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Vién nén bao dwong
Mecobalamin

Thubc nay chi ding theo don thude.

Dé xa tAm tay tré em.

Poc ky hwéng dan sir dung trurée khi dung.

Tén thude

Methycobal 500 pg

Thanh phan cong thirc

Thanh phan hoat chét: Mdi vién chita 500 g mecobalamin.

Thanh phdn td dwgc: Calcium stearate, Microcrystalline cellulose, Lactose
hydrate, Corn starch, Hydrated silicon dioxide, Precipitated calcium carbonate,
Talc, Titanium oxide, Pullulan, Macrogol 6000, Povidone, Hydroxypropylcellulose,
Stearic acid, White shellac, Carnauba wax, Sucrose.

Dang bao ché =
Vién nén bao dudng mau trang, tron, 16i 2 mat, in chit 322 mau dd trén mot mit.

Chi dinh
Céc bénh 1y than kinh ngoai bién.
Khong nén sir dung Methycobal qua 1 thang trir khi thude c6 hidu qua.

Lleu ding, cich ding

Liéu thong thuong déi v6i ngudi 16m 1a ubng 3 vién/ngay (1.500 pg mecobalamin)
chia 3 14n, dung duong uéng.

Nén chinh liéu theo tudi bénh nhan va tri¢u chung.

Chong chi dinh

Bénh nhan ¢4 tién sit qua min v6i Mecobalamin hay bat ky té duge nio.

Canh béo va thin trong khi ding thude

(1) Canh bao chung
Khéng nén dung thubc trong nhidu thang néu khong thiy dap vmg sau mot
thoi gian dicu tri.

(2) Thuoc chira lactose va sucrose. Bénh nhén c6 véan dé di truyén hiém gap
khong dung nap galactose hoac fructose, thiéu enzyme Lapp lactase hodc
kém hép thu glucose -galactose hodc thiéu enzyme sucrose-isomaltase khong
nén dung thudc nay.

(3) Bbi véi céc thube dong trong vi bdm (PTP), cin hucmg dén bénh nhan lay
vién thudc ra khoi vi trudce khi sir dung. [Theo bao cao ghi nhan duge, néu
nuot vi PTP, go séc cua vi co thé dam thiing niém mac thuc quan, gdy thing
va dan dén l’).hUl'lg bién chimg nghiém trong nhu viém trung that].

(4) Khong khuyen céo sur dung methycobal liéu cao, kéo dai cho bénh nhan c

nghé nghiép tiép xitic véi thiy ngan hodc hop chét chira thily ngan.
Str dung | thude cho phu nir ¢6 thai va cho con bi
Chura thiét 1ap dir li¢u an toan ctia vién nén METHYCOBAL trén phu nif c6 thai.

Chi nén diing thudc ndy cho phy nir ¢6 thai hodc phu nir nghi ngd dang c6 thai
néu lgi ich diéu tri dy tinh cao hon bét ky nguy co nao c6 thé xay ra.

Anh huo’ng ciia thube 1én kha nang 14i xe, vdn hanh may moc.

Dua trén cac dédc tinh dugce luc hoc va cic béo cédo ve phan u-ng phu, khong chic
14 METHYCOBAL c¢6 1am suy gidm khd ning lai xe hodc sir dung may moc.
Tuwong tic

Chura ghi nhén tuong tac thuoc dac hiéu nao.

Téc dung khong mong muon

Téc dung khong mong mudn duge bdo cio trén 146 trong tong s 15180 bénh
nhan (0,96%). (Tai thoi diém két thic nghién ctru v2 ty 1¢ tac dung khong mong

mudn).
Téc dung khéng mong mubn duoc béo céo theo hé co quan va tan sudt gap.
ft gap Hiém gip
R0i loan tiéu hoa Giam ngon miéng, buon
n6n/nén va tiéu chay
Qué man* Phat ban

*Nén ngimg diéu tri vi Methycobal khi gap phai nhimg téc dung phu nay.

Théng bdo ngay che bdc si hogc dugc si nhirng phén vng cé hai gap phdi khi

st dung thuéc

Qua liéu

Khong ¢6 dit liéu vé st dung thube qua liéu, khong ding qua lidu chi dinh cia

thuoc

Thuée giai doc dic hiéu chua duge biét.

Dugc lue hoe

1. Mecobalamin la mjt logi coenzym vitamin B 2 nji sinh
Mecobalamin giit vai tré quan trong trong viéc chuyén methyl nhu mot
coenzym trong sw tong hop methionine tir homocysteme

2. Mecobalamin dugc vin chuyén higu qua dén cic co quan 16 bao thin kinh
va ting cmmg tong hop acid nucleic va protein
0 chudt cong, mecobalamin dugc van chuyén dén cac co quan té bao than
kinh tot hon so voi cyanocobalamm Trong thuc nghi¢m véi céc té bao ¢6
ngudn goc tir nfio va cdc té bao than kinh tay song, da ghi nhan c6 lién quan
trong su tong hop, thymidine tir deoxyuridine, tang st dung acid folic bi &t
dong va tang chuyén hoa acid nucleic. Ngoai ra, mecobalamin con tang cudng
tong hop acid nucleic va protein & chudt nhat nhiéu hon so véi cobamamide.

3. Mecobalamin ting cwong sw vin chuyen qua sgi tryc va tdi sinh sgi tryc
Mecobalamin binh thuong héa sw véan chuyén qua soi truc trong té bao than
kinh toa & chuft cong da dugc gay bénh dai thao dudng bang streptozotocm
Mecobalamin cho thiy tic dung trc ché v& mat bénh hoc than kinh va di¢n
sinh Iy trén sur thodi hoa day than kinh trong cac bénh than kinh gay ra do
thubc nhu adriamycin, acrylamlde va vincristine (¢ chugt cbng va tho), trong
cac md hinh thoai héa soi truc & chudt nhat va bénh than kinh & chudt céng
bi bénh déi thao ducmg tw phat.

4. Mecobalamin ting cu’a’ng tgo myelin (téng hop phospholipid)
Mecobalamin ting cuong tong hop lecithin la thanh phén chinh cia lipid

|

cua bao tuy song va tdng tao myelin cua cic té bao than kinh trong nuéi ciy
md chudt cong tot hon so véi cobamamide. .
A Mecaba[amm phuc héi sw dan truyen chdm qua synap va phuc hot sw

gidm chit dén truyén than kinh tré vé binh thmmg

Mecobalamin phuc hoi sém cam img co thé c6 & mang tan cing bing cach
lam tang tinh dé bj kich thich cua soi thin kinh trong t¢ bao than kinh toa da
bi dé ép & chudt cong. Ngodi ra, mccobalatmn binh thuémg héa mic acetylcholin
trong mo nédo da bi giam cua chudt cong duge cho ché d6 an thiéu cholin.

Dirge dong hoc

1. Ding lidu don 2
Sau khi cho nhitng ngudi nam tinh nguyén khoe manh uong mét lidu don
120 pg hodc 1.500 pg v ¥ METHYCOBAL lic d6i, nong dd vitamin B]z
toan phan cao nhat trong huyét thanh dat dugc cho ca hai lidu sau 3 gio va
phu thude lidu. Thoi glan ban huy, sy gia ting néng dq vitamin B toan
phan trong huyet thanh va dién tich dudi duong congm(mg db trong huyét
thanh sau 12 gis (AAUC'3) duoc the hién trong biéu do va bang dudi day.
40 - 90% lwong vitamin B1, toan phan tich lily bai tiét trong nuéc tiéu 24
gid sau khl dung di dugc bai xuat trong vong 8 gior dau.
Luu ¥) Lidu don 1.500 pg chua dugc duyét.

< (pg/mL)

o

s

e o300 0 1500 ug/ ngusi

S5 A 120 pg/ ngudi

g5 ™ =5

E2 100f

e

s = Oﬁ;ﬁir—’%—?\t

5

Z 100 b s : ]
pre6 12 24 32 48 i

Thdi gian

St gia ting ndng dd vitamin By, toan phin trong huyét thanh

Lidu ding | Toax (i9) | Crax ACpax | ACmax | AAUCE (i | 17

(pgml) | (pgml) | (%) pgmLl) | (giv)
120pg | 2,8%02 | 743+47 | 37:15 | 51221 168+58 NA.
1500 pg | 3,6£0,5 | 972455 | 255:51 | 36,0:79 | 2033510 12,5

Trung binh + S.E., n=8

T Duo‘c tinh theo phuong phap hinh thang tir sy gia ting duoc quan sat & cac

tri s sau 12 gid, khi so véi céc tri s0 trudc khi dung thude.
*2 Pugc tinh tir trung binh cua cac tri s6 sau 24-48 gio.

2. Ding liéu lgp lai
Nong 40 vitamin B17 toan phan trong huyet thanh da dugc xac dinh & nhimg
ngudi nam tinh nguyén khoe manh uong lieu METHYCOBAL 1.500 jig/ngay
trong 12 tudn lién tiép. Nong dé vitamin By, toan phin trong huyet thanh
ciing d4 dwoc x4c dinh & nhom bénh nhan nay trong 4 tuan ngay sau khi
ding lidu cuéi cing. Néng dd trong huyet thanh tang Ién trong 4 tudn dau
sau khi dung, dat dén mt tri so cao gap hai lan nong d6 ban dau. Sau d6, cé
su tang din dat dén mot nong do cao nhét gap khoang 2,8 14n tri s6 ban dau

— vao tuan thir 12 dung | thuée. Nong dé trong huyét thanh glam sau khi dung

lidu cudi cung (12 tuan) nhung van con gap khoang 1,8 nong d6 ban dhu
sau khi dung lidu cudi cung 4 tuan.
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S E 10~ —x— Methylcobalamin (n=5)
= —a— Adenosylcobalamin (n=5)
S --#-- Cyancobalamin (n=5)

4 --0-- Hydroxocobalamin (n=5)
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Théi gian

pre 4 8

Quy cach déng goi

Hop 3 vi x 10 vién nén bao dudng

Hép 50 vi x 10 vién nén bao dudng

Piéu ku;n bdo quin

Béo quan & nhiét d6 phong khong qua 30°C, tranh anh séing va tranh a 4m sau khi
mé hop.

Han diing

36 thang ké tir ngay sén xuét

Tiéu chuén chat lrgng: Tiéu chuin co s&

Co sé sian xuat

Co 56 séin xudt bin thanh phim:

Bushu Pharmaceuticals Ltd. Misato Factory

950, Hiroki, Ohaza, Misato-machi, Kodama-gun, Saitama-ken, Nhat Ban

Theo uy quyén cua: Eisai Co., Ltd., Tokyo, Nhat Ban

Co s¢ déng gdi: Interthai Pharmaceutical Manufacturing Ltd.
1899 Phaholyothin Road, Ladyao, Chatuchak, Bangkok 10900, Thai Lan

111400333
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