TO HUGNG DAN SUDUNG

SPIRAMYCIN1.5M -BVP

THUO( NAY CHI DUNG THEO DON THUOC.

DEXATAM TAYTRE EM.

DOCKY HUONG DAN SU'DUNG TRUGC KHI DUNG.

THANH PHAN:

- Thanh phan dugc chét: Spiramycin 1.500.000 IU

- Thanh phan ta dugc: Tinh bot ngé, cellulose vi tinh thé 101, croscarmellose natri, povidon
K30, polysorbat 80, talc, magnesi stearat, silic dioxyd dang keo khan, hydroxypropyl
methylcellulose 6¢cPs, polyethylen glycol 6000 va titan d|oxyd

DANG BAO CHE Vién nén bao phim (vién bao phim tron mau tréng, hai mat tron).

CHi DINH DIEU TRI:

Thu6c dugc st dung trong diéu tr cdc bénh nhiém do vi khuan nhay cdm sau:

-Viém hong da xdc dinh do streptococcus tan huyét - B nhom A, ding nhu mot liéu phép thay
thé, nhat la khi khdng st dung dugc khdng sinh nhom béta - lactam.

- Viém xoang cap khi khong dung dugc khang sinh nhom béta - lactam.

- Viém phé quan cdp ¢ bi nhiém.

- Dot cdp cia viém phé quan man tinh.

- Viém phai cng dong & cac ddi tugng:

+ Khéng ¢4 yéu t6 nquy co.

+ Khong ¢ dau hiéu ldm sang nghiém trong.

+ Khong ¢ bang chitng lam sang ggi y do nguyén nhan phé cau khudn.

Trong trudng hgp nghi ngd bénh viém phai khdng dién hinh, macrolid dugc chi dinh bat ké do
nang va cg dia.

- Nhiém triing da lanh tinh: Bénh chdc 16, céc bénh ngoai da gay chdc 1&, bénh chéc loét, nhiém
khudn da - dudi da (dac biét 1a viém quang), bénh héng bi.

- Cac bénh nhiém khudn & miéng.

- Nhiém khuan sinh duc khéong do lau cau.

- Diéu tri dy phong téi phat thap khdp cap khi bi di ting véi khang sinh nhom béta - lactam.

- Diéu tri du phong viém mang nao do Meningococcus, khi chdng chi dinh véi rifampicin:

+ Muyc dich Ia dé diét mam bénh Nesseria meningitidis & mii hong.

+ Spiramycin khdng phai la thudc diéu tri viém mang nao do ndo md cau.

+ Thudc dugc khuyén khich dung du phong cho céc bénh nhan da diéu tri lanh bénh trudc khi
tr6 lai sinh hoat vdi cdng dong va nhiing nquoi da tiép xtc vdi dich tiét hau hong trong vong
10 ngay trudc dé. Can phai xem xét st dung thudc khang khuan thich hgp.

LIEU LUGNG VA CACH DUNG:

Liéu Iu’qng Nguoi ¢ chiic ndng thdn binh thuong:

Néi chung:

- Nguoi I6n: Tir 6.000.000 IU — 9.000.000 IU trong 24 gi6, chia lam 2 dén 3 lan.
Thai gian diéu tri viém hong la 10 ngay.

Du phong viém mang ndo do Meningococcus:

- Ngu®i I6n: 3.000.000 IU mdi 12 gid.

Dung trong 5 ngay.

Ngui suy thdn: Khong can chinh liéu cho ngudi suy than.

Cdch diing: Thudc dung qua dutng uéng véi mot ly nudc.

CHONG CHi DINH:

Ngui bénh c6 tién st qua man cdm véi Spiramycin, Erythromycin.

CANH BAO VA THAN TRONG KHI sU DUNG:

- Phdn ting da nghlem trong bao gom hol chiing Stevens-Johnson, héi chiing Lyell, ngoai ban
mun ma toan than cap (AGPE) da dugc bao cdo véi thudc nay. Bénh nhan can dugc thong bao
vé cdc ddu hiéu va triéu ching cla bénh va theo doi chat ché vé da.

- Su xuat hién clia cac dau hiéu hodc triéu ching cta hoi chiing Stevens-Johnson, hdi ching
Lyell (nhu phat ban tién trién thuong di kem véi bong nudc hodc ton thuong niém mac) hodc
AGEP (phat ban toan than c6 s6t két hgp véi mun mu) phai ngling diéu tri va chdng chi dinh
duing lai spiramycin don chét hodc két hgp du véi bat ky dudng ding nao.

- Thudc khdng bai tiét dudi dang c6 hoat tinh qua thdn nén khong can giam liéu & nguoi suy
than.

- Rét hiém khi c6 bao cdo vé thiéu mau huyét tan & nhing bénh nhan thiéu Glucose-6-phos-
phate dehydrogenase. Do d6, khong khuyén cdo st dung spiramycin cho nhém bénh nhan nay.
Kéo dai khoang QT

Cdc trudng hop kéo dai khodng QT dd dugc bao cdo & nhiing bénh nhan dung khéng sinh
nhém macrolid, bao gom ca spiramycin.

(an than trong trong qua trinh diéu tri bang spiramycin & nhiing bénh nhan ¢ cac yéu té nguy
o da biét vé kéo dai khoang QT nhu:

+ Mt can bang dién gidi chua dugc diéu tri (nhu ha kali huyét, ha magnesi huyét).

+ Hoi chiing QT dai bam sinh.

+ (6 cac bénh Iy vé tim (nhu suy tim, nhdi mau co tim, nhip tim cham).

+ Diéu tri két hgp véi cac thudc dugc biét la lam kéo dai khoang QT (nhu thudc chdng loan nhip
nhém IA va nhom IlI, thudc chdng tram cdm 3 vong, mot s6 loai thudc khang sinh, mot s6 loai
thudc chdng loan than).

-+ Nquoi cao tudi, tré sa sinh va phu nit ¢6 thé nhay cdm hon vdi viéc kéo dai khoang QT.
TRUGNG HOP CO THAI VA CHO CON BU:

- Phu ni ¢6 thai:

(6 thé dugc xem xét dung spiramycin trong lic mang thai néu can thiét. That vay, cho dén nay
viéc str dung rong rai spiramycin trong khi mang thai khong thdy 6 tac dung gay di tat hodc
ddc hai thai nhi.

- Phu nit cho con ba:

Splramycm bai tiét nhiéu U trong sita me. Rdi loan tiéu hoa da dugc bao cdo 6 tré sg sinh. Do d6,
khong nén cho con bt néu dang diing thudc nay.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

- Chua c6 56 liéu béo cdo vé anh hudng clia thudc Ién kha nang lai xe hodc van hanh may méc.

TUONGTAC, TUONG KY VG1 CACTHUOC KHAC VA CAC DANG TUONG TAC KHAC:

Than trong khi két hgp:

+ Cac thudc gay xoan dinh: Thudc chdng loan nhip nhdm IA (quinidine, hydroquinidine, disopyra-
mide), thudc chdng loan nhip nhém Il (amiodarone, sotalol, dofetilide, ibutilide), sultopride
(thu6c an than benzamide).Céc chat gay xoan dinh khdc, (cac arsenic, bepridil, cisapride,
diphemanil, dolasetron IV, erythromycin 1V, levofloxacin, mizolastine, moxifloxacin, prucalopride,
toremifene, vincamine IV).

(6 nguy co cao gay loan nhip that, dac biét la xodn dinh.

+ Levodopa

Khi két hgp vdi carbidopa: Thudc tc ché sy hdp thu carbidopa lam giam nong d6 levodopa
trong huyét tueng. Khi can duing két hgp can theo doi 1am sang va diéu chinh liéu levodopa
néu can.

Van dé ddc biét vé mat can bang INR:

Nhiéu truong hgp tang tac dung cia thudc chéng dong duong udng da dugc bao cdo & cac bénh
nhan dung thudc khdng sinh. Trong bdi canh nhiém triing hodc viém ndng, tudi tic va téng trang
cta bénh nhan dugc xem la céc yéu t6 nguy co. Trong nhiing trudng hgp nay, khi cé xudt hién sy
mat can bang INR ¢ vé khé phan biét 1a do bénh Iy truyén nhiém hay do cach diéu tri. Tuy nhién,
mgt s6 nhom thudc khang sinh ¢6 lién quan nhiéu hon, bao gom cac fluoroquinolon, céc macrolid,
cac cyclin, cotrimoxazol va mot sd cephalosporin.

TAC DUNG KHONG MONG MUGN:

(ac tac dung phu sap xép theo phan loai va tan suat dugc liét ké trong bang sau:

Thuong gip itgap Hiém gap

. e a Rt hiém gap
Phan loai riloan | (- 1/100- < 1/10) |(= 1/1000- < 1/100) | (= 1/10000- < 1/1000)

(<1/10000) | Tansudtchuard
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THONG BAO NGAY CHO BAC STHOAC DUGC STNHUNG PHAN (NG CO HAI GAP PHAI KHI SU DUNG THUGC

QUA LIEU VA CACH XU TRI:

Chua xac dinh dugc liéu doc doi véi spiramycin. Cac triéu chiing qud liéu gom rdi loan tiéu héa nhu
budn ndn, ndn mira, tiéu chay. Cac trudng hgp kéo dai khoang QT khéi dan khi ngung diéu tri da
gdp 6 tré so sinh dugc diéu tri bang liéu cao spiramycin va & nhiing ngudi cé nguy co kéo dai

khodng QT sau khi diing dugng tiém tinh mach. Trong trutng hop qua liéu nén lam dién tam

do dé do khodng QT, nhat la khi c6 céc yéu t6 nguy o khac {ha kali mdu, kéo dai khoang QT

bam sinh, két hop véi cdc thudc gay kéo dai khoang QT va / hodc gay xodn dinh).

Khong 6 thudc gidi doc déc hiéu, trong trutng hop qua liéu, bénh nhan can duoc diéu tri triéu

chiing va diéu tri ho trg.

DACTINH DUQC LUC HOC:

Nhém dugc Iy: Thudc khang khudn ding dugng toan than. Ma ATC: JOTFA02.

Spiramycin la khang sinh nhom Macrolid chiét xudt tir Streptomyces ambofaciens ¢6 phé

khéng khuan tuong ty ' phd khéng khudn clia Erythromycin va Clindamycin. Thudc ¢4 téc dung

kim khuan trén vi khuan dang phan chia té bao. 0 céc néng dd trong huyét thanh, thudc ¢6 tac

dung kim khuan, nhung khi dat néng do & mo thudc co thé diét khuan. Co ché tac dung cda

thuoc la téc dung trén cic tiéu don vi 50 S clia ribosom ctia vi khuan va ngan ngira vi khuan

tong hgp protein.

0 nhiing noi ¢6 mitc khang khudn rét thap Spiramycin 6 tic dung khéng cic ching Gram

duong, cac ching Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan I6n

chling Gonococcus, 75% chiing Streptococcus va Enterococcus. Gac ching Bordetella pertussis,

Corynebacteria, Chlamydla Actinomyces, mot s0 ching Mycoplasma va Toxoplasma ciing

nhay cam véi Spiramycin. Tuy nhién tac dung ban dau ndy da bi suy giam do st dung

Erythromycin lan tran khong diing cach.

Spiramycin khong c6 tac dung véi cac vi khudn dudng rudt Gram am. Ciing da c6 thong béo vé

su dé khang cta vi khudn ddi vdi Spiramycin, trong d6 ¢6 ca su dé khang chéo giiia Spiramycin,

Erythromycm va Oleandomycin. Tuy nhién cac ching vi khuan khang Erythromycin doi ltc van

con nhay cdm véi Spiramycin.

DACTINH DUGC DONG HOC:

Hap thu

Spiramycin dugc hap thu nhanh chéng, nhung khéng hoan toan. Thudc khong bi anh hudng

béi thic an.

Phan bo

Sau khi u6ng liéu spiramycin 6 triéu IU, ndng do dinh trong huyét tuang la 3,3 pg/ml. Thai gian

bén théi khoang 8 gig.

Spiramycin khong di qua dich ndo tily. Thuéc di vao siia me. Gan két protein huyét tuong thdp

(10%). Thudc khuéch tén rat t6t qua nugc bot va céc mé (phi: 20 - 60 Hg/g, amidan: 20 - 80 ug/g,

cdcxoang binhiém: 75 - 110 pg/g, xuiang: 5 - 100 pug /g). Thudc van con nam trong ty, gan va than

tir5 dén 7 pg/q sau khi ngung diéu tri 10 ngay.

(ackhang sinh Macrolid tham nhap va tich tu trong cac thuc bao (bach cdu danhéantrung tinh,

bach cau don nhan, dai thuc bao mang bung va phé nang) Néng do thudc trong thuc bao la

(ao g ngudi. Nhiing tinh chat nay giai thich duoc tac dung cla cic macrolid di véi cac vi khuan

ndi bao.

Chuyén héa

Spiramycin dugc chuyén héa & gan, tao thanh cac chdt chuyén héa chua rd vé mét hoa hoc

nhung ¢6 hoat tinh.

Dao théi )

Thudc dugc théi trif qua nudc tiéu khodng 10% liéu udng. Thai trif qua mét rét nhiéu nong do

cao hon nong do trong huyét thanh tir 15 dén 40 lan. Thudc hién dién véi s6 lugng nhiéu

trong phan.

QUI CACH DONG GOI: Hop 2 (vi nhom — PVC) x 8 vién.

BAO QUAN: Noi nhiét do khdng qua 30°C, tranh dnh sang.

HAN DUNG: 36 thang k& tir ngay sn xuat.

TIEU CHUAN: TCCS

NHA Sf\N XUAT: CONG TY TNHH DUGC PHAM BV PHARMA
S6 18, Dudng Lé Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Ca Chi, Thanh Phé Ho Chi Minh, Viét Nam.
Moi thdc mdc va thng tin chi tiét, xin lién hé G dién thoai: 02822538854
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