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RX 1116c ke don

Bidicozan New

Mecobalamin 10 mg/2 ml

Hop 10 lg x 2 ml dung dich tiém

THANH PHAN: M3i lo chia;
Mecobalamin
T4 dugc vd
CHi BINH, CHONG CHi BINH, CACH DUNG,
LIEU DUNG VA CAC THONG TIN KHAC:
Xem ti hudng dfin si dung hén trong hép
BAD QUAN:

Lanh 2°C - 8'C (khdng déng d4), trdnh dnh
sdng.

TIEU CHUAN GHAT LUGNG: TCCS

D& xa 14m fay 1ré em

| Doc ki hudng ddn sit dyng trude khi ding

Co sd 5o udt
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Rx Prescription drug

Bidicozan New

Mecobalamin 10 mg/2 ml

Box of 10 vials x 2 ml solution for injection
.M.

SBK/Reg. No:
54 18 5X/Lot. No:

M 38, mi vach
NSX/Mig. Date:

HD/Exp. Date:

COMPOSITION: Each vial contains

Mecobalamin .............. 10mg
EXCipients g.510...c....ccocevviniinnviciies 2T
INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE AND OTHER
INFORMATION:

See the enclosed leallet in box,

STORAGE:

In cold place 2°C - 8°C (not be freezed),
protected from light
SPECIFICATION: Manutacturer's standard

Keep out of reach of children
Read carefully the leafiet before use
L
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TO HUONG DAN SU DUNG THUOC

ICOZAN NEW

i 1y chi diing theo don thubc
tay tré em
Fhudng dan sir dung truede khi ding

- Thanh phan t4 duge: NaCl, nudc cét pha tiém.

2. Dang bao ché:

2.1. Dang bao ché: Dung dich tiém

2.2. Mo ta dang bao ché: Dung dich trong, mau tir hdng dén do.

3. Chi dinh:

- Bénh thén kinh ngoai bién va bénh da day thin kinh.

- Thiéu mau do thiéu hyt vitamin B)a.

4. Liéu dung va cich ding:

Céanh bdo:

Cén khai théc tién st nhay cam tir bénh nhin truéc khi ding vitamin Bio. Khuyén céo thir
nghiém tiém trong da trudc khi dung vitamin Bi2 cho nhitng bénh nhan nhay cam véi céc
cobalamin.

Sbc phan vé va tir vong dd dugc bdo cdo sau khi tiém vitamin Bi2. Néu séc phan vé Xay ra,
ngimg thudc ngay lap tirc va tiém bap liéu adrenalin thich hop 1:1000 (1 mg/1 mL). Cé thé tiém
Iap lai sau khoang ndm phit, néu dugc chi dinh 14m sang. Ngoai ra, c6 thé cin nhic sir dung
corticosteroid va thuc khang histamin tiém tinh mach.

Chén doén thiéu vitamin B2 cin duoc xéac nhén bﬁng xét nghiém trudce khi dieu tri vitamin Bya.
Khéng sir dung vitamin Bi2 cho dén khi chén doan day du, vi né c6 thé che glau cac triéu chimg
thodi hoa béan cap cua tuy sdng, hoic chin don ding thiéu méu 4c tinh.

Can kiém tra thong sé hematocrit, s6 lvong hdng cAu ludi, vitamin Bia, folat va sit trude khi
diéu tri.

Néu ndng do folat thip, acid folic ciing nén dugc ding.

Bénh nhan bi thiéu mau 4c tinh nén duoc thdong bao r&ng ho sé phai tiém vitamin Bi2 hing thang
trong subt quang doi con lai. Néu khong lam vdy s& dan dén thiéu mau tro lai, phét trién tén
thuong mat kha nang va khéng hdi phuc d6i véi céc ddy than kinh cua ty song. Ngoai ra, bénh

nhan nén dugc canh bio vé sy nguy hiém cua viéc su‘ dung acid folic thay cho vitamin B2, boi
vi trude day cé thé ngin ngira thiéu méu nhung géy tién trién thodi héa ban cép két hop.

Theo d6i bénh nhin
Trong qué trinh diéu tri ban dau & bénh nhan thiéu méu 4c tinh, phai theo ddi chit ché kali huyét
thanh trong 48 gidr dau va thay thé kali néu cin thiét.

Pém sb lugng hematocrit va hong cau ludi nén dugc 13p lai hang ngdy tir ngdy thir nam dén thir
bay diéu tri va sau dé thudng xuyén cho dén khi hematocrit binh thuong.

Néu héng ciu luéi khéng tiang sau khi diéu trj hodc néu sé lugng hdng ciu ludi khéng tiép tuc it
nhét hai lan binh thudng trong khi hematocrit duéi 35%, nén danh gid lai chin doan hodc diéu
tri. Viéc xdc dinh lai st va acid folic ¢6 thé cho thy mét bénh phirc tap c6 thé e ché dép lng
cua tuy.
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Xét nghiém mau thudng xuyén dé xac dinh mc vitamin Bi2 dugc khuyén céo trong qua trinh
di€u trj.

4.1. Liéu diing

Liéu thong thudng 13 10 mg. Tin suit theo chi dinh cia bac si.

4.2. Cach dung

Dung tiém bép cham (tiém siu).

CHI SU DUNG MQT LAN

Dung dich tiém Bidicozan New khong chira chit bao quan. Sir dung mot 1an duy nhét & mot
bénh nhan va loai bé bit ky phan con thira.

Dung dich tiém Bidicozan New nén dugc ding cang sdm cang tdt sau khi 1dy ra khoi hép.

4.3. Mot s6 luu y dac biét vé xir ly thube trude va sau khi sir dung

Khéng c6 thong tin.

5. Chbng chi dinh

Tién s qua man véi Bz, hodc bj réi loan thira vitamin truéc d6. Tién sir qué min véi

mecobalamm (co-methylcobalamin) hoc bat ky thanh phan nao khac trong ché phidm hodc qua
man véi coban.

Néu c6 thé khong nén dung mecobalamin (co-methylcobalamin) cho b¢l’1h nhén hodc dung diéu
tri thiéu mau nguyén hdng cau khéng 15 khi mang thai ma khdng ¢6 chén doén xéc dinh trude
(xem phén 6-Canh béo va than tron g khi ding thudc).

6. Canh bdo va thin trong khi dung thubc

Dap tng diéu trj Vi vitamin Bi2 ¢6 thé bi suy giam do nhiém tring ddng thoi, thiéu méu, thiéu
hut acid folic hodc sit hodc do céc thudc c6 tac dung irc ché tuy xuong nhu chloramphenicol.

Di tng

Cin khai thdc tidn st nhay cam tir b¢nh nhan truéc khi ding vitamin Bz Khuyén céo thix

nghi¢m tiém trong da truéc khi ding vitamin B2 cho nhitng bénh nhin nhay cam v&i céc
cobalamin.

Sbc phan v¢ va tir vong da dugc bdo cdo sau khi tiém vitamin Bi2. Néu séc phan vé xay ra,
ngimg thudc ngay 1ap tirc va tiém bap lidu adrenalin thich hgp 1:1000 (1 mg/l mL). C6 thé tiém
l3p lai sau khoang ndm phaut, néu duge chi dinh 1dm sang. Ngoai ra, c6 thé can nhic sir dung
corticosteroid va thudc khang histamin tiém tinh mach.

Ha kali méu

Ha kali méu va ngimg tim da dugc bdo céo khi diéu trj tich cuc thiéu méu nguyén hdng céu
khéng 13.

Kali huyét thanh phai dugc theo ddi can than trong giai doan khéi du didu trj thiéu méu éc tinh.
T thodi héa ti

Thleu vitamin B2 tién trién 1au hon 3 théng c6 thé tao ra c4c tén thuong thodi héa vinh vién cia
tay song

Khong sir dung vitamin Bi2 cho dén khi chan doan ddy d, vi n6 c6 thé che gidu céc tridu ching
thodi héa ban cap cuia tiy séng, hoiic chin doan ding thiéu mau 4c tinh.

Acid folic

Acid folic c6 thé lam ting céc bién chtmg than kinh do thiéu vitamin B)z, do d6 khong nén dung
cho bénh nhén thiéu mau 4c tinh (xem phan 9. Tuong tic, twong ky ciia thudc).

Liéu acid folic 16n hon 0,1 mg/ngay c6 thé din dén thuyén giam huyct hoc & bénh nhén thiéu
vitamin Blz Céc biéu hién than kinh s& khong dugc ngan ngua bﬁng acid folic, va néu khong
duge diéu tri bing vitamin B2 s& din dén tén thuong khéng héi phuc.
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Thiéu folat

Liéu vuot qua 10 pg/ngay c6 thé tao ra dag ng huyét hoc & bénh nhén thiéu hut folat; sir dung
bira bii c6 thé che gifu chin doan ding thiéu hut folat.

Ché db 3in

Mot ché do an chay khéng chira cic san phdm dong vét (bao gdm céc san pham sira hogc trirng)
khong cung clp bat ky lugng vitamin Bi2 nao. Bénh nhén tuin theo ché do an nay nén uodng
vitamin B2 thuong xuyén.

Canh bdo khac

Diéu tri bang vitamin B2 c¢6 thé 1am biéu 1§ bénh ting hdng ciu vo cin, vi thiéu vitamin Bi2 c6
thé ngéin chiin céc triéu chimg cua tinh trang niy.

Bénh Leber sém (bénh ly than kinh thj gi4c di truyén lién quan dén qué trinh giai doc cyanid bi
suy giam) khong lién quan dén methylcobalamin vi n6é khong chira cyanid. Khong giong nhu
hydroxocobalamin, methylcobalamin khong dugc khuyén cdo trong diéu tri ngd ddc cyanid.

Gay ung thu

Cac nghién ctru dai han ¢ dong vit dé danh gia tiém nang gy ung thu chua duge thuc hién.
Khéng cé bing ching tir viéc sir dung lau dai & nhimg bénh nhén bj thiéu méu 4c tinh ching
minh réng mecobalamin (co-methylcobalamin) 1a chit giy ung thu. Thiéu méau 4c tinh <0 lién
quan dén viéc ting ty e méc _ung thu da day, nhung diéu nay dugc cho 12 c6 lién quan dén bénh
Iy co ban va khong diéu trj bing mecobalamin (co-methylcobalamin).

Anh hudng dén xét nghiém trong phong thi nghiém

Héu hét céc loai thubc khang sinh, methotrexat va pyrimethamin déu 1am mét hiéu luc xét
nghiém acid folic va vitamin Bi».

7. Sir dung thude cho phy ni c6 thai va cho con ba
7.1. St dung thubc cho phy nir ¢6 thai:
Nhu céu vitamin B,z ting 1én khi mang thai va cho con bu.

Céc véin dé & ngudi chua duoce ghi nhén khi sir dung lugng hang ngay binh thudng. Vitamin By,
vugt qua hang rdo nhau thai. Khong c6 nghién ciru thiét 1ap sy an toan cua thudc nay trong thai
ky. N6 khong dugc khuyen cao cho phy nir mang thai trir khi nhitng lgi ich du kién 16n hon bit
ky nguy co tiém an nao dbi vdi tré so sinh.

Thiéu mau nguyen hdng ciu khéng 15 x4y ra trong thai ky thudng 1a do thiéu acid folic chir
khdng phai do thiéu vitamin Bi2. Mecobalamm (co-methylcobalamm) khéng nén duogc sir dung
dé diéu tri thiéu méu nguyén hong cau khdng 16 do thiéu acid folic & phu nir c6 thai.

7.2. Thoi ky cho con bi:

Mecobalamin (co-methylcobalamin) dugc phan bd vao sira me. Do d6, n6 khong dugc khuyén
cao su dung & phu ni¥ cho con bu trir khi nhimg lgi ich mong dgi cho ngudi me 16n hon bt ky
nguy co tiém &n nao dbi véi tré so sinh.

Sy thiéu hut da duge gh1 nhén & tré so sinh dang bu sira me¢ ¢ me #n chay, mic di cac ba me
khéng c6 triéu ching thiéu hut tai thoi diém do.

8. Tdc dfng cia thudc khi ldi xe va vin hanh may
Khéng c6 thong tin.

9. Twong tic, twong ky ciia thude

9.1. Twong téc cua thubc:

Tuong tac véi cac loai thude khac

Dung colchicin para-aminosalicylic acid va udng rugu niing trong thoi gian dai hon hai tuin c6
thé gy kém hip thu vitamin Bia.
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Néng do mecobalamin trong huyét thanh (co-methylcobalamin) c6 thé giam xudng bing thudc
tranh thai.

Nong dd vitamin Bi2 trong mau c6 thé giam sau khi ding acid folic liu 16n va lién tuc. Duing
acid folic 6 thé 1am giam dap tng diéu tri véi mecobalamin (co-methylcobalamin).

Céc thube ¢6 téc dung trc ché tay xuong nhu cloramphenicol ¢6 thé lam giam dép tng diéu tri
V@i vitamin Bya.

9.2. Tuong ky cua thude:

Khéng co thong tin.

10. Téc dung khéng mong mudn:

Toan thian

Sée phan vé va tir vong da dwoc bao cio kh1 sir dung vitamin B2 tiém (xem phén 6.Canh bdo va
thén trong khi ding thudc). Phan (mg qué mén dj tng hiém khi xay ra.

Tim mach:

Phu phéi va suy tim sung huyét sém trong diéu tri; huyét khdi mach méu ngoai bién. Ngtrng tim,
huyet ap thap.

H¢ thin kinh:

Chéng mit nghiém trong, budn ngu, té liét co, céc vén dé vé thi luc, mét y thic.
Huyét hoe:

Bénh ting hdng ciu vé cin. Ha kali méu.

Tiéu hoa:

Tiéu chay nhe thoéng qua, dau bung kéo dai, budn nén hodc nén kéo dai.

Da liéu:

Ngtra; ngoai ban tam thdi.

Khic:

Cam giac sung tdy chay mau toan thén.

11. Qua liéu va cdch xir tri:

Chua ¢6 thong tin vé qua lidu vé6i thude nay dugc bdo cdo.

12. Thong tin vé duge Iy, lim sang

12.1 BPic tinh duge lyc hoc:

Nhém duege Iy: Chdng thiéu mau — vitamin B2

Ma ATC: B0O3BAOS

Durgc .’y va co ché tdc dung:

Mot s6 dang vitamin B2 lién quan vé mit héa hoc, khéc nhau vé su thay ddi nho cua chudi bén
gén v6i nhan cobalamin da duge phén 1ap. Cac bién thé nhu viy cia vitamin Bi2 bao gbm
cyanocobalamin, hydroxocobalamm adenosylcobalamin va mecobalamin (comethylcobalamm)

Vitamin By rit cin thiét cho sy ting trudng binh thudng, tao mdu, san xudt tét cé céc té bao
biéu mé va duy tri myelm trong toan hé than kinh. Bét ¢t khi nao xay ra qué trinh tdng hop acid
nucleic va do vay bt cir khi ndo xay ra qua trinh tai tao té bao cling cén thiét vitamin Bi2.

Lugng vitamin B2 cén thiét dé duy tri chirc ning tao mau binh thudng nho va lidu thép la du dé
diéu chinh céc triéu chimg thiéu vitamin B)2 thong thudng.

Vitamin Bj2 hoat dong nhu mot enzym hoéc co-enzym trong mét sb qua trinh chuyén héa va
duge chuyén héa trong co thé thanh it nhit hai hop chat c6 dic tinh enzym.

O ngudi c6 hai dang hoat dong cia vitamin Bia
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i) Co-enzym B2 (adenosylcobalamin) can thiét dé chuyén ddi propionat thanh succinat, do dé
lién quan dén vitamin By trong ca chuyén hoa chét béo va carbohydrat.

ii) Mecobalamin (co-methylcobalamin) hoat dong trong qua trinh methyl héa chuyén
homocystein thanh methionin, do do lién quan dén vitamin Bi2 trong chuyén héa chét béo va
protein.

Mecobalamin (co-methylcobalamin) cdu thanh 60-80% tong luong cobalamin trong huyét
tuong. Trong thiéu méu éc tinh, mecobalamin (co-methylcobalamin) giam khong ty 1€ so vdi cic
cobalamin khac.

Thiéu mecobalamin (co-methylcobalamin) dan dén céc trigu chtmg than kinh trong thiéu mau éc
tinh. Trong mot sb trudng hqp thiéu vitamin B, tién trién cac triéu chimg than kinh nghlem
trong vi vitamin Biz can cho sy hinh thanh cdu tric protein can thiét cho sur toan ven cua té bao
than kinh va vo myelin.

12.2 Diéc tinh dugc ddng hoc

Vitamin B2 hdp thu dugc van chuyén thong qua céc protein lién két B2 dic hiéu,
transcobalamin I va I dén cac mo khéac nhau. Gan 1a co quan chinh lwu gitr vitamin Bj2.

Trong vong 48 gid sau khi tiém 100 hoac 1000 pg methylcobalamin, 50 dén 98% liéu tiém c6
thé xuét hién trong nude tiéu. Phan l6n duoc bai tiét trong vong tam gid dau. Tiém tinh mach
thdm chi dn dén bai tiét nhanh hon vai rdt it co hoi luu giir trong gan.

Hap thu vitamin B12 qua duong tiéu hoa phu thudc vao su c6 mit cia cac yéu tb noi tai va céc

ion calci. lhleu yéu t0 ni tai gay thiéu mau 4c tinh, ¢6 thé lién quan den thodi hda ban cap két H

hop cua tiy séng. Tiém kip thoi vitamin Bja ngan chan sy tién trién cua tdn thuong théan kinh.

Ché d6 an trung binh cung cép khoang § dén 15 pg vitamin Bi2/ngay & dang gén két véi protein
co san d01 v6i hip thu sau khi tiéu hoa binh thuong. Vitamin Blz khong co trong thuc phim c6
nguon gdc thye vat, nhung ¢6 nhiéu trong thyuc phdm ¢6 ngudn gbe dong vat. O nhirng nguoi cd
héap thu binh thuong, su thiéu hut chi dugc bao cao & nhimg ngu‘éﬂ @n chay nghiém ngat, nhirng
ngudi khong tiéu thu san phdm c6 nguén gbe dong vét (bao gdm khong cé sin phim sira hoic
trirng).

Vitamin B2 lién két v6i yéu t5 noi tai trong qua trinh vén chuyen qua da day; sy phén tach xay
ra ¢ hdi trang v6i sy hién dién cta calci va vitamin Bz di vao té bao niém mac dé hap thu. Sau
do, né duge vén chuyén bai cac protein lién két transcobalamin. Mot luong nhod (khoang 1%
tong lvong &n vao) dugc hap thu bang, cach khuéch tan don gian, nhung co ché nay chi phu hop
véi liéu rat 16n. Hap thu qua duong udng dugc coi 1a khong thich hop véi bénh nhén thiéu mau
dc tinh hodc cac tinh trang khac din dén kém héip thu vitamin Bja.

13. Quy cich dong goi:

Hop 1'lo. Hop 5 lo. Hop 10 lo x 2 ml dung dich tiém.

14. Piéu kién bio quin, han ding, tiéu chuin chit lwgng cia thude

14.1 Diéu kién bao quan: Bao quan lanh 2-8°C (khdng dong da), trénh 4nh séng.

Bidicozan New nhay cam véi anh sang. Déng hop ngay sau khi 13y 1o thuéc va bao quéan trong ti
lanh.

14.2 Han dung: 12 thang ké tir ngay sin xuét.

14.3 Tiéu chuén chit lugng: TCCS

15. Tén, dia chi co s¢ san xuit

CONG TY €O PHAN DUQC - TRANG THIET B Y TE: BINH DINH (BIDIPHAR)
498 Nguyén Thai Hoe, P. Quang Trung, Tp. Quy Nhon, tinh Binh Dinh, Viét Nam
DT: 0256.3846500 - 3846040 * Fax: 0256.3846846
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