% 142/ 450
https://trungtamthuoc.com/ /M\,

BOY TE
CUC QUAN LY DUOC

- E. R L
EA Piil

VAU Y EL

Lan daus®6../..05.)... 2045

MAU NHAN IN TREN GOI BOT TOPSEA 80

Céing thirc: Cho 1g6i:
F i BOmg
T dutic visa 0. 29/1g6i
Thu6cb6t Chi dinh, chéing chi dinh, cich dimg - liu ding,
Xin do i sil dung
T l I'I ' Bio quin: Nai khs, nhiét 5 duti 30°C, irinh dnh sing.
I_l ¢ ( SBK:
T C CONG TY CO PHAN DUGC PHAM TRUNG UONG 2
9 Tréin Thénh Tang-Q Hai Ba Trung - Ha Ni - Vit Nam |
 ESeummbe |
PARACETAMOL 80mg 1827, KO ot M. M Lt T B Vol s I
BT:04.39716291 FAX: 0435251484
M3i g6i bot chira: Paracetamol 80mg 7001097,
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Ngay SX: cd PHAN \"
Han diing: JC PHAM
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PARACETAMOL 80mg
Sa 16 SX:
Ngay SX:
Han ding:
Cong thirc: Cho 1g6i:
Paracetamol 80mg
T4 dugc vifa G0 2g/1g6i

Chi dinh, chéng chi dinh, tic dung khéng mong
n, lidu lrgng - cach diing va cac théng tin khac:
)Gndocfrong t&r hudmg din sirdyng bén trong hop.

Bdo quén: Noi khd, nhiét d6 dudi 30°C, tranh anh
sang

SBK:

DE XA TAM TAY CUA TRE EM
BOC KY HUONG DAN SUf DUNG TRUGC KHI DUNG

CONG TY CO PHAN DUQC PHAM TRUNG UONG 2
9Yr&1TthT6r:g-QAHdBﬁTM\g—HONG-\ﬂé¢Num
DT 04.39715439 FAX: 04.38211815
Sén xuét tai: CONG TY CP DUGC PHAM TRUNG UONG 2
L& 27, KCN Quang Minh - M& Linh - Ha N&i - Vigt Nam
DT: 04.39716291 FAX: 04.35251484

MAU HOP

T075EN 30

PARACETAMOL 80mg

Hop 25 goi x 2g thudc bot
075!
L1130
PARACETAMOL 80mg

Hop 25 gbi x 2g thudc bot

TUPSEN 50

PARACETAMOL 80mg
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MAU TO HUONG DAN SUf DUNG THUBC

(MAT TRUGC)

B0C K 1utue DAN SUDUNG TRUSC Kii DONG WHO - GMP
BE XA T TAY clia TRE EM ‘:J
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC ST

" T0PSEAso

TRINH BAY: Hap 25 g6i x 2g thudc bét.

CONG THUC:

Paracetamol ................... ... ceieiiiiieeia... . ,..80mMg
Tadwoc (Lactose, Aspartam, PEG 6000, Acid citric, Budngtring,
Magnesistearat, Hrongliducam).............coooviiiiiniiiiininnn vd 1 goi

CAC BAC TINH DUQC LIIC HQC:

Paracatamol (acetaminophen hay N - acetyl - p - aminophenol) 12 chat chuyén héa cé
heat tinh clia phenacetin, 4 thube gidm dau - ha sét hiru higu c6 thé thay thé aspirin:
tuy véy, khac véi aspirin, paracetamol khéng cé hidu qua diéu trj viém. V&iliéu ngang
nhau tinh theo gam, paracetamol ¢é tac dung gidm dau va ha sét twong tw nhu
aspirin.

Paracetamol iam gidm than nhiét & nguwéi bénh sbt, nhing hiém khi 1am gidm than
nhigt & ngweér binh thréng. Thubc tdc dng 1&n ving dudi dbi gay ha nhiét, tda nhiét
tang do gidn mach va tang luru Igng mau ngoai bién.

Paracetamol, v&i liu didu trj, it thc ddng d&n hé tim mach va hé hip, khdng lam thay
dbi can bang acid - base, khong gay kich ing, xudc hodc chay mau da day nhu khi

dung salicylat, vi paracetamol khong tdc dung trén cyclooxygenase toan than, chl‘jé_;-—_-—-:_ s

ddng dén cyclooxygenase/prostaglandin cia hé thin kinh trung uong, Paragetamal | (/| .

khéng cé tdc dungtrén tidu cAu hodc the gian chay mau.
Liéu binh thuong, paracetamol dung nap t8t, khng cé nhiéu tac d
aspirin.

CAC DAC TINH DUQC BONG HOC:

[ D

Hép thu: Paracetamol duoc hap thu nhanh chéng va hiu nhur hoan tddn qua duding =

e

tiéu héa. Thire &n 6 thé lam lam giam ty 18 hip thu cda :araoetam;’i-em;ig dd-dinh;
trong huyét tirong dat trong vong 30 dén 60 phut sau khiubng véi lidu dduti.
Phan bé: Paracetamol phan b4 nhanh va déng déu trong pngn I&n céc mdcua coithéll
Khoang 25% paracetamol trong méu két ho'p véi protein huyét trong, A\ 5

Chuyén héa- Théi trir: W P e
Nira 661 huyét twong cla paracetamol Ia 1,25 - 3 giér, o6 thé kéo dai voi lidbigay @6
hodc & nguwdi bénh cd thurong thngan. S
Sau lidu didu tri, c6 thé tim thay 90% dé&n 100% thudc trong nude tidu trong ngay thir
nhét, chii yéu sau khi lién hop trong gan voi acid glucuronic (khodng 60%), acid
sulfuric (khodng 35%) hodc cystein (khodng 3%); cling phat hién thdy mét lwgng nhé
nhirng chét chuy&n héa hydroxyl - hoa va khir acetyl. Tré nhé it kha néng glucuro lién
hop véi thube hon so véi nguri Iém.

Paracetamol bi N - hydroxyl héa b&i cytochrom P450 dé tac nén N - acetyl -
benzoquinonimin, mét chét trung gian cd tinh phan (ng cao, Chét chuyén héa nay
binh thuéng phan (g vdi cac nhom sulfhydryl trong glutathion va bjkhir hoat tinh,
CHI DINH:

Thubc duge dung didutri cac triéu chirng dau va/hodc st tir nhe dén viva:

- Giam dau tam théi trong diéu tritridu chirng dau nhe va vira. Thubc c6 hiéu qua nhat
14 lam gidm dau cuing dé thap o6 ngudn géc khéng phainitang. Paracetamol khdng
6 tac d:gg tri thAp khép. Paracetamol Ia thubc thay thé salicylat 8 giam dau nhe
hodc ha sot.

- Giam than nhiét & nguoi bénh sbt, khi st cd thé cé hai hodc khi ha sét, nguéi bénh
s& dé& chiu hon. Tuy vay, liéu phap ha s8t ndi chung khéng dic hidu, khé ng anh hudng
déntiéntrinh clia bénh co ban, va c6 thé che Ip tinh trang bénh clia ngudi bénh.
LIEULUQNG VA CACHDUNG:

Liéu dung:

Thube chil yéu dung @& gidm dau hodc ha sét cho tré em dudi 5 tudi. Lidu luong
thiréng ding nhursau, el 4 - 6 gie mét 1n khi cin:

-Tré em t6i 3 théng tudi; 14 géi (40 mg Paracetamol).

-Tré em 4 - 11 thang tudi: 1 géi (80 mg Paracetamol).

-Tré em 1 - 2 tudi: 1,5 géi (120 mg Paracetamol).

-Tré em 2 - 3 tudi: 2 g6i (160 mg Paracetamol).

-Tré em 4 - 5 tudi: 3 gbi (240 mg Paracetamol).

Chut y khi dung thude:

- Khdng duge ding thube dé ty didu tr gidm dau iué 5ngay & tré em, trir khi do bac st
huwéng déin, vi dau nhidu va kéo dai nhu vay cé thé 13 ddu higu cia mét tinh trang bénh
Iy ¢n bac i chdn dodn va didutri cé gidm sat.

- Khéng diing thudc dé tur didu trj sét cao (trén 39,5'C), sbt kéo dai trén 3 ngay, hodc
sét tai phét, trir khi do bac sT huéng din, vi sét nhie vay c6 thé 1a ddu hidu cia mét
bénh néng cén durgc bac sTchdn doan nhanh chong.

- D& gidm thiéu nguy co qua liéu, khéng nén cho tré em qua 5 lidu paracetamol dé
gidm dau hogc ha sét trong vong 24 gic, trir khi do bac sT hurdng din.

CHONG CHI DINH;

Nguei bénh qua mén véi paracetamol valhodc bat ky thanh phin khéc ctia thuée.
Nguiri bénh thiéu hut glucose - 6 - phosphat dehydrogenase.

TUONG TAC THUOC:

- Ubng dai ngay liéu cao paracetamol lam ting nhe tdc dung chéng déng cia
coumarin va dan chitindandion.

- Paracetamol ¢6 kha ndng gy ha sét nghiém trong & ngudi bénh diing déng tharl
phenathiazin va liéu phép ha nhiét.

- Ubng riroru qua nhidu va dai ngay co thé 1am tang nguy co paracetamol gay déc cho
gan.

-

Lo

et

mn-



https://trungtamthuoc.conAu TG HUONG DAN SU DUNG THUOC
(MAT SAU)

- Thudc chéng co gidt (gbm phenytoin, barbiturat, carbamazepin) gay ca&m (ng & ‘
microsom thé gan, cé thé 1am tang tinh ddc hai cho gan clia paracetamol do lam ting |
chuyén héa thudc thanh nhirng chat ddc haivai gan.

- Diing @dng théri isoniazid véi paracetamol ciing cé thé dindén téng nguy co ddctinh ‘
v&igan. Nguy co nay gia ting dang ké & ngudi bénh ubng lidu paracetamol I6n hon

lidu khuyé&n dng trong khi dang diing thuic chéing co gidt hoicisoniazid.
THAN TRONG VA CANH BAO DAC BIET KHIDUNG THUGC: |
Thén trong khi diing thuéc & nguréi bénh c6 thiéu mau tir trude, ngurdi b suy gidm
chirc ndng gan hodcthén. !
Bac sican canh bao bénh nhan vé cac d&u hiéu clia phan g trén da nghiém
trong nhu hai chiing Stevens-Johnson {SJS), héi chimg hoai t& da nhiém déc
(TEN) hay héi ching Lyell, hdi chimg ngoai ban mun mi toan than cip tinh
(AGEP).

SU'DUNG CHOPHU NO CO THAI VA CHO CON BU:

Chua xac dinh dwgc tinh an todn cla paracetamol diing khi thai nghén lién quan dén

tac dung khdng mong muén cé thé co ddi véi phat trién thai. Do d6, chi nén ding
paracetamol & ngudi mang thai khithat cin.

Nghién clru & nguéi me ding paracetamol sau khi @é cho con b, khéng thiy c6 tic
dung khéng mong muén & tré nhd bime.

TAC DUNG KHONG MONGMUGN:

Ban da va nhitng phan (bng dj (rng khéc thinh thodng xay ra. Thuéng 12 ban dd hodc

may day, nhung d6i khi ndng hon va cb thé kém theo sét do thude va thuong tén nigm

mac. Nguéi bénh man cam voi salicylat hiém man cdm véi paracetamol va nhing
thuée co lién quan. Trong mét sb ittrieéng hop riéng I8, paracetamol da géy gidm bach
chutrungtinh, gidm tidu chuva gidmtoan thé huyétcu.

It gép, 171000 < ADR < 1/100; Ban da; bubn nén, ndn; loan tao méu (gidm bach cAu
trung tinh, gi#m toan thé huyét cAu, gidm bach céu), thiéu mau; bénh than, dde tinh

than khilam dung dai ngay.

Hiém g&p, ADR < 1/1000: Phén (rng qué mén.

THONG BAO CHO BAC SiCAC TAC DONG KHONG MONG MUGN GAP PHAI KHI
DUNG THUGC.

TACBONG CUA THUOC KHILAIXE VAVAN HANH MAY MOC: { .
Chua duge ghi nhan.

QUALIEUVAXUTRI:

Biéu hién qué lidu:

Nhi&m dée paracetamol c6 thé do diing mét liéu déc duy nhét, hodc do ubng 14p lai lidu

1én paracetamol (vi du 7.5 - 10 g méi ngay, trong 1 - 2 ngay), hodc do ubng thubc dai

ngay. Hoai tr gan phu thudce lidu 1 tc dung @dc cAp tinh nghiém trong nhét do qué lidu

va cothé gay tlrvong.

Bubn nén, ndn, va dau bung thudrng xéx ra trong vang 2 - 3 gi&r sau khi ubng lidu doc

clia thube. Methemoglobin - méu d&n dén ching xanh tim da, niém mac va méng tay

| |a mdt ddu hiéu dic trung nhiém ddc cAp tinh dan chét p - aminophenol; mdt Iwgng

| nhd sulfhemoglobin ciing cé thé duoc san sinh. Tré em cé khuynh hwéng tao

| methemoglobin d& hon ngLedi I6m sau khi udng paracetamol.

| Knibi ngd déc néng, ban dau cb thé cb kich thich hé than kinh trung wong, kich déng

va mé sang_ Tip theo c6 thé I3 trc ché hé than kinh trung wong; simg <&, ha than |
nhiét; mét ia; thé nhanh, néng; mach nhanh, yéu, khdng déu; huyét 4p thép; vasuy |
tudn hoan. Tryy mach do gidm oxy huyét tirong déi va do tac dung (rc ché frung tam, |
tac dung nay chi xay ra véi lidu rit 1én. Sée c6 thé xdy ra néu gian mach nhidu, Conco

giat nghet thé gay tirvong co thé xay ra. Thuéng hén mé xay ra trrdre khichét dotngét . 4.

hodc sau vai ngay hénmé. e - T,
Déu hiéu lam sang tén thurong gan trér nén 16 rét trong vong 2 dén 4 ngay saukhiuéng | %\

bilirubin trong huyét tong cling c6 thé ting; thém nira, khi thuong tén ganlanréng,
thiri gian prothrombin kéo dal, Thuong tdn gan ¢ thé phuc hdi sau nhi

nhiéu thang & nhimg treéing he'p khéng tirvong. -
Suy thén cip cling c6 thé xay ra & mét sé ngurdribénh.
Xt

éutudn hodc

Wt

|
|: lidu ddc. Amino-transferase huyét tirong ting (d6i khi ting rit cao) va ndng dd — } A
|

piohémgos | - <Y

| Chan doan sém rt quan troni trong diéu tri qua liéu paracetamol, :
| néng, diéu quan trong 1a phai diéu tri hé trg tich cyre, CAn rira da day trong mpi trwéng - a =
| hop, tétnhattrong vang 4 gier sau khi uéng. 7 . ¥ [«

Liéu phép gidi ddc chinh Ia ding céc céc hop chét sulfhydryl. Phai cho thy
acetylcystein (ung hodic tiém tinh mach) ngay Iap térc néu chua dén 36 giér kétiekhi
ubng paracetamol. Bidu trj véi N-acetylcystein c6 higu qué hon khi cho thudc trong
thévi gian dwdi 10 giér sau khi udng paracetamol. Khi cho uéing, hoa lofing dung dich N-

| agetyicysteinbvéi nudére hodc db ubng khugng co rrgu dé dat dun d% 5% va phai
udng trong vong 1 gi&r sau khi pha. Cho udng N-acetylcystein v&i ligu dau tién i " - - —
mg/kg, sau d6 cho tiép 17 liu nira, mdi lidu 70 mg/kg cach nhau 4§giéf mét Iénﬁ CLUC IR U‘:J]\i G
dirt didu tri néu xét nghiém paracetamol trong huyét tieong cho théy nguy co NG PHON G
gan thap. ~ -
Néu khdng co N-acetyleystein, cé thé ding Methionin. Ngoi ra c6 thé di ;E ){ J CB' / “f »
valhogcthubetdy musi, ching o6 kha ndng lam giam hép thu paracetamot. ' P 9000 AUAL fitt rfyyy,
BAO QUAN: & nhigt d6 dui 30°C, naikha, tranh anh séng, : y

HAN DUNG: 36 thang k& tif ngay san xust
Khéng ding qua thai han ghi trén bao bi

9 Trén Thanh Tong - Q. Hal Ba Trung - Ha Nai - VIgt Nam
DT: 04.39715439 FAX: 0438211815

Sén xuét tai: CONG TY CP DUGC PHAM TRUNG UONG 2
Ld 27, KCN Quang Minh - M& Linh - Ha NSl - Viét Nam
BT: 04.39716291 . FAX: 04.35251484
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