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RAMLEPSA

Tromad hbochonde 75 g, povecetomel 125 09

Doc ky huong din s dyng tnede khi dung.

Dé xa thm tay tre em.

Thubc ndy chi diing theo dom thudc.

Théng bdo ngay cho bac sy hodc dupe sy nhimg tic dyng khéng mong
mudn gép phai ki sir dyng thubc.

Thanh phdn:

M3i wén nen bao phim chura

Hoat chit

Tramadol hydrochlonde 37 S mg tuomg dwong 32,94 mg tramadal
Paracetamol 325 mg

Ta dugc

Pregetatirused starch, Tinh bt Natn glycolate, Microcrystaline ceflulose
Magie stearate. Opadry yeflow

Dang bao ché: vién nén bao phim

M3 ti dang bao ché vin nén bao phem mau vang nhat. hinh bdu duc. har mat
&

Chi dinh

Ramiepsa chi dinh grm dau trong trong hop dau vua va ndng

Cach ding, i ding:
Cach dung:

Dung dueng uéng

Nubt vién thubc von mdt Iy nuore, khang dupe nghun hode nhai

Lidu ding:

Loy dimg e @by chinh theo mire &) dau va phy thudc vao timg bnh

nhan,

{3y ban &y duoc khuydn cao 14 2 vién Ramlepsa. Libu b sung duoe
Khuyén ca0 kf cin Tt Khdng qua 8 vidn (tvong duong 300mg ramadal va
2600mg paracetamol) m& ngdy

Khodng cich pira cac by 1 6 g 10 kén

Sy o

Khdng duoc si7 dung cho bénh nhin suy thin ndng (43 thanh thai
creatnne < 10 miphit). Trong trong hop suy thin vira (69 thanh tha
creatrme tr 10 8n 30 miphat). khodng cach iy trén 12 gor

Syen
O bénh nhin suy gan ndng, khing nén dlng Ramiepsa. Trong timg hop
suy gan vira, cin kiko 6 khodng cach gira cic by

Chéng chi dinh: :

Nhay cam vor ramadol, paracetamol va cic thanh phdn khac clia thudc.
Nod 8 co tinh vn rgr. e ngll. hubc gdm Cau o) tac dung tung
wong, thulc hudng hin holc gdy nghén.

Bénh nhin dang si dung Pudx e ché monoamne oudase holc trong vong
2 b sau i ngung tudc.

Suy b b ning.

Khing e s dung 88 Sy 1 gdm day & té em dutn 1204

Chiéng o énh sir Gung ramaddl & 1 em dudn 18 tudk 84 gdm dau sau
Pt it amedan va hodc ngo VA

Canh bio va thin trong khi dung thudc:

Canh bso

Ly 15 42 00 nguren K0m v ré em trén 12 14 14 8 vién DU trinh qua iy,
binh nhie ihing Guoc sl dung nhimg thudic paracetamol hay ramadol khic
i khing o8 o dnh cia Bic of Khdng si7 dung cho binh nhdn suy gan
nding (3 Pand thi creatinine < 10 milphut), suy hd hip ndng

Chumg oo gt i 5t g rarmadl Gunc hing bio & nhimg bch nhin oé
1 0o gt hodic ding cac e khac nh (rc ché chon loc t hp thy serclonin,
B chdng rim cim ba ving. Pl an dn, thudc gdm dau tic dung in
e kinh rung womg hodc e Gly 1 cue b8 Ndmg bloh nhin mic chung
@i ot o s GG Rarieosa i cin it SUr dung qud Iy ramadal gy
2 chumg co gt Khdng nén s g bt hop vin chlt chu vin - 85 khing
opad (raluohre. hprenorphne pentaroone !

Nhimg tc dyng phy nghsém trong trén da cua thubc chira hoat chit
paracetamol bao gdm M chumg Steven-Johnson (SJS). K chimg hoai 1 da
nivdm ddc (TEN-toxic eprdermal necrolysis) hay hdi chimg Lyed., hi chimg
ngod: ban myn mi toan than cAp tinh (AGEP - Acute generalized
exanthematous pustulosis)

Canh bao khdng khuybn cao sir dyng tramadol cha thanh thibu nidn

12 dén 18 tud béo phi hodc cd cAc tinh trang bénh nhu ngumg thér khi ngu do
t4c nghiin hodc bénh phd nghidm trong, ddy 14 nhimg yéu 1 lam ting nguy
€0 cila nhimg van 8 h hip nghém trong

Khuyén cdo

Ramiepsa khdng nén sir dyng & bénh nhan phy thudc opioid, bénh nhan
chin thuromg s0 130, bénh nhan & bi co gidt. bénh nhan ré) loan duomg mat,
bénh nhan dang b sdc, thay a4 y thire khdng 16 I do, vixi nhimg vn 84 dnh
hudmg dén trung tm h hdp hodc chire ndng ho hip, hodc bénh nhan Ling
p lue ndi 5o

Qua Mu paracetamol gdy ddc & gan

S dyng thudc cho phy nir 6 thai va cho con bu:

Thon ky mang thai:

Khdng cb s4 béu ddy i cho viéc sir dung tramadol cho phy i cd thai
Tramadol qua duoc nhau thar, khéng nén sir dyng cho phy nlr cd thai. CN sir
dyng trong nhimg tratmg hop khdn cAp néu nhu ki ich thy sy trén phy nir
0 than duoc chimg mnh [ dung

Thei ky cho con ba:

Paracetamol bai bét vao sra me. Tramadol v chat chuyén hda cua no cing
duorc tim thly trong sira me. Khodng 0,1% thubc dugre bai bét vao sra me.
Canh bao cac ba me khdng cho con bu khi dang Gy tr vén tramadol do nguy
o cac phdn (mg bt kn nghiém trong ¢4 thé g3p phdi & tré bu me. Nhimg
phan img bt in ndy bao gbm: ud odi, ngl nhu, kho cho an hodc cac vin
64 nghuém trong vé hd hdp, tham chi 1a tir vong

Anh huong cia thudc lén kha nang 1ai xe, vin hanh may moc:
Tramadol ¢ tac dung manh vao tm ly, ddc bt khi dung chung vén nugu Vi
e bénh nhin khdng dwgc ven hanh mdy moc va 1 xe trong khi Gbu b

Tuong tic, twong ky cua thudc:

+ Thude Uc ché kidng chon loc MAO, U ché chon loc MAO-A, U ché chon
Joc MAO-8 nquy co cika Wi chimg serotonin (béu chdy, bm d3p nhanh, 85
méd héx, run, b rix, hdn mé) .

MWMWWMMWNWWMWmm

dung thubc U ché MAO

+ Rupu: am ting tac dyng an thin clia thudc gdm dau opoxd. dnh hudmg
dén ngun 13 xe va van hanh may méc. Tranh ubng 63 udng cb obn va cac
san phim thubc oo chua gu

+ Carbamazepine v cic tac nhén gy cdm umg enzyme khac gidm héu qud
Va thin gian tic dyng cia tramadal rong huyét twong

« Thubc chi vin v di khang opiord (buprenorphine, nalbuphine,
pentazocne): grém tic dyng grdm dau do thc dung U ché canh ranh tai thy
4, von nguy co xdy ra hé chung thidu thube

Sy két hp cdn duge cin nhic:

+ C4 bdo G40 ala héx chumg serotonin trong thor gran didy tn két hop
tramadal kit hop von cic thubc khc serotonn, ching han nhu cac chdt ic
ché ti hip thy chon loc serotonn (SSRI) va cac tnptans. Cac ddu hibu cla
1 chumg serotonn sy nham n. kich déng, stt, ra mb hoi, mékt Gdu hoa,
téng phdn xa. béu chay

+ Thutc grdm Gau trung vong, nhu ¢ln xult opiod thubc ho va 6y In thay
thé barbdurates, benzodiazepines, thubc chéng lo 3u khac, thudc ng
thudic an thin, thudc khing histamn o tc dung gidm dau, thudc in cao
huybt 4 o6 3¢ dung trén thin kinh trung womg, thalidomide va baclofe co
thd tang thc dyng gdm dau & trung womg Co dnh hudng dén sy tinh tho
nén cb thé gy nguy e ki 4 xe va vin hanh may moc.

+ Céc thudc ue ché CYPIAL nhy ketoconazole va (e ché
chuydn Na tramadol cing nhw chuyéin hoa ciia chit hoa
O-demethytated co hoat tinh Tinh quan trong trén Lim sdng cua twong tc
nay chua duoc nghén aru

+ Thubc kim gidm nguoing ddng kinh, nhu bupropon, thubc chéng trém cam
(e ché thi hdp By serotonn, thubc ching trAm cim ba vong va thubc an
thdn Sir dung kit hop voi tramadol vin nhimg thubc ndy 1am ting nguy co
84ng knh Tée 83 hip thu clia paracetamol cb thé ting bén metociopramide
hay dompendone, va sy hip thu gdm bin cholestyramine

Téc dyng khdng mong mudn:

+ Rét phd b (2 1/10).

+ Phd bidn (2 1100 8bn « 1/10),

+ Khdng phd bén (2 1/1 000 dén « 1/100)

« Hidm (2 1110 000 8én « 1/1 000)

* RAt hubm (11/10.000), khdng co (khdng thé danh ga dugre b b béu cb sin)

Nhimg tic dung phy thutmg xdy ra khi sir dung  bubn nén. chong mat va

budn ngi

R loan tim mach

+ Khing phd b cao huydt ap. hdi hip, loan nbvp tm

Rbi loan hé thin kinh

+ Rt phd b hoa mét bubn ngi

« Phd bén dau ddu, run

+ Khdng phd beén co thit co bdp, i tu

+ Hidm mit Gy hoa, co gt

Rbi loan tém thin

+ Phd bidn: hay quén, thay 64 t4m trang (lo 4u. bn chdn, hung phin). réx
loan gidc ngu

+ Kndng phd bién suy nhuge. 30 giac. hay quén

+ Hidm: phy thudc thudc

RAi logn mét

+ Hiém 0 gidc

Réi loan hd hdp

+ Khang phd b kho they

Ré loan da day- nudt

+ Rit phd bén budn ndn

+ Phd bidn: ndn, 140 bon, khd midng, biéu chdy, dau byng. kho by dly hon

+ Khdng phd buén kho nudt. chdy mau da ddy

Ré loan gan

+ Khdng phd bién. transaminases trong gan tng cao

R loan da va md dutn da

+ Phd bén 66 md h, ngua

+ Khdng phd bién. phin ung da (vi dy. ngura, may day )

R logn thin vd bét néu

+ Khdng phd bién: tidy ra anbumin. by budt va bi by

R&i logn chung

* Khdng phd budn ring minh, néng ngudn, dau ngye.

Nhimg tc dyng phy nghiém trong trén da clia thuc chira hoat chit

paracetamol bao gdm: hi chumg Steven-Johnson (SIS), hix chimg hoa tr

da nham )¢ (TEN-toxic epidermal necrolysis) hay hd4 chimg Lyed. by chimg

ngod ban myn md todn than cdp tinh (AGEP -Acute generaiized

exanthematous pustulosis)

Théng bdo cho Bac si nhimg tic dyng khéng mong mudn gdp phal khi

st dyng thube.

Qua lidu va cich xir tn:

Cac tnéu chumg cla qua b b thé gbm dbu hidu va téu chimg ngd ddc

tramadol hodc paracetamol hodc ¢ hai hoat chdt nay

+ Tnéu chimg qua béu tramadol co dbng tr, ndn. suy bm, b loan ¥ thire din
G4n hdn mé, dng kinh va suy hd hip dln dén ngat ther

+ Tndu chimg qua by paracetamol. trong 24 g ddu’ xanh xa0, bun nén
ndn, chan dn va dau byng Hoai tir gan o thé xudt heén tw 12 dén 48 gy
sau khi udng qua iéu. Trong trrong hop ndng co thé din dén bénh ndo
hon mé va cht. Suy thin clp va hoai tir bng than cd thé phit tnén tham chi
khdng o) suy gan ngng

Ddytnclocuy.

+ Chuyén ngay dén dom vi d3c biét. duy tri chirc nang h hp va tudn hoan

+ Truore ki bt ddu Géu tn. dinh wgng Paracetamol va Tramadol trong huyét
twomg 64 thyc hun cac xet nghiém cia gan

+ Sic 03 day thuc hén & bnh nhdn ndn (ki bénh nhan con y thirc) bén kich
thich hodc lam rbng da day

+ Didu b hd trg nhur duy trl thong khi, duy trl chue ndng tim mach, naloxone
dugre ding 04 hi phuc suy hd hip, chodng ngét o6 thé duoc kudm sodt bir
dazepam

Duge lye hoc:

« Nhom duge ly thube gdm dau gy nghién o 1ac dyng trén thin kinh trung

wong

+ M3ATC: NO 2052
Glam dau

Tramadol 14 thubc gdm dau gy nghién o tc dyng trén thiln kinh trung

Tramadol uc ché khdng

¢hon loc thubn tiy cac thy thé opod . 5, v &,

¥ 81 0 hom vin By B . Co chd ik sl ke by o e S0 00
Famand i wy 0z cth us 1 ng B cia soracrengiins 7 tng shomg S
sertone Tramadcl o6 e dung cnéng b ¥ndeg hu morshen 5 Sy W 2
xm?‘-b.u!rxnv‘fn—,::xwa—w, fhu é ré bc
Tuomg by hing m By & oty %ng 23 Saynds Ack huomg She e macs
nhe Tac dung pdm dau bang 110 8in 1% 23 morpre
@Nﬁwdd&:w#b‘m"’ﬁ""mﬁni**
vA 0 1 M quan din tac Sung 0 NG UOTG A Ea v

Do dgng hoc:

Hip

Tramacnol & dang racemc Ao Mo S rhart 1 hodr odn s 1y ulrg

Sah knd dung frung binh cia s dom 100 mg i xdo 1 75% Sau i ufng
iy nhic ax i snh khd cung ting ¥n o & 90%

Paracetamol duoz hp th ntarh va gin rhu Por an U phu iy 2 &
rudt non Néng 8 dirh cua paracetamol 63t 4007 <34 1 0 v Kéng B doh
hudmg bin wc dung chung vin tramadol

Ubng Rarmiepsa ki 3n khéng dnh hudmg dang id dén néng & drh ca

Puydt trong rong mau hodc & o ®u 2a ramadol v peracetamol Do &
Ramiepsa o hé ubng 8 i von g0 dn

Phdn b4

Tramadol o & bye md cao (V=203 2 40 1) Ti 18 ién it von proten huyét

thanh khoang 20%

Paracetarol phdn b4 nhanh va ding &y tong phdn Gn cac md cla co hé
Thé tich phin bd teéu ludn 1 0.9 1z Ti 4 b kit van protesn huydt trong @

€%

Chuyén héa

Tramadol Guge chuyén hoa sau th udng. Tramadal duoc chupda héa qa
khy O-methyt (xuc tic bén enzyme CYP20E) thanh chit chuydn hoa M1 va
thing qua khir N-methy! (xuc thc bin enzyme CYPIA) thanh chit chuydn hea
M2 M1 Guge chuyén hoa nhanh hom qua khlr N-methy! va két hop vo1 aod
glucoronic. Nira 6 huyét tuomg clia M1 12 7 g Chit chuydn héa M1 oo
@3¢ tinh gdm dau manh hon thubc g Nong 63 huydt trong cia M1 hip
ham v 1n $0 vor tramadol, va 60ng o9 vao dnh hudng 4m sang gdn
ihing & kiv dung da by

Paracetamol duoe chuyén hoa chi ybu & gan va thing qua ha con duong
chinh: gucoronc hoa va sulphate hoa. Mt B i nho (<4%) duoe chuyda hoa
bon cytochrom P450 thanh chdt trung gran ¢0 tinh phan ung cao (N-acetyt
benzoguinonesnine), dun tinh trang binh thuong ki st dung. o duoe khy
& bén gdm ghutathvone va b bt vao nuor téy sau ki kit hop von cystene
va a0d mercaptunc. K sir dung qud bbu lam tang chit chuyén héa

Thé tnr

Tramadol va cht chuyén héa dugt thi tny chi yéu qua thin

Nira 61 huydt twong ciza paracetamol I 2 8én 3 g & nguen lon. N6 ngdn
hon & tré em va hon i ham @ tré s sinh va bénh nhdn suy gan mén tnh
Paracetamol duoc ths irr chid yéu bén by luong hinh thanh ddn ruét
glucor vé suipho. Thip hon 9% paracetamol duor ba bt duth dang khéng
84 vao nude bbu

Quy cich dong goi:
HAp 3vi x 10 vién nén bao phm

Bao quan:
Bao quin non khd mat, nhiét 69 dutn 30°C, tranh anh sang

Han dung cua thube: 36 thang kd t ngdy san xudt

Tiéu chudn: TCCS
Sin xubt bin Ding ky bén
KRKA, 0.0, NOVO MESTO
Smaneska cesta 6 -+ D
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