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[Dang bao ché]

[Bao quan]

30°C.

Dung dich nhé mét

Trong bao bi kin, tranh
anh sang, nhiét dé duwéi

03 Mg

[Thanh phan] RX Thuée bén theo don
M&i 1mL chira: Anti—infectives
Tobramycin---------- 3mg

HWABRA

Ophthalmic Solution
(Tobramycin 3mg/imL)

6mL
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Han dung sau khi mé&
nap: 28 ngay.
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[Composition] Each 1mL contains,

Tobramycin-- 3mg
[Dosage form]

Ophthalmic Solution

[Indications, Dosage&Administration,
Contraindications and Others
information]

Please see the insert paper.

[Quality specification]
Manufacturer’s standard

[Storage]

Store in tight container, protected
from light, below 30°C.

Shelf-life after opening: 28 days

For more information please see
the insert paper.

KEEP OUT OF REACH OF CHILDREN
READ INSERT PAPER CAREFULLY BEFORE USE

Rx Prescription Drug
1Bottle / Box

Anti-infectives

HWABRA

Ophthalmic Solution

(Tobramycin 3mg/imL)

6mL

Manufactured by:
R
Chungeheongbukedo, Republicof Korea

[Thanh phan] M&i 1mL chira,
TobramyCin----------=-----------3mg

[Dang bao ché]
Dung dich nhé mét

[Chi dinh, Lidu lwgng&Céch dung,
Chéng chi dinh va cac théng tin khac]
Xin doc t& huréng dén st dung.

[Tiéu chudn chét lwgng]
TCCS

[Bdo quan]

Trong bao bi kin, trénh &nh sang, nhiét
d6 dudi 30°C.

Han diing sau khi m& nép: 28 ngay

Céc théng tin khéc vui long xem t&
huong dén st dung kém theo.

{eéxmmmém ]
DOCKY HUGNG DAN SU DUNG TRUGC K DUNG
SBK (Visa No.):
616 SX (Lot No.):
NSX (Mfg. Date):
HD (Exp. Date):

RXthuse béntheocon 1 LO/ HOP

DNNK:

Anti—infectives

HWABRA

Ophthalmic Solution

(Tobramycin 3mg/imL)

6mL

San xuéttai Han Quéc boi:

CRE1OD REYON PHARMACEUTICAL CO,LTD.
69-10, Hansam-fo, Deoksan-myeon, Jincheon-gun,
Chungcheongbikdo, Republic of Korea
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R,: Thudc bin theo don

HWABRA OPHTHALMIC SOLUTION
(Tobramycin 3 mg/ml)

Doc kj huéng din si dung truoc khi ding.
Néu cin thém théong tin, xin héi y kién bdc si hodc duygc si.
Thuéc chi dung khi coé sw ké don ciia bdc si. -~
/ZZ[Z/
Tén thuée: HWABRA OPHTHALMIC SOLUTION o
Thanh phan: Mbi lo (6 ml) chua:
Hoat chdt: TOBramyCin ................ccccceevevvevvvnni., 18,0 mg
I'a dugc: Benzalkonium clorid, natri clorid, acid boric, natri sulphat khan, tyloxapol, natri
hydroxid, acid sulphuric, nu6c cit pha tiém.
Dang bao ché: Dung dich nhé mét.
Quy cach dong géi: Hop 1 1o 6 ml.

Cac dic tinh dwoc lwe hoc

Tobramycin 1a mét khang sinh thugc nhém aminoglycosid-nhém khang sinh c¢6 tac dung diét
khuan véi mot sb ching vi khuan nhay cam. Céc nghién ctru invitro cho thiy c6 tac dung diét
khuan v&i mot sé ching vi khuan sau: Staphylococcus aureus, S.epidermidis ké ca chung da
khang penicillin, Streptococcus pneumoniae, Pseudomonas aeruginosa, Escherichia coli,
Klebsiella pneumoniae, Enterobacter aerogenes, Proteus mirabilis, Morganella morganii,
Haemophilus influenzae va H. aegyptius, Moraxella lacunata, Acinetobacter calcoaceticus va
mat vai chung nhom Neisseria.

Co ché khang thudc:

Khang thudc véi tobramycin c¢6 nhiéu co ché khac nhau gdm:

- Su thay d6i cua tiéu don vi ribosom trong té bao vi khuan

- Tac dong vao qua trinh vén chuyén tobramycin vao té bao

- Bit hoat tobramycin bang enzym nhu adenyl héa, phosphoryl hoa va acetyl héa tobramycin.
Céc thong tin di truyén dé san xuit enzym nay duoc mang trén nhidm sic thé vi khuan hogc trén
plasmid nén c6 thé gay khang chéo v&i cac khang sinh aminoglycosid cing nhém.

Cac dac tinh dwoc dong hoc

Céc nghién ciru duoc dong hoc cua thude nhé mit tobramycin trén ngudi dén nay van chua day
du.
Mot nghién ctru trén dong vat thi nghiém (tho) cho thdy tobramycin dugc hap thu vao ‘l}lé,_tuﬁn

hoan chung nhiéu nhét khi gidc mac bi ton thuong. Sau khi dugc hap thu tobramycin duoc ph_én

~

\‘\"1\

ol

- A
5

N

/



https://trungtamthuoc.com/

b dén cac mod trong co thé, ¢6 thé di qua nhau thai. Tobramycin cha yéu duoc thai trir qua su loc
cau than.

Chi dinh

Diéu tri cac nhim khuan mét do cac ching vi khuén nhay cam voi tobramycin gay ra nhu viém
két mac, viém gidc mac, viém tai 1, viém mi mit & ngudi 16m va tré em trén 1 tudi

Liéu dung va cich dung

Nhiém khudn nhe va trung binh: / (&
4T

Nho 1 giot vao két mac mdi mét x 2 1an/ ngay trong 7+1 ngay. /

Nhiém khudn ndng:
Nho 2 giot vao két mac mdi mit vao ngay dau tién, tir ngay thir 2 nho 1 giot vao két mac mdi
mét x 2 1an/ ngay trong 7+1 ngay.
Thoi gian diéu tri phu thudc vao mirc do nhiém khuan
St dung ¢ nguoi cao tuéi
Khong can diéu chinh liéu luong & bénh nhan cao tudi.
Tré em
Thubc c6 thé sir dung & tré em trén 1 tudi véi lidu nhur trén. Tinh an toan va hiéu qua & tré dudi 1
tudi chua dugc nghién ctru day du
Suy gan va suy than
Khi ding tobramycin trén tai mit tac dung trén toan than rét it nén khong can chinh liéu cho
bénh nhan suy gan, suy than. Tuy nhién, trong truong hop c6 dung két hop diéu tri toan than voi
thubc khang sinh aminoglycosid khac, nén theo ddi nong do huyét thanh dé dua ra lidu diéu tri
thich hop.

Thuéc chi ding khi cé sw ké don ciia Bdc si.

Chong chi dinh

M3n cam v&i bat cir thanh phan nao cua thue.

Nguoi ¢6 tién sir di ing v6i khang sinh loai aminoglycosid.

Nguoi nghe kém, ngudi ¢6 bénh than.

Than trong

Thudc chi sir dung mat. Khong dung cho tiém hozc udng.

C6 thé xay ra man cam & mot sb bénh nhan khi dung tobramycin tai chd nhu ngira, ndi mé
day, phat ban vung da lién quan.... Néu xay ra qua mén nén ngung diéu tri.

Than trong khi dung cho bénh nhan cé thé xay ra hién tuong man cam voi cac loai
aminoglycosid st dung tai chd.

Khi dung tobramycin toan than da gy tac dung phu nghiém trong gdm gay doc than kinh, doc

v6i than nén can than trong khi sir dung dong thoi cac aminoglycosid khac
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Ciing nhu cac khéng sinh khéc, sir dung kéo dai ctia tobramycin ¢6 thé phat trién cia cac sinh
vét khac khong bi nhiém, gom ca nim. Néu c6 nhiém khuan, ndm xay ra cin diéu trj thich
hop.

Trong truong hgp ¢6 nhiém khuin mit, nén khong deo kinh trong vai ngay do nguy co lan
rong nhiém khuan trong qua trinh diéu tri.

Thube c6 chita benzalkonium chlorid gdy kich tmg mat va c6 thé déi mau kinh ap trong mém

nén tranh tiép xtc thude véi kinh ap trong. /&[é o

Sw dung cho phu nir cé thai va cho con bi

Phu nit ¢ thai: Céc nghién ciru vé anh huong cua thude trén phu nit c¢6 thai dén nay van chua
day du. Mot sb nghién ctru trén dong vat thi nghiém cho thdy khi dung tobramycin véi liéu gap
33 lan liéu ding cho ngudi, khong thay anh hudng dén thai nhi. Tuy vay van nén than trong khi
st dung cho phu nit c6 thai, chi sir dung thudc khi that su can thiét.

Phu nit cho con bii: Tobramycin dung dudi dang thudc nhé mét khong bai tiét duge vao trong
sita me. Do d6 ¢ thé dung cho phu ni dang cho con bu.

Tac dung khong mong mudn

Trong cac thir nghiém 1am sang, cac phan tng phu thuong gip nhat 1a xung huyét méit va ngua
mit, xay ra ¢ khoang 1,4% va 1,2% bénh nhén.

Céc phan tng phu sau ddy duoc phan loai theo tan suét sau:

Rat thuong gap (> 1/10), thuong gap (> 1/100 dén <1/10), it gidp (>1/1000 dén <1 / 100), hiém
gap (< 1/1000) hozc khong rd tan suit (khong thé ude tinh tir dit liéu sén co). Trong mdi nhém
tan so, cac phan tng bt loi dwoc trinh bay theo thir tw giam dan. Céc tac dung mong mudn sau

day dugc trinh bay ¢ bang dudi day:

Hé co quan Tan suat va tac dung

Hé mién dich it gip: Man cam

Chua rd tan suat: Phan tmg phan vé

Hé than kinh it gap: Nhuc dau

——

Mt Thudng gap: Ngira mét, kho chiu mét, di ung, xung huyét mét
ft gap: Dau mit, mit kho, viém giac mac, sung mi mit, tang dich
tiét mat

Chua r3 tan suat: Kich ung mit

Da va mo6 dudi da It gap: May day, viém da, ngira, rung 16ng mi, bénh bach bién,
da kho
Chua 3 tAn sut: hoi chimg Stevens-Johnson, phat ban, hong

ban da dang R A
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Théng bdo cho bdc si cdc tic dung khong mong muén gap phai khi sir dung thuoc :
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Anh hwong dén kha niing lii xe va vin hanh may méc

Thubc anh huong khong dang ké t6i kha nang lai xe va van hanh may modc. Tuy nhién khi nho
thudc c6 thé gay nhin mo tam thoi, gay rdi loan thi giac khac c6 thé anh hudng t6i viéc van hanh
may moc, lai xe. Néu nhin m& xay ra can cho t6i khi tam nhin 15 hon trudce khi 1ai xe hay van
hanh may moc.

Twong tic thudc /Z([{/
v

Chua c6 nghién ciru tuong tac nao dugce thuc hién.

V6i thude corticosteroid tai chd, khi ding phdi hop véi tobramycin, c6 thé che dau cac dau hiéu
1am sang ctia nhiém khudn, ndm hozc virus va c6 thé giam phan ing qua man.
Néu dung nhiéu san phim cho mét, cac san pham nén dugc dung cach nhau it nhét 5 phit. Thube
m& mit nén duge ding cudi cung.
Qui liéu
Chua ¢6 cac dir liéu cu thé khi qua lidu thubc nho mét tobramyein.
BAO QUAN: Béo quan trong lo kin, tranh 4nh sang, nhiét do dudi 30°C.
HAN DUNG: 24 thang ké tir ngay san xuét va 28 ngay sau khi mo nip.
Pé xa tam tay tré em
San xuit béi:
REYON PHARMACEUTICAL CO., LTD.

69-10, Hansam-ro, Deoksan-myeon, Jincheon-gun, Chungcheongbuk-do, %Quéc.

TUQ.CUC TRUONG
P.TRUONG PHONG

Plam St Vin Hank
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