KPATKA XAPAKTEPUCTHKA HA TTPOLVKTA
LYRICA 50 mg hard capsules

1. TBHPTOBCKO HAUMEHOBAHHWUE HA JIEKAPCTBF%M? %CIFEPW]}‘A S[{PABEONA IBAHETO

LYRICA 50 mg TRBpAU KalCyIn
JIMPHKA 50 mg TBBpAH Karcynu

2. KAYECTBEH H KOMWYECTBEH CBHCTAB

NospoReHie KM
pfapemeﬂne saynorpedate |HA X9 \ A5-0¥0

P00y 0796 L, / .

Besaxa TRBpIA Kancyna ceaspxa 50 mg pregabalin, 3a momMomHHTe BeiecTBa, BIDKTe pasmert 6.1.

3. JEKAPCTBEHA ®OPMA

Tabpaa kancyna

Kancyna ot 50 mg: 04na TREpAa KeIaTHHORA KalICyiia, Mapkupada ¢ “Pfizer” prpxy xanauxara u
“PGN 50” BppXy TAIOTO Ha KaNCyIaTa ¢ YePHO MacTiIo. TANOTO & MapKHpaHO CHINO H ¢ YepHa

WBHHA,

4. KIWHWAYA TAHHI
4.1. TepanesTHYHY NOKA3IAHAN

Hesponarpysa 6onka

Lyrica e moka3saHa 3a JiedeHne Ha nepr(epHa HeppolaTHdHa Gonka npH BE3pacTHH.

Enmnencus

Lyrica € INOKazaHa KaTO JONBIHHTSTHO NEYEHHE IIPH BE3PAcTHH ¢ TapiHalHu IIPAIATBIM © HITKH Ge3

BTOPUYHA reHepanA3anysl.

42. Ho3HpoBKa H HAYHH HA NPHAOKEHHE

JlozoeusT urTepBan € o1 150 go 600 mg Ha neH paznpeneneyy B ABa KM TPH IIpHeMa.

Lyrica Moxe na Opfie nipremana ¢ wix 6e3 xpaHa.

Herponatuura Sonka

Jleuenueto c pregabalin mosxe na 3amouse ¢ fosa or 150 mg na nen. B 3aBHcHMOCT OT
MBIHBAIYANHAA TepalleBTHUEH OTrOBOP Ha NAaNMEeHTa H IIOHOCHMOCTT, AO3HPOBKATA MOXKe fa 65ae
yeenyena o 300 mg Ha AeH cnen HHTEpBall OT 3 110 7 HHH, a IpH HeoOXONHUMOCT 10 MaKCHMAIIHa
no3a ot 600 mg nHEBHO cleX AOITBIHUTEICH 7-1HEBEH HHTEPBAIL.

Egunencus

Jleuenuero ¢ pregabalin moxxe fa 3anouse ¢ fo3a oT 150 mg Ha geH. B 3aBHcHMOCT OT
HMHOUBHAYAHUA TepaleBTHYeH OTIOBOD Ha IAHEHTa H IIOHOCHMOCTTA, JO3HPOBKaTa MOXKe A2 Gpae
ysenuueHa g0 300 mg Ha fed cnex 1 ceamuna. MaxcuMansara noza ot 600 mg Ha geH Moxe fa 6bre

JOCTHIrHATa Cliel oule €iHa AONBIHHATCHHA CCAMELIA.

IIpexpaTaBare Ha ieueHHETO ¢ pregabalin

NpPEeKPaTeHO KaKTO IIPH HEBPOIaTHIHA 0OMKa Taka H [pH CIIHIICHCHA, C&

HNOCTENICHHO B PaMEKWTS MHHHMYM HA 1 cemmuna.
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KPATKA XAPAKTEPUCTHKA HA TIPOJIVKTA
LYRICA 50 mg hard capsules

Hayuenmu ¢ napyutena bobpeuna Qynxyus

Pregabalin ce eIMIHEpA 0T CHCTEMHAaTA HUPKYNAHA [IABHO upe3 Ob0peyuHa eKCKperis B
HeripoMeHeH BHA. Thi kato KITMPBHCET Ha pregabalin e rpapo nponopnuoHaneH Ha KpeaTHHHHOBHA
KRUpEHC (BX. pazfen 5.2), HaMandBaHeTO HA NO3aTa NPy NALMEHTH ¢ HapymeHa On0peura dyHKmms
TpaGBa na O6ble HHAHBHLYATH3HPAHO B CHOTRETCTBHE ¢ KPeaTHHMHOBMA xiupeHEe (CLer), KakTo e
nocoueHo B Tabmuua 1, kato ce npmnara cienHata popmyla:

[140 - BB3pactTa (romunm)] X Terioro (kg)
CLor{ml/min} = (% 0.85 32 xenn)
72 X cepyMHES kpeaTudrH (mg/dl)

Pregabalin ce orcrpansea edbekTHBHO OT IWIa3MaTa Ypes xemomuanusa (50% ot nexapersoTo 3a 4
waca). [Ipy mauMeHTH Ha XeMOHAN3a JHEBHATa Jo3a pregabalin TpaGea na 6pn¢ aganTupada B
3aBUCUMOCT OT Op0pednara GyEKUMA. B JoIrenHeHHe KbM HHERHATA 032 HEMTOCPEACTREHO CHEN
BCcAKa 4-yacoBa xeMoguanu3a TpsoBa na O6lle NasieHa ZOIBIHKTeNHA qo3a (Bx. Tabmuna 1).

Tabnuna 1. AnanTHpade Ha TO3UpOBKaTa Ha pregabalin B 3aBHCHMOCT 0T 6EOpeUHATA GYHKIHL

KpeaTHHuHOB O6ma nueeHa nosa Ha pregabalin * PexM Ha nosupane
xupbHe (CLy)
(ml/min)
Hayamga mosza MaxcuMarnga f103a
(mg/me) (mg/nex)
> 60 150 600 JTLN pmm TITT
>30 - <60 75 300 ST soma TILIT
>15-<30 25-50 150 EHOKpaTHO AHEBHO HIH
AN
<15 25 75 FEOHOKpaTHO NHERHO
JloneauMTeNHA 1032 HelTOCPeACTBEHO Cllel XeMouanu3a (mng)
| 25 | 100 |  Enmoxparsa gosa *

TIIJ] = Pasneneny B TpH IpHeMa

JIII = Pazgenend B 182 npyeMa

* Obinara AHeBHa fo3a (mg/neH) Tpabra fa 6pze pasmeneHa, KAKTO € YKa3aHO B PeskuMa Ha JIO3HpaHe,
33 Jia ce MIOAYYaT mg/ao3a

* HMomsnHKUTEHATA 032 € §AHOKPATHA

Hpunoscentie npu nayuenmit ¢ HAPYWEHA YePHOOPOOHA DYHKYUA

Tlpy nauMeHTH ¢ HapylIeHa YepHoApoOHa hyHKIMA He e HeoOXoauMa IpoMAHa Ha JOo3upoBKaTa (BiK.
pasnen 5.2).

Hpunoxcenue 6 demceka u lonoutecka gv3pacm (om 12 do 17 200unu)

BezomacHoctTa ¥ edexTHBHOCTTa Ha pregabalin Npy egyaTpHUHM NAUHEHTH Ha BB3pacT oA 12
TORMHH ¥ IIPH FOHOIIH HE & YCTaHOBEHA.

He ce npenopbyba npusioxeHHe B IeTcKa BB3pacT (BiK. paszgen 5.3).

Hpunooicenue npu nayuenmu 8 HanpedHana evzpacm (Had 63 zo00unu)

Tlpu napmeHTy B HapegHaNa BE3pacT MOKE Ja Ce HaJIOJKH HaMalBaHe Ha J03aTa Ha pregabalm

4.3. IIpoTHBONOKAIANHA

CBP’BX.‘-IYBCTBHTGIIHOGT KEM JCKAPCTBECHOTO BEIICCTEBO HIH KbM HAKQE
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KPATKA XAPAKTEPUCTHKA HA ITPOOYKTA
LYRICA 50 mg hard capsules

4.4, Cuenuanny UpesyNpeKICHHS H CHENHANHE NPEARA3HA MEPKH NPH yNOoTpeda

TTanvesTH ¢ peliky HACIENCTREHH 3aD0NMBaHks KAT0 FANaKTO3HA HEIOHOCHMOCT, [e(HITHT Ha HaKTasa
Ha Lapp wiM rieoko30-ranakTo3sa Manabeopbuus He TpaOBa Na IpHeMaT TOBa ACKapCTRO.

B cHOTBETCTBHEE C HACTOALIATA KIMHMYHA IPAKTHKA IIPH HAKOH TAlMEeBTH ¢ AuadeT, KOMTO HainaBaT
Ha TerJIo NpH JiedeHHe ¢ pregabalin, e HEOOXOXHUMO afanTHPaHe Ha XHITOITHKEMHYHOTO HeueHHe.

Jleuemnuero ¢ pregabalin e 6uro CBBP3aHO C BHEHE Ha CBAT M CHHIMMBOCT, KOHTO 0¥Xa MOIH Ja
YBEeNWYAT YeCTOTATa Ha CHy4alHO HapaHdBaHe (Najade) NpH NaLUHEHTH B HanpeJHaga BE3pacT.
CnepoBaTendo, nanHeHTHTe TpAOBa fa OpAaT NockBeTBaHH Aa ObIaT C NOBMINEHO BRAMAHHE, IOKaTo
He Ce 3all03HAAT ¢ NOTeHIHATHHTE e(eKTH OT AeUeHHETO.

CrIecTRYBAT HeNOCTATHYHO JAHHH 32 CHHPAHeTO Ha MPHEMA Ha CRITHTCTBALIY aHTHEIWISITHYHH
JIEKapCeTBa Cliell IOCTUraHe Ha KOHTPOJ Ha MpANageuTe ¢ pregabalin kato no6apbuna Tepams., 3a fa
ce IIpeMHHE Ha MOHOTepallis ¢ pregabalin.

4.5. JlexapcTResM M SPYrH B3aunmofedcTBHA

Trit kato pregabalin ce exckpeTspa NpeiEMHO B HEMPOMEHEH BH/I B ypHHATa, MeTabONM3KMpa ce
npenebpexxEMo MaKo IpH Xopa (<2% oT mo3aTa ce yeTraHoBABa B ypUHATa MoK (hopmara Ha
meTabonuTH), He HEXUOHpa NekapCTBeHMs MeTa0O0IM3EM in Vifro U He ce CBBP3Ba C NIIa3MeHHTe
QeIrTBIH, MAIKO BEPOATHO & TOM J1a IpefH3BHKBA WIK Ja Y4acTBa BEB (apMaKOKMHETHIHH
B3aHMONCHCTBHS.

CHOTBETHO, B in Vivo TIPOydBaHks He ca HAOIOAaBaHy KIHHEYHO 3HAYMMH (apMaKoKHHETHIHA
B3aUMOeHCTRHS Mex Iy pregabalin u phenytoin, carbamazepine, Banmnpoera kucenuHa, lamotrigine,
gabapentin, lorazepam, oxycodone mmu ethanol. ITorynatyoseH GapMaKkoKHHETHYEH aHAHN3 JIOKA3BRA,
Ye riepopanHuTe anTHaualeTHH CpelcTBa, AHypeTHLHTE, insulin, phenobarbital, tiagabine u
topiramate HAMAT KMHKYHO 3HAYHM eQeKT BHPXY KIHpBhHCA Ha pregabalin.

EnnoBpeMeHHOTO IpMUIIOIKeHHE Ha pregabalin v NepopanHKTe KOHTPALEITUBHY CPEACTBA
norethisterone u/umi ethinyl oestradiol He moessaBa QapMaKOKMHETHKATA NPH CHCTOAHKE Ha
PABHOBECHE HA HHTO €{HO OT Te3H BellleCTRa.

MHOroKpaTHH NepopanHy A034 pregabalin, mpuioens eHOBpeMEHHO ¢ oxycodone, lorazepam g
ethanol, He BOIAT JO KAHHAYHO SHAYUMH e(eKTH BEpXy AumaneTo. Pregabalin BeposTtHo uMa
AfWTHBHO AEHCTRME BHPXY HAPYLIEHHATA HA [O3HABaTeNHATA M ARUraTenHaTa QyHKIMSA, IPHIHHeHH
ot oxycodone. Pregabalin Moske ma 3acuimm eextute Ha ethanol u lorazepam.

He ca nposexxpany creii(HYEN NPOyYBaHHs 32 (HapMAKOTHHAMHYHH B3aUMONEHCTBHS TIpH
Zo0pOBONIY B HallpeAHAla Bb3pacT.

4.6. BpeMeHHOCT H KbpMere

JIuricBaT afeKBaTHH AaHHE 32 yoTpebara Ha pregabalin npy OpeMeHHM.

TlpoyuBaHy4Ta HpH KUBOTHH ¢a TTOKA3AJIH PenpoRyKTHBHA TOKCHYHOCT (BX. pasfen 5.3)
TloTeHIHAITHIAT pHCK NPH XOpa € HeusBecTed. ClenopaTenHo, Lyrica ne Tpadsa aa 6pne usnonssana

TIO BpeMe Ha GpeMeHHOCT OCBEH aKo T0M3aTa 3a Maiixara ABHO HaOXBhpild NOTEHIHAAHHA PHCK 32
mwiona. ITpH sxenn B ZierepodHa BE3pacT Tpadsa na 6pJe npriarata eGexTHBHA KO

YCTAHOBABA B MaHYKHOTO MIIAKO ApH INTeXoRe. CIeNOBATENHO, 110 BpeMe H
Ce HpenophuBa KbpMeHe.
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KPATKA XAPAKTEPUCTHKA HATIPOOYKTA
LYRICA 50 mg hard capsules

4.7. LdexTH BLPXY cnocobgocTTa 32 mo(HpaHe # padoTa ¢ MAITHA

Lyrica Moxe 0a IpHYHHHA BHEHE HA CBAT Y CHHIEBOCT U CIENIOBATENHO MOXKE J1a TIORIIHAS
CIIocOOHOCTTA 2a mohypane WK padoTa ¢ MamuHH. [lanKHeHTHTE ce ChBETBAT A2 He Inodupar, Ia He
paloTAT CBC CIOIKHM MANTHHA HITH 13 yIacTBAT B APYTH IOTSHITHANHO PHCKOBH OEHHOCTH OOKATO ce
pasOepe oanu HeYeHHETO 3acATa TAXHATA CIIOCOOHOCT JIa H3BBPIIBAT Te3H AEHHOCTH.

4.8. HexesaH® JeKapcTBeHH PeaknHA

KmirmunaTa nporpama ya pregabalin e xmogsana Hag 9000 malieRTH, KOMTO Ca HINON3BANH
pregabalin, Hag 5000 OT XOHTO ca B3eNU yJ9acTHe B ABOHHO-CHENH Inane60-KOHTPORHpaHH
nipoyuBanys. Haii-qecro cso01IaBaHn HeKeNlaHH peakUVH ca OMMM BHEHE Ha CBAT H CHHIIHBOCT.
HexxemannTte peaxinii o0MKHOREHO ca OMIIM JIEKH JO YMEPeHH IO cuna. JecTorara Ha NpeKbeBaHe Ha
JICYEHUETO HOPa/(H HexKellaHH Peakiiiy 33 BCHUKH KOHTPOIHpaHH NpoydBanus € 0mna 13% npa
malenTH, NoMyyasainy pregabalin, 1 7% npy nanuenty, noiyyaramy wiane6o. Hai-yecture
HeXeNaHH PeaKiiyy, JOBE/IH K0 IpeKbcBaHe Ha IeYeHHeTo B TPYIH, TeKyBaHH ¢ pregabalin, ca Gumi
BUEHE Ha CBAT H CHHIHBOCT.

B nosuara Tabnuna ca u36poeHH o Kiiacose # yeerora (MHoro uectd (>1/10), wectn (>1/100),
<1/10), vewectn (>1/1000, <1/100) u peaxu (<1/1000)) BcuuKi HedkenaHH JCKAPCTBEHH PEaKIHH,
KOKTO ¢a HACTBIIHIH C 4eCTOTa [O-rossiMa OT iranefo U IpH oBede OT €HH NAHEHT.

HzbpoennTe Hexenauu peakiuy Opxa MOriH fia O6/1aT CBBP3aHHE | ¢ NOMISKAINOTO 3abonapane
/W CBIETCTRAIND AeUSHHKE.

CHcTeMa B 0prannsma Hexenann jJIeRapeTBeEd peaknuy

Hapymennrs Ha KpsBHATA H 1AaMdHA CHCTEMA

Pemxn Heytponenus

Hapymenns Ha 00MsHATA ¥ Xpanenero

Yectn Jacunpate Ha areruTa

Heuectn AHOpeKcHs

Pegiu XUrormHKkeMus

HenxpaTpHIHY Hapy e

Yectn Eydopruno HacTpoeHue, 0OBPKAHOCT, HAMANEHO AHOKO,
pa3apasHHUMOCT

Heuectn JenepcoHasi3aly, aHoprasmus, OesrokolicTso, nempecus,

B’BSﬁy}I&, IIpOMeHH B HACTPOCHHETO, 3aCHIIBaHE Ha
Ge3CTHEET 0, IIOTUCHATO HACTpOSHHE, TPYLOHC HaMHpaHe Ha
OyMH, XalIOIHHAlA, TaTONOTHYHE CHHNIING, ITIOBHIIEHO
IIHGH,[[O, NAaHHIecKa aTaKa, arnaTHia

Penxu Hepr3aspxasoct, OBHIIEHO HACTPOSHHE

Hapymensst Ha HepBHAT2 CACTEMA

Mmroro gecti BueHe Ha cBAT, CEHIBBOCT

Hectu ATaxcus, HapylIeHHS Ha BHMMaHHETO, HapyIleHa
KOOpRHHAIM, HapyIeHUs Ha 1aMeTTa, TPEMOp, HU3apTpui,
I1apecTe3HH

Heuecrn KOrHUTHBHO pascTpoiicTBO, XMIoecTesus, Aedekr B

SPUTEITHOTO T107i6, HUCTarsM, FOBOPHO HapyILIEHHE,
MHOKIIOHYC, Xuropedekcis, AUCKYHe3H, TOBHIIeHA
TICHXOMOTOPHA aKTHBHOCT, BUeHe Ha CBAT NpPH H3IpaBiHe,
XHIepEeCTeRHs, arey3Hd, TyBCTRO Ha [IapeHe, MHICHINOHEeH
TPEMOp, CTYTIOP, CHHKOH

Peaxu Xunoxuuesus, IapoCMEs, AHcrpagus
Ounu papymeuns

YectH 3aMEITEHO BIDKAAHE, THILTOIINA
Hegecrn 3puTtenHo HapylleHHe, CYX0Ta B 04

DOHIKEHA 3pUTENIHE OCTPOoTa, GOl
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KPATKA XAPAKTEPUCTHKA HA ITPOTVKTA
LYRICA 50 mg hard capsules

MOBHIIEHA NAKPHMALIHA
Penru DoTolcHs, IpasHEHe B QUKHTe, MUAPHA3a, OCIICIICHS,

HapyIIEHO 3PUTENHO BE3NPHATHE 33 A6n00uHHa, 3aryba Ha

nepudepHo 3peHse, cTpabA3bM, IIOBHINEHA APKOCT HA

obpazHTe
Yoy i 1abHpABTAHE HApYHIeHIs
Hectr CeTORBPTEXK
Pemxu XunepaKysmc
Cophnedan HApYEECHUS
Hevecrn Taxurapaus
Pemru ATpuOoBeHTpHKYNapeH Onox I cTeneH, cHHycoBa

TAXMKAPAKS, CHHYCOBA apUTMES, CHHYCOBa OpalHKap/ks
CrppoBn BapymeHnns

Heuectr 3avepBABaHe, FOPEITH BBIHH

Penxu XHAOTOHMSA, CTYRCHH KpaHHHIH, XUIIEPTOHHA
Pecninpatopun, TOPAKANAA X MENHACTHHAIIHE HAPY N eHHs!

Heuectn Jlucnues, cyxoTa B HOCA

Penxn HazohapuuryT, Kallinkig, Ha3aiya KOHIeCTHS, elHCTAKCHC,

PHHUT, XBpKaHe, CTATaHe B T'HPIOTO
Tac¥pounTecTHHAJHA HAPYIIEHHA

Hectn CyxoTa B ycTaTa, 3aTek, IOBpbinase, QraTyIeHIHsI

Heuectn TIogysane Ha kopema, HOBHIIEHO CIFOHOOTAGIIAHE,
racTpoesodareaneH pe@Iyke, XMIOOSCTe3HE Ha yCTHATA
KyXuHa

Penku Acnur, mucdarus, nagKpeaTHT

Hapymenns Ha K0’aTa M NOAKKEATA THKAH

Heweeru Tlorene, namynoser obpus

Pemxu CTymeHa NOT, YPTHKAPHA

Hapymienas H2a CKeJETHOMYCKYJIHATA CHCTEM2 H CheIHHUTETHATE ThKAK

HewecTtn MyciyIHH NOTpeNBaHns, ToMyBaHe Ha CTaBUTE, MYCKYJIHH

KpaMITH, MHARTHS, apTpanTHs, OOIKH B repba, 60/1KU B
KpaifHHK, MyCKY;THa CKOBAHOCT

Pemxu I{epBHKaneH criaseM, O0JKH BBEB Bpata, pabioMHO/H32
Bropesnn ¥ MAKOHOEHY HAPYBICHHA

Heyectn J3yprs, HTHKOHTHHEHIHS HA YPUHATA

Peaxu Omuirypus, 6B0pedHa HelOCTATEYHOCT

Hapymenrsa Ha penpogyKTHBHATA CACTEMA H MJIeTHHTE JKIe3H

Heetu Epexrunaa AUchHYHKITHS

Heuectn 3abaBeHA eAKYIIAIMS, CEKCyanHa FUC YRR

Pemran AMeHopes, 60IKH B IepAaTa, CEKpeLs OT I'bpraTta,

JHeMeHopes, XunepTpodhra Ha repaaTa
O0muE HapymeHHs ¥ NPOABE Ba MACTOTO HA HPHA0KeHHe

Yecru YmMopseMocT, nepH(epHEH OTOLH, YYBCTEO 32 ONMAHEHHME,
efleM, HapyleHa II0XoaKa

Heuectn AcTeHus, IIaNaHe, XOKHa, CTAlZHE B THPIAUTE

Pemxu BonesHena anasapka, DMpeKcHs, TPHIKH, OTOK Ha JIHLETO,

TIOZlyBaHe Ha e3HKa

IIpovesn B A3CHENBAHAATA

Yectn Vaenp4aBate HA TeFECHOTO TEIIIO

Heuectn TlosueHye Ha allaHUH aMHuHOTpaHchepazaTa, OBUIIEHHE
Ha KpeaTHHHH (ocoxniasaTa B KPEBTA, IIOBHINIEHHE Ha
acrapTaT aMHHOTpaHcthepasaTa, HaMallenue Ha 6pod
TpOoMOOLIHTHTE

Penxu IToBHIIEHHE Ha KPBBHATA 32XAD, TOBHILICHH
B KPBBTA, IIOHIDKEHHE Ha KK B KPBBTa,
TEIT0, NOHIKEHHE Ha Opos Ha HeBKOIMTHIE
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KPATKA XAPAKTEPUCTHEA HA TIPOIYKTA
LYRICA 50 mg hard capsules

4.9, Xpemoszupane

Tipr npenosupane 40 15 g He ca cp00IIABAHM HEOUAKBAHK HeXeNnauy peakimy. JleueHnero npu
npefosyupade Ha pregabalin TpsOpa na BKIOYBa o0IIH IOANBPIKALIHE MEPKH H 6REHTYaITHO
XeMONHaIH3a Hpy Hyxa (Bx. pasnen 4.2 Tabmuna 1).

5. GAPMAKOJIOIHYHH JAHHH

5.1. PapmaxomEHAMHTHH CBOHCTBA

®DapmaxoTeparieBTUuHa rpyna: apruemtentiiy, ATC kox: NO3AX16

JlekapcTreHOTO BemecTBO pregabalin € aHanor Ha raMa-aMHHOMac IeHaTa kucemuHa ((S)-3-

(aminomethyl)-5-methylhexanoic acid).

MexanuseM Ha neiicTaue

Pregabalin ce cBLp3Ba ¢ fOIBIHMTENHATA CyOeNHHENE (0-0 OENTHK) Ha BOITAK-3aBHCAMHTE
KaniHeBy KaHATH B eHTpanHaTa HepRHA CHCTeMa, H3MeCTBalku Momuo [ H]-gabapentin.

KImHMYeH omHT
Hesponarugna Gonka

EdexTHRHOCTTA € OKA3aHA B IPOYIRAHAA NpH AviabeTHa HeBpPONIATHA M MOCTXSPHETHIHA HEBPAITHA.
EdexTuBHOCTTA He € IpoyyeHa NPy NPYri MoJlef Ha HeBpollaTHYHa bonka.

Pregabalin e npoyueH B 9 KOBTpOMHpPaHH KIHEHUHE NPOYHBaHUS C NPOABIDKATENHOCT Ao 13 cemMHIH
¢ AByKparteH Aueren npueM (JIIJT) u no 8 cemmunu ¢ TpukpaTen Auepel npuem (TI1). Kato mano,
Ge30T1acHOCTTA H eh)eKTHBHOCTTA TIPH pexxyMHU Ha nosupare JIETIH u TIL/T ca Onnm cxommm.

B xIMHIYHETE DPOYYBaHHA ¢ IPOFBIDKUTENHOCT N0 13 cenmuny orciabpane Ha Gonkara ¢ 6o
HaGnroaBaHo 10 Kpad Ha [IbpBaTa CeAMHIA H Ce € 3aIa3kiI0 NIpe3 LiefIis NepHOZ Ha ISUEHHE.

B KOHTpOTMpaHH KIMHEYHHA IpoyyBaHusa 35% oT naleHTHTE, NeKyBaHH ¢ pregabalin, u 18% o1
OalHeNTHTe HA Maneto ca uvMang nofoGpeHHe Ha TOUKOBHS Pe3ysiTar 32 olieHKa Ha Gonkara ¢ 50%.
Cpen naunenTrTe 6€3 HPOSIBY HA CHHIMBOCT TaKkoBa YofoGperue e G6uno Hadmonasawo npu 33% ot
AeKyBaumTe ¢ pregabalin u ipu 18% oT mampenTture Ha mianeto. IIpy nanyesTH ¢ HposBH Ha
CHHAHBOCT TepaleBTHYHUST 0TroBop e 6un 48% B rpymaza c pregabalin i1 16% B nnanebo-rpymnara.
Emunencua

Pregabalin e nipoyden B 3 KOHTPONHApaHM KIHMHIYHH IIPOYIBAHHA ¢ IPOXBIDKHTENHOCT 12 cenpMuti
npu gaykparent (JIIT) v tpuxpates (TIIL) aueren mprem. Karo nano, 6e30macHoCTTa H
eheKTHBHOCTTA IpH peskevu Ha gozupade JII u TITJT ca 6unu cxomHH.

Hamanenue Ha 4eCTOTATA HA IPHIAXBIMTE ¢ OO BAOIOAaBAHO [0 Kpas Ha MEPBATa CeMMLIA.

5.2. PapMakoKHAETHIIN CBOHCTEA

PaproBecHuTe (hapMaKOKHHETHYHHM HOKA3aTeNy Ha pregabalin ca CXOIHM NPH 3/paBH N0OpPOBOIIH,

ABcopbring:

Pregabalin ce pe3op6upa 630 NpH NPHIOKEHHE HA MO C IHKOBH II12
HACTHIBALIH B PAMKHTS Ha €IHH Yac CIe IPHICKEHHE KAKTO Ha €IHOKpa
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KPATKA XAPAKTEPUMCTHEKA HA IPONTYKTA
LYRICA 50 mg hard capsules

MHOroKparHu Jo3u. IlepopantaTa GuonanHocT Ha pregabalin ce odaxea a e >90% u e HezaBHCHMA
ot fo3ara. Ciel] IOBTOpPeH NpHeM DaBHOBECHH KOHIICHTPALHH Ce JOCTHIaT B paMKUTe Ha 24 mo 48
gaca. CrxopocTra Ha pe3opOHHg HA pregabalin Hamangsa HpH IPHEM C XpaHa, KOETO BOJH 0
noHmEeHNE Ha Cpay © 0KONIO 25-30% ¥ 3abaBsaue Ha tyng, 40 IpuOmH3HTenso 2.5 yaca. [IpueMeT Ha
pregabalin ¢ xpaHa, 06a4e, HAMa KIHHAYHO 3HATHM ed)eKT BEDXY CTeNeHTa Ha pe30opOuys Ha
pregabalin.

Paznpepenenue:

TlpexIKHEAHE IPOYYBAHUS TOKA3BaT, ue pregabalin mpeMiHasa pe3 KPbBHO-MO3bYHATA apuepa Ha
MUK, IIBX0BE M MatiMyHH. J{okasaHo e, 9e pregabalin ripeMUHaBa npe3 IUIAIGHTATa OpH ILIBX0BE K
Ce OTKpHBa B MILIKOTO Ha KBPMEIUH IuiEXoBe. [Ipw xopa obembT Ha pasnpefencHue Ha pregabalin

cley; riepopalieH npreM e npubnusutenno 0.56 kg, Pregabalin He ce cBrp3Ba ¢ IIA3MEHUTE OENTHHH.

MeTtatonmseMm:

MeTtabomusmeT Ha pregabalin npy Xopa e npexebpesximo Mamek. Cliell IpHeM Ha 1033 PafiHOaKTHBHO
Gesazan pregabalin nputmsuTenHo 98% OT PaAHOAKTHBHOCTTA, YCTAHOBEHA B YpHHATA, € OHna
HerpoMereH pregabalin. N-Meruiupanust fepHBaT Ha pregabalin, ocHOBEMAT MeTa0ONHT Ha
pregabalin, OTKpHT B ypHHaTa, ckeTaBmaBa 0.9% ot nosara. B NpeRriueadHE TpoyYBaHII He ca
YCTaHOBEHHM JAHHH 34 palleMHu3allia Ha S-eHaHTHOMepa Ha pregabalin o Herosus R-enantuomep.

EnvMmuHBpane:

Pregabalin ce eNHMHMHEMpa OT CHCTEMHOTO KphBOODpallieHHe IMaBHO Ypes GbOpetHa eKCKpeIyit B
HenpoMereH Buf. CpefHoTO BpeMe Ha NONY>KMBOT Ha pregabalin ¢ 6.3 gaca. Flnasmerast u
fLOpeyHAT KIMPBEC Ha pregabalin ca mpaBo BPONOPIHOHATHH Ha KPeaTHEMHOBHA KIMDBHC (BIK.
paszen 5.2 Hapymena 656peuna Qyskims).

Ilpu nmanpeHTH ¢ HamaneHa 6p0peuna dyHKIHS WM Ha XEMOJHUaNH3a ¢ HeOOXOAUMO afanTHpase Ha
nozata (Bx. pasten 4.2, Tabnuma 1).

Junetinoct / HenupaliHoCT!

PapmakOKHHETHIHNTE NTOKA3aTENH Ha pregabalin ca JHHEHHN B paMKHTe HA NPETIOPBIATENHIE
OHEBEeH A030B HHTepBal. BapHabunnoctra Ha (hapMaKOKHMHETHKATa Ha pregabalin Me:XIy HHAMBHIHUTE
e mManka (<20%). OapMaKoKuHeTHKATa IIPH MHOTOKPATHO IPIIIOKEHEHE MOXKe A2 OB)ie npeicKasatza OT
LaHHWTE NpH eJHOKpaTeH npreM. CnefjopaTento, He ¢ HeoOXOAMMO PYTHHHO MOHHTOPHpAaHe Ha
Iia3MeHUTe KOHLEHTpalliK Ha pregabalin.

DapMakOKUHETHKA TIPH CHEIHOHIH TPYIH NANHEHTH:
Ilon

KnunuyHuTe IpOYIBAHHS TIOKA3BAT, Ue MOIBT HE OKa3Ba KIHHMYHO 3HAYHMO BIHSHEE BEPXY
TifiasMeHHTe KOHIIeHTpaluy Ha pregabalin.

Hapymena 6s0peuna yHxups
KiappHesT Ha pregabalin € npaBoIponopliHOHANEH Ha KpPeaTHHMHOBHA KHpbHC. OCBeH TOBA
pregabalin ce oTcTpaHsBa epeKTHBHO OT IUTA3MAaTa Ype3 XeMOAHANK3a (ciel 4-4acoB0 XeMOIHMAIM3HO
JiedeHHe MIa3MEHHTE KOHLEHTpalHy Ha pregabalin ce noHMxaat ¢ npubmmsurento 50%). Toi kato
6LOpeYHOTO eNUMIHHpPAHE € THaBHUAT BT Ha eIMMUEMpaHe, IPY NAlHeHTH ¢ HapymeHa 6p0peya
ROITBIIHETeNneH npreM (Bx. pasaen 4.2, Tabnuua 1).

Hapymena yeproapobna ¢yHxuusa
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KPATKA XAPAKTEPHUCTHKA HA IPOOVKTA
LYRICA 50 mg hard capsules
He ca npopesxpany crielpanid GapMaKOKHHETHHHH NPOYyYBAHMA [IPH NAaLHEHTH C HapymHeHa
yeproapobHa bymxipma. Tt kato pregabalin He IpeTEPIABA 3HAYHUM MeTaOOMHM3EM H C& eKCKPETHpa
MpefyMHEO B HETIPOMEHEH BHA B YPHHATA, HapyIHeHaTa YepHOApoOHa dyHKIms He 01 Tpsabeano xa
MIPOMEHS 3BAYHMO TUIa3MEeHHTE KORIIEHTpaluH Ha pregabalin.

HanwenTH B HalpeAHana BE3pacT (Haf 65 roMUHN)

CrmecTByBa TEHIEHLIMS 32 HaMaJlABaHe Ha KIHPBHCa Ha pregabalin c HapacTsaHe Ha BB3pacTTa. ToBa
HaMaTeHAe Ha NepopallHig KIUPEHC Ha pregabalin cBOTBETCTBA Ha IOHIDKEHHETO HA KiIHPBHCA Ha
KpeaTHHNHA, CBBP3aHO C HanpeABaHe Ha Bp3pacTTa. IIpH NauMeHTH ¢ BB3pacToBO 00YCIIOBEHO
HapylueH#e Ha 6p0pedunaTa QYHKIHNE MOYKe fAa ce HaJIoKH HaMaJlspaHe Ha £03aTa Ha pregabalin (Bx.
pasper 4.2, Tabnuua 1).

5.3. IlpegkMHHEHYIHE ZAHHH 3a 0€30(ACHOCT

B KOHBEHUHOHANHY (apMaKONOTHYHH TPOyUBaHMs 32 6€30MaCHOCT MPH JKHBOTHH pregabalin e
nokasan 7o6pa MOHOCHMOCT B JO3H CHOTBETCTBAIH Ha KIIMHITYHO NpyIarasyTe. B mpoyusanus 3a
TOKCHUHOCT C TIOBTAPAIIH & HO3H, IPOBESHH IPH IITHX0BE W MaliMyHH, ca 61iH Habmonapasy
edextu BEpXy IYHC, BRIHOUHTENHO XHIIOaKTHBHOCT, XMITePaKTHBHOCT ¥ aTakcus. Chex
IPOBIDKUTETHA eKCIIO3HINA Ha pregabalin, CEOTBeTCTBAIE HA SKCIOHLHA = 5 IETH I10-TOLAMA OT
CpefiHaTa eKCIIOZHIES TIPH XOopa NPH MaKCHMANHA NpeophuMTeina KIHHHYHA 1038, ce HabmogaBa
TOBYIICHA YeCcToTa Ha arpodis Ha peTHHaTa, oOHualiHO HabmogaBaHa IpH ILTEXO0BE ANOMHOCH B
Halpe/iHaNa BE3pacT.

Pregabalin He e TepaToreHeH NpH MUNIKM, IUTEXOBE WIH 3ailp. QeTalHa TOKCHYHOCT TIPH ILTEXOBE H
3aiily & HACTHITMNZ CAMO MPY eKCTIO3HIIHM, HaNXBhPIAIIH 3HaUHTEHO Ta3H IIp4 X0pa. B
TpeHATAHI/ TIOCTHATANHY H3CIENBAHMIA 32 TOKCHYHOCT pregabalin e mosen 10 1104Ba Ha TOKCHYIHH
edeKTH BRPXY Pa3BUTHETO Ha MOKOJICHHETO IPH IUIEXOBE CAGH eKCIIO3HIMHE >2 IIETH TI0-ToIeMH OT
MaKCHMAITHATA NIPEeTIOpbUMTENHA SKCIIO3HLHA IPU X0pa.

Pregabalin He € reHOTOKCIIEH BE3 OCHOBA Ha Pe3yJITaTH OT CEPHA OT in Vitro ¥ in Vivo H3CIeBaAHHA.

TIpH wibx0Be 1 MUIIKH ca GWIH IPOBEeASHU IBYTOMHIIHM POy4Banus ¢ pregabalin 3a
KapIimMHOreHHOCT. [IpH IUTEXOBE HE ca HAGIIoNaBaly TYMODH ClIei eKCIIO3HUMH K0 24 IFTH NO-T0eMH
OT CpejHaTa eKCIIO3KMLUES TIPH X0pa NP MaKCHMAaNHaTa [IpeNophYUTe A KRHHITYHA o33 oT 600
mg/nes. Ypu Muinky He e 61na HabroNapaHa NOBHIIEHA YECTOTA HAa TYMOPHTE IIPH SKCIIO3UIIHH,
HOZ0GHH Ha CpefiHATA eKCTIO3MLIA TIPH X0pa, HO IPH I10-BHCOKH eKCIIO3HIRHM € O1la Habmoapata
HOBHIUEHa YeCTOTa Ha XeMaHrHocapkoM., HereBOTOKCHUHMAT MEXaHH3EM Ha HHOYIHPAHOTO OT
pregabalin o6pazysase Ha TyMOpPY IPH MMLIKK BKIIFOUBA IPOMEHH B TPOMOOIMTHTE ¥ IpoHpepalus
Ha eHIOTENHH KneTk. Taxuea TpoMOOLMTHE IpOMEHH He ca OHin YCTaHOBEHH IIPH ILIBX0BE Hitd IIpH
XOpa B PaMKHTEe Ha KPaTKOCPOUHH M OTPaHHYEHH ABATOCPOYHH KITHHHIHHM NpoyuBatus. Jluncsar
JOKa3aTeNCTRa, IIpeAIoNarallid pUCK IPH Xopa.

Tipu Miazu MYHX0Be BUAOBETS TOKCHYHOCT HE Ce PasiHYaBaT KAYeCTBEHO OT TE3H, HaOMOAABaHY PH
3peNH ITEXoBe. MnafuTte IIBX0Be, 0bave, ca no-4yBCTBHTENHU. IIpH TepaneBTHYHE EKCIO3UIHH ca
GUIH YCTAHOBEHH KNUHHYHH TiposBH oT IIHC kaTo XMAOepaKTHBHOCT H CKbpUAHe ChC 350U H H3BECTHH
IpoMeHH B pacTexa (HMpexORHO MOTHCKaHe Ha HAANaBaHEeTO Ha TernIo). EQexTH BepXy 1MKBIa Ha
pasroHBaHe ¢a Ot HaG/MmoRaBatH IPH SKCHO3HIMS, HaOXBEPIAINE 5 TETH Ta3d IPK Xopa.
Herpomnosenenyecky/no3HaBaTenay edexry ca 6w HaOMOaBaHKH DpH MIaAH TUIBX0BE 1-2 CeaMHLIE
criel eKCTOZHIMS >2 [ITH (OTrOBOP KBM 3BYKOB CTHMYJT) WM >5 merH (00yvuenne/nameT) ro-ronaMa
OT ‘TepalleBTH4YHATA eKCIO3HIKA TIPH X0pa.

6. OAPMALEBTHYHM JAHHWA

6.1. CroHcek Ba HOMGIHATE BeMECTRA
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CrabpixaHue Ha Karicynara:

Lactose monohydrate

Maize starch

Talc

Karncynaa o6BuBKA:

Gelatin

Titanium Dioxide (E171)

Sodinm Lavrilsulfate

Silica, colloidal anhydrous

Purified water

TlewarHo MacTHIO:

Shellac

Black Iron Oxide (E172)

Propylene Glycol

Potassium Hydroxide

6.2. HecnBMeCTHMOCTH

Hemprinoxumo.

6.3. Cpox Ha roguocr

3 rogEHy.

6.4. CoenuaiHm ycoBHsI HA ChXpaBeHHe

To3H NeKapcTBO He HAHCKBA CHIEHHATHH YCIIOBHS Ha ChXPaHeHHe.

6.5. Bup ¥ chIbpixaHNe HA ONAKOBKATA

PVC/anymunnesn OnucTept, chabpikaliny 14, 21, 56 wiu 84 TBBpAH KalCym.
PVC/amymurresy GnucTepr ¢ nepdopalivs 3a BeiKa OTASNHA Ko3a, cpasprxainy 100 x 1 teepau
KamCyJIH.

Br3MOKHO € Ba He ce Tpeliiarat Ha I1a3apa BCHYKH BHAOBE ONaKOBKH.

6.6. Ilpenopekm npn ymorpeba

Hama cmeltHandy u3iCKBaHHA.,

7. TPHUTEXATEJ HA PASPEINEHMETO 3A YIIOTPEGA

Pfizer HCP Corporation

235 East 42™ Street

New York, NY 10017 — 5755
USA

8. PEIHCTPAITAOBEN HOMEP

20050385

9. TATA BA IIBPBO PASPEIIABAHE 3A YIIOTPEBA
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13.07.2005

10. JATA HA (YACTHYHA) AKTYAJH3ATTAA HA TEKCTA
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