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Thanh phin MBi vién nén bao phim chira:

850 mg
Tichmﬂuuwﬂnndnblamn

Chi dinh, céch diing, chéng chi dinh vi céc thong tin khéc:
Xem trong t& huéng dan sir dung thudc kém theo

Bio quan: Noi khé, dudi 30°C, tranh énh séng.

Tiéu chuén: TCCS

Quy ciich: Hop 10 vi x 10 vién nén bao phim.

SDK/Reg.No.:

DE XA TAM TAY TRE EM_ -
Sb 43, duémg sb 8, KCN Vigt Nam — Singapore, phurdmg Binh Hoa,
thanh phd Thuén An, tish Binh Duong.

PARACETAMOL 650

Paracetamol 650 mg

Hgsd't/
Bldu tri cdc tridu chiing dau tirnhe dén vira ¥

compooiﬂon Each film-coated tablet contains:
650 mg
Emlphm- q.s. for 1 film-coated tablet.
Indi ation, and other
information:
See the package insert.

Storage: Store In a dry place, below 30°C, protect from light.
Specification: In-house.
Packing size: Box of 10 blisters x 10 flm-coated tablets.

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

Manufacturer: BOSTON VIETNAM PHARMACEUTICAL JSC
No. 43, No. Sroe, Vietnem - Sivgaporo Incustrel Park, inh Hoa Werd,
Thuan An City, Binh Duong Province.

PARACETAMOL 650

Paracetamol 650 mg
Reduce fever v
Reliever of mild to moderate pain ¥

QR code

84 15 X/ Batch No.
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PARACETAMOL 650

Paracetamol 650 mg
Ha sét
Diéu trj cdc trigu ching dau tir nhe dén vita

BOSTON FHARMA CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM

PARACETAMOL 650

Paracetamol 650 mg
Ha sét
Diéu tri cdc trigu chiing dau tir nhe dén vira

BOSTON PHARMA CONG TY CO PHAN DUQ'C PHAM BOSTON VIET NAM

PARACETAMOL 650

Paracetamol 650 mg

Ha sét
Diéu tri cdc triéu chiing dau ti nhe dén vira

BOSTON PHARMA CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM

PARACETAMOL 650

Paracetamol 650 mg

Hasét
Diéu tri cdc trigu chimg dau tir nhe dén vira
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Thanh phdn: M3i vién nén bao phim chira:

F 650 mg

Té dugre vira 3 cho 1 vién nén bao phim.

Chi djnh, céich diing, chéng chi djnh va céc théng tin khac:
Xem trong t& huéng dén sir dyng thude kém theo

Béo quén: Noi khé, dudi 30°C, tranh énh séng.

Tiéu chudn: TCCS

Quy céich: Hop 10 vi x 12 vién nén bao phim.

SBK/Reg.No.:

DE XA TAM TAY TRE EM

DPOC KY HUIONG DAN SUr DUNG TRUOC KHI DUNG

Cor s& sn xudt CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM
643, Gudmg s6 8, KCN Viét Nam - Singapore, phudmg Binh Hoa,

thanh phé Thugin An, tinh Binh Duong.

PARACETAMOL. 650

Paracetamol 650 mg

Haséty
Diéu tri cdc triéu ching dau tiY nhe dén vita ¥

q

Composition: Each film-coated tablet contains:
650 mg

Excipients q.s. for 1 film-coated tablet.
Indications, administration, contraindications and other
information:

See the package insert.

Storage: Store in a dry place, below 30°C, protect from light.
Specification: In-house.

Packing size: Box of 10 blisters x 12 film-coated tablets.

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

- BOSTON VIETNAM PHARMACEUTICAL JSC

PARACETAMOL 650

Paracetamol 650 mg
Reduce fever v
Reliever of mild to moderate pain ¥
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PARACETAMOL 650

Paracetamol 650 mg

Hasét
Biéu tri cdc tridu ching dau ti nhe dén vira

BOSTON PHARMA CONG TY CO PHAN DUGT PHAM BOSTON VIET NAM

PARACETAMOL 650

Paracetamol 650 mg

Hasét
Diéu tri cdc triéu chimg dau tir nhe dén vira

BOSTON FHARMA CONG TY CO PHAN DUQIC PHAM BOSTON VIET NAM

PARACETAMOL 650

Paracetamol 650 mg
Hasét
Diéu trf cdc triu chimg dau tif nhe dén vira

BOSTON PHARKMA CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM

PARACETAMOL 650

Paracetarmol 650 mg
Hasét
Diéu tri cdc tridu ching dau tir nhe dén vira
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PARACETAMOL 650

Paracetamol 650 mg

mmnﬁmmwmm
Paracetamol 650 mg
T4 duoc vira 8l cho 1 vién nén bao

Xem trong t& huédmg adin sl dyng thudc kém theo
Bio quin: Noi khd, dudi 30°C, trénh anh sing.
Thiu chudn: TCCS

Quy eich: HOp 01 chal x 200 vién nén bao phim.
SDI/Reg.No.:

SR MR S o o v

Co s 23n xult CONG TY CO PHAN DUQIC PHAM BOSTON VIET NAM
54 43, Auémg 84 8, KCN Vit Nam — Singapore, phudmg Binh Ha,
thinh phd Thulin An, finh Bink Duong

.-

PARACETAMO i} 650

/.

Paracetamol 650 mg

Ha sat’
Didu trj cdc triéu chitng dau tirnhe dén vira

q

PARACETAMOL 650

Paracetamol 650 mg

Storage: Store In a dry place, below 30°C, protect from ight.
Spacification: in-house.
Packing size: Box of 1 boltie x 200 film-coated tablets.

&

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

'VIETHAM PHARMACEUTICAL JSC
Vistam ~Singapare Industrial Park, Binh Hoa Ward
Duong Provinca.
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BOSTON PHARMA AMA BOSTON PHARMA

Thanh phdn/ Composition:M3i vién nén bao phim
chira:Paracetamol 650 mg. T4 dugc vira di cho 1
vién nén bao phim/ Each film-coated tablet contains:
Paracetamol 650 mg. Excipients q.s. for 1 film-coated
tablet.

Chi djnh, cach diing, chéng chi dinh va cac thong
tin khéac/ Indications, administration, contraindica-
tions and other information: Xem trong t& hwéng
dén sir dyng thude kém theo/ See the package insert.
Bao quan/ Storage: Noi khd, dudi 30°C, tranh anh % OR code
séng/ Store in a dry place, below 30°C, protect from - @

Tiéu chuén/ Specification: TCCS/ In-house.
SDK/Reg.No:

86 16 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:

light.
Paracetamol 650 mg
Haséty’ Corsér sdn xudit:
DE XA TAM TAY TRE EM Biéu tri cde triéu ching dau tirnhe dén vira CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM

DOC KY HUONG DAN SUF DUNG TRUG'C KHI DONG

56 43 dudng sb 8, KCN Viét Nam-Singapore, Phuémg Binh Hoa,
q Thanh phé Thusin An, Tioh Binh Duomg.
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HUGNG DAN SU DUNG THUOC

c6 PHAN Y PARACETAMOL 650

. DUGG PHAM

Mdi vién nén bao phim PARACETAMOL 650 c6 chira:
Thanh phan hoat chit:
Paracetamiol] ...........coiieiieeieic e 650 mg

Thanh phan td dwec: Pregelatinized starch, natri croscarmellose, povidon K30, colloidal
silicon dioxyd, magnesi stearat, HPMC 606, PEG 6000 bdt min.

DANG BAO CHE
Vién nén bao phim.

M& ta san phém: Vién nén hinh caplet, bao phim mau tring, hai mat khum, mét mat cé gach
ngang, mot mat c6 chit “PARALMAX?”, canh va thanh vién lanh lin.

CHI PINH

PARACETAMOL 650 duoc ding dé:
—  Diéutr cac triéu chimg dau tir nhe dén vira.
—  Hasbt.

LIEU DUNG, CACH DUNG

Liéu diing

Ngueoi [6n va tré em tir 15 tudi tré 1én (cdn ndng trén 50 ke):
Lidu dung: 1/2 - 1 vién/ngay (325 — 650 mg/ngay), mdi 4 — 6 gid, tdi da 3 g/24 gio.

Tranh ding paracetamol lidu cao trong thoi gian dai vi ting nguy co tén thuong gan.
Bénh nhan suy thdn
Trong truomg hop suy than, giam Y% lidu.

Ty theo mitc loc ciu than, liéu ding dugc didu chinh theo bang dudi:

Mikc Igc ciu thin Liéu ding
10 — 50 ml/phuit 500 mg méi 6 gidv
< 10 ml/phat 500 mg mdi 8 gidy

Do liéu dung khéng pht hop nén sir dung dang bao ché khac c6 ham lwong phu hop véi nhém
bénh nhén nay.
Bénh nhdn suy gan

Trong truong hop suy gan, lidu t6i da 2 g/24 gid va khoang cach giita hai lan ubng thube phai
cach nhau it nhét 8 gid (xem muc Cdnh bdo va thdn trong khi diing thuoc)

Tré em
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Liéu dung can cit trén trong luong co thé. Tudi cua tré em dua vao cén ning dé dua ra théng
tin.

Liéu khuyén~céo mdi ngay chia paracetamol 1a 60 mg/kg/ngay, chia 1am 4 hodc 6 lan/ngay hay
15 mg/kg moi 6 gid hodc 10 mg/kg moi 4 gio.

Khoang cich giita hai 1an ubng thudc phai cach nhau it nhét 4 gid, khéng duoc vuot qua 5

vién/ngay
Trong lweng co thé B Khogl.lg}cacl‘l gitra e s x
z. Liéu moi lan moi lan dung Liéu toi da moi ngay
(tuoi) £
thuoc
22 kg dén 33 kg 1/2 vién P 2/3 vién
; 3 — 6 gio
(Tré em tir 6 dén 9 tudi) (325 mg) - (1300 — 1900 mg)
1/2 vién .
. 4 giv
33 kg dén 43 kg (325 mg) 3 —4 vién
(Tré em tir 10 tudi tr& 1én) 1 vién " (1950 - 2600 mg)
10
(650 mg) .
Trén 43 kg 1 vién . 4 vién
. e 4 -6 gio
(Tré em 13 tuoi trg 1€n) (650 mg) (2600 mg)
Cich ding ]

Dung bang duong uong, uong nguyén vién hodc chia nhé thude véi mot coc nude diy.

Khi dimg dong thoi, thire dn lam giam nhu dong va thoi gian véan chuyén qua dudng ti€u hoa,
lam tang thoi gian hip thu paracetamol. D& giam dau nhanh, nén dung thube khong ciing véi
bira &n dédc biét la nhitng thiic an chira carbohydrat.

CHONG CHIi PINH

Bénh nhan qua man véi paracetamol hodc bét ctr thanh phén nao cta thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Béc si cdn canh bao bénh nhan v& cdc phan tmg phu nghiém trong trén da, mac du ti 1€ méc
phai 1a khéng cao nhung nghiém trong, thdm chi de doa tinh mang bao gom hdi chiing Stevens
- Johnson (SJS), hoi chimg hoai tir da nhiém ddc: toxic epidermal necrolysis (TEN) hay hoi

chiing Lyell, hoi chimg ngoai ban mun mi toan than cip tinh: acute generalized exanthematous
pustulosis (AGEP) véi céc triéu chirng dugc mo ta nhu sau:

— Hoi chitng Stevens- Johnson (SJS): la di img thube thé bong nuée, bong nude khu tra &
quanh cac héc tu nhién: mat miii, miéng, tai, bd phan sinh duc va hau mén. Ngoai ra ¢ thé
kém sbt cao, viém ph01 1i loan chirc nang gan than. Chan do4n hoi chimg Stevens-Johnson
(SIS) khi c6 it nhét 2 héc tir nhién bi tén thuong.

—  Hoi chimg hoai tir da nhiém doc (TEN): 14 thé di ung thudc ning nhét, gom:

+  Céc tbn thuong da dang & da: ban dang sdi, ban dang tinh hong nhiét, hdng ban hoic
céc bong nudc biing nhiing, cac tén thwong nhanh chéng lan téa khip ngudi;

+ Tén thuong niém mac mét: viém gidc mac, viém két mac mu, loét giac mac.

+  Ton thuong niém mac duodng tiéu hoa: viém miéng, trot niém mac miéng, loét hau, hong
thuc quan, da day, rudt;
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+  Ton thuong niém mac dudng sinh duc, tiét niéu.

+ Ngoai ra con co céc tri¢u ching toan thén trdm trong nhu sdt, xudt huyét duodng tiéu
héa, viém phéi, viém cau than, viém gan...ty 18 tir vong cao 15 — 30%.

—  HOo1 chitng ngoai ban myn mu toan thén cap tinh (AGEP): mun mu v6 triung nho phat
sinh trén nén hong ban lan rong. Toén thuong thuong xuét hién & cac nép gap nhu nach, ben va
mét, sau d6 c6 thé lan rong toan than. Triéu chimg toan than thudng c6 1a sot, xét nghiém mau
bach cau mui trung tinh ting cao.

Thén trong khi dung paracetamol, tranh diéu tri kéo dai & bénh nhan thiéu mau, bénh tim hodc
ph01 roi loan chirc nang gan, than nang (c6 thé sir dung khong thuong xuyén nhung diéu tri
lidu cao kéo dai s& lam ting nguy co xuét hién céc tac dung khong mong muodn trén thén).

Ubng nhiéu ruou va str dung paracetamol trong thoi gian dai c6 thé gay tiang doc tinh trén gan
vi vdy nén tranh udng rugu.

Nhimg nguoi nghién rugu mén tinh, khong nén dung qua 2 g paracetamol/ngay.
Thén trong khi ding paracetamol cho bénh nhén suy dinh dudng man tinh hodc mét nudée.

Pi c6 bao céo vé phan tng co thit phé quan nhe & nhimg bénh nhan hen suyén nhay cam véi
acid acetylsalicylic, can thén trong khi dung paracetamol ¢ nhirng bénh nhan nay. Mac du chi
xdy ra & mdt so it bénh nhan nhung c6 thé gy ra phan tmg nghiém trong trong mot sé trudng
hop dic biét 1a khi dimg lidu cao.

Str dung dong thoi paracetamol véi cac thude chdng co git s& 1am tang kha nang gay doc cho
gan va giam sinh kha dung cua paracetamol, dédc biét khi diéu tri vai liéu cao, do d6 nén han
ché ding paracetamol khi dang diéu tri véi cac thude nay.

Thén trong khi dung ddng thoi paracetamol véi flucloxacillin do tdng nguy co nhiém toan véi
khoéng trong anion cao (HAGMA), dic biét & bénh nhan suy thdn ning, nhiém tring mau, suy
dinh dudng va cac nguyén nhan khic gay thiéu hut glutathion (nhu nghién rugu man tinh),
ngudi sit dung liéu paracetamol t6i da hang ngay. Cin theo doi chit ché, bao gbm do 5-
oxoprolin trong nuéc tiéu.

Khéng nén sir dung thude véi cac ché phdm khéc c6 chita paracetamol, nhu thuéc tri cam cam.
Néu dung mot loai thubc khac chira paracetamol, khong dung qua 3 g/ngay, tinh theo ham lugng
clia tit ca c4c loai thubc ma bénh nhan sir dung.

Str dung dong thoi nhidu san phdm c6 chira paracetamol c6 thé gay ngd doc (xem muc Qud liéu
va xu tri).

Di c6 bdo céo vé truomg hop gdy doc cho gan véi lidu dudi 4 g/ngay.

Céc doc tinh lién quan dén paracetamol duoc tao ra khi dung mot 1dn hodc nhidu 14n vuot qua
liéu quy dinh.

Xét nghiém 1am sang: Paracetamol ¢6 thé 1am thay dbi gia tri cua phép phén tich xac dinh acid
uric va glucose.

Tré em: Khong nén ding paracetamol cho tré em dudi 6 tudi (cin ning < 22 kg). Nén sir dung
ché phim khac phii hop hon.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

Cac nghién ciru dich té hoc & phu nit mang thai khéng cho thdy bat ky tac dung khéng mong
mubn nao lién quan dén paracetamol & lidu duoc khuyén c4o, nhung bénh nhan vAn nén tham
khao ¥ kién ctia bac si trude khi sir dung.
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Céc nghién ctru sinh san cho thdy khong cé di tat hodc tac dung gély ddc nao cho thai nhi. Cac
nghién ctru dich t& hoc & phu nit mang thai khéng cho thy bét ky tac dung khéng mong muon
nao lién quan dén paracetamol & lleu duoc khuyén cdo, nhung céc nghién ctru dich t& hoc vé su
phét trién thin kinh cta tré em tiép xuic voi paracetamol trong tir cung cho thdy két qua khong
thuyet phuc. Néu can thiét vé mat 14m sang, & diéu kién sir dung binh thuong, paracetamol c6
thé duoc sir dung trong thoi ky mang thai, sau khi dénh gia 1oi ich- -nguy co.

Phu nit cho con bu

Mac du trong stra me do dugc ndng d6 t6i da 10 dén 15 g/ml (tir 66,2 dén 99,3 umol/l) sau 1
hodc 2 git khi ngudi me uong mét liéu duy nhat 650 mg, nhung khong phat hién thiy
paracetamol va cac chat chuyén héa trong nude tiéu cia tré so sinh. Thoi gian ban thai trong
sita me 1,35 dén 3,5 gio. Khéng c6 tic dung khong mong mudn di duge bio cdo & tré em. Co
thé dung paracetamol cho phu nit cho con bu tuy nhién khong dugc vuot qua liéu khuyén céo.
Cén than trong trong trudmg hop dung kéo dai.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Paracetamol khong gy anh hudng hodc anh huéng khéng dang ké dén kha nang lai xe va van
hanh mdy méc. Tuy vy, bénh nhan van nén than trong néu c6 st dung thube trude khi 14i xe
hodc van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Thube chéng dong mdu dwong udng (acenocoumarol, warfarin): Ding paracetamol kéo dai voi
lidu 16n hon 2 g/ngay cung véi loai thube nay lam tang tac dung chbng déng mau, do giam tong
hop cac yéu t6 thiic diy dong méau dudng ubng & gan. Do dit liéu 1am sang chua rd rang voi
lidu dudi 2 g/ngay nén paracetamol duogc xem 1a phuong phap diéu trj thay thé cho viéc st dung
salicylate & nhitng bénh nhén dang diéu tri bang thude chéng déng mau.

Rurgu: Lam ting ddc tinh cua paracetamol, do paracetamol kich thich gan san xuit cac san phim
gdy doc cho gan.

Thudc chéng co gidt (phenytoin, phenobarbital, methylphenobarbital, primidone): Giam sinh
kha dung cua paracetamol, ciing nhu ting doc tinh cho gan khi ding qué liéu, do cam ung
chuyén hoa & gan.

Thuoc loi tiéu quai: Paracetamol c6 thé 1am giam bai tiét prostaglandin qua thén va hoat dong
renin trong huyét twong, do d6 1am giam tac dung cua thude loi tiéu.

Isoniazid: Giam d thanh thai cua paracetamol, [am ting tac dung va/hoic déc tinh ctia thude
do trc ché chuyén hoa ¢ gan.

Lamotrigine: Giam dién tich dudi duong cong (20%) va thoi gian ban thai (15%) cua
lamotrigine, tic ché tdc dung cia lamotrigine do kich thich chuyén hoa & gan.

Metoclopramoid va domperidon: Tang hap thu paracetamol & rudt non do tac dung 1am rong
da day cua thube.

Probenecid: Lam ting nhe hiéu qua diéu tri ciia paracetamol.

Propanolol: Propanolol tic ché hé théng enzym chiu trach nhiém cho qué trinh glucuronid hoa
va oxy hoa paracetamol. Lam ting cuong hoat dong ctia paracetamol.

Rifampicin: Tang d6 thanh thai ctia paracetamol do gdy cam tmg chuyén héa & gan.

Nhua trao doi ion (cholestyramin): giam hép thu paracetamol, ¢6 thé vrc ché tac dung cta thube
do ¢b dinh paracetamol trong rudt.
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Flucloxacillin: Than trong khi ding d6ng thdi paracetamol véi ﬂuconacﬂhn do ting nguy co
nhiém toan vé6i khoang tréng anion cao, dic biét & nhimg bénh nhan c6 cac yéu t nguy co (xem
Muc Canh bdo va than trong khi dimg thubc)

TAC DUNG KHONG MONG MUON

Cac tac dung khong mong mudn dwoc béo cdo nhiéu nhét trong thoi gian stir dung paracetamol
la: nhiém déc gan, nhiém dgc than, thay dbi cong thirc mau, ha duomg huyét va viém da di ung.

Rét hiém trudong hop phan ing da nghiém trong dugce bao cdo.

Tan suit dugc phén loai nhu sau: Rét thudong gap (> 1/ '10), thuong gép (= 1/100 dén < 1/10), it
gip (= 1/1.000 dén < 1/100), hiém gip (> 1/10.000 dén < 1/1. 000) rat hiém gap (<1/10.000),
chua 15 (khong thé udc tinh tir dir lidu c6 san).

HEé co quan Tén suit TAc dung khéng mong mudn
Roi loan m4u va hé bach | Hiém gip Ha huyét ap
huyét

Rét hiém gip Giam tiéu cau, mat bach ciu hat, giam bach
cau, _giam bach cau trung tinh, thiu m4u tan
huyét.

Roi loan gan méat Hiém gap Tang ndng dd men gan transaminase

Rét hiém gip | Nhiém doc gan (vang da)

Roi loan chung va tai chd | Hiém gip Khé chiu

Rét hiém gap Phan tmg qua man tir phat ban trén da hoic
ndi may day dén séc phan vé.

Réi loan chuyén hod va Rét hiém gap | Ha duong huyét
dinh dudng

Réi loan thén va tiét niéu | Rét hiém gdp | Pdi mu vé tring (nudc tiéu duc), tic dung
phu dbi véi than (xem phdn Canh bdo dic
bigt va thdn trong khi dimg thuéc)

Réi loan trén da va mé Ré4t hiém gdp | Phan Ung da nghiém trong
dwdi da

Bdo cdo ADR

Viéc bdo cdo cac phan tng c6 hai dugc nghi ngd clia thmf)c sau khi liru hanh rét quan trong, né
cho phép theo doi lién tuc ty 1€ giira loi ich/ rui ro cua thuoce. Cac chuyén gia y té tién hanh céng
b cac phéan tmg c¢6 hai duge nghi ngd théng qua hé théng bao céq quéc gia vé thong tin thude
va theo d6i phan tmg c6 hai ctia thude (Trung tdm DI & ADR Qudc gia).

QUA LIEU VA XU TRi

Qus lidu

Céc tri€u ching qua lidu bao gom chong mit, ndn mira, an maét ngon, vang da, dau bung va suy

than va gan. Néu udng qu4 liéu, bénh nhan cin dwoc diéu trj ngay tai co sd y té, ngay ca khi
khdng c6 triéu chimg hozc dau hiéu nao dang k&, mic du nhiing triéu chimg hozc dau hiéu nay
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gdy tir vong nhung thuong khong biéu hién ngay sau khi uong ma xuat hién sau ngay thir ba.
Tir vong c6 thé xay ra do hoai tir gan. Tuong tu, suy than cp c6 thé xudt hién.

Qué liéu paracetamol dugc danh gia theo bén giai doan, bat dau tir thoi diém ding thube qua
lidu:

Giai doan 1: (12-24 gi®): Budn ndn, ndn, toat md hdi va chéan n.

Giai doan 2 (24-48 gid): Cai thién 1am sang; Nong d6 AST, ALT, bilirubin va prothrombin bt
déu tang.

Giai doan 3 (72-96 gi®): Thoi diém cao ctia nhiém doc gan ; gia tri AST 20.000 xuét hién.
Giai doan 4 (7-8 ngay): Phuc hdi.

Nhiém ddc gan xuét hién. Liéu giy doc t6i thiéu 6 g & ngudi 16n va hon 100 mg/kg cén nang &
tré em. Lidu 16n hon 20-25 g c6 kha nang gdy tur vong. Cac triéu ching nhiém ddc gan bao goém
budn ndn, nén, chan in, kho chiu, d6 md hoi, dau bung va tiéu chay. Nhiém doc gan khong biéu
hién dén 48-72 gio sau khi udng. Sau khi uong, néu liéu 16n hon 150 mg/kg hoidc khong thé xac
dinh lidu, nén Jdy mau acetaminophen huyét thanh sau 4 gio. Trong truong hop nhiém doc gan,

thuc hién nghién ctru chie ning gan va 13p lai nghién ctru sau 24 gio. Suy gan dan dén bénh Iy
ndo, hén mé va tir vong.

Sau khi uong khoang 4 gio, néng do paracetamol trong huyet twong 16n hon 300 mg/ml, ¢6 lién
quan dén tén thuong gan 6 90% bénh nhén. Diéu nay bét dau xay ra sau 4 gid, khi nong do
paracetamol trong huyét twong thip hon 120 mg/ml hay nhé hon 30 mg/ml 12 gid sau khi udng.

St dung kéo dai vai 11eq 16n hon 4 g/ngay d4n dén nhidm ddc gan nhét thoi. Than bi hoai tir,
ong than va co tim co thé bi ton thuong.

Xir tri
Cén rira da day trong moi trudmg hop, tot nhét trong vong 4 gid sau khi ubng.

Thubc giai doc dic hiéu cho doc tinh do paracetamol tao ra: N-acetylcystein 300 mg/kg N
(twong duong 1.5 ml/kg dung dich 20% trong nuée; pH: 6,5), tiém tinh mach, khuyén cdo trong
thoi gian 20 gior 15 phit, theo so db sau:

Ngueoi lon

Liéu dung nap: 150 mg/kg (twong dwong 0,75 ml/kg dung dich N-acetylcystein 20% trong
nudc; pH 6,5) tiém tinh mach chdm hodc pha loang trong 200 ml dextrose 5%, trong 15 phut.

Liéu duy tri:

Ban dau la 50 mg/kg (tuong duong vai 0,25 ml/kg [dung dich N-acetylcystein 20% trong nudc;
pH: 6,5) trong 500 m1 dextrose 5% bang céch truyén tinh mach chdm trong 4 gio.

Sau do, 100 mg/kg (twong dwong 0,50 ml/kg dung dich N-acetylcystein 20% trong nuée; pH:
6,5) trong 1.000 ml dextrose 5% truyén tinh mach chim trong 16 gio.

Trée em

Thé tich cua dung dich truyén dextrose 5% nén dugc diéu chinh dura trén tudi va cén ning cia
tré, tranh tic nghén mach méu phdi.

Thude giai doc dat hiu qua t6i da khi dugc ding trong 4 gio sau khi nhiém doc, hiéu qua nay
giam dan sau 8 git va hét tac dung sau 15 gi&r ki ubng ruou.

Str dung dung dich 20% N-acetylcystein 20% trong nuéc c6 thé bi gian doan khi két qua x¢ét
nghiém méu cho thiy ndng dé paracetamol trong méu khong thé phat hién va phuc héi nong do
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transaminase va cdc ddu hidu tién lugng khac (nhu: creatinin, lactat, pH, prothrombin/INR,
phosphat) .

Tdc dung phu cua tiém tinh mach N-acetylcystein

Hiém khi: quan sat thay phat ban va s6¢ phan vé, thudng trong vong 15 phut dén 1 gior ké tir
khi bt diu tiém.

Thubc giai doc N- acetylcystein phai duge dung bang dudng ubng trong vong 10 gid sau khi
dung qua lidu. Liéu khuyén cdo cua thude giai doc cho nguoi 16n la:

Liéu khoi ddu 140 mg/kg thé trong.
17 liéu, 70 mg/kg trong luong co thé, mdi 4 gidr mot lidu.

MB3i liu dugc pha lodng 5% véi dd udng cola, nude nho, nuée cam hodc nuéde trude khi dung
do mui kho chiu va dac tinh gy kich timg hoic xo cimg cua N-acetylcystein. Néu liéu bi nén
trong vong mot gio sau khi dung, nén lap lai liéu d6. Néu can thiét, thubc giai doc (pha lodng
v6i nude) o6 thé duoce ding qua dng ndi khi quéan cia ta trang.

PAC TINH DUQC LUC HQC

Ma ATC: N02BEO1

Nhém duoc ly: Thube giam dau va ha nhiét khac-nhém anilid
Co ché hoat dong

Paracetamol 1a m6t loai thube giam dau va ha sét.

Chua 16 co ché hoat dong chi yéu cua paracetamol, mic dii n6 hoat dong & hé thong thin kinh
trung wong va & mic d6 thip hon, ngan chin viée tao ra céc xung dong dau & cap do ngoai vi.

Paracetamol 1am tang ngudng dau bang cach trc ché tong hop prostaglandin, bang cach ngan
chén cyclooxygenase & hé than kinh trung wong (cu thé 1a COX- -3). Tuy nhién, paracetamol trc
ché khong dang ké cyclooxygenase & cic md ngoai vi.

Acetaminophen kich thich con dudng hoat dong serotonerglc giam dén ngin chin vige truyén
cac tin hiéu cam thu dau den tiy song tir cac md ngoai vi. Trong trudng hop nay, mot s6 dit liéu
nghién ctru cho thdy ring khi sur dung cdc chat dbi khang cua cac phan nhém thu thé
serotonergic khac nhau tiém vao tiy séng c6 kha ning lam mét tac dung chéng hip thu cta
paracetamol.

Tac dung chéng than nhiét c6 lién quan dén su e ché tong hop PGE1 & ving dudi ddi, co quan
diéu phdi sinh Iy ctia qué trinh didu hoa than nhiét.

PAC TINH DUQC PONG HQOC
Hdp thu
Sinh kha dung ctia paracetamol khi uéng 75-85%.

Paracetamol hap thu nhanh va hoan toan. Nong d6 tdi da trong huyét twong dat duoc tiy theo
dang dwoc chat véi thoi gian tir 0,5 dén 2 gio.

Phén bé

Murc do gan két véi protein huyét twong 10%. Thoi gian dat dwoc hiéu qua tdi da 1-3 gioy va
thoi gian tac dung 3-4 gio.

Chuyén hod

Su chuyen hoa cua paracetamol tac dong dau tién & gan, theo duoc dong hoc tuyen tinh. Tuy
nhién, tuyén tinh nay bién mét khi dung liéu cao hon 2 g. Paracetamol duogc chuyén héa chu
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yéu & gan (90- -95%), dugc thai trir chu yéu qua nude tiéu dudi dang lién hop véi acid glucuronic,
va mitc dd thap hon véi acid sulfuric va cystein; du6i 5% duoc thai trir dudi dang khong dbi.

Liéu cao s& béo hoa céc co ché chuyén hoa thong thuong & gan, din dén viéc sur dung céc con
duong chuyén hoa thay thé 1am phat sinh céc chat chuyén héa gay doc cho gan than, do su suy
giam glutathion.

Thai trir
Thoi gian ban thai 1,5 — 3 git (ting trong truong hop dung qua liéu va bénh nhén suy gan,
ngudi cao tudi va tré em)

Suy than: Truomg hop suy than ning (d9 thanh théi creatinin < 10 ml/phut), qud trinh dao thai
pava cac chit chuyén héa cua paracetamol bi cham lai.

Ngudi cao tudi: Kha ning lién hop khong thay dbi. Thoi gian ban thai cua paracetamol tang
Ién.

QUY CACH PONG GOI

Ep vi AUPVC. Hop gidy chira 10 vi x 10 vién nén bao phim kém theo t& huéng dan st dung.
Ep vi AI/PVC. Hop gidy chira 12 vi x 10 vién nén bao phim kém theo t& huéng din sir dung.
Chai PET. Hop 01 chai x 200 vién nén bao phim kém theo t& huéng dan sir dung.

HAN DUNG

30 thang (ké tir ngay san xuét), khong ding thude qua han dung.

3 théng (k& tir ngdy md nép chai) (D4i véi quy cach déng géi: Chai 200 vién)

PIEU KIEN BAO QUAN a
Béo quan noi khd, dudi 30°C, tranh anh sang. ); )
TIEU CHUAN CHAT LUQNG 7

Tiéu chuén co so.
TEN, PIA CHI CUA CO SO SAN XUAT
Co s6 san xudt: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: 86 43, Puong sb 8, KCN Viét Nam - Singapore, phuong Binh Hoa, thanh phé Thuén
An, tinh Binh Duong, Viét Nam.

NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUGNG DAN SU DUNG THUOC
Binh Duong, ngay Aly...thang .0l néiim. 343
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