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MEDOSPIRA

Spiramycin .... 750.000 1U
Metronidazol ..... 125 mg
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Spiramycin ... 750.000 1
Metronidagol ..... 125 mg
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MEDISUN

Rx thuéc bdn theo don

Dé xa tim tay tré em

Boc ky hudng dan sir dung truée khi diing

Néu cin thém thong tin, xin tham khdo y kién bdc sy
Dang bao ché: vién nén bao phim

MEDOSPIRA

Trinh bay: Hop 10 vi x 10 vién nén bao phim; Hop 2 vi x 10 vién nén bao phim.
Cong thirc: Mi vién nén bao phim c6 chira:

SDUMEYRIE 1150500565356 52145354505 8 ams e psme B et 750.000 IU
MSTOBIAAZON <o sucisscimsusassiatinsismsiomismenmerssensrs eavoreetssssssossres s seashmss s sice 125 mg
LRIV woscomnonsoscusisiasssistins o i smneneeeaenas s semmse SR oAbl onm St vd 1 vién nén bao phim.

(Tinh bt mi, Lactose, Povidon, Talc, Natri starch glycolat, Avicel 101, Magnesi sterat, HPMC 606,
HPMC 615, PEG 6000, Erythosin, Oxyd st den, Titan dioxyd).

Tinh chat

Dugc lue

Metronidazole

Metronidazol 1a mét dan chét 5 - nitro - imidazol, ¢6 phé hoat tinh rong trén dong vat nguyén sinh
nhu amip, Giardia va trén vi khudn ki khi.

Co ché tac dung ctia metronidazol con chua thit r5. Trong ky sinh tring, nhém 5 - nitro ciia thuc bi
khir thanh céc chét trung gian doc voi té bao. Cac chét nay lién két véi cdu tric xofn cia phan tir
DNA lam v& céc soi ndy va cudi cing lam té bao chét. Ndng do trung binh c6 hiéu qua cua
metronidazol la 8 microgam/ml hoic thip hon dbi véi hiu hét cac dong vat nguyén sinh va céc vi
khuan nhay cam. Nong d6 tbi thidu trc ché (MIC) céc ching nhay cam khoang 0,5 microgam/ml.
Mot ching vi khudn khi phéan 1dp dugc coi la nhay cam véi thube khi MIC khong quéa 16 £
microgam/ml. "
Metronidazol 13 mét thude rat manh trong diéu tri nhiém dong vat nguyén sinh nhu Entamoeba by
histolytica, Giardia lamblia va Trichomonas vaginalis. Metronidazol ¢6 téc dung diét khuén trén ¥
Bacteroides, Fusobacterium va céc vi khudn ky khi bét budc khéc, nhung khong c6 téc dung trén vi }:_‘
khudn hiéu khi. Metronidazol chi bj khang trong mét s it truong hop. Tuy nhién khi ding |
metronidazol don doc dé diéu tri Campylobacter/ Helicobacter pylori thi khéng thudc phat trién kha

nhanh. Khi bj nhiém ca vi khudn 4i khi va ky khi, phai phéi hop metronidazol véi céc thube khang

khudn khéc.

Spyramycin

Spiramycin 1a khéng sinh nhém macrolid ¢6 phd khang khudn twong tu phd khang khudn cia
erythromycin va clindamycin. Thuéc 6 tac dung kim khudn trén vi khuin dang phan chia té bao. O

cac nf“)ng do trong huyét thanh, thudc ¢6 tac dung kim khuén, nhung khi dat némg dd & md thude ¢6 '
thé diét khuén. Co ché tac dung cta thude 14 tac dung trén cac tiéu don vi 508 ctia ribosom vi khud \,\/
va ngan can vi khuan tdng hop protein.
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Dwge dong hoc mw
Metronidazole

Metronidazol thudng hép thu nhanh va hoan toan sau khi uong, dat ti ndng do trong huyét tuong
khoéng 10 microgam/ml khoang 1 gid sau khi udng 500 mg. Mbi turong quan tuyén tinh gitta liéu
ding va ndng do trong huyét twong dién ra trong pham vi [iéu tir 200 - 2000 mg. Lidu ding lap lai
clr 6 - 8 gio mot lan s& gdy tich Iy thude. Thoi gian ban thai ciia metronidazol trong huyét twong
khoang 8 gir va thé tich phan b x4p xi thé tich nuée trong co thé (0,6 - 0,8 lit/kg). Khoang 10 - 20
% thudc lién két v6i protein huyét tuong. Metronidazol tham nhdp t6t vao céc md v dich co thé,
vao nudc bot va sira me. Néng do diéu trj cling dat dugc trong dich nio tay. Metronidazol chuyén
héa & gan thanh céc chét chuyén héa dang hydroxy va acid, va thai trir qua nude tiéu mét phan dudi
dang glucuronid. Céc chit chuyén héa van con phan nao tac dung dugc ly.

Thoi gian ban thai trung binh trong huyét twrong khoang 7 gio. Thoi gian ban thai cua chat chuyén
héa hydroxy 12 9,5 - 19,2 gi& & nguoi bénh ¢6 chic ning than binh thuong. Trén 90% liéu udng
duge thai trir qua than trong 24 gid, chu yéu la céc chét chuyén héa hydroxy (30 - 40%), va dang
acid (10 - 22%). Du6i 10% thai trir dui dang chit me. Khoang 14% lidu dung thai trir qua phan. O
nguoi bénh bi suy thén, thoi gian bén thai cua chit me khéng thay dbi, nhung thoi gian ban thai cta
chét chuyén héa hydroxy kéo dai gip 4 dén 17 1an. Chuyén héa metronidazol c6 thé bi anh hudng
nhiéu, khi bi suy gan nang. Metronidazol c6 thé loai khéi co thé ¢6 hiéu qua bang thdm tach mau.
Spiramycin

Spiramycin dugc hép thu khong hoan toan & dudng tiéu héa. Thube udng duge hap thu khoang 20 -
50% liéu sir dung. Nong db dinh trong huyét tuong dat dugc trong vong 2 - 4 gio sau khi ubng.
Nong do dinh trong huyét twong sau khi udng lidu 1 g hodc truyén tinh mach 1,5 tri¢u don vi dat
dugc tuong mg 1a 1 microgam/ml va 1,5 - 3,0 microgam/ml. Nong do dinh trong méu sau liéu don
¢6 thé duy tri duoc 4 dén 6 gio. Ubng spiramycin khi c6 thirc &n trong da day lam giam nhiéu dén
sinh kha dung ctia thude. Thire &n 1am giam khoang 70% néng do téi da ciia thube trong huyét thanh
va lam cho thoi gian dat dinh chim 2 gi&. Spiramycin phan bé rong khip co thé. Thubc dat nong do
cao trong phdi, amidan, phé quén va céc xoang. Spiramycin it thdm nhép vao dich nio tay. Nf‘mg do
thudc trong huyét thanh ¢6 tdc dung kim khudn trong khoang 0,1 - 3,0 microgam/ml va ndng do
thudc trong md c6 téc dung diét khuén trong khoang 8 - 64 microgam/ml. Thudc udng spiramycin
c6.thoi gian ban thai phan bb ngén (10,2 + 3,72 phit). Thoi gian ban thai trung binh 13 5 - 8 gio.
Thude théi trir chi yéu & mat. Néng do thude trong mét I6n gap 15 - 40 I4n ndng do trong huyét
thanh. Sau 36 gits chi ¢6 khoang 2% téng liéu uéng tim thay trong nuéc tidu.

Chi dinh

- Nhiém khuéin raing miéng cép tinh, man tinh hodc tai phat, dic biét 1a ap-xe rang, viém nudu, viém
miéng, viém nha chu, viém tuyén mang tai, viém duéi ham.

- Phong ngira nhiém khuan rang miéng sau phiu thust.

- Diéu trj nhidm khuan do cic vi khudn nhay cam trong cac trudng hop.

Chong chi dinh

Nguoi c6 tién sir qus mdn v6i spiramycin, erythromycin, metronidazol hodc cac din chét|Wito
imidazol khéc hogic bét ky thanh phéan nao cua thuéc.
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) MEDISUN
Liéu ding va cich ding:

Nhiém khudn rang miéng cdp tinh

- Nguoi 16n va tré em trén 10 tudi: Uéng 2 vién/Iin x 2-3 lan/ngay, ding trong 3-7 ngay.

Viém nha chu, viem nuéu, viem mi¢ng, viém tuyén mang tai, viém dieéi ham:

- Ngudi lon va tré em trén 10 tudi: Udng 2 vién/Ian x 2-3 l?m/ngéy. Dung trong 3 ngay.

- Tré em tir 7- 10 tudi: Udng 1 vién/lan, 2-3 lan/ngay. Dung trong 3 ngay.

- Tré em tir 3-7 tudi: Uéng 1 vién/Ian, 1-2 lan/ngay. Dung trong 3 ngay.

Diéu tri nhiém khudn:

- Nguoi 16n va tré em trén 10 tudi: liéu khoi ddu 6-7 vién/Idn, sau d6 1a 3-4 vién/lan, céch 8 gi 1
lan. Dung trong khoang 7 ngay.

Phong ngira nhiém khudn rdng miéng sau phau thudt:

- Ngudi [6n: Ubng 3-4 vién mbi 8 gio, trong sudt 24 giy trude khi phiu thuit.

Hodc theo huéng dén cia thiy thuéc.

Twong tic thube

- Dung spiramycin dng thdi véi thube ubng ngira thai s& lam mét tic dung phong ngira thu thai. 33
- Spiramycin lam gidm ndng do cua levodopa trong mau néu dung ddng thoi, ——
- Metronidazol ting téc dung thudc uéng chéng dong méu, dic biét warfarin, ING

) PH

- Metronidazol (c ché cac enzyme oxy hoéa rugu va alcol dehydrogenase giy phan tng kiéu
disulfiram. Vi vy khong udng ruou hoiic dung déng thoi céc thubc cé chira cdn trong khi diéu tri .y
voi metronidazol.

- Metronidazol ¢6 téc dung kiéu disulfiram. Vi vay khong diing ddng thdi 2 thube ndy dé tranh téc a1
dung dc trén than kinh nhu loan than, 16 I3n.

- Dung ddng thoi metronidazol va phenobarbital lam ting chuyén héa metronidazol nén
metronidazol thai trir nhanh hon.

- Dung metronidazol cho ngudi bénh dang c6 ndng do lithi trong mau cao (do dang dung lithi) s&

lam ndng d¢ lithi huyét thanh tang 1én, gy doc.

- Metronidazol tang tac dung ctia vecuronium 1a mét thuée gian co khong khir cuec. 4
- Metronidazol ¢6 thé tuong tac voi terfenadin va astemisol khi diing dong thi 1am ting phén (g
bat lgi nghiém trong trén tim mach cua cac thudc nay nhu kéo dai khoang QT, loan nhip, nhip
nhanh... Do vay phai rét than trong va khong nén ding dong thoi cac thube khéng histamin nay cho
bénh nhan dang dung céc thuéc c6 ciu tric nhém itraconazol, ketoconazol, bao gdm ca
metronidazol.

- Cimetidin Gc ché su chuyén héa tai gan cua metronidazol, lam ting ntra doi thai trir cua
metronidazol, din dén taing ADR, vi véy cén can nhic khi sir dung dong thoi.

Thén trong

- Nén than trong khi sir dung spiramycin cho ngudi ¢6 rdi loan chire ning gan.

- Bénh than kinh ngoai bién, co giat kiéu dong kinh thoéng qua, va gidm bach cau thinh thoang xay
ra khi diing metronidazol liéu cao hogc kéo dai.

- Nguoi bénh khéng nén ubng rugu khi dang ding metronidazol do ¢é thé ¢4 phgn (g kiéu
disulfiram.

N B T M B i e T ———
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- Thude ¢6 chira Lactose, nhitng bénh nhan c6 vén d? di truyén hiém gap khong dung nap galactose,
thiéu Lapp lactase hoic kém hip thu glucose-galactose khong nén dung.

- Thubc chira Erythrosin 1 chit tao mau ¢6 thé gdy phan img dj tmg c6 thé biéu hién nhu do bimg,
su-xuét hién cua may day.

Phu nir ¢6 thai va cho con bu:

Thoi ky mang thai :

Khéng nén diing thubc trong 3 thang dau thai ky.

Thoi ky cho con bi :

Nén ngirng cho con bu khi dung thuée.

Tac dng Ién kha niing ldi xe va van hanh may moéc:

Khéng dung thude déi v6i ngudi 14i xe, van hanh mdy mdc.

Qui liéu va xir tri

- Spiramycin : chua tim thdy tai liéu.

- Metronidazol uong mot lidu duy nhat t6i 15 g da duoc béo cdo. Tri¢u chimng bao gdm budn nén,
ndn va mét diéu hoa. Tac dung dc thin kinh gdm ¢6 co gidt, viém ddy than kinh ngoai bién di dugc
béo céo sau 5 t6i 7 ngay ding lidu 6 - 10,4 g céch 2 ngay/lan.

Didu trj: Khong ¢6 thube giai déc dic hiéu. Didu tri triéu chimg va hd trg.

Téc dung khéng mong muén

Thuong gap, ADR > 1/100 ’iﬂM
Tiéu héa: Budn nodn, nén, ia chay, khé tiéu (khi dung dudng ubng), chén in, dau bung, c6 vi kim SUN 4
loai khé chiu. \3'\“"\0

IT gap, 1/1000 < ADR < 1/100

Toan than: Mét moi, chay mau cam, dé md hdi, cam gidc de ép ngyuc. Dj cam tam thoi, loan cam, lao

déo, dau, ciing co va khép ndi, cam gidc néng rat, néng do bimng (khi tiém tinh mach).

Tiéu h6a: Viém két trang cap.

Da: Ban da, ngoai ban, may day.

Méu: Giam bach cAu.

Hiém gdp, ADR < 1/1000 ~
Toan than: Phan (ing phan v¢, boi nhiém do ding dai ngay thuc uéng spiramycin. :
Mau: Mét bach cdu hat.

Thén kinh trung uong: Con dong kinh, bénh da day than kinh ngoai vi, nhirc diu.

Da: Phong rop da, ban da, ngira.

Tiét niéu: Nuéc tiéu sim mau. /
Thdng bio v6i bic sy cdc tic dung khong mong mudn gip phai khi dung thuéc.
Bio quin: Noi kho thoang, nhiét do dudi 30°C, tranh 4nh sang.

Han dung: 36 thang ké tir ngay san xuAt.

Khong diung qua thoi han ghi trén bao bi.

Tiéu chudn: TCCS s6 0650-015-2014

Logo cong ty: EDISUN

Nha sin xuét: Cong ty C Phan Duoc Phdm ME DI SUN

A
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DI

Dia chi nha san xuat: S8 521, Khu phé An Loi, Phudng Hoa Loi, Thi x4 Bén Cat, Tinh wong.
Dién thoai: 0650 3589036 — Fax: 0650 3589297

Binh Dmmg, ngay 20 thang 05 nim 2016

DS. LE MINH HOAN

TUQ.CYC TRUONG
P.TRUONG PHONG

Gé Mint J(t.ﬂd/ny

L-)C
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