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Spiramycin - Metronidazol
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Composition: Each film-coated tablet contains ~ Manufactured by:

SPIraAMyCin ovvoveoveenneerevisennnennee 790,000 I EUVIPHARM FHAHHAEEUTIC&USI:. ”
MELrONIAZOE ©vvvvrvesese s 125mg A VALEANT CO 5616 SX:
Excipients 5.0.1 .veevnnen m-coated tablet  Binh Tien 2Hamle1 i]uc Hua Ha Ward Ngay SX:
Indications, contraindications, dosage - Duc Hoa District, Long An Provinge, Vietnam HD
administration and other informations: Tel: <B4 (72) 3779 623
Please refer to package insert. Fax: +84 (72) 3779 530
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- Metroni I
e eUlehOrm + Metronidazol [ mgt dén chét 5 - nitro - imidazol, ¢ ph hoat tinh
AValeant Company rong trén déng vat nguyén sinh nhut amip, Giardia va trén vi khudn ki
/f—_x khi. Trong ky sinh tring, nhdm 5 - nitro cua thudc bi khit thanh cac

chét trung gian dgc voi t& bao. Cac chét nay lién két voi céu tric
x0dn ctia phan tif DNA lam v cac sgi nay va cubi cung lam té bao
chét. Nong do trung binh c6 hiu qua cua metronidazol 1a 8
microgam/ml hoc thap hon d6i véi hiu hét cac dong vat nguyén
sinh v céc vi khudn nhay cam. Nong dg téi thiéu irc ché (MIC) cac
chiing nhay cam khoang 0,5 microgam/ml, M@t ching vi khudn khi
phan Iap dugc coi 1A nhay cam vdi thubc khi MIC khéng qua 16
microgam/ml. Metronidazol 14 mgt thubc rat manh trong diéu tri
nhiém déng vt nguyén sinh nhu Entamoeba histolytica, Giardia
lamblia va Trichomonas vaginalis. Metronidazol co tac dung diét
khuan trén Bacteroides, Fusobacterium va céc vi khun ky khi bat
bugc khac, nhung khdng co tac dung trén vi khudn ai khi,

V| D AGYL Céc dac tinh duye dong hoc:
- Spriramyein:

2 + Spiramycin dugc hip thu khong hoan toan & duong tiéu hoa.
VIEN NEN BAO PHIM Thube ubng duge hép thu khoang 20 - 50% liéu st dung. Nong do
dinh trong huyét tong dat dugc trong vong 2 - 4 gid sau khi u6ng.

THANH PHAN: M&i vién nén bao phlm chifa Nong dd dinh trong huyét tuong sau khi uéng liéu 1 g dat dugc tuong
SPIFAMYCIN wovverrerveersnrerinsrensesssmsssssssssnssssensensnseneee 790,000 LU {ng 1a 1 microgam/ml. Nong dd dinh trong mau sau liéu don co thé
Metronidazol . . 125mg duy tri dugc 4 dén 6 gio. UGng spiramycin khi c6 thifc &n trong da
Ta dugc via du i i | wen nen bau phim day lam giam nhiéu dén sinh kha dung ctia thude. Thire 4n lam giam
(Microcyrstalline ceiluluse 101 tlnh but ngé natn crosscarmellose, khoang 70% nong dd t6i da cua thuGc trong huyét thanh vé lam cho
povidon K30, magnesi stearat, silica colloidal anhydrous 200, opadry thai gian dat dinh cham 2 gid.

Il white, mau do Erythrosin lake, mau do Ponceau lake) + Spiramycin phén b6 réng khdp co thé. Thube dat nong do cao

MO TA SAN PHAM: trong phdi, amidan, phé quan va céc xoang. Spiramycin it tham
- Vién nén tron bao phim mau hdng dam, canh va thanh vién lanh Ian. / nhap vao dich nao tiy. Nong d6 thude trong huyét thanh ¢6 tac dung

CAC DAC TiNH DUQC LY; \~ / kim khudn trong khoang 0,1 - 3,0 microgam/ml va nong d thudc

Cac dac tinh duge lue hoc: trong mé co tac dung diét khudn trong khoang 8 - 64 microgam/ml.
- Spriramyein: Thubc ubng spiramycin ¢ nifa doi phan bo ngén (10,2 = 3,72

+ Spiramycin 1a khang sinh nhém macrolid ¢6 phd khang khudn phat). Thoi gian ban thai trung binh 14 5 - 8 gidr. Thubc thai trif chil
tuong ty phd khang khudn cua erythromycin va clindamyocin. Thubc yéu @ mat. Nong do thubc trong mat 16n gép 15 - 40 1an ndng do
¢ tac dung kim khudn trén vi khudn dang phan chia té bao. O cac trong huyét thanh. Sau 36 gi®' chi co khoang 2% tdng liéu udng tim
nong dg trong huyét thanh, thubc c6 tac dung kim khuan, nhung khi théy frong nudc tidu,

dat néng do & md thube c6 thé dist khuin. Co ché tac dung cua - Metronidazol.

thudc 14 tac dung trén cac tiéu don vi 50S cua ribosom vi khudn va + Metronidazol thuong hép thu nhanh va hoan toan sau khi uéng,
ng:’in can vi khuén téng hop protein. O nhing nai co mire khang dat téi nong do trong huyét tuong khoang 10 microgam/ml khoang
thufic rdt thip, spiramycin c6 tac dung khang cac ching Gram 1 gi¢f sau khi uéng 500 mg. Mai tuong quan tuyén tinh gitta liéu ding
duong, cac ching Coccus nhu Staphylococcus, Preumococcus, va ndng dg trong huyét tuong dién ra trong pham vi liéu tir 200 -
Meningococcus, phan ldn ching Gonococcus, 75% ching 2000 mag. Liéu dung Idp lai ¢t 6 - 8 giy mot an sé gay tich lay thude.
Streptococcus, va Enterococcus. Cac chung Bordetella pertussis, Thai gian ban théi cla metronidazol trong huyét tuong khoang 8 gio
Corynebacteria, Chlamydia, Actinomyces, mdt s6 chung va thé tich phan b xap xi thé tich nudc trong co thé (0,6 - 0,8 lit/ka).
Mycoplasma va Toxoplasma cling nhay cam voi spiramycin. Khoang 10 - 20 % thuéc lién két véi protein huyét tuong. Metronida-
+ Spiramycin khéng c6 tac dung vdi cac vi khudn dudng rudt Gram zol thdm nhép 16t vao cac mé va dich co thé, vao nudc bot va sia
4m. Cing da co6 théng béo vé su dé khang clia vi khudn doi vai me. Néng d¢ diéu trj ciing dat dugc trong dich nao tly.

spiramycin, trong do ¢ ca sy dé khang chéo giita spiramycin, + Metronidazol chuyén héa & gan thanh cac chat chuyén hoa dang
erythromycin va oleandomycin. Tuy nhién, cdc ching khing hydroxy va acid, va thai trir qua nudc tiéu mét phan dudi dang

erythromycin déi lic van con nhay cam vai spiramycin. glucuronid. Céc chét chuyén hoa vin con phén nio tic dung duge Iy.
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+ Thoi gian ban thai trung binh trong huyét tuong khoang 7 gio.
Théi gian ban thai cia chat chuyén hoa hydroxy 12 9,5 - 19,2 gig &
ngudi bénh ¢ chifc ndng than binh thuong. Trén 90% lidu ubng
dugc thai trir qua than trong 24 gid, chi yéu 14 céc chét chuyén hoa
hydroxy (30 - 40%), va dang acid (10 - 22%). Dudi 10% thai trif duai
dang chua chuyén héa. Khoang 14% liéu diing thai trif qua phan.

+ U ngudi bénh bj suy than, thdi gian ban thai cla cht chua chuyén

hoa khong thay doi, nhung thoi gian ban thai ciia chét chuyén hoa

hydroxy kéo dai gap 4 dén 17 1an. Chuyén hoa metronidazol co thé
bi anh hudng nhiéu, khi bi suy gan nang. Metronidazol cd thé loai
khoi co thé co hiéu qua bang thdm tach mau.

CHi BINH:

- Nhiém khudn ring migng cp tinh, man tinh hay t4i phét (4p-xe ring,
viém tay, viém mo té bao quanh xuong ham, viém quanh thén rang,
viém nugu, viém nha chu, viém tuyén mang tai, viém dudi ham).

- Phong ngifa nhiém khudn rang migng sau phau thuét.

LIEU LUDONG VA CACH DUNG:
Liéu hrgng
- Ligu thueing ding:

+ Ngudi Ign: 2 vién/lan, ngay 2 - 3 I&n, trong 5 ngay. Trudng hop

nang (diéu trj tan cdng), liéu c6 thé tang IEn 8 vién/ngay.

+ Tré em:

« Tré em tr 5 - 10 tudi: 1 vién/lan x 2 1an/ngay, trong 5 ngay.
« Tré em tf 10 - 15 tw6i: 1 vién/ldn x 3 lan/ngay, trong 5 ngay.
- Phong ngira nhiém khuén réng miéng sau phdu thuat:

+ Ligu duge tinh theo Iugng metronidazol: 20 - 30 mg

metronidazol/kg chia lam 3 Ian, trong sudt 24 gio trudc khi phdu

thuat.

CHONG CHi DINH:
- Qua mén vdi bat ki thanh phan nao clia thude.

- B&nh nhan c6 tién sir qua man voi erythromycin hodc cac dan chat
nitro — imidazol khdc.

THAN TRONG:
- Theo di cong thifc bach cdu trong truéng hop co tién st roi loan
cdng thirc mau, hodc diéu tri vai lidu cao hodc kéo dai.
- Khéng ding rugu trong thdi gian ding thubc vi gdy hiéu (ng
antabuse: nong bimg mat, nhifc d4u, budn nén, ra md héi,...
- Metronidazol co thé gy bt dong Treponema pallidum tao nén phan
ting duong tinh gid cla nghiém phap Nelson,
- Thén trong khi dung cho nguai ¢o bénh gan vi thude co thé gay dic

an.

33 DUNG CHO PHU NU €0 THAI VA CHO CON BU:
- Metronidazol qua hang rao nhau thai kha nhanh, chua thay cé théng
béo vé viec gy quai thai. Tuy nhién ciing c6 mdt so nghién citu da
théng bao nguy co sinh quai thai tang khi ding thubc vao 3 thing d4u
cua thai ky. Do do khdng nén ding thubic trong thdi gian ddu khi mang
thai, trif khi bat bugc phai dung.
- Metronidazol va spiramycin déu bai tiét vao sita me, nén ngifmg cho
con bi khi ding thude.

Cach duhg
- Ubng thuoc trong bira dn.

TAC DUNG p01 vO1 KHA NANG LAI XE VA UﬁN HANH MAY MOC:
- 0 liéu didu tri, thudc khéng gay anh hudng dén kha nang I4i xe va
van hanh may mac.
TUONG TAC THUOC:
- Spiramycin lam mét téc dung cua thudc ngifa thai khi dung déng
thai.
- Metronidazol lam téng téc dung thubc ubng chéng ddng mau, déc
biét warfarin.
- Metronidazol dung ddng thei vai disulfiram co thé gay ddc trén than
kinh nht loan than, 10 I3n.
- Phenobarbital |am tdng chuyén héa metronidazol nén thai trif nhanh
han.
- Dung metronidazol cho ngudi bénh dang ding lithi sé lam ndng do
lithi huyét thanh tang 1én va gy ddc.
- Metronidazol tang tac dung cla vecuronium la thubc gian co khong
khir cue.
- Duing ddng thoi vai rugu gay hiéu ing antabuse.
TAC DUNG KHONG MONG MUON:
- Thutging gdp: budn nén, nén, rbi loan tiéu hoa, dau da day, co vi kim
loai kho chiu.
- It g&p: mét mai, chay méu cam, dd mo héi, cam giac dé ép nguc,
viém két trang cép, ban da, may day, gidm bach cAu.
- Hiém gap: chong mat, mét diéu hoa, phan ing phan vé, boi nhiém
do dung dai ngay, viém da day than kinh ngoai vi, mét bach cau hat.
- Luu y: nude tiéu co mau nau do do co sit hién dién cla cac sic ta‘.._
tan trong nudc tao ra do sy chuyen hoa cua thude. :
THONG BAO NGAY CHO BAC SI NHUNG TAC DUNG KHONG MONG .
MUON GAP PHAI KHI SU DUNG THUOC
QUA LIEU VA CACH XU TRi:
- Trigu ching qua ligu: buén ndn, nén, mét diéu hoa, co giat, viém day S
thn kinh ngoai bién.
- XUt tri: khéng ca thude diéu tri dac higu. Ngung thue, diéu tri trig
chiing va hé trg.
BAO QUAN:
- Bdo quan ¢ nhigt do dudi 30°C, nai khd, tréanh anh sang.—
QUY CACH BONG GOI:
- Hop 2 vi x 10 vién nén bao phim
HAN DUNG: 36 thang ké tif ngay san xuét

DE XA TAM TAY TRE EM PHAR
0C KY HUONG DAN SU DUNG TRUGC KHI DUNG i

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC ST

KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN ~“*
THUOC NAY CHI SU DUNG THEQ BON BAC ST —

San xuat tai:

CONG TY CO PHAN puge PHAM EUVIPHARM

THANH VIEN TAP DOAN VALEANT

Ap Binh Tién 2, Xa Buc Hoa Ha, Huyén Dirc Hoa, Tinh Long An, Viét Nam
BT: +84 (72) 3779 623 - Fax; +84 (72) 3779 590
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