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g 1 hudng ddn sif dyng thudc

N: Nai khd mat, ahiél ¢ dusi 30°C, tranh dnh sing
D xa 19m tay rd em,
Doc kj hadng din st dyng trude khi diing.

CONG TY €6 PHAN DUGC PHAM CUU LONG
150 dudng 14/9 - Phudng 5 - Tp Vinh Long - Tinh Vinh Long

ToT T B S

Bw gog |owejeseied

LI994INVITVNVd

OHM-dND

Bw pps |owejeoeiey

MAU NHAN THUOC
HOP 4 VI x 4 VIEN NEN SUI BOT
Nhéan trung gian

Trang: 1/1
Mi s6: NCD.006.00
S6: 08-09-11

PANALGANEFFER’

Paracetamol 500 mg

HOP 4 VI X 4 VIEN NEN SUI BOT

gﬁNH PHAN: Mil vl!n n!n sﬁl m chfm

mg
T4 dugc \ﬂ]: i ; .1 vitn
cHl BJNH: Dibu tri cdc chung dau va <6t tif nh
Gén via: u.f' st? "wc"d cim cdme
dau r d enn ding paracatamol d! difu
ri thip kho, va uc con dau ¢f nguén g¥c ndi tang. ST 1B SX
SOK: Ngdy SX :
TIEU CHURN AP DUNG: Tigu chufn ca sa. Han ding:

—_—

Co sé xin dang ky



o PHESN?IJ i MAU NHAN THU6C Trang: 1/1
S CﬁUDL oS EE M s6: NCD.006.00
___.m(.)f_G Vvl 4 VIEN NEN SUI BOT S8: 08-09- 11
VreC
Pharimexco

Nhén tryc ti€p trén don vi déng goi nhd nhat

GMPWHO | GMPWHO

PANALGANEFFER® | PANALGANEFFER®
Paracelamal 500mg m Paracetamol 500&@

SDK: SDK:

e e
- Pharimexco 4 - 0_23%
CONG TY cd PHAN DUQC PHAM CUU LONG CONG TY CO PHAN Y s
150 dudng 14/ « Phudag 5+ Tp Vinh Long - Tinh Vinh Long 150 dusdng 144 - Phudng 54 o
fE)
GMPWHO

PANALGANEFFER® = PANALGA

Paracetamol 500mg m Paracetamol 500mg

SBK: SBK:

@ sy £ 23

- Pharimexco - Pharimexco

CONG TY €O PHAN DUGC PHAM CUU LONG CONG TY €6 PHAN DUGC PHAM CUU LONG
150 dudng 149 - Phudng 5 - Tp Vinh Long - Tieh Vinh Long 150 dudng 14 - Phung § - Tp Vinh Loag - Tinh Vinh Long

S0 L0 SX;
Ngdy SX HO:




CONG TY il
5 A A rang:
cO PﬂggquglfGPHAM : 5, M s6¢ NCD.006.00
TR TO HUGNG DAN SU DUNG THUOC  $6: 08-09-11
VinC T0 HUGNG DAN SU DYNG THUGC GMPWHO

Pharimexco PANALGANEFFER@ 500

[ Vién nén sui bot
| THANH PHAN; Mdi vién nén sti bgl chia;
| Paracetamol .....................000 mg
T4 dUGC VU3 0 ....oororcsocere 1 VBN : /
T4 dugc gdm: Acid citric khan, natri hydrocarbonat, natri carbonat khan, isomalt, aspartam, povidone K30, natri
enzoat, pulyetgyier_l glycol, bgt huang vj cam).
DANG BAO CHE: Vién nén sui bot. : ; :
QUY CACH BONG GOI: Hop 2 vl x 4 vién, 4 v x 4 vién. HOR 2 tuyp x 10 vién nén sdi bot.
CHI BINH: Diéu trj cdc ching dau va s6t ti nhe dén vua: Nhic ddu, so't.ugau nhic do cdm cim, dau ring, dau
cg, Khdng ding paracetamol d& diéu trj thdp khdp va cdc con dau cé ngubn gdc ndi tang.
CACH DUNG VA LIEU DUNG: 5
- Hoa tan vign thubc vdo khodng 200 ml nudc d&n khi shi hét bot. N&n uSng thufc sau bita n. Khdng ding qué 6
vién méi ngdy.
-Khodng cg:h gilfa hai 14n diing thudc tir 4 4&n 6 gid.
} - Tryding hp suy than, khodng céch 16i thiéu 1 8 giy. ). WA s
| - N€u cdn dau ti€p tyc kéo dai qud 5 nIgAy. khdng nén ti€p tyc diéu trj ma khdng hélg ki€n béc sy.
| Lidu hdng ngdy clia paracetampl chl dinh khoang 60 magﬂ((!%lngay. chia [dm 4 — & 4n
n
|
]
|

- Ngussi Idn va tré em trén 11 tudi: Ud'ng‘l vién/i4n, néuc ng lai sau 4 — 6 gid. NEu dau nhiéu, c6 thé ding 2
vién/ldn, nhung khéng qud 6 vién/ngdy. : {
- Bénh nhin suy thin ndng (d9 thanh thai Creatinin < 10 ml/phat): Khodng céch gida cdc liu It nhat 12 8 gid.
Ho4c theo sy hudng ddn cda thdy thufc.
CHONG CHI BINH; Qué min véi mot trong cdc thinh phén cda thubc. ;
Ngudi b&nh gan ning, bénh th4n, bénh tim, bénh phdi va ngl.l'ﬁl bénh nhiéu I4n thi€u méu.
Ngybsi bénh thigu hyt glucose-6-phosphat dehydrogenase (G6 DL. 2 NI
THAN TRONG KHI DUNG THUOC: Ngudi dang mang thai cdn hoi y ki€n béc s§ khi ding thudc. Khong ud'nﬁ rugu va céc
thirc ung ¢ rugu khi dung thudc. Nguai bj s qll_.’sé;n chic ndng gan, thdn cdn thdn trong khi ding thulc (theo dai chic
ning gan va thdn, ting khodng cich %:%ac ¢ lié u). Phdi dung paracetamol thdn trong 6 nguti b§nh co thi€u mau tu
| trudc, vi chiing xanh tim c6 thé khdng bi€u 1§ rd, mdc du cé nhitng ndng d ) cao methemoglobin trong mdu.
| Thol ky mang thai: Chug xdc djnh dugc tln_l'é; an todn cla paracetamol dung khi thai nghén lién quan dén téc dyng
[ I;hp?g mong mudn c6 thé cé dbi vdi phat trién thai. Do dé chi nén ding paracetamol § ngudti mang thai khi that c4n
1et.
.[ Thdlhk;bcpa con bif: & ngudii me ding paracetamol sau khi dé cho con bi, khdng thdy ¢6 tic dyng khéng mong musn &
nha b me.
RNowdi 141 xe va v4n hanh mdy mde: Chua c6 tai liéu bdo cdo. : .
L TAC THUOC: USng dai ngdy liéu cao paracetamol 1am tdng nhe téc dyng chdng dong clia coumarin va
indandion. Cén phdi chu y dén kha ning gdy ha sOt nghiém lron? & ngudi bénh dung déng thdi
zin va lidu phdp ha nhiét. ng rugu qua nhidu va dai ngdy c6 thé Iam ting nguy ca paracetamol gdy
n

an.
uG¢ Bhfng co gidt (phenytoin, barbiturat ca?amazepli.g) ?az cdm dng enazym & microsom thé gan, cd thé 1Am tang
404 i gan cla paracetamol do tdng chuyén héa thuc thanh nhing ch4t doc hai véi gan. Ngoai ra ding déng théi
azid/ #6i paracetamol ciing cé thé ddn d&n tAng nguy cd ddc tinh véi gan,
G KHONG MONG MUON: Paracetamol tudng dfi khdng doc ¢ lidu diéu trj. Khi ding kgo dai cdc liéu lon, tac
ng mong mudn trén mau da xay ra nhy: gidm tiéu cdu, gidm bach cdu, va gidm toan thé huyé't cdu.
=643 Ban da, buén n6n, nén. Luin tao médu (gidm bach c4u trung tinh, gidm todn thé huy&t cdu, gidm bach cdu),
_71.NV¥higd mdu. B&nh than, dc tinh thdn khi lam dung dai ngay.
——fiém g3p: Phin (ng qué min.
C4ch xu tri: Ngung dung thu6c khi cé bt ky mdt phdn dng dj ing ndo xdy ra.
Thong bdo cho hdc sy nhing tdc dyng khung munau mudn gip phdi khi s dyng thudc. .

DU_gG LYC HOC: Paracetamol I3 thufic gidm dau, ha s6t. Lam giam thdn nhiét & nguti b&nh sGt, hi€m [dm gidm thin

nhiét & ngudi binh thudng. Thuic tic déng I&n ving dudi d%i gdy ha nhiét, tda nhiét ting do gidn mach va ting lw

| IL{‘qng m4u ngoai bién. Khi diing qui liéu paracetamol mdt ch&t chuy&n héa 14 N- acetyl-benzoquinonimin gay ddc nang
| chogan.

! DUUQC_ DNG HOC:Paracetamol h4p thu nhanh vi hoin todn qua dudng tiéu ho4. Phdn bd déng déu trong phin ldn qéc
mo cta cd thé, 25% paracetamol trong mdu két hop vdi protein huyét tuong. Thdi trir 90 - 100% lhuguc qua nudc tigu
ngay thy 1, chugé’u sau khi ligén hgp trong gan vdi acid ulucuronéc Lkhaén GG%A. acid sulfuric (khodang 35%), hodc

Rlvstem (khodng 3%) ciing phat hién 1, lugng nhd nhing chdt chuy&n hda hydroxy! hod va khit ace?I.ParacetamoI bj

-hydroxyl héa béi cytochrom P,,, d€ tao nén N-acetylbenzoquinonimin, mot chat trung gian cd tinh phdn (ng cao.

Ch4t chuyén héa nﬁ* binh tguﬂn phdn ﬁn§‘v6i céc nhém sutlhxgixl trong glutathion v bj khir hoat tinh. Néu uSng liéu

uy

1

c?l% paraff%tamol‘. ch tcl; nh ta:li néyi étacld .’432 nhot !_ug_‘ng du m can kiét glutathion cta gan. Phdn dng cla né vdi
nhém sulfhydrylcia protein gan ting1&n d4n dé&n hoai ti gan.
OUFLI U\lg XUTHF g

Triéy ching qud liéu: Budn nﬁna non, chdn n, dau byng thuding xdy ra trong vong 2 — 3 gi& sau khi udng liéu ddc ¢lia

~Methemgglobin — mau, d4n dén ching xanh tim da, niém mac va m gu taz 12 mgt ddu hiéu dic trung nhiém

déc cdp tinh ddn chat gr— aminophenol. Khi bj ng¢ ddc ndng, ban ddu cé thé cé Iih thich hé thdn kinh trung udng,
kich dong va mé sdng. Ti€p theo I phdn t’:gg Uc ché: sin s%. ha th4n nhiét, mét |13, thd nhanh, néng, mach nhan

yéu khﬁnﬁgﬂéu. huy&t p thqp va suy tudn hodn. Sfc ? thé xdy ra néu gian mach nhiéu, Can 20 ﬁi t nghet thd gay ti
vong c6 thé xdy ra. Thuong h6n mé x3y ra trudc khi chét dotn Xl hojc sau vai nuar hén mé. D4u hi¢u 14m sang thuon
ton gan trd nén rg rét trong vong 2 - 4 ngdy sau khi udn%h u ddc. Aminotransferase huy&t tudng tdng va néng d
bilirubin trong huy&t tuﬁnEl cung cg thé tang, va khi thudng t6n gan atg rdng, thai Eaan prothrombin lago dai. Co me“?o

p f khéng dugc diéu trj dic higu d c6 thudng m trgng, trong s6 d6 10 - 20% cubi

l Py pin, rifa da dae,v. dung than hoat hoZc dung thudc tdy mui. N — acetylcystein |4 thubc gidi d6c dic
y cldgapicat odc cd thé dung methionin. Diéu trj vai N — acetylcystein cé hi€u qud han khi cho thuc tron

TROES [ hodc cd thé di hionin. D N 1 incé h 4 han khi cho thud

D an/Blitre §au khi ud'ng,paracetamol. Khi cho ufng, hda lodng dung dl|‘cr} N—ac&ylc stein vdi nudc hojc d

I0ng khdng cd rugu dé dat dung dich 5% va hémhouﬁ’n%rpngvbnﬂund sau khi pha. Cho ufing N-acet{Ic tein vi

liu ddu tién I3 140 mg/kg, sau ddagha ti€p 17 liéu nlta, mdi liéu 70 mn!k? c}ch nhau 4 git 1 14n. Ch&m dit didu trj nfu

X6t nghié m paracetamol trong huy&t tuang cho thdy nguy cd dgc hai gan thdp.

BAOD QU H:BNéli khd mét, nhiét d dudi 30°C, trnh &nh sédng.

thud’ xa 14 m fay tré em.
Handing: 36thang ké tir ngy sin xudt.
Tieu chudn &p dyng: Tiéu chudn cosb =
—-______—-—'—F'

DOC K¥ HUGNG DAN S DUNG TRUGC KHI DUNG £ e ey
NEU CAN THEM THONG TIN, XIN HOI Y KIEN CUA BAC ST
THONG BAO CHO BAC ST NHONG TAC DYNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUOC
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