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OPECLARI® 250

553300053 Clarithromycin
PRI O\
Th:mc h‘an tll)%.o %NGTY \c;%\\\
DE xa tam fay/tré-enpiiin \ah
{ o 10
Boc kj nua@u?&’%@&@ﬁg“t gC khi diing
Thong bao ng; ‘sho ba 2 ;%ac dugc sy nhifng tac dung khéng mong mudn gap phai khi sir
5 7 1.9~
dung thudc e
PHAN 1. HUGNG DAN SU DUNG THUGC CHO NGUGI BENH ,
1. THANH PHAN, HAM LUGNG CUA THUGC: M3i vién nén bao phim chia:
Hoat chat: Clarithromycin..............oo.........250 mg \

S.G.o
—=C

*

o . \=\

PNS

\_/ Té dugc: Cellulose vi tinh thé PH 101,102, croscarmellose natri, silic oxyd dang keo khan, povidon K”@\/
K30, polysorbat 80, talc, magnesi stearat, acid stearic, quinolin yellow lake, opadry Il white.
2. MO TA SAN PHAM:
Vién nén bao phim, hinh thuén dai, mau vang, hai mit 16i, c6 in chi s6 mau den “ Opeclari » 46 i
mat vién.
3. QUY CACH DONG GOI:
Hop 5 vi x 6 vién nén bao phim.
HOp 2 vi x 7 vién nén bao phim.
4. THUOC DUNG CHO BENH Gi: ’
OPECLARI (chtia hoat chét clarithromycin) dugc chi dinh trong diéu tri cdc nhiém khudn sau gay ra |
béi cc vi khudn nhay cam: k
e Phéi hop v6i cac thudc khdc dé tiét trir vi khudn H. pylori trong bénh Iy loét da day ta trang. :
o Nhi&m khudn dudng ho hdp dudi: Viem phéi cong dong, viem phé& quén cdp va man tinh.
_ e Nhiém khudn dudng hd h&p trén: Viém hong, viém amidan, viém xoang va viém tai giia. ~

e Nhi&m khudn da va md mém.
e Nhiém khudn do Mycobacterium avium, hodc Mycobacterial intracellular.
o Phong nglia bénh nhiém khudn co hoi do phic hop Mycobacterium avium (MAC) & nhiing bénh
nhan nhiém HIV tién trién. '
5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Cdch dang:
Dung dudng udng. C6 thé udng OPECLARI truc hodc sau biia &n. Dung thudc theo ding chi dan cla
bac sy.
Liéu dong:
Phéi hop vdi cdc thudc khac dé tigt trir vi khuan H. pylori:
Liéu trinh 3 thudc: Liéu khuyén cdo & ngudi 16n: 500 mg OPECLARI va 1000 mg amoxicilin, tdt cd
dung 2 14n mdi ngay trong 10 ngay. K&t hop véi omeprazol hodc lansoprazol.



Liéu trinh 2 thudc: Liéu khuy&n cdo 6 ngudi I6n: 500 mg OPECLARI, 3 Ian mdi ngay trong 14 ngay
va k&t hgp v6i omeprazol mdt 1an mdi ngay.
Bénh nhén cé nhiém khuin hé hap/ da va mé mém:
Nguidi 16n va tré em trén 12 tudi: Ligu thudng dung 1a 250 - 500 mg/ Ian x 2 Ian/ ngdy trong 7-14 ngay.
Bénh nhin suy than ning, liéu gidm mot nia con 250 mg, 1 1an/ ngay hodc 250 mg, 2 lan/ ngay
trong nhiing nhiém khu&n nang.
Nhiém Mycobacteria:
Du phong: Liéu khuy&n cdo clia OPECLARI dé du phong nhiém bénh do Mycobaterium avium 1a 500
mg/ Ian x 2 1an mbi ngay, cho ngudi Ion.
Diéu tri: Liéu khuy&n céo 6 ngudi I6n 12 500 mg, 2 I&n mbi ngdy. Nén dung k&t hop véi mot khéng
sinh chéng mycobacteria khac.
Bénh nhén suy than: Giam liéu xudng 50% néu do thanh thai dudi 30 ml/phut.
6. KHI NAO KHONG NEN DUNG THUGC NAY:
Khong dung OPECLARI néu ban:
o Qué man véi cac khang sinh nhém macrolid.
e Dang diing mt trong céc loai thudc sau:
+ Cisaprid
+ Pimozid
+ Terfenadin (ddc biét trong trudng hgp bi bénh nhu loan nhip tim, nhip chdm, khodng Q-T
kéo dai, b&nh thi€u mau co tim cuc bd hodc roi loan cdm xic lidng cuic)
7. TAC DUNG KHONG MONG MUGN:
Thudng gap, (hon 1 trén 100 ngudi dung)
ROi loan tiéu hoa, ddc biét 1a ¢ ngudi bénh tré.
Phan (ng di Gng 6 mic do khac nhau tir may day dén phdn vé va hoi ching Stevens -
Johnson. Viém dai trang gia mac tii nhe dén de doa tinh mang.
Ngtia, may day, ban da, kich thich.
It gdp, (hon 1 trén 1000 ngudi ding) .
Tiu héa; Cac tridu chiing G mat (dau bung trén, doi khi dau nhiéu), budn nén, nén.
Gan: Chlic ning gan bat thudng, bilirubin huy&t thanh ting va thudng kém theo vang da, s6t
phat ban va ting bach cdu ua eosin. '
Thinh gidc: Diéc (néu dung liéu cao) va co thé h@i phuc khi ngung thudc. ] :
8. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI BANG SU DUNG THUGC NAY:
Tham van ¥ kién béc sy truc khi dung OPECLARI néu ban dang sl dung mot trong céc loai thuc
sau:
e Cisaprid, pimozid, terfenadin va astemizol
o Thudc dugc chuyén héa qua hé thdng cytochrom Puso (nhu carbamazepin, warfarin, ergot
alkaloid, triazolam, disopyramid, lovastatin, rifabutin, phenytoin va cyclosporin).
e Theophylin
o Warfarin
e Digoxin
e Zidovudin
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9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:
Néu ban quén dung thudc, dung no ngay khi ban nhé. N&u thoi gian gan t6i liéu k& ti€p, thi hdy bo
qua Iiéi‘u bi guén v? ding ILé‘u k{a’ ti€p theo kle hgach binh thutng. Khong nén gép doi liéu dung.
10. CAN BAO QUAN THUOC NAY NHU THE NAO:
0 nhiét do dui 30°C, noi kho réo, tranh dnh sang.
11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Triéu ching: Cac bdo cdo cho thdy rang uéng vao mdt lugng I6n clarithromycin c6 thé gay ra cac
triéu chiing ¢ dudng tiéu hoa.
12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAo:
Néu ban dung OPECLARI qua liéu khuy&n cdo thi ban cdn phai:
e Thong bdo ngay cho bac sy hodc d&n bénh vién gan nhat.
o Nhé mang theo nhin thudc hodc lugng thudc con lai d& bac sy biét thusc ma ban da dung.
13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Can than trong va tham van y kién bac sy trudc khi dung OPECLARI néu ban:
e Bi suy thin kém hay khong kém suy gan. C6 thé cdn diéu chinh gidm liéu hodc kéo dai thoi
gian gitia 2 liéu.
Thai ky mang thai va cho con bi: Khong nén st dung OPECLARI trong thdi ky mang thai va cho con
ba trii khi that cin thiét.
Anh hudng cia thuéc ddi vdi cdng viée: Mot vai tac dung phu nhu hoa mit, chéng mat, Ia 1dn va
mat tap trung da dugc béo cdo cé thé xdy ra. C4n than trong khi l4i xe, van hanh may moc, lam viéc
trén cao va cac cong viéc khac cho dén khi ban bigt nh hudng cla thudc 1én co thé.
14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:
Trong trudng hop qué liéu hodc tic dung khéng mong mudn.
Khi dang dung thudc khac hodc mot loai thuc phdm.
NE&u can thém thdng tin xin hdi y ki€n bac sy hodc dugc sy.
15. HAN DUNG CUA THUOC: 36 thdng ké tir ngay san xudt. Khdng ding thudc khi qué han diing.
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PHAN Il. HUGNG DAN SU DUNG THUOC CHO CAN B0 Y TE
1. DUQC LUC HOC:
Nhém duige ly: Khéng sinh macrolid bén téng hop.
Ma ATC: JO1FAQ9
Clarithromycin 1a 1 khang sinh thubc nhom macrolid, c6 tdc dung khang khudn doi v6i nhiéu vi khudn
higu khi va ky khi Gram (+), Gram (-), bao gom ca H. pylori:
Staphylococcus aureus; Streptococcus pyogenes (lién cdu khudn tiéu huy&t b nhom A): lién cdu tiéu
huyét a (nhdm viridans); Streptococcus (Dipplococcus) pneumoniae; Streptococcus agalactiae; Listeria
monocytogenes, Hemophillus influenzea; Hemophillus para influenzea; Moraxella (Branhamella)
catarrhalis; Neisseria gonorrheae; Legionella pneumophila;, Bordetella pertussis; Helicobacter pylori;
Campylobacter  jejuni.  Bacteroides fragilis, Clostridium  perfringens; Peptococcus species;
Propionibacterium acnes; Mycoplasma pneumoniae; Ureaplasma urealyticum.
Clarithromycin cling c¢6 tdc dung manh trén nhiing vi sinh vat khdc nhu Chlamydia trachomatis;
Toxoplasma gondii; Mycobacterium avium; Mycobacterium leprea; Mycobacterium Kansasii:
Mycobacterium chelonae; Mycobacterium fortuitum; Mycobacterium intracellulare.
Céc vi khudn khdng v6i erythromycin thudng cling khdng véi cdc macrolid khic bao gdm
clarithromycin. Mic khdng erythromycin clia Staphylococcus va Streptococcus la 44% va cla
S.peneumoniae 1a khoang 25%.
Clarithromycin g&n vao ti€u don vi ribosom 50s clia vi khudn nhay cam, do d6 s& (ic ché su téng hop
protein phu thudc RNA clia vi khuén.
2. DUGC BONG HQC:

Hap thu:

Sau khi udng, clarithromycin dugc hdp thu nhanh qua dudng tiéu hoa-chl yéu 6 hdng trang va chiu su
chuyén héa ddu tién & mic do cao. Sinh kha dung tuyét doi clia clarithromycin khodng 50% sau khi
udng vién clarithromycin 250 mg. Thiic dn lam chdm nhe sy hdp thu clia thudc, nhung khong anh
hubng dé&n sinh khd dung cla thudc. Do d6, clarithromycin dugc uéng ma khong quan tdm dén biia
in. Nong do dinh trong huyét tuong clia 1 — 2 pg/ml clarithromycin dugc quan sat thdy & nguoi trudng
thanh sau khi udng liéu 250 mg clarithromycin 2 l4n/ngdy. Sau khi ung 500 mg clarithromycin 2
lan/ngay, néng do dinh trong huyét tuong 1a 2,8 pg/ml. Sau khi udng liéu 250 mg clarithromycin 2
lan/ngdy, hidu qud ddi v6i vi khudn cla chat chuyén héa 14-hydroxy dat néng do dinh trong huyét
tuong 12 0,6 pg/ml. Trang théi 6n dinh dat dugc trong vong 2 ngay dung thudc.

Phén b6:

Clarithromycin thdm nhdp t6t vao cdc phdn khac nhau véi thé tich ph&n bd udc tinh khodng 200 -
400 L. Nong do clarithromycin trong md t& bao cao hon nhiéu Ian ndng do thubc tuan hoan. Mic do
dugc gia ting da dugc tim thay trong cd amidan va mo phéi. Clarithromycin cling thdm nhép vao chat
nhdy clia da day. Khodng 70% clarithromycin g&n v6i protein huyét tuong & ndng do diéu tri.

Chuyén hda va thai tru:

Clarithromycin dugc chuy&n héa nhanh va rong rai & gan. Chuyén héa & gan v6i su tham gia cliz hé
cytochrom P450. Ba chat chuyén héa bao gém: N-demethyl clarithromycin, decladinosy! clarithromycin
va 14-hydroxy clarithromycin. Dugc dong hoc cla clarithromycin khong tuyén tinh do tinh trang bao
hoa chuyén hoa & gan & lidu cao. Thoi gian ban thai ting ti 2 — 4 gid sau khi udng 250 mg
clarithromycin 2 14n/ngdy dén 5 gio sau khi udng 500 mg clarithromycin 2 l&n/ngay. Thoi gian bén
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thai clia chdt chuyén hoéa c6 hoat tinh 14-hydroxy khodng 5 — 6 gi0 sau khi udng 250 mg
clarithromycin 2 lan/ngay. Xap xi 20 — 40% clarithromycin dugc bai tiét qua nudc tiéu dudi dang
khong doi. Ty 18 ndy dudc gia ting khi tdng liéu. Chat chuy&n héa cé hoat tinh 14-hydroxy dudc thai
qua nudc tiéu 10 — 15% liéu. Phan con lai dugc bai tiét qua phan. Suy than lam ting ndng do
clarithromycin trong huyét tuong, néu liéu diing khong dugc giam. D9 thanh thai toan phan huyét tuong
d3 dugc u6c tinh khodng 700 ml/phit (11,7 ml/gidy), v6i do thanh thai than xap xi 170 ml/phit (2,8
ml/giay). '
péi tugng ddc biét:
Suy gan: Nong do trang thai 6n dinh cla clarithromycin & ngudi c6 chic ndng gan suy giam khong
khdc bigt so véi binh thudng. Tuy nhién ndng d chat chuyén héa 14-hydroxy thdp hon & ngudi c6
chiic ning gan suy giam. Viéc giam sy hinh thanh cla 14-hydroxy dugc bu dip it nh&dt mot phén béi
su gia tdng thanh thai than cla clarithromycin & nguoi c6 chic ning gan suy gidm so v6i ngudi binh
thudng.
Suy than: Gidm chic ndng than din dén tdng ndng dd cla clarithromycin va néng dd chat chuyén
hoéa c6 hoat tinh trong huyét tuong.
3. CHI DINH:
OPECLARI dugc chi dinh trong diéu tri cac nhiém khudn sau géy ra bdi cc vi khu&n nhay cam.
1. Phdi hop véi céc thudc khdc dé tidt trir vi khu&n H. pylori trong bénh ly loét da day ta trang.
. Nhi&m khu&n duding hd hap dui: Viém phdi cong ddng, viém phé quén cdp va man tinh.
. Nhiém khudn dudng ho hdp trén: Viém hong, viém amidan, viém xoang va viém tai gita.
. Nhi&m khu&n da va md mém.
. Nhi&m khu&n do Mycobacterium avium, hodc Mycobacterial intracellular.
. Phong nguia bénh nhiém khuén co hdi do phiic hop Mycobacterium avium (MAC) & nhiing bénh
nhan nhim HIV tién trién.
4. CACH DUNG, LIEU DUNG:
Cdch dung:
Dung dudng ubng. C6 thé usng OPECLARI trudc hodc sau biia in.
Liéu dong:
Phéi hgp véi cdc thudc khdc dé tigt trir vi khudn H. pylori:
Ligu trinh 3 thudc: Liéu khuy&n cdo & ngudi I6n: 500 mg OPECLARI va 1000 mg amoxicilin, t&t cd
dung 2 1&n mbi ngay trong 10 ngay. K&t hgp véi omeprazol hodc lansoprazol.
Lidu trinh 2 thudc: Liéu khuyén cdo & ngudi I6n: 500 mg OPECLARI, 3 14n mdi ngay trong 14 ngay
va két hop vai omeprazol mot 1an mi ngay.
Bénh nhan cé nhiém khuén hé hap/ da va mé mém:
Nguioi I6n va tré em trén 12 tudi: Liéu thudng dung 1 250 - 500 mg/ lan x 2 lan/ ngay trong 7-14 ngay.
Bénh nhan suy than ning, liéu gidm mot nifa cdn 250 mg, 1 I&n/ ngay hoic 250 mg, 2 lan/ ngay
trong nhiing nhiém khuén ning.
Nhiém Mycobacteria:
Dy phong: Liéu khuyén cdo clia OPECLARI dé du phong nhiém bénh do Mycobaterium avium la 500
mg/ 1an x 2 14n mdi ngay, cho ngudi I6n.

D O AW N
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Diéu tri: Clarithromycin dugc khuyén cdo 1a thubc ddu tay dé diéu tri nhim khudn do phdc hgp
Mycobacterium avium (MAC). Liéu khuyén cdo & ngudi I6n [a 500 mg, 2 l4n mdi ngay. Nén dung két
hop véi mot khdng sinh khdc chdng mycobacteria khéc.

Bénh nhan suy than: Giam liéu xudng 50% néu do thanh thai dudi 30 ml/phut.

5. CHONG CHi DINH:

e Bénh nhan da biét c6 qua man véi cac khang sinh nhém macrolid.

Dung dong thoi clarithromycin va cisaprid, pimozid.

Chéng chi dinh tuyét doi dung chung véi terfenadin, dic biét trong trudng hop bi bénh nhu loan

nhip tim, nhip chdm, khodng Q-T kéo dai, bénh thi€u mau co tim cuc bd hodc rdi loan cam xic

luBng cuc.

6. LUU Y VA THAN TRONG:

Clarithromycin dugc bai tiét chll y8u qua gan va than. C6 thé dung clarithromycin ma khong cin diéu

chinh liu 6 bénh nhan suy gan va chiic ning than con binh thudng. Tuy nhién, khi c6 suy than c6

hay khdng kém theo suy gan, cdn phdi gidm liéu hodc kéo dai thoi gian gidia 2 liéu.

Thoi ky mang thai: Sy an toan cla clarithromycin khi si dung trong khi mang thai chua dugc xéc

dinh. Duya trén cc két qud khong dong nhat thu dugc tir cdc nghién ciiu 6 chudt, thd va khi, kha ning

anh hudng xdu dén su phét trién phoi thai khong thé dugc loai trir. Vi vay, khong khuyén cdo s dung
trong khi mang thai trir khi cdn nhic ky giia Igi ich so v6i nguy co.

Thai ky cho con bi: Su an toan cla clarithromycin khi st dung trong khi cho con bl chua dugc xac

dinh. Clarithromycin dugc bai tiét vao sita me, khong nén st dung clarithromycin trong thai ky cho

con ba trif khi that can thiét.

Anh huéng cia thudc déi véi céng viée: Chua c6 co sb chiing minh clarthromycin anh hubng téi

cong viéc. Mot vai téc dung phu nhu hoa mat, chong mat, 10 1An va mat tap trung da dugc bdo céo cb

thé xdy ra khi dung clarithromycin, do do, nén dugc xem xét tru6c khi Idi xe, vdn hanh may méc, lam
viéc trén cao va cac trudng hop khéc.

7. TUGNG TAC THUGC:

—Tdng ndng do cisaprid, pimozid va terfenadin da dugc bao cdo trén cdc bénh nhan dung cic thudc
nay cung lic véi clarithromycin. Diéu ndy c6 thé lam kéo dai thoi gian Q-T va loan nhip tim bao
gdm nhip nhanh that, rung that va xodn dinh. Vi vy khong dung clarithromycin clng lic véi céc
loai thudc trén. Cac tdc dung tuong tu ciing da dugc thdy khi dung chung véi astemizol.

— Cling nhu cdc khang sinh nhém macrolid, dung clarithromycin cho céc bénh nhdn dang dung cac
thudc dugc chuyén héa qua hé thdng cytochrom Pgso (nhu carbamazepin, warfarin, ergot alkaloid,
triazolam, disopyramid, lovastatin, rifabutin, phenytoin va cyclosporin) co thé 1am ting ndng do trong
huy&t thanh cla cac thudc trén.

— Viéc ubng clarithromycin & cdc bénh nh&n dang dung theophylin lam ting ndng dd theophylin trong
huy8t tuong ddn dé&n nguy co gdy ngd doc. Phdi theo ddi sat nong do trong huyét tuong cla
theophylin trén b&nh nhan dang diing theophyllin.

— Dung clarithromycin & bénh nhén dang dung warfarin ¢ thé 1am tdng tdc dung cla warfarin. Nén
theo ddi sét thoi gian prothrombin & nhiing bénh nhén nay.

—Tidng néng do digoxin trong huyét thanh da dugc bdo cdo & cdc bénh nhan dung chung
clarithromycin va digoxin. Phai theo doi st ndng d¢ digoxin trong huy&t thanh.

— UBng déng thoi clarithromycin va zidovudin & cac bénh nhan ngudi I6n nhiém HIV c6 thé 1am gidm
hap thu zidovudin.
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8. TAC DUNG KHONG MONG MUON:

Thudng gap, ADR >1/100

Ri loan tiéu hoa, dic biét Ia 6 ngusi bénh tré. Phan ing di ting 6 mic do khac nhau tii may day dén

phan vé va hoi chiilng Stevens - Johnson. Ciing ¢6 thé bj viém dai trang gid mac tU' nhe dén de doa

tinh mang. Phén (ng qué man nhu nglia, may day, ban da, kich thich.

It gdp, 1/1000 < ADR < 1/100

Tiéu hoa: Cac trigu chiing i mat (dau bung trén, d6i khi dau nhiéu), budn non, non.

Gan: Chific ndng gan bat thudng, bilirubin huyét thanh ting va thudng kém theo vang da, s6t phat ban

va tang bach cu ua eosin.

Thinh giac: Digc (n&u dung liéu cao) va co thé hdi phuc khi ngung thudc.

9. QUA LIEU VA XU TRI:

Triéu ching. Cac bdo cdo cho thdy riing ubng vao mot lugng 16n clarithromycin ¢ thé gy ra céc

triéu chiing 6 dudng tiéu hoa.

Céch:xu tri- Nén rira da day va diu tri hé trg. Cling nhu cac macrolid khac, clarithromycin khdng bi
w loai trii bing thdm tdch mdu hay thdm phén phic mac.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khdng diing qua liéu chi dinh.

11. TEN, DIA CHi, BIEU TUGNG CUA CO SG SAN XUAT:
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12. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC:
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