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TEN CUA SAN PHAM THUOC

Tal liéu théng tin cho can bo y té

suy gan, ciing nhw viém ti mat va séi mat quan sat thdy phat trién & mot s6 bé?ﬁ han
str dung dinh dwéng qua dudng tinh mach (bao gbm ca bd sung vitamin qua dwdng tMh
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Bt ddng kho pha tiém CERNEVIT, dung dudng tinh mach ///(5':’ JAN PHObiEUOGa i loan gan mat nén duoc xem xét, danh gia sém boi bac sT chuyén khoa nham
i A 7 i . xac di nquyén nhan gay bénh, cac yéu té anh hudng, cac bién phap diéu trj va du phong
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Méi o chira - Hoat chét: Retinol palmitate twong dwong Retinol: 3500 1U; oIecalcifé'roF: ''='“Dung thuoc trén bénh nhan suy gan: Bénh nhan suy gan cé the can ca the hoa nhu

Ascorbic: 125 mg; Cocarbocylase tetrahydrate: 5,8 mg: twong duon “yT‘&u mine; 3,51,
mag; Riboflavin dihydrate sodium phosphate: 5,67 mg; twong dwong Riboflavi

220 |U; DL alpha-tocopherol: 10,2 mg; twong duong alpha—tocophei%l:
Pyridoxine hydrochloride: 5,5 mg; twong duong Pyridoxine: 4,53 mg; Cyaﬁ@ﬁ@béléminé

0,006 mg; Folic acid: 0,414 mg; Dexpanthenol: 16,15 mg; twong dwong Pantothenic acid:

17,25 mg; D-Biotin: 0,069 mg; Nicotinamide: 46 mg + Cac chat khac: Glycin: 258 mg;
Glycocholic acid: 140 mg: Soybean lecithin: 112,5 mg; Natri hydroxide+ hydrochloric acid:
vira G0 pH 5,9. CERNEVIT |3 mét ché phdm da Vitamin tan trong nwérc va tan trong dau
(trir vitamin K) két hop véi hén hop micelle (Glycocholic acid va Lecithin). Thube duoc trinh
bay dwai dang bot dong khé tinh khiét, khong mui, mau vang cam. Khi st dung can pha
véi 5ml nwéc cat pha tiém hoac dich truyén tinh mach nhw Glucose 5%, NaCl 0,9% hodc
hén hop dinh dwéng tinh mach ngay trwéc khi truyényKhi két hop voi nwoc cat pha tiém

sé cho ra dung dich co pH vao khoang 5.9. )
QA1

DAC DIEM LAM SANG
CHI BINH: CERNEVIT dwoc chi dinh cho bénh nhan ¢ nhu cau can bd sung vitamin
hang ngay qua dudng tinh mach do bj chéng chi dinh hodc khéng thé ding vitamin bang
dwdng udng, hoac do thiéu hut vitamin (do suy dinh dwdng, hép thu kém qua duong tiéu
héa...). Thuée diing cho ngudi 16N va tré em tir 11 tudi tré' 1en. CHONG CHI BINH: Co
tién str qua man voi CERNEVIT hodc nhirng san pham co protein dau nanh lecithin trong
hén hop micelle cd ngudn gbc tir dau nanh). Ching thira vitamin tir bat ky vitamin nao
trong ché phdm. Qua man véi cac hoat chat, dac biét 1a Vitamin B1. Chéng chi dinh trén
tré so sinh, tré dang b va tré em dwéi 11 tudi. LIEU LPONG VA CACH SU’ DUNG:
Nguwoi 1én va tré em trén 11 tudi dung 1 lo mdi ngay. Bom 5ml nuéc c4t pha tiém vao lo
thuéc va Iac nhe dé hoa tan bot. Dung dich sau khi hoa tan duge tiém tinh mach cham (it
nhét 10 phut) hodc truyén tinh mach khi pha véi nwée muéi sinh Iy hodic dung dich glucose
5%. CERNEVIT c6 thé dwoe bom vao hdn hop dinh dwéng duéng tinh mach két hop
carbohydrat, lipid, amino acid, chét dién giai va nhirng nguyén té vi long voi diéu kién da
kiém tra v& tinh twong hop va tinh én dinh. Néu truyén CERNEVIT tinh mach, nén truyén
cham. Néu tiém tinh mach, phai tiém that cham (it nhat 12 10 phut). Phai theo déi tinh
trang lam sang va ham lwong vitafin dé dam bao duy tri mire d6 cung cap phit hop cho
bénh nhan. CANH BAO: Phan (ng qua man co thé xay ra & nhirng déi twong di tng do
sy hién dién cta vitamin B1. Canh bao trén bénh nhan co phan tng di (’ng nhe nhisdeé
hoi, hen nhe . Canh béo trén bénh nhan cé vang da nguén géc gan hay cb tac mg
khéng chiva Vitamin K. can bé sung Vitamin K riéng ré trong truéing hop ca
tra tinh twong ki khi pha véi dich truyén méi truérng khac « Phan teng di (v
céo vé phan (rng qua man toan than nghiém trong khi dung CERNEVIT hay
vitamin tdng ho'p khac, cac vitamin st dung riéng ré (bao goém vitamin A.
acid folic). Trong mét s6 trong hop, sw xuét hién phan tng qua man khi §
vitamin téng hop cé thé co lién quan dén téc d tiém. Phai dirng tiém/ truyeg
néu c6 dau hiéu hodc triéu chiing clia phan ting qua man « Nhiém déc

trang qua liéu va tac dung gay doc tinh clia vitamin, nhat Ia véi cac vitamin A, Dg
biét lwu y cac trwong hop bénh nhan co st dung thém vitamin ti nguén khac, h
ché pham khac c6 nguy co'lam tang nhiém doc vitamin. Gidm sat chat ché trén cac bénh
nhan str dung vitamin kéo dai  Roi loan thira vitamin A: Tang nguy co' thira vitamin A
va nhiém déc vitamin A (vi du: bat thwéng & da va xwong, chirng nhin doi, xo gan) trén cac
d6i twong bénh nhan sau: Bénh nhan suy dinh duéng, bénh nhan suy than, bénh nhan suy
gan, bénh nhan c6 thé trang nhd va bénh nhan dwec digu tri [au dai. Bénh ly gan cap tinh
trén cac bénh nhan cé ham lwong vitamin A dy tri trong gan bao hoa cé thé dan dén cac
biéu hién nhiém déc vitamin A trén 1am sang « Hoi chipng nuoi an lai trén bénh nhan
str dung dinh dwéng qua dwéng tinh mach: Viéc cung cap dinh dwong tré lai trén
cac bénh nhan suy dinh dwéng nang co thé dan téi hoi chirng nudi an lai. Hai chiing nay
dwoc dac trung boi cac réi loan chuyén héa kali, phospho, magie néi bao do bénh nhan
tré’ nén déng héa. Ngudi bénh ciing c6 thé gap tinh trang thiéu hut thiamin va gitr nwéc
trong co thé. Theo d6i cin than va tang tir tir Iwong dinh dwéng dwa vao co thé déng thoi
tranh hién tong dw thira dinh dwéng cé thé ngan ngira cac bién chirng nay « Can lang
& nhirng bénh nhan st dung dinh dwéng qua dwéng tinh mach: Cén Iang trong
mach mau phdi da duoc bao cdo trén cac bénh nhan dinh dwong ngoai dwong tiéu héa.
Mat sé trirong hop dan dén tir vang. Ngoai ra bé sung qué nhiéu canxi va phosphat cang
[am ting nguy co hinh thanh két tiia canxi phosphat. Can l&ng cing cé thé xuat hién ngay
ca trong treang hop khong cé mudi phosphat trong dung dich. Hign tuong tinh thé két tia
trong bd day loc va nghi ngér vé viéc hinh thanh can I&ng dong trong dong mau da duoc
bao céo. Ngoai viéc kiém tra dich truyén, phai dinh k kiém tra cac bé truyén dich va éng
théng dé phat hién can I3ng. Néu cé dau hiéu clia suy hd hap, phai ngirng truyen dich va
tién hanh cac danh gia y khoa. TAC DUNG BAT LOY: Do sy hién dién cla Vitamin B1,
phan (¢ng qua man co thé xay ra voi ty & thap « Phan (png bét lgii tir cac thir nghiém
lam sang: Réi loan tiéu héa (nén, budn nén); Réi loan toan than va tai vi tri tiém truyén
(dau tai vi tri tiém/truyén); réi loan trao ddi chat va dinh dugng; r6i loan gan mét » Phan
(rng bét lgi sau Iwu hanh: Cac phan tng bét loi dwéi day da dwoc bao cdo trong qué
trinh Iwu hanh; Réi loan hé mién dich (suy hé hap. khé chiu & ngwe, te ngwe. dau hong,
may day, phat ban, ban d6, khé chiu vung thwong vi, ngling tim gay tir vong), rbi loan hé
than kinh (loan vi giac, c6 vi kim loai trong miéng); réi loan tim mach (nhip tim nhanhy; réi
loan hé hép, 16ng ngwe va trung thét (thé nhanh); réi loan tiéu hoa (tiéu chay); rdi loan da
va mé mém (ngtra); Réi loan gan mat; réi loan chung va tai vi tri tiém truyén (sét, co’ thé
dau nhire, phan (g tai vi tri tiém truyén). Théng bdo cho bac sy nhirng tac dung khéng
mong muén gap phai khi str dung thudc. PHU NI’ CO THAI VA CHO CON BU:
Viéc si» dung CERNEVIT & phu nir c6 thai hién van chwa dwec nghién clru. Vi vitamin duwoc
bai tiét qua siva me, thudc cling duoc khuyén khéng nén ding & phu nik dang cho con bu.
THAN TRONG: Than trong khi dung CERNEVIT & nhing bénh nhén dang dung vitamin
A tlr nhitng nguén khac. Sau khi tiém bolus tinh mach, sy tdng men SGPT muc trung
binh dwg'e ghi nhan & vai bénh nhan cé viém rudt. Mirc d6 ting sé phuc hdi nhanh sau khi
ngwng st dung thube. Khuyén nén theo déi néng 46 men gan & nhibng bénh nhan nay.
O nhiing bénh nhan suy than cin phai theo dai can than nong @6 vitamin tan trong dau
« Anh hwéng trén gan: Khuyén céo theo doi cac thong s6 chirc nang gan trén nhing
bénh nhan str dung CERNEVIT, d&c biét trén nhitng bénh nhan vang da do viém gan hodc
¢6 nhiing dau hiéu & mat. O nhing bénh nhan sir dung CERNEVIT, cac trvéng hop men
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bd sung. Do bénh Iy & gan c6 lién quan dén lam tang tinh nhay cam véi ngd
A, can hét stic lvu ¥ phong ngira ng doc vitamin A, nhét la trén bénh nhan lam
o1 qua mirc man tinh « Diing thudc trén bénh nhan suy than: Bénh nhan suy
€6 e cén ca thé hoa lwgng vitamin bd sung theo nhu cau, tly thudc vao mirc @6 than
¥/tac bénh ly di kém. Trerdng hop suy than nang, dac biét chd y dam bag duy tri du
v in D va tranh ngd doc vitamin A, tinh trang nay cé thé phat trién trén cac'bénh nhan
dwoc bd sung vitamin A lidu thap hodc tham chi ngay ca trén bénh nhan khéng dwoc bd
sung vitamin A. Réi loan thira pyridoxin (vitamin B6) va ngd doc (bénh than kinh ngoai vi,
clr @6ng khéng tw chi) da dwgc bao cao & nhiing bénh nhan chay than nhan tac man tinh
sir dung vitamin téng hop qua dudng tinh mach v6i ham lwgng 4 mg pyriddkin 3 1an/tuan
» Kiém soat chung: Can theo dai tinh trang [am sang va ndng @ vitamin trén bénh nhan
st dung vitamin tdng hop qua duong tinh mach nhw ngudn cung cép vitamin duy nhat
trong mot thai gian dai. Bidu nay cé y nghia quan trong trong kiém soat bé sung day 6u
vitamin, nhat Ia trong cac trudng hop: Vitamin A & bénh nhan bj loét do ap luc, bi thuong,
bong, hoi chirng ngan rudt hodc xo' nang; Vitamin B1 & bénh nhan loc mau; Vitamin B2 &
bénh nhan ung thw ; Vitamin B6 & bénh nhan suy than; Nhu cau déi véi tirng loai vitamin
c6 thé tang do twong tac véi cac thude khac; Thigu hut mét hodc nhiéu vitamin phai duoc
bé sung dling theo nhu ciu « Dung thudc trén bénh nhan thiéu hut vitamin B12:
Khuyén cao nén danh gia tinh trang vitamin B12 truée khi bat dau str dung CERNEVIT trén
bénh nhan co nguy co thiéu hut vitamin B12 va/hodc khi cé ligu trinh chi dinh CERNIVIT
trong vai tuan. Sau vai ngay st dung thuée, ham Iwong clia cyanocobalamin (vitamin B12)
hay acid folic trong CERNEVIT c6 thé dii dé lam tang sb lwong hong céu, hong cu ludi,
va cac hemoglobin trén cac bénh nhan thiéu ht vitamin B12 két hop véi thiéu mau héng
cu khéng 16. Didu nay cé thé lam che gidu tinh trang thiéu hut vitamin B12 hién cé. Hiéu
qua diéu tri thiéu hut vitamin B12 doi hoi cung cép ligu cyanocobalamin cao hon ligu trong
CERNEVIT. Viéc b sung acid folic & bénh nhan thiéu hut vitamin B12 ma khong nhan bat
ky ngudn B12 nao khac, khong ngan ngira dwoc sy tién trién cac triéu chirng clia bénh Iy
than kinh do thiéu hut vitamin B12, ¢6 thé nhanh chéng dan dén thoai héa than kinh. Khi
xac dinh néng dd vitamin B12, nén xem xét dén lwgng vitamin B12 duoc cung cap gan day
c6 thé dwa chi s vitamin B12 trén bénh nhan c6 tinh trang thiéu hut B12 trong m6 vé muc
d6 binh thwang » Anh hwéng téi xét nghiém can 1am sang: Tuy thudc vao thuée thir
duoc str dung, sw hién dién clia acid ascorbic trong mau va nuérc tiéu co thé dan dén doc
ai két qua trong cac xét nghiém duong trong mau va nuwéc tiéu. Can danh gia cac thong
i uat clia cac xét nghiém can |am sang nham xac dinh.nguy co gy anh huéng clia
in. TWO'NG TAC THUOC: Liéu Iwong cta thude bi anh huéng béi acid folic. vi
, can theo dbi can than. Acid folic c6 thé lam mé triéu chirng bénh thiéu mau
oxin c6 thé [am giam tac dung clia levodopa + Can kiém soat hop ly twong
vitamin trong CERNEVIT va cac tac nhan khac bao gom: Céc tac
By U gia ndao bd: nguy co' u gid nao b tang khi phéi hop véi vitamin A; Ruou
qlla mirc man tinh): ting nguy co nhiém ddc gan do vitamin A; Thudc chéng
agid folic co thé lam giam néng do clia thuéc chéng déng kinh trong huyét thanh
nguy co co giat; Cac thude chéng tidu cau: Vitamin E cd thé gay trc ché chirc
f cau: Aspirin liéu cao: c6 thé lam giam néng dé acid folic do tang bai tiét nuwéc
M0t sb thude chdng dong kinh: cé thé gay thiéu hut folat, pyridoxine va vitamin D; Mot
6 thuéc khang retrovirus: lién quan dén viéc giam nong d6 vitamin D. Sy gidm chuyén
héa vitamin D hoat dong cé lién quan dén thudc rc ché protease; Chloramphenicol: co
thé trc ché dap (rng vé mat huyét hoc cua ligu phap vitamin B12; Thuéc giai doc do ngd
doc sat: twong tac thube gay tang nguy co suy tim cam (g sét do ting huy déng st khi
b6 sung vitamin C trén mirc sinh ly. D& biét cac thong tin than trong khuyén cao cu thé,
tham khao Huéng dan sir dung cla cac Thubc gidi doc do ngd doc sat; Ethionamid: c6 thé
gay thiéu hut pyridoxin; Thuéc Fluoropyrimidin (5-fluorouracil. capecitabin, tegafur): tang
nguy co nhidm doc khi phéi hop véi acid folic; Thuéc déi khang Folat: 'ean tré viéc chuyén
dbi folat sang dang chat chuyén héa hoat dong va lam gidm hiéu qua cla viéc bd sung
folat; Chét chéng chuyén hoa folat: bd sung acid folic cé thé lam gidm hiéu qua clia chat
chéng chuyén hoa; Chat dbi khang Pyridoxin: C6 thé gay thiéu hut pyridoxin; Cac retinoid,
bexaroten: tang nguy co nhiém doc khi str dung dong thoi véi vitamin A; Theophyllin: C6
thé gay thiéu hut pyridoxin; Dung dich uéng tipranavir: Chira 116 1U/mL vitamin E, vuot
qua lidu khuyén cao hang ngay: Nhém ddi khang Vitamin K: ting cudng tac dung chdng
déng mau cla vitamin E » Thuoc lién ket véi alphal-Acid Glycoprotein (AAG):
Trong mét nghién cteu in vitro st dung huyét thanh ngudi, khi tién hanh tiém nhanh mét
litu CERNEVIT & ngwai Ién, néng @6 acid glycocholic cao gap khoang 4 1an néng d6 acid
aglycholic huyét thanh, lam tang ty Ié khéng gan két cla cac thude da duoc chon loc véi
alphat-acid glycoprotein (AAG) Ién khoang 50-80%. Hién van chira biét chinh xac tac dung
nay co lién quan trén lam sang dén lwong acid glycocholic chiva trong mét lieu CERNEVIT
chuan trong thai gian dai hay khong. Bénh nhan st dung CERNEVIT kém thudc lién két
v6i AAG can duwoc theo doi chat ché sy tang dap Ung cua cac thubc nay = Twong tac
véi vitamin bé sung khac: Mat sé thube co thé twong tac véi mot sb vitamin cu thé
& lidu cao hon dang ké so v6i lidu duoc cung cap béi CERNEVIT. Do d6 can dugc xem
xét & nhirng bénh nhan dwoc cung cAp vitamin tir nhiéu ngudn, can theo dai can than dé
phat hién cac twong tac va xt Iy phit hop. ANH HU'ONG LEN KHA NANG LAI XE VA
VAN HANH MAY MOC: Hién chwa co théng tin vé anh huéng cia CERNEVIT [én kha
nang lai xe va van hanh may méc. QUA LIEU: DAu hiéu tang vitamin A va vitamin D (h6i
chiing lién quan dén tang calci mau) cé thé xay ra trong trueang hop st dung lau dai mét
Jwong dang ké nhiing Vitamin nay. THAN TRONG DUOQ'C HOC! Thude sau khi pha véi
nuéc cat pha tiém nén dwoc str dung ngay, hoac bao quan trang ti lanh khéng qua 24 gio.
BAO QUAN: Bao quan dudi 30°C, tranh anh sang, HAN SU' DUNG_ 18 thang ké ti
ngay san xuét, tranh anh séng. PONG GOI: Hop 10 lo. DUQ'C LUEC HOC: CERNEVIT
la su phéi hop can bang giira cac vitamin tan trong nwéc va tan trong dau, cung cép
cho nhu ciu hang ngay trong dinh dwéng dwong tinh mach. Tinh chét duoc lvc hoc
clia CERNEVIT |3 tap hop nhirng tinh chat ctia tirng thanh phan trong sb 12 vitamin.
DU'O'C PONG HOC: Vai cac bénh nhan diing CERNEVIT, néng d6 trong huyét twong
clia cac Vitamin A, D va E dwoc phuc héi va duy tri & mic binh thwéng trong subt thoi
gian dai dinh dwdng dwong tinh mach. Tinh chét duoc dong hoc clia CERNEVIT la tap
hep nhiing tinh chét cta tirng thanh phan trong s6 12 vitamin. San xuat boi: Pierre Fabre
Medicament Production. Avenue du Bearn, B.P. 9097, F-64320 Idron, France/Phap. Xuét
xwomg boi: Baxter S.A. Bd. Rene Branquart 80, B-7860 Lessines, Belgium/BI. Baxter va
Cernevit la tén thuong mai cia Baxter International Inc.




