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Each uncoated tablet contains:
Levonorgestrel Ph. Eur. 0.75mg

Product specifications: Manufacturer

Levonorgestrel needs to be taken as soon as
possible but not later than 72 hours after
2 unprotected sex.

] For woman age 17 and younger,
3 tablets is not recommended

E for use without medical supervision.
£ It is not an abortion pill and does not work if
—': you are already pregnant.

33 Please refer to enclosed pack insert for more
information & dosage.

@ We care
Mfg Lic No.: G/28/1297

* Keep out of reach of children

* Protect from light and moisture

* Store below 30°C in a dry place

Read the instructions carefully before use.
Do not exceed prescribed dose.

MA Holder :

MEGA LIFESCIENCES Public Company Limited
Samutprakam 10280, THAILAND.
Manufactured by:

MYLAN LABORATORIES LTD.
Pblm20121 Pharmez,

Ahmedabad 382213, India.
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100%

NHAN PHU
SO-EZZY 0.75

Quy cach: Hop 1 vix 2 vién

SO-EZZY 0.75 SPK: xx-xxxx-xx

Hogt chilt-him luyng: ALGi vién nén chin: Levonorgestrel 0,75 mg Chi dinh, chéng chi djnh, lidu
Mcﬂhu\i&hﬂqn%mﬁmdﬁummmemmm

dudi 30°C, trinh 4nh sing va trdnh Am. Trinh bay: Hop 1 vi x 2 vién nén. S6 10 SX, NSX, HD: xem
Batch No,, Mﬁ.E\thn&@)lnlmﬂr@yuﬁmmmh&MT&Mcﬂl
luymg: Nha sin xull. Sin 2t boi: MYLAN LABORATORIES LTD,, g chi: Plot nr. 20/ 21,
Pharmez, Phamaceutical Econamic Zone, Sarkhe; - Balva NH No8A, Village Matoda,
Ahmedabad 382213, An D§. Dé xa tém tay tré em, doc kj) huwdng dén sic dung trueée khi
ding. DNNK:...

diung. DNNK:..

SO-EZZY 0.75 SPK: xx-Xxxx-Xx
200% Hoat chat-ham lwong: Mdi vién nén chira: Levonorgestrel 0,75 mg. Chi dmh chéng chi dinh, lidu
dung, cach dung va cic thong tin khéc xem t& huéng dan sir dung thudc. Bao quan: O noi khd
mat, du6i 30°C, tranh 4nh sang va tranh 4m. Trinh bay: Hop 1 Vix2 vién nén. S6 16 SX, NSX, HD:

xem Batch No., Mfd., Exp. trén bao bi, ngay hét han 12 ngay cudi ciing ctia thang hét han. Tiéu chuén
chét lwgng: Nha san xuét. San xudt béi: MYLAN LABORATORIES LTD., dja chi: Plot nr. 20/ 21,

Pharmez, Pharmaceutical Special Economlc Zone, Sarkhej - Balva NH No-8A, Village Matoda,
Ahmedabad 382213, An D§. Dé xa tim tay tré em, doc kj hudng din sic dung truéc khi
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Dé xa tim tay tré em
Doc kj hudng din sir dung trudc khi ding
Khong sit dung thuéc qud han ding ghi trén bao bi

Thanh phan, ham lugng

Thanh phén duge chat:

Mai vién nén chira:

Levonorgestrel .. 0,75 mg

Thanh phan té du'ac Polyvmyl Pyrrolidon K-25 (Kollidon — 25), Dehydrat Alcohol (Ethanol Absolute),
Chloroform, Lactose monohydrat (Pharmatose 200M), Nuéc tinh khiét, Tinh bdt ngod, Colloidal Silicon
Dioxid (Aerosil 200 Pharma), Magnesium stearat.

Dang bao ché
Vién nén.
M@ ta: Vién nén tron, mau trang dén trang nga, mot mit c6 khic sb “207”, mot mit tron.

Quy cach déng goi
Hop 1 vi x 2 vién nén.

Dugc luc hoc

Co ché tdc dung: Levonorgestrel 1a mot chét progestogen téng hop din xudt tir nortestosteron. Véi liéu
thép, téc dung tranh thai cua progestin don thuén 1a do 1am day ldp niém dich cb tir cung, 1am cho tinh
tring khong thé xam nhap, va _ngdn ngira sy tang sinh cua 16p ndi mac tir cung, 1am cho terg thu tinh
khong thé lam t6 dugc. Véi lidu cao hon, progestin c6 tac dung Grc ché sy rung trimg do 1am giam dinh
hormon LH cén thiét gitra chu ky kinh nguyét.

Duqc déng hoc

Hip thu: Sau khi uong, levonorgestrel dugc hap thu nhanh chéng va hoan toan & dudng tiéu hda va khong
bi chuyén héa budc dau ¢ gan. Sinh kha dung cua thuéc hdu nhu dat khoang 100%. Khi udng, ndng do dinh
trong huyét thanh xuét hién sau 1,1 + 0,4 gid. Ubdng 30 microgam levonorgestrel c6 ndng do dinh 12 0,9 +
0,7 microgam/Iit.

Phan bd: Trong huyét thanh, levonorgestrel lién két véi globulin gin hormon sinh duc (SHBG) va véi
albumin.

Chuyén héa: Con dudng chuyén héa quan trong nht ctia levonorgestrel 12 khir oxy, tiép sau 12 lién hop.
Trong huyet tuong, levonorgestrel c6 thé lién hop véi sulfat va acid glucuronic, nhimg dang lién hop nay
dugc bai tiét vao mat rdi dén rudt, ¢ day ching c6 thé bi vi khudn rudt thay phan va giai phong thude
nguyén dang, dang nay lai dugc téi hap thu vao tuan hoan cira.

Thai trir: Nira doi thai trir cia thudc & trang thai 6n dinh x4p xi 36 + 13 gio. Khoang 45% levonorgestrel %
va chat chuyen héa cta né dugc thai trir qua nude tiéu va khoang 32% dugc thai trir qua phén, dang lién '
hop chu yéu 1a glucuronic. Nong d6 dinh huyét tuong cua levonorgestrel khoang 40 nmol/l dat trong

khoang 3 gid. Levonorgestrel dugc thity phan trong gan va céc chit chuyén héa ciia n6 duge bai tiét dudi

dang lién hop glucuronic.

Chi dinh

Tréanh thai khin cAp sau khi giao hop ma khong ding bién phap tranh thai hodc nghi ngd viéc tranh thai that
bai.

So-ezzy 0.75 khong dugc chi dinh sir dung thudng xuyén nhu 1a mt bi¢n phép trénh thai.

Lleu luwgng va cich diung

Ubng mdt vién So-ezzy 0.75 (cang sém cang tét) trong vong 72 gid sau khi giao hgp ma khong sir dung
bién phap tranh thai hoic biét hoic nghl ngd viéc tranh thai thét bai. Pé c6 dugc hiéu qua | t6i wu nén ubng
vién thudc dau tién cang sém cang t6t trong vong 72 gi0 sau khi giao hgp. Vién thir hai ubng sau vién thir
nhét 12 gio. Hozic ubng 2 vién cing ltic cang sém cang t6t trong vong 72 gid sau khi giao hop.

Vién nén So-ezzy 0.75 c6 thé dugc sir dung trong bat ky thoi diém nao ctia chu ky kinh nguyét.

Néu bi non sém trong vong 3 gid sau khi uong thudc, udng mét vién khéc ngay 1ap tuc.

Phy ntr khi da dung thuc cam mg enzym trong vong 4 tuan trudc d6 can sir dung bién phép tranh thai
khén cép 1a bién phép tranh thai khong chira hormon, vi du d4t vong tranh thai trong tir cung. Déi véi phy
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nit khong thé hoac khong sén sang dit vbng tranh thai trong tir cung c6 thé uéng liéu gap d6i levonorgestrel

(nghla 1a 3000 microgam trong vong 72 gid sau khi giao hop khong an toan) (xem phan tuong téc thudc).
Chong chi dinh

Man cam véi bt ky thanh phén nao cua thude.

Chéng chi dinh véi céc trudng hop cé thai hodc nghi ngd 6 thai.
Chay méu am dao bt thuong khong chén doan dugc nguyén nhén.
Viém tic tmh mach hogc bénh huyét khdi tic mach thé hoat dong.
Bénh gan cép tinh, u gan lanh hogc 4c tinh

Carcicum vi hogic ¢6 tién sir bénh do.

Vang da hogc ngira dai ding trong 14n c6 thai trudc.

Thén trong

Mang thai ngodi tir cung: Trong céc nghién ciru 1am sang & phy nir thudng xuyén str dung bién phép tranh

thai khan cép progestin tinh trang mang thai ngoai tir cung 1én tdi 10%.

Thudc nay khong chéng chi dinh véi cac phu nit 6 tién sir mang thai ngoai tir cung. Tuy nhién nén xét téi

kha ning c6 thai ngoai tir cung & phy nir mang thai hogc dau bung dudi sau khi uéng So-ezzy 0. 75. Nén

theo ddi hogc kiém tra ving chau néu c6 du hiéu bat thuong hogc tinh trang mang thai sau khi uéng So-

ezzy 0.75.

Dang mang thai: Vién nén levonorgestrel khdng c6 tac dung chém dut tinh trang dang mang thai.

Anh huéng 1én chu ky kinh nguyét: Mgt so trudng hop c6 thé thdy ra mau kinh mét vai ngdy sau khi uéng

So-ezzy 0.75 . Viéc xuét hién kinh nguyét bat thuong ndy ¢ phy nir str dung bién phép tranh thai progestin

va ¢ cac phy nir str dung levonorgestrel dé tranh thai khén cép 1a thudng xay ra.

Néu cham kinh 1én t6i 1 tun so véi chu ky kinh dy kién, nén xem xét dén kha ndng mang thai.

STI/HIV: Vién nén So-ezzy 0.75 khong ngin dugc sy 1y nhiém HIV (AIDS) hodc cic bénh Iy nhidm qua

duogc tinh duc khac (STIs).

Viéc ngimg kha nang sinh san: So-ezzy 0.75 khéng anh hudng dén kha nang sinh san. Do d6, nén tiép tuc

ho3c bat ddu sém nhét cc bién phép tranh thai thong thuo‘ng

Thén trong & ngum bénh dong kinh, bénh van tim, bénh tuan hoan nio, ting huyet ap, dai thao dudng, dau

nira d4u, nhidm tring khung chéu, r01 loan hap thu nghiém trong va bénh 14 nudi duong tinh (cho dén khi

nong d¢ gonadotropin trong nudc tiéu va huyét thanh trg vé binh thuong), bénh nhan bj lupus ban d6 hé

théng c6 khang thé khang phospholipid duong tinh, da nang budng trimg hoic ¢6 tién sir vang da khi cé@
thai.

Levonorgestrel ¢6 thé gay @ dich, nén theo ddi cin th@n & ngudi hen suyén, phu thiing.

Hiéu qua ciia levonorgestrel c6 thé giam & bénh nhan rdi loan hip thu nghlem trong (nhu hdi chirng Crohn).

So-ezzy 0.75 chi nén dugc sir dung trong truong hop trénh thai khan cap, khong sir dung nhu 12 mét

phuong phép tranh thai thong thudng. Bi¢n phdp tranh thai khin cdp khong c6 tic dung thay thé cic

phuong phap phong ngira cin thiét ddi vai cac bénh lay truyén qua dudng tinh duc.

Khéng sir dung So-ezzy 0.75 & bg¢nh nhan b roi loan chirc nang gan néng. §
So-ezzy 0.75 chira lactose, khong sir dung & bénh nhén cé céc van dé di truyen hiém gép vé khong dung “asn MEG:H
nap galactose, thiéu hyt lactase hogc kém dung nap glucose-galactose. g

N
Sir dung thudc cho phu nir mang thai va cho con bi u@’
Phu nir mang thai: Chdng chi dinh sir dung levonorgestrel & phu nit mang thai. ’i

Phu nit dang cho con bu: Levonorgestrel bai tiét vao sita me, nguy co anh hudng cua thudc trén tré s& giam
néu ngudi me ubng thube ngay sau khi cho con bu va tranh cho con bi sau khi sir dung thudc.

Anh hudng 1én kha ning 14i xe va vén hanh may moéc ‘
Khéng thdy c6 anh huomg dén kha nang van hanh may méc tau xe. Trong trudng hop xay ra tinh trang hoa
mét, chong mit sau khi uéng thudc, tam ngung viéc van hanh mdy méc tau xe ngay.

Tuong tic thubc véi cdc thude khac va cic loai tuong tic khac

Chuyén héa ctia levonorgestrel tang 1én khi sir dung dong thoi levonorgestrel véi cac thudc gy cam ung
enzym gan, hdu hét 1a cac thubc gdy cam (mg enzym CYP3A4. Dong thoi sur dung enfav1renz véi
levonorgestrel lam giam ndng do levonorgestrel trong huyét tuong khoang 50%.

Céc thudc khéc nghi ngd c6 kha néng lam giam ndng d levonorgestrel tuong tur trong huyet tuong gdm céc
din chit barbiturat (bao gdm ca primidon), phenytoin, carbamazepin, céc thudc c6 ngudn goc dugc liéu cd
Hypericum perforatum (St. John’s Wort), rifampicin, ritonavir, rifabutin va griseofulvin.

Phy nit khi da dung thuéc cam g enzym trong vong 4 tudn trudc d6, cén sir dung bign phép tranh thai
khan cp 12 bién phép tranh thai khong chira hormon (vi dy d4t vong tranh thai trong tr cung). Déi véi phu
nir khong thé hoic khong san sang d3t vong tranh thai trong tir cung ¢ thé udng liéu gip doi levonorgestrel
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(nghta 12 3000 microgam trong vbng 72 gid sau khi giao hgp khong an toan). Tuy nhién, vigc phéi hop liéu
gap doi levonorgestrel va chit cam g enzym chua dugc nghlen ctru déy du.

MB(,)t s6 thudc hoc san pham tir thao dugc khéc c6 thé 1am giam hiéu qué ctia vién ubng progestin bao gdm:
* Bosentan

* Felbamate

* Oxcarbazepine

* Rifampin

* Topiramate

Déu hiéu thay dbi (tang hogc gidm) nong d progestin trong huyét tuong da ghi nhan dugc trong mét s6
trudng hop ding ddng thoi véi céc thube e ché HIV protease hodc véi céc chét trc ché sao chép nguoc
non-cleoside.

Thé hién trén nhan ve tat ca cac loai thuéc ma khi dung déng thoi dé c6 thém thong tin vé tuong tac voi
progestin hozc c6 tiém nang anh hudng dén sy bién ddi enzym.

Levonorgestrel c6 thé gia ting nguy co ddc tinh ciia cyclosporin do kha ning trc ché chuyén héa
cyclosporin.

Tac dung khong mong mudn

Kinh nguyét khong déu thuong gip ¢ ngudi dung thude tranh thai progestogen duy nhit.

Thuong gap: ADR>1/100:

Nhirc du, hoa mét, chéng mit, phiy, dau v, budn nén, ra mau (chay mau thudng xuyén hay kéo dai va ra
mdu it), vo kinh.

It gap: 1/100<ADR<1/1000:

Thay dbi can nang, giam tinh dyc, ram 16ng, ra md héi, héi.

Rat hiém gap: ADR < 1/10000:

Pau bung, ban, may day, ngira, dau viing xuong chdu, dau bung kinh, phi mit.

Théong bdo ngay cho bdc sy hodc dwgc sy nhitng phéan eng c6 hai gdp phdai khi siv dung thudc.

Qua lidu va cach X tri
Chura c6 dir ligu vé qud lidu v6i vién nén Levonorgestrel, mic d vy cac tac dung khéng mong muén c6
thé dy doan dugc la budn nén va ndn, chay mau.

Xir tri qud liéu: Khong c6 thube giai dic higu, dleu tri theo triu ching. Neu qué liéu dugc phat hién sém
trong vong mot gid va véi lidu 16n t6i mirc ma thdy nén xir tri thi c6 thé rira da day, hogc ding mo i
Ipecacuanha thich hgp.

Bio quén: Béo quan noi khé mat, dudi 30°C. Trénh 4nh sdng va tranh &m.
Han ding: 24 thang ké tir ngay san xuat.
Tiéu chuén chit lwrgng: Nha san xuit.

Luu y va Kkhuyén cdo

Dé xa tam tay tré em.

Doc kj hudng ddn sir dung trudce khi ding.

Néu can thém thong tin chi tiét xin hoi y kién Bdc s.

Khong dung thuéc quad han sir dung ghi trén hop.

Khoéng ding thuéc khi c6 bat ky ddu hiéu thay déi nao trén vién thuéc.

San xudt béi: MYLAN LABORATORIES LTD.
Plot nr. 20/21, Pharmez, Pharmaceutical Special Economic Zone, Sarkhej-Bavla NH No- 8A, Village
Matoda, Ahmedabad 382213, An Do.
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Ngay xem xét sira dbi, cap nhat lai n§i dung huéng din sir dyng thudc
dd/mm/yyyy

TUQ CUC TRUONG
P.TRUSNG PHONG

Pliam Ghi Viin Hant,



