IV. MAU TO HUGNG DAN SU DUNG THUOC:
Mit 1

PEé xa tam tay tré em
Poc ky hudng dan st dung trude khi ding
THANH PHAN CONG THUC THUOC:

* Thanh phan hoat chat:
e e e e s e e 200mg
=Godeiniphosphathemitiydrate v o e e e 30mg

* Thanh phén t4 dugc: Sodium metabisulfite, Pregelatinised Starch (rice starch), Croscarmellose
Sodium, Colloidal Silicon Dioxide grade 200, Povidone K30, Acid Stearic, Magnesium stearate, Opadry
Amb Il white, Talc, Mau sunset yellow lake, Mau quinoline yellow lake...........ccceeereennenne. vira dii 1 vién
DANG BAO CHE: Vién nén bao phim tron, mau cam, mot mat tron, mot mat c6 khdc ddu vach ngang,
canh vién lanh I3n.

CHI DINH: ICLARAC® Diéu trj cac con dau cdp tinh & ngudi 16n, trung binh d&n ndng hodc & nhiing bénh
nhan khdng dap Ging vai thudc gidm dau khdng opioid.

CACH DUNG, LIEU DUNG

* C4ch diing: Dung dudng udng, nudt nguyén vién véi nudc, nén dung trong biia an.

* Liéu diing:

C6 thé giam cac tac dung khdng mong mudn cia thudc biing cach diing liu can thiét thdp nhat cd thé
va trong thai gian diéu tri can thiét ngan nht.

- Ngudi I6n: 1-2 vién liéu ddu tien thy thudc vao mic dd con dau, sau do udng 1 vién mbi 4-6 giv. Khdng
qua 06 vién mdi ngay.

- Ngudi cao tudi: Dugc dong hoc clia Ibuprofen khong bi &nh hung bdi do tudi. Tuy nhién can than
trong khi diing thudc.

- Tan sut si dung: Mbi 13n dung thudc cdn céch nhau 6 gid, it nhat Ia 4 gid doi véi liéu 200mg/30mg
va it nhat 6 gid ddi vGi liu 400mg/60mg

CHONG CHi DINH

- Tr em du6i 15 tudi

- Mang thai thang thir 05

- Qua mAn v6i Ibuprofen, Codein hodc v6i bat ky thanh phan nao clia thudc.

- Tién st hen suy&n do dung ibuprofen hodc cac chat khac cd hoat tinh tuong tu nhu: NSAIDs khac, axit
acetylsalicylic

- Tién sii xuat huy&t hodc thlng tiéu hoa trong qua trinh diéu tri NSAIDs

- Xué't huy&t dudng tidu hoa, xudt huy&t mach mau nio hogc xudt huyét tign trién khac.

- Loét da day, ta trang tién trién, tién sii loét da day hodc xudt huyét tai phat.

- Suy gan ndng; Suy than ndng; Suy tim n@ng.

- Lupus ban do hé thong.

- Suy hd hap dut & mic do nao, do tac dung (ic ché clia codein ddi véi cac trung tam hd hap.

- B&nh nhan suy gidm chiic ndng hd hap.




Miit 2

- Phu nit cho con bl

CANH BAO VA THAN TRONG KHI DUNG THUGC

* Ddi vdi Ibuprofen

- Khdng st dung dong thoi ICLARAC®vGi cc thude NSAIDs khac, bao gdm ca thudc (ic ché chon loc
cyclooxygenase-2 (COX-2). C6 thé han ché cac tac dung khong mong mudn clia thudc bing cach ding
lidu thap nhat co thé trong thoi gian diéu tri can thiét ngdn nhat c6 thé.

- V6i nhitng b&nh nhén hen suy&n k&m viém mii mén tinh, viém xoang man tinh va/hodc polyp mii, ¢6
nguy cd di (ing khi sir dung axit acetylsalicylic va/hodc cac thudc chong viém khong steroid cao hon so
vGi nhiing bénh nhan khac.

- Sir dung thudc nay cé thé khdi phat cac con hen dic biét 1a & nhiing bénh nhan di Gng v6i axit
acetylsalicylic hodc NSAIDs

Ngudi cao tudi

C6 nguy cd gap cac tac dung khong mong mudn khi ding céc thudc NSAID, ddc bigt 1a xuat huyét tiéu
hoa hodc thiing da day c6 thé dan dén ti vong.

Téac dung phu trén dudng tiéu hoa

- Xudt huygt, loét hodc thiing dudng tiéu hoa, ddi khi gy i vong da dugc ghi nhan di v6i tat c& cac
NSAIDs bat ky lic nao trong khi diéu tri ma khong nhat thigt c6 ddu higu canh bao hodc c6 tién sir gap
cac phan (ing bat Igi trén duding tiéu hoa.

- Nguy co xudt huy€t, loét hodc thiing dudng tiu hod ting 1&n khi tang li€u & nhiing bénh nhan ¢4 tién st
loét, d4c biat véi cac bién chling nhu chdy mau hoic thiing ciing nhu & ngudi cao tudi. & nhiing bénh
nhan nay, nén bat ddu diéu tri v6i liéu thap nhat c6 thé, sir dung thém thudc bao vé& niém mac da day (vi
du misoprostol hodc thudc (fc ch& bom proton) cho nhiing b&nh nhan nay, cling nhu nhitng bénh nhan
diéu tri v6i axit acetylsalicylic li€u thap hodc diéu trj v6i thudc 1am tdng nguy co dudng tiéu hba.

- Bénh nhén c6 tién sl v& dudng tiéu hoa, dac biét & ngudi cao tudi, phai béo t&t ca cac triéu ching &
bung trudc khi bat ddu diéu tri.

- Can than trong dZc biét § nhitng bénh nhan dang diéu tri dong thdi c6 thé 1am ting nguy co loét hodc
xuat huy&t, chdng han nhu corticosteroid duding udng, thudc chdng dong mau duding udng nhu warfarin,
thudc Gic ché tai hap thu mau chon loc serotonin (SSRIs) va thudc chdng két tap tiéu cdu nhu axit
acetylsalicylic.

- N&u xay ra xudt huy&t tiéu hod hoic loét & bénh nhan diéu trj v6i ICLARAC®, nén ngling diéu tri ngay.
NSAID nén dugc st dung mot cach than trong va dudi su gidm sat chdt ché & nhitng bénh nhan ¢ tién
st b&nh dudng tiéu hoa (viém loét dai trang, bénh Crohn), do ¢d thé 1am triéu chiing trdm trong han.
Anh hugng d&n tim mach va mach mau ndo

- Can theo di bénh nhén ¢ tién si ting huy&t p va/hodc suy tim nhe dén trung binh, d ¢ nhiing bao
cdo V& nhitng trudng hop bi gitt nuéc hodc phu né lién quan dén diéu tri NSAIDs.

- Cac thir nghiém 1am sang va cac so ligu dich t& hoc cho thay ring viéc sif dung ibuprofen, dic biét khi
st dung véi liéu cao (2400mg mdi ngay) va trong mot théi gian dai diéu tri, ¢ thé 1am ting nhe nguy co
bign ¢d huyét khdi dong mach (vi du, nhdi mau ca tim hodc dot quy). Tuy nhién, di liéu dich t& hoc
khdng cho thdy rang liéu thap ibuprofen (< 1200mg mbi ngay) ¢t lién quan dén tdng nguy co nhdi méau
catim.

- B&nh nhan c6 tién sit ting huy&t &p khong kiém soét dudc, suy tim sung huyat, thigu mau ca tim, bénh
dong mach ngoai vi va/hodc tién sit dot quy (bao gdm cé con thi€u mau cuc bd thodng qua) chi nén
dugc diéu tri bang ibuprofen sau khi da tham kham c&n than.

- C4n than trong trudc khi bit ddu diéu tri dai han & bénh nhan c6 cac y&u t6 nguy cd clia bénh Iy tim
mach (nhu ting huy&t 4p, ting lipid mau, dai thao dudng hodc dung thudc 13)




Tac dung phu trén da

- Phén (ing da nghiém trong: cac phan (ing da nghiém trong, mdt s6 gay i vong, bao gdm viém da tréc
vay, hdi chitng Stevens-Johnson va hoai ti biéu bi nhiém doc dd dudc béo cdo higm khi lign quan dén
viéc st dung NSAIDs

- Ty 1€ xdy ra cdc tdc dung khong mong mudn nay dudng nhu cao han trong thang ddu tién diéu tri 6
phan I6n céc trung hgp. BEnh myn md toan than cdp tinh (AGEP) dé dugc béo céo lién quan dén cac
san phdm thudc c6 chiia Ibuprofen. N&n ngiing dung Ibuprofen ngay khi xuat hién phat ban da, tdn
thudng niém mac hoc bat ky dau hiéu qua man nao khac.

Suy chifc ndng than

- Cac thudc NSAIDs (ic ché tac dung gian mach clia cac prostaglandin & than nén c6 thé gay suy chiic
nang than do gidm dd loc ciu than. Tac dung phu nay phu thudc vao liéu dung.

- Khi bt ddu diéu tri hodc sau khi ting liéu, cn gidm sét lugng nudc tidu va chiic ning than & nhiing
bénh nhan c6 céc y&u td nguy co sau: ngudi cao tudi: ngudi dung dong thdi thusc nhu thudc tic ché men
chuyén, sartan, thudc Igi tiéu; gidm thé tich m4u; suy tim; suy than man tinh; hi chiing than hu: bénh
than lupus; xo gan mat bu.

Giif mudi va nudc

C6 kha ndng gay ph, tang huyét ap va suy tim ndng. Do d6, can gidm sét chdt ché trén 1am sang trude
khi bat dau diéu trj ddi v6i nhitng b&nh nhan ting huy&t p hodc suy tim. S dung Ibuprofen cd thé 1am
giam tac dung diéu tri clia cac thudc ha huy&t &p.

Tang kali mau

- Tang kali mau do bénh déi thdo dudng hodc diéu tri dong thoi véi cac thudc ting kali mau. Theo doi
thutng xuyén kali mau trong nhiing trudng hgp nay.

- Nén tranh dung thudc nay trong trutng hgp diéu tri bdng mot loai thudc chng viém khong steroid
khac, véi thudc chdng dong mau dudng udng, véi lithi, v6i axit acetylsalicylic & lidu gidm dau, ha sot
hodc chdng viém, vi methotrexat § liéu I16n hon 20mg mdi tudn, véi heparin trong Iugng phan ti thap
va lién quan va heparin khong phan doan (& liéu diéu tri va/hodc & ngudi cao tudi), véi pemetrexed, &
bé&nh nhan c6 chiic nang than kém dén trung binh.

Che gidu cac triéu chitng ciia nhiém tring

Ibuprofen ¢6 thé che gidu cac triéu chiing clia nhi&m tring, didu nay da dugc quan sat thay trong trudng
hop viém phdi do vi khudn méc phai trong cong ddng va cdc bign chiing do vi khudn clia bénh thlly dau.
Khi dung ibuprofen dé gidm sot hodc gidm dau do nhiém tring, nén theo ddi va d&n co sd v t& néu thay
cac tridu chling van ton tai hodc trdm trong hon.

Dac biét than trong khi dung

- Ibuprofen, giéng nhu bt ky loai thudc tic ché su tdng hop cyclooxygenase va prostaglandin, c6 thé
lam gidm kha ning sinh san. ICLARAC® khong khuy&n céo dung & phu nit ¢6 du dinh mang thai.

- Trong trudng hgp rdi loan thj gidc xay ra trong qué trinh diéu tri, nén thuc hién kiém tra nhan khoa
toan dién.

- Trong thdi gian diéu trj kéo dai, nén kiém tra cong thiic mau, chic ndng gan va than.

* Ddi vdi Codein

- Ding liéu cao kéo dai c6 thé dan d&n tinh trang I8 thudc thudc.

- Khéng udng rugu khi dang diing thudc.

- Trong trudng hop téng &p luc ndi so, duing codein cd thé 1am ndng thém tinh trang nay.

- § bénh nhan cit tii mat, codein c6 thé gay ra hdi chiing bung cdp nhu viém mat hay viém tuy va co
that ca vong Oddi.

Ngudi cao tudi: Gidm liéu ban ddu mot nira so véi liéu khuy&n céo va sau d6 ting liéu khi bénh nhan da




Mit 4

dung nap thudc.

SU' DUNG THUGC CHO PHU N CO THAI VA CHO CON BU

St dung thudc cho phu nif ¢o thai:

* Ddi vdi Ibuprofen

- Thai du6i 12 tuan: chi st dung ICLARAC®khi can thiét

- Thai tli 12 tudn dé&n 24 tudn: dung thudc trong thdi gian ngdn néu thuc su can thiét. Khong st dung
thudc trong thdi gian dai.

- Thai trén 24 tun tudi: chdng chi dinh st dung thudc. Trong trudng hgp v tinh sif dung thudc, can phai
gidm sé&t chdc nang tim, than clia thai nhi va/hodc tré sg sinh. Thoi gian gidm sat phu thudc vao thdi
gian ban thi cla thudc.

* Ddi vdi Codein

- C4c nghién clu trén dong vat cho thdy sit dung codein gy qudi thai. Trén Iam sang, mdc di mot sd
nghién c(u bénh-chiing cho thdy codein lam ting nguy ¢ méc bénh tim bdm sinh, c4c nghién cdu dich
t& hoc khdng cho thay nguy co xay ra quéi thai.

- C6 thé thinh thoang st dung thudc khi dang mang thai & bat ky giai doan nao néu cin thiét, tuy nhién
khdng nén st dung dai han. Néu sii dung thudc trong giai doan cudi clia thai ky, can nhic nhiing tac
dung gidng nhu morphin clia thuc (nguy cd (ic ché hd hap & tré sa sinh khi dung thudc lidu cao trudc khi
sinh, hdi chiing cai thudc néu dung thudc dai ngay khi mang thai).

St dung thudc cho phu nif cho con bi:

Ibuprofen va Codein déu bai tiét vao sita me. Mot s trudng hgp lam gidm truong luc va ngiing hd hap
da dugc ghi nhan & tré sau khi b me 6 liéu duy tri. Do d6, chdng chi dinh dung thudc trong thdi gian cho
con ba.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Cénh béo bénh nhan vé sy khdi phat clia chéng mét va rdi loan thj gidc c6 thé xay ra. Nguy co budn ngll
co thé khign viéc I4i xe va van hanh may méc trd nén nguy hiém. Than trong khi lai xe va van hanh
may moc

TUGNG TAC, TUGNG KY CUA THUDC

Tuong tac ctia thudc:

* Ddi vdi Ibuprofen

Tang kali mau:

- M6t s loai thudc hodc nhom diéu tri c6 kha ndng gay ting kali m4u: mudi kali, thudc Igi tiéu ting kali
mau, thudc Gc ch& men chuyén, thudc déi khang angiotensin I, thudc chdng viem khdng steroid,
heparin (trgng lugng phan ti thap hodc khong phan doan), thudc Gc ch& mi&n dich nhu cyclosporin
hodc tacrolimus, trimethoprim.

- K&t hgp céc loai thudc nay 1am ting nguy co ting kali mau. Nguy co ndy dic biét quan trong véi thudc
loi ti€u gilt kali, ddc bigt khi ching dugc k&t hop vi nhau hodc vai mudi kali hodc ph6i hgp thudc dc ché
men chuy&n véi NSAIDs, c4n than trong trong nhiing trudng hgp nay.

- Tuy nhién, mot so thudc nhu trimethoprim, khdng c6 tuong tac cu thé dé gay ra nguy cd nay nhung van
can xem xét nhu mot y&u t6 nguy co vi thudc ndy cd thé phdi hgp véi cac thudc khac dé cap 6 trén.
Khdng nén phdi hap:

- Cac thudc NSAIDs khac: ting nguy cd chdy méu va loét da day

- Axit acetylsalicylic & liu chong viém (> 1g/Ian hodc > 3g/ngay) hodc & liéu gidm dau hodc ha sét (>
500mg/Ian va hodc < 3g/ngay):tdng nguy cd chdy méu va loét da day.

- Thudc chdng déng méu dudng udng: ting nguy cd chay méu clia cac thudc chng dong (t6n thuong
niém mac da day do NSAIDs. Cac thudc NSAIDs c6 thé 1am ting tac dung clia cc thudc chdng dong
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Mit 5

nhu wafarin. Trong trutng hop bat budc phai phdi hgp, can gidm sat Iam sang va xét nghiém sinh hoc
chat ché.

- Heparin khdng phan doan, heparin phan tif lugng thdp va dong phan (G liéu diéu tri va/hodc & ngudi
gia): gia ting nguy co chay mau (ton thuong niém mac da day do NSAIDs). Trong trudng hgp bét budc
phai phdi hgp, can gidm sat 1am sang va xét nghiém, sinh hoc chat ché.

- Lithium: gy tdng ndng do lithi trong mau dén ngudng gay doc (gidm bai tiét qua than). Trong trudng
hgp bat budc phéi phdi hap, cdn gidm sé&t ndng dd liti trong huy&t thanh va diéu chinh liéu khi phdi hop
va sau khi ngting ding NSAIDs.

- Methotrexat, dung liéu > 20mg/tuan: Tang doc tinh trén huy&t hoc clia methotrexat (giam do thanh
thai qua than clia methotrexat do thudc chdng viém).

- Pemetrexed (bénh nhan ¢ chifc ndng than y&u dén trung binh, do thanh thai creatinin tir 45ml/pht
dén 80ml/phit): ting ddc tinh clia pemetrexed (gidm do thanh thai qua than).

Than trong khi phdi hdp

- Ciclosporin, tacrolimus: nguy ¢d gay ddc cho than, dic biét & ngudi cao tudi. Theo ddi chic nang than
khi bt ddu diéu tri bing NSAIDs

- Thudc lgi tiéu, tic ch& men chuyén, di khdng angiotensin I1; Suy than c&p & nhiing b&nh nhan ¢6 nguy
cG (ngudi cao tudi va/hodc ddi tugng mat nudc) do gidm do loc cdu than (Gic ché céc prostaglandin lam .
gian mach bdi NSAID). Hon nifa, gidm tac dung ha huy&t ap, lam cho bénh nhan mat nudc, can giam }
sat chiic nang than.

- Methotrexat, dung liéu < 20mg/tudn: ting dgc tinh trén huy&t hoc clia methotrexat (gidm do thanh thai
qua than clia methorexat do thudc chdng viém).

Theo ddi cong thlic mau hang tuan trong nhitng tudn d4u tién sif dung thudc. Tang cubng theo doi trong ¥
céc trudng hgp suy giam chiic niing than (du nhe), cling nhu & ngudi cao tudi.

- Pemetrexed (b&nh nhén c6 chiic nang than binh thudng): tdng doc tinh clia pemetrexed (giam do
thanh thai qua than clia NSAID). Theo ddi chiic nang than khi diéu tri.

Can nhdc khi phéi hap

- Axit acetylsalicylic 6 liéu chdng két tap tiéu cu (50mg d&n 375mg/ngay v6i 1 hodc nhidu lidu): ting
nguy cd chay mau va loét da day.

- C4c thudc chdng k&t tap ti€u cdu va tic ché thu hdi chon loc serotonin (SSRI): ting nguy co xudt huyét
dudng tiéu hoa.

- Thudc chen beta (trir esmolol): Giam tac dung ha huy&t ap (Gc ché sui gidn mach clia prostaglandin va
gilt natri ddi v6i pyrazol).

- Deferasirox: Tang nguy co xuat huy&t dubing tiéu hod va loét da day

- Glucocorticoid (trir liéu phap thay thé hydrocortison): Tang nguy cg xudt huy&t dudng tidu hod va loét
da day

- Heparin phén t{t lugng thap va dong phan va heparin khdng phan doan (& liéu du phdng): ting nguy co
xuat huy&t dudng tiéu hod.

* Ddi vdi codein

Khdéng nén phéi hap

- Chét doi van chli d6i khang Morphin (buprenorphin, nalbuphin, pentazocin): gidm tac dung gidm dau
do canh tranh gin véi cac thu thé va ¢ nguy cd xudt hién hdi chling cai nghién.

- Rugu: téng téc dung an than clia codein, cdn than trong khi I4i xe va van hanh may méc. Khong uéng
cac loai d6 udng c6 chita con va thudc ¢ chia con

- Naltrexon: giam tdc dung gidm dau. N&u can thiét, c6 thé ting liéu codein

Cén nhéc khi phdi hap




Mit 6

- Cdc chat giam dau d6i van opioid khac: alfentanil, dextromoramid, dextropropoxyphen,
dihydrocodein, fentanyl, hydromorphon, morphin, oxycodon, pethidin, phenoperidin, remifentanil,
sufentanil, tramadol, thudc giam ho tudng ty morphin (dextromethorphan, noscapin, pholcodin), thudc
giam ho morphin (codein, ethylmorphin), nhém thudc benzodiazepin, barbiturat, methadon: gay (ic ché
ho hap, c6 thé dan dén tl vong trong trudng hop qué liéu.

- Thudc an than khéc: cdc dan xudt clla morphin (thubc gidm dau, thusc gidm ho), thudc an than,
barbiturat, benzodiazepin, thudc gidi lo du khdc benzodiazepin (meprobamat), thudc ngl, thudc chdng
tram cam (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thusc khang histamin H1, thudc
an than, thudc diéu tri ting huyét &p, baclofen va thalidomid: ting nguy co trdm cam. C6 thé gy nguy
hi€m khi I4i xe hodc van hanh may méc.

TAC DUNG KHONG MONG MUON CUA THUDC

* Doi vdi Ibuprofen

- Cac nghién ciu lam sang va cac di liéu dich t& hoc cho thay rang viéc st dung Ibuprofen, dic biét &
liéu cao (2400mg/ngay) va diéu tri kéo dai, cd thé dudgc k&t hop v6i viéc ting nhe nguy ¢ huydt khdi
dong mach (nhu nhdi mau cd tim hodc tai bién mach méau nio).

- C4c tdc dung khdng mong mudn dugc béo cdo trén duding tigu hoa. Loét da day, thiing hodc xudt huyét
dudng tiéu héa, doi khi gay tlr vong, dac biét § ngudi cao tudi.

- Budn ndn, ndn, tiéu chdy, ddy hai, tdo bon, kho tidu, viem miéng, dau bung, khé chiu, nén ra mau,
viém vién loét dai trang hay b&nh Crohn trAm trong d3 dugc béo céo trong diéu trj v6i NSAID. Mot sd
truGng hdp viém da day it gdp haon cling dudc bdo co. Phu, ting huyét dp va suy tim dd dugc béo cdo
trong diéu trj v6i NSAID.

- Tac dung trén dudng tiéu héa:

Céc rdi loan tiéu hoa bao gém budn ndn, ndn, viém da day, khé tidu, rdi loan van chuyén, loét tiéu hoa
¢6 hodc khong cd xudt huyét. Cac tdc dung khdng mong mudn nay xay ra khi dung liéu cao kéo dai.

- Phé&n (ing qué man:

+ Da: phat ban, ng(fa, ph, ni may day hodc may day man tinh trdm trong.

+ HO hdp: xay ra 6 mot s6 b&nh nhan hen suyén c6 lién quan dén di ng khi dung aspirin hodc céc thudc
chdng viém khong steroid.

+ Toan than: soc phan vé, phi mach

- Tac dung trén da:

+ Cac phéan (ing bdng rp, hdi chiing Stevens-Johnson, hoi chiing Lyell hi€m khi dugc béo céo.

+ Hdi chiing myn m{ ngoai ban toan than cap tinh (AGEP) khdng xac dinh dugc tan sudt

+ Phan (ing nhay cdm khdng xac dinh dugc tin suat.

- Tac dung trén hé than kinh trung uong: Chong mat, nhic d4u.

- Khéc:

+ Roi loan thi gidc hi€ém khi dugc bao céo.

+ Thiéu niéu, suy than.

+ Trong khi diéu tri bdng Ibuprofen quan st thdy cac triéu chiing viém mang ndo vo khudn, lupus ban
d6 thé khu tr hodc lan toa.

- Mot s6 bdo céo vé bign ddi sinh hoc:

+ Gan: ting transaminase (hi€m gap), mdt sO trudng hgp dac biét viem gan.

+ Huy&t hoc: mat bach cau hat, thi€u mau tan huyét.

* Ddi vdi Codein

Liéu diéu tri: Cac tac dung phu clia Codein tuong tu c4c tic dung phu clia cac opioid khac nhung higm
va nhe han:
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- An than, hung ph&n, bon chén.

- Co ddng ti, bi tiéu.

- Phan (ing qua man (ngifa, mé day, phat ban)

- Tdo bon, budn ndn, ndn

- Budn ngli, chong mat

- Co that ph& quan, suy hd hap

- Hoi chitng bung cap nhu viém mat hodc viém tuy va co tht co vong Oddi, ddc biét & b&énh nhan cat bd
tdi mat.

Liéu duy tri: Nguy co & thudc thudc va hoi chiing cai thudc khi ngiing dot ngdt da dugc bao céo & cac ba
me sau sinh dung codein.

QUA LIEU VA CACH XU TRi

*Qué liéu:

Ddi vdi Ibuprofen

- Anh huBing khong nghigm trong: Budn ndn, ndn, budn ngi, hon mé.

-Anh huéng nghiém trong: Co giat, riloan tiéu hoa, rdi loan chiic nang than

D6i vdi Codein

- Ngudi I6n: Suy gidm chiic nang hd hap (xanh tim, thd cham), budn ngl, phat ban, ndn, ngifa, mat diéu
hoa van dong, hi€m khi phi phéi.

- Tré em: (liéu doc: 2mg/kg mot liéu duy nhat): co dong ti, thG cham, tam ngting hd hdp, co giat, ho va
phi mit, ndi may day, truy mach, bi tiéu.

* Cdch xir tri khi ding thudc qué liéu:

D06i vdi Ibuprofen

- Bua ngay bénh nhan dén cosg y té.

- C6 thé loai thudc khoi da day ngay lap tic béng cach riia da day va ding than hoat.

- Diéu trj trigu chiing.

Ddi vdi Codein

Phéi hdi phuc ho hap béng cach cung cdp dubng khi va hd hap hd trg c6 kiém soat. Chi dinh naloxon
ngay bang dudng tiém tinh mach trong trung hgp nang.

PAC TiNH DUGQC LUC HOC ~

Nhém duige ly: Gidm dau Opioid

Ma ATC: NO2AA59

Ibuprofen: Thudc chdng viém khdng steroid

Codein: Thudc giam dau opioid

- |buprofen l1a thudc chdng viém khong steroid thudc nhém propionic, ¢6 ngudn gdc ti axit aryl-
carboxylic. Thudc c6 tinh gidm dau, ha sot, chdng viém, (c ché sy két tap tiu cdu. T4t ca cac dic tinh
nay c6 lién quan d&n sy dc ché tdng hop prostaglandin.

- Codein 1a chat chii van opioid

PAC TiNH DUGC DONG HOC

* Pdi vdi Ibuprofen:

- Hap thu: Thudc dat ndng do tdi da trong huyét tuong sau khi dung thudc 90 phit. Sau 1 liéu duy nhat,
nong do thudc trong huyét tuong ti 1& thuan véi liéu dung (C,,, 30,3 + 4,7mcg/ml ligu 400mg). Thiic dn
c6 thé 1am gidm do h&p thu clia Ibuprofen.

- Phan bd: Ibuprofen khdng tich Iy va gdn két vai protein huy&t tuong khodng 99%. Trong bao hoat
dich, néng do ibuprofen &n dinh kho&ng 2-8 gid sau khi udng, néng do dinh (Cmax) & bao hoat dich
khoang 1/3 C,,, huyét tuong.
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Sau khi uSng 400mg Ibuprofen méi 6 gid & phu nii cho con bd, lugng Ibuprofen tim thdy trong sita me 1a
1mg/24 gid.
- Chuyén hod: |buprofen khong cé tac dung cam (ng enzym. 90% Ibuprofen dugc chuyén héa dusi
dang khdng hoat tinh
- Thdi trir: Ibuprofen thai trir chil y&u qua nuc tiéu. Ibuprofen dugc thai trii hoan todn trong 24 gid, trong
d6 10% & dang khong thay ddi, 90% & dang chuyé&n héa khéng hoat tinh, chll y&u 1 glucuronic. Thdi
gian ban thdi clia thudc khodng 2 gi¢. Cac thong s6 dugc dong hoc clia Ibuprofen it thay ddi trong bénh
nhan suy gan va suy than, khdng cén thiét phai diéu chinh li€u 6 b&nh nhan nay
Ddi vdi Codein:
- Sau khi udng, codein dugc hdp thu t6t va sinh kha dung tuong ddi so vGi tiém bap la 40-70%. Thudc
dat ndng do dinh trong huy#t tuong sau 1 gid va gidm sau 2-4 gio. Codein dugc chuyén héa tao thanh
codein-6-glocuronid, morphin va norcodein.
- Codein va san phd&m chuyén héa clia nd dugc thai trif chl y&u qua than (85-90%) va vao nudc tiéu dudi
dang lién hgp véi acid glucuronic. Thai trit hoan toan sau 48 gio. Ti 1& phan trdm cla thudc dugc tim thay
trong nuéc tiéu [a 10% dudi dang morphin, 10% dugi dang norcodein, 50-70% du6i dang codein.
Khodng 25-30% codein lién k&t v6i protein huy&t tuong.
QUY CACH BONG GOLI:
Ep vi AI-PVC, vi 10 vién. Hop 02 vi x 10 vién; Hop 10 vi x 10 vién. y
DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC
Béo quan nai khd, nhiét do khong qué 30°C, tranh dnh séng.
Han dung: 36 thang ké i ngay san xuét
Tiéu chudn chat lugng clia thudc: Tiéu chudn co s@
TEN, DIA CHi CUA cG SG SAN XUAT THUDC.

CONG TY CO PHAN DUGC PHAM TV.PHARM
(E 27 Nguyén Chi Thanh - Khdm 2 - Phudng 9 - Thanh phd Tra Vinh - Tinh Tra Vinh - Viét Nam.
TV.PHARM DT (0294) 3855372, Fax: (0294) 3740239
NGAY XEM XET, VIET NOI DUNG HDSD THUOC: 10.12.2021
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CAN te

Tra Vinh, ngay 10 thing 12 ndm 2021
GIAM POC CHAT LUQNG

*/ CONG TY
CO PHAN
DUJC PHAM




