KPATKA XAPAKTEPHUCTHUKA HA TTPOOVKTA
LYRICA 100 mg hard capsules

1. TBHPTOBCKO HAUMEHOBAHHWE HA JTEKAPCTBEOHSHHPOANICE-
MEHUCTEPCTBO HA 3P T
LYRICA 100 mg TBEpAH Kalcynx 0 HA SHPABEONASBARET 0

JIMPHIKA 100 mg TBBpOU Kancyid Mpsaczienns kou
paspewieine saynorpefale | H9 s [\ 11,0400

[
2. KAYECTBEH U KOJWYECTBEH CHCTAB P2 0% 0. 0f W

Beska Teuppa xancyna censpia 100 mg pregabalin. 3a momonuuTe BeuecTra, BEKTE pazpel 6.1.

3, JEKAPCTBEHA ©®OPMA

TBBpOa Kancyna

Kamncyna o100 mg: opamxeBH TBEPIH AXENAaTHHOBH KallCyNH, Mapkupara ¢ “Pfizer” Bppxy
xanagkara ¥ “PGN 100” prpxy TanoTo Ha kancysaTa ¢ 9epHO MacTHIIO.

4, KINHAYEH TAHHA

4.1. TepauesTHIHH MOKAZABNN

Hesponatitna Gonka

Lyrica e mokazaHa 3a fieyeHue Ha nepHepHa HeBpONATHYHa 60IKa NPH BE3PACTHH.

Emwiencus

Lyrica e niokasasa KaTo JOIBIHHTEIHO JIEYEHHE IIPH BE3PACTHH C NaplMaHY NPHIaABIH ¢ 1id Oe3
BTOpPHHYHA TeHEepalM3alHi.

4.2. Jo3mpoBKa H HAYMH HA BPHJI0KEHHE

JozoBusaT urTepnan ¢ ot 150 xo 600 mg Ha feH pasmpejeNieHy B ABa MM TPH IpHeMa.
Lyrica moxe ma Oplie npueMana ¢ Wi Oe3 XpaHa.

Hepponatuauna Hoxa

JlegenmeTo c pregabalin Moxe na 3anoupe ¢ go3a oT 150 mg na geq. B 3aBHCAMOGT OT
UHAUBHIYAIHES TePANEBTHYEH OTIOBOD Ha NALKEHTA U IOHOCHMOCTTA, HO3UPOBKaTa MOXe Ja Obae
yeenrueHa no 300 mg Ha fieH cren MHTepRal oT 3 1o 7 [HH, a IpH HeoOXOAMMOCT IO MaKCHMAaNHa
no3a ot 600 mg AHEBHO ciIeM DOIBIHHUTENEH 7-HEBEH HRTEPBAl.

Enunerncra
Heuenneto ¢ pregabalin Moxxe ma 3amouse ¢ nosa ot 150 mg Ha geH. B 3aBHCHMOCT OT
MHAHBHIAYAIHES TEPANISETHYCH OTTOBOD Ha NAHKHEHTA H HOHOCUMOCTT, [O3UPOBKaTa MOXKe Ja Obae

yeemauena g0 300 mg Ha gen cnen 1 cepmuna. MaxcrmannaTa no3a ot 600 mg Ha xes Moxxe fa 6616
TOCTHTHATA clief] Ollle eJiHa NOITbIHKHTENHA CeaMHLIA.

IIpexpaTgrare Ha nedeHHeTo ¢ pregabalin

B ¢BOTBETCTBHE C HACTOAIIATa KITMHEYHA NpaKTHKa, aKo JJCYCHHETO C PIes
HPEKPATEHO KaKTO IIPH HEBPOIIATHYHA OoJKa TaKa 1’ Ip CIMMJICIICHA, Ce
TIOCTETICHHO B paMKHTe MHHHUMYM Ha 1 cepmuna.
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KPATKA XAPAKTEPHICTHKA HA TTPOOYKTA
LYRICA 100 mg hard capsules

Hayuenmu ¢ napyuerna 6vbpeuna Qyuryus

Pregabalin ce enaMHHEpa 0T CHCTEMHATA MHUPKYJIALNA THAaBHO Hpe3 OBOpeyYHa eKCKpenus B
HenpoMeHeH BHA. Thi KaTo KIHPHHCHT Ha pregabalin e 1paBo NMponoplMoHanes Ha KpeaTHEHHOBHA
KIHpBHC (BXK. pasfen 5.2), HaMangBauneTo Ha A03aTa IpH NalHeHTH ¢ HapyiieHa 0b0peuta GyHKUMA
Tps6Ba A& Oblie MHAKBHAYATH3HPAHO B CHOTBETCTBHE ¢ KpeaTHHHHOBMA KipsHC (CLer), KakTo e
nocoueHo B Tabmmna 1, kaTo ce npunara ciefHara GopMyna:

[140 - BB3pactTa (romuuu)] X Ternoro (kg)
CLer(ml/min) = ( % 0.85 3a xenn)
72 x cepymumsg kpearusus (mg/dl)

Pregabalin ce orcTpansBa eeKTUBHO OT NasMaTa dpes XeMonuamusa (50% oT nexapcTpoTo 32 4
gaca), IIpH nanKeHTH HA XeMOA¥Ai3a AHeBHaTa 1034 pregabalin tpabea fna OBIe ajanTipaHa B
3aBHCHMOCT OT 6Opeunara Qyuxims. B MonsIHEHEE KM JHEBHATA 1038 HEMOCPEACTBEHO ClIes]
Besika 4-4acoBa XeMOJHanm3a TpAbsa fa Ople fafeHa KONbIHUTeHa no3a (Bx. Tabnuna 1).

Tabnuna 1. Apanripase Ha 03HpOBKaTa Ha pregabalin B 3agHcHMOCT OT O0peyHaTa QYHKUHSE

KpeaTuHuHOB Obma gHepHa o3a Ha pregabalin * Perxum Ha mozupase
kmapBHC {CLg;)
(ml/min)
Havamsa fnoza Maxcumansa 5o3a
(mg/men) (mg/nen)
=60 150 600 I wne TIT,
=30 - <60 75 300 JII v TIT
>15-<30 25-50 150 EnHOKpaTHO AHEBHO MIH
pLINEi|
<15 25 75 EnHOKpaTHO OHEBHO
JloubnaMTeN a A03a HeTIOCPSACTBEHO Clel XeMoauam3a (mg)
| 25 ] 100 |  Enmoxpartha nosa”

TIIJ = Pazpenenu B Tpl npHemMa

JI1 = Pazpesneny B OBa IpHEMa

* Obmara AHeRHa #o3a (mg/neH) Tpadra fa 6Bne pasfieNieHa, KaKTo © YKa3aHo B PEXUMA Ha I03HpaHe,
32 A3 ce IoNyYaT mg/nosa

* JOTTBNHKTENHATA 1032 € HOKpaTHa

Hpunoxcenue npu nayuemu ¢ HApyuiena YeproopodHa Qyrryus

Ilps nanpenTH ¢ HapylleHa YepHOApobHa QyHKINA He e HeoGXoEMa NpOMIHa Ha JO3HpOBKaTa (BXK.
pasgmen 5.2).

Hpunoxcenue e demcexa u loHoulecka gwspacm (om 12 0o 17 zoduny)

BezonacHocTTa 1 e(heKTUBHOCTTA Ha pregabalin npy neqHaTpHyHH NalMEHTH Ha BB3pacT Nox 12
TORMHHK M IIPH IOHOMIH HE € YCTaHOBEHA.

He ce npenopbysa npriIoiKeHye B IeTCKa BB3pacT (BK. pasgen 5.3).

Ipunosicentie npu nayuenmu 8 Hanpeonana ev3pacm (Had 65 200uny)

TIpux manyeHTH B HAOpeAHATIA BB3PACT MOXE JIa Ce HATO)KH HaMalsBaHe Ha ;[osaTa Ha pregabalm
riopany Hamaliena 6p0peuHa dyukip (Bx. “TlaupenTs ¢ HapymeHa 6'56peqﬂa d :

4.3. IIporEBONOKAZAHMS
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KPATKA XAPAKTEPHCTHKA HA IITPOIYKTA
LYRICA 100 mg hard capsules

4.4, Coenuansu npesyupeKAeHds ¥ CreNdaTHE HPefua3sHl MepKH OPH yoorpeda

TlaipeHTH ¢ peOKH HACIENCTBeHH 3200BaHK KaTO raiakTO3Ha HEIIOHOCHMOCT, AeUIHT Ha faKTasa
Ha Lapp WK IfzoK030-ranakrossa ManabeopOius He Tp#0Ba A4 MpHeMaT TOBA JIEKapCTBO.

B cBOTBETCTBHE ¢ HACTOAINATA KIHHIYHA NPAKTHKA MPH HAKOM IAIMeHTH ¢ auaber, KouTo HafapaT
Ha TErIO IIPH JeyeHue ¢ pregabalin, e HeoOXoqIMO aaNITHPAHE Ha XATIOFTHKEMIHHOTO JIEUSHHE.

Jleyenuero ¢ pregabalin e 6110 CBBP3aHO C BHEHE Ha CBAT M CHEIIMBOCT, KOHTO OHXa MOTITH ia
YBEIUYAT HECTOTATA Ha CIIyJalHO HapaHiIraHe (nafaHe) NpH IAMeHTH B HAMpPeAHala BL3PacT.
CremoarenHo, nauueHTHTe TpA6Ba Aa OBOaT nockBeTBaHH fa OBJaT ¢ IIOBHIIEHO BHHMaRYE, AOKATO
HE Ce 3403HA4T ¢ HOTeHITHANHHTE e()eKTH OT NeYEeHHETO.

CrinecTBYEAT HENOCTATHIHO AAHHH 32 CITHPAHETO HA IPHEMA HA CBOBTCTBAINY AHTHENHIICIITHIHE
JIEKAPCTBA CIE]| NOCTHIAHE Ha KOHTPOI Ha NpHIagsLuTe ¢ pregabalin xato no6agryna Tepamnys., 3a 12
ce rpeMEHEe Ha MOHOTEpanH ¢ pregabalin.

4.5. JexapcrBeEE H APYrH BIAHMOZCHCTEMS

Trif kato pregabalin ce exckperHpa IPeAEMHO B HEIPOMEHEH BHJ B YpyHaTa, MeTaboNnu3upa ce
TIpereSpeKUMO MANKo TIpH xopa (<2% oT A03aTa ce YCTAaHOBSBa B ypUHAT2 NOK GopMmara Ha
MeTaboNKTH), He HHXHOMpPA TEKAPCTBEHMA MeTaDONH3EM in Vilro H He ce CBBpP3Ba C IUIa3MeHHTe
BeNTHIIH, MaKo BEpOATHO € TOH /ia HpeN3BHKBA WK K& YYaCTBa BEB QapMaKOKUHETHYHH
B3aUMOICHCTBES.

CHOTBETHO, B i Vivo NpOYUBaHHA He ca HaOMIONaBaHy KTHHHYHO 3HAYMMH GapMaKOKMHETHIHA
B3aMMONEHCTBHA MexOy pregabalin u phenytoin, carbamazepine, pampoesa KucenkHa, lamotrigine,
gabapentin, lorazepam, oxycodone mmu ethanol. IlonmynansoHen dbapMakOKMHETHYEH aHAIH3 [IOKa3Ba,
*fe IEPOPAHHTE auTHAHAGETHH CPeACTRa, NUypeTHIUTe, insulin, phenobarbital, tiagabine u
topiramate HAMaT KIMHKYHO 3Ha9nM edeKT BBPXY KIMPBHCa Ha pregabalin.

EnaOBpeMeHHOTO IPHIOKeHHS Ha pregabalin H nepopailKTe KOHTPAUCIITHBHI CPesCTBa
norethisterone u/unu ethinyl oestradiol He noenusBa dhapMaKOKHMHETHKATA IIPH CECTOSHHE HA
paBHOBECHE Ha HUTO (HO OT Te3H BEIIECTBA.

MHEOroKpaTHH Hepopanty Go3u pregabalin, IpuioKeny ¢FHOBPeMeHHEO ¢ oxycodone, lorazepam iy
ethanol, He BOIAT 10 KITUHHYHO 3HAYHMH e(eKTH BBpPXY AuiaHero. Pregabalin BeposTHO HMa
afTHBHO AeHCTBHE BhPXY HapyLUSHUsTa Ha IO3HABATENHATA H NBHraTeNHaTa hyHKIWs, IpHIHHEHH
ot oxycodone. Pregabalin Moxe na sacuny edexrure Ha ethanol i lorazepam.

He ca nposexpaans crenuduyHE IpoyyBaHns 3a hapMakoIHHAMITIHM B3aUMONCHCTBHS IIPH
noOpoBOIIM B Halpe{Hana Bp3pacT.

4.6. BpemeHEOCT W KLpMeHe

JluncsaT afeKBaTHM JNAHHE 32 yoTpebara Ha pregabalin mpH dpemenHy.

TlpoyuBaHmsTA [IPH XMBOTHE Ca IIOKa3anH pelpoIyKTHBHA TOKCHYHOCT (BXK. pasnen 5.3)
TloTeBNMATHHAT PUCK TIpH XOpa e HensBecTeH. CriegoBarelHo, Lyrica He Tpabsa Az 651¢ H3NOM3BaH

110 BpeMe Ha GpeMEHHOCT OCBEH aKo IION3aTa 32 MaHKaTa SBHO Ha[iXBBpili MIOTSHIHAIHNA PHCK 32
mwiona. Ilpy skelH B AeTepofHta BE3pact Tpabsa ia ObHe Npuiarada eheKTHBHA KO

He e u3BectHO nany pregabalin ce excrpernpa B MaliYHHOTO MIISKO IIPH
yCTaHOBABA B MaHiuHEOTO MIIKO IpH Imsxose. ClIeNoBaTeNnHo, 10 Bpe
ce [IPenopEYBa KEpMeHe.

4.7. Edexrn sppxy coocofHOCTTA 32 mIodapane B pabora ¢ Mawny
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KPATKA XAPAKTEPHCTHKA HA IIPOLYKTA
LYRICA 100 mg hard capsules

Lyrica Moxe Ja IpWMUEHY BHeHe Ha CBAT H CHEJIABOCT H CAEKOBATENHO MOXKE Ja MOBIHAS
criocoBHOCTTa 3a modupaHe WIH paboTa ¢ MamuHy. [faleNTHTE Ce CHBETBAT A He modHpaT, fa He
paboTAT CBC CIOXKHY MALTHHY HIIH [ja Y4acTBaT B APYTH MIOTEHIMANHO PHCKOBY HeHHOCTH JOKATO C&
pasGepe DaTH JeYeHHETO 3aCATa TAXHATA CIIOCOOHOCT Na U3BBPIIBAT TE3M JEHHOCTH,

4.8. Hexenanm TIexapcTBEHE PEAKNAH

Knusnvsara mporpama Ha pregabalin e Bkmrousana Hal 3000 nauueHTH, KOHTO ¢a H3TON3BAIH
pregabalin, Haz 5000 oT KOKTO ca B3€/IH yacTHe B JBOHHO-CITENH IITaNefo-KOHTPONUpAHH
npoyusatus. Hali-gecTo cp0ob1iaBaHi HEXENARK Peakluy ca OMITH BHEHE Ha CBAT H CHHEIHBOCT.
Hexenauure peaxuny oSHKHOBEHO ca GHitH JISKH [0 YMEPEHH 110 CUNla. JecToTara Ha IpeKbeBaHe Ha
TeYeHUETO IOPAH HEeXXEaHH Peakiiiy 38 BCHYKH KOHTPONUpaRy npoyusanusd e 6una 13% mpu
TIAIMEHTH, NONydaBal pregabalin, 1 7% npu mauweHTd, ToMydasamy rnane6o. Haji-uectrTe
HEXEJIAHH PeaKIMH, JOBEIH KO NPeKbCRaHe Ha JIeYeHHeTO B IPYHH, jISKYBaHH ¢ pregabalin, ca 6uin
BHEHE Ha CBAT H CHHAHBOCT.

B nonHaTa Tabnuna ca H3GpOeHH Mo KIacoBe ¥ vecToTa (MHoro vectH (>1/10), yecrn (>1/100),
<1/10), sevecta (>1/1000, <1/100) 1 penxu (<1/1000)) Beruxy HeXKeNaHH NEKAPCTBEHH PEAKLHH,
KOMTO ¢a HACTHIHIH ¢ YECTOTA IO-TOsIMa OT IUiane00 U IpH N0BEYE OT €AHH HallHEHT.

H36poeHnTe Hexenany peakuuy 6uxa Morni fa ObAaT CBBP3aHH H ¢ IOANIEKAINoTo 3abonisane
H/MNH CEIETCTRALIO JIeueHHE,

CHeTeM2 B 0praaasma Hexenann JeKapCersesy peakuny

Hapymenns na kpsBHATA # JamdEa cucTeMa

Penxu Heyrponenus

Hapynrenus Ha obMsHaTA i XpaHeAeTo

Yectn JacHiBane Ha aleTuTa

Heuectit AHopexcHs

Penxu XHITOrTHKEMHS

TcuxpaTpEYEy HapyIHeHHs]

Yecru Eydopuyno HacTpoenue, 06bpKaHOCT, HAMANEHO THOUNO,
pasnpasHBMOCT

Hevectu JerepcoHanHU3aIs, aHoprasMus, 6e3MOKOHCTEO, NENpecHd,

BE36YAa, IPOMEHH B HaCTPOSHHETO, 3aCHIIBAHE Ba
Be3CHHHETO, TOTHCHATO HACTPOSHKE, TPYAHO HaMHEpaHe Ha
LyMH, XaIOIHHAI, IaTOJOTHYHH CHHHILA, TIOBUIIEHO
NHOHAO, HaHA4ecKa aTaKa, araTus

Penxu Hepp3mbpikaHOCT, IOBHIIEHO HACTPOSHHE

Hapymenns Ha HepBHATA CACTEMA

MHoro yecTH BHeHe Ha CBST, CHHIUBOCT

Yectn ATakcHi, HapyIleHHs Ha BHUMAHHETO, HapyileHa
KOOpIAHHALIHS, HAPYIICH!A Ha [IaMETTa, TPEMOP, AH3APTPHS,
TIapecTe3nH

Heuectn KOTHHTHEHO pa3cTpOHCTBO, XHIOeCTe3us, AEPEKT B

3PUTENHOTO TIOTE, HECTAarkM, TOBOPHO HapyLlIeHHe,
MHOKJIOHYC, XHNopednexcHd, AHCKHHE3Ms, [IOBHIICHA
TICMXOMOTODPHA 2aKTHBHOCT, BUEHEe Ha CBAT NpPH H3NpaBiIHeE,
XHIlepecTesns, areysps, YyBCTBO Ha IIAapeHe, HHTEHITHOHEH
TPeMOp, CTYTIOP, CHHKOIT

Pemxu XHITOKMEE3HS, TapOCMEL, ZHcrpadus

OyHy HApPYIeHna
Yectw 3aMErieH0 BHKAAHSe, NHILIOTIHE
Heuectn 3puTeNHO HapyIIEHME, CYX0Ta B 04

TIOHIDKEHA 3PUTEIIEHA 0CTPOTa, 60
NOBHIEHA TAKpEMAaKHs
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KPATKA XAPAKTEPHMCTHEA HA TTPOOVKTA
LYRICA 100 mg hard capsuies

Penxu dotoncus, ApasHeHe B OYHTE, MHIPHA3a, OCIIIONCHS,
HapyIIeHO 3pUTENHO BEMPHATHE 3a ABN004KHAS, 3ary0a Ha
niepudepHo 3peHne, cTpadH3bM, TOBAIIeHa APKOCT Ha

obpasure
YIueH H 720HPHATHH HADYIICHHS
YecTr CeeToBBpTEXR
Penxu Xunepakyzuc
Copoeuds HApYIUEHRS
Hegectn Taxuxapmist
Penxu ATpuoBenTpHKyIapeH 6nok I cTenen, cugycosa

TaxXHKapIHs, CHHYCOBA apHTIMAA, CHHYCOBa OpaguKapIis
CLA0BH HapyIIeRns

Heuectn 3auepRsaRaHe, rOpeINy BEITHH

Penxu XunoToHus, CTyEeHH KpalHuH, XUTIepTORKA
PecnHpaTopEH, TOPAKAIIHE H MEXHACTANATNG HAPYILEHAS

Hewectn JhicriHes, cyXOTa B HOca

Penxu HazodhapusryT, Kamnuna, Ha3anna KOHIeCTHs, SIHCTAKCHC,

PHHUT, XBpKaHe, CTATaHe B IBPAOTO
TacTponATeCTHHAIIHE HAPYIIEHNs

Hectn Cyxorta B ycTara, 3arnek, I0BphIlaHe, (raTyIeHIMI

Heuectn Tlomysane Ha KopeMa, TIOBHHICHO CIFOHOOTACIAHE,
ractpoesodareaiel peduyKe, XHIOSCTE31I Ha YCTHATA
KyXHHa

Penxu Acngt, arcdarus, NaHKpeaTuT

Hapymenns Ha KOXKAT2 H DIOAKOKHATA ThKAK

Heuectu Horere, namymnoseH oOpus

Penku CryneHa noT, ypTHKapui

HapynieHns Ha CKeJeTHOMYCKY/IHAFA CHCTEMA K CHeFHHATEIHATA THKAH

Henecrn MycKynHu HOTpenBaHysd, [OHAYyBaHe Ha CTaBUTe, MYyCKYIHH

KpaMI¥, MUANTHS, apTpanrus, OONKU B repba, G0Nk B
KpalHUK, MyCKyHa CKOBaHOCT

Penxum llepBrkaneH cua3sM, 60aKku BBB Bpata, pabHoMUOIH3a
Br0peuyns i MEKIHOHHH HAPYHIEHHA

Heuectu Juzypus, THKOHTHHEHITHA Ha YpHHATa

Penmxu Onurypus, 656pedHa HeNOCTATEYHOCT

Hapynienus Ha peGPORYKTHBHATA CHCTEMA H MIICTHHTE HKJIE3H

Yectn EpexTuna guchyskims

Hewecrn 3abaBeHa eSKyIanMs, CeKCYAHa THCh YKL

Penxu AwmeHopes, O0JIKH B IbpAaTa, CEKpELts OT CEPHATA,

IHcMeHoped, XUnepTpodua Ha rEpAATa
O0mA HapyDeHHs ¥ NPOABA HA MACTOTO HA NPAIOKSHHE

TeetH ‘YMopgemocT, nepadepHu OTONY, 9YBCTRO 32 ODHIHEHME,
efleM, HapylueHa IOXOAKA

Heuect AcTenua, namaHe, JKKAA, CTATaHe B IEPIUTE

Penxu Bonesnena asasapka, THPeKCUd, TPHHKH, OTOK Ha JIMIETO,

TICAYBaHE Ha e3HKa
HpoveEd B H3CI¢TBAHARTA
Yectu ‘VeemuuaBane Ha TENECHOTO TETNIo
Heuecrn ToBulLeHHe Ha aTaHHH aMHHOTpanchepasara, HOBHIICHHE
Ha KpeaTHHMH (PocdoknPazaTa B KPBBTa, IIOBHINCHHE Ha
acIapTaT aMHHOTpaHc(epa3ara, HaMalleHHe B a
TpombonuTHTe “\“H ] g;,;,
Penxu TloBumeHe Ha KPHPBHATA 3aX4p, HOBH fa'ﬂ
B KPBBTA, IOHIDKEHUE Ha KAy B KpPE, E&”? L5 %
TErNo, IOHWKEHHE Ha 6o Ha AEBKO éi‘,\wu i u\,

4.9. Ilpegosmpare
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KPATKA XAPAKTEPUCTHKA HA TIPOOVKTA
LYRICA 100 mg hard capsules

Ipu npenozupaHe [0 15 g He ca cpoOInaBany HeOUaKBaHH HEXelaHH peakiyi. HeveHueTo mpu
mpenosHpane Ha pregabalin Tpabea a BKMOYBa 06HY IOAABPKALIM MEPKY M eBEHTYAIHO
XeMOAHATH3a TP Hyxkna (k. pasgen 4.2 Tabnuna 1).

5. DAPMAKOJOTHYHM JAHHU

5.1. dapmakoAHHEAMHAYHHA CBOHCTBA

apMakoTepanesTHYHa rpyna: anrMemanerrruiy, ATC kon: NO3AX16

JlexapcTeeHOTO BemecTBO pregabalin e aqanor Ha ramMa-aMHEHOMacieHaTa kucenusa ((S)-3-

(aminomethyl)-5-methylhexanoic acid).

MexaynzsM Ha nelicTBHE

Pregabalin ce cBBp3Ba ¢ ZONMBIHUTENHATA cyOeauHALa (0,-0 6enTHK) Ha BONTAMX-3aBHCHMUTE
KAIHEBY KAHASH B HEHTpalHaTa HEPBHA CHCTeMa, H3MecTalikd Moutso [*H]-gabapentin.

KJIHHYeH ONHT
Hepponatuana Gonka

EdextuBHOCTTA € oKa3aHa B IPOyYBaHUA IIpH JUabeTHa HeBPONATHA M HOCTXEPIETHYHa HeBpajrk.
EdQeKTHBHOCTTA He € IPOYUeHa [IPH APYTH MOAEIH Ha HeBponaTHyHa 6oJKa.

Pregabalin e npoyden B 9 KOETPONEPAHY KIMHHYHE NPOYYBAHMA ¢ HPORBIDKHTEMHOCT J0 13 ceamMumu
© OByKpaTeH AHebeH npuem (JILMT) 1 mo 8 cemmuny ¢ Tpukparen aHeseH ripuem (TII). Karo wano,
£€3011aCHOCTT2 H e(heKTHEHOCTTA NPH pexuMu ya goszuparie AT i TII ca OumH cX0OHH.

B KIMHMYHHTE IPOYYBAHMS ¢ IPOABIDKHTERHOCT A0 13 cemvunn oTcnabpane Ha Gonkarta e 6mio
HACMONAaBaHO OO Kpas HA IIBPBATa CeAMUIIA M CE € 3aTA3MITO0 IIpe3 NeHA IePpHO/, Ha JIeYeHHe,

B KOHTpONUpaHy KIHHKHYHM Hpoy4BaHud 35% OT malpeHTHTe, NeKyBasH ¢ pregabalin, u 18% ot
HAUMEHTHTE Ha I77anebo ca MMainy IoE00pen e Ha TOUKOBYS PE3yIITAT 32 OlleHKa Ha Oonkara ¢ 50%.
Cpen, nanpeHTUTe O3 NPOABU HA CHHIHBOCT TAKOB2 NOA0Openue e Ouno nabmonasaso npu 33% ot
nexypauuTe ¢ pregabalin u npu 18% oT naryenTHTe Ha 1wlane6o. IIpH MaHeHTH ¢ NIPOSBH Ha
CBHIIMBOCT TePalleBTUYHHAT OTroBop e 6w 48% B rpymarta c pregabalin 1 16% B mnane6o-rpynara.

Enunencas

Pregabalin e nipoydeH B 3 KORTPONHPaHH KIMHHYHHE IPOYYBaHUA C NPOABIDKATENHOCT 12 cenMuLi
ppu asykpared (ATIT) wiu tpukpater (TIL) nreren npuem. Kato wno, 6esonacHocTra u
edexTUBHOCTTA IIpH pexcumut Ha fosupane O u TILI ca OxmM cXoqHH.

HamajieHye Ha YecTOTAaTa Ha NpHIagbLMTe € O1io HaOMoAaBaHo JO Kpad Ha IEPBaTa CeIMHIR.
5.2. PapMaROKAHETHYHH CEBOHCTBA

PapuopecruTe papMaKOKHHETHIHY TIOK23aTell Ha pregabalin ca cxofHH IpH 31paBH JoOpOBOLH,
TIALMEHTH C eNWICIICHS, TOJIy4aBallyl aHTHeIHISITTHYHHM JIeKapeTBa, M NalMeHTH ¢ XpOoruYHa Honka.

‘i\‘}‘i\‘ iy p

2
7
?’o

Abcopbupg:

Pregabalin ce pezopbrpa 65p30 IpA NPHICKEHHE HA TIaJHO C MUKOB : ar
-]

HACTBHIBAIIH B PAMKHTE Ha efKH Yac clIel IPHIIokeHHE KaKTO Ha eflH 3% 'ﬁ 5 I-fa

MHOTOKpaTHH Hosu. IlepopanHara SHOHANMYHOCT Ha pregabalin ce o4

%
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KPATKA XAPAKTEPHCTHKA HA ITPOOYKTA
LYRICA 100 mg hard capsules

ot goszara. Cnel IOBTOPEH HpHeM PABHOBECHH KOHIIEHTPAllMH Ce JOCTHTaT B paMKMTe Ha 24 mo 48
gaca. CkopocTTa Ha pe3opbuus Ha pregabalin Hamanaea UpH OpHeM © XpaHa, KOETO BOIH A0
noumkense Ha Cp.y ¢ okoio 25-30% 1 320aBsue Ha Ty, B0 NpubnmsuTenHo 2.5 gaca. HpueMsT Ha
pregabalin ¢ xpaua, obade, HAMa KITAHMYHO 3HaYMM edeKT BEPXY CTEIISHTa Ha pe30opbIusd Ha
pregabalin.

Paznipenenenre:

Hpenrnusuyny npoy4BaHds TIOKasBaT, e pregabalin npemuHara npe3 KpBBHO-MO3E4HATa Dapuepa Ha
MHIIKHM, TITBX0Be H MaliMyrr. JlokasaHo e, ue pregabalin npeMusasa ripes rmalleHTATa IIPH ITHXOBE U
Ce OTKpHBZ B MIISKOTO Ha KbpMeINH IBXoBe. IIpH Xopa 00eMbT Ha pasnpeeneHue Ha pregabalin

cilep iepopasieH ripueM e npubmusutento 0.56 Vkg. Pregabalin He ce cBbp3Ba ¢ nnasMeHuTe OENTHIM.

MeTaboaH3EM:

MerabonuambT Ha pregabalin npu xopa e npeHeOpesxumMo Mansk. Crielt IpHeM Ha 703a pagyo0aKTHBHO
Benssan pregabalin npubneaurentso 98% oT pagroaKTUBHOCTT, YCTAHOBEHA B YpHHATa, € Oumna
HerpoMmereH pregabalin. N-MeTuiHpaHuaT BepHBaT Ha pregabalin, ocHoBHMAT MeTabOMHT Ha
pregabalin, OTKpHT B ypHHaTa, cberaBiiea 0.9% or noszara. B NpenkIMBUUEH POYYBAHKA HE ca
YCTAHOBEHH JAHHH 32 palleMH3alis Ha S-eHaHTHoMepa Ha pregabalin o merosus R-eHanTHOMED.

Enmvuumpane:

Pregabalin ce enuMuHIpa 0T CHCTEMHOTO KpBROOOpaleHHe IaBHO upes OL0peyHa eKCKpellus B
HenpoMeHeH BuA. CpeJHOTO BpeMe Ha IOMY>KHBOT Ha pregabalin e 6.3 yaca. TInasmeHHAT U
6B6peUHKAT KIUPHHC Ha pregabalin ca MpaBo NPONOPIHOHAIHM Ha KpEaTHHHHOBHA KIMPBHC (BXK.
pasgen 5.2 Hapymena 650peuna GynKImg).

TTpu nanuenTH ¢ HamaneHa 6p0pedHa (YHKUMA MIIH Ha XeMOJHAIM3a € HeoOXOMHMO aNalTRpaHe Ha
nozata (px. pazgen 4.2, Tabmuna 1).

Jlunetinoct / HenuueHHOCT:

DapMakOKHHETHIHHTE TIOKa3aTeNk Ha pregabalin ca nuseHBH B paMKMTE Ha IIPETIOPHUHMTENHM
JIHEBEH 1030B HHTEpBAll. BapuaGuinHocTTa Ha hapMakokMHeTHKaTa Ha pregabalin Mex Ty HHAMBHANTE
e Manka (<20%). ®apMaKOKUHETHKATA IIPH MHOTOKPATHO NPHIIOKEHHE MOXe a OB/ie Ipe/ickazaHa OT
[IAHHHTE [IPH eOHOKpaTeH NpHeM. ClefoBaTenHo, He € HEOOXONUMO PYTHHHO MOHHTOPHpaHe Ha
IIa3MEeHHTe KOHIIEHTpalHH Ha pregabalin.

DapMaKOKUHETHKA IPE creubHIHY TPYIH NaUeHTH:
Ilon

KonamypuTe MpOy4YBaHus MOKA3BaT, e NOET He 0Ka35a KIMHHYHO 3HaYHMO BIIHAHHE BEPXY
ILI23MEHHTE KOHIISHTPAlMH Ha pregabalin.

Hapymuena 650pedna GyHKuua
KrupBHCET Ha pregabalin e npaonponopruonaieH Ha KpeaTHHUHOBYA KItMpbHC. OCBEH TOBa
pregabalin ce otTcTpanssa eheKTHBHO OT IUIa3MAaTa Ype3 XeMoaHanu3a (Crnef 4-4acoBo XEMOHATH3HO
JiegeHue IUIa3MeHNITe KOBLEHTpalMH Ha pregabalin ce moHmpkasar ¢ npubiusurento 50%). Toid kaTo
656peYHOTO eNMMHARKpaHe € TIABHEAT IIBT Ha eNAMHBHpaHe, IPH IAIHeHTH ¢ HapymneHa 6s6peuna
dyHKirs e HeoGXOAMMO HaMalsIBaHe Ha FO3MPOBKATa, a CHel XeMOTHAaNn3a € HeobXoaum
HONEIHATENEH NpHeM (Bx. pasaen 4.2, TaGnua 1).

Hapymera sepHOApoGHa QyHKITSA
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MIpeTHMHO B HOIPOMEHEH BHA B YpHHATA, HapyllleHaTa uepHoApoOHa QyHxuua He 61 TpabBaso fa
TIpOMEHs 3HAaYMMO TIa3MEHHTE KOHIESHTPAlUH Ha pregabalin.

TfaumenTy B HanpeaHana BL3pacT (Halx 65 roquHH)

CrlnecTByBa TeHAEHIS 32 HaMalldBaHe Ha KIpEHea Ha pregabalin ¢ HapacTBaHe Ha BE3pacTTa. ToBa
HAMAMNEHE Ha [IepOpalTHus KIMPBHEC Ha pregabalin chOTBETCTBA HA HOHIDKCHHETO Ha KIMPBHHCa Ha
KpeaTHHHHa, CBBP3aHO ¢ HalpeBaHe Ha Bp3pactTa. [IpH NalMenTH ¢ BE3PacToBO 00YCIOBEHO
HapynreHue Ha Gs0pevHaTa QYHKIHS MOKE A ¢€ HANOKY HaMasiBaxe Ha 7o3aTa Ha pregabalin (Bik.
pasgen 4.2, Tabmima 1).

5.3. UpenxnaHayHHA N2upH 32 De3o0acHoCT

B xouperimonanty $HapMaKoIOTrHIHHE [Ipoy4YBaHus 3a 6e30nacHoCT NpH #UBOTHY pregabalin e
oKasan 1oGpa IOHOCHMOCT B IO3H CHOTRETCTRAINY Ha KITHHUYHO IIpHAaraHuTe. B npoyyBaHud 3a
TOKCHYHOCT ¢ HOBTAPSIIE Ce JO3H, IPOBENSHH NpHK IUFEX0Be U MaliMyHH, ca G1m HabrogaBaHH
edexrd Bepxy ITHC, BRIIOUHTERHO XHIIOAKTHBHOCT, XUIIEDAaKTHBHOCT M aTaxcus. Cren
NPOMBIDKUTENHA eKCIIO3UIA Ha pregabalin, choTBeTCTBAINA HA EKCIIO3KIMA = 5 WETH II0-TOIAMA OT
cpeqHaTa eKCIIO3HITHA TIPY X0pa NPH MaKCHMAanHa IpeHophYHTeNHA KIHHAYHA [033, ce Habmoxasa
TIOBHIIEHE YeCTOTa Ha arpodHg Ha peTHHAT2, 00Kvaline HabIronaBaHa MpH ILTEX0BE aN0HHOCH B
HallpefHANa BE3PacT.

Pregabalin He e TepaToreHeH NP MUIIKY, ILTEX0BE MM 3aly. QeTanHa TOKCHUHOCT IIPH ILTEX0BE B
3aiiry e HACTHITIIIA CaMO IIPH eKCTIO3HIHY, HaOXBBPIAIIM 3HAYMTENHO Ta3H IIpH Xopa. B
TIpEHATANTHI/IOCTHATAIIHN H3CNeABaHUA 32 TOKCHIHOCT pregabalin € 0B 0 M0ABa HA TOKCHYHH
e(heKTH BEPXY Pa3BUTHETO Ha IIOKOJIEHHETO IPH ILUTEXOBE ClIe]] eKCIIOSHIIMH >2 IIBTH MO-TOAEMH OT
MAKCHMAJTHATA FPETIOPHIMTEIHA SKCTIO3MIIHA IPK X0pa.

Pregabalin He e reHOTOKCHMEH BB3 OCHOBA Ha PE3YITATH OT CEpPHs OT ir Vifro H in Vivo H3C/ICABaHME.

Tlpy nIrsXoBe ¥ MUILIKY ca OWiH NpoBeeHy qBYTOIMIIHE NpoyyYBaHys ¢ pregabalin 3a
KapHHHOreHHOCT. IIpH MITEX0BE He ca HaOMoNABaHH TYMODH ClISH €KCIIOSHLEM J0 24 ITBTH IO-ToneMH
OT CpeHATA eKCIOZHISA IIPK XOpa NPY MaKCHMalTHaTA PENopEIHTETHA KNHHHYHA J03a oT 600
mg/nen. [pu munmky Be e Oma HabmoAapata IOBHIIEHA YECTOTA Ha TYMODUTE IIPH €KCIIO3HLIH,
mofo6HM Ha CpEJHATA €KCTIO3HIES HpH X0pa, HO IPH NO-BHCOKH eKCHO3HLMH & Ouna HablronasaHa
MOBMIIEHA YECTOTA HA XeMaHrnocapkoM. HereHOTOKCHIHHMAT MeXaHH3bM Ha HHAYUHMPaHOTO OT
pregabalin o6pasyBade Ha TYMOPH IpH MHIIKY BIUTIOYBA IPOMEHH B TPOMOOIHTHTE ¥ NMponkdepanus
HA SHACTENHH KIeTKH. Taxisa TpOMOOLHTHH NPOMEHH He ca OHIH YCTAHOBEHH NPH ILTEX0BE HIH IIPH
XOpa B PaAMKHTE Ha KPATKOCPOYHHE H OTPAHMYEHH JHIIOCPOYHH KIEHHMIHM TIpoy4BanHs. JIMIcBaT
JIOKa3aTeNCTRa, Ipe/ioiaraliy pHeK IpH Xopa.

Tlpyt MIIan IUTEXOBE BUAOBETE TOKCHYHOCT HE CE Pa3fiudyaBaT KadyeCTBEHO OT Te3H, HaOMoAaBaHH NpH
spenu mABxoBe. Miagure IIbxose, obaue, ca Mo-1yBCTBHTENHH. [Ipy TepaneBTHIHH eKCTIO3HIHH ca
GIITH YCTAHOBEHH KIHEMYHK npossi oT LIHC xato XHIepakTHBHOCT H CKBPUAHE ChC 3L0H M H3BECTHH
MpOMEHH B pacTeXxa (MPexXOaHO HOTHCKaHe Ha HalaBakeTo Ha Tero). EQexTn BEpXy nHKbIa HA
pasrouBaHe ca 6K HabMOAABAHHE TIPH SKCIIO3MIA, HaNXBRPAANA 5 IIBTH Ta3H NPH X0opa.
HeBponoBenenuecKku/o3HaBaTelIHA edexTy ca 61 Babmofasany Npy MIAIH INTEXOBe 1-2 ceaMUITH
CNET eKCIIO3MIWS >2 IBTH (OTrOBOP KBM 3BYKOB CTHMYJI) MIH >5 hTH (00y4eHHe/IaMeT) no-roiamMa
0T TepalleBTHUHATA 6KCIO3HHA IPH XOopa.

6. PAPMAIEBTHYHI TAHHH
6.1. CoHcBLK Ha DOMOM{HHTE BEl(ecTEBA

Croanpaanne Ha KaTlcynara:
Lactose monohydrate
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Maize starch
Tale

Kancynza oOBrBKa:

Gelatin

Titanium Dioxide (E171)

Sodium Laurilsulfate

Silica, colloidal anhydrous

Purified water

Red Iron Oxide (E172)

JIeuaTHO MacTHIIO!

Shellac

Black Iron Oxide (E172)

Propylene Glycol

Potassinum Hydroxide

6.2. HechrBMeCTHMOCTH

Henprnonsamo.

6.3. Cpox HA rOgHOCT

3 roguHu.

6.4. CroepmmEannm ycioBHS HA CHXpaHEHHE

To31 REKAPCTRO HE WRMCKRA CUSIHANNY YCIOBHA HA ChXpaHeHue.

6.5. Bupg # cpaLpaan@e Ha ONAKOBKATA

PVC/anymunuesn 6nuctepy, chappkamy 21 win 84 TBLpAM KaTCyIH.
PV C/anmyMuHvesn 6nuctepu ¢ epdopainid 3a Beska OTAeRHa A03a, Chabpxamy 100 x 1 TBBpam
KaTCyiIm.

BL3MOKHO € Aa He ce Ipe/araT Ha [a3apa BCHYKH BUJIOBE OIIAKOBKH.

6.6. HpenophkHa npH yuoerpeda

Hana crenyanygy U3HCKBaHHS.

7. TIPUTEAKATE HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer HCP Corporation

235 East 42™ Street

New York, NY 10017 — 5755

USA

8. PETHCTPATIMOHEH HOMEP

20050387

9. JATA HAXILEPBO PABPENIABAHE 3A YIHHOTPEBA

13.07.2005

EU Conunission Decision 17-Nov-2005




KPATKA XAPAKTEPHCTHKA HA ITPOOYKTA
LYRICA 100 mg hard capsules

10. JATA HA (MACTHYHA) AKTYAJIM3AIWA HA TEKCTA
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