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OSTACE

Tablets

Box of 2 blisters x 10 tablets

Manufacturer
BOSTON VIETNAM PHARMACEUTICAL JSC

No.43, Street No.8, Vietnam — Singapore Industrial Park,
Binh Hoa Ward, Thuan An Town, Binh Duong Province.

E£ONG TY "//

O PHAN

DUQEPHAM | %! _
)STON Jgl—
O\VIET NAM/PAng Minh Pic

YiAr oY

M®&i vién nén chira:

Chi dinh, cach dung, chéng chi dinh va cac\

2 ant o ¥

P. tamol ... 325 théng tin khéc: xem trong t&” huéng dan

Traar;:or:-q g sir dung thubc kém theo. ]

Té duoc vira di cho 1 vién nén Bao quan noi khé, dwéi 30°C, tranh anh sang |
A s DE XA TAM TAY TRE EM J

Jouchutn: TCC! DOC KY HUONG DAN SU DYNG TRUGC |

SPK/Reg.No.. KHI DUNG ‘

THUOC KE DON

Paracetamol 325 mg
Tramadol HCI 37,5 mg

OSTACET

Vién nén

Hop 2 vi x 10 vién nén
Co s& san xut

CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM

S 43, dudng sé 8, KCN Viét Nam — Singapore,

phuong Binh Hoa, thj xa Thuan An, tinh Binh Duong.

$6 16 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date

B Q\! TE

CUC QUAN LY DUGC
DA PHE DUYFE T

Lén dzuz?/@l’lﬂj

-

A Quicach: 105 x 58 x 18 mm

Thiét ké

P. KD (kidu dang)

P. QA (ndi dung)




3 Mau hop: Bostacet Ngay A9thangClonam 201,

BOSTON

Each tablet contains: |
P. ol 325mg |
Tramadol HCI ...
Excipients q.s. for

7.5mg |
1 tablet |

Indications, administration, contraindications and
other information: see the package insert.
Store in a dry place, below 30°C, protect from light |

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USING j//

|
/—l | RX PRESCRIPTION ONLY MEDICINE

‘ =] ? ®
s 9 i ; ' i /4
| 38 I
g8 13
oo
;s i
4§ § s
28 m = Paracetamol 325 mg Tablets
= N Tramadol HCI 37.5 mg
- | BOSTON ' T 370\
P T - 2% P
: Specification: In-house [ CONG T
n ¢ LO PHAN
y iy’
sl % o »
§. q FOSTOR AR Box of 3 blisters x 10 tablets ng Mlnh Dl’l’c
Manufacturer: BOSTON VIETNAM PHARMACEUTICAL JSC

@

‘ No.43, Street No.8, Vietnam — Singapore Industrial Park,
Binh Hoa Ward, Thuan An Town, Binh Duong Province.

M3i vién nén chiva:
Paracetamol ...
Tramadol HCI . 37, ‘
Téa dwoc vira Gu cho 1 vién nén.

Chi dinh, cach dung, chéng chi dinh va cac théng tin ‘
khac: xem trong t& huéng dén str dung thuéc kém theo.
Béo quan noi khd, duéi 30°C, tranh anh sang

DE XA TAM TAY TRE EM_ .
DOC KY HPONG DAN SU’ DUNG TRU'GO'C KHI DUNG

Rx THUOC KE DON

OSTACET f

Paracetamol 325 mg Vién nén
| Tramadol HCI 37,5 mg

’ [l

| BOSTON
| R Tiéu chudn: TCCS "
SDK/Reg.No.: 2
S— T
) s £E3
£ Thudc udng o Q8
. -~ D .
BOSTON PHARMA . R e R 5 E g-
Hop 3 vi x 10 vién nén o S u |
R © 2~
Co s& san xuét: CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM o %o
i S6 43, duong sb 8, KCN Viét Nam — Singapore, wZT ]
| phuong Binh Hoa, thi xa Thuan An, tinh Binh Duong. |

W

A Quicach: 105 x 58 x 25 mm

Thiét ké P. KD (kiéu dang) P. QA (ndi dung)




ttps:/ g ( MAu hop: Bostacet Ngay 15 thang Qo nam 2018

BOSTON

Each tablet contains: |
Paracetamol
Tramadol HCI ..

Excipients g.s. for

Indications, administration, contraindications and
other information: see the package insert.

Store in a dry place, below 30°C, protect from light
9

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USING

RX PRESCRIPTION ONLY MEDICINE

OSTACET

Paracetamol 325 mg Tablets
Tramadol HCI 37.5 mg

NOG 3 DONHL ~q

i

6w g'/¢ [1OH lopewes|
Bw gz¢ jowejooesey

BOSTON
e e Specification: In-house 3700, a
° =}
1 V‘
Oral route Q‘\G o //
{AN @

DUIOC PHAM | - )
BOSTON P g Minh Buc
VIET NAM/S

A
N ; g
U 1 S0

uu ugIA

sl

Manufacturer: BOSTON VIETNAM PHARMACEUTICAL JSC
| No.43, Street No.8, Vietnam — Singapore Industrial Park,
| Binh Hoa Ward, Thuan An Town, Binh Duong Province.

M&i vién nén chiva:
Paracetamol
Tramadol HCI ... |
Ta dwoc vira di cho 1 vién nén. N

Chi dinh, cach dung, chéng chi dinh va cac théng tin AN
khac: xem trong t& huéng dan str dung thubc kem theo. N

Bao quan noi khd, dwéi 30°C, tranh anh séng

DE XA TAM TAY TRE EM_ . \
DOC KY HFONG DAN SU DUNG TRUGC KHI DUNG

BOSTON

Rx THUOC KE DON

OSTACET

Paracetamol 325 mg Vién nén ey
Tramadol HCI 37,5 mg

i

Tiéu chuén: TCCS

SPK/Reg.No.: 2
g8y
58 %
éc ubng ata
- L S5EE
Hop 5 vi x 10 vién nén o x
Co s& san xuét: CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM e 2 %
S6 43, duong sb 8, KCN Viét Nam — Singapore, | :
phuong Binh Hoa, thi x& Thuan An, tinh Binh Duong. | P

A Quicach: 105 x 58 x 40 mm

Thiét ké P. KD (kiéu dang) P. QA (ndi dung)




E M4u hop: Bostacet Ngay IS thangUonam 2018,

BOSTON

Each tablet contains:
325 mg
37.5mg
.1tablet

Tramadol HCI ..
Excipients q.s. for

and

other information: see the package insert.
Store in a dry place. below 30°C, protect from light

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USING

BOSTON

Manufacturer: BOSTON VIETNAM PHARMACEUTICAL JSC
No.43, Street No.8, Vietnam — Singapore Industrial Park,
Binh Hoa Ward, Thuan An Town, Binh Duong Province.

~
S ; R x prescripmion onwy meoicme
[y OSTACET
k-] e R Y
< I g) g et " N 200 t
x q BOSTON o) 2 T T a =
s i %/ | CONG ’ s
< -
s 5 RorAN s >
: D O s/ |copran \oA o)
2 l \ e S T *
: £ = ksl o ,
: : BOSTON /¢ R D¢
3 H Box of 10 blisters x 10 tablets ’II.TT AM /S 5 ng 1
s 1IN/ Q

M&i vién nén chira:

Tramadol HCI ....
Taduocviradicho 1viénnén

Chi dinh, cach dung, chéng chi dinh va céc théng tin

. khéac: xem trong t& huéng dén st dung thube kém theo. .
3 Bao quén noi khd, duéi 30°C, tranh anh sang AN
BOSTON DE XA TAM TAY TRE EM . % \)
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG NG
A
Co s& san xuét \"]
CONG TY CO PHAN DUQ'C PHAM BOSTON VIET NAM \

86 43, duong sb 8, KCN Viét Nam — Singapore,
phudng Binh Hoa, thi xa Thuén An, tinh Binh Duong.

RI THUOC KE BON

W ROSTACET

i/

Paracetamol 325 mg Vién nén
Tramadol HCI 37,5 mg

BOSTON

Tiéu chudn: TCCS
SPbK/Reg.No.:

Thubc ubng

Hép 10 vi x 10 vién nén

5616 SX / Batch No.
NSX / Mfg. Date:
HD / Exp. Date:

A Qui cach: 105 x 70 x 58 mm

Thiét ké P. KD (kiéu dang) P. QA (ndi dung)




b

1TPS:

/1 “”\“‘ !

BOSTON

MAau vi: Bostacet

Ngay 49 thang Gk nam 2014,

DY OC PH 4Au‘l
BOSTON

Q) o
81 O

o
A 9‘%@ il ®.

A Qui cach vi: 98 x 48 mm

Thiét ké

P. KD (kiéu dang)

P. QA (ndi dung)

s o



(R;» :1: i_)]lvoc*nﬁy chi dung theo don thudc
\ T NAM HUGNG DAN SU DUNG THUOC

(EP" BOSTACET
Pé xa tAim tay tré em
DPoc ky huéng din sir dung trude khi ding
THANH PHAN /
Mbi vién nén c6 chira: |
Thanh phan hoat chat: \
Paracetamol..........ccccooiiiiiiiii e 325 mg

Tramadol hydroclorid ............cooevieeiiiiiieciecceeeeeeee e 37.5 mg
Thanh phan td duwoc:

Cellulose vi tinh thé (type 101), pregelatinized starch, natri starch glycolat, magnesi stearat,
silicon dioxyd, mau sunset yellow, mau tartrazin.

DANG BAO CHE

Vién nén.

Mo ta san pham: Vién nén dai, mau vang nhat, hai mat khum, canh va thanh vién lanh lan
CHI PINH

BOSTACET dugc chi dinh diéu tri cac con dau tir trung binh dén nang.

Viéc sur dung Bostacet nén dugc gidi han ¢ nhirng bénh nhan ma con dau cua ho that su can thlet
phai sir dung phdi hop paracetamol va tramadol.

CACH DUNG, LIEU DUNG

Cach dung:

Vién nén Bostacet dugc sir dung bang duong ubng.
Liéu ding:

Nguoi I6n va tré em trén 12 tuoi:

Liéu khéi dau 1a 2 vién, co thé bd sung lidu dung khi can thiét nhung khong duge qué 8 vién mdi
ngay. Khoang cach gitra cac lieu str dung khong nén it hon 6 gio.

Diéu chinh liéu dung cho timg bénh nhén tlly theo cuong do dau va dap Gmg cua ngudi bénh.
Tré em duwdi 12 tuoi:

Do an toan va hiéu qua cua Bostacet chua duge nghién ctru ¢ tré em.

Khong khuyén cdo cho tré em dudi 12 tudi.

Nguoi gia
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C6 thé sir dung liéu thong thuong, nhung can luu y 12 & nguoi tinh nguyén trén 75 tudi thi thoi
gian ban thai cta tramadol tang 17%. Thoi gian gitta cac liéu sir dung khong nén it hon 6 gio.

Suy than

Do c6 tramadol nén Bostacet khong dugc khuyén céo cho nguoi suy than nang (do thanh thai

creatinin < 10 ml/phut). Déi véi ngudi suy than vira, thoi gian gian cach liéu nén dugc ting 1én
khoang 12 gio.

Suy gan

Khéng str dung cho nguoi suy gan nang. Trong truong hop suy gan vira, thoi gian gian cach lidu
nén dugc can nhac can than.

CHONG CHI PINH
Qua man véi tramadol, paracetamol hay bat cir thanh phan nao cia thudc hodc véi cac opioid.

Truong hop ngd doc cap tinh do ruou, thudc ngi, cac chit ma tay, cac thude giam dau trung
wong, thude opioid va cac thude hudng tam than.

Diéu tri dong thoi hodc sau khi ngung diéu tri véi thude trc ché monoamin oxydase (IMAO) trong
vong 2 tudn.

Suy gan nang.

Pong kinh khong duge diéu tri.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khong ding qua liéu chi dinh. Khong dung véi cac thude khac chira paracetamol va tramadol.
Khong khuyén céo str dung cho bénh nhan suy than nang (d6 thanh thai creatinin < 10 ml/phut).
Khong khuyén céo cho bénh nhan suy hd hip ning.

Tranh ding thude kéo dai va dic biét cho ngudi c6 tién sir nghién opioid. Tramadol khong c6 tac
dung ngén chéan triéu chirng cai nghién morphin.

Nguy co gy co gidt khi dung dong thoi tramadol véi cac thude SSRI (tre ché tai hap thu chon loc
serotonin), TCA (thudc chong tram cam 3 vong), cac opioid, IMAO, thudc an than hay trén cac
bénh nhan dong kinh, bénh nhan c6 tién sur co giat hay c6 nguy co co giat.

Khéong khuyén cdo sir dung dong thoi voi cac thude chu van hodc dbi khang véi morphin
(buprenorphin, nalbuphin, pentazocin).

Viéc ding thude kéo dai c6 thé gay quen thudc va nghién thudc, phai tranh ngimg thude dot ngot.
Nhirng bénh nhén c6 tién sir 1 thudc opioid, lam dung ma tuy hodc nghién ma tiy nén dugc diéu
tri trong thoi gian ngin dudi sy giam sat cuia nhan vién y té.

Bénh nhan bj tang ap luc nodi so hay chan thuong dau, réi loan trung tdm hodc chirc nang hd hép.
Dung qua liéu paracetamol c6 thé gay ngd doc gan.

Viéc giam liéu dung trong thoi gian ngung thudc 1am giam nguy co xay ra cac triéu ching cai
thude.

Tranh stir dung dong thoi vai cac thudce té, thudc me.
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Béc si can canh bo bénh nhan vé cac diu hiéu cua phéan tng trén da nghiém trong nhu hoi chirng
Stevens — Johnson (SJS), hoi c’hl'mg hoai tir da nhiém doc (TEN), hay hoi chung Lyell, hi chirng
ngoai ban mun mu toan thén cap tinh (AGEP).

Than trong vai td dwoc

San pham c6 chira:

Mau sunset yellow va mau tartrazin: c6 thé gy di ung.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nit mang thai

Tramadol qua dugc nhau thai. Sir dung thudc ngay trudc hodc trong luc sinh khong anh huéng
dén kha nang co bop tir cung. Trén tré so sinh, thudc c6 thé giy tang nhip thé nhung khong cé y
nghia v€ lam sang. Stir dung kéo dai trong thoi ki mang thai c6 thé gay ra hoi chimg cai thudc &
tré so sinh. Do d6, khong nén sir dung Bostacet cho phu nit mang thai.

Phu nit cho con bu

Tramadol chi tiét khgéng 0,1% vao sira me. Tuy nhién do tré rit nhay cam véi tramadol nén
khong dugc dung thudc trong thoi gian cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Tramadol gay budn ngii, chéng mit va suy giam kha ning nhén thirc. Néu bj anh huéng, bénh
nhén khong nén van hanh may moéc, 1ai xe, lam viéc trén cao hay cac truong hop khac.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Twong tdac voi tramadol:

Cdc phéi hop bi chéng chi dinh:
IMAO (thudc tre ché MAO khong chon loc va thude irc ché MAO chon loc A, B) khi ding chung
v6i tramadol c6 thé gdy hdi chimg serotonin véi cac tri€u ching nhu: tiéu chay, nhip tim nhanh,
va mo hoi, run rdy, 10 lan, tham chi la hon mé. Trong truong hop dang diéu tri v6i IMAO, nén
ngung diéu tri hai tudn trude khi dung tramadol.
Cdc phéi hop khéng dwoc khuyén cdo:
—  Ruou va do udng chira con 1am ting tac dung an than cua thudc. Anh hudng dén kha ning
lai xe va van hanh may moc.
—  Carbamazepin va cic thudc cam g enzym lam tang déng ké su chuyén hoa tramadol, c6
nguy co lam gidm hiéu qua va thoi gian tac dung cua Bostacet.
—  Céc thubc chu van hodc déi khang véi morphin (buprenorphin, nalbuphin, pentazocin) lam
giam tac dung giam dau cua tramadol do ngan chan canh tranh céc thu thé véi nguy co xay ra
cac hdi ching cai thudc.
Cdc phéi hop can théan trong khi sir dung:
—  Tramadol c6 thé gy co giat va tang kha ning co giat clia cac thudc wc ché tai hap thu
serotonin ¢6 chon loc (SSRI), cac chat tai hap thu serotonin- norepinephrin (SNRI), thuoc
chéng trim cam 3 vong, thudc chdng loan than va céac thudc co kha nang giam ngudng khac
(bupropion, mirtazapin, tetrahydrocannabinol) gdy con dong kinh.
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—  Sur dung ddng thoi tramadol véi cac thude serotonin nhur cac thube SSRI, SNRI, IMAO co
the gdy ngd doc serotonin. Hoi ching serotonin c6 thé dugc chan doan néu xay ra khi mot
trong nhirng dau hiéu sau:

Chung gidt rung tu phat
Chung giat rung do kich thich hozc giat rung & mi mit véi su kich dong hodc toat mo hoi.
Run va tang phan xa
Tang truong luc co va than nhiét trén 38°C, ching giat rung do kich thich hoac giat rung &
mi mat.
Ngung str dung cic thudc chéng traim cam gitip cai thién tinh hinh nhanh chong. Viéce diéu tri phu
thudc vao loai va mirc d9 nghi€ém trong cua cac triéu ching.
Céc dan xuét opioid khac (bao gdm ca thudc tri ho va thubc cai nghién), benzodiazepin,
barbiturat lam gia ting nguy co suy ho hép, c6 thé gay tir vong khi dung qua liéu.

Céc thude we ché than kinh trung wong nhu cac dan xuét opioid khac, benzodiazepin, barbiturat,
thude giai lo au, thudc ngi, thude chong trdm cam, thude khang histamin H1 thé hé 1, thudc an
than, thudc ha huyet ap tac dung lén than kinh trung wong, thalidomid, baclofen lam tang tac
dung rc ché than kinh trung wong khi dung chung v6i tramadol, ¢6 thé anh huong dén kha ning
nhan thirc va su an toan khi lai xe hay van hanh may moc.

Dung véi cac chit thude nhom warfarin: Néu c6 thé, nén tién hanh danh gia dinh ky chi s6 PT
(prothrombin time) do da c6 nhitng béo cdo vé viée tang INR (international normalized ratio — chi
s6 binh thuong qudc té) ciing v6i nguy co chidy méau cao & mot s6 bénh nhan.

Céc thube rc ché CYP3A4 (nhu ketoconazol, erythromycin) ¢ thé {rc ché su chuyén héa cua
tramadol (khtr methyl & vi tri — N va — O). Anh hudng 1én 1am sang cua tuong tac chua dugc lam
ro.

Viéc dung céac thue ddi van 5- HT3 nhu ondansetron trude hodc sau phau thuat co thé lam giam
hiéu luc giam dau cua tramadol.

Twong tdac voi paracetamol:

Cholestyramin lam giam hap thu cua paracetamol.

Metoclopramid hodc domperidon 1am ting hap thu cia paracetamol.

Thude chéng dong mau: Tac dung chong dong méu cuia wafarin va cac coumarins khac c6 thé
tang 1én khi sir dung paracetamol thuong xuyén kéo dai vdi nguy co chay mau cao.

TAC DUNG KHONG MONG MUON
Thuong gap, ADR >1/100:
Tiéu héa: Non, budn non, tdo bon, khod miéng, tiéu chay, dau bung, dé‘ly hoi, kho tiéu.
Than kinh: Pau du, ngu ga, chong mat, run ray.
Da: Ngira, d6 mo hoi.
Tam than: Lu 1an, thay doi tdm trang (lo Au, cing thang, hung phan), r6i loan gidc ngi.
It gap, 1/1000 < ADR < 1/100
Tiéu héa: Kho nudt, phan den.
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Than kinh: Co thit co, di cam, u tai.
Tam than: Tram cam, 4o giac, &c mong, maét tri nhg.
Da: Phéan tmg da ( phat ban, ni may day).
Tim mach: Tang huyét ap, danh tréng nguc, nhip tim nhanh, loan nhip.
H6 hap: Kho thd.
Gan, mat: Tang men gan.
Tiét niéu: Albumin niéu, rdi loan tiéu tién (tiéu kho, bi tiéu).
Toan bd co thé: Run ry, d6 bimg, dau nguc.
Hiém gdp, ADR < 1/1000
Mit: Nhin mo.
Than kinh: Co giat, that diéu, ngét xiu.
Tam than: Lé thudc thude.

Mac du khong quan sat thdy trong cac thir nghiém 1am sang, su xuat hién céc triéu ching
khong mong muon sau day c6 lién quan dén viéc sir dung tramadol va paracetamol khong thé
loai trur:

Tramadol:
Ha huyét ap thé dung, nhip tim cham, truy tim mach.
Anh huéng dén tac dung cia wafarin, ké ca tang thoi gian dong méu.
Céc phan tmg di tng: Soc phan vé, co thit phé quan, thé kho khe, phit mach than kinh.
Thay ddi vi giac, yéu co van dong, wrc ché ho hip.
Lam nang hon tinh trang hen suyén.

Hoé1i chung cai thude c6 thé gom lo au, tiéu chdy, do giac, bon chon, dau, dung 16ng, rét run,
toat mo hot, run. Céc triéu chirng ngirng thudc it gdp c6 thé gom lo au, hoang s¢ hodc di cam.

Paracetamol:
Phan tng di trmg: n61 man, noi ban ¢ da.

Phan ung da nghi€m trong nhu hdi chimg Stevens — Johnson (SJS), hoi ching Lyell, hoai tir
da nhiém doc (TEN), hoi chimg ngoai ban mun mu toan than cap tinh (AGEP).

R01i loan tao mau: Giam bach cau, ti€u cau.

Da c6 ghi nhan paracetamol c6 thé lam giam prothombin méau khi dung chung véi wafarin
nhung thoi gian dong méau khong thay doi.

QUA LIEU VA CACH XU TRi

Triéu chirng
Bostacet la thuc phéi hgp da thanh phan. Biéu hién 1am sang cuia viéc dung thudc qua lidu c6 thé
la dau hiéu hay triéu ching ngd doc tramadol, paracetamol hay cua ca hai.
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Tramadol: V& co ban, triéu chimg ngd doc tramadol ciing twong tu nhu céc thudc giam dau
opioid khac. Céc triéu chirng dién hinh c6 thé ké dén nhu co dong tir, non 061, truy tim mach, roi
loan y thirc (c6 thé dan dén hon mé), co giat, uc ché ho hap (c6 thé nging tho).

Paracetamol:

Triéu chirng qué li€u cua paracetamol trong 24 gio dau la xanh xao, buén non, non, chan an, dau
bung.

Tén thwong gan dugc thé hién 1o trong vong 12 — 48 gio sau khi uéng, biéu hién: ting men gan
(AST, ALT, LDH), tang bilirubin huyét tuong, co thé kém theo ting noéng do prothrombin. Cac
bat thuong veé chuyén hoa glucose va nhlem toan chuyen hoa ciing c6 thé xay ra. Trong truong
hop nhiém doc ning, suy gan c0 thé tién trién thanh Xuat huyet ha duong huyét, pht ndo va tham
chi tir vong. Suy than cip tinh kém theo hoai tir dng than cap (biéu hién: dau that lung, tiéu ra
mau, protein niéu,...) c6 thé phat trién ngay ca khi khong c6 ddu hiéu cua tén thuong gan. Triéu
chirng loan nhip tim va viém tuy cling da dugc béo cao.

X tri

Khi diéu tri qua liéu tramadol, chuyén ngay dén don vi cham séc dic biét, duy tri chirc nang ho
hap va tuan hoan day du.

Trude khi tién hanh diéu tri, can tién hanh liy miu mau cang sém cang tét dé do nong do
tramadol, paracetamol trong huyét twong va thuc hién cac xét nghiém chirc nang gan.

Tién hanh kiém tra chirc ning gan ngay khi bat dau va sau mdi 24 gio. Enzym gan (AST,ALT)
thuong cé the tdng va trd lai binh thuong sau 1 - 2 tuan.

Lam sach da day bang cich gy non trong truong hop bénh nhan con y thirc hodc rira da day. St
dung céac bién phép di€u tri ho trg, nhu duy tri thong khi, duy tri chirc nang tim mach; naloxon
dugc dung dé chong suy ho hap; dong kinh c6 thé dugce kiém soat bdi diazepam.

Tham phan mau it c6 hiéu qua ddi véi qua liéu tramadol.

Diéu tri som dong vai tro quan trong trong xu ly qua lidu paracetamol. Can phai rira da day néu
lugng paracetamol da ubng nhiéu hon 7.5 g ddi V01 nguoi 16n va nguoi truong thanh, trén 150
mg/kg d6i voi tré em trong vong 4 gio. Chi nén tién hanh xac dinh noéng do paracetamol trong
huyét twong sau 4 gio ké tir lac udng thudc dé danh gia nguy co phat trién ton thuong gan. Liéu
phap giai doc chinh khi qua lidu paracetamol 1a N- acetylcystein. Thude giai doc N- acetylcystein
c6 thé ding bang duong udng hodc duong tiém tinh mach, cang som cang tbt, trong vong 8 gior
sau khi dung qua liéu. Néu khong c6 N — acetylcystein, c6 thé dung methionin.

DUQC LUC HQC
ATC: NO2AJ13
Bostacet 1a mot thude phdi hop ciia 2 thude giam dau: tramadol va paracetamol.

Tramadol 1a thudc giam dau tong hop c6 tac dung 1én hé than kinh trung uong.Tramadol va chét
chuyén hoa c6 hoat tinh (M) ¢6 tac dung khong chon loc trén cac thu thé opioid, trong d6 c6 ai
luc cao hon trén thu thé p. Ngoai ra tramadol con 1rc ché su tai hap thu cta norepinephrin va
serotonin, diéu nay gép mot phan vao tac dung giam dau cua thudc.Tramadol c6 téc dung tri ho.
Khac v&i morphin, v6i liéu uéng thong thuong, tramadol khong c6 tac dung trc ché ho hip, nhu
dong rudt khong thay doi, tac dung trén tim mach ciing nhe va khong dang ké. Hiéu luc cta
tramadol chi bang mot phin muoi dén mot phén sau ciia morphin.

Y



Paracetamol 1a mét loai thudc giam dau trung wong khéc. Co ché va vi tri tac dong giam dau
chinh xac ctua n6 chua dugc xac dinh rd rang.

DUQC PONG HOC

Hiip thu

Tramadol dugc hap thu nhanh chong va gan nhu hoan toan sau khi ubng. Sinh kha dung tuyét doi
trung binh cua tramadol vao khoang 75% sau khi uong li€u dau tién va c6 the tang lén 90% sau
khi dung licu lap lai.

Paracetamol ciing duoc hép thu nhanh chéng sau khi udng. Nong do dinh trong huyét tuong cua
paracetamol dat dugc trong vong 1 gio va khong bi anh hudng khi udng ctuing tramadol.

Thirc an khong ¢6 anh hudng gi dang ké dén sinh kha dung cua tramadol va paracetamol. Do d6
Bostacet c6 thé dugc uéng ma khong phu thude vao thire an.

Phén bé

Tramadol ¢6 4i luc cao v6i cac mo, thé tich phan b6 Ve= 203 + 40L. Khoang 20% tramadol lién
két véi protein huyét tuong.

Paracetamol dugc phan bd rong, hau hét trén cac mo cua co tl}é trir mo6 md. Thé tich phén b6
khoang 0,9L/kg. Mot ty 1€ nho (khoang 20%) paracetamol lién két vdi protein trong huyét twong.
Chuyén héa

Tramadol dugc chuyén hoa manh mé sau khi ubng. Khoang 30% thude dugc thai trir qua nuoce
tiéu dudi dang khong doi, trong khi d6 khoang 60% thube duge thai trir dudi dang cac chat
chuyén hoa. Co ché chuyén hoa chu yéu la khr nhom methyl & vi tri N- va O-(thong qua
CYP3A4 va CYP2D6) hoac lién hop véi glucuronid hay sulfat ¢ gan.

Paracetamol dugc chuyén héa chii yéu & gan bang hai con dudng chinh 1a lién hop glucuronid va
lién hop sulfat. Ngoai ra, mot lugng nho (dudi 4%) paracetamol bi oxy hoa khir boi cytochrome
P450 sinh ra chat chuyén hoa c6 doc tinh 1a NAPQI (N-acetyl-p- benzoquinoimin). Trong dleu
kién binh thuong, NAPQI nhanh chong duge khir hoat béi hé thdng glutathion va dugc bai tiét
qua nude tiéu dudi dang lién hop véi cystein va acid mercapturic.

Thdi tri
Tramadol va chit chuyén héa cia n6 duge thai trir chu yéu qua than. Thoi gian ban thai cua
tramadol va chat chuyén hoa M1 tuong tng khoang 6 va 7 gio.

Thoi gian ban thai cia paracetamol khoang 2 dén 3 gid ¢ nguoi 16m, ngin hon & tré em va dai hon
¢ bénh nhén xo gan va tré so sinh. DudGi 9% paracetamol dugc thai trir duéi dang khong dbi qua
nudc tiéu.

& bénh nhan suy than, thoi gian ban thai cta ca hai thue déu bi kéo dai.
QUY CACH PONG GOI

Ep vi bdm AI/PVC. Hop 02 vi x 10 vién nén.

Ep vi bAm AI/PVC. Hop 03 vi x 10 vién nén.

Ep vi bAm AI/PVC. Hop 05 vi x 10 vién nén.

Ep vi bom AI/PVC. Hop 10 vi x 10 vién nén.



PIEU KIEN BAO QUAN

Bao quan noi kho, dudi 30°C, tranh anh sang.

HAN DUNG

36 thang ké tir ngay san xuat. Khong dung thudc qua thoi han sir dung.

TIEU CHUAN CHAT LUQNG CUA THUOC

Tiéu chuan co so.

TEN, PIA CHI CUA CO SO SAN XUAT

Co s6 san xuat: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: Sb 43, DPuong s6 8, KCN Viét Nam - Singapore, Phuong Binh Hoa, Thi xa Thuan An,
Tinh Binh Duong, Viét Nam.

Dién thoai: 02743 769 606 Fax: 02743 769 601

Email: boston@bostonpharma.com.vn.

Binh Duong, ngay (SthangQonam 2018
PHO TONG GIAM POC
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