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charge/Batch = Batch no./s6 t6 sx

Herstel[datum/Ma nufacturing Date = MFD/NSX:

Verfatldatum/Expiry Date = EXP/HD:

o

I
Diecutioutline is symbolic only! For technical design refer to the below mentioned PZlpm

Ba r Pharma AG - Packa ing Technolo y Bertin

PZlgmdr.:

Code-Nr./code-no.:

Bezeichnung/name:

0279A-3

736

FB-Mercilon

Materialn r./material-no

MandanUclient:

Aufmachung/country:

85037145 _
GVDE [Oss)
VN/./BPH

CUC QUAru T
D

Y DUOC

n0vre

d,
ll,l

o

a<

Abmessungen/Dimension. 48.0x19,5x137,0mm

xanahmiar/anarar raA n.rr.il/.l.ra

i

Farbauszug/color separation:

stanzform/diecutline schwarz/black PANTProcMagC Pant254C PantProCyanC

alle Farben/all colors:

stanzform/diecutline schwarz/black PANTProclvlagC Pant254C PantProCyanC PaProcYelC

\/^r-i^6 r /^mA,6r.i^^ {'^h.
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Charge/Bat(h = Batch no:

v€rfaltdarum/Expiry Dare= ExP:

Bayer (3outh East Asia) Pte Ltd

63 Chulia Street

OCBC Centre East, 14th Floor

SingaPore 049514

Diecutloulline is

HB-Seite

Abzugsrichtung
! For lechnical reter to the below mentioned PZipmdr!

Foitinfo HB

Non-sea[ab[e side
Ref€rerae:

d..kEirs

rchwan

BayerAG - Packaqing Technotoqy Berlin - Restricted Document

Ansicht aul HE"S6ile

Datum/dato

Abmessungen/Drmensionr 95.Orrt0,Omm

FOI-AL-H-Mercilon TAB 21 268MM

8717A-3A Materialnr./material-no

Mandanuchent:

Aufmachungcountry:

Pzpmdr.-

Code-Nr.icode-no.:

Bezeichnung/name:

850371 37

GVDE (Oss)

VNh/BP-H

Farbauszug/color separatid'

kontur schwan/black

alle Faben/all colo6:
kontur deckweiss schwarzlblack PANT245C

Verson voo/verson lrom

04,07,17 16:23:06

0

WED

I I

Gerd
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Bayer (3outh EastAsia) pte Ltd
63 Chulia Street

OCBC Centre East, 14th Floor
Singapore 049514

Diecut/oulline is

H5-Seite

................

Abzugsrichtung
! For lechnical refer to the below mentioned PZipmdr!

Foitinfo H5

Sealabte side
Referenc.

PtrI]45C
5-k;nFFt--fficry-

slilan

Bayer AG - Packaging Technotogy Bertin - Restricted Document

8717-A-3A Materialnr-lmaterial-no

0,,__ _ Mandanuchenl:

FOI-AL.H-MercilonTAB21268MM Aufmachung/country:

Ansicht aut HS-Seite

Dalum/dategenehmqYapproved:

AbressungeolDrmensron: 95.Or4O.0mm

Pzpmdr..

Code-Nr./code-no.:

Bezeichnungy'name

8503713?

GvDE lOqs)

YM/BEH

Farbauszug,/color separation

kontur schwanJblack PAtlT2-lsC

alle Farben/all colors
konlur deckweEs schwarz/black PANT245C

Verspn vomryersis from

04.07,17 16:23:06
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j

BaYer (South EastAsia) Pte Ltd

MERCILON@ -- 
-^r":,?:'E:[1"1.r,,.,ocBC

Vi6n n6n dC u5ng. SingaPore u4uc r+

m6 tR: M6ivien n6n chrla 0,150 mg desogestrelvd 0,020 mg ethinylestradiol

Ti duoc: Silica colloidal khan, lactose monohydrate, tinh bQt khoaitAy, povidone, stearic acid, all-
ra c- a I p h a-toco ph ero l.

Vi6n hinh trdn, 2 mat l6i vd co duong klnh 6 mm. Vi6n thu6c duEc dqp ch0 TR/4 tr6n 1 mft vd

Organon" tr6n mit kia.

cHio!NH

Tr6nh thai.

LrEu LUENG vA cAcH DUNG

Ui5ng Mercilon nhu th6 nio

Hdng ngdy u6ng c6c vi6n thu6c theo thu tr,r duEc chi tr6n vi thu5c vdo cung mQt gio vcyi mOt

it nudc ntlu cAn. M6i ngdy u6ng mQt vi6n trong 21 ngay li6n tiep. eit Oau dung vi ke tiep sau

7 ngdy nghi u6ng thu5c, trong thcri gian ndy thucrng xdy ra xu5t fruyet do tam nghi thuiSc. Ra

huyet tfruong b5t diu 2-3 ngdy sau khi u6ng vi6n thu6c cur5i cing vd c6 th6 chua chAm dut

truoc khi bit d6u u6ng vi fe tiep.

eit AAu u5ng Mercilon nhu th6 nio

Kh6ng dung phuong ph1p trdnh thai hormone ftrong thang tru6c]

git Oau u6ng thu6c vio ngdy 1 crla vdng kinh tu nhi6n (tuc ld ngdy hdnh kinh dAu ti6n).

C0ng co th0 bit d6u u6ng vdo ngiy 2-5 cia vdng kinh, nhung trong chu k!,diu ti6n n6n

dirng th6m phucrng ph6p trdnh thai bing mdng chin trong 7 ngdy dAu u6ng thu6c.

D6i tu mOt thuOc tritnh thai hormone phOi hqp khac (thu6c trdnh thai klt hqp dqng uong

(COC), vdng dat 6m dao, hoac mi€ng c6y duoida)

tOt nn6t n6n b5t d6u dr)ng Mercilon vdo ngdy sau khi di u6ng vi6n thu6c co hoat chSt cu6i

cirng (vi6n thu6c cu6i cirng chfa hoat cn6t; cria COC tru6c d6, nhung mugn nh6t vdo ngdy

fe tiep thcri gian tqm nghi thu6c, hoic sau vi6n chOa gid duqc cu5i cirng crla COC trudc do.

Trong truong hgp srir dung vong dit 6m dao hoic mieng c6y du0i da, t6t nhdt n6n Oit dau

dirng Mercilon vdo ngdy r0t dung cr,r tr6n, nhung kh6ng muQn hon thoi gian ddng le phdi dat

dung cu ti6p theo.

NEu phuong phAp tr6nh thai truoc do duqc sir dqng d6u din vd d0ng c6ch vd n6u chic

chin khong co thai thi cOng co th6 OOi tnu6c vdo bit k!'ngdy ndo trong chu ky dirng thu6c

trSnh thai hormone ph6i hqp truoc do.

Kh6ng n6n k6o dai thdi gian tam nghi thu6c crla thu6c ding tru0c do qu6 thoi gian khuyen

c6o.

D6i tw phuong phep t6nh thai chi co progestogen (minipilt, thu6c ti6m, thu6c c69 hoqc dung

cu dat 6m dao gidi phong progestogen flUSl

Co the OOi tnu6c vdo bAt cu ngdy ndo khi dang dtng minipill (vio ngiy r0t que cdy hoic

dung cu dit Am dao gidi phong progestogen, vdo ngdy 16 ra ph6i ti6m thu6c n€u ding thu6c

ti6m tr6nh thai), nhung trong t5t cd c6c trudng hgp tr6n n6n dung th6m phuong phdp mdng

chin trong 7 ngdy dAu u6ng thu6c.

1

.l

{
{

LI,t

Bayer
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Sau khi sdy thaitrong 3 thang ddu

C6 the Oat OAu u6ng thu6c ngay. NOu u6ng nhu the thi kh6ng cAn dirng thdm phucrng ph6p

tr6nh thai bri sung.

Sau khi sinh hoac sdy thai 3 thang gitra

OOi vOi phlr nCr cho con b0 xin xem Mqc Thai k!,vi Cho con bri.

NOn bit dAu dirng thu6c vdo ngdy 21 d}n ngiy 28 sau khi sinh hoic sau s6y thai trong 3

th6ng giira. N€u nit Oau u5ng mu6n hon, n6n dung th6m phuong ph6p mdng chin trong 7. -;.ngdy ddu u6ng thu6c. Tuy nhi6n, n6u di giao hqp, n6n loai tru khd ning co thai truoc khi

thqrc sw Oit Oau dr)ng COC ho{c phdi cho d6n ki kinh dAu ti6n.

Nguy co thuy6n t5c tinh mqch (WE) ting trong thoi gian sau sinh n6n duoc cAn nhic khi

u6ng lai Mercilon (xem muc Cinh b5o dic bigt vi thfn trgng tru6c khi sr) dqng).

Cich xrl tri khi qu6n u6ng thu6c

NOu u5ng thu6c muQn nhung dwoi 12 gio, t6c dqng bio v0 trdnh thai khong gidm. Ngucri

phu nO n6n u6ng thu6c ngay khi nhd ra vd n6n u6ng nhDng vi6n thu6c kC tiep vio thoi gian

thucrng lQ.

N6u qu6n u6ng thu6c muQn qu612 gio, tdc dung bdo v6 tr6nh thai co the gidm. Vi6c xrl tri
qu6n u5ng thu6c dLra vio hai nguy6n tic ccy bdn sau d6y:

1. kh6ng bao gio duqc ngung u6ng thu6c qu6 7 ngdy.

2. cdn ph6i u6ng thu6c 7 ngiy li6n ti6p moi co tdc dung uc ch6 dAy dti O6i vdi truc ha doi-

tuy6n y6n- bu6ng trung.

Dua vio d6, trong thqrc hinh hdng ngdy co the dua ra nh0ng loi khuyOn sau diy:

o Tuin 1

N6n u6ng vi6n thu6c b6 sot cu6i cirng ngay khi nh0 ra, cho du phdi u6ng hai vi6n m6t

l0c. Sau cl6, ti6p tUc u6ng thu6c theo gio thuong 10. Them n0a, n6n dung mqt phuong

phdp mdng chin nhu bao cao su trong 7 ngdy fe tiep. NOu da giao hop trong vdng 7

ngdy tru0c, n6n xem xet khd ning co thai. Qu6n u6ng cdng nhi6u vi6n vd cdng gin thoi

gian tam nghi thu6c thuong lQ thi nguy co c6 thai cdng cao.

o Tuin 2

N6n uong vi6n thu6c b6 s6t cu6i cirng ngay khi nh0 ra, cho di phdi u6ng hai vi6n mOt

l0c. Sau d6, ti6p tuc u6ng thu6c theo gio thuong le. N6u nguoi phqr nO dd u6ng thu6c

d0ng c6ch trong 7 ngdy tru0c vi6n thutSc b6 qu6n diu ti6n thi kh6ng cAn ding th€m

phuong ph6p tr6nh thai bO sung. Tuy vQy, n6u ding thu6c khOng dring cdch trong 7 ngdy

truoc khi qu6n thuOc hodc nilu qu6n u6ng nhitiu hcrn 1 vi6n, thi n6n dung th6m phuong

ph6p tr6nh thai bo sung trong 7 ngiy.

o Tuin 3

Nguy co gidm d0 tin cQy r6t tOn vi di s6t thcri gian tam nghi thu6c. Tuy nhi6n, bing c6ch

di6u chinh lich u6ng thu6c v5n co th6 ngin ngua duEc vi€c gidm t6c dung bdo vQ tr6nh

thai. Do d6, n6u tuin thO m6t trong hai phuong 6n sau day thi kh6ng cAn dirng th6m

phuong ph6p tr6nh thai bo sung, voi di6u kiQn ld dE u6ng thu6c d0ng c6ch trong 7 ngdy

,{

u
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i
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trudc vi6n thu6c b6 qu6n dAu ti6n. NOu kh6ng d0ng nhu thLl, n6n thuc hiQn theo phucrng

6n thr? nhSt vd dung thr3m phuong ph6p tr6nh thai bO sung trong 7 ngiy fe tiep.

1. Nen u6ng vi6n thu5c b6 sot cu6i cung ngay khi nhd ra, cho dir phdi u6ng hai vi6n m6t

l0c. Sau do, ti6p tuc u6ng thu6c theo gio thuong lC. Bit dAu u6ng sang vi te tiep

ngay khi drirng het vi thu6c dang u6ng, nhu vQy kh6ng co thoi gian nghi thu6c giira

hai vi. Nguoi phu nO c6 th6 kh6ng thSy xuat huy6t cho d6n khi u5ng n6t vi thu hai,

nhung c6 th6 thay ri huy6t hodc ra huy6t b5t thuong vdo nhirng ngdy dang u6ng

thu6c.

2. C0ng co th6 ngung dung vi thu6c dang u6ng. Sau d6 tqm nghi u6ng thu6c mOt thoi
gian tOi daldT ngdy, k€ cd nh0ng ngdy qu6n u6ng thu5c, va sau d6 ti6p tuc u6ng vi

thu6c moi.

N6n x6t d€n khd ning c6 thai n6u nguoi phu nO qu6n u6ng thu6c vd sau do kh6ng th6y ra

huy6t trong thoi gian tam nghi thu6c dAu ti6n.

Loi khuyEn trong truong hqp c6 bdt thuong vd ti6u tr6a

Trong truong hqp co b6t thuong ning v6 ti6u hoa, sUr hip thu c6 th6 kh6ng diy dri vA n6n stl
dung th6m mQt biQn phdp tr6nh thai kh5c kem theo.

NOu xuAt hiQn non trong vdng 3-4 gio sau khi u6ng thu6c, co tht-i dua ra loi khuy6n nhu

truong hop qu6n u6ng thu6c d Muc Gich xrl tri khi qu6n u5ng thu6c. Ntiu nguoi phu nO

kh6ng mu6n thay doi lich uong thu6c binh thuong cria minh, thi c6n phdi u6ng th6m (nhirng)

vi6n thu6c l5y tu mot vi kh6c.

Roi hoic hoin ngiy hinh kinh nhuth6 nio

De hoSn hdnh kinh, nguoi phU nO n6n ti6p tqrc dirng mqt vi Mercilon khdc mi kh6ng tqm nghi

thu5c. Thoi gian hoin c6 the k6o ddi bao lAu tiry f cho den khi net vi thuoc thu hai. Trong thoi

gian hoin k6o ddi ndy, c6 th6 c6 ra huy6t hoic ri huy6t. Sau thoi gian 7 ngdy tam nghi thu6c

thuong le, b5t dAu u6ng Mercilon d6u din trd lai.

De ddi ngdy hdnh kinh sang mgt ngdy kh6c trong tuAn so v0i thuong l€, c6 th€ khuy6n nguoi

phu nO r0t ngin thoi gian tam nghi thu6c sip toi bao nhi6u ngdy tuy theo yi mu5n crla hq. Thcri

gian tam nghithu6c cdng ng5n, nguy co kh6ng ra huy6t khi tam nghithu6c cing cao vd co th6

s6 ra huy6t b6t thuong ho6c ri nuy6t trong khi u6ng vi thuoc thr? hai (nhu khi ho6n ngdy hdnh

kinh).

cHoNG CHiD!NH

Kh6ng n6n dung thu6c tr6nh thai nQi ti6t pn6inop (Combined hormonal contraceptives - CHC)

khi co bi6u hien crla bAt k!'tinh trqng ndo duEc liet ke dudi diy. N6n ngtrng dirng thu6c ngay

niSu co b5t ki,tinh trang ndo xdy ra lin diu trong khi dtrng thu6c trdnh thai nQi ti€t fet nqp.

. Dalg co hoic ti6n sr? co huy6t kh6i tTnh mach (nhu huy6t kh6i tTnh mach sAu, tic mach
phoi).

Dang co hoic ti6n sfr co huy6t kh6i 00ng mach

nio) hoic c5c bi6u hien b5o trudc (nhu con th
ng\rc).

(nh
.:
reu

6i meu co tim, tai bien mach m6u

m6u cqc bO tho6ng qua, dau thit

t

-:l

a

. Di Uiet c6 b5m ch6t huy€t khoi tTnh mach hoic dOng mqch, nhu d6 kh6ng protein C hoat

hoa (APC), thi6u chSt ch6ng d6ng m6u lll (antithrombin-ll!), thi6u protein C, thi6u protein

S, ting homocystein m6u, vi kh6ng th€ kh6ng phospholipid.
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. TiAn s& dau n&a dAu vcvi cdc tri6u chung th6n kinh d6ng k6 (xem Muc Cinh bio).

. Ti6u duong co t6n thuong mach mdu.

. Co mqt y6u t6 nguy co trAm trong hodc nhi6u yeu t6 nguy co huy6t kh0i tTnh mach hodc
d6ng mqch c0ng ld mQt ch6ng chi dinh (xem Muc Cinn Oao1.

. Dai phSu cin phdi b5t dgng trong thoi gian ddi (xem phdn Cinh b5o vi thfn trgng
dic bigt khi stl dgng).

. Vi6m tuy hoic tirOn sr? co li6n quan d6n ting triglycerin m6u nang.

. Dang co hofc ti6n sr? co bQnh gan ning md gid tri ch0c ning gan chua tr& lai binh
thuong.

. Dang co hoic ti6n s& co u gan (ldnh tinh hoic 6c tinh).

. Di bi6t hoic nghi ngo co u 6c tinh chiu dnh hudng cia steroid sinh duc (nhu cdc co
quan sinh dUc hoic vri).

. XuAt huy6t 6m dao khong 16 nguyOn nhdn.

. Di bi6t hoic nghi ngo co thai.

. Qud m5n vcvi hoat chSt hoic b6t ky td duqc ndo cOa Mercilon.

o Mercilon ducvc ch6ng chi dinh sir dung cirng phSc d6 di6u tri vi6m gan si6u vi C ph6i
hop ombitasvir/paritaprevir/ritonavir c6 hoic kh6ng c6 dasabuvir (Xem Cinh bio dic
bi6t vi th{n trgng tru6c khi sr} dqng) 

I

cANH BAo vA THAN TR9NG DAc BrEr KHr DUNG THUOc M,'l/
Ginh b5o I

Ntiu co b5t ky tinh tr4ng/yeu t6 nguy ccy nao duoi d6y, cin cin nhic lqi ich cOa viQc dung
CHC voi nh0ng nguy co co the c6 doi vcvi m6i phU n& vd thdo lu6n voi ngucri phu nir trucyc

khi hq quyet dinh bit dAu dirng thuoc. Trong trucrng hqp tr& nang, kich phat hoic l6n dAu

xAy ra bat ky tinh trang hoic yeu to nguy ccv nao, nguoi phu nO n6n d6n gip b6c si. B5c sT

sE quyet dinh co n6n ngung dung CHC hay khong.

Trong su6t phan ndy, thuQt ng0 chung thu6c tr6nh thai nQi ti6t ph6i hqp (CHC) duoc
sr? dung khi co dO li€u vO thu6c tr5nh thai dirng duong u6ng vi khong drirng duong
u6ng. ThuQt ng0 thu6c tr6nh thai pnOi nEp dqng u6ng (COC) duEc srl dung khi chi co dir
lieu d6i vcri thu6c trdnh thai dqng uong.

1. ROi toan tuAn hoan

a

a

a

C6c nghi€n cuu dich t6 hqc di cho thSy mOt su k€t hqp giCra vi€c dtng CHC vcri

nguy co bQnh huyet kh6i vd thuy6n tic huy6t kh6i dQng mach vd tTnh mach, nhu
m6u ccr tim, dOt quy, huy6t kh6i tTnh mach siu, vi thuy6n tic ph6i. Nh0ng bien co ndy
hi6m khi xAy ra.

ViQc sr? dung CHC c6 li6n quan voi ting nguy co.tic tTnh mach do huy6t kh6i (venous

thromboembolism - VI-E) bi6u hi€n nhu huy€t kh6i tlnh mach siu vd/hoic thuy6n tic
ph6i. Nguy co ndy cao nhAt trong nim d6u dung CHC. Nguy ccr c0ng ting ngay khi bit
dAu srl dung CHC hoic khi Oit Oau lai cing thu6c hoic mqt thuoc CHC kh6c sau khi

dung st} dung 4 tuAn hoic hon.

MOt vdi nghiOn cuu dich t6 gqi y?' rdng phu n& dung li6u th6p COC chfa progestogen th6

he th0 3, bao g6m desogestrel, co nguy ccr tdng WE so v0i nhCrng nguoi u6ng lieu th5p

COC chua progestogen levonorgestrel. Nhirng nghi6n cuu ndy chi ra nguy co tdng

khodng 2 lAn, tucrng duong th6m 1-2 truong hqp WE tr6n 10000 phU nO - nim sir
dUng. Tuy nhi6n dO lieu tu nhirng nghi6n c*u kh5c khong cho thAy tdng nguy co d6n 2

lAn.

ting
nn6i
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a

a

a

Nguoi khong
dung CHC
Khong mang

thai

Nguoi dung

CHC

Phu nO c6

thai**

Phu nO sau

sinh (12 tuan)

1 d6n5

Nhin chung, ti le VTE d nh0ng nglroi sir dr,rng li6u estrogen thdp (<0,05 mg
ethinylestradiol) thu6c tr6nh thai nOi ti6t ket hqp (CHC) thay d6i tu khodng 3 toi 1,
trudng hop tr6n 10 000 phU nO - nem so voi 1 t0i 5 truong hqp tr6n 10000 phq nir -
nim khong srl dung thuoc trdnh thai nQi ti6t ket hqp. Ti lC WE xu6t nien khi dung CHC
ld it hon so voi ti le ndy xAy ra d phU nO mang thai (nghTa la 5 toi 20 truong hqp tr6n
10000 phq nO - nim). WE d5n tcyi t& vong chi6m 1-2o/o cilc truong hop.

Hinh ducvi diy cho thSy nguy co mic VTE d nhCrng phu nO khong co thai vd khong srl
dung cHC, d nhong phu nu dung cHC, phq no co thai vd phu n[r sau sinh. Nguy ccr

m5c WE duoc nhin nh6n nhu sau: NOu theo doi 10 000 phrJ nO kh6ng co thai vd

khong ding cHC trong m6t nim, sE co tu 1 toi 5 ngucri trong s6 nhong phu no ndy
m5c WE.

Khd ndng phSt sinh WE

3 d6n 12

4

\

5 d6n 20

io
6:

C

3it
10 20 30 40 50 60 70

56 phU niy c6 Cr,rc miu d6ng trong s5 tO 000 phq nO - nim (WY)

. "CHC=combined hormonal contraception (Thu6c tr6nh thai nqi ti6t fet hqp)

. **Du lieu cho phu nO mang thai dua vdo thcvi gian mang thai thuc ttl trong c6c
nghiEn cuu tham kh6o. Dua vdo m5u cho ring thoi gian mang thai li 9 th6ng, ti le la 7

-27 fiAn 10 000 phu nO - nim.

. Rdt hi6m khi nhirng nguoi s& dung CHC b6o cdo huy6t kh6i unh mach xu6t hiQn 6 c6c

mqch m6u khdc, nhu d6ng mach vi tlnh mach gan, mac treo, thin, n5o, v6ng mqc.

o Tri0u chung c0a c6c bi6n c6 huy6t fnOitic mach do huy6t kh6i d tTnh mach hoic dOng

mach hoic tai bien mach m6u ndo co the bao g6m: dau vd/hoic sung mot chAn; dau dir
dqi dot ngQt d ngLrc, kdm hoic khong kdm dau lan ra tay tr6i; kho thd dot ngot; ho kh&i

ph6t dOt ngOt; dau d6u nhi€u, kh6c thuong vi k6o dai; dOt nggt mAt hodn todn hoic mOt

phAn thi luc; nhin doi; noi liu lu0i ho{c kh6ng noi duqc; chong mit; ng6t co ho{c khong

co co gi6t cuc bO; yeu ccv hoic m5t cdm gidc dgt ngOt d mOt b6n hoic mOt phin co th6;
t,,

roi loan vin dOng; dau bqng'c3p'.

. Nguy co huy€t kh6i tlnh mach ting l6n vcvi:

0

5

40 d6n 65
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a

- tu6i cao;

- ti6n sr? gia dinh duong- tinh (tuc thuyOn t5c huy6t kh5i tTnh m4ch dE tung xiy ra tr6n
anh chi em, cha ,g 6 tu6i tuong ooi tre;. Nl6u nghi ngo c6 b5m cn5t oi truven,
nguoi phq nO n6n di kh6m chuy6n khoa truoc khi quy6idinh dr)ng bjt ky loqi vi6n
trdnh thai chrla hormone ndo;

- b6o phi (chi sO than fn6i tr6n 30 kg/m2);

- OAt_OOng liu ngiy, phSu thuQt l0n, phSu thuOt d chAn, ho{c chSn thucrng lcrn. Trong
nh0ng truong hqp ndy n6n ngung dirng COC (it nhdt ld 4 tuin truoc ngay l:'en mO-)
va kh6ng,drirng lqi cho d6n khi da hoin toin vfn dQng trd lqi duqc nii iuan lxem
muc "Ch6ng chi dinh').

- vd c0ng co th€ vdi huy6t kh6i tTnh mach n6ng vd chr?ng giin tTnh mach.

Clrua c9 su th6ng nhat vO vai trd c6 th€ c6 crla nh0ng b6nh n6u tr6n trong nguyen nh6n
gAy huy6t kh6itTnh mach.

Nguy co bi6n chr?ng do huy6t kn6i dgng mach ting voi:

- tur5i cao

- hut thu6c 16 (ngucri nghiGn ning thu6c 15 vi lon tu6ithi nguy ccy cdng ting, dic bi6t ld
phu nO tr6n 35 tu6i);

- rOl loan lipoprotein mdu;

beo phi (chi s6 thAn kh6i tr6n 30 kg/m2);

ting huy6t dp;
.;

oau nua oau;

b6nh van tim;

rung nhT;

- ti6n sir gia dinh ducrng tinh (huy6t fnOi OOng mach d5 tung xdy ra tr6n anh chi em,
cha me & tuOi tuong d6i tre). N€u nghi ngo co bdm chSt di tluydn, nguoi phu nir nen
di kh6m chuy6n khoa truoc khi quy6t dinh ding bdt ki' loai vi6n tr6nh thai ch0a
hormone ndo;

Phdi xet d6n ting nguy co thuy€n tic huy6t kh6i trong thoi ki' hiu sin (th6ng tin vd "Thai

ky vd cho con b[" xin xem MUc Thai kj, vdr Cho con b().

C6c tinh trang bQnh lf khac k6t hqp vdi c5c bien co n5t tqi vO tu6n hodn bao g6m ti6u

duong, lupus ban d6 todn thAn, hqi chung ting ur6-m5u do t6n huy6t, vi6m dai trdng
man tinh (benh Crohn hoic vi6m loet dai trdng) vd thi€u m6u h6ng ciu hinh li€m.

Ting tin sudt hoac dO ning crja chung dau n[ra d6u trong khi drirng COC (co the la tien

chfng crla tai bi6n mach m6u n6o) co th6 ld mOt lf do dO ngr^png dung ngay COC.

C6c y6u t6 sinh h6a co th6 ch0ng t6 bim cnSt Oi truydn hoic mic phdi cria nuyet tnOi

tinh mach hoic dOng mach bao gOm d€ kh6ng protein C hoat hoa (APC), tdng

homocystein-m6u, thi6u antithrombin-lll, thi6u protein C, thi6u protein S, kh5ng the

kh6ng- phospholipid (kh6ng tne fn6ng-cardiolipin, yeu t6 chong d6ng lupus).

Khi cAn nhic nguy co/lqi ich, b6c sT cAn luu f d6n viQc di6u tri thich hcrp c6c tinh trang

bOnh ke tr6n c6 th€ gidm nguy co li6n quan den nuyet tfr6i.

2. U buou

u

t
l
(

l!

a

a

a

a

a

a YOu tO nguy ccv quan trgng nh6t crla ung thu cO tir cung ld nhi6m virus papilloma &
ngucri (HPV keo ddi. Nh0ng nghi€n cuu dich t6 hec di cho thAy sir dqng keo ddi c6c

COC co the dong gop th6m vdo viQc tdng nguy ccr ndy nhung vin cdn ti6p tUc tranh

6S-CCDS-MKS27 6A. M C L2 1 -T 8-0820 1 6

https://trungtamthuoc.com/



cii v6 muc d0 co th6 qui k6t ph6t hiOn niy cho higu r?ng gdy nhi6u, nhu sing lgc c6 trl
cung vd hdnh vi tinh duc k€ ci vi6c sr) dung c6c bien phap ir6nh thai mdng cnin, froac
m6t nguy6n nh6n li6n quan kh6c.

. MOt ph6n tich gOp g6m 54 nghi6n cr?u dich tE hqc b5o c5o ring nguy co tuong d5i dugc
ch5n do6n ung thu v.u co ting nhg (RR = 1,24) tr€n phu no oang dirng coc. Nguy ccr
thing du din din bi6n m6t trong 

-vong 
10 ndm sau khi ngung Otrng COC. M hie-m'gip

ung thu v0 tr6n phq nO duoi40 tu6i, s6 ung thu vri th{ng du duoc ch5n do5n tr6n nguoi
dang vd moi dung,COC h th6p so v0i nguy co ung thu v0 noi chung. Nhirng nghiBnh?u
nay kh6ng cung c5p bing chung v6 nguy6n nhdn. Hinh thSi ting nguy ccr gni nhan duoc
co th6 do ung thu vu duqc chdn dodn sdm hcrn trdn ngucri dung COC, dot6c dung sinh
hoc_cOa COC hoic ptr6i hqp crla cd hai. Ung thu vrl duqc ch5n do6n tr6n nguoi Oa Oing
thu6c c6 xu huong it ti6n tri6n v6 mit l6m sdng hon so voi ung thu duqc ch5n do6n tr6n
nguoi chua tung dr)ng thu6c.

. MOt s6 niem trucrng hqp u gan ldnh tinh, vd hi6m hon nira ld u gan 6c tinh, di duqc bdo
c6o tr6n nguoi ding COC. Trong c6c trucrng hEp cd biQt, nhirng kh6i u ndy d5n d6n xu6t
huy6t trong 6 bLrng gAy nguy hi6m tlnh mang. Cin x6t d6n u gan trong chAn doSn phin
biet khi dau nhi6u d bung tr6n, gan to hoic co d6u hiQu xuSt huyet trong 6 bung xdy ra
tr6n phgr n[r dang dung COC.

3. Vi6m gan si6u viC
Trong c6c thrl nghiOm lim sdng v0i ph6c do dieu tri vi6m gan si6u vi C ph6i hqp thu6c
ombitasvir/paritaprevir/ritonavir co hoic khong co dasabuvir, n6ng d0 ALT tdng hon 5 lAn

m0c gioi han cao (ULN) xu5t hiQn thucrng xuy6n hcvn tr6n nhirng phu nO stl dUng c6c
thu6c co ch0a ethinylestradiol nhu c6c CHC. Mercilon phii duoc ngr^png stl dqng truoc khi

Oit Oau phdc d6 thu6c ph6i hqp ombitasvir/paritaprevir/ritonavir co hoic khong co

dasabuvir (xem Ch5ng chi cllnh vi Tuong t6c thu5c). Mercilon co th6 duqc bit dAu stir

dUng lai khodng 2 tuAn sau khi Xet tnUc di6u tri vdi ph6c d6 phoi hop cdc thu6c tr6n.

4. Cdc tinh trqng khdc

. Phu nir bi ting triglycerid-m6u, hoic co ti6n sir gia dinh nhu th6, co th6 tdng nguy co
vi6m tuy khiding COC.

. Mic du huy6t 6p ting nhe d5 duqc b6o c6o tr6n nhi6u phu nO ding COC, nhung hi6m

th6y su gia ting c6 f nghTa l6m sdng. Chua chr?ng minh duEc m6i quan h€ gi0a vigc

dnng COb vd ting huy6t 6p tr€n lAm sdng. Tuy v6y, n6u thqrc tO xiy ra ting huy6t 6p co

f nghla lim sdng trong khi dirng COC, bdc sT n6n thin trgng cho ngt/ng dung COC vd

Oieu tri ting huy6t dp. Khi thich hop, c6 th6 dung lqi COC n6u dat duqc tri s6 huy6t 5p

binh thucvng bing lieu phap ch6ng ting huy6t dp.

o Nh0ng tinh trang sau diy di duqc b6o cdo xdy ra hoic di6n bi6n x6u hcvn khi co thai l5n

khi dirng COC, nhung chua co fet tuan ve Oang chung crja m6i li6n quan voi viQc dirng

COC: vlng da vd/hoic ngtra do u mQt; tao s6i mQt; r6i loan chuytln hoa porphyrin; lupus

ban d6 toln thAn; hQi clulrng tdng ur6-mdu do t6n huy6t; m0a vcvn Sydenham; herpes

trong thai ki; mAt thinh lr,rc do x6p xo tai; phr) mqch (tinh di truy6n).

. R6i loan chuc ning gan c5p hoic man tinh cin ngung dr)ng COC cho d6n khi c6c x6t

nghiQm chrlc ning gin trd lai binh thucrng. Tdi phat vdng da O mit xdy ra lAn d6u trong

fni co thai hodc fni if dqrng steroid sinh duc trudc diy cin phdi ngung ding COC.

. Mic dn COC co thd co dnh hudng tr6n sLr de kh5ng insulin ngoai bi6n vi srJ dung n?p

glucose, nhung kh6ng co.bing. chung c6n thay OOi [nac OO Oieu tri tren b€nh nhAn ti6u

6,rrng dang dlng CdC tieu tfiSp (chua <0,05 mg ethinylestradiol). Tuy vfy, phu nO ti6u

duong cAn duoc theo d6i cAn thin trong khi dung COC.

o B6nh Crohn vd vi6m loet daitrdng co li6n quan den viec dirng COC.

4
r('i
:ad

J
{

il
I

rl

g
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. N6m mdt thinh thodng co th6 xdy ra, dic biOt ld tr6n phu nO co ti€n sfr ndm mit khi co
thai. Phu nO c6 xu huong bi ndm mit n6n tr6nh phoi nhiSm 6nh ning mit troi hoic tia
cqrc tim trong khi dang dung COC.

. M6i vi6n Mercilon chua <80 mg lactose. BEnh nhin vdi bQnh di truy6n hi6m gip kh6ng
dung nqp galactose, thi6u hut Lapp lactose hoic kem hip thu giucose-gaticiose mi
dang 5n ki6ng lactose thi n6n c6n nhSc dtin luong lactose trong thu6c.

NOn cAn nhic tdt cd cdc thong tin n6u tr6n khi tu v5n lua chon c6c biQn phSp tr6nh thai.

Ki6m tra/tu v6n y khoa

Truoc khi bit diu s& dung hodc st} dung lai Mercilon n6n h6i ky ti6n s& (ke cd ti6n stir gia

dinh) vi phii ch5n dodn loai tru mang thai. N6n ki6m tra huy6t 6p vd n6u co diu hieu chi
diem tren l6m sdng n6n ti6n hdnh ki6m tra thgc th6 nhu huong d5n boi ch6ng chi dinh (Muc

Chting chi d!nh) vd cdnh b5o (Muc Cinh b6o vi thfn trgng dic bigt khi dtng thu5c).
N6n huong d5n ngucri phu nO dqc ky to thong tin sdn phAm de tuan thi hudng d5n sir
dung. TAn suSt vd bdn chSt cOa vi6c ddnh gi6 ndy n6n dgra tr6n c5c hudng d5n thqc hdnh

dd co vi cin thich ung cho tung phU nO.

Nguoi phu nO ndn duoc bi6t ring vi6n thu6c u6ng tr6nh thai khong bdo ve ch6ng l6y nhiSm

HIV (AIDS) vd cdc b6nh l6y truytin qua duong sinh duc kh6c.

Giim hiQu qui

Mercilon co th6 gidm hiQu qud trong truong hop qu6n u6ng thut5c (MrJc C6ch xrl tri khi qu6n

u6ng thutic), r6i loan da ddy-ruQt (Muc Loi khuy6n trong truong hqp c6 b5t thuong vd

ti6u h6a) hodc c6c thu6c srl dung kdm ldm gidm nong d9 huy6t tucrng crla ch6t chuyCn h6a

co hoat tinh crla desogestrel li etonogestrel (Muc Tuong t6c v6i c5c thu5c kh6c vi cic
loqituong t6c khic).

Giim tic dr,rng ki6m so6t chu k!,

O6i vOi tAt cd c6c loai COC, co the xAy ra xudt huyet khong d6u (rinuy€t hoic ra nuyet n5t

thuong), dac biet ld trong nhirng th6ng diu dung thu6c. Do d6, viQc dSnh gi5 xu6t huy6t

kh6ng d6u chi co f nghTa sau mgt thoi gian thich ung khodng ba chu k!' uong thu6c.

Neu xudt huy€t kh6ng d6u v5n dai ding ho{c xdy ra sau nh0ng chu k!'d6u d6n trudc do, n6n
.. -lx6t d6n cdc nguy6n nhin khong phdi do hormone vd chi dinh c5c bien phap chdn do6n th6a

d6ng de loai tru bQnh 5c tinh hoic c6 thai. Nh0ng biQn ph6p niy co th6 g6m cd nao tfr cung.

TrOn mOt sO phu n[r, co tne kh6ng th6y xu6t huy6t khi tam nghi thu6c. N€u COC duqc u6ng

d0ng theo huong d5n & Muc Lidu luqng vi c6ch dtng thi nguoi phr,r nO khOng c6 khd ning

co thai. Tuy nhi6n, n6u khong uOng COC dring nhu huong d5n truoc khi kh6ng th6y ra huy6t

trong thoi gian t4m nghi thu6c lin diu hoic n,3u kh6ng thSy ra huyet hai k!' li€n ti6p, cAn loai

tru kh6 ning co thaitrucrc khiti€p tUc dirng COC.

THAI KY VA CHO CON BU

Khong chi dinh dung Mercilon trong thai ky. N6u co thai trong thoi gian dung Mercilon thi

nQn ngirng dung thu6c. Tuy nhi6n, nhCrng nghiEn cuu dich tE hqc tr6n di6n rQng cho thAy

khong tdng nguy co bAt thuong d nh0ng d0a tr6 sinh ra tu nguoi me di dirng COC truoc

khi mang thai, c[ng khong th6y t6c dgng sinh qu6i thai khi v6 tinh u6ng COC trong thdi ki'

d5u mang thai.
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Su tao s0a c6 the bi 6nh hudng bdi thu6c COC vl ch0ng ldm giim s6 luong vd thay d6i
thdnh phdn cria sfra me. Do do, COC thuong kh6ng duqc khuy6n dirng cho d6n khi nguoi
me di hodn todn cai s[ra cho con. Nh0ng lugng nh6 steroid trdnh thai vd/hodc nhong chdt
chuy6n h6a crla ch0ng c6 th6 duEc ti6t theo s0a, nhung kh6ng co bSng chung viQc niy inh
hudng Odt tqi dL5,n suc kh6e crla em b6.

TUONG TAC VOI CAC THU6C KHAC VA CAC DANG TI./ONG rAC XHAC

Tuong t6c thu5c

Luu y: N6n tham khdo thOng tin kO toa cia thu6c ding d6ng thdi de x6c dinh tucrng t6c
c6 th6 xdy ra.

Tuong tdc gi0a thu6c tr6nh thai dqng uOng vd cdc thu6c khSc co the gAy ra m6u bdt thuong
vd/hodc mat tec dung cria thu6c trdnh thai dang u6ng. Di ghi nhAn c5c tuong t6c sau ddy
trong y vin:

Chuydn h6a gan: C6c tuong t6c c6 th6 xdy ra vcvi c6c thu6c hoic thdo duEc g6y cdm ung
enzyme gan, dic biet c6c enzyme cytochrome P450 (CYP), d5n d6n ting dO thanh thdi, ldm

I -^gidm n6ng d6 trong huy6t tucrng crla c6c hormon sinh duc, do do co th6 lim gidm hi6u qud

c0a c6c thuOc tr5nh thai ducrng u5ng ph6i hop, bao gdm Mercilon. C6c thu6c ndy bao gom

(phenytotin, phenobarbital, primidon, bosentan, carbamazepin, rifampicin, vi c6 the
oxcarbazepin, topiramat, felbamat, griseofulvin, m6t s6 thuoc r?c ch6 HIV protease (Vi dU

ritonavir) vd c6c thuoc uc ch6 qud trinh sao ch6p nguoc non-nucleosid (Vi du efavirenz) vd

c6c thu6c chua thdo duoc St.John's.

SU cdm r?ng enzym co th6 xAy ra m6t vdi ngdy sau khi dieu tri. SU cdm ung enzym t6i Oa

thuong duqc quan s6t trong vdng vdi tuAn. Sau khi ngLrng thu6c, c6m ung enzyme co

the k6o dii khodng 28 ngiy.

Khi srl dllng d6ng thoi v0i cdc thu6c tr6nh thai hormon, nhir3u ph6i hqp cOa c6c thu6c Oc

cne ntV protease (vi du nelfinavir) vd cdc thu6c rjrc ch6 sao ch6p nguEc non-nucleosid

(nevirapin) vd/hodc ph6i hqp vcvi c6c thu6c kh6ng vi6m gan si6u vi C (HCV) (vi du

boceprevir, telaprevir) c6 th6 lim ting hoic gidm n6ng dQ c6c progestin trong huyet

tuong, bao g6m etonogestrel, chSt chuy6n hoa co hoat tinh cOa desogestrel hoic c6c

estrogen. Anh hudng cOa cdc thay d6i niy co the lien quan d6n lim sing trong mot vii
truong hop.

Nh0ng phU nO s0 dUng cdc thu6c cdm ung enzym gan hoic c6c th6o duqc tr6n n6n duqc

tu v6n rdng hiQu qud cOa Mercilon co th6 gidm. BiQn ph6p trdnh thai mdng chSn co the duqc

sCr dung b6n canh Mercilon trong thcri gian sfr dung c6c thu6c cdm ung enzym gan vd 28

ngiy sau khi ngurng thuOc c6c thu6c cdm r?ng enzym gan ndy.

NOu thu6c phOi nqp duqc s0 dqrng sau khi fet tnUc vi6n thu6c cu5i cung trong vi COC

hiQn tai, vi COC ti6p theo n6n duqc Oit Oau ngay sau, b6 qua giai doqn sfr dung vi6n

thuoc khong co hoat tinh.

Voi phu nCr sir dung ddi han c6c thuoc cdm ung enzym, n€n c6n nhSc s& dung c6c biQn

phdp tr6nh thai kh6c md khong bi dnh hu&ng b&i c6c thuoc cdm fng enzyme.

Ph6i hqp c6c thuoc Oc ch€ CYP 3A4 mqnh (ketoconazol, itraconazol, clarithromycin) hoic

trung binh ( fluconazole, diltiazem, erythromycin) c6 thC lam ting n6ng d0 huyet tucrng

cia cdc estrogen ho{c progestin, bao g6m chAt chuy6n hoa co hoat tinh cia desogestrel li
etonogestrel.
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C6c thu6c tr6nh thai dqng uOng c6 th6 dnh hudng d6n sU chuy6n hoa crla c6c thu6c khdc.

Do d6, n6ng d9 c6c thu5c ndy trong huy6t tuong vd m6 co th6 tdng l6n (nhu vcri cyclosporin)

hoic gidm di (nhu vcri lamotrigin).

Trong c6c thir nghigm lAm sdng voi ph6c do di6u tri vi6m gan si6u vi C ph6i hqp thu6c

ombitasvir/paritaprevir/ritonavir co hoic khong co dasabuvir, ndrng d0 ALT ting hcrn 5 lAn mrjrc

gioi hqn cao (ULN) thuong g{p hon tr6n nh0ng phu nO sr} dung c6c thu6c co chua

ethinylestradiol nhu c6c CHC. Mercilon phdi duEc ngung s& dung truoc khi bit ddu ph6c d6

thu6c ph6i hqp ombitasvir/paritaprevir/ritonavir co hoic kh6ng co dasabuvir (xem Chting chi

dlnh vd Tuong t5c v0i c6c thu5c kh6c vi cic loqi tuong t6c khic). Mercilon co th6 duqc

srl dung lai khodng 2 tuAn sau khi ket th0c di€u tri v0i phSc d6 ph6i hEp c6c thuoc tr6n.

X6t nghiQm c6n lim sing

Srl dUng steroid tr6nh thai c6 th6 dnh hudng d6n fet qud mOt s6 xet nghigm cQn lAm sing,

bao g6m cdc th6ng s6 sinh hoa cOa gan, tuylin gidp, chr?c ning thin vi thuEng thin, n6ng d6

cdc protein (ch5t mang) trong huy6t tuong, vi dU globulin gin corticosteroid vd c6c thdnh phAn

lipid/lipoprotein, c6c th6ng s6 chuy6n h6a carbohydrate vi cdc th6ng s6 d6ng m5u vi ti6u sqi

huy6t. Nhin chung nhirng thay d6i d trong gicvi han x6t nghiQm binh thuong.

ANH Hr./ONG OEN KHA NANG LAt XE VA VAN HANH n,lAv U|OC

chua quan s6t thSy 6nh hu&ng d€n khd ndng ldi xe vdr van hinh m5y moc.

rAc DUNG KHONG MoNG MUON

Bing duoi d6y liet k6 c6c t6c dUng ngoai f co th6 xAy ra di dugc b5o c6o trong c6c thrl

nghiQm lim sdng hoic trong cdc nghi6n cuu quan sdt d nh0ng nguoi st? dUng Mercilon

hoic CHCl:
\
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Phin loai h6 co
quan

Thuong gip

(>1/100)

Kh6ng thudng gip

(>1/1000 vi <1/100)

Hiiim gip

(<1/1000)

R6i loan hQ miSn

dtch
Qud m5n

Giir nucyc

R6i loan tAm thAn Trang th6itrAm cdm,

thay d6i tAm trang

Gidm ham mu6n tinh

duc

,lTing ham muon tlnh

duc

R6i loqn he thAn

kinh

Dau dAu Dau nrla dAu

R6i loan m5t Kh6ng dung nqp kinh

6p trong

R6i loan vO mach Thuy6n tic nuyet fn6i

Unh mach2

Thuy6n tic nuyet th6i

dOnq mach2

R6i loan ducrng ti6u

hoa

Budn n6n, dau bung Non, ti6u chdy

R6i loan da vd m6

duoi da

PhSt ban, mdy day Ban d6 n6i cuc, ban d6

da hinh

X6t nqhi6m Tinq c6n Gidm cAn

1 Thuit ngr MedRA phu hEp nh6t lpnien b6n 11.0) de mO td mOt vdi phdn ung U5t lqi
dugc liCt ke. C5c di6u kiQn tuong tu hoic li6n quan kh6ng duEc liet kC, nhung c0ng

cAn luu f.

2 Ti l0 trong c6c nghi6n cuu quan sdt thu5n tAp>1t10000 d6n <1/1OOO phu nO - nim

T6c dung ngoai f dugc di duEc b6o c5o tr6n phU nO srl dUng thuoc tr6nh thai k6t hqp dang

u6ng dugc bdn luQn chi ti6t hon trong Muc Cinh b6o vi thfn trgng clic bigt khi sr) dqrng.

T6c dUng ngoqi f bao gOm: r6i loan huy€t kh6i tTnh mach; r6i loan nuy6t tn5i 00ng mach; ting
huyet 6p; kh6i u phu thuQc hormone (nhu u gan, ung thu v0); n6m da.

Th6ng b6o cho b5c s! c5c tic dgng kh6ng mong mu5n gip phii khi st) dqng thu5c.

ouA llEu

Kh6ng co c6c b6o cdo vC c6c tdc hai nghiBm trgng do qud li€u. TriQu chrlng c6 th€ xiy ra

trong trudng hqp ndy ld: bu6n non, n6n, ra huy6t 6m dao nhe & tr6 gdi. Khong co thu6c gidi

dOc vi chi di6u tri trieu chung.

DAc riNH Dt/gc LUC H9c

Nhom ATC G03A 409.

T6c dLtng tr6nh thai crla COC dr,ra vio sqr tuong t6c crla nhi6u yeu t6 khdc nhau, quan

trqng nhat ldr uc che rqrng trung vi nhirng thay d6i trong chAt tiCt c6 tir cung. Ngodi t6c

.t
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dung trdnh thai, CoC co nhi6u tinh ch6t tich cqrc, b6n canh c6c tinh chSt tieu cqrc (xem
Cinh b5o, T6c dung kh6ng mong mu5n), co th6 hou ich trong vi6c quyet dinh phuong
ph6p ki6m sodt sinh d6. Vong kinh d6u hon, hdnh kinh it dau hon vd ra nuyet it hon. Diem
sau ctng ndy c6 the lam gidm duoc xuSt oo thi6u sit. Ngodi ra, voi COC li6u cao (50 mcg
ethinylestradiol), co bing ch0ng gidm nguy co u xo nang tuyen v[, u nang bu6ng trpng,
vi6m nhiSm vung chiu, thai ngoii tr} cung, ung thu n6i mac trl cung va ung tnu OuOrig
trung. g6i voi vi6n trdnh thai li6u th5p, nhirng tdc dung n6i tr6n v5n can duoc krr5ng dinh.

DAc riNH DuEc D9NG HQc

Desogestrel

HAP THU

Desogestrel dung duong u6ng ducrc hdp thu nhanh vd hodn todn vd duEc Oi6n OOi thdnh
etonogestrel. N6ng dO dinh trong huy6t thanh dat duoc khodng 1,5 gicr. Sinh khd dung li 62-
81o/o.

PHAN PHOI

Etonogestrel g5n vcvi albumin huy6t thanh vi vcvi globulin gin ket hormone sinh duc (SHBG).

Chi2-4o/o t6ng n6ng dOthu6ctrong huy€tthanh hien diQn duoi d4ng steroid tErdo, 4O-7Oo/o

gin ket dic hieu v0i SHBG. Sur gia ting SHBG do ethinylestradiol gAy ra dnh hudng den sLr

ph6n b6 tr6n cdc protein huy6t thanh, ldm ting thdnh ph6n gin voi SHBG vd gidm thdnh
phAn gin voi albumin. me ticn phAn b6 bi6u ki6n c0a desogestrel ld 1,5 l/kg.

CHUYEN HOA

Etonogestrel duqc chuy6n hoa hoin toin bing nhirng con ducrng chuy6n h6a steroid di
Oiet. f6c d0 thanh th6i chuy6n hoa kh6i huy6t thanh vio khodng 2 ml/phrlUkg. Kh6ng thSy

sqr tucrng t6c ndo khi dung chung voi ethinylestradiol.

THAI TRU

N6ng dO etonogestrel trong huy6t thanh gi6m thdnh hai pha. Pha cu6i co thoi gian b6n thii
khodng 30 gicr. Desogestrel vd nh0ng cnSt cnuyen hoa cOa no duqc bai tiCt trong nucrc ti6u

vd trong mAt theo ti l€ khodng 6:4.

DIEU KIEN TRANG THAI ON DINH

Duqc dgng hgc cfra etonogestrel chiu 6nh hudng crja n6ng dq SHBG, nong d0 ndy dugc

ethinylestradiol lim ting g6p ba lAn. Sau khi u6ng hdng ngdy, ndng dq thu6c trong huy6t

thanh ting khoing hai - ba lAn, dat trang th6i 6n dinh n6ng d9 trong nira sau crJa chu ky

dieu tri.

Ethinylestradiol

HAP THU

Ethinylestradiol dung duong u6ng duqc hAp thu nhanh vi hoin toin. Nong dQ dinh trong

huy6t thanh dat dugc trong vdng 1-2 gio. Sinh khd dLrng tuyet d6i vio khodng 60%, la he

qui cria sr.r li6n hqp truoc khi vio mdu vd chuyOn hoa vuEt qua lAn d3u & gan.

PHAN PHOI
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Ethinylestradiol gin fet nni6u nhung kh6ng dic hieu voi albumin huy6t thanh (khodng

98,5%) vd ldm tdng n6ng d0 SHBG trong huy€t thanh. tne ticn phAn bO bi6u ki6n duEc x6c

dinh vdo khodng 5 l/kg.

CHUYEN HOA

Ethinylestradiol li ch5t dugc li6n hEp trudc khi vlo he tu6n hodn cd & ni6m mac ruOt non vd

& gan. Ethinylestradiol chrl yt-lu duoc chuyrin hoa bdng sr-r hydroxyl-hoa nhAn thom nhung

hinh thinh n6n mQt loat chAt chuy6n hoa hydroxyl-hoa vi methyl-h6a, vd nh0ng chit niy
hien dien duoi dang cnat cnuyen h6a tU do vi ch6t li6n hEp voi cdc glucuronid vd sulfat.

T6c d0 thanh thii chuy6n hoa vdo khodng 5 ml/ph0t/kg.

THAI TRLT

NOng dO ethinylestradiol trong huy6t thanh gidm thdnh hai pha, pha cut5i co thcvi gian b5n

thdi khodng 24 gio. Thu6c khong bi6n d6i kh6ng duqc bai tiet, c6c chit chuyCn hoa crla

ethinylestradiol duEc bai tiCt trong nudc ti6u vd trong mit theo ti le 4:6. Thoi gian bdn thii
cnat chuy6n hoa khodng 1 ngdy. I

M
DIEU KIEN TRANG THAI 6N DINH NONG D8 'V/

I

NOng dO d trang th6i 6n dinh dat duqc sau 3-4 ngdy khi mi n6ng dO thuoc trong huy6t tnarln

cao hon 30-40% so voi khi u6ng li6u duy nh6t.

DU LIEU AN TOAN TIEN LAM SANG

Du liOu ti6n lAm sdng kh6ng cho th5y nguy co dac biet & nh0ng nguoi srl dung COC theo

d0ng khuyen c6o. Di6u ndy dqa tr6n c5c nghiCn cuu theo quy uoc v6 dOc tinh li6u nhSc l4i,

dQc tinh gen, khd ning giy ung thu vd dQc tinh tr6n khd ning sinh sdn. Tuy nhi6n, n6n luu

f ring c6c steroid sinh dUc c6 th6 giy ph6t tri6n mOt vdi kh6i u vd m6 phU thuQc hormone.

HAN DUNG ra) Pte Ltd

36 th6ng k6 tu ngdy sdn xudt. ,h goo,

BAO QUAN DaC BrEr 514

Bdo qudn duoi 30oC, trdnh dnh s6ng vd 5m.

QUY CACH DONG GOI

Vi PVC/nhom duqc bgc trong goi nhom ep.

Dong goi: hQp 1 vix 21 vi6n.

Doc KY HUoNG DAN S[/ DUNG TRuoc KHI DUNG. NEU CAru TuEn,l THONG TIN, XIN HOt

Y kEru aAc si. DE xA rAM rAY rRE EM

SAN XUAT BOI:

N.V.Organon

Kloosterstraat 6 5349 AB Oss, Hd Lan

TUQ.CUC TRLfNG
P.TRI.TJNG PHONG
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