KPATKA XAPAKTEPUCTHKA HA [TPOOYKTA

LYRICA 73 mg hard capsules

1. TBPITOBCKO BAHMEHOBAHHWE HA JIEKAPCTBEHHJ[{—EHIGMT

LYRICA 75 mg TBbpHU Kalcynn
JBAPHKA 75 mg TBBEp/AH KalCyiH

2. KAYECTBEH U KOJMYECTBEH CHCTAB
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Beaka TRBpAa Kanicyna ceasmia 75 mg pregabalin. 3a moMoinsnTe BellecTsa, BIDKTe pazgen 6.1.

3. JEKAPCTBEHA ®OPMA

Tebpoa xancyna

Kancyna ot 75 mg: TBEpHa KeAaTHHOBA Kancysta B 05710 H oparbkeBo, Mapkupasa ¢ “Pfizer” sspxy
Karragkata H “PGN 75" BBpXy TAIOTO Ha KANCyJara ¢ 9epHO MacTHIIO.

4. KJHBHYHH JAHHHA
4.1. TepaneBTHYHH HOKA3AHHA

Hepponariyra 60mka

Lyrica e riokazaHa 3a JleueHHe Ha llepuhepHa HeBponaTHYHa GONKa MPH BEB3PacTHH.

Enwnencrs

Lyrica e mokazana KaTo JONBIHHTENHO NeYeHHE IIPH BB3PACTHH C NApLIHAIHY HPANaNbUY ¢ WIH Oe3

BTOPHYHA I'CHepanH3alHsl.

4.2. HMo3mpoBxa # HAYHH KA APRIGKEHHEE

Jozopuat uaTepsai e ot 150 o 600 mg Ha neH pasripefieNIeHd B [IBa WIH TPH IIPHEMA.

Lyrica moske Aa OpAe TpyeMaHa ¢ Wik 063 XpaHa.

HerponaTuuna 6onka

JleuenwueTo ¢ pregabalin Moxe Aa 3anoyHe ¢ jo3a oT 150 mg Ha geH. B 3aBHCHMOCT OT
HHAUBUTYATHAA TepalleBTHYeH OTrOBOP Ha NAllMeHTa H HOHOCHMOCTTA, IOSHPOBKAT2 MOXKe 1a OBbIe
yBemuveHa fio 300 mg #a eH clief HHTepBan oT 3 Ao 7 JHH, a IpH HeoGX0AUMOCT 0 MaKCHMATHA

no3a o1 600 mg NHEBHO cleq NOTbIHUTENeH 7-THeBeH HHTepBail.

Emmnencusa

Jleuenuero ¢ pregabalin Moxe Aa 3arioyse ¢ fo3a oT 150 mg Ha neH. B 3aBHCHMOCT OT
MHIHBHIYATHES TeparieBTHYeH OTTOBOP Ha NAlHeHTa U HOHOCHMOCTTA, KO3HpPOBKaTa Moxe na Ob/e
yeenuueHa 50 300 mg wa men cner 1 cenmuna. MaxcumalnzaTa fo3a oT 600 mg Ha KeH Moxe fa Opnie

BOCTHUTHATA CJIeN OLIe €0Ha ROIIBIIHHTCHHA CEAMEILIA.

TIpekpargeane Ha geyeHueTo ¢ pregabalin

B CHOTRETCTBHE C HACTOAIATA KIMHIYHA BPAKTHKA, KO JIEUCHHETO C/Pregd
HPEXpPaTeHo KaKTo TPH HEBpOnaryyHa GOlKa Taka ¥ IPH eNIeICH, Ko

TIOCTEIICHHO B paMKHTEe MHHEHUMYM Ha 1 cemmuna.
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KPATKA XAPAKTEPUCTHEA HA TIPOOVKTA
LYRICA 75 mg hard capsules

Hayuenmu ¢ napyuwena Gobpeuna Gyuryus

Pregabalin ce enuMUHApa OT cHCTeMHAaTa HUPKYTIAINS IMaBHO upes OBOpevHa eKCKpeila B
HelfpoMeHeH BHI. T'pH KaTo KIHpBHCHT Ha pregabalin € mpaso NponopuHoHalleH Ha KPeaTHHHHOBHA
KIApBHC (8K, pasmen 5.2), HaMansBadeTo Ha fo3aTa NpH HalHeHTH ¢ HapyleHa Or0peuna QyHkima
TpA0Ba fa bl HHAUBUAYAIH3UPAHO B CHOTBETCTBHE ¢ KPEATHHUHOBHA KIHpBHC (CLCr), Kakro e
mocodeHo B Tabnuma 1, karo ce npunmara cnegHara hopMyna:

[140 - pvepactra (rogums)] X Termoto (kg)
CLecr(ml/min) = (x 0.85 3a xeHn)
72 x cepymMuuEg KpeaTiHHH (mg/dl)

Pregabalin ce oTcTpansiBa edexTHBHO OT IUIa3MaTa dpes XeMoquanusa (50% or nexkapcTroTO 38 4
yaca). [Tpu maleHTH Ha XeMOIMany3a JHeBHaTa Joz3a pregabalin Tpsa6sa na Opae aganTHpana B
3aBHCHMOCT OT OBOpeunaTa (yuxumd. B norsnHeHre KM JHEBHATA J03a HETIOCPEICTBEHO Clex
BeaKa 4-qacopa Xemonuanuza TpaOea a Oplie NafneHa JonbIHUTeNnHa Ko3a (K. Tabaxua 1).

Tabnuna 1. AganTdpaHe Ha [O3HpOBKATa Ha pregabalin B zapscEMocT oT Os0peurara QyHKIHS

Kpeaturumos O0fwWwa qHeRHa 1032 Ha pregabalin * Pexamv Ha qosupare
wivpsse (Clq)
{ml/min)
Hauanua moza MaxcuMaisa nosa
(mg/neH) {mg/nen)
=60 150 600 T v TIIN
>30 - <60 75 300 JOA wwmn T
215 -<30 25-50 150 ERHOKpATHO JHEBHO HIH
AN
<15 25 75 EHoKpaTHO NEHERHO
Jormenuurensa f03a HelOCpeACTESHO Clel XeMoananusa (mg)
| 25 | 100 |  Enmoxparsa moza*

TIL = PazpencHy B TpH IpHeMa

OTII = Paspeneny B ABa OpHeMa

* OBmaTa nHeBHa fosa (mg/ned) TpaOBa na OpAe pasjeneHa, KaKTO € YKa3aHO B pexHMa Ha Ho3upaHe,
3a ia ¢e ToJTyJar mg/mosa

* JlonBIHUTENHATA H038 € ¢IHOKpaTHa

Ipunoscenue npi nayuenmi ¢ HAPYUERA Yeproopobua gyrxyus

ITp¥ nalMeHTH ¢ HapylneHa yepHOAPoOHa QyHKIH He ¢ HeoDX0MMa NPOMSAHA Ha JO3BPOBKaTa (BXK.
paszen 5.2).

ITpunoacenue 6 demexa u Houtecka gvspacm (om 12 0o 17 2o0unu)

BesonacuocTra ¥ eeXTHBHOCTTA Ha pregabalin Mpu neuaTpHdHY NaIHeHTH HA BE3PACT Tiox 12
rOAMHH K [IPH FOHOITH HE € YCTaHOBEHA.

He ce npeniopruBa NPHIAGKEHHE B JETCKA BB3pacT (BK. pasaes 5.3).

Ipunosicenue npy nayuenmi 8 Hanpeonana evspacm (nad 63 20dunu)

TIpH naukeHTy B HanpenHaua BE3PacT MojKe A2 ce HANOXKH HaMaigRaHe Ha o3ara Ha pregabalin
Tiopazy HamaneHa 6e0peuna dyuxua (Bx. “Ilanentn ¢ HapymeHa 6p6peuna dyrHKia”).

4.3. TIpoTEBOHOKAIRHAS
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KPATKA XAPAKTEPHUCTHKA HA IIPOOVKTA
LYRICA 73 mg hard capsules

4.4. Cpennansy npefynpexieHns # CeN¥ANHA NPeATASHA MePKA IPH yroTpeda

I’Iamae}}:ru C PEORM HaCIEICTBCHH 3a00JIIBaHMA KaTO raaKTO3HAa HENOHOCHMOCT, Jle(beIHI’IT Ha IaKTaza
wa Lapp wm rimoko3o-ranakro3Ha Manadcopbius He TpsOBa fa nprHeMat TOBa Je€KapeTBO.

B cHOTBETCTBHE C HACTOAMATA KIMHHYHA [IPAKTHKS TIPH HAKOH NallHeHTH C AHaber, KOHTO Hapaasar
Ha TEerfo OpH nevenue ¢ pregabalin, e HeoOXonUMO aanTHpaHe Ha XHIOTIHKEMHYHOTO JeUSHHE.

Jewenuero ¢ pregabalin e GHIIO CEPP3AHO C BUSHE HA CBAT H CHEUIHBOCT, KOKTO OHxa Mornu ga
YBeJIHYaT YeCTOTaTa Ha CIydaliHo HapaHsBaHe (afaHe) NpH [MallUeHTH B Hanpeasana BE3pacT.
CregoBatenHo, anueHTHTe TpA6B2a Aa 6BHAT HOCHBETBAHH Aa OBAAT ¢ NOBHIISHO BHUMAaHHe, IOKaTo
He ¢e 3aII03HAAT ¢ MOTEHIHATHHTE eQEKTH OT JIEUSHHUETO.

C’LIIIGCTBYB&T HENOCTATHYHO HAHHH 3a CIIHPAHETO HA [IPHEMA HA CHITPTCTBAIGH aHTHEIIHMIACIITHIHH
NeKapCTBa CIEK IOCTHIAHE HA KOHTPON Ha IPUNagbiuTe ¢ pregabalin kato mobGasbuna Tepanms., 3a Ja
ce NpEMHHE Ha MOHOTEpans ¢ pregabalin.

4.5, JlexapcTeeHH M APYrA B3aAMOJeHCTBHI

Toit kaTo pregabalin ce exckperHpa IPEAHMHO B HENTPOMEHEH BHJ B yPHHATa, MeTab0TH3Hpa ce
npeHeGpexHMO MaTIKo TIpH Xopa (<2% oT mo3ara ce yCTaHOBRsARa B ypUHATA oA hopmaTa Ha
meTabonuT), He HHXUOHpPA JIeKapCeTBEHHA MeTabONH3bM in Vitro U He Ce CBBP3Ba C INa3sMEHHTe
GeNnTBLH, MATKO BEPOATHO € TOM Ja NPeAH3BHKBA HITH A8 Y4acTBa BB (PApMAKOXHHETHYHH
B3AUMOACHCTBRAA.

CBOTBETHO, B i7 Vivo IIPOYYBaHEA He ca HaOMIoaBaHH KIIHHHYHO 3Ha4HMH QapMaKOKHHETHIHH
BIaEMOeHCTEME MeXIy pregabalin u phenytoin, carbamazepine, sajinpoesa kucenuHa, lamotrigine,
gabapentin, lorazepam, oxycodone unu ethanol. Ilomynanuonen hapMaKOKHHETUYEH aHAIN3 TI0KA3BA,
4e repopanHuTe aHTHAHa0eTHY CpeACcTBa, MHyPeTHLHTe, insulin, phenobarbital, tiagabine u
topiramate HAMAT KIIMHHYHO 3Ha4YHM e(eKT BhPXY KiHupbHca Ha pregabalin.

EAHOBPEMEHHOTO IIPHIIOKEHHE Ha pregabalin i HepopanHuTe KOHTPaLENTHBHH CPEfCTBa
norethisterone w/umu ethinyl cestradiol He nopnuABa GapMaKoKHHETHKATA IIPH CBCTOAHHE Ha
paBHOBECHE Ha HUTO eIHO OT Te3H BeIecTra.

MHOFOKpaTHH TIepOpaIHH N03H pregabalin, npunoxenu enHoBpeMeHHo ¢ oxycodone, lorazepam win
ethanol, ve BoAT Ho KnuHMYHO 3HAYHMHE edeKTH BEPXY AumaneTo. Pregabalin BepostHO HMa
AOWTHBHO JeHiCTBHE BBPXY HAPYIICHHUATA Ha [I03HABATe/IHaTa ¥ ABAraTeNnHaTa QyHKIHAS, IPHYHHEHH
ot oxycodone. Pregabalin moxke na 3aciunu edexrure Ha ethanol ¥ lorazepam.

He ca npoBexaans creippuHu TpoydBaHus 3a (QapMaKoNHHAMIYHH B3auMOoeHcTBHA IIpH
no6poBoNLY B Halipe(Hala Bb3PacT.

4.6. Bpemennocr W XLpMeHe

Jluncear ageKkBaTHH HaHHK 32 yroTpedata Ha pregabalin mpu Gpemensn.

YIpOoyuBaHMATA IPH XKHEBOTHH ¢A TOKA3aIH PENPOAYKTHBHA TOKCHUHOCT (BK. pasmel 5.3)
TToTeHIHATHAAT PHCK TP XOpa ¢ HemseecTeH. CriefopaTenHo, Lyrica ne Tpabpa ja 6bae uanonspada

10 BpeMe Ha OpeMeHHOCT OCBEH akKo I107132Ta 32 Malkara SBHO HAIXBHPIis NOTCHIHAIHHUS PHCK 32
wiozna. Ilpu sxexu B neTepoaHa BB3pacT TpsOBa fa 61e npriarana edeKTHBHA KOHTPALSIITHSL.

ce NpenophYBa KBpPMEHe.

e é’“f— e Ly
4.7. EdexrH BppXy cnoco0HOCTTA 32 modHapaHe B pabora ¢ Mamm £ ,ﬁ%«’%% %
s
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KPATKA XAPAKTEPHCTHKA HA IPOAYKTA
LYRICA 75 mg hard capsules

Lyrica MOske Jia IIPHYFMHM BHEHE Ha CBAT M CHHEIIHBOCT M CHEIOBATENHO MOXKE Aa NOBITHAE
criocobHOCTTA 3a odupane Wi paboTa ¢ MauIHHA. [JanueHTHTe ce CHBETRAT fia He odupar, A2 He
paoTAT CBC CIOKHHE MAITHHY WK JA Y4acTBaT B APYI'H HOTEHIIHAIHO PUCKOBH HEHHOCTH AOKATO e
pasbepe Halli NeUeHHeTo 3acaTa TIXHATA CIIocOOHOCT 2 H3BHPINBAT TE3H AeHHOCTH.

4.8. Hesxenasan JieRapCTBEHH PeakME

Knaneanaata nporpaMa Ha pregabalin e srmousana Hax 9000 manuenTH, KOMTO ¢4 H3MONI3BATH
pregabalin, Hag 5000 ot xouTO ca B3€NIH ydacThe B JBOHHO-CIE r1aleb0-KOHTPOHHpaHH
npoygsanns. Hali-decTo CrODINABAHK He)KeNaHH peakiyy ca Oy BHeHe Ha CBAT H ChHIHBOCT.
Hexxenanure peakiyy 0OHKHOBEHO ca QUM JleKH IO YMEpeHH 10 cHia. JecToTara Ha IpeKbCBaHe Ha
NeYeHHEeTO TIOpaH HEKENIaHH peakliMy 3a BCHYKH KOHTPOIMpaHy npoyusanus e Ouna 13% npH
NalMEeHTH, NoMyyaBaly pregabalin, ¥ 7% NpH nalveHTH, Modyyapaiy rnane6o. Hait-vecthTe
He)KeTIAHH PeakiyM, JOBENH 10 IPEKbCBaHe Ha IedeHHeTo B IPYIy, JIeKyBaHH ¢ pregabalin, ca Ounu
BHEHE Ha CBAT H CBHIMBOCT.

B nonnara Ta6iuna ca u3GpOSH# IO KIacoBe H uyecToTa (MHOTo yeetH (>1/10), wectu (>1/100),
<1/10), neuectr (>1/1000, <1/100) 1 peaxu (<1/1000)) BCcHYKH HeKSIIaHH JIEKAPCTBEHH PEAKIIHH,
KOMTO Ca HACTBINWIK C JecTOTA I10-TO/IIMa OT Iane6o U IpH ITORede OT eAHH HAlHEeHT.

H36poeHnTe HexxeNaHH peakiiy 0uxa Mormu fa OBOAT CBBP3aHH H ¢ HOHNEKAIIOTO 3a00Mn4BaHe
H/MIH CBITFTCTRAIO ISTCHHUE.

CHcTemMa B OPraHH3IMA Hexenanu nekapcTBEHE peakuu

Hapymenes g#a XpbBHATa & NavmdHa cacTeMa

Pemru Heytporenus

Hapymenns Ha o0MsHATa B XPAIHEHETO

YectH 3acunpaHe HA aneTHTa

Heyecrn AHoOpexcus

Penxu XunornuxeMusa

Heaxparpaaae HapymeHAs

Yecta Eydoprrno HacTpoesHe, 005pKaHOCT, HAMANEHO AHOKIO,
Pa3fpa3sHHMOCT

Heuectu Lenepconanyzalus, aHoprasMus, 6e3rokoHCTBO, leNpecHs,

BE30y/a, IPOMEHH B HACTPOEHIETO, 3aCHIRAHE Ha
©e3CHLHHETO, OTHCHATO HACTPOSHHE, TPYAHO HaMHpase Ha
IYMH, XAMOIUHALS, DaTONOTHYHE CHHHINA, TOBHITEHO
Nu0Hno, TaHHYECKA ATaKa, aTlaTHI

Penku HepE3amprkaHOCT, MOBUIIEHO HACTPOSHHE

Hapymenus Ha HepBHATA CHCTEMA

Muoro yecTH Buene Ha cBaT, CHHIIHBOCT

YecTH ATaxcHs, HapyIIeHHA HA BHRMAHUETO, HapylieHa
KOOpAMHAUMA, HAPYIIeHHS Ha [IaMeTTa, TPEMOP, AU3apTpHi,
rapecTesyu

Heuecru KorsmThBHO pascTpoicTRO, XUITOECTe3 s, He(ekT B

3PUTENHOTO IIOJIe, HHCTArkM, TOBOPHO HapyleHUE,
MHOKIIOHYC, Xuniope(IeKeHs, AHCKHHE31, IOBHIISHA
[ICHXOMOTOpHA aKTHBHOCT, BHEHE Ha CBAT TIPH M3NpaBsiHE,
XUIIepecTe3us, arey3us, TyBCTBO Ha IIapeHe, HHTeHIHOHEH
TPEMOp, CTYIOP, CHHKOII

Penxu XHHOKHHEe3Ms, IAapOCMHI, Aucrpadyis

Ousp HapYWeHAS

YecTn 3aMErIeHo BEKAAHS, AATLTONHA ”
2 bRt
Heuectn 3pUTenso HAPYUIEHHE, CYXOTa B OUHIens Ol gr v
HOHEIKEHA 3PUTENHA 0CTPOTA, GONKH BOARTEh
HOBHIIEHA HAKPHMAaLIHA =
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KPATKA XAPAKTEPHUCTHKA HA TIPOOYKTA
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Pemxa {OoTONCHS, pa3HeHe B OWHTe, MUAPHA32, OCLIHIIONCHS,
HapyIIEHO 3pUTENHO REINPHITHE 32 ABI00UNHA, 3aryda fa
nepudepHo 3peHle, cTpabuU3bM, HOBHINEHA SPKOCT Ha

ofpasure
Yuwap 0 1abApPRETER HAPYEICHAS
Yecry CaeTOBBpTEX
Pemar Xunepakyzue
CepiednH HAPYIUCHAS
Heuecern Taxuxaprus
Penru ATproBeHTpUKyiapen 6nok I cTelieH, cHHycoBa

TaXHKapAsi, CHHYCOBA apHTMHS, CHHYCOBa OpamuKap s
CryO0BH HAPYIXEHHA

Heuects 3auepBaBaHe, TOPELTH BBITHH

Pemau XHNOTOHHS, CTYECHH KpaiHyIHM, XHIEPTOHML
PecnapaTopHY, TOPaKalHA H MEXHACTHHANMA BapyIIeEHsI

Heuectn Jucreed, cyxoTa B Hoca

Penmxcn Hazodapusryr, KalllIAla, HasalHa KOHIECTHS, STHCTaKCHC,

PHHHT, XBEPKAHE, CTAraHE B IBPIIOTO
raCTPOHﬂTGCTHHaJIHH HAPYIXEHMSE

Yeeru Cyx0Ta B ycTaTR, 3a1leK, IOBPhHIaHe, GraTyne It

Heuectn Ioxypate Ha KopeMa, IOBHINEHO CIIFOHOOTACIAHE,
racTpoezoarcaieH pediyke, XUII0eCTe3Hs Ha YCTHaTa
KyXHHa

Penxu Acuur, grcdarus, aHKpeaTnT

Hapyimesns Ha KOXAT2 H HOJKORHATA TEKAH

Hewectn TloTene, narynozeH obpHB

Penxu CTyneHa not, ypTHKapHa

Hapyaiensst 52 CReNeTHOMYCKYJFHATA CHCTEMA H CHENHHATLNHATA THKAH

Heyectu MyckyRHH FOTPENBAHEA, TOAYBAHE Ha CTABHTS, MyCKYyIHH

KpAaMIIH, MHAIITHS, apTpairws, Oolky B repba, Gomxu B
Kpai{HUK, MyCKy/IHa CKOBaHOCT

Pepxu IepBuKanes craseM, 605K PBB BpaTa, pabIoMHOMK3A
bripeysn ¥ MEKOHOHNN HAPYIIeHaAsn

Hewecrn Huaypus, HHKOHTUHEHLIMA HA YPHHATA

Pepxu Onurypus, 060peusa HeA0CTATEYHOCT

HapymieHHs HA PeNPOJYKTHBHATA CHCTEMA H MICTHHTE 3KIE3H

Yectn EpexTansa FUchYBKIRA

Hegectn 3abaBeHa eAKYNALHA, CeKCyanHa AuchyHKIMA

Perar AmMeHopes, OONKH B rbpHara, CeKpellks OT IbpAaTa,

IUCMeHOpes, XAnepTpodHs Ha TEpAaTa
OO0y HApYIIEHHS H NPOSBA BA MACTOTO HA NPUR0KEHHE

Yectr YMopgeMocT, epH(epHE 0TOLM, 9yBCTBO 38 ONHIHEHUE,
efleM, HapyIIeHa MOXOo/Ka

Heuwectn AcTtenns, nagaHe, XXaKa, CTAraHe B TEPIUTS

Penrxu Boneznena anasapka, MApeKcHs, TPBIKH, OTOK Ha JIMLETO,

MogyBaHe Ha €3HKa
Ipomenn B n3cneaBaBEAATA
Yectu VYaenuuapane Ha TeHeCHOTO TErao
Hewectu IMopuuensie Ha aNaHMKH aMEHOTpaHcdepa3aTa, FIOBHIISHHE
Ha KpeaTHHHH Qoc(OKHHA3ATa B KPHBT4, IOBHIIEHHE Ha
acriapTaT amuHoTpancdepasara, HamMaNeHHe Ha Opost Ha
TPpOMOOLITATE
Penxu TloBHIIEHHE H2 KPBBHATA 3aXap, OB
B KPBBTA, [IOHIDKCHHE Ha Kalikd B K[

4.9. IIpemosmpasne
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KPATKA XAPAKTEPHCTHUKA HA TIPOYKTA
LYRICA 75 mg hard capsules

TIpn npemozupase o 15 g He ca cpoOIIABAHH HEOUAKBAHH HEXKETAHH peakiud. JleueHHeTo Npy
npeno3upade Ha pregabalin Tpa6Ba ga BrmrouBa 061H TONTBPXKAIY MEPKH H SBEHTYATHO
XeMOAMaNH3a HpH Hyxka (Bxk. pasgen 4.2 Tabmina 1),

5. GDAPMAKOJOIIYBY JAHHH

5.1. ®apmakoqHHAMHYHH CBOHCTEA

@apmakoTepanerTHUHa Ipyna: apTuemnerntiii, ATC xog: NO3AX16

JlexapcTBeHoTO BemecTBO pregabalin € ananor Ha raMa-aMHIHOMACHeHaTa kucenmura ((S)-3-

(aminomethyl)-5-methylhexanoic acid).

MexanuzeM Ha ieficTBHE

Pregabalin ce cBBp3Ba ¢ ZONBAHKTENHATA CyOenuEKLA (¢p-0 6eNTEK) HAa BONTDK-3aBUCHMHETE
KaNIMeB% KAHAMH B IISHTPAIHATA HepBHA CHCTEMa, H3MeCTBaitky Momuo [CH]-gabapentin.

Knngyaes ompr

Herpomnarnuna Oonxa

EdexTuBrocTTa € N[OKA3aHA B [IPOYYBAHMA TNpH NHA0eTHA HEBPOIIATHA H IOCTXEPIETHYHA HEBPaNTHA.
EdexTHBHOCTTA He € [IPOyUeHa IPH APYTH MOZAEIIH HA HEBPOHATH4IHA OoNkKa.

Pregabalin e npoyuen B 9 KOHTPONRPAHH KIWHIYHY ITPOYYBAHUE C IPOIBILKUTETHOCT A0 13 cenMuIu
c ABykpareH aueseH npueM (JIIT) u no 8 cemmumu ¢ TpukpareH nuesen npueM (TILMT). Karo nano,
BesonacHocTTa ¥ eheKTHBHOCTTA TIPH peskimMy Ha Zosupare JII u TIIM ca 6mnu cxoqHm.

B xAMHIYHETE IPOYYBAHUA C IPOABIDKHUTENHOCT 40 13 cemmuuy orcnabaane na Gonkara e OHIIo
HaOIomaBaso o Kpas Ha IBpBaTa ceIMHIIA H ¢€ € 3ala3iulo Iipe3 UENHsA HEepHO/ Ha TeUeHHe.

B koHTpOnupaHH KIHHHYEH TPOyURaHma 35% OT nalMeHTHTe, TeKyBaHu ¢ pregabalin, 1 18% or
MAUYMEHTHTE Ha IW1anebo ca rvany noziobpeHre Ha TOUKOBHS Pe3YITAT 3a OlieHKa Ha Oonkara ¢ 50%.
Cpen nanmenTrTe 0€3 NPOSBM Ha CHHIMBOCT TakoBa rnofcbpenue ¢ 6uno abmozaparo npy 33% ot
nekyBauute ¢ pregabalin 1 npr 18% oT maumenTHTe Ha mmane6o. IIpy nalHeHTH ¢ IPOsSBH HA
CHHIHBOCT TEPAIIEBTHYHIAT OTrOBOP € 61t 48% B rpynara ¢ pregabalin u 16% B nnaue6o-rpymnara.

Emunencus

Pregabalin e npoydyes B 3 KOHTPOMHpaHH KIHHHYHY IPOYUBAHHA C HPOIBDKHTENHOCT 12 ceqMum
npu aeykpated (OI1T) wnu Tpuxparen (TI11T) azesen npuem. Karto wsro, He3ornacHocTTa
e(eKTHBHOCTTa TIPH pexkiMH Ha mosupade LI u TIIM ca 61y cxonHH.

HamasieHye Ha 9ecTOTATa Ha NpUIagpIuTe € 00 HabmonapaHo A0 Xpas Ha MHpBaTa ceIMHUA.

5.2. PapmaKOKNHETHYIHY CBOHCTRA

PapsosecHHTe (papMakOKHAETHYHH HOKa3aTeny Ha pregabalin ca cxonuu Npu 3apaBy N0GPOBOINIH,
HAUMEHTH ¢ eITHIENICHS, IOMyYaBaulH AHTHEIMIEITHYHH IeKapeTBa, | ITAalHEeHTH ¢ XPoHHYHa BoJIKa.

Abcoplrma:

Pregabalin ce pezopOupa 6Bp30 IpH NPHIOKEHYE HA TIAAHO ¢ IHKOBK
HACTEITBAINH B PaMKHTE Ha 6XUH HaC CeH NPHIOKEHHE KaKTO Ha 4HO
MHOTOKpaTHH Ko3H. Ilepopannata OGHORaRHYHOCT Ha pregabalin ce oua
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ot posara. Cnell TOBTOPEH NPHEM paBHOBECHH KOHIIEHTPAIUHK ce JOCTHraT B paMKkuTe Ha 24 1o 48
yaca. CKOpOCTTa Ha pe3opbiys Ha pregabalin Hamansea npu npHeM ¢ XpaHa, KOETO BOAH [0
nomxenne Ha Cp, ¢ 0xono 25-30% u 3abaBgHe Ha tp,, X0 NMpEOIH3uTenHO 2.5 qaca. IlpHeMsT Ha
pregabalin ¢ xpana, o6age, HAMa KITHHHYHO 3HAYHM eeKT BEPXY CTENeHTa Ha pe3opbuus Ha
pregabalin.

Paznpenenerne:

IpenKIMHUYHE IpOYyYBaHHA [TOKA3BAT, Ye pregabalin MpeMuHaRa Mpe3 KPsBHO-MO3bUHATA OapHepa Ha
MHIIKH, IAEX0Be H MaliMyHu. JloxasaHo e, ue pregabalin npemMiHAaBa IIpe3 WIALEHTATA TIPH IUTBEXO0BE H
ce OTKpHBa B MIIIKOTO Ha KbPMEIIH IITeXoBe. IIpH Xopa o0eMBT Ha pasnpesencHye Ha pregabalin

cile nepopanes UpHeM e npHoamsaTenso 0.56 kg, Pregabalin He ce ORBp3Ba ¢ INTa3MEHHITE OEITTHITH.

Merabomuynm:

MerabonuameT Ha pregabalin mips xopa e npededpexuMo Mansk. Clen IpHeM Ha 1032 PANHOAKTHBHO
Oess3an pregabalin npubmisurento 98% ot pafHoaKTHBHOCTTA, YCTAROBEHA B YpUHaTa, ¢ Ouna
HempoMeHeH pregabalin. N-meTrnupasuaT neprBat Ha pregabalin, OCHOBHHAT MeTaboUT Ha
pregabalin, OTKpHT B ypHHATa, CbCTaBsBa 0.9% or xo3ara. B npenisiMHMYHH IIpOYYBaHuS He Ca
YCTaHOBEHH JAHHH 3a palleMH3allii Ha S-eHaHTHOMepa Ha pregabalin go HeroBus R-eHaHTHOMED.

Emmvmmmpane:

Pregabalin ce eIMBHEPa OT CHCTEMHOTO KPBBOOOPAIEHHE IMABHO Upes Grbpeyna excKpels B
HenpomeHeH By, CpeJHOTO BpeMe Ha NOMYHBOT Ha pregabalin e 6.3 waca. IliasMeHHAT H
6B6peunuaT KIHPBHC Ha pregabalin ca Npaso ApoNOpLEOHAHA Ha KpeaTHHHHOBHA KITHPBHC (BXK.
paznen 5.2 HapymeHa 656peuHa GyHKImA).

TIpu naunenTy ¢ HamaneHa Ox0pedHa GYHKIMS HWIH Ha XeMONHAIH3a € Heo0X0AuMO a0anTHpaHe Ha
no3aTa (B, paspen 4.2, Tabmua 1).

Jlunelioct / HeIMHEHHOCT:

OapMakOKHHETHIHHUTE TI0Ka3aTeNH Ha pregabalin ca MHHEIHHN B paMKHTE Ha NPENopBLIUTEHEL
JHeBEH MO30B MHTEpBan. BapuabunnoctTa Ha GapMakoXUHeTHKaTa Ha pregabalin Mexy HHIMBHAUTE
e Maika (<20%). PapMaxoKHHETHKATA IPH MHOTOKPATHO NPUITOKEHHEe MOXe fa OB/ie IpeAcKasaHa OT
IAHHWTE Np¥ efHOKpaTeH NpueM. CreoBare/iHo, He € Heo0X0OHMO PYTHHHO MOEHTOPEPAHE Ha
IIa3MEBHTE KOHLISHTpAlluH Ha pregabalin.

CDa MAKOKHHETHEA ITPH_CIIE HUHHU W OallHeHTH:
Tlon

KNHHHUEMTE NpOY4YBaHHA [IOKa3BAT, Ye HONET HE OKAa3Ba KIHHUYHO 3HAYMMO BIIHAHEE BHPXY
MasMeHuTe KOHLISHTpAllMH Ha pregabalin.

Hapyiuena 6s0petna GyHKius
KmipsHCET Ha pregabalin e npaBonponopr#OHANSH HA KPEATHHHHOBHU XIHphHC. OCBeH ToBa

pregabalin ce oTcTparsapa eeKTHBHO OT Ia3MAaTa ¥pe3 XeMoAHanu3a (cel 4-4acoB0 XeMOAHANH3HO
JeUeHHE IIIa3MEHHTE KOHLISHTPAIMH Ha pregabalin ce nomkagaTt ¢ npubnusurenso 50%). TeH kato
6E6peYHOTO eNUMUHAPAHe € TTIaBHIAT ITT Ha eNHMHHEpPaHe, IIPH NallueHTH ¢ HapyiieHa 656peyuna
dbyHxmsa e HeoOXONHMO HamallgBaHe Ha IO3RPOBKATA, a CHEH XeMORHANH3a & HeoDXOAuM
JomBIHETeneH MpHeM (Bxk. pasaen 4.2, TaGnma 1).

WERIy
Hapymena usepronpodua QyHKINsA (”,4
e
= L %
He ca npoBexnaHy ClIelHanHy (papMaKOKHHETHIHH NPOyHBaHKE IPH aﬁ ._;_\ 3 g
yepHonpobHa gyHKums. Tait kato pregabalin He NpeTspHABa 3HATHM ﬁ%e e pa
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[peAUMHO B HEIPOMEHEeH BUJ B YpuHaTa, HapyueHara yepHoApodHa dyuxuns He Ou Tpadrano aa
MpOMEHS 3HAYAMO IIa3MEeHHTE KOHIEHTpaluHA Ha pregabalin.

TTamneHTH B HanpeHasa BE3pactT (Haj 65 romauey)

CrliecTByRa TEHAEHINA 32 HAMANABAKE Ha KIMpHHCa Ha pregabalin ¢ HapacTBaHe Ha Bb3pacTTa. ToBa
Hamallenue Ha IIepopanHAs KUPEHE Ha pregabalin crOTBETCTRA Ha TIOHIDKEHHETO Ha KIIHPBHCA HA
KpeaTUHIHa, CBBP3aHO C HANPe/BaHe Ha BE3pacTTa. [Ipy nManueHTH ¢ BE3pacToBo 00yCnoBeHo
HapylneHHe Ha OpOpevrHarTa QyHKIMT MOXKE [ ce HAIOXKH HaMaliBaHe Ha JO3aTa Ha pregabalin (Bx.
pazgen 4.2, Tabmnma 1).

5.3. IlpeaxnnaudsH AanBA 3a GezomacHoCcT

B xousennponanty apMakoIOrHYHE ApoyIBaHHA 32 6e30acHOCT IIpH »KMBOTHH pregabalin e
IoKa3at fobpa MOHOCHMOCT B FO3H CHOTBETCTBAIY Ha KHHHUHO IpRAarannTe. B mpoy4Bauus 3a
TOKCHYHOCT ¢ TIOBTAPAIIM CE JIO3H, MPOBeIEHHM IPH ILTEX0BE M MaHMyHH, ca Oumy HabmoAapatH
eextr Bepxy ITHC, BRIIOUHTEITHO XHIOaKTHBHOCT, XHIIEPaKTHBHOCT U aTaxcks, Crenl
TIpOHBILKUTENHA eKCHO3MIMA Ha pregabalin, ¢BOTBETCTRANIA Ha SKCIIO3UIMA > 5 IBTH NO-TOLAMA OT
CpefHaTa eKCIIO3KIHA TIPH X0pa NPY MAKCHMAITHA TIPENOPBYHTENHA KIMHHYHA K033, ce Habmioxasa
IIOBHIIEHA YeCTOTa Ha aTpodus Ha peTuHara, 00M4aliHO HablmoAaBaHa IPH ILTFXOBE aNOHHOCH B
HampegHana B3pacT.

Pregabalin He e TepaTOreHeH NpH MHIUKH, INTEX0BE MNH 3ainu. Petaina TOKCHYHOCT IPH IIHX0BE |
3aiiIM € HACTBIUIA CaMO TIPH eKCITO3HLMY, HAaXXBBPIIAIIN 3HAYMTENHO Ta3H IpH Xopa. B
TIpEHATATHE/TIOCTHATANHY M3CIEIBAHHY 32 TOKCHHHOCT pregabalin e Kopen X0 M04Ba HA TOKCHYHU
eteKTH BEPXY PasBUTHETO Ha HOKOISHUETO NP INTBXOBE CIEH €KCHOZHUMM >2 IIHTH HO-TOHeMH OT
MaKCHMANHaTa HPeNiophYHTeIHa SKCITOZHIHA IIPKH Xopa.

Pregabalin He e reHOTOKCHYEH B3 OCHOBA Ha PE3YNTATH OT CEPHA OT in Vitro M in Vivo U3CICOBAHHI.

Iipu rorsx0Be ¥ MHIIKH ¢a GUIH NPoBeAeH: (BYTONMIIHY MpoyuBadus ¢ pregabalin za
KapnuHOreHHocT. IIpH 1TeX0oBe He ca HAOMIOAaBaHY TYMOPH CIIel eKCIIO3HIMH A0 24 ITETH MO-ToNeMU
OT CpeAHaTa eKCHOIHIMS NIPH X0pa NpH MakCUManHaTa NpenopsYHTeIsa KIHHHYHA 1032 oT 600
mg/med. TIpu Mumku He e Oura Habnrogarana NOBUIIEHE YeCTOTA Ha TYMOPHTE TIPH SKCIIOZHLMH,
TopoGHY Ha CpeIHATA eKCIIO3MLINS IIPH X0pa, HO IPH MO-BHCOKH eKCIo3uuy e 61ia Habmoaasana
TIOBHUIEHA FeCTOTa Ha XeMaHTHocapkoM. HereHoTOKCHYBMAT MEXaHKW3BM Ha HHAYHHPAHOTO OT
pregabalin o6pasyBane Ha TYMODY IpH MUIIKH BIJIIOYBA IPOMEHH B TPOMOOIMTHTE ¥ MPoMH(epaus
Ha eHROTeNHH KieTKH. TakHra TpoMGOLHETHH IPOMEHH He ca G1IH YCTaHOBEHH HPH TUIBXOBE HIM IPH
XOpa B pAMKHTE Ha KPaTKOCPOYHH ¥ OrpaHu¥eHy ABATOCPOUHY KIMHHYHY NpoyyBann. JIuncsar
JIOKa3aTencTBa, IpeRnoaray prackK IpH Xopa.

TIpy MNajii IUTEX0BE BHIOBETE TOKCHYHOCT HE CE PasliHuaBaT KauecTBEHO OT Te3H, HabMoAaBany IpH
3penn ruIsXose. MiamuTe MIBXose, obave, ca IO-4yBCTBHTENHU. [IpH TepaneBTHYHM KCTIO3HLHY ca
Gunu ycTaHOBeHH KNWHHYHY Ipossy ot ITHC kaTo XHIepakTHBHOCT M CKBPHAHE C5C 350H M M3BECTHH
TIpOMEHH B pacTesxa (IPexOAHO INOTHCKAHe Ha HAANABaHeTo Ha Terno). EdexTd BepXy LuKhila Ha
pasrouBate ca O1id HaOMIOAaBaHH pH eKCIO3HLEA, HAIXBHPIAMA 5 THTH Ta3H IPH Xopa.
HeppoiopefeHUeCKH/TIO3HABATENHY edexTH ca 6wy HabmoNaBaHy Ipy MJIaJH IUIEXoBe 1-2 cemmMunu
CIef| eKCIO3ULIs >2 IBTH (OTTOBOP KBM 3BYKOB CTHMYIT) HITH >3 MeTH (0OydeHHe/IaMet) Ho-TosMa
OT TepaneBTHIHATA eKCHO3HIRA IIPY X0pa.

6. POAPMAUEBTHYHA NAHHHA
6.1. CnuchK Ha NOMOIBEYTE BEeCTBA

CoapprxaHue Ha Kancynara:
Lactose monohydrate
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Maize starch
Tale

Kancynza oCBHEKA:

Gelatin

Titanium Dioxide (E171)

Sodium Laurilsulfate

Silica, colloidal anhydrous

Purified water

Red fron Oxide (E172)

TlewaTso MacTHIIO:

Shellac

Black Tron Oxide (E172)

Propylene Glycol

Potassivm Hydroxide

6.2. HecreMecTEMOCTH

Henpunoxumo.

6.3. Cpox na roguoct

3 roguHn.

6.4. Crenuaned YCjIOBHSA H2 CHXpaHEeHHE

To3u NexapcTBO He U3HCKBA CTICITHANTHY YCHOBHA HA CHXPaHEeHHE.

6.5. Bujg u chabppiRaHEE HA ONAKOBKATA

PVC/anymunucpn 6nucrepy, cbappikamm 14, 56 win 112 (2 x 56) TBHpAH KalCyJ.
PVC/anymummeny 6nucrepu ¢ nepdopallis 3a BeAKa OTASNHA £o3a, chIbpikatid 100 x 1 Tppau
KamCyJiH.

HDPE 6ytrnka, cpappikatia 200 TBBpAM KanuCyny.

BE3MOMKHO € [ia He ce NpeAJIaraT Ha Ia3apa BCHYKH BHAOBE OTIAKOBKHU.

6.6. Ipenopbkm npy ynorpeda

Hima crienmanHy H3UCKBAHNA.

7. YPHTEXATEJ HA PASPENIEHHMETO 3A YIIOTPEBA

Pfizer HCP Corporation

235 East 42™ Street

New York, NY 10017 - 5755

USA

8. PEIHCTPAIIMOHEH HOMEP
20050386

9. JTATA HA ITBPBO PASPEIIABAHE 3A YINOTPEBA
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13.07.2003

10. JATA HA (JACTHAYHA) AKTYANH3AIES HA TEKCTA
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