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5616, Han duing in chim trén vi,

Rx - Thusc ban theo don rd

- Bi- Daphazyl

| Spiramycin 1.500.000 IU & Metronidazole 250 mg

| | Hop 2 vi x 10 vién nén bao phim

[ Thanh phan: cho 1 vién Chidinh, Chéng chi dinh, Liéu ding, Cach diing
Spiramyrin.... 1,500,000 U va Cac thong tin khac Xem kj hudng dan s dung. | ‘

| Metranidazole.... 250 mg Béo quan:

Taduge iR Al 1 vién Naikho, thodng, tranh anh sang, nhiét dé khang qué 30°C

Tiéu chuin dp dung: TCCS DE XA TAM TAY TRE EM. | |
i SDK: B0CKY HUONG DAN SUDUNG TRUGC KHI DUNG.

| Rx - Prescription drug

- Bi- Daphazyl

‘ Spiramycin 1.500.000 IU & Metronidazole 250 mg

-Daphazyl

Box of 2 blisters x 10 film - coated tablets .EMF"WHDW S

F 4/ Danapha

8! FHARMACEUTICAL J5C Ngay SK:
3dn xudt tai: i S51a5K:
| CONG TY CO PHAN DUGC DANAPHA
| 253 Diing Si Thanh Kné, O Thanh Khé, TP D3 Ning HD
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3/ Nhéan hép 3 vi x 10 vién

| Rx - Thudic ban theo dan

Bi-Daphazyl

Spiramycin 1.500.000 IU & Metronidazole 250 mg ‘

‘ Hép 3 vi x 10 vién nén bao phim GMEWHEI

Thanh phan: cha 1 vign

Chi dinh, Chéng chi dinh, Ligu diing, Cach diing
| Spiramyein. .. 1500000 1 va Cac théng tin khac: Xem ky hudng din st dung.
Metronidazol 230 mg Bao quan: ".;P
Ta duge viradi.. .1 vign Nati khd, thodng, tranh inh sang, nhiét db khang qua 30°C.
Tiéu chuan ap dung: TCC5 DE XA TAM TAY TRE EM,
SDK:

BOC KT HUGNG DAN SU DUNG TRUGC KHI DONG.

Rx- Prescription drug

=
- BDI-Dapnazy
Spiramycin 1.500.000 IU & Metronidazole 250 mg

Box of 3 blisters x 10 film - coated tablets | GMP-WHO ]

FHARMACEUTICAL J5¢

San xudt tai:

| CONG TY CO PHAN DUGC DANAPHA

253 Diing 51 Thanh Khé, Q. Thanh Khé, TP, B3 Nang

‘ 4| Danagha -

Ngay SX:
SaloSX:

HD
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4/ Nhan hop 4 vi x 10 vién

Rx - Thuée ban theo don |

~ Bi-Daphazyl

Spiramycin 1.500.000 IU & Metronidazole 250 mg l

Hop 4 vi x 10 vién nén bao phim | GMP-WHO |

S — e

Thanh phdn: cho 1 vién

Spiramycin i

| Metronidazole.
| Ta duac vita di

| Tiéu chuan ap dung: T(CS

SPK:

| Rx - Prescription drug

e i —

Chi dinh, Chéng chi dinh, Lidu ding, Cach ding

va Cac thong tin khac: Xem kyj hudng din st dung
Bdo quan:

Noi kho, thadng, trinh inh sang, nhiét dé khéng qua 30°C.
DEXATAMTAY TRE EM.

DOC KY HUGNG DAN SUDUNG TRUGIC KHI DUNG,

e

Bi- Daphazyl

Spiramycin 1.500.000 IU & Metronidazole 250 mg

| Box of 4 blisters x 10 film - coated tablsts

il P
| [4p|Danapha .
| 1 PHARMACEUTICAL fsC MNgay X
Sdn xuat tai: kisen

CONG TY CO PHAN DUGC DANAPHA

253 Ding STThanh Khé, Q, Thanh Khé, TP, B2 Ning HD
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THONG TIN DANH CHO CANBQ Y TE
Rx- THUOC BAN THEO PON

BI-DAPHAZYL
Doc ki huéong din sir dung trude khi dung - Pé thudc xa tam tay tré em - Thong
bdo ngay cho Bac si nhirng tiac dung khong mong mu6n gip phai khi sir dung thude
THANH PHAN-HAM LUQNG: Mbi vién nén bao phim chira
Ll ) 1| T : 1500000 IU
VBB ORTTBRONE 1is 0 susaionionsion s ons s sissics oG SAIS3 SRR AR SR sk RS 43 : 250 mg
T4 dugce ((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 G000 VI G ....consmiornimimumesmimionsismins it i 1 vién
DANG BAO CHE: Vién nén dai bao phim mau trdng, mét mit nhan, mot mat khic
vach ngang, canh va thanh vién lanh l4n.
QUY CACH PONG GOI: Thube ép trong vi Alu/PVC, vi 10 vién, hop 2 vi, 3 vi, 4 vi,
kém theo t& huéng dan st dung.
CAC PAC TINH DUQC LUC HQC, DUQGC PONG HQOC
Bi-Daphazyl 1a thudc phdi hgp cua spiramycin, khang sinh mhom mfacrolide va
metronidazole, khang sinh nhom S5-nitroimidazole, ddc tri cho c:%c bénh nhiém tring
rang mi¢ng.
* Phd khang khuén ctia spiramycin
- Chung nhay cam
+ Gram duong hiéu khi: Bacillus cereus, Corynebacteium diphtheriae, Enterococcus,
Rhodococcus equi, Meti-S Staphylococcus, Meti-R Staphylococcus, Streptococcus B,
Streptococcus non groupable, Streptococcus pneumoniae, Streplococcus pyogenes.
+ Gram am hiéu khi: Bordetella pertussis, Branhamella catarrhalis, Campylobacter,
Legionella, Moraxella.
+ Vi khuin ky khi: Actinomyces, Bacteroides, FEubacterium, Mobiluncus,
Peptostreptococcus, Porphyromonas, Prevotella, Propionibacterium acnes.
+ Khac: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospires, Mycoplasma
pneumoniae, Treponema pallidum.
- Ching nhay cam trung binh
+ Gram am hiéu khi: Neisseria gonorrhoeae.
+ Vi khuén ky khi: Clostridium perfringens, Ureaplasma urealyticum.

|

- Spiramycin ciing ¢6 tac dung chong Toxoplasma gondii.
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* Pho khang khuan ciia metronidazole
Chung nhay cam

+ Gram am hiéu khi: Helicobacter pylori.

+ Vi khuan ky khi: Bacteroides fragilis, Bifidobacterium, Bilophila, Clostridium,
Clostridium  difficile, ~ Clostridium  perfringens,  Eubacterium, Fusobacterium,
Peptostreptococcus, Porphyromonas, Prevotella, Veillonella.

+ POng vét nguyén sinh: Entamoeba histolytica, Giardia intestinalis, Trichomonas
vaginalis.

Tac dung hiép dong: Str dung phéi hop spiramycin va metronidazole cho tic dung hiép
dong trén ching vi khuan nhay cam. D6i véi vi khudn Bacteroides fragilis, chi cin dung
1/16 liéu spiramycin va 1/4 lidu metronidazole.

Duwoc djng hoc

* Spiramycin

- Hép thu: Spiramycin hip thu nhanh chéng nhung khéng hoan toan tir duong tiéu hoa,
khéng bi anh huong baoi lugng thire an.

- Phén bd: Sau khi ubng 6 M.LU. spiramycin, ndng d6 dinh trong huyét tuong la
3,3 microgam/ml. Thoi gian ban thai ctia thuc khoang 8 gio. Spiramycin khong xam
nhép vao dich ndo tiy nhung qua dugc nhau thai vao sita me. Thude gén vio protein
huyét tuong thip (10 %). Sipramycin phan bd réng rdi vao cac mé (phdi: 20 - 60
microgam/g, amidan: 20 - 80 microgam/g, xoang bi viém nhiém: 75 - 110 microgam/g,
xuong: 5 - 100 microgam/g). 10 ngay sau khi ngung diéu tri, con 5 - 7 micr éam/g
tich 1y

thudc con hoat tinh trong lach, gan, thin. Khang sinh macrolid xdm\nhéap
trong céc thuc bao (bach ciu da nhan trung tinh, bach cAu don nhéin,\éh mac va dai
thue bao mang bung, phbi). Nong dd trong thuc bao cao & ngudi, giai thich tac dung cua
cac macrolid ddi véi cac vi khuan ndi bao.

- Chuyén héa: Spiramyecin chuyén héa & gan thanh céc chét chuyén hoéa cé hoat tinh.

- Théi trir: Thude thai trir cht yéu qua mat, néng do thude trong mat cao gfip 15 dén 40
1An so v&i ndng do trong huyét thanh. Khoang 10 % vao nudc tiéu, spiramycin cling thai
trir mot phfin vao phan.

* Metronidazole

- Hép thu: Metronidazole hip thu nhanh va hoan toan sau khi udng, khoang 80 % trong
it nhat mot gio. Nong dd dinh trong huyét tuong dat dugc sau khi ubng ciing tuong tu
nhu sau khi tiém tinh mach liéu tuong duong. Sinh kha dung dudng ubng 14 100 %, hau
nhu khoéng bi danh huéng boi thire an.

- Phan bd: Khodng 1 gi& sau khi udng liéu duy nhat 500 mg, néng d6 dinh trong huyét
trong dat dugc 1a khoang 10 microgam/ml, sau 3 gi¢ la 13.5 microgram/ml. Thoi gian
ban thai cia thude tir 8 - 10 gid. Thude gin vao protein ]ﬂyél tuong thap, dudi 20 %.
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Thé tich phan b khodng 40 lit (0,65 lit/kg). Thude phan bé tot vao cdc mod va dich co
thé: phéi, than. gan, da, mét, dich ndo tiy, nudc bot, dich tiét sinh duc. Metronidazole
qua dugc nhau thai va di vao sita me.

- Chuyén hoa: Thube chuyén héa chii yéu & gan bdi qua trinh oxy hoa, hinh thanh 2 hop
chét chinh. Chat chuyén héa “alcol”- chit chuyén héa chinh, ¢6 hoat tinh diét khuén doi
v6i vi khudn ky khi bing 30 % so v6i metronidazole, thoi gian ban thai khodng 11 gio.
Chét chuyén hoa "acid", voi s6 lugng nhd, ¢ hoat tinh diét khuin bang khoang 5 % so
v6i metronidazole.

- Thai trir: Thudc thai trir chi yéu qua than dudi dang chit chuyén héa (khoang
35 - 65 %) va khong qué 10 % du6i dang chua chuyén hoa. Khoang 14 % lidu dung thai
trir qua phan. Co thé loai thudc khoi co thé bang tham tach méu.

* Phdi hop spiramycin va metronidazole: Thude tap trung trong nude bot, mdé nudu va
xuong 0 ring. Nong do ciia spiramycin va metronidazole phan bb trong dich va mo 2 gio
sau khi uéng 2 vién chtra 750 000 IU spiramycin va metronidazole 125 mg nhu sau:

Nong dd Huyét thanh Nudc bot Nudu rang Xuong 6 ring
(microgam/ml) | (microgam/ml) | (microgam/g) | (microgam/g)
Spiramycin 0,68 + 0,22 1,54 + 0,41 26,63 + 9,65 113,9+41,16
Metronidazole | 35,03 £+ 12,35 15,32 £ 3,16 7,43 + 6,34 573+£2,72
CHI PINH

- Nhidm khuén ring miéng cdp, man tinh hofc tai phat: Ap-xe ring, |\iém mo té bao
quanh xuong ham, viém quanh than rang, viém nudu, viém miéng, vié}r nha chu, viém
tuyén mang tai, viém dudi ham.
- Diéu tri du phong nhidm khuan rang miéng sau phau thudt.
LIEU DUNG - CACH DUNG

Thubc diing cho ngudi 16m va tré em trén 15 tudi.

- Nhi®m khuan ring miéng: 2 - 3 vién/ngay, chia 2 - 3 lan, udng trong bita dn (twong
duong véi 3 - 4,5 M.L.U spiramycin va 500 - 750 mg metronidazole). Truong hop nang,
lidu c6 thé duoc tang 1én dén 4 vién mdi ngay.

- Didu tri dy phong nhiém khuén ring miéng sau phiu thuat: 2 - 3 vién/ngay, chia 2 - 3
lan, udng trong bita dn.

CHONG CHI PINH

- Quéa man cam voi imidazole, spiramycin hodc bat ky thanh phan nao cta thude.

- Tré em dudi 15 tudi.

- Khong nén dung phéi hop thude v6i disulfiram va rugu hodc thube chira alcol.

THAN TRONG KHI DUNG THUOC

Cinh bao dic biét

- Sy xuét hién s6t phét ban toan than khi bét dau diéu tri nén/Pghi ngo tinh trang ngoai
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ban mun mu toan than cz’ip tinh. Can diéu tri kip thoi va chong chi dinh dung spiramycin
don tri hodc két hop.

- Tranh ding db udng ¢ con (hidu g antabuse).

- Ngimg diéu tri trong truong hop mat ngd, chong mit, rbi loan tim than.

- Thubc ¢6 chita metronidazole, luu ¥ nguy co c6 thé tram trong thém trang thai tam
than & ngudi bi bénh than kinh trung wong va ngoai bién én dinh hay tién tién.

Thén trong khi sir dung

- Khong dung spiramycin & nhitng bénh nhén thiéu glucose-6-phosphate dehydrogenase
vi c6 thé gay thiéu mau do tan huyét.

- O nhitng bénh nhan ¢6 tién sir r6i loan huyét hoc, diéu tri lidu cao va/hodc kéo dai can
thuong xuyén kiém tra cong thire mau, dic biét 1a kiém soat lwgng bach ciu. Trong
truomg hop gidm bach cu, viée tiép tuc diéu tri hay khong phu thude vao mirc do nhiém
trung.

- Trong truong hop diéu trj kéo dai, cin theo doi ddu hiéu goi y phan g bat loi dbi voi
bénh ly than kinh trung wong hodc ngoai bién (di cam, méat diéu hoa, chéng mit, co
giat).

- Thubc ¢6 chira lactose, nhitng bénh nhén ¢6 vén dé di truyén hiém gap nhu khong dung
nap galactose, thiéu hut lactase, hodc kém hép thu glucose - galactose khong nén dung
thude nay.

THOI KY MANG THAI VA CHO CON BU

Thei ky mang thai: Chua c6 dir liéu 1dm sang khi ding thudc & phu nir d 1 vay
tranh dung thudc khi dang mang thai. Truong hop bit budc phai dung, ca)l‘ cin nhic loi
ich va nguy co ¢0 hai.

Tho'i kp cho con bu: Spiramycin va metronidazole qua dugc nhau thai vao sira me, tranh
dung thuée trong thoi gian cho con b,

TAC DUNG POI1 VOI KHA NANG LAI XE, VAN HANH MAY MOC VA NGUOT
LAM VIEC TREN CAO

Bénh nhan nén dugc thong béo vé céc tic dung phu c6 the xay ra nhu chong mat, nham
1an, 40 gic hodc co giat. Khong nén lai xe hogc st dung may moc trong truong hop nay.
TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC

* Tuong tac lién quan dén spiramycin

Uc ché hp thu carbidopa, 1am gizm ndng dd levodopa trong huyét tuong. Can theo doi
lam sang va diéu chinh liéu levodopa.

* Tuong tac lién quan dén metronidazole

- Disulfiram: Gay 4o tuong, rbi loan tdm than. Chéng chi dinh ding phéi hop.

- Ruou: Hiéu tmg antabuse (tang than nhiét, phat ban, non, r}l?ip tim nhanh). Tranh dung
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chung véi do udng c6 con hoic thude chira con.

- Thube chdng dong duong udng: Téc dung chéng dong méu ting [én va ting nguy co
xudt huyét do giam chuyén hoa & gan. Theo ddi nong d6 prothrombin thuong xuyén hon
va theo ddi INR. Piéu chinh lidu luong thube chéng dong méau trong khi diéu tri bing
thudc metronidazole va 8 ngay sau khi ngung thude.

- Fluorouracil: Tang ddc tinh cta fluorouracil do lam giam do thanh thai.

- Metronidazole c¢6 thé lam bat dong xodn khudn, do d6 lam sai két qua xét nghiém
Nelson.

TAC DUNG KHONG MONG MUON

* Lién quan dén spiramycin

- Hé tiéu hoa: Dau bung, budn nén, ndn, tiéu chay va rat hiém trudong hop viém dai trang
gia mac.

- Da va niém mac: Phat ban, ndi mé day, ngura. Phu mach, sbc phan v¢, ngoai ban muyn
mu toan than cAp tinh ¢6 xay ra nhung rat hiém.

- Hé than kinh trung wong va ngoai bién: Ching dj cim thoang qua.

- Gan: Rét hiém truong hop xét nghiém chire ning gan bat thuong.

- Mau: Hiém gap thiéu méu do tan huyét.

* Lién quan dén metronidazole

- Hé tiéu hoa: Roi loan tiéu héa nhe (dau thuong vi, budn non, non, tiéu chéy). Viém
ludi v6i cam giac kho miéng, viém miéng, miéng vi kim loai, chan an. Viém tuy da
duoc bo cdo, hdi phuc khi ngimmg diéu tri.

- Da va niém mac: Ban da, ngtra, d6i khi co sdt. Mé day, phit mach, sdc pha"l'l Ve.

- Hé than kinh trung wong va ngoai bién: Pau diu, bénh ly than kinh cé{? gidc ngoai
bién, co giat, chong mat, mat diéu hoa. J

- Rdi loan tam than: Nham 1an, ao giac.

- Méu: R4t hiém trwong hop gidm bach ciu, mit bach cdu hat va giam tiéu cau.

- Gan: Rét hiém truong hop ¢6 chire ning gan bét thuong ¢6 hodi phuc va viém gan @
mat.

- Khac: Nudc tiéu sim mau.

Théng bdo cho Bic si cdc tdc dung khong mong muén ma ban gdp phdi khi diing
thubc.

QUA LIEU VA CACH XU TRi

Triéu chirng

- R6i loan lién quan spiramycin

+ Khéng c6 lidu doc hai duogce béo cdo dbi v6i spiramycin. Triéu chirg qua liéu chu yéu
trén tiéu héa: Budn non, nén, tidu chay.

+ Céc trudong hop kéo dai khoang QT khi ngimg diéu tri dugﬁ bao céo & tré so sinh diéu
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tri voi spiramycin liéu cao va sau khi tiém tinh mach spiramycin & nhiing bénh nhan c6
nguy co kéo dai khoang QT. Trong trudng hop dung qua lidu spiramycin, nén lam ECG
dé xéc dinh khoang QT, dac biét khi ¢6 céc yéu t6 nguy co khéc (ha kali mau, kéo dai
khoang QT bam sinh, lién quan vai thude kéo dai khoang QT va/hoac xoan dinh).

- Réi loan lién quan metronidazole: Truong hop ding qua lidu (12 g, lidu duy nhat) da
duge bao cdo, bénh nhan ¢6 y dinh ty tir. Tri¢u ching gidi han nhu nén mita, mét diéu
hoa va mat phwong huéng nhe.

Xir tri

Khong c6 thude giai doc dic hiéu cho spiramycin hogc metronidazole. Trong truomg hop
qué liéu, diéu tri triéu chimg va hd trg.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

- Khong dung thudc qua han ghi trén hop, hodc khi c6 nghi ngd vé chat luong thudc.

- Poc k§ huéng dan sir dung trude khi dung. Muén biét thém thong tin vé thuéc, xin hdy
héi y kién cia Bac si hodc Dioc s1.

PIEU KIEN BAO QUAN: Noi kho thodng, tranh dnh sang, nhiét do khong qua 30 °C.
HAN DUNG: 36 thang ké tir ngdy sén xut.

Ngay xem xét sira dbi, caAp nhat ndi dung hwéng din st dyng thubc:

Thube dwoe san xuit tai
CONG TY CO PHAN DUQC DANAPHA
253 - Diing ST Thanh Khé - Quén Thanh Khé - TP Da néng\/
Tel: 0236.3760130 Fax: 0236.3760127  Tu vén: 0236.37{50131

Email: info@danapha.com
Va phén phéi trén toan quoc

Da Néng, ngay2 |thdng 6 nam 2017
TONG GIAM bOC
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THONG TIN DANH CHO BENH NHAN
Rx- THUOC BAN THEO BON

BI-DAPHAZYL

Poc ky hwéng dan sir dung truée khi ding - Pé thube xa tam tay tré em - Thong bao

ngay cho Bac sinhirng tic dung khong mong mubn giip phai khi st dung thuoc

THANH PHAN-HAM LUQNG: MGi vién nén bao phim chira
SPITAIILY CIIL 1ovvvvvvsvsessssersnieressessssissesssssssisssississtssassnsasassssssss s ssssass sasess : 1500000 1IU
MErOTIAATOLE ..oiiuiiomisivisismssisssinsssrissnsmsinsmurss ey a e L. o : 250 mg
Ta duge ((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) vira dll........ccoevnvcinninninenss R B SR . 1 vién
DANG BAO CHE: Vién nén dai bao phim mau trang, mot mat nhan, mot mit khic vach
ngang, canh va thanh vién lanh lan.
QUY CACH PONG GOI: Thubc ép trong vi Alu/PVC, vi 10 vién, hop 2 vi, 3 vi, 4 Vi,
kém theo t& huéng dan st dung.
THUOC DUNG CHO BENH Gl :
- Nhi2m khuén ring miéng cap, man tinh hodc tai phat: Ap-xe ring, w“m quanh
xuwong ham, viém quanh thén rdng, viém nudu, viém miéng, viém nha chu, viém tuyén
mang tai, vi€ém dudi ham.
_ Didu tri du phong nhiém khuén rang miéng sau phau thuat.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG
Thubc diung cho ngudi l6m va tré em trén 15 tubi.
- Nhiém khuén ring miéng: 2 - 3 vién/ngay, chia 2 - 3 lan, udng trong bita an (twong duong
véi 3 -4,5 MLLU splramvcm va 500 - 750 mg metronidazole). Trudng hop ndng, liéu ¢ thé
duoc tang lén dén 4 vién moi ngay.
- Piéu tri du phong nhiém khun ring miéng sau phau thuét: 2 - 3 vién/ngay, chia 2 - 3 lan,
udng trong bita dn.
KHI NAO KHONG NEN DUNG THUOC NAY
- Qua man cam v&i imidazole, spiramycin hodc bét ky thanh phan nao cua thudc.
- Tré em duéi 15 tudi.
- Khong nén dung phdi hop thude véi disulfiram va rugu hodc thude chira alcol.
NHI'NG PIEU CAN THAN TRONG KHI DUNG THUOC NAY
Céanh bao dac biét
- Su xuét hién st phét ban toan than khi bit diu diéu tri nén nghi ngd tinh trang ngoai ban
mun mu toan than cap tinh. CAn diéu tri kip thoi va chdng chi dinh (ifmg spiramycin don tri

(l 2
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hoic két hop.

- Tranh dung d6 udng c6 con (hidu ung antabuse).

- Ngung dilu tri trong truong hop mat ngu, chéng mat, rbi loan tdm than.

- Thudc c6 chira metronidazole, luu ¥ nguy co ¢6 thé tram trong thém trang thai tim than &
ngudi bi bénh than kinh trung wong va ngoai bién bn dinh hay tién tién,

Thén trong khi sir dung

- Khong dung spiramycin & nhitng bénh nhan thiéu glucose-6-phosphate dehydrogenase vi
c6 thé gy thiéu mau do tan huyét.

50 nhimg bénh nhéin co tién str rdi loan huyét hoc, didu tri lidu cao va/hodc kéo dai cin
thuong xuyén kiém tra cong thirc mdu, dac biét 1a kiém soat lugng bach cu. Trong trudng
hop giam bach cau, viée tiép tuc diéu tri hay khéng phu thudc vao mirc do nhiém tring.

- Trong trudmg hop diéu trj kéo dai, can theo ddi dau higu goi ¥ phin tng bat loi dbi voi
bénh ly than kinh trung wong hodc ngoai bién (di cam, mét diéu hoa, chong mit, co giat).

- Thubc ¢6 chira lactose, nhitng bénh nhan ¢6 vén dé di truyén hiém gap nhu khong dung
nap galactose, thiéu hut lactase, hodc kém hap thu glucose - galactose khong nén ding
thube nay.

THOI KY MANG THAI VA CHO CON BU .
Thoi ky mang thai: Chua c6 dit liéu 14m sang khi dung thubc & phu nir cé[gw}l
dung thubc khi dang mang thai. Truong hop bat bude phai dung, can cirl nhdc loi ich va
nguy co ¢ hai. T

Thoi kp cho con bii: Spiramycin va metronidazole qua dugc nhau thai LVa‘to stra me, tranh
dung thudc trong thoi gian cho con b.

TAC DUNG POI VOI KHA NANG LAI XE, VAN HANH MAY MOC VA LAM
VIEC TREN CAO

Bénh nhéin nén dugc thong bao vé céc tac dung phu ¢6 thé xay ra nhu chong mat, nham l4n,
4o gic hoac co gidt. Khong nén lai xe hodc sir dung may moc trong truong hop nay.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI DANG SU
DUNG THUOC NAY

* Tuong téc lién quan dén spiramycin

Ut ché hép thu carbidopa, lam giam nong do levodopa trong huyét twong. Cén theo doi 1am
sang va diéu chinh lidu levodopa.

* Tuong tac lién quan dén metronidazole

- Disulfiram: Géy &o twdng, réi loan tam than. Chéng chi dinh dung phéi hop.

- Ruou: Hiéu ¢mg antabuse (ting thdn nhiét, phat ban, n6n, nhip tim nhanh). Tranh ding

chung v&i do uong c6 con hodc thude chira con.

- Thuée chdng déng dudng ubng: Téc dung chéng dong mdu ting lén va ting nguy co xudt
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huyét do giam chuyén hoa & gan. Theo doi nong do prothrombin thudmg xuyén hon va theo
dsi INR. Piéu chinh liéu lwong thude chdng dong mau trong khi diéu tri bing thube
metronidazole va 8 ngay sau khi ngung thuéc.

- Fluorouracil: Tang doc tinh ciia fluorouracil do 1am giam d¢ thanh thai.

- Metronidazole ¢6 thé 1am bat dong xodn khuan, do d6 lam sai két qua xét nghiém Nelson.
TAC DUNG KHONG MONG MUON

* Lién quan dén spiramycin

- Hé tiéu hoéa: Pau bung, budn ndn, non, tiéu chay va rat hiém truong hop viém dai trang
gia mac.

- Da va niém mac: Phat ban, noi mé day, ngtra. Phu mach, séc phan vé, ngoai ban mun mu
toan than cip tinh cé xay ra nhung rét hiém.

- Hé than kinh trung wong va ngoai bién: Chimg di cam thoang qua.

- Gan: Rét hiém trudng hop xét nghiém chirc ndng gan bét thuong.

- Méu: Hiém gap thiéu m4u do tan huyét.

* Lién quan dén metronidazole

- Hé tiéu hoa: Roi loan tiéu hoa nhe (dau thugng vi, budn non, non, tiéu chﬁl%wr Viem-Audi

v6i cam gidc khd miéng, viém mi¢ng, miéng vi kim loai, chan &n. Viém tuy da dugc bao
c4o, hoi phuc khi ngimg diéu tri.

- Da va niém mac: Ban da, ngira, doi khi c6 sbt. Mé day, phu mach, sbc phan vé¢.

- Hé than kinh trung wong va ngoai bién: Dau dau, bénh ly than kinh cam gidc ngoai bién,
co giat, chong mat, mét didu hoa.

- Réi loan tAm than: Nhiam 14n, 4o giac.

- Mau: Rét hiém trudong hop giam bach cAu, mét bach cdu hat va giam tiéu cAu.

- Gan: Rét hiém trudong hop c6 chiic nang gan bét thudng c6 hoi phuc va viém gan r mat.

- Khac: Nude tiéu sim mau.

Thong bdo ngay cho Bdc si nhitng tic dung khong mong muon gdp phdi khi sie dung
thuéc.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC

Uéng ngay lidu da quén khi nho ra. Néu thoi gian lidu da quén gan véi licu tiép theo thi bo
qua va chd dén liéu tiép theo. Khong dung 2 lidu ciing mot lac.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Triéu chimg qua lidu cha yéu trén tiéu hoa: Budn ndn, noén, tiéu chay. Str dung qua lidu
metronidazole (12 g, lidu duy nhat), bénh nhan c6 y dinh tur tr va céc triéu chimg gioi han

nhu nén mira, mat diéu hoa va mat phuong huéng nhe.
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CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Can thong b4o ngay cho Bac st hodc Dugc si ciia ban khi st dung thude qué liéu khuyén
cdo va toi ngay trung tam y té gan nhat.

KHI NAO CAN THAM VAN BAC Si, DUQC SI

Khi téc dung khong mong muén kéo dai hoac néu cin thém thong tin, xin hoi y kién Béc s7
hoac Dugc si.

CAN BAO QUAN THUOC NAY NHU THE NAO

Pé noi kho thoang, tranh anh sang, nhiét do khong qua 30 °C.

HAN DUNG

36 thang ké tir ngay san XUuAt.

Ngay xem xét sira dbi, cap nhat ndi dung huwéng dén sir dung thubc:

Thudc dwoc sin xudt tai
CONG TY CO PHAN DUQC DANAPHA
253 - Diing S Thanh Khé - Quan Thanh Khé - TP Da nang
Tel: 0236.3760130  Fax: 0236.3760127  Email: Info@danapha.c
Dién thoai tw van: 0236.3760131
Vi phin phoi trér toin quéc
Da Néng, ngayd\thang [ nam 2017
NG GIAM bOC

DS, Nouyén Quang Tri, MBA

U, CUC [RUONG
PHONG
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