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Azithromycin for Oral Suspension 200mg/Sml

o Thudc nay chi ding theo don thuoc.

s Dé xatdm tay tré em.

o Doc kjf huomg dén sic dung trudc khi ding.

o Lic kjf truecc khi dimg.

1. Thanh phin cong thire thude:

M3i 5 ml sau hoan nguyén chira:

Hoat chdt: Azithromycin (dudi dang azithromycin dihydrat) 200 mg

Té durgre: tri basic sodium phosphate anhydrous, fow substituted hydroxypropyl cellulose, xanthan
gum, vanilla STR DM No.1, banana Dry Flavour STR DM 9019, cherry Powder (SC-8264),
sucrose (Refined Sugar)

2. Dang bao ché: bdt pha hén dich udng

M td: Bt mau tring, c6 mii thom, Sau khi hoan nguyén thu duge hdn dich

3. Chi dinh:

Azithromyein duge chi dinh dé diéu trj céc bénh nhiém khudn sau day khi da biét hodc co kha

nang 13 do mgt hodc nhidu vi sinh vit nhay cam:

- viém phé quan

- viém phéi méc tai cong ddng

- viém xoang

- viém hong/ viém amidan

- viém tai gitta

- nhidm khudn da va m6 mém

- nhi&m khuén sinh dyc khong bién ching do Chlamydia trachomatis.

Cén xem xét hudng dan chinh thirc v& viéc sir dung thich hop céc chat khang khudin,

4. Cich dung, litu ding:

Liéu diing:

Newoi lon:

Trong nhiém khun sinh duc khang bién chimg do Chlamydia trachomatis, ligu 1000 mg udng
mat 1an duy nhit.

Dung lidu tong cong 1a 1500 mg, chia 1am 3 ngay. mdi ngdy 500 mg. C6 thé thay thé bing cich
voi tong liéu nhu vy nhung ding trong 5 ngay. 500 mg trong ngly dau tién va sau do 13 250
mg/ngay tir ngay 2 dén ngay S.

Sir dyng céc thude vai dang bio ché phi hep.

Ngwdi cao fudi:
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Dang liéu gibng nhu ngudi 16n. Vi bénh nhan 16n tudi c6 thé 12 bénh nhan mic tinh trang rdi loan
nhip tim dang dién ra nén cin than trong dic biét do nguy co phat trién roi loan nhip tim va Xofn
dinh.

Tré em v thanh thiéu nién (< 18 tudi):

Téng lidu & tré em tir 1 tudi oo 1én 12 30 mg/ky, chia lam 3 ngay. mdi ngay ding mot lan 10
mg/ke hode dung trong 5 ngay vai lidu don 10 me/kg trong ngay 1, sau dé la 5 mg/kg/ngay trong

4 ngay tiép theo, nhu bang bén dudi. Dur ligu trén tre dudi | tudi con han ché:

Can néng (kg) Liéu phap 3 ngay | Li¢u phdp 5 ngay Quy cach o
Ngay 1-3 Ngay 1 Ngay 2-5 thude
10 mg/kg/ngay 10 mg/kgingdy 5 mg/kg/ngay

10 kg 2,5 ml 2.5 ml 1,25 ml 15 ml

12 kg 3ml Iml 1,5 ml 15 ml

14 kg 3,5 ml 3,5ml 1,75 ml 15 ml

16 kg 4 ml 4 ml 2 ml 15 ml

17-25kg Sml 5ml 2,5ml 15 ml

26—-35kg 7.5 ml 7.5 ml 3,75 ml 22,5 ml

36-45 kg 10 m! 0ml 5ml 30 ml

> 45kg [2.5 ml 125ml 6.25 ml 22.5ml +15ml |

Lidu didu tri viém hong do Streptococcus pyogenes la mot ngoai 1€: trong diéu tri viém hong do
Streptococeus pyogenes, azithromycin to ra ¢6 hi¢u qua khi dung cho tré em véi lidu duy nhat 10
me/kg hodo 20 mg/kg. trong 3 nudy véi liéu t6i da hang ngay la 500 mg, O hai liéu nay, hiéu qua
lam sing twong duong di dugc quan sit, ngay ca khi vie tiéu diét vi khuan c6 ¥ nghfa hon & ligu
hang ngay 20 mg/kg.

Tuy nhién, penicillin la thube duoce lwa chon ddu tién trong didu tri viém hong do Streptococcus
progenes va phong ngira sot thip khap sau do.

Suy than:

Khéng cAn ditu chinh lidu ¢ bénh nhn suy thiv nhe dén trung binh (GFR 10 - 80 mi/phut). Cén
than trong khi ding azithromycin cho bénh nhén suy thin nang (GFR <10 ml/phat.)

Suy gan:

Khong can diéu chinh lidu & bénh nhin suy gan nhe d¢én trung binh.

Céach ding:

Hon dich nén st dung 1 lidu duy nhit trong ngay. co thé dung ciing thic dn.

Dung cu phan lidu di kem theo hop thube la cbe dong 10mL dé ubng cé nhidu thang do.

Dép nhe lo thude cho bét toi ra. Thém din 7,5 ml nuée dun soi dé ngudi va lac kg. Néu cén, thém
nude dé didu chinh thé tich dén 15 ml va lc k3.

Lic k¥ trude mdi lan ding.
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5. Chéng chi dinh:

Bénh nhén min cim véi azithromycin, erythromyein, bt ky khang sinh macrolid hoiic ketolid,
hogc bét cir thanh phin nao cia thude.

6. Cinh bdo va thin trong khi ding thude:

Qud min

Ciing nhu v6i erythromyein va cdc macrolid khéc, cdc phéan tng di ung nghiém trong bao gbm
phit mach va phan v¢ (hiém khi gay tir vong), ngoai ban myn mu toan than cép tinh (AGEP) va
phan Umg gay tang bach cau 4l toan va cac triéu ching todn thin (DRESS) da duge béo cdo. Mot
sb phan ting v6i azithromycin d@ gdy ra tri¢u chimg tai phat va can thoi gian theo ddi va diéu tri
lau hon.

Nhiém djc gan

Vi gan la con duéng thai trir chinh cia azithromycin, nén than trong khi str dung azithromycin &
nhimg bénh nhan bj bénh gan ning. Cic trudng hop viém gan t6i cdp co kha nang din dén suy
gan de doa tinh mang d& durge bdo cdo véi azithromycin. Mot s& bénh nhén c6 thé da méc bénh
gan tir trude hodc c6 thé di dung cac san pham thude thai doc gan khéc.

Trong trudmg hop cé cac déu hiéu va triéu ching cua rbi loan chiic nang gan, ching han nhu suy
nhuge tién trién nhanh kém theo vang da, nuée tiéu sdm mau, xu hudng chay méau hoge bénh ndo
gan, can thuc hién cdc xét nghiém/kiém tra chirc ning gan ngay lap tic. Nén ngimg su dung
azithromyein néu r6i loan chire ning gan da xuét hién.

Cic din xuiit ergot

O nhimg bénh nhan diing cdc din xudt ergot, finh trang ngd ddc ergotin xay ra khi ding ddng thoi
mét sd khang sinh macrolid. Khong ¢6 dir liéu nao vé kha ning xay ra tuong tac giifa ergot va
azithromycin. Tuy nhién, do ly thuyét ¢6 kha ning giy bénh, khéng nén ding ddng thoi
azithromycin v céc dén xudt ergot.

Kéo dai khoang QT

Thoi gian téi cuc tim va khoang QT kéo dai, din dén nguy co phat trién rdi loan nhip tim va xoin
dinh, di duge thdy khi diéu tri véi cde macrolid khéc, Khéng thé logi trir hoan toan tac dung
twong ty véi azithromycin & nhitng bénh nhén ¢6 nguy co tang tai cyc tim kéo dai; do d6 can thin
trong khi diéu tri cho bénh nhan:

« b kéo dai khoang QT bim sinh hoac da dugc ghi nhén

« hi¢n dang dugc diéu tri bing hoat chdt khéc duoc biét 12 kéo dai khoang QT nhu thude chong
loan nhip tim nhém TA va 111, cisaprid va terfenadin

« ¢6 rdi loan dién giai, ddc biét trong trudng hep giam kali mau va magnesi méu

» bi cham nhip tim, r6i loan nhip tim hodc suy tim ning trén 14m sang.

Béi nhiém
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Nhu véi bt ky ché pham khdng sinh nao. khuyén cdo quan sat cac déu hiéu bdi nhiém vai cic
sinh vat khong nhay cam, bao gom ca ném.

Tiéu chay lién quan dén Clostridium difficile

Tiéu chay lién quan dén Clostridium difficile (CDAD) d& dugc bdo céo khi st dung gan nhu tat ca
céc chéit khang khudn, bao gdm azithromyein, va ¢6 thé c6 mire dd nghiém trong tir tigu chay nhe
dén viem dai tring gdy tir vong. C. difficile sinh ra ddc t& A vi B gop phén vao sy phat trién cia
CDAD. Céc chiing san sinh siéu doe t6 cta C. difficile gy tang ty 1¢ méc bénh va tir vong, vi tinh
trang nhidm khuan nay c6 thé s& khing thude khdng sinh va c6 thé cin phai lam tho thut cit ho
dai trang. Do d6, CDAD phai duge xem xét ¢ nhiing bénh nhan bi tiéu chay trong hodc sau khi su
dung bat k¥ loai khang sinh nao. Cén hoi k9 bénh st vi CDAD da duge bdo céo la xdy ra hon 2
thang sau khi st dung cdc chét khang khuin. Cén can nhéc viée nglng didu tri vdi azithromycin
va sir dung thude didu tri diic hiéu dbi véi C. difficile.

Nhiém lién cdu

Penicillin thuomg 14 lua chon dau tién dé diéu tri viém hong/ viém amidan do Streptococecus
progenes va ciing dé du phong sét thap khop cap tinh. Azithromyein ndi chung ¢6 hiu qua chéng
lai lién cAu & hau hong. nhung khéng ¢o dir liéu nio ching minh hiéu qua cua azithromycin trong
viée ngiin ngita sot thép khop cép tinh.

Suy than

O nhitng bénh nhén suy than nang (GFR <10 mI/phit), quan sat théy ting 33% ndng dd toan than
cuia azithromycin.

Bénh nhuwoc co

Pi cb céc bao cdo vé dot cz"ip ciia ¢éc tridu chimg nhuge co ¢ bénh nhan duge diéu tri bing
azithromyein.

Canh bdo lién quan td dwoc

Thubdc chita sucrose, bénh nhan bi rdi loan di truyen hiém gip nhu khéng dung nap fructose, kém
hép thu glucosegalactose hodc thiéu hut enzyme sucrase-isomaltase khong nén ding thude ndy.

7, St dung thude cho phy ni¥ c6 thai va cho con bu:

Sii dung thubc cho phy niv c6 thai:

Céc nghién ciu vé sinh san trén dong vt dd duoc tién hanh & céce lidu gi”m véi nong dg ¢6 doc
tinh nhe vai su sinh san. Trong cdc nghién ctu nay. khéng thiy ¢6 bing chiing vé su gy hai cho
phéi thai clia azithromycin. Tuy nhién, khéng ¢¢ nghin ctru ddy du va cé kiém sodl trén phu nir
¢6 thai. Vi cdc nghién etru vé sinh san trén dong vt khong phai luon dy bao duge dap ng trén
ngudi, chi nén diing azithromyein trong thdi kj mang thai néu thit su can thiét,

Sz dung thudc cho phu ni¥ cho con bii:
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Azithromycin duge bao cdo 1a bai tiét qua sta me, nhung chwa ¢o nghién ctru 1am sang day di va
dugc kiém sodt tt trén phu nir cho con bil v¢ cac dic tinh duge dong hoc cua vige bai tiét
azithromyein qua sfta mg. ¢An than trong khi cho phuy nit cho con bii dung azithromycin.

8. Anh hwing caa thuéc 18n kha ning l1ii xe, vin hanh may moc:

Khéng co bang chitng nao cho thdy azithromycin ¢6 anh hudng dén kha ning 14i xe va van hanh
may méc clia bénh nhén. Tuy nhién, cdc tac dung khéng mong mudn nhw chéng mat, co giat, hoa
mét, budn ngd va ngt dd duge bdo cdo khi ding azithromycin ¢6 thé 1am anh hudng dén kha
ning 14i xe va van hanh may moc.

9. Twong téc, twong ky ciia thude:

Thude khing acid: Trong nghién ciru duge dong hoc didu tra vé anh hudng khi phéi hop thude
khang acid véi azithromycin, khong tim thdy anh hudng 1én sinh kha dung ndi chung, mac du
nbng do dinh trong huyét twong dd giam khoéng 24%. O bénh nhin dwuge cho ding ca
azithromycin va thudc khang acid, khong nén ding cing mgt lic ca hai thude nay.

Cetirizin: Dung phdi hop azithromycin véi cetirizin 20 mg & nguoi tinh nguyén khoé manh trong
thdi gian 5 ngay, thiy két qua 6n dinh 1a khong c6 trong tic duge dong hoc va khong c6 thay dbi
mét céch ¢6 ¥ nghfa vé khoang QT.

Didanosin (Dideoxyinosin): Khi so sanh voi gia duge, ding cang mot lic azithromycin 1200
mg/ngdy v6i didanosin 400 mg/ngdy & 6 bénh nhén HIV duwong tinh khong thiy ¢6 anh hudmg
dén duge dong hoc & trang thai 6n dinh cta didanosin.

Digoxin va colchicin: Ding dong thii cic khang sinh ho macrolid ké ca azithromycin v6i co chét
cua P-glycoprotein, nhu digoxin va colchicin, duge bdo céo 1a lam tang nbng dd ca chét ciia P-
glycoprotein trong huyét thanh. Do do, néu azithromycin va co chit cia P-glycoproicin nhur
digoxin duge ding ddng thoi, cin xem xét dén kha ning ting ndng d6 digoxin trong huyét thanh.
Cin theo doi 1am sang, va c6 thé ca ndng do digoxin trong huyét thanh, trong sudt qué trinh diéu
trj bng azithromycin va sau khi ngimg thude.

Cic din xuft ergot: do ¢o kha ning ngd doc crgot, khong khuyén cdo sit dyng dong thoi
azithromycin va cdc din xudt ergot.

Zidovudin: St dung céc lidu don 1000 mg v li¢u da 1200 mg hodc 600 mg azithromycin it gay
anh hudémg dén dugc dong hoc trong huyét twong hodc viée thdi trir clia zidovudin hodc chét
chuyén hoa glucuronid cia nd qua dudng tiét nicu. Tuy nhién, viéc dung azithromycin lam ting
néng d6 ciia zidovudin phosphorylat, chdt chuyén hod ¢6 hoat tinh 1dm sang, trong cac té bao
bach cau don nhan & mau ngoai vi.Y nghia lam sing cta phét hién nay con chua ré rang, nhung
c6 thé mang lai fch lgi cho bénh nhén,

Azithromyein khong ¢6 twong tic ddng k& voi hé théng cytochrom P450 & gan. N6 khong dwoc

cho 12 ¢6 tuong téc véi thude vé duoc ddng hoe nhw da gdp vi erythromycin hodc cdc macrolid
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khéc. Vi azithromycin, khong xudt hién hién tuong cam tng hay e ché cytochrom P450 ciia
gan thong qua phic hop chuyén hod cytochrom.

Cic nghién etu dwgce dong hoc da duge tién hanh giira azithromycin véi cic thube sau day
dwrge biét 1a chuyén hod ddng ké qua trung gian cytochrom P450.

Astemizol, alfentanil

Khéng c dif liéu vé tuong tdc véi astemizol hodc alfentanil. Cén thén trong khi dung dbng thai
cdc thube niy véi azithromyein vi thc dung ting cudng da biét cla céc thudc nay khi diing ddng
thoi véi khang sinh nhém macrolid erythromyein.

Atorvastatin: Ding ddng thoi atorvastatin (10 mg mdi ngdy) va azithromycin (500 mg mdi ngay)
khong lam thay d6i ndng d¢ trong huyét twong ctia atorvastatin (dua trén dinh lugng e ché men
khir HMG CoA). Tuy nhién, di cd bdo cédo sau khi thudc luu hanh vé cdc truong hop bi tiéu co
viin trén bénh nhan dung dong thoi azithromycin va nhém statin.

Carbamazepin: Trong mét nghién ciu vé trong tic duge dong hoc ¢ ngudi tinh nguyén khoe
manh, khéng quan sat thiy azithromycin ¢6 anh hudng dang ké 1én néng do carbamazepin hoic
céic chét chuyén hod ctia né trong huyét trong & bénh nhéan dang ding dong thoi azithromycin.
Cisaprid: Cisaprid dugc chuyén héa & gan nho enzym CYP 3A4. Vi macrolid i ché enzym ndy
nén diing ddng thai voi cisaprid ¢6 thé 1am ting kéo dai khoang QT, rdi logn nhip that va xX04n
dinh.

Cimetidin: Nghién ctiru duoce dong hoc diéu tra vé tac dung khi dung lidu duy nhit cimetidin 2 gid
trude khi ding azithromycin, trén duge dong hoc cla azithromycin, khong thdy c6 thay dbi vé
duoc dong hoc clia azithromycin.

Thubc udng chong déng mdu dwémg ubng nhém coumarin: Trong nghién cru v¢ tuong tac
dwge ddng hoc, azithromycin khong lam thay d5i tac dung chéng dong ciia lidu duy nhit 15 mg
warfarin diing trén ngudi tinh nguyén khoe manh. Sau khi thude luu hanh, da nhan duge thong
béo vé téc dung chéng ddng tang 1én sau khi ding dbng thoi azithromycin va thude uéng chéng
dong méu dudmg uéng nhém coumarin. Mic dii quan hé nhan qua chwa duge xéc 1ap, cin phai
theo d&i dinh k¥ thoi gian prothrombin khi khi su dung dong thoi azithromycin va cdc thude
chéng @dng méu duong udng nhém coumarin.

Cyclosporin: Trong nghién ciru duge dong hoc o ngudi tinh nguyen khoe manh duge cho dung
lidu azithromycin 500 mg/ngdy qua dudng udng trong 3 ngay va sau d6 dwge cho ding licu duy
nhét cyclosporin 10 mg/kg qua dutng udng, thiy Cmex vd AUCqss tiing Ién déng k& (24% va 21%
trong ¢mg), tuy nhién khéng c6 thay doi dang k& vdi AUC-». Do véy, cin than trong trudc khi
xem xét dung ddng thoi cdc thube nay. Néu cin thiét phai ding ddng thai cac thude nay thi néng
6 cyclosporin can dugc theo di va diéu chinh li¢u theo do.

Efavirenz: Ding dbng thoi 600 mg lidu duy nhit azithromycin va 400 mg cfavirenz méi ngay

trong 7 ngay khéng gdy ra bét ky tuong tic duge dong hoe ndo ¢b y nghia vé mit l4m sang.
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Fluconazol: Ding ddng thdi liéu duy nhat 1200 mg azithromycin khong lam thay doi cic dic tinh
dwoc ddng boc caa lidu duy nhit 800 mg fluconazol. Téng luong thude trong huyét tuong va thai
gian béxll thai cia azithromycin khdng bi thay dbi khi dung ddng thoi voi fluconazol, tuy nhién,
quan sat thdy c6 su giam khéng c6 ¥ nghia vé mit 1am sing ndng d6 dinh Cmax (18%) cia
azithromycin.

Indinavir: Ding ddng thdi lidu duy nhét 1200 mg azithromycin khong co anh hudng
c6 v nghia théng ké 1én céc dic tinh duge dong hoc cua indinavir dugc cho ding voi lidu 800 mg,
3 1An mdi ngay trong 5 ngay. |

Methylprednisolon: Trong nghién ctru tuong tac duge dong hoc & nguoi tinh nguyén khoé manh,
azithromycin khong c6 anh hudng dang ké lén dupe dong hoc cia methylprednisolon.
Midazolam: O ngudi tinh nguyén khoé manh, diing dbng thai azithromycin 500 mg/ngay trong 3
ngay khong gy ra nhiing thay ddi ¢6 ¥ nghia ldm sang 1én céc dic tinh duge dong hoc va duge
lue hoe clia midazolam ding liu duy nhét 15 mg.

Nelfinavir: Ding ddng thari azithromycin (1200 mg) va nelfmavir o trang thai 6n dinh (750 mg, 3
ian mai ngay) din tdi tang ndng do azithromycin, Khong quan sit thiy nhiing tdc dung khong
mong muén ¢6 ¥ nghfa 1dm sang va khong cén dicu chinh lidu dung.

Rifabutin: Dung dbng thdi azithromycin va rifabutin khong anh hudng dén ndng do trong huyét
fyong ciia ca hai thubc. DA quan sét thiy giam bach clu trung tinh & nhing d6i twong dugce diéu
trj ddng thoi biang azithromycin va rifabutin. Mac dii giam bach cAu trung tinh c6 lién quan dén
viée sir dung rifabutin, quan h¢ nhan qua khi dung ddng thei véi azithromycin van chua duge xée
1ap.

Sildenafil: O nhitng ngudi tinh nguyén 13 nam gidi khoé manh binh thudng, khong c6 bing
chirng vé anh huéng cia azithromycin (500 mg, moi ngay trong 3 ngay) 1én AUC va Crax clia
sildenafil hodic chit chuyén héa chinh cua nd trong tudn hoan.

Terfenadin: Nhimg nghién ciu duoc dong hoe da cho thiy khéng ¢6 bing chiing vé tuong téc
gitra azithromycin va terfenadin. D2 c6 céc truong hop hiém gip trong dd kha nang xay ra tuong
téc ndy khéng thé bi loai trir hoan todn; tuy nhién khong ¢6 bing chimg cu thé xay ra tuong téc
nay.

Theophyllin: Khong co bing chimg vé twong tic duge dong hoc c6 y nghia lam sang gitta
azithromycin va theophyllin khi ding ddng thoi & ngudi tinh nguyén khoé manh.

Triazolam: O 14 ngudi tinh nguyén kho¢ manh, viée cho dung ddng thai azithromycin 500 mg
vao ngay 1 va 250 mg vao ngay 2 vdi 0,125 mg triazolam vao ngay 2 khong ¢6 bat ky anh huéng
dang k& ndo 1én cic chi sb duge ddng hoc cia triazolam so véi triazolam va gia dugc.
Trimethoprim/Sulfamethoxazol: Viéc cho dung ddng thoi trimethoprim/ sulfamethoxazol (160
mg/800 mg) trong 7 ngdy vdi azithromycin 1200 mg vao ngay 7 khong gy ra bét ky sw anh
huong déng k& ndo 1én ndng do dinh, thng hrong thube trong tudn hoan hay viée bai tiét qua
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dudng tiét niéu cha trimethoprim hay sulfamethoxazol. Néng do trong huyét tuong cia
azithromycin 12 twong ty nhu dugc quan sét trong cac nghién ciru khac.

Hydroxychloroquin hodc chloroquin: Dit liu quan sat d chi ra ring viéc sir dung dong thoi
azithromycin véi hydroxychloroquin & bénh nhéan viém khép dang thép co lién quan dén viéc tang
nguy co bién cb tim mach va tir vong do tim mach. C4n nhéc cin thin sy cin bang gifra loi ich va
rui ro trueée khi ké don azithromycin cho bt ky bénh nhin nao dung hydroxychloroquin. Viéc
xem Xxét cdn thén tuong tu vé s cén bing gifta loi ich va rii ro cling nén dugc thye hién trude khi
ké don azithromycin cho bit ky bénh nhén nao dung chloroquin, vi c6 kha ning xay ra rai ro
trong tu voi chloroquin.

Cic thubdc ¢6 khi ndng kéo dai khodng QT: Azithromycin khéng nén dung cing cic thube cé
kha nang kéo dai khoang QT.

Twong ky ciia thude:

Do khéng co cac nghién ciru vé tinh twong ky, cua thube, khong tron 1an thude nay véi cée thubc
khac.

10. Tac dyng khong mong muén cia thube:

Tn sudt tic dyng khéng mong mudn dugc dinh nghia nhu sau: vit thudng gip (= 1/10), thudng
gip (> 1/100 dén < 1/10), it gap (= 1/1000 dén < 1/100), hiém ggp (= 1/10000 &én < 1/1000), rit
hiém gip (< 1/10000), chua biét (khong thé du don dya trén cc dif ligu c6 sin)

Cic phan img bit lgi lién quan dén azithromycin dwra trén Kinh nghiém thir nghiém lim
sang va hdu mdi:

Nhiém trimg vi nhiém ky sinh tring

it gap: bénh nim Candida, bénh ndm Candida mi¢ng, viém dm dao

Chura biét: viém dai trang gia mac

R logn mdu va h¢ bach huyét

it gip: Giam bach cdu, giam bach cau trung tinh

Chua bidt: Gidm tiu chu, thiéu méau tan méu

Réi loan h¢ mién dich

it gip: phi mach, qua min

Chua biét; phan @mg phan vé

Réi loan chuyén hod va dinh dwdng

Thuong gép: chan dn

Roi logn tim thin

it gap: lo au

Uiém gip: kich dong

Chua biét: hung hing, cing thing

Réi loan hé thin kinh
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Thuamg gip: chéng mit, dau déu, loan cam, loan vi gidc

ft gép: giam cam gidc, budn ngi, mat ngu

https://trungtamthuoc.com/

Chua biét: ngﬁt, co giét, ting dong tam than, giam khiu gidc, mat vi gide, loan khiru gidc, bénh

nhirge co

Rbi logn miit

Thudng gip: gidm tam nhin

R&i loan tai va tai trong

Thuomg gip: diée

It gip: giam thinh hre, 1 tai

Hiém gip: chong mét

Rdi logn tim

it gap: danh tréng nguc

Chua biét: xoan dinh, loan nhip tim bao gdm ca nhip nhanh that
Rdi logn mach mdu

Chua biét: ha huyét 4p

Réi logn tiéu hod

Rét thudmg gap: tiéu chay, dau dung, budn nén, diy hoi
Thudng gip: ndn, khé tiéu

[t gap: viém da day, tdo bén

Chua biét; viém tuy, thay ddi mau sic ludi

Réi Iogn gan mit

ft gap: viém gan

Hiém gap: chitc nang gan bt thuémg

Chua biét: suy gan, ma hiém khi dn dén tir vong, viém gan, hoai tir gan, vang da tic mat

Réi logn da va mb dwdi da
Thuong gap: ngira, phat ban

it gap: hdi chitng Stevens-Johnson (SIS), nhay cam véi dnh sang, may day

Hiém gap: ngoai ban mun mu toan than cip tinh (AGEP), phan (ing thudc gy tang bach ciu i

toan va triéu ching toan than (DRESS)

Chura biét: hoai tir biéu bi nhiém doc (TEN), hong ban da dang
Réi loan co xwong va mé lién kot

Thuong gép: dau khop

Roi logn thin va tiét nigu

Chua biét: viém than k&, suy than

Roi loan chung

Thuong gép: mét moi
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it gap: dau nguc, suy nhugc, phu. kho chiu

Xét nghiém

Thuong gip: s6 lugng té bao lympho giam, s lwong bach ciu Ai toan ting, bicarbonat mau giam

it gip: ting enzym gan, bilirubin mdu ting, urea miu ting, creatinin mau tang, kali mau bat
thuong Chua biét: khoang QT kéo dai trén dign tdm dd

Thong bdo cho bdc sy nhimmg tic dyng khing mong mubn gdap phdi khi ding th ubc

11. Qué liéu va cach xi tri:

Cic thc dung khong mong mubn khi ding véi li¢u cao hon lidu khuyén céo ciing twong tu nhu khi
dung voi lidu binh thudng. Trigu chung dién hinh cta qua liéu khdng sinh macrolid gbm gidm kha
nang nghe cb thé hoi phuc, non, budn non va tiéu chay nang. Trong truong hop qua lidu, cac bién
phép didu trj triéu chimg va hé tro chung dugce chi dinh theo yéu céu.

12. Dic tinh dwgce hye hoc:

Nhom dwge ly: nhém khdng sinh macrolid diing toan thin

Méa ATC: JOIFAIO

Co ché hoat ding

Azithromycin 12 mdt khang sinh macrolid thude phén nhém azalid. Vé miit hod hoc n6 dugc tao
thanh bing cach dinh mdt nguyén € nito vao vong lacton cia erythromycin A. Tén héa hoe cuia
azithromycin 1a 9-deoxy-9a-aza—9a-methy]-Qa—homoerythromycin A. Trong luong phan fr 12
749,0. N6 ngdn chan su tbng hop protein bing cach wc ché bude chuyén peptid/ chuyén vi clia
qué trinh tong hop protein va trc ché s gin két cia tidu don vi ribosom 508

Co ché khing thudc

C6 ba co ché chinh cta su d& khang & vi khuén: thay d6i vi tri dich, thay dbi van chuyén khing
sinh va bién ddi khang sinh.

Azithromyein thd hién khi ndng khéng chéo véi cdc ching vi khudn gram dwong khéng
erythromycin. Sy giam tinh nhay cam véi macrolid theo thoi gian da duge ghi nhin dic bigt o
Streptococcus pneumoniae va Staphylococcus aureus. Twong tw, sy giam nhay cam da duoc quan
sét thiy gitta lién cAu Streptococcus viridans va Streptococeus agalactiae (Nhém B) dbi vai céc

macrolid va lincosamid khéc.

Dibm giy
) " Ipiém gay MIC (mg/L)
Vi khuén l —
Nhay cim (S<)  Khiing (R>)

Staphylococeus spp. il  a 4
Sreptococcus nhom A, B, Cva G 025 0,5

LN == S
Streptococcus pneumoniae 10,25 0,5
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Haemophilus influenzae 0,12 L 4
Mdraxel!a catarrhalis *|0,25 0,5
\Neisseria gonorrhoeae iO,ZS N 0,5
Tinh nhgy cam .

Ty 1¢ d& khang méc phai c6 thé thay ddi theo dja 1Y va theo thdi gian dbi vai cac loai duge chon

va théng tin dia phuong v& dé khang [2 mong mubn, dic biét khi didu tri cic bénh nhiém tring

nang. Khi cin thiét, nén tim 10 khuyén ciia chuyén gia khi ty 1€ khéng thudc tai dia phuong dén

mire ¢6 nghi ven vé cong dung cia thude trong it nhit mét s6 loai bénh nhidm tring,

Céc vi khuén thwomg nhay cam

Vi khudn Gram dwong hiéu khi

Staphylococcus aureus

Nhay cam voi methycillin

Streptococcus pneumoniae

Nhay cam véi penicillin

| Streptococcus pyogenes (nhom A)

Vi khugn Gram Am hiéu khi |

Haemophilus influenzae

Haemophilus parainfluenzae

Legionella preumophila

Moraxella catarvhalis

Neisseria gonorrhoeae

Pasteurella multocida

Vi khuén ky khi

Clostridium perfringens

Fusobacterium spp.

Prevotella spp.

Porphyromonas spp.

Khac

|\Chlamydia trachomatis

Vi khudn Gram dwong hiéu khi

1

Cic loai ¢6 kha ning khang thudc co thé la mot vén dé
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Streptococcus pneumoniae
K héng trung gian penicillin
Khang penicillin

Cic vi khvAn khang thude

Vi khuAn Gram dwong hiéu khi

Enterococcus faecalis

‘Staphylococci MRSA, MRSE*

Vi khufin hiéu khi

Nhém Bacteroides fragilis

* Methycillin-resistant staphylococci have a very high prevalence of acquired resistance to
macrolides and have been placed here because they are rarely susceptible to azithromycin.

* Céc tu cAu khang methycillin c6 ty 1€ khang macrolid rit cao va duoc dat & day vi ching hiém
khi nhay cam vdi azithromyein.

13. Diic tinh dwge dong hoc:

Hiip thu

Sinh kha dung duong ubng xép xi 37%. Thude dat duoc ndng do dinh trong huyét twong sau 2-3
gia.

Phdn bd

Sau khi ding qua dudng uéng trén ngudi, azithromycin dugc phan bé rong khip co thé. Cac
nghién ctu vé duge dong hoe ¢ nguoi da cho (hiy rang néng d6 cda azithromycin & md cao hon
dang ké so véi trong huyél trong (1én dén 50 lin ndng do tbi da quan sat duge trong huyét wong),
didu ndy cho thiy thube ¢6 do giin két cao véi mé.

Lién két véi protein huyét thanh thay d6i tiry theo ndng do huyét tuong va dao dng tir 12% & 0,5
microgam/ml dén 52% & 0.05 microgam azithromycin/ml huyét thanh. Thé tich phan phdi trung
binh & trang thdi én dinh (VVss) da duoe tinh tan 1a 31,1 Vkg.

Thai triv

Thoi gian ban thai trong huyét tuong lién quan chal ché voi thai gian b4n thai & mo6, khoang i 2
dén 4 ngay.

Khoang 12% liéu diing sau khi tiém finh mach dugc thai trir qua duong tiét nidu dudi dang khong
chuyén hoa trong vong 3 ngiy. DA tim thiy trong mat ngudi, ndng d6 rét cao thude chua chuyén
héa chng vai 10 chét chuyén hod, duge tao thinh gua phan Gng khir methyl o N- va O -, hydroxyl
hod cic vong desosamin va aglycon, va sy phin tich chét lién két cladinos. So sanh gitra dinh
lugng bang sic ky long hiéu nang cao va dinh luong bang phuong phap vi sinh rén cac mo cho
thiy ring cdc chét chuyén hod khéng ¢6 vai tro yi trong hoat tinh vi sinh clia azithromyecin,

14. Quy cich déng géi: Hop 1 lo bat pha 15ml hon dich

https://trungtamthuoc.com/
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15. Pitu kién bao quin, han ding, titu chuin chit lvgng ciia thude:

Bao quén: Bao quan & nhiét 46 khong qua 30°C. Trdnh anh sing va do am. Sau khi hoan nguyén,
bao quan & noi kho réo.

Han ding: 24 thang ké tir ngdy san xuét. Str dung trong vong 5 ngay sau hoan nguyén.

Tiéu chuén chét lugng: TCCS

16. Tén, dia chi co sé sin xuit thude:

BHARAT PARENTERALS LIMITED _

Pia chi: Survey No. 144 & 146, Jarod Samlaya Road, Tal-Savli, City: Haripura, Dist.: Vadodara,
Gujarat, An D




