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SAYANA PRESS®
Théng tin danh cho bénh nhan

Rx

Thudc chi ban theo don.

Poc k§ hwéng dan sir dung truéc khi dang.

Thong b&o ngay cho béac sT hodc dwgc st nhitng tac dung khéng mong mudn gdp phai khi
str dung thudc.

De xa tam tay tré em.

1. THANH PHAN VA BINH LUONG THUOC

Dung cu tiém Uniject chta litu don SAYANA PRESS véi 104 mg medroxyprogesterone
acetate (MPA) trong 0,65 mL hon dich dé tiém.

Céc t& dwoc voi tac dung da biét:
Methyl parahydroxybenzoat - 1,04 mg mdi 0,65 ml

Propyl parahydroxybenzoat- 0,0975 mg mdi 0,65 ml
Natri - 2,47 mg mdi 0,65 ml

Danh muc ta duoc day du:

Macrogol 3350, Methyl parahydroxybenzoate, Propyl parahydroxybenzoate, Natri clorid,
Polysorbat 80, Monobasic Natri Phosphat Monohydrat, Disodium Phosphat Dodecahydrat,
Methionine, Povidone, Acid hydrochloric va/hodc Natri hydroxide dé diéu chinh do pH,
Nudc dé tiém.

2. MO TA SAN PHAM

Hon dich dé tiém

Hon dich thuan nhét c6 mau trang dén trdng nga khi dwoc pha tron.

3. QUY CACH BbONG GOl

Hon dich dé tiem SAYANA PRESS dwoc cung cép trong dung cu tiém Uniject dong sén 0,65
ml thudc.

Hop 1dung cu tiém Uniject dong sén 0,65 ml thudc.
4. THUOC DUNG CHO BENH GI
SAYANA PRESS la mét thudc tranh thai. Thudc cé thé dung:

» De tranh thai lau dai khi ban va nguoi cung cdp bién phéap tranh thai cho ban (vi du:
bac si, diéu dwdng hodc nhan vién y té) quyét dinh rang phurong phap nay pht hpUwoi ban
nhat. Tuy nhién, néu ban mudn dung SAYANA PRESS trén 2 ndm, nhan vién y té/\afe si/di.éu
dwdng cé thé mubn danh gia lai vé nguy co va loi ich cla viéc dung SAYANA PRESS dé
dam béao rang thudc nay van 1a lya chon t6t nhét cho ban.
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» Cho tré vi thanh nién, nhung chi khi da thdo luan véi ngucri cung cdp bién phap tranh
thai cho ban vé céac bién phap tranh thai khac ma khdng tim dwgc phwong phap phu hgp hoac
phrong phap chap nhan duoc.

Hoat chat ciia SAYANA PRESS la medroxyprogesterone acetate (MPA), mot chét twong tu
(nhwng khdng gidng hét) nhu hormon progesterone ty nhién dugc san xuét trong budng trirng
trong sudt nita sau cla chu ky kinh nguyét. SAYANA PRESS tac dung bang cach ngin
khong cho trirng phat trién hoan toan va khéng cho rung khéi budng triing trong sudt chu ky
kinh nguyét. Neu trirng khong rung, trirng khéng thé duwoc tinh triing thu tinh va gay thu thai.

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG

Viéc sir dung SAYANA PRESS nhirng lan dau can duoc thwc hién bdi nhan vién y té€. Néu
nhan vién y té thdy phu hop, ban cé thé ty tiém cho minh sau khi duvoc huédng dan va dao tao
vé k¥ thuat tiém va lich dung thudc.

Céach dung va duwong dung

SAYANA PRESS duoc tiém dudi da & phia trwde cta dui trén hodc bung. Mi tiém dau tién
can duoc thie hién dwdi sw gidm sat clia bac si, diéu dwdng hodc nhan vién y té. Neu bac st
cho 1a pht hop, ban c6 thé Iya chon tu tiém thudc cho minh. Ban s& dwoc hwéng dan cach tu
tiém dudi sy giam sat trede khi ban tw 1am & nha. Hwdng dan chi tiét vé quy trinh tiém duoc
cung cdp trong to roi nay va can dugc tuan tha chat ché. Ban can ti€p tuc dung SAYANA
PRESS lau dai nhw dugc béac sT hwéng dan hodc cho dén khi ban mudn c6 con hodc chuyén
sang mot phuong phéap tranh thai khéc.

Tiém lan dau

Liéu SAYANA PRESS 104 mg dugc tiém dwéi da (vao I6p m& ngay dwéi da), va phia truée
dui trén hoac bung 3 thang mot lan (12 dén 13 tuan). SAYANA PRESS sé chi cé hiéu qua
néu ban tiém thudc vao thoi diém thich hop. Be dam bao rang ban khdng mang thai vao thoi
diém tiém mii dau tién, can tiém mdi dau tién CHI trong vong 5 ngay dau cla chu ky kinh
nguyét binh thuong cla ban.

Sau khi sinh con: Néu ban dung SAYANA PRESS sau khi sinh con va ban khong cho con bu
me, min tiém dau tién PHAI dwoc tiém trong vong 5 ngay.

C6 béng chirng cho thdy phu nit dwoc ké toa SAYANA PRESS ngay sau khi sinh
thic thai ky co thé h chdy mau nhiéu va kéo dai. Do d6, can than trong khi dung S
PRESS trong th&i gian nay.

Cac mdii tiém sau do

Céac litu SAYANA PRESS sau d6 sé duoc tiém 12 dén 13 tuan mot 1an, (nhung khong tré
hon 14 tuan sau mdii tiém trudc dd), bat ké thoi gian va lugng mau kinh nguyét cta ban.

Diéu quan trong la ban phai tiém mdi tiém tiép theo dlng thoi diém.

Lén ké& hoach tiém

« Neu ban ty tiém, hdy dam béo rang ban c6 mot cach dé tw nhac thoi diém tiém mii tiép
theo (vi du: ding lich, nhat ky ho&c dién thoai bao nhac
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Chuan bi tiém
1 Chon mét vi tri tiém (bung hodc phia trudc dui trén) ma ban dé nhin thdy va cham toi

duoc bang ca hai tay, cling nhu chon mat vi tri ngdi thodi mai cho ban. ¢ gang ding vi tri
tiém khac nhau cho mdi mii tiém dé khdng phai tiém vao ciung mdt chd qua nhiéu lan.

2. Hay dam bao rang thuéc & nhiét dd phong, can than xé mé& bao dung & khia xé va lay
dung cu tiém ra.

3. Gilr chat dung cu tiém va lc manh trong t6i thiéu 30 gidy dé tron thudc.

Tuw tiém:

Cén than tuan theo tirng budc trong hudng dan & cudi to roi nay vé cach tu tiém.
Nhirng diém quan trong can lvu y:

Khi ty tiém, ban phai an dung cu tiém vai ap luc déu, cham trong 5-7 gidy dé day thudc ra.
Neu ban c0 &n qua nhanh, ban c6 thé cam thdy co luc can va khong thé tiém thudc duoc. Neu
viéc nay xay ra, diéu chinh lyc ndm néu can va an nhe nhang hon dé ddy toan bd thudc ra.
Néu con lai mot lwgng thude rdt nhé quanh canh 6ng (khoang chira thudc) thi diéu nay la binh
thong. NEu ban gdp van dé khi tiém hodc néu ban cdm thdy minh c6 thé da khong tu tiém da
litu vi bat ky ly do gi, KHONG dugc tuy’tiém thém mot mii tiém nita. Hay hoi v kién bac sT,
diéu dwdng vién hodc nhan vién y té vi liéu tiém mot phan cé thé khong ngtlra thai duoc.

Vao bét ky thoi diém nao, néu ban khong muén tiép tuc tu tiém vi bat ky ly do gi, hay néi voi
béac si, diéu dwdng vién hodc nhan vién y té cla ban tredc khi dén han tiém mdi tiép theo, dé
ho c6 thé sdp xép viéc tiém cho ban vao ding thoi diém.

Ban can phai tiép tuc gdp béac st hodc nhan vién y té theo dinh ky nhw dwot khuyén nghi it
nhat 1a mot nam mot 1an, dé ho co thé kiém tra xem liéu SAYANA PRESS van Ia lya chon
tot nhét cho ban va dé ban dwgc kiém tra steic khoe sinh san thwong quy.

Néu ban c6 bét ky cau hoi hay sw lo 1ang nao, hay xin y kién cla bac si, diéu dudng hoic
nhan vién y té, dac biét néu co bat ky van dé gi trong khi tiém hodc ngay sau khi tiém.

6. KHI NAO KHONG NEN DUNG THUOC NAY

« N&u ban di ¢ng (qua man) véi medroxyprogesterone acetate (MPA) ho&c v&i bat kymranh
phan nao khac clla SAYANA PRESS vV -

» Néu ban nghT ban c6 thé cd thai

e Neu ban bi chdy mau am dao khéng r6 nguyén nhan

* Neu ban bi bénh vé gan

« N&u ban bi hodc nghf rdng minh bi ung thr vi hodc co quan sinh duc

* NEu ban c6 cuc mau dong trong tinh mach & chan ("huyét khoi tinh mach sau") hodc cuc
mau dong da dich chuyén dén phdi hodc mot phan khéac trong co thé clia ban ("thuyén tac
mach")

* Neu ban c6 cac van dé vé tuan hoan (vi du: dau & chan hodc nguc khi ban di bd) hodc
mau dé dong ("ching huyét khéi" hodc "tdc mach™)
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» Néu ban duogc chan doan bi lodng xuong, mém hodc yéu xwong
© Néu ban bi hodc dé tling bi bénh anh hwéng t&i mach mau ndo
7. TAC DUNG KHONG MONG MUON

Gidng nhu tat ca cac thudc khac, SAYANA PRESS c6 thé gay tac dung khdng mong mudn,
mac du khong phai tat cd moi ngudi déu bi. Néu bat ky tdc dung khéng mong muén nao tré
nén nghiém trong, hodc néu ban nhan thdy bat ky tdc dung khéng mong mudén nao khong
duoc liét ké trong to roi nay, vui long ndi véi bac sThodc dwgc sT cla ban.

Néu ban dang ty titm SAYANA PRESS va khong gédp béc si thwong xuyén, diéu quan trong
la ban biét dwoc cac tdc dung khong mong mudn cé thé c6, cach nhan ra ching va khi nao
can sy tro gilp y t€ khan cap. Nén ghi nhé muc nay trong to roi va doc lai muc nay
thuong xuyén.

N&u ban lo lang vé bt ky triéu chiing ho3c thay ddi bat thuong nao vé stc khoe, hay néi voi
bac sT, diéu dudng vién hodc nhan vién y té cla ban.

Néu ban gdp bat ky tac dung khéng mong mudn nghiém trong nao sau day, hay tim sy
tro gilp y té ngay lap tic:

e Phan &rng di 'ng nghiém trong (khong rd tan xuat xay ra)

Céc triéu chirng bao gdm thd' khd khe, kho thd' hodc chong mét, swng mi mat, mit, moi hoic
hong, phat ban da, néi may day. Phan (ng di Ung c6 thé xay ra sém sau khi tiém hodc cé thé
sau mot thoi gian méi xuét hién ¢ mot s6 ngud'i. Neu bét ky triéu chiing nao xuét hién vao béat
ky thoi diém nao, ngay ca néu ban da tung dung Sayana Press trwdc do, hdy tim su tro gilp y
t€ ngay lap tic.

« Cuc mau dong trong phdi (khong ro tan suat xay ra)

Cac triéu chiing bao gébm

dot ngdt ho bat thwong (co thé ho ra mau)

dau dir doi & nguc, cd thé dau hon khi tho sau

dot ngdt kho thd hodc thd' gap khdng rd nguyén nhan
hoa mét hodc chéng mét nang

tim dap nhanh hodc bét thvong

dau di doi & bung

o

O O © O o

e Cuc mau dong & chan (khong rd tan suat xay ra)
Céc triéu ching bao gdm dau dir ddi hodc sung & cang chan hodc ban chan, cd thagpkéem VOI
tdng nhay cam, cdm giac &m hodc doi mau da.

« Cuc mau dong trong mat (khong rd tan suét xay ra)
Céc triéu chung bao gdm mat thi lvc, dau va sung mat, dac biét la khi xay ra dot ngot

« Dot quy (khong rd tan suit xay ra)
Céc triéu chirng bao gom
o yéu hoic té § mat, canh tay hodc cang chan, dic biét 1a & mot bén clia QO thé
o dotngot bi 10 1an, gap khé khidn khi n6i hodc hiéu
o dot ngdt gip kho khan khi nhin 8 mot hodc ca hai mat
o dot ngdt gap kho khin khi di bd, chéng mit, mat thing bang hoic digu van
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0 dot ngdt bi nhirc dau nang hodc kéo dai khdng rd nguyén nhan
0 mat tri gidc hodc ngéat xiu kém hodc khong kém co giat.

Cac tac dung khdng mong mudn khac bao gom:

Thuwong gap: (co6 thé anh hwdng dén t6i da 1trén 10 nguoi)

Tang can

Pau bung (co ctrng Q0)

Buon non

Mun trirng ca

Mat kinh (mau kinh rat it hodc khong c6 kinh)
Chay mau nhiéu, thwong xuyén va/hodc bat ngo
Chu ky kinh nguyét bét thvong

Pau trong chu ky kinh nguyét

Pau vi/ tang nhay cdm vung va

Tram cam

Yéu stic hodac mét moi

Pau dau

Phan tng tai cho tiém (bao gdbm dau, tdng nhay cam, u cling, da bi 16m/triing kéo dai).

Ban c6 thé cam thdy dau nhirc hodc thdy dé quanh chd tiém ngay sau khi tiém. Cac phéan (ng
nhe nay la thuedng gap. Néu phan (rng nao ban lo 1ang vi bat ky ly do gi, dic biét 1a gay dau
don, hodc khdng cam thdy d&' hon sau mot thoi gian ngan, hay noi véi bac st

Cau kinh

Lo &u

Khé ngl

Giam cam giac tinh duc

Kich tng hodac ngra &m dao

Thay ddi cdm xUc

Chéng mat

Pau lwng

Pau & chi

KEt qua phét té bao co tlr cung bét thuong

Khong thwong gap: (c6 thé anh hudng dén t6i da 1trén 100 ng

DI (*ng thudc

Ram long (l16ng bét thuong)
Cam giac day bung

U dich

Khi hv am dao

Khé am dao

Dau khi quan hé tinh duc

U nang budng tring

Pau vung xuong chau

Hoi ching tién kinh nguyét
V( thay dai kich c@
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V( tiét stta 8 phu nir khong dang cho con b me

Thay doi cam giac thém an

Chubt rat

Dau khép

Budn ngu

Pau nira dau

Choéng mat (cdm giac quay cudng)

No6ng birng

Huyét ap cao

Nhip tim nhanh

Cang gian tinh mach

NGi ban

Nglra

NG&i may day

Rung téc

Kich tng da

Bam

Mat ddi mau

Viém tinh mach (cam thdy nhay cdm hodc dé & vung bi viém)
Cang thang

Giam mat do khoang chét xwong (xét nghiém chan doan lodng xu'ong\I* ~"éu~wong)
Yéu 6t

Giam dung nap glucose (ndng d6 dwong trong mau vuot qua ngudng)
Roi loan xuc cam

Khong thé dat cam giac cuc khodi khi quan hé tinh duc

Hiém gap: (c6 thé anh hudng dén t6i da 1trén 1.000 nguoi)
Ung the va
S6t
Giadm can
Da bi bién dang tai chd tiém
K&t qua xét nghiém chirc nang gan bat thwong (xét nghiém méau dé do mic ton thuong
gan)
Khong rd: tan suft khéng thé wac tinh tir div liéu c6 san
» Lodng xuong (xwong yéu) bao gom gay xuong do lodng xuong
« Dong kinh
« Chitc ndng gan bat thuong, chédng han nhw vang da hodc vang mét (ching vang da)
e Vetranda

Téac dung cé thé cé trén chu ky kinh nguyét

Pa s6 phu nir ding SAYANA PRESS sé bi thay doi vé kinh nguyét. Mot s6 it nguoi bi chay
mau béat thuong, va sav 12 thang st dung, 60% sé hoan toan khdéng cé kinh nguyét hodc ra
mau rat it.
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Téac dung c6 the cd trén xuong

SAYANA PRESS hoat dong bang cach lam giam nong do estrogen va cac hormon khéc. Tuy
nhién, ndng do estrogen thdp c6 thé lam cho xuwong tré nén lodng hon (bang cach giam mat
dd khoang chét xuong). Phu ni¥ ding SAYANA PRESS c¢6 khuynh hwéng cé mat do khoang
chat xuwong thap hon phu nit cung dd tudi chwa bao gio dung thudc nay. Céc tac dung cla
SAYANA PRESS cao nhét trong 2-3 nam dau st dung. Sau d6, mat do khoang chét xwong
c6 khuynh hudng 6n dinh va c6 phan h6i phuc doi chat sau khi ngwng dung SAYANA
PRESS, van chua thé néi SAYANA PRESS cé lam ting nguy co bi lodng xuong (yéu
xwong) va gay xuong khi cao tudi hay khong.

Du¢i day la cac yéu to nguy co lam tdng kha nang xuét hién chirng lodng xwong khi cao tudi.
Ban can thao luan véi béc sTtrede khi bat dau diéu tri néu co bét ky yéu t6 nao sau day vi co
thé c6 bién phap tranh thai thay thé khac phu hgp hon cho nhu cau cla ban:

» S dung ruvou va/hodc thuée 14 kinh nién

e Sk dung kinh nién thudc cé thé lam giam khdi lvgng xwong, vi du: thudc chong co
giat hodc céac steroid

e Chi s6 khoi co thé (BMI) thap hodc réi loan an udng, vi du: chan an do tam ly hodc an
vO do

» Gdy xuong do chan thwong nhe trudc dé ma khéng phai do té nga

» Gia dinh c6 tién st nhiéu nguoi bi lodng xwong

Tré vi thanh nién (dén 18 tudi)

Théng thwong, xwong cla tré vi thanh nién tang trwédng va ting dd chéc nhanh. Xwong cang
chic khi dén do tudi trwdng thanh thi cang bao vé tét hon trong viéc chéng lai bénh lodng
xwong khi cao tudi. Vi SAYANA PRESS c6 thé lam cho xwong cla tré vi thanh nién trg nén
lodng hon vao thoi diém xwong can phai tang tredng, anh huong nay cua thudc cd thé dac
biét quan trong trong nhoém tudi nay. Xwong bat dau hdi phuc khi ngung ding SAYANA
PRESS, nhuwng van chua rd 1a mat do khoang chét xwong c6 dat duoc mic do gidng nhu khi
khbng bao gio dung SAYANA PRESS hay khong.

Vi vay, ban can thao luan vo6i nguoi cung cdp bién phap tranh thai xem liéu mét hinh
thirc tranh thai khac c6 thé pht hop hon cho ban hay khong tredc khi bat dau ding
SAYANA PRESS

Néu ban dung SAYANA PRESS, c6 thé c6 ich cho xwong néu ban thuong xuyenhkh céc hai
thé duc ganh trong lwvo'ng co thé va c6 mot ché dé an lanh manh, bao gém dung" élylang
canxi (vi du: trong cac san pham tlr stra) va vitamin D (vi du: trong dau ca).

Nguy co ung thw

Céc nghién cttu trén phu nit ding mot loat bién phép tranh thai bang thudc phat hién rang phu
nir duing progestogen dang tiém nhv SAYANA PRESS d€ tranh thai khong bi tang nguy co
tong thé vé viéc xudt hién ung thv budng tring, tir cung, cb tl cung hoac gan.

Ung thw vi hiém gdp & do tudi dwdi 40, nhwng nguy co tang Ién khi phu ni tré nén cao tudi
hon.
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Nguy QO ung thu va dwong nhu tang nhe & phu nir dirng bién phép tranh thai qua dwong tiém
so vGi phu ni cing do tudi khéng ding bién phap tranh thai bang hormon.

Nguy co tang thém vé sy phét trién ung thrr v nay can phai duoc can nhéc so voi lgi ich da
duoc biét cia nhitng thuéc nhu SAYANA PRESS. Khong chic chén 1a viéc tiém thubc co
lam tang nguy co ung thw vi hay khong. Cé thé la phu nir dung bién phap tiém duoc kiém tra
thuong xuyén hon, nén bénh ung thr va dugc phat hién sém hon. Ung thu vl c6 vé it di can
hon & phu ni¥ ding céac thudc nhu SAYANA PRESS so v6éi phu nit khéng dung thudc.

Nguy co phéat hién ung thu vi khong bi anh hwong béi viéc da tiém thudc dugc bao lau,
nhung bi anh hwdng boi do tudi khi ngung thudc. Diéu nay la vi nguy co ung thw vi ting 1én
manh khi phu ni trd nén cao tudi hon. Muoi nam sau khi ngwng tiém thudc tranh thai dang
hormon, nguy co phat hién ung thv vi gidng nhu d6i véi phu nit chra bao gio dung bién
phap tranh thai dang hormon.

Trong s0 10.000 phu nit ding thudc tiém nhuy SAYANA PRESS trong tdi da 5 ndm, nhung
ngung dung thudc khi 20 tudi, wéc tinh c6 tang thém dwéi 1truong hop ung thw va dugc phét
hién ra cho dén 10 ndm sau do, so véi con s6 twong ty phat hién dugc & 10.000 phu ni chua
bao gio tiém thudc.

Trong s0 10.000 phu nit dung thudc tiém nhv SAYANA PRESS trong 5 ndm va nglrng ding
thuoc khi 30 tudi, cé thé co tang thém 2 hodc 3 tredng hop ung thw v dwoc phat hién ra cho
dén 10 nam sau dd (ngoai 44 trwdng hop ung thw vi dwoc phét hién & 10.000 phu nir trong
nhém tudi nay chua bao gid tiém thudc).

Trong s6 10.000 phu nr dung SAYANA PRESS trong 5 ndm va nglrng dung thudc khi 40
tudi, co thé cd tang thém khoang 10 truong hop duogc phét hién ra cho dén 10 nam sau do6
(ngoai 160 trvong hop ung thw vi phat hién ra & 10.000 phu nir trong nhém tudi nay chua
bao gio tiém thudc).

Cé&c nguy co khéc:

Neu ban bi

» DOt ngdt mét toan bd hodc mot phan thi luc, song thi, roi loan dong mau nhu co
thuyén tic phéi (cuc mau dong trong phdi) hodc dot quy, ban khéng duoc tiém thém
SAYANA PRESS nira.

« Bi dau nlra dau, ban can tw van v&i bac sTtrwde khi tiém thém SAYANA PRESS.

« Vang da (vang da hodc vang mat), ban nén tv van vai béac sT trudc Wp3tliem thém
SAYANA PRESS.

Béo cdo tac dung khdng mong mudn

Neu ban bi bat ky tdc dung khéng mong mudn nao, hdy noi véi bac si, dwoc sT hodc diéu
dwdng vién. Viéc nay bao gom bat ky tac dung khdng mong mudn cé thé cé nao khong liét ké
trong to' roi nay. Ban c6 thé gilp cung cdp thém thong tin vé tinh an toan clia thudc bang cach
bao cdo cac tac dung khéng mong muon.

8. NEN TRANH DUNG NHUNG THUOC HOAC THuC PHAM GI KHI BANG s
DUNG THUOC NAY
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Céc nghién ctru tuvong tac véi SAYANA PRESS chua duoc thuc hién.

Vui 1ong ndi véi béc ST, duoc sT hodc diéu dudng biét néu ban dang dung hodc gan day cd
dung bat ky thudc nao khac, bao gdm céc thuéc khong ké toa. C6 mat sd thude co thé two'ng
tac véi SAYANA PRESS. Cac thu6c nay bao gom thu6c lam lodng mau (chong dong).

Poi khi, cac thudc co thé tac dong lan nhau. Neu ban dwoc diéu tri bdi bt ky béc s, diéu
dudng hodc nhan vién y t€ di trinh d6 chuyén mon nao khac, hdy dam bao la ho biét ban
dang dung bién phéap tranh thai véi SAYANA PRESS.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC

Neu ban bd 16 mot mdi tiém hodc dé lau hon 14 tuan gitta cac lan tiém, ban c6 nguy QO thu
thai cao hon. Hay ndi v&i bac si, dwoc sT hodc nhan vién y té dé tim hiéu xem khi nao ban can
tiém miii SAYANA PRESS tiép theo va bién phap tranh thai nao ban can dung trong khi cho'
doi.

10. CAN BAO QUAN THUOC NAY NHU THE NAO
. Bao quan & noi kho rao, nhiét do dud'i 30°C.
. Khong dwoc dé trong td lanh hodc lam dong da.

Virt b6 SAYANA PRESS cén than va ding cach sau khi st dung. KHONG BAO GIO tai st
dung dung cu tiém. Khdng dwgc vt dung cu tiém da dung vao thung rac thai sinh hoat.
Khong dwoc dong lai nép clia dung cu tiém da st dung sau khi tiém va phai virt bd mdt cach
an toan trong thung chira dic biét, tuan theo yéu cau cla dia phuong vé thai vat sic nhon.
Hay héi duoc sT clia ban vé hwdng dan thai thudc.

11. DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Hién chua cé thong tin cu thé vé anh hwdng hodc cach diéu tri qua lieu SAYANA PRESS.
Tac dung khdng mong mudn cé thé trd' nén nang hon khi ding qua liéu va c6 thé xuat hién
cac tac dung khéac thong thuong khong xay ra & lieu binh thuwong. Vui long tham van bac sT dé
c6 thém théng tin.

12. LAM GI TRONG TRUONG HOP DUNG QUA LIEU

Khéng can c6 hanh dong tich cwc nao ngoai viéc ngung dung liéu phap. Lién hé véi bac st
ngay lap tic.

13. NHO’NG BIEU CAN THAN TRONG KHI s&* DUNG THUOC
Hay trao doi vai bac si, duoc sThodc diéu dwdng triedc khi dung SAYANA PRESS. /
Trudc khi bac sTké toa SAYANA PRESS cho ban, ban cé thé can phai kham sim”nge.

Can thong bao cho bac sT biét néu ban c¢d, hodc trong qua khit tirng cé, bat ky tinh trang nao
sau day. Sau do6 bac sT sé thao luan v&i ban xem SAYANA PRESS c6 phu hgp véi ban hay
khéng.

Hay noi v&i bac st néu ban bi:
» Dau nira dau
« Déi thdo dwong hodc tién st gia dinh c6 nguoi bi dai thdo duong
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« Pau dit doi hodc swng & bép chan (cho thdy kha ning bi cuc mau dong & chan, tinh trang
nay c6 thé duoc goi la viém tinh mach)

« Cuc mau dong trong phdi (thuyén tic phdi)

« Cuc mau dong trong mat anh hwemg dén thi luc ciia ban (ching huyét Ichéi véng mac)

» CO tién st bi bénh tim hodc van dé vé cholesterol bao gom bét ky tién st nao cla gia dinh
e CO tién st bi tram cam

e Chu ky kinh nguyét bét thuong, ra it hodc nhiéu.

« X-quang nguc bét thwdng, xo nang vi, hach hodc khoi cuc & v hodc chdy mau tlr nim v
e Tung bi dot quy

e Gia dinh c6 tién st bi ung thu vu

e Bénh than

» Huyét ap cao

« Hen suyén

e Dong kinh

Bao vé chong cac bénh lay qua dwong tinh duc

SAYANA PRESS khong béo vé chéng lai nhiém HIV (AIDS) va cac bénh truyén qua duong
tinh duc khéc.

Phu nir mang thai va dang cho con bu

Khong dwoc dung SAYANA PRESS néu ban dang mang thai. Neu ban nghT ban c6 thé thu
thai trong khi ding SAYANA PRESS, hay cho bac sT biét ngay lap tuc.

Né&u ban dang cho con bu, chi bat dau tiém thuéc sém nhét 1a 6 tuan sau khi sinh, 1a thoi diém
khi tré da phat trién hon. SAYANA PRESS c6 thé truyén qua tré so sinh b me qua sita me,
tuy nhién khéng phat hién ra tac dung cé hai & tré em.

Ludn ludn hdi y kién bac si, diéu duéng hodc nhan vién y té truéc khi dung bat ky thudc nao.
Lai xe va vadn hanh may maéc

Khong quan sat thdy tac dung trén kha nang lai xe va stt dung may méc khi ding SAYANA
PRESS.

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

Methyl parahydroxybenzoate (E218) & propyl parahydroxybenzoate (E216). Nhitng thanh
phan nay c6 thé gay phan tng di rng (c6 kha nang xuat hién muon).

San pham nay chta it hon 1 mmol natri (23 mg) cho mdi 104 mg/0,65 ml, nghfa la vé co ban
‘khéng cé natri’.

Chuyén tlr cac phwrong phép tranh thai khac

10
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Khi ban chuyén tir cac phurong phép tranh thai khac sang, bac sT sé dam bao rang ban khong
¢6 nguy QO thu thai bang cach tiém cho ban mii d4u tién vao thoi diém thich hop. Neu ban
chuyén tlr phuong phap tranh thai dwdng udng, ban phai tiém mii SAYANA PRESS dau tién
trong vong 7 ngay sau khi dung vién thudc cudi cung.

Lam gi néu ban quyét dinh mudn cé thai?

Kha nang thu thai binh thwong cta ban sé trd lai khi hét tac dung cta mi tiém cudi clng.
Thoi gian can thiét thay ddi voi tirng phu nir khac nhau va khong phu thudc vao viéc ban da
ding SAYANA PRESS bao lau. O da s& phu nit, tic dung sé& hét sau 5 dén 6 thang sau mii
tiém cudi cung. Hon 80% phu nir sé c6 thai trong vong mot nam sau khi ngung SAYANA
PRESS. C6 thé c6 thai trong thang dau tién sau khi bd 16 mot mdi tiém.

14. KHI NAO CAN THAM VAN BAC si, DUOC sf

Hay ndi véi bac si, dwoc st cla ban néu ban can bat ky thong tin nao vé cach diing san pham
hodc co bat ky nghi ngai hodc van dé gi. Vui long gdp bac sT néu ban cd bat ky tac dung
khdng mong mudén nao. Tham van béc sTdé c6 thém thong tin.

15. HAN DUNG

36 thang ké tlr ngay san xuat.

16. TEN, P1A CHI, LOGO (NEU CO) CUA NHA SAN XUAT

Nha san xuét: Pfizer Manufacturing Belgium NV, Rijksweg 12, 2870 Puurs, BI

17. NGAY XEM XET SUA BOI, CAP NHAT LAl NOI DUNG TO HUOb
DUNG THUOC
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HUONG DAN st DUNG
Céch chuan bi va tiém thuéc Sayana Press

Gidi thiéu

Sayana Press 14 dung cu tiém dong sén thudc ding mot 1an, chira mot ligu don duoc
dong kin trong ngan chira. Nhirng chi dan nay thé hién Ian luot tirng bwéc cach chuan
bi va tiém thudc

Buwéc 1: Chuén bi s&n sang
Ban sé can:
- Dung cu tiém Sayana Press (nam trong tdi kim loai
doéng kin)
- M6t hop dé chira dung cu tiém da s dung. o Doone )
- M6t miéng 6t cotton sach hodc khan gidy ' '
VET KHIA SAN
 Rira kiva lam that kho tay trede khi bt dau.
+ Kiém tra dam bao tGi kim loai chira thuéc con nguyén
ven.
+ Kiém tra ddm bao thu6c chua qua han st dung.
e Dam bao thi kim loai chita thudc & nhiét dd phong.

Buéc 2: Lwa chon vi tri tiém W

 Luachon vi tri tiém phu hop, co thé chon phan bung
hodc bap dui trén phia trwvéc. Tranh khu vyc nhiéu
Xuong va ving rén.

e Vung da & vi tri tiém khong dwgc co seo hodc mot s6
bénh vé da nhv eczema hay vay nén

e Thay d6i vi tri tiém gitra cac lan tiém

e Lam sach vi tri tiém theo nhu nhan vién y t€ d& huéng
dan
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Budc 3: Chuan bi dung cu tiém
« Can than mé thi dung kim loai bang cach xé tai vi tri
khia san.

+ L&y dung cu tiém ra. Birng thao ngay nép day kim clia
dung cu

» Kiém tra dung cu tiém, can phai c6 mot khoang ha
gilra ndp day kim va dau vao.
» Loai bd dung cu tiém va si dung mot cai méi néu:
- Khodng cé khoang hé.
- Dung cu tiém bi hu hai.
- Nap day kim bi r&i ra hodc khong c6 nap day kim.

Buwdc 4: Tron déu thube

«  Giir chac dung cu tiém & dau vao

« Lac manh dung cu tiém trong it nhat 30 gidy dé tron
déu thudc

« Thubc phéi c6 mau trdng va dong nhat. Neu khong, bd
dung cu tiém di va st dung mot cai méi.

* NeEu thdy chat Iéng ri ra ngoai hodc c6 bat ky van dé
nao khac, bé dung cu tiém di va st dung mot cai maoi.

* Néu chua tiém thudc ngay, can Iap lai budc tron déu
thudc.
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Birdc 5: Kich hoat dung cu tiem

e Giu’chac dung cu tiem d dau vao, dam bao nap day
kim hubng len tren. Can than khong bop ngan chira.

e GO nap day kim bang tay kia

* An nap day kim mot each chac chan ve phia dau vao
den khi nap day kim khong tien them duoc nua. Dung
cu tiem bay gib da duoc kich hoat

» Lay nap day kim ra va bo di.
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Budc 6: Tiém thudc
Véo nhe mét vung I6n trén da, gilt nguyén nhu vay
trong sudt qua trinh tiém thudc.

Gitr phan dau vao cda dung cu tiém, kim tiém hudng
thang xudng.

Cam 8ng tiém vao da sao cho phan dau vao cham vira
t¢i da.

Bop nhe ngan chira dé tiém thudc mot cach tir tir. Ban
can thuc hién budc tiém nay trong vong 5-7 giay.

Kéo nhe kim tiém ra khéi da, tha tay dang giii da ra.

Kiém tra xem liéu c6 thudc bi chay ra khéi dung cu
tiém hodc xuat hién trén da hay khong.

Khong thay thé ndp day kim

Str dung mdt miéng 16t sach bang cotton dé &n nhe
vao vi tri da tiém trong vai gidy. Khéng xoa hay co xat
vi tri nay.
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Khuyén céo quan trong

Sau khi tiém, mdt lwong nhé thudc s& van con lai &
mép trong cla ngan chira, day la diéu binh thuong.

Tuy nhién, néu c6 bét ctr lwvong thudc nao bi chay ra
khoi dung cu tiém hodc xuat hién trén da thi c6 thé da
c6 van dé.

Néu ban tin rang vi bat ki mét ly do nao ma liéu
thudc khong dwoc dung day dud, hay thong béo voi
nhéan vién y té dé c6 bién phap tranh thai khac cho
téi khi str dung liéu tiém ti€p theo trong lich trinh.

Khong tiém thém liéu bo sung.
Chu Vsau khi tiém:

Neu ban gap béat ct triéu chrng nao ctia phan tng di
tng (xem phan 7 trong t& huéng dan st dung cho
bénh nhan & trén), tim kiém ngay suw gitp do vy té.
Giam sat bé ngoai cla vi tri tiém cho t¢i lan tiém tiép
theo. N€u ban nhan thay c¢é sv I6m/triing da tai vi tri
tiém, hdy thdng bao voi nhén vién y té.

Budc 7: X@ ly (virt bd) dung cu tiém

Ngay lap tlrc bd dung cu tiém da st dung vao mat hop
dwng phu hop véi cac yéu cau cia dia phrrong hodc
theo chi dan cla nhan viény té

Dung cu tiém chi s& dung cho mdt lan tiém duy nhéat
va khéng duoc tai st dung.

Buwéc 8: Ghi lai ngay st dung va néu ban mudn tiép
tuc st dung, hay tinh toan ngay ti€p theo trong lich
trinh tiém Sayana Press clia ban

Giir lai to huéng dan nay cho ghi chép ciia ban
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Lwong nho thudc con lai
O mép trong cua ngan chira

Ngay my

Ngay tiém ti€p theo (cong thém 3
thang)
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SAYANA PRESS®

Thong tin danh cho can bd y té

1. TEN THUOGC
SAYANA PRESS® 104 mg/0,65 ml hon dich tiém.

2. THANH PHAN DINH LUONG VA DINH TINH

Dung cu tiém déng sdn thudc Uniject chitra litu don SAYANA PRESS véi 104 mg
medroxyprogesteron acetat (MPA) trong 0,65 mL hon dich tiém.

CAac ta duoc voi tac dung da biét:

Methyl parahydroxybenzoat - 1,04 mg trong mdi liéu don 0,65 ml

Propy! parahydroxybenzoat - 0,0975 mg trong mdi liéu don 0,65 ml

Natri - 2,47 mg trong mdi liéu don 0,65 ml

Danh muc ta dugc day du

Macrogol 3350

Methyl parahydroxybenzoat

Propyl parahydroxybenzoat

Natri clorid

Polysorbat 80

Natri Phosphat Monobasic Monohydrat
Disodium Phosphat Dodecahydrat
Methionin

Povidon

Acid hydrochloric va/hodc Natri hydroxid dé diéu chinh pH

Nuwéc pha tiém

3.  DANG BAO CHE

Hon dich tiém

Hon dich dong nhat mau trang dén trng nga.
4. CACDAC TINH DUOC LY

4.1 DPac tinh duoc luc hoc

Ma ATC: GO3AC06

Medroxyprogesteron acetat la mét dong phan cta 17 a-hydroxyprogesteron voi ¢
khang estrogen, khang androgen va khang gonadotropin.
17
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Tiém dudi da medroxyprogesteron acetat gidi phong kéo dai lam (¢ ché tiét gonadotropin,
qua d6 ngan can nang trirng chin va rung triing, dong thoi 1am dic dich nhay ¢ tir cung dan
dén han ché viéc xam nhap cta tinh tring vao trong t& cung. Nhirng phan (ng nay tao nén tac
dung tranh thai.

Thay doi mat do khoang chét xwong & phu ni tredng thanh

Mot nghién ctru so sanh nhitng thay doi mat do khoang chat xuwong & phu nir dugc tiém duwoi
da medroxyprogesteron acetat giai phong kéo dai véi phu nir dwgc tiém medroxyprogesteron
acetat (150 mg tiém bap) cho thdy khong cé su khac biét dang ké vé tinh trang giam mat do
khoang chat xwong gilra hai nhom sau hai nam diéu tri. Phan tram thay doi mat do khoang
chat xwong trung binh & nhém tiém duéi da medroxyprogesteron acetat giai phong kéo dai
duoc liét ké trong Bang 1

Bang 1. Phan tram thay déi mat do khoang chat xwong trung binh so véi ban dau & phu
n{ dwgc tiém dudi da medroxyprogesteron acetat gidi phong kéo dai theo ving xwong

Cot séng that lwng Quanh hdng C8 xuong dui
- 0 2 0 A 0
Thei gian Thay dE)I % Thay 69| % Thay 69| %
didu ri trung binh N trung binh N trung binh
- (Cl 95%) (95% CI) (95% Cl)

o '2,7 '1,7 _119
1 nam 6 a1den23 ¥ (21den13  ® (25den-14)

o -4,1 -35 -35
2 nam 06 gedn-35 P a2an2n % (43dn-26

Trong mot nghién clu lam sang c6 ddi chitng khac, phu nir trwéng thanh dugc tiém
medroxyprogesteron acetat (150 mg tiém bap) 1én dén 5 nam cho thdy mat do khoang chét
xwrong trung binh & cot sdng va hong giam 5- 6%, so v&i khong co thay doi mat do khoang
chéat xwong dang ké @ nhdm chdng. Tinh trang giam mat do khoang chéat xwong rd rét hon
trong hai ndm dau tién st dung, va giam it hon trong nhitng nam tiép theo. Thay doi mat do
khoang chét xuong trung binh & cot séng thét lung duoc quan sat thdy lan luot 1a-2,86%, -
4,11%, -4,89%, -4,93% va -5,38% sau 1, 2, 3, 4 va 5 ndm. Mrc giam mat dé khoang chat
Xuwong trung binh quanh hdng va co xwong dui la twong tv. Vui long tham khdo Bang 2 duwoi
day dé biét thém chi tiét.

Sau khi ngirng tiém medroxyprogesteron acetat (150 mg tiém bap), mat do khoang chét
Xuong tdng vé gia tri ban dau trong giai doan sau diéu tri. Thoi gian diéu tri dai hon cé lién
quan dén tdc dd khéi phuc mat dé khoang chat xuwong cham hon.

Bang 2. Phan tram thay d6i mat do khoang chat xwong trung binh so véi ban dau &
ngwdi 16n theo ving xwong va doan hé sau 5 nam diéu tri bang medroxyprogesteron
acetat 150 mg tiém bap va sau 2 ndm sau diéu tri hodc 7 ndm quan sat (Dai chiéu)

Igr?ilégligu Xuong song Quanh héng C0 xwong dui
Medroxypro- Medroxypro- Medroxypro-
gesteron Doi chiéu  gesteron D0i chiéu gesteron o ffJ
acetat acetat acetat
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5 i n=33 n=105 n=21 n=65 n=34 n=106
-5,38% 0,43% -5,16% 0,19% -6,12% -0,27%

7 R n=12 n=60 n=7 n=39 n=13 n=63
-3,13% 0,53% -1,34% 0,94% -5,38% -0,11%

*Nhém diéu tri bao gém phu nir dugc tiém medroxyprogesteron acetat (150 mg tiém bap) trong 5 ndm va nhém
d6i chiéu bao gdbm phu nir khong st dung bién phap tranh thai bang noi tiét td trong khoang thoi gian nay.

** Nhom diéu tri bao gdbm phu ni¥ duoc tiém medroxyprogesteron acetat (150 mg tiém bép) trong 5 ndm va sau
dé dugc theo di trong 2 ndm sau diéu tri va nhdm d6i chiéu bao gdm phu nir khéng sr dung bién phap tranh
thai bang ndi tiét to trong 7 nam.

Thay doi mat do khoang chat xwong o nit thanh thiéu nién (12-18 tudi')

K&t quad tr mot nghién cku 1am sang, khong ngau nhién, nhidn md& vé viéc tiém
medroxyprogesteron acetat (150 mg tiém b3p 12 tudn mot lan trong t8i da 240 tuan (4,6
nam), ti€p theo la cac phép do sau diéu tri) & nit thanh thiéu nién (12-18 tudi) cling cho thay
viéc st dung medroxyprogesteron acetat tiém bap c6 lién quan dén tinh trang giam mat do
khoang chat xwong dang ké so v¢i ban dau. Trong sd cac doi twong duoc tiém > 4 lan/giai
doan 60 tuan, mic giam trung binh mat do khoang chét xwong & cot séng thét lung 1a - 2,1%
sau 240 tuan (4,6 nam); mirc giam trung binh quanh héng va c6 xwong dui twong ¢ng la -6,4
% va -5,4 %. Theo dbi sau diéu tri cho thay rang, dua trén gia tri trung binh, mat do khoang
chét xwong & cot séng that lwng khoi phuc vé mic ban dau khoang 1 ndm sau khi ngirng diéu
tri va méat dé khoang chéat xuong & hong khoi phuc vé mic ban dau khodng 3 nam sau khi
nglrng diéu tri. Tuy nhién, diéu quan trong can lvu y 1a mot s6 dong cac doi twong ngung
khong tham gia nghién cttu, do d6 cac két qua nay dwa trén so lwgng nho ddi twong (n=71 lic
60 tuan va n=25 lGc 240 tuan sau khi ngung diéu tri). Nguoc lai, mot doan hé khong thé so
sanh bao gom céc doi twong khong duoc diéu tri, khdng dwoc d6i chiéu, véi cac thong so
xuong ban dau khac véi nhom st dung medroxyprogesteron acetat gidi phong kéo dai, cho
thdy mirc tang mat dé khoang chat xwong trung binh & thoi diém 240 tuan la 6,4%, 1,7% va
1,9% twong (rng v&i cot séng that lwng, quanh hdng va cd xwong dui.

4.2.  Céac dac tinh dwoc dong hoc

Cac thong so dwoc dong hoc clia medroxyprogesteron acetat sau khi tiém liéu
medroxyprogesteron acetat giai phong kéo dai duoc thé hién trong Bang 1
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Bang 1. Cac thong so dwgc dong hoc cla medroxyprogesteron acetat sau khi
tiém lieu don dwoi da medroxyprogesteron acetat gidi phong kéo dai & phu niv
khée manh (n = 42)

Cmax Tnax C o1 (pht) AUC0-91 AUCo-tX, t2
(ngml) () (hgml)  (gMGAYML)  (ngngayimL)  (nG&Y)
Trung 1,56 88 0,402 66,98 92,84 43
binh
Toi 0,53 2.0 0,133 20,63 31,36 16
thiéu
Toida 3.08 80,0 0,733 139,79 162,29 114

Qrax= ndng do dinh trong huyét thanh; Tmax= thoi gian khi quan sat thdy Cnax AUC0-91 = dién tich
duéi duong cong nong do-thoi gian trong 91 ngay; t‘A = chu ky ban thai cudi; 1 nanogram = 103
picogram.

Pac diém chung
Hap thu

Su hap thu medroxyprogesteron acetat tir vi tri tiém duw¢i da dé dat dwgc nong do tri liéu la
khd nhanh. Trnax trung binh dat dwgc khodng mot tuan sau khi tiém. NOng do
medroxyprogesteron acetat dinh (Cvex) thuong c6 pham vi tir 0,5 dén 3,0 ng/mL véi CNaK
trung binh 1a 1,5 ng/mL sau khi tiém liéu don duwéi da.

Tac dong cla vi tri tiém

Medroxyprogesteron acetat gidi phong kéo dai duoc tiém dw6i da vao phia trwdc dui hodc
bung dé danh gia tdc dong cla vi tri tiém dén nong do6 thudc theo thoi gian cla
medroxyprogesteron acetat. Nong do day clia medroxyprogesteron acetat (Cmjn; Ngay 91) la
twong tw d6i voi hai vi tri tiém, cho thdy rang vi tri tiém khong c6 tac dong xau Ién hiéu qua
tranh thai.

Phan bd

Ty 1é gan két voi protein huyét twong clla medroxyprogesteron acetat trung binh 1a 86%.
Medroxyprogesteron acetat chii yéu gan két voi albumin huyét twong; khong gan két voi
globulin lién két hormon gi¢i tinh (SHBG).

Bién d6i sinh hoc
Medroxyprogesteron acetat dwoc chuyén hdéa manh & gan nho cac enzym P45CL
chuyén héa cht yéu lién quan dén khir vong A va/hodc chudi phu, mat nhém acetyl, m
héa & vi tri 2, 6, va 21 hoac to hop cla céac vi tri nay, tao nén hon 10 chét chuyén hda.
Thai trir
NOng dd medroxyprogesteron acetat ton dw vao cudi khoadng cach liéu (3 thang) tiém dudi da
medroxyprogesteron acetat giai phong kéo dai thuong du¢i 0,5 ng/mL, phu hop véi chu ky
ban thai cudi biéu kién clia thudc la ~40 ngay sau khi tiém duéi da. Da s6 chat chuyén héa
clia medroxyprogesteron acetat dwgc bai tiét vao nwéc tiéu dwdi dang lién hop glucuronid véi
chi mot lwvgng nhd duoc bai tiét dudi dang Sulfat.
Quan hé tuyén tinh/phi tuyén tinh
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Dua trén dit liéu khi ding ligu don, khong c6 bang ching vé quan hé phi tuyén tinh trong
pham vi liéu tir 50 dén 150 mg sau khi tiém duw¢i da. Mdi lién hé gitta AUC hodc Qminva ligu
tiém dwdi da medroxyprogesteron acetat la quan hé tuyén tinh. CNa@trung binh khong thay
doi dang ké khi tang liéu

Céc nhém ddi twong dac biét

Chung toc

Khéng cé su khac biét rd rang trong dwgc dong hoc va/hodc luc hoc clia medroxyprogesteron
acetat sau khi tiém dwéi da medroxyprogesteron acetat gidi phong kéo dai cho phu nit thudc
tat cd cac nhém ching tdc dwgc nghién clru. Dwoc dong hoc/luc hoc clia medroxyprogesteron
acetat d& dwoc danh gia & phu nir chau A trong mot nghién cttu riéng.

Tac dong cla khoi lvgng co thé

Khong can diéu chinh lieu SAYANA PRESS dua vao khoi lwgng co thé. Tac dong cla khoi
lvong co thé 1én tinh chat duwoc dong hoc clia medroxyprogesteron acetat da dugc danh gia
trong mot phan nhdm phu nir (n=42, chi so khéi co thé [BMI] tir 18,2 dén 46,0 kg/m2). Gia tri
AUCo 91 cho medroxyprogesteron acetat la 68,5, 74,8 va 61,8 ng -ngay/mL & phu nit c6 chi
sO BMI lan lwot la < 25 kg/m2 >25 dén <30 kg/m2, va >30 kg/m2. ¢ max trung binh cla
medroxyprogesteron acetat Ian luot la 1,65 ng/mL & phu nir c6 BMI < 25 kg/m2, 1,76 ng/mL
& phu nit c6 BMI >25 dén <30 kg/m2va 1,40 ng/mL & phu ni* ¢c6 BMI >30 kg/m2. Mirc dao
dong cla ndng d6 medroxyprogesteron acetat day (Cmin) va chu ky ban thai la twong dwotig &
3 nhém BMI.

(Céc) quan hé dwoc déng hoc/dwoc lwc hoc

Tl quan diém duwo'c luc hoc, thoi gian ¢ ché rung trirng phu thudc vao viéc duy tri ndng do
medroxyprogesteron acetat diéu tri trong suot khoang cach liéu 13 tuan.
5. QUY CACH bONG GOl

Hon dich tiém SAYANA PRESS dugc cung cdp dudi dang liu don trong dung cu tiém
Uniject dong sén 0,65 ml thudc.

Hop 1dung cu tiém Uniject dong san 0,65 ml thudc.

6. CHIDINH, LIEU DUNG VA CACH DUNG, CHONG CHI BINH

6.1. Chi dinh diéu tri

SAYANA PRESS duoc chi dinh dé tranh thai kéo dai cho phu nit. M6i mi tiém dudi da cé
tdc dung ngan rung triing va gilp tranh thai it nhat 13 tuan (+/- 1tuan). Tuy nhién, nén can
nhac rang kha nang sinh san (rung tring) c6 thé bi cham hdi phuc trd lai t¢i mot ndm (xem
phan 7). VA /
Do tinh trang giam mat dé khoang chat xwong (BMD) c6 thé xay ra & phu nit thudY-mtii Ia
tudi st dung SAYANA PRESS dai han (xem phan 7), nén xem xét danh gia loi ich/ngiiy'CO,
trong do6 tinh dén kha nang gdy gidm mat do khoang chéat xwong trong thoi ky mang thai
va/hoac cho con bu.

Dung cho thanh thiéu nién (12 - 18 tudi)
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O thanh thiéu nién, chi chi dinh dung SAYANA PRESS khi cac phwong phap tranh thai khac
dwoc xem la khong phu hop hodc khong dugc chdp nhan, do chua biét anh hwdng lau dai cd
thé gdy mat xuong lién quan dén SAYANA PRESS trong giai doan tang tredng xuong quan
trong nay (xem phan 7).

SAYANA PRESS chuwa dwgc nghién clu & phu nir dwéi 18 tudi nhwng co dir liu vé
medroxyprogesteron acetat tiém bap & nhom déi tvong nay.

6.2. Liéu dung va cach dung

SAYANA PRESS c6 thé dvgc dung boi can bd y té hoac bénh nhan tw tiém trong tredng hop
can bd y té cho 1a phu hop, c6 theo ddi y t& khi can thiét theo hudng dan 1am sang cia dia
phuong.

Nén bat dau cho ding SAYANA PRESS khi c6 can bd y té giam sat. Sau khi duoc dao tao
day da vé ky thuat tiém va Ién lich dung thudc, bénh nhan cé thé ty titm SAYANA PRESS
néu can bd y té clia ho xac dinh rang viéc tv dung thudc la phi hop va cé theo dai y té khi
can thiét.

Nén bao quan SAYANA PRESS & nhiét do phong. Phai l&c manh dung cu tiém ngay tredc
khi dung dé dam bao thubc la hon dich dong nhat. Hon dich thudc duoc gilr kin hoan toan
trong ngan chta clia dung cu tiém. Phai kich hoat dung cu tiém truéc khi st dung. Kich hoat
bang cach dam thang ndp chup bén trong, dé thubc co thé di ra qua kim tiém khi bop ngén
chtra. HOn dich thudc khong hoan toan 14p day ngan chira, s& c6 mdt bong khi nho trén chét
I6ng. Thudc dwoc tiém dudi da (SC) vao phia trwde dui trwde hodc bung. Khi tiém, dung cu
tiém phéi dwoc st dung voi kim tiém hudng xuéng dudi dé dam bao rang toan bd lieu chét
long duwoc day ra qua kim. Nén tiém thudc cham trong 5-7 giay.
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Vui long xem Hudng dan St dung trong Hudng dan st dung cho Bénh nhan dé biét day da
chi tiét vé viéc chun bi va tién hanh tiém.

Nguwai 16n

Tiém lan dau: Dé tranh thai trong chu ky str dung dau tién, nén dung mot mdi tiém 104 mg
dudi da trong ndm ngay dau cla chu ky kinh nguyét binh thudng. Neu tién hanh tiém theo
huéng dan nay thi khdng can c6 thém bién phap tranh thai khac.

CAc liéu tiép theo: Nén tién hanh tiém cac mi tiém th( hai va sau d6é vao cac khoang thoi
gian cach nhau 13 tuan, mién Ia tién hanh tiém khong quéa bay ngay sau mdc thoi gian nay,
khong can thém bién phap tranh thai khac (vi du nhu mang chén tranh thai). Neu khoang thoi
gian tr mi tiém tredc nhiéu hon 14 tuan (13 tuan cong thém 7 ngay) vi bat ky ly do nao thi
nén loai trir khd ndng mang thai trwéc khi tién hanh tiém mi tiém ti€p theo. Hiéu qua cla
SAYANA PRESS phu thudc vao viéc tuan tha lich trinh dung thudc khuyén céo.

Phu ni* nén dwoc kiém tra dinh ki it nhat hang ndm, tlly theo nhan dinh l1am sang dé xac dinh
SAYANA PRESS c6 con la lya chon tot nhat cho ho khong.

Sau khi sinh: Néu bénh nhan khong cho con b, nén tién hanh tiém trong vong 5 ngav s&V/khi
sinh (dé tang ty l1é ddm bao bénh nhan khong mang thai). NEu tién hanh tiém vao niatytip*
diém khéc thi can loai trlr khd ndng mang thai.

Néu bénh nhan dang cho con bd, nén tién hanh tiém khéng sém hon sau tuan sau khi sinh,
khi hé enzym cla tré so sinh da phat trién hon (xem phan 7).
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C6 bang chirng cho thdy phu nit duoc ké toa SAYANA PRESS trong thoi ky ngay sau sinh
c6 thé bi chdy mau nhiéu va kéo dai. Do dd, thudc nay nén dwoc dung than trong trong thoi
ky ngay sau sinh. Nhirng phu nir dang xem xét st dung san pham ngay sau khi sinh hodc pha
thai nén duoc tw van rang nguy co chay mau nhigu hodc kéo dai co thé tang Ién. Cac bac sT
nén nh¢ rdng & cac bénh nhan khéng cho con bu, sau khi sinh, c6 thé rung triing ngay & tuan
thir 4.

Chuyén tir cAc phuongphép tranh thai khac: Khi chuyén tlr cAc phwong phép tranh thai khac,
SAYANA PRESS can dugc dung trén co s& dam bdo tranh thai lién tuc dua trén co ché hoat
dong cla ca hai phuong phap (vi du: bénh nhan chuyén tir thudc tranh thai dang uéng can
tiem SAYANA PRESS lan dau tién trong vong 7 ngay sau vién thudc cd hoat tinh cudi cung).

Bénh nhéan suy gan: Chua biét anh huéng cla bénh gan lén cac dac tinh dugc dong hoc cla
SAYANA PRESS. Do SAYANA PRESS phan Ién thai trir qua gan, thudc c6 thé chuyén hoa
kém & nhitng bénh nhan suy gan nang (xem phan 6.3).

Bénh nhan suy than: Chuwa biét anh hwdng cla bénh than 1én cac dac tinh dugc dong hoc cla
SAYANA PRESS. Khong can diéu chinh liéu & phu nit bi suy than, vi SAYANA PRESS hau
nhu chi bi thai trir qua qud trinh chuyén hoéa & gan.

Bénh nhan nhi

SAYANA PRESS khong duoc chi dinh truéc khi co kinh nguyét (xem phan 6.1). C6 dir liéu
vé viéc dung medroxyprogesteron acetat tiém bap & nit thanh thiéu nién (12- 18 tudi) (xem
phan 7 va 4.1). Ngoai nhitng lo ngai Vé tinh trang giam mat do khoang chét xwong, do an toan
va hiéu qua clia SAYANA PRESS dugc dv kién la nhr nhau & thanh thiéu nién sau khi c6
kinh nguyét va phu n trvdng thanh.

Céc chu Vv dac biét khi loai bd va thao tac khac

Chi dung mét lan.

Bat ky phan thudc khong st dung hodc chat thai nao cling phai dwoc thai bd theo quy dinh
cla dia phuong.

6.3. Chodng chi dinh

. SAYANA PRESS bi chéng chi dinh & bénh nhan dwoc biét 13 qua man voi
medroxyprogesteron acetat hodc bat ky t4 dwgc nao cuta thudc duoc liét ké trong phan
6.1

. SAYANA PRESS bi chdng chi dinh néu biét hodc nghi ngd da mang thai.

. SAYANA PRESS bi chdng chi dinh cho phu ni¥ da biét hodc nghi ngd c6 khoi u 4c tinh
& vl hodc co quan sinh duc.

. SAYANA PRESS bi chong chi dinh cho bénh nhan xuét huyét am dao chuaYiiOc phan
doan. A

. SAYANA PRESS bi chdng chi dinh cho bénh nhan suy gan nang.
. SAYANA PRESS bi chong chi dinh cho bénh nhan c6 bénh xwong chuyén héa.
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. SAYANA PRESS bi chéng chi dinh cho bénh nhan dang c6 bénh huyét khéi tic mach
va cho bénh nhéan cd tién st hién tai hodc trong qua khir bi bénh mach néo.

7. THAN TRONG KHI DUNG THUOC
Canh béo:
Giam mat do khoang chéat xwong:

Viéc dung medroxyprogesteron acetat tiém duw¢i da giai phong kéo dai lam gidm ndng do
estrogen trong huyét thanh va cé lién quan dén tinh trang gidm mat do khoang chat xwong
dang ké do tac dong da biét cla tinh trang thiéu estrogen Ién chu trinh chuyén hoa xwong.
Thoi gian diung thubc cang lau thi cang gay mat xwong, tuy nhién gidm mat do khoang chét
Xuwong ¢ vé nang hon sau khi nglrng tiém dwéi da medroxyprogesteron acetat giai phéng kéo
dai (DMPA - depot medroxyprogesteron acetat) va lwgng estrogen & budng trirng tang Ién.

Viéc giam mat dd khoang chat xwong dac biét dang lo trong sudt do tudi thanh thi€u nién va
giai doan méi trvdng thanh, la thoi ky quan trong cla sy tang tredng xuong. Khong rd néu
tiém dudi da medroxyprogesteron acetat gidi phong kéo dai cho phu ni tré sé lam giam khéi
lrong cuwe dai cla xwong va lam tang nguy co gay xwong vé sau hay khong.

MOt nghién cltu dé danh gid tac dung gidm mat do khodng chat xwong cla
medroxyprogesteron acetat giai phong kéo dai tiém bap & nit thanh thiéu nién cho thdy viéc
dung thudc nay lién quan dén sw giam mat do khoang chat xuong dang ké so véi ban dau. O
nhém nhé phu nir duoc theo ddi, mat dé khoang chét xuong trung binh khdi phuc vé khoang
gia tri ban dau 1—3 nam sau khi ngirng diéu tri. O’ thanh thiéu nién, SAYANA PRESS c6 thé
dwoc dung, nhwng chi sau khi cadc phuong phép tranh thai khac dd dwoc thado luan véi bénh
nhan va dwgc xem la khdng thich hop hodc khdng dwgc chap nhan.

O phu nir thudc moi Ira tudi, nén tién hanh tai danh gia mot cach than trong cac nguy co va
loi ich cla viéc diéu tri & nhitng ngwdi mudn tiép tuc dung thudc trong hon 2 nam. Déc biét la
& phu ni* co6 cac yéu t6 nguy co dang ké vé 16i s6ng va/hodc y té gavjdpang xwong, cac
phuong phap tranh thai khac nén dwgc xem xét trwdc khi dung SAY AN/UPPESS.
Céc yéu td nguy co dang ké gay lodng xwong bao gom:
e Lam dung rwou va/hodc hat thudc 14
» Sl dung kéo dai cac thudc cé thé lam giam khéi lvgng xwong, vi du: thudc chéng co
giat hodc corticosteroid
» Chi s6 khdi co thé thap hoac roi loan an uéng, vi du: chan dn do tdm than hodc an
vo do
e Gay xuong chan thvong nhe truéc day
» Giadinh co tién st bi lodng xwong

Mot nghién cin doan hé hoi clru st dung dit liéu tir Co s& dir liéu Nghién ctiru Thyc hanh
Chung (General Practice Research Database) bao cé&o rang phu ni duoc tiém
medroxyprogesteron acetat gidi phéng kéo dai c6 nguy co gdy xwong cao hon so véi nhirng
nguoi s dung bién phap tranh thai khac khéng dung medroxyprogesteron acetat giai phong
kéo dai (ty Ié sw cO 1,41, 95% CI: 1,35- 1,47 cho giai doan theo ddi 5 ndm); chua biét diéu
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nay c6 phai do medroxyprogesteron acetat gidi phéng kéo dai, hay cac yéu to vé 16i song lién
quan khac cé anh hwéng dén ty Ié gy xwong. Ngwoc lai, & phu ni* ding medroxyprogesteron
acetat giai phong kéo dai, nguy co gy xuong treéc va sau khi bat dau medroxyprogesteron
acetat gidi phong kéo dai khong tang (nguy co twong déi 1,08, 95% Cl: 0,92- 1,26). Quan
trong la nghién ctru nay khong thé xac dinh dwoc viéc dung medroxyprogesteron acetat giai
phéng kéo dai cé anh hwdng dén ty 1é gdy xwong sau nay trong cudc séng khong.

Dé biét thém théng tin vé cac thay doi mat dé6 khoang chat xwong & ca phu nit trudng thanh
va ni thanh thiéu nién, nhv dwoc bao céo trong cac nghién cteu 1am sang gan day, tham khao
phan 4.1 (Céac dac tinh duoc luc hoc). Viéc dung nap du calci va vitamin D, bat ké tir ché do
an uéng hay thuc pham chirc nang, 1a rat quan trong dé gitt xwong khée manh cho phu ni
thudc moi Ira tudi.

Kinh nguyét bat thuwong:

Hau hét phu ni* dwoc tiém duwdi da medroxyprogesteron acetat giai phong kéo dai bi thay doi
chu ky kinh nguyét. Bénh nhan can dugc tv van thich hop lién quan dén kha nang roi loan
kinh nguyét va khd nang cham rung tring tré lai. Khi phu nir ti€ép tuc dung
medroxyprogesteron acetat gidi phong kéo dai tiém duwéi da, it nguwdi bi ra mau béat thuong
hon va nhiéu ngwoi bi mat kinh hon. Sau khi dung liéu thi tw, 39% phu ni¥ bi mat kinh trong
thang tht 6. Trong thang thir 12, 56,5% phu nit bi mét kinh. Nhitng thay déi vé chu ky kinh
nguyét tlr ba nghién ctru tranh thai dwoc thé hién trong Hinh 1va Hinh 2. Hinh 1 cho thdy ty
Ié phu nir bi mét kinh tang trong nghién ctu 12 thang. Hinh 2 thé hién ty 1é phu nit chi bi ra
rat it mau, chi ra mau, va ra mau va ra rat it mau trong cung khoang thoi gian. Ngoai tinh
trang bi mat kinh, chu ky ra mau thay doi bao gém ra mau gitra ky kinh, rong kinh va rong
huyét. Néu tinh trang ra mau bat thwdng lién quan dén viéc tiém dudi uamiedroxyprogesteron
acetat giai phong kéo dai van con hodc nghiém trong thi nén tién hann/uanh gia va diéu tri
thich hop.

Hinh 1 Ty Ié phu nir tiém dwéi da medroxyprogesteron acetat gidi phong kéo dai bi mat
kinh dwoc diéu tri mdi thang 30 ngay trong Nghién cttu bién phap tranh thai (Quan thé
phan tich theo phan bé ngau nhién ban dau (ITT), N=2053)
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Thing

O Matkuti

Hinh 2. Phan tram phu ni tiém dwéi da medroxyprogesteron acetat giai phong kéo dai
bi ra mau va/hoac ra rat it mau duoc diéu tri moi thang 30 ngay trong Nghién cttu bién
phap tranh thai (Nhom ITT, N=2053)

ffe:1S31 1854 1840 1729 1717 1589 1544 1550 1S20 1413 1404 1273
Thang

O Rardtitmadu O Raméan m Raménva raratitmau

Nguy co ung thu:

Viéc theo ddi do6i chiéu lau dai trudng hop nhitng ngwoi dung madmxyprogesteron acetat giai
phong kéo dai 150 mg tiém bap khong phat hién thdy nguy co unigHnw budng trirng, gan, hoic
c0 tl cung cao hon va phat hién tac dung bao vé kéo dai lam giam2gtry'co ung thv ndi mac
tl cung trong nhém st dung.

Ung thu va hiém gap & phu ni dwdi 40 tudi du ho c6 st dung bién phap tranh thai bang ni
tiét t6 hay khong.
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Ket qua tir mot s6 nghién ctu dich té hoc cho thay sw khac biét nhd gitta nguy GIméc bénh &
nguoi dang st dung hodc da st dung gan day so véi nhitng ngudi chua bao gio' s dung. Bat
ky nguy co cao hon nao & nguoi sir dung medroxyprogesteron acetat gidi phong kéo dai hién
tai va gan day déu nhé so véi nguy co tong thé clia ung thw vad, dac biét & phu ni tré (xem
duéi day), va khong ré rang sau 10 nam ké tir lan cudi cung st dung. Thoi gian st dung
duong nhu khdng cé &nh huéng quan trong.

S6 cac truong hop c6 thé mac ung thu vi thém dwoc chan doan trong thoi gian toi 10
nam sau khi ngtlrng tiém cac progestogen®

Céc trong hop thém co thé ¢ trén
moi 10.000 ngudi ding
medroxyprogesteron acetat giai
phong kéo dai

Tudi khi st dung SG truong hop trén moi
medroxyprogesteron acetat 10.000 phu ni* chwra bao gio
giai phéng kéo dai lan cudi slr dung

20 ithon 1 it hon 1rat nhiéu
30 44 2-3
40 160 10

*dya trén tinh trang s dung trong 5 ndm

Roi loan huyét khdi tdc mach

Madc du medroxyprogesteron acetat khéng c6 quan hé nhan qua véi viéc gay ra réi loan huyét
khdi hay huyét khéi tic mach, bat ky bénh nhan nao gap hién twong nay, vi du: nghé&n mach
phdi, bénh mach mau ndo hay huyét khéi vong mac hodc huyét khéi tinh mach sau, trong khi
dung liéu phap SAYANA PRESS thi khong nén dung thudc tré lai. Phu nir 6 tién st r6i loan
huyét khéi tdc mach chwa duge nghién ciru trong cac thir nghiém 1am sang va khong cé sén
thong tin chirng minh sy an toan cuta viéc dung SAYANA PRESS & nhom nay.

Soc phan vé vaphan (*ng dangphan vé

Néu phan trng phan vé xay ra thi nén tién hanh diéu tri thich hgp. Phan (tng phan vé nghiém
trong can diéu tri y té khan cap.

Roi loan thi giac

Khong dwoc dung thudc tré lai trong lic dang chwa co két qua chan doan néu dot ngot mat thi
lyc hoan toan hoic mot phan hodc néu dot ngdt bi 16i mat, song thi hpdeyiau nira dau. Néu
kham cho thdy phu gai thi hodc cé tén thwong mach mau vong mac, hnphg dwoc dung thudc
tré lai. A

Than trong
Thay d6i vé can nang

Thay d6i vé can nang thuong gap nhung khong thé doéan trwéce. Trong cac nghién clru pha 3,
khoi lwgng co thé da duoc theo ddi trong hon 12 thang. M6t nlra (50%) phu ni duy tri can
nang trong khoang dao dong 2,2 Kg clia khoi lvgng co thé ban dau. 12% phu nir giam hon
2,2 Kg, va 38% phu nit tdng hon 2,3 Kg.

Gilt nuéc
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C6 bang ching l1a progestogen c6 the gay gitt nueéc & mdt mirc do nhét dinh, vi vy, can than
trong khi diéu tri bat ky bénh nhan nao cd sén bénh trang ma c6 thé bi anh hudng bt loi bi
tinh trang gitr nwéc.

Rung tring tré lai

Sau mot liéu don tiém duwdi da medroxyprogesteron acetat gidi phéng kéo dai, ty Ié rung
tring tré lai do bang progesteron trong huyét twong 1a 97,4% (38/39 bénh nhan) mot ndm sau
khi diing thu6c. Sau clra s6 diéu tri 14 tuan, rung trirng trd' lai sém nhat la sau mot tuan, va
thoi gian trung binh dé rung tring tré lai 1a 30 tuan. Phu nir can duoc tu van rang c6 kha ning
cham rung trieng trd' lai sau khi str dung bién phap nay, béat ké khoang thoi gian ding thudc.
Tuy nhién mét kinh va/ho3c kinh nguyét bét thwong sau khi ngirng bién phép tranh thai bang
ndi tiét t6 cd thé la do céc tinh trang tiém an lién quan dén kinh nguyét bat thuong dac biét la
hoi chirng budng trirng da nang.

R6i loan tam than

Bénh nhan co tién si diéu tri trdm cam lam sang can dwgc theo doi chat ché khi dung
SAY ANA PRESS.

Bao vé chdng cac bénh lay truyén qua dudng tinh duc

Bénh nhan can duoc tv van raing SAYANA PRESS khong bao vé chdng lay nhiém HIV
(AIDS) hodc cac bénh lay truyén qua dudng tinh duc khac.

Carbohydrat/Chuyén héa

Mot s6 bénh nhan dung progestogen c6 thé bi giam dung nap glucose. Bénh nhan tiéu duong
can dwgc quan sat chat khi dung liéu phap nay.

Chtrc nang gan

Néu vang da phat sinh & bat ky phu nit ndo ding SAYANA PRESS, nén cin nhéic khdng tiép
tuc dung thudc nita. (xem phan 6.3).

Tang huyét ap va roi loan lipid

Céac bang chitng han ché cho thdy nguy GO bién ¢6 tim mach tang nhe & phu ni bi ting huyét
ap hodc r6i loan lipid st dung thudc tiém chi cd progestogen. Neu phéat sinh tang huyét ap
trong khi diéu tri bang SAYANA PRESS va/hodc khong thé kiém soat thich dang tiang huyét
ap bang thudc ha huyét ap thi nén ngirng st dung SAYANA PRESySi Cac yéu t& nguy co
khac cho cac rdi loan huyét khdi dong mach bao gom: Tang huyét ap/Mt thube 14, tudi tac,
roi loan lipid, dau nra dau, béo phi, c6 tién s gia dinh, roi loan van tirrfrrUng’nhi.

Nén st dung SAYANA PRESS than trong & nhiing bénh nhan c6 mot hodc nhiéu céc yéu to
nguy co nay.

Céc tinh trang khac

Caéc tinh trang sau day da dwoc bao céo trong qué trinh mang thai va trong khi dung hormone
sinh duc steroid, nhung chua thiét 1ap dwgc moi lién quan véi viéc st dung progestogen: vang
da va/hoac ngtra lién quan dén (* mat; hinh thanh séi mat; r6i loan chuyén hoéa porphyrin;
lupus ban dd hé théng; hoi ching tdng uré huyét tan huyét; muda giat Sydenham; mun rgp sinh
duc; mat thinh giac lién quan dén xo clrng tai.

29



LPD-PIL Title: Sayana Press

LPD-P1L date: Nov 21, 2016

Country: Vietnam

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

Xét nghiém trongphong thi nghiém

Céc nha nghién ctru bénh hoc nén dwoc béo vé viéc diéu tri bing progestogen khi danh
gi4 cac mau xét nghiém lién quan. B&c sT phai dwoc thong bao rang mot sé xét nghiém
ndi tiét va chirc nang gan nhat dinh, va cong thirc mau co6 thé bi anh hudng boi diéu tri
bang progestogen:

a)  Giam steroid trong huyét twong/nuwéc tiu (vi du: progesteron, estradiol, pregnanediol,
testosteron, cortisol)

b)  Giam ndng d6 gonadotropin trong huyét tvong va nwé'c ti€u (vi du: LH, FSH).
c)  Giam nong dd globulin lién két hormon gi¢i tinh (SHBG).
Ta duoc

Do thudc cé chira methylparahydroxbenzoat va propylparahydroxbenzoat, nén cé thé gay ra
cac phan tng di (’ng (co thé xudt hién cham), va dac biét la co that phé quan. Thudc chia it
hon 1 mmol natri (23 mg) trong mdi 104 mg/0,65 ml, nghia la vé co ban ‘khéng c6 natri’.

Néu gap bat ky bénh ly/yéu t6 nguy co dd dé cap nao, nén can nhéc so sanh loi ich cla viéc
dung SAYANA PRESS v6i nhitng nguy co c6 thé cé cho tlrng ca thé phu ni¥ va thao luan voi
ho trwéc khi quyét dinh bat dau dung thudc. Trong trwdng hop tinh trang ning hon, tram
trong hon hodc xudt hién lan dau bat ky tinh trang hay yéu td6 nguy @O nao trén day, nguoi
dung thudc nén lién lac véi béac st cla minh. Khi d6 bac si phai quyét dinh c6 nén nglrng str
dung SAYANA PRESS khong.

Kha nang sinh san, phu nit c6 thai va thoi ky cho con bu
Kha nang sinh san

SAYANA PRESS duoc chi dinh dé phong ngira mang thai.

Kha nang sinh san (thu thai) c6 thé bi cham hoi phuc trd' lai sau khi nglrng ding SAYANA
PRESS(xem phan 7. Than trong khi si dung - Rung ti-ing tré lai).

Mang thai

SAYANA PRESS bi chéng chi dinh & phu nir mang thai. Mot s6 bao céo cho thdy rang co
mai lién quan gitta sk phoi nhiém trong tir cung véi cac thudc progesteron trong ba thang dau
cla thai ky véi bét thwong trong bd phan sinh duc clia bao thai nam va nit. Neu dung
SAYANA PRESS trong khi mang thai, hodc néu bénh nhan c6 thai ioWkhi st dung thuéc
nay, bénh nhan can dugc canh bao vé nguy co tiém an cho thai nhi. (W

Mot nghién ctru cho thdy tré so sinh tlr cac truong hgp mang thai khéng chil y xay ratir 1 dén
2 thang sau khi tiém bap medroxyprogesteron acetat 150 mg c6 nguy co nhe can khi sinh cao
hon; diéu nay lai co lién quan dén nguy QOtlr vong S0 sinh cao hon. Tuy nhién, nguy Gtong
thé cla tinh trang nay la rat thdp vi cac trwong hop mang thai trong khi dung
medroxyprogesteron acetat 150 mg tiém bap 1a khong thuwong gip.

Tré bi phoi nhiém medroxyprogesteron acetat trong tr cung va dwoc theo di dén tudi thanh
thiu nién khong cho thdy c6 bang chirng nao vé tac dung khéng mong muén dén stc khoe
bao gbm phat trién thé chat, tri tug, tinh duc hay xa hai.
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Thoi ky cho con bu

D4 phat hién ¢d ham lvgng nho clia thude trong sita clia cac ba me dung medroxyprogesteron
acetat. O' cac ba me cho con bu dwoc tiém bdp medroxyprogesteron acetat 150 mg, thanh
phan, chét lvgng va lwong stra khong bi anh hwdng khong mong mudn. Tré méi sinh va tré so
sinh phoi nhiém medroxyprogesteron acetat tir sita me da dwoc nghién ctu vé anh hudng dén
st phat trién va hanh vi dén tudi day thi. Chura thay c6 tac dung khdng mong mudn nao duoc
ghi nhan. Tuy nhién, do han ché vé dit liéu lién quan dén tdc dung cla medroxyprogesteron
acetat Ién tré bl me dwdi sau tuan tudi, SAYANA PRESS nén dugc dung khong sém hon sau
tuan sau khi sinh, khi hé enzym cta tré so sinh da phat trién hon.

Anh hwdng I8n kha ning lai xe va van hanh may madc

SAYANA PRESS khong ¢6 anh huéng dén kha nang lai xe va van hanh may méc

DU liéu an toan tién 1am sang

D liéu tién 1am sang cho thdy khéng cé nguy hiém déc biét nao cho con nguoi dva trén cac
nghién clru truyén théng vé an toan duoc ly, doc tinh liéu 1ap lai, ddc tinh gen va kha nang
gay ung thw. Medroxyprogesteron acetat da dwgc chirng minh la c6 céc tdc dung khéng mong
mudn Ién kha nang sinh san &’ dong vat va bi chdng chi dinh st dung trong thai ky.

8. TUONG TAC VOl CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
Chua thuc hién nghién clru tvong tac nao véi SAYANA PRESS.

Tuong tac voi cac thudc khac (bao gdm cé thudc udéng chdng dong mau dwong udng) hiém
khi duoc bdo cdo, nhwng nguyén nhan chua dwgc xac dinh. Bénh nhan duwgc diéu tri dong
thoi v6i cac thude khac nén lwu y kha nang tuong tac.

Medroxyprogesteron acetat duoc chuyén hoa in vitro chl yéu bai hydroxyl héa qua CYP3A4.
Cac nghién cltu twong tac thube - thu6c dac hiéu danh gia tdc dong lam sang cla cac chat
cam (rng hodc Gc che CYP3A4 Ién medroxyprogesteron acetat chua duoc thuc hién va vi vay
khong r6 tac dung 1am sang cla cac thudc cam (ng hodc rc che CYP3AA4.

Tuwong ky

Khéng &p dung

9. TAC DUNG KHONG MONG MUON
Cac tac dung tir cac thir nghiém Iam sang:

Bang dwéi day cung cdp danh sach céc tdc dung khéng mong mudn véi tan sd dua trén dir
litu do moi nguyén nhan trong cac thir nghiém lam sang trén tong s6 2053yrfhu ni* st dung
medroxyprogesteron acetat giai phong kéo dai tiém duwdi da dé tranh thai. /falr dung khong
mong mudn thwdng gap nhat (>5%) dwoc bao céo la dau dau (8,9%), rong Kmir(7,1%), tang
can (6,9%), mat kinh (6,3%) va phan (ng tai cho tiém (bat ké loai nao, 6,1%).

Téc dung khdng mong muén duoc liét ké theo céc loai nhu sau:
Rét thuwong gdp (>1/10)
Thuong gédp (>1/100 dén <1/10)
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Tan suft khong rd (khdng thé woc tinh tir dir liéu co sén)

Téc dung tir theo doi sau khi lwvu hanh thudc:

Ngoai ra, cac tac dung khdng mong mudn quan trong vé y té thu duwoc tir dir liéu sau khi luvu
hanh thudc véi viéc tiém medroxyprogesteron acetat giai phong kéo dai (tiém bap hodc dudi
da) cling dugc bao gom trong danh sach dudi day:

Phan loai theo hé
thons/co auan

u lanh tinh, &c
tinh va khong xac
dinh (bao gém ca
céac nang vapolyp)
R&i loan hé mién
dich

Rai loan chuyén
hoa va dinh dutng

Roi loan tam than

R6i loan hé than
kinh

R6i loan tai va tai
trong

Roi loan tim

R6i loan mach
mau

Roi loan tiéu héa
R&i loan gan mat

Rai loan da va mo

Rat thuons
sap

Thuoni! sap

Tram cdm, mat
ngu, lo au, réi
loan tinh cam, dé
bi kich thich,
ham muén tinh
duc gidm

Chdng mat, dau
dau

Dau bung, budn
noén

Mun
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Phéan Ging qua
man (xem phan

7

Gilt nwic(xem
phan 7), them
an, chan an
Cang thang, r6i
loan cdm xdc,
khéng dat cuc
khoai

Pau ntra dau,
budn ngt
Chdng mat

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

Chuéng bung  /

Rung téc, ram ROGi loan

Khons r tan
suat

Phén Ung phan
V&, phan ting
dang phan vé,
phu mach (xem
phan 7)

Co giat

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

Vang da, Men
gan bét thuong
(xem phan 7)
Ran da
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Phan loai theo hé
thons/co auan
du6i da

RGi loan coxuong
va mo lién két

Rai loan hésinh
san va vl

RGi loan chung va
tinh trang tai noi
st dung thuéc

KEt qua xét
nghiém/kiém tra

Rét thuong

gOR

Thudng gav

Pau lung, dau tay

chan

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

Mét m6i, phan
(g tai cho tiém,
teo/1dm kéo dai
tai cho tiém,
sung/I6i tai chd
tiém, dau/tang

nhay cam tai chd

tiém

Tang can (xem
phan 7), xét

nghiém té bao cd

tlr cung bét
thuwong
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I6ng, viém da,
bam mau, xam
da, phét ban,
ngtra, ndi mé
day

Pau khép, co
that co bap

u nang budng
tring, xuét
huyét ttr cung
(khdng thuong
Xuyén, tang,
giamy, khi hu,
dau khi giao
hop, bénh chay
sira, dau vung
chau, viém kho
am dao, hoi
ching tién kinh
nguyét, tang
nhay cdm &
nguc, No nguc
Sot

Giam mét 8¢
xuong (xém/:
phan 7), (Mpm
dungnap /
glucose (xern
phan 7), men
gan béat thuong

Hiém gap
chuyén héa
m& méac
phai

Suy nhuoc

Giam can
(xem phan

7

Khong rd tan
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Loéng xuwong,
Gay xuong do
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Bao céo cac tac dung khong mong mudn nghi ngo

Viéc bao cdo cac tdc dung khéng mong mudén nghi ngo sau khi thudc dwoc phé duyét Ia rat
quan trong. Diéu nay cho phép tiép tuc theo ddi can bang loi ich/nguy co cla thudc. Céc
chuyén vién y té dugc khuyén khich bao cdo bét ky tdc dung khéng mong mudn nghi ngd nao
trong qua trinh luu hanh thuéc.

10. QUALIEU

Khong can bién phap tich cwc nao ngoai viéc ngirng diéu tri.

11. PIEU KIEN BAO QUAN VA HAN DUNG

11.1. Than trong dac biét khi bdo quan

Bdo quan Onoi kho rao, nhiét deu('yi °c. Khong dé trong ta lanh hoéc lam dong 0]
11.2. Han dung

Thuoc chwa md: 36 thang ké tir ngay san xuat.

Sau khi ma: str dung ngay, bo di bat ky phan nao khong st dung

12. TEN, BIA CHI, LOGO (NEU CO) CUA N

Nha san xudt: Pfizer Manufacturing Belgium NV {70 Puurs, Bi

Ngay xem xét stra d6i, cap nhat lai néi dung hudng dan st dung thudc:
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