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Thudc ké don GMP-WHO | MOVOMYCINE

NOVOMYCINE ...."™"

Spiramycin.......... 750.000 IU
Ta dugc vua dd........... 1 g6i
CHi BINH, CACH DUNG,
CHONG CHi BINH VA

CAC THONG TIN KHAC:
Xem trong t& huéng dan

slt dyng thudc kém theo.

Spiramycin 750.000 U
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B. Mit 2

STHIONS

e s, 0

& Prescription only GMP-WHO

NOVOMYCINE

>y - Spiramycin 750,000 1U

Box of 20 sachets x 3g of granules

Manufacturer:
/‘h Mekophar Chemical Pharmaceutical Joint-Stock Company

@ 297/5 Ly Thuong Kiet St. - W.15 - Dist.11 - HCMC - Vietnam

COMPOSITION:
Spiramycin....... 750,000 IU

Excipients q.s...... 1 sachet

SBK/Reg. No.:

S6 16 SX/Batch No.
Ngay SX/Mfg. Date:
HD/Exp. Date:
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II. NHAN GOI:

___________________________

NOVOMYCINE
oMY

Spiramycin 750.000 IU
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i Co s san xustManufacturer: |
L AN CONG TY C6 PHAN !
: “ g; HOA-DUGC PHAM MEKOPHAR |
] Mekophar Chemical i
i Pharmaceutical Joint-Stock Co. :

THANH PHAN:
Spiramycin......... 750.000 U
Té dugc vira dd........... 1 g6i
COMPOSITION:

Spiramycin......... 750,000 IU

Excipients g.s........ 1 sachet

HD/Exp. Date:

S6 I SX/Batch No.:
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TO HUONG DAN SU DUNG THUOC: 3088 1

R, NOVOMYCINE 0,75 M.IU
. . Thubc c¢ém

Dé xa tam tay tré em

Doc ky huémg dan sir dung trwée khi ding

Thuoc nay chi dung theo don thubc

Thanh phin, ham lwgng ciia thude: Cho 1 g0i 3g

Thanh phan hoat chét:
— Spiramycin..........ccocooueveevevennnn, 750.000 TU
—Taduge vira U ...c.ovveecee, 1 goi

Thanh phan ta dugc: bot huong dau, maltodextrin, bot huong mixfruit, acesulfam kali, natri lauryl

sulfat, colloidal silicon dioxyd, gom xanthan, duong tring.

Dang bio ché cia thudc:

Thude cbm.

M0 ta san phém:

Thudc com khd toi, mau tring nga ddng nhét, mui thom, vi ngot dang.

Chi dinh:

— Diéu trj nhitng trudng hop nhiém khuan & duong hd hap, da va sinh duc do cac vi khuén nhay
cam vd&i spiramycin.
— Diéu tri du phong viém mang ndo do Meningococcus, khi c¢6 chéng chi dinh véi rifampicin.
— Du phong ching nhiém Toxoplasma bam sinh trong thoi ky mang thai.
— Du phong téi phat thap khép cip tinh & nguoi bénh di ing vai penicilin.
Liéu dung, cich dung:
Liéu diing:
Udng thudce trude bita an it nhét 2 210 hodc sau bita an 3 gio.
— Liéu dung: theo chi d4n cua bac sy.
— Liéu dung dé nghi:
e Bénh nhén c6 chirc nang than binh thuong:
+Liéu ding:
Tré em: 150.000-300.000 IU/mdi kg thé trong co thé/24 gid, chia 2-3 lidu.
Thoi gian didu tri viém hong la 10 ngay.
+Duy phong viém mang ndo do Meningococcus: Tré em: 75.000 IU/ mdi kg thé trong co
thé /12 gio. Dung trong 5 ngay.
¢ Bénh nhan suy giam chirc ning than: Khéng can diéu chinh liéu.
Xit Iy thuoc truéce va sau khi siv dung:
Khong ¢6 yéu cau dic biét vé xir ly thudc trude va sau khi sir dung.

Chéng chi dinh: ,
Ngudi ¢6 tién sir qua man véi spiramycin hodic voi cac khang sinh khac nhém macrolid hodc bt
ctr thanh phan nao ca thube.

Canh bio va than trong khi dung thudc:

Than trong khi ding spiramycin cho ngudi c6 réi loan chirc ning gan, vi thudc co thé gay doc

vai gan.

— Than trong cho ngudi bi bénh tim, loan nhip (bao gdm ca ngudi ¢ khuynh huéng kéo dai
khoang QT). Khi bit ddu diéu tri néu thdy phat hdng ban toan than c6 sbt, phai ngimg thubc
vi nghi bi bénh mun mu ngoai ban cdp. Truong hop nay phai chdng chi dinh dung lai
spiramycin.

— Thaén trong khi dung cho bénh nhén suy than, thiéu hut G6PD.

Sir dung thudc cho phu nir c6 thai va cho con bu: )

— Khong dung spiramycin cho ngudi mang thai, trir khi khong con li¢u phap nao thay thé va
phai theo ddi that can than.
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— Spiramycin bai tiét qua sira me voi néng dd cao. Dung than trong cho phu nit cho con b1, nén
ngung cho con b khi dang dung thudc.

Anh huéng ciia thudc 1én kha ning ldi xe, vin hinh may méc:

— Ché pham c6 thé gay mét sb tac dung nhu chéng mit, nhirc du; than trong khi sur dung cho
nguoi lai xe va van hanh may.

Twong tac, twong ky cia thube:
Tuong tdc ciia thuéc:

- ]?lﬁpg spiramycin dong thoi véi thude udng ngira thai s& lam mét tac dung phong ngira thu
thai.

— Spiramycin lam giam ndng do cua levodopa trong mau néu dung dong thoi.

— Spiramycin it hodc khong anh huéng dén hé enzym cytochrom Pys9 & gan; vi vay so voi
er‘ythromycin, spiramycin it c6 twong tac hon véi cac thube dugc chuyén héa boi hé enzym
nay.

— C6 nhiéu truong hop tang hoat tinh cua thuéc chéng dong duong udng da duoc bao cdo khi
sir dung khang sinh.

Tuwong ky ciia thuéc:
— Do khong c6 céc nghién ciru vé tinh twong ky cua thude, khéng tron 1dn thubc nay véi cac
thudc khac.

Téc dung khéng mong muén:

— Thuong gap, ADR>1/100:
Tiéu héa: budn non, non, tiéu chay, kho tiéu.
Than kinh: chéng mat, dau dau.
it gap, 1/1000<ADR<1/100:
Toan than: mét moi, chady mau cam, d6 md héi, cam giac de ép nguc.
Tiéu héa: viém két trang cp.
Da: ban da, ngoai ban, may day.

— Hiém gép, ADR<1/1000:

+ Toan than: bdi nhiém do dung dai ngay thudc udng spiramyein.

+ Tim: kéo dai khoang QT.

Thong bao cho bac sy nhitng tdc dung khong mong mudn gap phai khi st dung thudc.

+ +

+ + +

Qua li¢u va cich xir tri:
Quid liéu:

— Khi dung liéu cao, ¢6 thé gay rdi loan tiéu héa: budn nén, non, tiéu chay. C6 thé gap khoang

QT kéo dai, hét dan khi ngimg diéu tri.
Cach xur tri:

— Trong truong hop qua liéu, nén lam dién tam d6 dé do khoang QT, nhét 1a khi kém c6 theo
céc nguy co khac (giam kali huyét, khoang QT kéo dai bdm sinh, két hop dung thudc kéo dai
khoang QT va/hodc gy xoan dinh). Khong c6 thude giai doc. Didu tri tri¢u chung. )

Néu truong hop qué liéu xay ra, dé nghi dén ngay co s& y té gin nhét dé nhan vién y té co

phuong phap xtr ly.

Pac tinh dwgc luc hoc:
Nhoém duge ly:
Ma ATC: )

— Spiramycin la khang sinh nhém macrolid, c¢é tac dung trén vi khuan dang phan chia t€ bao.
Co ché tac dung cua thudc 1a tac dung trén céc tiéu don vi 50S cua ribosom vi khuan va ngan
can vi khudn tong hop protein. O cac ndng do trong huyét thanh, thube cé tac dung chu yéu la
kim khuéan, nhung khi dat nf)ng d6 cao, thudc c6 thé diét khuan cham déi véi vi khudn nhay
cam nhiéu. ﬂ

— Khang thudc ctia nhém macrolid thuong lién quan dén qua trinh lam thay déi vi tri dich cua
thuc. Co ché khang thudc c6 thé qua trung gian nhiém sic thé hoac plasmid. Vi khuéan khang
thudc sinh ra mot enzym methyl héa adenin trong ribosom RNA, dan t&i trc ché su gan két
ctia thudc véi ribosom.
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— O nhing noi ¢6 mirc khang thudc rat thap, spiramycin c6 tac dung khang cac ching Gram
duong, cac chung Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan 1én
chung Gonococcus, 75% chung Streptococcus va Enterococcus. Céac chung Bordetella
pertussis, Corynebacteria, Chlamydia, Actinomyces, mdt s chiung Mycoplasma va
Toxoplasma cling nhay cam v&i spiramycin

— Spiramycin khong c6 tac dung véi cac vi khuéan duorng rudt Gram am. Cing da c6 thong bao
vé su dé khang cua vi khudn dbi v6i spiramycin, trong d6 c¢6 ca su dé khang chéo giita
spiramycin, erythromycin va oleandomycin.

bic tinh dwgc dong hoc:

— Spiramycin hép thu khong hoan toan tir duong tiéu héa va bi giam khi ding cung thic an.
Liéu udng duoc hap thu khoang 20 — 50%. Thuc dn lam giam khoang 70% nong do t6i da cua
thube trong huyét thanh va lam cho thoi _gian dat dinh chdm 2 gi®r so véi ubng luc doi.

— Sau khi uéng 6 triéu dvqt spiramycin, ndng d6 dinh huyét tuong la 3,3 microgam/ml sau 1,5 —
3 gio. Thoi gian ban thai khoang 5 — 8 gio. Thudc dat ndong do cao trong phdi, amidan, phé
quan va cac xoang. Thudc khéng qua hang rao mau — ndo, nhung qua nhau thai va vao sira

me.
— Spiramycin chuyén héa qua gan thanh cac chét chuyén hoa c6 hoat tinh, phan 16n thai trir qua
mat va khoang 10% vao nudc tiéu. Spiramycin ciing thai trir 1 phan vao phan.

Quy ciach dong goi:

Go6i 3 g. Hop 20 goi.
Diéu kién bio quin, han dung, tiéu chuéin chit lwgng cia thudc:
Diéu kién bio qudn:

Noi khd réo, tranh anh sang, nhiét do khong qua 30°C.
Han ding:

36 thang ké tir ngay san xuat. Khong sir dung thudc hét han dung.
Tiéu chudn dp dung: TCCS.

Tén, dia chi ctia co s¢ san Xuit:
CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR

S6297/5 Ly Thuong Kiét, Phuong 15, Quan 11, Tp. H6 Chi Minh.
Lgay xem xét sira doi, cAp nhit lai nji dung hwéng din sir dung thudc:
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