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Rx Thudc nay chi ding theo don thuée

OT1OFA

Dung djch nho tai
_ DEXATAM TAY TRE EM.
DOC KY HUGNG DAN S DUNG TRUGC KHI DUNG.

—— THANH PHAN thuéc con lai dé dung cho [4n sau. —
===" Méi 100 ml dung dich nho tai chira: Tranh d& dung dich tiép xtic véi quan éo do 6 the ——
Thénh phan hoat chat: bivay ban.
HE ol 5 RO ST OSSR 2,60 Mat so'finr y dac biét vé xi Iy thude trurce va sau khi
tuong duong 2.000.000 U Rifamyein st dimg thudc:
Thanh phén t4 duroe: Khong cé yéu cau dac biét vé xir Iy thudc sau khi

Macrogol 400, Acid ascorbic, Dinatri edetat, Kali

metabisulphit, Lithium hydroxyd, Nutic tinh khigt,

DANG BAO CHE

Dung dich nho tai.

Mb ta: dung dich trong, mau dd cam.

CHiBINH

Biéu trj tai ché cac dang chay mi tai;

- Cd kem theo thong khi nhi.

- Co kém theo dan luu hic tai,

- Viém tai man tinh khong viém xuong c6 kém thiing
mang nhi.

Luu y: Rifamycin khing cé hoat tinh chéng lai

Pseudomonas aeruginosa: khong dép (ng trén lam

sang va vi khuén hoc la phd bién. Loai nay géy ra

it nhat 30% cac bénh nhidm khudn dugc chi dinh

diing thudc nay.

Chua ¢d nghién ciu nao duoc tigh hanh déi véi

viém tai ngoai.

Can tudn thi huéng dan chinh thic lién quan dén

viée st dung hp Iy thudc khang sinh.

LIEU DUNG VA CACH DUNG

Liéu diing:

Ngudi lén: 5 giot, 2 An/ngay.

Nha thube vao 8ng tai bj bénh vao busi séng va

budi t5i.

Tré em: 3 giot, 2 [an/ngay,

Nha thude vao 6ng tai bj bénh vao budi sang va

budi tai.

Thei gian diu tri thuding 12 7 ngay.

Cach dang:

Dung tai chd. Nha tai.

Nén lam am chai thudc trong tay vai phut trude khi

diing dé trénh nhiing cam gidc kho chiu do tai tiép

xUc v6i dung dich lanh

Nghiéng dau de tai dau hudng lén trén, nhd thudc,

kéo nhe nhieu fan trén vanh tai, git nghiéng dau

trong khodng 5 phit dé thude chay séu vao dng tai.

Lap lai thao tac nhurtrén vai tai con lai néu can,

Khang nén bop 8ng nhéd giot qua manh.

B6 lo thudc khi hét thi gian diéu tri, khong gitphin

strdung.

CHONG CHi BINH

Thudc nay khéng duge diing cho nhiing bénh nhén
di ng v6i bat ky thanh phan nao clia thudc (dac
biét la rifamycin).

CANH BAO VA THAN TRONG KHI DUNG THUOC
Diing khang sinh tai cho ¢4 thé gay man cam véi
hoat chét va dan dén phan ting toan thén.

Ngung thuiic ngay néu xay ra phat ban da hay co
bat ki dau hiéu phén ting dj ing tai chd nhu ngira,
db da, sung, dong vay kha, vét thuong khéng lanh
hay toan than nhu'co that phé quan va sdc phan vé.
Khong duge chich hoae nudt dung dich nay,

Khi diing, tranh cham ngén tay hodc tai vao dau 6ng
nhd giot nham giam nguy ca nhiém khudn.

KKhong nén dung thudc nay dong thi véi cac thudc
nha tai khac.

N&u triéu ching vén kéo dai sau 10 ngay diéu tr,
bénh nhan nén durge kham lai d& xem xét lai banh
trang va cach digu tri.

SU' DUNG THUGC CHO PHY NI CG THAI VA CHO
CONBU

St dung thuéc cho phu nir co thai

Thure 18 cho thay hau nhu thudc khéng di vao mau
cling nhu déi véi cac hop cht thuge ho rifamyein,
cd thé strdyng san pham néy trong sudt thai k.
Str dung thudc cho phu nit cho con bi

Hau nhur thude khdng di vao sita me, phu nit diing
thude nay cd thé che con bi.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE
VA VAN HANH MAY MOG

Chua ghi nhén. Tuy nhién bénh nhén nén than trong
vi ban than bénh viém tai co thé anh hudng dén
thinh luc.

TUONG TAC, TUONG KY CUA THUGC

Tuong téc cla thude

Chua ghi nhan. S

Tuuing ky ctia thude

Do khéng ¢ cde nghién ciiu vé tinh tuong ky cia
thude, khang trgn [an thude nay vai céc thude khac.,

oty =




TAC DUNG KHONG MONG MUBN CUA THUGC
Thudc lam tai cd mau héng (khi soi tai).

Do thude ¢6 chia sulphit, nguy co xay ra phan tng
dj ting, bao gém phén (ing phén v& hodc co that phé
quan,

Thang bdo cho bac si nhing tac dung khang meng
mudn gap phai khi st dung thudc.

QUA LIEU VA CACH XU TRi

Quid liéu

Khéng c6 dit fiéu vé sir dung thude qua liéu, khong
dung qua liéu chi dinh cua thudc.

Céch xir tri khi diing thudc qud liéu

Tich cuc theo ddi d& c6 bién phap xtrtrf kip théi.
CAC DAC TINH DUQT LY

Duge luc hoc

Phén loai ATC: S02AA12

Nham tri liéu: thude khéng khuan va khir riing tai.
Co'ché téc ding

Rifamycin 12 khéng sinh duge sir dung trang
diéu tri nhiém khudn cdc ching nhay cam nhu
Staphylococei. Thude can trd sy téng hop acid
nucleic ctia vi sinh vat bang cach tc ché RNA
polymerase phu thude DNA. Rifamycin (e ché RNA
polymerase phu thuge DNA ctia vi khuan bang cach
gan vao vj trf tiép gidp vdi trung tam hoat dong cla
ANA polymerase va ngan chén surtong hop céc san
pham RNA.

Phd khang khuan

Nong dg téi han duge ding dé phan biét cc chiing
nhay cam, chiing nhay cam trung gian va ching dé
lhang:

Staphylococeus spp.:

Nang dd nhay cam (S) = 0,5 mg/l va

Nong dd d& khang (R) > 16 ma/|

Cac vi khudn khac:

NGng dd nhay cam (S) = 4 mg/l va

Nong dd dé khang (R) > 16 mg/I

Mure dd dé khang dat duge & vai loai vi khugn thay
doi tly thude thai gian va khéng gian. Vi thé, can
bigt dg nhay cam cta vi khuan tai dia phutng, dac
biét 1a néu nhim khuan ndng. Théng tin dé nhay
cam chi nham dinh hudng khé nang nhay cém cla
mét dong vi khuan voi khang sinh nay.

Ty 18 khang thudc ¢ Phap clia vi khuan dugc ghi
nhan nhu sau:

CHUNG NHAY CAM

Vi khugn hiéu khi gram (+): Bacillus anthracis,
Listeria monocytogenes, Rhodococcus equi,
Staphylococcus aureus nhay cam methicillin,
Staphylacaceus dé khang methicillin®* (2 - 30%),
Staphylococeus khong co men coagulase (0

- 25%), Streptococci A, B, C, G, Streptacoccus
pneumoniae, Streptococeus viridans (hoac chiing
khéng phan loai).

Vi lkhudn hiéu khi gram (-): Branhamella
catarrhalis*, Brucella, Haemophilus ducreyi,
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Haemaphilus influenzae, Neisseria gonorrhoeae,
Neisseria meningitidis, Pasteurella.

Vi khuan yém khi: Bacteroides, Clostridium

difficile, Clostidium perfringens, Fusobacterium,
Peptostreptocaccus, Propionibacterium acnes.
Khac: Chlamydia trachomatis, Chlamydia psiitaci,
Coxellia bumneltii, Legionella, Mycobacterium hovis
BCG, Mycobacterium kansasii, Mycobacterium
tuberculosis.

Mycobacterium africanum, Mycobacterium bovis (?).

CHUNG NHAY CAM TRUNG BINH (nhay cam trung

gian trong éng nghiém)

Vi khuan hiéu khi gram (+); Enterococei

CHUNG DE KHANG

Vi khuan hiéu ki gram (-): Ho Enterobacteriaceae,

Pseudomonas aeruginosa

Khée: Mycobacteria khdng dign hinh (trir

Mycobacterium kansasii)

*Higu qua da dugc chung minh chong lai céc
chiing nhay cam véi chi dinh 1am sang dugc phép.

#Ty |8 khang methicillin 12 30-50% giita céc lién
cau khuan Streptococei néi chung, va thuting gap
nhat trong céc bénh vién,

Luuy: phé khang khudn nay dira trén rifamycin diing

duting toan than. Nong df tai chd thu duge sau khi

diing dang bao ché tai chd la rit cao so véi ndng

do dat dugc trong mau. Duge dong hoe cla nong

dd thudc tai chd, digu kién hoa Iy tai chd cd thé anh

hudng dén hoat lue cla khang sinh, va tinh khang

bén ctia san pham tai cho van chua chac chan.

Duoe ddng hoe

Do diing tai ché nén chi mdt lugng nhé thude divao

trong mdu, dac biét khi mang nhi con nguyén.

QUY CACH DONG GOI

Bon vi dong goi nhd nhat: Lo 10 ml.

Quy cdch déng goi: Hop 1 lo thiy tinh nau chia 10 ml.

DIEU KIEN BAO QUAN

Bao quan ¢ nhigt do dudi 30°C.

HAN SU'DUNG CUA THUOC

24 thang ke tirngay san xuat.

Nén ding thude trong vong 7 ngay sau khi md nap.

Khéing st dung thude qua han ding ghi trén bao bi.

TIEU CHUAN CHAT LUQNG CUA THUGC

Tiéu chuan co sd.

TEN, BIA CHI CUA CO'SG'SAN XUAT/CHU SO'HOU

SAN PHAM

Cor sérchiu trach nhigm xudt xudng:

BOUCHARA RECORDATI

70, Avenue du Général de Gaulle

92800 PUTEAUX — PHAP

Co'sd sdn xuat thanh pham:

PHARMASTER

Zone Industrielle de Krafft

67150 ERSTEIN ~ PHAP TR
NOT10607Y04




