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bOoC KYHUONG DANSU DUNG TRUOC KHI DUNG.
DE XA TAM TAY TRE EM.

THONG BAO NGAY CHO BAC ST HOAC DUQC ST NHUNG QJ;UNG KHONG MONG MUON GA (
SU DUNG THUOC. . AP PHAI KHI

THANH PHAN: Paracetamol (acetaminophen) 500 mg va ta duoc gdém: Natri starch glycolat A, tinh bdt ngd, povidon
K30, natri lauryl sulfat, silic dioxyd dang keo khan, talc, magnesi stearat, hydroxypropyl methylcellulose, polyethylen 400,
propylen glycol, titan dioxyd, mau hd ponceau 4R lake vira dii 1 vién nén bao phim.

MO TA SAN PHAM: Thubc duogc san xuét & dang vién nén bao phim (vién nén dai bao phim, mau hdng, mot mit ¢ khéc
chir “BVP”, mdt mit tron).

QUI CACH PONG GOI:
Hop | chai 100 vién (chai nhua HDPE).

THUOC NAY DUNG CHO BENH Gi?

Thudc duge dung dé:

- Lam giam céc triéu chimg dau cép tinh va man tinh nhu: Pau diu, dau ring, dau bung kinh, dau than kinh, dau khép va
dau co.

- Ha st & bénh nhan bi cam, cim hay nhiimg bénh c6 lién quan t6i sot.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG?

Liéu lwgng:

- Nguoi lon va tre em trén 12 tudi: Udng tir | - 2 vién mi 4 dén 6 gios (t6i da 8 vién/24 gid).

- Tréem tir 7 - 12 tudi : Udng 1/2 vién dén 1 vién mdi 4 dén 6 gio. (ti da 4 liéu/24 giv).

Khéng dugc dung qué lidu chi dinh, khong dung chung véi cac thude khac c6 chira paracetamol.

Khéng dung paracetamol dé tu diéu tri giam dau qua 10 ngay ¢ nguoi l6n hodc qua 5 ngay ¢ tré em, trir khi co sy huéng
din cua thiy thudc.

Khong dung paracetamol dé tu diéu tri s6t cao (trén 39,5°C), sét kéo dai qua 3 ngay hodc sdt tai phat, trir khi ¢6 sy huéng
dan cua thay thude.

Cich ditng: Thude dung qua duong uéng.

KHI NAO KHONG NEN DUNG THUOCNAY ? ’ ',
- Qua man cam v6i paracetamol hay véi bat cir thanh phan nao cua thudc.

- Ngudi bénh thiéu hut Glucose- 6 - phosphat dehydrogenase.

- Ngudi bénh nhiéu lan thiéu mau hay c6 bénh tim, than hodc gan.

TAC DUNG KHONG MONG MUON CUA THUOC:

- Ban da va nhirng phan tng di img khac thinh thoang xay ra. Thuong la ban do hodc may day, nhung doi khi nang hon va
¢6 thé kem theo sot do thude va thuong ton niém mac. Ngudi bénh min cam véi salicylat hiém man cam véi paracetamol va
nhimg thudc lién quan. ) o

- Trong mt s6 it truong hop, paracetamol da gdy giam bach cdu trung tinh, giam tiéu cdu va giam toan th§ huyét 'céu.

- {t khi gip budn ndn, ndn. Loan tao méau (giam bach ciu trung tinh, giam toan thé huyét cau, giam bach cau), thiéu mau.

- Lam dung dai ngay c6 thé gy ddc tinh trén than.

- Hiém khi gap cac phan Umg qua man.

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU DUNG THUOC NAY?

- Nén tranh hoic han ché udng rugu trong thoi gian dung thude vi c6 thé 1am ting doc tinh trén gan.

- Nén tranh dung két hop véi céc loai thude liét ké sau vi c¢6 thé giy tuong tac: Coumarin, cic dan chit indandion,
phenothiazin, cholestyramin, cloramphenicol, cic thube chdng co gidt (phenytoin, barbiturat, carbamazepin) isoniazid.

CAN LAM Gi KHI MOT LAN QUEN I\HONG DUNG THUOC 2
Néu quén mot 1 an khong dung thudc thi udng bu ngay mot liéu thudc khi ban nhd ra, ngoai trur lic do da sat gan thoi diém

phai udng liéu thude tiép theo. Khong duge udng 2 liéu thude cing mot luc. Cac lidu thude con lai nén udng cho dung gio.

o
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CAN BAO QUAN PHY AY NHU THE NAO ?
Thudc nay can “baoqua noiwhi

Cac triéu ch g4qua @é}l Fpaifd&eta gl|bao gdm: Téi nhot, budn nén, nén, chan 4n va dau bung. Tén _thuong gan c6 thé biéu
[hlen ro 12 - hugc. Trong truong hop ngo ddc tén thuong gan ning, c6 thé tién trién thanh bénh nio,
10N mé va tur \

CAN LAM Gi KI=RUNGH /OC QUA LIEU KHUYEN CAO ?
Néu nhu 15 dung thudc qua liéu can bao cao ngay voi bac si cuia ban hay dua dén co so y té gan nhét dé duoc xt tri thich
hop.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY '

- Paracetamol tuong dbi khéng doc véi lidu diéu tri, tuy nhién déi khi cling c¢6 nhing phan (mg ngoai da nhu ban dat, san
ngira va may day. Khi dung kéo dai véi liéu 16n 6 thé gdy giam tiéu cdu, giam bach cau va giam toan thé huyét cau.

- Dung than trong cho nguoi c6 bénh thiéu mau tir trude, vi chung xanh tim c6 thé khong biéu 16 13, mic dau co nhiing
nong dé cao nguy hiém cua methemoglobin trong mau.

- Khéng dugce sur dung thém cac thude khéc c6 chira paracetamol trong thoi gian ding thudc dé tranh qua lidu.

- Thude nén dugce dung than trong & ngudi suy chirc ning gan va than, can theo ddi chic nang than khi sir dung dai ngay
hodc khi bi suy than.

- Thudc chira paracetamol lidu cao khong nén suir dung cho tré em duéi 7 tu01

- Can than trong vai cac phan tng phu nghiém trong trén da mic du ti 1¢ méc phai la khong cao nhung nghiém trong, thim
chi de doa tinh mang bao gdm hdi chimg Steven — Johson (SJS), hoi ching hoai tir da nhiém doc (TEN: toxic epidermal
necrolysis) hay hoi chimg Lyell, hoi chimg ngoai ban myun mu toan than cip tinh (AGEP: Acute generalized exanthematous
pustulosis). Triéu ching cac hdi chimg nay duoc mé ta nhu sau:

+ Hoi ching Steven — Johson (SJS): La di mg thudc thé bong nude, bong nude khu tri o quanh cac hdc tu nhién nhu mét,
mili, miéng, tai, by phén sinh duc va hau mon. Ngoal ra c6 thé kém sbt cao, viém phéi, réi loan chic ning gan than. Chén
dodn hoi chimg Steven — Jonhson (SJS) khi ¢6 it nhat 2 hdc tu nhién bj ton thuong.

+ Hoi chu‘ng hoai tir da nhiém doc (TEN): la thé dj Gmg thude ning nhat gdm:

o (Cac ton thuong da dang & da: Ban dang sdi, ban dang tinh héng nhiét, hdng ban hoic céc bong nuéce bung nhung,
céc ton thuong nhanh chong lan toa khap ngudi

o Tén thuong niém mac mét: Viém gidc mac, viém két mac mu, loét gidc mac.

¢  Ton thuong niém mac duong tiéu hoa: Viém miéng, trot niém mac miéng, loét hau, hong, thuc quan, da day, rudt.

o Ton thuong niém mac dudng sinh duc, tiét niéu.

o Ngoai ra con c6 céc tridu chimg toan than tram trong nhu sét, xuit huyét dudng tiéu hoa, viém phdi, viém cau than,
viém gan...ty 1¢ tir vong cao 15 — 30% L

+ Hoi chimg ngoai ban mun mu toan than cép tinh (AGEP): Mun mu vo tring nho phat sinh trén nén hong ban lan rong.
Tén thuong thuong xuét hién & cac nép gap nhu nach, ben va mit, sau d6 c¢6 thé lan rong toan than. Triéu ching toan than
thuong c6 1a sot, xét nghiém mau bach cau mui trung tinh ting cao. .

- Khi phat hién nhimng dau hiéu phat ban trén da dau tién hodic bt ky ddu hiéu phan (mg qua man nao khac, bénh nhan can
phai ngimg sur dung thube. Nguoi d timg bi cdc phan (g trén da nghiém trong do paracetamol gdy ra thi khong dugc dung
thudc tro lai va khi dén kham chira bénh can phai théng bao cho nhén vién y té biét vé van dé nay.

- Céc nghién curu trén nguoi va dong vat van chua xéac dinh dugc nguy co cua paracetamol dbi véi thai ky hodc su phat tnen
cua phoi thai. Nghién ciru ¢ nguoi me dung paracetamol sau kh1 dé cho con bu, khong thdy c6 tac dung khong mong mudn
nao ¢ tré nho b me.

- Thudc khong gdy anh huong gi cho ngudi 1ai xe hodic van hanh may méc.

KHI NAO CAN THAM VAN BAC Si ? \ L
Khi ban co diéu chi thac mac hodc can biét thém thong tin, dirng ngan ngai hoi ngay y kién cua bac si.

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI HOAC DUQC SI.

HAN DUNG CUA THUOC: 48 thang ké tir ngay san xuit.

NHA SAN XUAT: CONG TY CO PHAN BV PHARMA
Dia chi: Ap 2, X4 Tan Thanh Tay, Huyén Cu Chi, TP. HCM.

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG TO HUONG DAN SU DUNG THUOC: / /2017

II/ PHAN HUONG DAN SU DUNG CHO CAN BO Y TE

DUQC LUC HQC: Ma ATC: N02B EO1, Nhém thudc: Thube giam dau, ha s6t.

Paracetamol (acetaminophen): la chét chuyén héa c6 hoat tinh ctia phenacetin, 1a thudc giam dau va ha s6t hitu hiéu c6 thé
thay thé aspirin nhung khéng cé hiéu qua tri viém. Thube tic dung 1én ving dum ddi gdy ha nhiét, toa nhiét ting do gidn
mach va tang luu lugng mau ngoai bién. Paracetamol thuong duge dung nap t8t, khong c6 nhiéu tic dung phu ctia aspirin,

2
/Z L H/LV
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DUQC PONG HQCy#
- Paracetamol duop/Map thii
trong vong 10 — j
nhau thai va xu
thay doi tur I -3
sulfat. Dudi 5%
benzoquinoneimi
Chat nay thuong dude oiai

an nhu hoan toan qua dudng tidu héa. Néng do dinh trong huyét tuong dat dugc

.

Ahuoe dugc phan bo tuong qéi dong déu & hau khap cac mo ciia co thé. Thude di qua
L°gan ket protein it ¢ liéu diéu tri nhung tang 1én theo liéu dung. Thoi gian ban thai
Aehba da phan & gan va dao thai qua nuéc tiéu cha yéu & dang lién hop glycuronid va
ng/paracetamol nguyén ven. Mot luong nho chat chuyén hoa hydroxylat (N- acetyl
4C cytochrom P450 isoenzym (chuyéula CYP2E 1 vaCYP3E 4) & gan va than.

CHI PINH DIEU TRI:

- Lam giam céc tri¢u ching dau cép tinh va man tinh nhu: Pau dau, dau rang, dau bung kinh, dau than kinh, dau khdp va
dau co. . ’

- Ha s6t o' bénh nhan bi cam, cam hay nhing bénh c6 lién quan téi sot.

LIEU LUQNG VA CACH DUNG:

Liéu lieong:

- Ngudi 16n va tré em trén 12 tudi: Udng tir 1 - 2 vién mdi 4 dén 6 gio (t6i da 8 vien/24 giy).

- Tréem tir 7 - 12 tudi : Udng 1/2 vién dén 1 vién m3i 4 dén 6 gio. (t6i da 4 lidu/24 gid).

Khong dugc dung qua liéu chi dinh, khong dung chung véi cac thude khac c6 chira paeM

Khéng dung paracetamol dé tu diéu tri giam dau qua 10 ngay ¢ nguoi [6n hodc quéa 5 ngdy & tré em, trir khi ¢6 su huéng
dan cua thay thudc.

Khéng dung paracetamol dé tu diéu tri st cao (trén 39,5°C), s6t kéo dai qua 3 ngay hoic sbt tai phat, trir khi c6 su hudng
dan cua thay thudc.

Cich ding: Thube ding qua dudng udng.

CHONG CHI DINH: ,

- Qud man cam v§i paracetamol hay véi bét ctr thanh phin nao ciia thuc.
- Nguoi bénh thiéu hut Glucose- 6 - phosphat dehydrogenase.

- Nguoi bénh nhiéu lan thiéu méau hay ¢ bénh tim, thin hodc gan.

CANH BAO VA THAN TRONG KHI SU DUNG

- Paracetamol tuong doi khong doc véi lidu diéu tri, tuy nhién doi khi ciing c6 nhiing phan @mg ngoai da nhu ban dat, sin
ngtra va may day. Khi ding kéo dai véi liéu 16n c6 thé gdy giam tiéu cdu, giam bach cau va giam toan thé huyét cau.

- Dung than trong cho ngudi ¢ bénh thiéu mau tur trude, vi chirng xanh tim c6 thé khong biéu 16 13, mic dau co nhiing
ndng dé cao nguy hiém cta methemoglobin trong mau.

- Nén tranh hodc han ché udng rugu trong thoi gian dung thudc vi co thé 1am ting doc tinh trén gan. .

- Khéng dugc sir dung thém cac thude khac c6 chia paracetamol trong thoi gian dung thude dé tranh qué lidu.

- Thudc nén dugc dung than trong & ngudi suy chirc ning gan va than, cin theo ddi chirc ning than khi sir dung dai ngay
hodc khi bj suy than. )

- Thudc chira paracetamol liéu cao khéng nén sir dung cho tré em dudi 7 tudi.

- Bic si can canh bo bénh nhan vé cac ddu hiéu cia phan g trén da nghiém trong nhu hdi chimg Steven — Johnson (SJS),
hoi chimg hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hdi chimg ngoai ban mun mu toan than cip tinh (AGEP).

TRUONG HQP CO THAI VA CHO CON BU: , ,
Céc nghién cliu trén ngudi va dong vat van chua xac dinh dugc nguy co cua paracetamol doi v&i thai ky hogic sy phat trién
cua phoi thai. Nghién ciru ¢ ngudi me dung paracetamol sau khi dé cho con bu, khéng thay cé tac dung khong mong mudn
nao o tré nho b me.

TAC DUNG DPOI VOI KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc khéng gdy anh hudng gi cho ngudi lai xe hodc van hanh may méc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC.
- Udng dai ngay liéu cao paracetamol lam tang nhe tic dung chdng déong cua ‘coumarin va dan chat indandion.
- Can phai chu y dén kha ning gay ha sét nghiém trong & ngudi bénh dung dong thoi phenothiazin va liéu phap ha nhiét.
- Duing cuing ltic v&i cholestyramin c6 thé gy giam toc d6 hap thu paracetamol.
- Duing cuing ltic paracetamol véi cloramphenicol ¢6 thé gdy ting nong d¢ cloramphenicol trong mau. )
- Thudc chdng co giat (phenytoin, barbiturat, carbamazepin) cé thé lam ting tinh doc gan cua paracetamol do ting chuyén
héa thanh céc chit doc hai. _
- Ding ddng thoi isoniazid voi paracetamol ciing c6 thé 1am ting nguy co doc hai gan.

TAC DUNG KHONG MONG MUON:

- Ban da va nhiing phan tng di img khac thinh thoang xay ra. Thuong la ban d6 hodc may day, n~hung doi khi ngng hon va
c6 thé kém theo sét do thude va thuong ton niém mac. Ngudi bénh man cam véi salicylat hiém man cam véi paracetamol va

3/4
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nhiing thudc lién quan.

két voi gluthation nhung c6 thé tich lily sau khi dung qué liéu va gdy ton thuong mo.
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- Trong P acetamol da gay glam bach cau trung tmh glam txeu cau va glam toan the huyet cqu
- It khi gip budn- n@m@dﬁ/ L
- Lam dung dai ngdymé/thé ga ,‘j

- Hiém khhg\ipb;‘ecmhglkm }z{a an.

hoén mé va tir vong.
Xir tri: Céan rira da day trong moi trudng hop, tt nhét trong vong 4 gio sau¥eiuong thude.

Liéu phdp giai doc chinh la dung nhitng hop chat sulfhydryl, N-acetylcystein. Néu khong c¢6 N — acetylcystein, c6 thé ding
methionin. Ngoai ra than hoat hoic thudc x6 mudi ciing c6 kha ning lam giam hép thu paracetamol.

hién rd 12 - 48 gior sau khi udng thube. Trong truong horp ngo doc ton t:r:%m néng, ) the tién trién thanh bénh nio,

>
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