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TO HUONG DAN SU DUNG THUOC
1. Tén thudc: Ibuhadi stoff.
2. Céc déiu higu heu ¥ va khuyén cfo khi ding thude.
“Doc kj hudng din sir dung trude khi ding”
“Dé xa tam tay tré em”
“Théng bdo ngay cho bde sp hodc dwpe s7 nhifng tdc dung khéng mong mudn gdp phai khi
str dung thude”
3. Thanh phin edng thirc thude.

, Ibuproien 200mg
Dwoe chat

Phenylephrin hydroclorid Smg
Ta dwge: Avicel pH102, Aerosil, PVP K30, Tale, Magnesi stearat,
HPMC 606, HPMC 615, PEG 6000, Titan dioxyd, Brilliant Green

4, Dang biao ché: Vién nén bao phim.

5. Chi dinh.

Pé gidm céc triéu chimg cam lanh vA cam ctim kém theo xung huyét, bao gém dau nhire,
nhirc du, sbt, dau hong, nghet miii va xoang.

vira di cho ! vién.

Gidam dau va chéng viém tir nhe dén vira: Trong mét s6 bénh nhu nhire dau, dau ring.

6. Cich dung, lidu ditng.

D6i véi dudmg udng va chi diing ngfin han.

Ngutsi 16n, ngusi gia va tré em trén 12 tbi;

Nén dung liéu thdp nhit ¢6 hiéu qua trong thai gian ngin 14 cin thiét dé 1am gidm / kiém soat
cac triéu chirng va giam thidu céc tdc dung khéng mong muén. Bénh nhan nén tham khao y
kién bac si néu cac triéu chirng van ton tai hodc trim trong hon, hodc néu thude duge uéng
trong hon 10 ngay.

Ubng 2 vién mbi 8 gidy. Ding it nhit 4 gid gifta ce lidu va khéng viuot qua 6 vién trong
khodng thri gian 24 gid.

Tré em:

Khong diing cho tré em duéi 12 tudi.

7. Chéng chi dinh.

« Mién cim v&i cde hoat chit hodc bit ky ta duoc cta thube.

- Ting huyét 4p ning, nhdi mau co tim, bénh mach vanh.

« Qui man véi aspirin hodic voi cac thuée chdéng viem khéng steroid khac (vi du nhu hen,
viém miii, ndi may day sau khi diing aspirin).

+ Loét da day tA tring tién trién. ,

« Npurdi bénh bi hen hay bi co thit phé quan, rdi loan chay méau, bénh tim mach, tién sit loét
da day ta trang, suy gan hofic suy thén (ting nguy co rbi loan chrrc nang thin).

» Ba thang cudi cta thai ky.

» Cudng giap nang.
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» Khong ding cing véi cac thude e ché MAO hoiic d3 ngimg str dung thudc trc ché MAO
chura qua 14 ngay va phu nit ¢é thai trong 3 thing diu.

+ Nhitng bénh nhén bj phi dai tuyén tien liét

8. Canh béo va thin trong khi ding thube.

Thuprofen

Téc dung khong mong mudn cé thé duge gidm thidu bing cach st dung liéu thip nhét co
hiéu qua trong thoi gian ngén nhit cin thiét ¢ kidm soat cc tridu chimg (xem nguy co tidu
héa va tim mach duédi diy).

Neudi cao tudi

Ngutri cao fudi ¢d nguy co gia ting két qua ciia cdc phan img bét lgi véi NSAID, dic biét 1a
chéy méu va thing dudng tiéu héa co thé din dén tir vong.

Co thit phé qudn c6 thé 45t ngdt & nhimg bénh nhin bi holic cé tién sir hen phé quan holic
bénh di tmg.

NSAID khac

Viéc sit dung san phim thudc nay ddng thai véi cac NSAID, ké ¢ cac chét irc ché COX-2
nén tranh.

SLE va bénh md lién két hdn hop

Lupus ban do toan thin va bénh mé lién ké&t hdn hop - ting nguy co viém mang nfo v6
khuén.

Thén

Suy than nhu chirc ning thin co thé x4u di hon nixa.

Gan

Réi loan chirc ning gan.

Cac anh hudng 1€n tim mach va mach mdu nfo

CAn thin trong (thao luén véi bac sT hodc drge si) trirde khi bit déu diéu trj & nhitng bénh
nhén c6 tién sir ting huyét ap va / hodc suy tim khi gitt nude, ting huyét ap va phd né da
duge bao cdo khi k&t hop véi liéu phap NSATD.

Céc nghign ciru 1dm sang cho thdy sir dung ibuprofen, dic biét & liéu cac (2400 mg / ngay)
va didu tri ldu dai co thé lam ting nguy co huyét khéi dong mach (vi du nhéi mau co tim
hodic dot quy). Nhin chung, cac nghién ctru dich t&8 hoc khéng cho thiy ibuprofen lidu thép
(vi du < 1200 mg mdi ngay) cd lién quan dén ting nguy co cic bién cb huyét khdi dong
mach.

Bénh nhan ting huyét 4p khéng duge kidm soat, suy tim sung huyét (NYHA II-ID), bénh tim
thidu mau cuc bd, bénh dong mach ngoai bién va / hodc bénh mach mau ndo chi nén ducc
diéu trj bang ibuprofen liéu cao (2400 mg / ngay) sau khi cdn nhéc cdn thén.

Cin cin nhéic cin thin trudc khi bit dau didu trj lau dai cho bénh nhan ¢4 yéu té nguy co cho
cdc bién ¢b tim mach (vi du tang huyét ap, ting lipid méu, déi thao dudng, hit thude), dic
biét néu ding ligu cao ibuprofen {2400 mg / ngay).

LN
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Suyv gidm khé niing sinh san ciia phu nir

Cé bang chiing han ché ring cac loai thude, te ché téng hep cyclo- oxygenase /pnostaglandm
cé thé gy suy giam kha ning sinh sdn cia phu oif do anh huéng dén su rung trimg. Diéu nay
c6 thé dio nguoc khi rat khoi didu tri.

Ticu hoa

NSAID nén duge sir dung cén than véi bénh nhin cé tién str bénh dwdng tiéu hoa (vidm loét
dai trang, bénh Crohn) vi tinh trang ndy cé thé trdm trong hon.

Xuit huyét, loét hoic thung dudng tiéu hoa ¢ thé giy tir vong, di duge bdo cdo véi tht ca
cac NSAID bit et Iic ndo trong khi didu tri, ¢6 hodic khéng ¢é triéu chimg cinh bao hojc
tién sir cha cc l4n tiéu hoa nghiém trong.

Nguy co xudt huyét tiéu héa, loét hodic thing 1a cao hon khi téing lifu NSAID, & nhitng bénh
nhin co tién st loét, dic biét néu phirc tap voi xuét huyét hodc thing va & ngudi cao
tudi. Nhitng bénh nhin nay nén bit dau diéu tri v6i lidu thip nhét c6 dap tmg.

Bénh nhdn cd tién sir ngd ddc dudmg tidu hoa, dic biét 1a nguwdi cao tudi, nén bio cdo bat ky
tridu chimg bét thuong & bung (dac bidt 1a xudt huyét tiéu hoa), dic biét trong giai doan diu
didu tri.

Cén thin trong & nhimg bénh nhan dimg thudc ddng thoi ¢6 thé lam ting nguy co loét hodc
chay mau, chéng han nhu corticosteroid duédng u(')ng, thude chéng dong mau nhv warfarin,
chét trc ché chon loc tai hip thu serotonin hodc thude chdng tidu clu nhir acid acetylsalicylic,
Khi xuit huyét hofic loét dudmg tiéu héa xiy ra & nhimg bénh nhin ding ibuprofen, nén

ngung didu tri.

Da liéu

Phén {mg da nghiém trong, mdt s6 trong s& d6 gdy fir vong, bao gom viém da tréc vy, hdi
ching Stevens-Johnson va hoai tir bidu bi ddc, dd duge bao cdo rit hiém khi két hop vdi viée
sir dung NSAID. Bénh nhén dudng nhu ¢ nguy co cao nhit ciia nhimg phén Ung nay sém
trong qua trinh didu tri: su khdi phéat cia phan img xay ra trong phin 16n cic trudng hop
trong thang diéu tri ddu tién. San phim thudc nay nén dugc ngung & lan xudt hién diu tién
cia phat ban da, tdn throng niém mac hodc bét ky ddu hiéu qua mén nio khac.

Phernylephrin hydroclorid

Phenylephrin nén dugc st dung cén thin & nhitng bénh nhan bi bénh tim mach, dai thao
dudng, ting nhin ap gde dong va ting huyét ap.

9, Sir dung thudc cho phu nir cé thai va cho con b

Thoi Iy mang thai

lbuprofen

C6 thé we ché co bép tir cung va 1am chim 2. Ibuprofen ciing cé thé giy ting 4p lyc phdi
ning va suy hd hip nang & tré so sinh do déng sém dng dong mach trong tir cung. Ibuprofen
{rc ché chirc nang tiéu céu, 1am tang nguy co chay mau. Do vrc ché tong hop prostagladin nén
cb thé giy tic dung phu trén hé tim cha thai. Sau khi udng cic thudc chdng viém khéng
steroid cling ¢ nguy co it nude 8i va vé nidu & tré so sinh. Trong 3 thang cuéi thai ky, phai
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hét stic han ché sir dung ddi vdi bit e thube chéng viém nao. Cae thudc nay chéng chi dinh
tuyét dbi trong vai ngay trirde khi sinh.

FPhenylephrin hydrociorid

Ding Phenylephrin hydroclorid cho phu nit c6 thai giai doan muén hoge hic chuyén da, lam
cho thai d& bj thiéu oxy mau va nhip tim chdm, 14 do tir cung ting co bop va gidm luu lugng
mau toi {r cung.

Thoi ky cho con bu

lbuprofen

Ibuprofen vio sita me vt it, khéng dang ké. It kha niing xay ra nguy co cho tré & lidu binh
thudmg v6i me. Cac nha san xudt vin khuyén cao khdng nén ding ibuprofen trong thori gian
cho con bd vi nguy co e ché prostagladin tidm tang & tré so sinh.

Phenylephrin hydroclorid

Thir nghiém trén déng vit chi ra ring phenylephrin hydroclorid co thé lam gidm san xuét
sita, va do d6 thude ndy khong nén duge sir dung trong qua trinh cho con bu.

Anh hudng cua phenylephrin hydroclorid di v6i kha niing sinh sdn ctia nam hodc nif chua
duoc nghién ciiu.

10. Anh hwdng ctia thude 18n kha niing lii xe, vin hinh may méc.

Khéng dir kién & lidu khuyén céo va thoi gian didu tri.

11. Tuong tic, twong ky cia thude.

Ibuprofen

ITbuprofen khéng nén str dung két hop véi:

Acid acetylsalicylic

Trir khi ding acetylsalicylic acid lidu thip (khong qué 75 mg mdi ngay), bic si khuyén ding
ddng thoi ibuprofen va acid acetylsalicylic khéng dwoc khuyén cdo vi khd ning ting tic
dung phu.

Dit lidu thyc nghiém cho thdy ibuprofen ¢é thé tc ché cach tranh tic dung cia acid
acetylsalicylic lidu thip 18n sur két tip tifu cdu khi ding déng thoi. Mic db ¢6 sy khong chic
chin vé& ngoai suy dit lidu ex-vivo ndy véi tinh trang 1dm sang, nhung kha nang st dung
ibuprofen thudmg xuyén, lau dai c6 thé lam giam tic dyng bdo vé tim mach cia acid
acetylsalicylic liéu thap khéng thé loai trir. Khéng ¢6 higu qua 1dm sang lién quan dugc coi la
cd co hi cho viée sir dung ibuprofen.

Céc NSAID khéc bao gdm cac chét e ché chon loc COX-2

Tranh sir dung déng thei hai hodc nhidu NSAID vi dién ndy c6 thé [am ting nguy co phin
{tng bét loi.

Ibuprofen nén duoc sir dung thdn trong két hop voi:

Thubc chdng déng mau

Céc thude NSAID c6 thé 1am téng tac dung cia thude chéng déng méau nhu warfarin.

Thudc ha huyét 4p va thudc loi tiéu
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NSAID cb thé lam gidm tac dung ciia cac leai thude nay va cé thé gay ting kali mau & bénh
nhin dudi céc lidu phép didu tri nay. Thude loi tidu c6 thé lam ting nguy co ddc tinh trén
than.

Corticosteroid

Tang nguy cc loét hodc chdy mau dudng tiéu hoa.

Cac tac nhén chdng tiéu ciu va cic chét irc ¢ché tai hip thu serotonin c6 chon loc (SSRIs)
Tang nguy co xudt huyét tidu hoa.

Glycoside tim

NSAID ¢6 thé lam trim trong thém suy tim, giam GFR va ting ndng d6 glycoside huyét
trong.

Lithiuvm

Pi cd bao cao ibuprofen lam ting ndng do huyét twong cia lithi 18n 12-67% va gidm thai trir
qua than. Co ché cia twong téc ndy chira rd nhung sir e ché téng hop prostagladin ¢6 thé
anh huwéng dén sy thai trir lithi & than. MOt s6 nha lim sang khuyén cdo khong nén dung
ddng thot lithi véi ibuprofen. Tuy nhién, ndu ding déng thdi phai theo dbi chit ché cac déu
hidu ngd ddc lithi va ndng d6 huyét trong cia lithi phai duoc theo d&i khi bit dau sit dung
ddng théri thude va hiéu chinh cic lidu tiép theo. Cé thé phai giam lidu lithi & mdt sé bénh
nhan va cin hiéu chinh lidu tithi khi ngirmg ding ibuprofen.

Methotrexate

C6 kha ning ting methotrexat huyét tuong,

Ciclosporin

Ting nguy co nhiém ddc trén thin.

Mifepriston

Khéng nén sir dung NSAID trong 8-12 ngay sau khi ding mifepriston vi NSAID c6 thé lam
gidm tdc dung cha mifepriston.

Tacrolimus

Co thé ting nguy co nhiém ddc trén than khi sir dung NSAID ciing vdi tacrolimus.
Zidovudine

Tang npuy co déc tinh trén mau khi NSAID duge ding cing zidovudine. Cé bang chitng vé
ting nguy co xuét huyét va tu mdu trong HIV (+) haemophiliacs nhén dugc didu tri déng
thoi véi zidovudine va ibuprofen.

Khang sinh Quinolone

Ibuprofen va cac thubc chdng viém khéng steroid khic 1am ting ADR cia cac khang sinh
nhém quinolon 18n hé thin kinh trung wong va c6 thé din dén co giat.

Phenylephrin hydroclorid

Thuéde kich thich thin kinh giao cam, thude gidn mach v céc thude chen beta

Phenylephrin cb thé turong tic bat loi véi cdc thubce kich thich thin kinh giao cdm, thudc giin

mach va cac thudc chen beta.
Chét \tc ché monecamine oxidase (MAOQIs)
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Phenylephrin khéng dugc khuyén cdo cho bénh nhan hién dang hoic trong vong hai tudn
npirng diéu trj bang thudc irc ché monoamine oxidase (MAOQIs).

12. Tdc dung lhéng mong mudn cia thube.

Thuprofen

5 - 15% ngudi bénh co tic dung phu vé tigu hoa.

Thirong gdp, ADR > 1/100

Toan thin: §6t, méi mét.

Tiéu hoa: Chudng bung, budn ndn, ndn.

TKTU Nivrc diu, hoa mit chong mit, bon chn.

Da: Min ngira, ngoai ban.

It géip, 14100 > ADR > 1/1000

Toén thin: Phan ‘mg dj tmg (diic biét co thit phé quan & ngudi bénh b hen), viém mii, ndi
may day. \

Tiéu hoa: Dav bung, chay méu da day - rudt, lam loét da day tién trién.

TKTU: Lo mo, mét ngi, 1 tai,

Mit; Ri loan thi gide.

Tai: Thinh Iuc giam.

Mau: Thoi gian mau chay kéo dai.

Hiém gap, ADR < 171000

Tean than: Phiy, ndi ban, hi chimg Stevens - Johnson, rung téc, ha natri.

TKTU: Trim cam, viém mang nfo v6 khudn va hén mé, nhin mé, rdi loan nhin mau, gidm
thi Iye do ngd ddc thude.

Méu: Giam bach céu, giam tiéu chu, giam bach cu trung tinh, ting bach ciu va eosin, gidm
bach cdu hat, thiéu mau.

Tiéu héa: Rbi loan co bép thi mat, cac thiy nghiém thim dod chire ning gan bét thudng, nhiém
déc gan. Viém rudt hoai tir, héi chirng Crohn, viém tuy.

Tiét nidu - sinh duc: Viém bang quang, dai ra mau, suy thin cdp, viém thin k&, hoi chimg
thén hu.

Da; Nhay cdm véi anh sang,

Hiwéng din cdch xiv irf ADR

Néu ngudi bénh thiy nhin md, giam thi lwe, hodc rdi loan cam nhéin mau sic thi phai ngimg
dung ibuprofen.

Néu c6 réi loan nhe vé tidu héa thi nén udng thude e &n hay vdng voi sira.

Phenylephrin hydrocloridd

Thuong gdp, ADR >1/100

Thin kinh trung wong: Kich d¢dng thén kinh, bén chén, lo &u, kho ngt, ngudi yéu mét,
choing vang, dau trudc nguc, run rﬁy, di cam dau chi.

Tim mach: Tang huyét ap.
Da: Nhot nhat, triing béch, cém gidc lanh da, dung 16ng téc.
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Tai chd: Kich ing tai chd.

It gap, 171000 < ADR < 1/100

Tim mach: Tang huyét 4p kém phi phdi, 1oan nhip tim, nhip tim chim, co mach ngoal vi va
ndi tang lam gidm tuéi mau cho cic co quan nay.

Hé hip: Suy h hip.

Thin kinh: Con hung phén, Ao gide, hoang tudng,

Da: Hoai tir hojc troc vy, néu tiém dé thude thodt ra ngoal mach.

Tai mét: Giai phéng cdc hat sic t6 & méng mit, 1am mé& gide mac.

Hiém giip, ADR < 1/1600

Tim mach: Viém co tim thanh &, xudt huyét dudi mang ngoai tim,

Hiedng diin cdeh xit tri ADR

Nhip tim chdm do phéan xa ¢6 thé khiic phyc dugc bing atropin.

Tang huyét dp do tai bién cia phenylephrin co thé khic phuc bing cach dung thudc chen
alpha nhu phentolamin.

13. Qua liéu va edch xir tri,

lbuprofen

Cé it thong tin v& xay ra doc tinh cip vdi ibuprofen. ADR do qua liéu ibuprofen thuomg phu
thudc vao twong thube udng va théi gian ubng. Tuy nhién vi sy dép ‘g voi thube 1a khac
nhav nén qué lidu phéi danh gi4 trén timg cé thé.

Céc tridu chimg vé qua liéu ibuprofen di duge bio céo gdbm: Dau bung, budn nén, ndn, thy o
va ngl ga, c6 thé xay ra dau ddu, con co cing, e ché TKTU, co gidt, ha huyét &p, nhip
nhanh, thé nhanh vA rung nhi. Cé bae céo nhung hiém v& nhidm toan chuyén héa, hén mé,
suy thin céip, ting kali huyét, ngimg thé (chd véu & tré nhd), e ché hd hip va suy hé hép.
C6 su lién quan rét it giita ndng d6 ibuprofen trong méau va cac phan (ng nghiém trong xay
ra khi qué lidu tbuprofen.

(J tré em tinh liu theo trong lwgng co thé cé thé giup dy doan trude nguy co doc tinh nhung
nén ddnh gia trén timg c4 thé. Mot nha san xudt v mdt s6 nha ldm sang khuyén cae ring liéu
dudi 100 mg/kg ibuprofen it xay ra dde tinh & tré em. Lidu 100 - 400 mg/kg cén udng khi déi
v theo déi tré tai co s& y té 4 i sau khi udng thudc. Vi lidu trén 400 me/kg can can thiép
bi‘mg thude ngay lap tirc, theo ddi chit ché, didu tri hé tro, khdng khuyén céo stir dung céc
thude gay ndn do nguy co giy co gidt va hit vio da day.

Thudmg 13 diéu trj triéu chimg va hd trg. Néu di ubng qua liu thi cin ap dung nhimg bién
phap sau ddy nhdm ting dao thai v bit hoat thudc: nira da day, gy nén va loi tidu, cho ubng
than hoat hay thube tiy muéi, Néu ning: thim tach mau hodic truyén mau. Vi thude giy toan
hoa va dao thai qua nuée tidu nén vé 1y thuyét s& ¢6 lgi khi cho truyén dich kiém va loi tidu.
Cén phai theo dbi, kiém soat nguy co ha huyét 4p, chay méu da day va toan hoa mau.
Phenylephrin hydroclorid

Tridu cing: Ding qua lidu phenylephrin 1am ting huyét 4p, nhire diu, con co giat, xuit
huyét nio, danh tréng nguc, ngoai tam thu, di cdm. Nhip tim chadm thudng xiy ra sém.

AR
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Trong diéu tri nhip nhanh kich phat trén thét, khi tiém tinh mach nhanh, néu qua liéu, s& giy
ra con nhip nhanh that ngén, hoic ngoai tim thu that.
Xir tri: Tang huyét ap c6 thé khic phuc bing cach ding thudc chen o-adrenergic nhur
pheniolamin 5-10 mg, ti€ém tinh mach; néu cin, cé thé lap lai. Thim tach mau thurdng khong
¢d ich. Cén chn ¥ didu tri trigu chimg vi hd tro chung, chim soc y té.
14. Quy cich dong gi.
Ep vi AL/PVC, Hop 3 vix 10 vién, hép 6 vix 10 vién, hop 10 vix 10 vién.
Poéng 1o nhya; Hép 1 1o x 100 vién,
15. Pidu kién bio quan, han diing, tidu chuin chit lvong cia thube.
Bdo gudn: Noi khé mat, nhiét d6 duai 30°C, tranh anh sang.
Han ding cia thude: 36 thang ké tir ngay sén xudt.
Tiéu chudn chat lwong ciia thuée: TCCS.
16. Tén, dia chi ciia co’ s¢' san xuiit thude.
— Cong ty CP Dugc Ha Tinh
k2 167- Ha Huy Tip - Thanh phé Ha Tinh
HADIPHAR DT 02393 854617 - 02393 855906. Fax: 02393 856821




