BOTDONGKHO PHATIEM

VINROVIT5000

Thanh phan:
*Lo bgt dbng khé pha tiém:
Dugcchat:
Thiamin hydroclorid. 50,0mg
Pyridoxin hydroclorid . 50,0mg

Cyanocobalamin...
Ta duoc:
Manitol ..
*Ong dung méi pha tiém:
Natriacetat trihydrat .........ccceevnnenns
Alcol benzylic
Nudccat phatiémvd..
Dangbao ché: Bot dong khd phatiém.
Quy cach déng géi: Hop 4 lobdt ddngkhd +4 6ng dung mdiphatiém.
Duoclwchoc:
Thiamin hydroclorid
- Thiamin thuc té€ khong cé tac dung dugc ly, thdm chi & liéu cao. Thiamin
pyrophosphat, dang thiamin cé hoat tinh sinh ly, 1d coenzym chuyén héa
carbohydrat lam nhiém vu kh(r carboxyl clia cac alpha - cetoacid nhu pyruvat va
alpha - cetoglutarat va trong viéc st dung pentose trong chu trinh hexose
monophosphat.
- Nhu cau thiamin cé lién quan tryc ti€p véi lwgng dung carbohydrat va téc do
chuyén héa. biéu nay cé y nghia thuc tién trong nudi dudng nguoi bénh bang
duong tinh mach va & ngudi bénh c¢é ngudn nang luvgng calo 18y chl yéu tir
dextrose (glucose).
- Khi thi€u hyt thiamin, sy oxy héa cac alpha - cetoacid bj dnh huéng, lam cho néng
d6 pyruvat trong mau ting|én, gidp chan doan tinh trang thi€u thiamin.
- Thi€u hyt thiamin s& gay ra beri-beri (bénh té phu). Thigu hyt nhe biéu hién trén
hé than kinh (beriberi khd) nhu viém day than kinh ngoai bién, réi loan cam giac
cécchi, cé thé tding hodc mat cam gidc.
- Truong lyc co gidm dan va cé thé gy ra chirng bai chi hodc liét mot chi nao do.
Thiéu hut trdm trong gay réi loan nhan céch, tram cam, thiéu sang kién va tri nh¢
kém nhu trong bénh ndo Wernicke va néu diéu tri mudn gy loan tdm than
Korsakoff.
- Céc triéu chirng tim mach do thi€u hyt thiamin bao gdom khé thé khi gang strc,
dénh tréng nguc, nhip tim nhanh va cac réiloan khac trén tim dwoc biéu hién bang
nhitng thay déi dién tdm do (chl yéu séng R thap, séng T dao nguoc va kéo dai
doan Q- T) va cé bang suy tim cé cung lirgng tim cao. Su suy tim nhu vay dworc goi
13 beriberi wét; pht ting manh 1a do hau qua clia gidm protein huyét néu dung
khéng @0 protein, hodc cia bénh gan két hop véi suy chitc ndng tam that.
Pyridoxin hydroclorid
- Pyridoxin khi vao co thé bién d8i thanh pyridoxal phosphat va mét phan thanh
pyridoxamin phosphat. Hai chat nay hoat dong nhu nhitng coenzym trong chuyén
héa protein, glucid va lipid. Pyridoxin tham gia téng hop acid gamma -
aminobutyric trong hé than kinh trung wong va tham gia téng hop hemoglobulin.
- Nhiéu thudc tac dung nhu céc chat déi khang pyridoxin: isoniazid, cycloserin,
penicilamin, hydralazin va cc chit c6 nhém carbonyl khac cé thé két hop véi
vitamin B, va (rc ché& chirc ndng coenzym cla vitamin nay. Pyridoxin duoc dung dé
diéu trj co giat va/hodc hén mé do ngd décisoniazid. Nhitng triéu chirng nay dugc
xem la do giam néng dé acid gamma - aminobutyric trong hé than kinh trung
wong, c6 |18 do isoniazid (rc ché hoat ddng cua pyridoxal - 5 - phosphat trong ndo.
Pyridoxin cling dwgc dung lam thudc hd tro cho cac bién phép khéc trong viéc diéu
tri ngd doc cap do ndm thudc chi Giromitra nham tri cac tac dung trén than kinh
(nhu co giat, hén mé) cla chat methylhydrazin, dwoc thly phan tir déc té
gyrometrin cé trong cdc ndm nay.
Cyanocobalamin
- Hai dang vitamin B,,, cyanocobalamin va hydroxocobalamin d&u cé tac dung tao
m3u. Trong co thé ngudi, cdc cobalamin nay tao thanh cac coenzym hoat dong la
methylcobalamin va 5 - deoxyadenosylcobalamin rat can thiét cho té bao sao chép
va tdng trudng. Methylcobalamin rat can dé tao methionin va dan chat la S-
adenosylmethionin tir homocystein.

Ngoai ra, khi ndng dé vitamin B,,khéng du s& gay ra suy gidam chirc ndng clia mot
s6 dang acid folic can thiét khac & trong té bao. Bat thwdng huyét hoc & céc ngudi
bénh thi€u vitamin B,, 13 do qud trinh nay. 5 - deoxyadenosylcobalamin rat can cho
sw dong phan héa, chuyén L - methylmalonyl CoA thanh succinyl CoA. Vitamin B,,
rat can thiét cho tat ca cac mé cé téc dd sinh trwdng té€ bao manh nhu cdc mé tao
mau, rudt non, tlr cung. Thi€u vitamin B,, cling gdy hlly myelin sgi than kinh.
Duocdodnghoc:

Thiamin hydroclorid

Sau khi tiém bap, thiamin dwoc hap thu nhanh, phan bé vao da s6 cac mé va sita.
& ngudilén, khoang 1 mg thiamin bi giang héa hoan toan m&i ngay trong cac mé,
va day chinh 13 lvgng t6i thiéu can hang ngay. Khi hap thu & mirc thap nay, cé rat it
hodc khong thay thiamin thai trir qua nudc tiéu. Khi hap thu vt qua nhu cau téi
thiéu, cac kho chira thiamin & cdc mé dau tién dugc bdo hoa. Sau d6 lugng thira sé
thai trlr qua nudc tiéu dudi dang phan tlr thiamin nguyén ven. Khi hdp thu thiamin
tdnglén hon nita, thaitrir dwdi dang thiamin chua bién héa s& tang hon.

Pyridoxin hydroclorid
Sau khi tiém, thudc phan 16n dy trit & gan va mot phan & co' va ndo. Pyridoxin thai
trirchl yéu qua than dudi dang chuyén héa. Lwgng duwa vao, néu vurgt qua nhu cu
hang ngay, phan I&n dao thai duwdi dang khéng bién déi.
Cyanocobalamin

Sau khi tiém bap, néng do dinh trong huyét twong dat duoc sau 1 gio. Sau khi
hap thu, vitamin B,, lién két vdi transcobalamin Il va dugc loai nhanh khéi huyét
twong dé phan bé wu tién vao nhu mé gan. Gan chinh Ia kho dy trit vitamin B,, cho
cac mo khéc. Khoang 3 microgam cobalamin thai trir vao mat mdi ngay, trong dé
50 - 60% la cic dan chat cla cobalamin khéng tai hap thu lai duoc.
Hydroxocobalamin dugc hdp thu qua dudng tiéu héa tét hon, va cé i luc véi cac
mé |&n hon cyanocobalamin.
Chidinh:
- Dau day than kinh hong, dau day than kinh ¢6 - canh tay, céc chirng dau do than
kinh.

-Viém da day than kinh & ngudi nghién rugu man tinh.

-Viém day than kinh thi gidc sau nhan cau do nhiém doc.

Chéng chi dinh:

-Man cam vdibat cr thanh phan nao clia thudc

- Lién quan dé&n Cyanocobalamin: Cé tién sir dj (‘ng v&i cac cobalamin (vitamin B,,
va céc chat lién quan); U ac tinh: Do vitamin B,, lam ting truéng cac mé cé téc do
sinh trudng cao, nén cé nguy co lam u tién trién; Ngudi bénh co dia di ing (hen,
eczema).

Lidu dung, cach dung: Tiém bapsau:

Hoichirng dau nhirc: 1-2 6ng/ ngay

Diéu trjviém da day than kinh do nghién rwgu man tinh: 2 8ng/ ngay
Thantrong:

Lién quan dén pyridoxin: Sau thdi gian dai dung pyridoxin vé&i liéu 200 mg/ngay,
c6 thé d3 thay biéu hién doc tinh than kinh (nhw bénh than kinh ngoai vi ndng va
bénh than kinh cdm gidc ndng). Dung lieu 200 mg mai ngay, kéo dai trén 30 ngay c
thé gay hdi chirng lé thudc pyridoxin.

Tho'i ky mang thaiva cho con bu:

Trong san pham cé chira pyridoxin 250 mg/ lg, khi dung kéo dai c6 thé gay hdi
chirng 18 thudc thudc & tré so sinh. Do d6, khéng nén dung thudc cho phu nit c6
thaivacho conbu.

Ldi xe va van hanh mdy méc: Khéng cé anh hudng.
Tac dung khéng mong muén
Lién quan dén thiamin hydroclorid:

Céc phan (rng c6 hai cla thiamin rat hiém va thuong theo kiéu dj (rng. Cac phan
(tng qua man xay ra chl yéu khitiém.

S6c qua man chixay ra khi tiém, va chi tiém thiamin don doc; néu dung phdi hop
V@i cac vitamin B khac thi phan (ng khéng xay ra. Binh thudng do thiamin ting
cuwdng tac dung clia acetylcholin, nén mdt s6 phan tng da cé thé coi nhu phan (rng
ditrng.

Hiém gép, ADR < 1/1000
Toan than: Ra nhiéu mé héi, séc qua man.
Tuan hoan: Tang huyét ap cap.
Da: Banda, ngta, may day.
H6 hdp: Khé tha.
Phan (rng khac: Kich thich tai chd tiém
Lién quan dén pyridoxin hydroclorid:
Dung liéu 200 mg/ngay va dai ngay (trén 2 thang) cé thé gay bénh than kinh ngoai
vi nang, tién trién tir dang di khong vitng va té cong ban chan dén té cong va vung
vé ban tay. Tinh trang nay c6 thé hoi phuc khi ngirng thudc, mac dii van con dé lai it
nhiéu diching.
Hiém géip, ADR <1/1000
Budn ndnvandn.
Lién quan dén Cyanocobalamin
Céc phan ng di (rng do mién dich tuy hiém, nhung doi khi rat ning cé thé gay chét
ngudi sau khitiém cac ché phdm cé cobalamin.
Hiém gdp, ADR <1/1000
Toanthan: Phanveé, s6t.
Ngoaida: Phan (rng dang trirng ca, may day, ngtra, do da.
Tac dung khdng mong mudn hiém gdp: S6c phan vé, sét, ra nhigu md hoi, kich thich
taichdtiém, budn nén, kho thé.
- C4c phan (ng di ¢rng do mién dich tuy hiém, nhwng doi khi rat néng cé thé gay
chét ngudi sau khitiém cac ché pham cé cobalamin.
- Dung vitamin B, li&u 200 mg/ngay va dai ngay (trén 2 thang) cé thé gdy bénh than
kinh ngoai vi ndng, tién trién tir dang di khong virng va té cdng ban chan dén té
céng va vung vé ban tay. Tinh trang nay c6 thé hoi phuc khi ngirng thudc, mic du
van con dé lai it nhiéu dichirng.
“Théng bdo cho bdc si cdc tdac dung

khéng mong muén gdp phdi khi s dung thuéc”
Twong tacthudc
Lién quan dén pyridoxin:
Pyridoxin lam gidm tac dung cta levodopa trong diéu tri bénh Parkinson; diéu nay
khéng xay ra véi ché phdm la hon hop levodopa - carbidopa hodc levodopa -
benserazid.
- Liu dung 200 mg/ngay cé thé gay gidm 40 - 50% nong dd phenytoin va
phenobarbital trong mau & mét s6 ngudi bénh
Pyridoxin c6 thé lam nhe b&t tram cdm & phu nit udng thudc tranh thai.
-Thudc trdnh thai udng cé thé lam ting nhu cau vé pyridoxin
Twong hop:

C6 thé tron vitamin B,, trong dung dich v&i vitamin B,, vitamin B, hogc v&i
fumarat sét, acid ascorbic, acid folic, sulfat ddng, hodc véi fructose sét va acid folic
trong mot s6 dang thubc tiém.

Qué liéu va xir tri: Chua ¢ bdo cao
Han dung: 36 thang ké tir ngay san xuat.
Thuéc sau khi pha trong dung méi: Thai gian st dung t8i da la trong vong 24 gir sau
pha.
Bao quan: Noikho rdo, nhiét d6 dudi30°C, trénh anh sang.
Tiéu chudn ap dung: TCCS.
“Thuéc nay chi ding theo don ctia bdc si”
DE€ xa tém tay tré em.
“Doc kjj hwdng dén sir dung truére khi diing
Néu cén thém théng tin xin héi y kién théy thuéc”
CONG TY €O PHAN DU'Q'C PHAM VINH PHUC
Dia chi: S6 777 Budng Mé Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thén Mau Théng, P. Khai Quang, TP. Vinh Yén, T. Vinh Phuc



