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NHAN PARACETAMOL 500-US_200 vién_VNAC_BP (WxH): 185 x 70mm

Composition: N , Thanh phén:

Each capsule contains: Thudc diing trong bénh vién M3i vién nang cling chifa:

Paracetamol ..........cccovevinnniniienerinennns 500mg PAFBCRLAMON .......ooirmsisommmsisivassonmsmsssnssaases 500mg
EXCIPIents Q.5 ....c.oceveereeeeireenerirnns 1 | TR 5o it 1 vién
Ind:lthm, contra-indications, d:.p:,e PA RAC ETAMOL SOO'US Chi dinh, chéng chi djnh, liéu diing, céch
administration: ding:

Please refer to enciosed package Insert Paracetamol 500 mg Xem t huténg B bén trong hdp.

Storage: In a dry and cool place, below 30°C, Bao quan: Ndi khd thoang, nhiét dd dudi 30°C,

protect from direct sunlight.
Specification: In house.

trénh anh sang.

Tiéu chuén: Tiéu chudn co sd.

Keep out of reach of children. u‘ P
Read the package insert carefully before use US PHARMA USA
Pé xa tam tay tré em
Doc ki huéng din sir dyng trudc khi diing A CONG TY TNHH US PHARMA USA
3'81-10, Duting D2, KCN Ty Bic Cli Chi, TRHCM
SBK (Reg. No): i H \ L
$6 16 SX (Batch No.):  USA COMPANY LIMITED
Ngay SX (Mfd.): ' i
s 0, D2 Street, Tay Bac Cu Chi Industrial
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Hop PARACETAMOL 500-US_10x10_VNE_BP (WxDxH): 110 x 70 x 80mm

|
Each capsule contains:
500mg
a 1 capsule
| = = b 4 A
i Please refer to enclosed

p.:hgllmm.r'
Storage: In a dry and cool place, beiow 30°C, protect from direct sunlight
Specification: Manufacturer.

] Keep out of reach of children,
Read the package insert carefully before use
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US PHARMA USA COMPANY LIMITED
Lot B1-10, DI Stroet, Tay Bac Cu ON Industrisl Zone, HOMOC

PARACETAMOL 500-US

Paracetamol 500mg
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S8 18 SX (Batch No.):

Ngay SX (Mfd.):

SBK (Reg. No):
HD (Exp.):

Dé xa tam tay tré em
Boc ki hudng din su dung trudc khi ding
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PARACETAMOL 500-US

Vién nang citng Paracetamol 500 mg

Thanh phin

M0i vién nang ciing chita :

Paracetamol 500 mg

Té dugc: Tinh bt sdn, Methyl paraben, Propyl paraben, Magnesi stearat, Talc, Aerosil.
Phén loai

PARACETAMOL 500-US Ia thudc gidm dau, ha sot ¢6 tdc dung 1én than kinh trung uong.
Chi dinh

— Vién nang citng PARACETAMOL 500-US c¢6 tdc dung gidm dau, ha sot.

— Diéu tri lam gidm cdc triéu chitng s6t, dau nhitc nhw nhitc ddu, dau ring, dau nhic do
cdm cim, dau sau khi tiém ngira hay nhd ring, dau do hanh kinh, dau hong dau nhifc
¢d xuong, dau do viém khdp.

— €6 thé phéi hgp trong phudng phdp diéu tri nguyén nhin gy dau hoic sot.

— Paracetamol 12 thuGc thay th€ salicylat d€ gidm dau nhe va ha sot.

Doc ky huidng dan sit dung trude khi ding. Néu cdn biét thém thong tin, xin héi y kién bdc
si.

— Liéu lugng va cdch ding
Khéng dugc dung paracetamol dé ty diu tri gidm dau qud 10 ngay & ngudi 16n hoic qué 5
ngay & tré em, trir khi do thdy thudc hudng din, vi dau nhiéu va kéo dai nhu viy c6 thé 1a
ddu hiéu ctia mdt tinh trang bénh 1y can thiy thudc chin dodn va diéu tri ¢6 gidm sat.
Khong ding paracetamol cho ngudi 16n va tré em d& ty diéu tri sot cao (trén 39,5°C), sot
kéo dai trén 3 ngay, hodc sot tdi phat, trir khi do thiy thudc hudng din, vi s6t nhu vy c6 thé
12 dd'u hiéu cia mot bénh ning cin dugc thdy thudc chdn dodn nhanh chéng.
Pé gidm thi€u nguy cd qud li€u, khong nén cho tré em qud 5 li€u paracetamol d€ gidm dau
hoic ha s0t trong vong 24 gid, trir khi do thy thudc huéng din.
P& gidm dau hoic ha s6t cho ngudi 1dn, liéu paracetamol thutng ding la 325 - 650 mg, ¢t 4
- 6 gid mdt 1dn khi cin thiét, nhung khong qud 4 g mot ngay; li€éu mdt lan 16n hon (vidu 1 g)
¢6 thé hitu ich d€ gidm dau & mdt s6 ngudi bénh.
Dé gidm dau hodc ha s6t, tré em c6 thé udng cif 4 - 6 gid mot 1an khi cin, liéu xdp xi nhu

poe
sau: tré em 7- 12 tudi, 10-15mg/kg/lan, dudi 60mg/kg/ngay.
Cdch dung -
Nl Dung dudng udng.
Chéng chi dinh
— Chdng chi dinh véi bénh nhin qud mén cdm vdi paracetamol.
— Bénh nhidn nhiéu lan thi€u mdu -

— Ngudi bénh thi€u hut glucose — 6 — phosphat dehydrogenase.

— Chdng chi dinh trong trudng hgp viém gan tién trién ning.
Thén trong va cinh bdo dic biét khi sir dung thude
Than trong:
Paracetamol tudng d6i khong doc vdi liéu diéu tri. Poi khi ¢6 nhitng phdn @ng da gdm ban
ddt sin ngita va may day; nhitng phdn ng min cdm khdc gdm phd thanh qudn, phit mach,
va nhitng phan ng kiéu phin vé ¢6 thé it khi xdy ra. Gidm ti€u cdu, gidm bach cdu, va gidm
toan thé huyét cdu di xdy ra véi viéc sit dung nhitng din chat p - aminophenol, dic biét khi
ding kéo dai cdc liéu 16n. Gidm bach ciu trung tinh va ban xudt huyét gidm ti€u cau da xdy
ra khi diing paracetamol. Hi€m gip mat bach cdu hat & ngudi bénh ding paracetamol.
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Phdi dung paracetamol thin trong & ngudi bénh ¢6 thi€u mau tir trwde, vi chitng xanh tim c6
th€ khong biéu 16 8, mic dit c6 nhitng ndng do cao nguy hiém ciia methemoglobin trong
mdu.

U6ng nhiéu rwgu c6 thé gdy ting doc tinh véi gan clia paracetamol; nén tranh hodc han ché&
udng rugu.

* Canh bdo dac biét:

Béc si can cdnh bdo bénh nhin vé cdc ddu hi¢u clia phin wng trén da nghiém trong nhu hoi
chitng Steven-Jonhson (SJS), hdi chitng hoai tif da nhi€m doc (TEN) hay hdi ching Lyell, hoi
chitng ngoai ban mun mi toan thin c4p tinh (AGEP).

Bénh nhan suy gan, thin

Bénh nhin suy gan phdi gidm li€u tuy theo mitc 46 bénh gan, than.

Thaoi ky mang thai

Chua xdc dinh dugc tinh an toan cla paracetamol ding khi thai nghén. Do d6, chi nén diung
paracetamol & ngudi mang thai khi thit can.

Thoi ky cho con bii

Khong thdy c6 tdc dung khong mong mudn & tré nhé bi me.

Ladi xe va v@n hanh mdy méc

Chua ¢6 bdo cdo vé dnh hudng ctia thusc khi sit dung cho ngudi 14i xe vA van hanh may
méc.

Tuong tdc thude

Ubng dai ngay liéu cao paracetamol lam ting nhe tdc dung chéng dong clia coumarin va din
chdt indandion.

Cén phdi chi y dén khd ning gdy ha s6t nghiém trong & ngudi bénh khi ding ddng thdi
phenothiazin va liéu phdp ha nhiét.

U6ng rudu qud nhiéu va dai ngdy c6 thé 1am ting nguy cd paracetamol gdy ddc cho gan.
Thudc chong co gidt (gdm phenytoin, barbiturat, carbamazepin), c6 thé lam ting tinh doc hai
gan cla paracetamol. Ngoai ra, ding dong thdi isoniazid véi paracetamol ciing c6 thé din
dén ting nguy cd doc tinh vdi gan.

Tdc dung phu

Ban da va nhitng phdn @ng di &ng khdc thinh thodng xdy ra. Thudng 14 ban dé hodc may day,
nhung d6i khi ning hon va c6 thé kém theo sdt do thude va thudng t6n niém mac. Ngudi bénh
min cdm véi salicylat hi€m min cdm véi paracetamol va nhitng thudc ¢6 lién quan. Trong mot
56 it trudng hop riéng 18, paracetamol di gy gidm bach cdu trung tinh, gidm ti€u cdu va gidm
toan thé huyét ciu.

It gap, 171000 < ADR < 1/100

Da: Ban.

Da day - ru6t: Budn nén, non.

Huyé&t hoc: Loan tao mdu (gidm bach ciu trung tinh, gidm toan thé huyét cdu, gidm bach
ciu), thi€u mdu.

Théin: Bénh thin, ddc tinh than khi lam dung dai ngay.

Hiém gap, ADR < 1/1000 \\1/

Khdc: Phdn ing qud man.

Théng bdo cho Bdc si nhitng tic dung khéng mong mudn gap phdi khi sit dung thuéc.

Qui4 liéu va cdch xif tri

Biéu hién:

Budn nén, ndn, dau bung va xanh xao thudng xdy ra trong vong 2 - 3 gid sau khi udng liéu
doc clia thude. Qud lidu tir 10g trd 1én (150 mg/kg cin ning & tré em) c6 thé gdy hiy hoai té
bao gan, din d&n hoai tif gan hoan toan va khong hdi phuc, toan chuyén héa va bénh nio c6
thé din d&n hon mé va tir vong. Ngoai ra, ndng d6 aminotransferase va bilirubin huy€t tuong
ting, thdi gian prothrombin kéo dai, c6 thé xud't hién sau 12-48 gid.

CONG TY
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Xit tri qud liéu:

Trong trudng hgp qud liéu hodc tré em udéng nhim thudc, chuyén ngay bénh nhin dén trung
tdm Y t€ gan nhat vd mang theo toa thudc nay.

Trong diéu tri qud liéu Paracetamol, diéu quan trong nhat 12 phii chdn dodn sém. Khi nhiém
doc ning phdi ti€n hanh ngay diéu tri hd trg tich cuc. Cin rita da day trong moi trudng hdp,
t6t nhit 12 trong vong 4 gid sau khi u6ng. Ding thudc gidi dc N-Acetylcystein dang tiém
tinh mach (hoiic dang uéng né€u khong c6 dang tiém).

Dang trinh bay

Chai 200 vién, hop 10 vi x 10 vién.

Tiéu chuin

Tiéu chudn cd sd.

Han dung

36 thang k€ tir ngdy sdn xuAt.

Bdo quén

Bio quin thudc & ndi kho thodng, trdnh 4nh sdng, nhiét 6 dudi 30°C
D@ thudc xa tdm tay tré em.

Nha Sén xuit

CONG TY TNHH US PHARMA USA

Pia chi : L6 B1- 10, Pudng D2, KCN T4y Bic Ci Chi, TP.H5 Chi Minh

Moi thdc mdc va thong tin chi tiét, xin lién hé vé so di¢n thogi 08 37908860 — 08 37908861,
Fax: 08 37908856
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