Ry o
POROPYCIN“750.000 1u

o Thudc nay chidung theo don thuéc.

e Docky huéng dan sirdung truéckhidung.

ePéxatamtaytréem.

© T& huéng déan st dung néu tom tit cac théng tin quan trong
ctia thudc. Néu can thém théng tin, xin héi y kién bac sy hoac
duocsy.

THANH PHAN CONG THUCTHUOC: Mbi g6i 3 g chifa:

Thanh phan dugc chat: Spiramycin .......eeeeeeeeeenes 750.0001U

Thanh phan ta dugc: Povidon K30, Dudng tréng, Bot mui dau,

Colloidalssilicon dioxid A200.

DANG BAO CHE: Thudc c6m pha hén dich uéng.

Mé ta dac diém bén ngoai cia thudc: Thudc c6m dang hat

nho, khé tai, mau tréng nga, déng nhat, cé6 mui thom, vi ngot

haidang.

CHIDINH:

- Spiramycin diéu tri nhiing trudng hgp nhiém khuén & dudng

hé hdp, da va sinh duc do cac vikhudn nhay cdm (trong trudng

hgp khong dung dugc betalactam).

- Diéu tri du phong viém mang néo do Meningococcus, khi cé

chéng chidinh véirifampicin.

- Du phong chiing nhiém Toxoplasma bam sinh trong thai ky

mang thai.

- Dy phong tai phét thap khdp cap & ngudi bénh di tng véi

penicillin.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc dingliéulugng trong don thudc.

- Ngudi Ién: 6.000.000 IU - 9.000.000 IU (8 - 12 g6i), chia 2 - 3

1an/ngay. Li€u cé thé 1&n t6i 15.000.000 1U/ngay (20 goi/ngay),

chialam nhiéulan, d8i véinhiém khudn nang.

-Tréem: 150.000 1U/kg thé trong/24 gid;, chialam 3 lan.

-Duphong viém mang ndodo ndo mé cau:

+Ngudilén: 3.000.0001U (4 g6i)/12 gib,trong 5ngay.

+Tréem:75.0001U/kg/12 gig, trong 5 ngay.

- Du phong nhiém Toxoplasma bam sinh trong thai ky mang thai:

+ Néu nhiém Toxop/asma trong khi mang thai, su lay nhiém

qua nhau thai cé thé dan téibénh nguy hiém cho bao thai. Phai

haiy kién chuyén gia vé cach xtr tri. Spiramycin cé thé lam giam

nguy cd lay truyén tir me sang con. Khi cé bang ching nhiém &

nhau thai hodc bao thai, ding pyrimethamin véi sulfadiazin va

acid folinic & giai doan sau ba thang dau cla thai ky.

+Tré 5o sinh khong c6 ddu hiéu nhiém nhung sinh ra ti nguai

me da nhiém Toxoplasma thi spiramycin dugc cho tré dung

trong khi chd két quéa xét nghiém. Néu tré dugc xac dinh la

nhiém Toxoplasma cho dung pyrimethamin vdéi sulfadiazin

trong 12 thang kéthgp vdi acid folinic.

Cachdung:

- Liéu lugng va hoat lyc ctia spiramycin dugc biéu thj bang don

viqudcté (dvat) hodcmg.

-1 mg spiramycin tuong duong véi khoang 3.000 dvqt.

- Spiramycin dung dudng udng, thic &n trong da day lam gidm

sinh kha dung clia spiramycin, nén can cho uéng thuéc trudc biia

an itnhat 2 gi hodc sau bira &n 3 gidy va phai theo hét dot diéu tri.

-Strdung ngay sau khi pha.
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- Trudng hop quén uéng mat liéu dung: Hay udng ngay khi
nhéra. Néu thai gian gan véi lan diing thudc tiép theo, bd qua
liéuda quénva hay diing liéu tiép theo vao thoigian thudng lé.
Khéng dung liéu g&p doi dé bu vao liéu da quén.

-Trudng hgp uéng quéd nhiéu thuéc: Hay gdp ngay bac sy hodc
t&i khoa Héi stic - Cap ctu clia bénh vién gan nhat.

CHONG CHiDINH:

Ngudi cé tién st qua man vdi spiramycin hodc véi cac khang
sinh khacnhém macrolid hay bat ky thanh phan nao ctiathuée.
CANHBAOVATHANTRONG KHIDUNGTHUGC:

-Than trong khi duing spiramycin cho ngudi ¢6 réi loan chiic nang
gan, vi thuéc c6 thé gay doc véi gan.

- Than trong cho ngudi bj bénh tim, loan nhip (bao gém ca
ngudi cé khuynh hudng kéo dai khoang QT). Khi bat dau diéu
tri néu thay phat héng ban toan than cé sét, phai ngiing thudc
vi nghi bi bénh mun md ngoai ban cap. Trudng hgp nay phai
chéng chidinh dung lai spiramycin.

- Bénh nhan khong dung nap fructose di truyén, kém hap thu
glucose-galactose hay thiéu hut enzym sucrase-isomaltase
khéng nén strdung thudc nay.

Sitdung thudc cho phu nit 6 thaivacho conbu:

-Th&i ky mang thai: Spiramycin di qua nhau thai, nhung néng
d6 thudc trong mau thai nhi thap hon trong mau ngusi me.
Macdu khong c6 cacbang ching vé ngo doc thaiva quai thai,
do chua cé cac nghién ciu théa dang va dugc kiémtrachitché
vé dung spiramycin cho ngudi mang thai hoac khi sinh dé, nén
khong dung spiramycin cho ngudi mang thai, trir khi khong
conliéu phap nao thay thé va phai theo ddithat can than.
-Th&i ky cho con bi: Spiramycin bai tiét qua sita me véi néng
d6 cao. Thuéc can dung than trong cho phu nit cho con bu.
Nén ngting cho con bt khidang dung thudc.

Anh huéng ciia thuéc 1én kha ning lai xe, van hanh may moc:
Thuéc c6 thé gay chéng mat, dau dau. Vivay, nén sirdung than
trong cho ngudi lai xe, van hanh may moc, lam viéc trén cao va
cactrudng hgp khac.

TUONGTAC, TUONG KY CUATHUOC:

Tuongtacchathudc:

- Dung spiramycin déng thai véi thudc udng ngura thai sé lam
mattacdung phong ngua thuthai.

- Spiramycin lam gidm néng dé cta levodopa trong mau néu
dung déng thoi.

- Spiramycin it hodc khéng anh hudng dén hé enzym cytochrom
P.., & gan; vi vay so vai erythromycin, spiramycin it cé tuong tac
han véi cac thudc dugc chuyén héa bai hé enzym nay.

- Mét bdo cdo xoén dinh & bénh nhan cé héi ching QT kéo dai
bam sinh khi diéu tri vi splramycm va mequitazin. Vi vay, can
than trong khi strdung cac thuéc nay.

Tuong ky ctia thuéc:

Do khong €6 cac nghién ctru vé tinh tuong ky clia thudc dung
dudng uéng, khongtron 1an thuoc nay vi cacthuoc khac.
TACDUNG KHONG MONG MUON CUATHUGC:

Spiramycin hiém khigay ADRnghiém trong.

Bang tém tit cac phan ing khéng mong muén:

Cacco | Tan suat (¥) Cac phan iing khéng
quan mong muén

Tiéuhda | Thuong gdp [Budnnén,ndn,tiéuchay, khotiéu.

ftgdp Viém kéttrang cap.

Théan Thuding gdp |Chéng mat, dau dau, dicdmthoang
kinh qua.

Toan It gdp Mét moi, chdy mau cam, d6 mé héi,
than cam giacde ép nguc.
Hiém gdp  |Phan ting phan v&, boi nhiém do diing
dai ngay thudc uéng spiramycin.
Da ltgdp Banda, ngoai ban, may day.
Hiém gdp |PhuQuincke, s6c phanvé.

Rdt hiém gdp |Hoi chiing ngoai ban mun md toan
thancaptinh.

Tim Hiém gdp |KéodaikhoangQT.

Gan Rdt hiém gdp | Xét nghiém chtic ndng gan bt thudng.
Khéngré |Tangmengan,viémgan i'mat.

Mau Rdt hiém gdp | Thi€u mautan huyét.

(*) Tan suét tac dung khéng mong muén dugc dinh nghia nhu
sau: Rat thuong gap (ADR = 1/10), thudng gap (1/100 < ADR <
1/10),itgap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR
<1/1000),rat hiém gép (ADR < 1/10000),khéng rd (khong dugc
uGctinhtirdirliéuco san).

QUALIEUVA CACH XU TRi:

Triéu chiing vabiéu hiénkhistirdung thuécqualiéu:

Chua biét liéu spiramycin gdy doc. Khidung liéu cao, c6 thé gay
r6iloan tiéu héa: Buén nén, nén, tiéu chay. C6 thé gap khoang
QT kéo dai, hét dan khi nging diéu tri (da gap & tré so sinh
dung liéu cao hodc & ngudi I6n tiém tinh mach ¢ nguy ca kéo
daikhoang QT).

Cachxutrikhidung thuéc qualiéu:

Trong trudng hop qua liéu, nén lam dién tam d6 dé do khoang
QT, nhét la khi c6 kém theo cac nguy co khac (gidm kali huyét,
khoang QTc kéo dai bdm sinh, két hgp dung cac thudc kéo dai
khoang QT va/hodc gay xodn dinh). Khéng cé thudc giai doc.
Diéutritriéu ching.

DPACTINHDUGCLUCHOC:

Nhém dugcly:Khéng sinh nhém macrolid.

MaATC:JO1FA02.

N6ng do ngudng phén biét cac chling nhay cdm tir cac chiing
nhay cadm trung gian va sau d6 la tir cac ching dé khang: S < 1
mg/lvaR>4mg/l.

Ty 1é dé khang c6 thé khac nhau vé mt dia Iy va thoi gian 6 mot
56 loai. Do d6 thong tin vé ty |é dé khang & dia phuong la can
thiét, dac biét a khi diéu trj cac bénh nhiém khudn nghiém trong.
Nhimg dt liéu nay chi cung cdp mét dinh hudng vé kha ning
nhay cdm clia mét chiing vi khudn véi khang sinh nay.

*Cac chiing nhay cdm:

-Vikhuan Gram duong hiéu khi: Bacillus cereus, Corynebacterium
diphtheriae, Enterococci (50 - 70 %), Rhodococcus equi, Staphylococcus
methi-S, Staphylococcus methi-R, Streptococcus B, nhém vi
khuan khdac (trir Streptococcus), Streptococcus pneumoniae,
Streptococcus pyogenes.

-Vikhuan Gram am hiéu khi: Bordetella pertussis, Branhamella
catarrhalis, Campylobacter, Legionella, Moraxella.

- Vi khuan ky khi: Actinomyces, Bacteroides, Eubacterium, Mobiluncus,
Peptostreptococcus, Porphyromonas, Prevotella, Propionibacterium
acnes.
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-Vi khuén khac: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospira,
Mycoplasmapneumoniae, Treponema pallidum.

*Cacching nhay cdm viia (nhay cdm trung gian invitro):
-Vikhu&n Gram am hiéu khi: Neisseria gonorrhoeae.

-Vikhuan ky khi: Clostridium perfringens.

-Vikhuén khac: Ureaplasmaurealyticum.
*Cacchingkhangthuéc:

- Vi khuén Gram duong hiéu khi: Corynebacterium jeikeium,
Nocardia asteroides.

-Vikhu&n Gram am hiéu khi: Acinetobacter, Enterobacteriaceae,
Haemophilus, Pseudomonas.

-Vikhudn ky khi: Fusobacterium.

-Vikhuan khéc: Mycoplasma hominis.

*Spiramycin cé hoat tinh in vitro va in vivo trén Toxoplasma gondii.
*Ti1& dé khang vai methicillin 1a khodng 30 - 50 % & tat ca cac
chaing Staphylococcivaxay rachtyéu bénh vién.
DPACTINHDUGCPONGHOC:

- Hap thu: Spiramycin hap thu khéng hoan toan tir dudng tiéu
hoa va bj gidm khi dung cung thirc an. Liéu udng dugc hap thu
khodng 20 - 50 %. Thiic an lam gidm khoéng 70 % néng do t&i
da clia thudc trong huyét thanh va lam cho thai gian dat dinh
cham 2 gidso véiudng luc doi.

- Phéan bé: Sau khi uéng 6 M.LU spiramycin, néng dé dinh huyét
tuong la 3,3 microgam/ml sau 1,5 - 3 gi&. Thudc gan vao protein
huyét tuong dao déng tir 10 - 28 %. Thai gian ban thai khoang 5
-8gid. Néu cach 8 gid cho 1liéu 1,5 M.LU, trang thai 6n dinh dat
dugc vao cudingay thit hai.Néng do dinh (C,,,): 3 microgam/ml;
C‘,ngh (néng do day): Khoang 0,5 microgam/ml. Thuéc phéan bé
réng rai vao cac mé (phdi: 20 — 60 microgam/g; amidan: 20 - 80
microgam/g; viém xoang: 75 - 110 microgam/g; xuong: 5 -100
microgam/g). ThuSc dat néng dé cao trong phéi, amidan, phé
quan va cac xoang. Thuéc khdéng qua hang rao mau - nao,
nhung qua nhau thai va vao sita me. 10 ngay sau khi ngting diéu
tri con thay trong lach, gan va than khoadng 5 - 7 microgam/g
thudc con hoat tinh. Khang sinh macrolid xam nhap va tich Iy
trong céc thuc bao (bach cu da nhan trung tinh, bach cau don
nhan, dai thyc bao mang bung, phéi). Néng dé trong thuc bao
cao & ngudi. Tinh chét nay gidi thich dugc tac dung cla cac
macrolid d6i véi cac vi khudn noi bao.

- Chuyén héa: Spiramycin chuyén héa & gan thanh cac chat
chuyén hoéacéhoattinh.

-Thai trir: Phan I6n thai trir qua mat va khoang 10 % vao nudc
tiéu. Spiramycin ciing thaitrir 1 phan vao phan.

QUY CACHPONG GOI:

HOp20g6ix3g,hop60gsix3g.

DIEU KIEN BAO QUAN:

Bao quan &: Noikho, nhiét d6 duai 30 °C, tranh dnh sang.

Bao quan trong bao bigéc cliathudc.

HAN DUNG: 48 thang ké ti ngay san xuat. Khong dung thuéc
qud hansirdung da ghitrénnhan.

TIEU CHUAN CHAT LUGNG:TCCS.

CO SG SAN XUAT:

CONG TY C6 PHAN XUAT NHAP KHAU Y TE
DOMESCO

Dia chi: S6 346 dudng Nguyén Hug, Phudng My
Phi, Thanh phé Cao Lanh, Tinh Déng Thap

DOMESCO  Piénthoai: 1800.969.660




