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nr 5042844 CONG VAN THONG BAO TO CHUC HQI THAO GIOI THIEU THUOC
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: Kinh giri: Quy S& Y Té

So vaky l.hé"mi—bs.sa.to. chire hoi thao gi6i thigu thude:
CONG TY TNHH THUONG MAI VA DUGC PHAM SANG
2. Pia chi: 11/9 Ngd Quang Huy, Phuong An Khanh, Thanh phd Hb6 Chi Minh
3. S6 dién thoai: 028.39101913 - Fax: 028.39106396
4. Ho tén cta ngudi lién hé khi cin: Trin Ly Thiy Duong - S6 dién thoai di dong: 0907158063
S6 dién thoai: 028.39101913 - Ext:145 - Email: duong.tlit@sangpharma.com

5. Danh muc thudc tai budi hoi thao gi6i thiéu thudc:

S6 TT Tén thude S6 gidy ding ky luu hanh thudc
S 780110794924
b - (VN-15082-12)
870110067523
2. Femoston 1/10 (VN-18648-15)

6. Thanh phan tham du: 100 Cén bo y t&, duoc si tham du truc tiép & 150 Can bd y té, duoc si tham du
truc tuyén thue chudi Nha thuéc FPT Long Chau

7. Dia diém va thoi gian té chie: T 11h45 dén 12h15, ngay 21/05/2026 - tai Trung Tam Dao Tao FPT
Long Chau_ Toa nha Golden King, sé 15 Nguyén Luong Bang, phudong Tan M§ (quéan 7 cil), TP.HCM
va truc tuyén qua Webex.

8. Tai liéu kém theo:
- Chuong trinh hdi thao gidi thiéu thude va Ly lich khoa hoc cua béo céo vién
- Bai bao cao sir dung tai hdi thao

9. Cam két ctia co s&:
Co s& da nghién ciru va cam két tuan thi ddy du cac quy dinh cia c6 lién quan trong linh vie duge./.

TP. Ho Chi Minh, ngay 13 thang 05 nam 2026
. Giam dbc .}W







, ngay 21 thang 05 ndm 2026
DO y té, duoc si tham du truc tiép & 150 Canbdy té, duoc si tham du truc
tuyén thudc chudi Nha thude FPT Long Chau
Pia diém:
- Tham dur truee tiép: Trung Tam Dao Tao FPT Long Chiu

Toa nhéi Golden King, sé 15 Nguyén Luong Bang, phuong Tan My (quén 7 cii), TP.HCM
- Tham duw truc tuyén qua Webex

CHUONG TRINH

11:45—11:50 KHAI MAC
11:50 — 12:00 GIOI THIEU SAN PHAM DROSPERIN 20 —- CONG TY ABBOTT
DS. Nguyén Viin Bo

Céng ty TNHH va thiong mai Dugc phcfm Sang

12:00 — 12:10 GIOI THIEU SAN PHAM FEMOSTON — CONG TY ABBOTT
DS. Nguyén Viin Bo

Céng ty TNHH va thiwong mai Dwgc phdm Sang

12:10 — 12h15 BE MAC







Gidi tinh: NAM

Ndm sinh: 1992 Noi sinh: KIEN GIANG ~ Dan téc: Kinh
Chike vu: Chuyén vién san pham
Pon vi cong tdac: Abbott Viét Nam

Dia chi: Téa nha Mé Linh point, S6 2 Ngo Dt Ké&, Quan 1, Tp.HCM

1. QUA TRINH PAO TAO

Hé dao tgo: Chinh quy Thoi gian: 2018-2021
Noi hoe: Trudong Cao Pang Cong Nghé Sai Gon

Nganh hoc: Duoc st Cao Ding

H¢ dao tao: Chinh quy Thoi gian: 2023 - 2026
Noi hoc: Truong DPai hoc Quéc té Hong Bang

Nganh hoc: Duoc si Dai hoc

I1I. QUA TRINH CONG TAC CHUYEN MON KE TU KHI TOT NGHIEP

DPAI HOC
Thoi gian Noi cong tac Cong viéc dam nhan
2013-Nay Cong ty Abbott Healthcare Chuyén vién san pham

Viét Nam







Tai liéu théng tin thube
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THUONG MAI VA DUGC Pige

&1 thiéu sdn pham
Drosperin 20mg

Théng tin chi tiét vé sdn phdm xem tir trang 2 t&i trang 12
Ngudi trinh bay: DS. NGUYEN VAN BO

Tt ligu thong tin thude
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THANH PHAN:

Vién bao phim mau do:

Méi vién nén bao phim chira:

Vién nhéan: Drospirenone 3 mg + 2% doi du; Ethinyl estradiol 0,2mg + 5% déi du. Ta dugc: Latomonohydrate 43mg; Sodium
crocarmellose 0,8mg; FD va C Vang s6 6 aluminium lake 0,03mg; FD va C D6 s6 40 aluminium lake 0,09mg; Povidone 2mg;
Talc 3,5mg; Magnesium stearate 0,2mg; Tinh bt bap vira di 80mg.

Bao phim: Hipromellose 2910 1,026mg; Macrogol 6000 0,113mg; Talc 0,112mg; Titanium dioxide 0,188mg; FD va D6 sb 40
aluminium lake 0,113mg; FD va C vang s6 6 aluminium lake 0,047mg; D va C D6 s6 27 aluminum lake.

Vién mau trang khong hoat tinh (gii dwgc):

Moi vién nén bao phim chira:

Vién nhan: Microcrystalline cellulose 50,6mg; Lactose monohydrate 43,59mg; Sodium starch glycolate3,974mg; Talc 1,536mg;
Magnesium stearate 0,3mg.

Bao phim: Hypromellose 2910 1,883mg: Macrogol 6000 0,403mg; Talc 0,170mg; Titanium dioxide 0,544mg.

CHI DINH:

- Tranh thai

- Diéu trj cac triéu chimg rdi loan tién kinh nguyét.

- Diéuri trimg c4 & phy ni trén 14 twdi chi & nhimg nguti mudn trénh thai bang thude udng.
Thuaoc nay chi dimng theo don bdc sy.




Tai liéu théng tin thudc
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CHONG CHI PINH:

Thong bdo cho béc sy vé tinh trang bénh dang miic phii trude khi ding thude nay. Khong dwge ding thude trong cic

trwrdong hop sau day:

- Bénh ly gan, thin, tuyén thugng than; Vang da & mat & phu nir ¢6 thai hodc vang da & phu nir co tién str ding thudc tranh
thai udng; U gan (lanh hoac 4c tinh); Vang da tic mat tién trién; Bét thuong trong nuéc tiéu nhur co mau ma khong rd
nguyén nhén.

- Bénh Iy tim mach, ngét, bénh Iy dong mach vanh, nhimg vén dé tudn hoan mau. ri loan dong méu, huyét khdi (cuc mau
dong), tai bien mach mau ndo.

- Bugc chén doan ho#ic nghi ngd ung thur vii, ung thur niém mac tir cung, hodc ung thu phu thude estrogen.

- Chan doan hoéc nghi ngo c6 thai.

- Min cam véi Drospirenone, Ethinyl estradiol hofic cac hormon khiéc.

- Déi thao dutmg 6 tén thuong mach mau.

- Tién sir dau nira du (Migraine) co céc tridu chimg than kinh tdp trung.

- Nghingd c6 thai hotic d3 duge chin doan cé thai.

Tai ltdu thong tin thude
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C:Séch diing: udng, c6 thé udng thude cling véi bira an hodc khong ciing bira an.

Liéu dung:

Dé dat dugc hi¢u qua trénh thai téi wu, thude phai duge uéng trong khoang thoi gian khong qué 24 gid.

e Ubng 1 vién mdi ngdy, cing mét thoi diém trong mdi ngay, 28 ngay lién tuc theo thir tr duge ghi trén mit sau hop nhua
chira vi thubc va khong bo bét cir vién ndo. Khoang céch giita 2 vién khong hon 24 gio. Trong céc trudmg hgp udng thude
gdy ra ndn hodc kho chiu da dﬁy, udng thudc !rong céc bira an.

¢ Vién mau do dau tién phai udng vao ngay diu tién ciia chu ky kinh nguyét (ngay dau tién thdy kinh). Thir ty nay rét quan
trong, ludén ludén uong vién mau do (cé ho.;n tinh) diu tién va két thiic bang vién mau tring (Lhonn ¢6 hoat tinh).

e Khi ban sir dung hét 1 vi thudc, bit ddu ngay bang 1 vi méi. Ludn ludn giir sén 1 vi moi dé dam bao ban khong quén vién
dhu tién caa chu ky ké tiép.

Kinh nguyét c6 thé xay ra trong vong 3 ngay sau khi ngimg udng vién co hoat tinh (mau dé) cudi cing. Néu xay ra ra mau nhe

gira chu ky (nhé giot) hogc ra mau bat thudng trong qué trinh ding thude hay tiép tuc udng thuée theo hudng dan. Déu hiéu nay

thuong khong quan trong nhung néu ra méau dai ding kéo dai cin dén gap béc sy ngay. ‘

Trong trudng hop quén thude, phai theo chi din ciia béc sy, duge sy hodc theo cic khuyén céo chung sau day:

o Néu ban quén 1 vién c6 hoat tinh (mau d0), udng ngay khi ban nhd, cho dii ubng 2 vién trong ciing 1 ngay, va tiép theo udng
nhimg vién thudc ké tiép theo lich trinh binh thuong. Sir dung thém 1 phuong phap trénh thai khdng noi tiét hoac tranh thai
o hoc (bao cao su, mang chin am dao) trong 7 ngay ké tiép, ngoai viée phai tiép tue ding cac vién Drosperin 20 nhu lich
trinh binh thuong.
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*  Néu ban quén udng 2 vién c6 hoat tinh lién tiép trong tuin thir nhét hofic tuin thir hai, thi ubng 2 vién mdi ngdy trong 2 ngiy
lién tiép tiép theo, & thoi diém binh thuomg. Sau d6 uéng cdc vién tiép theo nhu lich trinh binh thutmg méi ngay 1 vién.
Trong trudng hgp nay, nguy co rung trimg gla tang, do d6 ban nén sir dung thém phuong phép tranh thai khéc khong ndi tiét
hodc tranh thai co hoc (bao cao su, mang chin 4m dao) trong 7 ngay ké tiép, ngoai viéc phai dung cdc vién Drosperin 20 con
lal nhu binh thuﬁmﬂ

e Néu ban quén udng 2 vién c6 hoat tinh lién tiép trong tudn thir ba hofc tudn thir tw, hosic néu ban quén udng trén 3 vién co
hoat tinh lién tiép trong vong 24 vién co hoat tinh: Bo céc vién con lai cua vi thudc va bit déu véi vién diu tién cia mot vi
thudc mai ngay trong ngay ké tiép. Ban nén sir dung thém phuong phdp trénh thai khong ndi tiét khac hoac tranh thai co hoc
(bao cao su, mang chén am dao) trong vong 7 ngay sau khi quén udng vién thude. C6 kha nang ban s& khong c6 kinh trong
thang d6, nhung néu khong c6 kinh trong 2 théng lién tiép, hay kham bac sy dé xac dinh xem c6 mang thai hay khdng.

*  Vigc quén uéug cdc vién mau tring khong c¢6 hoat tinh trong tudn thir 4 ¢6 thé bo qua, nhung vién méau dé c6 hoat tinh cia
vi ké tiép phai duge udng ding ngdy theo ké hoach.

Tai ligu théng tin thude
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THAN TRONG KHI SU DUNG:

Néu cé cic diu hiéu lim sang sau day, phii ngirng thudc ngay lip tirc:

- Xudt hién dau nira ddu (Migraine) hodic ning 1én, véi cudng do tang dén.

- Nhimg ddu higu diu tién ciia tic mach do huyét khéi.

- Déu hiéu tang huyét ap.

- Vang da tién trién, viém gan va ngira. Dau thuong vi hodic viing gan tang lén.

- Tang con ddng kinh.

Truge khi sir dung thude tranh thai uong, phai kham toan than va kham phu khoa daé chac ring ban khéng miéc bénh va c6 cac
)eu t6 nguy co. Trong sudt thoi gian uong thudc tranh thai, ban phai kham sirc khoe mdi 6 thang dén 1 nam dé danh gia lai cac
chéng chi dinh (Vi du nhu con dau thit ngye thodng qua) va céc yéu t6 nguy co (Vi du tién sir gia dinh c6 huyét khéi dong
mach, tinh mach), vi nhimg bénh nay c6 thé xudt hién sém trong qua trinh diéu trj.

“Thuéc tranh thai hooc mon c6 lién quan dén  nguy co lam tang huyét khéi tinh mach, thuyén the d(‘)ng mach, nhdi méau co tim,
tai bién mach méau ndo. Tuy nhién, nhimg bién chimg nay da duqc xdc dinh 1a thip hon trong suét giai doan udng thude tranh
thai so vdi glal doan mang l.hal Trude khi udng thude tranh thai, cin cin nhac ky yéu td nguy co — lgi ich va chéng chi dinh cé
lién quan dén céc bénh 1y vé huyét khdi tinh mach va dong mach. Thuyén thc dong mach va tinh mach do huyét khdi c6 nguy co
gia ting trong céac trudmg hop sau: phu nir trén 35 tudi, hat thuée 14 (nguy co cao hon, dic blel 1a bién chimg déng mach) Tién
str gia dinh méc bénh thuyén thc dong mach — tinh mach do huyét khdi; Nguoi qua can: chi s BMI > 30; Réi loan chuyén hoa
lipid mau; Rdi loan vé huyet ap (huyet ap kho kiém soat); Bénh van tim; Rung nhi; Bit dong kéo dai trong céc phiu thudt lén
(dimg thudc it nhét 4 tudn trude phiu thudt can lhlcp, 6 thé dung lai thuéc 2 tudn sau khi phuc h6| hoan toan); Trong cac Lru(‘:rng
hop ra méu dm dao khéng thudng xuyén, dai diing hofic tai di tai lai c6 thé Ia bénh 4c tinh cin duge chdn doan diy du; Tiéu
duimg: thude tranh thai ¢6 thé lam giam sw dung nap glucose, ting nhe syr giai phong insuline & bénh nhan tiéu dudng tuyp 2
hodc lam tang nhe tac dung phuy cua cholesterol - lipoprotein, 6
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THAN TRONG KHI SU DUNG: | G ‘
Trong mdt vai trudmg hop co thé thay ddi liéu nhom ha dutmg huyét hofic ting o 0 glucose hodc lipid trong
huyét thanh. Néu hiéu qua chuyén héa khong dugc kiém soat, phai dimg li¢u phap wicu ).
-Bénh 1y tai mét hodc c6 tién sir bénh, dic biét soi tai mét dang tién trién: estrogen c6 thé lam thay ddi thanh phin cia mudi mét
v lam tang do tdp trung ciia cholesterol 1am soi mét tién trién trong 2 nam déu ding thude, diéu nay phu thude vao co dia cia
mdi c4 nhan. Nhin chung, nguy co ndy 12 thp, tuy nhién vdn cin than trong khi ding thude tranh thai udng véi cac bénh nhan
nay.
-Bénh 1y gan: chuyén héa estrogen c6 thé bj anh huéng & bénh nhén c6 bénh 1y gan, vi thé nén ding bién phép tranh thai khong
hormon déi v&i bénh nhén nay. Thude tranh thai hormon ¢ thé dugc ding lai khi xét nghiém chirc nang gan vé binh thuomg,
-Cao huyét 4p: Liéu thép thudc tranh thai mot pha ubng lam tang huyét ap & mot s& phu ni huyét ap binh thudng ¢6 yéu t6 nguy
co, liéu thap thuée tranh thai nhiéu pha c6 thé phu hgp véi nhimg bénh nhén nay.
-Tang kali mau: Drospirenone c6 tic dung chdng chét khoang va corticoid, c6 thé lam ting kali mau & nhimg bénh nhdn nguy
co.
“Thudc trénh thai uéng c6 thé gay triéu chimg chay mau loi (nu6u), tang sinh lgi (nuéu) hodc viém xwong & rang (kho 6 rang).
Hay béo cho nha sy. Danh rang thudng xuyén c6 thé lam giam triéu chimg nay.
- Hay thdng béo cho bac s§ biét néu khong co kinh nguyét trong 2 chu ki lién tiép.
-Ban phai thang bao cho béc s§ vé thubc tranh thai dang ding trudc khi lam céc xét nghi¢m vi thude tranh thai c6 thé lam thay
ddi két qua mot s xét nghiém maéu.
-Sir dung thém 1 bién phép tranh thai nira trong it nhit 7 ngay cia chu ky diu tién ding thudc. Str dung thém 1 bién phap tranh thai
khéc nita trong thoi gian quén ding 1 hay vai liéu thudc hodc dang ding thém 1 thude khéc ¢o tac dung lam giam kha nang phong
tranh thai. Hay hoi ¥ kién bac s. Trong trudng hgp cé ndn hoc tiéu chay, nén sir dung thém 1 bién phap tranh thai khéc khong phai
hormon, ngay khi dang diing thudc hosic 1 thi gian ngén sau khi ding. 7

Tailiéu thong tin thude

...... . A

i,

THONG TIN KE TOA 2} . DROSPERIN'20 ™
4 pROSPERIN ~ 0.03g i e

PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai: khong khuyén cdo diing thudc nay trong thoi ki c6 thai vi hormon qua nhau thar gay anh huong cho thai nhi,
Trong truong hgp duge chan doan hogic nghi nga c6 thai ban phai ngimg thude ngay va dén kham bac sy.

Phu ni cho con bii: Khong ding thube cho phy nir dang cho con bi vi hormon bai tiét vao sita me c6 thé anh huong t6i sur phat
trién ciiaem bé.

LAI XE VA NGUGI VAN HANH M;\Y MOC Téc dung trén ngudi l4i xe va van hanh may méc
chura duge bio céo.

TUONG TAC THUOC VA CAC TUONG TAC KHAC

Thong bfo cho bic si vé cdc thude ban dang ding, ké ci thude khdng ke toa.

Tuong téac thude c6 thé xay ra trong cac trumg hop sau déy: ) ) )

Ddi khang Aldosterone, trc ché men chuyén ddi angiotensin (ACE), doi khang thy thé angiotensin II, chong vif:m khong
steroid (AINES), lgi tiéu Kali hoac heparin: Ding chung nhing thudc ndy c6 thé lam ting ndng d¢ Kali trong huyét thanh vi
tic dung khang corticoid va cht khoang ciia Drospirenone. Néu sir dung thude trong thari gian dai, ban nén kiém tra nong
d0 Kali huyét thanh trong chu ky déu diéu tri.

Paracetamol: thuéc nay co thé két hop vai Paracetamol gy ra gi
ndng dé clia mot sb estrogen tong hop. ] ‘
Ascorbic axit: ding dong thi c6 thé lam ting néng do clia mot s estrogen tong hop.

Atorvastatin: dung chung véi Ethinyl estradiol lam tang AUC cua Ethiny] estradiol 1én 20%.

Ampicillin, Griseofulvin, Tetracycline: Hiém trudmg hop duge béo cdo hiéu qua cia thudc tranh thai giam & phu nir dimgB
Ampicillin, Griseofulvin, Tetracycline.

am ndng o Paracetamol trong huyét thanh va lam tang

\3
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TUO'NG TAC THUOC VA CAC TUONG TAC KHAC
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Mic dii bing chimg vé sur twong tac rat han ché, khi ding thuéc trénh thai trong thoi gian dai, ban cén duge tu vén vé viée
dung chung céac thudc tranh thai véi bat ki mét loai khang sinh nao.

Clofibrate, Morphine, Salisilic axit va Temazepam: Dang chung véi thuéc tranh thai c6 thé lam tang do thanh thai cia cic
thude nay. ]
C)closporm Prednisolone hosic Theophylline: Ding chung vai thudc tranh thai co chira Ethinyl estradiol co thé (¢ ché
chuyén hoa nhimg thudc nay, do viy lam tang néng o cia ching trong huyét thanh.

Carbamazepine, Phenobarbital, Fheny]butazone Phenytoin, Rifampin hofic Hypericum _perforatum (tén thuong goi la cay
noc sii): dung chung nhimg thude nay véi thudc tranh thai udng c6 thé 1am tang chuyén hoa cia Ethinyl estradiol va mdt
vai progestagen, lam giam higu qua tranh thai va lam tang kinh nguyét bét thuomg.

Thube 14: Khéng khuyén céo ding thudc tranh thai udng & phy nir c6 hut thudc 14 vi ting nguy co bién chimg tim mach bao
gbm tai bién mach méau ndo, dau thit ngyc, viém tic mach do huyét khéi, tic nghén mach phdi. Nguy co nay cang cao & phy

nit trén 35 tudi co thai quen hut thude 4.

THONG TIN KE TOA

TAC DUNG KHONG MONG MUON:

Tauliputhdng tinthude

(}wiu WO

D.Olmg ethimyt estradicl

Théng bio cho bic st nhimg tic dung khong mong muén giip phai khi sir dung thudc. Cdc trigu chimg sau day rdt hiém giip,
tuy nhién khi gip phai dén co'sd'y té ngay, bao gém:

Nhdi méu ndo hoic dot quy (sét, dot nhién mat tri thuc) Bénh vé tai mét; Nhdi méau co tim (dau ngyc dir doi, kho the
khong rd nguyén nhan); Tic mach phdi (lo au, bén chdn, dau nhidu & ving bung dudi, dau ngue, rung rdy, co gidt, ho, cam
gidc nong, mdi va miéng bong rat, dau du, t& cac ngon tay, dau thip sau lung, khung xuong chiu hogic da day, tai co tiéng
chudng);
Huyét khéi gay tic mach (dgt nhién dau bung, dau lién tyc, rat dau, ho ra mau, dét nhién mét phﬁl hop, dau hang va cing
chdn, dac bigt 1a dau tang khi bé vat ning, dot nhién thd néng khéng ¢6 nguyén nhén, thay ddi vé nhip tho, thi gidc, mét
moi, té bi canh tay va cing chan khong c6 nguyén nhén) chi yéu gap & nhimg phu nir c6 bénh tir trudc, dic biét la nguoi co
ht thude 14, viém tic tinh mach do huyét khdi (da xanh ti, thay doi mau sic da, nhay cam, sung cing chén va ban chén).
Cic tri¢u chirng khong ciin sw can rluép ctiay ré bao gﬁm
Thuwong gdp: dic biét trong 3 thang diu khi udng thudc tranh thai: thay déi chu ky kinh nguyét hofic ra mau bét thuong
nhw mét kinh (hoan toan khong cé kinh nguyét trong vai thang), ra mau bat thudng (ra mau 4m dao gitra céc chu ky kinh),
ra mdu it (chi ra mt it mdu vao chu ky kinh), nhé giot (ra mau it gitra céc chu ky binh thudng).
It gdp: dau dau hodic dau nira ddu (dau nhiéu hoc tang 1én thudmg xuyén); tang huyét ap (Iam bénh trdm trong hon); viém
am dao hoic viém 4m dao do ndm candidas téi di t4i lai (4m dao tiét ra dich tring, ddy, 4m dao ngira rét).
Hiém gdip: u vi, chii yéu & bénh nhan c6 bénh tir trudc, gan tang san té bao nho & trung tam, viém gan hofic ung thu biéu
md té bao gan (dau da dé) dau bén canh ho#ic bung; vang da, vang mét), dic biét u bénh nhén c6 bénh tir trurde, ngudi hut
thudc 14, u ong tuyén cia té bao gan, u lanh tinh (sung, dau, nhay cam vdi dau khi an hoac cham vao ving byung), lam xﬁu
di tinh trang cia bénh trdm cam nhe néu d c6 bénh tir trude.
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TAC DUNG KHONG MONG MUON:
Nhitng diu hidu ké trén I binh thuwong va khéng cin diéu tri triv khi nd giy kho chiu cho bénh nhan hofic khéng mit
di trong qud trinh diéu trj.

Thuwong gdp: chuét rat & bung hoac bung cang phong, trimg ca nhq: sau 3 lhéng diu diéu tri; sung, dau, tang cam giac dau
khi cham vao vit; ¢ tir cung thay ddi dich tiét; giac mac thay ddi; vang da tic mat, vo sinh sau ngung thudc; thuy tinh thé
khong dung nap thudc, gitr mudi va nudc (mat cé va ban chén sung).

It gdp: rung hodc tang 1ong & co thé hodc mit; thay ddi vé tinh duc (tang hodic giam nhu céu tinh duc); da c6 chdm nau khi
tiép xtic v6i anh nang mit troi; tang hodic giam cdn.

Chii y: nhimg chidm nau trén da c6 thé xuét hién tam thoi holic vinh vién. Nhimg phu nir ¢6 da sim mau, tién sir da tan
nhan trong qué trinh mang thai khi tiép xtic 1au véi anh niing mét troi c6 nguy co cao gap triéu chimg nay.

Hay théng bdo cho bdc s tit ca nhitng tic dung khong mong muén ma ban giip phii ké ci nhirng tri¢u chirng khéng

dwgc ké d trén.
1
Tdi liéu théng tin thude
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QUA LIEU: Bit cir thubc nao khi dung qua liéu ciing c6 thé gdy ra hau qua nghiém trong. Néu ban nghi ring da ding
qué liéu, hay dén co sd y t& ngay Iip tirc. ,

Déu hi¢u Iam sang cua qud liéu bao gbm: ra mau bét thuong, non va budn nén.

Trong trudng hop qua liéu, dicu tri theo khuyen céo dudi déy:

- Lam moi cich dé gdy nén.

- DPanhgia néng d¢ Kali va Natri trong huyét thanh va tim céc bing chimg géy toan chuyén hoa.

BAO QUAN ¢ Giir thubc noi khé réo, tranh anh sang, khong qua 25°C, trénh xa tim véi ciatré em.

DANG VA TRINH BAY:M3inhopchira28 vien gbm: 24 vién hoat tinh (mau do)4 vién gid dge(mautring).
TIEU CHUAN: Tiéu chuén co s&

HAN DUNG: 48 thang

NHA SAN XUAT: LABORATORIOS RECALCINE S.A., No.5670 CarrascalSantiago, Chile.
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17B-Estradiol Hemibydrat

BAI GIGI THIEU SAN PHAM
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FEMOSTON
NGU®1 TRINH BAY: DUQC ST NGUYEN VAN BO
1
Théng tin chi tiét vé sén phdm xem & trang 2-27.

L

Dydrogesterone
17B-Estradiol Hemihydrat

THANH PHAN VA DANG BAO CHE

Femoston 1/10 13 vién nén bao phim hinh trén, diing d&€ uéng, méi vién nén mang ky hiéu “379" & mét mat.
THANH PHAN HOAT CHAT

Femoston 1/10 chita 14 vién mau trang, m&i vién chifa 1 mg 17B-estradiol (hemihydrat) va 14 vién mau
xam, mdi vién chifa 1 mg 17B-estradiol (hemihydrat) va 10 mg dydrogesterone.

THANH PHAN TA DUQC

Nhén vién (cho tdt cd cdc vién nén):

Lactose monohydrat, hypromellose, tinh bdt ngd, silica khan dang keo, magnesi stearat

Bao phim:

Nhém tao mau trang (vién nén 1 mg): Titan dioxyd (E171), hypromellose, Macrogol 400

Nhém tao mau xam (vién nén 1/10 mg): Titan dioxyd (E171), sat oxyd den (E172), polyvinyl alcohol,
Macrogol 3350, bét talc

Tai liéu théng tin thudc
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* Liéu phéap thay th€ hormone (HRT) d€ diéu trj cac triéu chitng thi€u hut estrogen & nhitng phuy nit da qua ky
kinh nguyét gan nhat it nhat 6 thing.

* Ngan ngifa lodng xudng & phu nit sau man kinh ma cé nguy cd cao ran gy xudng ma khéng dung nap, hoic
chdng chi dinh véi cac thudc khac dung dy phong lodng xudng.

* Ngudi gia: Kinh nghiém trong diéu tri & phu nif trén 65 tudi con han ché.

LIEU LUGNG VA CACH DUNG

* Thudc ding dudng udng. Trinh ty diing thudc phai dudc chi rd trén vi thudc.

* Ding 1 vién trdng m&i ngay trong 14 ngay dau va ndi tiép bdi 1 vién mau xam mai ngay trong 14 ngay ke tiép.

6260-92-NA

*+ Dung Femoston 1/10 lién tuc ma khéng gian doan gilta cac hdp thudc.

Bat ké la dé khoi dau hay tiép tuc diéu trj cdc trigu chung sau man kinh, can ding ligu thdp nhét ma c6 hiéu qud vd diing trong théi gian ngdn nhdt (xem muc "Canh bdo va
thén trong’)

Bénh nhdn chuyén tir ché phém diing lién tuc theo trinh tu hode chu ky nén hoan thanh chu ky 28 ngdy sau dé chuyén sang Femoston 1/10. Bénh nhén chuyén tir ché phdm
két hop dugic ding lién tuc c6 thé bdt déu diéu tri & bét ki thoi diém ndo. Dua vdo ddp dng lam sdng, liéu ding c6 thé duge digu chinh sau do.

Néu quén ding mét liéu thudc, nén ding cang sém cdng tét. Néu hon 12 gic tréi qua, viéc didu tri nén duge tiép tuc vdi vién nén tiép theo ma khéng ding vién da quén. Kh
ndng chdy mdu bét thudng hodc cé vét mdu cé thé tang.

Femoston 1/10 ¢4 thé ding cting hedc khéng ciing véi thic én;
Tré em: Femoston 1/10 khéng duge chi dinh ding cho tré em

Tai ligu théng tin thuéc

D)-'a’rogas'femné (f) :
17B-Estradiol Hemibydrat

CHONG CHi PINH

* Ung thu vi da cé hoac con nghi ngé

* Céc u éc tinh phy thudc estrogen da biét hodc con nghi ngd (vi du: ung thu mang trong tir cung).
* Cac u phu thudc progestogen da biét hodc con nghi ngd (vi du: u mang nao)

+ Chdy mau bé phén sinh duc chua chan doan dudc

+ Tang san ndi mac tif cung ma chua dudc didu tri

6260-92-NA

* Huyét khdi tac tinh mach trudc day hodc dang gap (huyét khéi tinh mach sau, tic mach phai).

* RGi loan chdy mau da biét (vi du protein C, protein S hodc thiéu hyut chat chéng déng mau (xem muc
“Canh bdo va than trong” bén dudi)

+ Bénh huyét khéi déng mach cdp tinh hodc gan day (vi du: dau thit nguc, nhdi mau cd tim)

* Bénh gan cdp tinh hodc tién st bénh gan, chifng ndo ma cac test chic ndng gan chua trd lai binh thudng.

 Rdi loan sac t& hiém gap “porphyria”

* Qud man vdi bat cr thanh phan nao cla thudc

Tai liéu théng tin thudc
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Dydrogesterone
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CANH BAO VA THAN TRONG

Déi voi vige didu tr tr:éu chirng sau man kinh, chi nén bit ddu ding liéu phap diung hormon thay thé (HRT) khi céc
triéu chlmg anh huong x4u téi chét lugng cugc sbng. Trong moi trudmg hop, cdn danh gia cén than dinh k¥, it nhét 1a
hang nam vé cac lgi ich va nguy co. Chi tiép tuc ding HRT khi lgi ich 1 vuot trdi so v&i nguy co.

Béing chimg v& céc rii ro lién quan t6i HRT trong diéu tri man kinh sém kha han ché.

Tuy nhién do mac do thap clia nguy co tuye;t dbi & phu nir tré, cin béng giira l¢i ich va nguy co rii ro & nhig phy nir
nay co thé thuan lgi hon & phu nir I6n tudi.

KHAM/THEO DOI
Trude khi bét ddu sir dung hogc bét ddu sir dung lai HRT, cin tim hiéu day du ncn sir y khoa cia cd nhan va cua ca gia
dinh. Dua vao tién st y khoa va cac chéng chi dinh, canh béo khi ding thuc, cin phai kham thyc thé (bao gbm ca
vung xuong chu va vi).
Trong khi didu tri, cAn kham dinh k) vé tAn sut va tinh chit phi hop véi timg phy ni. Cén )eu cAu ngudi phu nir thong
bao cho bac s7 hojc didu dudmg bt cir thay dbi ndo & via (xem “ung thu vi” duéi ddy). Phai kiém tra, bao gdm ca bing
céc phwong phép hinh anh thich hgp nhu 14 chup nhii dnh, phit hgp véi céc hudng dan kham sang loc hién ¢6 va duge
thay ddi theo yéu ciu lam sang cua timg cé nhén.

Tai liéu théng tin thuéc
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CANH BAO VA THAN TRONG

NHUNG TRUGNG HOP CAN THEO DOI

Vi bét cir trudmg hop nio sau ddy, da timg xay ra trude ddy, vi/hode trdm trong hon trong qua trinh mang thai hozc
trirGe khi diéu trj hormon, bénh nhén cin duge theo ddi chit. Cén tinh dén viée nhitng trudmg hop niy ¢6 thé tai xudt
hién hodc ning hon trong qua trinh diéu trj bing Femoston 1/10, déc biét 1a:

* U co tron (u xo tir cung) hoéc lac ndi mac tir cung

«  Céc yéu td nguy co thuyén tic huyét khéi (xem bén dudi)
+ Ciéc yéu t(‘? nguy co khéiu phu thudc estrogen, vi du nhu sy di truyén murc dd 1 dbi voi ung thu vii
* Tang huyét 4p

* Réi loan chirc nang gan (vi du nhu u tuyén gan)

* Pai thao dudmg ¢ hodc khong cé bién chirng mach mau
* Soi mét

* Pau nira diu hosc dau diu (nang)

* Lupus ban do hé thong

» Tién sit ting san ndi mac tir cung (xem bén dudi)

* Bénh dfng kinh

* Hen

* Xo clng tai

Tai liéu théng tin thuéc
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Dydrogesterone Q' -
17B-Estradiol Hemibydrat ™

CANH BAO VA THAN TRONG
CAC LY DO CAN NGUNG DUNG FEMOSTON NGAY LAP TUC

Cén dirng diéu trj ngay 13p tirc trong céc trudmg hop chéng chi dinh va trong céc trudmg hop sau:

e Vang da hofc suy giam chirc nang gan

e Tang huyét p dang ké

» Khdi ddu méi ciia chimg dau ddu kidu migraine
e Mang thai

6260-92-NA

Tai liéu théng tin thude

D_)-'drogesferoﬁé Q o
17@-Estradiol Hemibydrat T

CANH BAO VA THAN TRONG
UNG THU VU

Din chimg tong quan chi ra ting nguy co tién trién ung thr vi ¢ nhimg phu nir ding dang két hop oestrogen-

progestogen hodc chi dung oestrogen, di€u dé phu thudc vao thoi gian dicu tri.

Liéu phdp oestrogen-progestogen két hop

e Nghién ctru ngiu nhién cé kiém soat gia duge, nghién ciru WHI (T chirc Nghién ctru stre khée phu nir), va mot
phén tich gdp cua cac nghién ciru dich t& tién ciru da tim thay ring nguy co ung thu vi tang lén & phy nir ding HRT
phdi hgp oestrogen-progestogen, thiy rd sau khoang 3 nam (1-4) (xem muyc “Tdc dung khong mong muén”).

Liéu phdp oestrogen don déc

o Thir nghiém ciia WHI cho thiy nguy co ung thu vi khong ting & phy nir da phiu thudt cét bo tir cung chi ding
oestrogen dé thay thé hormon. Céc nghién ciru quan sét cho thdy ti I& ting nguy co ung thu vii & nhém chi ding
oestrogen thip hon déng ké so v&i nhém ding hdn hgp oestrogen-progestogen (xem muc “Tdc dung khéng mong
mudn )

Dir liéu tir mdt phén tich tdng hop 16n chi ra ring sau khi ngimg diéu tri, nguy co gia tang s& giam dén theo thoi gian va

thoi gian cén thiét dé nguy co ny trér vé nhu ban dau phu thudc véo thdi gian sir dung HRT truée do. Khi diu trj véi

HRT trén 5 nim, nguy co c6 thé kéo dai téi 10 ndm hogc hon.

HRT, dic biét 1a didu tri phdi hop oestrogen-progestogen, 1am tang mat do nhi anh, do dé c6 thé anh hudng xdu téi

viéc phat hién ung thu va bang phéng xa.

6260-92-NA
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CANH BAO VA THAN TRONG

TANG SAN NOI MAC TU CUNG VA UNG THU BIEU MO:

o (J phu nir con tir cung nguyén ven, nguy co tang san ndi mac tir cung va ung thu biéu mé ting 1én khi dung dai han
oestrogen don déc. Céc béo c4o cho thiy nguy co ung thu ndi mac tr cung & nhtmg ngudi chi ding oestrogen ting
lén gép tir 2 dén 12 1dn so véi ngudi khong sir dung, phu thuoc vao thoi gian didu trj va liéu oestrogen sir dung
(xem muc “Tdc dung khong mong mudn”). Nguy co nay van con cao trong it nhét 10 nim sau khi ngimng diéu trj.

e Ding thém progestogen theo chu ky, it nhat 12 ngéy mdi thang/chu k¥ 28 ngdy, hodc dung lién tuc phéi hop
oestrogen-progestogen cho phu nitr chua phdu thudt cit bé tir cung ¢6 thé tranh dugc su ting nguy co ung thur lién
quan dén HRT chi dung oestrogen don déc.

o Chay méu bét thudmg hofic c6 vét mau c6 thé xay ra trong thang déu diéu tri. Thong béo ngay véi bc sy néu thiy
chay mau bt thudmg hofic ¢6 vét mau xudt hién nhiéu lan trong khi didu trj hofic van con tiép tuc sau khi da ngimg
didu trj. C6 thé cAn tién hanh sinh thiét tir cung ¢ loai trir kha ning ung thu tir cung.

6260-92-NA

Tai ligu théng tin thudec
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Dydrogesterone Q
17B-Estradiol Hemibydrat

CANH BAO VA THAN TRONG
UNG THU BUONG TRUNG

Ung thu budng trimg hiém gip hon ung thw vii nhidu. Cac dén chimg dich t& tir mt phan tich gép 16m cho ring 6 sy
ting nhe nguy co ung thu budng trimg trén phu nir ding oestrogen don déc hosic két hop oestrogen-progestogen HRT,
didu nay rat ro sau 5 nam sir dung va giam dén theo thdi gian sau khi ngimg thudc. Mgt sé nghién ciru khac, gdm c6
nghién ciru WHI goi ¥ ring dung HRT dang két hop c6 thé lidn quan téi nguy co ung thu budng trimg tuong tw hojc
nhe hon (xem muyc Tde dung khdng mong muén).

6260-92-NA
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CANH BAO VA THAN TRONG

THUYEN TAC HUYET KHOI TINH MACH

*  HRT c6 lién quan t6i viéc tang 1,3 - 3 lin nguy co tién trién thuyén tic huyét khdi tinh mach (VTE), nhu huyét khéi tinh mach sau hodic
thuyén tic phdi. Nguy co nay & nim ddu tién ding HRT cao hon ld & nhitng niim vé& sau (xem muc “Tdc dung khdong mong mudn”).

*  Bénh nhan di c6 tinh trang ting dong mau s& ting nguy co bi huyét khdi tinh mach, va HRT c6 thé lam ning thém nguy co ny. Vi vay
chéng chi dinh HRT cho cac bénh nhan nay (xem muc “Chéng chi dinh”).

*  Nhin chung, céc yéu t nguy co vé thuyén tc huyét khdi tinh mach bao gdm: ding oestrogen, tudi gia, dai phiu thuat, bt dong thoi gian
dai, béo phi (BMI>30kg/m?), thoi k c6 thai/sau sinh, bénh lupus ban dé hé thong (SLE), va ung thu. Chua c6 két ludn vé vai trd ciia gin
tinh mach d6i véi VTE.

*  Cing gidng nhu tt ca cée bénh nhén sau phu thudt khic, cin cin nhic céc bién phap du phong VTE sau phiu thuit. Néu sau khi phiu
thudt chon loc cin bit dong théi gian dai thi nén tam théi ngimg HRT truée do tir 4 dén 6 tuin. Khong tiép tuc ding HRT cho téi khi ngubi
bénh cir dong duge hoan toan.

+ Phy nit khdng 6 tién sit VTE nhung trong s6 nhimg ngudi ¢6 quan hé huyét théng gin nhét trong gia dinh c6 ngudi bi huyét khéi khi con
tré c6 thé cAn chiéwchyp sau khi tham kham cén than nhim gii han nguy co nay (chiéwchup chi x4c dinh duoc 1 ti 18 nhat dinh khuyét tat
tic mach do huyét khéi).

+ Néu khuyét tat do huyét khéi dugc xéc dinh la khong lién quan dén huyét khéi cta céc thanh vién khac trong gia dinh, hodc néu 1a khuyét
tt nghiém trong (tirc 4 thiéu antithrombin, protein S hodic protein C holic phéi hop nhidu khuyét tat) thi chéng chi dinh HRT cho nhimg
trudng hop nay.

*  Phunir da diéu trj chit chong dong man tinh cn can nhic cin than gitra lgi ich va nguy co rii ro khi ding HRT,

+ Néu VTE tién trién sau khi bét déu diéu trj HRT thi phai dimg thubc. Bénh nhan cin dén gap bac sy ngay 1ap tirc khi nhan théy nguy co co
triéu chimg huyét khdi (nhu sung dau & 1 chan, hoic dau thit nguc dot ngdt, thd gép). 53

Tai liéu théng tin thudc
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CANH BAO VA THAN TRONG

BENH PONG MACH VANH (CAD)

Khang c6 biing chimg tir céc thir nghiém ngiu nhién c6 kiém soat vé sy bao vé chéng lai nhdi méu co tim & phy nir ¢6
hoic khéng c6 bénh mach vanh (CAD) ding HRT phdi hgp oestrogen-progestogen hodic oestrogen don ddc.

Liéu phdp phéi hop oestrogen-progestogen

Nguy co twong déi CAD tang nhe khi dung HRT phéi hop giita oestrogen va progestogen. Vi nguy co tuyét ddi co ban
CAD phu thugc nhiéu vio tudi tic nén & phu nir khoe manh & tudi gin man kinh, s céc ca CAD tang thém do sir dung
oestrogen - progestogen la rat it, nhung s& tang Ién khi nhidu tudi hon.

Liéu phdp oestrogen don déc

Dir lidu ngéu nhién cé kiém soét cho thiy nguy co CAD khéng ting thém & phy nir phdu thudt cit tir cung ding
oestrogen don dc.

POT QUY NAO
Liéu phap oestrogen-progestogen phdi hgp va lidu phap oestrogen don déc lam ting nguy co dét quy ndo 1én 1,5 lan.
Lién quan nay khéng phu thudc vao tudi hay thoi gian truéc khi man kinh. Tuy nhién, vi ring nguy co dot quy théng
thudng phy thude nhidu vao tudi, nén nguy co dot quy ndi chung & phu nir dung HRT ciing s& tang theo tudi (xem muc
“Tdc dung khéng mong muon”).

12
Tai liéu théng tin thudc
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CANH BAO VA THAN TRONG 17B-Estradiol Hemibydrat
CAC TRUONG HQP KHAC

e Qestrogen cd Lhe gdy gilr nuée, vi véy bénh nhén rdi loan chire nang tim hay thn cdn duoc theo ddi can thin.

e Phy nir tang ndng a4 lipid lrcng mau (ting triglyceride mau) nén duge theo doi sat khi diéu trj bing HRT (du chi ding oestrogen hay ché pham két hop).
Trong nhimg |:mcmg hop hiém gap mirc lipid mau (triglyceride) ting qua cao dan téi viém tuy khi diéu tri bang ocestrogen cho nhimg truémg hgp nay.

«  Estrogen ngoai sinh c6 thé giy ra hoac lam tram trong thém cac triéu chimg cua phi mach do di n'uyen mic phas

e Qestrogens lam tang globulin lién két tuyén giap (TBG), dan téi ting tong luong hormon tuycn gidp trong tun hoan. Hormon tuyén giap trong tudn
hoan duoc xéc dinh béi iodin lién két véi protein (PBI), him luo'ng T4 (do biing cit hodc bing mi&n dich huynh quang) hogic T3 (do bang mién dich
huynh quang} Sy giam hdp thy hat T3 pha.n anh TBG ting cao. Nong dé T3 va T4 tir do 14 khéng 8di. Cac protein lién hop khéc co thé cling tang cao
trong huyét thanh, tirc 1a globuim lién két véi corticoid (CBG), globulin lién két véi hormone sinh duc (SHBG) dan téi tang lugng corticosteroid va
steroid sinh duc trong tuan hoan chung Nong 5 hormon tir do hodic ¢6 hoat tinh sinh hoc 13 khéng thay d&i. Néng d¢ cic protein khéc trong huyét
twomg ciling c6 thé tang lén (chét nén tién chét angiotensin/renin, aEpha-I anntryps:n ceruloplasmin).

e  Sirdung HRT khong céi thién chirc nang nhin thitc. C6 mét vai dén chimg vé sy tang nguy co khing hoang thén kinh & phy nit ngoai 65 tudi bt dau
ding HRT ca ché phim phél ho-p lién tuc hoiic oestrogen don doe.

o Khong ding thubc nay néu c6 vin dé vé di truyén hiém gip nhu: khdng dung nap galactose, thiéu hut lactase toan phan-hodc kém hip thu glucose-
galactose.

Tri lidu phdi hop oestrogen va progestogen nay khdng phai 14 thudc trénh thai.

Tang ALT

6260-92-NA

Trong cdc thir nghidm 13m sang véi cac bénh nhin duge diéu trj nhiém virus viém gan C bing phéc dé phéi hop ombitasvir/paritaprevir/ritonavir ¢ va
khong 6 dasabuvir, mirc ting ALT 1én hon 5 13n mirc gigi han trén ciia mirc binh thudng lhucmg £ip, hon déng ké & nhitng phy nix sit dung cac san phim
thuéc ¢6 chira ethinylestradiol nhur cic CHC. Thém véo d6, ciing & nhing bénh nhan duge didu tri bang glecaprevir/pibrentasvir, mirc ting ALT da dugc
quan sét thiy & nhimg phy nir sit dung cdc thude c6 chira ethinylestradiol nhw CHC, Phy nit sit dung céc thude c¢6 chira oestrogen khac ngodi
ethinylestradiol, ching han nhu estradiol, c6 ty 1¢ ting ALT twong ty nhu nhirng ngudi khéng ding bat ki oestrogen nao; tuy nhién, do sd lwong phy nir
diing cdc loai oestrogen khéc ndy con han ché nén cin thin trong khi sir dung ddng thi véi ché dd dimg thude két hop ombitasvir/paritaprevir/ritonavir ¢6

hozc khéng c6 dasabuvir va ca ché d glecaprevir/pibrentasvir .

Tai liéu théng tin thudc
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TUONG TAC THUOC

Khéng ¢ nghién ctru ndo durge thye hign dé khao sat twong tac gitra Femoston 1/10 va céc thude khéc.

Hiéu qua ciia oestrogen va progestogen c6 thé bi suy giam:

*» Oestrogen va progestogen c6 thé bj ting chuyén hoa khi sir dung déng thi véi cac chét gay ting chuyén héa men,
dac biét 1a cdc men P450 2B6, 3A4, 3AS5, 3A7, nhu 1d cac thubc chéng dong kinh (vi du phenobarbital,
carbamazepine va phenytoin) va thudc chéng nhi&m trung (vi du rifampicin, rifabutin, nevirapin, efavirenz).

= Ritonavir va nelfinavir, mic di da dugc biét 1a Grc ché manh CYP450 3A4, A5, A7, nhung ngugc lai, lai gy tang tac
dung khi ding déng théi véi cac hormon steroid.

» Céc ché phdm duge thao c6 chira St. John’s Wort (Hypericum perfloratum) cé thé gdy chuyén hoa oestrogen va
progestogen qua dudng CYP450 3A4.

= V& mat 14m sang, tang chuyén héa oestrogen va progestogen c¢d thé dan toi giam hig¢u qua va thay dbi dac tinh chay
mau tir cung cua ngudi sir dyung.

Anh huéng clia HRT v6i cée oestrogen 1én cée thude khic

Céc thudc tranh thai ndi tiét td c6 chira oestrogen da duge chimg minh 1am giam déang ké ndng do lamotrigine trong huyet

twong khi ding déng thoi do cam mg sy glucuronide hoa lamotngme biéu nay co thé lam giam kha nang kiém soat con

dong kinh. Mac dii kha nang tuong téc gitra liéu phép thay thé hormone va lamotrigine chua dugc nghién ciu nhung
ngudi ta cho ring c6 sy trong téc twong ty, cd thé din dén giam kha nang kiém soat con dong kinh & nhimg phy nir ding
ca hai loai thudc ciing nhau.

6260-92-NA

Tai liéu théng tin thudc
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TUONG TAC THUOC

Tuong tic duge luc hoc

Trong céc thir nghiém lim sang véi cic bénh nhin duge diéu tri nhidm virus viém gan C bing phdc dd phdi hgp
ombitasvir/paritaprevir/ritonavir ¢6 va khéng co dasabuvir, mirc ting ALT 16n hon 5 l4n mirc gii han trén ctia mire binh thuomg
thuong gip hon déng ké & nhimg phy nir str dung céc san phim thudc c6 chira ethinylestradiol nhur cac CHC. Phuy nit sir dung céc
thudc 6 chira oestrogen khac ngoai ethinylestradiol, ching han nhur estradiol, c6 ty 18 tang ALT twong ty nhu nhimg nguoi
khéng diing bét ki oestrogen nao; tuy nhién, do sd lugng phu nir ding céc loai oestrogen khac nay con han ché nén cén than trong
khi sir dung dong thoi voi ché do dung thude két hop ombitasvir/paritaprevir/ritonavir ¢6 va khéng c6 dasabuvir hogc ca ché do
glecaprevir/pibrentasvir

OQestrogen c6 thé anh huémg t6i su chuvén héa céc thube khac

Oestrogen c6 thé irc ché men chuyén héa thudc CYP450 do trc ché canh tranh. Anh huéng nay dic biét dang ké véi nhimng chit
¢6 chi dinh diéu trj hep, nhu:

e Tacrolimus va cyclosporine A (CYP450 3A4, 3A3)

e Fentanyl (CYP450 3A4)

¢ Theophylline (CYP450 1A2)

Trén ldm sang, didu nay dan t6i ting ndng do thudc bj anh huéng trong huyét tuong téi mirc gdy doc. Vi vdy, 6 thé cin chi
dinh theo doi chit ndng @) thudc trong thoi gian dai va giam lidu cta tacrolimus, fentanyl, cyclosporine A va theophylline ¢6
thé can thiét.

Tai ligu théng tin thuéc
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sU DUNG THUOC CHO PHY N ¢6 THAI VA CHO CON BU

Phu nit c6 thai:
Khéng diing Femoston trong th&ri ky mang thai. NEu mang thai trong khi dang digu trj bng Femoston nay thi can ngirng thudc
ngay lap tirc.

Cic k&t qua clia h3u hét cic nghién ciru dich t& hoc tir trudc dén nay lién quan dén tiép xdc vd tinh gilra bao thai voi hén hep
oestrogen va progestogen cho thdy khéng cé tac dung gay qudi thai hodic gay ddc cho bao thai. Khéng c6 dir lidu ddy di vé viéc sir
dung cac dydrogesterone/estradiol & phu nir mang thai.

Cho con bu:

Khéng dling Femoston khi dang cho con bu.

ANH HUONG CUA THUBC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Femoston khéng cé hodc cé dnh hudng khéng dang ké trén kha nang I3i xe va vén hanh mdy moc.
THONG TIN QUAN TRONG VE CAC THANH PHAN

Femoston ¢d chira lactose monohydrat. N&u dugc bac sTthéng bdo vé viéc khdng dung nap vdi mét s& dudng, dic biét I3 lactose,
hay hdi bac sT trude khi ding thude nay.
16
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TAC DUNG KHONG MONG MUON

Théng bdo cho bic s§ cdc tic dyng khéng mong mudn giip phii khi sir dyng thubc

Céc phan img bat lgi cta thude dugc béo céo phé bién nhét khi didu trj voi estradiol/dydrogesterone trong céc thir
nghiém 14m sang la dau dau, dau bung, dau vii va dau lung.

Céc tac dung khdng mong mudn duge bao cdo trong céc thir nghiém 1am sang nhu sau (n=5108):

Céc tn sufit ctia nghién ctru lién quan dén cac tac dyng phu duge sip xép theo sau: rdt thuong gap (nhidu hon 1 truémg
hop trong 10 bénh nhéan dugc diéu tri); thuong gdp (tu 1 dén 10 trurdong hop trong 100 bénh nhéan duge diéu tri); it gdp
(tir 1 dn 10 trudng hop trong 1000 bénh nhén duge didu tri); hiém gdp (tir 1 dén 10 trudmg hop trong 10000 bénh nhén
duge didu tri).

Tai ligu théng tin thudc

D}droge.s!emne Q p
17B-Estradiol Hemibydrat &

TAC DUNG KHONG MONG MUON

Phdn loai theo hé ca quan MedDRA Rt thudmg gdp (= 1/10) | Thudmg gdp (> 1/100 dén < 1/10) It gap (> 1/1000 dén < 1/100) Hiém gdp
| Nhiém khudn va nhiém ky sinh tring nam candida &m dao
Khoi u lanh tinh, dc tinh va khong It gdp: ting kich thidc u mem co tron
|xde dinh
Rét loan hé mién dich cic phan img di img (qud man cam)
Réi loan tém thdn trdm cam, cing thing anh hwong duc ning
Rdi loan hé thdn kinh dau dau migraine. chong mit <
Rot loan tim nhoi mau co tim z
Roi logn mach thuyén tc huyet khoi tinh mach (xem bén dwdi =2
dé biét thim thdng tin) &
R31 logn tidn hoa dau bung budn non, non, day hai 2
) bat thurdmg chirc ning gan, thi thoang kém vang
Rdi logn gan da hoc suy nhuge, va dau bung, roi loan ti mét
Roi logn da va md dudi da phan tmg di img da (vi dy: phdt ban, ngira phit mach, ban xudt huyét mach mau
ngdv)
Roi logn co xuomg va md lién két dau hmg
2 |daw/cing va Rai loan kinh nguyét (vét mau sau min kinh, nguc to, hdi chimg ticn kinh nguyét
Rdi logn hé sinh san va vii chay méu tir cung, rong kinh, vé kinh, kinh

nguyét bit thuémg, dau byung kinh), dau khung
chiu, dn mon cb tir cung
Cic trang thai suy nhuge (suy nhwoe, mét

Rdt logn chung va phan img tai noi moi, bt 6n), phit ngoai bién
diing thude
Kham xét nghiém: Tang cin Giam cin

18
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Nguyv co ung thu vii

» D c6 bdo cdo cho thiy nguy co ung thu vii ting gip doi & phu nir ding phéi hop oestrogen va progestogen trén 5
nam.

e Mirc do tang nguy co ung thu vii & ngudi sit dung riéng oestrogen don doc thip hon so véi & ngudi sir dung phdi
hop oestrogen va progestogen.

e Mirc d¢ nguy co phy thudc vao thoi gian sir dung (xem muc “Canh bdo va thin trong”)

o Ubc tinh nguy co tuyét dbi dua trén két qua cla nghién ctru ngdu nhién, c6 déi chimg gia dugc 16n nhét (nghién
ciru WHI) va phan tich tdng hop 16n nhét ciia cac nghién ciru dich té tién ctru duoc dua ra dudi day:

6260-92-NA

Phaén tich téng hop 1én nhét cua céc nghién ciru dich t& tién clru
! Sir dung chi sb co bén tai Anh nam 2015 & phu nit v6i chi sé BMI 27 (ke/m2)

bleTlrﬁ'tqun: nguy co mic thém ung thy vii sau 5 ndm sir dung & phy nir cé chi sd BMI 27 (kg/m?)
D6 twdi khi [ S6 ca mic m&i/1000 truomg hop chua bao giér | Ti I nguy co S trrémg hop mic bénh thém/1000 truémg hop ding HRT sau §
bit ddu HRT | ding HRT trong 5 nam nim
(50 — 54 tdi)!
HRT vdi riéng oestrogen

50 [133 [12 [ 27

Phdi hop oestrogen va progestogen
50 [133 |3 [ 80
Chi ¥: vi ring chi s6 nén vé ung thy vi 1 khic nhau & cic nude chiu Au nén sd luong cic tnrdm, mic ung thy vii ting thém ciing thav ddi twong img.

Tai liéu théng tin thuéc
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TAC DUNG KHONG MONG MUON

S6 truémg hop mac bénh thém/1000 truéng hop ding HRT sau 10

bt diu HRT | HRT trong 10 niim (30 - 59 tudi)* nlim
HRT véi riéng cestrogen
50 [26.6 [13 7.1
Phdi hop oestrogen v progestogen
50 [265 [1s 208

*ldy tir i ¢ nguy coco ban tai Anh nam 2015 & phu ni véi BMI 27 (kg/m?).

Chii ¥: vi riing chi s nén vé ung thu vii 14 khic nhau & cic nudc chiu Au nén sd lu

Nghién ciru ciia US WHI — Nguy co mic thém ung thi vii sau 5 niim sir dun;
D twdi (nim) | S6 ca midc mdi/1000 phu nir ding gia duge trong 3 | Tilé nguy co va CI 95% S6 trwémg hop méc bénh thém/1000 trwémg hop dimg HRT trén 5 nim
(95%CI)

6260-92-NA

CEE véi riéng oestrogen

50-79 [21 [o08 (0.7-1.0) T-4(6-07
CEE+MPA oestrogen va progestogen™
50-19 [17 [12 1.0-13) [+40-9

“*Khi phén tich gici han & phu nit khdng sit dung HRT truée nghién i, nguv ¢o bi ung thy wit khing ting trong § nim diu diéu tri: sau 5 nAm. nguv co cao hon & nhom khéng sir dung.

2 Nghién ciru WHI trén phu nix khang ¢6 tir cung va khong thdy ting nguy co ung thw vii

Nguy co ung thu ndi mac tir cung

Phuy nir sau man kinh ¢é tir cung

Khoing 5/1000 phu nir ¢6 tir cung khong ding HRT c6 nguy co ung thr ndi mac tir cung.

Véi phy nit ¢6 tir cung, khung nén ding HRT véi riéng oestrogen vi 1am ting nguy co ung thu ndi mac tir cung (xem myc “Cdnh bdo va thiin trong”).

Tiy thudc vao thai gian diéu tri bing oestrogen riéng va lidu oestrogen sir dung, ¢&r 1000 phy nix trong d¢ tudi tir 50 dén 65 thi nguy co ung thir ndi mac tir cung ting
thém tir 5 dén 55 truomg hop.

C6 thé tranh khoi nguy co ting thém nay bing cach ding thém progestogen it nhat 12 ngay méi chu ky trong li¢u phép oestrogen dom. Trong nghién ciru cia MWS, sir
dung HRT phdi hgp trong 5 nam (lién tuc hogc dirt doan) khong lam ting nguy co ung thu ndi mac tir cung (Ti 1€ nguy co bing 1,0 (0,8 - 1,2)).

20
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Ung thu budng trimg

Nguy co ung thur budng trimg dugc chin doén ting nhe khi ding oestrogen don ddc hodc HRT dang phdi hop oestrogen vdi progestogen.
M&t phén tich gdp tir 52 nghién ciru dich t& cho thdy c6 mot sy ting nhe ung thu budng trimg trén céc phy nir hién tai dang sir dung HRT
khi so sanh véi cac phu nir chwra bao gid sir dung HRT (RR 1,43, 95% CI 1,31-1,56). Déi voi phu nir tudi tir 50 toi 54 dang sir dung HRT
trong 5 nim, két qua cho thdy sé ca ung thu budng trimg tang 1 ca/2000 phu nir sir dung thude. DSi véi phu ni tudi tir 50 dén 54 dang
khong sir dung HRT, ¢6 khodng 2 trong s6 2000 ngudi s& dugc chin doan ung thu budng trimg trong khodng sau khoang thoi gian 5 nam.
Neuy co thuyén tic huyét khdi tinh mach

HRT lam tang nguy co twong ddi thuyén tic huyét khdi tinh mach tién trién (VTE) 1én 1,3 - 3 lan, tirc 1a huyét khéi finh mach sau hay
thuyén tic tinh mach phdi. Hién tgng nay thuémg xay ra hon trong ndm dau tién ding HRT (xem muc “Canh bdo va thin trong”). Két
qua nghién ctru cia WHI cho théy:

6260-92-NA

| Nghién ciru ciia WHI - Nguy co miic thém VTE sau 5 nim sir dun;
Do tudi S6 ca mic méi/ 1000 phy nir dung gia duoc trong 5 ndm | Ti I§ nguy co va CI 95% $6 truémg hop mic bénh thém/1000 ngudi dimg HRT

(ndm)

Uéng riéng oestrogen’
50-59 [7 [12 0.6-2.4) [ 1(3-10

Uébng oestrogen va progestogen phdi hop
50359 T4 [23 (12-43) [5 0-13

3 Nghién ctru trén phu nir khong co tir cung

21
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TAC DUNG KHONG MONG MUON

Nguy co bénh déng mach vanh

Nguy co bénh dong mach vanh ting nhe & nhimg ngudi ding két hop oestrogen-progestogen & dd tudi trén 60 (xem muc
“Cdnh bdo va thin trong”).

Nguy co dét quy

Str dung oestrogen don ddc va oestrogen — progestogen c6 lién quan téi viée tang 1,5 lan nguy co twong ddi dot quy. Nguy
co ddt quy ndo khong ting trong thoi gian ding HRT.

6260-92-NA

Nguy co tuong dbi khong phu thudc vao tudi tic hay khoang thoi gian dimg thudc, nhung vi nguy co giéi han phu thude
nhiéu hon vao tudi nén nguy co dot quy chung & phu nir ding HRT s& ting theo tudi (xem muc “Canh bdo va thin trong”).

Nghién ciru ciia WHI - Nguy co 84t quy* sau 5 nim sir dyng

D§ tudi (nim) S6 ca mic moi/ 1000 phy nit ding gia dwgc trong 5 | Tilé nguy co va CI95% S0 truémg hop mic bénh thém/1000 nguéi ding HRT
nim

50-59 8 1,3(1,1-1,6) 3(1-5)

4 Khéng c6 sy khac biét gitra dot quy tic mach va dét quy do chay mau ndo

22
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17B-Estradiol Hemibydrat

Céc phan {mg bit lgi da duoc béo cdo cé lién hé téi viée didu tri oestrogen-progestogen (bao sdm estradiol/dvdrogesterone):
o Khéi u lanh tinh, dc tinh va khéng xde dinh: Khéi u phu thudc oestrogen ca khéi u lanh tinh va u ac tinh, vi du ung thur ndi mac tir

cung, ung thir budng trimg. Tng kich thude khdi u phu thude progestogen (vi dy u mang nio)
Réi loan hé mdu va bach hzgzét: Thiéu mau tan mau

Réi loan hé mién dich: Lupus ban dé hé thong

R6i loan chuyén héa va dinh diémg: Ting triglyceride mau

R6i logn mét: ngdm vao d9 cong ciia giac mac, khong dung nap véi kinh ap trong
RGi logn mach: thuyén tic huyét khéi dong mach (chimg huyét khéi dong mach)
Réi logn tiéu héa: Viém tuy (& nhimg phu nir di bj tang triglyceride mau trude do)

e Rdilogn co xuwong va mé lién két: chudt rat & chan

o Roilogn than va tiét niéu: mét kiém soat ciia bang quang (khonu kiém ché duge tiéu tién)
Roi loan hé sinh san va vu BEnh & vii lanh tinh, n mon cd tir cung.

e Rdiloan do bdm sinh, yéu 16 gen/; ‘'gia dinh: Trim trong thém bénh dai ra porphyria

o Khdm/xét nghiém: Tang hormone tuyén giap

Tai liéu théng tin thuéc

RGi logn hé than kinh: Kha ning mét tri ting, chimg miia giat, 1am ning thém céc trid¢u chimg ddng kinh.

R6i logn da va mé duwdi da: ban do da dang, ban dé nit, chimg ram da/da ddi méi, ¢6 thé vin con khi ngimg dung thuéc.

23
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QUA LIEU VA CACH XU TRI

Ca estradiol va dydrogesterone déu 1a cac hoat chét cé doc tinh thap.

Y

[ #
Dydrogesterone Q

17B-Estradiol Hemibydrat

Tuy nhién, triéu chimg qua lidu c6 thé gdm co: budn ndn, ndn, cing vi, chong mat, dau bung, budn ngl/mét moi va

ngimg kinh. Khong chéc ring diéu trj triéu chimg qué liéu 14 cén thiét.
Thong tin bén trén ciing dugc dp dung cho cac trudmg hop qua lidu & tré em.

DUGC LUC HOC

Nhém duge didu tri: hé tiét nidu sinh duc va hormon sinh duc, progestogen va oestrogen, céc ché phim diing tudn ty.

Tai liéu théng tin thuéc
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Mi ATC: GO3FBOS.

Hoat chit 17f-estradiol da duoc xic dinh vé mit héa hoc va sinh hoc la estradiol ndi sinh & ngudi.
Thubc thay thé cho oestrogen da bi gidm tiét & phy nir man kinh, va lam giam nhe triéu ching man kinh.
Oestrogen gilp tranh mit xuong do man kinh hodc phiu thudt budng trimg.

lerone
Dydrogesterone 12 mt progestogen ding duong udng c6 hoat tinh twong duong véi progestogen diing dudmg tiém truyén.
Vi réing oestrogen kich thich sy phat trién cia ndi mac tr cung nén oestrogen lam ting nguy co ting san ndi mac tir cung va ung thu ndi mac tir cung. St dung thém
progestogen lam gidm manh nguy co ting sin ndi mac tir cung do oestrogen gy ra & phu nix khong phiu thuit tir cung.
Thong tin thir nghiém lim sang:
s Giam cdc tri¢gu chimg va kiéu chiy mau do thiéu oestrogen
Ngimg kinh thuong xuyén xdy ra & 76% phu ni¥ vi thoi gian trung binh 1a 5 ngay. Ngimg kinh thuéng biit déu & ngay thir 28 clia chu ky. Chiy mau bit thudng va/hodc chi cd vét
xudt hién & 23% phu nit trong vong 3 thang diéu tri dau tién va & 15% phu nir trong vong 10-12 thang diéu tri. V6 kinh (khéng chiy mau hodc chi ¢6 vét) xiy ra & 21% chu ky
trong nam diéu tri ddu tién.
s Gidm céc triéu chimg tién man kinh dat duoc trong céc tudn diu diéu tri
e Tac dung tranh xbp xuong
Thiéu oestrogen khi min kmh thuomg kém vdéi ting ludn chuyen va giam khéi lugng xuong. Anh hudng cia oestrogen trén mét d¢ khoang ciia xuong phu thude vao liéu ding.
Tac dung chdng méit xuong vin duy tri khi diéu tr con uep tuc. Sau khi nging HRT, xuong bj giam khoi lugng véi ti ¢ tuong ducng v&i phy nir khong digu tri. Céc thir nghiém
WHI va cic phdn tich thir nghiém meta dd chitng minh ring wec str dung HRT hién nay cho phu nit khoe manh. dit 1a ding don chét hay phéi hop vai progestogen, déu lam gidm
nguy co gly xuong do !oung xuong ¢ xuong hong, xuong cjt song va cac xuong khac. HRT ciing c6 thé chong gy xuong & nhitng phu nit co mét 49 xuong thip vivhosc da bit
diu loing xuong, nhung ddu hiéu lodng xwong cén han ché.

6260-92-NA

DGi véi Femoston 1/10, mit 45 khoang ciia xuomg cdt song thit lung tang 1én 5,2%:23,8% (TB£SD), va ti 1§ phu nir c6 mat d¢ khodng cuia xuong cit song thit lung khdng thay dbi
hodic tang lén la 93%.

Femoston 1/10 cling ¢o tac dung trén mét dé khoang cia xuong hong.

Sau 2 n&m diéu tri bing Femoston 1/10, mit d¢ khoang cia xwong & c6 xwong dui ting 2,7+ 4,2% (TB £ SD), & dét chuyén ting 3,5% & 5,0% (TB £ SD) va & tam gidc Ward tang
2,7% £ 6,7% (TB £ SD).

Ti I¢ phu nir cd mat o khoang cia xwong gilt nguyén hoic ting lén &3 ving xuong héng sau khi diéu trj bing Femoston 1/10 1a 67-78%.

Tai liéu théng tin thuéc
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Estradio-l: ' i
= Hdp thu

Kha nang hdp thu ciia estradiol phy thuge vio kich thude tidu phin, estradiol dang vi tiéu phan hip thu ngay qua dudmg tiéu héa.
Béng sau ddy dua ra cac thong s6 duge ddng hoc trung binh & trang thai 6n dinh ciia estradiol (E2), estron (E1) va estron sulphat (E1S) cho mdi lidu
estradiol dang vi tiéu phan. Di liéu dugce thé hién 14 gia tri trung binh (SD)

Estradiol 1 mg
Théng sb E2 (estradiol) E1 (estron) Théng sb E1S (estron sulphat)
Cooy. (pe/ml) 71(36) 310(99) C.. (ng/ml) 9.3 (3.9) <
| Cia (pR/ml) 18.6 (9.4) 114 (30) Coip (ng/ml) 2,099 (1.340) =z
Cav (pg/ml) 30.1 (11.0) 194 (72) Cav(ng/ml) 4,695 (2.350) &
AUC;., (pg W/ml) 725 (270) 4767 (1857) AUC,», (ng h/ml) 112.7 (35.1) 2
N
*  Phdn b6 =

Qestrogen da dugc tim thdy ca ¢ dang tw do va dang lién két . Khoang 98-99% estradiol lién két v&i protein huyét tuong trong d6 c6 khoang 30-52% lién
két véi albumin va 46-69% lién két yéu globulin gén véi hormon sinh dyc (SHBG).
" Chuyén héa
Sau khi udng, estradiol bj chuyén héa rit manh. Céc chét chuyén hoa khéng lién két va lién két chi yéu 1a estron va estron sulphat. Nhimg chit chuyen
hoa nay co thé gop phan vao hoat tinh cia cestrogen, hodc trirc tiép hay sau khi chuyén dang thanh estradiol. Estron sulphat ¢6 thé tham gia vao tudn
hoan gan-rudt.
= Thai tric
Trong nude tiéu, céc hop chét chinh la cac glucuronide cua estron va estradiol. Thai gian ban thai tir 10 -16 gior.
Qestrogen dugre tiét vao sira me.
= Si phu thugc vao lidu d!mg va théi gian
Sau khi udng Femoston 1/10 mdi ngay, ndng dd estradiol dat dén trang thai &n dinh sau khoang 5 ngay. Nhin chung ndng d3 én dinh dat dugc trong vong
8 dén 11 ngay ding thudc.
26
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D_}dmge.s!emne Q
17B-Estradiol Hemihydrat

DUCC PONG HOC

Dydrogesterone

s Hdp thu

Sau khi ubng, dydrogesterone nhanh chong duge hip thu vdi T, tir 0,5 dén 1,5 gio

Bing sau diy cung cip cic thdng sb duoc luc hoc liéu don trung binh ciia dydrogesterone (D) va dihydrodydrogesterone (DHD).

Dydrogesterone 10 mg
Théng s6 D DHD
Cmax (ng/mL) 2.54 (1,80) 62,50 (33.10)
Cmin (ng/mL) 0.13(0.07) 3.70(1.67)
Cav (ng/mL) 0.42 (0.25) 13,04 (4.77)
AUCr (ng.mL) 10,17 (5,96) 312,90 (114,54)

Sau khi udng 1 liéu dom, thirc &n lim chim dat néng 44 dinh trong huyét tuong khoéng 1 gié, diin dén ndng 44 dinh dydrogesterone thip hon xdp xi 20% ma khong énh huéng dén mirc
d0 phoi nhiém vai dydrogesterone va DHD

*  Phdn bé
Sau khi udng dydrogesterone, thé tich phan bd biéu kién Iém, khoang 22000 L. Hon 90% dydrogesterone va DHD lién két véi protein huyét tuong
*  Chuyén héa

Sau khi dugc ding dudmg udng, dydrogesterone nhanh chéng bi chuyén hoa thanh DHD, Néng d¢ chit chuyén héa chinh 20a-dihydrodydrogesterone (DHD) dat dinh vao théi diém
tuong ty nhu dydrogesterone. Nong do DHD trong huyét tuong cao hon dang ké so vai thude me. Ti sé AUC va Cmax ciia DHD va dydrogesterone lin lugt vao khoang 25 va 20, Nia
doi ban thai trung binh ciia dydrogesterone va DHD vao khodng 15 git Mt ddc diém chung ctia tét ci cac chét chuyén hoa la sy luu giir cAu hinh 4,6 dien-3-on cta chit me va ving mit
clia qua trinh 17a-hydroxy hoa. Diéu nay giai thich sy mét tac dung cia oestrogen va androgen ciia dydrogesterone.

. Thai mriv

Sau khi udng dydrogesterone ké trén, khodng 63% lidu bj thii trir qua duémg nigu. Téng thanh théi biéu kién todn co thé cao, & mirc xép xi 20 lit/phit. Trong vong 72 gié thube bi thai trir
hoén toan. DHD cé mit trong nudc tiéu chi yéu dudi dang lién hop véi acid glucuronic.

»  Swephu thuge vao liéu dimng va théi gian

Duge ddng hoc ciia liéu don (dung 1 lin duy nhal) va liéu da 12 tuyén tinh trong khodng liéu udng tir 2,5 dén 20 mg. So sinh dong hoc don liéu va da liéu cho thiy ring dugc ddng hoc
ciia dydrogesterone va DHD khdng thay ddi béi liéu nhic lai. Trang thai &n dinh dat duoc sau 3 ngay diéu tr 27
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Dydrogesterone Q
17B-Estradiol Hemibydrat

TUONG KI

* Khéng &p dung dbi véi vién nén

HAN DUNG VA PIEU KIEN BAO QUAN
3 nam ké tir ngay san xudt. Khéng bao quan & nhiét d6 trén 30°C. Bao quan trong bao bi géc. Khdng ding
thudc qua han dudc ghi trén bao bi.

QUY CACH PONG GOI
* Hop 1vi x28 wen

TIEU CHUAN CHAT LUONG:

+ Tiéu chudn cd so.

THONG TIN THEM:

+ Bat ky ché& pham khéng dugc sit dung hodc rac nguyén liéu can dugc tiéu hly theo yéu cau clia dia
phuang. Théng tin trén t& hudng dan sif dung nay con han ché. D& biét thém thdng tin, hay héi bac sj
hoac dugc s§.

TEN, PIA CHi CO SO SAN XUAT

* Abbott Biologicals B.V,

+ Veerweg 12, 8121 AA Olst — The Netherlands (Ha Lan).
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