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TO HUONG DAN SU DUNG

BIVIFLU EXTRA Vién nén bao ph."m

: an ta chu;rc Mmocnystallme cellulose 101, maize starch, pregelatinized starch, powdone K30,
SOdIUIll lauryl sulfate, sodium benzoate, stearic acid, talc, hydroxypropyl methylcellulose 6¢Ps,
macrogol 400, titanium dioxide, conalake sunset yellow.

DANG BAO CHE: Vién nén bao phim (Vién nén dai bao phim mau cam, mét mét ¢6 vach ngang, mot
miit tron).

CHI PINH

Biviflu Extra dwgc ding dé giam dau xoang, cic tri¢u chirng cam lanh va cam cam, bao gom mét moi
va budn ngu.

LIEU DUNG VA CACH DUNG
Lidu ding

Nguedi l6n, tré em tir 16 tuéi tré lén va ngueoi cao tudi:

Nén dung 2 vién mdi 4 dén 6 gio theo ydu ciu. Khéng ding qué 8 vién trong 24 gid.
Khoang céch giita céc lidu it nhét 14 4 gid.

Cach dung

Khéng diing lién tyc qué 7 ngay ma khéng c6 chi dinh chia bac sf.

Khéng ding qua lidu quy dinh.

Sir dung lugng thip nhat cAn thiét dé dat dwoc lgi ich trong thdi gian didu tri ngfn nhit.
Khéng nén ding cho tré em duéi 16 tudi.

CHONG CHI PINH

Sir dyng ddng thdi véi cac thude chdng nghet miii giao cam khéc.
Bénh nhén u ty thugng thin

Bénh téng nhéin ap géc dong.

Qué mén véi paracetamol hodic bt ky thanh phan ndo cta thubc.

Suy gan hoic suy thén niing, ting huyét 4p, cudng gidp, tiéu dudng va bénh tim. Bénh nhin dang ding
thude chéng trim cam ba vong hodc thude chen beta va bénh nhn dang dung hozic di diing thudc ire
ché monoamin oxidase trong vong hai tudn qua.
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CANH BAO VA THAN TRONG KHI SU DUNG

Thudc ndy c¢é chita paracetamol. Bénh nhén khéng nén diing ddng thoi véi céc san phdm cé chira
paracetamol khic. Vigc sir dung ddng thoi co thé gay qué lidu. Qu4 liéu paracetamol c6 thé gy suy
gan, ¢6 thé pl}éi ghép gan hoiic tham chi 1 tir vong. Nén tranh sir dung ddng thoi cdc thude chng nghet
miii hogc thude cam lanh va cim khac.

Nguy co qué lidu cao hon & nhitng ngudi méc bénh gan (khéng xo gan) do rugu. Bénh gan tiém 4n [am
ting nguy co tén thirong gan lién quan dén paracetamol.

Nén tham khdo y kién bac si trude khi ding thudc nay & nhitng bénh nhin méc céc tinh trang sau:

Suy giam glutathione do thiéu hyt chuyén héa

Phi dai tuyén tién liét

Bénh tic nghén mach mau (vi dy hign tvgng Raynaud)

Bénh tim mach

Khong nén str dung san phim ndy cho nhiing bénh nhén dang diing céc thude kich thich giao cém khéc
(ching han nhu thude chéng nghet miii, thudc e ché sur thém dn va thude kich thich tam thin gibng
amphetamine).

Khong udng qué nhiéu caffeine (vi dy: ci phé, trd vi mét s6 ¢d udng déng hap) khi ding san pham
nay.

Khong ding qué lidu quy dinh.

Néu céc triéu chitng van kéo dai, hdy tham khao ¥ kién béc si.

Dé xa tam mét va tdm véi cha tré em.

Tham khao ¥ kién bac si néu ban dang diing warfarin.

Thubc ndy c6 chira td duge mau Conalake sunset yellow c6 thé gay phan (g dj tmg.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai

San pham nay khong duge khuyén khich sir dung cho phy nit c6 thai do ¢6 chira phenylephrine va
calleine, c6 kha ndng tdng nguy co nh¢ c¢an khi sinh va say thai ty nhién lign quan dén viéc diing
caffeine trong thai ky. Phu nir mang thai nén tham khao y kién béc s truGe khi diing paracetamol.

Phu nii cho con bt

San phdm ndy khong nén sir dung cho phu nit dang cho con bii mé chura ¢6 sy ddng ¥ ciia béc st. Tréanh
str dyng san phé‘lm trong thai ky cho con b, trirkhi lgi ich mang lai cho ngudi me vuot trdi so véi nguy
co dbi vai tré so sinh. Néu sir dung, nén cdn nhic ding lidu thip nhét c6 hiéu qua va thoi gian didu ti
ngén nhat,

Paracetamol dugc bai tiét qua stta me nhung véi luong khong déng ké v& mit [am sang & lidu khuyén
cdo.

Caffeine trong stra me ¢6 thé c6 tac dung kich thich d6i véi tré bt me nhung chua thiy doc tinh déng
ké.

Phenylephrine ¢6 thé dugc bai tiét qua sita me.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Khong dung thubc cho ngudi l4i xe va van hanh méy mée vi thude ¢6 thé gy chéng miit,

TUONG TAC, TUONG KY CUA THUOC
Twong tc ciia thude

Thudc cam Ging enzyme c6 thé 1am ting ton thuong gan twong tr nhu khi ufing quéa nhiéu rugu. Tée do
hép thu clia paracetamol ¢6 thé ting 1én khi str dung chung véi metoclopromide hogic domperidone va
giam khi sir dung dbng thoi véi colestyramine. Nhitng twong téc ndy duge coi 1a khéng cé y nghta lam
sang khi str dung c4p tinh véi ché dd liéu lugng duge dé xuét.

X 9 soq ek . ~ P o .. - . re . £
Can tham khao y kien bac sy trudce khi dung Biviflu Extra cting véi cac loai thudc sau:
Thuoc trc ché monoamine oxidase (bao gom ca moclobemide)

- l’\ r 3 ® oA r b4 r r l‘\ . . * . A J‘ L ‘
Tang huyet &p xay ra gifta cdc amines kich thich than kinh giao cam nhu phenylephrine va thuoc tre ché
monoamine oxidase.

Amines kich thich than kinh giao cam

Str dung dong thoi phenylephrine véi cdc amines kich thich than kinh giao cam khéc ¢6 thé Iam ting
nguy co tac dung phu trén tim mach.

Thude chen beta va cde thude ha huyét dp khdc (bao gém ca debrisoquine, guanethidine, reserpine,
methyldopa)

Phenylephrine ¢6 thé 1am gidm hiéu qua cia thu6e chen beta va thudc ha huyét 4p. Nguy co ting huyét
ap va cée tac dung phu trén tim mach khéc 6 thé ting lén,

Thuéc chéng trdm cdm ba vong (vi dy amitriptyline)

C6 thé 1am tang nguy co tac dung phu trén tim mach véi phenylephrine.

Digoxin va glycoside tim

Sir dung ddng thoi phenylephrine véi digoxin hogic glycoside tim cé thé 1am tang nguy co nhip tim
khéng déu hogic nhdi mau co tim.

Céc alkaloid nam cia ga (vi du ergotamine va methylsergide)

Viéc sirdung ddng thoi v6i phenylephrine hydrochloride ¢6 thé lam ting nguy co mic chimg ergotism.

Warfarin va edc coumarin khdc

Str dyng paracctamol hang ngay kéo dai lam téng tac dung chéng dong méu cta warfarin va céc
coumarin khéc d4n dén ting nguy co chay mau; Str dung khéng thudng xuyén s& khong c6 anh hudng
dang ké.

Lithium

Caffeine c6 thé 1am ting qué trinh dao thai lithium ra khéi co thé. Néu ding déng thai, nén giam hogic
kiém soét lugng caffeine.

Twong ky cita thude

- . xr I il ‘ A A b r s 'y r
Do khéng c6 céc nghién ciru vé tinh twong ky cta thude, khdng trdn 1An thudc nay véi cde thude khéc.
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TAC DUNG KHONG MONG MUON CUA THUOC

C4c tac dung khong mong mubn dugce ghi nhan dya trén nghién ciru 1am sang thudng hiém gap va xay
ra trén mot s6 it bénh nhan. Theo dé, céc tdc dung khdng mong mudn duoe ghi nhan dva trén kinh
nghiém trong qué trinh luu hanh thude & lidu didu tri c6 thé duge trinh bay trong bang duéi déy theo hé
co quan ciia co thé,

Do dit liéu thir nghiém 14m sang con han ché nén tin sudt cia cac téc dung khong mong muén niy chura
dugc biét rd (khong thé ude tinh tir dit liéu hién c6), nhung kinh nghiém trong qud trinh luu hanh thude
cho thdy céc phan mg bét loi véi paracetamol la hiém giip va dic biét 1a c4c phan tng nghiém trong 13
rat hiém gip.
Paracetamol

Bang 1: Céc tac dung khéng mong mudn ciia paracetamol dya trén kinh nghiém trong qué trinh
lru hanh thude dwoc list ké dwéi ddy véi thn suit chua rd:

A a3 x
H¢é co quan Tde dung khdng niong muon

Réi loan hé t ffé)fg mau va bach meérf Giam tiéu cau
Mt bach cau hat

(thwdng khong lién quan nhiéu dén paracetamol)

Réi loan hé !}ré}rg mién dich Sée phan v¢

Phén mg qua min & da bao gdm phét ban da, phit mach
Céc trudng hgp phan tng da nghiém trong rat hiém da
dugc bao céo

Réi logn hé hdp, nguee va trung thit Co thét phé quan*

Réi logn gan mit R&i loan chitc ning gan

* Pa cb trudng hop co thit phé quan khi ding paracetamol, nhung thudmg xay ra & nhitng bénh nhén
hen nhay cadm véi aspirin hodc cdc NSAID khéc.

Caffeine

Béng 2: Cic tac dung khdéng mong mudn ciia caffeine dwa trén kinh nghiém trong qua trinh lwu
hanh thude:

H¢ co quan Tdc dung khdng mong mubn

Réi loan tém than Ciing thing, mit ngd, bdn chdn, lo ling va khé chiju
Réi loan hé thdn kinh D& bj kich thich, chéng mit va dau du

Réi logn tim mach DPénh tréng nguc

Réi loan tiéu héa R&i loan dudng tiéu héa

Khi phéc dd ding paracetamol — caffeine dugc két hgp véi khéu phin hang ngay c6 caffeine, lidu
caffeine cao hon ¢6 thé 1am ting kha naing cdc téc dung phy lién quan dén caffeine

Phenylephrine

Céc tac dung khéng mong mudn sau ddy di dugc quan sat thiy trong céc thir nghiém 14m sing véi
phenylephrine va do d6 cé thé 13 nhiing téc dung khéng mong mudn thudng gip nhét.

Béng 3: Céc thc dung khong mong mubn ciia phenylephrine trong cdc thiv nghiém Iam sang:
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H¢ co quan

Tic dung khéng mong muén

Raéi loan tam thdn

Ciing thing

Réi logn hé than kinh

Pau dau, chéng mit, mét ngq

Roi logn tim mach

Tang huyét 4p

A mca -
Rai loan tiéu hoa

X A ” v >
Buon ndn, nén, tiéu chay

Céc tde dyng khong mong mubn dugc xdc dinh theo kinh nghigm trong qua trinh lwu hanh thudc dugc
liét k& dudi day. Tan suit cna nhitng phan {mg nay chua dugc biét.

Béng 4: Cac tic dung khdng mong muén ciia phenylephrine dwa trén kinh nghiém trong qua

trinh luu hanh thude:

H¢ co quan

Tic dung khéng mong muén

R6i loan nhip tim

Nhip tim nhanh, dénh tréng ngye.

Réi loan hé thong mién dich

Qué mdn, viém da di (mg, ndi mé day.

Roi logn ve mat

Giin dong tir, bénh ting nhan 4p gée déng cAp tinh, thuong
xay ra & nhiing ngudi bi bénh ting nhin ap géc doéng.

Roi logn da va mé diedi da

Phét ban

R6i loan thén va tiét niéu

Tiéu khé, bi tidu

Didu ndy rdt ¢6 thé xay ra & nhitng ngudi b the nghén
dudng ra bang quang, chfmg han nhu phi dai tuyén tién ligt

THONG BAO NGAY CHO BAC ST HOAC D

KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi
Qui liéu

Paracetamol

Qua lidu paracetamol cé thé gdy suy gan, ¢6 thé phai ghép gan hoiic din dén tir vong,

UQC SI NHUNG PHAN UNG CO HAT GAP PHAT

Tén thuong gan c6 thé xdy ra ¢ ngudi [6n diing tir 10 g paracetamol trd 18n. Udng tir § g paracetamol

trés 1&n ¢6 thé ddn dén tén thuong gan néu bénh nhan ¢6 cac yéu 6 nguy co duéi day:

Bénh nhan dang didu trj l4u dai béng carbamazepine, phenobarbital, phenytoin, primidone, rifampicin,
St John's Wort hogic cac thude gy cam img men gan khéc.

Bénh nhén udng ruou nhidu va thudng xuyén qud mirc cho phép.
Bénh nhan thiéu hut glutathione, 15i logn #n uéng, u xo, nhiém HIV, nhin déi lau ngay, suy nhuge.

Trigu chitng va diu hiéu

r A r 3 ’ L3 k L3 A A - b3
Céc trigu chimg ctia qué liéu paracetamol trong 24 gi ddu 13 xanh xao, budn nén, non, chan an va dau

bung.

Ton thuong gan ¢6 thé tr& nén 1d rang i 12 dén 48 gios sau khi udng va dat dinh diém sau 4 - 6 ngay.
Nhitng bat thudng v& chuyén héa glucose va nhiém toan chuyén héa cé thé xdy ra. Trong trudng hop

ngd dde niing, suy gan 6 thé din dén xuét huyétndo, ha dudng huyét, phit néo va tir vong.
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Suy thin cdp kém hoai tir éng than cép, diic trung boi dau thét lung, tifu mau va protein nigu, ¢6 thé
gap phai ngay ca khi khong cé tén thuong gan nghiém trong. R&i loan nhijp tim va viém tuy da dugce
bdo céo.

Cdch xir tri

Can xtr trf nhanh chong va kip thoi. Mic du thiéu céc triéu ching ban du, bénh nhan nén dugc chuyén
dén bénh vién khan clp dé duge chim sée y té ngay lap tire. Céc tridu chung c6 thé chi giGi han & budn
ndn hofic ndn va ¢6 thé khdng phan 4nh mirc 4§ nghlem trong cla qua lidu hojc nguy co tén thuong
ndi tang. Can xir tri phtl hp véi cac hudng din didu tij.

Nén cén nhiic didu trj bing than hoat néu ding qué lidu trong vong 1 git. Nong do paracetamol nong
huyét trong nén duoc do & thoi diém 4 gior hodic mudn hon sau khi uéng (do sém hon két qua thiéu tin
cdy). Pidu trj bing N-acetylcysteine trong vong 24 gid sau khi uéng paracetamol, tuy nhién, hiéu qua
dat dugc tdi wu dat dugc trong 8 gidr sau khi udng. Hiéu qué ctia thude giai doc gidm manh sau thoi
gian nay. Néu ¢dn, bénh nhan nén dugc tiém finh mach N-acetylcysteine, phil hgp véi llch trinh lidu
lwgng da thiét Iap. Néu tinh trang non mura khéng qué nghiém trong, methionine dudng udng c6 thé 13
giai phap tlay thé phi hop cho diéu kién phai & ngoai bénh vién. Viéc quén Iy nhitng bénh nhéan cé
biéu hién rdi logn chirc niing gan nghiém trong sau 24 gior ké tir khi ubng phat dugc thao luan voi
chuyén gia gan mét. Viém tyy cp da dugc quen sat thay, thudng kém theo rdi loan chirc niing gan va
nhiém ddc gan.

Caffeine
Tri¢u chiing va ddu hiéu

Qué liéu caffeine c6 thé din dén dau viing thuong vi, ndn mira, lgi tiéu, nhip tim nhanh hotic r6i loan
nhip tim, kich thich hé than kinh trung wong (mét ngt, bdn chdn, phén khich, kich ddng, bon chdn, run
va co giat).

Céan chi y ring néu xdy ra trigu chimg ngd dfe caffeine doi véi san phdm nay, lugng paracetamol d4 str
dung s& gy ddc ning cho gan.

Cich xir tri

Khong ¢6 thudc gidi doc dac hidu, nhung ¢6 thé sir dung céc bién phap hd trg nhur thude ddi khang thy
thé beta adrenoceptor dé d4o ngirgc téc dung gay ddc cho tim.

Phenylephrine

Trigu chitng va déu hiéu

Qué liéu phenylephrine c6 thé din dén nhitng tac dung tuong ty nhu nhitng tc dung khdéng mong
mudn di dugc liét ké. Céc trigu chimg khéc c6 thé bao gdm khé chiu, bdn chdn, ting huyét 4p va cé thé
1a nhip tim chim phan xa. Trong trudng hgp nghiém trong, cé thé xay ra nham 14n, 4o gidc, co giat va
tdi loan nhip tim. Tuy nhién dbi véi thubc nay, ham lugng phenylephrine can thiét gay déc s& 16n hon
so véi ham lugng paracetamol gy doc gan.

Cich xir tri

Viée diéu trj phai phi hop v& mit 1am sang. Tiéing huyét 4p niing c6 thé cin duge didu trj bing thudc e
ché alpha nhur phentolamine.

Néu x4c nhan hojic nghi ngé qué liéu, hiiy chuyén bénh nhan dén Tr ung tdm Y té gin nhit d& duoc theo
dsi va dicu tri. Didu ndy c6 thé xdy ra ngay céa ¢ nhitng bgnh nhan khéng c6 tri¢u chimg hosic dau hiéu
qué lidu do nguy co tén thuong gan mudn.

B O A 4
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PAC TINH DUQC LUC HQC

Ma ATC: NO2BES1. Nhém thude: Thube giam dau, ha sbt két hgp thude chéng nghet mili, kich thich
hé than kinh,

Paracetamol 12 thubc giam dau va ha sbt.

Phenylephrine hydrochloride 1a mdt tic nhan giéng giao cam véi tac dung chu yéu trye tiép 18n céc thy
the adrenergic (chi yéu 12 hoat déng alpha-adrenergic) gdy ra tinh trang nghet miii.

Caffeine 13 din xuft xanthine hoat d6ng manh nhat trong viée kich thich hé than kinh frung wong, tao ra
trang thdi tinh tio va ting cudng hoat dong tinh than.

DAC TINH DUQC PONG HQOC

Paracetamol dugc chuyén héa bai céc enzyme clia microsome gan. N6 duge hip thu nhanh chong va
hoan toin qua dudng tiéu héa. Nong dg trong huyét tuong dat dinh diém sau nira gioy dén mot gio, thoi
gian bén hiy trong huyét tuong Ia mét dén ba gior va dugc phan b6 ddng déu khip co thé,

Phenylephrine hydrochloride dugc hdp thu khéng déu qua duong tiéu héa. Khi tiém bép phai mét 10 - 15
phit méi ¢6 tac dung, tiém dudi da va tiém bép c6 higu qua trong khodng mot gid, tiém tinh mach cé
hig¢u qué trong khoang 20 phut.

Caffeine duge hip thu d& dang qua duodng tiéu hda.

QUI CACH DONG GOI

Hop 5, 6 hodic 10 vi x 10 vién (vi nhdm - PVC)

Hop 3, 10 hodc 15 vi x 12 vién (vi nhém - PVC)
Hop 15,25 vix¢é x 4 vién (vi nhdm - nhém)

Chai 100 vién, 200 vién, 500 vién (chai nhyra HDPE)

BAO QUAN: Nhiét d6 khong qua 30°C, noi khé, trdnh 4nh sang.
HAN DUNG: 36 théng ké tir ngay san xuét.

TIEU CHUAN: TCCS.

CO SO SAN XUAT:

CONG TY CO PHAN DUQC PHAM RELIV

® e,
.‘f:‘t.. .
Re llv ' Bia chi: Khu A, sb 18, dudng Lé Thi Soc, ap 2A, xa Tan Thanh Tay, huyén
Cti Chi, thanh phd Hd Chi Minh, Viét Nam.



