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Céing tv C6 Phiin 8.P.M Tt huéng din sir dung thufe — SOLMOVIS
R

" SOLMOVIS

DI XA TAM TAY CUA TRE EM .
POC K¥ HUONG DAN SU DYNG TRUGC KHI DUNG
THUOC NAY CHI DUNG THEQ DON THUOC

1. Thinh phin cAng thire thude:
Mdi vién nén hao phim ¢d chira:

Thanh phin hogt chit; Paracetamol ............. 500 mg
Tbuprofen ................ 150 mg
Thinh phin t4 duge: Tinh bjt bip, povidone K30, mognesi stearat, talc, aerosil, natri starch glycolat, HPMC 615, PEG 6000,
titan dioxyd.

2. Dang bao ché:
Vién nén bao phim.
Vién nén dai bao phim méu tring, canh va thanh vién lanh lan.
3. Chi djnh:
Pidu trj ngén han trigu chimg dau nhe dén trung binh.
{ 4. Lidu hrgng vi cich ding:

Litu diing .

Nguedi fdm: Lidu diing thong thuomg: 1 - 2 vién, ubng mdi sdu givr theo yéu cdu, t8i da 6 vién trong 24 gid, Ligu thi da hing
ngay 12 6 vién (3000 mg paracetamol vi 900 mg ibuprofen). ] .

Ngteivi cao tudi: Khéng cin didu chinh liéu (xem phn Cdnh bdo vi thn trong khi si dyng thiroc). Ngudi cao tui cd nguy co
bi dnh hurémg nghiém trgng ciia céc the dyng khong mong mudn, Néu cin thiét phai sir dyng NSAID, nén sit dung liu thip nhat ¢6
hidu qua trong thi gian ngin nhét. Bgnh nhén ¢in duge theo di thutng xuyén v& xudt huyét tiéu hda trong khi didu tr bing
NSAID.

Bénh nhan suy thin / gan: Khong cin didu chinh lidu (xem phin Cénh bao vés thdn trong khi ste dung thudc).

Tvé em dui 18 (wdi: SOLMOVIS chéng chi dinh & tré em dudi 18 tudi (xem phén Chéng chi djnhi).

Cach dimg: Thube ding duimg ubng. Udng nguyén ca vien thubic voi ly nrde diy.

Thuéic niy chi diing trong thdi gian ngin va khang durge Khuyén céo sir dung fluﬁ 3 nghy.

Dé gidm thiéu céc tic dyng khing mong mubn ciia thuic, nén sir dyng lidu thip nhit ¢é hifu qua trong thai gian ngén nhit
cAn thibt dé kiém soft cic triéu chimg (xem phin Cdnh bdo va than trong khi stc dung thudc).

Bénh nhén nén tham khéo ¥ kién bac sTnéu cde trigu chimg kéo dai hofic xéu di hodc néu thudc duge yéu ciu sit dung trong
hon 3 ngay.
5. Chdng chi dinh:

Thube ndy chdng chi djnh trong cde trudng hop:

- @ bgnh nhén suy tim ngng (NYHA nhém IV). )

-0 ‘nhfmg bénh nhén ¢d phan iing qué mAn v&i paracetamol, ibuprofen, NSAID khéc hofic v bét ki thanh phéin nio cia

thuoc.
| - () nhimg bénh nhan nghi¢n rugu man tinh do ubng qué nhidu rugu c6 thé khién bénh nhan bj nhigm dge gan (do thimh phin
' paracetamol).

- O nhimg bénh nhén b hen suyén, ndi may day hofe phin img di {mg sau khi ding acid acetylsalicylic hojc NSAID khic.

- 0 bénh nhén co tidn sirxudt huyét hogic thing dudng tiéu hoa, lién quan dén didu trj voi NSAID trude d6.

- & nhimg bénh nhan dang c6 hogc cé tin st lot da day t4i phat/ xuAt huyét (hai hogc nhigu dot loét hofic chay méu khéc

nhau).

- () bénh nhén suy gan ning hogc suy thin ndng (xem phén Cénh bdo va than treng khi diing thudc).

- (3 banh nhén bj tai bién mach mén ndo hojic dang chdy mau khéic.

- ¢ bénh nhan rdi logn tgo méu,

- Trong ba thang cubi thai ky (xem phén Str dung thude cho phy nit ¢6 thai vir cho con bil).

- O bénh nhan dudi 18 tudi.

6. Canh bio va thén trong khi dimg thude:
€6 thé gidm thigu che dung khong mong mudn bing cich sir dyng litu thap nhdt 6 higu qué trong thii gian ngén nhét cin thiét
48 ki soat cac tridu chimg, Thubc ndy chi duge st dyng trong thi gian ngan va khéng duge khuyén co sir dung qué 3 ngdy.

Bidn ¢ huyét khoi tim mach

Cée nghién ciru 1am sang cho thiy s dyng ibuprofen, dic bigt vai lidu cao (2400 mg/ngay) cd {hé lién quan dén tang nguy co
bién cb huyét khéi déng mach (nhur nhdi méu co tim hoge dot quy). Céc nghién ciu dich 12 hoc khéng cho thiy ibuprofen liéu thép
(< 1200 mg/ngay) c6 lién quan dén vige ting nguy co bién ¢b huy€t khdi ¢ong mach.

Bénh nhin ting huyét 4p khang kiém soft duge, suy tim sung huyet (NYHA nhém TI-III), bénh tim thifu méu cye b, bénh
ddng mach ngoai bién vivhogic bgnh mach méu ndo chi nén dugc didu trj bing ibuprofen sau khi cin nhéc cn thin va nén trinh
ding lidu cao (2400 mg/ngdy).

Can cén nhéic can thin trude khi bt dAu didu trj 14w dai cho bénh nhan c6 chc yéu 16 nguy co méc cée bién ¢b tim mach (nhy
tang huyét 4p, ting lipid mdu, dai thao dudmg, hit thude), dfic bigt néu cén ding ibuprofen liéu cao (2400 mg / ngay).

Pé trdnh nguy co qué ligu, nén:
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o Kiém tra céc thudc khic khong chiia paracetamol, r?"':ilj‘ o N “"'i;;r'_{“\\‘.
e Tudn thit cc lidu khuyén cdo t8i da (xem phiéin Liéu ding va cdch dimg). ;.::: :/ CONG TY \;4(

Suy gan . I Heol s ks

Viée str dyng paracetamol voi lidu cao hom lidu khuyén cho cé thé din dén nhiém ddc gan, thim chi snj}f gan vaidirvong: T'flgo:}iw
ra, bénh nhén bj suy giam chirc nang gan hofic 6 tién sit bénh gan, hofic nhiing ngudi dang diéu trj bing ibuprofen hoge .pq(g;ﬂa- /.
mol trong thoi gian dai nén duge theo ddi chirc ning gan déu dan, vi ibuprofen di duge béo cdo cé anh hur g}\hd-\?hﬁhﬂﬁ;@ﬁ 3/

bénh nhéin suy gan ning (xem phin Chéng chi djnk). XN T '%f?

Che phén (og ning & gan, bao gbm vang da vi cac trudmg hop viém gan gy it vong, mic da hiém gap, di dugégoedo vai
ibuprofen cling nhir véi cie NSAID khac. Néu che xél nghiém pan bit thutmg kéo dai hofic xfu di, hoje néu cac ddu hidu vi trigu
chimg ldm sang phit hop véi bgnh gan tién trién hodic néu xdy ra cac bicu hign todn thin (nhr ting bgch cu 4i toan, phét ban), nén
ngimg st dyng ibuprofen.

Ca hai hogt chét thufic da duge béo cfo 12 gy nhiém dje gan va thim chi suy gan, dic bi¢t I paracetamol,

Banh nhin thirong xuyén ubing rirgu virgt qua lugng khuyen cfio khdng nén ding thude niy,

Suy thd

C6 thé ding paracetamol & nhimg bgnh nhin méc bnh thén man tinh ma khong cAn didu chinh lidu. €6 rit it nguy co nhiém
b paracetamol & nhimg bénh nhén suy thin trung bink dén ning. Tuy nhién, d&i v6i thanh phin ibuprofen, nén thin trong khi bat
du diéu tr] bing ibuprofen & bnh nhan mét mrée. Hai chiit chuyén hoa chinh eda ibuprofen duge bai tiét chit yéu qua nudre tiéu v
¢ thé bi tich tu khi chitc néing thin suy giam. ¥ nghia cia viéc nay 13 chua duge biét. NSAID da duge béo cdo 1a gy dfc tinh trén
thiin & nhigu bidu hi¢n khac nhau: viém thin k&, hoi chimg théan hur v suy thiin, Suy thin do st dung ibuprofen thudmg hbi phye. o}
nhiing bénh nhén bj suy thin, tim hofic gan, nhitng nguoi ding thudc 1oi tidu va thude tc ché enzym chuyén, v ngudi cao tudi,
cin thin trong Vi sif dung thube chéng vim khing steroid c6 thé am suy giém chiro nng thin. Nén ding lidu thip nhéit c6 hiGu
qué v theo dai chire ning thijn & nhitng b¢nh nhin niy. Nén n_e,imgdiﬁu trj & nhimg bénh nhén bj suy thjn ning (xem phiin Ching
chi dinh).

Sir d};‘gg két hom cde thude tic ché enzyim chuyén hode thude ddi khdng thu thé augiotensin, thudc ehdng viém va thude loi tigu
ihiazide,

Vide sit dyng thube irc ché enzym chuyén (thude te ché cnzym chuyén hoiic thube d6i khang thy thé angjotensin), thubc ching
viem (NSAID hotic thubc (e ché COX-2) va thudic loi tiéu thiazide déng thoi lam tiing nguy co suy thin. Ditu ndy bao gdm vige
sir dyng trong ¢ san phim két hop ¢d dinh c6 chira phidu loai thube. Sr dyng két hop cde loai thubc ndy cin ting cudng theo ddi
creatinine huyét thanh.

Cén thiin lrgng khi sir dung phéi hgp thude tir ba nhom ndy, dic biét & bénh nhin cao tudi hode bénh nhén bj suy thin 1 trude.

Newdi fuoi

Khong gn ditu chinh lidu cho bénh nhan cao tudi cin didu trj bing paracetamol. Nhimg ngudi cin didu trj 1au hon 10 ngly nén
tham khéio ¥ kién bc sT dé theo ddi tinh trang; khong cén gidm liéu khuyén cfo. Tuy nhién, cin thin trong khi sir dyng ibuprofen
vi nguoi trén 635 tudi khong nén diing thude ndy ma khong xem xét c¢dc bénh mic kém va thude diing chung vi ting nguy co tic
dyng khéng mong mudn, dic biét 13 suy tim, loét dutmg tigu héa vasuy thin.

Anh hueing huyét hoc

Réi logn tao mau d& duge bio cdo 14 hiém gip. Bénh nhén dang dtidu trj 14u <1ai bing ibuprofen nén duge theo dbi huyét hoe
thuimg xuyén.

Khiém Kurpét dong mdu

Gibng nhur che NSAID khc, ibuprofen cd thé ac ché két tép tiéu chu. Ibuprofen da duge chimg minh 12 kéo dai thoi gian chy
méu (nhimg trong pham vi binh thudng) & nhimg ngueod binh thudmg. Vi tac dung chay mén kéo dai nay co thé ting Ién & nhiing
bénh nhdn bi c6 khiém khuyét vé déng méu, nén sir dung thn trong céc thubc c6 chita ibuprofen & nhiing ngudi bj khiém khuyét
ddng méu ndi tai va nhimg ngudi dang diéu trj voi thubc chong déng mau.

Bién cé dicemg tidgu hida

Xuét huyt, lodt va thing dudng tiéu hod: Chdy miu Gl, loét hogc thing, ¢6 thé gay tir vong, di duge bio co voi tht ca
NSAID bt ¢ liic ndo trong khi dicu tri, c6 hofic khong ¢6 trigu chimg canh bio hogc ¢6 {ién sir bién cb GI nghiém trong.

Nguy cao chay méu GI, loét hoge thing cao hon khi tang litu NSAID, & nhimg bénh nhéin ¢4 tién sir loét, ddc bigt néu c6 bien
chimg xﬁuét hU}é t hotic thing (xem phn Chdng chi dinh) va & ngudi cao tudi. Nhimg bgnh nhén niy nén bét déu didu trj véi lidu
thap nhat c6 the.

Didu tri két hop véi céc thude bao vé (nhur misoprostol hoic thube &rc ché bom );mton) nén duge xem xét cho nhitng bénh nhin
nay, va cho ¢& nhitng b¢nh nhin ciin dimng dbng thvi voi acid acetylsalicylic liu thdp, hofic cdc thube khdc cd kha nang 1Am téing
nguy co trén dudmg tidu héa (xem bén dudi va Twong (de thudc). Bénh nhan c6 tidn sir nhiém doe dubng tigu hod, dic bigt 1a ngudi
cao tudi, nén béo cdo bét ki trigu chimg bét thudng & bung (d%c bigt Ia xuét huyét tidu ho&) dic biét 12 trong giai doan du didu tri.

Cin thén trong & nhiing ﬁnh nhéin dang ding dong thoi céc thude cb thé 1am ting nguy cor loét hojie chdy méu, nhu cortico-
steroid duimg ubng, thubc chdng dong méu nhur warfarin, thude fre ché téi hép thu serotonin ¢6 chon loc hofic thube chéng két tép
tidu ciu nhu acid acetylsalicylic (xem phan Twong tdc thudc).

Neén thin trong khi sir dyng thinh phén ibuprofen cho nhirng béuh nhin cé tien sir bénh dudng tiéu hda (viém loét dqi tring,
bénh Chrohn’s) ciing nhur & nhifg bgnh nhin méc chimg réi logn chuyén héa porphyrin va bénh thiy diu.

Nén ngimg sit dung thubc nay néu c6 bit ky bing chimg nao vé xudt huyét hodc loét dutmg tidu héa.

Nén trénh sir dung dong thoi SOLMOVIS véi NSAID bao gdm cfic thudc irc ché chon loc cyclooxygenase-2.

Nguwoi cao tndl: Ngudr cao tudi 6 tan sudt phin tmg bAt lgi véi NSAID tang lén, dfic bigt I xudt huyét va thing duimg ticu
héa o thi gdy tir vong (xem phin Liéw ding va edeh dimg).

Tiing huyé! dp _

NSAID ¢6 thé din dén khdi phéat bnh ting huyét 4p méi hoge lm trim trong thém tinh trang ting huyét &p da cb tir trrde v
benh nbin ding thudc ha huyét ap véi NSAID 6 thé bi suy gidm dép (mg ching tang huyét 4p. Cén thén trong khi ké don NSAID

ddi voi enzym gan. Khuyen céo gidm lidu & nhing bénh nhin c6 ddu higu suy gidm chirc ndng gan. Nén nglm '{i‘[‘t!l‘l‘.l irj o ui}i,mgs‘::,

cho bénh nhén ting huyét ap. Huyét dp nén duge theo dai chiit ché trong (hdi gian bét dAu didu tri bing NSAID va dinh ky sau d6.
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Gilir nude va phit né da duge béo cdo & mot sb bénh nhan dimg NSAID; do dé, nén thin trong & nhimg b§nh nhiln bj gitr nwde /| :

hofic suy tim. 2_.‘,' l,. & W R
Phin |'ng dg nghiém trong R\ N\ b 19wk
NSAID rit hiém khi gy ra che tie dung phy nghiém trong & da nhur viém da trée vdy, hoai tir thugng bi nhiﬁn’t‘:{@c (TEN) vit

hi chiing Stevens-Johnson (SJS), ¢6 thé gy tir vong vi xdy ra ma khong cb diu higu béo trrdre. Bénh nhéin c6 nguy'gt{g:qq-nhﬁ; (5 4

d6i véi cde phn tng ndy trong giai doan som trong qua trinh trj ligu: phin 1én cde truémg hop khai diu cdc phan {mg niiy{rang

théing dhu tién didu tri, Bénh nhin nén duge thing béo vé cic déu higu va trigu chimg ciia phan ‘mg da nghiém trong vi tham khéo
¥ kién béc si khi bt ddu xuit hign phat ban da hofic bit ky déu higu qud mén khéc.

Bénh nhdn hen suyén

Cfic thubc cb chira ibuprofen khéng nén diing cho bénh nhéin hen suyén nhay cam véi acid acetylsalicylic va nén thin trong khi
ding cho bénh nhén hen suyén tir trude.

Anh huecmg nhin khoa
Téc dung khéng mong mudn trén nhin khoa di duge quan sit vai NSAID; theo d6, bgnh nhin bj r&i logn thi gide trong qua

trinh ditu trj biing céc thude co chita ibuprofen nén di kham nhén khoa.

Viém mang nio vé Kinedin

D&i voi cac thube ¢b chira ibuprofen, viém mang nio va khuén chi duge bio co hiém gip, thudng nhung khéng phai lic nio
ciing xay ra &r bgnh nhén lupus ban do hé théng (SLE) hojc céc rbi logn mo lién két khc.

Ani aén i, ng phong thi nghiém
Sir dyng céc h§ théng phin tich hién tai, paracetamol khong gdy nhifu voi cae xét nghidm trong phong xét nghi¢m. Tuy nhién,

6 mit s6 phuong phégnhél dinh o6 khd nang can thigp trong cAc xét nghigm duge mé ta dudi day:

( iém nude i

; Paracetamol & licu didu trj 6 thé can thigp vao viée x4c dinh acid S-hydroxyindoleacetic (SHIAA), gdy ra két qua dvong tinh
gid. Tinh trgng ndy 6 thé duge logi bo bang céich trinh ubng paracctamol vai gidy trede va trong khi thu thip méau nuée tiéu.

Ddi Irigu nh!éfm iritng

NSAID c6 (hé che diu cdc trigu ching nhiém tring va sbt.

Vién nén bao phim SOLMOVIS c¢6 thé che diu cde trigu chimg nhidm tring, didu ndy c6 thé dfin dén vige biit ddu diéu trj thich
hp bi trl hotn vA do @6 IAm trdm trong thém hu qua cia nhidm tring, Didu nay da duge quan it thiy trong viem phdi méc phai
cOng ddng vé bién chimg thanh bénh thiy dgu. Khi ding vién nén bao phim SOLMOVIS dé ha sbt hofic giam dau lién quan dén
nhiém tring, nén theo ddi nhifm tring. O nhitng noi khong thuje bénh vign, bénh nhin nén tham khdo y kifn bac sT néu che trigu
chiing kéo dai hodic trAm trong hon,

Khi sit dung thube giam dau kéo di, dau diu ¢ thé xdy ra ma khong duge diéu tri bing cAch tang liu thube.

Cdc canh bdo dic bigt

P& tranh 1am trm trong (hém bénh hodc suy tuyén thugng thin, bénh nhan dang didu trj biing corticosteroid kéo dai nén gidm
lidu didu trj tir tir thay vi ngirg 4ot ngdt khi cac thudc c6 chira ibuprofen duge thém vio phéc do didu trj.

Cé mot s6 bing chimg cho thély céc thudc tre ché tdng hop cyclooxygenase / prostaglandin c6 thé gdy suy gidm kha niing sinh
san cia phu nit do anh hudng dén rung trimg. C6 thé hoi phyc khi ngung dimg thuée,

7. Sir dyng thudc cho phu nir ¢6 thai va cho con bil:
Pl oy c6 thai:

Khong cé kinh nghi§m sir dyng thude ndy cho phy nir mang thai.

Déi véi ibuprofen

Bbi voi viée irc ché tdng hop prostaglandin, ibuprofen ¢6 thé dnh hudng xéu dén thai ki vi/hodc sir phat trién clia phoi
thai/thai nhi, D¥ lidu fir cdc nghién ciru djch 1€ hec cho thily ting nguy co say thai, dj tit tim vanirt thanh byng sau khi sir dyng
_ chiit fre ché tdng hop prostaglandin, trong thoi k¥ dfiu mang thai. Nguy co tuyél ddi ciia dj tat tim da tang tir duéi 1% lén khodng
l 1,5%. Nguy co duge cho 12 tang theo lidu lugng va thoi gian dicu trj,

Tir tudn thir 20 cia thai k¥ trér di, viée sir dung thude ndy c6 thé gay thidu i do rdi loan chirc ning thin cita thai nhi. Ditu
ndy ¢6 thé xay ra ngay sau khi bt dAu diu trj va thudng hoi phyc khi ngimg diu tri. Ngodi ra, d& 6 béio cdo v& co thiit ng dong
mach sau khi diéu trj trong 3 théng gifta thai ky, thuong hdi phyc sau khi ngimg diéu 1r].Vi vily, trong 3 théing diu va ba thang gilra
thai ky, khdng nén diing SOLMOVIS trir khi that cin thiét. Néu mot phy nir dang ¢b ging thy thai, hogic trong ba théng dau va ba
théng thir hai ciia thai k. nén diing lidu thip nhét v thoi gian didu trj cng ngin cang o1 Nén xem xét theo dai tién sén dbi véi
thiéu 8i va co thét dng dong mach sau khi ding SOLMOVIS 1ir tufin thai thtr 20 tr di. Ngimg sit dung SOLMOVIS néu bj thidu 6
hodc co thit dng dong mach.

Trong ba thang cubi thai ky, tat ca cée thude tre ché tdng hop prostaglandin ¢6 thé khién thai nhi bj:

- Dgc tinh trén tim phdi (co thét/déng sém Sng dong mach va tang huyét 4p phdi);

- Roi logn chire nang than.

Anh huéng trén me va tré so sinh khi diing thude trong gia doan cudi thai ky:

- C6 thé kéo dai thi gian chay méu, tic dung chdng két tap c6 thé xay ra ngay ca & lidu rét thip;

- Uc ché co bép tir cung diin dén chdm chuyén da hofic kéo dai.

Da d6, chng chi dinh ding SOLMOVIS trong ba thang cudi cita thai ki (xem phéin chéng chi dinh)

Bii véi paracelaniol

M@t lugng 16n dit lidu vé phy nir mang thai sit dung paracetamol cho thdy khong gy dj tdt, cling khong giy déc tinh teén tré
sor sinh. Paracetamol ¢6 thé durge sir dung trong thai k¥ néu cAn thiét tuy nhién nén sir dyng & li¢u thip nhét c6 higu qua trong thai
gian ngéin nhét va véi thn sudt thip nhat cé the.

Pl nit cho con bii: .

Paracetamol duge bai tiét qua stra m¢ nhung véi lugng khong dang ké v& myt 1am sang v chc dir lidu da chng bb hign co
khong chéng chi dinh phy nir cho con bi.

Ibuprofen va céc chédt chuyén hoa ciia n6 6 thé di vio sira mg véi mdt lugng rdt nho. Khéng cé téc dung cb hai cho tré so
sinh. Vi nhimg bing chitmg trén, khong cAn thiét phai ngimg cho con bit khi diéu tri ngéin han véi lidu khuyén cdo ciia thube ndy.
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Khd ning sinh sduw:

1o/ come v A \
Vige sir dyng thude ndy co thé lam giam kha niing sinh san cia nir gi6i va khdng duge khuyén cdo & nhiimg phy fﬂz,. c{ gdng
mang thai. C§ nhiing phy nir 2ap kh khiin trong vige thy thai hojc dang didu tr v sinh, nén xem xét ngimg (i thudsmayH AN \ - )
8. Anh hwréng ciia thufe 1én khi niing I4i xe vA viin hanh may méc: *\ o TAR A |z I
Cic thc dung khong mong mudn nhu chéng mt, budn ng, mét moi va rbi loan thi gide c6 thé xdy ra saukhi ding NSAIDY !
Néu bénh nhan bj anh huong khong nén 14i xe hofic vin hanh méy méc. \‘..L: ~ ey
9. Twrong the thube: "‘.i:f T vD
Khing nén ding dbng thii thube nay voi cic thube khic c6 chira paracetamol, ibuprofen, acid acetylsalicyl ic:'éﬁliﬁy'lﬂf' biic
voi bil ky logi thufic ci:fmg viém nao khéc (NSAID) teir khi theo chi déin ¢iia bic st
1h hedng dén xél jém trong plidng i iéin
Paracetamol cd thé anh hwdng dén cdc xét nghigm acid urie huyét thanh trong phdng xét nghiém bing cich sit dung acid
phosphotungstic va xét nghigm lwong dudmg trong méu biing cAch sir dyng glucose-oxidase-peroxidase.

Che tuong thc sau diy cia paracetamol vdi céc logi thube khic da duge ghi nhfn:

- Thude chdng déng méu (warfarin) - ¢6 thé ciin giam liéu néu ding paracelamol v thube chéng dong méu trong mit thisi gian
dii.,

- Su hip thu paracetamol ting Ién bii c4c chét 1am tang syt lm rong da day, vi dy: metoclopramide.

- Sy hip thu paracetamol bi gidm bi cée chdt 1am gidm sy lam rBng da day, vi dy: propantheline, thube chéng trdm cam cb djc
tinh khing cholinergic va thudc gidm dau gay nghign.

- Paracetamol c6 thé 1am tiing ndng d¢ cloramphenicol trong huyét tuong.

- Nguy co nhiém ddc paracetamol cd thé tang 1én & nhimg bénh nhin dang ding cée logi thudc c6 kha ning gy ddc gan khac
hodc céic thudc cim img cée enzyme microsome gan nhu rugu vé thudc chéing co gidl.

' - Sy bai tiét paracetamol ¢ thé bj énh hudng va nbng d§ trong huyét twong thay ddi khi ding cling véi probeneeid.

- Cholestyramine [am giam sy hép thu paracctamol néu diing paracetamol trang vong I gid,

- Nhiém ddc gan nghiém trgng ¢ lidu didu tri hofic qué lidu vira phai da duge bio ¢do & binh nhin chi diing isoniazid hofic véi
céc thudc didu trj bénh lao khic.

- Nhiém dfc gan nghiém trong da xay ra sau khi sir dung paracetamol & mdt b§nh nhén ding zidovudine vi co-trimoxazole.

Cic tuong tac sau ddy ciia ibuprofen véi che loai thude khac da duge ghi nhan:

- Thubic chéng két 1ap tidu chu va thube tre ché t4i hiip thu chon loe serotonin (SSRIs) - ting nguy co xuft huyét tizu héa (xem
phin Cénht bdo va tidn trong khi sie dung thudc)

- Thubic chng dong méu, bao ghm warfarin - ibuprofen anh hudng dén s én dinh caa INR va c6 thé 1am ting nguy co chiy
mAu nghiém trong va doi khi xuft huyét giy tlr vong, dgc bigt I tir dudng tiéu hoa, Ihuprofen ¢hi nén duge sit dung & nhimg bénh
nhén ding warfarin néu thye syr céin thiét va phai dwge theo doi chiit ché.

- Ibuprofen c6 thé 1am gim d¢ thanh thai thin va ting ndng 3 lithium trong huyét twong,

- Thuprofen c6 thé 1am giam téc dyng chong tang huyét ép cla thudc tic ché enzym chuyen, thudc chen beta va thude lgi tiéu va
c6 thé gy ra hién tugmg natri nigu va ting kali mau & bgnh nhén diu trj bing céc thudc niy.

- Ibuprofen lam gidm dg thanh thai methotrexate.

- Ibuprofen c6 the 1am tang néng d9 glycoside tim trong huyét twong,

- Ibuprofen ¢6 thé lam ting nguy co xuiit huyét tiéu hoa dic bigt 1a néu diing cling véi corticosteroid.

- Ibuprofen c6 thé kéo dai thdi gian chdy méu & bénh nhén dicu tri bing zidovudine.

- Ibuprofen ciing ¢6 ihé tuong tic véi probenecid, thudc trj d4i thdo dudng va phenytoin.

- Ibuprofen ciing c6 thé twong tée véi tacrolimus, cyclosporine, sulphonylureas, Khéng sinh quinolone va thude tre ché CYP2CY
(voriconazole, fluconazole).

Acid acetylsalicylic
( Khang khuyén céo sit dung ddng thisi ibuprofen va acid acetylsalicylic vi kha nang ting the dung khong mong mubn.
' Di fiéu thyc nghigm cho thdy ibuprofen c6 thé tic ché canh tranh tdc dyng ca acid acetylsalicylic lidu thap doi véi sy két tdp
tidu chu khi duge diing dong thdi. Mic du c6 sy khong chéic chin v& ngogi suy céc dir ligu ndy cho cée tinh hudng 14m sing, khong
thé logi trir kha néng st dung ibuprofen thudng xuyén, kéo dai c6 thé lam gidm tic dyng bao v§ lim mach cla acid acetylsalicylic
lidu thép. Khong ¢ tac dung lien quan dén lam sang ndo dugc coi 1i c6 kha nang xay ra khi sir dung ibuprofen khéng thutmg
xuyén (xem phéin Cde diic tinh dicge lyc hoc).
SOLMOVIS c6 thé tuong tac véi mot s loai thube. Bao gém:

- Warfarin, thufc ding d& ngin ngira cuc miu dong.

- Thuéc diéu trj dong kinh hogc co git.

- Cloramphenicol, mgt logi khéng sinh ding dé diéu trj nhim tring tai va mit.

- Probenecid, mdt logi thude ding dé diéu trj b¢nh gout.

- Zidovudine, mjt logi thude ding dé didu trj HIV (virus gdy bnh AIDS).

- Thube ding dé didu tri bgnh lao nhir isoniazid,

- Acid acetylsalicylic, salicylat hogc cdc loai thudc NSAID khéc.

- Thude diéu tri tang huyét dp hofic cde bénh tim khéc.

- Thube loi tidu.

- Lithium, mt loai thube ding dé didu tri trAm cam.

. Methotrexate, mot loai thuc ding dé didu trj viém khop va mdt s6 logi ung thur,

- Corticosteroid, nhu prednison, cortisone.

Céc logi thude trén c6 thé bi anh hudng béi thude nay hogic ¢6 thé dnh hudng dén higu qua cla thubc nay.

10. T#e dyng khibng mong mubn cita thufe:
Che thir nghigm 14m sang voi methylprednisolon di khong cho thdy bét ky tic dung khdng mong mudn ndo khac ngoéi

nhiing tac dyng khong mong mudn riéng clia paracetamol hodc ibuprofen.
TAc dung khdng mong mubn duge phn logi theo tAn sudt: RA&t thuomg gip (21/10); Thudmg gap (=1/100, <1/10); ft gdp
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Téx hudng din sic dung thuie - SOLMOVIS
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Nhiém tring va nhiem RAL hidm gap: 1am nang tinh trang viém nhiém lién quan dén nhiém lrim%ﬂh‘l‘_r s\t plat {rién cdn

doc viém cdn hoai tir) lién quan dén viée st dung NSAID dit duge md (3. AT N, o I‘i'f]f.l /)

R&i logn mau va h¢ bach | It gip: Gidm huy#t sic 8 va hematocrit, Mgc dit mi quan h§ nhén qua chu duge thiet 13p, cag <

huyét dot xufit huyét (nhw chdy méu cam, rong kinh) da duge bao cdo trong khi di&ﬁ‘h‘{f‘r;,'; e m%}?’
i b

RAt hifm giip: Réi loan tgo méu (mit bach cau hat, thiéu méu tén huyét, thiéu n i
bach cﬁ_u, giam bach cdu trung tinh, gidm todn thé huyét ciu vit gidm tiéu cfu c6 hofic khong ch
ban xuft huyél) da duoc bio cdo sau Khi sir dyng ibuprofen, nhing khong phai hoan toan Ia do
thube.

Réi loan h¢ midn dich

RAt hiem gap: Céc phan (mg qué man bao gom phat ban da va qud mén chéo véi thude cudmg
giao cam di dirge béto cdo.

It giip: Céc phan tmg dj (g khdc da duge bio cdo nhung mbi quan hé nhin qud chura duge thiét
1ap: Bénh huyét thanh, hi ching lupus ban d6, ban xufit huyét Schonlein-Henoch, phit mach.

Réi loan chuyén hoa vi
dinh dydmg

RAt hi¢m giip: Trong trudng hop nhién toan chuyén hoa, nguyén nhin khing chiic chén vi b
nhidu hon mot logi thude duge uéng. Trudmg hop nhidm toan chuyén hoa sau khi ubng 75g para-
cetamol, 1,95g acid acetylsalicylic va m{t lugng nhd chét tdy rira gia dyng dang long. Bénh nhan
ciing cb tién sir co gift dé duge bio cao c6 {hé 1am tiing chi s6 ndng d§ lactat ciia nhi€ém toan
chuyén hoa.

Téc dyng khong mong mudn v& chuyén héa di bao gbm ha kali mév. Téc dyng phu chuyén hoa
bao gdm nhiém toan chuyén héa i duge bfo cdo sau khi ding qui lidu acetaminophen.

ft giip: Nit héa tuyén vii & nam gidi, phin Ging ha dudng huyCt.

Rdi loan hé than kinh

Thudmg gap: Chong mat, nhie dau, hoi hop.

fi¢ giip: TrAm cam, mét ngd, 1 1n, d& xic dgng, budn ngd, viém méng ndo vo khufn kém st va
hon mé.

Hiém giip: Di cam, &0 gidc, gific mor bt thitmg.

Rét hidm giip: kich thich nghich thutng, viém déy thén kinh thi gidc, suy gidm thin kinh vén
dfng, téc dung ngoai thip, run vi co gidt.

R&i logn mét

Tt gap: Gidm thi lyc (m& v&/hojic gidm thj lye, d&m vahodc thay ddi mau sic) di xay ra nhung
thudmg héi phye sau khi ngimg didu tri. Bdl ky bénh nhan ¢6 rbi logn v& mit nén duge kiém tra
nhin khoa.

R&i logn tai va tién dinh

RAt hiém giip: Chéng mit.
Thuing gip: Chimg { tai (déi voi cac logi thude 6 chira ibuprofen)

Roi loan tim mach Thudng gip: Phi, giit nude; gilr nude thwong d4p ing kip thoi khi ngimg thude.
Rét Iliégm giip: Dénh tréng ngyc; nhip tim nhanh; rbi logn nhip tim va céc bénh vé tim khéc di
duge béo cho. Tang huyét dp va suy tim da duge béo cdo lién quan dén didu trj NSAID.

R&i logn ho hip, 1ong [t gaip: tang tiét dich dwong hd hap

ngye vA trung thit RAt hiém g3ip: Phan ing ho hip bao gbm: hen suyén, lam trAm trong thém bénh hen suyén, co

thit phé quan va kho tho.

R&i logn hé tigu hod

Thudng gip: Dau bung, liéu chay, khé tiéu, budn ndn, khé chiu & da day va non, déy hoi, tho
bén, mét mau dirong tiéu hoa nhe c6 thé gy thiu méu trong nhimg trudng hop die bist.

it gip: Loét da day/dudng tiéu héa, thing hofic xult huyét dumg tiéu héa, véi cae trigu ching
non ra méu déi khi gy tir vong, dic bist & ngudi cao tudi. Viem loét miéng va lam trim trong
thém bénh viém dai tring va bénh Crohn di dirge béo céo sau khi ding thude. Viém da day it gdp
hon da dwgc quan st va viém tyy duge bao cdo.

RAt hiém giip: Viém thyc quan, hinh thinh cie vét hep gibng nhir co hoanh rudt.

Rdi loan gan mft

RAt hiém gdp: Ton (hwong gan, dfic bigt 14 khi dieu trj Ju dai, suy gan. Chirc ndng gan bit
thudmg, viém gan va vang da. Qud lidu paracetamol cd thé gy suy gan cfip, suy gan, hoai tir gan
va tdn thuong gan.

R&i logn da va md fién kél

Thumg gip: Phit ban (bao gom ci dang d4t sin), ngira.

RA&t hiém gaip: Rung toc. Hoi chimg tang tiét md hoi, ban xudt huyét va nhay cim nh séng.

Da trée vay. Phan ing bong nudc bao gom hdng ban da dgng, Hji chiing Stevens Johnson va hogi
tir thugng bi nhidm dge. Rét hiém trudmg hop phén img da nghiém trong da duge béo cdo. Trong
nhiing truomg hop ngoai 1€, nhiém tring da niing va big1 chirng md mém c6 (hé xay ra khi nhifm
thiy diu.

Chura 1o thn suét: Phan (g dj img thube véi tang bach cAu i toan va trigu chimg todn thin (hi
chimg DRESS). Hdi chimg ngoai ban myn mi todn thén cép thnh (AGEP).

Réi logn than va tiét nigu

It %ﬁp: Bf tiéu

Hiém giip: Tén thuong mé than (hoai tir nha), die biét trong ditu trj Jau dai.

R&t hiém giip: Doc tinh trén than & nhidu deng khéc nhau, bao gdm vim thin k&, hdi chimg thin
hur va suy thén cAp tinh va man tinh. Téc dung phy trén thn thudng duge quan sét thdy nhidu nhét
sau khi ding qué litu, sau khi lam dyng kéo dai (thudng ding nhigu thude giam dau), hoc lién
quan dén nhiém dgc gan lién quan dén paracetamol.

Hogi tir éng than cdp tinh thudmg xdy ra cling v6i suy gan, nhung da duge quan sét nhu i mjt
phét hign riéng 1& trong mt sb trudng hop hiém gip. Vige tang nguy co ung thr bidu mo té bio
thin ofing ¢6 lién quan dén vige sir dung paracetamol mgn tfnh.

Mgt nghién ciu bénh chimg trén bénh nhén mic bgnh thin giai dogn cubi cho thﬁ)j sir dung ldu _

T are .m], 2 8 fB\
(>1/1000, <1/100); Hiém gip (=1/10000, <1/1.000); Rt hiém gap (<1/10.000); Chusa 1 t2n sult (khong lq;._g?é tifbir dir IE&l \ S
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bénh nhan ding han 1000 mg mdi ngdy, CONG TY

R&i loan chung va tgi noi | Rt hiem gip: Mét méi va kho chiu, ﬁ ;r'( N -

ding thufic 5 = CO PHAN

Xétnghigm Thudng gip: Tang Alanine aminotransferase, gammaglutamyliransferase vilxétinghiém Flwf;"i
ning gan bét thudng véi paracetamal. \‘-“\ i ol o LV
Tiing creatinine médu vi uré méau. ': B

it giip: Tang aspartate aminotransferase, phosphatase kiém, creatine phosphokin é;:gﬂlém;'h;ém%‘—;
globin v tang 56 lrgng tidu clu, S——
Hifm gip: Tang ndng d acid uric trong méu. ,
Céc nghién ciru 1am sang cho thiy st dung ibuprofen, dgc bigt voi licu cao (2400 mg/ngay) c6 the lin quan dén nguy co lang
huyét 4p dgng mach nhé (nhw nhgi méu co tim hofic Aot quy) (xem phiin Canh bdo vé thin Wﬂi khi dimg thudc),

THONG BAO NGAY CHO BAC STNHONG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUQC.
11, Qui litu va cdch xir tri:
Trigu chimg:

Paracatainal

Tén thuong gan va tham chi suy gan cd thé x4y ra sau khi ding qué liéu paracetameol. Céc tri¢u chimg qua liu paracetamol
trong 24 gitr ddu 1A xanh xao, bubn ndn, ndn, chan an va dau bung. Tgn thuong gan 6 thé tré nén 10 ring tir 12 dén 48 gio sau khi
ubng. R41 loan chuyén héa glucose va nhiém toan chuyén héa cd thé xay ra. Truémg hyp ngd dje niing, suy gan cb thé din dén
bénh ndo, hon mé va tir vong. Suy thin cfp vi hoai tr dng than cip o6 thé phét trién trong truimg hop khong o6 tén thuong gan
nghiém trong. R loan nhip tim da duge béo cho. Ton thuong gan c6 thé xdy ra & ngudi lém ding 10g paracetamol trd 1én do dur
thira chét chuyén héa gy dfe tinh.

lﬁﬂ‘prﬂjéﬂ . ‘ X i
Céc tri¢u chimg bao gdm buén ndn, dau bung va ndn, chdng mt, co gift va hidm khi mét ¥ thicc, Pge didm lim shng cia quéa

lidu véi ibuprofen cd thé din tén suy nhuge thin kinh trung vong vésuy ho hép.

Trong trirdmng hop ngd dic nghiém trong, nhiém toan chuyén héa cd thé xay ra.
Céch xir tri:

racefaimol

Dicu trj kip thoi 1 cn thiét trong viée xir tri qué lidu paracetamol ngay ca khi khdng c6 tri¢u chimg rd ring, do nguy ¢o tén
thirong gan, xuit hién sau vAi gitr hofic thiim chi vai ngdy. Nén didu trj y 1& npay 1 tirc cho bét ky bgnh nhin ndo dd uong 7.5g
paracelamol trér 18n trong 4 gidy trudc d6. Rira da diy nén duge xem xét, Ligu phip cy thé dé dao nguge tdn thuong gan bing thude
giai dje nhu acetyleystein (tigm {inh mgeh) hojie methionine {ubng) cang sém cang tot.

Acetylcystein c6 hi¢u qua nht khi ding trong 8 git ddu sau khi ubng qué lidu va téc dyng gidm din trong khodng tir 8 dén

16 gits. Ngudi ta timg tin riing biit ddu didu trj hon 15 gidr sau khi diing qua lidu 12 khong c6 lgi va c6 thé lim trim trong thém nguy
co méc bénh ndo gan. Tuy nhién, ding thubc mudn hign da dirge chimg minh 12 an toan va cée nghién ciru vé b¢nh nhén dwge digu
trj trong vong 36 gity sau khi ubng cho thdy c6 thé thu duge két qua c6 loi sau 15 gitr. Hon nifa, sir dung acetylcystein tinh mach
cho nhiing bénh nhan d& bj suy gan 18i cdp di duge chimg minh [a lam gidm ty 1§ méc bénh va tir vong.

Litu ban du 150 mg/kg acetyleystein irong 200ml glucose 5% dugre tigm tinh mach trong 15 pht, sau d6 truyén tinh mgch
50 mg/kg trong 500 mL glucose 5% trong 4 gio va sau do 14 100 mgrkg trong 1 lit glucose 5% trong 16 git. Thé tich djch thudc
tiém tinh mach nén duge didu chinh cho tré em.

Methionine dirgc cho udng 2,5g cir sau 4 gity cho dén 10g, Biéu tr bing methionine phai dugc bat dAu trong vong 10 gitr sau
khi ubng paracetamol; néu khong s& khong hi¢u qua va co thé 1am trdm trong thém tinh trang ton thwong gan,

Bing chimg vé céc trigu chimg nghiém trong c6 thé khong trd nén rd rang cho dén 4 hofic 5 ngay sau khi ding qua lidu va
bénh nhén nén duge theo dai cn thin trong mdt thoi gian dai.

Thuprofen

Diéu trj triéu chimg v& hd teg, bao gdm duy tri dudng thé thong thoding vé theo ddi céc déu hiéu tim va déu hiéu sinh tdn cho
dén khi én dinh. Rira da day chi duge khuyén céo trong vong 60 phit sau khi ubng mt lidu de doa tinh mang. Vi thube cb tinh
acid va dugc bai (it qua nuée tidu nén v& mit 1y thuyét s& c6 lgi khi ding chit kiém va gy loi tidu. Ngodi cdc bign phip h8 trg,
viéc sir dung than hoat tinh bing duémg udng cé thé gitp gidm hip thu va téi hdp thu ibuprofen.

12. CAc diic tinh duge lye hoe:

Ma ATC: NO2BE51

Nhom duge ly: Thube gidm dau va ha sot khic

Cor ché tde dyng:

Mgc dit vi tri chinh xfc vi co ché téc dyng gidm dau clia paracetamol khdng dugc xéc dinh 13 ring, nhung n6 6 thé gy ra
giam dau bing céch ting ngudng dau. Co ché tiém néng 6 thé lign quan dén sy te ché con dudmg oxid nitric qua trung gian ciia
nhiu loai thy thé dén truyén théin kinh bao gdm N-methyl-D-aspartate va chét P,

Ibuprofen 1 mgt dén xuft acid propionic ¢ tdc dung gidm dau, chéng viém va ha sdt. Tic dung didu trj cta thubc NSAID do
tac dung (e ché enzyme cyclo-oxyase, din dén gidm Ifmg hop prostaglandin,

Dit li¢u thye nghiém cho théy ibuprofen c6 thé trc ché canh tranh téc dung cia acid acetylsalicylic lidu thip @i voi sy két tip
tiéu cAu khi duge ding ddng thoi. Mot s6 nghién ciru vé duge Iy hoe cho thay khi sit dung mét lidu ibuprofen 400 mg trong vdng
8 gidy trude hofic trong vong 30 phit sau khi diing lidu acetylsalicylic phdng thich tire thivi (81 mg), s 1am giam tée dung cia acid
acetylsalicylic déi voi sit hinh thanh thromboxane hogic tiéu chu. Mic dit khang ¢ su chfic chén vé ngoai suy céc di ligu niy dbi
cho céc tinh hudng 14m sang, nhung khong thé logi trir kh ning si dyng ibuprofen thudng xuyén, 1au dai ¢ thé 1am gidm téc dyng
béo vé tim mach ctia acid acetylsalicylic liéu thép. Khong ¢6 téc dung lién quan dén 14m sing ndo duge coi 12 cd kha ning xdy ra
khi sir dung ibuprofen khang thuémg xuyén (xem phin Tuong tic thudc).

Cdc thir nghiém ldm sang

Ce nghién ciru ngdu nhign, mi ddi dugc thre hign véi sy két hop sir dung md hinh dau riing cfip tinh cia dau sau phéu thuat.

dai paracetamol c6 thé lam tang déng ké nguy co mic b¢nh thin giai dogn cu?{' é;i;c,hfét & l‘lhi',rﬁg\'\,‘ N\
Jfl’ -
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Cing ty C8 Phin S.PM Tir huéng din sir dung thufie - SOLMOVIS W
Céc nghién ciru cho thly: 63-;;;'/ CONG TY \'.\‘
'diam dau vu tegi |

Trong 48 gidy, Solmovis khdi phic tac dyng nhanh hon mét trong hai hoat chét ciia nd va mang lai higu jud au vuot
$0 voi cing ldu paracetamol hang ngdy (p=0,007 tai nghi ngoi, p=0,006 khi hagt djng) va ibuprofen (p=0,003 Ehi nghi'ngei/ N
p=0,007 khi hoat dong). o\ & DAL fo
Ci ba lidu duge danh gi4 (nira vién hofic mdt vién hogc hai vién) déu ¢6 higu qué khi so sanh véi gia {p=0,004-0,002) v& /|-
liu cao nhit (hai vién) c6 1y 1§ dép img cao nhit (50%), diém dau téi da VAS thp nhidt, thdi gian cip ciru datnhdl vty 1§ benh 2 /
nhén cin cAp ciru thiip nhét. Tdt cd cde bign phép ndy khie bigt ding ké so véi gid duge (p < 0,05). N T.p MO

13. Cdic dje tinh dwgc djng hoe: —

Hap thu - "
Ca paracetamol vA ibuprofen déu dige hiip thu d€ ding qua dutmg tiéu héa voi nong 4o d inh trong huyét trang dat duge

khoang 10 dén 60 phat sau khi udng.
Ti 1€ vi dd hdp thu ciia ca paracetamol va ibuprofen tir dgng thudc ké hop hoi chm lai sau khi ding sau khi &n.

Phén %i

Nhu bat k§f sén phém 6 chira paracetamol, thube duge phiin phéi vio hiu hét cde mb cor thé.

Ibuprofen lién két cao (90-99%) vdi protein huyét tuong.

Chuyén héa

Paracetzmol dirge chuyén hoa rng rii & gan vi théi trir qua nude tiéu, chii yéu dudi dang lign hep glucuronid va sulphate
khong c6 hogt tinh. [t han 5% dugc bai tiét duéi dang khang ddi, Céc chéit chuyén héa cia paracetamol bao gm mt chét trung
gian hydroxyl hoa ¢6 hoat tinh ghy dgc cho gan. Chét trung gian c6 hogt tinh niy duoc gidi dge bing cheh lién hop véi glutathione,
tuy nhién, n6 c6 thé tich ty sau khi ding qué liéu paracetamol va néu khang duge didu trj ¢6 kha ning gdy tbn thwong gan nghiém
trong v tham chi khdng thé phye hbi.

' P:erce:_!mnnl duge chuyén hoa khic nhau & tré sinh non, tré so sinh v tré nho so véi ngudi 16n, dang lién hep sulphate chiém
uu thé nhit.

Ibuprofen duge chuyén hoa ring rai thiwh cdc hop chét khéng cd hoat tinh trong gan, chii yéu do glucuronid hod,

Con duimg chuyén héa ciia paracetamol v ibuprofen 14 khéc bigt va s€ khing 6 tuong tic thuBic khi sy chuyén hod cia hoat
chét niy dnh hucmg dén swt chuyén hod ciia hogt chdt kia. M8t nghién ciru chinh thite sit dyng enzym gan clia con ngudi dé kigm
traékha niing tuong tie thudc da khéng tim thiy bt ky tuong tac thude tim ning ndo trén cde con dudng chuyén hoa cia hai hoat
chat nay.

Trong mdt nghitn ciru khée, anh hudng cia ibuprofen ddi véi qué trinh chuyén héa oxy héa ciia paracetamol duge dénh gid &
nhitng ngudi tinh nguygn khoe manh trong didu kién nhjn an. Két qua nghién ciu cho thily ibuprofen khang 1am thay i lugng
paracetamol trdi qua qud trinh chuyén héa oxy hoa, vl lugng paracetamol va cic chit chuyén hoa cfia nd (glutathione-,
mercapturate-, cysfeine-, glucuronide- va sulfat-paracetamol) luong duong nhau khi diing riénq [& paracetamol hofic ding dong
thari véi ibuprofien (dudi dang két hop cb dinh).Nghién ctu ndy logi bd moi nguy co gia ting d6i visi gan do chét chuyén hoa gay
de cho gan, NAPQI tir paracetamol néu dimg ciing voi Ibuprofen,

Théi trir

Thei gian bén théi ciia paracetamol thay ddi tir khoang 1 dén 3 gidr.

Ca chét chuyén hoa khong c6 hoat tinh vA mjt lugng nho ibuprofen khéng déi ddu duge bai tiét nhanh chéng va hodn tofin qua
than, véi 95% lidu ding duge bai tiét qua nude tiéu trong vdng 4 gitr sau khi ubng. Thisi gian bén thai cia ibuprofen 14 khodng 2

id.

Tuong tae duge dong hoc

Mt nghién ciru cy thé dé didu tra cie 4nh hurémg paracetamol déi v6i @6 thanh thai huyét tuong cia ibuprofen va ngugc lai
khong x4c dinh duge bt ky tuong téc ndo.

D li¢u an toAn titn 14m sing

Ibuprofen

Péc tinh cin man tinh va man tinh ctia ibuprofen trong céc thi nghigm trén djng vit duge quan sat chil yéu l4 che tdn thuong
vai loét trong dudng tiéu hda. Céc nghién cir in vitro va in vivo khong dua ra bang ching 1dm sdng néo v& kha niing gy djt bién
ctia ibuprofen, Trong céc nghién ciru trén chudt nhit va chugt cong khéng tim thiy bang chimg vé tic dung giy ung thu ciia
ibuprofen. Ibuprofen gly (rc ché sy rung trimg & thd ciing roi logn qué trinh cAy ghép & céc loai dgng v{it khic nhau (tho, chudt
nhit, chudt cbng). Céc nghién ciru thyc nghiém da chimg minh ring ibuprofen di qua nhau thai. Boi voi litu giy ddc cho me, ting
1y 18 dj tt (dj tét thong lién thr) da duge ghi nhn.

a df,:ngvg‘ut, vige sit dyng chiit Gc ché tdng hop prostaglandin da duge chimg minh lam téng ti 1§ mat thai truée va sau khi chy
ghép va chet phoi thai. Ngoai ra, ty 18 mic cée di tat khic nhau ting Ién, bao gom dj 1§t tim, di dugc bdo cdo & dng viit duge cho
diing chit (rc ché tdng hop prostaglandin trong giai dogn hinh thanh co quan.

Paracetamol

Paracetamol ¢ lifu gy ddc cho gan cho thily kha ning gy ung thu va gy ung thu (khi u gan vi bang quang), & chufit cing
va chudt nhat. Tuy nhién, hoat dgng gy ung thu va tac nhin gdy ung thu nay ¢4 lién quan dén sy thay dbi trong chuyén héa ciia
paracetamol khi & lidwndng dd cao va khong c6 nguy co trong sir dung 1dm sing.

_ Khong ¢6 cic nghién cir sir dyng cée tidu chudn duge chép nhén hién nay dé danh gi4 dgc tinh ddi v6i sy sinh san va phdt
trién.
14. Quy cdch déng goi:
Hdgp 3 vix vi 10 vién nén.
Hap 5 vix vi 10 vién nén,
Hap 10 vi x vi 10 vién nén,
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15. Didu ki#n bio quin, hgn dung, titu chuiin chiit lwgng ciia thube:
Biio quin: Noi kho réo, nhigt dj khong qué 30°C, trénh dnh sang.
Han dimg: 36 thiing ké tir ngdy san xudl.

Tiéu chuéin chiit lrgng: TCCS

16. Tén vi dja chi nha siin xufit:

= CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
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Lash s 1, Khu Céng Nghi¢p Tén Tao, Buing 56 2, Phirdng Tén Tgo A, Quén Binh
S PP M 5, Thanh phé HS Chi Minh,

BT (028) 37507496 Fax: (028) 38771010

TP Hé Chi Minh, ngcp07 thang0d ndm 2025
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