Rx Thudc nay chi dung theo don thuéc

10.

Spirastad 1.5_M.I.U, .

Tén thuéc

Spirastad 1.5 M.LU

Céac déu hiéu lwu y va khuyén céo khi dl‘.lng thuéc
Dexatamtaytréem Wwuvia T UG

Boc ky huéng dan st dung trwrée khi dung

Thanh phan cong thirc thudc

Thanh phan hoat chat:

Spiramycin. Lisxinalige la.azokuava o songiiegxe. aili: 1.500.000 U
Thanh phan ta duwoc:

Tinh bét tien hd héa, croscarmellose natri, microcrystallin cellulose
(Comprecel 102), hydroxypropy! cellulose-M, colloidal silica’ khan,
magnesi stearat, hypromellose 6 cps, macrogol 6000, talc, titan
dioxyd.

Dang bao ché

Vién nén bao phim.

Vién nén tron, bao phim mau trdng; hai' mat khum, tron.

Chi dinh

Spiramycin dwgc coi la thuée lya chon thtr hai dé diéu tri nhitng

‘trurdng hop nhiém khudn & duong hd hdp, da, va'sinh duc do cac

vi khuén nhay cam (xem muc 14. B&c tinh dwoc lyc hoc).

biéu tri dy phong viém mang ndo do Meningococcus, khi c6 chéng
chi dinh véi rifampicin. ’

Dv phong chirng nhiém Toxoplasma bdm sinh trong thdi ky mang
thai.

Héa dy phong viém thap khép cép tai phat & nguroi bénh di ng voi
penicillin.

Cach dung, liéu dung

Céch dung

Spirastad 1.5 M.L.U duoc dung béng dudng udng. Thic an trong
daday lam giam sinh khé& dung cta spiramycin, nén can udng thuéc
trwée bira &n it nhat 2 glb hoé&c sau bira an 3 glbv

Nguoi bénh dung spiramycin phai theo hét dot didu tri,

Liéu dung

Ngudilén: 1.500.000 - 3:.000.000.1U; 3 lan trong-24 gio.

Tré.nho vatré em: 150.000.1U/kg thé trong/24.gidr; chia lam 3 lan.
Diéu trj dw phong viém mang néo do céc chiing Meningococcus:
Nguoi Ién: 3.000.000 1U, 12 gio> mdt fan.

Tré em: 75.000 1U/kg thé trong, 12 gio mdt 1an, trong 5 ngay:

Dy phong nhiém Toxoplasma bam smh trong thoi ky mang
thai:

' °9.000.000. U/ngay, chia lam nhléLr ian uéng trong 3 tuan, cach 2

tuan lai cho lidu nhic lai.

Dung phdi hop hodc/xen k& v&i phac do dieu tri' pyrimethamin/
sulfonamid c6 thé dat két qua tot hon

Chdng chi dinh

Ngudri ¢6 tign str qua man vei splramycm efythromycm hodc bat ky
thanh phan nao cta thudc.

Canh béo va than trong khi diing thu6c

Nén than trong khi' dung spiramycin’ cho nguwoi c6 'r6i 16an chirc
nang gan, vi'thudc c6'thé gay doc gan.

St dung thudc cho phu nir c6 thai va cho con bt

Phu ni¥ c6 thai

Spiramycin di qua nhau thai, nhung ndng db thudc trong méau thai
nhi th&p hon trong méau ngudi me. Splramycin khOng %éy tai bién
khi duing cho nguoi dang mang thai. Ao
Phu n cho con bu

Spiramycin bai tiét qua stra me v&i ndng do cao. Nén ngirng cho
con bt khi dang dung thudc.

Anh hwéng cuia thude 1én kha nang l4i xe, van hénh méy m6c
Chua biét.

Twong tac, tuong ky ctia thubc :

Twong téc cua thuéc ,,

Dung spiramycin dong thoi v6i thudc u6ng ngua thai sé Iém mét tac
dung phong ngtra thu thai, iot; >
Twong ky-cua thuéc ./ 3

Do khéng c6 cac nghién ciru vé tmh twong ky clia thuéc, khﬁng tron
1&n'thu6c nay véi cac thude khéc.
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14.

Téac dung khéng mong muén cua thudc

Spiramycin hiém khi gay tac dung khéng mong mu6n nghiém trong.
Thuwong gép (1/100 < ADR < 1/10)

Tiéu héa: Budn nén, non, tiéu chay, khé tléu

t gap (1/1000 < ADR < 1/100) *

Toan than: Mét mdi, chdy mau cam, d6 md héi, cam giac de ép
ngurc. Di cadm tam thdi, loan cam, |40 dao, dau,.citng co va khép ndi.
Tiéu héa: Viém két trang cap.

Da: Ban da, ngoai ban, may;day.

Hiém gdp (1/10.000 s ADR < .1./1000) o,

Toan thén: Phan (rng phan ve, bol nhiém do dung dai ngéy thudc
udng spiramycin.

Qua liéu va cach xir tri

Chua c6 kinh nghiém cu thé trong tredng hop qué liu spiramycin.
Piéc tinh dwoe lwe hoc

Nh6ém duwoce ly: Thube khéng khudn tac dung toan than; Cac macrohd
Méa ATC: JO1FAQ2:

Spiramycin Ia ‘khang’sinh_ nhém ‘macrolid c6 phd khang khuén
twong ty phd khang khuén ctia erythromyC|n va clindamycin, Thudc
c6 tac dung kim khuén trén vi khudn dang phan chia 6 bao (’) céac

, ndng dd trong huyét thanh, thudc cé tac dung Kim khuan, nhung khi

15.

16.
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17.2.

17.3.

18.

dat ndng d6 & mo thubc c6 thé diét khudn. Co ché tac dung clia
thudc 1a tac dung trén cac tiéu don vj 50S clia ribosom vi _khuén va
ngan can vi khuén téng hop protein. & nhiing noi ¢ mu'c khéng
thu@c. rat. thap, spiramycin ¢6, tac. dung khéng céc ching Gram
duong; cac ching Coccus nhu Staphylococcus; Pneumococcus,
Meningococcus, phan Ién ching Gonococcus,  75% ching
Streptococcus, va Enterococcus. Cac ching Bordetella: pertussis,
Corynebacteria, Chlamydia, Actinomyces, < 'mtrisé - -ching
Mycoplasma va Toxoplasma cling nhay cam'véi spiramycin.
Spiramycin khéhg cé tac dung v6i cac vi khudn dwdng rudt Gram
am. Ciing da c6 thong bao vé sy dé khang cha vi khudn ddi véi
spiramycin, trong d6 c6 ca sy''khang chéo'gira Spiramycin,
erythromycin va oleandomycin. Tuy nhién, 'c&c ‘chding “khang
erythromycin doi luc van con nhay cam vén spiramycin. -

. Péc tlph dwoc dong hoc

Splramycm duoc hép thu khong hoan toan & duong tiéu héa.

Thudc udng dwrgc hap thu khoang 20 - 50% lieu str dung. Néng do

dinh trong huyét twrong dat dwoc trong vong 2 - 4 gior sau khi ung.

N©ng dd dinh trong huyét twong,sau khiudng liéu 1.g dat duoc la 1

microgam/ml. N8ng dd-dinh trong méu sau lidu don cé thé duy tri

duoc 4 dén 6 gio. Uong spiramycin khi ¢é thirc an trong da day lam

gidm nhiéu dén sinh kha dung cta thuée. Thire &n lam gidm khoang

70% ndng dd tdi da cua thudc trong-huyét thanh va lam cho thoi

gian-dat dinh cham:2 gio.

Spiramycin phanbé réng khdp co thé. Thuéc ‘dat ndng dd cao trong

phd&i, amidan, phé quan va cac xoang. Splramycm it tham nhap vao

dich n&o'tly. Néng do thubc trong huyét thanh cé tac dung kim

khuén trong khoang 0,1 - 3,0 micregam/ml va ndng do thubc trong

mb c6 tac dung diét khuén trong khoéng 8 - 64 microgam/ml. Thuéc

ubng spiramycin c6 nira doi phan b6 ngén'(10,2 + 3,72 phtt). Thoi

gian ban thai trung binh la 5 '8 giv. Thubc thai trir 'chti yéu & mat.

Nong do thudc trong mat 16n gép 15 - 40 lan nbng d6 trong huyét

thanh. Sau 36 gi¢ chi cé khoang 2% t6ng ligu uéng tim thﬁy trong

nuéc tiéu.

Quy céach déng gé6i

Vi 10 vién. Hop 1 vi.

Vi 10 vién: HOp 3.vi.

Piéu kién bao quan, han dt‘mg, tiéu chuin ch&t lwong caa thu6c

Piéu kién bao quan

Bao quan trong bao bi kin, noi khd. Nhiét dé khéng qua 30°C

Han dung'~ ¢

24 thang ké tiragay san Xuét.

Tiéu chuén chét Iuong

TECS.EBLI e
Tén, dia chi clia co' s& san xuét thubc
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