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VIEN NEN BAO PHIM

THANH PHAN:

M3i vién nén bao phim chita: Paracetamol ...........cccocoovinenns 100 mg
Té duge: Tinh bdt mi, Lactose monohydrat, Povidon, Cellulose vi tinh thé, Sodium
starch glycolat, FD&C yellow 6 powder, Acid benzoic, Bot mi quit, Magnesi stearat,
Tinh % u cam, Hydroxy propylmethyl cellulose, Macrogol 6000, Ethanol 96%, Nutic
trao ddi ion.

DANG TRINH BAY:
Chai 500 vi&n nén bao phim.

pugc Lyc:

- Paracetamol Iz chét chuyén héa c6 hoat tinh cla phenacetin 12 thudc gidm dau ha
sbt c6 thé thay th€ aspirin. Khac véi aspirin, Paracetamol it c6 higu qué diéu tri
viém. Thudc tic ddng 18n viing duti ddi gy ha nhiét, tda nhiét ting do gidn mach va
tang | lugng méu ngoai bién.

_ Paracetamol véi liéu difu trj it tic ddng d&n hé tim mach va ho hap, it 1am thay ddi
c4n biing acid - base, It gdy kich ing, xudc hodc chdy méu da day nhy khi diing
salicylat vi Paracetamol It tac dyng trén cyclooxygenase / prostaglandin clia hé thdn
kinh trung uong. Paracetamol it ¢ tic dung trén tiéu cdu hojic thai gian chay méu.

DUGC DONG HOC:

Paracetamol dugc hdp thu nhanh qua duiing tiéu héa. Paracetamol phan bd nhanh va
déing déu trong phdn lon céc mé clia co the’? Khodng 25% Paracetamol trong méu gan
k&t véi protein huyét tudng. Thai gian ban hily khodng 2 gig. ThuGc chuyén hoa & gan
va dao thai qua nudc ti€u chil y&u & dang lién hop véi acid glucuronic.

CHI BINH:
Ha s6t va 1am gidm tam thdi cAc tridu chimg dau nhic do cdm ciim, moc ring, tiém
chiing hodic cit amidan; gidm nhifc ring, nhic d4u, dau hong .. &tré em dudi 12 tudi.

CHONG CHI BINH:

- Mn cam voi Paracetamol.

- Ngubi bénh nhiéu I4n thiu mau.

— Bénh tim, bénh phéi, suy gan, suy than.

- Thiéu enzym G-6-P-D.

TAC DUNG KHONG MONG MUGN:

- Ban da va nhiing phan img dj (g khac thinh thodng xay ra. Thuding Ia ban do hodc
may day, nhung déi khi niing hon va co thé kém theo sét do thufic va thuong ton
niém mac. Ngubi bénh min cdm véi salicylat hi€m mén cdm vdi paracetamol va
nhiing thudc c6 lién quan. Trong mét s& it tribing hp riéng 18, paracetamol dd gdy
gidm bach cdu trung tinh, gidm ti€u c4u va gidm ton the huyét cdu.

& Ithgap: ban da, budn ndn, ndn, loan tao méu (gidm bach cdu trung tinh, gidm toan
t ahusr!i c4u, gidm bach c4u), thiéu méu, bénh than, doc tinh than khi lam dyng dai
ngay.

- Hiém gép: phan ing qué mén.

Tllt:}ln béo cho Bac sT nhifng téc dyng khong mong mudn gap phai khi sif dyng

thufic.

LIEU DUNG - CACH DUNG:

+ Tré 1-2tudi: 1 vien/Idn.

+ Tré 2- 3tudi: 1 - 2 vién/idn,

+ Trd 3-5tufi: 2 - 3 vién/idn,

+ Trd 6- 10 tudi: 3 - 4 vién/ldn.

+ Tré 11 - 12 tudi: 4 - 5 vién/idn.

Céch 4 - 6 gid dong mot 14n néucdn.

Knhéng duyc diing paracetamol ty diu trj s6t kéo dai trén 3 ngay hodic didu trj giam
dauqua 5 ngdy & tré em.

Khdng nén cho tré em qué 5 liéu paracetamol d& gidm dau ho3c ha sét trong vong 24
giti. Hodc theo chi dinh clia Béc sT.

THAN TRONG:

- Paracetamol tuong d6i khong doc véi liéu didu tri. D6i khi cb nhiing phan dng da
g6m ban dét sén ngifa vd may day; nhiing phan (ng man cdm khdc gém phi thanh
quan, phit mach va nhiing phén g ki€u phn vé co thé it khi xay ra. Giam tiu cdu,
gidm bach cdu va gidm toan thé huyét cdu da xay ra véi viéc st dyng nhiing din

chit p - aminophenol, dic biét khi ding kéo dai céc liéu I6n. Gidm bach cdu trun
tinh va ban xust huyét giam tiu cdu d3 x3y ra khi diing paracetamol. Hiém gip m
bach c4u hat & ngudi bénh ding paracetamol.

- Phai diing paracetamol thdn trong & ngubi bénh c6 thiéu méu tir truic, vi chiing xanh
tim ¢6 thg khéng biéu 16 rd, mic du c6 nhimg ndng dO cao nguy hiém ciia
methemoglobin trong mau.

_ Ung nhiéu rugu c6 thé gy tang djc tinh véi gan clia paracetamol, nén tranh hojc
han ché udng rugu.

- Diing thn trong véi ngudi bj suy giam chiic ning gan hodc thén.

- Phy ni mang thai: chua xac dinh duge tinh an toan clia Paracetamol ding khi thai
nghén lién quan dén tac dyng khdng mong mudh c6 thé cd ddi vdi phat trién thai.
Do d6 chl nén ding Paracetamol & phy nif mang thai khi that cén thiét.

— Phy nif cho con bii: nghién clu & ngudi me ding Paracetamol sau khi sinh cho con
bt khong théy 6 téc dyng khdng mong mudn dtré nhd ba me,

_ Téc ddng cila thudc khi 14i xe va van hanh mdy mde: thudc khong gy anh hulng
d&n kha ning I4i xe va van hanh médy mdc.

TUONG TAC THUOC:

- Udng dai ngay liéu cao paracetamol 1am ting nhe tac dyng chéng dong clia
coumarin va din chat indandion. T4c dung nay cd vé it hodic khéng quan trong vé
14m sang nén paracetamol dugc va ding hon salicylat khi c&n gidm dau nhe hodc ha
s6t cho ngutii bénh dang diing coumarin hogc d&n chét indandion.

- Cdn cha y dén kha nang gy ha s6t nghiém trong & nguti bénh ding ddng thdi
phenothiazin vé li§u phap ha nhiét.

_ Udng rugu qué nhifu va dai ngay c6 thé 1am ting nguy ca paracetamol gdy dic cho

gan.

- Thuc chéng co gidt (phenytoin, barbiturat, carbamazepin) gy cam ing enzym &
microsom thé gan c6 thé 1am ting tinh ddc hai clia paracetamol do ting chuyén héa
thudc thanh nhing cht ddc hai véi gan.

_ Diing déng thdi isoniazid véi paracetamol cling ¢4 thé dAn d&n ting nguy co ddc tinh
vdi gan.

QUA LIEU VA CACH XU TRI:

- In LI
+ Nhiim dc paracetamol c6 thé do ding mét liu ddc duy nhét, hojc do uing lEp

lai liéu Ign, hodic do ung thudc dai ngay. Hoai tir gan phy thudc lidu I3 tac dung
déic cdp tinh nghiém trong nhat do qua lidu va c6 th% géy tirvong.

- Budn nén, ndn, dau byng thubing xy ra trong vang 2 - 3 gits sau khi ubng liéu dic
clia thudc. Methemoglobin - méu, dan dén ch(ﬂ? xanh tim da, niém mac va méng
tay 14 d4u higu dac trung nhim ddc c4p tinh ddn chét p-aminophenal. Tré em cé
khuynh huéing tao methemoglobin d& hon ngudi I6n sau khi udng paracetamol.

+ D4u higu 13m sang thuong tdn gan trd nén rd rét trong vong 2 - 4 ngay sau khi
udng liéu doc. Aminotransferase huyét tuong ting (d6i khi ting cao) va néng d§
bilirubin trong huyét tuong ciing c6 thé ting; khi thudng tén gan lan réing, thai gian
prothrombin kéo dai. C6 thé 10% ngudii bénh bj ngd ddc khong duge diéu tri dic
higu da c6 tén thuong gan nghiém trong, trong s6 do 10% - 20% chét vi suy gan.
Suy thén cdp cling xy ra & mGt 6 ngudi bénh. Sinh thigt gan phat hién hoai tir
trung tdm tiéu thuy trir ving quanh finh mach cira. O nhiing trubing hgp khéng tlr
vong, thuong t6n gan phyc héi sau nhidu tudn hogic nhiéu théng.

_ Xa trf: chdn dodn sém rdt quan trong trong diéu tr qua liéu paracetamol. C4n rira da
day trong moi trubing hop, tot nhat trong vong 4 gid sau khi udng. Liéu phép gidi dgc
chinh 14 diing nhiing hgp chét sulfhydryl, phai ding thudc ngay I4p tic néu chua
36 qits ké tir khi usng paracetamol. Didu tri véi N-acetylcystein c6 higu qua hon Khi';
cho thudc trong thdi gian duti 10 qit sau khi udng paracetamol. Ngoai ra w\ﬁ@
diing than hoat hodic chat tdy mui vi chiing ¢é kha nang hap thy paracetamol. 3,
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HAN DUNG: 60 théng kd tir ngay sin xut.

BAO QUAN: duti 30°C, tranh &m va 4nh sang. 1.74
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Ku;

M3l vién nén 2 16p chira: Paracetamol .......... ;

325 mg
T4 dugc: Lactose monohydrat, Tinh bgt mi, Povidon, Acid benzoic, Erythrosin, Magnesi
stearat, Cellulose vi tinh thé, Ethanol 96%, Nutic trao ddi ion.

DANG TRINH BAY:
Héip 25 vi x 20 vién nén 2 I6p.

DUGC LyC:

_ Paracetamol I chat chuyén héa co hoat tinh clia phenacetin, la thubc gidm dau ha s6it
c6 thé thay thé aspirin. Khéc véi aspirin, Paracetamol it c6 higu qua didu trj viém.
Thuéc tac dong 18n viing dudi d6i gy ha nhigt, toa nhiét tang do gian mach va ting lw
lugng mau ngoai bign.

_ Paracetamol vdi liéu didu tri it tic ddng dén hé tim mach va ho hap, it 1am thay dbi cén
biing acid - base, ft gdy kich img, xutc hodc chdy mau da day nhu khi ding salicylat vi
Paracetamol it tac dyng trén cyclmxygenase / prostaglandin ciia h§ thén kinh trung
uong. Paracetamol ft c6 tc dyng trén tiéu cdu hodic thdi gian chay mau.

DUQC DONG HOC:

_ Paracetamol dugc hdp thu nhanh chéng va hdu nhu hodn toan qua duting tiéu héa.
Néng dd dinh trong huyét tudng dat trong vang 30 - 60 phit sau khi ung vi lidu didu
trj. Paracetamol phan bd nhanh va déng déu trong phén lon cdc mé cla co thé. Khoing
25% paracetamol trong mau gén ket véi protein huyét tuong. Thoi gian ban hiy clia
paracetamol 1a 1,25 - 3 gid, c6 thé kéo dai véi liéu gay dGc hodc & ngutii bénh co tén
thuong gan.

- Sau tigu didu trj, c6 thé tim théy 90 - 100% thubic trong nutc tiéu trong ngay thif nhat,
chii y&u sau khi lién hgp trong gan véi acid glucuronic (khodng 60%), acid sulfuric
{khodng 35%) hodc cystein (khodng 3%); ciing phat hién thay mot lugng nhd nhim
chat chuyén hod hydroxyl - hod va khir acetyl. Tré nhd it c6 kha nang lién hop véi thudc
han so vdi ngudi ldn.

- Paracetamol bj N-hydroxyl hod bdi cytochrom Paso dé tao nén N-acetyl-
benzogquinonimin, mt chét chuyén hod trung gian cé tinh phan dng cao. Chét chuyén
hod ndy thuiing phan {ng véi cc nhom sulfhydryl trong glutathion va nhu vay bj khir
hoat tinh. Tuy nhién, néu udng liéu cao paracetamol, chat chuyén hod nay dugc tao
thanh véi lugng di dé 1am can kigt glutathion trong gan; trong tinh trang dé, phan ing
ciia nd véi nhém sulfhydryl ciia protein gan téng Ién, cd thé din dén hoai tir gan.

CHI BINH:
Lam giam nhitc d4u, nhiic rang, dau nhiic bap thit, dau byng kinh, dau do thap khép va ha
sft.

CHONG CHI DINH:

- Man cam véi Paracetamol.

_ Ngudi bénh nhiéu I4n thifu méu.

_ Bénh tim, bénh phdi, suy gan, suy than,

- Thigu enzym G-6-P-D.

TAC DUNG KHONG MONG MUGN:

_ Ban da va nhiing phén ing dj ing khéc thinh thodng xay ra. Thuiing 1a ban do hodc
may day, nhung ddi khi nang hon va co thé kém theo st do thudc va thudng t8n niém
mac. Ngudi bgnh man cadm véi salicylat higm méin cam vdi paracetamol va nhiing
thudc c6 lign quan. Trong mt s6 It trudng hcép riéng I8, paracetamol da gy gidm bach
cAutrung tinh, gidm tidu céu va gidm todn th huy&t cdu,

_ it g3ip: ban da, budn ndn, non, loan tao mau (gidm bach cu trung tinh, gidm toan thé
huyét cdu, giam bach c4u), thifu méu, bénh than, dge tinh than khilam dyng dai ngay.

- Hi&m gap: phan ing qué mén,

Théng béo cho Bdc sTnhiing tdc dung khdng mong mufin gap phi khi s dyng thudc.

LIEU DUNG - CACH DUNG:

~ Ngudi I6n: 325 mg - 650 mg/14n, mi 4 - 6 gio ubng 1 14n. Khong udng qué 4 g/ngay.

_ Tré em: 60 mg/kg/24 gid. Hojic theo sy chi dinh clia Bac sT.

THAN TRONG:

_ Paracetamol tudng 61 khong ddc v liéu diéu tri. DGi khi ¢d nhing phén (ng da gém

ban dét sdn ngifa va may day; nhimg phan tng man cam khc gém phi thanh quan,
phil mach va nhing phan (g kiéu phén v§ cd thé it khi xdy ra. Giam tiéu cdu, ﬂ%h’im
bach c4u va gidm toan thé huyét cdu da xdy ra véi viéc sit dung nhiing dén chét p -
aminophenol, d4c bigt khi ding kéo dai cac liéu Ion. Giam bach cdu trung tinh va ban
xudt huy8t gidm tidu c4u da xdy ra khi ding paracetamol. Hiém g3p mét bach cdu hat &
ngudi bénh ding paracetamol.

- Phii diing paracetamol than trong & ngudii bénh cd thigu méu tir truéc, vi chimg xanh
tim co thé khang bifu 19 r6, mac di ¢d nhimg ndng 4§ cao nguy hiém clia
methemoglobin trong méu.

_ Ubng nhidu rugu c6 thé gdy tang dgc tinh vdi gan clia paracetamol, nén tranh hodc han
ché udng rugu.

_ Diing than trong véi ngudi bi suy gidm chitc nang gan hogc than.

_ Khéng diing vdi bt ky thudc nao chifa paracetamol.

- Khong dugc ding paracetamol dé tyf diéu trj gidm dau hon 10 ngdy & ngui Idn, qua 5
ngay &tré em va hon 3 ngay dé gidm s6t cao kéo dai trirkhi cé chi dinh cla Bac sT.

- Phy nil mang thai: chua xdc dinh dugc tinh an toan clia Paracetamol ding khi thai
nghén lién quan dén tac dyng khong mong mudh cd thé ¢ dGi vai phét trién thai. Do d6
chl nén ding Paracetamol & phy nif mang thai khi that cén thiét.

_ Phy nif cho con bi: nghién ctu & ngudi me ding Paracetamol sau khi sinh cho con b
khong thay cd tac dyng khong mong mubn @ tré nhd b me.

_ Téc dgng ciia thufic khi Idi xe va van hanh may mée: thudic khdng gay nh huiing dén
kha nding I4i xe va van hanh méay méc.

TUONG TAC THUGC:

_ Ung dai ngay lidu cao paracetamol 1am tng nhe tac dyng chdng déng cla coumarin
vA diin chat indandion. TAc dyng nay co v it hodic khong quan trong vé 1am sang.

_ Cén phii chi ¥ dén kha nang gay ha s6t nghiém trong & ngudi bgnh ding dong thai
phenothiazin va li§u phdp ha nhigt.

_ Rugy, thudc chéng co giat (phenytoin, barbiturat, carbamazepin), isoniazid s& lam tang
nguy co paracetamol gdy dc cho gan.

QUA LIEU VA CACH XU TRi:

_ Trigu chifng qué ligu:

+ Nhiém ddc paracetamol c6 thé do diing mot liéu doc duy nhét, hodc do udng lap lai
liéu 16n, hodc do ung thudc dai ngay. Hoai tir gan phy thue liéu 14 tac dyng doc cdp
tinh nghiém trong nhat do qua ligu va c6 thé gdy tirvong.

+ Budn non, ndn, dau byng thu!nusxiy ra trong vong 2 - 3 gids sau khi udng liéu ddc cia
thudc. Methemoglobin - méu, din dén chimg xanh tim da, niém mac va mong tay 14
d4u hiéu dic trung nhiBm dgc cap tinh din chat p-aminophenol. Tré em c6 khuynh
huding tao methemoglobin d& han ngudi 16n sau khi ufing paracetamol.

+ DAu higu 14m sang thuong tn gan tré nén rd rét trong vong 2 - 4 ngay sau khi ubng
ligu doc. Aminotransferase huygt tuong tang (di khi tang cao) va ndng dd bilirubin
trong huyét tuong cOng cd thé tang; khi thuong tfn gan lan rdng, thoi gian
prothrombin kéo dai. Co th€ 10% ngudi bénh bj ngd ddc khong dugc diéu trj ddc higu
da co t6n thuong gan nghiém trong, trong s6 d6 10% - 20% chét vi suy gan. Suy
than c&p cing xay ra & mgt s6 ngudi bnh. Sinh thiét gan phat hign hoai tif trung tdm
tiéu thuy trif ving quanh finh mach cifa. O nhiing truting hgp khong tif vong, thudng
t6n gan phyc héi sau nhiéu tudn hodic nhiéu théng.

_ X trf- chdn dodn som rAt quan trong trong diéu trj qua liéu paracetamol. C4n rita da
day trong moi trudng hop, tt nhat trong vong 4 it sau khi uding. Liéu phap gidi djc
chinh 1 ding nhiing hgp chat sulfhydryl, phai ding thuéc ngay lap tic néu chua dén 36
gits k& tir khi usng paracetamol. Biéu trf vdi N-acetylcystein ¢c6 higu qua hon khi cho
thufic trong thai gian dudi 10 gid sau khi udng paracetamol. Ngodi ra c6 thé ding than
hoat hodc chat tdy mudi vi chiing c6 khd nang 1am gidm h&p thy paracetamol.

bE XA TAM TAY TRE EM.
NEU CAN BIET THEM THONG TIN, XIN HOI ¥ KIEN BAC SI.

HAN DUNG: 48 thang ké tirngay san xuit.
BAD QUAN: dudi 30°C, tranh 4m va &nh séng.

San xudt tai;
L.

GONG TY cO PHAN DUGC PHAM IMEXPHARM
S6 4, Dubng 30/4, TP. Cao Lanh, Tinh Béng Thép
IMEXPHARM pT: 067-3851414  E-mail: imp@imexpharm.com

O CUC TRUONG




