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TGO HUGNG DAN SU DUNG THUOC

Vién nén bao phim

MEIRARA

Thudc bén theo don

Pé xa tim tay tré em

v hwémg din sir dyng trwée khi ding

bdc sy nhimg tdc dung khéng mong mudn khi sir dyng thudce

Thanh phin, him hrgng ciia thudc:

M3i vién nén bao phim chia:

T4 dugc: Lactose monohydrat, tinh bgt ngé, cellulose vi tinh thé Ml12,
croscarmellose natri, silicon dioxyd, magnesi steara, hyf{rnxypropylmerhylcellulose
E6, titan dioxyd, polyethylen glycol 6000, talc, mau oxyd sat vang.

Mo ti sin pham: Vién nén dai, bao phim mau vang, mdt mt dép logo & , mit kia
dép gach ngang.

Quy cich déng goi: Hop 4 vi x 7 vién.

Thubc ding cho bénh gi?

San phdm MEIRARA chira thanh phin chinh c6 tic dyng dugc ly 1a letrozol, mjt
thuc thudc nhém e ché aromatase.

Su phat trién ung thw vi thudng dugc kich thich boi estrogen. Letrozol lam gidm
lugng estrogen trong co thé bang céch irc che enzym (aromatase) li€n quan dén sy tao
thanh estrogen va do d6 c6 thé ngin ngira sy phét trién cua ung thu vi phu thude
estrogen. Thudc duge sir dung theo chi dinh clia béc si dé diéu trj ung thu v & phy
nit dd mén kinh.

Thubc duge diing 8 ngin ngira ung thu tai phét trér lai, ding dé diéu tri trudc khi
phéu thuat ung thu v khi khong thich hop & phAu thuat ngay 1ap tirc hodic ¢b thé sir
dung diéu trj hang dau sau khi phiu thujt ung thu vu hofic sau 5 nim diéu trj voi
tamoxifen. Thuoc cling duge dung dé ngan ung thu v phat trién hoic di cin dén cac
phin khéc ciia co thé & bénh nhan bj ung thu i tién trién.

Nén dung thudc nay nhir thé nao va liéu lwgng?

Luén ding thubc chinh xéc nhu huéng din cua béc s§ hoiic duge sj. Néu chua rd,
hay héi lai cho chéc chén.

Liéu dung:

Lidu théng thudng la 1 vién mdi ngay.

Nén uéng thubc mdi ngdy cho dén khi béc si bao ngimg thuéc. Ban c6 thé phai uéng
thuﬁc trong vai thang hojc c6 khi dén vai ndm. Néu chua rd, hay hoi lai cho chic
chan.

Céch dung:

Nén uéng thuéc mét lan vao cing mdt thoi diém m3i ngay. Ubng nguyén vién thude
v&i mot cbe nude. C6 thé ubng ciing hoc khdng cung voi thirc an.
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Khi nao khong nén ding thudc nay?

Khong nén dung thudc ndy néu ban thue cic trudmg hop sau:

- Dj img véi letrozol, hogc bét ky thanh phin nao clia ché pham.
- Phuy nit chua mén kinh.

- Phy nir dang mang thai hoic chuén bj mang thai.

- Phy nit cho con bu.

Tdc dung khéng mong muén

Nhur cac thude khéc, letrozol c6 thé gy tac dung khéng mong mudn, nhung khéng
phai ai ciing gap phai.

Céc tac dung khcmg mong mudn thudng nhe hojc vira phai va thuéng hdi phyc sau
vai ngay hodc vai tudn diéu tri.

Mot wh tac dung khdng mudn nhu bdc hoa, rung téc, va chdy méau am dao 1 hau qua
ciia thiéu estrogen trong co thé.

Khong nén qué lo lang vé nhimg tic dung phuy c6 thé xay ra & dudi day vi cé thé ban
khong gap bat ky tdc dung phy nao trong so d6

M3t s6 tic dyng khong mong mudn c6 thé nghiém trong:
Hiém gap hodic it gip (c6 thé tic dfng tir 1 dén 100 trong 10.000 b¢nh nhéin)

- Suy ycu, liét hoac mét cam gi4c mot phan co thé (dic biét 1a chén hodc tay), mét
thing bing, budn nén, khé néi hodc khé thé (d4u hiéu cua rdi loan & ndo nhu dot

quy).

- Pau tirc ngyc 45t ngdt (dAu hiéu cua réi loan trén tim).

- Khé thd, dau ngyce, ngit, nhip tim nhanh, da xanh xao, dau chéan, tay dot ngdt (c6
thé bj huyét khoi).

- Phu va do doc theo mach mau, s& rit mém va dau.

- S6t niing, 6n lanh hogic loét miéng do nhiém tring (giam bach chu).

- Nhin m& kéo dai.

Théng bédo ngay cho bic sy néu ban gip phdi cdc tic dung khong mong mubn
trén.

Thong béo ngay cho bac s§ néu ban co céc triéu chimg sau trong qua trinh diéu tri
vdi letrozol:

- Phit chit yéu 1a & mit va ¢b hong, ndi mén, da d6 (dau hi¢u cia dj img).

- Da va mit vang, budn ndn, mit ngon miéng, nuéc tiéu sdm mau (dau higu viém
gan).

- Phét ban, d6 da, phéng rép moi, mét hoic miéng, troc da, s6t (ddu hiéu rdi loan trén

da)

Céc tac dung khong mong mudn khéc ‘\J
Rét thudng gip, cé thé tic djng dén hon 1 trong 10 ngudi:

- Nong bimg

- Tang cholesterol mau
- Mét moi




https://trungtamthuoc.com

- Téng md héi
- Pau xuong va khép (dau khép)

Néu bit ky tic dung khéng mong mudn nao anh hwémg nghiém trong dén ban,
hay thong bdo cho bic sy

Thuwong gip, 6 thé tic dgng dén 1 trong 10 ngudi:
- Phét ban da

- Pau dau

- Chong mét

- Mét mdi (thudng cam thay khong khoé) g
- Réi loan da day-rudt nhu budn ndn, nén mira, kho tiéu, téo bon, tiéu chay /
- Tang hodc &n mét ngon D
- Pau co ;\

X

- Loding xuong din dén gy xuong trong mdt sb truong hop
- Sung cénh tay, ban tay, chin, mat c4 chan (phu né)

- Phién mudn

- Téng can

- Rung té¢

- Tang huyét 4p |
- Pau bung |
- Da khé

- Chay mdu dm dao

Néu bit ky tic dung khong mong mudn nao inh hwéng nghiém trong dén ban,
hiy thong bdo cho bac sy

it giip, c6 thé tic djng dén 1 trong 100 ngudi:

- Rf)i loan thin kinh nhu lo ling, cing thing, kich thich, budn ngn, réi loan tri nhé,
budn ngu, mit ngu

- Mt thiing bing cam giéc, dic biét 1 sy tiép xic
- Cac rbi loan v& méat nhu méat mo, kich img mit

- Dau thit nguc, nhip tim nhanh

- C4c rbi loan da nhu ngira (may day)

- Khé 4m dao

- Pau cimg khép (viém khép) Q«/
- Dauvi

- Sét

- Khét, rbi loan vi gidc, khé miéng

- Khé ciia mang nhiy

- Giam cdn
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- Nhi®m tring dwong tidu, ting tin suat di tiéu
- Ho
- Tang mirc 4§ cua enzym

Néu bit ky tic dung khong mong mudn nao anh hwéng nghiém trong dén ban,
hiy thong bdo cho béc sy

Bing c4ch béo céo cdc téc dung khong mong muén, ban cé thé gitp cung cdp thém
thong tin vé sy an toan cuia thuéc nay.

Thuoc c6 thé gdy ra cdc tac dung khong mong | muon khdc, thong bdo  ngay cho badc sy
néu gdp phdi nhitg tdc dung khong mong mudn sau khi sir dung thuoc.

Nén trinh dung nhirng th udc hodc thye phim gi khi dang sir dyng thudc nay?

Mot s6 thuoc cd thé tuong tic véi letrozol nén phai théng bao cho bac sy hodc duo'c
s§ cua ban vé tat ca cac loai thudc ma ban dang sir dung, bao gom ca céc thude ké
don hoic khong ké don, cac vitamin hogc thude tir duge liéu.

Cdc thudc sau c6 thé twomg tdc véi letrozol, thong bdo cho bdc sJ trueée khi sir dung:
- Tamoxifen

- Céc chét diu hoa chon loc thy thé estrogen khéc nhu (raloxifen).

- Estrogen

Ban c6 thé udng thudc nay ciing hoic khong cing thirc &n.

Cin 1am gi khi m{t lin quén khéng ding thudc?

Néu ban quén khong clung 1 lidu, nén uong heu d6 ngay khi cé thé. Néu thai diém
nhé ra da ngay gan thoi diém dung lidu thudc tiép theo (trong vong 2 - 3 gid), khong
ding lidu da quén ma dung thudc theo ding lich trinh cii. Khéng uong glp doi lidu.

Cin bio quén thudc nay nhwr thé nao?

Gitr thubc trong bao bi gbc cia nha san xuat, déy kin. Letrozol 1a hoa chét dgc do do
can thén trong trong bao quan, vin chuyén va tiéu huy.

Pé thubc noi khé réo, tranh 4nh sang, nhiét d6 khong qué 30°C, va ngodi tim v6i clia
tré em.

Khéng sir dung thudc sau ngay hét han in trén bao bi (hép va vi thudc).
Nhirng d4u hi¢u va triéu chitng khi dung thudc qui liéu

Ding thuoc chinh xdc nhu huéng din cua béc s§. Thong tin vé sir dyng qud lidu con
han ché. Néu dung thudc nhidu hon chi dén, ngung ding thudc va lién lac ngay véi
bac s§ hogc trung tAm y té gan nhit.

Cin phii 1am gi khi dang thudc qué lidu khuyén cio

Ngu:ng dﬁng thudc va lién lac ngay voi bac s§ hodc trung tam ¥ té gan nhat. Mang
theo vién thubc cing véi bao bi dé bac sy biét ban da udng thudc gi va cé bién phap
xur ly kip thoi.

Nhirng diéu cin thin trong khi diing thude ndy

Truée khi ding thudc nay, théng bdo cho bdc s néu ban cé nhitng van dé sau:
- Bi suy thén néng

- Bi suy gan nang

ACAN
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- D4 timg bj lodng xuwong hodc giy xuong
Thuéc nay chi duge dung cho phy nit man kinh.

San phAm MEIRARA c6 chira lactose. Néu ban khong dung nap mét loai dudng nao
d6, hay thong béo cho bac s¥.

Diing thudc cho tré em (< 18 tudi)

Khong sir dung letrozol cho tré em.

ﬂgt_rd’icaorucfifz 65 tudi)

C6 thé dung liéu tuong ty nhu & ngudi 1ém.

Phu nit mang thai hodc cho con bu

Khdng sir dung thudc cho phu nir mang thai hoiic cho con bu vi thubc c6 thé géy hai
cho thai nhi va tré.

Nam gigi

Khéng c6 sb li¢u vé sir dung letrozol & ung thu vii clia nam.

Ldi xe va vdn hanh may méc

Khi sir dung letrozol, bénh nhén thudéng mét moi va chong mit, doi khi budn ng, vi
thé nén thén trong khi lai xe hoic van hanh méy mée, ban khong nén thyc hién céc
cong vige can tip trung cao d nhu 14i xe hodc van hanh may mdc, cho dén khi xéc
dinh chiic chin minh c6 bi anh huédng hay khéng.

14. Khi nao cin tham vén bdc sy, dwge s§.
Néu can thém thdng tin xin héi ¥ kién bac s§ hogic dugc s§.
15. Han ding ciia thude: 36 thing ké tir ngdy san xuét.
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PHAN 2. HUGNG DAN SU DUNG THUOC CHO CANBQ Y TE
1. DPAC TINH DUQC LYC HQC:

Nhém duge ly: Thudc chéng ung thu, thude e ché aromatase.

Mi ATC: LO2BGO4.

Letrozol 1a din chét benzyltriazol, 1a chét e ché aromatase chon loc khong steroid.
Letrozol khdc biét véi aminoglutethimid vé& cAu tric nhung cling chung tic dung
dugc 1y va trc ché canh tranh aromatase. Mic di cung c6 tdc dung e che chon loc
aromatase nhung letrozol c6 tac dung chon loc va manh hon khi tinh theo mol.

Co ché tic dung: Aromatase la enzym chuyén androgen thanh estrogen, letrozol gin
vao nhin hem cua ticu don vi CYPaso ciia aromatase. Do dé aromatase bi trc ché va
lam gidm ndng dd estrogen (estron, estradiol va estron sulfat) trong huyét tuong.

Tac dung chéng ung thu: O phu nit sau mén kinh bj ung thu v diéu trj bing letrozol
lifu hang ngay 0,1 - 5 mg cho thdy letrozol ¢é téc dung trc ché 1am giam ndng d9
estradiol, estron, estron sulfat trong huyét twong khoang 75 - 95% va dat dugc kha
ning uc ché tdi da trong vong 2 - 3 ngay k& tir khi bét dau didu tri. Kha niang Gc ché
hormon phy thugc liéu, véi liéu diéu tri > 0,5 mg/ ngdy ndng d¢ estrogen huyét tuong
bi giam trong sut qu4 trinh diéu tri; ndng d6 estron, estron sulfat huyét tuong c6 the
giam thip dudi mire c6 thé do duge.

Tac dyng hormon: Letrozol ¢6 tdc dung ¢ ché chon loc qu4 trinh tdng hgp estrogen
va khong anh hudng dén tong hop corticosteroid thugng thdn, aldosteron hodc
hormon tuyén gidp, irc ché tdng hop estrogen khdng géy tich lily cic chit tién thin
cua androgen.

2. PAC TiINH DUQC PONG HQC:
Hifp thu

Letrozol hip thu nhanh va hoan toan qua dudng ubng (sinh kha dung tuyét ddi trung
binh khodng 99,9%). Didu trj véi letrozol 2,5 mg/ ngdy, néng dd huyét tuong & trang
théi can bing dong hoc dat dugc sau 2 - 6 tudn. Letrozol ¢6 dugc dong hoc khong
tuyén tinh, véi liu 2,5 mg/ ngdy ubng lap lai, néng @3 letrozol huyét twong & trang
thai cn bing déng hoc cao gip 1,5 - 2 14n so v6i ndng @5 dy kién khi uéng liéu don.
Tuy nhién, letrozol khéng bi tich liiy, ndng d¢ cdn béng (én dinh) letrozol huyét
twong duy tri 6n dinh trong suét qué trinh diéu tri hang ngdy. Thitc &n lam gidm nhe
toc d¢ hap thu (Tmax trung binh 1a 1 gidr lic d6i so véi 2 gidr khi no, Cmax trung binh 1&
120 + 20,3 nmol/ L lic déi so véi 98,7 + 18,6 nmol/ L lic no) nhung mirc d6 hép thu
(AUC) khong thay doi.

Phaén bd

Khoang 60% letrozol gén protein huyét twong, chi yéu véi albumin (55%). Nong d§

letrozol trong héng cdu khoang 80% ndng d huyét twong. Sau khi udng 2,5 mg

letrozol danh diu '*C, khoang 82% ndng d9 chét phong xa & trong huyét twong dusi /
dang khong ddi. Do d6, ndng do cac chat chuyén héa trong tudn hoan thap. Letrozol

phan bd nhanh chéng va rong i trong cic mo. Thé tich phin bd biéu kién cua

letrozol & trang thai 6n dinh khoang 1,87 + 0,47 L/ kg.

Chuyén héa

Letrozol dugc chuyén héa & gan bdi cytochrom Paso 3A4 va 2A6, tao thanh chét
chuy{én héa carbinol khﬁng hoat tinh 13 4,4’-methanol- bisbenzonitril, sau dé chat
chuyén héa nay dugc bai tiét qua thén.
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Thdi tree

Thoi gian ban thai trong huyét twong khoang 2 - 4 ngay. Sau khi udng liéu hang nga
2,5 mg/ ngay, nc"‘mg d6 8n dinh dat dugc trong vong 2 dén 6 tudn. Nong d§ hu é{
trong & trang thai 4n dinh cao hon xép xi 7 14n so véi néng 4o do dugc sau khi ug;lg
lidu don 2,5 mg vA cao hon 1,5 dén 2 lin ndng dd & trang thai 6n dinh dugc dy doan
tir ndng 49 do duoc sau khi udng liéu don, cho thdy sy khong tuyén tinh nhe cua
dugc dong hoc letrozol khi ubng 2,5 mg/ ngdy. Vi ndng 4 én dinh dugc duy tri theo
thoi gian nén c6 thé két luin ring, khong c6 sy tich 1y lién tyc letrozol.

90% lidu ubng duge thai trir ra nudc tidu, trong d6 75% la dang lién hop glucuronid
ctia chét chuyén héa carbinol, 9% chét chuyén héa khic va 6% & dang thudc chua
chuyén héa.

Duwypc dpng hoc trén dbi twgng dic bigt

Ngudi cao tudi

Db tudi khong anh huéng dén duge ddng hoc clia letrozol.

Suy giam chiec ndng thdn

Trong mot nghién ctru trén 19 ngudi tinh nguyén ¢ chirc néng thn & nhiél.} mirc d§

khéc nhau (D9 thanh thai creatinin trong 24 gid: 9 - 116 mL/ phut) khong thay c6 anh

hudng dén duge dong hoc cia letrozol sau khi ding liéu don 2,5 mg.

Suy gan

Trong mdt nghién ciru twong ty & nhitng bgnh nhén c6 chirc ndng gan & nhitng mirc

d6 khéc nhau cho thay, gia tri AUC trung binh & ngudi tinh nguyén bi suy gan vira

(Child-Pugh B) cao hon 37% so véi ngudi binh thuong, nhung vén & trong khodng

dugc thdy & ngudi khong b suy gan. Trong mdt nghién ciru so sdnh dugc dong hoc

ctia letrozol sau khi udng liéu don & 8 nam gi6i bi xo gan va suy gan ning (Child-

Pugh C) véi ngudi tinh nguyén khée manh (N=8), AUC va tin tang tuong img

khoang 95% va 187%.

Thin trong khi ding letrozol cho bénh nhan suy gan ning sau khi d can nhéc loi fch/

nguy co cho tfimg bénh nhan.

CHi PINH:

- Didu trj hd trg ung thu va giai doan sém c6 thy thé hormon dwong tinh & phy nit
mén kinh.

- Kéo dai diéu tri h trg ung thu vii giai dogn sém & phy nir mén kinh d& diéu tri
chuin bing tamoxifen 5 nim.

- Piédu tri hang diu ung thu vii phy thuéc hormon giai doan mudn & phy nir mén
kinh.

- Pidu tri ung thu vi giai doan mujn & fhu nitr man kinh (mén kinh ty nhién hay
nhn tgo), sau khi bénh tai phat hofc tién trién & ngudi trude day di duge didu tri
bing cac thude khang estrogen.

- Pidu tri hd trg trwée phiu thudt ung thy vi & phy nir sau man kinh ¢6 thy thé
hormon duong tinh, HER-2 4m tinh khi khong thich hgp dung héa tri va khong
dugc chi dinh phiu thuft ngay.

Hiéu qua cua letrozol chua dugc chimg minh dbi voi ung thu vii ¢6 thy thé hormon

am tinh.

LIEU DUNG - CACH DUNG:
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Liéu ding

Liéu udng & phy nir ngudi lén va ngudi cao tudi: 2,5 mg/ ngay, udng mdt 1an trong
ngdy. Thi gian diéu tri 16i wu chua r3. Khong can chinh liéu & ngudi cao tudi.
Ngimg diéu tri khi khong dap img hogc bénh tién trién néng lén.

O diéu trj hd trg va diéu trj h trg kéo dai, nén tiép tuc sir dung letrozol trong vong 5
nam hojc t6i khi khdi u tai phat, tiy diéu kién ndo t6i sém hon.

Trong diéu tri hd trg, phéc 46 diéu tri lién tuc (2 nim letrozol, sau d6 1 3 nim
tamoxifen) cling nén dugc cén nhic.

Trong djéu tri hd tro trude phiu thudt, letrozol nén duge stru dung trong khoang 4 - 8
thang d& lam giam khbi u nhiéu nhit. Néu d4p img khong ddy du, nén ngimg letrozol
va thao luan v6i bénh nhén vé phiu thuit vd/ hofic cic lya chon dieu trj khéc.

Dé dy phong bién chimg lofing xuong & bénh nhén diéu trj bang letrozol, cin bd sung
vitamin D va calci hang ngay.

Tré em: Khong khuyén cdo sir dung thubc trén tré em. Chua c6 diy du théng tin vé
hidu qua va an toan trén tré em (< 17 tudi).

Suy thdn: Khong can chinh lidu trén bénh nhan suy thin c6 d9 thanh thai creatinin >
10 ml/phit. Chua c6 dy dii thdng tin vé viéc dung thubc trén bgnh nhén suy thén c6
d0 thanh thai creatinin < 10 ml/phut.

Suy gan: Bénh nhén suy gan nhe hojc trung binh khéng cin higu chinh liéu, nhung
bénh nhin xo gan ho#c suy gan ning cin giam 50% liéu, thuong dung liéu 2,5 mg/
ngay dung céch nhat.

Céch dung

Nén ubng vién nén bao phim letrozol véi mét it nuéce. Do sy hAp thu thudc khong bj
anh huéng boi thirc &n, nén cé thé udng thude trude, trong hodc sau bira an.

Néu quén lidu, nén udng liéu da quén sém nhét ngay khi nh¢ ra. Tuy nhién néu da
gin dén thdi gian lidu tiép theo (2 - 3 giv), nén bo qua liéu da quén va ubng nhimg
liu tiép theo nhu binh thuong. Khdng nén ubng gap doi liéu dé bu lai liéu da quén.
CHONG CHI PINH:

Man cdm véi letrozol hogic bt ki thanh phin nao ciia thude.

Phu nir chua mén kinh, phu nir dang c6 thai hodc chuén bj ¢6 thai, phy nir cho con bu.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Tinh trang méan kinh

Cén thén trong ddi véi phy nit chua 13 rang tinh trang mén kinh. Phai dinh luong LH,
FSH va/ ho3c estradiol trong huyét thanh trwdc khi bit dAu diéu tri. Chi nén sir dung
letrozol & nhitmg phy ni¥ ¢6 tinh trang ndi tiét sau méan kinh,

Suy giam chirc néng than

Khéng cé sb lidu v& sir dung letrozol & bénh nhan c6 d¢ thanh thai creatinin dudi 10
ml/ phit. Nén than trong khi sir dung letrozol & nhitg b¢nh nhén nay.

Suy giam chirc n: an

Chn str dung thén trong va hiéu chinh liéu & nhimg bénh nhin suy gan.

O bénh nhin suy gan ning (Child-Pugh C), ndng d6 va thoi gian ban thai ting
khoang gip ddi so véi ngudi tinh nguyén khoe manh. Do d6, nhimg bénh nhin nay
chn dugrc theo ddi chit ché,

AW\ T
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Téc dung trén xuong

Lezotrol la mot chét lam gim estrogen manh. Phy nit ¢4 tién sur loAng xwong va/
hogc gy xuong hodc c6 nguy co cao bi loing xwong phai dugc dénh gid mat do
xwong truéc khi bit dau didu tri bd sung va diéu trj hd trg tang cudmg, theo ddi trong
va sau diéu tri véi lezgtrol. Didu trj hodic du phong lodng xwong (van dong, calci,
vitamin D) nén dugc bit dAu khi thich hop va theo ddi cAn than, Trong nhém bd trg,
mét ché o didu trj tuln ty (letrozol 2 nam, sau d6 tamoxifen 3 nam) cling ¢6 the
duoc can nhic tiy thugc vao thdng tin an toan ctia b¢nh nhén.

Canh bdo khéic

Letrozol 14 héa chit doc do d6 cin than trong trong bao quan, vén chuyén va tiéu huy.
Nén tranh ding phdi hop letrozol véi tamoxifen, cdc thude khang extrogen khéc hofic
cic liéu phap c6 chira estrogen vi nhimg chit nay c6 thé lam giam téc dung duge 1y
cua letrozol.

Tinh an toan va hién luc cta letrozol & tré em chua dugc nghién ciru.

Khong co sb lidu vé sir dung letrozol & ung thu vii ctia nam.

Cénh bao lién quan t4 duoc

MEIRARA cé chira lactose. Bénh nhan bj bénh di truyén hiém gip kém dung nap
galactose, thiéu hut Lapp lactase hodc rbi loan hip thu glucose-galactose khong nén
sir dung.

Pé xa tim tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Letrozol c6 thé gdy doc véi thai nhi. Hién tai letrozol chi sir dung cho phy nir sau
mén kinh. Trong tinh trang de doa tinh mang ho#c bénh rat ning ma khong thé diéu
tri bing thudc khéc an toan hon méi chi dinh letrozol & phy nit mang thai. Khi didu
tri, cAn canh b&o cho bénh nhén vé nguy co dfc véi thai nhi hogc sdy thai.

Thoi ky cho con b

Cho dén nay chua c6 thdng tin v& viée letrozol c6 qua sita me hay khong. Khong thé
loai trir nguy co cho tré b me. Vi vay khong sir dung letrozol & phy nit cho con ba.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Khi sir dung letrozol, bénh nhén thudmg mét méi va chéng mit, déi khi budn ngy, vi
thé nén than trong khi 14i xe hoic vin hanh may moée.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI
TUONG TAC KHAC:

Tamoxifen diéu tr ddng thoi véi letrozol lam giam nong d9 letrozol trong méu 38%.

Nhung kinh nghi¢m 14m sang chi ra ring néu ding letrozol ngay sau tamoxifen thi

tac dung diéu tri cua letrozol khong bi anh hudng. Khong ding ddng thoi letrozol véi \‘/
céc thude didu hoa chon loc thy thé estrogen khac nhu raloxifen vi lam giam ndng 4 N
letrozol trong huyét tuong. Néu cAn chéng lodng xwong, nén ding biphosphonat uéng

hon dung raloxifen.

Céc estrogen 1am giam tic dung dugc Iy cia céc thude (e ché aromatase, do d6 tranh
phdi hop letrozol véi estrogen.
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Letrozol chuyén héa qua cdc isoenzym 3A4 va 2A6 clia CYPuso. Do d6, khi phcfoi hop
véi cée thubc gy cam (mg hoic rc che cdc isoenzym ndy s€ lam thay dbi chuyén héa
clia letrozol. Tuy nhién, cimetidin va diazepam khong anh hu¢mg dén chuyén héa
letrozol.

Mt khéc, letrozol trc ché. manh CYP2A6 va tic ché yéu hon CYP2C19. Do d6, ding
déng thoi letrozol c¢é thé lam giém chuyén héa va lam ting néng do trong huyét
tuong cua cac thudc ciing chuyén héa do cdc enzym ndy. Tuy nhién, letrozol khong
anh huémg dén chuyén hoa cia warfarin va diazepam.

TAC DUNG KHONG MONG MUON:

Tém it hd so an toan

Tén sudt cua céc tic dung khong mong mubn chit yéu dya trén céc thong tin tir cic
nghién ciru 1dm sang.

Khoang dén 1/3 bénh nhén dugc diéu tri véi letrozol & nhém di cin va khoang 80%
bénh nhan trong nhém bb try ciing nhu trong nhém hd trg ting cudémg giip phai céc
tac dung lghﬁng mong mudn. Phin 16n c4c tic dung khéng mong mudn xay ra trong
vai tuin dau dicu tri.

Céc tic dung khéng mong mudn duge bao cdo nhiéu nhét trong cac nghién ciru lam
sang 13 béc hoa, tang cholesterol huyét, dau khép, mét méi, ting dé mé hoi va budn
ndn.

Ngoai ra, céc tac dung khong mong mudn quan trong c6 thé xdy ra khi diéu trj véi
letrozol la: Cac bién cb vé xuong nhu lodng xuong va/ hoiic %ﬁy Xuong va cac bién
cb tim mach (bao gdm céc bién co trén mach méau ndo va huyet khoi tic mach). Céc
tac dung khéng mong muon phén theo tAn sudt dirgc mb ta & Bang 1

Danh muc liét ké céc phan img cd hai

Tén suét cdc phan ing c6 hai thu dugce chu yéu tir dit liéu 14m sang

Nhimg phan img c6 hai dugc ligt ké trong Bang 1, dugc bdo cdo tir cac nghién ciru
|4m sang va dif liéu sau khi dura thudc ra thj trudmg.

Bang 1

Rdt thuomg gdp, ADR > 1/10, thwomg gdp, 1/ 100 < ADR < 1/10, it gap, 1/ 1.000 <

ADR < 1/100, hiém gdp, 1/ 10.000 < ADR < 1/1.000, chua ré tdn sudt (Khong the
woc tinh tie 56 liéu co san)

Nhiém khuén

itgap Nhiém khuan dudmg tiét niéu

Tén tao u, lanh tinh, dc tinh va khong xdc dinh (bao gﬁm cd u nang va polyp)
it gép Pau u'

Réi loan mau va h¢ bach huyét

_i_gap Giam bach cau

Réi loan hé mién dich

Chura 15 tén suét Phén img phan vé

Réi loan chuyén héa va dinh duéng

Rt thudng gip Ting cholesterol huyét

Thudmg gap Biéng in, ting thém &n

W AN
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Réi loan tim thin
Thudng gp Trdm cam
_iLgap Lo ling (bao g&m cd cing théng),_khé chiu
Réi loan h¢ than kinh trung wong
Thuomg gip Pau déu, chéng mit
it gap Chimg budn ngt, mat ngu, suy giam tri nh6, dau that g

(bao gom di cam, ngung tho), rdi loan vi giéc, tai bién mach
méu ndo, hdi chimg Ong co tay

Roéi loan vé mit

it gdip

Puc thiy tinh thé, kich L'mggét, md mét

Réi loan vé tim

it gap

Dau bung', nhip tim nhanh, nhip tim thiéu mau cyc bd (Bao
gom dau that nguc moi hoge tdi té hon, dau thét ngyc doi hoi
phau thudt, nhdi méu co tim va thiéu mau cyc co tim)

Réi logn vé& mach
Rét thudng gip Nong bimg
Thudng gép Téng huyét ap
ft gap Viém tinh mach huyét khéi
Hiém gip Thuyén tic phdi, huyét khdi dong mach, nhdi mau nio
Rdi loan hé hip, lﬁng_n_gu;c va trung that
it gap Kho thé, ho
Rdi loan tiéu héa
Thudng gip Budn nén', khé tiéu, tdo bon, dau bung, tiéu chay, ndn
It gip Khd miéng, viém miéng'
Roi loan mit
ftgap Ting men gan
Chua rd tin suat Viém gan

Réi loan da va cic mo dwéi da

Rét thudmg gap Tang md héi
Thuong gap Chimg rung téc, phat ban (bao gdm ban do, ban dat, véy nén),
da khé
it gap Ngira, may day
Chua rd tin suft Phil mach, hoai tir biéu bi nhiém dgc, hong ban da dang
Réi loan co xwong va m lién két
Rit thudmg gip DPau khép
Thuong gdp Dau co, dau xuong, lodng xuong, gdy xuong
it gap Viém khop
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Chua r5 tAn sudt Ngon tay bét
Réi loan thén va ti€t ni¢u
[t gip Taing s 14n di tiéu
R6i loan hé sinh sén va tuyén va
Thudng gap Chay méu dm dao
it gap Kho &m dao, dau ngye
Roi loan chung va tai vj tri sir dung
Rét thudng gip Mgét méi (bao gdm chimg suy nhugc, budn ndn)
Thuong gip Phu ngoai vi
ft gap Phil, niém mac kho, khét, sbt
Xét nghig¢m
Thudng gip Tang cén
it giip Giam céin

I Céc phan ung thudc khdéng mong mudn chi béo cdo & giai doan di cin

Huéng din cich xir tri ADR

Céc ADR thudmg nhe va dung nap dugc, da s6 do héu qua ciia thiéu estrogen nhur béc
hoa, rung toc. cin chii ¥ lodng xuwong.

Lodng xuong: Do letrozol lam gidm nbng d6 estrogen trong mau vi vy s& 1am gidm
m4t 49 mudi khoéng trong xuong. Truéc didu tri va dinh k¥ hang nam trong qué trinh
diéu trj bing letrozol cin phai kiém tra mat d xuong ving xuong chéu va cft sé‘ng.
Néu phu nit sau mén kinh di€u tri bang letrozol c6 lodng xuong c6 thé diéu tri bang
ung biphosphonat. Phy nit diéu tri bing letrozol phéi duoge khuyén c4o thay déi 16i
song: Bd sung calci va vitamin D trong ché d6 &n, vén déng, bo thubc 14, han ché
ubng dd ubng c6 con.

Khi bj tang cholesterol méu c6 thé diéu trj thudc giam lipid mau.

T huc‘;g c6 thé gdy ra cdc tdc dung khong mong muén khdc. Cén theo doi chét ché va
khuyén cdo bénh nhdn théng bdo cho bdc sy nhitng tdc dung khong mong mudn gap
phdi khi sir dung thuoc.

QUA LIEU VA XU TRI:

Cho dén nay thong tin vé qué liéu & ngudi rat han ché. Diéu trj trigu chimg va chim
soc hd tro, theo ddi cdc dAu higu song la chu yeu néu c6 qua lidu xay ra. C6 thé gy
ndn néu phét hién sém bénh nhdn méi uong thudc qua liéu.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khéng ding thubc qua liéu chi dinh.

Piéu kién bio quan: Noi kho rdo, trdnh 4nh sang, nhiét d¢ khong qua 30°C.

Han ding ciia thude: 36 thang ké tir ngay san xuét.
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TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tqi:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)
L6 M7A, Pudng D17, Khu cong nghiép My Phudc 1, Phudong Théi Hoa, Thi xa Bén
Cét, Tinh Binh Duong, Vi¢t Nam.

Dién thoai: 0274.3567.687  Fax: 0274.3567.688
NGAY XEM XET SUA \NHAT LAI NQI DUNG HUONG DAN SU

ong Giam Péc
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TRUONG PHONG
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