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, CONG TY IBUPARA ANSBA
ch PHAN % (Paracetamol 500 mg. ibuprofen [50 mg)
“Dé xa tam 1oy tré em”

“Doc kv heang ddn sie dung trwde khi diog

Mdi vién nén bao phim ¢ chira:
Thanh phan hoat chdt: Tbuprofen... ... oo ... 150 mg
Paracetamol,..... ... v 300 Mg
Thanh ph{i.n ta dwee: Microeryvstalline cellulose MU0 pregelatiniscd starch, natri crosscarmellose,
natri Alawrvisulfar, PVP K30, colloidal  anhvdrous  silica, magnesi siearal,  Opadry  white
(Hypromellose. titanium dioxide, ethvlcellulose. triaceting.
2. DANG BAO CHE
Vién nén bao phim.
MG ta: Vién nén bao phim dai. mau tring, canh va thanh vién lanh lan

3. CHI DINH
- Giam dau, ha sot, chong viém
4. CACH DUNG. LIEU DUNG

Liéu ding:

Nguwdi lom va tre em trén 12 moi: Ubng 1-2 vién/ lan, 4-6 gio/lin. T6i da udng 8§ vién trong 24 gidy

Tré em dwei 12 méi: Khong duge khuyén cao cho tré em dudi 12 toi

Ciich dung:

San pham dugc ding dudmg udng, udng vién thude vai mot it nude.

5. CHONG CIII DINH

San pham nay duge chéng chi dinh trong cac truony hop:

- Bénh nhdn man cam véi ibuprofen, paracetamol hodc bat e thanh phin nav cua thudc.

- Bénh nhan suy tim va suy thin nang ( Tée do loc cau thin dudi 30 ml/phit)

- Phuy nir ¢ thai trong ba thang cudi thai ki

- Bénh nhin nehién rirgu

- Bénh nhin da wdi qua hen suyén hodc phan @ng Jdi tng nghiém tong sau khi dung aspirin hodc
NSAID khae

-~ Bénh nhan xudt huyét tiéu hoa hodc loét da day 1d trang

- Ding dong thoi véi cie san pham khée ¢é chira Ibuprofen. aspirin. hodc vai bat ki loai thude chong
viem NSAIDs nio khac

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Str dung trong triomg hop mac bénh gan man tinh hoic ticn st bénh wan

Paracetamol o li¢u cao hon khuyén ¢do ¢6 thé dan dén doc tinh gan va tham chi suy gan va tr vong,

Paracetamol c¢o the duce su dung o bénh nhin mic bénh gan va di durge nehicn clru ¢ ca liéu duy

nhat (1500 mg) va nhiéu liéu (4000 me / ngéy) ¢ bénh nhén truong thanh mac bénh gan man tinh.

Mot nghién ciu chéo hai lan, mi doi da duoe tién hanh dé danh gia vide s dung 4000 mg / ngay

paracetamol wong 13 ngay ¢ nhirng bénh nhian mac bénh gan. Khang ¢o bit thubng cho thay phan

irng bat lgi voi paracetamol. Sy trao dbi chit sau mot liéu 1500 me duy nhit duge so sanh o cée

doi tugng binh thudng, bénh nhén mac bénh gan nhe va bénh nhan mac bénh gan nang. Khéng ¢o
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su khac biét dang ké trong bai tiét 1iét niGu tong thé 24 pio cia paracetamol va glucuronide, cysteine
vd axit mercapturic lién hop cua paracetamol, Sau mot liéu paracetamo (10 mg / kg), dir licu
duge dong hoe o bénh nhan mac bénh gan nhe, trung binh hodc nang khong khic bigt dang ké. Mic
du thoi gian ban thai eia paracetamol kéo dai o nhirng bénh nhan mac bénh gan nang, nhung khong
¢O sy khdc biét dang k& trong bai Liét paracetamol 1ét niéu 24 il (neuoi lon) va 36 gilr (tre em)

hodc lién hop (clucuronide, cysteine, axit mereapturic),

Ibuprofen:

Bénh nhan bi suy siam chirc nang gan hodc tién su bénh gan dang dicu tri ibuprofen lau dai nén
duogc theo doi chire nang ga thuong xuyén. Ibuprofen da duge bao cao 13 ¢6 tide dung nho va thodng
qua doi vai men san.

Cac phan tng gan nghiém tong. bao gdm vang da vi cac truong hop viem gan gay (0 vong, mice du
hiém gip. da duoc bio cio vai ibuprofen nhu vii cac NSAID khie, Néu cac xét nghiém gan bit
thudmg kéo dai hoic xdu di, hodc néu cac ddu hiéu lam sang va triéu chirng bénh gan phat trién. hoiic
néu cac biéu hi¢n toan than xav ra (vi du: bach ¢au i toan. phat ban. v.v ). nén neimg ibuprofen
Su dung trong benh than suy thin

Paracetamol ¢0 thé duge su dung o nhamg bénh nhan mae bénh than man tinh ma khong can diéu
chinh liéu lugne. Trong mot nghién ciru liéu duy nhat, phan bé va dong hoc chuyen hoa caa 1000 mg

paracetamol duoc so sanh & nhimg bénh nhan mac bénh than va o nhimg tinh nguyen vien khoe manh.
Su phuc hditict ni¢u phan doan cua paracetamol vi cac lién hop cuano (vidu: glucuronide, sulphate,
cysteine. mercapturate) wong o nhtmg tinh nguyen vien khoe manh va o nhing bénh nhén suy
than vira phai. Trong mot nghién cdu kéo dai 10 ngay. nhicu licu. vice su dung paracetamol 3000
mg moi ngay o nhitng tinh nguyén vién khoe manh dugce so sanh vai bénh nhan suy thin man tinh.
Sy gia ting nhe ndng do paracetamol duge ghi nhan & nhirng bénh nhan suy than (3.1 pg /mL) so
vai cae ddi ching (1.1 pe/mL). nhung khong ¢o bing chimg vé su tich - cic chét chuyén héa ¢o
nguon goe tir elutathione cua paracetamol (vi du: cvsteine, mercapturate). Mac di néng do trong
huyét twong hang ngay cua sulphate va glucuronide [ién hop cao hon o bénh nhin mac bénh thin man
tinh, nhitng lién hop nay bién mat nhanh chdong khi naung paracetamol. Khong co nguy co dang ké
nhiém dgc paracetamol & nhing bénh nhan suy than tu trung binh dén ning.

Ibuprofen:

Can than trong khi bat dau diéu tri bang ibuprofen o nhirng bénh nhin mat niroe ding ké.

Hai chit chuyén hoa chinh ctaibuprofen duge bai 1iét chu yéu trone nude tidu va suy giam chire
nang thin ¢o thé dan dén surtich tu coa ching. Y nghia cua dicu nay vin chua duoe biét dén. NSAID
dd duge bio cdo gay dde cho than dudi nhiéu hinh thie khac nhau: viém than ke. héi chirg than va
suy than. O nhirng bénh nhan suy than, tim hodc gan. nhimg ngudi ding thude loi tiéu va thude ire
chémen chuyén. va ngudi cao tudi, can than trong vi viée sir dung thude uhfmg; viem khéng steroid
6 thé ddn dén suy giam chire nang than. Liéu luong nén duge gir o mie thap nhat cé thé va chire
nang than nén dugc theo ddi o nhing bénh nhan nay.

Bénh nhin cao

Paracetamol: Khong can didu chinh liéu lugng khuyen cao cho nhimg benh nhan lon tudi cn diéu
tri paracetamol. Nhime ngudi can di¢u tri lau hon 10 neay nén tham khao v kién bac si dé theo doi
tinh trang; tuy nhién. khong can giam liéu kKhuyén nghi.
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Ibuprofen; Khong nén dang IThuprofen cho nguéi 1om trén 65 tudi mi khong xem xét cae bénh di kem

va thude ding dong thoi vi nguy co b ton thuong bét loi, dac biét 14 suy tim. loét dwang tiéu hoa vi

suy than,

Téc dong 1én miu

Paracetamol:

Thiéu hut glucose-6- PImsphaTc Deh»droaena@.; (GOPDY) Trong liu diéy trj. paracetamol khong it
llLdﬂ tudi tho cua cic té bao I*mrm cdu v khong tao ra bat ky sy pha huy lam sang nao cia (_31. té bao

héng cdu luu hanh. N6 ¢o thé lam thay d6i sy trao doi chiit caa thuée chéng dong duomg ubng (xem
Tuwong tac vai cic loai thube khae).

Ibuproten:

Theo doi huyét hoc, rdi loan mau hiém khi duoc bio cio. Bénh nhan dicu i lau dai hfmg ibuprofen

nén duge theo doi huyét hoc IhLI‘t‘TI]}:_ Xuyén.

Céc khiém khuyét vé dong mau gidng nhur cac NSAID khac. ibu profen ¢d thé e ché sy két tip tiéu
ciu, [buprofen da duge chimg minh la kéo dai théri gian chay mau (nhung trong pham vi binh thuong),

& cae di twgng binh thuong. Boivi hicu ang chay miu kéo dai nay ¢ thé duge phong dai o nhing
bénh nhan ¢o khuyét tat vé déng mau tiém an, ibuprofen nén dugesu dyng thin trong & nhitng ngudi

bi dong méau ndi tai va nhirng nguoi diéu tri chong dong méu.

Tac dong hé tiéu hoa:

Loét dudng ti¢u hod trén. chay mau hodc thing da duge mé ta vai NSAID Nauy co tang theo liéy
lwgng va thoi ion diéu tri vipho bién hon & bénh nhiin 1rén 65 tdi Mot sé benh nhin sé bi kho ticu,

¢ nong, buon non, dau da day hodc tiéu chay.

[buprofen nén duoe st dung hét sire than trong. va o liu hiéu qua thip nhat trong thai gian ngin
nhat, o nhirng bénh nhin ¢6 tién sir xudt huyél tidu hiva hode loét vitinh trang cua ho co thé tro nén
(rim trong hon.

IBUPARA ANSBA nén ngime néu co bit ky hénp chirmg nao vé xudt huyét 1iéu hoa

Vige st dung déng thoi aspirin va NSAID ciing lam tang nguy co cic tac dung phu nghiém trong

vé duong tiéu hoa.

Tdc dong lén tim mach

Ibuprofen:

Dir liéu dich 1é hoc cho thay viée sur dung ibuprofen. diic biét la o licu cao (2400 mg / hang ngay)

¢o thé lién quan dén tang nguy co bién ¢d huyét khoi dong mach nhu nhéi mau co tim hodc dot quy.
Nhin chung. cic nghién ciu dich t& hoc khong cho thay ibuprofen licu thap (= 1200mg / ngay) c6
lién quan dén tang nguy co cac bién ¢b huyét khdi dong mach.

Bénh nhén tang huyét ap khong kiém soat duoc. suy tim sung huyét. bénh tim thicu mdu cue ba, bénh

dong mach ngoai bién va / hoac bénh mach mau nio chi nén duge diéu tri béng ibuprofen sau khi

can nhic ki luomg. Can cin nhic wong tu trude khi bat dau diéu tri o nhirng bénh nhin ¢é yéu 1o
nguy co bitn ¢O tim mach (vi dy: tang huyét ap. tang lipid mau, dai thao d wong va hit thuoc la).
Khéng ¢6 biang chimg nhét quan cho thay viée su du ng dang thoi aspirin lam giam nguy co gia tang

cdc bien huyét khoi tim mach nghiém trong lién quan dén viéc sit dune NSAID.

Tang huyet ap

NSAID ¢o thé dan dén khai phat ting huyét ap hodc lam trdm trong thém tang huyét ap tir truoe va
bénh nhan ding thude hg huyét dp véi NSAID ¢6 thé giam hiéu qua ha huyét ap. Than trong khi ké
don NSAID cho bénh nhan tang huyét ap. Huyét ap nén droc theo doi chat ché trong qua trinh bit

dau diéu tri NSAID va trong khodang thoi gian déu dan sau do.

o

Foree o
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Suy tim: Gilt nude va pha né da duoc quan sat thiy & mot sd bénh nhan ding NSAID: do d6 than
trong duge khuyén diung ¢ nhirng bénh nhan bj it nude hode suy tim.
Nguy co huyét khoi tim mach

Cac thube clu'-nw viém khong steroid (NSAIDs), khone phai aspirin ding dudme toan than, ¢ thé
lam tang nguy co xudthién bién ¢d huyét khdi tim mach. bao gOm ca nhdi mau co tim va dot quy. ¢
thé dan dén t vong. Nguy co nay ¢6 thé xudt hién som trong vai tuan déiu diung thude va co thé tang
lén theo thoi gian ding thude, Nguy co hu_\c{ khéi tim mach duge ghinhan chu yvéu ¢ lidu cao,

Béc si can danh gia dinh ky su xudt hién cua cac bién ¢b tim mach, ngay ca khi bénh nhédn khong ¢6
cdc triéu chirng tim mach trude do. Bénh nhan can duoc canh bao vé cic triéu chirng cua bién ¢6 tim
mach nghiém trong va can tham kham béc si ngay khi xudt hién cac triéu chung nay.

Pé giam thicu nguy co xudt hién bién cé bat loi, cin su dung IBUPARA ANSBA & liéu hang ngay
tlmp nhat ¢o hiéu qua trong thoi gian ngin nhat ¢ thé.

Phan tng da nghiém trong

Paracetamol:

Bac si can canh bao bénh nhin vé cac diu higu cua phan tmg trén da nghiém trong nhu héi chirng
Steven-Jonhson (S18). h¢i chirng hoai tir da nhiém doc (TEN) hay hoi chimmg Lyell. h¢i chimg ngoai
ban mun mu toan than ¢p tinh (AGEP).

Phan (g nghicm trong trén da mac di ti 1¢ mac phai 1a khong cao nhung nehiém trong, tham chi de
doa tinh mang bao gdbm hoi chirng Steven-Jonhson (SJS), hoi ching hoai tr da nhiém déc: toxic
epidermal neerolysis (TEN) hay hoi chimg Lyell, hoi chirng ngoai ban mun mu toin than cép tinh:
acute generalized exanthematous pustulosis (AGEP).

Tri¢u chirng cua cac hi chang néu trén duoe ma ta nhi sau:

~ Hgi chimg Steven-Jonhson (SIS): 1a di img thude thé bong nwde. hong nude khu tri & quanh cac
hée tw nhién: mat. mii. miéng, tai, bo phin sinh dyc va hau mén. Ngoai ra ¢ thé kém sét cao, viém
phdi, rdi loan chirc nang gan thin. Chin doan hdi chirng Steven-Jonhson (SJS) khi ¢é it nhit 2 héc twr
nhién bi ton thuong

Héi chirng hoai tr da nhiém doc (TEN): 1a thé di ing thude nang nhit. gdm:

+ Cée ton thuong da dang & da: ban dang sai, ban dang tinh hong nhi¢t. hong ban hoje céc bong nudc
bung nhing, cic ton thuong nhanh chong lan toa khip nguoi;

# Ton thuong niém mac mat: viém gidc mac. viem k&t mac mu, loét giac mac.

¢ Ton thuong niém mac dudmg tiéu hoa: viém mi¢ng, trot niém mac miéng, loét hiu, hong thuc quan,
da day, ruot:

+ Ton thuong ni¢m mac duone sinh duc, tiét niéu.

t Ngodi ra con ¢o cac triéu chung toan thin tram trong nhu sot. xud huyét dudme tiéu hoa, viém phoi,
viém cau than, viém gan... ty I¢ tr vong cao 15-30%.

Hoi chirng ngoai ban mun mu toan than cap tinh (AGEP): mun mu vo trung nho phat sinh trén nén
hong ban lan rong. Ton thuong thuong xuat hién o cic nép gap nhu nach. ben va mit, sau do ¢6 thé
lan rong toan than. Tri¢u chimg toan than thudng cd 1a sét. xét nghiém mau bach ciu mai trung tinh
tang cao.

Ibuprofen:

NSAID rat hidm khi gdy ra cac tac dung phu nghiém trong nhu viém da troc vay. hoai tir biéu bi
nhiém doc (TEN) va hoi chimg Stevens-Johnson (SIS). ¢o thé gay turvong va xay ra ma khong ¢o
canh bao. Nhung tac dung phu nghiém trong nay la dac trung riéng vi khong phu thude vao liéu

lwgng . Bénh nhan ¢d nguy co cao nhat bi ¢de phan (ng nay som trone qua trinh diéu tri. strkhai dau

NS ™ VNN
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cia phan (mg xay ra trong phén lon cic trudng hop trong thang dau tién diéu i, Mun ma ngoai ban
tong quét cip tinh (AGEP) da duoce bio cio lién quan dén cdc san phim co chira ibuprofen.

Khi phat hién nhitng dau hiéu phat ban trén da déu tién hoac bit k¥ ddu hi¢u phan Gng qué man nao
khac, bénh nhan can phai ngirmng st dung thude. Neuoi di timg bi cde phan ing trén da nghiém trong
do paracetamol hodc NSAID gdy ra thi khong duoce dung thude o lai va khi dén kham chira bénh
can phai thong bao cho nhan vién v té biét vé vén dé nay.

Hen suyén

Ibuprofen:

Bénh nhén hen suyén ¢6 thé bi hen suyén nhay cam vai aspirin. Vice su dung aspirin o nhitng bénh
nhan hen suyén nhay cam véi aspirin c¢d lién quan dcn co that phé quan nghiém trong. ¢6 thé gay tir
vong. Ké tir khi phan (g chéo, bao gom co thit phé quin. giita aspirin va NSAID da duge bio cdo
O nhirng bénh nhan nhay cam voi aspirin nhu vy khong nén ding thude ibuprafen cho bénh nhan
nhay cam aspirin dang nay va nén duoc sir dung thin trong & nhiing bénh nhin da mic bénh hen
suyén

Tac dung nhan khoa

Ibuprofen:

Tac dung nhin khoa bat loi da duoc quan sat thiy voi NSAID: theo do. bénh nhan bi rdi loan thi giac
trong qué trinh diéu tri bang ibuprofen nén duge kiém tra nhin khoa

St dung két hop ciac chit tre ché men chuyén hoac thude doi khang thy thé angiotensin, thude chéng

viém va thude loi tiéu thiazide

[buprofen: Viée sur dyng thude tre ché men chuyén (thude irc ché ACE hodc thude doi khang thy thé
angiotensin), thude chdng viém (NSAID hodc tre ché COX-2) va thube loi tiéu thiazide déng thoi
lam tang nguy co suy thin. Diéu nay bao gom su dung trong cic san pham két hop ¢6 dinh ¢6 chira
nhiéu hon mot loai thude. Sur dung két hop céc loai thude nay nén di kem voi viée tang cuong theo
doi creatinine. dac biét la tai 10 chire kéthop, Sy két hop cua cac loai thude tir ba loai nay nén dugc
swdyung than trong dac bi¢i la o bénh nhan cao tudi hode nhirng nguai bi suy than tir trude.

Viém mang nio vo tring

[buproten:

Viém mang ndo vo trung chi duge bio cio hiém khi xay ra. thuong nhune khong phai lic nao ciing
& nhirng bénh nhén lupus ban do h¢ thong (SLE) hode cie réi loan mo ficn ket khac.

Ibuproten:

Ciing nhu cic loai thude khae thude nhom ndy, ibuprofen co thé che gidu cac dau hi¢u nhiém tring
thong thudome

Cac bién phip phong ngira dac biét

Ibuprofen:

D& tranh lam trim trong thém bénh tat hodc suy thugng than, nhire bénh nhin da dirge didu tri béng
corticosteroid kéo dai nén giam lidu tir tir thay vi newng dot ngdt khi ibuproten duoe thém vao ligu
trinh diéu trj.

7.SUDUNG THUOC CHO PHU NU' CO THATI VA CHO CON BU

St dung cho phu nfi ¢d thai

Uc ché tdng hop prostaglandin ¢6 thé anh huong xiu dén thai ky vit - hodc sy phat trién cua phéi :
thai nhi. Mot s6 dir ligu tir cac nghién ciru dich & hoe cho thay nguy co siy thai sau khi sit dung chat
{rc ché tong hop prostaglandin (nhu NSAID) trong thai ky dau mang thai. U dong vit, viée si dung



https://trungtamthuoc.com/

céc chat tre ché tong hop prostaglandin dd duoc ching minh 1a dan dén tane mét rude va sau cay
ghép. Trong ba thang ddu va ba thing cudi cia thai ky. IBUPARA ANSBA khong nén duge sir dung
trir khi cin thiét. Néu IBUPARA ANSSBA dugce st dung boi mét nguoi phy nir ¢ gang dé thu thai,
hode trong ba thang ddu va ba thang cudi cia thai ky. liéu nén duge it cang thap cang 16t va théi
gian diéu tr cang ngan cang (1.

Paracetamol:

Loai A: Paracetamol da dugce thye hién bai mot so lugng 16m phy nir mang thai va phu nir trong do
twdi sinh dé ma khong ¢6 bat ky sy gia tang nao duge chimg minh vé tin suit di it hodc cac tac hai
true tiép hodc oidn 1.iC‘p khic doi voi thai nhi da duoc chirng minh

Ibuprofen:

Loai C: Thude ¢o tac dung diroc ly da gay ra hoic co thé nghi ngdr iy ra tac dung ¢6 hai cho thai
nhihodc tré so sinh ma khong gdy dj tat. Nhitng hicu (rne nay ¢ thé phuc hoi. Ibuprofen (e ché tong

hop prostaglandin va khi s dung trong giai doan sau cua thai ky. ¢o the gay dong cua dong mach =
dng thai nhi, suy than thai nhi, re ché két tap tiéu ciu va co thé tri hoin chuyén da va sinh no. ~
Do do, sir dung IBUPARA ANSBA ¢6 chira ibuprofen chong chi dinh trong ba thang cudi coa thai G
ky. dac biét la trong vai ngay cudi cing trwde khi sinh dur kién, '["*
Hon nira, khong ¢ du kinh nghiém vé su an toan cua viée sir dung ibuproften o ngudi trong thoi gian ¥
co thai. Do do. IBUPARA ANSBA khéang nén duge su dung trong 6 thang dau mang thai trir khi )4
nhirng lgi ich ticm nang cho bénh nhan 16n hon nguy co co thé co dbi voi thai nhi -

=

St dung trong cho con bi

IBUPARA ANSBA khéng dugce khuyén khich cho cac ba me cho con bi

Kha nang sinh san cua phy ni

Vige sir dung ibuprofen ¢6 thé lam giam kha nang sinh sin cua phu nir va khong duge khuyén céo @
phu nir ¢6 gane thy thai, O nhing phu nit gap kho khan trong viée thu thai hoac dang trai qua dicu
tra vO sinh, nen xem xét viée ngirng su dung ibuprofen.

8. ANH HUONG DEN KHA NANG LAT XE, VAN HANH MAY MOC

Sau khi diéu trj bang ibuprofen,thii gian phan (ng cua bénh nhan ¢o thé bi anh hudang. NSAID ¢
thé gdy chong mat, buon ngu, mét moi va roi loan (hi piac. Néu bénh nhin bi anh huong khang nén
lai xe hodc vin hanh may mac.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac cia thuie:

Thube chdng két tip ticu cau: Cac tac nhan ch:‘mg ket tap tiéu ciu va thude tre ché tai hép thu serotonin
chon loe (SSR1): Tang nguy co xudt huyét tiéu hoa

Aminoglycosides: NSALID ¢6 thé lam giam sy bai tiét aminoglycosides

Cholestyramine: Vi¢e ding ibuprofen va cholestyramine déng thoi o the lam giam sy hap thy
ibuprofen trong dudng tiéu hoa. Tuy nhién, y nghia lam sang van chua duoe biét.

Chiét xudt thao duoc: Ginkgo biloba ¢6 thé lam tane nguy co chay mau vii NSAID

Céc thude giam dau khac: Tranh s dung dfmg thoi hai hode nhi¢u NSATD. bao aom aspirin va th ude
(rc ché chon loc cyclooxygenase-2 (COX-2). vi tang kha nang cae tac dung khong mong mudn
Ibuprofen doi khang voi sy Ge ché khong thé phue hoi cua tidu ciu cox-| wdy ra boi aspirin licu thap.
Dé giam tac dung ndy, ibuprofen nén duge ding it nhat § gid trude hoac 30 phut sau khi ding
aspirin licu thap.

Dt liéu thue nghiém cho thay ibuprofen cé thé e ché tac dung cua aspirin liéu thap doi vai vige
két tap tidu ciu khi ching duoe dimg dong thari. Tuy nhién. nhitng han ché cua nhirng dir liéu nay va
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s khong chic chan lién quan dén ngoai suy dit licu ex vivo déi vai tinh hinh lam sang ngu y rﬁng
khéng c6 két ludn chic chiin nao co thé duoc dua ra dé s dung ibuprofen thuong xuyén va khéng co
tac dung lam sang nao duge coi la co kha nang xay ra déi voi viée su dung ibuprofen khong thuong
xuyen

Cyclosporine hoac Tacrolimus: Tang nguy co nhiém doc than khi su dune vii NSAID.
Mifepristone: NSAID khéng nén duge sir dung trong 8-12 ngay sau khi sir dung mifepristone vi
NSAID c6 thé lam giam tic dyng cua mifepristone.

Khang sinh Quinolone: Dir liéu trén dong vat chira ring NSAID ¢6 thé lam ling nguy co co gidt lién
quan dén khang sinh quinolone. Bénh nhan dang NSAID vi quinolone ¢o thé ¢ nguy co bj co gidl
Sulfonylurea: NSAID ¢6 thé lam ting tac dung cua thuoc sulfonvlurca, Da co nh (mg bao cdo hiém
hoi vé ha duomg huyét & bénh nhan dung thude sulfonylurea va ibuproten,

Chat tc ché CYP2C9: Viée dung ibuprofen d(:mg thoi voi cde chit e ché CYP2CY ¢o thé lam tang

tiep xtc voi ibuprofen (chdt nén CYP2C9). Trong mat nghién ctiu voi voriconazole va fluconazole

=
(chdt tre ché CYP2C9). ting phoi nhiém S(+)-ibuprofen khoang 80 deén 100% da duge chimg minh. 5
Giam licu ibuprofen nén dug xem xét khi céc cht ire ché CYP2C9 m anh duoc dimg dong thoi, dic T
bict 1a khi ibuprofen liéu cao duge ding vai voriconazole hodic fluconazole. i
Paracetamol: P
Cac twong tac sau day da dugc ghi nhan: N
. Thube ching dong méu (warfarin) - ¢6 thé phai giam liéu néu dung paracetamol va thude 3
chdng dong mau trong mot thoi gian dai =
. Sy hép thy paracetamol duoe tang lén boi cdc chat lam tang lam rong da day.
Vi du: Metoclopramide
. Hap thy paracetamol giam do cdc chat lam giam lam réng da day. vi du: Propantheline, thude
chong trim cam co dice tinh khang cholinergic va thude eiam dau gay mé
. Paracetamol ¢6 thé lim tang ndng do huyét trone chloramphenicol
. Nguy co nhiém déc paracetamol 6 thé tang I1én o nhirng bénh nhin dang ding céc logi thude

co kha nang gay doc cho gan hodc cac thude gy ra cic enzym microsome gan nhu rugu va cée chat
chdng co gidl

. Bai tiét paracetamol ¢6 thé bj anh huwong vi ndng do huyét wrong thay déi khi ding vai
probenecid

. Cholestyramine lam giam sy hap thu paracetamol néu dung trong vong | git sau
paracetamol.

. Dgc tinh tén gan ndng o licu dicu tri hodc qua liéu paracetamol via phal di dugce bao cdo o
nhirng bénh nhan dung isoniazid mot minh hodic vai cac loai thude khac cho bénh lao.

. Nhiém doc gan nghiém trong da xay ra sau khi su dung paracetamol o bénh nhan dung
zidovudine va co-trimoxazole.

Ibuprofen

Cac trong tie sau ddy da dugce ghi nhan:

. Thude chong dong mau, bao gdm warfarin - ibuprofen can thiép vao sy on dinh cia INR
va ¢ thé lam tang nguy co chay mau nghiém trong va dai khi xuét huy¢t vay e vong, dac biét 1a tir
dudmg tiéu hoa. Ibuprofen chi nén duge sir dung o nhirng bénh nhin dung warfarin néu thue su
can thiét va ch ung phai dugce theo doi chat ché.

. Ibuproten ¢6 thé lam giam d thanh thai & than va tang ndng 4o lithium trong huydét Luong
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¥ Ibuprofen ¢é thé lam giam tac dung chéng tang huyét dp cia cac chit dec ché men chuyén,
thude chen beta va thude loi tiéu va ¢o thé gay ra bar ni¢u va tange kali mau o nhitng bénh nhin
dang diéu tri.

. [buprofen lam giam thanh thai methotrexate

. Ibuprofen ¢ the lam tang nong dé glycosides tim trong huvét twrong

. Ibuprofen co the [am tang nguy co xudt huyér tidu hoa die bict 1a néu ding corticosteroid
. Ibuprofen ¢o thé kéo dai thai gian chay mau o nhimg bénh nhan dioc didu tri bang
zidovudine

. Ibuprofen ciing ¢6 thé tuong tae vai probenccid, thude diéu tri dai thao dudmg va phenytoin.
10. TAC DUNG KHONG MONG MUON CUA THUOC

Paracetamaol

Tac dung phu cua paracetamol rat hiém va thuong nhe. mac do cac phan img huvét hoe da duoe bido

cdo. Phat ban da va phan img qud man cam doi khi xay ra. Ding qua liéu voi paracetamol néu khong

duge dicu trj ¢o thé dan dén ton thuong gan nghiém trong, d6i khi gay tu vong va hiém khi, hoai tir 2
dng thin cép tinh. Y
Phan (ng phu nghiém trong trén da mdc do ti 1¢ mac phai 13 khing cao nhung nghiém trong, thim N
chi de doa tinh mang bao g_{":m hoi chiang Steven-Jonhson (SIS). hoi chung hoai i da nhiém doc: H
toxic epidermal neerolysis (TEN) hay hoi ching Lyell, hoi chimg ngoai ban mun mu toan thin cip

tinh: acute generalized exanthematous pustulosis (AGHP),

Thuprofen:

Phan img qua man da duge bao cdo sau khi diéu tri bang ibuprofen. Chinz co thé bao gém phan tng

di img khéng dic higu v sde phan vé, phan tng duime ha hip bao £Gm hen suyvén, hen suyén nang

hon, ¢o thit phé quan hoae kho the, hodc cac logi rOi logn da. bao goim phdt ban cie loai khae nhau.

ngira, ndi me day. phivmach va rit hiém khi. da noi bang nude (bao gom hii ching Stevens-Johnson,

hoai tir bicu bi nhiém doe vi hong ban da dang).

Phan ang thuong gap: (I6n hon 1%)

Dudng tiéu hoa: Cde tac dung phy duge quan sat pho bién nhat 1a duone tidu hoa, Ciic tae dung khang

mong muon vé durdmg tiéu hda bao gdm budn non. day thuong vi, onone tiéu chay, dau bung, budn

nén va non. kho tiéu, tao bon. dau quan bung hoac dau. xuat huyét uéu hoa. non ra méu, chuong

bung. day hoi

R&i loan thinh giac: U tai. khiém thinh,

R&i loan chung : Phu né. gilr nude; gitr nude thuony dap ang Kip thai vor viée nelmg thude.

R&i logn hé than kinh: Chéne mat. dau diu. hoi hop

R&i loan da va md dudi da: Phat ban. natra.

R&i loan chung: Giam sy thém an, mét moi

Phan trng it ¢dp: (dugi 1%)

R&i loan hé than kinh: Trim cam. mét ngl, lo lang. nham Ian, dé xuc dong. budn ngu, viém mang

nao vo tring voi sot va hon mé.

Réi loan da vi md dudi da: Noi mun nude, ndi mé day. dadang ban do. hol chime Stevens-Johnson,

rung toe

Dudng tiéu hoa: Loét da day hoac ta trang co chay miau va / hodc thune, loét migng. viém miéng viém

tuy. viém da day

RGP logn gan mat: Viém gan. vang da, chirc ning van hat thudng



https://trungtamthuoc.com/

ROi loan mau vi hé bach huyét: Giam bach cau trung tinh. giam bach cau. mat bach cau hat, thiéu
mau bat san. thiéu mau tan mau (doi khi Coombs duong tinh), giam ticu cau ¢o hodc khong ¢o xudt
huyét ban. tang bach cau 4i toan, va giam hemoglobin va hematoerit,

RU] loan tim: Suy tim, nhoi mau co tim

R&i loan mach mau: Tang huyet ap

ROi loan ho hip. ngue va trung thit: Hen suyén, co that phé quan

Nhiém tring: Viém mii va viém mang ndo vo trang

Roi loan thi gide: Da xay ra nhuge thi (mo va /hodc giam thi lwe, thay doi thi lue mau) nhung thudng
phuc hdi sau khi ngirng diéu tri, Bat ky bénh nhén nao ¢o van dé vé mat nén kiém tra nhan khoa

Di mg: Hoi chime dau bung, sdt. én lanh, budn non va non. soe phan v

']_‘3'_I_t§_&éc_kh{mg rd (nhung it hon 1%) Mbi quan h¢ nhan qua khong ro

R&i logn hé than kinh: Gay mé. do gide, bit thuome gide mo. chong miit

R&i loan da va md dudi da: Hoai tir biéu bi nhiém doc. phan (rng da di ime quane

R&i loan mat Viem két mac, nhin déi. viém dédy than kinh thi gidc. duc thuy tinh thé

R&i loan mau va heé bach huyet: Chay mau (vi du chay man cam. rong kinh)

RO loan trav doi chét va dinh dudng: Gynaecomastia. phan (ng ha duong huvét. nhiém toan

Rdi loan than va tiét ni¢u: Doc tinh than than dudi nhicu hinh thire khace nhau. bao g5111 viém thin
k&. hoi chirng thin hu va suy thin.

R&i loan gan mit: Chire nang gan bt thudng, suy can. vicm gan va vane da

Réi loan tim: RGi loan nhip tim (nhip tim nhanh xoang. nhip tim chim woany)

R6i loan hé thong mién dich: Bénh huyét thanh. hoi chimg lupus ban do. viém mach Henoch-
Schonlein, phu mach

Khong biét

Réi loan da va mo dudi da

Bénh mu ngoai co thé toan than cip tinh (AGEP)

Phan ng thude vai bach cau i toan va cac triéu chirng toan than (DRESS)

Duong ticu hoa: Dot cap cua viém dai trang va bénh Crohn (xem phin Chong chi dinh). Viém tuy

da duoc bdo cao rat hiém khi.

Nguy co huyét khoi tim mach (xem thém phan Canh bao va than trong)

Khi ggp cic vic dung khong mong muin, ngieng thuoc vi thong hio ngay cho bdae st hodce duge si.
11.QUA LIEU VA CACH XU TRi

Tri¢u chung

Paracetamol:

Cac triéu ching cia qua liéu paracetamol trong 24 gid diu tién 1a xanh xao. budn ndn, nén mira,

chan an va dau bung. Ton thuong gan ¢6 thé tro nén o rang 12 dén A8 wior sau khi uong

Bt thudng cua chuyén hoa glucose va nhiém toan chuyén hoa eo thé iv ra. Trong ngd doc ning,

suy gan ¢o thé dan dén bénh ndo, hon mé va tu vone.

Suy thin cap tinh voi hoai wr ong cap tinh co thé phat trién trong truonge hop khong ¢ ton thuong
gan nghiém trong. R6i loan nhip tim da dwoce bao cio. Ton thuong gan co kKha nang & nguoi lém da

uong 10 g g paracetamol trgy Ién. do lugng qua mire cua mot chat chuyén hoa doc hai tré nén lién két

khong hm phuc vii mo gan.

[buprofen:

e ¥

> 4

=%
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Cice triéu chimg bao gom budn nén. dau bung va non. chong mat. co viat hiém khi mat y thire, Cac
dac diém lam sang cla qud liéu ibuprofen ¢o the dan den suy nhuoe cua he than kinh trung wong
va hé ho hap.

Diéu trj

Paracetamol:

Diéu trj kip thoi 1a didu can thiét trong vige xUr tri qua liéu paracetamol neay ca khi khdng co tricu
chimg ro rang va khong nén tri hoan trong khi ¢ho két qua xét nghicm: Bit ky bénh nhin nao da
uéng 7.5 ¢ paracetamol tro lén trong 4 gitv trude do nén duge rira da day. Dicu tei ey thé voi mot
thube giai doc nhu acetyleysteine (tiém tinh mach) hode methionine (udng) nén duoe thiét lap cang
sam cang 101,

Acetyleysteine ¢6 hiu qua nhat khi ding trong 8 gio diu tién sau khi udng qua liéu va higu qua giam
dan tir 8 dén 16 gio. Nguoi ta time tin rang bit diu dicu tri hon 15 vitr sau khi dung qua lidu la
khong ¢6 lgi va ¢ thé lam tram trong thém nguy co mic bénh ndo ean. Tuy nhién. quan ly mudn
hién da duoce ching minh 1a an toan va cae nghién ctru ve bénh nhan duoc dicu tri 1én dén 36 gid sau
khi uéng cho thay két qua co loi co thé thu duoc neodi 15 gio. Hon nira, vige ding acetyleysteine
tiém tinh mach cho nhitng bénh nhéin da bisuy gan da duoc chimg minh 1a lam ciam ty 1¢ méc bénh
Vil vong.

Mot lidu ban dau la 150 me kg acetyleysteine trong 200 ml 5% alucose duoe tiém tinh mach
trong 15 phat. tiép theo 1a LV, truyén 50 mg/ kg trong 500 mL 5% elucose trong 4 gidr va sau do
100 mg/ kg trong I lit 5% glucose trong 16 gidr Luong cna L.V chat [6ng nén dugc thay déi cho
tre em.

Methionine duoe cho uong 2.5 ¢ m&i 4 gio 1én dén 10 . Dicu 1ri methionine phai duoe bat ddu trong
vong 10 gio sau khi udng paracetamol; néu khong no sé khong hidu gqua va co thé lam trdm trong
thém tén thuong van.

Bang chiing v¢ céc triéu chimg nghiém trong ¢6 thé khong tré nén 1o rang cho dén 4 hode 5 neay sau
khi dung qua licu va bénh nhan nén duge quan sat can than trong mét theri eian dai.

Ibuprofen:

Bénh nhan nén duoe didu tr tricu chim. Trong vone mot gio sau kKhi vong mat lugng ibuprofen ¢o
kha ndng doc hai, nén xem xét sir dung than hoat tinh.

Ngodira & ngudi [on rira da day co thé duge xem xét cho qué lidu ¢6 kha nang de doa tinh mang.,
12. PAC TINH DUQC LUC HOC

Nhdm dwge Iy Thude giam dau. chdng viém khone steroid.

Ma ATC: MOIALS|

Paracetamol:

Mic du vi i chinh xdc va co ché tac dung giam dau khong duoce vac dinh ro rang, paracetamol
dudng nhu tgo ra téc dung giam dau bang cich nang cao ngudng dau. Co ché tiém nang lién quan
dén su e ché con dudmg oxit nitrie duge diéu khién boi mét loat cic thu thé dan truyén than kinh
bao gom N-methy I-D-aspartate va chat P.

Ibuprofen;

Ibuprofen co dic tinh giam dau, hg sot va chéng viem. wong tu nhu eac loai thude chéng viém khong
steroid khac (NSAID). Co ché hoat dong cia nd van chua duoc biét. nhung duoc cho la thong qua su

e ché ngoai vi cua cyclooxygenase va sy (re ché tong hop prostaglandin sau do

13. DAC TINH DUQC DONG HOC
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Paracetamol
Paracetamol duac hép thy dé dang tir duong tiéu hoa vai ndng do huyét wrong cao nhét xay ra khoang
10 dén 60 phat sau khi ubng. Paracetamol duoe phén phdi vao hau hét cic mo co thé. Thoi gian ban
thai thay doi tor | dén 3 gior
Paracetamol duoc chuyén héa nhiéu ¢ gan va bai tiét qua nude tiéu, chu yéududi dang glucuronide
khong hoat dong va lién hop sunfat. It hon 3% duoc bai tiét dudi dang khong doi. Cac chat chuyén
héa cua paracetamol bao gdbm mot chat trung gian hyvdroxylated nho ¢o hoat tinh dée véi gan. Chét
trung gian hoat dong nay dugc giai doc bing cach lién hop voi glutathione. tuy nhién, no ¢o thé tich
tu sau khi qud licu paracetamol va néu khong dugc dicu tri ¢o kha nano iy 10n thuong gan khong
thé phuc hoi
Paracetamol duge chuyén hoa khac nhau & tré sinh non. tre so sinh va 1ré nho so véi nguoi lon, dang
lién horp sultat chiém wu thé nhat.
Ibuprofen
Ibuproten duoc hap thu tot tir dudmg tiéu héa. No ¢o lién két cao (90-99%) vai protein huyét trong
vaduoc chuyén hoarong rdi thanh cac hop chat khone hoat dong trong wan. chu yéu bing glucuronid
hod. Ca cac chat chuyén hoa khong hoat dong va mot lugng nho ibuprofen khong thay déi déu duge
bai tiet nhanh chong va hoan toan qua than, véi 95% liéu ding duoc thai trir qua nude tidu trong
vong bén gior sau khi ubng. Thoi gian ban thai cua ibuprofen nam trong khoang 1.9 dén 2.2 gig
14.QUY CACH DONG GOI

Hop 3 vix 10 vicn (vinhém - PVC), kém to huong Lf';l“ su dung.

HOop 6 vi x 10 vién (vi nhdm — PVC), kém (o hudng d'{n] surdung.

Hop 10 vix 10 vién (vinhom — PVC), kém 10 huong dan su dung.
IS. DIEU KIEN BAO QUAN
Bao quan trong bao bi kin. noi khé réo, tranh dnh sang. nhiét do khéng qua 30°C.
16. HAN DUNG CUA THUOC
36 thang k¢ (W nuay san auit
17. TIEU CHUAN CHAT LUONG CUA THUOC
Tces
18. TEN, DIA CHI CUA CO SO SAN XUAT THUOC

Cong \i‘}' Duge pham va thuwong mai Phuong Dane-(TNHIH)
TS 509, o bian do s6 01, cum CN Hap Linh, phuane Hap Linh. thank pho Bac Ninh, tinh Bic Ninh.
Viét Nam




