
3or[/03
B0vrp

circeuAru l,y DUoc
;.rr ^pI{g uUVEf

Ldn rrdu ;0 t,,.t rt.Q...t,U.tk

vrAu NHAN oU rcrfN
(sers lr )

r. V0

A. Mar 1

NOVOMYCINE
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Spiramycin 750.000 lU
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Prescription only GMP.WHO

NOVOMYCINE
Spiramycin 750,000 lU

Box of 20 sachets x 39 of granules

Manufacturer:
Mekophar Ghemical Pharmaceutlcal Joint-Stock Company& 29715 Ly Thuong Kiet St. - W.15 - Dist.11 - HCMC - Vietnam

NE
0,75 m.tu

COIIPOSITION:

Spiramycin.......750,000 lU

Excipi€nts q.s...... 1 sachet

SOK/8.9. No.:

56 l0 $(/Bdch No.

t{ay S)0Mlg. Dd.:
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Spiremycin.........750.000 lU

Td duqc vira di.......,,...l g6i

COIIPOSITION:

Spiramycin.........750,000 lU

Excipients q.s........ 1 sachot
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TO HTIONG DAN srt u c ruu6c:
R*

D6 xa tim tay tr6 em

_!Oc.kf hurimg din sfr dgng tru6c khi dtng
Thu6c niy chi dtng theo don thudc

Thinh phAn, hdrm lugng cria thu6c: Cho I g6i 39
Thanh phAn ho4t ch6t:

- Spiramycin.............. .....750.000 ru
- Td du.gc vtra dri ....1 g6i

Thenh phan ta duoc: bQt huong d6u, maltodextiin, b6t.huong mixfruit, acesulfam kali, natri lauryl
sulfat, colloidal silicon dioxyd, g6m xanthan, ducrng tr6ng.
D?ng biro ch6 cfra thu6c:

Thu6c c6m.

M6 te sin phim:
Thu6c c6m kh6 tcri, mdu tring ngd rl6ng nhdt, mti thcrm, vinggt ding.

Chi ilinh:
- Ei€u trf nhirng trucrng hqp nhi6m khuAn o ducrng h6 h6p, da vd sinh duc do c6c vi khu6n nh4y

cdm v6i spiramycin.

- Di6u tri dp phdng vi6m mdng n6o do Meningococcus,l<hi c6 ch6ng chi dfnh v6i rifampicin.
DU phdng chimg nhi6m ToxoplasmabAm sinh trong thoi ky mangihai.

- DW phong taiphatth6p khcrp c6p tinh o nguoi bentrdiimg v6i p.ni.ilir.
Lidu dtng, cich dtng:
Liiu ding:

U6ng thu6c tru6c bfia_[n it nhat 2 gio ho4c sau bira dn 3 gid.
- Li6u dung: theo chi d6n cira b6c s!.
- Li€u dtng dC nghf:

. Benh nhdn c6 chric ndng than binh thulng:
+Lii:u dung:

T16 em: 150.000-300.000 IU/m6i kg th6 trgng co th)l24 gid, chia 2-3 liAu.
Thoi gian di6u tri vi6m hong ld 10 ngdy.

+Dg phdng vi6m mdng ndo do Meningococcus: Tr€ em: 75.000 IU/ m6i kg th6 trong co
th} lI2 gicr. Dtng trong 5 ngay.

o BCnh nh6n suy giAm chric ndng thAn: Kh6ng cAn di6u chinh liOu.

Xft t!,thuilc trwdc vd sau khi sh dltng:
Kh6ng c6 y6u c6u d{c biQt v6 xri l;f thu6c tru6c vir sau khi st dung.

ChSng chi tlinh:
Nguoi c6 ti6n sri qu5 m6n v6i spiramycin hodc v6i c6c kh6ng sinh khrlc nh6m macrolid holc bAt

cri thdnh ph6n nio cria thu6c.

Cinh bio vir th$n trgng khi dtng thu6c:
Thfn trgng khi dung spiramycin cho ngudi c6 r6i loan chfc ndng gan, vi thu6c c6 th€ gdy dQc

vdi gan.

- Than trgng cho nguoi bi bEnh tim, lo4n nhfp (bao g6m cA ngudi c6 khuynh huong k6o ddi
khodng QT). Khi Uat AAu iti6u tri n6u th6y ph6t h6ng ban todn thAn c6 si5t, phai ngtmg thu6c
vi nghi bi bQnh mun mt ngoai ban c6p. Trunng hqp ndy phii chdng chi tlinh dung l4i
spiramycin

- Than trgng khi dtng cho bQnh nhdn suy thAn, thi6u hgt G6PD.

Sfr dgng thu6c cho phg nir c6 thai vir cho con bri:
- Kh6ng dirng spiramycin cho nguoi mang thai, trir khi kh6ng con liQu ph6p ndo thay th6 vd

theo d6i can

NOVOMYCINE 0,75 M.IU
Thu6c c6m
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Spiramycin bdi
ngtng cho con

qua sua me vol oo cao Dung thAn trong cho phu nu cho con b[, nen
bI khi dang dtng thu6c

Anh hu&ng.cria thuSc I6n kh6 nlng l6i xe, vfn hinh m6y m6c:
- chc phAm c6 thiS gdy mQt .o tal dung nhu ch6ng *d ;;; dAu; th4n trsng khi sri dung cho

ngudi l6i xe vd v6n hinh m6y.
Tuong t{c, tuong ky cfia thu6c:
Tuong ttic crta thuiic:
- Dtng spiramycin d6ng thcri v6i thu6c u6ng ngira thai s€ ldm m6t t6c dung phdng ngira thu

thai.
Spiramycin lim gi6m n6ng iIQ cira levodopa trong m6u n6u dung <I6ng thoi.
Spiramycin it ho{c kh6ng 6nh hu<rng diSn hQ enzym cytochrom P+so o gan; vi v6y so v6i
erythromycin, spiramycin ft c6 tucrng tiic hon vli citc thu6c duoc chuye" nOu bdi h.e enzym
niy.

- C6 nhi6u trudng hop tdng ho4t tinh cua thu6c ch6ng d6ng dudng u6ng dd dugc b6o c6o khi
st dgng khring sinh.

Trong ky.crta thuiSc:

- lo.khQn g co citc nghiOn cuu vA tinh tucrng ky cria thu6c, kh6ng trQn l5n thu6c ndy v6i cilc
thu6c khric.

Tr[c dgng khdng mong muSn:
- Thuong gip, ADR> 1/100:
+ Ti6u h6a: bu6n n6n, n6n, ti6u chiy, kh6 ti6u.
+ ThAn kinh: ch6ng m{t, dau dAu.

- it gip, t/|000<ADR<1/100:
+ Todn th6n: mQt moi, chAy milu cam, d6 mO hdi, cdm gi6c dd 6p nggc.
+ Ti6u h6a: vi6m ki5t tring c6p.

+ Da: ban da, ngoai ban, mdy day.

- Hi6m gip, ADR<l/1000:
+ Toin thdn: bQi nhiSm do dtng ddi ngdy thu6c u6ng spiramycin.
+ Tim: k6o ddi khoang QT.

Th6ng b6o cho b6c s! nhirng t6c dpng kh6ng mong mu6n gap phni khi sri dpng thu6c.

Qui liiru vi cdch xir tri:
Quti liiu:
- Khi dtng li6u cao, c6 th6 giy r6i lo4n ti6u h6a: budn n6n, n6n, ti6u ch6y. C6 the gap khoing

QT k6o dAi, h0t dAn khi ngimg tliOu tri.
Crich xfr tr[:
- Trong truong hqp qu6 li6u, n6n ldm tliQn tam dO de do khoang Qt, nh6t la khi kdm c6 theo

c6c nguy co kh6c (gi6m kali huytit, khoAng QT. k6o ddi bAm sinh, k6t hgrp dung thu6c k6o ddi

.khoing QT vd/troac gAy xoin dinh). Kh6ng c6 thudc gi6i dQc. Di6u tri,trieu chimg.
NCu trucrng hqp quri li6u xiy ra, dO nghi d6n ngay co so y t0 g6n nhdt dO nhAn vi6n y tO c6
phucrng ph6p xt l;i.

D{c tinh dugc lqc hgc:
Nh6m du-o. c l;f:
M5 ATC:

- Spiramycin ld khring sinh nh6m macrolid, c6 tirc.dgng tr6n vi khuAn dang ph6n chia ti5 bdo.

Co ch6 tric dgng ctra thu6c li t6c dgng tr6n c6c ti6u don vi 50S cta ribosom vi khuAn vir ngdn
cin vi khuAn t6ng hqp protein. O circ n6ng i10 trong huy6t thanh, thu6c c6 tfuc dgng chir yi5u ld
kim khuAn, nhung khi <Iat n6ng dQ cao, thu6c c6 th6 diet khuAn chdm AOi vOi vi khudn nh4y
.a- rhid*

- ift;;il;c cira nh6m macrolid thuong li6n quan d6n qu6 trinh ldm thay tt6i vf tri dich cua
thu6c]Co chi5 khang thu6c c6 th6 quu trrlng gian ntriSm sic th6 ho{c plasmid. Vi idruAn }f,,ing
thu6c sinh ra m6t enzym methyl h6a adenin trong ribosom RNA, d6n tdi ric ch6 sg gin ki5t

A ,.
cua thu6c vdi ribosom.
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rrtirrg noi c6 mric kh6ng spiramycin co tirc dpng kh6ng circ chring Gram
ducrng, c6c chung Coccus tthu Staphylococcus, Pneumococcus, Meningococcus, phdn lon
chring Gonococcus, 75o/o chring Streptococcus vit Enterococcus. Cdc chung Bordetella
pertussis, Corynebacteria, Chlamydia, Actinomyces, mQt sO chung Mycoplasma vir
Toxoplasma cfing nh4y cAm vcri spiramycin.

- Spiramycin kh6ng co tdc dpng v6i ciic vi khuAn ducrng ru6t Gram 6m. Cfrng dd c6 th6ng b6o
ve sg dC khang cira vi khuAn A6i vOi spiramycin, trong d6 c6 cdr sg dC khang ch6o gita
spiramycin, erythromycin vir oleandomycin.

E[c tinh dugc dQng hgc:
Spiramycin h6p thu kh6ng hoin todn ttr dulng ti6u h6a vd bi gi6m khi dirng cung thfc 6n.

Li6u u6ng tlugctrdp thu khodng 20 - 50%. Thric dn ldm gi6m khodng 70o/o n6ng d0 t6i da ctra

thu6c trong huy6t thanh vd ldm cho thdi.gian d4t ilinh ch.flm 2 gid so v6i u6ng hic d6i.
Sau khi u6ng 6 tri6u dvqt spiramycin, n6ng dQ tlinh huytit.tucrng ld 3,3 microgam/ml sau 1,5 -
3 gicr. Thoi gian ban thai khodng 5 - 8 gio. Thu6c d4t n6ng d6 cao trong ph6i, amidan, ph6

quAn vh c6c xoang. Thu6c kh6ng qua hirng riro m6u - ndo, nhrmg qua nhau thai vd vdo sira

me.
Spiramycin chuy6n h6a qua gan"thdnh cdc chiltchuy6n h6a c6 hoat

m4t vi khoAng l0% vdo nudc ti6u. Spiramycin cflng th6i tru I phAn

Quy cr{ch il6ng g6i:
G6i 3 g. HQp 20 g6i.

Di6u kiQn bio quin, h4n dtng, ti6u chuin chit lugng cia thu6c:

Diiu kign bdo qudn:
Noi kir6 rrio, tr5nh 6nh sdng, nhiQt dO kh6ng qu6 300C.

Hqn ding:
36 th6ng k6 tir ngdy s6.Ln xuAt. I(h6ng str dgng thu6c h€t h4n dtng.

TiAu chudn dp dqtng: TCCS.

tinh, phAn ltvn thii trir qua

vdo phAn.

TOn, dia chi cua co' s0 san xu6t:
CONG TY CO PHAN HOA Du0c PHAM MEKoPHAR

S6 297 5 Lv Thucrng Kiet, Phucrng I 5 Qu0n 1 I Tp H6 chi Minh.

N xem x6t sua din su thuSc:
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