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Rx -Thudc ban theo don 10ml Dung dich nho tai Rx - Prescription Drug 10ml Ear drops solution

Rifamycin natrt 2.6% Ritamycin sadium 2.6%
Thanh phan: Mbi lo 10 ml chifa: Composition: Each 10 ml bottle contains:
Rifamydin natri ............... 260 mq Rifamydin sodium ........... 260 mq
g ? : (twong duong 200000 IU Rifamycin ) ) (equivalent to Rifamycin 200000 IU)
Dung dich nho tai Chi dinh, liéu ding va cich ding, Ear drops solution Indications, dosage and admini

tion, contraindications, cautious,

chéng chi dinh, than trong, tac dung

khéng mong mudh, cicthong tin khic: side effects, and other information:
Xem trong t& hung dan st dung thudc See in the package insert

Dang bao ché: Dung dich nhd tai Dosage form: Ear drops solution

Quy cach dong goi: Hop 110 10ml Packing style: Box of a 10 ml bottle

i i i 0 Bao quan: Noi kho, du6i 30 °C, trdnh dnh 5 c : Storage: Dry place, below 30 °C, protect
leamy(ln natri 2'6A) sdng truc tiép R]famy(]n SOdlUm 26% fromdglrenllght
Tiéu chuan: T(CS Specification: Manufacturer’s
Dé xa tam tay tré em Keep out of reach of children
Bocky huéng dan sit dung trudckhi ding Carefully read the package insert
before use
SDK/ Visa No. :

Manuf, y
Merap Group Corporation

9 MERAP.

LSX: \ \
NSX: l
HD :

Rx-Thudc bin theo don Toml Thanh phin: M ko 10 mi chia: Rifamydin natr .. 260mg
{tuong duang 200000 I Rifamycin)

Dung dich nho tai Lsx:
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Hwéng dan st dung thudc cho bénh nhan

Dung dich nho tai

METOXA

Rifamycin natri 2.6%

THANH PHAN

M&i lo 10 ml chira: Rifamycin natri 260 mg (twong dwong 200.000 IU Rifamycin)

Ta dugc: Acid ascorbic, dinatri edetat, natri metabisulfit, nipagin, polyethylen glycol 400, natri hydroxyd, nuéc tinh khiét
MO TA DANG BAO CHE: Dung dich nhé tai

QUY CACH DONG GOI: Hop 11p 10 ml

THUOC DUNG CHO BENH Gi?

Didu trj tai ché dang chay mu tai c6 kém théng khi mang nht, kém dén Iwu héc tai, viém tai man tinh khéng viém
xwong kem thiing mang nht

Chi dinh didu trj tai chd cac bénh nhiém tring tai & ngudi Ién va tré em

NEN DUNG THUOC NAY NHU THE NAO?

Bwéng dung: Chi dung nho tai

Liéu ding

Nguéi lén: Nhé 5 giot x 2 1an/ngay, budi sang va budi toi

Tré em: Nho 3 giot x 2 I&n/ngay, budi sang va budi tdi

Cachdiung

Lam 4&m dung dich thuéc v& gan nhiét do co thé bang cach gitr chai thuéc vai phut trong long ban tay

Théao nép day éng nho giot

Nghiéng dau qua phia tai khéng dau dé tai dau huéng Ién trén

Nho chinh xac sé giot cAn vao tai dau

Kéo nhe nhiéu 1an trén vanh tai @& thudc chay sau vao éng tai

Gitr nghiéng dau trong khoang 5 phut

Khi nghiéng dAu tré lai, mét it thudc cé thé chay ra, dung gidy thdm lau kho

Pay nap bng nhd giot sau khi s dyng

Bd lo thudc sau khi hét thoi gian diéu tri, khéng gite phan thudc con lai d& diing cho 1an didu trj sau

Tranh @& thudc tiép xtic véi quan 4o do c6 thé vAy mau vai

Thoi gian didu tri

Thoi gian didu tri thuwéng 1a 7 ngay

D& co hiéu qua, thubc nén dugc st dung dlng véi lidu lwgng quy dinh va thei gian béac sT da ké don

Sy bién mét clia céc triéu chirng khéng c6 nghia |a ban da hoan toan khéi bénh. Cam giac mdi mét khong phai do
diéu trj khang sinh ma do ban than bénh nhiém khuan. Gidm liéu ho#c tam ngwng diéu trj s& khéng cé tac dyng gi
trén nhirng cam giac nay va chi lam cho bénh lau hdi phyc

KHI NAO KHONG NEN DUNG THUGC NAY?

Bénh nhan cé tién str dj (ng véi rifamycin hodc bét ky thanh phan nao clia thuéc

TAC DUNG KHONG MONG MUON

Thuéc lam tai c6 mau hdng (nhin thay trong qua trinh soi tai)

Do céng thirc thuéc chiva sulfit, nguy co' gay phan (rng dj rng bao gém phan ting phan vé va co thét phé quan

Hay néi chuyén voi bac sT, dwoc st hodc y ta néu gap phai bat ky tac dung khéng mong mubn nao gép phai khi st
dung thuéc, bao gém céc tac dyung khéng mong muén khéng dugc lit ké trong t& hiéng dan st dung nay. Céc tac
dung phu khac khong duoc liét ké & trén co thé xay ra & mot sé bénh nhan

Théng bao cho bac sT néu ban cam thy khéng khde

NEN TRANH DUNG NHING THUOC HOAC THYC PHAM Gi KHI DANG SU DUNG THUOC NAY?

Chuwa c6 nghién clru twong tac thubc nao dwoce thye hién

Néu ban dang diing hozic gan day co st dung bét ky loai thuéc nao khéc bao gém ca thuée khéng ké don hay théng
bao voi bac si hoac dugc st

CAN LAM Gi KHI MQT LAN QUEN KHONG DUNG THUOC?

Néu ban quén mét lidu thudc, dung ngay khi nhé ra hodc bé qua liéu da quén néu gan sat thoi gian st dung lidu ké
tiép. Khong st dung gép déi lidu thuéc dé bu cho lidu da quén

Néu con ban khoan hay hoi y kién bac st hodc dugc sT

BAO QUAN: Noi kho, duéi 30 °C, tranh &nh sang tryc tiép

NHOUNG DAU HIEU HOAC TRIEU CHUPNG KHI DUNG THUOC QUA LIEU

Chua co bao cao

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

Néu st dung nhiéu hon liéu dugc chi dinh hay tham khao y kién clia bac sT hogic dugc sT

THAN TRONG KHI DUNG THUOC

Khéng tiém, khéng duoc uéng

St dung thudc khang sinh tai chd gop phan vao viéc xuat hién man cam véi cac hoat chét nay, cé kha nang xuét hign
cac phan (rng toan than

Ngteng didu trj khi bét dau xuét hién cac trigu chirng clia phat ban da hodc bat ky du hiéu qua mén tai chd hay toan
than va tham khao y kién clia bac st

Khéng khuyén khich st dung déng thi véi cac thube nho tai khac

Trong qua trinh si¥ dung, han ché tiép xic dau nhé thude véi 16 tai hoic ngén tay, d& han ché nguy co' gay nhiém ban
Néu sau 10 ngay didu tri triéu chirng khéng gidm bénh nhan can di gap bac sT dé danh gia lai céc triéu ching va cé
cach diéu trj thich hgp

Thubc chira nipagin c6 thé gay ra phan &ng di trng (phan (g di tng muén)

SUF DUNG CHO PHY N’ CO THAI VA PHU N CHO CON BU

Phuy ni¥ co thai

Thubc nay nén dwoc st dung trong thai ky theo |&i khuyén clia bac sT. Néu phat hién c6 thai trong khi st dung thuéc,
tham khdo y kién bac sT d& danh gia co can thiét phai tiép tuc diéu trj véi thudc hay khong. Hay hoi bac sT hodc dugce
st trwdc khi diing bat ctr loai thudc nao

Phu ni¥ cho con bu

Phy nir cho con b c6 thé st dung thuéc nay. Hay héi bac sT hodc duge sT truée khi dung bét cir loai thube nao
ANH HPONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC: Khéng 4p dung

KHI NAO CAN THAM VAN BAC SI, DU'QC Si

Gap phai bét ky tac dung khong mong muén nao

Néu cin thém théng tin xin hoi y kién bac si hodc dwee si

TIEU CHUAN: Tiéu chuan co s&

HAN SU DUNG: 36 thang ké t» ngay san xuét

Ngay xem xét sitra ddi, cap nhit lai ndi dung hwéng dén st dyung thuéc

Sénxudtbol (G g MERAPGiow
Cong Ty C6 Phan Tap Poan Merap

Tan Tién - Van Giang - Hung Yén - Viét Nam
www.merapgroup.com
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Rx — Thuéc ban theo don Hwéng dan siv dung thudc cho can bg y té

Dweec lyc hoc
y tri liéu: Thuéc nhé tai, khang khun

M3 ATC: S02AA12

Céc rifamycin 1a mét nhém khang sinh co céu tric hoa hoc giéng nhau, phan lap dwoc tir cac loai Streptomyces
mediterranei

Thubc khang khudn tai chd, tac dong Ién da s6 cac mam bénh Gram duong va Gram am thwéng gép trong cac nhidm
trng ¢ tai gitra

Rifamycin trc ché hoat tinh enzym téng hop RNA phuy thudc AND ctia vi khudn bang céach hinh thanh mét phirc hop
bén virng thudc — enzym gay (rc ché sy tang trudng clia vi khuan

Céc ndng d quan trong phan biét chiing nhay cam cao véi chling nhay cam trung binh va ching nhay cam trung
binh véi chling khang

Staphylococcus spp.: Néng dé nhay cam < 0,5 mg/l va néng d6 khang thuéc > 16 mg/l

Céc vi khudn khac: Néng do nhay cdm < 4 mg/l va ndng d6 khang thudc > 16 mg/l

Ty 1§ d& khang c6 thé khac nhau tuy thugc vao vi trf dja ly va thoi gian déi voi mét sé loai.

Do d6, can thiét c6 nhitng théng tin vé ti 1é d& khang tai dia phwong, nhét 1a trong qua trinh didu trj nhiém khun naing.
Nhirng di ligu nay c6 thé chi dwa ra djnh hudng ve tinh nhay cdm clia mét chiing vi khudn véi khang sinh nay

Sy thay déi ty 18 khang thudc & Phap dwoc biét dén & mét sb loai vi khuan, n6 dugc chi ra nhw sau:

Céc loai nhay cam:

Vi khuén hiéu khi Gram dwong: Bacillus anthracis, Listeria monocytogenes, Rhodococcus equi, Staphylococcus
aureus nhay cam methicillin, Staphylococcus khang methicillin, Staphylococcus coagulase &m tinh, Streptococcus
nhém A, B, C, G, Streptococcus pneumoniae, Streptococcus viridans hoéc céac vi khudn khong thé phan nhom

Vi khudn hiéu khi Gram &m: Branhamella catarrhalis, Brucella, Haemophilus ducreyi, Haemophilus influenzae,
Neisseria gonorrhoeae, Neisseria meningitidis, Pasteurella

Vi khuén ky khi: Bacteroides, Clostridium difficile, Clostridium perfringens, Fusobacterium, Peptostreptococcus,
Propionibacterium acnes

Cac loai khac: Chlamydia trachomatis, Chlamydia psittaci, Coxiella burnetii, Legionella, Mycobacterium africanum,
Mycobacterium bovis, Mycobacterium bovis BCG, Mycobacterium kansasii, Mycobacterium tuberculosis

Loai nhay cam vira (nghién clru do nhay cam trong in vitro): Enterococci

Loai khang: Enterobacteria, Pseudomonas, Mycobacteria khdng dién hinh (trlr Mycobacterium kansaii), Staphylococ-
cus khang methicillin (2-30%), Staphylococcus coagulase &m tinh (0-25%)

Dwgc dong hoc

Nghién cru dwgc dong hoc clia thude nhd tai rifamycin chva dwoc tién hanh

CHIBINH

Chi dinh diéu trj tai chd cac bénh nhiém triing tai & ngudi [on va tré em

Didu trj tai chd mot sé dang tai chay ma cé

« Thong khi mang nht

+ Dén luu héc tai

« Viém tai man tinh khéng viém xwong kém thing mang nht

Lwu y: Rifamycin khéng tac dgng |Ién Pseudomonas aeruginosa trén |am sang va céc thi nghiém vi sinh vat

Loai vi khuan nay chiu trach nhiém cho it nht 30% trwdng hop nhiém khun déi véi cac nhiém khun duoc ¢hi dinh
Ghi cht: Khong cé nghién cru siv dyng trong diéu trj viém tai ngoai dwoc thyc hién.

Cén can nhéc dén céc khuyén céo chinh thirc vé str dung khang sinh hop ly

LIEU DUNG VA CACH DUNG

Bwong dung

Chi dung nho tai

Liéu diing

Ngudi I6n: Nho 5 giot x 2 Ian/ngay, budi sang va budi téi

Tré em: Nho 3 giot x 2 1An/ngay, budi sang va bubdi téi

Cach dung

Lam 4m dung dich thudc v& gan nhiét 8 co thé bang céch git chai thuéc vai phit trong léng ban tay

Thao ndp day ng nhé giot

Nghiéng dau qua phia tai khéng dau dé tai dau hwéng Ién trén

Nhd chinh xéc sé giot c&n vao tai dau

Kéo nhe nhiéu 1&n trén vanh tai dé thudc chady sau vao 6ng tai

Gitr nghiéng dau trong khoang 5 phut

Khi nghiéng dau tré lai, mot it thudc co thé chay ra, dung gidy tham lau kho

Day nép 6ng nhd giot sau khi st dung

Bb lo thudc sau khi hét thoi gian didu tri, khéng git phan thube con lai dé dung cho 1an diéu tri sau

Tranh dé thudc tiép xUc véi quan 4o do co thé vay mau vai

Thoi gian diéu trj

Thoi gian diéu trj thwong 1a 7 ngay

D& c6 higu qua, thubc nén dwoc sl dung ding véi lidu lwong quy dinh va thoi gian bac sT da ké don

Sir bién mét clia cac trigu ching khéng cé nghia 1a ban d& hoan toan khoi bénh. Cam giac moéi mét khong
diéu tri khang sinh ma do ban than bénh nhiém khuan. Giam liéu hodc tam ngung diéu tri s& khéng c6 ta
trén nhirng cam gi4c nay va chi lam cho bénh lau héi phuc

CHONG CHI BINH

Bénh nhan cé tién st dj (rng véi rifamycin hodc bét ky thanh phan nao clia thuéc

THAN TRONG KHI DUNG THUOC

Khoéng tiém, khong dugc uéng

Str dung thudc khang sinh tai ché gép phan vao viéc xuét hién man cam véi cac hoat chét nay, c6 kh
cac phan trng toan than

Ngirng didu trj khi b4t dau xuét hién cac trigu chirng clia phat ban da hodc bat ky du higu qua mén t
than va tham khao y kién ctia bac st

Khong khuyén khich st dung dong thdi véi cac thuée nhé tai khac

Trong qué trinh st dung, han ché tiép xtc dau nhé thubc véi 13 tai hodc ngén tay, dé han ché nguy co gy nh
Néu sau 10 ngay didu trj tridu chirng khong gidm bénh nhan can di géip bac si dé danh gia lai cac triéu ching va co
cach diéu tri thich hop

Thubc chira nipagin cé thé gay ra phan (rng di ¢ng (phan &ng di 'ng muon)

SU DUNG CHO PHY N’ €O THAI VA PHY NIF CHO CON BU

Phuy n@ cé thai ’

Do lwgng di vao tudn hoan chung khdng dang ké va cac di liéu 1am sang bao dam déi véi cac chét néW@U
céac khang sinh rifamycin, co6 thé st dung rifamycin & mgi thoi ky trong qua trinh mang thai NS
Phu ni¥ cho con bu . ! ) ) .. P TRUO]
Do lugng rifamycin di vao stra me khong dang ké&, co thé cho con bu khi duing rifamycin dwong nho tai * e
ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC QA/‘ A
Khéng ap dung W
TAC DUNG KHONG MONG MUON

Thuébc Iam tai co6 mau héng (nhin thay trong qua trinh soi tai)

Do cong thirc thudc chira sulfit, nguy co gay phan g dj 'ng bao gbm phan (rng phan vé va co thét phé quan
TUONG TAC THUOC

Chua c6 nghién clru twong tac thude nao duoc thye hién

QUA LIEU VA XU TRI

Chua co thong tin qué lidu clia thube dwgc ghi nhan. Tuy nhign, voi duéng ding nhd tai, qua liéu thube nho tai
rifamycin 1a kho xay ra




