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Rx

FELDENE®
CANH BAO BAC BIET
Thuoc ban theo don.
Doc ky hirdng dan sir dung trirdc khi dung.
Khong dung qua lieu chi dinh.
Thong bao cho bac si nhirag tac dung khong mong muon gap phai khi sir dung thuoc.
Neu can them thong tin xin hoi y kien bac si.
Khong dung thuoc da qua han dung.
Be xa tam tay tre em.

Cac NSAID co the lam tang nguy ca cac bien co nghiem trong ve huyet khoi tim mach, nhoi
mau ca tim va dot quy, co the dan den tir vong. Bac si va benh nhan nen canh giac trade sir
phat triln cua nhung bien co nay, ngay ca khi khong co nhimg bieu hien cua benh tim trade
do. Nen thong bao cho benh nhan ve cac dau hieu va/hoac nhung trieu chung nhiem doc ve
tim mach nghiem trong va cac bude xu ly khi co nhung trieu chung do. Doc ky muc Chong
chi djnh va Canh bao va than trong dac biet khi sir dung.

1- TEN SAN PHAM
FELDENE®

2- THANH PHAN DINH LITONG VA DINH TINH
Feldene chua hoat chat la piroxicam 20mg - dang vien nen phan tan.

3- DANG BAO CHE
Vien nen phan tan.

4- DAC TINH LAM SANG
4.1 Chi dinh dieu tri

Piroxicam la thuoc chong viem khong steroid (NSAID) dung trong nhieu |[ramig hop khac nhau
de chdng viem va/hoac giam dau, nhu viem khdp dang thap, viem khdp dartg th|p d'thieu nien,
benh khdp thoai hoa, viem cot song dinh khdp, roi loan cap tinh ca - xuang, mr cap tinh, dau
sau phlu thuat va sau chan thuang cap tinh, con dung dieu tri chung thong kinh nguyen phat d
benh nhan > 12 tuoi va de ha sot giam dau do viem cap tinh dudng ho hap tren.

4.2 Lieu hrong va each dung

Co thd giam thieu cac tac dung khong mong muon bang each sir dung lieu thap nhat co hieu luc
trong thdi gian ngan nhat co the de kiem soat cac trieu chung.
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Vdi viem khdp dang thap, benh khdp thoai hod, viem cot song dinh khdp: lieu khoi dau la 20mg
mot lan duy nhat moi ngay. Phan lon benh nhan dugc dieu tri duy tri voi lieu 20mg/ngay. Mot
so it benh nhan co the duy tri voi lieu IOmg/ngay (Xem muc 4.4 Canh bao va than trong dac
biet khi sir dung, phan Anh hirdng tren he tieu hoa).

Benh gut cap tinh:

Voi dac tinh an toan tren he tieu hoa (xem cac muc 4.3 Chong chi dinh va 4.4 Canh bao va
than trong dac biet khi sir dung), khi NSAID dugc chi dinh, khong sir dung piroxicam nhu
lieu phap dieu tri dau tien trong benh gut cap tinh. Vi ly do tuang tir, khong sir dung piroxicam
de dieu tri benh gut cap tinh a benh nhan co nguy co cao nhat xuat hien cac tac dung khong
mong muon nghiem trong tren duang tieu hoa (xem muc 4.4 Canh bao va than trong dac biet
khi sir dung). Lieu phap dieu tri nen dugc khdi dau bang lieu don 40mg, tiep theo dung lieu
40mg moi ngay trong tir 4 den 6 ngay sau do, uong mot lan hoac chia thanh nhieu lan. Khong
chi dinh piroxicam keo dai de kiem soat benh gut.

Roi loan cap tinh caxuang:

Voi dac tinh an toan tren he tieu hoa (xem cac muc 4.3 Chong chi dinh va 4.4 Canh bao va
than trong dac biet khi sir dung), khi NSAID dugc chi dinh, khong sir dung piroxicam nhu
lieu phap dieu tri dau tien trong roi loan co xuong cap tinh. Vi ly do tirang tir, khong sir dung
piroxicam de dieu tri roi loan ca xirang cap tinh a benh nhan co nguy ca cao nhat xuat hien cac
tac dung khong mong muon nghiem trgng tren ducmg tieu hoa (xem muc 4.4 Canh bao va than
trong dac biet khi sir dung). Khai dau bang moi ngay 40mg trong 2 ngay dau, uong mot lan
hoac chia thanh nhieu lan. Trong thdi gian dieu tri tir 7 den14 ngay con lai, can giam lieu xuong
20mg/ngay.

Dau sau phau thuat va sau chan thworig: Lieu de nghi la 20mg, dung mot lan duy nhat moi
ngay.
Chung thong kink.

Vi dac tinh an toan tren he tieu hoa (xem cac muc 4.3 Chong chi dinh va 4.4 Canh bao va than
trong dac biet khi sir dung), khi NSAID dugc chi dinh, khong sir dung piroxicam nhu lieu
phap dieu tri dau tien trong chung thong kinh. Vi ly do tuang tir, khong sir dung piroxicam de
dieu tri chung thong kinh a benh nhan co nguy ca cao nhat xuat hien cac tac dung khong mong
mu6n nghiem trgng tren duang tieu hoa (xem muc 4.4 Canh bao va than trong dac biet khi sir
dung). Di6u tri chimg thong kinh nguyen phat dugc khoi dau vai lieu 40mg.ngay khi co trieu
chung, uong mot lan duy nhat moi ngay trong 2 ngay dau. Sau do, tiep\ujVdieu tri voi lieu
20mg/ngay trong 1-3 ngay sau neu can thiet. VM

Viem dudng ho hap tren: Lieu dung cho nguai lan la IOmg hoac 20mg, uong mot lan moi ngay
trong 5-7 ngay.

Lieu dung cho tre em
Viem khdp dang thap d thieu nien (Juvenile Rheumatoid Arthritis)
Lieu dung cho tre em bi viem khop dang thap dira vao can nang nhu sau:
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Can nang (kg) Lieu (mg)
<15 5}

16-25 10
26-45 15

>46 20

Nen uong thuoc 1 lan trong ngay. Co the dung vien nen phan tan de dat dugc lieu dung chinh
Xac.

Cach dung:
Duang uong (vien nenphan tan):

Co the nuot ca vien nen phan tan piroxicam voi cac loai nude, hoac co the hoa tan trong it nhat
50ml nude loc roi uong.

Su dungphoi hap:

Tong lieu piroxicam hang ngay, du phoi hop cac dang bao che khac nhau, nhu vien nang, vien
nen phan tan, dang tan nhanh, thuoc dan, thuoc tiem bap, cung khong dugc vugt qua lieu toi da
hang ngay da chi dinh tren day.

4.3. Chong chi dinh

Chong chi dinh su dung piroxicam trong cac trudng hop sau:

Benh nhan co tien su bi loet, xuat huyet hoac thung duang tieu hoa.
Benh nhan loet da day - ta trang tien trien.

Benh nhan co tien su qua man vdi piroxicam hay bat cu ta dugc nao cua thuoc. Co man cam
cheo giua piroxicam vai aspirin va cac NSAID khac. Khong dung piroxicam cho benh nhan co

gap cac trieu chung nhu hen, polyp mui, phu mach hoac may day khi su dung aspirin va cac
thudc NSAID khac.

Dieu tri giam dau trong phau thuat bac cau mach vanh (coronary artery bypass graft- CABG)
Benh nhan suy gan va suy than nang.

Benh nhan suy tim nang.

4.4. Canh bao va than trong dac biet khi sir dung:

Nen tranh phoi hop piroxicam vdi cac NSAID khong phai aspirin dung toan th gom
ca cac chat uc che COX-2. Viec su dung dong thdi mot NSAID toan than vdi toan
than khac co the lam tang tan suat bi loet va xuat huyet duang tieu hoa.

Nguy ad'huyet khoi tim mach

Cac thuoc chong viem khong steroid (NSAIDs), khong phai aspirin, dung dudng toan than, co
the lam tang nguy ca xuat hien bien co huyet khoi tim mach, bao gom ca nhoi mau ca tim va dot
quy, co the dan den tu vong. Nguy ca nay co the xuat hien sdm trong vai tuan dau dung thuoc va
co the tang len theo thdi gian dung thuoc. Nguy ca huyet khoi tim mach dugc ghi nhan chu yeu
d lieu cao.

Bac si cdn danh gia dinh ky su xuat hien cua cac bien c6 tim mach, ngay ca khi benh nhan
khong co cac trieu chung tim mach trade do. Benh nhan can dugc canh bao ve cac trieu chung
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cua bien co tim mach nghiem trong va can tham kham bac si ngay khi xuat hien cac trieu chung
nay.

Be giam thieu nguy co xuat hien bien co bat Igi, can sur dung piroxicam d lieu hang ngay thap
nhat co hieu qua trong thdi gian ngan nhat co the.

Cao huyet ap

Cung nhu tat ca cac NSAID khac, piroxicam co the gay ra cao huyet ap hoac lam xau hon tinh
trang cao huyet ap san co, cung nhu co the gop phan lam tang ty le cac bien co ve tim mach.
Nen sir dung than trong cac NSAID, trong do co piroxicam cho benh nhan cao huyet ap. Nen
kiem soat chat che huyet ap cua benh nhan trong suot thdi gian bat dau dieu tri vdi piroxicam va
trong ca giai doan dieu tri.

Tich tru nirtrc va phu

Cung giong nhu cac thuoc uc che tong hop prostaglandin, da thay co hien tugng tich tru nude va
phu d benh nhan dung NSAID, trong do co piroxicam. Vi vay, nen than trong khi dung
piroxicam cho benh nhan co nhung de doa tiem tang ve chuc nang tim hoac co nhung benh
trang khac co the dan den hoac bi nang them do giu nude. Nen theo doi chat che benh nhan bi
suy tim sung huyet hoac cao huyet ap.

Anh hirdng tren he tieu hoa

Cac NSAID bao gom piroxicam co the gay ra nhung tac dung khong mong muon nghiem trong
tren dudng tieu hoa, bao gom viem, xuat huyet, loet va thung da day, ruot non, rapt gia, co the
dan den tir vong. Dung lieu ldn hem 20 mg moi ngay dan den gia tang nguy co xuat hien tac
dung khong mong muon tren he tieu hoa. Bang chung tir cac nghien cuu quan sat cho thay
piroxicam co the dan den nguy co cao gay doc tinh nghiem trong tren dudng tieu hoa, so vdi cac
NSAID khac. Khi xuat hien xuat huyet tieu hoa hay loet dudng tieu hoa d benh nhan dang dung
piroxicam, nen dung dieu tri. Nhung benh nhan co nhieu nguy co xuat hien cac bien chung
dudng tieu hoa khi dung NSAID la ngudi gia, ngudi mac benh tim mach, dung cung vdi thuoc
aspirin, corticosteroid, thudc uc che tai hap thu serotonin co chon loc, benh nhan sir dung rugu
hoac benh nhan co tien sir hoac dang bi benh dudng tieu hoa nhu loet, xuat huyet tieu hoa hoac
bi viem. Vi vay, nen than trong khi dung piroxicam cho nhung benh nhan tren (xem cac muc 4.2
Lieu lirgng va each dung va 4.3 Chong chi dinh).

Anh hirong tren than

Trong mot so trudng hop hiem, NSAID co the gay viem than ke, viem cau than, hoai tir nhu va
hoi chimg than hu. NSAID ire che su tong hop prostaglandin (PG) than, ma PG lai co vai tro ho
trg duy tri tudi mau than d ngudi, vi vay ma luu luong mau than va the tich mau than bi suy
giam. d nhung benh nhan nay, dung NSAID se lam cho than mat bu va thudng £d,the phughoi
trd lai trang thai ban dau sau khi ngimg dimg NSAID. Nhung benh nhan co»njmv ch ca<{nhat
vdi phan ung nhu vay la ngudi suy tim sung huyet, xo gan, hoi chung than hu va oang co benh
than. Can theo doi can than nhung ngudi nay khi dimg NSAID.

Than trong khi bat dau dieu tri piroxicam cho benh nhan bi mat nude nang. Cung nen than trong
vdi nhung benh nhan bi benh than (Xem muc 4.3 Chong chi dinh).

Vi piroxicam va cac san pham chuyen hoa cua thudc dugc thai trir nhieu qua than nen can xem
xet dung lieu thap hon cho nhung benh nhan suy chuc nang than va can theo doi chat che nhung
benh nhan do (Xem muc 4.3 Chong chi dinh va muc 5.2 Cac dac tinh dirge dong hoc).

Tac dong tren gan
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Piroxicam co the gay viem gan va vang da gay tir vong. Mac du phan ung nay la hiem gap,
nhung neu thay xet nghiem chuc nang gan co su bat thuang keo dai hoac nang hon, neu dau
hieu va trieu chung lam sang cho thay da xuat hien benh gan hoac cac bieu hien toan than xay ra
(vi du: tang bach cau ua eosin, phat ban, v.v...), can ngung su dung piroxicam.

Cac phan ung tren da

Rat hiem cac phan ung nghiem trong tren da doi khi dan den tir vong, bao gom viem da troc vay,
hoi chung Stevens - Johnson va hoai tu bieu bi nhiem doc co lien quan den su dung NSAID,
bao gom piroxicam da dugc bao cao. Benh nhan co nguy co cao nhat bi nhung bien co nay trong
giai doan dau cua qua trinh dieu tri, phan lon cac trucmg hop bi cac tac dung khong mong muon
nay trong thang dau tien dieu tri. Nen ngung dung piroxicam ngay khi thay xuat hien man nguta
b da, ton thucmg o1 niem mac hoac bat ky dau hieu man cam nao.

Anh hirung ve nhan khoa

Vi da co nhung bao cao ve tac dung khong mong muon cua NSAID doi voi mat, khuyen cao
benh nhan lam nhung danh gia ve nhan khoa khi co roi loan thi giac khi dung piroxicam.

Nhung nguoi co enzym CYP2C9 chuyen hoa kem

Benh nhan dugc xac dinh hoac nghi ngo la co enzym CYP2C9 chuyen hoa kem dua tren benh
su/ trai nghiem truoc do voi cac co chat CYP2C9 khac nen than trgng khi dung piroxicam vi
nong do thudc trong huyet tuong co the tro nen cao bat thucmg do giam do thanh thai qua
chuyen hoa (xem muc 5.2 Cac dac tinh dirge dong hoc, phan Dugc ly di truyen).

Su dung voi cac thuoc chong dong dircmg uong

Viec su dung dong thai cac NSAID, ke ca piroxicam, voi cac thuoc chong dong ducmg uong
lam tang nguy co xuat huyet duang tieu hoa va xuat huyet khong thuoc duang tieu hoa va can
dugc su dung than trong. Thuoc chong dong duang uong bao gom thuoc chong dong loai
warfarin/coumarin va cac thuoc chong dong dung qua duang uong loai mod (vi du: apixaban,
dabigatran, rivaroxaban). Qua trinh chong dong/ INR (International Normalized Ratio - Ty so
binh thuang hoa quoc te) can dugc theo doi a nhung benh nhan sir dung thuoc chong dong loai
wafarin/coumarin (xem muc 4.5 Tiromg tac voi cac thuoc khac va cac dang tiromg tac khac).

Tong the

Khi dimg de lam giam dau va chong viem duang ho hap tren, can nha rang NSAID chi la lieu

phap chua trieu chung. Trong nhung trucmg hgp do, can can nhac phoi hgp vai thuoc Ichang
khuan thich hgp.

4.5. Tmmg tac voi cac thuoc khac va cac dang tmmg tac khac
Acetylsalicylic Acid:

Cung nhu cac NSAID khac, khong nen phoi hgp piroxicam vai acetylsalicylic
NSAID cung luc vi chua du du lieu de chung minh rang viec ket hgp se cho
dung dan doc 1thuoc va kha nang bi nhung tac dung khong mong muon se tan:

Cac nghien cuu tren nguai cho thay viec sir dung phoi hgp piroxicam vai acetylsalicylic acid se
lam giam nong do piroxicam trong huyet tuong con khoang 80% muc binh thuang.

Piroxicam can tra tac dung khang tieu cau cua aspirin lieu thap va do do co the anh huong tai
viec dieu tri du phong bang aspirin cho benh tim mach.

Cac thuoc chong dong:
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Da co mot so hiem trucmg hop xuat huyet khi dimg piroxicam cho nhung benh nhan dang dung
thuoc chong dong mau dang coumarin. Nen theo doi benh nhan chat che khi dimg dong thai
piroxicam vai cac thuoc chong dong duang uong.

Cung nhu cac NSAID khac, piroxicam lam giam ket tap tieu cau va keo dai thai gian chay mau.
Can chu y tac dung nay khi xet nghiem thai gian chay mau.

Thudc khang acid:

Dung cung vai cac thuoc khang acid khong lam anh hudng tdi nong do piroxicam trong huyet
tuong.

Thudc ha huyet dp bao gom cac thudc lai tieu, thudc uc che men chuyen (ACE), thudc khang thu
the angiotensin Il (AHA) va thudc chen beta:

Cac NSAID co the lam giam tac dung cua cac thuoc lai tieu va ha huyet ap bao gom thuoc ire
che ACE, AHA va thuoc chen beta.

Tren benh nhan suy chuc nang than (vi du benh nhan mat nude hoac ngudi cao tuoi co nguy ca
suy giam chuc nang than), viec phoi hop mot thuoc uc che men chuyen hoac khang thu the
angiotensin 1l va/hoac thuoc lai tieu vai mot thuoc ire che cyclo-oxygenase co the lam tang nguy
ca gay hong chirc nang than, bao gom suy than cap, thuang la co the phuc hoi.

Nen can nhac den kha nang xuat hien cac tuong tac tren cho benh nhan dung piroxicam cung vai
thuoc uc che men chuyen hoac khang angiotensin Il va/hoac thuoc lai tieu. Vi vay, nen than
trgng khi dimg cac thuoc tren cimg nhau, dac biet la vai nguai cao tuoi. Nen bu nude du va theo
doi chuc nang than cua benh nhan khi bat dau dieu tri phoi hgp va theo doi dinh ky sau do.

Cac glycosid tim (digoxin va digitoxin):

Cac NSAID co the lam nang them tinh trang suy tim, giam toe do Ipc cau than (Glomerule
filtration rate - GFR) va tang nong do glycosid trong huyet tuong. Phoi hgp digoxin hoac
digitoxin vdi piroxicam khong lam anh hudng tdi nong do cua piroxicam cung nhu cua
digoxin/digitoxin trong huyet tuong.

Cimetidin:

Cac k6t qua tu 2 nghien cuu doc lap cho thay cimetidin lam tang nhe su hap thu cua piroxicam,
nhung khong lam thay doi dang ke cac thong so ve thai trir. Cimetidin lam tang dien tich dudi
dudng cong (AUCo-120 ga) va Cnax cua piroxicam khoang 13% - 15%. Hang so toe do thai trir va

thdi gian ban thai khong co khac biet dang ke. Sir tang nhe nhung co y nghTa ve do hap thu
nhieu kha nang khong co y nghia lam sang.

Cholestyramin:

Cholestyramin cho thay co tac dung lam tang sir thai trir theo dudng uong va gi ban
thai cua piroxicam. De giam thieu tuong tac nay, phai dam bao uong trade
cholestyramin It nhat 2 gid hoac sau It nhat 6 gid.

Corticosteroid:

Tang nguy ca loet hoac xuat huyet tieu hoa.
Cyclosporin:

Tang nguy ca nhiem doc than.

Lithium va cac chat khac gan vdi protein:
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Piroxicam ket hgp manh voi protein-huyet tirong, vi vay no co the day cac thuoc khac khoi
protein-huyet tuong. Bac si nen theo doi chat che benh nhan de thay doi lieu dung neu can khi
dimg piroxicam cho benh nhan dang dimg cac thuoc gan manh voi protein huyet tuong. Ba co
bao cao ve viec cac NSAID, bao gom piroxicam lam tang nong do b trang thai ben vung cua
lithium trong huyet tuong. Khuyen cao theo doi nong do lithium khi bat dau dieu tri, khi dieu
chinh va ngung dimg piroxicam.

Methotrexat:

Khi methotrexat dugc dimg cimg luc voi cac NSAID, ke ca piroxicam, cac NSAID co the lam
giam do thanh thai cua methotrexat dan den tang nong do methotrexat- trong huyet tuong.
Khuyen cao can sir dung than trgng, dac biet b benh nhan dimg methotrexat lieu cao.

Tacrolimus:
Co kha nang tang nguy co nhiem doc than khi dimg piroxicam voi tacrolimus.

4.6. Kha nang sinh san, khi mang thai va cho con bu
Kha nang sinh san

Dua tren co che tac dung, viec sir dung cac NSAID, bao gom piroxicam, co the gay tri hoan
hoac ngan can su rung trung, lien quan den hien tugng vo sinh co the phuc hoi b mot so phu nir.
Nhung phu nir kho thu thai hay dang chua vo sinh, can can nhac viec ngimg dimg cac NSAID,
bao gom ca piroxicam.

Phu nil co thai

Mac dau chua thay tac dung gay quai thai tren dong vat, khong nen dimg piroxicam trong thai
ky. Piroxicam uc che tong hgp va giai phong prostaglandin qua uc che co hoi phuc enzym
cycloxygenase. Tac dung nay la chung cho cac NSAID, se lam tang ty le de kho va keo dai thbi
gian trb da b dong vat co thai khi tiep tuc dimg thuoc trong cuoi thai ky. NSAID cung lam tang

sir dong dong mach phoi b tre so sinh. Vi vay, khong nen dimg piroxicam trong khoang thbi
gian 3 thang cuoi thai ky.

Uc che tong hgp prostaglandin co the gay anh hubng bat Igi den thai ky. Dir lieu tir cac nghien
cuu dich te cho thay nguy co say thai tu phat tang len sau khi dimg cac thuoc ire che tong hgp
prostaglandin trong giai doan sbm cua thai ky. Dimg cac thuoc urc che tong hgp prostaglandin
tren dong vat cho thay nguy co say thai tang len b giai doan trubc va sau khi phoi lam to.

Neu dugc sir dung trong khoang thbi gian 3 thang giua thai ky hoac cuoi thai ky, NSAIDs co the
gay roi loan chuc nang than b thai nhi va co the dan den giam the tich nubc oi hoa|S\thieu bi b
nhung trubng hgp nang. Nhung tac dong nhu vay co the xay ra ngay sau khi bat !

thubng co the hoi phuc. Phu nu co thai sir dung piroxicam can dugc theo doi/c

nubc bi. *

Phu me dang cho con bu

Khi bit dau dimg thuoc va khi dimg dai ngay (52 ngay), quan sat thay piroxicam co xuat hien
trong sua me vbi nong do khoang 1% - 3% so vbi nong do trong huyet tirong cua ngubi me.
Khong co tich luy piroxicam b sua lien quan den nong do thuoc trong huyet tuemg. Khong dimg
piroxicam cho ngubi me thbi ky cho con bu vi chua xac dinh dugc do an toan trong lam sang.

4.7. Anh hirong toi kha nang lai xe va van hanh may moc

Chua co nghien cuu cu the ve tac dong cua thuoc len kha nang lai xe va van hanh may moc. Cac
hien tugng nhu chong mat, ngu ga, hoa mat va nhin mb da duac bao cao, do vay benh nhan nen
dugc canh bao trubc ve cac tac dimg khong mong muon nay trubc khi lai xe hay van hanh may
moc.
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4.8. Tac dung khong mong muon

Piroxicam noi chung dugc dung nap tot. Nhung trieu chung tren dudng tieu hoa hay gap nhat,
nhung trong phan ldn cac trudng hop khong anh hudng den qua trinh dieu tri.

Cac ket qua danh gia ve trang thai niem mac dudng tieu hoa va ton thuang xuat huyet d ruot cho
thay lieu piroxicam 20mg/ngay dung mot lan hay chia nhieu lan it gay kich ung dudng tieu hoa
ro ret so vdi acetylsalicylic acid.

Roi loan mau va he bach huyet: Thieu mau, thieu mau bat san, tang bach cau ua eosin, thieu
mau tan huyet, giam bach cau, giam tieu cau.

Roi loan he mien dich: Soc phan ve, benh huyet thanh.
Rdi loan chuyen hoa va dinh duang: Bieng an, tang dudng huyet, ha dudng huyet, tich tru nude.

Roi loan tarn than: Tram cam, mo bat thudng, ao giac, mat ngu, lan lon, thay doi tinh tinh, cang
thang.

Rdi loan he thdn kinh: VViem mang nao vo khuan, chong mat, dau dau, di cam, ngu ga, hoa mat.
Roi loan mat: Nhin md, kich ung mat, sung mat.
Roi loan tai va tai trong: Giam thinh lire, u tai.

Roi loan tim: Tim dap nhanh, nguy co huyet khdi tim mach (xem them muc 4.4 Canh bao va
than trong dac biet khi su dung).

Roi loan mach mau: Viem mach, cao huyet ap.
Roi loan ho hap, nguc va trung that: Viem phe quan, kho thd, chay mau cam.

Roi loan dudng tieu hoa: Kho chiu d bung, dau bung, tao bon, tieu chay, dau thuang vi, day hai,
viem da day, xuat huyet tieu hoa (bao gom non ra mau va di ngoai ra phan den), kho tieu, buon
non, viem tuy, thung dudng tieu hoa, viem mieng, loet, non (Xem muc 4.4 Canh bao va than
trong dac biet khi su dung, phan Anh hudng tren he tieu hoa).

Rdi loan gan mat: Viem gan dan den tir vong, vang da.
Roi loan he sinh san va vu: Giam kha nang sinh san d nu gidi.

Roi loan da va mo lien ket: Rung toe, phu mach, viem da troc vay, hong ban da dang, ban xuat
huyet khong giam tieu cau (Henoch-Schoenlein), nam mong, cac phan ung nhay cam vdi anh
sang, ngua, phat ban tren da, hoi chung Stevens-Johnson, hoai tir bieu bi nhiem doc (benh
Lyell), may day, cac phan ung gay bong nude, rop nude (Xem muc 4.4 Canh bao va than
trong dac biet khi su dung, phan Cac phan ung tren da).

Roi loan than va dudng tiet nieu: Hoi chung than hu, viem cau than, viem than keAsuuahan.
Roi loan chung va tai noi dieu tri: Phil (chu yeu tai mat ca chan) WAL /

Cac phan ung khac: ANA duang tinh, tang BUN va creatinin co hoi phuc, giam hembglobin va
hematocrit khong lien quan den xuat huyet tieu hoa, tang transaminas huyet thanh, giam can,
tang can.

4.9. Qua lieu

Khi qua lieu piroxicam, can co bien phap dieu tri trieu chung, dieu tri ho trg. Cac nghien cuu

cho thay dimg than hoat uong lam giam hap thu va tai hap thu piroxicam, nen lam giam tong
luong hoat chat.
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Mac du cho den nay chua co nghien cuu, nhung tham tach mau nhieu kha nang khong giup lam
tang dao thai piroxicam, vi thuoc gan manh vao protein huyet tuong.

5- CAC DAC TINH DI/OC LY HOC
5.1. Cac dac tmh dirtrc lire hoc

Piroxicam la thuoc chong viem khong steroid (NSAID), nhung cung ha sot va giam dau. Dung
piroxicam tren dong vat thl nghiem cung co the dieu tri phu, ban do, tang sinh mo, sot, dau.
Piroxicam co hieu luc khong phu thuoc vao benh can cua viem. Mac du chua hoan toan ro co
che tac dung cua thuoc, cac nhung nghien cuu doc lap in vitro va in vivo da cho thay piroxicam
co tuong tac voi nhieu giai doan cua dap ung mien dich va viem. Co che chinh la uc che co hoi
phuc cac cyclooxygenase (COX) thong qua viec uc che tong hop prostagladin. Do cac
prostagladin la chat trang gian hoa hoc gay viem, sot va dau, nen uc che tong hop prostagladin
co the dan den tac dung chong viem, ha sot va giam dau. Cac co che chong viem khac bao gom:
uc che ket tap bach cau trang tinh, uc che su di cu cua bach cau da nhan va don nhan vao vung
viem, uc che sir giai phong enzym lysosom khoi bach cau da dugc kich thich, uc che sir tao ra
anion superoxid bbi bach cau trang tinh va lam giam san xuat yeu to dang thap b ca toan than va
b hoat dich b nhung benh nhan viem khbp dang thap ma co yeu to thap huyet thanh duong tinh.

Da xac dinh piroxicam khong kich thich true tuyen yen - thuong than. Nghien cuu in vitro
khong thay thuoc co tac dung bat loi tren chuyen hoa cua sun.

Nghien cuu lam sang cho thay piroxicam co tac dung giam dau b nhieu benh can (dau sau mo,
dau sau rach am ho, dau sau chan thuong). Tac dung giam dau thay ro ngay.

Trong chung thong kinh nguyen phat, co hien tuong tang ham lugng prostaglandin b noi mac tir
cung gay co that qua mire tir cung lam cho tir cung bi thieu mau cue bo va dau. Piroxicam la
chat uc che manh sir tong hop prostaglandin, nen lam giam sir co that tir cung, do do co hieu lire
dieu tri chung thong kinh nguyen phat.

5.2. Cac dac tinh dugc dong hoc
Hap thu vaphan bo:

Piroxicam hap thu tot sau khi uong. Uong trong btra an lam giam toe do, nhung khong lam giam
luong hap thu. Nong do trong huyet tuong dugc giu bn dinh trong ngay khi dimg lieu duy nhat.
Tibp tuc dieu tri vbi lieu 20mg/ngay trong 1 nam cung van tao ra ham lugng trong mau tuong
duong nhu b ham lugng lan dau trong trang thai bn dinh.

Nong do thuoc trong huyet tuong ty le vbi cac lieu IOmg va 20mg va thuong dat toi da sau khi
dimg 3-5 gib. Lieu don 20mg thuong tao nong do dinh/huyet tuong la 1,5-2,0 microgam/mL,
con neu trayen lien tuc 20mg, thi nong do dinh thuong bn dinh b 3-8 microgam/mL. Hau het
benh nhan dat ham lugng bn dinh trong huyet tuong sau 7-12 ngay.

Dieu tri vbi lieu 40mg/ngay trong 2 ngay dau, sau do la 20mg/ngay cho phep dat ty le pham tram
cao (khoang 76%) de dat trang thai ham lugng bn dinh ngay sau lieu thu hai. Ham duwia/bn’
dinh, AUC va thbi gian ban thai tuong duong vbi che do 20mg/ngay.

Mot nghien cuu da lieu so sanh ve dugc dong hgc va sinh kha dung cua piroxicam dang giai
phong nhanh (FDDF) vbi vien nang cho thay sau khi dugc dimg lieu 1 lan/ngay trong 14 ngay,
do thi ve nong do trang binh theo thbi gian cua dang vien nang va FDDF gan nhu trimg nhau.
Khong co sir khac biet rb rang giua Cnax Cnm Tm va Tnaxb trang thai bn dinh. Nghien cuu nay
cho thay piroxicam FDDF (dang giai phong nhanh) tuong duong sinh hgc vbi vien nang sau khi
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dung lifiu 1 Idn/ngay. Cac nghien cuu vai lieu dan cung cho thay tuong duong sinh hoc khi uong
vien nen voi nude hoac khong co nude.

Chuyen hod va thdi trie

Piroxicam chuyen hoa manh va < 5% cua lieu hang ngay dugc dao thai qua nude tieu va qua
phan. Su chuyen hoa piroxicam chu yeu qua cytochrom P450, CYP2C9 d gan. Con dudng
chuyen hoa quan trong la hydroxyl hoa d nhan pyridyl d mach nhanh cua piroxicam. Sau do
dugc glucuro lien hgp va thai qua nude tieu. Thdi gian ban thai khoang 50 gid d ngudi.

Benh nhan da dugc biet hoac nghi ngd co chuc nang chuyen hoa kem qua CYP2C9 dua vao tien
su/ kinh nghiem vdi cac chat la co chat cua CYP2C9 nen than trgng khi dung piroxicam vi co
thd benh nhan nay se co nong do thuoc cao bat thuong trong huyet thanh do giam do thanh thai
qua chuyen hoa (xem muc 4.4 Canh bao va than trong dac biet khi sir dung, phan Nhung
ngudi co enzym CYP2C9 chuyen hoa kem).

Dugc ly di truyen

Hoat tinh cua CYP2C9 giam d cac ca nhan mac benh da hinh di truyen, nhu da hinh CYP2C9*2
va CYP2C9*3. Du lieu co gidi han tu hai bao cao dugc cong bo cho thay doi tugng co kieu gen
di hgp tu CYP2C9*I/*2 (n=9), di hgp tu CYP2C9*I/*3 (n=9) va dong hgp tu CYP2C9*3/*3
(n=I) cho thay muc piroxicam toan than cao hon lan lugt la 1,7; 1,7 va 5,3 lan so vdi doi tugng
co CYP2C9* 1/*1 (n=17, kieu gen chuyen hoa binh thuong) sau khi dung mot lieu duy nhat qua
dudng uéng. Gia tri chu ky ban thai trung binh cua piroxicam doi vdi doi tugng co kieu gen
CYP2C9*I/*3 (n=9) va CYP2C9*3/*3 (n=I) cao hon 1,7 va 8,8 lan so vdi doi tugng co
CYP2C9*1/*1 (n=17). Tan so xuat hien kieu gen dong hgp tir*3/*3 dugc ude tinh la tir 0% den
5,7% d cac nhom dan toe khac nhau.

5.3. Dir lieu an toan tien lam sang

Nghien cuu doc tinh ban cap va man tinh da dugc tien hanh tren chuot cong, chuot nhat, cho,
khi, dung Mu 0,3mg-25mg/kg/ngay. Lieu 25mg/kg/ngay tuong duong 90 lan lieu khuyen cao
tren ngudi. Chi co mot tinh trang benh ly dac hieu cho doc tinh tren dong vat cua NSAID, do la
hoai tir phu nhu than va ton thuong ong tieu hoa. Ve ton thuong ong tieu hoa, thay khi co de
khang tot vdi doc tinh nay, va cho thi khong thuong xuyen nhay cam.

6- CAC DAC TINH DI/@QC HOC
6.1. Danh muc ta dirge r\n
Lactose monohydrat, hydroxypropyl cellulose, cellulose vi tinh the, natri stearylMmwadt.
6.2. Tmmg ky
Khong ap dung.
6.3. Then han sir dung
36 thang ke tir ngay san xuat.
6.4. Than trong dac biet khi bao quan
Khong bao quan d nhiet do qua 30°C.
6.5. Tinh chat va dung lirgng cua bao bi dong goi
Vien nen phan tan Feldene 20mg -15 vien nen dung trong Ig HDPE.
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Nha san xuat: Fareva Amboise
Zone Industrielle,

29 route des Industries

37530 Poce Sur Cisse

Phap

Tieu chuan ky thuat: Nha san xuat

®Nhan hieu da dang ky

LPD date :Nov 22, 2017

TUQ.CyC TRUONG
ptruOng phDng
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