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CONG THUC DANG BAO CHE:
Paracetamol Vién nén sui bot
Ta dugc vira du 1 vién QUY CACH PONG GOI:
Chi dinh, chdng chi dinh, liéu lugng, cach dung va HOp 4 Vi x 4 vién
céac thong tin khac: Xem chi tiét t& hudng dan sirdung N N
Doc k¥ huéng dan sir dung trude khi dung. BAO QUAN: "
DEé xa tam tay tré em. Nai kho réo, nhiét do dudi 30 C,
N&u can thém thang tin, xin hoi y kién bac si. tranh dnh sang
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CONG TY .

. HUONG DAN SU DUNG DANH CHO BENH NHAN C8 PHAN

1. Tén san pham: EFFPADOL sii
Dé xa tam tay tré em
Doc kj hudmg dan sir dung trude khi dung 4
Thong bdo ngay cho bdc st hodc duwgc si nhitng tdc dung khong mong muon N
khi sit dung thuéc

2. Thanh phén, ham lwrgng ciia thude
Hoat chdt: Paracetamol 500mg

Ta duwoc: Lactose, Natri bicarbonat, Natri carbonat, Acid citric, Aspartam, Natri
benzoat, PEG 6000, PVP K30, Huong cam vira du 1 vién.

3. Mo ta san pham: Vién nén tron mau trang, thanh va canh vién lanh lan.

4. Quy cach dong goi:

Vi xé: 4vién/vi. Hop 4 vi.

5. Thudc dung cho cac treong ho’p

Paracetamol dugc dung rong rai trong dleu tri cac ching sét va dau muc do nhe

dén vira nhu cim, st nhiém khudn, sét moc rang hodc sau tiém chung, dau

rang, dau dau, dau day than kinh, dau khop, nhirc méi co, dau bung kinh, cac
chén thuong nhe, dau do bong, dau sau phau thuat, dau trong san khoa, dau sau
zona than kinh.

6. Liéu lwong:

Cac lan dung thude nén cach nhau it nhét 4 gio.

- Liéu thong thuong:

- Liéu cho nguoi 1on va tré em > 12 tudi: 1 vién/lan x 2 -3 1an/ ngay, khong
dung qué 8 vién/ngay néu khong c6 chi dinh cua thay thude.

- Trong truong hop bénh nhén suy than nang (d0 thanh thai creatin <10
ml/phut) khoang cach giita cac liéu 1a 8 gio.

7. Nén dung thudc nay nhw thé nao: Pha thudc voi khoang 200ml nude dun soi
dé nguoi, dé vién sui hoan toan va udng ngay. L& /

8. Khi nao khong nén dung thudc nay:
- Qué man voi paracetamol hodc bat ky thanh phan nao cua thudc.
- Suy gan nadng.

9. Tac dung khéng mong muén:

Phan (mg phu nghiém trong trén da méc du ti 1é mic phai khong cao nhung

nghiém trong tham chi de doa tinh mang bao gdm: Hoi ching Steven-Jonhson

(SJS), hoi chimg hoai tir da nhiém doc (TEN) hay hoi chirng Lyell, hoi ching

ngoai ban mun mu toan than cap tinh (AGEP).

Triéu ching cua cac hdi ching trén mo ta nhu sau:

- Hoi chung Steven-Jonhson (SJS): di ing thude thé bong nudc, bong nudc
khu tri & quanh cac hdc tu nhién nhu mat, mii, tai, bo phan sinh duc va hau
mon. Ngoai ra c6 thé kém theo sbt cao, viém phoi, rdi loan chirc nang gan
than. Chan doan hoi chimg Stven-Jonhson khi ¢6 it nhat 2 hdc tu nhién bi
t6n thuong.

- Hoi chimg hoai ttr da nhiém doc (TEN): 1a thé di tng thudc nang nhat gom:
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- Tén thuong da dang ¢ da: ban dang soi, ban dang tinh hofgnhlet, h@ng b§n)
|

hodc cac bong nude bung nhung, cac ton thuong nhanh hong lan toa‘khap
nguoi. 2\ JA(

- Tén thuong niém mac mat: viém giac mac, viém két mac muidﬂet glae/m

- Tén thuong ni€ém mac duodng tiéu hoa: viém miéng, trot meminaezm’feng
loét hau hong, thuc quan, da day, ruot.

- Tén thuong niém mac dudng sinh duc, tiét ni¢u.

- Ngoai ra con c6 céc triéu ching toan than tram trong nhu sdt, xuét huyét
duodng tiéu héa, viém phdi, viém cau than, viém gan...ty 1€ tu vong cao 15-
30%.

- Hoi chimg ban mun mu toan thén cép tinh (AGEP): mun mu vo trung nho
phat sinh trén nén hong ban lan rong. Tén thuong xuét hién ¢ céc nép gip
nhu nach, ben, mat, sau d6 c6 thé lan rong toan than. Tri€u ching toan than
thuong co 1a sét, xét nghiém mau bach cu trung tinh cao.

It gap, 1/1000<ADR<1/100:

- Da: Phat ban.

- Daday - rudt: Budn non, non.

- Huyét hoc: Loan tao mau (giam bach cau trung tinh, tiéu cu va toan thé
huyét cau), thiéu mau.

Than: Bénh thén, doc tinh than khi lam dung dai ngay.

H1em gap, ADR<1/1000:

- Da: Hoi ching Stevens-Johnson, hoai tir biéu bi nhiém doc, hoi chirng
Lyell, mun mu ngoai ban toan than cip tinh.

- Khéc: Phan img qua man.

Khi phat hién nhlrng diu hi¢u phat ban trén da dau tién hodc bat ky dau hiéu
phan rng qua man nao khac, bénh nhan can phai ngirng sir dung thudc. Nguoi
da tung bi cac phan ing trén da nghlem trong do paracetamol gay ra thi khong
dwgc dung thuoc tré' lai va khi dén kham chira bénh can phai thong bao cho
nhén vién y té biét diéu nay. \& /

10.Nén tranh dung nhirng thudc hodc thwe pham gi khi dang sir dung:

Udng dai ngay lidu cao paracetamol lam ting nhe tic dung chdng dong cta
coumarin va dan chét indandion.

Kha nang gdy ha than nhiét nghiém trong khi dung dong thoi paracetamol véi
phenothiazin.

Dung dong thoi paracetamol véi rugu gdy tang tac dung doc véi gan cla
paracetamol.

Thudc chdng co giat (gom phenytoin, barbiturat, carbamazepin) gay cam Ung
enzym ¢ microsom thé gan, co thé lam tang tinh doc hai gan cua paracetamol
do tang chuyén hoa thudc thanh nhitng chat doc hai voi gan. Ngoai ra, dung
dong thoi isoniazid véi paracetamol cting ¢ thé dan dén tang nguy co doc tinh
v6i gan. Thuong khong can giam lidu & ngudi bénh dung dong thoi lidu diu tri
paracetamol va thude chong co gidt, tuy vdy, can han ché ty dung paracetamol
khi dang ding thude chdng co giat hodc isoniazid.

Probenecid c6 thé lam giam dao thai va tang thoi gian ntra doi trong huyét
tuong cua paracetamol.

NINH, \//
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11.Can lam gi khi mgt lan quén khong dung thuoc 5_/ CO PHAN

12. Can bao quan thudc nay nhw thé nao?

Uong thudce ngay khi ban nhé ra va KHONG uéng gap doi lié d n:nge Buwlaa
thudc chua uodng.

Dé xa tim tay tré em.
Dé thudc noi kho, nhiét do dudi 30°C, tranh anh sang.

13. Nhirng dau hiéu va triéu ching khi diing thudc qua liéu:

Xanh tim da, niém mac va mong tay la dau hiéu dic trung cua ngd doc
paracetamol, né ciing c6 thé bao gom cac tri¢u trimg budn noén, nodn, chan an,
dau bung, mét 14, mach nhanh, suy tuan hoan.

Nhiém doc paracetamol c6 thé do dung mot liu doc duy nhét, hodc do uéng
lap lai lidu 16n paracetamol (7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc do
ubng thude dai ngay. Hoai tir gan phu thudc liéu la tac dung doc cép tinh
nghlem trong nhét do qua lidu va c¢6 thé gay tir vong.

14.Cén phai lam gi khi dung thuoc qua liéu:

Chuyén ngay den co s& y té gan nhat dé duoc hd tro.

15. Nhirng diéu cin than trong khi dung thudc nay:

Khong dung chung véi bét ki thude nao ¢6 chira paracetamol.

Than trong ¢ nhitng bénh nhén thiéu mau vi paracetamol co thé gdy
methemoglobin.

Ruou lam tang doc tinh ctia paracetamol véi gan, nén tranh hodc han ché uéng
ruou khi dung paracetamol.

Thén trong khi dung paracetamol cho nguoi bi suy gan, suy than, nguoi nghién
ruou, suy dinh dudng man tinh hoéc bi mat nudc.

Trong thanh phan thudc c6 lactose, nguoi ¢6 bénh Iy khong dung nap duong
nén hoi y kién béc si trudce khi str dung.

M01 vién thude ¢o chira 313 mg natri, nguoi bénh can luu y va bao cho bac si
néu dang c6 ché do an han ché natri (mubi).

Than trong khi ding cho nguoi bi phenylceton niéu vi thanh phan thude ¢o
aspartam, s& chuyén hoa thanh phenylalanin trong co thé sau khi udng. (& J
Thoi ky mang thai

Chua xac dinh duogc tinh an toan cua paracetamol st dung trong thoi ky mang
thai ddi véi thai nhi. Do d6, chi nén dung paracetamol & ngudi mang thai khi
that can thiét.

Thoi ky cho con bu

Nghién ctru ¢ nguoi me cho con bu, dung paracetamol khong thay co tac dung
khong mong mudn ¢ tré nho bu me.

Anh huémg cia thude 1én kha nang ldi xe va vdn hanh mdy méc: Thudc khong
anh hudng len kha nang lai xe va van hanh may moc.

16. Khi nao can tham van bac sy

Hay hoi y kién bac s§ néu ban dang c6 thai hodc dang cho con bu trudc khi st
dung thudc.
Néu can thém thong tin xin hoi y kién bdc sy hodc duwoc sy.

17.Han dung:

24 thang ké tir ngay san xuat, khong dung thude khi hét han sir dung

18. Tiéu chuin: TCCS




19. Tén, dia chi, biéu twgng ciia co sé san xuat:
CONG TY CO PHAN DUGC PHAM BAC NINH
Dia chi : L6 C1-1, Khu cong nghiép Qué Vo, xa Phuong Liéu
tinh Bic Ninh
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HUONG DAN SU DUNG DANH CHO CAN BO Y TE: </ C6PrAN
Dic tinh dwoc lwc hoc: , rcc PHA
Nhoém duge ly: Nhom giam dau, ha sét. CN IN

ON

Ma ATC: NO2BEO1

hoa c6 hoat tinh cta phenacetin, 1a thuoc giam dau ha sét hitu hleu co the thay
thé aspirin. Khéc v6i aspirin, paracetamol khong ¢6 hi€u qua diéu trj viém.
Paracetamol lam giam than nhiét & nguoi bénh sot nhung hiém khi lam giam
than nhiét ot nguoi binh thuong. Thude tic dong 1én vung duéi doi gdy ha
nhi€t, toa nhiét do gidn mach va tang luu lugng mau ngoai bién.

Vi liéu diéu tri, Paracetamol it tac dong 1én hé tim mach va ho hap, khong lam
thay ddi can bang acid-base, khong gay kich tng, loét hodc chdy mauda day nhu
khi dung salicylat. Tac dung cua paracetamol trén cyclooxygenase chua dugc
blet day du. Vi liéu 1 g/ngay, paracetamol 1a mot thude wre ché cyclooxygenase
yéu. Tac dung trc ché cua paracetamol trén cyclooxygenase- 1 yéu.

Paracetamol thuong duge chon lam thube giam dau va ha sét, dic biét & nguoi
cao tudi va nguoi co chéng chi dinh dung salicylat hodc cac NSAID khac, nhu
nguoi bi hen, c6 tién sir loét da day ta trang va tré em.

Paracetamol khong c6 tac dung trén su két tp tiéu cdu hodc thoi gian chay
mau.

Pic tinh dwoec dong hoc:

Hip thu

Dang udng duoc hap thu nhanh va gin nhu hoan toan. Thirc an giau carbon
hydrat 1am giam hip thu paracetamol. Nong do dinh trong huyét tuong dat
trong vong 30 dén 60 phut sau khi uéng vai liéu diéu tri.

Phan bo

Paracetamol phan bd nhanh va dong déu trong phan 16n cac md cua co thé.
Khoéang 25% paracetamol trong mau két hop véi protein huyét tuong.

Chuyén héa - thi triv Q\gk/
Ntra doi huyét twong cia paracetamol 1a 1,25 - 3 gid, c6 thé kéo dai Vi lidu
gdy doc hodc ¢ nguoi bénh ¢ thuong ton gan

Paracetamol duoc chuyén héa chu yéu ¢ gan va mot phan nhd tai than, tao
thanh cac dan chit lién hop glucuronic va sulfonic. Su thanh thai paracetamol
trong nudc tiéu dudi dang lién hop glucuronic khoang 50 - 80%, dudi dang lién
hop sulfonic khoang 20 - 30%, dang khong thay d6i < 5%. Mot phan nho (<
4%) dugc chuyén hoa boi cytochrom P450 tao thanh N-acetyl-
benzoquinonimin, mot chét trung gian co tinh phan tmg cao. Chat chuyén hoa
nay binh thuong phan ng véi cac nhom sulthydryl trong glutathion va bi khur
hoat tinh. Tuy nhién, néu uong lidu cao paracetamol, chét chuyen hoa nay duoc
tao thanh voi luong du dé lam can kiét glutathion cua gan, chét chuyén hoa
khong dugc lién hgp véi glutathion gdy doc cho té bao gan.

. Chi dinh:

Paracetamol dugc dung rong rai trong d1eu tri cac chung sot va daumtre do nhe
dén vira nhu cum, st nhiém khuén, st moc rang hodc sau tiém ching, dau
rang, dau ddu, dau day than kinh, dau khép, nhirc moéi co, dau bung kinh, cac



chan thuong nhe, dau do bong, dau sau phau thuat, dau trong s
zona than kinh.

. Liéu ding, Cach dung:
Liéu thong thuong:
Liéu cho ngudi 16n va tré em trén 12 tudi: udng 1 vién/lanx 2 - 3 14
khong dung qua 8 vién/ ngay.

Khoang cach giita cac liéu it nhit 1a 4 gio. Trong truong hop bénh nhan suy
than néng (do thanh thai creatinin < 10 ml/ phut) khoang cach giira cac lidu 1a 8
gio.

. Chong chi dinh:

Qu4 man véi paracetamol hodc bét ky thanh nao cua thudc.

Suy gan nang.

. Cac truong hop than trong khi dung thubc:

Khong dung chung véi bét ki thudce nao ¢6 chira paracetamol.

Than trong & nhitng bénh nhan thiéu méau vi paracetamol co thé gay
methemoglobin.

Rugu lam tang ddc tinh cua paracetamol véi gan, nén tranh hodc han ché uéng
ruou khi dung paracetamol.

Thén trong khi dung paracetamol cho nguoi bi suy gan, suy than, ngudi nghién
ruou, suy dinh dudng man tinh hoéc bi mét nudc.

Béc si can canh bao bénh nhan vé cac du hiéu cia phan Ung trén da nghiém
trong nhu: HoOi chirng Steven-Jonhson (SJS), hdi ching hoai tir da nhiém doc
(TEN) hay hoi chimg Lyell, hoi ching ngoai ban mun mu toan than cip tinh
(AGEP).

Ngudi bénh c6 cac bénh 1y di truyén hiém gap nhu khong dung nap galactose,
khong dung nap lactose (thiéu enzym Lapp lactase), kém hép thu glucose-
galactose khong nén dung vi thudc c6 chtra lactose.

M3di vién thude c6 chtra 313 mg natri, can luu y khi dung cho bénh nhan c6 ché
d6 an han ché natri.

Than trong khi ding cho ngudi bi phenylceton niéu vi thanh phan thude co
aspartam, mdt ngudn phenylalanin. '

Thoi ky mang thai:

Chua xac dinh dugc tinh an toan cua paracetamol st dung trong thoi ky mang
thai d6i véi thai nhi. Do do, chi nén ding paracetamol & ngudi mang thai khi
that can thiét.

Thoi ky cho con bu:

Nghién ctru ¢ nguoi me cho con bu, dung paracetamol khong thay c6 tac dung
khong mong mudn ¢ tré nho bu me.

Anh hwéng cia thube 1én kha ning ldi xe va van hanh mdy méc: Thubc khong
anh hudng 1én kha nang lai xe va van hanh may moc.

x| DUQC PHAM
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. Twong tac vai cac loai thudc khac va cac loai twong tac khac:

Ubng dai ngay lidu cao paracetamol lam tang nhe tac dung chong dong cua
coumarin va dan chit indandion.

Kha ning gay ha than nhiét nghiém trong khi dung dong thoi paracetamol voi
phenothiazin.

N

xé hoo, dkianay <\
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Dung dong thoi paracetamol voi rugu gy ting tac dung
paracetamol

do ting chuyén héa thudc thanh nhung chat doc ha1 Vi gan. Ngoal ra, dung

dong thoi isoniazid voi paracetamol cling c6 thé dan dén tang nguy co doc tinh

v6i gan. Thuong khong can giam liéu & nguoi bénh dung dong thoi lidu diéu tri
paracetamol va thudc chong co giat, tuy vdy, can han ché tu dung paracetamol
khi dang dung thudc chéng co giat hodc isoniazid.

Probenecid ¢ thé 1am giam dao thai va tang thoi gian na doi trong huyét

tuong cua paracetamol.

. Tac dung khéng mong muén:

Phan Umg phu nghiém trong trén da mic du ti 16 mac phai khong cao nhung

nghiém trong tham chi de doa tinh mang bao gém: Hoi chung Steven-Jonhson

(SJS), hoi chimg hoai tir da nhlem doc (TEN) hay hoi ching Lyell, hoi chirng

ngoai ban mun mu toan than cap tinh (AGEP).

Tri€u chung cua cac hdi chirng trén mo ta nhu sau:

- Hoi ching Steven-Jonhson (SJS): di ung thude thé bong nudc, bong nudc
khu tri & quanh céac hdc tu nhién nhu mat, mii, tai, bo phén sinh duc va hiu
mon. Ngoai ra c6 thé kém theo sét cao, viém phoi, réi loan chire nang gan
than. Chan doan hoi ching Stven-Jonhson khi ¢6 it nhat 2 héc tu nhién bi
t6n thuong.

- Hoi ching hoai tir da nhiém doc (TEN): la thé dj ung thube nang nhat gém:

- Tén thuong da dang & da: ban dang soi, ban dang tinh hong nhiét, hong ban
hodc cac bong nude bung nhing, cic ton thuong nhanh chong lan toa khap
nguoi.

- Tén thuong ni€ém mac mat: viém giac mac, viém két mac mu, loét giac mac.

- Tén thuong niém mac duong ti€u hoa: viém miéng, trot niém mac miéng,
loét hau hong, thuc quan, da day, rudt. ’ ﬁ /

- Ton thwong niém mac duong sinh duc, tiét niéu. ‘

- Ngoai ra con ¢o cac triéu ching toan than tram trong nhu sbt, xuat huyét
duong tiéu hoa, viém phoi, viém cau than, viém gan...ty 1¢ tir vong cao 15-
30%.

- Hoi chimg ban mun mu toan théan cap tinh (AGEP): mun mu vo trung nho
phat sinh trén nén hong ban lan rong. Tén thuong xuét hién & cac nép gap
nhu nach, ben, mat, sau do co thé lan rong toan than. Tri¢u ching toan than
thuong co 1a sét, xét nghiém mau bach cdu trung tinh cao.

it gap, 1/1000<ADR<1/100:

- Da: Phat ban.

- Daday - rudt: Budn non, non.

- Huyet hoc: Loan tao mau (giam bach ciu trung tinh, tiéu cAu va toan thé
huyét cau), thiéu mau.

- Théan: Bénh than, ddc tinh than khi lam dung dai ngay.

Hiém gip, ADR<1/1000:

- Da: Hoi chimg Stevens-Johnson, hoai tir biéu bi nhiém doc, hdi ching
Lyell, mun mu ngoai ban toan than cap tinh.
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- Khe}c: Phan (ng qua man. /”} gmcw\

. Qua liéu va cach xir ly: 5/ cOPHAN

Triéu chung: ‘ | DUQC PHAM |,

- Xanh tim da, niém mac va mong tay la ddu hiéu dic t g éf}g ﬁ‘éé’
paracetamol, né ciing c6 thé bao gdbm céc triéu trimg budn ;N
an, dau bung, mét 13, mach nhanh, suy tuan hoan.

- Nhlem doc paracetamol co thé do ding mot 11eu doc duy nhét, hodc do

ubng lap lai liéu 16n paracetamol (7,5 - 10 g mdi ngay, trong 1 - 2 ngay),

hoac do ubng thude dai ngay. Hoai tir gan phu thudc lidu la tac dung doc
cap tinh nghiém trong nhét do qué liéu va co thé gay tur vong.

Cach xu ly:

Rira da day dé loai trir ngay thudc da udng, tot nhét trong vong 4 gio sau khi

uong.

Dung cang sém cang tot chat giai doc N-Acetylcystein udng hodc tiém tinh

mach.

Khi udng, hoa loang dung dich N-Acetylcystein v6i nude hodc dd udng khong

¢6 ruou dé dat dung dich 5%, udng trong vong 1 gio sau khi pha. Cho udng N-

Acetylcystein v6i liéu dau tién 1a 140 mg/kg thé trong sau d6 cho tiép 17 liéu

nira, mdi lidu 70 mg/kg thé trong, cach nhau mdi 4 gior hodc cho dén khi cac xét

nghiém cho thay khong con kha ning doc hai cta paracetamol trong co thé

nira.

Dung N-Acetylcystein theo duong tinh mach: liéu ban dau 150 mg/kg thé

trong, pha trong 200 ml glucose 5%, tiém tinh mach trong 15 phut; sau do

truyén tinh mach lidu 50 mg/kg trong 500 ml glucose 5% trong 4 gio: tlep theo

la 100 mg/kg trong 1 lit dung dich trong vong 16 gio tiép theo. C6 thé dung

dung dich natri clorid 0,9% néu khong c6 glucose 5%.

Truong hop khong co N- Acetylcystein hodc bénh nhan khong dung ndp N-

Actylcystein, co thé dung methionin thay thé. Ngoai ra c6 thé dung than hoat

va/hodc thude tdy mudi. o




