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NHAN HOP GLAZI 500

(Hép 1 vi nhém/nhém x 10 vién)

Hop 1vix 10
vién nén bao phim

THANH PHAN: Méi vién nén bao phim chira:

A EPOIVEN Ve s it i il 500 mg

(duai dang Azithromycin dihydrat).

Ta duge vira dd 1 vién,

CHi BINH, CHONG CHI DINH, LIEU LUONG, CACH

DUNG VA CAC THONG TIN KHAC VE SAN PHAM:

Xin doc t& huéng din sir dyng.

DE XA TAM TAY TRE EM.

DOC K¥ HUGNG DAN 507 DYNG TRU'GC KHI DUNG.
QUAN: Dé nai khé rdo, tranh anh sing,

nhiét d§ khdng qud 30°C.

TIEU CHUAN/ SPECIFICATION:

SDK/ REG. NO.:

San xust béri:

CONG TY TNHH DUQCT PHAM GLOMED

35 Dai L3 Ty Do, KCN Vi@t Nam - Singapore,
An Phu, Thugn An, Binh Duong.

Chu s& hiru Glomed: ABBOTT INVESTMENTS
LWXEMBOURG S.A.R.L

] Abbott

1,"7‘/\
COMPOSITION: Each film coated tablet contains: /st i
Azithromycin .. cissrrimnnnrsiasesseesss SO0 ME .

{as Az:thmmycm dmvdrate)

Excipients q.s 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, Lid.

35 Tu Do Boulevard, Vietnam - Singapore

Incustrial Park, An Phu, Thuan An, Binh Duong.
GLOMED - A SUBSIDIARY OF ABBOTT INVESTMENTS

S4 1a SX/ Batch No.:
NSX/ Mfg. Date:

HD/ Exp. Date:

Glazi 500

500 mg Azithromycin

LUXEMBOURG S.A.R.L

RX Thudc ké don

500 mg Azithromycin

GLOMED

N A

Glazi 500

500 mg Azithromycin

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

Ao/ o @ Q \wn 75,
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NHAN HOP GLAZI 500

(HGp 2 vi nhdm/nhdm x 10 vién)

._‘ IRAL

Hop 2 vix 10
vién nén bao phim
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s
THANH PHAN: MBi vién nén bao phim chira: COMPOSITION: Each film coated tablet tontalns N-T ,B\“y |
AZILRIOMYCIT.0vv1ivicvie e eeesasesssenn 500 mg Azithromycin .. = e .. 500 mg ———— |
(dudn dang Azithromycin dihydrat). [EH Amhrumycm dlhvuraze) |
Ta dugre vira di 1 vién. Excipients q.s 1 tablet. |
CHi BINH, CHONG CHI DINH, LIBU LUONG, CACH INDICATIONS, CONTRAINDICATIONS, DOSAGE,
DUNG VA CAC THONG TIN KHAC VE SAN PHAM: ADMINISTRATION AND OTHER INFORMATION: |
Xin doc t& huéng dan sir dyng. Please refer to the package insert. |
of XA TAM TAY TRE EM. KEEP OUT OF REACH OF CHILDREN. |
DOC KY HUONG DAN SU DYNG TRUGC KHI DUNG.  READ THE PACKAGE INSERT CAREFULLY BEFORE USE. |
BAO QUAN: D& noi khé réo, tranh dnh séng, STORAGE: Store at the temperature not more than |
nhiét g khéng qua 30°C, 30°C, in a dry place, protect from light.
TIEU CHUAN/ SPECIFICATION: I
SDK/ REG. NO.: |
I
|
|
San xudt béri: Manufactured by: |
CONG TY TNHH DU'QTC PHAM GLOMED GLOMED PHARMACEUTICAL COMPANY, Ltd. 5 |
35 Pai L) T Do, KCN Vigt Nam - Singapore, 35 Tu Do Boulevard, Vietnam - Singapore I |
An Phi, Thudn An, Binh Duang. Industrial Park, An Phu, Thuan An, Binh Duong. _l; o .. |
Chi si hiru Glomed: ABBOTT INVESTMENTS GLOMED - A SUBSIDIARY OF ABBOTT INVESTMENTS £ F 2 |
LUXEMBOURG 5.A.R.L LUXEMBOURG 5.A.R.L s 28
&g |
| W =2 x |
() 2 5 ¢
CJ) Abbott Gk T
SN Rz = |
'

Glazi’'500

500 mg Azithromycin

Rx Thudc ké don

Glazi 500

500 mg Azithromycin

Pantone: 2925 C, Pantone: 2955 C, Pantone: 123 C, Black (K = 100)
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NHAN Vi GLAZI 500

(vi nhdm/nhém x 3 vién)

*(TRACH NHIEM HUU HAN):
DUQC PHAM
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Glazi 500
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Glazi 500

=
Glazi 500
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Glazi 500

=
Glazi 500

Y

=
Glazi 500

500 mg Azithromycin 500 mg Azithromycin 500 mg Azithromycin 500 mg Azithromycin

dudi dang Azithromycin dihydrat dudi dang Azithromycin dihydrat dudi dang Azithromycin dihydrat dudi dang Azithromycin dihydrat
CONG TY TNHH DU'OC PHAM CONG TY TNHH DUQC PHEAM CONG TY TNHH DUGQT PHAM CONG TY TNHH DU'GC PHAM
GLOMED GLOMED GLOMED GLOMED

=
Glazi 500

Batch No.:  HD/ Exp. Date@h
2

500 mg Azthromycin 500 mg Azithromycin 500 mg Azithromycin 500 mg Azithromycin

as Azithromycin dihydrate as Azithromycin dihydrate as Azithromycin dihydrate as Azithromycin dihydrate

GLOMED PHARMACEUTICAL GLOMED PHARMACEUTICAL GLOMED PHARMACEUTICAL GLOMED PHARMACEUTI =y
COMPANY, Ltd. COMPANY, Ltd. COMPANY, Ltd. COMPANY, Ltd.

Pantone: 2955 C
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NHAN HOP GLAZI 500

(H6p 1 vi nhém/nhém x 3 vién)

 (TRACH NHIEM HU HAN)
DUGC PHAM

THANH PHAN: M3i vién nén bao phim chira: COMPOSITION: Each film coated tablet contains:

AZHRFOMYCIN. cc.cvocvrisnisisisisnsancanissninnss 300 ME AZITBIOMYCIN vovviassassimssamnmmssumsssissasinnn 500 mg

(dudi dang Azithromycin dihydrat). (as Azithromyein cihydrate).

T4 duroc vira ad 1 vign. Excipients q.5 1 tablet.

CHI DINH, CHONG CHI BINH, UEU LUQNG, CACH  INDICATIONS, CONTRAINDICATIONS, DOSAGE,

DUNG VA CAC THONG TIN KHAC VE SAN PHAM:  ADMINISTRATION AND OTHER INFORMATION:

Xin doc t&r hwéng din sir dung. Please refer to the package insert,

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

PQC K¥ HUONG DAN 5U DYNG TRUOC KHI DUNG. READ THE PACKAGE INSERT CAREFULLY BEFORE USE.

BAO QUAN: D nai khd réo, tranh énh séng, STORAGE: Store st the tlemperature not more than

nhidt 46 khBng qué 30°C 30°C, in a dry place, protect from light

TIEU CHUAN/ SPECIFICATION:

SDK/ REG. NO.:

$3n xufit béri: Manufactured by: S

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

35 Dygi L§ Ty Do, KCN Vigt Nam - Singapore, 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, f % 8

An Pha, Thudn An, 8inh Duong. An Phu, Thuan An, Binh Duong. 8 S a

Chis s& hiru Glomed: ABBOTT INVESTMENTS GLOMED - A SUBSIDIARY OF ABBOTT INVESTMENTS ?I & g

LUXEMBOURG S.A.RL 23

) Abbott iis

S RE2=z

Glazi 500 [y

500 mg Azithromycin

At

A
Rx Thubc ké don a1

i

Glazi' 500

500 mg Azithromycin

Hoplvix3
vién nén
bao phim

00S 1zejH

uRAWOIYIIZY :

Glazi 500

500 mg Azithromycin

Pantone: 2925 C, Pantone: 2955 C, Pantone: 123 C, Black (K = 100)
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NHAN HOP GLAZI 500

(Hép 2 vi nhdm/nhém x 3 vién)

%10075491‘,_0
e A
9/ cONG TY \2\)

D frni i T
= TRACH NHIEM HL:!U HAN\ -
*| DUGC PHAM |/

COMPOSITION: Each film coated tablet contains:
AZRRIOMYCIN +..ecrrrrrerrssnssmeessesrssssssrssssens 500 mg

THANH PHAN: Mbi vién nén bao phim chira:
ATRIOMYCIN. 1. ccsoivarssvnsraresrsrssscisnin o I00 M
(dudi dang Azithromyein dihydrat) |as Arithromycin dihydrate).

Ta dvge vira dd 1 vién. Excipients q.s 1 tablet

cHI DJNH, CHENG 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 din sir dung. Please refer to the package insert.

BE xa TAM TAY TRE EM. KEEP OUT OF REACH OF CHILDREN,

PQC K¥ HUONG DAN SU DUNG TRUGT KHI DUNG. READ THE PACKAGE INSERT CAREFULLY BEFORE USE.
BAO QUAN: D& noi khd rao, tranh dnh sang, STORAGE: Store at the temperature not more than
nhiét 48 khéng qua 20°C. 30°C, in a dry place, protect from light.

TIEU CHUAN/ SPECIFICATION:

SDK/ REG. NO.:

Sin xuft birk:

CONG TY TNHH DUQC PHAM GLOMED

35 Dai L§ Ty Do, KCN Vigt Nam - Singapore,
An Phd, Thuin An, Binh Duong.

Chi sé& hiru Glomed: ABBOTT INVESTMENTS

) Abbott

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

% GLOMED /5%

4")‘% 7

ANAN -1

S4 16 SX/ Batch No.:
NSX/ Mfg. Date:
HD/ Exp. Date

500 mg Azithromycin

Ry Thuéc ké don

Glazi 500

500 mg Azithromycin

Hop2vix3
vién nén SLOMED,

Glazi 500 [jif

Glazi 500

500 mg Azithromycin

Pantone: 2925 C, Pantone: 2955 C, Pantone: 123 C, Black (K = 100)
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TO HUONG DAN SU DUNG THUOC

Rx Thuéc ké don

GLAZI®

(Azithromycin dudi dgng azithromycin dihydrat)
Pé xatim tay tré em
Doc ky hwéng din siv dung triwée khi ding
Thuéc nay chi ding theo don thudc

1- Tén thude: GLAZI®

2- Thanh phén céng thirc thude: M3i vién nén bao phim chira:

Thanh phcfn hoat ehdt:;

GLAZI® 250: Azithromycin 250 mg (dwéi dang azithromycin dihydrat).

GLAZI® 500: Azithromyein 500 mg (du6i dang azithromycin dihydrat).

Thanh phdn ta dirge: Dicalci phosphat khan, cellulose vi tinh thé & silic dioxyd, pregelatinized starch, natri starch glveolat, magnesi

stearat, silic dioxyd thé keo, natri lauryl sulfat, opadry white.

3- Dang bao ché: Vién nén bao phim

4- M ta san pham

GLAZI® 250: Vién nén bao phim, dai, mau tring, mét mat c6 khic chit GLM, mit kia c6 khéc sb 250.

GLAZI® 500: Vién nén bao phim, dai, mau tring, mét mét c6 khdc chit GLM, mét mat c6 khiic gach ngang va chit AZI 500.

Gach ngang ¢é thé bé déi vién thude dé phan lidu

5- Chi dinh

Azithromycin dwoc chi dinh trong diéu trj cac nhidm khuan do vi khuan con nhay cam véi thube, gdm:

- Viém xoang cap do vi khuén.

- Viém tai gilta cAp do vi khudn.

- Viém hong, viém amidan.

- Dot cép cia viém phé quan man.

- Viém phdi mic phai & céng ddng mirc d nhe dén vira,

- Nhiém khudn da va mé mém.

Viém ni¢u dao va viém cd tir cung khong bién chimg do Chlamydia trachomatis.

6- Liéu dung va cach dung

Liéu dang:

Ngueai [6m va tré em lom hom 45 kg:

Viém niéu dao va viém cd tlr cung khong bién chimg do Chlamydia trachomatis: 1 g lidu duy nhat.

Cac chi dinh nhiém khuan khac: Udng 500 mg 1 lidu duy nhat vao ngay thir nhét, tiép theo udng 250 mg/1|1an/ngay tir ngay thir 2 dén

ngay thir 5 (tong liéu 1,5 g trong 5 ngay). ﬁ

Ngueoi 1om tudi: Khong can diéu chinh liéu,

Tré em dudi 45 kg: Chon cac dang bao ché phi hop khac ctia azithromycin, vi du: hén dich.

Bénh nhan suy thdn: Khong can diéu chinh lidu ¢ bénh nhén suy than nhe dén vira (GFR 10-80 ml/phut).

Bénh nhan suy gan: Khéng cén diéu chinh lidu cho bénh nhan suy gan nhe dén vira.

Ciach dung:

Vién nén bao phim GLAZI® nén uéng licu duy nhat/ngdy, c6 thé udng cling hodc khéng cing thire an.

7- Chéng chi dinh

Bénh nhén c6 tién str qua mén vai azithromycin, erythromycin, bat ky khang sinh nhém macrolid hodc ketolid hodic véi bét ky thanh

phén nio ctia thude.

8- Canh bio va thén trong khi ding thubc

Ciing nhu cac khang sinh nhom macrolid, azithromyein c¢é thé gay phan tmg di tmg nghiém trong nhu ph than kinh mach.

Kéo dai khoang QT c6 nguy co gély loan nhip tim khi diéu trj véi cac macrolid bao gbm azithromycin. Do dé, cac trueong hop sau day

c6 thé din dén ting nguy co loan nhip tim that (c6 thé din dén tim ngu-ng hoat déng), nén thin trong khi ding azithromyein & nhitng

bénh nhan c6 tinh trang co thét tim (d4c biét la phu nit va ngudi cao tudi), nhur cac trudmg hop sau:

- C6 dit liéu cho thay bénh nhan bi kéo dai khoang QT hoic do bam sinh.

- Bénh nhan dang duoc diéu tri voi cac thude khac gy keéo dai khoang QT nhur thuée chéng loan nhip tim nhom IA (quinidin va
procamamld) va nhom III (dofetilid, amiodaron va sotalol), cisaprid va terfenadin, thude chong loan than nhu pimozid, thuéc chéng
tram cam nhu citalopram va fluoroquinolon nhw moxifloxacin va levofloxacin.

- R&i loan dién giai, ddc biét truong hop ha kali huyét va ha magnesi huyét.

Bénh nhén ¢6 nhip tim cham, réi loan nhip tim hogc suy tim ning.

Azlthromycm thai trir chu yéu qua gan, vi vdy nén than trong khi sit dung azithromycin & nhiing bénh nhan bi bénh gan nang. Céc

trromg hop viém gan bao phat c6 thé dan dén suy gan de doa tinh mang da duge béo cdo véi azithromyecin.
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Trong tromg hop ¢ ddu higu va triéu chimg rdi loan chirc niing gan, nhu suy nhuoc co thé lién quan dén vang da, nude tiéu sim mau,

nguy co chay mau hoic bénh ndo gan, can phai tién hanh céc xét nghiém chirc ning gan. Ngimg sir dung azithromycin néu xut hién

16i loan chirc nang gan.

Céc r6i loan chirc ning gan, viém gan, ving da tic mét, hoai tir gan va suy than da dugc bdo céo va gdy tir vong trong mét sb trudmg

hop. Ngimg str dung azithromycin néu cé d4u hiéu va triéu chimg viém gan.

O bénh nhén dung cac dén xuét ndm cya ga, kha nang ng doc ndm cya ga gia tang khi ding chung véi mdt vai khang sinh nhom

macrolid. Khong c6 s6 liéu vé kha ning twong téc gifta ndm cua ga va azithromycin, Tuy nhién, do kha ning ngé déc ndm cya g trén

1y thuyét, khong nén diing déng thoi hai thudc nay.

Tiéu chay lién quan t6i Clostridium difficile (CDAD) da duoc béo céo v6i hau hét khang sinh, ké ca azithromycin, & muc dé tir tiéu

chiy nhe dén viém dai trang de doa tinh mang.

Azithromycin ¢6 thé 1am trdm trong thém bénh nhuoc co, do d6 nén ding thude thin trong & nhitng bénh nhén bi nhuoe co.

Do nguy co kéo dai khoang QT, loan nhip va xofin dinh, nén than trong khi diing azithromycin & bénh nhan c6 khoang QT kéo dai bAm

sinh hoic méc phai, hodic khi dimg phéi hop vai thube gy kéo dai khoang QT.

Theo ddi cac dau hiéu boi nhidm béi cac vi khuan khéng nhay cam véi thude ké ca nédm.

Tang 33% su tiép xtic clia azithromycin 1én co thé & nhimg bénh nhan bj suy than néng (GFR < 10 mY/phut).

9- Sir dung thudc cho phu ni¥ 6 thai va cho con ba

Sw dung cho phu nir ¢6 thai: Chwra ¢6 cac nghién ciru diy du trén phu nit ¢6 thai, do vay thude nay chi ding cho phu nit mang thai

néu that cin thiét.

Sir dung cho phu nir dang cho con bu: Azithromyein dugc bao cdo 1a bai tiét vao sita me, nhung chira cé nghién ciru lam sing day

du va c6 doi chimg & phu nit cho con ba vé dic tinh déng hoc azithromycin trong sita me.

Boi vi khong biét ligu azithromycin cé gy tac dung c6 hai trén tré bit me hay khong, nén ngimg cho con bu trong khi diéu tri véi

azithromyein.

10- Anh huéng cia thudc 1én kha ning lai xe, vin hianh may méc

Chua ¢6 bang chimg cho thay azithromycin anh huéng 1én kha nang 14i xe va van hanh may méc ciia bénh nhén. Tuy nhién tac dung

phy cua thude ¢6 thé gdy chéng mit, co gidt nén cén luu y khi 1ai xe, vin hanh may méc.

11- Twong tac, twong ky ciia thude

Thire dn: Thirc an ¢6 thé can trés hép thu azithromycin.

Cac thude khdng acid: Khi cin thiét phai sit dung, azithromycin chi duoc ding it nhat 1 gios trude hofic 2 gior sau khi ding céc thude

khang acid.

Fluconazole ¢6 thé 1am giam ndng dé dinh Cmax clia azithromycin khoang 18%.

Nelfinavir ¢6 thé lam ting ndng d6 cta azithromyein.

Cimetidin: Duoc ddng hoc ciia azithromycin khéng bi anh huéng néu udng mét lidu cimetidin tnrée khi st dur

Ddn chdt ndm cwa ga: Khong st dung dong thi azithromycin voi cac din chit ndm cua ga vi ¢6 kha niing ngd

Digoxin: Ding déng thoi azithromycin va digoxin 1am tang néng do huyét thanh cua digoxin. Vi véy, cin d4

huyét thanh khi ding déng thoi 2 thude nay.

Thude chéng dong diomg udng: Diing ddng thoi azithromycin va thude chéng dong duomg ubng cé thé lam ting tac dung chéng dong.

Nén theo ddi thoi gian prothrombin khi ding déng thai 2 thube nay.

Cyclosporin: Azithromycin cé thé lam giam chuyén héa clia cyclosporin, vi vy can theo ddi ndng do va diéu chinh liéu ding cia

cyclosporin cho thich hop.

Theophylin: Chua thy bat ky anh hwéng nao dén duge déng hoc khi 2 thube azithromycin va theophylin cing duge sir dung & nhitng

nguoi tinh nguyén khoé manh, nhung noi chung nén theo ddi nong do theophylin khi cting sir dung 2 thude nay cho nguwdi bénh.

Astemizol, alfentanil: Can than trong khi ding déng thoi astemizol, alfentanil véi azithromyein béi vi di duge biét ndng dé cua cac

thude nay téng lén khi ding ddng thai véi erythromyein.

Atorvastatin: Globin co niéu kich phat da diroc bdo cao & bénh nhén ding azithromycin véi statin.

Cisaprid: Cisaprid dwgc chuyén hoa & gan béi hé enzym CYP 3A4. Boi vi cac macrolid (rc ché enzym nay, nén dung dbng thori voi

cisaprid ¢6 thé lam kéo dai khoang QT, loan nhip that va xoén dinh.

Zidovudin: dung liéu don 1000 mg va liéu da 1200 mg hoac 600 mg azithromycin c¢o anh huong nhe dén duoc déng hoc trong huyét

tuong va su bai tiét ciia zidovudin hofic qué trinh chuyén héa glucuronic. Tuy nhién, dang azithromycin lam tang néng d zidovudin

phosphoryl, chat chuyén hoa ¢6 hoat tinh trén 1am sang, trong té bao méu ngoai vi. Anh hudmg trén 1am sang clia twong tac ndy chua rd

rang, nhung c6 thé mang lai loi ich cho bénh nhén.

Rifabutin: st dung ddng théi azithromycin va rifabutin khong anh huéng dén ndng do cta thude trong huyét tuong. Mic di ¢ sy giam

bach céu trung tinh lién quan dén sir dung rifabutin, nhung nguyén nhan lién quan dén viéc sir dung két hop véi azithromycin thi chia

duoc thiét lap.

12- Tac dung khéng mong muén cia thubc

Thuong gap, ADR > 1/100

- Tiéu héa: Non, tiéu chay, dau bung, budn nén.

- Than kinh: Nhire déu.

It gap, 1/100 > ADR > 1/1000

- Nhiém tring: Nhiém ném candida, nhiém tring 4m dao, viém phéi, nhidm ndm, nhiém khuin, viém hong, viém da day-rut, réi loan
hé hap, viém mi, nhiém nim candida miéng.

omycin 2 gid.
oc.

.y A - . .
h gia nong d¢ digoxin

B
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- Mau: Giam bach cau, giam bach céu trung tinh, tang bach ciu wa eosin.

- Mién dich: Phit mach, nhay cam.

- Chuyén héa: Chan in.

- Tam than: Lo ling, mét ngi.

- Thén kinh: Chéng mit, ngii lo mo, loan vi gidc, di cam.

- Mit: Giam thi lyc.

. Tai: Rdi loan tai, hoa mét.

- Tim: Danh tréng nguc.

- Hb hap: Khé the, chay mau cam.

- Tiéu hoa: Tao bon, day hoi, rdi loan tiéu hoa, viém da day, khé nuét, chudng bung, kho miéng, o hoi, viém loét miéng, ting tiét nude
bot.

- Gan mat: Viém gan.

- Da: Phat ban, ngira, may day, viém da, da kho, ting tiét md hoi.

- Co xueng khop: Thoai héa khop, dau co, dau lung, dau cd.

- Thién va tiét niéu: Tidu khoé, dau than.

- Chung: Phit né, suy nhuge, mét moi, phi mit, dau ngue, sbt, dau, phit ngoai bién.

Hiém gap, ADR < 1/1000

- Tam than: Lo u.

- Gan mat: Chirc nang gan bét thuong, vang da r mat.

- Da: Phan tmg nhay cam vdi anh séng.

Chua ré

- Nhiém tring: Viém rudt két mang gia.

- Maéu va hé bach huyét: giam tiéu cdu trong mau, thiéu méau do tan huyét.

- Hé théng mién dich: phan tmg quéa mén.

- Tam than: tam trang lo ling, mé sang, do giac.

- H¢ théng than kinh: ngt, co giat, ha huyét ap, mat khwou giac, mét vi giac, loan khuéu, nhwoe co ning.

- Tai: suy giam kha ning nghe bao gbm diéc va/ holc 1 tai.

- Tim: Loan nhip tim bao gdm nhip tim thét trai, kéo dai khoang QT dién tam db.

- Mach: giam huyét ap.

- Da day rugt; viém tuyén tuy, ludi bi déi mau.

- Gan, 6ng gan: suy gan (hiém khi din dén truomg hop tir vong), viém gan siéu vi, hoai tir gan.

- Da va c4u trirc mé dudi da: hdi chimg Steven-Johnson, hoai tir biéu b, nhiém erythema.
Co xwong va mé lién két: dau khop.
Thén va tiét ni¢u: suy than cp, viém théin k&.

Ngmxg str dung va hoi y kién bdc st néu: Noi man nghidm trong hay sung phit, viém hong, sét, kho nuét hedc khé tho.

Thong bao ngay cho bac si hoiic dwge si nhiing tac dung c6 hai gap phai khi str dung thudc. 7

13- Qua liéu va cach xir tri

Qud liéu: Chwa cé théng tin vé qua lidu azithromycin. Trigu chimg qué liéu dién hinh cua khang sinh nhom macrolid thuémg 14 budn

non, nén va tiéu chay.

Xir tri: Chit yéu didu trj triéu chimg va hd tro.

14- Pac tinh duge luc hoe

Nhom dwge ly: Khang sinh nhém macrolid

Mai ATC: JOIFA1L0

- Azithromycin 1a mot khang sinh ¢6 hoat phé réng thude nhom macrolid, hay con goi 14 azalid, duec ding trong diéu trj nhidu loai
nhiém khuan khéc nhau gy ra do céc chiing nhay cam véi thude. Azithromycin gén thuén nghich véi tiéu don vi 508 cia ribosom,
lam ng#in can qua trinh téng hop protein, va do viy trc ché su tang trudng té bao vi khuan.

- Cde vi khuén gy bénh thudmg nhay cam véi azithromycin bao gom:

Vi khuén Gram duong: Streptococcus, Pneumococcus, Staphylococeus aureus. Mot sb ching vi khuén Gram dwong khac ciing dép
{mg véi azithromycin bao gdm Corymebacterium diphtheriae, Clostridium perfvingens, Peptostreptococcus va Propionibacterium acnes.

Vi khuén Gram am: Haemophilus influenzae, parainfluenzae, va ducreyi, Moraxella catarrrhalis, Acinetobacter, Yersinia,
Legionella pneumophilia, Bordetella pertussis, va parapertussis; Neisseria gonorrhoeae va Campylobacter sp.. Ngodi ra,
azithromycin cfing c6 hiéu qua véi 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 vai azithromycin.
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- Nhin chung, azithromycin tic dung trén Streptococci va Staphylococei yéu hon mét chut so véi erythromycin nhung lai manh hon
trén mot 6 vi khuAn Gram ém trong dé c6 Haemophilus influenzae.
- Azithromycin cho thay cé khang chéo véi cic ching Gram duong dé khang vai erythromycin ké ca Streptococcus faecalis
(Enterococcus) va hiu hét cac ching Staphylococci khang methicilin.
- Céc chung Gram am thudmg khang azithromycin 1a Proteus, Servatia, Pseudomonas aeruginosa va Morganella,
15- Pac tinh dwgc dong hoc
- Kha dung sinh hoc dudng udng cua azithromycin khoang 40%. Thirc &n lam giam hap thu thudc ddi véi dang vién nang nhung khong
lam giam hap thu véi dang vién nén. Néng do dinh trong huyét twong dat dwoc trong vong tir 2 dén 3 gi. Khi mang néio khong bj
viém, thuéc khuéch tan kém vao trong dich ndo tiy.
- Azithromycin phén b6 rong khip cac mé trong co thé, va ndng dé trong mé cao hon trong mau nhiéu lan,
- Mot lwong nhé azithromycin bj khir methyl trong gan, duoc thai trir qua méat dudi dang khéng dbi va mot phin dudi dang chuyén
hoa. Khoang 6% liéu uéng thai trir qua nwée tiéu. Thoi gian ban thai khoang 68 gio.
Duge dpng hoc & cde déi twong ddc bigt
Bénh nhdn bi suy gicm chirc ndng thdn: Sau khi dung lidu don 1 g azithromyein, ndng d Cmax vd AUC tang 1én 5,1% va 4,2%, két qua
thu duge tr mdt nghién citu so sanh & nhém bénh nhéan bi suy thin vira va nhe (ty 1& loc cau than khoang 10 — 80 ml/phut) voi nhom cd
chirc nang than binh thwéng (GFR > 80 mUphat). O nhitng bénh nhén bi suy thin ning, gid (rj trung binh ctia Crex va UACo.120 ting
61% va 33% so vo1 nhém bénh nhan binh thudmg.
Bénh nhdn bi suy gidm chire ning gan: Khéng co dit liéu cho thay co sy thay doi néng dé azithromycin trong huyét trong & nhém bénh
nhén bi suy giam chirc nang gan vira va nhe so véi nhém bénh nhan c6 chirc ning gan binh thuomg. & nhém bénh nhén nay, phuc hdi
azithromycin trong niéu dao duéng nhu ting lén dé bl cho luong gidm & do thanh thai cia gan.
Bénh nhdn lén tudi: Duoc dong hoe clia azithromycin & bénh nhan 16n tudi cling twong tr nhir ctia nhom bénh nhén tré tudi; tuy nhién,
& nhom bénh nhan nit cao tudi, miic dit ndng do dinh cao (ting khodng 30 — 50%) nhung khéng thiy co su tich tu dang ké.
Tré em: Theo nghién cltu duge déng hoc & tré em tir 4 thang dén 15 tudi khi ding thude dang bao ché vién nang, thude cbm holic bot
pha hén dich uéng, dung liéu 10 mg/ kg vao ngay thir nhat va lidéu 5 mg/kg vao cac ngay tir thir 2 dén thir nam tiép theo, ndng dé Coex
dat duoc nho khong déng ké thap hon ngudi l6n, & tré em tir 0,6 dén 5 tudi va sau 3 ngay dung thube ndng 46 Cmax dat duoc 12 224 ug/l
va 383 ug/l 1iéu cho nhém 6 — 15 tudi. Nira doi pha cudi ciing (ti2) & nhém tré em 16m hon thi nim khoafig 36 gior day 1a khoang mong
doi ctia ngudi 16m, i\
Azithromycin qua nhau thai, phan bd vao mau day nhau va nuéc 6i. Azithromycin phan bb vao sita.
16- Quy cach dong goi:
GLAZI® 250: Hop 1 vi/ 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,
Hép 1 v¥/ 2 vi x 10 vién nén bao phim.
17- Didu kién bao quén: Dé noi khd réo, tranh anh sang, nhiét dé khéng qua 30°C.
18- Han dung: 36 thang k& tir ngay san xudt.
19- Tiéu chuén chat lwong: USP
20- Tén, dia chi ciia co' s¢ san xufit:
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Dja chi: 86 35 Pai L Tu Do, KCN Viét Nam — Singapore, phudmg An Phu, thi x4 Thudn An, tinh Binh Duong. }
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