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© Thuéc nay chiduing theo don thuéc.

e Docky huéng dan sirdung truéckhidung.

ePéxatamtaytréem.

o T& huéng dan st dung néu tém tét cac théng tin quan
trong ctia thudc. Néu can thém théng tin, xin héi y kién
bacsyhoacduocsy.

THANH PHAN CONG THUC THUGC: M3i vién nén bao phim
chua:

Thanh phan dugc chat: Spiramycin ...3.000.0001U
Thanh phan ta dugc: Starch 1500, Natri croscarmellose,
Magnesi stearat, Colloidal silicon dioxid A200, Eudragit E100,
Polyethylen glycol 6000, Talc, Titan dioxid.

DANG BAO CHE: Vién nén bao phim.

Mé ta dac diém bén ngoai ctia thudc: Vién nén bao phim mau
trdng, hinh tron det, c6 khac chit DORO va s 3 trén cing mot
mat vién, nhan thudc bén trong mau trdng nga, canh va thanh
viénlanhlan.

CHiDINH:

- Nhiém khuén & dudng hé hap, da va sinh duc do cac vi khudn
nhay cam.

- Diéu tri du phong viém mang ndo do Meningococcus, khi cé
chéng chidinh véi rifampicin.

- Dy phong ching nhiém Toxoplasma bdm sinh trong thai ky
mang thai.

- Héa du phong viém thap khdp cép téi phat & ngusi bénh di
ng vdi penicillin.

LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thuéc ding liéu lugng trong don thuéc.
-Nguil6n:3.000.0001U, 3 1an/24 gid.

-Tré em trén 6 tudi: 150.000 IU/kg thé trong/24 gid, chia lam 3
lan.

-Diéu tri du phong viém mang nao do cac chiing Meningococcus:
+Ngudilén: 3.000.0001U, 2 1an/ngay.

+Tré em trén 6 tudi: 75.000 1U/kg thé trong, 2 1dn/ngay, trong 5
ngay.

- Du phong nhiém Toxoplasma bam sinh trong thai ky mang
thai: 9.000.000 IU/ngay, chia lam nhiéu lan uéng trong 3 tuén,
cach2tuan choliéunhaclai.

Cachdung:

- Dung uéng, udng thudc trudc bira an it nhat 2 gi hodc sau
biia an 3 gi'va phaitheo hét dot diéu tri.

-Trudng hgp quén uéng mot liéu dung: Hay uéng ngay khinhé
ra. Néu thoi gian gan vdi 1an dung thudc tiép theo, bo qua liéu
da quén va hay dung liéu tiép theo vao thai gian thudng lé.
Khéng dung liéu gap déi dé bu vao liéu da quén.

-Trudng hgp uéng qué nhiéu vién thudc: Hay gap ngay bac sy
hoac téi khoa Hoi stfc - Cap ciiu clia bénh vién gan nhat.
CHONG CHiDINH:

- Ngui ¢ tién str qua man vai spiramycin, macrolid hay bat ky
thanh phan khéc ctia thuéc.

-Thuéc nay khéng thich hgp dung cho tré em dudi 6 tudi.
CANHBAOVATHANTRONG KHIDUNGTHUOC:

-Strdung than trong khi duing spiramycin cho ngudi c6 réiloan
chiicnang gan, vithudc co thé gay ddc véigan.

- Than trong cho ngudi bi bénh tim, loan nhip (bao gém ca
ngudi c6 khuynh huéng kéo dai khoang QT). Khi bat dau diéu
tri néu thdy phat hong ban toan than cé sét, phai ngling thudc
vi nghi bi bénh mun md ngoai ban cdp. Trudng hgp nay phai
chdéng chidinh dung spiramycin.

-Trudng hgp rat hiém gdp cda thi€u mau tan huyét da dugc bao
cdo & nhing bénh nhan thiéu hut glucose-6-phosphat-
dehydrogenase. Khong nén st dung spiramycin cho nhiing
bénhnhan nay.

Sitdung thudc cho phu nitcé thaivacho conbu:

- Thoi ky mang thai: Spiramycin di qua nhau thai, nhung néng
dd thudc trong mau thai nhi thap hon trong mau ngudi me.
Spiramycin khong gay tai bién khi dung cho ngudi dang mang
thai.

- Théi ky cho con bu: Spiramycin bai tiét qua sita me véi néng
d6 cao.Nén ngiing cho con bu khidang dung thuéc.

Anh huéng ctia thuéc 1én kha nang lai xe, van hanh may
méc:

Chua c6 béng chiing vé &nh hudng clia thuéc 1én kha nang lai
xe, van hanhmay moéc.

TUONGTAC, TUGNGKY CUATHUGC:

Tuong tacchathudc:

- Dung spiramycin déng thdi véi thudc udng ngtra thai sé lam
mattacdung phong ngtia thu thai.

-N6ng do levodopa trong huyét tuong gidm da dugc bao cdo
khidung spiramycin cing véilevodopa.

- Mét bdo cdo xoan dinh & bénh nhan c6 hoi chiing QT kéo dai
bam sinh khi diéu trj v6i spiramycin va mequitazin. Vi vy, can
than trong khistrdung cac thuéc nay.

Tuongky ctiathuéc:

Do khéng 6 cac nghién cudu vé tinh tuong ky ctia thuéc dung
dusng udng, khong tron lan thuée nay véi cac thuéc khac.
TACDUNG KHONG MONG MUON CUATHUOC:

Spiramycin hiém khi gay téc dung khéng mong muén nghiém
trong.
Bang tém tat cac phan ing khéng mong muén:

Cacco | Tan suat (*) [ Cac phan ing khéng mong muén
quan
Tiéuhda | Thuong gdp | Bubénnén, ndn, tiéu chay, kho tiéu.

ftgdp | Viémkéttrangcap.

Mét moi, chdy méau cam, d6 mé héi,
camgiacde ép nguc.

Toanthan|  ftgdp

Hiém gdip | Phan (ing phéan vé, béi nhiém do duing
dai ngay thudc udng spiramycin.
Da ltgdp Banda, ngoai ban, may day.

(*) Tan sudt tac dung khéng mong muén dugc dinh nghia nhu
sau: Rat thudng gdp (ADR > 1/10), thudng gédp (1/100 < ADR <
1/10), it gap (1/1000 < ADR < 1/100), hi€ém gép (1/10000 < ADR
< 1/1000), rat hiém gdp (ADR < 1/10000), khong ré (khéng
dugc udctinh tirditliéu cé san).

QUALIEUVA CACH XU TRi:

Triéu chiing va bi€u hién khi strdung thuéc qua liéu:

Chua biét liéu spiramycin gay doc. Khi dung liéu cao, c6 thé gay
r6i loan tiéu hoa: Budn ndn, nén, tiéu chay. C6 thé gap khodng
QT kéo dai, hét dan khingiing diéu tri (da gap & tré sosinh dung
liéu cao hodc & nguai I6n tiém tinh mach c6 nguy co kéo dai
khoangQT).

Cachxutrikhidung thuéc qualiéu:

-Trong trudng hgp qua liéu, nén lam dién tam d6 dé do khoang
QT, nhat la khi cé kém theo cac nguy ca khac (gidm kali huyét,
khoang QTc kéo dai bam sinh, két hgp dung cac thudc kéo dai
khodng QT va/hodc gay xoén dinh). Khéng c6 thudc giai doc.
Diéutritriéuching.

-Tich cuctheo déi dé c6 bién phap xUrtrikip thai.
PACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém macrolid.

MaATC:JO1FA02.

- La khang sinh nhém macrolid c6 phé khang khudn tuang tu
phd khang khuén cua erythromycin va clindamycin. Thudc c6
tac dung kim khuan trén vi khuan dang phan chia té bao. & cac
néng do trong huyét thanh, thuéc cé tac dung kim khuén,
nhung khidatnéng d6 mo thudc cé thé diétkhuan.

- Cochétac dung cta thudc la tdc dung trén cac tiéu don vi 505
cliaribosom vikhuan va ngdn can vikhuan téng hgp protein.

- 3 nhiing nai c6 mic khang thudc rat thap, spiramycin c6 tac

dung khang cac ching Gram duong, cac ching Coccus nhu
Staphylococcus, Pneumococcus, Meningococcus, phéan 16n
chiing Gonococcus, 75 % chiing Streptococcus va Enterococcus.
Céc ching Bordetella pertussis, Corynebacteria, Chlamydia,
Actinomyces, mét s6 chiing Mycoplasma va Toxoplasma ciing
nhay cam vai spiramycin.

- Spiramycin khéng c6 tac dung véi cac vi khudn dusng ruét
Gram am. Da c6 thong béo vé su dé khang ctia vi khuan déi vai
spiramycin, trong d6 cé ca su khang chéo gilta spiramycin,
erythromycin va oleandomycin. Tuy nhién cac ching khang
erythromycin déi liic van con nhay cdm vdi spiramycin.
DACTINHDUGCDONGHOC:

- Spiramycin dugc hap thu khéng hoan toan & dudng tiéu hoa.
Thuéc udng dugc hap thu khoang 20 - 50 % liéu st dung. Néng
d6 dinh trong huyét tuong dat dugc trong vong 2 - 4 gid sau khi
udng.Néng do dinh trong huyét tuong sau khiuéngliéu 1 g dat
dugc la 1 microgam/ml. Néng dé dinh trong mau sau liéu don
c6 thé duy tri dugc 4 dén 6 gid. USng spiramycin khi c6 thic an
trong da day lam gidm nhiéu dén sinh kha dung cta thuéc.
Thic an lam gidm khoadng 70 % néng do t6i da cua thudc trong
huyét thanhvalam cho thai gian dat dinh cham 2 gio.

- Spiramycin phan bé rong khap co thé. Thuéc dat ndng dé cao
trong phéi, amidan, phé& quén va cac xoang. Spiramycin it tham
nhap vao dich ndo tly. Néng dé thudc trong huyét thanh c6 tac
dung kim khuan trong khoang 0,1 - 3,0 microgam/ml va néng
d6 thudc trong mé cé tac dung diét khun trong khodng 8 - 64
microgam/ml.Thuéc uéng spiramycin c6 thi gian ban phan bé
ngén (10,2 + 3,72 phat). Thai gian ban thaitrung binh 1a 5 - 8 gid.
Thudc thai trircht yéu & mat. Nong do thudc trong mat 16n gap
15-4014n néng dé trong huyét thanh. Sau 36 gid chi cé khodng
2%t6ngliéu udng tim thdy trong nudc tiéu.

QUY CACHPONGGOI:

Hop 2vix5vién, hop 10vix5vién.

Chai 100 vién, chai 150 vién.

DIEU KIEN BAO QUAN:

Bao quan &: Noikhd, nhiét d6 dudi 30 °C, tranh dnh sang.

Bao quan trong bao bi géc cliathudc.

HAN DUNG: 48 thang ké tir ngay san xuét. Khéng duing thudc
qué hanstrdung daghitrénnhan.

TIEU CHUAN CHAT LUQNG:TCCS.

CO'S& SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y TE

DOMESCO

Dia chi: S6 346 dudng Nguyén Hué, Phudng My

Phu, Thanh phé Cao Lanh, Tinh Dong Théap
DOMESCO  Pién thoai: 1800.969.660
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