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Mau nhdn thuoc SEDACHOR
(Dang dong vi 10 vién, hop 50 vi)
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1/ Nhan vi 10 vién (ty 1& 1:1): 2/ Nhan hop 50 vi (ty Ié 1:2):
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GMP-WHO

AN
*DANG BAO CHE: Vién nén. )
*THANH PHAN: "
Paracetamol............... 200 mg 05—" /
Cafein.. s I TG &
Ta dl.roc vira du ............... 1vién

(Lactose, Tinh bdt sén, Gelatin, Amaranth, Magnesi stearat, Aerosil, Nudc c |

* CAC PAC TiNH DUQC LUC HQC: Sedachor la thude giam dau - ha s6t hiéu qua nho sy phm hop tac

dung cua hai hoat chét paracetamol va cafein:

- Paracetamol 13 chit chuyén héa c6 hoat tinh cua phenacetm Paracetamol giam dau bing cach uc ché

hoat dong ctia men cyclooxygenase trong qua trinh tong hop prostaglandin cua hé than kinh trung wong. I/j/

Do khéng c6 tac dung tic ché tdng hop prostaglandin ngoai bién nén thudc ¢6 dic tinh dugc 1y quan trong

1a duy tri prostaglandin bao vé tai dudng tiéu héa, dung thich hgp cho nhitng bgnh nhén c6 tién sir viém

loét da day, chiay mau duong tiéu héa. Paracetamol ha nhiét hiéu qua do tic dong lén vung dudi doi, gay

gidn mach va tang luu lugng méu ngoai bién.

- Cafein c6 tac dung kich thich nhe hé than kinh trung wong, ting cudng tic dung giam dau cua

paracetamol va gitip cho hoat ddng cua co duge dé dang, 1am giam cam gidc mét moi. ~
Sedachor ding dugc cho nhitng ngudi dang vén hanh tau xe, may méc vi ¢6 chira Cafein kich thtch/":

than kinh trung wong, khéng gay budn ngu. *‘

*CAC PAC TINH DUQC PONG HQC:

- Hép thu: Paracetamol dugc hip thu nhanh chéng va gn nhu hoan toan qua dudng tiéu hoa, ndng

dinh trong huyét tuong dat trong vong 30 dén 60 phat sau khi ubng véi liéu diéu trj. Cafein ciing dugc h

thu nhanh qua dudmg tiéu hoa, dat ndng d¢ dinh trong huyét tuong sau khi udng khoang 60 phiit. NN

- Phdn bé: Paracetamol phan bd nhanh va ddng déu trong phan 16n cic md ciia co thé, khoang 25% paracetamol "fc-%@ T.

trong méu lién két véi protein huyét twong. Cafein dugc phan bd rong khip trong co thé, qua nhau thai va sira me.

- Chuyén héa va thai trir: Paracetamol dugc chuyén héa & gan va thai trir qua nude ti éu chu yéu duéi dang

chét chuyén héa glucuronic va sulphat - it hon 5% paracetamol dugc bai tiét dudi dang khong déi, thoi

gian bén thai trong huyét tuong khoang 1,25 - 3 gid, ¢6 thé kéo dai hon & ngudi c6 thuong ton gan. Cafein

dugc chuyén héa gin nhu hodn toan & gan bing phan mg demethyl va oxy héa, thai trir chi yéu qua nuéc

tiéu dudi dang dd chuyén héa, thai gian ban thai khoang 3 - 7 gio.

*CHI PINH: Sedachor dugc dung dé didu tri cac chimng dau va sot tir nhe dén vira, cu thé nhu sau:

- Giam dau trong cac trudng hop: Pau diu, dau nira du, dau co bép, dau bung kinh, dau hong, dau ring,

dau nhirc do viém xoang, cam lanh hay cam cam, dau va sbt sau khi tiém vacxin, dau sau khi nhd ring . &

hoic sau cac thi thudt nha khoa... :

- Ha st do moi nguyén nhén, ké ca céc trudng hop chéng chi dinh véi aspirin hoac céc thubc NSAIDs.

*LIEU LUQNG - CACH DUNG:

- Ngudi 16n va tré em trén 12 tudi: ubng 2 - 4 vién/lan, néu can thiét c6 thé udng nhic lai 4 - 6 gid mot lan

nhung khong dugc qua 20 vién mot ngay. )
-Tréem 9 - 12 tudi: udng 1 - 2 vién/lan, néu can thiét cé thé ubng nhéc lai 4 - 6 gio mot 1an.
*CHONG CHI DINH:

- Nhitng ngudi man cam véi Paracetamol, Cafein hay bt cir thanh phan nao cia thudc.
- Ngudi bénh thiéu hut Glucose-6-phosphate dehydrogenase (G6PD)
*TAC DUNG KHONG MONG MUON (ADR):
- It gap (1/1000<ADR<1/100): Ban da; Da day- rujt: budn nén, nén; Huyét hoc: giam bach céu trung tinh,
giam toan thé huyét cAu, giam bach cau, thiéu mau; Thén: bénh than, doc tinh than khi lam dung dai ngay.
- Hiém giip (ADR<1/1000): Phan mg qué man. Cé thé gy suy gan (do hily té bao gan) khi diing liéu cao,
kéo dai.

“Théng bdo cho bdc sp tic dung khong mong mudn gip phai khi si dung thubc”
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*THAN TRONG VA CANH BAO DAC BIET KHI SU DUNG THUOC:
- Ding thudc thén trong v&i ngudi thiéu méu man tinh.
- Thén trong, nén tranh udng rugu trong khi dang dung thudc nay.
- Dung thén trong voi ngudi bi suy giam chirc ning gan hogc thén.
- Paracetamol ¢6 thé giy cic phin tng phy nghiém trong trén da mjc du ty 1§ mic phii 1a khong
cao, do d6 bic sy can cinh bdo bé¢nh nhin vé cic ddu hiéu cia phin dng trén da nghiém trong nhu
hi ching Steven-Jonhson (SJS), hoi ching hogi tir da nhiém dde (TEN) hay hgi chimg Lyell, hi
chirg ngoai ban mi toan thin cip tinh (AGEP) khi ding thudc nay.
* PHU NU' CO THAI: Chua xéc dinh dugc tinh an toan cia thudc ding khi thai nghén lién quan dén téc
dung khéng mong mudn c6 thé c6 dbi voi sy phat trién cia thai nhi. Chi nén ding thubc & ngudi mang
thai khi tht cén thiét.
*PHU NU PANG CHO CON BU: Nghién ciru & ngudi me ding thudc sau khi sinh cho con bi, chua xéac

" dinh dugc nguy co nao & tré nho bl me.
*NGUOT VAN HANH TAU XE, MAY MOC: Sedachor dung dugc cho ngudi dang vén hanh tau xe, may
méc vi thude khong gy budn ngi.
*TUONG TAC THUOC:
- Ubng dai ngay lidu cao paracetamol lam ting nhe tic dung chong déng ciia coumarin va dén chét indandion. M/
- Diing ddng thoi véi phenothiazin c6 thé gay ha sot nghiém trong.
- Ubng rugu qua nhidu va dai ngay c6 thé 1am tang nguy co gdy doc cho gan cua thudc.
- Thudc chéng co giat (phenytoin, barbiturat, carbamazepin) gy cim (mg enzym & microsom thé gan, c6 thé
1am ting tinh dc hai gan ciia paracetmol do lam ting chuyén héa thude thanh nhitng chét ddc hai véi gan.
- Diing ddng thoi véi isoniazid ¢6 thé 1am ting nguy co gay hai cho gan ciia thude.
*QUA LIEU CACH XU TRi:
- Qué liéu paracetamol do ding mot liéu doc duy nhat hogc do udng 13p lai lidu 16n paracetamol (7, Sg - 10g 1Y
mdi ngdy, trong 1 - 2 ngay) hozc do ubng thudc dai ngay. Hoai tir gan phy thude lidu 1a tac dung doc cp tinh AN
nghiém trong nhét do qué lidu va cé thé gay tir vong. Biéu hién khi qua liéu: Budn non, non, dau bung MM
thudng xay ra trong vong 2 - 3 gid sau udng liu doc cua thude. Ning hon, c6 thé gdy Methemoglobin mau)NG /;
dan dén chimg xanh tim da, niém mac va méng tay; rdi loan y thire; suy giam chirc nang gan, hoai tir gan. 3"
- Céch xr tri: Chan doén sém rat quan trong trong diéu trj qua liéu paracetamol. Khi nhiém doc ndng quan
trong 1a didu tri hd trg tich cyc. Rira da day trong moi trudng hop, tét nhét trong vong 4 gid sau khi udng.
Liéu phép giai doc chinh la ding nhitg hop chit sulfhydryl. N-acetylcystein c6 tac dung khi ubng hodc
tiém tinh mach. Phai cho thudc ngay 1ap tirc néu chua dén 36 gids ké tr khi udng paracetamol. Diéu tri véi
N-acetylcystein c6 hidu qua hon khi cho thude trong théi gian dudi 10 gio sau khi udng paracetamol. Khi
cho ubng, hoa lodng dung dich N-acetylcystein véi nudc hodc do uéng khong ¢é rugu dé duge dung dich
5% va cho udng trong vong 1 gio sau khi pha. Cho udng N-acetylcystein v6i lidu dau tién 12 140
thé trong, sau d6 tiép 17 lidu nita, m3i lidu 70 mg/kg thé trong cach nhau 4 gid' mot 1an. Néu khong cb
aceylcystein thi cé thé dung Methionin, ngoai ra c6 thé dung than hoat va/hodc thudc tdy mudi, vi chti
¢6 kha nang lam giam hép thy paracetamol.
*HAN DUNG: 36 thang ké tir ngay san xut.
*BAO QUAN: Noi khd réo, tranh 4nh sang, nhiét do dudi 30°C. §
*QUY CACH PONG GOI: Lo 250 vién nén; Hop 50 vi x 10 vién.
*TIEU CHUAN AP DUNG: TCCS.
*SPK:

DE XA TAM TAY CUA TRE EM & [
POC K¥ HUGNG DAN SU DUNG TRUGC KHI UNG | ¥
NEU CAN BIET THEM THONG TIN XIN HOI Y KIE BAC S‘(‘ ke A

@ HAIPHARCO CONG TY CO PHAN DUQC PHAM HAI P
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Mau nhdn thuéc SEDACHOR
(Dang dong lo 250 vién)

1/ Nhan lo 250 vién (Ty lé 1:1):

Sdm xudi sai:
$41Thy Son - Trén Thanh Ngo. Kida An, Hii Phbng

4 L0 250 VIEN NEN GMP-WHO

i | SEDACHOR






