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ﬂ Prescription only “.

® Spiramycin 750 000 IU

Spiranisol :zemiize

BOX OF 2 BLISTERS x 10 FILM COATED TABLETS
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5816 SX/ Lot N

NSX/ Mig. Date:

HD/ Exp. Date:

Keep out of reach of children.
Do not exceed recommended dosage

Read carefully the enclosed insert before use.
Store at temperature below 30°C, in a dry place, protect from light

COMPOSITION: Each film coated tablet contains:
SPIAMYCIN......ocevivcrmrrireerrernis 750 000 TU

M idamole . 125 mg

EXCIPIEIES Q.5 +1oeosionnssinnnsisions one tablet

and precautions, side effects, interactions and other information: OPV PHARMACEUTHCAL JOINT STOCK CO.

See the insert Lot 27, 3A. Bien Hoa Industrial Zone (1. Bien Hoa City, Dong Nai, Vietnam
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Rx Thudc ban theo don

- SPIRANISOL®
,._:;-_3'?"‘“';'!' 078N\ Vién nén bao phim
THANH Aﬁ Mm Vl&ﬂ ' h bao phim chia
Hoat chﬁi\ ; ~-f:-u-:a by
Spiramy J{G‘C ........................... 750000 IU.

Metmmdazcﬂ 5
Td dugc: Tmh bot t|en hd hoa, tinh bot ngd, cellulose vi tinh thé PH 101, povidon K30,
croscarmellose natri, silic oxyd dang keo khan, magnesi stearat, opadry |l white, ponceau 4R
lake.

MO TA SAN PHAM:

Vién nén bao phim, hinh tron, mau héng, hai mat 16i, mot mét in s& “0.75 MIU” mau den, mat
con lai in “125 mg” mau den.

DUQC LUC HOC:

Spiramycin 1a mdt chdt khang sinh macrolid, né (ic ché& sy téng hop protein bing céch lign két
khong hdi phuc vdi tiu don vj 50S cla ribosom, (ic ché su téng hgp protein clia cac vi khudn,
lam cho sy sinh trudng clia t& bao bi kim ham. Hoat tinh khdng khuén clia spiramycin trén céc
vi khu&n thudng géy bé&nh viing ring miéng nhu: lién cdu khudn khong phai nhém D, phé ciu
khudn, Actinomyces, Corynebacterium, Chlamydia, Mycoplasma.

Metronidazol 1a mot d&n xudt clia 5-nitroimidazol v6i hoat dong khang vi khudn ky khi. Thudc
tuong tac vai ADN, pha v8 cdu triic xodn cla ADN, din dé&n su (c ché téng hop protein va 1am
chét t& bao ¢ cac vi khudn nhay cadm. Hoat tinh khdng khu&n clia metronidazol trén cac vi khudn
thudng gy bénh ving ring miéng nhu: tryc khudn ky khi bat budc: Clostridium, C. perfringens,
Bifidobacterium bifidum, Bacteroides fragilis, Peptostreptococcus, Peptococcus.

DUGC DONG HOC:

Spiramycin dugc hdp thu khéng hoan toan & dudng tiéu hoa, nng dd dinh trong huyét tuong dat
dugc sau 1,5 — 3 gid. Spiramycin dugc phan b8 vao md va siia me. Sy lién két protein vao

khoang 10 - 25%. Thoi gian ban hiy thai trit khoang 5 — 8 gid. Spiramycin chll y&u dugc thai trir

qua mét (dudi dang cac chat chuyén héa) va 10% qua nudc tiéu.
Metronidazol dugc hdp thu d& dang va gdn nhu hoan toan sau khi ubng. Nong do dinh trong
huy8t tuong dat dugc trong khodng 1 — 2 gid. Thai gian ban hiy thai trli cia metronidazol vao
khoang 8 gid. Phén 16n liéu udng clia metronidazol dugc thai trif qua nudc tiéu, chli y&u dudi dang
nhiing ch4t chuyén héa va mdt lugng nhd vao trong phan.
CHi DINH:

- Nhiém trling ring — miéng: Ap xe rdng, viém tdy, viém mo t€ bao quanh xuong ham, viém
quanh than ring, viém nu6u, viém miéng, viém nha chu, viém tuy€n mang tai, viém du6i ham.
- Piéu tri du phong bién ching nhiém tring tai chd sau phdu thuat ring — miéng.
CACH DUNG VA LIEU DUNG:
Né&n ubng thudc truc hodc sau bia an it nhat 2 gid.
- Ngudi 16n: 2 vién/lan x 2 — 3 lan/ngay.
- Tré em tif 10 — 15 tui: 1 vién/ldn x 3 14n/ngay.
- Tré em tir 6 - 10 tudi: 1 vién/idn x 2 1&n/ngay. W
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CHONG CHI DINH:

- Qua man v6i khdng sinh nhom macrolid va/hodc imidazol.

- Ba thang ddu cla thai ky.

- Pang cho con ba.

- Tré em duti 6 tubi.

LUU Y - THAN TRONG:

- Ngung diéu trj trong trudng hgp chong mat, mat diéu hoa, 10 1an tam than.

- C6 tién st bénh thdn kinh trung uong hodc ngoai bién.

- Tranh dung déng thoi cdc nubc ubng chira con.

- Than trong & nhitng bénh nhén c6 rdi loan chic ndng gan.

Phu nir c6 thai va cho con bi: Phu nit mang thai ba thang gilta va ba thang cudi cla thai ky

nén tham khao y kién cla bac si.

Tac dfng cha thudc khi 14i xe va vdn hanh may méc: Bénh nhin nén dugc canh bdo vé kha

ndng nhiic du, chong mat, 1o ddo, con dong kinh, ciing co va kh6p, mét moi va khuyén khong

nén lai xe hodc van hanh may moc néu cdc triéu chiting nay xdy ra.

TAC DUNG KHONG MONG MUON:

Thuong gap, ADR>1/100

- Tiéu hoa: Budn ndn, non, chan &n, tiéu chay, kho tidu, dau bung, miéng c6 vi kim loai khd chiu. F78a3,
- Thén kinh: Chong mat, nhic déu Ce
It gdp, 1/1000<ADR<1/100:
- Méu: Giam bach céu
- Toan than: Mét mdi, chdy mau cam, d6 mé hoi, cam gidc dé ép nguc, di cam tam thdi, loan L,
cam, lao dao, dau, cling cd va khdp, cadm giac nong rat. Ao
- Tiéu hoa: Viém két trang cap i
- Da: Ban da, ngoai ban, may day.

Hiém gdp, ADR<1/1000:

- Mau: M4t bach cau hat

- Th4n kinh: Con ddng kinh, bénh viém da day than kinh ngoai vi, nhiic d4u.
- Da: Phong rop da, ban da, ngia

- Tiét niéu: Nudc tiéu sim mau

- Toan than: Phan (ng phan vé N
- Tim: Kéo dai khoang QT

Théng bdo cho bac s nhiing tic dung phu khéng mong mudén gap phai khi sit dung thuéc.

TUONG TAC THUBC:

- Bénh nhan dung thudc khdng dong véi SPIRANISOL® c6 thé lam ting higu qud clia thudc

khang dong.

- Bénh nhan dung disulfiram véi SPIRANISOL® c6 thé lam ting tac dung phu dnh hudng 18n hé

than kinh trung uong.

- SPIRANISOL® c6 thé can trd hiéu qua clia thuc ubng ngifa thai.

QUA LIEU VA XU TRIi:

Triéu ching: gV

- Liéu gay doc cla spiramycin chua dugc xac dinh.
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- Liéu gy doc cla metronidazol 1én dén 15 g. Nhiing triéu chiing bao gdbm budn ndn, ndn va
mat diéu hoa.

XU tri: Khong co thue gidi doc ddc higu. Trong trudng hop qué liéu, thdng béo ngay cho béc si.
TRINH BAY: Hop 2 vi x 10 vién nén bao phim.

BAO QUAN: O nhiét do duti 30°C, noi kho rdo, tranh dnh sang.

HAN DUNG: 36 thdng ké tii ngay s&n xudt. Khong ding thubc qué han sif dung.

THOI GIAN XET LAI T0 HUGNG DAN SU DUNG: ...

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi BINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si
Nha sdn xuét:

',uul 1,
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CONG TY O PHAN DUGC PHAM OPV
Lo 27, Dudng 3A, Khu Cong Nghiép Bién Hoda Il, Thanh phd Bién Hoa, Tinh Déng Nai.

PT: (061) 3992999 Fax: (061) 3835088
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