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DIRECTIONS FOR USE
HUGNG DAN SIF DUNG

-— Turn the peferproot cap anti-clockwise
10 break the seal
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Manufactured in India oy’ San xuat tai An DO bos

Remove the cap, dispense drops with
genlie pressure

M& ndp. bop nhe dé ba var giot thude dau

Rep ace e cap aher every use
Bang chal nap ngay sau mdi lan s dung

CIRON DRUGS AND PHARMACEUTICALS PVTLTD.
N-118, 118 MIDC, Tarapur, Dist Thane, India.

150% Actual Size
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DOSAGE & AOMINISTRATION.
INDICATION, CONTRAINDICATION,
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| Store al a temperature selow 30°C
| Protect fram ight Doral freeze
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2. Do not touch the vial tip ta any
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RX_Thubde ban theo don
) ~ NEPAFLAM
(Hon dich thuoe nho mat nepafenac 0.1% w/v)

THANH PHAN

M&i lo hon dich chira:

- Hogt char: Nepafenac......cococvieenee. 5,00 mg

- Ta duoe: Benzalkoni Chloride, Dinatri

Edetate, Natri Chloride,

Homopolymer. Natri Dihydrogen Phosphate

Dihydrate, Dinatri Iydrogen Phosphate khan,

Propylene Glycol, Natri Iydroxide, Nudc pha

tiém vira du S ml

DUQC LUC HOC

Nepafenac la thude tién duge giam dau khang

viem kihong sicroid. Sau Khi dung mot liéu nho

mat, nepafenac tham qua giac mac va chuyén

hoa thanh amfenac boi su thiy phan cua mo

mat. Amfenac co tinh chat khang viém khong

steroid. e ché hoat tinh cua men prostaglandin

tl synthase (cyclooxygenase), molL enzym can

thiét cho viée tong hop prostaglandin.

DUQC DONG HQC

Hip thu:
Vi lieu 3 130 wong npay dung trén e hai mat.

nepafenac va amfenac xuat hién trong huyét

thanh ¢ nong do u'} thé dinh luong l?ln luot vao

khoang 2 gio va 3 gio sau khi nho mat. Nong do

dinh  huvét twong Cmax trung bink cua

nepateinac la U010 = 0,104 mgmi va cua

amfenac la 0,422 = 0,121 mg/ml.

Phan bb:

- Nepafenac c¢o & luc cao v6i albumin. O

invitro, ty 18 lién két cua thude véi albumin cuia

chudt lang, albumin nguoi va albumin huyét

thanh 1an luot 12 98,4%:; 95,4% va 99.1%

Chuyén hoa:

- Nepafenac chuyén hoa sinh hoc nhanh chéng

thanh amfenac thong qua su thuy phan. Sau do.

amfenac duoc chuyén hoéa manh thanh cac chét

trung gian phan cuc lién quan dén su thay giai

vong aromatic dén dén viéc tao thanh cac

SO nle g, Quans ol phiding ag
trudc va sau khi thuy giai § — glucuronidase cho
thiy tat ca cac chit trung gian déu tao lién hop
glucuronid ngoai trir amfenac. Amfenac Ia chat
chuyén héa trung gian chu }eu o huyét tuong

voi khoang 13% hoat tinh pho phong xa trong
huyét trong toan phan. Chat chuyén héa trung

Tyloxapol, Carbomer

gian pho bién thir hai sau amfenac la 5-hydroxy
nepafenac, thé hién khoang 9% hoat tinh pho
phong xa trong huyét tuong toan phan & Cmax.

- Tuong tac voéi cac duoc chit khac: ca
nepafenac 1an amfenac déu khong trc ché bat cu
hoat nang chuyén hoa cua cac h¢ thong
eytochrome P450 chu vau ¢ ngudi (CYPLAD,
2C9, 2C19, 2D6. 2E1 and 3A4) khi nghién ciru
invitro & nong do thude I1én i 300 ng/ml.
Twong tac lién quan dén chuvén hoa o hé thong
Cytochrome khi str dung d{‘mg thoi voi cac duoc
chit khac chua duoc rd. Tuong tac lién quan
dén twong tranh protein ciing chua duoc ro rang.
Thai trir

- Sau khi cho nguoi tinh nguyén khoe manh
udng nepafenac danh dau 14C, bai xuat qua
dwong nicu ude tinh vao khoang 85% liéu dung
trong khi bai xuét qua phan chiém khoang 6%
CHI DINH PIEU TRI

Thube Nepaflam dugce chi dinh dé diéu tri dau
sau phau thuat duc thiy tinh thé va viém lién
quan dén phau thuat duc thuy tinh thé.

LIEU LUONG VA CACH DUNG

Liéu khuyén cdo cua Nepaflam la mot giot nho
Wong i }\t.n Wigc L.i.lr.l |||ci|. Si}) uu‘.f 5 it‘nl"l VAo figal
trude phau thuat, llep tuc nhu thé vao ngay phau
thuat va trong sudt 2 tuan dau tién o giai doan

hau phau
fj!_!!‘h\ " i f"lll l\!\'ll

Chdng chi dinh khi bénh nhan qua man vai bit
ky thanh phan nio cia thude va qua min véi
cac thube khang viém khong steroid (NSAID)
khac.

THAN TRONG & CANH BAC

- Khong dugc tiém, khong dung duong udng
thude Nepaflam.

- Tranh tiep xdc vai anh sang mat trai trong thi)'iff'
gian diing Ncpaﬂam Ji*

- Sur dung cac thude NSAID dune tai chd co th§

gdy ra viém giac mac. O mot s6 bénh nhan nhay "'« \
cam, sir dung lién tuc cac NSAID dung tai chd %

¢6 thé dian dén hong ving bidu mo, ving giac
(iac bi an mon, ivét hode thung, Cac bieén cd nay
¢ thé de doa dén thi luc. Bénh nhan bi hong
viing biéu mé giac mac can ngung thude ngay
Idp tirc va can duoc theo ddi chat ché tinh trang
giac mac.

- Str dung déng thoi vai cac thude NSAID dung
ngoai khic ¢o thé edy riac 101 Lrony viée chira ty

y,
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- St dung kéo dai Nepaflam lam tang nguy co
xay ra cac phan ing nghiém trong o giac mac.

- Than trong khi dung Nepaflam cho nhitng
bénh nhan da biét co xu hudng ua chay méu
hodc nhitng bénh nhan dang duoc tri liéu bing
cac duge pham ¢6 lam kéo dai thoi gian chay
mau.

- Khéng co dir kién ve viée sur dung déng thoi
cac chat tuong tu prostaglandin vdi nepafenac.
Cin cir vao co ché tac dong cua chiing, khong
Khuyén cao sir dung dong thoi cac thude nay.

- Nepaflam chira benzalkonium clorid ¢6 thé
pay kich tng va duoc biét ¢o thé lam mat mau
coa kinh sat trong mém. Neoai ra, khéng
khuyén cao deo kinh sat trong trong giai doan
hau phau thudi duc ithuy tinh hé. Do do, bénh
nhan khong nén dung kinh sat trong trong thoi
gian diéu tri bang Nepaflam.

- Benzakonium clorid 1a chét bao quan dugc
dung phd bién trong cac thude nho mat da duoe
chi nhan gay ra bénh giac mac dam dudi biéu
md va bénh loét gidac mac dang nhiém doc. Do
Nepaflam ¢o chira benzakonium clorid, can
Kiém soat chat ch& khi dung thude thudng xuyén
halic keo ddi,

- Mt su nhiém khuan mat cap tinh ¢6 thé bi che
lip boi viée st dung cac thude khang viém. Cac
\JSf\ID khdng co hoat tinh khéng khuan. Trong
trwong hop co nhidm khudn mat. st dung than
tong J\b;\lu voi thuoe khang khuan,

- Nhay cam chéo: Nepafenac c6 kha nang nhay
cam chéo vai cac ddn xudt cua acetylsalicylic
acid. phenylacetic va cac NSAID khac.

SU" DUNG TRONG THAI KY VA CHO
CON BU:

Phuy ni c6 thai:

Do khéng du dir liéu cho viéc sir dung Nepaflam
cho phu nir co thai. Khong khuyén cao dung
Nepaflam trong sudt thai ky néu loi ich khong
vuol qua duge nguy co tiém an.

Phu nir dang cho con bi:

Hién chua ré nepafenac ¢6 thé tiét ra sita me
bay khdng, Mehitn o 1% JBne vBL<hn thy
c6 su bai xuat nepafenac qua sira me. Mac du
viy, khong co tac dong nao lén tre dang bl dug
ghi nhan vi luong thude vao vong tudn ho 1

i

khéng dang ké. Nepaflam ¢ thé duge dung
trong thoi ky cho con bu.

TAC PONG LEN KHA NANG LAI XE VA
VAN HANH MAY MOC

Twong tu nhu cac thude nho mét khac, mo mét
thoang qua hay rdi loan thi giac c¢é thé anh
hireme dén kha nang lai xe va vin hanh mav
mée. Néu ¢o mo mat trong thoi gian nho mat,
hay cho cho dén khi mat nhin thay rd trude khi
lai xe hodc van hanh may méc.
TUONG TAC THUOC VA CAC
TUONG TAC KHAC:

Nghién clru invitro cho thay thude tuong tac voi
céc duoc chat khac va tuong tac canh tranh lién
két protein déu & mire do rét thap .

TAC DUNG NGOAI Y (ADR)

Céc tac dung ngoai y pho bién trong viée dung
Nepaflam la nhtc dau, dau mit, nhin mo. ngla
mat, kho mit, cam giac co vt thé la o trong
mat, két vay quanh mi mat

Théng bio cho bic st biét cic tic dung ngoai Y
gdp phdi trong qud trinh dicu tri.

QUA LIEU

Chua ¢o kinh nghi¢gm v
nhé mat, Nho nhid
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khéng chac dan den cac tac dung khong
mong mudn. Hau nhu khong ¢6 nguy co xay ra
cac tac dung ngoai y do so y ding thude thc’m\
duong udng. N
TIEU CHUAN CHAT LUONG: TCCS \
PIEU KIEN BAO QUAN: Bao quan dudi
30"C, tranh énh sang, Khéng dé dong lanh.
HAN DUNG:

-
W 4
.-

- 24 thang ké tlr ngay san xuét. 4
- Sau khil mo lo: 01 thang,
QUY CACH DONG GOI: Hop 01 o x 5 ml

Doc k¥ huéng dfin trude khi dung —
Gitr thuoc ngoai tAm vai clia tré em. x
Néu can thém thong tin, xin hoi y kién bacs?*

Sin xuit boi:
CIRON DRUGS AND
_KHARMACEUTICALS PVT.LTD.,

AW 118 ‘119 MIDC, Tarapur, Dist. Thane, An —)0/
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