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VITAMIN B12

Cyanocobalamin 1000mecg/iml - LM

Pharmaceutical form: solution for injection.
Composition: each 1 mlcontains:

CHanOBODAIAMIN.. ... e e eeserimeesrtessesanasasassossarsssnsasssssresnaras 1000mcg

Excipients: sodium chloride, hydrochloride acid 0.1N, distilled water

FOT INJECHION ceerveeieeerreeeeeee s eee e e e e ee s e eenae e e e nnrsneaenennes q.s.f1ml
Effects:

- Vitamin B,, has hematopoietic effects.

- The Vitamin B,, deficiency can cause anemia and some neurological
disorders
Pharmacodynamics:

Cyanocobalamin is one of two types of Vitamin B,, having
hematopoietic effects. In humans, this cobalamin forms activated
coenzyme such as methylcobalamin and 5 - deoxyadenosylcobalamin
essential for cell replication and growth. Methylcobalamin is essential for
creating methionine and S-adenosylmethionine derivatives from
homocysteine.

Vitamin B,, is essential for all the tissues with cell growth rates as
strong as the blood-forming tissue, intestines, uterus. Vitamin B,,
deficiency also causes demyelination of nerve fibers.

Pharmacokinetics:

After intramuscular injection, peak plasma concentrations are
reached after 1 hour. After absorption, vitamin B,, is bound to
transcobalamin Il and eliminated from plasma to distribute into the liver
parenchyma. The liver is vitamin B,, stockpile for other tissues.
Approximately 3 micrograms of cobalamin excreted in bile per day, of
which 50-60% is the derivative of cobalamin not reabsorbed back.
Indications:

- Treatment of blood diseases: Pernicious anemia and macrocytic
(spontaneous or after gastrectomy).

- Relieve neuralgia (nerve pain is, neuralgia neck - arm, pain due to
neuropathy)

- Treatment of Vitamin B,, deficiency disease caused by SPRU
disease (digestive disorders, the body doesn't absorb vitamin B,,), fat-
diarrhea, cut 1 part of stomach or are infected with hookworm.

- Prevention from anemia combined Vitamin B,, deficiency in
patients with gastric resection or wide excision ileum, malabsorption.
Contraindications:

- Have a history of allergy to cobalamin (vitamin B,, and related
matters);

- Tumor Malignancy: Because vitamin B,, increases the tissue growth
with high growth rates, it causes the risk of tumor progression;

- The atopic allergic diseases (asthma, eczema).

Precautions:
Notindicated when no definitive diagnosis

Vehicle and machinery operators:

The drug does not affect the ability to drive and use machines
Pregnant women and nursing mothers:

Medicines used for pregnant women and nursing mothers.
Undesirable effects (ADR):

The allergic reaction due toimmune is rare, but sometimes is serious
and causing death after injecting preparations contain cobalamin.

Rarely, ADR <1/1000

- Body: Anaphylaxis, fever.

- Skin: acne-form reaction, urticaria, pruritus, erythema.

Tell your doctor about any adverse reaction while using drug.
Dosage and administration:

- Treatment of pernicious anemia or macrocytic anemia:

+ If not related to neural factors ,250-1000 micrograms
intramuscularly, every otherday in 1to 2 weeks. After that, treatment with
250 micrograms maintain weekly until blood return to normal. The
maintenance dose is 1000 micrograms/month.

+ If problems related to the nervous system, 1000 micrograms
intramuscularly every other day until the situation improved.

- Cure neuropathy: when damaging nerve, use 1000 mcg every other
day until situation improved. Early nerve symptoms can completely
empty if treated early with vitamin B, .

- Vitamin B,, deficiency in adults: Intramuscular injection of 100
micrograms / day in 7 days, then treatment every other day in 2 weeks,
then in the next 3-4 weeks use one dose every 3-4 days . Afterimproved,
monthly maintenance dose: intramuscular 100-200 micrograms / 1 time.
When necessary, adjust the dose to maintain hemoglobin number over
4.5 million/mm3.

- Vitamin B,, deficiency in children: The total usual dose of
intramuscular or subcutaneous injection is 1-5 mg, for injection 100
micrograms one time in 2 weeks . To maintain, intramuscularly or
subcutaneously at least 60 micrograms per month.

- Prevention from anemia combined Vitamin B,, deficiency in
patients with gastric resection or wide excision ileum, malabsorption:
intramuscularly 250 - 1000 micrograms /one time per month and
maintain in a lifetime.

Drug Interactions:

- Neomycin, aminosalicylic acid, H2 antihistamines, omeprazole,
colchicine may reduce absorption of Vitamin B,, in the gastrointestinal
system.

- The Pill reduces the concentration of vitamin B,,in serum.

- Using Chloramphenicol injection can reduce the effect of vitamin
B
Overdose and tackling:

No reports of overdose. No overdose indicated.

Incompatibility:

Vitamin B,; can be mixed in solution with vitamin B,, vitamin B, or with
iron fumarate, ascerbic acid, folic acid, copper sulfate, or with iron fuctose
and folic acid in several injections.

Shelf- life: 36 months from the date of manufacture.
Storage: In a dry place, temperature not exceed 30°C, protected from
light.
Specification: Vietnamese Pharmacopoeia 5
Presentation: Ampoule 1 ml. Box of 20 ampoules, Box of 100 ampoules,
enclosing a leaflet.
Notice: - Take the drug in a way prescribed by the doctor.
- Read the enclosed leaflet carefully before use.
- Keep out of the reach of children.
- For further information, please consult the doctor or pharmacist.

Manufactured by

HAI DUONG PHARMACEUTICAL MEDICAL MATERIAL JOINT STOCK COMPANY

rd, Hai Duc
18001107 -

rovince: Viet Nam
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VITAMIN B12

Cyanocobalamin 1000mcg/iml - T.B

Dang bao ché&: Dung djch thudc tiém

Thanh phén:
Hoat chat:
Cyanocobalamin..cc. crcesssasnsnes A 1000 meg
Ta dudc: Natri clorid, acid hydrociorld 0,1N, nudc cat pha tiém

.......................................................................................... viradd 1 ml
Tacdung

- Vitamin B,, c6 tac dung tao mau.

- Cd thé thiéu hut Vitamin B,, gay thi€u mau héng céu va mét sé rdi
loan than kinh.,

Dugc luc hec:

Cyanocobalamin | 1 trong 2 dang ciia Vitamin B,, déu c6 tac dung tao
mau. Trong co thé ngudi, cac cobalamin nay tao thanh cac coenzym hoat
déng la methylcobalamin va 5 - deoxyadenosylcobalamin rét cén thiét
cho t& bio sao chép va ting trudng. Methylcobalamin rdt cin dé tao
methionin va d&n chatla S- adenosylmethionin tit homocystein.

Vitamin B,, rdt c4n thiét cho tdt ca cac mé c6 téc do sinh trudng té bao
manh nhu cdc mé tao mau, rudt non, tif cung. Thiéu vitamin B,, cling gay
htiy myelin sgi than kinh.

Dugc dong hoc

Sau khi tiém bap, néng dé dinh trong huyét tuong dat dugc sau 1 gid.
Sau khi hédp thu, vitamin B,, lién két vdi transcobalamin Il va dugc loai
nhanh khoi huyét tudng dé phan bé uu tién vao nhu md gan. Gan chinh &
kho du trif vitamin B,, cho cac mé khéc. Khoang 3 microgam cobalamin
théi trif vao mat méi ngay, trong dé 50 - 60% & céc d&n chét clia cobalamin
khéng tai hdp thu lai dugc.

Chidinh:

- Didu trj cac bénh vé mau: Thigu mau &c tinh va thi€u mau héng cau
to (tu phat hoac sau khi citda day).

- Chiia dau day than kinh ( dau day than kinh toa, dau day thén kinh cd
- c&nh tay, dau do cac bénh than kinh)

- Diéu tri thidu hut Vitamin B,, do méac bénh Spru (tiéu hoa bj rdi loan,
lam cd thé khang hap thu dudc vitamin B,,), bénh fa chay ma, cat 1 phan
daday ho#c dang bi nhiém giun méc.

- Du phong thiu mau két hgp thiéu hut Vitamin B,, & bénh nhan catbd
da day hodc cat bé réng hdi trang, rdiloan h&p thu.

Chéng chidinh:

- Co tién sl di dng v6i cac cobalamin (vitamin B,, va cac chét lién
quan);

- U ac tinh: Do vitamin B,, 1am tang trudng cac md co tdc dé sinh
trudng cao, nén co nguy cd lam u tién trién;

- Ngudibénh cd diaditing (hen, eczema).

Thantrong:
Khéng chi dinh khichua cé chdn doén xéc dinh.
Tac dong chia thuBc khi 14i xe va van hanh may moc:
Thudc khéng anh hudng tdi kha nang lai xe va van hanh may méc

Sitdung thudc cho phu niimang thai va chocon bi:

Thuée diing duge cho phu nd mang thai va cho con bu.
Tac dung khéng mong mudn (ADR):

Céc phén (ing di ting do mi&n dich tuy hiém, nhung doi khi rdt nang cé
thé gay chét ngudi sau khitiém cac ché phdm cé cobalamin.

Hiém gap, ADR <1/1000

- Toan than: Phan vé, sét.

- Ngoai da: Phan (tng dang trifng c&, may day, ngda, dé da.

“Théng bdo cho béc sy tac dung khéng mong mudn gap phai khi st
dung thuéc”

Liéulugng va cach dung:

- Chia thiu mau &c tinh hodc thiéu méau héng cau to:

+ NEu khéng lien quan dén yéu t6 than kinh thi tiém bap 250-1000
microgam, cach ngay, kéo dai trong 1-2 tuén. Sau dé diéu trj duy tri béng
250 microgam hang tudn cho dén khi mau trd lai binh thuging. Ligu duy tri
|a 1000 microgam/thang.

+ NBu c6 su lién quan dén hé than kinh thi tiém bap 1000 microgam
céch ngay cho dén khi tinh trang dudc cai thién.

- Chita dau day than kinh: khi cé tén thudng th&n kinh ding 1000 mcg
céch ngay 1 14n va kéo dai dén khi da. Céc trigu chiing sém vé than kinh cé
thé hoan toan hét néu dudc diéu trj sém bang vitamin B,,.

- Thiéu hut vitamin B,, & ngudi IGn: Tiém bap 100 microgam/ngay trong
7 ngay, sau dé diéu trj cach ngay thém 2 tudn, sau do trong 3-4 tuén tiép
theo thi ¢ 3-4 ngay lai ding 1 liéu. Sau khi d8, liéu duy tri hang thang:
tiém bap 100 - 200 microgam/1 14n. Khi ¢&n, diéu chinh liéu dé duy tri s8
Iugng héng cau trén 4,5 triéu/mm”.

- Thidu hut vitamin B, 8 tré em: Téng liéu théng thudng tiém bap hodc
dudi da 14 1 - 5 mg, cho tiém 1 I&n 100 microgam trong vong 2 tuan hoéc
han. D& duy tri, tiém bép ho#c dudi da it nhat 60 microgam méi thang.

- Déivédi du phong thidu mau két hgp thigu hut Vitamin B,, & bénh nhan
cét bd da day hodc cét bd réng héi trang, réi loan hép thu: tiém bap 250-
1000 microgam, mbi thang 1 1&n. Viéc bd sung béing duding tiém phai duy
tri sudt doi
Tuong tac thudc:

- Neomycin, acid aminosalicylic, khang histamine H2, omeprazole,
colchicine cé thé lam giam hap thu cla Vitamin B,, & hé tiéu hoa.

- Thuéc tranh thai lam gidm néng dé clia Vitamin B,, trong huyét thanh.

- 8if dung Cloramphenicol dudng tiém c6 thé lam gidm tac dung cla
Vitamin B,,.

Quaé liéu va x{iri:

Chua cé bao céo vé viéc dung thudc qua liéu. Khéng ding qua liéu chi
dinh.
Tudng ky

C6 thé tron vitamin B, trong dung dich v&i vitamin B,, vitamin B, hoéc
vdi fumarat sat, acid ascorbic, acid folic, sulfat ddng, ho&c véi fructose sat
va acid folic trong mét s6 dang thudc tiém.

Han diing: 36 thang k& tif ngay s&n xudt.

Bao quén : D& noi khé rao, nhiét do khéng qua 30°C, tranh anh sang.

Tiéu chudn chéat lugng : DBVN V

Trinh bay: Ong 1 ml. Hop 20 8ng, hop 100 8ng, kém hudng d&n sl dung.
Chay: - Thube nay chidang theo don clia bac sy.

- Boc ky hudng dan sir dung trudc khi ding.

-Péxatidmtay tréem. Néucénthém théng tin xin hoi y kién Béc sy.

San xual tai

CONG TY CC) PHAN Dugc VAT TU Y TE HAI DUONG

tinh Hai Duang
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