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Effer-Bostacet

Vién nén sti bot

Paracetamol ........... 325 mg
TramadolHCI ........ 37,5 mg

Chi dinh, chéng chl djnh, lidu dung ...
xin doc trong t& hwéng dén s dyung
Indications, contraindications, dosage ...
see the package Insert

Béao quén noi kho, duwdi 30°C, trénh
anh sang

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

DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG
TRUOC KHI DUNG

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT
BEFORE USING

BOSTON PHARMA

Tong.Giam Boc

P. KD (kibu dang) P. QA (ndi dung)
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Effervescent tablets
Paracetamol ,.............. 326 mg
Tramadol HCI ............ 37.5mg
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Hép 10 vi x 4 vién nén sdi bot
Box of 10 strips x 4 effervescent tablets
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Effer-Bostacet

Vién nén sui bot

Paracetamol ........... 325 mg
Tramadol.HCI ........ 37,5mg

M&i vién nén sdi bot chiva:
Paracetamol ....................... 325 mg
Tramadol.HC! .................... 37,5 mg
Té duge vira 4l cho 1 nén sii bot
Each effervescent tablet contains:
Paracetamol ...........ccciiviennen. 325 Mg
Tramadol.HCI ..........coovininee 37.5mg
Exciplents q.s. for 1 effervescent tablet
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Effer-Bostacet

Vién nén sui bot

Paracetamol ........... 325 mg
Tramadol HCI .....,.. 3r5mg

Chi dinh, chéng chi dinh, lidu dung ...
xin doe trong & huéng din s dung
Indicalions, contraindications, dosage ...
see the packags insert

Béo quin noi khd, duéi 30°C, tranh
anh séng

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

DE XA TAM TAY CUA TRE EM

DOC KY HU'ONG DAN SUr DUNG
TRUGC KHI DUNG

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

BOSTON PHARMA

k rong Dang Khoa

A Qui cach: 104 x 99 x 62 mm
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Pacscetamol 108 mg
TramacdcdHCI 37,5 0
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R. - Thuéc bin theo don TO HUGNG DAN SU DUNG
EFFER BOSTACET

(Paracetamol, Tramadol hydroclorid)

THANH PHAN

M&i vién sui pgt Effer Bostacet chira:

- Hoat chdt: Paracetamol...........................325,0 mg
Tramadol hydroclorid............ 37.5mg

- Ta duec: Acid citric khan, Natrihydrocarbonat khan, Natricarbonat khan, Natri saccharin, Aspartam, Povidon K30, Natri
benzoat, vira du 1 vién nén sui bot.

DUQC LUC _
Tramadol la thube giam dau trung wong. It nhit xay ra hai co ché: lién két cua chét goc va chit chuyén héa hoat tinh (M1) véi
thu thé u-opioid receptor va trc ché nhe tai hép thu ciia norepinephrin va serotonin.
Paracetamol (acetaminophen) la chét ha sét giam dau tong hop, din xudt clia p - aminophenol. Co ché tac dung ha sdt va giam
dau gidng nhur acid salicylic va din chét ctia n6 nhung paracetamol khéng ¢ tac dung chéng viém va chdng két tap tiéu chu nhu
acid sahcyllc Paracetamol co tic dgmg lam giam thin nhiét & ngudi bi s6t, nhung khong lam giam than nhi¢t & ngudi binh
thudmg. Thube tac dung lén ving dudi di gdy ha nhiét, toa nhiét ting do gian mach va lam tang luu lugng mau ngoai bién.
Khi danh gié trén dong vét & phong thi nghiém, viéc phm hop paracetamol va tramadol cho thdy chiing ¢6 tac dong hop lue.
DUQC DPONG HQC

Tramadol
Sinh kha dung trung binh cua tramadol hydroclorid khoang 70%. Nong do dinh trong huyét twong dat dugc khoang 2 - 3 gi sau
khi udng.
Ubng thuc ciing voi thire &n khéng c6 su thay ddi nio vé ndng do dinh trong huyét twong hay mic d¢ hip thu cia tramadol
hodc paracetamol, vi thé c6 thé uéng thude ma khong phu thude vao bira an.
Thé tich phén b ctua Tramadol sau khi tiém tinh mach liéu 100 mg trén nam va nir tuong (mg 13 2,6 va 2,9 L/kg. Khoang 20%
Tramadol lién két véi protein huyét tuong.

Tramadol duge chuyén hoa bing nhiéu cach, trong d6 c6 ca CYP2D6. Paracetamol duge chuyén héa chi yéu & gan bing co ché
dong hoc béc nhét va theo 3 cach riéng biét:

*  Kéthop véi glucoronic

o Két hop véi sulfat. W

e Oxy hda thong qua enzyme cytochrome P450

Tramadol va chét chuyén hoa ctia né thai trir chii yéu qua thén.

Paracetamol:
Paracetamol dugc hap thu nhanh chong va hau nhu hoan toan qua duéng tiéu héa.
Paracctamal phén bb nhanh va déng déu trong phén I16n cic mé cua co thé. Khoang 25% paracetamol trong méu két hgp voi
protein huyét tuong.
Nira doi huyét twrong cua paracetamol 14 1,25 - 3 gidy, ¢6 thé kéo dai vai lidu gdy doc hodc & ngudi bénh co thuong ton gan.
Paracetamol bj N - hydroxyl héa bai cytochrom Pyso dé tao nén N - acetyl - benzoquinonimin, mét chat trung gian c6 tinh phan
g cao. Chat chuyen héa nay binh thudng phan (mg véi cac nhom sulfhydryl trong glutathion va nhu vay bi khir hoat tinh. Tuy
nhién, néu uong lidu cao paracetamol, chét Lhuyen hoa nay duge tao thanh véi lugng du dé lam can kiét glutathion cua gan.
trong tinh trang d6, phan (g cua né véi nhom sulfhydryl cua protein gan tang 1én, c6 thé dén dén hoai tir gan.
CHI BDINH
Effer Bostacet duge chi dinh diéu tri cic con dau tir trung binh dén nang.
LIEU LUQNG VA CACH DUNG
Cdch ding
Vién nén sui bot Effer Bostacet dugc dung bing dudmng udng, thude khong bi anh hudng bai thire an.
— Hoa tan vién thudc trong khoang 200 ml nude, udng ngay khi thudc vira tan hét.

Liéu liwrgng
- Nguoi 16n va tré em trén 15 tudi: Liéu t6i da 12 1 dén 2 vién mdi 4 dén 6 gior va khong qué 8 vién trong ngay.
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- Nguoi gia (hon 65 t}:éu). Khéng c6 khéc biét nao vé dd an toan hay tinh chét duge dong hoc gitra cic ngudi diing hon 65 wdi
va nguoi dung it tubi hon.

CHONG CHi PINH

- Khong nén dung Effer Bostacet cho bénh nhén c6 tién sir nhay cam v6i Tramadol, paracetamol, hay bét ctr thanh phan nao
cia thude hodc véi céce thude Oplold Effer Bostacet cling chong chi dinh trong cac truomg hgp ngd dc cép tinh do rugu .
thude ngu. cde chét ma tay, thude giam dau trung wong, thube Opioid va cde thude hudng than.

- Ngudi bi suy gan, suy hé hap ning, tré em dudi 15 tudi, phu nir dang cho con bu.
THAN TRONG
- Nguy co gy co giét khi ding dong thdi voi cac thube SSRI (ire ché tai hip thu serotonin), TCA (céc hgp chét 3 vong), céc

opioid, IMAO, thudc an than hay céc thude 1am giam ngudng co gidt; hay trén céc bénh nhan bj dong kinh, bénh nhén ¢o tién
sur co gidt, hay co nguy co co giat.
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Nguy co gay suy hé hép trén nhitng bénh nhan ¢6 nguy co suy hd héap; dung lidu cao tramadol véi thude 1€, thube mé, ruou.
Than trong khi sir dung dong thoi céc chit tre ché TKTU nhu rugu, opioid, thube té, thue mé, thudc nga va thude an thén.
Bénh nhén bi ting 4p luc ndi so hay chin thuong déu.

Bénh nhan nghién thudc thudc phién vi c6 thé gay tai nghién.

Bénh nhén nghién rugu man tinh va cé nguy co gy djc tinh trén gan.

Viéc ding naloxon trong xir Iy qué liéu tramadol ¢6 thé gy nguy co co giat.

V6i nhimg bénh nhin c6 df thanh thai creatinin dudi 30 ml/phit duge khuyén cao ding khong qua 2 vién cho mdi 12 gid.
Bénh nhén suy gan, suy than.

Khéng diing qud liéu chi dinh

Khéng diing v6i cée thude khéc chira paracetamol hay tramadol.

LAI XE VA VAN HANH MAY MOC

Tramadol 1am giam su tinh téo, do vdy khéng duge ding thude khi ldi tau xe, van hanh may moc va lam viée trén cao.

TUONG TAC THUOC

Diing véi cdc chdt trc ché MAO va tec ché tdi hdp thu serotonin: ¢6 thé 1am ting nguy co xay ra tic dung phy, gdm chimng co
giat va hoi chimg serotonin.

Diing véi carbamazepin: 1am ting dang ké sy chuyén hoa tramadol, 1am giam tac dung giam dau cua tramadol.

Diing véi quinidin: tramadol dugc chuyén hoa thénﬁ_MI (chit chuyén hoa c6 tac dung) bing CYP2D6. Ubng quinidin ciing
voi tramadol s& lam tdng ham lugng cua tramadol. Két qua 1am sang cia tuong tic nay khong ro.

Diing véi cdc chdt thuéc nhém warfarin: phai dinh ky dénh gia thoi gian dong mau ngoai lai do ghi nhan INR (international
normalized ratio — chi s6 binh thudng qudc té) ting & mot sé bénh nhan.

Diing véi cdc chcff e ché CYP2D6; uéng Effer Bostacet cing véi cac chit te ché CYP2D6 nhu fluoxetin, paraxetin va
amitriptylin ¢6 thé 1am han ché chuyén hoa tramadol. W

TAC DUNG KHONG MONG MUON

Thudng gdp (ADR > 1/100): Toan than kho chiu, budn nén, hoa mét chéng mat, budn ngi, ha huyét ap, tim dap nhanh, phat
ban, déi dat, bi dai.

It gdp (1/1000 < ADR < 1/100): Suy ‘nhuqc, mét moi, xﬁc'dc}ng manh. Dau byung, tdo bon, tiéu chay. kho tiéu, déy hoi. kho
miéng, ndn mira. Chan &n, lo ldng, nhim Ian, kich thich, mét ngd, bon chdn. Ngira, phét ban, tang tiét md hoi.

Hiém gdp (ADR < 1/1000): E)au ngue, rét run, ngét hoi chun g cai thude. Mat thang béng co gidt, cang co, dau nua diu, co
co khong ty chu, di cam, ngin ngo, chong mat Kho6 nudt, phin den do xuéit huyét tiéu hoa, ph ludi. Loan nhip tim, dénh
tréng nguc, mach nhanh, téng hodc giam huyét ap. Thiéu méau. Kho tha. Albumin niéu, roi loan tiéu tién, nudc tiéu it, bi tiéu.
Chay mau dudmg tiéu hoa, viém gan, viém mlcng

Cét. truomg hop bao cdo khi dung trarnadol gbm co: tang huyét ap thé dung cac phan img di (g (gom phan img phan v¢, n6i
mé day, hoi chirng Stevens-Johnson), ri loan chirc nang nhan thire, mudn tu sat va viém gan. Cac bt thudng duge béo cao o
phong thi nghiém la creatinine tang cao. Hi ching serotonin (céc triéu chung ctia n6 c6 thé la sét. kich thich, run rav cang
thiang lo 4u) xay ra khi dung tramadol cung véi cac chit chit tic dong dén serotonin nhu céc chét (e che chon loc tai hap thu
serotonin va chit irc ché MAQ. Viéc theo déi giam sat tramadol sau khi lwu hanh trén thi truomg cho thiy né rat hiém khi lam
thay ddi tac dung clia warfarin, ké ca tang thoi gian dong mau.

Théng b#o cho bic si nhimg tic dung khéng mong mudn giip phai khi sir dung thube

PHU NU CO THAI VA CHO CON BU

Phy nit cé thai: Tramadol liéu cao gép 3-5 l4n liéu tdi da cho ngu'or: ¢6 kha ning gy dc cho bao thai chudt nhit, chudt
cong va tho, nhung cho dén nay chua c¢6 nghién ciru kiém chimg day du de khing dinh liéu thudc c6 gdy tén thuong cho thai
nhi hay khéng.vi vdy str dung thude cho phu nir mang thai phai hét sirc cén trong va chi diing thude khi da tinh toan ky giir
héu qua va nguy co giy doc dbi vai thai nhi.

Phy nit cho con bui: Khong nén ding cho phu nir cho con b,

QUA LIEU
Tr:éu chitng

Effer Bostacet 1a thubc phdi hop da thanh phén. Biéu hién 1am sang ctia viée ding thude qué liéu c6 thé la dau higu hay trigu
chimg ctia ngd ddc tramadol, paracetamol hay cua ca hai.

Tramadol: nhimg hdu qua nghiém trong khi qué liéu tramadol ¢6 thé 13 suy ho hép, hén mé, co giat, ngirng tim va tir vong.
Paracetamol': dung liéu rit cao paracctamol cO thé gdy doc trén gan trén mot sb bénh nhan. Cac triéu chimg sém cd thé xay ra
khi gan bi ton thuong do qua lieu paracetamol gom: kich thich dudmg tiéu hoa, chan e'm,'buém ng‘m._ non, kho chiu, nhot nhat,
toat md hoi. Céc triéu chirng nhidm ddc gan c6 thé xudt hién sau 48 deén 72 gir sau khi udng thude.

Xu tri

Qua liu Effer Bostacet ¢6 thé gdy chét ngudi do qué lidu nhidu thubc. Trong khi naloxone giai quyét duge mot sb (khong
phai tit ca) céc triéu chimg do ding qua liéu tramadol, nguy co co giat ciing ting 1én khi ding cling v6i naloxone.

Loc mau khong hy vong gitp duge cho viée ding qua lidu vi n6 thai trir dudi 7% lugng thuf‘)c udng vao trong vong 4 gid loc.
Khi diéu tri qua lidu Effer Bostacet, truéc hét phai dam béo thoang khi. C6 thé gay nén bing co hoc hay ding siro ip-ecac
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néu bénh nhin & tinh trang nguy kich (tiy vao phan xa cua héu va hong). Ubng than hoat (1g/kg) sau khi da lam sach da day.
Lidu dau tién nén uéng théem ciing 1 liu thuc tiy nhe thich hop. Néu ding ]i%u nhéc lai, nén dung xen k& vai thude tdy nhe.
Ha huyét 4p thuomg do nguyén nhan 12 giam thé tich mau va nén b sung dy di. Xir Iy céc yéu t6 gy co mach va cic bién
phép hd trg khic cling cin phai thyc hién. Nén dat ng thong ndi khi quan trude khi thyc hign liéu phép rua da day Vi bénh
nhén bat tinh, va khi can thiét, phai trg ho hap.

— Vi bénh nhén 1a nguoi 16n va tré em, bét cir trudmg hop nao da ubng 1 lugng khong biét paracetamol hogc khi nghi ngd hay
khong chéc chn vé thoi gian diing thude nén xéc dinh nong dg paracetamol trong huyét twong va xir Iy bing acetylcystein.
Néu khong thé dinh lugng va lugng paracetamol da ubng uéc tinh vugt qua 7.5 dén 10 gam dbi v6i ngudi 16n va nguoi
truomg thanh, 150 mg/kg déi véi tré em thi trude hét nén uong N-acetyleystein va tiép tuc cac bién phap xir ly khéc.

BAO QUAN: Noi khé, dudi 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngdy san xuét, Khong sir dung thude qué han sir dung. lé/
DPONG GOI: Ep vi xé AI-ALHGp 5 vi x 4 vién sui bot. Hop 10 vi x 4 vién sii bot.

TIEU CHUAN: TCCS.

DE XA TAM TAY CUA TRE EM
THUOC NAY CHi DUNG THEO PON CUA BAC SI
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

San xudt tai:
_ CONG TY CO PHAN DUQC PHAM BOS TON VIET NAM
Sé 43, Duong s 8, Khu cong nghiép Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam
PT: 06503 769 606 - Fax: 06503 769 601

Binh Duong, ngay 3. thang.. Anam 2012
TONG GIAM POC




