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325mg.
37.5mg

Store in a cool and dry place, below 30°C,
protected from ligh

CAREFULLY READ THE ACCOMPANYING
INSTRUCTION BEFORE USE

Keep out of the reach of children.
Specification: In-House

Manufactured by:

THE MADRAS PHARMACEUTICALS
137- B. Old Mahabalipuram Road,
Karapakkam, Chennai-600 096 India.

KitramRal

Tramad

Paracetamol 325mg

Kitrampal

Paracetamal 325mg & Tramadol Hydrochionde 37 Smg

Composition:

Each film-coated table! conlains:
Paracetamol BP 325mg
Tramadol Hydrochloride B P 37.5mg

Manufactured by:

THE MADRAS PHARMACEUTICALS
137- B, Qld Mahabalipuram Road,
Karapakkam, Chennai-600 096 India

Kitrampal

Paracatame! 325mg & Tramadol Hydrechionde 37 Smg

Composition:

Each film-coated tablet contains
Paracetama! B.P 325mg.
Tramadal Hydrochloride BP  37.5mg

Manufactured by:

trampal

Paracetamol 325mg & Tramadol Hydrochloride 37.5mg

\

Composition:
Each film-coated tablet contains:
Paracetamol

Tramadol Hydrochioride

INDICATIONS, DOSAGE & ADMINISTRATION
SIDE EFFECTS, CONTRA-INDICATIONS:
Refer to the package insert for details.

KitramRal

Paracetamol 325mg & Tramad

3 Blisters x 10 Tablets

Film coated tablet

drochloride 37.5mg

Visa No

Batch No

Mfg Date  dd/mmiyy
Exp. Date : dd/mm/yy
Rx  Thudc ké don

Widn nén bao phim KITRAMPAL SDK:

{Paracetamol 325mg; Tramada! Hydrochionde 37 5 mg)

Cui cach déng géi Hop €6 30 vien (3 vl « 10 vién nen)

Bueng dung: Budng ubng

840 quan nen knd mat, duoi 30 C Tranh anh sang

Dé xa tm tay ré em Doc ky hudng dan sir dung
trcre khi dung
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théing tin khac xem trén i hwang dan su oyung thutc
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Poc ki huwdng dan sir dung triwée khi ditng.
Néu cin thém thong tin xin héi y kién thay thuoc.
Thude nay chi diing theo sw ké don cia thiy thuic.
Dé xa tam tay tré em.

KITRAMPAL

MO TA:
Vién nén bao phim mau vang, hinh thudn dai, hai mét 161, ¢6 vach bé trén mot mat vién.
THANH PHAN:
M&i vién nén bao phim chira:
Hoat chat: %
Paracetamol so s s st e 325,00 mg
Tramadal hydesehlotid . wonwimanammssmmarsn T OO HIE
1d duoc: Cellulose vi tinh thé, natri glycolat hé tinh bot, keo silica khan, povidon, bt talc

tinh ché, cross carmelose natri, magnesi stearat, protectab HP1, oxit sit mau vang.

CAC PAC TINH DUQC LUC HQC:

Tramadol la thudc giam dau gdy nghién c6 tac dung trén than kinh trung uong. Tramadol la
thude co chu van khong chon loc thuan tiy cia thu thé opioid u, , va ¢6 &i luc cao hon trén thu
thé p. Co ché khac ma gop phan vao tac dung giam dau 14 trc ché tai thu hoi noradrenalin va
lam tang phong thich serotonin. Tramadol c6 tac dung chéng ho. Khéng gidng morphin, ¢ day
liéu c6 tac dung giam dau ctia tramadol khéng c6 tic dung lam suy yéu hé ho hap. Tuong tu,
nhu dong hé tiéu hoéa khong bi anh huadng. Anh hudng 1én tim mach thi thudng thuéng nhe.
Hiéu luc cua tramadol bang 1/10 dén 1/16 ciia morphin.

Paracetamol la thudc giam dau khéng gay nghién, khong salicylat. Co ché chinh xac déc tinh

giam dau cua paracetamol chua duoc biét va c6 thé anh huong dén ca trung wong va ngoai bién.

CAC PAC TINH DUQC DONG HQC:

Tramadol duge ding & dang racemic va dang ta trién va hitu trién ([-] va [+]) va chat chuyén
hoa M1, duge phat hién trong mau. Mac diu Tramadol dugc hap thu nhanh sau khi udng,
nhung su hap thu cua né thi chdm hon (thdi gian ban thai thi dai hon) so voi paracetamol.

Sau khi udng don liéu vién nén tramadol/paracetamol, ndng do dinh trong huyét tuong cia [(+)-
tramadol/(-)-tramadol] 1a 64,3/55,5 ng/ml va cua (paracetamol) 1a 4,2 ug/ml dat dugce sau 1,8
gitr déi véi [(+)-tramadol/(-)-tramadol] va 0,9 gi&r déi vé&i (paracetamol). Thai gian ban thai
trung binh (t1/2) la 5,1/4,7 gio dbi véi [(+)-tramadol/(-)-tramadol] va 2,5 gior dbi voi

(paracetamol).
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Trong nghién ctiu duge ddng hoc ¢ ngudi tinh nguyén khoe manh sau khi udng don liéu va lap
lai, khéng c6 thay ddi 16n trén 1am sang ¢ v nghia duoc quan sat & cac thong s6 dong hoc cia
mdi hoat chat khi so sanh véi thong sb cac hoat chat duge sir dung mét minh.

Hap thu:

Tramadol & dang racemic thi hdp thu nhanh chéng va gin nhu hoan toan sau khi uéng. Sinh kha
dung tuyét di trung binh cua don liéu 100 mg xap xi 75%. Sau khi diing liéu lap lai, sinh kha
dung duoc tang 1én va dat dén xap xi 90%.

Sau khi udng, hip thu cia paracetamol thi nhanh chéng va gan nhu hoan toan va dién ra chi
yéu & rudt non. Néng do dinh trong huyét tuong ciia paracetamol dat dugc trong 1 gi& va khong
bi anh huong bai viéc diung chung véi tramadol.

Dung chung vai thirc an khong anh hudng c¢6 y nghia dén ndng d6 dinh trong huyét thanh va

mirc hap thu cua tramadol hoac paracetamol vi vy thude c6 thé dung doc lap véi gior 4n. %

Phén bd:

Thé tich phan bd ciia tramadol 14 2,6 L/kg va 2,9 L/kg & nam va nit tuong (ing, sau khi tiém tinh
mach liéu 100 mg. N6 gan két vao protein huyét thanh khoang 20%. Su bdo hoa gén két vao
protein huyét thanh chi xay ra & néng dd vuot qua muc lién quan bicu hién 1am sang.
Paracetamol dugc phan bd rong rdi trong tt ca cac mo cia co thé ngoai trir chat béo. Thé tich
phan bd biéu kién ciia paracetamol khoang 0,9 L/kg. Mét phan nho cua paracetamol khoang
20% gan két voi protein huyét thanh,

Tramadol dugc chuyén hoa rong rai sau khi uéng. Khoang 30% liéu duge dao thai vao nudc
tiéu dudi dang thude khong ddi, trong khi 60% lidu duoc dio thai dudi dang chit chuyén hoa.
Tramadol duogc chuyén héa thong qua khir O-methyl (xtic tac bdi enzym CYP2D6) thanh chat
chuyén héa M1, va thong qua khir n-methyl (xtic tac boi CYP3A) thanh chét chuyén héa M2.
M1 dugc chuyén héa tiép théng qua khir n-demethyl va boi lién hop véi acid glucuronic. Thai
gian ban thai trong huyét thanh cua M1 la 7 gi¢. Chét chuyén héa M1 ¢6 dac tinh giam dau va
manh hon thudc gdc. Nong d6 M1 trong huyét twong thip hon vai lin so v&i tramadol va déng
gbp vao anh huong 1am sang gan nhu khong doi khi ding da liéu.

Paracetamol duoc chuyén héa chu yéu qua gan théng qua hai con dudng chinh: glucuronic héa
va sulphat hoa. Con dutmg sau c6 thé nhanh chong b bio hoa & liéu trén lidu diéu tri. Mt phan
nho (it hon 4%) duoc chuyén hoa bai cytochrom P 450 thanh chét trung gian c6 hoat tinh (N-
acetyl benzoquinoneimin) ma ¢ diéu kién dung binh thuong, duoc giai doc nhanh chong boi
khir glutathion va dwoc dao thai vao trong nude tiéu sau khi lién hop véi cystein va acid
mercapturic. Tuy nhién, khi ufmg qua liéu, luong chat chuyén hoa nay dugc tang.

Thai tru:

Tramado! va chat chuyén héa cta né dugce dao thai chu yéu qua than. Thoi gian ban thai cua
paracetamol x4p xi khoang 2 dén 3 gir & ngudi lon. Thoi gian ban thai d6 ngan hon & tré em va

dai hon mét it & tré mdi sinh va bénh nhan xo gan. Paracetamol dugc dao thai chi yéu bai su
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hinh thanh phu thudc liéu cua din xuét lién hop glucuro va sulfo. it hon 9% paracetamol dugc

dao thai dudi dang khong ddi vao trong nude tiéu. G bénh nhan suy than, thoi gian ban thai cua

hai chét dugc kéo dai.

CHI PINH:
Vién nén KITRAMPAL duoc chi dinh diéu tri ngin ngay (vai ngay hodc it hon) dau cap tinh &

ngudt lon.

LIEU DUNG VA CACH SU DUNG: ' g}V

Thubc nay chi ding theo sw ké don ciia théy thuébe.

Piéu tri ngén han dau cap tinh, liéu khuyén nghi cia KITRAMPAL la 2 vién mdi 4-6 gio khi

can dé giam dau cho dén liéu I6n nhét 1a 8 vién/ngay.

Liéu ca nhan hda

O bénh nhan cé d thanh thai creatinin <30 ml/phut, khuyén nghi khoang cach ding khong nén

tang vuot qua 2 vién mai 12 gid. Liéu cho bénh nhan cao tudi nén than trong, vi cho thdy c6

kha nang xay ra tac dung phu cao hon.

CHONG CHI PINH:

o

o

]

Qua man voi tramadol, paracetamol hodc bét ky thanh phan nao cua thude.

Ngé déc cap tinh véi ruou, thude ngu, thude giam dau co tac dung trung wong, thubc hudng
than hodc gdy nghién.

KITRAMPAL khéng nén diing cho bénh nhan dang ding thude trc ché MAO hodc trong
vong 2 tudn sau khi ngimng dung ching,

Suy gan nang.

Dong kinh khéong kiém soét duoc khi diéu tri.

CANH BAO VA THAN TRONG KHI SU DUNG:

o]

@]

Bac si can canh béo bénh nhan vé cac ddu hidu cua phan tng trén da nghiém trong nhu hoi
chimg Steven-Jonhson (SIS), hoi chimg hoai tir da nhiém doc (TEN) hay hdi chimg Lyell,
hdi chirng ngoai ban mun mu toan than cap tinh (AGEP).

Pé tranh qua liéu, bénh nhan nén dwoc khuyén khong nén diung qua liéu khuyén nghi va
khéng dung ddng thoi bat thude khac chira paracetamol (bao gém thude thoa ngoai da) hoic
tramadol hydrochlorid ma khéng ¢é sw hudng dan ctia bac si.

Suy than ndng (d6 thanh thai creatinine < 10 ml/phut), vién nén tramadol/paracetamol
khéng duoc khuyén nghi.

Khéng nén dung vién nén tramadol/paracetamol & bénh nhan suy gan ndng. Nguy co qua

lidu paracetamol cao hon & bénh nhan bi bénh gan do nghién ruou chua chuyén qua xo gan.
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Trong nhitng truong hop suy gan vira phai kéo dai khoang cach liéu dung nén duoc can

nhic can than. {32/
o Trong truong hop suy hd hdp nang, khong khuyén nghi dung vién nén

tramadol/paracetamol.

o Tramadol khéng thich hop nhu la thudc thay thé & bénh nhan phu thuge thudc gdy nghién.
Mic diu la thudc chu van opioid, tramadol khong thé giam triéu chimg thiéu thudc.

o Dong kinh da dugc bao cao & bénh nhan diéu tri voi tramadol dé bi dong kinh hoac dang
ding thudc khac lam ha thap nguéng dong kinh, dac biét thude (e ché tai nhap chon loc
serotonin, thudc chéng trdm cam 3 vong, thude tam than, thude giam dau cé tac dung trung
uong hoac thudc gdy té cuc bd. Bénh nhan bi dong kinh duogc kiém soat boi diéu tri hoac
bénh nhan dé bi dong kinh chi nén diéu tri v&i vién nén tramadol/paracetamol khi that su
can thiét. Dong kinh da duoc bao cao trén bénh nhan dicu tri vdi o liéu khuyén nghi. Nguy
co ¢ thé tang khi liéu tramado! vuot qua liéu gidi han trén duoc khuyén nghi.

o Sir dung dbng thoi voi thude cha van hodc ddi khang opioid (nalbuphin, buprenorphin,
pentazocin) khong duoc khuyén nghi.

o Vién nén tramadol/paracetamol nén dung than trong & bénh nhan phu thudc opioid, hoic
bénh nhan chén thuong so, bénh nhan dé bi dong kinh, réi loan duong mat, dang trong tinh
trang sdc, anh hudng dén sur tinh tao khong biét nguyén nhan, nhiing tac nhan anh hudng
dén trung tam ho hap hoic chire niang ho hap, hoac vai tang ap suat ni so.

o Qua liéu paracetamol ¢ thé gay doc cho gan & vai bénh nhan.

o O liéu diéu tri, tramadol c6 kha nang gay ra triéu ching thiéu thudc. Hiém khi co nhirng
truong hop 1€ thude va lam dung thude da duoc bio cao.

o Triéu chitng cua phan ung thiéu thude, tuong tw nhu triéu chung xay ra khi ngirng thuée gay
nghién nhu sau: kich dong, lo au, bén chon, mat ngu, chimg tang dong, run va triéu ching
tiéu hoa.

Str dung cho phu nir ¢6 thai va phu nir cho con bu:

Phu nit ¢6 thai: Boi vi KITRAMPAL la thudc phéi hgp c6 thanh phan hoat chit chinh cua no

bao gém Tramadol va tinh an toan cua no trén phu nit ¢¢ thai chua duoc thiét lap, khong nén sir

dung trong thai gian mang thai trude hoac trong khi sanh trir khi loi ich vugt han nguy co ¢6
thé xay ra.

Paracetamol: Cac nghién citu dich t& hoc trén phu nir ¢é thai khéng cho thiy tac dung phu boi

vi paracetamol duoc sir dung ¢ liéu khuyén nghi.

Tramadol: tramadol khong nén sir dung trong thiri gian mang thai bai vi chua cé chimg cir day

du dé danh gia tinh an toan cua tramadol cho phu nir mang thai. Tramado! sir dung truéc hoac

trong khi sinh khéng anh hudmg dén co thit tir cung. O tré so sinh thude ¢6 thé 1am thay doi tan

56 ho hap ma khong thuomg lién qua dén 1am sang,

Phu nit cho con bii: Boi vi KITRAMPAL la thude phéi hop ¢é thanh phan hoat chét chinh cua




né bao gébm Tramadol, khéng nén diing trong th&i gian cho con b.

Paracetamol: paracetamol dugc bai tiét vao sita me nhung v&i mot lugng khéng déng ké.
Nhiing dit liéu 1am sang cho thdy khong chéng chi dinh cho phu nir cho con bi khi ding thude
chi chira mdt hoat chét paraccetamol.

Tramadol: Tramadol va chit chuyén hoa ctia n6 dugc tim thdy mét lugng nho trong sita me. Tré
cé thé hap thu khoang 0,1% licu tir me. Tramadol khong nén ding trong sudt thoi gian cho con
bu.

Téc dong trén kha ning 14i xe va vin hanh may maoc:

Tramadol hydrochlorid c¢6 thé giy budn ngi va tac dung nay c6 thé do ruou hoic thude giam
dau c6 tac dung trén than kinh trung uong. N6 c6 thé lam giam thj gidc. Bénh nhan c6 thé di lai

nén dugc canh bao khong nén lai xe va van hanh may maéc néu bi anh huong bi mét hodc ca

hai tac dung phu nay. _?j/

TAC DUNG PHU:
Tac dung phu khi diéu tri véi ti 18 2% trong 5 ngay sir dung két hop
tramadol/paracetamol trong cdc thir nghiém lim sang.
Hé tiéu hoa - Tao bon, tiéu chay, khd miéng, budn nén

Réi loan tim than — Lo mo, biéng an, mat ngu

=1

Da va phan phu - Ngira, tang dé md hoi

Hé than kinh trung vong va ngoai bién — Hoa mét ,3;),
Tac dung phu véi ti 18 1 % & don liéu hodc liéu lap lai trong thir nghiém 1am sang dung ,fd
vién nén tramadol/paracetamol, mdi lién quan thong thuong it nhat hodc 16m hon.

adl

Toan than ~ Suy nhugc, mét moéi, con bung nong

Hé than kinh trung wong va ngoai bién — Hoa mét, nhic dau; run

Hé tiéu hoa — Pau bung, tao bon, tidu chay, kho tiéu, day hoi, khé miéng, budn nén, nén

R&i loan tim than — Chan in, lo au, li 13n, phin khich, mét nga, kich déng, budn ngu.

Da va phan phu - Ngira, phat ban, tang d6 md hoi.

Tac dung phu véi ti 1€ nhé hon 1% ¢& thir nghiém 1Am sang khi sit dung vién nén
tramadol/paracetamol

Toan than — Dau nguc, run, ngét xiu, hdi ching thiéu thude

R&i loan hé tim mach — Tang huyét dp, lam ning thém tinh trang tang huyét ap, ha huyét ap

Hé than kinh trung uong va ngoai bién — Mit didu hoa co, co giat, tang truong luc co, dau nita
dau, lam ning thém tinh trang dau nita dau, co that co khdng tur chu, di cam, trang thai ngan
ngo, chéng mat

Hé tiéu hda — Khé nudt, phi luai

Thinh giac va rdi loan tién dinh — U tai

Réi loan nhip tim va mach dép — Loan nhip tim, danh tréng nguc, tim dap nhanh



Hé gan mat - Bit thudng chirc nang gan

R&i loan chuyén hoa va dinh dudng — Giam can

R&i loan tdm than - Quén, cam giac mét nhan cach, trdm cam, lam dung thudc, dé xuc dong, ao
giac, bét luc, & mong, suy nghi bat thuong

R&i loan hong cau — Thiéu mau

Hé ho hdp — Kho tha

Hé tiét niéu — Albumin niéu, rdi loan tiéu tién, giam niéu, bi tiéu %
R&i loan thi giac — thi giac khong binh thuong

Nhirng tic dung phu trén lam sang khac c¢6 y nghia truée nay dwge bao cdo véi tramadol
hydrochlorid va paracetamol.

Nhirng tac dung phu dugc bao cao vdi viée sir dung thude tramadol va nguyén nhan chua dugc
xac dinh bao gdm: gian mach mau, tut huyét ap & thé ding, thiéu mau co tim cuc bd, phu phdi,
phan {mg dj tmg (bao gém phan (rng qua man va may day, hoi ching Stevens-Johnson /TENS),
rdi loan chirc nang nhén thire, khé tap trung, trdm cam, c6 khuynh huéng tu tir, viém gan, suy
gan va Xuat huyét tiéu hoa. Cac xét nghiém bat thuong dugce bdo cdo bao gdm creatinine cao va
cac thir nghiém chic nang gan. Hoi chimg serotonin (triéu chitng bao gém thay di trang thai

tinh than, sur ting phan xa, sot, run ray, run, lo au, dé md héi, dong kinh va hdn mé) da dugc

bao cao voi tramadol khi sir dung chung véi cac thude serotonin khac nhur SSRI va MAOI. E
Phan (g di tmg bao gom (dau tién la phét ban da) hodc thir hai la qué mén da duoc bao céo vdi -
paracetamol thi hiem va dugc kiém sodt boi ngung thude va khi can thiét, diéu tri triéu ching. na
Lam dung thudc va Ié thude thude i}age
Tramadol c6 thé gdy ra phu thudc tdm than va thé chat kiéu morphin (p-opioid). Lam dung =

thudc va 1é thude thude, bao gdm hanh vi tim thudc va hanh dong pham phap dé cé thude la
khong gidi han & bénh nhan ma c6 tién sir 1€ thude opioid trude day. Nguy co bénh nhan lam
dung thudc quan sat dugc cao hon. Tramadol c6 lién quan dén con thém thudc va phat trién su
dung nap thudc. Triéu ching thiéu thudc ¢ thé xay ra néu ngimg dot ngot tramadol. Nhimng
triéu ching nay bao gom: lo au, ra md hoi, mat ngu, run ray, dau, budn nén, run, tiéu chay, triéu
chiing ho hép trén, dung 16ng va hiém khi a0 giac. Triéu ching khac da duoc thy it hon khi
ngimg thude bao gom: hoang hét, lo au nang, va di cam. Kinh nghiém lam sang cho thay ring
triéu chimg thiéu thudc c6 thé giam bt khi diéu tri opioid thay thé tir tir, diéu tri giam liéu hinh
thép két hop vai diéu tri triéu ching.

Thong bdo cho bdc si nhing tdc dung khéng mong muén gdp phdi khi diing thubc.

TUONG TAC THUOC:
Str dung tramadol trong gdy mé thong thuomg vai enfluran va nitro oxid da duoc bao cdo lam
tang su tinh ddy trong qua trinh phiu thuat. Cho dén khi c6 nhiéu thong tin hon, nén trénh sir

dung tramadol trong céc cudc gy mé nhe.



Tramadol c6 thé gay budn ngi hodc hoa mit, va né ¢6 thé tang khi diing chung véi ruou va
thude giam dau cé tac dung trén hé than kinh trung uong. Néu bi anh huong, bénh nhéan khong
nén lai xe va van hanh may moc.

Chéne chi dinh dung chung véi:

Thuéc e ché MAO khong chon loc: Nguy co hdi chiing serotonin: Tiéu chay, nhip tim nhanh,
dd md hoi, run, nham lan, tham chi hén mé.

Thube e ché chon loc MAO-A: Nguy co hoi chiing serotonin: Tiéu chay, nhip tim nhanh, do
md hoi, run, nham lan, tham chi hon mé.

Thubdc tc ché chon loc MAO-B: Cac triéu chimng kich thich than kinh din dén mot hoi ching
serotoninergic: Tiéu chay, nhip tim nhanh, d6 md héi, run, nhdm lan, thdm chi hén mé.

Trong truong hop gan day co diéu tri v6i thube (rc ché MAO, nén ngimg 2 tuan trude khi diu

tri véi tramadol.
Khong khuyén nghi ding chung véi: %/

Ruou: Rugu lam ting tac dung giam dau cua thude giam dau opioid. Viéc anh huong dén su
tinh tdo cé gay nguy hiém trong khi 1ai xe va van hanh may mée. Tranh udng ruou va céc san
phém thudc ¢6 chura rugu.

Carbamazepin va cac tac nhan gdy cam ung enzym khac: Nguy co giam hiéu qua va giam thoi
gian tac dung cua Tramadol do giam nong d6 ctia né trong huyét tuong.

Thude chii van va déi khang Opioid (buprenorphin, nalbuphin, va pentazocin): Giam téc dung
giam dau do tac dung (ic ché canh tranh & receptor, v6i nguy co xay ra hoi chimng thiéu thudc.

Théan trong khi dung chune véi:

Trong vai truong hop lién quan dén hdi chirng serotonin khi két hop chung tramadol véi thude
serotonin khac nhu thudc tre ché thu hdi chon loc serotonin (SSRIs) va thude triptan. Dau hiéu
cua hoi chirng serotonin ¢cé thé 1a nham lan, kich dong, 561, dé mo hai, mat diéu hoa. tang phan
Xa, gidt run co va tiéu chay.

Cac din xuat khac cua opioid (bao gdm thudc chdng ho va diéu tri thay thé), benzodiazepin va
barbiturat. Tang nguy co suy hd hap c6 thé dan dén chét trong trudng hop qua liéu.

Thudc giam dau tac dung lén hé than kinh trung uong khac nhur 1a cac din xuat khéc cua opioid
(bao gdm thudc chéng ho va diéu tri thay thé), barbiturat, benzodiazepin, thudc chéng lo 4u
khéc, thubc ngu, thudc chéng tram cam c6 tac dung giam dau, thude khang histamine c6 tac
dung giam dau, thudc an than, thudc tri tang huyét ap c6 tac dung trén than kinh trung uong,
thalidomid va baclofen. Nhiing thudc nay ¢6 thé tang tac dung giam dau & trung wong. Cé anh
huong dén su tinh tdo nén c6 thé gay nguy hiém khi lai xe va van hanh may méc. Danh gia dinh
ky theo y khoa thich hop th&i gian prothrombin nén duge thuc hién khi dung dong théi vién nén
tramadol/paracetamol va warfarin do dd c6 bao cdo vé tang INR.

Cac thude khac 6 e ché CYP3A4, nhu la ketoconazol va erythromycin, cé thé tic ché chuyén

hoa tramadol (N-demethylation) ciing nhu chuyén héa cta chit chuyén héa O-demethylated c6
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hoat tinh. Tinh quan trong mét lam sang clia tuong tac nay van chua dugc nghién ciu.

Thudc 1am giam ngudng dong kinh, nhur 1a bupropion, thudc chdng tram cam (rc ché thu hdi
serotonin, thudc chéng trdm cam 3 vong va thudc an than. St dung dong thoi tramadol véi
nhitng thude nay co thé ting nguy co dong kinh. Téc dé hip thu cia paracetamol c6 thé tang

bai metoclopramid hoac domperidon va giam hép thu bai cholestyramin,

QUA LIEU:
KITRAMPAL la thuéc két hop hai hoat chat. Trong truong hop qua liéu, triéu ching cé thé bao
gdm diu hiéu va triéu chimg ngd ddc tramadol hodc paracetamol hoac ca hai hoat chét nay.

Triéu ching qua liéu tramadol: Can ban khi ngd doc vdi tramadol, triéu chimg twong tu nhu

nhirng triéu ching cia thude giam dau cé tac dung & trung uong (opioid). Nhiing triéu ching

nay bao gbm co dong tir, nén mira, suy tim mach, rdi loan y thirc dan dén hon mé, dong kinh va

suy ho hap din dén ngat tho. %/

Triéu chung qua lieu paracetamol: Qua liéu dac biét lién quan dén tré em. Triéu chirg qua liéu

ctia paracetamol trong 24 gio du la xanh xao, budn nén, nén, chén an va dau bung. Hoai tir gan

¢6 thé xuat hién tir 12 dén 48 gio sau khi udng qua liéu. Bat thuong vé chuyén héa gluco va

nhiém acid chuyén hoa c6 thé xay ra. Trong truong hop ngd doc nang, suy gan co thé xay ra
dan dén bénh ndo, hdn mé va chét. Suy than cip voi hoai tir dng than cép c6 thé phat trién tham
chi khdng ¢6 suy gan nang. Loan nhip tim va viém tuyén tuy da dugc bao céo.

Tén hai gan c6 thé xay ra & ngudi truong thanh khi udng 7,5-10 g paracetamol hodc nhiéu hon.

Do lugng chét chuyén hoa djc tinh vuot qua sé€ bam vao mo gan khong thé hoi phuc dugc

(théng thuomg dugc giai doc tuong xing boi glutathion khi dung liéu théng thudmg

paracetamol).

Diéu tri cép cuu

o Chuyén ngay dén don vi dic biét.

o Duy tri chirc nang hd hap va tuan hoan.

o Trude khi bit dau diéu tri, nén lay miu mau cang sém cang tot sau khi uéng qua liéu dé do
ndng do paracetamol va tramadol trong huyét twong dé thuc hién cac test cua gan.

o Cac test cia gan lic khoi dau (ding qua liéu) va lap lai mdi 24 gio. Tang men gan (AST,
ALT) thuong duogc thdy va trds vé gia tri binh thuomg sau 1 hodc 2 tudn.

o Sic da day thuc hién ¢ bénh nhan nén (khi ma bénh nhéan con y thirc) boi kich thich hodc
lam rdng da day.

o Diéu tri hd tro nhur 1a duy tri thong khi va duy tri chire nang tim mach nén duoc thuc hién;
naloxone dugc dung dé hoi phuc suy ho hép; choéng ngit co thé dugc kiém sodt boi
diazepam.

o Tramadol dugc dao thai rat it khoi huyét thanh bai tham tach mau va loc méau. Do vay diéu

tri ngd doc cap voi thim tach mau hoac loc mau mot minh khong thich hop dé giai doc.
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Piéu tri tirc thi la can thiét dé kiém soat qua liéu paracetamol. Mac dau thiéu cac triéu chimg
s&m ¢ ¥ nghia, bénh nhan nén duoc chuyén dén bénh vién khan cép cho diéu tri 1ap tirc va bat
ky ngudi 1on hodc thanh thiéu nién ma udng 7,5 g Paracetamol hodc hon truéc 4 gior hodc bat
cr tré em ma udng 150 mg/kg paracetamol trudc 4 gio nén sic da day. Nong d paracetamol
trong mau nén dugc do sau 4 gio khi qua liéu dé ma c6 thé danh gid nguy co phat trién hoai tir
gan (théng qua biéu dé ding qua lieu Paracetamol). Udng methionine hoac tiém tinh mach N-
acetyleysteine (NAC) ¢6 thé c6 tac dung c6 lgi cho téi it nhét 48 gio sau khi qua lidu c6 thé can
thiét. Tiém tinh mach NAC t&t nhit khi bat dau trong vong 8 gi¢r sau khi qud liéu. Tuy nhién,
NAC van phai diéu tri néu thoi gian phat hién qua liéu hon 8 gitr va tiép tuc thuc hién hét tién
trinh diéu tri. Diéu tri NAC phai duoc bét ddu ngay khi nghi ngor qué liéu. Céc phuong phap hd
trg thong thudng phai duge tién hanh.

Bat ky luong paracetamol dugc udng vao, thudc giai doc paracetamol, NAC, nén duoc udng
hay tiém tinh mach cang som cang tot. Néu c6 thé, nén ding trong vong 8 tiéng sau khi qua

lieu.

BAO QUAN: %

Bao quan noi khé mat, dudi 30°C. Tranh énh sang. Tranh xa tam tay cla tré em.
HAN DUNG: 36 thang ké tir ngay san xuét.
QUI CACH PONG GOI: Hop chira 30 vién nén bao phim (3 vi x 10 vién).
TIEU CHUAN CHAT LUGQNG: Tiéu chuan nha san xuit.

San xuat boi:
THE MADRAS PHARMACEUTICALS, )
137-B. Old Mahabalipuram Road, Karapakkam, Chennai- 600 096, In S/
Tel: +91-44 23452040 . Fax: +91-44 23452046
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