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* Paracetamol 325 mg = Tramadol HCI 37,5 mg

®

Opetradol

o p
Y
e
a""-\-o.u*‘.
WHO-GMP
HOP 3 Vi x 10 VIEN NEN BAO PHIM J
THANH PHAN: D¢ xa tdm tay tré em.
Paracetamol.......... e 325 MR Doc kf hudng ddo st dyng wrude khi diiag.
Tramadcl HO........ . J =
T4 dge it 3 ﬁg&:ﬁmwmaﬂ_mmm.m
: ~ ?
mﬁﬁnﬁm;chd!:'\:ﬂ&::mhlnm. CONG TY CO PHAN DUGC PHAM OPV Nhan V1
tuoig tc thuge: Xin dpc trong i hudng ddn st L6 27, 3A, KCN Bién Hoa I,
dung TP.Bitn Hoa, Déng Nal, Vi#t Nam
T S137d¥O Q31Vv02 01 X SH3LSIN8 € 40 X08
= dIND-OHM
m =~
£ -; g -"y“j”%q
. = & = :
ge: | (i}
A3 i j
Ll N

Bw §'Z€ |DH Jopewel] »« Bl §Z¢ |olueladeied =

|opeJjedo

urewman s, ey Soog A oy usig MESE] ST S9g SFOOROEIMN] ‘Roaga
‘I U0 [ELISOPU] B0 UG VE LT 07 appE d pire ey cuomEspT
00 MOOLS INION TV L TADVIWHVTL AdO ‘aBEOp pUe DONERSTUTIRY ‘SIOREPU]

R wag pead
‘axeyd Aip ¥ U1 ‘O 0F A0paq asngessdman 1 20005

I AOJH) LIET] PISO[IU 2 ANIIED pEIy
TP Jo el jo mo daay

BOY TE

PA PHE DUYET
R Tp.HCM, Ngayff thing 40 nam {613
Lan diu: L. 4% Phy trich-Nghién Ctiu & Phat trién g

2T R P
/Aoy \
f’_'._ 5 . “\. 4
. % wih)




i

arq dxg jal
2 BN /XSN
N 0T /XS 91 98

MAU NHAN DU KIEN

Nhan hop

Thuéc bdn theo don

Opetradol

= Paracetamol 325 mg = Tramadol HCl 37,5 mg
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THANH PHAN:

Paracetamol.........viiiiinmieninn 329 MG
Tramadol HCL...........ccccciniiiiiiiiinn . 37,5 mg
T duge vita db.........oooovvivnivierirrn.. .m0l vién

Chi dinh, cich dung & liéu dung, chéng chi dinh, lvu ¥ va thin
trong, tic dung khéng mong muén, tuong tic thudc: Xin doc
trong & hudng din sir dung.

Pé xa tim tay tré em.
Poc k§ hudng din sif dyng trude khi ding.

Bio quin & nhiét d6 duéi 30°C, noi khé rio, trinh dnh sdng.
CONG TY CO PHAN DUGC PHAM OPV

L6 27, 3A, KCN Bién Hoa I,
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Hoat chéat:
Paracetamol............325 mg
- Tramadol HCI..........37,5 mg

T4 dugc: Pregelatinized starch, cellulose vi tinh thé, tinh bdt ngd, povidon, natri starch glycolat, magnesi
stearat, opadry Il white va oxyd sit vang.

MO TA SAN PHAM:

Vién nén dai bao phim mau vang, co in chii “OPETRADOL".

DUQC LUC HOC:

Paracetamol |a ch&t chuyén héa co hoat tinh clia phenacetin, 1a thudc gidm dau va ha sét voi co ché
tong tu nhu céc salicylat. O liéu tuong duong, miic do gidm dau va ha sbt clia paracetamol tuong tu voi
aspirin va cac salicylat nhung thoi gian tac dung ngdn hon. Vi li€u di€u tri, Paracetamol it tic dong dén
hé tim mach va ho hap, khong lam thay déi can bang acid-base, khong gay kich (ng, xudc hodc chay
mau da day, khong tac dung trén tiéu cdu hodc thdi gian chidy méu nhu khi dung salicylat, vi
Paracetamol khéng tic dung trén men cyclooxygenase trong co thé, chi tic dong dén téng hop men
cyclooxygenase/prostaglandin cia hé than kinh trung uong.

Tramadol |2 thudc gidm dau téng hop loai opioid cd tac dung gidm dau trén hé thdn kinh trung uong va
co thé gay nghién nhu morphin. Thudc va chét chuyén hoa O-desmethyltramadol (M1)cta tramadol gan
vao thu thé p clia hé théng than kinh va lam giam su tai nhap norepinephrin vao trong t& bao, vi vay
thudc co tac dung gidm dau. Chat chuyén hda M1 co tac dung gidm dau gdp 6 1an tramadol va co i lyc
cao gap 200 |dn v6i thy thé p-opioid. W

DUGC BONG HOC:

Paracetamol dugc hdp thu nhanh ti dutng tiéu hoa vai ndng do dinh trong huyét tuong dat dugc khoang
30-60 phat sau khi udng. Paracetamol dudc phan bd trong hdu hét trong cidc mé cla co thé. Paracetamol
qua nhau thai va hién dién trong siia me. Gan k&t véi protein huyét tuong khong dang ké voi ndng do
diéu tri théng thudng nhung gdn két s& tang khi néng d6 tang. Thoi gian ban hiy cua Paracetamol thay
doi tif khoang 1 dén 3 gio. Paracetamol dugc chuyén hoa chii y&u & gan va bai tiét trong nuéc tigu chu
yéu dudi dang lién hgp glucuronid (60-80%) va lién hgp sulphat (20-30%). Dudi 5% duoc bai tiét duo
dang Paracetamol khéng d&i. Mt phdn nho (dui 4%) dugc chuyén hoa théng qua hé théng cytochrom
P450.
Tramadol hip thu t6t qua dudng tiéu hoa nhung co su chuyén hoa lan ddu & gan manh nén sinh kha
dung tuyét déi cla thudc chi dat 75%. Thoi gian dat néng do t6i da trong mau cé su khdc nhau gida
tramadol va chat chuyén hoa. Tramadol cd ndng do t6i da trong mau sau 2 gid, con san pnam chuyén
h6a M1 1a 3 gio. Trong mau, thubc gan vao protein 20%. Thudc dugc thdi trir chd yéu qua than 90% va
10% qua phan, dudi dang chua chuyén hoa chiém ti I8 30% va da chuyén hoa 60%. Thudc qua nhau
thai va sia me. N{a doi thai tri ca tramadol 1a 6,3 gi0, con cla M1 la 7,4 gio.
CHI DINH:
Dugc dung dé diéu tri gidm dau cdp tinh trong thai gian ngdn (5 ngay trd xudng).
CACH DUNG - LIEU DUNG:
Nguoi In va tré em ti 12 tudi trd lén:
~ Liéu khéi ddu: 2 vién/ ngay. Liéu ding c6 thé dugc ting 1&6n khi cAn nhung khong qua 8 vién/ngay
(tuong duong v6i 300 mg tramadol va 2600 mg paracetamol)
Piéu chinh liéu dung phu thude vao mic do dau va dap (ng 6 ting bénh nhan.
Uéng cach mdi 6 gio mot 1an.




Tré em (dudi 12 tudj)

Nhiing anh huéng va tinh an toan OPETRADOL. chua dugc thiét 1ap & tré em dudi 12 tudi.

Ngudi Idn tudi:

Dung lieu hang ngay.

- 0 bénh nhan trén 75 tui: khodng cach gita céc libu dung t6i thisu 6 gio, do thdi gian bin hiy tang
khoang 17%.

Bénh nhan suy than:

- Vi thudc co chia tramadol nén khéng chi dinh cho nhiing bénh nhan suy than ndng (do thanh tha
creatinine thdp hon 10ml/phat). Tang khodng céch gitia céc liéu dung mdi 12 gid 6 cac bénh nhan
suy than trung binh (dd thanh thai creatinine tir 10 dén 30 ml/phat)

CHONG CHi DINH:

- Chéng chi dinh véi cdc bénh nhan man cam vai bat ki thanh phan nao cua thuéc.

-~ Bénh nhén ngd doc rugu, thubc ngl, cac thubc gdy anh hubng dén hé than kinh trung uong, nhom
opioid va thubc hudng tdm than.

Chéng chi dinh & nhiing bénh nhan dang dung céc thubc Gng ché men monoaminooxidase (MAO) hay
mdi ngung thudc trong vong 2 tudn.

- Bénh nhan suy gan nang.
Bi déng kinh khong kiém soat.

-~ Bénh nhan bi suy hé hap ning.

LUU Y VA THAN TRONG: Lﬁ/

Thén trong va canh bao dac hiét khi sir dung thudc chira hoat chat Paracetamol:

- Béc 7 can canh bdo bénh nhan vé cac d&u higu cla phan ing trén da nghiém trong nhu hdi chang
Steven-Jonhson (SIS), hdi chiing hoai tii da nhiém ddc (TEN), hay hdi ching Lyell. hdi ching ngoa
ban mun mu toan than cdp tinh (AGEP).

- Thén trong vGi cac bénh nhan suy than cé d thanh thai creatine thap hon 10 ml/phat.

~ Thén trong khi dung OPETRADOL ¢ nhiing bénh nhdn phu thudc opioid, nhiing bénh nhan bi chin
thuong so ndo, co gidt, rdi loan dudng mat. ¢ tinh trang shock, thay dai y thic khong ro li do. co
nhiing vén dé dnh hubng dén hé ho hdp hay 6i loan chiic ndng ho hip, tdng ap Iuc ndi so nio

- Nhiing phén (ing do ngung thudc co thé xay ra tuong tu nhu qué trinh cai nghién thudc phién
Khi dung tramadol vGi enflurane va nitrous oxide duoc bao cao lam nhanh tinh lai trong pnAu thuat.

Uang rugu co thé lam ting ngd doc gan, dic biét 1a khi dung déng thai voi paracetamol.

~ Phu nii c6 thai va cho con bd: thudc nay chi st dung khi thuc su cdn thiét trong thdi ky mang thai
Viéc sl dung kéo dai hay liéu cao co thé co tiém &n gay hai cho thai nhi. Thubc qua sia me, vi vay
nén tham khao y kién bac si trudc khi cho con b,

~ Tac dong ctia thudc khi 1di xe va van hanh may mdc: tramadol co thé gay chong mat va buén ngu,
ddc biét khi c6 udng rugu va dung cac thudc Uc ché hé thdn kinh trung uong. Khong nén vin hanh
may moc tau xe khidbngthuﬁc

TAC DUNG KHONG MONG MUON:

- Rat thudng gap, ADR = 1/10. chong mat budn ngu

- Thudng gap, ADR > 1/100: dau dau, ruii ray, I 1an, thay d6i tdm trang (lo lang, hoi hop, sang -
khodi), réi loan gidc ngl, budn ndr, tio hén, khd miéng, tiéu chay, dau bung, ddy hai. kho tiéu. do
mb hoi, ngla.

- It gap ,1/1000 < ADR < 1/100: ting huvé’t ap. déanh tréng nguc, nhip tim nhanh, loan nhip tim, cc
thdt co bdp khong tu nguyén, di cam, & tai, trdm cam. ao gidc, dc mdng, mat tri nhg, kho tha, kho-
nubt, run ray, néng bung mat, dau nguc.

Hiém gap, ADR< 1/1000: co giat, phu thudc thudc, lam dung, nhin mo, thay déi vé khau vi. yéu ca.
suy ho hdp, hodng loan, lo lang, do gidc, di cdm, U tai va cdc tridu ching bat thudng vé than kinh
trung uong.

Théng bao cho bac st nhifng tac dung khiny mong mudn gap phai khi st dung thudc.

TUONG TAC THUOC:
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Dung dong thoi thudc véi cac thudc Gc ché CYP2D6 nhu: fluoxetin, paroxetin, va aminotriptylin co thé

dan 16i viéc tc ché chuyén hoa cla tramadol.

- Cac thubc Gc ché chuyén hoa clia CYP3A4 (ketoconazole and erythromycin), rifampin va St. John's

Wort khi dung véi OPETRADOL c6 thé anh hudng dén viéc chuyén hoa tramadol, két qua 1a lam thay
ddi tac dong clia tramadol.

— Than trong khi dung OPETRADOL v6i Triptant trong diéu tri dau nlia dau.
~ Carbamazepin 1am ting chuyén héa clia tramadol, néu phdi hop 2 thudc thi phai tang liéu tramadol

lén gap 2 lan.

~ Warfarin: Tramadol lam kéo dai thoi gian prothrombin, khi dung phéi hdp véi warfarin can phai kiém

tra thoi gian prothrombin thuong xuyén.
Quinidin Gc ché chon loc isoenzym, do dé khi dung quinidin va tramadol c6 thé 1am ting ndng do cua
tramadol va lam giam ndng do cia M1,

QUA LIEU VA CACH XU TRi:
Triéu ching:

XU tri:

Paracetamol: Bubn nbn, nén va dau bung (xay ra trong vong 24 gio sau khi udng). Sau 24 gio, trigu
chiing c6 thé bao gom cing dau ha suon phai, thudng cho biét sy phat trién cla hoai ti gan. Ton
thuong gan nhiéu nhat trong khodng 3 — 4 ngay sau khi ung thudc quéa liéu dung va co thé dan dén
bénh nao, xuit huyét, ha dudng huyét, phu ndo va ti vong.

Tramadol: Qué liéu tramadol phu thudc vao ligu ding, thudng cd bi€u hién 1a: ndn, co giat, boi rbi, lo
au, nhip nhanh, ting huyét ap, hon mé, suy ho hap. A

_ Paracetamol: Tuy thudc vao ndng do trong huy&t tuong. Acetylcystein bao vé gan néu dung trong

khoang 24 gio ké ti khi qua liéu Paracetamol (higu qud nhat néu ding trong khodng 8 gid). Ligu
ubng ddu tién 12 140 mg/kg (liéu tai), sau d6 cho ti€p 17 liéu nia, moi lieu 70 mg/kg cach nhau 4
gio mot 1an. Than hoat hoic riia da day c6 thé dugc thuc hién dé giam su hap thu cta Paracetamol.
Tramadol: tuy theo mic do qua liu ma co cach xU tri khac nhau. Tru6c tién phai dam bao dudng
thd, duy tri tinh trang thdng khi tot, diéu tri tich cuc, chéng co gidt bang thubc nhém barbiturate va
dén xust benzodiazepine. N&u ngd doc tramadol theo dudng uéng cd thé cho udng than hoat dé loai
bd su hdp thu tramadol. Hién nay chua cd thudc gidi dic hiéu. Dung naloxon dé gidi doc it mang lai
hidu qua, trai lai 1am ting khd nang gdy co gidt. Bién phdp loc mau sl dung trong ngd doc
tramadol cting khéng cd hiéu qua.

TRINH BAY:

Hop 3 vi x 10 vién nén bao phim.
HAp 10 vi x 10 vién nén bao phim.

BAO QUAN: § nhiét do dudi 30°C. nai kho réo, tranh anh sang.

HAN DUNG: 24 thang ké tif ngay san xudt. Khong dung thudc khi qud han st dung.
NGAY XET LAl T0 HUGNG DAN SU DUNG:...
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