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Rx: Thudc nay chi diing theo dan thudc
PIROXICAM —BFS
(Piroxicam 40mg/2ml)

Béxa tam tay tré em
Poc ky hu'dng dén sit dung trurde khi ding
Thanh phan
M0ailg 2 ml chifa:
Thénh phén hoat chdt: Piroxicam. . ................... 40,0 mg
Thanh phdn td duc; Ethanol, propylen glycol, natri dihydro phosphat, natri

hydroxid, benzyl alcol, N - methyl - D- glucamin (meglumin), nudc cat pha
tiém.

Dang bao ché&: Dung djch tigm.

M@ ta: Dung dich trong sudt dung trong lo nhua

pH: 6,0 - 10,0

Chi dinh

Viém khdp dang thdp, viém xuong khdp (bénh khép, bénh khap thoai
héa), cimg khdp, viem dit séng, dau lung, bénh co xuong khép cap, dau
khaép cdp

Sau chdn thuoig, sau phau thuat, sau phdu thuat rang

Khéng viém va chiing théng kinh

Bénh gout

Liéu lugng va cach dung

Cach ding:

Tiém bap piroxicam thich hgp khi diing khai ddu cic trubng hap cap tinh
hodc cic con bot phat cdp tinh cla truéing hop man tinh. DE tiép tuc diéu
tri, cin diing theo dudng udng hoac thude dan.

Tiém bdp can 4p dung thi thudt vo khudn vao noi c bap thit réng. Nai hay
tiém |a phén tu trén ngoal ca méng. Can hut bom tiém dé kiém tra, tranh
tiém vao mach mau.

Liéu luong:

Viéc ké toa co chifa piroxicam nén do cdc bac si co kinh nghiém trong viéc
chan doan va diéu tri bénh viém khdp dang thap hodc thodi hoa khap.

- Viém khdp dang thap, viem xuong khdp (bénh khdp, bénh khap thodi
héa), cing khdp, viém ddt song, dau lung: Tiem bap ngay mét Ian 20 mg
- Bénh ¢ xuong khdp cép: 2 ngay diu tiém 40 mg/ngay/lan. 7 — 14 ngay
ké tiép tiém 20 mg/ngay

- Chiing thdng kinh: 2 ngay d4u tién tiem bdp 40 mg/ngay. 2 ngay ké tiép
mdi ngay 20 mg

- Sau chan thuong, sau phiu thudt, sau phau thudt rang va khang viem: 2
ngay dau, tiém bdp 40 mg/ngay, cdc ngay ke tiép tiém 20 mg/ngay
Chéng chi dinh

- Phy nir vd kinh hon 24 tudn (tirthang thir 5 clia thai ky)

- Phu ni¥ c6 thai 3 thédng cudi cla thai ky hodc gén lic chuyén da

- Qua mén, tién sir phan dng da (khéng phan biét mic dd nghiém trong)
vai piroxicam, va cac NSAIDs khac

- Qué mdn vai bat ky thanh phdn nao cha thudc

- Ngu@i ¢ tién sir hen suy&n do piraxicam, aspirin hodc NSAIDs khac.

- Tién st di ¢ng nghiém trong, dac biét: phan (ng da nhu héng ban da
dang, hoi chiing Stevens-lohnsan, hoai tif thugng bi do nhiém déc (héi
chiing Lyell)

- Sitdung ddng thii vdi cdc NSAIDs khic, bao gém ca nhom chon loc COX-2
va aspirin lidu giam dau

- Sirdung déng thoi vai thudc ching dong mau

- Tién sir viém loét, xuat huyét, thing da day- rudt

- Bénh nhan co tién sif rdi loan tiéu héa dan dén cac réi loan chay mau nhu
viém loét dai trang, bénh Crohn, bénh ung thu duéng tiéu héa hodc viém
rudt thira

- Bénh nhan bi loét da day, réi loan viém da day-rudt hodc xuat huyét tiéu
hda

- Suy gan nang

- Suy tim n@ng

- Suy than nang

- Tré em dudi 15 tudi

- Réi loan déng méu hodc trong qua trinh sif dung thude chéng déng

- Tré so sinh va tré so sinh thiéu thang, do su cé mat clia benzyl alcohol
Canh bdo va than trong khi diing thudc

Khuyén cdo:

Tac dung khdng mong mudn ciia thudc co thé gidm thiéu bing cach si
dung liéu thdp nhét c6 thé trong thoi gian ngan nhat dé diéu tri cac trigu
chiing (xem phan liéu lugng va cich diing).

Hidu qua trén ldm sang cia thudc cin duge danh gia dinh ky, nén ngimg st
dung thuéc khi ¢é phan ting bat Igi trén da hoac trén tiéu hoa.

Bénh nhan bi hen suyén cd lién quan dén bénh viém mii man tinh, viem
xoang man tinh, polyp miii s& cé nguy ca di tmg khi diing aspirin hodc cic
thudc chéng viém khong steroid khdc cao hon so vdi nhimg ngudi cn lai.
Viée sir dyng thudc c6 thé gay ra cac con hen suyén, dac biét ddi vdi nhimng
dai tugng di tng vdi aspirin hodc NSAID.

Buwiéng tiéu hda: Nguy co loét, chay mau va thing rudt.

MSAID, trong d6 ¢ piroxicam, cd thé gay ra cac tac dung phu nghiém trong
trén duing tiéu héa nhu chdy mdu, loét va thing da day, ruét non hoac
rudt gia, mat trong sé dé cd thé gy t vong. Nhimng tac dung phu nghiem

trong c6 thé xdy ra bat cif lic nao ma khong nhat thiét ¢6 déu hiéu canh béo
trudc, ddi vdi tat ca cac bénh nhan diéu tri bing NSAID.

D1 sir dung ngdn han hodc dai han, tat cd cic NSAID déu o nguy cd lam tang
céc bién c6 trén dudng tidu héa nghiém trong. Cac nghién ciu 43 chi ra rang,
piroxicam cd thé tang nguy ca gdy déc trén dudng tiéu héa so vdl cdc NSAID
khéc. Nhiing bénh nhan co nguy cd cao & dudng tiéu hda can danh gia lgi ich,
nguy ¢ trude khi st dung piroxicam.

Phuong &n bdo vé niém mac da day cling nén dugc can nhac khi sif dung
thudc.

Cdc bién chiing dung tiéu hoa:

Cé nhiing béing chiing vé bién chimg nghiém trong trén dudng tiéu héa lién
quan dén tudi. Béi véi nhiing bénh nhén trén 70 tudi, cé nguy cd cao vé bién
chiing. Can trdnh diing thudc & bénh nhan trén 80 tudi.

Nhing bénh nhan st dung ddng thai vai thudc khéc, nhu corticosteroid duéng
udng, thudc tc ché tai hap thu serotonin (SSRIs), thudc khdng tidu cdu nhu
acid acetylsalicylic lam ting nguy co cc bi€n ching nghiém trong trén dudng
tidu héa. Nhu cac NSAIDs khdc, viée sir dung piroxicam két hop vdi cac thudc
bdo vé nigm mac da day la can thiét & nhimg bénh nhan c6 nguy co.

Cin theo dai chit ché cic ddu higu vé tiéu héa nhu loét, xuat huyét tiéu hoa khi
stf dung piroxicam. Cin thong bao ngay cho bac sT khi cé bt cf ddu higu bat
thuimg nao xdy ra trang qua trinh diéu tri, cin ngimng thudc ngay lap tuc.
Anh hudng trén tim mach va tudn hoan mdu ndo: '
Can theo d&i diy dii va cho 161 khuyén ddi vai nhing bénh nhan co tién sif tang
huyét ap nhe va vira. Gilt nudc va phi da duge bdo cdo & mdt s6 bénh nhan st
dung NSAID.

Cac thr nghiém 1am sang va dich t& hoc cho thay ring viéc sit dung mot s6
NSAIDs (d3ic bigt la st dung vdi liéu cao trong thai gian dai), cd thé lam tang
nguy ce huyét khdi ddng mach (nhéi mau co tim hay ddt quy).

Bénh nhan tang huyét 4p khong ki€m sodt, suy tim xung huyét, tim thidu mau
cuc bd, bénh ddng mach ngoai bién va cd tién s dot quy (bao gém ca can
thi€u mau thodng qua) khéng nén diéu trj vdi piroxicam trude khi danh gid can
than nhiing loi ich, nguy ca.

Phdn d'ng phu trén da:

Cac phdn ting phy nghiém trong trén da, mét sa trong do co viém da tréc vay,
héi chiing Stevens — Johnson, bi€u bi hoal tif 3 dugc bao cio. C6 nghién ciu |
cho rang piroxicam c6 thé lién quan dén nhing phan dng phu nghiém treng
trén da khdc so vei nhifng NSAID khéng oxicam. Nén ngung thude khi cé bat ky
ddu hiéu cia phan tng phu trén da, niém mac hoac bat cif phan dng qua mdn |
nao.

Suy giagm chifc ndng thdn:

NSAID trc ché hanh déng lam gidn mach clia prostaglandin than, c6 thé gay
suy than trudc than bai lam gidm mudc 46 loc & cdu than. Khi bat dau diéu tri,
can theo ddi lugng nudc tiéu va chirc niing than dugc khuyén cio & nhiing d6i
tugng bénh nhan sau: |
Nauroi gia.

Ngudi dang ding thudc tc ché men chuyén, thudc loi tidu.

Suy tim

Suy than man tinh

Hai cining than hu

Suy gan

Gilr nu'dc:

Sy Iuu gilf natri €6 kha nang gay phu, tang huyét dp hoac lam tang huyét ap
nang han. Cén theo dai 1am sang @6i véi nhiing ddi tugng tang huy&t ap hodc
suy tim

M6i dng cd chifa 100 mg ethanel: do dd than trong cho nhitng ngudi bi
nghién rugu. Cin dugc tinh dén & phu nif mang thai hoac cho con b, tré emva
cac nhom co nguy cd cao nhurbénh nhan bj bénh gan hoedc chiing ddng kinh.
Méi éng <6 chifa 200 mg propylen glycol: (6 thé gay triéu chiing gidng
rugu.

Madi éng c6 chita 20 mg benzyl alcohol: Khing dugc ding cho tré sosinh
hoac tré so sinh non thang. C6 thé gay phan ting doc va phan (ng di tng & tré
sa'sinh va tré nhé dén 3 tudi.

Nguy ca huyét khai tim mach:

Cac thudc chéng viéem khéng steroid (NSAIDs), khéng phai aspirin, ding
dudng toan than, ¢6 thé lam tdng nguy co xudt hién bién cd huyét khai tim
mach, bao gém ¢a nhai mau co tim va dot quy, <6 thé dan dén wl vong. Nguy
¢ ndy 6 thé xudt hidn sém trong vai tuin diu dung thude va ¢6 thé ting 1&n
theo thai gian diing thudc. Nguy <o huyét khai tim mach dugc ghi nhan chi
yéu G lidu cao.

Bac 5T can danh gid dinh ky su xuat hién clia cac bién cb tim mach, ngay ca khi
bénh nhin khéng <6 cic tridu ching tim mach trudc d6. Bénh nhan can dude
canh bao vé tridu chiing cGa bién <6 tim mach nghiém trong va can tham
khdm béc sT ngay khi xudt hién cac triéu chiing nay.

Pé giam thifu nguy co xust hign bién ¢8 bat lgi, cdn si dung (Piroxicam-BFS)
& liéu hang ngay thap nhat cé hiéu qua trong théi gian ngdn nhat ¢d thé.

Sit dung thudc cho phu nif ¢6 thai va cho con bu

Phu nir cd thai:

Gibng nhu cac thude (o ché tdng hop va gidi phong prostaglandin khdc,
piroxicam gay nguy ca tang ap Iuc phdi tén luu & tré so sinh, do déng 6ng déng
mach trude khi sinh néu cic thude nay duge dung trong 3 thang cudi thai ky,
do @6 piroxicam khong dudc sir dung cho phu nif ¢6 thai 3 thang cudi thai ky.
Piroxicam cbn tc ch& chuyén da d#, kéo dai thai gian mang thai, va dc tinh déi
vdi dudng tiéu héa & ngudi mang thai.
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Phy nir cho con bi:

Piroxicam bai tiét vao sifa me. Chua xac dinh 46 an toan cia thudc ding
cho me trong thai glan cho con bu.

Anh huéng dén kha nang l&i xe va van hanh méay méc

Thudc cé thé gay hoa mat, chéng mat, budn ngi nén cin thin trong khi st
dung cho cdc truding hop phai 13i xe hodc van hanh may moc.

Tuong tac, tuong ky cia thudc

Antacid: Viéc sit dung déng thii cic thudc khang acid khéng dnh huéng
dén néng dé piroxicam trong huyét tudng

Thuée chdng déng mdu: NSAIDs, bao gdm piroxicam, cd thé lam tang
tdc dung ca thudc chéng déng, nhu warfarin. Do 86 nén tranh s dung
piraxicam wéi thude chéng dong mau turang tu nhu warfarin

Aspirin va cic thudc chéng viém khang stereid kirde: piroxicam ciing
gidng nhu cac thude chang viém khéng steroid khac lam gidm két tap tidu
cau va kéo dal thii gian chdy mdu. Tdc dung nay nén duoc luu y khi xéc
dinh thai gian chdy méu

Cdc dif liéu khéng di d& chi ra rang su k&t hop piroxicam vdi aspirin ciing
nhuf edc NSAIDs khdc cdi thién tét hon khi diing piroxicam mét minh, hon
nia kha ndng gay tac dung phu tang cac.

Cac nghién cifu trén nguéi cho thay sit dung déng thdi piroxicam vdi
aspirin lam giam néng a6 protein huyét thanh xudng khoang 80% gia trj
binh thudng.

Thudc chéng déng logi coumarin vé cdc thudc cé lién két protein cao:
Can theo déi ngudi bénh chat ché dé diéu chinh liéu diing cla cic thudc
cho phit hap, vilién két protein cao, piroxicam 6 thé ddy cac thudc khdc ra
khai protein cia huyét tuong.

Glycosid tim: NSAIDs cd thé lam trdm trong thém suy tim, gidm GFR va
tang néng dd glycosid tim huyét tuong

Ciclosporin, Tacrolimus: Tang nguy cd dH¢ trén than

CGimetidin: Sau khi diing cdmetidin, su hdp thu piroxicam téng nhe,
nhung khong thay déi dang ke ty & thai trir va thoi gian ban thai. Su gia
tang nho trong hap thy khing cé ¥ nghfa 1am sang

Digoxin, Digitoxin: Diéu tri déng thdi piroxicam va digoxin hodc
piroxicam va digitoxin, khéng anh huéng dén néng dé trong huyét tuong
cha mot trong hai loal thudc

Thudc loi tiéu: Cac thudc khang viém khong steroid co thé gay ra vigc giit
natri, kali, chdt 16ng va 6 thé can thiép vae hoat djng bai tiét natri cla
cac thudc lgi ti€u. Nhimg d3c tinh nay nén dugc chi ¥ khi diéu tri bénh
nhan bi suy gidm chifc nang tim hodc cao huyét ap vi ho cd thé chiu finh
trang xau di.

Lithi: 5& tang doc tinh lithi do |am ting ndng d5 cla lithi trong huyét
tuong, vi vay cdn theo dbi chat ché ndng do cia lithi trang huyét tuang
Ritonavir: Lam ting néng dad piraxicam trong huyét tuang gay tang nguy
cdf dac tinh do d6 khéng nén dung déng théi

Methotrexat: Phdi than trong vl piroxicam lam gidm d8 thanh thai cla
methotrexat din dén tang nfing d& methotrexat trong huyét tuong, lam
tang doc tinh clia thudce nay, dac biet khi sif dung liéu cao

Quinolon: tang nguy cd cd thé xdy ra co giat

Mifepristen: NSAIDs cd thé gy cdn trd tdc dung gdy sdy thal cla
mifepriston

Corticoid: Tang nguy ca loét da day, ta trang va xudt huyét tidu héa
Thudc iic ché hap thu choen loc serotonin (S5RIs): Tang nguy co chay
mau da day rudt

Cdc thude tie ché tiéu edu: Kéo dai thii gian chiy mau, ting nguy co xuit
huyét.

Tic dung khdng mong mudn

Trén tiéu hda:

DA duge bio cao rdi loan tiéu hda nhu chan an, dau tde viing thugng vi,
budn nén, nin, tao bén, dau bung, ddy hai, tiéu chdy, loét, thing, xuat
huyét tiéu héa. Cac tridu chiing nay xdy ra véi tin suit cao han khisir dung
liéu cao.

Cac phan dng qua méin

Da: phét ban, ndi man, ngita, mé day man tinh.

Hb hdp: suf xudt hién cla bénh hen suyén da duge guan sat & mot so dai
tugng dac bigt la di iing vdi aspirin va cdc thude chdng viém khdng steroid
khdc.

Toan than: séc phan vé, phi mach, viégm mach hoai tii, bénh huyét thanh.
Tdc dong lén hé than kinh trung tdng

Nhic dau, bufin ngu, chéng mat va i tai

Gidm thinh lyc

Phan (ng da va niém mac

Chimg sung miéng

Phat ban, ngua, hiém gép nhay cdm dnh sang

Hiém gép céc phén iing da (1/10000 < ADR < 1000): ban do, héi chiing
Stevens-Johnson

Khac

Phi, ddc biét 1a chi dudi

Gilr mudi nuoc, tang kali mau

Suy than cap (ARI) & bénh nhan c6 cdc véu té nguy co

Tén thuong than cé thé dan dén: viém than ké, hoai tif dng than cap, hai
chimng than hu, hoai tir nhi than.

Viém tuy

IMat vai thay d6i sinh héa da dugc quan sdt

Than: Ure va creatinin huyét thanh tang cao
Huyét hoc: gidam két tép tiéu cu va kéo dal théi gian chdy mdu, gidm
hemoglobin va hematocrit, thifu mdu tan mau, giam tiéu cdu va giam
tiéu cdu khang xudt huyét (viém thanh mach di Gng), giam bach cdu va
bach cdu ua acid, hiém gdp thiéu mau bat san
Gan: ddo nguge cac thong sd gan (transaminase huyét thanh, bilirubin),
suy gan nang (vang da, viém gan nang hodc ti vang)
Khang thé khang nhan duong tinh
cdun i ung:
Hiém gdp (1/10000 < ADR < 1000): dau tai chd tiém nhe va thodng qua
Phan ttng tai chd: cam gidc bang, tén thudng mo
Nguy cd huyé&t khdi tim mach {xem thém phdn than trong)
Théng bdo ngay cho bdc s hodc duge sinhifng tdec dung khéng
meng mudn gdp phdi khi sir dung thuéc

Qua liéu va cach xir tri
Biéu tri triéu chimg va hd trg. Hign nay, chua ¢d cac thong tin vé xi tri qud
liéu cdp vé hidu qua va khong 6 khuyén cdo vé tinh hiéu qua gidi doc dic
hiéu. Do dé, cdc bién phép rifa da day va diéu tr] hd trg chung cdn dugc dp
dung. Udng than hoat ca thé lam gidm hap thu va tai hap thu piroxicam cé
hiéu qua va nhu vay s& lam gidm lugng thudc con lai trong co thé.
Méc dir chura ¢6 nghién ciiu cho d8n nay, nhung thdm tich méu ¢6 Ié
khong cd hiéu qua trong viéc loai bd piroxicam vi thudc cd ty 18 lién két
protein huyét tuong cao.
Bic tinh dugclyc hoc
Nhém dugc ly: Thubc gidm dau chéng viém khong steroid (NSAIDs)
Ma ATC: MOTACOT
Piroxicam la thubc chéng viém khéng steroid, thuéc nhém oxicam, thudc
<6 tac dung chdng viém, gidm dau va ha sét. Co ché tic dung cia thudc
chua duge rd. Tuy nhién co ché chung cho céc tic dung néu trén c6 thé do
tric ché prostaglandin synthetase va do d6 ngan ngifa sy tao thanh
prostaglandin, thromboxan, va cc san phim khic clia enzym cyclooxy-
genase. Piroxicam con ¢d thé lc ché hoat héa cla cic bach ciu da nhén
trung tinh, ngay ¢ khi cé cac sdn pham cla cydooxygenase, cho nén tac
dung chang viém con gém cd (e ché proteoglycanase vi colagenase trong
sun. Piroxicam khdng tac déng bang kich thich truc tuyén yén - thugng
than. Piroxicam cn tfe ché& két tu tifu ciu.
Vi piroxicam ¢ ché tdng hop prostaglandin & than, nén gay gidm lwu
lueng mau dén than. Diéu nay dac bidt quan trong déi véi ngudi bénh suy
than, suy tim va suy gan, va quan trong d6i véi ngudi bénh c6 su thay dbi
thé tich huyét tuang. Sau dé, gidm tao thanh prostaglandin & than cé thé
dan dén suy than cdp, gilf nudc va suy tim cap.
Pac tinh dugc déng hoc
Hdp thu:
Nghién ciiu so sdnh diing da liéu vé sinh kha dung giita dang thuéc udng
va dang thudc tiém cho thay:
Sau khi tigm bdp, ham lugng piroxicam/huyét tuong cao hon ham lugng
sau khi diing cdch udng vién nang trong vong 45 phiit trong ngay déu,
trong vbng 30 phiit trong ngay thir 2 va trong vong 15 phiit trong ngay
thi 7.
Co sif twang duang sinh hoc gitfa 2 dang bao ché.
Phin bo:
Thiri gian ban thai cha thudc khodng 50 gid.
Sau khi tiem bdp liéu 40 mq piroxicam, néng 46 thudc t6i da dat dugc |a
3,8 pg/ml trong 45 phiit (Tmax).
Thudc gén rat manh véi protein huyét tuong (khodng 999%).
Thé tich phan ba xap i 120 ml/kg. Néng da thudc trong huyét tudng va
trong hoat dich xdp xi bang nhau khi & trang thai thudc én dinh (nghia la
sau7 - 12 ngay).
Mdét nghién citu sa bd cho thay piroxicam ¢6 mat trong sira me (khoing
1-3% miic trong huyét tuang).
Chuyén héa — Thal trir:
Dudi 5% thudc thai trir theo nudc tiéu & dang khéing thay déi. Chuyén héa
chil yéu cia thude |4 hydroxyl - héa veng pyridin, tigp theo |2 lién hap vdi
acid glucuronic, sau d6 chat lién hop nay dugc thai theo nude tidu.
Quy cach déng goi:
Lo nhua 2 ml. Hop 20 lo nhya.
BAo quan: Noi kho rdo, tranh anh sdng, trong bao bi kin, durdi 30°C
Han diing: 24 thang ké tir ngay san xudt,
Tiéu chuan chit lugng: Tiéu chudn co s&

HNha san xudt

cpedun

Cing ty cé phan Duge phdm CPCT Ha Noi
Cum cong nghiép Ha Binh Phuong, Thuing Tin, Ha Noi
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