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I. NHAN HOP
A) Mit |
HQP 20 Vi x 10 VIEN NEN_J3» CONG THUC:
Pardeetamol v nimnisssmiam ... 500mg
TS T VT A ocomssosisiismmnsn 1 vién

Paracetamol

GMP-WHO

300myg

GIAM PAU
HA SOT

Ji14))

{|

CHi PINH, CACH DUNG, CHONG CHI BINH
VA CAC THONG TIN KHAC:
Xem t& hudng dén st dung.

SPK/Reg. No.:

POC KY HUGNG DAN SU DUNG
TRUSC KHI DUNG.
DE XA TAM TAY TRE EM.

-1 ey chudn Gp dung: DBVN IV.

B0 qudin nal khé rdo, trénh énh séing.
A} 46 khong qud 30°C.
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Box of 20 blisters x 10 tablets Composition:
PEIGEIOMOmommsmismaimmansnsy 500mg
EXCIpIents @.5.....c.ocvveiiininieiniein 1 tablet

Paracetamol
5300myqg

S& 16 SX/Batch No. :
Ngay SX/Mfg. Date:
HC/Exp. Date

GMP-WHO

ANALGES’C Sdn xudt tai:
ANTIPYRETIC CONG TY C8 PHAN HOA-DUGC PHAM

MEKOPHAR
b Mekophar Chemical Pharmaceutical
Joint-Stock Company

297/5 Ly Thudng Kigt. P.15. .11, TP. HCM. VN
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II. NHAN VI: —

(S6'16 SX, Han ding in ni trén vi)

III. NHAN CHALI (Chai 200 vién)

CONG THUC: COMPOSITION:
PArQCBRAIMKL. s 500mg Paracetamol.........ccuen.. 500mMg
TG AU VO A it 1 vign Excipients g.5..........ccc.r..... 1 fablet
CHI BINH, CACH DUNG, P t I
i o aracetamo
CAC THONG TIN KHAC:
Xem t& hudng dén s dung. @ 5 oomq

DOC K¥ HUGNG DAN sU DUNG 2 VIEN NEN

TRUGC KHI DUNG. Tablets SBK/Reg. No.:

DE XA TAM TAY TRE EM. :
Tigu ehudn dp dung: DEVN IV GIAM DAU - HA SOT 5 16 5X/Batch No. :
Bdo qudn ndl khd réo, tranh anh sang. Analgesic - Antipyretic Ngéy SX/Mfg. Date:

nhigt g khong qud 30°C. HD/Exp, Date




III. NHAN CHAI (Chai 500 vién)

CONG THUC:
Paracetamol.........ccvvirevnnennns 500mg
Té duge via ..., 1 viégn
CHi BINH, CACH DUNG,

CHONG CHI PINH VA

CAC THONG TIN KHAC:
Xern t& hudng dén st dung.

POC KY HUGNG DAN sU DUNG
TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.
Tidu chudn ép dyng: DBVN IV.

Bdo quadn noi khé rdo, tranh anh sang.

nhiét A& khéng qua 30°C.

CONG TY CO PHAN HOA-DUQC PHAM MEKOPHAR

m Mekophar Chemical Pharmaceutical Joint-Stock Co.

297/5 Ly Thudng Kiet, P.15, @.11, TP, HCM, VN

Paracetamol

50 VIEN NEN

Tablets

GIAM DAU - HA SOT

Analgesic - Antipyretic

Thuée ding trong bénh vién

IV. NHAN CHAI (Chai 1200 vién)

CONG THUC:

FninE e el e e 500mg
Té duldic v S
CHI BINH, CACH DUNG,
CHONG CHIi DINH VA

CAC THONG TIN KHAC:

Xem t& hudng dan st dung.

- DQC KY HUGNG DAN sU DUNG
TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.
Tiéu chudn ap dung: DBVN IV.
Bdo qudn nai khé rdo, trdnh anh sang,
nhiét dé khéng qua 30°C.

CONG TY CO PHAN HOA-DUQC PHAM MEKOPHAR

gﬂ’ Mekophar Chemical Pharmaceutical Joint-Stock Co

297/5 Ly Thudng Kiet, P.15, @.11, TP. HCM, VN

Paracetamol

500myqg

CIE

120

VIEN NEN
Tablets

GIAM DAU - HA SOT
Analgesic - Antipyretic b
Thudc dung trong bénh vién

COMPOSITION:

Paracetamol.............cccceieinns 500mg

Exclpients 5. 1 tablet
SPK/Reg. No.:

S8 16 SX/Batch No. :
Ngay SX/Mfg. Date:
HD/Exp. Date

COMPOSITION:
Pargcetamoliiiiiiisaiiig 500mg
EXCIDIenTs gi8) iosamosssmssa | TADIGTE
SPK/Reg. No.:

$6 16 SX/Batch No.:
MNgay SX/Mfg. Date:
HD/Exp. Date:

VR
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TO HUONG DAN SU DUNG THUOC:

PARACETAMOL 500mg
Vién nén
CONG THUC:
— Paracetamol.......occeeeiiiiciiriciiece e 500 mg
== F R IR VIR BL cccmvscumivinsisiviin s damswidi e S A G S s L S 1 vién

(talc, gelatin, pregelatinized starch, magnesi stearat, natri starch glycolat, tinh bdt bién tinh)
TINH CHAT:
Paracetamol (acetammophen hay N-acetyl-p-aminophenol) la chét chuyén héa c6 hoat tinh cua
phenacetin, c6 tac dung giam dau, ha sot. Paracetamol lam giam thén nhiét & nguoi bénh sot,
nhung hiém khi lam giam than nhiét & ngudi binh thudong. Thude tac dong l1én ving dudi ddi
gdy ha nhiét, téa nhiét tang do gidin mach va tang luu lugng méau ngoai bién.
CHI PINH:
— Giam dau trong céc truong hop dau nhe va vira: dau déu, dau khép, dau do chén thuong, dau
lung, dau bung kinh, dau ring, nhd ring,..
— Ha st & ngudi bi sét do cam cum, viém nhlem
CACH DUNG - LIEU DUNG:
— Ngudi 16n va tré em trén 12 tudi: ubng 1 — 2 vién/lan, ngdy 3 1an. Khong qué 6 vién/ngay.
— Tré em trén 6 — 12 tudi: udng '/> — 1 vién/lan, ngay 2 — 4 lan. Khong qué 4 vién/ngay.
Hodc theo chi dan cta béc sy.
Khoang céch giita céc lan dung thude tdi thiéu 1a 4 gio.
% Luuy:
— Khéng duge tu y str dung paracetamol dé diéu tri giam dau qua 10 ngay & ngudi 16n hodc qua
5 ngay O tré em, trir khi c6 su theo ddi ctua bac s§.
— Khéng duoc tu y sir dung paracetamol dé diéu tri s6t cao (trén 39,5°C), s6t kéo dai hon 3 ngay
hodc sbt tai phat trir khi c6 su theo ddi cta bac s¥.
CHONG CHI PINH:
—Man cam v6i mot trong céc thanh phén cua thude.

—Bénh nhan thiéu men glucose-6-phosphat dehydrogenase (G6PD). ) ]
— Paracetamol c6 thé gdy cac phan tng trén da nghiém trong nhu hdi chung Steven-Jonhson || \

(SJS), hoi chimg hoai tir da nhiém déc (TEN) hay hoi chimg Lyell, hdi chimg ngoai ban mun
mu toan than cép tinh (AGEP).

— Ngudi bénh can phai ngimg dung paracetamol va di bac sy kham ngay khi thdy phét ban hodc
cac biéu hién khac ¢ da hoic cac phan tmg man cam trong khi didu tri. Ngudi bénh co tién sir
c6 cac phan ‘mg nhu vay khong nén dung céc ché phim c6 chia paracetamol

— Than trong khi str dung paracetamol cho ngudi suy gan, suy than, ngudi nghién ruou, suy dinh
dudng man tinh hodc bi mit nuéc. Tranh ding lidu cao, dung kéo dai cho nguoi suy gan.

— Than trong khi str dung paracetamol cho nguoi bénh ¢6 thiéu mau tir trude.

— Tranh udng ruou khi dung thudc.

— Thube ¢6 chira paracetamol, khong duoc ding cting lic v6i bat ky thude nao khéac ¢o chira
paracetamol.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua thdy thudc ¢6 anh huong 1én kha nang 1ai xe va van hanh may.

THOI KY MANG THAI - CHO CON BU:

— Phy nft mang thai: chi ding paracetamol khi thét can thiét.

— Phuy nit cho con bu: khong thdy c6 tac dung khong mong mudn trén tré ba me khi ngudi me
dung paracetamol.

TAC DUNG KHONG MONG MUON:

— It gap:

+ Da: ban

1/2 /Jmp@/
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+ Da day — rudt: budn nén, non.

+ Huyét hoc: loan tao mau (giam bach cdu trung tinh, giam toan thé huyét cau, giam bach cau),
thiéu mau.

+ Thén: bénh than, ddc tinh than khi lam dung dai ngay.

— Hiém gap:

+ Da: h¢i ching Steven-Jonhson, hoi chimg hoai tir biéu bi nhiém doc, hoi chimg Lyell, hoi
chirng ngoai ban mun mu toan than cap tinh.

Théng bdo cho bac s§ nhitng tic dung khong mong mudn giip phai khi str dung thude.
TUONG TAC THUOC:

— Ubng dai ngay liéu cao paracetamol lam ting nhe tac dung chéng dong cua coumarin va dan
chét indandion.

— Cin chu y dén kha nang gy ha sbt nghiém trong & ngudi bénh dung déng thoi phenothiazin

va liéu phap ha nhiét.

- Uong ruou qua nhiéu va dai ngay c6 thé 1am tang nguy co paracetamol gay ddc cho gan.

— Thude chéng co giat (gdm phenytoin, barbiturat, carbamazepin) ¢6 thé 1am tang tinh doc hai
gan cua paracetamol do tang chuyén hoéa thude thanh nhiing chét doc hai véi gan.

— Dung ddng thoi isoniazid v&i paracetamol ¢ thé din dén tang nguy co ddc tinh voi gan,
nhung chua xé4c dinh duoc co ché chinh xdc cua tuong tdc nay. Nguy co paracetamol gdy doc
tinh gan gia tdng déang ké & ngudi bénh udng lidu paracetamol 16n hon licu khuyén dung trong
khi dang ding thude chong co gidt hodc isoniazid. Thuong khong can giam lidu & ngudi bénh
dung dong thoi lidu didu tri paracetamol va thudc chéng co giat; tuy vy, ngudi bénh phai han
ché ty dung paracetamol khi dang ding thu6e chdng co giat hodc isoniazid.

— Probenecid c6 thé lam giam dao thai paracetamol va lam ting nira doi trong huyét tuong cia
paracetamol.

QUA LIEU VA CACH XU TRi:
Qua liéu paracetamol c6 thé do dung mot lidu doc duy nhét, hodic do uon[, lap lai llQLLJOI‘I
paracetamol (vi du: 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc do udng thude dai ngay. Hc‘ﬁ\h
to gan phu thude lidu 1a tac dung ddc cép tinh nghiém trong nhét do qua liéu va c6 thé gy
vong. Biéu hién cua qua lieu _paracetamol: budn ndn, nén, va dau bung thudng xay ra J,pgng 2

vong 2 - 3 gid sau khi udng lidu déc cua thude. a0 euiml
Cach xur tri: ‘ WIS /
+ Can rira da day trong moi truong hop, tdt nhit la trong vong 4 gid sau khi ubng. e

+ Liéu phdp giai doc chinh 1a dung nhimg hoat chét sulfhydryl, tic dong mdt phin c6 thé_do
b6 sung du trir glutathion & gan.
+ Ngoai ra c6 thé dung methionin, than hoat va/hodc chét tiy mubi.
HAN DUNG: 36 thang ké tir ngay san xudt. Khong st dung thudc hét han dung.
BAO QUAN: Noi khé rdo, tranh 4nh sang, nhiét do khong qua 30°C.
TRINH BAY:
— Hop 20 vi x 10 vién nén.
— Chai 200 vién nén.
— Chai 500 vién nén.
— Chai 1200 vién nén. \
Tiéu chudn z’lp dung: DDVN IV '
Dé xa tam tay tré em
Doc ky huéng din sir dung truée khi dung.
Néu cin thém thong tin, xin héi y kién bc sy.

C(:)NG TY CO PHAN HOA - DUQC PHAM MEKOPHAR
297/5.Ly Thuong Kiét —P.15 — Q.11 — TP; Hé Chi-Minh

d

..

Ng,ay 05, ﬁlaﬁg\é nam 2()16
f Tﬁng Glam Péc




