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TO HUOGNG DAN SU DUNG THUOC
Savipain

Dé xa tim tay iré em

Doc ki hudng ddn sit dyng trwede khi ditng

THANH PHAN CONG THUC THUOC
(Cha I vién nén bae phim Savipain)
Thanh phiin duge chit:
PORACREANIOL. cos s seensssassissismnsisisassssmsmmspioniiissinissesss IOD-ME
IBUPTORE I ccaivsissvessmssmismssasnassnpsnsssnsanssmmmnsrysiscessssihsinsns 150 mg
Thanh phin th dugc:

Maize starch; Silica, colloidal anhydrous; Croscarmellose
Povidone K30;  Magnesium
Hypromellose 6cps; Macrogols 6000; Tale; Titanium
dioxide.

sodium; stearale;

DANG BAO CHE
Vién nén bao phim,
MO TA SAN PHAM

Vién nén hinh oval, bao phim mau tring, hai mat khum,
mot mat khic “SVP”, mdt mit tron, canh va thanh vién
lanh lin.

CHi PINH

Savipain dugc chi dinh dé giam tam thoi céc chimg dau
lién quan dén: dau dau, dau nira ddu, dau lung, dau bung
kinh, dau ring, dau co, tri¢u chimg cam cim, dau hong va
sét.

LIEU DUNG, CACH DUNG
Liéu dimg

Ding dudng udng va chi ding trong thai gian ngén (khéng
qua 3 ngay).

Néu triéu chimg kéo dai hogic tré nén ning hon hogc can
dimg thudc trén 3 ngay, bénh nhan nén tham khao y kién
bac si. Thubc chi dung trong thoi gian ngin va khéng
khuyén céo sir dung qua 3 ngay.

Nén sir dung liéu hang ngay thap nhét c6 higu qué trong
thiri gian ngén nhit 6 thé dé giam trigu ching.

Ngwat ldn

Lidu thuémg ding 12 1-2 vién mdi 6 gid, néu cén, tbi da 6
vién trong 24 gio.

Tré em duwdi 18 i

Khang khuyéu cdo sir dung san pham nay cho tré em dudi
18 tudi.
Nguwdi cao tudi

Khong can hiéu chinh liéu. Nguoi cao tudi co nguy co cao
bi tac dyung khéng mong mudn nghiém trong. Néu chn thiét
phai ding thube chbng viém khong steroid (NSAID: Non-
steraidal anti-inflammatory drug), nén sir dyng lidu thap
nhit ¢é hidu qué trong thoi gian ngéin nhit. Bénh nhén cin
duoc theo di xudt huyét tiéu héa thudmg xuyén trong qui
trinh diéu trj biing NSATD.

Bénh nléin suy thin/gan

Khong cn higu chinh lidu.

Cich ding

Nén ubng thude voi mdt ly nude day.
Néu quén ding thude

Néu gén dén gid ubng liéu tiép theo, bd qua lidu da quén
va ubng lidu tiép theo dimg giv. Trudng hop khdc, uéng
ngay khi nhé ra, sau dé tiép tuc udng thudc nhur binh
thudmg,

Khong ubng gip doi lidu d& bi cho lidu da quén.

Néu khong chiic chdn nén bd qua liéu hay khong, tham
khao y kién béc si hoic dugc sf.

CHONG CHI DINH

- Qua min vai paracetamol, ibuprofen hofic bét ky thanh
phén té duoc nio clia thudc.

- Bénh nhin nghién ruou vi udng rugu qua nhiéu trong thoi
gian dai co thé 1am tang nguy co ton thuong gan (do thanh
phén paracetamol).

- Tién sir hen suyén, may day hoic phan {mg di fmg sau
khi diing acid acetylsalicylic hofic cdc NSATD khic.

- C6 tidn sir hoge dang bj xuft huyét tiéu hoa hojc loét da
day ta trang.

- Suy tim ndng (NYHA dg IV), suy gan hodc suy than.
- Xuit Im:,'ét mach mau néo hofic dang ¢6 xufit huyét khac.
- Rbi loan tao mau.

- 3 théng cudi ctia thai ky.
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Khong nén dimg Savipain véi cdc thudc khic chia
paracetamol, ibuprofen, acid acetylsalicylic, salicylate
hojc bit ky thude chéng viém khiac (NSAID) trir khi dugc
bac sT hudmg dan.

CANH BAO VA THAN TRONG KHI DUNG
THUOC

Thudic nay chi ding trong thoi gian ngdn va khéng nén
ding qué 3 ngay.

Suy gan

Sir dung paracetamol véi liéu cao hon khuyén céo co the
din dén déc tinh trén gan, thim chi suy gan va tir vong.
Theo ddi chirc nang gan dinh ky & bénh nhin suy gan, c6
tidn str bénh gan hogic dang diéu trj biing ibuprofen hofic
paracetamol dai han, vi ibuprofen da duoc bio cdo cd tae
dong nhe va thodng qua trén cdc enzyme gan.

Cic phin (g trén gan nghiém trong mic di hiém gap da
duge bao cao vai ibuprofen ciing nhw céde NSAID khic,
bao gdm vang da v céc trudng hep viém gan giy tir vong,
Nén ngimg sir dung ibuprofen néu xét nghiém chirc niing
gan bt thiromg kéo dai hoiic xu di, cac ddu higu va widu
chitng 1am sang cho thiy bénh gan tién trién hofic néu xuat
hién biéu hién toan than (vi dy: ting bach cu 4i toan, phat
ban,...). Cac trudmg hop dgc tinh trén gan va tham chi suy
gan déu duge béo cdo & ca paracetamol va ibuprofen, dic
biét 1a paracetamol.

Bénh nhén thudng xuyén ubng rugu nhiéu hon mirc
khuyén cdo khong nén dung thude nay.

Nén giam liéu cho bénh nhén c6 d4u hiéu suy chirc nang
gan. Ngimg diéu tri doi v6i nhitng bénh nhéan bi suy gan
ning.

Suy thin

Paracetamol ¢6 thé duge sir dung & bénh nhan suy than
man tinh ma khong cAn hiéu chinh liéu. Nguy co ngd doc
paracetamol & bénh nhén suy than trung binh dén ning 1A
rit thép. Tuy nhién, do thudc cé chita ibuprofen, can than
trong khi bat dau diéu trj ibuprofen & bénh nhan mét nrée.
Hai chdt chuyén héa chinh cta ibuprofen duge thai trir chi
yéu qua nude tiéu, do dé suy giam chirc nang than c6 thé
din dén tich lity cdc chat nay. Chua rd tdc dong cia hign
tirgng ndy. NSAID di dugc béo céo giy ddc tinh trén thén
dudi nhiéu hinh thite: viém than k&, hoi chnng thin hur va
suy than, Suy thén do sir dung ibuprofen thuong héi phuc.
Than trong & bénh nhan suy than, suy tim hoiic suy gan,
bénh nhin dang ding thudc loi tidu, thube e ché ACE
(ACE: Angiotensin-converting enzynie) va ngudi cao tudi
vi sir dung NSAID co thé din dén suy giam chirc nang

than. Sir dung liéu théip nhit cé thé va theo doi chire niing
than & nhimg bénh nhin ndy.

Nén ngime didu tr ddi vi nhimg bénh nhén tién trién suy
thin niing.

Nhi&m toan éng thiin va ha kali mau 6 thé xay ra khi qué
lién cdp tinh va & bénh nhan ding thudc chira ibuprofen
lidu cao kéo dai (thudmg trén 4 tudn), bao ghm ca litu vugt
qué liéu khuyén cfo hang ngay.

Sii dyng phi hop thudc Ge ché ACE/thube adi khing
thy thé angiotensin, thube chéng vidm va thudc lgi titu
thiazide

Str dyung ddng thasi thude e ché ACE/thube d6i khang thy
thé angiotensin, thudc chéng viém (NSAID hogc thudc trc
ché COX-2) va thudc lgi tiéu thiazide lam tang nguy co
suy thin. Nguy co nay bao gbm viée sir dung thude phéi
hop ¢6 dinh liu chira nhiéu loai thude. Thudng xuyén theo
ddi creatinine huyét thanh khi sir dung ¢dng thasi cac thude
trén, diic biét Ia khi bit dan diéu tri. Thén trong khi sir dyng
phdi hop thude tir ba nhém ndy, ddc bigt & bénh nhin cao
tudi hodic nhirng ngudi co tién sir suy thin.

Ngudi cao tudi

Khéng cin diéu chinh lidu ddi véi bénh nhén cao tudi can
didu tri bing paracetamol. Nén tham khio y kién bic sT &
nhimg ngudi can diéu trj dai hon 10 ngay dé theo ddi tinh
trang, nhung khong can giam liéu khuyén cdo. Tuy nhién,
thin trong khi sir dung ibuprofen, bénh nhén trén 65 tudi
khong nén sir dung néu chura tinh dén céc thude va bénh Iy
di kém do tang nguy co tic dung khong mong mubn, dic
biét [a suy tim, loét dwong tiéu hoa va suy than.

Anh hudng dén huyét hoe

Loan san mau hiém khi dugc bao cho. Bénh nhidn dang
diéu tri l4u dai biing ibuprofen cén dugc theo ddi huyét hoc
thudng xuyén,

Réi loan ddng miu

Gibng nhur cac NSAID khéc, ibuprofen c6 thé trc ché két
tap tiéu cAu. Ibuprofen da duge chimg minh Ia kéo dai thoi
gian chay méau (trong gioi han binh thudmg) & nhiing ngudi
binh thudng. Do tac dung kéo dai thii gian chay mau nay
¢6 thé ting lén & nhitng bénh nhan cé ri loan déng mau,
stir dung than trong cédc thudc chira ibuprofen & nhiing
ngudi ¢ roi loan déng méu ndi sinh va dang diéu tri chng
dong méu.

Tée dyng khdng mong mudn trén dudng tidu hoa

Loét, xudt huyét niing hodc thung dwong tiéu héa trén da
dwoc md ta véi NSAID. Nguy co ting theo ligu va thoi
gian diéu tri, thwong gip hon & nhirng bénh nhan trén 65

[£382%)

;
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tudi. Mot s& bénh nhén s& gip chimg khé tiéu, ¢ nong,
budn nén, dau byung hoic tiéu chiy. Nhitng rai ro nay 1a
rét thip khi thube duge sir dung & lidu ding quy dinh trong
vai ngay.

Sir dung thin trong thudc co chira ibuprofen véi lidu thp
nhét ¢6 hiéu qua trong thdvi gian ngén nhat & bénh nhén cé
tidn sir xudt huyét tiéu hoa hodic loét vi tinh trang niy c6
thé bj trAm trong hon.

Do thudc ¢6 chira ibuprofen, sir dyng thin trong & bénh
nhén ¢6 tién sir bénh dudmg tiéu hoa (viém loét dai trang,
Lénh Crohn) ciing nhir & bénh nhén bj r6i loan chuyén hoa
porphyrin va thiy ddu.

Nén ngimg sir dyng thudc néu c6 bat k¥ bing chiing nao
vé xuft huyét tiéu hoa.

Vige sir dung dong thoi acid acetylsalicylic va NSAID
ciing lam tang nguy co tic dung khong mong muén
nghiém trong vé dudmg tiéu hoa.

Huyét khéi tim mach

Cic thubc NSAID khdng phai aspirin ding dudng toan
{hin c6 thé lam ting nguy co xuit hign bién cé huyét khdi
tim mach, bao gdm ca nhdi méu co tim va djt quy, ¢b thé
diin dén tir vong. Nguy co ndy 6 thé xufit hién sém trong
vai tulin déu ding thudc va c6 thé ting lén theo thoi gian
diing thudc. Nguy co huyét khoi tim mach duge ghi nhén
chii yéu ¢ lidu cao. Béc si can danh gia dinh ky sy xudt
hién ctia cac bién cd tim mach, ngay ca khi bénh nhén
khéng co céc triéu chimg tim mach trudce do. Bénh nhin
cin dugc canh bao v& céc trigu chimg ciia bién ¢ tim mach
nghiém trong va cin thm kham béc sT ngay khi xuét hi¢n
céc triéu chimg nay.

Pé giam thiu nguy co xudt hign bién cb bét loi, can si
dung Savipain & liéu hang ngay thép nhét c6 hidu qué trong
thoi gian ngén nhét c6 thé.

C#c nghién ctmi 1am sang cho thay viéc sir dung ibuprofen,
dc bidt 1 & lidu cao (2400 mg/ngay) c6 thé lam tang nhg
nguy co huyét khéi dong mach (vi dy nhdi méu co tim
holic dot quy). Céc nghién ciru dich t& hoc khong cho thay
ibuprofen lidu thiip (vi dy: < 1200 mg/ngay) lién quan dén
tang nguy co huyét khdi dong mach.

Bénh nhin bj tang huyét ap khong kiém soat dugc, suy tim
sung huyét (NYHA T1-11T), bénh tim thiéu mau cuc b,
bénh ddng mach ngoai bién va/hodc bgnh mach mau nlo
chi nén diroe didu trj bing ibuprofen sau khi da duge déanh
gid cAn than va tranh ding liéu cao (2400 mg/ngay).

Ciin dénh gi4 cn thén trudc khi bt ddu diéu tri dai han
cho bénh nhin c6 yéu t6 nguy co cila bién ¢b tim mach (vi

du: tang huyét dp, ting lipid huyét, dai thdo dwdmg, hit
thude), dic biét néu cin dung lidu cao ibuprofen (2400
mg/ngay).

Chua co biing chimg théng nhét cho thiy vige sir dung
dong thai acid acetylsalicylic lam giém nguy co mic cac
bénh huyét khdi tim mach nghiém trong do sir dung
NSAID.

Ting huyét 4p

NSAID ¢6 thé giy khi phat ting huyét 4p hogc 1am trdm
trong thém tinh trang ting huyét ap trude do, bgnh nhin
dang ding thudc diéu tri ting huyét dp cing véi NSAID
¢6 thé 1am giam tac dung ha huyét ép ciia thuée ndy. Cén
thn trong khi chi dinh NSATD cho bénh nhén ting huyét
dp. Nén theo ddi huyét ap chiit cha khi bét déu diéu tri bing
NSAID va dinh ky sau do.

Suy tim

Pd quan sit thdy tinh trang @ dich va phit & mét s0 bénh
nhéin diing NSAID; do d6 cén thin trong & b§nh nhén bi
dich hoiic suy tim.

Phan tmg c6 hai trén da
Paracetamel

Béc si cin canh béo bénh nhin vé céc ddu higu cua phan
{mg trén da nghiém trong nhu h$i chimg Steven-Johnson
(SJS: Stevens-Johnson syndrome) hay hji chiing Lyell, hgi
chimg hogi tir da nhiém doc (TEN: Toxic epidermal
necrolysis), hoi ching ngogi ban myn mi toan than cép
tinh (AGEP: Acwte generalized  exanthemalous
pustulosis).

Triéu chitng ctia cac hdi chimg néu trén duge md ta nhur
sau:

Héi chitng Steven-Johnson (SIS): La dj tmg thudc thé

bong nuée, bong nude khu trd & quanh cic hée tyr

nhién: mit, miii, miéng, tai, bd phén sinh dyc va hdu
mdn. Ngodi ra c6 thé kém sot cao, viém phdi, réi loan
chitc ning gan than. Chan doén hdi chimg Steven-

Johnson (SJS) khi c6 it nhét 2 héc ty nhién bj ton

thuong.

- H#i chimg hoai tir da nhiém déc (TEN): La thé dj img
thube nding nhét, gdm:

+ Céc ton thuong da dang & da: Ban dang sdi, ban
dang tinh hdng nhiét, hdng ban hoic cic bong
nude bing nhung, cdc tén thuong nhanh chéng
lan toa khiip ngudi;

+  Tén thuong niém mac mét: Viém gigc mac, viém
két mac m, loét gidc mac.

+ Tbhn thwong niém mac dudng tiéu hoéa: Viém
miéng, trgt niém mac miéng, loét héiu, hong thye
quan, da day, rudt;
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Tén thwong niém mac dudng sinh duc, tiét ni¢u.
Ngodi ra con co cac triéu chimg todn thén tram
trong nhu sot, xudt huyét dudng tiéu hoa, viém
phdi, viém cdu than, viém gan... ty 1§ tr vong cao
15-30%.

- Hoi ching ngoai ban mun mu toan thin cap tinh
(AGEP): Myun mi vo trang nhé phat sinh trén nén
héng ban lan rong. Tén thuong thudng xudt hign ¢ cic
llép gip nhir nach, ben v mat, sau dé ¢6 thé lan rong
toan than. Triéu chimg toan than thudng cé Ia sbt, xét
nghigm mdu bach cAu mui trung tinh tang cao.

Khi phét hién nhimg déu hiéu phat ban trén da déu tién

hoiic bt kv déu higu phan g qui mén ndo khdc, bénh

nhan cin phai ngimg sir dung thube. Ngudi da (g bi cac
phan (g trén da nghiém trong do paracetamol gy ra thi
khong duge ding thudc tré lai va khi dén kham chira bgnh
cén phai théng bao cho nhan vién y té biét vé& vin dé nay.

Ibuprofen

NSAID rét hiém khi gy ra cac tdc dung khéng mong
mudn nghiém trong trén da nhyr viém da tréc vay, TEN vi
SIS, ¢ thé de doa tinh mang hodic tr vong. Nhiing tac
dung, khong mong mudbn nay la dic tmg va khong phy
thude vio liéu hojic thoi gian sir dung. AGEP di dugce bao
cho lién quan dén cac thudc chira ibuprofen. Bénh nhan
nén duge tr vin vé cic ddu hiéu va triéu chitng cia cédc
phén (mg c6 hai trén da va tham khéo y kién bac si khi lan
dAu b phét ban da holic co bét ky ddu higu qué mén nao
khdc.

Tién siv hen suyén

Khéng nén diing cic san phédm chira ibuprofen cho bénh
nhén hen suyén nhay cam véi acid acetylsalicylic va nén
than trong khi st dung cho bénh nhan ¢ tién sir hen suyén.

Téc dyng khing mong mudn trén nhin khoa

Cic tac dung khdng mong mudn trén mit da duge ghi nhan
véi NSAID; do do, bénh nhin xuét hign ri loan thi gidc
khi dang didu tri bing céc thudc chira ibuprofen nén dugc
kiém tra nhin khoa.

Viém mang nio vo khudn

Rét hiém khi viém mang nfo vo khudn dugce bao cdo voi
céc thuc chia ibuprofen, thwomg & bénh nhan bj lupus
ban dé hié théng (SLE) hoic cac rbi loan mé lién két khdc.
Anh huéng két qud xét nghig¢m

V&i cac hé théng phan tich hién nay, paracetamol khéng
gay anh hudng dén két qua xét nghigm. Tuy nhién, & mot
s6 phwong phép c6 anh hrdng dén két qua xét nghiém:

Xét nghiém mirde fiéu

Paracetamol & lidu diéu tri c6 thé anh hwdng dén vie xic
dinh acid 5-hydroxyindoleacetic (SHIAA), gay ra két qua
dwong tinh gia. C6 thé loai trir két qui duong tinh gia bing
cach khdng ubng paracetamol vai gid trudc va trong khi
dang ldy miu mréc tiéu.

Che diu trigu chitng nhiém triing

Thudc cé thé che lip cac triéu chimg nhiém tring, lam tri
hoitn viéc khai ddu diéu tri va do d6 lam tinh trang nhiém
tring tré nén ning hon. Tinh trang nay da duge quan sit
thiy trong viém phdi mic phai cong dong do vi khudn va
céc bién chimg do vi khudn cia bénh thiy déu. Khi sir
dung thude dé ha sét hogic giam dau lién quan dén nhiém
tring, cin theo ddi tinh trang nhiém tring. Néu khong
dang didu tri ndi trd, bénh nhan nén tham van y kién béac
s néu cdc triéu ching kéo dai hogc trd nén niing hon,

Flucloxacillin

Chn thin trong néu dang ddng thdi paracetamol véi
flucloxacillin do ting nguy co nhiém toan chuyén héa cd
khoang tréng anion cao (HAGMA), dic biét & bgnh nhén
suy than ning, nhi&m tring huyét, suy dinh dudng va thiéu
hyt glutathione (vi du nhu nghién rugu man tinh) v nhimg
ngwdi str dung lidu paracetamol i da hiing ngay. Khuyén
c4o theo dai chit ché, bao gdm kiém tra S-oxoproline trong
nudce tiéu.

Thén trong

Dé tranh 1am trim trong bénh hoiic suy tuyén thugng thén,
bénh nhin dang ding corticosteroid kéo dai nén giam dén
lidu thay vi ngimg dot ngdt khi thém céc thuéc chira
ibuprofen vao lidu trinh diéu tri.

Mét sé biing chimg cho thiy thude trc ché tng hop cyclo-
oxygenase/prostaglandin ¢6 thé gy suy giam kha ning
sinh san & nir gidi do anh hudéng dén qua trinh rung trimg.
Tinh trang nay ¢6 thé hoi phuc khi ngimg thude.

Thube c6 chira it han | mmol natri (23 mg)/vién, vé co ban
thudc khong chira natri.

SU DUNG THUOC CHO PHU NU' CO THAI VA
CHO CON BU

Phy nir ¢ thai

Khéng ¢6 kinh nghiém s dung phdi  hop
paracetamol/ibuprofen & phu nir ¢6 thai. Céc di tat bam
sinh dé duge bao cdo lién quan dén viée sir dung NSAID
& ngudi, mic dit chua c6 biing chimg vé tac dung khong
mong mudn trong thai ky sau khi didu tri bing
paracetamol.

Chéng chi dinh trong ba théng cudi cta thai ky, déc biét la
trong vai ngay cudi trude ngay du sinh & phy ni ¢ thai.

L= 2z /e
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Chua di kinh nghigm vé viéc sir dung an toan ibuprofen &
phu nir c6 thai. Do d6, khéng nén sit dung phéi hop
paracetamol/ibuprofen trong 6 thang dau cia thai ky trir
khi loi fch virgt trén nguy co ¢6 thé xay ra déi voi thai nhi.
Chéng chi dinh trong ba thang cubi ciia thai ky.

Mot lugng Ion dir liéu khi sir dyung paracetamol & phu nir
¢6 thai cho thdy khong c6 di tét hofic dfc tinh cho thai
nhi/tré so sinh. Céc nghién ciu dich t& hoc vé phat trién
than Kinh & tré em phoi nhiém véi paracetamol trong ti
cung cho thy két qua khong nhédt quan. Néu cén thiée ve
mit 1am sang, co thé sir dung paracetamol trong thai ky,
tuy nhién nén sir dung & lidu thip nhit c6 hiéu qué trong
thoi gian ngfn nhit va véi thn sudt thilp nhit co hé.

Phy nii ¢ho con bit

Paracetamol dugc bai tiét vao sira me voi luong khong
dang ké trén 1am sang va khong chéng chi dinh & phu niv
cho con b dya trén dir ligu d duge cong bd.

Ibuprofen va céc chét chuyén hoa c6 thé bai tiét mot hrong
rit nho vao sira me. Khong co tac dung khdng mong mudn
nio déi véi tré so sinh duge biét dén.

Dya viio nhimg bing chimg trén, khdng cin thiét phai
ngirng cho con bii khi didu trj Savipain ngdn han véi lidu
khuyén céo.

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC

Thube khong anh hudng hojic anh huéng khong dang ké
dén kha ning lai xe va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC
Tuong tic clia thude

Twang tdc ciie paracetatol véi thude khdc da dwge ghi
nhdn:

- Thubc chéng ddng méu (warfarin): c6 thé can giam lidu
néu paracetamol va thuée chéng dong méau duoc dang trong
thovi gian dai.

- Thude 1am ting tdc do rdng da day (nhu metoclopramide)
lam tang hép thu paracetamol.

- Thudc 1am giam téc do réng da day (nhur propantheline,
thude chng trim cam c6 dic tinh khang cholinergic, thudc
giam dau gdy nghién) lam giam hip thu paracetamol.

- Paracetamol ¢6 thé lam ting ndng do chloramphenicol
trong huyét trong,

- Nguy co dfc tinh cia paracetamol c6 thé tiang 1én & bénh
nhén dang ding cac thudc khic c6 kha ning gy dfc gan
hogic cdc thudc gdy cam mg enzyme chuyén héa & gan nhur

rugu va thude chéng co gidt.

- Khi ding v&i probenecid, thai trir paracetamol c6 thé bj
anh hudng va néng do trong huyét twong bj thay doi.

- Dimg cholestyramine trong vong 1 giy sau khi ubng -

paracetamol lam gidm sy hﬁp thu paracetamol.

- Béc tinh nghigm trong trén gan da dugce béo céo khi ding
lidu diéu trj holic qué lidu & bénh nhin dang ding isoniazid
don ddc hoiic voi cac thudc diéu tri lao khéc.

- Péc tinh gan nghiém trong dd xay ra sau Khi str dung
paracetamol & b&nh nhan dang ding zidovudine va co-
trimoxazole.

- Cén thiin trong khi sir dung paracetamol dong thoi voi
flucloxacillin vi c6 lign quan véi nhi€ém toan chuyén héa
khoang trdng anion cao, dic biét & bénh nhan b céc yéu 16
nguy ca.

Twang tdc ciia ibuprofen véi cic thude kivde da diwge ghi
whin:

- Thubc chdng déng mau, bao gbm warfarin: ibuprofen can
thiép vito sy &n dinh ctia INR va ting nguy co chdy mau
nghiém trong, doi khi gdy tr vong, dfic bi¢t 1a & dudng liéu
héa. Chi nén sir dung ibuprofen & bénh nhan dang ding

warfarin néu thit sy cAn thiét va phai duge theo ddi chiit che.

- Tbuprofen ¢6 thé giam do thanh théi qua thin va ting nong
do lithi trong huyét tuong.

- Ibuprofen ¢6 thé lam giam téc dung ha huyét ap cua thude ’

{ic ché ACE, thuéc chen beta, thude lgi tiéu, co thé gay natri
niéu va tang kali mau & bénh nhan dang diéu tri bing céc
thude nay.

- Ibuprofen lam giam thanh thai methotrexate.

- Ibuprofen ¢ thé ting ndng do glycoside tim trong huyét
tuong.

- Ibuprofen ¢é thé ting nguy co xudt huyét tiéu hoa, dic bigt
néu dimng véi corticosteroid.

- Thuprofen ¢6 thé kéo dai thoi gian chay mdu & bénh nhan
dugc didu trj bing zidovudine.

- Ibuprofen ciing ¢6 thé twong téc voi probenecid, thube diéu
tri dai thao dudmg va phenytoin.

- Ibuprofen ciling cé thé tuong tic voi tacrolimus,
ciclosporin, sulfonylurea va khang sinh quinolone.

Acid acetylsalicylic

Khdng khuyén céo sir dung ddng thoi ibuprofen va acid
acetylsalicylic do nguy co tang tic dung khong mong mudn.

Dix liéu thue nghig¢m cho théy ibuprofen c6 thé (e ¢ché canh
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tranh tc dyng cia acid acetylsalicylic liéu thip ddi véi sy
két tap tidu cdu khi dung ddng thoi. Mic di khong chilc chiin
viéc ngoai suy nhimg dir lidu nay vao thyrc hanh 1dm sang,
khéng thé loai trir kha nang sit dung ibuprofen thudng
xuyén, dai han cé thé lam giam tac dyng bio v¢ tim cla acid
acetylsalicylic lidu thip. Khong cé tac déng lién quan dén
lam sang khi thinh thodng sir dung ibuprofen.

Phdi hop paracetamol/ibuprofen cé thé twong tic véi mjt
s logi thude kivie bao gdm:

- Warfarin, mét loai thudc dé ngira dong méu.
- Thude diéu trj ddng kinh hofic co gidt.

- Chloramphenicol, khang sinh dimg dé diéu trj nhim tring
tai v mil.

- Probenecid, thude diung dé didu tri bénh goul,

- Zidovudine, thude ding dé diéu tri HIV (virus gy ra
AIDS).

- Thude didu trj lao nhur isoniazid.

- Acid acetylsalicylic, salicylate hojc cdc NSAID khic.
- Thudc diéu tri tang huyét dp hofic cac bénh tim khéc.
- Thube loi tiu.

- Lithi, thuée ding dé didu tri mot sb loai trAm cam,

- Methotrexate, thude dung dé didu trj viém khép va mot s&
loai ung thur.

- Corticosteroid, nhu prednisone, cortisone.

Cc thube trén ¢6 thé bi anh hirdng hoic anh hwrémg dén higu
qué cita phdi hop paracetamol/ibuprofen.

Twong ky, ciia thude

Do khdng c6 céc nghién ¢l vé tinh tuong ky ciia thude,
khong tron Iin thude nay véi céce thude khic.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Tn sudt cic téc dung khong mong muén dwge dinh nghfa
nhr sau: Rét thudng gip (ADR > 1/10), thuémg gip (1/100
< ADR < 1/10), it gip (1/1.000 < ADR < 1/100), hiém gap
(1/10.000 < ADR < 1/1.000), vét hiém gip (ADR <
1/10.000) hoic chwa & tin suét (khong thé wdc tinh tir céc
dir liéu sén cd).

Nguy co huyét khi tim mgeh (xem mye Canh bao va thin
trong khi diing thudc)

nhén qud, cac trudng hop chay méu (vi
du chay méau cam, rong kinh) da dugc
bdo cho trong qué trinh dicu uj vdi
thude.

RAt hiém gip

Céc rbi loan tao mau (giam bach cau
hat, thiéu méau, thiéu mau bét san, thiéu
miu tin Im:.'ét, giam bach chiu, giam
bach cAu trung tinh, giam tiéu ciu c6
hogic khéng ¢6 ban xudt huyét) dii duge
b4o céo sau khi sir dung paracetamol,
nhung khéng nhét thiét c6 quan hé
nhén qua véi thude.

Réi logn tim

Thwomg gip Phil, giit nudc; gitr nude thuomg hoi
phuc khi ngimg thude.
Rét hiém giip | DA ¢6 béo cdo vé cic trigu chimg nhu:

héi hdp, nhip tim nhanh, loan nhip tim
va c4c rbi loan nhip tim khdc. Ting
huyét 4p va suy tim di duge béo cdo
lin quan dén vige diéu tri bing
NSAID,!

Rdi logn tai vi mé dao

Thrdng gip

U tai (d8i voi thubc chita ibuprofen)

RAt hiém gap

Chong mit

Réi logn mit

it gip

Nhurge thi (nhin m& vd/hogc giam thi
lyre, 4m diém vivhoiic thay ddi mau séc
nhin thiy) xdy ra nhung thudng héi
phuc sau khi ngiing didu tri. Bét ky
bénh nhén nao cé van dé vé mit nén
duge kham nhiin khoa bao gdm kiém
tra trumg nhin trung tdm

R&i loan tigu hoa

Thuong gip

Pau bung, tiéu chay, kho tiéu, bubn
non, khé chiu da day va ndn.

lrgap

Piy hoi va tio bon, loét da day 14
trang, thing hodc xudit huyét tiéu hoa,
véi cac triéu chimg nhur phén den, non
ra mau do6i khi gdy i vong, dic bigt ¢
ngudi cao tudi. Viém loét miéng, viém
loét dai trang ning 1én va bénh Crohn
da durgc béo céo sau khi sir dyng thude.
Viém da day va viém tuy duge béo cdo
it gip hon,

Roi logn tean thin

Réi logn mdu va h§ bach huyét
Giam hemoglobin va hematocrit. Mic

it gap

Rét hiém gip

| Mét moi va kho chiu

dir chwa x4c dinh duge moi quan hé

R&i loan gan va mit

RAt hiém gip

lCh(rc ndng gan bat thudng, viém gan
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va vang da. Qué lidu paracetamol ¢6
thé gdy suy gan cdp, suy gan, hoai tir

thin kinh thi gide, ri loan tm than
viin d{ing, tac dung ngogi thap, run, co

gan va tbn thuong gan. gidt
R&i logn hg mién djch R&i logn thin v tiét nigu
Rithiémgap | Phan fmg qué man bao gdm phat ban it gap Bi tiéu
da va nhay cam chéo véi thube giong Réthiémgip | Doc tinh trén thin & nhiéu dang khic
giao cam dil dugc bao cdo. nhau, bac gbm viém mé k& ng thin,
it gap Céc phan tng dj img khéc da duge bao hiji ching thiin hu, suy thén cip va
c4o nhung mdi lién quan nhén qua man tinh.
chura duge xdc 1ap: Bénh huyét thanh, Téc dyung khéng mong mudn trén thin
hoi chimg lupus ban do6, viém mach thudng gip nhitu nhdt sau khi ding
Henoch-Schénlein, phit mach. quéa lidu, lam dyng thudc man tinh
Xét nghiém (thudng ding nhiéu thude gidm dau)
Thudng gip Tang alanine aminotransferase, ting hoge ddc tinh trén gan lién quan dén
gamma-glutamyliransferase  va  xet paracetamol.
nghiém chirc nang gan bit thudmg véi Hogi tir dng than cap tinh thudng xdy
paracetamol. Tang creatinine mau va ra cling v6i suy gan, nhung cling duoc
{aing uré mAu. quan sat thiy riéng bigt trong mt s6 ft
ftgip Ting aspartate aminofransferase, ting trudmg hlil‘]i. Khi |:;’mg ting nguy co
alkaline phosphatase mdu, ting ulng thur bieu mo té béfo lhﬁn'cﬁng co
creatine phosphokinase mau., Gidm In, | quan Adén“ vige s dung
hemoglobin va ting sb lugng tiéu clu. ol L TR
- - Mot nghién ciru bénh chimg & bénh
m?l 1] chuyén d v dink fuiug nhén méc bénh thin giai doan cubi cho
Réthiémgip | Trong truémg hop nhiém toan chuyé'n thy sit dung paracetamol trong thoi
héa, "g“)'é“‘"hﬁ" gdyra la khéng chéc gian dai c6 thé lam ting déng ké nguy
chin do uong nhiu hon mot k’fi co méc bénh thin giai doan cubi, dic
thude. Truemg hop nhiénl toan chuyen biét & nhimg bénh nhén ding hon 1000
héa xdy ra sau khi uong 75 gam mg mbi ngdy.
paracetalrlol,_ e T Chura 1 tin sut | Nhiém toan éng than
acetylsalicylic va mdt lugng nhé dung - —— =
dich chét ty rira. Tién sit co gidt & Fél logn ha hitp, ngye wf frung that :
bénh nhan ¢6 thé gop phan 1am ting It gép Dich tiét dudmg ho hap dic lai
ndng d¢ lactate, 1a ddu higu cua tinh Réthiéngip | Phan img ho hip bao gbm: hen suyén,
trang nhi&m toan chuyén héa. hen suy&n nng hon, co théit phé quan
Cac tic dung khong mong muén va kho tho.
chuyén héa bao gdm ha kali mdu, Réi loan da vaA mé dudi da
nhiém toan chuyén hoa da dwge béo Thuongggp | Phat ban (bao gom loai ban dét san),
cdo sau khi dimg qua lidu mgt lwong ngira.
lém paracetamol. Rithiémgap | Tang tiét md hoi, ban xudt huyét va
it gap Vi to & nam gi6i, ha dudng huyét nhay cam véi 4nh sang. Céc trudng
Clwra rd tAn suét | Ha kali mau? hop rat hiém gap vé cdc phan (g trén
Réi loan hé thin kinh da nghiém trong di dugc béo céo, nhur
Eutmg gip Choéng mit, dau ddu, lo &u viém da trdlc Vﬁ); va phan fmg bgng'
it gip TrAm cam, mét nga, 0 14n, thay aoi nuéce bao gom hong ban c?a dar;g, hdi
cam xiic, budn ngu, viém mang nio vé ching Stevens-Johnson vA hogi ti da
khudn véi sbt va hon mé, = | AL
Hiém gip Di cdm, &o gide, 1di logn gidc mo Chua rd thn suat | Hoi chimg DRESS, AGEP.

Rét hiém giip

Kich thich nghich thudng, viém day

I. Cic nghién ctu lam sang cho thdy viéc sir dung
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ibuprofen, d#c biét 1a & lidu cao (2400 mg/ngdy) cb thé lién
quan dén tinh trang tang nhe nguy co huyét khdi déng mach
(vi du nhw nhdi méau co tim hosic dét quy).

2. Nhi&m toan éng thin va ha kali méu thudmg duge béo cdo
trong giai doan hiu mai sau khi sir dung ibuprofen kéo dai
& liéu cao hon khuyén cio,

Hudng diin cach xit tri ADR

Néu xiy ra tic dung khéng mong mudn nghiém trong, phai
ngirng thude.

Néu ngudi bénh théy nhin mé, gidm thi lue, hodc réi loan
cam nhin mau sfic thi phai ngimg dimg thude.

Néu cé rbi loan nhe vé tiéu hoa thi nén udng thude lic an
hay uéng véi sita.

Théng bdo ngay che bic st lhode dwpe st nhitng phin
fing ¢d hai gdp phai khi siv dung thuée.

QUA LIEU VA CACH XU TR
Tri¢u chimg qud liéu
Paracetamol

Qué lidu paracetamol co thé gdy n thuong gan va tham
chi suy gan. Céc triéu chimg qua liéu paracetamol trong
24 git dan 1a nhot nhat, budn ndn, ndn mira, chan n va
dau bung. Tén thwong gan c6 thé xuat hién sau 12 dén 48
gity ké tir khi ubng thudc. R6i logn chuyén héa glucose va
nhiém toan chuyén héa c6 thé xay ra. Trong trudmg hop
ngd doc ning, suy gan c6 thé tién trién thanh bénh nio,
hén mé va tir vong, Suy thin cAp véi hoai tir éng thin ¢
thé tién trién khi khong c6 ton thuong gan nghiém trong,
Réi loan nhip tim da duge béo cdo. Ton thuong gan c6 thé
Xay ra & ngudi lén da uéng 10 g paracetamol trd Ién, do
lrgng 16n chét chuyén hoa cé dc tinh.

Ibuprofen

Céc tridu chirng bao gém budn ndn, dau bung va ndn,
chéng mit, co gidt va hiém gap 1a mét ¥ thire. Céc biéu
hién l4m sang ctia qua lidu ibuprofen cé thé 1 suy gidm hé
than kinh trung wong va hé hé hap.

Trong trudng hop ngd ddc nghiém trong, toan chuyén héa
¢6 thé xay ra va thai gian prothrombin/INR ¢6 thé kéo dai
do anh hréng dén hoat tinh ciia c4c yéu t6 dong méu trong
tudn hoan. Suy than cAp va tdn thuong gan ¢6 thé xay ra.

Sir dung thude kéo dai & liéu cao hon klmyén c4o c6 thé
d&n dén ha kali mau nghiém trong va nhiém toan 6ng than.
Cic triéu chitng c6 thé bao gdm mét ¥ thirc v suy nhuoce
todn than.

Ciich xir tri

Puracetamol

Piéu tri kip thoi 1a rdt quan trong khi xir 1y qua liéu
paracetamol, ngay ca khi khéng cé triéu chimg rd rang, vi
nguy ¢o ton thuong gan c6 thé xudt hién sau vai gier hoic
tham chi vai ngay. Nén tién hanh didu tri ngay d6i véi bét
ky bénh nhén ndo da uéng > 7,5 g paracetamol trong vong
4 gitr. C6 thé can nhic rira da day. Didu tri dic higu dé
phuc hdi tdn thuwong gan béing thudc giai dgc dic higu nhu
acetylcysteine (truyén tinh mach) hogic methionine (dudng
udng) nén dugc bit diu cang som cang tot.

Acetylcysteine hiéu qua nhét khi duge ding trong vong 8
gitr dAu sau khi qué lidu va tac dung giam dan tir 8 dén 16
gitr. Trudre ddy vige bit ddu diéu tri sau 15 gitr duge cho la
khong ¢6 higu qua va c6 thé lam tang nguy co miic bénh
néo gan, Tuy nhién, viée diéu trj mugn hién da duge ching
minh 14 an toan, va cdc nghién ciru trén bénh nhén duge
didu tri dén 36 gitr sau khi udng thude cho thy két qua cé
lgi sau 15 gidr. Vige ding acetyleysteine dudng tinh mach
cho bénh nhan di tién trién suy gan cip duge chimg minh
1a lam giam ty 1¢ méc bénh va tir vong.

Liéu ban diu la 150 mg/kg acetylcysteine trong 200 mL
glucose 5% duge truyén tinh mach trong 15 pht, tiép theo
a truyén tinh mach 50 mg/kg trong 500 mL glucose 5%
trong 4 gitr va sau do 1a 100 mg/kg trong 1 lit glucose 5%
trong 16 gio. Thé tich dich truyn tinh mach nén duge didu
chinh & tré em.

Methionine ding dudng uéng véi lidu 2,5 g mdi 4 gio,
tdng lidu 10 g. Didu trj bing methionine phai dwge bét diu
trong vong 10 gitr sau khi udng paracetamol, néu khong s&
khéng hi¢u qua va cé thé [am trim trong thém tdn thuong
gan.

Cdc déu hiéu cua céc tridu ching nghiém trong co thé
khong rd rang cho dén 4 hojc 5 ngay sau khi qué liéu va
nén theo doi cAn than bénh nhan trong mot thai gian dai.

Tbuprajen

Trong trrdng hop qué liéu cAp tinh, nén lam trong da day
b?mg cach gdy non hoiic rira da day, méc di co thé it thudc
duogce thu hdi néu di qua mot gio ké tir khi ubng thude. Do
thudc cé tinh acid va dugc bai tiét qua nude tidu, nén vé ly
thuyét cé thé dimg chét c6 tinh kiém va gdy lgi tiu. Ngoai
céc bién phap hd trg, viéc sit dung than hoat tinh duomg
udng c6 thé giap giam hip thu va tai hép thu ibuprofen.

DUGC LYC HOC
Nhom duge Ij: Thude giam dau,

Mi ATC: NO2BES| — paracetamol két hop véi thanh phén
khéc trir thude an thén

G T
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Co ché tic djng

Mic db vi tri va co ché giam dau chinh xdc cia
paracetamol chwa duge xdc dinh 10, dutng nhe
paracetamol giam dau biing cich ting ngudng dau. Co ché
c6 thé lién quan dén e ché con dudng nitric oxide qua
trung gian boi nhicu thy thé dan truyén than kinh bao gdm
N-methyl-D-aspartate va co chdt P.

[buprofen Ja dén xudt acid propionic ¢é hoat tinh giam dau,
chéng viém va ha sbt. Tac dung diéu trj ctia thude nhur mgt
NSAID 1a két qua cia tac dung tre ché déi voi enzyme
cyclo-oxygenase, din dén giam tdng hop prostaglandin.

Dii liéu thye nghiém cho thiy ibuprofen ¢é thé (re ché canh
tranh tac dung ciia acid acetylsalicylic lidu thép doi véi sy
két tap tiéu chu khi dang dong théi. Mot sb nghién ciru
duge lire hge che thiy tic dung cia acid acetylsalicylic doi
véi sy hinh thanh thromboxane hogie két tap tiéu ciu giam
khi dimg liéu don ibuprofen 400 mg trong vong 8 git trude
hogic trong vong 30 phit sau khi ding acid acetylsalicylic
phong thich tire thoi (81 mg). Mic di viéc ngoai suy doi
voi tinh hudng lam sang 14 khéng chiic chin, khéng thé
loai trir kha néing str dung ibuprofen thudng xuyén, dai han
c6 thé lam gidm tic dung bdao vé tim cua acid
acetylsalicylic liéu thap. Téc dyng lién quan dén 1am sang
dudng nhir khong xay ra khi thinh thoang dimg ibuprofen.

DUQC PONG HQC
Hép thu

Ci paracetamol va ibuprofen déu duge hap thu nhanh tir
dudng tiéu hoa véi ndng do dinh trong huyét tuong dat
duge trong khoang 10 dén 60 phat sau khi udng.

Téc dd va sy hap thu cia phéi hop paracetamol/ibuprofen
giam nhe khi uéng thudc sau an.

Phén b

Paracetamol dugc phin bé vao hiu hét cdc méd trong co
thé.

Ibuprofen lién két manh (90-99%) véi protein huyét
tirong.

Chuyén héa

Paracetamol duoc chuyén héa manh & gan va bai tiét qua
nude tigu, chi yéu dudi dang lién hop glucuronide va
sulfate khdng c6 hoat tinh, Duéi 5% duge thai trir dudi
dang khong ddi. Cac chét chuyén héa ciia paracetamal bao
g6m mét luong nho chét trung gian duge hydroxyl hoa cd
hoat tinh gdy doc gan. Chét trung gian c6 hoat tinh nay
dugc gidi doc bing cach lién hop véi glutathione. Tuy
nhién, chit ndy cé thé tich lity sau khi ding qué liéu

paracetamol va néu khang duge dicu tri co thé gay ton
thuong gan nghiém trong va tham chi khong thé hdi phyc.

Paracetamol duge chuyén hoa khiac nhau o tré sinh non,
tré so sinh va tré nho so véi ngudi l1on, dang lién hop
sulfate chiém wu thé.

Ibuprofen duge chuyén héa chii yéu & gan thanh céc chit
khéng hoat tinh, chit yéu bing con dudng glucuronide héa.

Céc con duong chuyén héa ciia paracetamal va ibuprofen
1a khdc nhau, khéng ¢ tueng téc thude do sy chuyén héa
ciia chéit nay anh hwéng dén sy chuyén hoa cia chét con
lai. Mot nghién ciru sir dung enzyme gan ngudi dé thir
nghi¢m kha néng trén cho Ihéy khéng cé bat k¥ twong téc
tiém 4n nao trong qua trinh chuyén héa.

Trong mdt nghién ciru khéc, téc dung ciia ibuprofen doi
véi qua trinh oxy hoa paracetamol duge danh gia & nhimg
tinh nguyén vién khoe manh & tinh trang doi. Két qua
nghién ctru cho thdy ibuprofen khéng lam thay déi lwgng
paracetamol qua qua trinh oxy héa, vi lugng paracetamol
va cdc chit chuyén héa (glutathione-, mercapturate-,
cysteine-, glucuronide- va sulfate-paracetamol) khi ding
don ddc paracetamol twong dwong khi ding déng thoi véi
ibuprofen. Nghién ciru nay loai trir Kha ndng gia ting nguy
¢ trén gan do cdc chit chuyén héa déc tinh cho gan
(NAPQI) tir paracetamol néu ding véi ibuprofen.

Thii trir

Thoi gian ban thai clia paracetamol dao dong trong khodng
1 dén 3 gio.

Ca céc chét chuyén hoa khéng hoat tinh va mét lwong nho
ibuprofen dang khong dbi déu dwgc dio thii nhanh va
ho#dn todn qua thin, vdi 95% liéu ding duogc thai trir qua
nuée tiéu trong vong 4 gid sau khi uéng. Thai gian ban
thai cua ibuprofen khoang 2 gio.

QUY CACH PONG GOI

Hép 4 vix 15 vién.

PIEU KIEN BAO QUAN

Noi khé, nhiét dg khong qua 30 °C. Tranh 4anh sang,
HAN DUNG

36 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG

Tiéu chuin co s

CO SO SAN XUAT

ERACH DA TR VRN
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CONG TY CO PHAN DUUC PHAM SAVI
( SaWipharm j g, C)
L6 Z01-02-03a, Khu céng nghiép trong Khu ché xuét Tan

Thudn, Phudng Tén Thudn Déng, Quin 7, Thanh phd H6
Chi Minh.

Dién thoai: (028) 37700142-143-144
Fax: (028) 37700145

Tp Ho Chi Minh, ngay /0 thang 79 nim 2024
KT. TONG GIAM POC

GIAM DOCTRUNG TAM NGHIEN CUU




