KPATKA XAPAKTEPHCTHKA HA ITPOIVKTA
LYRICA 50 mg hard capsules

1. TBHPTOBCKO HAHMEHOBAHME HA JEKAPCTBEHHA DPOAYKT

LYRICA 50 mg TS5pIH KATCYSTH HAHECTEPCTB0 HA 3APABEOMASBAHETO

JIHPHUKA 50 mg TRBpAY KauCyiu
g TREPA ¥ {TMagHeREe KoM

paspenewie aaynorpeba e \o L e 4G5\ 3.08-0

=

2. KAYECTBEH U KOJMYECTBEH ChCTAB -
677/ 42.06- oo

Beska TBbpAa Kancyna cpABpika 50 mg pregabalin. 32 moMoniuuTe BEMECTEE, BIKIE Pa3aen6.1- .

3. JIEKAPCTBEHA @0PMA

Tsnpaa kancyna

Kancyna ot 50 mg: 651a TBBpHA XeNaTHHOBA Kacyna, Mapkupana ¢ “Pfizer” sbpXy Kanaukara
“PGN 50” Bppxy TAIOTO Ha KalICyNaTa ¢ YepHO MacTIIO. TANOTO € MapKHpaHo CBHLIO H ¢ YepHa
HBHIIA.

4. KIHHAYHH JAHHU

4.1. Tepanesra9HHE HOKA3AHHT

HepponaTHyra O0IKa

Lyrica e nokazana 3a JleueHue Ha iepucepHa HepponaTiiHa 60i1Ka ITpy BE3PACTHH.
Enmnencus

Lyrica e moxazaHa KaTo JOMBIHATENHO IeYeHHe IIPH BH3PAcTHH ¢ NaplHaNHA NPHIIagbIH ¢ MM 0e3
BTOPHYHA IeHepanu3ali.

4.2. Jo3apoBKa H HAYKE HA NPHOKeNEe

JHoszosuar urrepsain € ot 150 g0 600 mg Ha feH paznpeneneHd B ABa WK TPH npHemMa.
Lyrica Moyke ga 6blie preMaHa ¢ 1y 0e3 XpaHa.

HeppornaTiupa 0nKa

JleuenmeTo ¢ pregabalin Modxe Na 3anoyse ¢ Ko3a ot 150 mg Ha feH. B 3aBHCHMOCT OT
HHMBHIYATHYS TEPANEBTHYEH OTTOBOP Ha HaLMeHTa ¥ [IOHOCHMOCTTa, JO3UPOBKAaTa MOXKe 1 Opae
ypenudera 7o 300 mg Ha JieH cles HHTepRan oT 3 0o 7 /HH, a P4 HeoOX0AUMOCT IO MAKCHMAJIHA
noza oT 600 mg THEBHO clef JONEIHUTENEH 7-IHeBEeH HHTEPRAL.

Emanencusg

JleuenwmeTo ¢ pregabalin Moxce fa 3amoune ¢ 103a ot 150 mg Ha ieH. B 3aBUCHMOCT OT
HHMBHEYAIHNS TepaeBTHYeH OTTOBOP Ha NAllHenTa H TIOHOCHMOCTTa, HO3HPOBKATA MOXKE Aa Oblie

IOOCTHIHATA CHEJ OlIEe €I A NOIFLIHETeHA CeaMHLA.
IInexparsBane Ha NeIEHHETO ¢ pregabalin
B cBOTBETCTBHE ¢ HACTOALNATA KIMHIYHA NMPaKTHK:, aK0O JEYEHHETO ¢ pregabal

ICCTENICHHO B paMKHTE MHHHMYM Ha 1 cemvmua.




KPATKA XAPAKTEPUCTHKA HA ITPOIVKTA
LYRICA 50 mg hard capsules

Hayuenmu ¢ napywena 6vopeyna @yuxyus

Pregabalin ce enHMUEEHPa OT CHCTEMHATA EPKYNALHS ITTaRHO upe3 OpOpedHa eKcKpenys B
HenpoMeHeH BHA. ThH KaTO KIMPBHCEHT Ha pregabalin e Npaso MpoloOpUHOHAeH HAa KPEaTHHHHOBHA
KIHpPBLHC (BXK. pasfgen 5.2), HaMalsBaHeTo Ha N03aTa PY HaleHTH ¢ Hapyliesa 0b0peuna QyHKIms
TpsOBa Na ObAe WHIUBHAYAIIN3HPAHO B COTBETICTBHE ¢ KpeaTHHUHOBHA KnupsHC (CLer), kakro e
mocouero B Tabmuua 1, kaTo ce mpunara cnexHata GopMyna:

1140 - BB3pactTa (TomuHu)]} X Ternoro (kg)
CLer(ml/min) = ( x 0.85 3a >xeHu)
72 x cepymuus KpeatuHuH (mg/dl)

Pregabalin ce orcrpaHsBa eheKTHRHO OT IIa3zMata upe3 Xemopuanusa (50% ot nexapcTBoTO 33 4
yaca). [Tpy manpeHTH Ha XeMofHanM3a JHEBHATA 03a pregabalin TpsOsa na 6Bne aganTHpata B
3aprcHMOCT oT OpOpeynaTa ¢yHKkIMA. B fombnHenHe XBM JHEBHATA §034 HEITOCPEACTBEHO CIIGH
BeAKa 4-yacopa xeMommanuia Tpabea fa Obne faneHa HonmiHUTENH2 Fo3a (B, Tabmuma 1).

Tabmuma 1. AjanTapase Ha no3ipoBkaTa Ha pregabalin B saBucumMoct oT 6s0peunara dyHKms

Kpeatnamzos O61na OHeBHa mo3a Ha pregabalin * Pexxrm Ha Ko3upade
kuapbsHC (Cly)
(m)/min)
Hagansa nosa Maxcumanna fosa
(mg/nen) (ing/neH)
> 60 150 600 I v TITTT
>30 - <60 75 300 IO wnu TI
>15 - <30 25-50 150 EXT v JTTIT
<15 25 75 ENO
JHomunAuTERHA 1032 HEMIOCPEACTBEHO ¢lIel XeMOAHaii3a (mg)
| 25 | 100 | Enmmokparsa gosza *

TII = Paspmenenn B TpH Mplema

JIII] = Pazgenend B ABA IIpHeMa

EII = EguoxpaTha JHEeBHa f03a

* Ofmata auesH2 fo3a (mg/meH) Tpa0Ba Ka 6bA€ pasieleHa, KAKTO € YKa3aHO B peKEMa Ha JOSHpaHe,
32 Jia ce MOJy3aT mg/nos3a

* JIONBITHATEHATA £034 € SIHOKPATHA

Ilpunoowcerue npu nayueHmy ¢ HAPYWeHa YepHoopobra gynryus

[Ipy nanpenTy ¢ HApYIHICHa YepHOAPOOHa QYHKINA HE € HeoOXORHMa HPOMAHA Ha /IO3HPOBKATA (BK.
pasnen 5.2).

Ilpunoscenue ¢ demexa u ionoutecka sv3pacm (om 12 0o 17 z00unu)
BesonacyHoctTa i edekTHBHOCTTA Ha pregabalin Npu NeauaTpydHK NAUMEHTH Ha BL3pacT mox 12
FOAWHY H [IpY IOHOIIK HE € YCTaHOBEHA.

He ce npenopsyBa NPUIOKEHUE B JETCKA BB3pacT (BX. pasaen 5.3).

IIpunoorcernue npu nAyueHmy 8 HanpeOHANA 8v3pacm (Had 63 200unY)
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4.4, Coemaannp Npenynpexxiedys H cHeNHaloy OPeIIa3yd MePKA Xpn ynorpeda

TTanpenTd ¢ peKH HACHEACTREHH 3a00IBAHMA KaTO TanakTo3Ha HeHOHOCHMOCT, HeQHLNT Ha AaKTa3a
Ha Lapp 1nH FIoK030-TanakTo3Ha ManadcopOups ve TpaOBa a IPHEMAT TOBA JIEKAPCTRO.

B cLOTBETCTBHE ¢ HACTOAIAATA KIHHAYHA [PAKTHKA U HAKOH NALHEHTH ¢ AuabeT, KouTo Haluasar
Ha Terno NpH JedYeHHe ¢ pregabalin, e HeobXoauMo afaliTHPaHe Ha XMIIONHKEMHIHOTO JIEYEHHE.

Jleuenuero ¢ pregabalin e 6110 CBBP3aH0 ¢ BUSHE Ha CBAT H CHHIMBOCT, KOMTO OIXa MOFIH §a
YBEHYAT YECTOTATA Ha CNyJaliHo HapaHaBaHe (NafaHe) Npk NalMeHTH B HanpeXHalla BE3pacT.
CriezoBaTeNHO, aleHTHTe TpsaOBa na &'pIaT NOCHBETRBARM Na OBJAT ¢ NOBHIIEHO BHUMAHME, JOKATO
He Ce 3aII03HAAT C IOTEHIHAIHUTE e(PEKTH OT HEUSHHETO.

CrInecTBYBAT HEHOCTATHUHO AaHHH 3a CIHPAHeTO Ha NpHeMa Ha ChITHTCTBALIM aHTHEITAIETITHIHE
NeKapcTBa cief] [OCTHraHe Ha KOHTPOJ Ha JIpHITaXbIMTe ¢ pregabalin xato nobapbuta Tepanys., 3a Ja
ce IpeMuHe Ha MOHOTepammus ¢ pregabalin.

4.5. JlekapcTBeHM H APYIM BiaumoledcTBHN

Tsif xato pregabalin ce eKCKpeTHpa HPeHUMHEO B HENIPOMEHEH BHA B YPHHAaTa, MeTabonusnpa ce
IpenebpeRIMO Mamko IpH Xopa (<2% OT [03aTa Ce yCTaHOBiBa B YPHHATA II0] opMaTa Ha
MeTaboNuTH), He MHXHOHpPA JeKapCTBEHUA METabONU3EM K Vilro ¥ He Ce CBBP3Ba C IUIa3MEHHTE
BesTEIH, MAIKO BEPOATHO € TOH fia peIH3BHKRA MITH JIa Y4acTBa BB (apMaKOKMHETHIHH
B8HMORCHCTBHAL

CrOTBETHO, B i1 Vivo NpOYUBaHMsA He ca HAONMIoNaBaHy KIMHUYHO 3HAYHMH (GapMaKOKHHeTHYHH
B3aUMOFEHCTBMS MeKAy pregabalin u phenytoin, carbamazepine, Banmpoepa xucenHHa, lamotrigine,
gabapentin, lorazepam, oxycodone v ethanol. Ilonysanuones dapMakoKHHETHYSH aHANMS ITOKA3Ra,
4e TIiepopalTHUTe aHTHANAOSTHH CPEicTRa, UYpPeTHIUTe, insulin, phenobarbital, tiagabine u
topiramate HAMAT KIUMHHYHO 3HaUMM eeKT BEpXy KIHpBHCA Ha pregabalin.

EfsoBpeMEHHOTO NPHIIOKEHH e Ha pregabalin i nepopaiiHyTe KOHTPAUSIITHBHY CPEACTBa
norethisterone w/uinu ethinyl oestradiol He moBnuspa QapMakoKMHETHKATA IIPH CHCTOAHEE Ha
paBHOBECHE Ha HUTO €RHO OT TE3H BEHISCTBA.

MHorokpaTHd HepopailHi A03u pregabalin, npuioxeny eAHOBpPeMEHHO ¢ oxycodone, lorazepam UiH
ethanol, He BONAT KO KIMHHYHO 3HAYHMH eeKTH BHPXY OuliaHeTo. Pregabalin BeposaTHo HMa
a[IATHBHO AEHCTBHE BEPXY HapyLUSHHATa Ha I03HABATENIHATA H ABUraTeNnaTa GyHKIu, IPUIHHEHH
ot oxycodone. Pregabalin Moxe n1a 3aciny edexrure Ha ethanol 1 lorazepam.

He ca npobesxnany crennduaHy Npoy4BaHud 3a GapMaxoquHaMHYHH B3aHMOACHCTBUS [IPH
AOOpOBOMLM B HanlpeAHAaNa B3pacT.

4.6. BpeMeHHOCT M KEPMeHe
JluniceaT ageKBaTHy FAHHH 3a yroTpedaTa Ha pregabalin mpu GpeMenHu.

TIpoyuBaHBEATA [IPH KHBOTHHA ca [IOKA3ATH PENIPpOAYKTHBHA TOKCHYHOCT (BiX. pasnen 5.3)

1o Bpeme Ha GPeMEeHHOCT OCBEH aKO IOJI3aTa 3a MalKaTa TBHO BAXXBBPIA TOTEHL]
mioza. [IpH xxenu B eTepoiia BE3pact TpadBa na 6bae Npunarada eekTHBHA K,

ce MperopkuBa KbpMeHe.
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4.7. EdexTH BHpXy cnocobroctTTa 3a modupane H padora ¢ MAMKHH

Lyrica Moske @ IPHYKHE BHSHE Ha CBAT M CHHIIHBOCT H CIIEJ0BATENHO MOXKE f1a OB
cnocoBGHOCTTa 3a modupane WiH paboTta ¢ MAKHA. [1alMenTHTe ce ChBeTBaT Aa He odupaT, Jia He
paboTAT CBC CIOKHH MALTHHY HITH & YIaCTBAT B APYIH TIOTeHIHATHO PHCKOBH ASHHOCTH JOKATO c&
pasBepe Jany Ae4eHHETO 3acATa TAXHATA CIOCOOHOCT 12 W3BBPINBAT TE3K ACHHOCTH.

4.8. HexenaHH jeKapCTREHH PeakIAE

KimprgHara mporpama Ha pregabalin e srnousana #af 9000 nargeHTH, KodTo ¢a H3NOM3BAIIH
pregabalin, tian 5000 ot KOHTO ca B3eH y4acTHe B ABOHHO-CIIENH TL1aleb0-KOHTPOIMpaHH
npoyupanms. Haji-uecto cpofniapaHy HeXKeIaHK PeaklMM ca OHIM BHEHE Ha CBAT ¥ CHHJIHBOCT.
Hexenanute peakuuu 00RKHOBEHO ca OHITH JIeKH KO YMEPEHH 10 CHa. YecToTata Ha HpEKBCBAHE HA
JIe9eHHETO MOPaIH HeKeMAH Peakiyi 38 BCHYKY KOHTPOMKpaHH Npoy4BaHud e 6una 13% npu
HAllMeHTH, ToyyaBamy pregabalin, u 7% npu nanuesTy, Nomyyasaitd wianeto. Halti-uecrure
HEJKEJJAHH PeaKliiy, AOBeH 0 IPeKseBaHe Ha JIeUeHHeTO B TPyIH, IeKyBaHH ¢ pregabalin, ca Oumu
BHEHEe Ha CBAT H CHHIMBOCT.

B nonzara Tabnuaua ca u36poern Do KiacoBe | wecToTa (MHOro ety (>1/10), vectn (>1/100),
<1/10), neuectd (>1/1000, <1/100) u penxu (<1/1000)) BcHuKy HeXeTaHH JEKAPCTBEHH PEAKLIMHM,
KOMTO Ca HACTBIMIHK C YECTOTAa HO-TONsIMA OT Tuiane®o M MpH MOBeYe OT eNUH MallHeHT.

VisGpostyiTe HexenaHy peakly Oita MOrH Ja OBIAT CBBP3aHH H C IONEKAOTO 3ab0aBaHe
W/HIIH CHIIBTCTBAIO JISUeHHE,

Crcrema B OpragasMa Hexenany nekapcrseHs peakupn

Hapymenns Ea xphBHATA H TEMQHZ CHCTEMA

Penxu Heyrponenus

Hapymenss Ha 00MSHATA B XPAHEHETO

YHeeru 3acuiBase Ha aneTHTa

Heuectu AHOpeKcHT

Penru XUNOrmuKeMus

Y cuxpa¥payan HApYIREHHS

Yectu EyhopuuHO #acTpoeHHe, 00bPKaHOCT, HaManeHo THOU0,
pa3ApasHEMOCT

Heuectu JleTiepcoHanu3aiys, aHOpra3Mus, 6e3noxoicTBO, Aepecus,

BE30ya, IPOMEHH B HACTPOESHHETO, 3aCHIIBAaHE HA
6e3CBHHMETO, TIOTHCHATO HACTPOSHHKE, TPYAHO HaMHpaHe Ha
OyMH, XaTFOLHBais, MaTOIOTHMYHH ChHHMILA, TOBHIIEHO
THOHI0, TAaHKMYECKa aTaKa, anaTHs

Pemicu Hepp3nEpKaHOCT, MOBUHIEHC HACTPOCHHS

HapymeHus Ha HepBHATA CHCTEMA

Muoro gecTi Buene Ha cBgT, CHHIUBOCT

Hectr ATaxchs, HapylUeHHs HAa BHUMAHHETO, HapyieHa
KOOpIUHAINs, HApYIUSHMS Ha IlaMeTTa, TPeMOp, JU3apTpHs,
TApeCTE3HH

Heuecru KOrHHTHBHO pascTpOHCTBO, XHITOSCTe3M, ASDEKT B

3PUTENTHOTO I10Ne, HUCTATEM, TOBOPHO HapyIICHUE,
MHOKJIOHYC, XunopeIeKcus, QUCKAHE3Ms, HOBHIIEHA

TpeMOp, CTYNIOP, CHHKOM

Penxu XHNoKUHEe3Hs, TapoCcMus, Iucrpadgus

Oqun gapyneRns

YecTH 3aMEBITICHO BHOKIAHE, JHIDIONHA

Heyectn 3pHTeNHO HapyIleHUe, CYX0Ta B O4MTe, OTOK Ha OF




KPATKA XAPAKTEPUCTHKA HA TTPOIXVKTA
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MOBHLICHA JIAKPUMAIRHA
Perxu DoTONCHA, APa3HEHE B OMHTES, MEAPHA3a, OCIFITOICH,

HapyIIeHO 3PHTeNHO BE3IPUATHE 32 NEN00UHHa, 3ary0a Ha

niepHQepHo 3peHue, cTpabu3BM, IOBHILEHa APKOCT Ha

obpazute
Ymied 1 N20HpHETHA HAPYIIeHEs
Jectn CBeToBBPTEX
Perxu Xurepakysuc
Cupneuny HapyleHns
Heuectu Taxuxapausa
Penru ArtpuoBenTtpHiynapes 6510k [ crenen, cuHycoBa

TaxUKapyus, CHHYCOBa apHTMHA, CHHyCOBa OpauKap/iHs
CnaoBH HApYMIEHHASN

Heuectu 3auepBgBaHe, ropellld BEIHH

Perxu XunoTouud, crylieHH kpaHHHANY, XHepTOHMSA
PecuHpaTopin, TOPaKaINA 4 MEXRACTHHATER HAPYI e

Heuectu Hucnres, cyxoTa B Hoca

Penxu Hazodapusrir, xaniuga, HazanHa KOBMECTHS, SIIUCTAKCHT,

PHHUT, XBPKAHE, CTATAHE B THPIOTO
TacrpoHATEeCTHHATIHN HAPYIeHHs

YectH CyxoTa B ycTaTa, 3aneK, oBphilane, duaTyneHnus

Heuectn Tlogysarie Ha KOpeMa, IOBHINEHO CIIOHOOTARNIIHE,
ractpoesodareanes pedayKe, XHIOECTE3HA HA YCTHATA
KyXuia

Penxu Acngr, nucharis, TaHKpeaTHT

Hapymenns Ha KOXAT2 H BOAKOKHATA ThKaK

Heuectn Horere, nairynoses oOpus

Penxu CryzmeHa NOT, ypTHKapHs

HapyueHas Ha cReJeTHOMYCKYIHATA CHCTEMa H CheARHATEIHATA THKAH

Heuecru MyCKyNHE IOTPETIBaHHS, TIONYBaHEe Ha CTABHTS, MYCKYTHH

KpamiTy, MUaIras, aprpanrusg, Oonku 8 repba, Homki B
KpaliHpx, MyCKyIHA CKOBaHOCT

Penru IlepeukaneH cria3bM, GOIKY BEB Bpara, padoMHONH3A
BrOpeunn H MIKOHOMHH HADYIIEHRHs]

Hewgectu Ju3yprd, HHKOHTHHEHIIN Ha ypUHATa

Pemrn Onwrypus, 660pedna HeOCTATHYHOCT

Hapymmenns Ha penpoJyKTHBHATA CHCTEMA H MICIHRTE HIICIH

YectH Epextunta nucyHrmsa

Heuectn 3aGapena egKyHaLHS, CEKCYATHA ARCHYHKLHT

Peaxu Awmenopes, O0IKH B I'bp/aTa, CeKpeLus OT IEpAaTa,

JucMeHopes, XunepTpodusa Ha IepaaTa
OJmE HapyleHns H IPOSBH HA MSICTOTO HA HPHJIOKenne

YecTH YmopseMocT, epudepHu OTOLH, YyBCTEO 3a ONMIHEHHE,
eHEM, HapylIeHa OXOHKa

Hevectn AcTeHus, NafaHe, JOKAE, CTAralHe B rbpIuTe

Penxu BonezneHa aHazapka, NHPEKCHS, TPBIKH

TIpomenn B B3CNEABARNATA

Yectn VeenuaBage Ha TENECHOTO Terjio

Heuectu Hopuinienye Ha aTaHMH aMUHOTpaHchepasara, NIOBHIIEHHE

TpOMOOLUTHTE

Pemiu TiopwieHHe Ha KPbBHATa 3aXap, NOBUIEHHE H
B KpBBTA, NOHMXKEHHC Ha KaIid B KPEBTA, 3ary
TErNo, NOHWKeHIe Ha Opos Ha NEBKOLMTHUTE

4.9. Hpenosnpane
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Tlpu npenosupase 10 15 g He ca cro0iaBaHH HEOYAKBAHM HEXENaHH peakIliH. JleueHHeTo IIPH
Tipefo3upane Ha pregabalin Tpsa6sa fa BrII0YBA OOIIY TOFIBLPKAIIN MEPKK H SBEHTYAIHO
xXeMOZHaiM3a NpH Hy>xaa (Bx. pazgen 4.2 Tabnuna 1).

5. OAPMAKOJJOINYHH HJAHHHA

5.1. PapMakoAHHAMHYHH CBOHCTBA

apmaxoTepaneBTHYHa rpyna: anThermnentiid, ATC xom: NO3A (mpennoxeH)
JlexapcTBEHOTO BEINecTBO pregabalin € aHanor Ha raMa-aMHHOMaceHaTa kucenusa ((S)-3-

(aminomethyl)-5-methylhexanoic acid).

MexaHU3EM Ha gelicTEHe

Pregabalin ce cBBp3Ba ¢ JONBIHKUTENHATa CyOeauHHLA (02-0 OENTHK) Ha BOATAK-3aBHCHMHTE
KAIIMEBH KaHAIM B HEHTpailHaTa HephHa CHCTeMa, H3MecTRaliku MomHo [H]-gabapentin.

Knunmuen onur
Hesponaraasa Oonka

EdekTHBHOCTTA € I0KA3aHa B IPOYUBAHMA NPH AHabeTHA HEBPOIIATHA B NOCTXEPIETUYHA HEBPATHI.
EdexTHBHOCTTA HE € NIPOYYEHA IPH JPYTH MOJENH Ha HEBpOlaTHYHA OofKa.

Pregabalin e npoyyes B 9 KOHTPOMHMpPaHU KITMHHIYHH IIPOYMBAHIA C TIPOABIDKUTENHOCT 10 13 ceaMuum
c aBykparen aueser rpuem (JIIT) u no 8 cepmui ¢ TpukpareH AreseH nipyem (TILID). Kato wano,
Ge3omacHocTTa ¥ e()eKTHBHOCTTA NpH pesxumu Ha Josupane JITI u TII ca 61t CXOOHH.

B KIHHHYHHTE NPOYUBAHHSA C IPOABIDKHTENHOCT 10 13 cenmunu orcnabpare na Sonkara e 6umo
HabIOJaBaHO A0 Kpasd Ha IFEPBAaTa CeIMHLIA | CE& € 3aIasHIIO Tpes el NepHo] Ha NeUeHHE.

B KoHTpOoNHpaH# KIHHUYHE NPOydBaHus 35% OT MaljHeHTuTe, JeKyBaHu ¢ pregabalin, 1 18% ot
TIAOHEHTHTe Ha MIale6o ca MMand nofo0peHHe Ha TOUKOBHS pesyiTaT 3a oLieHKa Ha Gonkara ¢ 50%.
Cpex nanmeHTHTe 0€3 NPOSBH Ha CHEIMBOCT TaKoea nopobpenue e Giwro nabironasaso mpu 33% ot
NeKyBadmTe ¢ pregabalin u ipu 18% ot nanuerTHTe Ha miane6o. IIpn namuesTH ¢ nposBH Ha
CHHIHBOCT TepaNeBTHYHHSAT OTTOBOp e 61 48% B rpymara ¢ pregabalin 1 16% B rmanefo-rpymnara.

Eminencus

Pregabalin e npoy4eH B 3 KOHTPOAMPAHH KIMEHYHH IPOYYBAHMSA ¢ HPOABIDIMHTENHOCT 12 CeAMHELH
mpu aeykpared (OT1MT) mam Tpykparer (TILI) auenen npuem. Kato usno, 6e30nacHOCTTa H
e(eKTHBHOCTT2 IIPH peskUMHE Ha gosupase OTI u TIIJL ca mme cXomHm.

Hamanenue Ha yecTOTaTa HA IpUNaxbIMTe € 6o HabmogaraHo A0 Kpas Ha HbPBAaTa CeAMHLIA.

52. PapMaKOKHHETHIHH CBOjiCTBA

PaBHOBECHHTE (PAPMAKOKHHETHUYHY [I0Ka3aTe/M Ha pregabalin ca cxofHu npH 34paBH A0OPOBO

Abcopbnug:

HACTBIIBAIHE B pAMKHTE Ha eIMH Yac cIejf IPHUIIoKEHHE KaKTO Ha €HOKpaTHA 1032 TakKay
MHEOroKpatHu no3u. Ilepopannara GronanauHocT Ha pregabalin ce ouaxsa a e 290% u el
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ot goszara. Clleq MOBTOPEH NpyeM PABHOBECHM KOHICHTPAHMH ce JOCTHIAT B paMKuTe Ha 24 no 48
gaca. Ckopocrra Ha pe3opbinis Ha pregabalin ramdiasa IpH npreM ¢ XpaHa, KOeTo BOAH JIO
noHkerne Ha Cpax © 0KONO0 25-30% ¥ 3a0aBsare Ha tyq Ao npubmisurento 2.5 vaca. [IpHeMbT Ha
pregabalin ¢ xpaHa, obade, HAMA KITHHHYHO 3HAWHM e(heKT BEPXY CTEIEHTa Ha pesopbuud Ha
pregabalin.

Pasnpenenenvie:

TIpexmuHpyHY IPOYYBAHHA TOKA3BAT, 46 pregabalin Npemurasa Npe3 KpbBHO-MO3bYHaTa Saprepa Ha
MHUIIKH, IWTH5X0BE ¥ MaliMyru. JlokazaHo e, ye pregabalin npemiiHasa rpe3 IIALEHTaTa IIPH TUIBX0BE ¥
Ce OTKpHEA B MILEKOTO Ha KepMEInH IpxoBe. [Ipu xopa oSeMbT Ha pasnpefencHue Ha pregabalin

cled nepopaiieH npreM ¢ npubmizutento 0.56 Vkg. Pregabalin ve ce cBBp3pa ¢ riasMeHwTe GeNTHIUL.

MeTtaGomuzeM:

MertaGomusmbT Ha pregabalin npu Xopa e npeHeOpexuMo Mansk. Cell IpHeM Ha 7032 PaAHOAKTHBHO
Benszan pregabalin npubmmuTenHo 98% or pagBOAKTHBHOCTTA, YCTAHOBEHA B YPHHATA, € OHiTa
HempoMeneH pregabalin. N-MeTimHpauusT gepHeat Ha pregabalin, OCHOBHMAT MeTaOOJHT HA
pregabalin, oTkpuT B ypHHata, ¢heTapiasa 0.9% oT nozara. B npeArIHEBYHA IPOYYBAHKA He ca
YCTAHOBSHE HAHHH 34 palieMuy3ailid Ha S-eHaHTHOMEPA Ha pregabalin xo Heropua R-eHanTHOMED.

EnpvuHppane:

Pregabalin ce enuMHHUpA OT CHCTEMHOTO KpbBooGpalieHye rnapHo upe3 O50pevna eKCKpeli B
HenpoMerneH BHI. CpeHOTO BpeMe Ha NIONYKHBOT Ha pregabalin e 6.3 waca. [InasmeHHAT |
6B0pedHEAT KIUPBHC Ha pregabalin ca npaBo NpONOPIMOHAIHM Ha KPEATHHHHOBHSA KIIHPHHC (BIK.
pasmen 5.2 Hapymiena 660peqna dyHKms).

Ipu nanuenTy ¢ HamaneHa Gropeuna QYHKIEA HIH Ha XeMOAHAH32 € He00XOAIMO afalTHpaHe Ha
nosara (mk. paspen 4.2, Tabmana 1).

JxaeiinocT / HeMHHEHHOCT:

DapMaKOKHHESTHYHNITE HOKa3aTeNH Ha pregabalin ca IHHEHHH B PaMKHTE Ha NPellophYATETHH
AHeBeH Ko30B HHTepEan. BapuaGunHoctTa Ha hapMakoKUHeTHKaTa Ha pregabalin MesxKy HHAUBHIHTE
e manka (<20%). PapMakOKHHETHKATA HPH MHOFOKPATHO NIPHIOKeHHE MOJke Aa Gble IpeAckasaHa oT
JIAHMHHITE ¥IpH eMHoKpateH npueM. ClenoBaTenHo, He ¢ HeoSX0MHMO PyTHHHO MOHHTOPHPAHEe Ha
TUIa3MEHyTe KOHHEHTpaLH Ha pregabalin.

DapMaKOKUHETHKS IIPH CIIe HYHH U HAlUeHTH:

Tlox

KiHH{YNMTE TPOYUYBaHHA I0KA3BAT, Y& HOIBT He OKA3Ba KIMHHYHO 3HAYMMO BIIHAHIE BHPXY
MAa3MeHUTe KOHIEHTpallid Ha pregabalin.

Hapymena 656peuna byHKIML
KaupbHesT Ha pregabalin € npaBonMponopUyOHaNeH Ha KpeaTHHHHOBHA KHpErHE. OcBeH ToBa
pregabalin ce oTcTpansBa edeKTHBHO OT Iia3MaTa Ype3 XeMoauanusa (cnel 4-4acoBo XeMOAHAIH3HO
JieveHHe MNa3MeHHTe KOHLIEHTpaluK Ha pregabalin ce moxwkagat ¢ npubmusurento 50%). Tri kaTo
6E6pEYHOTO eMMMUHIpPaHE & FIABHMAT IET Ha eNAMEHAPAHE, IpH TIAlIHeHTH ¢ HapylieHa 6n0peuna
dYHKIVS e HeOBXOUMO HaMaTIIBaHe Ha JO3UPOBKATA, 4 CIIeH XeMOAHANH3a € HeodXoauM
JONEIHMTENEE DpyreM (Bx. paznen 4.2, Tabmna 1).

Hapymena vepHoapotua GyHKIHS

He ca npopexJasi crieliMaiiy (apMaKOKHHETHYHH NPOYYBAHHEA TIPH HAILMEHTH ¢ Hap
gepronpotHa dyrxuws. Toit kato pregabalin He HpeTHPIABa 3HAYMM METAOOIM3EM H C&
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TipeAMMHO B HEPOMEHEH BHJ B YPHHATA, HapyllleHaTa 4epHOApoGHa QyHKIMA He OH Tpabpano aa
HpOMEHS 3HAYHMO INTa3MeHNTe KOHIIGHTPAaliH Ha pregabalin.

[ampenTy B HanlpeMHana BE3pacT {Hax 65 ronuem)

CroilecTBYBa TeHACHLMA 32 HaMalldBage Ha KIMpBHCa Ha pregabalin ¢ HapacTBane Ha BB3pacTTa. ToBa
HaManeHue Ha HepOpalHisi KIHPBHC Ha pregabalin cROTBETCTBA Ha NOHFUKEHHETO Ha KIIHPBHCA Ha
KpeaTHHHHA, CBBP3aH0 C HalpesiBage Ha Bp3pacTTa. [Ipy NalleHTH ¢ BE3pacToBo ofycnoseHo
HapyeHue Ha 6p0peqHaTa GyHKIs Moke Jia ce HAOY HaMangBaHe Ha jio3aTa Ha pregabalin (B
pasgmein 4.2, Tabmana 1).

5.3. Hpegxnusayas JaHAN 32 fezomacHOCT

B KOHBEHITHOHANH HapMaKoIOrHiHH [IPOY4BaHKs 32 6e30IaCHOCT NIPY KMBOTHM pregabalin e
riokasan Ao6pa NOHOCHMOCT B 03K CEOTBSTCTBALNM HA KIIMHMYHO NTpHiaarasute. B ripoyusaums 3a
TOKCHUHOCT C HOBTAPAINH Ce JO3H, IPOBEACHH P INIHXORE ¥ MalMyHH, ca Ounu HabirofaBanu
ethextr pEpxy [THC, BIIIOHHTENHO XHIOAKTHBHOCT, XHITEPAKTHBHOCT ¥ aTakcus. Criell
TIpOABIDKHTEITHA SKCHO3HNHA Ha pregabalin, choTBeTCTBAIUA HA EKCIOSHIMS > 5 IETH II0-TOIIMA OT
CpeHATA eKCIIO3HIHA IIPH XOpa IIPH MakCHMallHa IIpenopsUkiTeIHa KNHHAYHEA 033, ce Habmionasa
TIOBHIIEHA YecToTa Ha ATpodua Ha peTuHaTa, 06HYaiiHo HaOMONABAHA IPH IUTEXOBE anOHHOCH B
HalpegHAI& BB3pact.

Pregabalin He e TepaToreHeH NpH MHIIKH, ITEXOBE WIH 32, DeTanda TOKCHYHOCT IIPH MIBXO0BE U
3aiflIF € HACTBIIMIA CaMO TIPY EKCTIO3HIHH, HamXBRPIALIM 3HAYHTENHO Ta3H HpH Xopa. B
TIpeHATATHI/TIOCTHATATHE H3CIEABAHHS 32 TOKCHYHOCT pregabalin e AoBes Ko mosBa Ha TOKCHYHH
e(eKTH BHPXY Pa3BUTHETO Ha IOKOICHHETO NIPH IINBXO0BE CIIEH SKCTIO3HELH >2 ITHTH HO-TONEMH OT
MaKCHMAJIHATA NPEeNOPBYATENHA SKCIIO3HLMA IIPH X0pa.

Pregabalin He e reHOTOKCHYEH BE3 OCHOBA Ha PE3YNTATH OT CEPUS OT in Vitro 1 in vivo U3CIeABAHNIA.

YlpH rTbX0Be U MHIIKH ca CUsIM TIpoBeAeHY ABYTOIHNIEM TIpOoyiBaHus ¢ pregabalin 3a
KaplgHOoTeHHOCT. IIpH TEX0Be He ca HaOmoaaBaHy TYMOPH CIIER eKCHO3HITEH KO 24 ETH NO-TONEME
OT Cpe/HATA SKCTIO3MIWS YIPH X0Opa P MaKCHMAaNHaTa IpellophuHTeHa KIHHMIHa 7032 0T 600
mg/aen. IIpE MAILIKH He e Oita HaOnojaBaHa NOBHUIEHA 9ECTOTa HA TYMOPHTE IPH eKCIO3UIHY,
NoZoOHH HA CPEeAHATA EKCIIOHLIMS TIPH X0pa, HO TPH I0-BHCOKH eKeNosuuuy ¢ G1ila Habmonasana
[OBUIICHA YECTOTA HA XEMAHTHOCapKoM. HereHOTOKCHYHEAT MEXAHU3BM Ha HHAYUMPAHOTO OT
pregabalin 06pasysase Ha TyMOpH Ipy MHLIKY BIUTIOYBA [POMEHH B TPOMOOIHTHTE H npotudepans
Ha eBAOTENHH KieTKH. Takisa TPOMOOIMTHY NPOMEHH He ¢a OHITH YCTaHOBEHH IIPH INIBXO0BE WIH HPH
XOpa B PaMKHMTE HA KPAaTKOCPOUHH H OrpaHHYeHH JBArOCPOUHH KITHHHYHH Ipoy4BaHys. JIMIcear
IIOKA3ATENICTRE, NPEANONaraniy pHCK IIPH Xopa.

Tlpu Mnafw IUTEX0BE BHAOBETE TOKCHYHOCT HE C& PasiHUaBaT Ka4eCTBEHO OT Te3H, HabmoaBaHH Py
spesH IWTEX0Be, MianuTe Msxose, ofave, ca mo-4yBcTBUTENHH. IpH TepaneBTHUHA eKCITO3HLIHE Ca
GUIIH YCTaHOBEHH KIHHUYHY Hpoasu ot IIHC KaTo XHEepakTHBHOCT H CKEPIaHe ChC 3501 U U3BECTHH
HpPOMEHH B pacTexa (IPeXORHO NOTHCKAHe Ha Ha/UIaBateTo Ha Tero). EQexru BEpXyY LMKETA Ha
pasroHBase ca G HaOMoaBaHy NPy eKCIIO3HIIMA, HANXBBPIILIA 5 IIBTH Ta3H IIpH Xopa.
HepponoseieHYecKi/o3HaBaTenHy edexTr ca 61y HabmoaBaby IpH MIaNH IIEXeBe -2 copMuLu
cite); eKCTIO3HIHS >2 METH (OTIOBOP KBM 3BYKOR CTHMYJL) HIM >5 MBTH (0GyueHHe/IaMeT) I0-ToMima
OT TepareBTHYHATA €KCTIO3HIMA IIPK XOPa.

6. @®APMAIEBTIYHM JAHHA
6.1. CHuchx Ha HOMOIOBENTE BEINECTRA

CrappxaHHE Ha KalICYTaTa:
Lactose monohydrate
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Maize starch
Talc

Kancynna obuiBKa:

Gelatin

Titanium Dioxide (E171)

Sodium Lavrilsulfate

Silica, colloidal anhydrous

Purified water

TledaTHO MacTHITO:

Shellac

Black Iron Oxide (E172)

Propylene Glycol

Potassium Hydroxide

6.2. HectsBMecTHMOCTH

Henprunoxwmo.

6.3. Cpox ma roasoct

3 roguAN.

6.4. CrienEaJIgH YCI0BHS Ba ChXpaneHHe

To3M IeKApPCTBO HE M3HCKBA CIICLHATTHH YCJIOBHE Ha CHXPaHEHHUE.

6.5. BHA B chabpxragye H2 OHAKOBKATA

PVC/anymupmeBu OnmmcTepH, coubpkamy 14, 21, 56 win 84 TBBpIH Kancysm.
PV C/anymuuuern OnucTepH ¢ epdopaisg 3a Besaka OTASNHA 1033, chappxamy 100 x 1 tespou
KAICYITH.

Br3MOKHO € Jia He ce IpeAnaraT Ha na3apa BCHYKH BHAOBE OIIAKOBKH.

6.6. Ipenopuku HpH ynoTpeda

Hama crenyansy A3HCKBAHHA.

7. NPATEXATEA HA PASPEIHNEHHMETO 3A YHOTPEBA

Pfizer HCP Corporation

235 East 42" Street

New York, NY 10017 — 5755
USA

8. PETUCTPATTIOHEH HOMEP

9. JATA HA IIBPBO PA3PEIIIABAHE 3A YIIOTPEBA




KPATKA XAPAKTEPHCTHXA HA TTPOIYETA
LYRICA 50 mg hard capsules

10. JATA HA (JACTHYHA) AKTYAJASANHAST HA TEKCTA




