Rx: Thuédc nay chi dung theo don thuéc

BFS- CALCIUM FOLINATE

Acid folinic 50mg /5ml
Dé xa tdm tay tré em
Doc ki hwéng dan st dung trwéc khi dung

Thanh phan: M&i éng 5ml chiva :

Hoat chat: Folinic acid (dwdi dang Calci folinat)............co.ccovveveeverereirennns 50 mg
Ta dworc: Natri chlorid, natri hydroxid, hydrochloric acid, nwéc cat pha tiém vira
da 5ml.

Dang bao ché: Dung dich tiém

Mé ta: Dung dich trong suét dung trong éng nhya

pH: 6,5-8,5

Chi dinh

- Phong va diéu tri ngd doc do céac chéat déi khang acid folic (vi du khi dung liéu
cao methotrexat).

- Trung hoa tac dung doc do ding methotrexat lidu cao

- Thiéu mau nguyén hdng cau khdng 16 do thiéu acid folic

- Phéi hop Calci folinat v&i liéu phap fluorouracil trong diéu tri ung thw dai trwc
trang muodn.

Liéu lwong va cach dung

Liéu calci folinat biéu thj theo acid folinic.

Dw phong va diéu tri ddc tinh véi hé huyét hoc lién quan dén cac chat dbi khang
acid folic: dé giai doc, tiém bap hodc tiém tinh mach calci folinat véi lidu twong
dwong v6i lwong cac chat dbi khang da ding, cang sém cang tét ngay sau khi
phat hién vo y qua lidu (trong vong gi¢> dau tién). Tiem bap acid folinic méi lan 6
—12mg, cach 6 gio» mot 1&n, tiém 4 1an, dé xd tri tac dung phu xay ra khi ding liéu
trung binh methotrexat.

Thiéu mau nguyén hdng cau khéng 16: Dung acid folinic 1mg/ngay, tiém bap, dé
diéu trj thiéu mau nguyén hdng cau khdng 16 do thiéu hut acid folic.

Diéu trj phéi hop véi fluorouracil trong ung thw két truc trang muén: Dung calcium
folinate theo mét trong 2 phac dod sau day: Tiém tinh mach cham acid folinic
200mg/m2 trong thoi gian trén 3 phuat, sau dé tiém tinh mach 5 — fluorouracil
370mg/m2. Hodc tiém tinh mach cham acid folinic 20mg/m2 sau d6 tiém tinh
mach 5 — fluorouracil 425mg/m2. Calcium folinate va fluorouracil can tiém riéng
ré dé tranh xay ra két tla. Voi ca 2 phac dd, hang ngay diéu tri nhw trén trong 5
ngay. Diéu tri nhac lai, sau cac khoang thdi gian 4 tuan, thém 2 dot nira nhw trén.
Sau do ¢6 thé nhéc lai phac dd, voi khoang cach 4 — 5 tuan, véi diéu kién 1a doc
tinh clia dot diéu tri trvdc da diu di.

Chu y: Trong liéu phap gidi ctu bing acid folinic sau liéu phap liéu cao
methotrexat, néu xay ra ngd doc tiéu hda, budn ndn, ndn, thi nén dung acid folinic
dwdng tiém.

Do nuéc pha tiém kim khudn cé chira cdn benzylic, nén khi dung lidu trén
10mg/m2 can pha thuéc véi nwéc pha tiém vo khuan va st dung ngay. Do thubc
tiém co chra calci, nén khong dwoc tiém tinh mach calci folinat qua 160mg/phut
(16ml dung dich 10mg/ml hodc 8ml dung dich 20mg/ml méi phut).

Chéng chi dinh

- Qua man véi thanh phan thuée.

- Thiéu mau &c tinh va thiéu mau khac do thiéu vitamin B12.

Canh bao va than trong khi dung thuéc

- C6 nguy co tiém an khi dung calci folinat cho ngudi thiéu mau chwa dwoc chan
doan vi thubc c6 thé che 14p chan doan thiéu mau 4c tinh va cac thé thiéu mau
nguyén hdng cau khdng 16 khac do thiéu vitamin B12.

- Than trong khi duing calci folinat phéi hop véi fuorouracil vi folinat calci lam tang
ddc tinh cda fuorouracil. Can than trong khi dung liéu phap phdi hop nay cho
ngudi cao tudi va ngudi bénh suy nhuoc.

Str dung & phu ni¥ c6 thai va cho con bu

Khéng biét hodc chwa thy cé nguy co khi dung calci folinat cho ngudi mang thai.
Chi duing thuéc cho ngwdi mang thai khi that can thiét.

Khéng biét thudc cé bai tiét vao stra me hay khong. Nguy co tac dung ddc trén
tré em bi me chwa dwoc ré. Khi st dung thudc nay can than trong khi cho con
bu.

Anh hwéng dén kha nang lai xe va van hanh may méc

Calci folinat khdng anh huéng dén viéc lai xe va van hanh may méc.

Twong tac, twong ky, cua thuéc

- Céc thudc khang acid folic. Tang phan &ng phu khi phéi hop véi 5 FU. Khong
trén v&i dung dich natri hydrocarbonat.

- Lidu cao acid folinic ¢ thé 1am mét tac dung chéng déng kinh ctia phenobarbi-
tal, phenytoin va primidon va lam tang sb Ian co giat & bénh nhi nhay cam.

- Lwong nhd calci folinat diing toan than vao dich néo tuy, chi yéu duéi dang
5-methyltetrahydrofolat. Tuy nhién liéu cao folinat c¢6 thé l1am gidm tac dung cla

methotrexat tiém vao éng tuy séng.

- Acid folinic lam tang déc tinh cta 5-fluorouracil.

Tac dung khong mong muén cua thuéc

Calci folinat khéng gay doc & liéu diéu tri méc du da thay tang tiéu cau & nguoi
bénh dung calci folinat trong khi truyén déng mach methotrexat. Ngoai ra ciing da
gép phan ng qua man, k& ca phan (rng dang phan vé va may day ca khi dung
duong ubng 1an dwong tiém. Calci folinat cé thé 1am téng doc tinh cha fluoroura-
cil d&n d@én lam ting ty 1& mot sb tac dung khéng mong muén nao dé, tuy nhién
doc tinh gay ra ciing chi nhw nhirng tac dung phu chung do fluorouracil gay ra.
Hiém g&p, ADR < 1/1000

Sét, may day.

Huwéng dén céch xd tri ADR: Calci folinat c6 thé lam ting doc tinh cda fluorouracil
(d&c biét l1a nhiém doc & dwong tiéu héa gay ia chady, budn nén, nén va viém
miéng, va doi khi nhiém ddc gay giam san tay); hiém khi gay viém ruét de doa t&
vong & ngudi bénh ung thu két truc trang tién trién, khi dung liéu phap phéi hop.
Bé&i vay khéng nén bat dau hoéc tiép tuc liéu phap phéi hop acid folinic va
fluorouracil & ngwdi bénh co triéu chirng ngd doc tiéu hoa trudc khi didu tri hét
céc triéu chivng nay. Can déc biét theo ddi chat ché ngwoi bénh bi ia chay khi
dung liéu phap phéi hop vi cé thé xay ra dién bién 1am sang nhanh va tr vong.

Théng bdo ngay cho bac si hodc dwore si khi gap phai cdc tac dung phu
cua thuéc.

Qua liéu va cach xip tri
- Biéu hién: Liéu qué cao calci folinat c6 thé vé hiéu hoa tac dung hoéa tri liéu cta
cac chét dbi khang acid folic.
- X0 tri: Khdng co didu tri dac hidu.
Bac tinh dwoc lwc hoc
Nhém duoc ly: Thube khir ddc cho diéu tri chdng ung thw
Ma ATC: VO3AF03
Calci folinat 1a thubc giai ddc cac thubc dbi khang acid folic.
Calci folinat 14 d&n chét clia acid tetrahydrofolic, dang khir ctia acid folic, 1& chét
tham gia nhw mét déng yéu t cho phan trng chuyén van mét carbon trong sinh
tbng hop purin va pyrimidin clia acid nucleic. Sy suy gidm téng hop thymidylat &
nguwoi thidu hut acid folic gay tdng hop DNA khiém khuyét va gay thiéu mau
nguyén hdng cau khéng 16. Do c6 thé d& dang bién dbi thanh cac dan chét khac
clia acid tetrahydrofolic nén acid folinic 1a chat gidi déc manh cho tac dung doc
clia cac chét dbi khang acid folic (nhu methotrexat, pyrimethamin, trimethoprim)
ca 1&n qua trinh tao mau 1an trén lwdi ndi mé. Trong mot sb bénh ung thw, acid
folinic tham nhap vao cac té bao va giai ciru cac té bao binh thuwdng khai tac dung
doc clia cac chat dbi khang acid folic tét hon cac t& bao u, do cé sw khac nhau
trong co' ché van chuyé&n qua mang.
Acid folinic c6 thé lam mét tac dung diéu tri va tac dung doc cla cac chat dbi
khang acid folic, cac chét nay (e ché enzym dihydrofolat reductase.
Dac tinh dwoc dong hoc
- Hép thu: HAp thu hoan toan qua dwong tiém tinh mach va bién ddi thanh
5-methyltetrahydrofolat, 1a dang van chuyén va dw trir chinh cla folat trong co
thé.
- Phan bé: Folinat tap trung manh & dich n&o tuy, ndng dé binh thuwdng trong dich
nao tuy 1a 0,016-0,021 mcg/ml. Néng dd folat binh thuwong trong hdng cau la
0,175-0,316 mcg/ml. Acid tetrahydrofolic va cac dan chat clia né phan b vao tat
ca cac md, khoang nira folat dy trir clia co thé & trong gan.
- Chuyén hoa: chuyén hoa chii yéu & gan.
- Thai trir: Thudc bai tiét qua nudce tiéu, chli yéu dwsi dang 10-formyl tetrahydro-
folat va 5,10-methenyltetrahydrofolat.
Quy cach déong goi:
Hop 10 6ng nhya. 1 6ng nhya/tui nhém
Bao quan
Noi kho réo, thoang mat, tranh anh sang, nhiét d6 2-8°C.
Han dung:
36 thang ké tir ngay san xuét.
Tiéu chuan chét lwgng: Tiéu chuén co s&

Nha san xuéat

cPC1HN
Céng ty c¢d phan Dwoc pham CPC1 Ha Noi
Cum coéng nghiép Ha Binh Phwong, xa Van Binh,
huyén Thuéng Tin, thanh phd Ha Noi.

T4-14-031221-T02719 -C00301

Kich thudc: 95 x 235 (mm)




