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sorelbin Bidiphar 10 mg/1 ml
ok i i pha tregedn ik ook

1. Thitmh phin: Cho 1 kg | ml dung dich dim &
= Hogt ]

Vimoredhin (duedl dang vimorelbia w100
- T4 diepe: Mude ol pha tidm.
2. Dipng bdo ché: Dung dich dim die pha trayén finh mach
3. Ehrye b hige va duge dilng koe:
AL Dhrpe bype hpey
M chroe [ Alkalold dira cgs v cie chilt mrong b
M ATC: LOTCAD
Darge I vd oo ohd ide dung:
Vinorelhin [4 thube khdng ang thie thude nhim alkaloid dim can,
mhumg kbdng gHing i <dc elkaloid dim oo khic,
entharantin cém vinorelhin 48 depe bobn 45 oiu trie. O ofp 43
phin iir, vinorelbin the diing trén s cin bdng chn fubisdin
trong b mdy vi fng 1 bao. Visorelhin du ché sy ining bop
bubulin vt gin kbt ina iB8n win cée vi Gag phin hia, chi ik kiéng
ddn cie vi dng sol tnpc & edng 00 cao. Vinorelbin gly khai phil
sy xodn cia tubulin it hon 50 v tic djeg cla vineristin
Vimarefhin i ché mﬁhhhﬁmﬂinh{,mnhﬁ té bko trong
ki trung ginn hode & [dn phiin bao tép theo,
Tinh an tode v hifhs qud cha vinerelbin & bink nhin ehi cha
s thitt Bip

A2, Durgre e

Cic thbeg =5 dupe ddng, hge ol viearefhin Sepe dinh gli trong
M.

Phin b

Thé tich phiin b & trang thiii ek cia vinorelbin Lén, ireng bish
21,2 Wukg (dan dhng 7.5 = 39,7 IWKE), cho thiy sy phin b vae
mi rng. Vinorelbin of & hro coo ivﬂlﬂuﬁuﬂlm
bdo, Gin koft vl profein Buyél areng thip [13,5%), Tuy oiién,
vinoreibin Bién két monh vid cde of bao mén vi d3c bt 1 tdu
cha, 7% thng hepmg vinorelbin gin bt vid o bao mibu o8 liga
quan dén tibn oy vi 4.8% thng hegmg winorelbin gin kit v o
bisa miu o6 litn gean dén lympho bio. Co sy gia thng ding ké
winoralbin trong phili, khi dink gk bing sinh tilfl md phbi, cho
thdy néng &5 cao o5 ghp 300 Bln sa wii trong huyd chanh.
Vinorelbin khding e tim thity trong b¢ shiln kinh trung womg.
Chaydn hés sink boc:

Tie i cac chlt chuyén hda oia vincrelbin dmpc Binh thanh béi
cic soenzym CYF 144 ol e eyvochrom P450, ngogi trar 4-0-
deacetylvinorslbin cb thd dupe tpo thinh do carboxyieiterme. 4-
O-dencetylvinorelbin li chdt chuyén hod o bogt tinh duy mhit vi
14 chit chuyfin haa chinh degs dm by trong méu

Ehbng tiie thdy Tdn bop sulfat hay glocuroedd sda vinoeelbin,
Thii tri

Thisf ginn hin thii trung binh cin vinorelbin kboing 40 git. D
thanh thid mdis cao, ghin bing liru lisgeg mae & gan, irung binh
khohng 0,72 lit/gltvkg (kbodeg: 0,32 - 1,26 Hu'gldig).

"Thid trir qua thim tadp (< 202 Béa i tich mgch) v phin im I
trong hop chit phe. Thi triz qua mil 1a diimg hai fiét chd yéu
ol vinorelbin & deng khiing 35 (B hop chit thy ki chink) vi
cic chid chispin Bba cla pd.

Dii tergmeg diic bifi:

Ngwdd suy thfn

The diing cha rii loan chine plng thin trén dege ding hoe cia
vinorelbin chim dinge nghibn o, Ty nhits, glam [Bu rong
mﬂlhwm'lhln khding dge chi dinh do thai ind gaa thiin

4 mdt nghidn o bdo cdo nhdng dnh hoimg clia sup gas lén
dge ding hoe vinorelbin. Nghidn ciu ndy depe duec hitn &
nhéng binh nhiin wp thy v di cia gan, vi ki leda riing sy thay
a4 &) thanh ihdi rung binh cia vinorefbism chi dgo quan sd1
Ehily khi g bj nh histmg > 75%

b

HUGONG DAN SUDUNG THUOC CHO CAN BO Y TE

M nghién cim khic, pha [, khio st v chink lidu thode, thin
hitnh & 14 bénh niley wng the b kém rhi logn chire nkng gan
troeg d4: & bénh nida bj i logn mire 3 vira (bilindbin < 2 s
gidri han trdn et gid i binh thedmg [2 « UNL]) vi men gan < §
& UML), dunpe didu 157 virorelbin vai libu 25 mg/m®; v § bénh
nhdn bf rdl [cgn chive nbng gan edng {bilinshin = 2 ln gifi has
trén cin g tr] binh thitsg [2 x UNL]) vibolc memgan > 8 x
LML), dimg lidu winorelbin vl da 3&n 20 mg'm®. B thanh thai
tnzng bich trong hed nhém bdnh phin ndy teomg e &l & binh
filiin c4 civiie ndng gan binh trimg. Vi vily, dupe #ing hoe cis
vinorclbin kivbing bi biin &bl & nhitmg binh phis suy gan vim va
ndng. Tuy shildn, nbar mdi bidn phip phing ngira, nén gidm lidy

[ 20 mp'm® vh theo did chit ché cic thang b bavf hoe 6
betnka nhiln sy gan ndng.
Ny can fiedi
MG nghidn o dhng vinorelbin & bénks nhde csa wsdi (=2 70 wdi
misi ung Gur phdi khing 1€ bao nho (NSCLC) cho midy dipe
ding hoe cis visorelbin kbdng bi dnh huetng b 45 rubis Tuy
nhién, vi bénh nhdn cao tobi tharmg yiu, nén thin trong khi ting
libu vinoredhin.
Ciic méi quan b duge Shng Bpeidinge byc hge
M lidm hit chall chE 38 dwye chi m gita sy xudt hign vinarelhin
brong, i v sy gliim 0 bdo bach chu ndi chung v bach cdu ds
nbdny trung tinky
4. Dy ciich ddmg ghl: Hip | o x Iml dung Sch diim dic,
& Chi dijoh:
Thedic dirgre st dung srong didu br:
-« Ung thir phil phdi o bao ahd,
» Uing thur v tidm tridn vimg bobe di cin
fi. diimp vii cdoh dilng;
6k, Clch dirg:

chl dieh tém Vinorelbin Bidiphar 10 mg/l ml dn
iy siéreg do o6 thé gty i vonsg. R
Vimarefhin Bidipher 10 mg/) md chi dige diing theo duimg 1k
mspeh dut dagng truydn tinh mach trong vieg & - 10 phit, sau
ki pha Jofing tong & ruyén 50 ml wii dang dich iém RaCl
i,%% hode trong dung dich tgm glooose 5% Phaj irong 0
— 10 phiit do npuy oo kich {mg tfinh spch gla tag oéu thin gian

ing.

Sau khi eruydn vimorefbin phii truyin tigp it nhi 230 ml dung
dick mudi diing broong 08 nia tind nsgch.

Dim bic ring fng thing duge dR chinh xde veo (h mach
trwtne: khi bt ddu trugdn Vinoreihin Bidipher 10 mg/l mi, My
ibrade trin ra md xung quanh froag gui trich dito i od thd sy
ra hign wromg kich (ng gye b Trong trudmp hop ndy, nén
nﬁlﬁ&l&, rim {inh mach wii dung djch Mall 0,98 v
it n lad duroe ding trong link mach khic.

Wik wit 1 btk sw thodt nepch nbo phii tuin theo cac buing
diln vl piguydn e ols bénh vign din phisomgp.

uuﬂ-.rrg...-

Ung thir phii khdag i bdo nhé vi ong the vi tén trién

.Tmﬁdmﬁmuhmmmmj-mw i b

it 1

- Tromg phde db hoa i lde phi hop, Iiéulhﬂngﬂmhguﬁﬂ-jﬂ
} wiin. Gavpe s dymg, tong khi thn sud ding & i
Vi dp: anmsmﬁiauhmcnm1 -ru:.:"'ﬁ-;?

fufin theo phic 45 didu trj.

Sir deng & mpuli coo 1o

Kinh nghifem lim sing kbing phit kifn ra 9y khac hidt ding ké

v 1 1§ dip (g gifta cde bénh nhin cao i, mibe di khing the

T trir &y rabsyy den can B mudl wdi bk nhdn sy, Tudi o

khidag Hm thay Al dge $ing bae cla vinorelbin {vem myc

3.3

Sir dyng o bfnh nkin oy gan

Do diing hpe clds Vinorelsin Bidiphas 10 mg'] ml kbing thay

ddi & nhimg bénh ohidn cb suy gan vim v nang Tuy shién

khwdes cho gibm lidy sudng 20 mg/m” vl theo dé chit ch¥ cic

kdng 54 bryét hpe nhur 13 mét hign phap phding ngim & filiikiig

beéndy mhén Suy gan nghidm gng (xem moc 3.2; B.1)

Sir dyng & bfmh nhilm suy thiin




[ il erir g thim it khiing et o sér 1 hads duge 3)ng boe 08
gitm liku Vinorefin 10 mgl /ml & bink nhdn suy thin (xem
mye 1.2; B.1).

S dgng i tré em

Tieh an tcan v hidu qud & ird em clim duge thide lip, do dé
b-.h.:u;uuq.-ﬂnm g dang cho 361 sugmg ey,

chi djnk:
-[]u.ln!n-n:d vinorelhin hole cic slkalold dim can khde, hofe
wid bl by thénh philn ndo eia tube,
« 5 hogrg Bgch chu rung tinh < 1300mne’,
Hruﬁhnhl!mmm}ﬂ.n mti b nhilm khulin niing
(ucl?mznﬁn;

*E-I!-I'ln;llg chu < 100000mim",
= Kbt hop v vacdin ngima bink sl ving,
- Bignh nhdn dang meng thai,
- Binh nhdn dang cho con bi,
8, Ciie trwdmg hyp thin trong khi ding thufc
A1, Thite trong
i b
‘inorelbin Bidiphar 10 mgfl ml sdfn dirge dimg duds sy grim sil
i Bibe 57 o kinh rghiden troeg vise s dung hok 1w 1.
W1 s tre chd hé chiing 1o mde 14 nguy co chinh lién quan &én
vlruardhln.dndﬁ Mlhdﬁh}ihwﬂhmwﬂm

ginn dibe trj (xic dinh mire hemoglobin vi 58 lemg bech cdu,
mduuqmviuhnhmmn@;nﬁmg}
Phin img bl b gitd lsan by i sdu 18 gikm bech ola Tae
ddeg nky khing tich My, b mic dp chit gita 7 vi 14 ngly
s k| g vib o thd dho nguwpe nhanh ching trong vieg 3 s
T ngiy, dlmmuiumummn
wivhode 50 tita cu dudi 100000fme”, thi nén hodn b i cho
ﬂ.l'l.khlphl,l.:hﬂl_
Biu nilifin o db bidu Bobe o chimg gei ¥ nkifm tfing
chn tién hinh s re ngay,

Cils than trong khi ki dim cho bdnk nhin ¢ Gl sie binh tim
thia miu cuc b,

Duge Hag ks ol vinorein I:Hnrtyhﬂ}' &4i & phomg bénk
nhdn ¢ suy gan vim vi ning B chinh lid heong trong
niim binh nhin ey thé niy, xem mpc 6 - libu ding va cich

ding.
Wi mire kil 181 gea thidn thilp, ofa khing of oo =8 dinge ding
he hpp 5 48 giden Tidu trude vieeelbin & biah nhiin suy gidm
chibe mlig thin,
Khing nén ding Vinorefhin Didiphar 10 mg'1 md ding thir visi
mnnh: Mhes wyre dids trj b plen gan.

phiim mdy ching chi dinh dbe hll.'.l wiil vaccin shi ving w
vﬁzwm&mm-mwm séng bi lam ylu khic cing

r_anm mmhhhqpvmau-umpummmmm
e ché bobe cim img manh CYPIAL, Kidng

mb&mmpmm: mﬁmmmaayd:.m

hin) v vér itraconazal (nhur th cd alimbaid dire can).

Traeh tit b cde tidp xiic v&i maL Cd oguy cu kich dng nghiém

irpng vh thilm chi bj lodt gide mge ol thids dusre phaon s dp

sudt. Rira mit ngay bing dung djch mudd ndu oo tidp xio xiy r.

8.2, 5 deeng cheo ply and o Sl vl elrg gor b

-F'i'lrni'mrrrrgl.ﬁﬂr.'

Vigerelbin dupe cho 14 piy ra nhimg e d0ng nghidm trong rén

ke i khi 3 dyng trong thai ki

Ching chi dish dimg Vinorelbin Bidipher 10 mg'1 mi khi mang

thai,

Troeg traing hop chl &nh dida bule Visarelbin Bidiphar
|mlmlrghiyﬂnu1nunhwﬂny i cho bish
nhin v nguy oo ghy hol che mé Néy mang thai trong qud trish
dibu irf, vie b viin di truyén nin dwpe thige hidn

= Bhy m o reed Al ¥

Phou nit dif kben ming thoi phai b dung bign phap irinh thal higu
qmt-ungmmund@mvhhnmﬂahrunuthxhkd:
tri.

= Pl it che pon b

Chir b thing tin v vile vinorelin ob bal tié wio stm mg hay
khiing. 5 bhi e vimorelbln trong s chiee dope nghida cdu

trong cdc nghidn cina trén domg viL Khing b bogl i nguy oo
wisi tré bis sfta ns, i wiy phii ngimg cho con bi ke kchi bl
i il 17 g Vinoredbin Bidiphar 10 mg/1 ml

= Khit midag sah s

Mam gidd duge didy i v vinorelbin duge khuydn cdo khiag
nidn ginh con trong khi didu tri vi 18 thibu dén 3 thing sau khi bét
didu tri. Trndc khi diba trj néa tim kifm dich vy bdo quin lish
tring da nguy oo wib ik vinh vidn ki dibu i bing vinerelbdn,
K3, Tde dfng cido tharfle khi fl e va viin hink mdy:

Chara o ngghibn el nde v bnh hutng cin thishe dén khd nang
i o2 vl aie dymg mady e

Trén oo sir b s disge fyre boo vimorelbin, khing chilc thobc lim
gidm khi ning lii xe hodo vin hinh mdy moe. Tuy nhidn, cin
thin irgng & ohimg bénh nhin duge ditu o v Yinarelbin
Bidiphar [0 mg'1 ml khi xét dn mdt s tic dung phy cia thede
[xem myc 10— {8 dung khing mong rr..r!ln]-

%. Twong bhe thelic vi cie logi tuomg the khic

Trinh ding dieg thid wil BOG, chozspin,  conivapess,
patallizumaby, pimecralimus, pimoeid, terolimes (ding e ohb),
wvaccin sing.

Vinorelbin tm ting nhng ditse dung cin clozapin, lefunceid,
miboinysin, nalalinmmeb, pimacid.

Vinorelbin ldm gikin ndog 8304 dung cda BOG, coccidiciding
(et by, sipuieacel=T, cie vaccin bl hop, cac vacdn séng.
Vinorelbin of thé lim tang hode gibm ndeg d018c dung cia
vacein

Céc thishe tm ting whng $/tc dung cia vinorelbin: cisplatin,
gonlvapten, ol thishs (e ché CYPIAL, desmtinib, desvsumsh,
pefitimif, itrneonszsd, cde khing ginh nhdm macralid, paclitavel,
pimecrlimues, posaconazcd, roflumiest tecralimms (ding tei
ol trilmmeh, vorioonmzal,

Céc thulle T ||tmnﬂu¢ #tie dymg cia vinorelbim: cic thabc
kich thich CYPIAL, defersiron, echinposa cae thiva duve kich
ihich CYPIAL, peginterferan alfn-2h, tocilizumsb, b 51loka.
10, Tiic dymg Hlml minep muin:

Cile tlin sul d gh

> 17100, < 110
= 11000, < 1100
> L0, < 141000

< In"I'[I'III'I]',hI.nﬁd-c bio cio phin lip

Bia cha hiju mpi

Eh I thutmg, gBp nbds I i ché vy suung vin
tnamg tich, Elhn'hu.h chu v thift miu, n!q lnan
xlnu.mmnuaumnmnﬁnnnn ndn min, viim
mifng vl tho bde, tng mee gan, mung We vl vidim ok mach
kv trik.
::asphm mewgmmmm elp di 1= G,
O 3 =03, clip 80 4 = G4, clip 30 14 = G-
L:ﬂl;dpﬂu-ﬁm

"E"

Whibm {risng va shifm ki sinh trimg
Thirimg gip iem Ehudn, virus hay nhiitm nkm & e v i

H;hrhuﬂﬁadh vira s tharieg Bl phiss
vifi bién rj thich hop

It giip Khigm kh

ri_:_rhlt-m M

Chur i} Whiie khudn do pekm bach e rung tick
RE1E mifia vl i! !lch huyet |

thwtmg | Suy gdm uay xwveg chi vis din dis giam

g :r:h elu trumg tink (03 243%; G4: 17 8%
phue 'Lmqmu 5= 7 nphy vi khOng lich
by ihee thid
Cieldm bach cliu

Thuiea madis {G3-4: 7 4%

Giilen tldw ey (G3-9: 2%% e hé sy m
hidm khi nphi
ifm hﬂumﬁ

Pladsy
man, s pidn vé hodc phdn img devg sic phan
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Chira nd Hid chirng e bormon ching bl nidu Khiing
thich hamp
B lagn ehuyidn hdn va dink diridn
ghp Ha nairi sy nghifm trong
Chura s Chn &n

R Ingn b thing thbin kink

mﬁ:mgwmmmungmuﬁggmp
Ris thuwdmg | Rbi Ioan kinh {G3-4: 2,7%) bao glm milt
ghp phiin xg gin el.

Wi chil dindd A8 dugre b co sau kii o irj
ko Al

It gip Dy cém nghifm trong véi cdc tridu chimg cim

gitie wit viin didma [t khd xay m.
K lugm fim
Hifm: ghe Bénlks tim thitu mdu o b dau e ngpe, nhdi

il eo tlm
RAL  Eiten | Mhip lim nhash, dinh trling ngee va rii Joan
__3 nhip tim.
ilogm miia
[t ghp Bsih tim thids mdu ope bi; deu that ngye, nhbi
mfa oo Lim

Hidmglp | Ha buyl fp nghidm rong, 8 quy
vl hi hik

R Juim brurg Chid
Tt gap Khd this va co th quin cb i xay ra lin
qunn (91 wide dia ir vid vinorelbin clng nha

wiil cde nlkalold dim con khie,
Hikm gip mﬂlmnummmmuﬁa
nbeg, bénh mhiin dwpe didu tri vi visoeelbin
I ki hiop win milcenycin,
i logm LBy Bia

i thnmg | Yeim mibm mge {Gl-4: 15%, w6 vmorclbn

Edp ﬂ&ﬂg‘lﬁ' )i
Butn pfin vt ndo miza ({1-2; 3004% vi Q3-8

Eﬁ]. Lifu phip chiing nim b (b He gidm
gein suifit bidn cia e tie nily.

Tio bén 1o tridw chimg chinh (G3-d: 2.7%),
bidm khi tdn eridn think ol rudt khi ding dom
brf lida vinoretbin, v& (G3-4: 4,1%) kii phii
bp vinorelbin wi cic ik ohin hia i [#u
khac,

Th xiy ra lida chity b nbg dfa

Hidm gp LIEL rule, vibe diby erj of te duge B e sa
khi chire ning ruiit hiki phape lai bink thuimg,
Wik tyy 48 duge bio cia,

Bﬂﬁmﬂ
thwtmg | Teng men gan thodeg qua trong

e méL nghigen
Eip chire ndng gan {Gl-3) khing of friku chimg
18m sang (SGOT trong 27.6% i SCPT trong
20, 3%).
Fudi bon dln vl i dintil da
RE tumg | Reng the eb thd iy m, turémg & mie di nhy
(G=4: 4, 1% wiii vinorelbin dou irj Hs) .
-l!-‘iiimm_- e phikn da d8 bk i
Clvea Han &3 ks 13y v chiln.

BLi lo -uﬂlluﬂtﬂﬂumuft_t]_

Che ehimg dnu bao gim dau cd v dau co.

HE‘ lngm chung vi tinh trymg ving sir dgng
1

hupimg | Padn img b nol Bl e the bao gom hes 36,

pip deu shire, fsh mach o8 mbo v vl tioh
mach opz b (G3-4: 1,7% win visorelbin dom
trj ligu).

Thubwg ghp | Sey nhuge, medu miéd, 504, doaw & cbe v il Ehdc
nhau bso phen das ngye v Ay ving by

Hiem gip Flosi UF cuc bl 3 duge ghi nhin,

Cln dam bdo ring khi tbm thebe, kim tiim
phdi pdm ding trong lheg mach inede khi
trayén vinorelbin, sau &d xi djch truyln tr do

wiu fith mpch vies tiém thube sB giip han chi
oo thcs ey il vy

Cdich xii tri ADR:

Ea st tAc dung phy i vinorelbin co thé bk peuc diegc. N oo
cic the phis ndng trong khi ding vinorelbin (i phai ngimg
ding thubc hoe phdd giden Hibu vi dp dung cde beém phép phi
mln_mm trong néu 5 dyng Bai v A8 phing kika ndeg b dic

Do ngwdl bénh khdag dige tigm vaccin 1 ud frink di

thube (do thude e b midn djch). X R

nf che the dyng dde cén thwbe, che tridu chimg oda bj #jc
odc tridu chimg d6d bdi cfip ol nhar suy b hdp, co thils

thdng rudl,..) oo ngerld bdnd vd ddn phdd bdo ngay

thishe 8 b can thigp kip this.

tink mach: Phdi thdt chic chin 4 kim tém hode dng

a8 ndm trong [Gng mach thl men bem thude 32 mink

m i gdy hogl W md wWhodic vitm tic ik mgeh
& truyen ngay néu nghi ngd thisde re ngoedi mach mau va bt

jch ra khdi catheter cdng nhidu ciag 100, Binh gik tin thuomg

Pha labng hyaluronidase trong dung dich nasel chorid 0,926 dié o6

i 15 don virml rbi tm 150 dom vi wiko viing bj thoal thude

mnxLNénnﬁnﬂﬂﬂhfhnﬂm‘.HHtilﬂnﬂmmgwlhlm

tiek et can thilp phds thusft 08 cle ba chf dinh.

B trinh cée phim dmg ti chb: Nén tiém (nh mgch rong thi
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T hurdmg din siv dyng thubie cho bénh nhin
{éﬁE Dung dich ddm diic pha truyén finh mach
-/ VENORELBIN BIDIPHAR 10 MG/1 ML

B} == |

*)!

(BIDIPHAR)
L

- Boe ki h’;; dung trieche khi ding.

- Thubc ndy chi depe ding theo dem ctia bdc 57

- Thiing bdo cho duge sy hodie bde 57 nhitng tde dung khing mong mudn giip phai kbi sir dung
thudic.

1. Thinh phéin him lwgng cia thude

- Hoat chdt:  Vinorelbin (dudi dang vinorelbin tarteat) ..o............. 10 mg

- Tidwge:  Nirde cit pha tiém .ooooovveeo.. .vd 1 ml

2. M té sin phim

- Dang bao ché: dung dich ¢3m ddc pha truyén tinh mach

- Mé t&: Dung djch trong, khing méu dén ving nhat, chira trong lg thiy tinh, dfy nit cao su, nip
khiin kin.

3. Quy cich dong gbi

Hip 1 lg x 1 ml dung dich dim dfc, kém t& harémg din sir dung.

4. Thube dimg cho bénh gi?

|I.||

#
Vinorelbin Bidiphar 10 mg/1 ml & thuic di#u trj ung thw thude nhom alkaloid dira can.
Vinorelbin Bidiphar 10 mg/1 ml dige ding d& didu i:
- Ung thir phdi khéng phdi té bio nha.
= Ung thir v tién trién ving hofic di cin. "

Khong khuyén céo sir dung didu trj cho tré em dudi 18 tudi,

5. Nén ding thude nay nhur thé ndo vi lidu legng?

Vinorelbin Bidiphar 10 mg/1 ml dwge k& dom béi cac béc sTco kinh nghiém trong didu trj ung thur,
Vinorelbin Bidiphar 10 mg/1 ml dwge ding & bénh nhén trén 18 tudi. Khing khuyén cdo sir dung
thube cho tré em dudi 18 wii.

= Chch ding:

+ Vinorelbin Bidiphar 10 mg/l ml nén dwec pha lofing trinde khi dimg. Thude chi dirge truyén vao
tinh mach trong khoang 6 — 10 phit,



+ Sau khi truyén vinorelbin, tinh mach s& duge rira véi dung dich v tring,

- Puémg diing: truyén tinh mach sau khi pha lofing.

- Litu dimg:

Trude va trong khi didu tri biing Vinorelbin 10 mg/l ml bdc s s kiém tra s 1€ bao méu cia ban.
Ket qua cia xét nghigm méu s2 quyét dinh khi ndo s& quyét dinh khi ndo ban dwoe didu tr. Lidu
dimg s phy thudc vao chiéu cao, trong luong vé tinh trang chung ciia ban.

Bic si sé tinh dién tich bé mat cla co thé va s& whe dinh lidu lugng ban nén nhén,

Thn suft sir dung: Mat lin mdi nudn. Tin sudt 52 duge bée 5T quyét dinh,

Théri gian diéu tri; do béc si quyet djnh.

6. Khi niio khing nén ding thube nay?

- Néu ban bi di (mg (qud min) véi hoat chit vinorelbin, hode véi bit ky cde thude khac trong nham
thudc trj ung thur alkaloid dira can.

- Néu ban di img véi bit ky thanh phin nio khéc cla Vinorelbin Bidiphar 10 mg/1 ml {xem phén 1
trong tir hudmg din nay).

- Néu ban dang mang thai hofic nghi ring ban dang c6 thai,

- Néu ban dang cho con bi sita me.

- Néu ban cd bach cdu trong miu 'l;hﬂp (bach cdu trung tinh, bach cdn), hodc dang bi nhiém tring
ning hay méi bj nhifm tring nng gn ddy (trong ving 2 tuin).

- Méu ban 6 lwgng tidu céu thip (giam tidu ciu).

- Néy ban du dinh tiém vaccin ngira sdt vang hodic vira mdéi tiém ngim.

7, Tic dung khing mong mudn

Nhir tht ca céc thudc khéc, Vinorelbin Bidiphar 10 mg/1 ml cé thé gdy tédc dung khing mong muin,
mie di khéng phai ai cling gip.

Khi sir dung Vinorelbin Bidiphar 10 mg/l ml, néu ban phét trién bilt cit triéu chimg ndo sau diy, ban
nén lién hé vii bac s ngay lip tire.

- Déu higu nhim trimg nhu ho, sét vd ém lanh.

- Tho bon nghiém trong,

- Chéng mit, chodng véng trim trong khi dimg d3y.

- Pau ngyre nghidm trong bit thudmg,

- Cée ddu hidu dj img nhur ngira, kho thé,

Duwréri diy 14 danh sach cdc the dyng phy 48 xdy ra & mit s6 nguéi sau khi didu tri bing vinorelbin,
Danh sich nav duge phiin loai theo tin sult gidm eda céc phin (mg phy xdy ra,
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Tée dyng phy rit thwimg gip
(C6 thé xay ra trong hom 1/10 ngwdi didu trj)

Ban phai lim gi?

Cim thiy khé & (budn non) Ngay 1dp tirc lién hé véi bac T el

Nén mira ban néu didu nity tré nén khong kiém
sodt duge. Nhimg phan img phy nay
cé thé dugc kifm sodt bng ligu phép
khéng bénh tiéu chudn,

(Gi&m bach cdu khién ban d bj nhidm tring hom. Viée ndy | Lign he béc sTngay, dic biét néu

thilmg gdy nhifm khuin, nim hay virus trong co thé (hé | nhiét 49 dat i 38°C hodic cao hom.

hﬁp, tiét niéu, hé tidu hoa va co thé & céc co quan khac)

- Gidm té bdo héng ciu (thidu méu) c6 thé ldm da nhet nhat

Lién he béc sT ngay dé dicu trj, néu

vi gdy suy yéu hodc khong thér duoc khéng nhimg triéu chimg niy s& trir

- Suy yéu chi dudi nén nghtém trong.

- Mt mdt s0 phan img phén xa, thinh thodng c6 sy khic bigt

trong cim gidc tiép xic

- Tio bén. Néu ban bj dau bung hodic néu ban khéng cé vin

ddng ruft trong vai ngay

- Rung toc Lién hé bdc sT ngay dé digu tri, néu
Ciic phéin (mg tai noi tiém nhur: khong nhimg trigu chimg nay 58 tro

- Bd img (ban da) nén nghiém trong.

-Dau Cé thé khiing o6 triéu chimg khi nhin
- Bién miu finh mach hba tri ligu

Viém tinh mach (viém finh mach cye bd)

Viém hodc loét trong migng hode ed hong Lién hé ngay véi bac s7 ki
{Viém niém mac)

Bit thuémg chirc ning gan Biéc 57 nén kiém tra chirc ning gan

khi ban dang dugc hoa tri lidu,




Tdc dyng phy thwrimg gip
(Cé thé xdy ra it hon 1/10 ngudi didu trf)

Ban phai lam gi?

- Gidm tiéu ciu lam ting nguy co chiy mau hay bim tim
(gidm fidu chu)

Lién h¢ bac sT ngay a2 didu trj, néu
khéng nhing triéu chimg niy s& o

nhir ho, st, én lanh va nhiém tring méu.

Téac dung Ién hé thin kinh:

- Khé khin nghiém trong khi cir d8ng va cim gide tidp xic
(dj eim nfng)

The dung trén tim va mach miu:

- Giam huyét dp (ha huyét dp v cée trigu chimg nhu chong
miit holic cdm giic ué ofi)

- Tng huyét 4p (cao huyét &p) vdi cdc tridu chimg nhw dau
diu.

- Cam gidc néng bilt thudmg va do da & mt va cb (46 bimg).
- Cam thiy lanh & ban tay va ban chin (lanh ngoagi vi)

Tic dung trén hé hi hip:

- Kho thr hode thér kho khé (kho th va co thit phé quan)

= Pau khap nén nghiém trong.
- Bau ngire
- Bau cor
- Mt mdi (suy nhirgre, mét mdi) NEu céc tridu chimg vén cdn hodc
- S néu nhiét 45 dat 38 °C trr 1én, hiy
- Pau & céc vi tri khic nhau trong co thé nhir dau ngwe va | héi bae sT & dwge wr vin,
dau noi khdi u Whitng triéu chimg nay xay ra khi |
tiép nhin hoa tri lidu. 1.}'5:};
Tiéu chay Ngay lip tic lién hé vl béc si ;171'\\:
T:r'tfu
Téhe dung phu it gip Ban phai lim gi? i %ij
(Cé thé xdy ra it hon 1/100 ngudi didu trj) | ,ﬂﬁ
Tic dyng lEn méu: Lién hé ngay voi bdc sT néu ban bj | -
- Déu hidu nghiém trong cia mdt bénh nhidm tring ndng | nhimg tée dyng phy nay. :

SE



Tic dyng phy hiém gip
(Cé thé xy ra it hon 1/1000 ngudi ditu tri)

Ban phii lim gi?

Tie dung lén tim va mach médu:

- Dau ngye, dau tim ndng (bénh tim thifu mau cyc bd, dau
thit ngie, nhbi méu co tim)

- Gidm huvét dp nghiém trong giy chong mat, nglt xiu (ha
huyét ép nng, dot quy).

Tie dyng trén hi ha hip:

Néu ban dugre chi dinh thufic ung thur khac nhir mitomycin
C, ban cé thé bi kho the (bénh phii k&)

Tie dung trin méiu:

- Ha natri huyét nang (gdy triéu chimg mét mai, nhém 1in,
co gifit co va hiin mé)

Tic dyung trén hé tiéu hda:

- Tao bén ning vii dau byng hodic khi rugt khéng mé trong
v ngay (ligt rugt)

- Pau byng nghiém trong va dau heng (viém wy)

Phin tmg di img

- Ban da trén co thé nhu phét ban v ndi myn (phan img bé
miit téng quit)

- Ung thir & vi trf tiém vinorelbin (hoai tir cyc b).

Lién hé ngay vii bac st néu ban bi
nhimg tic dung phy nay.

Tdc dyng phy riit hiém gip
(Co the xay ra it hom 1/10000 ngwéni didu trj)

Ban phii lim gi?

- Nhidm triing de doa mang sﬁng nhir st niing, nhiém tring
nguc vi nhiém tring & cdc ving khéc trén co the (nhiém
tring miu)

- Nhip tim bét thuémg (nhip tim nhanh, dinh tréng ngue,
logn nhip)

Lién hé ngay von bic s7 néu ban bi
nhimg tac dung phu nay.




Cic phin img phuy khac di duge béo cdo véi thn sudt "chua ra":

- Phan img di ¢ng todn than. Péy la nhimg phin {mg ning c6 thé giy ra nhimg khé khiin nghiém
trgng khi hit théy, ching mit, phat ban toan thin, sung mét, méi, cd hong (sdc phin vé, qui man,
phén img kiém phin v&),

- 80 hugmg té bao bach chu giam kém st (giam bach céu trung tinh do sét), cdc nhim tring chung
két hop véi gidm bach cdu (nhifm tring do gidm bach ciu trung tinh).

- Mt natri thilp do tiét qué mire hoocmon giy nén sy gitt dich va din dén suy nhuee, mét méi hofe
nhim lin (héi chimg tiét hormon bai nidu khing phi hop SIADH).

- Mt thém #n (chén in).

- D% da (ban da) trén ban tay va ban chin,

Bimg lo ling béi danh sich ndy. Néu ban b bt ki phan img phy nao hojie néu ban cé bt ki trigu
chimg hofic cim gidc bit thudmg khic, ban nén lién hé vai bac 57 ctia ban cAng sirm cAng 1ot

Néu bét ky phan (mg phy no tré nén nghiém trong hodie néu ban nhin thiy bit ky phin img phy nio
khing duge liét ké trong tir roi nay, xin vui long bio cho béc sT hodc duge si.

8. Nén trinh ding nhimg thubc hojic thye phim gi khi dang sir dung nhimg thude niy"?

Ditng Vinorelbin Bidiphar 10 g/l mi vii cdc thudc khdc:

Vui léng thing béo cho bac sT hofic duge T néu ban dang ding hodic gin diy di dimg bét ky loai
thutc ndo khéc, ké ca cdc loai thude thu mua ma khéng ¢ toa béc T,

Bic T cia ban nén chi ¥ diic biét néu ban dang dimg cée logi thude sau diy:

- Thubic chéng ddng mdu,

- Mt logi thubc chéng ddng kinh duge goi 14 phenytoin,

- Thubc chéng ndm nhur itraconazol va ketaconazol,

- Thube ¢chéng ung thu mitomycin C,

- Thube pdy giam hé mién dich nhu ciclosporin v tacrolimus.

Nhiéu logi vaccin (vaccin sbng duge 1am suy yéu) khong duge khuyén cdo trong qué trinh didu trj
Xin vui long théng béo cho biéc 5T néu ban ciin tidm vaccin,

Néu ban dwge chi dinh ding Vinorelbin Bidiphar 10 mg/l ml ciling nhu céc loai thude dnh huromg
dén tiy xwong, né o the lam cho mdt 58 tic dung phy tré nén t& hom,

Diing Vinorelbin Bidiphar 10 g/1 mi véi thire phim:

Chura cb tuong téc ndo gitta vinorelbin vii thyre pham duge bigt den. Tuy nhién, ban nén héi lai bic
sinéu ban dang udng ruou hodie thire ubng cd cdn,

b



9, Céin lim gi khi mjt lin quén khing ding thube?

San phﬁm duge sir dung béi chuvén vién y té ¢d kinh nghiém theo mdt ligu trinh didu tri. Do dé viéc
quén dimg thuoe 4 hiém khi xdy ra. Néu nghi ngér vé vide bd 15 ln sir dung thude nio d5, clin tham
vin ¥ kién béc s7 hodic duge 1.

10. Ciin bio quin thuic nay nhw thé nio?

Béo guén thude & nhigt 46 2 - 8°C {trong ti lanh, khéng déng lanh), tranh dnh séng.

11. Nhirng trigu chimg va diu higu khi ding thube qud litu?

Bac si va duge 51 52 theo d6i va kigm tra liéu lhromg vinorelbin ciia ban mdt céch cdn than Tuy
nhién, mic dii ban 58 dwge cho ding ding lidu didu tri, co thé ban thinh thodng cing c6 phan (mg
v cée trifu chimg nghiém trong. Mot sb trifu chimg ndy cd thé phit trién thianh déu higu nhidm
trisng {nhur siit, ¢m lanh, ho, dau khép). Ban eiing c6 thé b téo bén ning.

12. Ciin phii lam gi khi ding thufic qué litu Khuyén cio?

Hay lién hi véi béc sTneu bt ki trigu chimg nghiém trong ndo xdy ra.

13, Nhimg diéu cin thin trong khi dang thude nay?

Thing bdo che bic sT néu:

- Ban <6 tifn sir daw tim hay dau ngye nghiém trong

- Ban e viin & v& pan holic ban durge xa tri & viing tri lidu bao gdm gan.

- Ban c6 diu hidu hay triéu chimg nhiém tring (nhu sot, én lanh, dau khdp, ho)

- Ban dang ding hay gin diy co ding bét ky thufic khic bao gbm cde thudc mua khing theo dom,

- Ban dir dinh tiém ngira vaccin hay vira m&d tém.

- Truée va trong khi diéu tri véi vinorelbin, phii kidm tra lrong té bao méu cé an todn 42 tiép nhin
didu tri hay khong. Néu két qui clia céc phén tich niy khéng théa min, vige didu trj o thé bi hodn
lai va kidm tea thém cho téi khi nhimg gid trj niy trér vé binh thuimg.

- Khing ding Vinorelbin Bidiphar 10 mg'l ml trong thai k¥ hodc khi nghi minh dang mang thai
Néu ban phai didu trj vinorelbin khi dang ¢6 thai hofic ndu mang thai trong qua trinh didu tri, ban
phai bdo v&i bic st ngay lép tirc.

- Khéng diing Vinorelbin Bidiphar 10 mg/l ml khi bgn dang cho con bii sita me, Néu can thiét phai
diing Vinorelbin Bidiphar 10 mg/1 ml, phai ngumg cho con bi.

- Phy nif ¢é kha ning mang thai: phai ding thude tranh thai trong khi trj ligu va cho téi 3 théng sau
khi két thic didu tri.



- Khé ning sinh sin & nam gidi: Nam giéi dwge dido trj véi Vinorelbin Bidiphar 10 mg/] ml khong
nén ldm cha trong khi diéuy tri cho 10 3 thing sau khi két thiic didu tri. Nén béo quén tinh triing trurde
khi diéu trj vi vinorelbin 6 thé giy vb sinh & nam gidi.

- L4i xe va viin hinh méy méc: chua o6 nghién cim vé dnh hwimg cia thube dén kha ning 14i xe va
vin hinh miy, Tuy nhién, mdt vii the dyng khéng mong mudn cita Vinorelbin Bidiphar 10 mg/1 ml
et thé tic ding dén khi ning 14 xe hay vin hinh thiét bj (xem phiin 7 — Téc dung khéng mong
mudn). Do 46, khuyén cdo khing nén 14 xe néu byn cam thiy khéng khoe hay néu béc sT khuyén
ban khing nén lai xe.

14, Khi o cin tham viin bic s§, duge 577

- Khi ban gdp phii céc téc dung khong mong mudn khi sit dung thube,

- Khi ban thude cde trrimg hop phai thin trong khi ding thude,

- Khi ban dang mang thai, dy kién mang thai hoc c6 kha ning mang thai.

- Khi ban dang cho con bi sira me.

- Khi ban céin thue hién cde cdng vide nhir 141 xe hodic van hinh may

- Khi ban dang ding hodic 44 ding gln diy chc thude khac, ké ca cic thube khing ké don

= Khi ban nghi d3 b 1 15n ding thudc nio did hodic dirge cho ding qué lidw.

Néu cfin thém théng tin xin hoi ¥ kién bdc 57 hodc dwge 57 .

15. Han ding cia thube

- Han ding: 24 thing ké tir ngdy sén xudt,

= Han diing sau khi loding:

Sau khi pha lodng véi dung dich NaCl 0,9% hodc glucose 5%, ché phim én dinh trong 8 ngiy ¢
nhiét 44 20 £ 5°C holic trong ti lanh (2 — $°C), trdnh dnh sang.

Theo quan diém vi sinh, ché phidm nén duge st dung ngay sau khi pha. Néu khéng ding ngay, c6
thé bio quén ché phim trong th lanh (2 = 8°C) dén khéng qué 24 gif, trir khi viéc pha loing dién
trong didu kién v tring 48 duge kiém sodt va thim dinh. lﬁi
16. Tén, dja chi, bién twgng ciia nha sin xuit /F
- Tén: CONG TY CO PHAN DUGQC — TRANG THIET B] ¥ TE BINH BINH (BIDIPHAR)

- Bija chi: 498 Nguyén Thii Hoe, phutmg Quang Trung, thinh phé Quy Nhom, tinh Binh Binh

- Bidu twgng nha sdn xudt: V
Bidiphar

17. Ngiy xem xét sirr i, cdp nhit lai ndi dung hwimg din sir dung thube
1 .
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