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CHI DUNG NHO MAT

THANH PHAN

M mi chira:

Tobramycin... ~3mg
Chit bda quan

(- Banzalkenium Clorid
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Hia sin 2t
HANLIM PHARM. CO., LTD.

1007, Yoohéang-| Danu Mm -8
Kyunggi-Do, Han Qube

FOR TOPICAL OPHTHALMIC
LUSE ONLY

COMPOSITION

Each ml contains
Tobramycin...
Preservative:
Benzatonium Chleride

INDICATION! DOSAGE &
ADMINISTRATION | CONTRA-
INDICATIONS | SIDE EFFECTS!
OTHER INFORMATION:

Flease refer to package insert

STORAGE:

Store below 30°C

Keep tignlly closed.

SHAKE WELL BEFORE USE

KEEP OUT OF REACH OF
CHILDREN

READ THE PACKAGE INSERT
CAREFULLY BEFORE USE

R rrescremion mauG
Smix 1Bottle

PHILOCLE

EYE DROPS
{Tobramycin)
Sterile Ophihalmic Solution
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Rx Thube bdn theo don
Dé xa tam tay tré em. Poc ki huwong dan sir dung triée khi dingp.
Néu cin thém thing tin, xin héi y kién bdc si.
Thuic nay chi ding theo don ciia béc .

PHILOCLE Thubc nhé mit
(Tobramycin)

Thubc nhé mat PHILOCLE 1a mét ché pham khang sinh v6 khudn dimg cho mat, dic biét 1a dé didu tri
nhiém triing bén ngoal. Tobramyein la khang sinh amynog]yc051d tan trong nude cé tic déng khang
nhiéu loai vi khuan gram dm va gram duong gay bénh & mat.

MO TA: Dung dich khéng mau d&n mau vang nhat.
THANH PHAN: M3i mL chia:
Hoat ehét: Tobramyein...................... Img

Td duge: : Benzalkonium Clorid, Natri Clorid, Acid Boric, Natri Sulfat, Tyloxapol, Natri Hydroxyd,
Nuée tinh khiét v trimg.

DUQgC LY:
Duwge lwe hoe: N\

Tobramycin la khéng sinh ho ammoglycomd\ téa dong bang/cach trc ché qua trinh tdng hop
protein trong té bao vi khuén. Cdc thtr nghiém i vtro ,e’hung to Tobramyein la khang sinh
diét khuan

In vitro: nhitng nghién ciru in vitro cho théy Tobramyein ¢6 tac dong khang cac ching vi khuan nhay
cam sau: Staphyloccoci bao gdm 8. aureus va S. epidermidis (coagulase duong tinh va coagulase am
tinh), ké ca ching d& khang penicillin.

Streptococci bao gdm ching gy tan huyét B nhém A, mot vai ching khong gy tan huyét va
Streptococcus preumoniae.

Pseudomonas aeruginosae, Escherichia coli, Klebsiella pneumoniae, Entercbacter aerogenes, Proteus
mirabilis, Morganella morganii, hiu hét cic ching Proteus vu!garfs Haemophilus influenzae, H.
aegyptms Moraxella lacunata, Acinetobacter calcoaceticus va mét vai ching Neisseria. Cac nghién
clru vé vi khuan nhay cam cho thdy trong mot vai trudmg hop, céce ching dé khang v6i gentamycin
van con nhay cam vdi Tobramycin. Vi khuan dé khang dang ké voi Tobramycin van chua thay Xuft
hién; tuy nhién, vi khuan dé khang c6 thé xuat hién khi diing thudc lau dai.

Dwge dong hoc:

Tobramycin c6 tinh phin cuc cao, do d6 khong dé tham qua md mit. O tho, nng d6 tobramycin & md
gidc mac khi dimg thude nho mat 12 0,5 meg/g. O ngudi, néng dé huyet thanh & mirc dudi 0,2 meg/ml
sau 36 gi¢r dung thude nhod mat (long liéu ding 14 50 mg), thap hon rét nhiéu so vdi nong dé dinh trong
huyét thanh khi ding dirong ti€m bap (5 — 8 meg/ml).

Tobramycin duge bai tiét nhanh qua than & dang khdng bién déi. Thi gian ban thai 13 khoang 2,2 gid.
Gan két protein huyét thanh dudi 10%.

CHi PINH

Thube nho mit PHILOCLE la khing sinh nhé mét duoc chi dinh di¢u trj nhiém tring bén ngoai va
cac phan phu ciia mat gy ra do cac chung vi khuan nhay cam. Phai theo déi thén trong dap (g cia vi
khuan dbi vdi khang sinh dirdmg ubng ding kém véi thube nhd mit PHILOCLE. Céc thir nghiém lam
sang cho thiy Tobramycin an toan cho tré em.

LIEU LUONG VA CACH DUNG

Trong trrdmg hop bénh nhe dén trung binh, nhé mot hodc hai giot vao rpét bi tén thireng mf)i 4 gio.
Trong trudng hop nhiém tring néng, nhé hai giot vao mat maéi gi¢r cho den khi tinh trang nhiém trung
dugc cai thién, sau d6 giam liéu dan dén ngung ding thuée. Lieu ¢é thé duge didu chinh tiy theo tudi
va tinh trang bénh nhén.

CHONG CHI PINH

Chéng chi dinh diing thube nhé mat PHILOCLE cho nhiing bénh nhin qua man véi bét cir thanh phén
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nao cua thude

CANH BAO

Khéng dung thudc dé tiém. Qua man vai khang sinh dung tai chd c6 thé xay ra & mot vai bénh nhan.
Néu cac phan {rng qua mén véi thude nhé mat PHILOCLE xay ra, ngung ding thude.

THAN TRONG

1. Thén trong chung: nhu nhimg che pham khang sinh khac, khi sir dung théi gian dai ¢6 thé gay
tang cac chung dé khang, ké ca nam. Néu boi nhiém xay ra, ap dung céc liéu phap diéu trj thich
hop

2. Théng bao cho bénh nhan: khong dé 6ng nho giot hodc dau bng tiép xiic véi bat cir bé mét nao vi
¢6 thé gay nhiém ban thude.

3. Phu nir ¢6 thai: nhirng nghién ctru vé kha ning sinh san & ba loai dong vat vai liéu gap 33 14n liéu
thong thudong cua khang sinh diing toan than & ngudi cho thdy khong c6 bing chirng vé giam kha
nang sinh san hodc c6 ton hai nao cho bao thai do tobramycin gay ra. Tuy nhién chua c¢é cac
nghién ctru day du va duoc kiém chimg tot & phu nir ¢é thai, vi nhitng nghién ciru & dong vt
khong phai ludn ludn dur doan diroc nhitng déap rng & ngudi, nén ding thude nay cho phu nix mang
thai chi khi thuc sy can thiét

4. Phu nir dang cho con bi: Vi Tobramycin co kha nang gdy ra tac dung phu trén tré dang b me,
do d6 tuy thudc vao tam quan trong cua thudc déi véi me ma quyét dinh nén ngung cho con bu
hoac ngung diing thude.

5. Téc dung khi ldi xe hodc vin hanh may mée: Ciing nhur tit ca cac loai thude nho mét khac, néu
bénh nhan bi m& mét tam thai khi méi nho thude thi nén doi khi mét nhin thiy ro lai rdi méi lai xe
hoac van hanh may moc.

TUONG TAC THUOC:

Sir dung tobramycin dong thoi voi mét khang sinh B-lacta

tobramycin.

Neu dung tobramycin nho mat dong thoi voi khang smh aminoglVcosid tiém. nén than trong kiém soat

tong ndng do huyét thanh. Nén tranh ding kéo dai & ndng dé huyét twong trén 12 meg/ml.

TAC DUNG KHONG MONG MUON:

Tac dung phu thuong xay ra nhét di voi thube nho mat Tobramycin 1a ngd doc tai mét va qua man,
bao gom ngira mi mat va sung phong, do két mac. Nhimg phan (mg phu nay xay ra & thap hon 3%
trurong hop bénh nhan duge diéu tri bang Tobramycin, trong tu nhu khi ding tai chd cac khang sinh
khac thudc nhém aminoglycosid. Nhilng phan trng phu khac cia Tobramycin chura dugce bao cao, tuy
nhién néu dung thubc nhé mat Tobramycin ddng thasi vai khang sinh aminoglycosid toan than, can
theo doi k¥ ndng do thube trong huyét thanh.

$& lam maét hoat tinh cua

¢ Théng bdo cho bdc sT nhitng tic dung khéng mong muén gap phdi khi ding thuéc.

QUA LIEU:
Cac biéu hién lam sang va triéu ching cua qua liéu thudc nho gy : (viém giac mac dom
ban do, tang tiét nudc mat, phu va ngira mi mat...) ¢6 thc gtu nhugspiman g phu da xay ra & mot

vai bénh nhén.
BAO QUAN: Hop kin, & nhiét d dudi 30°C.
PONG GOI: 5ml/ lo/ hop
HAN DUNG:

Thudc chira md nip: 24 thang ké tir ngay san xuat. : %ﬁo CUC TRUBNG

Thudc da md nép: chi sir dung trong vong 30 ngay.
* Khéong ding thudc qud thoi han siv dung.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha san xut.

San xuat boi
HANLIM PHARMA. CO., LTD.
1007, Yoobang-Dong, Youngin-Si, Kyunggi-Do. Korea
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