"XSYMPAL vién nén bao phim

Dexketoprofen trometamol
Thuéc nay chi diing theo don thuéc.
Doc kj huwéng déin siv dung trwée khi ding. Pé thudc xa tam véi va tam nhin ciia tré em. Thong
bdo cho bdc sy hodc dwoc sy cdc tic dung khéng mong muén gip phdi khi sie dung thuéc. Hay
héi bdc sj néu can thém thong tin.

TEN SAN PHAM

Vién nén bao phim SYMPAL 25 mg

THANH PHAN PINH TiNH VA PINH LUQONG

MBJi vién nén c6 chira: 25 mg dexketoprofen dudi dang dexketoprofen trometamol

Ta dugc : Bot ngd, cellulose vi tinh thé, natri starch glycollate, glycerol distearat, hypromellose,
titanium dioxid, propylen glycol, macrogol 6000.

DANG BAO CHE

Vién nén bao phim.

SYMPAL 25 mg: vién bao phim hinh tron, mau trang, ¢6 rdnh & giira vién.

C6 thé chia vién thudc thanh hai liéu bang nhau.

PAC TiNH LAM SANG

Chi dinh diéu trj

Diéu tri cac triéu chirng dau mtc d nhe dén trung binh, vi du nhu: dau co xuong, dau bung kinh,
dau rang.

Liéu dung va cach dung

Nguoi 16n:

Tuy theo ban chat va muc d¢ nang ciia con dau, liéu dung khuyén cio thuong 1a 25 mg mdi 8 gio.
Tong liéu trong ngay khong dugc vuot qua 75 mg.

C6 thé giam tdi da cac tac dung khong mong mudn bang cach sir dung liéu thdp nhat c6 hiéu qua
trong thoi gian ngan nhat c6 thé dé kiém soat triéu chirng (xem muc Than trong va canh bao khi
dung).

Vién nén SYMPAL chi dugc st dung trong trudng hop diéu tri ngin ngay va chi giéi han trong giai
doan co triéu chung.

Neguoi cao tudi:

Trén nguoi cao tudi, khuyén cdo bit dau diéu tri véi mirc lidu thap trong khoang liéu cho phép (liéu
tong cong 50 mg/ngdy). Sau do, ¢6 thé tang lidu dén muc lidu khuyén co thong thuong néu thuc su
nhan thiy bénh nhan dung nap thudc tét.

Bénh nhén suy gan:

Bénh nhan suy gan mic do nhe dén trung binh can bat dau diéu tri voi lidu thip (tong lidu 50
mg/ngdy) va can duoc giam sat chit chd. Khong nén sir dung vién nén SYMPAL trén bénh nhan suy
gan nang.



Bénh nhén suy than:

Liéu khéi dau nén dugce giam xudng mire 50 mg/ngay khi str dung cho bénh nhan suy than nhe (d6
thanh thai creatinin mirc 60 dén 89 ml/phut) (xem muc Than trong va canh bao khi dung). Khong
nén su dung vién nén SYMPAL cho bénh nhan suy than muc do trung binh dén nang (do thanh thai
creatinin <59 ml/phat) (xem muyc Chdng chi dinh).

Tré em:

Vién nén SYMPAL chua dugc nghién ctru trén tré em va tré trong tudi thiéu nién. Do d6, do an toan
va hiéu qua van chua dugc thiét 1ap. Khong nén sir dung thude cho tré em va tré trong tudi thiéu
nién.

Céch dung:

Nén nudt tron vién thude véi lugng nude vira du (vi du: 1 cde nudce). Udng thude cling véi thirc dn
lam cham tbc do hép thu cua thude (xem muc déc tinh Dugc dong hoc), do d6 trong truong hop dau
cap nén udng thudc trudc bira an it nhat 30 phut.

Chong chi dinh

Khong nén su dung vién nén SYMPAL trong cac truong hgp sau day:

- Bénh nhan qua man voi hoat chét cua thude, véi cac thude chéng viém khong steroid (NSAID),
hodc voi bét ¢ thanh phéan td dugc nao.

- Bénh nhan ma viéc st dung cac chét co tac dong tuong tu (nhu acid acetylsalicylic, hodc céc
thuéc NSAID khac) c6 thé 1am nang thém tinh trang hen, co that phé quan, viém mii cép hodc gay
polyp miii, may day hodc phti mach than kinh.

- Bénh nhan dugc biét nhay cam véi anh sang hodc phan tng véi anh sang khi diéu tri véi
ketoprofen hodc céc fibrat

- Bénh nhan co tién sir xuat huyét hodc thung da day rudt cé lién quan dén viéc diéu tri bang
NSAID.

- Bénh nhén hién dang bi loét/chay mau da day hodc c6 tién sir xuat huyét, loét hodc thung da day
ruot.

- Bénh nhan bi chtrng kho6 ti€u man tinh

- Bénh nhan c¢ tinh trang xuat huyét tiéu hoa hodc rdi loan chay méu & céc vi tri khac.

- Bénh nhan ¢6 bénh Crohn hodc viém loét két trang.

- Bénh nhan suy tim nang

- Bénh nhan suy than mirc do trung binh dén ning (do thanh thai creatinin < 59 ml/phut).

- Bénh nhan suy gan mirc d6 nang (Piém Child-Pugh 10-15).

- Bénh nhén c6 tang xuat huyét va réi loan dong mau khac.

- Bénh nhan hién dang mat nuéc nang (do ndn, tiéu chay hodc khong udng di nudc)

- Trong 3 thang cudi cua thai ki va phu nit cho con bl (xem muc Phu nif ¢6 thai va cho con bi).
Luu y dic biét va than trong khi sir dung

Str dung thubc than trong trén bénh nhan co tién st di ung.

Tréanh st dung dong thoi SYMPAL véi cac thuéec NSAID khac bao gom cé cac thude e ché chon
loc trén cyclooxygenase-2.



C6 thé giam t6i da tac dung khong mong mudn bang cach sir dung liéu thdp nhat c6 hiéu qua trong
thoi gian ngin nhét da dé kiém soat triéu chimg (xem muc Liéu lugng & Cach dung, va nguy co
trén hé tiéu hoa va tim mach dugc trinh bay sau day).

Tinh an toan trén hé tiéu hda

Xuét huyét ti€u hoa, loét hodc thung da day rudt cé thé nguy hiém dén tinh mang, da dugc bdo cao
khi st dung céac loai NSAID va vao bat ki thoi diém nao trong qua trinh diéu tri, kém hodc khong
kém céc triéu chimg béao trudc hodc tién str xay ra cac bién cb ning lién quan dén hé tiéu hoa tir
trude. Khi xuét hién tinh trang Xuét huyét hoac loét duong ti€u hoa trén bénh nhan dang diéu tri
bang SYMPAL, can ngimg phéc dd diéu tri.

Nguy co xuit huyét tiéu hoa, loét hoit thung da day rudt cao hon khi ting liéu cac thudc NSAID,
trén bénh nhan c6 tién sir loét da day, dac biét 1a bénh nhan da c6 bién chiung Xuét huyét hodc thing
da day rudt (xem muc Chéng chi dinh), va trén nguoi cao tudi.

Nguoi cao tudi: Nguoi cao tudi co ti 18 xuét hién phan ng bét loi khi sir dung NSAID cao hon, dac
biét 13 tinh trang xuat huyét va thung da day rudt c6 thé nguy hiém dén tinh mang (xem muc Liéu
luong va cach ding). Nhitng bénh nhan nay can bat dau diéu tri voi dang lidu thap nhét co thé.
Gidng nhu véi tat ca cac thuéc NSAID, can ghi lai bat cir tién st nao lién quan dén viém thyc quan,
viém da day va/hodc loét da day dé dam bao diéu tri on dinh trudc khi bat dau diéu tri bang
dexketoprofen trometamol. Bénh nhan cé cac tri€u chiing trén dudng tiéu hoéa hodc tién st bénh
duong tiéu hoa can duoc giam sat chat ché dé phat hién céc dAu hiéu bt thuong, dac biét la XUAt
huyét tiéu héa.

Can str dung cac thuéc NSAID mét cach than trong trén bénh nhan co tién sir bénh tiéu hoa (viem
loét két trang, bénh Crohn) do tinh trang bénh 1y niy c6 thé niang thém (xem muc Tac dung khong
mong mudn).

Phéc d0 két hop véi cac thude bao vé da day (vi du nhu misoprostol hodc thude trc ché bom proton)
can dugce xem xét sir dung trén nhitng bénh nhén nay, cling nhu nhitng bénh nhan phai ding dong
thoi acid acetylsalicylic lidu thap, hodc cac thude khac co thé lam ting nguy co xay ra bién chung
trén duong tiéu hoa (xem phan sau va muc Tuong tac thude).

Bénh nhan c6 tién st nhiém doc duong tiéu hoa, dac biét trén nguodi cao tudi, can thong bao vdi bac
sT bat ctr dau hiéu bat thuong nao ¢ 6 bung (dic biét 1a xuat huyét tiéu hoa), nhét 1a trong nhiing giai
doan khoi dau diéu tri.

Can nhic bénh nhan than trong khi str dung déng thdi véi cac thude 1am ting nguy co loét hodc
xudt huyét tiéu hoa, vi du nhu cac thudc corticosteroid duong ubng, thudc chéng dong nhu
warfarin, chat e ché tai hép thu serotonin chon loc hodc cac thudc e ché két tap tiéu cau nhu
aspirin (xem muc Twong tac thudc).

Tinh an toan trén than

Can than trong khi str dung thudc trén bénh nhan suy giam chirc ning than. Trén cac bénh nhan nay,
viéc su dung cac thudc NSAID c6 thé 1am giam chirc nang than, gitt nudc va phu. Céan than trong
trén cac bénh nhan str dung thudc loi tiéu hodc bénh nhan cé nguy co mét dich do trén cac bénh
nhan nay co thé ting nguy co doc tinh trén than.

Nén dam bao bd sung nude day du trong qua trinh diéu tri dé tranh tinh trang mat nude va nguy co
doc tinh trén than



Gidng nhu tat ca cac thude NSAID khac, thudc c6 thé 1am ting nito c6 ngudn gdc ure va creatinin
trong mau. Gidng nhu véi cac thude tre ché téng hop prostaglandin khac, thude co thé c¢6 lién quan
v6i cac phan Gng bt 1oi trén than, c6 thé dan dén viém ciu than, viém than k&, hoai tr nha than, hoi
chimg than hu va suy than cap.

Ngudi cao tudi cé thé gip nguy co cao hon bi suy giam chirc ning than (xem muc Liéu luong va
Céch dung).

Tinh an toan trén gan

Can than trong khi sir dung thudc trén bénh nhan suy giam chirc ning gan

Gidng nhu véi cac thubc NSAID khac, thude ¢ thé 1am ting nhe mot sé thong sé dic trung cho
chirc ning gan va lam tiang dang ké gia tri SGOT va SGPT. Trong truong hop ting 15 rét cac thong
s6 ndy, can ngimg str dung thudc.

Ngudi cao tudi co thé gip nguy co cao hon bi suy giam chtc ning gan (xem muc Liéu luong va
Céch dung).

Tinh an toan trén tim mach va mach mau ndo

Can kiém soat va tu van thoa dang khi st dung thudc trén bénh nhan c6 tién sir ting huyét ap
va/hodc suy tim mutc d6 nhe dén vira. Can cha y dic biét khi sir dung thudc cho cic bénh nhan co
tién str bénh tim, dic biét 12 bénh nhan da tung c6 dot suy tim do cé thé 1am tang nguy co khoi phat
cac dot suy tim do viéc sir dung cac thuéc NSAID co thé gay gilt nude va phu.

Thir nghiém 1am sang va cac dir liéu dich t& goi y rang viéc sir dung mot s thude NSAID (dic biét
vé6i lidu cao trong thoi gian dai) c6 thé co lién quan dén viéc ting nhe nguy co xdy ra cac bién cb
huyét khbi dong mach (vi du nhdi mau co tim hodc dot quy). Khong ¢ du dit liéu dé loai trir nguy
co nay khi str dung dexketoprofen trometamol.

Do d6, bénh nhéan c6 tinh trang ting huyét 4p khong kiém soat, suy tim xung huyét, bénh 1y nhoi
mau tim di duoc chan doan, bénh 1y dong mach ngoai vi, va’/hoac bénh 1y mach ndo chi dugc diéu
tri bé“mg dexketoprofen trometamol sau khi da dugc can nhic can than. Ciing can than trong trudc
khi bat dau mot phéc dd diéu tri dai ngay cho bénh nhan co6 cac yéu t6 nguy co tim mach (vi du tang
huyét ap, tang md mau, dai thado duong, hut thudc 14).

Tt ca cac thude NSAID khong chon loc ¢6 thé {rc ché két tap tiéu cau va kéo dai thoi gian chay
méu thong qua co ché e ché téng hop prostaglandin. Do d6, khong khuyén cdo sir dung
dexketoprofen trometamol trén bénh nhan dang st dung cac phac d6 khac ¢6 anh huong dén huyét
dong, vi du nhu warfarin hodc cac coumarin khac hodc heparin (xem muc Tuong tac thudc).

Ngudi cao tudi c¢6 thé gip nguy co cao hon bi bién cb tim mach (xem muyc Liéu luong va Cach
dung).

Neuy co huyét khdi tim mach:

Céc thudc chong viém khong steroid (NSAIDs), khong phai aspirin, ding duong toan than, cé thé
lam ting nguy co xuat hién bién cb huyét khdi tim mach, bao gdm ca nhdi mau co tim va dot quy,
c6 thé dan dén tir vong. Nguy co ndy c6 thé xuit hién sém trong vai tudn dau dung thudc va c6 thé
ting 1én theo thoi gian dung thudc. Nguy co huyét khdi tim mach duoc ghi nhan chi yéu ¢ lidu cao.
Bac si can danh gia dinh ky su xuét hién cua cac bién cb tim mach, ngay ca khi bénh nhan khong co
cac triéu ching tim mach trudc d6. Bénh nhan can duge canh bao vé cac triéu chung cua bién ¢
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tim mach nghiém trong va can thim kham béc si ngay khi xuat hién céc triéu chimg nay.

Dé giam thiéu nguy co xuét hién bién cd bét loi, can sir dung SYMPAL ¢ liéu hang ngay thdp nhat
c6 hiu qua trong thoi gian ngan nhét c6 thé.

Phan Urng trén da

Céc phan tung da nghiém trong, d6i khi c6 thé nguy hiém dén tinh mang, bao gdm viém da troc vay,
hoi ching Stevens-Johnson, va hoai tur biéu bi nhiém doc di duoc bdo céo véi tan suét hiém gap cb
lién quan dén viéc sit dung NSAIDs. Bénh nhén c6 xu thé c6 nguy co gip cac phan tng nay cao
nhét vao thoi diém bét dau diéu tri, khoi phét triéu ching trong phan 16n cac trudng hop xuat hién
trong thang diéu tri dau tién. Can ngimg sir dung SYMPAL ngay khi xut hién d4u hiéu dau tién cua
cac di ung da, tdn thuong niém mac hoac bat ctr dau hiéu qua man nao.

Céc thong tin khéac:

Can than trong khi st dung vién nén SYMPAL trén cac bénh nhan:

- R&i loan chuyén hoa porphyrin bam sinh (vi du: ri loan chuyén héa porphyrin cap khong lién

tuc)

- Trong tinh trang mét nudc

- Vira trai qua cudc dai phau
Khi bac sy can nhic can phai diéu tri dai ngay voi dexketoprofen thi can kiém tra chirc ning gan
than va cong thuc mau thuong xuyén.
Trong mot s6 truong hop rat hiém xay ra phan (mg qua man cép tinh nghiém trong (vi du nhu sdc
phan v¢). Phai ngung di€u tri ngay khi thay dau hiéu dau tién ctia phan trng nay xuat hi¢n sau khi
dung SYMPAL. Tuy thudc vao tri¢u chiing, phdi tién hanh can thi¢p y khoa boi cac chuyén gia y té.
Bénh nhan hen c6 kém theo viém miii viém xoang man tinh va/hodc polyp miii c6 nguy co di ung
vo1 acid acetylsalicylic va/hoac NSAIDs cao hon. Dung thudc nay c6 thé gy con hen hodc co that
phé quan & nhitng bénh nhan di tmg véi acid acetylsalicylic va/hodc NSAIDs (xem muc Chong chi
dinh).
Ngoai ra, bénh thiy dau c6 thé 1a cin nguyén cua cac bién chimg nhiém khuan da va mé mém
nghiém trong. Cho dén nay, khong thé loai bo vai tro cua NSAIDs trong viéc lam ndng thém cac
bénh 1y nhiém khuan. Do d6, tranh dung SYMPAL trong truong hop dang bi thuy dau.
Nén than trong dung SYMPAL cho bénh nhan cé r6i loan tao huyét, lupus ban do hé théng hodc cac
bénh 1y mo lién két phoi hop.
Gidng nhu véi cac thuéc NSAID khéc, dexketoprofen co thé lam mo cac du hiéu cia bénh 1y
nhiém khuan.
Tré em
Tinh an toan cta thudc trén tré em va thanh thiéu nién chua duoc thiét lap
Twong tac thudc va cic dang twong tic khac

Céc twong tac sau day ap dung chung cho cac thudc chdng viém khong steroid (NSAID):

Twong tac khong khuyén céo sir dung:

- Céc thudc NSAID (nhu thube e ché chon loc COX-2) va salicylat liéu cao (L 3 g/ngay):
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sir dung cing voi mot s6 thudec NSAID khac co thé 1am ting nguy co loét va xuat huyét
tiéu hoa, thong qua tac dung hop luc.

Thudc chéng dong: cac thubec NSAID c6 thé 1am ting tac dung chong dong, vi du nhu voi
warfarin (xem muc Thén trong va Canh béo), do dexketoprofen co ti 18 gin protein huyét
trong cao, co thé trc ché chirc ning tiéu cau va pha hiy 16p niém mac da day rudt. Néu
bét budc phai phdi hop, cin giam sat 1am sang chit ch& va theo ddi cac gia tri xét nghiém.

Heparin: ¢6 thé 1am ting nguy co chdy méau (do thudc c6 kha ning trc ché chic ning tiéu
cau va pha hity 16p niém mac da day rudt). Néu bit budc phai phdi hop, can giam sat lam
sang chdt ché va theo doi cac gia tri xét nghiém.

Corticosteroid: lam tdng nguy co loét hoac Xuét huyét tiéu hoa (xem muc Thén trong va
Canh bao).

Lithi (dd dugc ghi nhan véi mot s6 thudec NSAID): thuée NSAID lam ting nong d lithi
trong mau, c6 thé dat téi ndng do gay doc tinh (do 1am giam thai trir qua than cua lithi).
Do d6 can giam sat nong do lithi trong mau khi bat dau sir dung, thay doi liéu hoic ngimg

si dung dexketoprofen.

Methotrexat, st dung v&i liéu cao tir 15 mg/tuan tré 1én: ting doc tinh trén hé tao mau
ctia methotrexat do cac thudc NSAID néi chung c6 thé lam giam thai trir qua than cua
methotrexat.

Hydantoin va sulphonamid: str dung két hop c6 thé 1am ting doc tinh cta cac thude nay.

Tuong tic can than trong;

Thudc loi tiéu, e ché men chuyén, khéng sinh nhém aminoglycosid va thudc e ché thu
thé angiotensin II: Dexketoprofen c6 thé lam giam tic dung cua cac thudc loi tiéu va
thube diéu tri tang huyét ap. Trén mot s6 bénh nhan c6 ton thuong churc nang than (vi du:
bénh nhan mét nudc hodc ngudi cao tudi co ton thuong chirc ning than), sir dung dong
thoi cac thude e ché men cyclo-oxygenase va cac thudc e ché men chuyén, thude tc
ché thy thé angiotensin II hodc cac khang sinh nhém aminoglycosid cé thé gy trim trong
hon tinh trang suy than, tac dong nay thuong co6 thé phuc hoi. Trong truong hop ké don
két hop dexketoprofen voi mot thudc loi tiéu, nhat thiét phai dam bao réng bénh nhan
dugc bu nudc ddy du va giam sat chirc ning than vao thoi diém bat dau ding thude va
sau d6 kiém tra thuong xuyén (xem muc Thén trong va Canh bao).

Methotrexat, sir dung liéu thap, dudi 15 mg/tuan: nhin chung, cac thuc chdng viém co
thé lam tang doc tinh trén hé tao mau cua methotrexat thong qua vi¢c lam gidm d¢ thanh
thai qua than cta thudc. Can giam sat hang tuan cong thirc méu trong nhing tuan dau két
hop thudc. Tang cudng theo ddi néu dung thude trén bénh nhan suy than, ngay ca khi suy

than nhe, cling nhu trén nguodi cao tudi.

Pentoxyfilin: ting nguy co chdy méau. Can ting cudng giam sat 1am sang va kiém soat
tinh trang chay mau.

Zidovudin: nguy co ting doc tinh trén dong hong cau thong qua tic dong trén hong cau

ludi, voi tinh trang thiéu mau nang xuét hién trong 1 tuan sau khi bit dau st dung
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NSAID. Can kiém tra cong thirc mau toan phan va sb lugng hong cau ludi vao thoi diém
1 dén 2 tuan sau khi bt dau diéu tri bang NSAID.

Sulfonylure: cac thuéc NSAID c6 thé lam ting tic dung ha dudng huyét cia cac thube
nhém sulfonylure do 1am chuyén dich lién két v6i protein huyét twong.

Tuong tic can luu ¥:

Céc thubc chen thu thé beta: viéc sir dung céc thudc NSAID c¢6 thé 1am giam tac dung ha
huyét ap ctia thude thong qua co ché tic ché tong hop prostaglandin.

Cyclosporin va tacrolimus: ddc tinh trén thin cua cac thudc ndy cé thé bi ting 1én khi st
dung cung véi cac thubc NSAID véi tac dong trung gian qua prostaglandin ¢ than. Trong
khi két hop thudc, can theo ddi chirc nang than.

Thudc tiéu huyét khdi: ting nguy co chay mau.

Thudc e ché két tap tiéu cau va thude e ché tai thu hdi serotonin chon loc (SSRI): 1am
tang nguy co xuat huyét tiéu héa (xem muc Thén trong va Canh bao).

Probenecid: nong do trong huyét tuong ctia dexketoprofen co thé ting. Tuong tac nay cé
thé do co ché tc ché tai vi tri bai xuit & 6ng than, vi tri 1ién hop glucuronic va can phai
chinh liéu dexketoprofen.

Cac glycosid trg tim: cac thude NSAID c6 thé lam ting nong do cac glycosid trg tim trong
mau.

Mifepriston: V& mat 1y thuyét, cac chat trc ché tong hop prostaglandin c¢6 nguy co lam
thay d6i hiéu qua diéu tri ctia mifepriston. it c6 bang ching cho thay viéc sir dung dong
thoi NSAIDs véi protaglandin khong anh huéng dén hiéu qua cua mifepriston hoic
prostaglandin trong qua trinh chuyén da.

Khang sinh nhém quinolon: Dit liéu trén dong vét cho thdy st dung liéu cao quinolon két
hop voi cac thuée nhom NSAID c6 thé 1am ting nguy co co giét.

Tenofovir: sir dung dong thoi véi NSAIDs lam ting nito c6 ngudn gdc ure va creatinin
trong mau, do d6 nén kiém tra chtrc ning than dé kiém soat nguy co anh hudéng dén chuc
nang than.

Deferasiox: dung dong thoi vai NSAIDs c6 thé ting nguy co ddc tinh trén duong tiéu hoa.
Can theo ddi 14m sang chit ch& khi dung deferasiox dong thoi vai cac thude nay.
Pemetrexed: ding dong thoi véi NSAIDs ¢ thé 1am giam thai trir pemetrexed do d6 nén
than trong khi dung lidu cao NSAIDs. O nhiing bénh nhan bi suy giam chirc ning than
nhe dén trung binh (hé s6 thanh thai creatinin tir 45 — 79 ml/phat), nén tranh ding
NSAIDs trudce va sau 2 ngay dung pemetrexed.

Phu nir co thai va cho con bu

Chédng chi dinh st dung vién nén SYMPAL cho phu nit ¢6 thai trong 3 thang cudi va phu nit cho
con bii (xem muc Chdng chi dinh).

Phu nir 6 thai

Viée trc ché tong hop prostaglandin c6 thé anh huong bét loi dén qua trinh mang thai va/hodc sy
phat trién cta bao thai/thai nhi. Dit liéu tir cac nghién ctru dich t& cho thiy nghi ngd vé kha ning
tang nguy co sdy thai va nguy co di tat trén tim, chirng hd thanh bung cua thai nhi sau khi ngudi me
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sir dung mot chét trc ché tong hop prostaglandin trong giai doan sém ctia qué trinh mang thai. Nguy
co tuyét ddi xay ra dj tat trén tim mach ting tir mérc dudi 1%, dén khoang 1,5%. Nguy co nay duoc
tin 14 ¢6 thé ting 1én khi ting lidu hodc ting do dai thoi gian diéu tri. Trén dong vat, viéc sir dung
chat tc ché prostaglandin dd duoc chi ra rang c6 thé lam ting ti 1& mat trude va sau khi tring 1am o
va ti 1& tir vong cua phoi-thai. Thém vao do, ciing c6 bao céo cho thay tinh trang ting ti 1&é mic cac
di tat khac nhau bao gom di tat trén tim mach khi sir dung thudc e ché tong hop prostaglandin trén
dong vat trong giai doan hinh thanh cac co quan. Tuy nhién, cac nghién clru trén dong vat véi
dexketoprofen trometamol khong cho thdy doc tinh trén sinh san (xem muc Dir liéu an toan tién 1am
sang). Trong subt 3 thang du va 3 thang giita thoi ki mang thai, khong nén sir dung dexketoprofen
trometamol trir khi thuc sy can thiét. Néu str dung dexketoprofen trometamol cho mét phu nit du
dinh c6 thai, hodc trong 3 thang dau hodc giira thai ki, can sir dung lidu thap nhét va trong thoi gian
ngan nhat c6 thé.

Trong 3 thang cudi thai ki, tit ca cac loai thudc @e ché tong hop prostaglandin c6 thé gy nguy co
cho bao thai:

- Poc tinh trén tim phdi (v6i tinh trang dong dng dong mach chii sém va ting huyét ap phoi);

- Réi loan chirc nang than, c6 thé tién trién thanh suy than va giy it nudc oi.

Khi sir dung thubc & giai doan cudi trong thoi ki mang thai, me va tré so sinh ciing phai d6i mat vai
nguy co:

- C6 thé kéo dai thoi gian chay mau, tac dung chong két tap tiéu cau cé thé xuat hién ngay ca khi sir
dung liéu rat thap;

- Ut ché co that tr cung, lam cham hodc kéo dai thoi gian chuyén da.

Phu ntr cho con bu

Dexketoprofen van chua dugc biét rd 1a c6 thai trir qua sita me hay khong. Chong chi dinh dung
SYMPAL cho phu nit cho con bt (xem muyc Chdng chi dinh)

Kha nang sinh san

Ciing giéng nhu cac NSAIDs khac, viéc sir dung SYMPAL c¢6 thé lam suy giam kha ning sinh san
ctia nir giéi va do vay khong khuyén cdo str dung thudc cho phu nir chuan bi mang thai. O phu nit
kho c6 thai hodc nhitng phu nit dang lam xét nghiém vo sinh, nén ngung st dung dexketoprofen.
Anh huéng dén kha ning li xe va van hanh may méc

Vién nén SYMPAL thé giy cac tac dung khéng mong muén nhu chéng mit, hoa mat. Trong nhiing
truong hop nay, phan xa khi tham gia giao thong hodc van hanh may moc c6 thé bi giam.

Tac dung khong mong mudn

Bang sau day théng ké cac phan tmg bat loi, phan loai theo cac hé co quan va sip xép theo tin suit
gip phai. Cac phan tng bat loi ndy bao gdm phan tmg di duoc bao cao voi mirc do thap nhat 1a co
thé c6 lién quan dén dexketoprofen trometamol (dang thudc vién nén) trong cac thir nghiém 1am
sang, va cac phan tmg bat loi di duoc bao céo sau khi dang vién nén SYMPAL dugc dua ra thi

truong.
HE CO QUAN Phé bién Khéng pho Hiém Rat hiém /
(1-10%) bién (=1/10,000 - Bio cio don 1é
(0,1-1%) <1/1,000)




(<0,01%)

Roi loan h¢ mau
va bach huyét

Giam bach cau trung

tinh, giam tiéu cau

Roi loan h¢ mién | --- --- Phu thanh quan | Phdn tng phan vé, bao
dich gdm sdc phan vé
Roi loan chuyén --- --- Chan an ---

hoa va dinh dudng

Roi loan tAm than |--- Mat ngy, lo
ling

Roi loan hé than |- Dau dau, chéng | Di cam, ngat ---

kinh mat, ngu ga

Roi loan viing mat | --- --- --- Nhin mo

Roi loan tai va mé Chong mat - U tai

dao

Roi loan tim --- Danh tréng - Téng nhip tim
nguc

Réi loan mach --- Do mat Tang huyét ap Ha huyét ap

Roi loan hé hap, |- Giam nhip thd | Co thét khi phé quén,

10ng ngwe va trung kho tho

that

Roi loan tiéu héa |Buonnén |Viém daday, |Loétdaday, xuat |Viém tuy

va/hoac nodn,
dau bung,
tiéu chay, ro1

loan tiéu hoa

tao bon, kho

miéng, day hoi

huyét tiéu hoa
hodc thung da day
(xem muc Than
trong va canh

bao)

Roi loan gan mat

Viém gan

T6n thuong té bao gan

Roi loan da va mé
dudi da

Ban ngtra

May day, trimg
c4, tang tiét mo
hoi

Hoéi chung Stevens
Johnson, hoai tir biéu bi
nhiém doc (hdi chimg
Lyell), phu mach, phu
mat, phan tng nhay cam

v6i anh sang, nglra

Roi loan co xwong

va mo lién keét

Pau lung

Roi loan thin va
hé tiet ni¢u

Pa niéu, viém

than cip

Viém than va hoi chiing
than hu

Roi loan h¢ sinh
san va tiét sira

R&i loan kinh

nguyét, 11 loan




tuyén tién liét
Roi loan chung va |--- M¢ét moi, dau, | Phu ngoai vi -
tai vi tri dwa thude suy nhuogc, kho
chiu
Anh huéng dén két | — ~— Xét nghiém chuc |—
qua xét nghiém ning gan  bat
thuong

Phan Gmg bat loi ghi nhian duoc nhiéu nhit 14 phan Gng trén hé tiéu héa. Co thé xuit hién loét da
day, xuat huyét hoic thung da day, déi khi c6 thé nguy hiém dén tinh mang, dic biét trén ngudi cao
tudi (xem muc Thén trong va canh bao). Ba c6 mot s6 bao céo vé tinh trang non, budn nodn, tiéu
chay, co that, roi loan tiéu hoa, tao bon, dau bung, di ngoai phan den, ndn ra mau, viém loét miéng,
lam ning thém tinh trang viém két trang va bénh Crohn sau khi str dung thudc (xem muc Than
trong va canh bao). it gdp hon, co thé ghi nhan viém da day. Phu, ting huyét ap va suy tim di duoc
b4o c4o co lién quan voi phac dd didu tri bang cac thuée NSAID.

Gidng nhu cac thuéec NSAID khac, cac phan (mg khong mong mudn sau day c6 thé xuét hién: viém
mang ndo vo khuan, phan Gmg nay c6 thé xuat hién chi yéu trén bénh nhan lupus ban do hé thong
hodc c6 bénh vé mé lién két hdn hop; cac phan tng huyét hoc (ban xuat huyét, thiéu mau bt san va
thiéu mau tan mau, & mirc d6 hiém gip 1 chimg mat bach cau hat va giam san tity xuong).

Céc phan tng gy bong nudc trén da bao gdbm hoi chimg Stevens Johnson va hoai tir da nhiém doc
c6 thé xay ra (rat hiém).

Thur nghiém 1am sang va céac dir liéu dich té& cho théy viéc str dung mot s6 thudc NSAID (dac biét la
khi dung lidu cao va trong thoi gian kéo dai) co thé lién quan dén su ting nhe nguy co xay ra bién
c¢b huyét khdi dong mach (vi du nhu nhdi mau co tim hodc dot quy) (xem muc Thén trong va canh
béo).

Nguy co huyét khéi tim mach (xem thém phan Canh béo va than trong)

Béo c4o nghi ngd tic dung khdong mong mudn

Viéc bao cdo nghi ngd tac dung khong mong mudn 14 rit quan trong. N6 cho phép kiém soat ty 16
loi ich/nguy co cua thudc. Can bd y té phai bao cao bat ky tic dung khéng mong mudn nghi ngd
nao.

Qua liéu

Triéu chtng hoc sau khi ding qua liéu thudc van chwa duoc biét rd. Cac thude twong tu dd gay tinh
trang r6i loan tiéu hoa (n6n, chan an, dau bung) va rdi loan than kinh (lo mo, chéng mat, mat dinh
huéng, dau dau).

Trong truong hop uéng nham hoic udng qua lidu, ngay 1ap tirc diéu tri triéu chimg tuy theo tinh
trang 1am sang ctia bénh nhan. Can sir dung than hoat cho bénh nhan néu da udng trén 5 mg/kg &
nguoi 1on hodc tré em trong vong 1 gio.

C6 thé loai dexketoprofen trometamol bang phuong phap tham tach.

PAC TINH DUQC LY
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Pac tinh dugc luc hge

Nhém dwoc 1y: din xuit cia acid propionic

Ma ATC: MO1AEL17.

Dexketoprofen trometamol 1 mudi tromethamin cta acid S-(+)-2-(3-benzoylphenyl)propionic, mot
thudc giam dau, chdng viém va ha sbt, thudc nhom thude chéng viém khong steroid (MO1AE).

Co ché tac dung

Co ché tic dong cua cac thudc chdéng viém khong steroid c6 lién quan dén su giam tong hop
prostaglandin thong qua trc ché con duong cyclooxygenase. Pic biét, thude trc ché qua trinh chuyén
dang cua acid arachidonic thanh endoperoxid vong, PGG2 va PGH2, chat tao thanh cac
prostaglandin PGE1, PGE2, PGF2a, PGD2 va ca prostacyclin PGI2, thromboxan (TxA2 va TxB2).
Ngoai ra, viéc trc ché tong hop prostaglandin c6 thé anh huong dén cac chat trung gian gy viém
khac nhu kinin, giy tac dong khong truc tiép cong huong thém véi cac tac dong truc tiép.

Paic tinh duoc luc

Dexketoprofen da dugc mo ta 1a mot chét rc ché hoat dong cua COX-1 va COX-2 trén nguoi va
dong vat thi nghiém.

Tinh an toan va hiéu qud 1dm sang

Céc nghién ctru 1am sang duoc thuc hién trén mot s6 mod hinh dau di chi ra tac dung giam dau cia
dexketoprofen trometamol. O mot sd nghién ctru, tac dung giam dau bat dau ghi nhan duoc vao thoi
diém 30 phut sau khi dung thuoc. Tac dung giam dau kéo dai trong 4 dén 6 gio.

Pac tinh dugc dong hoc

Hép thu

Trén nguoi tinh nguyén, sau khi dung dexketoprofen trometamol theo dudong udng, nong do tdi da
Cmax dat dugc sau 30 phut (dao dong tir 15 dén 60 phit).

Khi str dung thudc cing bita an, AUC khong thay d6i nhung Cmax cua dexketoprofen trometamol
giam va toc dg hap thu bi tri hoadn (tang tmax).

Phan b

Thoi gian ban phan bd va ban thai ciia dexketoprofen trometamol lan lugt 1a 0,35 va 1,65 gio.
Gidng nhu vai cac thude khac c6 ti 1& gian protein huyét twong cao (99%), thé tich phan bd cua
thuoc c6 gia tri trung binh dudi 0,25 I/kg.

Cac nghién ctru duge dong hoc da liéu da ghi nhan thiy AUC sau khi dua thudc 1an cudi khong
khac biét so v6i gid tri AUC thu duoc khi dung lidu don, cho thdy khéng c6 hién tuong tich liy
thudc.

Chuyén héa va thai trix

Sau khi udng dexketoprofen trometamol chi c6 dang ddng phan S-(+) dugc tim thdy trong nudc
tiéu, dicu nay cho thay trén nguoi, khong xuat hién qua trinh chuyén dang sang dong phan R-(-).
Con duong thai trir chinh cta dexketoprofen 1a lién hop glucuronic sau dé dugc thai trir qua than.
PAC TINH DUQC PHAM
Tinh twong ki
Khong ap dung.
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Han dung

3 nam.

Luwu y dac biét khi bao quan

Khéng bao quan & nhiét do trén 30°C; giir vi thudc trong hop dé tranh 4nh sang.
Tinh chét va thanh phén bao bi

Thubc vién duoc dong gbi trong vi (vi trang nhém PVC).

Vién nén SYMPAL 25mg - 4, 10, 20, 30, 50, hoac 500 vién bao phim/hop
(Khong phai tat ca cac dang dong goi déu dugc dua ra thi truong).

Luu y khi str dung

Thubc khong ding nita hodc phan rac thai phai duoc xir 1y theo quy dinh cua qudc gia.

Tiéu chuin chat lwong: TCCS

NHA SAN XUAT

Co s6 san xudt:

A. MENARINI MANUFACTURING LOGISTICS and SERVICES S.r.L,
Via Campo Di Pile — 67100 L' Aquila (AQ), Italy

Co s6 kiém sodt 16

A.MENARINI MANUFACTURING LOGISTICS and SERVICES S.r.L.
Via Sette Santi, 3 - 50131 Firenze (FI), Italy

NGAY XEM LAI NQI DUNG
02/2018
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