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¢ Thudc ban theo do-n

SAYANA P R E S S 104 m g/0 .65 m |
medroxyprogesterone acetate

H6n dich tiém dwoi da

HOp 1 dung cu tiém don ligu 0,65 ml chira
104 mg medroxyprogesterone acetate.
SDK:xXxxXx

*Registered Trademark.

SAYANA® PRESS 104 mg/0.65 ml
sLgarEM far injediaon

medroxyprogesterone acetate

POC KY HUONG DAN s DUNG TRUG'C KHI DUNG.

DE XA TAM TAY TRE EM.

READ THE PACKAGE INSERT CAREFULLY BEFORE USE.

KEEP OUT OF RE/~CtLUF CHILDREN.

Chi dinh, cach dung, ch&tg chi dinh va céc thong tin khac: xin xem t& Huéng dan st
dung. ‘

Indications, dosage land administration, contraindications and other information:

please see the package insert.

Bao quan & noi kho réo, nhiét do dudi 30°c. Khdng dé trong td lanh hodc lam dong da.
Store below 30°c, ina dry place. Do not refrigerate or freeze.
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<08 SAYANKPRESS
104ng/0Bn

suspension forinjection

104 mg medroxyprogesterone acetate
0.65ml suspension tor injection

Subcutaneous use
1x Single-dose container

SAANK PRESS
o4my0 G5

104 mg medroxyprogesterone acetate
0.65ml suspension for injection

Subcutaneous use
1x Single-dose container

<& SAYANR PRESS
104mgl0,&

suspension for injection

104 mg medroxyprogesterone acetaje
0.65ml suspension lor injedioirx"

Subcutaneous use
1 x Single-dose container

SAYANKPRESS
104ngl0,661

suspension forinjection

104 mg medroxyprogesterone acetate
0.65ml suspension for injection

Subcutaneous use
1 x Single-dose container

SAYANR FRESS
104065

suspension forinjection

104 mg medroxyprogesterone acetate
0.65ml suspension for injection

1 x Single-dose container
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To be used immeefiately after
opening foil pouch Read the
package leaflet before use.

Do nol refrigerate or freeze.
Store below 30°C. in a dry place.

MADE IN BELGIUM

Manufactured by:

Pfizer Manufacturing Belgium NV

Puurs. Belgium i
Jft&oz&aa-. ]

To be used immediately after
opening foil pouch Read the
package leaflet before use.

Do not refrigerate or freeze.
Store below 30°C. in a dry place.

MADE IN BELGIUM

Manufactured by:

Pfizer Manufacturing Belgium Nv

Puurs. Belgium a
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To be used immediately after
opening foil pouch. Read the
package leaflet before use.
Do nptjrefrigerate or freeze.
Stdre b 30°C. ina dry place.
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Pfizer Nwiufattuiing Belgium Nv

Puurs Belgium
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To be used immediately after
opening foil pouch Read the
package leaflet before use.

Do not refrigerate or freeze.
Store below 30°C. in a dry place.

MADE IN BELGIUM

Manufactured by:

Pfizer Mauulactuting Belgium Nv
Puurs. Belgium q
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To be used immediately after

opening toil pouch Read the

package leaflet before use.

Do not refrigerate or freeze. 1
Store beiow 30°C. in a dry place.

MADE IN BELGLM
Manufactured by:
Pfizer Manufacturing Bekyum NV
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SAYANA PRESS®
Thong tin danh cho bénh nhan

Rx

Thubc chi ban theo don.

Poc k§ hudng dan sir dung trudce khi ding.

Thoéng bao ngay cho bac st hoac dwoc st nhirng tdc dung khéng mong muén gap phai khi
str dung thudc.

DPe xa tam tay tré em.

1. THANH PHAN VA BINH LUONG THUOC

Dung cu tiém Uniject chta lieu don SAYANA PRESS véi 104 mg medroxyprogesterone

acetate (M PA) trong 0,65 m L hdn dich dé tiém.
Cac tdduoc voitdc dung d& biét:
M ethyl parahydroxybenzoat- 1,04 mg méi 0,65 m|

Propyl parahydroxybenzoat- 0,0975 mg méi 0,65 m|
Natri- 2,47 mg m6i 0,65 ml

Danh muc tda dvoc day dua:

M acrogol 3350, Methyl parahydroxybenzoate, Propyl parahydroxybenzoate, Natri clorid,
Polysorbat 80, Monobasic Natri Phosphat Monohydrat, Disodium Phdsphat Dodecahydrat,
M ethionine, Povidone, Acid hydrochloric va/hodc Natri hydroxide dé diéu chinh d6 pH,
Nwdc dé tiém .

2. MO TA SAN PHAM

Hén dich dé tiém

H&n dich thuan nhdt c6 mau trdng dén trdng nga khi duoc pha tron.

3. QUY CACH DPONG GOl

Hén dich dé tiem SAYANA PRESS duogc cung cdp trong dung cu tiém Uniject dong sdn 0,65

m | thuéc.

Hop 1dung cu tiém Uniject dong s&n 0,65 m | thudc.
4. THUOC DUNG CHO BENH GI
SAYANA PRESS lamotthubc tranh thai. Thuéc cé thé dung:

e De tranh thai lau dai khi ban va nguvoi cung cdp bién phap tranh thai cho ban (vi du:
bac s7, dieu du&dng hodc nhan vién y té) quyét dinh rdng phwvcmg phéap nay phu hop véi ban
nhdt. Tuy nhién, néu ban mudén dung SAYANA PRESS trén 2 ndm, nhan vién y té/béac si/diéu
dwedng c6 thé mudn danh gia lai vé nguy co va lgi ich cia viec duing SAYANA PRESS dé

dam bao rdng thudc nay van la lwva chon tét nhdt cho ban.
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o Cho tré vi thanh nién, nhwung chi khi da thao luan véi nguwoicung cdp bién phdap tranh
thai cho ban vé cadc bién phap tranh thai khdc ma khdong tim dwoc phucmg phap phu hop hoac

phwong phap chdp nhan duvoc.

Hoat chdt cia SAYANA PRESS la medroxyprogesterone acetate (M PA), mot chat twucmg tw
(nhung khdng giéng hét) nhw hormon progesterone ty nhién dwoc sadn xudt trong budng tri*ng
trong sudt ntra sau cua chu ky kinh nguyét. SAYANA PRESS tac dung bang cadch ngdn
khdong cho tre’ng phat trién hoan toan va khéng cho rung khdi budng tr¢ng trong sudt chu ky

kinh nguyét. Néu trieng khéng rung, treng khéng thé dwoc tinh trang thu tinh va gay thu thai.
5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG

Viéc s dung SAYANA PRESS nhitng lan dau can dvoc thwc hién bé&i nhan vién y té. Néu
nhan vién y té thdy phu hop, ban c6 thé ty tiém cho minh sau khi dugc hwudng dan va dao tao

vé ky thuat tiém va lich dung thuodc.
Céch dung va dvong dung

SAYANA PRESS duwoc tiém dudi da & phia trwdc clia dui trén hodc bung. M i tiém dau tién
can duogc thwc hién dwéi sy gidm sat cla bac si, diéu dwdng hodc nhan vién y té. Néu béac sT
cho la phu hop, ban c6 thé lyva chon ty tiém thudc cho minh. Bar6sé duoc huéng dan cach ty
tiém dwéi sy giam sat trwédc khi ban ty 1am & nha. Hudng dan chEtiéVve"quy trinh tiém duoc
cung cdp trong td roi nay va can dugc tuan thd chdt ché. Ban can tiép tuc dung SAYANA
PRESS lau dai nhw dvoc bac sihwdéng dan hodc cho dén khi ban muén c6 con hodc chuyén

sang motphuvong phéap tranh thai khéac.

Tiém lan dau

Lieu SAYANA PRESS 104 mg duwoc tiém duéi da (vao I6p m& ngay duédi da), va phia truéc
dui trén hodc bung 3 thang mot lan (12 dén 13 tuan). SAYANA PRESS sé chic6 hiéu qua
néu ban tiém thudc vao thoi diém thich hop. D& dam bao rdng ban khéng mang thai vao thoi
diém tiém m @i dau tién, can tiém mdi dau tién CHI trong vong 5 ngay dau cta chu ky kinh
nguyét binh thwdong cta ban.

Sau khi sinh con: Néu ban dung SAYANA PRESS sau khisinh con va ban khdng cho con bu

me, miitiém dau tién PHA | dwoc tiém trong vong 5 ngay.

C6 bé&ng ching cho thdy phu nit dugc ké toa SAYANA PRESS ngay sau khi sinh hodc két
thic thai ky c6 thé bi chay mau nhiéu va kéo dai. Do dd, can than trong khi ding SAYAN A

PRESS trong thoigian nay.

Céc mii tiém sau do

Cac liBku SAYANA PRESS sau d6 sé& duoc tiém 12 dén 13 tuan mot lan, (nhwng khéng tré
hcm 14 tudn sau mdi tiém tredc do6), bdt ké thoi gian va lugng mau kinh nguyétclta ban.

Diéu quan trong la ban phai tiém m{i tiém tiép theo dang thoi diém.

Lén k& hoach tiém

e NE&u ban ty tiém, hdy dam bao rédng ban c6 mot cach dé ty nhéc thoi diém tiéem mii tiép

theo (vi du: dung lich, nhat ky hodc dién thoai bao nhéc
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Chuan bi tiém
1. Chon mot vi tri tiém (bung hodc phia treudc dai trén) ma ban dé nhin thdy va cham t&i

dvoc bdng ca hai tay, cing nhw chon mot vi tri ngdi thodi mai cho ban. ¢6 gé&ng dung vi tri

tiém khéc nhau cho m&i miitiém dé khédng phai tiém vao cung mot chd quéa nhidu Ian.

2. H&ay dam bao rdng thuéc & nhiét ddo phong, cdn than xé m& bao dung & khia xé va ldy

dung cu tiém ra.

3. Gilt chatdung cu tiém va l&c manh trong t6i thiéu 30 giay dé tron thudec.

Tuw tiém:

C&n than tuan theo trng budc trong hwdng dan & cudi ty rod nay vé cach ty tiém.
Nhirng diém quan trong can luu y:

Khity tiém, ban phai &n dung cu tiém vé&i ap lvc déu, cham trong 5-7 gidy dé d&dy thudc ra.
Neu ban cd 4&n qua nhanh, ban c6 thé cam thédy cé lyc can va khdong thé tiém thudc dwogc. Néu

viéc nay xay ra, didu chinh lvc ndm néu can va 4n nhe nhang hon dé ddy toan bo thudc ra.

Neu con lai motluogng thudc rdt nhd quanh canh 6ng (khoang chita thudc) thi dieu nay la binh
thwong. Néu ban gap vdn dé khi tiém hodc néu ban cdm thdy minh Céjhé dd khong tuy tiém du
ligu vi bdt ky ly do gi, KHONG dwoc tw tiém thém mot mii tieuintta. Hay hoi y kién béc si,
diéu dudng vién hodc nhan vién y té vi lidu tiém mot phan céd thé khdong nglra thai dvoc.

Vao batky thoi diém nao, néu ban khong mudn tiép tuc ty tiém vi bat ky Iy do gi, hdy ndi voéi
bac s7, dieu dudng viéen hodc nhan vién y té cla ban trudc khi dén han tiém m i ti€p theo, dé

ho c6 thé sdp xép viéc tiém cho ban vao ddang thoi diém.

Ban can phai tiép tuc gdp béac sT hodc nhan vién y té theo dinh ky nhuv dwvoc khuyén nghi it
nhdt la moét ndm mot |lan, dé ho c6 thé kiém tra xem lieu SAYANA PRESS van la lva chon

t6t nh&t cho ban va dé ban duogc kiém tra sttc khde sinh san thudong quy.

Néu ban c6 bat ky cau hoéi hay su lo l&ng nao, hdy xin y kién cha bac si, didu dudng hodc

nhan vién y té, ddc biétnéu c6 batky van dé gitrong khi tiém hodc ngay sau khi tiém.
6. KHI NAO KHONG NEN DUNG THUOC NAY

. Né&u ban dji ®ng (qua man) vod medroxyprogesterone acetate (M PA) hodc v&i bdt ky thanh

phan nao khdc cita SAYANA PRESS

e NEu ban nghiban c6 thé cé thai

e NEu ban bichady mau am dao khdéng réd nguyén nhéan

. Neu ban bji bénh vé gan

. Né&u ban bi hodc nghirdng minh biung thu vi hodc co quan sinh duc

. Neu ban ¢c6 cuc mau doéng trong tinh mach & chan ("huyét khéi tinh mach sadu") hodc cuc
mau doéng da dich chuyén dén phéi hodc mot phan khéac trong co thé cda ban ("thuyén téc
mach")

. Neu ban c6é cdc vdn dé& vé tudn hoan (vi du: dau & chan hodc nguwc khi ban di bd) hoac

mau dé déng ("ching huyét khéi" hodc "tdc mach")

3
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Neu ban dwogc chan doan bilodng xwuong, mém hodc yéu xwong

. Néu ban bihodc da trng bi bénh anh hwdng téi mach mau nédo
7. TAC DUNG KHONG MONG MUON

Giong nhuv tadt ca cac thudc khac, SAYANA PRESS c6 thé gay tdac dung khdong mong muén,
mac du khong phai tdt cA moi nguoi déu bi. Néu bat ky tdc dung khdng mong mudn nao tré
nén nghiém trong, hodc néu ban nhan thdy badt ky tdc dung khéong mong mudn nao khdng

duogc liéet ké trong to roi nay, vuilong ndi véi badc sthodc dugc sTcla ban.

Néu ban dang tv tiém SAYANA PRESS va khdng gap bac sTthwudong xuyén, diéu quan trong
la ban biét dwgc cac tdc dung khéng mong muén c6é thé c6, cach nhan ra ching va khi nao
can su tro giap y té khan cap. Nén ghi nhé muc nay trong to roi va doc lai muc nay
thwong xuyén.

Neu ban lo l&ng vé bat ky triéu ching hodc thay déi bat thudng nao vé sitc khde, hdy néi vai

bac s7, dieu dudng viéen hodc nhan vién y té cia ban.

Néu ban gap bat ky tadc dung khéng mong muén nghiém trong nao sau day, hay tim sw
tro gilp y té ngay lap tic:

e Phéan &tng di tng nghiém trong (khdng rd tdn xudt xay ra)

Cac triéu chttng bao gdom thé kho kheé, khé thé hodc chéng mat, sung mi mat, mat, mdi hodc
hong, phat ban da, n6i may day. Phdn &¢ng di *ng cd thé !iajyra sém sau khi tiém hodc c6 thé
sau motthoigian m&i xudt hién & mot s6 nguoi. NEu bat |jydriéwbhimg nao xudt hién vao bat
ky thoi diém nao, ngay ca néu ban da trng dung Sayana Press treuéc do6, hdy tim su trg gitp y

té ngay lap tic.

e Cuc mau dong trong phdi (khdng ro tan sudt xay ra)
Cac trieu ch*ng bao gdom
o doétngdt ho badtthwong (cd thé ho ra mau)
o dau d® doéi & ngwc, c6 thé dau hon khi thd sau
o dotngdt khd thd hodc thd gap khdong ré nguyén nhan
o hoa mdthodc chéng mat néang
o tim dap nhanh hodc batthuwong

o dau d® doi & bung

. Cuc mau doéng & chan (khdng rd tan sudt xay ra)
Céc tridu chi*ng bao gom dau di* doi hodc swng & cdng chan hodc ban chan, c6 thé di kém voi

tdng nhay cam, cam gidc &m hodc d6i mau da.

e Cuc mau doéng trong mat (khéng ré tan sudt xay ra)

Cac trieu chi*ng bao gom mat thilwc, dau va sung mat, dic biét la khi xdy ra déot ngot

e DOotquy (khdng rdo tdan sudt xay ra)

Cac triéu ch&*ng bao gdom
0o yéu hodc té & mat, canh tay hodc cdng chan, ddc biétla & mot bén cda co thé
0 dotngot bi la 1dn, gdp kho khan khindi hodc hiéu
o] dotngdt gap kho khan khinhin & mot hodc ca hai mét

o] dotngdt gap kho khan khi di bd, chéng mat, mat thang bdng hodc didu van



LPD-PIL Title: Sayana Press
LPD-PIL date: Nov 21, 2016
Country: Vietnam

Reference Label: EU SPC (WRS Master SPC Sayana Press) Reference Effective date: Jul 27, 2016

0o dotngdtbinhkc dau ndng hodc kéo dai khéng ré nguyén nhéan

0 mattrigidc hodc ngdt xiu kém hodc khdng kém co giat.
Cac tac dung khdng mong mudén khac bao gom:

Thuwdng gap: (c6 thé anh hwong dén t6i da 1 trén 10 ngu o)

. Tang can

. Pau bung (co ctrng co)

e Bubdn non

. Mun tritng cé

. M dt kinh (mau kinh rat it hodc khéng c6 kinh)

. Chay mau nhiéu, thwong xuyén va/hodc bat ngo

. Chu ky kinh nguyét bat thwong

e Dau trong chu ky kinh nguyét

e Dauvi/ tdng nhay cdm vung v

e Tram cam

. YEu stc hodc mét mai

e bau dau

. Phan (¢ng tai ché tiém (bao gdm dau, tdng nhay cam, u ci¢ng, da bj I6m /triing kéo dai).
Ban c6 thé cam thdy dau nhiéc hodc thdy d6 quanh chp taém ngay sau khi tiém. Cac phan &ng
nhe nay la thuong gdp. Néu phan (ng nao ban lo lAngcvH54t ky |y do gi, ddc biét la gay dau
d6n, hodc khdng cdm thdy d& hon sau motthdi gian ngdn, hdy néi véi bac si

e Cé&u kinh

. Lo au

. Khoé ngt

. Gidm c&m gidc tinh duc

. Kich ¢ng hodac nglta am dao

e Thay d6icam xuc

. Chéng mat

. Pau lwung

e Dau & chi

e KEtquad phétté bao cd tlr cung bat thuong

Khéng thudng gap: (c6 thé anh hudng dén ti da 1trén 100 ngu o i)
e Dikng thudc
. Ram I6ng (long bat thuwong)
. Cadm gidc day bung
e 1 dich
. Khihw am dao
. Khé am dao
. Pau khiquan hé tinh duc
« U nang budng tréeng
e DHauvung xuong chéu
e HOichtng tién kinh nguyét

e VU thay ddi kich c&
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YU tiét stta & phu n®* khdng dang cho con bu me

Thay d6icam gidc them an

Chuodtrat

bau khop

Budn ngt

Dau nra dau

Chéng mat (cdm gidc quay cudng)

Néng blring

Huyét 4p cao

N hip tim nhanh

Cdng gian tinh mach

NGi ban

Ngta

NG6imay day

Rung téc

Kich ¢ng da

Bam

Mat déi mau

Viém tinh mach (cdm thdy nhay cdm hodc dd & vung bjviém)
Cang théng

Gidm mat dé khoang chdt xwong (xét nghiém chédn doan lodng xuong hay yéu xvong)
YEu 6t

Gidm dung nap glucose (ndéng d|>duvdngljong mau veot qua ngudng)
R6iloan xtc cdm

Khéng thé dat cam giadc cwc khodai khi quan hé tinh duc

Hiém gép (c6 thé anh hudng dén tdi da 1trén 1.000 nguoi)
Ung thu va
Sot
Gidm céan
Da bibién dang tai chd tiém
Két qua xét nghiém cht&c nang gan bat thwong (xét nghiém mau dé do m&c ton thvong
gan)
Khong rd: tan sudt khong thé wéc tinh tir di liéu c6 sin
. Lodng xuong (xwong yéu) bao gom gédy xuong do lodng xwong
. Pong kinh
. Chtc nang gan bat thuong, chdng han nhw vang da hodc vang méat (ch*ng vang da)

. vét ran da
Tac dung c6 thé co trén chu ky kinh nguyét

Da s6 phu ni* dung SAYANA PRESS sé bithay d6i vé kinh nguyét. Mot s6 it nguwoi bichay
mau bdt thwong, va sau 12 thang s dung, 60% sé hoan toan khdng cé kinh nguyét hodc ra

mau rat it.
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Téac dung cd the co trén xwong

SAYANA PRESS hoat dong bdng cach lam gidm ndng dd estrogen va cac hormon khéac. Tuy
nhién, ndng dd estrogen thdp c6 thé lam cho xwong trd nén lodng hon (bdng cach giam mat
dd khoang chat xvong). Phu n* duing SAYANA PRESS ¢c6 khuynh huéng c6 mat dé khoadng
chdt xwong thdp hon phy ni* cung dd tudi chva bao gi¢ dung thudc nay. Cac tdc dung cua
SAYANA PRESS cao nhdt trong 2-3 nam dau st dung. Sau dé, mat do khoadng chat xuong
c6 khuynh hwdéng 6n dinh va cé phan hodi phuc déi chat sau khi ngwung dung SAYAN A
PRESS, vAn chua thé néi SAYANA PRESS c6 lam tadng nguy co bi lodng xwuong (yéu

xvong) va gady xwong khi cao tuéi hay khéng.

DuGi day la cac yéu td nguy co lam tidng kha ndng xudt hién ch&ng lodng xwong khi cao tudi.
Ban can th&do luan véi bac sitrudc khi bt dau didu tri néu c6 bat ky yéu t6 nao sau day vi cé

thé c6 bién phéap tranh thai thay thé khadc phu hgp hon cho nhu cdu clta ban:

. St dung rvou va/hodc thudc |4 kinh nién

. St dung kinh nién thudc c6 thé lam gidm khéi lvugng xwong, vi du: thudc chdng co
gidt hodc cac steroid

. Chisé khdico thé (BM I) thdp hodc rdi loan dan uéng, vi du: chan an do tam |y hodc an
vo do

. Gady xwong do chdn thwong nhe trudc dé6 ma khdong phdai do té nga

. Gia dinh c6 tién st nhieu nguwoi bilodng xuong
Tré vi thanh nién (dén 18 tudi)

Théng thuong, xwuong cda tré vi thanh nién tidng treudng va tdng dd chdc nhanh. Xvong cang
chédc khi dén do tudi treudng thanh thi cang bao vé tét hon trong viéc chéng lai bénh lodng
xwong khi cao tu6i. Vi SAYANA PRESS c6 thé lam 4i6 xwong cla tré vi thanh nién tré nén
lodng hon vao thoi diém xwong can phai tang treong'cdiph-E¢ong nay cla thudc cd thé dac
biét quan trong trong nhém tudi nay. Xwvong bat dau hdi phuc khi ngeng dung SAYAN A
PRESS, nhung van chwa ré la mat d6 khoang chédt xwuong c6 dat dugc mec dd giédng nhu khi

khéng bao gi0 dung SAYANA PRESS hay khodng.

Vi vay, ban can thdo luan véi ngudi cung cdp bién phap tranh thai xem liéu mot hinh
thirc tranh thai khac cé thé phd hop hom cho ban hay khéng trwéc khi bat dau dung
SAYANA PRESS

Néu ban dung SAYANA PRESS, c6 thé c6 ich cho xwong néu ban thwong xuyén tap cac bai
thé duc ganh trong lvgng co thé va c6 mot ché d6 an lanh manh, bao géom dung du lvgng

canxi (vi du: trong cadc san phdm tir sira) va vitamin D (vi du: trong dau ca).
Nguy co ung thw

Cac nghién cu trén phu n* dung mot loat bién phap tranh thai badng thuéc phat hién rdng phu
ntt ding progestogen dang tiém nhu SAYANA PRESS dé tranh thai khéng bi tdng nguy co

tong thé vé viéc xudt hién ung thw budng tré¢ng, tr cung, ¢c6 tlr cung hodc gan.

Ung the va hiém gdp & d6 tudi dudi 40, nhung nguy co tang Ién khi phu n@ tré nén cao tudi

hon.
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Nguy co ung thw vi dudong nhv tdng nhe & phu n* dung bién phap tranh thai qua dwdong tiém

so véiphu n* cung dod tudi khéng dung bién phéap tranh thai bdng hormon.

Nguy co ting thém vé sy phat trién ung thue vi nay can phai dwgc can nhdc so véi lgi ich da
dvoc biét cia nhitng thuéc nhv SAYANA PRESS. Khong chdc chdn la viéc tiéem thuéc cd
lam tdng nguy co ung thw vi hay khédng. C6 thé la phu ni* dung bién phap tiém dwoc kiém tra
thevdng xuyén hon, nén bénh ung thu va dvgc phat hién sé6m hon. Ung thw va c6 vé it di cdn

hon & phu nt* dung cdc thuéec nhu SAYANA PRESS sovéiphunt khéng dung thudec.

Nguy co phat hién ung thu va khdng bi &nh hudng béi viéc da tiém thudc dugc bao lau,
nhweng bji danh hwaong bdi d6 tudi khi ngung thudc. Piéu nay la vi nguy co ung thw va tidng Ién
manh khi phu n® tré nén cao tudi hon. Muvdi ndm sau khi ngwng tiém thudc tranh thai dang
hormon, nguy co phéat hién ung thw vi giéng nhw déi véi phu nit chuva bao gid dung bién

phéap tranh thai dang hormon.

Trong s6 10.000 phu n® dung thudéc tiém nhuw SAYANA PRESS trong téi da 5 nam, nhuwng
nglrng dung thudc khi 20 tudi, wéc tinh céd tang thém duéi 1Ltrudng hop ung thw va dvoc phat
hién ra cho dén 10 ndam sau d6, so véi con s6 twong ty phat hién dvugc & 10.000 phu n&* chuwa

bao gi¢ tiém thudc.

Trong s6 10.000 phu n&t dung thudc tiém nhv SAYANA ,A"PRESS trong 5 ndm va nglrng ding
thudc khi 30 tudi, c6 thé c6 tdng thém 2 hodc 3 truong hogp ung tlju vi dvoc phat hién ra cho
dén 10 ndm sau d6 (ngoai 44 truong hop ung thw vi duvoe-phat hién & 10.000 phu ni trong

nhém tudinay chwa bao gio tiém thudc).

Trong s6 10.000 phu n* dung SAYANA PRESS trong 5 ndm va ngivng dung thudc khi 40
tubi, c6 thé céd tidng thém khoadng 10 treudong hop dwoc phat hién ra cho dén 10 ndm sau dé
(ngoai 160 trwuong hop ung thuw vi phat hién ra & 10.000 phy ni trong nhdém tudi nay chuwa
bao gio tiém thuédc).
Cé&c nguy co khéc:
Neu ban bi

. Dot ngdt mat toan bd hodc mot phan thi lwc, song thi, rdi loan ddéng mau nhu c6
thuyén tdc phéi (cuc méau déng trong phdi) hodc do6t quy, ban khéng duwoc tiém thém

SAYANA PRESS nira.
. Bi dau nlra dau, ban can twv vadn vé&i bac sTtrwdc khi tiém thém SAYANA PRESS.

- Vang da (vang da hodc vang mat), ban nén tv vdn véi bac s treéc khi tiém thém

SAYANA PRESS.
Bao cao tac dung khong mong mudn

Neu ban bi bat ky tdc dung khong mong mudn nao, hdy néi véi bac sT, dwoc sT hodac diéu
dwdng vién. Viéc nay bao gom bat ky tac dung khéng mong mudn c6 thé c6 nao khdng liét ké
trong to roi nay. Ban c6 thé giGp cung cdp thém thdéng tin vé tinh an toan cGa thuéc bang cach

bdo cdo céac tdc dung khéng mong mudn.

8. NEN TRANH DUNG NHUNG THUOC HOAC THyC PHAM Gi KHI DANG si
DUNG THUOC NAY
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Cac nghién ctu tvong tdac v6i SAYANA PRESS chwva dwgc thyc hién.

Vui ldong néi v6i bac sT, dwoc siT hodc diéu dudng biét néu ban dang dung hodc gan day c6
dung bat ky thuédc nao khéac, bao gom cac thudc khdng ké toa. Cé6 mot s6 thudc c6 thé twvong

tdc v6i SAYANA PRESS. Cac thudc nay bao gom thudc lam lodng mau (chéng ddng).

Doi khi, cac thudc c6 thé tac dong lAn nhau. Néu ban duoc didu tri b&i bdt ky bac si, didu
dvdng hodc nhan vién y té da trinh d0 chuyén mon nao khéac, hdy ddm bado la ho biét ban

dang dung bién phéap trdnh thaivéi SAYANA PRESS.
9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC

Neu ban bd I& mot mdi tiém hodc dé lau hon 14 tuan gitta cac lan tiém, ban ¢c6 nguy co thu
thai cao hon. Hay ndivéi bac sT, dwugc sThodc nhan vién y té dé tim hiéu xem khinao ban cén
tiem mdi SAYANA PRESS ti€p theo va bién phap tranh thai nao ban can dung trong khi cho

doi.

10. CAN BAO QUAN THUOC NAY NHU THE NAO
. Bdo quan & noi khd rdo, nhiét do duvéi 30°c.

. Khéng dwuogc dé trong tu lanh hodc lam dong da.

Vit bd SAYANA PRESS cdn than va dang cach sau khi s dung. KHONG BAO GIO tai st
dung dung cu tiém. Khdng dwogc vt dung cu tiém d& dung vao thung rdc thdi sinh hoat.
Khéong dwogc déng lai ndp cGa dung cu tiém d4 s dugg Sau kltr-tiém va phai vkt bdo mot cach
an toan trong thang chia d&c biét, tuan theo yé&u cau ‘tua dia phuong vé thai vat sdc nhon.

Hay héidwoc sTclaban vé hwudng dan théaithudc.
11. DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Hién chwa c6 thong tin cy thé vé d&nh hwdng hodc cach diéu tri qua litu SAYANA PRESS.
Tac dung khdng mong muén cé thé tr& nén ndng hon khi ding qua liu va cé thé xudt hién
cadc tdc dung khac théng thuong khdéng xdy ra & liu binh thwong. Vui long tham vadn bac si dé

c6 thém thdng tin.
12. LAM GI TRONG TRUONG HOP DUNG QUA LIEU

Khéng can c6 hanh déng tich cwc nao ngoai viéc ngwung dung liéu phéap. Lién hé véi bac sT

ngay lap ttec.

13. NHO’'NG PIEU CAN THAN TRONG KHI st DUNG THUOC

Hay trao déivdibac sT, dwoc sThodc diéu dwdng tredc khidiung SAYANA PRESS.
Trwdc khi bac sTké toa SAYANA PRESS cho ban, ban c6 thé cadn phai kham s&c khoe.

Ccan thdong bado cho bac sT biét néu ban c6, hodc trong qua kho tlrng c6, bat ky tinh trang nao
sau day. Sau do6 béac s7 s& thdo luan véi ban xem SAYANA PRESS cé phu hop véi ban hay

khdng.
Hay néivei bac sinéu ban bi:
e Dau nlra dau

e Daithido dvong hodc tién s gia dinh c6é ngwoi bi dai thdo duong

9
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e PDau dir ddi hodc swung & bdp chan (cho thdy kha n&ng bicuc mau déng & chan, tinh trang

nay c6 thé dwoc goila viem tinh mach)

e Cuc mau déng trong phéi (thuyén tdc phdi)

e Cuc méau doéng trong mat anh hwdng dén thilwc cla ban (chtng huyét khéi véng mac)

. CO6 tién st bi bénh tim hodc vdn dé vé cholesterol bao gom badt ky tién s nao clGa gia dinh
. Cé6 tién s bitram cam

. Chu ky kinh nguyét bat thwong, ra it hodc nhiéu.

e X-quang nguwc bdtthwong, xo nang vi, hach hodc khdicuc & vi hodc chay mau ty ndm vua
. Twng bi dotquy

. Gia dinh c6 tién s biung thu vu

. Bénh than

e Huyét ap cao

e Hen suyén

. Pong kinh

B&o vé chdng cac bénh lay qua dwdng tinh duc

SAYANA PRESS khéng bado vé chéng lai nhiém HIV (AIDS) va cac bénh truy&n qua dudng

tinh duc khac.
Phu nit mang thai va dang cho con b

Khong dwvoc ding SAYANA PRESS néu ban dang mang thai. Néu ban nghfban cé thé thu
thai trong khi dung SAYANA PRESS, hdy chy bac sTbhiétngay lap tic.

Né&u ban dang cho con b, chi b&t dau tiéem thgpcs(iD>nhé&t la 6 tudn sau khi sinh, la thoi diém
khitré dad phat trién hon. SAYANA PRESS c6'thé truyén qua tré so sinh bd me qua stra me,

tuy nhién khdéng phat hién ra tdc dung c6é hai 6 tré em.

Ludon ludn hoiy kién bac si, dieu dudng hodc nhan vién y té trudc khi dung bat ky thudc nao.
L&i xe va van hanh may maéc

Khdng quan sat thdy tdc dung trén khad ndng ldi xe va s dung may moéc khi dung SAYANA
PRESS.

SAYANA PRESS c¢6 chira methyl parahydroxybenzoate (E218) & propyl
parahydroxybenzoate (E216) va natri

M ethyl parahydroxybenzoate (E218) & propyl parahydroxybenzoate (E216). Nhi&¥ng thanh

phan nav cé thé gay phan &¢tng di &tng (c6 kha ndng xudt hién mudn).

San phdm nay chta it hon 1 mmol natri (23 mg) cho mé&i 104 mg/0,65 ml, nghfa la vé@ co ban

‘khéng c6 natri’.

Chuyén tlr cac phwong phap tranh thai khac

10
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Khi ban chuyén tir cac phuong phéap tranh thai khéac sang, bac si sé& dam bado rdng ban khong
c6 nguy co thu thai bdng cach tiém cho ban m i dau tién vao thoyi diém thich hop. Néu ban
chuyén tr phuong phap tranh thai duong uéng, ban phai tiém mdi SAYANA PRESS dau tién
trong vong 7 ngay sau khi dung vién thuéc cudi cung.

Lam gi néu ban quyét dinh muén c6 thai?

Kha ndng thu thai binh thwong cta ban sé tréd lai khi hét tdc dung cGa mdi tiém cudi cung.
Thoi gian can thiét thay ddi véi teng phyu ni* khac nhau va khdng phu thudoc vao viéc ban da
dung SAYANA PRESS bao lau. & da s6 phu nitjtac dung sé& hét sau 5 dén 6 thang sau m i
tiém cudi cung. Hon 80% phu nit sé& cé thai tron~ypagTnot nam sau khi ngung SAYANA

PRESS. C6 thé c6 thai trong thang dau tién sau khibd I& moét miaitiém.
14. KHI NAO CAN THAM VAN BAC s7, DUQC st

H&y ndéivdi bac si, dugc sicla ban néu ban cadn b&t ky thdong tin nao vé cach dung sadn phdm
hodc c6 bat ky nghi ngai hodc van dé gi. Vui long gdp béac s néu ban cé bat ky tédc dung

khong mong mudn nao. Tham védn bac sidé co6 thém thong tin.

15. HAN DUNG

36 thang ké tir ngay san xudt.

16. TEN, BIA CHI, LOGO (NEU CO) CUA NHA SAN XUAT

Nha sdn Xuat: pfizer M anufacturing Belgium NV, Rijksweg 12, 2870 Puurs, B

17. NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG TO HUONG DAN s
DUNG THUOC

11
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HUONG DAN SU DUNG

Céach chuédn biva tiém thudc Sayana Press
Gidi thiéu
Sayana Press la dung cu tiém ddéng san thu6c dung mot lan, chira mot liéu don dwoc

dong kin trong ngan chira. Nhirng chi dan nay thé hién Ian lwot tirng budc cach chuén
bi va tiém thuoc

Budc 1: Chuén bi sén sang
Ban sé can:

Dung cu tiém Sayana Press (n&m trong tai kim loai

déng kin)
MOt hop dé chra dung cu tiém da s dung. R
HAN SU DUNG n
Mot miéng I6t cotton sach hodc khan gidy
VET KHIA SAN
e Rkakivalam that khd tey trudc khi bat dau.
e Kiém tra dam bdao tli kwn loai chtta thudc con nguyén
ven.
e Kiém tra ddm bdo thubc chwva qua han st dung.
e Dam bao thi kim loai ch*a thudéc & nhiét dé phong.
Buéc 2: Lwa chon vi tri tiém
. Lva chon vitritiém phd hop, c6 thé chon phan bung
hodc bap duitrén phia treédc. Tranh khu vwec nhiéu
Xwong vavung rén.
. Viang da & vi tri tiéem khdéng duoc c6 seo hodc mot sé \

bénh vé da nhw eczema hay vdy nén
e Thay ddivitritiém gita cac lan tiém

. Lam sach vi tri tiém theo nhw nhan vién y té dd hudng
dan
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Bwéc 3: Chuan bi dung cu tiém
. Cadn than m& tai dung kim loai badng cach xé taivi tri
khia sdn.

LAy dung cu tiém ra. Plrng thdo ngay nép day kim cia

dung cu

Kiém tradung cu tiém, can phdicé moét khoang ho
gita ndp day kim va dau vao.

Loaibo dung ci*tiéimya-st» dung mot cdi méi néu:
- Khdng c6 khoang ho.

- Dung cu tiém bi huv hai.

- N&p day kim birdirahodc khdng c6 ndp day kim.

Buwéc 4: Tron déu thuoce

e Gi*t chdc dung cu tiém & dau vao

. L&c manh dung cu tiém trong it nhdt 30 giay dé trdn

déu thuodc

e Thuéc phaicé mau trdng va ddng nhat. Néu khdng, bod
dung cu tiém diva st dung mot cai mai.

e NEu thdy chat Iléng ri ra ngoai hodc cé6 bat ky vdn dé
nao khac, béd dung cu tiém diva st dung mot cadi méi.

e Neu chwva tiém thudc ngay, can ldp lai buédc tron déu

thudc.

13
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Birffc 5: Kich hoat dung eu tiém

. Giu chac dung eu tiém a dau vao, dam bao nap day

kim huang Ién trén. Can than khdng b6p ngan chua.

. Giu nap day kim bang tay kia

e An nap dady kim mot cacft chac chan vé phia dau vao
dén khinap day kim kM ng-hérfthém duge nua. Dung
eu tiém bay gid da duge kich hoat

. Lay nap day kim rava bd di.

14
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Budc 6: Tiém thudc
Véo nhe motvung lén trén da, gi® nguyén nhuw vay
trong sudt qué trinh tiém thudc.

Gitt phan dau vao cGa dung cu tiém, kim tiém huwéng
thang xudng.

Cdm 6ng tiém vao da sao cho phan dau vao cham vira
téi da.

B6p nhe ngan chia dé tiém thudc mot cach tir tr. Ban
can thyc hién bwéc tiém nay trong vong 5-7 giay.

Kéo nhe kim tiém ra khoi flag, thd tay dang gilt da ra.

Kiém tra xem liéu c6 thudclii-ehdy"ra khdi dung cu

tiém hodc xuat hién trén da hay khdéng.
Khoéng thay thé nap day kim

St dung mot miéng I6t sach bdng cotton dé &n nhe
vao vi tri da tiém trong vai gidy. Khdng xoa hay co xat
vitrinay.

15
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Khuyén cédo quan trong

. Sau khitiém, motlwvong nhd thudc sé van con lai &

mép trong cta ngdn chtta, day la diéu binh thuong.

e Tuy nhién, néu cé batcl lwogng thudc nao bichay ra
khéidung cu tiém hodc xuat hién trén da thi c6 thé da

c6 van de.

« Néu ban tin rang vi bat ki mot ly do nao ma liéu
thudc khoéng duoc dung day da, hay théng bao vei
nhan vién y té dé co bién phap tranh thai khac cho
toi khi st dung liéu tiém ti€ép theo trong lich trinh.

« Khong tiém thém liéu bd sung.

e Chay sau khi tiém:

e NEu ban gap badtck trieu chi*ng nao cla phan t¢ng di
¢kng (xem phan 7 trong t& hwédng dan s dung cho
bénh nhan & trén), tim kiém ngay sy giup d& y té.

. Giam satbé ngoaicla tri tiéng cho téi lan tiém tiép
theo. Néu ban nhan thdyypé"Suldm /tring da tai vi tri
tiém, hdy thong bdo véi nhéan vién y té.

Budc 7: X ly (virt bd) dung cu tiém

e Ngay lap téc bd dung cu tiém da s dung vao mot hdp
dung phu hop véicadc yéu cadu cla dia phwong hodc
theo chi dan cta nhan vién y té

. Dung cu tiém chi st dung cho mot lan tiém duy nhat
va khéng duvogc tai stv dung.

Buéc 8: Ghi lai ngay st dung va néu ban muén tié€p
tuc str dung, hay tinh toan ngay ti€p theo trong lich
trinh tiém Sayana Press cUa ban

Gitr lai td hudng dan nay cho ghichép cla ban

16

Ngay

Ngay tiém ti€p theo (co6ng thém 3
théang)



LPD-PIL Title: Sayana Press
LPD-PIL date: Nov 21, 2016
Country: Vietnam

Reference Label: EUSPC (WRS Master SPC Sayana Press) Reference Effective date: Jul 27, 2016

S A°Y A N A P R E S S ®
Thong tin danh cho can bdy té

1. TEN THUOC

SAYANA PRESS® 104 mg/0,65 m1l hdn dich tiém.

2. THANH PHAN DINH LUONG VA PINH TINH

Dung cu tiém déng s&n thuéc Uniject ch*a lieu don SAYANA PRESS véi 104 mg
medroxyprogesteron acetat (M PA) trong 0,65 m L hén dich tiém.

Cac ta dugc véi tac dung da biét:

M ethyl parahydroxybenzoat 1y 1704 mg trong mdi ligu don 0,65 m |

Propyl parahydroxybenzoat -LO)097-5<fig trong mdi lidu don 0,65 m|

Natri- 2,47 mg trong mdi lidu don 0,65 m|

Danh muc ta dwgc day da

M acrogol 3350

M ethyl parahydroxybenzoat

Propyl parahydroxybenzoat
Natriclorid

Polysorbat 80

Natri Phosphat Monobasic Monohydrat
Disodium Phosphat Dodecahydrat

M ethionin

Povidon

Acid hydrochloric va/hodc Natri hydroxid dé diéu chinh pH

Nuéc pha tiém

3. DANG BAO CHE

ju
on

n dich tiém

Hén dich ddng nhdt mau trdng dén trdng nga.

4, CAC PAC TINH DUQC LY
4.1 Dac tinh duoc lvc hoc

M&8ATC: GO3ACO0G6

M edroxyprogesteron acetat la mot dong phan ctua 17 a-hydroxyprogesteron vé&i cac tdc dung
khédng estrogen, khang androgen va khang gonadotropin.
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Tiém duéi da medroxyprogesteron acetat gidi phéong kéo dai lam &c ché tiét gonadotropin,
qua d6 ngdn cdn nang triéng chin va rung triéng, ddong thoi lam ddc dich nhay co tlr cung dan
dén han ché viéc xdm nhap cua tinh trung vao trong tr cung. Nhitng phdn &¢ng nay tao nén tac

dung tranh thai.
Thay doi mat dé6 khoadng chat xuong & phu n trudng thanh

Mot nghién ctu so sanh nhitng thay d6i mat do khodng chdt xwong & phu ni* dvogc tiém dudi
da medroxyprogesteron acetat gidi phong kéo dai voi phu n* duoc tiém medroxyprogesteron
acetat (150 mg tiém bé&p) cho thdy khong c6 sy khac biét dang ké vé tinh trang gidm mat do
khoang chdt xvuong gita hai nhom sau hai nam diéu tri. Phan trdam thay d6i mat d6 khoang
chdt xwong trung binh & nhém tiém dudi da medroxyprogesteron acetat gidi phdéong kéo dai

dwoc liet ké trong Bang 1.

Bang 1. Phan tram thay déi mat do khoang chat xwong trung binh so véi ban dau & phu
nr dugc tiém dudi da medroxyprogesteron acetat giai phong kéo dai theo vung xwong

Cot s6ng that lung Quanh héng C6 xwong duii
o . -
;gii t?riia” tTr:% f)?r: h/0 N tTr:% f)?r:hﬂ) N :;E?gl g(i)rlmh/o
- (C195%) (95% Cl) (95% Cl)
1 nam 166 (2371 dn-23) 1 (1271 dén-13) % i-lé?s dén-1,4)
2 nam 106 (jt den-35) % (3452 dn-27) ° ffs dén -2,6)

Trong mot nghién clku Idm sang céd doéi chi¢ng khac, phu n# trudng thanh duogc tiém
medroxyprogesteron acetat (150 mg tiém b&p) Ién dén 5/ndm cho thdy mat dé6 khoang chét
xwong trung binh & cdot séng va héng gidm 5- 6%, so xpd khdng'céd thay d6i mat dé6 khoéng
chdt xwuong dang ké & nhém chéng. Tinh trang gidm maTdo khoang chat xwong rd rét hon
trong hai ndm dau tién s dung, va gidam it hon trong nhi*ng nam tiép theo. Thay d&i mat do
khoang chdt xwong trung binh & co6t séng thdt lwung dwoc quan sat thdy lan lvot la -2,86% ,
4,11%, -4,89%, -4,93% va -5,38% sau 1, 2, 3, 4 va 5 ndm. M&kc gidm mat dé6 khoang chat
xvong trung binh quanh hdng va ¢6 xwong dui la twong tw. Vui long tham khao Bang 2 dudi
day dé biét thém chi tiét.

Sau khi ngrng tiém medroxyprogesteron acetat (150 mg tiém bdp), mat dd6 khoang chéat

xwong tang vé gid tri ban dau trong giai doan sau diéu tri. Thoi gian diéu tri dai hon c6 lién

quan dén tdoc d6 khodi phuc mat do0 khoang chdt xwuong cham hon.
Bang 2. Phan tram thay déi mat do khoang chat xwong trung binh so véi ban dau &

nguwoi lén theo vung xwong va doan hé sau 5 nam diéu tri bang medroxyprogesteron
acetat 150 mg tiém b&p va sau 2 nam sau diéu tri hodc 7 ndm quan sat (D6i chiéu)

:;ﬁi'é?]'igu Xuong séng Quanh hong C6 xwong dui
Medroxypro- Medroxypro- Medroxypro-
gesteron Dai chiéu  gesteron D6i chiu gesteron Dai chiéu
acetat acetat acetat
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n=33 n=105 n=21 n=65 n=34 n=106
5 nam=*
-5,38% 0,43% -5,16% 0,19% -6,12% -0,27%
n=12 n=60 n=7 n=39 n=13 n=63
7 nam**
-3,13% 0,53% -1,34% 0,94% -5,38% -0,11%

*Nhom diéu tri bao gdm phu n& dugc tiém medroxyprogesteron acetat (150 mg tiém bap) trong 5 ndm va nhém
ddi chiéu bao gdm phu nit khong sir dung bién phap tranh thai bang ndi tiét t6 trong khoang thoi gian nay.

** Nhom diéu tri bao gdm phu nit dugc tiém medroxyprogesteron acetat (150 mg tiém bap) trong 5 nadm va sau
dé duogc theo ddi trong 2 nam sau diéu tri va nhdm ddi chiéu bao gdm phu n* khéng st dung bién phap tranh
thai bang ndi tiét to trong 7 nam.

Thay doi mat dé6 khodng chdatxwong & n thanh thi€u nién (12-18 tudi)

Két qua tr mot nghién cku lam sang, khdéng ngadu nhién, nhdn m& vé viéc tiém
medroxyprogesteron acetat (150 mg tiém bdp 12 tudan mot lan trong téi da 240 tuan (4,6
ndm), ti€p theo la cac phép do sau diéu tri) & n& thanh thiéu nién (12-18 tudi) cling cho thay
viéec st dung medroxyprogesteron acetat tiém b&p c6 lién quan dén tinh trang gidm mat do
khodng chdt xwong dang ké so véi ban dau. Trong s6 cac ddi twgng duogc tiém > 4 lan/giai
doan 60 tudn, m&c gidm trung binh mat d6 khoang chdt xwong & cdt séng thdt lung la - 2,1%
sau 240 tuan (4,6 nam); mc gidm trung binh quanh héng va cd xvong dui twvong ¢ng la -6,4
% va -5,4 % . Theo do6i sau didu tri cho thdy rdng, dwa trén gia tri trung binh, mat d6 khoang
chdt xwuong & co6t sé6ng thadt lwng khoi phuc v@ m&c ban dau khodng 1 ndm sau khi ngirng didu
tri va mat do khoang chdt xwong & hdng khdi phuc vé m&c ban dau khodng 3 ndm sau khi
nglrng didu tri. Tuy nhién, digu quan trong can lvu y 1A mot s6 déng cac déi twong ngung
khong tham gia nghién cttu, do d6 cidc két qua nay dva tren-séTwong nhd déitwuong (n=71 lac
60 tudn va n=25 ldc 240 tuan sau khi nglrng diéu tri). Ngvoc lai, mdét doan hé khong thé so
sdnh bao gom cac d6i twuogng khdng duogc diéu tri, khdng dwoc déi chi€u, v6i cdc thdong s6
xvong ban dau khadc véi nhém s dung medroxyprogesteron acetat gidi phéng kéo dai, cho
thdy m&c tdng mat do khoang chat xwong trung binh & thoi diém 240 tuidn la 6,4%, 1,7% va

1,9% twong tng voéicdt séng thdt lung, quanh héng va c¢c6 xwong dui.

4.2, Cé&c dac tinh dwgc dong hoc

Cac thong s6 duoc dong hoc clla medroxyprogesteron acetat sau khi tiém lieu don duéi da

medroxyprogesteron acetat gidi phdong kéo dai dwoc thé hién trong Bang 1.
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Bang 1. Cac thoéng s6 dwoc dong hoc clla medroxyprogesteron acetat sau khi
tiém lieu don du6i da medroxyprogesteron acetat gidi phéng kéo dai & phu niv
khée manh (n = 42)

Crax Tmax C 91 (phiit) AU Co-91 AU C q® tV2
(ng/mL) (ngay) (ng/mL) (ng-ngay/mL) (ng-ngay/mL) (ngay)
Trung 1,56 88 0,402 66,98 92,84 43
binh
TGi 0,53 2,0 0,133 20,63 31,36 16
thiéu
T6ida 3,08 80,0 0,733 139,79 162,29 114

cna= ndng do dinh trong huyét thanh; Tnex = thoi giwc_hquan sat thdy cna AUCo-91 = dién tich
duwéi dwong cong ndng do-thoi gian trong 91 ngay; u ky ban thai cudi; 1 nanogram = 103
picogram.

Dac diém chung
Hép thu

Sy hdp thu medroxyprogesteron acetat tir vi tri tiém duwdéi da dé dat dwoc nbng do tri lieu la
khda nhanh. Tmax trung binh dat dwvoc khoadang mot tuan sau khi tiém. NOng do
medroxyprogesteron acetat dinh (Cmax) thudng co phawrvi tr 0,5 dén 3,0 ng/mL vei CNEX

trung binh la 1,5 ng/mL sau khi tiém lieu don duwéi da.

Tac dong cula vi tri tiém

M edroxyprogesteron acetat gidi phédng kéo dai duogc tiém duéi da vao phia trudc dui hodc
bung dé danh gia tdc dong cua vi tri tiém dén ndong dd thudc theo thoi gian cua
medroxyprogesteron acetat. Nong d0 ddy cla medroxyprogesteron acetat (Cmin; Ngay 91) la

tvong ty d6i véi hai vi tri tiém, cho thdy rdng vi tri tiem khéng c6 tdc dong xdu Ién hiéu qua

tranh thai.
Phéan b6

Ty lé gén k&t véi protein huyét twong cla medroxyprogesteron acetat trung binh 1a 86%.
Medroxyprogesteron acetat chd y&u gdn két véi albumin huyét tvong; khoéng gadn két véi

globulin lién két hormon gi¢itinh (SHBG).
Bién ddi sinh hoc
Medroxyprogesteron acetat dwgc chuyén hoéa manh & gan nho cac enzym P450. Co ché
chuyén héa chi yéu lien quan dén kh& vong A va/hodc chubdi phu, mdtnhém acetyl, hydroxyl
héa & vi tri 2, 6, va 21 hodc t6 hop clGa cac vitrinay, tao nén hon 10 chdt chuyén hda.
Thai tri
NOong d0 medroxyprogesteron acetat ton dv vao cudi khodng cach liéu (3 thang) tiém duv¢i da
medroxyprogesteron acetat gidi phéng kéo dai thwong dwéi 0,5 ng/mL, phu hop véi chu ky
ban thai cudi biéu kién cha thuéc la -40 ngay sau khi tiém dwéi da. Da s6 chdt chuyén héda
cia medroxyprogesteron acetat dwoc bai tiét vao nudc tiéu dvdi dang lién hop glucuronid véi
chimotlvong nho dwoc bai tiet dwdi dang Sulfat.
Quan hé tuyén tinh/phi tuyén tinh
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Dwa trén d lieu khi dung lidu don, khédng c6 b&ng chitng vé quan hé phi tuyén tinh trong
pham vi lieu tr 50 dén 150 mg sau khi tiém duéi da. M &i lién hé gita AUC hodc Cmin va lieu
tiem dudi da medroxyprogesteron acetat la quan hé tuyén tinh. Cmax trung binh khéng thay
ddi dang ké khi tang ligu

Cadc nhém déitwong dac biét

Chuing toc

Khéng c6 sv khac biét rd rang trong dugc ddng hoc va/hodc lwvc hoc cia medroxyprogesteron
acetat sau khi tiém dwé¢i da medroxyprogesteron acetat gidi phéng kéo dai cho phu ni thudc
tdt cd cdc nhom chung téc dugc nghién ctu. Dvuoc dong hoc/lwc hoc cia medroxyprogesteron

acetat dd duvoc danh gia & phu ntt chau A trong mot nghién cu riéng.
Téc dong cla khoi lvong co thé

Khong can diéu chinh litu SAYANA PRESS dva vao khoilugng co thé. Tac ddng clia khdi
ltgng co thé Ién tinh chdt dugc dong hoc clla medroxyprogesteron acetat dd dugc danh gia
trong moét phan nhém phu n®t (n=42, chi s6 khéi co thé [BM I] tr 18,2 dén 46,0 kg/m 2). Gia tri
AUCo-91 cho medroxyprogesteron acetat la 68,5, 74,8 va 61,8 ng -ngay/mL & phu ni c6 chi
s6 BM | lan lugt la < 25 kg/m2, >25 dén <30 kg/m 2, !y§.>30__’\g/m2. Cmax trung binh cua
medroxyprogesteron acetat lan lugtla 1,65 ng/mL & phu iTifco BM 1 < 25 kg/m2, 1,76 ng/mL
o phu nt* ¢c6 BM | >25 dén <30 kg/m2va 1,40 ng/mL & phu nlt ¢c6 BM | >30 kg/m2. M&c dao
dong cla ndng do medroxyprogesteron acetat dady (Cmin) va chu ky ban thai la twong duong &

3 nhém BM I.
(Cac) quan hé dwoc dédng hoc/duoc lwvc hoc

Tl quan diém duoc lwc hoc, thoi gian &c ché rung trieng phu thudc vao viéc duy trindng do

medroxyprogesteron acetat diéu tri trong sudt khoang cach lieéu 13 tuan.

5. QUY CACH PONG GOI

Hoén dich tiem SAYANA PRESS dwogc cung cdp duéi dang lidu don trong dung cu tiém

Uniject dong s&n 0,65 ml thudc.

Hop 1dung cu tiém Uniject déong s&n 0,65 m| thuéc.

6. CHIDINH, LIEU DUNG VA CACH DUNG, CHONG CHIi BINH
6.1. Chi dinh diéu tri

SAYANA PRESS duwgc chi dinh dé tranh thai kéo dai cho phu nit. M&i mii tiém dudi da co
tdc dung ngdn rung tré¢ng va giGp tranh thai it nhat 13 tuadn (+/- 1 tuadn). Tuy nhién, nén can
nhdc rdng khad ndng sinh san (rung tri¢ng) c6 thé bi cham hdi phuc tré lai t6i mot nam (xem

phan 7).

Do tinh trang gidm mat dé6 khoang chat xwuong (BM D) c6 thé xay ra & phu n* thudéc moi I¢a
tu6i st dung SAYANA PRESS dai han (xem phan 7), nén xem xét danh gia lgi ich/nguy co,
trong do6 tinh dén kha nang gay giam mat do khoang chdt xwong trong thoi ky mang thai
va/hoac cho con ba.

Dung cho thanh thiéu nién (12 - 18 tudi)
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O thanh thiéu nién, chichi dinh dung SAYANA PRESS khicac phwong phap tranh thai khac
duogc xem la khdng phu hop hodc khdng duogc chdp nhéan, do chwa biét anh huédng lau dai cé
thé gay mat xvong lién quan dén SAYANA PRESS trong giai doan tdng trudng xwong quan

trong nay (xem phan 7).

SAYANA PRESS chwa dwoc nghién ctu & phu n&t dudi 18 tudi nhwng cé di&r liu vé

medroxyprogesteron acetat tiém b&p & nhém déitwong nay.
6.2. Liéu dung va cach dung

SAYANA PRESS c6 thé dvogc dung bdican bd y té hodc bénh nhan ty tiém trong tredng hop
can bo y té cho la phu hop, c6 theo doi y té€ khi can thiét theo hwdng dan Iam sang cua dia

phvong.

Nén b&t dau cho dung SAYANA PRESS khicéd can bd y té giam sat. Sau khi duogc dao tao
day d0 vé ky thudt tiém va Ién lich dung thuéc, bénh nhan c6 thé ty tiém SAYANA PRESS
néu can bd y té cha ho xac dinh rdng viéc ty dung thudc la phu hop va c6 theo déiy té khi
can thiét.

Nén bdo quan SAYANA PRESS & nhiét déo phong. Phai ld&c manh dung cu tiém ngay treédec
khi duong dé dam bao thudc la hédn dich ddng nhdt. Hén dich thuéc dwogc gitt kin hoan toan
trong ngdn ch®a cla dung cu tiém. Phai kich hoat dung cu tiém trwdc khi s dung. Kich hoat
badng cach dam thing ndp chup bén trong, dé thuéc c6 /thé di ra qua kim tiém khi bép ngéan
ch*a. Hén dich thuéc khéng hoan toan ldp day ngdn culra~sé-ciymot béng khi nhd trén chat
léng. Thudc dvogc tiéem dwdi da (SC) vao phia truéc dui trwudéc hodc bung. Khi tiém, dung cu
tiém phai dwvoc st dung vGéi kim tiém hwdng xudng dudi dé dam bao rdng toan bo lidu chét

long dugc ddy ra qua kim . Nén tiém thudc cham trong 5 -7 giay.

Tron déu thudc

. Dam bdo rang dung cu tiém chta lieu don SAYANA
PRESS duwoc dé ¢ nhiét d phong.

e Gilt chdc dung cu tiém & dau vao.

e« Ldc manh dung cu tiém trong tdi thiéu 30 giday dé trdn

déu thuodc.

e Thudc phaicé mau trdng va ddng nhadt. Néu khdng, bo
dung cu tiém diva st dung mot cai mai.

e NEu thdy chat Iéng ri ra ngoai hodc c6 bat ky van dé
nao khac, bd dung cu tiém diva st dung mot cai maoi.

. Néu chwa tiém thudc ngay, can ldap lai budc tron déu

thuéec.

Kich hoat dung cu tiém



LPD-PIL Title: Sayana Press
LPD-PIL date: Nov 21, 2016
Country: Vietnam

Reference Label: EU SPC (WRS Master SPC Sayana Press) Reference Effective date: Jul 27, 2016

Vuilong xem Hu(mg dén St dung trong Hudng dan s dung cho Bénh nhan dé biét déy dua
chi ti€t ve viec chuén biva tién hanh tiém .

Nguoilen

Tiém lan dau: & tranh thai trong chu ky s dung dau tién, nén duang moét mdi tiém 104 myg

dwéi da trong ndm ngay dau cla chu ky kiiplnguyét binh thwdong. NEu tién hanh tiém theo

hwédng dan nay thi khéng can c6 thém bién pkajD>afiirthai khac.

CAac liéu ti€p theo: Nén tién hanh tiém cac mdi tiém thG hai va sau d6 vao cac khoang thoi
gian cach nhau 13 tuan, mién la tién hanh tiém khéng qua bay ngay sau méc thoi gian nay,
khéng can thém bién phap tranh thai khac (vi du nhuw mang chdn tranh thai). Néu khoang thoi
gian tir mdi tiém trwdéc nhiéu hon 14 tuan (13 tudn cdng thém 7 ngay) vi bat ky Iy do nao thi
nén loai trr khd ndang mang thai truédc khi tién hanh tiém mdi tiém tiép theo. Hiéu qua cua

SAYANA PRESS phu thudc vao viéc tuan tha lich trinh dung thudc khuyén céo.

Phu ni* nén dvoc kiém tra dinh ki it nhdt hang ndm, tuy theo nhan dinh Ia&m sang dé xac dinh

SAYANA PRESS c6 con la lyachon tétnhdtcho ho khdng.

Sau khi sinh: N&u bénh nhan khéong cho con b, nén tién hanh tiém trong vong 5 ngay sau khi
sinh (dé tdng ty 16 dam bao bénh nhan khdng mang thai). Néu tién hanh tiém vao mot thoi

diém khéac thican loai tr* kha nang mang thai.

Neu bénh nhan dang cho con bd, nén tién hanh tiém khdéng sé6m hcm sdu tuadn sau khi sinh,

khihé enzym cla tré so sinh da phat trién hon (xem phan 7).
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CO bé&ng ching cho thdy phu n* dugc ké toa SAYANA PRESS trong thoi ky ngay sau sinh
c6 thé bjchay mau nhiéu va kéo dai. Do d6, thu6c nay nén dvgc dung than trong trong thoi
ky ngay sau sinh. Nhitng phu ni* dang xem xét sr dung san phdm ngay sau khi sinh hodc pha
thai nén dvoc tv vdn rdng nguy co chady mau nhidu hodc kéo dai c6 thé tang Ién. Cac bac sT
nén nhé rang & cac bénh nhan khong cho con b0, sau khi sinh, cé thé rung trébng ngay & tuan

tht 4.

Chuyén tlr cac phwemg phép tranh thai Kh&c: K hi chuyén tir cac phuong phép tranh thai khac,
SAYANA PRESS can dugc dung trén co sé& ddm bdado tranh thai lién tuc dwa trén co ché hoat
dong ctua ca hai phwong phéap (vi du: bénh nhan chuyén t&r thuéc tradnh thai dang udng can

tiem SAYANA PRESS lan dau tién trong vong 7 ngay sau vién thu6c c6é hoat tinh cudicung).

Bénh nhan Suy gan: Chwa biét anh hwdéng cia bénh gan Ién cac déc tinh dwoc ddng hoc cla
SAYANA PRESS. Do SAYANA PRESS phan I&n thai trir qua gan, thu6c cé thé chuyén hoda

kém & nhi*ng bénh nhan suy gan ndng (xem phan 6.3).

Bénh nhan suy thé.ﬂ! Chwa biét &nh hwdng cia bénh than Ién cadc dédc tinh dwoc ddong hoc cla
SAYANA PRESS. Khdéng can diéu chinh lieu & phu n®* bji suy than, vi SAYANA PRESS hau
nhw chibithaitrr qua qua trinh chuyén hdéa & gan.

Bénh nhan nhi

SAYANA PRESS khdéng dwoc chi dinh truédc khi cé kinh nguyét (xem phan 6.1). C6 di liéu
vé viéc dung medroxyprogesteron acetat tiém bép é’jl‘ﬂ’tthanh thiéu nién (12-18 tubi) (xem
phan 7 va 4.1). Ngoainh@ng lo ngai vé tinh trang giam ilidi-do khoang chdt xwong, dé an toan
va hiéu qua cuia SAYANA PRESS duvoc dy kién la nhv nhau & thanh thi€u nién sau khi cé
kinh nguyétva phu n* tredng thanh.

Céac cha V dac biét khi loai bd va thao tac khac

Chidung mot lan.

Bdt ky phan thudc khong str dung hodc chat thdi nao cling phai dwgc thdi boé theo quy dinh

cla dia phwvong.
6.3. Chdng chi dinh

. SAYANA PRESS bi chéng chi dinh & bénh nhan duoc biét la qua man végi

medroxyprogesteron acetat hodc bat ky td dwoc nao cua thudc duogc liéet ké trong phan

6.1.
. SAYANAPRESS bichdéng chi dinh néu biét hodc nghingd da mang thai.
. SAYANAPRESS bichdéng chidinh cho phu ni* da biét hodc nghingd ¢6 khdi u ac tinh

& vl hodc co quan sinh duc.

. SAYANA PRESS bichdng chidinh cho bénh nhan xudt huyét am dao chuwva dwgc chén
doéan.

. SAYANAPRESS bichdong chi dinh cho bénh nhan suy gan nédng.

. SAYANAPRESS bichdng chidinh cho bénh nhin cé bénh xwong chuyén hda.
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. SAYANA PRESS bichéng chi dinh cho bénh nhan dang c6 bénh huyét khéi tdc mach

va cho bénh nhan cé tién s hién tai hodc trong qua kh bi bénh mach néo.

7. THAN TRONG KHI DUNG THUGOC
Cadnh béo:
Gidm mat do khoang chat xwong:

Viéc dung medroxyprogesteron acetat tiém dw¢i da gidi phéng kéo dai lam gidm ndng do
estrogen trong huyét thanh va cdé lién quan dén tinh trang gidm mat dé6 khoang chdt xwong
dang ké do tac déng da biét cua tinh trang thiéu estrogen Ién chu trinh chuyén hdéa xwvong.
Thoi gian dung thuéc cang lau thi cang gay mat xwong, tuy nhién gidm mat do khoang chét
xwong c6 vé ndng hon sau khi nglrng tiém duédi da medroxyprogesteron acetat gidi phédng kéo

dai (DM PA - depot medroxyprogesteron acetat) va lugng estrogen & budng tri’ng tdng Ién.

Viéc giam mat do khoang chdt xwvong dac biét dang lo trong su6t d6 tudi thanh thiéu nién va
giai doan mé&i trudng thanh, la thoi ky quan trong cla sy tadng truodng xuong. Khdng ré néu
tiem dudi da medroxyprogesteron acetat gidi phong kéo dai cho phu n*t tré sé lam gidm khdi

lwong cwc daicla xwong va lam tdng nguy co gady xvong vé sau hay khdng.

Mot nghién ctu dé danh gia tac dung giam mat d6 khoang chdt xwong cla
medroxyprogesteron acetat gidi phéng kéo dai tiém bé&p & ni thanh thi€u nién cho thdy viéc
dung thuéc nay lien quan dén sy gidm mat do khoang chat xwong dang ké so véi ban dau. O
nhém nho phu n* dwgc theo ddi, mat dd6 khodng cHOt)xwong trung binh khdi phuc vé khoang
gia tri ban dau 1- 3 ndm sau khi nglrng diédu tri. O® ithanhrhiéu nién, SAYANA PRESS c6 thé
dugc dung, nhung chi sau khi cdc phvong phap tranh thai khdc da dugc thdo luan véi bénh

nhan va duwuoc xem la khdng thich hgp hodc khéong dwogc chdp nhan.

O phu ni*t thudc moi lra tudi, nén tién hanh tdi danh gida mot cach than trong cdc nguy co va
lgiich cia viéc diéu tri & nhirng ngudi mudn tié€p tuc dung thudc trong hon 2 ndm. bac biét la
& phu nit c6 cadc yéu té6 nguy co dang ké vé 10i s6ng va/hodc y té gay lodng xwong, cac

phvong phap trdnh thai khdc nén duoc xem xét trudc khi dung SAYANA PRESS.
Cac yéu té nguy co dang ké g4y lodng xvong bao gom:
Lam dung reou va/hodc hat thudc la

. St dung kéo dai cac thudc c6 thé lam gidam khoilwgng xvuong, vi du: thuéc chdong co

gidt hodc corticosteroid

. Chi s6 khoi co thé thdp hodc r6i loan &n uéng, vi du: chan an do tdm than hodc &n
voe do

. Gady xuvuong chdan thuwuong nhe treéc day

. Gia dinh c6 tién st bi lodng xwong

M ot nghién cttu doan hé hodi ctu st dung d*r lieu tr Co s& div lieu Nghién ctu Thwc hanh
Chung (General Practice Research Database) bé&ao cé&o rdng phu n®t duoc tiém
medroxyprogesteron acetat gidi phéng kéo dai c6 nguy co gdy xuwong cao hon so véi nhitng
nguoi st dung bién phap tranh thai khadc khdng dung medroxyprogesteron acetat gidai phoéng

kéo dai (ty I1é sw cd 1,41, 95% Cl: 1,35 - 1,47 cho giai doan theo d6i 5 ndam); chwa biét diéu

25



LPD-PIL Title: Sayana Press

LPD-PIL date: Nov 21, 2016

Country: Vietnam

Reference Label: EUSPC (WRS Master SPC Sayana Press) Reference Effective date: Jul 27, 2016

nay c6 phai do medroxyprogesteron acetat gidi phong kéo dai, hay cac yéu t6 vé 16i séng lién
quan khac c6 anh huéng dén ty Ié gdy xwong. Nguoc lai, & phu nit dung medroxyprogesteron
acetat giai phong kéo dai, nguy co gdy xwong trwéc va sau khi bat dau medroxyprogesteron
acetat giai phong kéo dai khong tang (nguy co tuong déi 1,08, 95% CI: 0,92 - 1,26). Quan
trong la nghién cu nay khong thé xac dinh dwoc viéc dung medroxyprogesteron acetat giai
phong kéo dai c6 &nh huwdng dén ty I1é gdy xuwong sau nay trong cudc séng khong.

DE biét thém thong tin vé cac thay d6i mat dé khoang chat xwong & ca phu ni trudng thanh
va nir thanh thiéu nién, nhv dugc bao cdo trong cac nghién cru lam sang gan day, tham khéo
phan 4.1 (Céc dac tinh dwoc luc hoc). Viéc dung nap du calci va vitamin D, bat ké tlr ché do
an uéng hay thyc pham chic nang, la rat quan trong dé gitr xwong khée manh cho phu ni
thuéc moi Ia tuoi.

Kinh nguyét bat thvong-.

Hau hét phu ni dugc tiém dudi da medroxyprogesteron acetat gidi phong kéo dai bi thay doi
chu ky kinh nguyét. Bénh nhan can duwgc tv van thich hop lién quan dén kha nang r6i loan
kinh nguyét va khd nang cham rung tribng tré lai. Khi phu ni ti€p tuc dung
medroxyprogesteron acetat gidi phong kéo dai tiém dwdi da, it ngudi bi ra mau bat thuong
hon va nhiéu nguoi bi mat kinh hon. Sau khi dung liéu thi tw, 39% phu nit bi méat kinh trong
thang th 6. Trong thang thi 12, 56,5% phu ni bi mat*inh. Nhitng thay déi vé chu ky kinh
nguyét tr ba nghién ctu tranh thai dwgc thé hién trong Hinh~Hva Hinh 2. Hinh 1 cho thdy ty
Ié phu nit bi mat kinh tang trong nghién ctu 12 thang. Hinh 2 thé hién ty 1é phu ni chi bi ra
rat it mau, chi ra mau, va ra mau va ra rat it mau trong cung khoang th&i gian. Ngoai tinh
trang bi mat kinh, chu ky ra mau thay déi bao gém ra mau gitra ky kinh, rong kinh va rong
huyét. Néu tinh trang ra mau bat thuong lién quan dén viéc tiém duwéi da medroxyprogesteron
acetat giai phong kéo dai van con hodc nghiém trong thi nén tién hanh danh gia va diéu tri
thich hop.

Hinh 1. Ty Ié phu ni{t tiém dwéi da medroxyprogesteron acetat gidi phong kéo dai bi mat
kinh dwoc diéu tri moi thang 30 ngay trong Nghién cttu bién phéap tranh thai (Quan thé
phan tich theo phan bd ngiu nhién ban dau (ITT), N=2053)
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Than?

B Mitfcisft

Hinh 2. Phan tram phu nit tiém duwéi da medroxyprogesteron acetat giai phéng kéo dai
bi ra mau va/hodc ra rét it mau dwot diéu tri moi thang 30 ngay trong Nghién ctu bién
phép tranh thai (Nhém ITT, N=205j

he:1831 1854 18« 1729 1717 1689 1544 1550 182Q 1413 1404 1273
Thing

B Baritaman 1 Ramin 1 Raminfararétitmia

Nguy Coung thu:

Viéc theo do6i ddi chiéu lau dai truong hop nhitng nguti dung medroxyprogesteron acetat gidi
phéng kéo dai 150 mg tiém bap khong phat hién thdy nguy co ung thw budng tritng, gan, hoic
cO tlr cung cao hon va phat hién tdc dung bao vé kéo dai lam giam nguy co ung thw ndi mac
tlr cung trong nhém sl dung.

Ung thw v hiém gap & phu nit dwdi 40 tubi di ho c6 sir dung bién phap tranh thai bang noi
tiét t6 hay khong.
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K&t qua tir mot s6 nghién ctru dich té hoc cho thdy sy khac biét nho gitra nguy co méc bénh &
nguoi dang st dung hodc da st dung gan day so véi nhitng ngudi chra bao git st dung. Bat
ky nguy co cao hon nao & ngudi st dung medroxyprogesteron acetat gidi phong kéo dai hién
tai va gan day déu nhd so v¢i nguy co tong thé cla ung thw vd, dac biét & phu ni tré (xem
duwéi day), va khong ré rang sau 10 nam ké tir lan cudi cung s dung. Thoi gian si dung
duong nhv khéng c6 anh hudng quan trong.

S6 cac treong hop c6 thé mac ung thu vi thém dwoc chdn doan trong thoi gian téi 10
nam sau khi ngrng tiém cac progestogen*

Céc trvong hop thém c6 thé cé trén

Tubi khi st dung S6 trudng hop trén moi X N
- . moi 10.000 nguwoi dung

medroxyprogesteron acetat 10.000 phu ni¥ chwa bao gi¢

i2i phong kéo dai Ian cusi st dun medroxyprogesteron acetat giai
gial phong g phéng kéo dai
20 ithon 1 it hon 1réat nhiéu
30 44 2-3
40 160 10

*dya fren tinh trang str dung trong 5 nam

R&i loan huyét khdi tdc mach

Mac du medroxyprogesteron acetat khdng cé quan hé nhan qua véi viéc gay ra rdi loan huyét
khéi hay huyét khdi tic mach, bat Ky bénh nhan nao gap hién twong nay, vi du: ngh&n mach
phoi, bénh mach mau ndo hay huyét khéi vénginiac hodc huyét khoi tinh mach sau, trong khi
dung liéu phap SAYANA PRESS thi khong nén dungTTiG6c trd lai. Phu nit c6 tién st rdi loan
huyét khéi tdic mach chwa dugc nghién ciru trong cac thir nghiém 1am sang va khéng cé sén
thdng tin chirng minh sy an toan cla viéc dung SAYANA PRESS & nhdm nay.

Sécphan vé vaphan &¢ng dangphan vé

Neu ph&n ng phan vé xay ra thi nén ti€n hanh diéu tri thich hop. Phan &ng phan vé nghiém
trong can diéu tri y t€ khan cép.

R&i loan thigiac

Khéng dwoc dung thudc tra lai trong lic dang chua cd két qua chan doan néu dot ngdt mat thi
Irc hoan toan hoic mdt phan hodc néu dot ngdt bi 16i mat, song thi hodc dau nira dau. Néu
kham cho thay phu gai thi hodc cé ton thwong mach mau véng mac, khong duoc dung thudc
trd lai.

Than trong
Thay d6i vé cadn ndng

Thay ddi vé can nang thuong gap nhwng khdng thé doan tredc. Trong cac nghién clru pha 3,
khoi lvong co thé dd dwgc theo dGi trong hon 12 thang. Mot nira (50%) phu nit duy tri can
nang trong khoadng dao dong 2,2 Kg cla khéi lvgng co thé ban dau. 12% phu nir giam hon
2,2 Kg, va 38% phu nir tang hon 2,3 Kag.

Gilt nuwéc
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CO béng chitng 1a progestogen c6 thé gay gitt nwdc & mot mirc dd nhat dinh, vi vay, can than
trong khi diéu tri bat ky bénh nhan nao c6 sén bénh trang ma co thé bi anh hwdng bt lgi boi
tinh trang gil nuoc.

Rung tritng tré lai

Sau mot lieu don tiém du¢i da medroxyprogesteron acetat giai phong kéo dai, ty 1€ rung
trirng tré lai do bang progesteron trong huyét tvong 1a 97,4% (38/39 bénh nhan) mot nam sau
khi dung thudc. Sau clra s6 diéu tri 14 tuan, rung irdng trd lai s6ém nhat la sau mot tuan, va
thoi gian trung binh dé rung trieng tré lai 1a 30 tuark Phijjjatf-can duoc tw van rang c6 kha nang
cham rung tring tré lai sau khi st dung bién phap nay, bat ké khoadng th¢i gian dung thudc.
Tuy nhién mét kinh va/hodc kinh nguyét bat thwong sau khi ngirng bién phéap tranh thai bang
noi tiét td co thé la do céc tinh trang tiém an lién quan dén kinh nguyét bat thuong dac biét la
hoi chirng budng trrng da nang.

Rd6i loan tdm than

Bénh nhan c6 tién st diéu tri tram cam lam sang can dugc theo ddi chat ché khi dung
SAYANA PRESS.

B&o vé chdng cac bénh lay truyén qua dwdng tinh duc

Bénh nhan can duoc tu vdn rang SAYANA PRESS khéng bdo vé chéng lay nhiém HIV
(AIDS) hoac cac bénh lay truyén qua dwong tinh duc khac.

Carbohydrat/Chuyén hda

Mot s6 bénh nhan ding progestogen cé thé bi giam dung nap glucose. Bénh nhan tiéu dvong
can dugc quan sat chat khi dung liéu phap nay.

Ch&c nang gan

Neu vang da phat sinh & bat ky phu ni* ndo ding SAYANA PRESS, nén can nhéc khong tiép
tuc dung thu6c nita. (xem phan 6.3).

Tdng huyét &p va rdi loan lipid

Céac bang chirng han ché cho thdy nguy co bién ¢d tim mach ting nhe & phu ni bi ting huyét
ap hodc roi loan lipid st dung thu6c tiém chi c6 progestogen. Neu phat sinh tang huyét ap
trong khi diéu tri bang SAYANA PRESS va/hodc khong thé kiém soat thich dang ting huyét
ap bang thu6c ha huyét ap thi nén ngirng s dung SAYANA PRESS. Cac yéu td nguy co

khac cho céc rdi loan huyét khoi dong mach bao gom: Tang huyét &p, hat thude 14, tudi tac,
roi loan lipid, dau nra dau, béo phi, c6 tién st gia dinh, r6i loan van tim, rung nhf.

Nén st dung SAYANA PRESS than trong & nhitng bénh nhan c6 mdt hodc nhiéu cac yéu to
nguy co nay.

Cac tinh trang khac

Céc tinh trang sau day dad duvoc bdo céo trong qué trinh mang thai va trong khi dung hormone
sinh duc steroid, nhung chua thiét [ap dugc mdi lién quan véi viéc st dung progestogen: vang
da va’hodc ngta lién quan dén & mat; hinh thanh sédi mat; r6i loan chuyén hda porphyrin;
lupus ban dé hé théng; hoi ching tang uré huyét tan huyét; maa giat Sydenham; mun rdp sinh
duc; mét thinh giac lién quan dén xo cirng tai.
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Xétnghiém trongphong thinghiém

Céac nha nghién ctru bénh hoc nén dwoc bao vé viéc digu tri bang progestogen khi danh
gia cac mau xét nghiém lién quan. Bac s phai dugc thong bao rdng mot sé xét nghiém
ndi tiét va chirc nang gan nhat dinh, va céng thirc mau cé thé bi anh hwdng baéi diéu tri
bang progestogen:

a) Giam steroid trong huyét twemg/nuéc tiéu (vi du: progesteron, estradiol, pregnanediol,
testosteron, cortisol)

b)  Giam ndng dd gonadotropin trong huyét tvong va nwéc tiéu (vi du: LH, FSH).
c)  Giam nong do globulin lién két hormon gi¢i tinh (SHBG).
Taduwoc

Do thuéc c6 chira methylparahydroxbenzoat va propylparahydroxbenzoat, nén cé thé gay ra
cac phan ng di (ng (c6 thé xuét hién cham), va dic biét 1a co that phé quan. Thudc chira it
hon 1 mmol natri (23 mg) trong méi 104 mg/0,65 ml, nghta la vé co ban ‘khong co6 natri’.

Né&u gip bat ky bénh ly/yéu t6 nguy co di dé cap nao, nén can nhic so sanh lgi ich cla viéc
dung SAYANA PRESS véi nhitng nguy co c6 thé)co cho tlrng ca thé phu ni va thao luan voi
ho trwéc khi quyét dinh bat dau dung thubc. Trop~dfuoug hop tinh trang ning hon, tram
trong hon hodc xuét hién lan dau bat ky tinh trang hay yéu t6 nguy co nao trén day, nguoi
dung thudc nén lién lac vGi bac st cia minh. Khi d6 bac s phai quyét dinh c6 nén nglrng st
dung SAYANA PRESS khong.

Kh& nang sinh san, phu nit c6 thai va thi ky cho con bd
Kha& nang sinh san

SAYANA PRESS duoc chi dinh dé phong nglra mang thai.

Kha nang sinh san (thu thai) c6 thé bi cham hodi phuc tré lai sau khi ngirng dung SAYANA
PRESS(xem phan 7. Than trong khi st dung - Rung tritng tré lai).

Mang thai

SAYANA PRESS bi chéng chi dinh & phu ni* mang thai. M6t s6 b&o c&o cho thdy rang co
md&i lién quan gilta sy phoi nhiém trong tlr cung v&i cac thudc progesteron trong ba thang dau
cla thai ky vé@i bat thuong trong bd phan sinh duc cla bao thai nam va nir. Néu dung
SAYANA PRESS trong khi mang thai, hodc néu bénh nhan cé thai trong khi st dung thuéc
nay, bénh nhan can dvgc canh bao vé nguy co tiém an cho thai nhi.

M6t nghién ctru cho thay tré so sinh tlir cac trudng hop mang thai khéng chl y xay ra tiv 1 dén
2 thang sau khi tiém bap medroxyprogesteron acetat 150 mg c¢6 nguy co nhe can khi sinh cao
hon; diéu nay lai cé lién quan dén nguy co tr vong so sinh cao hon. Tuy nhién, nguy co tong
thé cla tinh trang nay la rdt thdp vi cac trwong hgp mang thai trong khi ding
medroxyprogesteron acetat 150 mg tiém bap la khong thuong gap.

Tré bi phoi nhiém medroxyprogesteron acetat trong tir cung va dwoc theo ddi dén tudi thanh
thiéu nién khdng cho thdy cé bang ching nao vé tac dung khong mong mudén dén stc khoe
bao gdbm phat trién thé chat, tri tug, tinh duc hay x& hdi.

30



LPD-PIL Title: Sayana Press

LPD-PIL date: Nov 21, 2016

Country: Vietnam

Reference Label: EUSPC (WRS Master SPC Sayana Press) Reference Effective date: Jul 27, 2016

Thoi ky cho con bu

Da phat hién c6 ham lvgng nhé cua thude trong sira cta cac ba me dung medroxyprogesteron
acetat. O cac ba me cho con bl dwoc tiém b&p medroxyprogesteron acetat 150 mg, thanh
phan, chat lvgng va lugng stta khong bi anh hwdng khdng mong mudn. Tré mai sinh va tré so
sinh phoi nhiém medroxyprogesteron acetat tir sita me da dwoc nghién ciru vé anh hwdng dén
st phat trién va hanh vi dén tudi day thi. Chua thdy cé tdc dung khéng mong muon nao duoc
ghi nhan. Tuy nhién, do han ché vé dit liéu lién quan dén tdc dung ctia medroxyprogesteron
acetat I&n tré bl me dwdi sau tuan tudi, SAYANA PRESS nén duoc ding khong sém hon sau
tuan sau khi sinh, khi hé enzym cla tré so sinh da phat trién hon.

Anh huéng 18n kha nang lai xe va van hanh may méc

SAYANA PRESS khong c6 anh hvdng dén kha nang lai xe va van hanh may méc

D liéu an toan tién lam sang

D liéu tién Iam sang cho thdy khdng cé nguy hiém dac biét nao cho con nguoi dva trén cac
nghién cu truyén théng vé an toan dwgc ly, doc tinh)liéu 1ap lai, doc tinh gen va kha nang
gay ung thu. Medroxyprogesteron acetat dd dugc chwnglmnh la c¢6 cac tdc dung khéng mong
mudn Ién kha nang sinh s&n & dong vat va bi chdng chi dinh s& dung trong thai ky.

8. TUONG TAC vOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
Chua thyc hién nghién ctu twong tac nao véi SAYANA PRESS.

Twong tac voi cac thude khac (bao gom ca thuéc udng chéng dong mau duong udng) hiém
khi duvgc bao céo, nhwng nguyén nhan chwa dugc xac dinh. Bénh nhan dugc diéu tri dong
thoi voi cac thude khac nén lvu y kha nang tvong tac.

Medroxyprogesteron acetat dwoc chuyén héa in vitro ch yéu b&i hydroxyl hoa qua CYP3A4.
Céac nghién clru twong tac thudc - thudc dac hiéu danh gia tac dong lam sang cua cac chat
cam tng hoac tc ché CYP3A4 Ién medroxyprogesteron acetat chua dwoc thic hién va vi vay
khong rd tac dung Iam sang cla cac thudéc cdm (rng hodc (rc ché CYP3A4.

Tuwong ky

Khéng ap dung

9. TAC DUNG KHONG MONG MUON
Céc tac dung tir cac thr nghiém lam sang:

Bang duw6i day cung cdp danh sach cac tdc dung khdng mong muén véi tan s6 dva trén dir
liéu do moi nguyén nhan trong cac thir nghiém Iam sang trén tdng sd 2053 phu nir st dung
medroxyprogesteron acetat gidi phong kéo dai tiém du¢i da dé tranh thai. Tac dung khong
mong mudn thuong gap nhat (>5%) duoc bao cdo la dau dau (8,9%), rong kinh (7,1%), tang
can (6,9%), mat kinh (6,3%) va phan (ng tai cho tiém (bat ké loai nao, 6,1%).

Tac dung khong mong mudn duwgc liét ké theo cac loai nhv sau:
Rat thvong gap (>1/10)
Thuwong gép (>1/100 dén <1/10)
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Tan sudt khong rd (khdéng thé wéc tinh tir div liéu c6 san)

Tac dung tlr theo ddi sau khi lvu hanh thuéc:

Ngoai ra, cac tac dung khong mong mudn quan trong vé y té thu dwgc tir dir liéu sau khi lvu
hanh thudc v&i viéc tiém medroxyprogesteron acetat giai phong kéo dai (tiém bép hodc dudi

da) cling dugc bao gom trong danh sach du¢i day:

Phan loaitheo hé Ratthuwons

Thuwong gap
théns/co cuan sap
u lanh tinh, ac
tinh va khéng xac
dinh (bao gdom ca
cac nang vapolyp)
R6iloan hé mién
dich

Rdiloan chuyén

héa va dinh duvdng

Tram cdm, mat
ngd, lo au, roi
loan tinh cam, dé

Roiloan tam than

bi kich thich,
ham muon tinh
duc giam
R&i loan hé than Chong mét, dau
kinh dau

R6i loan tai va tai
trong

Roi loan tim

Roi loan mach

mau

DPau bung, budn
non

Roi loan tiéu hoa

Rdiloan gan mat

Roiloan da va mo

Mun

itgap Hiém edp

Ung thu va
(xem phan

7)

Phan (rng qua
man (xem phan
7)

Gilr nudc (xem
phan 7), them
an, chan an
cana thang, roi
loancaitKClic,
khong dat cuc
khodi

Pau ntra dau,
budn ngu
Choéng mat

Nhip tim nhanh
Tang huyét ap
(xem phan 7),
gidn tinh mach,
bdc hda

Chuéng bung

Rung téc, ram RGi loan

Khoéns rd tan

sudat

Phéan (rng phan
vé, phan rng
dang phan vé,
phu mach (xem
phan 7)

Co giat

Nghén mach
phéi, tdc mach
va huyét khoi,
(xem phan 7),
viém tac tinh
mach

Vang da, Men
gan bét thuong
(xem phan 7)
Ran da
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Phan loaitheo hé
thons/co auan

duwégida

Rdiloan coxwong

va mo lién két

Roiloan hé sinh

san va vi

Rdiloan chung va
tinh trang tai noi

sir dung thudc

KEt qua xét

nghlém/kiém tra

Ratthuons

sap

Thuons sap

Pau lung, dau tay
chén

Rong kinh rong
huyét, rong
huyét, rong kinh
(xem phan 7),
dau bung kinh,
Mat kinh, viém
am dao, dau
nguc.

Mét méi, phan
(ing tai cho tiém,
teo/ldm kéo dai
tai chd tiém,
sung/10i tai chd
tiém, dau/tang
nhay cam tai chd
tiém

Téng céan (xem
phan 7), xét
nghiém té bao cd
tlr cung bat
thuong
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His . Khons rd tan
i iém sap .
ILsM SuAt

16ng, viém da,
bam mau, xam
da, phét ban,
nglra, ndi mé
day

DBau khép, co
thét co bap

chuyén héa
m& méc
phai

Loéng xuwong,
Gay xwong do
lodng xuwong
u nang buéng

trirng, xudt

huyét t&r cung

(khdng thuong

Xuyeén, tang,

gidm), khi hu,

dau khi giao

hop, bénh chay

sira, dA/viing

chau, viemJihErm

am dao, hoi

chiing tién kinh

nguyét, tang

nhay cdm &

nguc, né nguc

S6t Suy nhugc

1/r%

Gidm mat do Giadm can
xuong(xem (xem phan
phan 7), Giam 7)

dung nap

glucose (xem

phan 7), men

gan béat thudng

lult'y ~
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Bdao céo cac tac dung khéng mong mudén nghi ngo

Viéc bao cao cac tac dung khong mong mudn nghi ngd sau khi thudéc duoc phé duyét la rat
quan trong. Diéu nay cho phép tiép tuc theo ddi can bang loi ich/nguy co cla thubc. Céc
chuyén vién y té dvoc khuyén khich bao cao bat ky tdc dung khéng mong mudn nghi ngd nao
trong qud trinh lvu hanh thu6c.

10. QUA LIEU

Khéng can bién phép tich cwc nao ngoai viéc nglrng diéu tri.

11. PIEU KIEN BAO QUAN VA HAN DUNG

11.1. Than trong dac biét khi bado quan

Bao quan & noi kho rao, nhiét do dwdi 30°c. Khdng dé trong tu lanh hodc lam dong da
11.2. Han dung

Thudc chua mé: 36 thang ké tlr ngay san xuat.

Sau khi mé: st dung ngay, bé di bat ky phan nao khong st dung

12. TEN, PIA CHI, LOGO (NEU c0) CUA NHA SAN XUAT

Nha san xudt: Pfizer Manufacturing Bielgigm-NV, Rijksweg 12, 2870 Puurs, Bi
Ngay xem xét stra ddi, cap nhat lai ndi dung huéng dan st dung thudc:
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TUQ- cvc TRUONG
phong
BM fuyn ffuy,
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