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COMPOSITION: Each film coated tablet cotains:
Paracetamol. iwrmmsmampapspvassisimg

Tramadol HCI
Excipients .5 s one tablet

Indications, administration and dosage, contraindications, warnings
and precautions, side effects, interactions and other information:
See the insert.

Keep out of reach of children.
Read carefully the enclosed insert before use.

Store at temperature below 30°C, in a dry place, protect light.

OPV PHARMACEUTICAL JOINT STOCK CO.

Lot 27, 3A, Bien Hoa Industrial Zone I,
Bien Hoa City, Dong Nai, Vietnam
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Prescription only

Paracetamol 325 mg
Tramadol HCI 37,5 mg
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BOX OF 10 BLISTERS x 10 FILM COATED TABLETS WHO:-GMP
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Rx Thubc bén theo don

DURADOLOL®

Vién nén bao phim

THANH PHAN: MGi vién ngy w;gmm
Hoat chét ) c& PHAN ‘

® |
— Tramadol HOl............. () .?H??.‘?Fi‘%?‘.’?. /37,5 mg
— Paracetamol ................ \-.0/.\.\..............,.,.»-;j,?.,/;'..325 mg
T4 dugc: Tinh bot tién ho ’éﬁch'é:lfﬂlg% Vi tinh thé PH 101, tinh b6t ngd, povidon K30, natri starch
glycolat silic oxyd dang keo khan ‘magnesi stearat, opadry Il white va oxyd st vang.
MO TA SAN PHAM:
Vién nén dai bao phim, mau vang, m6t mat tron, mét mdt c6 in chir “DURADOLOL” mau den.
DUGC LUC HOC:
Tramadol 1a thudc gidm dau téng hop loai opioid ¢6 tic dung gidm dau trén hé than kinh trung uong va
c6 thé gay nghién nhu morphin. Thudc va chat chuyén héa O-desmethyltramadol (M1)cla tramadol gan
vao thu thé p clia hé théng than kinh va 1am gidm sy tai nhap norepinephrin vao trong t& bao, vi viy
thudc ¢o tac dung gidm dau. Chat chuyén héa M1 c6 tac dung gidm dau g&p 6 Ian tramadol va c6 &i luc
cao gap 200 Ian v6i thu thé u-opioid.
Paracetamol 1a chat chuyén héa c6 hoat tinh clia phenacetin, 12 thudc gidm dau va ha s6t v6i cg ché
tudng ty nhu cac salicylat. 0 ligu tuong duong, miic d6 giam dau va ha s6t clia paracetamol tuong ty voi
aspirin va céc salicylat nhung thdi gian tic dung ngan han. V6i liéu diéu tri, paracetamol it téc dong dé&n
hé tim mach va ho h&p, khong lam thay d6i can bing acid-base, khong gay kich Gng, xutc hodc chay
mau da day, khéng tic dung trén tifu cdu hodc thdi gian chdy mau nhu khi ding salicylat, vi
paracetamol khng tic dung trén enzym cyclooxygenase trong co thé, chi tdc dong dén téng hop enzym
cyclooxygenase/prostaglandin clia hé than kinh trung uong.
DUGC BONG HOC: g
Tramadol h&p thu 16t qua dudng tiéu hoa nhung ¢ su chuyén héa Ian ddu & gan manh nén sinh K‘rh
dung tuyét doi cla thudc chi dat 75%. Thoi gian dat néng do t6i da trong méau c6 sy khac nhau g _'
tramadol va chét chuy&n hoa. Tramadol ¢6 néng d6 t0i da trong mau sau 2 gid, con san pham chuyg
héa M1 la 3 gio. Trong mau, thudc gan vao protein 20%. Thudc duoc thai trii chll y&u qua than 90% v&

\.

10% qua phan, dudi dang chua chuyén héa chiém ti 16 30% va da chuyén héa 60%. Thusc qua nhau ‘\

thai va siia me. Nira doi thai trir cla tramadol 1a 6,3 gig, con clia M1 1a 7,4 gio.

Paracetamol dugc h&p thu nhanh t dudng tiéu hoa véi ndng d6 dinh trong huyét tuong dat dugc khoang

30-60 phat sau khi udng. Paracetamol dugc phan b trong hau hét trong céc mo clia co thé. Paracetamol

qua nhau thai va hién dién trong siia me. Gan k&t v6i protein huyét tuong khong déng ké v6i nong do diéu

tri thong thuding nhung gan ket s& tang khi nong do tang. Thoi gian ban hiy cla paracetamol thay di tii

khoang 1 dé&n 3 gi. Paracetamol dugc chuyén hoa chil yéu & gan va bai tiét trong nutc tiéu chll veu dusi

dang lién hop glucuronid (60-80%) va lién hogp sulphat (20-30%). Dui 5% dugc bai tigt duGi dang

paracetamol khong ddi. Mot phan nhd (dusi 4%) dugc chuyén héa théng qua hé théng cytochrom P450.

CHi DINH:

Bugc dung G diéu tri gidm dau c&p tinh trong thdi gian ngén (5 ngay trd xuéng).

CACH DUNG - LIEU DUNG:

Nguoi 16n va tré em to 12 tudi tré Ién:

— Liéu khéi dau: 2 vién/ ngay. Liéu dung c6 thé dudc ting I&n khi cAn nhung khéng qué 8 vién/ngay
(tuong duong v6i 300 mg tramadol va 2600 mg paracetamol)

— Diéu chinh liéu dung phu thudc vao miic 6 dau va dap Gng & ting bénh nhan.

— UBng cach mbi 6 gio mot Ian.

Tré em (dudi 12 tudi)

— Nhiing anh hutng va tinh an toan DURADOLOL chua dugc thi&t 1ap & tré em dudi 12 tudi.

W



Nguoi I6n tudi:

— Dung liéu hang ngay.

— ( bénh nhan trén 75 tudi: khodng cach gilia cac liu dung toi thiu 6 gio, do thoi gian ban hiy ting
khoang 17%. '

Bénh nhén suy than:

— \i thudc ¢ chia tramadol nén khong chi dinh cho nhiing bénh nhan suy thdn ndng (do thanh thai
creatinin thap hon 10ml/phat). Tang khodng céch giTa cac ligu dung mdi 12 gio & cdc bénh nhan suy
than trung binh (d6 thanh théi creatinin ti 10 dén 30 mi/phit)

CHONG CHI BINH: -

— Chéng chi dinh véi cac bénh nhan man cam véi bat ki thanh phan nao clia thutc.

— Bénh nhan ngd doc ruou, thudc ngll, cac thuéc gdy anh hudng dén hé thén kinh trung uong, nhom
opioid va thudc huéng tdm than.

— Chéng chi dinh & nhiing bénh nhan dang dung céc thudc tng ché enzym monoaminooxidase (MAO)
hay méi ngung thudc trong vong 2 tuan.

— Bénh nhén suy gan nédng.

— Bj dong kinh khong kiém soat,

— Bénh nhan bij suy hé hdp nidng.

LUU Y VA THAN TRONG:

Than trong va canh bao ddc hiét khi sk dung thudc chita hoat chat paracetamol:

— Bac s can canh bdo bénh nhan vé cac du hiéu clia phén Gng trén da nghiém trong nhu hoi ching
Steven-Jonhson (SIS), hdi chiing hoai tU da nhiém doc (TEN), hay hdi ching Lyell, hdi ching ngoai
ban mun mi toan than cdp tinh (AGEP).

— Than trong véi cac bénh nhan suy than co do thanh thai creatin th&p hon 10 mi/phut.

— Than trong khi dung DURADOLOL & nhiing bénh nhan phu thudc opioid, nhiing bénh nhéan bj chén
thuong so ndo, co giat, roi loan dudng mat, ¢d tinh trang shock, thay doi y thic khong 16 i do, c6
nhiing vdn dé anh hudng d&n hé ho h&p hay r6i loan chiic nang hd hép, ting &p lic ndi so nao.

— Nhiing phan (ing do ngung thudc cé thé xay ra tuong tu nhu qua trinh cai nghién thudc phién.

— Khi dung tramadol vé6i enfluran va nitrous oxyd dugc béo cdo lam nhanh tinh lai trong phau thudt.

— Usng ruou cé thé lam ting ngd doc gan, ddc biét la khi dung dong thai v6i paracetamol. , \§

— Phu nif c6 thai va cho con bi: thudc nay khong nén sl dung trong thoi ki mang thai. Viéc sii dunga v '\
kéo dai hay liéu cao cd thé co tiém an gay hai cho thai nhi. Thubc qua sa me, vi vay nén tham kha@ﬂAN
v ki€n bac sT trudc khi cho con b, - ”—*AM‘

— Tac dong cha thubc khi 1di xe va van hanh may méc: Tramadol co thé gay chong mat va buon /
ngl, dic biét khi cd udng rugu va dung cac thusc Gc ché hé than kinh trung uong. Khéng nén VEIDx “//
hanh may mac tau xe khi dung thudc.

TAC DUNG KHONG MONG MUGN:

— R4t thudng gdp, ADR = 1/10: chong mat, budn ngl.

— Thuong gdp, ADR > 1/100: dau dau, run rdy, 10 1&n, thay d6i tdm trang (lo ldng, hoi hdp, séng
khodi), r6i loan gidc ngil, budn nén, tao bon, kho miéng, tidu chay, dau bung, day hoi, khd tiéu, a0
md hoi, ngua.

— [t gdp ,1/1000 < ADR < 1/100: ting huyét dp, danh trong nguc, nhip tim nhanh, loan nhip tim, co
thit co bdp khong tu nguyén, di cam, U tai, trdm cam, &o giac, &c mong, mat trf nhd, khé thd, kho
nuét, run rdy, néng bung mat, dau nguc.

_ Hiém gép, ADR< 1/1000: co giat, phu thuoc thudc, lam dung, nhin mg, thay doi vé khau vi, véu cq,
suy ho hap, hoang loan, lo Iang, 4o gidc, di cam, U tai va cac trigu ching bat thuong vé than kinh
trung uong.

Théng bdo cho béc si nhifng téc dung khéng mong mudn gap phai khi sir dung thude.

TUGNG TAC THUOC:

— Dung déng thoi thudc v6i cac thudc e ché CYP2D6 nhu: fluoxetin, paroxetin, ya aminotriptylin c6 thé
dan t6i viée Gc ché chuyén hoa cla tramadol. ,LH/V



— Cé4c thudc tc ché chuyén héa cla CYP3A4 (ketoconazol and erythromycin), rifampin va St. John's
Wort khi dung v6i DURADOLOL c6 thé anh hubng dé&n viéc chuyén hoa tramadol, két qua 1a 1am thay
doi tdc dong cla tramadol.

— Thén trong khi dung DURADOLOL v6i Triptant trong diéu tri dau nlia d4u.

— Carbamazepin lam ting chuyén héa cla tramadol, néu phdi hop 2 thudc thi phai ting liéu tramadol
I&n gdp 2 lan.

— Warfarin: Tramadol 1am kéo dai thoi gian prothrombin, khi dung phoi hop v6i warfarin can phai kiém
tra thoi gian prothrombin thutng xuyén.

— Quinidin Gc ch& chon loc isoenzym, do d6 khi dung quinidin va tramadol c6 thé 1am ting néng do cla
tramadol va lam giam nbng do clia M1.

QUA LIEU VA CACH XU TRi:

Triéu chung:

- Tramadol: Qué liéu tramadol phu thudc vao liéu dung, thudng co bi€u hién 1a: ndn, co giat, b6i rdi, lo

4u, nhip nhanh, ting huyét &p, hon mé, suy ho hap.

~  Paracetamol: Buon n6n, non va dau bung (xay ra trong vong 24 gio sau khi uong). Sau 24 gid, triéu
chiing c6 thé bao gém cing dau ha sudn phai, thudng cho biét sy phat trién clia hoai ti gan. Tén
thuong gan nhiéu nhat trong khoédng 3 - 4 ngay sau khi udng thudc qua liéu dung va c6 thé dan dén
bénh ndo, xudt huyét, ha dutng huyét, phi ndo va ti vong.

XU tri:

- Tramadol: Tuy theo mic d§ qua liéu ma cd cach xU tri khdc nhau. Truc tién phai dam bao dudng
thd, duy tri tinh trang thong khi t6t, diéu trj tich cuc, chdng co gidt bang thudc nhom barbiturat va
dan xudt benzodiazepin. N&u ngd doc tramadol theo dudng uéng c6 thé cho ubng than hoat dé loai
b6 sy hdp thu tramadol. Hién nay chua co thudc gidi ddc hiéu. Dung naloxon dé giai doc it mang lai
hiéu qua, trai lai lam tdng kha ndng gdy co giat. Bién phép loc mdu si dung trong ngd doc
tramadol cling khong ¢d higu qué.

~  Paracetamol: Tuy thudc vao nong do trong huyét tuong. Acetylcystein bao v& gan néu dung trong
khodng 24 gio ké ti khi qué liéu paracetamol (hiéu qua nh&t néu dung trong khodng 8 gid). Liéu
ubng dau tién 1a 140 mg/kg (liéu tai), sau do cho ti€p 17 liéu nia, moi liéu 70 mg/kg cach nhau 4
gio mot 1an. Than hoat hodc rifa da day c6 thé dugc thuc hién dé gidm su hap thu clia paracetamol.

TRINH BAY:

Hop 3 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.

BAO QUAN: § nhiét d6 dudi 30°C, noi khé réo, trénh anh séng.

HAN DUNG: 24 théng ké tu ngay san xudt. Khong dung thudc khi qua han si dung.

NGAY XET LAl TG HUGNG DAN SU DUNG:...
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BE XA TAM TAY TRE EM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHI BINH
NEU CAN THEM THONG TIN, XIN HO! Y KIEN BAC SI

Nha san xuét:
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CONG TY CO PHAN DUGC PHAM OPV

L6 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Thanh phd Bign Hoa, Tinh Dong Nai.
TUC.CUC TRUONG BT: (061) 3992999  Fax: (061) 3835088

P.TRUONG PHONG

G 7 Mink Hom:



