KPATKA XAPAKTEPHCTHKA HA ITPOIYKTA

LYRICA 25 mg hard capsules

1. TBPTOBCKO HAMMEHOBAHHE HA JIEKAPCTBEEET HPORYIT
MUHUCTEPCTBO HA 3QPABEONABBAKETO

LYRICA 25 mg TetpiU Kancynu
JIAPUIKA 25 mg TBBpIAH KalcyJiyd

TIpUAOKEHHE KR

paspewene aynorpeBatl y_y 4 4 (L 11% .04

2. KAYECTBEH 4 KOIMYECTBEH CHCTAB

pphel

GJ%/QZQ@ 06.0/ |

Besika TREpHa Kalcylia ChAbpika 25 mg pregabalin. 3a moMoIHETe BEMIECTEA, BIDKTE pasern 6.1.

3. JIEKAPCTBEHA ®OPMA

TrBpAa kafncyna

Kancyna ot 25 mg: 64na TBEpIA JKeNAaTHHOBA Kaficyna, Mapkrpana ¢ “Pfizer” Bppxy Kallaukara ¢
PKHp P

“PGN 257 pppXy TAIOTO Ha Kancynara ¢ Y4epHO MAaCTHAO.

4. KJIHHITYHW JAHHA
4.1, TepaneprsydA NOKAZANNA

Heeponaruuua 6onka

Lyrica e noxazana 32 nedeHue Ha nepudepHa HeBponaTHIHa DONKa IpH BE3PACTHH.

Enunencus

[}

Lyrica e mokasana KaTo HOULIHHTENHO JiedeHre HpH BE3PACTHH ¢ NaplMalHy IpUITabIH ¢ WK 0e3

BTOPHYHA TeHepanu3aIuil.

4.2. Jo3npoBKA # HAYHH HA NPUHACKEHHE

Jiozosuat uutepai e oT 150 go 600 mg Ha feH pa3npenencH: B ABa WIH TPH NpHeMa.

Lyrica Moxe n1a 650e npHeMana ¢ Wi 6e3 XpaHa.

Hepponatuusa Honka

Jleuenueto c pregabalin Moske na 3arouse ¢ no3a oT 150 mg Ha neH. B 3aBHCHMOCT OT
MHUBEYaHYUA TEpAlIeBTHYEH OTTOBOP Ha NANHeHTa H TIOHOCHMOCTTA, I03HpOBKaTa MOXKeE Aa 6511e
ypenuuena o 300 mg va Jen cnef wrTepBan ot 3 J0 7 IAW, a Py HeoOXOAUMOCT IO MAKCHMAITHA

Jioza OT 600 mg JHEBHO CIeJ AOMBIHUTENCH 7-AHEBEH HHTEepBaIl.

Enunercig

JleyenneTto ¢ pregabalin Moxe #a zarouHe ¢ foza oT 150 mg Ha men. B 3aBRCAMOCT OT
HHIMBU/TYAHHA TEPAlleRTHYEH OTFOBOP HA [AIUEHTA H IOHOCHMOCTTA, JMO3UPOBKaTa MOke Ja Oble
yeenngena o 300 mg Ha Aew cien 1 ceamuna. MaxcuMangara fo3a ot 600 mg Ha nied Moxe sia 6516

JOCTHUTHATAa Cleq Olle €0Ha JONBJIHWTEIIHE CeaMHTA.

TIpexpaTsaparne Ha JeUSHHeTQ ¢ pregabalin

B ¢HOTBETCTBME ¢ HACTOSINATA KIHHWYHA [IPAKTHKE, aKO JieueHHeTo ¢ pregabalin Tpabea na 6mae
IIPEKPATEHO KaKTO IpH HeBpondTHyHa O0Jka Taka M NPH eITWIENICHA, C& NperophyBa TOBa fd CTaHe

MOCTENEeHHO B PAMKHTe MHHUMYM Ha 1 cenmuia.

-0



KPATKA XAPAKTEPHCTHKA HATIPOOVKTA
LYRICA 23 mg hard capsules

Tayuenmu c napyuiena 6vbpeuna gynryus

Pregabalin ce enmuMuHMpa OT CHCTEMHATA LIMPKYJIALHS [TIABHO Upe3 OLOpeuHa eKCKpeli B
HenpoMeHeH Bug. Tol kaTo KNHPHHCHT Ha pregabalin e IPaBo TIPONOPUKOHANEH HA KPEaTHHHHOBHS
KIHpBHC (BX. pasgesn 5.2), HavMansBaHeTo Ha JO3aTa IPH NalHeHTH ¢ HapylleHa Op0peuna QyHmats
Tpa0Ba na 6bhe HEAHBEIYARW3UPAHO B CLOTBETCTRUE ¢ KpeaTHHHHOBHA KiHMpeHS (CLer), kakTo e
nocouero B Tabnmma 1, kato ce nprnara crenHaa Gopmyna:

[140 - gp3pacTTa (roguum)] X Ternoro (kg)
CLer{(ml/min) = ( x 0.85 =a sxenu)
72 x cepymHBus% KpeaTurus (mg/dl)

Pregabalin ce orcTpanssa edeKTHBHO OT ITasMaTa ypes XeMoguanusa (50% ot nexaperBoTo 32 4
yaca). TIpy MalHeBTH Ha XeMOIManu3a JHEBHATA A03a pregabalin Tpabsa na 6pae aganTapasa B
3aBHCHMOCT 0T GB6peunara Gyukina. B fonbIHeHue KbM JHEBHATA K03a HEIOCPSACTBEHO ClER
BCAKA 4-4acOBa XeMOAHaTH3a Tp:A6Ba Na Ghle OafeHa nonbiHuTenHa go3a (Bx. Tabsmuma 1).

Tabnuna 1. AganTrpane Ha IO3EPOBKATA Ha pregabalin B 3aBACHMOCT 0T OB0OpeyuHaTa (yHKOHA

KpearHHHOB Ofua queBHa f032 Ka pregabalin * PexmM Ha f03HpaHe
xupeHe (CL,) '
{ml/min}
Hauasga nosza MaxcuMaga 5osa
(mg/nex) (mg/nen)
> 60 150 . 600 JULT v TTIT
>30 - <60 75 300 JUIT wvm TIIT
>15-<30 25-50 150 BT vomu UL
<15 25 75 EIT
JonsnavrelIHa o34 HeIIOCPENCTREHO ClIel XeMonpanasa (mg)
| 25 | 100 |  Exmokparsa mosa *

TIIJI = Pazneness B TpH IpHEMa

JIIIJ{ = Pasnenend B ABa IpHeMa

ETIJ{ = EqnoxpaTHa AHEeBHA 1034

* Ob1mara iHeBHA fo3a (mg/nen) TpaOea na OpAe pa3aeneHa, KakTo € YKa3aHo B PeKUMa Ha JO3HpaHe,
3a Jia ce MoMydaT mg/no3a

" JToTmLIHATENHATA 1032 € eHOKPaTHA

Ipunooxcenue npu nayuermu ¢ HApYuieHa wepHoOpobHa PyHryus

Tlpu natMeHTH ¢ HapylieHa YepHOnpoOHa GyHKINHY He 6 HeoOX0oAMMAa MPOMAHA Ha NO3KPOBKaTa (BK.
paszen 5.2).

Ilpunooswcenue 6 demcka u wHouecka gvspacm (om 12 0o 17 20duny)

BesonacuocTTa ¥ eeKTHBHOCTTA Ha pregabalin NMpH NeAHAaTPHYHY NALMEHTH Ha BE3pacT Nox 12
TONMHY U IIPH IOHOIIE HE € YCTAHOBEHa.

He ce npenopbupa HPHICKEHHS B IETCKA BB3pacT (BK. pasnei 5.3).

IIpunoyicenue npu RAyUeHmMY 8 HanpedHa1d 8v3pacm (Had 65 200unu)

TIpK NauyeHTH B HallpeMHATA BB3PacT MOXe [ Ce HasoKy HaManapaHe Ha fo3ara Ha pregabalin
nopaj HamaieHa 650peuna gynrnug (Bx. “Ilaunenty ¢ HapyuieHa Gp6peysa dyHkuMs”).

4.3. IIporxeonoKasanus

CBP'BX‘-IYBC’I‘BHTGHHOCT KBM JIeKapCTBEHOTO BEIECTBO HIIH KBM HAKOS OT NOMOIITHHATE BEIHCCTRA.



KPATKA XAPAKTEPHACTHKA HA TIPOJAYKTA
LYRICA 25 mg hard capsules

4.4. CoeumalHH BpepyupexIeHH ¥ CHEXAATHE IPeNNa3sHH MePKA IpH ynorpeda

TIalMeHTH ¢ pefiKy HACNeACTBEHY 3a00/IIBaHUE KATO FaNaKTo3Ha HETIOHOCHMOCT, NISHITHT Ha TakTaza
Ha Lapp iy [i0Ko30-TaakTo3sa ManabcopOuus He Tpabsa 1a IpHEMAT TOBA JEKApPCTBO.

B cROTBETCTBHE C HACTOSMIIATA KNHHUYHA TIPAKTHKA TIPH HAKOH NalHEHTH ¢ JuabeT, KOWTO HajxaBar
Ha TETNIO IipH NledeHre ¢ pregabalin, e HeoOXOAWMO aHANITHPaHE HA XUIIOITHKEMHYHOTO JICYSHHE.

Jleyennero ¢ pregabalin e 6o cBbp3ano ¢ BUeHe Ha CBAT A CHHIMBOCT, KOMTO OHXa MOTTH Ja
YBeNIHYAT YeCTOTATa Ha ciy4alHo HapaHapase (IlafaHe) Npy NAlHEHTH B HATIpEHAaNa BB3pacT.
Criefopatenso, nagHenTETe TpA0Ba Na 6bAaT MOCHBETRAHH A OBIAT ¢ OBHIIEHO BHHMaHHE, JOKATO
He ¢e 3aM03HaAT C IOTEHUHANHHUTE e(QeKTH OT ISUSHHETO.

ChImecTBYBAT HEAOCTATHYHO JAHHH 34 CIIMPAHETO Ha NIpHeMa Ha CHITBTCTBAINH aHTHETTHIIeN THIHH
JIEKapCTBA ClieH IIOCTHTaHe Ha KOHTPON Ha NpHIageuuTe ¢ pregabalin xato no6appuna Tepanus., 32 Ja
ce MpeMuHe Ha MOHOTepalisA ¢ pregabalin.

4.5, JlexapcTBeHB H APYFH B3aHMogeHCTBES

Trii kaTo pregabalin ce eKCKpeTHApa NpefHMHO B HENPOMEHEH BHA B YpHHaTa, MeTabonusipa ce
HpereSpeKIMO MANKO TpH Xopa (<2% OT Ho3aTa ce YCTaHOBABa B YPHHATA oA PopmaTa Ha
MeTaboNHTH), He HHXHOKpa JeKApCTBeHMS MeTaO0IH3EM i1 VIfro H HE ce CBEp3Ba ¢ INIa3MeEHHTe
OenTriM, MAIKO BEPOATHO € TOif Aa IpeNH3BHKBA HIK Ja YIACTBA BEB (GapMaKOKUHETHIHI
B3aMMOAEHCTBHA.

CrOTBETHO, B in Vivo NpOYYBaHMSI He ca HAOMIONABAHH KIHHHYHO 3HaYHMMH GapMaKOKHHETHIHH
B3aMMOIeHCTBHA MeXIy pregabalin u phenytoin, carbamazepine, Bannpoesa kucemaHa, lamotrigine,
gabapentin, lorazepam, oxycodone rnu ethanol. Ilomynauuonen GapMakokHHETHYEH aHAIH3 HOKa3Ra,
4e MepopanuuTe aHTHAHAOETHH CPeNCTBa, JHypeTHIHTe, insulin, phenobarbital, tiagabine u
topiramate HAMAT KIHHEYHO 3Ha49MM eheKT BBpXy IIMpBHCa Ha pregabalin.

EnsoBpeMeHHOTO IIpHIOXKEHHE Ha pregabalin ¥ mepopanHHTe KOHTPALEITUBHH CPENCTBA
norethisterone u/wny ethinyl oestradiol ne riopmisgsa GapMaKoKUHETHKATA IPH CHCTOSHHE Ha
PABHOBECHS Ha BHTO €FHO OT Te3H BEIecTsa.

MHorokpaTHH NepopaiHs no3u pregabalin, NprUiokeHH eXHOBPEMEHHO ¢ oxycodone, lorazepam wiu
ethanol, He BOAAT NO KIMMMUHO 3HAYMMH edeKTH BEpXY NHINaHeTo. Pregabalin BeposaTHO nMa
aIUTHBHO JIGHCTBHE BLPXY HAPYIIEHHATA Ha TIO3HABATENHATA M ABMraTenHaTa (GYHKIMA, IPHYMHEHH
ot oxycodone. Pregabalin mMoxe na sacunu edexrute Ha ethanol u lorazepam.

He ca riposesxaany crienuuIHE NPOyIBaHys 3a GapMaxOAHHAMHYHH B3aUMOASHCTBHS [IPH
IoGpOBOJILH B HarpeRHana Be3pact.

4.6. BpeMeHHOCT H KbpMeHe

JIumicBaT ameKBaTHM JAHHU 34 YIIOTpedaTa Ha pregabalin pu GpeMeHBH.

TipoyusanmsTa IPH JKEBOTHHU ¢4 IOKA3aNH PelpONyKTHBHA TOKCUYHOCT (B, pasfien 3.3)
TloTeHIMANHUAT PHCK TIpH XOpa e Heyspsecter. CliefoBaresiHo, Lyrica ne TpaOBa na 6bAe H3nON3BaHa
10 BpeMe Ha OpeMeHHOCT OCBEH ako Mojizara 3a MakikaTa ABHO HAAXBBPILA OTEHIMANHMA PHCK 32
wrona. IIpH skenu B AeTeponHa B3pacT TpabBa fa Opae npuarasa eQexTHBHA KOHTPRISTILEA.

He e usBecTHo nanH pregabalin ce exckperupa B MaifuHHOTO MASKO NIPH X0pa; Tol obaye ce
YCTAHOBABA B MaMUMHOTO MIISIKO [IpH IsxoBe. ClIeI0BATENHO, 10 BpeMe Ha JeueHue ¢ pregabalin He

Ce IIpEenopEIBa KbpMEHE.

4.7. Edexry BHpXy cHocOGHOCTTA 3a modapane i paora ¢ MABIHH



KPATKA XAPAKTEPHCTHEKA HA ITPOAVKTA
LYRICA 25 mg hard capsules

Lyrica Moxe fa IpHYUHEY BHSHE Ha CBAT H CHHIHBOCT ¥ CAELOBATEMHO MOXKE JIa TIOBJTHSTE
crmocobHOCTTa 32 modupane Wiy paboTa ¢ MallMEH. [TatderTyTe ce ChBETBAT 12 He WoQHpar, 1a He
paboTAT CBC CIOKHA MalIHHY WK 12 y9acTRaT B JPYTH NOTEHIHAIHO PHCKOBH IeHHOCTH AOKATO C&
pasfepe JanH ieyeHUeTO 3acATa TAXHATa CHOCODHOCT Aa H3BBPIUBAT TE3M AEHHOCTH.

4.8. Hexenaos JeKAPCTBERM PeaKnHy

KnunmunaTa nporpama Ha pregabalin e pionousana Han 9000 nanueHTH, KOHTO ¢a H3TION3BATH
pregabalin, Hax 5000 0T KOUTO ca B3€H Y4ACTHE B JBOHHO-CHEITH IITalle00-KOHTPOIHpaHH
npoyusanus. Hali-gecto cro0maBaHy HexxeNnani peaknny ca OUITK BHeHE Ha CBAT M CHHIMBOCT.
HexenaauTe peakius 0GMKHOBEHO ca OHITH TeKH A0 YMEPeHH 0O cHia. JecToTara Ha NpeKbeBade Ha
JIEYSHHETO TIOPAIH HEXKENAHH PeakLiHy 38 BCHYKH KOHTPOIHpaHH npoy4sasus e 6uta 13% npu
HALUERTH, TTONyyasaiy pregabalin, u 7% Ipu nauuenTH, Mody4asamy riane6o. Hal-gecTHTe
HeXelaHH PeaKiuH, JOBENH /10 NpeKbCBaHe Ha JeUeHHETO B FPYIIH, JISKyBaHH ¢ pregabalin, ca GuiH
BHEHe Ha CBAT Y CHHIHBOCT.

B pomuara Tabmuna ca H3OpoerH 110 KnacoBe ¥ yectora (MHoro decth (>1/10), qectu (>1/100),
<1/10), meuectu (>1/1000, <1/100) v peaxn (<1/1000)) Bcraxu HexeIaHH ICKAPCTBEHHE PeaKIHH,
KOHUTO Ca HACTBINMIIH ¢ UecTOTa IO-TOIAMa OT ILTale00 | IIPH TOBEYE OT ¢HE NalHeHT.

H36poeHHTe HexxeNaHK peakuus Grxa Mor fa 66T CRBP3aHH M C TIOANEKANIOTO 3a00N4BaHe
W/HIIH CBITETCTRALLQ eYeHNe.

CHcTeMa B Opragusma Hexeann AeKAPCTBCHER PEakUBM

Hapymenss Ha KpBBHATA H TEM{HA CHCTEMA

Penxu Heyrponenus

Hapymenss Ha 00MARATA H XpaHeBero

YectH 3acuiBaHe Ha aneTHTa

Hewectn AHopekcua

Pemxu XUTOTTHKEMHS

TcuaxnaTpUYHH HAPYUIEHHS

Hectn Eydopuuso HacTpoeHKe, 06bPKAHOCT, HAMANeHO MHOHIO,
paznpasHAMOCT

Hegectn Jlenepconanu3anys, aHOPTa3MHus, 0e3MoKoiicTBO, AenpecHs,

BB30y/1a, IPOMEHH B HACTPOESHUETO, 3aCHIBAHE HA
6e3CHHHETO, HOTUCHATO HACTPOeHHe, TPYAHO HaMUpaHe Ha
JTYMH, XanOIHHALHA, HATONOTHYHH CHHHINA, MOBHINEHO
JIHOUNO, NTaHAYECKA aTaKa, allaTHA

Penxu HerB3mbpKaHOCT, HOBUINEHO HACTPOEHHE

Hapymerns Ha HepBHATA CHCTeMA

MHoro 4ecTH BueHe Ha CBAT, CHHJIMBOCT

YectH ATaKCHA, HapyIIeHHs HA BHUMAHHETO, HAPYIIeHa
KOOpAHHAIAY, HAPYIIEHHs Ha IaMeTTa, TPEMOpP, OU3apTPHA,
TIapeCcTe3HH

Heuectn KOrHMTHBHO pascTpOHCTBO, XMIIOECTE3HS, ASQEKT B

3PHTENHOTO TIONE, HHCTAarbM, FOBODHO HapyUICHHE,
MHOKIIOHYC, XHropedexchs, TUCKHHE3Hs, NOBHIIIeHa
[ICHXOMOTOPHA aKTHBHOCT, BHEHE Ha CBAT IpH M3[IPaBsHE,
XHIIEpPeCTe3Hd, arey3us, 9yBCTBO Ha IIapeHe, HHTEHIHOHEH
TPEeMOp, CTYHIOP, CHHKOII

Pemxn XurokMHesHs, apocMus, aucrpadus

Oxgl gapymenss

YecTH 3aMBITIEHO BIDKAAHE, NHITTONHA

Hegectn 3puTeNHO HapyIIeHHe, CYXOTa B O4HTE, OTOK Ha OWHTE,

HOHMKCHE 3pHTENRHA OCTPOTAa, onkH B O9HTS, aCTEHOIIN,
TIOBHIICHA HaKpHMailid




KPATKA XAPAKTEPUCTHEKA HA IIPOOYKTA
LYRICA 25 mg hard capsules

Penuu QoTOrCH:A, Apa3HeHe B OYHUTe, MUAPHA3a, OCIIHIONCH,
HapyIIeHO 3pHUTENHO BE3IpHATHE 32 NbI00UHHA, 3aryba Ha
neputepHo 3perue, cTpabu3bM, NOBHIIEHa IPKOCT HA

obpazure
Vimpg 5 Ja0HPHHETHH HapyldeHHs
Yectu CpeToBBpTEXK
Pepxu Xunepakyzuc
CopeysH HapyuesHsa
Heuectn Taxuxapaus
Penxu ATpuoseHTpUKyTapeH 6ok I cTeneH, cuHycosa

TaxX¥KapAust, CHHYCOBA APHTMI, CHHycoBa OpaqHKapRus
Coaosd HAPYHIeH#EA

Heuecr JauepesaBake, rOpelly BEIHH

Penxu XHIOTOHIA, CTYACHH KpalHHIR, XUIICPTOHHA
PecnupaTopHH, TOPRKANHA M MeTAACTANAHA HAPYINCHHS

Hegecrn Jucned, cyxoTa B Hoca

Penxu Hasodapusrur, kalnuua, Ha3allHa KOHTeCTUS, EIIHCTaKCHC,

PHHHT, XBpKaHe, CTATaHE B I'BPIOTO
T'acTponBTEeCTHHANHM HApY HeHHs

YectH CyxoTa B ycTaTa, 3a1eK, HOBPsIIaHe, QraTyNeHIMsa

Heyectu Tlomyeane Ha Kopema, IOBHIIEHO CIZOHOOTHEIIHE,
racTpoesodareancs pednyxc, xunoecTesHs Ha YCTHATA
KyXHHa

Pepru Acuur, prcdarua, HaHKpeaTHT

Hapymwenss HA K0xRAT2 H HONKOKHATR THKAH

Heugectn Tlorene, namynoseH obpus

Penxu CTynensa nor, ypTMKapys

Hapymenns Ha CKeIeTHOMYCKYTHATA CHCTEMA B CheIHNNTEIHATA THRAH

Hewgectu MyCKyJIH# NOTPENBaHMA, [IOTYBaHE Ha CTABUTE, MYCKYTHH

KP2MITH, MHAITHS, apTpairis, Gonkd B repba, 6omky B
KpaiiHyK, MycKyJIHa CKOBaHOCT

Penxu Ilepauxasnen cna3sM, OONKH BBR BpaTa, pabaoMHAONH3a
b10peunsy H MAKIHOHHH BAPYIUEHHS

Heuect J3yprs, HEKOHTHHEHIHS Ha YpHHATA

Penxwm Omuirypus, 60peuHa HeJOCTATPYHOCT

HapymeHns Ha peIPOAYKTHBHATA CACTEMA H MIIETHATE JKNe3H

Hecru Epextunna quchysxims

Heuectnt 3abaBena eqKynaiud, cekcyanaa FuchyHKIpS

Penxn Amenopes, OONKM B IbpJara, CEKpeLla 0T Ibpliata,

IuCMeHopes, xuitepTpodus Ha IepAaTa
O6mu Bapyienns A NPOXBH HA MACTOTO HA KPHIOKEHEE

Yectu ‘Ymopsemoct, nepH(epHEH OTOLH, YyBCTBO 34 OIIHAHEHHE,
efleM, HapyLIeHa M0XO0/(Ka

Heuectu AcTeHns, nafaHe, KA, CTATAHE B ILPIHTE

Pepxn Boneznena anazapka, MHPeKCHs, TPBIKH

ITpomens B H3CJIEABRHHATA

YecTH VYBe/uaBaHe Ha TEIRCHOTO TETNO

Hewectu IoBHeHKE Ha alaHHH aMHHOTpaHc(epasaTa, MOBHINEHHE

Ha KpeaTHHHH GOoCQOKHHAz3aTa B KPBBTA, HOBHIUCHHIE Ha
acuiaprar aMuBOTpatcdepazara, HaMmanesue Ha Opos Ha
TPOMOOLIUTITE

Pepnxu TTosumenue nwa KpbBHATA 3axap, IOBHIIEHHE HA KpeaTHHKHA
B KPBBTa, IOHIDKEHHe Ha Kalus B KPBBTA, 3aryba Ha TelnecHo
Terlo, NOHMmKeHe Ha Opos HA JEBKOLMTATE

4.9, Ilpexozapane




KPATKA XAPAKTEPHCTUKA HA ITPOOYKTA
LYRICA 25 mg hard eapsules

ITpu npego3upane 1o 15 g Be ca cho01aBaHE HEOYAKBAHH HEXXENAHH peakiuy. JIeueHHeTo IIpH
fipemo3KpaHe Ha pregabalin Tpsabea na Bkirousa oOiH HONABPIKALIHE MEPKE H €BEHTYAIHO
XeMOAHANK3a HpH Hyxaa (8. pazgen 4.2 Tabmmna 1).

5. ®APMAKOJOIWYHW JAHHN
5.1. ®apmakonEHaMHYIHA CBOHCTBA

(dapMaroTepanesTH4Ha rpyna: agrrermentany, ATC xoa: NO3A (mpenmosker)
JlexapcTBeHOTO BEHIECTRO pregabalin e aHanor Ha TaMa-aMMHEOMacIeHaTa KucenuHa ((S)-3-
(aminomethy!)-5-methylhexancic acid).

Mexanu3zpM Ha BeicTRie

Pregabalin ce cBBp3Ba ¢ AONLRHUTENHATA cyOenHNNA (¢ OeNITHK) HA BONTaX-32BHCHMHTS
KAIINHMEBY KAHAIH B ISHTpAHATa HEPBHA CHCTeMa, M3MECTBaHKH MOUTHO [*H]-gabapentin.

Kinunuden ondr
Hesponarnyna 6onka

EdexTHRHOCTTA € KOKa3aHa B IPOYIBaHKMA (pH NUadeTHa HEBPONATHA M TOCTXepPIeTHIHA HEBPATH.
EdexriusHocTTa He © MPOYHeHa NpH APYTH MOJENH Ha HeRponaTHyHa 6olika.

Pregabalin e poyyeH B 9 KOBTPONHPAHY KIMHHYHHE NPOYYBaHKA ¢ IPONBIDKHTEAHOCT A0 13 cemvumm
¢ neyxpaten auesed mpueM (I u mo 8 cermunm ¢ TpukpareH aueseH npueM (TT1M). Karo mamno,
HesomacHocTTa H ediekTHRHOCTTA HpH pexxkivu Ha nosupane I u TII)T ca Guin cxonum.

B KIHHMYHMTE IPOYHBaHES ¢ NPOLbIDKATeRHOCT 10 13 cemmury otenabpane Ha Gonkara e 6uno
HabmoxaBaHo 10 Kpag Ha IEpBaTa ceIMHUA M ¢e € 3ala3HITo Ipes LISUs ITepHOI Ha JISUeHHe.

B KOHTPORYpPAHU KIIMHEHYHE OpoyusaHus 35% OT nalueHTHTe, JeKyBaHH ¢ pregabalin, 1 18% ot
IamUeHTHTe Ha mWianeGo ¢a uMany noJodpeHye Ha TOUKOBMA pes3ysTar 3a OligHKa Ha OonkaTta ¢ 50%.
Cpen nanpenTHTe 03 NPOSRY Ha CHHIMBOCT Takopa HofobperHe e Ouno Habmonasano 1pu 33% ot
nekysauuTe ¢ pregabalin 1 nipa 18% ot maumenTrTe Ha wiane6o. IIpy nanyeHTy ¢ IPOABH Ha
CHHIMBOCT TEPANEBTHYHHAT OTroBOp & 61 48% B Tpymata ¢ pregabalin 1 16% B mnanebo-rpynara.

Etmnernicus

Pregabalin e mpoy4eH B 3 KOHTPONHPAHH KIHMHIYHY POYYBAHHMA C IPOABIDKHTENHOCT 12 cenmuim
npu aeykpated (L) mmu tpuxparen (TI1) aaeen npuem. Kato 1o, 6e30MacHoCTTa H
e)eKTHBHOCTTA IIpH peXkiMy Ha fosupane JTIM a TIIJT ca Oymu cxofBu.

Hamanenye Ha 4eCTOTATA HA IPHIIaNBHETE € 610 HabntonasaHo 5O Kpas Ha mppBaTa CeaAMHUIa.

5.2. @apMaxkOKBEETHYHH CBOHCTBA

Papropecuure GapMaKOKMHETHYHM OKa3aTeay Ha pregabalin ca cXomHM IIpH 3ApaBH J0OPOBONIH,
MAIMEHTH ¢ ENMIENCHS, HONYIABANTH aHTHESTIHISNTHYHH JIEKapcTBa, M NaUMEHTH ¢ XPOHHYHA bolka.

Abcopbis:

Pregabalin ce pesopGupa 6bp30 1pH pHIGKEHHE HA ITI/IHO C MUKOBH IHASMEHH KOHLEHTPALHH,
HACTHOBAIM B PAMKUTE Ha €HH 4ac CIe IIPHIOKeHHe KaKTO Ha 6NHOKPATHA JI03a TakKa ¥ Ha
MHOTOKpaTaH n03H. Ilepopanyara GuoHanMYHOCT Ha pregabalin ce ovakpa ga e >90% u e HesapHCHMa
oT mosaTa. Ches MOBTOPEH DpUeM PaBHOBECHH KOHIIEHTPALHH Ce JOCTHIAT B pamkuTte Ha 24 mo 48
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gaca. CKOpOCTTa Ha pe3opOia Ha pregabalin HamalsBa NpH MpYEM C XpaHa, KOETO BOJH A
noHmkense Ha Cpq, ¢ 0k0no 25-30% 1 3a0apage Ha ty,, O NpHONH3HTENBo 2.5 vaca, JIpueMET Ha
pregabalin ¢ Xpana, oGaye, HiMa KITHHUYHO 3HaUMM e(eKT BEPXY CTEeNeHTa Ha pe3oplins Ha
pregabalin.

Paznpenenenve:

TlpeAxnHHUYHE NPOy9IBaHN [I0Ka3BaT, ye pregabalin NpeMurHaBa npe3 KpeBHO-MO3B4HATa OapHepa Ha
MHIIKH, IITEX0Be 1 MatiMynu. Jokazano e, ue pregabalin mpemunasa npe3 IIAUEHTATa TIPH ILTBXOBE U
Cé OTKPHBA B MJIIKOTO Ha KbpMeLIH IIBXoRe. IIpH Xopa 06eMEBT Ha pasnpedeneHue Ha pregabalin

clien AepopaneH npHeM e npubmusurento 0.56 kg, Pregabalin He ce cpbp3Ba ¢ miasmenure GeATHIM.

MeraBonuspm:

MeraConmsMeT Ha pregabalin npi xopa € npenedpesxiMo Manbk. Cief npyeM Ha K032 PafHOaKTHBHO
Genszan pregabalin mpubmsuTento 98% OT pagHoaKTHBHOCTTA, YCTAHOBEHA B YpHHAaTa, & Ouna
HempoMeHeH pregabalin. N-MeTHIHpaHUAT ZepHBaT Ha pregabalin, OCHOBHMAT MeTabOMHAT Ha
pregabalin, oTkpuT B ypusara, cheTapngsa 0.9% ot gosaTa. B npeqiciiHAYHE IPOYYRaHHS HE Ca
YCT2HOBEHH JAHHH 33 palieMH3alis Ha S-eHaHTHoMepa Ha pregabalin o Herosus R-enanTiomep.

EfuMuHBpase:

Pregabalin ce enuMuHEpa OT CHCTEMHOTO KPEBOOOpaIlieHHe TIaBHO upe3 OB0peyna excKpels B
HerpoMeHeH BHy. CpemIHOTO BpeMe Ha MOMyXHBOT Ha pregabalin e 6.3 yaca. [Ilnasmenuar u
60pedHKAT KIHPBHC Ha pregabalin ca npaBo IPONOPLMOHANHH Ha KPEATHHHHOBHA KIHPHHC (BK.
paznen 5.2 Hapymeta 650peuna QyHKkms).

Tlpu naumenTd ¢ Hamanesa Go0pedHa QYHKUHA WK HA XeMOAHANK3A € HeOGXOIHUMO ananTUpaHe Ha
Jnozata (B, paznen 4.2, Tabmua 1).

JIingeiinocT / HeNHHEHHOCT:

dapMakOKUHETHYHUTE NIOKas3aTeNH Ha pregabalin ca THHEHHH B paMKUTE Ha MPETIOPBUMTEIHIA
JHEBEH 0308 MHTepBall. BapHabuizocTTa Ha (hapMaKOKHHeTHKAaTa Ha pregabalin MexTy MEAHBHAKTE
e Manka (<20%). GapMakOKHHETHKATA IIPH MHOTOKPATHO IIPHI0KEHHE MOKe fa ObJe npeackasaHa oT
JAHHETe DpH eAHOKpaTeH npieM. CIefoBaTenHo, He € HeOOXOMHMMO PYTHHHO MOHHTOpPHMpAHe Ha
TUIa3MeHMTE KOHUEHTpAlHY Ha pregabalin.

DapMaKOKUHETHKA IPK CHelHQHIHH W NAITMeHTH;
Tloa

KnunugHUTE TPOYYIBaHMSA IOKA3BAT, ¥e NONET He 0Ka3Ba KIHHHYHO 3HAYHMO BITHAHUE BEPXY
IUIa3MEeHHTe KOHIEHTpauy na pregabalin.

Hapymena 6s0peuHa $yBKIs

KmuprHCesT Ha pregabalin e NpasonporopiHOHaneH Ha KpeaTHHHHOBHS KiMpsHE. OcheH TOBA
pregabalin ce orcTpansBa ehekTHBHO OT Ia3MaTa Hpes XeMonuanusa (Ciel 4-4acoBo XeMORMaTi3HO
Neyenne Na3MeHnTe KOHIeHTpaliy Ha pregabalin ce noHmkapaT ¢ npudmmsuTeHo 50%). Toil kato
6BOPEUHOTO EMMMHHIPAHE & TIIABHUAT [TBT Ha eIUMEHKpaHe, IIPH TIAlHEHTH ¢ HapyileHa 666peuna
dynrma e HeofXoRuMO HaMalISBaHe Ha JOSHPOBKATA, a ClIe XeMOIHANK3a € HeoOXOmaM
AOTBIHUTENEH NpHeM (BK. pasfen 4.2, Tabmuna 1).

Hapynrena seprojpobya QYHIEHA

He ca npoBexxianH cnenuanin (apMakoKHHeTHIHH IPOYYBaHUs NIPH NALMEHTH C HapyIIeHa
yepHoapobua Gyuxuus. Teit kato pregabalin He IpeTHPHABA 3HAYUM MeTabOOIM3BM H ce eKCKPeTHpa
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NpeIEMEC B HENPOMEHEH BUX B YPHHATA, HapylleHaTa JepHOpodHa QyHKIMA He O TpaOBalo fa
HpOMEHs 3Ha9MMO ILTa3MeHNTe KOHIGHTpalH Ha pregabalin,

TJarienTd B HalpeHaa BB3pacT (Ha 65 TONMHK)

CrInecTBYBA TeHICHUHMA 32 HaMaN BaHe Ha KIHpEHCa Ha pregabalin ¢ HapacTBase Ha Bp3pacTTa. Topa
Hamaredre Ha IepOpanHesi KIMPBHC Ha pregabalin chOTBETCTBA Ha MOHMKEHMETO Ha KIMPBHHCE Ha
KpeaTHHHHA, CBLP3aHO ¢ HanpeBaHe Ha Bp3pactTa. IIpH IIalMeHTH ¢ BE3pacToBo 00yCnoBeHo
napynexye Ha 6p0peynara QyHKIT MOXE [la ce HAJOMH HaMaJlsBaHe Ha 103aTa Ha pregabalin (Bik.
pasnen 4.2, Tabnuna 1).

5.3. TpepxkIARBIHE J2ENH 32 fe3omacyocT

B kOHBeHIHOHANHH (apMaKOTOTHYHY NPOY4BaHus 32 0€30TIacHOCT MIPH SKHBOTHH pregabalin e
TIOKa3an o0pa NOHOCHMOCT B IO3H CEOTBETCTBRAIIH Ha KIHHUIHO Npunarasnre. B Ipoy4sanus 3a
TOKCHYHOCT € IOBTAPAIIH CC HO3H, NPOBCOCHH IPH IITBXO0BE U MaﬁMYHH, ca OumH HaﬁﬂiO,E[aBaHH
edextd Bupxy LHC, BRIIOUATENHO XHTIOAKTABHOCT, XMIIEPAKTHBHOCT M arakcHi, Crex
DpOTE/DKHTEIHA eKCIIO3HINA Ha pregabalin, CEOTBETCTRAINA HA SKCTIOZULHS > 5 ITBTH NO-TOIIMA OT
CpeHATa eKCIIOSHIS IPY X0pa NPH MaKCHMAaNHa TIpenopEYrTeNHa ITHHIYHA 1038, ce Habmonasa
HOBMIIIeHA YeCTOTa Ha aTpodus Ha peTHHaTa, 061HYaiiHo HabloNapaHa NPH ILTEXO0BE AIGHHOCH B
HaTlpeflHana BE3pacT.

Pregabalin He e TepaToreHeH NPy MHIIKH, IUIGX0BE MM 32, deTanna TOKCHYHOCT OpH IHBX0BE H
3aiiili e HACTHIIMIIA CaMO TIPH eKCHOSHITHY, HAIXBBPIIAIM SHAYMTEHO TasH IIpH Xopa. B
[peHATANHY TOCTHATAIHH H3CIE/IBaHHA 32 TOKCHYHOCT pregabalin € A0BeA 0 NOsBA Ha TOKCHIHH
edeKTH BBPXY PA3BUTHETO Ha MOKOJIEHHETO HPH IUTBX0BE CIIe/l eKCTIO3UIKH >2 METH [0-FOJIeMH OT
MaKCHMAaIIHATa NIPenopbUHTENHa eKCIIO3HIA IIPH XOopa.

Pregabalin He e reHOTOKCHYEH B3 OCHOBA Ha PE3YITATH OT CEpHs OT i Vilro U in Vivo W3cie[BaHNAT.

TIps IWIsXOBe B MHIIKK ca 61T NpOBEISHH ABYrONHIIEH NPOYIBauus ¢ pregabalin 3a
xapupHorerHocT, [Tpy ITExOBe He ca HaGMOABaHH TYMOPH CJIEN eKCIIO3HIMY A0 24 TETH HO-TONeMH
OT CpeHATA eKCHIO3ULIL [IPH X0pa NPH MakCHMAITHATa IPENophYUTeNHA KIBHHYHA fosa oT 600
mg/nen. TIpu MrmkH He e Ouna HaOMoAaBaHa HOBUIIEHA YECTOTA HA TYMOPHTE NPH €KCIIO3HIMH,
HOZOGHM HA CPeXHATA eKCHO3HIIMS IPH X0pa, HO IPH [I0-BUCOKH eKCIIO3KIIY & Oxia HabmoaaBana
TIOBUIIEHA 9eCToTa Ha XeMaHruocapkoM. HereHOTOKCHIHMAT MEXaHH3bM Ha HHAYIIMPaHOTO OT
pregabalin o6pasysane Ha TyMODH IIPH MHEIKH BKTIO4BA IPOMEHH B TPOMOOUUTETe ¥ npokdepanyia
HA eHAOTENHH KifeTk. Takusa TPOMOOIHTRY [IPOMEHH He ca OHIIH YCTaHOBEHH HIPH IIBGX0RE WilH IIPH
XOpa B PAMKHTE Ha KPaTKOCPO'HH H OIPAHHIEHH JBITOCpOYHH KITHHIYHM NpoyYsanus. Jlurncsar
JOKA3aTeNCTBRa, NPeAIoNaraly PHCK IPH Xopa.

Hpu MiIagu IWIbX0Be BUAOBETE TOKCHIHOCT HE CE PasNMYaBaT KA3ECTREHO OT Te3H, HabMNIofaBaty IPH
3penH IrsXoBe. MiafuTe IIGX0Be, 06ade, ca mo-uyBcTBHTENHH. Ilpy TepaneBTHYIHY eKCHO3HIMH Ca
GIUTH YCTAHOBEHHM KTHHHYHY [IposiBH oT ITHC xaro XuIepakTHBHOCT M CKBPIAHE CBC 3501 ¥ H3BECTHH
IIpOMEHH B pacTesxa (IPexoqHO IIOTHCKAHE Ha HaJHaBaHeTo Ha Terno). Efexru BBpXy UMKbIA Ha
pasroxpane ca Onne HaGNFOAABAHH IPH €KCIIO3HIKS, HARKBEBPIAINA 5 IIETH Ta3H IIPU Xopa.
Hepporiopegedecky/no3HapaTenH edekTH ca buna nabmonasany py MIaH AAbX0Be 1-2 ceAMULTH
CHeR eKCIIO3HITES >2 HBTH (OTrOBOP KBM 3BYKOB CTHMYIT) MM >5 bTH (06y4eHHe/aMeT) No-roiama
OT TepaneBTHYHATa eKCIIO3HILA IIPH X0pa.

6. OAPMANEBTHYHH JAHHHA

6.1. CoucLK Ha NOMOBIHATE BelIeCTBa

CEABPKAHAE Ha KarlcyllaTa:
Lactose monohydrate
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Maize starch
Talc

Karnicynua obBHBKa:

Gelatin

Titanium Dioxide (E171)

Sodium Laurilsulfate

Silica, colloidal anhydrous

Purified water

ITegaTHO MacTHIIO:

Shellac

Black Iron Oxide (E172)

Propylene Glycol

Potassium Hydroxide

6.2. HecnrBMeCTEMOCTH

HenprmosxmMo.

6.3. Cpok Ha rogHOCT

3 roguHH.

6.4, CuenpajigH YCIOBHS HA ChXpaHEeHAe

To31 neKapCcTBO He H3HCKBa CIIeLHAHHE YCIOBHA Ha ChXpaHeHHe.

6.5. Bug | cEALPAKARNE H2 0HAK0BRATA

PVC/amymunmens OmucTepy, ceabpikamy 14, 21, 56, 84 unwm 112 (2 x 56) TRBpAM Kancymu.
PVC/anymunuesy OnHcTepH ¢ nephopaliai 3a BeAKa OTANHA J03a, chappxaiiy 100 x 1 tespau
KariCcyms.

BE3MoKHO € /12 He Ce IPeIaraT Ha a3apa BCHYKH BUAOBE OHAKOBKH.

6.6. Hpemopbky UpH ynorpeda

HaMa crieiHairsy H3HCKBaHU,

7. TPUTEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA

Pfizer HCP Corporation

235 East 42™ Street

New York, NY 10017 — 5755
USA

8. PEIrUCTPAIIMOHEH HOMEP

9. JATA HA OOBPBO PA3SPEIIABAHE 3A YIHHOTPEBA
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10. JATA HA (UACTHYHA) AKTYANHASAIIAA HA TEKCTA

10



