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N aragard — 3To He6onbLUasi BHYTPMMaTodHas cavpans (BMC),
KOTOpas npeaoTBpaLlaeT HacTyn/ieHne 6epemMeHHOCTM U KOTOPYIO
Bbl MOXXeTe HOCUTb CTO/IbKO, CKO/IbKO 3aXoTuTe (Ho He 6Gonee
10 ner). Ee mexaH13M fEeNCTBUS OT/IMHAETCS OT NPUBbIYHbIX
npenaparoB ¥ OCHOBaH Ha MPOCTOM aKTMBHOM UHIpeaueHTe —

Meau — BMECTO FOPMOHOB.

Cuurtaetcs, yto BMC, Bkntoyas Paragard, noBbILLAOT pUCK
BOCMa/IMTeNbHbIX 3a60/1€BaHU opraHoB Masioro Tasa (B3OMT). He
ucnonbsynte Paragard, ecniv y Bac MH$eKUMs opraHoB MaJioro Tasa,
onpeaeneHHbI BUA OHKO/IOrM4eCKoro 3a6oneBaHus,

anneprus Ha meab, 6ones3Hb BunbcoHa nnm B3OMT.

Moxkanyiicra, 03HAKOMbBTECH C AOMO/THUTENIbHOM Ba)KHOM
VMH$opMaLmein o 6e30NMacHOCTU B AaHHOW GpoLUIope U C NO/THON
VHCTPYKLUMEW No NPUMEHEHUIO Npenaparta B KapMalLLKe.



Yro takoe Paragard?

MpuunHbl BbIGpaTb Paragard

Paragard — 310 Heb6onbLIas, abCoMOTHO
HeropmMoHasnbHas BHyTpumMaTodHas cnmpans (BMC), B
KOTOPOW MCNOMb3YyeTCs BCEro 1 akTMBHbIN MHFPeaneHT
ONg npefoTepalleHnd 6epemeHHocT B 99 % cnyyaes.

YcTaHoBKa Cnvpanv Npon3BOAMUTCS BPAYOM B Xxode
O6bIYHOIO BM3UTA N 3aHMMAET BCETO HECKO/TbKO MUHYT.
[locne Toro kak cnupasnb 3aHa/1a CBOe MeCcTo, OHa
NOCTOSIHHO NpeaoTBpaLlaeT 6epeMeHHOCTb B TeYeHne
xenaemoro cpoka — ao 10 ner.

I
I

OcHoBa Paragard
N3roToBAEHA U3 MArKOro U1
rMOKOro N1acTuka, a NIeynKm
N HOXKa 00EPHYTbI TOHKNM
cnoem meau.

BMC=BMK
*YnaneHue nponssoauT Bpay.

*Cornacyiite coO CBOWM NOCTaBLUMKOM CTPAxX0BbiX YC/lyr 06bem CTPaxoBoro
BO3MelLEeHUs B paMkax Baluero nHavneuayansHoro nnaxa. Mpoueaypa ycTaHoBKM
Paragard moxeT 6bITb NNATHOW.

Ba)xHas MHpopMauma o 6e3onacHOCTU

« Ecnn y Bac otcytcTtByet meHcTpyaums, Bel cTpagaete ot
NOCTOSIHHbIX 60Nl B XXMBOTE NN B C/lyYae BbiNaaeHus
Paragard o6patntecb K cBoemMy Bpauy.
B cnyuae BbinageHnsa cnnpann Ncnonb3yinte pe3epBHbIn
MEeTOoA KOHTpaLenumm.

Mo)xanyncra, 03HAKOMbTECH C AOMOJ/IHUTE/IbHOW Ba)XHOW
MH$opMaLmen o 6e30nacHOCTU B AaHHOM GpoLuope 1

C NOJIHOWM UHCTPYKLUMEN NO NPUMEHEHUIO NpenapaTa B
KapMaluke.

b‘/‘ ABGCOMIOTHO, MOMHOCTHIO HEFOPMOHasIbHOe
3\‘/ cpeacTeo

E\ SddekTnBHOCTL 6Gonee 99 %

', [pyroi mexaHn3m AeiCTBUS C
] = ncnosb3oBaHvem Bcero 1 npocroro
I ¥ aktueHoro UHrpeaneHTa — Mean

O Hukakunx FOPMOHOB, HUKaKMX MOGOYHbIX
Ul a¢pPeKkTOoB, CBA3AHHbIX C FOPMOHaMM

N4 Hukakux xnonot 1 3a60T: HUKAKMUX
%‘\ exeaHeBHbIX TabNeTok, exeMecsayHoro
.) MOMNO/THEHUS UV BOSTHEHWIA O KOHTpaLenuum

— Cpok geiictBua go 10 ner, Ho cnmpanb
\10 MOXHO M3B/I€Yb 1 paHblle, eCNn Bbl peLumnTe
3abepemeHeTb”

BMeLllaTe/1bCTBa, BblMNO/IHAETCA B Xo4e

/‘/: BbicTpas ycTaHOBKa 6€3 XMpypru4eckoro
L)
06bIYHOMO BU3NTA BCETO 3@ HECKOBKO MUHYT

“30ﬂ EanHcTBeHHas BMC, ogo6peHHas FDA 6onee
& &7/ 4em 30 net Hasaa

(o . BONBLINHCTBO XEHLLIVH, UMEIOLLMX CTPaxoBoi

nosunc, MoryT nony4ynts Paragard 6ecnnaTtHo’
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Kak pa6oraet Paragard

MexaHu3m gericteua Paragard ocHoBaH
Cu Ha 1 MPOCTOM aKTVBHOM MHIrpeaneHTe —
Meam — BMeCTO rOPMOHOB.

Paragard He gaet crnepMartosonaam

[OCTUYb ANLEKIETKY M ONNOAOTBOPUTL
ee, a Takxke npefoTBpaLlaeT BHepeHne
ONI0A0TBOPEHHOM ANLIEKIETKY B
CTEHKY MaTKMW.

Paragard He cooepXXuT ropMOHOB, MO3TOMY
O OHa He MoBNNAET Ha Ball ectecTBeHHbIN

\J MEHCTPYasbHbIA LMK 1 He NpekpaTuT

eXxemMeCAYHYO OBYTALNIO.

R

3HaeTe nu BbI?

Paragard asngaetca ogobpeHHor FDA megHom
BHYTPVMATOYHOW CAMPasbio, Ybs KAMHMYECKas
6e30MacHOCTb 1 3POEKTUBHOCTb AOKa3aHbl
kyxe 6onee 30 net Hasaga.

*Mocne YCTaHOBKMN Paragard MEHCTPpyauna MOXeT CTaTb Tsxenee U AnnTbCa AoNblue,
TaKXXe BO3MOXHbI BblAENEHNA Mexay MeHCTpyaunamn. Bravane Bo3MOxHbI 6onee
006UNbHbIE KPOBOTEYEHNS.

BaxkHast uHpopMaLms o 6e30MacHOCTH ® Pa ra g a rd:ﬂm

. Paragard MOXeT NMPUKPennTbCA K CTeHKe MaTKn Uin

NPOTKHYTb €€, a TakXe Bbl3BaTb Apyrue NpobaemMbl. IHHHHIEHHE EUDBE[ EU”“HEE[]“VE
Moxxanyiicra, 03HaKOMbLTECH C AOMO/THUTE/IbHOW Ba)KHOM simple, honest o
nHdopmaumeli o 6e30MaCHOCTU B AaHHO GPOLLIOpe U C MOTHOM pregnancy prevention

MHCTPYKLMel Mo NPMMEHEHMUIO Npenapara B KapMallke.

4 Paragard.com 5



Yero oxxunpgartb npu
ucnonb3oBaHuun Paragard

Paragard — aTo0... BeeaeHue Paragard

O

eXxxegHeBHbIX

OencTBuUn
NI MOPOKKU
C Nono/IHeEHMEM

YcTaHoBKa cnnpanu He TpebyeT XMpypruyeckoro
BMeLlaTeNbCTBa M BbIMO/THAETCS BPa4YOM B XOA4€e
O0ObIYHOIO BM3KUTa BCEMO 3@ HECKONbKO MUHYT. Bce
N0AM PasHble, NO3TOMY HEKOTOPbLIE XEHLLMHbI MOrYyT
MCNbITbIBaTb AMCKOMMOPT BO BPEMSA MW NOCne
yCTaHOBKM cnnpann. Bo Bpema BBegeHns Paragard
Bbl MOXeTe oLyLaTe CnasMbl AW CAaBAVBaHNE;
HEKOTOPbIE XEHLLUMHbI YyBCTBYIOT HeOMOraHue,
TOLLHOTY WM FONOBOKPYXXEHUE CNYCTA HECKOMbKO
MWHYT NOC/1€ OKOHYaHMS NPOLEeaypbl.

MNMocne BBegeHusa

Bbl He go/mkHbl owwyulats Paragard nocne ee
yCTaHOBKMW. Bbl MOXETE 1 Aanblue NCNonb30BaTb
TaMnoHbl. Hu Bbl, HYM Ball naptHep He AO/MKHbI
4yBCTBOBAaTb CMMpasb BO BpeMs MO/I0BOrO akTa.

B nepBoe Bpemda y Bac MoxeT 6biTb 6onee Taxenas
¥ 0ONras MeHCTPYaLnd, a Tak)ke BO3MOXHb
BblAENeHUA MexXay MEHCTPYyaLMAMM; OAHaKO CO

1

exemecsa4yHas BpeMeHeM BCe NMPUXOAUT B HOPMY. EC/IM onncaHHble
npoBepkKa ABNEHWA NPOAOMKAKOTCA, 06PaTUTECH K BpaYy.
HUTUN
KoHTponb
KOTOPYIO Bbl
BbINONHAETE MNoceTnTe Bpaya Aas NpoBepKu NpUMepHo
CaMOCTOATENTbHO

CNyCTa MeCcaL, Noc/e YyCTaHOBKW Crnpasnu, 4tobbi
y6eantbca, 4to Paragard HaxoamuTtcs Ha mecTe.*

3aBeauTte NpurBbIYKY CAMOCTOATENNbHO NPOBEPATb
no HUTSM, HaxoauTcs nv Paragard B maTke. BoimonTe
PYKWM BOAOW M Mbl/IOM, BBEANTE UYNCTbIE Masiblibl BO
Bnaraauuie v Hallynamte 2 HUTW.

2

BU3UTA

* OAMH ONA YyCTaHOBKM

* O[IH NPUMEPHO
Mecal, CnycT4,
4TOObI YOEanUTHCA,
yTO Paragard
HaxoamTca Ha mecte*

et S RParagard.

« BepeMeHHOCTb Npu Mcnonb3oBaHUW Paragard HacTynaeT peako,

O[IHAKO MOXET YrpoxXaTb XMW3HW, Bbl3BaTb 6ecnioane nim iﬂ“aU[E[inE [:[]D[]E[ EU“[[HEED“VE

npepbiBaHne 6epeMeHHOCTH. )
Moxkanyicra, 03HAaKOMbLTECH C AONOMTHUTENTbHOW BaXKHOWM Slmple‘ honest -
nHpopMaumeii o 6e30nacHOCTU B AAHHOM GpoLuope U € NoNHON pregnancy prevention
MHCTPYKLUME Mo NPUMEHEHMIO NMpernapaTta B KapMallKe. — C —

*B 3aBucuMocT oT Balwero onbita MoryTt HOTDSGOBaTbC‘R AONONMHUTENbHbIE BU3UTDI,
YTOObI \/69,D,MTbC9I, 41O pa?’aga?’d HaxoauTCs B NPaBuUIbHOM MONOXEHUU.

6 Paragard.com 7



Paragard B cpaBHeHuUMn

NMoaxoput nn Bam Paragard?

DddekTmBHOCTb Paragard coctaBnser 99 % — 310
OAMH 13 caMbiX 9GGEKTUBHBIX AOCTYMHbIX METOAOB
KOHTpaLenuuu.

T T

HeropmoHanbHaa [opmoHansHas BMC
cnupanb Paragard
O¢pPeKTUBHOCTb

6onee 99 % /

[OpMOHanbHbIN
nMnaaHTaT

Crepunusaumna

Vi

SdPpeKkTUBHOCTL MHbexuua TaGnetku
91 %—99 %
MnacTbipb KonbLo
Nradpparva MpesepsatvBbl

AdPpeKkTUBHOCTH \l/ @ 0
74%—90 % MpepBaHHbIi ly6ka

NONOBOW aKT

Cnepmunumng

MeToabl onpeaeneHns
depTUnbHbIX AHEN

9dPeKTnBHOCTL @3
MeHee 73 %
OrcyTcTBUE
KOHTpauenunn

Trussell J. Contraceptive failure in the United States. Contraception. (HeaddektneHOCTb

METOA0B KOHTpOMpoBaHus poxaaemoctv B CLUA. KoHtpauenuyms.) 2011,83:397-404.

BaxkHas nHpopmaLmsa o 6e3onacHoOCTH

« MeHCTpyauns MOXET CTaTb Tsaxenee 1 ANnTbCs AoNbLUe, Takxke
BO3MOXHbI BbIAENEHNA MeXAy MeHCTpyaumamn. BHavane
BO3MOXHbl 601ee 06UbHble KPOBOTEUYEHNS.

Moxxanyicra, 03HAKOMbTECH C AOMO/THUTENIbHON Ba)KHOW

MHpopMaLmeit o 6e30MacHOCTM B AAHHOW GpoLLIOpe U € NMOTHON

MHCTPYKLMEN MO NPUMEHEHMIO NpenapaTta B KapMallkKe.

8

Ecnu Bbl otBETUAN «cOrnacHa» Ha modoe 13
cnenyroLlmx yTBepXAEHNA, 06CyanTe Co CBOVM
Bpayom, noaxoamnt nm Bam Paragard.

r

1. MeHqa nHTepecyeTt MeToa KOHTpauenumu,
KOTOPbIN OyAeT abCcosoTHO
HEeropmMoHasibHbIM

O CornacHa O He cornacHa

2. MHe Hy>XeH KpaiiHe 3¢pdeKTUBHbIN MeTof
KOHTpauenumn

O CornacHa O He cornacHa

3. PaHee 4 ucnbiTana HeraTuBHble NOGOYHbIE
addekTbl, CBA3aHHbIE C TOPMOHA/bHbIMM
KOHTpaLentTnsamm

O CornacHa O He cornacHa

4. 5 xouy AaTb OpPraHu3My OTAOXHYTb OT
ropMoOHanbHOWM KOHTpaLUenumu, NoTOMy YTO
MCMO/Ib30Bana ee MHoro net

(O Cornacra QO He cornacra

5. MHe Hy>eH meTof KOoHTpaLlenuun 6e3 3a6or,
He TpeOylLWmMii exxeqHEBHbIX 4ENCTBUN

O CornacHa O He cornacHa

6. MHe Hy>XeH MeTO KOHTpaLenummn, KOTopbIi
[enCcTBYeT Kak MOXXHO AoNblle, HO B TO Xe
BpeMms ABISeTCA 06paTUMbIM — Ha C/y4yai,
ecnu g nepegymato

(O Cornacra O He cornacHa

-
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CronmocTb 1 cTpaxoBoe
NoKpbITNE

BoNbLUMHCTBO XXEHLUUH,

MMeIoLMX CTPAXoBOW NMosimc,

sL moryT nony4utb Paragard
6ecnnaTHoO

Paragard nosIHOCTbIO KOMMEHCHPYeTCs
GOMbLLUMHCTBOM M/1aHOB CTPAXOBaHNA —
TO €CTb, HIKAKMX AOM/1aT, BbIYETOB WK
onnaTbl U3 COBCTBEHHbIX CPEACTB.

Bbl mo)xeTe npoBepuTb, NOKpbIBaeT
nu Bawa ctpaxoBka Paragard, oByma
cnocob6amum:

1 CBsi13aTbCA CO CTPaAxXoBOW
KOMMaHuen Hanpamyto nn

1. [1O3BOHUTL B LEeHTP 0OCNY>XMBAHNUA
KIMEHTOB MO TeNleOHy, yKa3aHHOMY Ha
00paTHOM CTOPOHE CTPAxXOBOW KapPTOUKMU.

2. CoobOUWMNTb KOHCYNbTaHTaM, 4to
Paragard — 310 MeTOA KOHTpaLenumu,
KOTOPbI yCTaHaB/MBaeT BpaY.

3. CNpocuTb Yy KOHCY/NBTAHTOB, MOKpPbIBAETCA
N CTOMMOCTb Paragard B pamkax
3akoHa 0 AOCTYNHOM MEAMLMHCKOM
06CYXMBaHWN.

4. CooOLWmMTb KOHCYIbTaHTaM J-koa onq
Paragard: J7300

5. Y3Hatb, notpebyetca nv Bam nnatutb
N3 COOCTBEHHbLIX CPEACTB, UK, MOXET
ObITb, CTOMMOCTb Paragard nokpbiBaeTcs
Balunm cTpaxoBbiM NaaHOM MKLLb
4aCTUYHO.

*CornacyinTte co CBOMM MNOCTaBLUMKOM CTPaxXoBbIX YC/yr 06beM
CTPaxoBOro BO3MellleHNs B pamkax Balwero nHavsmnayanbHoro
nnaxa. lNpoueaypa yctaHoBkM Paragard MoxeT ObITb NAaTHOM.

Moykanyiicta, 03HAKOMbTECb C AONONHUTENbHOW BaXKHOMN
nHpopmaumen o 6e30NacHOCTM B AaHHOI GpoLutope 1

C MOJTHOWM MHCTPYKLME MO NPUMEHEHMIO NpenapaTa B
KapMalLuke.

10

- Paragard Benefits Verification™

3akaxxute 6ecnnaTHbIN OTYET O
npoBepKe CTPaxoBOro NOKpbITUA

Mo Tenedony:
1. Mo3eoHute 1-877-PARAGARD

2. Haw cneunanuct N0 NpoBEpPKe CTPaxoBOro
NOKPLITUA NOMOXeT Bam nonyyntbe MHGopmMaumio
O CTPaxoBOM MOKPbLITUK B pamkax Bawero
NHOMBUAYANbHOIO NnaHa

B UHTepHeTe:
1. MNMocetnte Paragardbvsp.com

2. 3anonHunTe 1 oTNpaBbTe 6/1aHK aBTopMU3aLmm
naumeHTa

3. [Monpocute cBOEro Bpayva oTnpaBnTb 6/1aHK
HanpaB/ieHVs nauneHTa

- Mocne Toro Kak Mbl Nony4mMm oba 6naHka, Mbl
oTnpaBum Bam oT4yerT, B kKoTopom 6yaAeT ykasaH
06beM CTpPaxoBOro NokpbITna anga Paragard

- Ecnn y Bac BO3HMKAM BONpOCHI an Bam
TpebyeTcsd NOMOLLb, MO3BOHUTE HaM:
1-877-PARAGARD

RParagard.
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O Paragard. i

pregnancy

Intrauterine copper contraceptive - prevention®

e

’ Bbl xorwre VICl‘IOﬂb3OBaTb
HeropMOHaanoe cpeacTeo?

Toano Bbi 1 Balu Bpa4y moxxeTe peLumTh, nonxonm alll BaM Paragard g
CpeacTBOM AOCTYMHO TO/IbKO NO-peLenTy.

YnpaBneHu1e Mo KOHTPO/Io 3a NPOAYKTaMU U ieKapcTBaMu

(FDA) npu3biBaeT coobLuaTh O HEraTMBHbIX MOGOYHbIX 3dpPekTax
peLenTypHbIX /IeKapCTBEHHbIX MPEenapaToB Ha AOMAaLLHeN CTpaHuLe
www.fda.gov/medwatch nnu no renegpony 1-800-FDA-1088.
Moxxanyicra, 03HaKOMbTECH C AOMO/MHUTE/IbHON Ba)KHOMN
MH$opmaLmen o 6e30MacHOCTV B AAHHOW GpoLLIope U C NOTHOW
MHCTPYKLUMEA No NPUMEHEHUIO NpenapaTta B KapMaLlKe.

Paragard aBnsieTca 3apermcTpMpoBaHHON TOProBOii MapKOW KOMMaHu1
CooperSurgical, Inc.

©operSurgical © 2019 CooperSurgical, Inc. US-PAR-2000010, Hosi6pb 2019 1.



RParagard.

Intrauterine copper contraceptive

PATIENT INFORMATION
Paragard® ('par-uh-gahrd)
(intrauterine copper contraceptive)

Paragard does not protect against HIV infection (AIDS) or other
sexually transmitted infections (STIs).

Read this Patient Information carefully before you decide if Paragard is
right for you. This information does not take the place of talking with
your gynecologist or other healthcare provider who specializes in
women’s health. If you have any questions about Paragard, ask your
healthcare provider. You should also learn about other birth control
methods to choose the one that is best for you.

What is Paragard?

e Paragard is a copper-releasing system that is placed in your uterus by
your healthcare provider to prevent pregnancy for up to 10 years.

e Paragard can be removed by your healthcare provider at any time.

e Paragard does not contain any hormones.

* Paragard can be used whether or not you have given birth to a child.

Paragard is a small, flexible plastic “T” shaped intrauterine system with
copper wrapped around the stem and placed on arms of the “T”. Two thin
white threads are attached to the stem (lower end) of Paragard. The threads
are the only part of Paragard you can feel when Paragard is in your uterus;
however, unlike a tampon string, the threads do not extend outside of your

body.
Vs
\ ‘ : 1.26" !

% ’"\ \
* /
\ \ For illustrative
®  purposes only.
4 -
"¢ )

Not actual size.

What if | need birth control for more than 10 years?

Paragard must be removed on or before 10 years from the date of
insertion. Your healthcare provider can place a new Paragard during the
same office visit if you choose to continue using Paragard.

What if | want to stop using Paragard?

Paragard is intended for use up to 10 years, but you can stop using
Paragard at any time by asking your healthcare provider to remove it.
You could become pregnant as soon as Paragard is removed; however, if
you do not want to become pregnant you should use another method of
birth control. Talk to your healthcare provider about the best birth control
methods for you.

What if | change my mind about birth control and want to become
pregnant in less than 10 years?

Your healthcare provider can remove Paragard at any time before the

10 years after placement. You may become pregnant as soon as Paragard
is removed.

How does Paragard work?

Paragard works by preventing sperm from reaching the egg, preventing
sperm from fertilizing the egg, or possibly preventing attachment
(implantation) in the uterus. Paragard does not stop your ovaries from
making an egg (ovulating) each month.

How well does Paragard work for contraception?

The following chart shows the chance of getting pregnant for women
who use different methods of birth control. Each box on the chart
contains a list of birth control methods that are similar in effectiveness.

The most effective methods are at the top of the chart. The box on the
bottom of the chart shows the chance of getting pregnant for women
who do not use birth control and are trying to get pregnant.

Paragard, an intrauterine system (1US), is in the box at the top of the
chart.

Fewer pregnancies

Fewer than 1 e Implants
pregnancy per 100 « Injections
women in one year * Intrauterine devices
* Sterilization
*Birth control pills
*Skin Patch
e\/aginal rings with
10-20 pregnancies hormones
per 100 women in
one year *Condoms
*Diaphragm
*No sex during the
most fertile days of
the monthly cycle
85 or more *Spermicide
pregnancies per 100 «Withdrawal

women in one year

*No birth control
More pregnancies

Who might use Paragard?

You might choose Paragard if you:

e want long-term birth control that provides a low chance of getting
pregnant (less than 1 in 100)

e want birth control that works continuously for up to 10 years

e want birth control that is reversible

e want a birth control method that you do not need to take daily

e are willing to use a birth control method that is inserted in the uterus

e want birth control that does not contain hormones

Do not use Paragard if you:

e are or might be pregnant

* have a condition of the uterus that changes the shape of the uterine
cavity, such as large fibroid tumors

* have an untreated pelvic infection called pelvic inflammatory disease
(PID) now

* have had an infection in your uterus after a pregnancy or abortion in
the past 3 months

e can get infections easily. For example, if you:
o have problems with your immune system
o have multiple sexual partners or your partner has multiple sexual

partners

© use or abuse intravenous drugs

* have or suspect you might have cancer of the uterus or cervix

e have unexplained bleeding from your vagina

* have an untreated lower genital infection now in your cervix

* have Wilson’s disease (a disorder in how the body handles copper)

e are allergic to copper, polyethylene, or barium sulfate

* have an intrauterine system in your uterus already

Before having Paragard placed, tell your healthcare provider if you
have:

e any of the conditions listed above

* slow heart beat (bradycardia)

* dizziness (syncope)

* seizures

e recently had a baby or if you are breastfeeding

e have AIDS, HIV, or any other sexually transmitted infection

How is Paragard placed?
Paragard is placed in your uterus during an in-office visit.

First, your healthcare provider will examine your pelvis to find the exact
position of your uterus. Your healthcare provider will then cleanse your
vagina and cervix with an antiseptic solution and then, measure your

uterus. Your healthcare provider will then slide a plastic tube containing



Paragard into your uterus. The tube is removed, leaving Paragard inside
your uterus. Two white threads will extend into your vagina. The threads
are trimmed so they are just long enough for you to feel with your
fingers when doing a self-check. As Paragard goes in, you may feel
cramping or pinching. You may have some bleeding. Some women feel
faint, nauseated, or dizzy for a few minutes afterwards. Your healthcare
provider may ask you to lie down until you are feeling better, and to get
up slowly.

Paragard —~—~——
in place
inside Uterus Paragard
the uterus
Threads
Vagina

Should I check that Paragard is in place?

Yes, you should check that Paragard is in proper position by feeling the
threads. It is a good habit to do this 1 time a month. Your healthcare
provider should teach you how to check that Paragard is in place. First,
wash your hands with soap and water. You can check by reaching up to
the top of your vagina with clean fingers to feel the 2 threads. Do not pull
on the threads.

You should be
able to feel the
short threads
attached to
Paragard with
your finger

Threads

If you feel changes in the length of the 2 threads, you cannot feel the
threads, or you can feel any other part of Paragard other than the
threads, Paragard may not be in the right position and may not prevent
pregnancy. Use back-up birth control (such as condoms or spermicide)
and ask your healthcare provider to check that Paragard is still in the
right place.

If Paragard is accidentally removed, you may be at risk of pregnancy,
and should talk to a healthcare provider.

How soon after placement of Paragard should I return to my
healthcare provider?

Call your healthcare provider if you have any questions or concerns (see
“When should | call my healthcare provider?”). Otherwise you should
return to your healthcare provider for a follow-up visit after your first
menses after Paragard is placed to make sure that Paragard is in the
right position.

What if | become pregnant while using Paragard?

Call your healthcare provider right away if you think you may be pregnant.
If you get pregnant while using Paragard, you may have an ectopic
pregnancy. This means the pregnancy is not in your uterus. Unusual
vaginal bleeding or abdominal pain especially with missed periods may
be a sign of ectopic pregnancy.

Ectopic pregnancy is a medical emergency that often requires surgery.
Ectopic pregnancy can cause internal bleeding, infertility and even death.

There are also risks if you get pregnant while using Paragard and the
pregnancy is in the uterus. Severe infection, miscarriage, premature
delivery, and even death can occur with pregnancies that continue with
an intrauterine device (IUD). Because of this, your healthcare provider

may try to remove Paragard, even though removing it may cause a
miscarriage. If Paragard cannot be removed, talk with your healthcare
provider about the benefits and risks of continuing the pregnancy.

If you continue your pregnancy see your healthcare provider regularly. Call
your healthcare provider right away if you get flu-like symptoms, fever,
chills, cramping, pain, bleeding, vaginal discharge, or fluid leaking from
your vagina. These may be signs of infection.

It is not known if Paragard can cause long-term effects on the fetus if it
stays in place during a pregnancy.

How will Paragard change my periods?
Your period may become heavier and longer. You may also have frequent
spotting between periods.

Is it safe to breastfeed while using Paragard?

You may use Paragard when you are breastfeeding. The risk of Paragard
becoming attached to (embedded) or going through the wall of the
uterus is increased if Paragard is placed while you are breastfeeding.

Will Paragard interfere with sexual intercourse?

You and your partner should not feel Paragard during intercourse.
Paragard is placed in the uterus, not in the vagina. Sometimes your
partner may feel the threads. If this occurs, or if you or your partner
experience pain during sex, talk with your healthcare provider.

Can | have an MRI with Paragard in place?

Paragard can be safely scanned with MRI only under specific conditions.
Before you have an MRI, tell your healthcare provider that you have
Paragard, an intrauterine device (IUD), in place.

Before you have a medical procedure using heat therapy tell your
healthcare provider that you have Paragard in place.

What are the possible side effects of Paragard?

Paragard can cause serious side effects, including:

* ectopic pregnancy and intrauterine pregnancy risks: There are risks if
you become pregnant while using Paragard (see “What if | become
pregnant while using Paragard?”).

* life-threatening infection: Life-threatening infection can occur within

the first few days after Paragard is placed. Gall your healthcare

provider immediately if you develop severe pain or fever shortly after

Paragard is placed.

pelvic inflammatory disease (PID) or endometritis: Some IUS users

get a serious pelvic infection called pelvic inflammatory disease (PID) or

endometritis. PID and endometritis are usually sexually transmitted. You
have a higher chance of getting PID and endometritis if you or your
partner has sex with other partners. PID and endometritis can cause
serious problems such as infertility, ectopic pregnancy, and pelvic pain
that does not go away. PID and endometritis are usually treated with
antibiotics. More serious cases of PID or endometritis may require
surgery. A hysterectomy (removal of the uterus) is sometimes needed.

In rare cases, infections that start as PID can even cause death.

Tell your healthcare provider right away if you have any of these signs
of PID or endometritis: low abdominal (stomach area) or pelvic pain,
pelvic tenderness, painful sex, unusual or bad smelling vaginal
discharge, chills, long-lasting or heavy bleeding, fever, genital lesions
Or Sores.

embedment: Paragard may become attached to (embedded) the wall
of the uterus. This may make it hard to remove Paragard. Surgery may
sometimes be needed to remove Paragard.

perforation: Paragard may go through the wall of the uterus. This is
called perforation. If this occurs, Paragard may no longer prevent
pregnancy. If perforation occurs, Paragard may move outside the
uterus and cause internal scarring, infection, damage to other organs,
pain, or infertility and you may need surgery to have Paragard
removed. Excessive pain or vaginal bleeding during placement of
Paragard, pain or bleeding that gets worse after placement, or not
being able to feel the threads may happen with perforation. You are not
protected from pregnancy if Paragard moves outside the wall of the
uterus. The risk of perforation is increased in breastfeeding women.



e expulsion: Paragard may partially or completely fall out of the uterus
by itself. This is called expulsion. Expulsion occurs in about 2 out of
100 women. Excessive pain, vaginal bleeding during placement of
Paragard, pain that gets worse, bleeding after placement, or not being
able to feel the threads may happen with expulsion. You are not
protected from pregnancy if Paragard is expelled.

* changes in bleeding: You may have heavier and longer periods with
spotting in between. Sometimes the bleeding is heavier than usual at
first. Call your healthcare provider if the bleeding remains heavier or
longer and spotting continues.

* reactions after placement or removal: Some women have had
reactions such as dizziness (syncope), slowed heart rate (bradycardia),
or seizures, immediately after Paragard was placed or removed. This
happened especially in women who have had these conditions before.

Common side effects of Paragard include:

e anemia (low red blood cell count) e expulsion (complete or partial)
* pain during sex e spotting

e prolonged periods e painful periods

* vaginal irritation e vaginal discharge

* backache e pain and cramping

This is not a complete list of possible side effects with Paragard. For
more information, ask your healthcare provider. Tell your healthcare
provider about any side effect that bothers you or does not go away.

Call your doctor for medical advice about side effects. You may report
side effects to FDA at 1-800-FDA-1088.

After Paragard has been placed, when should I call my healthcare
provider?

Call your healthcare provider if you have any concerns about Paragard.
Be sure to call if you:

« think you are pregnant

* have pelvic pain or pain during sex

* have unusual vaginal discharge or genital sores

* have unexplained fever, flu-like symptoms or chills

* might be exposed to sexually transmitted infections (STIs)

* are concerned that Paragard may have been expelled (came out)

* cannot feel Paragard’s threads or can feel the threads are much longer

e can feel any other part of the Paragard besides the threads

* become HIV positive or your partner becomes HIV positive

* have severe, bleeding that lasts a long time, or bleeding that concerns
you

* miss a menstrual period

General information about the safe and effective use of Paragard.
Medicines are sometimes prescribed for purposes other than those
listed in a Patient Information leaflet. You can ask your healthcare
provider for information about Paragard that is written for health
professionals.

Paragard and its components are not made with natural rubber latex.

Paragard® is a registered trademark of CooperSurgical, Inc. The other
brands listed are trademarks of their respective owners.
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