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SLINDA

DE XA TAM TAY TRE EM
DOC K¥ HUONG DAN SU DUNG TRUCC KHI DUNG
THUGC NAY CHI DUNG THEO DON THUGC

1. THANH PHAN CONG THUC THUGC:
M8i vién nén mau trdng cd hogt tinh chia:
Theinh phdn hoat chdt: Drospirenone 4,0 mg;
Thanh phdn te duge: Microcrystaliine cellulose, Lactose anhydrous, colloidal silicon dioxide, magnesiurm
stearate, white coating system (Polyinyl alcohol partially hydralyzed, titanium dioxide, polyethylene glyco!
{rrocrogel) 3350, talc).
Méi vién nén mau xanh I8 cd gid duge chia:
Thanh phdn to duoc Loctose monohydrate, com starch, povicone K=30, colloidal silicon dicxide,
magnesium stearote, green coating system (Hypramellose 2910, Triacetin, Polysorbote 80, Titanium
diowicie, FDEC Blue 2 aluminium lake, Yellow ferric Oxide)
2. DANG BAO CHE
Vign nén bao phim
Vign mau tréng co hoat tinh: Vién nén hinh trén, mau trdng, cd khdée chif D trén mat mat vé chil E trén mdt
con lai.
yien mau xanh Id €& gid suoe: Vién nén hink trén, mau xanh Id, co khdc chil E trén mat mat va so 4 trén mdt
cén g
3. CHiDINH:
Thudc tranh thai duang udng.
4. CACHDUNG, LIEU DUNG:
Cach sif dung Slinda
Udng 1vién mdi ngay trong 2B ngay lién tidp: uéng 1 vién thutc oo hoat tinh méau trdng/ ngdy trong 24
ngay ddu tién va uéng 1vién gid duge mau xanh \&/ ngéy trong 4 ngdy tigp thee., Thudc phal dugdc udng
vao cong mét thai diém trong ngdy dé khodng cdch gitia hal vién \uén Id 24 gids. Nén udng thudc theo thi
11 hién thi trén vi. Nhan danh déu ngay si dung vl 7 ngdy treng tudn dugc cung cdp trong hop thude.
Nguéi si dung nén chon nhan bdt ddu 1é ngay Géu tién udng thudc va ddn nd 1&n vi.
Udng vién thude déu tién vao ngdy ddu tién clia chu ki kinh nguyét. Sau A6 tiép tuc udng cdc vien khdc.
Vi tiép theo dude bat déu ngay sau khi két thic vi trude dé, khéng co ngdy nghl giia 2 vl.
B4t ddu dung Slinda
Khéng si dung phugng phdp trénh thal hormene trude dé (trong thing trudc)
Bét déu udng thude vao ngay déu tién clia chu ki kinh nguyét Ingay déu tién cé kinh nguy@t] va khang
cdn thidt ¢6 bién phdp tranh thel bd sung.
Sau khi chdm dut thal ky & ba thang ddu
Saw khi chém g thal ki 3 ba thdng dau, nén bat ddu ding Slinda ngay, Khdng cén st dyng phuong phap
tréinh thai b sung.
Saw khi sinh hodc sau chdm dit thal ky & ba thdng giia thal ky
Men bAt ddu dung Slinda tir 21 dén 28 ngdy sau khi sinh hode sou chdm dit thal ley & ba thang gida thai ki
& bdt dbu dung Slinda sou khodng thai glan ndy nhung chua ¢é kinh trd b, phdl logi trirkhd ndng mang
thai v st dung bign phap trdnh thal bd sung trong tudn ddu tién.
. [

BNiéu tri oici han .
@ nhing phy nd didu tri 1Gu dai béing cde chdt cam ung enzyme, nén 0 dung mét bién phadp tranh thai
khvaic dang tin ¢y va khirg cd hormane.
Cac tuong tac sou day da duge bdo cdo trang y van {chi yéu xéy ro khi dung thude tranh thai két hop
nhung thinh thodng eiing xdy ro & thudc chico progestogen).

Cdc chat lam ting dé thanh thal cha eée thudc trénh thal hormeone {lam gldm hidu qua trdnh thal do
cam (ng enzyme), vi du: Borpiturates, bosentan, carbamazeping, phenytoin, primidone, rfampicin, va
thude didu tri HIV ritonavir, nevirgpine va efavirenz we oo thié cd feloomate, giseofulvin, oxcorbazepine,
topiramate vé sdn phém chira thao duge St John's worl (Hypericum perforatum).

M&t 55 thuée cé anh hudng khde nhau trén sy thanh thai cla thude tranh thal hormene:

Khi dung Géng thai vai hormone sinh duc, nhidu két hop cla thude Uc ché HIV protease [ritanavir, nelfinawvir)
i (e ché sao chép naude khong nucleoside (nevirapine, efavirenz) vér/ hode két hop vdi thude Ge ché virus
viem gan C (HCV) {boceprevir, telaprevit), &6 thé géy ting hode giam néng dé huyét tuang ciia progestins.
Anh husng reng cia nhiing thay déi ndy ¢d thé ¢6 § nghia lam sang trong mit sd trudng hop.

Do do, nén hidu 16 théng tin ké toa cla thude Uc ché HIV/HCV dé cé thé xac dnh khd ndng tuong tac va
bt ky khuyén cdo nao co lign quan. Trong truang hop oo bET ky nghi ngd nao, nén thém bién phap tranh
thai mang chén khi didu tri béng thude Uc ché protease hodc Uc ché soo chép nguoc khang ruclecside
Chét lam giém thanh thai thuc tranh thal hormone (ic ch@ enzyme)

Lign quan gilio kha ndang tuang tac COC vdi thudc ue ché enzyme trén kam sang la chua 1d rang.

Ding déng théi vél cae chdt e ehé manh hode trung binh CYP3AG nhu thudc khang ndm nhém azole Wi
du: fluconazole, itraconazole, ketoconazele, voriconazele), verapamil, macrolides (vi dy: clarithromyein,
erythromyein), diltiozem va nusc &p budl chim lgrapefruit) 6 the lam tang néng dé huydt tusng cla
progestagen.

Treng mét nghién ciu da lidu, danh gid viéc két hop thude ue ché manh CYP3A4 hdng ngdy (trong 10
ngay): ketoconazole v 2 thudc tranh thai hormene két hop chuo drosprenone (drespirenane 3 mg +
estradiol 1,5mg va drospirencne 3mg + ethinylestradiol 0,02 mg) lam téng AUC (0-24 gid) cla drospirenone
I&n tudng ung 2,3 1an va 2,7 14n.

Anh hudng cla SLINDA @8l vél cac thudc khae

Thugic tranh thai hormene cé thé dnh hudng dén chuyén héa cla mét s& thudekhde. Néng dé thudc trong
huyét tuong va mé oo thé tang lvi du: ciclosporine) hodc gldm (vi dut lamotrigine).

Do trén cde nghldn ciu [n vitro va tuong tac in vive 8 nil tinh nguyén 0 dung omeprazole, simyastatin va
midazolam lam chét nén danh déu, tudng téc gidia drospirenone vél cac thubc khoe chuyén héa qua
trung gian cytochrome PAS0 trén larm séng la kha xay ra.

Tuong tée duge lye hoe

D lléu dé cong bé khong cho théy tdc dung ddng k& dél véi kall huyét tharh sau khi sU dung déng thal
drosprrencne va thubc (e ché men cruyén hoae NSAID & bénh nhén khang bi suy than. Viée st dung ddng
thel Slinda véi chét dél khéng aldostarone hode thuse lai tidu tiét kiem kall chua duge nghién ciu. Trong
trudng hop ndy, nén kiém tra kal huydt thanh treng chu ki diéu tr d@u tién (xem mic CANH BAO VA THAN
TRONG KHI DUNG THUGC).

Tuong ky,

Min khAnn rd eae nabidn o ud tink hena ke 20 thue, khdng dung 18n thude nay val cdc thudc khac.



thaai wér sl dyng bign pno'ptldn'j thai bé sung tror;g tuc‘ln"déu tién. .
Phu nif ehe con b xem muc SU DUNG THUGC CHO PHU ND CO THALVA THO COn B
D&l tir bign phdp tranh thai hormone kit hep (thude tranh thai duong UG két hop (COC), veng dm dao
hode miéng ddn qua da)
M&n bat ddu dung Shindo L8 nhat la ngay sou ngdy udng vién ¢ koot tinh cudgi SO i e Cusieing
chiia haot tinhl cda vi COC thude dé hodie véo ngdy thdo veng am G319 hode misng dan que da. khang
cdn thiét cé bign phdp tranh thai b sung,
Ciing ¢é thé bdt ddu Slinda tré nhdt vao ngdy sau khodng nahi ding FESS thing thucng, sou ngey thao
vibrg, migng ddn hodic sau thl gian ding gid duac khi dimg bién pha? Tranh thai hanmane ket hap tiuds
@8, nhung trong T ngdy déu usng thude, cén thérm bign phap tranh 1hal 9ang mang chan,
B4i tir bién phép chi chiis progestogen (vién udng tranh thai chi chi®! pregestogen [POF), thudc tiem,
que edy tranh thail hode tir dung cy dét td cung phdng thich chi chud Progestogen (IUS)
Co thé ddi sang ding SNnda vao bat k ngéy nao khi ngimg thuseo chi _Chl'rn progestogen [POP) khac va
6 thé bat ddu dung Slinda vl ngdy hém sau, trong vang 24 gis. Co 118 A 1 Gue cay hode dung oy ddt
0 cung sang Slinda vdio rgdy thao que cdy hodc aung cudat il cung o thé ddi v dlng thude tranh
thai dudng tiém va bt ddu st dung Slinda vae ngdy tigm i thude tranh thal tiép theo. Khang cdn b
sung bién phap tranh thal khde trong coc tuang hop nay,
X tri khi quén thude
Thude nén duac udng mdl 264 gis, Néu thai gian sl dung mat vién thude bat ky tré it han 24 gie, tae dung
tranh thai khéng bj gidm. Nén wing vién thudc B quén ngay khi nhd ra va tigp twe dung thuda nhu binh
thudng.
N thai gian st dung mit vién thude co hoat tinh tré nhigu han 24 gid, tdc dung tranh thal o thé gidm va
nén xem xét ding phucng phap mang chan nhu bao cao su trong 7 ngdy tigp thea, Nén udng vién bj quén
ngay khi nid ra, ngay cd khi phd udng 2 vién sing maét e, Sau do, tidp we dong thude nhu Binh thuang.
Méu quén thudce trong tudn dauw tén sou kni bat ddu Stinda va o giae hop trong tudn trudc khi quén thude,
nén xem x&t khd ndng mang thai.
MNEU cudn thude trong tudn thl ba wing thude, Nauy co gidam dé tin cdy oo thé xdy ra do gdn dén khodang
thei gian & ngdy khang ding hormaone Tuy nhign, bang cach didu chinh lich ufng thude, vin cé thé ngén
ngla duge nguy ca giam khé ndng tranh thoi. Nén udng vién thude bi quén cudi cung ngay khi nhd ra,
ngoy od khi phdi udng oo 2 vién cing luc, Sau @6, tép tuc uéng cde vién thude hogt tinh nhu binh thudng
Khwyéin cdo khéng udng cée vign gid duse va ti€p tyc chuyén sang ede vién cé hogt tinh & i mail,
Vign gid duge mau xanh |d bi guén cd thé bé gqua, Tuy nhién, cac vign gid duge nén duge bd qua Gé tranh
kéo ddi khodng thal gion nghi gida vide udng cae vién thudc ¢o hogt tinh.
Trugng hop réi logn tiéu héa
NEU rdi [sen tidu héa nghigrm trong (nén hode tidu chdy), b thé s& lam gidm kha nang hdp thu thuée, do
do nén co bién phdp tranh thai b8 sung.
NeEu nén mida hotie tiéu chdy xdy ra trong vang 2-4 gid scu khi udng thude, nén udng vién mai [vien thay
thé] cdng sdm cang tEt Vign thudc mdi nén dude udng trong veng 24 gid so vai thai gian uéng thude
théng thuding néu co thé. Néu qud 24 gis, nén dp dung theo mue "X tri khi quén thudc”. Néu ngudi s dung
khéng mudn thay déi lich uing thudc thang thudng, nén Idy thém vien thudc trmat vi khac,
Tré em .
An todn va hléu qué cba Slinda da duge thiét lap & phy nir trong dé tudi sinh sdn. An todn va hidu gud ducc
i kién & nhu nhou a8 véi thidu nd da déy thi dudi 18 tudl va phu nir tir18 tudi trd 1én, Khang chi dinh thutic
ndy cho thiéu nd chua cé kinh nguyét.
Budng ding
Budng uéng
5. CHONG CHI DINH
Khiing s dung ede thudc trdrh thal chi cé progestogen (POC) nhu Slinda khi cd bt ky tinh trang nao dugc
llet ke cudl aay. Néu Bat ky tinh trang ndo xudt hign idn ddu tién trong gua trinh sU dung Slinda, nén nglng
s dyng thude ngay lap tie.
- R8I login huyét khél tinh moch tién trién,
* Bang méc hogc o6 tién st bénh gan nang md chue ndng gan chua trd lgi binh thudng.
* Suy than ndng hede suy than cap.
* Suy tuyén thugng than
+ B biét hode nghl ngd ede khl u de tinh nhary cdm vdi steroid sinh duc.
*Ra huyét am dao khéng ré nguyén nhdn
* Gud mdn cdm vol hoat chdt hodic vdi bét ky td duge ndo
6. CANH BAO VA THAN TRONG KHI DUNG THUGC
Néwca bt ky tinh trang/ y6u 16 nguy ca ndo dude dé cop dudl ddy, nén cén nhéc gidia ol ich vé nguy co
cbo Shinda co thé xdy ra cho ting phy nl vé thdo luan véi ho trude khi quyét dinh st dung Slinda. Trong
truding hop bt ky tinh trgng NAe trd nén tang nang, trém treng hoge XUt hién 16n ddu tién trong thai gian
st dung thude, ngudl sif dung nén lién hé vdi bac si. Bdc 51 sé quyét dinh ¢é nén ngimg st dung Slinda hay
whing,
Tang kall méu

Mo e,

Tueng ky,

13 kIR © e ngiian o wé tinh ‘I-IOr:g ky etia thusc, khing ding I8n thude nay vel cae thuse e,
10. TAC DUNG KHONG MONG MUON CUA THUGC

ey i s by kgt fo hin Ung bat lai thudng duce baa cdo treng ca W nghigm 1am séng (em
i TR FIMEL DUIC LS HOC)

Coxe b neg bal el thing duge bdf: 0 héit trong cie thit ngHEm KM SANg 6l han val hen @ chu kg
i trivel ddrospirenanes |a 2100 pru ik G mun tring oo [3,85%), rong huaySt (29%), dau 8u [2.7%) va dau va

(%3
Béng llét ké cée phan Ung bét Igl

Tt o phéin wing bt loi ducs Boo SO0 rong cde thl nghigm lam séng ngén, gai han v Slinda dugc et
k& trong heng dudi diy theo hi co '_lucm wa tAn sudt rdt thusng gap (= 1,101, thuging adp (2 1/100 dén
<1100, it g (= 1/1.000 dén <1100 hidgm [1/10.000 dén <i/1.000).
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7. QUA LIEU VA CACH XU TRI
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kharg.
Téng kali mau
Draspirencne K mot chat déi khang aldosteone <o kna ndng il kali. Phan lan truang hop theo du dadn
<hong gay tng nong 86 kali trong Mmaw. Tuy ThIén, i ki€m 10 ndng dé kali mau trong chu ki didu ti ddu
tién & cae bénh nhan suy than va g diew tr tang kali uyét tude do trang gidi han trén cua khodng i
tham kheio ve khi ding @éng thii thuac gii kali (xam mus TUDNG TAC, TUONG KY Cla THUOC]
R logn thuyén téc huyét khai
Cdc nghién ciu dich T8 hoo khdng i ra mdilién quan gida oo ché pham chi co progestin va tang nguy
o nhéi mau o tim, huyét khdi ndo hodac thuyén tac huyét khdi tinh mach.
Thuée trdnh thai kit hop co chua dresprenone va ethiny estradiol co thd lién quan G8n nguy oo thuyen
tée huyét khdi tink mach (VTE! cao hon so vdi nhiing thudc of chia mat 58 progestin khac két hop vdi
ethimyl estrodicl. Chia rd lidu nguy co VTE co 1ang lén ki chi dung drospirencne nay khang. Tuy nkin, néu
cé nguy oo, dy kIEn 58 thap hon so voi vig ding thude chla drospirencne két hop val ething| estrodiol,
¥hi ké toa Shndo, cdn kem =t tang nguy od huyét khdi tae moch da oo trong thai ky hdu sanva ¢ phy nir
ca thén su huyét khdi.
MEn rging st dung Sindo néu sy @ biEn of huydt khdl déng mech hoge tinh mach, Néu ¢d thé, cdin nhée
naing Sinda rong trudng hop Bat ong kéo dél do phau thudt hode do bénh 1at,
Chuyén héa xugng
gy tri Slinda gdy giam néng dé estradiol huyét thanh dén néng 96 twang Ung vai giai dogn nodn nang.
Hign tai van chua rd gidm néng a6 estradiol huyét thanh of thé kam anh hudng dén mat d& xuong trén kam
sdng hay khang. MET maT do khoang xuong & mdi quan tam dac biét treng gicl dogn v thanh nién va gicl
Goan dau clo tud trudng thanh, |4 cde giai dogn quan treng cla wée tich [0y xusng. Chua duos bist gidm
Mt dé xuang trong dan 58 nay o km glam khdi lueng xucng cac nhdt v tang nguy €0 gay xuong trong
nhiing gioi doan sau hay khéng.
Ung thu vi
Phan tich gép 54 nghien ciu dich t& hoc da che thiy nguy £o ung thu v tuang ddi téng nhe (RR = 124)
khi chédin docn & nhiing phu Nl dang 54 dyng thude tranh thal dudng udng D<), chd yéu la cac ché pham
chia estrogen-progestagen. Nguy oo Goi ra $& ddn bién mdt trong khodng 10 nam sou khi nglng Ling
thuds ngia thal hermane duang udng phéi hep (COCL Viung thu v Rigm gdp & phy nd dudi 40 tudi, con
53 chéin dodn ung thu vil & nhiing ngudi dong ding va via dung COC 1 rdt nhd 5o wdl nguy €0 urg the vl
néi chung. Cde nghién ciu ndy khéng cung cdp bing ching v mal quan hé nhan qua. Nguy ©d gia tang
quain sat dugt ¢ thé 1 do chdn dodn ung thu vid sém hon & nguai ding OC, do tae dung sinh hoc cla OC
hodt két hap cd hai. Ung thu wi duge chin dodn & nguil sif dung OC o6 xu hudng it tién tridn l6m sang
han so wdl nhilng phu nl chua bee gid sidung O,
Nguy co mde ung thy wi duge chdn dodn & nhiing ngudi sUr dung cdc thudc chl cd progestogen co thé
tuang Ty A nguy ©o & ngudl st dyng thaude tranh thal hormane két hop COC, Tuy nhién, dai véi cic ché
Ehém ehi c6 progestogen, bang ching dua trén cde nhém ngudl ding nhé han nhidu va do dé két luan vé
nguy co mdc ung thi wi & nguii ding thudic chi cé progesterane it ¢é tinh thuyét phyc hon so vdl nhém
coc.
Ung thu e8 tif cung )
&t 56 nghién ciu cho thiy rding vigc sl dung cac bign phdp trdnh thal hormona t& k&t hgp oo chia
progestin va estradicl cé Ién quan dén vibc tang nguy co ung thut ©f 1 cung hode 1an sinh ngt bidu mé cé
1 cung. Tuy nhién, e nhidu ¢ kién dél @p rang nhing phat hign ndy co thé l& do sy khde biét trong hanh
witinh dyc va cde yéu td khdc.
Cac khél u khde
Mist 56 Yutng hop Hidm gdp xudt hién u gan lanh tink, théam chi rét hidgm gap khdl u gan & tinh & nhing
ngusl diing thude trénh thal hormene dang két hop. Ca blét, cde khdiu nay co thé déin d8n xuGt huydt
trong & bung de dea tinh mong. Khdl u gan nén duce xem ¥ét chén doan phan bigt khi dou thuong vl
nghiém trang, gan to hode o déu hidu xudt huyét trong & bung khi & pry nir slrdung COCs.
Cé thal ngodl ti cung
Viée phing ngiia 6 thal ngo@il th cung bdng céc loal thusc chi 66 pragestogen tiuyén thdng khong tét
bdng thude tranh thal két hgp, 14 do lign quan dén hign tugng hay xdy ra rung m.rng khi dcmq thud_c chico
Drogesiogen Mac di thye 4l Sinde 1uén te ché sy rung trang, nhung vén phditinh dénchdn dodn phan
biét khd nding €0 thal ngodi tiy cung néu thdy mat kinh hegc dau bung.

Chie ndng gan . -
Ngung thudc néu thay vang da tlén tridn. Horman sterold =6 thé dudc chuyén héa kém & nhung_i_agnnt.m
&p tinh hoge m&n tinh co thé phai ngimg sU

b suy qndm chuc nana aon. Nawdi réi loan chic néng gan ¢

1. QUA LIEU vA CACH XU TRI

Kning oo bio cao v 16c dung BAt gi nghiém teng de qua lidu. Cde tigu ehing e thé xdy ra trong
truicing hop rery 18 udn ndn, ndn va e mdu am des rhe, Knéng cd thude gidl 866 va nén didu tr triéu
ehting.

Drospirenane |G mét chdt tuong t spirorcloctena oo A& tink khang minsrelocorticoid, CAn theo déi kali
i mati huydt thanh vé bédng chlng nhigm teon ehuysn haa trang trudng hop qud lidu,

12. BAC TINH DUCC LIC HOC:

Ma ATC: GOBACIO
Co chd tae dung

Sinda I thufic chi chia progestegen: drospirenane, oo nguan goc 1 spronaloctone,
Trong mét kéu didu trl, drospirenane cling of cde 4 tinh khdng androgen va khang mineralocorticoid
nhe. Drespirenone khong oo hodt tinh estrogen, glucocorticoid v khang glcocarticeld, gidp drospirenc—
ne ob tde dung duae ly gdn gidng val hormone progestarone Wy nhign.
Ciie chi dinh 1 ede nghién ciu Km séing cho thdy cde thude trdnh thal hermone két hop co chida 3mg
draspirencne vir 0,02 mg sthinylestradiol o6 tde dung khang mineralocorticaid nhe.
Anh huéng duge luc:
Hiéu que tranh thai cla Slinda dot duge chi yéu bdng cdeh e cné rung tring, Drospirenane o6 hoat tinh
kharg gonodetropic manh de ché kich thich nang ting vwé ryng tring bang cdch e ché homone
luteinising {LH)L. Mgodi o, dospliencne oo tde dyng 1&n cf o cung lam tang chdt nhdy of 1l cung.
Drospirencne ciing o6 tde dung progesteron tén néi mac 1 cung, lam ndl moe w cung trd nén mang hon,
Hiéu gud va an todn trén ldm sang
il néing e ché rung tring cla Slinda [drespirenene 4 mg khang vi hat [non-micronized)] ding hang ngay
trong 26 ngdy] duoe phdn dnh bl hogt déng cla budng tring [tang trudng nang ting, ndng g estradiol
Bl sinh va progesterons trang huyét thanh (didém sé Hoogland)] so vai ding Desogestrel 0,075mg hang
ngéy trong 28 ngay qua 2 chu ki didu tr duge ddnh gid trong 1 nghién ciu pha Il ngdu nhign, nhan md &
40 phiy rd tré khde manh. Trong chu ky tha nhdt, khing cd trudng hop rung triing ndo duge quan sat trong
od 2 nhdm thude, trong ki 1 tedng hop rung tning dugc quan sdt & nhom Slinda va 1 trudng hop cho nhdm
Desogestrel ,075mg trong chu ki thi 2.
Trong 1 nghidn edu pha | duge thue hign 8130 phy nl, Slinda duy tri su e chd ung trong mée di cé 4 dot
ulng thudc tré 24 gld ¢b dinh vao cac ngdy 3, 6, 1 v 22,
Treng 2 thit nghildm Km sang pha Hl do trung tém & chéu Au, mat nghign ciu don nham va mat nghign eiu
cé dél ching so vl desogestrel 0,075 mg, 1596 phy nif d duoc didu trf 19 dén 13 chir ky kén tép val
SLINDA var 361 phwy 0l didu tr] vai desogestrel trong 9 thang, Phan tich téng hap hal nghlén clu nay, cac ¢hi
=6 Poorl dé duge tinh todn d nham ding Sknda nnu sow
Chi 6 Paorl [18-45 tudll, that bai do ngudl ding + phucng phdp: 0,73 {gidi han trén khodng tin oy 95%
143) K
Ch 58 Pear 18-35 tudl), thét bal da ngudi ding + phudng phdp: 093 [gisi han trén khadng tinegy 95%
184)
Trong mét thi nghigm I&m sang piha Il da trung tém don nhém duge the hign & 39 dio diém tal Hoa Ky,
déin 58 hidu gud bao gém 953 il = 35 twdl vl 5.547 chu ki o6 thé ddnh gid duge, Trong cae chu ki ndy, 17
18%) trung hop mang thal 4a duge béo cao (khang ké xGe dinh cé thal bing xét nghigm nudc tiéu va
huyét thanh tai dla diém nghién ciu) dén dén Chl 6 Pearl (95% Cl 1 4.0 (23, 64).
Kinh nguygt
Kinh nguyt trong khi stf dung Slinda duge ddnh gl trong mit thl nghiém miyddi trong 9 thang so sanh
vdl desogestrel 0,075 mg, dugc sU dung lién tyc. .
Ra huyét do tam nghi thude — withdrawal bleeding (duge dinh nghla Ia chdy méu bt G6u treng 4 ngdy
khéing ding thude Slinda kéo dai dén nagdy lign tiéo) xudt hién cao nhdt - xdy ra dudl 40% - trong céc
chu kj ddu tién vé gidm theo thal gian. Sou§ thang sU dyng, ra huyét do tam nghi thude duge ghi nhén
dudi 20% ngudi ding.
6 ngaty ra huyét / ra huyét thdm giot trung binh trong nhém ding SLINDA so vél nhém desogestrel trang
cdie chu ki 2-4 16n Iugt 1 13,12 13,0 so véi 169 £ 168 56 ngay ra huyét/ ra huyét tham giot trung binh trang
chu ki 7-, tuang Ung 1 97 £ 10,4 50 vei 10,8 £ 13,3.
Trong clng mét nghién cilu, 1y 1& e a8l tuong khang bl ra huyst (vb kinh trong chu ky 2-4 18 201% cha
Slindor v 13,5% cho desogestrel Ty I cc déi tugng bi vé kinh téng 1én trong cac chuky 1-9 16 dén 261%
cho Slinda va dén 32,1% trong nhém desogestrel,
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Chifc ndng gan
Ngiing thudc néu thdy vang da tién tridn. Hormon steioid co thé duoc ehuyén hba kém & nhing bénh nhén
bi suy giam chie ndng gan. Nguai «&i loan chie nang gan edp tinh Rode man tinh co the phai !.lqif!\g -
dyng Slinda dén khi chdc ndng gan trd lal binh thudng v logi Ul nguyén rhan do Slinda. -
Bénh déi thao dudng
Mac di progestogen cd thé anh hudng dén su dé khang insulin ngoal bién va dung rap glucose, nhung
khiing & béng ching cha thay cdn thay ddi phae dé didu trl & bénh nhan dai thao dudng si dyng thudc
tranh thai chi c& progestogen {POP) nhu Slinda. Tuy nhién, bénh nhan ddi thao dudng nén duce theo dai
cén than trong nhiing thdng Gdu tién sit dung, Can dac biét chi y dén bénh nhéan ddi thdo dudng ca lién
quan dén mach mau.
Tinh trang khéc
Néu tang huyét ap kéo déi treng qua trinh sif dung Slinda hode néu huyét dp tang ddng ké va khdng dap
Ung ddy di vdi thude ha huy&t dp, nén xem xét nging si dung Slinda,
Tugng tu bat ki thude tranh thal harmane khae, nam da doi khi co thé xdy ra, dac bist & nhing phy nitcd
tién st nam de thal nghén. Phu nir ed xu hudng dé bi nam nén tranh tidp xie véi dnh ndng mat tréi hode
tia cuc tim trong khi uéng Slinda.
Tam trang chdan ndn va trdm cam la nhing tac dung khéng mong mudn dé it khi sif dung thude trénh
thal hermone [em muc TAT DUNG KHONG MONG MUGN CUA THUGC), Trém cam co thé nghiem trong va
& T yu 18 nguy ea 88 bidt ddl vai t tl va ed hanh vi it Phg nir nén [ign hé vdi bac sTeda he trong trusng
hgp tam trang thay 8 va cd ede triéu ching trdm cam, xudt hién ngay sou khi bdat dau didu tri,
Cde tinh trang sau ddy da duoc bao cdo ¢d khi mang thai va trong khi sU dyung stercid sinh dyc, niwng méi
i&n quan val viéc sJ dung progestogen chua dugc thidt 1ap: vang da va)/ hode ngda lign quan Gén g mar;
hinh thanh sai mdt; & loan chuyén haa porphyring lupus ban dé hé thing; hai ching tan mdu — tang uré
mdiu; mua gidt Sydenham; herpes khi ¢ thai; mat thinh lue deo xo clng tai; phi moch [di truyén).
Vién cd hoat tinh mau trang chaa 17.5mg lactose; vien gid duge mau xanh la chua 55,5mg kactose monahy -
drate (tuong duong 52,7 mg loctosel. Bénh nhén cd van dé di truyén hiém gdp vé khéng dung nap
galoctose, thidu hut lactass hodc kém hdp thu glucose-galoctase khing nén ding thude ndy.

Kham/ tuvEn ¥ ¥hoa .
Trudc ki it ddu hode 1ai s dung Sinda, cn oo 1én s y 18 hodn chinh lboo gim od tién s cd nhan vé

gia dinh) var logi trls kha ndng co thai, Cdn da huyét ap va kham stic khoé theo hudng ddn & muc ching
chi dinh {xem myc CHONG CHi BINH) va cdnh bdo (xem myc CANH BAC VA THAN TRONG KHI DUNG
THUOCL ]
Phy ni nén doc ki hudng ddn sl dung vér twén thi coc hudng dén duge dua ra. Tan sudt va ban chit cla
vide khdm suic khde phdi dua trén huang dén thue hanh & cd va duge digu ehinh cho tung phy ni.
Thudic trénh thai dusng udng khing phong nglia lay nhigm HIV (AIDS) va cae bénn lay truyén qua dudng
tinh duc (STD) khae.

R&l logn kinh nguyét : .
ggnoggqn chu ki kinh nguyét €6 thé xay ra treng khi st dyng thude tranh thal harmone tc ché rung tring,

ké cd Slinda (xem muc BAC TINH DUGC LUC HOC).
Née, hanh Kinh thuding Xuy&n hon va knong déu, nén xem xét bién PP trdnh thal Kndc. Néu cdc triéu
Ehing vdn t6n tal, cn oG tréfNGLYENNNan ndi tol cia ngusl ding. Xir w8 kinh trong khi diéu t ph thude
w0 viee thudc c6 duec udnd theo hudng adn hay khong va o6 thé cdn thi thai

N@n ngung diéu trl néu co thal

Gidm higu Fugop <6 thé glam néu: quén thusc, rél logn tidu héa (xem mye CACH DUNG, LIEU DUNG) hodie
LI o 1?3;: :hdc adéng thal (xem muc TUONG TAC, TUONG KY CUA THUGC),

ung
Cdc xét nghﬂlf; trainh thal €0 thé anh hudng dén két qud cda mét s& xét nghiém bao gdm cdc théng s6
& dung st?lo i, tuy8n gldip, chic niing tuyén thuging than va than, ndng dé protein {chdt mang) trong
sinh hoo cua E? du" lobulin v lipid/ lipoprotein gan corticosteroid, cdc thang s8 vé chuyén héa carbohy-
nuyét thanh. v ng ang Mau vd tidu sl huyet.
drate v €8¢ t:ﬁu &c GHO PHY NU CO THAI VA CHO CON BU

7 sU DYNG hal
Phy ntr M‘P:n ctinda cho Pl mang thal, Néu co thai trong khi ding Slinda, nén ding thuée ngay lap

Trong ciing mot nghign cuu, by 1 coC G5 tuang khéng b ra huyét twé inhl trong ehu iy 2-4 1a 200% che
glinca wii 13,5% cho desogestrel. Ty 18 cde ddi tugng bl vé kinh tang 16n Lrong cac ohu ¥y 7-9 4o den 267%
cho Slinda va dén 3215 trang nham desogastrel

56 lugng 9ol tugng bi ra huyét keo dai (> 10 ngdy lién tiép) khi udng Slinda so vdi desogestrel Idn lugt Ia
18,1% ver 26,1%, trong cdc chu ky 2-4 i 91% so vadi 16,7%, trong chu ky 7-9

Ty I ceic ddi tueng it khoi nghién clu do cde tde dung phy lign quan dén ra mdu id 3,3% trong nhom
Slindo vé &,4% trong nhom desogestrel.

Tré em .

Mat nghién ciu gial dogn |l duge thic hign & chau Au g4 ddnh gid khd ndng dung nop, an tedn vé khd
nang chdp nhan Slinda gém 103 thanh thidu nién trong & chu ky chinh va 7 chu ky bé sung (gici doan ma
réngl: téng cong 13 chu ki cho thddy Slinda dudc dung nap va chdp nhan tat,

Kinh nguyét khi dung SLINDA da duoc ddnh gid va di lidu noi chung phi hap val nhiing nahién clu pha il
& ngudi I3n, SLINDA c6 lign quan dén viée giam 1y 12 dai tuong bi ra huyét, ra huyét thdm giot theo thal
gian.

13. DAC TiNH DUGC BONG HOC

Hép thu

Ding duting udng, thutic duge hdp thu nhanh va gan N hodn toan. Néng dédinh trong huyét thanh cla
Slinda la khodng 28 ng/ml dat duge seu 3-4 gid udng mét lidu don. Dung ddng thal vdi thie &n khéng dnh
huding dén sinh khd dung cla Drospirencne.

Duge déng hoo olia Slinda sou khi ding liéu don va lap kel duge nghién cdu so sdnh vdi thudc drospirenone
vi hat 3mg (micronized) kt hgp vai ethinyl estradiol. Sau khi ding nhidu lidy, sinh khd dyng tuong ddi cia
Slinda I 76,51% 98 v AUC, | Ty 16 tich Iy dugic bidu thi béi R, ., 1& 19256, trong khi clio thudc két hop
& 27684, Nhing phat hién ndy cho thdy phai nhidm toan phén vdi drospirencne & Slinda thdp hon so vai
thude kSt hap trong chu ky 28 ngdy,

Phan bé

Drospirenone li&n k&t vai alburmin huyét thanh 95-57% va khéng lién két vai globulin gdn hormen sinh dyc
(SHEG) va globulin gén corticoid (CBG). Thé tich phan ba bigu kign trung binh cla drospirenone la khodng
4 1/kg.

Sinh chuyén héa

Drospirencne dude chuyén hda réng rai sau khi uding. Hal chét chuyén héa chinh khdng co hoat tinh trong
huyét tuang la dong acld cla Drospirenone duge tgo ra bang cach md vong lactone va 4.5 - difydro
drosplrenone 3 = sulphate, cd hal duce tgo ra ma khing od sy tham gia cla hé thdng P4S0, Drospirenone
cing bl oxy hoa xic tac bdi CYPIAL.

In vltre, drospirencne cé knd nang e ché yéu dén wio phél ede cytochrom PAS0, enzyme CYPIA, CYP2CS,
CYP2C19 va CYP3AL,

Thél trir

Sau khi ufng, nding 46 drospirenone trong huyét tuong giam véi théi gian ban thai la 32 gia.

Téc dd thanh thal chuydn héa cla drospirencne trong huyét thanh 1a 1,5 £ 0.2 mi/phit/kg. Drospirenone
chi duge thdl trl dudl dang vét 8 dang khéng ddl. Cdc chét chuyén hoa cla drospirenone duge thal trd
qua phdn va nude tldu theo ty 18 bal tiét khodng 1,2 d&n 1.4

Tuyén tinh/ khéng tuy&n tinh _

Duge déng hoe cla drosplirenone dudng udng la phu thude lidu sau liéu don 1l 1-10mg.

Trang thél &n dinh

Trong chu ky diéu tr, néng &% én dinh t&i da clia Drospirenane trong huyét thanh khodng 40 ng/ml, dat
dudc sau 7 ngdy udng thude. Nong 8o Drospirenone huyst thanh téing theo hé sé 2, day la 1i 12 gido thal
gian ban thai pha cudi vé that gian ding thudc. -

Céic trudng hgp ddic bigt

Anh hudng cta suy than

Khéng c6 nghién cdu dugc tién hanh d8 ddnh gid anh husng cla suy than trén duge déng hoe ca Sinda.
Tuy nhién, néng G¢ drospirencne trong huyét thanh & trong thel n dinh & phu nd dang dung thude trdnh
thai két hop chua Drospirenone b suy than nhe (a¢ thanh thdl creatinin 50-80mL/phit) cg thé so sanh
duge vl ngudi c6 chite ndng than binh thudng. & phy nd suy than tung binh (CLer = 30-50mL /phit} éng
6 trong huyét thanh coo hon trung binh 37% so véi phy nlf ¢é chiic ndng than binh thueng. Didu tr bdng
Drospirenone duge dung nap t8t & ngudi suy chiic ndng than nhe va trung binh, Bidy tr Drospirenone
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. SUDUNG THUGC CHO PHy NI CG THAI VA CHO CON BD
Phy nir mang thal :
::15“9 nén ding Slinda che phy ndimang that. Néu e thal trong khi ding Slinda, nén ding thuée ngay a5
Sac nghien cuu dich & hoe eho thily khéng cé sy tang nguy ca di tét bAm sinh & tré em sinh ra & nhdng
Phu Nl sit dung drospirenone tude khi mang thal, cing khéng gdy qudi thal khi v tinh udng drospirenone
trong thai ky
Cac nghién clu trén dong vat 88 cho thdy doc tinh dgi véi sinh san (xem mue DU LIEU AN TOAN TIEN LAM
SANG). Dua trén nhiing A liéu tis dong vat nay, khéng thé ool trl cae tde dung khong mong mudn do hogt
tinh harmone eda hoat chat
Phu ni cho con bi
Orospirenone dude bai tist khang dang ké gua stio me. Lugng drespiienone me truyén cho con mél ngay
I3 dudi 1% lidu thude cha me. Do G4, & lidu Géu tr, Sinda duge dy doan khang dnh hudng déi vai tré so
sinhy’ tré b me. Dua trén dir liéu of son, Sinda cé thé duge si dung trong khi cho con b,
Kha ndng sinh sén
Slindo dugc ohi dinh dé tranh thai
8. ANHHUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Khéng oo nghign cliu vé dnh hudng eda thude 1én khd ndng ldi xe wa van hanh mady méc duge tn hanh

wai SLINDA,
Chuo oo bang ching vé anh hudng cla thude trdnh thal hormen duging ulng kn khd ndng ki xe, vanhanh

ey meoe.

9 TUONG TAC, TUONG KY CUA THUGC
Tugng téc thusc

Anh hudng coa céc thudc khdc dén SLINDA
& xdy ra gitia SLINDA vé cdc thude cam Ung enzyme microsome ddn dén tang dé thanh

Juong tac cé th ; # HIGT
1116l i hormone gidl tinh va cb thé gay ra huyst bat thuting vé/ hodie mét tée dung trdnh thai

iehm sodt 5 .
J\."::T;nr(: ;ng enzyme dé cé thé quan sdt duge sau vél ngdy didu tri. Cam dng enzym 14 da thuding thdy
”'m l-(r vong val tudn. Sau khl ngling diéu trl, cdm Ung enzyme c6 thé duy tri trong khodng & tudn.

v n han : A :

!»Jr - f:’[;'ﬂg::] didu trl bang thudc gay cam dng enzyme nén tam thai s Sung phuong phap tranh thai dang
i i hoac phuang P trénh thal khdc kém vei POP. Phuang P3P mang chdn phdi duge st dung
I € 1 b thal glan diéu t béng thude kich Ung enzyme va trong 28 ngdy sou khi ngiing thude.
proona o huéc cm (ng enzyme kéo dal hon ngéy udng hét cde vign hagt tinh trong vi POP,

e i bang t
7 dlé::é:‘ gl duge v bat ddu vi POP tiép theo.

(SRR
sy b cac

- . e . s ey ey =
dugc val ngual ot chde nang thén binh thudng. & phu Nl suy than trung binh [Cler = 30-50mL/ phit) ndng
d% trong huyét thanh coo nan trung binh 37% so vai phy il ed chic ndng thin binh thusng. By 1 béng
Drospirencne dude dung nop tét & ngusi suy chide ndng than rhe wa trung binh, Bidu tri Draspirencne
khong cho thay DAt kY arh hudng dang ké w8 mét lm sang dén ndng 46 ¥all huy&t tharin.

Anh hurding ctia suy gan
Khéng eé nghién clu dude tidn hanh d& danh gid higu qua cla suy gon trén dude déng hoe cda SLINDA.
Tuy nhién, hormene sterold cé thé chuyén haa kém & phu ni suy chuc ndng gan.
Treng nghién clu ding #éu don & phy N udng thudc trdnh thal két hap [COC) chita drosplrenone, 43
thanh thai dudng udng (CL/Fl gidm khodng S0% & ngudi tinh nguyén suy gan via phii so vdi ngudl oo chiic
nang gan binh thudng. Sy giam dé thanh thdl ndy khang chuyén thanh bat ki sy khdc biét ro rét nao vé
ndng dd kali huyét thanh, Tham chi & nguéi ddi thdo duting dang diéu tri Géng thal vai spironclactone (2
y&u L co thé gy tang kal mau) clng khong théy ndng dé kali huyét thanh tang hon gidhan trén clamic
binh thudng. Ca thé két ludn Drospirenone dung nop 8t & bérh rhdan suy gan nhe hode trung binh
{CHId-Pugh Bl
Céc nhém chiing téc
Khéng théy sal khac trén lam sang b lién quan dén duoc dang hec ola dosgirencne gitia phy ni Nhat
Ban va ngudl da trdng.
14, DU LIEU AN TOAN TIEN LAM SANG
@ déng vat thi nghlém, tée dyng cla drospirencre ehi gidi han & nhiing tae dung Bén quan dén tdc dung
duge Iy dé duge céng nhén. Bac bigt, oo nghién ciu vé déc tinh sinh san che thdy tdc dung gay déc phéi
thai va bdo thal & dfng vat dugc colka die trung cho ting lodl, Khl néng d8 phol nhim vugt qud & nhitng
A8 tugng sii dung drosplrenone, dnh hudng d8n su kndc bigt gidl tinh d8 duge quan st thdy & bao thal
chugit nhung khéng guan st thdy & khi. Cac nghién ciu ganh gid ri ro méd trudng 4d chira réng drosplre-
none cé thé gay nguy Ném cho mal trudng nude vi tde ddng sinh san & cd duge quan sat 1 réng & mic
ndng A& 0,087 ug / L (LOEC]
15. QUY CACH BONG GOI:
Hop 1 vl x 28 vién nén bao phim (24 vién cé hoat tinh + 4 vign gid dugc);
Hisp 3 vl x 2B vién nén bao phim (26 vIén cé haet tink + 4 vién gid duge).
16. BIEU KIEN BAO QUAN: Bao qudn & nhiét g dudl 30°C.
17 HAN DUNG: 24 thang

18. TIEU CHUAN CHAT LUGNG: TCCS
19. TEN, DJA CHI CO SO SAN XUAT: LABORATORIOS LEON FARMA, S.A.

Bia chi: Poligono Industrial Navatejera, C/La Valina s/, Vilaquilambre, 24193 Lean, Tay Ban Nha



