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Levonorgesfrel Tablets 0.75m9

Emergency Contraceptive Pill

1 x 2 Tablets
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Ahmodabad 38213, lndia
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unp.oloctad s€x.

For woman age 17 and young6t,
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Producf tp€cHcadonl: Manufiaclurer
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Erergency C@tta@ptive Pill
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Each uncoated tablot contains:
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SO.EZZY 0.75

Quy cdch: HQp I vi x 2 vi6n

t00%

200%

S(}DZZYOTS SDIC !.IE-u

a)rr. IrNNlt...

tlof crdlrfE hVry,lri e 6 &ir reESEd 0.75 ry CI 4{.r6c cf q+ Ib
dii3.6 drg rt ci rtnf dr Ilft m t hirE(Er ri drB tre Bi| Ffr: O d ld6 16.
dii 30 C r$r fir seB rd r&fi *tr T.it Dr l$p I \i r 2 rih rtr 56 b $( ttsr( III} M
B*hl.ro. I,lf4. E9. 0'E hD ti rBh 13lilArytron oiu@rt*B tglE lb.r.&crdt
rrFr: |Ori * sn .St d &jr nlt L{N LtlOR mRIES LTI,. *.,1. Fd r. !y 2t.
Ems. Enll8bl SFial E6Dm ZoE Sf,ldEj - Balu NH l.io{A VillaBc Matoda
Anmcdabad 1822 I L An DO N u da uy al cn, tp *t ttht dh st 4.r, we Ai

SO-E7,ZY 0.75 SDK: xx-xxxx-xx
Ho4t ch6t-hlm lugng: Mdi vien nein ch*a: Levonorgestel 0,75 mg. Chi dinh, ch6ng chi tlinh, fidu
dtng, c6ch dtng vi cfc thdng tin khdc: xem td hudng d6n st {rng thu6c. 86o quin: O noi kt6
m6t, dudi 300C, tr6nh 6nh sring vd tr6nh Am. Trlnh bAy: HQp I vix2 vi6n ndn. 55 tO SX, NSX, HD:
xem Batch No., Mftl., Exp, tdn bao bi, ngdy tri5t tran ld ngdy cu6i cung cta th6ng trlit tran. Ti6u chu6n
chAt luqng: Nhd san xudt. Sdn xutit brff: MYLAITI LABORATORIES LTD., itit cht: Plot nr, 2Ol 21,
Pharmea Pharmaceutical Special Economic 2one, Sarkhej - Balva NH No-8A, Village Matoda,
Ahmedabad 382213, An D0. Dd xa tim tty trC em, itpc k! huhng ddn sir dqng trrhc khi
drtng. DNNK.'...
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SO.EZZY 0.75

Dd xa tdm tuy trC em
Dgc kj hrhng ddn stl dttng trudc khi ding
Khflng st dltng thudc quingn ding ghi tiAn bao bt

Thinh phin, hAm lu-gng
Thdnh phdn dugc chdt:
M5i vien n6n chfa:
Levonorgestrel ... ... .........0,75 mg
Thdnh phdn fi dusc: Polyvinyl-Pyrrolidon K-25 (Kollidon - 25), Dehydrat Alcohol (Ethanol Absolute),
Chloroform, Lactose monohydrat (Pharmatose 200M), Nudc tinh tctri6i, ri*r bQt ngd, Colloidal Silicon
Dioxid (Aerosil 200 Pharma), Magnesium stearat.

D4ng bio ch6
Vi€n n€n.
M6 ti: vi6n ndn trdn, miu trfng <t6n trfng ngd, mQt m{t c6 khic s6*zo7u,m0t mat tron.

Quy c6ch tl6ng g6i
HQp I vix2vi€nndn.

Duqc l.gc hgc
Cq ch€ tdc dqtng: Levonorgestrel ld mQt chdt progestogen t6ng hqp d6n xuSt tU nortestosteron. Vdi li6u
thdp, t6c dung tr6nh thai cta progestin cton thudn ld do ldm day ldp ni6m dich cO tri cung, lim cho tinh
trung khOng th6.xdm fr?p:.u.l,ngtu ngira sg ttrng sinh ctia l6p nQi m4c tri cung, lim cho trimg thu tinh

lh6ng t!6 hT t6 ctuoc Vdi li€ulao hon, p.og"riin c6 t6c apng 
'fc 

ch6 sg4,n[t.ung do ldm gia. Oint
hormon LH cdn thi€t gifra chu k! kinh nguy€t.

Duqc ilQng hgc

F? thf ly.khl u6ng, levonorgestrel duqc h6p tlu +1qh ch6ng vd hoin toan d tludng tiOu h6a vi kh6ng
bi chuy€n h6a budc <ldu d gan. Sinh khi dgng cia thu6c hAu nhu cl4t khoang 100%. Khi ui5ng, nting dO dinh
trong iruyi5t thanh xu6t hiQn sau l,l + 0,4 gi6. U6ng 30 microgarn levonorlestrel c6 n6ng ab ain[ li 0,9 +
0,7 microgam/lit.
Ph6n b5: Trong huyi5t thanh, levonorgestrel li€n k6t vdi globulin gin hormon sinh dpc (SHBG) vd vdi
albumin.
Chuv6n h9a: Con cludng chuyiSn h6a quan trgng nh6t cta levonorgestrel li khir oxy, titip sau h li6n hqp.
Trong huyi5t tuong, levonorgestrel c6 tli6 li€n hqp vdi sulfat vd acid glucuronic, nhirng d-4ng li€n hqp ney
ilugc bdi tiet veo m4t r6i d€n ruQt, d ildy chtng. c6 th€ bi vi khuin ruQt thriy phdn vi giii ph6ng thudc
nguy€n d4ng, d4ng ndy l4i <lugc t6i hdp thu vdo tudn hodn ctra.
Thii trir: Nta ctdi th6.i trU cria thu5c d trpng th6i rin tlinh x6p xi 36 + 13 gid. Khoang 45% levonorgestrel
ua.til.nryi5n h6a ctra n6 dugc thii trir qu-a nudc tiiiu vd khoing 32% diqcthdi triqua phan, d4n-g li6n
hqp chfi y€u ld glucuronic. N6ng tlQ tlinh huy€t tuong crla levonorgestrel khoang 40 nmol/l d4t trong
khoang 3 gid. Levonorgestrel ttuo. c thty phdn trong gan vA cic ch6,t chuyiin h6a cta n6 ttugc bei ti6t dudi
d4ng li€n hqp glucuronic.

Chi tlinh
Tr6nh thai khdn cdp sau khi giao hqp md khdng dtng biQn ph6p trffi thai ho{c nghi ngd viQc tr6nh thai thdt
bai.
So-ezzy 0.75 kh6ng tlugc chi tlinh sir dpng thudng xuy6n nhu ld mQt biQn ph6p tr6nh thai.

Li6u lugng vi c6ch dtng
U5ng mQt vi€n So-ezzy 0.75 (cdng sdm cang t5t) trong vdng7? gid sau khi giao hqp mi Bh0ng st dqng
bign phap tr6nh thai tro4c Uii5t ho{c nghi ngO vigc trannlnai ttr6t Ual. Oti c6 tlugc hiQu qud tr5i uu n€n u5ng

vi6n thu6c <l6u ti€n cing sdm cdng ti5t trong vdng 72 gid sau khi giao hqp. Vi6n thrl hai u6ng sau vi6n thri
nnfu n gid. Ho{c u6ng 1 vi€n ctrng ltc cdng sdm cdlg ti5t trong vdn g 72 gid sau khi giao hqp.
Vi€n n6n So-ezzy 0.75 c6 th6 clu-o. c sri dgng trong bdt lcy thdi tli6m ndo cta chu ky kinh nguyQt.

Ni5u bi ndn sdm trong vdng 3 gid sau khi u6ng thu6c, u6ng mQt vi€n kh6c ngay l$p trlc.
Phy nt khi dA dhglhu6a cdm img enzym trong vdng 4 tuAn trudc d6 cdn sti dUng biqn ph6p tr6nh thai

khan c5p ld bien ph6p tr6nh thai khdng chria hormon, vi dg d{t vdng tr6nh thai trong tri cung. D6i vdi phg
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nt'khdng thti ho4c khdng sin sdng ct{t vdng tr6nh thai trong tt cung c6 th€ u6ng liCu g6p d6i levonorgestrel

Q_glh 
la 3000 microgam trong vdng 72 gitt sau khi giao hgrp kh6ng-an todn) (xJm phiniuong t6c thu[c).

Ch6ng chi ilinh
M6n cim vdi b6t k! thnnh phAn ndo cria thui5c.
Ch6ng chi tlinh vbi cdc trudng hgp cd thai ho{c nghi ngd c6 thai.
Chiy m6u 6m r14o b6t thudng kh6ng chAn doiin dJgc nluy6n nhdn.
Vi€m t6c tinh m4ch hoic bQnh truydt ttr5i tic m4ch thiiioat dQng.
BQnh gan c6p tinh, u gan ldnh ho{c 6c tinh
Carcicum vri ho{c c6 ti6n sf bpnh tt6.
Vang da ho{c ngria dai dtng trong lAn c6 thai trudc.

Th$n trgng
Mang tlai lgodi tt cung: Trong c5c nghiEn cftu l6m sdng d php nt thudng xuy6n sfr dpng biQn phrlp tr6nh
thai khAn c6p progestin iint', trang mang tt ai ngoii tri.un! ten tA rcN.
Thudc ndy khdng ch6ng chi tlinh vdi c6c php nt'c6 ti6n sri mang thai ngodi tri cung. Tuy nhi€n ndn xdt tdi
khi ndng c6 thai. ngodi trlr cung d pllu nr' mang thai ho{c dau bgng du6i sau khi urSng 

-So-ezzy 
0.75. N6n

theo ddi ho{c kilim tra ving chQu ni5u c6 d6u trigu U6t thudng ho4c tinh trang mang ti'ai sau k-hi u6ng So-
ezzy 0.75.

?ang mang thai: Vi€n n6n levonorgestrel khdng c6 t6c dpng ctr6m Out tinh tr4ng dang mang thai.
Anh huong l6n chu kj' kinh neuv€t: MQt s6 trulng hqp c6 th6 th6y ra m6u kin[ mQt vai n[ay suu khi uiing
So-ezzy0mnguyeJu6tttrui,ngnaydphgntsirdgngbiQnph6ptr6nhthaiprogestin
yl,d.."g phu nif.su dgng tevonorgestrel O€ trann thai khan cdp li thulng.xiy ra.
N€u chdm kinh l€n tdi I tuen so vdi chu k! kinh dg kitin, n6n xem x6t iliin khi ndng mang thai.
STI/HIV: Vi€n ndn So-ezzy 0.75 khdng ngdn duo. c sg l6y nhi6m HIV (AIDS) ho{c c6c bQnh l6y nhi6m qua
clugc tinh dgc kh6c (STIs).
Vi6c ngung khi ndng sinh sin: So-ezzy 0.75 kh6ng inh huong <ti5n khn ning sinh sdn. Do d6, n6n ti6p tpc
ho[c b6t tldu sdm nhdt c6c biQn ph6p tr6nh thai th6ng thuong.
Thin trgng d ngudi bQnh dQng kintl,.Uenn varl ti;, 6enh ;d, hoin nto, t[ng huy6t 6p, diith6o cluong, clau
nya dAu, nhi6m trtng khung chflu, r6i lo4n h6p thu nghi€m trgng vd bQnh li nudi duong tinh (cho d5n khi
n6ng clQ gonadotropin trong nudc ti€u vd huy€t thanh trd v0 binh thuong), bQnh nhdn bi lupus ban <16 he
th6ng c6 kh6ng th6 kh6ng phospholipid duong tinh, da nang budng tr(mg ho[c c6 ti€n st vdng da khi c6
thai.

Sft dgng thu5c cho phg nii'mang thai vi cho con bri
Phu nfr mang thai: Chi5ng chi tllnh sir dpng levonorgestrel d php n[ mang thai. 

!
Phu nit dang cho con btl: Levonorgestrel bii tiiit vio sta mg, nguy co inh huong cta thuOc, tr6n trd sC giim

ffinguy'u,-khichoconbrivdtr6nhchoionb0saukhisirdqngthu6c.

Anh hucrng lOn khri ntrng l6i xe vi v$n hdnh m6y m6c
Kh6ng thAy c6 dnh huong dtin khn ndng v4n hdnh m6y m6c tdu xe. Trong trudng hqp xiy ra tinh trang hoa

mit, ch6ng m{t sau khi uiing thu6c, tam ngmg viQc vQn hdnh m6y m6c tdu xe ngay.

Tuong tdc thuSc vfi c6c thu6c kh6c vi cdc lo4i tuong tdc khdc
Chuyin h6a crha levonorgestrel tang l€n khi sti dpng tl6ng thdi levonorgestrel vdi c6c thu6c gdy cdm (mg

enzym gan, h6u n6t la cac thu5c gdy cim img enzym. CYP3A4. Ddng thdi srlr dgng enfavirenz vdi

levonorgestrel ldm giim ndng <10 levonorgestrel trong huylit tuong khoing 50%. ! _

C6c thu6c kh6c nghi ngd c6 lha nang lim giim n6ng <10 levonorgestrel tuong tU trong huy6ttuong g6m c6c

din ch6t barbiturat (bao g6m ci primidon), phenytoin, carbamazepin, c6c thu6c c6 ngudn gdc dugc liQu c6

Hypericum perforatum (St. John's Wort), rifampicin, ritoqavir, rifqbutin vdgriseofulvin.
pirU nir khi'da dtng thuiic cim ung enzym trong vdng 4 tuAn trudc d6, cAn sir dgng biQn ph6p lr6nh thai

t<trin c6p ld bi€n phTp trrinh thai kh6ng chfa hormon (vi du tl{t vdng tr6nh thai trong tir cung). D6i vdi phtl

n[ kh6ng thri ho4c ktrOng sin sdng tt{ivdng tr6nh thai trong tir cung c6 thiS u6ng li€u g6p ddi levonorgestrel
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(lghilJ? 3000 microgam trol8 vdng72 gid sau khi giao hqp kh6ng anlodn). Tuy nhi6n, viQc phrii hqp lieu
g?l dqi levonorgestrel vd chdt cdm rmg ewtn chua dugc nghiOn cuu dAy dir.
MQt s6 thu6c ho{c san phdm tir thio dugc kh6c c6 thii lam giim hiQu qui cria vi€n ui5ng progestin bao g6m:
. Bosentan
. Felbamate
. Oxcarbazepine
. Rifampin
. Topiramate
D6u hiQu thay ddi (t[ng ho{c gidm) ndng clQ progestin trong huyiSt tuong il6 ghi nhan dugc trong mQt si5

trudng hqp dirng d6ng thdi vlt clc thuric fc ctr6 Htv protease ho{c vdic6c in6t ric ch6 sao ch6p ngugc
non-cleoside.
fne nien tr€n nhdn ve t6t ca cdc lo4i thudc mi khi dtng il6ng thdi d6 c6 th€m thdng tin ve tuong t6c vdi
progestin ho{c c6 ti6m ndng inh huong tliin sp biiSn d6i i"ryi.
Levonorgestrel c6 thii gia tdng nguy co ctQc tfnh cta cyclosporin do khi ntrng ric ch6 chuyi5n h6a
cyclosporin.
Tdc dgng kh6ng mong mu6n
Kinh nguyQt khdng ct€u thuong g{p d ngudi dtng thu6c tr6nh thai progestogen duy nhdt.
Thuong.gqp: AD\> I / I 00 :
Nhrlc dAu, hoa mft, ch6ng m{t, pht, <lau vri, butin ndn, ra m6u (chiy m6u thudng xuy€n hay k6o ddi vd ra
m6u it), vd kinh.
h Sdp' I / t 00<ADR< I / t 000:
Tqay d,6i cdn n{ng, giim tfnh dpc, rflm l6ng, ra mO h6i, h6i.
Rit hiAm gdp: ADR < I/10000:
Dau bpng, ban, mdy day, ngrla, dau virng xuong chflu, dau bpng kinh, pht m{t.
ThAng brio ngay cito bdc sy nogc dryc s! nhtng phdn r?ng ci nN gdp pndi khi sfr dqtng thudc.

Ipecacuanha thfch hqp.

86o quin: Bio quin noi khd m6t, dudi 30'C. Tr6nh 6nh s6ng vd tr6nh Am.

Hgn dilng: 24 thfungkii tir ngdy san xu6t.

Ti6u chu6n ch6t lugng: Nhd sin xu6t.

Lqu f vi khuy6n c6o
DA xa fim tay trd_em.

Dqc kY hudng ddn s* d4ng tru.dc lihi ditng. .

Niiu cdn thAm th6ng tin chi tidt xin hoi !'ki1n Bdc si.

Kh6ng ditng thu6c qud hqn s.* dltng ghi ffin hQp.. . !
Kh6ng ditng thu6c khi cd blit k)'ddu hieu thay d6i ndo tan vian thuac'

Sdn xudt 6ar: MYLAN LABORATORIES LTD.
plot nr. 2OlZl,pharmez, Pharmaceutical Special Economic Zone, Sarkhej-Bavla NH No-8A, Village

Matoda, Ahmedabad 382213, An EQ.

Ngiy xem x6t sfra o6i, c6p nh$t t.i nQi dung hu6ng d6n sir dgng thuSc
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