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CONG THLPC: M3i vién nén dai bao phlm chira:
Paracetamol .. ...500mg
Té dugc vira aii 1 \nén

CHI D|NH, LIEU DUNG - CACH DUNG, CHONG CHI B|NH, THAN TRONG &
TAC DUYNG PHU: Xem thong tin chi tiét trong t& hiréng din st dung.

BAO QUAN: Noi khd thoéng, trdnh anh séng, nhiét a9 phang (< 30°C).

DE XA TAM TAY CUA TRE EM Tiéu chudn: TCCS
BOC KY HUONG DAN SUF DUNG TRUO'C KHI DUNG SDK:

NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC S¥
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Box of 10 blisters x 10 film co il
100 FILM COATED

PARACETAMOL 500mg

Each ffim coated tebiet containg
500mg PARACETAMOL
TR LT e TN TR

Han ding:

Each film coated lablet contains
500mg PARACETAMOL
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S 14 SX:
PARACETAMOL 500mg Gldm dau, ha s6t - Relieves pain, Relieves fever PARACETAMOL 500mg

Gidm dau, ha st - Relleves pain, Relieves fever

PARACETAMOL 500mg
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MAU NHAN CHAI PANG KY

1. Mau nhan Chai 100 vién

Céng thirc: M&i vién nén bao phim chira:

................................. 500mg ‘Tp. HCM, ngéx 12/02/2014

Ta dwgc vira dii 1 vién nén bao phim. TO M BOC
Chi dinh; Chéng chi djnh; Lidu dung |

& céch dung; Téc dyng phy, céc thong
tin khéc: Xin xem t& huémng dan sir dung.

Bao quén: Noi kho thoang, tranh 4nh sang,
nhiét d0 phong (< 30°C).

Tiéu chuén: TCCS
SBK:

Dé xa tim tay ciia tré em

Khéng ding thubc qua han sir dyng

Boc ky huéng din sir dyng trwde khi ding .
: @ﬁqdnmr:uwn;m.mhwmnucﬁ DS. NGUYEN THE KY

o\

86 16 SX: (Batch. no)
Ngay SX: (Mfg. date)
Han ding: (Exp. date)

Céng thire: Mi vién nén bao phim chira:
- Ta dwoc vira di 1 vién nén bao phim.

Chi dinh; Chéng chi dinh; Liéu ding

& cach dung; Tac dung phuy, cac théng
tin khac: Xin xem t& hwéng dan st dung.

Bao quan: Noi khd thoang, trénh anh sang,

nhiét a6 phong (< 30°C). 228

Tiéu chudn: TCCS fed

SBK: %% B
W m

Dé xa tm tay cua tré em ‘-’«Eg W
BZT

Khéng ding thuéc qua han sir dung
Boc ki hwéng dan sir dung trwére khi ding
| Néu cin thém thong tin, xin hoi y kién Bacsj

3. M4u nhan Chai 500 vién

Céng thirc: MBi vién nén bao phim chira:
Paracetamol ...........c..ccooeevveecnnenes 500mg
Ta dwgc vira di 1 vién nén bao phim.
Chi dinh; Chéng chi dinh; Liéu ding

& cach dung; Tac dung phu, cac théng
tin khac: Xin xem t& hwéng dan st dung.

CHAI 500 VIEN NEN DA| BAO PHIM

= THUOE DUNG CHO BENH VIEN

Bao quan: Noi khé thoang, tranh anh séng,
nhiét d phong (< 30°C).

Tiéu chuén: TCCS L
sBK: geé
Dé xa tAm tay cua tré em §5§ .
Khéng dung thuéc qua han st dung 385

Doc ky hwéng dén sir dyng trwée khi ding
~ Néu can thém théng tin, xin héi y kién Bac sy
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HU'GONG DAN SU’ DUNG THUOC
Vién nén dai bao phim MYPARA 500/
San xuét theo: TCCS

CONG THUPC: M&i vién nén dai bao phim c6 chira:

Paracetamol ...............c............. 500 mg

Ta dwoc vd cho 1 vién nén dai bao phim: (Natri starch glycolat, Kollidon 30, Glycerin
BP, Talc, Magnesi stearat, Aerosil, HPMC 615, PEG 6000, Ethanol 96°, Nwdc tinh khiét).
DUQC LY VA CO CHE TAC DUNG

- Paracetamol (Acetaminophen hay N — acetyl — p — aminophenol) Ia chat chuyén hoa
¢6 hoat tinh clia phenacetin, la thudc giam dau — ha sét hiru hiéu c6 thé thay thé aspirin:
tuy vay, khac véi aspirin, Paracetamol khéng cé hiéu qua diéu trj viem.

- V6i liéu ngang nhau tinh theo gam, Paracetamol c6 tac dung giam dau va ha sét
twong tw nhw aspirin.

- Paracetamol lam giam than nhiét & nguoi bénh sét, nhung hiém khi lam gidm than
nhiét & nguoi binh thuong. Thude tac dong 1én ving dwoi dbi gay ha nhiét, tda nhiét ting
do gian mach va tang lwu lwong mau ngoai bién.

- Paracetamol, v&i liéu diéu tri, it tac dong dén hé tim mach va hé hép, khéng lam thay
ddi can bang acid — base, khdng gay kich (rng, xwéc hodc chay mau da day nhw khi dung
salicylat, vi Paracetamol khong tac dung Ién cyclooxygenase/protaglandin ctia hé than kinh
trung wong. Paracetamol khéng cé tac dung trén tiéu cdu hoic thoi gian chay mau.

- Khi dung qua liéu Paracetamol, mét chat chuyén hoa la N — acetyl — benzoquinonimin
gay doc ndng cho gan. Liéu binh thwéng, Paracetamol dung nap tét, khéng cé nhidu tac
dung phu cla aspirin. Tuy vy, qua liéu cap tinh (trén 10 g) lam thwong tdn gan gay chét
ngwdi, nhirng vu ngd doc va tw van bang Paracetamol da tang Ién mét cach dang lo ngai
trong nhi*rng ndm géan day. Ngoai ra nhiéu ngudi trong d6 cé ca thay thuée, dwong nhu
khéng biét tac dung chéng viém kém ciia Paracetamol.

DUQC DONG HOC V{/

< Hap thu:

- Paracetamol dwoc hap thu nhanh chéng va hau nhw hoan toan qua dwéng tiéu héa.

- Nong d¢ dinh trong huyét twong dat trong vong 30 — 60 phit sau khi udng véi lidu didu
tri.

< Phan bé: Paracetamol phan b nhanh va déng déu trong phan 16n cac mé ciia co
thé. Khodng 25% Paracetamol trong méau két hop véi protein huyét trong.

< Thai tree:

- Thoi gian ban thai cla huyét twong clia Paracetamol 1a 1.25 — 3 gi®, c6 thé kéo dai
v6i liéu gay ddc hodc & nguwdi bénh cé tdn thwong gan.

- Sau liéu diéu tri, c6 thé tim thdy 90 dén 100% thudc trong nwéc tidu trong ngay thir
nhat, chli yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric
(khodng 35%) hodc cystein (khodng 3%); cling phat hién thém mét lweng nhé nhirng chat
chuyén héa hydroxyl — héa va khir acetyl. Tré nhé it kha nang glucuro lién hop véi thude
hon so voi nguwoi lén.

P
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- Paracetamol bi N — hydroxyl hoa béi cytochrom P dé tagA
benzoquinonimin, mét chét trung gian cé tinh phan (ng cao. Cha :
thwdng phan (rng véi cac nhom sulfhydryl trong glutathion va nhw vay
nhién, néu udng liéu cao Paracetamol, chat chuyén héa nay dwoc itz
dé lam can kiét glutathion cla gan; trong tinh trang d6, phan
sulfhydryl clia protein gan tang lén, c6 thé dan dén hoai tir gan.
CHIi DINH

- Didu tri cac chirng dau va sét tir nhe dén vira.

LIEU DUNG - CACH DUNG: Dung uéng.
- Dé gidm dau hodc ha sét: Cach méi 4 — 6 gio ubng mét lan
+ Ngui Ién va tré em trén 12 tudi: Udng 1 vién/ 1an; khdng qua 4 gam/ 24 gio»
+Tré em tlr 6 - 12 tudi: ¥ - 1 vién/ 1an; khong qua 4 an/ 24 gio.

- Thoi gian dung: Khéng dung paracetamol qua 10 ngay ¢ nguw¢i lén hodc qua 5 ngay &
tré em khi tw y diéu tri gidam dau hoac ha sét.
CHONG CHI BINH

- Ngwoi bénh nhiéu Ian thiéu mau hodc cé bénh tim, phdi, than hodc gan.

- Ngwoi bénh qua man cam véi Paracetamol.

- Nguwoi bénh thiéu hut glucose — 6 — phosphat dehydrogenase. (%
THAN TRONG

- Paracetamol twong déi khéng doc véi liéu diéu tri. Dai khi cé nhirng phan (rng da gém
ban dat sdn ngtra va may day; nhitng phdn (rng man cam khac gém: phui thanh quan, phu
mach, va nhitng phan (rng kiéu phan vé cé thé it khi xay ra. Gidm tiéu cau, gidm bach cau,
va giam toan thé huyét cau da xay ra voi viéc siv dung nhirng chat p — aminophenol, dac
biét khi dung kéo dai céc liéu I&n. Gidm bach cau trung tinh va ban xuét huyét giam tiéu
cdu da xay ra khi dung Paracetamol. Hiém gdp mét bach cau hat & nguwoi bénh dung
Paracetamol.

- Phai dung Paracetamol than trong & ngwoi bénh thiéu mau tr trudc, vi chirng xanh
tim c6 thé khong biéu 16 r6, mac du cé nhirng ndng dd cao nguy hiém clia methemoglobin
trong mau.

- Ubng nhiéu rwou co6 thé lam tang ddc tinh véi gan cla Paracetamol; nén tranh hodc
han ché udng ruwou.

- Khéng dwoc dung Paracetamol dé tw diéu tri gidm dau qua 10 ngay & ngwoi Ién hodc
qua 5 ngay & tré em, trir khi do thay thudc hwéng dan, vi dau nhiéu va kéo dai nhw vay co
thé 1a d4u hiéu cua mét tinh trang bénh Iy can thay thuéc chan doan va diéu trj c6 giam sat.

- Khéng dung Paracetamol cho ngui Ion va tré em dé ty diéu tri sét cao (trén 39,5°C), sét
kéo dai trén 3 ngay, hodc sbt tai phat, trir khi do thdy thudc hwéng dan, vi sét nhw vy la co
dAu hiéu cua mét bénh ning can dwoc thdy thudc chan doan nhanh chéng.

- Bac si can canh bao bénh nhan vé cac dau hiéu cda phan (rng trén da nghiém trong nhuw
hoi chirng Steven-Jonhson (SJS), héi chirng hoai tlr da nhiém ddc (TEN) hay héi chirng
Lyell, héi chirng ngoai ban mun mu toan than cép tinh (AGEP).
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TAC DUNG KHONG MONG MUON (ADR)

gidm tiéu cau va gidm toan thé huyét cau.

it gap, 1/1000 < ADR < 1/100:

- Da: Ban.

- Da day - ruét: Bubn nén, nén.

- Huyét hoc: Loan tao mau (gidm bach cau trung tinh, gidm toan thé huyét cau, giam
bach cau), thiéu mau.

- Than: Bénh than, ddc tinh than khi lam dung dai ngay.

Hiém gap, ADR < 1/1000:

- Khac: Phan (rng qua man.

Théng b&o cho béc sy biét nhirng tac dung khéng mong mudn gdp phai khi st
dung thuéc.

HU'GNG DAN CACH XU TRi ADR:

- Néu xay ra nhirtng tac dung khédng mong muédn nghiém trong, ngirng ding
Paracetamol. V& diéu tri, xin doc phan: “Qua liéu va xu tri”.

TUONG TAC THUOC W

- Ubng dai ngay liéu cao Paracetamol lam t&ng nhe tac dung chéng déng clGia coumarin
va dan chét indandion. Tac dung ndy cé vé it hodc khéng quan trong vé 1dm sang nén
Paracetamol dwgc wa dung hon Salicylat khi can gidm dau nhe hodc ha sét cho nguwoi
bénh dang ding coumarin ho&c dan chéat indandion.

- Can phai cht y dén kha nang gay ha sbt nghiém trong & ngwdi bénh dung déng thoi
phenothiazin va liéu phap ha sét.

- Ubng ruou qué nhiéu va dai ngay cé thé lam tang nguy co Paracetamol gay ddc cho
gan.

- Thubc chéng co giat (gébm phenytoin, barbiturat, carbamazepin) gy cam (rng enzym &
microsom thé gan, cé thé 1am ting tinh doc hai gan clia Paracetamol do téng chuyén hod
thubéc thanh nhirtng chat doc hai véi gan. Ngoai ra, dung dong théi isoniazid voi
Paracetamol ciing c6 thé dan dén tang nguy co ddc tinh v&i gan, nhung chwa xac dinh
dwoc co ché chinh x&c clia twong tac nay. Nguy co Paracetamol gay ddc tinh gan gia tang
dang k& & nguwoi bénh udng liéu Paracetamol Ién hon liéu khuyén dung trong khi dang
dung thubc chéng co giat hodc isoniazid. Thuéng khéng can gidm liéu & nguwoi bénh ding
ddng thei liéu didu tri Paracetamol va thubc chdng co giat, tuy vay nguwéi bénh phai han ché
tw dung Paracetamol khi dang dung thuéc chéng co giét hodc isoniazid.

NGUOI CO THAL:

- Chuwa xac dinh dwoc tinh an toan cta Paracetamol dung khi thai nghén. Do dé, chi
nén ding Paracetamol & nguwdi mang thai khi that can.
NGUO1 NUOI CON BU:
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- Nghién ctru & nguwdi me dung Paracetamol sau khi dé cho coi] Nhay co tac
dung khéng mong muén & tré nhé bl me. q,‘;é)NG v\
NGUOI BIEU KHIEN XE MAY: : 2

QUA LIEU VA CACH XU TRi:
< Biéu hién:

- Nhiém doc Paracetamol cé thé do ding mét liéu déc duy nhét, hodc do udng Iap lai
liéu I&n Paracetamol (vi du, 7,5 — 10 g mdi ngay, trong 1 — 2 ngay), hoac do uéng thudc dai
ngay. Hoai t&r gan phu thudc liéu 1a tac dung déc cép tinh nghiém trong nhéat do qua liéu va
c6 thé gay tir vong.

- Budn ndn, nén, va dau bung thudng xay ra trong véng 2 — 3 gi& sau khi udng liéu ddc
ctia thuéc. Methemoglobin — mau, dan dén chirng xanh tim da, niém mac va méng tay la
mot dau hiéu dic trwng nhiém doc cip tinh dan xuét p — aminophenol; mét Iwgng nhé
sulfhemoglobin ciing c6 thé dwoc san sinh. Tré em cé khuynh hwéng tao methemoglobin
dé hon ngudi I6n sau khi uéng Paracetamol.

- Khi bi ngé déc nang, ban dau co thé co kich thich hé than kinh trung wong, kich déng
va mé sang. Tiép theo c6 thé la rc ché hé than kinh trung wong; sitng s&, ha than nhiét;
mét I3; thé nhanh, ndng; mach nhanh, yéu, khdng déu; huyét ap thap; va suy tudn hoan.
Truy mach do gidm oxy huyét twong ddi va do tac dung trc ché trung tdm, tac dung nay chi
xay ra véi liéu rat 1on. Séc cé thé xay ra néu gidm mach nhiéu. Con co giat nget thé gay tir

vong c6 thé xdy ra. Thwdng hén mé xay ra trwde khi chét dét ngdt hodc sau vai ngay hon l(/

mé.

- DAu hiéu 1am sang thwong tdn gan tré nén ré rét trong vong 2 dén 4 ngay sau khi
ubng liéu doc. Aminotransferase huyét twong téng (déi khi tang rét cao) va néng dé bilirubin
trong huyét twong cling cé thé ting; thém nira, khi thwong tdn gan lan rong, th&i gian
prothrombin kéo dai. Co thé 10% ngudi bénh bi ngd ddéc khéng dwoc diéu tri dac hiéu da co
thwong tdn gan nghiém trong; trong sé d6 10% dén 20% cubi cung chét vi suy gan. Suy
than cap ciing xay ra &@ mot sé ngwoi bénh. Sinh thiét gan phat hién hoai tir trung tam tiéu
thuy trir ving quanh tinh mach ctra. O' nhitng trwong hop khdng tlr vong, thwong tén gan
phuc hdi sau nhiéu tudn ho&c nhiéu thang.

< Diéu tri:

- Chén doan sé'm rat quan trong trong diéu tri qua liéu Paracetamol. Cé nhirng phwong
phap xac dinh nhanh ndng dd thuéc trong huyét twong. Tuy vay, khéng duoc tri hoan diéu
trj trong khi chd doi két qua xét nghiém néu bénh st goi y 1a qua liéu nang. Khi nhiém déc
ning, diéu quan trong 1a phai diéu tri hd tro tich cwe. Can rira da day trong moi triedng hop,
t6t nhat trong vong 4 gi® sau khi uéng.

- Liéu phap giai doc chinh la dung nhitng hop chat sulfhydryl, cé 1& tac ddng mét phan
do bd sung dw trir glutathion & gan. N — acetylcystein cé tac dung khi udng hodc tiém tinh
mach. Phai cho thuéc ngay lap tirc néu chuwa dén 36 gio k& tir khi ubng Paracetamol. Diéu
tri v&i N - actylcystein c¢6 hiéu qua hon khi cho thudc trong théi gian dwéi 10 gio sau khi
udng Paracetamol. Khi cho uéng, héa lodng dung dich N — acetylcystein véi nwéc hodc dd
udng khéng cé rwou dé dat dung dich 5% va phai ubng trong vong 1 gio sau khi pha. Cho
udng N — acetylcystein véi liéu dau tién 1a 140 mg/kg, sau d6 cho tiép 17 liéu niva, mbi liéu
70 mg/kg cach nhau 4 gid mot 1an. Cham dit diéu tri néu xét nghiém Paracetamol trong
huyét twong cho thdy nguy co ddc hai gan thép.

- Tac dung khéng mong muédn ctia N — acetylcystein gom ban da (gébm ca may day,
khéng yéu ciu phai ngirng thudc), budn nén, nén, ia chay, va phan tng kiéu phan vé. Néu

T
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khéng c6 N — acetylcystein, cé thé dung methionin. Ngoai ra c6 thé dung than hoat va/hoidc
thuéc tdy mudi, chung cé kha ning lam gidm héap thu Paracetamol.

Théng bao ngay cho béc sy nhikng tac dung khéng mong muén gap phai khi st
dung thuéc qua liéu.

BAO QUAN: Noi kho thoang, tranh anh sang, nhiét do phong (< 30°C).
DONG GOI:

- Vi 10 vién, hép 10 vi.

- Chai 100 vién, hoac chai 200 vién hoac chai 500 vién.
HAN DUNG: 36 thang ké tir ngay san xuét

DE XA TAM TAY CUA TRE EM .
KHONG DUNG THUOC QUA HAN SU’ DUNG ‘/V
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY

Tén va dia chi nha san xuat

CONG TY CO PHAN SPM
h www.spm.com.vn
SPM | 551, Puong sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan,
TP. H& Chi Minh, Viét Nam
DT: (08) 37507496 - Fax: (08) 38771010
Website: www.spm.com.vn




