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Rovabiotic®

Spiramycin 750000 1U

Powder for oral I 10 sachets * 3g
suspension in sachet

60mm
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Manutactured ty MEDIPHARCO TENAMYD BA .11
PHARMACEUTICAL JOINT STOCK JOINT VENTURE COMPANY,
04 Mguysn Truong To Street, Phuoc Vinh Ward, Hue City
Thisa Thien Hus Presance

Thanh hhin:

M&i gbi thudc dang bét chira: :
Spiramycin......... 750000 1U. = ”:@

Huéng dan sirdung: I
- Cét tui d8 géi thudc bot vao céc. ‘
- B8 nubc day vao tui thudc.

- Rét nude tir tai thudc vao cdc da
dung thudc. |
- Khudy déu va ufing ngay.
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Thufic ban theo don i . ®
Rovabiotic
Spiramycin 750000 1U

Thuéc bot pha l Hop 10 géi*3g
hén dich udng

36mm
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Sdn xuft béi:
CTCP LIEN DOANH DUGC PHAM MEDIPHARCO TENAMYD BR s.r.|
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S6 16 SX/ Lot:
Ngay SX/ Mfg.D:
HD/Exp:

SBK/ reg.No:

CHI DINH, CHONG CHi BINH, LIEU DUNG, CACH DUNG, CAC THONG
TIN KHAC: XEM TOA TRONG HOP.
BAO QUAN O NOI KHO THOANG, TRANH ANH SANG, NHIET BO
KHONG QUA 30°C
DEXATAMTAY TREEM.
DOC KY HUONG DAN SUDUNG TRUGC KHIDUNG.

Nha sén xudt:




Rovabiotic®

Spiramycin 750000 1U
Thudc bt pha I Goi 3 gam

hén dich udng
M Sin xudt ba;
CTCP LIEN DOANH DUYC PHAM
Merva® Foivo Brari MEDIPHARCO TENAMYD BR s.r.|

Thanh phfin: M&i gbi thuSc  cwiommK, cHONG cHi DiNH, LiEU DONG,

dang bt chira: CACH DUNG, CAC THONG TIN KHAC:
Spiramycin........ 760000 1U. :‘:ﬂ:":’“""
Huéng diin sirdyng: NOH KHO THOANG, TRANH
-CAtt0l 68 gol thudic bt vao cic. ANHSANG, NHIET DO KHONG QUA 30°C
- B8 nubc dy vao ti thubc. DEXATAMTAY TRE EM.
- Rt nutc tir thi thudc vao cbc a&
g thute, xﬁn}:ﬂm phn sif DUNG TRUGC
- Khudly d8u va uSng ngay.
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) MAU TO HUGNG DAN SU DUNG

Rovabiotic®
Spiramycin 750.000 U
(Thubc bot pha hin dich uting)

Cong thite: MBi g6i 3 gam c6 chifa:

T4 dugc: (Lactose, Bubing tring, Aspartam, Nipagin, Bt huong cam,
Vanillin, Povidon, Ethanol 96°, Nutic RO) vifa di ........1 g6i 3 gam
Chi dinh:

Spiramycin dugc coi 1A thuSc Iva chon thif hai 8 didu trj nhimg tniting
hop nhifm khufn & dubng ho hp, da va sinh dyc do céc vi khudn
nhay cim. Diéu trj dy phdng viém mang ndo do Menigococcus, khi
t6 ching chi djnh véi rifampicin.

Dy phong chitng nhim Toxoplasma b4m sinh trong thai ki mang
thai.

Héa dy phong viém th&p khdp cap téi phat & ngubi bénh dj ing véi
penicilin.

Lidu lugng vi céch ding:

+ Dung dudng ubng.

- Ngubi I6n: 1,5 -3 M.IWi4n, 3 dn/24 gid

- Tré nh va trd em : 150,000 IU/kg thé trong/24 gid, chia 1am 3 i4n.
+ Dy phong viém mang ndo do Meningococcus

- Ngubi I6n: 3 M.IUA4N, ci 12 gid mot 14n,

- Tré em: 75.000 IWkg thé trong, ¢ 12 gid mdt 14n, trong 5 ngay

+ Dy phong nhidm Toxoplasma bam sinh trong thoi ky mang thai: 9
M.IWngay, chia lm nhiéu 14n, udng trong 3 tudn, ct céch 2 tudn lai
cho lidu nhic tai.

Thic &n trong da day lam gidm sinh kha dyng cla Spiramycin, nén
c4n cho wng thudc trudc bita &n it nhat 2 gits hodic sau bila &n 3 gio.
Hudng dn sif dung; Gt tii thuic, 6 thudc vio ctic. Khufly bgt thulic
Vi nutic vA uling ngay.

Chaing chi djnh:

Ngubi ¢6 tién sif qud mén vdi Spiramycin, Erythromycin.

Thin trong:

Nén than trong khi diing spiramycin cho ngudi cd r6i loan chic ning
gan, vi thufic c6 thé gay ddc gan.

Thii ki mang thai va cho con bi:

Spiramycin di qua nhau thai, nhung nng dd thudc trong méu thai nhi
thdp hon trong méu ngudi me. Spiramycin khdng gdy tai bi€n khi
diing cho ngudii dang mang thai.

Spiramycin qua dugc sita me vdi nbng df cao. Nén ngimg cho con bi
khi dang diing thudc.

Téc d9ng cia thuec khi 14i xe va vdn hinh méy mébe:

Khong ¢6 thdng tin vé anh hubng clia thudc dén vigc vin hanh méy
méc tau xe.

Tuong téc thudc khic:

Ding spiramycin déng thdi véi thudc udng ngita thai s& lAm mat tic
dyng phdng ngita thy thai.

Téc dyng khéng mong mudn cia thudc:

Spiramycin hifm khi gy ra tic dung khong mong mudn nghiém

trong.

Thutng gap

Tiéu héa: bubn ndn, ndn, fa chiy, kha tidu.

ltgap

Todn thin: mét méi, chdy mau cam, a8 mé hoi, cdm gidc d& ép ngyc.
Tiéu hoa: viém két trang cAp.

Da: ban da, ngoai ban, may day.

Hiém gdp

Toan than: phan ing phan vé, boi nhifm do ding dai ngay thudc
uling spiramycin.

Théng bdo cho bac s nhiing téc dyng khéng mong mudn gdp
phéi khi sit dyng thude.

Céc d§c tinh duge 0Qng, duge lye:

“Duge lye hoe

Spiramycin 12 khang sinh nhém macrolid c6 phd khdng khudn
tuong ty phé khdng khudn clia erythromycin va clindamycin.
Thuic c6 tic dung kim khudn trén vi khudn dang phan chia t&
bao. 0 cc ndng d trong huyét thanh, thusic c6 tic dung Kim
khudn, nhung khi dat néng d9 & md thudc 6 thé digt khudn.
Spiramycin c6 tdc dyng khdng cdc ching Gram duong, cdc
chiing Coccus nhu Staphylococcus, Pneumococcus,
Meningococcus, phdn 1n ching Gonococcus, 75% ching |
Streptococcus, vA Enterococcus. Céc ching Bordetella ‘

pertussis, Corynebacteria, Chiamydia, Actinomyces, mit s6
ching Mycoplasma va Toxoplasma cling nhay cdm véi
spiramycin.

Spiramycin khong c6 tic dung voi cac vi khudn dubing rudt Gram
am. C6 sy d& khdng chéo gilla spiramycin, erythromycin v
oleandomycin,

*Durge dfng hoc |
Spiramycin dugc hdp thu khong hodn toan & dubng tiéu héa. |
Thutic uSng duge hap thu khodng 20 - 50% liu sir dyng. Néng d
dinh trong huyét tuong dat dugc trong vong 2 d&n 4 gid sau khi
ubing. Néng d0 dinh trong méu sau lidu dan cd thé duy trl dugc 4
dén 6 giv. Thic 4n lam gidm khodng 70% néng 40 t6i da clia
thudic trong huy8t thanh va 1am cho théi gian dat dinh chim 2
gid.

Spiramycin ph&n bd rong khdp co thd. Thudc dat ndng A cao
trong phéi, amidan, ph& quén va cac xoang. Spiramycin ft thdm
nhép vao dich ndo tly. Thudc udng spiramycin c6 nifa doi phan
bd ngdn (10,2 + 3,72 pht). Nifa dés théi trir trung binh 12 5 - 8
gid.. Thudc thai trir chis y&u & mét. Néng d6 thudc trong mét lén
gép 15-40 I4n néng d§ trong huy&t thanh. Sau 36 gid chi cé
khodng 2% tdng liéu uding tim théy trong nudc tiéu.

Qué lidu va céch xif tri:

Cho d&n nay vln chua c6 tai ligu nghi&n ciu ndo vé céc trubing
hop qué liéu. Trong trubing hop diing thudc qué liéu, nén dua ngudi
bénh d&n co sdy té gdn nhat dé co bién phap xit trf kip thii.

L khuyén céo:

Thu6c nay chi diing theo sy ké don ciia bic s§.

Dd xa tdm tay trd em.

Doc ki hudng dén trde khi ding.

N&u cdn thém thong tin xin héi § kién béc s§.

Difu kign bio quén:

Noi kh thodng, nhiét d§ khong qua 30°C, trénh dnh sdng.

Trinh bay: Goi 3 gam, hip 10 goi.

Han dilng: 36 thang ké tir ngay sdn xust.
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WWTMT&-P.M%-TD,MvHHhMTMGnHL!
Tel: 054, 3611870 - 3822704 * Fax: (54.3826077

Nha sin ot

PHO GUC TRUSNG

i
Mo Foivo B s T
2 032 000935 B .
Hyf: m oy 11_ndm 2012
3 poC+"
2, B

, /
g i Hong »‘%fﬁb{g

ThS aang




