J-peni g theo don thudic @ién aén bao phime

Vitamin PP

BE THUGC XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGG KHI DUNG
THUSC NAY CHI DUNG THEO DON BAC SY.
THONG BAO NGAY CHO BAC SY HOAGC DUGC SY
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUSC.
" NEU CAN THEM THONG TIN XIN H&! ¥ KIEN BAC SY

THANH PHAN CONG THUC THUGC: 1 vién nén bao phim

Thanh phin dugc chat: NICotinamid.......e e e cerrieseseee oo 500mg

Thanh phan ta dugc gém: Arbocel M80 (powdered cellulose), lactose, avicel

M101 (microcrystallin cellulose}, natri starch glycolat type A, povidon K30,

magnesi stearat, talc, aerosil (colloidal silicon dioxid), hydroxypropyl

methylicellulose 2910, polyethylen glycol 6000, talc, titan dioxyd, sap ong, mau

sunsetyelow. ..o viadl.......cooeieee, 1 vién nén bao phim

DANG BAO CHE: vién nénbac phim.

MO TA SAN PHiM: Vién nen bao phim mau cam, mot mét ¢d gach ngang, mét

mdt tron, canh va thanh vign lanh l&n.

CHIBINH:

Diéu tribénh peliagra.

CACH DUNG, LIEU DUNG:

- Cach dung: Dong theo chidén clia thay thuéc, ding duding uéng.

- Liéu ding:

Nguditdn: 500 mg/ingay, t6i da 1500 mg/ngay, chiathanh3- 10 1an.

Tré em: Khdng phu hgp véi dang bao ché nay.

Khéng c6 y&u cdu dic bigt v xii Iy thude sau khisd dung.

CHONG CHi BINH:

Qua mén véi nicotinamid va bat ki tharh phan nao ca thudc.

Bé&nh gan néng, loét da day tién trién, xudt huy&t dong mach, ha huy&t 4p nang.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

Thubc c6 chia lactose nén bénh nhan mac cac réi loan di truyén hiém gip vé

dung nap galactose, ching thiu huyt lactose Lapp hodc réi loan hép thu

glucose-galactose khang nén s dung thube nay.

Thudc ¢6 chifa t4 dugc mau sunset yellow nén ¢é thé gay di dng.

Nén 1am cac xét nghiém vé chic nang gan va glucose huyét trudc khi didu trj

béng nicctinamid cho b&nh nhan trong thdi gian dai vdi liéu cao vugt qué nhu

cAu sinh ly, cd 6- 12tudn 114n treng ndm ddu va dinh ky & cdc nam sau.

Khi s dung nicotinamid vdi liéu cao cho nhiing trudng hgp sau: tién s loét

dudng tidu hoa, hdi chizng bénh mach vanh cép tinh, b&nh ti mat, c6 tién sif

vang da hodc bénh gan, bénh than, bénh gut, viém khdp do gt va bénh dai

thao dudng. :

SUDYNG THUOC CHOPHY NI CO THAI VA CHOCONBU:

- Phy nii ¢6 thai: Chua ¢6 di liéu trén nghién ciu va lam sang nén t6t nhat khong

nén s dung cho phu nif ¢ thai.

- Phy nlt cho con bu: Chua cd dii liéu v& viéc thudc cé qua slia me hay knéng nén

tot nhat khong dung khi dang cho con bu.

ANH HUONG CUA THUOGC LEN KHA NANG LAIXE VA VAN HANH MAY MOC:

Chua c6 tai liéu v& xdc dinh &nh hudng cla thudc 18n khad nang 14 xe va van

hanh may méc. Nhung do cé thé gay ra tic dung khéng mong mudn nhu budn

ndn, dau ddu, chong mét, nhin md nén han ché lam cac cdng viéc doi hdi tinh

td0, nhuldi xe va van hanh may méc

TUONG TAC, TUONG KY CUATHUGC:

- S{idung nicotinamid ddng thai véi cac chét Uc ché men khii HGM-CoA c6 thé
lam Ang nguy ¢ gay tidu cavan.

- S dyng nicotinamid déng thai véi thudc chen alpha-adrenergic tri ting huyét

ap co thé d&n dén ha huyét4p qua mc.

- Liéu lugng thudc ung ha duding huyét hoic insulin ¢6 thé c4n phai diéu chinh

khi sti dung déng thoi vai nicotinamid.

- Sif dung nicotinamid ddng thai véi cac thudc 66 dgc tinh vdi gan ¢6 thé lam

tang thém téac hai déc cho gan.

- Khong nén ding déng thdi nicotinamid vdi carbamazepin vi gay ting ndng do

carbamazepin huy&t tudng din d&n téing déc tinh.




- Didu triisoniazi¢ trong thoi giandaico thé an.
tryptophan thanh niacin va lam t&ng nhu cdu niacin.
- Do khéing ¢6 cac nghién cuu vé tinh iuong ky cda thude,
nay véi cdc thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC:
Lidu nhd nicotinamid thuéng khéng gay déc nhung néu dung liéu cao nhutrong
trusng hgp didu tri pellagra, c6 thé xay ra mot s tac dung phy sau nay, nhiing
tac dung phy ndy sé& hét sau khi ngiing thudc.

- Thudng gdp, ADR > 1/100

Tiéu hoa: Budn nén

- ftgdp, 171000 < ADR < 1/100

Tiéu hoa: Loét da day tién trién, nén, chén an, dau khi déi, ddy hai, fa chay

Da: khé da, tang séc t6 da, vang da, phatban.

Chuyén hoa: Suy gan, giam dung nap glucose, tng tigt tuy&n ba nhén, lam banh gi!
nang thém.

Khéc: Tang glucose huyét, tang uric huyét, con phé vi — huyét quan, dau dau vi
nhin md, khd mt, sung phdng mi mét, chong mat, tim d&p nhanh, ngét, thd khd khe.
- Hidm g&p, ADR < 1/1000

Lo I&ng, hét hodng, glucose niéu, chic ning gan bat thudng [hao gom ting
bilirubin huyét thanh, tang AST (SGOT), ALT (SGPT) va LDH], thdi gian
prothrombin b&t binh thueng, ha albumin huyét, choang phan vé.

M&tngu, dau cd, ha huy&tap, viém mdi.

Hu6ng dén céchxd tri ADR:

HAu hét cac ngudi bénh sif dung thudce liéu cao nhu idu dé didu tri pellagra,
thusng xay ra dd biing mit va ¢é (& nhitng viing dé bi d&), va déu cé lién quan
16i t8c d4 ting ndng 46 trong huyét thanh hon 1a tdng nbng dd trong huyét thanh
chathudc. D& han ché tac dung phy dé, nén udng thude clng vdi thic an, tang
liéu tu tU, hodc ding dang thudc gidi phéng hoat chat kéo dai.

Ngitng dung thudc va hdi ¥ kién thay thude ngay néu cé bat ky triéu chiing nac
nhu: Triéu chitng gidng nhu cim (budn nén, nén, ndi chung cam thdy khéng
khde), giam lugng nudc tidu va nudc tiéu cé mau s&m, khé chiu & co nhu: Sung,
mém ho#ic y8u cd, nhip tim khdng binh thudng, hodc nhinmd, u am.

QUA LIEU VA XU TRE:

Khi qua liéu xay ra, khéng ¢ bién phap gii ddc dac higu. S dung cac bién
phap thong thugng nhu gay nén, riia da day, diéu trj tridu chiing va ha trg.
THONG TIN VE DUGC LY, LAM SANG:

1. Péc tinh dugc luc hoc:

Ma ATC: A11HAO1.

Nicotinamid la vitamin nhém B. Trong cd thé, nicotinamid thyc hién chifc nang
sau khi dugc chuyén thanh nicotinamid adenin dinucleotid (NAD) va nicotinamid
adenin dinucleotid phosphat (NADP). NAD va NADP cd vai tro quan trong trong
chuyén hoa nhui 1a 1 coenzym xtic tac phén (ng oxy hoa khif cdn thiét cho hd hap
té bao, phan giai glycogen va chuyén héa lipid. Trong cac phan (ng trén, cac
coenzym nay ¢o tac dung nhu nhiing phan 1 van chuyén hydro.

2. Déctinh duge dong hoc:

Nicotinamid dugc h&p thu nhanh qua dudng tiéu héa sau khi udng va phan b
réng khap vao cac mé trong cd thé. Nira ddi thai tri clia thudc khodng 45 phat.
Nicotinamid chuyén héa & gan thanh N-mathylnicotinamid, céc din chét 2-
pyridon va 4-pyridon va con tao thanh nicotinuric. Sau khi diing nicotinamid vdi
lidu théng thudng, chi c6 mot lugng nhd nicotinamid bai tiét vao nudc tidu &
dang khéng bién d8i; tuy nhién khi ding liéu 16n thi ligng thudc bai tist dud
dang khong bign ddi s& tang lén.

QUY CACH PONG GOI: Hop 10 vix 10 vi&n nén bao phim, chai 100 vién nén
bao phim, chai 200 vi&n nén bao phim.

BAOQUAN - HANDUNG:

Bao qu&n : Duéi 30°C, ndikhd rdo, tranh 4nh sang.

Han diing : 36 thang ké tir ngay san xuét.

Tléu chuén: DEVN IV

San xudt tai:
CONG TY ¢S PHAN DUGC PHAM KHANH HOA
Budng 2/4, Khém Bong Béc, P. Vinh Hoa,

WHO - GMP Thanh Phé Nha Trang, Tinh Khénh Hoa




