KPATKA XAPAKTEPYCTYKA HA TIPONYKTA
LYRICA 150 mg hard capsules

1. TBPIOBCKO HAUMMEHOBAHHE HA JEKAPCTBEHHA TIPOAYKT
WiHUCTEPCTBO HA 3GPABEQNAZRARETD
LYRICA 150 mg TespAH Kaucynu

JHPUKA 150 mg TREPAY Karncyid MpiaoiaRe koM
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2. KAYECTBEH ¥ KOJAYECTBEH CHCTAB bFF/A8.06. 0

T

Beska TRBpHAa Kancyna ceaspika 150 mg pregabalin. 3a noMoInHuTe BELIECTBA, BEKTE pasaen 6.1.

3. JEKAPCTBEHA ®OPMA
TrBpaa Kancylna

Kancyna ot 150 mg: Gana TebpAa XKeRaTHHOBA KanCyna, Mapkupana ¢ “Pfizer” BppXy kanadkara H
“PGN 1507 pepxy TAMOTO HA KancylaTa ¢ YepHO MacTHIIO.

4. KIHAHAYMHHA JAHHHA

4.1. TepageBTHYHH HOKAZAHASA

Hesporarsdaa 6onka

Lyrica e rioxka3aya 3a jieueHHe Ha neprdepHa BepponaTHIHA GONKa [TPH BB3PACTHH.
Emmnencus

Lyrica e nmokazana Kato AOIBIHETETHO IeYeH e TP BE3PaCcTHY ¢ apIUanHy IPHITaNsIH ¢ MM Oe3
BTOPHYHA [eHePAITH3aALIIHs.

42, Jo3upoBKa E Ha9YdH HA HPHIOKEeHES

Joszopust unTepBan e oT 150 no 600 mg Ha neH pasnpeneneny B ABa MM TPH IIpHEMa.
Lyrica moxxe na 6sae npueMana ¢ wid 6e3 xpaHa.

Herponatuyna Gonka

Jleuenmero ¢ pregabalin Moxe pa 3amouHe ¢ fo3a oT 150 mg Ha AeH. B 3aBHCHMOCT OT
HEAHBUNYATHHS TepalieBTHYSH OTTOBOP HA MAHEHTA M OHOCUMOCTTA, IO3HPOBKATA MOXKeE fa 6518
yeenuuena 10 300 mg Ha neH ciiefl MHTepBai oT 3 Ko 7 AHH, a NIPH HeoBX0aAuMOCT A0 MaKCHMAlHa
goza oT 600 mg MuEeBHO clien FOIBIHUTENESH 7-NHEBeH HHTEPBAIL.

Enmnerncug
Jieuenuero ¢ pregabalin Moxe fa 3anouse ¢ goza ot 150 mg Ha gen. B 3aBHCHMOCT OT
HENMBYMAYATHUA TepaneBTHYeH OTFOBOP HA MAIMEHTa i IIOHOCHMOCTTA, JO3HPOBKATa MOXKe Ja Opje

yeemmyena 10 300 mg Ha jeH cneq 1 cemmuia. Makcumansara osa ot 600 mg Ha Aed moxe Ba 651
FAOCTHrHATA CNIEJ] Ol SaHa JOMBITHHTEMHA CeIMHLIA.

TpexpaTgeane Ha neYeHHETo ¢ pregabalin

~‘:4‘
B ¢roTBETCTBHE ¢ HACTOALIATA KAHHHYHA PaKTHKa, aKo JCUSHHETO ¢ pregaba.lmi "1])51
HpeKpaTeHo KaKTo Hpy HeBponaTHysa DofKa Taka H IPH EMNHIeNCHS, Ce npenop's
[IOCTENEHHO B PaMKKTe MUHHMYM Ha 1 ceMuna.




KPATKA XAPAKTEPUCTHKA HA ITPOYKTA
LYRICA 150 mg hard capsules

Hayuenmu c napyuena 6vbpeuna Qynryus

Pregabalin ce enmMuEMpa OT CHCTEMHATA IUPKYNALM IIABHO Ype3 Ob0peyHa ekcKpeu s B
HerpomeHeH Buf. T KaTo KIMPBHCHT Ha pregabalin e npaBo NPONOPIMOHATIEH HA KPEaTHHHHOBUA
KnHpBHE (BK. pasngen 5.2), HaMalsBaHeTo Ha JO3aTa YIpH NalkMeHTH ¢ HapylleHa 6b0peana QyHKIM
Tp#OBa fa 6blle HHAHBHAYANH3HPAHO B CHOTRETCTBHE C KpeaTHHUHOBIA kmuprHE (CLer), KakTo e
nocoueHo B Tabnuna 1, kaTo ce npunara ciieHaTa GopMyna:

[140 - pp3pactra (romumm)] x Ternoro (kg)
CLer(ml/min) = ( x 0.85 3a xenn)
72 x cepymHuA KpeaThHuH (mg/dl)

Pregabalin ce orcTpanssa eheKTHBHO OT Ia3Mara dpes XeMoauanusa (50% ot sexapcTsoro 3a 4
yaca). [Ipe MAOMEHTH Ha XeMOJAHalK3a NHeBHaTa fAo3a pregabalin Tpabea na Opje aganTHpaua B
3aBHCHMOCT OT On0peyHaTa QyHKIMA. B NONBIEEHHS KBM JHEBHATA /1032 HEINOCPEACTBEHO Clel
BesKa 4-dacoBa XeMonManu3a TpabBa fna 6pe Jafena NOUbIHETeNHA fo3a (K. Tabnuna 1).

Tabnuna 1. AganTHpase Ha JO3HMPOBKaTa Ha pregabalin 8 3aBHCHMOCT oT 6B0peunara (byHKIEL

Kpearumeos O6wa nueBHa fjo3a Ha pregabalin * PesxnM Ha fo3ppane
wrHpBHC (CLg)
{(ml/min)
Hayanna goza MaxcHManna aoza
(mg/nen) (mg/nen)
> 60 150 600 JII s TTIHT
>30 - <60 75 300 JTLT sw TTIFT
>15-<30 = 25 ~50 150 EILE wm JTII
<15 25 75 EITJ
JonniHrTeNHA 033 HeIQCpeCTREHO chell XeMoAuanu3a (mg)
| 25 | 100 |  Enmoxparsa mosa

TIIA = Paznenens B TPH npHEMa

AT1J] = PasneneH: B ABa HpHeMa

EI1/i = EguokparHa THEBHa H03a

* Ob1mara AueBHA Ao3a (mg/nen) Tpatea na 6ble pa3feneHa, KAKTO € YKa3aHO B PEXHMA HA JIO3HpaKe,
3a Aa ce TONyYaT mg/nosa

* IOmBIHHTENHAT2 034 € eIHOKpaTHA

Hpunoxcenue npu nayuenmu ¢ Hapywena YeprHoopodra Qynxyus

TTpH MaIHeHTH ¢ HAPYIIeHa YepHOApoGHa QyHKIHA He ¢ HeoOX0MMa POMIHA Ha IO3BPOEKATa (BXK.
paspen 5.2).

Ipunoocenue 8 demexa u lonoutecka ev3pacm (om 12 do 17 zo0unu)

BesonacHocTTa M eeKTHBHOCTTA Ha pregabalin npu neguaTpHuEH NANUEHTH Ha BB3pacT oA 12
TOAMHY H IPH OHOIIH HE € yCTAHOBEHA.

He ce npenopbusa NpHIOKEHHE B ASTCKA BB3pacT (BK. pasgen 5.3).

IIpynoowcenue npu nayuenmu é Hanpednana ev3pacm (Had 63 200unu)

Ipy nalpeHTH B HaTlpegHaTa BH3PACT MOJKE Ja C& HANIOMKH HaMasiBaHe Ha [f03aTa Ha pregaba i

niopaay HamaneHa Os0pedra dyrKips (. “IlanpenTd ¢ HapyweHa 6x6peuna Q)yHKu 2 NEH,
3 q
- )
4.3. ITpoTHMBONOKAZAHNS ,/ 53 o
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CBPBXH}’BCTBHTCHHOCT KBM JIEKARCTBESHOTO BEIICCTBO MIIH KBM HAKOE OT HOMOH],HH;I‘S BGHIGG'm
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KPATKA XAPAKTEPHCTHKA HA TIPOJTYKTA
LYRICA 150 mg hard capsules

4,4. CHenHasiHH HpPeSyHPeXACHHS H COEIHANEN NPEANA3ZHA MEeDKH NpH yroTpeba

TaumeHTH ¢ peKy HACAeACTBEHH 3a00BaHH KATO raNaKTO3HA HENOHOCHMOCT, Ae(UIIHT Ha JIaKTaza
Ha Lapp Wid MIOK030-TalakTo3Ha ManabcopOmys He TpaOBa la IPHeMAT TOBA JeKapCTBO.

B chOTBETCTBHE ¢ HACTOSINATA KAHHIYHA IPAKTHKA IIPH HAKOH NALMEHTH ¢ JHaler, KOHTO HaAlaBaT
HAa TETIIO TIpH NeueHue ¢ pregabalin, € HeoBX0NMMO afalTHPaHe HA XHIIOTTHKEMHYHOTO JIEUeHHE.

Jleuenuero ¢ pregabalin e 6110 CBBP3aHO ¢ BHeHE Ha CBAT ¥ CHHIMBOCT, KOMTO OHXa MOTIIH Na
YBeMUAT YeCTOTATA Ha CIIyJAiHO HapaHsBane (ajaHe) IpH MTAMeHTH B HallpeHala BE3pacT.
CriefloBaTenHo, nalueHTHTe Tpsa6Ba fa ObAaT [T0CHBETRAHK Ja OBJaT ¢ IIOBHINEHO BHUMaHHE, JOKAaTO
He Ce 3ar103HAaAT ¢ IOTeHIHAIHHTE e(eKTH OT JCIEHUETO.

CrLiecTBYBAT HEMOCTATHYHO NAHHH 32 CIHpPaHEeTO Ha IpHUeMa Ha CBITBTCTBAIGH aHTHEIMASHITHUHM
FIeKapcTBa CIIef MOCTHIAHe HA KOHTPOJI Ha IpHITagbimTe ¢ pregabalin xato aobapryna Tepanud., 3a fa
ce rpeMEHe Ha MOHOTepanws ¢ pregabalin.

4.5. JlexkapcTBeBH H APYry B3aumopelicTBHN

Thit kato pregabalin ce exckpeTHpa NPeAHMHO B HEePOMEHEH BHJI B YpHHATa, MeTabonu3Kpa ¢&
ripeHeHpenHMo Manko Ipu Xopa (<2% OT Jo3aTa ce YCTaHOBABA B ypUHaTa M0/ opMaTa Ha
MeTabonuTH), He HHXHOMpa IeKapCTBEeHNsS MeTabOMH3BM in Vilro H He C€ CBEP3BA ¢ IUIA3MEHUTE
BenThlH, MAIKO BEPOATHO € TO# N2 IpefH3BHKBA MK Ja Y4acTBa BEB (PapMaKOKMHETHUHE
B3AHMOICHCTBHSA.

CEOTBETHO, B in Vivo HpOYy4YBAHKA He ¢a HAOMIOMaRaHy KAHHMTHO 3HaYMMH (apMaKOKHHETHIHH
B3auMopAeHcTBHS Mexay pregabalin u phenytoin, carbamazepine, Bannpoera KucenuHa, lamotrigine,
gabapentin, lorazepam, oxycodone umu ethanol. Ionynauzones dapMakokHHETHYSH aHATH3 TIOKa3Ba,
ye TiepopanHuTe aHTHAHABETHH CpeIcTBa, AUYPETHITHTE, insulin, phenobarbital, tiagabine u
topiramate HsiMaT KIIHHHYHO 3HAYMM e()eKT BBPXY KIHpEHCa Ha pregabalin.

ExroBpeMEHHOTO IPHIOKEHFE Ha pregabalin B NepopalHETe KOHTPAUENTHBHHE CPelICTBA
norethisterone w/vnu ethinyl oestradiol re moBnMIBa apMaKOKHHETHKATA IIPH CHCTOSHHEE HA
paBHOBECHE Ha HUTO €NHO OT TE3H BellecTha.

MuOroKpaTHH IIepopalHy 1034 pregabalin, npuioikeHH eOHOBpeMEHHO ¢ oxycodone, lorazepam unu
ethanol, He BOAAT A0 KIMHKYIHO 3HAYAMH eheKTH BBpXY Auinanero. Pregabalin BeposrHo uma
anATHBHO ASHCTRHE BBPXY HAPYIIEHHATA HA IO3HABATENHATA B IBHraTenHaTa QyHKIU, TPHYMHeHH
ot oxycodone. Pregabalin Moxxe fa 3acvny edexrure wa ethanol u lorazepam.

He ca npoBesxnaHH crel(raHE npoyyBanus 3a GapMakoIPHAMHYHM B3aHMOACHCTBUS IpY
HOOpOBONLIH B HaNpeiHaa Bp3pacT.

4.6. BpeMeBHOCT H KbpMene
JIvmceat afeKkBaTHH AAHHH 34 yrioTpebaTa Ha pregabalin npu SpemeHHR.

IIpoyuBaEHATA [IpH XKHBOTHY Ca MOKa3aly PeNnpoyKTHBHA TOKCHHHOCT (BX. pasgen 5.3)
ToTeHIHANHHAT PUCK TIpH Xopa e Heuspected. CrenosatenHo, Lyrica He Tpabsa na 65ae H3I0N3BaH
110 BpeMe Ha GPEMEHHOCT OCBEH aKo NoN3aTa 3a MalikaTa ABHO HanXBhpis NOTEHIHATHUA PHCK 38
rona. [IpH skeHH B AeTepOAHa BE3pacT TpsaORa Aa Op1e Npunarasa ehexrusHa KOHTPZY
He e u3BecTHO manH pregabalin ce eKCKpeTHpa B MAHYHHOTO MISKO IPH X0pa; ’I‘Oﬁ"?gél}ig/%% i
YCTaHOBSBA B MAlYHHOTO MIISKO IIpH IeXoBe. CAeKOBATENHO, 110 BpeMe Ha Ievehiie (c?f a&g}}i%
:

ce MperopbyBa KbpMeHe. e
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4.7. Edextn BEpPXY cHocoGHOCTTA 3a Modupane i pabora ¢ Mammey



KPATKA XAPAKTEPHCTHKA HA TTPOIVKTA
LYRICA 150 mg hard capsules

Lyrica MoXe Ia IPHYKHHN BHEHE Ha CBAT ¥ CHHAMBOCT H CASLOBATENHO MOXKE J2 NOBNHSAE
criocoGEOCTTA 3a WodupaHe WIH paGoTa ¢ MaunHY. [1alMenTHTe ce ChBeTBaT a He Mo(pHpart, Aa He
paboTAT CHC CHOMKHY MALUWHY WM Ja y4acTBaT B IPYTH NOTEHLIHATHO PUCKOBH AEHHOCTH AOKATO C&
pazGepe and JeUeHHETO 3acAra TAXHATA CIOCOGHOCT Ia M3BBPINBAT Te3H NEHHOCTH.

4.8. Hemenapl JeKapCYSeHH Pearuuy

KnunnynaTa mporpama Ha pregabalin e sxmousasna Han 9000 nauneHTH, KOHTO ca H3NOMN3BAIH
pregabalin, nag 5000 oT KOMTO ca B3eMH YYacTHe B ABOHHO-CIEIHM TLTANE00-KOHTPONTHPAHH
npoyusanst. Hali-uecTo cpo0INaBaHH HeKeIaHH PEAKIMH ca OWNIK BUEHE HA CBAT ¥ CHHIUBOCT.
Hesxenanute peakiiy 0GHKHOREHO ca OHIH AEKH IO YMEPEHH 110 ¢HiIa. HecToTara Ha [IPpeKbeBaHe Ha
JIeYEHHETO TIOPAAH HEKeNaHy PeaKiii 38 BOWYKY KOHTPOIMPaHH Npoyusanua & 6una 13% npu
Mai[HeHTH, MoTyJasalny pregabalin, u 7% npu nanpeHTH, nogy4yasamy miaueto. Hali-yecTure
HeKeffaHH Peakiliy, JOBENH IO NPeKhCBaHe Ha JISYEHHETO B IPYIIH, ISKyBaHH ¢ pregabalin, ca Gunn
BHEHE Ha CBAT K CHHIMBOCT.

B nosrata Tabamua ca B3OPOEHH o KIACOBe i JecToTa (MHOTo decTH (>1/10), uectn (>1/100),
<1/10), megectu (>1/1000, <1/100) u pemxu (<1/1000)) Beuuk HeXKEN2HH JIEKAPCTBEHH PEaKIUHY,
KOMTO ¢4 HaCTBIUIM ¢ YSCTOTA NO-TOAMA OT Ianebo 1 YIpH IIOBEYE OT eJHH IIAlHEHT.

H36poennTe HeskellaBl peakiuy Ouxa MOTIH fia OB1aT CBbP3atHM K C HOAISKALIOTO safongpane
H/URH CBIBTCTBAIND NeUeHHE.

Cucrema B OpraEusma Hemenann JJERAPCTBEHH peaKnEm

Hapymenus Ba KPBBHATA H JJAMbHA CHCTEMA

Pemiu Heytponenus

Hapywenns Ha 06MABATA H XPAHEHETO

Hecri 3acunBaHe Ha aNETHTA

Heuecrn AHopexcns

Penxu KUTIOTTHKEMUS

HeaxuaTprane HApYWCHHS

Yectn Eydopuuro HacTpoerue, 00bpKaHOCT, HaManeHo THOHAD,
pasgpasBUMOCT

Heuectn JHenepcoHanusatis, aHOpra3Mus, Oe3MoKoHCTBO, ASHPECH,

B530y0a, IPOMEHN B HACTPOGHHETO, 3aCHIBAHE Ha
6e3CHHHETO, TOTHCHATO HACTPOSHKE, TPYAHO HaMKpaHe Ha
IyMM, XaTIOLHHAIMS, TATONOTHIHY CHHHINA, TIOBHINEHO
nEGHIo, MaHMYecka aTaka, anaTii

Penxu Hepra3nppKaHoCT, TOBHIEHO HACTPOSHHS

Bapymenns Ha HepBHATA CHCTeMA

MHuoro yecte BueHe Ha CBAT, CHHIMBOCT

Yectn Arakcus, HapylueHHd Ha BHHMAHHETO, HapyllleHa
KOOPAMHAIAS, HApYHISHHUA Ha IAMETTa, TPEMOD, IM3apTpHs,
rapecTe3ku

Heuectu KoruuTHBHO pa3CcTpOHCTRO, XMIIoecTesus, AedQeKT B

3PUTEIIHOTO I10Jie, HHCTAr'bM, TOBOPHO HapyIIeHHe,
MHOKIOHYC, XUropedUIeKcHs, AUCKHHE3!, TIOBHIIEHA

TICHXOMOTOPHA 28KTHRHOCT, BHEHE Ha CBAT LPH H3NPaBsHe,
XHIIepECTe3ns, arey3ud, YyBCTRO Ha TIapeHe, HHTCHLMOHEH
TPEMOp, CTYIIOP, CHHKOI

Pepru Xunoxunesus, napocMus, gucrpadus

Ounn HapymeaHa

Hect 3aMEIVIEHO BHAKIAHE, NHIIIOMHI =
Heuectu 3puTENHO HapyIleHHe, CYX0Ta B O4YHTe, OTOK|HA0H

b
NOHHMKEHa SPUTEIIHE OCTPOTA, GOMKH B OWHTE;'\2CT
TIOBHIIEHA NAKPHMALs W




KPATKA XAPAKTEPHCTHKA HATIPOOYKTA
LYRICA 150 mg hard capsules

Pemxu DoTONCHS, pasHeHe B OUHTe, MAApHa3a, OCLHIONCHS,
HAPYIIEHO 3PHTEIIHO BR3NpPHATHE 32 JRAOOUMHA, 3ary0a Ha
nepriepHO 3penye, cTpaluseM, IOBMIIeHA IPKOCT Ha

obpasure
Yman 6 A20ApaHTHE HAPYIIEHHs
Yeeru CaeToBBPTEXK
Pepnxu XunepaxysHuc
Copaessn HapyuleHHs
Heuectn Taxsrapmus
Penxu ArproReHTpHKyIapeH 010K I cTeneH, cuHycoBa

TaXMKApAHi, CHHyCOBa apUTMHIS, CHHyCcoBa OpanuKapans
CBACBH HADYIIEHN

Hegectu JauyepBABaHE, FOpEIGH BBLIHH

Penxu XWNoTOHN4, CTYAEeHH KpaiHHIY, XHIIEPTOHHA
PecnapaTopHEH, TOP2RKATHA ¥ MeARACTHHAINE HAPYIICHAS

Heugectrn JlucriHes, cyxora B Hoca

Pepxu HazohapAHTuT, Kaumna, Ha3ailHa KOHTeCTHS, eIHCTAKCHT,

PHHHAT, XbpKaHe, CTATaHe B IEPIOTO
TacrporHTeCTHHAINK HADYIEEHUS

Yectn CyxoTa B ycTara, 3aieK, IOBPbIaHe, (GraTyneHIHs

Hegectu Tlomyeane Ha KopeMa, IIOBHIISHO CIFOHOOTHEIIHE,
ractpoesogareancH pediryke, XHIOECTe3HS Ha yCTHATA
KyXHHa

Pepru Acnur, gucharus, IaHKpeaTUT

HapymieHns Ha KOKATA H HOAKONKHEATA THKAH

Heuectu Tlorene, namnysnoseH obpue

Pemxu CTyneHa 10T, YpTHKAPHA

HapynreHns 22 CKeJIETHOMYCKYIHAT2 CECTEME H CHEAHHHTENHATA THKAH

HeuectH MyCKyIHE NOTPeiIBaHMA, NOAYBaHe Ha CTaBHIE, MYCKYIIHH

KpamIti, MAAIT1s, apTpanrus, Gonkx B repba, 605Ky B
KpaHHHK, MYCKYIIHA CKOBAaHOCT

Penxm - IlepBuKaneH craseM, OOMKYH BBB Bparta, pabnoMuAOIH3a
Br0pednr B MEKIEOHHY HADYEHHS

Hegectu Ju3ypiii, MHKOHTHHEHI(H Ha YPHHATA

Pepxu Onuryps, 0p0peuna HeA0CTaTHYHOCT

HapymeHus H2 PeIPOAYKTHBHATA CHCTEMA ¥ MIICTHATE HKIIE3N

HeetH EpexTunna quchyHKIME

Hedectn 3abapena esKynanys, ceKCyanHa TUCGYHKITHA

Pemru Amenopes, GONKH B rbpAaTa, CEKpells OT TbpAaTa,

IMCMEHOped, XuriepTpodhHs Ha repAarTa
OO6upa HApYNIEeHAS H IPOSBH Ha MACTOTO H2 NPHIQKEeHHE

Yeeru VMopaeMOCT, HepH(pepHH OTOLH, TyBCTBO 34 OTIHAHEeHHe,
elleM, HapylleHa NoX0Ka

Heuectn Actenns, aJaHe, JKax/a, CTAraHe B IEpAUTS

Penxax Borne3HeHa aHazapKa, MHPEKCH:, TPBIIKK

IIpomMeHH B H3C/IC(BAHEATA

HectH VBenugapaHe Ha TEHeCHOTO TETTIO

Hegect [osuineHKe Ha anaduH aMUBOTpaHcdepasaTa, OBHILEHHE

Ha KpeaTHHHH dochoKuHAa3aTa B KPBBTA, NOBHIUEHHE Ha
acrapTaTr amuHOTpaHcdepasara, HamalleHHe Ha 6pos Ha
TPOMOOLIUTHTE ////"
Penxn TIopMieHUe Ha KpHBHATA 33%ap, NOBHIIEHHE Ha era;gnﬁgtﬁa“
B KPBBTa, IIOHIDKEHHS Ha Kajlis B KPBBTA, 3aryda Ha /reh‘efcg .
TErno, NOHWKeHe Ha Opos Ha ACBKOIHTHTE 5 /g

Iipeposapane \




KPATKA XAPAKTEPUCTHUKA HA TIPOJIYKTA
LYRICA 150 mg hard capsules
IIpu npenosHpane xo 15 g He ca cr00INaBaHH HEOMAKBaHH HEXKE/IAHH peakHuy. JledeHHeTO Ipy
npeo3upane Ha pregabalin TpA0Ba Aa Brunoysa OOIMH MOANBPIKAIE MEPKH K €BEHTYaIHO
XeMOAManu3a lipy Hy>kIa (K. pasgen 4.2 Tabnuna 1).

5. @GAPMAKOJOIHYHH TAHHH

5.1. PapmaroyuuaMEIHA CBOHCTBA

®dapmakoTeparesTHYHa rpyna; anriermientiiy, ATC xox: NO3A (mpennoxeH)
JlekapcTBEHOTO BelecTRO pregabalin e anasor Ha ramMa-aMHHOMACHeHaTa Kucenuna ((S)-3-

(aminomethyi)-5-methylhexanoic acid).

Mexanu3bM Ha feiicTBIE

Pregabalin ce ceEp38a C ZONBIHUTENHATA CYOeTUHHNA (0-0 OENTEK) HAa BONTAK-38BUCHMHUTE
KalI[CBH KaHanH B LIeHTpanHaTa HepBHA CHCTEMa, H3MECTBaHKH MOIIHO [*H]-gabapentin.

Knupues ofmuT
Hegsponatugsa Gonka

EdeKTHBHOCTTA € J0Ka3aHa B IPOYYBAHHA NIPH J1a0eTHA HEBPOIIATHA U IIOCTXSPHETHYHA HEBPAIT .
EdexTHBHOCTTa He € NpoyHeHa IpPH APYrE MOJIENH Ha HeRpouaTHyHA Donka.

Pregabalin e npoydeH B 9 KOHTPOIHPaEH KIHHIYHE IIPOYHBAHKA ¢ IPOABIDKHTENHOCT A0 13 cemMuum
¢ ABykpates aHepeH nprem (AIET) u o 8 cemMuiw ¢ TpUkpaTeH JaereH npueM (TI1H). Kato ngno,
fe30maCHOCTTa U e)eKTHBHOCTTa HPH peskkvu Ha fozupane JIIIT u TITX ca OuiM cXOmHH.

B KIHHEYHATE MpoyYBaHKs ¢ IPOABIDKHTENHOCT Ko 13 ceamuny orciabbane Ha Oonkara € G0
Ha6EOAABaHO OO Kpast Ha MEPBATA CeXMHUIIA H C& € 3aTIA3HNI0 Ipe3 ENH IIEPHOL Ha Ie9YeHHe.

B KOHTpOJHpAHY KIHHMYHE IPOYYBaHKA 35% OT NalHeHTHTe, eKyBaHH ¢ pregabalin, 1 18% ot
TIAIHEHTHTE Ha anebo ca MMAaid noqobpenye Ha TOUKOBHA Pe3yITar 32 OlieHKa Ha Sonkara ¢ 50%.
Cpen nanueHTHTe 0e3 IPOSBH Ha CHHIHMBOCT TaKoBa nogobpenue e funo Habnronabaxo npu 33% or
JeKyBauMTe ¢ pregabalin 1 npu 18% oT nauuentuTe Ha Iauebo. IIpy MalUeHTH ¢ TPpOSBY Ha
CHHIMBOCT TEPANEBTHYHUAT OTTOROp e Oun 48% B rpynara ¢ pregabalin u 16% B rmaneGo-rpymara.
Ernunencus

Pregabalin e npoyyes B 3 KOHTPOIHPaHy KITHHUYHH HPOYYBAHHUA ¢ HPOINBILKHTENHOCT 12 cenmuiy
1ipH Asykpared (JIIJT) wiu tpukpartes (TILT) nrepen npuem. Karto 114710, Oe30macHoCTIa M
edexTHBHOCTTA nipy pexxuMH Ha nosupase JTTJT u TIII ca OuaH cXOOHH.

Hamarnense Ha 9eCTOTATa Ha NPHITAYGIMTe € OUII0 HaOnIoAaBaHo A0 Kpas HA ITbPBaTa CeqMHIA.

5.2. MapMaKOoKHHETHIHH CBOHCTBA

PapHOBecHHTe hapMaKOKHHETHYHH NIOKa3aTe/y Ha pregabalin ca cXOJHHM IpH 3ApaBy KOOPOBOLIH,
TALECHTH ¢ eNMICHCH, HOMyYaBali AHTHETIUISIITHYHH JISKapCTBa, H NaUHeHTH ¢ XpoHudHa bonxa.

Sl

AbGcopOrms:

Pregabalin ce pesopdupa 61p20 IpH NPHACKEHHE HA TNAfHO ¢ HEKOBH nnasmeﬂn-}co}m’ Hﬁg i
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yaca. CxopocTra Ha pesopOuust Ha pregabalin HamansABa IpHy NPHEM C XpaHa, KOETO BOIK 10
noHmxerHe Ba Cp,y, ¢ 0K0N0 25-30% H 3a0aBAHE Ha tyy A0 NpHOTH3UTENHO 2.5 yaca. IIpueMET Ha
pregabalin ¢ xpana, oGage, HIMa KITMHAYIHO 3Ha9MM eheKT BBPXY CTETeHTa Ha pe3opOuus Ha
pregabalin.

PasnpeneneHrne:;

TTpexIMHIMHA NpoyYBaHys I0KA3BaT, Ye pregabalin mpeMiHaBa IIpe3 KPHBHO-MO3byHATA Dapyepa Ha
MHEIIKH, IIEX0Be U MaliMyHu. JI0Ka3aHo e, de pregabalin npeMHHaBa 1pe3 IANEHTATA NIPH MIHX0BE H
ce OTKPHBA B MIIKOTO Ha KBpMeInH IrbXoe. [IpH xopa oBeMyT Ha pasnpefieNiesHe Ha pregabalin

ciiefl mepopaiiel npuem ¢ npudnnsuTento 0.56 I/kg. Pregabalin He ce cebpaBa ¢ Iazmenute GeITBLE.

MetabonuspM:

MeraGomus3msT Ha pregabalin rpu xopa e rpeHeOpexumMo ManepK. Ciief NpUeM Ha K032 PafHOaKTHBHO
enazan pregabalin npubnusurenso 98% 0T panHOaKTHBHOCTTA, YCTAHOBEHA B YPHHATA, & Hiia
HerpoMeHeH pregabalin, N-MeTunupanust Jepupar Ha pregabalin, oCHOBHIAT MeTa0ONHUT Ha
pregabalin, oTkpuT B ypunatra, cberapmisa 0.9% ot gosara. B IpeakmpHAYHYE DPOYYBaHNA He ca
YCTaHOBEHH NaHHM 32 paleMu3anus Ha S-eHanTHOMepa Ha pregabalin Ao rerosus R-emagTHOMED.

Emmvusmpane:

Pregabalin ce enMMMEMpa OT CHCTEMHOTO KpEBoOGpalierye riasHo dpes On0peyuHa excKpenus B
HerpoMeHeH BHa. CpeHOTO BpeMe Ha NOILy)KHBOT Ha pregabalin € 6.3 yaca. IlnasMenuat B
6EOpeuHmAT KIHpHHC Ha pregabalin ca Ipaso IPONOPIMOBATHM Ha KPeaTHHHHOBYS KITHPBHS (BIK.
paspen 5.2 Hapymiena 650petuna QyHKIT).

Tlpy nangeHTd ¢ Hamanena Gr0peuna GYHKIHA WK Ha XeMOAMaNk32 e HEOOXOUMO afanTHpaHe Ha
nosara (k. pasgen 4.2, Tabnuua 1).

JImpeiinoct / HenuneinocT:

PapMaKOKHHETHYHHTE [IOKA3ATeNM Ha pregabalin ca JMHeHHM B paMKUTE Ha IPETIOPBUKTeNHES
IHeBeH 10308 MuTepsai. Bapuabuinoctta Ha GapMakoKuHeTHKaTa Ha pregabalin Mexxy HHIHBBANTE
e Maka (<20%). dapMakOKMHETHKATA IIPH MHOIOKPATHO TIPUITOKEHHE MOXe /1a OBie pefickasana oT
HAHHMTE TIPH efHOKpaTeH npueM. ClIeoBaTelHo, He € He0OXOHHUMO PYTHHHO MOHUTOpHpaHe Ha
Ma3MEHKTE KOHIISHTpAUy Ha pregabalin.

DapMaKOKHHETHKA ITPH COSIFEOEYHE HNaHCHTH.

Ilonr

KnumquKTe OpOyYBaHEs FIOKA3BAT, Y€ TIOTET HE OKa3Ba KITMHUYHO 3HAUUMO BIHAHNE BHPXY
IIa3MEeHATe KOHLeHTpaliy Ha pregabalin.

Hapymena 656peyna QyHKiysa
KnupprcsT Ha pregabalin e ApaBorponopHEOHaieH Ha KPeaTHHMEOBHA KiMpbHC. OcBer ToBa
pregabalin ce oTcTpaHsBa eQeKTHBHO OT IDIa3MATa Ipe3 XeMOHanu3a (cle 4-4acoR0 XEeMOLHATH3HO
JIeYeHre MIa3MEHITe KOHIEHTpalky Ha pregabalin ce nonmiasar ¢ npubnusutento 50%). Tri xato
6E6PETHOTO eNUMHHHpPAHRE € IABHUAT IIHT HA eTHMUHMpaKe, TIPH NALMEHTH C Hapyllera 616peuta
hyHKITIA & RE0BXOAMMO HaMassABaHe Ha JO3UPOBKATA, a CIel XeMOJHAIH3a & HeoOXOIuM
HOUBIHETENESH TipHenm (Bxk. pasmen 4.2, Tabmuua 1).

Hapymena uepHoapobua GyHxums & g e
(5

He ca HpOBEXAHM CHIeIHATHY hapMaKOKMHETHYHH POy YBAHHS IIPH TAIMEHTH ¢ {HiD He%;

yepHopoOHa dysxumg. Tsii kaTo pregabalin He npeTspsiBa 3HAUHM Me’raﬁonnsmfgf{% é:?%ﬁi)
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OpeIEMHO B HEMPOMEHEH BHJl B YPHHATA, HapylIeHaTa 9epHONpobHa Gyrxiua He 01 Tpsbeano ma
DPOMEHS 3HAYHMO TINNa3MeHUTe KOHHEHTpankH Ha pregabalin.

TTauHeHTH B HANpeAHANA BB3PACT (Hak 65 roguumn)

CrInecTByBa TEHAEHIINA 32 HaMansABaHe Ha INTMPHHCA Ha pregabalin ¢ HapacTeare Ha BB3pacTTa. ToBa
HaMaJleHHe Ha YIepOpallHug KIIHPEHC Ha pregabalin ChOTBETCTBA HA NOHIDKECHUETO HA KIMPBHCA Ha
KpeaTHHHHR, CEBP32HO ¢ HalpeABaHe Ha Bp3pacTTa. [IpH NalkeHTH ¢ Be3pacToBo 00yCIoBeHO
Hapymenue Ha Gr0peyHaTa QYHKIMA MOXKE Jla Ce HATIOXKH HaMallABaHe Ha f03aTa Ha pregabalin (Bx.
paznes 4.2, Tabnuna 1).

5.3. IpenxnoaavHE TasHH 32 6e300acHOCT

B xoHBeHHMOHANEH GapMaKOIOrHYHE NPOYIBaHHA 32 0e30TIaCHOCT TIpH XHUBOTHH pregabalin e
nokasal 1o6pa IOHOCHMMOCT B I03M CHOTBETCTBAIIM Ha KIMHYYHO NIPHIAraHuTe. B IpoyyBatis 3a
TOKCHYHOCT C IIOBTAPSAIIH C& JO3H, NPOBEeeHH IPH ITBX0Be 1 MaliMyHH, ca OrIH HabmonaBasy
ederra 8ppxy LHC, BRITFOYHTEHO XMIIOZKTHBHOCT, XHINEPAKTHBHOCT H aTakchd. Crex
TIPOXEIDKUTENHA eKCIIO3MIA Ha pregabalin, cOTRETCTBAMIA Ha SKCTIO3HIMA = 5 HTH [O-TONSMA OT
cpelHATa eKCIIO3MLkS HPY X0pa NpH MakCHMANiHA NPeNOpBYHTENIHA KIMERYHA 10348, ce Habnoaasa
IIOBHIIEHA YeCTOTA Ha aTpods Ha perunara, obusaiHo HabroJaBana IIpY IUIbX0Be aIOHBOCH B
HalpeHAaNa BE3PacT.

Pregabalin He e TepaToreHeH pH MMIIKH, ITEXOBE WK 3aiuM. DeTanHa TOKCHYHOCT IPH IFBX0BE K
3afilii € HACTHIKIIA CaMO TIPH eKCIIO3MIHM, HaIXBBPIAIIY 3HAYNTEHO TasH IIpH Xopa. B
[PEHATANHE/TIOCTHATAIHM H3CHIEHBAHNS 32 TOKCHUHOCT pregabalin € foBem A0 MOABA HA TOKCHUHH
e()eKTH BHPXY Pa3BHTHETO Ha TIOKOREHHETO HPH ILTEXOBE CHEJl eKCTIOSHINKH >2 ITETH [0-TOIeME OT
MaKCHMANHATA NPETIOPBYHTEIHA eKCIIOSHLIHA IPH Xopa.

Pregabalin He e reHOTOKCHYEH BE3 OCHOBA HA PE3YJITaTH OT CepMA OT in Vifro M in vivo u3CileBaHUA.

Tipu nEX0Be X MUUIKH ca GHITH IPOBe/IeHH ABYTOMHINAHE HpoyIBaHus ¢ pregabalin 3a
KapugHOTeHHOCT. IIpH IIBX0Be He ca HaOmIojaBaBl TYMOPH CIEH eKCIIO3HIEM N0 24 ITHTH NO-TONeMH
OT Cpe/IHATA EKCIIO3MIHA IIPH XOpa HpH MaKCHMAaNHaTa HpenophauTelHa KNuHIHa 7032 0T 600
mg/nen. [Tpu MHIIKH He e Oria HaONoAaBRaHa OBMINEHA YeCTOTa Ha TYMOPHTE NPH €KCHO3ULIHH,
NOAOOEM Ha CpeIHATA eKCIO3HIMS TIPYH XOpa, HO TP NI0-BHCOKH eKcHosHnwH & Oiia Habmogasatna
[OBHINCHA YECTOTA HA XeMAHTHOCapkoM. HereHOTOKCHYHHAT MEXaHH3BM Ha HHIYHHPAHOTO OT
pregabalin 06pasysatie Ha TyMOPH NPH MULIKK BK/IFOUBA IPOMEHH B TPoMOOLMTHTE ¥ mponudepauis
H4 eHJOTeAHH kaeTky. Taxiea TpoMOOLMTHI IPOMEHH He ca OHMITH YCTaHOBEHH NPH ILTHXO0BE HIH IpH
XOpa B PaMKKTE Ha KPaTKOCPOUHH H OrpaHI4eHH JRITOCPOUHY KIHHHYHM Ipoyyusanis. Jluncear
JOKA3ATeNCTRA, NPEATIONaraly PHCK HpH X0pa.

Tipy MiafH ITbXOBE BUOBETE TOKCHYHOCT He Cé PasNuiaBaT Ka4eCTBeHO OT Te3H, HaOmoNaBaHy [Py
3pEeNH MibX0Be. MIlafnTe ITBXO0Be, 00a4e, ¢a NM0-UyBCTBUTENHHE. [IpH TepareBTHYHY eKCIIO3HIHHE ¢a
6Ty yeTaHoBeHM Kauumurs nposiel oT LHC xato xuniepakTHBHOCT ¥ CKBPIIAHE CBC 350U H H3BECTHH
NpOMeHH B pacTexa (IPeXOHO NIOTHCKAHE Ha HaJAaBaHeTo HA Terko). EQeKrH BhpXy 1HKEIa Ha
pasrouBae ca OuiK HaOIIOAABaHK NIPH eKCIIO3HIHSA, HAXBEPIALIA 3 ITBTH TA3H PH X0pa.
HerponoseaeHyecKku/TIo3HABATEHH edekTH ca Giiy HaGHrofaBany NpH MITajll IIEX0Be 1-2 CeaMUIK
I eKCTIO3MITHS >2 IETH (OTrOBOP KbM 3BYKOB CTHMYIT) Hnu >3 neTi (00ydeHne/maMeT) mo-romima
OT TepanesTHYHATa eKCIIOZHINMA [IPH X0opa.

6. PAPMANEBTHYHI JAHHW
6.1. CopchbK HA NOMONEHATE BeMECTBa

CrAppiKaHie Ha KalcyraTa:
Lactose monohydrate
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Maize starch
Talc

Kancymua oOBUBKa:

Gelatin

Titanium Dioxide (E171)

Sodium Laurilsulfate

Silica, colloidal anhydrous

Purified water

TlewaTHO MaCTHIIO:

Shellac

Black Iron Oxide (E172)

Propylene Glycol

Potassium Hydroxide

6.2. HechBMeCTHMOCTH

Henpunonammo.

6.3. Cpox ma rogsocT

3 roguHH.

6.4. Cnenua/lHE YCIOBHS HA ChbXpaHeHHe

To3H IeKapCTBO HE M3HCKBA CIISIMAIHY YCIIOBHS Ha ChXpaHEHHE.,

6.5. Bun @ chABPKAHEE HA ONAKOBKATA

PV C/amymunuesy GnucTepH, Chabpxamy 14, 56 wu 112 (2 X 56) TBbpau Kancym.
PVC/anymunuess Gnuctepl ¢ epdopaliid 3a BCSKa OTAENHA 038, Chappxamy 100 x 1 T8ppau
KAIICYH.

B13MOKHO € fia He ¢e IpefylaraT Ha nasapa BCHYKY BHAOBE OIIAKOBKH.

6.6. Ifpenopbkn npn ynorpeba

Hama crierpanyy H3UCKBaHMA.

7. YPHTEXATEJ HA PASPEINEHWETO 3A YIIOTPEBA

Pfizer HCP Corporation

235 East 42™ Street

New York, NY 10017 — 5755
USA

8. PEITHCTPATIMOHEH HOMEP

9. JTATA HA ITbPBO PA3SPEIIIABAHE 3A YIIOTPEBA
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10. JIATA HA (JACTHYHA) AKTYAJIA3ATNSA HA TEKCTA




