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TNHH SX-TM DUQC PHAM !?Z7 y CONG HOA XA HOI CHU NGHIA VIET NAM
THANH NAM k4 Poc Lap - Ty Do - Hanh Phiic

v | MAUNHAN XIN DANG KY
| . VIEN NEN BAO PHIM PROFENTANA
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] PROFENTANA 400

Hip 10 vi x 10 vién nén bao phim
Bax of 10 biisters x 10 fim - coated tablets

KHANG VIEM-GIAM DAU

ANTEINFLAMMATORY + AMALGESIC

PROFENTANA Viém khdp dang thép (bao gém viém
400

khdp dang th&p thi€u nién), vidm xuong
khdp, viém gan cd.

Cdng thuc: Ha sét.

Té duge via di............cceeseeenaeea 1 VIER Ch6ng chi dinh, liéu ding, tudng
tdc thude, tic d hy, sif dyn

Chi dinh: c thude, ung phy, s dyng

h thai va
Giam dau céc tuang hap: Nhilc cho phy ni ¢6 thai va cédc théng

tin khéac:
déu, dau réing, dau sau phiiu thust, dau
thudc hé théng cd quan vén ddng, Xin doc td hudng dén sl dyng.
théng kinh. Bao quén: & nhigt 45 dudi 30°C

PROFENTANA 400
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2 %% Hop 10 vi x 10 vién nén bao phim

= § E Box of 10 blisters x 10 fiim - coated tablets
¥z

KHANG VIEM. GIAM DAU
ANTLINFLAMMATORY - ANALGESIC

DE XA TAM TAY CUA TRE EM
BoC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC Si

Tiéu chudn: DBVN IV
SDK/Reg.No:

CONG TY TNHH SX-TM DINJC PHAM THANH NAM

60 D3i L§ BYc Lap - KCN Vigt Nam Singapore, Thuln An, Binh Duang, Vit Nam
VP: 3A Dang T4t, P. Tan Dinh, Qu4n 1, TP. HCM, Vigt Nam
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2. M&u nhan hép 3 vi x 10 vién

PE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC Si

PROFENTANA 400

Hp 3 vi x 10 vién nén bao phim
Box of 3 blisters x 10 fim - coated tablets

KHANG VIEM-GIAM DAV

ANTHNFLAMMATORY = ANALGESIC

3. MAu nhan vi

CONG TY TNHH SX - TM DURC PHAM THANH NAM
60 Bai LH BYc Lip - KCN Vigt Nam Singapore, Thuin An, Binh Duing, Viét Nam
VP: 3A Ding T4t, P. T4n Dinh, Quln 1, TP. HCM, Vijt Nam

Chiing chi djnh, lifu déng, twong
PROFENTANA 400 téc thulle, thc dyng phy, s dyng
Cdng thiic: cho phy oif cb thai vi céc thing
Ibuprofen 400mg iy e
Té duge vira di 1 vien Xin doc t hutng din sit dung.
Chi djnh: Bdo qudn: & nhigt d) dudi 30°C

Gidm dau trong cic trubng hgp: Nhic d4u, dau ring,
dau sau phiu thut, dau thubc hé thdng co quan van

60ng, thdng kinh.

Vidm khdp dang thdp (bao gbm vidm khisp dang thip

thi€u nién), viém xung khop, viem gan cg. Titu chudn: DBVN IV
Ha sft. SBK/Reg N

S6 10 SX/Batch No:
Noay SX/Mtr.Date
HIDVExp.Date:

/-n Quéc Chinh
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THANH PHAN : M3i vién chita

Ibuprofen 400mg

T4 dudc vira di 1 vién. G e T
(Avicel PH101, PVP. K30, Natri starch glycolat, Talc, Magnesi stearat, HPMC 2910, PEG 6000, Efﬁﬁé’s’iﬁ)ﬂ..
DU@C LUYC HQC

Ibuprofen 13 thudc chong viém khéng stetoid, din xuit tlt acid propionic. Gidng nhu cic thuSc chéng viém
khong steroid khéc, ibuprofen cé tdc dung gidm dau, ha sdt va chéng viém. Co ch€ tic dung cia thudc 1a
ttc ché prostaglandin synthetase va do d6 ngin tao ra prostaglandin, thromboxan va cdc sin phdm kh4c cia
cyclooxygenase. T4c dung chdng viém cda Ibuprofen xudt hién sau hai ngay di€u tri. Ibuprofen c6 tic
dung ha s6t manh hon aspirin, nhung kém indomethacin. Thudc ¢6 tic dung chéng viém t6t va gidm dau
tSt trong diéu tri viém khdp dang thdp thi€u nién.
Ibuprofen 1a thudc an toan nhét trong céc thudc chdng viém khéng steroid.
DUQC PONG HQC
Ibuprofen hap thu t8t & &ng tiéu héa. Nong do t5i da cia thudc trong huyét twong dat duge sau khi uéng tir
1 dén 2 gid. Thudc gdn rdt nhiéu véi protein huyét twong. Nita ddi ciia thuSc khodng 2 gid. Ibuprofen dao
thai rdt nhanh qua nudc ti€u (1% dudi dang khong ddi, 14% dudi dang lién hgp).
CHI BINH BIEU TRI
- Gidm dau trong céc trudng hgp : Nhitc diu, dau ring, dau sau phiu thuat, dau thudc hé thdng cd quan vin
dong, thong kinh.
- Viém khép dang thip (bao gdm viém khép dang thép thi€u nién), viém xwong khdp, viém gin cd.
- I:Ig, sOt.
LIEU LUGNG VA CACH DUNG
— Didu trj gidm dau, khing viém: Liéu théng thudng cia ngudi 16n 1 vién /1dn, 3 - 4 14n/ ngay. Néu cin, liéu
¢6 thé ting 1én nhung khdng vugdt qué 6 vién/ ngay.
— Piéu tri ha s6t & ngudilén: ¥z - 1 vién/ 14n, uéng 14p lai mdi 4 — 6 gid, t6i da 3 vién/ ngay.
Udng thude sau khi n.
CHONG CHi BPINH
~ Qué min vdi ibuprofen va bt ky thanh phin nao cla thudc.
Loét da diy t4 trang tién trién.
Qué min véi aspirin hay vdi cdc thudc chdng viém khéng steroid khdc.
Ngudi bénh bi hen hay bi co thit ph& quin, r&i loan chdy m4u, bénh tim mach, tién sit loét da day t4 trang, e,
suy gan hogc suy than. EXy”
Ngudi bénh dang dugc diéu trj bing thudc chdng dong coumarin. _ ‘}%
i
4

Ngudi bénh bi suy tim sung huyét, bi gidm khéi lugng tudn hodn do thudc 1¢i nigu hodc bi suy thin

Ngudi bénh bi bénh tao keo (c6 nguy cd bi viém méing ndo v khu#n)

- 3 thdng cudi cia thai ky.

CANH BAO VA THAN TRONG KHI SUDUNG

~ Thén trong vdi ngudi cao tudi.

— Tbuprofen c6 thé 1am cdc transaminase ting 1én trong m4u, nhung bi€n d6i nay thoing qua va héi phuc
dugc. '

— R&i loan thi gidc nhut nhin md 13 ddu hiéu chd quan va c6 lién quan d€n tdc dyng c6 hai cia thudc nhung s&
hét khi ngitng dung ibuprofen.

— Tbuprofen e ché két ty tidu cdu nén c6 thé 12m cho thdi gian chdy méu kéo dai.

TUONG TAC VOI CAC THUOC KHAC

— Tbuprofen va cdc thudc chéng viém khdng steroid khdc lam ting tdc dung phuy cda cdc khdng sinh nhém
quinolon 1&n hé thin kinh trung wong va c6 thé din d&n co giat.

— Magnesi hydroxyd 1am ting sy hip thu ban ddu ctia ibuprofen; nhung néu nhém hydroxyd cing ¢6 mit thi
lai khong c6 tdc dung nay.

- Céc thudc chdng viém khong steroid khdc: Ting nguy cd chdy mdu va gy loét.

— Methotrexat: Ibuprofen 1am ting dc tinh ciia methotrexat.
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— Furosemid: Ibuprofen c6 thé lam gidm tdc dung bai xuit natri niéu clia furosemid va c4c thudc 1gi tiéu.
- Digoxin: Ibuprofen ¢6 thé 1am ting ndng d6 digoxin huyét twong.
TRUGNG HQP CO THAI VA CHO CON BU
— Phy ni ¢6 thai: Khong nén ding cho phy nif mang thai, dic biét 1a 3 thdng cudi thai ky va chdng chi dinh
tuyét d6i trong vai ngdy trudc khi sinh.
— Phy nit cho con bu: Ibuprofen vao sita me rét it, khong ddng k€. ft khd ning xdy ra nguy cd cho tré & lidu
binh thudng vdi me.
TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 tai liéu bdo cdo.
TAC DUNG KHONG MONG MUON
5 — 15% ngudi bénh c6 tdc dung phu vé tiéu héa.
- Thudng gip: SGt, méi mét, chudng byng, budn nén, ndn, nhitc ddu, hoa mit, chéng mit, bdn chdn, min
ngia, ngoai ban.
- ftgip: Phdn dng di ¢ng, viém mii, ndi may day, dau bung, chiy mdu da day-rudt, 1am loét da day ti€n
tri€n, 16 md, mat ngg, 1 tai, r8i loan thi gi4c, thinh lyc gidm.
- Hi€m gip: Phd, ndi ban, hdi ching Stevens-Johnson, rung téc, trdim cim, nhin md, rdi loan nhin mau, gidm
bach ciu, viém bang quang.
Théng bédo cho béc s nhitng tic dung khéng mong mudn giip phai khi sit dung thuéc
QUA LIEU VA XU TRI
Thudng 12 diéu tri triéu chitng va hd trg. N€u di udng qud lidu thi 1Am ting dao thii va bAt hoat thudc nhy
rita da day, gdy ndn va 1¢i ti€u, cho udng than hoat hay thudc tdy mudi. Néu ning: thim tich miu hoic
truyén m4u. Vi thuSc gay toan héa va dio thdi qua nubc tiéu nén vé 1y thuyét s& c6 1¢i khi cho truyén dich
kiém va 1gi tiéu.
BAO QUAN  :Bao quin & nhiét d6 dudi 30°C
HANDUNG  :36 thing k€ tit ngdy sin xuét
TIEU CHUAN :DPVNIV
TRINHBAY  :Hop: 3 vi, vi 10 vién.
Hop: 10vi, vi 10 vién.
KHUYEN CA0:
P& xa tAm tay cia tré em
Poc k¥ hudng din sit dyng trude khi ding
Né&u cdn thém théng tin xin héi § ki€n béc si

CONG TY TNHH SX-TM DUGC PHAM THANH NAM
Pia chi: 60 — Pai 10 Bjc lap, KCN Viét Nam Singapore, Thuin An,Binh Dudng

Vin phong: 3A Ping Tit, P. Tin Pinh, Q.I, TP. HCM

Tp. HCM, ngay Ol thdng 12 ndm 2011
KT/ Gidm dé'c
=, Phé Gidm doc
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