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THANH PHAN: M3&i vién nén bao phim
chura;
AzithromyZin.......ccecvniieninnnn 250 MG
(duéi dang Azithromyein dihydrat)

T4 duge vira dU 1 vién,

cHl BINH, CHONG CHI BINH, LIEU
LUONG, CACH DUNG VA CAC THONG
TIN KHAC VE SAN PHAM:

Xin doc t& huéng din sir dyng.

Of XA TAM TAY TRE EM,

0QC k¥ HUONG DAN sUf DYNG
TRU'GT KH1 DUNG.

BAO QUAN: D€ nal kh réo, trdnh
anh sang, nhiét d khéng qua 30°C.
TIBU CHUAN/ SPECIFICATION:

SDK/ REG. NO.:

San xudt bérl:

CONG TY TNHH DUQC PHAM GLOMED
35 Dai L6 Tir Do, KCN Viét Nam - Singapore,
An Pha, Thudn An, Binh Duong.

Chi s& hiru Glomed:

ABBOTT INVESTMENTS

LUXEMBOURG S.A.R.L

) Abbott

COMPOSITION: Each film coated
tablet contains:

Azithromycin ......vie.... 250 Mg
(as Azithromycin dihydrate).
Excipients q.5 1 tablet.
INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND
OTHER INFORMATION:

Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN.
READ THE PACKAGE INSERT
CAREFULLY BEFORE USE.

STORAGE: Store at the temperature
not more than 30°C, in a dry place,
protect from light.

Manufactured by:

GLOMED PHARMACEUTICAL
COMPANY, Ltd.

35 Tu Do Boulevard, Vietnam - Singapore
Industrial Park, An Phu, Thuan An, Binh
Duong.

GLOMED - A SUBSIDIARY OF ABBOTT
INVESTMENTS LUXEMBOURG S.A.R.L

58 16 SX/ Batch No.:

NSX/ Mfg. Date:

i - v
NGvan- T2

HD/ Exp. Date:

Glazi 250 ||\ .

Azithromycin

i

Ry Thuéc ke don

Hop1vik 6
vién nén bao phim

Azithromycin

Glazi 250

Azithromycin

Pantone: 2925 C, Pantone: 2955 C, Pantone: 123 C, Pantone: 158 C, Black (K = 100)
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THANH PHAN: M3i vién nén bao phim
chira:

Azithromycin........cooiiniinnn.. 250 Mg
(dudi dang Azithromycin dihydrat).

Ta dugre vira 40 1 vién.

cHI BINH, CHONG CHi BINH, LIEU
LUQONG, CACH DUNG VA CAC THONG
TIN KHAC VE SAN PHAM:

Xin doc tér huémg din sir dyng.

of xA TAM TAY TRE EM.

BOC K¥ HUONG DAN U DYNG
TRUGC KHI DUNG.

BAO QUAN: D& nai khé réo, tranh
4nh sdng, nhiét 86 khéng qua 30°C.
mév CHU‘N[ SPECIFICATION:

SDK/ REG. NO.:

$an xuft béri:

CONG TY TNHH DUQC PHAM GLOMED
35 bai LY Ty Do, KCN Viét Nam - Singapore,
An Phi, Thudn An, Binh Duong.

Chi s& hiru Glomed:

ABBOTT INVESTMENTS

LUXEMBOURG 5.A.R.L

) Abbott

COMPOSITION: Each film coated
tablet contains:

Azithromycin ...................250 mg
(as Azithromycin dibydrate).
Excipients q.5 1 tablet.
INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND
OTHER INFORMATION:

Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN.
READ THE PACKAGE INSERT
CAREFULLY BEFORE USE.

STORAGE: Store at the temperature
not more than 30°C, in a dry place,
protect from light.

Manufactured by:

GLOMED PHARMACEUTICAL
COMPANY, Ltd.

35 Tu Do Boulevard, Vietnam - Singapore
Industrial Park, An Phu, Thuan An, Binh
Duong.

GLOMED - A SUBSIDIARY OF ABBOTT
INVESTMENTS LUXEMBOURG S.A.R.L

s8 16 X/ Batch No.:
NSX/ Mfg. Date:

HD/ Exp. Date:

Glazi 250

Azithromycin

Hop2vix 6
vién nén bao phim

Pantone: 2925 C, Pantone: 2855 C, Pantone: 123 C, Pantone: 158 C, Black (K = 100)
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NHAN Vi GLAZI 250

(vi nhém/nhém x 10 vién)

Du’dc PHAM
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Glazi 250

250 mg Azithromycin

dudi dang Azithromycin dihydrat
CONG TY TNHH DUQTC m-u{
GLOMED

=
Glazi' 250

250 mg Azithromycin

as Azithromycin dihydrate
GLOMED PHARMACEUTICAL
COMPANY, Ltd.

=
Glazi 250

250 mg Azithromycin

dudi dang Azithromycin dihydrat
CONG TY TNHH DUQC PHAM
GLOMED

=
Glazi 250

250 mg Azithromycin

as Azithromycin dihydrate
GLOMED PHARMACEUTICAL
COMPANY, Ltd.

Glazi’ 250

g
250 mg Azithromycin a
duéi dang Azithromycin dihydrat &
CONG TY TNHH DUQC PHAM
GLOMED ]
a nl.ﬂM ED
=z
Glazi' 250
azi i
250 mg Azithromycin Fe
as Azithromycin dinydrate ©

GLOMED PHARM, U‘rml_//a/,
COMPANY, Ltd. [\ i

Pantone: 2955 C
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NHAN HOP GLAZI 250

(H8p 1 vi nhém/nhém x 10 vién) //5\/7549"’\-5\
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DUGC PHAM

*

THANH PHAN: M&i vién nén bao phim chira: COMPOSITION: Each film coated tablet contains:

AZHRFOMYCIN..coocrrramannssssnsssenssnenss 250mg AZIRRIOMIYCIN ceveaeciisssinnnns oo 250 MG
(dudi dang Azithromycin dihydrath. (as Azithromycin dihydrate).
T4 dugc vira da 1 vién. Excipients g.s 1 tablet.

CHI DINH, CHONG CHi BINH, LIEU LUONG, CACH  INDICATIONS, CONTRAINDICATIONS, DOSAGE,
DUNG VA CAC THONG TIN KHAC VE SAN PHAM:  ADMINISTRATION AND OTHER INFORMATION:

in doc @ hudng dan sir dyng. Please refer to the package insert.

of XA TAM TAY TRE EM. KEEP OUT OF REACH OF CHILDREN.

DOC KT HUONG DAN SU DYNG TRUGC KHI DUNG. READ THE PACKAGE INSERT CAREFULLY BEFORE USE.
A0 QUAN: DE nai khd rdo, trénh énh sang, STORAGE: Store at the temperature not more than
nhiét ¢ khong qué 30°C. 30°C, in a dry place, protect from light.

TIEU CHUAN/ SPECIFICATION:

SDK/ REG. NO.:

San xuit béri: Manufactured by:

CONG TY TNHH DUQC PHAM GLOMED GLOMED PHARMACEUTICAL COMPANY, Ltd.

35 Dai Lo Ty Do, KCN Viét Nam - Singapore, 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park,
An Phi, Thudn An, Binh Duong. An Phu, Thuan An, Binh Duong.

Chi s& hiru Glomed: GLOMED - A SUBSIDIARY OF ABBOTT INVESTMENTS

ABBOTT INVESTMENTS LUXEMBOURG SARL LUXEMBOURGSARL

) Abbott

Glazi 250

Azithromycin

HD/ Exp. Date:

& 16 5%/ Batch No.:
NSX/ Mfg. Date:

Rx Thubc ké don

Glazi 25

z Azithromycin
Hop 1vix 10 GLOMED
: A

vién nén bao phim

Glazi 250

Azithromycin

pantone: 2925 C, Pantone: 2955 €, pantone: 123 C, Pantone: 158 C, Black (K = 100)



NHAN HOP GLAZI 250

(HOp 2 vi nhém/nhém x 10 vién)

THANH PHAN: Mbi vién nén bao phim chira: COMPOSITION: Each film coated tab
AZRIOMYCIN. .o.cocrvvrvarranrsreisensrinnrins 250 ME ATRIPOMYEIN .ovivveriveniinasssssmssmssoninnd

(dudri dang Arithromycin dibydrat). (as Azithromycin dihydrate).

T4 dugevira 60 1 vién Excipients q.s 1 tablet.

CHI DINH, CHONG CHI DINH, LEU LUQNG, CACH  INDICATIONS, CONTRAINDICATIONS, DOSAGE,
DUNG VA CAC THONG TIN KHAC vE SAN PHAM:  ADMINISTRATION AND OTHER INFORMATION:

Xin doc t& hudng dan sir dung Please refer to the package insert.

OFf XA TAM TAY TRE EM. KEEP OUT OF REACH OF CHILDREN,

DOC K¥ HUONG DAN 50 DUNG TRUGK KHI DUNG.  READ THE PACKAGE INSERT CAREFULLY BEFORE USE.
BAO QUAN: D€ nai khd rdo, tranh anh séng, STORAGE: Store at the temperature not more than
nhiét d§ khong qua 30°C. 30°C, in a dry place, protect from light

TIEU CHUAN/ SPECIFICATION:

SDK/ REG. NO.:

Sdn xudt bérl: Manufactured by:

CONG TY TNHH DUQCT PHAM GLOMED GLOMED PHARMACEUTICAL COMPANY, Ltd.

35 Dai LY Ty Do, KCN Viét Nam - Singapore, 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park,
An Phu, Thugn An, Binh Durong. An Phu, Thuan An, Binh Duong.

Chi s& hiru Glomed: GLOMED - A SUBSIDIARY OF ABBOTT INVESTMENTS

ABBOTT INVESTMENTS LUXEMBOURG S.ARL  LUXEMBOURG S.AR.L

) Abbott

Glazi'250  [ffkl

Azithromycin

5518 SX/ Batch No.
NSX/ Mfg. Date:
HD/ Exp. Date:

Ry Thuéc ke don

lazi 250

Azithromycin

s §w QST

0SZ 1zejo

Hp 2vix 10
S A

Glazi 250

Azithromycin

Pantone: 2925 C, Pantone: 2955 C, Pantone: 123 C, Pantone: 158 C, Black (K = 100)



TO HUONG DAN SU DUNG THUOC

Rx Thudc ké don

GLAZI®

(Azithromycin dwdi dang azithromycin dihydrat)
Dé xatim tay tré em
Doc kp hudéng dén siv dung trivée khi ding
Thudc ndy chi ding theo don thuéc

1- Tén thudc: GLAZI®
2- Thanh phan cong thire thude: M3i vién nén bao phim chita:
Thanh phdn hoat chdt:
GLAZI® 250: Azithromycin 250 mg (duéi dang azithromyein dihydrat).
GLAZI® 500: Azithromycin 500 mg (duéi dang azithromyein dihydrat).
Théanh phdn ta dwoc: Dicalci phosphat khan, cellulose vi tinh thé & silic dioxyd, pregelatinized starch, natri starch glycolat, magnesi
stearat, silic d1oxyd thé keo, natri lauryl sulfat, opadry white.
3- Dang bao ché: Vién nén bao phim
4- M6 ti sin phim
GLAZI® 250: Vién nén bao phim, dai, mau tring, mot mit c6 khéic chit GLM, mit kia ¢6 khéc sé 250.
GLAZI® 500: Vién nén bao phim, dai, mau tring, mét mat c6 khfic chit GLM, mét mit c6 khéc gach ngang va chit AZI 500,
Gach ngang c6 thé bé doi vién thuée dé phén lidu
5- Chi dinh
Azithromycin duge chi dinh trong didu trj cac nhiém khuan do vi khuan con nhay cam véi thude, gom:
- Viém xoang Lﬂp do vi khuén,
- Viém tai gifta cip do vi khuén.
- Viém hong, viém amidan.
- Dot c4p clia viém phé quan man.
- Viém phdi méc phai & cong dong mire dé nhe dén vira.
- Nhiém khuén da va mé mém.
Viém ni¢u dao va viém ¢6 tir cung khong bién chimg do Chlamydia trachomatis.
6- Liéu ding va cach dung
Liéu ding: /
Ngueai lon va tré em Iém hon 45 kg:
Viém nigu dao va viém ¢ tir cung khong bién chimg do Chlamydia trachomatis: 1 g liéu duy nhat.
Céc chi dinh nhiém khuan khac: Udng 500 mg 1 lidu duy nhat vao ngay thir nhét, tiép theo udng 250 lan/ngay tir ngay thu 2 dén
ngay thir 5 (toug lidu 1,5 g trong 5 ngay).

|

Nguroi lom tuéi: Khéng can didu chinh liéu.

Tré em dwoi 45 kg: Chon céc dang béo ché phu hop khac cta azithromyein, vi du: hdn dich. o
Bénh nhdn suy than: Khéng cén diéu chinh lidu & bénh nhén suy thin nhe dén vira (GFR 10-80 ml/phut). .(5'\0
Bénh nhadn suy gan: Khéng can diéu chinh liéu cho bénh nhén suy gan nhe dén vira. §-~ C
Cach dung: f{z?'{'TR&CH
Vién nén bao phim GLAZI® nén uong liéu duy nhit/ngay, co thé ubng cung hoac khéng cling thirc in. ' jrl‘. Dl
7- Chong chi dinh \ \ 2\ a
Bénh nhan ¢6 tién st qua min vai azithromycin, erythromycin, bét ky khang sinh nhom macrolid hoic ketolid hoiic véi bat ky thanh ”A
phén nao ctia thube. \\/\i{(:

8- Cinh bao va thin trong khi dung thudc

Ciing nhu cac khang sinh nhém macrolid, azithromycin c6 thé gay phan img dj ung nghicm trong nhu phti than kinh mach.

Keéo dai khoang QT ¢ nguy co gy loan nhip tim khi diéu tri véi cac macrolid bao gdm azithromycin, Do do, céc trueomg hop sau day

c6 thé din dén ting nguy co loan nhip tim thét (c6 thé din dén tim ngumg hoat dong), nén than trong khi ding azithromycin & nhitng

bénh nhén cé tinh trang co thit tim (dic biét 1 phu nit va ngudi cao tudi), nhu cac truomg hop sau:

- Co dir liéu cho théy bénh nhén bi kéo dai khoang QT hoic do bim sinh.

- Bénh nhén dang dugc diéu tri vdi cac thude khac gdy kéo dai khoang QT nhu thude chdng loan nhip tim nhom IA (quinidin va
procamanud) va nhom IIT (dofetilid, amiodaron va sotalol), cisaprid va terfenadin, thube chéng loan than nhu pimozid, thudc chéng
trdm c&m nhu citalopram va fluoroquinolon nhur moxifloxacin va levofloxacin.

. Réi loan dién giai, ddc biét treong hop ha kali huyét va ha magnesi huyét.

- Bénh nhén ¢6 nhip tim cham, roi loan nhip tim hoc suy tim ning.

Azithromycin thai trir chi yéu qua gan, vi viy nén than trong khi sir dung azithromycin ¢ nhitng bénh nhan bj bénh gan ning. Céc

trwdmg hop viém gan bao phat c6 thé dan dén suy gan de doa tinh mang d dugc bao cdo voi azithromyein.




Trong trirdmg hop ¢6 dau hiéu va triéu chu’ng rdi loan chire nang gan, nhu suy nhuge co thé lién quan dén vang da, nude tiéu sAm mau,
nvuy co chay mau hofic bénh ndo gan, can phai tién hanh céc xét nghiém chire nang gan. Ngimg sir dung azithromycin néu xuat hién
16 loau chirc nang gan.
Céc 16i loan chirc nang gan, viém gan vang da tic mat, hoai tir gan va suy than da duoc bao cdo va gdy tir vong trong mét so truong
hop. Ngimg str dung azithromycin néu ¢6 dau hiéu va triéu chimg viém gan.
O bénh nhan dung céc din xudt nAm cua g4, kha nang ngo déc ndm cua ga gia tang khi ding chung voi mot vai khang sinh nhém
macrolid. Khéng c6 s6 liéu vé kha néing tuong tac gifta ndm cya ga va azithromycin. Tuy nhién, do kha néing ngo déc nam cra ga trén
1y thuyét, khéng nén ding déng thoi hai thudc nay.
Tiéu chay lién quan 61 Clostridium difficile (CDAD) da dugc bao cdo voi hau hét khang sinh, ké ca azithromycin, & muc dé tr tiéu
chay nhe dén viém dai trang de doa tinh mang,
Azithromycin ¢6 thé lam trim trong thém bénh nhuoe co, do dé nén dimg thudc than trong & nhitg bénh nhén bi nhwroe co.
Do nguy co kéo dai khoang QT, loan nhlp va xofin dinh, nén than trong khi ding azithromycin & bénh nhan c6 khodng QT kéo dai bim
sinh hoic méc phai, hodic khi ding phéi hop véi thude gay kéo dai khoang QT.
Theo ddi c4c ddu hiéu béi nhidm béi céc vi khuin khong nhay cam véi thude ké ca ném.
Téng 33% su tiép xtic ca azithromycin 1én co thé & nhiing bénh nhén bj suy thin nang (GFR < 10 ml/phat).
9- Sir dung thudc cho phu ni¥ c6 thai va cho con bu
Str dung cho phu nir ¢6 thai: Chwa c6 c4c nghién ciu diy di trén phu nit ¢6 thai, do vy thude nay chi dung cho phy nit mang thai
néu that cin thiét.
St dung cho phu nir dang cho con bu: Aznhmmycm dwroc béo cdo 1a bai tiét vao sita me, nhung chua ¢6 nghién ciru 1dm sang day
du va co déi ehimg & phu nit cho con bit vé dic tinh déng hoc azithromycin trong stra me.
Bai vi khong biét liéu azithromycin c6 gy tac dung c6 hai trén tré bi me hay khong, nén ngimg cho con bu trong khi didu tri véi
azithromycin.
10- Anh hwong cia thudce 1én kha ning lai xe, van hanh may moéc
Chura c6 bing chimg cho thdy azithromycin anh huorng lén kha ning 1ai xe va van hanh may méc cua bénh nhén. Tuy nhién tac dung
phu cia thude ¢ thé gdy chong mit, co giat nén cén lwu y khi 141 xe, vdn hanh may moc.
11- Twong tac, twong ky cia thube
Thire én: Thire &n c6 thé can tro hap thu azithromycin.
Cdc thudc khdng acid: Khi cAn thiét phai sir dung, azithromycin chi dugc ding it nhat 1 gio truoe hodic 2 gi¢r sau khi diing céc thude
khéang acid.
Fluconazole ¢6 thé 1am giam néng d¢ dinh Cmex cita azithromycin khoang 18%.
Nelfinavir ¢6 thé lim tang ndng d6 cia azithromyein.
Cimetidin: Dwoc dong hoc cia azithromycin khong bi anh huéng néu udng mét lidu cimetidin trude khi sir dun azi
Ddn chdt ndm cwa ga: Khong sir dung ddng thoi azithromycin véi cac dn chit ndm cua ga vico kha nang ngo| dot”
Digoxin: Ding ddng thoi azithromycin va digoxin lam tang nong do huyét thanh cla digoxin. Vi vay, cin da+h gid nong d6 digoxin
huyét thanh khi dung ddng thm 2 thude nay.
Thuéc chong dong duong udng: Ding ddng thoi azithromyein va thude chéng déng duomg udng c6 thé lam ting tac dung chong dong.
Nén theo ddi thot gian prothrombm khi dung dono thoi 2 thude nay.
Cyclosporin: Azithromycin ¢6 thé lam giam chuyén héa cia cyclosporin, vi vdy can theo ddi néng do va diéu chinh lidu ding cua
cyclosporin cho thich hop.
Theophylin: Chua thdy bat ky anh hwéng nae dén duoc dong hoc khi 2 thubc azithromycin va theophylin cung dugce str dung ¢ nhitng
nguoi tinh nguyén khoé manh, nhung néi chung nén theo déi néng do theophylin khi cung si dung 2 thude nay cho ngum bénh.
Astemizol, alfentanil: Can than trong khi dung ddng thoi astemizol, alfentanil véi azithromycin boi vi di dugc biét ndng dé cia cac
thuée nay tang 1én khi dimg déng thai véi erythromyein.
Atorvastatin: Globin co niéu kich phat da duge bao cdo & bénh nhan ding azithromycin véi statin.
Cisaprid: Cisaprid dugc chuyén hoa & gan béi hé enzym CYP 3A4. Bdi vi cac macrolid trc ché enzym nay, nén dung dong thoi voi
cisaprid ¢6 thé 1am kéo dai khoang QT, loan nhip thét va xofin dinh.
Zidovudin: ding liéu don 1000 mg va lidu da 1200 mg hodc 600 mg azithromycin ¢6 anh huéng nhe dén duge dong hoc trong huyét
twong va sur bai tiét cla zidovudin hodc qua trinh chuyén hoa glucuromc Tuy nhién, ding azithromyein lam ting néng dé zidovudin
phosphoryl, chit chuyén héa ¢6 hoat tinh trén 14m sang, trong té& bao mau ngoai vi. Anh huéng trén 14m sang cia twong tac nay chua rd
rang, nhung c6 thé mang lai loi ich cho bénh nhén.
erabunn sir dung ddng thoi azithromycin va rifabutin khong anh huong dén néng d6 ciia thude trong huyét twong. Mic di ¢ su giam
bach cdu trung tinh lién quan dén sir dung rifabutin, nhung nguyén nhén lién quan dén viée st dung két hop véi azithromycin thi chua
duoc thiét lap.
12- Tac dung khéng mong mudn ciia thude
Thuwomg gap, ADR > 1/100
- Tiéu héa: Nén, tiéu chay, dau bung, budn nén.
Thén kinh: Nhire ddu.
It gap, 1/100 > ADR > 1/1000
- Nhiém tring: Nhiém nédm candida, nhiém tring 4m dao, viém phéi, nhidm nim, nhiém khuén, viém hong, viém da day-rudt, réi loan
h6 hép, viém mi, nhidm nédm candida miéng.

omycin 2 gio.




- Mau: Giam bach cdu, giam bach cdu trung tinh, ting bach cau wra eosin.
- Mién dich: Phi mach, nhay cam.
- Chuyén hoa: Chan an.
- Tam than: Lo ling, mat ngi.
. Thén kinh: Chong mat, ngi lo mo, loan vi giac, di cam.
- Mat: Giam thj luc.
- Tai: Réi loan tai, hoa mét.
- Tim: Panh tréng ngyc.
. Hb hap: Kho thé, chay mau cam.
- Tiéuhéa: Téo bon, ddy hoi, réi loan tiéu hoa, viém da day, khé nudt, chudng bung, khé miéng, ¢ hoi, viém loét miéng, ting tiét nudc
bot.
- Gan médt: Viém gan.
- Da: Phat ban, ngira, may day, viém da, da kho, ting tiét md hoi.
- Co xuwong khop: Thoai hoa khép, dau co, dau lung, dau ch.
- Than va tiét niéw: Tiéu kho, dau than.
Chung Phu né, suy nhuroc, mét méi, phi mit, dau ngwc, sét, dau, phi ngoai bién.
Hiém gap, ADR < 1/1000
Tém thin: Lo 4u.
- Gan mat: Chirc nang gan bét thuong, vang da o mét.
Da: Phan tmg nhay cam voi anh sang.
Chura v
- Nhiém tring: Viém rudt két mang gia.
- Mau va hé bach huyét: giam tiéu cdu trong mau, thiéu mau do tan huyét.
Hé thong mién dich: phan fmg qua man.
- Tam thdn: tim trang lo ling, mé sing, 4o gidc.
Hé thong thén kinh: ngat, co giat, ha huyét ap, mat khudu gide, mat vi giac, loan khudéu, nhuoe co ning.
- Tai: suy giam kha nang nghe bao gdm diée v/ hodc U tai.
Tim: Loan nhip tim bao gdm nhip tim thét trai, kéo dai khoang QT dién tam db.
Mach: giam huyét ap.
Da day rudt: viém tuyén tuy, ludi bi ddi mau.
Gan, 6ng gan: suy gan (hiém khi dn dén truomg hop tir vong), viém gan siéu vi, hoai tir gan.
- Da va céu trirc mé dudi da: héi chimg Steven-Johnson, hoai tir biéu bi, nhiém erythema.
Co xwong va mé lién két: dau khop.
Than va tiét niéu: suy than cip, v1cm than ké.
Ngamg str dung va hoi y kién bac st néu: Noi man nghiém trong hay sumg phu, viém hong, sét, khé nuét heac SHG
Théng bao ngay cho béc st hodc dwoc s nhitng tac dung co hai gap phai khi st dung thudc. \\
13- Qua lidu va cach xir tri
Qua liéu: Chua cé théng tin vé qua liéu azithromycin. Triéu chimg qué liéu dién hinh ciia khang sinh nhom macrolid thudng 1a budn
nén, noén va tiéu chay.
Xir tri: Chil yéu diéu tri triéu chimg va hd tro.
14- Pic tinh dwoc lwe hoc
Nhom dwge ly: Khang sinh nhém macrolid
Ma ATC: JOIFA10
- Azithromycin la mét khang sinh c6 hoat phd réng thugc nhom macrolid, hay con goi la azalid, duge dung trong didu tri nhiéu loai
nhiém khuan khéc nhau gdy ra do cac ching nhay cam véi thude. Azithromycin gin thuan nghich véi tiéu don vi 508 ciia ribosom,
lam ng#in can qua trinh téng hop protein, va do vay trc ché su ting truéng té bao vi khudn.
- Céac vi khudn giy bénh thuomg nhay cam véi azithromycin bao gdm:
Vi khuan Gram dwong: Streptococcus, Pneumococcus, Staphylococeus aureus. Mt s6 ching vi khudn Gram dwong khac ciing dép
{mg véi azithromycin bao gdm Cornmebacterium diphtheriae, Clostridium perfringens, Peptostreptococcus va Propionibacterium acnes.

Vi khun Gram am: Haemophilus influenzae, parainfluenzae, va ducreyvi, Moraxella catarrrhalis, Acinetobacter, Yersinia,
Legionella pneumophilia, Bordetella pertussis, va parapertussis; Neisseria gonorrhoeae va Campylobacter sp.. Ngodi ra,
azithromycin ciing ¢ hi¢u qua voi Listeria monocytogenes, Mycobacterium avium, Mycoplasma pneumoniae va hominis,
Ureaplasma urealyticum, Toxoplasma gondii, Chlamydia trachomatis va Chlamydia pneumoniae, Treponema pallidum va
Borrelia burgdorferi. E. coli, Salmonella enteritis va Salmonella typhi, Enterobacter, Acromonas hydrophilia, Klebsiella it nhay
cam hon voi azithromyein.




- Nhin chung, azithromycin tac dung trén Streptococci va Staphylococci yéu hon mét chut so véi erythromycin nhung lai manh hon
trén mét s6 vi khuin Gram 4m trong d6 c6 Haemophilus influenzae.
. Azithromycin cho thdy c6 khang chéo véi cac ching Gram duong dé khang voi erythromycin ké ca Streptococcus faecalis
(Enterococcus) va hau hét cac chiing Staphylococci khang methicilin.
Céc chung Gram am thwong khang azithromycin 1a Proteus, Serratia, Pseudomonas aeruginosa va Morganella.
15- Pic tinh duge djng hoc
. Kha dung sinh hoc dudng ubng cia azithromycin khoang 40%. Thire an lam giam hip thu thude déi véi dang vién nang nhung khéng
lam giam hdp thu voi dang vién nén. Néng dé dinh trong huyét twong dat duoc trong vong tir 2 dén 3 gio. Khi mang nio khong bi
viém, thudc khuéch tan kém vao trong dich ndo tuy.
- Azithromycin phén bé réng khéip cac mé trong co thé, va ndng do trong mé cao hon trong méu nhiéu lan.
. Mot lvong nhé azithromycin bj khir methyl trong gan, dwoc thai trnir qua mét duéi dang khong ddi va mét phin duéi dang chuyén
hoa. Khoang 6% lidu ubng thai trir qua nde tiéu. Thoi gian ban thai khoang 68 gis.
Duwge dpng hoe & ede doi twong dic biét
Bénh nhan bi suy gidm chire ndng thadn: Sau khi dung liéu don 1 g azithromycin, ndng dé Cimax va AUC ting 1én 5,1% va 4,2%, két qua
thu duge tir mét nghién ciru so sanh & nhém bénh nhén bi suy than vira va nhe (ty 1€ loc cdu than khoang 10 — 80 ml/phiit) véi nhom cé
chirc néing than binh thuomg (GFR > 80 ml/phut). G nhitng bénh nhan bi suy thin niing, gia tri trung binh ctia Cinax va UACo.120 ting
61% va 33% so voi nhoém bénh nhin binh thudng,
Bénh nhdn bi suy giam chirc ning gan: Khong c6 dit lidu cho thiy c6 su thay dbi ndng dé azithromycin trong huyét twong & nhom bénh
nhan bi suy giam chirc ning gan vira va nhe so véi nhém bénh nhan ¢6 chire ndng gan binh thuomg. & nhém bénh nhén nay, phuc hoi
azithromycin trong niéu dao dwéng nhu ting 1én dé b cho lwong giam & d6 thanh thai cua gan.
Bénh nhdn lon tuéi: Dugce dong hoc cia azithromycin & bénh nhén 1én tudi cling twong tw nhu ciia nhém bénh nhan tré tudi; tuy nhién,
& nhom bénh nhan nit cao tudi, mic di ndng d6 dinh cao (ting khoang 30 — 50%) nhung khéng thay ¢6 su tich tu dang ké.
Tré em: Theo ngh1en ctru durge dong hoc & tré em tir 4 thing dén 15 tudi khi ding thuée dang bio ché vién nang, thude com ac bot
pha hén dich udng, ding liéu 10 mg/ kg vao ngay thir nhat va liéu 5 mg/kg vao cac ngay tir thir 2 dén thir nam tié
dat duoc nho khdng dang ké thap hon nguoi 1ém, & tré em tir 0,6 dén 5 tudi va sau 3 ngay ding thude ndng do Cmax
va 383 ug/l lidu cho nhom 6 — 15 tudi. Nira doi pha cudi ciing (ti2) & nhém tré em 16m hon thi nim khoang 36 gi¢r da
doi ctia ngudi lom.
Azithromyein qua nhau thai, phin bd vao méau diy nhau va nuéce 6i. Azithromycin phén bé vao sita.
16- Quy cach dong goi:
GLAZI® 250: Hop 1 v/ 2 vi x 6 vién nén bao phim,
Hop 1 vi/ 2 vi x 10 vién nén bao phim.
GLAZI® 500: Hop 1 vi/ 2 vi x 3 vién nén bao phim,
Hop 1 vi/ 2 vi x 10 vién nén bao phim.
17- Piéu kién bio quan: P& noi kho rdo, tranh 4nh sang, nhiét d6 khong qua 30°C.
18- Han dung;: 36 thang k& tir ngay san xuét.
19- Tiéu chuén chit lwong: USP
20- Tén, dia chi ciia co s& sin xuit:
CONG TY TNHH DUQGC PHAM GLOMED
Dja chi: $4 35 Pai Lo Ty Do, KCN Vigt Nam - Singapore, phuong An Ph, thi xd Thuin An, tinh Binh Duong,

y la khoang mong
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