KPATKA XAPAKTEPHUCTHUKA HA TTPOOYKTA
LYRICA 150 mg hard capsuies

1. TBHPIrOBCKOHAMMEHOBAHHWE HA JEKAPCTBEHULOPOAVET — — !
MEHUCTEPCTBO HA 3EPABEONA3BBARETO
LYRICA 150 mg T8BpOHE Kallcyns

JIPUKA 150 mg TRBpAM Kancynd MprAoKeRKE Kbl
paspewserue 3a ynotpesalit | g o,l\u 0%-af

2. KAYECTBEH M KOJMYECTBEH CHCTAB %W/ oY 97,04 W@ ’d/

Besika TBBpAA Karicyna ceiabpika 150 mg pregabalin. 3a moMoIuHMTE BelNecTBa, BIKTe pasaen 6.1.

3. JEKAPCTBEBEA ®0OPMA

Tespaa karcyna

Kancysia ot 150 mg: 6sna T8bpAa XKeATHHOBA Kancyia, MapkupaHa ¢ “Pfizer” BepXy xanaykara 4
“PGN 150” BBpxy TAIOTO HA KATICYJIATA C HEPHO MaCTHIIO.

4, KIHMHWYHHA JAHHA

4.1. TepanesTHYHH NOKAZAHHSN

Heeponatuuua 6onka

Lyrica e noxasapa 3a fedeHue Ha nepudepHa HepponaTHIHa O0/Ka P BE3PACTHH.
Enmnencis

Lyrica e OKa3aHa KaTo AONBIHHUTENHO JEYEHHE [IPY BE3PaCTHH ¢ NapIHAHK OPHIANEIH C HIH Oe3
BTOpPHYHA F€HEPaTH3aIHA.

4,2. JNo3upoBKa H HAYBH Ha NPHJI0KEHEE

Iososusr uaTepeas € ot 150 go 600 mg Ha fieH pasnpeeneHH B ABA WIH TPH IpHeMa.
Lyrica Moxe na 65Ae npHeMana ¢ HiH 0e3 XpaHa.

HepponaTuuHa Honka

Jleuennero ¢ pregabalin Moke pa 3amouse ¢ fosa ot 150 g Ba neH. B 3aBHCHMOCT OT
HHAMBUAYATHES TEPANeBTHYEH OTTOBOP HA NAleHTa H HOHOCHMOCTTA, AO3HPOBKATa MoxKe fia Obae
yBenndena o 300 mg Ha fieH cliel HuTepBan oT 3 Ao 7 AHH, a IpH HeoOXOMMOCT 0 MaKCHMANHa
no3a oT 600 mg qHeBHO cief AOIBIHUTENCH 7-KHEBEH HHTEPBAN.

Enunencus

Jleuenmero ¢ pregabalin Mosxe fa 3anodse ¢ Jo3a oT 150 mg Ha med. B 3aBUCHMOCT OT
HHTHBHAYATHUS TepaeBTAYEH OTTOROD Ha [FalMeHTa M IOHOCHMOCTTa, J03HpOBKaTa MoXke 1a Obhe
yBenmyeda Ko 300 mg Ha xeH ciex 1 cenqmuna. Makcumannara fo3a ot 600 mg Ha fes moxe nia 6bze
JOCTUrHATA CIIeH Ollie ¢THA FOTEJIHHTENHA CeaMHILIA.

IIpexparasane Ha neueHHeTo ¢ pregabalin

ga“bal‘m TpiIGBa. na 6sIe
5@ enpp'bqs 'roBa [1a cTaHe
3 :

B CHOTBETCTBYE ¢ HACTOSMIATA KIMHNTHA IPAKTHK, 2KO JIEYSHHET
TIpEKpaTeHo KaKTO NPH HEBpOIIaTHYHA OOMNKa Taka M OpH eruie cgy[
[IOCTENEHHO B PaMKHTe MEHMMYM Ha 1 cenmMuma. =
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KPATKA XAPAKTEPUCTHUKA HA ITPOIOVKTA
LYRICA 150 mg hard capsules

Hayuenmu ¢ napyuena 6u6peuna gynrys

Pregabalin ce emuMitHEpa OT CHCTEMHaTA LIHPKYIAlME [FIABHO Ype3 Op0peuna eKCKpeLHst B
HenpomeHeH BUA. Tl KaTo KIHMPBHCHT Ha pregabalin e npaBo IpONOPLHHOHANEH HA KPeaTHHWHOBHA
KIMPBHC (B, paspen 5.2), HaMansBaseTo Ha J03aTa IpH NAMERTH ¢ Rapynlena Op0peyna QyHKIma
Tpa6ra Aa Objie HHOHBHOYaNH3HUPAHO B CHOTBETCTBHE C KpeaTHHHHOBHA kiupbHe (CLer), kakro e
nocoyero B Tabnuna 1, kato ce Apuiara cieHaTa hopMymna:

[140 - pp3pacTTa {romuem)] x Ternoto (kg)
CLer(ml/min) = ( x 0.85 3a xenm)
72 x cepyMHus KpeatuHus (mg/dl)

Pregabalin ce oTcTpanaBa ebeXTHBHO 0T IBIa3Mara dpe3 Xemonuamsa (50% oT nekapereoTo 32 4
yaca). [IpH NalMenTy Ha XeMOMUAIM3a JIHEBHATA 03a pregabalin TpsOra na 6phe agantHpasa B
3aBHCHMOCT OT OBOpeuHarTa hyHriA. B JOMBIHEHHe KM JHEBHATA 11034 HEIIOCPENCTBEHO Cle
BCsKa 4-4acoBa XeMonuanuza TpaOBa oa Gpae HafeHa NOIBIHKTeNHa 7o3a (Bk. Tabmuma 1).

Tabnuna 1. Anantupane ya JO3WPOBKATA Ha pregabalin B 3aBucuMoct ot 6p0peunaTa QyHKIMS

Kpeatuuunos O6ma nHeBHAa f02a Ha pregabalin * Pexaam wa gosupane
xkrmpeHE (CL,p)
(ml/min)
Hauanna nosa MaxcHManHa Ko3a
(mg/nen) (mg/neH)
> 60 150 600 JH mmu TH I
>30 - <60 75 300 JIITE o TTE
>15-<30 25-50 150 EHHOKpaTHO AHEBHO MK
A0
<15 25 75 EpHOKpaTHO HEBHO
JonsnENTeNHEA 034 HeIOCPeOCTESHO CNIel XeMonuanusa (mg)
| 25 | 100 | Enmoxparsa 103a "

TII[] = Paspeneny B TpH nprieMa

JUII = Paznenen B {a npueMa

* Ofarta AHERHA 032 (mg/neH) TpsOra na 6bae pasfeneHa, KaKTo € YKa3aHo B pexkuMa Ha JO3HpakHe,
3a Jia ce NOIyYat mg/nosa

* JEONBIHUTENHATA 1034 € €AHOKpaTHA

Ipunoscenite npu nayuenmy ¢ HApYuleHa 1epHoOpobHa GyHKYUR

Tpu naupeHTy ¢ HapyieHa YepHoApoOHa QyHKuHS He e HEOOXORAMa IPOMAHA Ha JI03HPOBKATA (BiK.
paszei 5.2).

Ipunoscenue 8 demcra u onowecka evzpacm (om 12 oo 17 200unu)

BesonacHocTTa ¥ ehekTHBHOCTTA Ha pregabalin rpy neauaTPHYHA NaUMEHTH Ha BE3pacT mox 12
TORMHY ¥ TIPH JOHOIIM He € YCTaHOBEHA,

He ce npemopbuBa IPHUNOKeHHe B HETCKA BE3pacT (Bik. pasfen 5.3).

Ipunooicerue npu nayuenmu 8 HanpedHana ée3pacm (Had 63 200unu)

HpH IAlHECHTH B HallpeHana B3pacT MOXKE fa CC HalIOXKH HaMaJlIBAHE Ha ,n;ozaTa Ha pr egabahn
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KPATKA XAPAKTEPHUCTHKA HA ITPOAVETA
LYRICA 150 mg hard capsules

4.4. ChoequanHH ODpefyOpeXKNeHEs B COEIHAJHH NpeNa3sHi MEPKH NpH yunorpeda

TlaumeHTH C peaKy HACTSACTBEHH 3200/IBaHE KATO IANaKTO3Ha HEFIOHOCHMOCT, Ae(MIHT Ha NaKTasa
Ha Lapp HWIH IOKO30-TallakTo3Ha ManaGeopbis He TpabBa Aa IIpHeMAaTt TOBA JIeKapCTBo.

B CLOTBETCTBHE ¢ HACTOAINATA KIMHIYHA [IPAKTHKA IPH HAKOH NaldeHTH ¢ auaber, KOWTO HafNaBaT
Ha Teriio npw Jedenue ¢ pregabalin, ¢ HeoOX0AUMO afanTHpaHe Ha XUIOTTHKSMHIIHOTO IeHSHHE.

Jleuyenuero ¢ pregabalin e 6HIO CBHP3aHO C BHEHE Ha CBAT H CHHIHBOCT, KOWTO 0¥Xa MOIJH Aa
YBESTHYAT YecTOTaTa Ha CiydaiiHO HapasaBaHe (Nafase) NpH DalHeHTy B HallpeaHala Bb3pact.
Crenosarenso, nanHeHTHTe TpAGBa Aa OBAaT NockBeTBAHM Aa OBJAT ¢ HOBHIIEHO BHHMAHHE, JOKATO
HE Ce 33[03HAaAT ¢ MOTeHIHATHTe edekTH OT Je9eHHeTO.

CrInecTByBaT HEMOCTATLUHO NAHHH 33 COMPAHETO Ha IIpHeMa Ha ChITETCTBANIH aHTHEIDUISITTHYHI
JIEKapcTRa CIIEN MOCTHrAHE Ha KOHTPON Ha IpUIIaneluTe ¢ pregabalin karo mobaspuna Tepalmid., 3a 1a
ce IIpEMHHE Ha MOHOTeparus ¢ pregabalin.

4.5. JlexapcTBeBH H APYTH B3aHMOJEHCTBHSA

Tsit xato pregabalin ce ekckpeTHpa HpeOUMHEO B HEIPOMEHEH BHM B YpHHATa, MeTaboNH3Hpa ce
TpeHeBPeKUMO MATIKO NpH Xopa (<2% oT Zo3aTa ce YCTaHOBABA B ypHHaTa NoJ opMaTa Ha
MeTaOONATH), He HHXHOHPA NeKapcTBeH s MeTabolIu3bM in VilFo K He Ce CBBP3RA C IUIa3MEHHUTE
BenToi, MaNKO BEPOATHO € TOH N2 TPEeAW3BHKBa HTH Aa Y4acTBa BPhB (HapMaKOKHHETHUHU
B3aHMONEHCTBH.

CHOTBETHO, B in Vivo TIPOYYBAHHA He ¢4 HaOIMIOAABaHH KIIHHHYHO 3HAYHMH (PApMAKOKHHETHYHH
B3aHEMOZEHCTBYS MexXTy pregabalin i phenytoin, carbamazepine, Banmpoesa KucenuHa, lamotrigine,
gabapentin, lorazepam, oxycodone wnu ethanol. ITomynanuones GapMakokiHeTHYIeH aHAIIH3 II0Ka3Ba,
e MePOPANHETE aHTUAHa0CTHY CPENCTBa, NHYPSTHLHTE, insulin, phenobarbital, tiagabine 1
topiramate HAMAT KIHHUYHO 3HAYHM eeKT BHpXY KiHpBHCa Ha pregabalin.

EnuOBpeMEeBHOTO TIpIIOKeHKe Ha pregabalin ¥ nepopanHuTe KOHTPAUEIITMBHE CPEACTBA
norethisterone w/eny ethinyl oestradiol se mopmusapa GapMaKOKMHETHKATA NIPH CECTOSHHUE Ha
paBHOBECHE Ha HUTO SHO OT TE3H BEIIleCTBa.

MHOroKparHy epopainy o3y pregabalin, IprIoKeHHn eXHOBpeMeHHO ¢ oxycodone, lorazepam wiu
ethanol, He BOAST A0 KIHHMYHO 3Ha4YUMH edekryl BBpXy NHuaHeTo. Pregabalin pepostno uma
agUTHBHO HeHCTBHE BHPXY HApYIUSHUATa Ha TIO3HABATeHATA | JBHraTeliHaTa (GyHKIHA, TPHUHAHEHH
ot oxycodone. Pregabalin Mosxe fa saci edexture Ha ethanol u lorazepam.

He ca npoBe)xfaHy cnelubUyHN TpoyIBaHyA 3a (hapMakoJHHaMIYHE B3AHMOJSHCTBES TIPH
TJOOPOROIIH B HalpeAHana Bb3pacT.

4,6. BpeMeHHOCT H KbpMeHe

JIuriceaT afeKBATHH JAHBHM 32 ynorpebarta Ha pregabalin npH 6peMeHBH.

HpoyuBanusTa IpH KHBOTHH Ca NOKA3aIH PENpPOXYKTHBHA TOKCHYHOCT (BiK. paszen 5.3)
IoTeHUMATHMAT pHCK IIpH Xopa e HeuseecteH. CnefopaTento, Lyrica ne Tpabpa Aa 651 M3M0A3BAHA

o Bpeme Ha GpeMeHHOCT OCBEH aKO I0j13aTa 3a MaiKaTa ABHO HANXBBPILA TIOTERLMAIHHS PHCK 38
mioga. Ilpr sxeHH B Nereponsa Be3pacT Tpabra na 654e npunarata eq)e FEHE-ROHTPALICTIH.

ce NperopkyBa KbpMEHe.
4.7. Edexra BppXy CHOCODHOCTT2 32 MopHpare H padora c M
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KPATKA XAPAKTEPHUCTHKA HATIPOLVKTA
LYRICA 150 mg hard capsules

Lyrica Moke [2 NPFYKHBY BHEHE HA CBAT M CHHIHBOCT H CIIEXOBATENHO MOXKE fa IIOBIIHAe
criocoBHOCTTA 3a Iodupane WiK padoTa ¢ MammyHK. [lanueHTHTe e CHBETBAT a He modupar, &a He
paboTAT ChC CHOMHH MAINHHHA WK A4 YI4CTBAT B APYTH NOTEHIHAIHO PHCKOBH ASHHOCTH JOKATO C&
pazfepe qamd IeTeHHETO 3acAra TIXHATa CrOcOOHOCT A U3BBPHIBAT TE3H JeHHOCTH.

4.8. Hemenanna fexapcTBeHd peaknud

Kmmugyara nporpamMa Ha pregabalin € Bimousana Han 9000 ranueHTH, KOHTO ¢a H3I0N3BalIH
pregabalin, Hax 5000 OT KOHTO ca B3€/H YYaCTHE B ABQHHO-ClenH nmnauebo-KORTPOINHpPatH
mpoyuBanusd. Hali-necTo chOOLIaBaHy HeXeIaHy peakliiy ca OHIIH BUEHE HA CBAT U CHHIHMBOCT.
He:xenagute peakiii 0OHKHOBEHO ca OWily JIeKH IO yMepeHH no cuna. Yectorara Ha IpeKpCBaHe Ha
JIEUEHKETO HOpay HexXenal peakiyM 32 BCHYKH KOHTPOIHPaHM NpoyyBadus e 6ma 13% mpu
TAUMEHTH, ToJfydaganiy pregabalin, i 7% nipu nanpenTH, noayyasaly raneto. Hall-uecTure
HejKeJTaHK PEaKiliH, HOBENH /IO IPeKsCBate Ha JISUSHHETO B TPYIH, IEKYBaHu ¢ pregabalin, ca Gmmu
BHEHE Ha CBAT M CHEJIHBOCT.

B nonnata Tabnuna ca u3bpoesH 1o KIacose KM gecToTa (MHOTO gectH (>>1/10), yeetn (>1/100),
<1/10), gewecta (>1/1000, <1/100) u penxu (<1/1000)) BCHUKM HeXKENIAHH TEKAPCTBEHM PEaKITHH,
KOHMTO Ca HACTHIUIH ¢ UECTOTa TIO-TOMAMA OT Inanebo 1 NPH MOBeYe OT SHHH NalHeHT.

Ha6poennTe HEXENAHH peakilHy OHXa MOTIH Ha OB7aT CBLP3aHH H C OUIeKaIoTo 3ab0/IBate
H/UITH CHITETCTBANIO IEYCHUE,

CrcreMa B Opragusma Hexenany JexapceTEEHA Peaknun

Hapymenaa Ha KPbBHATA B NAMG]EA cHcTeMa

Penru Heytponmenna

Hapymesns Ha 00MAHATA A XpAaHEHEYO

YectH 3acunpage Ha aneTHTa

Heuectn AHOpeKcHs

Penku XANOrnuKeMus

HenxpaTpaaan Hapymenn s

Yecru Ey¢opuuro HacTpoeHHe, O0BEPKAHOCT, HaMalleHo THOU0,
pasapasEuMOCT

Hegectnn HeriepcoHany3allis, aHOPra3MHs, Oe3TIOKOKCTRO, ACIPEecH,

BB30Ya, IPOMEHH B HaCTPOSHHETO, 3aCHIBaHE Ha
Ge3cEHMeTo, MOTHCHATO HACTPOSHHE, TPYOHO HAMHPAHe Ha
IOYMH, XaiFOLHHALSA, TATOJOTHYHM CBHHMINA, TOBHIIEHO
NHOHOO, [TaHHYECKA 4TAKa, anaTus

Penxu HeBE3xnpKatoCT, IOBHIISHO HACTPOSHHE

Hapymenss Ha HepBHATA cHCTEMA

MHoro yecTd Briene Ha cBAT, CEEIUBOCT

Yecrn ATaxcHs, HapyileHHsa Ha BHUMaBUeTo, HapylieHa
KOOpAMHaIus, HapyLIeHH Ha [TaMeTTa, TpeMOp, AU3apTpHS,
TIapeCTe3HH

Heuecrn KorsurHsHO pa3cTpOHCTBO, XHNOSCTE3HA, Je(eKT B

3PHTENHOTO [10Jie, HECTArkyM, TOBOPHO HapylleHHe,
MUOKIIOHYC, XMIOpe(hreKcHs, UCKHHE3Hs, TTOBHIICHA

TICHXOMOTOPHA AKTHBHOCT, BUeHe Ha CBAT JIPH M3MpaBsHe,
XHIIepecTe3kd, areysus, YyBCTBO Ha apeHe, HHTCHIMOHeH
TPEMOp, CTYTIOP, CHHEKOII

Penxu Xunoxupesysd, NapocMus, AECrpadus

Ounan Hapymmeans

YecT 3aMBINICHO BIDKEaHE, THITIONHS

Heuect 3puTenHo HapyUIeHHE, CYX0Ta B O
NOHMKeEHR 3PHTEITHA 0CTPOTa, OOM
NOBKIIEHA JAKpHMALHSA
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KPATKA XAPAXTEPHUCTHKA HA TTPOOVKTA
LYRICA 150 mg hard capsules

Penxu QoTONCHA, ApasHEHe B OMMTe, MUAPHAa3a, OCLIOTICHS,
HApYIIEHO SpUTEITHO BB3NpHATHE 32 Ibn00YMHa, 3aryba Ha
TiepH(EPHO 3peHHe, CTPadH3EM, TIOBHINEHA APKOCT Ha

obpasute
YwHE § J20HpHATHE HAPYIERRs
Yectn CreToBBpTEX
Penxu Xwunepaxysuc
Crpaeuss HADYIOEHHS
Hevect Taxuxapnns
Penxu ATpHOBeHTpHKYyIapeH 0ok I cTenen, cHHycoBa

TaxuKap/IHi, CHHYCOBA apUTMUSA, CHEYCOBa OpafuKkapausa
Conopg HApYDICHHS

Hevecru 3ayepBaBane, ropeldy BEIHI

Penxn XUTIOTOHYSA, CTYASHH KpaliHuly, XHISpTOHMA
PecnmpaTopHe, TOPAKAIHE H MEAHEACTHHANIEHE HAPYIEHEA

Heuectu JucnHes, CyxoTa B HOCa

Penxu HazogapHHriT, Kalnua, Ha3anHa KOHTecTHA, eNHCTaKCHC,

PHHMT, XbpKaHe, CTArale B rspiloTo
TacrporaTecTRAANAN HAPYHICHHS

Yectn Cyxora B ycrara, 3a1lek, oBphIlase, QIaTyIeHIML

Heyectn TlomyBaHe Ha KopeMa, [IOBHINEHO CITIOHOOTHEIIHE,
racTpoesofareaneH pedIykc, XUNOECTERM HA YCTHATA
KYXHHA

Penxu Acnwr, BUC®arHs, IaHKpeaTuT

Hapymenus Ha KOXATA B NOTKOKHEATA ThKAH

Heuwectn ITorene, namyno3ex 0OpHB

Penxu CryneHa 0T, ypTHKapHA

Hapymerns Ha CKeAeTHOMYCKYIHATA CHCTEMA H CheJHAATENHATA ThKaH

Heuectn MyCKyIIHH IOTPENBaHNs, TONYBaHe Ha CTAaBUTE, MyCKYJIHH

KpaMITH, MEANIHA, apTpanrad, 6omky B repba, Gonxu B
KpaiHHK, MyCKYJIHa CKOBaHOCT

Pemxu TepruxaneH cra3eM, G0Nk BBB Bpara, pabmoMHOIH3a
boOpeunn 4 MEKMEOHENA HADY KA

HeuecTn Juzyprist, AHKOHTHHEHIYS Ha YpHHATA

Pernxu Onurypus, 6s0pedna HegOCTaTEYHOCT

HapymeHnss Ba penpogYKTIEBHATA CHCTEMA B MJIEYHATE JIe3M

Yectu EpexTwinnza qucyHKIHS

Heuectn 3abaBera esKynalMsa, CeKCyailHa THCyHKIH

Penxu AMeHopes, DONKH B FbpAaTa, CEKpelua ot IbpaaTa,

JHCMeHOpes, XunepTpodHs Ha repaarTa
OO0y papymenras 1 DPOABY HA MACTOTO Ha NPHIOKEHHE

YeeTn VYMopAaeMocT, IepHpEPHH OTOLH, YYBCTBO 3a OIHAHEHHE,
eIeM, HapyIIeHa OXONKA

Hegectu AcTeHus, Tlafiage, XKaxna, CTATAHE B TBPIAKHTE

Penru Bonesxena anazapka, IMpeKCHs, TPHIKHY, OTOK Ha JIHIETO,

MOIYBAHE Ha €3HKa

IIpomenn B H3CHeABAHRNSNTA

Hecetn VBenuuasane Ha TEIECHOTO TEITIO

Heuectn Tlosuinenue Ha anaHWH aMHHOTpaHcdepas3aTa, TOBUIIEHHE
Ha KpeaTHHHH (QocthoKHHEa3aTa B KPHBTA, IOBUIICHHE Ha
achapTaT aMUHOTpaHcdepasarta, HaManeHHe Ha Opos Ha
TpoMGOLMTHTE

Penxu ITorpnIeHne Ha KPHBHATA 3aXap, IO,
B KPBRTa, IOHMKEHHE Ha Kallii B
TEro, NOHWKeHHe Ha Opos Ha Jie

4.9. YlpenosmpaHe
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KPATKA XAPAKTEPHUCTHKA HA TIPOOYKTA
LYRICA 150 mg hard capsules

Tlpw mpegosupane xo 15 g He ca CHOOIABAHN HEOUAKBAHY HEKe/TaHH peakiyy. JIeqeHueTo npy
nipeno3upane Ha pregabalin TpaOpa Aa BIIOYBA OOMM MOANBPIKANH MEPKH H 6RBEHTYATHO
XeMOIHUaTIza IPH Hyxaa (Bx. pasge 4.2 Tabnuma 1).

5. @APMAKOJOI'HYHH TAHHH

5.1. ®apmakogaHaMA9IHHA cBOHECTBA

@apMakoTepaneBTHIHA rpyna: anTHeranentiy, ATC xon: NO3AX16

JlexapcTBEHOTO BelllecTBO pregabalin € aHanor Ha raMa-aMHHOMacneHaTa kucenuna ((8)-3-

(aminomethyl)-5-methyihexanoic acid).

MexauuznM Ha JeHCTBHE

Pregabalin ce cBBp3Ba ¢ AOMBNHKTENHATA cyDequHuIIA (0~ OeNTK) Ha BONTOK-3aBHCHMHTE
KAMIMERH KaHaMM B LiEHTpalHaTa HepBHA CHCTeMa, HaMecTBalky Mowmo [ H]-gabapentin.

Knurien onur
Hegporaririna Sonka

EdexTuBHOCTT2 € HOKA32Ha B MPOyYBaHHA TIPH NHa0eTHA HEBPOIIATHA H IIOCTXEPIETHYHA HEBPAITHA.
EdexTHRHOCTT2 HE € MIPOY4eHa IIPH APYTH MOAENH Ha HEBpONaTH4Ha Gonka.

Pregabalin e npoy4eH B 9 KOHTPOIMpaHH KIHHHYHH IPOYIBAHHA ¢ [IPONBIDKUTEIHOCT A0 13 ceamumny
¢ apykpates auenen npuem (L) 1 no 8 cemvunu ¢ Tpuxpares auepen npuem (THD). Kato wsno,
fe3omacHOCTTa ¥ e(heKTHBHOCTTA NPH pexxuMHu Ha gosupasre I u TILL ca Sunu cXonHH.

B xipnuyHiTe TPOYYBaHUs ¢ IPOSBIDKHUTENHOCT No 13 cemmuim oTcnabeane Ha Honkara e 610
HabmoaaBaHo o Kpad Ha IBPBaTa CeIMHLIA M Ce € 3allasiiio TIpe3 HellHd HepHo] Ha JIeUeHHe.

B xoHTpon#paHy KIMHHYHM Npoyasanus 35% OT nanpeHTHTe, JeKyBaHH ¢ pregabalin, u 18% ot
IIAUMEHTHTe Ha wiatedbo ca uMamH nofobpeHte Ha TOYKOBHA Pe3y/Tar 3a olieHka Ha Gonkata ¢ 50%.
Cpep nanpenrate Oe3 POABH Ha CHHAMBOCT TaKoBa MOgobpeHue ¢ 6110 HabmopasaHo npd 33% or

nexyeanute ¢ pregabalin u ipu 18% ot nanmedTHTe Ha mnaneto. IpH MailMeHTH ¢ IPOABY Ha
CHHIMBOCT TEPANIEBTHYHIAT OTroBop € 611 48% B rpymarta ¢ pregabalin u 16% B nnaue6o-rpynarta.

Envsencus

Pregabalin e mpoydeH B 3 KOHTPOIHPaHH KHHHYHH NPOYYIBAHHA ¢ MPOABIDKHTENHOCT 12 ceMuiLy
mpu geykparen (AILT) wiu Tpuxpares (TIIIY) nuesen npuem. Kato o, 6esonacHoctTa U
edexTHBHOCTTA IIPH pexcamu Ha gosupane JIIT i TIIJ ca Ounu cxoqHm.

Hamanenne ma yecToTaTa Ha NpUIAZsIHTE e OMno HabMmoQaRaHo 0O Kpasg Ha NbpBaTa CeAMHLA.

5.2. @apmMakoKHBETHIAN CBOHCTRA

PapropecHuTe (HapMAKOKMHETHYIHHU [TOKazaTeNy Ha pregabalin ca cXONHH 1py 31pasH NoGPOBOMIIH,
DANHEHTH ¢ eNUISTICHs, odyJaBally aHTHEIINISIITHYHY JISKapCTBa, ¥ AHeHTH ¢ XPOHIIHa OonKa.

AbcopObrnis:

Pregabalin ce pezopOupa 6Bp30 NP NPHAGKEHNUE HA MIAIHO ¢ [TUKOB
HACTHIBAIGY B PAMKYTE Ha (MH 4ac CleJ] MPHIOKEHYE KAKTO Ha eH
MHOrokpartHi Ao3H. [lepopannara 6uonanudHOCT Ha pregabalin ce o4

i) T
el
P
" 3T
dilBa
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KPATKA XAPAKTEPHCTHKA HA TIPOIYKTA
LYRICA 150 mg hard capsules
ot mozata. Cnes NOBTOPEH NpHeM PABHOBECHH KOHLISHTPALIME ¢ JOCTHIAT B paMKuTe Ha 24 no 48
yaca, CxopocTTa Ha pe3opOuus Ha pregabalin Hamasndsa HpH NpHEM C XpaHa, KOeTo BORH J0
nompkenye Ha Cy,, ¢ OkoNo 25-30% 1 3abapgHe Ha {y,, 70 IpHONM3ATENHO 2.5 gaca. IlpHemsT Ha
pregabalin ¢ xpana, o6ade, HAMa KITHHHYHO 3Ha44M e(eKT BEPXY CTelleHTa Ha pe3opOLs Ha
pregabalin.

Paznpenenenne:

TipenxmiHEYHE IpOyUBaHHS IOKA3BAT, Ue pregabalin peMiHaBa Npe3 KPBBHO-MO3B4HATa Dapuepa Ha
MHIIKY, IIEX0Be U MatiMynu. Jloxazano e, ge pregabalin npeMuHaBa npes aneHTaTa NPH IHBXOBE K
ce OTKPHBa B MIAKOTO Ha KEpMeIK msxore. IIpHu xopa 0feMsT Ha pasnpeneneHue Ha pregabalin

cliel nepopaneH npyeM e npubnusurento 0.56 kg, Pregabalin He ce cBrp3Ba ¢ r1asMeHuTe GenrToid.

MeTtabomsnM:

Meraboau3MET Ha pregabalin npu Xopa e Aperedpexumo Marbk. Cienl IpHeM Ha 032 PafuOaKTHBHO
OenszaH pregabalin mpromiznTeNHO 98% OT PANHOAKTHBHOCTTA, YCTAHOBSHA B ypHHaTa, ¢ Ouna
HenpoMeHeH pregabalin. N-MeTHNHpaHusT fAepuBaT Ha pregabalin, OCHOBHHAT MeTaGOIMT Ha
pregabalin, oTkpuT B ypuHaTa, cheTasiaBa 0.9% ot fo3ara. B NpeIHHM4BEY HpOYUBaHHA He ca
YCTAHOBEHM JIAHHHE 32 palleMH3alis Ha S-eHaHTHOMepa Ha pregabalin o Heroua R-eHaHTHOMED.

Emmvyempane:

Pregabalin ce enumuinipa oT cUCTEMHOTO KppBooOpallleHHe IMIaBHO dpe3 O6bp0pedHa eKCKpeld B
HempoMeHeH BHA. CperHOTO BpeMe Ha NOSTY)KHBOT Ha pregabalin ¢ 6.3 yaca. IlnasMesuar 1
OBOpeuHMAT WIHPHHC Ha pregabalin ca npaBo NpONOPHHOHAIHE HA KPeaTHHHHOBUS KITHPEHC (BK.
pasgen 5.2 Hapymena 650petina QyHKIML).

TIpu narueHTH ¢ HaManeHa ObOpedHa QYHKIMA MM Ha XeMOAUanu3a e HeoOXOMHMO afanTHpaHe Ha
no3ara (Bx. pasmen 4.2, Tabmuua 1).

Jlunefinoer / HelHHEHHOCT:

dapmakoKHHEeTHUHUTE TIOKa3aTeNH Ha pregabalin ca MiEeHHM B paMKUTe Ha NPETIOPBUMTENHIA
JIHEBEH JI030B HHTEpBa. BapnabWiHOCTTa Ha hapMaKkOKMHETHKATA Ha pregabalin Mex Ty HEIHBHIHTE
e Manka (<20%). ©apMakoKHHETHKATAa IIPH MHOIOKDPaTHO IIPHIOKEHHE MOXXe Na OBJe NpesickasaHa OT
[I@HHUTE NpY efHokpaTeH npreM. ClieoBaTenHo, He e He0OXOANMO PYTHHEO MOHHTODHpPaHe Ha
IUIa3MeHHUTE KOHLIEHTpauy Ha pregabalin.

DapMaKOKHHETHRE NpU clieUNHGHYHE [PYIH HalHeHTH:

Ton

KimnuepgumTe Npoy4BaHrs IOKa3BaT, Y€ [IOTET He OKa3ba KIMHHYHO 3HaUHMO BIHABME BEPXY
IUIa3MeHHTE KOHLIGHTpaiy Ha pregabalin.

Hapymena 6p6peuna QyHKUMA
KnuprHCBET Ha pregabalin e NpaBoNpONOpIMOHANEH Ha KpeaTHHUHOBRS KHphHe. OckeH ToBa
pregabalin ce oTcTpansra e(eKTHBHO OT ILIa3MaTa Ype3 XeMoAHalk3a (Cnes 4-4acoBo XeMOIHANM3HO
JieYeHME IIIA3MEeHHTe KOHIIEHTpalui Ha pregabalin ce moHwxagar ¢ npubnusurento 50%). T xato
OEOPEMHOTO ETUMHHKPAHE € IIIABHHAT ITHT Ha eNAMMHMpaHe, IPH DanHeHTH ¢ HapymeHa 6s0peuna
GbyHKIES € HeoDXORMMO HaMAIIBAHE HA NO3HPOBKATA, a CJIef XeMOAKANN3a € HEOOXOAUM
JMOITBIHUTENREH npueM (Bx. pasnen 4.2, Tabmuma 1).

Hapynrena 4epHOAPoCHa QyHKIMA

He ca npoperxaany criellHandy (papMakOKMHETHYHE IPOYIBaHHS IPH I8
vyepHompoOHa dyrxums. T kaTo pregabalin He NpeTEpHABa 3HAYMM Me
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TpSAYWMEO B HEIPOMEHEH BHJA B YPHHATA, HapymeHaTa HepHoApoGHa QyHKupa He O TpsOBaiio a
FApOMEH SHAYHMO ILFa3MeHATe KOHIEeHTpauyy Ha pregabalin.

TTanweRTH B HanpeaHana Bb3pacT (Haf 65 rofuHH)

CsinecTBYBA TEHHEHITHY 32 HaMalldBaHe Ha KIHpbHCca Ha pregabalin ¢ HapacTBaHe Ha BrapactTa. ToBa
HaMaISHYE Ha NMepopaiHia KIHPBHC Ha pregabalin chOTBETCTBA HA IOHIDKSHHETO Ha KAMPBHCA Ha
KpeaTHHMHE, CBEP3aHO ¢ HallpeARaHe Ha Bh3pacTTa. [IpH manuenTH ¢ BB3pacToBO 06yCHOBEHO
HapyiexHe Ha Op0peunaTa GbyHKIE MOXe Ja ¢& HUIOKH HaMangdpaHe Ha J03aTa Ha pregabalin (B
pasnen 4.2, Tabnuna 1).

5.3. HpenkiHan9aM ZaAEH 32 6e30MacHOCT

B rxoHBeHIHOHANHY (apMAKOIOrHYHH MpoyuBaHuA 32 6e301acHOCT NPH XHBOTHH pregabalin e
TIOKa3al fo0pa IIOHOCHMOCT B JI03H CHOTBETCTBALIN HA ITHHUYHO [Ipunarasute. B npoyyraHus 3a
TOKCHYHOCT C IIOBTapALIH ¢& JO3H, TIPOBENCHY IIPH IUIBX0Be H MaliMynH, ca Ui HabmoaaBaHy
edexty BepXy ITHC, BRIOYHTENEO XHIIOaKTHBHOCT, XMIEPAaKTHBHOCT H aTakchd. Cref
NIPOABIDKUTENHA eKCIo3uiist Ha pregabalin, croTBeTCTBANIA Ha CKCIIOZALMA = 5 IIBTH NO-TOJsiMa O
cpeJHaTa eKCTIO3HLIHS MPH Xopa IIPH MAKCUMATTHA TIpefOphYMTe Ha KIIMHUYHA 1032, & HAbMoaaBa
[OBHINEHA YecToTA Ha aTpodua Ha peTHHara, 00uuaiiHo HabmoKaBaHa Py IUTEX0BE alnbHHOCH B
HATIpefiHana Bh3pacT.

Pregabalin He & TepaToreHeH Ipy MHINKY, ILTEXOBE I 3aiitly. QeTaiya TOKCHYHOCT IIPH IUTEXOBE M
3aiil[A € HacTHIUIA CaMO NPU EKCIIO3HLIHH, HAMXBBPIIAIIH 3HAYHTETHO Ta3H IMPH X0opa. B
TIPeHATATHI/IIOCTHATANHY H3CIeABAHMA 32 TOKCHUHOCT pregabalin € BoBes Ko I0ABa Ha TOKCHIHH
e(exTH BPXY Pa3BHTHETO Ha MIOKOASHUETO IIPH IUTBX0BE CIIE/] SKCIIO3MLHY >2 ITETH M0-TONEMH OT
MaKCHMANHATA TpEHOpBUUTENHA EKCIIO3HITEA IIPK Xopa.

Pregabalin He e reHOTOKCHYEH BE3 OCHOBA Ha PE3YNTATH OT CEPMA OT in Vitro H in vivo H3cIenBaHus.

[Ipu ITBXOBE W MMIIKH a2 GHiM NPOBSACHY ABYTORMIIEM IpOyYBaHus ¢ pregabalin 3a
KapIFHOTeHHOCT. [IpH IEX0Be He ca HaOmioJaBaHH TYMOPH CISH eKCIIO3ULIME O 24 IIBTH NO-TONeMH
OT CpeIHaTa eKCIIO3UIHA NPH Xopa IIPH MakcHMAaNHaTa MIPENophyMTeHA KIHHHYHA Jo3a oT 600
mg/nen. Ipu Muluxy He e Oiita Habro{apaHa MOBHIICHA YECTOTa Ha TyMOPUTE MPH eKCIIO3HLMM,
nopoOHE Ha CPSIHATA eKCTIO3MIMA TIPH X0pa, HO IPH TI0-BHCOKH eKCTIO3HIHH ¢ O1na Habnionapasa
TIOBHMIIEHA YECTOTa Ha XeMaHrdocapkoM. HereHOTOKCHYHMAT MEXaHU3bM Ha HEAYLHPAaHOTO OT
pregabalin obpasyrane Ha TyMOPH IPH MHIIKY BKAIOYBA NPOMEHH B TpOMOOUHTHTE 1 postudepaiws
HA eHJOTENHH KneTky. TakHBa TpOMOOIMTHY IIPOMEHH He ca GIIH YCTaHOBEHY IIPH IUTEX0BE MIH IIpH
X0pa B paMKHUTE Ha KpaTKOCPOUYHHK H OTPaHMYEHH ABITOCPOUHH KIHHAYHH NpoyJYBatus. JIucear
IOKa3aTeSICTRA, IPeAoNaraiy PHCK IIPH Xopa.

TIpy M2 TABXOBE BUAOBETE TOKCHEHOCT HE C& Pa3IiiaBaT Ka4ecTBEHO OT Te3H, HaGmonasasH IpH
3pei IIBX0BE, Mirafgure IIEX0Be, ofaye, ca IO-IyBCTBUTEIHH. TIpH TepaneBTHYHH eKCITO3HIHY C2
BHIM YCTAHOBEHH KIHHUYHH TIpoARH 0T ITHC xaTo XHuepakTHBHOCT ¥ CKBpPIaHE Che 360H H H3BECTHH
MIPOMEHH B pacTexa (HpexofHO NOTHCKAHE Ha HaJNaBaHeTo Ha Terio). EQexTH BEpXy nuKsia Ha
pasrouBase ca Guny HabrofapaHM MPU SKCIIO3MIMA, HAAXBEPIANIA 5 ITHTH Ta3H IIPH XOpa.
HesponoreReHYeCkI/ IO3HABATENHH ePeKTH ca 6rnH HabMIoAaBatH NpH MIaAM IIsXose 1-2 cenMuud
clieZl eKCHO3UITEA >2 neTH (OTTOBOP KBM 3BYKOB CTMMYH) HIH >5 meTH (00y4emie/naMer) no-rosMa
OT TEepancBTHYHATA EKCITO3KIKA IIPH X0pa.

6. PAPMANEBTHYHN JAHHHA

6.1. CnuchbK HAa MOMOMEHYTE BelIecTBA

CrappixaHie Ha KalcynaTa.
Lactose monchydrate
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Maize starch
Tale

Kancynaa o6euBKa:

Gelatin

Titanium Dioxide (E171)

Sodium Laurilsulfate

Silica, colloidal anhydrous

Purified water

TlegatHO MacTHIO:

Shellac

Black Iron Oxide (E172)

Propylene Glycol

Potassium Hydroxide

6.2. HecnppMecTMMOCTH

Henpunoxumo.

6.3. Cpoxk Ha rogHOCT

3 ropHHH.

6.4. Coenuansnn yoaoews HA ChXpaHeHne

To34 MekapcTRO He H3UCKBA CIISIHANTHH YCIOBUSA Ha ChXpaHeHHe.

6.5. BrEO u cpAbpRAHHEE HA ONAKOBKATA

PVC/amymunuesy OnucTepH, chabpakamu 14, 56 unu 112 (2 X 56) TBEpAY Kalcyim.
PVC/anymunresy GaucTepy ¢ nepdopaliis 3a BCAKA OTHAeNHa A03a, ceaspxamy 100 x 1 Teppau
KanCyH.

HDPE 0ytHnka, ceaspxkania 200 TBEPIM KANCyIIH.

BE3MOKHO € [a He e NMPEANAraT Ha 11a3apa BCHYKH BHIAOBE OIAKOBKH.

6.6. Hpemoperkn npu ynorpeda

Hama coeuyaidy M3HCKBAHMA.

7. TIPHATEXATEJ HA PASPEHIEHHAETO 3A YIIOTPEBA

Pfizer HCP Corporation

235 East 42™ Street

New York, NY 10017 — 5755
USA

8. PETHCTPANMOHEH HOMEP

20050388

9. JATA HAII'GPBO PA3PEINIABAHE 3A YOOTPEBA
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13.07.2005

10. JATA HA (HACTHYHA) AKTYAJM3AIHS HA TEKCTA
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