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MAU NHAN THUOC PANG KY

1-NHAN VI VOLGASRENE (1 vi x 10 vién bao phim)
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MAU NHAN THUOC PANG KY
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TO HUONG DAN SU DUNG THUOC f 5~
Vién nén bao phim tan trong ru¢t VOLGASRENE
(Thudc ban theo don)

VOLGASRENE Vién nén bao phim tan trong rudt:

¢ Cong thirc (cho m{t vién):
- Diclofenac natri

(Tinh bt sin, Bot Talc, Magnesi stearat, Lactose, Eudragit L. 100, PVP, mau d6 erythrosin, mau vang Tartrazin).
¢ Tac dung dugc ly
Dugc luc hoe
- Diclofenac 1a din xuét ctia acid phenylacetic 1a thudc chéng viém khong steroid. Thudc c6 tc dung chéng viém, giam dau va
giam sét manh. Diclofenac 1a mdt chét e ché manh hoat tinh cia cyclooxygenase, do d6 lam gidm dang ké sy tao thanh
prostaglandin, prostacyclin, thromboxan 1a nhitng chét trung gian cia qua trinh viém.
- Diclofenac ciing diéu hoa con dudng lipoxygenase va sy két tu tiéu ciu
- Gibng nhu nhimg thudc khang viém khong steroid khac, diclofenac gy hai dudmg tiéu hoa do giam téng hgp prostaglandin
ddn dén giam mucin (chit ¢6 tic dyng bao vé dudmg tiéu hod). Thubc c6 thé gay viém than k&, viém ciu than, hoai tir nhi va
héi chimg than hu
Duge dong hoc
- Diclofenac hép thu dé dang qua dudng tiéu hoa sau khi ubng. Thuée dugc hip thu nhanh hon néu lte déi. Diclofenac gén két
v6i protein trong huyét tuong, chu yéu véi albumin (99%). Khoang 50% lidu udng dugc chuyén ho4 & gan lan déu va sinh
kha dyng trong mau khoang 50% sinh kha dyng cua dudmg tiém tinh mach. Néng do thubc ti da trong méu xudt hi
gio sau khi udng. Ndng d¢ thudc trong bao hoat dich cao nhét tir 4-6 git sau khi ubng. Nira di théi trir khoi b
3-6 gid. Khoang 60% liéu diing dugc thai qua thin dudi dang chét chuyén hoa con mot phan hoat tinh va
thude nguyén ven, phin con lai dugc thai trir qua mét va phin
¢ Chi dinh:
- Diéu trj dai ngay viém khép man tinh, thoai héa khép.
- Théng kinh nguyén phat.
- Dau cdp (viém sau chén thuong, sung né) va dau man. A St
+ Liéu dung — céch ding: Cén phai tinh todn liu mt cich than trong, tity theo nhu cAu va dp (g ciia timg cé nMagva cin phai |
diing lidu thép nhét c6 tac dung. Trong tri liéu dai ngay, két qua phin 16n xuét hién trong 6 théang dAu va thuomg dud@duj’_g’;i;.‘éur
do.
- Viém dbt séng cimg khop: Udng méi 1dn 1 vién, ngay 12 lin.
- Thodi hoa khép: Udng mdi lan 1 vién, ngay 2 lén,
- Hu khép: Ubng mdi 1an 1 vién/ngay vao budi téi.
- Viém khép dang thap: Udng mdi l4n 1 vién, ngay 2 lan.
Chéng chi dinh:
- Qua mén véi Diclofenac, Aspirin hay thubc chéng viém khong steroid khéc (hen, viém miii, may day sau khi diing aspirin)
- Loét da day tién trién.
- Ngudi bj hen hay co thit phé quan, chay méu, bénh tim mach, suy thén ning hay suy gan ning.
- Ngudi dang ding thubc chéng dong coumarin.
- Ngudi bj suy tim & mau, giam thé tich tudn hoan do thubc lgi ni¢u hay do suy than.
- Ngudi bj bénh chét tao keo (nguy co xuét hién viém mang nao v6 khuén. Cén cha y la tht ca cic truong hop viém mang nio
v khuédn déu c6 trong tién st mdt bénh ty mién nao d6, nhu mot yéu t6 d& méic bénh).
¢ Thién trong
- Ngudi cd tién str loét, chay mau hojc thing dudng tiéu héa.
- Ngudi bénh thén, suy gan, bj lupus ban d6 toan thén.
- Ngudi bénh tang huyét ap hay bénh tim ¢6 & nuée hogc phi.
- Ngudi cd tién sir bénh gan. Cén theo ddi chirc nang gan thuong ky khi déu trj dai ngay bang diclofenac.
- Ngudi bj nhiém khudn.
- Ngudi c6 tién sir rbi loan déng méau, chay méu.
¢ Tuong tac thube
Diclofenac c6 thé Iam ting hay trc ché tac dung cia céc thube khac. Khong nén dung Diclofenac phéi hop véi:
- Thudc chéng dong theo duong ubng va heparin: Nguy co giy xuét huyét ning.
- Khing sinh nhém quinolon: Diclofenac va c4c thubc chéng dong khéc khong steroid khéc c6 thé lam tang tac dung lén hé
than kinh trung vong ciia khang sinh nhém quinolon dén dén co giat.

>




- Aspirin hogc Glucocorticoid: Lam giam ndng d diclofenac trong huyét twong va lam tang nguy co ciing nhu lam ting
nghiém trong tdn thuong da day rudt.

- Diflunisal: Ding diflunisal dong thoi véi diclofenac c6 thé 1am tang ndng do diclofenac trong huyét twong, lam giam d¢
thanh loc diclofenac va c6 thé gy chay méu rit ngng & duﬁfng tiéu hoa.

- Lithi: Diclofenac c6 thé lam ting nong do lithi trong huyei thanh dén mirc gy doc. Néu budc phai ding dbng thoi thi cin
theo dai ngudi bénh that cn than dé phét hién kip thoi ddu higu ngd djc lithi va phai theo doi nong d9 lithi trong méau mjt
cach thudmg xuyén. Phai diéu chinh licu lithi trong va sau diéu trj bang diclofenac.

- Digoxin: Diclofenac c6 thé lam ting ndng do digoxin trong huyét thanh va kéo dai nira doi digoxin. Cén dinh luong ndng do
digoxin trong mau va cin giam liéu digoxin néu dung dong thoi ca hai thube.

- Ticlopidin: Diing ciing Diclofenac 1am tang nguy co chay mau.

- Dung cu tranh thai dat trong tir cung.

- Methotrexat: Diclofenac 1am tang dgc tinh ctia methotrexat.

Cé thé ding diclofenac ciing véi céc thubc sau nhung phai theo doi sat ngudi bénh:

- Cylosporin: Nguy co bj ngd doc Cylosporin. Cén thuomg xuyén theo ddi chirc ning than cia ngudi bénh.

- Thudc lgi niéu: Diclofenac va lgi niéu c6 thé 1am tang nguy co suy than thir phat do giam giam luu lugng méu dén than vi
dicofenac tic ché prostag]andm

- Thudc chira tang huyét ap (thudc trc ché men chuyén déi, thude chen beta, thube loi niéu)

- Diing thudc chéng toan c6 thé lam giam kich (mg rudt béi diclofenac nhung lai c6 thé 1am giam ndng d§ diclofenac trong
huyét thanh.

- Cimetidin: Cé thé lam giam nong d¢ diclofenac huyét thanh giam di mot chat nhung khong lam giam téc dung chéng viem
ciia thube. Cimetidin bao véta trémg khéi tac dyung co hai cua dlclofenac

- Probenec:d ¢6 thé lam giam ndng d diclofenac tang lén gép doi néu dugc dung ddng thoi. Didu nay }

c

sang t6t & ngudi bj bénh khép nhung lai ¢6 thé Xay ra ngo doc dlclofenac, ddc biét & ngudi suy gt
dung thai acid uric — niéu khéng bj anh huéng. Néu cén thi giam liéu diclofenac

i-'

¢ Téc dung phy: i f, %
- Hay gip: Nhirc déu, bén chén, dau ving thugng vj, budn nén, non, ia chay, truéng bung, chan’ Bn. khé tléu‘.
transaminase ¢ gan, U tai. R

- ft gap: Phu, dj g, chodng phén vé ké ca tut huyet dp, viém mii, may day. Pau bung, chay mau diwng tie -.,h&i(Buon
ngu gat, trim cam, mét ngu, lo du. Nhin md, diém téi thi gidc, ddu nhirc mat.

- Hiém gép: Phi, phét ban, rung toc, hm chirng Stevens-Johnson. Giam bach clu, glﬁm tiéu cu. Réi loan t‘io\
THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUGK
¢ Qué lidu

- Ngb doc diclofenac chu yéu 1a cac tac dung phu ning 1én hon

- Xur tri: Bién phap chung chii yéu 1a gy nén hogc rira da ddy, c6 thé ding than hoat d& giam hép thu thubc trong éng tiéu hoa

va chu ky gan rudt.

¢ Trinh bay:

- Hop 5 vix 10 vién nén bao phim tan trong ruft.

- Hop 10 vi x 10 vién nén bao phim tan trong rudt. /
+ Han ding; \’7

- 36 thang ké tir ngay san xuét
¢ Bao quan:

- Noi khé mat (nhiét d§ < 30°C), tranh anh séng.
¢ Tiéu chuin: TCCS
PE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN HOP
THONG BAO CHO BAC STNHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC
CONG TY TNHH SX-TM DUQC PHAM NIC (NIC-PHARMA)
L6 11D dudng C — KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : 7.541.999 — Fax: 7.543.999

TP.HCM, ngay 16 thang 07 ndm 2011
KT. TONG GIAM POC




Miu 3/ ACTD 058
TO THONG TIN CHO BENH NHAN

1. Tén san phim: VOLGASRENE
2. Mo ta san pham: Vién nén bao phim mau vang cam, mit vién nhén béng, canh va thanh vién
lanh lan

3. Thanh phén cua thudc:

M3i vién nén bao phim tan trong ru6t chira:

erythrosin, mau vang tartrazin).

4. Ham lugng cia thudc: Diclofenac natri 75 mg
5. Thudc diing cho bénh gi?

- Diéu tri dai ngay viém khép man tinh, thoai héa khép.

- Théng kinh nguyén phat.
- Dau cép (viém sau chin thuong, sung né) va dau man.
6. Nén dung thudc nay nhu thé nao va lidu luong?

- Cén phai tinh toan lidu mot cach than trong, tily theo nhu cu va dép (mg clia timg c4 nhan
va cin phai ding lidu thip nhat c6 tac dung. Trong trj liéu dai ngay, két qua phan I6n xuat
hién trong 6 thang dau va thuong dugc duy tri sau do.

- Viém d6t séng cimg khép: Ubng mdi 1an 1 vién, ngay 1 -2 lan.

- Thoai héa khép: Udng mdi 1an 1 vién, ngay 2 1an.

- Hu khép: Ubng mdi l1an 1 vién/ngay vao budi tbi.

- Viém khép dang thip: Udng mdi lan 1 vién, ngay 2 |an.

7. Khi ndo khong nén dung thudc nay?

- Qué mén vdi Diclofenac, Aspirin hay thu6c chong viém khong steroid khéc (hen, viém mili,
may day sau khi dung Aspirin)

- Loét da day tién trién.

- Ngudi bi hen hay co thét phé quan, chdy mau, bénh tim mach, suy than niing hay suy gan
niang

- Ngudi dang dung thude chéng dong coumarin.

- Ngudi bi suy tim r mau, giam thé tich tudn hoan do thude lgi nidu hay do suy than



Ngudi bi bénh chit tao keo (nguy co xuét hién viém mang nio vo khudn. Can chu y la tat ca
céc truong hop viém mang ndo vo khuén déu c6 trong tién sir mot bénh ty mién nao dé, nhu

mdt yéu té d& mic bénh).

8. Tac dung khong mong mudn:

9. Nén tranh céc loai thudc hodc thuc pham gl khi dang str dung thude nay"

Hay gap: Nhirc du, bon chdn, dau viing thuong vi, buén nén, non, ia chdy, truéng bung,
chan an, kho tiéu, tdng cac transaminase & gan, U tai.

it gap: Phu, di tmg, chodng phan vé ké ca tut huyét ap, viém mili, may day. Dau bung, chay
méau dudng tiéu héa. Budn ngi, ngd git, trAim cam, mat ng, lo 4u. Nhin m&, diém t6i thi

giac, dau nhirc mat.

Hiém gip: Phi, phét ban, rung toc, hdi chimg Stevens-Johnson. Giam bas

cau. Roi loan co bop tai mat.

phéi hop véi:
Thubc chbng dong theo duong udng va heparin: Nguy co gdy xuét huyét nang.

Khang sinh nhém quinolon: Diclofenac va cac thu6c chéng dong khac khong steroid khéc.
Aspirin hodic Glucocorticoid: Lam giam ndng do diclofenac trong huyét twong va lam ting
nguy co ciing nhu 1am ting nghiém trong tén thuong da day — rudt. Cé thé 1am tang tac
dung 1én hé than kinh trung wong ctia khang sinh nhém quinolon dan dén co giét.

Diflunisal: Ding diflunisal dong thoi véi diclofenac c¢6 thé 1am ting ndng do diclofenac
trong huyét twong, 1am giam do thanh loc diclofenac va c6 thé gy chay méu rat ning &
duodng tiéu hoa.

Lithi: Diclofenac c6 thé lam ting ndng d lithi trong huyét thanh dén mirc gdy doc. Néu
budc phai diung ddng thoi thi cAn theo d6i ngudi bénh that cin than dé phat hién kip thoi dau
hiéu ngd doc lithi va phai theo dai ndng do lithi trong méu mot cach thudng xuyén. Phai
diu chinh liéu lithi trong va sau diéu tri bing diclofenac.

Digoxin: Diclofenac c6 thé lam ting ndng do digoxin trong huyét thanh va kéo dai nira doi
digoxin. Cén dinh lugng ndng do digoxin trong mau va can giam liéu digoxin néu ding
ddng thoi ca hai thude.

Ticlopidin: Dung ctng Diclofenac 1am tdng nguy co chay mau.

Dung cu tranh thai dat trong tir cung.

Methotrexat: Diclofenac lam tdng ddc tinh ciia methotrexat.

10. Can lam gi khi mét lan quén dung thudc.

Tiép tuc dung thudc theo sur chi dinh cia Thay thudc.



11. Cén bao quan thudc nay nhu thé nao?
- Noi khé mat ( <30°C), tranh anh sang.
12. Nhing dau hi¢u va triéu ching khi ding thube qué liéu.
- Céc tac dung phu nang 1én hon.
13. Can phai lam gi khi dung thudc qua liéu khuyén cdo.
- Xir tri: Bién phdp chung chu yéu la gdy non hodc rira da ddy, c6 thé ding than hoat dé& giam
hap thu thudc trong ng tiéu hoa va chu ky gan rudt.
14. Tén cta nha san xuét:
- Céng ty TNHH SX — TM dugc phdm N.I.C.
15. Nhitng diéu can than trong khi ding thudc nay.
- Ngudi c6 tién sir loét, chay mau hodc thung dudng tiéu hoa.

- Nguoi bénh than, suy gan, bi lupus ban do toan than.

- Ngudi bénh tang huyét 4p hay bénh tim ¢6 & nuée hodic phi.

." Tt s \#‘
- Ngudi ¢ tién sir bénh gan. Cin theo ddi chirc ning gan thuong ky khi de -th‘dél ngay bang
diclofenac.

- Ngudi bi nhiém khuén.
- Ngudi c6 tién sir réi loan dong mau, chay mau
16. Khi nao can tham vén béc si?
Can tham vén y kién ciia béc si khi dang dung thudc khéc, hodc khi c6 bét ctr ddu hidu bét
thuong nao
- Thong bdo cho bac st nhitng tac dung khong mong mudn khi sir dung thube.
17. Ngay xem xét sira doi lai t& thong tin cho bénh nhén: 04/06/2011

TP. HCM, ngay 16 thang 07 nam 2011
CTY TNHH SX - T™M DUQC PHAM NIC
KT TONG GIAM POC




