KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
LYRICA 200 mg hard capsules

1. TBHPTOBCKO HAUMEHOBAHWE HA TEKAPCTBEHHA IIPOAYKT

LYRICA 200 g T85pms Kancym MUHUCTEPCTRO HA SHPABEGHASBAHETO
JIAPHKA 200 mg TBEpAY Kancymi TiphAoKERSR KbH
paspeweniie aayroTpeSa \1. )y UQ\_{,\% o403
2. KXAYECTBEH U KOJHYECTBEH CHCTAB J—? / 12 .06.0( (8
3

Beska TRBpAa kancyna ceaspka 200 mg pregabalin. 3a noMomHATE BENECTRE, BISKTE PASHEN 6.1

3. JEKAPCTBEHA ®OPMA

Tebpha xaricyna

Kancyna ot 200 mg: CBeTNIO OpaHKeBH TBBPIH JKENATHHOBY KalCYIIH, MapKupaHa ¢ “Pfizer” Brpxy
Kanaikara 1 “PGN 200” pppxy TANOTO Ha KancyaTa ¢ YepHO MACTHIIO.

4, KIAHWYHH FAHHHA

4.1. TepaweBTAYHH HOKAZAHHS

Hesponatiusa 6oka

Lyrica e riokazana 3a ieueHue Ha nepubepHa HeRponaTHYHA O0IKA NPH BE3PACTHH.
Enunencug

Lyrica e moxazasa KaTo HOIBIHHTEIHO Te4eHHe IPH BB3PACTHH ¢ TapIHANHH IPHNALEIM ¢ i Oe3
BTOPHYHA FeHePATH3ALIHA.

4.2. JJo3ApoBKA H HAYHH HA HPHJIOKEHAE

JHozoBraT urrepsai e oT 150 go 600 mg Ha AeH paznpeneneHy B ABa WK TPH NpHEMa.
Lyrica moxke pa Oblte ipHeMana ¢ wiy 6e3 xpaHa.

Hesponatiuna Gonka

Jlegenuero ¢ pregabalin Moxke fa 3amouHe ¢ Jo3a ot 150 mg Ha feH. B 3aBHCHMOCT OT
HHHBHIY2HUA TepalleBTHYeH OTroBOp Ha NalfeHTa M NOHOCHMOCTTA, A03MpOBKaTa MoxKe fa Or/e
ypenrgera no 300 mg Ha geH clied HHTepBan ot 3 go 7 xHH, & IpH HeobXOAHUMOCT A0 MaKCHMAITHA
Ho3a o1 600 mg XHeBHO cliell JOILIHITeHEH 7-FHEBEH HHTEPRAIL

Enunencus

Jleuenpero ¢ pregabalin Moxke Ja 3amoudde ¢ Ao3a 0T 150 mg Ha feH. B 3aBUCHMOCT OT

MHAMBHTY AlHES TEPANeBTHYEH OTTOBOP HA MTAWMEHTa X IOHOCHMOCTTA, AO3HPOBKATa MOXKE Nia Opae
yeemruena o 300 mg Ha mew cuexn 1 cenmuna. Maxcumasiara £oza oT 600 mg Ha ne;
HAOCTHI'HATA ClIel( OIlie eNHa ROITBIHHTETHA CoRAMHIIa.

IIpexparapane Ha JedeHKneTo ¢ pregabalin

TIOCTENICHHO B paMKHUTEe MAHAMYM Ha 1 cemvmnia.




KPATKA XAPAKTEPUCTHEKA HA TIPOIYKTA
LYRICA 200 mg hard capsules

Hayuenmu ¢ napyuiena 6vbpeyna gyuxyus

Pregabalin ce elTHMHHHpa OT CHCTEMHATA IMPKYNALHA IIaBHO ypes Op0pedHa eKCKpelHs B
HeripoMeHeH BUA. Thif KaTo KHPHHCBT Ha pregabalin e paBo NPONOPLMOHATEH HA KPEATHHHHOBHA
KIHPBHC (B3K. pasfen 5.2), HamanssaHeTo Ha 103412 NPH NalyeHTH ¢ BapyineHa Op0peuna GyHKips
TpsbBa Ja 6bAe HHAUBHIYANH3UPAHO B CHOTBETCTBUE C KpeaTHHHHOBHA KIMppHC (CLCr), kakTo ¢
nocouero B TaGmiia 1, KaTo ce npuiiara cnexHaTa GopMyna:

[140 - Bw3pacrra (roguun)] x reraoto (kg)

CLer(ml/min) = { x 0.85 3a xenn)

72 x cepymuus kpearusud (mg/dl)

Pregabalin ce orcTpanasa edekTHBHO OT INasmara upe3 Xemonuanuza (50% ot nekapcTBoTO 32 4
waca). [Ipy nanmenTd Ha XeMoHany3a JHepHaTa 03a pregabalin TpsaGsa na Oppe aganTHpana B
33BHCHMOCT 0T OB0peuHaTa GyHKINA. B ZONBMHEHNE KEM HTHEBHATA [03a HETIOCPEACTBEHO Clle
Beska 4-4acopa XeMonmaitusa Tpsabea Aa Obhe nafeHa LONBIHUTENHA No3a (Bx. Tabmma 1).

Tabmmia 1. AnanTapase Ha TO3KpoBKaTa Ha pregabalin B 3aBucuMocT OT OBOpeuHaTa QYHKIHA

KpearuauHoB Ob1ma auesHa no3a Ha pregabalin * Pexxum Ha posupaHe
xampsHC (CLy)
{ml/min)
Hauansa foza Maxcrmansa xo3a
(mg/pen) (mg/nex)
=60 150 600 T v TIL
>30 - <60 75 300 JUIH wimu TILT
>15-<30 25 —50 150 BT v JTIL
<15 25 75 Bl
JlomsAHHTENNA 1032 HEMOCPESNCTBEHO Cllel XeMORHau3a (mg)
| 25 | 100 EnsoxpaTsa fosa *

TIII = Pasgenend B TpH NpleMa

JITII = Pazgenedy B [Ba OpHeMa

EIIJ] = EnHokpaTHa JHEBHA [032

* Ofara guesHa 1032 (mg/new) Tpabea Ja 0bae pasfiencHa, KaKTO € YKa3saHO B peXKHMa Ha NO3HpaHe,
38 [1a ce [oNIydar mg/nosa

* MomsIHKTENIHATA 032 € SAHOKPaTHA

Hpunooicenue npu hayuenmu ¢ HAPyueHa Yeprodpodna pyHryus

TIpH mankeHTH ¢ HapyileHa YepHopodHa QyHKIMA He € HeoBXoauMa NpOMsIta Ha JO3HPOBKaTa (BK.
pazzen 5.2).

Hpunooicenue & demexa u 1onouecka gvspacm (om 12 do 17 20d0uru)
BesonacuocTTa 1 edeKTHBHOCTTA Ha pregabalin TipH MeAHATPHYHM NAMEHTH Ha $53pacT ok 12
TOAMHHE M IpH I0HOIIHN HE € YCTaHOBEHA.

He ce nipenopbusa MpHIIOKEHUe B AeTCKa BB3pacT (BikK. paszuen 3.3).

IIpunosicenye npu nayuenmu 8 HanpeOnana 8v3pach (Hao 65 200uHw)

nopazy Hamanena 6b6peuna Gynruws (Bx. “Ilanpents ¢ HapylueHa 650pedna cpy Hff gilleg , )

Ilpu naiueHTH B HaUpeIHaa BE3PacT MOKe Aa Ce HANOXKH HaMansBaHe Ha A03aTa Ba pregabali
.
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KPATKA XAPAKTEPHCTHKA HA TIPOOYKTA
LYRICA 200 mg hard capsules

4.4, ChoemHAMRR BpeNyNpe:AeHAS H COENHATHA IPENIA3HN MEPKH NPH ynoTpeda

IMaumenTH ¢ peKy HACHENCTBEHH 3200TABAHES KATO TalaKTO3HA HEHOHOCHMOCT, NebHIHT Ha 1aKTa3a
Ha Lapp HiIH DII0K030-Tanakro3Ha mManabcopbuus fe TpAdBa fa NPHEMAT TOBA JEKapCTBO.

B ¢hOTBETCTBYE ¢ HACTOSIIATA KIMHHYHA NPaKTHKA MPY HAKOW HAlMEHTH ¢ AualeT, KOUTo HaanaBar
Ha TErNO 1pU Jeuenue ¢ pregabalin, e HeoOX0AUMO ananTHpaHe HAa XUTOMTHKEMUYHOTO IEUEHHE.

JlewenyteTo ¢ pregabalin e GHUIO CBBP3AHO ¢ BHEHE Ha CBAT M CHHIMBOCT, KOUTO OMXa MO xa
yBEIHYAT YECTOTATA Ha CliyualiHo HapaHapaue (IafaHe) NpM NAlMeHTH B HANPEAHAsA BB3PacT.
CrieioBaTeNHO, NalueHTHTe TpsOBa N2 GhOaT NOChBeTBa | Ja OLAaT ¢ IIOBKIIEHO BHMMAHHME, JOKATO
He Ce 3aII03HasT ¢ IOTEHIHATHHTE SQeKTH OT JICUSHHETO.

CrIecTBYBaT HEIOCTATHYHO JAHHH 33 CIHPaHeTO Ha TIPHEMA Ha CHHETCTBAN AHTHEITHIIENITHIHH
JleKapcTBa Ce MOCTHraHe Ha KOHTPON Ha IpHIaxbLmTe ¢ pregabalin kato moGass4Ha Tepalmid., 3a Ja
ce ImpeMHHe Ha MOHOTepanHs ¢ pregabalin.

4.5. JlexapcTBesn B APYrA B3auMOeicTBHA

TBit kato pregabalin ce excipeTupa NpeAUMHEO B HEIIPOMEHEH BHJ B ypHHaTa, MeTabonuzupa ce
npeHeOpEXUMO MaNKo TpH Xopa (<2% oT [03aTa ce YeTaHOBABa B ypHHATa 1oj ¢opMarta Ha
MeTaGoNUTH), He MHXHOHpA JIeKapCTBeHHI MeTabOMM3EM i1 Vifro U He ¢e CBBP3BA C TUIasMeHuTe
GEeNTHIH, MAKO BEPOATHO € TOM A NPeM3BHKRA WIH J1a YJIaCTBa BEB (hapMaKOKUHETHYHH
B3aHMOJEHCTBHA.

CHOTBETHO, B in Vivo IpOy4YBaHusd He ca HAONIONAaBaHy ISTHHIYHO 3HAUMMH (hapMaKOKHHETHYIHH
B3auMOZeHCTBYS MexHy pregabalin i phenytoin, carbamazepine, Bannpoesa KicellkHa, lamotrigine,
gabapentin, lorazepam, oxycodone mnu ethanol. Iomynannosesn ¢apMaxOKHHETHIEH aHAIM3 TI0Ka3Ba,
*Ie IepOpaNHUTE aHTHANAOETHY CpeficTBa, My PEeTHIHTe, insulin, phenobarbital, tiagabine u
topiramate HsMar KIMHMYHO 3HaveM edeKT BhpXY KINpbHCA Ha pregabalin.

EnRHOBpeMeHHOTO NpHiIoKeHue Ha pregabalin i NepopasHUTe KOHTPAUSHTHBHYE CPACTBA
norethisterone W/u ethinyl oestradiol He HoBNHsBa hapMaKOKHHETHKATA IPH CHCTOSHHE HA
PaBHOBECHE Ha HHTO IHO OT TE3H BEIIECTBA.

MuorokpaTHH epopalHy K03k pregabalin, MpHNOKeHH eFHOBPEMEHHO ¢ oxXycodone, lorazepam wnu
ethanol, He BOAAT 0 KIMEHYHO 3HauKMH edexrd BBpXy Auianeto. Pregabalin BeposTHO uMa
aUTHBHO AeliCTBHE BHPXY HAPYIICHUATA Ha IO3HABATENHATA H IBUTaTenHaTa QyHKIEA, IpHUHHEeHH
ot oxycodone. Pregabalin Moxxe fa sacunu edexrute Ba ethanol i lorazepam.

He ca nipoBexnany crenddUuHE NPOyYBaHAT 32 HapMAKOAHHAMIYHA B3aHMONESHCTBHS IIPH
oGpoBONIM B HallpefHana Rb3pact.

4.6. BpemeHHOCT ¥ KhpMeHe
JIuIICBAT afeKBaTHH JaHHHU 32 yroTpedara Ha pregabalin nipu SpeMeHEm.

ITpoy4BaHHAT2 NpH >KUBOTHHE Ca TIOKa3alH PeNpOEYKTHBHA TOKCHIHOCT (BK. pasien 5.3)
IloTeHIMasHUST PHCK IpH X0pa e Hemseected. CnenosarenHo, Lyrica ve Tpabsa na 6p/e U3Monsy

mnozia. TIpu xenu B AeTepoaHa BL3pacT TpAORa a 6bae npmiaraia edexTHBHA KOHTPaLery

He e uzpecTHO manu pregabalin ce exckperupa B MaifdHHOTO MILIKO IIPH X0pa; To# obaye 4&"
YCTAHOBSABA B MAMYHHOTO MAAKO NpH IIIEXOBe. CnefoBaTe/IHo, O BpeMe Ha JISYeHHe C preg;

Ce Ipenoprp4Ba KEpMeHe. ‘,:“ E

4.7. Edextn Bppxy ciocofHoCYTa 32 mopupane H pabora ¢ MANIHHH



KPATKA XAPAKTEPHUCTHKA HA ITPOAIYKTA
LYRIC4 200 mg hard capsules

Lyrica Moyke fa IpHYHHA BHeHE Ha CBAT M CHHUIMBOCT M CIIENOBATENHO MOMKE /14 TIOBIIHAS
criocoBHoeTTa 32 IModupane win paboTa ¢ Mamney. JlalenTrTe ce CBRETBAT []a He Mo(HpaT, Ja He
paboTAT chC CIOKHHE MAIIHAN WM 1A YYACTBAT B APYTH [IOTSHITHAIHO PHCKOBH ASHHOCTH HOKATO C&
pazbepe gasiu JICUSHHETO 3acqra TAXHaTa ClIocOOHOCT /12 H3BBPLIBAT TE3H ASHHOCTH.

4.8. HexxenagH JeKapCcTBEHY PeaKNEH

KnvHuuHaTa niporpama Ha pregabalin e Bunowysana yal 9000 naleHTH, KOWTO ¢a H3TON3BaIH
pregabalin, #an 5000 0T KOWTO ca B3eNH YYacTHe B ABOHHO-CIeNH MNAane60-KOHTPONHPaH
nipoyuBanust. Haif-uecTo cpro0mapaHn HeKeTaHy PeakIH ca GHiH BHeHe Ha CBAT ¥ CHHIHBOCT,
Hesxenatmre peakiyiy 0OHKHOBEHO ca OWIH Ieky O YMEPEHH IO Ciia. YeCTOTaTa Ha [IPEKECBAHE Ha
NEUeHHUETO TOPaIH HEXEAHH Peakliiy 38 BCHUKH KOHTPONHpaHH Ipoy4sanus € 6una 13% npu
TALIEEHTY, TIOMyYaBallH pregabalin, i 7% NpH NamueHTH, MoMydasatiy miaeto. Hall-uectrre
HEeXENaHY peaKi(ly, AOBEH [0 PeKbCBaHe Ha JeYeHHEeT0 B IPYIH, JIeKyBatH ¢ pregabalin, ca 6mii
BMEHE Ha CBST W CHHIHBOCT.

B monuara Tabnuna ca H36poeHH 10 Kiacose K yectoTa (Muoro yectd (>1/10), wectn (>1/100),
<1/10), vewectn (>1/1000, <1/100) u penxm (<1/1000)) Bcouky HexelaHH JEKAPCTBEHH PEAKIIHY,
KOMTO €& HACTHIMITH C YECTOTA IIO-TONAMA OF 1anebo H Ipy noBede OT eIHH NaUMeHT.

Vi6poeHuTe HexXelaHy peakiiH 61xa MOrIH fja ObAAT CBBP3aHH H ¢ OJIEXAOTo 3a601ABaHe
H/WIIH CHITFTCTBAUIO ISUEHHE,

CHcrema B Opragasma Hesxenanup JeKapcTBEHHE Peakuy

Hapyulenus Ha KPbBHATA ¥ MHMOHA CHCTEMA

Penru Heyrponenus

Hapymennst Ha 00MAHATA H XPAHEHETO

Yectn acknBane Ha aneTura

Heuectn AHopeKcus

Pemxu XHIIOTMHKEMHES

HenxaaTpasas HAPYINEBIT

Hectu Eydopuuno HacTpoeHue, 00bPKaHOCT, HaMaleHo THOM/IO,
Pa3npasHEMOCT

Heuectu Jleniepcopanuzanys, asoprasmus, 0e3moKoHCTRO, ASTIPecHs,

BB30YIa, NPOMEHH B HACTPOSHHETO, 3aCHABAHE HA
feaCBHEETO, MOTHCHATO HACTPOeHHe, TPYAHO HAMHPaHE Ha
IYMH, XaTIOOHAHALTL, TATONOTHYHHE CBHAA, TOBHIINEHO
AUOMAY, TaHUYeCKa aTaka, alaTH

Penku Hepp3aAEp#anocT, MOBUIEHO HACTPOGHNS

Hapymenas Ha HepBHATA CHCTeMA

MHoro YecTH _ Buene Ha cBAT, CEHIIMBOCT

Yectn Atrakcus, HapyIIeHNHT Ha BHIMaHHETO, HapylleHa
KOODAHHAITHA, HAPYUISHUs Ha TaMeTTa, TPEMOP, HU3APTPHS,
TIapecTe3nu

Heuecrn KorantreHO pascTpolcTRO, XMIoeCTe3Hd, fedekT B

BPHTEMHOTO 10JIe, HUCTAarbM, TOBOPHO HADYIUEHHE,
MUOKIOHYC, XUIIopedneKxcis, JMCKHHE3U, IIOBHIIEHA

IICHXOMOTOpHA aKTHBHOCT, BUEHE Ha CBAT IIpH M30paBsHe,
KMIIEPECTE3 I, arey31d, MyBCTBO Ha lTapeHe, HHTEHITHOH;
TPEMOp, CTYTIOP, CHHKOTI

Pemrut XUNOKUHE3Hs, IApOCMs, AHcrpadua
OgHE HapymeHHs
Hect 3aMPBIIEeHO BIDKAAHE, THILIONHS :
Hegectn : 3pUTeAHO HapyIIeHHe, CYXO0Ta B OUUTE, OTOK Ha OYH Ao
MOHW/KEHA 3pATeNHa 0CTpoTa, OONKH B OUMTE, awreﬁonﬁg,\\d‘ .
NOBHILEHA JAKPUMAITHs i ;" .
W



KPATKA XAPAKTEPHCTHUKA HA ITPOAIVKTA

LYRICA 200 mg hard capsules

Pegxr

Vman o Ja0ApHATEH HapyIIeHEHs

YectH

Penxu

CppaessH HAPYMEHAS
Heuectn

Penxu

CrpoBE BapyWICHAN
Heuectn

Penxu

PecnupaTopHH, TOPAKAIHA B METHACTHHAIHHA HAPYWeHHS

HegecTH
Penxu

T'acTPOHHTECTHHANHN HADYCH A

YectH
Hegectu

Peprn

Hapymeanﬂ HAa KOXATa H NOAKO0XXHATA TEXKAH

Heuect:
Penxu

Hapymennﬂ Ha CKEJETHOMYCKYIHATA CHCTEMA ¥ CHefHHHTENHATA ThRAH

Hevecru

Penxu

BrOpedss B MBEKIHOHEA HAPYIICHEA

Heuects
Penxn

Hapymemiﬁ HA PEHPOAYKTHBHATA CHCTEMA H MICYHHTE JHIIEIN

YectH
Heuectn
Penxu

OGa HAPYIUeNHs H BPOsiBH Ha MACTOTO HA BPHIIOKeHAe

Yectu

Hedgecti
Penxu

TlpoMeHn B H3CECABAKMATA

HecTH
Hegecru

Pegxu

dorolicHs, ApasHeHe B OHUTe, MUAPHAa3a, OCIIIONCHS,
HapyIIEHO 3pUTEHO BE3IpHATHE 32 AEn0ounHa, 3aryba Ha
niepiiepHO 3peHHe, cTPadU3bEM, NOBHINEHE APKOCT Ha
obpazure

CreToBBpTEK
Xunepaxyssc

Taxwrapaus
AtpuoBenTpHKynapet 610K I cTenes, ciHycoBa
TaXMKAPAUs, CHHYCOBA apHTMI, CHHYCOBa OpafguKapits

3agepesBaHe, ropely BbIHH
XUnOTOHHES, CTYIeHH KpakHHITH, XHITEPTOHIS

Hucriges, cyxoTa B Hoca
HazobapHHIaT, KaOBIHNa, Ha3ansa KOHFeCTHd, ENHCTAKCHC,
DUHHT, XbpKaHe, CTAraHe B IBPIOTO

Cyxora B ycTara, 3alek, NoBpbluaHe, diaryieHuus
TlomypaHe Ha kopema, IIOBHINEHO CIFOHOOTAENSHE,
racTpoesodareanes peduIyke, XUOECTE3HA Ha YCTHATA

KyXHHa
Actmr, aucharys, naHKpeaTHT

[NoTene, mamynozes oOpHUB
Crynena 10T, YpTHKAPHS

MycKyRHH TIOTpedBaHys, TIOJyBaHE Ha CTABHTE, MyCKYIHH
KpaMIIH, MHaIrysd, apTpanris, 60Ky B repba, omxu B
KpalHuK, MycKyIHa CKOBaHOCT

IiepBuKaneH criasem, GONKH BBB BpaTa, pabaoOMMOII3a

Husypia, HHKOHTHHEHIHS Ha yprHaTa
Onurypus, 6p0peyna HeOCTATEYHOCT

FpeKTHaHa AUCOYHKIUL

3afapena eaKyJanms, CeKCcyanHa AUCGyYRKINT
Awmenoped, OOnky B IepAaTa, CEKPEiHA OT I5PAATE,
IyMcMeHopes, XunepTpodiit Ha I'pAaTa

VmopsieMocT, fepiepHH OTOLH, TyBCTBO 3a OIMAHEHHUE,
efieM, HapylIeHa IIOX0Ka

AcTeBds, NafjaHe, JKaKaa, CTAraHe B IEPAHTE

BonesHexa aHazapka, IMPeKCHA, TPhHKU

VaennuapaHe Ha TEIECHOTO Termo
TJoBHINEHME Ha alaHHH aMHHOTpaHcdepaszaTa, IIOBHINCHHE
Ha kpeaTHHEH (pochOKMBA3aTA B KPBBTA, IIOBIINCHHE Ha

acTapTaT aMHEOTpaHcdepasaTa, HaManeHye Ha Gpod H
TPOMOOLMTHTE "ﬁ

TlopunieHNe Ha KpBBHATA 3aXap, NOBHIIEHHUES Ha Kpear i
B KPBBTA, NOHIDKEHHe Ha Kalud B KPBBTa, 3aryda Ha /TEJIGCI.% o i)
TErI0, NOHIDKEHKE Ha Opos Ha JIEBKOUHTHTE f Rz

4.9. IIpeposmpane

\1\‘ ----.«»



KPATKA XAPAKTEPHUCTUKA HA ITPOIIYKTA
LYRICA 200 mg hard capsules
ITpu mpemozupare 1o 15 g He ca chobluaBany HeOYAKBAHH He)XelaHH peakuuy. JleuenyeTo npH
Tnipeso3upase Ha pregabalin TpaGBa Ma BKIFOYRa 0O MOANBMKAIM MEPKH H €BEHTYATHO
XeMOIHANU3a pH HyxIa (Bx. pazaen 4.2 Tabnuna 1).

5. GAPMAKOJOI'WYHIE JAHHEA

5.1. PapmaxoguEaMAIEN CBoHcTBa

dapmakoTepanesTHyHa rpyna: antuemwientuuy, ATC xoa: NO3A (mpepnoxen)
JlexapeTBeHOTO BemecTBO pregabalin e aganor Ha raMa-aMHHOMAacHeHaTa kucemasa ((S)-3-

(aminomethyi)-5-methylhexanoic acid).

MexanmssM Ha nelicTere

Pregabalin ce cepp3Ba ¢ AONBIHETENHATa CyOeIHENIA (0y-0 0eNTEK) Ha BTN 3ABUCHMHUTe
KanipeBH KAHAIM B HEHTPANHATa HepBHA CHCTEMA, U3MECTBAHKH MOIHO [ *H]-gabapentin.

KnunraeH OnuT
Hegponateyna Gonka

EdexTHBHOCTTA € [OKa3aHa B IPOYYBaHMS TIPH JHabeTHA HEBPONIATHA M OCTXePTIeTHYHA HEBPAJII KA.
EdexTuBHOCTTA HE € IPOYYEHA IIPH JPYTH MOZIENH Ha HEBPONATHYHA OOJKa.

Pregabalin e npoyues B 9 KOHTPONUPaHH KIHHWYHK IPOYYBAHHA C IPOMB/DKUTEAHOCT Ko 13 ceaMHUM
¢ ABykpaTeH Aueped nprem (A1) u no 8 ceamumm ¢ Tpuxpaten axeseH npuem (TT11D). Kato wano,
6€30IaCHOCTTA H eeKTHBHOCTTA NPH pexkumMu Ha posupane JIII i TII ca 6w cxomsu.

B xavHHYHATE NPOYYBAHHSA ¢ TIPOFBIDKUTENHOCT Ko 13 cemmmuu orcitabpane Ha Gosiata € 6o
HaOIIoKaBaHO JIO Kpasd Ha ITEPBaTa CefIMMIA M C& € 3al1a3Hilo Hpe3 LellHd NepHO/ Ha NedeHHe.

B KOHTpOMHMpAKH KIMHMYHE HPOYUBaHHS 35% OT HaleHTHTe, TeKyBaHy ¢ pregabalin, u 18% ot
HallMeHTHTE Ha rlaledo ca uMmans nonobpenye Ha TOUKOBHS Pe3ylTar 3a OLeHka Ha Gomxata ¢ 50%.
Cpen naupeHTHTe Ge3 rposBY Ha CHHIMBOCT TaKoBa Nofobpenne e 6uno Habmonasauo npu 33% ot
nexyBauuTe ¢ pregabalin u npu 18% ot naumenTHTe Ha Wwiaue6o. [Ipy MalMEeHTH ¢ UPOABH Ha
CHHIEBOCT TEPANEBTHUHMAT OTroBop e 61t 48% B rpynarta ¢ pregabalin u 16% B nnanebo-rpynara.

Emunencus

Pregabalin e mpoyden B 3 KOHTPONHpPAHH KIMHIIHA APOYUBAHMA C IPOAB/UKUTENHOCT 12 cepMuny
npu aeykpates (JIILT) wiu tprkpared (T nuesen npuem. Karo nao, esornacHocTTa B
eeKTHBHOCTTA IIpH peskaMy Ha mosupase JIIIT u TIH ca 6unu cxomuy.

Hamanenue Ha YecToTATA Ha IpHNANEIHTE € Ouiio HabmogaBalo 0 Kpad Ha bpBaTa CceAMHIA.

5.2. PapMaKOKHHETHIHE CBOHCTBA

PasHOBeCHHUTE HapMAKOKMHETHYHY [10Ka3aTeNH Ha pregabalin ca CXOAHH IpH 34paBH 106pOBOILH,
NAlHeHTH C eNHIelICHs, TOMyYaBalljy AHTHEITUICNITHHHE JISKapeTBa, B NRHHEHTH C XPOHHYHA

Abcopbins:

R
MHOTOKpaTHH A03H. [lepopangara SuoHanAYHOCT Ha pregabalin ce ouakea na e >90% me iesaBicHNa”

QT Jo3dTa. C.FIBI[ TOBTOPEH NpHEM PABHOBECHH KOHHCHTPAIHH CC JOCTHUTaT B paMKHUTe H&\ﬁ%iﬂ%g"“
\h "’h#ﬁ



KPATKA XAPAKTEPHCTHKA HA TIPOIVKTA
LYRICA 200 mg hard capsules

yaca. CKkOpOCTTa Ha peaopOis Ha pregabalin HamansBa [IPH NpHeM ¢ XpaHa, KOETO BOAM A0
momxskeryie Ha Cp,, ¢ oxoo 25-30% u 3abanane Ha ty,, 10 npronusuTenno 2.5 Jaca. IlpuemsT Ha
pregabalin ¢ xpara, o6ave, HIMa KITHHAYHO 3HAYMM e(eKT BEpXy CTeneHTa Ha pe3opOuusd Ha
pregabalin.

PaznipenencHue:

IpeAxRUBEYHYE NpoydIBaHis [I0KA3RaT, Ye pregabalin mpemMuHaga pes KPEBHO-MO3bYHAaTa Gaprepa Ha
MHIIKH, IIEX0Be H MaiiMyHu. [loxasaHo e, ye pregabalin npemunasa Ipe3 NNaUEHTATa NPH ILTBXOBE B
ce OTKPHBA B MIKOTO Ha KbpMeInd mbxone. I1pu xopa obeMeT Ha pasnpezenenne Ha pregabalin

e mepopaneH npueM e npudnuzutendo 0.56 Vkg. Pregabalin ve ce cBbp3Ba ¢ miasMeHuTe OeNTHIM.

Merabonuzbm:

MertaGomm3MET Ha pregabalin npu Xopa ¢ npeHeGpexuMo Marek. Clell IpHeM Ha 1032 PpafHOaKTHBHO
Genszan pregabalin npubmusutenHo 98% ot pagrHoaKTHRHOCTTa, YCTAHOBEHA B YpHHaTa, € Huna
HempoMeHeH pregabalin. N-MeTHIMpaHUAT AepyBaT Ha pregabalin, OCHOBHMAT METaOONMT Ha
pregabalin, oTKpuT B ypiHaTa, cheTasnapa 0.9% or Fosata. B npeAxnvHUYHY NPOYYBaHKS HE Ca
YCTaHOBEHM AAHHH 32 palleMH3alis Ha S-eHaHTHOMepa Ha pregabalin fo Beroeua R-enagTHOMED.

EnpMuHEpase:

Pregabalin ce enHMMHKpa OT CHCTEMHOTO KphBOODpalleHHe raBHoO upes Gp0pedHa excKpers B
nenpomeneH BHI. CpeJHOTO BpeMe Ha IONMy>KHBOT Ha pregabalin e 6.3 yaca. IliasMenusT 1
OBOpedHHIT KIHpPBHC Ha pregabalin ¢ca mpaso NpoNOPHMOHAIHA Ha KPEaTHHHHOBES KIMPBHC (BK.
pasnen 5.2 Hapymena 650pevuna QyHKums).

TIpu nauwenTH ¢ HamaneHa Gp0Opetna QyHKIA K Ha XeMOAHai3a € HeoOXONMMO afanTHpase Ha
nosata (8. pasgen 4.2, Tabmama 1).

*

JHunetizocT / HenupelHOCT:

PapMaKkOKHHETHIHUTE [I0Ka3aTelH Ba pregabalin ca MMHeHHM B PAMKMTE Ha IPEHOPLYMTENHAS
JHEBEH JI030B HuTepBail. BapuabunnocTra Ha hapMakoKKHeTyKaTa Ha pregabalin Mex Iy HHIUBHIHTE
e Maika (<20%). ©apMakoKMEETHKATA NI MEOFOKPATHO NPIIIcIKEHHE MOKE Aa OBfe NpelcKasana oT
IDaHHHTE TIPH egHOXpaTeH npueM. CIeROBaTENHO, He € Heo0XOAXMO PYTHHHO MOHUTOPHpAHE Ha
Ia3sMEHKTE KOHIEHTPAlHy Ha pregabalin.

DapMaKOKMHETHKA TPH CHEITHGHYHHE IPYIH DATHSHTH:

on

KnupuasmTe IpoyHBaHis IOKa3BaT, Yye IQJIBT He OKa3Ba KIHHHYHO 3HAYUMO BHHAHHE BBPXY
Ia3sMeHHTEe KOHIEHTpaliy Ha pregabalin.

Hapymwena 686peuna QyHKIHA
KmpBHCST Ha pregabalin e npaBonponopHEOHaneH HA KpeaTHHHHOBHA KiuphHe. OCBeH TOBA
pregabalin ce oTcrpaHsBa eeKTHBHO OT IIa3Mara Ype3 XeMoauanmsa (cies 4-4acoB0 XeMOHATIAZHO
JeveHKe IWIA3MEHHTE KOHIEHTpalH Ha pregabalin ce noHwkasar ¢ mpudnmsurenso 50%). Trit kato
GEOpEeHOTO eNEMARNpPAHE ¢ IIABHHAT ITFT Ha eIHMHHHpane, TIpH HAlAeHTH ¢ HapyiueHa Op0pedna
dyHxuus e HeoOX0OEMO HaMasiBaHe Ha NO3HPOBKATA, a CIIe] XeMOAUaIH3a € Heo0XomM
NOMBIEMTERSH TpHeM (Bx. pazgen 4.2, Tabmuna 1).
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KPATKA XAPAKTEPHCTHKA HA TTIPORYKTA
LYRICA 200 mg hard capsules

TPEAMMEO B HENPOMEHEH BHJI B YPHHATA, HapylieHaTa deproapobua dyHxumsa He bu Tpabsaio ga
TpPOMEHA 3HAYHAMO [UIA3MEeHHTE KOHIeHTPAL|H Ha pregabalin.

TlarmenTHd B HanpeHana BB3pacT (Hazg 65 TOnHHN)

CriiecTByBa TEHOCHIIHS 34 HAMAIIBaHe Ha KIUphHCa Ha pregabalin ¢ HapacTaHe Ha Bp3pacTTa. ToBa
HaMaleHHe Ha TIepOpanHus KIMPBHC Ha pregabalin crOTBETCTBA Ha TIOHIKEHHETO Ha KIHPBHCA HA
KpeaTHHHHA, CBBP3aHO C HalpegBaHe Ha Bb3pacTTa. [IpH nanueHTH ¢ Bp3pacToBo 00yCI0BEHO
Hapylierre Ha GeOpeunaTa QyHKIMA MOXe fa ce HaloxH HaMaJiisaHe Ha J03aTa Ha pregabalin (Bx.
pazzen 4.2, Tabmua 1),

5.3. YIpenxnuHAYAH AapHA 32 Ge30MacHOCT

B XOHBEHIMOHATHH (HapMAKONOIHYHY POy YBaHMA 3a 6e30I1aCHOCT IIPH XUBOTHE pregabalin e
Hokasan 4o6pa HOHOCHMOCT B 503K CHOTBETCTBAINH Ha KITHHHYHO IpUaranuTe. B IpoyuBaHws 3a
TOKCHMHOCT ¢ IIOBT2PSIIH CE 03K, IPOBEJEHH YIPH IIBX0Be 1 MaHMYHH, ca OMIH HaOonaBaHA
etexrr ppxy [[HC, BRIIOYHTENHO XUTOAKTHBHOCT, XMIEPAKTHBHOCT H atakcud. Cren
MPOABIDKHTENNA eKCTIO3HIIA Ha pregabalin, CHOTBETCTBAINA HA EKCIO3MIIKA 2 3 IETH TIO-TONLAMA 0T
CpemHaTa eKCIIO3MLHS IIPH X0pa HPH MAaKCHMANHA TIpelOphUHTENHA KITMHIYHA /1034, ce Habmoaasa
TIOBMINIEHA YECTOT2 Ha aTpodhs Ha peTuHaTa, 00HYalino HabmoaBaHa TIpH ITHX0BE aNGHHOCH B
HapexHana BE3pacT.

Pregabalin pe e TeparoreneH IPH MUIIKY, TUTEX0BE WM 3ainy. DeTanHa TOKCHYHOCT NIPH IUIBX0BE H
32HITH e HACTHIIHIA CAMO NIpH SKCIIO3UIIMHE, HAIXBBPIIIH 3HaUUTEIIHO Ta3H Ipu Xopa. B
NpeHATATHI/ TIOCTHATAIHI H3CTEeABAHNA 32 TOKCHYHOCT pregabalin € HoBen Ko 10ABa Ha TOKCHYHH
eieKTH BEPXY Pa3SBHTHETO Ha MOKOIEHHUETO IIPH JUIBX0BE e/l eKCIIO3HIME >2 IIATH [O-TOJIEMH OT
MAKCHMANHATA [PeHOPLYHTENHA SKCIIO3HUIHA HPH Xopa.

Pregabalin He e TeHOTOKCHYEH BE3 OCHOBa Ha Pe3YNTATH OT CEPHS OT iR VIIF0 U in Vivo H3CIelBaHHA.

Tlpu IUTEX0Be M MUIIKH ca GHITH HpOBefeHH JIBYTONUUIHE MpoyyBamus ¢ pregabalin sa
KapIHHOreHHoCT. 1IpH IIreXoBe He ca HaOMIORABAHM TYMOPH CIIeI €KCIIO3MIF A0 24 IETH NO-TONEMH
OT CpemHATA eKCIIO3HLIH [IPH XOPA TIPH MAKCHMaTHaTa NPenopbhIrTeNHa KIMHIYHA f03a 0T 600
mg/nen. [Tpu MUIIKH He e Gy1a HaGIIoKaBaHAa NOBHIIEHA YECTOTA HA TYMOPHTE IPH SKCHOZHMLINH,
110IO0HH Ha CPeHATA eKCTIO3HLMA TIPH XOPa, HO IPH TI0-BHCOKH eKCIIO3HIMH € Onna Habmonasana
TIOBMINIEHA YECTOTa Ha XeManruocapkoM. HereBOTOKCHIHHAT MEXaHU3BM Ha HHIYHHPAHOTO OT
pregabalin o6pasypaHe Ha TyMOPH IIpH MEIIKY BIJIFOUBA HPOMEHH B TPOMOOLMTHTE | nposkbepars
Ha eHOTeNHH KieTkH. Takipa TpoMOOLMTHH NPOMeHH He ¢a OMIH YCTaHOBEHH NPH ILTHXO0BE WIH OpH
XOpa B paMKHKTe Ha KPATKOCPOTHH ¥ OTpaHHHeHH ABIrOCPOYHM KINHMYHE NpoyyBatus. Jluncear
JIOKA3aTeNICTRA, MPeqOarany pHCK IIPH X0pa.

TIps MIae IBXOBE BHAOBETE TOKCHYHOCT HE CE Pa3iiuaBaT KaueCTREHO OT Te3H, HabIonaBaHy mpy
3peNy TsXOoBe. MuaguTe IWIBX0Be, 06ade, ca TIo-JyBCTBHTENHM. 1IpH TepanieRTHIHY eKCTIO3KIHA ca
6T yCTaHOBEHH KiuHHYHY rposaey oT JHC KaTo XuIepakTHBHOCT | CKBPLAHE Che 350H Y H3BECTHH
npoMerd B pacTexa (IpexoqHo NOTHCKaHe HA HaIaBaHeTo Ha Terso). EQexTn BEpXy UKEIa Ha
pasroHBase ca 0wy HabIoNaBaHH IPY eKCIIO3HIHA, HATXBBPILIIA 5 WETH TA3H NPH X0pa.
HesponopeaeHuecki/osHasaTentu edexty ca O HabnrofaBaHy HpH MIAHH MIEXose 1-2 cenmuuy
CIEN EKCTIO3MIKS >2 IETH (OTTOBOp KBM 3BYKOB CTHMYIL) MM >5 mpTH (00yHenne/NaMeT) No-rorIma
OT TEpaneBTHYHATA eKCIIO3UIKA TIPH X0pa.

6. GOAPMATEBTHYHM JAHHHA

6.1. CoHcLR ¥a NOMOIMHEHTE BeliecTBA

Creaeprxadue Ha Kancynara: ' !
Lactose monohydrate e
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KPATKA XAPAKTEPHCTHKA HA [TPOZIYKTA
LYRICA 200 mg hard capsules

Maize starch
Tale

Kancynua oOsHBKA:

Gelatin

Titanium Dioxide (E171)

Sodium Laurilsulfate

Silica, colloidal anhydrous

Purified water

Red Iron Oxide (E172)

TTeuatHo MacTHIO:

Shellac

Black Iron Oxide (E172)

Propylene Glycol

Potassium Hydroxide

6.2. HecoBMecTAMOCTH

Henpunoxumo.

6.3. Cpoxk Ba rogaoct

3 romuHH.

6.4. Crnenmuanan yc/IOBHSI HA CbXPAHEHHE

TO3H JeXKapCTBO HE H3VICKBA CHEIHAHE YCIIOBHA Ha ChXpaHeHye.

6.5. Byg H CHALPXAHHE HA ONAKOBKATA

PVC/anymurauesy OiucTepH, ChIbpxamiy 2] uni 84 TBHpAN KanCyIH.
PVC/anymunners 6macTeps ¢ nepdoparis 3a Beska OTAeNHa 103a, chappkamy 100 x 1 tespau
KAIICYId.

BE3MOKHO € Aa HE C& HpeUIaraT Ha I1a3apa BCHYKH BHIOBE OIAKOBKH.

6.6. Ilpenopnxku HpRH yOorpeda

Hama crieliHaniy H3HCKBAKI.

7. TPUATEXATE] HA PAZPENIEHFIETO 3A YIIOTPEBA

Pfizer HCP Corporation

235 Bast 42™ Street

New York, NY 10017 — 5755
USA

8. PETHCTPAIHOHEH HOMEP

9. JATA HA XIBPBO PASPEINABAHE 3A YIHOTPEBA




KPATKA XAPAKTEPHUCTHKA HA TIPOYKTA
LYRICA 200 mg hard capsules

10. JATA HA (JACTHYHA) AKTYAJIA3ATIV HA TEKCTA




