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Rx-Thudc nay chi dang theo don thuéc "

Huwéng dan sir dung

AKFORT

1.Tén thuéc: AKFORT
2. Cac ddu hidu lwu ¥ v khuyén cdo khi ding thube
“Dé xa tam tay tre em”
“Poc ki hirdng dan sir dung trude khi dimg”
“Thude nay chi dimg theo don thude”

3 A . - F
3.Thanh phin cong thirc thuode:

Hoat chiit:

FAtACEIAMOL. . - v covsnsnssmmmmsmonymms 500 mg
0611 |1 - 25 mg
Phenylephrine hydrochloride......... 5 mg

Td duge:

[Lactose monohydrat, Avicel pH 101 (Microcrystalline cellulose), Povidon K30,

Tartrazin, Croscarmellose natri, Bt tale, Magnesi stearat, Nudc tinh khiét (*)

(*): Thanh phén mét di trong qud trinh san xudt

4. Dang bio ché: Vién nén, '

3. Chi dinh: AKFORT gitip lam giam chimg nghet mii vi cic triéu chimg cla cam

lanh va cam cim. bao -__‘f'\z‘-.; megt moi va budn ngti.

6. Cich ding, liéu ding:

Chi diing dudng udng.

Khéng dung qué liéu chi dinh.

Nén st dung licu thip nhit cin thiét dé ¢o hicu qua diéu tri

Khéng dung cho tré em dudi 16 tudi

Ngudi 16m, tré em tir 16 tudi tré 18n va ngudi cao tudi

Ding 2 vién mdi 4 dén 6 gio theo yéu ciu. Khong ding qué 8 vién trong 24 gid.

Khodng cdch liéu t6i thiéu: 4 gidy

Thoi gian t6i da ding thude khdng ¢d ti vdn ciia bde sP: 7 ngay

7, Chong chi dinh:

Khong ding thude cho nhirng bénh nhan:

- C6 tién str qua man véi paracetamol, caffeine, phenylephrine hodc vai bt ky ta dugre
*ndo cla thude.

- Str dung ddng thoi cde thude chdng nghet mai khée nhom cudng giao cam. bénh nhin

bi u tuy thugng thén (Phacochromocytoma), Glocom dong goc, suy gan hodc suy thin
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ning. ting huyét ap, cudng gidp. ddi thio dudng va bénh 1y tim mach. Bénh nhin dang
ding thude chng trim cam ba vong, hodc thude chen beta va bénh nhin da va dang
dung chét te ché men monoamine oxidase trong vong 2 tudn qua.
8. Cénh bdo va thén trong khi ding thude:
Bic s¥ cin canh bao bénh nhin vé cde ddu hidu ctia phan Gng trén da nghiém trong nhu
v héi chitng Stevens-Johnson (SJS), hoi chimg hoai tu da nhiém doc (TEN) hay hoi
chimg Lyell, hoi chimg ngoai ban myn mii toan thin cip tinh (AGEP).
Chura paracetamol. Khong dung véi céc thude khae co chira paracetamol, céc thude
chéng xung huyét va cic thude chbng cam cam khée. Sir dung dong thoi cac thude khic
¢6 chita paracetamol ¢6 thé din dén tinh trang qud li¢u. Dung qud lidu paracetamol ¢
thé gy ra suy gan, didu nay c6 thé din dén viéc ghép gan hay tir vong. DA ¢6 bido cdo
trirong hop rbi loan/suy giam chire ning gan & nhiing bénh nhén bi thiéu hut glutathione
nhu suy dinh dudng, biéng in trdm trong, c6 chi s& khdi co thé thip hodc ngudi nghién
ruou man tinh.
Tham khao ¥ kién béc s§ trude khi dung thude nay cho bénh nhin dang bi cic bénh sau:
- Cao huyét ap
- Bénh tim mach
- Dai thao dudng
- Cuong gidp
- Glaucoma goc dong
- Buou Phaeochromocytoma
- Phi dai tuyén tién liét
- Bénh mach tic nghén (nhu Hdi chimg Raynaud's)
- Suy giam chire niing gan hodic thin. Co sur gia ting nguy co gdy hai ciia paracetamol
ddi voi gan trén nhitng bénh nhéin dang bj cde bénh vé gan.
- Nhitng b¢énh nhén ¢ trang thai thiéu hut glutathione nhu nhiém tring méu, st dung
paracetamol ¢6 thé 1am ting nguy co chuyén héa acid trong mau.
Thén trong khi ding thude cho nhitng bénh nhin dang diing cic thude chen beta va cdc
thude ha huyét ap khiec.
Thén trong khi ding thude cho nhitng bénh nhan dang ding thude chéng trdm cam 3
vong.
Khéng nén ding thude cho nhitng bénh nhin dang ding cac thube kich thich than kinh
giao cam (nhur thude chdng xung huyét, thude dn kiéng va cac thude kich thich thin
kinh giéng amphetamine). .
*Tranh dung qud nhidu caffeine (vi du nhu tir ca phé.-trd va mot sd 6 udng déng hop
khéac) trong khi dang ding thude nay.

Necu céc tricu ching con dai dang, tham khao y kién bic s¥.

VEAR G
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Pé xa tm tay tré em.

Canh bdo td dioc:

'hude nay chira td duge Lactose: Bénh nhin bi roi loan di truyén hiém gip nhu khong

dung nap galactose, thiéu hut lactase hoan todn hogic kém hip thu glucose-galactose

khong nén diung thude nay. I\Iéu bénh nhéan duge chuin doan co roi loan dung nap vai
s mot s6 loai dudng nhit dinh. hiy hoi y kién béac sT trude khi dung thude nay.

9, Sir dung thude cho phy nir ¢6 thai va cho con bii:

- Thoi ky ¢o thai: Khong khuyén nghj ding thudc nay cho phy nir mang thai.

Paracetamol

Céc nghién clru trén ngudi va dong vat van chua xéac dinh dugce bét k¥ nguy co nio clia -':
paracetamol déi véi thai ky hodic su phat trién phoi thai. ;;
Caffeine -_Lru
Khdng khuyén nghi ding thude nay trong thdi ky mang thai do ¢6 kha ning lam ting "‘513
nguy co sdy thai ty nhién lién quan téi viée tich iy caffeine trong cor thé. fT
Phenylephrine =

Chua ¢6 dit licu.

- Thoi ky cho con bit: Néu khong ¢6 chi dinh ciia bac sy thi khong nén ding thude nay
trong thoi gian dang cho con bu.

Paracetamol

Cédc nghién clru trén nguoi voi Paracetamol & liéu diing khuyén nghi khong xée dinh
duge bit ctr nguy co ndo ddi voi phu nir cho con ba hoiic tré bi me.

Caffeine

Caffeine trong stra me ¢6 thé 6 téc dung kich thich ddi véi tré bt me nhung vn chua
quan sét thdy doc tinh ddng ké.

Phenylephrine

Phenylephrine ¢6 thé bai tiét vao stra me.

10. Anh hwéng ciia thude 1én kha nding l4i xe, vin hanh may mée:

Bénh nhin bi chong miit do ding thude khong nén lai xe va vin hanh may moc.

11. Twong tic, twong Ky, ciia thube:

Bang dudi diy thong ké nhimg tuong tic thude ¢6 ¥ nghia v& mat 1dm sang c6 thé xav
ra. Can tham khao ¥ kién béc s§ true khi ding két hop paracetamol-caffeine-

phenylephrine vdi cic thude dudi day:

| Céc thude trc ché Twong tac thude din dén ting huyét dp xay ra gitta cde
monoamine oxidase amin kich thich than kinh giao cam nhu phenylephrine
2 : voi cde thude (e ché monoamine oxidase (xem phin

"| Chéng chi dinh).
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| Céac amin kich thich thin
' kinh giao cam

Dung dong thai phenylephrine véi ciac amin kich thich
than kinh giao cam khac ¢6 the lam tang nguy co xay
ra cdc tac dyng khong mong mudn trén tim mach (xem

phan Thén trong va cdac luu ¥ dac biét).

Thuoe chen beta va céc
! thude ha huyét ap khac
! (bao gbm debrisoquine.

! guanethidine, reserpine,

.methyldopa).

Phenylephrine ¢6 thé lam giam hiu qua cua cdc thude

chen beta va cac thude ha huyét ap khéc. Nguy co bi

ting huyet ap va bi cdc tac dung khéng mong muodn

b o G B R
| trén h¢ tim mach ¢o thé ting 1én (xem phan Than
| trong va cac luu ¥ dic bidt).

' Thude chdng trim cam 3
vong (nhuamitriptyline)

| C6 thé 1am ting nguy co giip céc tic dung khong
mong mudn trén hé tim mach do phenylephrine (xem

phan Thén trong va cic luu y dic biét).

Digoxin va céc glycoside

tim

Dung dong thoi phenylephrine véi digoxin hode cac
glycoside tim c6 thé lam ting nguy co nhip tim bét
thuong hodc dot quy.

' Nhom ddce té ndm mac

(Ergot alkaloids) (vi du:
| ergotamine va
methylsergide)

Dung dong thoi phenylephrine HCI ¢6 thé [am ting

nguy co mac cac bénh ned dje.

Warlarin va cac coumarin
—
| khac

St dung paracetamol hang ngéy kéo dai lam ting tac
dung chéng déng mau cia warfarin va cac loai
coumarin khac din dén ting nguy co chay mau; dung
thude khong thudng xuyén sé khéng c6 anh hudng

dang ké.

[.ithium

Cafein ¢6 thé 1am ting qud trinh dao thai lithium ra
khoi co thé. Néu ding dong thoi, nén giam licu lugng

hodic dicu tict lugng ticu thu calein

12. TAc dung khéng mong mudn cia thube:

Paracetamol

Cic tac dung khong mong mudn thu dwge tir dir 1iéu ctia thir nghiém 1dm sang thuong

hiém giip va xay ra trén mQt s0 it cac bénh nhin.

Vi viy. cic tac dung khong mong mudn thu dugc trong qué trinh Iuu hanh san pham ¢

lidu diing khuyén nghj dugc dua ra trong bang dudi ddy theo hé théng co quan ctia co

«thé (MedDRA). Vi cde téc dung khéng mong mudn nay duogce béo cdo tu nguyén va tir
mot sd dong khong xdc dinh nén tin sudt xufit hién duoce coi nhu rit hiém (<1/10000),

~28/ 4

D
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Co quan Tag dung khing mong muén
RO1 loan méu va hé bach huyét Giam tiéu cau.
R6i loan hé mién dich Phan tng qua mén. Phan ¢mg dj tmg da

nhu: ban dé. phit mach, héi ching

! . - Stevens -Johnson.

¢ R&i loan hé ho hép, nguc \Tfl_h'ung that Co thit phé quan & céc bénh nhin nhay
‘ cim Vi aspirin va cde NSAID khac.
i R6i loan gan mét | Bat thurdmg gan. ,
Caffeine

Céc tac dung khéng mong mudn thu duge trong qué trinh luu hanh san pham lién quan

dén viée str dung caffeine dugce ligt ké dudi day. Khong xdce dinh duge tin sudt xudt
hién cée tac dung khong mong mudn nay.

[1¢ thin kinh trung wong: Bdn chdn, chéng miit.

Khi ding liéu khuyén nghij paracetamol-caffeine ciing voi ché do6 dn ubng c6 nhiéu
caffeine, ¢6 thé gip cde tic dung phu do qua lidu caffeine nhu mit ngu. thao thire, lo

ling, cdu kinh, dau déau, roi loan tiéu héa, hoi hdp.

Phenylephrine

A
o
o

*

Cdc tic dung khdng mong muodn dudi ddy da gap trong cie thir nghiém 14m sang vai

phenylephrine va co thé l1a dai di¢n cho cdc tac dung khong mong mudn phd bién nhat,

: ; , ; !

Céc tac dung khéng mong mudn nay duoc chia theo hé thong co quan cua co the d
(MedDRA).

Co quan Tdc dung khong mong muon

Céc rdi logn thm thin Bon chon.

Cic rdi logn trén hé thin Lmll | Pau ddu. chéng mat, mét nga.
' Cic roi logn trén tim | T '1110_i1_tn 3t ap. —

Céc roi loan trén dudng ticu hoa Budn non, nén.

Dudi ddy xin liét ké cac tac dung khong mong mudn thu duge trong qué trinh luu
hanh san pham. Tén suét xuét hién cic tac dyng khong mong mudn nay khong duoe

xdc dinh rd nhung dudng nhu 1a hiem (<1/1000).

| Cic rdi logn vé mét Giin dong tir, glaucoma goe dong cip
tinh. Thudng hay xay ra ¢ nhitng bénh
nhdn ¢6 tidn sir bi glaucoma géc déng
(xem phin Thin trong vi nhimg luu y
dic biét/ Chéng chi dinh).

Cic roi loan trén tim ' Nhip tim nhanh, héi hop.

Phan tmg di img (nHu phat ban, may

' Cac roi loan da va dudi da day, viém da di ing).

! i)
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| Céc roi loan than va duong tiét niéu Tiéu buot, bi tieu. Thudng hay xay ra o
| nhitng bénh nhan bi tic nghén duong

tiét ni¢u nhu bénh nhan phi dai tuyén

‘ tidn liét.

Théng bdo cho bdc sj cdc tic dung khong mong mudn gip phdi khi dimg thubc.

v 13. Qua liéu va cach xir tri:
Paracetamol .
§ Triéu chitng va dau hiéu o
Duing qué licu paracetamol c6 thé gy suy gan, c¢6 thé din dén tinh trang ghép gan hofc i
. c¥
o vong. e s
" g " _..“4\{
Diéu tri va dau hiéu otNG
P ’ vy , ' 2 ; % _— ¢ 1A A p o “a s
Ap dung céc bién phap ki¢m sodt y t€ ngay khi xdy ra qué liéu thdm chi khi cdc tri¢u HAQ
Sen

chirg ctia hién tuong qua lidu khong xuét hién.
C6 thé cin sir dung N-acetylcysteine hojic methionine.
Caffeine
Triéu chirng
Qua liéu caffeine ¢6 thé giy dau thwong vi, ndn, ting bai niéu, nhip tim nhanh, kich
thich than kinh trung wong (mét ngu, thao thire, kich dong, bdi roi, hedng sg, run, co
gidt).
Khi diing thude qua liéu, ¢in chii ¥ ring ngodi'cdc triéu chimg xay ra do qud lidu
caffeine, con co thé xay ra doc tinh nghiém trong voi gan do qué liéu paracetamol.
Diéu tri
Khong ¢6 chit giai doc dic hi¢u nhung co thé dung cic bién phap diéu tri hd tro.
Phenylephrine
Triéu ching
Quid lidu phenylephrine duong nhu gdy ra cic tac dung twong tu nhur 118t ké trorig phéin
cde tde dung khong mong mudn. Ngodi ra con ¢6 thé gip phai céac triéu chtng khac nhu
cau kinh, thao thirc, ting huyét ap va ¢6 thé bi chim nhip tim do phén xa. Trong cac
trudmg hop niing, ¢6 thé din toi 1an 160, ao gidc, tai bién va loan nhip tim. Tuy nhién
lrgng thude 6 thé gdy doc tinh nghiém trong lién quan tGi phenylephrine thuong 16n
hon lrgng thude ¢ thé gdy doe tinh nghiém trong trén gan lién quan tdi paracetamol.
Diéu tri
Diéu tri nén tiy theo triéu chimg lam sang. Cao huyét dp niing nén duge diéu tri voi
thube chen alpha nhu phentolamine.

" 14. Piic tinh dwge lye hge:
Mi ATC: NO2ZBESI.



https://trungtamthuoc.com/

Nhom tic dung duge ly: Cac thude giam dau, ha sét va cdc dang thude két hop chéng

cam cum khac.

Duwgc lyc hoc:

Paracetamol

Co ché tic dung _

Paracetamol 12 mot chit giam dau, ha sbt. Co ché téc dung cua thude duge cho 1a tre

ché téng hop prostaglandin, chu yéu tai thin kinh trung vong.

Tac dung diroc Iy

Do khdng ¢6 téc dyng e ché tong hop prostaglandin ngoal bién nén thube c6 dic tinh

dugc ly quan trong 1a duy tri prostaglandin bao v¢ tai dudng tiéu hoa. Do vay,

paracetamol thich hgp khi ding cho nhiing bénh nhén ¢6 tién st bi bénh hodc bénh

nhan dang ding cdc thude khic ¢6 tac dung phu 1a tre ché téng hop prostaglandin ngoai

bién (vi du: bénh nhén c6 tién st xuét huyét dudng tiéu héa hoic ngudi cao tudi).

Caffeine

Caffeine hoat dong nhu mot chit ting cudng tac dung giam dau cua paracetamol. Céc

dir liéu 1am sang cho thiy sy két hop paracetamol caffeine giy ra tic dung giam dau t6t

hon nhiéu so v6i vién nén paracetamol thong thudng (p < 0.03).

Phenylephrine hydrochloride

Phenylephrine hydrochloride 1a mét chét kich thich théin kinh giao cam, tic dung

chinh va truc tiép 1én thu thé adrenergic (phén 16m 1 alpha-adrenergic), ¢6 tac dung

chéng xung huyét miii. N6 duge st dung dé diéu tri triéu chimg xung huyét miii di

kém véi cam lanh va cam ctm.

15. Diic tinh duwge dong hoe:

Paracetamol

Paracetamol duge hdp thu nhanh chong va gén nhur hoan toan tir duong tiéu hoa va

phin bd dén hiu hét cdc md cta co thé, O ndng d¢ diéu tri. paracetamol lién két-rit it

voi protein huyét tuong.

Paracetamol duge chuyén hoa & gan va bai tiét qua nude tidu chi }f’éu dudi dang chit

chuyén hoa glucuronide va sulphate - dudi 5% paracetamol dugc bai tiét dudi dang

khong dbi. Thoi gian bdn thai trung binh trong huyét trong khoang 2,3 gio.

Caffeine

Caffeine dugce hip thu nhanh chong tir duémg tiéu héa va duoc phin bd rong IQI'II:'IIJ co

thé. Caffeine duge chuyén hoa gin nhur hoan todn qua gan théng qua qud trinh oxy hoa

va khir methyl tao ra mot s6 dan xudt xanthine, sau do bai tiét qua nuéc tiéu. Thoi gian
“bén thai trung binh trong huyét twong 1a khodng 4,9 gid.

Phenylephrine

Phenylephrine dugc hip thu khong déu tir duong tiéu hoa,
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Phenylephrine trai qua qué trinh chuyén hoa 15"11] diu boi monoamine oxidases trong chu
trinh gan-rudt: phenylephrine ding duong udng do viy bi giam sinh khé dung.
Phenylephrine dugce bai tiét qua nudc tiéu gén nhu hoan todn duédi dang lién hop véi
sulphate.
16. Quy cich dong goi: 3

@ Hop 10 vi x 10 vién (PVC/ALU). 10 vi x 10 vién (ALU/ALU), 10 vi x¢é x 6 vién, kém

don huéng din sir dung.

17. Didu kién biio quin, han dung, tiéu chuin chit lwgng ciia thude:

- Diéu ki¢n bio quén:

Béo quan: Noi khé mat, tranh anh sdng, nhiét dd khong qué 30°C.

- Han dung: 36 thang ké tir ngdy san xudit.

-'Tiéu chuén chit lwgng ciia thude: Tiéu chuin co so.

18. Tén dia chi ciia co s& siin xuét thudc:

Sdn xudt trén diy chuyén dat tiéu chuin GMP-WHO tai :

CONG TY CO PHAN HOA DUQC VIET NAM

Dia chi viin phong: 273 Tay Son,Déng Da, Ha Noi.

Dién thoai: 024.3853.3396/3853.4148

Dia chi nha may san xudt: 192 Pire Giang, Long Bién, [a Noi.

Dién thogi: 024.3655.7842/2243.1603.




