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Mebaloget

(MECOBALAMIN 500mcg Tablet)

COMPOSITION

Each film-coated tablet contains:

Active Ingredients: Mecobalamin 500meg

Inactive Ingredients: Lactose Regular, Avicel PH - 102, Hydroxy Propyl Methyl Cellulose
(Pharmacoat 606), Croscarmellose Sodmm, Aerpsil 200, Propyl Gallate, Magnesium
Stearate, Instacoat Agua TTT Pink.

PHARMACEUTICAL FORM
Film-coated tablet

INDICATIONS

MEBALOGET (Mecobalamin) is indicated for the treatment of:
- Peripheral Neuropathies

- Megaloblastic .Anemia caused by Vitamin B, deficiency.

TOSOLOGY AND ADMINISTRATION

MERALOGET (Mecobalamin) Tablets can be taken with or without food. The dosage
may be adjusted depending on patient's age and symptoms.

The usual adult dosage for oral use is 3 tablets (1500meg) daily in three divided doses

CONTRAINDICATIONS
- Mecobalamin is contraindicated in paticnts who are hypersensitive to this drug or
any component ol this product or other By, containing products.

PRECAUTIONS

Mecobalamin should not be used for more than one month if there is lack of satisfactory
clinical response in patients with megaloblastic anemia probably due to vitamin B,
deficiency or with peripheral neuropathies.

PREGNANCY AND LACTATION
Mecobalamin is not recommended in pregnant and lactating women.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
The elfeet of Mebaloget (Mecobalamin) on the ability to drive or use machines has not
been assessed.

DRUG INTERACTIONS

Absorption of vitamin By, from the gastrointestinal tract may be reduced by neomyein,
aminosalycilic acid, histamine H2-antagonists and colchicine. Serum concentrations may
be deereased by concurrent administration of oral contraceptives, Many of these interactions
arg unlikely to be of clinical significance but should be taken into account when performing
assays for blood concentrations. Parenteral chloramphenicol may attenuate the effect of
vitamin By, in anemia.

ADVERSE EFFECTS
Generally mecobalamin is well tolerated. However a few side elfeets like GI discomlort
(including anorexia, nausea or diarrhea) and rash may be seen.

TELL YOUR DOCTOR OR PHARMACIST PROMPTLY ABOUT ANY OF THESE
OR ANY OTHER UNUSUAL SYMPTOMS.

THARMACOKINETICS

Vitamin By, substances bind to intrinsic factor, a glycoprotein secreted by the gastric
mucosa and are then actively absorbed from the gastrointestinal tract. Vitamin B, is
extensively bound (80%) to specific plasma proteins called transcobalamins: transcobalamin
II appears to be involved in the rapid transport of the cobalamins to tissucs. After oral
administration of single doses of 120meg or 1500meg of mecobalamin dose dependent
peak plasma concentrations were reached in 3 hours in both cases. Aller a single LM or
LV dose ol 500mceg, the time required for the serum total vitamin By level to reach a
peak (Tmax) was 0.9+ 0.1 hours afler .M and immediately to 3 min afler [.V administration.
The area under the blood concentration-time curve (AUC) at 144 hours after administration
was 204.1 + 12.9hr.ng/mL after LM administration and 358.6 + 34.4hr.ng/mL after LV
administration. The increment in peak serum total vitamin By level (Cmax) was 22.4
+ L.Ing/mL after .M administration and 5.0 + 8.9ng/mL after I.V administration.
Vitamin By, is stored in the liver (50%), excreted in the bile and undergoes extensi
enterohepatic recycling, Some of the B)5 secreted in the bile is excreted in the feces wh
the other part is excreted in the urine (40-80%), most of it in the first 8 hours. Vitamin By,
diffuses ucross the placenta und also appears in breast milk.

PHARMACODYNAMICS

1. Mecobalamin is the one and only homologue of Vitamin By, found in the brain that

participates in transmethylation. Mecobalamin is well transported to nerve cell

organelles than cyanocobalamin and plays the role of coenzyme in the synthesis of

methionine from homocysteine. It is also involved in the synthesis of thymidine from

deoxyuridine thus promoting nucleic acid protein synthesis.

Mecobalamin normalizes axonal transport of skeletal protein in sciatic nerve cells.

Tt exhibits neuropathologically and electrophysiologically inhibitory effects on nerve

degeneration in neuropathies induced by drugs such as adriamycin, acrylamide and

vineristine.

. Mecobalamin promotes the synthesis of lecithin, the main constituent of medullary
sheath lipid, by increasing methionine synthetase activity, thus promoting myelination
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(phosphaolipid synthesis).
4. Mecohalamin restores end-plate potential early induction by increasing nerve fiber
excitability in the crushed sciatic nerve. In addition, mecobalamin normalizes
diminished brain tissue levels of acetylcholine.
Mecobalamin promotes nucleic acid synthesis in the bone marrow and promotes the
maturation and division of erythroblasts thereby improving anemia, thus increasing
erythrocyte production.
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OVERODSAGE: have not reported yet.

STORAGE
Store at 25°C (Excursions permitted between 15°C-30°C)
Protect from light & moisture.

SHELF-LTFE
24 months from the manufacturing date.

PRESENTATION
Box of 3 Alu-Alu blisters X 10 film-coated tablets

WARNING:

- Read carefully the leaflet before use.

- For further information, please contact your doctor.
- This drug is dispensed on prescription only.

- Keep out of reach of children.

Manufactured by:

@ Getz

p harm aja29-3027,
(PvT)LIMITED | KILA., Karachi,
www.getzpharma.com | Pakistan VN01-200007355




Mebaloget Tablet 500mcg

(Mecobalamin 500mcg Tablet)

R( Thude k& toa

THANH PHAN

Hogt chit: Mecobalamin 500meg

Td dwoe: Lactose regular, Avicel PH — 102, Hydroxy Propyl

Methyl Cellulose (Pharmacoat 606), Croscarmellose Sodium,

Aerosil 200, Propyl Gallate, Magnesium Stearate, Instacoat

Aqua IIT Pink.

DANG BAOCHE

Vién nén bao phim

CHIDPINH

MEBALOGET (Mecobalamin) dugc chi dinh didutri:

> Banh Iy thin kinh ngoai bién

> Thifuméuhdng ciuto do thidu vitamin B,,

LIEU LUGNG VA CACH DUNG

Vién udng MEBALOGET (Mccobalamin) ¢6 thé duge ding

cling hodc khong cung thie &n. C6 thé diéu chinh liéu wiy theo

tubi va triéu chimyg cia bénh nhan.

Lidu thong thudmg cho ngudi 16n 1a 3 vién (1500 meg)/ngy,

chialam 3 [3n,

CHONG CHIDINH

- Mecobalaminbi chdng chi dinh dbivsi bénh nhin qua man
cam v&i thude nay hodc bat Ky thanh phin ndo cua thude
nay hodc nhitng san pham c6 chita B, khac.

THANTRONG

Khoéng nén st dung mecobalamin kéo dai qua 1 thang néu
khéng c6 dap iing didu tri trén 1dm aang thoa déng dbivoi cac
bénh nhan thidu mau hdng cau to, ¢6 thé do thidu vitamin By,
hodc do bénh than kinh ngoai bién.

SUDUNG KHIMANG THATVA CHO CONBU

Khuyén cao khong st dung mecobalamin trong thdi ky mang
thaiva cho con bu.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH
MAY

Tée dng cia Mebaloget (Mecobalamin) 1én kha nang 14i xe
hode van hanh may chua duge danh gia day du.

TUGNG TAC THUOC

Hip thu vitamin B, tir dudng da day-rudt ¢6 thé bi giam bai
neomycm aminosalycilic acid, cac chét dbi khang histamin
H,, va colchicine. Nong d6 thude trong huyét twong 6 thé bi
giam khi diing d6ng thoi véi vién udng tranh thai. Phin 1én cac
tuong tde ndy khéng b y nghia nghiém trong wén 1dm sing,
nhung can duge chi y khi do nong d6 thude trong mau. Thude
tiém chloramphenicol ¢d thd 1am giam téc ddng clia vitamin
B, ,trong didu i bénh thidumau.

TACDUNG PHU

Nhin chung mecobalamin dwge dung nap tét. Tuy nhién, 6 thé
gdp mét vai tdc dung phy nhu khé chiu da day-rudt (bao 2dm
chén dn, budn ndén hode tidu chay) va phat ban.

BAONGAY CHO BAC STHOAC DUGC SINEU GAP BAT
KY TRIEU CHUNG NAOG KE TREN HOAC CAC BAT
THUONG KHAC.

DUQCDONGHQC

Céc chat Vitamin B , gén vao yéu té noi tai— 1 glycoprotein tiét
bainiém mac da day va sau dd duoc hap thu cha ddng tir dudng
tiéuhoa. Vitamin B , gdn két nhidu véi protein huyét twong dic
biét, goi 1a transcobalamin (80%); transcobalamin [T dudng
nhu tham gia vo qud trinh van chuyén nhanh cobalamin vio
md. Sau khi uung lidu don 120 meg hodc 1500 meg
mecobalamin, néng 6 dinh wong huyét trong phy thude lidu
dat dwoc san 3 gi¢r d6i véi ca 2 lidu trén. Sau khi tiém bap (IM)
hogc ti€m tinh mach (IV) lidu 500 meg, ther gian can dé téng
ndng d6 vitamin B,, trong mau dat nong dd dinh (T, )12 0,9+
0,1 gid saukhi tiém bap va ndng dd dinh dat ngay 1ap tie hodic

sau 3 phut sau khi tiém tinh mach. Dién tich dudgi dudng cong

ndng d6 orong méu-thdi gian (AUC) tai thi didm 144 gid sau

khi tiém ba"lp 1a 204,1 £ 12,9 gidang/mL va 3586 + 34,4

gidng/mL sau khi tiém tinh mach. Su tang thém ndng d¢ dinh

cua vitamin B, trong mau (C,) 12 22,4 = 1.1 ng/mL sau khi
tiém bép va 85,0+ 8,9 ng/mL saukhi tiém tinh mach.

Vitamin B, duge du ot trong gan (50%), bai tiét qua mjt va

chuyén hoa nhidu qua vong rudt- gan. MoLitB,, bai tidt quamat

bi thai tiir trong phan trong khi phin con lai duge thai trir qua

nude tidu (40-80%), hiu hét trong 8 gitr ddu. Vitamin B,,

Khuéeh tin qua nhau thai va vio sita me.

DUQCLUCHOQC

1. Mecobalamin 13 chit ddng ding duy nhét ciia vitamin B,
duge Him thiy tong ndo, tham gia vio phén Gmg chuyén
nhém methyl. Mecobalamin duge van chuyén 1t vao cdc
bao quan ciia té bao thin kinh hon cyanocobalamin va
dbng vai trd coenzyme trong téng hop methionine tir
homocystein. Mecobalamin cing tham gia vao qua trinh
tong hop thymidine tr deoxyuridine, nh& vy thic day
téng hop protein acid nucleic.

2. Mecobalamin on dinh vin chuyén qua soi true clia protein
xuong trong t& bio than kinh héng. Mecobalamin bidu
hign tdc déng e ché sy thodi glang thin kinh v& ca dién
sinh 1y va bénh hoc trong bénh Iy thin kinh giy ra béi cic
thudc nhu adriamyein, acrylarmde vavincristine.

3. Mecobalamin thic diy tbng hop lecithin, thinh phin
chinh cia 16p lipid cia bao myelin, bing cach ting hoat
déng men tdng hop methionine, tir 46 thuc ddy s myelin
hoa (thng hop phospholipid).

4. Mecobalamin phuc hdi cam tng sém dién thé dia cudi
béng céch 1am ting tnh kich thich soi than kinh & ddy than
kinh hong bi chén ép. Hon nilta, mecobalamin binh thuwdmg
héandng d6 acetyleholine bi giam mé nio.

5. Mecobalamin thiic diy téng hop acid nucleic trong tiy
xuong va thie ddy sy tudng thanh va ~phén chia cta
nguyén hong Lau tir d6 cal thlen bénh thiéu mau, va ting

san sinh hdng cu.
QUALIEU:
Hign vin chua 6 bio cdo auomg hop ndo st dung qud lidu trén
ngudi.
BAO QUAN

Bao quan & 25°C (dao ddng nhiét dd cho phép tir 15-30°C)
Béo quannoi khd, mat, trinh sdng va Am.
HANDUNG
24 théng ké tir ngity san Xudt
QUYCACHDONG GOI
Hép 3 vinhém x 10 vién nénbao phim
LOIKHUYEN:
- Dockyhudng din sivdung truwde khiding.
- Néu cdnthém thong tin, xin hoi y kién bic ST
- Thudc ndy chidiing theo syrké don ciia théy thubc.
- Déxatimiayréem.
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