JILL7REEO. Tomg IZR89 2 & H
(LR IIVFARLIL)

AERICRESNEBRICERIENRVRABTOERR
BRAEHE—EBVIZHYFET,
LEZEGROBEFEROMABRBMUNDER BRI

AEHMEFNAIT S LIETEFEEA,

BASHF—1E 0




JILLAREE 0. 75mg
(LR ILT R ELIJL)

CTD %51 &%
1.4 FEFIKR

A EF—1E 0



SOH-075

1.4 BEFRiR

Page

1

29@ 505l

1.4 $HEFRRR
I



JILLAREE 0. 75mg
(LR ILT R ELIJL)

CTD % 1 &B
1.6 ERXEEROEERUVREDRZE

BASHE—E 0



SOH-075 1.5 BRXEIHEBOZERUEHEDES Page i
209 S052I

1.5 BRXEBERVEERUREOEROBR

1.5 R R DR R BRI oo, 1
15.1 B R B (T DUV T o 1
1.5.2 NVEVAICLZRABIEICBITHBI DRI ..o, 1
1.5.3 BRAEBITICEATIAERDIRIT ..o 1
1.5.4 SOH-075 [TDUVT ot 2
155 B R A e 2

1.5.5.1 BB CBIT BB DIRER. ..o, 4
1.5.5.2 EBRRSABRICHITBBARDIEIE ... 4

1.5.5.3 B R B ICh (TR BB DA R e 5



SOH-075 1.5 BREXEEROEERUVERDERS Page 1
20e S052I

15 EBEXEEROBRBRUBBEROERE
1.5.1 REEIEIRECONT

BX2GREAT £ 12, WHO (World Health Organization) D EFIZ JiuiX, [ERGGRELT & ix, Ol
72 LOMATAZ DA LN, UIQE F 72V TR % [0158 95 72 8 ORELE 5 1E O KRR 2otk
PN FESE FTRE /e BRI FE Th D, ks, FEhE S D BEEHEEIL. BT AIEE L
TG L Tuvevy, | ELTWnD,

WM TR, RRABHESRED X 5 ITEE OBREN R 2 WFRFT 2 D TiEe, HETHHE
RN B ORI A - 2 3K & L CRABHTENAIEH STV 5,

1.5.2  RILEVRICLZ BREBITICEET5B5 0RR

TVE RN X B BEGEHTIEIT 1960 RGN SFIAINTEY . Y9kmfE=F= 1=
ANTZTVA—=NAO S HREBEOEGDHWONTZ, UL, BLOEYORWER S & TREL LT
72, Yuzpe 1%, 1977 = F =)L A T DA — VEMPRIEIZ R CEWER N D720, =F =
JWVTEAKNZ VA= 01 mg & dl-/ VT ALV 1.0 mg OELAILS 223t 72 RefEILLINIZ 1 [A]
BOgE L, B 12RHEZICHEOROR ST 5 Yuzpe (k4 BFE LT,

T, AREERLEC DO LR VA N LILD 0.75 mg 2 MRS 72 BERILANIZ 1 AR O 5
L. EIZ 12 FHZICHEROEET 2717 2 =0 U BMRIE S BEBHTR & L TROVFME
HAEh T,

WHO (ZX > T, Yuzpe tE& VAR JIVF AN LIC L DT a2 h—/47 Bk & o g
[ B KA 2 fi e S R R AR AR & L C 2 [BIS5EH S A7z, Z ORER. 1998 4RI S vz E B
ML R L FBRRBR TlZ, VAR LA Z b L VBIRE DA IMET Yuzpe 5L 0 @< . 22k
WCHENTWD Z RSNz,

LR VA S LOVELA 2 O T2 BRAGREETE L. Yuzpe BICRD VW HAEILS VWS TE D,
TOREMRDPBRAMENS T T VA, AV =T, 7407y REZBOTL, —EHERS
ELTHRIESNT WD, £o, KEIZHBWTIE, 20064 8 A 24 HIZ FDA IT LV 18 kLl L%
PEIC RIS 5 — M ER L ARFE RO S (LR 2 44 & b LJLEE : PlanBY)

B, VRV AN LAVERINEER S (EP) | KEEER S (USP) K UVE[EZHK)E S (BP)
WIS S TR Y, WHO IZ X0 BREBHIEDIEERIELE LTyt Uy L R T v ZIZHIEE
STV 5,

1.5.3 RABE(CRITI A RDKR

1994 4, 7 A T THilE SN EBEA OB SFICB VT, A TARR M X GG o 55k
ELTERBENDRETIZZ2WEDIRRENTONTZ, UL b LT AMIZEBITH 2007
FERED N TR PHEEENE 256,672 HRICH DIE Y | #EE L CIEFE 2 M\ 278 L TRV 503,
N TARRHESER =R (15~49 IO+ ANOTFxf) 1293 LKIRE L TEETHY, (KREZ DK
PEDNE FE IR WIEIR DR 7L & U CTRHME~OfERIMEZ 5 N TARIRF#EAFIH L T2 O ELR
Thd, TOERNE LTI, BEAEFTCHBEBEOLHBENR S IELWAGES S L ShTn
PNl ERICELBIRIN TS Y R—AI2 X ABHTORR . KM &R RHEE (vL) |
FENBETEHE (IUD) R OFE BT 27 A (IUS) 25 Oy A BERT 15 00 3850 BE K OV FH 3=
DIERNZ &, RERBZLND,

ZDX SRR DO T T, AR SN BABHT I EE LR WARFICB W TS 22>/ %)
IR R EDN R R ATREIC e T, BERVTEIRZ [E08E L. RHA~OfERRMEZ£E 5 721 Tl
72 HEMMBLC DIELS 22 2 N THERFHEA O T2 L N T 5, KB, HAZFHH S,
HABhPEMR S (BB ARBIFERTZ) 725 2002 4 4 H 11 BAFC MEREGEEERR D B AR~ A 2R3
HEPEE ] NEAGBRKES I SINATEY, 20024 7 A 17 H RO 2005 4 3 A 30 H D%
BEIEA S B EERIZE N TS, WHO A OIEEBRAZTEH T 5 2 & & O TARMIZEIT % B2kt
RO RWIAGR 2 G 5 2 & A Egim S L7,
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B, BEARICBWNTL, JAVFARLIL s 2F =)L A N T VA — LOIREFRILE A
(7T ) R= ") OWIEIMLTT &N HTET, ERTOHIET & B & > TRARHEEN £ S h
T,

154 SOH-075 (21T

Laboratoire HRA Pharma f1: (HRA 1) (%, 1 &+ 0.75 mg D LR/ VT A MLV EGEHET D%
O8UK| 2882 7 U A X —,3y 7 & L7z Norlevo® (SOH-075) %BA%E L7=,

LRIV AR LIVIE, BREIRELVE THD /) IVT A N LIVOIEHEERTH Y | AHIC
BWTH, ZF= AT ATV A =L EDOREHE LTHRSNTWDLRABEE (T
©28, &) 12 18EH 0.05 mg ~ 0.125 mg & A SN TWD, £/, FENBHES 2T L (I L—F
IV AT AT 2mgD LR VT Z LRGSR TS,

SOH-075 1%, 19994 4 H 16 HIZ7 7 A CRTRHER L U TIEARZ IS L, A4 5 H 30
RlZHmE i, FH 5 H 31 BIZIZ—HEERLE LTHEINT, SyoHE - HEiX, IR
ﬁ%#%ﬁgf+ PIRMHTHEE AR U W IER B IELS &b T2 FERILINICERAIO 1 %, £ D 12
—24 BRIREIC 2 BEH 2R 5 28 Bl L &7z, 2000 4F 3 A 27 BICIE BU IR DAHEK
RWEIUG L, 20Dk, “mo#%MLt15mg$Eﬁm&5@%xﬁ%ﬁ%_%o% = A
AT ADM AR LT ML - HEE [0 72T HE A U VERBRIELS &b 72 Refi]L
PNIZ 0.75 mg 8K 2 822 IRIAT 2 2 & 521 L L. 1.5 mg A0 BUICET H7KR % 2003 4F 4 H
30 HICHES LTz, F£72, 77 ACBWTE 2004 4F 4 H 19 HIZ 1.5 mg SEDOIRGEARR & B L.
2005 4= 11 H 15 BIZARGEZBRLA L 7=,

2010 4F 4 HERLE, AH| (0.75 mg88) MO 1.5 mg #E1E Norlevo®™, Vikela®, Duofem™% 0 pd 54
TEIN, 727, 77V BEOWS 54 HETHER, 46 PETRITEINTEY . AHF (0.75mg
$E) KON 1.5mg & D RFHH AT zt-.fi (fﬁﬁﬁfﬂé&k 387 %) ThD,

E L TH072lEEiE 25 U WA, Al REemic, EE L <X 12 LRI, B &b 72 RN
PO 1 882 IRFA L. W@@lﬁ%%ﬁLﬁlZﬁﬁ%#%24ﬁﬁ%@m 2HEHZWMATHZ
L v Mk

2 Tl EE 2 U Wk, AR e, B U< 12 IFRILIAIZ, #< &8 72 BERHL
P 0.75 mg 8K 2 gEA R 51 &5 Ak

155 FREORE

Hﬁ/\&%—ﬁmi 2 4RI HRA H22 BAFIZEA L, AFUC IS\ CEREMEER L L CH
%35[/7;0

BHFE DFSFREX 2 X 1.5.5-1 12~ LT,
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155.1 mEICHIT2ERDERE

A OB 1 G = .
B . AT ORI O R T HRHE L,

Zp, WAoecomETE . BSOS TIE
<5,

(1) HHOBREEUHRSZE

BN BT 2 Bl R OB T, wiHRB A mErER L L o) = A0 2] # )
Aokt Lz,

(2) HFOREKICET HHER

Lo e SaE Nl B EERSN EE EERCMGicEs 8Pl BE EER
S o ) = TR BR A S L, WEERBRTIL, RE CIRIE (S0CR TN 60°C) B ONRIE
JE (25C/90%RH) DFEZHOWT, EEICOWTIE 4 B8R, RBEICOW T 1 #EM, ekt
LCIE 20 HREORAFIZ TR L2, WTNOREBE B IZB W THHEICE S LTz, I
BRI, JRSE  40°C+2°C, B : 75%RHE5%RH ORFESRMET 6 A FTHEMLZ2S, Wi
OPEHEBIZB W THHKICEAS LTz,

Eiz, 2 B A 0o RERABR A B LT, WAIBIBIZT ) 24 —v— P CHEMi LT, &
HRAFRBRIL, BUE 24 DA ETORFPKT L, WITNOREHEBIZB W THEMICEA LT
By, sk oA EcoRBREMEL TV D,

1.5.5.2 JERRERSAERICH TR BARDER

I >l [l 1 B P R A b &
KBS A LM L, FERRRAERT — & X — 2OV TIL, GLP Hifil T ComFmMRER (Z
v MO VEEERGEERER, Ty NEROY LV 1y ARKERGEMERER) | BSR4 TR

(7 v NHWEIRAIZET 23 B, 7 v N &2 W2 AR R O AR W NS RHABERE I B 5
HRBR, 7 v RO EHWR - BIRA~OZZICEET 255R) | ZerEREEEER (in vitro
hERG F ¥ /LR, YL iig 55 R Ok s R T 258k, 7 v MHHCRICEE T o iRl
e B aHmaER) | YOV EE RO 2 [l G5y E e Rk B s mMERER (in vitro D YL AR H
B 2L L., B, AFKMXEMA CHEERRBRT —2 o r—2 352 LOBE %215
77

(1) HREHAR

FEHFEBBRER A (2 DV Tl FENIEICRHT 2 ERIZ W TRET L7z 3 3Bk, BEIRINHIER.,
TR FERERE ISR T DR, BRI W TR L 72 2 2N OREBR O A KGR S b BT E kA
Bk L7,

7235, FDA IZ 2006 fEIZ L AR 2 LA A R LVEED PlanB D VERMFICRIT A AR RMEE & L
T “BESRENSIT L L7z, EOMOERE LTI, =k o+ ~fa) HEXOER R
DT E~OFESR) HEOFREEZ LR L TWVD, S HIZ, FDA T3 TIZFEIZER L2
IICH L CLAR I VT A R LVIER LW E DO REEZ R L, IR TEICERLIZZ 2D
STHIR L EZR L TND 7, BRABHEIROEMIL, A THEFHE TIZRW LR TH 5,

ZapgesRpIc o n L, om0 (E A ETic. Ty PRRRICET Sk
BIERAFHMEER, in vitro hERG T ¥ > /LR M O VI A SR S ONWER 2R 2 B A el &
Fhe L=, 7> MHHGRIZEE T 2RISR A TR Tl —BUER & O T8 FROBERE I
WA /2o 72, in vitro hERG F % o 3 /VikBR CiE 2.25umol/L D LR J V7 A R L LTy, &%
RN O ABICRD S0, Vb iE R OSSR ICET 28R Cix, E, Ohik. O
X K O 28R I BT e o T,
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(2 FEvEEER

semBERRIcovTE, 2w s 2 ER R ETr =2 A BT D HEI L 2
A1 15 G- D RN BN RERRBR 22 52 L 72, 2 DGR, Crnax 2 UY AUC 135 8ITHE > THIM L
12 0% 24 BRI C 2 (a1 B 5 L CH FMBIRE T A — Z TR E ZE W e o 7,

(3) SEHAR

wmHERBRICOWTIR, 7y P RO Lo BEEREEMERER, SWNCT v RO =27 A 1o
g attate o] F 000 (] F A ECEELE. BlEEERBICOVWTL, &
WIS TR, R TR B R OV MRz 2 1 25 2 = £ L
Fo, BB AFBERBRICOWTIR, 7y NEARUYFITEBIT L1 - BIEREAE~DOEEIZET S
R, 7 v MBI D HART R AR O AN NS R OREICB T 2B E VT v MIB
i B ZMETER O R £ CommRE BT s Ry o) = Ao o] = R L
77

HE & EEERBR T, VR V72 b LIV OB OESE R 2000mg/kg/ H 2B 25 L EZ 5
., RIEHEGHEERBRTIX, 7y b2V 1 A RERGHEERBRNS LR LA R Lo
MEEEMEEIX 100mg/kg/ B, Va2 1 7 A EE G EMERER Tl 0.8mg/kg/H &5 2 Bl
BAEFEMERABR TR, WTNoRBRICBWTHRERITREE T 7o, 7o, AR AR T,
M & 72 DT AITRR O o Tz,

1.5.5.3 ERERRERICHITH R DIER
(1) BIMIHIIBERKRFAFEDER

HRA #11%, 1998 > WHO 735 L7= Yuzpe ik & LR VT A N LIVEE & OBRZRHTEIZ )
2 e sk oD [ B AR 22 hi 5% S [RI B R 3R Cffi FH & 7172 Gedeon Richter £ 7R /L7 A |k L
JLEE (Postinor®) & AK| (Vikela®) & D H[a[Ey 512 L A AW S0 RIZERER 2 F25i L. Postinor”
EARA & DAY TFRIRELZREE LT, TOMRICESE, WHO IZ XL 2 [EBE KRB i (7
FRIRARBR DA 2 FEARFMERI L LT, 7T AICBIT 2 RGEARBFHE 21TV, 1999 4F 4 A
16 HIC7 72 A CEBBHER L L CORGTRBE G Lz, £z, sEic< 1] & | A» o
1’ El A5 U7=AA] 188 12 ReRIREIRE 2 B 0502 2R OE MoK 2 B & L
7255 TIUAH g R 5k Bk D il e OV RS A A e 2 b » TR ARG NI L % EU 5K % 2000
3 H 27 HIZHEAS LT,

Z D%, 200240 WHO 28N Effi L7= LA 2 VA7 A ML VEE 2 88 | IR O# 5., 188 12 BEIR0R
2 FREAEE RO 7 =7 Y A 2 10mg £% 185 O 2k K OV % i U 7= FEIBE RIS
Jiti 5% I [F G AR FRER . >K[E D The Population Council (2 K> C K3 =& HF0[ECHEhE S 7= AA| 1 8¢
12 I RIS 2 B OG-, A 1 BE 24 RERIERR 2 [BIRE 085 OVARH] 2 8E 1 [BIFE O & 503
BRERB M T A 2 UV T CEEBINTZ VR VF AN LVEE 28 1 MIROBEGE RO 188 12 B
IR0 2 [ O G- DB M M OV 2 & i U7 R RBR OFE B2 b - T AAI 2 88 1 [IFR 0
# 5. EU BR7E &R A 2000 4 3 J 27 BICHIG LT,

(2) FRICHITIERRBASETE

2(. El H . B. I 5= B U CESE G ERE R s s 5e ik %
Il Uiz, ZOREHR. WHO 2384 T L7z 2 -2 O FEIRR KB 2 i 5% 35 [5] B R 55 --
I - O I, /> i 2w O R L
I - it 3% M B D B DB E A1,

o8 s Se . I - - ¢ .
L [Seiies [

BRIRT — 2 /Ny =T %R 1.55-1 1ITRT,
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K 1551 BRRBART —F v r—v
= SR BRI 1o < BBV VRG | HBRE, B5FHE R B i "
RBOEE | RBE#=—F RBROEM SR O B EARE HRBREEK HE DDA, BEHH | W®EECEE
e . oo | MEfEAAL . .
W MR 37/98 Postinor® X [ Vikela®» PK /<7 | ™0 "% Postinor ® & Vikela® 12 ‘ e
R (HRA) |24 S | ®R0TSme (47 6. 4) FARNORE | REIG ) HRA SR
24
MEfE AL 0.75mg x 2 [A] (12 FEfE) . H[El 5
Ehhe HR(?I'E%)]O] FRIERSE B HE O Fst F—7 0.75mg x 1 [A] 8‘32 me (le’ 128 Emj)' 8% =Yg Brw HRA &k}
et 0.75mg x 2 [l (24 ) | 07> mE 1) 2 [l
0.75 mg (x 2, 24 FE(): 8 4
PPC 2002 ER— 0.75mg x 2 1] (12 IFfi) H[El g 5
JEWEIRE | (The Population | 3EM@HRE DR Pk B 0.75mg x 2 [A] (24 IR 5 Lrg i BLO FiSC
Council) I 1.5mgx 1 [H] 2 [E# 5
VAR NVFA LV 0TS mg & | 33
HEVEZ L 0.75mg x 1 [A] apae EAEEEA
Sy 075-01 1 EIE, 2 [BE (12 R | 00 0.75mg (x 1): 84 +7 7t : 34 " N N
OB (Z—HVY) ) UL 1.5 mg 4 1S L ;?i*ﬁﬁ% ?'ZSmg"f@E A2WD | 75mg (x 2y 8 4 +7 508 3 4 | AN KHE 2}%@; REARALE
L x ORMBIEE BT 5. 7IEAATE omg X 1.5mg (x 1):8 44 +7 70K 13 4,
BER ONR2HICET 2R
. , REASE o 1o 5 RBRTFA RO | S8R, #EH% « R FEPEBRE ik RBOETIRI
RBoEE | RB#RI=—F RROEM AR R B AR HBREK HE DDA, e 55 1 Pl o
- UK/Norlevo/ VAR VG AR L (075 mg
iéﬁ 08 /001"(";;;) ;4&5) DR LD | SR 0.75mg x 2 [a] (12 IH) 393 Lk 2[E# 5 | HRAHENGEH
. LR V72 R L (075 mg | #EVESIL 1998
o VoY 2B & Yuspe HCB S | Tk O75me X2 F1CO2HD | 075mg (v 2, 12050) 10014 | Stk dett | 261k i
- 72 A B OV 0 O L PR uzpe Yuzpe 1: 997 4
VAR VA AN LL (075 mg . 0.75mg x 2 [A] (12 IR¢fH]) 4136 y
HRE WHO 2002 2 [EEE 720 1.5 mg 1 [\ ﬂfgﬂ; 1.5mgx 1 0.75mg (x 1):1379 4 SR deht i@ﬁf s
i (WHO) )y L37=FY R TR ;tr:‘k%ﬁ NZESy ) I S N 0.75mg (x 2):1377 4 e AT e i
% LA S OVE R0 0 L e 10 mgx 1 [8] 727 YRR 13804
e 075-02 BB A VNEE T ARAL
ﬁ;:'ri () MIZ I T D B AR R | HEFER 1.5mgx 1 65 HARN, 2otk Hi[al$e 5 TGRS &
T 5 720 DOIERINLE
) 1 YuzpetE TF =T R NTUA—L50ug KONV IR VA R LV 0.25mg DELESE2 SEA R OFR S L, RIFHBICESHIC 22 R0%E1 5,
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BRI BR T — & Xy & — U TId, EWEREORER RS & LT, HRA #H23% i L7= Postinor™ &
A& DA R R SEVERBR GRBRFRS] = — R : MR37/98) | HWEhieikbr GRABRip=— 1 -
HRA-99-101) &% X The population Council 7332 L 72 Sy EheatER GURFA = — K : PPC2002)
2y ARFRCTHENE L7258 T AERRER GBS =— R @ 075-01) @© 4 RABrx, 7, AOEED
ZRMEOREREAE L LT, WHO 2 X 2 EEE KRB sk L RERARRER O 2 3R GURERA = —
K : WHO1998 &% TY WHO2002) . HRA #h23 i L 7= 85 M AH & R ek By (GRUBRFR B = — | -
UK/Norlevo/ 98/001) (Zhx, AFTHEN9 2 H MK R GUBRGS = — F : 075-02) @ 47K
BRCER T D L& LTz,

k. EWNEIFEERRBRORBR T A e onTiE, ENE 1 HERRBRK TRICH-D
2(. E. A | A O s B SRR OB SIS E MR L,

(3) AFHICHIIBERKFARDIERE

2+l 17 . O
B < D G s 2ELe. 2o, R
- ™
- e _
- a1
R

B E R oEE e < I L.
O RGBT L L 2 Lo 2 5 2 T = TENE TR
Bk A ke L7,

ENF T HHERARRER TIE, BARANLMEICHID TARAID G SN D Z e, KA1 EE 1A
Feb-. A1 BE 12 RFFIIRR 2 [BIRE A& G R OARH 2 88 1 IR G- ONEIZ NV AR A T4 b5 4 i
W HEEZHEHAL, ENENOME - HEICBT 228 E VR 2 VT 2 N LLO3EyEhiElIc
DWTHF L7z, ZOfEER, R TOME - HEICBWTLZEMEICHE L 2D A EELZOFRILUTA
ST, AARANLZMEESNEAN LML OFEYENRET 07 7 A VL TWDL D EEZ b,

zot 2 =17 7. I O - - . K
anOFEERR T — 2 5o o — ik, [ - O -
WO, T L S AR AN L, TR, [HEER T — & %
= PRIZOWVWTIBEORBIT 2 W E B XD, o, RIEOGRME K OO FEAR O 3%
7R 1T WHO 28320 U 7= E B KR i sk de F e iGRBR I 72 B, L7 » T, ENSE IR ERE
RERIT, BEBHTZ VB LT 5 kME xR E LT, AFIOEIEMS T EZ R 5 720 OFEHRIL
LW HMTET D2 ENRYEEZZD, | EOMEEET,

w25t B = H R 5 4 Of - s <.
- EEpeNyl EY PEREL |
e A = CEAE IR R Eif L,

[E PN 2 AR ER R AR Tl BEGRHTE 2 LB & 32 HARNZME: 65 BillT, MEASTHE 72 RFILANICA
288 1 R ARG L, AFOHFINER VLB W TR L, £72. AAI O )ik
EIRETT DT DR RINELIT o To, ZDOFER. AMEIZ- OV TIX WHO2002 305k & [FIER DR
ThHY ., FHHMEL WHO2002 REROFEREZE T H LD THoT-, Fo, BEERAEFLLA
D LT, ERAOERREBREIC 2T 0 7 7 A VORERZTRD SN ho Tz,

2 B EN 00 09090 [N |
Bl Ghms=mn 2#EL-. o8,
25, [EP G AR AR AR L2 B D & A O A7 2 K OV M RTEAh 2
179 PERAE LSRN B D, BAEIE. AHI DA DM M O MR B LT, WHO2002 5RER Ak
A RS L L TELETH I &, WHO2002 #BRSE OWESMGER ABRIZ KL A A DAL= 9%
Bt O el & B U7 b TR R R R K OVEI N 36 AR AR C OB 4L O Seif W 4
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LB D&, WO HARNLHEZ I T 2 AF DA ZNME R OVL2 e A vips R R AR i | < 2
DEMLDIENHRTHLIVHHAT L ENBETHLEERD, | LOMFEEHET,

LU b e 2 8 THEEE S VT BRIRERBR T — 2 /X o r — D ORBRARE D b . RS2 —8
AHIBAFRIZIB N THBERHEE L L TR TE 5 b0 LT 2 & & bIZ, HEFRIHROBE
(CEDWTHEFERIZBH L, ARG EITo 2L & L,
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1.6 HSNEICHITZEARREFICETIEN
1.6.1 BN TORRRUVERRKR

SOH-075 1%, 1999 4 4 H 16 A (EEEHEAR) 1277 ATHREAREZEEG L. 4
NORLEVO®CHRF # BHAs L7-, 20004 3 H 27 HIZ EU IZEB\WCHH A K% Norlevo®, Vikela®&%
% Duofem® CHUSG L., 7 F > ZI2B\VT 2004 4E 4 H 19 HIZ 1.5 mg SEDIRTEAFRZ BT L,
2005 4= 11 A 15 HICIRZEZBIE LT,

2010 4F 4 A BIfE, AK) (0.75mg) M Of 1.5mg $E1T 54 F[E THEFE S, 46 BWETHRIGEINTE
o AH (0.75mg) KO 1.5mg sEo> RasH T I R E s R ) ThD,

1999 4 4 J1 16 H T ARREE (77 v A) [EEHEA H

19994E5 H 30 H WR5eBfts (77 &)

199945 H 31 H OTC lFehits (77 R)

20004E3 A 27 H EU #H A& HUS

200344 H 30 H FVEZE T AR AAAGREUS (1.5mg 4L )5)
200444 A 19 H 1.5mg $& M e RIS

20054F 11 H 15 H 1.5mg § BIeBth (77 > &)

A#| (Norlevo®, Vikela®, Duofem®%) & 1.5mg & (Norlevo®1.5mg. Vikela®1.5mg. Unofem®
&) OWGEEY A M &R L6IRT, 7ol AAl (0.75mg #E) & 1.5mg FEITHEAITH D,
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*1.6 IREEYAH
2010 4 4 H BUE
4, . _ 0.75 mg : _ _ 1.5mg :
R H fRoeH | B 2 A2 b 7KERH IRoe A | B4 A2 b

7T UA A 1999/4 | 1999/5 | Norlevo

AR 2005/4 A 20044 2004/11 | Norlevo
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PACKAGE LEAFLET: INFORMATION FOR THE USER

NorLevo® 750 microgram tablets
Levonorgestrel

Read all of this leaflet carefully before you start using this medicine.

(Statement to be used when product is delivered with a medical prescription)

This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even if their

symptoms are the same as yours.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor, pharmacist or family planning clinic.

- If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

In this leaflet:

What NorLevo® 750 microgram tablets is and what it is used for
Before you use NorLevo

How to use NorLevo

Possible side effects

How to store NorLevo

Further information

ok wdE

1. WHAT NORLEVO 750 MICROGRAM TABLET IS AND WHAT IT IS USED FOR

INorLevo is an oral emergency contraceptive.|

What is emergency contraception?

Emergency contraception is a rescue method intended to prevent pregnancy after unprotected
intercourse or in case of failure of a contraceptive method.

When should emergency contraception be used?

This contraceptive method should be used as soon as possible, preferably within 12 hours and no later
than a period of 72 hours (3 days), after unprotected sexual intercourse or failure of a contraceptive
method. It is more effective if you take it as soon as possible after unprotected sex. Norlevo can only
prevent you becoming pregnant if you take it within 72 hours of unprotected sex. It does not work if
you are already pregnant. If you have unprotected sex after taking Norlevo, it will not stop you from
becoming pregnant.

If you suspect to be pregnant for one of the following reasons:
e if you have had sexual intercourse without contraception;
if you have forgotten to take your contraceptive pill on time;
if your partner’s condom has broken, slipped or came off;
if you fear that your intrauterine device has been expelled;
if your vaginal diaphragm or your contraceptive cap has moved or if you have removed it early;
if you are afraid of the method of coitus interruptus or the rhythm method has failed,;
in the event of rape.

Norlevo is thought to work by:
-stopping your ovaries from releasing an egg
-stopping a fertilised egg from attaching to the womb
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This tablet is only for emergency contraception, not for a regular method of contraception as it is less
effective than the ‘normal’ contraceptive pill (“the pill”).

2. BEFORE YOU USE NORLEVO 750 MICROGRAM TABLETS

Do not use NorLevo 750 microgram tablets

- ifyou are allergic (hypersensitive) to levonorgestrel or to any of the other ingredients of NorLevo
Take special care with NorLevo 750 microgram tablets

The use of Norlevo is not recommended in the following cases:

- if you have had a tubal (ectopic) pregnancy,

- oran infection in your fallopian tubes (salpingitis),

- if you have personal or family history of known risk factor for thrombosis (blood clotting).

- or if you have a severe digestive disease which impairs absorption of food and medications,

- or if you have severe hepatic dysfunction or severe malabsorption syndrome, such as Crohn’s
disease.

A previous ectopic pregnancy and a previous infection of the fallopian tubes increase the risk of a new
ectopic pregnancy. Therefore, if you have had an ectopic pregnancy or an infection of the fallopian
tubes you should contact your doctor before taking Norlevo.

Emergency contraception must be used only occasionally and should not replace a regular
contraceptive method because:

- it does not prevent pregnancy in every instance;

- the risk of hormonal overload and cycle disturbance is not advisable in case of regular intake.
Emergency contraception cannot interrupt a pregnancy.

If you have had another act of unprotected intercourse more than 72 hours ago, conception may have
occurred. Treatment with NorLevo following the second act of intercourse may therefore be
ineffective in preventing pregnancy.

Repeated administration of Norlevo within a menstrual cycle is not advisable because it may upset
your cycle.

Norlevo does not work as well as regular methods of contraception. Your doctor can tell you about
long-term methods of contraception which are more effective in preventing you from getting pregnant.

After taking this medicine:

It is mandatory to exclude pregnancy by performing a pregnancy test:
e if your next menstrual period is delayed more than five days,

e in case of abnormal bleeding even at the date of expected menses,

If you did not use a condom (or if it has been torn or has been slided down) during the intercourse, it
might be possible that you have caught a sexually transmitted disease or the HIV virus. The use of
emergency contraception does not protect against sexually transmitted diseases and cannot replace the
necessary precautions and measures to be taken in case of risk of transmission (see National
Information).

Taking other medicines




The medicines listed below, including medicines obtained without prescription, can reduce or suppress
the effectiveness of Norlevo:

- Certain medicines used to treat epilepsy (phenobarbital, phenytoin, primidone, carbamazepin),

- Certain medicines used to treatHIV infection (ritonavir),

- Certain medicines to treat certain bacterial infections (rifabutin, rifampicin, griseofulvin),

- Herbal medicines containing St. John’s Wort (Hypericum perforatum).

Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines,
including medicines obtained without a prescription.

Pregnancy and breast-feeding

If you are pregnant:

This medication does not end an ongoing pregnancy.

If you take this medication and you still become pregnant, studies to date have not shown any risk of
malformation for the developing foetus. However this medication should not be taken if you are
pregnant.

If you do become pregnant after taking NorLevo, you should contact your doctor. Your doctor might
want to check whether the pregnancy is not ectopic (the baby develops somewhere outside your
womb). This is especially important if you develop severe pain in your abdomen after taking Norlevo
or if you ever had an ectopic pregnancy, surgery to your fallopian tubes or pelvic inflammation disease.

If you are breast-feeding:

Breast-feeding is possible. However, since levonorgestrel is excreted into breast milk, it is suggested
that you breastfeed immediately before taking the Norlevo, tablet and refrain from nursing for at least
8 hours following Norlevo administration

Ask your doctor or pharmacist for advice before taking any medicine.

Driving and using machines

After Norlevo intake, some women experienced fatigue and dizziness (see paragraph 4 “POSSIBLE
SIDE EFFECTS”): do not drive or use machines if you experience these symptoms.

No studies on the effect on the ability to drive and use machines have been reported.
Important information about some of the ingredients of NorLevo 750 microgram tablets

NorLevo 750 microgram tablets contains lactose monohydrate. If you have been told by your doctor
that you have intolerance to some sugars, contact your doctor before taking this medicinal product.

3. HOW TO USE NORLEVO 750 MICROGRAM TABLETS

Always use NorLevo 750 microgram tablets exactly as your doctor has told you. You should check
with your doctor or pharmacist if you are not sure.

Norlevo is for oral use. The tablets should be taken with a glass of water and should not be chewed.



The two tablets should be taken together as a single intake as soon as possible, preferably within 12
hours, after unprotected intercourse and no longer than 72 hours (3 days) after intercourse.

NorLevo can be taken at any time during the menstrual cycle.
If you vomit within three hours of taking the tablets, you should take another two tablets immediately.

After using emergency contraception, you should use a local contraceptive method (condom,
spermicide, cervical cap) until your next menstrual period. If another unprotected intercourse takes
place after the use of Norlevo (also if this is during the same menstrual cycle), the tablets will not exert
its contraceptive effect and there is again the risk of pregnancy. Using Norlevo does not contraindicate
continuing with regular hormonal contraception.

If you take oral contraception (birth control pills), you should carry on taking your birth control pills
as usual after using NorLevo. In case you do not have menstrual bleeding in the next pill-free period,
perform a pregnancy test to exclude pregnancy.

Your doctor can also tell you about longer-term methods of contraception which are more effective in
preventing you from getting pregnant.

If you continue to use regular hormonal contraception such as the contraceptive pill and you do not
have a bleed in your pill-free period, see your doctor to make sure you are not pregnant.

Your next period after you took Norlevo

After the use of Norlevo, your period is usually normal and will start at the usual day; however
sometimes, this will be a few days later or earlier.

If your period is more than 5 days late or is unusually light or unusually heavy, or if you think that you
might be pregnant caused by another reason, you should check whether you are pregnant by a
pregnancy test. If you do become pregnant even after taking this medicine, it is important that you see
your doctor.

If you use more NorLevo 750 microgram tablets than you should

No acute toxicity or serious harmful effects has been demonstrated with this medicine in case of intake
of several doses. However, you may feel sick, actually be sick (vomit) or have vaginal bleeding. You
should contact your doctor or pharmacist for advice.

If you forget to use NorLevo 750 microgram tablets

The efficacy of this medicine is not guaranteed if one tablet has been omitted.

If you have any further questions on the use of this product, ask your doctor or pharmacist.

4. POSSIBLE SIDE EFFECTS
Like all medicines, NorLevo can cause side effects, although not everybody gets them.

The frequency of possible side effects listed below is defined using the following convention:
very common (affects more than 1 user in 10)

common (affects 1 to 10 users in 100)

very rare (affects less than 1 user in 10,000)




not known (frequency cannot be estimated from the available data).

The following side effects have been observed:
Very common side effects:
- dizziness, headache
- nausea, low abdominal pain
- breast tenderness, delay of menses, heavy menses, bleeding
- fatigue

Common side effects:
- diarrhea, vomiting

Not known:
- Cases of thromboembolic events (bood clotting) have been reported during the postmarketing
period
- Cutaneous hypersensitivity reactions can occur after taking this medicine.
If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tell your doctor or pharmacist.
5. HOW TO STORE NORLEVO 750 MICROGRAM TABLETS
Keep out of the reach and sight of children.
Keep the blister in the outer carton in order to protect from light.
Do not use NorLevo 750 microgram tablets after the expiry date which is stated on the carton and on

the blister after EXP. The expiry date refers to the last day of that month.

Do not use NorLevo 750 microgram tablets if you notice visible signs of deterioration; it should be
returned to your pharmacist.

Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist how to

dispose of medicines no longer required. These measures will help to protect the environment.

6. FURTHER INFORMATION

What NorLevo 750 microgram tablets contains

- The active substance is levonorgestrel.

- The other ingredients is are lactose monohydrate, maize starch, povidone, colloidal anhydrous
silica, magnesium stearate.

Levonorgestrel belongs to a group of medicines called progestogens.

What NorLevo 750 microgram tablets looks like and contents of the pack

NorLevo 750 microgram tablet is a white, round biconvex tablet with no marking.
Each pack of NorLevo contains two tablets of 750 micrograms of levonorgestrel.

Marketing Authorisation Holder



LABORATOIRE HRA PHARMA
15, rue Béranger
75003 PARIS - FRANCE

Manufacturer

OSNY PHARMA SAS
17, Rue de Pontoise
95520 OSNY - FRANCE

OR

DELPHARM LILLE SAS
Z.l. DE ROUBAIX EST
RUE DES TOUFFLERS
59390 LYS LEZ LANNOY
FRANCE

This medicinal product is authorised in the Member States of the EEA under the following
names:

Norlevo 750 microgram tablets
Vikela 750 microgram tablets (Austria)
Levonorgestrel HRA 750 microgram tablets (Germany)

This leaflet was last approved in 04/2010.

NATIONAL INFORMATION
a) Some information about the menstrual cycle and contraception

- The menstrual cycle

The menstrual cycle is the time elapsed between two menstrual periods. Normally, the cycle lasts for
28 days although its length can vary noticeably from one woman to another. Menstrual periods occur
when a woman is not pregnant.

- Fertilisation

At the middle of the cycle, an egg (ovum) is expelled by one of the 2 ovaries (this moment is called
“ovulation”).Usually ovulation takes place at the middle of the cycle, but it can occur at any moment
during the cycle.

If sperm cells are near the ovum when it is released, fertilisation (i.e. fusion of a sperm cell with the
ovum to form an embryo) can take place.

After a few days, the fertilised ovum implants in the womb and the pregnancy starts.

- Contraception

Contraceptive methods are aimed to prevent:

- ovulation : this is the case for the contraceptive pill,

- fertilisation (fusion of a sperm cell with the ovum): this is the case for condoms, or

- implantation of a fertilised ovum: this is the case for intrauterine devices.

- Emergency contraception
Emergency contraception acts by blocking ovulation or preventing implantation following sexual
intercourse. It is not effective if implantation has already started.
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Whenever a woman has sexual intercourse occurs without use of a contraceptive method, the
possibility of a pregnancy cannot be excluded.

If you have taken this medicine but you do not use a regular contraceptive method, it is strongly
recommended you visit your doctor or family planning clinic to obtain advice on a contraceptive
method suitable for you.

b) Advice in case of risk of transmission of sexually transmitted disease

If you have unprotected sexual intercourse you may be at risk of contracting a sexually transmitted
disease, particularly if you are unaware of your partner’s sexual history or have multiple partners. If
you have any questions, please ask your pharmacist, doctor or family planning clinic.

GLOSSARY

e Ectopic pregnancy: a pregnancy that develops outside of the uterus, usually in one of the fallopian
tubes. Warning signs include persistent abdominal pain, missed menstrual periods, vaginal
bleeding, signs of pregnancy (nausea, breast tenderness). If you experience such symptoms,
consult your doctor immediately.

o Salpingitis: infection of the fallopian tubes. Symptoms include abdominal pain, fever and heavy
vaginal discharge.
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PACKAGE LEAFLET: INFORMATION FOR THE USER

NorLevo® 750 microgram tablets
Levonorgestrel

Read all of this leaflet carefully before you start using this medicine.

(Statement to be used when product is delivered without a medical prescription)

This medicine is available without prescription. However, you still need to use NorLevo® 750

microgram tablets carefully to get the best results from it.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor, pharmacist or family planning clinic.

- If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

In this leaflet:

What NorLevo® 750 microgram tablets is and what it is used for
Before you use NorLevo

How to use NorLevo

Possible side effects

How to store NorLevo

Further information

ok wbdpE

1. WHAT NORLEVO 750 MICROGRAM TABLET IS AND WHAT IT IS USED FOR

INorLevo is an oral emergency contraceptive)

What is emergency contraception?

Emergency contraception is a rescue method intended to prevent pregnancy after unprotected
intercourse or in case of failure of a contraceptive method.

When should emergency contraception be used?

This contraceptive method should be used as soon as possible, preferably within 12 hours and no later
than a period of 72 hours (3 days), after unprotected sexual intercourse or failure of a contraceptive
method. It is more effective if you take it as soon as possible after unprotected sex. Norlevo can only
prevent you becoming pregnant if you take it within 72 hours of unprotected sex. It does not work if
you are already pregnant. If you have unprotected sex after taking Norlevo, it will not stop you from
becoming pregnant.

If you suspect to be pregnant for one of the following reasons:
o if you have had sexual intercourse without contraception;
if you have forgotten to take your contraceptive pill on time;
if your partner’s condom has broken, slipped or came off;
if you fear that your intrauterine device has been expelled;
if your vaginal diaphragm or your contraceptive cap has moved or if you have removed it early;
if you are afraid of the method of coitus interruptus or the rhythm method has failed,;
in the event of rape.

Norlevo is thought to work by:
-stopping your ovaries from releasing an egg
-stopping a fertilised egg from attaching to the womb

1



This tablet is only for emergency contraception, not for a regular method of contraception as it is less
effective than the ‘normal’ contraceptive pill (“the pill”).

2. BEFORE YOU USE NORLEVO 750 MICROGRAM TABLETS

Do not use NorLevo 750 microgram tablets

- ifyou are allergic (hypersensitive) to levonorgestrel or to any of the other ingredients of NorLevo
Take special care with NorLevo 750 microgram tablets

The use of Norlevo is not recommended in the following cases:

- if you have had a tubal (ectopic) pregnancy,

- oran infection in your fallopian tubes (salpingitis),

- if you have personal or family history of known risk factor for thrombosis (blood clotting).

- or if you have a severe digestive disease which impairs absorption of food and medications,

- or if you have severe hepatic dysfunction or severe malabsorption syndrome, such as Crohn’s
disease.

A previous ectopic pregnancy and a previous infection of the fallopian tubes increase the risk of a new
ectopic pregnancy. Therefore, if you have had an ectopic pregnancy or an infection of the fallopian
tubes you should contact your doctor before taking Norlevo.

Emergency contraception must be used only occasionally and should not replace a regular
contraceptive method because:

- it does not prevent pregnancy in every instance;

- the risk of hormonal overload and cycle disturbance is not advisable in case of regular intake.
Emergency contraception cannot interrupt a pregnancy.

If you have had another act of unprotected intercourse more than 72 hours ago, conception may have
occurred. Treatment with NorLevo following the second act of intercourse may therefore be
ineffective in preventing pregnancy.

Repeated administration of Norlevo within a menstrual cycle is not advisable because it may upset
your cycle.

Norlevo does not work as well as regular methods of contraception. Your doctor can tell you about
long-term methods of contraception which are more effective in preventing you from getting pregnant.

After taking this medicine:

It is mandatory to exclude pregnancy by performing a pregnancy test:
e if your next menstrual period is delayed more than five days,

e in case of abnormal bleeding even at the date of expected menses,

If you did not use a condom (or if it has been torn or has been slided down) during the intercourse, it
might be possible that you have caught a sexually transmitted disease or the HIV virus. The use of
emergency contraception does not protect against sexually transmitted diseases and cannot replace the
necessary precautions and measures to be taken in case of risk of transmission (see National
Information).

Taking other medicines




The medicines listed below, including medicines obtained without prescription, can reduce or suppress
the effectiveness of Norlevo:

- Certain medicines used to treat epilepsy (phenobarbital, phenytoin, primidone, carbamazepin),

- Certain medicines used to treatHIV infection (ritonavir),

- Certain medicines to treat certain bacterial infections (rifabutin, rifampicin, griseofulvin),

- Herbal medicines containing St. John’s Wort (Hypericum perforatum).

Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines,
including medicines obtained without a prescription.

Pregnancy and breast-feeding

If you are pregnant:

This medication does not end an ongoing pregnancy.

If you take this medication and you still become pregnant, studies to date have not shown any risk of
malformation for the developing foetus. However this medication should not be taken if you are
pregnant.

If you do become pregnant after taking NorLevo, you should contact your doctor. Your doctor might
want to check whether the pregnancy is not ectopic (the baby develops somewhere outside your
womb). This is especially important if you develop severe pain in your abdomen after taking Norlevo
or if you ever had an ectopic pregnancy, surgery to your fallopian tubes or pelvic inflammation disease.

If you are breast-feeding:

Breast-feeding is possible. However, since levonorgestrel is excreted into breast milk, it is suggested
that you breastfeed immediately before taking the Norlevo, tablet and refrain from nursing for at least
8 hours following Norlevo administration

Ask your doctor or pharmacist for advice before taking any medicine.

Driving and using machines

After Norlevo intake, some women experienced fatigue and dizziness (see paragraph 4 “POSSIBLE
SIDE EFFECTS”): do not drive or use machines if you experience these symptoms.

No studies on the effect on the ability to drive and use machines have been reported.
Important information about some of the ingredients of NorLevo 750 microgram tablets

NorLevo 750 microgram tablets contains lactose monohydrate. If you have been told by your doctor
that you have intolerance to some sugars, contact your doctor before taking this medicinal product.

3. HOW TO USE NORLEVO 750 MICROGRAM TABLETS

Always use NorLevo 750 microgram tablets exactly as your doctor has told you. You should check
with your doctor or pharmacist if you are not sure.

Norlevo is for oral use. The tablets should be taken with a glass of water and should not be chewed.



The two tablets should be taken together as a single intake as soon as possible, preferably within 12
hours, after unprotected intercourse and no longer than 72 hours (3 days) after intercourse.

NorLevo can be taken at any time during the menstrual cycle.
If you vomit within three hours of taking the tablets, you should take another two tablets immediately.

After using emergency contraception, you should use a local contraceptive method (condom,
spermicide, cervical cap) until your next menstrual period. If another unprotected intercourse takes
place after the use of Norlevo (also if this is during the same menstrual cycle), the tablets will not exert
its contraceptive effect and there is again the risk of pregnancy. Using Norlevo does not contraindicate
continuing with regular hormonal contraception.

If you take oral contraception (birth control pills), you should carry on taking your birth control pills
as usual after using NorLevo. In case you do not have menstrual bleeding in the next pill-free period,
perform a pregnancy test to exclude pregnancy.

Your doctor can also tell you about longer-term methods of contraception which are more effective in
preventing you from getting pregnant.

If you continue to use regular hormonal contraception such as the contraceptive pill and you do not
have a bleed in your pill-free period, see your doctor to make sure you are not pregnant.

Your next period after you took Norlevo

After the use of Norlevo, your period is usually normal and will start at the usual day; however
sometimes, this will be a few days later or earlier.

If your period is more than 5 days late or is unusually light or unusually heavy, or if you think that you
might be pregnant caused by another reason, you should check whether you are pregnant by a
pregnancy test. If you do become pregnant even after taking this medicine, it is important that you see
your doctor.

If you use more NorLevo 750 microgram tablets than you should

No acute toxicity or serious harmful effects has been demonstrated with this medicine in case of intake
of several doses. However, you may feel sick, actually be sick (vomit) or have vaginal bleeding. You
should contact your doctor or pharmacist for advice.

If you forget to use NorLevo 750 microgram tablets

The efficacy of this medicine is not guaranteed if one tablet has been omitted.

If you have any further questions on the use of this product, ask your doctor or pharmacist.

4. POSSIBLE SIDE EFFECTS
Like all medicines, NorLevo can cause side effects, although not everybody gets them.

The frequency of possible side effects listed below is defined using the following convention:
very common (affects more than 1 user in 10)

common (affects 1 to 10 users in 100)

very rare (affects less than 1 user in 10,000)




not known (frequency cannot be estimated from the available data).

The following side effects have been observed:
Very common side effects:
- dizziness, headache
- nausea, low abdominal pain
- breast tenderness, delay of menses, heavy menses, bleeding
- fatigue

Common side effects:
- diarrhea, vomiting

Not known:
- Cases of thromboembolic events (bood clotting) have been reported during the postmarketing
period
- Cutaneous hypersensitivity reactions can occur after taking this medicine.
If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tell your doctor or pharmacist.
5. HOW TO STORE NORLEVO 750 MICROGRAM TABLETS
Keep out of the reach and sight of children.
Keep the blister in the outer carton in order to protect from light.
Do not use NorLevo 750 microgram tablets after the expiry date which is stated on the carton and on

the blister after EXP. The expiry date refers to the last day of that month.

Do not use NorLevo 750 microgram tablets if you notice visible signs of deterioration; it should be
returned to your pharmacist.

Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist how to

dispose of medicines no longer required. These measures will help to protect the environment.

6. FURTHER INFORMATION

What NorLevo 750 microgram tablets contains

- The active substance is levonorgestrel.

- The other ingredients is are lactose monohydrate, maize starch, povidone, colloidal anhydrous
silica, magnesium stearate.

Levonorgestrel belongs to a group of medicines called progestogens.

What NorLevo 750 microgram tablets looks like and contents of the pack

NorLevo 750 microgram tablet is a white, round biconvex tablet with no marking.
Each pack of NorLevo contains two tablets of 750 micrograms of levonorgestrel.

Marketing Authorisation Holder



LABORATOIRE HRA PHARMA
15, rue Béranger
75003 PARIS - FRANCE

Manufacturer

OSNY PHARMA SAS
17, Rue de Pontoise
95520 OSNY - FRANCE

OR

DELPHARM LILLE SAS
Z.l. DE ROUBAIX EST
RUE DES TOUFFLERS
59390 LYS LEZ LANNOY
FRANCE

This medicinal product is authorised in the Member States of the EEA under the following
names:

Norlevo 750 microgram tablets
Vikela 750 microgram tablets (Austria)
Levonorgestrel HRA 750 microgram tablets (Germany)

This leaflet was last approved in 04/2010.

NATIONAL INFORMATION
a) Some information about the menstrual cycle and contraception

- The menstrual cycle

The menstrual cycle is the time elapsed between two menstrual periods. Normally, the cycle lasts for
28 days although its length can vary noticeably from one woman to another. Menstrual periods occur
when a woman is not pregnant.

- Fertilisation

At the middle of the cycle, an egg (ovum) is expelled by one of the 2 ovaries (this moment is called
“ovulation”).Usually ovulation takes place at the middle of the cycle, but it can occur at any moment
during the cycle.

If sperm cells are near the ovum when it is released, fertilisation (i.e. fusion of a sperm cell with the
ovum to form an embryo) can take place.

After a few days, the fertilised ovum implants in the womb and the pregnancy starts.

- Contraception

Contraceptive methods are aimed to prevent:

- ovulation : this is the case for the contraceptive pill,

- fertilisation (fusion of a sperm cell with the ovum): this is the case for condoms, or

- implantation of a fertilised ovum: this is the case for intrauterine devices.

- Emergency contraception
Emergency contraception acts by blocking ovulation or preventing implantation following sexual
intercourse. It is not effective if implantation has already started.
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Whenever a woman has sexual intercourse occurs without use of a contraceptive method, the
possibility of a pregnancy cannot be excluded.

If you have taken this medicine but you do not use a regular contraceptive method, it is strongly
recommended you visit your doctor or family planning clinic to obtain advice on a contraceptive
method suitable for you.

b) Advice in case of risk of transmission of sexually transmitted disease

If you have unprotected sexual intercourse you may be at risk of contracting a sexually transmitted
disease, particularly if you are unaware of your partner’s sexual history or have multiple partners. If
you have any questions, please ask your pharmacist, doctor or family planning clinic.

GLOSSARY

e Ectopic pregnancy: a pregnancy that develops outside of the uterus, usually in one of the fallopian
tubes. Warning signs include persistent abdominal pain, missed menstrual periods, vaginal
bleeding, signs of pregnancy (nausea, breast tenderness). If you experience such symptoms,
consult your doctor immediately.

o Salpingitis: infection of the fallopian tubes. Symptoms include abdominal pain, fever and heavy
vaginal discharge.
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PART III: CONSUMER INFORMATION

NorLevo®
Levonorgestrel Tablets
0.75 mg

This leaflet is part III of a three-part '"Product Monograph"
published when NorLevo® was approved for sale in Canada
and is designed specifically for Consumers. This leaflet is a
summary and will not tell you everything about NorLevo®.
Contact your doctor or pharmacist if you have any questions
about the drug.

ABOUT THIS MEDICATION ‘

What the medication is used for:

NorLevo® is an emergency or backup contraceptive.

NorLevo®™ can prevent pregnancy after a contraceptive accident
(such as a broken condom) or when no form of birth control was
used. Treatment is most effective if used in the first 72 hours (3
days) following unprotected sex.

NorLevo® cannot terminate an existing pregnancy. Although
there is no scientific evidence that NorLevo® would harm a
developing embryo, women who are already pregnant should not
use the product.

NorLevo” should not be used in place of regular contraception.

What it does:

NorLevo®™ acts as an emergency contraceptive by stopping or
delaying the release of an egg from the ovary, thus preventing
sperm and egg from uniting (fertilization). NorLevo™ is not
effective once a pregnancy has started, that is once the fertilized
egg has attached to the wall of the uterus.

NorLevo® can be used following any unprotected act of sexual
intercourse, including:

* when no contraceptive method has been used,

* when a contraceptive method may have failed, such as:

- forgotten, ruptured, misuse or slippage of condom;

- missed oral contraceptive pill;

- expelled intrauterine device (IUD);

- carly removal, breakage or dislodgment of a vaginal

diaphragm or of a contraceptive cap;

- failure to withdraw before ejaculation ;

- sexual intercourse during the supposedly fertile period

when relying on periodic abstinence (temperature method);

- in cases of sexual assault (rape);

- adelay in starting a new packet of oral contraceptives;

- adelay in getting a scheduled contraceptive injection.
NorLevo® is not as effective in preventing pregnancy as the use
of most other birth control methods (e.g. oral contraceptive
pills, IUS’s, IUD’s).

When it should not be used:

Do not use NorLevo” if:

- you have a confirmed or suspected pregnancy;

- you are allergic to it, or to any of the components of its
formulation (for list of components, see the section “What the
nonmedicinal ingredients are”);

- you have abnormal vaginal bleeding.

What the medicinal ingredient is:

Levonorgestrel

What the nonmedicinal ingredients are:

Anhydrous colloidal silica, lactose monohydrate, magnesium
stearate, maize starch, povidone.

What dosage form it comes in:

NorLevo® tablets are supplied in a blister package containing 2
tablets of 0.75 mg levonorgestrel. The tablet is round and white
with no marking.

WARNINGS AND PRECAUTIONS

Serious Warnings and Precautions

NorLevo provides no protection against HIV/AIDS and other
sexually transmitted diseases (STDs), such as syphilis,
gonorrhoea, chlamydia, and herpes. If you are worried about
whether you may have been infected with HIV/AIDS, or other
sexually transmitted diseases, talk to your health care provider
about your concerns and ask how you can protect yourself in the
future.

If your period is delayed by more than 5 to 7 days, you

should contact your doctor and have a pregnancy test done.

NorLevo® is for Emergency Contraceptive Use Only and
should not be used on regular basis.

NorLevo® provides only short-term protection against pregnancy.
Sexual activity that takes place after taking NorLevo can still
result in pregnancy if no contraceptive is used. You must abstain
from sex or use another barrier method of birth control until your
next normal period to make sure you do not get pregnant.
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BEFORE you use NorLevo® talk to your doctor or pharmacist
if:
e you are allergic to levonorgestrel or any component of
NorLevo® tablet;
e you are pregnant or breast-feeding;
e you have recent unusual vaginal bleeding (during your
last cycle);
e known or suspected breast cancer;
e you have active liver disease or tumor.

INTERACTIONS WITH THIS MEDICATION

Drugs that decrease the efficacy of NorLevo® include:

- Anticonvulsants  (phenobarbital, phenytoin, primidone,
carbamazepine)

- Rifubutin

- Rifampicin

- Griseofulvin

- Ritonavir

- Hypericum perforatum (St. John wort)

If you taking one of the above medications, and your period is
delayed by more than 5 to 7 after using NorLevo", you should
contact your doctor and/or have a pregnancy test done.

Tell your doctor if you have taken NorLevo® within 3 days of a
Pap test, as it may affect your results.

PROPER USE OF THIS MEDICATION

Usual Dose:

NorLevo®” may prevent pregnancy if the two tablets are taken
together within 72 hours (3 days) and preferably with 12 hours,
after a contraceptive accident or other unprotected sexual
intercourse. You should not delay starting treatment. NorLevo® is
more effective the sooner you start taking the tablets after
unprotected intercourse.

Tablets should be taken with a glass of water.

If you vomit within three (3) hours after swallowing the
tablets:

If you can see the tablets in the vomit, you should purchase and
take a second dose as soon as possible.

If the tablets are not visible in the vomit, call you doctor or
pharmacist as you might need another dose.

NorLevo® can be taken at any time during your menstrual cycle.

If you are sexually active and do not wish to become pregnant, you
should use a reliable method of contraception on a regular basis. If
you want more information about regular contraceptives or if you
are having trouble using a method, ask your health professional for
help in choosing a method that works for you.

Nursing mothers:

You should discontinue nursing for at least 8 h, but not more than
24h, after emergency contraception. Any milk expressed during
this period should be discarded.

Important:

If more than 72 hours (3 days) have passed since unprotected
sex occurred, NorLevo® may not be effective. See your health
care provider as soon as possible to discuss other options.

NorLevo® is not as effective in preventing pregnancy as the
use of most other birth control methods (e.g. oral
contraceptive pills, IUS’s, IUD’s or condoms, etc.). It should
not be relied on for routine birth control by sexually active
women.

Overdose:

Contact your local poison control center or emergency room
immediately. Symptoms of overdose may include nausea,
vomiting, vaginal bleeding and may lead to menstrual cycle
disturbances.

SIDE EFFECTS AND WHAT TO DO ABOUT THEM

NorLevo® can cause temporary side effects in some women.
These side effects generally do not last more than 24 hours. If the
symptoms persist (for more than 48 hours) or are severe, see your
doctor.
Common side effects include:
e Nausea, vomiting and diarrhea,
Dizziness, fatigue, headache,
Abdominal pain,
Breast tenderness,
Delayed menstrual period,
Spotting,
Irregular bleeding.

Delayed menstrual period: If your period is delayed by more
than 5 to 7 days after using NorLevo", you should contact your
doctor and/or have a pregnancy test done.

Inform your doctor or pharmacist of any unwanted effect
which is not mentioned in this insert.
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SERIOUS SIDE EFFECTS, HOW OFTEN THEY HAPPEN

AND WHAT TO DO ABOUT THEM

Symptom / effect Talk with your | Stop taking
doctor or | drug and
pharmacist call your

. doctor or
Only if | In all pharmacist
severe cases

Uncommon Itching and/or J/

redness  all

over your

body

Mouth or 4
throat

swelling

Cramping or v/
severe pain in

your stomach

or belly

Unusual v
vaginal

bleeding prior

or at your

next normal

period.

This is not a complete list of side effects. For any unexpected
effects while taking NorLevo®, contact your doctor or
pharmacist.

HOW TO STORE IT ‘

Keep out of reach of children.
Store at room temperature (15-30°C) and protect from light. Keep
container in outer carton.

REPORTING SUSPECTED SIDE EFFECTS

To monitor drug safety, Health Canada through the
Canada Vigilance Program collects information on serious
and unexpected effects of drugs. If you suspect you have
had a serious or unexpected reaction to this drug you may
notify Canada Vigilance:

By toll-free telephone: 866-234-2345
By toll-free fax 866-678-6789
Online: www.healthcanada.gc.ca/medeffect

By email: CanadaVigilance@hc-sc.gc.ca

By regular mail:

Canada Vigilance National Office e
Marketed Health Products Safety and
Effectiveness Information Bureau
Marketed Health Products Directorate
Health Products and Food Branch
Health Canada

Tunney’s Pasture, AL 0701C

Ottawa ON K1A 0K9

NOTE: Should you require information related to the
management of the side effect, please contact your health
care provider before notifying Canada Vigilance. The
Canada Vigilance Program does not provide medical advice.

MORE INFORMATION

This document plus the full product monograph, prepared for
health professionals can be found at:
http://www.bayer.ca

or by contacting the distributor Bayer Inc., at:
1-800-265-7382

This leaflet was prepared by Laboratoire HRA Pharma.
75003, Paris France,

Last revised: November 26, 2009
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