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Rx-Thuéc nay chi ding theo don thude
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ARTHROLIFE

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC S
P4 xa tAm tay tré em.
Poc kv hudng din sir dyng truée khi ding,

THANH PHAN CONG THUC THUOC

M&i vién nang cimg chira:

Thanh phin hoat chét

Tramadol hydrochloride ................ 50mg

Thanh phén t4 dwge

Microcrystalline cellulose, dibasic calcium phosphate, magnesium stearate, nang cirng s 2.

DANG BAO CHE
- Dangbio ché: Vién nang cimg.
- M5 ta: Vién nang cimg s6 2, thin va nfip mau xanh 14, ¢6 chira bdt thube mau tring dén
triing nga.

CHI DINH o
Tramadol durge ding dé diéu trj dau vira v dau ndng.

CACH DUNG, LIEU DUNG

Cich ding

Ding duwéng udng.

Thudc duge udng ci vidn véi nude, khong bé hojc nhai, khdng phy thudc vio bira sn.

Liéu nén dugc didu chinh theo cuémg 46 ciia con dau va 49 nhay cam cla ting bénh nhin. Lidu
thép nbét c6 hiéu qua d& giam dau thudmg dugc chon,

Liéu Lirgng

Ngtedri Ién vé tré em tiv 12 tudi tré Ién

- Pau cfip: Litu ban d4u 12 50 - 100 mg theo cudng dd cia con dau. C6 thé ding liéu 50 holic 100
mg, cdch 4 - 6 gid mbt lan vA thoi gian didu «i nén phd hop v6i nhu ciu 18m sing. Liéu uéng mbi
ngay khéng vugt qué 400 mg.

= Pau man tinh;

Liéu ban d4u 12 50 mg va sau d6 chuén d¢ liéu theo cwdmg d ciha con dau. Sau khi chudn d9, c6 thé
diing liéu 50 - 100 mg, céch 4 - 6 gio mbt 1dn. Lidu uéng mdi ngiy khong vugt qué 400 mg.

Tré em

ARTHROLIFE khéng phit hep cho tré em dudi 12 tudi.

Nguéi cao tuoi

Liéu didu chinh thwéng khong cén thit & bénh nhin dudi 75 tubi néu khong c6 bidu hién 14m sing
suy gan hodc suy than. G ngudi cao i trén 75 tudi, vise thii trir ¢6 the bi kéo diii. Do 46, néu chn
thiét, khodng thoi gian diing thudc $& duge kéo dai theo yéu ciu cha bénh nhan.
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Suy thin/thim téch va suy gan

O nhitng bénh nhén suy thin vi/hoic suy gan, viée loai bé tramadol bi chém. O nhitng bénh nhén
nity, viéc kéo dai khodng thoi gian ding thube nén duoc xem xét cin than theo yéu cdu cia bénh
nhén, Trong trirémg hgp tramadol sty thin ning vavhodc suy gan ning khdng duge khuyén céo.

CHONG CHI P]NH

Tramadol duge chéng chi dinh trong trudng hop:

- Qu4 min véi tramadol, bat cir thanh phﬁ.n nao khéc cia ché phim.

- Ngd doc cép tinh véi céc chét (e ché hé thin kinh trung wong Khdc (nhw ruou, thubc an thin,
thube ngt, thudc gidm dau trung wong khie, thubc c6 tic dyng gidng thubc phidn kbhac, thubc
hudng thﬁ.n)

- Didu trj déng thai holic san khi ngirng didu trj véi thude e ché monoamin oxidase trong vong 14
ngay,

- Bénh dong kinh khéng dwgc kidm soat bing didu trj.

- Suy giam b6 hip ning.

- Suy than hodc suy gan ning,

- Phu nit cho con bi.

- Diing trong dién trj cai thude ngi.

CANH BAQ VA THAN TRONG KHI DUNG THUOC

Tramadol ¢6 thé dugce ding thin trong & nhimg bénh nhan phuy thujc opioid, chén thuon g s, sbc,
giam ¥ thirc, ri loan trung tam ho3ic chirc néing hé hép, ting &p luc ndi so.

Thiin trong & nhimg bénh nhén phay cém vi thubc phi¢n.

Cén than trong khi diéu tri bénh nhin suy hé hip, hodc néu dang dang dfing théi thudc e ché thin
kinh trung wong, heiic néu lidu Iwgmg khuyén cfo bi vugt qui déng ké vi khong thé loai trir kha
niing suy hd hap.

Co gidt 43 dugc bdo céo & nhimg bénh nhan ding tramadol & mirc lidu khuyén cdo. Nguy co c6 thé
tang lén khi liéu tramadol virgt qué gidi han lidu hang ngay (400 mg). Ngoai ra, tramadol c6 thé lam
ting nguy co co gidt & nhimg bénh nhin dﬂng céc thugc khac [am gidm ngudng déng kinh. Bénh
nhén bi dfng kinh hodc nhitng ngudi d8 bi co gidt chi nén dugc didu tri bing tramadol néu cé
trwdmg hop bét bude.

Nhin vién y t€ phai canh gide d8i voi sy lam dyng va st dung sai thube. Stt dyng than trong & bénh
nhén ¢ tién sir bérh dong kinh hoc & ngudi dé bi con ddng kinh, va trong digu tri cdc bénh cép
tinh & bung vi thube ¢6 thé che 14p dau.

Khi mdt bénh nhan khong con cén diéu tr bing tramadol, cé thé nén gidm lidu din din dé ngan
nglra céc triéu chimg cai thudc.

Tramadol khéng thich hop dé thay thé & nhitng bénh nhan phu thudc opioid. Mac dit n6 12 mdt chét
chii véin opioid, tramadol khong thé ngin chin céc triéu chimg cai thuéc morphin.

Sir dung than trong vA giam liu & bénh nhéin suy gan hoac suy thén.

Chuyén héa béi CYP2D6

Tramadol dugc chuyén héa bdi enzym gan CYP2D6. Néu mdt bénh nhan bj thiéu hoﬁc hodn toan
thidu enzym ndy, tic dung gidm dau c6 thé khﬁng dat duge. Uéc tinh c6 t6i 7% dan s6 da trﬂng ]
thé bj thidu hut nay. Tuy nhién, néu bénh nhiin cé trao 38i chét curc nhanh, c6 nguy co phét trién ddc
tinh opioid ngay ca & liéu thu’o‘ng duoc ké don,

Céc riéu chimg chung ctia nhiém dc opioid bao gdm 14n, budn ngt, thé ndng, dﬁng tir nho, budn
nén, nén, tdo bén va thiéu Sy ngon nneng Trong trl,rong hop nghigm trong, didu nay c6 thé bao
gdm céc trigu chimg suy hé hap A tuéin hoan, cé tha de doa tinh mang va rét hlem khi gy tir vong.
U'éc tinh mirc ¢ trao d6i chit cye nhanh & cic quén thé khéc nhau, duge tém tit durdi day:
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Quin thé TS 18 %
Ngudi Chéu Phi / Etiopia 29%

Ngudi M§ gbc Phi 3,4% dén 6,5%
Ngudi Chéu A 1,2% dén 2%
Ngudi da tring 3,6% dén 6,5%
Neguoi Hy Lap 6,0%

Ngudi Hungary 1,9%

Ngudi Bic Au 1% dén 2%

St dung squ phiu thudt ¢ tré em

Di ¢6 béo céo trong céc tai lidu duge cdng bd ring tramadol duge diing sau phu thudt & tré em sau
phlu thudt cit amidan va /7 hoic phiu thugt cét bd chimmg ngung thé khi ngo, dén dén cdc tic dung
phy hiém gip, nhumg de doa dén tinh mang. CAn hét sirc than trong khi ding tramadol cho tr& em
dé gidm dau sau phiu thudt va cin durge theo d3i chit chg cac tridu ching ngd doc opioid bao gdm
sy hé hép.

Tré bi suy gidm chire ning ho h

Tramadol khéng dugc khuyén céo sir dung & tré em bi suy bd hp cd thé gy tdn thwong nhw réi
logn thén kinh co, bénh tim hoiéic ho hdp niing, nhim khun phéi hoiic dudmg hd hip trén, da chin
thwong ho#c phan thudt mé réng,

Nguy co tir vige sir dyng dong thoi cdc thudc an thdn whur thube benzodiazepin hodc thudce lién
quan: Str dung ddng th¥i Tramadol v c4c logi thudc an thén nhw benzodiazepin hodc céc logi thude
lién quan c6 thé dAn dén an thin, suy giim ho hip, hon mé v tir vong. Vi nhimg rai ro ndy, viéc ké
don déng théi véi eéc thube an thin niy nén duge danh riéng cho nhimg bénh nhan khong thé lya
chon phuong phép didu tri thay thé. Néu quyét dinh dimg ddng thoi Tramadol véi thudc an thén,
nén sir dung li€u thip nhét c6 higu qua va thii gian didu trj nén cang ngin chng tt.

Bénh nhan nén duge theo ddi chit ch& cdc ddu hidu va tridu chitng ciia suy hd hép va an thén. V&
mit ndy, ching tdi dic bidt ldluyén c4o théng béo cho bénh nhan va ngudi chim séc ho biét vé cic
triéu chimg nay.

ST DYNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

FPhy nik cé thai

Tramadol di qua nhau thai. Viéc dimg tramadol trong thoi ky mang thai &3 gy mét sd trurdmg hop
con déng kinh, hdi chimg cai thude & tré so sinh, thai nhi chét va dira tré chét khi sinh ra. Chi ding
tramadol trong thi ky mang thai néu loi fch 16n hon nguy co dd: v6i thai. Khong ding tramadol
triedre va trong khi dé.

Phy nit cho con bi

Tramadol chi tiét khoang 0,1% vao sita me. Tuy nhién, do tré rit nhay cam véi thudc nay nén
khéng duge cho con bii trong thoi gian diing thudc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Tramadol c6 thé cé tdc dung trc ché hé thin kinh trung vong, 13m suy giam kha nang hoat dong vé
tinh thin va thé chét, nén bdo truée cho bénh phan phai thin trong khi thuc hién cic céng viée cin
sy tinh tdo vé tinh than (nhu 141 xe hodc van hanh mdy méc).

TUONG TAC, TUONG KY CUA THUOC

1. Twong tic cia thudc

Céc thubc chis van/ddi khang véi motphin (buprenorphin, nalbuphin, pentazocin) lam giam téc
dung gidm dau cla tramadol do phong bé canh tranh céc thy thé, véi nguy co x4y ra hdi chimg cai
thubc.

Ruou 1am ting tic dyng an thin ciia tramadol,
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Benzc;diazepm, barbiturat 1am ting nguy co suy giam hd hdp c6 thé gay tir vong trong trwémg hop
qua ligu.

Carbamazepin Jam gidm hoat tinh gidm dau ciia tramadol do lam giam ndng d6 trong huyét thanh.
Nguy co con dong kinh ting Ién nén ding tramadol véi céc thude khéc ¢6 kha ning Idm gidm
ngudng giy con dfng kinh.

Tramadol tc ché syt ti hép thu noradrenalin v2 serotonin v& 13m ting giai phéng serotonin, vi c6
thé twong téc véi cic thubc khac c6 téc dung 13m ting din truyén kinh monoaminergic gdm
lithi, thudc chéng trim cam ba vong, triptan, va thude trc ché chon loc téi hip thu serotonin, do d6
lam t&ng nguy co hdi chlimg serotonin.

Khong ding tramadol cho bénh nhin dang ding thube tic ché monoamin oxydase hojc trong vong
15 ngay sau khi ngimng thubc ndy dé trdnh nguy co hdi chimg serotonin.

Sy chuyén héa ciia tramadol duge trung gian bdi céc isoenzym CYP2D6 va CYP3A4. Viée ding
céc thudc e ché dic hidu céc enzym nly c6 thé lam ting ndng 4o tramadol vi 1am gidm ndng dd
chét chuyén héa c6 hoat tinh, va nguy co con déng kinh hogc hdi chitng serotonin ¢4 thé tang 1én.
Viéc ding ondansetron trudc phiu thubt 1am gidm hiéu lyc giam dau cua tramadol.

2. Twong ky cia thusc

Do khéng c6 cic nghién ciru vé tinh tirong ky ctia thudc, khéng tedn 1in thudc ndy véi céc thube
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Téc dyng khéng mong nmudn duge phan loai theo hé théng co quan va tAn sudt nhu duéi déy:

- Rt thaeomg gdp (21/10)

- Thuomg gdp (>1/100 to <1/10)

- Khong thuong gdp (=1/1.000 to <1/100)

- Hiém gdp (>1/10.000 to <1/1.000)

- Rét higm gip (<1/10.000)

- Khdng biér (khéng duge wdc lugng dya vao dir liéu hién c6)

Hiu hét béo céio Xy ra c4c téc dyng khéng mong mudn nhu nén vi chéng mit, xay ra & hon 10%
bénh nhén.

Rbilogn tim thin

Hiém géip: Ao gidc, nham 1&n, rbi loan gidc ngn, lo ling vi 4c mdng, T4c dung phu v tim Iy c6 thé
x4y ra sau khi diing tramadol, thudc khéc nhau fy theo cudmg db va tinh chit (Qy thude vao tinh
céch va th¥i gian ding thubc). Ching bao gdm nhitng thay ddi v& tim trang (thudng 13 phén chin,
d6i khi 12 chimg khé doc), thay d6i hoat déng (chi yéu 12 gidm, d6i khi ting) v2 thay ddi kha nang
nhén thitc v cim gidc (vi dy: himh vi quyét dinh, 18i logn nhén thirc). Sy phy thude ¢6 thé xay ra.
R&i logn he thing than kinh

Rt thieong gdp: Chéng mit.

Thuong gép: Pan du, tinh trang mo mang,

Higm gap: Thay ddi vi gidc, cam gidc khdc thuong, run, suy giam ho hép, co gidt dong kinh, mét
difu hoa, co gift co khéng ur nguyén, nght.

Khong biét: RS logn ngdn ngif

Réi logn mit

Hiém gdp: TAm nhin mé.

R&i logn tim

Khéng thuong gdp: Diéu hda tim mach (dénh tréng ngye, nhip tim nhanh, ha huyét 4p tr thé hodc
truy tim mach).

Réi logn chuyén héa va dink dwdng

Khong biés: Ha dudmg huyét

ROi logn ho hip, idng ngwe va trung thit

Hiém gip: Khé thé.

Fhadii
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Khong biét: Hen.

Roi logn tiéu héa

Rét thwong gép: Bubn ndn.

Thudng gdp: Non, téo bén, khd miéng,

Khong thwong gdp: NOn, kich ing dudmg tidu héa (cam gidc 4p luc trong da day, déy hod), tign
chiy.

Rdi logn gan mt

Khong biét: Trong mdt vai trudmg hop riéng 1¢, sy gia ting gia tri men gan 43 duwgc bio cdo trong
mbi lién hé tam théi vi viée sit dung ramadol trong didu tri.

R&i logn da vét mé dudi da

Thurong gdp: PO md héi.

Khéng thiedng gdp: Phin tmg & da (vi du ngira, ndi mén, ndi mé day).

R lo;m co va cde md lign két

H;em gip: Yéu co.

R logn thin va ti&t meu

Hiém gdo: Rbi loan tiu tién (khé ch tiéu va bi tiéu).

R&i logn chung

Thuong gdp: Mét moi

Hiém g@p: Phan (mg dj (g (vi du nhu kh6 thd, co thét phé quin, the khod khe, phit mach) va sbe
phin v&; Céc triéu chimg oda phan img cai thubce, tuong tu nhir céc tridu ching xay ra khi ngimg
thubc, c6 thé xay ra nhur: kich dgng, lo ling, hdi hop, mét ngi, ting kali méu, ran v c4c triéu ching
tiéu héa.

Céc trigu chimg khéc rét hiém khi dugc nhin thiy khi ngirng sit dung tramadol bao gdm: con hoang
loan, lo lang nghiém trong, 4o gidc, dj cam, O tai va cdc triéu chimg CNS bét thutmg (nhue nhim 14n,
4o tudng, hoang tréng)

QUA LIEU VA CACH XU’ TRI

Triéu chimng:

V& nguy@n thc, nhidm ddc tramadol, tridu chimg gibng tridu chimg cia nhiing thudc gidm dau tac

déng thin kinh trung wong khéc (c4c opioid). Triéu chimng cy thé bao gdm co déng tit, ndn, truy tim,

16i loan ¥ thirc dén hon mé, Id 13n va khé thér dén ngung tho.

Xir tri;

Ap dung bién phdp diéu tr] hd tro chung. Tiép tuc théng khi (hiit), duy tri chirc ning hé hip vA tudn

hodm tity theo tridu chimg. Lam r3ng da day bénh nhén bEmg céch kich thich gy 6i (khi bénh nhén

con tinh) hoge thyt rira da day. Dimg naloxone dé phuc hdi tinh trang rc ché ho hip, kibm soét co

gifit bing diazepam. Trong céc thi nghiém trén ddng vit, naloxone khéng ¢é tic dung déi véi co
gifit. Trong nhitng truémg hop nhu viy diazepam nén duoc tiém tinh mach.

Tramadol ft bj ddo thai khoi huyét tuong bing c4ch thAm phan mau. Do d6, diéu tri nhifm déc chp

tinh tramadol chi bang thdm phéan thi khéng phd hop dé giai doc.

PAC TINH DUQC LU'C HQC

Nhém dugc 1y: Thube giam dau tong hgp nhém opioid.

Ma ATC: NO2AX02

Tramadol 12 thudc giam dau opioid t4c dung 1én hé thin kinh trung wong. Tramado! 1 chét chii van
khéng chon loc céic thy thé opioid W, 8, va k vdi &i lue cao hon tén thu thé n. Co ché khéc tao nén
tédc dung giam daun cia tramadol 12 te ché t4i nhdp noradrenaline thin kinh va sy ting cudng giai
phéng serotonin.

Tramadol c6 tic dung tri ho. Khong giéng nhir morphine, tramadol ¢6 mot khodng lidu giam dau
rong ma khéng gy trc ché ho hdp. Tuong ty nhu vay, nhu dong da day-rudt khdng bi thay dbi. tac

.
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dyng 1én tim mach nhg. Higu lyc ciia tramadol dugc coi 13 mit phin mudi dén mét phan sdu cia
mortphine.

PAC TINH DUQGC PONG HQC

Hép thu

Hon 90% tramadol duge hilp thu sau khi ubng. Sink kha dung tuyét d8i trung binh 13 khoang 70%,
khéng phan biét diing ddng thoi véi thirc an hay khong.

Phén b6

Tramadol c6 & lyc véi mé cao (V d,B = 203 + 40 1), Lién két v6i protein huyét trong khoang 20%.
Sau khi ubng lidu dom tramadol 100 mg & nhimg tinh nguyén vién khde manh, ndng d§ huyét iwong
phét hién trong khoang 15 - 45 phiit, trong khoang ndng d0 Couy 280 - 208 meg/L va Ty 1,6 - 2
gid.

Tramadol qua hang rio méu n&o vi nhan thai. Mt lugng rat nhé duge chét v dén xuét Odesmethyl
ciia né duge tim thdy treng stra me (twong tmg 0,1% va 0,02%).

Théi gian ban thai khoang 6 gidv. O bénh nhén trén 75 wdi, c6 thé kéo dai hon véi hé s6 khoang 1,4.
Chuyén hoa _

¢ ngud, tramadol duge chuyén héa qua qué tiinh N- va O-demethylation va két hop céc thudc
Odemethylation v&i glucuronic acid. Chi O-desmethyltramadol ¢é hoat tinh duge 1. Tramadol
duge bai tiét chi véu qua nude tidu dwdi dang chét chuydn hoa.

Sy frc ché mdt hodc ¢4 hai loai iscenzyme CYP3A4 va CYP2D6 lién quan dén sy chuyén héa
tramadol, ¢6 thé dnh hurdng dén ndng 43 tramadol trong huyét twong holic céc chit chuyén héa hoat
déng ctia n6.

Thai triv

Tramadol va céc chit chuyén héa hiu nhu bai tiét hoan toin qua thin. Bai tiét nudc téu tich liiy 1
50% tdng lugng phéng xa cha lidu ding. Trong trudng hop suy gan va suy than, théi gian ban thai
c6 thé hoi kéo dai. O nhitng bénh nhén bj xo gan, thét gian ban thai [ 13,3 + 4,9 gitr (tramadol) va
18,5 + 9,4 gi&r (O-desmethyltramadol), trong trudmg hop ngng hon duge xdc dinh tuong ting 1 22,3
gidr va 36 gio. O bénh nhan suy thén (h¢ so thanh thai creatinine < 5 ml/phiit) thdi gian bén thai la
11 + 3,2 gidr va 16,9 + 3 gid, trong trwong hep niing hon duge x4c dinh trong ting 12 19,5 git va
432 gid.

Bénh nhiin nhi

Dugc ddng hoc ciia tramadol vi O-desmethyltramadol sau khi ubng ligu don va da lidu dbi véi céc
bénh nhén tir 1 tudi dén 16 i cling giéng nhw & ngwdi truéng thanh khi diéu chinh liéu theo trong
Twong co thé, nhung cao hon & tré em tir § tudi trdr xudng.

O tré em dudi 1 tdi, duge dong hoc cha tramadol va O-desmethyltramadol da dugc nghién cim,
nhirng chua dwge mé ta ddy dit. Théng tin tir cic nghidn cfru bao ggm nhém tudi nay cho thiy ty 18
hinh thanh O-desmethyltramadol qua CYP2D6 ting lién tuc & tré so sinh vd muc 4§ hoat dong
CYP2D6 & ngudi trwdng thanh duge cho [a dat duoc & khoang 1 tudi. Ngodi ra, hé théng
glucuronid hoa chira trwéng thanh vA chirc ning thén chua trudmg thanh c6 thé dén dén viéc thii trny
v4 tich liy chim O-desmethyltramadol & tr duwdi 1 tudi.

QUY CACH PONG GOI

Hop 10 vi x 10 vién.

BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Béo quéan: Bio quan dudi 30°C. Trénh 4nh séng va am.

Han ding: 24 thang k& tir ngay san xuét.

Tiéu chuén: Nhi san xudt.

TEN, PIA CHI CUA CO $O SAN XUAT THUOC

ACME FORMULATION PVT. LTD.

Ropar Road, Nalagarh, Distt. Solan, HP.174101, An B§.




