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KETOVELL 100 mg/2ml Solution for Injection

Cic ddu hiéu hra ¥ va khuyén cio:

Doc ky Ineomg dén sir dung trude khi dimg.
Dé xa tdm tay tré em. .
| Thong bdo ngay cho bdc s§ hodc dioc sy nhitng tdc dung khdng mong mudn gdp phai khi sir
dung thuéc.
Thudc ndy chi dimg theo don thudc

1. Thanh phin céng tinkc thude:

M3di éng 2 ml chira:

Thanh phin hoat chit: Ketoprofen 100 mg

Thianh phin ti dwge: natri hydroxid, benzyl alcohol, citric acid monohydrat, glycin, nuéc cit pha
tém.

2. Dang hao ché:

Dang bdo ché: Dung dich tiém

Ma ta diic diém thuéc: Dung dich trong sudt, khéng mau, khéng chita can ling.

3. Chi dinh:

Chi dinh dya trén tac dung giam dau va khang viém cia ketoprofen, tdm quan trong cia bidu hién

kitdmg dung map ghy ra boi thube va thantr phidr tromg-cde san phdm khéng vién hién co. € mgui
16n (trén 15 tuéi), duge chi dinh gidi han trong;

e Diéu tri tridu chirng ngin han:
- Viém khép dang thip bung phat.
- Pau thit g cdp tinh.
- Pau 1€ thén kinh.
e Diéu trj con dau do ung thu
 Diéu tri con dau do quin thin
e Chan thuong trong thé thao
¢ Pausan phz:iu thudt
» Viém kh6p ¢ bénh git cip
4. Litu ding, cich dung:
Dang duwdng tiém bép
Liéu ding:
Dé giam bot cAc triéu chitg, nén sir dung liéu thép nhét cé hidu qua trong thdi gian ngén nhét.
Cén ddnh gii cn thin vé lgi ich-nguy co tredc khi bit diu didu tri véi lidu 200 mg hang ngdy va

viéc st dung liéu cao hon chi nén sit dung nghidm ngit trong didu tri dau do quin thén, cin phai
tudn thu thoi gian diéu tri t6i da.

- Dau do viém khép dang thép, ung thw: 1 dén 2 éng, twong dwong 100 dén 200 mg mébi ngay.
- Pau do quin than: 100 dén 300 mg mdi ngay
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Thivi gian diéu tri

- Bau do viém khép dang thap, ung thu: 2 dén 3 ngay (néu can thiét c6 thé chuyén sang didu trj bing
dwomg ubng hoic truc trang).

- Pau do quin thén: ti da 48 gio.

Tin suit dimg:

Litu ding hanmg-mgay t6t nhit 1a chia thanh 2 dém 3 14m tiénr.

Cac nhém bénh nhin dic biét:

- Ngudi suy thin va ngudi cao tudi: Nén giam liéu khoi diu va didu chinh néu cn thiét dya trén kha
ning dung nap cua thin.

- Bénh nhan giam thé tich: xem phdn Canh bdo va thdn trong khi dimg thudc

Céch dang:

Khi tiém phai dugc thec hién vo6 tring nghiém ngit ¢ phan bén ngoai cia goc phan tw phia trén bén
ngoai cia mong, sau va chim. Khi diung liéu I3p lai, nén ddi bén sau méi ln tiém. Piéu quan trong
1a phai hiit tnrée khi tiém dé dam bao dau kim khong lot vao mach mau. Trong truimg hop dau dit
d61 khi tiém, hdy dung ngay lap trc. Trong trudng hop sit dung khop hang gia, phai tiém ¢ bén con
lai.

5. Chong chi dinh:

- Qua mén véi ketoprofen hodc bit ky ta duge nio.

- Tién sit ¢6 phan img qui min nhy co thit phé quan, hen suyén, viém mii, may day hoic cic phan
ung di tmg khic vdi ketoprofen, acid acetylsalicylic hodc cac NSAID khdc. Phan (mg phan vé
nghiém trong, hiém khi gdy tir vong, ¢ dugc bdo cdo ¢ nhimg bénh nhan nay.

- Phu nit mang thai tir thang thit 6 (sau 24 tudn mang thai)

- Loét da day tién trién hoic co tién sir xuét huyét, loét hoic thing dudmg tiéu hoa.

- Chay mau dudng tiéu hoa, mach mau néo hoiic chay mau khac.

- Suy gan ning.

- Suy thén néng,

- Suy tim ning.

- Réi loan cAm m4u hojc dang didu tri bing thudc chéng dong mau (chong chi dinh lién quan dén
dudmg tiém bap).

6. Cinh béo va thin trong khi diing thude:

Nén tranh sir dung ddng thoi dung dich tiém bép ketoprofen véi cic NSAID khéc, bao gom ca thude
e ché chon loc cyclooxygenase-2 (COX-2).
Cac tic dung khong mong muén c6 thé dwoc giam thidu bing cich ding liéu thdp nhit co hiéu qua
trong thoi gian ngén nhit c6 thé dé dat dugc kiém sodat triéu ching.
Bénh nhin hen suyén lién quan dén viém miii man tinh, viém xoang man tinh va/hoic polyp mili co
nguy co bi di img cao hon khi dung aspirin va/hodic NSAID so véi nhitng ngudi con lai. Str dung
ketoprofen c6 thé giy ra con hen suyén hodc co thit phé quan, dic biét ¢ nhimg ngudi di tmg véi
aspirin hoic NSAID.
Ngudi cao tudi:
Nguoi cao tudi co ty 18 tdng cac tac dung khong mong muén voi NSAID, dic biét 1a xudt huyét va
thiing duong tiéu hoa, co the giy tir vong.”
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T:ic dung trén dudng tiéu hoa:

Chay madu, loét hogc ddi khi thung dudng tiéu hoa gy tr vong di dwoc bao cao voi tdt ca cac
NSAID tai bat ky thdi diém nio trong qua trmh diéu tri ma khong nhét thiét phai c6 diu hiéu canh
béo hodc tién s tac dung tac khéng mong mudn nghiém trong trén dudng tiéu hoa.

Mot s6 bang chimg dich t& hoc cho thﬁy ketoprofen ¢6 thé co nguy co cao gy d6c tinh nghiém
trong trén dudmg tiéu hoa, so voi mot s6 NSAID khac, dac bwtlaohcucao

Nguy co-xudt huyét, foét hodc thing dudng tieu hoa tang lén khi dung lidu & bénh nhén c6 tién sir
loét, ddc biét trong cac tredmg hop cb bién chig nhu chay mau hodc thing, ciing nhu & ngum cao
tudi va nhitng ngudi c6 cdn ning thdp. O nhitng bénh nhén nay, nén bit ddu diéu trj véi licu thip
nhét ¢6 thé. Nén xem xét didu tri bao vé niém mac (nhu misoprostol hodc thudc trc ché bom proton)
cho nhitng bénh nhan nay, ciing nhu cho nhitng bénh nhén diéu tri bing aspirin l1eu thap hoic cic
thude khac c6 thé 1am tang nguy co trén duong tiéu hoa. Bénh nhéan c6 tén su vé duomg tiéu hoa
dac biét 12 ngudi cao tudi, nén bdo cao bat ky tri¢u chimg bét thwong nao & bung (dic biét 1a xuit
huyet dudng tiéu hoa), dac bigt 1a khi bt dau diéu tri. Can dic biét chi y dén nhitng bénh nhan dugce
diéu tri ddng thoi c6 thé lam tdng nguy co loét hodic chay mau, chéng han nhir glucocorticoid, thuoc
chong dong dudmng uong nhu warfarin, thudc trc ché tai hap thu serotonin c6 chon loc (SSRI), thude
chéng két t4p tidu cAu nhir aspirin va nicorandil). Néu chay mau hodc loét xay ra & bénh nhéan dang
dimg dung dich-tiém' bip ketoprofen, nén nging diutri. Nén sir dung NSATD thén trong va dudi sw
gidm sét chit ché & nhitng bénh nhan co tién sit bénh dwong tiéu hoéa (viém tryc trang xudt huyét,
bénh Crohn) do nguy co lam trim trong thém bénh 1y,

Tac dung trén tim mach va mach mau nio:

Cén theo d8i va tu vén thich hgp cho nhimg bénh nhén c6 tién sir ting huyét 4p va/hogc suy tim nhe
dén trung binh, vi cac trudng hop giif nede va phit d4 duge bdo céo lién quan dén diéu tri bang
NSAID.

Céc nghién ctru 1dm sang va dit liéu dich t& hoc cho thiy viée sir dung mot sé NSAID (dac biét kh1
str dung lidu cao trong thoi gian dai) c6 thé lam ting nhe nguy co xay ra cac bién cb huyet khéi déng
mach (vi dy: nhdi mau co tim hodc d6t quy). Dit liéu vé& ketoprofen hién khéng di dé loai tnir nguy
0 gia ting nay.

Giéﬁg nhr tdt ca cac NSAID, ném thén trong khi sﬂfdungketoprofelrrj g béntr nham timp- ayét
ap khéng klem soat dugc, suy tim sung huyét, bénh tim thiéu mau cuc bg, bénh dong mach ngoai vi
vaﬂloac ¢ tién sir dot quy (bao gom ca con thiéu mau cuc by thoang qua) sau khi danh gia can thin.
Cén chu ¥ trwde khi bat dau diéu tri lau dai & nhitng bénh nhén ¢4 yéu t6 nguy co mic bénh tim
mach (nhu ting huyet ap, tiang lipid mau, dai théo dwdng hodc sir dung thube 1a).

Tang nguy co bién cb huyét khéi dong mach di dwoc bao cao ¢ nhing bénh nhan duoc diéu tri bing
NSAID (trts aspmn) @2 giam dau hiu phiu trong phéau thuat bic cau dong mach.

Cac thude ching viem khéng steroid (NSAIDs), khéng phai aspiria, dung duong todn than, c6 thé
lam tang nguy co xudt hién bién cd huyét khoi tim mach, bac gom ca nhm mau co tim va dot quy,
c6 thé dan dén ti vong. Nguy co nay co thé xudt hién sdin trong vai tudn diu dung thuoc va co thé
ting 1én theo thoi gian dung thude. Neuy co huyét khbi itm mach duge ghi nhan chu vy o lidu cao.
Bic si cin danh gia dinh ky sw xudt hién cua cac bién ¢b tim mach, ngay cd khi oenh nhan khong co
cac triéu chimg tim mach trwde do. Bénh nhan cin dugc canh bado vé cac triéu ching cua bién ¢6 tim
mach nghiém trong va can tham kham bac s ngay khi xudt hién cac tridu chimg nay.

Bé giam thiéu nguy co xuat hién bién ¢b bét loi, cAu sir dung ketoprofen ¢ lidu hing ngay thdp nhat
c0 hiéu qua (rong thi gian ngcm uhdt co thé.

Phén rng da:

Phan (mg da nghiém trong, bao gdm cac treong hop tir vong do viém da troc vay, hdi ching
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Stevens-Johnson va héi ching Lyell, rit hiém khi dwoc bao cao khi diéu tri bing NSAID. Ty 1& mic
cac tac dung khéng mong mudn nay cao hon khi bt ddu diéu tri va khdi phat chi yéu trong thang
d4u tién. Nén ngimg diéu tri bing dung dich tiém bap ketoprofen khi xudt hién phat ban trén da, ton
thuong niém mac hofic bit ky dau hién qué 1 méin nio khac.

Che gidu céc triéu chu‘ng ciia nhiém khuén:

Ketoprofen ¢6 thé che gidu cac tridu chimg them khuan, giy tri hodn vige diéu trj thich hop va 1am
tram trong thém qua trinh nhiém khuén. Piéu nay @@ diroc quan sit thay trong céc trudng higp viém
phdi mic phaj cong dong do vi khuin va cac bién chimg do vi khuan cia bénh thiy du. Khi ding
ketoprofen dé giam s6t hodc giam dau do nhiém khuin, nén theo doi chat che. 0 nhimg noi khéng
phai bénh vién, bénh nhan nén tham khao y kién béc si néu cac triéu chimg vén tdn tai hodc trim
trong hon.

Suy giam chirc ning thin:

NSAID tic ché tic dung giin mach cuia prostaglandin ¢ thén, c6 thé gdy suy than do giam d6 loc ciu
thén. Tac dung khéng mong mudn _nay phu thuc vao liéu dung. Péi véi nhitng bénh nhan ¢6 cac
véu tb nguy co saw: nglml cao tudi, sir dung dbng thoi cac thude nhu thude e ché ACE, thuéc
sartan, thudc lgi tidu, giam thé tich mau bét ké nguyén nhén, suy tim sung huyct suy thin man tinh,
hdi chimg thdn h, viém than lupus hofic xo gan , nén theo doi tinh trang loi tiéy va chirc ning thin
lehi bit dan didu-trihodc sau khi ting liéu.

Giir nwéc-natri:

Co thé xay ra hién twong git nwdc-natri dén dén phu, ting huyét ap hodc lam trim trong thém tinh
trang tang huyct &p vA suy tim ning hon. Cin theo doi 14m sang khi bit du diéu trj trong trudmg
hop ting huyét 4p hojdc suy tim. C6 thé giam hiéu qua cua thubc ha huyét 4p

Téang kali mdu: ’

Tang kali mau cé thé xay ra do bénh d4i thio dudng hodc diéu trj déng thii véi cac thude ting kali -
mau. Nén theo d&i néng d3 kali huyét thanh thuong xuyén trong nhitng tnromg hop nay.

Viéc sit dung NSAID c6 thé anh hudng dén kha ning sinh san ciia phu nit va khong duge khuyén
c40 cho nhitng bénh nhan dang co ké hoach mang thai. & nhitng bénh nhén gap kho khin trong viéc
thu thai hodc dang diéu tri vo sinh, nén cin nhic viéc ngirng diéu tri bing NSAID,

Bénh nhén ¢6 tién sir nhay cam- voi anh sang hodc phéan vmg ngd déc anh sang cén duoc theo- doi
chiit ché.

D6i voi nhirng bénh nhan b suy giam chirc nang gan hodc ¢6 tién sir bénh gan, nén theo doi thudmg
xuyén transaminase, dic biét 12 khi diéu tri kéo dai. Céc trudmg hgp vang da vi viém gan hiém gip
da dugc mo ta khi si dung ketoprofen.

Khi thoi gian diéu tri kéo dai, nén theo doi s lugng té biao mau, chirc nng gan va chirc nang than.
Néu xay ra rbi loan thi gisc nhwr m& mit, nén ngimg diéu tri.

Nén tranh ding ketoprofen trong trurong hop diéu trj dbéng thoi véi mét NSAID khic, thudc ching
déng mau duong udng, lithium, aspirin & lidu giam dau, ha sét hodc chéng viém, methotrexat véi
lidu virgt qua 20 mg mdi tmdn, heparin trong hrong phén tir thip va cac thubc lién quan, heparin
khéang phan doan (& lidu diéu tri vahoic & ngudi cao mdi), pemetrexed, va & bénh nhan cd chirc

niing than nhe dén trung binh.

Ta dwoc

Benzyl alcohol _

San phim nay chira 0,005 mL benzyl alcohol trong méi ml. Benzyl alcohol c6 thé giy ra phan ung
di Ung.

Benzyl alcohol ¢6 lién quan dén nguy co tac dung khoéng mong mudn nghiém trong bao gbm cac
van dé vé hd hép (goi 1a “hdi chimg the hén hén™) & tré nhé.
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Khéng ding cho tré so sinh (dén 4 tuin tudi). Khong sir dung qua mot tudn & tré nho (dudi 3 tubi)
trir khi c4n thiét do ting nguy co gy tich ty.

Nén sir dung lién 16n mét cach thin trong va chi khi can thiét, dic biét 13 & ddi twong dang mang
thai hodc cho con bu va di trong suy gan hoic thin do nguy co tich tu va nhiém d6c (toan chuyén
hoa).

7. Sir dung thubc cho phy ni¥ ¢6 thai va cho con bi:

Sur dung hrgng 1dn benzyl alcohol: Nén thin trong khi st dung lugng 16n benzyl alcohol va chi khi
cén thiét trong thiri ky mang thai va cho con bt do nguy co tich tu va nhiém ddc (toan chuyén hoa).

Sir dung thudc cho phy nir c6 thai:

Ut ché tong hop prostaglandin coa NSAID: Vigc tc che tong hop prostaglandin cia NSAID co thé
anh huong dén qua trinh mang thai vi/hodc sy phat trién cia phoi hoic thai nhi.

Nguy co trong ba thang d4u thai kv:

Céc nghién ciu dich t& hoc cho thdy nguy co say thai, di tat tim va mit byng ting 1€n sau khi didu tri
bang thudc c ché téng hop prostaglandm trong thiri ky d4u mang thai. Nguy co vé di tit tim mach
da tang tir dudi 1% & dén s6 ndi chung 1én khoang 1,5% & nhitng nguoi tiép xac voi NSAID. Nguy
co dudng nhir ting 1én theo lidu ding va thoi gian diéu tr. O dong vat, vi€c st dung chit trc ché
téng hop prostaglandin da dwgc ching minh 13 1am ting ty 1§ sy thai trede va sau khi lam td ciing
nhr 1am ting ty I¢ tit vong cita phéi thai. Hon nifa, gia tang ty 1¢ méc c4c dj tit khac, bao gdm ca dj
tit tim mach, da duoc bao céo & dong vat ding chat wc ché tdng hop prostaglandin trong giai doan
hinh thanh co quan cia thai ky.

Neuy co tir tudn thy 12 cia thai ky cho dén khi sinh;

Tir tudn thir 12 cia thai ky cho dén khi sinh, tit ca cic NSAID, do e ché téng hop prostaglandm cod
thé khién thai nhi bi suy giam chirc ning than:

* Trong tr cung, ¢6 thé dugc quan sat thay ngay tir tuan thir 12 cua thai ky (bét dau gay lgi tiéu cho
thai nhi): thiéu 6i (c6 thé xay ra ngay sau khi bat dau diéu trj va thuong hdi phuc khi ngirng diéu tri),

hojc thim chi 12 hoan toan khéng c6 nudc 61, dac biét khi st dung kéo dai .

. Kh1 sinh, suy than (co thé hbi phuc hoic khong) co the ton tai dai dang, dac bigt trong tru(mg hgp
tiép xtic mudn va kéo dai (c6 nguy co tang kali méu trdm trong). Co thit dng dong mach co thé xay
ra trong tam ca nguyét thir hai (thiomg hdi phuc khi ngimg diéu tri).

Nguy co tir tudn thir 24 cia thai ky cho dén khi sinh;

Sau tudn thi 24 cta thai ky, NSAID c6 thé khién thai nhi bi nhiém d6c tim-phdi (d6ng éng dong
mach som va ting ap phdi) va din dén suy tim phai & thai nhi hodc tré so sinh hogc thdm chi tr
vong trong tir cung. Nguy co nay ddc biét dang ké khi sir dung thudc gin luc sinh (it kha ning dao
ngwoc hon) C6 thé xiy ra ngay ca voi mot lidu duy nhét.

Vio cudi thai kv, ca me va tré so sinh déu co thé gap phai: ‘
» Kéo dai thoi gian chiy mau do tac dung chéng két tip tidu cdu, co thé xay ra ngay ca sau khi ding
thudc & licu rét thap.

» Uc ché co bép tir cung din dén sinh non hoic kéo dai thoi gian sinh.

Do d6:

Trit khi thyre sur cén thiét, khéng nén ké don ketoprofen cho phu nit ¢6 dy dinh mang thai hodc trong
5 thang d4u cia thai ky (24 tuén d4u cia thai ky). Néu thudc nay dugc dung cho phu nir mudn mang
thai hodc mang thai dirdi 6 thang thi nén dung lidu cing thdp cang tdt va thoi gian diéu tri cang ngin
cang t6t. Khuyén cao khong nén sir dung kéo dai.
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Str dung tur tudn thir 20 cia thai ky can theo ddi tim va than. Trong trudng hop thidu 6i holc co thit
éng dong mach, nén ngirg didu trj bing ketoprofen,

Tir diun thang thir 6 (sau 24 tuan mang thai): chong chi dinh ding ketoprofen, ngay ca khi khong
thwong xuyén. Viée sit dung cin theo d6i tim va thén, thai nhi vi/hojc tré so sinh tity thude vao thoi
gian ding thuéc. Khoang thdi gian theo ddi ndy s& duge diéu chinh theo thdi gian ban thai cia phan
.

Sir dyng thudc cho phu ni¥ cho con bi:

Vi NSAID truyén vao sira me nén thudc nay khang dugc khuyén céo cho phu nit dang cho con bu.
Kha niing sinh sin

Giéng nhwr tit ca cac NSAID, viée st dung thudc nay co thé tam thoi lam giam kha néng sinh san
ciaphy nit.do anh huémg dén sy ming trimg; do d6, khéng khuyén khich dimg cho nhitng phu nix

mudn mang thai. Déi véi nhitng phu nir gip kho khiin trong viéc thy thai hodc trai qua cdc xét
nghiém vé kha ning sinh san, nén cin nhic viéc nging diéu tri.

8. Anh hwéng ciia thude 1én kha niing 14i xe, vin hanh may méc:

Nen thdng béo bénh nhin vé kha ning giy budn ngii, chong mjt va co giat hodc rdi loan thi glac.
Khéng nén lai xe hodc vin hanh may moc khi nhitng triéu chimg nay xay ra.

9. Twong tic, trong ky cita thude:

Twong tac:

Nguy o lién quan dén ting kali miu:

Mot sb loai thudc hoic nhom thude didu trj co thé gop phin gy tang kali méu, bao gom muébi kali,
thudc loi tidu gitr kali, thuée \ic ché men-chuyén angiotensin, thude di khan g thu thé angiotensin 11,

thudc chong viém khong steroid (NSAID), heparin (trong hrong phén t thip hoic khong phan

doan), thudc trc ché mién dich nhw cyclosporin hodc tacrolimus va trimethoprim.

Sir dung dong thoi cac loai thude nay 1am ting nguy co ting kali méu. Nguy co nay déc biét dang ké
d6i vai thude loi tidu gitt kali, ddc biét 1a khi phoi hop véi nhau hodc voi mudi kali, trong khi sy két
hop gifta thudc it ché ACE va NSAID, s& ¢ nguy co thip hon khi thuc hién cdc bién phap phong
ngita dugc khuyén céo.

Pé tim hiéu nhimg rii ro va han ché lién quan dén thude ting kali mau, hdy tham khio cic firong tac
cu thé d6i vai g chit. Tuy nhién, mdt sé chat, ching han nhw trimethoprim, khéng cé trong tic
cu thé lién quan dén nguy co ndy. Tuy nhién, ching c6 thé két hop voi cac loai thube khac nhr
nhng loai thude da dé cdp ¢ trén.

Viéc sir dyng ddng thai ketoprofen véi cdc sin phAm sau ddi héi phii theo ddi chiit ché tinh
trang 14m sang va sinh hoc cia bénh nhén:

Trinh sir dung ddng thai:

- Cdc NSAID khdc (ké ca aspirin liéu cao):

Tang nguy co loét va chéy mau duong ticu hoa (tac dung cong hop). Tranh st dung ca acid

acetylsalicylic & 11eu chong viem (=1g méi liéu va/hodic > 3 g mdi ngay) va lidu giam dau hoic ha
sbt (> 500 mg méi lidu va hodic < 3 g mbi ngay).

- Thudc chong dong mdu: Thuoc doi khdng vitamin K (nhw warfarin), thudc tic ché thrombin (nhir
dabigatran), thuic tic ché yéu 16 Xa truc tiép (nhu apixaban, rivaroxaban, edoxaban:

Tang nguy co chay mau. Can theo doi chit chg 14m sang hoic sinh hoc néu khéng thé trinh dwoc su
két hop. .
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- Heparin khong phan doan, heparin trong hwong phén tir thdp va cdc thuéc lién quan (liéu diéu tri
va'hodc & ngudi cao tudij:

Tang nguy co chay miu do sy xdm ldn niém mac dudmg tidu hoa ciia NSAID. Nén theo déi lim
sang chat ché néu khong thé tranh dugc sw két hop.

- Lithium:

Néng 45 lithium ting din dén ng6 déc (giam bai tiét lithium qua thin). Cin theo déi chit ché ndng
d6 lithium trong qua trinh diéu trj bing NSAID.

- Methotrexat (dimg lidu trén 20 mg/tudn):

Téing ddc tinh cua methotrexat trong mau (giam bai tiét methotrexat qua than do thubc chdng viém).
Nén dung khoang thai gian it nhét 12 gior giira khi ngimg hodc bat ddu diéu tri bing ketoprofen va
-dung methotrexat.

- Pemeterxed (bénh nhdn c6 chic ndng than tic thip dén trung binh, dé thanh thdi creatinin tir 45
ml/phiit dén 80 ml/phit):

Nguy co ting ddc tinh ciia pemeterxed (giam bai tiét pemeterxed qua thén do NSAID).

Ciic phéi hop thudc cin than trong khi dimg:

- Thudc ic ché ACE, thudc ddi khdng thu th’é:/angiotensin Vi .

Suy than cip & nhimg bénh nhan 6 nguy co (ngudi gia, mat mrdc, diéu tri ddng thei bing thude loi
ti€u, suy thdn), do giam d0 lgc cdu thén (e ché cic prostaglandin gidn mach cua NSAID). Nhitng
tac dfng nay thudng co thé dao nguge dugc. Ngoai ra con ¢6 tac dung ha huyét ap giam. Ba nudc
cho bénh nhin va theo d6i chirc ning than khi bit dau diéu tri va thuong xuyén trong qué trinh diéu
.

- Thudéc loi tiéu:

Suy thin cdp & nhimg bénh nhan co nguy co (ngwdi 16n twéi vihodc mit mréc) do giam do loc ciu
than (frc ché cic prostaglandin gidn mach cia NSAID). Giam tic dung ha huyét 4p. Bl nuéc cho
bénh nhin va theo di chirc ning thin khi bit diu didu trj.

- Methotrexat (ding liéu thdp, nho hon hodc bing 20 mg/tudn):

Tang doc tinh huyét hoc cia methotrexat (giam 40 thanh thai methotrexat qua thdn ciia NSAID).
Theo ddi céng thirc mau hang tuan trong nhing tuan dau tién sir dung phéi hgp. Tang cudmg theo
ddi trong tnromg hop suy giam chirc nang thén du chi nhe, dic biét & ngudi cao tubi.

- Pemetrexed (ngueci bénh c6 chitc ning thin binh thucng):

Nguy co ting doc tinh cia pemetrexed (giam dao thai pemetrexed do NSAID). Khuyén céo theo d&i
chirc ning théin.

- Ciclosporin, tacrolimus:

Nguy co giy tic dyng khéng mong mudn trén than, dic biét & ngudi cao tudi. Theo ddi chirc ning
thin khi bt dau dicu g NSAID.

- Tenofovir disoproxil:

Nguy co ting d0c tinh trén than clia tenofovir, dic biét khi ding liéu cao thudc chéng viém hogc khi
C0 cdac yeu to nguy co suy thin.

Trong treong hop st dung, theo dai chire néing thén.

- Glycosid tim:

Khong c6 twong tac dwroc dong hoc nio duge chimg minh gitta ketoprofen va digoxin. Cén thén
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trong, dic biét & nhimg bénh nhén suy than, vi NSAID c6 thé lam giam chirc nang than va 1am giam
d6 thanh thai qua thén cuia glycosid tim.

Cic két hop cin céin nhic:

- Acetylsalicylic acid ¢ liéu chong két tdp tiéu cdu (50 mg dén 375 mg méi ngdy 1 hodc nhiéu liéu):
Tang nguy co loét va chay mau dwodng tiéu hoa.

- Glacocortivoid -(z‘-rz‘f—hydr*awrtfsun‘ﬁiéu‘tr‘_i‘thay -mé)-.--

Tang nguy co laét va chay mau dudng tiéu hoa.

- Thudc chong két tdp tiéu cdu:

Tang nguy co xuit huyét tiéu hoa.

- Thudc ikc ché tdi hdp thu serotonin cé chon loc (SSRI):

Tang nguy co chay mau.

- Heparin khong phdn doan, heparin trong licong phdn tir thdp (liéu du phong):

Tang nguy co chay mau.

- Deferasirox:

Tang ngay co loét-va chay mau dwomg tiéu hoa:

- Thudc chen beta (trir esmolol):

Giam téc dung ha huyét 4p (&c ché cac prostaglandin gian mach bing NSAID va giit natri va nudc
bang phenylbutazon).

- Pentoxiflin:

Tang nguy co chiay mau. Cén theo ddi lsm sang thudng xuyén hon va danh gia thoi gian chay mau.

- Cdc thudc tang kali mdu khdc:

Nguy co 1am trém trong thém tinh trang ting kali méu, c6 kha niing pdy tir vong.

- Nicorandil:

O nhitng bénh nhén ding ddng thdi nicorandil va NSAID, s& ting nguy co bién ching nghiém trong
nhir loét, thiing va chay méaun dudng tiéu hoa.

Twong ky:

Do khong c6 céc nghién ciru v& tinh twong ky cia thudc, khéng tron 14n thudc ndy véi cdc thude
khéc,

10. Tac dyung khéng mong mudn ciia thude:

Cédc nghién ciu lam sang va dir liéu djch t& hoc cho thdy ring vidc sit dung mdt sé NSAID (dac biét

khi sir dung ¢ lidu cao va trong thoi gian dai) co thé 1am ting nhe nguy co xay ra cic bién cd huyét
khéi dong mach (vi du: nhdi mau co tim hojc dot quy).

Céc tac dung khéng mong mudn dugc quan sat thuémg xuyén nhét trén dirong tigu hoa. Loét da day,
thing hoac xuét huyét tiéu hoa, ddi khi gdy ti vong, cé thé xay ra, dic biét & ngudi cao tudi.

Budn non, nén, tiéu chay, day hoi, tao bon, kho tiéu, viém miéng, dau bung, dai tién phan den, non
ra mau, dot cip cua viém loét dal trang hoac bénh Crohn di duge bao cao sau khi ding NSAID.
Viém da day di duoc quan sat it thudng xuyén hon.

Phu, ting huyét 4p va suy tim di dugc bdo céo lién quan dén didu tri bing NSAID. Phan tmg bong
nudce (hoi ching Stevens-Johnson, hi ching Lyell) rit hiém khi dugc quan sét thy.

Tén sudt cia cac tic dung khong mong mudn dwgc lidt ké dudi day duge xdc dinh nhu sau: rét
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thudmg. gip (=1/10), thuong. gép (>1/100 dén <1/10), it gip (>1/1.000 dén <1/1 00), hiém gip

(21/10.000 dén <1/1.000), rat hiém gip (< 1/10.000), khong 13 (khéng thé woc tinh tir dir liéu c6
. sin).

Réi loan tiéu hoa:

- Thuamg gip: kho tiéu, budn non, dau bung, dau da day, nén mira.

- [t gip: tién chay, tio bon, diy hoi, vidm da day.

- Hiém giip: : viém miéng, loét da dy ta trang, viém dai tring.

- Khong rd: dot cdp cia viém dai trang va bénh Crohn, xuit huyét va thing duong tiéu héa, viém

tuy

Ri loan hé théng mién dich

- Khéng 6: phi mach, phin img phin vé (ké ¢ soc phin ve).

R6i loan da va mé dudi da

- It gap: phat ban da, phat ban, ngira.

- Khong ro: may day, may day man tinh ndng hon, nhay cam v¢i 4nh sang, rung toc va bénh da béng

nude (hi chimg Stevens-Johnson va héi chimg Lyell).

R&i loan ho hip. 1dng ngre va trung thét:

- Hiém giip: con hen suyén.

- Khéng r: co thét phé quan, dic biét & dbi twong di tmg véi aspirin va cic NSAID khac, viém mili.

Réi loan hé thin kinh:

- It giip: nre @A, chong mit, budn ngi.

- Hiém giip: di cam.

- Khong r&: viém mang ndo v6 khuén, co gidt, chong mit, réi loan vi gidc.

Réi loan tdm thin;

- Khong t5: 1i 13n, ri loan tim trang.

R&i 1oan mit:

- Hiém gip: m& mit.

Réi loan tai va bng tai:

- Hiém gip: 1 tai.

Réi loan thin va tiét niéu:

- Khong r0: giit natri va nudc, ting kali mau. Suy chitc ning suy than cdp (ARF) & bénh nhén co yéu
td nguy co.

Ton thuo*ng than thyrc thé c6 thé dan dén suy than cdp: céc truomg hop ca bigt viém thén k&, hoai
éng thén cap, hoi chirng than hur va hoai tir nhu d4 durge bao céo. Bat thudng trong chic ning thén.

Réi loan hé mau va bach huvét:

- Hiém giip: thiéu mau do chay mau.

- Khéng r3: mét bach cdu hat, giam tidu cdu, suy tay, thidu méau tan huyét, giam bach cu.
Réi loan gan mit:

- Hiém giip: ting néng 46 transaminase, viém gan, tang bilirubin lién quan dén réi loan gan.
Rdiloan tim:
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- it gap: phi né. i
- Khéng r&: suy tim.

Nguy co huyét khéi tim mach (xem thém phin Canh bdo va than trong)

R&i loan mach mau:

- Khong 1d: tang huyét 4p, gidn mach, viém mach (k& ca viém mach hity bach cau).
Réi loan toan thén:

-ft gdp: mét moi.

- Hiém gip: tang cén.

T4c dung khéng mong muén tai noi ding thude;

- Khéng r8: phan img tai chd tiém bao gbm hoi chimg Nicolau.

- P c6 bdo c4o vé mét sb tredng hop dau va cam gidc nong rat tai chd tiém.

Béo cdo tic dung khéng mong muédn nghi ngdy

Béo cho cic tac dung khong mong mudn nghi ngd sau khi san phém thuéc dugc cap phép 14 rét quan
trong. N6 cho phép theo ddi lién tuc sir cdn bing lgi ich/nguy co cia san phim thudc.

11. Qud Héwva cichr xi-tre.

4.9, Qui lidu

Cac trromg hop qua liu dd duroc béo cdo khi dimg lidu 18 t6i 2,5 g ketoprofen. O ngudi lon, céc
ddu hiéu chinh cia qua liéu bao gom nhirc diu, chong mit, buén ngi, hén me, buén nén, ndn, tiéu
chay va dau bung hoiic thugng vi. Trong tnrémg hop nhiém doc ning, ha huyét 4p, suy ho hip va
Xudt huyet tiéu héa dd dwge quan sat. Khong c6-thudc giai ddc dic tri. Bénh nhin nén diro¢ chuyén
ngay dén béuh vi¢n chuyén khoa d dicu tri trién chimg va tinh trang mét nude, theo ddi chire ning

than vi kiém sodt tinh trang nhiZm toan c6 thé xay ra. Néu xay ra suy than, c6 thé sir dung phrong
phép chay thén nh4n tao dé loai bo thudc.

12. Dic tinh dwrgre e hoc:

Nhém-dwec 3§: Thudc chéng viém khéng steroid (NSAID).

Mi ATC: MO1AEO3.

Ketoprofen 1a mot din xudt acid aryl carboxylic chéng viém khéng steroid cé ngudn gbc tir acid
propionic. Ketoprofen co cac tinh chét sau:

+ Giam dau trung wong va ngoai vi

+Ha sOt

+ Chéng vidm

+ U ché két tap tiéu cin trong thoi gian ngin

T4t ca nhimg dic tinh nay déu lién quan dén s irc ché téng hop prostaglandin.

Trong mdt sﬁﬁ m6 hinh the nghiém, ketoprofen, gidng nhyr cac NSAID khdc, di dwoc quan sat thiy
c6 thanh phdn giam dau trung wong.

Dic tinh dwec dong hoc:
Hip thu:

Do lién tiép néng 46 trong huyét thanh sau khi ding liéu diéu trj cho thiy ketoprofen dwoc hip thu
nhanh chéng. Thai gian-dat nong d6 dinh trong huyét thanh 13 20 dén 30 phiit sau khi tiém bép.

Phén bd bb:
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Ketoprofen gin két 99% voi protein huyét twong. Ketoprofen thim nhip bing cach khuéch tan vao
dich khép, ndi khdp, bao khép va mé hoat dich, va vao mé gan. Thubc vuot qua hang rao mau ndo
va nhau thai. Thoi gian béan thai trong huyét trong khoang 2 gid. Thé tich phan bd xap xi 7 L.
Chuyén héa:

Su chuyén hoa cua ketoprofen dién ra theo hai con dudmg chinh: hydroxyl héa (thir yén) va lién hop
voi acid glucuronic (phirong thirc chuyén hoa chit yéu). Duéi 1% ketoprofen duoc bai tiét qua nudc
tiéu dudi dang khong déi, trong khi lién hop glucuronid chiém khoang 65 dén 75%

Thai tn¥:

Su bai tiét chi yéu qua nude tidu va nhanh chong, 50% lidu ding ketoprofen duwgc bai tiét qua mrée
tiéu trong vong 6 gi¢r sau khi st dung.

Din s djic higt

Bénh nhén cao tudi:

O ngrdi cao tudi, sw hép thu ketoprofen khong bi thay déi; tuy nhién, thoi gian ban thai kéo dai.
Bénh nhén suy thin:

G nhirag b¢nh nhan niy, 46 thanh thai toan phin ty 1& thugn voi mirc 40 suy than

13.
14.
15.
16.
17.

Quy cach dong gdi: Hop 5 dngx 2 mL.

Diu ki¢n bio quan: Bao quan duéi 30 °C, tranh anh sang.
Han diing; 36 thang ké nr ngay san xuét.

Tiéu chuin chit hrgng ciia thudc: TCCS

Tén, dia chi co sé san xuit thude:

PT. Novell Pharmaceutical Laboratories
J1. Wanaherang No. 35, Tlajung Udik, Gunung Putri, Bogor 16962- Indonesia.
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