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THANH PHAN: M3i vién nén bao phim chia:

Thanh phén dirge chdt: Nicotinamide: .......ocvveierrivierinens. 500,00 mg.

Thanh ph(fn td dirge: Microcrystalline cellulose 102, Sodium starch glycolate, Magnesium stearate,
Hypromellose 6cps, Tale, Titanium dioxide, Polyethylene glycol 6000, Sunset yellow lake vira dul
vién,

DANG BAO CHE:
Vién nén bao phim. Vién nén bao phim hinh tron, mau cam, khum, mot mdt ¢6 vach ngang, mot - -
mit tron. Co thé bé doi vién thude.

CHi PINH PIEU TRI:
- Didu trj bénh Pellagra.

LIEU LUQNG VA CACH DUNG:
Cdach diing

- Ubng thudc cting véi thitc an.

Liéu ding:

- Ngudoi I6m: Ubng 1 vién x 2 1n/ngay.
- Tré em: Ubng % vién x 1 lan/ngay.

CHONG CHI PINH:

- Qué mAn véi nicotin, nicotinamid. |
- Bénh gan ning.

- Loét da day tién trién.

- Xuét huyét dong mach.

- Ha huyét 4p nzng.

CANH BAO VA THAN TRONG KHI SU DUNG:

- Nén lam céc xét nghiém vé chiic ning gan va glucose huyét truée khi didu tri bing acid
nicotinic hofic nicotinamid cho bénh nhén trong thoi gian dai v6i lidu cao vuot qua nhu ciu sinh
1y, cir 6 - 12 tudn 1 1in trong ndm dAu va dinh ky & cdc ndm sau.

- Khi st dung nicotinamid véi liéu cao cho nhitng trudng hop sau: Tién sir loét dudng tidu hoa,
hoi chimg bénh mach vanh cép tinh, bénh tii mét, tién str c6 vang da hoiic bénh gan, bénh thén,
bénh gut, viém khdp do ght va bénh dai thao dudng.

TRUONG HQP CO THAI VA CHO CON BU:
Phu nif ¢6 thai
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Str dung nicotinamid véi liéu bd sung khiu phin #n cho ngudi mang thai khéng gay tac hai cho
ngudi me va bao thai.

Phu nft cho con bi

Str dung nicotinamid véi liéu bd sung khéu phan #n ciia ngudi cho con bu khdng gay ra bat cit téc
hai ndo cho ngudi me va tré bi sita me. Can phai ding nicotinamid vai liéu bd sung khiu phén an
ctia ngudi cho con ba khi khiu phén khéng du nicotinamid.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
O lidu diéu tri, thude khong géy anh hudng dén kha nang lai xe hodc van hanh may moc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC

KHAC:

Tirong tdc ciia thude:

- Sir dung nicotinamid ddng thoi véi chét e ché men khit HGM - CoA ¢6 thé 1am ting nguy co
gdy tiéu co van (thabdomyolysis). "o

- Sir dyng nicotinamid dong thoi v6i thude chen alphaadrenergic trj ting huyét 4p c6 the dan~ l

dén ha huyét 4p qua mic. ,UG C]
- Khéu phén an va/hodc liéu lugng thudce udng ha dudng huyét hoiic insulin ¢6 thé cin phai diéu [?}_ﬂ

chinh khi str dung ddng thoi véi nicotinamid.
- St dung nicotinamid ddng thoi véi cac thude ¢6 doc tinh véi gan ¢6 thé 1am ting thém tic hai \?ﬂ
doc cho gan. .
- Khéng nén ding ddng thoi nicotinamid véi carbamazepin vi gay ting ndng do carbamazepin
huyét trong dén dén tang doc tinh.
- Diéu tri isoniazid trong thoi gian dai ¢6 thé anh hudng dén sy chuyén héa cia tryptophan thanh
niacin va 1am ting nhu ciu niacin. '
Twong ky ciia thudc: Nicotinamid tuong ky véi kiém va acid manh.

TAC DUNG KHONG MONG MUON:

Dung nicotinamide dé diéu tri pellagra, c6 thé xay ra mét sb tac dung phu sau day (nhimg tic dung

phu nay s& hét sau khi ngimg thudc):

Thirong gdp, ADR > 1/100

- Tiéu héa: Budn non.

- Khac: Acid nicotinic gdy gisn mach nén thudng gdy d6 bimg mit va ¢, ngira, cam gidc rat
bong, budt hodic dau nhéi & da. Nicotinamid khdng c6 tac dung gy gifin mz_lch trén.

Ir gaip, 1/1 000 < ADR < 1/100

- Tiéu héa: Loét da day tién trién, n6n, chan an, dau khi d6i, ddy hoi, ia chay.

- Da: Khd da, tang séc t6, vang da, phat ban.

- Chuyén hoéa: Suy gan, giam dung nap glucose, ting tiét tuyén ba nhom, 1am bénh git ning thém.

- Khéac: Tang glucose huyét, ting uric huyét, con phé vi - huyét quan, dau dau va nhin md, khd |
mét, sung phdng mf mét, chong mit, tim dap nhanh, ngét, tha kho khe. ‘

Hiém gdp, ADR < 1/1 000 '

- Lo ling, hdt hoang, glucose niéu, chirc ning gan bét binh thudng [bao gdm ting bilirubin huyét
thanh, ting AST (SGOT), ALT (SGPT) va LDH], thoi gian prothrombin bét binh thudng, ha
albumin huyét, choang phan vé.

- Mét ngd, dau co, ha huyét ap, viém mili.
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Huéng din cich xiv tri ADR

Hau hét cac ngudi bénh sir dung thude liéu cao nhu lidu dé didu tri pellagra, thwong xay ra dé bimg
mit va ¢b (& nhitng viing d& bi d6), ddng thoi déu c6 lign quan téi tc d6 ting ndng db trong huyét
thanh hon 14 tdng ndng d6 trong huyét thanh ctia thubc. P& han ché tic dung phu d6, nén ubng
thudc cliing v&i thie #n, ting lidu tir tir, hodic ding dang thude giai phéng hoat chit kéo dai. Ngimg
ding thudc va hoi ¥ kién thdy thubc ngay néu c6 bét ky tridu chimg ndo nhu: Triéu chimg gidng
nhu ciim (budn ndn, nén, néi chung cam thiy khéng khog), giam lugng nudc tiéu va nuée tidu cb
mau sam, khé chiu & co nhu: Sung, mém hoiic yéu co, nhip tim khong binh thuéng, hosic nhin m,
u am.

THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP
PHAI KHI SU DUNG THUOC

* QUA LIEU VA CACH XU TRI:
Khi qua liéu xay ra, khong c6 bién phéap giai doc dic hiéu. Str dung céc bién phap théng thuong
nhu gdy non, rira da day, diéu tr triéu chimg va hd trg.

PAC TINH DUQC LUC HQC:
Nhém duge ly: Thube dinh dudng, vitamin nhém B.
Mi ATC: A11 HAO1
Nicotinamid va acid nicotinic la vitamin nhém B, tan trong nuée. Trong co thé, nicotinamid dugc
tao thanh tir acid nicotinic. Thém vao d6, mdt phin tryptophan trong thirc &n duge oxy hoa tao
thanh acid nicotinic va sau d6 thanh nicotinamid.
Nicotinamid chuyén thanh nicotinamid adenin dinucleotid (NAD) va nicotinamid adenin
dinucleotid phosphat (NADP). NAD va NADP 14 cc coenzym c6 vai trd séng con trong chuyén
héa, ching 1a chét xvc tac phan tng oxy hda - khu can thiét cho hd hép t& bao, phén giai glycogen
va chuyén héa lipid. Trong cic phan tng d6 cac coenzym ndy c6 tac dung nhw nhitng phén tir van
chuyén hydro.
Nhu ciu hang ngay cta co thé khoang ir 15 - 20 mig acid nicotinic. 60 mg tryptophan thirc an cho
twong vmg khoang 1 mg acid nicotinic, vi vy néu bita &n diy du protein d3 dép Gmg duge nhu céu,
chi can rat it tir ngudn vitamin. Acid nicotinic thudng bi mét rit it trong qué trinh ndu nuéng.
Nicotinamid va acid nicotinic ¢6 trong nhidu thyc phém nhu ndm men, thit, ¢4, khoai tay, dau va
céc hat ngii cdc; tuy nhién, mdt sb lugng nho vitamin ndy trong ngii cde ton tai & dang khé hip thu.
Nicotinamid va acid nicotinic ¢é trén thi trudong 12 nhiing ché phdm dwoc tdng hop bang héa hoc.
B& sung nicotinamid vao khiu phén @n: Khi khau phén #n thiéu nicotinamid, vi dy nhu trong ngii
cbe va ché do an thiéu protein c6 thé din dén thiéu hut nicotinamid cho co thé. Trong truong hop
@6 va trong trudong hop ting nhu cau vé nicotinamid, nhur & bénh cudng tuyén gip, dai thao duong,
xo gan, trong thoi gian mang thai va cho con bu (nhung nhing ngudi nay hiém khi thiéu hut
nicotinamid), ¢6 thé can thiét phai bd sung nicotinamid.
Bénh pellagra: Thiéu nicotinamid c6 thé gay ra bénh pellagra, do khdu phin an thiéu nicotinamid
hay do diéu tri bing isoniazid, hodc do giam chuyén héa tryptophan thanh acid nicotinic trong bénh
Hartnup, hodic do u 4c tinh vi céc u ndy cin sir dung mdt luong 16n tryptophan dé toéng hop 5-
hydroxytryptophan va 5-hydroxytryptamin. Thiéu nicotinamid c6 thé xay ra cing véi su thiéu cac
vitamin phitc hgp B khéc. Cac co quan bi anh hudng chii yéu do thiéu hut nicotinamid 13 dudng
tiéu hda, da va hé TKTW, vdi céc triéu chimg nhu: Ia chay, dau bung, viém ludi, viém miéng, chan
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in, dau dAu, ngu lim, tAm thin. Duing nicotinamid hozc acid nicotinic s& 1am mét cdc triéu chimg do
thiéu hut gay ra. Tuy nhién nicotinamid dugc wa ding hon vi né khdng ¢é tdc dung phu giy gifn
mach.

Nhitng triéu chimg d6 va sung lui & ngudi bi bénh pellagra s& hét trong vong 24 - 72 gi¢r sau khi
duing nicotinamid. Tri¢u chiing tdm than, nhim khuén miéng va céc mang nhay khac s& hét nhanh
chong. Triéu chiing & dudng tiéu hda s& hét trong vong 24 gid. Lidu cao acid nicotinic 1am giam bai
tiét acid uric va giam dung nap glucose. Acid nicotinic gay giai phong histamin, d4n dén ting nhu
dong da day va tang tiét acid; thudc con hoat héa hé phén huy fibrin.

PAC TINH DUQC PONG HQC:
Nicotinamid dugc hdp thu nhanh qua dudng tiéu héa sau khi ubng va phan bd rong khip vao cac
md co thé. Acid nicotinic ¢ trong sita ngudi. Nira doi thai trir cua thubc khoang 45 phut.
Nicotinamid chuyén héa & gan thanh N-methylnicotinamid, céc din chét 2-pyridon va 4-pyridon,
dong thoi con tao thanh nicotinuric. Sau khi diing nicotinamid véi liéu théng thuong, chi ¢6 mot
lugng nhd nicotinamid bai tiét vao nude tiéu & dang khong bién ddi; tuy nhién khi ding liéu l_. thi
lugng thudc bai tiét dudi dang khong bién dbi s& tang 1én. <

QUI CACH PONG GOI: Hop 10 vi x 10 vién. Chai 100 vién.

BAO QUAN: Nhiét d6 khong qué 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA.

Dia chi: S6 18 dudmg 1.8 Thi Soc, Ap 2A, X& Tén Thanh Ty, Huyén Ct Chi, Thanh phé Hd Chi
Minh, Viét Nam.




