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JIACTOBKA 3A DATMEHTA LATA .. ‘f £

TIpeau q2 3anouHeTe JAa B3eMaTe TOBA JEKAPCTBO NPOYeTeTe BEAMATEHO NAIATA JACTOBKA,

- Iasere Tazu mmeToBa. Moxe fa ce HAMOKH Ja A MPpOYETeTe OTHOBO.

- AKO HMaTe JOILIHUTENHM BHIPOCH, MOAA nonuTalite Batnus mexap win Bamns gapManest.

- ToBa mexapcTRO e HpeAnucaHo MHuHO Ha Bac u He Tpabpa ma ro Jabate Ha ApyrH Xopa. To Moxe
3 BM HaBp&ZE ZODH, KOraTo TeXHHTE OIUIaKBaHHA Ca ChIIMTe KaTto Bamre.

B 7Ta3H JHCTOBXA:

1. Kaxso npegcrasiasa JIMPYKA u 3a kakso ce yroTpebssa
2. Tlpenu ma 3anounerte na B3zemare JIMPHKA

3. Kax TpsOBa ga ce p3ema JIAPHKA

4. DBD3MOKHH HEXEITAHH PEaKI{iH

5. Coxpanssare na JIIPHKA

6. HomsnauTenHa MHQOPMAIHL

LYRICA 300 mg TREpAH Kallcyau

JIAPUKA. 300 mg TBHpAH Karcyim

pregabalin

JlexapcTBEHOTO BelnecTBO € pregabalin (perabanun). Bc;ma TEBpHAa Kancyna ceabpika 300 mg
pregabalin.

TloMomHMTE BEMIECTBA €a: JAKTO3a MOHOXUIIPAT, NAPEBHYHO HUIIECTE, TallK, JKENATHH, THTaHHER
nuokcr (B171), satpues naypuncyndat, 0e380/eH CHIHIMER FHOKCHI, YEPHO MACcTHIO (KOETO
CBIBpIKA [IENAAK, YepeH xKeteseH okeul (E172), nponmiied riiKo, Xanues XUAPOKCHA), YepBEeH
senesen oxeng (E172) u Bofa. )

Tlpurekaten Ha pa3pelIeHHeTO 3a yroTpeda:
Pfizer HCP Corporation, 235 East 42™ Street, New York, NY 10017 — 5755, USA.

TIpousBopmuTen:
Pfizer GmbH Arzneimittelwerk, Godecke, Mooswaldallee 1, D-79090 Freiburg, Germany.

1. KAKBO OPENCTABIABA JJUPUKA 1 3A KAKBO CE YIIOTPEBSIBA

JIMPUKA. ce npepara rop hopmarta Ha TBBPIM HKeJTATHHOBY KaNlCyTH ¢ 041 1 OpakeB LIBAT,
cxappray 300 mg, ¢ ragmac “Pfizer” Bppxy xanauxara M “PGN 300” prpXy TANOTO Ha Kancynara,
HaHECEH C YepHO MacTHIIO.

JIAPHKA ce npennara B ONAKOBKH ¢ YSTHPH Pa3iH4HU pasMepa: OIlaKoBka ¢ 14 kamcyim,
crabpxama 1 6nucTep, onakopka ¢ 56 Kancyiy, ChAbpKaila 4 OnucTepa, onakopka ¢ 112 (2 X 56)
xancymu 1 100 x 1 kancynu & Gmuctepu ¢ nepbopatus 3a Beska oT/elHa jo3a. Beudkure qeTHpH
BH/Ia OIIAKOBKH ca HallpageHu ot IIBILY ¢ rps6 oT amyMuHHeBO GOm0,

BraMmmkHC e Ha nazapa fa HE ce MpeiaraT BCHYKH BHIOBC OIAKOBKH.

JIAPHKA npubamieski KbM IpyIia NJeKapCTsa, KOHTO C& H3ION3BAT 34 JISUeHHE Ha SIMMICHICHI
nesponaTidda Gonka.
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Hepudepna nesponarayya 6ouxa: JIMPHUKA ce usnonsea 3a jieuenye Ha npo%l .‘dz; ”6 oIk
TIpHYKHeHa OT YBpeKIaHe Ha HepBuUTe. Pasmyiunm 3a60ABaHus MOTAT Ja npe,gﬁznmaggepg@ep\}@
HeBponaTHYHa GoJKa KaTo HanpuMep AuabeT WM XepIiec 30cTep. Y cellan /60JIK MO =,
6BIaT OIMCAHH KATO rOpelM, fapely, My ICHPAaINH, CTpenKamH, HpoGox; zﬁm;:pcm
CHHa GONE3HEHOCT, CMBJICHE, yeelljaHe 3a U3TpEIIBaHe, IPoboKAaHe ¢ HIHM. tﬂqg}dcbepn :
HeBponaTHyHa Goika MosKe fa ObJe CBEP3aHa U ¢ IIPOMEHH B HaCTPOSHHETO, BHI/IH _1@,0}3115{,
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yMOpa H MOXKS Na ce OTpasu Ha (PH3HYECKOTO H CONHANTHO PYHKIMOHHPaHe i Ha KaYeCTBOTO Ha
JKHBOTA KaTO BANO.

BesonacHOCTTa M e(peKTHBHOCTTA Ha pregabalin mipu nainues Ty Ha Bp3pacT nox 18 romuny ¢
nepudepHa HeBponaTyuiHa 6oNKa He € YCTaHOBEHA.

Enanencusi: JTMPYKA ce npunara 3a iedeHHe HA HIKOH OpMH Ha eMHNencus (NaplHaiHy
TPUNAgBLE ¢ 1WAK 63 BTOpHYHA TeHePANH3ais) IPY Bb3pacTH. Bammar nexap me Bu npemmmime
JOAPHKA, 3a oa By nomorse x4 eKypaTe Baluata emaneiicHs, KOrato NpoBEKAaHOTO NedeHHe He
BOJIM [0 OBNAABAHE HA CheTosuueTo Bu. Tpabsa aa s3emare JIIPUMKA xaTo HombNHERRE KBM
Bantero HacTosino evernue. JIMPHUKA Be e npefHa3sHaueHa 32 CaMOCTOATENHA YHOTpeba, 4 BUHATH
TpabBa na 6p0¢ nprnaraHa B KOMOHHAIEA ¢ APYrO HTHETHISITHYHO JeHeHHE.

2. DPEJH JA 3ATIOYHETE JTA B3EMATE JIAPHKA

He p3ematire JAPHKA:
- AKO CTe NONy4aBany aleprayHa peakimsa KeM pregabalin unmy KeM HAKOE OT IIOMOIIHHTE

BEINECTBa Ha NPOIyKTa.

BraeTe ¢ MOBHIIEHO BHAMaRde Mo oTHOMenHe Aa JUAPHIKA :

Vnotpebara Ha JIAPHUKA ce cBBHp3Ba C BAEHE Ha CBAT M CHHEIIMBOCT, KOMTO MOTAT A2 YBelIHYaT
HOABATA Ha CHyYaiiHo HapadaBaHe (HaliaHe) IpH NAlMEeHTH B HallpegHana B53pacT. ClenoBaTesHo,
Tpadea fja Ob/eTe BHUMATEIHY, JOKATO CBUKHETE C Beexy edeKT Ha JEKApCTBOTO.

Hisxon nauuenTH ¢ AuabeT, KOMTO NOKAYBaT TeJECHOTO CH TEITIo IIPH yroTpeba Ha pregabalin, Morar
Ja Ce Hy»KNaiT OT MpOMsIHA B TexHure NHabeTHH IeKapeTsa.

IIpnem ma JIMPHKA ¢ xpana H BADATKH:
Kancynute JIIPHKA morar fa 6baat npreMaHy ¢ WK 0e3 XpaHa.

He ce npenopbusa KOHCYMaIHs Ha ankoxol, fokato 3emate JIMPHKA.

Bpemensoct

JIAPYIKA e Tpsi6ra na Gle B3eMaHa 1o BpeMe Ha GpeMeHHOCT OcBeH ako BamuaT Nekap He Bu e
kazan gpyro. JKenu B meTeposya BH3pacT € HeOOXOAUMO a H3NON3BAT e(QHKACHH NPOTHBO3AYaTHYHH
cpenctea. Cerpxerte ce nezabarHo ¢ Baumis nexap, ako 3abpeMeneeTte, cMATATE, Y€ CTe 3a0peMereny
Wi [aHupare 3abpemenszaye, jokaro pzemate JIMPHKA. Cerersalite ce ¢ Baturs exap wim
(hapMaileBT NPEAH Ja 2aTOYHETe a B3EMaTe KOSTO U Ja € IEKaPCTBO.

Kepmene

Jtoxaro ymotpeGsaeare JIAPHKA, He ce npenopbuBa Aa kbpMute Bamero 6ebe, ThH KaTo He €
msBectro pan JIAPHKA ce exckperupa B MaikanHoTo Misko. [TockeeTpaiite ce ¢ Bams jekap WiK
hapMalerT Hpeiy Na 3aII0YHETE fla B3eMaTe KaKBOTO H JIa € JIEKapCTBO, NOKaTO KEPMHKTE.

H¥odnrpane v padoTa ¢ MATIBHM:
JIMPHUKA MOXe [ia Ipe[ju3BHKa BUEHE Ha CBSIT, CHHIMBOCT ¥ HaMaleHa KOHINEHTpalHs. He TpsORa Na
wodpare, Aa paGoTHTE CBC CIOXKHI MADIHHE HIH Ha Ce BIIIOUBATE B APYIH NOTEHIHANHO PHCKOBH
NeliHOCTH, AOKATO He pazdepere AanH TOBa JISKAPCTBO He 3acsara BamaTa cnocobHoCT Aa H3BLpIIBaTE
Te3u ASHHOCTH.

Baxxna RHQOPMAREA 33 HAKOH 0T chevasrure Ha JOAPHIA:

Mpepy Ja 3aricuyHeTe Aa Baema're TOBa JICKapCTBO.

Biemane Ha gpyra neraperea ¢ JIMPHKA:




TIpenu jia 3aTI04HeTe Ja B3eMaTe KakBOTO U f1a ¢ Hoso nexaperso ¢ JIMPHKA Tpabsa ma rosopure ¢
Baurast nekap. Mons, wrdopmupaiite Bamms nexap uny apMalieBT, aKO B MOMEHTA B3eMaTe MK
HACKOPO CT€ B3eMalIy KAaKBOTO ¥ Jia € IPYTO JISKapcTBO, Aaxke U 063 JIeKapCKo NpeIucaHye.

JIMPUKA 1 HaKOou JpYTH JIEKapcTBa MOTAT 12 CH BIIHAAT €[HO Ha Apyro (B3auMOAeHCTBHE).
CrernenTa Ha BHeHE Ha CBST, CHHIHBOCT H HaMalleHa KOHUEHTPanusa MOraT 1a HapacHarT, ako
JIAPHKA ce B3ema 33e0HO ¢ JIEKapCTBA, ChABPIKALIHI:

Oxycodone (OKCHKOIOH) ~ H3MOJI3BAH KATO CPeICTRBO NPOTHB GonKu

Lorazepam (JopasenaM) — H3MON3BAH 34 JISUEHHE HA TPEBOIKHOCT

JOAPHKA Moxke 1a OBbJle B3eMAHA C IePOPanHH MPOTHBO3A4ATEYHY CPEeICTBA.

3. KAK TPABBA JA CE B3EMA JIUPHKA

Bunarn 3emaiite JITPHAKA TounO KakTo BamumaT Jexap Biu e KHGT'pyKTHpEUI AKO He cTe CHTYpHH,
TpaOBa Aa monMTaTe Bamms nexap MiH (apMaLesT.

BanmusaT nexap 1ie onpeeH KaKea 1034 ¢ NoaXofima 3a Bac.

Heprdepra HeBponaTHIHA GonKa HiIE enniencus: Biemalite ToNnkoBa KaNncyilH, KOIKOTO By €
Hasgawwi Bamuar nexap. Hosara, nogxoasina 3a Bac u Bamero cheTosHue, 00Myakino me Obe
Mexay 150 mg u 600 mg Beexn fed. Bammar nekap we Bu xake na pzemare JIMPHKA nea msTa win
TPH IETH AHeBHO. TIpu ABykpaTer npuem B3emalite JIMPUKA Bcekd AeH CyTpHH H Be4Yep
npOIM3HTEHO N0 eHHO B ¢BIN0 Bpeme. Ilpu TpukpaTed npuem siemaiite JIMPHKA. peexu ieH
CYTpHH, cleqoben 1 Beuep HpHONM3ATEIHO [0 €HO ¥ CBIUO BpeMe.

Axo uMare yeemaneto, 3¢ edexrsT Ha JIHPHIKA e npexaneHo CHIIeH MK IIpeKaneHo cial, rosopeTe
¢ Barnus nexap win GapMalesT.

Axo cTe nallHeHT B HaupeAHana er3pact (Haf 65 roxunau) Tpabea na B3emate JIMPHKA mo
o6uuainua HAaYMH OCBEH, aK0 HMaTe IipobneMu ¢ Os0penuTe.

Bammar siexap Moke Aa BH Opeanmie pasiiiHa cxeMa Ha JOo3HpaHe B/HIM 038, aKO HMaTe
mpobnemu ¢ GB6penuTe. )

Tlormeinalite KancynaaTa Haina ¢ BOJA.
Hponsmxagaiite ga e3emare JIMPHKA, noxato Bammar nexap ne Bu kaxke fa cripere.

BezomacHocTTa B e(heKTHBHOCTTA IpH Aelia i nogpactamy (1107 18 roaunm) He € yCTaHOBEHA 1,
CHENOBATENHO, pregabalin He TpabBa Aa 6bile M3MON3BAH B Ta3H BE3PACcTOBA IPYIIA.

AK0 B3eMeTe HO-TOJISIMO 0T HeoOX0MHMOTO KolgecTso JIMTPHKA:
Hesa6apHo ce obazieTe Ha Bawums nexap Wi oTHIEeTe A0 Haif-0lIu3KoTo GOMHAYHO CTELUHO
oTaeneHue. Baemere xyruiixara ¢ kancynu JIMPHKA ¢ Bac.

Axo zabpaBpre Na g3emeTe JITPIICA:

Baxno e na BzeMate pammute karcynu JIMPHKA petoBHO 0 eQHO K CHIIO BPEMe BCEKH JIeH. AKO
safpaBuTe Jia B3eMeTC efiHa 1033, B3EMETS i BEJIHArA WIOM CH CTIOMHHTE, OCBEH aKO He € JOUINO BpeMe
sa Bamarta caeasama Fo3a. B To3H ciyvail npocTo HpOOEDKETE ChC CHeABaliaTa ,I[OBB../flIO;‘ggll{ﬂ?ﬂH'ﬁﬂ'\\
HauuH. He B3eMaliTe 2 MO3H MO €/IHO H CBIUQ BpeMe, 3a /1a HaBaKCaTe Jl03aTa, KosTo: CTG 1}ponyc1{a.n &

Edextn TP CHMPAHE HA JCICHHETO JIAPHUKA:

Y ".’w

S "fu;{/z y,\’,ﬂ,\ ot
\\'::E‘.:../



4. BE3IMOXHNA HEXEJAHHW PEAKIIANA
KaxkTo cuurn nexapersa, JIAPHKA moxe a HMa HEKENAHU PeaKLHy.

MEOro 9eCTH HEXeJIRHN JIeKAPCTBEHH pPeakiiy, KOHTO MOTAT /1a 3acersar uosese or 1 na 10
JOBEKA, 4 OCOYeHY BO-H0XY:

+ Buene Ha CBAT, YMOPAEMOCT

YecTH HEKEANH JEKAPCTBENY PeakiiH, KOHTO MOTaT Aa 3acersar mosede oT engH Ha 100
JOBEKa, ca A30poenn Ho-Joay:

¢ IloBumeH aneTuT

o JloBUINEHO HacTpoeHHe, 00BPKAHOCT, IPOMEHH B CeXCYAIIHUA HHTEPEC, pasipasHATEHOCT

o Hapymeuns Ha BHUIMAHAETO, HE[IOXBATHOCT, HAPYIIeHH Ha IaMeTTa, TpelepeHe, 3aTpyY AHEHH
TIPH TOBOPEHE, MpaByuKaHe

SaMEINeHo BEKIAHe, NBOWHO BIKIAHE

CBeTOBBPTEXK

CyxoTa B ycTara, 3alek, oBpbilane, 06pa3ysaHe Ha ra3ose

3aTpyIHeHa epeKrLEs

TlomypaHe Ha KpaliHHIIUTE, OIMAsHEHNe, IATONOIHYHA IIOX0AKa

Harpynigase Ha TelecHO TEMO

HegecTH HeXRENAHE JEKAPCYBEHM PEAKINHE, KOATO MOFaT Aa 3acerHaT moseye oT 1 ma 1000
J0BeKa, ca H30poeHn no-A0xy:

e 3ary0a na areTur

o TIpoMsHA Ha BE3MPHATHETO 3a camus cede cH, 6e3rIoxoicTBO, Nenpecus, BE30yAa, IPOMEHH B
HACTPOEHHETO, BIOIIaBaHe HA CHINeCTBYBAINC Oe3chHYe, 3aTPYAHEHHE IIPY HAMUDPAHETO Ha HYMH,
XAMFOIHHAIEH, TIATOJFOTMYHH CHHHLIA, IIPHCTHITH Ha NIAHMKA, ATaTHIL

* 3aTpyAHEHO MICIIeHe, H3TpPhIIBaHe, HeOOHUaHHO IBIDKEHHE Ha OUMTE, KOHBYJICHEHH ABIDKEHHA,
MOTHCHATH pedIeKCH, NOBHIIeHA aKTHBHOCT, BHEHE Ha CBAT MpH CTaBaHe, NOBULICHA KOXKHA
QYBCTBHTEITHOCT, 3ary0a Ha BKYC, IIapeHs, TpelepeHe OpH ABHKEHHE, IIOTHCHATO Ch3HAHHE,
OPUMATISIBaHE

CyxoTa B OuHTe, IOAYBaHe Ha 09uTe, GOJIKH B OUHTE, cna6oc*r B OYHTE, HACEHI3SBAHE

YckopeHa crpaeyHa 4ecToTa

3auepBsABaHe, TOPEIIH BHIHU

3arpynHeHO TUIaHe, cyXoTa B HOca

IMoxysaHe Ha KOpeMa, IOBHILEHO CAIOHO0OpasyBaHe, NapeHe B ChpAeyuHaTa 0ONACT, H3TPBIIBaHEe
HA YCTHUTE

« HznorsBade, oOpHB

o MycKyIIHH [IOTpelBaHNUs, TIOLyBaHe Ha CTABUTE, MyCKYTHO CXBallaHe, MyCKyIHH OOJIKH, CTaBHK
Gonxw, Gonky B repba, CONKY B KpalHK, MyCKY/IHa CKOBaHOCT

e 3arpynHeHo miM GONe3HeH0 YPUHHpPaHe, He3abPiKaHe Ha yDHHATA, HAMAJIEHO KOMHYECTRO YPHHA
¢ Crnafoct, nagade, jaxga, CTATAHE B TPBAHU KO

Pepxn HexeNany JEKAPCTBEHEA PEAKIHHA, KOHTO MOraT 4a 3aCerHaT No-MajKo OF ”ﬁ 1000 =,
GoBeKa, 2 H30poeHn Mo-E00TY: -

Hyucko XpBBHO Halsirage, cTyAeHM ANaHK K CTHIIANA, BUCOKO KPBHBHO HaJI}iI'aH
Kaminuia, 3ammynipade Ha HOCA .
MyCKYTHO YBpexaaHe RPN L
Bonxs B MIleqHHTe KIE3H, CIIHpaHe Ha MEHCTpyaluATa N \“——-—-”l; ;
Brcoka KpbBHA 3aXap . ‘_ifi_g&‘,‘,‘




Tlopuinena TYBCTBHTCIIHOCT KbM IIYM
bd Hapyme}mﬂ Ha CBPOCYHHA PHTEM

AKO HAKOA OT Te3H HEXElaHH peakliiy ce OKaKe TpaiHa Wiy o0e3NOKOUTeNHA, WK aKo 3adenexure
HekelaHa PeakIlid, KOATO He € clIOMeHaTa B Ta3H JHCTOBKA, MOJIA, MH(opMHpatite Bammia nekap wmu

{hapmanesT.

5. CBXPAHSBAHE HA JOAPHIKA

TTazere JIAPHKA Ha HeAOCTHIIHO 32 Jella MACTO.

CrxpansBaiiTe B OPATHHANHATA OIIAKOBKA.

ToBa nexapcTBO HE H3HUCKBA CIIEIHANIHH YCIIOBKS Ha CHXPaHEeHHE.

He ymotpebspaiiTe crie H3THYaHe Ha CPOKA Ha FOHOCT, 0T6ena3aK BhPXY ONAKOBKATA.

6. JOOBJHHUTEHA HHQOPMAIMA

YndopmMarisTa B TA3H JIMCTOBKA ¢ OTHAcA caMo 3a kancysure JIMPHIKA.

AKO HMaTe JOUBIHATENEH BBIPOCH, MOJL, 00BpHETe ce KhM Ballus ieKap Wi (fapManesT.
Moitst, CBBEpIKETE Ce ¢ JIOKATHUA NPeICTaBUTEN Ha IPUTEKaTell Ha paspelieHHeTo 3a ynorpeba 3a
KaKBaTO H Aa DAN0 ME(pOpMAaIi, Kacaela TO3H JIEKapCTBeH POAYKT.

TIL , TIdatizep HCP Kopnopeiiuer”,
Codua 1784, oym. ,,lapurpagcko moce” 1154,
Tel. +359 2 970 4333

Mama na nocnedna pedaxyus Ha TUCMOBKAMA:
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