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X THUGC KE PON Hop 2 vi x 10 vién nén bao phim

Spirastad

Spiramycin 750.000 IU & Metronidazol 125 mg

Nha SX: Cang ty TNHH LD STADA-VIET NAM

S8 K63/1, Duding Nguyén Thi Séc, Ap My Hoa 2, T
Xa Xuan Thdi Dong, Huyén Héc Mon,
Tp. H Chi Minh, Viét Nam S-I—ADA

Thanh phdn: Moi vién nén bao phim chita:  Tiéu chuxn ap dyng: TONSX
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S ’ras tad ] Spiramycin 750000 I BE XA TAM TAY TRE EM
p p US Metronidazol 125mg  DOC KY HUGNG DAN SU DUNG
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% T4 dugc vita dib 1vitn  TRUGC KHI DUNG
c Chi dinh, Cach dang, Chéng chi dinh va cic
< thong tin khac:
= Xin doc trong t hudng din sif dyng
SDK - Reg. No.: Bio quin: Trong bao bi kin, noi kho.
Nhiét do khong qus 30°C
X_PRESCRIPTION DRUG 2 blisters x 10 film-coated tablets
S ] t d
irasia p s B
E $ 33
Z 35
Spiramycin 750,000 IU & Metronidazole 125 mg £
&= d
Manufactured by: STADA-VN J.V. Co., Ltd. o
K63/1 Nguyen Thi Soc St., My Hoa 2 Hamlet, b - vy
Xuan Thoi Dong Village, Hoc Mon Dist ADA _f % 0
Hochiminh City, Vietnam RZI
. Composition: Each film-coated tablet contains: Manufacturer’s specification
S ,rastad ] 8 Spiramycin 750,000 U KEEP OUT OF REACH OF CHILDREN
-] p P u Metonidazole 125 mg  READ THE PACKAGE INSERT
= Excipients qs. 1 tablet CAREFULLY BEFORE USE
& Indications, Administration, Contraindications
° and other precautions:
L] Barcode Read the package insert inside.

Store in a well-closed container, in a dry place.
Do nat store above 30°C



Spirastad Plus

THANH PHAN

Ma&i vién nén bao phim chira:
S PITAMYCHN susmsss sssismasivssaiosssnistsitissimmarnsnsnrasmenssnssnsnnss
Metronidazol .....
Ta dwoc vira du
(Tinh bt ngd, microcrystallin cellulose, povidon K30,
croscarmellose natri, sorbitol, colloidal silica khan, magnesi
stearat, hypromellose 6 cps, macrogol 6000, titan dioxyd, mau
ponceau 4R lake, mau ponceau 4R dye)

MO TA
Vién nén tron, bao phim mau dé héng, hai méat khum, tron.

DUQC LUC HOC

- Spiramycin la khang sinh nhém macrolid co pho khang khuén
twong tu’ phd khang khuén cla erythromycin. Thubc c6 tac dung
kim khudn trén vi khu&n dang phén chia té bao. Co’ ché tac dung
cla thuéc 1a tac dung trén cac tiéu don vi 50S cla ribosom vi
khuan va ‘ngan can vi khuan tdng hop proteln O cac nong dd
trong huygt thanh, thuéc cé tac dung chd yéu kim khuan, nhwng
khi dat néng d6 cao, thubc co6 thé diét khuidn cham dbi véi vi
khuan nhay cam nhiéu. &' nhitng noi c6 mic khang thudc rat
thap, spiramycin co tac dung khang cac ching Gram dwong, cac
ching  Coccus nhw  Staphylococcus,  Pneumococcus,
Meningococcus, phan Ién ching Gonococcus, 75% ching
Streptococcus, va Enterococcus. Cac chlng Bordetella pertussis,
Corynebacteria, Chlamydia, Actinomyces, moét sd ching
Mycoplasma va Toxoplasma cling nhay cdm véi spiramycin.
Spiramycin khéng co tac dung VGi cac vi khuan dwong ruot Gram
am. Ciing da c6 thong bao vé sy dé& khang cua vi khuan déi voi
spiramycin, trong d6 cé cd sy khang chéo gilra spiramycin,
erythromycin va oleandomycin. Tuy nhién, cac ching khang
erythromycin déi Itic van con nhay cdm véi spiramycin.

— Metronidazol 1a mét dan chét 5 - nitro imidazol, c6 phd hoat tinh
rong trén dong vat nguyén sinh nhw Entamoeba histolytica,
Trichomonas vaginalis, Giardia lamblia va Balantidium coli. In
vitro, metronidazol cé tac dung véi nhigu loai vi khudn ky khi
Gram am nhw Bacteroides fragilis, B. distasonis, B. ovatus, B.
thetaiotaomicron, B. oreolyticus, B. vulgaris, Porphyromonas
asaccharolytic, P. gingivalis, Prevotella bivia, P. disiens, P.
intermedia, Fusobacterium va Veillonella, mot s6 chlng
Mobiluncus. Thubc cling cé tac dung trén mét sé ching ky, khi
Gram dwong nhw Clostridium, C. difficile, C. perfringens,
Eubacterium, Peptococus va Peptostreptococus Thuéc khéng ¢
tac dung vGi ndm, virus, hau hét cac vi khudn hiéu khi va vi
khuan ky khi khéng bt buéc.

DUQC DONG HOC

- szramycm hap thu khong hoan toan tir dwong tiéu hoa va bi
giam khi dung cung thirc &n. Liéu ubng duoc héap thu khoang 20 -
50%. Thirc &n lam gidm khoang 70% ndng d6 téi da cla thudc
trong huyét thanh va 1am cho thoi glan dat dinh cham 2 gi® s0 Vi
udng luc doi. Néng do dinh trong huyét tvong sau khi ubng liéu 6
triéu IU la 3,3 microgam/ml sau 1,5 - 3 gi0. Thubc gén vao protein
huyét tvong dao dong tir 10 - 28%. Thoi gian ban thai khoang 5 -
8 gi¢. Thuodc phan b6 rong rai vao cac mo. Thuédc dat ndng dd
cao trong phdi, amidan, phé quan va cac xoang. Thudc khong
qua hang rao mau - ndo, nhwng qua nhau thai va vao stra me.
Spiramycin chuyén hoa & gan thanh cac chat chuyén héa cé hoat
tinh, phan I&n thai tr» qua mat va khoang 10% qua nwoc tiéu.
Spiramycin ciing thai trir mét phan vao phan.

— it nhét 80% liéu uéng metronidazol dwoc hap thu qua duwong tiéu
hoa. Metronidazol dwoc phan bd rong rai trong hau hét cac mo
va dich co thé nhw xwong, mat, nwéc bot, dich phdi, dich mang
bung, dich tiét am dao, tinh dich, dich nao tuy va cac ap xe gan
va ndo. Khéng qua 20% metronidazol gan két voi protein huyét
twong. Metronidazol qua nhau thai dé dang. Thuoc dwoc phan
bé vao stra me véi nong dé twong dwong voi nong d6 cla thuée
hién dién trong huyét twong. Thoi gian ban thai clia metronidazol
khoang 6 - 8 gid trén nguwoi Ion cd chirc ndng than va gan binh
thwong. Thoi g|an ban thai cta thubc khéng bi anh hwcng b&i
nhirng thay d@di vé chirc nang than, nhwng kéo dai hon & bénh
nhan suy chirc ning gan. Xap xi 30 - 60% metronidazol dwoc
chuyén héa qua gan bang sy hydroxy hoa, sw oxy hoa chudi phu
va lién hop glucuronid. Chét chuyén héa chinh la 2 - hydroxy
metronidazol c6 hoat tinh khang vi khuan va déng vat nguyén
sinh. Phan Ién lidu clia metronidazol dwoc dao thai qua nuwoc
tiéu, chii yéu dwdi dang cac chat chuyén hoa, mét lwong nho
xuét hién trong phan.

CHi BINH

— Diéu tri nhiém khuan rang - miéng (4p xe rang, viém tay, nhiém
khuan tuyén nwéc bot).

— Diéu tri dw phong nhiém khuan tai chd sau phau thuat rang -
miéng.

LIEU LWUQNG VA CACH DUNG |
Spirastad Plus duoc dung béng dwong ubng.

Lieu lwong

— Nguoi I6n: 4 - 6 vién/ngay, chia 2 hoac 3 Ian, uéng trong bira an.

— Tré em ttr 6 - 10 tudi: 2 vién/ngay, chia 2 1an, ubng trong bira an.

— Tré em tir 10 - 15 tudi: 3 vién/ngay, chia 3 Ian, uéng trong bira
an.

CHONG CHi BINH B
Bénh nhan qua méan véi spiramycin hodc cac khang sinh khag/~" 73
thuéc nhém macrolid, metronidazol, cac dan chét nitro-imida,
khac hodc bat ky thanh phan nao ctia thuéc.

THAN TRONG
Spiramycin |

— Nén than trong khi ding cho nguwi cé réi loan chirc nang g
thudc co thé gay doc gan.

- Than trong cho ngudi bénh tim, loan nhip (bao gbm ca nguol (
khuynh huwéng kéo dai khoang QT). Khi bat dau diéu tri néu th
phat hong ban toan than c6 sét, phai ngirng thube vi nghi bi bénh
mun mi ngoai ban cép. Trwéng hop nay phai chéng chi dinh
dung lai spiramycin.

Metronidazol

— Metronidazol c¢é tac dung (c ché alcol dehydrogenase va cac
enzym oxy hoéa alcol khac. Thudc cé phan (ng nhe kiéu
disulfiram nhw néng birng mat, dau du, buén non, nén, co cirng
bung va d& mé hai.

— Dung liéu cao diéu tri cac nhlem khuan ky khi va diéu tri bénh do
amlp va do Giardia c6 thé gay rdi loan mau va cac bénh than kinh
thé hoat dong.

— Than trong khi diing thuéc cho ngwei cao tudi vi chirc néng gan
da bi suy giam.

— Ubng metronidazol cé thé bj nhiém ndm Candida & miéng, am
dao hoac rudt. Néu cé bdi nhiém phai diéu trj thich hop.

TUONG TAC THUOC
Spiramycin

— Dung dong thoi véi thubc uéng nglra thai s& lam mét tac dung
phong ngua thu thai.

— Lam gidm ndng dé cua levodopa trong mau néu dung déng thoi.

Metronidazol )

— Thubc ubng chbéng déng mau: Tang tac dung chong déng, dac
biét warfarin lam kéo dai thoi gian prothrombin.
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- Rupu va céc thube chira alcol: Metronidazol (e ché cac enzym
oxy hoéa riou va enzym alcol dehydrogenase gay phan (ng kiéu
disulfiram. Do d6 khéng uong regu hodc dung déng thoi véi cac
thubc chira con. Trong khi diéu tri véi metronidazol, khdng ding
déng thoi véi disulfiram hodc phai ding thuéc & nhirng thoi diém
cach khoang xa.

— Phenobarbital: Tang chuyén héa metronidazol nén thai trir nhanh
hon.

~ Lithi: T&ng ndng d6 lithi trong huyét thanh, gay doc.

— Terfenadin va astemisol: Lam téng phan trng bat loi nghiém trong
trén tim mach cla cac thubc nay nhu: Kéo dai khodng QT, loan
nhip, nhip nhanh.

— Cimetidin: U'c ché sy chuyén hoa tai gan clia metronidazol, 1am
tang thoi gian ban thai cia metronidazol, dan dén tang tac dung
khéng mong muén.

~ Disulfiram: Phan (ng loan tam than d& dwoc bao cdo & nhing
bénh nhan dang dung déng th&i metronidazol va disulfiram.

— Fluorouracil: Metronidazol lam gidm d¢ thanh thai cla 5
fluorouracil va do d6 c6 thé 1am tang doc tinh cua 5 fluorouracil.

PHU N(¥ CO THAI VA CHO CON BU
Phu n c6 thai

— Spiramycin di qua nhau thai, nhwng néng d6 thuéc trong mau thai
nhi thdp hon trong mau ngudi me. Mac du khéng cé cac bang
chirng nao vé ngd doc thai nhi va quai thai, do chwa cé cac
nghién ctu thda dang va dwoc kiém tra chat ché vé ding
spiramycin cho ngwdi mang thai hodc khi sinh dé, khong nén
dung spiramycin cho ngwdi mang thai, tre khi khong con liéu
phap nao thay thé va phai theo déi that can than.
Metronidazol qua hang rao nhau thai kha nhanh, dat dwoc mét ty
|&é néng do gira cudng nhau thai va huyét twong me twong tw
nhau. Mac du hang nghin ngw&i mang thai da dung thuée, nhung
chuwa thay c6 thdng bao ve viéc gay quai thai. Tuy nhién ciling cé
mot s6 nghién ctru da thong bao nguy co sinh quai thai tang khi
dung thudc vao 3 thang dau cla thai ky. Do d6 khong nén dung
trong thoi gian dau khi mang thai, trir khi bt budc phai dung.

- Nén tranh dung Spirastad Plus trong khi mang thai. Néu phat
hién thay c6 thai trong khi dang dung thuéc, nén hdi y kién bac
sTco nén tiép tuc dung thubc khéng.

Phu ni¥r cho con bu

_ Spiramycin bai tiét qua sira me v&i néng do cao. Thubc can
dung than trong cho phu ni cho con bu.

- Metronidazol bai tiét vao s*a me kha nhanh, tré bu me co thé
c6 ndng do thubc trong huyét twong béng khoang 15% néng do
& me. Nén ngirng cho bu khi diéu tri bang metronidazol.

- Nén tranh dung Spirastad Plus trong thoi ky nuéi con béng
s(ra me

ANH HU‘CTNG TREN KHA NANG LAI XE VA VAN HANH MAY

MOC
Bénh nhan nén dwoc canh bao vé kha nang bj budn ngu, chéng
mét, It 1&n, &o giac, co giat hodc rbi loan thj giac thoang qua, va
néu céc triéu chirng nay xay ra, khéng nén lai xe hodc van
hanh may mac.

TAC DUNG KHONG MONG MUON (ADR)

Spiramycin )
Hiém khi gay tac dung khéng mong mudn nghiém trong.
Thuong gap (ADR > 1/100)
- Tiéu héa: Budn nén, ndn, tiéu chay, khé tiéu.
~ Than kinh: Chéng mét, dau dau.
It g&p (1/1000 < ADR < 1/100)

- Toan than: Mét mdi, chdy mau cam, dd md hdi, cam giac deé ép
ngwe. Di cdm tam thoi, loan cam, ldo dao, dau, cirng co va
khép nbi.

- Tiéu hoa: Viem két trang cap.
Da: Ban da, ngoai ban, may day.
Hiém g&p (ADR < 1/1 000)

- Toan than: Phan tng phan vé, boi nhiém do dung dai ngay
thudc udng spiramycin.

- Tim: Kéo dai khoang QT.
Metronidazol
Tac dung khéng mong mudn thwéng phu thudc vao liéu dung.
Khi dung liéu cao va lau dai sé lam ting tac dung cé hai.
Thuong gap (ADR > 1/100)

- Tiéu héa: Budn nén, ndn, chan &n, dau bung, tiéu chay, cé vi
kim loai khé chju.
It g&p (171000 < ADR <1/100)

- Mau: Gidm bach cau.
Hiém gép (ADR < 1/1000)

- Mau: Méat bach céu hat.

- Than kinh trung wong: Con dong kinh, bénh da day than kinh
ngoai vi, dau dau.

- Da: Phong rép da, ban da, ngwra.

- Tiét niéu: Nuéc tiéu sdm mau.

QUA LIEU VA XU TRI
Spiramycin
Triéu chng Chua biét liéu spiramycin gay dgc. Khi dung liéu
cao, c6 thé gay réi loan tiéu hoa: Budn non, non, tiéu chay. Co
thé gap khodng QT kéo dai, hét dan khi ngirng diéu tri.
Xt tri: Trong trwong hop qué liéu nén lam dién tam d6 dé do
khoang QT, nhét la khi c6 kém cac nguy co khac (giam ka
huyét, khodng QTc kéo dai badm sinh, két hop céc thube kéo dai
khoang QT va/hodc gay xoén dinh. Khéng cé thubc giai doc
Diéu tri triéu chirng. A
Metronidazol A
Trigu ching: Ubng mot liéu duy nhat té¢i 15 g da duoc bao ‘Cab
Cac triéu chirng bao gom budn nén, nén va mét diéu hoa, bgqh
ly than kinh ngoai bién, dong kinh. Anh hwdng doc trént
kinh gom co giat, bénh ly than kinh ngoai bién da duoc ba
sau 5 dén 7 ngay dung liéu 6 - 10,4 g cach 2 ngay/lan.
X0 tri: Khong c6 thube giai doc dac higu. Diéu tri trieu ching va

hé tro.
BAO QUAN Trong bao bi kin, noi khé. Nhiét do khong qua
30°C. >
HAN DUNG : 24 thang ké ti» ngay san xuét.
PONG GOI : Vi 10 vién. Hop 2 vi.

TIEU CHUAN AP DUNG: Tiéu chuan nha san xuét.
NH
THUOC NAY CHi DUNG THEO DON CUA BAC ST /1)y

Dé xa tam tay tré em
Khéng ding thuéc qua thoi han st dung
Doc ky hwéng dan s dung trwéce khi dung —
Néu can thém théng tin, xin héi y kién bac si
Théng bao cho bac si nhirng tac dung khong mong muén
gdp phai khi st dung thuéc

Ngay duyét lai ndi dung toa: 24/03/2017

Nha san xuét: i
Céng ty TNHH LD STADA-VIET NAM

$6 K63/1, Budng Nguyén Thi Séc, Ap My Hoa 2
Xa Xuan Théi Dong, Huyén Hoc Mon,
Tp. HS Chi Minh, Viét Nam.
DT: (+84.8) 37181154-37182141 - Fax: (+84.8) 37182140
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