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COMPOSITION: Keep out of reach of children
Spiramycin ..3.000.000 U Read carefully the leaflet before use .\\ —
Excipientsg.sto.. ......afilm-coated tablet 7 C
8

INDICATIONS, CONTRA-INDICATIONS, ADMINISTRATION,
DOSAGE & OTHER INFORMATION :

See the enclosed leafletin box

STORAGE: In dry place, temperature not exceeding 30°C,

protected from light. Manufactured by
BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
oidphar 498 Nguyen Thai Hoc Str., Quang Trung Ward, Quy Nhon City, Binh Dinh Prov.,, Viet Nam

Thudc béan theo don

Rx GMP WHO

SPOBAVAS HII

Spiramycin 3 M.L.U.

HOp 2 vi x 5 vién nén bao phim

THANH PHAN: DE xa tdm tay tré em

Spiramycin .. . 3.000.000 1U Boc kj hudng dén s dung trudc khi dung
Téddugcvd... vivvee 1 ViEN Nén bao phim

CHI PINH, CHONG CHI BINH, CACH DUNG, LIEU R

DUNG, CAC THONG TINKHAC: 9. N0

Xemtoa huéng d&n sl dung bén trong hop.

BAO QUAN: . - Sinxdta ] )

Noi kho, nhiét do khong qua 30°C, tranh dnh sdng. CONG TY CO PHAN DUUC - TRANG THIET B] Y TE BINH DINH (BIDIPHAR)

aidighar 498 Nguyn Thal Hoc, Phuong Quang Trung, Thanh ph& Quy Nhon, Tinh Binh Dinh, Viét Nam

SPOBAVAS EXI SPOBAVAS EXI SPOBAVAS' EXTW

Spiramycin 3.000.000 IU Spiramycin 3.000.000 U Spiramycin 3.000.000 U . P

a
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CTY CP DUGC - TTBYT BINH DINH

(sslesx:

SPOBAVAS FIIMY spoBAVAS EIITl spoBAVAS' EIT

Spiramycin 3.000.000 IU Spiramycin 3.000.000 U Spiramycin 3.000.000 U
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.+ 'TO HUONG DAN SU DUNG THUOC CHO CAN BOY TE

Spobav‘a}%® 3MIU

2. Dang bao ché: Vién nén bao phim
3. Duge lye hoc:
Nhém duoce Iy: Khéng sinh nhém macrolid
Ma ATC: JOIFA02
Duge Iy va co ché tdc dung:
Spiramycin la khang sinh thuéc nhém Macrolid c6 phd khéng
khuén rong. Thude ¢ tac dung kim khuan trén vi khudn dang
phén chia t& bao. § cac ndng do trong huyét thanh, thuéc cé tic
dung kim khuén, nhung khi dat nong do & mo thube c6 thé diét
khudn. prramycm ngén can vi khuin tong hop protein do tac
dung trén céc tiéu don vi 508 ciia ribosom vi khuan.
Spiramycin ¢6 tic dung khéng c4c ching Gram duong, céc ching
Coccus nhu  Staphylococcus, Pneumococcus, Meningococcus
(Neisseria mengingitidis), phan 16n ching Gonococcus (Neisseria
gonorrhoeae), 75% ching Streptococcus, va Enterococcus. Cic
ching  Bordetella  pertussis, Corynebacteria,  Chlamydia,
Actinomyces, mot sb ching Mycoplasma va Toxoplasma cling
nhay cdm véi spiramyein.
Spiramycin khong c6 tdc dung véi céc vi khuin duong ruft Gram
am.
4. Dugre dqng hgc:
prramycm ubng dugce hip thu khoang 20 - 50% liéu su dung.
Nong d5 dinh trong huyét tuong dat dugc trong vong 2 - 4 gi¢y sau
khi uong Ubng spiramycin khi ¢6 thirc 4n trong da day lam giam
nhiéu den sinh kha dung cta thudc. Thirc #n lam giam khoang
70% ndng do téi da cua thude trong huyét thanh va lam cho thoi
gian dat dinh chim 2 gio.
Thudc gin vao protem huyét tuong dao dong tur 10 ~ 28%.
Spiramycin phan b rong khip co thé. Thube dat nong do cao
trong phdi, amidan, phé quan va céc xoang. Thudc khéng qua
hang rao mau ndo nhung qua nhau thai va stta me. Thoi gian béan
thai 5-8 glb Thai trir chi yéu ¢ mat. Sau 36 gio chi ¢ khoang 2%
tong lidu udng tim thdy trong nudc tiéu,
5. Quy cich déng géi: Hop 2 vi x 5 vién.
6. Chi dinh:
Chiing duogc sir dung gi6i han trong cdc nhidm khuén gdy ra bdi vi
khudn duoc xdc dmh 1a nhay cam;
- Céc chiing tu cdu beta tén huyét nhém A, nhu 12 mjt thay thé
cho li¢u phap didu tri beta-lactam, dac biét khi khong thé dung
beta-lactam.
- Viém xoang cép tinh: Theo quan diém vi sinh cta cic nhidm
trung nay, cdc macrolid dugc chi dinh khi khong thé diéu tri bing
beta-lactam.
- Boi nhiém cua viém phé quéan c4p tinh.
- Céc dot clp cua viem phé quan min tinh.
- Viém phdi cong ddng:

+ Khéng ¢6 yéu td nguy co,

+ Khéng c6 déu higu nghiém trong trén 1am sang,

+ Trong trudong hqp khong ¢6 bing ching 1am sang goi y

nguyén nhan do phé cdu.
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Trong truong hop nghi ngd viem phdi khéong dién hinh. cac
macrolid dugc chi dinh khong phy thugc tinh nghiém trong va
nguyén do.
- Nhim khun da lanh tinh: chéc 16, chdc loét, nhiém khudn ha bi
(viém quang) bénh erythrasma.
- Nhiém tring rang miéng.
- Nhiém triing sinh duc khong do l4u cau.
- Didu tri dy phong tai phat RAA trong cac truong hop di ung voéi
beta-lactam.
- Nhiém toxoplasma & phu nit mang thai.
- Phong ngura viém mang nio do ndo md ciu trong truong hop
chéng chi dinh véi rifampicin:
+ Muc tiéu 1a dé tieu diét cac mam Neisseria meningitidis trong
miii hong,
+ Spiramycin khong dung didu trj bénh viém mang ndo do
' Meningococcus
+ N6 duoc dé nghj dung trong du phong ¢:
++ Bénh nhén sau khi diéu frj va truoce khi tai hoa nhdp vao
cong dong
++ Péi twong da tiép xuc voi dich tiét hiu hong trong vong
10 ngay trude khi nhap vién.
7. Liéu lugng va cach dung
Cich ding:
- Nudt nguyén vién véi mot luong nuée phi hop.
- Uéng thubc trudc bira an it nhat 2 gi0 hodc sau bira an 3 gio.
- Nguoi bénh dung Spiramycin phai theo hét dot diéu tri.

Liéu lugng

Spobavas® 3MIU khong thich hop cho tré em. Thude chi duoc si s
dung cho nguoi 16n. . ;A\\ngqut
g fac doi twong cé chiic ndng thdn binh thuong: / %‘s //C"’i:;ﬁ'
Liéu chung: 7 ; /,' ¢l PHAWN
6.000.000 - 9.000.000 1U/24 gio, tic 1a 2-3 vién mdi ngay chnp = (L ]GU TRANG TH
thanh 2-3 liéu. ‘. 7.,\ ¥ TE BINH B

Thoi gian diéu tri:

Thoi gian diéu trj dau thit ngyc 1a 10 ngay.
Du phdng viém mang ndo do Meningococcus:
3.000.000 IU (1 vién)/12 gid, trong 5 ngay.

O bénh nhan suy thdn:

Khéng can diéu chinh lidu,

8. 'Si’r dung cho phu nir ¢6 thai va cho con bii:
Thoi ky mang thai: Spiramycin str dung trong thai ky c6 thé dugc /
xem xét néu cén. Vi€e str dung rong rai spiramycin dén nay chua
phat hién c6 bat cir dj dang hogc ddc tinh thai nhi nao. ;
Thoi kp cho con bii: Spiramycin bai tiét qua sita me véi ndng do

cao. Nén nging cho con b khi dang dung thude.

9. Tdc dong ciia thude khi I4i xe va vin hanh may:

Thudc khong gay anh huong gi khi 14i xe va van hanh may.

10. Chéng chi dinh;

Nguoi ¢6 tién sir qua man voi spiramycin, erythromycin va bat c(r

thanh phdn nao cia thude

11. Cinh bio va thin trong:

Sur dung thén trong cho ngudi ¢6 rdi loan chirc nidng gan vi thudc

¢6 thé gay doc cho gan.

Khi bt ddu diéu tri néu thdy phat hdng ban toan than c6 s6t, nghi

ngo bi bénh mun mu ngoai ban cip: phéi ngung diéu trj va chéng

chi dinh dung lai spiramycin (m6t minh hoic két hop)

Thén trong & bénh nhin bj thiéu glucose-6-phosphat

dehydrogenase (G6PD) vi da c6 bao cdo truong hop bi thiéu mdu

tan huyet 0 nhiing bénh nhan thiéu hut men nay.

12. Twong tac thude va cdc loai tuong tac khac:

Dung spiramycin ddng thoi voi thube ubng ngtra thai s& lam mét

téc dung phong ngira thy thai.
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Spiramycin lam giam ndng do levodopa trong mau néu dung déng
thoi, »
Kéo dai khoang QT néu dung ddng thoi véi mequitazin
13. Tidc dung khéng mong muén:
Spiramycin hiém khi gy tdc dung khong mong mudn nghiém
trong.
- Thudng giip: Budn nén, ndn, tiéu chay, kho tiéu.
- it gap: Mat moi, chay mau cam, dé md hoi, cam gidc de ép nguc.
Di cam tam thoi, loan cam, lao dao, dau, ctmg co va khép ndi.
Viém két trang cp. Ban da, ngoai ban, may day.
- Hiém gip: Phan ng phan v¢, bdi nhiém do dung dai ngay.

Thong bdo cho Bic st nhitng tic dung khong mong

mudn giip phdi khi sit dung thudc

14. Qui lidu va cich xir tri:
Trigu chitng: Chura biét lidu spiramycin gy doc. Khi dung liéu
cao, ¢6 thé gay réi loan tiéu héa: budn non, nén, tiéu chay. Co thé
gdp khoang QT kéo dai, hét dén khi ngimg didu tri (da gap & tré so
sinh ding lidu cao hodc ¢ ngudi 16n tiém tinh mach ¢6 nguy co
kéo dai khoang QT).
Xik tri: Trong trudng hop qué liéu, nén lam dién tdm dd dé do
khoang QT, nhét 1a khi ¢6 kém theo cic nguy co khdc (giam kali

huyét, khoang QT, kéo dai bdm sinh, két hop dung céc thude kéo
dai khoang QT va/hoic gdly xodn dinh). Khong ¢6 thude gii doc.
Diéu trj triéu chiimg,

15. Cic diu hi¢u ¢in luu ¥ va khuyén cdo: Chua ¢ thong tin gi
thém

Han dung: 36 thang ké ur ngay san xuat.

Béo quin: Noi kho, nhigt dd khong qua 30°C, tranh anh sdng.
Dé xa tim tay ciia tré em.

Doc ky hudng dén si dung truée khi ding.

Thube nay chi ding theo don ciia Bic si.

Néu cin them thong tin, xin héi y kién Bdc si.

Ngay xem xét sira ddi, ¢dp nhit lai ndi dung huéng din siv
dung

Cong ty sin xuit

CONG TY CO PHAN DUGC — TTBYT BINH DINH
(BIDIPHAR)

498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh
Dinh, Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.3846846
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7% ?*»"f59,%\ To hwong dan si dung thuéc cho bénh nhan
7 / CONG TY “‘c’*
i/%/  COPHAN

-\\Vién nén bao phim Spobavas® 3MIU

. D5b§ *‘; ronedauosit dung trude khi ding.
-7 huoc nay z’c?'t/r_oc dung theo don ciia bdc s7
- Thong bdo cho duoc st hodc bdc st nhitng tdac dung khong mong mudn 8dp phai khi sir dung thudc.

1. Thanh phin ham lwgng cia thube

Hoat chat: Spiramyein............. 3.000.000 IU

Té duoc: Tinh bot bap, natri carboxy methylcellulose natri lauryl sulfat, natri croscarmellose,
tinh bot bién tinh, colloidal silicon dioxide, magnesi stearat, HPMC, talc, titan dioxyd, PEG 4000 .
2. M6 ti san phidm: Vién bao phim phéi nhén, khong nit canh, khong dmh tay, dong déu vé mau

sdc. Bén trong cua vién bao cé mau trang nga.

3. Quy cich dong goi

Hop 2 vi x 5 vién.

4. Thuée ding cho bénh gi?

Ching dugc sir dung gi6i han trong cic nhidm khudn gdy ra boi vi khuan duge xéc dinh 14 nhay _g.;!;: (ouge
i
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- Céc chung tu cau beta tan huyét nhém A, nhu 13 mat thay thé cho liéu phap didu tri beta-lactam, %\\
dac biét khi khong thé ding beta-lactam. \.

- Viém xoang cép tinh: Theo quan diém vi sinh cfia céc nhidm tring ndy, cdc macrolid duoc chi dinh
khi khong thé didu tri bing beta-lactam.

- Boi nhiém ctia viém phé quan cp tinh.

- Céc dot cap clia viém phé quan man tinh.

- Viém phdi cong ddng:
+ Khong c6 yéu td nguy co,
+ Khong c6 diu hiéu nghiém trong trén [am sang, -
+ Trong truong hop khong ¢ bang chimg 1dm sang goi y nguyén nhan do phé céu.

Trong truong hop nghi ngd viém phoi khéng dién hinh, cdc macrolid duoc chi dinh khong phu thuoe
tinh nghiém trong va nguyén do.

- Nhiém khuén da lanh tinh: chdc 16, chée loét, nhiém khuin ha bi (viém quang), bénh erythrasma.

- Nhiém tring rang mi¢ng.

W
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- Nhiém tring sinh duc khong do I4u ciu.
- Diéu tri du phong tdi phat RAA trong cac truong hop di tmg véi beta-lactam.

- Nhiém toxoplasma & phu nit mang thai.

- Phong ngira viém mang nfo do nio mé ciu trong trudng hop chong chi dinh véi rifampicin:

+ Muc tiéu 1a dé tieu diét cdc mam Neisseria meningitidis trong miii hong,
+ Spiramycin khong dung diéu tri bénh viém mang nio do Meningococcus
+ N6 duoc d& nghj dung trong du phong o:
++ Bénh nhan sau khi diéu trj va trudc khi téi hoa nhap vao cong dong
++ Ddi tuong da tiép xuc véi dich tiét hau hong trong vong 10 ngay trudce khi nhap vién.
5. Nén dung thuée nay nhuw thé nao va lidu lwong?
- Cdch dung:
Nudt nguyén vién véi mdt luong nude phu hop.
Ubng thudc trudce bita an it nhit 2 810 hodc sau bita an 3 gio.
Ngudi bénh dung Spobavas® 3MIU phai theo hét dot didu trj.
- Duong ding: Udng
- Liéu dung: Ding theo ding don cua bac si. Spobavas® 3MIU chi dung cho nguoi 1én

O cdc déi luong co chirc ndng thdn binh thuong:

2-3 vién mdi ngay chia thanh 2-3 lidu.
Thoi gian diéu tri: Thoi gian diéu trj dau thit nguc la 10 ngay.

Du phong viém mang néo do Meningococcus:

I vién mdi 12 gid, trong 5 ngay.

O bénh nhén suy than: Khong can diéu chinh lidu,

6. Khi nao khong nén dung thuéec nay?

Nguoi 6 tién sir qué man véi spiramycin, erythromycin va bét ctr thanh phan nao cua thudc
7. Tac dung khong mong muén

Spiramycin hiém khi gay tac dung khong mong muén nghiém trong,

- Thuong gap: Budn nén, non, ticu chay, kho tiéu.

- It gép: Mét mai, chay mau cam, d6 mo héi, cam giac de ¢p nguc. Di cam tam thoi, loan cam, lao

dao, dau, cimg co va khép ndi. Viem két trang cép. Ban da, ngoai ban, may day.

- Hiém géip: Phan tmg phan vé, boi nhidm do dung dai ngay.

8. Nén tranh dung nhirng thuéc hodc thwe pham gi khi dang sir dung nhirng thude nay?
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Dung spiramycin dong thoi véi thube ubng ngura thai s& lam mét tac dung phong ngtra thy thai,
Spiramycin lam giam ndng do levodopa trong mau néu ding dong thoi.

Kéo dai khoang QT néu ding ddng thi véi mequitazin

Bdo véi bdc st néu ban dang dimg hodc gan ddy da dimg bat cir thude nao khdc, ké cd cdc thudc

mua khéng cé don cia bdc s7

9. Can lam gi khi mét 1an quén khéong dung thuéc?
Khong ding liéu gép doi dé b lai lidu da quén.
10. Cin bio quan thude nay nhw thé nao?

Bao quan thude ¢ noi kho réo, nhiét dg khong qué 30°C, tranh 4nh sang

11. Nhitng tri¢u ching va d4u hiéu khi ding thudc qua lidu?

Khi dung liu cao ¢6 thé gdy r6i loan tidu héa nhu: budn nén, non, tiéu chay. Co thé gap khoang QT
kéo dai.

12. Cin phai lam gi khi dung thuéc qu4 lidu khuyén cd0?

Neu dung qua liéu khuyén cdo, can dén ngay bénh vién gan nhit va mang theo vi hodc hép thuée.

13. Nhing diéu cin than trong khi ding thuéc nay?

St dung thén trong cho ngudi c6 rdi loan chire nang gan vi thude cé thé gay ddc cho gan.

Khi bt du didy tri néu thdy phét hdng ban toan than c6 sbt, nghi ngo bi bénh mun muy ngoai ban
cép: phai ngung diéu tri va chéng chi dinh dung lai spiramycin (mot minh hogc két hop)

Than trong & bénh nhan bi thiéu glucose-6-phosphat dehydrogenase (G6PD) vi d ¢6 béo cdo truong
hop bi thiéu mau tan huyét & nhimg bénh nhan thiéu hut men nay.

St dung than trong & phu nft ¢6 thai hoic dang cho con bu.

Bdo véi bac st hodic dieoc ST néu ban thuéc bat cir trueong hop nao trong cdc truong hop ké trén.

14. Khi nao cin tham vin bdc si, dwge si?

Khi dang sir dung cling ltc véi cac thube khéac

Khi ban nim trong céc trudng hop can phai than trong khi dung thude
Khi xay ra cac tdc dung khong mong muén trong qua trinh dung thudc.
Khi dang mang thai, du dinh ¢6 thai hodc cho con bu

Khi dung qua liéu khuyén céo.

Néu can thém thong tin xin héi Y kién bdc st hodc duwoc 7.

15. Han dung ciia thuée: 36 thang ké tur ngay san xut.
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16. Tén, dja chi, biéu twong ciia nha sin xuit
- Tén: CONG TY CO PHAN DUGC — TRANG THIET Bl Y TE BINH PINH (BIDIPHAR)
- Dia chi: 498 Nguyén Thai Hoc, phudong Quang Trung, thanh phd Quy Nhon, tinh Binh Dinh

- Biéu tuong nha san xuAt:
Bidiphar

17. Ngay xem xét sira dbi, cip nhit lai nji dung huéng din sir dung thudc
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