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Thanh phan:
Diclofenac nat
Té dugc vira di

5mg

Chi djnh, lidu diing - cach ding,
chéng chi dinh va céc théng tin
Khag: Xin doc trong to huéng din
sir dyng.

Béo quan: Noi khd thoang, nhigt 4o
duéi 30°C, tranh énh sang.

Khéng sir dyng thubc qua 15 ngay
ké tir khi m& ndp sir dyng lan dau,

SDK/Reg No.:
Tiéu chudn chit lwgng: TCCS

Nha san xudt: Cong ty cd phan
Dugc Medipharco

Dja chi: 08 Nguyn Trueng T0,
P. Phuéc Vinh, Tp Hué,

Tinh Thira Thién Hué

Nha phan phéi: Cong ty cd phan
Global Pharmaceutical

Dja chi: S8 5 Dutmg 598,
Phuéng Tan Tao, Quan Binh Tan,
Tp. H Chi Minh, Viét Nam.

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

MEDICLEYE

Diclofenac natri 0,1

$

THUGC NHO MAT

MEDICLEYE

Diclofenac natri 0,1%

MPC D

MEDIPHARCO

MAU NHAN MEDICLEYE

CHAI 2,5 mli

Composition:
Diclofenac sodium ..25mg
EXCIDIONS ..rcrvreneer fOF 2.5 M.

Indications, dosage - usage,
contraindications and other
information: Please read the
package insert.

Storage: In dry place, temperature
below 30°C, protect from light.

Do not use more than 15 days after
first opening.

Specification: Inhouse standard.

Manufacturer: Medipharco
Pharmaceutical Joint Stock Company
Adress: 08 Nguyen Truong To,
Phuoc Vinh Ward, Hue city.

Distributor: Global Pharmaceutical
Joint Stock Company

Address: No 05, 598 Street,

Tan Tao Ward, Binh Tan District,

Ho Chi Minh City, Viet Nam.

KEEP OUT OF REACH OF
CHILDREN. PLEASE READ THE
PACKAGE INSERT CAREFULLY
BEFORE USING.

é

EYE DROPS

MEDICLEYE

Diclofenac sodium 0.1%

MPC

MEDIPHARCO

0 16 SX/Batch.No:
Ngay SX/Mfg.date:
HD/Exp.date:

Lo2,5ml

o

THUGC NHO MAT  Thanh phin

MEDICLEYE

Diclofenac nalr 0,1%

Diclofenac natr
Té duoc ...
Nha sin xubt:
Céng ty cb phin Dugc Medipharco
Bja chi: 08 Nguyén Trudmg T9, P. Phurge Vinh
Tp Hué, Tinh Thira Thién Hué
5616 5X va Han diing duoc in trén lo

.25 mg
ra 60 2.5 mi,
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Thanh phén:
Diclofenac natri
Té duoe vira i ...

5mg
5 ml.

Chi dinh, lidu ding - cach diing,
chéng chi dinh va cac thdng tin
khéc: Xin doc trong & huéng din
sir dyng.

Bao quén: Noi khd thoang, nhigt 4o
duéi 30°C, tranh anh sang,

Khéng sir dyng thubc qua 15 ngay
ké tir khi m& ndp sir dyng lan dau.

SDK/Reg No.:
Tiéu chudn chét lugng: TCCS

Nha san xudt: Cong ty cb phan
Dugc Medipharco

Bja chi: 08 Nguyén Trdmg T0,
P, Phutrc Vinh, Tp Hué,

Tinh Thira Thién Hué

Nha phan phéi: Cang ty cb phan
Global Pharmaceutical

Dja chi: S8 5 Duding 598,

Phuting Tan Tao, Quén Binh Tan,
Tp. HA Chi Minh, Vigt Nam.

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

THUGSC NHO MAT

MEDICLEYE

Diclofenac natri 0,1%

MPC

MEDIPHARCO

MAU NHAN MEDICLEYE
CHAI 5 ml

Composition:
Diclofenac sodium..............5 mg
Excipients .38 fOr § ml.

Indications, dosage - usage,
contraindications and other
information: Please read the
package insert.

Storage: In dry place, temperature
below 30°C, protect from light.

Do not use more than 15 days after
first opening.

Specification: Inhouse standard

Manufacturer: Medipharco
Pharmaceutical Joint Stock Company
Address: 08 Nguyen Truong To,
Phuoc Vinh Ward, Hue city.

Distributor: Global Pharmaceutical
Joint Stock Company

Address: No 05, 598 Street,

Tan Tao Ward, Binh Tan District,

Ho Chi Minh City, Viet Nam

KEEP OUT OF REACH OF
CHILDREN. PLEASE READ THE
PACKAGE INSERT CAREFULLY
BEFORE USING.
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THUOC

NHO MAT

MEDICLEYE

Diclofenac natri 0,1%

Thanh phén
Diclofenac natri 6mg
Té dugc vira 4o 6 mi.

Chi dijnh, lidu dung - cach diing,
chéng chi dinh va cac théng tin
khéc: Xin doc trong tor huéng dn
sir dyng

Bao quan: Noi khé thoang, nhiét 46
duéi 30°C, tranh anh séng.

Khéng sir dyng thube qua 15 ngay
k@ tir khi m& nép sir dung 1an dau.

SDKI/Reg No.
Tiéu chudn chat lugng: TCCS

Nha san xuét: Cong ty cb phén
Dugc Medipharco

Bja chi: 08 Nguyén Trudng T,
P. Phudc Vinh, Tp Hué,

Tinh Thira Thién Hué

Nha phan phéi: Céng ty ¢ phan
Global Pharmaceutical

Da chi: S8 5 Dudng 598

Phung Tan Tao, Quan Binh Tan,
Tp. H& Chi Minh, Viét Nam

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG
TRUOC KHI DUNG

B o

THUGC NHO MAT

Diclofenac natri 0,1%

MPC )

MEDIPHARCO

MAU NHAN MEDICLEYE

CHAI 6 ml

Composition
Diclofenac sodium.
Excipients

6mg
q. for 6 ml

Indications, dosage - usage,
contraindications and other
information: Please read the
package insert

Storage: In dry place, temperature
below 30°C, protect from light

Do not use more than 15 days after
first opening.

Specification: Inhouse standard

Manufacturer: Medipharco
Pharmaceutical Joint Stock Company
Address: 08 Nguyen Truong To
Phuoc Vinh Ward, Hue city.

Distributor: Global Pharmaceutical
Joint Stock Company

Address: No 05, 598 Street,

Tan Tao Ward, Binh Tan District
Ho Chi Minh City, Viet Nam.

KEEP OUT OF REACH OF
CHILDREN. PLEASE READ THE
PACKAGE INSERT CAREFULLY
BEFORE USING.
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Thudc nhd mét

A ﬁv %

“% din sir dung trwde khi dung.

Thanh phan cong thirc thude: Mdi lo thude 2,5 ml ¢6 chira:

-Thanh phdn duwege chat: Diclofenac natri...........coevveeveevnnn, 2,5 mg

-Thanh phan té dwoc:

Tromethamin, acid boric, polyoxyl castor oil, thimerosal, nudc cat vura du........ 2,5ml.

Dang bao ché: Dung dich trong sudt dén nga vang, dung trong chai PE sach, kin.

Chi dinh:

- Ngan chan tinh trang co dong tir trong phau thuat duc thuy tinh thé.

- Diéu trj tinh trang dau mét, sung va viém sau phau thuat duc thiy tinh thé.

- Chbng viém trong cac bénh ly & phan trudce nhin cau nhung khong do nhiém tring (nhu trong viém
két mac man tinh khong nhidm tring); viém sau chan thuong (két hop véi diéu tri khang sinh tai chd).
- Kiém soat tinh trang dau mét va kho chiu lién quan dén khuyét tat biéu mo gidc mac sau phiu thuat
PRK hoic chén thuong khong xdm nhép do tai nan.

- Kiém soat tinh trang viém sau khi diéu tri véi phuong phép Arg

on laser trabeculoplasty (ALT).

- Lam giam cc triéu chimg & mét ctia bénh Viém két mac di img theo mua (SAC).

- Diéu trj viém va tinh trang kho chiu sau phiu thuat diéu tri lac mét.

- Thudc nho mét Diclofenac ciing duoc sir dung dé tam thoi giam dau mat va nhay cam véi anh séng &
nhiing bénh nhan dang hdi phuc sau phau thuat khic xa gidc mac

Liéu dung va cach dung,:

Dung dich nho mit Medicleye chi ding dé nho thude vao tai két mac, khong nén nho truc tiép vao
khoang phia truéc ciia mt. Liéu dung nhu sau:

Nguoi lon:

Du phong ngin chin tinh trang co dong tir trong Nho 1 giot, ¢6 thé dung dén 4 lan trong 2 gio
phéu thuat duc thay tinh thé trugc phau thuat.

Kiém soat viém sau phau thut Nho 1 giot, 4 1an mdi ngdy, dung trong 28 ngay

Kiém soat tinh trang dau mét lién quan dénNho 1 giot, 4 1an mdi ngay, dung trong 2 ngay.

khuyét tat biéu mé gidc mac sau chin thuong
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khong xam nhép do tai nan

Kiém so4t tinh trang dau va khé chiu & mét sauNho 1 giot, 2 lan trong 1 gid trude phdu thuat,

phau thuat PRK nho 1 giot 2 lan cach nhau 5 phut ngay sau khi
phiu thuat PRK, sau d6 nho 1 giot cach 2-5 gio
trong 24 gio.

Kiém soét tinh trang viém sau khi diéu tri v6iNho 1 giot, 4 lan trong 2 gid trudc phiu thudt

phuong phap ALT ALT, sau d6 nho 1 giot 4 1an mdi ngay, dung
trong 7 ngay.

Giam céc tridu chimg & mét ctia bénh Viém két'Nho 1 giot, 4 1an mdi ngay.

mac di ing theo mua (SAC)

Céc chi dinh khéc: 1 giot x 4 — 5 lan / ngay.

- Bé giam thiéu nguy co xudt hién bién c¢b bét loi, can sir dung Medicleye & liéu hang ngay thdp nhét
¢6 hiéu qua trong thoi gian ngén nhat c6 thé (xem phan Canh bao va thén trong).

Chii y giit khong dé nhiém trimg ddu chai thude, sau khi nhé thude nhdm mdt/chen ong 1é miii 5 phiit
dé giam tdc dung ngoai y, tdc dung toan than.

Str dung cho tré em: Thude nho mét ¢ chira Diclofenac natri khong dugc chi dinh sir dung ¢ tré em.
Céc nghién ctru vé sir dung thubc nhé mét c6 chira Diclofenac natri & tré em chi han ché trong 1 vai
nghién ctru lam sang trong phau thuét didu trj lac mét duoc cong bd.

Chéng chi dinh:

- MAn cam vdi bét ky thanh phan nao cia thude.

- Gidng nhu céc thudc chdng viém khong steroid khéc, Diclofenac natri ciing chéng chi dinh & nhiing
bénh nhan bi hen suyén, ndi mé day hodc viém mii cép tinh do acetylsalicylic acid hodc bai cac thudc
khéc (rc ché men téng hop Prostaglandin.

- Nguoi mang kinh &p trong.

- Bénh nhén suy tim sung huyét (tir do 11 dén do TV theo phan do chirc ning cia suy tim theo Hoi Tim
New York-NYHA), bénh tim thiéu mau cuc bd, bénh dong mach vanh ngoai vi, bénh mach mau néo.
Canh b4o va thin trong khi ding thude:

- Tac dung chdng viém clia thudc khang viém khong steroid (NSAID) ¢6 thé che dau su khéi phat va /
hodic tién trién ciia nhidm tring mét. Khi ¢6 nhidm tring hodic néu ¢6 nguy co nhiém tring, nén diéu
tri vdi khang sinh thich hop.

- Mic du chua 6 céc bao cdo vé tac dung phy, c6 kha nang vé mit ly thuyét 1a bénh nhan dung cac
loai thube khac vin c6 nguy co bi kéo dai thoi gian chay méau, hogc cic khuyét tat cdm méu c6 thé bi

trdm trong hon khi dung véi Medicleye.
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£ %%

VAT



https://trungtamthuoc.com/

- Cn than trong khi sir dung dong thoi NSAID nhu diclofenac ddng thoi véi steroid tai chd (xem muc
Tuong tac thude).

- Sau khi nhé thuéc nhdé mét, bit miii lai hodc nhim mét trong 3 phut d& giam sy hdp thu thude vao
toan than, c6 thé dan dén giam tac dung phu toan thin va ting tac dong tai chd.

- Nguy co huyét khoi tim mach:

Céc thude chdng viém khong steroid (NSAIDs), khong phai aspirin, dung dudng toan than, ¢6 thé lam
ting nguy co xuat hién bién cd huyét khdi tim mach, bao gdm ca nhdi méau co tim va dot quy, co thé
dan dén tir vong. Nguy co nay c6 thé xuét hién sém trong vai tudn diu ding thudc va c¢6 thé ting 1én
theo thoi gian ding thube. Nguy co huyét khéi tim mach dugc ghi nhan cha yéu & lidu cao.

Béc si can danh gia dinh ky su xudt hién cta cac bién ¢ tim mach, ngay ca khi bénh nhan khong c6
céc triéu chirng tim mach trudge do6. Bénh nhéan can duoc canh bao vé céc triéu chimg cla bién ¢b tim
mach nghiém trong va can tham kham bac si ngay khi xudt hién céc tridu ching nay.

Pé giam thidu nguy co xuét hién céc bién ¢b bat lgi, can sir dung & liéu hang ngay thdp nhat c6 hiéu
qua trong thoi gian ngén nhét c6 thé.

CAn cén nhic can than khi str dung diclofenac cho bénh nhan c6 cac yéu td nguy co xuét hién céc bién
cb tim mach rd rét (nhu tang huyét 4p, ting lipid huyét thanh, dai thdo duong, nghién thudce 14).

Sir dung thude cho phu nit ¢6 thai va cho con bu:

-Str dung thuéce cho phu nik ¢6 thai:

Chua c6 dir liéu vé viéc str dung thudc nho mat Medicleye trong thai ky. Céc nghién ctru trén dong vat
v6i diclofenac di cho thay doc tinh trén sinh san.

Trong giai doan 3 thang ddu va 3 thang gitta: Cac nghién clru trén dong vét cho dén nay cho thiy
khong ¢6 rui ro cho thai nhi nhung khong c6 nghién ctru trén phu nit mang thai.

Trong 3 thang cudi thai ky: Khong nén dung thude, do, nguy co trc ché tir cung co bop, nguy co lam
dong dng dong mach sém, gy ting ap luc tiéu tudn hoan khong hdi phuc, suy than & thai.

-Str dung thuéc ¢ phu nit cho con bii:

Diclofenac dugc bai tiét vao stra me. Chua c6 dit ligu vé tac dung trén tré bu me. Str dung diclofenac ¢
mét khong duge khuyén céo trong thdi gian cho con bu trir khi nhing lgi ich mong doi 16n hon nhiing
rii ro c6 thé xay ra.

Anh hwéng ciia thudc 1én kha niing lai xe, vin hanh may méc: Thubc ¢6 thé giy nhoe mit, nhin
md tam thoi hodc rdi loan thi gidc do vay cé thé anh hudng dén kha ning 1ai xe hogc sir dung may

mdc. Bénh nhéan dung thudc nén han ché lai xe hodc van hanh may moc.
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Twong tac, twong ky ciia thude:

*Tuong tdc cua thudc:

Sir dung ddng thoi cac NSAID tai chd nhu diclofenac va steroid tai chd ¢ nhitng bénh nhan bi viém
gidc mac trude d6 c6 thé lam ting nguy co bién ching véi gidc mac, do d6 nén thén trong khi sir
dung.

Dé tranh céc hoat chét bi rua troi khi sir dung dong thoi véi thudc nhén khoa khéc, nén st dung cach
nhau khoang 5 phut.

*Twong ky ctia thuée: Do khong cé cac nghién cru vé tinh tuong ky cta thudc, khong tron 1an thube
ndy vé6i cac thube khac.

Téc dung khong mong mudn ciia thude:

- Rét thuong xuyén: Pau mit.

- C4c phan tng bét lgi thuong dugc quan sat 1a: kich tmg mét thoang qua, nhe dén trung binh.

- Céc phan Ung it dugc quan sat khéac la ngira mét, ting nhin 4p va md mét ngay sau khi nho thude
nho mit.

- Viém giac mac hodc rdi loan gidc mac dd dugc quan sét, thuong la sau khi dung thudc thuong
xuyeén.

- O nhitng bénh nhan c6 nguy co rdi loan gidc mac nhu dang trong qua trinh sir dung corticosteroid
hodc ddng thoi méc cac bénh nhu nhidm tring hojc viém khép dang thép, dung két hop voi
diclofenac, trong 1 vai truong hgp hiém gip, nguy co viém gidc mac loét, mong gidc mac, viém gidc
mac, khuyét tat biéu md gidc mac va phu gidc mac, c6 thé gay hai cho thi giac. Hau hét bénh nhéan
duoc diéu tri trong thoi gian dai.

- Tinh trang di ing vdi cac phan ing & mat d3 dugc bao cdo nhu: sung huyét két mac, viém két mac di
(g, ban do mi mét, phi,, ngira, va céc phan tng qué mén toan than nhu ndi mé day, phat ban, cham,
ban do.

- Nguy co huyét khéi tim mach: Cac thir nghiém 1am sang va dich t& duoc hoc cho thdy viéc str dung
diclofenac ¢6 lién quan dén ting nguy co xudt hién bién cb huyét khdi tim mach (nhu nhdi mau co tim
hodc dot quy), dic biét khi sir dung diclofenac & lidu cao va kéo dai (xem thém phan Canh béo va than
trong)

- Trong mot sd it truong hop, kho thé va bénh hen suyén ning lén, da dugc béo cdo.

Théng bdo ngay cho bac sy hodc dwoc sy nhitng phan ieng c6 hai gap phai khi sir dung thuéc.

Qui lidu va cach xir tri:

Viée ubng nhdm MEDICLEYE khong gdy téc dung phu gi, vi mot lo thudc nhé mét 2,5 ml chi chira

2,5 mg diclofenac natri , lugng nay tuong duong khoang 1,5% lidu udng téi da ding cho ngudi [6n.
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Péc tinh dwge lwe hoc:

Ma ATC: S01BCO03

Nhém dwoe Iy: Thude chdng viém khong steroid.

Medicleye chira diclofenac natri, hop chét non-steroid c6 téc dung khang viém va giam dau. Co ché
tac dung cua diclofenac da dugc ching minh qua thuc nghiém la tc ché su téng hop prostaglandin.
Prostaglandin c6 vai trd nhu mot chat trung gian hoa hoc ctia qua trinh viém va dau

- Khi dugc dung trude phiu thuét 1dy thay tinh thé duc, thude nhd mit ¢6 chira diclofenac natri 0.1%
ngin chin sy co ddng tir xay ra trong lic phau thut.

- Thude ¢6 tac dung khang viém khi dugc dung sau phau thuét hodc chin thuong mét hodic cac tinh
trang viém khong do nhidm tring khéc clia mét.

- Khi dung v6i muc dich du phong cho bénh nhén mo léy thiy tinh thé duc va dat kinh ndi nhan,
thubc nho mét chira diclofenac natri 0.1% lam giam tan suét va do ning (néu c6 xay ra) clia phii hoang
diém dang nang.

- Giam viém mét va khé chiu hiéu qua hon so v6i steroid tai chd sau phau thuat diéu trj lic mét, tranh
duoc céc tac dung phu cuta steroid nhu lam chéam lanh vét thuong két mac va tiang 4p luc ndi nhan.

- Giam viém mat, giam dau va khé chiu (ching s¢ 4nh sang, néng rat / dau nhoi, cam giac ¢6 di vét
trong mét, dau mét va ngtra)

- Khi nho mét, liéu dung hiéu qua mdi ngay chi vao khoang 0,25-0,5 mg (1 giot x 3-5 lan/ngay.

Pic tinh dwge dong hoc:

Thye nghiém trén tho khoe manh cho thdy diclofenac (d4nh ddu bang 14C) dat ndng dd t6i da trong
gidc mac va két mac vao thoi diém 30 phit sau khi nho. Lugng thube 16n nhét dugc tim thiy trong 2
mo nay va trong mang dém va vong mac. Thube dugc thai trir nhanh va hoan toan ra khéi co thé sau 6
gio.

O ngudi, kha nang ngdm vao tién phong cua diclofenac dd dugc x4c nhan. Khong phat hién thdy
diclofenac trong huyét thanh ngudi sau khi nho diclofenac sodium 0,1% vao mét.

Quy cach déng goi: Lo 2,5 ml, 1o 5,0 ml, 6,0 ml. Hop 1 lo, kém theo t& hudng dan str dung.

Diéu kién bio quéan: Dé noi kho thoang, nhiét do dudi 30°C, tranh dnh sang.

Han dung: 24 thang ké tir ngay san xuat.

Khong str dung thudc qué 15 ngay ké tir khi mé nép str dung lan dau.

S6 16 san xuét, ngdy san xudt va han stir dung xem trén bao bi chinh ctia san pham.

Tiéu chuan chat lwgng: Tiéu chuan co so.
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Nha san xuéit: Cong ty c6 phan dwge Medipharco.
Dia chi: s 8 Nguy&n Trudng To, P Phude Vinh, Thanh phd Hué, tinh Thira Thién Hué
Nha phén phdi: Cong ty ¢6 phin Global Pharmaceutical

Dia chi: S 5 duong 59B, phudng Tan Tao, Quan Binh Tan, Thanh phd H6 Chi Minh, Viét Nam.

Ngay JC thang )} nam 2024
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