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V/MAUTOA HUGNG DAN S DUNG:

Mat 1

Mat 2

& Thudc bén thea don

Tramadol somg

CONG THUC VA TRINH BAY
~Tramadol.HC... A e
-Td duac { Mlcrocrystalln :elluiose.

- Viién nang cting. vi 10 vién, hip 10 \d chai 100 vi#n.
DUgc LYC HoC:
- Tramadol 14 thufe gidm dau tng hop opioid c tc dyng gidm dau theo co ché trung vong va co
thé gdy nghign nhu morphin, Thudc vé chat chuygn hoa O-d hy ol (M1) clla tramadol
gdn vao phy thé clia noron thén kinh vé lam gidm su i nhdp norepinephrin va serotonin vio 1§
bao nén cd tdc dung gidm dau. Chat chuyén hoa M1 o6 di luc vai thu the cao gp 200 1dn va te
dung gidm dau cao gdp 6 I4n tramadol.
- Tée dung gidm dau saudt hign sau khi ding thulic 1 gio va dat tic dyng 16i da sau 2 - 3 gid
Khdc voi morphin, tramadol khing gy gidl phang histamin, khéng dnh hudng dén tdn s tim vi
chiie ndng thal trdi vé & lidu didu tri tramado it i ché ho h&p hon marphin,
ougc BONG HoC:
- Tramadol hip thu 151 qua duing tiéu hoa nhung cd su chuyfn hoa Iin ddu qua gan mach nén sinh
khd dung tuyét a8 cla thudc chl dat 75%. Thai gian dat ndng d 18 da trong mdu sau khi ding 2
gid, con sdn phdm chuydn hoa M1 14 3 gio. Thic &n it dnh hubng din su hdp thu thude, Trong mdu
thudic gén véo protein khodng 20% vi duge phén bd trong 11 ¢d cde co quan vai thé tich phin b
khodng 2,7 Iitkg.
- Trong cd thé tramadol bj chuyén hda thing qua phén dng N va O khit methyl dudi su iic tic o 2
isoenzym CYP3A4 vé CYP2D6. Dudi su wic fdc ciia CYP2D6, tramadol chuyén hoa thanh O-
desmethyltramadol (M1) con tdc dyng gidm dau, do wiy khi ding kém vii mGt s chil cé khd
nang gdy cdm dng isoenzym nay s lam thay ddi tic dung ciia tramadol. Hoat tinh ciia isoenzym
CYP2DE cd tinh di truyén.
- T11& cd hoat tinh enzym yél chi€m khodng 7%, Ngodi su chuyén hoa gua pha |, tramadal vi chdt
chuyé'n hda con bi chuyﬂ’n hda qua pha |1 thing qua phan ing lidn hop vai acid glucuronic hodc acid
suffuric.
- Thudc duge thii trir chil yél qua thin (90%) vd 10% qua phn, dudi dang chua chuyén hda chigm
1i 18 30% va dd chuyén hda 1a B0%. Thubc di qua nhau thai vi sila me. Thoi gian bdn thai cla
tramadod 14 6,3 gid con clia M1 13 7,4 gin.
- Duge dong hoe cla tramadol thay déi it theo tub). @ ngudi trén 75 tudl, thai gian bén thii ting nhe.
O ngudi suy thén, dg thanh thai cla tramadol gidm song song vai d9 thanh thai creatinin: Nita dai
khodng 12 gid. & ngudi suy gan, do thanh thi tramadal gidm tiy theo milc d6 ndng cia suy gan
CHI DINH:
- Gidm dau trong nhilng trudng hop dau ndng hodc trung binh
- Nhilng truéing hop dau khi co chéing chi dinh hode ding cac thudc gidm dau khic khing co higy
qud,
CHANG CHI DINH:
- MEn cam vii thube hodc opiold,
- Ngi dijc clp hode ding qud lidu cdc thudc tc ché thin kinh trung wong nhu rugy, thubic ngi,
thubic: gidm dau trung wong, cic oploid hodc cic thudt didu tri tim thin.
- Ngudi dang ding thudc e ch® MAD hofc méi dang (nging thudic chua dén 15 ngay).
- Suy h hdp ndng.
- Suy gan ning.
- Tré em dudi 15 tudi.
- Phu nit dang cho con b, A
- Dong kinh chua kiéim sot duge bing diéu r, - 2
- Nghién opioid.
THAN TRONG KHI DUNG THUOC:
- Co gidt 43 wdy ra 0 nguii ding tramadol vai lifu khuydn ding. Va tac dung nay cagﬁ

bénh nhdn ding nhilng chd® ic ché i hip thu serotonin cd chon loc hode thudc trdm
cdc chat gidm dau loai opoid, chdlt dc chd IMAQ, cic thudc vé thin kinh, hodc cic thutlc g
ngudng ding kinh. Nguy co nay cdng xdy ra d bénh nhan ddng kinh,

- Khang ké don Tramadol cho bénh nhdn cd ¥ W 1l hode d& nghién thudc.
- Thdn trong khi k& don Tramadol cho bénh nhdn ding thuic an thin, thude chdng trim cim,
bénh nhdn nghign rugu, nguoi i loan cim xic hodc trém cim.

- Sy phidt rién héi chiing serotonin cd the xdy ra (ngudi bit nit, do gidc, tay chan bj run, 4p sust
mu bt dn dinh, s6t, di ding khéing ving, v4 tiéu chdy, Néu ding déng thal tramadol vii cac thubc
serofonergic nhu 55RIs, SNRIs, TCAs, MAOIs, vi triptans. Do cdc thuSe ndy co thd lam gidm
chuyén héa cla ching hodc cla tramadol.

- Phin ing phdn vé di dugc béo cde xdy ra 6 lidu ddu idn, BEnh nhin oo tién s dj ing wii codein
va cdc chit opoid s& d xdy ra phdn dng phdn v§ vdi tramadol.

- Thén trong khi ding tramadol cho bénh nhin suy hi hdp, & nhilng bénh nhin ndy nén xem xét
kihd ndng ding thudc gidm dau khdng gay nghién.

- ai lidu lon tramadol duge sit dung dding thal vii cdc thudc gay mé hodc alcohol sé din dén suy
h hip. Trong trugng hop ndy digu b suy ho hadp nhu i didu tri cla ket qua qud idu. NEu Naloxon
duge chl dinh, cdn phai thén trgng vikhd ndng ting co gidt.

- Tramadol nén thin trong va di€u chinh li8u khi phdl hgp vai cdc thudc de che’ thén kinh trung
ugng vilam ting khd ndng te ché thin kinh trung udng vé suy hé h&p & bénh nhén. Nhing ngudi
cd bidu hién ciia ting dp Iyc so ndo hoc chén thuong ving d4u khi ding tramadal cn phil theo
il trang thdi tim thdn cdn thin.

= Nigudi cd chifc ndng gan, thén gidm cén phdl gidm lidu tramadol.

- Gén thin trong khi ding tramadal vi thudc co tidm ndng gdy nghign kidu morphin. Trdnh ding
thutle kéo dai vi dic biét cho ngudi cd tién st nghign opioid,

* 8 dyng che phy nif ¢d thai va cho con bif;

0461 vdi phy nit cd thai: ch vé tic dong ciia thudc di vdi thai nhi.

ing thudc cao nguy cd giy ddc cha thai nhi.

DA o6 bdo cdo v co gidt & tré so sinh, tré mdc hol ching cal, thal chét lu 08 duge bdo cdo khi sd
dyng tramadol.
- Phy nil mang thai néu diing tramadol dai ngdy co thé gdy nghién thudc va hii ching cai cho tré
sau khi sinh.
D61 vdi phy aif cha con bii: kndng nén ding vitinh an toan dai vai tré b me chua duge nghidn i
K.

* Tde ding cia thuac khi 137 kv xe vd vin hdnh mdy mdc:
- Than trong khi ding cho nguii [du tau xe, vin hanh mdy mdc vi thudc lim gidm su finh tdo
TAC DUNG KHONG MONG MUGN:
Tac dung khdng mong mubn cia Tramadol phy thudc 3 rét vao thii gian ding thudc va lidu lugng
thudc. Thudic cing ding dai ngdy thiti 18 cdc tac dyng khéing mong mudn cng ting cao. Khi ding
thudc liEn tue tir 7 ngdy trd 18n i 1 18 cdc tc dyng khdng mong mun trén dudng tiéu hoa vi thin
Kinh chigm 11 5-33,5%.

Thudng gdp (ADR> 1/100):
- Toan than: Kha chiu.
- Tim mach: Gian mach (ha huyétap),
- H& thdn kinh: Lo lng, bén chdn, ki Hn, i loan phéi hop, sdng khodi, cing thidng thdn kinh, 16l
loan gidc ng
- Hé tifuhda: Budn ndn, ndn, dau byng, chdn &n, chudng bung, tdo bdn.
- Hé coxiong: Tang tniong lue.
- Da: Phat ban,
- Coguan cdm gide: RGiloan sy nhin,
- HE ti&t niéu sinh duc: Trigu chimg tién mén kinh, dai ddt, bi dai.
[t gdp (1/1000<ADR<1/100):
- Toan thin: C6 thé xdy ra tai nan, di dng, sic phdn vé, cd xu hudng nghién, gidm cén,
- Tim mach: Ha huy&t &p the ding, ngdt, tim ddp nhanh.
- Hé thdn kinh: Ddng di bat thubng. mdt tri nhd, rdi loan nhdn thie, trdm cdm, khé tp nng, do
gidc, dj cdm, co gigt, run.
- H hip: Kho thd.
- Da: Hoi chilng Stevens-Johnson, viém da biéu bi hoai tif nhidm dc, may day,
- Coquan cAm gidc: Loan vi gide,
- HiE 181 nidu - sinh duc: Kha 1 g, réi loan kinh nguyét.
Higim gdp (ADR<1/1000):
Go mt sd tc dyng khdng mong mudn rdt it gdp va khiing fim thdy co mdi lién quan dén vide sit
dyng tramadol,
- Tim mach: Rdi loan dign tim va huygt dp, nhdi médu co tim, ngoai m thu, phi phdi, d8i khi ting
huy&tap.
- Hé thin kinh: Con daw niia ddu, 18 ioan giong néi, hi chit serotonin gém: s&t, kich thich, rét run.
- Buting ligu hoa: Chdy méu dudng tigu hoa, viém gan, viém migng.
- Cdc chi s8 xét nghiém: Tang creafinin, ting enzym gan, gidm hemaglobin, protein nigu.
- Coquan cdm gldc: Byc thiiy tinh thé, difc, 0 tai

Thing bdo cho bdc si nhifng ki dyng phy khdng mong mudn gdp phdi ki sit dyng thudt.
TUONG TAC VG| THUGC KHAC:
- 501 dung ddng thal voi cde thudc tic ché CYP20E va hodc CYP3A4 ( quinidin, fhuoxetin, paraxetin,
amitryptilin, ketoconazol, erythromycin) s& lam gidm chuyén hoa cia tramadol lam gia tang cdc
nguy cd vé co gidt v hi chitng serotonin.
- H{i ching serotonin di duge bdo cdo khi sif dung déng thoi tramadol vé cdc thudc

SRISNR s hote cae thudc (e ché IMAD, alpha-adrenergic blocker. Néu cdn phdi ding déng thai

1 -\- loai thudc nay c4n phdi theo ddi b&nh nhén trong qud trinh ding thubc ddc bigt 14
By DRY.HEN hodc khi tang liéu,
o Wi tramadol vl triptin s& gia ting hai ching serotonin,

gia ¥ng chuyén hoa clia tramadol nén s& ldm gidm tdc dung gy co gidt

Am Imc dai thei gian prothrombin, khi ding phéi hop woi wartain cdn phai

pify/25mg) cho dén 25 mg x 4 1n/ngay. Sau do i tng lidu 50 mg chomdi ngay,
€ i i udng 50 ma) cho d8n 50 mg x 4 In/ngay. Sau do lidu khuyén ding: 50 - 100
1 Gﬁ Lidu i da khiing qud 400 mg/mgay.

- Banh nhén 1 75 i trd 1&n: lidu khuy&n ding nén thap hon liéu thing thissng va khéing ding qud
300 mg/ngay.

- Bénh nhdn suy thin va suy chitc ndng gan:

+ Banh nhdn 17w el 1én od dg thanh thai creatinin < 30 mi/phit: ligy khuy&n ding 50 - 100
mg ol 12 gid, khdng ding quéd 200 mo/ngay.

+ B&nh nhan dang tham phan than ding liéu thang thuang khuygh cal trang ngay thim phdn.

+ Bénh nhdn tir 17 Wi trd 12n bi bénh xa gan; uéng 50 mg, cit 12 gid

QUA LIEU VA CACH XU TRi:

CQué liu cdp tinh tramadol wdi cic bi€u hign bing suy hé hip, bubn ngd tign trign dén sing st hodc
nhén mé, dbng kinh, nhip tim chdm, ha huyt 4p, ngitng tim va tii vong.

- Xit tri qud liéu tramadol: trudc tign phdl duy trl tinh trang théing kNI 161, didu trf tich cuc, chiing co
id1 bdng thulic ngd nhom barbiturat hode din »! benzodiazepin.

HAN DUNG: 24 théng ké tf ngay sdn xuit.

00C K HUONG DAN SU DUNG TRUSC KHI DUNG. NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST,
BAO QUAN NOI KHO, NHIET BO KHONG QUA 30°C, TRANH ANH SANG.

OF XA TAM TAY CUA TRE EM.
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