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HUONG DAN SU DUNG THUOC CHO NGUOI BENH
SPIRAMYCIN 1,5 M.IU

Thubc bén theo don.
Dé xa tam tay tré em.
Poc ki hwémg din sir dung truée khi ding.
Khong ding thudc khi di qua han dung ghi trén nhin.
Théng bdo ngay cho bic s§ hoiic dwge sy nhitng tic dung khéng mong muén gip phai
khi sir dung thude.
1/ Thanh phin, him lwong ctia thude: Cong thirc cho 1 vién nén bao phim:
Hoat chét: Spiramycin 1,5 M.IU
Téa dugc: Tinh bt mi, Crosscarmellose sodium, Natri starch glycolate, Bot Talc, Magnesi
stearat, Colloidal silicon dioxide, Hydroxypropyl methyl cellulose, Titan dioxyd. Macrogol
6000 vira du 1 vién.
2/ MBb ta: Vién nén bao phim mau tring nga, hinh tru det hai mit 16i, mét vién nhin.
3/ Quy cich dong géi: Hop 2 vi x 8 vién nén bao phim.
4/ Thube dung cho bénh gi:
- Spiramycin dugc coi 1a thude Iya chon thit hai dé diéu tri nhimg truomg hop nhiém khuan
& dudng ho hip, da va sinh duc do céc vi khudn nhay cam: cdc chung gram duong, cac

ching Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan 1on ching
Gonococcus, 75% chung Streptococcus va Enterococcus. Cac chung Bordetella pertussis,
Corynebacteria, Chlamydia, Actinomyces, mdt sb ching Mycoplasma va Toxoplasma.

- Diéu tri du phong viém mang nfo do Meningococcus, khi cé chéng chi dinh véi
rifampicin. p
- Du phong chimg nhiém Toxoplasma bim sinh trong thai ky mang thai. '
- Du phong tai phat thip khop cdp & nguoi bénh di tmg véi penicilin.
5/ Nén ding thudc nay nhw thé nao va licu lwgng:
Nén udng thudc trude bira an it nhat 2 gior hodc sau bira an 3 gid.
Nguoi bénh ding spiramyein phai theo hét dot diéu tri. -
- Liéu thong thudmg:
Ngudi 16n: 6 — 9 M.IU/ngay (4 — 6 vién/ngay), chia 2 — 3 1an. Liéu ¢6 thé 1én t6i 15 M.IU
(10 vién/ngay), chia nhiéu lan, déi véi nhiém khuén niing.
Tré em: 150.000 TU/kg thé trong/24 gid, chia 1am 3 1an.
- Du phong viém mang ndo do ndo mé cau:
Nguoi lom: 3 M.IU/12 gid, trong 5 ngay.
Tré em: 75.000 TU/kg thé trong, ctr 12 gio/lan, trong 5 ngay.
- Du phong nhiém Toxoplasma bam sinh trong thoi ky mang thai:
Néu nhiém Toxoplasma trong khi mang thai, su ldy nhiém qua nhau thai c6 thé din t&i

bénh nguy hiém cho bao thai. Phai héi ¥ kién chuyén gia vé& cach xi tri. Spiramycin ¢6 thé
lam giam nguy co lay truyén tir me sang con. Khi c6 bang chimg nhiém & nhau thai hodc bao
thai, dung pyrimethamin véi sulfadiazin va acid folinic & giai doan sau 3 thang dau cua thai
ky.

Tré so sinh khéng ¢6 ddu hiéu nhiém nhung sinh ra tir ngudi me da nhiém Toxoplasma thi

W




https://trungtamthuoc.com/

spiramycin duge cho tré dung trong khi chd két qua xét nghiém. Néu tré duoc xac dinh la
nhiém Toxoplasma cho ding pyrimethamin véi sulfadiazin trong 12 thang két hop véi acid
folinic.

6/ Khinao khéng nén ding thudc nay:
Ngudi ¢6 tién sir qua man véi spiramycin hodc véi cac khang sinh khac nhém macrolid hodic

v&i bat cir thanh phén nao cia thude.
7/ Téc dung khéng mong mudn (ADR):
Spiramycin hiém khi gay ADR nghiém trong.
- Thuong gap (ADR > 1/100):
Tiéu hoa: Budn non. ndn, tiéu chay, kho tiéu.
Thén kinh: Chéng mit, dau dau.
- It gap (1/1000 < ADR < 1/100):
Toan than: Mét moi, chidy mau cam, dé md héi, cam gidc dé ép ngue.
Tiéu héa: Viém két trang cip.
Da: Ban da, ngoai ban, may day.
- Hiém gip (ADR < 1000):
Toan than: Phan img phan vé, bdi nhiém do dung dai ngay thudc udng spiramyein.
Tim: Kéo dai khoang QT.
8/ Nén tranh dung nhirng thudc hoic thwe phim gi khi dang sir dung thufc nay:
- Dung spiramycin dong théi v6i thude udng ngira thai s& 1am mét tac dung phong ngtra thu
thai.
- Spiramycin lam giam ndng do ciia levodopa trong mau néu ding dong thoi.
- Spiramycin it hodc khong anh huéng dén h¢ enzym Cytochrom Pyso & gan; vi viy so vai
erythromyein, spiramycin it ¢6 tuong tac hon véi cc thude duoc chuyén hoa boi hé enzym
nay.
9/ Can lam gi khi mét lin quén khéng ding thuée:
Ubng tiép tuc nhur lidu binh thuong.

Khong nén udng gap doi lidu dé bu dap cho liéu di quén.
10/ Cin bdo quin thudc nay nhw thé nao:

Dé noi khd, tranh 4nh sang. Nhiét d dudi 30°C.

11/ Nhirng dau hiéu va triéu chimg khi dung thudc qua liéu:

Chua biét liéu spiramycin gay doc. Khi ding liéu cao, c6 thé gy réi loan tiéu héa: Budn
ndn, nén, tiéu chay. C6 thé gap khoang QT kéo dai, hét din khi ngimg didu tri.
12/ Cin phii lam gi khi diing thudc qus lid¢u khuyén céo:

Trong truong hop qué lidu, nén lam dién tam doé dé do khoang QT, nhit 12 khi ¢6 kém theo
céc nguy co khac (giam kali huyét, khoang QT. kéo dai bam sinh, két hop dung céc thude kéo
dai khoang QT va/hoic giy xodn dinh). Khdng c6 thude giai doc. Didu tri triéu ching.

13/ Nhitng diéu ciin thin trong khi diing thude nay:

Cic tinh trang cin thin trong:

- Sir dung than trong khi diing spiramycin cho ngudi ¢6 rdi loan chire ning gan, vi thude c6

thé giy doc gan.

- Thén trong cho ngudi bi bénh tim, loan nhip (bao gdm ca ngudi ¢6 khuynh hudng kéo dai

khoang QT). Khi bat ddu diéu tri néu thiy phat hdng ban toan thin c6 sét, phai ngimg thube

.
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vi nghi bi bénh mun mu ngoai ban cap. Truéng hop nay phai chong chi dinh dung lai
spiramycin.

Cic khuyén cdo ding thuée cho phu nir ¢6 thai va cho con bii:

- Spiramycin di qua nhau thai, nhung ndng do thudc trong méu thai nhi thip hon trong méu

ngudi me. Mic di khong ¢ cac bing chimg vé ngd doc thai va quai thai, do chua cé céc
nghién ciru thoa dang va duoc kiém tra chat ché vé ding spiramycin cho ngudi mang thai
hogc khi sinh dé, nén khong dung spiramycin cho ngudi mang thai, trir khi khong con liéu
phép nao thay thé va phai theo di thét cin than.

- Spiramycin bai tiét qua sira me v&i ndng do cao. Thude cin dung than trong cho phu ni
cho con bii. Nén ngimg cho con bu khi dang ding thube.

Anh hwéng ciia thude ddi véi cdng viée (ngwdi vin hanh may moc, dang lii thu xe,

ngudi lam viée trén cao va cic truong hop khic):

Thudc c6 thé gdy chong mat, dau diu than trong khi ding cho ngudi dang lai xe va véan
hanh may moc.

14/ Khi ndo cin tham vin bac s7, dwoc sy:

- Phu nir mang thai va cho con bu.

- Bénh nhan c6 rdi loan chiic ning gan.

- Ngudi bi bénh tim, loan nhip.

Néu cén thém thong tin xin hoi y kién bac s¥ hodc duoc s¥.

15/ Han dung cia thude: 36 thang ké tir ngay san xuét.

. ) CONG TY CPDP TIPHARCO
A%\ 15 Déc Binh Kiéu, Phuong 2, TP. My Tho, tinh Tién Giang
TIPHARCO DT:073.3871.817  Fax: 073.3883.740.
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16/ Ngay xem xét sira ddi, cAp nhit lai ndi dung hwéng din sir dung thubc:
La ngay duge cdp sd dang ky: .............

HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1/ Céc dic tinh dwgc lue hoe, duge dong hoc:
Dwoe lue hoce:

- Nhoém dugc ly: Khéng sinh nhém macrolid.

- Ma ATC: JO1FA02

- Spiramycin 12 khang sinh nhém macrolid ¢6 phé khang khuan tuong tu phd khéng khuin
ctia erythromycin, miic du in vitro tic dung kém hon erythromycin trén mét sé chung vi
khuén nhay cam. Spiramycin ¢6 tac dung chong lai Toxoplasma gondii.

- Thube c6 tac dung kim khuan trén vi khudn dang phén chia té bao. Co ché téc dung cua
thude 13 tac dung trén céc tiéu don vi 50S ctia ribosom vi khuan va ngin can vi khuén tong
hop protein.O cac ndng dé trong huyét thanh, thudc c6 téc dung chi yéu kim khuin, nhung
khi dat ndng do cao, thudc c6 thé diét khudn chdm déi véi vi khuén nhay cam nhiéu.

- O nhimng noi ¢6 mirc khang thudc rat thap, spiramycin ¢6 tac dung khang céc ching gram
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dwong, cac ching Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan 1on
chung Gonococcus, 75% ching Streptococcus, va Enterococcus. Cac chung Bordetella
pertussis, Corynebacteria, Chlamydia, Actinomyces, mot s6 ching Mycoplasma va
Toxoplasma ciing nhay cam véi spiramycin. Tuy nhién tdc dung ban dau nay da bi suy giam
do str dung lan tran erythromycin ¢ Viét Nam.

- Spiramycin khong c6 tac dung voi cac vi khudn duong rudt gram am. Ciing da 6 thong
béo vé su d& khang cua vi khudn d6i véi spiramycin, trong d6 cé ca su khang chéo gifra
spiramycin, erythromycin va oleandomycin. Tuy nhién, cdc chung khang erythromycin d6i
Iic van con nhay cam védi spiramycin.

Dwoc dong hoc:

- Spiramycin hép thu khong hoan toan tir dudng tiéu hoa va bi giam khi dung cing thirc an.
Liéu ubng duoc hip thu khoang 20 — 50%. Thire dn lam giam khoang 70% ndng dd t6i da
ctia thude trong huyét thanh va lam cho thoi gian dat dinh cham 2 gi¢r so véi udng lac doi.

- Phan bd: Sau khi udng 6 triéu dvqt spiramycin, ndng dé dinh huyét tuong la 3,3
microgam/ml sau 1,5 — 3 gi¢. Sau khi truyén 1,5 triéu dvqt trong 1 gid, ndng do dinh huyét
twong khoang 2,3 microgam/ml. Thude gin vao protein huyét twong dao dong tir 10 — 28%.
Nira doi thai trir khoang 5 — 8 gid. Néu cach 8 gi&r cho 1 lidu 1,5 tridu dvqt, trang thai 6n
dinh dat dugc vao cudi ngay thir hai. Nong do dinh (Cpear): 3 microgam/ml; Cirough (ndng dd
ddy): Khoang 0,50 microgam/ml. Thube phin bd réng rdi vao ciac md (phdi: 20 — 60
microgam/g; amidan: 20 — 80 microgam/g; viém xoang: 75 — 110 microgam/g; xuong: 5 -
100 microgam/g). Thude dat ndng d6 cao trong phoi, amidan, phé quan va céc xoang. Thube
khong qua hang rao mau — ndo, nhung qua nhau thai va vao stra me. 10 ngay sau khi ngimg
diéu tri con thdy trong lach, gan va than khoang 5 — 7 microgam/g thudc con hoat tinh.
Khang sinh macrolid xdm nhép va tich lily trong cac thuc bao (bach ciu da nhan trung tinh,
bach cau don nhan, dai thyc bao mang bung, phf‘)i).

- Nong do trong thuc bao cao & ngudi. Tinh chét nay giai thich duge tac dung cia cac
macrolid di véi céc vi khudn ndi bao.

- Chuyén hoa: Spiramycin chuyén hoa & gan thanh cac chét chuyén héa c6 hoat tinh, phan
Iém thai trir qua mat va khoang 10% vao nudc tiéu. Spiramycin ciing thai trir mot phan vao
phén.

Chi dinh, liéu dung, cich dung, chdng chi dinh:

Chi dinh:

- Spiramycin dugc coi la thude lua chon thir hai dé diéu tri nhitng truong hop nhiém khuan
& duong ho hép, da va sinh duc do cac vi khuan nhay cam: c4c ching gram duong, céc
ching Coccus nhu Staphylococcus, Prneumococcus, Meningococcus, phan lén ching

Gonococcus, 75% chung Streptococcus va Enterococcus. Cac ching Bordetella pertussis,
Corynebacteria, Chlamydia, Actinomyces, mjt sd ching Mycoplasma va Toxoplasma.

- Diéu tri du phong viém mang ndo do Meningococcus, khi c6 chéng chi dinh véi
rifampicin.

- Du phong chimg nhiém Toxoplasma bim sinh trong thdi ky mang thai.

- Du phong tai phat thap khép cap & nguoi bénh di img voi penicilin. i

Liéu diing va cich dung:

Thirc in trong da day 1am giam sinh kha dung cua spiramycin, nén cén cho ubng thude trude
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bita an it nhat 2 gi& hodc sau bira an 3 gio.

Ngudi bénh dung spiramycin phai theo hét dot diéu tri.
- Ngudi 16m: 6 — 9 M.IU/ngdy (4 — 6 vién/ngay), chia 2 — 3 1an. Liéu c¢6 thé 1én t&i 15 M.IU
(10 vién/ngay), chia nhiéu l4n, déi voi nhiém khuén nang.
- Tré em: 150.000 TU/kg thé trong/24 gidr, chia 1am 3 14n.
- Du phong viém mang ndo do ndo mé cau:
Ngudéi 16n: 3 MLIU/12 gid, trong 5 ngay.
Tré em: 75.000 IU/kg thé trong, cir 12 gid/lan, trong 5 ngay.
- Du phong nhiém Toxoplasma bam sinh trong thoi ky mang thai:

Néu nhidm Toxoplasma trong khi mang thai, su 1ay nhiém qua nhau thai c6 thé dan téi
bénh nguy hiém cho bao thai. Phai héi vy kién chuyén gia vé cach xir tri. Spiramycin c6 thé
lam giam nguy co ldy truyén tir me sang con. Khi c6 bing chirng nhidm & nhau thai hodc bao
thai, ding pyrimethamin véi sulfadiazin va acid folinic & giai doan sau 3 thang dau cta thai
ky.

Tré so sinh khong ¢6 déu hiéu nhiém nhung sinh ra tir ngudi me da nhiém Toxoplasma thi
spiramycin dugc cho tré dung trong khi chd két qua xét nghiém. Néu tré duoc xéc dinh 1a
nhiém Toxoplasma cho ding pyrimethamin véi sulfadiazin trong 12 thang két hop véi acid

folinic.

Chéng chi dinh:

Ngudi 6 tién sir qua mén voi spiramyein hodc véi cde khang sinh khiac nhém macrolid
hodc v6i bét cir thanh phén nao cua thude.
Cic trwomg hop thin trong khi dung thudc:

Cic tinh trang cin thin trong:
- Str dung thén trong khi dung spiramycin cho ngudi ¢é rdi loan chire nang gan, vi thude ¢6

thé gay doc gan.

- Thén trgng cho ngudi bi bénh tim, loan nhip (bao gdm ca ngudi c6 khuynh huéng kéo dai
khoang QT). Khi bt dau diéu tri néu thay phat hdng ban toan than c6 sét, phai ngimg thude
vi nghi bi bénh mun mu ngoai ban cdp. Truong hop nay phai chéng chi dinh dung lai
spiramycin.

Cic khuyén cdo diung thudc cho phu nir ¢ thai va cho con bii:

- Spiramycin di qua nhau thai, nhung ndng do thude trong méu thai nhi thip hon trong mau
ngudi me. Mac du khéng cé céac bing chimg vé ngd doc thai va quai thai, do chua cé céc

nghién ciru thoa dang va duogce kiém tra chat ché vé dung spiramycin cho ngudi mang thai
hoac khi sinh dé¢, nén khdong dung spiramycin cho ngudi mang thai, trir khi khdng con li¢u
phap nao thay thé va phai theo di that cin than.

- Spiramycin bai tiét qua sita me voi nong do cao. Thude can ding than trong cho phu nit
cho con bi. Nén ngimg cho con b khi dang ding thude.

ﬂl hwéng cua thudc ddi véi cong viée (ngwdi vin hanh miy mée, dang lii tau xe,

ngudi lam viée trén cao va cdce trrdmg hop khic):

Thube c6 thé gy chéng mit, dau diu than trong khi ding cho nguoi dang 14i xe va van
hanh may méc.

4/ Twong tic cia thube véi cic thude khic va cic loai twong tic khic:

- Dung spiramycin dong thoi voi thude udng ngira thai s& lam mét tac dung phong ngira thy
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thai.
- Spiramycin lam gidm néng d¢ cta levodopa trong mau néu ding déng thoi.
- Spiramycin it hogc khong anh hwong dén hé enzym Cytochrom Psso & gan; vi vdy so voi
erythromycin, spiramycin it ¢6 tuong tdc hon véi céc thude duge chuyén héa boi hé enzym
nay.
5/ Tac dung khéng mong muén (ADR):
Spiramycin hiém khi gay ADR nghiém trong.
- Thuong gap (ADR > 1/100):
Tiéu héa: Budn ndn, non, tiéu chay, khé tiéu.
Than kinh: Chéng mat, dau dau.
- Tt gap (171000 < ADR < 1/100):
Toan than: Mét moi, chay mau cam, dé md héi, cam giac de¢ ép nguc.
Tiéu héa: Viém két trang cép.
Da: Ban da, ngoai ban, may day.
- Hiém gip (4DR < 1000):
Toan than: Phan tmg phan vé&, bdi nhiém do ding dai ngay thude udng spiramycin.
- Tim: Kéo dai khoang QT.
6/ Qua liéu va xir tri:
Chua biét liéu spiramycin gy doc. Khi ding lidu cao, c6 thé gay rdi loan tiéu héa: Budn
non, ndn, tidu chay. Co thé gip khoang QT kéo dai, hét dan khi ngimg diéu tri.
Trong trudng hop qua lidu, nén lam dién tdim d6 dé do khoang QT, nhat la khi c6 kém theo
cac nguy co khéc (giam kali huyét, khoang QT kéo dai bam sinh, két hop dung cac thude kéo
dai khoang QT véa/hodic gdy xodn dinh). Khong c6 thude giai doc. Diéu tri triéu ching.
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