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Scanneuron

Name of the medicinal product

Scanneuron

Special notice and recommendation

Keep out of reach of children

Read the package insert carefully before use

Quailitative and quantitative composition

Active ingredients: : T
Vitamin B (Thiamine nitrate) ... LN I E DRV RN 100 mg
Vitamin B, (Pyridoxine hydrochloride). ;
Vitamin B,, (Cyanocobalamin)
Excipient /ngred/ents
Saccharcse, wheat starch, sodium starch glycolate, povrdone K30,
microcrystalline cellulose M102, magnesium stearate, ‘eudragit 1100,
triethyl “citrate, - ponceau’ 4R lake, " tartrazine ‘lake, hypromellose
(pharmacoat 606), macrogol 6000, talc, titanium-dioxide.
Pharmaceutical form

Film-coated tablet.

‘Oval‘shaped, red film-coated tablet; engraved "SCAN" on one side and

plain on the other side.

Indications

Treatment of nervous system dlsturbances eg. neuralglas penpheral
optic; diabetic- and ‘alcoholic . neuritis, polyneuritis;- -paresthesia,
hyposthenia, sciatica and convulsion due to hyper-rrntabllrty of the
central nervous system:

- Administration and dosage

Scanneuron is taken orally.

Take 1 - 2 tablets x 1 - 3 times daily or as dlrected by the physmran
Contraindications

Hypersensitivity to vitamin B,, vitamin B, cobalamins (vrtamm B,, and
related substances) and any components of the'drug.

Malignant tumor: Since vitamin® B, is related to the development of
tissues -which high growth “rate, may be" the ' risk to' impuise the
development of these tumors. :

Special warnings and precautions for use

The effect and safety on children have not been established.
Neurotoxicity as development of severe peripheral neuropathies and
severe ‘sensory neuropathy may be-seen after prolonged ingestion of
as little as 200 mg of vitamin B, per day, and symptoms of dependency
have been noted in aduits given' 200 mg daily; for over 30 days.
Vitamin B,, should, if possible, not be' given to patients with suspected
vitamin'B,, deficiency without first confirming the diagnosis:

 Scanneuron - contains ' saccharose. “Patients “with " rare" hereditary

problems of fructose intolerance, glucose-galactose malabsorption or
slicrase-isomaltase insufficiency should not take this medrcrne
Pregnancy and lactation

Pregnancy

The usual precautions should be observed when admmlsterrng drugs
during pregnancy, especrally in the first trimester. ::

. Lactation

In high- doses,: vitamin ‘B may mten‘ere with" prolactin release and
should:only be with cautron in nursing mothers. ;

Effects on ability to drive and use machines

None known:

Interactions and incompatibilities with other drugs

Drug interactions

Vitamin B: Reportedly may enhance the effect of neuromuscular

blocking agents

Vitamin By

+ Vrtamm B, reduces the effects of levodopa but this does not occur if
a dopa decarboxylase inhibitor is also given.

+ Vitamin B, reduces-the activity' of: altretamine; decreases serum
concentratrons of phenobarbital and phenytoin.

-+ Many: drugs may increase the requirements for vitamin BG; such drugs

include hydralazine, isoniazid, penicillamine, and oral contraceptives.
Vitamin B, : -
+ Absorption of vitamin B,, from- the gastrointestinal: tract ‘may be
reduced by neomycin, aminosalicylic acid; histamine-H;-antagonists,
and colchicine.
+ Serum concentrations- of ‘vitamin- B, ‘may- be decreased by
concurrent use of oral contraceptives.
Drug incompatibilities
In the absence of incompatibility studies, this medicinal product must
not be mixed with other medicinal products.

12, Adverse reactions
Rare (1/10,000 s ADR < 1/1000)

- Vitamin B,: Adverse effects with vitamin B, are rare, but hypersensitivity
reactions have occurred, mainly.after parenteral doses.

- Vitamin B Long-term use of doses of vitamin B, (200 mg/daily more
than 2 months) is associated with the development of severe peripheral
neuropathies Rare: nausea and vomiting.

- Vitamin B, Rarely adverse reactions include anaphylactlc fever,
reactions wrth acne form; urticaria, pruritus; skin flush.

13. Overdosage and management
Patients receiving vitamin B, high dose 2 - 7 g/day. (or:more than
0.2 g/day for more than 2 months) have developed sensory neuropathy
with associated ataxia and numbness of the hands and;feet. When

. vitamin B is discontinued, symptoms will lessen in 6 months.

i4. Pharmacodynamlc properties. ;

.. - Pharmacotherapeutic group: Vitamin B in comblnaﬂon W:th vitamin B,
and/or vitamin B, ;

ATC code: AllDB :

Scanneuron is a high dosage combmatron of neurotropic vrtamlns Itis
the preparation of choice in maintaining body efficiency during sickness
and physical-psychological overwork:

- Vitamin B, is required for carbohydrate metabolism. Vitamin B, deficiency
results in beri-beri and Wernicke's encephalopathy syndrome. The organ
systems principally affected. by thiamine deficiency are the peripheral
nervous system, cardiovascular system, and gastrointestinal tract.

— .. Vitamin B, is rapidly converted to the co-enzymes pyridoxal phosphate
and pyndoxamxne phosphate which play an essential role in protein
metabolism. Convulsions and hypochromic anaemla have occurred in

' infants deficient in pyridoxine.

=" Vitamin' B, is’ required for nucleoprotein and myelin synthesis, cell
reproduction, normal growth, and the maintenance of “normal
erythropoiesis. Vitamin B, can be converted to coenzyme B, 'in tissues,
and as such'is essential for conversion of methylmalonate to succinate
and synthesis of methionine from homocysteine.:In the absence of
-coenzyme' B;; tetrahydrofolate cannot be regenerated from its inactive
storage form, S5-methyl: tetrahydrofolate;: and: ‘a- functional folate
deficiency:.occurs, Vitamin ' B,, - deficiency - resuits - in - megaloblastic
anemia, gastrointestinal lesions, and neurologic damage that begins
with an inability to produce myelin and is followed: by. gradual
degeneration of the axon and.nerve head.

15. Pharmacokinetic properties

- Vitamin B, is: absorbed from the gastro~|ntestma| tract It is. widely

) drstnbuted to most body tissues, and appears in breast milk. Within the
cell, vitamin B, is mostly present as the diphosphate. Vitamin B, is not
stored to any apprecrable extent in the body and.amounts in excess of
the, body's requirements are excreted in the urine unchanged or as
metabolites.

- Vitamin B, is readily absorbed from the gastromtestmal tract after oral

“doses and is converted to the active forms pyridoxal phosphate. They
are stored mainly in the liver where there is oxidation to 4-pyridoxic
acid and other inactive metabolites which are excreted in the urine. As
the dose increases, proporiionally greater ‘amounts are excreted
unchanged “in “the “urine. Pyridoxal crosses the placenta and is
distributed into breast milk.

~ie Vitamin'B,, 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:to- specific

» plasma proteins.called transcobalamins; transcobalamin () appears to
be involved in the rapid transport of the cobalamins to tissues: Vitamin

- By, is-stored:in the liver;-excreted in the bile, and:undergoes extensive
enterohepatic recycling; part of a dose is excreted in the urine; most of
it in the first 8 hours. Vitamin B, diffuses across.the placenta and also
appears in breast milk.

16. . Packaging
Blister of 10 tablets. Box of 10 blisters.

Bottle of 100 tablets. Box of 1 bottie.

. .Bottle ‘of 500 tablets.

17. 'Storage condition, shelf-life, specnflcanon

17.1. Storage condition
Store in a well-closed contamer in a dry place, protect from Irght Do
notstore above 30°C

17.2. Shelf-life Q
36 months from the date of manufactunng 3
17.3. Specification 8
In-house =~ =+ 7 g
18.“Name, address of manufacturer: o
Stellapharm J.V. Co., Ltd. - Branch.1
; =’ 40 Tu-Do Avenue; Vietnam; -:Singapore Industrial Park,
An Phu Ward, Thuan An; Binh Duang; Vietnam
STELLA Tel: (+84 274) 3767 470 Fax: (+84 274) 3767 469




Rx Thuc nay chi ding theo don thudc

Scanneuron

Tén thubc

Scanneuron

Céc déu higu lvu y va khuyen ¢é0 khi ding thudc
DE xa tam tay tré em

Boc k§ hwéng din st dung truée khi ding:

Thanh phén céng thivc thufc

Thanh phan hoat chat: -
Vitamin B, (Thiamine nitrate)
Vitamin B (Pyridoxine hydrochloride)
Vitamin B12 (Cyanocobalamin).....
Thanh phan ta duoc:

Pudng tréng, tinh bot IGa mi, tinh bdt natri glycolat; “povidon K30,
microcrystallin celiuiose M102, magnesi stearat; eudragit-£100; triethy!
citrat, ponceau 4R lake, tartrazin Iake. hypromellose (pharmacoat 606),
macrogol 6000, taic, titan dloxyd '

 Dang bao ché

Vién nén bao phlm

Vién nén oval, bao phlm mélu do, mot mat khac “SCAN" mot mat tron.
Chi dinh

PiBu tri cac r6i'foan vé hé than kinh nhw dau’ day than kinh, viem day than
kinh ngoal bign, viém day than kinh mét, viém day than kinh do tiéu
dudng va do regu, viem da day than kinh, di cdm, nhwoc sie, dau than
kinh toa va co git do ting tinh dé kich thich cta heé than kmh trung wong.
Céach dung, lidu diing .,

Scanneuron duoc ding béng dudng uong

UBing 1 - 2 vién x.1 - 3 [an/ngay hodc theo hwdng dan clia bac st.
Chong chi dinh :

Qué méan voivitamin. B, ) wtamm B,;:cobalamin (vitamin B, va céc chét
lién quan)-va bat ky thanh phan nao cla thude.

U:ac tinh: Do vitamin B, ;-c6 lién quan d&n s phét trién clia cécmo 66
t6c.d6 sinh truedng.cao, nén ¢6 nguy co thic day s tién trién cla cac
khoi u nay. .

Canh béo va thén trong khi diing thude

Hiéu gua va tinh an toan trén tré em'chwa duoc danh glé ;

Sau thori gian dai ding vitamin B, voi li8u 200°'mg/ngay, da thay biéu
hién déc tinh than kinh (nhu bénh than kinh ngoai vi ngng va bénh than

“ kinh 'c&m’ gi4c hang). DUng ligu 200 mg moi ngay, keo dax trén
-30 ngay ¢6 thé gay hdi chirng & thudc vitamin B,
" Khéng nén diing vitamin B,,'cho bénh nhén bi ngha ngor thleu wtamm B,

ma khong dugc chan doan trurére.

. Scanneuron ¢6 chtra dwdng trng. Khong nén dung thudc nay cho

bénh nhan ¢d cac van dé v& di truygn hism gap khong dung nap

fructose, kém hdp thu ‘glucose-galactose ho#c. thiéu hut enzym

sucrase-isomaltase, § .

Str dung thudc cho phy ni¥ cé thai va cho con bu

Phu nid ¢6 thai :

Nén than trong khi diing thudc trong théi ky mang thai, déc biét 1a trong
3. thang dau cta thai ky.

Phuy né cho con bu

- Liéu cao cha vitamin B, ¢6 thé trc ché sy tiét prolactm vanén than trong

10.
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khi diing cho phu nlr cho con bu.

Anh huéng cla thude Ien kha néng 1ai xe, van hanh méy moéc

Chuard.

Twong tac, twong ky cla thude

Twong tdc cta thudc

Vitamin B,: Lam tang tac dung cha cac thuoc e che than kinhco.

Vitamin B

+ Vatamm B, 1am gidm hiéu qua clia levodopa nhing tong tac nay sé
khéng xay ra néu ding keém mot chét trc ché men dopa decarboxylase.

+ Vitamin B lam gidm hoat tinh cia altretamin, Tam glém ndng do
phenobarbltal va phenytoin trong huyét thanh.

+ Nhigu thude ¢4 thé lam tang nhu cau vitamin B, nhu hydralazin,
nsomaz;d penicillamin va céc thudc tranh thai du'o’ng udng. .

Vitamin B,

+ Sy hédp thu vitamin B12 qua dwdng tiéu hda co thé bi glém do neomycm,
acid aminosalicylic, cac thudc khang histamin H, va colchicin.

+ Ndng d¢ vitamin B,, trong huyét thanh cé thé glém khi dung chung
véi cac thude tranh thal dudng ubng.

Twong ky cta thubc

Do khdng c6 cac nghién ciiu vé tinh tuo'ng ky cla thudc, khong 1B 1an

thudc nay vm cac thuoc khac:"

12.
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Téc dung khdng mong mudn clia thudc

Hiém gdp (1/10.000 < ADR < 1/1000)

Vitamin B,. Hiém- gap tac dung khong mong mudn clia vitamin B,,
nhung phan (rng qua man da xay ra chi'yéu khi diing duong tiém.
Vitamin B, Dling liéu vitamin B, trong th&i gian dai (200 mg/ngay trén
2 thang) !ién quan dén sy tién trién bénh than kinh ngoai vi.nang. Hiém
gap: bubn ndn va ndn.

Vitamin B, Hiém g8p céc tac dung khong mong mudn nhu, phan vé,
sot, phan wng dang trieng ¢4, ndi may day, nglra,do da.

Qua lidu va cach xir tri

Bénh nhén ding vitamin B li2u cao 2 - 7 g/ngay. (hodc tren 0 2:gingay ___

trong hon 2 thang) lam tien tri€én bénh than kinh gidc quan kém céac
triéu ching mét digu hoa va t& cong chan tay. Cac triéu chirng nay sé

--giam bt trong 6 thang khi ngung sir dung vitamin By

Pic tinh dwoe lyc hoc

Nhém duge Iy: Vitamin B, két hop véi wtamm B va/hoac vttamm B,
Ma ATC: A11DB.

Scanneuron la sy k&t hop ¢ liducao clia céc vntamm huomg than kinh.
Thudc dugc. chon lya dé duy tri kha ndng chiu dung cla co thé trong
sudt thovi gian bénh va 1am viéc qua sic ca vé thé chét 1an tinh than.
Vitamin B, can thiét cho qué trinh chuyén.hda carbohydrat. Thigu hut
vitamin B, gay ra bénh beri-beri va hdi chirng bénh nao Wernicke. Cac
co quan _chinh bi anh huwéng do thi€u hut vitamin B, 1& hé than kinh
ngoai bién, hé tim mach va hé tiéu héa.

Vitamin B, dwrgc bién d6i nhanh thanh coenzym pyndoxa! phosphat va
pyndoxamm phosphat, déng, vai trd thist y&u trong quéa. trinh chuyén
héa protein. Tré thiéu vitamin B, s& c6 kha nang bi co giat va thi€u mau
nhuoc sac.

Vitamin B,, c&n thiét cho quatrmh tdng hop nuc!eoprotem va myelin, tai
tao té bao tAng tredng va duy tri qud trinh tao hdng cau binh thudng.
Vitamin B, ¢6 thé chuyén héa thanh coenzym B, trong.-md,.nhitng
chét nay can thiét cho viéc chuyén.hda methylmalonat thanh, succinat
va t8ng hop methionin tir homocystein. Khi khong.cg.coenzym B,
tetrahydrofolat khang thé tai sinh tlr dang du trir khong c6 hoat tinh la
5-methy! tetrahydrofolat, dan dén thigu hut folat ¢6 chirc néng. Thigu

. hut vitamin B_, dan dén thiSu mau hdng cau to, ton thwong hé tiéu héa

‘ va phé hly hé than kinh trdc hét 1a bét hoat viéc tao myelin, ti€p theo
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14 thodi hda dan sgi truc than kinh va dau day than kinh.

Dac tinh dwoc dong hoc

Vitamin B, hép thu.qua dwdng tiéu héa. Thude phan bd.réng rai trong
hau_hét céc md clia co thé va hién dlen trong stra me.. Trong. t€ bao,
vitamin B, hién dién chii.yéu dudi.dang diphosphat..Vitamin. B, khong
dugc dw tru trong co, thé dwéi bat kY dang dang ké.nao, Iuo'ng ot
quéa nhu cau co thé duwrgc thai trie qua nude tiéu dwdi dang khong doi
hoc dwdi dang chat chuyén-hoa.

Vitamin B, hép thu nhanh. qua duong tiéu hoa sau. khi uong va dugc

- bién d6i thanh dang c6 hoat tinh {a pyridoxal phosphat, Nhitng chét nay

16.
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duoc du trik chll yéu trong. gan, noi cd. sy oxy. hdéa tao thanh acid
4-pyridoxic va cdc chdt chuyén héa khong hoat tinh khac duoc thai trlr
qua nwée tidu, Khi tang lisu dang, luong ién-hon.tuong (ng.sé dugc
dao thai qua nudc tiéu duwdi dang khdng bién ddi. Pyridoxal qua duoc
nhau thai va phan bd vao stta me.

Vitamin B, lién két v&i yéu 6 ndi tai, mdt glycoprotem du'cyc tidt boi
niém mac da day va sau dé dwoc hap thu chil déng qua.dwéng tidu
hoa. Vitamin:B_, gén két nhigu véi cc protein huyét trong chuyén biét
dwoc goi la cac transcobalamin; transcobalamin () tham:gia.vao qua
trinh van chuyén nhanh céc cobalamin dén cac mé. Vitamin.B,, dugc
du triF trong gan, thai trle qua méat va chiu si chuyén héa manh bai chu
trinh gan rudt; mot phan cia lidu diing duec thai trir qua nwdc.tiéu, hau
hét trong 8 gir dau. Vitamin B,, qua duoc nhau thai.va hign dién trong
sirame, fre

Quy céch dong goi

Vi 10 vién. Hop 10 vi.

Chai.100.vién. Hop 1 chai.

Chai 500 vién.

biéu kién bao quan, han dung, tiéu chuan chat Iwcvng cha thube
Diéu kién bao quan . ..

Ba&o quan trong bao bi kin, noi kho tranh anh sang. Nhiet d9.khong

.- quéa 30°C,

17.2.

17.3.

i8.

Han diing

36 thang k& tir.ngay san xudt. -

Tiéu chudn chat iwong

TCCS.

Tén, dia chi clia co s& san xuét thudc.
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