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MOI GOI CHU!

........ 100 mg
ira A 1,5 gam

Chi dinh, chang chi dinh, liéu ding va cac
thong tin khac:
Vui Iang doc to hudng dan sir dung dinh kém,

CACH DUNG:

Pha 1 géi vii khodng
5-10 ml nudc ubng
{1-2 thia cafe)
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Bao quan:  Noi khd, nhiét do khong qua 30°C
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1. Tén thude: PEDIBUFI
2. Thanh phin: M&i goi Snra: 4 :

Ibuprofen ...........c............ R A SRR 100 mg

Ta  duogc: Mannitol, ISE7 Tween,  Natri benzoat, mui cam, Microcrystalline
Cellulose/Carboxymethylcellulose natri, FD&C yellow 6.

3. Dang bao ché: Cém pha hén dich uéng.

4. Dic tinh dugc lyc hoc, dugc ddng hoc:

Ddc tinh dwgc luc hoc: Ma ATC: MO1AEO1

Ibuprofen thugc nhém thudc khang viém khoéng steroid (NSAID) c6 téac dung (rc ché téng hop prostaglandin.
It;uprofen giup gidm dau do viém, sung va ha s6t. Ngoai ra, Ibuprofen (rc ché c6 hdi phuc qua trinh két dinh tiéu
cau.

Bdc tinh dugc djng hoc: Ibuprofen hip thu nhanh & dudng tidu hoa va phan bé khép co thé. Néng do dinh trong
méu dat dugc sau uong tur 1 t6i 2 gid khi no va sau 45 phut khi d6i. Thudc thai trir hoan toan va nhanh qua thén.
Thoi gian ban théiq khodng 2 gio. Thudc phan huy tao thanh 2 chit chuyén hoa khéng c6 hoat tinh va thai trir
nhanh vao nuée tieu. Khoang 1% thai trir & nguyén trang va 14% & dang lién két. Thudc gin két ty 18 cao véi
protein huy€t tuong.

Mot s0 it nghién ctru chi ra, ibuprofen thai trir vao sita v6i ndng do rét thap.

5. Quy cich déng géi: Goi 1,5 gram chira 100mg Ibuprofen, hop 30 goi

6. Chi dinh, lidu dung, cich dung, chéng chi dinh:

Chi dinh:

- Giam dau do cdm cum, viém hong, dau dAu, dau rang.

-Ha sbt

Liéu lugng:

- Tré duéi 2 tudi: Hoi y kién dugc sy

- Tir 2 t6i 3 tudi: 1 g6i mdi 6 t6i 8 gid. Khong quéd 4 1an/ngay

- Tir 4 t6i 5 tudi: 1,5 géi mdi 6 t6i 8 gio. Khong qué 4 1an/ngay

- Tir 6 t6i 8 tudi: 2 g6i mdi 6 t6i 8 gid. Khong qué 4 1an/ngay

- Tir 9 t6i 10 tudi: 2,5 g6i mdi 6 t6i 8 gio. Khong qué 4 1an/ngay

- 11 tudi: 3 g6i mi 6 t6i 8 gid. Khong qua 4 1an/ngay.

Hogc dung theo su chi din cuia bac sy.

Cach ding:

Phan tan thuéc déu trong khoang 5-10 mL nud6c rdi ding

Chéng chi dinh:

Man cdm véi cac thanh phan cua thube. C6 tién sir di img véi aspirin hoic cdc NSAID khéac. C6 tién sir hodc
loét/xudt huyét dudng tiéu hoa tién trién do NSAID. Suy tim hogic gan hojc than nidng.

3 thang cudi cia thai ky.

7. Cac trudng hop thén trong khi dung thuf)c:' o . ) )

Téc dung khong mong muon ctia thude c6 thé han ché bang cach dung liéu thap nhat c6 tdc dung va trong thoi
gian ngén nhit. . )

Puong hé hdp: Co thit phé quan c6 thé ting ning & bénh nhan dang bj hoic tién str bj hen phé quan hodc bénh di
ing. ; " ’

Cdc NSAID khdce: Khong ding dong thoi ibuprofen véi cac NSAID khéc bao gdm ca thude trc ché COX-2

Nguy co huyét khoi tim mach: Céc thudc chéng viém khong steroid (NSAID), khong phai aspirin, ding dudng
toan than, c6 thé 1am ting nguy co xuit hién bién cb huyét khéi tim mach, bao gom ca nhdi méu co tim va dot
quy, c6 thé dén t6i tir vong. Nguy co ndy c6 thé xuit hién sém trong vai tudn diu ding thudc va c6 thé tang lén
theo thoi gian dung thudc. Nguy co huyét khéi tim mach dugc ghi nhan cha yéu & liéu cao. Béc si can dénh gia
dinh ky sy xuét hién cuia céc bién cb tim mach, ngay ca khi bénh nhan khéng c6 céc triéu ch‘l’mg tim mach truéc
d6. Bénh nhan cn dugc canh bio vé cac triéu chung cua bién ¢ tim mach nghie‘;m trong va can ‘thém kham béac s
ngay khi xudt hién céc triéu ching nay. Pé giam thidu nguy co )guét hién bien co bat lgi, can sir dung thudc
Pedibufen & liéu hang ngay thip nhat c6 hiéu qua trong thdi gian ngan nhat c6 thé.

Tiéu hod: Cén than trong khi ding NSAID cho bénh nhén bj bénh dudng tiéu hod (nhu loét da day, bénh Crohn)
do cac tridu chimg nay c6 thé bj ting ning.
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Nguy co xuit huyét tiéu hod, loét hoic thung ting lén khi dung lidu cao; do d6, nén bét dau bing liéu thip véi

nhitng bénh nhan nay.

Vi tre tir 3 t6i 5 thang tudi: Néu tinh trang bénh ndng 1én hodc khong cai thién trong vong 24 gio, tham khéo y
kién bac s§.

Vi tré tir 6 thang trd 1én: Néu tinh trang bénh ndng 1én hodc khong cai thién trong vong 24 gio, tham khao y kién
béc s¥. \é\

Phu nir c6 thai va cho con bi

Mic du khong c6 du dir liu vé an toan trén dong vét, nén tranh dung trong 6 thang dau cua thai ky.

Ibuprofen chong chi dinh trong 3 thang cudi cua thai ky.

M5t so it nghién ciru chi ra, ibuprofen bai tiét vao sita v6i ndng do rat thap nén khong gay ra tac dung phu cho tré

dang b me.

Anh _huéng trén khé nang l4i xe va van hanh may moc:

Thudc khéng anh huorng toi kha nang 14i xe va van hanh méy & liéu khuyén céo.

8. Tuong tic cia thuoc v6i cac thude khac va cic logi twong tac khac:

Cén than trong khi phdi hgp ibuprofen véi cac thude sau do da c6 nhimng béo céo vé tuong tic thudc dugc ghi

nhén:

- Thubc diéu tri ting huyet ap, chen beta va thudc lgi tidu: NSAID c6 thé 1am gidm tac dung cua thuoc diéu trj
tdng huyet ap bao gbm thudc (rc ché ACE, dbi khang thu thé angiotensin II, chen beta va thudc loi tiéu

- Thubc l¢i tiéu c6 thé 1am ting nguy co doc véi thén gy ra do NSAID

- Glycoside tim: NSAID c6 the gay trdm trong thém suy tim, giam GFR va ting ndng d6 glycoside tim trong mau

- Cholestyramine: Viéc ding dong thoi hai thudc c6 thé giam hép thu ctia ibuprofen. Tuy vy, anh hudng trén
14m sang chua dugc xac dinh.

- Lithium: Giam hép thu lithium

- Methotrexate: NSAID ¢6 (rc ché su bai tiét ciia methotrexate tir dng than va gidm thanh thai cia methotrexate

Ciclosporin: Tang nguy co djc véi than

Mifepristone: Trén ly thuyét, do tac dung tc ché prostaglandm cta NSAID, hiéu qua diéu trj cia thudc c6 thé

giam khi dung dong thoi. Hién c6 it dir liéu cho thiy viéc sir dung NSAID véi prostaglandin khong 1am giam

tac dung lam chin mudi cd tir cung hay t6i su co bop tir cung ctia mifepristone hay prostaglandin va hiéu qua

tranh thai ctia thudc.

Cac thuoc giam dau va trc ché chon loc cyclooxygenase-2 khéc: Tranh sir dung dong thoi 2 hay nhiéu NSAID,

bao gdm ca thudc trc ché chon loc Cox — 2, do lam tang tac dung phu.

Aspirin (Acetylsalicylic acid): Khong khuyen cdo do lam tang ADR. Cac két qua thir nghu;m cho théy,

ibuprofen c6 thé anh hudng tdi tac dung chong két dinh tidu cAu cta aspirin liéu thap Mic du, viéc ngoai suy tir

céc két qua trén khong dam bao chéc chén trén 14m sang, kha ning anh hudng ciia viéc ding thuong xuyén, kéo

dai ibuprofen téi hiéu qua diéu trj cia aspirin lidu thip khong thé loai trir. Viéc ding ngén han c6 thé khong anh

hudng trén lam sang.

Corticosteroids: Lam tang tac dung phu trén duong ti€éu hda cia NSAID

- Thudc chdng dong: NSAID c6 thé 1am ting tac dung cua thube chéng doéng nhu warfarin.

Khéng sinh nhém quinolone: Cac nghién ctru trén dong vat cho thiy, NSAID c6 thé 1am ting nguy co co giat

gdy ra boi khang sinh nhém quinolone. Bénh nhan ding ddng thoi hai thude ndy c6 thé ting nguy co Xay ra co

giat.

- Thudc nhém sulfonylurea: NSAID c6 thé 1am ting téc dung cta thubc nhém sulfonylurea. Mot s hiém truong
hop bénh nhén bj ha dudng huyet do két hop nay.

- Thudc chéng két dinh tiéu ciu va trc ché tai hip thu chon loc serotonin: Lam tang nguy co chdy méu tiéu héa do
NSAID.

- Tacrolimus: C6 thé lam tang nguy co doc véi than khi ding phéi hop

- Zidovudine: Téang dc véi gan khi dung phbi hop NSAID véi zidovudine. C6 bing chimg vé tang nguy co xay

ra khéi tu mau khop va khéi tu méu & nhirng bénh nhan HIV (+) bj rdi loan dong mau khi dung dong thoi hai
thudc nay.

- Aminoglycosides: NSAID c6 thé 1am gidm thai trir cia aminoglycosides.

- Chét chiét dugc li¢u: Cao bach qua cé thé lam tang nguy co chay mau do dung NSAID.

- Thudc trc ché CYP2C9: Viéc ding déng thoi nbuprofen v6i céc thude tic ché CYP2C9 ¢6 thé 1am tang ndng do
cua ibuprofen trong méu (ibuprofen 1a co chat cia CYP2C9). Trong mét nghién ciru, voriconazole va
fluconazole (chat (rc ché CYP2C9) 1am tang nong do cua S(+)-ibuprofen khoang 80 t6i 100%. Can can nhic:

giam lidu ibuprofen khi ding dong thoi véi thude e ché CYP2CY, dic biét khi dung liéu cao ibuprofen va
voriconazole hogc fluconazole.



https.//nhathuocngocanh.com/

9. Tac dung khong mong mudn:
Phan (mg qua man bao gom: o
- Dij (g khéng dién hinh va phan 657 i}
- Phan tmg véi hé ho hap bao gomy fie
- Phan g tren da nhu ngua, n61 i

- Rét hiém: Qua mAn nang véi tridu chimg P
- Dot cép clia hen va co thit phé quan.
Tiéu hoa:
- 0t gdp: Pau bung, budn ndn, va kho tiéu
- Hiém gap: Tiéu chay, tdo bon, ndn, day hoi
- Rét hiém: Loét da day, xuét huyét hoic thing da day.
Than kinh: it gap: Pau dau.
Da liéu: it gip: Ban
Tim mach: Nguy co huyét khdi tim mach (xem thém phan Thén trong).
10. Qua lidu va cach xir tri:
O tré em, v6i lidu trén 400mg/kg c6 thé gay ra triéu chimg qua lidu. Thoi gian ban thai khi qua lidu 1a 1,5 t6i 3
gio.
Triéu chu-ng Budn nén, nén, dau thugng vi va tidu chay. U tai, dau d4u va chay mau tiéu hod c6 thé xay ra. Néu
qua lidu cao hon c6 thé gap céc tri¢u ching & hé than kinh nhu budn ngu, kich thich, mat phuong hudng va hon
mé. C6 thé xdy ra con hen cap.
Diéu tri: Piéu tri qua heu ibuprofen bao gbm dleu tri triéu chimg va hd trg bao gom thong dudng ho hap, kiém
soat cac dau hiéu sinh t6n va tim mach cho téi khi 6n dinh. C6 thé cho bénh nhan uéng than hoat trong vong 1 gidr
dau. Ke thudc gian phé quan cho bénh nhan hen.
11. Diéu kién bio quén, han dung cia thuoc
Béo quén: Noi kho, nhiét d) khong qua 30°C.
Han ding: 36 thang k& tir ngay san xuét.
11. Tén, dia chi ciia co’ sé sadn xuat:
Xinghiép duqc phém 150 — Cdng ty ¢ phdn ARMEPHACO
13. Ngay xem xét sira ddi, cAp nhat lai ndi dung huéng din sir dung thube:

trmat, ludi, thanh quan

Xi NGHIEP DUQC PHAM 150 - CONG TY CO PHAN
ARMEPHACO

coma™s 112 Tran Hung Pao — P.Pham Ngii Lo - Q1 - TP. H Chi Minh
DT : (028) 38367413 - 38368554 Fax : (028) 38368437
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PEDIBUFEN

ofen 100mg/goi 1,5 gram - - Cém pha hdn dich ubng

ng din si dung trudc khi ding. Dé xa tim tay tré em

/ 1y cho bdc sy nhitng tic dung khong mong muon gdp phii
khi sit dung thuéc

1. Tén san phim: PEDIBUFEN

2. Thanh phén, ham lwgng ciia thude: M3i goi chira:

L acs - ARSIl 0, T S S, 100 mg

Ta dugc: Mannitol, Sucralose, Tween, Natri benzoat, mli cam, Microcrystalline
Cellulose/Carboxymethylcellulose natri, FD&C yellow 6.

3. Mo ti san phim: Bot mau vang, mii cam déng trong géi alu/alu dé pha hén dich udng.

4. Quy cach dong goi: Géi 1,5 gram chtra 100mg Ibuprofen, hop 30 goi

5. Thubc ding cho bénh gl" Thubc ding trong thoi gian ngan dé:

- Giam dau do cam cum, viém hong, dau dau, dau ring.

- Ha s6t

6. Nén dung thuoc nay nhu thé nao va lidu lwong?

- Tré dudi 2 tu01 Hoiy klen dugc sy

- Tir 2 t6i 3 tudi: 1 géi mdi 6 toi 8 gid. Khong qua 4 1an/ngay

- Tlr 4 t6i 5 tudi: 1,5 géi mdi 6 t6i 8 gio. Khong qué 4 1an/ngay

- Tlr 6 ti 8 tudi: 2 goi mdi 6 téi 8 gid. Khong qua 4 1an/ngay

- Tlr 9 t6i 10 tudi: 2,5 gbi mdi 6 t6i 8 giv. Khong qua 4 1an/ngay

- 11 tudi: 3 goi mdi 6 t6i 8 gid. Khong qua 4 1an/ngay.

Hoic dung theo sur chi d4n clia béac s§.

7. Khi nao khong nén ding thudc nay?

- Néu ban man cam véi bat cir thanh phan nao cua thudc thi khong nén sir dung.

- Ngay trudc hogic sau khi phu thujt tim.

8. Tac dung khong mong muon (ADR):

Téc dyng khong mong muén do ibuprofen cung nhu cac NSAID khac bao gdm: Bt thudng chirc ning
than, thiéu méau, chéng mit, ting men gan, giir nudc, dau bung, tdo bon, tiéu chay, chan n, kéo dai thoi
gian chay mau, bc‘*)n chon.

Nguy co huyét khdi tim mach (xem thém phan Nhitng diéu than trong khi ding thudc nay).

9. Nén tranh dung nhirng thude hodc thuc phﬁm gi khi dang sir dung thudc nay?

Thong bao cho béac s§ néu ban dang hoic gan day c6 dung cac thudc khac A
Thén trong khi dung phdi hop véi thudc trc ché men chuyén, thubc 1oi tiéu, lithium. |
Khong dung phdi hop véi aspirin. ‘]
10. Can lam gi khi mt lin quén khong ding thude?
biéu quan trong la ban khong dugc quén dung thuoc 7 4

Thoi gian giira 2 lan ding thu6c khong nén ngén hon 4 gid. Khong dung qua 2 ngay. Néu triéu ching
khong giam, tham van y kién bac s¥.

11. Can bio quéan thudc nay nhw thé nao"

Bio quin: Noi kho, nhiét d6 khong qua 30°C.

Khong dung thudc sau khi da hét han sir dung. Han dung duqc ghi & trén gbi thudc va hop thude

12. Nhirng diu hi¢u va tri¢u chirng khi dung thude qua lidu:

- Céc tridu chimg qua liéu thudng gap: Dau bung, buodn nén, non mira, hon mé, chéng mat.

13. Cén phai lam gi khi dung thubc qua liéu khuyen cao:

Néu khong may ban su dung qua lidu so véi chi dinh thi ban nén lién hé v&i bac si hodc dugc si cua
minh. Ban nén nhé cam 8oi thudc hay hop thude dé ban dé dang trinh bay hon.

Trudc hét cn didu tri hd trg, kiém soét huyet ap, toan mau va xuat huyét da day. Néu qua liéu cao, can
gdy non hodc rira rudt. Cho bénh nhan uong than hoat.



https://nhathuocngocanh.com/

O tré em, v6i mic lidu 100mg/kg thuong khong gdy ra ngd doc. Neu ubng liéu tir 100mg t&i 200mg/kg
thi 4p dung bién phap gay non. Néu udng lidu trén 200mg/kg, can phai rira rudt va ap dung cac bién
phap diéu tri hd trg va theo ddi trén lam sang. Khong gdy non néu tré uong qua 400mg/kg. :
14. Nhirng diéu cin than trong khi dung thudc nay: M

- Ibuprofen c6 thé gdy ra phan mg di (mg ning, dic biét & nhitng bénh nhén dj Ung véi aspirin. Phan
ng di img bao gom:

+ Mé day + Hen + Néi mé.n oda + Phu maét + Shock + Phat ban

- Chay mau da day: Nguy co tang lén néu nhu bénh nhan bi loét da day, chiay mau da day, dung thude
chéng dong hoic steroid, ding cac NSAID khac (nhur aspirin, naproxen) hodc dung thudc dai ngay hon
so voi chi dinh

- Tinh trang dau hong cé thé ting niang hodc kéo dai hodc dau hong kém theo sbt, dau dau, budn nén,
hodc nén ¢ thé trAm trong hon. Hay tham van y kién bac sy néu gip céc triéu ching trén. Khong ding
qué 2 ngay hodc cho tré dudi 2 tudi trir khi ¢ chi dinh ctia bac s§.

- Nguy co huyét khéi tim mach: Cac thudc chong viém khong steroid (NSAID), khong phai aspirin,

ding dudng toan than, c6 thé lam | tang nguy co xuét hién bién c6 huyet khm tim mach, bao gom ca nhdi
méu co tim va dot quy, c6 thé dan tdi tir vong. Nguy co nay c6 thé xuét hién sém trong vai tuan dau
ding thudc va c6 thé ting 1én theo thoi gian dung thudc. Nguy co huyét khdi tim mach duoc ghi nhan
chi yéu & liéu cao. Bac si s& danh gia dinh ky sy xuat hién cta cac bién c6 tim mach, ngay ca khi bénh
nhan khong c6 cac trigu ching tim mach truéc d6. Can luu y vé céc tridu chimg ciia bién ¢b tim mach
nghiém trong va can tham kham bac si ngay khi xuét hién céc triéu chimg nay. Pé giam thiéu nguy co
Xudt hién bién cb bat lgi, can sir dung thudc Pedibufen & liéu hang ngay thap nhat c6 hiéu qua trong thoi
gian ngén nhat c6 thé.

15. Khi nao cin tham vén bac sy, dwoc sy:

- Tham van y k1en béc sy neu con ban cé tlen sir bénh vé da day nhu ¢ néng; di ung nang khi dung thudc
giam dau ha sdt; tré khong udng nude, mat nudc; ting huyét ap, bénh tim hodc than; tré bi hen phé quan
hoic ding thudc 19i tiéu.

- Néu ban gip phai nhng tac dung khong mong muon khi str dung thudc thi nén tham vén béac sy.

16. Han ding ciia thude: 36 thang ké tir ngay san Xuét.

17. Tén, dia chi, biéu twong ciia co s& san Xuit:

Xi NGHIEP DUQC PHAM 150 - CONG TY CO PHAN
ARMEPHACO
112 Tran Hung Dao — P.Pham Ngii L3o - Q1 - TP. H Chi Minh

COPHAVINA

18. Ngay xem xét sira ddi, cip nhat lai ndi dung huéng din sir dung thude:

TUQ.CUC TRUGNG
JTQU ING PHUNU
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