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sk 7y SOROFEN 400

Doc ki huwéng din siv dung trwde khi ding
Dé xa tam tay tré em

A =
1. Thanh phin céng thire thude:
M&i vién nang mém chia:
Thanh phén dugc chat: Ibuprofen 400 mg.
Thanh phin t4 dugc: Natri lauryl sulfat, Polyethylen glycol (PEG) 400, Gelatin 200 BL, Sorbitol
70%, Glycerin 98%, Ethylvanillin, Methylparaben, Propylparaben, Titan dioxyd, Mau Patent Blue
V 85%.
2. Dang bao ché:
Vién nang mém.
MQ t4 san phdm: Vién nang mém mau xanh, hinh thuén dai, dich thudc sanh, mau tring duc, déng
nhat.
3. Chi dinh:
O nguoi lém va tré em ndng trén 30 kg (khoang 11-12 tuéi)
Thube duoe chi dinh dé diéu tri ngén han s6t va/hoidc dau nhur dau ddu, céc trigu chimg gidng cim,
dau ring, dau nhirc co thé va dau bung kinh.
O nguoi lén
Thuéc duoe chi dinh cho cde con dau nira dAu, nhe dén trung binh ¢6 hodc khéng c6 triéu ching
dudi sy tu vén y té.
4. Cach dang, liéu ding
CACH DUNG
Thuéc dung dudng udng.
Nubt vién thubc ma khong can nhai véi mot cbe nude 16n, tot nhét 14 trong bita &n.

LIEU LUONG

C6 thé giam thiéu sy xudt hién céc tac dung khéng mong mudn bang cach sir dung lidu thép nhét
trong thoi gian diéu tri ngéin nhét c6 thé dé giam triéu chimg.

Tinh trang dau va/hogc sot

Newoi I6n vé tré em ti 30 kg (khodng 11-12 tuéi)

Ubng 1 vién 400 mg/l2n, néu cin thiét c6 thé 1ap lai sau 6 dén 8 gid. Trong moi truong hop, khong
vuot qua 3 vién voi lidu 400 mg mdi ngay (tbi da 1200 mg mbi ngay).

Nguoi cao tudi:

Vi tudi tic khong lam thay ddi duge dong hoc ctia ibuprofen nén khong cén phai diéu chinh liéu
luong theo thong s6 nay. Tuy nhién, can thuc hién céc bién phap phong ngira (xem phén “Cinh
bdo va thin trong khi diing thuoc”).

Vién nang 400 mg duoc chi dinh cho nhitng con dau hodc sbt dit ddi hon hoiic khong thuyén gidm
khi dung vién nang ibuprofen 200 mg.

Tén sudt sir dung ,
Dung thubc c¢6 hé thong gitip tranh nhiing bién dong vé con dau hodc sot.
Thube nén duge dung cich nhau it nhat 6 gio.

Dau niva diau:

O nguoi trudng thanh:
Ubng 1 vién 400 mg cang som cang t6t, k& tir khi bat dau con dau nira dau.
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Néu bénh nhan khéng thdy thuyén giam sau lidu dAu tién thi khéng nén ding liéu tht hai trong
cung mot dot didu tri. Tuy nhién, con dau nira dAu 6 thé dugc diéu tri bing mot phuong phap didu
tri khac khoéng phai 1a thubc chbng viém khong steroid hogc aspirin.

Néu bénh nhéan di thuyén giam nhung céc tridu ching lai xuft hién, c6 thé dung liéu thr hai véi
didu kién khoang céch giita hai lidu it nhat 1a 8 gid.

THOI GIAN PIEU TR]

Tinh trang dau va/hodc sOt

O thanh thiéu nién, néu cin ding thudc nay trong hon 3 ngdy hodc néu cac triéu ching tré nén
trAm trong hon, thi nén tim tu vAn y té,

O ngudi 16n, néu con dau kéo dai hon 5 ngay hodc néu con dau trd nén trdm trong hon, hodc néu
con sbt kéo dai hon 3 ngay hodc néu xay ra 161 loan méi, bénh nhan nén tim tu vany té.

Dau nira dau

Thoi gian didu tri khong qua 3 ngay.

. Chong chi dinh

- Qu4 mén véi ibuprofen hodc véi bit ky t4 dugc nao.

- Mang thai, tir d4u théng thtr 6 (trén 24 tudn v6 kinh).

- Tién st hen suyén do dung ibuprofen hodc céc chét ¢6 hoat tinh twong ty nhu: Cac NSAID
khac, axit acetylsalicylic.

- (6 tién st chay mau hodc thing dudmg tiéu hoa trong qua trinh didu tri trudc d6 bing NSAID.

- Xuét huyét tiu hoa, xudt huyét mach mau néo hodc xuit huyét khac hién co.
Loét da day ta trang tién trién, tidn st loét da day, xudt huyét tiéu héa hodc tidn sir xudt huyét
tiéu hoa tai phat (2 hodc nhiéu dot xuét huyét hodc loét rd rét dugc ghi nhn).
Suy gan n3ng.

- Suy thén ndng.
Suy tim ning NYHA do IV).
Lupus ban d6 hé thong.

- Dung ciing mifamurtid: Ding NSAID lidu cao ¢6 nguy co lam giam hiéu qua clia mifamurtid.

Cinh bdo va thin trong khi ding thude

Nguy co huyét khoi tim mach

Céc thude chbng viém khéng steroid (NSAIDs), khéng phai aspirin, dung dudng toan than, c6 thé
lam ting nguy co xudt hién bién ¢b huyét khéi tim mach, bao gém ca nhdi méau co tim va ddt quy,
¢6 thé dén dén tir vong. Nguy co nay c6 thé xuét hién sém trong vai tudn diu ding thubc va co thé
téing 1én theo thdi gian ding thubc. Nguy co huyét khoi tim mach duge ghi nhn chi yéu & licu
cao.

Béc st cAn danh gid dinh ky su xuét hién ctia céc bién ¢ tim mach, ngay ca khi bénh nhén khong
¢6 cac triéu chimg tim mach truéc d6. Bénh nhan cin duge canh bo vé céc trigu chimg cla bién
cb tim mach nghiém trong va cAn tham kham béc si ngay khi xuét hién cdc triéu chung nay.

Pé giam thiéu nguy co xudt hién bién c6 bat l¢i, cAn st dung thubc nay & liéu hang ngay thip nhit
¢6 hiéu qua trong thoi gian ngén nhét c6 thé.

Hoi chimg Kounis .
Céc trudmg hop méc hdi ching Kounis d& duge bao céo ¢ nhiing bénh nhén diéu trj ibuprofen. Hbi
chitng Kounis gdm céc triéu chiing tim mach thir phat do phan ting di ing hodc qua man lién quan

dén co that dong mach vanh va c6 thé dan dén nhdi méu co tim.

Cénh bdo dic biét
+  Chn tranh sir dung ibuprofen lidu cao (> 2400 mg/ngdy) cho bénh nhén c6 van d& vé tim
mach/tué‘m hoan nghiém trong nhu suy tim, bénh tim mach/tuén hoan hodc bénh nhan d&
¢6 nhdi mau co tim hogic dot quy trude do.
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+ Truéce khi cho bénh nhén diéu tri bing ibuprofen kéo dai, ddc biét trong truomg hop can
dung thuéc lidu cao, cdn bd y té cAn than trong danh gia céc yéu td nguy co vé tim
mach/tudn hoan ctia bénh nhidn bao gdbm hut thube, tiéu duong, huyét ép cao va
cholesterol mau cao.

+ Db voi bénh nhan c6 nguy co méc bénh tim mach, cdc phuong phap diéu tri khac khong
str dung NSAID (dac biét la céc tre ché COX-2, ibuprofen hodc diclofenac) nén duoc xem
xét déu tién.

+ Nén tranh sit dung ddng thoi véi cac NSAID khéc, bao gdm ca thube i ché chon loc
cyclooxygenase 2 (COX-2).

+  C6 thé giam thidu sy xuét hién ctia cac tac dung khong mong muén bing cach st dung lidu
thip nhat c6 thé trong thdi gian diéu tri ngén nhat c6 thé.

+ Bénh nhén hen suyén kém theo viém miii mén tinh, viém xoang mén tinh va/hodc polyp
miii c6 nguy co biéu hién dj tmg cao hon khi dung axit acetylsalicylic va/hodc thudc chéng
viém khong steroid khéc.

+ St dung thude nay c6 thé din dén con hen suyén, ddc biét & mot sb dbi twong di tmg vdi
axit acetylsalicylic hodc NSAID.

+ Thanh thiéu nién mit nuée cé nguy co bi suy than.

Ngwoi cao tudi ) )
Ngudi cao tudi c6 nguy co cao bi cac tdc dung khong mong mudn véi NSAID, dic bigt 1a xuét
huyét va thing duong tiéu héa co6 the gay tir vong.

Tac dung trén dwdng tiéu héa

Chay méu, loét hodc thing duong tiéu hoa, d6i khi gy tir vong, da dugc bdo cdo véi tht ca céc
NSAID, tai bt ky thoi didm didu tri ndo ma khong nhét thiét phai c6 bét ky ddu hiéu canh béo
hodc tién sir tic dung khéng mong mudn ndo.

Nguy co xuét huyét, loét hoiic thing dudng tiéu hoa tang 1én khi ding liéu & bénh nhén c6 tién sir
loét, diic biét khi c6 bién chimg nhu chay mau hodc thing ciing nhu & ngudi cao tudi. O nhitng
bénh nhin nay, nén bt dAu diéu tri & lidu thip nhét c6 thé. Nén xem xét diéu tri bao vé niém mac
(vi du misoprostol hodc thudc e ché bom proton) cho nhiing bg¢nh nhan nay, cling nhu déi véi
nhitng bénh nhén cAn didu tri bang axit acetylsalicylic Jidu thap hodc didu trj bing c4c thubc khac
c6 thé gy ton thuong 1am ting nguy co dudng tiéu hoa.

Bénh nhén c6 tién sir v& dudng tiéu hoa, dic biét 1 ngudi cao tudi, nén béo céo bét ky triéu chimg
bét thudng nao & bung (dic biét 1a xuét huyét duong tiéu hoa), dic biét la khi béat dau diéu tri.
CAn diic biét cht ¥ dén nhitng bénh nhan dang diéu trj dong thdi ¢6 thé 1am téng nguy co loét hodc
chay mau, ching han nhu corticosteroid ding dudng ubng, thude chéng déng mau dudng ubng
nhu warfarin, thubc tic ché tai hip thu thudc chon loc serotonin (SSRI) va thubc chéng tiéu cdu
nhu axit acetylsalicylic.

Néu xay ra xuét huyét hodc loét & bénh nhén ding thudc nay thi phai ngimg diéu tr.

Nén sir dung NSAID mdt céch than trong va theo dbi chat ché & nhiing bénh nhan 6 tién sir bénh
dudng tiéu hoa (viém loét dai trang, bénh Crohn), do nguy co bénh 1y tr& nén trim trong hon.

Téc dung trén tim mach va mach miu nio

Cin theo d&i va khuyén céo ddy dii & nhitng bénh nhén c6 tidn sir ting huyét ap va/hodic suy tim
nhe dén trung binh, vi céc trudng hop gilt mudi va phi né di duge bdo cdo khi didu tri bing
NSAID.

Céc nghién cru 1am sang cho thy viée str dung ibuprofen, dic biét & lidu cao (2400 mg mdi ngay),
¢6 thé lam ting nhe nguy co huyét khéi dong mach. Vi du nhu nhdi mau co tim ho#c dot quy. Nhin
chung, dit lidu dich t& hoc khong cho théy mdi lién quan giita lidu thip ibuprofen (< 1200 mg mdi
ngay) va tdng nguy co huyét khéi d6ng mach.
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Bénh nhan ting huyét 4p khong kiém soét dugc, suy tim sung huyét (NYHA loai II-III), bénh tim
thiéu m4u cuc bd, bénh déng mach ngoai bién va/hodic bénh mach méu n#o chi nén diéu tri bing
ibuprofen sau khi can nhéc k¥ ludng va nén tranh sir dung lidu cao (2400 mg mbi ngay).

CAn dic biét cht ¥ trude khi bit dau didu tri 14u dai & nhitng bénh nhan c6 cdc yéu t6 nguy co tim
mach (ting huyét ap, ting lipid méu, tidu duong, hut thube), dic biét néu cin ding lidu cao
ibuprofen (2400 mg mdi ngay).

Céc truong hop méc hoi chimg Kounis dd duge bdo cdo ¢ nhitng bénh nhén diéu tri bang vién
nang mém ibuprofen 400 mg. Hoi chimg Kounis dugce dinh nghia 1a c4c triéu chung tim mach tha
phét do phan tng di trng hodc qua méan lién quan dén co thit dong mach vanh va c6 thé din dén
nhdi mau co tim.

Trén da

Phan ting da nghiém tron Phan ttng bét loi & da nghiém trong (SCAR)

Phan ting bét loi & da nghiém trong (SCAR), ching han nhu viém da troc vay, hong ban da dang,
hdi chimg Stevens - Johnson (SJS), hoai tir biéu bi nhi€m doc (TEN), phan ing thube véi ting
bach cdu 4i toan va céc triéu chimg toan thdn (DRESS hodc hoi chtng qua min) va ngoai ban mun
mii toan than cAp tinh ( AGEP), ¢6 thé de doa tinh mang hodc gy tir vong, dd duge béo cdo lién
quan dén viée st dung ibuprofen.

Hau hét cac phan ng ndy xay ra trong thang didu tri dAu tién. Néu xut hién cac diu hiéu va triéu
chimg goi ¥ nhitng phan tng ndy, nén ngimg sir dung ibuprofen ngay 1ap tirc va xem xét didu trj
thay thé (néu thich hop).

Thuy déu déc biét co thé gay ra céc bién chirng nhiém tring nghiém trong & da va mo mém. Cho
dén nay, khong thé loai trir vai trd thic déy ctia NSAID trong viéc lam trdm trong thém cac bénh
nhidm tring nay. Do d6, nén than trong tranh sir dung vién nang mém ibuprofen 400 mg trong

truong hop bi thuy déu.

Suy giam chike ndng thdn
NSAID, bing céch tre ché tac dung gidin mach cua prostaglandin & than, c6 kha nang gdy suy
than chiic niing théng qua viée giam dd loc cAu than. Tac dung khéng mong mudn nay phu thudc
vao lidu lugng.
Khi b4t dAu diéu tri hodic sau khi ting lidu, nén theo doi tinh trang loi tiéu va chirc niing than &
nhitng bénh nhéan c¢6 cic yéu t6 nguy co sau:

- DPbi twong ngudi cao tudi.

- Céc thude lién quan nhu: IEC, sartans, thube loi tidu.

- Giam thé tich mau bét ké nguyén nhén gi.

- Suy tim.

Suy thén mén tinh.

- Hoi chimg thén hu.

- Bé¢nh thén lupus.

- Xo gan mét b

Giit nudc -naltri

Gitt nuée va natri ¢6 thé gdy phu, ting huyét 4p hodic tang huyét 4p, lam ning thém tinh trang suy
tim. Cn theo d&i 14m sang ngay tir khi bat dAu diéu trj trong trudmg hop tang huyét 4p hoidc suy
tim. C6 thé giam téc dung ctia thude ha huyét ap.

Tdang kali mau ) )
Tang kali mau do bénh tiéu dudng hofc dicu tri dong théi véi cde thude ting kali mau.
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Viéc theo doi thuong xuyén nong do kali huyét thanh nén dugc thyc hién trong nhitng truong hop
nay.

Nén tranh ding thubc nay trong trudng hop didu tri bing mot loai thudc chéng viém khong steroid
khéc, véi thube chong dong mau dudng ubng, voi lithium, véi axit acetylsalicylic & lidu giam dau,
ha sbt hoic chéng viém, véi methotrexat v6i lidu 16n hon 20 mg mdi tudn, voi heparin trong luong
phan tir thip va heparin khong phén doan (& lidu didu tri va/hodic & ngudi cao tubi), véi pemetxed,
& bénh nhan cé chitc ning thén tir thip dén trung binh.

Che gidu cdc triéu chiing ciia nhiém trimg co ban

Viéc dung thubc nay c6 thé che gidu céc tridu chimg nhiém tring, didu nay c6 thé lam tri hodn
viéc thuc hién didu tri ddy du va do d6 lam trAm trong thém qua trinh nhiém trung. D4y 13 nhiing
gi dd duoc quan sat thdy trong trudng hop viém phéi do vi khuén méc phai tai cong ddng va céc
bién chimg do vi khudn cua bénh thuy dau. Khi ding thudc nay dé giam sbt hodic giam dau lién
quan dén nhim tring, nén theo d&i tinh trang nhiém tring. O nhitng noi khéng phai bénh vién,
bénh nhén nén tham khao y kién béc sT néu cac triéu chiing van tdn tai hodic néu chung tré nén
trdm trong hon.

Thén trong khi sit dung

Ibuprofen, giéng nhu bét ky loai thude nao (e ché sy thng hop cyclooxygenase va prostaglandin,
c6 thé 1am giam kha nang sinh san. Vi sir dung n6 khong duge khuyén khich ¢ nhiing phu nit
muén thu thai.

Néu cac van d& v& thi Iyc xuit hién trong qua trinh didu tri, phai tién hanh kiém tra nhén khoa toan
dién.

Trong thoi gian didu tri kéo dai, nén theo d&i cong thirc méau, chirc ndng gan va thén.

Céanh bdo ta dwoc

Sorbitol: Thube nay c6 chita 140,5 mg sorbitol trong mdi vién. Cin xem xét tac dyung hiép déng
ctia c4e thube co chira sorbitol (hay fructose) va khéu phén sorbitol (hay fructose) dung theo ché
dd an kiéng. Ham lugng sorbitol cé trong thubc ubng ¢6 thé anh hudng sinh kha dung cua céc
thude khic khi ding chung,.

Polyethylen glycol: Phan ting qua mén (phat ban, ndi mé day va phu né) da duoc bao cdo véi cic
thude ¢6 chira polyethylene glycol. Céc tredng hop ngoai 1€ bi soc phan vé di duoc bdo céo.

7. Sit dung thuée cho phuy nit ¢6 thai va cho con bu

Phuy nit mang thai

Su tre ché téng hop prostaglandin ctia NSAID ¢6 thé anh huong dén qua trinh mang thai va/hodc
su phaét trién ca phéi hogc thai nhi.

Rili ro lién quan dén viée st dung trong ba thang dau thai ky

Dit lidu tir cac nghién ctru dich t& hoe cho thdy nguy co sdy thai, di tit tim va tit nut bung tdng lén
sau khi didu tri bng thudc e ché tong hop prostaglandin trong giai doan d&u cua thai ky.

Nguy co tuydt ddi vé di tat tim mach ting tir duéi 1 % & dan s6 noi chung 1én khoang 1,5 % &
nhimg ngudi tiép xtc véi NSAID. Nguy co dudng nhu tang 1én thy thude vao lidu lugng va thoi
gian diéu tri. O dong vat, viéc st dung chét trc ché tdng hop prostaglandin dd dugc ching minh 1a
lam tang ty 1& sy thai truéce va sau khi 1am td va tang ty 18 chét phoi - thai. Ngoai ra, ty 1€ méc
mot sb di tat nhét dinh cao hon, bao gf“)m ca bénh tim mach, da dugc bdo cdo & dong vat sir dung
chit ttc ché tdng hop prostaglandin trong giai doan hinh thanh co quan cua thai ky.

Riii ro lién quan dén viéc st dung tir tudn thir 12 ctia thori ky vo kinh va cho dén khi sinh:
Tir tuin thir 12 cta thoi ky vo kinh va cho dén khi sinh, tat ca cdc NSAID, thong qua viée tre ché
tong hop prostaglandin, cé thé khién thai nhi bi ton thwong chiic ning thén:
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+ Trong tir cung c6 thé dugce quan sét théy tir 12 tuan v6 kinh (bat dau gay loi tidu & thai nhi):
Thiéu i (c6 thé xay ra ngay sau khi bt diu diéu tri va thudmg hdi phuc khi ngimg diéu
trf), hodic tham chi mét i, dic biét 1a khi tiép xic kéo dai.

+  Luc méi sinh, suy than (c6 thé hdi phuc hodc khong) c6 thé ton tai dai ding, dic biét trong
trudng hop phoi nhiém mudn va kéo dai (cé nguy co ting kali mau trAm trong mudn).

Co thit éng dong mach c6 thé xay ra trong ba théng thai ky thit hai (thuong hoi phuc khi
ngumg diéu tr).

Rui ro lién quan dén viée sir dung sau tudn thit 24 cua thoi ky vo kinh va cho dén khi sinh:

Sau tudn thir 24 ciia thoi ky vo kinh, NSAID c6 thé khién thai nhi bi nhiém doc tim phéi (dong
bng dong mach sém va ting huyét 4p dong mach phéi) va din dén suy tim phai & thai nhi hoéc tré
so sinh hoic thim chi tir vong thai nhi. Rui ro ndy cang lon hon khi cang vé cudi (it kha ning dao
nguge hon). Hidu tmg ndy ton tai ngay ca dbi v6i mot lidu duy nhét.

Viio cubi thai ki, ngudi me va tré so sinh 6 thé cé biéu hién:

+ Tang thoi gian chdy mau do tdc dung chbng déng mdu cd thé x4y ra ngay cé sau khi ding

thubc véi lidu luong rét thip.

+  Uc ché co bop tir cung din dén sinh non hodc kéo dai thoi gian sinh.
DO PO:
Trir khi thyc sy cén thiét, khong nén ké don thudc nay cho phy nit du dinh c6 thai hodc trong 5
thang dau cua thai ky (24 tudn déu vo kinh). Néu thude ndy duge ding cho phu nif mubn mang
thai hodic mang thai dudi 6 thang thi nén dung lidu cang thip cang t6t va thoi gian diéu trj cang
ngin cang tbt. Viéc sit dung kéo dai khong dugc khuyén khich.
Bit diu tir tuin thit 20 khi vo kinh cin theo dai tim va than. Néu tinh trang thiéu 6i xay ra hoic co
thét éng dong mach, phai ngimg diéu tri bing thubc nay.
Tir du théng the 6 (trén 24 tudn v6 kinh): Chéng chi dinh ding thudc nay, thdm chi 1a doi khi su
dung. Viéc vd tinh sir dung ké tir ngay nay s& dam bao bing viéc theo doi tim va thdn, thai nhi
va/hoic tré so sinh tily thudc vao thoi gian phoi nhiém. Khoang thoi gian theo d&i nay s& dugc
didu chinh theo thoi gian ban thai cia phén tir.

Phu nit cho con bii
Cac NSAID di dugc vao sira me, khong duge khuyén céo st dung thude nay cho phu nft dang cho
con bu.

Kha ndng sinh san

Gibng nhu tit ca cdc NSAID, viée sir dung thubc nay c¢6 thé tam thoi 1am giam kha nang sinh san
& phu nft do anh hudéng dén sy rung trimg; Do dé khong nén ding cho nhitng phy nt mudn sinh
con. O nhitng phu nt giip khé khin trong viée thy thai hogc dang trong qua trinh xét nghiém kha
ning sinh san, nén cén nhic viée ngimg diéu tri.

. Anh hwéng ciia thudc Ién kha ning l4i xe, vin hanh ma moe

Canh b4o bénh nhén vé kha ning xudt hién chong mét va roi loan thi giac.

. Twong tac, twong ky, cilia thude

NGUY CO LIEN QUAN DEN TANG KALI MAU

Mt 56 logi thuée hodc nhom diéu tri 6 khd ning thiic diy s xuit hi¢n ciia ting kali mdu:
Mubi kali, thudc loi tiéu tang kali mau, thube trc ché men chuyén, thude d6i khang angiotensin II,
thudc chéng viém khong steroid, heparin (trong lugng phén tir thip hodc khéng phéan doan), thude
trc ché mién dich nhu cyclosporin hodc tacrolimus, trimethoprim. Su két hop cta céc loai thube
nay lam ting nguy co ting kali méu. Nguy co nay déc biét déng ké véi thube loi tidu gitt kali, ddc
biét khi chiing duge két hop véi nhau hodc vdi mubi kali, trong khi su két hop gitta thudc e ché
ACE va NSAID chéng han, s& c6 nguy co thap hon cho dén khi thuc hién cac bién phap phong
ngira dugc khuyén nghi.
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Dé biét nhitng rai ro va mirc d han ché cu thé doi véi cac thude tang kali mau, cAn tham khéo céc
fwong tac cu thé dbi voi timg hoat chét.

Tuy nhién, mot s6 chit nhét dinh, chéng han nhu trimethoprim, khong c6 tuong t@c cu thé lién
quan dén nguy co nay. Tuy nhién, ching c6 thé dong vai trd a yéu t6 thiic ddy khi két hop véi cac
loai thudc khac nhu nhitng loai thubc da d& cép & trén.

Viée sir dung ddng thoi ibuprofen véi cac san phém sau day doi hoi phai theo doi chit ché tinh

trang 1am sang va sinh hoc ciia bénh nhén.

KET HQP CHONG CHI PINH
Mifamurtid: O lidu cao NSAID, nguy co giam hiéu qua ctia mifamurtid.

KET HQOP KHONG PUQC KHUYEN KHICH

+  Cidc NSAID khdc: Ting nguy co xuit huyét tiéu hoa va loét.

+  Axit axetylsalicylic: Tang nguy co xut huyét tiéu hoa va loét. Dt liéu thyc nghiém cho
théy ibuprofen c¢6 thé trc ché canh tranh tac dung khang tiéu cu cua axit acetylsalicylic
lidu thip khi ding déng thoi. Mic dii nhitng dit liu nay cho thdy su khong chéic chin trong
viée ngoai suy dbi véi tinh huéng l4m sang, nhung khéng thé loai trir kha ning sir dung
ibuprofen lau dai lam gidm téc dung bao v¢ tim mach cua axit acetylsalicylic lidu thép. Dbi
v6i viéde thinh thoang sir dung ibuprofen, tic dung c6 y nghia 1dm sang khé xay ra.

+  Thudc chong dong duwong udng: Ting nguy co chay méu do thuéc chéng dong mau duong
ubng (tn cong niém mac da day t4 trang boi NSAID). NSAID c6 thé 1am tang tc dung
ctia thube chdng dong méu nhu warfarin. Néu khong thé tranh duge sy lién quan, hdy theo
ddi 14m sang va sinh hoc chit ché.

+ Heparin (lidu diéu tri vi/hodic doi twegng ngudi cao tudi): Ting nguy co xuét huyét (tan
cdng nidm mac da day ta trang boi NSAID). Néu khéng thé tranh duogc sy két hop, hay
theo ddi 14m sang chit ché.

+  Litthium: Ting luong lithium mau co thé dat t&i gia tri doc hai (giam bai tiét lithium qua
théan).

+ Néu khong thé tranh dwoc su két hop, hiy theo ddi chit chg ndng do lithium trong huyét
thanh va didu chinh lidu luong lithium trong qua trinh két hop va sau khi ngtmg NSAID.

+  Methotrexat, dimg liéu I6n hon 20 mg/tudn: Ting doc tinh, ddc bigt 1a doc tinh v& huyét
hoc ctia methotrexat (giam do thanh théi thdn cia methotrexat do thudc chéng viém).

+  Pemeterxed (trong truong hop chirc ning thin & mic thip dén trung binh): Nguy co
ting doc tinh clia pemetxed (gidm do thanh thai qua thén ctia NSAID).

+ Nicorandil: Tang nguy co xut huyét tiéu hoa va loét.

KET HQP PHAI THAN TRONG KHI SU DUNG

+  Cyclosporin, tacrolimus: Nguy co gy thém tac dung ddc cho thén, déc biét & ngudi cao
tudi. Theo ddi chitc ning than khi bit ddu didu tri NSAID.

+  Thudc lgi tiéu: Suy than cip & bénh nhén c6 nguy co (ngudi gia, mat nude, ding thube loi
tiéu, suy than) do giam dd loc cAu than (e ché prostaglandin gidn mach do thudc chdng
viém khong steroid). Nhitng tdc dong nay thudng co thé hdi phuc duoc. Hon nita, lam giam
tac dung ha huyét 4p. B nuéc cho bénh nhén va theo déi chirc ning than khi bt du diéu
tri va thudng xuyén trong qua trinh phéi hop.

+  Thube ddi khing angiotensin IT (AIIA): Suy than cép & nhitng bénh nhan c6 nguy co (mét
nude & ngudi cao tudi, didu tri bang thude loi tiéu, suy giam chire nang thén) do giam do
loc cau than (trc ché prostaglandin giin mach do NSAID). Hon niia, lam gidm tac dung ha
huyét 4p. B nudce cho bénh nhén. Theo di chirc néng than khi bét dau didu tri va thuong
xuyén trong qua trinh phdi hop.
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+  Thubc trc ché men chuyén (ACEI): Suy than cép & bénh nhan c6 nguy co (ngudi gia, mat
nuée, ding thudc loi tiéu, suy than) do giam do loc cAu than (trc ché prostaglandin gidn
mach do NSAID). Nhiing téc dong nay thuong c6 thé dao ngugc dugc. Hon nifa, lam giam
tac dung ha huyét ap. B nuée cho bénh nhén va theo doi chiic nang than khi bét dau diéu
tri va thuong xuyén trong qua trinh phéi hop.

+ Methotrexat, ding voi liéu nhé hon hodc bing 20 mg/tm’%n: Tang ddc tinh, dédc biét la
déc tinh vé huyét hoc cua methotrexat (gidm do thanh thai thin ciia methotrexat do thude
chdéng viém).

+ Theo dbi céng thirc mau hang tudn trong nhing tudn ddu tién tham gia hiép hoi. Tang
cuong theo ddi trong trudng hop suy gidm chirc ndng than (thdm chi nhe), cling nhu &
ngudi cao tubi.

+  Pemeterxed (trong trueong hop chire ndng thin binh thuéng): Nguy co tang ddc tinh cia
pemetxed (giam do thanh thai qua thén ciia NSAID). Theo dai sinh hoc chirc néng than.

+  Tenofovir disoproxil: Nguy co ting doc tinh trén thin cua tenofovir, diic biét khi ding ligu
cao thubc chéng viém hogc khi co céc yéu té nguy co suy than. Trong trudng hop phéi
hop, theo d&i chirc néng thin.

+ Cobimetinib: Tang nguy co chay mau. Theo doi lam sang.

KET HQOP CAN XEM XET

+  Thudc chdng két tdp tiéu cau: Ting nguy co xudt huyét tiéu hoa.

+  Thude ke ché tdi hip thu serotonin cé chon loc (SSRI): Tang nguy co chay mau.

+ Thubc chen beta (triv esmolol): Giam tic dung ha huyét 4p (e ché prostaglandin gidn
mach béng NSAID va gitt mudi va nude bing NSAID pyrazol).

+ Deferasirox: Tang nguy co xudt huyét tiéu hoa va loét.

+  Glucocorticoid (trir ligu phap thay thé hydrocortison): Ting nguy co loét va xuét huyét
tiéu hoa.

+  Heparin (liéu dy phong): Ting nguy co chiy mau.
Pentoxifylin: Tang nguy co chay mau.

+  Thudc hén hop adrenergic - serotonergic: Tang nguy co chdy méu.

TUONG KY CUA THUOC:

Do khong c6 cac nghién ctru vé tinh tuong ky cia thubc, khong troén 14n thudc nay véi cic thube
khac.

T4c dung khong mong mudn ciia thude X

Nguy co huyét khoi tim mach (xem thém phan “Canh bdo va thin trong khi ding thuéc”)

Céc nghién ctru 14m sang cho thdy ring viéc sit dung ibuprofen, dac bi¢t khi ding ¢ lidu cao (2400
mg mdi ngay), c6 thé 1am tiing nhe nguy co xay ra céc bién ¢ huyét khéi dong mach (vi dy: nhdi
mau co tim hodc dot quy). Cac tac dung khdng mong mudn duoc quan sat thudng xuyén nhét 13 &
dudng tiéu hoa. Loét da day, thing hogic xuat huyét tiéu hoa, doi khi gy tir vong, ¢6 thé xay ra,
ddic biét & nguoi cao tudi. DA xay ra budn ndn, ndn, tiéu chay, ddy hoi, tdo bon, kho tiéu, viém loct
miéng, dau bung, dau bung trén, chudéng bung, dai tign phéan den, ndn ra mau, viém dai trang, dot
cp clia viém loét dai trang hodc bénh Crohn khi sir dyng NSAID. ft giip hon 13 viém da day. Phu,
ting huyét ap, suy tim va dau thit ngwe di duoc bdo cdo lién quan dén viéc diéu tri bang NSAID.

Tdc dung trén dudng tiéu hoa
Céc rbi loan tiéu héa nhu budn ndn, ndn, dau da day, khod tiéu, rdi loan van chuyén, loét tiéu hoa
¢6 hoiic khong c6 xudt huyét, xuét huyét tiém &n hogc khong thudong duoc b4o c4o. Tat ca nhitng

didu nay d&u phd bién hon vi liéu lwong st dung cao va thoi gian diéu tri kéo dai.

Phdn tkng qud min
+  Da liéu: Phét ban, ban, ngira, phti né, néi may day man tinh ning hon.
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+ Ho hdfp: Su xudt hién con hen & mot s6 dbi tuong cb thé lién quan dén di ing véi axit
acetylsalicylic hodc vai thubc chdng viém khong steroid.

+  Todn than: Phu Quincke, phan Gng phan v¢, so¢ phéan vé va cdc phan ting qua man khéc,

Tic dung trén da

+ Phét ban dat sin, hong ban da dang, ban xut huyét, phi mat.

+ Phan tng bét loi & da nghiém trong (SCAR) (bao gbm ban do da dang, viém da tréc vay,
phan ting bong nude (hdi ching Stevens-Johnson, hoi chimg Lyell) va hoai tur biéu bi
nhidm ddc): R4t hiém gap.

+ Phan tmg qua min do thude véi ting bach cAu &i toan va cac triéu chimg toan than (DRESS
hoic hoi chimg qué mn): Tan sudt khong 5.

+ Ngoai ban myn mu toan thn cép tinh (AGEP): Tén suét khong 16.

+ Dic biét, cac bién chimg nhiém trung nghiém trong & da va mo mém xay ra trong thoi gian
bi thuy déu.

+ Phan tng nhay cam voi anh sang: Tén suét khong 13.

Tdic dung trén hé thin kinh trung wong

7

Ibuprofen dic biét ¢ thé géy chong mat, chéng mat va dau diu.

Tdic dung trén thin
Tiéu ra mau, protein nigu.

Tdc dung khdc
+ Mot vai trudng hop hiém gip vé vén d@ thi lyc d& dugc béao céo.
Thiéu niéu, suy thén.
Viéc phat hién ra bénh viém mang néo vo khuén khi ding ibuprofen s& dan dén viéc nghién
ctru bénh lupus ban do hé théng hogc bénh md lién két.
Réi loan tai trong: U tai.
R&i loan toan than: Phi ngoai bién, sung tAy.
R&i loan gan mét: R6i loan gan, vang da, céc truong hop viém gan dac biét.
Réi loan tam than: Cling thing,
Réi loan ho hép, 16ng nguc va trung thit: Hen suy@n, co that phé quan, khé thé va th kho
khe.
Mgt sé bién dbi sinh hoc cd thé dwgc quan sdt
+ Gan: Ting thodng qua transaminase, cac bét thuomg khac vé chite ning gan.
+ Huyét hoc: mét bach cAu hat, thidéu mau, thiéu méu tén huyét, thiéu mau bit san, giam bach
cAu, giam tidu cdu, giam hematocrit va hemoglobin.
Bio cdo cdc trwong hop nghi ngo la tac dung khéng mong muébn
Viée bao céo céc truomg hop nghi ngo 12 tc dung khong mong mubn sau khi thude luu hanh 12 rat
quan trong. Diéu nay cho phép tiép tuc theo ddi sy cén béng loi ich/rti ro cua san phim. C4c nhan
vién y té duoc yéu ciu béo cdo bét ky trudng hop nghi ngd nao thong qua Trung tdm Quéc gia vé
Théng tin thude va Theo ddi tac dung khong mong mubdn ctia thubc.
Théng bdo ngay cho bdc st hodic dwgc s7nhitng phan ing co hai gdp phdi khi sit dung thuéc.
Qua liéu va cdch xit tri
Triéu ching
- Chéng mat.
- Dau bung, budn ndn, nén mira.
- Xét nghiém bat thuong chirc nang gan.
- Tang kali mé4u, nhi®m toan chuyén héa.
- Chéng miit, budn ngu, nhirc dau, mét y thic, co giét.
- Suy than.

+

+ o+ + 4+ o+
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12.

13.

- Khé thé, suy ho hép.
- Huyet ap thap. B i )
Trong trudmg hop ngd doc ning, nhiém toan chuyén héa co the xay ra.

X tri

- Chuyén ngay dén bénh vién.

- Loai bé nhanh chéng thudc da ubng bing cach rira da day.
- Than hoat tinh dé giam hip thu ibuprofen.

- Pidu trj triéu chimg.

Pic tinh dwge lyec hoe

Nhém duoe ly: Thubc giam dau ha s6t khéc.

Ma ATC: MO1AEO1.

Co ché tac dung )

Tbuprofen 12 thudc chéng viém khong steroid, thugc nhém pro-ion, ¢6 ngudn gde tir axit aryl
carboxylic.

N6 ¢6 céc tinh chét sau:

- Giam dau do viém.

- Ha sbt.

- Chéng viém.

- Uc ché chire niing tiéu cdu trong thoi gian ngin.

T4t ca nhitng ddc tinh nay déu c6 lién quan dén su ché tdng hop prostaglandin.

Tdc dung duoc luc hoc

Dit liéu thuc nghiém cho thiy ibuprofen c6 thé rc ché canh tranh tic dung khang tiéu cdu cia axit

acetylsalicylic lidu thip khi dimg ddng thoi. Cc nghién ctu duge luc hoc cho thy su giam tac
dung ctia axit acetylsalicylic dbi voi sy hinh thanh tromboxan hodic két tap tiéu cdu khi ding
ibuprofen véi liéu 400 mg trong vong 8 gid trude khi ding 81 mg axit acetylsalicylic phong thich
ngay l4p tiic hozc trong vong 30 phut. Tuy nhién, sy khong chc chin vé phép ngoai suy ciia ching
trong 1am sang khong thé loai trir rang viée sit dung ibuprofen thuong xuyén, lau dai co thé 1am
giam tac dung bao vé& tim mach ctia axit acetylsalicylic lidu thdp. P6i v&i viée thinh thoang six
dung ibuprofen, tdc dung c6 y nghia ldm sang kho xay ra.

Dic tinh dwge dong hoc .
Dugrc ddng hoc ctia ibuprofen tuyén tinh & licu di€u tri.

Hiip thu

Nong dg tbi da trong huyét thanh dat dugce I:élt nhanh, khoang 30 phut sau khi ubng.
Sau liéu duy nhat 1 vién 400 mg, nong d t6i da trong huyét thanh khoang 50 pg/ml.
Thitc #n 1am chdm sy hap thu cta ibuprofen.

Phdn bo

Viéc st dung ibuprofen khong 1am phat sinh hign tuong tich lily. N6 lién két 99 % véi protein
huyét tuong.

Trong dich khdp, ibuprofen dugc tim thdy véi ndng d6 6n dinh trong khoang thoi gian tir gi¢y thir
hai dén gio thir tdm sau khi ubng, Cmax trong hoat dich xép xi bing 1/3 Crmax trong huyét trong.
Sau khi cho con b, phu nit uéng 400 mg ibuprofen mdi 6 gid, luong ibuprofen tim thiy trong sita
cta ho it hon 1 mg mdi 24 gid.

Chuyén héa

Ibuprofen khéng c6 tac dung cam tmg enzym. 90 % trong sb d6 duge chuyén héa & dang chét
chuyén héa khong hoat tinh.
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14.
15,
16.
17.

Thai trie

Thai trir chit yéu qua nuée tidu. N6 tdn tai hoan toan trong 24 gid, véi ty 1¢ 10 % ¢ dang khong
d8i va 90 % & dang chét chuyén hoa khong c6 hoat tinh, chu yéu 1a chét lién hop glucuronid.
Thoi gian ban thai 1a khoang 2 gio.

Céc théng s6 dong hoc ctia ibuprofen it thay dbi & ngudi suy than va nguoi suy gan. Nhiing rdi
loan quan sat duge khong chimg minh duge vige didu chinh lidu lugng.

Quy cach déng géi: Vi 10 vién, Hop 3 vi; 5 vi; 10 vi. Chai nhua 100 vién va 200 vién.

Piéu ki¢n bao quin: Bao quan thube & noi kho, thoang, tranh anh séng, nhigt do dudi 30°C.
Han ding cia thube: 36 thang ké tir ngiy san xudt.

Tiéu chuén chét lwong ciia thude: Tiéu chuén co s6.

Tén, dia chi ciia co 56 sdn Xuéit
CONG TY CO PHAN US PHARMA USA
L6 B1-10, Pudng D2, Khu céng nghiép Tay Béc Ct Chi, ap Bau Tre 2, xa Tén An Hoi,
Huyén C Chi, Thanh phé H6 Chi Minh
Moi thic méc va thong tin chi tiét, xin lién h¢ s6 dign thogi 028-37908860

US PHARMA USA
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