KPATKA XAPAKTEPHCTHKA HA TTPOAYKTA
LYRICA 75 mg hard capsules

1. TBPTOBCKO HAVMEHOBAHHWE HA JJEKAPCTBE J?ﬁ,;; ;f;rumTKT
WARHCTEPCTRO HA 3P
LYRICA 75 mg TRBpAM Kalcynu b AEEOHAQBAHETG

JIWPHKA 75 mg TBBPAH KalCylH (prAQzKKHE Kbis

Raspelietie sa ynorpedall y 1116,y | 15.04..04] [

2. KAYECTBEH M KOJWYECTBEH CHCTAB 6F/ 20 06 ﬂf!W

Besaxa Tebpaa Kancyia ceabpika 75 mg pregabalin. 3a nomomHuTe BenlecTRa, BIbKTE pasgein 6.1.

3. JEKAPCTBEHA ®OPMA

TeEpoa xancyna

Kamncysa 0T 75 mg: TRBpPHA XeJIATHHOBA Kancyna B 6410 B opamkeBo, Mapkupana ¢ “Pfizer” epxy
kanaukara ¥ “PGN 757 BEpXy TSI0TO Ha KACynaTa ¢ YepHO MACTHIIO.

4. KIVHWYHA JABHHA

4.1. TepaneBTHUHYK NOKA3AHAS

HesponaTirza Gonka

Lyrica e noka3zana 3a neyeH’e Ha nepudepHa HepponaTAYHA GONKa NPH BE3PacTHH.

Enunencus

Lyrica € nokasana KaTo JOHEIHUTENHO JICUeHHE TPH BH3PaCTHY ¢ NapHHaIHN IPHIAKEIH ¢ WM 0e3
BTOpH4YHa TeHEPATH3aL.

4.2. J{o3npoBKa B HAYHH Ha OPHIOKEHHES

HozopusT parepsan e or 150 g0 600 mg Ha NeH paslipefeneHu B IBa WK TPH IpHeMa.
Lyrica moxxe fa 6hIe npueMaHa ¢ Wik 6e3 Xpaua.

HerponaTprdna Gonka

Jleuenuero ¢ pregabalin Moke [a 3ariodHe ¢ 03a oT 150 mg Ha AeH. B 3aBHCHMOCT OT
WHIEBUAYTHES TepaleBTHYeH OTTOBOD Ha [alueHTa ¥ MOBOCHMOCTTa, Io3HpoBKaTa Moxke Aa Gbae
yBemmuena 0 300 mg Ha [ieH ciel WETEpBa oT 3 Ko 7 AHH, a IpH HeOOXOAUMOCT B0 MAKCHMAIHA
1033 0T 600 mg nueBHO clef NOMLIIHUTENeH 7-NHEeBEeH HHTSPBAN.

Enunencys

Jleuenuero ¢ pregabalin Moxe fa zanouse ¢ 1oza ot 150 mg #a neH. B 3aBHCHMOCT OT
HHAHBHTYAHHS TePaieBTHYeH OTIOBOD Ha [IAIMEeHTa ¥ IOHOCUMOCTTA, HO3HPOBKATa Moxe fia Obe
ypesgena 1o 300 mg Ha gen cren 1 cenMuna. MakcumanHarta gosa oT 600 mg Ha ieH Moxxe ia Opjie
JOCTHTHAT2 CJIe]] Ole eJlHa JONbIHATEINHA CeaMMIIa.

HpexpaTapane Ha gevenKeTo ¢ pregabalin

B CLOTBETCTEHE G HACTOAINATA XIMHHYHA MPAKTHKA, 2K0 JiedeHHeTo ¢ pregabalin Tpy
IIPEKPATEHO KAKTO TIPH HEBPONATHYHA GONKA TaKka M MPH CIMIETICHE, C& IPelopbhyB
MOCTEISHHO B PAMKHTE MEHKMYM Ha 1 ceMMLA.




KPATKA XAPAKTEPHCTHKA HA IIPOUVKTA
LYRICA 75 mg hard capsules

Hayuenmu ¢ napyena Gvbpevna gynxyus

Pregabalin ce enuMUBMpa OT CHCTEMHATA LUPKYNALA TIaBHO upes Op0peyiia eKCKpeLus B
HempoMeHeH BUz. Thil KaTo KIHPEHCHT Ha pregabalin ¢ fpaso nponopiHoHaieH Ha KpeaTHHHHOBHA
KIHPBHC (BXK. pasier 5.2), HaMaasBaseTo Ha 03aTa NPH NANUeHTH ¢ HapynleHa Gp0pedHa (yHKipst
TpaOBa ja ObIe HEAUBHIYANH3HPAHO B CHOTBETCTBHE ¢ KpeaTHHHROBHA KnupbHe (CLer), KakTo ¢
nocouero B Tabnuaua 1, kato ce npuaara cnefHata bopmyna:

[140 - BB3pacrtra (ronueK)] X Teraoro (kg)

CLecr(ml/min) = ( x 0.85 za >xeHn)

72 x cepyMHHsi KpeaTuHBH (mg/dl)

Pregabalin ce oTcTpansBa epeKTHBHO OT IUIa3MaTa upe3 XeMoxuammisa (50% ot nekapcTBoTO 32 4
yaca). ITpy ManueHTH Ha XeMOAHaIH3a JHeBHATa Jio3a pregabalin Tpabea fa Opae apanTupaHa B
3aBHCHMOCT OT H10petunaTa GyHKiA. B AonbIHenHe KbM AHEBHATA 1032 HETIOCPEACTBEHO ClIEN
BCSKA 4-yacoBa XeMOAHATHEA TpAOBa Na 6ble AakeHa SOTBIHHTENHA fo3a (Bix. Tabmuma 1).

Tabnuma 1. AnantHpase Ha JO3HPOBKATa Ha pregabalin B 2aBicuMocT OT OBfpeunaTa GyHKIus

KpeaTaHHHOB Obma AHesHa 1032 Ha pregabalin * PesxuM Ha fo3MpaHe
wiupsHe (CLr)
(ml/min)
Hayanua xosa MaxcumMaiiza 1033
_ (mg/nen) _ (mg/ren)
> 60 150 600 T yme TIU
230 - <60 75 300 JITO pmu THZ
>15 - <30 25-350 150 EILI psra JITIT
<15 25 75 EII
HonbnHuTe Ha 1032 HEMOCPEACTBEHO CIIE XeMOHa3a (mg)
) 25 | 100 EHOKpaTHA J034 ©

T = Paspenenu B Tpu pHeMa

JATLZt = Paspeneuu B fipa rpueMa

EII = EpsokparHa AHEBHA 032

* Obmara fiHeBHa no3a (mg/neH) Tpabra fa OB/ paszelicHa, KaKTo € yKa3aHO B peXKHMa Ha AO3MPaHe,
34 7a ¢e MOJIYIaT mg/nosa

* HMombnHEuTENHaTA 1032 € SFHOKPaTHA

IIpunoowcenue npu nayuenmi ¢ Hapywena 4eproopobHa GyHKyUL

TIpH nanMenTy ¢ HapyIeHa YepHonpoOHa (GyHKUMS He ¢ HeoGXOAMMa POMAHA Ha A03UPOBKATa (BXK.
paszen 5.2).

Ipunooicenue 6 demcka u jonowtecka evspacm (om 12 6o 17 2o0unu)

BesornacHocTTa H €(heKTHBHOCTTA Ha pregabalin Ipy reAMaTpydsm NallAeHTH Ha Bb3pacT o 12
TOHMHH K NPY FOHOIIHA He € yCTaHOBeHA.

He ce npenopbysa MPFIIOKEHHE B ISTCKa BB3pacT (BK. pasgen 5.3).

IIpunodicenve npu nayuenmu 8 HanpeOHana ev3pacm (Had 65 200uriy)

TIpy manpeHT! B HATPeAHANA BE3pacT Moxke Ja C¢ HaNoKy HaManasase Ha jo3ata Ha pregabalis

4.3. TIpoTHBONOKA3AEHS

CBp’BX‘:IYBGTBHTGIIHOGT KBM JICKAPCTBSHOTO BEIHECTRO HITH KbM HAKOS OT TTOMOTITH



KPATKA XAPAKTEPUCTHKA HA ITPOIVKTA
LYRICA 75 mg hard capsules

4.4. ChnenHalHH HPeXyDPEKACHAN B CHEINATNN NPeXIa3HE MePKH IpH ynoTpeba

TlanmenTs ¢ PENKY HaceICTBEHH 3a60MABAHIS KATO TA/JakTO3Ha HEMOBOCHMOCT, AedHIINT Ha IaKTasa
pa Lapp uiu raoko30-raakrosHa ManadbcopOus ue TpabBa fa IpHeMaT ToBa SIEKapeTBoO.

B CHOTBETCTBHE ¢ HACTOALIATA KIMHIYHA IPAKTHKA IPH HAKOH MAlHEHTH ¢ quabeT, KOWTO HajxaBat
Ha TErJIo MpH AedyeHue ¢ pregabalin, e HeOOXOXMMO aFANTHPAHE HA XHIIOTTHKEMHYHOTO FEHCHHE.

Jleuenpero ¢ pregabalin e 610 cBLP3aHO ¢ BHEHE Ha CBAT M CBHIUBOCT, KOMTO O¥Xa MOTVIH fa
YBEIMYAT HECTOTATA Ha clly4alito Haparspane (TajiaHe) Mpu NalMeHTH B Hallpe/(Hana BE3pacT.
CrefoBaTelHo, NaIMEHTHTe TpAOBA Aa 6'5/1aT IOCHBETBAHH Jia OBLAAT ¢ NOBMIISHO BHUMAHKe, TOKATO
HE Ce 3ano3HadT ¢ NOTeHIHANHKTe eeKTH 0T JISYCHHETO.

ChIUECTBYBAT HEOCTATHYHO JAHHY 32 CHHPAHETO Ha TIPHeMa Ha CHIBTCTBAINM AHTHETIHACTITHYHA
SIeKAPCTBA CIIEM TOCTHTAHE HA KOHTPO/ Ha ApHNagbIyTe ¢ pregabalin kato fobapbyHa Tepamia., 3a 1a
ce IpeMUHE Ha MOHOTepanus ¢ pregabalin.

4.5. Jlexaperseny H APYFH B3anMofedCTBHES

Tit xaro pregabalin ce exckpeTHpa MpeHMHO B HEIPOMEHEH BHJI B YPUBATA, MeTaboNMsHpa ce
RperebpexMo Manko npH Xopa (<2% ot f03aTa ce YCTaHOBABA B ypUHata 1o) Gopmara Ha
MeTabONIATH), He HHXU6GUpa JieKapCTEeHHs MeTab0NM3bM i1 VilFO 1 He Ce CBBP3BA ¢ IIa3MEHHTE
GeITHIM, MAJIKO BEPOSATHO € TOH a Npefu3BHKBa WIK Ja YYaCcTBa BHB (PapMakoKMHeTHIHH
B3aHEMOIeHCTBHA.

CTHOTBETHO, B i1 Vivo NpoyyBanus He ¢a HaGIKAABaHN KIHMHWYHO 3HAYUME (HapMakOKHHETHHHH
B3aMMOREHCTRHA Mexy pregabalin u phenyfoin, carbamazepine, Banmpoera KHceTHHa, lamotrigine,
gabapentin, lorazepam, oxycodone wu ethanol. TlonmynanuoneH papmMakoKHHETHUICH aHANNS IOKA3BA,
vie mepopasiHMTe aHTHANabeTHI CpesicTBa, AMypeTHanHTe, insulin, phenobarbital, tiagabine u
topiramate HAMAT XIHEEIHO 3HAYMM eleKT BBPXY KIMphHCa Ha pregabalin.

EnHOBpeMEHHOTO MIPHAMKEHNe Ha pregabalin B nepopanHuTe KOHTPaLISNTHRHY CPE/ICTBA
norethisterone w/ynu ethinyl oestradiol xe mopnusABa GapMakOKHHETHKATA [IPH CECTOAHHE Ha
paBHOBecHe Ha HHTO €HO OT Te3H BEHIECTBA.

MHOrOKpaTHH NepOPaHK A03K pregabalin, TIPHIOKEHH SHOBPEMEHHO ¢ 0Xycodone, lorazepam HnH
ethanol, He BOIAT A0 IIHHHYHO 3HauMMK edekTH BHPXY Auraneto. Pregabalin BeposTHO AMa
aFUTHRHO NeHCTRUE BBPXY HapYIIeHHUATA Ha I03HABATENHATA K IBHraTenHara Gy KIS, NpHIHHeHT
ot oxycodone. Pregabalin Moxe na 3aciuiu edekTure Ha ethanol u lorazepam.

He ca nposesxiaHy clienubraHy Ipoy4BaHya 32 hapMakoAHHAMITYHH B3AEMONCHCTBIA TIPH
IOOpPOROJIIE B HAPeAHANA Bb3pacT.

4.6. bpeMeHKOCT M KbpMeEHe

JIvncpar afeKBaTHH AAHHM 32 yrorpebara na pregabalin mpn GpeMerH.

ITpoyuBaHMATA IPH JKUBOTHY C4 NOKAZANH PENPORYKTHRHA TOKCHIHOCT (BX. pasfent 5.3)
TIoTeHIpMANHMAT PHCK MU X0pa ¢ HenspecTeH. CrefopaTenso, Lyrica e TpaGea a Ghae u3non3pana

Tio BpeMe Ha 6peMEHHOCT OCBEH aKO [IoN3aTa 38 MaKKaTa SBHO HaIXBHPIIL NOTEHLMAITHEA DHCK 34
1wioza. [IpH JKeHu B JeTepoAHa Bb3pacT TpaoBa ka Op1e npHIarana ehexTuBHa KOHTPALICHIESE:

He e u3recTHO manu pregabalin ce exckpeTrpa B MaUHHOTO MAAKO XIPM X0pa; ToH obaye,
YCTAHOBABA B MaiUHHOTO MITAKO Hpy mipxose. CReHOBATENHO, TIO BpeMe Ha JeUeHHe ¢
c€ IpenophuBa KbpMeHe.

4.7. EdexTH BBPXY cioceGrocTTa 32 mopupane 0 pabora ¢ MAINHHK



KPATKA XAPAKTEPHCTHKA HA ITPOHYKTA
LYRICA 75 mg hard capsules

Lyrica moxe A2 NpUYHHH BHeHe Ha CBAT M CHHIMBOCT U CIEHOBATENHO MOXKe J1a NIOBse
crocoGHOCTTa 32 modupate Wi paGota ¢ MampHH. aiuenTHTe Ce CHBETBAT A HE WIOQHpAT, 12 He
PaboTAT CHC CHOKHH MAITHHY JIH J1a YUaCTBaT B APYTH HOTeHUKANHO PUCKOBH NEHHOCTH AOKATO Ce
pazfepe NayM JSUEHHETO 3aCATa TAXHATA CIIOCOBHOCT id M3BBPILEBAT TE3H NCHHOCTH.

4.8. HexenaHn JeKAPCTBEHH peakmin

Kmisausara riporpaMa Ha pregabalin e Brmousana Hag 9000 naiuentH, KOHTO ¢a H3TON3BAIH
pregabalin, Hax 5000 oT KOHTO ca B3eTH ydacTue B JBOHHO-CIENH MIaneS0-KOHTPOTHpaHH
ppoyusanus. Haii-uecTo chO0INABAHA HEXKEAAKH PEaKIHE Ca QMW BHEHE Ha CBAT M CHHJIHBOCT.
HexxenaruTe peakiuy 0GHKROBEHO ¢a GHIIH JIEKH O YMEPEHH 110 CHa. HecToTaTa Ha IPexbCBaHe Ha
fIEYeHUETO ITOPAH HeXKENAHY PeaKiiy 38 BCHUKH KOBTPONUpaHy Npoyysanus ¢ Ouna 13% npu
HAl{eHTH, TIOTy4aBaiy pregabalin, 1 7% Npy nagpenTH, Tomyyasamy mianedo. Hak-zecture
He)elIaHH PEeAKIH, OBE/H A0 NpeKheBaHe HA IEUeHHETO B TPYIIH, JIEKYBaHH ¢ pregabalin, ca 6unu
BHEHE HA CBAT U CHHIMBOCT.

B ponuaTa Tabnyna ca u36poeHH N[O KIacose i dectoTa (MEoOT0 Yectd (>1/10), sectu (>1/100),
<1/10), megectr (>1/1000, <1/100) u pemxu (<1/1000)) BCAYKH HekeNaHK JIEKAPCTBEHH peaKIuH,
KOMTO €A HACTHITIIM ¢ YECTOTA II0-T0JIAMa OT Ianebo M IIPH NOBEeYE OT efUH IAIHeHT.

H36poennTe HexxenaHH Peakiiy O1xa MOITHE Na GBAaT CBBP3aHE H ¢ NONEXAlI0To 3aGoipaHe
W/YITH CHIYFTCTBALIO JISHEHHE,

CEcrema B Opramgzma Hexelann JeKapCrBeHE Peakui

Hapymesns Ba KpBBEATA B JHMQHA CHCTEMA

Penru HeyTponeHus

Hapymennsa Ha 00MaHATA ¥ XPAHEHETO

Yectu 3acHnBaHe Ha aneTHTa

Hewectu Anopexcus

Peniu XUHOrIUKeMMs

TfcaxpmaTpH4uHE HAPYUIEHHN

Hectu EybopH4so HacTpoeHHe, 00BPpKaHOCT, HaMAaleHO MoKz,
paznpazHEMOCT

Hevecry Jlenepconanusaiiis, aHOpra3Mus, He3roKOHCTBO, AETIPECH,

BE30yIa, IPOMEHH B HACTPOSHHETO, 3aCHIBAHE HA
6e3cHrHHETO, MOTHCHATO HACTPOSHHE, TPYAHO HaMHpaHe Ha
IyMH, XATFOLHAHALFA, TATONOIHYHH CHHHAINE, IOBHIIEHO
MAOCHOO, NaHUUeCKa ATaKa, AHATHA

Pepxu Heps3gspiaHoct, IOBHIIEHO HACTPOSHHE

Hapyuteansa #a HePBHATA CHCTEMA

Msoro yects Buene Ha CBAT, CHHIMBOCT

Yecrn ATakcHs, HapyIneHHs Ha BHHMAHKETO, HapylieHa
KOOpAMHALLS, HAPYIIEHHS Ha TaMeTTa, TPEMOP, AU3apTPHA,
TIapecTe3suy

Hevect KorsHTHBHO pascTpoOHCTBO, XMIOECTE3HA, Ae(eKT B

3PHTENHOTO NOJIe, HUCTATbM, TOBOPHO HApYUIEHHE,
MHOKIIOHYC, XHNOpedIeKCHs, TUCKUHe3 s, ITOBHILEHA

HCHXOMOTOpPHA aKTHBHOCT, BHEHE Ha CBAT NIPH H3NpPaBAHe,
XHIIepecTesss, arey3us, YyBCTBO Ha lapeHe, HETCHIMOHEH
TPEMOP, CTYHOP, CHHKOI

Penxn XUMoKUHEs s, NapoCcMus, [HcTpadus

Ogpn Bapymends

Jectw 3aMEIIen0 BIbKIaHe, FHIUIOTHA

Heyectn 3pHTENHO HapylleHHe, CYyX0Ta B 0YHTe, OTOK Ha O

TIOHIDKEHA 3pUTesHA OCTPOTa, OONKK B OYMTE, aCT
TIOBHITIEHA TAKPHMALIH '




KPATKA XAPAKTEPHCTHKA HA TTPCIIVKTA
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Penru @oTorncus, Apa3HeHe B OYUTe, MAAPHA34, OCIIHIIONICH,
HapyIeHo 3pUTETHO Bh3NpHATHE 33 Jb100uMHa, 3aryba Ha
niepuepHO 3peHtie, CTPabu3bM, IOBHLIEHa APKOCT Ha

obpazure
Y 7 J20ApARTHEA HapYHEHAN
Yectu CpeToBBpTER
Penxu Xunepakysuc
Cepoedsd HapyIIeHHst
Heuectn Taxuxapaus
Penxu ATpuoBedTpHKyIapeH 6nok I crenen, CHHycOB2

TAXHUKAPHHSA, CHHYCOBA apHTMUSA, CHHYCOBA OpafuKapIua
CraoBs HapymesHs

Heuectu 3aqeppaBaHe, FOPEITH BHIHU

Penxu XHIIOTOHKA, CTYACHH KpaiHHIM, XUIIePTOHHS
PecnupaTOPHH, TOPAKAIHE i MEAHACTHHATHH HAPYIIEHMsE

Heuecrn Jmecnred, cyxoTa B HOCA

Pemrar HazohapuHIHT, Kanliulla, Ha3anHa KOHIeCTH, eNHCTakCHE,

PHMHMT, XbpKaHe, CTAraHe B I'bpIOTO
CacTpOHBTECTHEANEHE HAPYIICHUS

Yecru CyxorTa B yorara, 3anek, noBpsliaHe, dpraTyneHuus

Heuectu Topmysarie Ha KOpeMa, IOBHINEHO CIIOHOOTHENAHE,
ractpoesodareanet peQyke, XHIOSCTe3HA HA YOTHATA
KyXHH2

Penxu Acur, aucdarud, IaHKpeaTHT

HapymeHns: Ha KO;XaTa 9 HOAKOKHATA THRAH

Heuectn [otene, namysno3eH o0pHB

Penxu Cryaena 1oT, ypTHRAPHA

Hapymenns Ha CKeJIeTHOMYCKY/IHATA CHETEMA H CheAHHATENHATA ThKaH

Hewectu MycKynHE HOTpEIBaHus, IIOAyBaHe Ha CTaBUTE, MYCKYJIHI

KpaMie, MHAITHS, apTpairis, Gonky B repba, Gonxu B
KpaitHuK, MYCKYJIHa CKOBAaHOCT

Penxu LlepBukaneH criazbm, GONKA BBB Bpara, pabioMuonisa
B1LOpeuHn B MAKNHOHHE HapyHieHus

Heyectn Juzypusi, HHKOHTHHEHIHA Ba ypHHaTa

Pemxu Onyrypus, 650pedHa HENOCTATEUHOCT

Hapyienus B2 PeNpPOAYKTHBHATA CHCTEMa B MACYHHTE JKHe3N

Heern Epexrrnra AHChHYHKIMA

Heuecrn 3abaBena eSKyHaIHs, ceKcyanHa IHCOYHKIHA

Penxu Awmenopes, G0AKH B IbPAATA, CEKPEIMA OT I'BPAATE,

nHcMeropes, xuneprpodus Ha repaaTa
O6n yapyIiesds H NPOSBH ¥a MICTOTO Ha NPRIIOKeHHe

YectH VMopsgeMocT, iepudepHH OTONM, TyBCTBO 32 ONUSHEHHE,
efleM, HapylleHa I0X0Ka

Heugectu AcTenys, nanane, KaKha, cTAraHe B TbpOATS

Pemxun Bonesdena aHazapka, MHPeKcHs, TPBIIKH

IpomeRd B H3CHeABAHMATA

YecrH VYeenuvapade Ha TENECHOTQ TETJIo

Heuecrn TloBHIIeHHE Ha AaHUH aMEHOTpaHc(epasaTa, IOBHIICHHE

Ha KpeaTHHMH dochoxiHazaTa B KPBBT2, TIOBHIIEHHE Ha
acriapraT aMMHOTpancdepasaTa, Hamanesue Ha Opos Ha
TPOMOOITHTUTE

Penxu TloBuieHue Ha KphBHATA 3aXap, IOBHIICHHES HA K
B KPBBTA, HOHWKEHHE Ha KaJlHd B KpbBTa, 3ary
TErNo, OHIDKEHHE Ha Opost Ha NeBKONUTHTE

4.9. IIpegosuapane
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Ilpu npesosupaHe f0 15 g He ca cho01IapaHH HEOYaKBAHM HEKEIAHH PeaKiuy. JleueHueTo rpH
npefosupate Ha pregabalin Tpa6Ba na Brrousa OOIH TOANBPIKAIMA MEPKH H €BEHTYATHO
XeMOTHAIIU3a IIPH HyKHa (k. pasnen 4.2 Tabmuua 1).

5. ®APMAKOJOI'MYHHA JAHHK

5.1. DapmakoJHEAMHYEH CBOHCTBA

dapmakoTepaneBTHUHa rpyna: anTermnenTauy, ATC xox: NO3A. (npensnoxer)
JlekapCTBEHOTO BEIIECTBO pregabalin e aHalloT Ha raMa-aMMHOMAaceHaTa KucernuHa ((8)-3-

(aminomethyl)-5-methylhexanoic acid).

MexanuyeM Ha HeHCTRHE

Pregabalin ce cBBp3Ba C JONBIHHTENHAT2 CY0EAHBHITA {0,-8 6enTHK) Ha BONT&K-3aBHCHMHTE
KaJIlIHeBH KAHAIM B LIEHTpATHaTA HEPBHA CHCTEMA, H3MECTBAHKH MOLIHO [ H]-gabapentin.

Kiyaprier onuT
Hesponarmuna Goika

EdexTaBHOCTTA € HOKA3aHa B IPOYUBaHHMs NPH AraleTHa HEBPONIATHA U MOCTXEPNETHYHA HEBPAJITHA.
EdexTHBHOCTTA HE & IpOyYeHa NpH APYTH MOJIETH Ha HeBponaTudHa Goska.

Pregabalin e ApoyueH B 9 KOHTPONMPAHH KNMHHEHY IPOYYBAHHA ¢ MPONBIDKHTEIHOCT A0 13 cepMui
¢ AByKpaTeH anesext rprem (L) u mo 8 cemputi ¢ Tpukpater guereH npuem (TII). Karo ngmo,
fe300acHOCTTa ¥ eeKTHBHOCTTA IPU pexxuMH Ha gosupase I u TIL ca Gmin cxomHy.

B kIHHEHATE NPOYIBAHMS ¢ IPOABIDKHIENHOCT Ao 13 cenmuny otcnabsane pa Gonkara € 1o
HabMoAaBaHo N0 Kpas Ha IEpBaTa CeAMHULIA B CE € 3alIa3kII0 [pe3 LeHAd Nepyo)| Ha JIeUeHHe.

B KOHTPONHpAaHH KIHHWYHK Ipoy4BaHis 35% OT NalMeHTHTe, JIeKyBaHu ¢ pregabalin, u 18% ot
ManEeHTHTE Ha TIaneto ca MManii oA06peHHe Ha TOUKOBHA Pe3yITaT 3a olierka Ha bonkata ¢ 30%.
Cper manuenTHTe Ge3 OB Ha CHIIIHBOCT TaKoBa HofoGpenue e Guino Habmonasano npu 33% oT
JeKyBaHHMTe ¢ pregabalin i npu 18% ot mauuenTyuTe Ha rtaneto. [Ipu nanyeHT!H ¢ IPOABY Ha
CHEIMBOCT TEPANIEBTHIHHUAT OTroBop ¢ 61n 48% B rpynara ¢ pregabalin u 16% B nnanefo-rpynara.

Emenencus

Pregabalin e npoy4er B 3 KOHTPONKMPAHK KIMHMYHY NPOyHBaHks C HPOABIDKHTENHOCT 12 copMUTH
npu neykpares (I wnu tpukpaten (TILT) nHees rpuem. Kato 1o, 6esonacHoctTa A
edeKTHBHOCTTA TIpH pesiivi Ha fosupane HIIN i TITI ca 61l CXORHM.

HamaneHye Ha 9eCTOTATA Ha HpUIagBLTe € 6110 HaOAroaBaHo O Kpas Ha NbpBaTa CelMuLa.

5.2. ®apMaKoKHHETHYHH CBOHCTBA

PapHOBeCHHTe hapMaKOKUHETHYHM [TOKA3ATE/H Ha pregabalin ca cXOAHY 1Py 3ApaBH AOGPOBONLH,
NAMEHTH ¢ SIHUISTICHS, TIOTyYaBally AHTHEIIIISIITHYHY JIeKapeTsa, B MallUeHTH ¢ XpoHiriHa Sorika.

Abcopbima:

Pregabalin ce pezopGripa 6Ep30 IpH NPHITOKEHKE Ha FIIAAHO ¢ THKOBH IUIA3MEHH KOH
HACTHIIBAINH B PAMKHTE Ha eAHH Yac Cie]| NPHIOKeHNe KAKTO Ha e(HOKPATHa 033 T8
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yaca. CKOpOCTTa Ha pe3opbund Ha pregabalin HamansBa NpH MpHeM ¢ XpaHa, KOeTo ROTH 10
pommxerye Ha Cpyy © OKOMO 25-30% 1 3a6aBaue Ha ey MO TpHOIHM3HTENHO 2.5 yaca. [IpHeMbT Ha
pregabalin ¢ xpana, ofaye, HiMa KTHHHTHO 3HA4MM €(EKT BbpXy CTEIICHTa Ha pe30pOiius Ha
pregabalin.

Pasnpenencune:

TIpenxIMHEYHHE IpOYYBAHHS TIOKa3BaT, 9e pregabalin peMunapa npe3 KpBBHO-MO3buHaTa apuepa Ha
MUITIKH, TITBX0Be M MaliMysu. JIOKa3aHo e, 4e pregabalin npemmHaBa npes IWIALIEHTATA [IPH IHTBX0BE H
ce OTKPHBA B MIAKOTO Ha KbpMeLl Iwisxoee. IIpu xopa obeMbT Ha pastipeAernenue Ha pregabalin

CHey epopaner npyeM e npubnusurenso 0.56 Vkg. Pregabalin He ce cBEp3Ba ¢ MTa3MeHUTe OENTHIM.

Merafonuspm:

MeraBommambT Ha pregabalin py xopa e npernebpesxumo Manek. Cied pHeM Ha /1034 paRHOAKTHBHO
femssan pregabalin npubmusurenHo 98% oT pagHOaKTHBHOCTTA, YCTAHOBEHA B ypHHaTa, € O1ia
HerpoMereH pregabalin. N-MeTHIHPaHHAT AepHBAT Ha pregabalin, OCHOBHHAT MeTabOMHAT Ha
pregabalin, oTKpuT B ypHHaTa, chcTaBilaka 0.9% oT fosara. B mpemiuHUHE NIpOYIBaHit He ca
YCTAHOBEHH JAHHH 32 parleMH3alis Ha S-eHaHTHOMepa Ha pregabalin mo merosus R-enantnomep.

EnpMuHMpaHe:

Pregabalin ce enuvmHMpa OT CHCTEMHOTO KpBBOOGpAIEHHE FIaBHO Upe3 Ob0peyHa exckpelys B
HerpoMeHeH Bil. CpeRHOTO BpeMe Ha TONYKHBOT Ha pregabalin e 6.3 vaca. JImasmeHusr 1
GR6peuHMST KIMpBHC Ha pregabalin ca Npaso ITPONOPLHOHATHM Ha KPEaTHHHHOBHA KIKPBHC (BXK.

pasnen 5.2 Hapymrena 650peuna QyHxuys).
Tipu TIALMeHTH ¢ HamaneHa 6s0pedHa QyHKIMA MK Ha XeMOJMan#i3a e HeoOXOMMO ananTHpane Ha

noszata (Bix. pasgen 4.2, Tabnuua 1).

JnuetinocT / HenuHeHOCT:

DapMaKoKHHETHYHHTE IIOKa3aTeNH Ha pregabalin ca uelHy B paMKyTe Ha IPENOPLYHTEITHNL
[HeBEH H030B HHTepBal. BapHaOHIIHOCTTa Ha dapMaKkOKHMHETHKATA Ha pregabalin Mex Ty HHAHBHINTE
e manka (<20%). PapMaKOKHHETHKATA TIpH MEOTOKPATHO NPHIOXKEHHe Moske Aa Oblie Ipejckasana OT
JaHHHTE TIpH exgoKpareH npreM. CliefoBaTeNHo, He € Heo0XOUMO PyTHHHO MOHHTOpHpaHe Ha
TUIa3MEHNTe KOHIEHTpALHH Ha pregabalin.

(I)aQMaKOKHHe’I'HKa HQH CHB_I;H@H‘-IHH I QY!!H HNaliedTH:
Tiox

KnpudHuTe Mpoy4YBaHds TMOKA3BaT, Ye MONET He OKa3Ba KIHHMYHO 3HAMUMO BIMIHRE BBPXY
TIIa3sMEHHTe KOHUGHTpAlHH Ha pregabalin,

Hapymena 656peyna QyHKIMA
KnupsacsT Ha pregabalin € NpaBonponopIoHaNeH Ha KpearnHHEOBHS KIMpbHE. OCBeH TOBA
pregabalin ce oTcTpanasa edeKTUBHO OT IIa3MaTa Ypes XeMONHATH32 (CHel 4-9ac0BO XeMOHATH3HO
fieveHHe [UIa3MeHHTe KOBUEHTpALH Ha pregabalin ce NOHmbkaBaT ¢ mpubisuTento 50%). Toi kato
GEOPEUHOTO eMUMUHADPAHE € [ABHHAT IIBT Ha SHHMHHMpAaHE, Py NaLHeHTH ¢ Hapylieda Op0petina
ymKImA € HeOBXOHMO HaMalISBAHE HA JO3MPOBKATR, & CTIE/] XeMOIMAaIH3a € HeOOX0AM
HOmBIHUTENEH apreM (Bx. pasnel 4.2, Tabmuma 1).

Hapymmena gepronpobHa GyHKIEA




KPATKA XAPAKTEPHCTHRA HA ITIPOAVKTA
LYRICA 75 mg hard capsules

NpemHMHO B HeIPOMEHeH BH B YPHHATA, HapylieHaTa 4epHOApotHa (GyHKLMA He OH Tpabsasio na
TIpOMEHs 3HAYMMO [LT23MEHKTe KOHLEHTpPaIK Ha pregabalin.

TlaruenTH B HanpeHaia Bs3pacT (Haj 65 rofHiHH)

CHHIecTBYBa TeHASHIIHSA 32 HaMalsBaHe Ha KIHphHca Ha pregabalin ¢ mapacTRane Ha BeapacTra. ToBa
HaMaIeHHE Ha TIepOPankii KIUpHHe Ha pregabalin cEOTBETCTRA Ha MOHIKEHHETO HA KITHPBHCAE HA
KpEaTHHHHA, CBLP32HO C Hanpe/iBaHe Ha Bp3pacTTa. IIpy naluenTy ¢ Bp3pacToBo 00yCHOBEHO
HapylleHre Ha GrOpeyHaTa QyHKIIL MOXE Ja ¢& HAlOKH HaMalifpaHe Ha fo3aTa Ha pregabalin (Bx.
paspen 4.2, Tabmma 1).

5.3. OpegwNHHEYHE JAHHH 32 GesomacHoCT

B KOHBEHIMOHATHH (hapMaKoNOTHUHY NPOYUBAHMS 32 G€30MACHOCT HpPH XKUBOTHH pregabalin e
HIoKazal 1o6pa NOHOCKMOCT B ZI03H CHOTBETCTRANIH HA KIMHHYHO Mpuiaranire. B npoyysasid 3a
TOKCHYHOCT C TIOBTAPSILM Ce I03H, FPOBEIEHH TIPH ILTHXOBE M MaiMyHu, ca Oun nabnionasany
edexrn ppxy ITHC, BRIIOUMTENHO XHIIOAKTHBHOCT, XHIIEPAKTHBHOCT ¥ atakews. Crex
TIpOIEIKHUTENHA eKCIOSHLHA Ha pregabalin, cEOTBETCTBAIUA HA EKCIIO3HLHA 2 5 JIFTH HO-TOLIMA OT
CcpenHAaTa eKCIIO3UIMSA IPH X0pa NPH MaKCHMaNHa IperiopsYMTesTHa KIHMHUYHA 1033, Ce HabmozaBa
TIOBMIIEHA HeCTOTA Ha aTpodiia Ha peTHHaTa, o6Uyalino HabmoAaraHa IpH [UTEXO0BE ANGHHOCH B
HarpezHAala Bp3pacT.

Pregabalin He e TepaToreHeH NP MHIIKH, INTHX0BE KK 3aUIH. (DeTaNHa TOKCHHHOCT TIpH ILIBX0BE K
3aiily & HACTBINANA CaMO TIPM SKCTIO3HIIAY, HAAXBLPIALIY 3HAYHTEIHO Ta3H NpH Xopa. B
TipeHATAHH/ TIOCTHATATIHH H3CNeIBAHIA 3a TOKCHYHOCT pregabalin e 0Bel IO MOsBa Ha TOKCHYHH
ethexTs BBPXY PA3BHIMETO Ha ITOKOJIRHHETO NIPY [IBXO0BE Cilell CKCHO3HIMHE >2 ITETH 110-TONEMH OT
MaKCHMAITHATA [IPEIIOpPBYUMTE/IHE EKCIIO3UIINA YIPH XOopa.

Pregabalin He e TeHOTOKCHYEH Bh3 OCHOBA Ha PESYJITATH OT CEPHA OT i VITro U in Vivo U3CIHeBaHU.

TIpH MIEXOBe M MHIIKH ca Grni IPOBEASHH BYTOEIIHY POy BaHus ¢ pregabalin 3a
xapuyHoresnsocT. [ipy [UTEX0Be He ca HaGMoNaBaty TYMODH Cliefl eKCHO3HUMY FO 24 ITHTH IT0-TOjleMH
OT CpejiHATA eKCTIOIUIKS TPK Xopa IPH MAKCHMAIHATA TIPENOPhUUTENHA XIMHUIHA 1032 oT 600
mg/nes. [lpe Muimksy He e Grna HabnoaasaHa NOBHIIEHa YeCTOTa Ha TYMOPHTE TIPH €KCIIO3HIIMH,
nopo6HY Ha CpelHAaTa eKCIIO3HIMA IIPH X0pa, HO NPH N0-BHCOKH eKCHO3HIKH € Omna HabromapaHa
MOBUIIEHA YecToTa Ha XeMaHrHocapkoM. HereHOTOKCHYHHAT MCXaBU3BM Ha HHAYIIMPAHOTO OT
pregabalin 06pasyBane Ha TyMOPH NPY MHEIIKH BKITIOYBA NPOMERH B TPOMOOMHTHTE K nponudepatis
Ha eHIOTENHH KIeTKH. Takusa TpoMGONHTHY NpoMeHH He ¢a GHnM ycTAHOBEHH NPU INTEXOBE WK IPH
X0pa B PAMKYTE Ha KPATKOCPOYHH H OTPAHMHYEHH ABIFOCPOYHYE KIMHKYHN NpoyyBanya. JIumcear
JI0KazaTeNnCcTRa, NPeATONArally PHCK NPH Xopa.

Tlp¥ Mra)ii TUIEXOBE BUAOBETE TOKCHYHOCT HE C PasifIaBaT KauecTBEHO OT Te3yl, HabMoNaBatH 1Py
3penH JUTeXoRe. MiamyTe nsxoBe, 06ate, ca No-YyBCTBHTENHA. IIpH TeparneBTHIHH SKCTIO3HIHH C2
GHiH yeTaHoBesH KWIHHIYBH rpossu oT LTHC xaTo xurepakTHBHOCT H CKBPLAHE ChC 350H M H3BECTHH
TIPOMEHH B pacTesxa (PeXOAHO HOTHCKAHE Ha Ha/IIaBaHeTo Ha Terno). EQerri BEpXy UHKEIa HA
pasroHBaHe ca 61y HaOMOKABAHH IPH EKCIIO3MLMA, HAAXBLPIMINA 5 IHTH Ta3H IIPH Xopa.
HesporoseseRuecKy/[I03HaBaTENH] eekTH ca Onmi HabmoAaBany YIPH MIAgH IThXose 1-2 ceMuny
CHEN eKCro3RI >2 THTH (OTTOBOp KBM 3BYKOB CTHMYIL) Wik >5 nbTH (00ydeHue/mamMeT) TIO-TolIMa
OT TepalleBTUYHATA EKCIIO3HIHA IPU X0pa.

6. OAPMAUEBTHYHM JAHHHA
6.1. Chnuchbk na NOMOINAKTE BellecTBa

CrabpykaH{e Ha KaTicyjiaTa:
Lactose monohydrate
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LYRICA 75 mg hard capsules

Maize starch
Talc

KaricynHa 0OBHBKA:

Gelatin

Titanium Dioxide (E171)

Sodium Laurilsulfate

Silica, colloidal anhydrous

Purified water

Red Iron Oxide (E172)

TleyaTHO MACTHIIO:

Sheliac

Black Iron Oxide (E172)

Propylene Glycol

Potassium Hydroxide

6.2. HecpBMECTHMOCTH

Henpunoxaimo.

6.3. Cpox BHa ropHoCT

3 roguHH.

6.4, CoeupailHH YcIOBHA HA ChXPaHEHNE

To3H JEKapCTBO He H3UCKBa CTICIIHANHM YCIOBHA Ha ChXpaHeHKe.

6.5. Bug u ¢hAbpEaBEe Ha OTAKOBKATA

PV C/anymunyess 6nucTepH, chappkaimn 14, 56 i 112 (2 X 56) TBEpAK Kancyid.
PVC/anyMuHKeRH GIECTepU ¢ TephopaLus 3a BCsKa OTAENHA 1033, Chippikaid 100 x 1 Tspam
KancyiH.

BE3MOXKHO € Jia He C& IpediaraT Ha Ia3zapa BCHUKH BHIOBE OIAKOBKH.

6.6. Ilpenopbka OpH ynoTpedba

HaMma criellHaniy H3HCKRaHIA.

7. TPHATEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA

Pfizer HCP Corporation

235 East 42™ Street

New York, NY 10017 — 5755
USA

8. PEIHCTPAHHOHEH HOMEP

9, JATA HA OBPBO PASPEIIIABAHE 3A YIIOTPEBA



