac bi¢t co y nghia

thong ké vé dién tich dudi dudmg cong AUC.120 ( 8,8ug - giv/ml so véi 11,7ug - gid/ml),
1
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nong do dinh Cmax (1.0pg/ml so véi 1,6pug/ml) va d¢ thanh thai (2,3ml/phat/ kg so véi
0,2ml/phut/kg).

Suy gan

Khéng c¢6 su thay doi dang ké vé duge dong hoc trong huyét twong clia azithromycin trén
nhitng ngudi bi suy gan tir mirc 4o nhe (nhém A) dén trung binh nhém B) so v&i nguoi ¢6
chirc nang gan binh thuong. Lugng azithromycin tim thdy trong nuée tiéu cia nhimg
bénh nhan nay cé ting 1én, c¢é I& la dé bu vao su giam d¢ thanh thai qua gan.

Quy cich déng géi: Hop 1 1o bot va 1 dng dung méoi.

Piéu kién bio quén, han dung, tiéu chuin chit hrong ciia thube
Béo quan: Bao quan noi khé mat, tranh anh sang, nhiét 6 dudi 30°C.
Tiéu chuén chét lwgmg: TCCS

Han dung: 24 thang ké tir ngay san xuét.

Khéng ding thuéc qud han sie dung.

Tén, dia chi co' s¢ sdn xuit:

IMMACULE LIFESCIENCES PVT. LTD.

Dia chi: Village Thanthewal, Ropar Road, Nalagarh, Distt. Solan, Himgc;bal Pradesh,

IN 174101, An D¢ G5
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