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NHAN HOP 100 ONG X 1 ML Yo0/462/ g

1000 mcg
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1000 mcg

Méi 6ng 1 ml cha 1000 mcg cyanocobalamin
T.B.

Chi dinh, cach dung, chéng chi dinh va cac thong tin khac:
Dé nghi xem trong t& huéng dan sur dung thuéc kém theo
Thudc dung cho bénh vién

Dé xa tam tay tré em
Doc ky huéng dan su dung trudc khi dung
Bao quan: Nhiét d6 khong qua 30°C, tranh anh sang

i Ty prmes
Hép 100 6ng x 1 ml BIDIPHAR
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NHAN HOP 20 ONG X 1 ML

NSX/Mfg. Date
HD/Exp. Date

wan yoip bung

ﬁ Hép 20 6ng x 1 ml

Manufactured by:
Fresenius Kabi Bidiphar Joint Stock Company

Area 8, Nhon Phu Ward, Quy Nhon City, Binh Dinh, Vietnam |
S6 16 SX/Batch No.: |

1000 mcg

Méi 8ng 1 ml chira 1000 mcg cyanocobalamin

T.B.

Chi dinh, cach dung, chéng chi dinh va cac théng tin khac:
Dé nghi xem trong to huéng dan sir dung thuéc kém theo.

Dé xa tdm tay tré em
Doc ky huéng dén st dung truéc khi dung
Bdo quan: Nhiét dé khéng qua 30°C, tranh anh sang.

™

FRESENIUS
KABI
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GMP - WHO

Céng ty c8 phén Fresenius Kabi Bidiphar
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Khu vuc 8, phuong Nhon Phu, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam
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Solution for injection
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NHAN HOP 10 ONG X 1 ML

S6 16 SX/Batch No.:

NSX/Mfg. Dat: Manufactured by:
g. Date
HD/Exp. Date . Fresenius Kabi Bidiphar Joint Stock Company

Area 8, Nhon Phu Ward, Quy Nhon City, Binh Dinh, Vietnam

1000 mcg

M&i 6ng 1 ml chra 1000 mcg cyanocobalamin
T.B.
Chi dinh, cach dung, chéng chi dinh va cac théng tin khac:
Dé nghi xem trong to huéng dan sur dung thuéc kém theo.
Dé xa tam tay tré em
Doc ky huéng dan sir dung trudce khi dung
Bao quan: Nhiét dé khong qua 30°C, tranh anh sang.

\\\ FRESENIUS
. KABI

Hop 10 ong x 1 ml BIDIPHAR

San xudat bai:
Céng ty ¢6 phén Fresenius Kabi Bidiphar GMP - WHO

Khu vuc 8, phuong Nhon Phu, thanh phé Quy Nhon, tinh Binh Binh, Viét Nam
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DAI DIEN :
;( CONG TY CO PHAN \*

BIDIPHAR
TAl HA NOI

Nhian éng 1 m
(Chir in mau trang

1ml
Vitamin B,, Kabi
1000 mcg

Cyanocobalamin 1000 mcg/1ml

S6 16 SX: HD :

CTCP FRESENIUS KABI BIDIPHAR

~y



https:/ftrungtamtaee@cenms tuse

Vitamin B4, Kabi 1000 mcg

Thuéc ban theo don

Dé xa tdm tay tré em

Doc ky hwéng dan st dung trwérc khi dang

Néu can thém théng tin, xin hoi y kién bac sT hodc dwgrc si.

Théng bao ngay cho bac sT hodc dwgc sT nhikng tac dung khéng mong
muén gap phai khi st dung thudc

Thanh phan:

Cyanocobalamin..........c.c.coeene 1000 mcg/1ml

Ta dwoc vira du: natri clorid, natri acetat khan, alcol benzylic, acid acetic
dam dac, nwdc cét pha tiém.

Dang bao ché: Dung dich tiém

Qui cach déng goi:
Hop 10 éng x 1 ml. Hop 20 éng x 1 ml. Hép 100 éng x 1 ml.

Duwgrc Iwe hoc:

- Nhém duoc ly: thubc chdng thiéu mau. Ma ATC: BO3BAO1.

- Vitamin B12 ¢6 tac dung tao mau. Trong co thé ngudi, cac cobalamin nay
tao thanh cac coenzym hoat déng Ia methylcobalamin  va 5-
deoxyadenosylcobalamin rét can thiét cho cac t& bao sao chép va tang
trwdng, tao mau, téng hop nucleoprotein va myelin. Methylcobalamin rat
cAn thiét dé tao methionin va din chét la S-adenosylmethionin tir
homocystein.

Methylcobalamin ciing lién quan chat ché voi acid folic trong mét sé con
duwong chuyén héa quan trong. Khi ndng do vitamin By, khong du sé gay
suy giam chirc ning cua mdt s dang acid folic cAn thiét khac & trong té
bao. BAt thwong vé huyét hoc & ngudi bénh thiéu vitamin Byz 1a do qua
trinh nay. 5-deoxyadenosylcobalamin rét cin cho sw déng phéan hoa,
chuyén L-methylmalonyl CoA thanh succinyl CoA. Vitamin B rat can thiét
cho tat ca cac mo cé téc dd sinh trwdng manh nhw cadc mé tao mau, rudt
non, tt cung.

Thiéu vitamin B12 c6 thé gay tén thwong khong hdi phuc & hé théng thén
kinh, myelin bj pha hty, da thdy cac té bao than kinh & cot sbng va vo ndo
bi chét, gay ra mét s triéu ching than kinh nhu di cdm & ban tay, chan,
mét phan xa gan xuong, 10 1&n, mét tri nho, do gidc, rbi loan tam than. Cac
tén thuong than kinh nay c6 thé xay ra ma khéng co thay ddi trong hé
théng tao mau. Vi vay thiéu hut vitamin By, cling c6 thé xay ra voi nguoi
cao tudi bi sa st tri tué hodc co biéu hién tam thin ngay ca khi khong
thiéu mau. Co ché gay tén throng than kinh do thiéu vitamin By2 con chua
dwoc biét rd, co thé do thiéu hut methionin synthetase va do methionin
khéng dwoc chuyén thanh S-adenosylmethionin.

Dwoc dong hoc:

Hap thu: Sau tiém bap, vitamin By dwoc hép thu nhanh va ndng d6 dinh
trong huyét tvong dat duoc sau 1 gio.

Phan bé: Sau khi hap thu, vitamin By lién két vai transcobalamin | va Il va
dwoc loai nhanh khoi huyét twong @& phan bé wu tién vao nhu mé gan.
Gan 1a noi chira toi 90% lwong dy trir cia vitamin Biz, mot sb dw trir &
than.

Vitamin B2 qua dwgc nhau thai va dwoc tiét vao stra me.

Vitammin Bz chuyén hoa & gan.

Thoi gian ban thai cta vitamin By 12 khoang 6 gi®. Vitamin B1z duwoc thai
trir qua mat va co chu ky gan-rudt. Vitamin Bi2 vwrot qua nhu qéu hang
ngay duoc thai trir qua nwéc tidu phén 1on duéi dang khong chuyén hoéa.

Chi dinh: ) )

Piéu tri thiéu vitamin Bsz do thjéu kha nang hap thu: bénh Biermer, cat

toan bd da day, cat doan cubi hdi trang, bénh Imerslund.

Liéu dung va céch dang:

Cach dung: tiém bap.

Khéng dugc tiém tinh mach.

Liéu dung: _ .

~ Lidu tan cong: 1000 mcg (1 éng) méi ngay hoac 3 Ian méi tudn, tiém
bép. Dung 10 mg (10 6ng) trong gé dot dieu tri.

- Liéu duy tri: 1000 mcg (1 éng) méi thang, tiém bap.

Lwu y: Cyanocobalamin tiém c6 chira chét bao quan benzyl alcohol khong

dung cho tré so sinh va tré dé non vi co thé gay doc dan déwm,

0066697

: . 2 n00eE00)s

Chéng chi dinh: O

- Tién st di (rng v&i cac cobalamin. A

N\
& 0@

- U ac tinh, do vitamin B, lam tang tredng cac md co téc dd sinh trwong
cao, nén cb nguy co lam u tién trién.
- Tré so sinh, tré dé non. hi L

Céc trwomg hop than trong khi dung thuéc:

- Thuébc nay cé chira natri, can than trong véi cac bénh nhan dang c6 ché
d6 kiém soat lwgng natri.

- Khéng chi dinh khi chwa c6 chén doan xac dinh. Thwong xuyén theo doi
thong sé mau clia nguwoi bénh.

- Da sb thiéu mau nguyén hdng cau khéng 18 Ia do thiéu vitamin Bs2 hodc
acid folic. Can phai xac dinh dwoc nguyén nhén truc khi diéu tri, khong
dwoc dung acid folic d& didu tri thiéu mau nguyén héng cau khéng 16
chuwa xac dinh dwoc nguyén nhan trir khi phéi hop véi vitamin Biz, néu
khéng sé thuc day tén thwong than kinh do thiéu vitamin B1z.

. Viéc st dung thuéc khdng dang co thé 1am che déu viéc chan doan
chinh xac bénh.

- Bénh nhan bj thiéu mau éc tinh cin dwoc diéu tri duy tri tiém hang
thang vitamin B trong subt phan ddi con lai. Néu khang sé gay thiéu
mau tai phat va tang nguy co méat kha ning va tén thuong khdng hdi
phuc cac day than kinh tay séng.

- Trong thoi gian didu tri ban dau & nhirng bénh nhén thiéu mau &c tinh,
pgéi kiém soat chit ché kali huyét trong 48 gier dAu tién va bd sung néu
can thiét.

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

- Thoi ky mang thai: Chwa co cac nghién ciru day du trén ngudi. Chua
6 van dé gi xay ra khi dung vitamin By2 véi liéu khuyén cdo hang ngay.
Khi dung v&i lidu didu tri can can nhac gila li ich cho me va nguy co
tidm tang cho thai. Khdng nén st dung thuéc nay dé diéu tri thiéu mau
nguyén hdng ciu khéng 16 & phu ni co thai vi day la do thiéu folate.

- Thoi ky cho con bu: Vitamin By duoc tiét vao sira me. Chua co van dé
gi xay ra khi diing véi li&u khuyén céo hang ngay. Khi phai dung vitamin
Bs2 cho nguoi me trong tredng hep bénh ly, van cé thé cho con ba.

Tac dong cua thudc khi i xe va vdn hanh may:
Chuwa cd bao céo.

Twong tac thuéc:

- St dung ddng thdi vitamin By, véi cloramphenicol co thé lam giam tac
dung diéu trj 1&n huyét hoc ctia vitamin By & bénh nhan thiéu mau. Can
phai giam sat chat ché khi ding két hop hai thubc nay.

- Methotrexat, pyrimethamin va hdu hét khang sinh cé nguy co anh
huéng dén cac xét nghiém chan doan vi khuan do thiéu hut vitamin Biz.

Tu’o’ng ky .

C6 thé tron vitamin By, trong dung dich v&i vitamin B4, Be, hodc voi sat

fumarat, acid ascorbic, acid folic, doéng sulfat hodc véi fructose sat va acid

folic trong mot s dang thudc tiém.

Cyanocobalamin twong ky, v&i dung dich natri warfarin tiém.

Téc dung khéng mong muén: .

Céc phan (rng di (ng tuy hiém gép nhwng ddi khi rét ning co thé gay chét

ngudi sau khi tiém cac ché phdm co cobalamin.

Hiém g&p, ADR<1/1000: .

- Toan than: phan trng phan vé, sét, dau du, hoa mét, co thét phé quan,
phtt mach miéng-hau.

- Ngoai da: phan (rng dang trirng ca, may day, ban dd, nglra.

- Pau, xo clrng tai chd tiém, tu mau & chi sau khi tiém.

- Tiéu hoa: budn nén.

- Loan nhip tim thir phat do ha kali huyét khi bat dau diéu tri.

- Nuwéec tiéu cé mau dé do vitamin By thai trlr qua nuéc tieu.

Céch xu tri ADR: )

Céc tac dung khéng mong muén thwong nhe, ty hét, trie phan (ng phan

vé. Phai didu trj cAp clru phan (rng phan vé béng cach tiém adrenalin, ho

hap nhan tao, thd oxy.

Qué lidu va cach xt tri: Chua cd bao cdo.
Pidu kién bao quan: Nhiét do khong qua 30°C, tranh anh sang.

Han ding: 36 thang ké tir ngay san xudt
Khéng dung thuéc qua han dung (c6 in trén éng, hop).

Néu phat hién dung dich thuéc bién mau hodc van duc thi khéng nén sl
dung.

Tén, dja chi co s& san xuét:
Cong ty cb phan Fresenius Kabi Bidiphar
Khu vie 8, phweng Nhon Pha, thanh phé Quy Nhon, tinh Binh Binh.

Ngay xem xét stra dbi, cap nhat lai néi dung hwéng dan st dung
thuéc:

N
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. Hwéng dén st dung thuéc cho nguwoi bénh

VITAMIN B;, KABI 1000 mcg

Thuéc ban theo don

Dé xa tam tay tré em

Doc ky hwéng dan s dung trwéc khi dung

Néu cén thém théng tin, xin héi y kién béac si hodc dwoc si.
Théng béo ngay cho béc si hodc dwoc si nhirng tac dung khéng
mong muén gap phai khi str dung thuéc.

Thanh phén:

Cyanocobalamin.................. 1000 mcg/1ml

T4 dwoc: natri clorid, natri acetat khan, alcol benzylic, acid acetic
dam dac, nwoc cét pha tiem.

M6 ta san phdm: Dung dich trong, mau hdng dén d6 man, dwng
trong éng thay tinh 1 ml khéng mau hodc mau nau, han kin.

Qui céch déng goi: Hop 10 éng x 1 ml. Hop 20 éng x 1 ml. Hop 100
ong x 1 ml.

Thuéc dung cho bénh gi: )
bieu tri thiéu vitamin'Bu do thiéu kha nang hap thu: bénh Biermer,
c4t toan bd da day, cat doan cudi hdi trang, bénh Imerslund

Nén dung thuéc nay nhw thé nao va liéu lvong:

Cach dung: tiém bép.

Khéng dwoc tiém tinh mach.

Liéu dung:

~ Lidu tan cong: 1000 mcg (1 éng) méi ngay hoac 3 lan mdi tuan,
tiém bap. Dung 10 mg (10 6ng) trong ca dot diéu tri.

- Liéu duy tri: 1000 mcg (1 6ng) mé&i thang, tiém bép.

Luu y: Cyanocobalamin tiém c6 chira chét bao quan benzyl alcohol
khong dung cho tré so sinh va tré @& non vi cé thé gay doc dan
dén ttr vong.

Khi nao khéng nén ding thuéc nay:

- Tién st dj rng v&i cac cobalamin.

. U ac tinh, do vitamin B, lam tang trwéng cac méd co tbc dd sinh
trwdng cao, nén cé nguy co lam u tién trién.

- Tré so sinh, tré dé non

Téc dung khéng mong muén: )

Cac phan (rng di trng tuy hiém gap nhung ddi khi rat nang c6 thé gay

chét ngudi sau khi tiém cac che pham c6 cobalamin.

Hiém gdp, ADR<1/1000: ) . ) ) )

- Toan than: phan (ng phan vé, sot, dau dau, hoa mét, co that phe
quan, phi mach miéng-hau.

- Ngoai da: phan wng dang trirng ca, may day, ban do, ngtra.

- Dau, xo cirng tai chd tiém, tu mau & chi sau khi tiém.

- Tiéu héa: budn nén. o .

- Loan nhip tim th&* phat do ha kali huyét khi bat dau dieu tri.

- Nuwoc tidu cé mau dé do vitamin By, thai trir qua nwéc tiéu.

Cach xw tri ADR: '
Céac tac dung khdng mong muédn thwong nhe, tw hét, triy phdn ng

phan vé. Phai dieu tri cap ctru phan (ng phan vé béng cach tiém
adrenalin, hd hap nhan tao, th& oxy.

Can bao quan thuéc nay nhw thé nao: bao quan & nhiét do khong
qué 30°C, tranh anh sang.

Nhirng d4u hiéu va triéu ching khi dung thuéc qué liéu:
Chwa c6 bao céo

Cén 1am gi khi dung thubc qué liéu khuyén céo:
Tham van y kién cla bac sT.

Nhirng diéu can than trong khi dung thuéc nay:

- Thuéq nay cé chira natri, can than trong vai cac bénh nhan dang
c6 ché dd kiém soat lwgng natri.

- Khéng chi dinh khi chwa co6 chan doan xac dinh. Thwdng xuyén
theo ddi théng sé méau cla ngudi bénh.

- Da sb thiéu mau nguyén hdng cau khéng 16 12 do thiéu vitamin B,
ho#c acid folic. Can phai xac dinh duoc nguyén nhan trwéc khi
didu tri, khéng duoc dung acid folic dé diéu trj thiéu mau nguyén
héng cau khdng 15 chwa xac dinh dwoc nguyén nhan trie khi phéi
hop véi vitamin By, néu khong sé thic day tén thuong than kinh
do thiéu vitamin B

- Viéc st dung thuéc khéng dung cé thé lam che dau viéc chéan
doan chinh xac bénh.

- Bénh nhan bj thiéu mau 4c tinh can dwoc diéu tri duy tri tiém hang
thang vitamin By, trong sudt phan doi con lai. Néu khéng sé gay
thiéu méu tai phat va téng nguy co mét kh& néng va tén thuvong
khadng hdi phuc cac day than kinh tay song.

- Trong thoi gian diéu tri ban dau & nhitng bénh nhan thiéu mau ac
tinh, phai kiém soat chat ché kali huyét trong 48 gi¢ dau tién va bd
sung néu can thiét.

Str dung cho phy ni¥ c6 thai va cho con bua:

- Tho&i ky mang thai: Chuwa cé céac nghién ciru day du trén nguoi.
Chua c6 van dé gi xay ra khi dung vitamin Biz v&i liéu khuyén cao
hang ngay. Khi dung véi liéu diéu tri can can nhéc gitra loi ich cho
me va nguy co tiém tang cho thai. Khong nén st dung thubc nay
@& didu tri thibu mau nguyén hdng cau khéng 16 & phu ni c6 thai
vi day la do thiéu folate.

- Thei ky cho con bu: Vitamin Bs, dwoc tiét vao sira me. Chwa cé
v&n @& gi xay ra khi dung véi liéu khuyén céo hang ngay. Khi phai
dung vitamin By2 cho ngudi me trong trwdng hop bénh ly, van cé
thé cho con bu.

Tac déng cua thubc khi lai xe va van hanh may:
Chuwa c6 bao céo.

Khi nao can tham vén béc si, dwoc si:

- Khi gap bét ky tac dung khdng mong muén nao cua thuée.
- Khi dung thudc qua liéu. )

- Khi mét 1an quén khéng dung thudc.

- Néu can thém thang tin xin hdi y kién bac sT hodc duoc st
Han dung cda thudc: 36 thang ké tir ngay san xuét.
Khong ding thudc qua han in trén nhan "
Néu phat hién dung dich thuéc bién mau hodc van duc thi khén
dwoce st dung.

-
Tén, dia chi co’ s& sdn xuét:

Céng ty cb phan Fresenius Kabi Bidiphar
Khu vuc 8, phudng Nhon Phu, thanh phé Qui Nhon, tinh Binh Bi

Ngay xem xét stra déi, cap nhat lai n6i dung hwéng dan s
dung thuéc:

Nén trénh dung nhing thubc hodc thwc phdm gi khi dang st
dung thuéc nay: O /AN PHONGN\R
. Sl dung ddng thoi vitamin By, voi cloramphenicol c6 thé 1am giah 5 PAIDIEN '\,
tac dung diéu tri 1én huyét hoc cda vitamin By, & bénh nhan thigy,; CONG TY CO PHAN |
méu. Can phai giam sat chat ché khi dung két hop hai thuoc nay| < FRESENIUS i;(AB\ :
- Methotrexat, pyrimethamin va hau hét khang sinh ¢ nguy co anhx TB;?:);%GI
hwdng dén cac xét nghiém chan doan vi khuan do thiéu h g ;
vitamin Bi2.

Q

Twong ky,

C6 thé trén vitamin By, trong dung dich voi vitamin By, Bs, hodc v&i
sat fumarat, acid ascorbic, acid folic, ’déng sulfat hodc voi fructose
s4t va acid folic trong mét sb dang thuoc tiém. PTR
Cyanocobalamin twong ky véi dung dich natri wafarin tiém. '

TUQ CUC TRUBNG

UONG PHONG

'/l;am/e:n Thi Chu %%«y
v’

Céan lam gi khi mét Ian quén khéng ding thuéc: Khi mét 1an quén
khong diung thubc, nén tham van y kien cua bac si.



