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JHCTOBKA 3A HATTAEHTA

Ipenn xa 3auoypeTe Aa B3eMare TOBA JEKAPCTBO NpoYerTeTe BEHMATENHO NAIATA JHCTOBKA.

- Ilasere Ta3u ArcTORA. MOsKe O2 & HAJIOKH A4 A IPOYETeTe OTHOBO.

- Axo uMaTe JOIBIHKTENHH BEIPOCH, Mol nonuTalite Baniis nexap wid Banma dapamanesr.

- Tosa nexapcTBO € MpeAIMCcaHe THYHO Ha Bac 1 He TpabBa fa ro gaBaTe Ha JApYTH Xopa. 10 Moxe
F2 HM HaBpeAH JODHU, KOTATO TEXHUTE OMUIaKBaHHi Ca ChiUTe KaTo Bammure.

B razu nncroeka:

1. Kaxgo mpencrarnsea JIAPHKA 1 3a kakso ce ynorpebasa
2. Tpenu pazanousere Aa B3eMare JIMPHKA

3. Kax Tpsa6sa pa ce Bzema JIHPHKA

4, Bru3MoxEH HesxelTaHH peakiHH

5. Cexpangpane Ha JIMPHKA

6. Homenmutenna HHQOpMAg

LYRICA 75 mg TBBbpAH Kancyjid

JIAPHKA 75 mg TBEPAM KAIICYIiH

pregabalin

JlexapcTreHoTO BEmecTBO € pregabalin (nperabamum). Besxa TBBpAa KalcyIa ChEbpIKa 75
mg pregabalin.

TloMOIIHMTE BEINECTRA Ca: JIaKTO3a MOBOXHPAT, HAPEeBHUYHO HHUIIECTE, TAIK, JKeIaTHH, TUHTAHHESB
neokcrr (E171), gaTpues Jaypuncyadar, e3BofeH CHIHLIEEB JHOKCH, YEPHO MacTHITO {KOETO
CHABDIKA IIEIUIAK, YepeH skeneseH okcHp (E172), npormiien IiMKO, KATHEB XUAPOKCHN), YEPBEH
skenesed oxeun (E172) mBopa.

TlpuTexaren Ha paspelieHueTo 3a ynorpeba:
Pfizer HCP Corporation, 235 East 42m Street, New York, NY 10017 — 5755, USA.

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

1. KAKBO IIPEJCTABJIIBA JHPUKA U 3A KAKBO CE YHOTPEBABA

JBIPHKA ce npennara nox opmaTa Ha TBBPIM XKeHATHHOBM KaliCYAH ¢ OST ¥ OpaHXeB IBAT,
chIOBpKaIny 75 mg, ¢ vagnue “Plizer” pppxy kanadxara 4 “PGN 757 BppXy TAIOTO HA KAIICYRATA,
HAHECEH C YepHO MacTHIIO.

JIAPUIKA ce npejyiara B ONEKOBKH ¢ YeTHPH Pa3IHYHM pasMepa: OTIaKOBKa ¢ 14 xancyiy,
cuaBpKama 1 6IMcTep, ONAKOBKA ¢ 56 xancyinu, chabpxaia 4 6nuctepa, onakoska ¢ 112 (2 x 56)
karicyns 1 100 x 1 xancynu B ONHCTepH ¢ Nepdopaliid 3a BoAKa OTASNHA [I03a. Benuxmrte yeTHpH
BHIA ONIAKOBKH ca Harpasenu ot [IBI] ¢ rpe6 or amyMHHHeBO (OMHO.

Bresmoxmo e Ha nasapa na He ¢ IpeAnarat BCHYKH BHAOBE ONIaKOBKH.

JIMPHKA tpuHaIsiexi KBM Ipyna AeKapeTBa, KOUTO CE H3LION3BAT 3a IeYeHHe Ha eNHACHCUS U
HeBponaTHuna Comxa.

Heprdepua nepponarnana Gonra: JIMPHKA ce u3nonssa 3a neyeHHe Ha NpOLk
NPHYHHEHA OT YBpeXiane Ha HepBHTe. Pasiunu 3a6051BaHys MOTAT A2 NPeAU3BHKA
HeBpomaTHuHa 6oKa KaTo HarmpuMep Aunader WK XepIiec 30cTep. Y cellaniiTa 3a
OBIAT ONKMCAHM KATO TOPELY, Napely, MyICHPAalTH, CTPENKAIH, IpoboiIaLIy, OCTE
cunna SonesHeHOCT, CMBIEHE, YeelilaHe 32 H3TphIBane, Npoboxaane ¢ MTiH. Ilepud
HeBponaTuuHa 60oNKa MOXe fa Obe CBbp3aHa U ¢ IPOMEHH B HACTPOSHHETO, HAPYILCSHE



yMOpa M MOKe JIa C& OTPa3¥ Ha (PH3MYECKOTO H COLHUATHO DYHKIHOHAPAHS H Ha KaYeCTBOTO Ha
JKHMBOTA KATO L[%710.

Be30nacHOCTTa B epeKTHBHOCTTa Ha pregabalin Mpy maleHTH Ha BE3pacT 1oj 18 rogunu ¢
nepH(pepHa BEeBpOIaTHYHA Oollka He € YCTaHOBEHA.

Enanencus: JIIPHKA ce npiiara 3a neyeHue Ha HiIKOH (OpMH Ha enuienIcHs (TIapLpamty
ApHIaIBLM ¢ WK 063 BTOPUYIHA IeHepanu3auys) Hp1 Bb3pacTHH. BamuaT aexap we Bu npenmaiue
JIAPHIKA, 3a fAa Bu noMorHe [1a NexkyBaTte Baluara eNMISCHs, KOraTo IPoBeXAaH0TO NetueH e He
BOIH FO OBNANsABaHe HA CheTOAHKETO Br, Tpadra na zemate JIMPHKA xato AOIBIHEHHE KBM
Bamero mactosmo euense. JIMPYIKA ne e npennasHaueHa 3a caMOCTOATENHA yrioTpeba, a BUHATH
TpsabBa pa GbMle npuiaraHa B KOMOHHALIHA ¢ APYTO AHTHEMHITEITHYHO HeYeHHe.

2. HOPEAU JA SATIOYHETE JA BIEMATE JIAPHKA

He p3emaiite JJAPHKA:
- AKO cTe HOJyYyaBAIH ANEprHYHA Peakuus KsM pregabalin My KbM HAKOE OT TOMOIHHTE

BEINECTBA Ha HpPOAYyKTa.

BrAeTe ¢ NOBHNICHO BHBMAaHHE X0 oTHOmenne Ha JIMPHIKA:

Vootpebara Ha JIIPHKA ce cBpp3Ba ¢ BHeHe Ha CBAT H CBHIHMBOCT, KOHTO MOTaT A2 YBENHYAT
HOABATA Ha cNyyalHO HapaHssaHe (HafaHe) IpH DALWEHTH B HanpelHana Br3pact. ClemoBaTenHo,
TpaOBa Aa 6B/eTe BHUMATESIHH, IOKAaTO CBHKHETE C BCEKU e)eKT Ha JIeKapcTBOTO.

HaxoH manHesTy ¢ AuabeT, KOWTO MOKAYBAT TeAeCHOTO CH Terme IpH ynoTpeda Ha pregabalin, Morat
Ia Ce HY)XXOAAT OT MPOMAHA B TEXHHMTE NHabeTHH JIEKapCTRa.

Opuem va JIAPHKA ¢ Xpana 0 HaNHETKH:
Kancynure JIMPUKA Morat fa 6paatT npremans ¢ Wi 6e3 xpasa.

He ce npenophusa KOHCYMAIHs Ha ajIKoXoM, Aokato psemarte JIHPHKA.

Bpemennocr

JIMPHUKA e Tpabsa aa 6b/e B3eMaHa 10 BpeMe Ha OPeMEHHOCT OCBEH ako Baluuar nexap He Bu €
Kazan Apyro. JKeHn B [eTepofHa BH3pacT € HeoCXOMMMO Ja H3IION3BAT ehHKACHK IPOTHBO3AYATLYHH
cpeactea. CBEpiere ce HezabaBHO ¢ Bamms nexap, ako 3adpeMeHeeTe, CMATATE, Ye CTe 3abpeMeHeNH
WIH IaHHparte 3abpeMerseate, HokaTo Bzemate JIMPHUKA. Creerpaiite ce ¢ Bammsa nexap uian
dapmateBT DPEAU a 3aII0YHETE A B3eMaTe KOSTO H 1A e JieKapeTBo.

Kwpmene

Toxato yriorpebasare JIMPYIKA, He ce npenopbusa fa KbpMute Bamero 6e6e, ThH xato He €

~ msBecTHO Hanu JIMPHIKA ce exckpeTdpa B MakumuroTO MILiko. [TockaerBaiite ce ¢ Bamws fexap Wi
dapmareBT Mpexy Aa 3aTI09HETE A B3eMaTe KAKBOTO M JIa € JIeKapeTBO, IOKaTO KEPMUTE.

IMogupane 1 patora ¢ MAITHEH:
JIMPYIKA Moxe fa MpeAusBLKa BHEHS Ha CBAT, CHHITMBOCT H HaManeHa konnenTpawus. He Tpabra na
modupare, A2 pabOTHTE CBC CIOXKHH MAIHHH WIH 112 e BKAIOYBATE B APYTH MNOTEHIHAIHO PHCKOBH

HeftHOCTH, NOKATO He pas0eperte any TOBa JIEKapcTBO He 3acsara BantaTa cocobHOCT fa M3BEPIIBATE
Te3Mn NeHHOCTH.

Bamua wadopmanus 3a HIKOH 0T cheTapkaTe Ha JJAPHKA:
Axo Baumsar nexap Bu e kazai, 4e HMaTe HEIIOHOCHMOCT KBbM HAKOH 3aXapH, 005pH
npeqH Aa 3allodHeTe A2 B3eMaTe TOBa JeKapeTBo.

Bzemane Ha gpyra Jexapcersa ¢ JOAPHIKA:




Tpenu ja 3anoUmeTe Aa B3eMaTe KAKBOTO M 1a & HOBO jiekapceTBo ¢ JIMPHKA Tpafisa na rosopure ¢
Baums iexap. Moss, nHbopMupaiite Bamig nexap wimu GapManesT, ako B MOMEHTa B3eMaTe Wil
HACKOPO CTE B3EMATH KaKBOTO ¥ A2 € ApYro JEKapCTBO, Aake H 063 JIEKapCKO NpeiucaHHe.

JIIPHKA. ¥ HAKOH ApPYTH AeKapcTBa MOTAT Aa CH BIIMAAT €IHO Ha ApYro (B3auMoeHcTBYE).
CreneHTa Ha BHEHE Ha CBAT, CBHIHBOCT ¥ HaMAalleHa KOHLUIEHTPALMA MOraT na HapacHaT, aKo
JIMPHUKA. ce B3ema 32eJHO ¢ IEKAPCTBA, ChBPIKAITM:

Oxycodone (OXCHKOOH) — M3TI0N3BAH KaTO CPEACTBO IIPOTHB OoIKE

Lorazepam (opazenaM) — H3N0/I3BaH 32 JeYeHUe Ha TPEBOKHOCT

JIMPHAKA. Moxe fa Ob1e B3¢MaHa ¢ IepOpalHH NpOTHBO3aYaThYHH CPeCTBa.

3. KAK TPSBBA JA CE B3EMA JIAPTKA

Bunaru psemaiite JIMPHKA TouHO KakTO BaLIMAT jdeKap Bu e HHCTpYkTHpan. AKO He CT€ CHIYPHH,
TpabBa Aa nonwTate Baniug rexap win dbapMaleBT.

Bammst nekap e onpeaeIy Kakea nosa e MoAXo/sia 3a Bac.

Mepudepua HespogarrgHa Gonka uyn emunencusn: Baemaiite TofkoBa Karicyis, Koykoto By e
pasHawn Bawwst nexap. Josara, oaxoasauia 3a Bac n Bamreto cscTosHue, 06Hualino me 65p4e
mexry 150 mg u 600 mg Beexy gen. Bamusar siexap e Bu kaxe na sizemare JIAPHKA npa sTH itz
TpH I5TH AuesHo. [Ipn nykpareH npuem p3emaiite JIAPHKA Beeks AgH CYTPHH H BeYep
NpHORMZUTENHO 110 eHO ¥ ChINO BpeMe. I1pH TpukpaTen npueM p3eMaiite JIMPHUKA pcexd mex
CyTpHH, cienoben 1 pedep HpUOIH3UTENHO 110 €AHO H CHILO BpeMe.

Axo AMaTe yeeniaHeTo, ye edekTsT Ha JIMPUKA e npexaneHo CHIISH HITH NpeKajleHo ci1ab, rosopere
¢ Bast stexap Wit hapManesT.

AKO cTe NallHeHT B HanpeaHaa B53pacT (Haz 65 roxuHu) Tpadra fa 3emate JIIPHKA mo
oBmaaiioug HaYKHH OCBEH, aK0 ¥Mare npodneMu ¢ 60perMTe.

BanmuaT nexap Moxke fa B npennvie pasnidHa cxeMa Ha JO3HPaHe WM 1034, aKO MMATe
npobnemu ¢ Op0peryTe.

Tlornemaiire Kancynara 1414 ¢ BOZAa.
Tlponemxasaiite na s3emate JIMPYIKA, nokato Bamuar nexap we Bu kaxe na cripere.

BesonacuocTTa 1 eQeKTRBHOCTTA NpH Aena i rnoapacTeamd (rofl 18 roguHmy) He e yCTaHOBeHA H,
ClieoBATENHO, pregabalin He Tps6Ba fa Opae H3MO03BAH B Ta3H BH3PACcTORA IPyNa.

Axo B3emeTe I0-TOAAMO 0T Heo0XorrMoT0 RoGecTro JIMPHAK A
Hezabasro ce obazgere Ha Bamud fekap Wid OTHAETE KO Hali-0IH3K0TO BOIHUYHO CIIEIIHO
orgencHue. Baemere KyThiikata ¢ kancyau JIAPHIKA ¢ Bac.

Axo 3a6pasure xa B3emere JIAPHIA:
Baxno e ma p3emare pamute kancyiu JIAPHKA pemoBHO 1O MHO H CHIIO BpeMe Beekd JHeH. AKO

EdexTa npn caupaHe Ha Nedennero ¢ JJAPHKA:
He crupaiire na pzemare JIMPHKA, ocsen axo Bamumar nekap He Bu e xasan fa narpa
CrupaseTo Ha NeueHHeTo TpAOBA J1a CTaHe HOCTENEHHO B HPOABIDKEHHE Ha MTOHE efHa



4, BL3IMOXKHHA HEXEJAHHU PEAKITAW
Kaxrto BewuxH nekaperea, JIMPIIKA Moke Aa HMa HeKENAaHN PEaKIIHH.

Maoro gecTn HeReIaEH JTeKAPCTBEHH PeakIdy, XOoHY0 MOoraT Ja 3acersar noseye oT 1xall
9J0BEKA, €3 NOCOY¥ERH BO-J0IY:

+ Buene Ha CBAT, YMODACMOCT

YecTH BeXeNaBl JeKAPCTBEHH PeaKIHA, KOHTO MOr'aT A 3aCerHAT noBede oT efuH Ha 100
40BeKa, ¢a A30pOEcHHA NO-J0IIY:

» TloBuiieH aneTyT

¢ JloBuIneHo HacTpOESHHE, OOBPKAHOCT, IIPOMEHH B CEKCYAITHHA HHTEPEC, Pa3ipasHUTENHOCT

» Hapyirenus Ha BHUMAHHETO, HEMOXBATHOCT, HAPYIISHNA Ha [IaMeTTa, TpellepeHe, 3aTPy AHEH A
TIPH TOBOPEHE, MpaBy4KaHe

3aMErIeHO BIDKAAHE, NBOHHO BIDKIaHE

CeeToOBBPTSK

CyxoTa B ycTara, 3aleK, IOBpElane, 00pasyBane Ha ra3ope

3aTpysnueHa epekiMa

Tlomyeane Ha kpaliHHIDITe, OMMIHEHNUE, HATONIOIMYHA TOXOJKa

Hatpynrase Ha TENECHO TEITI0

HegecTn HesKeIaEN JEKAPCTBEHH PEAKAH, KOUTO MOXaT A2 3acerHaT nmosede ot 1 Ha 1000
JOBeKa, €2 u3dpoenn mo-x0ay:

e 3aryba Ha aneTHT

e Tpomsana Ha BE3NPUATHETO 32 camus cebe cH, feanokoiicTBo, Aenpecus, BE30yna, IPOMEHH B
HaCTpOSHHETO, BIIOINABAHE Ha CHLUECCTBYBAINO Ge3ChHHe, 3aTpYAHEHHE NIPH HAMHMPAHETO Ha AYMH,
XAMFONMHANAY, IATONIONHYHY CHHUILA, IIPUCTEIH Ha TaHHKA, allaTHA

¢ 3arpy/nHeHO MHCAEHE, H3TPEIIBaHe, HeoOHIaliHO ABMKEHHE HA OYHTE, KOHBYICHBHH JBIKCHHS,
HOTHCHATH pediIekCcH, TIOBHIIEHA AKTHBHOCT, BHEHE Ha CBAT IIPM CTaBaHe, HOBMINEHA KOKHA
YYBCTBUTEIHOCT, 3aryfa Ha BKYC, IapeHe, TperepeHe IpH ABIDKEHHe, IOTHCHATO Ch3HAHME,
TpUMasIBaHe

Cyxorta B 0uure, TIOAYBaHE Ha O4HTE, OONKH B OUMTE, CHabOCT B O4HTE, HACHII3ABAHE

Ycxopena chpaedHa SecToTa

3aueppsBaHe, FOPEHIH BBIHH

SaTpyaHeHO FUINAHe, CYXO0Ta B HOCA

Toxysare Ha KopeMa, TIOBHIUEHO CIFOHOOOpasyBaHe, IapeHe B ChpieuHara 06nacT, H3TPBIBaHe
HA YCTHHUTE

¢ Iizmorapaume, oOpuB

» MyCKyJHH NOTpeNBaHus, IOAYBaHe HA CTABHTE, MyCKYJIHO CXBalllaHe, MyCKyIHH OONKH, CTaBHH
Gonku, GONKH B I'bpda, DOMKY B KpalHUK, MyCKy/THA CKOBAHOCT

e 3atpymueno wix GONE3HEHO YPHHHpaHe, HezabkaHe Ha YPHHATA, HAMANEHO KOJHIECTRO YpUHa
* CnabocT, nafase, XaKAa, CTAraHe B IPhIHEA KO

Penxn HesxeaHH JEeKAPCTBEHN Ppeakii, KOATO MOYaT Ja 3acerHaT no-manaxo or 1 na 10060
YOBEKA, €A H30pOeHH HO-J0J1Y:

Hucko KpBBHO HaIraHe, CryJleHn IJIaHU H CTBIIANa, BUCOKO KPEBHO HAIAraHe
Kamnmua, zaylnsase Ha Hoca

MyckyaHo yBpexnaHe

BOIKH B MIISUHUTE 3Ie3H, CIIEPAHE HA MEHCTpYalyara

Bucoka KphBHA 3a%ap




o [JormineHa YyYBCTBHTENHOCT KBM HIyM
o HapyiuieHus Ha CEPASYHUS PUTHM

AX0 HAKOA OT TE€3H HEKEJIAHH PeaKIHK ce OKake TpaifHa HilH 00e3oKOUTeNHa, HIH aKo 3abenexute
HEXeNaHa peakiHa, KOATO He e CIIOMEHATa B Ta3H JIUCTOBKa, MO, HHdopMupatite Bammns exap Hid
(apmatiesT.

5. CBhXPAHABAHE HA JIMPHKA

[Tazete JIAPHKA Ha HEIOCTHIIHO 3a AELIA MACTO.

Crxpatitpaiite B OpHIHHAIHATA ONAKOBKa.

Tosa JIEKApCTBC HE H3HCKBa CHSLHATHH YCIIOBHI HA CEXPAHEHHL.,

He ynotpe6sapaiite el U3THYAHE HA CPOKA HA FOHOCT, OTOENA3aH BPEPXY ONAKOBKATA.

6. JONLJIOMTENHA NTHOOPMAIMA

Vindopmariara B Ta3H JIHCTOBKA ¢e OTHACA ¢aMo 3a karicynure JIMPHKA.

AXO UMaTe HOITBITHHTENHH BBIIPOCH, MOIIS, OObpHeTe ce kKbM Bamnus nexap i (apManesT.
Mors, cBBpKETE Ce C JIOKaNHHA TIPeIcTaBATeN Ha IIPATEXATeIs Ha paspelleHHeTo 3a yrmoTpeba 3a
KaKBaTo ¥ Aa Omio HHGOPMALMS, Kacasllla TO3H JeKapCTBeH HPORYKT.

TI1 , Tipatizep HCP KopnopeHmes”,
Codus 1784, 6yi. ,,apurpancko mwoce” 1154,
Ten. +359 2 970 4333

Hama ua nocneduna pedaxyus Ha Acmosrama:



