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JHCTOBKA 3A ITATIHEHTA

Tpenn A2 3a00YHeTe Ja B3€MATe TOBA JEKAPCFB0 NMPOUeTeTe BHAMATEIHO HAIATA IACTORKA.

- Ilaszere Tasu nucToBa. Moske [la ce HAIOKYM Na 51 IPOYETETE OTHOBO.

- Axo MMaTe HOUBIHHTENIHH BBIIPOCH, MONA IonuTaiTe Bamus nexap win Baus dapmariesT.

- Topa nexkapcTro € mpesHycaHO IHYHO Ha Bac 1 He Tpa0ba Aa ro fasare Ha APYTH Xopa. To MoXke
Zla 1M HaBPENH AOPH, KOTaTo TEXHHTE OMNAKBAHHKS ca ChIIUTE KaTo Baimwre.

B 7a30 1HCTOBKA:

Kaxpo npencrasnasa JJHPHKA ¥ 3a kakBo ce YHOTpeOsra
TIpenu ma 3amouHeTe Aa B3emate JIMPHKA

Kax Tps6Ba ga ce 3ema JIMPIKA

BB3MOKHN HeXxenaH peakiHiH

Cexpanspane ga JIMTPHUKA

JonsmHuTenda yadopMaIms

A R

LYRICA 25 mg Tespau Kancynu
JUAPHKA 25 mg TRBpIH Kamncyiu
LYRICA. 50 mg TebpiK Kaucyiny
JIAPHIKA 50 mg TBBpAN Kalcyau
LYRICA 75 mg TBBpAK KallCynH
JIAPHUKA 75 mg TBEPAK Kancynu
LYRICA 100 mg TBEpAH Kancysiu
JIHPUKA 100 mg TBEpAK KaCyId
LYRICA 150 mg TeBpau Kaucynu
JIMPHKA. 150 mg TBBpOY KancymH
LYRICA 200 mg TBEpau Kancynu
JIFPHKA 200 mg TBBpAH KanCyH
LYRICA 300 mg TeepaH Kancyml
JOAPHKA 300 mg TREpOM Kancynn
pregabalin

JlexapCTBEHOTO BelecTBo € pregabalin (niperabam:n). Besxa TBbpra karcyna cpabpska 25 mg, 50 mg,
75 mg, 100 mg, 150 mg, 200 mg mnu 300 mg pregabalin.

TlomonIHHTe BELIECTBA Ca: JaKT03a MOHOXHUAPAT, HAPCBHYHO HEIIECTE, TAMlK, JKENATHi, THTaHHER
nuokenx (E171), Hatpuer naypuncyndar, 6e3B0ASH CIWIHIHER JAHOKCHE, YSPHO MaCTHIIO (KOETO
CHABPIKA MISUIAK, UepeH skeneseH okeHA (E172), nponuneH IMHKoN, KaTHeR XUAPOKCHH) K BOAA.
Kancymure ot 75 mg, 100 mg, 200 mg ¥ 300 mg cbABpIKAT CHINO M YepBeH seneseH okeun (E172).

TIpuTexaTen Ha paspelUeHHETO 32 YIOoTpeda:
Pfizer HCP Corporation, 235 East 42™ Street, New York, NY 10017 — 5755, USA.

TIpouzBonuren:
Pfizer GmbH Arzneimittelwerk, Gddecke, Mooswaldallee 1, D-79090 Freiburg, Germany.

1. KAKBO IIPEJCTABJIABA JIHPHUKA 1 3A KAKBO CE YIHOTPEBSABA

- JIAPUKA 25 mg xancyiu ca TBEPAU GeliH KeIaTHHORY Kancyny ¢ Haguue “Pfizer” Bepxy
kanagkara ¥ “PGIN 25” pppxy TAIOTO Ha KancyJiaTa.

- JIMPHKA 50 mg kancyiu ca TREpAK OellH 3KeNaTHHOBH KallCyJit ¢ HaIue
kapagxaTa 4 “PGN 5307 BEpxy TAIOTQ Ha KamnicynaTta. TAROTO Ha KalCYNAaTa §
HBHIIA.

- JHAPHKA 75 mg xancyny ca TBEPAY JeIaTHHOBH Kallcynu ¢ 65 1 opa
“Pfizer” sopxy kanauxara ¥ “PGN 757 BEpXy TANOTO Ha KacynaTa.




- JIMPHAKA 100 mg kancyis ca TELpAU OpAKeBH KeIaTHHOBH Karcyi ¢ Hajumc “Pfizer” sppxy
Kamagrara ¥ “PGN 100” pepxy TANOTO Ha KaNCyNaTa.

- JIMPUKA 150 mg xarcyny ca Ha TRbpIM OellH XKenaTHHOBK Kancyny ¢ Hammac “Pfizer” Bepxy
xarnaykata 1 “PGN 1507 BEpXY TANOTO Ha KANcynaTa.

- JIMPHKA 200 mg KancyH ca TBEPIH CBENO OpaKeBH XKENATHHOBH KalcyniH ¢ Hagmc “Pfizer”
BBEpXY Kanaukara u “PGN 200" pppxy TANOTO Ha KanCyIaTa.

- JIAPUKA 300 mg xaucyni ca TRBpPIOY KENaTHHOBH KancyH ¢ O 1 oparmbkeB UBAT ¢ HaJIHC
“Pfizer” BbpXy xanauxara 4 “PGN 300" sspxXy TANROTO Ha KancyiaTa.

JIMPHKA ce npegnara B OIIaKOBKH ¢ WIECT pa3NidHy pasMepa, HanpasesH ot [IBI] ¢ rps6 oT
amymMHHEeBa (onHo: onakoBKa ¢ 14 karcyny, cexbpkama 1 6imxcTep, onakoska ¢ 21 kancyny,
cpappxaina 1 GancTep, OAKORKA ¢ 56 Kancymmy, ChAbpKaina 4 Snucrepa, onakoBka ¢ 84 xancynd,
cpbpikaima 4 GaucTepa, onakosxa ¢ 112 (2 x 56) kancyna u 100 x 1 kancyny B OnucTeps ¢
nepdopalnig 3a BeAka OTAENHA 1033,

Honsautenno, JIMPUKA e Bamuana u 8 Sytankd ot HDPE, ceaspaary 200 ancyms.

Br3sMmoxHo € Ha Iazapa fa He ¢e [IpennaraT BCHIKH BHOOBC OIIaKOBKH.

JIMPHKA nmpuHauIeKH KbM IPylia JIeKapcTBa, KOKMTO Ce U3MOA3BAT 34 JISUSHHE Ha SIWISNICHT Y
HeBponaTH4YHa OomKa.

Meprdepna nesponaraana Gonra: JIAPYKA ce n3non3sa 3a neveHKe Ba NPOAB/KUTENHa 6omKa,
TIpHYHHEHa OT YBpekAaHe Ha HepBuTe, PaznmyHy 3a00/ABaHKA MOTaT Ja peausBUKaT NeprdepHa
HeppomnaTi4Ha Goska KaTo HanpuMep uabeT HITH Xepriec 30C¢Tep. Y cemanmnaTa 3a D0nKa Morar 1a
OBAAT OTIHCAHH KATO TOPEIIH, apeutH, IyICHPally, CTPEIKalH, TpoGosKHaliy, OCTPH, CKOBABAIIH,
cunHa GONE3HEHOCT, CMBISHE, YCelllaHe 3a H3TphIIBake, npoboxkane ¢ uriu. [lepadeprara
HeBponaTHyHa bonxa Moxe Ja OBJie CBBp3aHa U ¢ IPOMEHH B HACTPOEHHETO, HAPYLIIeHHT Ha ChHY,
yMOpa ¥ MOKe Ja c& OTpasH Ha (QH3HYECKOTO H COLHAIHO cpyﬂmnonapaﬂe M Ha Ka4ecTBOTO Ha
JKHBOTa KaTO 110,

BezomacuocTTa 1 edeKTHBHOCTTA Ha pregabalin npy nmanuenTH Ha Bb3pacT 0o 18 roguHH ¢
TlepH(epHa HeBponaTiyHa 60K He € yCTaHOBEHa.

Enanencus: JIAPHKA ce mprnara 3a fiedeHue Ha HAkoH GOpMH Ha erminencus (NapliHaIHg
TIPUIANBIH ¢ KK 63 BTOpHYHA reHepatizailig) Ipy BE3PAcTHH. Bauniar sexap we Bu npepnue
JIMPHKA, 3a ia Bu moMorHe fa nekyeare Bamara eminenchs, KOTaTo IpOoBEKIAHOTO JeUeHHe He
BOJM A0 ORNANABAHE Ha CheTosnMero Bu. Tpabea na r3emare JIMPHUKA kato fOIBIHEHHE KBM
Bameto macrosmo nederue. JIUPHKA se e npennasnadeHa 32 CAaMOCTOsTENHA YHOTpeDa, a BHHATH
Tpsabea fa 6pe npusaraHa B KOMOMHALHS ¢ IPYTO AHTHEMIEATHYHO TeUeHHE.

2. IPEJA A SATIOYHETE A B3EMATE JTHPHKA
He zemaiire JTHPIAKA:
- AKO cTe IOSy4aBaay anepridHa peakumsa KBM pregabalin Wi KbM HAKOE OT IIOMOIIHHTE

BemecTEa Ha NpOAyKTa.

Braere c HoBHmENO BHEMAaHHE N0 orHommenne na JJAPHKA:
Ynotpebara Ha J]I/IPI/IKA C€ CBBP3BA C BHEHE Ha CBAT M CHHIIHBOCT, KOKTO MOFaT Ja yBequaT

Iia ce HY/KAAAT OT IPOMsAHa B TEXHHTe AHabeTHH JIeKapCTRa.

Tipuem ga JAPHKA ¢ xpana A HaOuTKH:




Kancymure JIMPUKA morat na 60aT npueMany ¢ Wiy 0es XpaHa.
He ce npemopruBa KOHCYMAaUMA Ha ankoxod, AokaTo e3emate JIPIMKA.

Bpemensoct

JIIPHIKA me Tpabea na 6vHe B3eMana 10 BpeMe Ha OpeMEHHOCT ocBeH axo Baumar nekap ve Bu e
Kkazan Apyro. JKeHd B AeTepOAHA BE3pacT € HeoOXOMMMO J1a H3MON3BAT €PHKACHH HPOTHBO3AYATEYHY
cpefcTBa. CEBpaeTe ce HezabaBHO ¢ Bamms exap, ako 3afpeMeHeeTe, cMaTaTe, 9e cTe 3abpemereny
MRH TUIaHuparte 3a0pemeHaBare, fokato Biemare JIMPHIKA. Creetpaiite ce ¢ Bamus jexap wiK
¢hapMaleBT NpeH a 3aNovHeTe Ja B36MaTe KOeTo M Jia € IeKapcTBo.

Knpmene

JHoxato ynotpe6asare JIMPUKA, He ce nipenopsusa Aa kKepmute Bamero 6ebe, Thit kaTo He e
u3BecTHO nasid JITPTIKA ce exckperypa B MaifauuoTo Mizgko. IlocsBerBaliTe ce ¢ Baiimd fexap Hitd
trapMalesT Ipeny Aa 3afodHeTe Ja B3eMaTe KaKsoTO H A € JIEKapeTBO, JOKATO KEPMHTE.

Wodmpane 1 padoTa ¢ MAMIHHE:

JIMPYIKA moxxe fa DpeAU3BHKa BHEHE Ha CBAT, CHHIMBOCT M HamaneHa koHUenTpaius. He Tpabea na
modupare, ga paboTHTE ChC CIIOKHM MAIUMHK HITE Aa C€ BIUIFOYBATE B APYTH NOTEHLHMAIHO PHCKOBH
nelHoCTH, oKaTo He pasbepere [ TOBA EKAPCTBO HE 3acsra BamaTa crocoGHOCT Ja M3BLpLIBATE
T34 ASHHOCTH.

Baxna audopmansd 3a BAKOM OT cheTapknTe Ha JIAPHKA:
Axo Bammuar nexap Bu e kazai, 4ye HMaTe HeIIOHOCHMOCT KBbM HAKOH 3aXapH, 00bpHETe ce KBM HEro
TIPeTH Aa 3alovHeTe Ja B3eMaTe TOBa JIEKapCTBO.

Bzemane na apyrn Jexkapersa ¢ JAPHAKA:

Ipenu Ra 3alloYHETE Ha B3eMaTe KAKBOTO M Ja € Hoso Jekxapcereo ¢ JIAPHKA Tpabea ia rosopure ¢
Bamws nexap. Mo, uiGopmupaiite Bamy nekap wiH dapMaleRT, ako B MOMEHTa B3eMaTte HilH
HACKOPO CTE B3€MalH KAKBOTO U Jd & JpPYTO IeKapeTBO, Naxe 1 6e3 AeKapcKko NpellHcaHue,

JIPHKA 1 HAKOM JpYTH IeKapCTBa MOTAT Aa CH BIHSAT €NHO Ha ApyTo (B3auMopeicTBEHE).
CreneHTa Ha BEESHE Ha CBAT, CHHJIMBOCT H HaMalleHa KOHIEHTPAlHA MOTAT Ja HapacHaT, aKo
JIMPUKA ce B3ema 3ae]IHO © JISKAPCTBA, ChIBpIKALIH:

Oxycodone (OKCHKOAOH) — H3TION3BAH KATO CPeACTRO NIPOTHB OONKH

Lorazepam (mopazernam) — H3TONRBAH 34 JISUSHHE Ha TPEBOXKHOCT

JIMPHKA moxe Ia Obae B3eMaHa C IEPOPAIHK IPOTHREO3a4aThYHH CpelCcTBa.

3. KAK TPABBA A CE B3EMA JIMPHKA

Bunary szematite JITPHKA TOUHO KaKTO BAITHAT Aekap BH ¢ HHCTPYKTHPAL. AKO HE CTE CHIYDHH,
Tpabea fa nomurare Bamus mexap wi dapmMaiesr.

Bapusr sexap e onpe/ieH Kakpa Ji03a € oAxoAIa 32 Bac.

Hepudepna neBponaTHuna 60aKa HXM enpxencusn: Biemalite TONKOBA KalCyiH, KONKOTO B e
Ha3HagHun Bammar nexap. Jioszara, nomxonsama 3a Bac i1 Bamero cpetostHie, o0udaiino e &pe
mexay 150 mg 1 600 mg Beexnr BeH. Bammst nexap ure Bu xaxe na zemate JIMPHIKA ABa neTH Ml
Tpu OHTH AHerHO. [lpu AByKpaTeH npueM B3eMalite JIMPHKA sceku AeH CYTpHH M BEUep
OpHORM3ATENTHO 10 eAHO M ¢hINo Bpeme. IIpu TpukpareH rpuem piemalite JIMPHKA peexH seH
cyTpuH, cnenofen ¥ Bedep HpHUOIM3HTEIHO 10 eJHO H CBIIO BpeMe.

Axo uMarte yceiaHero, 3¢ edexTsT Ha JIRPUKA e npekaneso CHICH HITM Ipe
¢ Barmia rexap WiH QapMateBT.



AXO cTe maLyeHT B HalpeQHala Bp3pacT (Rayx 65 romy) Tpsadea xa s3emate JIMPHUKA o
o6HualiHy HAYHH OCBEH, aKo iMare npobremu ¢ GpOpeUHTe.

Bamuist nexap moxxe na Bu npepmnite pasmiuka cXxeMa Ha Ao3upase W/HIK 1032, aKO HMaTe
nipotiieMu ¢ HrOpenwTe.

Tlornemalite KaucynaTa LAla ¢ BOJa.
IIponwxapatite na szemarte JIMPHKA, nokato BammaT nekap He By kake Aa cripeTe.

BezonachocTTa ¥ eeKTHBHOCTTA TIPH AELIA W ToApacTBamy (mox 18 rofHHKE) He © YCTAHOBEHA H,
crnefoBareno, pregabalin He TpabBa fa 6b/Ie HAON3BAH B TA3H BE3PACTORA IpyIIa.

Axo B3emere HO-TONIAMO 0T HeoOXoaEMOoTO KoJmaecrso JIAPIARA
Hezabasno ce obanere Ha Bamus iexap ¥y OTHIeTe A0 Hal-Gmu3koTo GONMHHYHO CIIEITHO
oThenenue. BaeMere Kythiikara ¢ kancynn JIMPHKA ¢ Bac.

Axo 320pasnTe fa B3emere JJAPHKA:

BaxHo e na p3emare pamnTe kancymu JIMPHKA. pesoBHO 1o eXHO H CBLIO BpeMe BCEKH NeH. AKO
3a6paBnTe Ma B3eMeTe €/IHA 1033, B3SMETE 1 BefHara HoM CH CIIOMHHTE, OCBEH aKO He € JOIINO0 BpeMe
3a Bamara cneppamia ro3a. B 1o3u cimydaii mpocTo HponbinkeTe CBC clieABamiaTa 103a 1o o0ugaldiHHsL
wauuH. He pzemaiire 2 MO3H o efHO M CHIO BpeMe, 33 J2 HABAKCATE [03aTa, KOSTO CTe IIPOIYCHAIH.

EdexTH npn cngpane Ha Jregennero ¢ JIHPHKA:

He cnupaiite ga p3emare JIMPWUKA, ocsed axo Bammar nexap He Bi e ka3ai ga HApasUTe TOBA.
CriEpaHeTo Ha eyeHHeTo TpsOBa J1a CTaHe IIOCTENSHHO B IIpOB/DKEHHE Ha TIOHE effHa CEIMHLA.
4. BB3MOXHHA HEXKEJIAHA PEAKTIANA

Kaxro Bowuxn nekapetra, JIHPHKA moxe 12 mMa HOKENaHT peaKiive.

MEOro yecTH HeXReNAHH JIEKAPCTBEHH PeaKnnKg, KOHTO MOraY Ja 3aceruar xoseue oT 1nalQ
H0BEKA, ¢ IGCOYICHHA NO-H0JTY:

» BueHe Ha CBAT, YMOPAEMOCT

HecTr HexeIaNMN AEKAPCTBEHE PEAKINHE, KOETO MOTAT Ja 32CerHAT HoBeYe OT enyd Ha 100
90BeK2, ¢a U3OPoEeHH NO-J0Ny:

e TloBuuien areTHT

e TloBHIeHO HACTpOSHMHE, O0BPKAHOCT, IPOMEHHE B CEKCYANHHS HHTEPEC, PasApasHHTEIHOCT

¢ Hapyimenys na BHAMaHHETO, HEIOXBATHOCT, HApYLIEHUs Ha [1aMeTTa, TPEnepeHe, 3aTpyIHeH I
TIpY TOBOpEHE, MPaBYUKaHE

Tlonypade Ha xpalHKIUTE, ONHAHEHNE, HATOMOTHYHA HOXONKA
Harpymniane Ha TeIeCHO TerHo

¢ 3aMEIIIeHO BWEIAHE, IBOHHO BIDKIAHE

e (CBeToRBpPTEK

e CyxoTa B yCTaTa, 3aneK, oBphIIaHe, oOpasyBane Ha [a30Be
* 3aTpy[HeHa epeKIa

*
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HevyecTn nexenans JMEKAPCTBERH Peakiind, KOHTe MOraT A2 3acCeryaTt nosede
TOBEKA, Ca H36POCHH oo-~moJEy:

e 3aryDa Ha aneTuT



e IIpomgHa Ha BB3IPHATHETO 32 caMus cebe cH, Oe3noKkoiicTBo, Aenpecus, Be30yaa, TPOMEHH B
HACTPOEHWETO, BIIOLIABAHEe Ha CHINECTRYBAIO Oe3chHHe, 3aTpyAHSHMS IPH HaMUpPaHeTo Ha yMH,
XaMIOIMHALAH, NATONOTHYHY CHHHEINA, IPHCTEIH Ha [IAHKHKA, alaTHd

¢  3aTpynHEeHO MHUCICHE, H3TPBIBAHE, HeOOHYaHHO JBIKEHHE Ha OUATE, KOHBYIICHBHHA NBEDKSHHA,
[IOTHCHATH pe(iiekcH, TIOBHIITeHA AKTABHOCT, BHEHE Ha CBAT IIPH CTaBaHe, IIOBHIIEHa KOXKHA
YyBCTBHTEIHOCT, 3ary0a Ha BKYC, [IapeHe, TperepeHe Npu ABKEeHWe, ITIOTHCHATO Ch3HAHME,
[pHMaIBaHe

e CyxoTa B O4uTe, IOIYBaHE HA OYMTE, OONKHU B OUUTE, claboCT B OUHTE, HACKI3ABaHS

e Vckopera CbpHAeYHA YECTOTa

* 3avepnsBaHe, TOPEIIH BBIHK

e 3arpyqHeHO JHIIaHe, CYXOTa B HOC2

« Tlomysaxe Ha KOpeMa, IIOBHINEHO CIFOHOOOpasyBaHe, apeHe B ChpAeYHAaTa 001acT, H3TPHIBaHe
HA YCTHHTE

e Haznorssane, oGpus

e MycCKy/nHH NOTPENBaHid, IONYBaHe Ha CTaBUTe, MYCKYJIHO CXBalllaHe, MyCKYJIHH OOMKH, CTABHH
Gonku, Gonky B repba, HONKE B KpaHHKK, MYCKYHHA CKOBAHOCT

* 3arpyzHeHo win 60J€3HEHO YpHBMpaHe, He3agbprkaHe Ha ypHHATa, HaMalleHO KOIHIEeCTRO YpHHA
e (Cnabocr, afaHe, »aK0a, CTATAHE B TPBAHKS KO

Penxu HexedaEd JeKAaPCTBeHA DKM, KOATO MOXaT Aa 3acersar no-manko ot 1 ma 1000
q0BeKa, ¢ B3GPOeHH N0-A0Y:

Hucko KppBHO HAIAraHe, CTYASHH [UTAHA 1 CTHIIANA, BHCOKO KPBEHO HalAraHe
Kaimniia, 3amyImsaHe Ha Hoca

Myckynuo yepexaase

BOoIKH B MISUHHTE 3JI€3H, CIIHpaHe Ha MEHCTPYALHATa

Bricoka KpeBHa 3axap

TloBHnIeHa YyBRCTRBUTSIIHOCT KBM LIYM

Hapymenus Ba chpaedHds PHTHM

OTOK Ha JIHLIETO

TIONYBaHe Ha e3WKa

Axo MMaTe 0TOK Ha JIALIETO WK e3HKa TpsaOBa He3abapHo fia NOTBPCHTE KOHCYNTAIMA C IeKap.

AKO HAKOS HEYKeNAHa peakilid ce OKaxe TpaliHa Wiy 00esIIOKOHTEIHA, HITH aKo 3a0eneKuTe
He)KeaHa peakilis, KOSTO He & CioMeHaTa B Ta3H JTHCTOBKA, MONA, ME(QopMupakiTte Barmis mexap wim
thapmanesT.

5. CBXPAHABAHE HA JIUPHKA

Tazete JIMPHKA Ha HEAOCTHIIHO 33 AeLd MACTO.

CrxpansapsaiiTe B OpUI'HHAIHATA OTIAKOBKA.

Topa JIEKapCTBO HE H3HCKRA CIICHYAITHY YCIOBHA Ha CBEXPaHCHHES.

He ynorpefsBaiiTe el H3THUaHe Ha CPOKa HAa FOJAHOCT, OTOeNA3aH BEPXY OIakoBKaTa.

6. JOHOBLIHHUTEIHA HHPOPMAITHSL

Hudopmarnuara B Ta3H JUCTOBKA ce OTHAcH camo 3a kancyaute JIAPYKA.
Axo pMate FOIIERHITENHH BBIPOCH, MO, o6bpHeTe ce KbM Bamus nexap Hii @apmaue 3
Mo, CBBpIKETE Ce C JIOKATHUS NIPeICTABHTES Ha IPHTEKATEI Ha PaspellieHHeTo 3a yIof)

KakBaTo u aa Guno HHGOpMalys, KacaeHla TO3H JEKapCTBEH IPOAYKT.
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