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THONG TIN DANH CHO BENH NHAN
R THUGC BAN THEO DO

Doc I hwdng dan s& dung trudc ki dimg - D& thudi xa tdm tay tvé em
Thong bao ngay cho Bac si nhilng tac dung khéng mong muén gap phai
Ihi sif dung thudc.

THANH PHAN - HAM LWONG: M?i vién nén bao phim chia
Spiramycin

" .

75600010
ol 125 mg
Té dugc (Lactose monohydrat, pregelatinized starch, povidon K30, microcrystalline

cellulose 102, sodium starch glycolate, natri lauryl sulfat, magnesi stearat,
Aerosil, HPMC 606, HPMC 615, talc, titan dioxyd, PEG 6000) vita di ............1 vién

DANGBAO CHE: Vién nén tron bao phim mau tréing, hai m3t nhan, canh v thanh
vién lanh fan.

QUY CACH DONG GO1: Thudc ép trong vinham/PVC, vi 10 vién, hop 2vi, 3 vi, 4 vi,
kém theo ter hudng dan s dung,

THUGC DUNG CHO BENH 61

- Nhi&m Kkhun ring miéng cdp, man tinh hodc tai phat: Ap-xe ring, viém mo t€
bao quanh xuang ham, viém quanh thén rang, viém nudu, viém miéng, viém nha
chu, viém tuyén mang tai, viém dudt ham.

- Bidu tri dy phong nhiém khudn ring miéng sau phau thudt.

NEN DUNG THUGC MAY NHU THE NAO VA LIEU LUGNG

Thudc dilng cho ngudi 16n va 118 em trén 6 twdi.

- Nhigm khudr ring miéng

+ Ngudt l6n: 4 - 6 vién/ngay, chia 2 - 3 1&n, ufng trong bifa an {tuong duong vdi
3-4,5 M.LU spiramycin va 500 - 750 mg metronidazol). Trudng hop néng, liéu 6
thé ting I&n 8 vién/ngay.

+ Tré em ti 6 - 10 tudi: 2 vién/ngdy (1,5 M.LU spiramycin va 250 mg
metronidazol).

+ Tré em tlr 10 - 15 tudi: 3 vién/ngay (2,25 M.LU spiramycin va 375 mg
metronidazol).

- Biéu tr} dy phong nhiém khudn ring miéng sau phau thugt

-+ Nguli 16n: 4 - 6 vidn/ngay, chia 2 - 3 1an, udng trong bita dn.

+Tré em tif 6 - 10 tudi: 2 vién/ngay.

+Tré em tlr 10 - 15 tudi: 3 vién/ngay.

KHI NAO KHONG NEN DUNG THUSC MAY

- Qud man cim véi imidazol, spiramycin hodc bdt ky thanh phn nao clia thudc.
-Tré em dui 6 tudi,

- Khong nén dung phéi hp thudc vi disuifiram va rugu hodc thudc chifa alcol.
NHTNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY

Canh béo dachigt

- Sy xudt hign sGt phat ban toan than khi bat ddu diéu tri nén nghi ngt tinh trang
ngoai ban mun mi toan than ¢3p tinh. Cdn diéu tri kip thoi va chéng chi dinh
diing spiramycin don tri hodc két hop.

- Trénh diing d6 udng c6 con (hiéy dng antabuse).

- Ngling diéu tri trong truing hgp mat ngd, chong mét, rdi loan tam than,

- Thudc ¢8 chifa metronidazol, uu ¥ nguy co ¢6 thé trdm trong thém trang théi
tam than & ngudi bi banh than kinh trung wong v ngoai bién 5n dinh hay tién trién.
Thén trong khi st dung

- Knéng ding spiramycn & nhing bénh nhan thiéu glucose-6-phosphate
dehydrogenase vi 6 thé gay thiéu mau do tan huyét.

- ( nhiing bénh nhan cé tién sif r3} loan huyét hoc, didu trj liéu cao va/hodc kéo
dai can thuing xuyén kiém tra cdng thitc méu, dac biét la kiém sodt lugng bach
cau. Trong trudng hgp gidm bach cdu, vic tiép tuc diéu tri hay khang phu thudc
a0 mitc @6 nhiém tring.

- Trong truting hop difu tri kéo dii, cdn theo d6i ddu hidu ggi y phan ting bét lgi
d6i v6i bénh Iy than kinh trung uong hodc ngoai bién (di cdm, mét diéu hoa,
chéng mdt, co giat).

- Thudc ¢4 chita lactose, nhitng bénh nhan ¢6 vén d€ di truyén hiém gdp nhu
khong dung nap galactose, thidu hut factase, hodc kém hdp thu glucose -
galactose khong nén ding thudc nay.

THO! IV MANG THAI VA CHO CON BU

Thot ky mang thai; Chua c6 dit liéu iam sang khi diing thudc & phu nif ¢ thai, vi
vay tranh diing thudc khi dang mang thai. Truting hap bt bugc phéi ding, cén
can nhic lgi ich va nguy <o ¢6 hai,

Thit ky cho con bu: Spiramycin va metronidazol qua dugc nhau thai vao sita me,
tranh diing thudc trong thdi gian cho con bi.

TAC DUNG DO V01 KHA NANG LA XE, VAN BANH MAY MOC VA LAM VIEC
TREN CAO

Bénh nhan nén dugc thang bio vé cac tac dung phy ¢6 thé xdy ra nhu chéng mét,
nhdm fn, do gidc hodc co git. Khdng nén (i xe hodc st dyng mdy méc trong
fruong hop nay.

NEN TRANH BUNG NHING THUGC HOAC THUC PHAM 6l WHI DANG ST
DUNG THUGC NAY

*Tuong tac lién guan dén spiramycin

Uc ché hap thu carbidopa, lam gidm néng d6 levodopa trong huyét tuong. Can
theo d6i iam sang va diéu chinh liéu levodopa.

*Tuong tac lién quan dén metronidazol

- Disutfiram: Gay do tudng, 18i loan tam than. Chdng chi dinh diing phéi hop.

- Rugu: Hiéu {ng antabuse (tdng than nhiét, phat ban, ndn, nhip tim nhanh).
Trdnh diing chung véi 36 udng c6 cdin hodc thude chida cdn.

- Thudc chdng dong dudng udng: Tac dung chdng dong mau tang lén va ting
nguy ¢o xuit huyét do gidm chuyén héa & gan. Theo ddi nong d6 prothrombin
thudng xuyén hon v thee ddi INR. Biéu chinh liéu jugng thudc chiing dong mau
trong khi diéu tri béing thude metronidazol va 8 ngay sau khi ngung thudc.

- Fluorouracil: Tang ddc tinh cda flucrouracit do 1am gidm d thanh thai.
-Metronidazol c6 thélam bét dong xo3n khudn, do dé lam sai két qua xétnghiém Nelson.

TAC DUNG KHONG MONG MuGN

*Lién quan dén spiramycin

- He tidu héa: Dau bung, budn ndn, nén, iéu chay va rdt hiém trudng hop viém
dai trang gid mac.

- Da va nigm mac; Phat ban, ndi mé day, ngta. Phit mach, s8¢ phan vé, ngoai ban
mun mé todn thin cdp tinh: (6 xdy ra nhung rt higm,

- Hé than kinh trung vong va ngoai bién: Ching di cdm thodng qua.

- Gan: Rdt higm trutng hop xét nghigm chifc niing gan bét thudng.

- Médu: Hiém gap thidu médu do tan huyét.

#1jén quan dén metronidazol

- He tiéu hda: Réi loan tiéu hoa nhe (dau thugng vi, budn non, ndn, tiéu chay).
Viém lugi véi cdm gidc khd migng, viém migng, miéng vi kim loai, chdn &n. Viém
tuy da dugc bde cdo, hdi phuc khi ngiing dide tr.

- Da va niém mac: Ban da, ngta, doi khi ¢6 s6t. M& day, phit mach, séc phan vé.

- Hé than kinh trung uong va ngoai bién: Dau ddu, bénh Iy thin kinh cdm gidc
ngoai bién, co git, chéng mat, mét diéu hoa.

- Rdi loan tam than: Nham lan, do gidc.

- Mdu: Rat hiém truding hgp gidm bach cdu, mét bach cdu hat va gidm ti€u cau.

- Gan: Rat hiém trudng hop <6 chifc ndng gan bt thurding 6 hi phuc va viém gan
Fmét.

- Khdc: Nudc tiéu sm mau.

Thong bdo ngay cho Béc sTnhitng tdc dung khéng mong mudn gip phéi khi
st dung thude.

CAN LAM G K81 MOT LAN QUEN KHONG DUNG THUGT

Udng ngay lidu ¢ quén khi nhé ra. Néu thisi gian liéu d3 quén gan véi liu tiép
theo thi bd qua va chd dén lidu tiép theo. Khong diing 2 liéu cling mét Idc.
NG DAY HIEY VA TRIEU CRITNG KNI DUNG THUGC qui LifY

Triéu ching qué Héu chd yéu trén tiéu hoa: Budn ndn, ndn, tiéu chay. Strdung qua
iy metronidazol (12 g, liéu duy nhdt), bénh nhan ¢ ¥ dink t tlf va cac tridu
ching gi6i han nhu ndn mita, mt diéu hda va mat phidng hudng nhe.

CAN PHA! LAM 61 KH1 DUNG THUGC QUA LIEU KHUYEN CAo

(én thdng bdo ngay cho Bac sT hodc Dugc sf clia ban khi st dyng thudc qué liéu
khuyén cdo va téi ngay trung tam y té gan nhat.

KH1 NAO CAN THAM VAN BAC T, pUgC ST

Khi tac dung khing mong muén kéo dai hodc néu can thém thdng tin, xin hai §
kién Bac s hodc Puge st

CAN BAO QUAN THUGC NAY NHU THE NAo

D& nai khad thoang, tranh dnh sang, nhigt d6 khang qua 30 °C.

HAH DUNG

36 théng ké tlr ngay san xuat.

Ngiy xern xét sita 48), <&p nhét ndi dung hudng dan st dung thude: 02/11/2023

(056 sdn xudt

CONG TV €6 PHAN DUGC DANAPHA
253 Diing SiThanh Khé, P. Thanh Khé Tay, Q. Thanh Khé, TP.  Nng, Viét Nam
Tel: 0236.3760130  Fax: 02363760127 Tvan: 02363760131
Email: info@danapha.com
Vi phén phéi trén todn quéc




THONG 5N DANH CHO CAN BOYTf
Ru- THUGC BAH THEO BON

Doc ki huéng din st dung trudc khi diing - DE thudc xa tAm tay té em
Thang bao ngay che Bac si nhiing tic dyng khdng mong muén gap phii
khi s dyng thudc.

THANH PRAN - HAM LUGNG: M3i vién nén bao phim chita
Spiramycin

750 000 1Y
125 mg
Td dugc (Lactose monohydrat, pregelatinized starch, povidon K30, microystalline
cellulose 102, sodium starch glycolate, natri lauryl sulfat, magnesi stearat, Aerosil,
HPMC 606, HPMC 615, talc, titan dioxyd, PEG 6000} vira d0 rerrsesmennens FVIEN
DANG BAG CHE: Vién nén tron bao phim mau tréng, hai m3t nhin, canh va thanh
vién lanh [n.

QUY CACH BONG GO1: Thudc ép trong vi Alu/PVC, vi 10 vién, hop 2vi, 3 vi, 4vi, kém
theo td hudng dan sit dung.

CAC DAC TINH DUQC LUC HOC, DUGC BONG HOC

Dutge lychoe

Daphazy} la thudc phdi hop cla spiramycin, khang sinh nhém macrolid va
metronidazol, kidng sinh nhém S-nitroimidazol, ddc tri cho cdc bénh nhidm tring
rang miéng.

*Phé khang khudn cia spiramydin

- (hiing nhay cdm

-+ Gram duong hiéu khi: Bacillus cereus, Corynebacterium diphtheriae, Enterococcus,
Rhodococcus equi, Meti-S Staphylococcus, Meti-R Staphylococcus, Streptococcus B,

Streptococcus non groupable, Streptococeus | Streptococcus pyogenes.
+ Gram &m higu khi: Bordetella pertussis, By fh halis, Campylobacter,
Legionélla, Moraxella.

+Vikhuan ky khi: Actinomyces, Bacteroides, Eutbacterium, Mobituncus, Peptostreptococcus,
Porpt s, Prevotella, Prop Terium acnes. '

+ Khic: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospires, Mycoplasma
preumoniae, Treponema pallidum.

- Chilng nhay cam trung binh

-+ Gram &m hidu khi: Nefsseria gonorrhoeae.

-+ Vikhudn ky khi: Clostridium perfringens, Ureaplasma urealyticum.

Spiramycin ciing ¢6 téc dung ching Toxoplasma gondii.

* Phé khéng khudn ciia metronidazol

Ching nhay dm

+ Gram am hiéu khi: Helicobacter pylori.

+ Vi khuan ky khi: Bacteroides fragilis, Bifidobacterium, Bilophila, Clostridium,
Clostridium ~ difficile, ~ Clostridium  perfringens, Eubacterium,  Fusobacterium,

i

Voillanell

Peptostrep s, Prevotella, V.
+ Dong vit nguyén sinh: fatamoeba histolytica, Giardia intestinalis,
Trichomonas vaginalis.

Téc dung higp d8ng: ST dung phéi hop spiramycin va metronidazol cho téc dung higp
déng trén chiing vi khudn nhay cm. BGi vdi vi khudn Bacteroides fragilis, <hi cén
diing 1/16 liéu spiramycin va 1/4 liéu metronidazol.

Duigc dong hoc

* Spiramycin

- Hip thu: Spiramycin hép thu nhanh chéng nhung khong hoan toan tif dubing tiéu
hda, khéng bi dnh hudng bdi lugng thic an.

- Phan bd: Sau khi udng 6 M.I.U spiramycin, néng d@ dinh trong huyét twang I3
3,3 microgam/ml. Thii gian ban thai cda thudc khodng 8 gid. Spiramydn khong
xam nhap vao dich ndo tly nhung qua dugc nhau thai vao sita me. Thudc gén vao
protein huyét twong thip (10 %). Spiramycin phan bd rdng rai vao cic md
{phéi: 20 - 60 microgam/g, amidan: 20 - 80 microgam/y, xoang bi viém nhiém:
75 - 110 microgam/g, xuong: 5 - 100 microgam/g). 10 ngdy sau khi ngung dié tr,
n 5 -7 microgam/g thuc con hoat tinh trong [ach, gan, than. Khang sinh macrolid
xam nhép va tich |Gy trong cic thic bao (bach cu da nhén trung tinh, bach cdu don
nhan, phiic mac va dai thic bao mang bung, phéi). Nong d9 trong thuc bao cao &
ngudi, giai thich téc dung clia cic macrolid 48 vdi cac vi khudn ndi bac.

- Chuyén héa: Spiramydn chuyén hoa & gan thanh cac chdt chuyén hda cd hoat tinh.
- Tha trit: Thudc thai trir chd yéu qua mét, néng do thudc trong mét cao gdp 15 dén
40 (4 so vdi néng dd trong huyét thanh. Khodng 10 % vao nudc tiéu, spiramycin
ciing thi trt mot phin vao phan.

* Metronidazol

- Hép thu: Metronidazo! hap thu nhanh va hoan toan sau khi ubng, khodng 80 %
trong it nhit mét gid. Nang d6 dinh trong huyét twong dat duoc sau khi udng cling
tfong ty nhizsau khi tiém tinh mach liéu twong duong. Sinh khd dung dudng udng 1
100 %, hdu nhet khdng bj anh hudng béi thiic an.

Drrr
s, Forp

- Phan bé: Khodng 1 gitr sau khi ufng liéu duy nhét 500 mg, nng @ diah trong
huyét tuung dat duoc |3 khodng 10 microgam/ml, sau 3 gid 13 13,5 micogam/mi.
Thai gian ban thi clia thudc tir 8 - 10 gid. ThuSe gan vao protein huyét tuong thap,
dudi 20 %. Thé tich phan bd khodng 40 it (0,65 Iit/kg). ThuSc phan b tdt vao céc md
va dich o thé: Phdi, than, gan, da, mat, dich ndo tly, nudc bot, dich tiét sinh duc.
Metronidazol qua dugc nhau thai va di vao stia me.

- Chuyén héa: Thudc chuyén hoa chl yéu & gan béi qua trinh oxy héa, hinh thanh
2 hop chdt chinh, Chdt chuyén hoa “alcol”- chét chuyén hda chinh, ¢6 hoat tinh diét
khuan d67 véi vi khudn ky khi bing 30 % so véi metronidazol, thoi gian ban thai
khodng 11 git.. Chét chuyén hda "acid", véi s fugng nhd, ¢6 hoat tinh diét khudn
bang khedng 5 % so véi metronidazol.

- Thai trlr; Thugc thai trir chil yéu qua than dudi dang chét chuyén hda (khodng
35 - 65 %) va khong qua 10 % dudi dang chua chuyén héa. Khodng 14 % fiéu ding
thai trir gua phan. (6 thé loai thudc khdi co thé béng thim tich mdu.

* Phdi hop spiramycin va metronidazol: Thudc tap trung trong nudc bot, md nutu va
xuong 6 rang. Néng @ cla spiramycin v metronidazol phan bd trong dich va m
2 qid sau khi udng 2 vién chwia 750 000 1U spiramycin va metronidazol 125 mg
nhifsau

Néng ds H}Jyé‘t thanh ‘Nuﬁc bot N}Idu rang Xugng drang
{microgam/mi} | {microgam/mi} | {microgam/g} | (microgamy/g)
Spiramycin 0684022 | 154£041 | 26,6349,65 |113,9+41,16
Metronidazol | 3503+1235| 1532£3,16 | 743634 | 573272
CHiDINK

- Nhiém khugn ring migng cép, man tinh hoic tai phat: Ap-xe ring, viém md t€ bao
quanh xuong ham, viém quanh than rang, viém nudu, viém miéng, viém nha chy,
viém tuyén mang tai, viém dudi ham.

- Diéu trj dy phong nhigm khudn ring migng sau phu thudt.

LI DUNG - CACH DUING

Thuéc diing cho ngudi 1én va tré em trén 6 tudi.

- Nhigm khuan ring miéng

+ Nguai fon: 4 - 6 vién/ngay, chia 2 - 3 13n, udng trong bifa n (twong dugng véi
3-4,5 MU spiramyein va 500 - 750 mg metronidazol). Truding hop ndng, lidu 6 thé
téng Ién 8 vién/ngay.

+Tré em tir 6 - 10 tudi: 2 vién/ngay (1,5 M.LU spiramycin va 250 mg metronidazol).
+ Tré em ti 10 - 15 tudi: 3 vién/ngay (2,25 MLU spiramycin va 375 mg
metronidazol).

- Biéu tri dy phong nhiém khudn ring migng sau phau thudt

+ Ngudi [én; 4 - 6 vién/ngay, chia 2 - 3 dn, udng trong bia &n.

+Tré em tUr6 - 10 tudi: 2 vién/ngay.

+Tréem tit 16 - 15 tudi: 3 vién/ngay.

CHONG CHI DINK

- Qud mn cdm vdi imidazol, spiramycin hodc bt ky thanh phan ndo cla thudc.

- Tré erm dudi 6 tudi.

- Khéng nén ding phéi hgp thudc véi disulfiram va rigu hodc thudc chia alcol.
THAN TRONG KHI DUNG THUGC

Canh béo d3cbidt

- Sy xudt hién s&t phat ban toan than khi bat ddu diéu trf nén nghi ngd tinh trang
ngoal ban mun mi todn than cdp tink, Can diéu tr kip thdi va chdng chi dinh ding
spiramycin don trj hodc két hap.

- Trénh ding d6 udng cé con (hiéu ting antabuse).

- Noling diéu trj trong triding hop mét ngd, chéng mat, 13i loan tam than,

- Thudic ¢6 chita metronidazol, Iuu § nguy co ¢6 thé trim trong thém trang théi tim
thén & ngudi bi bénh thin kinh trung uong va ngoai bién &n dinh hay tiéh trién.
Thén trong khi s dung

- Khong dung spiramycin & nhing b&nh nhan thidu glucose-6-phosphate
dehydrogenase vi ¢6 thé gay thi€u méu do tan huyét,

- ( mhitng bénh nhin ¢ tién st réi loan huyét hoe, diéu trf Hiéu cao va/hodc kéo dai
¢an thuding xuyén kiém tra cong thic mau, déc biét 13 kiém sodt ugng bach cdu.
Trong truting hop gidm bach cdu, viéc 1ip tuc diéu trj hay khdng phu thudc vao mic
@9 nhiém trling.

- Trong trudng hop diéu tri kéo dai, cin theo ddi ddu higu goi ¥ phan Ung bét Igi ddi
véi bénh 1y thén kinh tring wong hodc ngoai bién (di cdm, mét diéu hoa, chéng mat,
co giat).

- Thudc ¢6 chifa lactose, nhiing bénh nhan ¢6 van dé di truyén hiém gap nhu khang
dung nap galactose, thiéu hyt lactase, hodc kém hdp thu glucose - galactose khing
nén ding thugc nay.

THOL KV MANG THAIVA CHO CoN B

Thei ki mang thai: Chwa ¢6 dirlidu 13m sang khi ding thudc & phy nir ¢6 thai, vi viy
tranh diing thudc khi dang mang thai. Trding hgp bat bude phai diing, cén cén nhic
g ich va nguy co 6 hai.

Ther ky cho con bii: Spiramycin va metronidazol qua dugc nhau thai vao sifa me,
trénh dung thuc trong thdsi gian cho con bu.

TACDUNG D1 YOI KHA NANG LAIXE, VAN HANH MAY MOCVA NGUT1 LAMYIEC
TREN CAO
Bénh nhan nén dugc thong bao vé cac tac dung phu cd thé xdy ra nhu chong mat, nhdm

13, o gidc hodc co gidt. Khong nén 141 xe hodc st dung médy méc trong trudng hop nay.

TUONG TAC CUA THUGC V61 CAC THUGC KHAC VA CACLOAI TUGNG TAC KHdc
*Tuong téc lién quan dén spiramydin .

{c ché hap thu carbidopa, 1am gidm ndng 46 levodopa trong huyét tuong. Cén theo
d6i lam sang va diéu chinh liéu levodopa.

*Tyang tc lién quan dén metronidazol

- Disulfiram: Gay do tudng, ri loan tam than. Chdng chi dinh diing phdi hop.

- Rufgu: Hidu dng antabuse {tang than nhiét, phat ban, ndn, nhip tim nhanh). Tranh
diing chung vdi 46 udng c6 cdn hodc thudc chiza con.

-Thudc chéng dong dubng udng: Tac dung ching dong mau tang lén va tang nquy co
xudt huyét do gidm chuyén hda d gan. Theo d&i nong dd prothrombin thuding xuyén
hon va theo ddi INR. Biéu chinh liéu lvgng thudc chdng dong mdu trong khi diéu ti
béing thudc metronidazol va 8 ngay sau khi ngung thudc.

- Fluorouracit: Tang doc tinh clia fluorouracil do Jam gidm 46 thanh thai,

- Metronidazot 6 thé fam bt ddng odn khudn, do 6 1am sai ket qua ¥ét nghiém Nelson.
TAC DUNG KHGNG MONG MUSN

*Lién quan dén spiramycin

- He tiéu hoa: Dau bung, buin ndn, ndn, tiu chay va rdt hiém truiing hop viém dai
{rang gid mac.

- Da v& niém mac; Pht ban, ndi mé day, ngtta. Phis mach, sbc phan vé, ngoai ban
myn mi toan than ¢ap tinh cé xay ra nhung rat hiém.

- He than kinh trung uong va ngoai bién: Ching di cdm thodng qua.

- Gan: Rat hiém trutng hop xét nghiém chitc nang gan bt thubng.

- Méu: Hiém gp thiéu mau do tan huyét.

* ién quan d€n metronidazol

- He tiu héa: RGi Joan tiéu hda nhe (dau thugng vi, budn ndn, ndn, tiéu chiy). Viem
1 vdi cdm gidc kho miéng, viém miéng, miéng vi kim loai, chdn an. Viém tuy da
dugc bo cdo, hdi phyc khi ngling didu tr.

- Da va niém mac: Ban da, ngta, di khi cé s6t. Mé day, phit mach, s6c phén vé.

- He thdn kinh trung vong va ngoai bién: Bau dau, bénh Iy than kinh cdm gidc ngoai
bién, co gidt, chdng mat, mét diéu hoa.,

- Réi loan tam than: Nhdm 3r, 30 gide.

- Mdu: Rat higm truding hap gidm bach cu, mét bach cdu hat va gidm tidu cu.

- Gan: Rit hiém trudng hap <6 chifc nang gan bt thirding ¢ hdi phycva viém gan tmat.
- Khdc: Nugc tiéu sim mau.

Théng bdo cho Bdc s cdc tdc dung khbng mong mudn ma ban gap phéi khi
diing thudt.

QUA LIEW VA CACH XU TRI

Trigu chiing

- Ri foan lién quan spiramycin

+ Khdng c6 liéu dc hai dugc bdo cdo d6i vdi spiramycin. Tridu chiing qua liéu chd yéu
trén tidu héa: Budn ndn, ndn, tidu chiy.

+ Cac trudng hop kéo dai khodng QT khi ngiing diéu tri dugc bdo cdo & tré so sinh
diéu tr véi spiramycin liéu cao va sau khi tiém tinh mach spiramydin & nhitng bénh
nhan c6 nguy co kéo dai khodng QT. Trong trubng hop ditng qua liéu spiramydin, nén
Jam ECG d€ xdc dinh khodng QT, d3c bigt khi ¢6 cdc yéu td nguy co khdc {ha kali mdu,
kéo dai khoang QT bdm sinh, lién quan véi thudic kéo dai khodng QT va/hoc xodn dinh).
- Réi loan lién quan metronidazol: Trudng hap diing qud liéu (12 g, Tiéu duy nhét) da
dugc bdo cdo, bénh nhan ¢4y dinh ty ti. Triéu ching gidi han nhu ndn mta, mét diéu
héa va mat phuong hudng nhe.

it ted

Khéng ¢6 thudc gidi ddc dac hidu cho spiramycin hodc metronidazol. Trong trutng
hap qué liéu, didu tr trigu chiing va hd trg.

CAC DAY HIEU CAN LUY ¥ YA KHUVEN CAO

- Khéing diing thudc qua han ghi trén hdp, hodc khi ¢6 nghi ngd vé chit lugng thudc.
- Boc ki hudng dén st dung trudc khi ding. Mudh biét thém théng tin vé thud, xin
hdy hdi y kién cia Bdc sT hodc Dusgte .

DIEY KIEN BAO QUAN: Noi khé thodng, trénh anh sang, nhiét 9 khdng qud 30 °C.
HAN DUNG: 36 théng k€ 1 ngay san xudt.

Hgay xem xét si¥a 46, ¢3p nhit ndi dung hudng dén st dung thudc: 02/11/203

Cososan xudt
CONG TY CO PHAN DUGC DANAPHA
253 Diing ST Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khé, TP. Da Ning, Viét Nam
Tek: 0236.3760130  Fax:0236.3760127  Tuvan: 02363760131
Email: info@danapha.com
Va phdén phdi trén todn quéc




