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TO HUONG DAN SU DUNG THUOC
TROFEN POWER

Dé xa tam tay tré em
Doc kj hudng din sir dung trudc khi ditng
TEN THUOC: TROFEN POWER
THANH PHAN CONG THU'C THUOC:
Thanh phin hoat chit:
EREOIOH . vrnssssmnnminvavn RS R R R 400 mg
Tadmoe VAo G 1 vién

Thanh phén t4 duge: PVP-K17, PEG 400, Propylen glycol, Tween 80, Gelatin, Glycerin, Sorbitol
70%, Ethyl vanilin, Patent blue, Nipagin, Nipasol, Ethanol 96%, Nuéc tinh khiét.

DANG BAO CHE: Vién nang mém

M6 ta: Vién nang mém hinh thudn dai, mau xanh, bén trong chira dich mau xanh, mui thom khong 6i
khét

CHI PINH: Dé giam dau trong truong hop viém khorp khong nghiém trong va giam dau thap khép
hodc dau co, dau lung, dau than kinh, dau ddu bao gdm dau ntra dau, dau rang, dau bung kinh, sot va
cac triéu chimg cam lanh, cam cim.

CACH DUNG VA LIEU DUNG:

Dung dudng udng va chi sir dung trong thoi gian ngan

Nguoi lon va tré em tir 12 tuéi ro lén:

Céc tac dung khonﬁ mong muon ¢6 thé dugc giam thiéu bing cach sir dung liéu thip nhat ¢6 hiéu qua
trong thoi gian ngan nhét cin thiét dé kiém soat cac trigu ching (xem phédn Canh bdo va thdn trong khi
dung fhuoc; Benh nhan nén tham khao y kién béc si néu cac triéu ching van ton tai hodc trim trong
hon, hodc néu cén pha: dung san pham nhiéu hon 10 ngay.

Ubng 1 vién mdi 1an va cé thé udng dén 3 lan mot ngay khi can thiét

Khoang cach giira cac liéu it nhét 13 4 gio \z'a khong nén uéng nhiéu hon 3 vién (1200mg) trong 24 gio
Trong céc tinh trang nghiém trong hodc cdp tinh, c6 thé c6 loi khi tang lidu lugng cho dén khi giai

doan cap tinh dugc kiém sodt, véi diéu kién tong liéu hang ngay khong vuot qua 2400 mg chia lam
nhiéu lan.

Thanh thiéu nién (12 — 18 tuéi): Néu can diing thude nay nhidu hon 3 ngay, hodc néu céc triéu ching
x4u di, nén hoi y kién bac si.

Tré em nho hom 12 tuéi: Dang bao ché nay khong phu hop str dung cho tré dudi 12 tudi

Ngudi cao tuéi: Ngudi cao tudi ¢6 nhiéu nguy co bi cac hau qua nghiém trong cua cac phan tng cé
hai. Néu cn diing NSAID, nén str dung liéu thap nhét c¢6 hiéu qua va trong thoi gian ngén nhit cé thé.
Bénh nhan nén dugc theo doi thuong xuyén vé xudt huyét tiéu hoa trong thoi gian didu tri bing
NSAID. Néu chirc ning thin hodc gan bj suy giam, liéu lugng nén duoc dénh gia riéng lé.

Suy than: Bénh nhan suy than nhe dén trung binh khéng can giam liéu. Chéng chi dinh & bénh nhan
suy than nang (xem phan Chéng chi dinh).

Suy gan: Dbi vGi bénh nhan suy gan nhe dén trung binh (xem phdn Canh bdo va than trong khi dung
thuée) va bénh nhan suy chirc ning gan nang (xem phan Chéng chi dinh).
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Bé TROFEN POWER ¢6 téc dung nhanh hon, c6 thé ding thubc khi déi. Nhitng bénh nhan c6 da
day nhay cam nén dung san pham cung voi thirc an.

CHONG CHI PINH:

- Bénh nhan qua man véi hoat chat hodc bit ky thanh phan ta dugc nao cia thude.

- Bénh nhan ¢ tién str phan Gmg qua man (vi du bénh hen, viém miii, sung hach bach huyét, hoic mé
day) khi sir dung ibuprofen, aspirin hogc véi cac thude khang viém khong steroid khéc.

- Bénh nhan dang trong tinh trang hodc co tién st bénh dudng tiéu hoa hoac chay mau da day rudt tai
phat (co6 it nhat 2 lan riéng biét ¢6 bang chimg loét hodc chay mau).

- Bénh nhan c6 tién sir chay méau hogc thing da day ruét ¢ lién quan dén viée st dung NSAID.

- Nguoi bénh bj suy tim nidng (suy tim do IV theo phan loai H6i Tim Mach NewYork), suy than

(mic loc cu than dudi 30 ml/phit) va suy gan (xem phdan Canh bdo va thin trong khi dimg thuéc).

- Bathang cudi thai ky (xem phdn Sir dung cho nguwdi mang thai va cho con bi)

CANH BAO VA THAN TRONG KHI DUNG THUOC:

C6 thé giam thiéu tac dung khong mong muén bang cach sir dung lidu thdp nhét ¢6 hiéu qua trong thoi

gian ngén nhat dé kiém soat cac tri¢u chirng (xem rui ro vé duong tiéu hoa va tim mach dudi day)

Ngudi cao tudi co tdn sut gip cac phan tng bét loi do NSAID cao hon, dic biét chay méu va thung

dudng tiéu hoa, ¢6 thé gdy tir vong

HG hdp:

Cén than trong néu ding TROFEN POWER cho bénh nhan dang trong tinh trang hodc ¢6 tién st hen

phé quan, do co that phé quan ¢6 thé xay ra & nhirng bénh nay.

Cdc NSAID khdac:

Nén tranh sir dung TROFEN POWER cung véi cac NSAID, bao gém céac thude e ché chon loc

cyclooxygenase-2, do nguy co tac dung hiép dong.

SLE va bénh ma lién két hon hop:

Can than trong ddi v&i cac bénh nhan Lupus ban do hé théng (SLE) va bénh mé lién két hdn hop do

ting nguy co viém mang nio vo khuan.

Than:

Cén than trong cho bénh nhéan suy than vi chirc ning than c6 thé xu di

Cén than trong ddi v&i bénh nhan bi mat nude dic biét thanh thiéu nién do ¢é nguy co suy than

Nhiém toan 6ng than va ha kali mau c6 thé xdy ra sau khi dung qud liéu cdp tinh va & nhitng bénh

nhan diing cac san pham ibuprofen trong thoi gian dai véi liéu cao (thuong 1a hon 4 tuin), bao gdbm ca

liéu vuot qua liéu khuyén cdo hang ngay.

Gan:

Can than trong ¢ ngudi roi loan chie nang gan (Xem phan Chong chi dinh, Tde dung khong mong

muon (ADR))

Anh heéng doi véi tim mach va néo:

- Cén than trong (thao ludn véi bac st hodic duoc si) trude khi bit dau diéu tri dbi véi cic bénh nhan

¢6 tién sir tang huyét ap va/ hodc suy tim, do hién tugng gitr nudc, ting huyét ap va phu né da dugc

bao céo co lién quan dén diéu tri bang NSAID.

- Cac nghién clru lam sang cho thy viéc sir dung ibuprofen, déc biét 1a & lidu cao (2400 mg/ngdy) c6

thé lién quan dén nguy co tang nhe cac bién cd huyét khdi dong mach (vi du: nhdi mau co tim va dot
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quy). Nhin chung, cdc nghién ctru dich & hoc khong cho thdy ibuprofen lidu thip (vi du < 1200
mg/ngdy) lién quan dén nguy co tang nhe cac bién cb huyét khéi dong mach.

- Bénh nhén tang huyét ap khong kiém sodt dugc, suy tim sung huyét (NYHA II-111), bénh tim thiéu
mau cyc by da xac dinh, bénh dong mach ngoai bién va/ hogc bénh mach mau ndo chi nén ding
ibuprofen sau khi da cin nhéc ky va nén tranh liéu cao (2400 mg/ngay).

- Can can nhéc can than trude khi bat dau diéu tri kéo dai dbi voi cac bénh nhén c6 cac yéu td nguy co
mic cac bién ¢b tim mach (vi du tang huyét 4p, tang lipid mau, déi thdo duong va hut thude), dic biét
néu can dung liéu cao ibuprofen (2400 mg/ngay)

- Céc truong hop mic hoi chimg Kounis da duoc bao cdo & nhitng bénh nhan duoc diéu tri bang
ibuprofen. Hoi chimg Kounis dugc dinh nghia la cac triéu chémg tim mach thir phat do phén (mg di
(mg hogic qua mén lién quan dén co that dong mach vanh va c6 kha niang din dén nhdi mau co tim.
Suy giam kha nang sinh san o phu niv:

C6 bing chimg han ché riing thude trc ché tong hop cyclo-oxygense/prostaglandin ¢6 thé gay suy giam
kha ning sinh san & nir gidi thdng qua tic dong 1én qua trinh rung trimg. Piéu nay c6 thé hdi phuc sau
khi ngung diéu tri.

Tiéu hoa:

NSAID nén duge sir dung than trong cho nhiig bénh nhén cé tién sir bénh dudng tiéu héa (viém loét
dai trang, bénh Crohn) vi nhirng tinh trang nay c6 thé trdm trong hon (Xem phcfn Tac dung khong
mong muon (ADR))

- Chay mau, loét hodc thung da day rudt cé thé gdy tir vong da duge bao cdo ddi véi tt ca cac NSAID
tai bat ky thoi diém nao ciia dot diéu tri, c6 hodc khong c6 ddu higu canh béo hodc tién sir bénh da day
rudt nghiém trong.

- Nguy co chay méu, loét hodc thing da day rudt cao hon khi tang liéu NSAID déi véi céc bénh nhan
cd tién sir loét, diic biét néu loét kem chay méau hodc thing, va déi véi bénh nhan cao tudi. Céc bénh
nhén nay nén bat diu diéu tri & liéu thip nhét c6 thé.

- Bénh nhén ¢6 tién sir ngd doc da day rugt, dac biét 1a bénh nhan cao tudi, nén duge thdng bao bat
ky triéu chimg bat thudng nao & ving bung (dic biét 1a chay méau da day rudt), dic biét trong giai doan
dau diéu tri.

- Can thén trong doi voi nhitng bénh nhan diéu trj dong thoi véi cac thude c6 thé ting nguy co loét
hodc chay méau da day. nhu thude corticosteroid duong udng, thude chdng déng mau nhu warfarin,
thudc irc ché tai hap thu chon loc serotonin, hogc thude tc ché két tap tiéu cau nhu aspirin.

- Nén ding diéu tri véi ibuprofen néu bénh nhan bi chay mau hodc loét da day rudt.

Da liéu:

Phan ing ¢6 hai nghiém trong trén da (SCAR)

Phan tmg ¢6 hai nghiém trong trén da (SCAR), bao gém viém da troc vay, h(‘ﬁng ban da dang, hoi
ching Stevens — Johnson (SJS), hoai tir biéu bi nhiém doc (TEN), phat ban do thudc véi ting bach cau
acid va cac triéu ching toan than (hdi ching DRESS), hdi chimg muyn mu toan than cap tinh (AGEP),
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c6 thé de doa tinh mang hodc tr vong, da dugc béo cdo lién quan dén viée sir dung ibuprofen. Hau hét
cac phan mg nay xay ra trong thang dau tién.

Néu xudt hién cac ddu hiéu va triéu ching goi ¥ nhiing phan (rmg trén, can ngimg dung ibuprofen ngay
lap tirc va can nhic phuong phdp diéu tri thay thé (néu phi hop).

Trudong hop ngoai 1€, bénh thiy ddu c6 thé 1a ngudn gdc clia céc bién chimg nhidm tring da va mé
mém nghiém trong. Hién nay, van chua loai bo vai tro cuia NSAID trong viéc lam trdm trong thém cac
nhiém khuan nay. Do vy, tranh sir dung ibuprofen trong truong hop thiy dau

Che gidu cdc triéu chitng cua bénh nhiém (ring tiem an:

Ibuprofen ¢6 thé che gidu céc tridu chimg nhidm tring, ¢6 thé dan dén viéc cham tré trong viéc bt dau
didu tri do d6 lam tridm trong thém két cuc cta nhiém trang. Diéu nay da duoc quan sat thé"iy ¢ bénh
viém phdi mic phai trong cong dong do vi khuén va céc bién chimg do vi khuan déi véi bénh thuy
ddu. Khi ding TROFEN POWER dé ha sét hodc giam dau lién quan dén nhidm tring, nén theo doi
tinh trang nhiém tring. Trong cac diéu ki¢n khong phai bénh vién, bénh nhan nén tham khao ¥ kién
béc sT néu céc triéu chimg trd nén trdm trong hon hodic kéo dai

Thong tin quan trong vé thanh phan tG dwge cua thuoc:

Thude nay c6 chira 89,6 mg sorbitol trong mi vién. Sorbitol la ngudn dinh dudng giau fructose. Néu
bénh nhan dugc chian doan c6 rdi loan dung nap v&i mot s6 loai dudng nhét dinh, hodc néu bénh nhan
bi r6i loan khdng dung nap fructose do di truyén, mot rdi loan di truyén hiém giip, ma bénh khong thé
tiéu hoa fructose, hiy hoi y kién bac si trude khi ding thude nay.

SUDUNG CHO NGUOI MANG THAI VA CHO CON BU:

Phuy nix co thai

Uc ché t6ng hop prostaglandin co thé gdy tac dong bat loi cho viéc mang thai va/hodc cho su phat
trién ctia phoi/ thai. Céc so lidu dich t& hoe dua ra gia thuyét ring viéce st dung chét e ché tdng hop
prostaglandin ¢ giai doan dau cua thai ky lam tang nguy co say thai, di tat & tim va tat nit bung. Nguy
co duge cho 1a tang 1én theo liéu va thoi gian diéu tri.

Trén dong vat, viéc sir dung chit trc ché tong hop prostaglandin cho thiy két qua tang tén thit trude va
sau khi trimg 1am 16 va tang nguy co chét cua phoi/ thai nhi. Hon nira, da ¢6 béo céo & dong vat ding
chit tic ché téng hop prostaglandin trong giai doan hinh thanh co quan (ndi tang) thiy gia ting ty 18 di
dang céc loai ké ca di dang tim mach.

Trong giai doan ba thang diu hodc ba théng gitra cua thai ky, khong nén str dung ibuprofen, trir khi
thit su can thiét. Néu sir dung ibuprofen cho phu nit dang ¢6 géng thu thai hodc trong ba théng diu
hogc ba thang giita cua thai ky, nén st dung licu thap nhat c6 thé ciing nhu liéu trinh didu tr cang
ngin cang tdt.

Trong giai doan ba théng cubi cla thai ky, viéc sir dung chit irc ché tdng hop prostaglandin cé thé
phoi nhiém thai nhi véi cac nguy co sau:

- Nhim doc tim phéi (sinh non do tang huyét ap dng dong mach va ting huyét 4p mach phdi).

- Suy giam chirc nang than, c¢é thé dan dén suy than & tinh trang it nude di.
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Vio cudi thai ky. viéc sir dung chit e ché tong hop prostaglandin ¢ thé phoi nhidm ngudi me va tré
so sinh trudc cac nguy co sau:

- C6 thé gay chay méau kéo dai

- Uc ché con go cua tir cung, ¢6 thé din dén qua trinh chuyén da bi trl hoéin hoic kéo dai. Chinh vi
vdy, chéng chi dinh diing ibuprofen trong ba thang cudi cua thai ky.

Sinh dé va chuyén da

Khong khuyén nghi sir dung ibuprofen trong qua trinh sinh deé, chuyén da.

Phu nir cho con bu:

Ibuprofen vao trong sita me rat it, khong dang ké, it kha ning xay ra nguy co cho tré. Khuyén cdo
khéong nén diing trong thoi gian cho con bii vi nguy co (e ché prostaglandin tiém ting & tré so sinh.
ANH HUONG KHA NANG SINH SAN:

C6 mot s6 bang chitng rang cac thude trc ché tong hop cyclooxygenase/ prostaglandin ¢é thé 1am suy
giam kha nang sinh san & phu nit do anh hudng dén rung trimg. Anh huéng nay ¢6 thé mét di khi két
thic diéu tri.

ANH HUONG CUA THUOC KHI VAN HANH MAY MOC TAU XE:

Sau khi diéu tri bang ibuprofen, thoi gian phan img cta bénh nhan c6 thé bi anh huong. Can can than khi
l4i xe hodic van hanh may moc vi hoat dong 6 thé bi anh hudng bdi chéng mit, budn ngt, mét moi va réi
loan thi gidc. Diéu nay can chii y hon khi sir dung thude cling voi rugu.

TUONG TAC, TUONG KY CUA THUOC:

Nén luu ¥ khi st dung cho nhitng bénh nhin dang ding nhirng thudc sau vi di ¢6 nhirng tuong tac
duoc béao cao & mot s6 bénh nhén:

Thude loi tiéu, thube chen beta va thude ha huyét ap

NSAIDs cé thé lam giam tic dung cua nhiing thude nay.

Thude lgi tiéu ciing ¢6 thé lam tang nguy co ngd doc than cia NSAIDs.

O mdt s6 bénh nhan ¢6 chirc nang than suy giam (vi du bénh nhan mat nudc hodc bénh nhén cao tudi
c6 chire nang than suy giam), viéc sir dung dong thoi véi thude e ché ACE, thude chen beta, thude
doi khang angiotensin-1I va cac chat trc ché cyclooxygenase ¢6 thé 1am hay hoai thém chiic ning than,
bao gbm kha nang suy than cép, thuong la co phuc héi. Do do, viée ding phdi hop thude nén dugc tién
hanh than trong, dic biét & nguoi gia. Bénh nhan nén dugc bu nudc ddy di va nén can nhic theo di
chirc nang than sau khi khoi lidu diéu tri dong thoi, va dinh ky sau do.

Glycosid tro tim

NSAIDs c6 thé lam tram trong thém tinh trang suy tim, giam toc do loc cAu than va tang ndng do trong
huyét tong cua glycosid trg tim (vi du digoxin).

Lithium

Viéc sir dung dong thoi ibuprofen vai cac ché pham lithium c6 thé lam ting nong 46 trong huyét thanh
cua céac thude nay.

Methotrexat

NSAID cd thé Grc ché bai tict methotrexat ¢ ong than va lam giam d¢ thanh thai methotrexat
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Ciclosporin

Tang nguy co ngd doc than voi cac thube nhém NSAID.

Mifepriston

Khong nén ding cac thude NSAID trong 8 dén 12 ngay sau khi dung Mifepriston vi NSAIDs c6 thé
lam giam hiéu qua ctia mifepriston

Corticosteroids

Ibuprofen nén duge ding thén trong khi két hop véi corticosteroids do su két hop nay c6 thé lam tang
tac dung bat loi, dac biét dbi voi da day rudt (loét hosic chay méau da day rudt).

Cic thude chong dong

NSAIDs ¢é thé lam tang tac dung cua céc thude chéng dong, vi du warfarin

Acid acetylsalicylic

Ciing nhu céc thude khac cé chira NSAID, ding dong thoi ibuprofen véi acid acetylsalicylic/aspirin
nhin chung khong dugc khuyén céo do kha nang tang tac dung phy. Dt liéu thyc nghiém cho thay
réng ibuprofen co thé ac ché canh tranh tac dung chéng két tap tiéu cau & lidu thép cua acid
acetysalicylic/aspirin khi sir dung dong thoi. Mic du ¢6 su khong chéc chin cua viée ngoai suy tur cac
dir liéu 1am sang vé tinh hudng lam sang kha nang khi str dung lidu thong thuong, lau dai cua
ibuprofen ¢ thé giam tac dung bao vé tim mach cua lidu thép cua acid acetylsalicylic/aspirin khong
thé bi loai trir. Khong c6 tac dung 1am sang déng ké nao 6 thé coi 1a c6 kha nang xdy ra khi thinh
thoang sur dung ibuprofen

Sulfonylurea

Céc thube NSAID ¢6 thé lam tang tac dung cta cdc thube sulfonylurea. C6 rét it bio cdo cho thdy hién
tuong giam duong huyét & bénh nhan dang diéu trj véi sulfonylurea co dung ibuprofen.

Zidovudin

Sir dung chung voi cac thude nhom NSAID tang nguy co gdy doc tinh huyét ¢ bing chimg ting nguy
co tu mau khép va budu mau ¢ bénh nhan HIV duong tinh ¢ chimg méau khé dong, sau khi duge diéu
tri dong thoi zidovudin va ibuprofen.

Cic thube NSAID khiac, bao gdm salicylat va thude ire ché chon loc cyclooxygenase-2

Sir dung dong thoi mot vai NSAID ¢6 thé [am tang nguy co loét va chay mau da day rudt do tac dung
hiép dong. Nén tranh sir dung dong thoi ibuprofen voi cde NSAID khéc.

Aminoglycosid

Céc NSAID c¢6 thé 1am giam sy dao thai cua cac aminoglycosid.

Cholestyramin

Viéc dung phdi hop ibuprofen va cholestyramin ¢6 kha nang 1am giam hép thu cua ibuprofen trong
duong tiéu hoa. Tuy nhién, anh huéng mang y nghia lam sang con chua duge biét.

Tacrolimus

Sir dung dong thoi hai thude ¢6 thé tang nguy co doc tinh trén than.

Nhirng thube chéng két tap tidu cAu va nhirng thude we ché tii hédp thu serotonin chon lgc

Tang nguy co chay mau da day rudt
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Nhirng chiét xuit tir ciy ¢6

Ginkgo biloba c6 thé lam ting nguy co chdy mau véi cac NSAID.

Khiang sinh nhém Quinolon

Nhimg dir liéu thu duge trén dong vat cho thdy cac NSAID c6 thé ting nguy co co gidt gin lién voi
khang sinh nhom quinolon. Bénh nhén sir dung céc NSAID va khang sinh nhém guinolon c6 thé ting
nguy co co giat.

Cic thude ire ché CYP2CY

Vige dung két hop ibuprofen véi cac thude e ché CYP2C9 c6 thé gia tang phoi nhidm v6i ibuprofen
(co chat cia CYP2C9). Trong mdt nghién ciru v6i voriconazol va fluconazol (cac thube e ché
CYP2C9) cho thiy mirc d§ phoi nhiém vé&i S(+)-ibuprofen tiang khoang tir 80 dén 100%. Nén can nhéc
viée gidm liéu ibuprofen khi chi dinh phdi hop cac thude e ché CYP2C9, dic bigt khi ibuprofen lidu
cao duoc sir dung phdi hop véi voriconazol hodc fluconazol.

TUONG KY: Do khéng ¢6 cac nghién ciru vé tinh twong ky ciia thude, khong trdn 13n thude nay voi
céc thude khéc

TAC DUNG KHONG MONG MUON (ADR):

Téc dung bat loi thudng gip nhét 1a & da day rudt. loét hé théng tiéu héa, chay méu hodc thing da day
rugt, doi khi gay tir vong, déc biét & ngudi cao tudi. Budn non, non, tidu chay, ddy hoi, tdo bon, khé
tiéu, dau bung, dai tién mau den, ndn ra mau, loét da day, bénh viém ruét két tién trién va Crohn da
duge ghi nhan sau khi st dung thude. Viém da day ciing duge bdo céo, nhung it gdp hon. Nguy co
huyét khéi tim mach (xem thém phan Cac tinh trang can than trong khi dung thuéc). Tac dung bét loi
lién quan dén ibuprofen dugc trinh bay theo phén loai h¢ co quan va tan sut quy chuin ciia MedDRA
nhu sau:

- Thuong gdp, 1/100 <ADR < 1/10:

+ He¢ than kinh: Dau dau, chéng mat.

+ Da day - rudt: Kho tiéu, tiéu chay, budn non, non. dau bung, dé‘ly hoi, tdo bon, dai tién mau den, nén
ra mau, chay mau da day rudt.

+ Da va mé dudi da: Phat ban

+ Céc rdi loan chung va tai vi tri ding thudc: Mét moi

-l gap, 1/1000 < ADR < 1/100:

+ Nhiém triing va ky sinh triing: Viém miii.

+ Hé mién dich: Qua man.

+ Tam than: Mat ngu, lo au.

+ Hé thén kinh: Pau ddu, di cam, budn ngu.

+ Thi gidc: Suy giam thi lyc.

+ Thinh giac: Giam thinh lyc.

+ Ho hip, 1ng ngyc va trung thét: Hen, co thét phé quan, khé tha.

+ Da day - rudt: Viém da day, loét ta trang, loét da day, loét miéng, thung da day rudt.

+ Gan mat: Viém da, vang da, chirc ning gan bt thudng.

- . e




https://trungtamthuoc.com/

+ Da va m6 dudi da: May day, ng(ra, ban xuit huyét, phan img nhay cam v&i anh sang.

- Hiém gdp, 1/10000 < ADR < 1/1000:

+ Tém than: Tram cam, tinh trang |2n 1on.

+ Hé than kinh: Viém day than kinh thi giéc.

+ Thi gidc: Nhiém doc/ rdi loan thin kinh thi giéc.

+ Thinh giac: U tai, chong mat.

+ Gan mat: Ton thuong gan.

+ Toan than: Phu né.

- Rat hiém gap, ADR < 1/10000:

+ Nhiém triing va ky sinh tring: Viém mang nao.

+ Méu va hé bach huyét: Giam bach cu. giam tiéu cau, giam bach cau trung tinh, mat bach cdu hat,
thiéu mau bét san va thiéu méu tan mau véi cée ddu hi¢u ddu tién: sét, dau hong, loét bén ngoai miéng,
triéu chimg nhu cim, mét moi kiét sirc, chay mau, tham tim khong giai thich duge.

+ Hé mién dich: Phan (mg qua man ning. Phdng rop thanh quan, ludi va mit, khé tho, tim dap nhanh,
tut huy€t 4p (phan v¢, phti bach huyét hozc séc ning).

+ Da day rudt: Viém tuy.

+ Gan mat: Suy gan.

+ Da va mo dudi da: Phong da, bao gém hoi ching Stevens - Johnson, hoai tir biéu bi doc tinh va ban
do da dang.

Than va dudng niéu: Viém f‘)ng thén k&, hdi ching than hu, suy than, suy than cip, hoai tir nhi than
kém ting uré huyét thanh.

+ Tim: Suy tim, nhdi mau co tim.

+ Mach mau: Tang huyét ap.

- Huomg dan cdch xir tri ADR:

+ Néu bénh nhan nhin mo, giam thi luc, hodc réi loan cdm nhdn mau séc thi phai nging dung
ibuprofen.

+ Néu ¢6 rdi loan nhe vé tiéu hoa thi nén udng thudc lic dn hay udng véi sira.

Thing bdo ngay cho bdc sy hodc dugc sy nhiing tic dung khong mong muén gdp phdi khi sir dung
thube hodc bdo cdo cdc phén ikng 6 hai ciia thubc vé Trung taim Théng tin thudc va Theo déi
phin teng ¢6 hai ciia thuéc (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thanh Téng — Hoan Kiém - Ha
Ngi. Dién thogi: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com"

QUA LIEU VA CACH XU TRi:

Céc triéu chimg vé qua lidu: Dau bung. budn non. non, thd o va ngu ga, ¢ thé xay ra dau dau, con co
cling, e ché than kinh trung uong, co gidt, ha huyét ap. nhip nhanh, thé nhanh va rung nhi. Hiém
nhiém toan chuyén hoéa, hon mé, suy than cap. tang kali huyét, ngimng tho, Gc ché ho hép va suy ho
hip. C6 su lién quan rat it gitra nong do ibuprofen trong mau va cac phan rng nghiém trong xay ra khi
qua liéu ibuprofen.

D6i v6i tré em, lidu dudi 100 mg/kg it xay ra doc tinh. Lidu 100 - 400 mg/kg theo ddi tré tai co sd y té
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4 gior sau khi ung thude. Véi liéu trén 400 mg/kg can can thiép bang thudc ngay lap tirc, theo ddi chat
chg, diéu tri hd trg, khong khuyén cdo gy non bing Ipeca, do nguy co gdy co giat va hit vao da day.
Thudng diéu tri triéu chimg va hd tro. Néu da udng qué liéu thi c¢in ap dung nhiing bién phép sau day
nham ting dao thai, bat hoat thude: Rira da day, gdy non va lgi tiéu, cho udng than hoat hay thubc tiy
mubi. Néu nang: Tham tach mau hodc truyén mau. Vi thude gy toan héa va dao thai qua nudc tiéu
nén s& co lgi khi cho truyén dich kiém va lgi tiéu. Can theo doi, kiém sodt nguy co ha huyét ap, chay
mau da day va toan héa mau.

DUQC LUC HOQC:

Nhém dwoe Iy: Thude chong viém khong steroid

Ma ATC: MOIAEOI

Ibuprofen la thube chong viém khong steroid (NSAID), din chét tir acid propionic. C6 tac dung giam
dau, ha sot va chéng viém. Hon nira, ibuprofen trc ché két tap tiéu cau co thé phuc hdi. Tac dung diéu
tri ctia thude nay 1a do kha nang trc ché enzym cyclo-oxygenase va do dé giam dang ké tong hop
prostaglandin. Cac dic tinh nay gitp giam triéu chimg viém, dau va st.

Dit liéu thuc nghiém cho thiy ibuprofen c¢ thé ire ché canh tranh tic dung cua aspirin lidu thp dbi vi
su két tap ticu cau khi chung dugc ding dong thoi. Mot so nghién ciru duoce luc hoe cho thay rang khi
dung liéu duy nhét ibuprofen 400mg trong vong 8 gid trude hodc trong vong 30 phat sau khi ding
aspirin giai phong tac thi (81mg), tac dung ctia aspirin giam d6i v6i su hinh thanh thromboxan hoic
xay ra két tap tiéu cdu. Mic du ¢ nhitng didu chua chéc chin lién quan dén viée ngoai suy cac dit liéu
nay doi véi tinh trang 1am sang, nhung khong thé loai trir kha nang sir dung ibuprofen thuong xuyén,
lau dai c6 thé lam giam tac dung bao vé tim mach cua axit acetylsalicylic lidu thip. Khong co tac dung
lam sang nao dugc coi la ¢6 kha nang xay ra dbi véi viée sir dung ibuprofen khong thuong xuyén.
(xem phan Twong tdc, twong ky ciia thuoc)

DUQC PONG HOC:

Ibuprofen la hon hop racemic cta doi hinh [+] S- va [-] R-.

Hiip thu:

Dugc hdp thu nhanh tir dudng tiéu héa véi sinh kha dung 80 - 90%. Nong d6 dinh trong huyét thanh
dat dugc 1 - 2 gio sau khi udng doi voi dang bao ché phong thich nhanh. Thirc an khong anh hudng
d4ng ké dén sinh kha dung toan phin.

Phin bo:

Ibuprofen gin két manh véi protein huyét tuong (99%). Ibuprofen ¢6 thé tich phan bb nhé, khoang
0,12 - 0,2 L/kg ¢ ngudi lon.

Chuyén héa:

Ibuprofen duge chuyén héa nhanh & gan théng qua cytochrom P450, wu tién qua CYP2C9, tao thanh 2
chit chuyén héa ban ddu khéng hoat tinh, 2-hydroxyibuprofen va 3-carboxyibuprofen. Sau khi uéng
thube, gin 90% lidu ubng ibuprofen c6 thé thiy trong nuée tiéu duéi dang chét chuyén hoéa oxy hoa va

lién hop glucuronic. Rt it ibuprofen duoc dao thai qua nude tiéu dudi dang khong doi.
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Thai true:
Thoi gian ban thai cia thudc khoang 2 gid. Ibuprofen dao thai rat nhanh qua nude tiéu (1% duéi dang
khong di, 14% duéi dang lién hgp). Su bai tiét cia ibuprofen hau nhu hoan toan trong 24 gié sau lidu
cudi ciing.

Trong cac nghién clru c6 gidi han, ibuprofen bai tiét trong sita me vai ndng do rét thép.

Doi twong dic biét:

Nguwoi cao tudi: Néu khong bi suy than, dic tinh duge dong hoc va dao thai qua nude tiéu gitra ngudi
cao tudi va ngudi tré chi khac biét nho, khéng cé y nghia lam sang.

Tré em: Phoi nhiém hé thong ddi v&i ibuprofen tily theo liéu diéu tri duoc didu chinh theo can nang (5
mg/kg dén 10 mg/kg) & tré em tir 1 tudi tror 1én gan tuwong ty nhu ngudi 16n. Tré em tir 3 thang dén 2
tudi rudi co thé tich phan bd (L/kg) va do thanh thai (L/kg/gid) ibuprofen cao hon so véi tré em tir 2
tudi rudi dén 12 tudi.

Suy than: Déi voi cac bénh nhén suy than nhe, da c6 bdo cdo ting néng do trong huyét tuong cua (S)-
ibuprofen, gi4 trj AUC cao hon ctia (S)-ibuprofen va tang ty 18 ciia gia tri AUC giita cac cht dbi hinh
(S/R) so véi nhém dbi chimg khoe manh. O bénh nhan suy thén giai doan cudi duge thdm phan méu
hang ngay, ty I¢ ibuprofen tu do trung binh khoang 3% so véi 1% & cdc tinh nguyén vién khoe manh.
Suy giam nghiém trong chic nang thin c6 thé xay ra do tich lily chét chuyén héa cua ibuprofen. Y
nghfa cua tac dung nay con chua biét. Céc chat chuyén héa co thé duoc loai bo thong qua thim phan
méu (xem phan LIEU DUNG VA CACH DUNG, CHONG CHI PINH, CANH BAO VA THAN
TRONG KHI DUNG THUOC).

Suy gan: Bénh gan do ruou kém suy gan & miic do nhe dén trung binh khong géy ra thay déi dang ké
céc thong sé duge dong hoc. O bénh nhéan xo gan kém suy gan mirc do trung binh (diém sd-

2 lan va ty s6 gia trj AUC caa cac d6i hinh (S/R) thap hon déng ké so véi nhém déi chimg khoe
cho thiy su suy giam chuyén héa dao ngugc cta (R)-ibuprofen thanh chét ddi hinh (S)-ibupr co
hoat tinh (xem phan LIEU DUNG VA CACH DUNG, CHONG CHI DPINH, va CANH BA
THAN TRONG KHI DUNG THUOC).

QUY CACH PONG GOI: Vi 10 vién nang mém. Hop 3 vi, 5 vi, 10 vi.

BAO QUAN: Noi kho mat, nhiét do dudi 30°C, tranh anh sang.

TIEU CHUAN AP DUNG: TCCS.

HAN DUNG: 36 thang ke tir ngay san xuat.

Co'sé diing ky: CONG TY CO PHAN DUQC PHAM TRUONG THQ

Dia chi: 93 Linh Lang — Phudng Céng Vi — Quén Ba Dinh — Thanh phé Ha Noi

Dién thoai: 024.37666912

Co 6 san xuat: CONG TY CO PHAN DUQC PHAM TRUONG THQ

Dia chi: Chi nhanh cong ty ¢6 phan dugc phdm Truong Tho, Lo M1, duong N3, Khu Céng nghiép
Hoa X4, phuong Loc Hoa, thanh phd Nam Binh, tinh Nam Binh

Dién thoai: 0228.3670733



