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Mecobalamin 500 pg/ml

Indications, dosage and administration, contraindications, pr

Please read the package insert.

Storage:
Store below 30C. Protect from light.

Keep out of reach of children.

Read carefully the instruction before use.

Manufactured by:
Nipro Pharma Corporation Ise Plant

647-240, Ureshinotengeji-cho, Matsusaka-shi,

Mie, Japan

Under license of:
Eisai Co., Ltd., Tokyo, Japan

Imported to Thailand by:
Eisai (Thailand) Marketing Co., Ltd.
Bangkok, Thailand
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Reg. No. TH 1C 344/33
Myan YYYYYYYYYY
VN-XXXXX-XX

Rx Thuéc bén theo d \“y__//

| Methycobal® Injection 500
Mecobalamin 500 pg/ml.
\ Dung dich ti€ém. Pudmg dung: Tiém bip,
| tiém tinh mach. Hop 10 6ng x 1 ml.
SPK: VN-XXXXX-XX. Chi dinh, chéng
| chi dinh, liéu ding, cach ding, than trong
‘va cac thong tin khac: xin doc trong to
hucng dan sir dung kém theo. S6 16 SX,
| NSX, HD: xem “Lot”, “Mfg.”, “Exp.” trén
| bao bi. Bao quan dudi 30°C Tranh anh
sang.
' pé xa tAm tay tré em. Poc ky hwémg din
' str dung tru6c khi dung.
| San xuat boi: Nipro Pharma Corporation
Ise Plant, 647-240, Ureshinotengeji-cho,
| Matsusaka-shi, Mie, Nhat Ban.
Theo glay phép cua: Eisai Co., Ltd,
Tokyo, Nhat Ban
Nha nhap khdu: Céng ty TNHH Mot
Thanh Vién Vimedimex Bmh Duong, Sé
| 18 L1-2 VSIP II, Puong sb 3, KCN Viét
‘ | Nam-Singapore 2, Phutng Hoa Pha, Thanh
I pho Tha Dau Mét, Tinh Binh Duong.
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Methycobal® 1ml
| injection 500, |
Mecobalamin 500.g
(Light-sensitive)
Varufaciured by
Nipro Pharma Corp. Ise Plant
nder |icense of Eisai Co., Ltd.

Lot
Exp.

Each ampule (1ml) contains 500 g of mecobalamin.
Hold ampule’s body, pull the ©@-marked edge (D down (}) 2 up (1)
and (3) remove (—). Grasp ampule and pull without twisting.

Tml
5 Manufactured by:
Store below 30°C. Lot :\;wpglgnhlarma Corporation
. e
Protect from light. Mfg Under license of:
: Eisai Co.,, Ltd., Tokyo, Japan
L Exp. 1A-1 BKK
u
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Thude diéu tri cic bénh Iy than kinh ngoai bién

AletAYCObal(E Injection 500 ug

<Ché phdm Mecobalamin>

bgc ky huéng din st dung trude khi dung.

Pé xa tAm tay tré em.

Thong bdo ngay cho béc st hodc duge st nhitng
tdc dung khong mong mudn gip phai khi sir
dung thube.

Thudc nay chi ding theo don ciia bac si.

Methycobal 12 mét ché phim Mecobalamin, dang
coenzym cua vitamin By, ¢ trong méau va dich néo
tay, duoc bao ché boi cong ty duge pham Eisai
Co., Ltd. Hoat chit ndy dugc van chuyén vao md
than kinh cao hon céc dang khéc cta vitamin Bi..
Theo co ché sinh héa, Mecobalamin ting cudng
chuyén héa acid nucleic, protein va lipid thong qua
céc phan tng chuyén nhém methyl. Vé mat dugc ly
hgc, Mecobalamin ¢6 tac dung phuc hoi nhiing mo
than kinh bi tén thuong va ngan chin sy din truyén
céc xung than kinh bat thudng.

Mecobalamin thic dy qué trinh truong thanh va
phan chia cua nguyén hdng ciu, téng hop heme, do
d6 ¢6 tac dung diéu tri cac bénh canh thiéu méu.

V& mit 14m sang, Mecobalamin c6 tac dung diéu tri
céc bénh nhan thiéu mau hdng cau khéng 16, bénh
ly than kinh ngoai bién nhu viém day than kinh do
tiéu duong va viém da day than kinh.

Methycobal 14 ché phidm vitamin By, dugc ching
minh c6 hiéu qua l4m sang bang nhiing nghién ctu
mu dai.

Thanh phin

Methycobal Injection 500 pg 1a dung dich mau do
trong sudt.

MGi éng tiém (1 ml) chtra 500 pg Mecobalamin va
50 mg chét phu gia D-manitol.

Danh sach td duge:
D-manitol, nudc pha tiém.

Dang bao ché
Dung dich tiém.

Chi dinh
Céc bénh ly ‘ghﬁn kinh ngoai bién
Thi€u mau hong cau khong 16 do thi€u vitamin B ..

Chéng chi dinh i
Bénh nhén cé tién sr qud man v6i Mecobalamin
hay véi bat ky ta dugc nao cia thudc.

Liéu lugng va cich dung
Puong dung: Tiém bap, tiém tinh mach.
Bénh Iy thin kinh ngoai bién

Liéu thong thuong déi vdi
(500 pg Mecobalamin), tiém
ba l1an mot tudn.
Liéu dung nén dugc chinh tiy theo tuoTbe
va mic do trdm trong clia cac triéu chimg.

Thiéu mau hdng ciu khdng 16

Liéu théng thudng dbi véi nguoi 16n 12 mot bng
(500 pg Mecobalamin), tiém bap hodc tinh mach,
ba 14n mdt tudn. Sau khoang 2 thang diéu tri, lidu
nén giam xudng thanh lidu duy tri & mic tir 1 dén 3
thang tiém nhéc lai mot dng.

Thén trong

(1) Tac dong khi l4i xe va vin hanh mdy méc
Dua trén cédc déc tinh dugc luc hoc va cac bao
cdo vé tac dung khoéng mong mudn, khong
chéc 1a Methycobal 1am suy giam kha ning l4i
xe hodc str dung mdy moc.

(2) Than trong khi sir dung

1) Methycobal dé bi 4nh sang phén huy. Sau
khi m¢ ong can phai ding ngay va chu y
khong d& anh sang chiéu truc tiép vao éng
thube.

2) Khi tiém bip nén tuan theo nhiing chi din
sau ddy dé tranh ton thuong mé va déy than
kinh tai chd:

a) Khong nén tiém nhidu lan vao mot chd
va didu nay phai dugc ddc biét chu y
khi tiém cho tré so sinh va tré nhd.

b) Khong nén tiém truc tiép vao duong di
ctia day than kinh.

¢) Néu bénh nhan kéu dau nhiéu hodc
thdy mau trao ngugc vao dng tiém sau
khi cdm kim thi cdn rat ra ngay va
tiém vao mot chd khéac.

3) Ong tiém Methycobal la loai éng co “mot
diém cat”. Dlem cat ong tiém nén dugc lau
bang bong tdm con trude khi bé & bng tiém.

(3) Qua lidu
Pén nay chua c6 kinh nghiém vé quéd lidu co
chu y.
Thudc giai doc dic hiéu chua duoc biét.

Sir dung cho phu nir ¢6 thai va cho con bu

Phu nit ¢6 thai

Do an todn cua Methycobal trong khi cé thai chua
duoc x4c dinh. Chi nén ding thudc nay cho bénh
nhan co6 thai hodc nhitng phu nit nghi ngd dang c6
thai néu loi ich diu tri dy tinh hon hin bat ky nguy
co nao cé thé xay ra.

Phu nit cho con bii
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Mic dii cdc nghién ctru tién 1dm sang cho thiy
Methycobal ¢6 thé duoc truyén qua stra me, kinh
nghiém con ngudi cho dén nay cho thdy rang anh
hudng cua Methycobal dugc bai tiét qua sira co thé
1a rat nho néu lidu str dung cho phu nit cho con bt
nam trong lidu ding duoc duyét.

Tuong tic thube va nhirng dang tuong tac khic
Nong do trong huyét thanh c6 thé giam khi dung
ddng thoi v6i thube tranh thai duong udng.
Cloramphenicol c6 thé 1am giam tac dung cla
Methycobal trong bénh thiéu mau.

Tac dung khong mong mubn

O]

2)

Cic tic dung khong mong mudn c6 y nghia
lam sang (khong ro tan suit)

Sée phan vé

C6 thé xay ra sdc phan vé nhu giam huyét ap
hodc khé tho. Bénh nhén can dugc theo dai
cdn than. Khi xay ra cic triéu ching trén,
ngung dung thudc ngay l4p tirc va c6 cac bién
phéap diéu tri thich hop.

Bang danh sach cdc tic dung khong mong
mudn

Nhom co | <0,1% Khong ro
quan hé tn suat
théng

RSi loan hé Sbc phan vé 2
mién dich

Réi loan toan | Cam gidc | Bau/ Xo cing
than va tinh | néng tai chd tiém
trang tai chd bip

tiém

R&i loan da | Phét ban ! Tang tiét md
va mo dudi hoi

da

R&i loan hé | Nhic dau

thén kinh

1) Khi ¢6 céc triéu ching trén, ngling st dung
Methycobal.

2) Khi c¢é céc triéu ching trén, nging st dung

Methycobal ngay 14p tuc va cd cac bién phép
diéu tri thich hop.

Dugec ly hoc
Dugc luc hoe

1.

Mecobalamin 1a m{t loai coenzym vitamin
B]z n@l sinh

Mecobalamin gitt vai trd quan trong trong viéc
chuyen methyl nhu modt coenzym trong su
tong hop methionin tir homocystein.

Tang cudng su chuyen héa acid nucleic,
protein va lipid

Thyce nghiém véi cac dong té bao ndo chudt da
cho thdy Mecobalamin, bing cich hoat dong
nhu la mdt coenzym trong qud trinh tao
methionin tir homocystein, d& tham gia vao
qué trinh tdng hop thymidin tir deoxyuridin, va

ting cuong tdng hop ADN va ARN, Cac thuc
nghiém trén t& bao than kinh chudt cho thiy
Mecobalamin ting cudng tong hop lecithin,
mot thanh phan chi yéu ctia bao myelin.D?
Pugc van chuyén hi€u qua vao mo cua té
bao thin kinh va cai thién cac rbi loan
chuyén héa

Thuc nghiém trén chudt cho thdy Mecobala-
min, mot dong déng cia vitamin By, ¢ chira
nhom CHs, cé nf‘)ng dd cao trong mau va dich
ndo tay, duoc van chuyén vao trong céc tiéu
thé cta té bao thin kinh manh hon va nhiéu
hon so v6i CN-By, (cyano-cobalamin). Thuc
nghiém trén céc té bao thin kinh toa & chudt
da duoc gay bénh tiéu duong cho thiy Meco-
balamin gitip duy tri chtrc ndng soi truc bang
céch tang cudng tdng hop céc protein 1a thanh
phdn cdu tric chinh cla soi truc va binh
thuong hoa tdc do dén truyén xung thin kinh
cla céc protein nay trong soi truc.¥

Phuc hdi cdc ton thuong diy thin kinh trén
md hinh bénh thin kinh ngoai bién thuc
nghiém

Céc thuc nghiém bénh ly hoc thin kinh va
dién sinh ly cho thdy Mecobalamin ngin chin
su thodi hoa soi thdn kinh & chudt va thé dugc
gy bénh thin kinh ngoai bién thuc nghiém
bing cac thuoc nhu adriamicin va vincristin,
hoic gdy tiéu dudng thuc nghiém bang
streptozotocin. Hiéu qua cia Mecobalamin
ddng thoi duge nghién citu trén mo hinh chudt
lang dugc gdy liét mat do chén ép ddy thin
kinh. Qua trinh phuc hdi duoc danh gia thong
qua phan xa chép mét, xung dién co va khio
sat md hoc. Hiéu qua diéu tri ctia nhém dung
Mecobalamin cling dat hi€u qua tuong tu nhu
nhém dang steroid trong viéc thic ddy quéd
trinh hdi phuc cia mé than kinh bi tén thuong
do 1iét.» 97

Uc ché cdc xung than kinh bit thudng do
kich thich ciia m than kinh

R& trudce va ré sau cia ddy than kinh tiy séng
dugc cit roi khoi tay séng éch va duoc ndi véi
day than kinh toa. Kich thich dién vao diu
dudi cua ddy than kinh da dugc ngim trong
dung dich Ringer va ghi lai hiéu di¢n thé hoat
dong & ré trude va ré sau clia tiy song Sau d6
hoa tan DBCC, OH-B 2, CH3 B, lan luot vao
dung dich Ringer trén ¢ nong d6 500 pg/ml va
so sanh tac dung trc che clia céc chat nay dbi
v6i cac xung dan truyén bt thuong. Két qua
cho thdy tac dung trc ché cac xung kich thich
than kinh ctia Mecobalamin (CHs-B12) 1a manh
nhat.®

Cai thién tinh trang thiéu mau nho qua
trinh thic diy truéng thanh va phin chia
ciia nguyén hong ciu
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Mecobalamin ting cudng tdng hop acid

Nghién ctru ldm sang

nucleic trong tiy xuong, cling nh}f sur ‘tru'('m’g 1. Hiéu qua lam sang
thanh va phén chia cua nguyén hong cau, két Céc nghién ctru mi ddi cho thdy CHs-Bia ¢6
qua 12 gia tang sb lugng hong cau. Ditu tri hiéu quéa déi v6i bénh than kinh ngoai bién khi
bing Mecobalamin cho thdy c6 tie dung hoi danh gi4 sy cai thién chung cia céc triéu
phuc nhanh céc chi s6 nhu: s lugng hong cau, chimg. Cac .nghién effa. 1. 461 ciing cho théy
hemoglobin va hematocrit ¢ chudt thiéu mau vidge ding dudng tiém tinh mach va tiém bép
do thicu vitamin B1. déu mang lai hiéu qua ngang nhau.'® 'V
. 2. Téc dung khéng mong mudn va nhirng bién
Dugc dgng hoc ddi tri s cén 1Am sang
1. Ding liéu duy nhit Tic dung khéng mong muén do dung
Khi ding CH; - Byz li€u duy nhat 500 pg tiém Methycobal dd gip & 5 trong sb 1.864 bénh
bép hodc tiém tinh mach gho nguoi 16n khoe nhén (0,27%). Téc dung khéng mong mudn ohii
manh, thoi gian dé dat nong do vitamin Bi, yéu 1a phat ban da 2 ca (0,11%). Khong ghi
toan phan cao nhat trong huyet thanh (Tmax) nhan trudng hop ndo c6 su bién doi cac tri sb
15} 0,9:—’ 0,1 gi'(‘y sau khi _tié'ffl bé? va ngay 1@? can 14m sang khi didu tri bang Methycobal. ~
tac dén 3 phlt sau khi tiém tinh mach, va 3. Cic tic dung khéng mong mudn khic

luong tang vitamin By, toan phan téi da trong
huyét thanh (ACma) 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 dudi dudng cong ndng do - thoi gian

Khong nén dung thude kéo dai nhiéu thang néu
khong thdy su dép ung lam sang dang ké dbi
vdi cac bénh nhan thiéu mau hdng cau khong 16
do thiéu vitamin B, hodc bénh Iy thin kinh

cho ngudi 16n khoe manh trong 10 ngay lién
tuc, nong do vitamin By, toan phan trong huyét
thanh do dugc trudc mdi 1an tiém (ACuwin) ting
1én theo ngdy tiém. Sau khi tiém 2 ngay, ndng
d6 vitamin By, toan phin trong huyét thanh
ting 1én 1a 5,3 £ 1,8 ng/ml, khodng 1,4 14n so
v6i ndng do sau 24 gio (3,9 £ 1,2 ng/ml). Sau
khi ti€ém 3 ngay, nbng do tang 1én 12 6,8 + 1,5
ng/ml hay bang 1,7 lan ndng do sau 24 gio va
nong do nay dugc duy tri cho tdi lidu cudi
clng.”

chung nhu cdn ning, mau va trong luong céc
tang d&u khong dang k& & ca ba nhém ding lidu
khéc nhau. V& md bénh hoc, khi quan sét bang
kinh hién vi quang hoc va kinh hién vi dién tu,
cho thiy c6 su ting bach cAu ua acid va thé tiéu
bao cua céc t& bao bidu méd éng than gin &
nhém dung lidu 50 mg/kg/ngay. Khong phét
hién c6 su thay ddi ndo & cic co quan khac.

VAL

ngoai bién.
trong mau (AAUC) la 204,1 £ 12,9 gid.ng/ml
sau khi tiém bép, va 358,6 + 34,4 gid.ng/ml Nghién ctru tién 1Am sang
sau khi tiém tinh mach. 1. Phén phdi e
Mait khac, ty 1& gén cla thudc véi protein Sau khi fiém finh mach 24 gid "Co-CH;-Bis et
huyét tuong gia ting giong nhau gitia hai (Mecobalamin gén cdban) & lidu 10 pg/kg cho JONG T
thom sal 144 gie sir dyng thube. chudt, hoat tinh phdng xa coban dugc phat hién TNHH
v6i ndng do cao theo thr ty giam dn & céc co ) KS
£ ogm quan: thén, tuyén thugng thén, rudt, tuy?;p tuy, : IAZT N
£ 100, tuyén yén va nong do phong xa tuong doi thap N
3 hon ¢ mit, tly song, ndo va co. AN-T8
f; 2. Poc tinh cAp LDsy (tinh bing mg/kg cin —
8 s 500 ugtgémﬁgh mach(Mean £ S.E., n=12) néng)
c G--0 500 pg tiém bap (Mean = S.E., n=12) =
2 Vat thi nghiém Tiém tinh Dudng uong
g mach
r Chudt nhit > 666 > 1.000
£ Chu6t céng > 333 > 500
H Tho > 60 . 3032
E Ché san chan| > 200 - 'ONG
- Thai gian sau khi tiém ngan TRHE
g 3. Dgc tinh ban cz‘lp KS
Tiém tinh mach Mecobalamin cho ché sin ET N
2. Dung li¢u I3p lai chan ngén ¢ lidu 0,5 ; 5 ; 50 mg/kg/ngay trong '
Tiém tinh mach CHs-B1> & lidu 500 pg/ngdy 90 ngay lién tuc. Nhung thay d6i vé tong trang @



4. Poc tinh truong dién
Tiém tinh mach Mecobalamin cho ch6 sin
chan ngan ¢ lidu 0,5 ; 5 ; 50 mg/kg/ngay trong
12 thang lién tuc. Nhung thay dbi vé tong trang
chung nhu cén ning, mdu va trong lugng cac
tang déu khong dang ké ¢ ca ba nhém dung lidu
khac nhau. V& mé bénh hoc, khi quan st bang
kinh hién vi quang hoc va kinh hién vi dién ti,
cho théy ¢6 su tang bach cau ua acid va thé tieu
bao cia cdc té bao biéu mé dng than gin o
nhém dung liéu 5 mg/kg/ngay hodc cao hon. O
nhém dung lidu 50 mg/kg/ngay thay cd sy tang
thé tiéu biao mao mach tiéu cdu va t& bao
kiipffer ¢ gan.
5. Nghién ctru vé sinh san

Tiém tinh mach Mecobalamin & lidu 0,5 ;5 ;
50 mg/kg/ngay cho chudt cdng trude khi mang
thai, trong giai doan sém cua thai ky, giai doan
hinh thanh céac tang, giai doan chu sinh va cho
con ba. Khéng c¢6 mot ddu hiéu bat thuong hay
di dang nao dugc phét hién ¢ bao thai va cac
chudt mdi sinh.

Mo ta dugc hoc
1. Methycobal Injection S00 pg
Methycobal tiém 1a mét dung dich mau do
trong sudt, chura trong dng tiém mau nau (loai
ong c6 mot diém cét)
pH:53-7,3
Ap suét thém thdu (so vdi dung dich nudc
mudbi sinh 1y): # 1
2. Dic tinh Iy héa cia hoat chit
Tén hoat chét
Tén hoa hoc

: Mecobalamin

Co - methyl - cobamid
Cong thuc phén tir: Css Hoi CoN 3014 P

Trong lugng phéan ttr : 1.344,40

NEC CHs CH:
NGO e Ce ~aN'HzCOCHz

-- CH2CH2CONH:

CH;O

Mecobalamin tdn tai tu nhién dudi dang tinh thé
mau dé sdm hodc bdt tinh thé, khong mui,
khong vi, it tan trong nudc, methanol va ethanol
va hdu nhu khong tan trong aceton, ether va
chloroform. Thubc hit 4m va bi 4nh séng phan
huy.

: a- (5,6-Dimethylbenzimidazolyl)-

Quy cich dong goi
Hop 10 ong x 1 ml

Han dung
36 thang ké tir ngay san xuat.

Bdo quan va sir dung

1) Thian trong: Cac 6ng tiém Methycobal dugc
déng gbi trong cic bao bi dé mé va bao vé
chbng 4nh sang (LPE) dé bao vé an toan trong
thoi gian bao quan, do do6 chi 1y dng thube ra
khoi hop LPE ngay trudce khi dung,.

2) Bdao quan: Bao quan dudi 30°C. Tranh &nh sang.

3) Ngay hét han: Thudc nay chi dugc sir dung
trugc ngay hét han ghi trén nhin va hop
thude.
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San xuit boi:

Nipro Pharma Corporation Ise Plant
647-240, Ureshinotengeji-cho, Matsusaka-shi,
Mie, Nhat Ban

Eisai Co., Ltd.
Tokyo, Nhét Ban

Theo gidy phép ciia:

Ngay xem xét stra doi,
cap nhat lai ndi dung
huéng din st dung
thude:

MBLA.VN/04.17V

TUQ.CUC TRUJNG
G PHONG A DA
P.TRUON / \ \ @//

Pham Thi Vi Hon

Pract. Otol. (Kyoto), 77:1241

Vitamin, 44:272 (1971)“ /




