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Thanh phan: Méi vién nén bao phim chua
Spiramycin............ 3.000.000 LU (td Spiramycin base 700mg)
Ta dugc....vilfa dl.....1 vién.
Chi dinh, cach ding, chéng chi dinh va cic théng tin khac:
Xem trong té hudng din sif dung thude kém theo.
Bao quan: Noi kh, tranh anh sang, nhiét do khong qua 30°C.

Ca 5 san xudit: CONG TY COPHAN DUGC PHAM NAM HA
Bia chi: 415 Han Thuyén, phutmg Vi Xuyén, TR Nam Binh,
tinh Nam Binh

Tel:0228.3649408  Fax: 0228.3644650
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NAMHA PHARMA &
Composition: Each film-coated tablet contains Manufactured by: NAM HA PHARMACEUTICAL 15.C.
Spiramycin........... 3.000.000 LU (Spiramycin base 700mg) Address: 415 Han Thuyen, Vi Xuyen ward, Nam Dinh city,
Exciplents.........qs......1 tablet. Mam Dinh province
Indi usages, indications and other inf Tel: 02283649408  Fax: 0228.3644650
Read the leaflet inside. KEEP OUT OF REACH OF CHILDREN.
Storage: In dry place, protected from light, temperature not exceed 30°C.  READ CAREFULLY DIRECTION BEFORE USE.
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HUGNG DAN SU DUNG THUOC

B |
"RETOMYCINE 3.0 MIU

Poc k§ hudng dan sir dung trude khi dung
~ beéxa tam tay tré em )
Thuoc nay chi dung theo don thuoc

THANH PHAN CONG THU'C THUOC: Mai vién nén bao phim chtra:

Théanh phén dwoc chidt: Spiramycin (twong duong Spiramycin base 700mg) 3.000.0001U
Thanh phin td dwgc: Lacstose monohydrate, Microcrystalline cellulose, Gelatin, Glycerin,
Crosscarmellose sodium, Magnesium stearate, Silica colloidalis anhydrica, Hypromellose, Talc,
Titanium dioxide, PEG 6000.

DANG BAO CHE: Vién nén bao phim mau tring.

CHI PINH: Retomycin 3.0 MIU duoc dung dé diéu tr va d& phong mét sé bénh nhiém khu

do nhitng vi khuan nhay cam véi spiramycin, dic biét 1a:

- Cac nhiém k%'luén tai — mili — hong, phé quan — phdi, da, miéng va nhiém khuan sinh duc 453
khéng do 14u cau.

- Dy phong chimg nhiém Toxoplasma bam sinh & phu nit ¢6 thai.

- Piéu tri dy phong viém mang ndo do ndo mé ciu trong nhitng trudng hop dic biét (nhu bj
chéng chi dinh véi rifampicin).

- Piéu tri dy phong tai phat thip khép cdp & ngudi di timg véi penicilin.

CACH DUNG, LIEU DUNG:

Liéu diing:

Dang vién ham lugng 3.0 MIU thi khdéng thich hgp cho tré em.

Liéu thuong ding dé diéu tri mot sé bénh nhiém khuén la:

- Ngudi 16n: 2 - 3 vién/ngay, chia 1am 2- 3 lan. Lidu c6 thé 1én dén 5 vién/ ngay chia 1am nhiéu
lan, ddi v6i nhiém khuan ning.

Trudng hop dic biét: thai gian diéu tri mét vai truong hop viém hong 1a 10 ngay.

Dé dé phong mét sé bénh nhiém khuin(nhur viém mang ndo do nio mé cau):

- ngudi 16n: 1 vién/12 gid, ubng trong 5 ngay.

Du phong nhiém Toxoplasma bam sinh trong thdi ky mang thai:

Néu nhi®m Toxoplasma trong khi mang thai, sy |4y nhiém qua nhau thai cé thé dan t&i bénh
nguy hiém cho bao thai. Phai héi y kién chuyén gia vé cach xur tri. Spiramycin c6 thé lam giam
nguy co ldy truyén tir me sang con. Khi c6 bing chimg nhiém & nhau thai hodc bao thai, ding

pyrimethamin véi sulfadiazin va acid folinic & gian doan sau ba thang déu cua thai k.
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Tré so sinh khong ¢6 ddu hiéu nhiém nhung sinh ra tir nguoi me da nhiém Toxoplasma thi
spiramycin dugc cho tré dung trong khi cho két qua xét nghiém. Néu tré dugc xéc dinh 1a
nhiém Toxoplasma cho dung pyrimethamin va sulfadiazin trong 12 théng két hop véi acid
folinic.

Trong moi truvong hop, phai theo dung huong dan cua Bdc sy,

Ciach dang:

Ding dudng udng. Nubt tron vién thube véi 1 ly nuéc.

Ubng cach xa bira n 2-3 gio.

Thoi gian diéu tri:

Dé didu tri ¢6 hidu qua, phai tuan tha lidu ding va thdi gian diing thude nhur Béc si di ké toa.
Hét sbt hoac khéng con triéu chimg khéng ¢é nghia 1a ¢i hoan toan khoi bénh.

Sur mét moi ¢6 thé cam nhéan duge khong phai 1a do diéu tri khang sinh ma 13 do nhiém khuan,
giam liéu hodc ngung diéu tri s& khong hét cam gidc mét moi va c¢é thé lam bénh chiam binh
phuc.

Khi quén thuéc:

Khéng dung liéu gdp déi dé bu lidu da quén. Néu quén mét lidu hiy udng khi nhé ra, cach xa
bita &n 2-3 gio.

Dé biét thém thong tin, hdy hoi v kién bac s9.

CHONG CHI PINH:

Ngudi ¢6 tién sir qua man voi spiramycin hodc véi cac khang sinh khac nhém macrolid, hodc
véi bét cir thanh phin nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Sir dung thén trong khi dung spiramycin cho ngudi ¢6 rdi loan chirc ning gan, vi thudc c6 thé
gay doc gan.

Than trong cho nguoi bi bénh tim, loan nhip (bao gém ca rigudi ¢6 khuynh huéng kéo dai
khoang QT). Khi bat diu diéu tri néu thiy phat hong ban toan than c6 sét, phai ngimg thudc vi
nghi bi bénh mun mu ngoai ban ¢ip. Trudng hop niy phai chéng chi dinh ding lai spiramycin.
Thanh phén thube c6 chira lactose can thén trong & nhitng bénh nhan khong dung nap galactase,
thiéu hut men lactase hogic kém hip thu vé galactose.

SU DUNG CHO PHU NI/ CO THAI VA CHO CON BU:

- Phy nit ¢6 thai; Spiramycin di qua nhau thai, nhung ndng dé thudc trong mau thai nhi thip
hon trong mau ngudi me. Mic du khéng ¢o cac bing ching vé ngd doc thai va quai thai, do
chua c6 nghién ciru théa dang va duge kiém tra chit ché vé dung spiramycin cho ngudi mang
thai hodc khi sinh dé, nén khong dung spiramycin cho ngudi mang thai, trir khi khéng con lidu
phap nao thay thé va phai theo di that cin than.
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- Phy nit dang cho con bu: Spiramycin duge bai tiét qua sita me véi néng dé cao, nén ngimg
cho con bu khi dang ding thude.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Do tic dung khéng mong mudn thudng gap 1a chong mat, dau diu nén than trong khi gip tac
dung khéng mong muén nay.

TUONG TAC, TUONG KY CUA THUOC:

Spiramycin/Lincomycin/Clindamycin:

Str dung déng thoi spiramycin va lincomycin hodc clindamycin tac dung cua vi khudn cé thé
cho thdy hiéu ing déi khang. Nén tranh diing phdi hop céc thude nay.
Spiramycin/Dihydroergotamin/ Ergot alkaloids:

Ding dong théi dihydroergotamin hodc mot ergot alkaloid khong hydro héa véi spiramycin c6
thé ting cuong tac dung co mach.

Spyramycin/Methylprednisolon/Carbamazepin/Coumarin/Digoxin:

Trong diéu trj v6i spiramycin, sy chdm tré trong viéc thai trir methyl prednisolon, thude chbng
doéng mau carbamazepin va coumarin va ting nong dé digoxin & mét sé bénh nhéan khéng thé
dugc loai trur.

Thudc ngira thai ding dudng ubng:

Dang spiramycin dong thdi véi thude udng ngira thai s& lam mét tac dung phong ngira thy thai.
Spiramycin/ Fluphenazin

Dung ddng thoi spiramycin véi fluphenazin c6 thé din dén cing théng cdp tinh va rdi loan van
dong.

Spiramycin/Mequitazin

Dung dong thai spiramycin va mequitazin trong 48 gid ¢o thé “Xoén dinh™ trong su kéo dai QT
bam sinh dén loan thét.

Do khéng ¢6 céc nghién ciru vé tinh trong ky cua thudc, khéng tron 1an thude nay véi thude
khac

TAC DUNG KHONG MONG MUON CUA THUOC:

Spiramycin hiém khi gay tac dung khong mong mudn nghiém trong.

Thwong gap, ADR>1/100

Tiéu héa: Budn ndn, nén, ia chay, kho tiéu.

Thén kinh: Chong mat, dau dau.

It gap, 171000 <ADR<1/100

Toan thin: mét moi, chay mau cam, dd mo hdi, cam giac dé ép nguc.

Tiéu héa: viém két trang cap.

Da: ban da, ngoai ban, may day.
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Hiém gap, ADR< 1/1000

Toan than: Phéan (mg phan vé, bdi nhiém do diing dai ngay thude spiramyein.

Tim: Kéo dai khoang QT.

QUA LIEU VA CACH XU TRi:

Liéu doc cua spiramycin chua dugc biét.

Cé thé ¢6 cac ddu hidu tiéu hoa sau khi dung lidu cao, nhu budn nén, ndn, tiéu chay.

Co6 thé gip khoang QT kéo dai, hét dan khi ngimg diéu trj (da gip & tré so sinh ding liéu cao
spiramycin hodc & ngudi I6n ti€ém tinh mach ¢6 nguy co kéo dai khoang QT).

Néu xay ra qua lidu spiramycin, nén lam dién tim d6 dé do khoang QT, nht 1a khi c6 kém céc
nguy co khac (giam kali huyét, khoang QT. kéo dai bim sinh, két hop dung vai cac thude kéo
dai khoang QT va/hodic gdy xodn dinh). Khéng c6 thudc giai doc dic hiéu. Néu xay ra qua liéu,
nén diéu tri tridu chirng.

PAC TiNH DUQC LUC HQC:

Ma ATC: JO1FAOQ2

Spiramycin 14 khang sinh nhém macrolid ¢6 phé khang khuén tuong tu phé khang khuan cua
erythromycin, méc du in vitro tdc dung kém hon erythromycin trén mot sé chiing vi khuan nhay
cam. Spiramycin cé tac dung chdng lai Toxoplasma gondii.

Thuée ¢6 tac dung kim khudn trén vi khudn dang phén chia té bao. Co ché téc dung cta thude
la tac dung trén cac tiéu don vi 508 cia ribosom vi khudn va ngan can vi khuan tong hop
protein. O cac ndng do trong huyét thanh, thude c6 tic dung chil yéu kim khuan, nhung khi dat
m"mg do cao, thude c6 thé diét khuan cham déi véi vi khuin nhay cam nhiéu.

J nhung noi ¢6 mirc khang thudc rat thip, spiramycin c¢é tic dung khang céc chung Gram
duong, cac ching Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan 1én
chung Gonococcus, 75% chung Streptococcus, va Enterococcus. Cic chung Bordetella
pertussis, Corynebacteria, Chlamydia, Actinomyces, mjt sb chiing Mycoplasma va Toxoplasma
cling nhay cam vdi spiramycin. Tuy nhién tac dung ban ddu nay di bi suy giam do st dung tran
lan erythromycin ¢ Viét Nam.

Spiramycin khéng cé tac dung véi cac vi khudn dudng rudt Gram 4m. Ciing dd c6 théng bao vé
su dé khang cua vi khuin déi voi spiramcin, trong dé cé ca su khang chéo giita spiramycin,
erythromycin va oleandomycin. Tuy nhién, cac chung khac erythromycin déi luc van con nhay
cam vdi spiramycin.

PAC TINH DUQC PONG HOC:

Spiramycin dugc hip thu khéng hoan toan ¢ dudmng tiéu hoa va bi giam khi dung cung thirc an.
Liéu ubng duge hap thu khoang 20-50%. Thirc dn lam giam khoang 70% nong d6 tbi da cla

thudc trong huyét thanh va lam cho thai gian dat dinh chdm 2 gio so véi udng lic doi.
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Phan bd: Sau khi udng 6 triéu dvqt spiramycin, néng d6 dinh huyét tuong 14 3,3 microgam/ml
sau 1,5 — 3 git. Thubc gin vio protein huyét trong dao dong tir 10 — 28%. Nua doi thai trir
khoang 5 — 8 gi&r. Néu cach 8 gios cho 1 liéu 1,5 triéu dvqt, trang thai én dinh dat dugc vao cudi
ngay thr hai. Nong d6 dinh (Cpeak): 3 microgam/ml; nong d6 day (Cuouen): khoang 0,50
microgam/ml. Thudc phan b rong rai trong cac 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 dd cao trong phdi, amidan, phé quan va cic xoang. Thuée khéng qua hang rao méau — ndo,
nhung qua nhau thai va vao sira me¢. 10 ngay sau khi ngimg diéu tri con thay trong lach, gan va
than khoang 5 — 7 microgam/g thude con hoat tinh. Khéng sinh macrolid xdm nhép va tich Iy
trong cac thuc bao (bach cdu da nhan trung tinh, bach ciu don nhdn, dai thuc bao mang bung,
phdi).

Nong dé trong thuc bio cao & ngudi. Tinh chit nay giai thich dugc tac dung cua cic macrolid
dbi vai cac vi khudn néi bao.

Chuyén héa: Spiramycin chuyén héa & gan thanh cac chut chuyén héa c6 hoat tinh, phan Ién
thai trir qua méat va khoang 10% vao nudc tidu. Spiramycin cfing thai trir 1 phan vao phén.
QUY CACH PONG GOI: Hop 2 vi x 5 vién.

PIEU KIEN BAO QUAN: Noi kho, tranh 4nh séng, nhiét do khong qua 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS

TEN, PIA CHI CO SO SAN XUAT:
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