o 10.6ng %2 ml dung dich tiém ‘

Rx - Thuéc ké don

TRASOLU

Tramadol hydroclorid 100 mg/2 ml
(TTTM, TTM, TB)

I PHARMACEUTICAL JSC
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Tén chung qudc té: Tramadol

Ma ATC: NO2A X02

Loai thudc: Giam dau trung wong loai opioid.

Dang thudc va ham hrong

Vién nén, thudc nang: 50 mg

Vién nén gidi phong cham: 75, 100, 150, 200 mg
Thudc nang gidi phong cham: 50, 75, 100, 150, 200 mg
Ong tiém: 50 mg/ml.

Duoc Iy va co ché tic dung

Tramadol 14 thudc giam dau tong hop loai opioid c6 tac dung giam dau theo co ché trung
wong va c6 thé gdy nghién nhu morphin. Thudc va chit chuyén hod O-desmethyltramadol
(M1) ctia tramadol gan vao thu thé m ctia noron than kinh va 1am giam sy tai nhip
norepinephrin va serotonin vao t& bao nén co tac dung giam dau. Chat chuyén hod M1 ¢
ai luc voi thu thé m cao gip 200 1an va tac dung giam dau cao gip 6 1an tramadol.



Tac dung giam dau xut hién sau khi dung thudc 1 gior va dat tac dung t6i da sau 2 - 3
gid. Khac voi morphin, tramadol khong gy giai phong histamin, khéng anh huéng dén
tan sb tim va chirc ning that trai va & lidu diéu tri tramadol it &c ché hd hap hon morphin.

Duoc dong hoc

Tramadol hap thu tét qua duong tiéu hod nhung c6 su chuyén hoa lan diu qua gan manh
nén sinh kha dung tuyét d6i cua thudc chi dat 75%. Thoi gian dat ndng do t6i da trong
mau khac nhau giira tramadol va chat chuyén hod.Tramadol c6 ndng d6 téi da trong mau
sau khi dung 2 gid, con san pham chuyén hoa M1 13 3 gio. Thirc 4n it anh huong dén su
hap thu thudc. Trong mau thude gin vao protein khoang 20% va duoc phan bd trong tat
ca cac co quan voi thé tich phan bd khoang 2,7 lit/kg.

Trong co thé tramadol bi chuyén hoa théng qua phan tng N va O khir methyl duéi su xtic
tac cua 2 isoenzym CYP3A4 va CYP2D6. Duéi su xuc tac cua CYP2D6, tramadol
chuyén hoa thanh O-desmethyltramadol (M1) con tac dung giam dau, do vay khi ding
kém v&i mot s6 chat co kha ning gdy cam ng isoenzym nay s& lam thay doi tac dung
cua tramadol. Hoat tinh cta isoenzym CYP2D6 ¢6 tinh di truyén. Ti I€ c6 hoat tinh
enzym yéu chiém khoang 7%. Ngoai sy chuyén hoa qua pha I, tramadol va chat chuyén
hoa con bi chuyén ho4 qua pha II thong qua phan tng lién hop véi acid glucuronic hodc
acid sulfuric.

Thudc dugce thai trir chil yéu qua than (90%) va 10% qua phén, dudi dang chua chuyén
hoa chiém ti 1& 30% va da chuyén hoa 12 60%. Thudc di qua nhau thai va sita me. Nira
doi thai trir ciia tramadol 1a 6,3 gio con cua M1 1a 7,4 gio.

Duoc dong hoc cua tramadol thay doi it theo tudi. O nguoi trén 75 tudi, nira doi ting nhe.
O ngudi suy than, d6 thanh thay cua tramadol giam song song v&i do thanh thai creatinin:
Nira doi khoang 12 gio. O ngudi suy gan, 6 thanh thai tramadol giam tuy theo murc do
nang cua suy gan.

Chi dinh
Giam dau trong nhiing truong hop dau nang hodc trung binh.

Nhitng truong hop dau khi c6 chdng chi dinh hodc dung cac thude giam dau khac khong
c6 hi¢u qua.

Chong chi dinh

Man cam véi thudc hoac opioid.



Ngo doc cip hoic dung qua liéu cac thude e ché than kinh trung wong nhu: ruou, thude
ngt, thudc giam dau trung wong, cac opioid hodc cac thudc diéu tri tim than.

Nguoi dang dung thude e ché MAO hodc méi dung (nging thude chua dén 15 ngay).
Suy hé hap ning

Suy gan nang.

Tré em dudi 15 tudi.

Phu nit dang cho con bt.

Dong kinh chua kiém soat duoc bé“tng diéu tri.

Nghién opioid.

Thén trong

Trong diéu trj 1au dai néu nging dung thude dot ngdt co thé gdy nén hoi ching cai thude,
biéu hién: hét hoang, ra nhiéu mo hoi, mat ngi, budn ndn, run, ia chay, dung 16ng. Trong
mot sb truong hop co thé xay ra ao giac, hoang tuong. Do vay, trong diéu tri nén ding
tramadol liéu thap nhat c6 tac dung, khong nén dung thudc thuong xuyén, dai ngay va
khong nén ngimg dot ngdt ma phai giam dan licu.

O liéu diéu tri thude co thé gy con co giat, do vay phai hét sirc than trong & nguoi co tién
str dong kinh hodc nguoi bi mot sb bénh c6 nguy co giy co git cao hodc khi phdi
hop véi thude e ché MAO, thude chong traim cam loai 3 vong, thudc an than kinh.

Mic du thude khong gy giai phong histamin nhung trong mot sb truong hop khi dung
thudc 1an dau tién c6 thé gay nén sdc phan vé ning, tuy nhién it gip tir vong. Nhitng
ngudi co tién st sbc phan vé véi codein hodc cac opioid khac khi dung tramadol dé co
nguy co sdc phan vé.

Nguoi co tién st 16 thudc opioid, néu dung tramadol s& gay 16 thudc thude tré lai, do vay
khong dung thude cho ngudi co tién sir 1& thudc opioid.

Trudng hop can thiét phai phdi hop véi cac thude tre ché than kinh trung wong thi phai
giam liéu tramadol.

Mic du tramadol gay trc ché ho hap kém morphin nhung khi dung liéu cao hoic két hop
v6i cac thude mé, ruou sé 1am ting nguy co tc ché ho hép.

Nhitng nguoi bénh c6 biéu hién cia ting ap luc so ndo hodc chan thuong ving dau khi
dung tramadol can phai theo dbi trang thai tAm than can than.



Nguoi ¢6 chltc ndng gan, than gidm can phai gidm liéu tramadol.

Tramadol 1am giam sy tinh tio, do vdy khong dung thudc khi l4i tau xe, van hanh may
moc va lam viéc trén cao.

Can thin trong khi dung tramadol vi thudc c6 tiém ning gy nghién kiéu morphin. Ngudi
bénh thém thudc, tim kiém thudc, va ting liéu do nhon thube. Tranh dung thude kéo dai
va dic biét cho ngudi c6 tién sir nghién opioid.

Thoi ky mang thai

Céc nghién ctru da chirng minh tramadol liéu cao gip 3 - 15 lan liéu t6i da cho nguoi co
kha nang gay ddc bao thai chuot nhét, chuét céng va tho, nhung cho dén nay chua co
nghién ctru kiém chimg day du dé khang dinh liéu thudc c6 gy ton thuong cho thai nhi
hay khong. Do vy, viéc st dung tramadol & phu nit mang thai phai hét sirc than trong va
chi dung thudc khi di tinh todn ky giita hiéu qua va nguy co gy doc vai thai nhi.

Do thudc di qua dugc nhau thai nén khéng dung thude trude khi chuyén da hoic trong
khi chuyén da trir trudong hop hiéu qua mong doi that sy 16n hon nguy co. Phy nit mang
thai néu dung tramadol dai ngay c6 thé giy nghién thudc va hoi ching cai cho tré sau khi
sinh.

Thoi ky cho con bu

Do tramadol di qua sira me¢ va su an toan cho tré so sinh va tré nho sau khi dung thue
chua dugc nghién ctru, nén khong dung thude trong thoi ky cho con bu.

Téc dung khong mong mudn (ADR)

Tac dung khong mong muén cta tramadol phy thudc 16 rét vao thoi gian dung thude va
lidu lwong thude. Thude cang dung dai ngay thi ti 18 cac tic dung khong mong mudn cang
tang cao. Khi ding thudc lién tuc tir 7 ngdy trd 18n thi ti 18 cac tac dung khong mong
mudn trén dudng tiéu hoa va than kinh chiém tir 5 - 33,5%.

Thuong gap, ADR > 1/100
Toan than: Kho chiu
Tim mach: Gifin mach (ha huyét ap).

Heé than kinh: Lo lang, bon chon, 1a 14n, rdi loan phéi hop, sang khodi, cing thiang than
kinh, réi loan giéc ngu.

H¢ ti€éu hoa: Non, buén ndn, dau bung, chan an, chuéng bung, tdo bon.



H¢ co xuong: Tang truong lyc.

Da: Phat ban.

Co quan cam giac: Roi loan su nhin.

Hé tiét niéu sinh duc: Triéu ching tién man kinh, dai dat, bi dai.

it gap, 1/1000 < ADR < 1/100

Toan than: C6 thé xay ra tai nan, di ing, sbc phan vé, c6 xu hudng nghién, giam cin.
Tim mach: Ha huyét ap tu thé dimg, ngét, tim dap nhanh.

Heé than kinh: Dang di bat thudng, mat tri nhé, rdi loan nhan thirc, trdm cam, kho tap
trung, do giac, di cam, co giat, run.

H6 hap: Kho tho.

Da: Hoi ching Stevens — Johnson, viém da biéu bi hoai tir nhiém doc, may day, phong
nudc.

Co quan cam giac: Loan vi giéc.
Hé tiét niéu - sinh duc: Kho tiéu tién, rdi loan kinh nguy¢t.
Hiém gdp, ADR < 1/1000

C6 mét sd tac dung khong mong mudn rat it gip va khong tim thay c6 mdi lién quan dén
viéc st dung tramadol.

Tim mach: Réi loan dién tim va huyét ap, nhdi mau co tim, ngoai tam thu, phu phéi, doi
khi ting huyét ap.

H¢ than kinh: Con dau ntra dau, roi loan giong noi, hoi chirng serotonin gom: sot, kich
thich, rét run.

Duong tiéu hod: Chady mau duong tiéu hod, viém gan, viém mi¢ng.

Céc chi sb xét nghiém: Tang creatinin, ting enzym gan, giam hemoglobin, protein niéu.
Co quan cam giac: Puc thuy tinh thé, diéc, 1 tai.

Hudng dan cach xir tri ADR

Dé han ché cac tac dung khong mong mudn, thude can duge dung véi lidu thap nhét co
tac dung va voi thoi gian dung ngan nhat ¢ thé. Ngudi bénh can duoc huéng dan dung
thudc can than va biét cach theo ddi phan g c6 hai khi ding tramadol. Khi dang ding



thudc néu thiy biéu hién cac tac dung khong mong mudn can ngimg dung thudc ngay va
tham khéo y kién cua thay thudc. Trudng hop gip cac phan tng bat thudng ning can phai
dén co so y té gan nhat dé kiém tra va c6 hudng xur tri kip thoi.

Liéu lwong va cich dung

Liéu luong thude va s6 1an ding tramadol phy thudc vao dép tmg cua ting ngudi bénh va
tinh trang dau cép tinh hay dau man tinh.

Pau cdp tinh

Uéng hodc dat tryc trang, ti€ém bép, hodc tiém tinh mach cham (trong 2 - 3 phut) hay
truyén tinh mach. Liéu udng thong thudng 50 - 100 mg, cach 4 - 6 gid dung mot 1an. Dbi
v6i vién giai phong cham ubng ngay 1 - 2 1an. Tong lidu mot ngay khong vuot qua 400
mg.

Pit tryc trang: Mdi 1an 100 mg, toi da 4 1an/ngay.

Pé giam dau sau phau thuat, liéu khoi dau 100 mg, sau d6 ctr cach 10 - 20 phit lai dung
50 mg, néu can cho tdi tong lidu tdi da 250 mg (bao gdbm ca licu khai dau) trong gio dau,
sau d6 ctr 4 - 6 gio dung 50 - 100 mg. Tong liéu mot ngay khong vuot qua 600 meg.

DPau man tinh

Trong diéu tri dau man tinh thuong phai dung thudc dai ngay va khong nhat thiét phai
giam dau nhanh. Do vy, can phai diéu tri thim do, bat dau tir lidu thap sau d6 ting dan
dé chon liéu phu hop cho bénh nhan. Khéi dau dung lidu 25 mg/ngay. Sau d0, cir 3 ngay
ting mdi ngay mot lidu 25 mg, dén 4 lan/ngdy, dat lidu 100 mg/ngay. Néu van chua dat
yéu cau giam dau cta nguoi bénh, lai ctr sau mdi 3 ngdy, ting mdi ngay 50 mg, cho dén
khi dat tong liéu 200 mg/ngay hodc hon. Sau khi chon dugc liéu phut hop c6 thé cho
ngudi bénh lidu tir 50 - 100 mg/ 1an, mdi 1an cach nhau tir 4 - 6 gid. Tong lidu khong vuot
qué 400 mg/ngay.

O nhirng ngudi bénh c6 giam chirc ning gan, than can phai giam lidu va kéo dai khoang
cach giita 2 1an dung thudc. Ngudi giam chirc ning than (d6 thanh thai creatinin < 30
ml/phut) khoang cach gitta 2 1an dung thudc 1a 12 gio va tong liéu khong vuot qua 200
mg/ngdy. Néu suy than nang hon (d6 thanh thai creatinin < 10 ml/phut) khong duoc ding
tramadol. Ngudi bénh ¢ suy giam chirc ning gan ning liéu mot 1an 50 mg, cach 12 gio
ding mot lan.



Nguoi chay than nhén tao van dung liéu déu dan trong ngdy tham phan mau vi chi c¢6 7%
liéu udng bi loai bd do thdm phan. Ngudi tir 65 dén 75 tudi: Khong dung vuot qua 300
mg/ngay, chia 1am nhiéu lan.

Twong tac thude

Carbamazepin: 1am ting chuyén hoa tramadol, néu phdi hop 2 thudc thi phai ting liéu
tramadol 1én gip 2 lan.

Quinidin: Uc ché CYP2D6 1am giam chuyén hoa va ting tic dung cta tramadol.

Fluoxetin, paroxetin, aminotriptylin lam giam chuyén hoé tramadol, nguoc lai
tramadol trc ché sy tai nhap noradrenalin va serotonin. Do vy, khong duoc phdi hop
trong diéu tri.

Warfarin: Tramadol 1am kéo dai thoi gian prothrombin, khi dung phdi hop véi warfarin
can phai kiém tra thoi gian prothrombin thudng xuyén.

P 6n dinh va bio quan
Thubc can dugce bao quan trong dd bao kin, dé & nhiét do 15 - 25°C.
Twong ky

Khong duoc pha tron diazepam, diclofenac, indomethacin, midazolam, piroxicam,
phenylbutazon va lysinaspirin trong bom ti€ém c6 tramadol hydroclorid.

Qua liéu va xir tri

Triéu chirng:

Di c6 mot s6 truong hop qua lidu gay tir vong dugc thong béo vai lidu giao dong tir 3 - 5
g. Liéu thap nhat gy tir vong dugc thong bao c6 thé 1a tir 0,5 g dén 1 g ¢ 1 phu nit ning

40 kg, nhung chi tiét khong dugc thong bao. Nhung da c¢6 nguoi ¢d y udng 3 g nhung chi
non va khong dé lai di ching. Hau qua ning cta qua liéu 12 suy ho hap va co giat.

Qua liéu tramadol phu thudc vao lidu ding, thuong co biéu hién 1a: Non, co giat, bbi réi,
lo au, nhip nhanh, ting huyét ap, hon mé, suy ho hap.
Xir tri: Tuy theo mirc d6 qua lidu ma c6 phwong phép xir tri khac nhau. Trudc tién phai
duy tri tinh trang thong khi tdt, diéu tri tich cuc, chéng co giat béng thude ngu nhém
barbiturat hodc dan xuat benzodiazepin.



Néu ngo doc tramadol theo dudng udng co6 thé cho udng than hoat dé ting hip phy, giam
hép thu tramadol, nhung loi ich vé 1am sang chua dugc nghién ciru (mdi nghién ctru &
chuot).

Hién nay chua co thube doi khang dac hi¢u. Dung naloxon dé gidi doc it mang lai hiéu
qua, trai lai lam tang kha nang gay co giat. Bién phap loc mau sur dung trong ng6 doc
tramadol cling khong c6 hi¢u qua.



TRASOLU

(Tiém bép - Tiém tinh mach cham - Tiém truyén tinh mach)
Thudc nay chi ding theo don thuéc

Doc ky huing din sif dung trude khi ding - D€ xa tim tay tréem
THANH PHAN - HAM LUQNG: Méi 6ng tiém 2 mL c6 chita
Thanh phdn hoat chat:
Tramadol hydroclorid
Thanh phdn té dugc:
Natri acetat, acid acetic, nudc dé pha thuéc tiém.
MO TA DANG BAO CHE: Dung dich trong, khong mau, pH tif5,0 - 7,0.
CHIDINH
Trasolu dugc diing dé diéu trj dau vira dén dau nang.
LIEU DUNG - CACH DUNG
Cdchding
Trasolu c6 thé dung duding tiém bép, tiém tinh mach chdm hodc pha loang
trong céc dich truyén dé truyén tinh mach.
Tiém tinh mach phdi tiém chdm it nhat 2 - 3 phat.
Trasolu khong nén st dung lau hon thai gian cén thiét. Néu can diéu tri lau dai
thi nén gidm sét thubing xuyén dé xem xét liéu va thési gian diéu tri ké tiép.
Liéuding
Liéu dung nén dugc diéu chinh theo cudng dd dau va muc dé nhay cdm clia
ting bénh nhan. Liéu dung thép nhét c6 hiéu qua nén dugc Iya chon. Téng
liéu tramadol hydroclorid dung hang ngay khdng nén vuot qué 400 mg, ngoai
trlf céc truong hop dac biét.
Ngui Ién va thanh thiéu nién trén 12 tuéi
Liéu thong thudng: 50 - 100 mg mbi 4 - 6 gig, dung dudng tiém bap hodc tiém
tinh mach.
Dau sau phiu thuét: Liéu ban ddu 3 100 mg. Sau 60 pht, céc liéu tiép theo
1250 mg méi 10-20 phiit cho dén tng liéu 250 mg (bao gém ca liéu ban dau).
Liéu sau d6 tir 50 mg - 100 mg méi 4 - 6 gics véi tdng liéu khong qua 400 mg/ngay.
Tré dui 12 tudi
Dung dich tiém tramadol hydroclorid 50 mg/ml khng st dung cho di tugng
tré em du6i 12 tudi.
Nquoi Ién tudi > : 3
Khong can diéu chinh liéu & bénh nhan dudi 75 tudi khong c6 suy gidm chuc
nanggan, than. O'bénh nhan trén 75 tudi, thas gian thai tr c6 thé kéo dai. Nén
dung liéu déu thap hon liéu thong thung, tang khodng céch gilta cc liéu
theo nhu cdu clia bénh nhan.
Bénh nhén suy gan, suy thdn 3
@ bénh nhén suy gan, suy than thaf gian thdi trif c6 thé cham hon binh thuong.
Liéu nén duoc xem xét can than theo nhu cdu clia bénh nhan.
CHONG CHI DINH
-Tién sif qué man véi tramadol, bat ci thanh phan nao khéc clia san phdm
hodc thudc ¢6 tinh chat gidng thudc phién khac.
- Ngd doc cap tinh véi cac chét tc ché hé than kinh trung uong (TKTW) khéc
(nhu rugu, thudc an than, thudc ngu, thudc gidm dau trung uang khac, thuc
6 tac dung gidng thudc phién khéc, thudc hi thén).
- Bénh dong kinh khong dudc kiém sost bing didu tri.
- Diéu tri d6ng thai hodc sau khi ngling diéu tri véi cac thudc tc ché MAO trong
vong 14 ngay.
-Tré em dudi 12 tudi.
-Dé sir dung trong diéu tri cai nghién.
-Tré em dudi 18 tudi sau khi cét amidan va/hoac nao VA.
CANH BAO VA THAN TRONG KHI DUNG THUGC
-Tramadol cén dugc strdung than trong & cac bénh nhén nghién opioid, bénh
nhan bi chén thuong & dau, s6¢, suy giam nhén thic khong ro nguyén nhén,
16i loan trung tim hodc chfc ndng hé hap, tang &p lyc ndi so.
-Thén trong khi st dung cho nhiing ngudi nhay cam véi opioid.
- C4n than trong khi diéu tri cho bénh nhén suy hé hap hodc dung thudc tc
ché than kinh trung uong. O'liéu diéu tri, tdc dung suy hé hip thudng gap. Dic
biét trong truéing hop qud liéu, nguy co tc ché hd hap c6 thé xdy ra.
- Khéng khuyén céo st dyng tramadol cho thanh thiéu nién tir 12 dén 18 tudi
béo phi hodc 6 céc tinh trang bénh nhu ngung thé khi ng do tdc nghén
hodc bénh phéi nghiém trong, day la nhig yéu t6 lam ting nguy cd clia
nhiing vin dé hd hap nghiém trong.
-Cogiéldé?;gzbéododbénh nhan dung tramadol & liéu diéu trj thong thudng.
Nguy ca c6 thé tang lén khi duing qué liéu khuyén cio hing ngay (400 mg/ngay).
Ngoai ra, tramadol c6 thé 1am tang nguy ca ddng kinh khi bénh nhan dung dong
ths cic thudc khac c6 thé I3m gidm nguéng déng kinh. Bénh nhn bj dong kinh
hoac nhiing nqudi dé bi co gt chi nén ding tramadol trong trung hop bt budc.

100mg

- Tramadol it gy phu thude. Khi st dung Liu dai, sy phu thudc vé tam Iy va thé
chét c6 thé tién trién, J nhing bénh nhan ¢6 xu hudng lam dung hodc lé
thudc thubc chi nén diéu tri bing tramadol trong thf gian ngdn dudi sy gism
saty ténghiém ngat.

- Tramadol khéng phdi la thuc thay thé phis hop cho bénh nhan nghién opiod.
Tuy 18 mét chit chi van opioid nhung tramadol khong thé ngan ngia cic
triéu chung cai morphin. :

- Mi mL dung dich tiém Trasolu c6 0,20 mmol (46 M) natri. Sif dung than
trong & bénh nhan cén kiém sodt luong natri dua vao.

SU DUNG THUGC CHO PHY NO CO THAI VA CHO CON BU
Phu niz ¢6 thai

Nghién cu trén déng vit cho thiy & liéu lugng rét cao, tramadol énh huéng
@én su phit trién cUa céc co quaN, xuong va NGUY €O tlfvong. Tramadol di qua
nhau thai. Khéng c6 bing ching dy 4 vé sy an toan clia tramadol trong thés
ky mang thai & nguas. Chi dung khi g ich 16N hon nguy ca.

Tramadol diing truéc hodc trong ki sinh khong anh hudng dén su co bép
tlfcung. Tré sarsinh c6 thé thay 66i nhjp ho hép, thuang khdng thé hién trén
13m sang. Sir dung kéo dai trong thai y c6 thé din dén hoi ching cai thudc
Gtré sosinh.

Théi ky cho con bd

Khodng 0,1 % liéu dung clia tramadol qua sita me. Khéng cho con ba khidang
diéu tri véi tramadol do nguy ca céc phan ting bat lgi nghiém trong ¢6 thé gap
phai & tré b me. Nhiing phén (g bt Iof ndy bao gém: Ué 0di, ngli nhiéu, khé
cho &n hodc cc van dé nghiém trong vé hé hap, tham chila tivong.

Khd néng sinh sén

Theo déi hdu méi clia tramadoi khéng ¢ béo cao nao dugc ghi nhdn 6 dnh
huéng dén kha nang sinh san. Cac nghién cu trén ddng vat cling cho thiy
tramadol khong dnh huéng dén kha nang sinh san.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Tramadol 6 thé gdy ra céc tac dung nhu budn ngui, chéng mit. Vi vay, thudc
6 thé lam gidm kha nang lai xe hoac van hanh may méc. Dic biét khi ding
két hop véi rugu va céc chat huéng thén khic.

TUONG TAC, TUONG KY CUA THUGC

Tuong tic

- Khéng diing tramadol cho bénh nhan dang diing thudc tic ché MAO hodc trong
vong 14 ngay sau khi ngiing thuc nay dé tranh nquy ca hdi chiing serotonin.
-Dg:?déngmbimmaddvﬁnmhoécdcmu&técdmglénmwméc
6 thé 1am tang téc dung Uc ché TKTW.

- Cimetidin c6 thé ding dng thési v tramadol. Do d6, khdng cén thay déi chi
dinh diéu tri véi tramadol khi dang duing cimetidin.

- Nguy co con dong kinh tang Ién néu dung tramadol véi céc thudc khdc &
kha ndng lam gidm ngudng gy con dong kinh. Tramadol tic ché sy tai hap thu
noradrenalin va serotonin, lam téng gidi phdng serotonin, va c6 thé tuong tc
Vdi cc thudc khéc ¢6 téc dung 1am tang ddn truyén than kinh monoaminergic
g6m lithi, thudc chdng trdm cdm ba vong, triptan, va céc thudc tc ché chon
loc téi hap thu serotonin, do d6 1am tang nguy co héi chiing serotonin.

-Cic chii van/ddi khang véi morphin in, nalbuphin, pentazodne)
13m gidm téc dung gidm dau clia tramadol do phong bé canh tranh céc thu
thé dan téi nguy co xdy ra héi chiing cai thudc.

- Benzodiazepin, barbiturat lam tang nguy ca suy gidm hd hap c6 thé gay tir
vong trong trudng hgp qué liéu.

- Carbamazepin lam gidm hoat tinh gidm dau ctia tramadol do gidm néng d6
trong huyét thanh.

- Cén than trong khi diéu tri 46ng thdi tramadol va céc din xuét ctia coumarin
(vi dy nhuwarfarin) do bdo céo vé tang INR, xuat huyét va tu méu bdm & mét
s8 bénh nhan.

- Su chuyén héa clia tramadol qua trung gian céc isoenzym CYP2D6, CYP3A4.
Viéc duing céc thudc te ché dac hiéu cac enzym nay c6 thé 1am ting ndng do
tramadol va lam gidm ndng dd chat chuyén héa c6 hoat tinh, nguy ca con
ddng kinh hodc hdi chiing serotonin c6 thé tang Ién.

- Sttdung ondansetron truéic phau thudt lam gidm hiéu luc gidm dau clia tramadol.
Tuong ky

Két tlia c6 thé xdy ra néu trdn Ian tramadol hydroclorid véi diazepam, natri
diclofenac, indomethacin, midazolam va piroxicam.

TAC DUNG KHONG MONG MUGN CUA THUGC

Tiém tinh mach nhanh c6 thé lién quan dén viéc tng ty I cdc phan ing c6
hai, do d6 can trénh. Tac dung khéng mong mudn thuéng gap nhét dugc bio
cdo a budn ndn va chéng mét (hon 10 % bénh nhén).

C4c tdc dung khdng mong mudn dugc xép loai theo tan sudt sir dung, quy udc
nhu sau:

Rétthubng g3p (= 1/10), thuong g3p (= 1/1008én < 1/10),itg3p (> 1/1.000dén < 1/100),
hiém g3p (> 1/10.000 dén < 1/1.000), rét hiém g3p (< 1/10.000), khéng biét
(khéng thé udc tinh tir dir liéu s3n o).



- Réi loan tim mach
[t g3p: Nhip tim nhanh, ha huyét &p tu thé, suy tim. Nhing phan ung phu ndy
6 thé xdy ra dac bidt khi dung duimg tinh mach va @ nhimg bénh nhan suy
nhugc co thé.
Hiém gap: Nhip tim chdm, tang huyét p.
- Réi loan chuyén héa v dinh duong
Hiém gdp: Thay déi vi gidc.
Khdng biét: Ha dudng huyét.
- Réi loan hé hdp, I3ng nguc va trung thdt
Hiém gap: Ucché ho hap, khothd.
Néu dung vugt qué liéu quy dinh va dung chung cdc chat tram cdm khéc c6
thé ddn tdi U ché ho hap. .
Tinh trang hen suyén trém trong da duoc béo cdo, méc dis mGi quan hé nhan
qud chua dugc biét.
- Réiloan hé thdn kinh
Rat thudng gap: Chéng mét.
Thudng gap: Nhic ddu, bubnngd.
Hiém gap: Thay déi \t/)iagiéc, di cdm, run, Uc ché hé hap, co giat, co gist cakhdng
tuchy, su phéi hop bt thudng, ngét.
Khéng biét: Loan ngon.
Co gidt chll yéu xdy ra sau khi ding tramadol liéu cao hoac sau khi diéu tri
d6ng thdfi vdi céc thudc c6 thé 1am gidm ngudng gy dong kinh.
-Réiloan tam thdn
Hiém gap: Ao gidc, réi loan gidc ngd, mé sang, lo léng va 4c mdng.
Céc triéu chiing clia phan ting cai nghién nhut Kich ddng, lo 1éng, ciing théng, mét
ngl, ting kali, run va cic triéu chiing tiéu héa. Rét hiém gap khi ngung ding
tramadol bao gém: Cc con hodng loan, lo 1&ng, 4o gidc, di cdm, U tai va cac triéu
chiing bét thudng clia hé than kinh (nham an, hoang tudng, rGi loan nhan céch).
-Bénhmdt
Hiém gap: Co ddng tl, thj luc ma.
- Réiloan tiéu héa
Rat thuong gap: Budn nén.
Thuong gap: Non, tdo bon, kho miéng.
[t g3p: Dau da day-ruét, tiéu chay.
- Réiloan da va mé duéi da
Thudng gap: D6 mé hoi.
Hiém gap: Phan (g da (ngufa, phét ban, néi may day).
- Réi loan coxuong va moé lién két
Hiém gap: Yéu co.
- Réiloan gan mat
Mt s6 trudng hop c6 sugia ting men gan lién quan dén viéc sif dung tramadol.
- Réiloan thén va tiét niéu
Hiém gdp: Tiéu rit.
- Réiloan hé théng mién dich
Hiém gap: Phan (ing di ting (kh6 thd, co thét phé quan, thg kho khé, phu khdp
than kinh) va tinh trang qué man.
- Réiloan téng qudt
Thuong gap: Mét méi.
*Théng bdo cho Bdc si cdc tdc dung khéng mong mun gdp phdi khi sit
dung thuéc.
QUA LIEU VA CACH XU TRI
Qué liéu
Triéu chiing: Biéu hién giong nhu qué liéu cac thudc gidm dau opioid khéc, véi
c4chau qua nghiém trong nhat 13 suy ho hap, ngti lim, nhugc cavan, hon mé,
con dong kinh, nhip tim chdm, ha huyét 4p, ngling tim va ti vong. Céc biéu
hién khéc bao gém co déng tlr, ndn 6i, da lanh, truy tim mach.
Cach xirtri
Khi diéu tri qué liéu tramadol, sy quantimdautién a duy i théng khi ddy i ciing
véi diéu tri hd trg chung (gom cho thd oxygen va cho thudc tang huyét 4p theo chi
dinh &13m sang). Méc di mét thudc dGi khéng véi ché pham c6 thudc phién nhu
naloxon ¢6 thé ddo ngugc mét s6 biéu hién qua liéu clia tramadol (nhung khdng
phai tét c3), nguy co con ddng kinh cling tang lén khi duing naloxon.
Trong trudng hop ngd doc qua dudng miéng, chi rifa da day véi than hoat tinh
trong vong 2 gids sau khi udng tramadol. Stic rifa da day thai gian sau d6 ¢6 thé
¢6 ich trong trudng hop ngd doc vdi s Iugng dac biét Ion.
Tham téch m4u it 6 hiéu qua ddi véi qué liéu tramadol vi phuang phép nay
chiloai bd dugc 7 % liéu tramadol da dung trong thdi gian thém téch 4 gia.
DUQCLYCHOC
Ma ATC: N02AX02, thudc gidm dau.
Tramadol la thudc gidm dau thén kinh trung uong c6 ddc tinh chti van opioid.
Tramadol 6 hai dng phén, déng phén (+) c6 téc dung nhu mét opioid vdi téc
ddng chti yéu trén receptor . Dong phan (-) c6 thé anh hudng dén tic dung
gidm dau ctia ddng phan (+) va hoat dong nhumét chét e ché noradrenalin va
Uic ché hip thu serotonin, do 6 lam thay di s dan truyén clia céc xung dau.

DUJCDONG HOC
Hip thu
Sinh khd dung tuyét ddi trung binh dat ducgc 1 100 % sau khi tiém bip
Phanbé
Sau khi tiém tinh mach, tramadol dugc phan bé rng réi, € qua rhau thai
nhung rét it vao sa (chi khodng 0,1 % lidu ding & nguot me). Khi tiém tinh
mach liéu 100 mg, néng 4 trong huyét thanh 13 613 + 221 ng/ml sau 15 phit
va 409 + 79 ng/mL sau khi dung 2 gi¢s. Tramadol ¢6 4i Iuc vif mé cao, thé tich
phan bé sau khi tiém tinh mach la 203 L trén ngués tinh nguyén khée mann.
Thudc gén véi protein huyét tuong khodng 20 %.

héa

D3 véi nguai binh thudng khde manh, khodng 85 % liéu tramadol bi chuyén
héa qua gan. 0 nqués, tramadol duigc chuyén héa do khif N-methyi va O-methyl
qua cic isoenzym CYP3A4, CYP2D6 va do glucuronid hda hodc sulfat héa & gan.
Chi c6 O-desmethyitramadol (M) ¢6 hoat tinh dugc . C6 su khac biét dang ké
gitfa cac chat chuyén héa trén ting c thé. Cho dén nay, ¢ 11 chat chuyén héa
d3 duoc tim thdy trong nudc tiéu. Cc thi nghiém trén dong vat cho thdy
0-desmethyltramadol c6 hiéu Iyc manh hon tién chdt clia n6. Théi gian bén
thai trung binh clia M, la 7,9 gid va x3p xi véi tramadol.

Uc ché mot hodc ca hai isoenzym cytochrom P450 CYP3A4 va CYP2D6 lién
quan dén sy chuyén héa clia tramadol ¢6 thé anh huéng dén néng d trong
huyét tuong ctia tramadol va chdt chuyén héa c6 hoat tinh clia n6. Cac hau
qud lam sang clia nhiing tuong tac nhu vay van chua dugc biét.

Thai trir

Tramadol dugi bai tiét chi yéu qua nudc tiéu dudi dang chat chuyén héa. Thai
gian bén thai trung binh clia tramadol sau khi tiém tinh mach la 5 - 6 gio. D6
thanh thai toan phan ctia tramadol la 28,0 L/gids sau khi tiém tinh mach.
D-;«cénghoc&dcmtm dacbiét '

Tuéi

Dugc dong hoc clia tramadol it phy thudc vao tudi & cac tinh nguyén vién
dudi 75 tudi. & nhiing tinh nguyén vién trén 75 tudi, thoi gian ban thai la
7,0+1,6 git'so vdi 6,0 + 1,5 gis & tinh nguyén vién tré.

Bénh nhdn suy gan hodc suy thdn

Do tramadol va chét chuyén héa c6 hoat tinh ctia né (O-desmethyitramadol)
dugc thdi trirthdng qua chuyén héa va bai tiét qua than nén thai gian ban thai
kéo dai (t, ;) & bénh nhan ¢6 rdi loan chifc ndng gan hodc than. Tuy nhién, thai
gian ban thai it ting néu co quan bai tiét hoat ddng binh thuang. O bénh nhén
X0 gan, thdi gian ban thai trung binh clia tramadol 1 13,3 + 49 gi.  bénh
nhén suy than (d6 thanh thdi creatinin dudi 5 mL/phat), thai gian ban thai
trung binh ciatramadol 1a 11,0 + 3,2 gidfva clia M, 13 16,9 + 3,0 gid.

Tréem

D0 tudi tir 1- 16 tudi: Dugc ddng hoc clia tramadol va O-desmethyltramadol
tuong ty & ngudi I6n khi da diéu chinh liéu theo thé trong.

0 tré dudi 1 tui: Dugc dong hoc clia tramadol va O-desmethyltramadol da
dugc nghién ciiu nhung chua ddy du. Thdng tin tif cac nghién cdu cho thay ty
1& tao thanh O-desmethyltramadol qua CYP2D6 téng lién tuc & tré s sinh va
muic d6 hoat ddng ctia CYP2D6 dugc cho 1a hoan thién & 1 tudi. Ngoai ra, cac
hé théng glucuronic héa va chiic ndng than chua hoan thién c6 thé dan dén
thai trir cham va tich ty O-desmethyltramadol & tré duéi 1 tudi.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

-Khéng nén dung thudc qua han (c6 ghi rd trén nhan) hay khi 6 su nghi ngd
vé chat lugng thudc.

- Néu can thém thdng tin, hay hi y kién Bac si hodc Dugc si.

QUY CACH DONG GOI: Thudc dong trong 6ng thily tinh trung tinh, khong
mau, dy bing, han kin, hop 10 6ng x 2 ml, c6 kém t& hudng dén st dung.
PIEU KIEN BAO QUAN

Noi khé thoang, trdnh énh séng, nhiét @6 khdng qua 30°C.

HAN DUNG: 36 thang ké tir ngay sn xuat.

TIEU CHUAN CHAT LUQNG: TCCS.

Ngay xem xét sifa d6i, cap nhat néi dung huéng dan sir dung thuéc:
20/07/2023

Co'sd san xuat
CONGTY €6 PHAN DUGC DANAPHA
253 Diing Si Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khé,
TP. Da Néng, Viét Nam
Tel: 0236.3760130/0236.3760131  Fax:0236.3760127
Email:info@danapha.com
Va phén phéi trén toan quéc




