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Methylcobalamin Injection

@ % TI:: | ForIM/ IV Use Only
CLC (4 T/j‘i \Y Y DU’OC ﬁi%}lg&%ﬁgﬁg SPK: VN-XXXXX-XX

Thanh phan: M&i éng | ml c6 chita methylcobalamin 1500 mcg;
ta dugc: vira da; Chi djnh, Chéng chi dinh, Liéu dung & cich ding
va cic thong tin khé: Xin xem t& hudng din sit dung. Bio quin:
Dudi 30°C. Tranh dm va 4nh sing, khéng d¢ dong lanh. Dang bao ché:
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METHICOWEL 1500

5 x 1 ml Ampoules

METHICOWEL 1500

Each ml contains:

Methylcobalamin 1500 mcg Batch No. :

Benzyl Alcohol BP 2% viv )

(As Preservative) Mfg. Date:  No Varnish

Water for Injections BP q.sEx e Zone

Appropriate overages added to piry :

compensate the loss during Storage |

For ADMINISTRATION & CONTRA-
INDICATION see package insert

Dosage

As prescribed by the Physician.

STORAGE : Store below 30°C.

Protect from light & moisture.
Do not freeze.

Do not use if solution is not clear

or has suspended matter

Not to be used in newly born

or premature infants. \

78 mm

No Varnish Zone or

Keep all medicines out of reach ™ o Laminated Area
f children. 3
of children for2D Bar code
Read carefully the package .
insert before use. Size 45 x 20 mm
Mfg. Lic. No. : 28/UA/SC/P-2007
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Akums Drugs & Pharmaceuticals Ltd. N/ address Through Sticker
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METHICOWEL 1500
Dung dich tiém Methylcobalamin 1500 mcg/1ml

THANH PHAN

M&i ml dung dich tiém c6 chira:

Hoat chdt: Methylcobalamin 1500 mcg.

Ta duoc: Benzyl alcohol, s&t amonli citrat, propylen glycol, disodium edetat, nude pha tiém.

CAC PAC TINH DUQC LUC HQC

Methylcobalamin 1a mot ché pham dang Coenzym cua vitamin B12 ¢6 trong méu va dich néo
tay. Hoat chit nay dugc vén chuyén vao md than kinh cao hon cic dang khéc cta vitamin
B12. Theo co ché sinh héa, methylcobalamin tang cuong chuyén héa acid nucleic, protein va
lipid thong qua céc phan ing chuyen nhém methyl. Vé mit dugc 1y hoc, methylcobalamm cod
tac dung phuc hdi nhitng mé than kinh bi ton thwong va ngan chdn sy dan truyén cic xung
than kinh bat thuong.

Methylcobalamin thtic day qué trinh truéng thanh va phan chia cua nguyén héng cdu, tong
hop heme, do d6 co tac dung diéu tri c4c bénh canh thiéu mau.

Vé mit 1am sang, methylcobalamm c6 tac dung diéu tri cac bénh nhén thiéu mau hong cdu to,
bénh 1y than kinh ngoai bién nhu viém day thin kinh do tiéu duong va viém da day than kinh.
Methylcobalamm 1a ché phim vitamin B12 dau tién duoc chimg minh c6 hidu qua lam sang
bang nhitng nghién ctru mu doi.

CAC PAC TINH DUQC DONG HOC

Dung lidu duy nhét:

Khi ding methylcobalamin lidu duy nhit 500 meg tiém bap hodc tiém tinh mach cho ngudi
16n khoe manh, thoi gian dé dat ndng do cao nhét trong huyét thanh (Tmax) 12 0,9 + 0,1 gid
sau khi tiém bip va ngay lap tuc hodc 3 phut sau khi tiém tinh mach. Lugng tang vitamin B12
toan phan t6i da trong huyét thanh (dCmax) 1a 22,4 £ 1,1 ng/ml sau khi tiém bap va 85,0 +
8,9 ng/ml sau khi tiém tinh mach. Di¢n tich dudi dudng cong nong do - thoi gian trong mau
(dAUC) 1a 204,1 + 12,9 gid.ng/ml sau khi tiém bip va 358,6 + 34,4 gid.ng/ml sau khi tiém
tinh mach.

Mt khéc, ty 1& gén ctia thudc véi protein huyét turong gia ting gidng nhau gitta hai nhom sau
144 gi sir dung thude.

Ding lidu lap lai:

Tiém tinh mach methylcobalamin liéu 500 mcg/ngay cho ngudi 16n khée manh trong 10 ngay
lién tuc, ndng do vitamin B12 toan phin trong huyét thanh do dugc trude moi lan tiém
(dCmin) tang 1€n theo ngay tiém. Sau khi ding dugc 2 ngay, nong d¢ vitamin BI2 toan phan
trong huyét thanh ting 1én 14 5,3 + 1,8 ng/ml, khoang 1.4 14n so v6i ndng do sau 24 gio (3.9 +
1,2 ng/ml). Sau khi dung 3 ngay, ndng do tang lén 1a 6, 8 + 1,5 ng/ml hay bing 1,7 1an ndng
do sau 24 gid va ndng d6 nay duogc duy tri cho toi liéu cubi cing.

CHIPINH
- Céc bénh ly thén kinh ngoai bién.
- Bénh thiéu mau hong céau to do thiéu vitamin B12.

LIEU LUONG VA CACH DUNG

Chi diing tiém bdp hodc tiém tinh mach.

- Bénh 1y than kinh ngoai bién:

Liéu thong thudong ddi véi nguoi 16m 1a mot éng (1500 mcg methylcobalamin)/ngay, tiém bap
hodc tinh mach. Liéu dung nén duoc chinh tiy theo tudi bénh nhan va mirc d6 trdm trong ctia
cac triéu chung.

- Thiéu mau hdng cau to:
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Liéu théng thuong déi v6i ngudi 1on 1a mot ong (1500 meg methylcobalamin)/ngay, tiém bap
hogc tinh mach. Sau khoang 2 théng diéu tri, liéu nén giam xudng thanh liéu duy tri & muc tur
1 dén 3 thang tiém nhéc lai mot éng.

CHONG CHI PINH
Qué man v6i methylcobalamin hodc bat ky thanh phan nao cua thube.

CANH BAO PAC BIET VA THAN TRONG PAC BIET KHI SU DUNG

Khong nén sit dung thude cho bénh nhén nghi ngd thiéu hut vitnamin B12 ma chua dugc
chén doan chinh xéc.

Khong nén ding thudc trong thoi gian qua lau néu khong thiy dap ting sau thoi gian diéu tri.,
Nén xét nghiém méu thudong xuyén.

Methylcobalamin dé bi 4nh sang phén huy. Sau khi mo dng cén phai ding ngay va chu y
khong dé anh sang chiéu truc tiép vao ong thude.

Khi tiém bap nén tuan theo nhitng chi dan sau day dé tranh ton thuong mo va day than kinh
tai chd:

- Khong nén tiém nhiu 14n vao mot chd va diéu nay phai dugc ddc biét chu y khi tiém cho
tré so sinh va tré nho.

- Khong nén tiém tryc tiép vao duong di ctia ddy than kinh.

- Neu bénh nhan kéu dau nhiéu hodc thiy mau trao nguoc vao dng tiém sau khi cdm kim thi
can rat ra ngay va tiém vao mot chd khéc.

cmm—

TUONG TAC THUOC B
- Thubc khang sinh: NG T
Viéc str dung khéng sinh c6 thé lam thay 601 hé vi sinh dudng rudt va c6 thé lam giam phén THIEM He
ndo lugng methylcobalamin tao ra boi mot s6 loai vi sinh vt (vi du Lactobacillus). Dac biét 3¢ PHi
can luu y diéu nay & ngudi an chay. Toi, hanh tay, toi téy, chudi, mang tdy va ac-ti-so la cac -‘ME
loai rau va hoa qua c6 chura insulin, c6 tac dung thuc ddy sy phat trién ctia mot s6 chung vi .
sinh vat dai trang, bao gdm Lactobacillus. é_;‘:

- Cholestyramin:

Cholestyramin c6 thé 1am giam sur tai hip thu methylcobalamin dudng gan - ruét.

- Colchicin:

Colchicin c6 thé gdy giam hap thu methylcobalamin.

- Colestipol:

Colestipol ¢6 thé lam giam su tai hdp thu methylcobalamin dudng gan - rudt.

- Thubc chen H2 (cimetidin, famotidin, nizatidin, ranitidin)

Str dung lau dai cac thude chen H2 c6 thé dan dén giam hip thu methylcobalamin. " v
- Metformin:

Metformin c6 thé lam giam su hap thu methylcobalamin. Hiéu tmg nay c6 thé bi dao nguoc
bang viéc bd sung canxi dudng udng.

- Nitrous oxid:

Hit phai thudc gy mé nitrous oxid (khdng nén nhdm 13n véi nitric oxid) ¢ thé gay thiéu hut
chirc nang. Nitrous oxid tao phuc hop véi cobalt trong methylcobalamin, cofactor cua
methionin synthase, lam bat hoat enzym nay.

- Para-amino salicylic acid:

St dung lau dai céc thuc chdng lao ¢ thé 1am giam hép thu methylcobalamin.

- Thudc trc ché bom proton (lansoprazol, omeprazol, pantoprazol, rabeprazol):

St dung lau dai cac thudc e ché bom proton ¢6 thé dAn dén giam hip thu methylcobalamin,
dac biét la nguon vitamin tu nhién tir thuc pharn.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Chua cé dit liéu vé viée str dung methylcobalamin & phu nit ¢6 thai va phu nt cho con bu.
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ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua co dit liéu

TAC DUNG KHONG MONG MUON

Hiém khi Xdy ra cac tac dung khéng mong mudn. Nén ngimg thudc néu thdy bat ky mot tricu
chiing qua man nao.

Tac dung khong mong mudn khéc (it xay ra): dau va chai cuimg tai chd tiém bap. Viéc su
dung methylcobalamin khong theo chi dinh ctia bac s§ c6 thé 1am sai khac két qua chan doan
thiéu hut folat.

XIN THONG BAO CHO BAC ST CAC TAC DUNG KHONG MONG MUON GAP PHAI
TRONG QUA TRINH SU DUNG THUOC.

SU DUNG QUA LIEU
Chua c6 dir liéu

TIEU CHUAN CHAT LUQNG
Nha san xuat

HAN DUNG
24 thang ké tir ngdy san xut.
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN.

BAO QUAN 7
O nhiét d6 dudi 300Q, tranh am va énh sang. Khong bao quan dong lanh.
GIU THUOC XA TAM TAY CUA TRE EM.

TRINH BAY ’
Hop 5 ong tiém 1 ml (1 khay x 5 6ng)

NHA SAN XUAT
Akums Drugs & Pharmaceuticals Ltd.,
DPiachi: 2, 3,4 & 5, Sec-6B, L.LLLE SIDCUL Ranipur, Haridwar — 249 403 (U .K.), An Po.
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METHICOWEL 1500
Dung dich tiém Methylcobalamin 1500 mcg/1ml

THANH PHAN

M&i ml dung dich tiém c6 chira:

Hoat chdt: Methylcobalamin 1500 mcg.

Td dwoc: Benzyl alcohol, sit amoni citrat, propylen glycol, disodium edetat, nudc pha tiém.

CAC PAC TINH DUQC LUC HQC

Methylcobalamin 14 mét ché phdm dang Coenzym ctia vitamin B12 ¢6 trong méau va dich néo
tay. Hoat chit nay dwoc van chuyén vao mé than kinh cao hon cic dang khac cta vitamin
B12. Theo co ché sinh hoa, methylcobalamin tang cudng chuyén héa acid nucleic, protein va
lipid thdng qua céc phan Uing chuyen nhoém methyl. Vé mit dugce 1y hoc, methylcobalamin ¢6
tac dung phuc hdi nhimg mé than kinh bi tdn thuong va ngan chin sy dan truyén céc xung
than kinh bat thuong.

Methylcobalamin thic ddy qua trinh truéng thanh va phan chia ctia nguyén hong cau, tong
hop heme, do d6 ¢6 tac dung diéu tri cdc bénh canh thiéu mau.

V& mat 1am sang, methylcobalamin cé tadc dung diéu trj cac bénh nhan thiéu mau héng cdu to,
bénh 1y than kinh ngoai bién nhu viém day than kinh do tiéu duong va viém da day than kinh.
Methylcobalamin 14 ché pham vitamin B12 dau tién duoc chimg minh ¢6 hiéu qua lam sang
bang nhitng nghién ctiru mu dbi.

CAC PAC TINH DUQC PONG HQOC

Ding liéu duy nhét:

Khi dung methylcobalamin liéu duy nhat 500 mcg tiém bap hodc tiém tinh mach cho ngudi
16n khoe manh, thoi gian dé dat ndng d6 cao nhét trong huyét thanh (Tmax) 1a 0,9 + 0,1 gid
sau khi tiém bap va ngay 1ap tirc hodc 3 phut sau khi tiém tinh mach. Lugng téng vitamin B12
toan phan téi da trong huyét thanh (dCmax) 12 22,4 + 1,1 ng/ml sau khi tiém bap va 85,0 +
8,9 ng/ml sau khi tiém tinh mach. Dién tich duéi duong cong nong do - thoi gian trong mau
(dAUC) 1a 204,1 + 12,9 gid.ng/ml sau khi tiém bép va 358,6 + 34,4 gio.ng/ml sau khi tiém
tinh mach.

Mt khéc, ty 18 gén cta thude voi protein huyét tuong gia ting giéng nhau gifta hai nhém sau
144 gitr st dung thudc.

Dung liéu lap lai:

Tiém tinh mach methylcobalamin liéu 500 meg/ngay cho ngudi 16n khoe manh trong 10 ngay
lién tuc, néng d6 vitamin B12 toan phin trong huyét thanh do dugc trude moi lan tiém
(dCmin) ting 1én theo ngdy tiém. Sau khi dung duoc 2 ngay, ndng d6 vitamin B12 toan phin
trong huyét thanh tang 1én 14 5,3 + 1,8 ng/ml, khoang 1,4 14n so v6i ndng do sau 24 gio (3,9 +
1,2 ng/ml). Sau khi dung 3 ngay, nong do tang 1én 1a 6, 8 + 1,5 ng/ml hay bang 1,7 1an ndng
d0 sau 24 gid va ndng d6 nay duge duy tri cho t6i lidu cudi cing.

CHI PINH
e (Céc bénh ly than kinh ngoai bién.
e Bénh thiéu mau hdng cau to do thiéu vitamin B12.

LIEU LUQNG VA CACH DUNG

Chi diing tiém bip hodc tiém tinh mach.

¢ Bénh Iy than kinh ngoai bién:
Liéu thong thuong dbi voi nguoi 16n 1a mot dng (1500 mcg methylcobalamin)/ngay, tiém
bép hodc tinh mach. Liéu dung nén duge chinh tiy theo tudi bénh nhan va muc do trim

trong cua cdc tri¢u ching.

e Thi€u mau hong cau to:

N
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Liéu théng thuong ddi v6i ngudi 16n 1a mét dng (1500 mcg methylcobalamin)/ngay, ti€ém
bap hoic tinh mach. Sau khoang 2 thang diéu tri, liéu nén giam xudng thanh lidu duy tri &
murc tir 1 dén 3 thang ti€ém nhéc lai mot ong.

CHONG CHI PINH
Qua man véi methylcobalamin hoc bat ky thanh phan nao cta thude .

CANH BAO PAC BIET VA THAN TRONG PAC BIET KHI SU DUNG

Khéng nén sir dung thudc cho bénh nhén nghi ngd thiéu hut vitnamin B12 ma chua duoc
chan doan chinh xAc.

Khéng nén dung thude trong thoi gian qua 1au néu khong thdy dép tng sau thoi gian diéu tri.
Nén x¢ét nghi€ém mau thudng xuyén.

Methylcobalamin dé bi 4nh sang phén huy. Sau khi m¢ 6ng can phai dung ngay va chu y
khong dé anh sang chiéu truc tiép vao ong thudc.

Khi tiém bép nén tuan theo nhiing chi din sau day dé tranh ton thuong mé va day than kinh

tai chd: b T
e Khong nén tiém nhiéu lan vao mdt cho va diéu nay phai dugc dédc biét chu y khi tiém cho \\(
tré so sinh va tré nhd. L \H 0
A A gia -4 \ \ TN Ao g M
e Khong nén tiém truc tiép vao duong di cua day than kinh. i sk
X A A s A - A ; \ X ‘A . L . ST
e Nécu bénh nhéan kéu dau nhiéu hodc thay méu trao ngugc vao ong tiém sau khi cam kim ':\ﬂ?‘
A , N g A \ A X r M\'2 % >
thi can rat ra ngay va tiém vao mat cho khac. g
s
fLorp W
g

TUONG TAC THUOC

e Thudc khang sinh: viéc sir dung khéng sinh ¢6 thé lam thay doi h¢ vi sinh dudng rudt va
c6 thé 1am giam phan nao luong methylcobalamin tao ra boi mot s6 loai vi sinh vat (vi du
Lactobacillus). Dac biét can luu y diéu nay & ngudi an chay. Toi, hanh tay, toi tay, chudi,
mang tdy va ac-ti-s6 1a cdc loai rau va hoa qua c6 chira insulin, ¢6 tic dung thuc day su
phét trién ctia mdt sd chung vi sinh vét dai trang, bao gom Lactobacillus.

e Cholestyramin: cholestyramin c6 thé lam giam su tai hép thu methylcobalamin duong gan
- rudt.

e Colchicin: colchicin ¢ thé gdy giam hép thu methylcobalamin.

o Colestipol colestipol c6 thé 1am giam su tai hap thu methylcobalamin dudng gan - rudt.

e Thubc khang thu thé histamin H2 (cimetidin, famotidin, nizatidin, ranitidin): sir dung lau
dai cac thubc nay c6 thé din dén giam hép thu methylcobalamin.

e Metformin: metformin c6 thé lam glam su hép thu methylcobalamin. Higu tng nay c6 thé
bi d4o nguoc bang viée bd sung canxi dudng ubng.

e Nitrous oxid: hit phai thudc gy mé nitrous oxid (khéng nén nham 1an véi nitric oxid) c6
thé gdy thiéu hut chic ning. Nitrous oxid tao phirc hop véi cobalt trong
methylcobalamin, cofactor cua methionin synthase, lam bat hoat enzym nay.

e Para-amino salicylic acid: st dung lau dai cac thube chéng lao ¢ thé lam giam hap thu
methylcobalamin

e Thude e ché bom proton (lansoprazol, omeprazol, pantoprazol, rabeprazol): sir dung lau
dai cac thubc trc ché bom proton c6 thé dan dén giam hap thu methylcobalamin, dic biét
1a ngudn vitamin ty nhién tir thuc pham.

-l

»

e

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Chua c6 dit liéu vé viéc sir dung methylcobalamin & phu nit ¢6 thai va phu nit cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua co dit liéu
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TAC DUNG KHONG MONG MUON

Céc tac dung khong mong mudn thuong nhe, tu hét, trir phan tmg phan vé. Phai diéu tri cép
ctru phan tmg phan vé bang tiém adrenalin, hd hap nhan tao, tho oxy.

Céc phan ng di tng tuy hiém gap, nhung d6i khi rit ngng co thé gay chét ngudi sau khi tiém
cac ché phdm c6 chira cobalamin. P4 c6 khang thé khang phiic hop hydroxocobalamin-
transcobalamin II trong qua trinh diéu tri bang hydroxocobalamin.

Hiém gap, ADR < 1/1/1000:

Toan than: phan tng phan vé, sbt, dau dau, hoa mat, co thit phé quan, phi mach miéng-hau
Ngoai da: phan mg dang tring cd, may day, ban d6, ngtra.

Pau, xo cting tai chd tiém, tu mau & chi sau khi tiém

Tiéu hoéa: buén non

Loan nhip tim thtr phét do ha kali huyét khi bét dau diéu tri

THONG BAO CHO BAC SI CAC TAC DUNG KHONG MONG MUON GAP PHAI
TRONG QUA TRINH SU DUNG THUOC.

SU DUNG QUA LIEU
Chua co dit liéu

TIEU CHUAN CHAT LUQONG
Nha san xuat

HAN DUNG ,
24 thang k& tir ngdy san xudt. ‘ X
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN.

BAO QUAN 7
@) nhiét d¢ dudi BOOC, tranh &m va anh sang. Khéng bdo quan dong lanh.
GIU THUOC XA TAM TAY CUA TRE EM.

TRINH BAY ,
Hop 5 ong tiém 1 ml (1 khay x 5 Ong)

NHA SAN XUAT
Akums Drugs & Pharmaceuticals Ltd., _
biachi: 2, 3,4 & 5, Sec-6B, L.LE SIDCUL, Ranipur, Haridwar — 249 403 (U.K.), An Dé.

Vimeg 2t B .
TUQ.CUC TRUONG
P.TRUONG PHONG

@éam Gy Vin Hank,

g0



