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Azithromycin 200 mg/5 mL

R Prescription only medicine Thube ké don

Botlle of 13 g powder for oral suspension (15 mL)

Composition: Each 5 mL el g
reconstitution containg: Azithromycin (88—
Axithrormy tn difydrata) 200 mg

Indication, Administration, Contraindication
and ether infermation:
Readine package lealiet encigsed

Recanstiluie with 9 m of water, ¢sperse well
the cantents 10 yield 15 mL suspension
Shake well befare use.

- : Storage conditions: Store in @ bght contner

Azith Y 200 mg!ﬁ mL i dry placa, pretected from light, below 30°C
Sholf-lifa: 35 menths from the mig: date. Qral

| suspension alter reconstitution can be slored
wilhan 5. daps at 2-8°C

Specifications: USP

SOK/ Feg No
LS& Batch Ne

NEX/ Mig. Date!
HSD! Exp. Date

San xust by

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE LEAFLET CAREFULLY
BEFORE USE

KOLMAR KDREA

245, Sandan-gil, Jeonus-myeon
<

KOLMAR 245

Chai 13 g bt pha hin dich udng (15 mL)

Azithromycin 200 mgi5 mL

KOLMAR KOREA

ML VB0

Thanh phds:

W 5 e det g Sa 0 pha ci ehira
AZIICMYEEN UG dang Azhromycn afyoraty 200 mg
C2i dinh, Cach séng, Chdng £h dinh vi.cda thitng tin

khic: fE

Mo Tong i buing dl o dung thult kem Bee e

Thisn B L fnds: s i b ph ohes BT Bl irong chin _3:'

a0 Mt hla aen 15 al Lae i et K &g E]

Eudid T B quan; Bbo guden tomg Baa Bl kin nonitd

LAt SANSANG RS 88 A, MC

e Sing:, 6 thdeg iod Be righy sdnnalt Hin dehudng

sau i pha oo the B0 quin eeg veng 5§ nglry & by

lebes Al 188 25C ’g

Tubu chuln chit logng! UES <
£z
T =

DE XA TAM TAY TRE EM 4
DG KT HUGNG DAN SU DYNG TRUGE KHIDUNG s

Thanh phan: M5 5 mL hdn dich udng sau ki
pha eb chdra: Azilhromycin (dudn dang
Azithromycin dihydrat) 200 mg
Chi dinh, Céch ding, Chéng chi dinh va cac
théing tin kivic: Xem trong b hudng din sir
dung thude kém thea
Thitm 9 mL nurdre, Bc k§ @& phan 1an bt bén
trong chai tac thanhhén dich 15 mL.

Léc ki tnethe kivi diing.

Bibu kitn bdo qudn: Bida quin trong bao B kin,
nari ki, trdnh 3nh sdng, nhidt &b dudn 30°C.

Han diing: 36 thang kit 1y ngay sén xudt, Hén
dich uéng sau khi pha ¢ thé bao quan trong
vong 5 ngdy & dibu kidn nhidt 86 28°C.

Tibu chudn chit luomg: USP
Yudt xir: Han Qube

DMK

DE XA TAM TAY TRE EM
DOC KV HUONG DAN SU DUNG
TRUFQ'C KHI DUNG

i - Republic of Kerea — Sey

B co, M100, Y100, KO

CO0, M40, Y0, KO
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Reiniie néy chi dimg theo don thuoc.

central AZISMILE

pharmacy Azithromyein 200 mg/5ml

TrungTamThuoc.com
Khuyén cio:
DPoc ki hiedng dén sir dung tricde khi dimg.
Dé xa tim tay tré em.
W:ﬁfrg béo ngay cho bidc st hodc duoe st nhitng tde dung khing mong muon gap phai khisie dung
tinide. Néu cdn thém thdng tin xin haoi y kidn bae st hodc divge 5T,
Léic ki truece ki divg.

Thanh phfinucéng thire thube:

Mot 5 mL hén dich wong sau ki pha ¢6 chira:

Azithromycin (dudi dang Azithromycin dihydrat) 200 mg

1 dirge:Dried sodium carbonate, purified sucrose. hydrated silicon dioxide. sodium benzoate, steviol
glucoside, allura red AC (red no. 40). xanthan gum. carboxymetyleellulose sodium, strawberry flavor.

At
Dang bao ché: Bot pha hon dich uéng. :’
Bot mau lréng dén tring nga. ¢6 mii dic tng.
Chi dinh: :
Azithromyein duge chi dinh ding trong ¢a¢ truong hop nhiém khudn do cac vi khudn nhay cam oM
v azithromyein nhur; \.;
* Viém xoang do vi khudn ¢ap tinh.
* Viém tai gitra c¢ip tinh. s
= Viém hong, viém amidan. =

= Viém phé quan man tinh,

* Viém phoi miic phai tai cong ci‘fing mure 4 nhe téi trung binh.

= Nhiém khudn da va mé mém.

= Viém ni¢u dao khdng bién chimg do Chlamydia trachomatis va viém ¢d tir cung.

Liéu diing, ciich diing:

I__jf;y ding:

AZISMILE nén ding lidu duy nhdt trong ngay.

Han dich udng AZISMILEcS thé sir dung cling vai thire an,

Tré em =45 kg va ngudi 1on (ké ca ngudi cao tudi): Tong li¢u ding azithtromyein 1a 1500 mg
trong 3 ngdy (500 mg x 1 1an mdi ngay).

B6i vai bénh 1ay truyén qua dudng sinh duckhdng bién chimedo Chlamydia trachomatis, liéu
ding la 1000 mg,ufmg | lan duy nhit. Ddi véi Neisseria gonorrhoea nhay cam, lidu duoc
khuyén cdo 1a 1000 mg hay 2000 mg azithromycin két hop v6i 250 mg hay 500 mg ceftriaxon
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vong. CDAD phai duge xem xét & it ca cic bénh nhén cé tiéu chay sau khi ding khang sinh. Pa
6 bdo cio CDAD xay ra hon hai thing sau khi diing cée chit khdng khudn nén cin theo déi chit
cen !'lai nhén sau thai gian dimg thude
pharmac ¢nh nhin suy thin ning (GFR <10 mL/ phit) d3 cd s gia thng 33% sur tiép xtic toan than voéi
azithromycin
LR ETR RIS TU hoang O, giy nguy ¢o 16i loan nhip tim, ngimg tim da duge bdo ¢do khi dung nhém
macrolid trong d6 ¢6 azithromyein nén cian than trong khi ding & bénh nhan ¢6 r6i loan nhip tim
lién tue (dic bidt 1a phu o va newdi cao wdi) nhar:
= Cokhoang Q1 kéo ddi;
= Dang ding cdc chit ¢o thé kéo dai khoang QT nhur thude chdng loan nhip nhom [A (quinidin
vi procainamid) va nhom [ (dofetilid. amiodaron va sotalol), cisaprid va terfenadin, thude
chong loan thin nhu pimozid: thude chdng trim cam nhu citalopram va fluoroquinolon nh

moxifloxacin va levolloxacin:

= (6 rbi loan dién aidi. die bict trong trudmg hop ha kali mau va ba kali huyét:

= Nhip tim cham. loan nhip tim hodc suy tim ning.

D3 ¢d bido cio chimg nheere co khi ding azithromyein,

Ciin xem %6t cde didu sau day trude khi ké toa azithromyein:

= Azithromyein dang bot pha udng khong phit hop dé diéu ui nhiém khudn nang. do cin phai
¢h nfmg dd khing sinh cao rong miu.

= Azithromyein khong phai 14 liya ehon diu tién khi didu tri theo kinh nghié¢m cho nhi&m khudn 2 5
trong vimg ¢d y 1€ khing thude ur 10% e 1én.

=« () nhimg khu vie co ty 1& khang thude erythromycin ¢ao, can phai xem xét sy tién trién eta

mo hinh nhay ¢am viai azithromyein vi cic khiang sinh khic.

= Di¢d bdo cio khing Streptococeus prewmoniae (> 30%) khi ding azithromycin & mét sb :
mrde chian Au. Cin chi v khi didu tri nhiém khuin do Streptococcus prewmoniae. .:;:

Thude ¢6 sucrose nén can than trong bénh nhan bi ddi thao dudng vi ¢d vin dé di truvén hiém
gip nhr khiong dung nap fructose, galactose kém hép thu glucosc hojc thiéu men sucrase-
isomaltase.

Céin didu chinh liéu thich hop cho ngwdi bi bénh thin ¢6 hé st thanh thai creatinin nho hon 40
mL/phit,

Thude ¢o chira natri nén vin thin trone khi ding cho npwdd ¢d ché da kiéng natri.

Al

s dung thude cho phy ol ob (hai va cho con bi:

Phu nir cd theai: Chua e dG liéu nghién eira ién nguedi mang thai. Clu nén st dung azithromyein ¢
khi khong ¢é cac thude thich hop khie.

Pl i ehe con bii: Chua ¢d die liéu nghién efru khi ndng bai it cua arithromyein qua dudng
stra me. Chi nén sir dung azithromyvein khi khong ¢6 cée thude thich hop khée.

Anh hwdng cua thude 1én khii nang ki xe, vin hanh mday méc:

Thude €6 thé iy tac dung khong mong mudn 1a dau diu, chéng mat, ngt ga ¢ thé anh huong
dén kha nang lai xe va viin hinh may méc.
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Twong tic, twong ky cus thuoe:
Thire an ldm giam kha nang hap thu thuoe dén 30% do d6 nén ding thude 1 gid trude khi an

= hode 2 sidgsau khi an.
ce n-‘ IR im cira ga: kKhong si dung dong thoi azithromycin v6i edae ddn chit ndm cya ga vi ¢é
pharmighy ndng gy ngd doc.

dbtige khdng acid: khi ¢dn thiét phai sir dung, azithromyein phai duge ding trude 1 gior hode
TrungTamThuoc.com wing ) : _ i ung : Pl < £ g i
200 sad Khi sur dung cde thuoe khang acid.

Cyelosporin:g mot so khang sinh nhom maerolid gy e neai dén sur chuyén hoa cyelosporin, vi
vy can theo doi nong dé vi dieu chinh liéu ding coa cyelosporin cho phit hop.

Digoxin: dbi v&i mot sé newdi bénh, azithromyein ¢6 thé anh hudng dén chuyén hoa digoxin trong
rudl. Vi vay sir dung dong thoi 2 thude nay thi phai theo doi n-:%mg do digoxin vi ¢d kha nang lam
tang ndng do digoxin.

Theophvlin: chua thiy bit ki anh hiromg ndo dén dirge dong hoe khi 2 thude azithromyein va
theophylin duoe sir dung dong thin rén ngudi tinh nguyén khoe manh. nhung nhin chung nén theo
doi nong do theophylin khi dang (Ifmg thai thude nay vai azithromycin.

Warfarin: khi nghién efru vé duoe dong hoe wrén nhimg newdi tinh nguyén khoe manh ding liéu
don 15 mg warfarin, azithromycin khong anh huéng dén tic dung chong dong mau. C6 thé si
dung 2 thube nay dong thdi. nhung van cin theo dai thoi gian déng mau cta ngudi bénh.

Cetirizin

Khi diing ddng thdi azithromyein véi eetirizin khong €6 twong tie duge dong hoe va khong ¢6 thay fl =
doi ding ké trong khoang (1.

Didlaiosin

Diang déng thisi azithromycein 1200 mg/ngay véi didanosin 400 me/ngdy 6 6 doi twrgng HIV duong

tinh khéng anh hudmg dén duroe dong hoe cta didanosin so vai eid duge.

Zicleovieedin :
Liéu 1000 mg/1200 meg/ 600 mg azithromyein it anh huong dén duge dong hoe zidovudin hode -

chét chuyén hoa glucuronit cua né. Tuy nhién, sir dung azithromyein lam ting ndng do zidovudin
phosphoryl hod. chit chuyén hoa ¢é hoat tinh 1dm sang & mau ngoai vi. Tuy khong mang y nghia
lam sang nhimg mang lgi ich cho bénh nhéan.

Abenrverstetin

)

Dimg déng thoi atorvastatin (10 mg mdi ngay) va azithromyein (500 mg mdi ngiav) khéng lam
thay déi ndng do atorvastatin trong huyét twrong nhumg di ¢ bdo cio iéu co vin sau khi ding
azithromycin vai statin,

Cearbamazepin

ok

Khong ¢ weenmg tie duoe déng hoco nito khi dimg dfmg théri azithromyein v carbamazepin.
Cimetidin

Khéng ¢6 trong tie duge dong hoe nao khi dang déng thisi azithromycin v cimetidin.

Thude ching dong dirong uing (coumaring

Ciin ¢hii ¥ dén 1an sudt theo d6i thoi gian prothrombin khi ding azithromyein cing thude chéng
dong mau dang coumarin
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cin el vio hwdng din dicu i cia mdi qude gia. Trong truong hop bénh nhan bi di (g vii
penicilin vivhodic cephalosporin, can tham khdo huéng din dicu trj cia mdi quc gia..

(]
- 5
y centrat
Ped O¥ K45 kg: Nén sir dung thude eé chira azithromycin dang bao ché hén dich uéng.Chua ¢é

Pharmacyhong tin vé sir dung thude cho tré duéi 6 thang tudi. Liéu ding cho tré em 1a 10 mg/kg lidu duy

TrungTamThuoc.com  JUERBUITEREIe
re ndng khong qua 15 kg (dudi 3 woi): Phan lidu chinh xac nhéit ¢6 thé bing bom tiém 10 mL.

Bom tiém ¢é vach chia nho nhit & mae 0,25 mL. ¢ho phép lay 10 mg azithromyein tmg véi mdi
phiin mire.

Tre nang hon 15 kg: Phin lidu thudc bang thia (dung tich 5 mL) theo eich sau:

= 15-25 kg (3-7 wdi): 3 ml. (200 mg). x 1 1an mdi ngay trong 3 ngdy.

= 26-35 kg (8-11 woi): 7.5 mL (300 mg), x 1 lin mdi ngay trong 3 ngay.

= 36-45 kg (12-14 wdi): 10 mL (400 mg), x 1 Ein mdi ngay trong 3 ngay.

= =45 kg: Lidu diang nhur ngurdod 1om.

Bénh nhan suy than:

Khong cin diéu chinh lidu déi v6i bénh nhin suy thin nhe dén vira (GFR 10 - 80 mL/phiit).
Than trong khi dimg azithromyein d6i véi bénh nhan suy thin ndng (GFR < 10 mL/phat).

Bénh shéin suy gan:

Vi azithromycin bi chuyén hoa & gan va dio thai qua mat, khong nén ding thude cho bénh
nhan mic bénh 1y v& pan nghiém trong. Chua c¢é nghién elru vé viée sir dung thude déi vei ?
nhimg d6i tuong nay.

Ching chi dinh:
Khong str dung cho ngudi qui min véi azithromycin hodic bit ki khing sinh nao thude nhom
macrolid hodc bt ¢ir thanh phin nao cia thude. A% —

Cinh bio va thin trgng I-fhi diing thuie:

+ Than wrong khi dang thude:

Cdn than trong khi sir dung azithromyein ¢ling nhir cde macrolid khic vi kha ning gay di img
nhu phit mach than kinh va phan tmg phin vé wy it xay ra nhung rdt nguy hiém.

Azithromyein duge chuyén hoa tgi gan, nén sir dung thin trong & bénh nhéin bi bénh gan ning.

Co thé nguy hiém dén tinh mang néu ding thude & bénh nhin bi viém gan siéu vi. Khi ding cing .
ciic thube doe vii gan ¢6 thé giy bénh & gan. Néu ¢6 tricu chimg roi loan chire nang gan nhu ¥
vang da, nude tiéu sdm mdu. téing chay mdu hode bénh niio gan, cin phai tién hanh ngay cic xét

nghiém chire ning gan. Nywng ding azithromycin néu xuit hién rdi loan chire niing gan. S
Chua €6 dir lidu nghién ciu khi dimg azithromyein va ede thude chira din chit cia ergot nhung 4

rén ly thuyét da co két taa khi diing ergot clng voi nhom khing sinh macrolid nén khong dimg
dong théi azithromyein viy edic thude chita din chét cua ergot,

Ciing nhur bét ky ché phiim khang sinh néo. ein quan sat cae diu hiéu nhiém cdce vi sinh vt khac,
bao gf)m i nim,

Tiéu chay do Clostridium difficile (CDAD) di duge bio edo vai vide sir dung gin nhu it ca cic
khang sinh, bao gdm uxithromyein. va mire dé ¢o thé ur tidu chay nhe dén viém dai trang eay e
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Tidu héa: nén. ia chay. dau bung. budn nén.
2 fr gap. 17100 > ADR > 1. 1000
= ‘Igig thag: mél moi. daw dau. chong mit nga gi.
ce ntr&ldﬁw hoi, kho tiéu. khong ngon miéng.

pharmaty: phat ban. ngira.

TrungTamThu,com khac: vidém dm daoe. ¢o W cung,
em gap: ADR < 11000

Toan than: phan (mg phan ve.
Da: phi mach.

Cran: enzym lramsaminasc Ling cuo,
Mau: giam bach eau trung tinh nhe va nhat thod,

Qui lidu va edch xur tri:

Triéu chimg qua licu: chiaa ¢o we ligu diy du, tri¢u chimg dién hinh khi qud liéu khiang sinh
macrolid la giam sire nghe. budn non, ndn va ia chay.

Xir tri: rira da day. didu tri ho try.

Tich cue theo doi dé ¢i bién phdp xie tri kip thei,

e tinh duge lye hoe:

Nhom tie dung duoe 1¥v: Thude khang khudn (cudmg toan thin) macrolid.

Ma ATC: JOIFALG

Azithromyein 1d mdt khing sinh hogt pho réng thude nhom macrolid. duge goi 14 azalid. Thudc

c6 tde dung diét khudn manh bing cach gin véi ribosom caa vi khuin giy bénh, ngin can qua Z

trinh l-?':tng hop protein cua chang. Tuy nhién. thude da co khang ¢héo vai erythromyein, vi viy = =
can cin nhic ein than khi st dung azithromycein. :
Azithromycin ¢d 1de dung rén vi khuin gram duong nhu Streprococcus, Preumococcus,
Staphylococcus arrens. Cle nghién etru tién hanh ¢ Viét Nam cho thdy cdc loai nay khing nhom

macrolid khoang 40%. lam anh huong dén kha nang st dung azithromyein, Mot s6 ching vi 4
khuiin khac¢ eling nhay cam vai azithromyein nhw: Corvaebacteriiun diphtheriae, Closiridium #
perfringens.  Peprostrepiococens v Propionibacterinm acnes. Cic lodi vi khuidn khdng

eryvthromyein ¢6 thé cing khang ca azithromycin nhu cic ching gram duong, ké ca cdc loai

Enterococeus v hiu hét eae ching Staphylococcus khing methicillin da hoan todn khing dbi véi =
azithromycin. ;
Azithromyecin ¢6 tie dung wén cic vi khudn gram am nhwe:  Haemophilus  influenzae, <y

Haemaophilus porainflucnzac. v Haemophilus ducrevi, Moraxella corarrhadis, Acinetobacter,
Yersisia,  Legionefla  prewnophilia,  Bordetella  pertussis,  va pardapertussis: Neisseria
gonorrhoeae v Campylobacter sp. Ngodi ra. khdng sinh ndy ciing hidu qua véi Listeria
monocyiogenes, Mveohacterinn aviam, Myeoplasma pneumonioe va hominis, Ureaplasima
urealyticum, Toxoplasma gondii, Chiamydia trachomatis v prewmoniae, Treponema pallidum,
Borrelia burgdorferi. Azithromycin ¢6 tde dung virm phai wén cie vi khudn gram am khic nhu
foeoli, Salmonella entevitis Vi Salmonelle o, Enferabacter.  Acromonas  hvdrophilia,




https://trungtamthuoc.com/

Kiebsiella. Cac chung gram dm thudmg khang azithromycin 1a Prodens. Servatia, Psendomones
aerrginasea, Morganella,

cen t:in te dung rén cie vi khudan gram duong yéu hon so véi erythromycin, nhung tic
LT dc vi khudn gram dm lgi manh hon wrong d6 cb Haemophifus.

pharmacy ché dé khang:

TrungTamThuocco azithromycein xay ra wr nhién hodc do thu nhian. C6 ba co ¢hé dé khang ¢ vi khudn:
thay do1 dich tac dung. thay ddi kénh vin chuyén khing sinh va bién doi khang sinh.

Azitromycin bi dé khing chéo vai mot $6 vi khuan Gram duong khang ervthromyein duge nudi
ciy. Tinh nhay eam véi macrolid giiun theo thoi gian. didu nay duge dic biét ghi nhin &
Streprococcns prewnoniae Vi Staphylococeus ewrens. Tuomg . Streptococens viridans va
Streprococens agalactiae (Streprococens nhom B)Y it nhay eim vdi cic macrolid khae va
lincosamid.

Dac tinh duge donge hye:
Sau khi udng. azithromycin phédn bo rong vii trong co the, sinh kha dung khodang 40%. Thire an z
lam giam hiip thu azithronein kKhoang 50%. Sau khi dang thube. nong do dinh huyét trong dat

duge trong vong wr 2 dén 3 @i Thude duge phin bd ¢hi yéu wrong cie md nhur: phdi, amidan, 7%
ti¢n liét tuyen, bach cau hat va dai thire bao:... cao hon trong mau nhicu lan (khoang 50% ndng i

dd 161 da duge tim thiy trong huyét wong). Tuy nhién, nong dd caa thuoc trong hé thong than
kinh rat thip. Mt lugng nho azithromycin bi khir methyl trong gan, vi duge thai trir qua mit &
dang khéng bicn d6i vi mdt phin & dang chuyén hda. Khoing 6% lidu udng thai trir qua nurde
ticu trong vong 72 aid dudi dung khong bién déi. Théi gian ban thai 14 2-4 ngay.

Quy cich dong goi: Hop | chai nhya 13ml chira 13 g bét pha hon dich udng.

Ditu kign bio quiin:

Béo quén rong bao bi kin, nai kho, trinh anh sing, nhiét do dudi 30°C.

Han diing: 36 thang k< tr nedy sin xudt.

Hon dich udng sau khi pha o6 the bao quan trong vong 3 nedy o diéu kidn nhidt dé 2-8°C.

Ticu chuan chat hwgng: USSP

o T

Nhi sin xuit: &
KOLMAR KOREA
243, Sundan-gil, Jeonui-mycon. Scjong-si — Han Qude.

SDK:

e 21 g R : . z
Ngdy xem xOf swea déi, edp abdt lai ndi dung huwing diin sw dung thude:

TUQ.CUC TRILING
PTRUSNG PHONG

Fham Gohi Vin Hank




