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2. Nhan trung gian:
a) Nhan hop 10 vi x 10 vién nang mém.
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GMP-WHO

DOFERVIT®

10 Vi X 10 VIEN NANG MEM

@

DOFERVIT®

THANH PHAN: M&i vién nang mém chua:
- S&t (1) fumarat
- Acid folic ...
-Vilamin B,,
STEduge e S LR e ol
CHI BINH, LIEU LUGNG & CACH DUNG,
CHONG CHI BINH, TUONG TAC THUGC,
TAC DUNG KHONG MONG MUON VA
NHUNG BIEU CAN LUU Y: Xin doc trong &
hudng dén sd dung.

BAO QUAN: Noi kho, dudi 30 °C, trdnh dnh
sang.

TIEU CHUAN AP DUNG: TCCS
NI e e renie
DE XA TAM TAY TRE EM
BOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY GO PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qufic 10 30, P. My Pha, TP. Cao Lanh, Béng Thap
(Bat chdng nhdn IS0 9001: 2008 & ISOAEC 17025: 2005)

GMP-WHO

DOFERVIT®

10 BLISTERS X 10 SOFT CAPSULES

—

DOFERVIT®

COMPOSITION: Each solt capsule contains:

- Ferrous fumarate ............cceececrvaenen. 162 Mg
- Folic acid 0,75mg
-Vitamin B,, 7.5p0
- Excipi s.q.l.

INDICATIONS, DOSAGE AND
ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package
insert.

STORAGE: Store in a dry place, below 30 °C,
protect from light.

MANUFACTURER'S SPECIFICATION
REGISTRATION NUMBER: ........cccoeeea

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

50 16 SX/Lot
Ngdy SX/Mfg.
HD/Exp.

&eam Tuvdn khdch hang
a 067.3851950

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 Nalional road 30, My Phu Ward, Cao Lanh City, Dong Thap Provinca
(Achieved 150 9001: 2008 & ISOAEC 17025: 2005 certifications)




MAU NHAN

1. Nhéin truc ti€p cho don vi déng géi nhé nhit:
a) Nhan vi 10 vién nang mém.
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TO HUOGNG DAN SU DUNG THUOC

Toa hudng dan st dung

DOFERVIT®
THANH PHAN: M&i vién nang mém chra :
- SEE(TD) FUMALAL. .. .. evneseesnssssessntssisssfosnessmasnnsaones ot e SN e g 162 mg
e ACIA FOLIC: oot vttt i oa s e s s e R et et e e 0,75 mg
- Vitamin B (Cyanocobalamin). .. .........eeeuuereneeuerenserioreussiuniemommneniossaaancnnsns 7,5 ug

7

- T4 duge: Lecithin, Sép ong trang, Lubritab, Colloidal silicon dioxid A200, Dau nanh, Acid
citric, Butylat hydroxyanisol, Gelatin, Glycerin, Sorbitol long, Natri benzoat, Mui vanilin, Mau
Ponceau lake, Mau Sicovit red, Titan dioxid, Nudc tinh khiét.

DANG BAO CHE: Vién nang mém.

QUY CACH PONG GOI:

- Hop 10 vi, mbi vi 10 vién.

CHI PINH:

Phong va tri céc truong hop thiéu mau do thiéu sit, thiéu acid folic trong cac truong hop: Phu nir
dang mang thai, nudi con by, nhitng bénh nhan sau phiu thuét, nhimg nguoi cho méu, suy
nhuogc.

LIEU LUONG VA CACH DUNG: Uéng thudc t6t nhét vao ltic bung tréng. C6 thé dung véi
thirc &n dé giam kho chiu dudng tiéu hoa.

- Ngudi lon: 2 - 4 vién/ngay.

- Phu ni¥ c6 thai: 1 vién/ngay, tir khi phat hién c6 thai.

CHONG CHI PINH:

- Qué mn véi céc thanh phan cia thude.

- Ngudi ¢6 u 4c tinh hay khéi u ma chua xac dinh r3. Uj‘-

- Chimg nhiém séc t6 huyét, nhiém hemosiderin. }4 /

- Chimg thiéu méu tan huyét, thiéu méu 4c tinh.

- Khéng dung cling lic véi tiém cac ché phdm c6 chira sét.

THAN TRONG KHI SU DUNG:

- Ding mdt lugng tra lén s& giam hap thu sat.

- Thudc c6 thé gdy di cau phan den hodc xam.

- Thuong xuyén theo ddi mau cua ngudi bénh.

PHU NU' CO THAI VA CHO CON BU:

Thudc chi dinh cho phu nir cé thai va cho con bu.

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc khong anh hudmg khi lai xe va vén hanh mdy moéc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

Sat (II) fumarat:

- Thudc khang acid, nudc tra Jam giam sy hép thu sat.

- Trénh phdi hop véi ofloxacin, ciprofloxacin, norfloxacin.

- Sat lam giam hép thu tetracyclin, penicillamine, carbidopa hodc levodopa, methyldopa, cdc
quinolon, céc hormon tuyén gidp va mu6i kém.

- Than trong khi dung véi cyclin, diphosphanate, fluoroquinolon, phenobarbital, phenytoin,
primidon, chloramphenicol, mubi, oxid va hydroxyd cua Mg, Al, Ca.

Acid folic:

- Sulphasalazin 1am giam hép thu folat.

- Céc thudc trénh thai udng lam giam chuyén héa cua folat, gdy giam folat va vitamin Bi & mot
mirc d9 nhét dinh.

- Nong d6 cac thude chong co giét trong huyét thanh c6 thé bj giam khi ding phéi hop véi acid
folic.

- Cotrimoxazol lam giam tdc dungiéu tri thiéu mau nguyén héng cau khénilé cua acid folic.




Vitamin B;:

- Hép thu vitamin B2 ¢6 thé bj giam khi dung chung véi neomycin, acid aminosalicylic, cdc
thudc khang thu thé histamin Hj va colchicin.

- T4c dung diéu trj clia vitamin By, ¢ thé b giam khi ding ddng thoi véi omeprazol.

TAC DUNG KHONG MONG MUON: 017
Hiém gip: Budn non, tdo bén, tiéu chay, ngia, ndi ban, may day.

Thong bdo cho béc si nhiing tac dung khoéng mong mudn gap phai khi sir dung thude. }

QUA LIEU VA CACH XU TRi:

- Tri¢u chimg qua. liéu st (II) fumarat: Buon non, ndn, dau bung, tidu chay, thd huyét, chdy mau
truc trang, ha huyét ap, hon mé, hoai tir té bao gan.

- Céch xir tri: Lam réng da day bang cach rira da day trong vong 1 gi¢ sau khi udng. Trudng hop
doc tinh nghi€m trong c6 thé tiém tinh mach béng desferrioxamin. Trong truong hop nhiém doc
ning c6 thé 4p dung céch thut rira rudt toan bg.

DUOC LUC HOC:

- St c6 & moi te bio va c6 nhiéu chirc ning quan trong trong doi song. Ton sit la thanh phan cua
mdt sb enzym can thiét cho chuyén giao néng luong (thi du nhu cytochrome oxidase, xanthin
oxidase...) va cling c6 mét trong cac hop chét cin thiét cho su van chuyen va sur dung oxy (thi du
nhu hemoglobin, myoglobin...). Cytochrom duoc ding 1am mét chét vin chuyén trong té bao.
Hemoglobin la mot chat mang oxy tur phdi ti cic md va myoglobin tao thuan loi cho co sir dung
oxy va du trit. Thiéu oxy c6 thé can tr& céc chirc ndng quan trong cua co thé, dan den bénh tat va
tir vong. C6 thé dung céc ché pham c6 sat dé diéu tri cac bat thudng vé tao hong céu do thiéu sét
St khdng kich thich tao hong cau, ciin g khong chira cac rdi loan hemoglobin khéng do thiéu sit.
Dung sét c6 thé lam giam nhe mot so bidu hién khéc cua thiéu sit : Pau ludi, nubt khé, loan
dudng mong tay, chén, nit k& & goc moi.

- Acid folic: La vitamin thugc nhém B. Trong co the né dugc khir thanh tetrahydrofolat la
coenzym cuia nhiéu qué trinh chuyen hoa trong d6 c6 tdng hop cac nucleotid c6 nhén purin hodc
pyrimidin, do vdy anh hudng l€n tong hgp DNA. Khi c6 Vitamin C, Acid folic dugc chuyén
thanh leucovorin la chét can thiét cho su tong hop DNA va RNA. Acid folic la yéu t6 khong thé

thiéu duoc cho tong hop nucleoprotein va tao hong cau binh thuong, thiéu acid folic gay ra thiéu |*
mau nguyén hong cau khéng 16 giéng nhu thiéu mau do thiéu vitamin B),. Acid folic cling tham |

gia vao mot so b1en doi acid amin, vao sy tao thanh va sir dung format.

- Vitamin B, rét can thlet cho tét ci cdc mo c6 toc d9 sinh truéng manh nhu: cac mo tao mau,
rudt non, tir cung. Thiéu 'vitamin By ¢6 thé gy tn thuong khong hdi phuc & hé thong than kinh,
myelm bi pha huy, cic té bao than kinh & cQt song va vo nao bi chét, gay ra mot sO triéu chung
than kinh nhu: Dj cdm & ban tay, chén, mét phan xa gén xuong, 14 lan, mét tri nhé, a0 gidc, roi
loan tAm thin. C4c tdn thuong thn kinh nay co thé xay ra ma khong c6 thay doi trong hé thong
tao mau. Vi vay, thiéu hut vitamin B); cling can phan ditra dbi v6i nguoi cao tudi bi sa sut tri tué
hogc c6 bidu hién tim than ngay c khi khong c6 thiéu mau.

DUQC PONG HOQC:

Sit:

- Hép thu: Su hap thu sat phu thuéc vao luong sht du trir trong co thé, sy hép thu sit cao hon khi
lugng dur trir sit trong co the thép.

- Phan b6 : St di qua céc té bao niém mac dudng tiéu hoa, lién két véi transferin, sau d6 duge
van chuyén dén tiy xuong va dugc sép nhép vao hemoglobin.

- Thai trir : St cht yéu duge bai tiét qua phan va do bong céac té bao nhu da, niém mac dudng
tiéu hoa va téc.

Acid folic:

Thubc giai phéng nhanh & da day va hép thu chu yeu & doan déu rudt non. Acid folic trong ché
d6 &n binh thuémg duge hép thu rit nhanh va phan b & cdc md trong co thé. Thude dugc tich trir
chu yéu & gan va duge tap trung tich cuc trong dich n#o tiy. Mdi ngay khoang 4 - 5 microgam
dao thai qua nuée tiéu. Udng acid folic liéu cao lam lugng vitamin dao thai qua nude ticu tang

1én theo ty 1€ thudn. Acid folic di qua nhau thai va cé trong sita me.




Vitamin B;,:
- Hép thu: Vitamin B;; dugc hap thu & nira cudi hdi trang. Hap thu gidm ¢ nhimg nguoi thiéu

yéu t6 ndi tai, hoi ching kém hép thu, bi b¢nh hodc bét thubng & rudt hodc sau cat da day. Mot
lugng nho vitamin B, cling duge hap thu thu dong qua khuéch tan.

- Phan bd: Vao mdu, vitamin B;; gén vio transcobalamin II 1a mét globulin trong huyét tuong dé
dugc vin chuyen t6i cdc md. Gan 12 noi chira tdi 90% lugng du trix cia vitamin Bz, mot s6 du
trir & than. Vitamin B;; qua dugc nhau thai va phén phm vao sira me.

- Chuyén héa: Vitamin B;; duoc chuyén héa & gan.
- Tha1 trir: Vitamin B, dugc théi trir qua mét va cé chu ky gan - rudt. Vitamin B, vuot qua nhu

cau hang ngay duoc thai qua nudc tiéu phin 16n dudi dang khdng chuyén héa.
BAO QUAN Noi khé, dudi 30 °C, tranh énh sang.

HAN DUNG: 36 thang k& tir ngay san xuat.
POC KY HUGNG DAN SU' DUNG TRUGC KHI DUNG W
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
PE XA TAM TAY TRE EM.
: NHA SAN XUAT VA PHAN PHOI
@t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Qudc 1§ 30 - Phudng My Phu - TP. Cao Lanh - Pong Thép
DOMESCO Pién thoai: 067. 3851950
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