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250mg/5ml

Rx. Thude bén thea don. Tén thude. Oncafluar 250, Hoat chédl, hém lupmg: mbi dng chira Fluorourac]
250m/Smi. Budmg ding: iém. truyén tinh mach. Quy cach: Hep 05 dng, mdi éng chira 5 ml dung dich
tidm, SDK: X¥-XXXX-XX. Chi dinh. ehdng chi dinh, cach ding xem I& hudng din sir dyng kém theo. S&
16 sx, ngdy sdn xudt. han ding. xem “Salch No.", "Mig.Date’ “Exp.Dale’ trén bac bi. Bdo qudn ¢ nhigt
A5 dudi 30°C, tranh &nh sang, khéng lam ddng Ianh D& xa tim tay tré em. Bge k§ huwong din sir
dyng trudee khi ding. Nhd SX I..lnrhid Biotech [P] Limited - Bagnmn Baddl-NaIagarh FRoad. District-
Solan (HPF174101, An B4 Nhd e

5 Ampoules of 250mgl§ml

ONCOFLUOR

ONCOFLUOR |250|

Florouracl Injection USP / .

Z
250mg/5ml /

Warning : Cytotoxic agent : To be supplied
50mg | against demand from Cancer Hospitals,

COMPOSITION:
Each mi centains:
Fluorouracil USP Ik 5
Water for Injection USP~ q.5 nstilulions and against prescripbion of a

For 1.V Infusion and Injection [ Cancer Specialistonty.

Dosage: As directed by the physician
Mfg. Lic No. | MB/OS/255
Nate: If separation has occurred, the injection
should be heated to 60°C. shaken vigorously and Batch No.
allowed to cool to body temperature prior lo usa
Mfg. Data = dd/mmiyyyy

dON1400NO

Storage: Store protectad fram light at
a lempearatura nol exceeding 30°C. Do nol freeze.  Exp. Date ddimmiyyyy
Keap out of the reach of childran.

' SCHEDULE "H' DRUG:
WARNGHG To ba soic by retail ar\ |he
5 s
Lracﬂmnurmty - T gll9ns 02230

Mfd. in India by
Caution: Il is dangerous lo lake this UNITED BIOTECH (P) LIMITED

medical i Bagbania, Baddi-Nalagarh Road,
ton ndh ical
preparabon B‘Dﬂﬂd'l ar ICal supervison istt. | n‘ ‘- 174 101

ONCOFLUOR|[250

Kich thwéc nhan phy: 91 x 17 mm
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Doc kj hudng dan sie dung trudce khi ding.

Néu can thém thong tin xin hoi y kién bdc sy.

 (TicH MiEN Bl 1R\ 'i
MOT THANH VIEN |

Rx. Thudc bdn theo don

Ny

ONCOFLUOR 250
Fluorouracil Injection 250mg/5ml

Chi dung dudng tinh mach

THANH PHAN
M3i dng chira: - Hoat chét: Fluorouracil 250mg

- Taduoc: dém tris, natri hydroxid, nudc pha tiém.

MO TA

Fluorouracil 12 dang bot két tinh, mau tring hoac gan tring; it tan trong nudc, khé tan trong

alcol; thuc té khdng tan trong chloroform va ether. Tén khoa hoc ctia Oncofluor (Fluorouracil) la .
5-Fluoro, 2,4(1H,3H) pyrimidin dion, cong thirc phéan tir 1a C4H3FN;0O, va khoi luong phén tu :

130,1. Cdéng thire phéan tir nhu sau:
o My

N Jﬁ/': /

o -

Fluorouracil 1a mét chét tong hop tuong tu pyrimidin tu nhién, uracil. N ciing la mdt tac nhan
gay doc té bao va c6 hoat tinh chdng chuyén héa véi uracil.

TAC DUNG DUQC LY

Fluorouracil la thudc chéng chuyén héa pyrimidin c6 fluor. Khi fluorouracil chuyén hoa theo con
duong ddng héa, thude phong bé phan img methyl hoa acid deoxyuridylic thanh acid thymidilic.
Do @6 fluorouracil can tré su tong hop acid deoxyribonucleic (DNA) va irc ché kém hon sy tao
thanh acid ribonucleic (RNA). Vi DNA va RNA can thiét cho sy phén chia va phat trién té bao,
ma fluorouracil lai gay ra thiéu thymin, nén lam cho sy phat trién mét can bang va té bao bi chét.
Hiéu qua thiéu hut DNA va RNA cang rd nét & céc té bao phat trién nhanh va tdc o fluorouracil
thdm nhap vao té bao cang nhanh.

DUGC PONG HOC

Sau khi tiém tinh mach, thudc phén bb vao cac khéi u, niém mac tiéu hoa, tiy xurong, gan va cac
mo khéc trong khap co theé. Mic du it tan trong m& nhung fluorouracil dé dang thdm qua hang
rao mau - nio va phan bo vao dich ndo tly, va cac mé nio.
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Tiém tinh mach, nira doi thai trir trung binh khéi huyét twong khoang 16 phut (tir 8 dén 20 phut
va phu thudc vao liéu dung). Khéng con thy thube & dang nguyén ven trong huyét tuong sau khi
tiém tinh mach duge 3 gio.

7 - 20% thudc thai trir & dang khéng bién dbi qua nuéce tiéu sau 6 gid, trong s6 nay t&i hon 90%
thai trir ngay gi¢ dau. Phan con lai chuyén héa phan giai & gan tao ra cac chét giang héa (carbon
dioxid, uré, alpha - fluoro - beta - alanin) khong c6 hoat tinh. Céc chét ndy ciing bai xuét qua
nudce tiéu sau 3 - 4 gid.

CHI PINH

Dicu tri giAm nhe bénh nhan trong nhiéu loai ung thu, dimg don trj hodc phdi hop trong ung thu
dai trang, truc trang, ung thu vii, da day, ung thu ving ddu va cb, gan, tuy.

CHONG CHi PINH

- Phu nit ¢é thai

- Suy tay

- Om yéu va suy dinh dudng
- Nhiém khuén ning

- Bénh nhén bi suy gan, thin

M42n cam vd&i fluorouracil // / [L/ ,
/

CANH BAO VA THAN TRONG

Khuyén cdo chi sir dung fluorouracil dudi su gidm sat nghiém ngit cha bac s§ da ¢ kinh nghiém
st dung cée thude chéng ung thu.

Fluorouracil khéng duge diung lai sau khi ¢6 phan (tng tim mach dugce ghi lai (loan nhip tim, dau
that nguc, thay d6i doan ST) vi ¢é nguy co tir vong dot ngdt.

Bit ky hinh thirc diéu tri ndo trong d6 bénh nhan bj cang thing (stress), hip thu dinh dudng kém
hoic trc ché chire ning tity xuong, déu lam tang dde tinh ciia fluorouracil.

Kiém sodt hang ngay sb luong tiéu cau va bach cau duge khuyén céo, cin ngung diéu tri néu sb
lwong tiéu cau giam xudng dudi 100.000/mm® hodc sb lwong bach cdu giam dudi
3.500/mm> Néu sé lugng bach cdu giam dudi 2000/mm?, khuyén nghi d bénh nhan & trong
phong bao vé cach ly ciia bénh vién va duge didu tri dy phong nhiém triing toan thén thich hop.

Ciing cin ngung didu trj néu c6 diu hidu diu tién cia loét miéng hodc néu cé biang ching vé tac
dung khéng mong mudn trén dudmg tidu héa nhir viém miéng, tidu chay hodc chay mau dudmg
tiéu hoa,

Ty 18 gifra lidu hiéu qua va lidu dbc tinh la nhé va dap tmg diéu tri 14 khong chic khéng c6 mot
val mire d6 déc tinh.Do d6, phai thye hién cac bién phap chdm soc, trong su lua chon cia bénh
nhan va diéu chinh Liéu.

Fluorouracil cin duge Iy ¥ trén nhitng bénh nhén bi suy giam chirc ndng gan than hodc véang da.
Fluorouracil cAn duogc lwu ¥ khi sir dung cho bénh nhan cao tudi. Tudi 70 tr& 16n va nit giéi duge
bao cdo 1a cac yéu t6 nguy co doc lap déi voi dde tinh nghiém trong do héa tri ligu fluorouracil.
Giam sat chit ché ddce tinh trén nhiéu co quan va bién phap chim séc hd tro 12 can thiét.

TAC DUNG KHONG MONG MUON

Thirong gap, ADR > 1/100
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Viém mleng, viém hQng thuc quan (dan téi tréc véy va loét), ia chay, chan 4n, budn ndn, nén.
Giam bach cdu sau mdi dot didu tri. S6 luong bach cdu giam thip nhit sau ngay tha 9 dén ngay
thir 14 cua dot didu tri du tién, doi khi dai téi ngay 20. Vao ngay thir 30, b du tro lai binh
thuong. Rung téc va viém da co thé gap © nhiéu trudong hop. Viém da _ajt NS
nglra & cdc chi, ¢ than nguoi it gép hon, va thudng hdi phuc khi diéu trl//ft‘féwtﬁn'mg Y

o | TRACH HHFEM iy HM 3
Ji géip, 1/1000 < ADR < 1/100 \HBT THANK VIEN T

s . Ly ok ia [ A A - 4 gAY
Mau: Giam céc huyét cau, giam tiéu cau, mat bach cau hat, thiu mau. \

Tim mach: Thiéu mau cuc bd co tim, dau thit ngue.
Tiéu hoa: Loét va chay mau da day rudt.
Di img: Choang phan v¢ va di g toan than.

Thén kinh: Hoi chimg tidu ndo cip (c6 thé van tdn tai sau khi da ngimg thudc), rung gidt nhan
cdu, dau dau.

Da: Khé da, nirt né, nhay cam 4nh sang duoc biéu hién bing ban do hoac ting nhiém séc td da,
nhiém sic td tinh mach; loan cam ban d6 & gan ban tay va gan ban chan, dau nhéi chan va tay
ban d6, phdng rop.

Mit: Hep 6ng 18, thay dbi thi luc, chay nudc mét, s¢ anh sang.
Tam thin: Mét phuong huéng, 1a 14n, sang khoai.

Tai bién khac: Viém tinh mach huyét khdi, chay mau cam, thay déi mong (ké ca méit mong tay
chan).

Théng bdo cho bdc sy nhitng tdc dung khong mong muén gap phai khi sir dung thudc. / / / ( -
LIEU LUQNG VA CACH DUNG o =

C6 nhiéu cach dung fluorouracil trong diéu trj carcinom. Sau day la nhimg vi du ¢6 tinh hudng
dan:

Nhitng chu y khi thao tdc:
Fluorouracil gy kich tmg khi tiép xtic v&i da va niém mac.

Chi nhén vién dugc dao tao sir dung céc thude doc té bio méi duge mo dng thude; ngudi mang
thai tranh thao tac. Khi pha ché dung dich, phai tién hanh & mot noi riéng, thao téc trén khay rira
dugc hoge trén gidy thim ding mot 1an, c6 mit dudi bing chat déo. Cin deo kinh bao vé mét, di
gang tay ding mét lan, deo khau trang, mic 4o choang ding mot 1an. Bom tiém va bd truyén
dich phai lép rap cén than tranh ro ri. Khi hoan tét cong viéc, phai vé sinh sach cdc mat tiép xtc
v6i thude (mat ban, mit san), rira sach mat va tay.

Huéng dén cach tiéu huy rac thai:
Céc vét sic nhon phai dé vao thung dung thich hop.

Céc dung dich 6ng tiém phé thai, phai thim bing bong rdi cho vao hai lan toi polyethylen han
kin.

Tét ca cac phuong tién dung mét 1an phai cho vao tai nhya déo.
Tét ca phai thiéu chdy cing véi réc thai bénh vién.
So ctru:

Néu vao mit: Rira ngay véi nhidu nuée va dung céac bién phap chira tri.
3
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Néu tiép xtic véi da: Rira k¥ v&i nuée xa phong, bé ngay quén do bj dinh fluorouracil.
Néu hit va ung phai thubc: Phai ding ngay céc bién phap chira tri.

Fluorouracil 6 thé tiém finh mach hodic truyén tinh mach. Liéu dung thuomg dua vao thé trong
ngudi bénh. Néu béo phi, hodc tang trong do phu cb trudng hodc cac dang gilr nude khéc thi tinh
theo trong lugng 1y twémg. Liéu dudi diy 6 thé giam di 1/3 hodc 1/2 néu thé trang ngudi bénh
dinh dudng 'ﬂkém‘, sau phau thuat 16n (trong vong 30 ngay), suy tily xwong (thiéu mau, giam bach
cau, giam tiéu cau), suy gan, suy than.

Diéu tri khéi dau:
Cé thé truyén hodc tiém tinh mach, nhumg truyén duoc wa dung hon vi it dd¢ hon.

Truyén tinh mach: 15 mg/kg/ngay, khdng qua 1 g cho 1 lan truyén. Thude duge hoa trong 500
ml dextrose 5% hodc 500 ml natri clorid 0,9%. truyén téc do 40 giot/phut trong 4 gid hodc truyén
trong 30 - 60 phit hodc truyén lién tuc trong 24 gid. Liéu hang ngdy nay duoge truyén lién tiép
cho dén khi doc tinh xuét hién hodc cho dén khi duoc 12 - 15 g. Day 1a 1 dot didu tri. Mt sb
ngudi bénh dung t6i 30 g voi liéu tdi da 1 g/ngay. Liéu hang ngay khong bao gity duge quéa 1 g.
Giira 2 dot diéu tri nén nghi 4 -6 tudn.

Tiém finh mach: / ﬁ

12 mg/kg/ngay, lién 3 ngay. Néu khéng xuét hién ngd doc thude cé thé ding 6 mg/kg/ngay vao
ngay thir 5, thir 7 va thir 9. Néu xut hién nhiém déc thi ngimg cho dén khi cac ddu hidu ngd déc
rit mot ding liéu tiép theo.

Liéu duy tri: 5 - 15 mg/kg, 1 tudn 1 lan tiém tinh mach. Gan déy, nguoi ta thudmg ding lidu 15
mg/kg tiém tinh mach, mdi tuAn mot l4n trong subt ca dot didu tri, nhu vay khéng can ding liéu
khéi dau nita.

Phéi hop véi tia xa:

Su phéi hop nay co hiéu qua tdt trong mot vai loai tén thuong di can & phdi va cé tdc dung gidm
dau cho nhimg truomg hop tai phat khong thé md duwoc Ding theo liéu thdng thuomg.

Nguoi cao tudi:

Dung tuong tu nhu ngudi tré, mic du ty 1¢ cde tac dung phu cao hon.

Tré em:

Chua c6 lidu khuyén céo dé diing cho tré em.

Mbt phdc do thueong ding dé diéu tri ung thie vii giai doan sém.

Lidu dung 600 mg/m® da, vao céc ngiy 1 va 8 ciia mdi chu ky diéu tri, phdi hop véi
cyclophosphamid 100 mg/m’ da, vio céc ngay tir 1 t6i 14 va methotrexat 40 mg/m” da, vao cdc
ngay 1 va 8. O ngudi bénh trén 60 tudi, lidu khéi dAu giam con 400 mg/m* da va methotrexat
giam con 30 mg/m’ da. Phai gidm liéu ding néu xuét hién hién tugng e ché tiy xuong. Chu ky
diéu tri thuong nhic lai hang thang (nghia 14 cho nghi 2 tuén gifta 2 chu ky diéu tri) voi tong sé
la 6 - 12 chu ky (nghia 1a 6 - 12 thang diéu tri). Tinh wu viét hon han clia ché 46 diéu trj 12 thang
so v&i 6 thang chua dugc chimg minh.

Phu nir co thai:

Thube 1am gia ting nguy co dj tat thai nhi hodc ton thong khéng héi phuc. Do d6 chéng chi
dinh nghiém ngat trong thai ky.
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Thoi ky cho con b
Chéng chi dinh.

Anh hwéng dén kha ning ldi xe va van hanh may méc \ 2\

CH NuL “~
Do kha nédng cd tac dung khong mong mudn khi ding thude, bac sy s& tua{ :Ja }f ”\jlft.‘i‘é?ﬁc a
urng bénh nhan dé quycl dinh c6 the l4i xe hay didu khién may méc hay t f:r }mmm vike
can tap trung cht ¥ nhidu hon va can c6 dép tmg tdm than - van dong nha K /

diéu tri.

TUONG TAC VOI CAC THUOC KHAC

Allopurinol ¢6 thé Iam giam muc do suy tity do fluorouracil. Cac nghién ciru vé kha nang nay da
bo cdo nhimg két qua trai nguoe.Nhiéu thudc da dugce bao cao vé sinh hoéa lam thay dbi hiéu
qua chéng khéi u hodc doc tinh cua fluorouracil. Cac thude théng thuong bao gém methotrexat,
metronidazol, leucovorin.

Piéu tri trude véi cimetidin trudce khi tiém tinh mach fluorouracil lam tang dién tich dudi dudng
cong AUC 27%. D¢ thanh thai cia toan co thé giam 28%.

Tang ndng d6 phenytoin trong huyét trong da duoc béo cdo khi ding ddng thoi phenytoin voi
capecitabin hodc chat chuyén hoa cua fluorouracil. Cac nghién ciru chinh thirc vé sy twong tac
gita phenytoin va capecitabin chwa dugc tién hanh, nhung co ché cia su twong tac dugce cho la
trc ché hé thdng isoenzym CYP2C9 béi capecitabin. Nong d phenytoin huyét twong duy tri trén
mure t6i uu c6 thé gay ra bénh ndo, hodc rdi loan tdm thin hoang tudng, hoic rdi loan chirc ning
tiéu ndo hiém khi khéng h01 phuc. Do d6, bénh nhan sit dung phenytoin dong thoi véi
capecitabin hoac fluorouracil can dugc kiém soét thuong xuyén mirc d tang phenytoin. / %

TUONG KY

Fluorouracil tuong ky v6i carboplatin, eiéplétin eytarabin, diazepam, doxorubicin, cac
-
anthracyclin khac va c6 thé ca methotre\é, Cac dung. dich thudc c6 kidm tinh, do d6 tranh pha
tron voi cac thude ¢6 tinh acid. { -
e

QUA LIEU

TUQ. CUC TRUONG
PTRU‘C}NG PHONG

}/w ucm&

cau, mat bdch%au hat) ong thuoc{ v
giai doc dac hiéu. Nguorl bénh c6 biéu hién qua heu fluorouracil nén duge kiém tra cong thir
mau it nhat trong 4 tudn. Néu ¢6 xudt hién bét thuomg, cin didu tri phu hop.

BAO QUAN

tiéu hoa, uc che tay xuong (glam ueu céu, gl

Bao quan tranh anh sang & nhiét dd dudi 30°C. Khdng lam dong lanh.

LUU Y: Néu xut hién sy phan tach, dung dich tiém cin dugc lam néng dén 60°C, lac manh va
lam mat dén nhiét d§ co thé trude khi sir dung.

QUY CACH:

Hop 05 ng, mdi dng chira 5 ml dung dich tiém ham luong 250 mg.
NHA SAN XUAT:

UNITED BIOTECH (P) LIMITED Bagbania, Baddi-Nalagarh Road,
Distt. Solan (HP) -17410, An D6.
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