KPATKA XAPAKTEPHCTHEKA HA ITPOIYKTA
LYRICA 300 mg hard capsules

1. TBPTOBCKO HAIMEBOBAHHWE HA JEKAPCTBEHI ITIPOAYKTY

LYRICA 300 mg TeBpau Kancys (ERRUCTERPCTBO HA 3
JTAPHKA 300 mg TBEpIM Kalcysn ; " SAPABEOMASBAHETO
AR K3
Baapeuionie saynorpetalte | %9 29\ 250
2. KAYECTBEH H KOJMYECTBEH CHCTAB ;zg(p/ T P
04.97.06 L )
Besaka teppaa kancyna cpappxa 300 mg pregabalin. 3a moMOIHHTS-BerIecTsa, BIXKTe pasnesn 6.1.

3. JEKAPCTBEHA ®OPMA

TrEpOa Kancyna

Kancyna ot 300 mg: TBbpaa skeJaTHHORA Karcyna B OAII0 H OpawKeBo, Mapkupana ¢ “Pfizer” pepxy
kanadkara H “PGN 300” pppxy TANOTO Ha KalcyJata ¢ YEPHO MacTHIIO.

4. KIMHAYHHA JAHHHA

4.1. TepaneBTHYHH IOKa3aHAS

Hepponarnyta Gonka

Lyrica e nokasaya 3a JieyeHue Ha NepudepHa HeBpomnaTHyHa G0JIKa IpH BE3PACTHY.
Eminencus

Lyrica e mokasana KaTo AOMBIHKRTEIHO JeHeHHe IIPH BE3PACTHH C NApIHaNHH IIPHIIagbUM ¢ M Oe3
BTOPHYHA [eHEePaTH3ALH.

4.2. HNosupoBka H HAYUH HA DPHIOKEHHE

Zlozosuar urTepral € oT 150 mo 600 mg Ha KeH pasnpeneseny B IBa WIH TPH NpHEMa.
Lyrica moxe fia Gpae npuemana ¢ Wik 6e3 xpaga.

HesponatuyHa Gonka

Jleuenuero c pregabalin Moske fia 3amodHe ¢ Ao3a ot 150 mg Ha fen. B 3aspcuMocT ot
HHIHBHIYAIHH TEpanesTHUeH OTTOROP Ha NallHeHTa i IOHOCHMOCTTa, NO3HPOBKATa Moxke Aa 6b1e
yBenuueHa 10 300 mg Ha AeH ciief HirepBal OT 3 A0 7 JHM, a NpH HeoOXOAMMOCT A0 MAKCHMAITHA
mosa ot 600 mg gueBHO cleq HONBIHKTEEH 7-THEBEH HHTEPBAIL

Emvinencrs
Jleuenuero ¢ pregabalin Moxxe fa 3amoyse ¢ fo3a of 150 mg #a nex. B 3aBHCHMOCT OT
HHIAMBHAYaSHHS TEPAleBTHYEH OTrOBOP Ha IAHMeHTa B HOHOCHMMOCTTA, HO3HPOBKaTa MOxe Ja Obje

yeemuuena nio 300 mg pa gen cien 1 cepmuna. Makcumansata fosa o1 600 mg Ha nex Moske fa Opxe
JOCTHTHATA Clies olle €IHA JONEIHHTeIHa CeIMHELIA.

[pekpaTdpaHe Ha JIUeHHeTo ¢ pregabalin

B crorBeTCTBHE ¢ HACTOSHIATA KIHHHYHA IPAKTHKA, aKO JISUSHHETO
[IPeKpaTeHo KakTO NpH HEeBpONaTHYHA OOJIKA TaKa M MPH elHIeNCH,
TOCTENEHHO B PAMKHTE MEHMMYM Ha 1 cemmuna.
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KPATKA XAPAKTEPHCTHEA HA [TPOTVKTA
LYRICA 300 mg hard capsules

ITayuenmu ¢ napywena 6vbpeyna Qyrxyua

Pregabalin ce enuMuHipa OT CHCTEMHATa UPKYAALF [TIABHO ype3 Op0pedHa excKpenus B
uenipomerier Bux, T KaTo KIHPEHCET Ba pregabalin e paBo NPONOPIHOHANIEH HA KPEATHHHHOBHA
KAUpBHC (BXK. pasmen 5.2), HaMaIsBaHEeTO Ha 03aTa IIpH NalUeHTH ¢ HapylleHa Os0pedna GyuKis
TpsabBa aa Oble HHAHBUAYATHIHPAHO B CHOTBETCTBHE ¢ KpeaTHHHHOBHA KIHpBHC (CLer), kaxTo e
nocodeHo B Tabmuna 1, kato ce npunara cienrara bopmyna:

[140 - pe3pactTa (romuamn)] x Ternoro (kg)
CLer(ml/min) = ( x 0.85 za xemm)
72 X cepyMHHA KpeaTHHEH (mg/dl)

Pregabalin ce oTcTpanssa edeKTHBHO OT ITazMara upe3 Xxemomuanuza (50% ot nexapcTBoTo 3a 4
vaca). [Ipy manueHTH Ha XeMOIiany3a JHeBHATa fo3a pregabalin Tpsabsa na Oble ananTHpata B
zaBrcHMOCT 0T 6BOpeunaTa QyEKUMA. B HomsnHeHHe KbM JHSBHATA 1033 HETIIOCPEACTBEHO Clie
BesAKa 4-gacoBa XeMOAHa H3a TpAOBRa ga 6Bae fnaneHa HOMbiIHHTeNHa fo3a (Bxk. Tabmuna 1).

Tabmaia 1. AxanTipane Ha JO3HPOBKara Ha pregabalin B 3aBMcHMocT oT OB0peunara dyHKIDIA

Kpeatummnor Ofma npHeBHa A032 Ha pregabalin * PexxuM Ha OozHpaHe
waupeHc (CL)
(ml/min)
Havanusa goza Makcumanua 4038
(mg/nen) {mg/nen)
> 60 150 600 JUT winer TITH
>30 - <60 75 300 HIT s TTI
>15-<30 25-50 150 EAHOXPaTHO JHEBHO MIH
AT
<15 25 75 ExnoxpaTtso KHEeBHO
JIOOLIHHTEAHA N032 HeIIOCPEACTBEHO ISl XeMoaHani3a (mg)
] 25 | 100 |  EnHoxparsa noza”

TITH] = PazpenenH B TPH ripHeMa

JIUII] = PaszeneHu B ABa npHeMa

* OfraTa HHesHa Ko3a (mg/neH) Tpsa6Gsa fa Gbae pazfeNeHa, KakTo & YKa3aHO B PeKHMa Ha HO3MpaHe,
3a i ce MOMy4aT mg/nosa

* JOTB/IHUTENHATA [I032 € eAHOKpaTHA

Hpunooicenue npu nayuenmu ¢ Hapywiena ¥eprodpodHa Qynryus

Tlpu naiueHTH ¢ HapyLueHa YepHOAPoOHa GyHKUMA He e HeoOX0oAuMa TIPOMAHA Ha MO3HPOBKATA (BiK.
paszen 5.2).

Ipunooicenue 6 Oemcra u loHowecka gespacm (om 12 oo 17 z00unu)

BesonacHocTT2 M eeKTHBHOCTTA Ha pregabalin nipy refUaTpHIHE DaUHEHTH Ha BB3pacT mox 12
TOIHHH ¥ YIPH IOHOIUH He & YCTaHOBEHA.

He ce npenopbysa NpUIOKEHHE B ISTCKA BB3pacT (BK. pasgen 5.3).

Hpunooicenue npu nayueHmu 6 HanNPeOHWIA 6v3pacm (Had 65 200un)

TTpu nanmerTy B HalpegHana BE3PacT MOXE Ja Ce HaloKK HaMalliBake Ha 03aTa Ha pregabalm

4.3, Ipormsonoxazaygus

CBP'BX‘-IYBCTBI/ITGIIHOCT KbM JIEKAPCTBEHOTO BEINSCTRO HAH KBM HAKOE
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KPATKA XAPAKTEPUCTHEKA HA ITPOIIYKTA
LYRICA 300 mg hard eapsules

4.4, Crnenuajnu upefynpexIeHHs H CHeIHAIHE NpPeNIasHy MEPKH NPH ynorpeda

TTausenTd ¢ pelKky HACAENCTBEHH 3a00IBAHMA KATO TANaKTO3HA HEITOHOCHMOCT, AeQUIMT Ha NaKTasa
Ha Lapp Wik IoK030-ranaxTozHa ManadcopOupa He Tpa6sa fia IpHeMaT TOBA JISKAPCTRO.

B CHOTBETCTBHE ¢ HACTOAMATA KITHHKHYHA TPAKTHKA NPH HAKOK HAMSHTH C [HabeT, KOHTO HaJ#aBaT
Ha Tersio NpH Jieuenue ¢ pregabalin, ¢ HeoOXoAMMO ananTHpane Ha XMIIOTIHKEMHUIHOTO IeUEHHE.

Jleuenneto ¢ pregabalin e 6HIO CREP3aHO ¢ BHEHE Ha CBAT M CBHSIMBOCT, KOMTO OHXa MOTIIH Aa
YBEIHYAT YeCTOTATA Ha ciIydaiiHo napaussase (ajaHe) IIpH NaIFEHTH B Halpeadana BE3pacT.
CrienoRaTeNHo, HalUeHTHTe TpAOBa fa OBIAT NOCHRETBAHY Aa OBAT C HOBHINSHO BHUMAHME, JOKATO
HE Ce 3al03HalT ¢ IOTEHIHANHNTE e(eKTH OT JISUCHMETO.

CriiecTBYBaT HeJOCTATHYHO NAHHH 32 CIIHPAHETO HA [IPHeMa Ha ChIIETCTBAIIH AHTHETIENTHYIHH
JIeKapCTBa CIIEA NMOCTHIAHE HAa KOHTPOI Ha NpUniaybiure ¢ pregabalin xato nodassuna Tepars., 3a Ja
ce IpeMHHe Ha MOHOTepanud ¢ pregabalin.

4.5, JlexapcTBeHH H APYIE B3anmMoNelcTBES

Twii kaTo pregabalin ce exckpeTHpa IpeNUMHO B HEIPOMEHEH BHA B ypUHATa, MeTaboNMHU3upa ce
ripeHeSpeKIMO MANKO TIPH Xopa (<2% OT fl03aTa ce YCTaHOBABA B ypHUHaTa 1nox dopmara Ha
MeTaboNHTH), He HHXHOHpA neKapcTBeHUS MeTabONH3bM in Vitro U He Ce CBBP3Ba C IfasMeHTe
GeNnTBIH, MANKO BEpOATHO € TOH fa TIPeAM3BHKBA HWilK Ja YYacTBa BbB QapMaKOKMHETHYHY
B3auMoneHCTRHY.

CHOTBETHO, B iR vivo IPOYYBaEHUS HE ca HAOMOAABAHH KIHHUYHO 3HAYNMM (apMaKOKHHETHYHH
B3aMMOJeHCTBHS Mexay pregabalin i phenytoin, carbamazepine, BaIIpoeBa KMceNnKHa, lamotrigine,
gabapentin, lorazepam, oxycodone mmu ethanol. ITonynanuoreH GapMaKkOKHHETHYEH aHAIN3 HIOKa3Ba,
4e MepopalHUTE aHTHAHaGeTHE CpeAcTRa, qUypeTHIHTe, insulin, phenobarbital, tiagabine u
topiramate HIMAT KIMHUYHO 3HaYuM edekr BEpXY KIHpBHCA Ha pregabalin.

EaHOBpeMEHHOTO IpUIOXeHHe Ha pregabalin M mepopanHnTe KOHTPALCITHBHE CPEHCTBA
norethisterone wune ethinyl oestradiol He nopnuABa dhapMakOKMHETHKATA IPH CHCTOAHNE HA
PaBHOBECHE HA HHTO €IHO OT Te3H BelllecTsa.

MHOroKpaTHH [IepOpaIHK f03H pregabalin, NpunokeH eFHOBPEMENHO ¢ oxycodone, lorazepam wiu
ethanol, He BOAST 50 KNKHHYHO 3HayuMH edekTH BRpXy Aumanero. Pregabalin BeposTho nva
anWTUBHO JEUCTBHE BLPXY HAPYIICHHATA HA MO3HABaTeNHATA U ABUTATEHATA (QYHKUMS, IPHYHHEHH
ot oxycodone. Pregabalin moxxe fa 3acunn edexrrre Ha ethanol u lorazepam.

He ca npoBe;xaan cretudHaHE MpoyJBaHKA 3a $apMaKOAMHAMIYHY B3aHMONCHCTBHA IPH
J06poBONILH B HanpeHala Bb3pacT.

4.6. Bpemennoct H KbpMene

Jlanceat afieKBaTHH JaHEHM 32 yriorpebara Ha pregabalin npu 6peMeHsH.

[TpoyaBaHHATA NpH KUBOTHH Ca MIOKa3aIH PelipOAYKTHBHA TOKCHUHOCT (BX. pasmen 5.3)
TloTenpanuaT pUcK py Xopa e HenssecTeH. CrnefopatenHo, Lyrica ve Tpabba na 61 H3noN3paHa

1O BpeMe Ha GPeMEHHOCT OCBEH aKo II0NI3aTa 32 MaliKaTa SBHO HaXBBPil1 NOTeHUMATHHIA PHCK 32
moza. IIpy skeHH B IeTepoHa Bb3pact Tpia6ea fa Gbe IprnaraHa eexTHBHA KO

He
Ce NpenopriBa KbPMEHES.

4.7. EdexTn BLpXy cnocoGHocTT2 32 IodhHapane u pabora ¢ MAMEH
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KPATKA XAPAKTEPHUCTHKA HA TIPOIYKTA
LYRICA 300 mg hard capsules

Lyrica Moxke 7Ia IPHYABE BYEHS Ha CBAT ¥ CHHAMBOCT 1 CREJOBATEIIHO MOXKE /12 [IOBIIHAS
criocoBHoCTTa 3a Iodpase wiH paboTa ¢ MALHHH. TlaimenTHTE Ce CLBETBAT Ad He HOQHpaT, Ja He
paboTAT CBC CIOMHY MAIIHHE WiH 112 y4acTsaT B ApYTH TIOTEHIHAIHO PHCKOBH NEHHOCTH HOKATO C8
pasbepe ATH eYEHUETO 3acAra TAXHATA cTOcOBHOCT J1a H3BHPINBAT TE3H JEHHOCTH.

4.8. Hexeqans JeKapcTBeHH PeakBHA

KimmEv4HATA TpoTpaMa Ha pregabalin e BrIrovBaia Hajl 9000 ranHeHTH, KOMTO ¢a H3ITOI3BaTH
pregabalin, zag 5000 OT KOMTO Ca R3CHH yHACTHE B JBOHHO-CHENH Tanedo-KOHTPOHpPaHU
npoyusars. Haii-zecTo CBOGHIABANY HEXENAHH peakiiiy ca OWMi BUECHE Ha CBAT K CHHIHMBOCT.
He:xenanume peakiuy 00HKHOBEHO Ca GuTH JTEKH IO YMEPEeHH [10 cuna. YecToTara Ha IPEKBCBAHS HA
JIEUEHHETO TIOPAIH HEKEIAHH PeaKiliH 38 BCHYKN KOHTPOIHpAHH npoyuBarus e Gwna 13% npH
[ALHEHTH, ToMydasamy pregabalin, 1 7% npy HATKEHTH, BOMyHABaIlA mnane6o, Hait-gecture
HesKENaHH PeaKIyy, A0BeMH A0 NPEKHCBAHS Ha NEYCHHETO B TPYIIH, nexyBanH ¢ pregabalin, ca Omnu
BHCHE Ha CBAT U CHHIHBOCT.

B moneara TabnHna ca H30pOeHH 110 KJIACOBE H HeCTOTd (muoro wecta (>1/10), wecTs (>1/100),
<1/10), Heuects (>1/1000, <1/100) u penxu (<1/1000)) BorFKY HesKenaHH NEKapCTBEHH PeakiiH,
KOHTO 4 HACTBITHIIA ¢ HECTOTA I0-TONsIMa OT Tanebo ¥ NPH NOBEHe OT SARH NAlHeHT.

H36poeHnTe HexXeIaHu peakuui G1xa MOrIIH fa AT CBBP3AHH U ¢ HOAIEKAMOTO 3200711BaHE
W/¥N CHITBTCTBALTO JICUSHHE.

Cucrema B OPranE3sMa Hexelany JeKApCTBEHR PeaKItan

Hapymenns Ha KPLBAATA B JHMHA CACTEMA

Perxu HeyTponeHHA

Hapymienss B2 00MAHATA B XPAHCHETO

Yectd 3acHiBaHE Ha AleTHTa

Heuectu Amnopexcus

Penxu NUTIOTTHKeMHA

McuxuaTpHyHl HapyIIeHHs

Yectn EyOpHuBO HACTpOeHHe, 0GBPKaHOCT, HaManeHO mbuao,
pasmpasHHEMOCT

HevectH TleriepcoHany3aliis, aHOpTasMus, 6esmoKoicTBO, HETIPecH],

BE36ya, NPOMEHK B HACTPOEHHETO, 3aCHIIBANE Ha
6e3cBEMETO, MOTHCHATO HACTPOEHHE, TPYAHO HaMHPaHe Ha
LyMH, XANIONHHAIIS, aTONOTHYHY CHHAINA, HOBHITEHO
nuduno, MAHKWYeCKa aTaKa, anaTd

Penxu Herb3bpKaHocT, IOBHIIEHO HaCTPOSHHE

Hapymenas Ha HepBHATA CACTeMA

Muoro 49ecTH Buene Ha CBAT, CHHIMBOCT

Yecru ATaxcHs, HapyIleHNA Ha BHIMaHHETO, HapyIieHa
KOOPAHHALWS, HAPYLICHIS Ha YIAMETTa, TPeMOp, HH3apIpud,
TApecTe3HH

Heuectnn KOrduTHBHO Pa3CTPOHCTBO, XHNOSCTE3MH, nmedext B

3PHTEIHOTO IOJE, HICTArEM, TOBOPHO HAPYIIEHKE,
MHOKIIOHYC, XHIOpedueKcus, JUCKUHE3Ws, OBHICHR
ICHXOMOTOPHA aKTUBHOCT, BUEHE Ha CBAT [PH H3NPABAHS,
XUTIepecTesys, arey3isd, TyBCTBO Ha NapeHe, MHTCHIOHSH
TpeMop, CTYTOp, CHHKOM

Pepxu X UTIOKBHE3HS, TAPOCMHES, IHCTpads
QuuH HapyineHss

YecTH SaMBrICHO BIDKHAHE, HHIIIONHA
HeuectH 3puTento HapylIeHHe, CyX0oTa B

TIOH¥>KEHA 3PUTENHA OCTpoTa, 6O,
TIOBHUIEHA JIAKPHMALFS
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KPATKA XAPAKTEPHCTHEKA HA TIPOAYKTA
LYRICA 300 mg hard capsules

Penxu PoTorens, ApasHeHe B OYHTE, MHIPHA34, OCIMIIOICHS,
HApyLIEHO 3pHTEJTHO BE3IpHsTHE 38 NENO0UMHA, 3aryba Ha
niepudiepHO 3peHHe, CTpadu3EM, IOBHINEHA APKOCT HA

obpasuTe
Vmmen B Ja0EpHATHEN BapyIIeHns
HecTH CreroBbpTeN
Pegxu XHOepaxy3He
Crpaegun RapyIIeHAA
Heuect Taxuxapnus
Perxu ArpuoseHTpHKyIapeH 0ok I cTelieH, cHHycoBa

TAXMKApIHE, CHHYCOBA ApHTMMA, CHHYCOBa OpalyKapaus
CopIoBE HApyIIeHAS

Hevectn 3ayepBsapade, ropemIy BLIHN

Pepxu XHIIOTOHMA, CTYOCHY XpaHHHIM, XUINEPTOHWL
Pecoaparopad, TOPAKaAXEd H MEJHACTHHAIHE HAPYIIeHY A

Heuectn JHcIHes, cyXoTa B Hoca

Penru HazodapdHriT, Kallnuna, Ha3anHa KOHTeCTHS, elTHCTAKCHC,

PHHUT, XbpKAHe, CTArAHE B TEPIOTO
Facrponurec’mnannn HApYmeaHsa

Yectn Cyx0Ta B yCTaTa, 3areK, TIoBpLIaHe, (rarTyneHIHs

Heuecru Tlomyramne Ha KOpeMa, IIOBHIIEHO CIOHOOTAENAHE,
racrpoesodareanes pediyke, XHIOECTE3Hs Ha YCTHATA
KyXHHa

Penxu Acpoat, nucharns, aHKpeaTHT

Hapymiennrs Ba K03XaTa H NOXKOKHATA THKAH

Heuectt Iorene, namynoses 00puB

Penxu CryneBa noT, YpTHKapH

HapymeHusi Ha CKeJIeTEOMYCKY/IHATA CHCTEMA H CheANEHTEIHATE THKAH

Heuectn MycKyiHu NOTpelBaHus, IOAyBaHe Ha CTaBHTe, MYCKYHHHI

KPaMIIH, MUATITHT, apTpantus, GoNKa B repba, HOMKM B
KpaliHHK, MYCKYIIHa CKOBaHOCT

Penmxu LepBuxaneH cria3sM, GonKu BEB BpaTa, pabaoMuoIIH3a
BrOpeynn B MAKIHOHEY HapYIIeHHs

Hevectn Jrsypis, HHKOHTHHEHITHA HA YpHHATa

Pearu Onurypus, 650pedHa HemoCTaTEYHOCT

Hapymeyys Ha peIpOoAYKTHBHATA CHCTEMAa H MICYHHTE 5KI3M

Yect Epexrunua grcyHxius

Heuecru 3abaBena esKynaLus, ceKcyanHa JYcOyHKIA

Penxu AmeHopest, DONKH B I'spAaTa, CeKpelHa 0T I'bPAATE,

IUCMEHOpes, XHIepTpodis Ha IEpAaTa
O0mn HapyIIeHHs B HPOABM HA MECTOT0 HA NPRIIOKEHe

Yectu ‘YmopsemocT, riepHGepry 0TOLM, YYBCTRO 32 OIIIHEHUE,
efleM, HapyHleHa noxogka

Heuyectn AcTeHuq, nafanHe, KOKIa, CTAraHe B I'hpouTe

Penxu Bonesnena agazapka, IApekcUs, TPEIKY, OTOK Ha JHIETO,

MOYBAaHE Ha e3HKa

IIpomern B H3CHEKBARHATA

Yeetn YeenuuaBaHe Ha TEFECHOTO TEeINo

Heyectn TloBHIlEHKE Ha ANTAHHE aMEHOTpaHchepasaTa, IOBHINCHHE
Ha XpeaTHHUH PochOxuHa3aTa B KPBBTA, HOBUDIEHHE Ha
acrapTar amMEHOTpaHCc(epazaTa, HamalleHHe #a 6pos Ha
TpoMOOIHTHTE

Penxu TloBureHye Ha KpBLBHaTa 3aXap, I
B KPBBTA, [IOHWKEHUE Ha KaJTHL
Terno, NoHIKeHHe Ha 6pod Ha

4.9, IIpenozmpane
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KPATKA XAPAKTEPUCTHKA HA TTPOOYKTA
LYRICA 300 mg hard capsules

1ipu npemo3upare g0 15 g He ca crobMaRaHH HEOUYaKBaHH HEXENaHH peaxiyy. JledenreTo mpu
npeaozHpase Ha pregabalin Tpsabea fa BKMOYBA OOIIM MOUTEPHAIIH MEPKH H €BEHTYANHO
XeMOARAU3a MpH Hyxna (Bx. pazgen 4.2 Tabmuna 1).

5. @APMAKOJOI'HMYHNA TAHHH

5.1. DapmaxkopmHaMHINA cBoicTBA

Papmakoreparepriydaa rpyna: antuermnentiny, ATC xox: NO3AX16

JlexapcTBEHOTO RelNecTBO pregabalin e ananor Ha raMa-aMHHOMAcIeHaTa KucemuHa ((S)-3-

(aminomethyl)-5-methylhexanoic acid).

MexanuatM Ha fiefcTeye

Pregabalin ce cepp3pa ¢ ponsnuATeNHATa CYOeAHHANA (U2-0 GATHK) Ha BONTAK-3ABUCHMHITE
KaliWeBH KaHAIH B LEHTpanHaTa HepBHA CHCTeMa, H3MECTBAHKH MOLIHO *H]-gabapentin.

Cnmmren omar
HepporratiiHa GomKa

EdexribHOCTTa € JOKa3aHa B Ipoy4YBaHus XIpH AxabeTHa HeBPONATHA ¥ TIOCTXePIIETHYHa HeBPAaJITHs.
EdexTHBHOCTTa HE € NpoydeHa IpH ApYTH MOJENH Ha HeBporaTiyHa Oonka.

Pregabalin e npoyueH B 9 KOHTpOAHpPaHN KIHMHHYHE NPOYYBaHMA ¢ IIPOABIDKUTENHOCT Ao 13 cenmMuny
¢ IByxpaTed nHeper ripueM (IILT) u mo 8 cepmuim ¢ Tpukpates nueseH npaeM (TIL). Karo nsno,
0e30macHOCTTa M e)EKTHRHOCTTA IpK peskums Ha nosupare JITI 1 TITI ca 6mmm cxory.

B xHHWYHITE IPOYYBAHEA ¢ IPOALIDKITENHOCT A0 13 cenMuuy oTcrnabsaHe Ha Oonkarta e Omno
Ha6mo,r(aBaH0 [0 XKpas Ha ObPBaTa CEaAMHuta H Ce € 3ana3uiae upes Nellia [epHod Ha JISHYEHHE.

B KOHTPONHPAHK KIHMHUYHE Hpoy4sanus 35% OT nallueHTHTe, IeKyBanH ¢ pregabalin, 1 18% ot
MALMEeHTHTe Ha Ianeto ca HMaIK noxodpeHHe Ha TOUKOBUS Pe3ylITaT 3a OLleHKa Ha Goskarta ¢ 50%.
Cpex nauuenrure 6e3 IPOsBH Ha CHHIMBOCT TakoBa HoFoOpeHne e Ouno Habmopasano npu 33% ot
JleKyBaHure ¢ pregabalin u npu 18% ot nauuenTHTe Ha Iuraneto. IIpM mauueHTH ¢ NposBH Ha
CHHIHBOCT TEPANEBTHYHMAT OTTOBOp e Oun 48% B rpynata ¢ pregabalin u 16% B nmnanebo-rpynara.

Emmnericys

Pregabalin e npoyuer B 3 KOHTPOMHpPAHK KIFHIYHY [IPOYUBAHHA ¢ IPOJBIDKHTENHOCT 12 cemMuim
npu xsyxpated () wnu tpuxpares (TTI) auesen npuem. Kato ugno, 6e30nacHocTTa 1
etheKTHBHOCTTA NpH peskumy Ha gosupane JITIJT u T ca 6unu cxonH:.

Hamanenwre Ha gecToTara Ha IpHIaasuyTe e 6110 HabMoAaBalo K0 Kpad Ha IIbPBaTa CeIMHIIA.

5.2. PapMaKoREHETHIHH CBOHCTBA

PasHoBecHHTE (papMaKOKHHETHYHH TIOKa3aTeNH Ha pregabalin ca cxomHM NpH 3/paBu fodpoBoiny,
HAOHUCHTH ¢ CIMISNCHA, ITOMyUaBalliy aHTHEITHACIITHIH JIEKapCcTBa, H ITaNHEeHTH ¢ XpOHHYHA OOJKa.

Abcopbumg:

HACTBIIBALIM B PAMKHTE Ha €/{MH Jac e MPHIMKEHHE KakTo Ha el
MHOTOKpaTHH A03u. [lepopanHata 6HoHamyHOCT Ha pregabalin ce o

o,

b 7, A
HECI0UH ¢ pegdprcnma

ToE
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KPATKA XAPAKTEPHCTHKA HA ITPOAVYKTA
LYRICA 300 mg hard capsules
ot no3ata. Clef DOBTOPEH NIPHEM PABHOBECHH KOHISHTPALIHH ce JOCTHTAT B paMKHTE Ha 24 mo 48
yaca. CropocTra Ha pe3opOnus Ha pregabalin HaMAalsIRa IpH IpHEM C© ¥paHa, KOETO BOXH S0
nombxente Ha Cpaye ¢ 0K0I0 25-30% 1 3abaeaue Ha toy, 50 TpubnusuTendo 2.5 vaca. pueMst na
pregabalin ¢ xpana, o0adve, HAMa KIHHHTHO 3Ha9UM edieKT BBPXY CTENIeHTa Ha pe3opOmut Ha
pregabalin.

Pasznpenenenue:

TIpeAxaurWyHY TPOYIBAHKEA IFOKa3BAaT, ye pregabalin npemMuHasa npe3 KpbBHO-MO3BYHATA SapHepa Ha
MHEIIKH, TTEX0BE U MaliMyHu. Joka3saHo e, ge pregabalin nipeMusaBa npes mwiaiieHTaTa [IPH IUIEXOBE U
Ce OTKpHBA B MISKOTO Ha KBPMEIIH IurpxoBe. [IpH xopa 06eMBT Ha pasnpeneiieHre Ha pregabalin

cref nepopanet npreM e npubnusutenso 0.56 Vkg. Pregabalin He ce cBup3Ba ¢ 1wiasMeHHTe GeNnThIM.

MeTabonusnm:

MeTabomMeT Ha pregabalin mpl xopa e ipeHeGpexamo Mansk. Chex rpreM Ha 7038 PATHOAKTHEHO
GenszaH pregabalin npubnmsurenHo 98% oT paguoakTHBHOCTTA, YCTaHOBEHA B ypHHATA, ¢ Ouna
sempomeneH pregabalin. N-MeTHINpaHUAT ZepHBAT Ha pregabalin, OCHOBHHAT MeTafONHT Ha
pregabalin, OTKPHT B ypHHaTa, cseraBnsiea 0.9% oT gozara. B IpeAKNMHWYHE HpOoyYBaHHs He ca
YCTAHOBEHY JaHHH 32 pareMH3alis Ha S-eHaHTHOMEpa Ha pregabalin xo Herosus R-eHanTHOMED.

Ennvusnpane:

Pregabalin ce emMMEHEpa OT CHCTEMHOTO KphBOODpaiieHHe Ii1aBHo upe3 Op0pedna eKCKpelnid B
tenpomeneH BrA. CpenHOTO BpeMe Ha TIOYKHRBOT Ha pregabalin e 6.3 gaca. [TnasMeHUAT H
6BOpeuHuaT KIMPBHE Ha pregabalin ca HpaBo IPOIOPHHOHATIEE HA KPEATHHHHOBYA KIMPBHC (B,
pazaen 5.2 Hapymena 6p6pedna QyHiams).

Tlpu nauwenTy ¢ HamaneHa Os0pedHa GYHKIMA HIM Ha XeMOAHANH3a ¢ HeoOXoqHMO afanTHpaHe Ha
nozata (k. pazaen 4.2, Tabnuna 1).

Jnnetigoct / HeNnHeHHOCT:

DapMakoKHHETHYHHATE TIOKa3aTenH Ha pregabalin ca nuxeliny B paMKuTe Ha IpPeNOPBYHTENHHA
JHeBeH [030B HETepsasl. BapuabuaHocTra Ha dapMakoKUHeTHKATa Ha pregabalin Mexxmy HHAMBHIHTE
e manka (<20%). @apMaKOKMHETHKATa IPH MHOTOKpPAaTHO MpHAOKeHHe MOXKe Aa OB/le Npelcka3aHa oT
JIAHHHTE TIpH eHOKpaTeH NpyeM. CIeRoBaTEHO, He € HE0OX0MMMO PYTHHHO MOHMTOPHPAHE HA
IUTa3MEHNHTE KOHIEHTpaLpK Ha pregabalin.

@apmakoKkiHETHEA NIPH clelRQHIHA TPYRH DalBeHTH:

Tlon

KruHpuHETe MpoyYBaHud IOKA3BaT, 4e IONET He 0Ka3Ba KIMHHYEO 3HA9HMO BIHAHKE BHPXY
TLTa3MeHHTe KOHLIEHTpaluH Ha pregabalin.

Hapymena 6s0peuna GyHKIMA
KinupsHeRT Ha pregabalin ¢ npasonporopiHodaes Ha KpeaTHHHHOBHA KIHpEHE. OCBEH TOBa
pregabalin ce oTcTpansBa e(peKTHBHO OT IIa3MaTa 4pes XeMoAHanu3a (Ciex 4-4acoB0 XeMOHATH3HO
JleyeHHe NasMeHITe KOHIEHTPaUMH Ha pregabalin ce noHmxasat ¢ npubmusurenyo 50%). TwH kato
GB6peYHOTO eMMMUEHMPAHE € [IABHUAT IIBT Ha eMMHHHpaHe, IIPH HAllMeHTH ¢ HapyeHa 6s0peuna
dyuxips ¢ Heo6X0HMO HaMalsBaHe Ha JO3UPOBKATA, a CHEH XEMOIHAIH3A & g
JOMLALHTENEH TIpueM (BK. pazjen 4.2, Tabmumia 1).

Hapymena uepHonpoGHa dyHKIA

He ca npopesxnasy coelUaIHN GapMaKOKMHESTHYHY IPOYUBAHIS TP
yepaOApobHa dyHnxuua. Teii kaTo pregabalin He npeTHpIIABa 3HATUM
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NpeI¥MHO B HEMPOMEHEH BUJL B YpHHATA, HapyImeHaTa yepHoapobHa dyukima He O Tpadaano fa
IpOMEHs 3HAYNMO TUIA3MeHHTe KOHIISHTPalMH Ha pregabalin.

Tlamperra B HanpeHANa BE3pAcT (Haz 65 rOfiHHEM)

CrliecTByBa TEHASHITHA 32 HAMaNABaHe Ha KIMpEHCa Ha pregabalin ¢ HapacTRake Ha BB3pacTra. L0Ba
HaMaleHHe Ha IiepopanHus KIMPEHC Ha pregabalin chOTBETCTBA Ha IOHIKSHHETO Ha KITHPHHCA Ha
KpearyHHHa, CBEP3aHo ¢ HaripeABaHe Ha Bb3pacTTa. 1IpH NallHeHTH ¢ BB3pacToBO 00YyCIOBEHO
HapymeHHe Ha Op0OpeuraTa QyHKIHS MOXKE AA ce HATOKK HaMasidBaHe Ha [103aTa Ha pregabalin {Bxk.
paspen 4.2, Tabnuma I).

5.3. UpenkaannyHH A2HHHE 32 Oe30nacHOCT

B KoHBeHLHOHATHY (apMaKOIOTHYHH IIPOYIBAHHA 32 0€30NacCHOCT TIPH KUBOTHE pregabalin e
TIOKa3ai 200pa IOHOCHMOCT B ZO3H CHOTBETCTRaIY Ha KIMHIYHO NpUiaranure. B nipoyusat 3a
TOKCHYHOCT C HOBTADSIIH ¢& O34, IIPOBEASHH IIpH IUTEXO0BE H MaliMyHH, ca O1iTH HabMio aBaHH
edrerTs BBpxy HHC, BIOBOUMTEIHO XHIIOAKTHBHOCT, XMIISPaKTHBHOCT H ataxcus. Crien
TIPOALIDKHTENTHA eKCTIOSHIMA Ha pregabalin, cROTBeICTBAINA Ha EKCIIO3HIMA = 5 MIBTH HO-TOJIsMa OT
CpenHaTa EKCIIO3MITUA P XOpa NP MaKCHMAnHa IpellophyUTe/IHa KIHHIYHA 1033, ce Habmonasa
TIOBMUIEHA YeCTOTa Ha aTpodii Ha peTHHaTa, 00nyaino HabmoaaBasa FpH IUTEXO0BE atbHHOCH B
Hallpe[lHana Bb3pacT.

Pregabalin He e TeparoreHeH NpH MHUIIKY, IUTbX0BE WM 2afiom. PeTajiHa TOKCHYHOCT IPH ITEXO0BE |
3aiilp e HacThIIHIA CaMO TIPH eKCIIO3HLH, HAXRXBHIIAIIM 3HaAYMTeTHO Tasy IIpH xopa. B
TIPEHATATHW/ TIOCTHATAIHH H3CTISBAHHS 38 TOKCIHHMHOCT pregabalin e goBen 10 NosBa HA TOKCHYHM
ediexTH BBPXY Pa3BUTHETO Ha IOKOJIEHHETO IPU INTHFXOBE Clief] eKCHO3HMLIKY >2 IIBTH II0-TOINEMH OT
MaKCHMANHATA NIPETOPbUHTENHA SKCIIO3MIMS TIPH XOpa.

Pregabalin He e reHOTOKCHYEH BL3 OCHOBA HA PE3YIITATH OT CepHA OT ik Vitro U in vivo U3CIeOBaHus.

Tlpy nnbXoBe ¥ MUIIKE ca GMIM IPOBEASHH IBYTONHITHH NpoydBaHus ¢ pregabalin 2a
KapuuHoreHsocT, Ilpy niexoBe He ca Hab/IOAABaHM TYMOPH CIeR eKCIIO3HIMH A0 24 HETH I0-TOJIeMH
OT CpeJiHATA eXCIIO3HIIA IPY XOPa IPH MAKCHMAITHATA IIPENophUMTENHa KIHHHYHA fo3a or 600
mg/nex. [Ipyr MUIIKK He e 61na HaOnroaapaHa TOBHIICHA YECTOTA Ha TYMOPHTE IIPH EKCIIOSHIHH,
niofo6HK Ha cpeHaTa eKCIIO3HUMS TIPH X0pa, HO MpH MO-BHCOKY SKCIIO3UIHHK € 61ia HabmofasaHa
TIOBHILEHA HECTOTA HA XeMaHriocapkoM. HereHoToXCHIHMST MeXaHH3bM Ha HHEAYLIHPAHOTO OT
pregabalin oOpasypaHe Ha TYMODH TP MMUIKY BKSTIOYBA POMEHH B TPOMOOLKTHTE H nponudepalms
HA SHFOTENHH KieTKE. TaxuBa TpoMOOIMTHN NpoMeHR He ¢a OHIIH YCTaHOBEHH IIPH IUTBX0BE IWIH IIpX
XOpa B PAMKUTE HA KpaTKOCPOYHK U OrpaHMYeHH ABIFOCPOYHH KIMHMYHY Mpoy4sanud. Jluncear
JIOKa3aTelICTBa, IIpe/IMoJTAraiifi PHCK IPH XOpa.

ITpu MAajy ITHX0BE BUAOBETE TOKCHYHOCT HE Ce pasiIMyuaBaT kayecTBEHO OT Te3H, HAOMOoAaBaHH NpH
3penH rTbxoBse. Milagute IIBX0Be, 00ate, ca 1o-uyBcTBUTenH:. [IpH TepaneBTHYHH SKCTIOSHULIHE ca
OMITH YCTRHOBEHH KITHHHYHM ITpossH oT LIHC KaTo XMNIepakTHBHOCT M CKBPHAaHe ChC 350H H W3BECTHH
NIPOMEHH B pacTexxa (IIPexofHO NOTHCKAHe Ha HANJIaBaHeTO Ha Teriio). EdexTi BppXy 1MKbIa Ha
pazronsame ca Ouny HabmogaBaHy OpH eKCHO3HUNT, HAOXBRPILAINA 5 HETH TasH IIPH X0Opa.
HepporioBezeHueCkH/I03HABATEN Y edeKTH ca 61nn HabRlogapaHy NIPH MiTaxy INTeXoBe 1-2 cemmuiy
Il eKCIIO3UIIH >2 mHTH (OTTOBOP KBM 3BYKOB CTHMYIT) HIIM >5 mbTH (00ydeHue/laMeT) No-rojtiiMa
OT TeépaneBTHYHATA KCIIO3UHHA [pH Xopd.

6. @APMANEBTIIYHH TAHEW

6.1. CoHcBK Ha NOMOIMEATE BeIIECTEA

Croppikatie Ha KarcynaTa:
Lactose monohydrate
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Maize starch
Taic

Kancynua oGpuBKa:

Gelatin

Titanium Dioxide (E171)

Sodium Laurilsulfate

Silica, colloidal anhydrous

Purified water

Red Iron Oxide (E172)

TlewaTro MacTHnO:

Shellac

Black Iron Oxide (E172)

Propylene Giycol

Potassium Hydroxide

6.2. HechEMeCTHEMOCTH

Herprnoxemo.

6.3. Cpox Ha rogHOCY

3 rogxHy.

6.4. CoenHajHH YCIIOBMSA HA ChXpaHeHye

To3H NeKapeTBO He H3MCKBA CHELMANHY YCNOBHA Ha ChXpPaHeHHe.

6.5. BEA ¥ chABPKAHHEE HA ONAKOBKATA

PVC/anymuuuesu GnucTepy, coabpxanmi 14, 56 wnu 112 (2 x 56) TBpIH KANCYIH.
PVC/anymimniens 6mucTepy ¢ mepdopaliid 3a Beska OTeNHa K034, ChIbpxkaiy 100 x 1 1espau
Karcysii.

HDPE 6yTruka, ceapprxaitia 200 TEPAN KAancyiy.

BB3MOXKHO € 3 He ce pefjiaraT Ha na3apa BCHUKH BHHOBE ONaKOBKH.

6.6. Ilpemopsxe npH ynorpeda

Hama coenuyanyy HsHCKBaHER.,

7. HPHTEXATEN HA PASPEINEDHETO 3A YIIOTPEBA

Pfizer HCP Corporation

235 East 42" Street

New York, NY 10017 — 5735
Usa

8. PEIHCTPAIIHOHEH HOMEP

20050390

9. JATA HA IBPBO PA3SPEIITABAHE 3A YIIOTPEBA
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10. JATA HA (JACTHYHA) AKTYAM3ATIAA HA TEKCTA
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