MAU NHAN DU KIEN

I. NHAN HQP

A)Mit 1

CONG THUC: i .

i 'd %00 DPQC KY HUGNG DAN SU DUNG
ICOTINAMIG.....oviiii mg mudc KHI DUNG

Ta ST Qs 1vién BE XA TAM TAY TRE EM.

CHIi B|NH, CACH DUNG, CHONG CHi BINH Tieu chudn &p dyng: TCCS.

VA CAC THONG TIN KHAC: Bdo qudn nai khé rdo, tranh anh sang,
Xem 1& hudng dén sl dung. nhi¢t do khong qua 30°C.

CONG TY C6 PHAN HOA-DUGC PHAM MEKOPHAR
297/5 Ly Thudng Kiét - P.15-Q.11 - TP. HCM - Viét Nam

R thusc ban theo don

HOP 10 Vi x 10 VIEN NEN BAO PHIM

Vitamin)id’
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B) Mit 2

& Prescription only

Box of 10 blisters x 10 film-coated tablets
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SPK/Reg. No.:

S8 16 SX/Batch No. :
Ngay SX/Mfg. Date:
HD/Exp. Date

Mekophar Chemical Pharmaceutical Joint-Stock Co.
297/5 Ly Thuong Kiet St. - W.15 - Dist.11 - HCMC - Vietham ‘




IL. NHAN Vi
(S8 16 SX, Han diing in ndi trén vi)
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CTCP HOA-DUGC PHAM MEKOPHAR

CTCP HOA-DUGC PHAM MEKOPHAR VO o
s itamin P
Vltamln P P GMP-WHO n 5£mg

GMP-WHO 500mg

mmln .t’ l’ GMP-WHO 500

GMP-WHO 500mg

CTCP HOA-DUGC PHAM MEKOPHAR

@cp HOA-DUQC PHAM MEKOPHAR ‘ Z't o B B )
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III. NHAN CHAI

R Thusc ban theo don

R POC KY HUGNG DAN SU DUNC
CHAI 100 VIEN NEN BAO PHIM

TRUGC KHI DUNG

Té duge vita dd ° ° DE XA TAM TAY TRE EM
CHi BINH, CACH DUNG, | chudn Gp dung

S00mg

CTCP HOA-DUGC PHAM MEKOPHAR
297/5 Ly Thudng Kiét - P.15-Q.11
Mewcenal TP.HCM - Viét Nam

CONG THUC




TO HUONG DAN SU DUNG THUOC: ( ¢

Rx VITAMIN PP 500mg
Vién nén bao phim
CONG THUC:
= MOt .ooonssisesmssismnsies 500 mg
- Taduge vira du ....ocooveveeererererenenen, 1 vién

(Lactose, microcrystalin cellulose, povidon, magnesi stearat, natri starch glycolat, methacrylic acid

copolymer, hydroxypropylmethylcellulose, erythrosin, sunset yellow, titan dioxyd, talc, polyethylen
glycol 6000).

DUQC LUC HQC:

Nicotinamid I mét vitamin nhém B, dugc tao thanh tir acid nicotinic ¢ sin trong co thé va tir
su oxy héa mdt phan tryptophan c6 trong thic an. Trong co thé, nicotinamid dugc chuyén héa thanh
nicotinamid adenin dinucleotid (NAD) hogc nicotinamid adenin dinucleotid phosphat (NADP) xtic
tac phan ung oxy héa - khtr, can thiét cho ho hip té bao, phan giai glycogen va chuyén héa lipid.

Nhu cau hang ngdy ctia co thé khoang tir 15 - 20 mg acid nicotinic. 60 mg tryptophan thurc dn
cho tuong trng khoang 1 mg acid nicotinic.

DUQC PONG HOQC:

Nicotinamid dugc hip thu nhanh qua duong tiéu héa sau khi uéng va phan b khip vao cic mo
co thé. Acid nicotinic c6 trong sita ngudi. Thoi gian ban thai cua thubc khoang 45 phit.
Nicotinamid chuyén héa & gan thanh N-methylnicotinamid, cac din chit 2-pyridon va 4-pyridon,
ddng thdi con tao thanh nicotinuric. Sau khi ding nicotinamid véi liéu thong thudng, chi c6 mot
lugng nho nicotinamid bai tiét vao nudc tiéu & dang khong bién ddi; tuy nhién khi ding liéu 16n thi
lugng thude bai tiét dudi dang khong bién doi sé ting 1én.

CHI DINH:

Diéu tri bénh pellagra.

CACH DUNG:

Nguol 16n: ubng 1 vién/lan, ngay 1 — 3 lan. Khong qua 3 vién/ngay.

CHONG CHI DINH:

- Qu4 min véi nicotinamid hoic véi bt ky thanh phin nao ciia thuée

- Bénh gan nang.

- Loét da day tién trién.

- Xuét huyét dong mach.

- Ha huyét 4p ning.

THAN TRONG:

- Nén lam céc xét nghiém vé chiic ning gan va glucose huyet trude khi diéu tri bang acid nicotinic
hogc nicotinamid cho bénh nhan trong thoi gian dai véi lidu cao vugt qué nhu cau sinh 1y, cir 6-
12 tudn 1 14n trong nim dau va dinh ky & céc nim sau.

- Khi sir dung nicotinamid lidu cao cho nhitng trudng hop sau: tién sir loét duong tiéu héa, hoi
chung bénh mach vanh cip tinh, bénh tii mat, tién sir c6 vang da hogc bénh gan, bénh thén, bénh
gut, viém khép do gut, bénh dai thdo dudng.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thén trong khi sir dung cho ngudi l4i tau xe hodc van hanh may vi thubc co thé giy chéng mit,

dau dau, nhin mo.

THOI KY MANG THAI VA CHO CON BU:

Khong dung thubc nay cho phu nir c6 thai, phu nir cho con bu.

TAC DUNG KHONG MONG MUON:

- Thuong gap, ADR > 1/100:

+ Tiéu héa: budn non.
+ Khac: acid nicotinic gdy gidn mach nén thuong gdy bung dé mit va cd, ngira, cam gidc rat
bong, budt hoic dau nhéi & da. Nicotinamid khong c6 tdc dung gdy gidn mach trén.

- It gap, 1/1000 < ADR < 1/100:

+ Tiéu héa: loét da day tlen trién, ndn, chan #n, dau khi doi, day hoi, tiéu chay.
+ Da: kho da, ting sic t6, vang da, phét ban.
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+ Chuyen hoa: suy gan, giam dung nap glucose, tang tiét tuyén ba nhon, lam bénh git nang
thém.

+ Khdc: tang glucose huyet tang uric huyét, con phé vi - huyét quan, dau ddu va nhin mo, kho
mét, sung phdng mi mt, chéng mit, tim d4p nhanh, ngit, tho kho khe.

- Hiém 8dp, ADR < 1/1000:

+ Lo ldng, hét hoang, glucose nigu, chirc ning gan bt thuong [bao gdm tang bilirubin huyét
thanh, ting AST (SGOT), ALT (SGPT) va LDH], thoi gian prothrombin bat binh thudng, ha
album huyét, choang phan vé.

+ Mit ngu, dau co, ha huyét 4p, viém mii.

Huong ddn cdch xir tri ADR

Hau hét cac ngudi bénh sir dung thuéc lidu cao nhu liéu dé didu tri pellagra, thuong xay ra do

bung mét va co (¢ nhiing vung dé bj do), dong thoi déu c6 lién quan t6i téc do ting ndng dd trong

huyet thanh hon la tong ndng d6 trong huyét thanh cia thuéc. D& han ché tac dung khong mong
muon do, nén uong thudc ciing véi thirc an, ting lleu tir tir.

Ngimg dung thudc va hoi y kién bac sy ngay néu c6 bat ky triéu ching nao nhu: trleu chung

giong nhu cum (budn ndn, nén, ndi chung cam thdy khong khoe), giam lugng nude tiéu va nudc

tiéu c6 mau sdm, khé chiu & co nhu: sung, mém hozc yéu co, nhip tim khong binh thudng, hoic
nhin m&, u 4m.

Thong bao cho bac sy nhitng tac dung khéng mong mudn giip phai khi sir dung thudc.

TUONG TAC THUOC:

- Sir dung nicotinamid ddng thoi véi chit Gc ché enzym HGM - CoA reductase c6 thé lam ting
nguy co gay tiéu co van.

- Sir dung nicotinamid ddng thoi vai thube chen alpha - adrenergic tri ting huyét ap c6 thé din dén

ha huyet ap qua muc. .

- Khiu phan in va/hodc lidu luong thube udng ha duodng huyét hodc insulin c6 thé cin phai dicu
chinh khi sir dung ddng thdi véi nicotinamid.
- Sir dung nicotinamid ddng thdi véi cac thube c6 doc tinh voi gan c6 thé 1am ting thém tic hai
ddc cho gan.
- Khong nén dung ddng thdi nicotinamid véi carbamazepin vi gdy ting ndng do carbamazepin
huyét twong din dén ting ddc tinh.
- Piéu trj isoniazid trong thoi gian dai c6 thé anh hudong dén su chuyén héa cua tryptophan thanh
niacin va 1am ting nhu cdu niacin.
QUA LIEU & CACH XU TRi:
Khi qua lidu xay ra, chua c6 bién phap giai doc dic hiéu. Sir dung cac bién phap thong thudng
nhu gy non, rira da day, diéu tri tridu chimg va hd trg. U
Néu trudong hop qua lidu xay ra, dé nghi dén ngay co s& y té gan nhit dé nhan vién, }flf@&:ﬁ?\ ,
phuong phép xir ly kip thoi. S X
HAN DUNG: e
24 théng ké tr ngdy san xuét. Khong sir dung thug het han dung
BAO QUAN

TRINH BAY:
- Vi 10 vién. Hop 10 vi.

- Chai 100 vién. N2n w@gfl o ,
Tiéu chuin 4p dung: rua.c UC( T‘;E{g :CG;
Pé xa tim tay tré em U "\JONJ

ch ky huwéng din sir dung truée khi dungz ( )/ (/}2;' ’//{(,‘ Z/?
Neu cAn thém thong tin, xin héi ¥ kién bic sy. '
Thubc néy chi sir dung theo su ké do’n cua bac sy.
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