Thong tin danh cho bénh nhan
NASRIX

Noic kyd hodung da3n s60 duing tréduc khi dugng. Ned xa taam tay trel em.

Thoang bauo ngay cho bauc sy6 hoaéc dédic syd nhédng tauc duing khoang mong
muodn gaép phadi khi s60 duing thuodc. Thuoac nagy chae dugng theo fidn cula bauc
syO.

THANH PHAN

M&i vién nén chira:

Simvastatin .....c..cceeeeeenenee. 20 mg
Ezetimibe .......cccccvevveene. .. 10 mg

Ta duogc: Cellactose 80, croscarmellose natri, silicon dioxyd, talc, magnesi stearat.

Dang bao che: Vién nén.

M0 ta san pham: Vién nén dai mau tring, mot mat dap logo & mat kia dap gach ngang.

Quy cach dong goi: Hop 6 vi x 10 vién.
Hop 4 vix 7 vién.

Thudc dung cho bénh gi?

San pham NASRIX chtra hai thanh phan chinh ¢ tic dung duoc ly 1a simvastatin va ezetimibe.
NASRIX duoc dung dé ha nong do cholesterol toan phan, cholesterol xau (LDL cholesterol)
va cdc chat béo goi 1a triglycerid trong mau. Ngoai ra thudc con ting nong do cholesterol tot
(HDL cholesterol).

NASRIX ha cholesterol theo hai cach. Ezetimibe giam hép thu cholesterol & ducmg tieu hoa.
Simvastatin, mot thudc thudc nhém statin, giam su tong hop cholesterol trong co thé ban.
NASRIX dugce st dung theo chi dinh cua bac s§ trong mot sO trudng hop cy thé dé giam nong
dd cholesterol trong mau khi nguoi bénh ¢6 nong do cholesterol qué cao va khi viéc an kiéng
va luyén tap khong du dé ha ndng do cholesterol.

Cholesterol 12 mét trong nhitng chit béo dugc tim thdy trong méau. Cholesterol toan phan chi
yéu gom LDL va HDL cholesterol.

LDL cholesterol dugc goi 1a cholesterol xau vi ching c6 thé tich tu ¢ thanh dong mach hinh
thanh xo vira. Sau cling cdc mang xo vira nay s€ tich tu lai va lam hep dong mach, gy chdm
hodc tic dong mau dén cac co quan nhu tim va ndo. Piéu nay c6 thé gy ra dau tim hoic dot
quy.

HDL cholesterol duoc goi 1a cholesterol tét vi ching c6 thé gitr cholesterol xau khong tich tu &
dong mach va phong ngtra bénh tim.

Triglycerid 12 mot dang chat béo khéc trong mdu, c6 thé gay tang nguy co bénh tim.

NASRIX chi dugc dung trén bénh nhan khong thé kiém sodt ndng do cholesterol chi bang ché
do an kiéng. Ban nén t1ep tuc thuc hién ché do an kiéng it cholesterol khi diéu tri bang thudc.
NASRIX duéi sy chi dinh cta bac sy nhu mot bién phdp hd trg ngoai 4n kiéng dé kiém sodt
cholesterol dé diéu tri ting cholesterol trong mau (cholesterol huyét tién phat di hop tir gia
dinh va khong gia dinh) hodc ting ndng do chat béo trong mau (ting lipid huyét hdn hop).

Nén dung thudc nay nhw thé nao va liéu lrong?

Luo6n dung thube chinh xac nhu hudng dan cta bac sy hoic duoc sy. Néu ban chua 10, hay hoi
lai cho chic chén.

Ban nén theo mot ché dd an it cholesterol khi bat dau s dung thube va tiép tuc theo ché do an
uong nay trong sudt thoi gian diéu tri.

Liéu dung thong thuong cho nguoi 16n va tré em trén 10 tudi 1a 1 vién/ ngay.

1/5 0198.T1



Uong NASRIX vo6i mot cde nudoc, nudt nguyén vién, khong nhai hoac nghién vién thudc, ubng
mot 1an mdi ngay vao budi tdi, c6 thé udng lac doi hodc no.

Néu bac sy chi dinh NASRIX véi thube ha cholesterol chira hoat chét 12 cholestyramin hodc
cic thudc gan acid mat khdc, ban nén sir dung NASRIX it nhat 2 gid trude hodc 4 gio sau khi
diing thudc gin acid mat.

Khi nao khong nén dilng thude nz‘ly"
- Khong nén diing thudc nay néu ban man cam véi simvastatin, ezetimibe hodc véi bat cir
thanh phan nao cta thudc.
- Pang mang thai hodc cho con bii.
- Ban dang bi bénh gan hoac céc van dé vé gan khic.
- Ban dang str dung nhiing thudc sau:
+ Itraconazol, ketoconazol, posaconazol, hodc voriconazol (thuéc tri ném).
+ Erythromycin, clarithromycin, hoic telithromycin (thudc khang sinh).
+ Chéat trc ché HIV protease nhu indinavir, nelfinavir, ritonavir, va saquinavir (tri nhiém
HIV).
+ Boceprevir hoac telaprevir (tri viém gan siéu vi C).
+ Nefazodon (tri trAm cam).
+ Cobicistat va cdc thudc chira cobicistat.
+ Gemfibrozil (thuéc ha cholesterol huyét).
+ Cyclosporin (dung ¢ nguoi ghép co quan).
+ Danazol (hormon nhén tao dé tri lac ndi mac tir cung, mot bénh ma niém mac tir cung
phat trién bén ngoai tir cung).
+ Verapamil, diltiazem, dronedaron (thuéc tim mach).
Néu ban khong chic chin vé cdc van dé trén, lién hé véi béc s¥.

T4c dung khong mong mudn

Nhu cac thude khic, NASRIX c6 thé gy tic dung khéng mong mudn, nhung khong phai ai

cling gdp phai.

Lién hé ngay vo6i trung tam y té gan nhat néu ban bi dau co, dau khi cham vio hoic yéu

co. Do nhiing triéu chirng trén cé6 thé 1a dau hiéu bénh co nghiém trong, tuy hiém khi

gip phai, bao gdm tiéu co van gy suy than; va rat hiém khi giy tir vong.

Tdc dung khéng mong mudn thwong gap:

- Dau co.

- Tang két qua xét nghiém chirc ning gan (transaminase) va/ hoic co (CK).

Tdc dung khong mong muén it gip:

- Tang két qua xét nghiém gan hoidc méu; ting acid uric trong mau; ting thoi gian mau dong;
protein trong nudc tiéu; giam can.

- Chéng mit; dau dau; cam gidc ngira ran.

- bau bung; kho tiéu; dz‘?ly hoi; non; budn ndn; ticu chday; khé miéng; ¢ chua.

- Phét ban; ngura; may day.

- Pau khép; dau co; dau khi cham vao; yéu hoic co co; dau cd; dau tay hodc chan; dau lung.

- M¢ét moi hoac yéu bét thuong; dau nguc; sung phu; dic biét ¢ tay va chan.

- Réi loan gidc ngt; khé ngi.

Tdc dung khong mong muon khdc khi sit dung vién phéi hop hodc ding vién phoi hop thudc

chita simvastatin hodc ezetimibe

- Thiéu m4u; giam té bao mau, c6 thé gy bam tim hodc chdy méu (giam tiéu cau).

- Té hoic yéu tay va chan; tri nhd kém; mét tri nhé; 1d 13n.

- VAn dé vé ho hip nhu ho kéo dai va/ hoic thd ngan hoic sbt.

- Téao bon.

- Viém tuy thuong kém theo dau bung nghiém trong.
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- Viém gan v6i triéu ching nhu: vang da va mat, ngtra, nudc tiéu dAm mau hodc phan nhat
mau, cam thidy mét hodc suy yéu, mat khau vi; suy gan; s6i mat hodc viém tdi mat (c6 thé
gdy dau bung; non; budn non).

- Rung t6c; mén do, d6i khi co t6n thuong hinh bia ban (hdng ban da dang).

- Phan Ung qua man bao gém mot sO trong nhiing triéu chimg sau: phan ing di tng bao gdm
phit mat, méi, ludi va/ hoic cd hong co6 thé gdy kho tho, kho nudt va can diéu tri ngay, dau
hodc viém khép, viem mach mau, bam tim bét thuong, ban da va sung, may day, da nhay
cam voOi anh sang, sOt, néng bimg, thd ngan va cam thay khong khoe, bénh gidng lupus (bao
gdm ndi mén, bénh khép va anh huong trén bach cau).

- Pau co, dau khi so vao, yéu co hodc chudt rit; tiéu co van; bénh gan doi khi bién chung dit
gan.

- Giam khau vi.

- Néng bimng, ting huyét ap.

- Dau.

- Réi loan cuong dwong.

- Tram cam.

- Thay ddi két qua xét nghiém mau hodc gan.

Tdc dung khong mong muon khdc da dwoc bdo cdo véi mét vai statin

- Réi loan gi4c ngi, bao gdm dc mong.

- Réi loan chirc nang tinh duc.

- Dii thdo dudong: Thuong xay ra hon néu ban bi ting dudng huyét hodc ting md mau, thira
can va tang huyét ap. .

- Pau co, dau khi cham vao, yéu co kéo dai va co6 thé khong khoi khi ngimg thudc.

Nén tranh dung nhiing thudc hoiic thwe pham gi khi dang sir dung thudc nay?

Mot s6 thude c6 thé twong tac véi NASRIX nén phai théng bdo cho bic sy hodc duoc sy cla

ban vé tat ca céc loai thudc ma ban dang str dung, bao gém ca cdc thude ké don hodc khong ké

don, cac vitamin hodc thudc tir dugc liéu.

Diing chung véi cdc thudc sau cé thé ting nguy co bénh co, théng bdo vdi bdc sy néu ban sic

dung bdt ky thuéc nao dwdi ddy:

- Cyclosporin (dung ¢ nguoi ghép co quan).

- Danazol (hormon nhan tao dé tri lac ndi mac tur cung, mot bénh ma ni€ém mac tr cung phat
trién bén ngoai tir cung).

- Itraconazol, ketoconazol, posaconazol, voriconazol, fluconazol (thuéc tri ném).

- Fibrat nhu gemfibrozil va benzafibrat (thuéc ha cholesterol).

- Erythromycin, clarithromycin, telithromycin, acid fusidic (thudc khang sinh).

- Chét trc ché HIV protease nhu indinavir, nelfinavir, ritonavir, va saquinavir (tri nhiém HIV).

- Boceprevir hoac telaprevir (tri viém gan siéu vi C).

- Nefazodon (trj tram cam).

- Cobicistat va cic thudc chira cobicistat.

- Amiodaron (tri loan nhip tim).

- Verapamil, diltiazem, amlodipin, dronedaron, ranolazin (thuéc tim mach).

- Lomitapid.

- Niacin (> 1 g/ ngay).

- Colchicin (diéu trj gout).

- Nudc ép buoi.

Cdc thuéc khdc c6 thé twong tic véi NASRIX

- Thubc gén acid mat nhu cholestyramin, colesevelam, colestipol, dé ha néng do cholesterol
trong mau.

- Céc thudc ha cholesterol hoic triglycerid khac nhu céc fibrat khac.

- Thubc chdng déng mau nhu warfarin, fluindion, phenprocoumon hoic acenocoumarol.

- Rifampicin (diéu tri lao).

- Thubc khéng acid.
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Néu ban khong chic chin vé céc thudc minh dang str dung, lién hé véi bic sy hodc duoc sy.
NASRIX va thurcc an

Ban c6 thé udng thudc nay ciing hodc khong ciing thirc an.

Trénh ding thude véi nude ép budi.

R4t than trong khi ding rugu trong thdi gian ding thube do ¢6 thé lam ting nguy co tiéu co.

szm 1am gi khi mét lin quén khong dung thu(f)c? ’
Néu ban quén khong dung 1 liéu, khong dung li€u da quén ma dung thudc theo dung lich trinh
cli. Khong udng gap doi liéu.

Cén lam gi khi ban ngung ding thudc? ) . i
Thong bdo cho bac sy khi ban ngung thudc, vi ndng do cholesterol trong méu c6 thé tang tro
lai.

Cén bio quan thudc nay nhw thé nao?

Giir thudc trong bao bi gdc ctia nha san xudt, day kin.

Dé thudc noi kho rao, tranh anh sang, nhiét d6 khong qua 30°C, va ngoai tim véi cua tré em.
Khong st dung thudc sau ngay hét han ghi trén bao bi (hop va vi thude).

Nhirng diu hiéu va triéu ching khi ding thudc qua liéu

Dung thudc chinh x4c nhu hudng dan cia béc sy. Néu ban vo y dung qud lidu, thong thuong
s€ khong gay hau qua nghi€m trong. Tuy nhién, néu ban dung thudc nhiéu hon chi dan, ngung
diing thudc va lién lac ngay véi bac sy hodc trung tim y té gin nhat.

Cén phai lam gi khi diang thudc qua liéu khuyén cdo

Ngung dung thudc va lién lac ngay voi béc sy hodc trung tdm y t& gan nhat.

Mang theo vién thudc cling véi bao bi dé€ bac sy biét ban da uong thudc gi va c¢6 bién phap xi
1y kip thoi.

Nhirng diéu can thin trong khi ding thudc nay

Trude va trong khi ding thudc nay, thong bdo cho bdc sy néu ban cé nhitng van dé sau:

- Tinh trang sttc khoe ctia ban, bao gom ca di ing.

- Nén ban uéng nhiéu ruou hodc c6 bénh vé gan.

- Néu ban sap phau thuat.

- Néu ban 1a ngudi chiu A, vi ¢6 thé phai sir dung thude véi lidu khac.

- Néu ban dang sir dung thudc chong dong nhu warfarin, acenocoumarol, lic ndy can phai
theo doi INR than trong.

Bac sy s& tién hanh xét nghiém mau cua ban dé kiém tra chuc nang gan trudc khi hoac trong

khi diéu tri néu can thiét. Trong thoi gian dleu tri, néu thiy céc tridu ching nhu mét moi, chan

an, kho chiu bung trén phia bén phai, nuéc tiéu sdm mau, vang da, vang mat. Pay co thé 1a cdc

triéu ching chi dau cho ton thuong gan.

Trong khi diing thudc, bac s§ s& theo ddi ban dé dé phong bénh dai thio duong hodc nguy co

bi dai thao duong. Nguy co bi dai thao duong 1a: Nong d6 duong va chat béo trong méu cao,

thira cAn va ting huyét ap.

Théng bdo véi bac s néu ban bj bénh phdi ning.

Tranh ding chung NASRIX véi fibrat, do chua c6 thong tin khi sir dung phdi hop.

Lién hé ngay vé6i trung tam y té gan nhéat néu ban bi dau co, dau khi cham vio hoic yéu

co. Do nhirng tri¢u ching trén c6 thé 13 diu hiéu bénh co nghiém trong, tuy hiém khi

gip phai, bao gdm tiéu co van gy suy than; va rat hiém khi gy tir vong.

Nguy co tiéu co van ting néu ban dung thudc lidu cao, nguy co ndy ciing 16n hon & mot sb

bénh nhan. Thong bdo vdi bac sy néu ban:

- Bibénh thén.

- Bi bénh tuyén gidp.

- La ngudi cao tudi > 65 tudi.
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- La phu nt.

- Dba tung bi bénh co khi diéu tri v6i thudc ha cholesterol goi la "statin" nhu (simvastatin,
atorvastatin, va rosuvastatin) hodc fibrat (nhu gemfibrozil va benzafibrat).

- Gia dinh ban ¢6 bénh co di truyén.

Thong béo cho bac sy néu ban bi yéu co kéo dai.

NASRIX c6 chira lactose, bénh nhin khong dung nap galactose, thiéu Lapp lactase hoic rbi

loan hép thu glucose-galactose khéng nén sir dung.

Ding thuéc cho tré em

Khong diing thudc cho tré em dudi 10 tudi.

Phu nir mang thai hodc cho con bu

Khong dung NASRIX cho phuy nit ¢6 thai va cho con bu.

Trong thoi gian st dung thudc, nén st dung bién phép tranh thai phtt hop. Khi phat hién minh

dang mang thai, can phai ngimg thuoc va thong bdo ngay cho bdc sy.

Lién hé véi bac sy hodc dugc sy néu ban can thém thong tin.

Ldi xe va vdn hanh mdy moc

Luu y khi sir dung thudc c6 thé gdy chéng mat, do d6 can phai than trong khi 14i xe hodc van

hanh mdy trong khi van con cic triéu ching trén.

Khi nao cin tham vén béc sy, dwoc s§?

Cén lién lac ngay véi bac sy hodc trung tAm y té gan nhit khi ding thudc qud lidu chi dinh.
Thong thudng, bao gid ciing phai hoi ¥ kién béc sy hodc dugc sy trude lic ding bét ky thude
nao khi mang thai hoéc cho con bii.

Thong bdo ngay cho béc sy hodc dugc sy nhiing tic dung khong mong mudn gip phai khi sir
dung thudc.

Néu can thém théng tin xin hoi y kién béc sy hodc dugc s3.

Han dung ciia thudc: 36 thang ké tir ngay san xuat.

San xuat tai:

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Pudng D17, Khu Cong nghiép My Phuée 1, Phuong Thoi Hoa, Thi xi Bén Cit,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.68
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