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HUONG DAN SU’ DUNG THUOC
Vién nén bao phim MYPARA PLUS /.

San xuat theo TCCS (x| cOPHA
THANH PHAN e\ 8]
Mai vién nén bao phim chtra:
- Hoat chét: Paracetamol.................ccc.cccovennnee. 500,00 mg
T R 65,00 mg

- Ta dwoc: Vira dl 1 vién nén bao phim (Primellose, Kollidon 30, Magnesi stearat, HPMC
615, PEG 6000, Titan dioxid, Natri lauryl sulphat, Ethanol 96%, Nwéc tinh khiét).

DUQ'C DONG HOC

Paracetamol:

Hap thu

- Paracetamol dwoc hap thu nhanh chéng tir dwéong tiéu héa va phan bd dén hau hét

cac mo cua co thé.

Phén b6 WL/

- Paracetamol lién két v&i protein huyét twong rat it & ndng dé diéu tri.

Chuyén hoéa va thai triv

- Paracetamol dwgc chuyén héa & gan va bai tiét qua nwéc tiéu chi yéu dwéi dang chat
chuyén héa Glucuronide va Sulphate-it hon 5% Paracetamol dwoc bai tiét dwéi dang
khéng doi.

- Thai gian ban thai trung binh trong huyét twong khoang 2, 3 gid.

ol

Cafein:

Hap thu
Cafein dwoc hap thu nhanh chéng tir duwéng tiéu hoa.

Phéan bé
Cafein dwoc phan b réng khap co thé.

Chuyén hoéa va thai trov

- Cafein dwoc chuyén hoa gan nhw hoan toan qua gan théng qua qua trinh oxy héa va
khir methyl tao ra mot sé d&n xuét xanthin, sau dé bai tiét qua nwdc tiéu.

- Thoi gian ban thai trung binh trong huyét tong la khoang 4, 9 gio.

CHI PINH

- Giam cac con dau nhe va con dau do nhirc dau, nhirc rang, dau nhirc co, viém xoang,
dau nhtrc do thap khép, dau bung kinh, cam lanh théng thuwéng.
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CHONG CHI BINH

LIEU DUNG VA CACH DUNG: Dung ubng %\ S, P M /X\

Man cam véi bat cir thanh phan nao cia thudce.

Tré em dudi 12 tudi.Ngwdi bénh nhiéu 1an thiéu mau, tién st co bénh:

dong mach vanh, téng huyét ap), phdi, than, gan. /,-.-’g.'?/‘;f = 2\
6 ‘ >/ CONG TY \0\

Nguw¢&i bénh thieu hut men G-6-PD. { )

\’O'l

‘.';:;" cd PHAN |*'

Nguwdi Ion va tré em trén 12 tudi: M&i 1an udng 2 vién. Ngay udng:2
c6 thé ubng dén 4 Ian 1 ngay, nhwng khéng dwoc qua 8 vién (4 gam‘-Paracetamol) 1
ngay. Hodc theo chi dan cua thay thudc.

Khoang céch tbi thiéu gira 2 1an udng thubc la 4 gid.

Cac bénh nhan suy gan néng hoéc thiéu nang than chi dung 1 liéu thap ban d3u (vi
dy 1 vién mbi ngay) hoic 1 ngay nghi, mét ngay udng (v&i lidu sang 1 vién, chiéu 1
vién) hodc theo chi dan cla thay thuéc. W

THAN TRONG

Bac si can canh bao bénh nhan vé cac dau hiéu cla phan rng trén da nghiém trong
nhw héi chirng Steven-Jonhson (SJS), hdi chirng hoai tir da nhiém déc (TEN) hay hoi
chirng Lyell, hdi chirng ngoai ban mun mu toan than cép tinh (AGEP).

Khéng dung thudc khac co chira Acetaminophen (Paracetamol) khi uéng Mypara plus
b&i vi s tang liéu co thé gay ngd doc do qua liéu.

Khéng diing thuéc ndy qua 7 ngay, hodc trong cac trwérng bj sbt qua 3 ngay hodc khi
ubng thubéc ma khéng thdy gidm cac triéu chieng trén thi phai dirng thubc di kham
bénh.

Khi dung Paracetamol kéo dai v&i liéu cao cé thé gap chirng gidm tiéu cau, gidm bach
cAu va giam toan thé huyét cau.

Daéc tinh clia thubc sé ting cao dbi véi nhirng ngwdi nghién rwou, hodc méc bénh gan

do rwou.

TAC DUNG KHONG MONG MUON

Ban da va nhirng phan (ng dj (bng khac thinh thoang xdy ra. Thwong la ban d6 hodc
may day, nhung d6i khi nang hon va cé thé kém theo sét do thude va thwong ton niém
mac. Nguwoi bénh man cam véi salicylat hiém man cam véi Paracetamol va Cafein.
Trong mét sd it trwéng hop riéng 1€, Paracetamol da géy giam bach cau trung tinh,
giam tiéu ciu va giam toan thé huyét cau.

Da day — rudt: Budn nén, non.

Huyét hoc: Loan tao mau (gidm bach ciu trung tinh, gidm toan thé huyét cau, gidm
bach ciu), thiéu mau.
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Than: Bénh than, dgc tinh than khi lam dung dai ngay.
Khac: Phan trng qua man.

Cafein anh hwdng than kinh trung wong: Gay trang thai bon chén,
mat. T oone T

Khi dung Paracetamol-Cafein két hop véi ché do an kiéng bd s&ng ('Z‘a?elj *Eit qgé’ la
ham lwgng Cafein cao hon c¢é thé ting nguy co lién quan dén tac\dung hu' :

ffein
AN i— \-\ Z

4 danh

nhw mat ngd, bén chdn, lo lang, dé cau gat, dau dau, réi loan da
tréng ngwe.

Théng béao cho Béc sy céc tac dung khéng mong muén gap phai khi ding thuéc.
TUWONG TAC THUOC

Khi dung Paracetamol va Cafein trong suét thdi gian diéu trj ngén cung vé&i thube
khang dong khéng ghi nhan biéu hién dang ké nao trén 1am sang.

Can chu y dén kha ning gay ha sbt nghiém trong & ngwdi bénh dung ddng thoi
Phenothiazin va liéu phap ha nhiét.Uéng rvou nhidu va dai ngay cé thé 1am tang nguy
co Paracetamol gay déc cho gan.

Thubc chdéng co giat (gdém Phenytoin, Barbiturat, Carbamazepin) gay cdm (rng enzym
& microsom thé gan. W/
Ngoai ra, diing déng thoi Isoniazid voi Paracetamol cling ¢6 thé dan dén tang nguy co
ddc tinh v&i gan, nhwng chwa xac dinh dwoc co ché chinh xac cla twong tac nay.
Nguy co Paracetamol gay doc tinh gan gia tang dang k& & nguwdi bénh ubng lidu
Paracetamol I&n hon liéu khuyén dung trong khi dang dung thubc chdng co giat hoic
Isoniazid. Thudng khéng cin gidm lidu & ngudi bénh dung ddng thoi liéu diéu tri
Paracetamol va thudc chéng co giat; tuy vay, ngwdi bénh phai han ché ding
Paracetamol khi dang diing thuéc chdng co giat hodc Isoniazid.

PHU N’ MANG THAI VA CHO CON BU
Paracetamol-Cafein dwoc khuyén cao khdng dung cho phy ni¥ mang thai do tang nguy co

sinh thiéu can do sy hap thu ctia Cafein.

Cafein trong stra me cé thé co tac dung kich thich tré bu sira me.

Do c6 Cafein nén phu nir mang thai va cho con bl khéng dung san pham nay.
NGU®I PIEU KHIEN XE VA VAN HANH MAY MOC

Khéng.

b |
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QUA LIEU VA CACH XU LY
Biéu hién: o
- Nhiém doc Paracetamol c6 thé do diing mét lidu déc duy nhét, ho¥¢~do uoﬁg_l@ Ja
I&n Paracetamol hay do uéng thudc dai ngay. Hoai tlr gan phu;thuoc ,heu Ia Jac ghng
doc cép tinh nghiém trong nhét do qua lidu va c6 thé gay ti vong’_ o\

- Buén nén, ndn, va dau bung thwong xay ra trong vong 2 -3 glé'

la mét dau hiéu dac treng nhiém ddc cAp tinh dan chat P — aminophenol; mét lwgng
nhé Sulfhemoglobin ciing c6 thé dwoc san sinh. Tré em c6 khuynh hwéng tao
Methemoglobin dé& hon ngwi Ién sau khi udng Paracetamol.

- Khi bi ngd déc niing, ban dau co thé c6 kich thich hé than kinh trung wong, kich déng,
va mé san. Tiép theo c6 thé Ia irc ché hé than kinh trung wong; sitng s&; ha than nhiét:
mét 1a; thé nhanh, néng; mach yéu, nhanh, khéng du; huyét ap thip va suy tudn
hoan. Truy mach do gidm oxy huyét twong ddi va do tac dung (rc ché trung tam, tac
dung nay chi xay ra véi liéu rét I6n. Séc cé thé xay ra véi néu gian mach nhidu. Con co
giat nghet thé gay tir vong c6 thé xdy ra. Thwdng hén mé xay ra treée khi chét dot
ngét hodc sau vai ngay hén mé. o

- Dau hiéu lam sang thuwong ton gan tré nén ré rét trong vong 2 dén 4 ngay sau khi uéng
liéu doc. Aminotransferase huyét twong téng (d6i khi tang rat cao) va ndng db bilirubin
trong huyét tvong ciing c6 thé téng; thém nira, khi thuwong tdn gan nghiém trong; trong
s6 d6 10% dén 20% cubi cling chét vi suy gan. Suy than cip ciing xay ra & mét sb
ngw&i bénh. Sinh thiét gan phat hién hoai tir trung tam tiéu thay trie vung quanh tinh
mach ctra. O nhirng trwdng hop khéng t& vong, thwong tén gan phuc hdi sau nhiéu
tuan hoic nhiéu thang.

Diéu tri:

- Chén doan sém rat quan trong trong diéu tri qua lidu Paracetamol. C6 nhirng phwong
phap xac dinh nhanh nbng dd thubc trong huyét twong. Tuy vay, khong dwoc tri hoan
diéu tri trong khi chér két qua xét nghiém néu bénh si¥ goi v 1a qua lidu ning. Khi nhiém
déc nang, diéu quan trong |a phai diéu tri hd tro tich cwe. Can riva da day trong moi
treéong hop, tot nhat 1a trong vong 4 gi® sau khi uéng.

- Liéu phap gidi doc chinh la dung nhitng hop chat Sulfhydryl, cé Ié tac dong mot phan
do bd sung dy trir Glutathion & gan. N-acetylcystein cé tac dung khi uéng hoac tiém
tinh mach. Phai cho thudc ngay lap trc néu chwa dén 36 gi k& tir khi ubng
Paracetamol. Diéu trj véi N-acetylcystein ¢ hiéu qua hon khi cho thudc trong thoi gian
dwdi 10 gi sau khi uéng Paracetamol. Khi cho uéng, hoa lodng dung dich N-

Y
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acetylcystein vé&i nwéc hodc do uéng khong cé requ dé dat dung dich 5% va phai udng
trong vong 1 gid sau khi pha. Cho ubng N-acetylcystein v&i liéu dAu tién 1a 140 mg/kg,
sau d6 cho tiép 17 lidu niva, méi lidu 70 mg/kg cach nhau 4 gi& mét lan. Cham dit diéu
tri néu xét nghiém Paracetamol trong huyét twong cho thay nguy co doc hai gan thap.

- Téac dung khéng mong mudn clia N-acetylcystein gdm ban da (gém ca may day, khéng
yéu cau phai ngirng thudc), budn nén, nén, tiéu chay, va phan ng kiéu phan vé. Néu
khoéng co N-acetylcystein, co thé diung Methionin. Ngoai ra, c6 thé dung than hoat va/
ho#c thudc tay mudi, chiing co kha nang lam giam hap thu Paracetamol.

Cafein

Triéu chirng: qué lidu Cafein c6 thé gay dau thwong vi, nén mia, lgi tiéu, mach nhanh, hoi

chirng CNS (mét ngd, bdn chdn, phan khich, dé bi kich dong, ring minh va co giat).

Can lwu y ring, cac triéu chirng qua liéu Cafein xdy ra véi san phdm nay nén xem xét

cung v&i déc tinh cia Paracetamol.

Céch x& tri- bénh nhan phai dwoc cham soc hd tro tdng quan (vi du: bu nwéc va duy tri

cac dau hiéu séng). Viéc diing than hoat tinh c6 thé co ich khi thuc hiéc trong vong mot

gi& sau khi qua lidu, nhung c6 thé dwoc xem xét trong 4 gio' tiép theo sau khi qua liéu. Hoi
chirng CNS clia qua lidu Cafein co thé dwoc diéu tri bang thudc an than tiém tinh mach.

BAO QUAN: Noi khd thoang, tranh anh sang, nhiét dé phong (< 30°C)__.,_. . L/

PONG GOI: Hop 3 vi, 6 vi hodc 10 vi x 10 vién nén bao phim. ] AN

HAN DUNG: 36 thang ké tir ngay san xuat. “ \é?/ Vis

TIEU CHUAN: TCCS % -5/

DE XATAMTAY CUATREEM \
KHONG DUNG THUOC QUA HAN SU DUNG

POC KY HUONG DAN SU’ DUNG TRUGC KHIDUNG 0 CUC ooy
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC s~r Yot e

Tén va dja chi nha san xuét
CONG TY CO PHAN SPM

L6 51, Pwdng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM.

spm DT (08) 37507496 - Fax: (08) 38771010
Tp. HCM, ngay 21 thang 04 nam 2014

h“"“ln..\ < -..J-“v g .,

,‘ =

QS Nguyén"‘ﬁle Ky



