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Pour the contents
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appropriate amount
(20mi - 100mi of
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age. Drink
immediately after
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dissolution.
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| Specification: In-house

| KEEP OUT OF REACH OF CHILDREN

Composition:
Each sachet contains:
Paracetamol ...
Excipients gs fo

Indications, contraindications,
dosage & administration:
See enclosed leaflet.

Storage: Keep in a dry and cool place,
temperature below 30 ', protect from light.

READ CAREFULLY LEAFLET
BEFORE USE
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Thanh phén: Méi géi chua: Composition: Each sachet contains:

Par 80 mg Paracetamol ... ... 80mg
BRI [T CO———————, 1 goi Excipients gs for 1 sachet
Chi dinh, chéng chi dinh, lidu ding va dicat! indications, dosage

& administration: See enclosed leaflet.

Storage: Keep in a dry and cool place,
temperature below 30°C, protect from light.

céch dung: Xin doc trong t& hudng dan
sif dyng.

Bao quan: Nai khd mat, nhiét do dusi 30°C,
trdnh &nh sang

Tiéu chuén: TCCS
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HUONG DAN SU DUNG THUOC DANH CHO BENH NHAN
TEN THUOC: Tovalgan Ef 80
Dé xa tim tay tré em. T hong bdo ngay cho bdc sy hodc dugc sj nhitng tic dung khong
mong muén gip phi khi siv dung thubc. '7
THANH PHAN: Mdi goi thudc cdm sti bot Tovalgan Ef 80 ¢6 chira:
Paracetamol... ... ... .........80 mg |
Taduogcviradu... ... .........1 goi -~~~ H

T4 duge gdm c6: Acid citric khan, natri hydrocarbonat, kali hycirocarbonat, natri carbonat,
dudng tring, aspartam, natri saccharin, tinh diu cam, hydroxypropyl methyl;:ellulose El5,
tween 80, natri benzoat, déu parafin.
MO TA SAN PHAM: Thudc cém khd toi, khong von, mau tréng, mui cam, vi ngot.
QUY CACH PONG GOI: Hop 12 goi x 1,5 gam; hop 25 géi x 1,5 gam.
THUOC DUNG CHO BENH Gi:
Tovalgan Ef 80 dugc ding rong rdi trong didu tri cac chimg dau va sbt tir nhe dén vira.
Thudc c6 tac dung gidm dau trong cac trudmg hop nhu: dau nhirc dau, dau nhf:c-m’ra dAu, dau
hong, dau nhtic do cam lanh hay cam cum, s6t va dau sau khi tiém vacxin, dau sau khi nhd
rang hodc sau cac thu thudt nha khoa, dau ring, dau nhirc co xuwong, dau do viém xuong
khép.
Ha st do cac nguyén nhan gay st khac nhau.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQGNG:
Dang thudc nay danh cho tré em cén ning tir 5 dén 16 kg (khoang 2 théng dép 5 tudi). Lidu
| paracetamol hang ngay tinh theo can ndng cua tré, tudi cia tré chi dé tham khao, huéng dén.
Néu khong biét cén ning cta tré, cin phai can tré & tinh lidu thich hop nhét. Paracetamol c6
nhidu darig phén lidu khac nhau dé diéu trj thich hop tuy theo thé trong ctia timg tré.
Lidu thuong ding la: ' .

Tré cin n3ng tir 5 dén 6 kg (khoang 2 thang tudi) mbi 1in ding 1 g6i néu can nhic lai
sau 6 gi0, khong qua 4 gdbi trong mdt ngay. A

Tré c4n ning tir 7 dén 8 kg (khoang 3 dén 9 thang tubi) mdi 14n dung 1 gbi, néu cin
nhic lai sau 4 gid, khong qua 6 géi trong mot ngay.

Tré can ning tr 9 d&én 12 kg (khoang tir 9 dén 24 thang tudi) mdi 14n ding 2 gbi, néu
cin, nhéc lai sau 6 gity, khong qué 8 géi trong mot ngay. _

Tré cén ning tir 13 dén 16 kg (khoang tir 2 dén 5 tudi) mbi lan ding 2 gbi, néu cén,

nhic lai sau 4 gid, khoéng qué 12 géi trong mot ngay.



Liéu dung paracetamol hang ngay khuyén c4o 1a khoang 60 mg/kg/ngay, dugc chia
lam 4 dén 6 lan. dung. Khoang 15 mg/kg trong 6 gi® hodc 10 mg/kg trong 4 gio. Trudng hop
nghi ngd, dimg ngan ngai hoi y kién thiy thuéc hoic duogc si.
Cach diing: H

D6 thudc cbm sui bot trong g(’ﬁ vao coc va thém mot lugng thich hop (-20ml — 100ml

nudc, sita, nude trai cdy) tiy theo dd tudi st dung. Ubng ngay sau khi thudc tan hét. Dung
thudc déu tranh dﬁqc nhitng dao dong v& muc do dau hay st & tré-em, cn c6 khoang cach
déu "gifra m&i 4n udng thuc, nén 1a khoang 6 gid, hoic it nhit 13 4 gio. Trudng hop c¢6 bénh
thén ndng (suy than nang), khoang céch gifta céc 14n ding thudc t6i thiéu 12 8 gi0. Trong thoi
gian diéu trj, néu con dau kéo dai hon 5 ngdy heic sét kéo dai hon 3 ngay hodc tinh trang
bénh nhan tré nén nghiém trong hon hoic c6 bat ky triéu ching nao khéc, khong dugc tiép
tuc str dung thubc ma nén hoi y kién cua thy thudc hoic dugc si cua ban.
KHI NAO KHONG NEN DUNG THUOC NAY:
Thubc nay khong duge dung trong nhiing trudng hop sau:

Di tng véi paracetamol.

Nguoi bénh thidu hut glucose - 6 - phosphat dehydro-genase.
TAC DUNG KHONG MONG MUON (ADR): _

Phan ing da nghiém trong nhu hdi chimg Stevens-Johnson, hdi ching Lyell, hoai tir
biéu bi nhiém ddc, mun mi ban d6 toan than cip tuy hiém xay ra, nhung c6 kha niing gay tir
vong. Néu thdy xut hién ban hoic c4c biéu hién khac vé da, phai ngimg ding thudc va thim
khzi;n thiy thudc | _

Ban da va nhitng phan tng di ing khac thinh thoang xay ra. Thudng la ban dé hodc
may &ay, nhung d6i khi ning hon va c6 thé kémr theo st do thudc va thuong tdn niém mac.
Nguoi bénh mén cam véi salicylat hiém mén cam véi paracetamol va nhimg thubc c6 lién
quan. Trong mot sb it trudong hop riéng 1¢, paracetamol da gy giam bach cAu trung tinh, giam
tiu cdu va gidm toan thé huyét cau.

It gap, 1/1000 < ADR < 1/100

Da: Ban.

Da day - rudt: Budn ndn, ndn.

Huyét hoc: Loan tao méu (giam bach cAu trung tinh, giam toan thé huyét ciu, giam bach ciu),
thiéu mau. |

Thén: Bénh thén, doc tinh than khi lam dung dai ngay.

Hiém gép, ADR < 1/1000

Khac: Phan img qua min.

NEN Ny
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Huéng din cach xir tri ADR
Néu xay ra nhing tac dung khdng mong mubn nghiém trong, ngimg dung paracetamol. V&
diéu tri, xin doc phé‘ln: "Qua lidu va cach xur tri".

Ghi chii: Théng bdo cho bdc sj nhitng tic dung khong mong muén gip phdi khi si dung

thuéc.
NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU
DUNG THUOC NAY: S

Ubng dai ngay lidu cao paracetamol 1am ting nhe téc dung (ghéng dong cua coumarin
va din chit indandion. Téc dung nay c6 vé it hodc khong quan trong vé 1am sang, nén
paracetamol dugc wa ding hon salicylat khi cn giam dau nhe hoic ha sét cho ngudi bénh
dang ding coumarin hodc dén chét indandion. . ‘ h:é

CAn phai chu y dén kha niing gdy ha sét nghiém trong & ngudi bénh dung ddng thoi
phenothiazin va li€u phap ha nhiét.

Ubng rugu qua nhidu va dai ngay c6 thé 1am ting nguy co paracetamol gy dc cho
gan. : |

Thube chdng co giat (gdm phenytoin, barbiturat, carbamazepin) gy cam mg enzym &
microsom thé gan, c6 thé 1am ting tinh dgc hai gan ciia paracetamol do ting chuyén héa thudc
thanh nhimng chét doc hai voi gan. Ngoai ra, ding dong thoi isoniazid voi paracetamol ciing
c6 thé din dén ting nguy co ddc tinh v6i gan, nhung chua xac dinh dwgc co ché chinh x4c
cuia tuong tac ndy. Nguy co paracetamol gy doc tinh gan gia ting déng k& & ngudi bénh ubng
lifu paracetamol 16n hon liéu khuyén ding trong khi dang ding thudc chéng co gidt hoic
isoniaéi_d. Thudng khong can giam lidu & ngudi bénh ding ddng thai liéu didu trj paracetamol
va thuc chéng co gidt; tuy vy, ngudi bénh phai han ché tu ding paracetamol khi dang dung
thudc chéné co gidt hodc isoniazid.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:
Néu con trong thdi gian diéu tri cin udng lidu ké tiép nhu liéu dung va céch ding trong t&
huéng dan sir dung thudc nay '
CAN BAO QUAN THUOC NAY NHU THE NAO: Noi khé mét, nhiét do duéi 30°C,
tranh 4nh sang. -
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
* Biéu hién qud liéu: .
| Nhiém doc paracetamol ¢ thé do ding mét lidu dc duy nhét, hoic do uéng lap lai lidu

16n paracetamol (vi du 7,5 - 10 g m&i ngdy, trong 1 - 2 ngay), hodc do udng thudc dai ngay.



Hoai tir gan phu thudc liéu 14 tac dung doc cép tinh nghiém trong nhét do qua lidu va c6 thé gay
tr vong.

Budn ndn, ndn, va dau bung thudng xay ra trong vong 2 - 3 gi¢r sau khi udng lidu doc
cua thude. Methemoglobin - méu, din dén chirng xanh tim da, niém mac va méng te;y 1a mot
déu hiéu décA trung nhiém doc clp tinh din chét p - aminophenol; m{t lugng nho
sulfhemoglobin cung c6 thé dugc san sinh. Tré em c6 khuynh huéng tao methemoglobm dé
~ hon nguoi 16n sau khi ubng paracetamol. "S- l\T‘S‘

Khi bi ngd doc ning, ban diu co thé c6 kich thich hé than kinh trung wong, kich dong,
va mé sang. Tlep theo c6 thé 14 rc ché hé than kinh trung uong; sitng so, ha than nhiét; mét
14; thd nhanh, ndng; mach nhanh, yéu, khéng déu; huyét ap thép; va suy tudn hoan. Truy
mach do giam oxy huyét twong dbi va do téac dung trc ché trung tam, tac dung nay chi xay ra
v6i lidu rat 16n. Sc c6 thé xay ra néu gidn mach nhiéu. Con co giat nghet thé gy tir vong 6
thé xay ra. Thuong hon mé xay ra trudc khi chét dot ngdt hodc sau vai ngay hon mé.

DAu hiéu 1am sang thwong tén gan trd nén rd rét trong vong 2 dén 4 ngay sau khi
udng liéu ddc. Aminotransferase huyét twong tang (d6i khi ting rit cao) va néng d0 bilirubin
trong huyét twong ciing c6 thé ting; thém nita, khi thuong t6n gan lan rong, thoi gian
prothrombin kéo dai. Cé thé 10% ngudi bénh bi ngd doc khong duoc diéu trj dic hidu di c6
thuong ton gaﬁ nghiém trong; trong sb d6 10% dén 20% cubi cing chét vi suy gan. Suy than
cép cling xay ra & mdt s6 ngudi bénh. Sinh thiét gan phat hién hoai tir trung tdm tiéu thiy trir
ving quanh tinh mach cira. O nhimg trudng hop khéng tir vong, thuong tén éan phuc hdi sau
nhidu tuln hogc nhiéu thang.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:
* Cdch xi tri:

Chén dodn sém rat quan trong trong diéu tri qua lidu paracetamol. C6 nhing phuong
phdp xéc dinh nhanh ndng % thudc trong huyét.twong. Tuy véy, khong dugc tri hodn diéu trj
trong khi chd két qua xét nghiém néu bénh sir goi ¥ 12 qué liéu ning. Khi nhiém dc ning,
diéu quan trong 12 phai diéu trj hd trg tich cye. Cn rira da day trong moi trudng hop, tot nhit
trong vong 4 gi¢r sau khi ung.

Liéu phap giai ddc chinh la dung nhitng hop chét sulfhydryl, c6 18 tac dong mdt phan
do bd sung du trit glutathion & gan.

N-acetylcystein c6 tac dung khi ung hogc tiém tinh mach.Phai cho thuéc ngay lép
tirc néu chua dén 36 gir k& tir khi ung paracetamol. Piéu trj véi N - acet):lcystein c6 hi¢u
qua hon khi cho thudc trong thdi gian duéi 10 gid sau khi ubng paracetamol. Khi cho uéng,
hoa lodng dung dich N - acetylcystein v&i nuéce hodc dd ubng khong c6 rugu dé dat dung dich

4



5% va phai ubng trong vong 1 gio sau khi pha. Cho ubng N - acetylcystein véi lidu ddu tién
la 140 mg/kg, sau d6 cho tiép 17 liéu nita, mdi lidu 70 mg/kg céch nhau 4 gid mot 14n. ChAm
dat diéu tri néu xét nghiém paracetamol trong huyét tuong cho thiy nguy co doc hai gan
thap.

Téc dung khong mong muén cta N - acetylcystein gdbm ban da (gdm ca may day, khong
yéu ciu phai ngﬁng thubc), budn ndn, non, ia chay, va phan tmg kiéu phan ve.

Néu khong c6 N - acetylcystein, c6 thé ding methionin (xem chuyén luén methionin).

Ngoai ra c6 thé ding than hoat vi/hoic thube tiy mudi, chiing c6 kha ning 1am giam hip thu

paracetamol. _

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY: H
Phan tmg phy nghiém trong trén da mic du ty 16 méc phai la khong ca;) nhung nghiém
trong, thadm chi de doa tinh mang bao gém hdi chimg Steven — Jonhson (SJS), hoi ching
hoai tir da nhiém dgc: Toxic epidermal necrolysis (TEN) hay hi chimg Lyell, hoi ching
hgoai ban mun mu toan thin cdp tinh: Acute generalizaed exanthematous pustulosis
(AGEP). |

Triéu chimg cuia céc hoi chimg néu trén duge md ta nhu sau: 5 &

Hoi chitng Steven — Jonhson (SJS): La di img thuc thé bong nudc, bong nuée khu tra &
quanh céc héc ty nhién: Mét, mii, miéng, iai, bd phén sinh duc va hiu mon. Ngoai ra cé thé
kém theo sét cao, viém phéi, rdi loan chirc ning gan than. Chin doan hoi ching Steven —
~ Jonhson (SJS) khi c6 it nhit 2 héc tw nhién bj tdn thuong.
Hoi chitng hoai tir da nhiém dgc (TEN): La thé di tmg thubc ning nhét, gdm:
+ Céc tdn thuwong da dang & da: Ban dang sdi, ban dang tinh hong nhiét, hdng ban hoic céc
bong nudc bung nhing, céc tdn thuong nhanh chéng lan téa khip ngudi.
+ Tén thuong niém mac mét: Viém giac mac, viém két mac mu, loét giac mac.
+ Tdn thuong niém mac dudng tiéu héa: Viém miéng, trot niém mac miéng, loét hiu, hong
thuc quan, da day, rudt.
+ Tén thuong niém mac dudng sinh duc, tiét niéu.
+ Ngoai ra con c6 céc triéu ching toan than tr}im trong nhu sbt, xuét huyét duodng ti€u hoa,
viém phdi, viém ciu than, viém gan... ty l€ tir vong cao 15-30%.
Hpi chitng ngogi ban mun mu ngoai thdn qcfp tinh (AGEP): Mun mu v0 tn‘mg nho phat sinh
trén nén hdng ban lan rong. Tén thuong thudng xuét hién & cic nép glp nhu néch, ben va
mit, sau d6 c6 thé lan rong toan than. Triéu chimg toan thin thudng cé 13 sbt, xét nghiém

méu bach ciu mui trung tinh ting cao.



- Khi phét hién nhitng ddu higu phat ban trén da dau tién hodc bit ky ddu hién phan tng qua
man nao khac, bénh nhén can phai ngimg st dung thude. Ngudi da ting bi cac phan ing da
nghiém trong do paracetamol gdy ra thi khong duoc dung thudc tré lai va khi dén kham chira
bénh can phai théng bo cho nhén vién y té biét v& van dé nay.

Phai b4o ngay cho thay thudc khi ding qué lidu, hodc nh& cho udng lidu qué cao.
Thubc nay chira paracetamol vi vy khong sir dung ciing véi cac thube khac ciing ¢6 chira

paracetamol, dé tranh qua liéu hang ngay da dugc chi dinh.

N

Néu triéu ching dau dai ding qua 5 ngay, hodc con sbt qua 3 ngay, hoic thudc chua
du higu qua, hodc thiy xuét hién cac triéu chimg khac, khong tiép tuc diéu tri ma nén hoi y
kién thay thudc cia ban.

Truomg hop ¢6 bénh gan ning, hodc bénh than, phai hoi ¥ kién thdy thube trude khi
dung paractetamol.

Trudng hop an kiéng mudi hodc an nhat (gidm mubdi) phai hoi y kién thiy thude.

Vi lidu thube khuyén céo, khong nén thay thé aspirin véi paracetamol. Trudmg hop
nghi ngd, dimg ngan ngai hoi y kién bac sy cua ban.
SU'DUNG CHO NGUOI MANG THAI VA CHO CON BU:

* Thoi ky mang thai: \
Chua x4c dinh dugc tinh an toan cua paracetamol ding khi thai nghén li€n quan dén tdc )
c /

dung khong mong mubn c6 thé c6 dbi voi phat trién thai. Do do, chi nén dung paracetamel & \
. 5 0
nguoi mang thai khi that can. >

* Thoi ky cho con bu: S

Nghién ctru & ngudi me dung paracetamol sau khi dé cho con bu, khong thiy c6 tac 7

dung khong mong mudn & tré nho bu me.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Thudc khong giy budn ngt vi vy ding dugc cho nguoi khi 14i xe va vén hanh may moc.
HAN DUNG: 24 théng k& tir ngay san xuét. '

Nha sin xudt: CONG TY CP DUGC PHAM TRUONG THQ

Tru so: S6 93 Linh Lang — Ba Dinh — Ha Noi

Pién thoai: 04.37666912 Fax: 043.7666914
San xuét tai: L6 M1, duomg N3, Khu cong nghiép Hoa X4, Nam Dinh
Dién thoai: 0350.3670733 Fax: 03503.671098

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC: :



TN3D221 (Bs,)

HUONG DAN SU DUNG THUOC DANH CHO CAN BQ Y TE
TEN THUOC: Tovalgan Ef 80

THANH PHAN: M3i goi thudc cdm sti bot Tovalgan Ef 80 c6 chira:

Paracetamol... ... ............80 mg
Ta duoc vira di..... ... ......1 g6i

T4 duwge gom -c6: Acid citric khan, natri hydrocarbonat, kali hydrocarbonat, natri carbonat,
duong tréng, aspartam, natri saccharin, tinh diu cam, hydroxypropyl methylcellulose E15,
tween 80, natri beénzoat, dau parafin.
DANG BAO CHE: Thudc cbm sui bot. \
CAC PAC TINH DUQC LUC HQC: H
Nhom duoc luc: Thube giam dau, ha sbt khong steroid
Ma ATC: N02BEO1

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) 13 chit chuyén héa c6
hoat tinh ctia phenacetin, 14 thudc giam dau - ha sbt hiru hiéu c6 thé thay thé aspirin; tuy viy,
khac véi aspirin, paracetamol khong c6 higu qua diéu tri viém. V6i lidu ngang nhau tinh theo
gam, paracetamol c6 tac dung giam dau va ha s6t trong ty nhu aspirin.

-

Paracetamol 1dm giam than nhiét & ngudi bénh sdt, nhung hiém khi 1am giam thin

nhi¢t & ngudi binh thuomg. Thubc tac dong 1én ving dudi ddi gay ha nhiét, tda nhiét ting do /<
gidn mach va tang luu lvong mau ngoai bién. (g
Paracetamol, véi liéu diéu tri, it tic dong dén hé tim mach va hd hép, khong lam thay (\*
dbi can bing acid - base, khong gy kich {mg, xudc hoic chay mau da day nhu khi ding \?
salicylat, vi paracetamol khong tdc dung trén cyclooxygenase toan thén, chi tdic dong dén \
cyclooxygenase/prostaglandin ctia hé than kinh trung uong. Paracetamol khong c6 tac dung
trén tiéu cau hozc thoi gian chay mau.
Khi dung qué liu paracetamol mot chit chuyén héa 1a N - acetyl - benzoquinonimin
gdy doc nang cho gan. Liéu binh thudng, paracetamol dung nap t6t, khong c6 nhiéu tac dung
phy cua aspirin. Tuy vy, qué liéu cAp tinh (trén 10 g) 1am thuong tén gan gy chét ngudi, va ,\

nhiing vu ngd ddc va tu vin bing paracetamol da ting 1én mot cach déng lo ngai trong nhitng
nam gin ddy. Ngoai ra, nhiéu ngudi trong d6 c6 ci thy thudc, duong nhu khong biét tac
dung chéng viém kém cua paracetamol. ’

DUQC PONG HQC:

Hap thu

Paracetamol dugc hép thu nhanh chong va hiu nhu hoan toan qua dudng tiéu héa.
Thitc #n gidu carbon hydrat 1am giam ty 1& hip thu cia paracetamol. Nong 4 dinh trong
huyét trong dat trong vong 30 dén 60 phut sau khi udng voi lidu diéu tri.
Phdn b6

Paracetamol phan bd nhanh va ddng déu trong phin 16n céc mé cia co thé. Khoang
25% paracetamol trong mau két hop vdi protein huyét tuong.



Thai trie

Nitra doi huyét twong ciia paracetamol 12 1 25 3 gid, co thé kéo dai véi lidu gay doc
hodc & ngudi bénh c6 thuong tén gan.

Sau liéu diéu tri, c6 thé tim thdy 90 dén 100% thubc trong nude tiéu trong ngay thir
nhét, chii yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric
(khoang 35%) hodc cystein (khoang 3%); cfing phat hién thdy mdt luong nhd nhing chit
chuyén héa hydroxyl - hoa va khir acetyl. Tré nho it kha nang glucuro lién hop, véi thubc hon
so voi nguoi lon. .

Paracetamol bi N - hydroxyl hoa boi cytochrom Psso* @ tao nén N - acetyl -
benzoquinonimin, mdt chit trung gian c6 tinh phan tmg cao. Chét chuyén héa nay binh
thuong phan tng véi cac nhém sulthydryl trong glutathion va nhu vay bi khir hoat tinh. Tuy
nhién, néu ubng liéu cao paracetamol, chit chuyén hoa nay dugc tao thanh véi luong du dé
lam can kiét glutathion cta gan; trong tinh trang d6, phan ing cua n6 véi nhém sulfthydryl

QUY CACH PONG GOI: Hop 12 gbi x 1,5 gam; hop 25 géi x 1,5 gam.
CHI PINH:

Tovalgan Ef 80 duoc dung rong rii trong diéu trj cac chimg dau va sét tir nhe dén vira.

clia protein gan ting 1én, c6 thé din dén hoai tir gan. H

Thubc ¢6 tac dung giam dau trong céc trudng hop nhw: dau nhirc dau, dau nhirc nira diu, dau
hong, dau nhirc do cam lanh hay cam cum, sdt va dau sau khi tiém vacxin, dau sau khi nhé
rang hodc sau céc tha thuit nha khoa, dau rang, dau nhitc co xuong, dau do viém xuong
khap.

Ha s6t do céc nguyén nhén gy sot khac nhau.

LIEU DUNG VA CACH DUNG:

Dang thudc nay danh cho tré em cin ning tir 5 dén 16 kg (khoang 2 thang dén 5 tudi). Liéu
paracetamol hang ngay tinh theo cin ning ciia tré, tudi cua tré chi ¢ tham khao, hudng dan.
Néu khong biét can ning cua tré, cAn phai can tré dé tinh lidu thich hop nhét. Paracetamol c6
nhiéu dang phén liéu khéc nhau @& diéu trj thich hop tuy theo thé trong clia timg tré.

Liéu thu:()'ng ding la:

Tré cén ning tir 5 dén 6 kg (khoang 2 thang tudi) mdi 1an ding 1 gbi néu cén nhic lai
sau 6 gi®, khong qué 4 goi trong mdt ngay.

Tré cin nang tir 7 dén 8 kg (khoang 3 dén 9 thang tudi) mdi 14n dung 1 goi, néu ca:‘m.

nhéc lai sau 4 gid, khong qué 6 goéi trong mdt ngay.

Tré cin ning tir 9 dén 12 kg (khoang tir 9 dén 24 thang tudi) m&i 14n ding 2 géi, néu
cAn, rihdc lai sau 6 gid, khong qué 8 géi trong mdt ngay.

Tré cén ning tir 13 d&n 16 kg (khoang tir 2 dén 5 tudi) mdi 1an dung 2 g01 néu cén,
nhéc lai sau 4 gi®, khong qua 12 géi trong mot ngay. )

Liéu dung paracetamol hang ngay khuyén c4o 12 khoang 60 mg/kg/ngay, dugc chia
Jam 4 dén 6 14n ding. Khoang 15 mg/kg trong 6 gid hodc 10 mg/kg trong 4 gid. Truong hop
nghi ngdy, dimg ngn ngai hoi y kién thiy thube hodc duge si.
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Cach diung:

D6 thube cdm sui bot trong gbi vao coc va thém mot lugng thich hop (20ml — 100ml
nuéc, sita, nudc trai cdy) tiy theo do tudi sir dung. Ubng ngay sau khi thuc tan hét. Ding
thudc déu tranh dugc nhitng dao dong vé mirc d6 dau hay st & tré em, can c6 khoang céch
déu giita mdi 1an ubng thubc, nén 1a khoang 6 gids, hodc it nhét 1a 4 gid. Truong hop ¢ bénh
than ning (suy than ning), khoang cach gitra cac 14n dung thudc t6i thidu 1a 8 gid. Trong thoi
gian diéu tri, néu con dau kéo dai hon 5 ngay hodc sét kéo dai hon 3 ngay hogc tinh trang
bénh nhan trd nén nghiém trong hon hodc cé bét ky triéu chl'mgj Héo khéc, khong dugc tiép
tuc str dung thudc ma nén hoi y kién cta thdy thude hodc duoc si cta ban.

CHONG CHI PINH:
Thubc nay khong dugc diung trong nhitng truong hop sau: {L\K

Di g véi paracetamol.

Ngudi bénh thiéu hﬁt glucose - 6 - phosphat dehydro-genase.

THAN TRONG:

Béc s§ can canh béo bénh nhén vé cac ddu hiéu cta phéan (g trén da nghiém trong
nhu hdi ching Steven — Jonhson (SJS), hoi chimg hoai tir da nhiém ddc (TEN) hay hoi
chimg Lyell, hdi chimg ngoai ban mun mu toan than cip tinh (AGEP).

Thudc nay chira paracetamol vi vy khong sir dung cling véi cac thube khéc ciing c6

chua paracetaniol, & tranh qua liéu hang ngay di dugc chi dinh.

Cn thén trong trong qué trinh didu tri cho ngudi bénh néu tridu chimg dau dai ding
qua 5 ngay, hoic con sbt qua 3 ngay, hogc thudc chwa du hiéu qua, hoic thé)" xuét hién céc
tri¢u chimg khac.

Can than trong khi dung paractetamol d6i véi trudng hop cé bénh gan ning, hodc

bénh thén.

Cin than trong khi ding thubc déi véi truong hop bénh nhan #n kiéng mubi hogc an

nhat (giam mubi). ) .
| Vi lidu thudc khuyén céo, khong nén thay thé aspirin véi paracetamol.

SU DUNG CHO NGUOI MANG THAI VA CHO CON BU:
* Thoi ky mang thai: |

Chua x4c dinh dugce tinh an todn cia paracetamol dung khi thai nghén lién quan dén tac
dung khong mong mubn ¢6 thé c6 dbi véi phét trién thai. Do @6, chi nén dung paracetamol &
nguoi mang thai khi thét can.
* Thoi ky cho con bu:

Nghién ctru & ngudi me ding paracetamol sau khi d¢ cho con bu, khong thiy c6 tac

dung khong mong mudn & tré nhé bl me.



TAC DPONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Thudc khong gy budn ngu vi vay dung dugc cho nguoi khi lai xe va van hanh may moc.
TUONG TAC THUOC: |

Udng dai ngay lidu cao paracetamol lam ting nhe téc dung chéng d6ng ciia coumarin
va dain chét indandion. Tac dung nay c6 vé it hodc khéng quan trong vé& l14m sang, nén
paracetamol dirgc wa ding hon salicylat khi cin giam dau nhe hodc ha st cho ngudi bé
dang dung coumarin hodc dan chit indandion.

Cén phai chii y dén kha ning gy ha s6t nghiém trong (’y.:ﬁéuc‘yi bénh ding ddng the
phenothiazin va li¢u phap ha nhiét.

Ubng rugu qua nhiéu va dai ngay c6 thé 1am ting nguy co paracetamol gy dgc cho
gan. .

| Thubc chdng co gidt (gdm phenytoin, barbiturat, carbamazepin) gy cam img enzym &

" microsom thé gan, c6 thé 1am ting tinh ddc hai gan ciia paracetamol do ting chuyén hoa thudc
thanh nhiing chit doc hai véi gan. Ngoai ra, dang ddng thoi isoniazid véi paracetamol ciing
c6 thé din dén ting nguy co doc tinh véi gan, nhung chua xéc dinh duge co _ché chinh xac
clia tuong téc ndy. Nguy co paracetamol gy ddc tinh gan gia ting déng ké & ngudi bénh udng
liéu paracetamol 16n hon lidu khuyén ding trong khi dang dung thubc chéng co gidt hodc
isoniazid. Thuong khong can giam lidu & ngudi bénh ding ddng thoi liéu didu trj paracetamol
va thudc chéng co gidt; tuy vy, ngudi bénh phai han ché tir ding paracetamol khi dang ding
thude chéng co giat hodc isoniazid
TAC DUNG KHONG MONG MUON (ADR):

. Phan ng da nghiém trong nhu hdi ching Stevens-Johnson, hoi cht’rné Lyell, hoai tir
bidu bi nhi®m doc, mun mu ban d6 toan than cAp tuy hiém xay ra, nhung c6 kha ning gay tir
vong, Néu thdy xut hién ban hoic céc bidu hién khac vé da, phai ngimg ding thudc va thim
kham thdy thubc

Ban da va nhitng phan ung di (ng khéc thinh thoang xay ra. Thuong 1a ban d6 hodc
may day, nhung d6i khi ning hon va ¢é thé kém theo sét do thubc va thuong tén niém mac.
Ngudi bénh min cam véi salicylat hiém mn cdm véi paracetamol va nhiing thudc c6 lién
quan. Trong mét sb it trudong hop riéng 1€, paracetamol d3 gdy giam bach cAu trung tinh, giam
tiéu cAu va gidmrtoan thé huyét cau. |
It gdip, 1/1000 < ADR < 1/100
Da: Ban.

Da day - rugt: Budn nén, non.

Huyét hoc: Loan tao méu (giam bach ciu trung tinh, giam toan thé huyét cau, giam bach c?lu),
thiéu méu.

Thén: Bénh thin, dc tinh than khi lam dung dai ngay.
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Hiém gap, ADR < 1/1000

Khac: Phan g qué mén.

Huéng din cich xir tri ADR

Néu xay ra nhitng tdc dung khong mong mudn nghiém trong, ngimg dung paracetamol. V&
didu tri, xin doc phan: "Qua lidu va cach xit tri", .

Ghi chii: Thong bdo cho bdc sy nhiing tic dung khong mong muén gap phai khi sir dung
thuoc. '

QUA LIEU VA CACH XU TRi:

* Biéu hién qud liéu: "

Nhiém doc paracetamol c6 thé do diing mdt lidu doc duy nhét, hodc do uéng lap lai lidu
Ién paracetamol (vi du 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc do ubng thubc dai ngay.
Hoai tir gan phu thugc liéu 14 tac dung ddc cép tiih nghiém trong nhét do qua liéu va c6 thé gay
tir vong.

Budn ndn, nén, va dau bung thudng xay ra trong vong 2 - 3 gi¢r sau khi udng lidu doc
cia thube. Methemoglobin - mau, din dén ching xanh tim da, niém mac va mong tay la mét
déu hiu dic trung nhiém doc cfp tinh din chét p - aminophenol; mét lugng nho
sulfhemoglobin cling ¢ thé dwoc san sinh. Tré em c6 khuynh huéng tao methemoglobin d&
hon ngudi 16 sau khi ubng paracetamol.

" Khi bi ngd ddc ning, ban dau c6 thé c6 kich thich hé thin kinh trung wong, kich dong,
va mé sang. Tiép theo c6 thé 13 rc ché hé thin kinh trung wong; sitng sd, ha. thin nhiét; mét
l4; thd nhanh, nong; mach nhanh, yéu, khéng déu; huyét 4p thip; va suy tudn hoan. Truy
mach do gidm oxy huyét twong dbi va do tic dung trc ché trung tim, tac dung nay chi xay ra
véi lidu rat 16n. Séc c6 thé xay ra néu gidn mach nhidu. Con co giat nghet thd gdy tir vong c6
thé xay ra. Thuong hén mé xay ra truée khi chét dot ngdt hodc sau vai ngdy hon mé.

DAu hiéu 14m sang thuong tdn gan trd nén rd rét trong vong 2 dén 4 ngay sau khi
udng lidu doc. Aminotransferase huyét twong ting (d6i khi ting rét cao) va nbng do bilirubin
trong huyét tuong ciing c6 thé ting; thém nita, khi thuong tdn gan lan rong, thoi gian
prothrombin kéo dai. C6 thé 10% ngudi bénh bi ngd doc khong duge diéu tri dic hiéu da co
thuong tdn gan nghiém trong; trong s6 d6 10% dén 20% cubi ciing chét vi suy gan. Suy than
cép ciing xay ra & mot sé ngudi bénh. Sinh thiét'gan phat hién hoai tir trung tm tiéu thiy trir
vung quanh tinh mach cira. & nhitng trudng hop khong tir vong, thuong tn gan phuc hdi sau
nhiéu tun hozc nhiéu thang.

* Cdch xir tri:

Chan dodn sém rit quan trong trong diéu trj qua lidu paracetamol. Cé nhitng phuong
phap xac dinh nhanh ndng d6 thuéc trong huyét twong. Tuy vay, khongdugc-tri hoéin diéu tri
trong khi chd két qua xét nghiém néu bénh sir goi ¥ 12 qua lidu ning. Khi nhiém doc ning,
didu quan trong 13 phai diu trj h3 trg tich cyc. Cin rira da day trong moi trudong hop, t6t nhit
trong vong 4 gi¢r sau khi udng.

.l
Coerd s ko



Liéu phép giai doc chinh 1a ding nhitng hop chét sulfhydryl, c6 18 tac dong mot phén
do b sung du trir glutathion & gan.

N-acetylcystein c6 tic dung khi ubng hodc tiém tinh mach. Phai cho thubc ngay lap
tirc néu chua dén 36 gi¢r ké tir khi uéng paracetamol. Diéu trj véi N - acetylcystein c6 hidu
quéa hon khi cho thubc trong thoi gian dudi 10 gir sau khi ubng paracetamol. Khi ého udng,
hoa loging dung dich N - acetylcystein véi nuée hodc dd udng khong c6 rugu dé dat dung dich
5% va phai udng trong vong 1 gid sau khi pha. Cho ubng N - acetyléystein v6i lidu dAu tién
1a 140 mg/kg, sau d6 cho tiép 17 lidu nita, mdi liéu 70 mg/kg cach nhau 4 gio mot 1an. Chim
dut diéu tri néu xét nghiém paracetamol trong-huyét twong cho :chéy nguy co ddc hai gan
thap.

Téc dung khong mong mudn cia N - acetylcystein gdm ban da (gdm ca may day, khong
yéu cau phai ngimg thudc), bubn non, non, ia chéy, va phan tmg kiéu phén vé.

Néu khong c6 N - acetylcystein, c6 thé ding methionin (xem chuyén luin methionin).
Ngoai ra c6 thé dung than hoat va/hoic thudc tdy mudi, ching c6 kha ning lam giam hép thu
paracetamol. -

BAO QUAN: Noi kho mat, nhiét 9 duéi 30°C, tranh anh séng.
HAN DUNG: 24 thang ké tir ngay san xuét.

Nha sin xuit: CONG TY CP DUQC PHAM TRUONG THQ
Tru s&: S6 93 Linh Lang — Ba Dinh — Ha Ngi

Pién thoai: 04.37666912 Fax: 043.7666914
San xuét tai: L6 M1, dudng N3, Khu cong nghiép Hoa X4, Nam Dinh
Dién thoai 0350.3670733 Fax: 03503.671098

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUGNG DAN SU DUNG
THUOC: - :

rUQ.CUC TRUONG
TRUGNG PHONG
Neuyon U/Qg,oc Anh
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