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IIpenn pa 3ano9neTe Aa B3eMaTe TOBA JEKAPCTRO NpovueTeTe BEUMATENHO NATATA JIRCTOBKA,

- Hasere tasu mictosa. Moske Aa Ce HallOXKU Ja 3 [IPOUETETE OTHOBO.

- Ako BMare JOITbJIHHUTEIHH BBIIPOCH, MOJIA NonuTaiite Bamus nekap vnu Bauma GpapManest.

- Tomra AekapcTBO € NMpeAnHcaHo NHYHO Ha Bac 1 He Tpsa6a fia ro nasate wHa ApyrH xopa. To MOXe
Ja UM HaBpeAH AOPH, KOraTo TEXHHTE OTUIAKBaHHA ca CHIUTE Kato Bamrure.

B Ta3H JHCTOBKA:

1. Kakso npencrasnssa JIMPHKA u 3a kaxBo ce ynorpebssa
2. Tlpenu na zanounere pa r3emare JIMPHKA

3. Kax tpadea na ce Bzema JIMPHMKA

4. Br3MOXHH HEXKellaHy peakUuuy

5. CexpansaBane Ha JIMPHUKA

6.

JonsnaatenHa MHPOpMAaLms

LYRICA 150 mg TBBpau Karicyiu
JIMPUKA 150 mg TBBpaE Kancynu
pregabalin

JlekapcTBEHOTO BelecTBo ¢ pregabalin (nperabanusx), Bedka TRbpaa Kancyna ceaspika 150 mg
pregabalin.

IMomoinHKTe BSINECTBA Ca: JIAKT03a MOHOXUAPAT, IIAPEBHYHO HHLIECTE, TAMK, JKEJNATHH, THTAHHER
nuokcug (E171), Hatpues naypuncyidar, 0e3BofeH CHIHIMER FHOKCH], YPHO MacTHIO (KOETOo
CBABPIKA LISILIAK, YepeH sxenezeH oxcuy (E172), nponuien MIMKON, KATHER XHAPOKCH]) ¥ BOJA.

Ipurerxaren Ha paspelIeHHeTo 3a ynorpeda:
Pfizer HCP Corporation, 235 East 42" Street, New York, NY 10017 — 5755, USA.

IIpousBoauTesn:
Pfizer GmbH Arzneimittelwerk, Gédecke, Mooswaldallee 1, D-79090 Freiburg, Germany.

1. KAKBO IIPEACTABJIAIBA JIMPUKA M 3A KAKBO CE YHHOTPEEABA

JIIPUKA ce npeaiara nog dopMata Ha TBBpAM Oenu sxenaTHHOBH KalCyaH, chispxamu 150 mg, ¢
nannuc “Pfizer” Bppxy kanadkata 1 “PGN 150 Bepxy TAI0TO Ha KafCyiarta, HAHECEH ¢ YEPHO
MacTHIIO.

JIMPUKA ce mpejuiara B OAaKOBKH ¢ YeTHPH PadjiniHy pasMepa: onakoBka ¢ 14 xancynu,
chapprkama 1 GnucTep, omakoska ¢ 56 Karcynd, chaspixama 4 Gmucrepa, onakoska ¢ 112 (2 x 56)
kancynd 4 100 x 1 kancynu B 6ructepy ¢ nepdopaums 3a Beika OTAENHa A03a, BCHYKHTE YeTHPH
BHJIa OTIAKOBKK ¢a Hanpasens oT IIBI] ¢ rps6 ot amymunueBo donxo.

BramoxHo € Ha rnasapa ja He C¢e IIpeajrarar BCH4YKH BHEOBE OIIAKOBKH.

JHAPHKA npaHamieskd KEM rpyna JeKapcTBa, KOHTO ¢ M3IION3BAT 32 IeYeHHe Ha eNHACIICHA 1
HeBponaTHyHa Honka.

Ilepudepna sesponatrana Goaxa: JIMPHKA ce nznonspa 3a nedeHne Ha Npos. %{131%65 16
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¥MOpa H MOJKE J1a ¢€ OTpa3H Ha (bmﬂqecm"ro H COUHANHO CI)YHKLIPIOHHPHHG " Ha Ka4€CTBOTO HA
JKHBOTA KaTOo UAING.

BezonacHocTTa U edeKTHBHOCTT2 Ha pregabalin npu narMedTH Ha BE3pacT 10X 18 roauHH ¢
nepudepHa HeBponaTHIHa GolTka He € YCTAHOBEHA.

Ennnencus: JIAPHKA ce nprinara 3a neycHHe Ha HIKOH (GOpMH Ha enuielchs (NapuuanHu
IPHOaREIM ¢ WK 6e3 BTOpHYHA FeHepaliu3alys) NpH Be3pacTHU. Bamnar nexkap me Bu npexnume
JIMPUVIKA, 3a na Bu noMorse JAa JleKyBaTe Bamara eminenciis, Korato NpoBexIaHoTo tedeHue He
BOJAH IO OBMafsfBane Ha ¢beTOAHHETO BH. Tpadea na szemare JIMPHKA kato AONBIIHEHHE KbM
Banrero mactosmo nevenre. JIMPHKA ne e npeanaznadeHa 3a caMOCTOATENHa ynoTpeda, a BUHArH
TpsaGBa na 66€ npUnaraia B KOMOHHAIMA C JPYTO aHTHEITHIENTHYHO JIeYeHHE.

2. TIPEJV IA 3ATIOYHETE JA B3EMATE JIMPHKA

He B3emaiire JUPUKA:
- AKo cTe noJyyaBaii anepruysa peakius KM pregabalin nau keM HIKOE OT IOMOIHUTE
BELIESCTEA HA NPOIYKTA.

BraeTe ¢ NOBHUWIEHO BRAManHe no oTHomenne Ra THPHKA:

Vnorpebara Ha JIMPHKA ce ¢cBBbp3BEa ¢ BHEHE Ha CBAT H CHHIMBOCT, KOUTO MOTaT Ja yBelHyar
[OsABATA Ha CNy4aiiHo HapansBare (MajJaHe) IpH MAlMEHTH B HaNIpeAHana Be3pact. CnefoBaTeno,
TpsaOBa a2 ObJeTe BHUMATENHH, FOKATO CBHKHETE C BCSKH € EKT Ha JIEKapCTBOTO.

Hsxou nauueHTH ¢ guaber, KOUTO MOKaYBaT TENECHOTO CH TETIIO NIpH ynotpeda Ha pregabalin, morar
Ja ce Hy®[IJasT OT NpoMsiHa B TeXHHTe AuabeTHH NeKapcTaa.

TIpuem na IMPUKA c xpasa & HanHTKH:
Kancysare JIMPUKA morar ja 6b0aT npHeMasn ¢ uni 6e3 xpaHa.

He ce npenopbusa KOHCYMAlIHg Ha ankoxod, fokato p3emate JIMPHKA.

Bpemennoct

JIMPYKA He TpaGea ja Gplie B3eMaHa N0 BpeMe Ha GpeMeHHOCT OCBeH ako Bamuar nekap He Bu e
kazan Apyro. XKeuu B setepogHa BE3pacT € He0OXOAUMO Jia 3TION3BAT SPUKACHH (IPOTHBO3AYATHYHH
cpezcTea. CebpikeTe ce HezabasHo ¢ Bauius jiekap, ako 3abpeMeHeeTe, cMATaTe, Y& cTe 3abpeMeHeNnH
WM Iianapare 3abpemensasane, qokaro pzemarte JIMPUKA. Ceeetralite ce ¢ Bawms nexap Wik
¢dapmaneBT npeay Aa 3anovHeTe Ja B3eMarte KOeTo U Ja € JIEKapCTBO.

Knpmene

Jlokaro ynorpebssare JIMPHKA, He ce npenopbysa Ja kbpMuTe Bamero 6ebe, Thil kaTo He €
n3BecTHO Aanu JIMPHKA ce exckperHpa B MaitausoTo Mitiko. TlocweerBalite ce ¢ Bamus nekap unn
(apMaLeBT NIpeiH A 3an0uHeTe Ja B3eMaTe KaKBOTO U 3 ¢ JIEKapCTBO, OKATO KEPMHTE.

Ilfodupane 1 padoTa ¢ MALLHEH!

JIMPYIKA moxe ja npefiM3BHKa BUEHE Ha CBAT, CHHIHBOCT ¥ HaMaseHa xoHLieHTpanus. He TpaGea na
mrodupare, fa paGoTHTE CHC COXKHH MaLIMHM WIA Ja ¢¢ BKIIIOUBATE B IPYTH NOTEHIHAIHO PHCKOBH
AeiHOCTH, JoKaTo He pasbepere Aany TOBR NEKAapeTBO He 3acara Bammara crnocobHOCT a H3BEPIIBATE
Te3H ACHHOCTH.

Baxxaa undopmanus 3a HEKOH 07 cheraBraTe Ha JIHPHKA:
Axo Bammsr ftekap Bu e Kazall, 4e HMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, o6bp
Tpen# Aa 3aN0YHeTe Jja B3I6MaTe TOBA HEKapoTBo.
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Bsemane na apyrn gexkapersa ¢ JJHPHUKA:



Ilpexu na 3anouHeTe Ja B3eMarTe KaKBOTO U fa e Hoso nekaperso ¢ JIMPHKA 1pabsa ja roeopure ¢
Baning nexap. Mons, uudopmupatite Banmia nexap vy ¢papMaileBT, ako B MOMEHTA B3eMATe WIIH
HaCKOpO CTe B3eMAaJIH KaKBOTO H Ja & APYro JIeKapeTBo, Jaxe 1 0e3 eKapeKo mpejnucaxe.

JIUPUKA w HEKOM JpYTH JIEKAPCTBA MOTAT Ja CH BAMAAT €AHO Ha Apyro (B3auMojeiicTBye).
CrenenTa Ha BHEHE Ha CBAT, CHHIHNBOCT M HaMaJleHa KOHLEHTpPAaIlHd MOTAT Aia HapacHAT, aKo
JIMPUKA ce B3eMa 3ae7IHO G IEKAPCTBA, ChABPIKANHA:

Oxycodone (OKCHKOACH) — M3TION3BAH KaTO CPEACTBO TIPOTHR GONKM

Lorazepam (sopa3ernam) - H3MOI3BAH 3a JICYEHHE Ha TPEBOMKHOCT

JTHAPUKA moxe nia ObA¢ B3eMaHa ¢ NePOpaNiHA HPOTHRO3AYATHYUHH CpelCTBa.

3. KAK TPSABBA JA CE B3EMA JIMPHKA

Bunaru s3emaiire JIMPAKA TOWHO KaKTO BaUIMAT Jiekap B € MHCTPYKTHpan. AKO HE CT€ CHI'YDHH,
TpsOBa fa nonutaTte Bawmns siekap Hin QapMaleBT.

Bamuar nexap e onpeneNtH Kakea 03a e noAxoagma 3a Bac.

Iepadepna HepponarTAayAa 60AKa A enHAencHa: BieMalite TOMKOBa KafcyM, KOAKOTO By e
naszauun Bamusat nekap. Hosara, noxxonsina 3a Bac u Bamero ¢bctogHne, o0uuaiio mwe 6bxe
mexay 150 mg 1 600 mg Becexku AeH. BamusT nexap me Bu kake a B3emare JIMPHKA nga neTH Mty
Tpu I15TH JueBno. [Ipu AByxpareH npueM e3eMaiite JIMPMKA Bceku AeH CYTPHH M Beuep
NpHOIM3HTENHO 10 €4HO U cblno BpemMe. Ilpu Tpuxparen npuem eiemalire JIAPHKA scexu aen
CYTpHH, clieioben 1 Beuep NpubIH3HTENIHO N0 SHO H CHIIO BpEME,

AKO MMaTe ycewaneTo, 4e edextsT Ha JINPHKA e npexaneHo cHIIeH WIH NpeKaneno c¢nab, ropopere
¢ Bauus nexap 1M QapMaueBT.

AKO CTe HalMeHT B Hanpeasana pe3pact (Hax 65 rogunn) Tpadea na ezemare JIMPHKA no
obHualiHIA HAYMH OCBeH, ako MMare npobaemu ¢ 6s6peLuTe.

Bamyst lekap moxe Aa Bu npegnuire pasiHYHa cxema Ha JO3HpaHe H/WIH 1033, aKO UMaTe
npobnemu ¢ GLOpenHTe.

Tlornsmaiite Kancynara nana ¢ Boja.
TIpoanmkagaiite na szemate JIMPHKA, noxato Bammar nekap ne Bu kaxe fa cipere.

BezonacrocTra ¥ edeKTHBHOCTTA NIPH Lela M IoApacTBawy (nox, 18 roauHu) He € YCTaHOBEHA H,
crenosaTento, pregabalin He TpsOBa Aa 6bAe M3MION3BAH B Ta3k BE3PACTOBA rpyna.

AKO B3eMeTe N0-ToIaMo oT HeoOxoaEMoTo KosmHdecTtso JIHPHKA:
HezabasHo ce 06azeTe Ha Bamns fexap Wiy OTHASTE A0 Hal-0JIH3KOTO OOMHHYHO CHCINHO
ornenenne. Baemere kytuiikara ¢ kancynn JIMPHKA c Bac.

Axo 3aGpagnre Aa Bzemere JINPHKA:
BaxHo ¢ fa B3emare Bamnte kancyiau JIMPUKA peposro 1i0 €IHO U CHIIO BpeMe BCEKH JCH. AKO
3abpapuTe Aa B3EMeTe efHa 1033, B3EMETE 1 BeJ(Hara HIOM CH CIIOMHHTE, OCBEH aKO He € [OLILA0 BpeMe
3a Bawgara cnefsamia Ao3a. B To3u ciyuaii IpocTo mpoABIDKETe CBC ClISHBAMIATA ;[osa
HauuH, He p3emaiite 2 030 110 €JHO H CBILO BpEMe, 32 Jla HaBaKCaTe J03aTa, KOAT

Edexrtn npn coapane 5a gedenwero ¢ JJHPHKA:
He cnupaiite na Bzemare JIMPHUKA, ocsen axo Bamusar nexap se Bu e Kazan 1a aupaBme OB
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4, BB3IMOMKHU HEXEJIAHA PEAKIITUHA
Kakro Bowuku aexapersa, JIMPUKA Moxe na Ma HexxellaHH peakiyH.

Maoro yecTH HeKeJIAHHA JIEKAPCTBEHH PeaKIHB, KOHTO MOrAT 4a 3acerHar mosede oT 1 na 10
JOBEKA, ca HOCOIEHA HO-A0JY:

* Bmuene na cBaT, yMOpAEMOCT

YecTH HexeIaHA SCKAPCTBEHH PeaK1AH, KONTO MOTaT Ja 3acerHaT NoBede or equn Ha 100
H0BEKA, ¢a H30POEHH HO-10AY:

o TloBuieH aneTut

¢ ToBumeno HacTpoeHHe, 00BPKAHOCT, MPOMEHH B CEKCYaTHI UHTEPEC, Pa3dpasHHUTENHOCT

e HapyuieHns Ha BHHMaHHETO, HEMIOXBATHOCT, HApYINEHW] Ha MIaMeTTa, TPENepeHe, 3aTPy HeHHA
NpH TOBOPEHE, MpaByHKaHe

Iopypane Ha KpallHHNWTe, ONUSHEHHE, NMATONOTHYHA IIOX0/IKa
Hatpynsade Ha TeeCHO Terio

e 3aMBIIEHO BHKNAHE, NBOMHO BIXAAHE

e CBETOBBPTEK :

s CyxoTa B yCTara, 3alekK, nosphlulaHe, 00pasyBaHe Ha rasose
e 3atpynHeHa epeKuus

-

»

HeuecTH HekeJAHN JEKAPCTHEHA PeaKiiH, KOUTO MOYAT Ja 3acergaT nogeve ot 1 na 1000
G0BeKa, ca H30poeHn no-1oiy:

e 3aryGa Ha aneTHT

e IIpomsHa Ha BE3NPUSTHETO 3a caMus cebe o, Oe3MoKoiicTBO, Nenpechs, BE30yia, HPOMEHH B
HACTPOCHHETO, BIONIABAHE Ha CBINECTBYBALIO Oe3ChHIE, 3aTPyIHEHHE IPH HAMEPaHETO Ha AyMH,
XAMOHUHAIHN, IATONOrHIHN CBHUINA, MPUCTHIN Ha [IaHHKA, anaTHa

s  3aTpyAHEHO MHCHEHe, H3TphIBaHe, HeoOHYaliHO ABIDKEHHE HA 0UMTe, KOHBYJICHBHH JIBIKEHN,
NOTHCHATH pedUieKCH, TIOBHIIEHa AKTHBHOCT, BHEHE Ha CBAT NpPY CTaBaHe, [IOBHUHISHA KOMHA
YYBCTBUTE/IHOCT, 3ary0a Ha BKycC, IapeHe, TpenepeHe NMPH ABIKEHHE, TIOTHCHATO CB3HAHUE,
npuMaaeaue

e Cyxora B 04MTE, IOAYBaHE HAa ouuTe, GONKH B OUMTE, CHAGOCT B OUHTE, HACHI3SBAHE

¢ VYckopeHa ChpASYHA YECTOTa

e 3aueppsBaHe, FOPELM BLIHH

¢ 3arpynHEHO JHLIaHe, CyX0Ta B HOCA

e IlomyBaHe Ha KopeMa, MOBHIIEHO CIIOHOO0pasyBaHe, MapeHe B ChpAeuHaTa 065acT, U3TPhIBaHe
Ha YCTHHTE

¢ Hanorseaue, 0OpHB

e  MycKyJIHH NOTpeNBaHyis, NOAYBaHe Ha CTABHTE, MYCKYJIHO CXBAINAHE, MyCKY.IHH DONKH, CTaBHH
Gonky, Gonky B repba, DORKH B KPaifHHK, MyCcKYJIHA CKOBaHOCT

e 3arpyaseHo win GONE3HEHO YpUHMpaHe, He3albp)KaHe Ha YpHHATA, HaMaieHO KOJIIMYECTB0 YpUHa
» Cnaloct, nafaHe, ;KaKAa, CTAraHe B IPHIHKA KOLI

Peaxu HesxeIaHy JeKapCTBeHH PeaKIHN, KOHTO MOFAT 14 32CerHAT no-manko or 1 Ha 1000
J0BEKa, ca H30poeHN NO-A0LY:

»  Hucko XpsBHO HAJIATaHe, CTYJICHY JNI2HU H CTHAANA, BUCOKO KPBBHO HANArg)

+ Kamuuna, 3arympase Ha HOca

o MyckynHo yBpeKIaHe

e Bosixu B MIISUHHTE 3KIIE3H, CIIHpaHe Ha MEHCTPYalHaTa Doz
L ]
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e TlopuimeHa YYBCTBHTEIHOCT KbM IIIYM
e Hapymenus Ha CbpAEYHHA PHTEM

AKO HSKO# OT TE3H HEXKElIaHH PeaKLiHi Ce OKaKe Tpaiiha uitd 00e3NOKOUTENHA, HITH aKo 3abeserKiTe
HEXeNaHa peaklds, KOATO He € CIIOMEHATa B Ta3H JIHMCTOBKA, Mo, Hadopmupalite Banua nexkap unu

(dapMaLeBT.

5. CBbXPAHSABAHE HA JIHPHKA

TTasere JIMPHKA Ha HeIOCTBITHO 3a JcHA MACTO.

CrxpansBalite B OpHTMHAIHATA ON@KOBKA.

Tora nexkapcTBO HE M3HCKBA CIIELHAIHY YCAOBHA Ha ChXPaHEeHHE.

He ynorpebsBaiite cneq H3THYaHE HA CPOKA HA I'OJHOCT, 0TOEMAA3aH BBPXY ONAKOBKATA.

6. JOILJHUTENHA HHOOPMAIIHS

Wndopmanusta B Ta3H JHHCTOBKa ¢ OTHACs camo 3a kancynnte JIMPHUKA.

AKO yMare JONBIHHTENHA BBIPOCH, MO, 0ObpHETE ce KbM Bamis ekap WiH papMauesT.
Mors, cBBpIKETE ce C JHOKANHMS NPeICTABUTEN Ha MPUTEKATE N Ha pa3pellieHHeTo 3a yrioTpeba 3a
KaKBaTo ¥ Aa Oumo uadopManys, kacaeia To34 JIEKapCTBEH MPOXYKT.

TII ,,J1¢paizep HCP Kopnopeies”, .
Codus 1784, 6yn. ,,L{apurpaacko moce” 115A,
Ten. +359 2 970 4333

Hama na nocnedna pedaxyus na nmicmograma:




