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GRAMADOL CAPSULES
AANH PHAN:
M3i vién nang chira:
PRrBCEMING): cuvesivainpuns sy s ssismiaaain 3200 Me
Tramadol Hydrochloride ... .....ccoviiiviiiiiniiisveiee e 0. 37,50 mg

Excipients: Di-basic Calcium Phosphate. Magnesium Stearate.

Poc ky hiwimg dan sie dung trieie khi ding. Néu ean thém thang tin xin hoi y kién ciia thay

thube,

CAC PAC TINH DUQC LYC HQC:

Paracetamol ¢4 tinh chat giam dau va ha nhiét

Tramadol la thudc giam dau téng hop loai opioid ¢6 tic dung gidm dau theo ¢o ché trung rong
vh ¢6 thé pdy nghién nhu morphin. Thude va chét chuyén héa O-desmethylramadol (M1) ctia
wamadol gin vao thu thé p ctia noron than kinh va lam gam sy 1@ nhip norepinephrine va
serotonin vao t& bao nén ¢6 tac dung giam dau cao gip 6 lan tramadol,

Téae dung giam dau xuét hién sau khi ding thudc 1 gier va dat tac dung 16i da sau 2-3 gitr. Khic
vai morphin, iramadol khéng gy giai phong histamin, khdng gy anh hwong dén tin s tim va

chite niing that trai & lidu didu tri, tramadol it (e ché ho hip hon morphin,

CAC PAC TINH DUQC PONG HOQC:

Paracetamol duge phan phéi vao hau hét cac mé trong co thé. Paracetamol qm s, nhau,dlal
va hién dién trong sira. Gan két véi protein huyét tromg khong ding ké & nang do {ip/lf{thong
thuomg, nhung ting 1én khi ting ndng 3. Paracetamol duge chuyén hoa chit yéu & gan va bai
tiét ra nuoc tiéu chi véu & dang két hop glucwronid va sulfat. Dudi 5% paracetamol duge bai
tiét & dang chwa bién doi,

Tramadol hip thu tét qua duong tiéu héa nhimg ¢6 sy chuyén hoa lan dau qua gan manh nén
sinh kha dung yét d6i ciia thude chi dat 75%. Thin gian dat ndng 46 16i da trong mau khac
nhau giira tramadol va chat chuyén hoa. Tramadol ¢ ndng d6 t6i da trong mau sau khi ding 2
gio, com san phdm chuyén héa M1 1a 3 giér. Thire an it anh huromg dén su hip thu thude. Trong
miu thube gin vao protein khoéng 20% va dugc phin b khoang 2,7 livke.

Trong co thé tramadol bj chuyén hoa thong qua phan {mg N va O khir methyl dudi sy xiic tic
cha isoenzyme CYP3A4 va CYP2D6. Dudi su xuc tac cta CYP2DO6, tramadol chuyén hoa
thanh M1 cdn tde dung gidm dau, do viy khi diing kém v mot s6 chat ¢é khi ning giy cam
{mg isoenzyme nay ¢ kha nang lam thay dbi tac dung ¢t ramadol, Hoat tinh ¢ia isoenzyme
CYP2D6 ¢6 tinh di truyén, Ti 1€ c6 hoat tinh isoenzyme yéu chiém khoang 7%. Ngodi su
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chuyén hoa qua pha I, tramadol va chat chuyén héa con bj chuyén héa qua pha 11 théng qua
phin (g lién hgp voi acid glucuronic hode acid sulfuric,

Mude duge thar tnr chi yéu qua thin (90%) va 10% qua phin, dudi dang chud chuyén hoa
chiém 1i 1& 30% va da chuyén hoa 13 60% Thude di qua nhau thai vi sira mg¢. Thin gian ban thi
thai tris el tramadol 14 6.3 gid con cda M1 1a 7.4 md.

Dirge dong hoc ciia tramadol it thay déi theo tudi € nguén trén 75 tubi. théi gian ban thai tang
nhe. 3 ngudi suy thin, dd thanh thai cia tramadol gidm song song véi 4§ thanh thii creatinin:
thin gian ban thai khoang 12 gio. O ngudi suy gan, 40 thanh thai rramadol giam 10y theo mirc
4 nang ciia suy gan.

CHI DINH:
GRAMADOL CAPSULES dirge chi dinh didu tri ngan ban (3 ngay hodc it hom) dau ¢ap tinh
vira dén ning.

LIEU DUNG VA CACH SU DUNG:
Thuéc nay chi ding theo sw ké dom ciia thiy thude.
Diing cho nguivi 16m v 1r& em trén 16 woi. Khing ding qua iy dé nghi.
Dau efp tini:
2 vién moi 4-6 gio khi can mam dau. Khong dung qua 8 vién mot ngdy.
Suy thin:
Dbi véi bénh nhin ¢6 o thanh thai creatinine <30 mlJphat, lidu GRAMADOL CAPSULES
khéng nén ting qua 2 vién mdi 12 gid.

CHONG CHI DINH: X _
GRAMADOL CAPSULES chong chi dinh cho nhimg bénh nhian man CQM ] ufﬁado!.
paracetamol hoéic opoid khic nhu codeine. Thude ciing chdng chi dinh cho nh&
suy giam chire ndng gan ning va nhiém do¢ cdp tinh vai ruou, thude ngd. thude giam dau trung

uemg, opioid hode cic thude didu trj tim than, phu nir dang cho con b

S
uong hgp

CANH BAO VA THAN TRONG KHI SU DUNG:
Khéng diing ddng thii GRAMADOL CAPSULES véi cac thube ¢6 chia Tramadol hay
Paracetamol klidge. GRAMADOL CAPSULES khong nén ding kém v6i céc thire ubng chira
con.
Dimg déng thii GRAMADOL CAPSULES vai céc thude giam dau (e ché than kinh trung
wong nhur regu, opioid, thube gdy mé, phenothiazines, thude an thin hofic thude ngit ¢6 kha
néng lam tng va kéo dii tac dung lén hé than kinh trung uong.
GRAMADOL CAPSULES nén diing thin trong & bénh nhan suy than va bénh nhan ¢6 nguy co
gily co gidt holic sde.
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Str dung cho phu nir ¢é thai va phu nir cho con ba:

U Phu nik mang thai:
Bai vi tramadol 12 thanh phin c6 hoat tinh trong cong thite thuéc GRAMADOL CAPSULES,
khong nén dang trong thot gian mang thai.
Paracetamol: Cac nghién ciru dich @ hoc wén phu nit ¢6 thai khong cho thdy tic dung phu béi
vi paracetamol duoe sir dung & lidu khuyén nghi.
Tramadol: Tramadol khing nén sir dung trong thiri gian mang thai bai vi chua ¢6 chimg ctr day
dii dé danh gia tinh an toan cua tramadol cho phy nir mang thai.
Phu nie chio con bii:
Bdi vi tramadol 14 thanh phin ¢é hoat tinh trong céng thirc thude GRAMADOL CAPSULES,
khéng nén ding trong thii gian cho con i
Paracetamol: Paracetamol duge bai tiét vao sira me nhumg véi mét luomg khong ding ké.
Nhimg dir liéu 1am sang cho thiy khéng chdng chi dinh cho phu nir cho con bi khi ding thudc
chi chita mét hoar chét paraccetamol.
Tramadol: Tramadol va chit chuyén héa ciia né duae tim thiy mét lugng nhé trong stta me. Tré
26 thé hip thu khoang 0.1% liéu tir me, Tramadol khang nén ditng trong suét thai gian cho con
ba.
Téac ddng trén kha niing 14i xe vi vin hinh miy mée:
Xdo trén thi giac, chong mat, hoa mit, lo mo, hofc roi loan hé thing thén kit h trung wong khéc
48 xéy ra teén bénh nhin trong khi diing GRAMADOL CAPSULES cho nén trink (s V';éu
hinh may moe khi dang ding GRAMADOL CAPSULES.

TAC DUNG PHU:
Tramadol:
Hé tiéu hoa:
Budn non, dau bung, 130 bon, diy hoi, 6i mira, khé miéng, kho tiéu va tidu chay.
Hé thin kinh trung vong:
Chéng mit, dau diu, hdi hap, bon chén, lo ling, sing khodi, dé xic dong, 4o gidc, tang inrong
lye va run. Budn ngd, mat nga, biéng an, ting tiét md hoi, do mat, phat ban vi suy nhuge.
Nhimg tac dung phu khae duge bio cao ¢6 lién quan dén viée sit dung tramadol bao gom: sbe
phén vé, ting enzyme gan, ha huyét dp ur thé dimg hodc tuy tim va viém da biéu bi hoai ur
nhi¢m dde va hoi chimg Stevens-Johnson
Paracetamol:
Paracetamol cd thé gdy phan img di fmg hoZc phat ban da. Phat ban thing thuémg gom ban do
hoic may day va cé thé kém 56t va ton thuomg co. Str dung paracetamol ¢ lién quan dén viée
xay ta giam bach ¢du trung tinh, gidm toan thé huyét ciu va giam bach céu.

Thang bao che bac st nhing tdc dung khong mong muén gdp phdi khi ding thude.
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TUONG TAC THUOC:
Ding dong thoy GRAMADOL CAPSULES vé Carbamazepine ¢6 thé lam gidm ding ké néng
16 cia Tramadol Nhimg bénh nhén ding dong théi Carbamazepine va GRAMADOL
CAPSULES ¢ thé bi giam ding ké tic dung giam dau cba thanh phin Tramadol.
Ding dong thi véi cic chit e ché CYP2D6 nhur Fluoxetine, Paroxetine, Quinidine va
Amitriptyline cé thé din dén ire ché chuyén héa Tramadol,
Ding ddng thoi véi Cimetiding lam thay ddi khong dang ké ndng d6 Iramadol trong huyét
thanh. Vi vy khéng can thay d6i li¢u ding GRAMADOL CAPSULES cho bénh nhin dang
dnng li¢u phap Cimetidine.
Khéng nén ding GRAMADOL CAPSULES két hgp véi thude e ché MAO hodc méi ngung
thube trong vong 14 ngay do ¢6 kha ning tc ché sir tai nhap serotonin va noradrenaline.
Khio sat trude khi dua ra thi tnromg cho thiy hiém ¢6 bao c4o nhiém ddc digoxin vi thay dbi
tac dung waralin ké ¢4 lam ting thoi gian prothrombin. Nén theo déi théi gian prothrombin
thiremg xuvén khi ding GRAMADOL CAPSULES déng théi v warafin,
Dimng dong thai difiunisal va paracetamo! lam ting 50% nong 4§ paracetamol trong huyét
wong & nhimg ngud tinh nguyén binh thaeong. Nén than tong khi ding GRAMADOL
CAPSULES va bénh nhin phai dwoc theo déi can thén.

QUA LIEU:
Biéu hién 1am sang ¢t qué lidn cia GRAMADOL CAPSULES bao gém ddu higu va trigu
chimg ngd ddc Tramadol, ngd dde Paracetamol hay ca hai.
Triéu chumg ban dau ciia qua liéu Tramadol co thé bao gdm suy hé hip va co gidi. Truée tidp.
phai chi ¥ duy tri tinh trgng théng khi tdt kém véni cae bign phap hd tro. DOI khi dﬁ@:ﬂ o’ne
chi ¢ thé diéu trj duge mdt vai chir khdng phai tit ¢ trigu chirmg qua liéu. Dang Naloxone cd
nguy co lam ting kha ning giy co giat. Didu trj trigu chimg va hd tro tinh trang mil ngii va co
gidt bing benzodizapine/barbiturates.
Tramadol ft duge ddo thai bing cich thim tach méu hay loe mau. Vi thé diéu i nlném doc cap
vii GRAMADOL CAPSULES chi don thuan bang cach thim tach mau hay loc mau khong c6
higu qua giai doe
Triéu chimg ngd doc paracetamol trong 24 gidr ddu 14 xanh xao, budn ndn, 6i mira, chan an, dau
bung. Ton hai gan tro nén 1d rang hon tir 12-48 @& sau khi ubng qué lidu. Chuyén héa ghicose
bit thuimg va nhiém dée acid chuyén hba.
Suy thin cdp kém hoai tir Sng than cdp ¢o thé tién trién thim chi khi khong ¢6 tdn hat vé gan
nang. Loan nhip tim ¢ling duge bao cao. Triéu chimg trong hai ngay dau cua nhiém doc cap
khong phan dnh nguy co nghiém trong cua qua liéu Budn nén, 6i mir, chan an, dau byung c6
thé ton tgi rong 1 win hodc hon. Ton thuomg gan ré nén 10 rang vao ngay thit 2 (hoie 1€ hon)
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\0i ddu 12 hoat tinh cia lactic dehydrogenase va transaminase huyét thanh ting, ndng o
lirubin trong huyét thanh ting va thoi gian prothrombin kéo dai. Ton hai gan ¢6 thé din dén
inh ndo, hon mé va tr vong. Phi ndo, suy co tim khong dac hiéu ciing ¢6 the xay ra.
Trong trudmg hop qua ligy, cin tham khao béc st hode dira bénh nhin dén ngay bénh vién gin
nhit. Cin thié phai diéu tri dic biét ngay khi cé thé. Bat cir bénh nhan nao khi ubng vao 7.5 g
paracctamol nén dugce rira da day trong vong 4 gi&r sau khi udng. Liéu phéap giai déc dic tnmg
la ding acetyleystein hodc Methionine c6 thé cin thiét. Néu theo quyét dinh nay, nén tiém tinh
mach ngay khi ¢6 the.
Acctyleystein:
Acetyleysteine nén dirge ding ngay khi ¢d thé, thich hop hon 1a trong vong 8 gitr sau khi qua
lidu.
Truyén tinh mach: Liéu khoi dau 150 mg/kg trong 200 mL dung dich tiém glucose duge
truyén trong hom 15 phit, 4 gi& sau d6 tiém truyén tinh mach véi liéu 50 mg/kg trong 500 mL
dung dich tiém glucose, 16 giér sau d6 tiém truyén finh mach voi liéu 100 mg/kg trong 1000 mL
dung dich tiém glucose. Thé tich ciia dung dich tiém truyén nén duge diéu chiph cho tré em,
Litu udng: Liéu khoi diu 140 mg/kg nhu dung dich udng 5%, sau dé tiép 17 lifylnfra, mﬁi..iiéu
70 mg/kg cach mdi 4 gid. Acetylcysteine mang lai hiéu qua néu diéu tri trong’ gid sau
khi qua lidu.

BAO QUAN: Bio quan nhiét do dudi 30°C, noi khd mét. Trénh anh sang.
Tranh xa tim tay cua tré cm.

HAN DUNG: 36 thang ké tr ngdy san xudt,

QUI CACH DONG GOI: Hop chira 30 vién nang (3 vi x 10 vién),

&)
- I &
TIEU CHUAN CHAT LUQNG: Tiéu chuin nhi san xuat. ////’0

Sin xudt boi:

s’
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