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m m Paracetamol
= Tramadol HCI
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Chi djnh, cich ding & liéu diing, chéng chi dinh, lwu ¥ vi thin
trgng, tic dyng khéng mong mubn, tvong tic thudc:

Poc k¥ hudng din si¥ dyng tride khi ding
Bio quin & nhiét 46 duéi 30°C, noi kho rdo, trinh 4nh sing.
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THANH PHAN: M3i VJ@ n\gntdérbéo it chia:
Hoat chat, \ ~—— *}”’f

- Tramadol HCI..........37,5 mg—~'
- Paracetamol...........325 mg

Ta dugc: Pregelatinized starch, cellulose vi tinh thé, tinh bot 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, ¢é in chu “CETABUDOL”.

DUGC LUC HOC:

Tramadol 1a thuSc gidm dau tBng hdp loai opioid c6 tdc dung gidm dau trén hé thin kinh trung uong va
c6 thé gay nghién nhu morphin. Thudc va chat chuyén hoa O-desmethyltramadol (M1)cda tramadol gin
vao thu thé u clia hé thdng thdn kinh va 1am gidm sy tai nhap norepinephrin vao trong té bao, vi vdy
thudc co tdc dung gidm dau. Chat chuyén héa M1 co tac dung gidm dau gdp 6 1An tramadol va co 4i luc
cao gap 200 I4n véi thy thé p-opioid.
Paracetamol 1a chat chuyén hoa co hoat tinh clia phenacetin, 13 thuSc gidm dau vA ha sét véi co ché
tuong ty nhu cac salicylat. § liéu tuong duong, mic dd gidm dau va ha s6t cla paracetamol tuong tu voi
aspirin va cac salicylat nhung thoi gian tac dung ngdn hon. V6i liéu diéu tri, Paracetamol it tac déng dén
hé tim mach va ho hap, khéng lam thay d6i cin bléing acid-base, khdng gay kich Ung, xudc hoic chay
mau da day, khong tac dung trén tiu cdu hoic thdi gian chdy mdu nhu khi ding salicylat, vi
Paracetamol khong tac dung trén men cyclooxygenase trong co thé, chi tac dong dén téng hop men
cyclooxygenase/prostaglandin cta hé than kinh trung uong.
DUGC BONG HQC:
Tramadol hap thu t6t qua dudng tiéu hoa nhung co su chuyén hda Ian ddu & gan manh nén sinh kha
dung tuyét doi cla thubc chi dat 75%. Thdi gian dat ndng dd t6i da trong mau co su khac nhau gida
tramadol va chdt chuyén hoa. Tramadol c6 néng do t6i da trong mau sau 2 gio, con san phim chuyén
héa M1 1a 3 gid. Trong mau, thubc gan vao protein 20%. Thuc dugc thai trii chl yéu qua thin 90% v
10% qua phén, dudi dang chua chuyén hoa chiém ti 18 30% va dd chuyén hoa 60%. Thudc qua nhau
thai va sia me. NUa ddi thai tr cla tramadol 1a 6,3 gio, con cla M1 12 7.4 gio.
Paracetamol dugc hdp thu nhanh ti dudng tiéu hoa véi néng do dinh trong huyét tuong dat dudc khoang
30-60 phat sau khi udng. Paracetamol dugc phan bd trong hiu hét trong cac mé cla co thé. Paracetamol
qua nhau thai va hién dién trong sita me. Gan k&t vGi protein huyét tuong khéng dang k& voi ndng do
diéu tri thdng thudng nhung gan két sé tang khi ndng do ting. Thoi gian ban hiy cla Paracetamol thay
doi tir khoang 1 dén 3 gio. Paracetamol dudc chuyén hoa chil y&u & gan va bai tiét trong nudc tiéu chi
yéu dudi dang lién hgp glucuronid (60-80%) va lién hgp sulphat (20-30%). Dudi 5% dugc bai tiét dudi
dang Paracetamol khéng déi. Mot phdn nhd (duti 4%) dugc chuyén hoa théng qua hé thong cytochrom
P450.
CHi DINH:
Pudc ding dé difu tri gidm dau cap tinh trong thoi gian ngin (5 ngay tré xudng).
CACH DUNG - LIEU DUNG:
Nguoi I0n va tré em tir 12 tudi trd Ién:

Lidu khoi ddu: 2 vién/ ngay. Liéu dung c6 thé duoc tang I&n khi cdn nhung khong qua 8 vién/ngay

(tuong duong v6i 300 mg tramadol va 2600 mg paracetamol)
— Diéu chinh liéu ding phu thudc vao mic do dau va dap Ung & tling bénh nhan.

- Ung cach mdi 6 gio mot lan.

Tré em (dudi 12 tudi)
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Nguoi In tudi:

- Dung lieu hang ngay.

— (0 bénh nhan trén 75 tudi: khodng cach giiia cac liéu dung t6i thi€u 6 gio, do thdi gian bdn hly ting
khodng 17%.

Bénh nhén suy than:

- Vi thuc c6 chira tramadol nén khong chi dinh cho nhiing bénh nhin suy thdn nang (dé thanh thai
creatinine thap hon 10ml/phat). Tang khodng cach gilia cac liéu dung mdi 12 gio & cac bénh nhan
suy than trung binh (dd thanh thai creatinine tir 10 dén 30 ml/phat)

CHONG CHI BINH:

- Chdng chi dinh véi cac bénh nhdn man cdm vGi bat ki thanh phan nao cla thudc.

- Bénh nhan ngd déc ruou, thubc ngl, cac thudc gdy anh huGng dén hé than kinh trung uong, nhom
opioid va thudc hudng tém than.

- Chéng chi dinh & nhiing bénh nhan dang ding cac thuéc Gng ché men monoaminooxidase (MAQ) hay
mdi ngung thudc trong vong 2 tudn.

- Bé&nh nhan suy gan nang.

- Bi dong kinh khong kiém soét.

~ Bénh nhan bi suy hd hip ning.

LUU Y VA THAN TRONG:

Than trong va canh bao dac hiét khi st dung thudc chira hoat chat Paracetamol:

- Bac si cdn canh bdo bénh nhan vé cac dau hiéu clia phan ung trén da nghiém trong nhu hdi ching
Steven-Johnson (SJS), hoi chiing hoai tit da nhiém doc (TEN), hay hai ching Lyell, hdi ching ngoai
ban mun m{ toan than cap tinh (AGEP).

- Thén trong véi cdc bénh nhan suy thin co do thanh thai creatine thdp hon 10 ml/phat.

- Thén trong khi ding CETABUDOL & nhitng bénh nhdn phu thudc opioid, nhiing bénh nhan bi chin
thuong so nao, co giat, rdi loan dudng mat, co tinh trang shock, thay déi y thic khong ro li do. co }
nhiing vdn dé dnh hubng dé&n hé hd hip hay r6i loan chic ndng hd hap, ting &p luc ndi so ndo. :

- Nhiing phan (ing do ngung thudc cé thé xdy ra tuong ty nhu qué trinh cai nghién thudc phién.

- Khi ding tramadol véi enflurane va nitrous oxide duoc bao céo lam nhanh tinh lai trong phau thuat. W

- Ubng rudu co thé 1am ting ngd doc gan, dic biét 1a khi dung déng thai voi paracetamol.

— Phu nif c6 thai va cho con bi: thuSc nay chi sif dung khi thuc su cdn thiét trong thoi ky mang thai. ;
Viéc st dung kéo dai hay lidu cao c6 thé co tiém &n gy hai cho thai nhi. Thudc qua sda me, vi viy P
nén tham khdo y kién bdc sT trudc khi cho con ba.

— Tac déng cia thudc khi I4i xe va van hanh may mdc: tramadol co thé gay chong mat va budn ngu.
dac bigt khi cé uéng rugu va dung cic thudc tc ché hé than kinh trung uong. Khong nén van hanh
may moc tau xe khi dung thudc.

TAC DUNG KHONG MONG MUON:

~ R4t thuong gdp, ADR > 1/10: chéng mat, budn ngi. 33

_ Thuong gdp, ADR > 1/100: dau diu, run rdy, 10 1in, thay doi tdm trang (lo ldng. hoi hop. sang -
khoai), r6i loan gidc ngli, budn non, tao bén, khd miéng, tiéu chay, dau bung, ddy hoi, kho tiéu, d6 /..,
md héi, ngua.

— It gap ,1/1000 < ADR < 1/100: tang huyét p, danh trng nguc, nhip tim nhanh, loan nhip tim, co IR
thit co bip khong tu nguyén, di cam, U tai, trdm cam, ao gidc, &c mong, mat tri nhd, kho tho, kho

nuét, run rdy, néng bitng mat, dau nguc. o b 5
- Hiém gdp, ADR< 1/1000: co giat, phu thudc thubc, lam dung, nhin ma, thay ddi vé khau vi. yéu co,

suy hd hap, hoang loan, lo ling, 4o gidc, di cam, U tai va cdc triéu ching bat thudng vé than kinh

trung uong.
Théng béo cho bac si nhiing tic dyng khéng mong mudn gap phai khi st dung thudc.
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- Ding déng thai thudc voi cac thude tic ch& CYP2D6 nhu: fluoxetin, paroxetin, va aminotriptylin ¢ thé
= dan t6i viéc dc ché chuyén hoa clia tramadol.
~ Céc thudc Gc ché chuyén héa clia CYP3A4 (ketoconazole and erythromycin), rifampin va St. John's
Wort khi dung v6i CETABUDOL ¢6 thé &nh huing dén viéc chuyén hoa tramadol, k&t qua 1a lam thay
ddi tac dong cla tramadol.

- Than trong khi dung CETABUDOL vdéi Triptant trong diéu tri dau nlia dau.

- Carbamazepin 1am tidng chuyén hoa cla tramadol, néu phdi hop 2 thudc thi phai ting liéu tramadol
I&n gdp 2 lan.

~ Warfarin: Tramadol [am kéo dai thdi gian prothrombin, khi diing phdi hop véi warfarin cin phai kiém

tra thoi gian prothrombin thudng xuyén.

— Quinidin (fc ché& chon loc isoenzym, do dé khi ding quinidin va tramadol cé thé 1am ting ndng dé cla

tramadol va lam giam nong d6 cta M1.

QUA LIEU VA CACH XU TRi:

Triéu ching:

- Tramadol: Qué liéu tramadol phy thudc vao liu dung, thudng c6 bi€u hién 1a: nan, co giat, bi rai, lo
&u, nhip nhanh, ting huyét ap, hon mé, suy hd hap.

- Paracetamol: Budn ndn, ndn va dau bung (xay ra trong vong 24 git sau khi udng). Sau 24 gio, triéu
chiing co thé bao gém cdng dau ha sudn phai, thudng cho biét sy phat trién clia hoai tir gan. Tan
thuong gan nhiéu nhat trong khodng 3 — 4 ngay sau khi usng thudc qua liéu ding va ca thé din dén
bénh nao, xut huyt, ha dubng huyét, phit nao va tir vong.

Xu tri:

- Tramadol: tly theo mic d§ qud li€u ma co cach xi tri khac nhau. Trudc tién phai dam bao duong M
thd, duy tri tinh trang thdng khi tot, diéu tri tich cuc, chéng co gidt bing thudc nhom barbiturate va
ddn xuat benzodiazepine. N&u ngd doc tramadol theo duting udng cd thé cho ubng than hoat dé loai
bo su hap thu tramadol. Hién nay chua c6 thudc gidi dic higu. Ding naloxon dé giai doc it mang lai
hiéu qua, trdi lai lam tdng kha ndng gdy co giat. Bién phap loc mau sl dung trong ngd doc
tramadol cing khéng co hiéu qua.

- Paracetamol: Tuy thudc vao néng do trong huygt tuong. Acetylcystein bdo vé gan néu dung trong
khodng 24 git k& ti khi qua liéu Paracetamol (hiéu qud nhat néu dung trong khoang 8 gio). Liéu
ubng diu tién 12 140 mg/kg (liu tai), sau d6 cho ti€p 17 liéu nira, mdi liu 70 mg/kg cach nhau 4
gio mot Ian. Than hoat hoac rifa da day cd thé dugc thuc hién dé gidm su hap thu cla Paracetamol

TRINH BAY: _

Hop 3 vi x 10 vién nén dai bao phim. el

Hﬁp 10 vi x 10 vién nén dai bao phim.

BAO QUAN: 0 nhiét d6 dugi 30°C, noi khd rdo, tranh anh sang.

HAN DUNG: 24 thang keé tu ngayr san xudt. Kndng dung thuc khi qua han su dung

NGAY XET LAI TO HUGNG DAN SU DUNG:...

DE XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi BINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si
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CONG TY CO PHAN DUGC PHAM OPV
Lo 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Tinh Bong Nai.
PT : (061) 3992999 Fax : (061) 3835088
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