TRAMAGESIC.

Huéng ddn s dyng thubc cho ngudi bénh

DE XA TAM TAY TRE EM |

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

THONG BAO NGAY CHO BAC ST HOAC DUQC ST NHUNG TAC DYNG KHONG
MONG MUON GAP PHAI KH! SU DUNG THUOC

THUOGC BAN THEO DON

THANH PHAN

PAraCetaAMOL ......oieeeiieiiciirreee e e cccrere e ee s esvanreeeeese s e sreaseseessenesntsaeasessans 325 mg
Tramadol hydroclorid ........ccccceeevennnn. S R S S RN 37,5 mg
TR AURIE! ., cxensisonihoramnasisinssnialbamnraesshnsnrasishoabnsiinsrnssnsesinanansanby sashhnes via du 1 vién

(Starch 1500, tinh bt ngd, aerosil 200, crospovidon, povidon K30, gelatin,
natri starch glycolat, byt talc, magnesi stearat, HPMC 606, titan dioxyd,
quinolin yellow, fast green FCF, ponceau 4R, lipoxol, tween 80).

MO TA SAN PHAM

Vién nén bao phim dai, mau ndu vang.

QUY CACH BONG GOI

Vi bdm, vi 10 vién, hdp 3 vi.

THUOGC DUNG CHO BENH Gi

Giam dau trong nhiing trudng hop dau ndng hodc trung binh khi bac st khuyén
cao rang phoi hgp tramadol va paracetamol la can thiét.

NEN DUNG THUDC NAY NHU THE NAO VA LIEU LUGNG

Bat dau cho Tramagesic® véi ligu thap nhat c6 tic dung, khdng dung thudng
xuyén, dai ngay. Khdng ngung thudc dot ngdt ma phai giam liéu dan.

Nguoi I6n va tré em trén 12 tudi:

- Udng 1-2 vién mdi 14n c4ch nhau 4 dén 6 gid, khi cdn c6 thé 1&n dén tdi da
8 vién mot ngay.

Tré em dudi 12 tubi:

- Khong khuy&n céo dung thudc & Iifa tudi nay.

Nguoi gia trén 75 tubr

- Khodng céch tdi thigu gitla 2 1an ding thudc 1a 6 gid.

Bénh nhan suy than hodc suy gan:

- Bac sT sé yéu cdu khoang thdi gian dung thubc tiy thudc theo tinh trang cla
bénh nhan. '

KHI NAO KHONG NEN DUNG THUOC NAY

- Man cam vdi bt cir thanh phan nao cba thudc hodc opioid.

- C4c trudng hgp ngd doc cap do rugu, ma tdy, thude ngd, thude gidm dau trung
uong, thubc opioid va cac thudc hudng than.

- Suy hd hap nang, suy gan nang.

- Phu nlr dang cho con bu.

- Bénh nhan dong kinh khéng dugc diéu tri.

- B&nh nhéan dugc diéu trj bang cac thudc IMAO trong vong 2 tudn true khi
dung thudc. j

TAC DUNG KHONG MONG MUON

- Lién quan dén tramadol: kho chiju, ha huyét ap, lo lang, 10 1&n, budn ndn, chan &n,
tang truong Iyc co, phat ban. Khi dung liéu cao tramadol, co tat ca nhiing bat Igi cla
morphin, k& ca suy giam hd hap va Ig thudc thudc.

- Lién quan dén paracetamol: hi€m gdp phan (ng dj Ung, gidm ti€u c4u. C6 thé
gay suy gan (do hly té bao gan) khi dung liéu cao, kéo dai.

NEN TRANH DUNG NHUNG THUOGC HOAC THYC PHAM Gi KHI BANG SU
DUNG THUOC NAY

- Carbamazepin lam gidm hoat tinh gidm dau cla tramadol do lam giam ndng
d trong huyét thanh.

- Khong dugc phdi hgp vdi cac chit Gc ché CYP2D6 nhu quinidin, fluoxetin,
paroxetin va aminotriptylin va chét dc ch& CYP3A4, vi ¢6 thé lam giam ndng do
chat chuyén héa co hoat tinh va ting tac dung cia tramadol.

- Thubc 1am kéo dai thdi gian prothrombin, khi ph6i hgp vdi warfarin can
thudng xuyén kiém tra thdi gian prothrombin.

- Udng dai ngay liéu cao paracetamol lam tdng nhe tdc dung chéng dbng cla
coumarin va dan chat indandion.

- Rugu 1am ting nguy co paracetamol gdy doc cho gan; tdng tdc dung an thén
clia thudc gidm dau opioid, do d6 tac dong 1&n sy tinh tao va co thé 1am cho vigc
lai xe va viéc sl dyng may moc tré nén nguy hiém.

- Cac thubc chi van/d6i khdng v6i morphin (buprenorphin, nalbuphin,
pentazocin) lam giam tac dung gidm dau cla tramadol do phong bé canh tranh

céc thu thé, vai nguy cd xay ra-hdi ching cai thudc. _
CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC

Khong diing liéu gép doi dé bl vao liéu da quén. Dung liéu k& ti€p theo ding
hudng dan ban dau.

CAN BAO QUAN THUOC NHU THE NAO: nai kho, nhiét do dudi 30°C, tranh 4nh
sdang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU

DAu hiu ngb doc dAu tién c6 thé 1a suy hd hdp va co giat.

Tramadol dung qué lifu c6 thé gay suy ho hap, hdn mé, co giat, ngung tim va
tf vong.

Paracetamol dung qué lifu c6 thé gay tén thuong gan véi c4c triéu ching sém
nhu chdn &n, bubn ndn, ndn, khé chju, nhgt nhat, toat md hodi. Cac triéu ching
nhi@m doc gan c6 thé xudt hién sau 48-72 gid.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN cno
Dua.bénH nhan dén trung tdm y té gdn nhat.

NHUNG BIEU CAN THAN TRONG KHI DUNG THUGC NAY

- Lién quan dé&n paracetamol can canh bao:

Phan (ng phy nghiém trong trén da mic du ti I8 mac phai 1 khﬁng cao nhung
nghiém trong, thAm chi de doa tinh mang bao gdm hoi chitng Stevens-Johnson
(SJS), hoi chitng hoai tif da nhiém djc: toxic epidermal necrolysis (TEN) hay h{i
chitng Lyell, hdi chiing ngoai ban mun mi toan than cdp tinh: acute generalized
exanthematous pustulosis (AGEP).

= Hdi chitng Stevens-Johnson (SJS): la di ing thudc thé bong nudc, bong nudc khu
tr( & quanh cac hoc ty nhién: mat, mii, miéng, tai, bd phan sinh dyc va hdu mén.
Ngoai ra c6 thé kem st cao, viem phdi, rdi loan chic nang gan than. Chan doan
hoi chiing Stevens-Johnson (SJS) khi c6 it nhat 2 hdc tu nhign bj tdn thuong.

. = Hdi chitng hoai tir da nhiém ddc (TEN): 1a thé dj Ung thudc ndng nhat,-gom:

+ Cac ton thuong da dang @ da: ban dang sdi, ban dang tinh hong nhiét, héng
ban hodc cac bong nudc bung nhing, cac ton thudng nhanh chong lan toa
khap nguoi.

+ TOn thuong niém mac mét: viém gidc mac, viem k& mac ma, loét giac mac.

+ TOn thuong niém mac dudng tiéu héa: viem miéng, trgt niém mac miéng,
loét hau, hong thyc quan, da day, rugt.

+ Ton thuong niém mac dudng sinh dyc, tiét niéu.
+ Ngoai ra cdn c6 trigu chiing toan than trAm trong nhu sot, xuat huyé’t duting
tidu hoa, viém phdi, viém cdu than, viem gan..ty I8 tif vong cao 15-30%.
= Hpi chling ngoai ban myn m toan than c&p tinh (AGEP): myn mi v trung nhod
phét sinh trén nén hong ban lan rdng. Ton thuong thuding xuat hién & cic nép gap
nhu nach, ben va mit, sau do co thé lan rdng todn than. Tridu ching toan than

thuong c6 1a sot, xét nghi®ém méu bach cdu mui trung tinh ting cao.

Khi phét hién nhiing ddu hiéu phat ban trén da ddu tién hoic bat ky ddu hiéu

phan (ng qud man nao khac, b&nh nhan cin phéi ngiing st dung thudc. Ngudi

dd ting bj cac phan (ing trén da nghiém trong do paracetamol gay ra thi khéng

dugc dung thudc trd lai va khi dén kham chita b&nh cdn phai thong bdo cho

nhan vién y té biét vé van dé nay.

- 0 liéu diéu trj, thudc co thé gdy cdn co giat, do vdy phai thdn trong 0 nguoi

co tién sit dong kinh hodc phdi hgp vdi thudc Uc ché MAO, thudc chng trdm

cam loai 3 vong, thuc an than.

- B&nh nhan c6 thi€u mau ti trudc hodc c6 bénh ndng trén tim, phdi, than,

hodc gan.

- B&nh nhan thiu hyt glucose-6-phosphat dehydrogenase (G6PD).

- B&nh nhan c6 tién sit s6c phan vé vdi codein hodc thudc opioid khéc.

- Khong dung thudc cho bénh nhén c6 tién su 18 thubc opioid. .

- Dung liéu cao hodc dung két hgp véi thudc gdy mé, rugu cd thé gay suy ho

hap.

- Can theo doi trang thai tdm than cac bénh nhan bj tdng ap Iyc ndi so hodc bj

chan thuong viing dau.

- C4n phai giam liéu Tramagesic® 6 bénh nhan dang dung thudc an than, ngudi co

chifc nang gan, than giam.

- Nén trdnh hodac han ché udng rugu.

- Trong thanh phan thudc co chifa Ponceau 4R co thé gdy ra cac phan (ng dj (ing.

Phu nir co thai va cho con bi

Phy ni cd thai: Tramadol khong dugc sif dung trong sudt thoi ky mang thai.

Phy ni cho con bu: Tramadol va cac chat chuyén hoa clia nd c6 bai tiét trong

sia me, khﬂng nén dung khi cho tré ba.

NEN HOI Y KIEN BAC ST HOAC DUQC ST TRUGC KHI DUNG BAT CU LOAI

THUOC NAO

Anh huéng cia thubec doi vdi cdng viée

Khong dung thudc khi 14i xe hay van hanh may moc vi thudc lam giam sy tinh

tao.
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KHI NAO CAN THAM VAN BAC SI, DUGC Si

DE tranh cac tuong tac cb thé xay ra, phai ludn ludn bao cho bac si hodc dugc ST

_ moi thudc khac dang dung.

Théng bdo cho bac st hodc dugc si nhiing tdc dung khéng mong mubn gdp
phai khi st dung thudc nay.

Néu can thém thong tin xin hdi y kién bac st hodc dugc sT.

HAN DUNG: 36 thang ké tif ngay san xuat.

NGAY DUQC CUC QUAN LY DUQC PHE DUYET CHO LUU HANH: 05/07/2018.

Hudng dan st dung thudc cho cdn bg y té
DUQC LUC HOC
Tramadol 12 thudc gidm dau tdng hgp loai opioid, ma ATC: N02AX02, co tac
dung gidm dau theo co ché trung uong va c6 thé gdy nghién nhu morphin. Tac
dung giam dau cia tramadol xudt hién 1 gi0 sau khi udng va tang I&n t6i da
sau 2-3 gi0. O liéu diéu tri, tramadol it ic ché hd hdp hon morphin.
Paracetamol 1a mdt loai thudc gidm dau, ma ATC: NO2BEO1, c6 tac dung hgp

i uc vGi tramadol trén ddnag vat thi nghiém.

DUQGC PONG HQC
Tramadol hdp thu t6t qua dudng tiéu hdéa nhung chuyén hoda 1&n diu qua gan
manh nén sinh kha dung tuyét doi cta thudc chi dat 75%. Thilc an it anh

hudng dén sy hap thu thudc. Thudc gan vao protein khodng 20% va phan b

trong tat ca cac ca quan. Tramadol bi chuy&n hoa qua pha | gdm phan tng N
va 0 khu methyl, pha 1l thdng qua phan (ng lién hgp vdi acid glucuronic hay
acid sulfuric. Thudc dugc thai trl 90% qua than va 10% qua phan, thudc qua
nhau thai va sta me. Thoi gian ban thai 1a 6,3 gio.

Paracetamol dugc hap thu nhanh va hoan toan qua dudng tiéu héa. Nong do
dinh trong huygt tuong dat tir 30-60 phit sau khi udng. Thubc dugc phan b
nhanh khoang 25% két hop vdi protein huyét tuong. Paracetamol dugc chuyén
hoa chi yéu d gan théng qua phan Ung lién hgp véi acid glucuronic, acid
sulfuric va chuy€n héa bdi cytochrom P450. Thoi gian ban thai 1a 1,25-3 gid.

CHi DINH

Giam dau trong nhiing trudng hgp dau n@ng hodc trung binh.

Nhiing trudng hgp dau khi cac thudc gidm dau khac khdng hiéu qud hodc bi
chong chi dinh.

Phoi hgp tramadol va paracetamol dugc chi dinh 1a thudc giam dau budc ||
trong thang do dau cua WHO.

CHONG CHi DINH
- Man cam vdi bat clf thanh phan nao cta thudc hodc opioid.
- Céc trudng hgp ngd doc cip do rugu, ma tay, thudc ngl, thude giam dau trung
uong, thudc opioid va céc thudc hudng than.
- Suy ho hdp nang, suy gan nang.
- Phu ni dang cho con bd.
- Bénh nhén dong kinh khdng dugc diéu tri.
- Bénh nhan dugc diéu tri bang cac thudc IMAO trong vong 2 tudn trudc khi
dung thudc.
LIEU LUGNG VA CACH DUNG
Bat ddu cho Tramagesic® voi liéu thdp nhat co tic dung, khdng cho dung
thuong xuyén, dai ngay. Khong ngung thudc dot ngdt ma phai giam liéu dén.
Bang khdng, bénh nhan c6 thé bj hi ching cai thubc voi biéu hién: hét hoang,
run, vda md hoi, dyng l6ng, 0i, fa chay, mat ngi:
Ngudi I6n va tré em trén 12 tudi:
- Udng 1-2 vién moi Idn céch nhau 4 dé&n 6 gid, khi cdn c6 thé 18n dén toi da
8 vien mot ngay.
Tré em dudi 12 tudi:
- Higu qua va do an toan cla thudc & tré dudi 12 tudi chua dugc thiét Iap. Do
vay, khdng khuyén cdo dung thudc & Ida tudi nay.
Nguoi gia (trén 65 tudi):

- Khong c6 sy khéc biét nao vé d§ an toan hay tinh chit dugc ddng hoc gilia
ngudi gia trén 65 tubi va nhiing ngudti it tudi hon.
- Bénh nhén trén 75 tubi: khodng cach tdi thiéu gilla 2 14n dung thudc 13 6 gi0
do thoi gian ban thai cla tramadol tang.
Bénh nhdn suy than hodc suy gan:
- Nén kéo dai khoang thoi gian dung thudc tiy thudc theo tinh trang clia bénh
nhan.
THAN TRONG
- Béac sT cdn canh bao bénh nhan vé cidc ddu higu cla phan (ng trén da
nghiém trong nhu hdi chiing Stevens-Johnson (SJS), h§i ching hoai tlif da

nhiém doc (TEN) hay hdi chifing Lyell, hoi chiing ngoai ban mun ma toan than
cdp tinh (AGEP).

- O lidu diéu trj, thudc c6 thé gy con co giat, do viy phai than trong 0 ngudi
c6 tién sir ddng kinh hodc phoi hgp vdi thube c ché MAO, thudc chdng trdm
cam loai 3 vong, thudc an than.
- Bénh nhan c6 thi€u méu tU trubc hodc c6 bénh ndng trén tim, phdi, than,
hodc gan.
- B&nh nhén thiéu hut glucose-6-phosphat dehydrogenase (G6PD).
- B&nh nhan ¢6 tién st s6c phan vé v6i codein hodc thudc opioid khac.
- Khéng dung thudc cho bénh nhan c6 tién sur 1& thudc opioid. |

- Dung liéu cao hodc dung k&t hgp véi thubc gdy mé, rugu co thé gdy suy hd
hap.

- Can theo doi trang thai tdm than cac bénh nhan bj tdng 4p Iuc ndi so hnac
bj chan thuong ving déu.
- Can phai giam liéu Tramagesic® d b&énh nhan dang dung thudc an than, ngubi cd
chiic ndng gan, thadn giam.

- Nén tranh hodc han ché udng rugu.

- Trong thanh phan thubc cé chifa Ponceau 4R c6 thé gy ra cac phan (ng dj
ng.
Phu nif c6 thai va cho con bu
Phy ni? ¢6 thai: Tramadol khéng dugc st dung trong sudt thdi ky mang thai.
Phu ni? cho con bu: Tramadol va cdc chat chuyén hoa clia nd ¢ bai tiét trong
sifa me, khﬁng nén dung khi cho tré ba.
Anh hudng cia thude doi vdi cong viéc ~
Khong dung thudc khi I4i xe hay vdn hanh mdy mdc vi thudc lam gidm sy tinh
tao.

TUONG TAC THUOC

- Carbamazepin lam gidm hoat tinh giam dau cta tramadol do lam giam ndng
do trong huyét thanh.

- Khdng dugc phdi hgp voi cac chdt (c ché CYP2D6 nhu quinidin, ﬂuuxetm
paroxetin va aminotriptylin va chat ic ché CYP3A4, vi c6 thé 1am gidm ndng do
chat chuyén hoa c6 hoat tinh va ting tac dung clia tramadol. ;
- Thubc lam kéo dai thoi gian prothrombin, khi phdi hgp vdi warfarin can
thudng xuyén kiém tra thoi gian prothrombin.

- Udng dai ngay lieu cao paracetamol lam tdng nhe tidc dung chdng dong cla
coumarin va dan chat indandion.

- = Rugu lam tdng nguy co paracetamol gdy dic cho gan; tdng tdc dung an than

clia thudc giam dau opioid, do d6 tac dong I&n su tinh téo va co thé 1am cho viéc
i xe va viéc sif dung may maoc trd nén nguy hiém.

- Cac thudc chl van/doi khang vGi morphin (buprenorphin, nalbuphin,
pentazocin) lam giam tac dung giam dau cta tramadol do phong bé canh tranh
cac thu thé, véi nguy cd xay ra hdi ching cai thudc.

TAC DUNG KHONG MONG MUON

- Lién quan dén tramadol: khé chju, ha huy&t ap, lo Iang, It 1an, budn ndn, chan in,
tang trudng Iyc co, phat ban. Khi dung ligu cao tramadol, ¢ tat ca nhiing bat Igi clia
morphin, k& ca suy giam hd hap va I8 thudc thudc.

- Lién quan dén paracetamol: hi€m gap phan (ing dj ing, gidm tiéu cdu. C6 thé
gdy suy gan (do hly t& bao gan) khi dung liéu cao, kéo dai.

QUA LIEU VA CACH XU TRi

Dau hiéu ngd doc ddu tien c6 thé 1a suy hd hdp va co giat.

Tramadol dung qua liéu cé thé gay suy hd hap, hon mé, co giat, ngung tim va
tl vong.

Paracetamol dung qué liéu c6 thé gay ton thuong gan véi cac tridu chiing sdm
nhu chan an, budn ndn, ndn, kho chju, nhgt nhat, todt mé hdi. Cac tridu ching
nhiém ddc gan co thé xuat hién sau 48-72 git.

- XU tri: truc hét phai dam bao thong khi tot va chdng co giat bang thudc ngl
nhém barbiturat hodc dan xudt benzodiazepin. Gy ndn dé gidm hap thu. Cho
udng than hoat dé ting hap phu.

Hién nay chua c6 thudc gidi doc dac hiéu. Giai doc bang naloxon va loc mau
khéng c6 hiéu qua.

San xuit tai CHI NHANH RESANTIS VIET NAM - CONG TY TNHH MOT
THANH VIEN DUGC SAI GON

S6 01 VSIP, duing s6 3, khu cong nghigp Viét Nam - Singapore, phudng

Binh Hoa, thanh phd Thudn An; tinh Binh Duong, Viét Nam
76554-F
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