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Thuée nay chi dimg theo don thubc

Dé xa tam tay tré em

Doc ki huémg ddn sir dung trude khi ding

1. THANH PHAN CONG THUC THUOC

M&i 5 ml dung dich uéng chira:

Thanh phédn duge chat: Acid folic 0,05% (2,5 mg)

Thinh phan té dwpc: Mannitol, methylparaben, propylparaben, glycerin, natri
dihydrophosphat dihydrat, dinatri hydrophosphat dodecahydrat, dinatri edetat, hwong cam
long, acid phosphoric, nudc tinh khiét

2. DANG BAO CHE

Dung dich uéng.

M5 ta: Dung dich trong, méau vang, mui thom, vi ngot.

3. CHi PINH

Thiéu méu nguyén hdng ciu khéng 18 va hdng céu to do thiéu folat.

Nguoi mang thai: Dy phong di dang éng thin kinh & bao thai 4 tuan trude khi mang thai va
tiép tuc 8 tuan sau khi mang thai.

Trang thai thiéu acid folic: Do dinh dudng (suy dinh dudng), nu6i dudng duwdng tinh mach,
kém hép thu (bénh sprue nhiét déi), tang nhu ciu (mang thai, thiéu méau huyét tan man tinh),
ting mat (thdm phan mau) hodic ding céc thude déi khang folat.

4. CACH DUNG, LIEU DUNG

Cich ding

Thube dung dudng ubng.

Ngudi bénh thiéu acid folic thuong dap img nhanh v6i diéu tri. Trong vong 24 gidr dau diéu
tri, ngudi bénh cam thdy d& chiu, sang khoai va trong vong 48 gid, tiy xwong da bit dau san
xuét nguyén hdng ciu. Tang hdng cau ludi bit dAu trong vong 2 - 5 ngay sau khi diéu tri.
Liéu diing

Thiéu mdu nguyén hong céu khéng 16 do thiéu folat:

Nguoi 16n va tré em trén 1 tudi: Acid folic ubng 5 mg/ngay, trong 4 thing, c6 thé 16i 15
mg/ngdy, trong truomg hop kém hép thu.

Tré em 1 - 11 thang: Ubng 500 microgam/kg/ngay, trong 4 thang, c6 thé t6i 10 mg/ngay,
trong trudng hop kém hép thu.
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Dur phong cho phu nit 0 o6i mang thai ¢6 nguy co di dang ong than kinh cho thai nhi khi
mang thai:

Phu nit ¢6 nguy co thip cé di dang 6ng thin kinh cho thai nhi khi mang thai: ubng 400
microgam/ngay, trirde khi mang thai va tiép tuc sudt 12 tuan dau thai ky.

Phu nit ¢6 nguy co cao co di dang éng thin kinh cho thai nhi khi mang thai: ubng S mg/ngay,
trude khi mang thai 4 tudn va tiép tuc subt 3 thang dau thai ky.

Phu nit bi bénh héng céu liém: ubng 5 mg/ngay, trude khi mang thai va tiép tuc sudt thoi ky
mang thai.

Thiéu mdu huyét tén man tinh (bénh thalassemia, thiéu mdu hc’;ng cau liém):

Ubng lién tye acid folic 5 mg, cach 1 hodc 7 ngay/1an, tiy theo ché do an va tde do huyét tan.
Dy phong thiéu folat cho bénh nhdn chay thdn nhdn tao:

Tré em 1 thang - 11 tudi: 250 microgam/kg/lan/ngay, t6i da 10 mg/ngay; tré em 12 - 17 tudi: 5
- 10 mg/ngdy; ngudi 16n: 5 mg, cich 1 hodic 7 ngay/lan.

5. CHONG CHI DINH

Qué mén v bét ky thanh phin nio cta thude.

Khéng dugce dung acid folic riéng bigt hay dung phéi hop véi vitamin By voi liéu khong du
d& didu tri thiéu méau nguyén hong cau khong 16 chua chin doén duge chic chan.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Phai rét thin trong khi dung acid folic @8 diéu tri thiéu méau chua rd nguyén nhan vi acid folic
¢6 thé lam giam céc biéu hién thiéu mau do thiéu vitamin B12 nhung khong ngan chan duge
céc triéu chimg thén kinh, ddn dén tdn thuong than kinh rt ning.

Khéng nén sir dung acid folic hang ngay ¢ bénh nhén dét stent mach vanh.

Mot s6 trudmg hop c6 thé it dap tmg vai acid folic: ngudi nghién rugu, thiéu hut mét sb
vitamin khéc; ngudi giam kha nang sinh méu tir tuy xuong.

Thude nay c6 chita methylparaben va propylparaben, c6 thé giy ra céc phan {mg dj (mg (co
thé xay ra cham).

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

Thoi ky mang thai

Nhu céu acid folic ting cao khi mang thai. Thiéu acid folic ¢6 thé gdy t6n hai cho thai nhi.
Nén bd sung acid folic cho ngudi mang thai 1 thang truée va 2 - 3 thang dAu mang thai dé du
phong di dang éng thin kinh cho thai nhi, nhét 12 nhiing ngudi dang duge didu tri dong kinh
hay st ét, vi céc thude didu tri cdc bénh ndy c6 thé gay thiéu hut acid folic.

Thaoi ky cho con b

Acid folic bai tiét nhiéu vao stta me. Me cho con bu ding duge acid folic va diung sudt trong

thai gian cho con b,
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8. ANH HUGNG CUA THUOC LiEN KHA NANG LAI XE, VAN HANH MAY MOC
Acid folic khong anh huéng dén kha niing 14i xe va vin hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Tuong tic cia th ubc:

Tranh sie dung acid folic voi:

Raltitrexed: Folat 1am mit tac dung cua raltitrexed.

Acid folic ¢o thé lam giam tae dyng ciia:

Céc thube chéng co gidt. Néu ding acid folic dé nhim bé sung thiéu folat c6 thé do thudc
chong co giét gdy ra thi nong do thude chéng co giat trong huyét thanh (vi du fosphenytoin,
phenobarbital, phenytoin, primidon) c6 thé bi giam.

Kam: Acid folic ¢6 thé 1am giam hap thu kém. Dic biét chii y & phyu nit mang thai.

Cdc thude sau cé thé lam giam tde dung cia acid folic:

Sulfasalazin: Hap thu folat c6 thé b giam.

Thuée tréanh thai ubng: Céc thube tranh thai udng lam giam chuyén héa cua folat va gy giam
folat va vitamin B12 & mot mirc d nhét dinh.

Cotrimoxazol va cac sulfonamid: Cotrimoxazol lam giam téc dung diéu tri thiéu mau nguyén
héng ciu khdng 16 cua acid folic.

Acid folic va methotrexat, pyrimethamin: Methotrexat va pyrimethamin (¢ ché dihydrofolat
reductase, lam giam acid folic. Do d6 ¢6 thé ding acid folic dé dy phong mdt s0 téc dung bét
lgi do methotrexat, pyrimethamin.

Tra xanh: Str dung acid folic ddng thoi véi tra xanh c6 thé 1am giam nong do acid folic trong
mau.

Cholestyramin: Cholestyramin ¢ th& giam hip thu acid folic, do dé néu dung cholestyramin
lau ngay thi nén bd sung acid folic.

Cac thube khang acid: Céc thude khang acid ¢6 chira nhom hogic magnesi c6 thé 1am giam hép
thu acid folic. Nén ding thude khang acid sau khi dung acid folic it nhét 2 gid.

Acid folic lam tdng déc tinh cua cac thuée sau:

Capecitabin, fluorouracil, tegafur: Folat lam ting ddc tinh cua capecitabin, fluorouracil,
tegafur.

Twong ky ciia thudc:

Acid folic twong ky véi cac tAc nhan oxy hoa, tic nhin khir va cac ion kim logi ndng.

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Hiém géip

Ngtra, noi ban, may day. C6 thé c6 rbi loan tiéu hoa, ding miéng, day bung, budn ndn. Giam

nbng @6 vitamin By khi sir dung trong thoi gian dai.
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Thén kinh trung wong: mét moi, khé chiu.

Tim mach: nong dot ngdt phz"m trén co thé (mirc d9 nhe).

Hb hép: co thit khi phé quan.

Huedng dan cdach xir tri ADR

Cac ADR rét hiém va thuong nhe, khong can phai xir tri, tu hét khi ngimg thudc.

Théng bio ngay che bdc sy hodc duge sy nhitng phin teng ¢6 hai gip phai khi sir dyng
thube.

11. QUA LIEU VA CACH XU TRi

Chua ¢6 trudng hop qué lidu clp tinh duge bao cdo. Ngay cé liéu rét cao ciing khong cé kha
niing gAy nguy hai cho nguoi bénh. Khong can thude giai doc.

12. PAC TINH DUQC LU'C HQC

Nhém duge ly: Vitamin nhém B

Mi ATC: BO3BBO1

Acid folic 1a mét vitamin hoa tan trong nudéce thuge nhom B. D6i véi nguoi, acid folic trong
thire #n cAn thiét dé tdng hop nucleoprotein va duy tri tao hdng céu binh thudng. Trong co
thé, acid folic bj khir thanh tetrahydrofolat hoat dong nhw mdt coenzym trong nhiéu qud trinh
chuyén hoa, bao gdbm téng hop purin va thymidylat cia acid nucleic. Ton hai dén téng hop
thymidylat & ngui thiéu hut acid folic tic dong xAu dén tdng hop DNA, din dén hinh thanh
nguyén hdng ciu khdng 18, giy thiéu méau nguyén hdng chu khéng 15 va hong céu to. Acid
folic cling tham gia vao hoan chuyén cac acid amin (di hoa histidin thanh acid glutamic, hoan
chuyén gifta serin va glycin, chuyén homocystein thanh methionin) va san sinh format. Acid
folic 1am ting dao thai acid formic, mot chét chuyén héa trong nhiém djc methanol.

Pbi véi da sé truong hop, khéng can thiét phai b6 sung du phong acid folic, trir trudmg hop
ting nhu cAu nhw: mang thai, nudi con b hodc thiéu méau huyét tin man tinh. D trit folat
trong co thé ngudi khoe manh khoang 5 - 10 mg, ¢6 thé cao hon. O M§, khéu phén in duge
khuyén cdo cho nam va nir 1a 1a 400 microgam DFE/ngay (DFE: Dietary folate equivalent),
phu nit mang thai 1a 600 microgam DFE/ngay, phu nit cho con bi la 500 microgam
DFE/ngay, tré em 1 - 3 tudi 12 150 microgam DFE/ngay, tré em 4 - 8 tudi 1a 200 microgam
DFE/ngay, tré em 9 - 13 tubi la 300 microgam DFE/ngay. Folat ¢6 nhiéu trong rau xanh, dic
biét co6 trong gan, than. Vitamin nay dé bi oxy hoa va dé bi phé4 huy khi dun nau. 1 microgam
DFE twong dwong véi 1 microgam folat trong thire &n ty nhién, véi 0,5 microgam acid folic
khi ubng lte déi, hodc voi 0,6 microgam acid folic khi ubng clng thire &n.

13. PAC TiNH DUQC DPONG HQC

Hap thu:
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Acid folic duoc hip thu nhanh & duong tiéu hoa, chu yéu & doan ddu (ta trang, hdng trang).
Polyglutamat folat trong thién nhién duge thiy phén do enzym & duong tiéu hoa thanh céc
dang monoglutamat cua acid folic, trude khi duge hip thu. Sau khi ubng, hoat tinh cao nhét
cua thube dat duge trong vong 30 - 60 phit. Acid folic téng hop co sinh kha dung la 100% khi
ubng lic déi, con sinh kha dyng cua folat ¢6 trong thién nhién & thirc an chi bang khoang
50%. Sinh kha dung acid folic tbng hgp khi uéng cing véi bita an dao dng tir 85 - 100%.
Nong do binh thudng folat trong huyét thanh dao dong tir 0,005 - 0,015 microgam/ml. Thong
tmm%nﬁymmmmwammhwmmmsmm%mmmmmwmmm@mmmmmmva
ndng dd duoi 0,002 microgam/ml thudng gay thiéu méu nguyén hdng ciu khéng 18.

Phdn bé:

Acid tetrahydrofolic va cac din chét duge phan bd vao tAt ca cdc md co thé. Gan chira khoang
50% du trir folat cua toan co thé. Folat duoc tip trung mdt cach chi dong & dich ndo tuy va
ndng do binh thuomg & dich ndo tiy khoang 0,016 - 0,021 microgam/ml. Nong dé binh
thudmg trong hong cAu dao ddng tir 0,175 - 0,316 microgam/ml. Acid folic phin bd vao sira.
Chuyén héa va thai trir:

Sau khi ubng khoang 1 mg, acid folic bj khir va methyl héa nhiéu & gan thanh acid N°-
methyltetrahydrofolic, chét ndy 1a dang vén chuyén chinh cta folat trong co thé. Liéu cao acid
folic c6 thé thoat khoi chuyén hoa & gan va xuét hién trong méu chi yéu dudi dang acid folic.
(3 nguoi khoe, sau khi ubng mot lidu duy nhét tir 0,1 - 0,2 mg acid folic, chi ¢6 vét acid folic
xuét hién trong nuoe tiéu. Néu ding lidu cao, tai hép thu t6i da cta dng thén bi vuot qud, va
folat con du bai tiét dudi dang khong ddi vao nude tiéu. Sau liéu khodng 2,5 - 5 mg, khoding
50% lidu bai tiét vao nuée tidu. Sau lidu 15 mg, t6i 90% lidu c6 thé thy trong nuéc tiéu. Sau
khi ung acid folic di thdy mgt luong nho trong phan. Khodng 0,05 mg/ngdy cia du trit binh
thudmg folat trong co thé bi mét di do bai tiét vao nudc tiéu va phén va phin tir thudc bi phan
cit do oxy hoa.

14. QUY CACH DONG GOI

Hop 1 chai x 150 ml kém 1 xi-lanh chia liéu.

Hop 10 6ng x 5 ml. Hop 20 dng x 5 ml. Hop 30 ong x 5 ml.

Hép 10 éng x 10 ml. Hop 20 éng x 10 ml. Hop 30 6ng x 10 ml.

15. PIEU KIEN BAO QUAN

Bao quan trong ti lanh & nhiét do 2-8°C, tranh anh sang.

16. HAN DUNG

24 thang ké tir ngay sén xudt.

3 théng sau 1in dAu mé nip chai thude.

17. TIEU CHUAN CHAT LUQNG THUOC
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TCCS.

18. TEN, PIA CHi CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN US PHARMA USA

Pia chi: 1.6 B1-10, Dudng D2, Khu cong nghiép Tay Béc Cii Chi, Ap Bau Tre 2, Xa Tan An
Hoi, Huyén Cu Chi, TP. Hd Chi Minh, Viét Nam
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