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Estrac

Desogestrel 0.150mg & Ethinyl Estradial

Vién nén bao phim

Huéng dan s dung thudc

PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU CAN THEM
THONG TIN, XIN HOI Y KIEN BAC SY.

THANH PHAN

M3i vién bao phim mau tring chira: Desogestrel 0,150 mg; Ethiny! Estradiol 0,020
mg. T4 duge: Tinh bt bip, Microcrystalline Cellulose, Natri Croscamellose,
Povidone, Talc, Magnesi Stearat, Lactose Monohydrate, Hypromellose, Macrogol
6000, White polymeric coat.

M3i vién bao phim mdu xanh Iyc chira ti duoc: Tinh bt bip, Microcrystalline
Cellulose, Natri Croscamellose, Povidone, Talc, Magnesi Stearat, FD&C Blue No2
aluminum lacquer, FD&C Yellow No5 aluminum lacquer, Lactose Monohydrate,
Hypromellose, Macrogol 6000, White polymeric coat.

Mbi vién bao phim mau ving chira: Ethinyl Estradiol 0,010 mg. Té duge: Tinh bjt
bip, Microcrystalline Cellulose, Natri Croscamellose, Povidone, Talc, Magnesi
stearat, FD&C Yellow No5 aluminum lacquer, Lactose Monohydrate, Hypromellose,
Macrogol 6000, White polymeric coat.

PHAN LOAI DUQC LY - TR] LIEU
Hormon trinh thai ding dudmg toan thin.

DUQC LY HQC

Cic dic tinh dugc lyc hoc

Estraceptin la mdt thudc ngira thai ubng két hop gom Desogestrel 1a mit Progesteron
tong hop va Ethinyl Estradiol 14 mt Estrogen tong hep.

Swr két hop Estrogen vi Progestin ¢ thc dung trc ché hé dudi ddi- tuyén yén lam gidm
tiét hormon huémg sinh duc GnRH.

Progestagen (Desogestrel) lim gidm phéng thich hormon hodng thé (LH) cn thiét
cho sy rung trimg. Estrogen (Ethinylestradiol) irc ché hormon kich thich nang nodn
(FSH). Ca 2 chit nay déu trc ché nodn chin va sy phéng nodin. Téc dong hiép lye cia
Desogestrel va Ethinylestradiol ngin sy ryng tnimg, vi vily tic dung chinh 13 ngira
thai.

Ngoii ra, cic tic dung khéc ciing gop phin ngira thai bao gbm lim chim sy tiing sinh
ndi mac tir cung, vi vy ngin cin sy lim té cta trimg di duge thy tinh vi gy ra sy
thay déi dich nhiy tir cung lim gidm kha ning tinh tning giip timg.

Ngodi nhimg hi¢u qud ké trén cla vién trinh thai két hgp 2 thinh phin, nhimg vién
cudi cling chi ¢ Estrogen (Ethinylestradiol) liéu thip c6 tic dyng trc ché manh sy
phit trién clia nang nodn, giam kha ning phong nodn vira c6 higu qua trinh thai ddng
thoi gidm nhimg tic dung phy khéc nhu ra miu gitra k¥, cée trigu chimg tién kinh
nguyét, dau diu khi c6 kinh, dau byng kinh.

Cic djic tinh duge ddng hoc:

Desogestrel

Hdp thu: Sau khi uéng, Desogestrel duge hip thu nhanh vi gin nhy hodn todn &
dudmg tiéu héa, sau 46 bién di thanh 3-Keto-Desogestrel, |a chit chuyén héa ¢ hoat
tinh sinh hoc. Néng ¢ dinh trung binh trong huyét twong (Cmax) khodng 2ug/ml, dat
dugc sau khodng 1,5 gitr (T max). Sinh kha dung cia Desogestrel 13 62-81%.

Phin bd: 3-Keto-Desogestrel lién két véi Protein huyét twong khodng 66% (véi
Albumine) va phirc hgp Globulin-hormon gidi tinh khodng 31%, thé tich phén bd 14
1,5

Chuyén hda: Ngodi 3- Keto- Desogestrel 1 chit chuyén hoa chinh cé hoat tinh sinh
hoc, duge tao ra trong gan va trén thinh rudt, chit chuyén héa xa hon cia Desogestrel
1 3a- OH- Desogestrel va 3a- OH-51-H-Desogestrel (goi li chit chuyén héa pha I).
Nhimg chét chuyén héa ndy khong c6 hoat tinh duge 1y va sau d6 duge bién ddi thanh
nhimg chit chuyén héa phin cye, chi yéu dudi dang Sulfat va Glucoronid, mgt phin
dudi dang lién hop (chit chuyén héa pha IT). B$ thanh thii huyét twong khoang
2ml/phiatkg.

Thai trir: Thri gian béin thai trung binh ciia 3- Keto-Desogestrel 1 30 gid. 45 % bai
tiét qua nuére tidu, hon 30% qua phin. Ham lugng & trang thai dn dinh dat dwge & nira
sau ciia chu k¥, khi ma him lugng huyét twong ciia Ketogestrel ting gip 2-3 lin.
Ethinyl estradiol

Hdp thu: Hip thu nhanh va gin nhy hodn qua qua dudmg tiéu héa. Néng d dinh trung
binh trong huyét twong Cmax khodng 80pg/ml, dat dugc sau khodng 1-3 gi¢r (Tmax).
Do syt lién hgp tién hé théng va tac dyng chuyén hoa ddu tién ma sinh kha dung tuyét
d0i cua Ethinyl Estradiol gin 60%

Phén bé: Ethinyl Estradiol lién két gin nhu hoin toan véi Protein huyét twong, nhit
14 véi Albumine v lam ting mgnh him lugng SHBG trong huyét twong. Thé tich
phén bd 13 5Ikg.

Chuyén héa: Ethinyl Estradiol ¢6 sy lién hop tién h¢ thong kha manh. Khéng gin trén
thanh rudt, nd chju sy chuyén hoa pha I va lién hgp & gan (chuyén héa pha II). Ethinyl
Estradiol cling nhu nhimg chét chuyén héa pha I, vio mjt duéi dang Glucoronic va
lién hop Sulfat va vio vong tuin hodn gan ruél. DY thanh thai huyet tuong khodng
Sml/phatkg.

Thdi trir: Thisi gian bén thai cia Ethinyl Estradiol khoang 24 gid. Khoing 40% thai
trir qua nude tiéu, 60 % qua phin dudi dang Glucoronic va lién hep Sulfat.
Ham lugng & trang thii én djnh dat dugc sau 3-4 ngay, khi him lugng huyét
thubc ndy cao hon khodng 0-40% ham luong sau khi ding liéu don.

CHi PJNH

Tranh thai.

LIEU VA CACH DUNG

Biit diiu udng vién c6 ghi sé 1 trén mit sau cua hop nhua chira vi thude, vio ngay diu
tién cia chu ky kinh nguyét.

Udng méi ngay 1 vién trong 28 ngay theo thir ty sau diy: 21 vién tring, 2 vién xanh,
$ vién vang, gitr ding thir tyr s6 va chiéu mii tén cho 161 khi uong hét vi thude. Nén
ghi lai ngay thir miy cia tuin bit diu udng vién thir nhat, ngiy ndy s& luon ludn la
ngay khoi diu khi ding vi thude ke tiép.

TN

tuong cla

Sau khi udng vién thudc cudi ciing ciia vi thude, hily bt diu ubng vién sé 1 ciia vi méi
vio ngay ngly hém sau, dit chua thiy hanh kinh hojc 4 ngung hanh kinh.

Rit cin dé ghi nhé ngay udng vién sb 1 (ngdy 1), va céc ngiy 8, 15, 22 s& ludn ludn
xdy ra cung m¢t ngdy trong tuin. Didu ndy s& gitp kidm tra vige ding thude duge tién
hanh cé ding cdch khong.

Dé trénh viéc quén ding thude, nén udng thude vio cing mft thos diém trong ngdy,
t6t nhét 14 sau bira in chiéu hay treée khi di nga.

Néu quén udng thude, phai udng lai ngay sau khi nhé ra, cing sém cang tbt, khong dé
qui 12 gidr sau gidr ubng thudc thuémg ngdy.

Néu da ¢8é qué 12 gid, kha ning bdo dim trinh thai khéng con chic chin. Tiép tyc
udng nhimg vién con lai vio thri diém thuémg ky va nén sir dung thém mdt bién phap
triinh thai phy cho téi khi hét chu ky. Trong tneimg hgp ndy cén thir ¢6 mang thai hay
khéng mude khi bit diu ding thude cho chu ky ké tiép.

CHONG CHI P]NH

« Khong duge ding trong cic bénh: huyét khoi tic mach, tién cdn huyét khéi tic
mach; bénh vé mach méu & tim, ndio, hay mit; suy thiin; budu dc tinh & v, tr cung
hay tuyén yén phy thude hormon; suy gan njing hoje khai phat; xuit huyét dudmg sinh
duc chira duge chudn dodn, porphyria; bénh xo tai; tiéu dudmg; ting lipid méu; chimg
{r mat 13i phat; tién sit bénh herpes trong khi mang thai; c6 thai; cho con bi; vang da
trong lic mang thai khong rd nguyén nhin.

+ Chdng chi djnh trong ddi: réi logn bién dudmg, bénh nhur béo phi; ting tiét sira, véi
ndng di prolactin cao; tién sit s6i mit chua duge didu tri.

TAC DUNG KHONG MONG MUON )

C thé c6 céc tri¢u chimg hiém gip sau ddy: ting huyét 4p, ving da thc mit, ting lipid
méu, tiéu dudng, dau vi njing, bénh tuyén vii linh tinh hojc dc tinh, budu n cung,
budu gan, ting tiét sira, cin duge chuin dodn bénh u tuyén yén, budn ndn, nhirc diu,
ting trong; ciing vii; d€ bj kich thich hodc trim cim; nim da; chiy méu gilra cic chu
ky kinh nguygt; kinh nguyét it; nhifm nim candida 4m dgo; nguy co séi mir; c6 thé
xudit hign chimg khong dung nhin kinh sit tréng.

Hoi ¢ kién béc sT néu ¢ nhimg tic dung khng mong mudn chua duge ké trén.

THAN TRONG KHI DUNG

Cin ngimg thudc khi ¢b cic tri¢u chimg sau diy: nhirc diu ning hojc bit thudmg, thay
ddi thj gide, ting huyét dp.

Luu §: Kham sirc khoe dinh ky tnrée v trong khi diéu trj; Theo dbi dic biét & bénh
nhén dgng kinh, nhirc nira du, hen, trim cdm, c6 tién sir gia dinh vé ung thur vi; Trong
truémg hop xudt hién rdi loan tiéu héa nhu ndn mira, cb thé lim gidm tic dyng cia
thudc; Trong trudmg hop 6 ké hoach phiu thujt, phdi ngimg ding thude 1 thing trude
phiu thujt va khong duge tiép tyc diéu trj trong giai doan chira di lai duge; Ngung
diéu trj trong truémg hop phdi ndim 1 chd lau dai,

TUONG TAC THUOC VA CAC TUONG TAC KHAC

Hay thang tin cho béc s¥ tit ci nhimg thudc ban dang ding, ké c4 nhimg thude khing
ké dom. S

Tuong thc c6 thé xdy ra véi cic thude sau:

Ding chung véi Troleandomycine 1im ting nguy co ving da &r mjt. Khuyén céo
khong ding véi cic thubc gly cim img men nhu: Barbiturat, Phenytoin, Primidone,
Carbamazepin, Rifampin, Griseofulvin vi lam giam tic dyng trénh thai.

PHU N CO THAI VA CHO CON BU

Phy nix cé thai: Khéng ding thuéc cho phy nir ¢6 thai

Phy ni¥ cho con bi: Khdng ding cho phy nir dang cho con bi vi hormon qua dugc sira
me c6 thé dnh hudmg dén em bé.

NGUOI LAI XE VA VAN HANH MAY MOC: Khong c6 béo céo

QUA LIEU VA XU TRi )

Sy qué li¢u c6 thé gdy ra buda ndn, hodc xudt huyét & phy nik. Phii dén béc si ngay
khi diing qud li¢u. Nén tién hinh bi¢n phép nira da ddy, céc li¢u phép ning d& va duy
tri céin thiét. Tri¢u chimg qué lidu trén tré em khi ubng lidu cao ESTRACEPTIN ¢hua
dugc béo cho.

BAO QUAN

Giir thudc noi khd, mit, trinh dnh sing, dudi 30°C vi xa thm véi cla tré em.
TRINH BAY: Hop | vi 28 vién bao phim gdm 21vién mau tring, 2 vién miu xanh
lyc, 5 vién mau vang.

HAN DUNG: 36 thing ké tir ngdy sin xufit. ‘

Khong diing thudc qué han sir dyng ghi trén nhén thuéc.

TIEU CHUAN CHAT LUQNG TCCS

NHA SAN XUAT

Sén xuit boi: LABORATORIOS RECALCINE $.A., Carrascal No. 5670, Santiago,
Chile. Théng tin chi tiét vé sin phim xin lién h¢ nhd phin phdi: Vimedimex Binh
Duomg, 18 L1-2, duwdmg s& 3 VSIP I, P. Hoa Phi, TX. Thi Diu Mit, Binh Duong.
Dién thogi: 1800-545402.

CORPORACION FARMACEUTICA

Recalcine
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Estrac

Desogesrel 0.150my & Etinyt Estradiol

Vién nén bao phim

TO THONG TIN CHO BENH NHAN

Doc k¥ hudmg diin sir dyng trude khi ding. Xin lién b§ véi béc si hodic duge
si néu cin thém thong tin. Thong béo cho béc si nhimg tic dyng bit l¢i gip
phai khi diing thudc. DE thube xa tm véi ciia tré em.

1. Tén sin phim: ESTRACEPTIN

2. Mé ta sin phim:

ESTRACEPTIN la hormon trénh thai diing dwémg todn thin. Co ché trénh thai
cia thude 1a:

» Ngiin sy rung trimg do gidm tiét hormon GnRH wing dudi doi
*Ng!.ncénwl&mlécﬂhuﬁngdiduocﬂmtinhdolémchémsvmngsinhnbi
mac tr cung

+ Ngiin tinh tring gp trimg do gly ra sy thay ddi dich nhdy tir cung,

3. Thanh phén ciia thubc

Vién bao phim mdu tring: Hoat chét: Desogestrel va Ethinyl Estradiol; Ta duge:
Tinh bjt bip, Microcrystalline cellulose, Natri croscamellose, Povidone, Talc,
Magnesi stearat, Lactose monohydrate, Hypromcllose, Macrogol 6000, White
polymeric coat.

Vién bao phim méau ving: Hoat chét: Ethinyl Estradiol; T4 duge: Tinh bt bip,
Microcrystalline cellulose, Natri croscamellose, Povidone, Talc, Magnesi
stearat, FD&C Yellow No$ aluminum lacquer, Lactose monohydrate, Hyprom-
ellose, Macrogol 6000, White polymeric coat.

Vién bao phim mau xanh lyc (vién gia dugc) T4 duge: Tinh bt bdp, Microcrys-
talline Cellulose, Natri croscamellose, Povidone, Tale, Magnesi stearat, FD&C
Blue No2 aluminum lacquer, FD&C Yellow No5 aluminum lacquer, Lactose
monohydrate, Hypromellose, Macrogol 6000, White polymeric coat.

4. Ham lugng ciia thube

Vién mau tring chira:Desogestrel 0,150 mg; Ethinyl Estradiol 0,020 mg; T4
duge: Comn Starch 17,074 mg, Microcrystalline Cellulose 7,330 mg, Sodium
croscarmellose 0,600 mg, Povidone 1,900 mg, Talc 2,600mg, Magnesium
stearate 0,180 mg, Lactose monohydrate q.s 50,000 mg; T4 dugc bao phim:
Hypromellose 0,912 mg, Macrogol 6000 0,203 mg, Talc 0,101 mg, White
Polymeric coat (White Opaspray K-1-7000-S)* 0,284 mg

Vién bao phim mau vang: Hoat chét: Ethinyl Estradiol 0,010 mg; T4 duge: Com
Starch 16,699 mg, Microcrystalline Cellulose 7,480 mg, Sodium croscarmellose
0,600 mg, Povidone 1,900 mg, Talc 2,600 mg, Magnesium stearate 0,170 mg,
FD&C Yellow N°5. Aluminum Lacquer 0,400 mg, Lactose monohydrate q.s
50,000 mg; T4 dugc bao phim: Hypromellose 0,820 mg, Macrogol 6000 0,183
mg, Talc 0,091 mg, White Polymeric coat (White Opaspray K-1-7000-S) * 0,256
mg, FD & C Yellow N°5. Aluminum Lacquer 0,150 mg.

Vién mau xanh lyc chira td duge: Com Starch 16,750 mg, Microcrystalline
Cellulose 7,560 mg, Sodium croscarmellose 0,600mg, Povidone 1,900 mg, Talc
2,600 mg, Magnesium Stearate 0,170 mg, FD & C Blue N°2. Aluminum Lacquer
0,195 mg, FD & C Yellow N°5. Aluminum Lacquer 0,139 mg, Lactose monohy-
drate q.s. 50,000 mg. T4 dugc bao phim: Hypromellose 0,736 mg, Macrogol
6000 0,165 mg, Talc 0,081 mg, White Polymeric coat (White Opaspray
K-1-7000-S) * 0,230 mg, FD & C Yellow N°5, Aluminum Lacquer 0,135 mg,
FD & C Blue N°2. Aluminum Lacquer 0,153 mg.

Hop 1 vi x 28 vién nén bao phim gom: 21 vién méu tring; 2 vién mau xanh lyc;
5 vién mau vang

5. Thube diing cho bénh gi?

Trénh thai hang ngdy

6. Nén ding thudc nay nhir thé nao vi lidu legng?

Biit diu udng vién c6 ghi sb 1 trén miit sau ciia hop nhya chira vi thude, vao ngdy
@dhu tién cia chu ky kinh nguyét.

Ubng m3i ngdy 1 vin trong 28 ngdy theo thir ty sau diy: 21 vién tring, 2 vién
xanh, 5 vién vang, gil ding thir ty sé va chiéu mﬂl tén cho téi khi ubng hét vi
thudc. Nén ghi lai ngdy thir miy cia tudin bit diu ud udng vién thir nhét, ngdy ndy
s& ludn Iuﬁn 1a ngay khéi dau khi ding vi thuor.: ké t:ep

Sau khi uéng vién thubc cudi ciing cua vi thudc, hiy bit diu udng vién s6 1 cla
vi méi vao ngay ngdy hém sau, dii chura thiy kinh nguyét hodc 43 ngung kinh
nguyét,

Rét cn dé ghi nhé ngdy udng vién s6 1 (ngdy 1), va céc ngdy 8, 15, 22 s ludn
luén xa?' ra cling mdt ngdy trong tuin. Diéu ndy s& gilp kiém tra vigc ding thude
dugce tien hinh ¢ ding cich khong.

Dé trinh viéc quén ding thude, nén udng thudc vio cling mdt thai diém trong
ngdy, tét nhit 13 sau bira &n chiéu “hay tnude khi di ngi

7. Khi nio khéng nén diing thube nay?

+ Tuyét d8i khong duge diing trong cic bénh: huyét khéi tic mach, tién cin huyét
kh&i the mach; béah v& mach méu & tim, ndo, hay méit; suy thin; budu ic tinh &
vii, tir cung hay tuyén yén phy thuje hormon; suy gan niing hofic khdi phit; xut
huyét dudmg sinh dyc chua duge chudn dodn, Porphyria; bénh xo tai; tieu dudmg;
ting lipid méu; chimg & mit ti phit; tién sir bénh Herpes trong khi mang thai;
¢ thai; cho con bi; vang da trong lic mang thai khong ré nguyén nhan.

+ Chéng chi dinh twong d6i: réi loan bién dudmg, bénh nhu béo phi; ting tiét sira,
v&i ndng 46 Prolactin cao; tién sir s6i mt chwa duge diéu tri.

8. Thc dyng khéeg mong mudn: _ _
comécoaacuieuchaughiémgapsaudiy: ting huyét ip, ving da tic mjt, ting
lipid miu,ucuduﬂng.dauwning.hqnhmym vii lanh tinh hodic ac tinh, budéu
mcung.bummmguaméndmchmmmumy&mbu&n
ndn, nhirc diu, ting trong; cing vis; d& bj kich thich hojic trim cim; nim da; chiy
méu giira céc chu ky kinh nguyét; kinh nguyét it; nhiém nim Candida im dgo;
nguy co s6i mit; ¢6 thé xuét hién chimg khong dung nhin kinh sét trong.

9. Nén trinh diing nhimg thulc hodc thyc phim gi khi dang sir dyng thudc
nay?

Khéng ding chung véi Troleandomycine lim ting nguy co ving da {r mt.
Khéng ding chung véi céc thubc giy cim img men nhu Barbiturat, Phenytoin,
Primidone, Carbamazepin, Rifampicine, Griseofulvin vi 1dm gidm tic dyng
trénh thai.

10. Cén 1am gl khi quén khéng ding thube?

Phai ubng ngay sau khi nhé ra, cing sém cing tot, khong dé qud 12 gid sau gid
ubng thuoc thuémg ngay. _

Néu ¢a dé qué 12 gid, kha ning bio dam trénh thai khdng cdn chic chiin. Tiép
tuc udng nhimg vién con lai vao thi dtcm thudmg k¥ va nén sir dyng lhcm mét
bi¢n phép trdnh thai khéc cho téi khi hét chu ky. Trong trudmg hgp niy can thir
6 mang thai hay khong truée khi bit déu ding thudc cho chu ky ké tiép.

11. Cin bio quin thuc niy nhw thé nao?

Giir thude noi khd, mét, tranh dnh sﬁng, dudi 30°C va xa tim véi cia tré em.
Han diing: 36 thing ké tir ngdy sin xuat.

12. Nhimg ddu higu va tri¢u chimg Khi diing znn&c qué lidu

Sy qua h&u c6 thé gy ra budn ndn, hofic xuét huyét & phy nir. Téc dung trén tré
em khi uong liéu cao ciia ESTRACEPTIN chua duge bio cdo.

13. Chin phii lam gi khi ding thube qué lidu khuyén cdo?

Phai dén bic si ngay khi diing qué licu. Béc s§ sé tién hinh bi¢n phap nira da day,
céc lidu ning d& va duy tri cin thiét.

14. Tén/ biéu twgmg ciia nha sin xudt/ nha nhjp khiw/chi s& hiru gify phép
diing k¥ sin phim:

Nha sdn xulit: LABORATORIOS RECALCINE S.A., Carrascal No. 5670,
Santiago, Chile.

Nha phiin phéi: Vimedimex Binh Dwong, 18 L1-2, dwimg sb 3 VSIP II, P.
Phi Hda, TX. Thi Ddu Mét, Binh Dwong. Dign thogi 1800-545402.

CORPORACION FARMACEUTICA

Recalcine

15. Nhimg diéu cin thin trong khi ding thubc ndy:

Cin ngimg thudc khi ¢6 cic trigu chimg sau ddy: nhitc diu ndng hofic bt
thuomg, thay d6i thj gidc, ting huyét 4p.

Luru y: Khim strc khoe dinh ky trude va trong khi diéu tri; Theo ddi dic bigt &
bénh nhén dong kinh, nhirc nira du, hen, trim cim, ¢6 tién sir gia dinh vé ung
thu vii; Trong truémg hop 6 ké hoach phiu thuit, phai ngimg diing thudc 1
thiing truéc phiu thujt v khong duge tiép tyc didu trj trong giai dogn chua di lai
duogc; Ngung diéu trj trong trudmg hop phai nim mdt chd lau dai.

16. Khi niio ciin tham véin béc si?

Héi ¥ kién béc si néu ¢6 nhimg tic dyng khéng mong mudn chuadm;lcké trén,
hoacwémghqpxuit hién réi logn tiéu héa nhu ndn mira, cb thé lam gidm tic
dung cua

17. ggﬁy xem lét sira d6i lai tir théng tin cho bénh nhin:
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