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BE XA TAM TAY CUA TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN,
XIN HOI ¥ KIEN BAC Si.

THONG BAQ NGAY CHO BAC SiHOAC DUQC si

NHONG TAC DUNG KHONG MONG MUGN
GAP PHAI KHI SU DUNG THUBC

1. Thanh phin eéng thue thude

Thanh phén hoat chat:

Paracetamol.............. csceceessemsansassnssmnaneaneenitid 0 M
Clorpheniramin maleat ...t 2 MY
Thanh phén ta duge: Lactose, Tinh bt ngd, Povidon,
Mipagin, Mipasol,Vang guinolein, Natri starch
glycolat, Talc, Magnesi stearat viia di 1 vién nén,

. Dang bao ché

Vién nén.

Vién tron mau vang, mot mat chd P, mot mét co
gach ngang, trén cé chil F, dudi cé chd CTL khong
mui, vj dang.

. Chi dinh

Digu tr céc tridu chiing cdm, s6t, nhic ddu, 56 mii,
dau khdp, dau co.

.CachdungvaLiéduding

Nguéilan: mBildn 1 - 2 vién, cach 4 gid udng 1 I1dn,
ngay khongqué 3 14n.

Tré em 7 - 15 wdi: m&i 18n 1/2 - 1 vién, cdch 4 gid
uing 114n, ngay khing qua 314n.

5.Chdng chi dinh

Dj (ing vdi mbt trong cac thanh phén cla thube.
Ngudi bénh thiéu hyt G,PD.

Mgudi bénh ding thudc e ché MAO.

Mgudi cho con bd, tré sd sinh.

. Canh bdo va than trong khi ding thude

Trénh dung thudc quéd |au ngay, tranh ding thuec
udng cd nigu.

Mgudii bénh cd thifu méu tif trudc.

Ngudibénh bi phenylceton - nigu.

Bénh nhan suy than, suy gan.

Glaucom géc hep, bi tiéu, phi dai tuyén tién liét, tac
mén vi ta trang va lam tram trong thém & ngudi
bénh nhugc co.

Ngudi b&nh phdiman tinh, ngudi lén tudi.

- Than trong va canh bdo dic biét khi s dung

thudic: Bac sTcédn canh bao bénh nhan vé céac dau
hiéu cla phan dng trén da nghiém trong nhu hdi
chiing Stevens-Johnson, hdi ching hoai t da
nhigém dbc (TEN) hay héi ching Lyell. héi ching

ngoai ban myn md toan than cap tinh (AGEP).
Thén trong khiding thude:

Phé&n Ung phu nghiém trong trén da méc do ti 18
méac phai 14 khéng cao nhung nghiém trong, tham
chi de doa tinh mang bao gdém hdi ching Stevens-
Johnson (SJS), hdi ching hoai ti da nhidm déc
(TEN) hay hgi ching Lyell, h§i chung ngoai ban
muynmd toan than cdp tinh (AGEP).

Triéu chiing cba cac hdichlng ndu trén dugc mo ta
nhu sau:

Hoi ching Stevens-Johnson (SJS): 1a di Ung thudc
thé bgng nudc, beng nudc khu trd & quanh cédc hbc
ty nhién: mét, mii, miéng, tai, bd phén sinh dyc va
hau man. Ngoai ra co thé kém theo st cao, viém
phéi, r8i loan chife nAng gan thian. Chan dodn hoi
chiing Stevens-Johnson khi cd it nhdt 2 hoc iy
nhién bi t&n thudng.

Hoi chiing hoaitd da nhidm ddc (TEN): 14 thé dj ing
thudc ndng nhat, gdm:

Céc tén thuong da dang & da: ban dang sdi, ban
dang tinh hdng nhiét, héng ban hofc cac bong
nudc bling nhing, cac tdn thuang nhanh chéng lan
tod khap ngudi.

Tén thuong niém mac mét: viém gidc mac, viém
k&t mac mu, loétgiac mac.

Tén thuong niém mac dudng tidu hoa: viém miéng,
trgt niém mac miéng, loét hdu, hong thyc quan, da
day, rudt.

Tén thudng niém mac dudng sinh dyc, tidt nigu.
Mgodi ra con ¢6 céc triéu ching toan than trm trong
nhu s8t, xudt huyét duding tiéu hod, viém phai, viém
ciu than, viém gan.. ty 1& tlvong cao 15— 30%.

H&i chung ngoai ban myun ml todn than cap tinh
(AGEP): myn mi v tring nhd phat sinh trén nén
héng ban lan réng. Tén thudng thudng xust hién &
cac nép gép nhu nach, ben, sau dé cé thé lan rdng
toan than. Tridéu ching toan than thudng cb la sot,
xétnghiém méu bach cau trung tinh tng cao.

Khi phat hi&n nhiing ddu hiéu phéat ban trén da dau
tién hofic bét ky d4u hidu phén dng qua mén nao
khéc, b&nh nhan cdn phai ngling sd dung thude.
Ngudi da tling bj cdc phan Ung trén da nghiém
trong do paracetamol gay ra thi khéng dugc ding
thudc trd lai va khi d&n kham chila bénh cén phai
théng bdo chonhan vién y 18 biétvé van dé nay.

7. S0 dung thudc cho phy nii ¢é thaiva cho conbu

Chi n&n dung thufic khi ¢an thiét va vdi su hudng
déan clia thay thudc.
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8. Anh huéng cla thude |&n kha nang i xe va van

hanh mdy mde: Coldied cé thé gay bufn ngl.
Bénh nhén nén dugc théng bao khang ldi xe hay
van hanh méay moc khidliing thude.

9. Tudng tdc cla thudc

Udng dai ngay liéu cao paracetamol lam tang nhe
téc dyng chéng déng cla coumarin.

Ha thdn nhiét nghiém trong 6 thé xay ra khi dung
paracetamol liu cao chung vdi phanothiazin.
Clorpheniramin dc ché chuyén hoa phenytein va g
thé d&n dén ngd déc phenytoin.

Rugu ho#c cac thuSc an than gay ngl cé thé ting
tac dung e ché TKTW clia clorpheniramin.

Céc thudc Gc ché MAO lam kéo dai va tang tac
dung chdéng ti8t acetylcholin clia thudc khéng
histamin.

10. Tudng ky clia thude: do khéng cé cac nghién cuu

vé linh tucgng ky cha thude, khéng trén Ian thudc
nay vdi cac thude khac.

11. Tdc dyng khéng mong muén cla thudc

Thudng gép trudng hgp ngl ga, an thdn, kho
miéng, ban da, budn nén, ndn, loan tac mau {gidm
bach cu trung tinh, gidm toan thé huyét cdu, giam
bach cau), thiu mau, bénh than, dbc tinh than khi
larm dung hodc dang daingay.

Hiém gép truding hop phén (ng qué min, chéng
mat, budn ndn.

12. Qua lidu va cach xi tri

&

Qua lidu:

Paracetamol: nén, buén nén, chan &n, xanh xao,
dau byng xay ra trong 24 gid dau khi dang thudc.
Ding liéu cao trén 10g Paracetamol & ngudi lon
(liéu thdp han & ngudi nghién rugu) ¢é nguy cd té
bao gan bi huy hogi dan dén hoai tlf gan khéng hdi
phyec.

Clorpheniramin maleat: an thin, kich thich nghich
thugng hé TKTW, loan tAm than, con ddng Kinh,
ngung thd, co giat, tac dung chéng tiét acetylcholin,
phén Ung loan trugng luc, truy tim mach, loan nhip.
Cdch xdtri:

Nhanh chéng chuy&n bénh nhan dén bénh vién dé
thut rda da day va diéu tri ndng d3. Chat gidi ddc
dac higu paracetamol la N-acetylcystein.

13. Bac tinh dugc luc hoc

+

-+

Nhém duge ly:

Paracetamol: Gidm dau, ha s&t

Clorpheniramin: Thudc khang histamin thé hé thd
nhat.

Ma ATC:
Paracetamol: NO2B E01
Clorpheniramin maleat: RO6A BO4

+

+

Paracetamol l& mgt dan chat para-aminophenol co
déc tinh giam dau va ha sot. Paracetamol néng
ngudng dau dé trj nhic ddu, dau cd, dau khdp va

bé&nh lidn quan dén cam cam.

- Clorpheniramin 1a mot khang histamin & thy thé H,.
MG lam giam tac dyng cla histamin théng qua dgi

khéng canh tranh vdihistamin taithu thé H,.

- Coldfed 1& sy phdi hgp hai thubc da dugc ching
minh & lam gidm cac trigu ching khé chiu do cam

cum, rdiloan dudng hd hép trén.
14. Béc tinh duge ddng hoc

- Paracetamol dugc hap thu nhanh va gin nhu hoan
toan sau khi udng. Thufc dugc phan bd nhanh
trong phén 16n cdc md cda co thé. Néng db dinh
trong huyét tuong dat dugc trong vong 30 dén 80
phut. Khoang 25% paracetamaol trong mau két hap

vdi protein huyét tudng.

- Clorpheniramin maleat hdp thu t&t ti duding tiéu
héa. Thudc cd tac ddng 15 - 30 phut sau khi udng,
néng do dinh huyét tuong dat dugc trong khodng
2,5 dén 6 gid. Khd dung sinh hoc coha
clorpheniramin khodng 25 — 50%. Khodng 70%
thufc tudin hodn trong méu lién két vdi protein
huyét tudng. Thdi giantac dung cla thuic khodng

4 -6 gid.

- Thudc duge chuyén hda qua gan va dao thai qua

than.
15. Quy cach déng goi:
- Héop 1 1p 80 vién nén.
- Hop 1l 200 vién nén.
- HOp 10vix 10 vién nén.
- LoS00vién nén.
16. Biéu kién bao quén
O nhigt a5 khéng qua 30°C.
17. Han dang
36 thang ké tf ngay san xuit.
18. Tiéu chudn chéat lugng cla thudc: TCCS
19. Tén, dja chi cla cd sd san xuit thube

CONG TY CO PHAN DUGC PHAM

DUGC LIEU PHARMEDIC
FHARMEDIC

San xudt tai nha mdy GMP - WHO
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