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O‘ SBK: TIEU CHUAN: TCCS

MEYER - BPC HOP 03 Vi X 10 VIEN NEN BAO PHIM
THANH PHAN: ‘

Dexibuprofen 300mg

Té duoc via di 1 viénnén bao phim. ¢ Meyerdefen
CHIBINH, CHONG CHI DJNH, LIEU LUGNG VA CACH DUNG: ‘\

Xem 10 hudng dén sd dung bén trong hop. 5818 5%
BAOQUAN: Noi khé, nhiét db khéing qué 30°C, trénh &nh sdng. :2::2:;_.
DE XATAMTAY CUATREEM.
BOCKY HUGNG DAN SUDUNG TRUGC KHIDUNG. CONG TY LIEN DOANH MEYER-BPC
CAC THONG TIN KHAC XEM T8 HUGNG DAN S DUNG. 56 8A3 qudc § 60 p.Phi Tan, thanh phs Bén Tre, tinh Bén Tre-Viét Nam

GIAM POC
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COMPOSITION: //

Dexibuprofen 300mg

Excipients g.s for one film-coatediablet.
INDICATIONS, CONTRAINDICATIONS, DOSAGE:

Please read the instruction.
STORAGE: Store below 30°C. In adry place. Protect from light.
KEEP QUT OF REACH OF CHILDREN.
READ THE INSTRUCTION CAREFULLY BEFORE USE.
OTHER INFORMATION READ THE PRESCRIPTION.

MEYER-BPC JOINT VENTURE COMPANY

6A3 National road No 80, Phu Tan ward, Ben Tre city, Ben Tre province-Vietnam

~
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F PRESCRIPTION DRUG

Aﬂ Meyerdefen

Dexibuprofen 300 mg

\o REG.NO:
P SPECIFICATION: MANUFACTURER'S STANDARD

MEYER - BPC BOX OF 10 BLISTERS X 10 FILM-COATED TABLETS.
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) MAU PANG KY
TG HUGNG DAN SU DUNG THUOC MEYERDEFEN

Rx Thudc ban theo don

MEYERDEFEN
Poc k§ hudng dan sl dung trude khi ding
D& xa tAm tay tré em

Théng béo ngay cho Bédc si hogc Duge sinhiing phan ing
c6 haigdp phai khi sl dyng thudc

Thudc nay chi diing theo ddn ciia bac si
Thanh phén, ham lugng cia thudc:
Dexibuprofen 300 mg

Ta dugc: Lactose, Tinh bt dd gelatin héa, Kollidon XL10,
Aerosil, Magnesi stearat, Eudragit L100, HPMC 606, HPMC
615, PEG 6000, Talc, Titan dioxyd vifa dd 1 vién.

Mb ta san phdm:

Vién nén dai, thuén hai ddu, hai mat tron 18i, bao phim
mau trdng, bén trong mau tring.

Qui cach déng goi:
- Hép 03 vi x 10 vién nén bao phim.
- Hop 10 vi x 10 vién nén bao phim.

Tiéu chudn: TCCS

HUGNG DAN SU DUNG THUSC CHO NGUSI BENH

Thuéc diing cho bénh gi:

Lam giam cdc ddu hiéu va tridu chiing clia viém khdp
dang thdp, viém khdp dang thdp dé kich thich, viém xudng
khdp, cac chiing dau nhe, dau do cam lanh théng thudng, dau
lung, dau sau phdu thuat, viém c6t séng, nhifc ddu, dau ring,
dau co, dau day thdn kinh, bénh gt cdp, bong gan, tham tim,
dau th cdp trong viém gén, viém bao gan, viém mang hoat
dich.

Nén ding thudc nay nhu th& nao va liéu lugng:

Nén ding liéu thdp nhat c6 hiéu lyc va nén ding thubc
cling vdi thic &n.

- Ngudi 1dn: 300 mg x 3-4 lan/ngay, t6i da 1.200 mg/ngay.

- Tré em va thanh thiu nién (< 18 tudi): Chua cé nghién
cdu ddy di vé dd an todn va hiéu qud khi si dung, vi thé
khéng khuyén cdo dung dexibuprofen & nhém d6i tugng nay.

- Ngudi cao tudi: Liéu tuong ty nhu liéu ngudi lon, tuy
nhién cdn than trong sif dung thudc déi vdi ngudi trén 65 tudi,
ADR trén ha tidu héa nhu viém loét va chay mdu da day dén
dén tif vong rit khdc nhau gida cdc ngudi bénh, vi vy cdn
diing liéu th&p nh&t va thai gian diéu tri ngdn nh&t cé hiéu
qua.

Khi nao khéng nén ding thudc nay:

- Qué mén vdi bat ki thanh phdn nao cla thudc.

- Loét duding tidéu héa.

- R&i loan huyé&l hoc, gan, than ning.

- Cao huyé&t 4p ning.

- Suy tim nédng.

- Hen suyén, co thdt phé quan khi ddng aspirin, phan dng
nhay cam khac do aspirin hodc NSAIDs khéc.

Téac dung khéng mong mudn (ADR):

- Rdi loan tiéu hba.

- Hiém gip: sbc, thay déi huyét hoc, héi ching Stevens-
Johnson va héi chidng Lyell; rdi loan chdc ndng gan, thdn, hé
thdn kinh trung uong, hé tudn hodn, hé gidc quan, h& tim
mach.

- Nguy cd huyét khéi tim mach (xem thém phdn Than
trong).
* Huong dén cach xur tri ADR

Khi dang dung thudc ngudi bénh thdy c6 ADR cédn ngiing
ngay viée diing thude va hdi y kién thdy thude. Trong nhiing
trudng hgp cé 18i loan nhe & dudng tiéu héa nén ubng thudc
vao biia &n. Khi gép cac phan dng bt thudng ndng, cdn phai
di dén trung tdm y 1& gdn nhat kiém tra dé cé hudng xi tri kip
thdi.

Théng béo ngay cho Béc si hodc Dugc si nhiding phan dng cé
hai gdp phai khi su dyng thubc

Nén trénh ding nhiing thudc hodc thyc phém gl khi dang
st dyung thudc nay:

- Methotrexal.

- Than trgng khi ph&i hgp: ACEI, thuSc chéng déng
coumarin, aspirin, furosemid, lithi.

Cén lam gi khi mét 1dn quén ding thudc:

Khi mét 1dn quén dung thufc, hdy uéng thuSc ngay khi
nhd ra. Tuy nhién, néu nhu gén dén thdi gian uéng liéu k&
tiép, thi bd qua lidu di quén. Khdng nén ubng liéu gip doi dé
bd cho mét liéu da quén.

Cén bao quan thudc nay nhu thé nao:
Bé&o quan thudc noi khd, nhiét dé khéng qué 30°C, trdnh
anh sédng.

Nhiing ddu hiéu va triéu chiing khi ding thuéc qua liéu:
Chua c6 tai liéu bdo cdo.

Cén lam gi khi diung thudc qua liéu khuyén céo:
Trong truéng hgp qué liéu, goi ngay cho Trung tAm cdp
cdu hodc dén tram Y 1€ dja phuong gdn nhét.
Ngoai ra, ban cdn ghi lai va mang theo danh sach nhiing
loai thuSc ban da ding, bao gém ca thufc ké& toa va thuéc
khéng ké toa.

\ C)‘\‘\‘v“.‘t. N |

Nhiing diéu cén than trong khi diing thudc nay:

- Than trong bénh nhan bénh Lupus ban db hé thong,
bé&nh mé lién k&t hén hop, viém loét rudt két, ung thu da day,
bé&nh Crohn's. Ngudi gia.

- D6 an todn va hiéu qua & tré em < 4 tudi, tré em < 12
thang tudi va sd sinh chua duge thit 14p.

- Than trong khi chi dinh cdc triéng hdp dau, sél ndng,
viém cdp. Tranh diéu tri dai ngay.

* Nguy co huyét khdél tim mach:

Cédc thudc chéng viém khéng steroid (NSAIDs), khéng
phai aspirin, diing duéing toan than, c6 thé lam ting nguy cd
xudt hién bién cd huyé&t khéi tim mach, bao gém ca nhdi mau
c0 tim va dot quy, c6 thé ddn dén tif vong. Nguy co ndy c6 thé
xudt hién sém trong vai tudn ddu dung thudc va cé thé ting
Ién theo thdi gian dung thudc. Nguy ca huy&t khdi tim mach
dugc ghi nhén chii yéu & liéu cao.

Béc si cdn dénh gi4 dinh ky sy xudt hién clia cdc bién c8
tim mach, ngay cd khi b&nh nhan khéng cd cdc triéu ching
tim mach trudc dé6. Bénh nhan cdn dugc canh bdo vé cAc tridu
chifng clia bién c8 tim mach nghiém trong va ¢dn thdm kham
béc sT ngay khi xut hién céc triéu ching nay.

Pé giam thiéu nguy cd xudt hién bién cé bat lgi, cdn sif
dung dexibuprofen & liéu hang ngay thdp nhat cé hiéu qua
trong thdi gian ngén nhét cé thé.

* Truong hgp phy nd ¢6 thai va cho con bi:
- Thoi ky mang thai: Chi sii dung khi that cdn thi&t.
- Théi ky cho con bi: Khéng ding.
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* Trudng hgp ldi xe va vdn hanh may méc: Chua cé di lidu.

Khi néo cén tham vdn Bac si, Dugc sT:
Né&u ban cam thdy bét thuéng trong khi ding thuGc, nén
lién lac vdi bdc sTcla ban.

NE&u cén thém thong tin xin hdi ¥ kién Béc si hodc Dudc si.
Han diing cia thude: 36 thdng ké 1 ngay san xuét.

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

Dugc lyc hoce:

Dexibuprofen 1a S (+) - enantiomer cla ibuprofen, cé tac
dung tudng ty ibuprofen la gidm dau va chéng viém ti nhe
dén viia: nhu dau byng kinh, dau ddu, dau sau phau thuat,
dau rdng, bong gan. Dexibuprofen cling dugc sif dyng trong
r6i loan co xuong nhu viém dét séng cing khdp, viém xudng
khGp va viém khdp dang thdp. Thudc ciing dugc sif dung dé
ha sét.

Dugec déng hoc:

Hép thu 16t & 6ng tiéu héa. Néng db t8i da cla thude
trong huyét tuong dat dugc sau khi uéng tr 1-2 gid. Thuéc gén
rét nhiéu vdi protein huyét tuang. Thai gian ban thai cia thudc
khodng 2 gié. Dexibuprofen ddo thai rdt nhanh qua nuéc tiéu
(1% dudi dang khéng ddi, 14% dudi dang lién hap).

Chi dinh:

Lam gidm cac ddu hiéu va triéu ching cla viém khép
dang thdp, viém khdp dang thdp dé kich thich, viém xuong
khdip, céc chiing dau nhe, dau do cam lanh théng thudng, dau
lung, dau sau phdu thuat, viém cét s6ng, nhiic ddu, dau ring,
dau cd, dau day thdn kinh, bénh gut cdp, bong gén, tham tim,
dau thir c&p trong viém gan, viém bao gan, viém mang hoat
dich.

Liéu lugng va cach dang:

Nén ding liéu thdp nhat cé hiéu luc va nén ding thudc
cung vdi thuc dn.

- Ngudi 1dn: 300 mg x 3-4 ldn/ngdy, 15i da 1.200 mg/ngay.

- Tré em va thanh thiéu nién (< 18 tudi): Chua cé nghién
cdu ddy dl vé dd an toan va hiéu qua khi si dung, vi thé
khéng khuyén cdo ding dexibuprofen & nhém déi tugng nay.

- Ngudi cao tudi: Liéu tuong ty nhu liéu ngudi Ién, tuy
nhién cén than trong s dung thudc ddi vdi ngudi trén 65 tudi,
ADR trén hé tiéu héa nhu viém loét va chdy mdu da day din
dén t vong rdt khdac nhau gidla cdc ngudi bénh, vi vdy cén
dung liéu th&p nhét va théi gian diéu tri ngdn nhit c6 hiéu
qua.

Chéng chi dinh :

- Qué mdn vdi bat ki thanh phdn ndo clia thudc.

- Loét dudng tiéu héa.

- R8i loan huyét hoc, gan, thdn ning.

- Cao huyét dp ndng.

- Suy tim nédng.

- Hen suyén, co thdt phé& quan khi diing aspirin, phén dng
nhay cdm khdc do aspirin hodc NSAIDs khéc.

Thén trong:

- Than trong bénh nhan bénh Lupus ban dé hé thdng,
bénh mé lién k&t hén hop, viém loét rudt két, ung thu da day,
bénh Crohns. Ngudi gia.

v/ CONG TY
LIEN DOANH
MEYER-BPC

GIAM POC

Tuyuh Thién Nehia

- D6 an todn va hiéu qud & tré em < 4 tudi, tré em < 12
thang tuéi va sd sinh chua dugc thiét |1ap.

- Than frong khi chi dinh cdc tridng hgp dau, st ndng,
viém cdp. Tranh diéu tri dai ngay.

* Nguy co huyét khéi tim mach:

Ciéc thudc chéng viém khéng steroid (NSAIDs), khéng
phai aspirin, diing dudng toan than, cé thé lam ting nguy co
xudt hién bién c8 huyét khéi tim mach, bao gém ca nhéi mau
cd tim va dét quy, c6 thé din dén tif vong. Nguy cd nay cé thé
xuét hién sém trong vai tudn ddu dung thufc va cé thé ting
I&n theo thdi gian dung thudc. Nguy cd huyét khéi tim mach
dugc ghi nhdn chi yéu & lidu cao.

Bac si can ddnh gid dinh ky sy xudt hién cha cdc bién c8
tim mach, ngay ca khi bénh nhan khéng cd céc triéu ching
tim mach truéc d6. Bénh nhan cdn dugc cénh bdo vé céc triéu
chifng clia bién cd tim mach nghiém trong va cdn thadm kham
béc si ngay khi xudt hién cdc triéu ching nay.

Pé gidm thiéu nguy co xuét hién bién cb bét Igi, cn sl
dyng dexibuprofen & liéu hang ngay thdp nhét cé hiéu qua
trong thdi gian ngadn nhélt cd thé.

* Trudng hgp phu nif c6 thai va cho con ba:

- Thoi ky mang thai: Sit dung khi that cdn thiét.

- Thai ky cho con bi: Khéng ding.

* Truong hop Iai xe va vdn hanh mdy mde: Chua cé di liéu.
Tuong téc thudc:

- Methotrexat.

- Than trong khi phéi hgp: ACEI, thuSc chéng déng
caumarin, aspirin, furosemid, lithi.

Téac dung khéng mong mudn:

- A6i loan tiéu héa.

- Hiém giip: sbe, thay ddi huyél hoc, hoi chiing Stevens-
Johnson va héi chiing Lyell; rdi loan chic ndng gan, than, hé
thdn kinh trung Jdng, hé tudn hodn, hé gidc quan, hé tim
mach.

- Nguy co huyét khéi tim mach (xem thém phdn Than

trong). 12//

* Hudng dén cach xu tri ADR

Khi dang ding thuSc ngudi bénh thdy c6 ADR cdn ngdng s,

ngay viéc ding thudc va héi y ki&n thdy thuc. Trong nhilng

trudng hgp cé 16i loan nhe & dudng tiéu héa nén udng thuée

vao bita &n. Khi g&p cac phan fng b4t thudng nédng, can phai é‘,"

di d&n trung tam y & gén nhét kiém tra dé c6 hudng x{ tri kip

thdi. F
Théng bdo ngay cho Bdc si hodc Duge sinhiing phan ding cé

hai gdp phai khi si dung thudc
Qué liéu va céach xu tri:

Chua c6 tai lidu bdo cdo. N&u xay ra, chli y8u diéu trj triéu
chiing va hé trg.

~
!

Ngay xem xét sifa d6i, cdp nhat lai ndi dung hudng dén su

dyng thuéc:
b

San xuét tai:
METER -G
CONG TY LIEN DOANH MEYER-BPC
S4 6A3 qubc 1 60, P. Phi T3 Bén Tre, tinh Bén Tre,

TUQ CUC TRUONG
PTRUONG PHONG

Nouyén Thi Chu %}fdy
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