MNPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. NME HA JJEKAPCTBEHUSA TIPOAYKT

Lyrica 25 mg TBbpAN Kancynu
Lyrica 50 mg TBbpAN Kancynu
Lyrica 75 mg TBBpau Kancynu
Lyrica 100 mg TBBbpaH KaIcyiu
Lyrica 150 mg TBBbpaH KaIncyiu
Lyrica 200 mg TBBbpAH KaIcyu
Lyrica 225 mg TBbpAH KaICyu
Lyrica 300 mg TBBbpAH KaIcyu

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Lyrica 25 mg TBBbpAH KaICyau
Bcesika TBBpAa kancyna cbabppika 25 mg nperadanus (pregabalin).

Lyrica 50 mg TBBbpAHM Kalcyau
Bcesika TBBpaa kancyna ceappika S0 mg nperadanus (pregabalin).

Lyrica 75 mg TBBbpAH KalCcyau
Bcesika TBBpAa Kancyna cbabppika 75 mg nperadanus (pregabalin).

Lyrica 100 mg TBBpAH KalCcyau
Bcesika TBBpaa kancyna ceappika 100 mg nperabanun (pregabalin).

Lyrica 150 mg TBBpAH Kalcyiau
Bcesika TBBpaa kancyna ceappka 150 mg nperabanun (pregabalin).

Lyrica 200 mg TBBpAH KaICyau
Bcesika TBBpaa kancyna ceappika 200 mg nperabanun (pregabalin).

Lyrica 225 mg TBBbpAH KaIlICyIu
Bcesika TBBpAa Kancyna ceappika 225 mg nperadanus (pregabalin).

Lyrica 300 mg TBBpAH KaIlCcyiau
Bcesika TBBpaa kancyna ceappika 300 mg nperabanun (pregabalin).

ITomornrau BCIICCTBA C U3BECTHO HeﬁCTBHe

Lyrica 25 mg TBbpAY KalcCyian
Bcsika TBBpAa Kamncyna chabpiKa ChbIlo 35 mg JaKTo3a MOHOXUAPAT.

Lyrica 50 mg TBbpAM KalCcyau
Bcesika TBBbpAa Karcyiia chIbpika cbiro 70 mg JIakTo3a MOHOXHUIPAT.

Lyrica 75 mg TBbp/IU KanCyiIu
Bcska TBBpAa Karcya chabppKa ChIo 8,25 mg JakTo3a MOHOXUIPAT.

Lyrica 100 mg TBBp/IH KAICYIH
Bcesika TBBbpAa Karncyna chabpika cbiio 11 mg 1akro3a MOHOXUIPAT.

Lyrica 150 mg TBbpAM Karcyiu
Bcska tBBpaa kancyna chappxka cbio 16,50 mg 1akTo3a MOHOXHAPAT.




Lyrica 200 mg TBbpAM KaICyJIu
Bcska TBBpa Karncynia chabppika ChIno 22 mg JTaKT03a MOHOXHUAPAT.

Lyrica 225 mg TBbpAU KaIICyIu
Bcska TBBpAa Kamncynna chabppka chiro 24,75 mg 1akTo3a MOHOXHAPAT.

Lyrica 300 mg TBbpAM KaICyJIu
Bcska TBBpa Karcynna chabppika Chino 33 mg TaKTo3a MOHOXUAPAT.

3a MBJIHUS CIHUCHK Ha ITOMOITHHUTE BCIICCTBA BHUKTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
TBBpaa xkancymna

Lyrica 25 mg TBBpa Karcyia
Bsna, mapkupana ¢ “Pfizer” Bppxy kamadero u “PGN 25 BpXY TAJIOTO C YEPHO MACTHIIO.
, MapKup

Lyrica 50 mg TBEp/ia Karncya
Bsna, mapkupana c “Pfizer” pppxy kanaueto u “PGN 50” BEpXy TSIIOTO ¢ 4epHO MacTHIO. TSI0To €
MapKHPaHO CHIIO U C YEpHA JICHTA.

Lyrica 75 mg TBEp/a Karncyia
B 6s110 1 opankeBo, Mapkupana ¢ “Pfizer” Bbpxy kamauero u “PGN 75” BbpXy TSIOTO C YepHO
MacTHJIO.

Lyrica 100 mg TBBbpJa Karncysa
Opanxesa, Mapkupana ¢ “Pfizer” Bppxy kanauero u “PGN 100” BbpXy TsUIIOTO € YEPHO MACTHUIIO.

Lyrica 150 mg TBBbpJa Kancysna
Bsna, mapkupana c “Pfizer” pppxy kanaueto u “PGN 150 BbpXy TSAIOTO C YEPHO MACTHIIO.

Lyrica 200 mg TBBbpJa Karncysa
CaemitoopanxeBa, Mapkupana ¢ “Pfizer” Bppxy kamadero u “PGN 200” BEpXy TSIJIOTO C YEPHO
MacTHJIO.

Lyrica 225 mg TBbpJa KarcyJsa
B 6s110 1 cBeTiOOpamkeBo, Mapkupana ¢ “Pfizer” Bppxy kamadero u “PGN 225” Bppxy TSII0TO €
YepHO MaCTHUIIO.

Lyrica 300 mg TBBbpJa Karncysa
B 6s110 m opanxeBo, Mapkupana ¢ “Pfizer” Bppxy kamadeto u “PGN 300 BbpXy TSIIOTO C YEPHO
MacTHJIO.

4. KJIMHUYHU JAHHAU
4.1 TepaneBTUYHHU MOKA3AHUSA

HCBDOHaTHa 0oJKa
Lyrica € IIOKa3aHa 3a JICUCHHEC Ha nepH(bepHa U IICHTpAaJIHA HCBPOIIaTHA OoJKa IpUu Bb3PACTHU.




Ennnencus
Lyrica e mokazaHa kaTo 700aBBYHO JISYCHUE TIPY BH3PACTHU C MAPIHMATHU MPUCTHIIN ChC WK 0€3
BTOpPUYHA F€HEPATU3ALIMSL.

I'eHepann3upaHo TPEBOKHO Pa3CTPOUCTBO
Lyrica e moka3aHa 3a jie4yeHre Ha TeHEPATU3UPaHO TPEBOXKHO pazcTpoiictBo (I'TP) mpu BB3pacTHH.

4.2 Jlo3upoBKAa N HAYHH HA NPHUJIOKEHUE

EO3I/IQOBKa

Jo3oBusar untepsain € ot 150 1o 600 mg Ha feH, pa3NpeneaeHH B ABa UM TP NpUEMA.

Heeponamua 6o1xa

Jleuennero ¢ mperabaiuH MoOXe Aa 3amoyHe ¢ 1o3a oT 150 mg Ha AeH, pa3zieneHa Ha ABa WIN TPH
npueMa. B 3aBUCHMOCT OT MHAMBHIyaITHUS T€PAleBTHUEH OTTOBOP Ha MAlMEHTA U IOHOCUMOCTTA
no3ata Moke 1a Obae yBennuena 10 300 mg Ha JeH ciel HHTepBall OT 3 10 7 JHH, a IIpH
HEOOXOIMMOCT 0 MakCHUMaiIHa 103a oT 600 mg AHEBHO, cie/l IOMBIHUTENCH 7-AHEBEH HHTEPBAL.

FEnunencus

JleuenuneTo ¢ mperabanuH MoKe Ja 3armovHe ¢ 103a ot 150 mg Ha nieH, pa3jeneHa Ha JBa WU TPU
npuema. B 3aBUCMMOCT OT MHAWBUAYATHUS TEPANIEBTUYEH OTTOBOP Ha MAI[MEHTAa U IOHOCUMOCTTA
no3ara Moke 1a 0bne yBenudeHa 1o 300 mg Ha nieH cnen 1 ceqmuiia. Makcumanaata no3a ot 600 mg
Ha JeH MOXKe Aa ObJe JOCTUIrHATa CJIE OLE €4Ha JOIMBIHUTEIHA CEAMMIIA.

Tenepanusupano mpesodicHo pazcmpoucmeo
Jo3oBusar untepsain € ot 150 1o 600 mg Ha feH, pa3NpeneaeHH B ABa UM TP NpUEMA.
Heo6xonumocTTa OT NieueHue TpsaOBa Ja 0bJie MPeoLeHsABaHa PEIOBHO.

JleuenuneTo ¢ mperabanmH MoXe Aa 3armovHe ¢ 103a ot 150 mg Ha neH. B 3aBucumoct ot
WHAWBHUIYaITHUS TEPANICBTHYEH OTIOBOP Ha MalMeHTa U TOHOCHMOCTTA JI03aTa MOXKe Ja Ob/Ie
yBenuueHa 10 300 mg Ha aeH cinen 1 cenmuua. Cne eHa JOMBIHUTENHA CEIMULIA 103aTa MOXKE J1a
Obae yBenmueHa 1o 450 mg Ha neH. MakcumanHaTa 1o3a ot 600 mg Ha JieH Moxe 1a Obe
JIOCTUTHATA CJE]I Ol €IHa JONMBIHUTEIIHA CEIMHIIA.

Ilpexpamseane Ha nevenuemo c npecabaium

B croTBeTcTBHE C HacTOSAIMATa KIMHUYHA MTPAKTHKA, aKO JICYCHUETO ¢ IIperabanuH TpsoBa a Obie
MIPEKPaATEHO, CE MPENopPbUBa TOBA Ja CTaHE MOCTENEHHO B paMKUTE MUHUMYM Ha 1 ceamuiia,
HE3aBHCHMO OT IMOKa3aHueTo (BX. Touku 4.4 u 4.8).

Brb6peuno yBpexxaane

[IperabGanuH ce eTMMUHUPA OT CHCTEMHATa LUPKYJIALUs I1aBHO Ype3 ObOpeuHa eKCKpenus B
HeTnpoMeHeH BuA. Thil KaTo KIMPBHCHT Ha IperadajiH € MPaBoNpONOPLUOHANICH Ha KPEaTHHHHOBHS
KIUPBHC (BX. TOUKa 5.2), HAMAISBAaHETO HA J103aTa IPH MalHUEHTH ¢ HapylleHa Ob0peuHa QpyHKIus
TpsiOBa 1a Ob/ie MHOANBUIYaIU3HUPAHO B ChOTBETCTBUE ¢ KpeaTHHUHOBHA KIMpbHC (CLcr), KakTo e
nocoueHo B Tabnuna 1, kaTo ce mpuiara ciegHara Gopmya:

1.23 x {140 - BB3pact (romuan) | x Termo (k:
CLer(ml/min) = [ pact ( ) &) |« 0.85 32 serm)

cepyMeH kpeatunuH (pmol/1)

[perabanuu ce oTcTpansBa epeKTUBHO OT I1a3mara upe3 xemonuanusa (50% ot JiekapcTBOTO 32

4 yaca). [Ipu nanyeHTH Ha XeMOIMAIN3a JIHEBHATA J103a MperabairH TpsOBa a ObJe afanTupaHa B
3aBUCUMOCT OT ObOpedHaTa GyHKIus. B nombiiHeHHe KbM JTHEBHATA JI03a HETIOCPEICTBEHO CIIE]
BCsiKa 4-yacoBa XeMoMain3a TpssOBa Ja ObJie JaBaHa JOMbIHUATENHA f03a (Bxk. Tabmuua 1).



Tabumna 1. AranTupane Ha 103aTa HA MperadajanH B 3aBUCHMOCT OT O0bOpeuHaTa GpyHKIUS

KpearunnnoB
kiaupbHC (CLer) OO0uma qHeBHA /1032 Ha nperadajauH * Pesxxum Ha 1o3upane
(ml/min)

Hauanna no3a Makcumanna 1o3a

(mg/nen) (mg/nen)
> 60 150 600 JUT v TITT
>30-<60 75 300 JUT v TITT

EnnoxpaTHO JHEBHO WK
>15-<30 25-50 150 T
<15 25 75 EnHokpaTHO JHEBHO
JloIrbITHUTEHA 1032 HEMOCPEICTBEHO ClIe]l XeMoanau3a (mg)
| 25 | 100 | EnnokpaTHa mo3a

TIIA = Pa3znenenu B Tpu npuemMa

JII = Pa3znenenu B 1Ba mpruema

* OOmrara THEBHA J03a (mg/neH) TpsOBa ga Obe pa3/ieneHa, KaKTo € yKa3aHo B PeKUMa Ha JTo3HUpaHe, 3a J1a ce
MOJyJaT mg/mo3a

* JIombITHATEHATA 71034 € €THOKpATHA

YepHoapoOHO YBpEXKIaHE
[Tpu nanueHTH ¢ 4epHOAPOOHO YBPEKIAHE HE ¢ He0OX0auMa MPOMSHA Ha Jj03aTta (BXK. Touka 5.2).

IleanatpuyHa momyJanus

BeszonacnoctTa n edukacHoctTa Ha Lyrica npu geua nox 12-rogumrHa Be3pact u oHomu (12-17-
TOAMIIHA BB3PACT) HE Ca YCTaHOBEHU. Hann4yHrTe KbM MOMEHTA JaHHM ca OnucaHu B Touku 4.8, 5.1 n
5.2, HO He MO€e J1a ce AaJaT NPENOPBKH 3a T03UPOBKATA.

Crapuecka Bb3pacT
[Ipu maumenTy B cTapyecka Bb3pacT MOXKE /1a Ce HAJIOKM HaMaJlsiBaHE Ha J103aTa Ha mperadainH
nopazau HaMmasneHa 0b0peyHa GyHKuus (BXK. Touka 5.2).

Hauun Ha npuiioxenue
Lyrica moxe na ce mpuema cbc 1M 0€3 XpaHa.
Lyrica e camo 3a nepopajiHO IPUIIOKEHHE.

4.3 IIporuBomokazanus

CBpBX4YYBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO HITH HSIKOE OT MTOMOIIIHUTE BEIIECTBA, H30POCHHU B
TOYKa 6.1.

4.4 ChnenuajaHy mpexynpe:kIeHUs U MPeANasHu MePKH NPH ynoTpeda

INanmentu ¢ nuader

B croTBeTcTBHE C HacTOSAMIATA KIIMHUYHA MTPAKTHKA TPU HSIKOW MAIIUEHTH C TUa0eT, KOUTO HaaaaBaT
Ha TETJIO IpH JICUeHHE ¢ TIperadaiH, € HeOOXOAUMO alaNTHpaHe Ha aHTHANA0CTHUTE JICKAPCTBEHU
MPOAYKTH.

Peakiny Ha CBPbXYYBCTBUTEITHOCT

Ot IMOCTMAPKECTUHI'OBUA OITUT UMa CT)OGIIICHI/IH 3a pCaKNUn Ha CBPBXYYBCTBUTCIIHOCT, BKIIFOUUTCIIHO
CJIy4ad Ha aHTHOEJeM. AKO Bb3HUKHAT CHMIITOMH Ha aHTHOEIEM, KaTo T0yBaHe Ha JIUIIETO, OKOJIO
ycTaTa Wik Ha TOPHUTE TUXATEIHH ITbTHIIA, MPeradaivH TpsOBa Ja ce crnpe He3abaBHO.




3amMaiiBaHe, CHHJIMBOCT, 3ary0a Ha Ch3HaHHE, OObPKBAaHE U YMCTBEHO YBPEXIaHE

Jleuenwuero c nperabanuH e OMIIO0 CBBP3aHO ChC 3aMaiiBaHe M CHHIMBOCT, KOUTO O¥MXa MOTJIH Ja
yBeIM4aT YecToTaTa Ha CllydyaifHO HapaHABaHe (TaJlaHe) MpH MAllMeHTH B cTapyecka Bb3pacT. Mima u
MOCTMAapKETHHIOBY ChOOIICHUS 3a 3ary0a Ha Ch3HaHKE, OOBPKBAHE M YMCTBEHO YBPEKIaHE.
CrenoBareniHo, TalMEHTUTE TPAOBa 1a ObIAT MOCHBETBAHHU 1a OBbAAT C MOBULICHO BHUMAaHKE, TOKATO
HE C€ 3al03HAAT C TOTCHUUAIHUTE ePeKTH OT JIEKAPCTBEHHS MTPOAYKT.

Edextu, CBbp3aHU ChC 3PEHUETO

[Ipu KOHTpONHMPaHHU U3MUTBAHUS, TO-TOJIIMA YACT OT MALMEHTHUTE, JICKYBaHHU C MperadalivH, ca
CHOOIIMIIM 32 3aMBIJICHO 3PESHHUE, B CPAaBHCHHE C MAIIMEHTHUTE, JICKYBaHHU C IU1aIe0o0, KoeTo ¢
OT3BYYAJIO B ITOBEYETO CIy4aH MPH MPOIBIIKUTEIHO npuiarane. [Ipu KIMHUYHKUTE TPOYYBaHMS,
KBJICTO Ca MPOBEICHU 0()TaIMOJIOTHYHHU M3CIICABAHUS, YSCTOTaTa Ha HAMAJIIBaHE Ha 3pUTelIHATA
OCTPOTa ¥ IMPOMEHH B 3PUTEIHOTO MOJIE € ITO-T'oJIsiMa MPH MalMEHTUTE, JICKYBaHHU C MperadaiuH,
OTKOJIKOTO MPH MAIlMEHTUTE, JCKYBaHHU C IU1ale0o0; yectorata Ha QyHIOCKOIICKUTE TPOMEHH € I10-
rojisiMa MpH MalyueHTUTE, JIGKYBaHH ¢ miane0o (BxkK. Touka 5.1).

OT MOCTMAapKETUHTOBHUS OIKT CHIO CE ChOOIABAT HEXKEIAHHU PEAKIIMH 110 OTHOIIICHHUE Ha 3PEHUETO,
BKJIFOUUTEITHO 3ary0a Ha 3peHue, 3aMbIIISIBAHE Ha 3PSHUETO WK JPYTH MPOMEHH B 3pUTEIIHATA
OCTPOTa, MHOT'O OT KOMTO ca Omin npexoauau. CiupaHeTo Ha mperadajiuH MOXe Jia JTOBEAC 10
OT3BYyYaBaHE WM MMOA00psSBaHE HA TE€3U 3PUTEIHH CUMITTOMH.

brbpeuna HenOCTaTHUYHOCT
CroOmiaBar ce cirydan Ha ObOpedHa HEAOCTATHYHOCT, TP HAKOU CITydau MpeKpaTsIBaHeTO Ha
nperadanuH 1okasBa 00paTUMOCTTa Ha Ta3H HEXeJlaHa JICKapCTBEHA PeaKmusl.

CHI/IDaHe OprueMa Ha CbIIbTCTBAINM AHTHCTTUICTITHYHHN JICKaApCTBa

C’LI]_[CCTBYBaT HCAOCTATHhYHO JAaHHU 3a CIIMPAHCTO Ha MMpHUEMa Ha ChIIBbTCTBAIIN AHTUCTIMJIICIITUYIHHN
JICKApCTBa CJIC NOCTUTAHC HA KOHTPOJI HAa TPUCTBIIUTC C npera6am/IH Kato ,Z[O6aB”b‘IHa TCpamnus, 3a 1a
CC MMPEMUHEC HAa MOHOTCpAIus € HpeFa6aJ'II/IH.

CuMOTOMH Ha OTHEMAHE

HabnronaBanu ca ciMOTOMH Ha OTHEMaHE MPY HAKOU MAaLMEHTH CIIe/ CIIMpaHe Ha KPaTKOCPOYHO U
IBITOCPOYHO JieueHHue ¢ nperadbanus. CieqHuTe chOUTHs ca OMiIK crioMeHaTH: Oe3ChbHuE,
r11aBo0oJIHe, TafieHe, TPEBOXKHOCT, TUApHsl, TPUIICH CHHAPOM, HEPBHOCT, Aepecusi, 00JKa,
KOHBYJICUH, XMIIEPXHUIPO3a U 3aMaiiBaHe, MOKa3aTeIHH 3a (pu3nyuecka 3apucumoct. [lanuenture
TpsiOBa na ObAaT MHGOPMHUPAHH 32 TOBA MPH 3aII0YBAHE HA JICUCHHUETO.

KOHBy.]'ICI/II/I, BKJIFOUUTCIHO CIMUJICTITUYCH CTATYyC U I'CHCPAJIM3UPAHU TOHUIHO-KJIIOHUYHHA I'bpPYIOBC,
MOZKC Ja HACTBIIAT 11O BPEME Ha JICUCHHUCTO C npera6anHH HJIKN CKOPO CJIC HCTOBOTO MPCKpATABAHC.

I[aHHI/ITe 3a IIPCKPATABAHC HA ABJITOCPOYHOTO JICUCHUC C nperaGaJIHH IIoKa3Bat, 4€ 4€CcTroTrara nu
TEXKECTTa HA CUMIITOMUTE HAa OTHEMaHe OMXa MOTJIU Ja 6’B,E[aT J0303aBHUCHUMHM.

3acToiiHa chp/IeYHa HEAOCTATEYHOCT

Hanwiie ca mocTMapKeTHHIOBU ChOOIIEHUS 3a 3aCTOMHA ChpeYHa HEJOCTAThUHOCT IPU HAKOH
MAIMeHTH, TIoJIyJaBaly nperadaiuf. Te3u peakiuu ce HaOJI01aBaT NPEAMMHO TIPY HAIlMeHTH B
CTapyecKa Bb3PacT ChC ChPJCYHO-ChIOBU YBPEKIAHU, 10 BpeMe Ha JICUCHHUE Ha HEBPOIIATHS C
nperabanus. [Iperadanun TpsOBa Aa ce M3MOI3Ba ¢ BHUMAHKE MPH TE3U MAIlUEHTH.
[IpeycraHoBsiBaHETO Ha MperabaIH MOXeE Jia JOBEE 0 OT3ByYaBaHe Ha PEaKIIMsTA.

Jledenue Ha OCHTpAJIHAa HCBPOIIATHA 0oJIKa B PEIYITAT HA FD’B6Ha‘lHOMO3’B‘{Ha TpaBMa

HpI/I JICUCHUCTO HA LICHTPAJIHa HCBPOIIaTHA OoJKa B pe3yiaTaT Ha Fp’L6Ha‘lHOMO3’B‘lHa TpaBMa € ouna
YBCIINYCHA Y€CTOTATA Ha HCIKCIIAHUTC PCAKIIUU KATO LAJI0, HCIXKCIIAHUTC PCAKIIUN OT CTpaHA Ha
LHCHTpAJIHATAa HCPBHA CUCTCMA U 0CO00€HO CHHIIMBOCTTA. ToBa MOXKe Ja C€ 0TAadC Ha aJUTHBCH C(l)eKT,
ABJDKAII C€ Ha ChbIIbTCTBAIUTC JICKAPCTBCHU MMPOAYKTH (Har[p. AHTHUCIIACTUYHHU aFeHTI/I), npujaaraHy 3a




TCpanus Ha TOBA CbCTOAHHUC. Toga TpSI6Ba Ja ¢€ nMa npeaBua, Korato Hpel"a6aJ'II/IH CC MMpeanurcBa 3a
TOBa CbCTOSAHUC.

CVHHHHHa nacanvda ¥ N1OBEACHUC

HpI/I ManyueHTH, JICKYBAHU C aHTUCTIMJICITUYHU JICKApPCTBA 110 pa3JIMYHU ITOKa3aHus, Ca C’BO6H_[aBaHI/I
CynnuaHa uacanusa U MoBCACHUC. Mera-aHanm3 Ha PaHAOMU3UPAHH, rmaue60— KOHTPOJIMPAHU
MNpOoy4YBaHUA HA aHTUCTIMJICOTUYHU JICKAPCTBA CHIIO MMOKA3Ba MAJIbK, HO ITIOBUIIICH PUCK OT CyHIIUAHA
nacanysa U MOBCICHUC. MexaHu3MBT Ha TO3H PHUCK HC € U3BCCTCH U CHIICCTBYBAILIUTC JAHHU HE
HU3KII0YBAT Bb3MOKHOCTTA 34 ITOBUIIICH PUCK IIPpU npera6anHH.

3aroBa MalMCHTHUTC TpH6Ba Ja 6T:Z[aT mpocCiICAdBaHU 3a MMPU3HAIHW Ha CyHIIUJHA UAcald U IMOBCACHUC
n TpSI6Ba Ja c€ npeaAnprueMe CbOTBETHOTO JICUCHUC. HaL[I/IeHTI/ITe (I/I XOpaTa, KOUTO CC IpuKat 3a TS[X)
TpSI6Ba Ja 6T>,Z[aT MOCBHBCTBAHU 1a IOTHPCAT JICKAPCKU CHBCT B cnyqai/'l, 4cC CC MOABAT NMPU3HALIA Ha
CynuaHa uacanuvsd U rMoBCACHUC.

Hamanena ¢hyHKIMS Ha JOTHUS TACTPOUHTECTHHAIICH TPAKT

Hma nmoctMapkeTHHTOBH CHOOIICHUS 32 CHOUTHSI, CBBP3aHH ¢ HaMasieHa (QYHKIHMS Ha JOJTHUS
racTPOMHTECTHHAJICH TPAKT (HAIp. HEMPOXOAUMOCT Ha YepBaTa, MapaJuTHUCH HIICYC, 3aIIeK), KOraTo
nperadajiuH € MpUEeMaH 3aeHO C JIEKAPCTBa, KOUTO MOJXKE Ja MPEIU3BUKAT KOHCTUIIAIMS — HAIPUMEP
ONMUOMIHHU aHanreTulid. KoraTo nperadajivH U OMMOMIH I CE M3M0I3BaT B KOMOUHAIMS, TPsIOBa 1a
ce B3eMarT MPEJBH] MEPKH 3a IPEIOTBPATABaHE HA KOHCTUIAMATA (0COOCHO MPH KEHH U TAllMeHTH B
cTapuecka Bb3pacT).

ChrpreTBalia ynorpeba ¢ onuonu

[IpenopbuBa ce MOBUIIIEHO BHUMAaHKE MIPU TPEANUCBAHE Ha MperadalliH ChITBTCTBAIIO C OTTHOUTN
nopanu puck ot notuckane Ha [{HC (k. Touka 4.5). B mpoyuBane ,,cirydaii-koHTpoOJIa® IIPH JINAIIA,
MpUEMaIy ONIMOUIH, TPH NAIIMEHTHTE ChC CHITHTCTBAI IPHEM Ha NPEradaiud U OMUOUIH Ce
Ha0JI0/1aBa TIOBUILIEH PUCK OT CMBPT, CBBbpP3aHa ¢ yrorpedara Ha OMMOUIH, B CPABHEHUE ChC
caMoCTOsITeITHaTa YIoTpeba Ha ONMHouIM (KOPUTHPaHO choTHOIIeHHe Ha maHcoBeTe [aOR], 1,68 [95%
CI, 1,19-2,36]). To3u noBullieH puck ce HaO0JaBa pH HUCKH 1031 nperadanuH (< 300 mg, aOR 1,52
[95% CI, 1,04-2,22]) u e HanuIle TCHICHIIMS 32 MO-BUCOK PHUCK NP MO-BUCOKH JI03U TperadainH

(> 300 mg, aOR 2,51 [95% CI 1,24-5,06]).

Henpasuina ynotpe6a, moTeHuan 3a 370ynoTpeda Ui 3aBUCUMOCT

Cpo0maBanu ca ciry4au Ha HETIpaBUJIHA yroTpeda, 310ynorpeda u 3aBucumoct. Heobxoaumo e
MOBHIICHO BHUMAHUE MPH MALMEHTH C aHaMHe3a 3a 370ynoTpeda ¢ BEIIeCTBa U MaLUeHTUTE TPAOBa
na ObaaT HaOIrI0IaBaHH 32 CUMIITOMHU Ha HEeTIpaBHIIHA yroTpeda, 3M0ynoTpeda Uik 3aBUCUMOCT OT
nperadanuH (choO1IaBa ce 3a pa3BUBaHE Ha TOJIEPAHTHOCT, TOBHUIIABAHE HA 103aTa, IOBEACHHUE 3a
HACOYEHO THPCEHE Ha JIEKAPCTBOTO).

Enuedanonarus
CroOrmaBanu ca cirydad Ha eHIehanonaTs, MPeIuMHO MPH MAIUEHTH ¢ TIOJUIekKAIIN 3a00IBaHuS,
KOUTO MOTAT J1a YCKOPST Pa3BUTHETO Ha eHIe(aonaThs.

HemoHocHMMOCT KbM JIAKTO3a

Lyrica ChbAbpIKa JIAKTO3a MOHOXUAPAT. HaLII/IeHTI/I C PCAKH HACJICACTBCHU HpO6J’ICMI/I Ha rajJakTo3Ha
HCIIOHOCHUMOCT, Lapp JJaKTa3CH ,I[e(bI/II_II/IT HJIW TTTIOKO30-TraJIaKTO3Ha Mana6cop6u1/151 HC TpSI6Ba Ja
npueMar ToBa JICKApCTBO.

4.5 BzammopeiicTBHe C APYTH JeKAPCTBEHM NPOAYKTH M APYru opMu HA B3aMMO/eiiCTBHE

Toii kKaTO TperadaiiH ce eKCKpeTHpa MpeJMMHO B HEIPOMEHEH BUJ B ypHHATA, METa00IM3Hupa ce
npeHeOpeKUMO MaJIKko Mpu Xopa (<2 % oT go3aTa ce yCTaHOBsIBa B ypHHaTa 1o opMara Ha
MeTa0OIUTH), HE HHXUOMpPA JICKapCTBEHUSI META00IM3BM in Vitro 1 HE ce CBbP3Ba C IUIa3MEHHUTE
OenThIM, MAJIKO BEPOSATHO € TOU /1a MPEAN3BUKBA WIN /14 Y4acTBa BbB (PapMaKOKHHETHUYHI
B3alMOJCHCTBUSI.



In vivo npoy4BaHus ¥ MONyJIalIMOHEH (hapMaKOKMHETHYCH aHAJIN3

CBOTBETHO, B in Vivo IPOyYBaHUs HE ca HAOMI0JaBaHU KJIMHUYHO 3HAYMMU (papMaKOKHHETHYHH
B3aMMOJCHCTBUS MEX Iy nperadanuH u GeHUTONH, KapOaMa3eniH, BaJIPOeBa KUCEINHA,
JAMOTPUTHH, rabanieHTHH, JIopa3enaM, OCKUKOIOH i etaHod. [lomynanuronen ¢papMakOKHHETHYCH
aHaJIM3 MOKa3Ba, Ye MePOPATHUTE aHTUANAOCTHU CPENICTBA, AUYPETULIUTE, HHCYJINH, (eHobapOuTa,
THaraOWH ¥ TOMpaMaT HAMAT KIMHUYHO 3HAYUM e(eKT BbpXY KIMPBHCA Ha IperadauH.

HCDODaJ'IHI/I KOHTPAICNITUBHU CPEACTBA, HOPETHUCTCPOH VI/WIIH €TUHUI €CTpaarnoJI
E)_IHOBpeMCHHOTO NPUIIOXKCHUC Ha HpeFa6aJII/IH C CPOPAIHUTC KOHTPALICTITUBHU CPCACTBA
HOPCTUCTCPOH W/WIIH €THHUI €CTPAaaArOJI HC IMTOBJIMABA (bapMaKOKI/IHeTI/IKaTa npu CTalUOHAPHO
ChCTOAHHMEC HAa HUTO €1HO OT TE3H BCIICCTBA.

JIekapCTBEHU MPOAYKTH, MOBIUSABAIIY [ICHTPAITHATA HEPBHA CUCTEMA
[Iperabanuu Moxe Ja 3acuiii e()eKTUTE Ha €TAaHOJ U Jopa3enam.

OT MOCTMapKEeTUHTOBHUS ONUT UMa CHOOIIEHNS 3a JUXATEIHA HEOCTAaThYHOCT, KOMa M CMBPTHHU
Cllydau MpY MalueHTH, MPUEeMAaIly peradaaviH U ONHONIN H/WIH APYTH JEKapCTBEHHU MPOIYKTH,
noTuckamy nentpantHata HepsHa cuctema (L{HC). [Iperabanun BeposTHO MMa alUTUBHO JeiCTBHE
BBPXY HApYIICHUATA HA [TO3HABATEIIHATA M IBUTATETHATA (QYHKIHUS, IPUIUHEHH OT OKCUKOJIOH.

B3aHMOHefICTBHH 1 NanMCHTHU B CTAPYCCKa BH3pacCT

He ca MPOBCIKIAHU CHeL[I/I(I)I/I‘IHI/I MpOoy4YBaHUs 34 q)apMaKOI[I/IHaMI/ILIHI/I B3aHMO,I[efICTBPIH npu
,Z[O6pOBOJ'IL[I/I B CTap4CCKa Bb3pacT. HpquBaHI/m 3a B3aHMO,I[6ﬁCTBHH Ca MpOBCCHU CaMO IIpH
BB3pPAaCTHH.

4.6 ®epTHanTeT, O)PEMEHHOCT U KbPMEHE

Kenwu ¢ ACTCPOJACH HOTCHLII/I&H/KOHTD&H@HHI/IH OpHu MBXKE U KCHHU
TBi KaTO BE3MOXKHHSAT PHUCK IIpU X0pa € HCU3BCCTCH, IIPU )KCHU C ACTCPOACH IMOTCHIHAIT Tp$[6Ba Ja ce
H3I0J13Ba C(i)eKTI/IBHa KOHTpanenuus.

Bbpemennoct
Hsma noctarpyHO HaHHU 3a yrioTpedara Ha mperadaiuH npu OpeMeHHH.

[IpoyuBanusiTa pu ’KMBOTHHU Ca NMOKA3aJIH PEIPOAYKTUBHA TOKCUYHOCT (BXK. TOUKa 5.3).
[ToTeHIManHUAT PUCK MIPH XOpa € HEU3BECTEH.

Lyrica HC TpSI6Ba Ja 6’1:,[[6 H3M0JI3BaHa 110 BpEMC Ha 6peM€HHOCT, OCBCH B cnyqaﬁ Ha KaTCTOprU4Ha
HCO6XO,Z[I/IMOCT (aKO IoJj13aTa 3a MalKaTa KaTCrOpuIHO HAAXBBbPJIA NOTCHIUAIHUA PUCK 34 (I)eTyca).

Kepmene
[IperaGanuH ce ekcKkpeTupa B KbpMarta (BxK. Touka 5.2). EdpexTsT Ha nperabanut npu

HOBOpO,I[GHI/I/K’LpMaLIeTa HC € U3BCCTCH. Tp;[6Ba Ja €€ B3CMC pCIICHUC, AaJIX [Ja C€ IPCYCTaHOBU
KbpPMCHCTO WJIM Aa CC MPCYCTAHOBU TCpaIuATa C npera6anHH, KaTO CC B3CMaT NpCABUM MMOJa3aTa OT
KbpPMCHCTO 3a ICTCTO U I10JI3aTa OT TCpaIllnATa 3a JKCHATA.

depTuaurer
HsmMa xnmuHIYHN NaHHY 32 €PEeKTUTE Ha MPEeradaivH BbPXY KEHCKUSI (EepTUIIUTET.

B xnmuanuHN MMpOoy4YBaHUA 34 OLICHKA e(i)eKTa Ha Hpel"a6aJ'II/IH BBpPXY IIOJABUIXHOCTTA HA
CIICpMAaTO30HUUTE, 3APpABU MBIKEC ):[O6p0BOJ'II_II/I Ca CKCIIOHUpPAHU Ha nperaGaHHH nopu no3a oT 600 mg
JHCBHO. CJ'IG,Z[ 3 MeEcela JICUCHHUE HE € NMAJI0 e(l)eKTI/I BBpPXY IIOJABUIKHOCTTA HA CICPMATO30UAUTC.

HpquBaHe 3a (l)epTI/IJ'II/ITeT IpH KCHCKHU ITBbXOBC ITOKa3Ba HCKCIaHU e(l)eKTI/I BBpPXY
PCOPOAYKTUBHOCTTA. HpquBaHI/m 3a (l)epTI/IJ'II/ITCT IIpU MBKKHU INTBXOBEC ITOKa3Ba HCKCIIAHU C(I)GKTI/I
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BBPXY PENPOAYKTUBHOCTTA M Pa3BUTHETO. KIIMHWYHATA 3HAYMMOCT Ha T€3W HaXOJIKU € HEU3BECTHA
(Bk. Touka 5.3).

4.7 EdexTn BbpXy cioco0HOCTTA 32 mo¢gupaHe U padoTa ¢ MAIIUHHA

Lyrica Moxe 1a moBnusie B Jieka 0 yMepeHa CTeIeH CIIOCOOHOCTTa 3a modupaHe u pabora ¢
MarmuHA. Lyrica Moke Jja MPUYWHU 3aMasHOCT ¥ CHHJIMBOCT H CJIEIOBATEITHO MOXKE Ja MTOBIIHSC
crocoOHOCTTa 3a modupane win padboTa ¢ MammHU. Ha manuenTuTe ce mpenopbyBa J1a He moQupar,
I1a He PaboTAT ChC CIOXKHH MAIIMHH WIH J]a YIaCcTBAT B IPYTH IMMOTSHIIMATHO PUCKOBU ACHHOCTH,
JIOKaTo ce pazdepe Aalii TO3U JICKApCTBEH MPOIYKT 3acsra TIXHATa CIIOCOOHOCT J1a U3BBPIIBAT TE3U
JIEHHOCTH.

4.8 Hexenanu jJeKapcTBeHH PeaKIUA

Knuangnara nporpama Ha npera®anvH e BkiIouBaia Haja 8 900 mauueHTH, H3M0I3BaIH peradain,
Haza 5 600 oT KOUTO ca B3eJM y4acTHe B ABOMHOCIENH TU1alie00-KOHTPOIMPaHH poyyBanus. Haii-
9YeCTO ChOOLIaBAHNTE HEXKETAHU PeaKiy ca OMIIM 3aMassHOCT U ChHIMBOCT. Hexxenanure peakuuun
OOMKHOBEHO ca OMJIH JIEKH 10 yMEPEHH 1o criia. YectoTaTa Ha MPeKbCBaHE Ha JICYEHUETO MOPAAN
HE)KEJTaHU PEaKIMy 32 BCHUKU KOHTPOJIUPAHH MpoyUBaHus € 6una 12% mnpu nmanueHTy, noayvdaBamiy
nperabaiug, u 5% npu nanueHTy, noidyvasany mwianedo. Haii-uecture HexenaHu peakuu, JOBEJIN
710 IPEKBbCBAHE Ha JICUCHUETO, B TPYIIH, JIEKYBaHU C IperadaiuH, ca OMiIM 3aMasHOCT U ChHJIMBOCT.

B tabmuma 2 mo-mony ca n3dpoeHu 1o kiacoBe u yectora (MHOTO decTH (> 1/10); wectn (> 1/100 mo
< 1/10); meuectu (> 1/1 000 mo < 1/100); peaxu (= 1/10 000 go < 1/1 000); MHOTO penKu

(< 1/10 000), c HensBecTHA YecTOTa (OT HAIMYHHUTE JAaHHU HE MOXKe Jla O'b/Ie HallpaBeHa OIICHKA)
BCUYKHU HEXKEJaHH JIEKapCTBEHU PEaKIIUU, KOUTO Ca HACTBIIWIN C Y€CTOTA, TIO-TOJIIMA OT IIIanedo u
TIpH [TOBEYE OT €HH MAIHCHT.

B®B Besiko TpynupaHe 1Mo 4€CTOTa HEKCIAHUTC eq)eKTI/I Ca NMPEACTABCHU B HU3XOJAII PCa 110
OTHOLICHUC CCPUO3HOCTTA.

I/I36p06HI/IT€ HCXKCJIaHU pCAKIUU MOraT Ja 6’L,Z[3,T CBBpP3aHU U C IMOAJICIKAIIOTO 3a00JIIBaHEe H/UIH
CbII'bTCTBAIIU JICKAPCTBCHU IIPOAYKTH.

HpI/I JICUCHUCTO HA NCHTPAJIHa HCBPOIIaTHA 0oJKa B pe3yiaTaT Ha Fp’L6HaLIHOM03’BLIHa TpaBMa € ouna
YBCIINYCHA Y€CTOTATA Ha HCKCIIAHUTC PCAKIIHUU KATO LAJI0, HCXKCIIAHUTE PCAKIIUN OT CTpaHa Ha HHC

1 0COOCHO CHHIIMBOCTTA (BXK. TOUKa 4.4).

I[OH’LJ'IHI/ITGJ'IHI/ITG pCaKknuu, C’BO6H.[€HI/I OT MOCTMAPKCTUHI'OBHA OIIUT, Ca MAPKUPAHU B Italic B
CIIMCBKA IMO-0JTY.

Tabéumna 2. Hexes1aHu JiekapCTBeHH PeaKIMH, NPeAN3BUKAHU OT NperadaauH

Cucremo-opraseH KJjac HesxenaHn JeKapCTBEHH PeaKIuu
Nudexuun n nudecranuu

Yectn Hazodapunrur

Hapymennst Ha KpbBTa U JMMQHATaA cHCTeMa

Heuectn HeyTtponenus

Hapymennst Ha MMyHHATa cHCTeMa

Heuectn Cspvxuyscmeumennocm

Penxu AHeuoedem, arepeutna peaxyus
Hapymennst Ha MeTa00/1M3Ma M XpaHEHETO

Yectn 3acuIBaHE HA aNleTUTA

Heuectn AHOpEKCHSA, XUITOTITUKEMHUS




Cucremo-opraseH KJjac

Heskes1aHu JIeKapCTBEHH peaKIUuU

Icnxnynmu HapymeHust
Yectn

Heuectu

Penxu

Eydopuano HacTpoeHue, 00bpKaHOCT, pa3pa3sHUMOCT,
Jle30pueHTaIs, 0e3ChHIE, HaMaJIeHO JTHOUI0

XanroruHanus, TaHNYecka aTaka, 0€3[M0KOMCTBO, Bb30ya,
Jlerpecusi, IOTUCHATO HACTPOEHUE, MPUIIOBAUTHATO HACTPOCHHUE,
azpecust, IPOMEHU B HACTPOEHUETO, ACTIEPCOHANM3ALUS, TPYAHO
HaAMUpaHe Ha yMH, TaTOJIOTHYHY CHHUINA, TIOBUIICHO JINOUIO,
aHOPra3Musl, anaTus

Hepb3abpxanoct

Hapyumienusi Ha HepBHaTa cucTeMa

MHoro uectu
Yectu

Heuectu

Penxu
Hapymenust Ha ouuTe
Yectu

Heuectu

Penxu

3aMasHOCT, CHHIMBOCT, TIaBoOONINE

ATakcus, HapylieHa KOOpIUHAIHS, TPEMOp, AU3apTPHUs,
aMHe3us1, HapyIIeHHs Ha TaMeTTa, HapyILIeHHs] HA BHUMaHHETO,
rapecTe3nu, XUIOeCcTe3ns, CelipaHe, HapyIIeHO paBHOBECHE,
JeTaprus

CuHKoOII, CTYTIOp, MUOKIIOHYC, 3a2y0ad Ha Cb3HAHUE, TIOBUIIICHA
TICUXOMOTOpPHA aKTUBHOCT, TMCKUHE3Us, 3aMasHOCT TpU
U3IIpaBsHE, MHTEHIIMOHEH TPEMOp, HUCTarbM, KOTHUTHBHO
Pa3CTpOICTBO, yMcmeeHo yspescoare, TOBOPHO HAPYIICHNUE,
xXurnopeQIIeKcus, XUIMepecTe3 s, IyBCTBO HA ApEHE, arcy3usi,
0bwo nepasnonodcenue

I'vpuoge, mapocMusi, XUTIOKUHE3HSI, TUCTpAU

3aMBbIIIEHO 3pEeHUE, TUTLIONHS

3ary0a Ha nepudepHO 3peHHe, 3pUTeTHO HApYLIEHUE, OTOK Ha
ouute, 1eEeKT B 3pUTEIHOTO I10JIC, TIOHMKEHA 3pUTEITHA
0CTpoTa, OOJIKK B OUMTE, ACTEHOMNUS, (POTOICHSA, CyX0Ta B OUHTE,
NOBHUIIIEHA JJAKPUMAIHS, IPa3HEHE B OUUTE

3aeyba na 3penue, kepamum, OCLIUIONCHUS, HAPYILICHO 3PUTEITHO
BB3NPUATHE 32 ABJIOOUYMHA, MUApPHAa3a, CTpaObu3bM, MOBUIIEHA
SIpKOCT Ha oOpa3ure

Hapymenns Ha yXoTo 1 JJaOMpHHTA

Yectn

Heuectn

Chbpaeynn HapyImeHust
Heuectn

Penxu

CbaoBu HapyieHust
Hewectn

CBeTOBBpTEK
Xunepaxkysuc

Taxukapausi, aTpHOBEHTPHUKYJIapeH 0ok | crenen, cunycosa
OpaauKapausi, KOHeeCMUSHA CbPOeyHA HeOOCMAMbYHOCH
Yovnorcasane na QT-unmepeéana, CuHyCOBa TaXUKapAus,
CHHYCOBA apUTMUS

XUNOTOHUS, XMIIEPTOHUS, TOPELH BhJIHHU, 3aUepBsBaHE,
CTYACHHU KpalHULIN

PecnnupaTopHu, rpbAHU U MEAMACTHHAJIHM HAPYLIEHUS

Heuectu

Penxu
CToMalIHO-4YPEeBHHU HAPYIIEHUS
Yectu

Heuectu
Penxu

XenaToOnJIMapHu HApyLICHUsI
Hewectn

Jucmnnes, enucTakcuc, KalIuLa, Ha3aJlHa KOHTeCTUS], PUHUT,
XbpKaHe, CyXxoTa B HOCa
benodpoben omox, crarane B IbpiaoTO

[loBpbane, cadene, 3anek, ouapus, GpaaryieHIns, IOAyBaHE Ha
KOpeMa, CyXoTa B ycTaTa

l"actpoesodareanen pedurykc, MOBHIICHO CIIOHOOTACTISIHE,
XHUIIOECTE3HUs] Ha YCTHATa KyXHHA

AcUHT, MaHKPEaTUT, H00Y8aHe Ha e3uKd, fucharus

[loBuiIeHr CTOMHOCTH HA YEPHOAPOOHUTE EH3UMU*

10




Cucremo-opraseH KJjac HesxenaHu JeKapCTBEHH PeaKIuu

Penxu Koenrennma

MHoro peaku YepHoapoOHa HENOCTATHYHOCT, XEMATUT

Hapyumienunsi Ha KoKaTa U MOAKOKHATA THKAH

Hegectn [lanyno3eH oOpuB, ypTUKApHS, XUIEPXUAPO3a, HPYPUTNYC

Penxu Cunopom na Stevens-Johnson, cTyaeHa not

Hapymennst Ha MyCKYJIHO-CKeJIETHATA CHCTEMA H CheIMHUTEIHATA ThbKAaH

Yectu MycKyTHH KpaMITi, apTpairus, 00JIKu B rbpOa, O0JIKU B
KpailHUK, lIEpBUKAJIEH CIa3bM

Hewectn [lonyBane Ha cTaBUTE, MUAJITUS, MyCKYJIHU IOTPETIBAHUS, OOIKH

BBB BpaTa, MYCKYJIHA CKOBAHOCT

Penxu Pabnomuonusza

Hapymennst Ha 0b0penuTe 1 MUKOYHUTE MBTHINA

Hegectn WV HKOHTHHEHLIUA Ha ypUHA, TU3ypUs

Penxu BbrOpeuna HENOCTaTBUHOCT, OJIUTYPUS, peMeHyUsl Ha YPUHa

Hapymennst Ha Bb3NPOM3BOIUTETHATA CHCTEMA H I'bpaaTa

Yectn Epextunna nucyHkus

Hegectn Cekcyanna aucyHkuus, 3a0aBeHa esKyIamnus, TMCMEeHopes,
0oNKH B I'bpaaTa

Penxu AMeHopes1, cekpenus OT I'bp/aTa, yroJleMsBaHe Ha I'bpJIUTE,
2UHeKoMacmus

OO0mm HapymeHnsi M e)eKTH Ha MICTOTO Ha NPHJIOKeHUe

Yectn [lepudepnu otouy, eaemM, HapylIeHa IOXOIKA, IaAaHe, YyBCTBO
3a ONMUSHEHKE, HEOONYAHO ycelaHe, yMopsieMOCT

Hewectn I'enepanusupaH OTOK, OmoK Ha auyemo, CTATaHe B TbPAUTE,
0o0JKa, TUPEKCHs], KaXAa, CTyIeHH TPBIIKHU, ACTCHUS

H3caenBanus

Yectn YBennuaBaHe Ha TEINECHOTO TETIIO0

Hewectn [loBumenune Ha kpeaTHHUH GocOKHHA3ZATA B KPHBTA,

MOBUIICHUC HA KPbBHATA 3aXap, HAMAJICHUC Ha 6pO$I Ha

TpOM6OI_[I/ITI/ITe, MOBUIICHUC HAa KPCATUHHUHA B KPBBTA,

IMOHM)XXCHUC HAa KaJIus B KPBbBTA, 3ary6a Ha TCJICCHO TCTJIO
PGILKI/I Ilonmxkenue Ha 6p0$[ Ha JICBKOIIUTHUTC

* JlopumieHa ananuH amuHOTpaHcdepasa (ALT) u moBumena acraprat aMuHoTpancdepasa (AST)

HpI/I HAKOH IIAUCHTH Ca Ha6J'IIOI[aBaHI/I CUMIITOMHU Ha OTHEMAHC CJICA CIIMPAHC Ha KPATKOCPOYHO U
ABITOCPOYHO JICUCHUC C npera6aﬂHH. CJ'IC):[HI/ITG pCaKnuu, MoKa3aTCsIHU 3a (1)I/I3I/I‘IGCK3, 3aBUCHUMOCT,
ca OMIU CITOMEHATH: 663C’BHI/IC, FJ'IaBO6OJ'II/I€, TaJICHC, TPCBOKHOCT, AUapUsd, I'PUIICH CUHAPOM,
KOHBYJICUH, HCPBHOCT, ACIIPECU, 6OJ'IKa, XUIICPXUAPO3a U 3aMaliBaHe. HaL[I/IeHTI/ITe TpSI6Ba Ja 6T>,Z[aT
I/IH(i)OpMI/IpaHI/I 3a TOBA IIPU 3alI0UYBAHC HA JICUCHUCTO.

I[aHHI/ITe 3a MMPCKPATABAHC HA ABJITOCPOYHOTO JICUCHUC C nperaGaJIHH IIoKa3Bat, 4€ 4€CTroTrara nu
TEXKECTTa HA CUMITOMHUTE HA OTHEMaHe OMXa MOTJIN Ja 6’B,Z[aT J0303aBHUCHUMHM.

IleguarpryHa momyaamus

[Ipodunet Ha Oe30macHOCT Ha TIperabaniH, HAOM0JaBaH B YETHPH NeTUATPUIHY U3IIUTBAHUS TIPU
MAIUEHTH C TapIIUATHU TPUCTHITH ChC WM 0e3 BTOpuYHA reHepanm3anus (12-ceqMIIHO N3NMUTBaHE 3a
OIIEHKa Ha e(pUKACHOCTTA M OE30IMaCHOCTTAa PY MAIMEeHTH Ha Bb3pacT oT 4 10 16 ronunu, n=295;
14-nmHeBHO M3MUTBaHE 32 OllEHKA Ha e(PUKACHOCTTA U OE30IIaCHOCTTA MU MAIIUEHTH Ha BB3PacT OT

1 Mecerr 10 mo-mManko ot 4 roauHu, n=175; u3nuTBaHe 32 PapMaKOKMHETHKA ¥ IIOHOCUMOCT, =605 1
l-rogumrHO OTBOPEHO M3IMMTBAHE 32 MPOCieasBaHe Ha 0€30IacHOCTTa, N=54), € moJ00eH Ha TO3H,
HaOII0/IaBaH NMPU U3NUTBAHHUATA TIPU BH3PACTHU NAIMEHTH C enwierncus. Hail-uectuTe Hexenanu
chOUTHS, HAONMFO1aBaHU B 12-CeIMIUYHOTO M3MUTBAHE C JICUSHHE ¢ TiperadajinH, ca ChHINBOCT,
nupeKcus, H(GEKIUs Ha TOPHUTE TUXATEITHH IHTHINA, IOBUIIICH alleTHT, TIOBUIIIABaHe Ha TETJIOTO U
HazodapuHrut. Haii-uecture Hexxenanu chOUTHS, HAOMIOIaBaH! B 14-THEBHOTO M3MUTBAaHE HA
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JIEYeHUE C MperadalivH, ca ChHIMBOCT, MHPEKINS Ha TOPHUTE TUXATEITHH IBTHINA U THPEKCHs (BXK.
Touku 4.2, 5.1 m 5.2).

C’BO6HIaBaHe Ha IMoA03HWpaHn HEXKECJIAaHW pCaKInu

C’BO6HIaBaH€TO Ha MOA03HUPAaHU HCKCIIAHU PCAKIUU CIICA pa3pCllaBaHC 3a y1'IOTp€6a Ha JICKAapCTBCHUA
MMPOAYKT € BaXXHO. ToBa mo3BoJsBa Ja MpoOAbJIIKA Ha6J'IIOI[CHI/IeTO Ha CbOTHOIICHUCTO HOJ'IBa/pI/ICK 3a
JICKApCTBCHUS NPOAYKT. Ot MCIUIUMHCKUTC CIICHHUAJINCTH CC U3UMCKBA Ja C’LO6H_IaBaT BCsKa
IoJ03UpaHa HEXKEIaHa peaKys 4Ype3 HallMOHAIHAa CUCTEMA 3a C’BO6I]_[aBaH€, IIOCOYCHA B

[Ipunoxenue V.

4.9 IIpepo3upane

Hati-uecTo chOOIIaBaHUTE HEXKEIIAHHU JICKAPCTBECHH PEAKIIUU OT MOCTMAPKETUHTOBHUS OIIHUT,
HaOJro1aBaHy [IPH NIPEA03UpaHe Ha TperadaliH, ca BKIOYBAIN CHhHIMBOCT, ChCTOSHUE Ha
o0BbpKBaHe, Bb30y1a U 0e31mokoicTBo. [lonyuenu ca choO0ICHHS U 33 IPUTIABIIH.

B penxu cnyuan ca qokiagBaHu cydan Ha KOMa.

JledeHnueTo mipu mpeno3upane Ha MperadaivH TPsSOBa J1a BKIFOYBA OOIIH MOIIBPIKAIINA MEPKH U
€BEHTYaJTHO XeMOIuajn3a npu Hyxaa (Bxk. Touka 4.2 Tabmuna 1).

5. ®APMAKOJIOT'MYHU CBOVICTBA

5.1 ®apMakogUHAMHYHH CBOICTBA

dapmakoTepaneBTHYHA Ipyna: AHTUECIWICITUYHU CPEICTBA, APYTH AHTHETIMIICIITUYHU CPEICTBA;
ATC xoxm: NO3AX16

AKTHBHOTO BEIIECTBO IperabajiiH ¢ aHaJIOT Ha raMa-aMUHOMAacleHaTa kucenuna [(S)-3-
(aMHHOMETHIT)-5-METHIIXEKCAaHOEBA KUCEIHMHA .

MexaHu3bM Ha AeicTBUE
[IperaGamuH ce cBBp3Ba C JOMBIHATEIHATA CyOeAMHUTIA (02-0 OENTHK) Ha BOJITAXK-3aBHCUMUTE
KaJIIIMeBU KaHAIIM B IICHTpalIHATa HEPBHA CHCTEMA.

Kinnanuna edrkacHOCT U 0€30I1aCHOCT

Heeponamua 6o1xa

EdexTuBHOCTTa € OKA3aHa B M3MUTBAHU NP AMa0ETHA HEBPONATHUS, TIOCTXEPIIETUYHA HEBPAJITUS U
rppOHaYHOMO3bYHA TpaBMa. E(exkTHBHOCTTA HE € TpoyyYeHa IpH IpyTry MOZEIH Ha HEBpONaTHa
Ooika.

[Iperabanun e npoyueH B 10 KOHTpONHMpPaHU KIMHUYHHU U3MUTBAHUS C TPOABIDKUTEIHOCT A0

13 cenmurtu ¢ nBykpareH aaeBeH npueM (JI1/1) u no 8 cemmuru ¢ Tpukparen gaeBeH npueM (TII/T).
Karo 1su10, 6e30nacHoctTa u eekTuBHOCTTa Ny cxemute Ha npunarane ¢ A1) u TIL/] ca 6unm
CXOJHH.

B xnmuanuHETE Opoy4dBaHUA C IPOABILKUTCIIHOCT 10 12 CCAMUIIN KAaKTO 3a nepI/I(pepHa, TakKa " 3a
LCHTpAJIHA HCBPOIIATHA 60J'IK3,, oTciaabBaHe Ha OoJKaTa ¢ OUIIo Ha6J'IIO}:[aBaHO [0 Kpas Ha ceAMHUIla lu
CC € 3aMa3unjio mMpe3 e Iepuoa Ha JICHCHUC.

B koHTpONMpaHu KIMHUYHY IPOYYBaHUs NpH nepudepHa HeBponaTHa 0osika 35% OT manueHTHre,
JIeKyBaHU ¢ nperadanus, 1 18% or mauueHTuTe Ha mianedo ca umanu noxoodpenue ¢ 50% Ha
TOUYKOBHSI PE3YJITAT 3a OlleHKa Ha Oonkara. Cpen nauueHTuTe 0e3 MposBY Ha CHHIMBOCT TAKOBA
nogoopenue e Ouno Hadbmoaasano npu 33% ot jekyBaHHUTE C nperabaiuH u npu 18% ot nauueHTHTEe
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Ha mutare6o. [Ipu manueHTH ¢ MposSBY Ha CHHIMBOCT TEPANICBTHYHUAT OTTOBOp € Omi 48% B rpynara ¢
nperabanuH u 16% B riamebo-rpymara.

B KOHTPOJIMPAHO KIIMHUYHO IMMPOYYBAHC IMPU LICHTPAJIHA HEBPOIIATHA 60J'IKa, 22% ot NalMCHTHUTEC,
JICKYBAHH C HpeFa6aJ'II/IH, u 7% ot NalMCHTUTC HA nﬂaue60 ca nMaJin HO,Z[O6peHI/Ie ¢ 50% na ToukoBH
PE3YyJTaT 3a OLCHKA Ha OoJKarTa.

Enunencua

JlomreHATENHA TEpanus

[Iperabanus e npoy4eH B 3 KOHTPOJUPAHH KIMHAYHU U3MUTBAHUS C IPOIBIDKUTENHOCT 12 cenMunu
npu A nnu TII npuem. Karo wsno, 6e3onacHoctTa v e(peKTUBHOCTTA MIPH CXEMUTE Ha MpHJIaraHe
¢ ATTJI u TIIM ca Omau cXOgHH.

Hamanenue Ha yecTtoTara Ha MPUCTBIIUTC € ouo Ha6J'IIO,Z[aBaHO [0 Kpas Ha ceaAMUIia 1.

[lemuaTpuyHa mOTyJIAIUSI

EduxacHoctra 1 6e30macHocTTa Ha perabaiiH KaTo TOMBIHUTEIHA Tepanus 3a eHUIICTICUS TIPH
MeIUATPUYHY TAIUEHTH 1o 12-ToauIIHa Bb3pacT U MIPH IOHOIIN HE ca ycTaHOBeHU. Hexkenanure
CHOUTHUS, HAOIO]ABAHU B U3MIMTBaHE 32 ()apMaKOKMHETHKA W IIOHOCUMOCT, KOETO € BKIIFOUBAJIO
MAIMeHTH OT 3-MeceuHa A0 16-roauIiHa Bb3pact (n=65) ¢ napluyaiHyi IPUCTBIIM, ca MOA00HH Ha
Te3H, HaOII01aBaHy MPH BB3pacTHH. Pesynrature ot 12-ceqMuyHO, mianed0-KOHTPOIUPaHO
M3MUATBaHE IpHU 295 neAnaTpUyYHU MalUEHTH Ha Bh3pacT oT 4 10 16 rogunu u 14-nHeBHO iamne0o-
KOHTPOJMPaHO M3NHUTBAHE Mpu 175 meaunaTpuIHu MaMeHTH Ha BB3pacT OT 1 Mecell A0 Mo-Majiko OT
4 ronyHU, MPOBEJICHHU C 1IE]T OIICHKA Ha e()UMKaCHOCTTa U 0€30IaCHOCTTA Ha IperadaauH KaTo
JOTBITHUTETHA TepaIus 3a JISUCHIUE Ha MapIIAaIH MPUCTHITH, U 1-TOAUIIIHO OTBOPEHO U3MUTBAHE 32
0e3omacHOCT pu 54 NeIUaTpUYHU MAIUESHTH OT 3-Mece4Ha 10 16-roIuIIHA Bb3PacT ¢ SIUIICTICUS
MOKA3BaT, 4Y¢ HeXKEJIAaHUTE ChOUTHUS Ha MUPEKCH U HHPEKIUN Ha TOPHUTE JUXATSIIHU IIBTHIIA Ce
Ha0JII0/IaBaT MO-YECTO, OTKOJIKOTO B U3IMMTBAHUATA IPH BH3PACTHU MALUECHTH C SIUIICTICUS (BXK.
Touku 4.2, 4.8 u 5.2).

B 12-cenMuynO 1u1arie60-KOHTPOIMPAHO MPOYUBaHE MEeTUATPUIHNUTE TTAIIMEeHTH (Ha BB3pacT oT 4 110
16 roqunM) ca pasnpe/eNieHu Ja moiay4asar nperadanun 2,5 mg/kg/nen (makcumanao 150 mg/nen),
nperadanun 10/mg/kg/nen (Mmakcumanto 600 mg/nen) uin miaie0o. [IpoleHThT Ha YYaCTHUIUTE C
noHe 50% HamaneHue Ha MaplIHUaTHUTE IPUCTHITN, B CPABHEHUE C U3XOIHO HUBO, € 40,6% oT
YYaCTHUIUTE, JIeKyBaHu ¢ nperadanun 10 mg/kg/nen (p=0,0068 B cpaBHEeHUE ¢ miae6o), 29,1% ot
YYaCTHHIIUTE, JICKyBaHU ¢ nperadanus 2,5 mg/kg/nen (p=0,2600 B cpaBHeHue ¢ miamnebco) u 22,6% ot
YYaCTHHUIUTE, MMOJTyYaBally 1iamneoo.

B 14-nHeBHO mane00-KOHTPOIMPAHO U3IMUTBAHE e UATPUIHU NAIlMeHTH (Ha Bh3pacT oT 1 Mecelr 10
MO-MaJIKO OT 4 TOIMHU) ca pa3npeesicHH J1a NoayJaBaT nperadanun 7 mg/kg/neH, nperadaauH

14 mg/kg/nen nnu mnane6o. MenuaHnaTa Ha 4eCTOTa Ha MPUCTHIIUTE 3a 24 yaca Ha U3XOHOTO HUBO H
MIPH MTOCJICAHOTO MOCEIIEHHE € ChOTBETHO 4,7 1 3,8 3a nperadanun 7 mg/kg/nen, 5,4 u 1,4 3a
nperabanua 14 mg/kg/nen u 2,9 u 2,3 3a mane6o. [Iperabanun 14 mg/kg/nen 3HaunTeHO HaMassIBa
log-TpancdopMupaHaTa 4YecToTa Ha MapIHaIHd IPUCTHIH cipsMo wianebo (p=0,0223); npu
nperadanuH 7 mg/kg/neH He ce HaOJr01aBa 1oI00peHHEe CIPSMO 1aeoo.

Mownorepanusi (HOBOANArHOCTUIHPAHU ITALUEHTH )

[Iperabanus e npoy4eH B 1 KOHTPOIUPAHO KIMHUYHO MPOYUBAHE C MPOABIDKUTEIHOCT 56 CeAMUIH, C
npuioxenue AI1J]. [Iperabanun He e moka3an no-mMajika e(eKTUBHOCT CIIPSIMO JaMOTPUTHH I10
OTHOLICHUE Ha KpaliHaTa TouKa - 6 Mecena 6e3 nmpuctbnu. [Iperabanvy v JaMOTPUTHH Ca CPABHUMHU
10 OTHOILLEHUE Ha OE30I1aCHOCT U J0Opa MOHOCHUMOCT.

FeHepaJmsnpaHo TPEBOXHO Da3CTDOfICTBO
HperaGaJn/IH € IIPOYUCH B 6 KOHTPOJIMPpAaH!U KIIMHUYHU U3IMATBAHUSA C IIPOABILKUTCIIHOCT 4-6 cCaMuIu,
1 MMPOYYBAHC MMPU MANUCHTHU B CTAPUYCCKA BB3PACT C MMPOABIIZKUTCIHOCT 8 CCAMHUIA U 1 ABITOCPOYHO
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MMPpOYy4YBAHC 3a MPCBCHIMUA Ha PCLIUANB C ):[BOfIHOCJ'IfIHa (1)333, Ha NPCBCHIUA Ha pCLUANBA C
MNPOABIIKUTCIHOCT OT 6 MEcena.

Oo6nexuenne Ha cumnromute Ha [ TP, m3mepeno upe3 Ckanara Ha XaMWITOH 3a OIleHKa Ha
tpeBoxkHoctTa (Hamilton Anxiety Rating Scale, HAM-A), e Omio HabmogaBaHo 10 Kpast Ha
ceaqmuIa 1.

B koHTpONMpaHu KIMHUYHHU U3MUTBAHUSA (C TPOIBIDKUTENHOCT 4-8 ceqmuin) 52% OT MalueHTuTe,
JIeKyBaHH ¢ nperadanus u 38% ot nauueHTHTe Ha Manebo ca nmanu noue 50% nomodpeHue B
obmus pe3ynrar mo HAM-A oT U3X0IHOTO HHUBO 0 KpaifHaTa TOYKa.

B xoHTpONMpanu npoydBaHusl, MO-TOJISIMA YacT OT MMAIIMeHTUTE, JICKYBAaHU C IperabaivH, ca
CHOOIMITN 32 3aMBITICHO 3pEHHE, B CPAaBHEHHE NAIMEHTUTE, JIEKYBaHH C 1ane0o, KOeTo € 0T3BYYalo
B MTOBEUETO CITyYau IIPH MPOABDKUTEIHO Ipuiarane. [IpoBeneHu ca o TaaIMOJOTHYHN U3CIICIBAHUS
(BKJITFOUMTETHO M3CIIEIBaHE HA 3pUTENIHA OCTPOTA, CTAHAAPTHO M3CIIEIBAHE HA 3pUTEIIHOTO MOJIE U
pasuipeH GpyHIO0CKOIICKH IIperiie) npy mosede ot 3 600 marueHTH B paMKUTE Ha KOHTPOJIMPaHH
KJIMHWYHYU TpoyuBanwsl. [Ipy Te3u manueHTy 3puTeTHaTa OCTPOTa € HaMayieHa rmpu 6,5% ot
MAIUCHTHTE, JICKYBaHH ¢ nperadanud u npu 4,8% oT nalMeHTuTe, JIeKyBaHu ¢ tiane6o. [Ipomenu B
3PUTEITHOTO T0JI€ ca ycTaHOBeHU npu 12,4% oT jekyBaHuTe ¢ nperadanun u 11,7% ot jeKyBaHHUTE C
rtane6o nanrenTH. OyHIOCKONICKU MPOMEHH ca HabroaaBanu mpu 1,7% oT JeKyBaHHTE C
nperabanud u 2,1% ot neKyBaHUTE C TUIae00 MarueHTH.

5.2 ®apMaKkoKHWHETHYHH CBOMCTBa

CraunonapauTe (papMaKOKHHETHYHH MIOKA3aTeNIM Ha peradaiiH ca CXOAHU IPH 3APaBH
JOOpPOBOILIM, MALIMEHTH C SMICTICHS, TOTyYaBallll aHTUETHIICTITUYHY JIEKApCTBa, U MALUCHTH C
XpOHWYHA OOJIKa.

AOcopbuus
Iperabanuu ce pe3opbupa 6bP30 MPU MPUIOKEHHUE HA TIAJHO C TMKOBHU IIA3MEHH KOHIICHTPAIINH,

HAaCTHIIBAIY B PAMKHTE HA €JUH Yac KaKTo CJel EAHOKPATHO TaKa M CJel MHOTOKPaTHO MpHJIaraHe.
[lepopannaTta GMOHATMYHOCT Ha IperadainH ce odaksa aa € >90 % u e He3aBucuMa ot go3ata. Cien
MHOTOKPATHO MpHJIaraHe CTallMOHAPHO CHhCTOSIHUE C€ IOCTHra B paMKHTe Ha 24 1o 48 Jaca.
CkopocTTa Ha pe30opOuus Ha nperadaguH HamMaJsiBa MPH MPUEM C XpaHa, KOETO BOIH 10 NOHM)KEHHUE
Ha Cpax € 0K0710 25-30% 1 3a0aBsiHE HA tmax 10 IpUOIM3UTENHO 2,5 yaca. [IpueMbT Ha peradanuH ¢
XpaHa, obaue, HIMa KIMHUYHO 3Ha4YUM e(eKT BbPXY CTEIEHTa Ha pe30opOLus Ha mperabasuH.

Pasnpenenenue
[IpenkmuHIYHN TIpOYyYBaHU IMOKA3BaT, Y€ MperabaaiH MpeMIHAaBa Mpe3 KPhbBHO-MO3bYHATA Oapuepa

Ha MUIIKH, TUIbXOBE U MaliMyHH. JlokazaHo e, 4e mperadaiuH IpeMuHaBa npe3 IUaleHTaTa npu
IUTBXOBE U CE OTKPUBA B MJISIKOTO Ha KbpMeLIH TurbXxoBe. [lpu xopa npuBuaHuAT 00eM Ha
pasnpezaesieHre Ha IperadaiiH ciel MepopatHo npuioxenue e npubnusurenso 0,56 l/kg.
[IperaGanuH He ce CBBbP3Ba C MIa3MEHUTE OENTHLH.

Buotpanchopmanus

MeTtabonu3MBbT Ha IIperadajIvH Opu Xopa e npeHeOpexumo Marbk. Cien npueM Ha 1032
pannoakTUBHO Oemsi3aH nperadainH npuonu3uTeHo 98% OT paTnoakTUBHOTO BEIIECTBO,
YCTaHOBEHO B YpHHATa, € OMJI0 HEMpOMEHeH nperadanud. N-MeTHIMpaHUAT AEPUBAT HA IperadaiuH,
OCHOBHUSAT MeTaOONHUT Ha mperadainH, OTKpUT B ypHHaTa, cberaisasa 0,9% ot gozata. B
NPEIKIMHIYHY IPOYYBaHMS HE Ca YCTAaHOBEHH JJAHHU 3a palleMU3alus Ha S-eHaHTHoMepa Ha
nperabaiuH 10 HeroBus R-eHaHTHOMED.

Eanmunupane
[IperabanuH ce eMMHUHAPA OT CHCTEMHOTO KPHBOOOPAIIEHHE TNIABHO Upe3 ObOpeyHa eKCKpelus B

HCIIPOMCHCH BU. Cpe,Z[HI/ISIT CIIMMUHAIIUOHCH TIOJIY’KUBOT Ha nperaGaJmH € 6,3 yaca. [1na3meHusT u

14



OBOpEUHUAT KIUPBHHC Ha NperabairH ca IpaBONPONOPIUOHATIHNA Ha KPEaTUHUHOBHS KITUPBHC (BXK.
Touka 5.2 Hapymena 6p0peuna QpyHKIHA).

[Ipu manuenTH ¢ HamaneHa ObOpevHa (HYHKIUS WU Ha XeMOHalln3a € He0OX0IMMO ajanTupaHe Ha
mo3ata (Bk. Touka 4.2, Tabmuma 1).

JIMHEHHOCT/HEMHHEHHOCT

dapMaKOKMHETUYHUTE ITOKA3aTeNH Ha TperabairH ca IMHEHHN B pAMKUTE Ha TIPETIOPhYATEITHHAS
JTHEBEH JT030B MHTEpBaJl. BapnabuiiHocTTa Ha papMakOKWHETHKATA Ha TIperabainH Mex Iy
nHanBUANTE € Maika (< 20%). @apMakoOKHHETHKATA PH MHOTOKPATHO IpUjIaraHe Moxe na Obae
MpeBUJICHA OT TJAHHUTE MIPH eAHOKpaTHA Mo3a. Clie0BaTEHO, HE € HEOOXOIUMO PYTHHHO
MOHHTOpPHpPaHE Ha TNIA3MEHUTE KOHIIEHTPAIIUU Ha MperadavH.

Ilon
KnnanunuTe npoydBaHus MOKa3Bat, Y€ MOTBT HE OKa3Ba KIMHUYHO 3HAYUMO BIUSIHUE BHPXY
TJIa3MEHHUTE KOHIICHTPAIIMH Ha TperadaivH.

Brb6peuno yBpexaane

KnupbpHCHT Ha nperabanyH € MpaBoONPONOPLHOHATICH Ha KpeaTHHUHOBUS KiIMpbhHC. OCBEH TOBa
nperabajivH ce OTCTpaHsBa e(eKTHBHO OT IIa3Mara upe3 Xxemoauanusa (cien 4-4acoBo
XEMOJNAJIN3HO JICYCHUE IIa3MEHUTE KOHIICHTPALMK Ha MperadanyH ce HOHMWKABAT ¢ IPUOIH3UTEIHO
50%). Twit kaTo OBOPEYHOTO ETUMHHUPAHE € TTIABHUAT T HA SIIMMHHUPAHE, IPH NAUEHTH C
HapymeHa OpOpedHa QyHKIHs € HeoOXOAMMO HaMaJIsiBaHe Ha 103aTa, a CJIe/ XeMOIUaln3a €
He0OXO0IUM TOITbITHUTENIEH NpHeM (BXK. Touka 4.2 Tabmuma 1).

YepHOApOOHO YBpEKIAHE

He ca npoBexxaanu crieruainy hapMaKOKHHETHYHY MPOYYBAHUS TPH MAI[CHTH C HApYIIeHA
yepHOApoOHa (yHKIwMsA. Thil KaTo mperabavH He MPETHPIISABA 3HAUUM META0OIU3BM U Ce
EKCKpeTUpa MPeIMMHO B HEMPOMEHEH BH/J] B ypUHATA, HApYIIIEHATA YUEPHOIPOOHA QYHKIHS HE OU
TpsIOBAJIO J1a MPOMEHS 3HAYUMO TUTA3MEHHUTE KOHIICHTPAIIUU HA TIPeradauH.

IleauaTpyyHa IOIyJIaLys

dapMakOKMHETHKATa Ha IperadaauH ¢ OllCHEHA IPY HeAUaTPUYHH MMAIUEHTH C SIUIICTICUS
(BB3pacToBu rpymu: 1 mo 23 mecena, 2 mo 6 rogunu, 7 10 11 roguau u 12 1o 16 roaunam) pHu 1030BU
HuBa 2.5, 5, 10 u 15 mg/kg/nen B u3nuTBane 3a papMaKOKHHETHKATA U IOHOCHMOCTTA.

CHCI{ NepopaaHoO MPUIIOKCHUC HA Hpel"aGaJ’II/IH Ipu NeJUATpUIHA MAlMUCHTH Ha IJIaAHO, BpEMCTO 3a
AOCTUT'aHC HA MAKCUMAJIHU TNIa3MCHU KOHIICHTPALUHW 110 IPHUHIUIT € CXOJHO IMPU YHaCTHUIHUTC B
[s1aTa Bb3paCTOBaA I'pylia U HACThIIBA 0,5 qaca 10 2 yaca CJIeq npruceMa Ha no3ara.

[Mapamerpure Crax 1 AUC 3a nmperabaianH HapacTBaT JMHEHHO ¢ MOBUILIABAHE HA 103aTa B PAMKHTE Ha
BcsKa eqHa oT Bb3pacToBute rpynu. AUC e ¢ 30% mo-Manka npu neguaTpuIHATE MalMEeHTH C
tenecHo Terno nox 30 kg mopaau mo-BUCOKUS, KOPUTHPAH 3a TEJIECHO TETJ0 KIUPBHC OT 43% npu
TE€3U MALMEeHTH B CPABHEHHUE C MALMEHTUTE, KOUTO UMAT TeJecHO Terio >30 kg.

TepMI/IHaJ'IHI/IHT MOJIY’KUBOT Ha npera6a.m/1H A0CTHUTa CPEAHO OKOJIO 3 a0 4 gaca npu nneJuaTpuiHu
nanueHTHU 10 6—1"O,E[I/IH_IH3, BB3pacT U 4 a0 6 yaca IpU MAIUCHTHUTC HA U HA{ 7—1"O,Z[I/IIHH8, BB3pacT.

HOHynaLU/IOHHI/IHT (I)apMaKOKI/IHeTI/I‘IeH aHaJIN3 IMOKa3Ba, Y€ KPCATUHUHOBUAT KIUPHHC € 3HAYMMaA
KOBapHaTa Ha KJIIMPbHCA Ha nperaGaHHH CJIea IepoOpaIHO MPUITIOKCHUE, TCICCHOTO TCIJIO € 3HAYUMa
KOBapHaTa Ha NPpUBUIHUA o0eM Ha pasnpeaciiCHUC Ha nperaGaHHH CJICO ICpOpPaIHO MPUITIOKCHHUC U
TE3U 3aBUCUMOCTHU Ca CXOAHU MPU NECAUATPUYIHN U Bb3PACTHU MAIlUCHTH.

dapMakOKMHETHKATa Ha IPperadaauH MMPH MalMEHTH 01 3-MeCeYHa Bh3pacT He € MpoydeHa (BiXK.
touku 4.2, 4.8 u 5.1).

15



Crapyecka Bb3pacT

CrImiecTBYBa TCHISHITHS 32 HaMaJlsBaHe Ha KIUPHHCA Ha TIperadajiH ¢ HapacTBaHE Ha Bh3PacTTa.
ToBa HaManeHre Ha IepOpaITHUs KIUPHHC Ha IperadaaiH ChOTBETCTBA HA IMTOHIKEHUETO Ha
KJIMpBHCA Ha KpEaTHHUHA, CBBP3aHO C HAIpeBaHe Ha Bh3pacTTa. [Ipu manueHTy ¢ Bb3pacToBO
00yCcIIOBeHO HapyIeHue Ha ObOpeuHaTa (pyHKIMS MOXKe J1a Ce HAaJIOXKU HaMalsiBaHe Ha Jl03aTa Ha
nperabanuH (Bxk. Touka 4.2 Tabmuma 1).

KepMauku
Hamnpagpena e oneHka Ha (papMakoKuHeTHKaTa Ha 150 mg mperabanus, mpuiaral npes 12 gaca

(nueBHa no3a 300 mg) npu 10 >xeHU B MepHOJ HA JAKTaIMsI Hall-Malko 12 ceqMuIy cien paKIaHeTo.
BiusiHEETO Ha TaKTaIUsITa BHPXY (papMaKkOKMHETHKATa Ha IperabaiiH ¢ OMI0 MaJKo WK 300110 €
nuncBano. [IperadaiauH ce eKCKpeTHpa B KbpMarta B CPeIHH CTAIHOHAPHU KOHIICHTPALIUH,
MPUOIM3UTEITHO paBHHU Ha 76% OT KOHIIEHTpAIMUTE B MaifuiHaTa 11a3ma. M3aucienara j1o3a 3a
KbpMaueTo, IoeTa ¢ KbpMa (TMIpHeMaiKy, de cpeiHaTa JHEeBHA KOHCYMAIUs Ha KbpMa

150 ml/kg/nen) ot »xenun, npueMariu 300 mg/neH WM MakCUMatHaTa JHeBHa 103a oT 600 mg/nen Ou
owna ceotBeTHO 0,31 wim 0,62 mg/kg/nen. M3uncnenure 103u ca npuOIn3uTeHo 7% oT odmaTa
JTHEBHA J103a Ha MalikaTa, u3pazeHa B mg/kg.

5.3 IlpeakJMHUYHU JAHHH 32 0€30MACHOCT

B KOHBCHIIMOHAJIHH (bapMaKOJ'IOFI/ILIHI/I Opoy4dBaHUA 3a 0e30macHoCT IIpU ) XKUBOTHHU nperaGaHHH €
IIOKa3aJ ,I[OGpa MMOHOCUMOCT B 103U, CbOTBCTCTBAIIIA HAa KIIMHUYHO NPUJIAraHUTC. B Opoy4dBaHUA 3a
TOKCUYHOCT C MHOT'OKPATHO MpUWJIaraHe, MpoBCACHU NIPHU IIIBXOBC U MaﬁMYHH, ca oumu Ha6J'IIO)_IaBaHPI
e(l)eKTI/I BBpPXY HHC, BKJIFOUUTCIIHO XUITOAKTUBHOCT, XUIICPAKTUBHOCT U aATaKCHUsI. CJ'IG,Z[
MNPpOABJIKUTCIIHA CKCIIO3UILINUA Ha HpeFa6aJ’[I/IH, CBHOTBETCTBAIlA HA EKCITO3ULIUS = 5 IBTH MMO-TOJIIMA OT
CpeaHaTa SKCIIO3ULM: IIPU X0pa MpHU MaKCUMaJiHaTa NpeopbiBaHa KIIMHUYHA 1034, CC Ha6J'IIO)_IaBa
IIOBHIICHA YE€CTOTA HA anO(bHﬂ Ha peTHUHATA, 00nUaitHO Ha6moz[aBaHa IIpU IJIBXOBC anOuHOCH B
CTap4yccCKka Bb3pacT.

HperaGaJIHH HC € TCPATOICHCH MNP MUIIKH, IIIITbXOBC UJIH 3aﬁHH. ®deranHa TOKCUYHOCT IIpU ITBXOBC
n 3a1}'1u1/1 € HACThIIMJIa CaMO IPH CKCIIO3UIHNU, HAAXBBbPJIAIIN 3HAUYUTCIIHO Ta3U IIPU XOpa. B
HpeHaTaJ'IHI/I/ MNOCTHATAaJIHU MPOYYBAHUA 34 TOKCUIHOCT npera6aJmH € JOBCJI OO0 ITOosABAa HA TOKCUYHHA
e(beKTI/I BBPXY Pa3BUTHUCTO HA MOKOJICHUCTO IMPU IIJIBXOBE CJICA CKCIIO3UIIUN > 2 IbTHU IIO-TOJIEMH OT
MaKCHUMaJIHaTa NpernopbiBaHa CKCIIO3ULUA IIPU XOpa.

HabnronaBanu ca Hexenanu epeKTH BbpXY (epTHIUTETA IPH MBKKH U KEHCKH TUTbXOBE CaMO IpU
EKCTIO3UINH HAAXBBPIIMIM JOCTaThYHO TepaneBTHUHaTa eKcno3uus. Hexxenanure epektu BbpXy
MBKKHATE PENPOAYKTUBHH OpraHu U apaMeTPHUTE Ha criepMara ca Ouian 0OpaTUMH U ca HACTBIIUIH
caMo MpH EKCIO3HULUH, HAIXBBPIWIN JOCTAThYHO TEPAIIEBTHYHATA €KCIIO3ULHS WK ca OHMIIH
CBBP3aHH ChC CIIOHTAHHU JICTEHEPATHBHHU MPOLIECH B MBKKUTE PETIPOAYKTUBHH OPTaHH HA ITbXA.
[Topanu ToBa ce cuura, uye epeKTUTe UMAT MaJIKa WM HAMAT KIMHUYHA 3HAYUMOCT.

[IperaGanuH He € TECHOTOKCHYEH Bb3 OCHOBA Ha PE3YJITATH OT CEpusl OT in Vitro W in vivo IpOyUYBaHU.

[Ipu nirbXxoBe U MUIIKK ca OMJIM MPOBEICHU ABYTOMUIIHY NIPOYYBaHMS C IperadanvH 3a
KapIMHOTeHHOCT. [IpH mrbxoBe He ca HaOIr01aBaHU TYMOPH CJe]l €KCIIO3UIMHU 0 24 IBTH 10-
TOJIEMH OT CpeHaTa eKCIO3UIHS MIPY X0pa, IPU MakCHUMallHaTa MpernopbuBaHa KIMHAYHA 1032 OT
600 mg/nen. [Ipu mumky He e Oua HaOMOAaBaHa MOBUILIEHA YECTOTA HA TYMOPUTE IIPH €KCIO3UIINH,
MoJ00HM Ha cpeJHaTa eKCIO3ULMS IPU X0pa, HO IIPU MO-BUCOKH €KCIIO3ULIMY € Ouila HabaronaBaHa
MTOBHILIEHA YECTOTA HA XeMaHTnocapkoM. HereHoTOKCHYHMAT MEXaHU3bM Ha MHTyLIHPAHOTO OT
nperabanud oOpa3yBaHe Ha TyMOpPHU IPH MUIIKH BKJIIOYBA IPOMEHHU B TPOMOOLIUTHTE U
nposudepanys Ha eHA0TeTHH KIeTKH. TakuBa TpOMOOLMTHY IPOMEHH He ca OWIM yCTaHOBEHH MPU
IUTBXOBE WJIM IIPU XOpa Bb3 OCHOBA Ha KPATKOCPOUHHU M OTPaHUYEHH JBJATOCPOYHH KIMHUYHHU JaHHH.
JIunceat nJoka3aTencTBa, MpEANoIaraliy pPUCK MpH Xopa.
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HpI/I MJIaJiv INTbXOBE BUJOBETC TOKCHUYHOCT HE CC pa3jindaBaT Ka4YCCTBCHO OT TC3H, Ha6J'HO,Z[aBaHI/I opu
3pCJIF IIIIBXOBC. MJ'Ia,Z[I/ITe IIJIIBXOBCE, 063‘16, Ca MO-1yBCTBUTCIIHU. HpI/I TCPAINCBTUYHHN CKCIIO3UIIUU Ca
ounmn YCTaHOBCHU KJIIMHUYHU IIPOSABU OT LIHC KaTO XHUIICPAKTUBHOCT U CKbpPLAHE ChC 360U U
HU3BCCTHU MPOMCHU B paCTCIKa (npexoz[Ho INOTHUCKAaHE HAa HAAAaBaAHCTO Ha TGFJ'IO). E(I)eKTI/I BBPXY
[UKDBJIa Ha pa3rOHBAHC Ca ounu Ha6J'IIO,Z[aBaHI/I IIpU CKCNIO3ULUA, HAAXBBPJIAIIA 5 obTH Ta3u Ipu Xxopa.
Pe/:[yunpaH OTTOBOP KbM BHE3AIICH 3BYKOB CTUMYIJI € Ha6J'IIO,Z[aBaH Inpu MJIaaun IIbXOBC 1-2 ceaAMuIn
CJIC CKCIIO3UIUs IIpr > 2 IBTH NO-TOIsIMA OT TCPANCBTUIHATA CKCIIO3UIUA IIPU XOpa. HCBCT
cCaAMUIM CICO CKCIIO3MIHMA TO3HU e(l)eKT HC CC Ha6J’IIO,I[aBa.

6. OAPMAIIEBTUYHU JAHHU
6.1 Chnucbk Ha IOMOIIHHUTE BelleCTBA

Lyrica 25 mg, 50 mg, 150 mg TBBbpAN Kalcyau

KancynHo cbabpxKuMo:
JlakTo3a MOHOXUApAT
[apeBuuHo HuUIIECTE
Tanx

ChCTaB Ha KarcyJiara:

Kenatun

Turanos auokcun (E171)

Hatpues naypuncyndar

CununueB TUOKCHI, KOJIIOUIEH 0€3BO/IeH
[Ipeuncrena Boga

[leyaTHO MacTHIIO:

lennak

YKenesen okcun, uepen (E172)
[Ipormnenrimukon

Kanmues xunpoxcn

Lyrica 75 mg, 100 mg, 200 mg, 225 mg, 300 mg TBbpAU KaICyIu

KancynHo cbabppKuMo:
JlakTro3a MOHOXHIpAT
[lapeBuyHO HUIIECTE
Tank

ChcTaB Ha KarcyJsaTa:

Kenatun

TutanoB auokeun (E171)

Hatpues naypuncyindar

Cunuimes THOKCHUI, KOJIOHUIEH O€3B0OIEH
IIpeuncrena Bona

XKeneszen oxcun, yepseH (E172)

IledyarHo mMacTuiO:

lennak

Kenesen oxcun, uepen (E172)
[TponmiieHrnukon
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Kanues xunpokenyg

6.2 HecbBmMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHOCT

3 roguHU

6.4 Crnenuananm ycjaoBHs HA CbXpaHEHHe

To3u nexapcTBeH NPOAYKT HE U3UCKBA CIEIMATHH YCIOBUS Ha ChXpaHEHHE.

6.5 Bwuau chabpixaHue HA OIAKOBKATA

Lyrica 25 mg TBEp/IN Karcyiu

PVC/amymunaneBu onvctepu, cpabpxkammu 14, 21, 56, 84, 100 wmu 112 TBBpAM Karcyy.
100 x 1 TBppau kancynu B PVC/anymunneBn neppoprpanu €AHOI030BU OJIHCTEPH.

HDPE 6yTunka, cpabpxara 200 TBBpAH KaICyJIH.
He Bcuuky BHIOBE OMAaKOBKH MOTaT Ja ObJaT MyCHATH B MPOJaxoa.

Lyrica 50 mg TBEp/IN Karcyiu

PVC/anymununesu 6nucrepu, chabpxany 14, 21, 56, 84 wiau 100 TBBpAN Kamcyu.
100 x 1 TBBpau Kancynu B PVC/anymunueBu nepdopupaHu €HOI030BH OJIMCTEPH.
He Bcuuku BuI0BE OMakoBKK MOraT J1a ObJaT IMyCHATH B Mpoaaxoa.

Lyrica 75 mg TBEp/IN Karcyiu

PVC/anymununesu 6nuctepu, chabpxany 14, 56, 70, 100 wmu 112 TBBpaH Karcyoim.
100 x 1 TBBpau Kancynu B PVC/anymunueBu nepdopupatu €1HOI030BH OJIUCTEPH.
HDPE 6yTunka, chabpxama 200 TBBpIH KaIlCyJIH.

He Bcuyku BHJIOBE OMTAaKOBKH MOTAT Jia ObJaT MyCHATH B MPOJIaK0a.

Lyrica 100 mg TBbpAM KaICyJIu

PVC/anymununesu 6nucrepu, chabpxany 21, 84, or 100 TBBpau Karcyim.

100 x 1 TBBpau Kancynu B PVC/anymunueBu nepdopupaHu €HOI030BH OJIMCTEPH.
He Bcuuku BHIOBE OMakoBKK MOraT Jia ObJaT IMMyCHATH B Ipoaaxoa.

Lyrica 150 mg TBBp/IM KaICYIH

PVC/anymunuesu 6nucrepu, chabpxamy 14, 56, 100 v 112 TBBpAM Karcyoim.
100 x 1 TBBbpau Kancynu B PVC/anymunueBu nepdopupaHu €HOI030BH OJIMCTEPH.
HDPE 6yTunxka, chabpxama 200 TBBpIH KarlCyJIH.

He Bcuuku BHI0BE OMakoBKK MOraT Jla ObJatT IMMyCHATH B Ipoaaxoa.

Lyrica 200 mg TBBpP/IH KAICYIH

PVC/anymunuesu 6nucrepu, chabpxany 21, 84 wim 100 TBBpIU Karcyu.

100 x 1 TBBpau Kancynu B PVC/anymunuesu nepdopupaHu €HO030BH OJIMCTEPH.
He Bcuuku BuI0BE OMakoBKK MoraT Jia ObJaT IMMyCHATH B poaaxoa.

Lyrica 225 mg TBbpAU KaIICyIU

PVC/anymunuesu 6nucrepu, chabpxany 14, 56 wim 100 TBBpIU Karcym.

100 x 1 TBBpau Kancynu B PVC/anymunueBu nepdopupaHu €HOI030BH OJIMCTEPH.
He Bcuuku BUIOBE OITAaKOBKM MOTaT Jia ObAaT MyCHATH B IPOaaxoa.

18



Lyrica 300 mg TBBpP/IH KAICYIH

PVC/anymunuesu 6nucrepu, chabpxamy 14, 56, 100 v 112 TBBpAM Karncyoim.
100 x 1 TBBpau Kancynu B PVC/anymunueBu nepdopupaHu €HOI030BH OJIMCTEPH.
HDPE 6yTunka, ceabspxama 200 TBBp/IH KaIlCyJIH.

He Bcuuku BUIOBE OITAaKOBKHM MOTaT Ja OBAAT IMyCHATH B TIpoaaxkoa.
6.6 Crnenuannu npeanasHu MepKH IPH U3XBBPJIsHEe H padoTa

Hsama CIiCIMaJIHU U3UCKBAHUS IPU U3XBBPJISTHE.

7. IHNPUTEXATEJI HA PASPEILIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Lyrica 25 mg TBbPAU KaIICYJIH
EU/1/04/279/001-005
EU/1/04/279/026
EU/1/04/279/036
EU/1/04/279/046

Lyrica 50 mg TBbpAM Kalcyau
EU/1/04/279/006-010
EU/1/04/279/037

Lyrica 75 mg TBbPAH KalICYIIH
EU/1/04/279/011-013
EU/1/04/279/027
EU/1/04/279/030
EU/1/04/279/038
EU/1/04/279/045

Lyrica 100 mg hard capsules
EU/1/04/279/014-016
EU/1/04/279/39

Lyrica 150 mg TBbpAY KaICyId
EU/1/04/279/017-019
EU/1/04/279/028
EU/1/04/279/031
EU/1/04/279/040

Lyrica 200 mg TBbpAU KaICyIu
EU/1/04/279/020 — 022
EU/1/04/279/041
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Lyrica 225 mg TBbpAU KaICYIU
EU/1/04/279/033 — 035
EU/1/04/279/042

Lyrica 300 mg TBbpAY KAICyId
EU/1/04/279/023 — 025
EU/1/04/279/029
EU/1/04/279/032
EU/1/04/279/043

9. JATA HA ITBbPBO PASPEIIABAHE/ITIOJHOBABAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

Jata Ha mepBoO pazpemasane: 06 ronu 2004 .
Jara Ha nmocinengno noguoBsBane: 06 romxu 2009 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Monpo6Ha nH(pOpMans 3a TO3H JEKAPCTBEH MPOAYKT € MpeAocTaBeHa Ha yeOcaiita Ha EBpomelickara
areHIus 1o Jexkapcreara http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUSA TPOAYKT

Lyrica 20 mg/ml nepopajeH pa3TBop

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceku ml cpabprka 20 mg nperadanus (pregabalin).
IToMoOIIIHY BENIECTBA C U3BECTHO JIEUCTBUE

Bcekn ml cpabpika 1,3 mg Metun mapaxunpokcubdenzoar (E218), 0,163 mg nporun
napaxuapokcudenszoat (E216).

3a IeIHUA CIIUCHK HAa IIOMOIITHUTE BEI[ECTBA BIDKTE TOYKa O.1.

3. JEKAPCTBEHA ®OPMA
ITepopanen pa3tBop

buctpa 6e31BeTHa TEUHOCT

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3AHUA

Hesponarua 6osika
Lyrica e mokasaHa 3a jiedeHre Ha TiepruQepHa 1 IeHTpaTHa HEBpOIaTHa O0JIKa IIPH Bb3PacTHH.

Enunencus
Lyrica ¢ moka3zaHa kaTo J00aBbYHO JICYCHHUE IIPU Bh3PACTHU C MapIHAIHU IPUCTHIIN ChC WM 0e3
BTOpUYHA FE€HEpaIn3alusl.

I'eHepanu3upaHo TPEBOKHO PAa3CTPOUCTBO
Lyrica ¢ moka3zaHa 3a JieueHHE Ha TeHepaIu3upaHo TpeBOKHO paszctpoiicTBo (I'TP) npu Bb3pacTHU.

4.2 ,Z[031/lp0131<a N HAYMH HA NPUWIOKEHUE

2 lOSI/I[ DOBKaA

JozoBusar unrepsai e ot 150 mo 600 mg (ot 7,5 mo 30 ml) Ha meH, pa3npeneacHH B JBa WK TPU
nprema.

Hesponamua 6onxa

JledyenueTo ¢ nmperabairH MOKe Ja 3armo4He ¢ 103a ot 150 mg (7,5 ml) Ha neH, pa3aeieHa Ha 1Ba WK
TpH IIpUeMa. B 3aBucumocTt ot WHIAUBUAYAJTHUA TCPANICBTUYCH OTI'OBOP Ha MAalMCHTA U IOHOCUMOCTTA
no3ara Moxke aa 0bae yBenuuena 10 300 mg (15 ml) Ha geH cien uHTEpBa OT 3 10 7 IHU, a IIPH
HEO00XO0UMOCT 10 MakcuMaiiHa 1o3a ot 600 mg (30 ml) qHeBHO, clie/] TOMbIHUTEICH 7-THEBCH
HWHTEPBAJI.

Enunencus

JledenueTo ¢ nperabanrH MOe aa 3armo4He ¢ 103a ot 150 mg (7,5 ml) Ha neH, pa3aeieHa Ha 1Ba WK
TpH IIpUeMa. B 3aBucumocTt ot WHIWBUAYAJTHUA TCPANICBTUYCH OTI'OBOP Ha MAalMCHTAa U IOHOCUMOCTTA
no3ata Moxke aa 0bae yBenuuena 10 300 mg (15 ml) Ha gen cnen 1 ceamuiia. MakcumaiHaTa J103a OT
600 mg (30 ml) Ha neH Moxe Ja ObJIe JOCTUTHATA CJIE OIIC €HA JOIIbIHUTEIHA CEAMMIIA.
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I'enepanusupano mpegodxicHo pazcmpoucmeo

JozoBusar untepsai e ot 150 mo 600 mg (ot 7,5 1o 30 ml) Ha meH, pa3npeneacHH B JBa WX TPU
npuema. HeoOxomumocTTa OT JieueHune TpsioBa fja ObJie MpeoleHsIBaHa PEIOBHO.

Jleuennero ¢ nperabanuH Moxe 1a 3amoyHe ¢ go3a oT 150 mg (7,5 ml) Ha neH. B 3aBucumoct ot
WH/IMBUIYaITHUSI TEPANIeBTUYCH OTTOBOP Ha TAlMEHTa ¥ MOHOCUMOCTTA JI03aTa MOKe Jia ObJie
yBenuueHa 710 300 mg (15 ml) Ha nen cnexn 1 ceamuna. Cnen eHa TOMBIHUTEHA CEIMUIIA 103aTa
MoOJke Ja Obae yBenuuena 10 450 mg (22,5 ml) va nen. Makcumannara go3a ot 600 mg (30 ml) Ha
JIeH MOXe Jia ObJIe IOCTUTHATA CJIE]] OIlle €THA JOMIbIIHUTEIHA CeIMHIIA.

Ipexpamseane na neuenuemo ¢ npecabaium

B choTBeTCTBHE C HAacTOSMIATA KIMHUYHA ITPAKTHKA, aKO JICYCHUETO ¢ MperadaiuH TpsOBa 1a Obie
MpeKpaTeHo, ce MpernopbyBa TOBA Ja CTaHe MOCTENCHHO B PAMKHTE MUHUMYM Ha 1 ceaMmmuIa
HE3aBHUCHUMO OT MTOKa3aHUeTo (BXK. TOUKU 4.4 u 4.8).

br6peunHo yBpexaane

[perabanuH ce eMMMHHUPA OT CHCTEMHATA IIUPKYJIAIUS TJIaBHO Ype3 ObOpeuHa eKCKpeus B
HEeTNpoMeHeH BU. Thi KaTo KIMPBHCHT Ha TIPeradaliiH € MPaBoNpONOPIHOHANCH Ha KPeaTHHHHOBHS
KIUPBHC (BX. TOUKa 5.2), HAMAISBAHETO HA JI03aTa MPH MaleHTH ¢ HapylieHa Ob0peuHa QyHKIms
TpsiOBa a O'b/ie MHAMBHYaIH3UPAHO, B CBOTBETCTBHE C KpeaTHHUHOBUS KimpbHC (CLcr), kakTo e
nocodeHo B Tabnuna 1, kato ce npuiara cieaHara Gopmya:

1.23 x {140 - BB3pact (romuan) | X Termo (k:
CLer(ml/min) = [ pact ( ) &) |« 0.85 32 serm)

cepyMeH kpeatuuH (pmol/1)

[Iperabamuu ce oTcTpaHsBa eEeKTHBHO OT TuIa3Mara ype3 xemoauanusa (50% ot JiekapcTBOTO 3a

4 gaca). [Ipu manueHTH Ha XeMOIMAIH3a THEBHATA J103a MperadavH TpsaOBa 1a Ob/e afanTUpaHa B
3aBUCHMOCT OT OBOpedHaTa QyHKIHA. B HOMbIHEHNE KbM JTHEBHATA 1032 HETIOCPEACTBEHO CIIE]
BcsKa 4-4acoBa XeMoJrann3a TpsiOBa JAa ObJlie JaBaHa JOIIBIHATENHA f03a (Bx. Tadmuma 1).

Tabumuna 1. AranTupane Ha 103aTa HA MperadajanH B 3aBUCHMOCT OT O0bOpeuHaTa GpyHKIUS

Kpearunnnon
kiaupbHC (CLer) O0wma qHeBHA 1032 Ha nperadéajauH* Pesxxum Ha 1o3upane
(ml/min)

Hauanna no3a Makcumanna 1o3a

(mg/nen) (mg/nen)
> 60 150 (7,5 ml) 600 (30 ml) JUT v TITJT
>30-<60 75 (3,75 ml) 300 (15 ml) JUT v TITJT
>15-<30 25-50(1,25-2,5ml) | 150 (7,5 ml) iﬁ{ﬁKpamo AHCEHO W
<15 25 (1,25 ml) 75 (3,75 ml) EnHokpaTHO JHEBHO
JloIrbJIHMTEHA 1032 HEMOCPEICTBEHO ClIe]l XeMoauaiu3a (mg)

| 25 (1,25 ml) | 100 (5 ml) | EnHokparHa jo3a *

TIIA = Pa3znenenu B Tpu npuemMa

JIIJ = Pa3znenenu B 1Ba mpuema

* OOmrara mHEBHA 032 (mg/neH) TpsiOBa na Obae pasesieHa, KakTo € YKa3aHO B PeKHMa Ha TO3HpaHe, 3a Jia ce
MoJyvar mg/mo3a

* JIombITHATEHATA 71034 € €HOKpATHA

YepHoapoOHO YBpEXKIaHE
[pu nanpeHTH ¢ YepHOAPOOHO YBPEKIaHE HE € HeoOX0oauMa MPOMSHA Ha J1o3aTta (BXK. Touka 5.2).

IleanaTpuyHa momyJIanus
BezonacnoctTa 1 edukacHoctTa Ha Lyrica npu geua nox 12-rogumrHa Be3pact u onomu (12-17-
TOAMIIHA BB3PACT) HE ca yCTaHOBeHU. Hann4yHrTe KbM MOMEHTA JaHHM ca OMHUCcaHu B Touku 4.8, 5.1 n

22




5.2, HO HE MOXe JIa Ce Ia/IaT MPEIOPHKH 3a JI03UPOBKATA.

Crapdecka Bb3pacT
[Ipu marnueHTH B cTapyecka Bh3pacT MOJKE Jia C€ HAJIOXKU HaMmalliBaHe Ha J103aTa Ha IperadajvH,
mopajiv HaMajieHa ObOpeuHa GyHKuus (BXK. Touka 5.2).

Hauun Ha npuioxeHue

Lyrica Moxe na ObJie mpueMaHa ¢hC HiIu 0e3 XpaHa.

Lyrica e camo 3a nepopaJina yrnorpeoa.

I'pamyupana cripiHIIOBKA 32 IEpOpaIHO PUIIOKEHHUE U ananTtep 3a OyTuika (Press-In Bottle Adapter,
PIBA) ce mpenocTaBsT 3aeJHO C MPOAYKTa.

Bwxkre Touka 6.6 32 nHGOpPMAIUS 3a PUI0KCHHUETO.

4.3 IIporuBomoka3zanus

CBpBX4YYBCTBUTEIIHOCT KbM aKTHBHOTO BEIIIECTBO MJIM HSIKOE OT ITOMOIIHUTE BEIIECTBA, M30POCHHU B
TOYKa 6.1.

4.4 ChneuuajHu npexynpe:kIeHUs U NpeanasHu MepKH NPHU ynoTpeda

IManmenTu ¢ n1ruader

B CBOTBETCTBUEC C HACTOAIIAaTAa KIIMHUYHA HpaKTI/IKa HpI/I HAKOU ITAIITUCHTHU C ,Z[I/IaGET, KOHUTO HaggaBaT
Ha TETJIO IPH JIEYeHHUE ¢ TperadbaiuH, ¢ HeoOX0IUMO aJaTHPaHe Ha aHTHANA0CTHUTE JIEKapCTBEHN
NPOAYKTHU.

Peaknuu Ha CBPBXYYBCTBUTCJIHOCT

Ot IMOCTMAPKECTUHI'OBUA OITUT UMa CT)OGIIICHI/IH 3a pCaKIUn Ha CBPBXYYBCTBUTCIIHOCT, BKIIFOUUTCIIHO
CJIy4ad Ha aHTHOeJeM. AKO Bb3HUKHAT CHMIITOMH Ha aHTHOEIEM, KaTo O yBaHe Ha JIUIETO, OKOJIO
ycTaTa WIA Ha TOPHUTE AUXATEITHU ITBTUIIA, TIperadaiuH TpsAOBa Ja ce Crpe He3a0aBHO.

3aMaiiBane, CEHINBOCT, 3ary0a Ha Ch3HAaHHE, 0OBPKBAHE M YMCTBEHO YBPEKIAHE

JleduenueTo ¢ nperabanuH € OUIO CBBP3aHO ChC 3aMaliBaHEe U ChHJIMBOCT, KOUTO OMXa MOTJIH Ja
yBeJIMYaT YeCToTaTa Ha CIIydaliHO HapaHsBaHe (IlajaHe) MPH MalMeHTH B cTapyecka Bbh3pacT. Mima u
MMOCTMaPKETHHIOBH CHOOIICHHMS 3a 3ary0a Ha Ch3HaHUE, 00bPKBAaHE M YMCTBCHO YBPEXKIAHE.
CreoBaTeliHO, AIUCHTUTE TPsAOBA 1a ObJaT MOCHBETBAHHU Ja OBJIAT C MOBUIIICHO BHUMAaHHUE, TOKATO
HE C€ 3aI03HAaAT C MOTCHIIMATHUTE €()EKTH OT JICKAPCTBEHUSI MPOIYKT.

Edekrtu, cBbp3aHu ChC 3pSHUETO

[Ipu KOHTpOJIMPaHK MPOYUBAHUS, IO-TOJIIMA YACT OT MAIlMEHTUTE, JICKYBaHHU C IperadanH, ca
CHOOIIMIIM 32 3aMBIJICHO 3pEHHUE, B CPABHEHHE C TAIIMEHTHUTE, JICKYBaHHU C mianedo, KoeTo ¢
OT3BYYaJIO B ITOBEYETO CAyYau MPH MPOIBIIKUTEIHO puiarane. [Ipy KIMHUYHATE TPOYYBaHMS,
KBJICTO Ca MPOBeIcHU 0(TaIMOJIOIMYHHU M3CIICABAHM, YSCTOTaTa Ha HAMAJIIBaHEe Ha 3pUTelIHATa
OCTPOTa ¥ IMPOMEHH B 3PUTEIHOTO IOJIE € ITO-T'ojIsIMa MPH MaluEeHTUTE, JICKYBaHH C MperadaiuH,
OTKOJIKOTO TIPH HAIMEHTUTE, JCKYBaHHU C IU1ale00; yectorata Ha QyHIOCKOIICKUTE TPOMEHHU € I10-
roJisiMa MpH NaIueHTUTe, JEKyBaHu ¢ Tiarne6o (Bxk. Touka 5.1).

OT NOCTMAapKETHHTOBUS OITUT CHINO CE€ CHOOIABAT HEeXKEIaH! PEaKIIMK 110 OTHOIIIEHUE Ha 3PCHUETO,
BKJIFOUUTEITHO 3ary0a Ha 3peHue, 3aMbIISIBAaHE Ha 3PCHUETO WK JPYTH MPOMEHH B 3pUTEIIHATA
OCTPOTa, MHOT'O OT KOMTO ca Omiu npexoauu. CrupaHeTo Ha Mperadajiid MOXKe J1a JI0OBEC 110
OT3BYyYaBaHE WM MMOA00psABaHE HA TE€3U 3PUTEIHN CUMIITOMH.

BrOpedna HenoCcTaTHIHOCT
CroOmiaBar ce cirydan Ha ObOpedHa HEAOCTATHYHOCT, IIPH HAKOH CIIydau IMpeKpaTsIBaHETO Ha
nperabaJivH MoKa3sa 00paTHMOCTTA Ha Ta3H HEXKeJlaHa JICKApCTBCHA PeaKIHsl.
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CrnupaHe Ha ChIIBTCTBAIIM AHTHENWICITUYHY JIEKAPCTBA

CrpIiecTByBaT HEOCTATHUHO JAHHM 3a CIIUPAHETO Ha MpHeMa Ha ChITBTCTBAIM aHTHETTHICITHYHI
JIeKapcTBa Cllel HOCTUIaHe Ha KOHTPOJI Ha MPUCTBIINTE ¢ IperadainH KaTo 100aBbyHa Tepanus, 3a 1a
ce IIpeMUHE Ha MOHOTEpanus ¢ nperadajiuH.

CuMOTOMH Ha OTHEMAHE

HabnronaBanu ca ciMOTOMH Ha OTHEMaHE MPY HAKOU MAaLMEHTH CIIe/ CIIMpaHe Ha KPaTKOCPOYHO U
IBIATOCPOYHO JieueHHe ¢ nperadbaauH. CieqHuTe chOUTHs ca OMin cioMeHaTH: Oe3chbHue,
r1aBo0oJMe, rafieHe, TPEBOKHOCT, TUAPHs, TPUIIEH CHHAPOM, HEPBHOCT, Aepecusi, 00JKa,
KOHBYJICHUH, XHIIEPXHUIPO3a U 3aMaiiBaHe, MOKa3aTeIHH 3a (pu3nuecKka 3apucumMoct. [lanuenture
TpsiOBa na ObAaT HHGOPMHUPAHH 32 TOBA MPH 3alI0YBAHE HA JICUCHHUETO.

KOHBy.]'ICI/II/I, BKJIIOUUTCIIHO CIMWJICTITUYCH CTAaTyC U IrCHECPAITUZUPAHU-TOHUYHO KIIOHUYHU I'bpPYOBE,
MOXKE Ja HaCTBIIAT IO BpEME HaA JICUCHHUETO C nperaGanI/IH HJIN CKOPO CJIC HETOBOTO IIPEKpaTsaBaHE.

I[aHHI/ITe 3a MMPCKPATABAHC HA ABJITOCPOYHOTO JICUCHHUC C nperaGaHHH IIoKa3Bat, 4€ 4€CcTroTrara nu
TEXKECTTa HA CUMIITOMUTE HAa OTHEMaHe OMXa MOTJIU Ja 6’B,Z[aT J0303aBHUCHUMHM.

3acToiiHa chpJeYHa HEAOCTATHYHOCT

Hamnurie ca mocTMapkeTHHTOBY CHOOIIICHHUS 3a 3aCTOMHA ChpJIeYHA HEOCTATHUHOCT MPU HIAKOU
MAIMeHTH, ToJIyvaBalny nperadaiuH. Te3u peakiuu ce HaOJI01aBaT NPEAUMMHO TIPY HAIllMeHTH B
cTapuecka Bb3pacT CbC ChPACUYHO-CHIOBH YBPEKIAHUS TI0 BpeMe Ha JICUCHHE Ha HEBPOIIATHS C
nperabanuH. [Iperabdaivy TpsOBa 1a ce M3M0/13Ba C BHUMAHUE TIPU TE3U MAlUCHTH.
[IpeycTaHoBsBaHETO Ha IperadailH MOXKE Ja JOBEJIE J0 OT3BYYaBaHE Ha PEaKIIMATA.

JledeHue Ha IeHTpaaHa HEBpoIaTHa 00JIKa B Pe3Yy/ITaT Ha IPhbOHAYHOMO3bYHA TpaBMa

[Ipu nedeHneTo Ha IIEHTPaJiHA HEBpOIaTHa O0JIKa B pe3yJiTaT Ha IPhOHAYHOMO3bYUHA TPaBMa ¢ Oua
yBEJMYCHA YeCTOTaTa Ha HEeXKEIAHUTE PEAKIIMK KaTo I5J10, HeXKEITAHUTE PEaKIMK OT CTpaHa Ha
LIEHTpaJHaTa HEPBHA CUCTEMA U OCOOCHO CHHIMBOCTTA. TOBa MOXKE Jla c€ OTIAJe Ha alUTUBEH CEKT,
JIBJDKAI Ce Ha CHITBTCTBAIITUTE JICKAPCTBCHH MPOAYKTH (HAIP. aHTUCIIACTHYHU areHTH ), IPIJIaraHu 3a
Tepanus Ha TOBa ChCTOsTHUE. ToBa TPsIOBa 1a ce MMa MPEABHI, KOTaTo MperadaiuH ce MPearucBa 3a
TOBa CHCTOSIHHE.

CyuiuHa ujiearys 1 moBeIeHUue

[Tpu nanmeHTH, TIEKyBaH! C aHTUEIIJICIITUYHY JIEKAPCTBA 110 PA3InYHU MOKA3aHUsl, ca ChOOIaBaHN
CYWIMTHA U7ealusl U TIoBeieHne. MeTa-aHalin3 Ha paHJOMHU3UpaHH, TUIane00- KOHTPOIUpaHH
MPOYYBaHUS Ha aHTHETIMJICITHYHH JIEKapCTBa CHIIO MOKa3Ba MaIbK, HO TIOBUIIIEH PUCK OT CyHLIUIHA
nuaeanus U nopeacHue. MexaHu3MbT Ha TO3U PUCK HE € U3BECTEH U CHIECTBYBALUTE JaHHU HE
M3KITIOYBAT BH3MOKHOCTTA 3a MOBHIICH PUCK TPH MperadaivH.

3aroBa nalnMeHTUTe TPSOBa Ja ObaaT MPOCHICAsSIBaHH 3a MPU3HAIM HAa CYUILIMIHA UJcalus U TIOBEICHUE
U TpsiOBa J1a ce mpeanprueMe ChOTBETHOTO JieueHue. [larmenTuTe (1 XopaTa, KOUTO CE TPUXKAT 32 TIX)
TpsiOBa J1a ObAAT OCHBETBAHU J1a IOTHPCAT JICKAPCKU CHBET B CIIyYaid, 4e ce MOSBST MPU3HALM Ha
CyHUIIM/IHA UJIeallksl U TIOBEJICHHUE.

Hamanena d)VHKIH/HI Ha JOJHUA TaCTPOUHTCCTHUHAJICH TPAKT

Hma nmocTMapkeTHHTOBH CHOOIICHUS 32 CHOUTHSI, CBBP3aHH ¢ HaMasieHa QyHKIHS Ha TOJTHUS
raCTPOMHTECTHHAJICH TPAKT (HAIpP. HEMPOXOAUMOCT Ha YepBaTa, MapaJuTHUCH WICYC, 3aIeK), KOraTo
nperadajuH € MpUEeMaH 3aeHO C JIEKAPCTBa, KOUTO MOJXKE Ja MPEIAU3BUKAT KOHCTUIIAIMS — HAITPUMEP
ONMUOMIHHU aHanreTulid. KoraTo nperadajivH U OMMOUIH I CE M3M0I3BaT B KOMOUHAIMS, TPsIOBa 1a
ce B3eMarT MPEJBH] MEPKH 3a IIPEIOTBPATABaHE HA KOHCTUINANMATA (0COOEHO MPH KEHH U TAIllMCHTH B
cTapuecka Bb3pacT).

CaIbTeTBaIA YIOTPEOA C ONMUOMIU
[IpenopruBa ce MOBHINICHO BHUMAaHWE IIPH MPEANNCBAHE HA TIPEeradainH CHI'BTCTBAIIO C OTTHOUIN
nopanu puck ot nmotuckane Ha [{HC (k. Touka 4.5). B mpoyuBane “cirydaii-koHTpoJ1a” MpH JIAIIA,
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MPUEMAIIH OITHOUIH, ITPH MAIUEHTHTE ChC CHITBTCTRAII IPUEM Ha IperadaivH U OIUOMIN CE
Ha0JII0/1aBa TIOBHIIICH PUCK OT CMBPT, CBbp3aHa ¢ yrnorpedaTa Ha OMMMOUIN, B CPABHEHHUE ChC
caMOCTOsITeIHAaTa yIoTpeba Ha OMUOUIU (KOpUTHpaHO ChOTHOIIIEHHUE Ha ImancoBete [aOR], 1,68
[95% CI, 1,19-2,36]). To3u noBuIlieH pUCK Ce HAOIFO1aBa MTPH MO-HUCKH 103U Ha nperadanus (< 300
mg, aOR 1,52 [95% CI, 1,04-2,22]) u e HanuIle TSHACHITUS 3a MIO-BUCOK PUCK TIPH MTO-BHUCOKH JI03H
nperabdamua (> 300 mg, aOR 2,51 [95% CI 1,24-5,06]).

Henpasuina ynotpe6a, moTeHnuan 3a 370ynoTpeda uiu 3aBUCUMOCT

Cpo0maBanu ca ciIy4ad Ha HETIpaBUIHA yroTpeda, 310ynorpeda u 3aBucumoct. Heobxoaumo e
MOBHIICHO BHUMAaHKE NPH MAMEHTH ¢ aHaMHe3a 3a 3710ynoTpeda ¢ BEIIecTBa U MallUueHTUTE TpAOBa
na Obaat HaOJIroaBaHH 32 CUMIITOMHU Ha HETIpaBHJIHA yroTpeOa, 3M0ynoTpeda Uik 3aBUCUMOCT OT
nperadanuH (cboO1IaBa ce 3a pa3BUBaHE Ha TOJIEPAHTHOCT, TOBHUIIABAHE HA 103aTa, IOBEACHHUE 3a
HACOYEHO ThPCEHE Ha JIEKaPCTBOTO) .

Enuedanonarus
CroOmaBanu ca cirydad Ha eHIleaionaTs, MPeIUuMHO MPH MAIUEHTH C TIOJIekKAIN ChCTOSHHUS,
KOUTO MOTAT J1a YCKOPSIT Pa3BUTHETO Ha eHIe(aonaTHs.

IomontHu BemecTBa, KOUTO MOTAT JIa NPUYUHSAT aTePIUYHU PEaKIIuu
Lyrica nepopaieH pa3TBOp ChIbpKa METWJI ITAPAXUAPOKCHOCH30aT U PO TAPAXUIPOKCHOEH30aT,
KOUTO MOTAT JIa IPUYNHAT aJIEPIHYHH PEaKIUHU (B3MOXKHO OT 3a0aBeH THUM).

4.5 BzaumopeiicTBHe C APYIH JeKAPCTBEHN MPOAYKTH U ApYru ¢opMu Ha B3anMo/ieiicTBHe

Tbii KaTO TIperadaIiH ce eKCKpeTHpa MPEeJMHO B HEIPOMEHEH BUJI B ypHUHATA, METa0OIH3Hpa ce
npeHeOpeKuMO MaJko mpu Xopa (< 2% oT J03aTa ce YCTaHOBsIBA B ypHHATA O] JopMaTa Ha
METa0OJUTH), HE MHXUOMpPA JICKAPCTBEHUSI META00IM3BM in Vitro 1 HE ce CBbP3Ba C TUIa3MEHHUTE
OeNTHIM, MAITKO BEPOSITHO € TOM Jia IPEIN3BUKBA WU JIa Y4acTBa BbB ()apMaKOKHHETHIHU
B3alMOJICHCTBUSI.

In vivo mpoy4BaHus ¥ MOMYJIAIMOHEH (hapMaKOKHHETHYCH aHAITN3

CBOTBETHO, B in Vivo TIPOYyYBaHUs HE ca HAOII0IaBaHH KJIMHUYHO 3HAYMMHU (PapMaKOKUHETHYHH
B3aUMO/JICHCTBUS MeX Ty NperabaivH u (eHUTOHH, KapOaMa3eniH, BAPOEeBa KUCENHA,
JAMOTPUTHH, TabaTrleHTHH, JIopa3enaM, OCKUKOJIOH Wir etaHo. [lomynanuoneH papMaKkoKHHETHYCH
aHa/In3 MOKa3Ba, 4e MepopaTHUTe aHTUANA0CTHH CPEACTBa, ANYPETHLIUTE, UHCYIIUH, (eHoOapOuTan,
THAraOWH ¥ TONMpPaMaT HAMAT KIMHAYHO 3HAYNM e(PEeKT BbPXY KIMPBHCA Ha MperadasvH.

[epopayHy KOHTPAICNITUBHH CPEJICTBA HOPETUCTEPOH W/WIIA €THUHHUII €CTPATHUOI
EnHOBpEeMEHHOTO MPHUIIOKEHUE HA TIPETabajIvH U MEPOPaTHUTE KOHTPAIICTITUBHU CPEICTBA
HOPETUCTEPOH /MM ETHHIII ECTPAJNOI HE TIOBJIHsABA (PapMaKOKHHETHKATA TIPU CTAIIHOHAPHO
CBCTOSTHUE Ha HUTO €IHO OT TE€3H BEIIECTBA.

HeKaDCTBeHI/I IOIPOAYKTHU, IOBJIMABAIIIN NCHTPAJIHATA HCPBHA CUCTEMA
[Iperabanuu Moxe J1a 3acuiii e()eKTUTE Ha €TaHOJ U Jopa3enam.

OT NOCTMAPKETHHTOBUS OITUT MMa CHOOIICHHUSI 3a INXaTeTHA HEMOCTAaThUHOCT, KOMa U CMBPTHH
CJIyYay IpY NAIMEeHTH, MPUEMaIlly IperabalvH U ONMMOMIN W/WIIK APYTH JICKAPCTBEHU IIPOAYKTH,
nmoTHcKamy enTpainaTa HepeHa cuctema (L[HC). I[Iperabanun BeposATHO UMa aIATUBHO JCHCTBUC
BbPXY HapYIICHHUATA Ha MO3HABATE/IHATA M JBUTATEIHATA (DYHKIIMS, TPUIUHCHHA OT OKCUKOJIOH.

Bs3anmonelcTBUs B cTapuyecka Bh3pPacT

He ca npoBexxaanu cneruduuHu npoy4BaHus 3a HapMaKoIHHAMUUHN B3aUMOJICHCTBUS MPU
T0OpOBOJIITM B CTapuecka Bb3pacT. [IpoyuBanus 3a B3aUMOJCHCTBHUS ca TIPOBEIEHN CaMO MPHU
Bb3pacCTHHU.
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4.6 ®epTHANTET, OPEMEHHOCT U KbpPMEHe

Kenwu ¢ ACTCPOJACH HOTCHLII/I&H/KOHTD&LI@HHI/IH OpHu MBXKE U KCHHU
TBi KaTO BE3MOXKHHSAT PHUCK IIpU XO0pa € HCU3BCCTCH, IIPH )KCHU C ACTCPOACH MOTCHI AT TpSI6Ba Ja ce
H3I0J3Ba eq)eKTI/IBHa KOHTpanenuus.

BbpemenHocT
HsMa nocTaTh4yHO AaHHU 3a yroTpedara Ha nperadaiuH nIpu OpeMeHHH.

[IpoyuBaHusTa pH )KUBOTHH Ca TIOKAa3aJId PENIPOLYKTHBHA TOKCHYHOCT (BXK. 5.3). [loTeHnmanuust
PHCK IIpH XOpa € HEU3BECTEH.

Lyrica He TpsibBa na O'b/ie U3MOI3BaHA IO BpeMe Ha OPEeMEHHOCT, OCBEH B CIIy4ail Ha KaTeropruyHa
HEOOXOIUMOCT (aKo TMoJ3aTa 3a MaKaTa KaTerOpHYHO HAaJIXBBPJIs MOTSHIIMATHHS PUCK 32 (eTyca).

Kepmene
[perabanuH ce ekckpeTupa B KbpMara (Bxk. Touka 5.2). EdexThT Ha nperadanut mpu

HOBOPOJICHH/KbpMayeTa He ¢ u3BecTeH. Tps0OBa 1a ce B3eMe pelieHue, Tajii a ce MpeyCTaHOBU
KbPMEHETO, WK JIa Ce MPEYCTAHOBHU TEpaIMsiTa C MperadaliiH, KaTo ce B3eMarT MPEBH/I 10J13aTa OT
KBPMEHETO 3a JITETO U IMoJI3aTa OT TepanusTa 3a JKeHara.

depTuaurer
Hsma xnmvHMYHN TaHHY 32 e(peKTHTe Ha MperadaivH BbPXY KEHCKUS (epTHUIIUTET.

B knuHMYHM poy4YBaHUs 3a OLeHKa eeKTa Ha mperadaquH BbpXY MOABHKHOCTTA Ha
CIEPMAaTO30UANTE, 3IPaBU MbXKe JOOPOBOJILHU Ca EKCIIOHUPAHH Ha MperadainH IpH 103a OT
600 mg/ml nHeBHO. Cnienn 3 Mecela JieueHHE HE € UMalio epeKTH BbPXY MOABHKHOCTTA Ha
CIIEpPMAaTO30UINTE.

[IpoyuBane 3a GepTHIUTET MPH KEHCKU TUIHXOBE MOKa3Ba HEXKENaHU epeKTH BEPXY
penpoayKTuBHOCTTA. [IpoyuBaHus 32 GEPTHUIUTET PU MBKKH TUTBXOBE [TOKa3Ba HEXKeJaH! eQeKTH
BBPXY PENpPOIYKTUBHOCTTA U pa3BUTHETO. KIIMHMYHATA 3HAYUMOCT Ha TE3W HaXOJIKU € HEM3BECTHA
(Bk. Touka 5.3).

4.7 EdexTn BbpXy cnoco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHU

Lyrica Moye 1a OBJUsiE B JieKa 70 yMepeHa CTEIeH CII0COOHOCTTa 3a modupaHe u padboTa ¢
ManiuHy. Lyrica Mojke Jja MPUYMHU 3aMasHOCT M CHHJIMBOCT M CJICIOBATEIIHO MOJXKE Ja ITOBJIHSC
crocoOHOCTTa 3a modupane wix padoTa ¢ MamuHy. Ha marueHTure ce npenopbysa ja He moQupar,
J1a HE paGOTSIT CBbC CJIOKHHM MAIIMHU WK [a Yy4aCTBaT B APYTH IMMOTCHIMUAIHO PUCKOBU HeﬁHOCTH,
JIOKaTo ce pa3depe Aau TO3M JEKapCTBEH MPOIYKT 3acsira TsXHaTa CIIOCOOHOCT Jia M3BBPIIBAT TE3H
JIEUHOCTH.

4.8 Hexenanu jeKapcTBeHN peaKkUul

KnunundHata nporpama Ha rnperabaiuH e BKarouBaia Haa 8 900 manueHTH, W3MoI3Balid peradaivH,
Haa 5 600 oT KOHUTO ca B3eNM y4acTHe B JIBOHHOCIENH TUIAle00-KOHTPOIMPaHU poyyBaHus. Haii-
4ecTo ChOOIABAHNTE HEXETaH! PeaKkIiu ca OWIIK 3aMassHOCT M CHhHIMBOCT. HexkenanuTe peakuuu
OOMKHOBEHO ca OMIIH JIEKH JI0 YMEPEHH 10 criia. YectoTaTa Ha MPEeKbCBaHE Ha JICYCHUETO, TOPaIn
HEXKEJTaHW PeaKIvy, 32 BCHIKH KOHTPOJIMPaHH NPoy4BaHus € ouia 12% mnpu nanueHTH, noxyvaBamin
nperadanuH, u 5% MpH MalueHTH, ojyJaBaliy miamnebo. Haii-uecTure He)KeNaHu Peakivu, A0BEIH
JI0 TIPEKbCBAHE HA JICUCHUETO, B TPYIIH, IEKYBaHU C Tperadaliif, ca OWiTN 3aMassHOCT U CHHJIMBOCT.

B tabnuia 2 no-mony ca u30poeHu 1o KiacoBe U yecTota (MHOTO yecTH (> 1/10); yectu (> 1/100 mo
< 1/10); veyectu (> 1/1 000 go < 1/100); peaxu (> 1/10 000 go < 1/1 000); MHOTO peaKH
(< 1/10 000), c Hen3BecTHA YecTOTa (OT HATMYHHUTE JIAHHUA HE MOXKe Jia ObJic HallpaBeHa OIICHKa)
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BCHYKH HEKETIAHU JICKAPCTBEHU PEAKITNHU, KOUTO Ca HACTBIIMIIN C YECTOTA, MO-TOJIsIMa OT Iaredo u
[P TIOBEYE OT €IWH TAI[UCHT.

BBB BCAKO IpynHpaHe 10 YeCTOTa HEXKEIaHUTE SPEKTH ¢a MPEICTABEHH B HU3XOIAI PEJI IO
OTHOIIICHUE CEPUO3HOCTTA.

N30poeHuTe HeXellaH! peakluy MoraT Jia ObJaT CBbP3aHH U C MOJICKAIIOTO 3a00sIBAaHE /UK
CBHITBTCTBAIIM JIEKAPCTBEHU MTPOTYKTH.

[Tpu neyeHneTo Ha IEHTpaIHa HEBPOIIaTHA OOJIKA B pe3yJNITaT Ha IphOHAYHOMO3bYHA TPaBMa € Oriia
yBeJIMYEHa YeCTOTaTa Ha HeXKEJIaHUTE PEaKIMU KaTo L0, HeXKeJIaHuTe peakuuu ot ctpana Ha [THC

1 0COOEHO CHHIUBOCTTA (BXK. ToUKa 4.4).

I[OH’BHHI/ITCJ'IHI/ITC pCaKkuuu, C’BO6H.[€HI/I OT MOCTMAPKCTUHTOBHUA OIIUT, Ca MAPKUPAHU B Italic B
CIIUCBKA IMO-0JTY.

Tabésmna 2. Hexes1aHu JiekapCTBeHH pPeaKIMH, NPeAN3BUKAHU OT NperadaauH

Cucremo-opraseH KJjac HesxenaHu JeKapCTBEHH PeaKIuu

Nudexnun n nudecranuu

Yectn Hazodapunrur

Hapymennst Ha KpbBTa U JiMM(QHATaA cHCTeMa

Hewectn Heytponenus

Hapymennst Ha MMyHHATa cHCTeMa

Hegectn Cspvxuyscmeumennocm

Penxu AHeuoedem, arepeudta peaxyus

Hapymennst Ha MeTa00/1M3Ma M XpaHEHETO

Yectn 3acuIBaHE HA aNleTUTA

Hegectn AHOpeKcHs, XUITOTITUKEMUS

Icnxnynmu HapymeHust

Yectn Eydopuuno nacrpoenue, 00bpKaHOCT, pa3apa3sHUMOCT,
Je30preHTanus, 0e3chbHre, HaMalleHO JINOUI0

Hewectn XamouuHanus, MaHuIecKa ataka, 0e3MoKoICTBO, Bb30yAa,

ACMpeCHsd, MOTUCHATO HACTPOCHUC, IPUIIOBAUTHATO HACTPOCHUC,
azpecus, NIpOMCHU B HACTPOCHHUCTO, ACTICPCOHAIIN3AIUA, TPYAHO
HaMHUpaHC HAa AyMHU, TAaTOJIOTUMIHU CbHUIIA, TIOBUIIICHO J'II/I6I/I,Z[0,
aHoprasmus, arnaTtusa

Penxu Hepb3abpxanoct

Hapyumienusi Ha HepBHATa cucTeMa

MHoro gectn 3aMasHOCT, CHHIMBOCT, IJ1aBO00JIME

Yectu Artakcusi, HapyIieHa KOOpAWHAIINS, TPEMOD, TU3apTPUs, aAMHE3HS,

HapyIIeHNs Ha TaMEeTTa, HApyIICHUs] HA BHUMaHUETO, TApECTe3HH,
XUIOECTe3us, CeqUpaHe, HApyIIEHO PABHOBECHUE, JIETapT U

Hedectn CHHKOTII, CTYTIOp, MUOKIIOHYC, 3a2y0ad Ha Cb3HAHUe, TIOBUIIICHA
TICUXOMOTOpHA aKTUBHOCT, JUCKUHE3US, 3aMasTHOCT MPU
U3IIpaBsHE, MHTCHIIMOHEH TPEMOP, HUCTarbM, KOTHUTUBHO
Pa3CTpOICTBO, yMcmeeHo yspesicoare, TOBOPHO HAPYIICHNUE,
xurnopeQIIeKcusi, XUIMepecTe3usl, IyBCTBO Ha NIApeHe, arey3us,
000 Hepaznonoicenue

Penku I'vpuoge, mapocMusi, XUTIOKUHEIUSI, AUCTPAPUST

Hapyumenus Ha ouurte

Yectu 3aMBbIIIEHO 3peHHUE, TUTUIONHS

Hewectn 3ary0a Ha nepudepHO 3peHHe, 3pUTETHO HApYIIEHHE, OTOK Ha

O4YHTE, ,Z[C(I)@KT B 3pUTCIIHOTO 1IOJIC, TIOHUKCHA 3pUTCIIHA OCTPOTA,
OOJIKH B OYHTC, ACTCHOIINAA, (I)OTOHCI/IH, CyXOTa B OUUTC, MOBUIICHA
JIakpuManus, Apa3HCHE B OUUTC
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Cucremo-opraseH KJjac HesxenaHn JeKapCTBEHH PeaKIuu

Penxu 3aeyba na 3penue, kepamum, OCIUIONCHUS, HAPYIICHO 3PUTEITHO
BB3NPUATHE 33 IBJIOOUYMHA, MUAPHAa3a, CTpaObu3bM, MOBUIIEHA
SIpKOCT Ha oOpa3ure

Hapymenns Ha yXoTo 1 JJaOMpHHTA

Yectn CBeTOBBpTEK

Heuwectn Xunepaxkysuc

Chbpaeynn HapyIeHust

Hegectn Taxukapaus, aTpHOBEHTPHUKYIapeH 0ok | crenen, cunycosa
OpaauKapaus, KOHeeCMUSHA CbPOeyHa HeOOCMAMbYHOCH

Penxu Yovnocasane na QT unmepesana, cuHycoBa TaXUKapIHs,

CHHYCOBa apUTMHUS
CbaoBu HapymieHust

Hewectn XHWIOTOHUS, XUIIEPTOHNUS, TOPELIY BBIHH, 3aU€pBsIBaHE, CTYICHH
KpalHULIU

PecniupaTopun, rpbAHU U MeIMACTHHATHHA HAPYLICHHUS

Hewectn JucnHes, enucTakcuc, KallUInIa, Ha3aJHa KOHTECTHS, PUHHT,
XbpKaHe, CyX0oTa B HOCa

Penxu benodopoben omox, crarane B IbpiaoTO

CToMalIHO-4YpeBHM HAPYLIEHUs

Uectu [NoBpbiane, cadene, 3anek, ouapus, puaryieHIys, MOTyBaHe HA
KOpema, CyxoTa B ycTaTa

Heuwectu lactpoesodareanen pedurykc, MOBHIICHO CIIOHOOTACTISHE,
XHUIOECTe3HsI Ha yCTHATa KyXUHa

Penxu ACIIUT, TAHKPEATHT, HOOY6aHe HA e3uKa, Tucharus

XenaToOuaIuapHU HAPYLIEHHUSA

Heuwectu [oBuieHN CTOMHOCTH HA YEPHOAPOOHHUTE EH3UMU*

Penxu Krviarenunia

MHoro penku UepHoapoOHa HETOCTATHYHOCT, XEMATHT

Hapyumienns Ha KokaTa U MOAKOKHATA ThbKaH

Heuwectu [Tamyno3eH oO6puB, ypTUKapus, XUNIEPXUAPO3a, HPYPUMYC

Penxu Cunopom na Stevens Johnson, cTyaceHa mot

Hapyumiennst Ha MyCKYJIHO-CKeJIETHATA CHCTeMA U CheANHUTEJHATA ThbKaH

Yectn MycKyJTHH KpamIiy, apTpairus, 00Jku B rbpOa, O0JIKK B KpaitHUK,
LIEPBUKAJIEH CIIa3bM

Heuwectu [TonyBaHe Ha cTaBUTE, MHAITHSA, MyCKYJIHH MTOTPEMBaHUSI, OOJIKU
BBB BpaTa, MyCKyJIHa CKOBAaHOCT

Penxu Pabnomuonusa

Hapyumiennst Ha 0b0penuTe M NUKOYHUTE MHTUIIA

Heuectu VHKOHTHHEHIIMSI HA YPUHATA, JU3YPHS]

Penxu brOpeuHa HeTOCTaTHUHOCT, OUTYPUS, PermeHyus Ha YPUuHa

Hapyumiennst Ha Bb3NPOU3BOIUTETHATA CCTEMAa U I'bpaaTa

Yectu Epexrunna nucdyHkms

Hewectu Cekcyanna auchyHKus, 3a0aBeHa esKynanus, TMCMEeHopes,
00JKHU B T'bpraTa

Penxu AMeHopes1, CeKpeLs OT I'bp/iaTa, yroJeMsBaHe Ha I'bpIuTe,
2uHexomacmus

OO0mM HapyieHusl ¥ e)eKTH HA MACTOTO HA NPUJI0KEeHUe

Uectu [epucdepnu otory, eaemM, HapylIeHa MOXO/Ka, NaJaHe, YyBCTBO
3a ONUsSHEHNE, HEOOMYAHO ycellaHe, yMOpseMOCT

Hewectu I'enepanusupaH OTOK, OMOK Ha auyemo, CTAraHe B TbpINUTE,

6OJIKa, IMUPCKCHUA, XKXaxaa, CTYyACHHU TPBIKH, ACTCHUA
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Cucremo-opraseH KJjac HesxenaHn JeKapCTBEHH PeaKIuu

H3caenBanus
Yectn VBennuaBaHe Ha TEJIECHOTO TETIIO
Heuectn [ToBumienne Ha kpeaTHHUH (PochoKUHa3aTa B KPHBTA, [IOBUIIICHUE

Ha KpbBHATA 3aXap, HaMaJieHHe Ha Opos Ha TPOMOOIIUTHUTE,
MOBHIIIEHUE HAa KPEATHHUHA B KPHBTA, IOHWKCHHUE Ha KaJIUS B
KpPBBTa, 3ary0a Ha TEIEeCHO TETJI0

Penxu IToHmkeHnue Ha OpOs HA JTEBKOIMTHUTE.

* JlopumieHa anaHuH aMmuHOTpaHcdepasa (ALT) u nmoBumena acraprat aMmuHoTpancgepasa (AST)

[Ipu HIKOM TAIMEHTH ca HAOII0/JaBaHU CUMIITOMH Ha OTHEMAaHE CJIe]] CIUpaHe Ha KPaTKOCPOIHO U
IBJITOCPOYHO JedeHue ¢ nperadanut. CaeqHUTe peakiiy, IOKa3aTeIHN 3a (pru3nuecKka 3aBUCHMOCT,
ca Owim crioMeHatu: 6e3cbHUe, II1aBo00JHE, TaieHe, TPEBOKHOCT, AUAPHS, TPUTIEH CHHIPOM,
KOHBYJICUH, HEPBHOCT, JiepecHs, 00JIka, XUIepXuapo3a U 3amaiiBade. [lanmenture TpsiOBa na ObaaT
WHGOPMHPAHU 32 TOBA MPU 3aII0YBAHE HA JICYCHUETO.

I[aHHI/ITe 3a MMPCKPATABAHC HA ABJITOCPOYHOTO JICUCHUC C nperaGaJIHH IIoKa3Bat, 4€ 4€CTroTrara nu
TEXKECTTa HA CUMIITOMUTE HA OTHEMaHe OMXa MOTJIU Ja 6’L,I[aT J0303aBHUCHUMHM.

IleguarpryHa momyaamus

[Ipodunet Ha Oe30macHOCT Ha TIperabaniH, HAOM0JaBaH B YETHPH NeIUATPUIHY U3IIUTBAHUS TIPU
MAIUEHTH C TapIIUATHU TPUCTHITH ChC UM 0e3 BTOpUYHA reHepanm3anus (12-ceqMIUIHO N3NHUTBaHE 3a
OIIEHKa Ha €(pUKACHOCTTA M 0€30TMaCHOCTTA IIPH MAIMEeHTH Ha BB3pacT oT 4 10 16 ronunu, n=295;
14-nmHeBHO M3MUTBaHE 32 OllEHKA Ha e(PUKACHOCTTA U OE30IIaCHOCTTA MPU MAIIUEHTH Ha BB3PacT OT

1 Mecerr 10 mo-mManko oT 4 roauHu, n=175; 3nuTBaHe 32 PapMaKOKMHETHKA ¥ IIOHOCUMOCT, =605 1
l-rogumrHO OTBOPEHO M3MUTBAHE 32 MpOciesBaHe Ha 0e30IacHOCTTa, N=>54), € ToJ00eH Ha TO3H,
HaOII0/IaBaH MMPU U3MUTBAHHUATA TIPU BH3PACTHU NAIMEHTH C enwierncus. Hail-uectuTe Hexenanu
chOUTHS, HAONFO1aBaHU B 12-CeIMIUYHOTO M3MUTBAHE C JICUSHHE ¢ peradainH, ca ChHINBOCT,
UpeKcus, TH(EKINs Ha TOPHUTE TUXATEITHH THTHINA, IOBUIIICH alleTHT, TIOBUIIIABaHE Ha TETJIOTO U
HazodapuHrut. Hali-uecture Hexxenanu chOUTHS, HAOMIOMaBaHU B 14-THEBHOTO M3MUTBAaHE HA
JIeYEeHHUE C MperadalivH, ca ChHIMBOCT, MHPEKIUS Ha TOPHUTE TUXATEITHH IBTHINA U TUPEKCHs (BXK.
Touku 4.2, 5.1 m 5.2).

C’BO6HIaBaHe Ha IMoA03HWpaHn HEXKCJIAaHU pCaKIInu

C’BO6HIaBaH€TO Ha MOA03HUPAaHU HCKCIIAHU PCAKIUU CIICA pa3pCllaBaHC 3a yHOTpeGa Ha JICKAapCTBCHUA
MMPOAYKT € BaXXHO. ToBa mo3BoJsBa Aa MpoAbIIKA Ha6J'IIO,Z[CHI/ICTO Ha CbOTHOIICHUCTO HOJ'IBa/pI/ICK 3a
JICKApCTBCHUS NPOAYKT. Ot MCIUIMHCKUTC CIICHHUAJIHUCTH CC U3UCKBaA Ja C’LO6H_IaBaT BCsKa
IoJ03UpaHa HEXKEIaHa peaKlus 4Ype3 HallMOHAIHa CUCTEMA 3a C’BO6I]_[aBaH€, IIOCOYCHA B H[)I/IJ'IO)KCHI/IC
V.

4.9 IIpeno3upane

Haii-yecTo cpo011aBaHUTE HEXKEIAHH JICKAPCTBCHU PEaKIMK OT IOCTMAPKETHHTOBUS OTIHT,
HaOJII0IaBaHK TIPH [TPEI03UpaHe Ha MperadaliiH, ca BKIIOYBAIN ChHIMBOCT, ChCTOSIHUE Ha
o0BbpKBaHe, Bb30y1a U 0e31moKoicTBo. [lonydyeHu ca chOoOIICHHS U 33 IPUTIABIIH.

B pEaAKU CiIyvdau Cca OOKJIAaJABAHU CIIy4Yand Ha KOMaA.

JledyeHnueTo mpu mpero3upane Ha Mperadajivi TpsOBa Ja BKIOYBA OOIIH MOIABPIKAIIN MEPKH U
€BEHTYATHO XeMOInaan3a mpu Hyxkaa (Bxk. Touka 4.2 Tabnuma 1).
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5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 @apmakoauHaAMUYHM CBOIiCTBA

®apmMakoTEpANEBTUYHA I'pylla: AHTUENWICNITHYHU CPEICTBA, APYT'H AHTHEIMIICIITUYHYU CPEJCTBA
ATC xom: NO3AX16

AKTHBHOTO BEIIECTBO IperadajirH € aHaJlor Ha raMa-aMUHOMAacjeHaTa kucenuna [(S)-3-
(aMUHOMETHIT)-5-METHIIXEKCAHOEBA KUCEIINHA].

MexaHu3bM Ha JIEUCTBHE
[Iperabanuu ce cBbP3Ba C JOMBIHUTEIHATA CyOeAMHUIIA (02-0 OCNTHK) Ha BOJITAXK-3aBUCUMUTE
KaJIIMEBH KaHaIK B IICHTPaJIHATa HEPBHA CHCTEMA.

Kinunnuna edukacHOCT U 0€30I1aCHOCT

Hesponamua 6onxa

EdexTuBHOCTTA € T0OKa3aHa B U3MUTBAHMS ITPY JUaOETHA HEBPOMATHUS, TIOCTXEPICTUYHA HEBPAJITHS
rpbOHAYHOMO3bYHA TPaBMa. EQeKTHBHOCTTA HE € TIPOYYCHA MIPH JPYI'H MOJCIHM Ha HEBpOIaTHA
Oouka.

[perabanun e npoy4eH B 10 KOHTPONMPAaHU KIMHUYHY U3MUTBAHUS C IPOJIBIDKUTEIHOCT 0

13 cenmuru ¢ aBykpareH aHeBeH npueM (I1/1) u no 8 cenmuru ¢ TpukpareH nueseH npuem (TIII).
Karo msiio, 6e3omacHocTTa M €PeKTUBHOCTTA MPH cxeMuTe Ha npuiarane ¢ AI1J] u TI1/] ca 6miun
CXOJHH.

B knmMHAYHKTE TPOYYBAHUS C MPOABIDKUTEIHOCT A0 12 ceIMUIM KaKTo 3a nepudepHa, Taka u 3a
IEHTpaJTHa HeBpoMaTHa 0oJKa, OTciIadBaHe Ha OoJkaTa e OWiIo HaboaaBaHo 10 Kpas Ha IIbpBaTa
CEeIMHUIIA U Ce € 3aIa3miIo Ipe3 LeHs IePUOJl Ha JICYCHHE.

B koHTpONHMpaHu KIMHUYHY NPOyYBaHHS NpH neprdepHa HepponaTHa 60ska 35% OT manueHTure,
JIEKyBaHU ¢ niperadanus, U 18% ot manuenTuTe Ha mamnebo ca umanu noxobdpenue ¢ 50% Ha
TOUYKOBHSI PE3YJITaT 3a OlleHKa Ha Ooyikata. Cpell manueHTuTe 03 MposiBYU Ha CHHIIMBOCT TAKOBA
nomoopeHue e oo HadogaBaHo pu 33% oT JieKkyBaHUTE ¢ TperadanuH u npu 18% oT nareHTuTe
Ha miane6o. [Ipu nanueHTH ¢ NposSBU Ha CHHIMBOCT TEPAIEBTUYHUAT OTTOBOp € O 48% B rpymaTa ¢
nperadanud u 16% B iamnebo-rpymnara.

B KoHTpoONHMpaHO KJIMHHUYHO MTPOYUYBAHE IPH IICHTPaJIHA HeBpomnaTHa 0oska 22% OT MalueHTUTE,
JIEKYBaHH ¢ Tiperabdanut, u 7% OT MalMeHTHTE Ha Iare6o ca umann nmogoopenue ¢ 50% Ha TOUKOBHS
pe3yaTar 3a olicHKa Ha 0oJIKara.

Enunencus

JonmbaHuTeNnHa Tepanus

[IperabanuH € mpoyueH B 3 KOHTPOJUPAHU KJIMHHUYHU U3IMTBAHUSA C MPOIBIDKUTEIHOCT 12 ceaMuUIu
mpu AITJT wmm TI1J] mpuem. Kato 1151710, 6e30macHocTTa U €()eKTUBHOCTTA IIPU CXEMUTE Ha MPHJIaraHe
¢ AT1J] u TII[I ca Ouan CXOOHH.

HamaneHnue Ha yecToTaTa Ha NPUCTHIIMTE € OMJI0 HAOJIOaBaHO A0 Kpas ceamuiia 1.

[lemuaTpuyHa mOMyJIaIUs

EduxacHoctTra 1 6e30macHocTTa Ha MperabaivH KaTo TOMBIHUTEIHA Tepanus 3a eHJICTICUS IPH
MeIUATPUIHN TAITUEHTH 1o/ 12-ToauIIHa Bb3pacT U MIPH IOHOIIN HE ca ycTaHOBeHU. Hexkenanure
ChOUTHS, HAONIOIaBaHU B U3ITUTBAHETO 3a (PapMaKOKHHETHKA M IOHOCUMOCT, KOETO € BKJIFOUBAJIO
MAIMeHTH OT 3-MecevHa A0 16-roauIiHa Bb3pact (n=65) ¢ napluyaiHi IPUCTBIIM, ca MOA00HH Ha
Te3H, HaOII01aBaHy MIPH BB3pacTHH. Pe3ynrature ot 12-ceqMuyHO, mianed0-KOHTPOIUPaHO
M3MUATBaHE IpHU 295 neAnaTpUyYHH MalMEHTH Ha Bh3pacT oT 4 10 16 roaunu u 14-mHeBHO iamne0o-
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KOHTPOJIMPAHO U3MUTBaHE MpH 175 neauaTpuyHy MAIMSHTH Ha BB3PacT OT 1 Mecell /10 MO-MajKo OT
4 ronyHU, MPOBEJICHHU C 11e]T OIICHKA Ha e()UKACHOCTTA U 0€30IacHOCTTa Ha IIperadaauH KaTo
JIOITBJTHUTEITHA TEPAITns 3a JICYCHHE Ha MapIUaIHU IPUCTHIIN, U 1-TOIUIIIHO OTBOPEHO U3MUTBAHE 3a
0e3omacHOCT pu 54 NeauaTpUYHU MAlUEHTH OT 3-Mece4Ha 10 16-roIUIIHA Bb3PacT ¢ SIUIICTICUS
MOKA3BaT, 4Y¢ HeXKEJIaHUTE ChONTHUS Ha (PeOPUIUTET U MH(EKIIUY Ha TOPHUTE AUXATCIIHH IIHTHUINA CE
Ha0JII0/IaBaT MO-YECTO, OTKOJIKOTO B U3IMMTBAHUATA IPH BH3PACTHU MALUEHTH C SIUIICTICUS (BXK.
Touku 4.2, 4.8 u 5.2).

B 12-cenMuynO 1u1arie60-KOHTPOIMPAHO MPOYUBaHE MeTUATPUIHNUTE TTAIIMEHTH (Ha BB3pacT oT 4 110
16 roguHM) ca pasnpe/iesieHu Ja rmoiy4asar nperadanvn 2,5 mg/kg/nen (Mmakcumanuo 150 mg/nen),
nperadanun 10/mg/kg/nen (Mmakcumanto 600 mg/neH) wiu miane0o. [IpoleHThT Ha YYaCTHUIUTE C
noHe 50 % HamMaseHue Ha MapIdaIHUuTe MPUCTHIN, B CPaBHEHHE ¢ U3XOAHO HUBO, € 6ui 40,6% ot
Y4aCTHUIUTE, JIeKyBaHu ¢ nperadanud 10 mg/kg/nen (p=0,0068 B cpaBHEeHUE ¢ miaebo), 29,1% ot
YYaCTHUIIUTE, JIEKyBaHu ¢ nperadanus 2,5 mg/kg/nen (p=0,2600 B cpaBHeHue ¢ mianebdo) u 22,6% ot
YYaCTHHUITUTE, TTOJTyYaBally 1miamneoo.

B 14-nHeBHO mane00-KOHTPOIMPAHO U3MUTBAHE e UATPUIHU NAIIMCHTH (Ha Bh3pacT oT 1 Mecell 10
MO-MaJIKO OT 4 TOIMHU) ca pa3mnpeesicHH 1a NoayJyaBaT nperadanud 7 mg/kg/nex, nperadaiuH

14 mg/kg/nen nnu miane6o. MenuaHaTa Ha 4eCTOTa Ha MPUCTHIIUTE 3a 24 yaca Ha U3XOHOTO HUBO H
MIPH MTOCJICAHOTO MOCEIIEHHE € ChOTBETHO 4,7 u 3,8 3a nperadanun 7 mg/kg/nen, 5,4 u 1,4 3a
nperabanua 14 mg/kg/nen u 2,9 u 2,3 3a mane6o. [perabanun 14 mg/kg/nen 3HaunTeHO HaMassIBa
log-TpancdopMupaHaTa 4ecToTa Ha MapIHaIHd TPUCTHIH cipsMo wianebo (p=0,0223); npu
nperadanuH 7 mg/kg/neH He ce HaOIr01aBa 1o I00peHHEe CIPSIMO TIaIeoo.

Momnorepanus (HOBOIHATHOCTUIIMPAHN HAILIUEHTH)

[perabanun e mpoy4eH B 1 KOHTPOIUPAHO KIMHUYHO MPOYYBAHE C MPOABIDKUTEIHOCT 56 CeAMUIH, C
npunoxenue AI1]]. [Iperabanun He e mokazan no-mMajika eQeKTUBHOCT CIIPSIMO JaMOTPHUTHH I10
OTHOILIEHHE Ha KpaifHaTa Touka - 6 Mecela 6e3 npucthiu. [Iperadanvy 1 1TaMOTPUTHH ca CPaBHUMHU
10 OTHOIIICHUE Ha 0€30IacHOCT U J0Opa HOHOCHUMOCT

I'enepanm3npadHo TPEBOKHO Pa3CTPOMCTBO

[perabanun e npoy4eH B 6 KOHTPOJIUPAHH KIMHUYHN U3MUTBAHUS C TIPOIBIDKATEIHOCT 4-6 ceMHUIH,
€IHO MPOYYBaHE NPH MAIMCHTH B CTApUECKa BB3PACT C MPOABIDKUTEIIHOCT 8 CEIMUIIN U €HO
IBJITOCPOYHO MPOYYBAHE 3a MPEBEHIIMS HA PELUIMB ¢ JBOMHOCIAMNA (ha3a Ha MPEBEHIIMS HA pEeLUIBA
C IPOIBIKUTENHOCT OT 6 Mecela.

O6nexuenne Ha cumnromute Ha [ TP, namepeno upe3 Ckanata Ha XaMUJITOH 32 OI[CHKA Ha
tpeBokHocTTa (Hamilton Anxiety Rating Scale, HAM-A), e 6uito HabmrogaBaHo A0 Kpast Ha CeIMHIIA
1.

B xoHTponupaHu KIMHUYHY U3MUTBaHUS (C MPOABIKUTENHOCT 4-8 cenqmutin) 52% oT mareHTure,
JIeKyBaHU ¢ niperadanut u 38% ot nanueHTHTe Ha Tuanebo ca nmanu noHe 50% nogobpeHue Ha
pesynrtata no HAM-A oT U3X0AHOTO HUBO JI0 KpaiiHaTa TouKa.

[Ipu KOHTpoONHMpaHU MPOYUBAHUS, IO-TOJSIMA YACT OT MAllUEHTHUTE, JIEKYBaHHU C IIperadainH, ca
CHOOIIMIIH 33 3aMBIJICHO 3PEHNUE, B CPaBHEHHE TAIIMEHTHUTE, JICKYBaHH C IJ1are00, KOeTo € 0T3BYYalo
B TIOBEYETO CIIy4YaH IPH MPOIBIKUTENHO Mpuiarane. [I[poBefeHn ca opTaiMOoIOTHIHU H3CIICIBAHUS
(BKJIIFOUMTETHO M3CIIEIBaHE HA 3pUTENIHA OCTPOTa, CTAHAAPTHO M3CJIEIBAHE HAa 3pUTEIHOTO MOJIE U
pasuipeH GpyHIO0CKOIICKH IIperiies) MpH nmosede ot 3 600 marueHTH B paMKUTE Ha KOHTPOJIMPaHH
KJIMHUYHYU Tpoy4BaHust. [Ipu Te3n manuenTu 3puTenaHara ocTpora € HaMmajieHa npu 6,5% ot
MalUCHTHUTE, JICKYBaHU C nperadanud u npu 4,8% oT marueHTuTe, JeKyBanu ¢ miarne6o. [Ipomenu B
3pUTEIHOTO I0JIe ca ycTaHOBeHH Npu 12,4% ot nekyBaHute ¢ nperadanud u 11,7% oT JekyBaHHTE C
rtane6o nanuenTH. OyHIOCKONICKH MPOMEeHHU ca HabmronaBanu mpu 1,7% ot JieKyBaHHTE ¢
nperadanus u 2,1% ot JeKyBaHHTE C MJ1aie00 MalueHTH.
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5.2 ®apmakoKMHETHYHM CBOICTBA

Cranmonapaute GpapMaKOKWHETHYHH TIOKa3aTeNId Ha TIPerabalii ca CXOHU IPH 3/IpaBy
Z[O6pOBOJIHI/I, ManeHTH C CITMWIICTICHUS, IT0JIydaBalllid aHTUCTIMJICIITUYHHU JICKApCTBa, U MMallUCHTH C
XpOHWYHA OOJTKA.

AGcopouus
[Iperabanun ce pe3opOupa OBP30 MPH MPHIIOKECHUE HA TJIAHO C MMKOBU IIa3MEHH KOHIICHTPAIUH,

HACTBIIBAIIY B PAMKHTE Ha €/IMH Yac KaKTo cJie]l €IHOKPATHO TaKa | CJIeJ MHOTOKPATHO MpHJIaraHe.
[NepopannaTa OHOHATMYHOCT Ha TperadalvH ce ouakBa aa € > 90% u e HezaBucuMa ot gozata. Cien
MHOTOKPATHO MpHJIaraHe CTAaI[MOHAPHO ChCTOSIHHE Ce IOCTHTra B paMkuTe Ha 24 1o 48 Jaca.
CkopocTTa Ha pe3opOiust Ha nperadaauy HaMasiBa IIPH MPUEM C XpaHa, KOETO BOJH 10 TOHIKCHHE
Ha Ciax € 0K0JI0 25-30% 1 3a0aBsiHE Ha tmax 10 TIPUOTU3UTENHO 2,5 vaca. [IpueMbT Ha peradaiuH ¢
XpaHa, obaue, HMa KITIMHAYHO 3HAYUM e()eKT BEPXY CTEIeHTa Ha pe30pOIus Ha peradavH.

Paznpenenenue
[MpenxnuHUYHY TPOYYBaHUS TIOKA3BaT, Ye MperabaiiH MpeMruHaBa Mpe3 KPbBHO-M0O3b4YHATa Oapuepa

Ha MHUIIKH, TUIBX0BE U MaiiMyHu. JIokazaHo e, 4e mperabainH mpeMruHaBa mpe3 MialeHTaTa mpu
IIJIBXOBE U C€ OTKPHBA B MJIIAKOTO HAa KbpMCUIU IINIBXOBEC. HpI/I XOpa NpUBUIHUAT OGeM Ha
pasmpeneicHre Ha nperadairH clie]] IepopaHo NpuiIokeHue e npuodimsurento 0,56 1/kg.
[Iperabanuu He ce CBBP3BA ¢ IUIA3MEHHUTE OCITHIIN.

Buotpanchopmanus

MeTtabonu3MbT Ha TIperadalvH Npu Xopa e npeHeOpexumo Marbk. Ciel npreM Ha 7032
pannoakTUBHO Oesisi3aH mperadaind npuoImu3uTeHo 98% OT palnoakTUBHOTO BEIIECTRBO,
YCTaHOBEHO B YpHHATa, € OMIIO HEMPOMEHEH nperadanud. N-MeTHIHpaHHAT ISpPUBAT Ha TIPETadavH,
OCHOBHISAT MEeTa0OJIMT Ha TIperadainH, OTKPUT B ypuHaTa, cberabisiBa 0,9% ot mo3ata. B
MPEIKIMHIYHY TPOYYBAHUS HE Ca YCTAHOBEHU JIAHHU 32 palleMu3alys Ha S-eHaHTHoMepa Ha
nperabaynH 10 HeTOBHs R-eHaHTHOMED.

Enumunupane
[Iperabanuu ce eIMMHHNAPA OT CHCTEMHOTO KPbBOOOPAIICHHE INIABHO Upe3 ObOpeyYHa EKCKpEIus B

HernpoMeHeH Bua. CpeTHHAT eMTMMHHAIIOHECH Oy KUBOT Ha nperabanuu e 6,3 yaca. [InazMeHusT u
OBOpEUHUAT KIUPBHHC Ha MperabarH ca MpaBONPONOPIMOHATIHN Ha KPEaTHHIUHOBHSI KITUPBHC (BIXK.
touka 5.2 Hapymena 6s0peuna QpyHKIHs).

[Tpu nanmenTy ¢ HamaneHa ObOpevHa QYHKIUS WM Ha XeMOIMANIN3a € Heo0X0IMMO alaTHpaHe Ha
nozara (Bx. Touka 4.2, Tabnuma 1).

JInHeHHOCT/HETMHEHHOCT

dapMaKOKHHETHYHHTE TTOKA3aTeNH Ha MperabairH ca JMHEHHN B pAMKUTE Ha MPETOPbhUNTEITHHUS
JTHEBEH JI030B MHTEpBall. BapuabuiHocTTa Ha papMakoKWHETHKATa Ha TIperadaIinH MEKIY
uHAuBUANTE € Maika (< 20%). ®apMakOoKHHETHKATa TIPU MHOTOKPATHO MpHIIaraHe Moxe Ja Obie
npeaBHIcHa OT JaHHUTE TIPU eTHOKpaTHa Jo3a. CieoBaTeNHo, He € He00X0AUMO PYTHHHO
MOHHUTOPHpaHE Ha TUIa3MEHUTE KOHIICHTPALIMY Ha TperadasvH.

ITon
KJ’II/IHI/IHHI/ITC HpOy‘-IBaHI/HI IMOKa3BarT, 4€ II0JIbT HC OKa3Ba KIMHHUYHO 3HAYMMO BJIIMAHHUC Bpry
IJIA3MEHUTE KOHIICHTPAIIMHU Ha MmperabaiuH.

Bwrb6peuno yBpexxnane

KnupbHCHT Ha nperabaiuH € MpaBoNpONOPIHOHATICH HA KpeaTHHUHOBUS KIMpBhHC. OCBEH TOBa
nperabalivH ce OTCTpaHsBa eEKTHUBHO OT IIa3MaTa upe3 XeMoauanun3sa (cies 4-4acoBo
XEMOJIMAIIN3HO JICUCHHUE TIIA3MEHNTE KOHIICHTPAIIUK Ha MperadairH ce TOHMWKABAT ¢ TPUOIU3UTEITHO
50%). Twit kaTo OBOPEUHOTO SIMMUHUPAHE € TJIABHUAT BT HA SIIMMUHUPAHE, ITPH NAIUEHTH C
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HapyleHa ObOpeyHa (QyHKIMSA € He0OX0AMMO HaMaJIsIBaHe Ha 7103aTa, a CJIe/l XeMOANaIn3a e
HEOOXOIUM JIOIIBIIHUTEJICH TpueM (Bk. Touka 4.2 Tabnuma 1).

YepHonpoOHO yBpexkiaHe

He ca nposexmanu crienuaiay GapMaKOKHHETHYHH MTPOYYBAHUS TIPH MAIUCHTH C HapyIIeHa
yepHOApoOHa (yHKIMs. Thil KaTo mperabaviH He MPETHPIsIBa 3HAYUM METabOIU3bM U ce
EKCKpeTUpa MpeIMMHO B HEMPOMEHEH BHJ] B ypUHATA, HApYyIIIeHAaTa YepHOIPOOHA QYHKIMS HE OU
TpsiOBAJIO J1a MPOMEHS 3HAYUMO TUTa3MEHHUTE KOHIICHTPAIIMHU Ha Tpera0aiH.

IleauaTpyryHa IOIyJIaLys

dapMakOKMHETHKATa Ha IperadaanH ¢ OlICHEHA PY HeAUATPUYHH MMAIUEHTH C SIUIICTICUS
(BB3pacToBu rpymu: 1 mo 23 mecena, 2 mo 6 rogunu, 7 10 11 roguau u 12 1o 16 rogunam) MpH 1030BU
HuBa 2.5, 5, 10 u 15 mg/kg/nen B u3nuTBane 3a papMaKOKHHETHKATA U IOHOCHMOCTTA.

CHCI{ NEepopaaHoO MPUIIOKCHUC HA Hpel"a6aJ'H/IH Ipu NeJUATPpUIHA MAlMUCHTH Ha IJIaAHO, BpEMCTO 3a
AOCTUT'aHC HA MAKCUMAJIHU TNIa3MCHU KOHIICHTPAIUHW 110 IPHUHIUIT € CXOJHO IMPU YHaCTHUIHUTC B
[s1aTa Bb3paCTOBaA I'pylia U HACThIIBA 0,5 qaca 10 2 yaca CJIieq npruceMa Ha no3ara.

[Mapamerpure Crnax 1 AUC 3a nperabainH HapacTBaT JIMHEHHO ¢ MOBUILIABAHE HA [103aTa B PAMKHTE Ha
BcsKa eqHa oT Bb3pacToBute rpynu. AUC e ¢ 30% mo-Manka npu neguaTpuIHATE MalMEeHTH C
tenecHo Terno nox 30 kg mopaau mo-BUCOKMSI, KOPUTHPAH 3a TEJIECHO TETJI0 KIUPBHC OT 43% npu
TE€3U MALMEeHTH B CPABHEHHUE C MALMEHTUTE, KOUTO UMAT TeJecHO Terio >30 kg.

TepMI/IHaJ'IHI/IHT MOJIY’KUBOT Ha npera6am/1H A0CTHUTa CPEAHO OKOJIO 3 a0 4 gaca npu nneJuaTpuiHu
nanueHTHU 10 6—1"O,E[I/IH_IH3, BB3pacT U 4 a0 6 yaca IIpU MAIUCHTHUTC HA U HA{ 7—1"O,Z[I/IIHH8, BB3PacT.

HOHynaLU/IOHHI/IHT (I)apMaKOKI/IHeTI/I‘IeH AaHaJIN3 ITOKa3Ba, Y€ KPCATUHUHOBUAT KIUPHHC € 3HAYNMa
KOBapHaTa Ha KJIIMPbHCA Ha npera6anHH CJIea IepOpaIHO MPUITOKCHHUE, TCICCHOTO TCIJIO € 3HAYUMa
KOBapHaTa Ha NPpUBUIHUA o0eM Ha pasnpeaciiCHUC Ha npera6anHH CJICO ICpOpPaIHO MPUITIOKCHHUC U
TE3U 3aBUCUMOCTHU Ca CXOAHU MPU NCAUATPUYIHA U Bb3PACTHU MAIIUCHTH.

dapMakOKMHETHKATa Ha IperadaauH MMPH MalMEHTH M0 3-MeCe4Ha Bh3pacT He € Mpoy4eHa (BixK.
touku 4.2, 4.8 u 5.1).

Crapdecka Bb3pacT

CohliecTBYBa TCH/ICHIIHS 32 HAMaJsIBAHE HAa KJIMPbHCA HAa peradalinH ¢ HapacTBaHEe HAa Bh3PacTTa.
ToBa HamanieHne Ha IEpopaIHUsd KIUPBHC HaA Hpera6aJmH CBhOTBCTCTBA HA ITIOHMKCHHUETO HaA
KIUpBHCA Ha KPEeaTHHWHA, CBBP3aHO C HallpeaBaHe Ha Bb3pactra. [Ipy manueHTH ¢ Bh3pacToBO
00yCIIOBEHO HapyllleHHue Ha ObOpeuHaTa QyHKIIUSA MOJKE J1a Ce HAJI0XKU HaMaJIsiBaHe Ha Jj03aTa Ha
nperabanuH (Bx. Touka 4.2 Tabnuna 1).

KepMauku
Hampagpena e oneHka Ha (papMakoKkuHeTHKaTa Ha 150 mg mperabanuH, nmpuiaral npes 12 yaca

(maeBHa mo3a 300 mg) npu 10 >xeHU B IEPHO HA JIAKTAIUS Hall-Malko 12 ceMUIT ClIeN paskIaHeTo.
BrusHHETO Ha TaKTaIUsITa BHPXY (papMaKkOKMHETHKATa Ha IperabaiiH ¢ OMI0 MaJKo WK 3001110 €
nuncBano. [IperadanuH ce eKCKpeTHpa B KbpMarta B CPeIHH CTAIHOHAPHU KOHIICHTPALIUH,
MpUOIM3UTEITHO paBHH Ha 76% OT KOHIIEHTpAIMUTE B MailuiHaTa IU1a3Ma. M3uucnenara 1o3a 3a
KbpMaueTo, IoeTa ¢ KbpMa (TMIpHeMaiKy, 4e cpeiHaTa JHEeBHA KOHCYMAIUs Ha KbpMa €

150 ml/kg/nen) ot »xxenun, npueMariu 300 mg/eH WM MakCUMatHaTa JHEeBHa 103a oT 600 mg/nen Ou
owna ceotBeTHO 0,31 wim 0,62 mg/kg/nen. M3uucnenure 1034 ca npuOIn3uTeIHO 7% OT odiaTa
JTHEBHA J103a Ha Malikata, u3pazeHa B mg/kg.

5.3 IlIpeakJuHUYHHU JAHHH 32 6€30MACHOCT

B koHBeHIIMOHATHY (PapMaKOIOTHYHU MPOYYBaHUs 32 OE30MACHOCT TP KUBOTHH ITperabaliviH e
nokasai 100pa IOHOCUMOCT B JIO3H, ChOTBETCTBAIIM Ha KIIMHAYHO TpHiaranute. B mpoyuBanus 3a
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TOKCHYHOCT C MHOTOKPATHO TIpUJIaraHe, MpoBeICHH MIPH TUIbXOBE U MaliMyHH, ca OWIn HaOII0JaBaH!
edpextr Bbpxy LIHC, BKIFOUNTETHO XUTIOAKTUBHOCT, XUTIEPAKTUBHOCT U atakcus. Cuen
MPOJBIDKUTEIHA eKCIIO3UIHSI Ha TperabainH, ChOTBETCTBAIIA HA EKCIIO3HIIUS > 5 IBTH MO-TOJIsIMa OT
cpelHaTa eKCIO3UIIMS IIPH XOpa IIPU MaKCHMalHaTa IpernopbyBaHa KIMHUYHA 1034, ce HalJroaaBa
MOBHIIICHA YECTOTa Ha aTpodusi HAa peTHHATA, O0MYaifHO HAOI0AaBaHa MPH IUTHX0BE aJOWHOCH B
cTapyecka Bb3pacT.

[IperabanvH He € TepaTOTeHEH MPH MUIIKH, IITBXOBE WU 3aiiin. DeTarHa TOKCHYHOCT MPH ITEX0BE
Y 3ail¥ € HaCTBhIIMJIA CaMO IIPYU €KCIO3ULMH, HANXBBPIISILY 3HAYNTEIHO Ta3H Ipu Xopa. B
MPeHATATHH/TTOCTHATAIHN TIPOYYBaHU 38 TOKCHYHOCT TIPEradaliiH € IOBEN JI0 MOosIBa Ha TOKCUYHU
e(EeKTH BbPXY Pa3BUTHETO HA MMOKOJCHUETO MPH ILTHXOBE CJIe]l €KCIIO3UIMH > 2 TTHTH MO-TOJIEMH OT
MaKCHUMaJHATa [IPENOopbYBaHA €KCIIO3HULIMS IIPU XOpa.

HabnronaBanu ca Hexenanu epeKTH BbpXY (EepTHIUTETA IPH MBKKU U KEHCKH TUTbXOBE CaMO IpU
EKCTO3UIIH, HAOAXBBPIMIN JOCTATHYHO TEpaNeBTUYHATA eKcrio3uuus. Hexenannre eekTd BEpXyY
MBKKHATE PENPOAYKTUBHH OpraHu U apaMeTPHUTE Ha criepMara ca Ouian 0OpaTUMH U ca HACTBIIMIH
caMo MpH €KCINO3ULUHN HAAXBBPIWIH AOCTATHUYHO TEPANeBTUUHATA EKCIIO3UIUS WM ca OMITN
CBBP3aHH CbC CIIOHTAHHU JICTEHEPAaTHBHU MPOLIECH B MBKKUTE PEIIPOAYKTUBHHA OPTaHH HA ITbXA.
[Topanu ToBa ce cumra, ye epeKTUTe UMAT MaJIKa WM HAMAT KIMHUYHA 3HAYUMOCT.

[IperabanvH He € TCHOTOKCHYEH Bh3 OCHOBA Ha PE3YJITATH OT CEPUsl OT i1 Vitro W in vivo IPOyUYBaHUSI.

[pu nrbX0BE U MUIIKY ca OWIIK MPOBEACHHU JIBYTOTUIITHY MTPOYYBAHMUS C ITperadaivH 3a
KapuuHOTeHHOCT. [Ipu mrbXxoBe He ca HAOII0JaBaHU TYMOPH CJIe]] €KCIO3UIINU 10 24 ITBTH T10-
TOJIEMH OT CpeJTHAaTa eKCIIO3UIIHS TIPU X0pa, IPH MaKCHMalTHaTa MPernopbhuBaHa KIMHAYHA 1032 OT
600 mg/nen. [Ipu Mumku He e Oula HAOMIOAaBaHa MOBHUILICHA YeCTOTa HA TYMOPUTE ITPH €KCTIIO3UITUH,
Mo/IOOHM Ha cpeiHaTa eKCIIO3UIIHS IPU X0pa, HO NIPU T0-BHCOKH €KCIIO3HIINY € Omila Habro1aBaHa
MOBHIICHA YECTOTAa HA XeMaHTHOCAPKOM. HEereHOTOKCHYHHAT MEXaHU3bM Ha UHIYIIUPAHOTO OT
nperabaiud oOpa3yBaHe HAa TyMOPHY TIPH MHUIIKH BKITIOYBA IPOMEHU B TPOMOOIIUTHTE U
nposmdepanysi Ha eHI0TETHH KIETKH. TakuBa TpOMOOIIUTHY TIPOMEHH HE ca OWJIM yCTaHOBEHH MPU
TUTHXOBE WJIH TIPU XOpa Bb3 OCHOBA Ha KPATKOCPOYHHU M OTPaHUYEHH JBITOCPOYHN KIMHUYHU JTAHHH.
JluncBat mokazaTencTBa, MPEAToNaray pUcK MpHu xopa.

ITpu MitaaM TIBXOBE BUAOBETE TOKCHYHOCT HE CE€ pa3InyaBaT KaueCTBEHO OT Te3H, HAOI01aBaHu MIPH
3penu IIBX0Be. MiIauTe IIbX0Be, obaue, ca Mo-4yBCTBUTENHHU. [IpH TepareBTHYIHN eKCITO3UIINHI Ca
Ounu ycraHoBeHH KITMHUYHU TposiBu 0T [IHC KaTo XUIepakTUBHOCT B CKbpIaHEe ChC 350U U
W3BECTHU TIPOMEHH B pacTexa (IMIPEeXOoHO MOTHCKaHe Ha HaJIaBaHeTo Ha Terio). Edextn Bbpxy
IIUKBJIA HAa pa3rOHBaHe ca OMITM HAaOI0JaBaH! IPH €KCITO3MIINS, HAAXBBPIIAIIA 5 TbTH Ta3H MIPH X0pa.
Penyuupan oTroBOp KbM BHE3AICH 3BYKOB CTHMYJT € HaOJII0aBaH Py MJIaJu IUTbX0Be 1-2 ceaMMIIN
CJIed CKCIIO3UIIns HpI/I > 2 II'bTHU ITIO-TOJIAMA OT TepaHeBTI/IqHaTa CKCIIO3UNIUA HpI/I Xopa. ﬂeBeT
CEJIMUIIU CJIE]] €KCIIO3MIIMS TO3H e(DEeKT He ce Ha0JII01aBa.

6. DAPMAIIEBTUYHU JAHHHA
6.1 Chnucbk Ha NIOMOIIHHUTE BeIleCTBA

Metun napaxunpoxcudenzoat (E218)

[Ipornun napaxuapoxcudensoat (E216)

Harpues muxunporendocdar, 6e3soeH

Hunarpuer pocdar, 6e3poaeH (E339)

Cyxkpano3za (E955)

N3kycTBeH ST00B apoMarT [ChABbpKa MAJIKH KOJHMYECTBA €TaHOI (AJIKOXOM)]
IIpeuncrena Bona
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6.2 HecbBMecTUMOCTH

Henpunoxumo

6.3 Cpox Ha roaHOCT

2 roauHU

6.4 CroenuajHu yCJ0BHUS Ha ChbXpaHeHHe

To3u nexapcTBEH NPOAYKT HE U3UCKBA CIICLIMATIHU YCIOBUS HA ChbXPaHEHUE.

6.5 Buau chabp:KaHUe HA ONMAKOBKATA

ByTunka ot 6su1 nonuetuiieH ¢ Bucoka mreTHocT (HDPD) ¢ kamayka ¢ mONMUeTHICHOBO TTOKPUTHE,
chabpikaiia 473 ml nepopajieH pa3TBOp, B TBbpAa KapToHEeHa KyTus. KapToHeHaTa KyTHs ChIAbpika
chIo 5 ml rpajgyrupaHa COpUHIIOBKA 3a IIEPOPATHO MPUIIOKEHHE U ajanTep 3a OyTuika ( Press-In
Bottle adapter, PIBA), nmocraBenu B mpo3pauHa MOJIMETUICHOBA OOBUBKA.

6.6 CrnenuanaHu npeanasHu MepKHU NMPH U3XBBPJIsHe U padoTa

Hsama cienmnanyy u3UCKBaHUS 32 U3XBBPIISHE.
Meroa Ha npuoXeHue

1. OtBopete OyTHIIKaTa U TIpU IbpBaTa ynotpeda nocrasere ananrepa (PIBA) (durypu 1 u 2).

2. [TocraBere cupunioBkaTa B PIBA u u3teriere He00OX0AUMOTO KOJIMYECTBO 00EM OT
obbpHarara obparHo Oytuika (durypu 3 u 4).

3. OTtcTpaHeTe HaTbJIHEHATA CIIPUHIIOBKA OT OYTHJIKaTa B U3IpaBeHo nojoxeHue (Purypu 5 u 6).

4. Uznpaznere cpapprkaHneTo Ha cipuHIloBKaTa B ycrara (durypa 7). [loBTopere cThnku oT 2 10
4 KOJIKOTO IIBTU € HEOOXOAUMO JI0 IOCTUTaHE Ha jkeaaHarta fo3a (Tabmuma 3).

5. M3nnakHeTe CIPUHIIOBKATA U ITOCTaBETe KaraykaTra Ha OyTwiIKaTa (aganTepbT ocTaBa Ha
mscto) (durypu 8 u 9).




Ourypa 4

@urypa 5

Qurypa 6

v/

@urypa 7

Qurypa 8

Ourypa 9

Ta6auna 3. M3TerasiHusi cbC CIPUHIOBKATA 32 MEPOPATHO NPUJIOKEHHE 32 J0CTABSIHE HA
npeanucanara g03a Lyrica

II'epBo Bropo uzrerasine | Tpero usrerisine
Lyrica noza | OO0 o0em Ha U3TerJisiHe CbC chbC chC
(mg) pa3TBopa (ml) CIIPUHIIOBKATA CIIPUHIIOBKATA CIIPUHIOBKATA
(ml) (ml) (ml)
25 1,25 1,25 He e neooxomumo | He e Heodxomnmo
50 2.5 2.5 He e neobxoaumo He e neobxogumo
75 3,75 3,75 He e neobxoaumo He e neobxogumo
100 5 5 He e HeoOxomumo | He e HeoOxonumo
150 7,5 5 2.5 He e neobxogumo
200 10 5 5 He e HeoOxommmo
225 11,25 5 5 1,25
300 15 5 5 5

7. HPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17

1050 Bruxelles
benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/044
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9. JATA HA ITbPBO PASPEIIABAHE/IIOJJHOBABAHE HA PASPEHIEHUETO 3A
YIOTPEBA

JlaTta Ha mepBO pazpemaane: 06 roau 2004 1.
JaTa Ha mocienano noaHoBsBaHe: 06 romu 2009 T.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Monpo6Ha nH(pOpManus 3a TO3H JEKAPCTBEH MPOAYKT € MpeAocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIus 1o Jekapcreara http://www.ema.europa.eu.
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HNPUJIO’)KEHME 11
NNPOU3BOJIUTEJI(M) HA AKTUBHOTOMTE) BEIECTBO(A)
N ITPOU3BOJUTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXJIABAHE HA ITAPTUN

YCJIOBUSA NJIN OT'PAHUYEHUSA 3A JOCTABKA "
YIIOTPEBA

APYI'N YCJIOBHUA U UBUCKBAHUS HA PASPEHLIEHUETO
3A YIIOTPEBA

YCJIOBUSA NJIK OT'PAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TIPOM3BOJUTEJI(A) HA AKTUBHOTOMTE) BEIIECTBO(A) I
MMPON3BOJIUTEJI(A), OTTOBOPEH(HM) 3A OCBOBOKIABAHE HA ITAPTHIN

HmMme u aapec Ha npousBoauTelsi(MTe), OTTOBOPEH(HI) 32 0CBOOOKIaBaHe HA MAPTUINUTE

Kancynu
Pfizer Manufacturing Deutschland GmbH

Betriebsstatte Freiburg
Mooswaldallee 1
D-79090 Freiburg
I'epmanus

IlepopaiieH pa3TBoOp
Pfizer Service Company
Hoge Wei 10

B 1930 Zaventem
benrus

[TeyaTHaTa JIMCTOBKA HA JICKAPCTBEHUS MPOAYKT TPSOBa a ChAbPIKAa UMETO M aapeca Ha
MIPOM3BOIUTENS], OTTOBOPEH 32 OCBOOOXKIaBaHETO HA CHOTBETHATA MAPTH/IA.
b. YCJIOBUSA NJIU OTPAHUYEHUS 3A JOCTABKA U YIIOTPEBA

HeKapCTBeHI/IHT IMPOAYKT CC OTITYCKa IO JICKApCKO MPEATIMCAHUC.

B. JPYI'M YCJIOBHUA U U3NCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
. Iepuoanynu aKkTyaIu3upPaHH JOKJIAIH 32 0e30macHOCT

W3uckBanwusTa 3a molaBaHe Ha MEPUOANYHH aKTyaTH3UPaHU TOKIaIN 32 0€30MacHOCT 32 TO3H
JIEKapCTBEH MPOAYKT Ca TIOCOYEHH B CIIUCHKA C pe)epeHTHUTE aTh Ha EBpomneiickus chio3
(EURD criucwk), npenBuneH B wi. 1078, an. 7 ot Jupextusa 2001/83/EO, 1 BbB BCHUKH
CJIEJIBAIIM aKTyallN3alluy, yOJUKyBaHH HA €BPONEHCKUS yeOopTan 3a JIeKapcTBa.

r. YCI0BUA U OIT'PAHUYEHUA 3A BESOITACHA 1 EOUKACHA YIIOTPEBA HA
JIEKAPCTBEHUSA TIPOAYKT

. IInan 3a ynpaBiaenue Ha pucka (IIVP)

[IPVY tpsiOBa a M3BHPIIBA H3UCKBAHUTE JCHHOCTH U ACHCTBHSA, CBBP3aHHU C MIPOCIICASIBAHE HA
JIeKapcTBeHaTa 0e30macHoCT, nocodeHu B ogoopenus I1YP, npencrasen B Monyn 1.8.2 Ha
PazpemenneTo 3a ynotpeda, KakTo ¥ IIPH BCUYKH CJICABALIM CHITIACyBaHU akTyanu3anuu Ha [TYP.

Axtyanusupan [IYP tpsiOBa na ce nonasa:

o 1o uckaHe Ha EBporieiickara areHius no JIieKkapcTBara;

° BHHAT'H, KOTaTO CE€ U3MEHS CUCTeMaTa 3a YIIpaBJICHUE Ha PUCKa, OCOOEHO B Pe3yiTar Ha
MoJTyJaBaHe Ha HOBa MH(OPMAIIUs, KOSITO MOXE J1a JIOBEE IO 3HAYMMHU ITPOMEHU B
CHOTHOIIIEHUETO TOJI3a/PUCK, WK CJIeNl JOCTUTaHEe Ha BayKEH eTall (BbB BpBh3Ka C MPOCIEIBaHe
Ha JIeKapCTBeHaTa OE30IMaCHOCT WM CBEXKIAHE HA PUCKA O MUHHMYM).
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MNPUJIOKEHME II1

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA

4



JAHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha Ouaucrtepure (14, 21, 56, 84, 100 u 112) u neppopupaH e1H01030B
osamcrep (100) 3a 25 mg TBBHPAM KANCYJIH

1.

UME HA JIEKAPCTBEHUSA ITPOAYKT

Lyrica 25 mg TBbpau Kancynu
[IperaGanun

2.

OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpAa Kamncyna chabpika 25 mg nperabaiuH.

3.

CIIMCBK HA ITIOMOINHUTE BEIIECTBA

To3u OPOAYKT CbABPIKA JIAKTO3a MOHOXHUAPAT: 34 IOBCYC I/IH(l)OpMaL[I/IH, MpOYCTCTC JINCTOBKATA.

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

14 TBBpAM Karcynu

21 TBBpIM KaICyJiu

56 TBHpAM KaTCyu

84 TBBpIU KaICyIH

100 TBBpIN KaTCyITH
100 x 1 TBBpIN KaMCYIH
112 TBBpIM KamCyIu

S.

HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BBbBEKJTAHE

[IepopanHo npuiIoKeHue.
[Ipenu ynotpeba npoyerere TUCTOBKATA.

6.

CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTI'JIEJA U JOCET' A HA JIEIIA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

|7

APYI'U CIIEIMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOJNUMO

3amneyaTaHa OaKOBKa.
I[a HC CC M3II0JI3BA, AKO OITaKOBKATa € Ouna OTBapsHa.
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| 8. JATA HA N3TNYAHE HA CPOKA HA TOAHOCT

T'omen mo:

9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHENOMWAJIHA NNPEAITAZHU MEPKU IIPU NU3XBBPJIIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/001-005
EU/1/04/279/026
EU/1/04/279/036

13. IAPTHUJAEH HOMEP

[TapTugen No

14. HAYMH HA OTIHIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. WH®OPMAIIUSA HA BPAJIOBA A3BBYKA

Lyrica 25 mg

| 17. YHUMKAJIEH HIAEHTU®UKATOP — JIBYU3MEPEH BAPKO/{

JByn3mepeH 0apKoJ ¢ BKIOYCH YHUKAICH HICHTU(HUKATOP
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18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA

IIspBuyHa onakoBka OyTHIIKA 32 25 mg TBHPAU KAaNcCyJau — onakoBka ot 200

| 1.

NME HA JIEKAPCTBEHUSA TIPOAYKT

Lyrica 25 mg TBbpau Kancynu
[IperaGanun

| 2.

OBSABSABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Bcesika TBBpAa Kancyna chabpika 25 mg nperadanmH.

| 3.

CIIMCBK HA ITIOMOINHUTE BEIHIECTBA

C’B,[[’Bp)i(a JIAKTO3a MOHOXHApAT. Hpe;m yHOTpeGa MIpoOYCTCTC JIMCTOBKATA.

| 4.

JJEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B ETHA OITAKOBKA

200 TBBpAU Kancyau

| 5.

HAYYH HA TPUJIOKEHUE U ITBT(MIIA) HA BBBEXKJIAHE

[IepopanHo npuioXeHue.

6.

CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT NTPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IOI'JIEJA U TOCET'A HA JIEITA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7.

APYI'U CHEIIMAJHHU NPEAYIIPEKIAEHUA, AKO E HEOBXOJNMO

| 8.

JATA HA N3TUNYAHE HA CPOKA HA TOAHOCT

T'onen mo

| 9.

CIHEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

10.

CIIEHUAJIHA TPEAITAZHU MEPKU IIPU NU3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NWJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA
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| 11. HME U AJIPEC HA IPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

JIoro ua IIPY

| 12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/046

| 13. TNAPTUJEH HOMEP

[TapTunen Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HWH®OPMAIIUSA HA BPAMJIOBA A3BBYKA

Lyrica 25 mg

| 17. YHMKAJIEH NWIEHTUDOUKATOP — IBYU3MEPEH BAPKO/]

JBynsmepeH 0apkoz ¢ BKIIOUEH YHUKAJICH HACHTH()HUKATOP

| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 21, 56, 84, 100 u 112) u nepdopupan egnono3os daucrep (100) 3a 25 mg TBHpAU
KAICYJH

| 1. NME HA JIEKAPCTBEHUSA TIPOAYKT

Lyrica 25 mg TBBpau Karcyiu
[Iperadanuu

| 2. NME HA ITPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG (xaro noro Ha [TPVY)

| 3. JATA HA T3TNYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. HAPTUJIEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha Oaucrepure (14, 21, 56, 84 u 100) u nepdopupan eqHog030B OJiucTEP
(100) 3a 50 mg TBBPAM KANCYJIH

| 1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Lyrica 50 mg TBbpau Kancynu
[IperaGanun

2. OBSBSABAHE HA AKTUBHOTO (MTE) BEHIECTBO (A)

Bcesika TBBpAa kancyna cpabppika S0 mg nperabaiuH.

3. CIIUCBK HA ITIOMOINHUTE BEILIECTBA

To3u OPOAYKT CbABPIKA JIAKTO3a MOHOXUAPAT: 34 ITIOBCYC I/IH(i)OpMaL[I/Iﬂ, MMpOYCTCTEC JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

14 TBBpAM Karcynu

21 TBBpIM KaICyJiu

56 TBHpAM KaTCyu

84 TBBpIU KaICyIH

100 TBBpIN KaTCyITH
100 x 1 TBBpIM KaMCyIH

5. HAYUMH HA TPUJIATAHE U ITBT (MIIIA) HA BBBEKJAHE

[IepopanHo npuitoKeHue.
[Ipenu ynotpeba npoyerere TMCTOBKATA.

6. CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELTA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CIIEIMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOJNUMO

3amneyaTaHa OIaKOBKa.
I[a HC CC M3II0JI3BA, aKO OITaKOBKATa € ouna OTBapsHa.
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| 8. JATA HA N3TNYAHE HA CPOKA HA TOAHOCT

T'omen mo:

9. CIIEHHUAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHENOMWAJIHA NNPEAITAZHU MEPKU IIPU NU3XBBPJIIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/006-010
EU/1/04/279/037

13. IMAPTHUJAEH HOMEP

[TapTugen No

14. HAYMH HA OTIHIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HWH®OPMAIIUSA HA BPAJIOBA A3BBYKA

Lyrica 50 mg

| 17. YHMKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/{

JIByn3mepeH 0apKoJI ¢ BKIYCH YHUKAICH HACHTU(HUKATOP

| 18. YHUMKAJIEH HWIAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 21, 56, 84 u 100) u nepdopupan eqnogo3os G6aucrtep (100) 3a 50 mg TBLpaAN
KAICYJH

| 1. NME HA JIEKAPCTBEHUSA TIPOAYKT

Lyrica 50 mg TBBpAU Karcyiu
[Iperabamuu

| 2. NME HA ITPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG (xaro noro Ha [TPVY)

| 3. JATA HA T3TNYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. HAPTUJIEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JIA CBbABPKA BTOPHUYHATA OITAKOBKA

II'bpBu4Ha onmakoBka OyTHIIKA 3a 75 mg TBBPAU KAINCy/Iu — onakoBka ot 200

1. UME HA JIEKAPCTBEHUSA TPOAYKT

Lyrica 75 mg TBbpauN Kancynu
[IperaGanun

2. OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpAa Kamncyna chabppika 75 mg nperabaiuH.

3. CIIUCBK HA IIOMOINHUTE BEIIECTBA

C’B,[[’Bp)i(a JIAKTO3a MOHOXHUpAT. Hpe;[H yHOTpe6a OpoOYCTCTC JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA " KOJIMYECTBO B E/THA OITAKOBKA

200 TBBpAU KaICyTu

5. HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BBbBEKJTAHE

[IepopanHo npuiIoKeHue.

6. CIIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT TPOAYKT TPABBA
JA CE CBbXPAHABA HA MSACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CIIEIMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOJNUMO

| 8. JATA HA N3TUNYAHE HA CPOKA HA TOAHOCT

T'omen mo:

9. CIIEIIUAJIHM YCJIOBUS HA CbXPAHEHUE
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10.

CIHEIUAJIHA ITPEAITAZHA MEPKU IIPU U3XBBPJIAAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11.

UME N AJJIPEC HA TIPUTEXKXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Jloro Ha IIPY

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/030

13.

HHAPTUJAEH HOMEP

[TapTugen No

14.

HAYMH HA OTITYCKAHE

15.

YKA3AHUSA 3A YIIOTPEBA

16.

WH®OPMAIINSA HA BPAMJIOBA A3BYKA

Lyrica 75 mg

| 17.

YHUKAJIEH UTAEHTUOUKATOP — IBYU3IMEPEH BAPKO/{

JByn3mepeH 0apKoJ ¢ BKIOYCH YHUKAJICH HICHTU(HUKATOP

| 18.

YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha 6aucrepure (14, 56, 70, 100 u 112) u nepdopupan eaHon030B djaucrep
(100) 3a 75 mg TBBPAM KaNCyJIH

1.

UME HA JIEKAPCTBEHUSA TPOAYKT

Lyrica 75 mg TBbpauN Kancynu
[IperaGanun

2.

OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpAa Kancyna chabppika 75 mg nperadaiuH.

3.

CIIUCBK HA ITIOMOIINHUTE BEILIECTBA

To3u MIPOAYKT CbABPIKA JIAKTO3a MOHOXHUAPAT: 34 IIOBCYC I/IH(i)OpMaL[I/IH, MpOYCTCTEC JINCTOBKATA.

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

14 TBBpAM Karcynu

56 TBHpAM KaTCyIu

70 TBBpAM KaTICYITH

100 TBBpIN KaTCyITH
100 x 1 TBBpIN KaMCyIH
112 TBBpIN KamCyau

S.

HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BBbBEKJTAHE

[IepopanHo npuioKeHue.
[Ipenu ynotpeba npouerere TUCTOBKATA.

6.

CIIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

|7

APYI' CIIEMAJIHHU NPEAYIIPEKIEHUSA, AKO E HEOBXOJNUMO

3amneyaTaHa OaKOBKa.
I[a HC CC M3II0JI3B4, AKO OITaKOBKATa € Ouna OTBapsHa.
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| 8. JATA HA N3TNYAHE HA CPOKA HA TOAHOCT

T'omen mo:

9. CIIEHHUAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHENOMWAJIHA NNPEAITAZHU MEPKU ITPU N3XBBPJIIAAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/011-013
EU/1/04/279/027
EU/1/04/279/038
EU/1/04/279/045

13. IMAPTHUJAEH HOMEP

[TapTugen No

14. HAYMH HA OTIHIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HWH®OPMAIIUSA HA BPAMJIOBA A3BBYKA

Lyrica 75 mg

| 17. YHMKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/{

JByn3mepeH 0apKoJ ¢ BKIYCH YHUKAICH HICHTU(HUKATOP
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18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 56, 70, 100 uiu 112) u neppopupan exnonoszos oaucrep (100) 3a 75 mg tebpaun
KAICYJH

| 1. NME HA JIEKAPCTBEHUSA TIPOAYKT

Lyrica 75 mg TBBpauU Karcyiu
[IperaGanun

| 2. NME HA ITPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG (xaro noro Ha [TPVY)

| 3. JATA HA T3TNYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. HAPTUJIEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha 0stucrep (21, 84 niu 100) u neppopupan exnoxosos osucrep (100) 3a
100 mg TBBpAM KancyJu

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Lyrica 100 mg TBBbpaH KaIcyiu
[IperaGanun

2. OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpaa kancyna ceappka 100 mg nperabanux.

3. CIIUCBK HA ITIOMOINHUTE BEILIECTBA

To3u OPOAYKT CbABPIKA JIAKTO3a MOHOXUAPAT: 34 ITIOBCYC I/IH(i)OpMaL[I/Iﬂ, MMpOYCTCTEC JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

21 TBBPAU KANCYIH

84 TBBpIU KaTICYIH

100 TBBpIN KaTCyITH
100 x 1 TBBpIM KaMCyIH

5. HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BbBEKJTAHE

[IepopanHo npuoxeHue.
[Ipenu ynotpeba npouerere TUCTOBKATA.

6. CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CIIEIMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOJNUMO

3amneyaTaHa OIaKOBKa.
I[a HC CC M3II0JI3BA, AKO OITaKOBKATa € Ouna OTBapsAHa.

| 8. JATA HA N3TUNYAHE HA CPOKA HA TOAHOCT

T'omen mo:
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9. CIIEHHUAJIHA YCJIOBUS HA CbXPAHEHUE

10. CHENOMWAJIHU NNPEAITAZHU MEPKU ITPU N3XBBPJIIAAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/014-016
EU/1/04/279/039

13. IMAPTHUJAEH HOMEP

[TapTugen No

14. HAYMH HA OTIHIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HWH®OPMAIIUSA HA BPAJIOBA A3BBYKA

Lyrica 100 mg

| 17. YHMKAJIEH HWAEHTU®UKATOP — JIBYU3IMEPEH BAPKO/{

JIByn3mepeH 0apKoJI ¢ BKIOYCH YHUKAICH HACHTU(HUKATOP

| 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bancrep (21, 84 unun 100) n nepdopupan eqnono3os dauncrep (100) 3a 100 mg TBBpAM KancyJu

| 1. UME HA JIEKAPCTBEHUSA TPOAYKT

Lyrica 100 mg TBBbpaH KaIcyiau
[Iperadanuu

| 2. HUME HA IIPUTEXATEJISI HA PABPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG (xato noro Ha [IPY)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo:

| 4.  TAPTWJEH HOMEP

[TapTunen Ne

[5. JPYIro
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JAHHHU, KOUTO TPABBA JIA CBbABPKA BTOPHUYHATA OITAKOBKA

II'spBu4Ha onakoBka OyTHiIKa 3a 150 mg TBBPAM KalcyJM — onakoBka ot 200

1. UME HA JIEKAPCTBEHUSA TPOAYKT

Lyrica 150 mg TBBbpau Karncyiau
[IperaGanun

2. OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpAa kancyna ceabppka 150 mg nperabanux.

3. CIIUCBK HA ITIOMOINHUTE BEILIECTBA

To3u MIPOAYKT CbABPIKA JIAKTO3a MOHOXHUPAT: 3a ITIOBCYC I/IH(I)OpMaLII/IH, MPpOYCTCTEC JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA " KOJIMYECTBO B E/THA OITAKOBKA

200 TBBpAU KaICyTu

5. HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BBbBEKJTAHE

[IepopanHo npuiIoKeHue.
[Ipenu ynotpeba npoyerere TMCTOBKATA.

6. CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBITHO 3a ACIA.

| 7. APYI'U CIIEINMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOJNUMO

| 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'omen mo:

9. CIIEHHUAJIHM YCJIOBUS HA CbXPAHEHUE
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10.

CIHEIUAJIHA ITPEAITAZHA MEPKU IIPU U3XBBPJIAAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11.

NUME N AJJPEC HA TIPUTEXKXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrns

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/031

13.

HHAPTUJAEH HOMEP

[TapTugen No

14.

HAYUH HA OTITYCKAHE

15.

YKA3AHUSA 3A YIIOTPEBA

16.

WH®OPMAIIUSA HA BPAJIOBA A3BYKA

Lyrica 150 mg

| 17.

YHUKAJIEH UTAEHTUOUKATOP — IBYU3IMEPEH BAPKO/{

JByn3mepeH 0apKoJI ¢ BKIYCH YHUKAICH HICHTU(HUKATOP

| 18.

YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha 6aucrepure (14, 56, 100 u 112) u nepdopupan exHomno3oB djaucrep
(100) 3a 150 mg TBBLpPAN KATICYIH

1.

UME HA JIEKAPCTBEHUSA TPOAYKT

Lyrica 150 mg TBBbpaM Karncyiu
[IperaGanun

2.

OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpaa kancyna ceappka 150 mg nperabanu.

3.

CIIUCBK HA ITIOMOIINHUTE BEILIECTBA

To3u MIPOAYKT CbABPIKA JIAKTO3a MOHOXHUAPAT: 34 ITOBCYC I/IH(l)OpMaI_[I/IH, MMPOYCTCTEC JINCTOBKATA.

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

14 TBBpAM Karcynu

56 TBHpAM KaTCyu

100 TBBpIN KaTICyITH
100 x 1 TBBpIN KaMCyIH
112 tBBpAM Kancyan

S.

HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BbBEKJTAHE

[IepopanHo npuoXXeHue.
[Ipenu ynotpeba npouerere TUCTOBKATA.

6.

CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT ITOI'JIEJA U TOCET'A HA TELIA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

|7

APYI'U CIIEIMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOJNUMO

3amneyaTaHa OIaKOBKa.
I[a HC CC M3II0JI3BA, AKO OITaKOBKATa € Ouna OTBapsHa.

| 8.

JATA HA N3TUNYAHE HA CPOKA HA TOAHOCT

T'omen mo:
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9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

10. CHENOMWAJIHA NNPEAITAZHU MEPKU IIPU NU3XBBPJIIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/017-019
EU/1.04/279/028
EU/1/04/279/040

13. IAPTHUJAEH HOMEP

[TapTugen No

14. HAYMH HA OTIHIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HWH®OPMAIIUSA HA BPAJIOBA A3BBYKA

Lyrica 150 mg

| 17. YHUMKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoJ ¢ BKIOYCH YHUKAICH HICHTU(HUKATOP

| 18. YHUKAJIEH HWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:

63



MHUHUMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 56, 100 niau 112) u nepdopupan exnonozon oucrep (100) 3a 150 mg tebpau
KAICYJH

| 1. NME HA JIEKAPCTBEHUSA TIPOAYKT

Lyrica 150 mg TBBp¢ Karcyiau
[Iperadanuu

| 2. NME HA ITPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG (xaro noro Ha [TPVY)

| 3. JATA HA T3TNYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. HAPTUJIEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha 0stucrep (21, 84 niu 100) u neppopupan exnoxosos osucrep (100) 3a
200 mg TBBEPAN KaNCyJIn

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Lyrica 200 mg TBBpAH KaICyu
[IperaGanun

2. OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpaa kancyna ceappika 200 mg nperabanut.

3. CIIUCBK HA ITIOMOINHUTE BEILIECTBA

To3u MIPOAYKT CbABPIKA JIAKTO3a MOHOXHUAPAT: 34 IIOBCYC I/IH(i)OpMaL[I/Iﬂ, MMpOYCTCTEC JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

21 TBBPAU KANCYIH

84 TBBpIU KaTICYIH

100 TBBpIN KaTCyITH
100 x 1 TBBpIM KaMCyIH

5. HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BbBEKJTAHE

[IepopanHo npuoxeHue.
[Ipenu ynotpeba npoyerere TMCTOBKATA.

6. CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CIIEIMAJIHU NPEAYIIPEKIAEHUA, AKO E HEOBXONUMO

3amneyaTaHa OIaKOBKa.
I[a HC CC M3II0JI3BA, AKO OITaKOBKATa € Ouna OTBapsHa.

| 8. JATA HA N3TUNYAHE HA CPOKA HA TOAHOCT

T'omen mo:
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9. CIIEHHUAJIHA YCJIOBUS HA CbXPAHEHUE

10. CHENOMWAJIHU NNPEAITAZHU MEPKU ITPU N3XBBPJIIAAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHHUTE NPOAYKTHU UJIN OTHHAABYHU MATEPHUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/020-022
EU/1/04/279/041

13. IMAPTHUJAEH HOMEP

[TapTugen No

14. HAYMH HA OTIHIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HWH®OPMAIIUSA HA BPAJIOBA A3BBYKA

Lyrica 200 mg

| 17. YHMKAJIEH HWAEHTU®UKATOP — JIBYU3IMEPEH BAPKO/{

JIByn3mepeH 0apKoJI ¢ BKIOYCH YHUKAICH HACHTU(HUKATOP

| 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bancrep (21, 84 unun 100) n nepdopupan eqnono3os dauncrep (100) 3a 200 mg TBBpAU KANCyJIH

| 1. UME HA JIEKAPCTBEHUSA TPOAYKT

Lyrica 200 mg TBBbpAH KaIcCyu
[Iperadanuu

| 2. HUME HA ITPUTEXATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG (xato noro Ha [IPY)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo:

| 4.  TAPTWJEH HOMEP

[TapTunen Ne

[5. JPYIro
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JAHHU, KOUTO TPABBA JJA CBbABP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha 0tucrtep (14, 56 niu 100) u neppopupan exnoxosos daucrep (100) 3a
225 mg TBBPAN KaNCyJIn

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Lyrica 225 mg TBBbpAH KaICyu
[IperaGanun

2. OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpAa Kancyna cbabppika 225 mg nperabanut.

3. CIIUCBK HA ITIOMOINHUTE BEILIECTBA

To3u OPOAYKT CbABPIKA JIAKTO3a MOHOXUAPAT: 34 ITIOBCYC I/IH(i)OpMaL[I/Iﬂ, MMpOYCTCTEC JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

14 TBBpAM Karcynu

56 TBBpAM KaTCyJu

100 TBBpIN KaTCyITH
100 x 1 TBBpIM KaMCyIH

5. HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BbBEKJTAHE

[IepopanHo npuoxeHue.
[Ipenu ynotpeba npouerere TUCTOBKATA.

6. CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CIIEIMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOJNUMO

3amneyaTaHa OIaKOBKa.
I[a HC CC M3II0JI3BA, AKO OITaKOBKATa € Ouna OTBapsHa.

| 8. JATA HA N3TUNYAHE HA CPOKA HA TOAHOCT

T'omen mo:
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9. CIIEHHUAJIHA YCJIOBUS HA CbXPAHEHUE

10. CHENOMWAJIHU NNPEAITAZHU MEPKU ITPU N3XBBPJIIAAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/033-035
EU/1/04/279/042

13. IMAPTHUJAEH HOMEP

[TapTugen No

14. HAYMH HA OTIHIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HWH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Lyrica 225 mg

| 17. YHMKAJIEH HWAEHTU®UKATOP — JIBYU3IMEPEH BAPKO/{

JIByn3mepeH 0apKoJI ¢ BKIOYCH YHUKAICH HACHTU(HUKATOP

| 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bancrep (14, 56 niun 100) n nepdopupan eqnono3os dauncrep (100) 3a 225 mg TBBpAU KaNCyJIu

| 1. UME HA JIEKAPCTBEHUSA TPOAYKT

Lyrica 225 mg TBbpAH KaICyu
[IperaGanun

| 2. HUME HA ITPUTEXATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG (xato noro Ha [IPY)

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen mo:

| 4.  TAPTWJEH HOMEP

[TapTunen Ne

[5. JPYIro
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JAHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

II'spBu4Ha onakoBka OyTmika 3a 300 mg TBbPAM KalcyJM — onakoBka ot 200

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Lyrica 300 mg TBBbpAH KaICyiu
[IperaGanun

2. OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpAa kancyna ceappika 300 mg nperabanux.

3. CIIUCBK HA ITIOMOINHUTE BEILIECTBA

To3u OPOAYKT CbABPIKA JIAKTO3a MOHOXHUAPAT: 34 IOBCYC I/IH(l)OpMaL[I/IH, MMpOYCTCTEC JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA " KOJIMYECTBO B E/THA OITAKOBKA

200 TBBpAU KaICyTu

5. HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BBbBEKJTAHE

[IepopanHo npuiIoKeHue.
[Ipenu ynotpeba npoyerere TUCTOBKATA.

6. CIHIEHUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBITHO 3a ACIA.

| 7. APYI'U CIIEINMAJIHU NPEAYIIPEKIAEHUSA, AKO E HEOBXOJNUMO

| 8. JATA HA N3TUNYAHE HA CPOKA HA TOAHOCT

T'omen mo:

9. CIIEHHUAJIHM YCJIOBUS HA CbXPAHEHUE
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10.

CIIEHOUAJIHA ITPEAITAZHA MEPKU IIPU NU3XBBPJIISAAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11.

UME N AJJIPEC HA TIPUTEXKXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrns

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/032

13.

HHAPTUJAEH HOMEP

[TapTugen No

14.

HAYUH HA OTITYCKAHE

15.

YKA3AHUSA 3A YIIOTPEBA

16.

WH®OPMAIIUSA HA BPAMJIOBA A3BYKA

Lyrica 300 mg

| 17.

YHUKAJIEH UTAEHTUOUKATOP — IBYU3IMEPEH BAPKO/{

JByn3mepeH 0apKoJI ¢ BKIYCH YHUKAICH HICHTU(HUKATOP

| 18.

YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha 6uaucrepure (14, 56, 100 u 112) u nepdopupan exnomno3oB dJjaucrep
(100) 3a 300 mg TBBLpPAN KATICYJIH

1.

UME HA JIEKAPCTBEHUSA ITPOAYKT

Lyrica 300 mg TBBpAH KaIcyiu
[IperaGanun

2.

OBSBSABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika TBBpAa kancyna ceappika 300 mg nperabanux.

3.

CIIUCBK HA ITIOMOINHUTE BEILIECTBA

To3u OPOAYKT CbABPIKA JIAKTO3a MOHOXHUAPAT: 34 IOBCYC PIH(I)OpMaLII/IH, MpOYCTCTEC JINCTOBKATA.

4.

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B E/THA OITAKOBKA

14 TBBpAM Karcynu

56 TBHpAM KaTCyu

100 TBBpIN KaTCyITH
100 x 1 TBBpIN KaMCyIH
112 TBBpIN KamCyau

S.

HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BbBEKJTAHE

[IepopanHo npuioKeHue.
[Ipenu ynotpeba npouerere TUCTOBKATA.

6.

CIIEHUAJIHO MPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHABA HA MACTO JAJIEYE OT ITIOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

|7

APYI' CIIEDMAJIHU NPEAYIIPEKIEHUSA, AKO E HEOBXOJNMO

3amneyaTaHa OaKoOBKa.
I[a HC CC M3II0JI3B4, AKO OITaKOBKATa € Ouna OTBapsHa.

| 8.

JATA HA N3TUNYAHE HA CPOKA HA TOAHOCT

T'omen mo:
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9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHENOMWAJIHA NNPEAITAZHU MEPKU ITPU N3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/023-025
EU104/279/029
EU/1/04/279/043

13. IAPTHUJAEH HOMEP

[TapTugen No

14. HAYMH HA OTIHIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HWH®OPMAIIUSA HA BPAJIOBA A3BBYKA

Lyrica 300 mg

| 17. YHUMKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/]

JIByn3mepeH 0apKoJ1 ¢ BKIYCH YHUKAICH HICHTU(GUKATOP

| 18. YHUKAJIEH HWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bancrep (14, 56, 100 noin 112) u nepdopupan ennono3os o6aucrep (100) 3a 300 mg TBbpan
KAICYJIH

| 1. NME HA JIEKAPCTBEHUSA TIPOAYKT

Lyrica 300 mg TBBp/I¢ KaIcyiu
[Iperadanuu

| 2. NME HA ITPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG (xaro noro Ha [TPVY)

| 3. JATA HA T3TNYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. HAPTUJIEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHU, KOUTO TPABBA JJA CbABbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

| 1. NME HA JIEKAPCTBEHUSA TIPOAYKT

Lyrica 20 mg/ml nepopaneH pa3TBop
[IperabGanun

| 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcexu ml ceapprka 20 mg nperabasiuH.

| 3. CIIMCBK HA ITIOMOINHUTE BEIHIECTBA

ITomomrauTe BemecTBa BKIouBaT E216 (mpomw napaxuapokcudensoar) u E218 (metun
napaxuapokcuOen3oart). 3a moseue HHGOpMaIHs, IPoYeTeTe JTUCTOBKATA.

| 4. JEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B ETHA OITAKOBKA

473 ml nepopaiieH pa3TBop ¢ 5 ml CIpUHIIOBKA 3a MEPOPATHO MPUIOKEHUE U afanTep 3a OyTHIKa
(PIBA)

| 5. HAYMH HA TIPUJIATAHE U ITBT(MIIIA) HA BBbBEKJTAHE

[IepopanHo npuoXeHue.

[Ipenu ynoTpeba mpoyerere INCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXJAEHUE, YE JEKAPCTBEHUAT IPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOI'VIEJA U TOCET'A HA TEITA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CHEIIMAJHHU NPEAYIIPEKIAEHUA, AKO E HEOBXOANMO

| 8. JATA HA T3TNYAHE HA CPOKA HA TOAHOCT

T'omen mo:

| 9. CIHEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

76



10.

CHHEHUAJIHA MPEAITASHUA MEPKHU I1PU NU3XBBPJIISTHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTU NJIN OTHAABYHU MATEPUAJIN OT

TAX, AKO CE UBUCKBAT TAKHBA

[ 11.

NME N AIPEC HA ITPUTEKATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrus

| 12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/044

| 13.

HAPTUJIEH HOMEP

[TapTunen Ne

| 14.

HAYMH HA OTHYCKAHE

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIINSA HA BPAMJIOBA A3BYKA

Lyrica 20 mg/ml

[17.

YHUKAJIEH TIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mMepeH O0apko ¢ BKIIOUEH YHUKAJICH HACHTH()HUKATOP

| 18.

YHUKAJIEH NTIEHTUOUKATOP — JTAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JJA CbABbP/KA IBPBUYHATA OITAKOBKA

ETUKET HA BYTHJIKATA

| 1. NME HA JIEKAPCTBEHUSA TIPOAYKT

Lyrica 20 mg/ml nepopaneH pa3TBop
[IperabGanun

| 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcexu ml ceapprka 20 mg nperabasiuH.

| 3. CIIMCBK HA ITIOMOINHUTE BEIHIECTBA

ITomomrauTe BemecTBa BKIouBaT E216 (mpomw napaxuapokcudensoar) u E218 (metun
napaxuapokcuOen3oart). 3a moseue HHGOpMaIHs, IPoUYEeTETe JTUCTOBKATA.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EITHA OITAKOBKA

473 ml nepopaiieH pa3TBoOp

| 5. HAYYH HA TIPUJIATAHE U ITBT(MIIIA) HA BbBEKJTAHE

[IepopanHo npuiIoKeHue.

[Ipenu ynoTpeba mpoyerere INCTOBKATA.

6. CIHEHUWAJIHO NPEAYHNPEXJAEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IOI'VIEJA U TOCET'A HA TELITA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CHEIIMAJHHU NPEAYIIPEKAEHNA, AKO E HEOBXOANMO

| 8. JATA HA T3TUNYAHE HA CPOKA HA TOAHOCT

T'omen mo:

| 9. CIHEHUAJIHA YCJIOBUSA HA CbXPAHEHUE
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10. CHEUIMAJIHU ITPEAITAZHU MEPKU IIPU U3XBBHPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTU NJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

| 11. HME U AJJIPEC HA IPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrus

| 12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/279/044

| 13. NAPTUJEH HOMEP

[TapTunen Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HWH®OPMAIIUSA HA BPAMJIOBA A3BYKA

| 17. YHMKAJIEH NWIEHTUDOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mMepeH O0apko ¢ BKIIOUEH YHUKAJICH UACHTH()HUKATOP

| 18. YHMKAJIEH NWIEHTUDOUKATOP — JTAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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Bb. IUCTOBKA
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JIncroBka: uH(popManus 3a norpeduTeNst

Lyrica 25 mg TBbpau KancyJm
Lyrica 50 mg TBbpau KancyJm
Lyrica 75 mg TBbpau KancyJim
Lyrica 100 mg TBbpAN Kancyau
Lyrica 150 mg TBbpan kancyau
Lyrica 200 mg TBbpAN KanCyau
Lyrica 225 mg TBbpAN KaNCyJIH
Lyrica 300 mg TBbpAN Kancyau

[Iperabamun (Pregabalin)

IIpoyereTe BHMMATEJIHO NSlJIATA JUCTOBKA, IIPEAH /14 3alI0YHETe 1a IpHeMaTe TOBA JIEKapCTBo,
Thil KATO TS ChABP:KA BaxkHa 32 Bac undopmanusi.

- 3anazere Ta3u JUCTOBKA. Moe J1a ce HAJIOXKH J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HAKaKBH JIOIBIHUTEIHU BBIIPOCH, TIONTUTaiTe Bamms nexkap uimu gapMarnesnT.

- ToBa nexapcTBo € nmpeanucano Ju4Ho Ha Bac. He ro npeotcThnBaiiTe Ha Apyru xopa. To Moxe
Jla UM HaBpeIly, He3aBUCHMO Y€ TPU3HALNTE HA TIXHOTO 3a00JsBaHE ca ChINUTE KaTo BammTe.

- AKO MOJTy4YuTE HIKAKBU HEXEJIAHU JIEKAPCTBEHU peakUuu, yBeaoMeTe Bamusa nekap unu
(apmaneBT. ToBa BKITIOYBA M BCUYKH BH3MOKHU HEXKEITAHU PEAKIIMH, HEOMTUCAHH B Ta3H
JMcTOBKA. BrokTe Touka 4.

Kakso CbAbpPiKa Ta3u JJUCTOBKA:

Kakso npencrasnsiBa Lyrica 1 3a KakBo ce H3110J13Ba

Kakso Tps6Ba na 3naere, npenu na npuemete Lyrica

Kak na npuemare Lyrica

BBb3MOxkHM HeXeNaHu peakiun

Kak na cexpansBate Lyrica

ChbabpxaHue Ha OTIAKOBKATa U IOMBJIHUTEIHA HHPOPMALUs

AN S

1. Kakso npexacrasasia Lyrica u 3a KakBo ce H3I10J13Ba

Lyrica nprHaaiexu KbM Ipyna JeKapcTBa, KOUTO Ce U3IO0JI3BAT 3a JIeUeHHE Ha eMIIICTICHS,
HEBpOMaTHa 00JIKa U TeHepalIu3UpaHo TPeBOXKHO pazcTpoiictBo (I'TP) mpu BB3pacTHH.

[epudepna u nenTpaina Hepponatna 6oaka: Lyrica ce n3moi3Ba 3a JieueHre Ha IPOIbIDKUTEITHA
0oJKa, MPUYMHEHA OT YBPEXKJaHe Ha HepBUTe. Pa3znnunu 3a009BaHus MOTAT J1a IPEIU3BUKAT
nepudepHa HeBpomaTHa O0JIKa KaTo HampuMep JuadeT MM Xeprec 30cTep. Y cemanusaTa 3a 0oika
MoOTaT Ja ObJIaT OMMUCAHM KAaTO TOpPEIIH, Tapely, MyJICUPAIH, CTPEIKAIIH, MPOOOK AL, OCTPH,
CKOBaBaIllH, CHITHA OOJIE3HEHOCT, CMBJICHE, YCEIlIaHe 3a U3TPhIIBaHe, MPOOOKIaHE C UTIIH.
[lepudepnara u eHTpaTHA HEBpPONAaTHA 0OJTKAa MOXKe J1a ObJie CBhp3aHa U C IPOMEHU B
HACTPOCHHETO, HAPYIICHUS Ha ChHS, yMOpa (YMOPSEMOCT) i MOXKe Jla C€ 0Tpa3u Ha (PU3UYECKOTO U
conuairHo GyHKIIMOHUPAHE U Ha KAYECTBOTO Ha )KMBOTA KaTO IS0,

Enunnencus: Lyrica ce u3mon3Ba 3a jiedueHue Ha HAKOH GOpMHU Ha enuyiencus (MapuuaiHi IPUCThIN
cbc WM 0e3 BTOpUYHA TeHepann3anus) Ipy Bb3pacTHU. Bammsr nekap me Bu npeanume Lyrica, 3a
na Bu nomorne na nexyBate Bammara enunencusi, Korato mpoBeXIaHOTO JIEUCHUE HE BOIH JI0
oBNasisiBaHe Ha cheTosiHMETO Bu. TpsiOBa na B3emare Lyrica kato nombiHeHne kbM Bamero
HacTosIo JeyeHue. Lyrica He e mpeHa3HaueHa 3a caMOCTOosATeNIHA YyIOTpeba, a BuHaru TpsoBsa aa
Obae npuiIarana B KOMOMHALMS C IPYTO aHTHETTMIICTITHYHO JICUCHHE.
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I'enepanu3upaHo TPEBOKHO Pa3cTPoiicTBO: Lyrica ce n3mos3Ba 3a JIeYeHne Ha TeHepaTn3upaHo
TpeBoxkHO pa3cTpoiictBo (I 'TP). Cumnromute Ha I'TP ca mpogbmkuTenHa mpekoMepHa TPEBOKHOCT U
MIPUTECHEHHUE, KOUTO ce KOHTpoaupaT TpynHo. [ TP Moxe chio na npean3Buka 6€3MOKOHCTBO WITH
ycelaHe 3a Bb30ya Wir HEPBHOCT, JISCHO YMOPSIBaHE, 1a U3INTBATE TPYTHOCTH IIPU KOHIIEHTPHUPaHE
niu 0Ny ToJieTa B aMeTTa, Ja Ce yCellaTe pa3ipa3HuTelieH, 1a IMaTe MYCKYJITHO HalpeXeHne WIn
po0JieMu che ChHS. ToBa € pa3IuyHO OT CTpeca M HAMMPEIKEHUETO Ha OOMYAaHOTO BCEKUTHEBHE.

2. Kakso Tpsi6Ba na 3Haere, npeau aa npuemere Lyrica
He npuemaiite Lyrica:

. aKo CTe aJIepPru4HU KbM NperadaiuH Wik KbM HIKOS OT OCTaHAJINTE ChCTABKU Ha TOBA
JIeKapcTBO (M30pOeHU B TOUKa 6).

Ipeaynpe:xaenus ¥ npeInasHu MepKu
Koncynrupaiite ce ¢ Bamus nexap wiu gpapmanesT, npeau ga npuemere Lyrica.

. Hsikou manmenTH, kKouto mpueMar Lyrica, chOOIIaBaT 3a CUMIITOMHU, MIPEAIIOJIarally alepruyHa
peaKkmus. Te3u cuMOTOMH BKIIIOUBAT moayBaHE Ha JIMIIETO, YCTHUTC, €3UKa U I'bPJIOTO, KAKTO U
o0IIMpeH KoKeH 00puB. AKo npu Bac ce mosiBM HAKOS OT Te3U PEaKIMK, TPpsOBa He3a0aBHO /1a
ce cBbpikeTe ¢ Bamusg nekap.

° YHOTpe6aTa Ha Lyrica CC CBBbpP3Ba C BUCHC HA CBAT U CbHJIMBOCT, KOUTO MOT'aT Aa yBCJINYAT
IIosgBaTa Ha cnyqaﬁﬂo HapaHsBaHC (nanaHe) IIpU MaUCHTU B CTAPYCCKaA Bb3PacCT.
CJ'ICI[OBaTeJ'IHO, TpH6Ba Ja 6’L,I[GT6 BHUMATCIIHH, JOKATO CBUKHETC C BCCKHU C(I)GKT Ha
JICKapCTBOTO.

. Lyrica Moe J1a MpUYMHA 3aMbBIIISIBaHE WM 3ary0a Ha 3pEHUETO, HITH JPYTH IPOMEHH B
3pEHHETO, MHOTO OT KOHWTO ca BpeMeHHU. TpssOBa He3a0aBHO Jla ce CBBpKeTe ¢ Bammus nekap,
aKO C€ MOSABAT IPOMEHU B 3peHueTo Bu.

o Hsxon IMalfMCHTH C ,Z[I/Ia6€T, KOHWTO IIOKAa4YBaT TCJIICCHOTO CU TCTJIO IIPpHU yHOTpeGa Ha
npera6am/1H, MOTraT Aa CC HYXXJAAiAT OT MMPOMAHA B TCXHUTC ,Z[I/Ia6eTHI/I JICKapCTBa.

° OHpC,Z[CJ'ICHI/I HCXKCJIaHU pCAaKIU, KaTO CbHIIUBOCT, MOTaT Ja 6’L,[[aT I10-4€CTH, TBil KaTO
ITalfMCHTH C Fp’L6Ha‘{HOM03"b‘IHa TpaBMa MOTaT [ia MpueMat v Jpyru JICKapCTBa 3a JICUCHUC,
HarmpuMmep Ha 0OoJIKaTa Uin MYCKYJIHHA CIIa3bM, KOUTO UMAT HO,Z[06HI/I Ha HperaGaJmH
HCXKCJIaHU PCAKINU U TCIKCCTTA HA TC3U PCAKIIMU MOXKC 1a HApaCHE, KOraTo JICKapCcTBaTa €
npuemMat CJHOBPEMCHHO.

. Nma cpobmienns 3a chpaeyHa HeJJOCTaThYHOCT IPU HAKOM MallMeHTH, KOUTO pueMat Lyrica;
TE3U NallMEHTH ca MPEIUMHO B CTApUYECKa Bb3PacCT ChC ChbPACUYHO-CHI0BU yBpexkaanus. [lpean
Ja mpueMare TOBa JIEKAPCTBO, cho01IeTe Ha Bamus nekap, ako nMaTe aHaMHe3a 3a
Cbple4YHO 3a00J11BaHe.

. Nma cpobuienns 3a 6p0pedna HeAOCTaThUYHOCT MPH HAKOM NAalMEHTH, KOUTo npuemar Lyrica.
Ako 3a0enexuTe HaMaleHo ypUHHUpaHe A0KaTo npuemate Lyrica, TpsOBa na cho0mure Ha
Bamms nekap, Thi KaTO CIMPAHETO Ha JIEKapCTBOTO MOXKE Ja MOJ00pU TOBA ChCTOSTHHE.

o Maika gact oT XO0para, JICKyBaH! C aHTUCITWJICITUYHHU JICKApPCTBA KaTO Lyrica, ca UMaJId MUCJIN

3a caMOHapaHsABaHE UM CaMOyOHICTBO. AKO ce MOSBST TaKMBa MUCIH, He3a0aBHO ce 0ObpHETE
KbM Bamms nekap.
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. Korato Lyrica ce mpuema ¢ Apyr# JeKapcTBa, KOUTO MOTaT Aa IPUYMHSAT 3areK (KaTo HAKOU
BUOBE OOJIKOYCIIOKOUTEIIHH ), BB3MOKHO € a2 HACTBIIAT HAKOU CTOMALIHO-YPEBHH MpodiaeMu
(Hamp. 3amexK, 3anynIBaHe WK Mapajn3a Ha yepsara). Madopmupaiite Bamms nekap, ako
MOJIYYHTE 3aIeK, 0cOOEHO aKo CTe MPeAPa3NOoI0KEHN KbM TO3U IpoOIeM.

° Hpe,[[I/I Aa MpUEeMETC TOBA JICKApCTBO Tpﬂ6Ba Ja KaXXE€TC Ha Bamms JICKap, ako CTC CTpaaaliu OT
AJIKOXOJIU3BM HUJIN HAKAKBa JICKApCTBCHA 3J10yn0Tpe6a nin 3aBucuMocT. He an/IeMaﬁTe IIOBCUYC
JICKApCTBO OT NPCAINMMUCAHOTO.

. CpoO1eHHu ca cayvyand Ha KOHBYJICHH 110 BpeMe Ha IprueM Ha Lyrica Ui cKopo ciexn
npekparsBaHe Ha npuema Ha Lyrica. Ako moiay4nTe KOHBYJICHS, ChOOIIETe He3a0aBHO Ha
Bamms nekap.

. CpoO1enH ca ciayvau Ha HapylIeHHe Ha MO3buHaTa QyHKUUs (eHuedanonaTys) Npyu HIKOHU
nanueHTH, npuemanu Lyrica u cTpagany u ot apyru 3abonsBanus. YBenomete Bamms nekap,
aKo MMaTe aHaMHe3a 3a HAKAKBU CEPHO3HU 3a00JsIBaHHSA, BKIIOUYUTEIHO YEPHOAPOOHO WK
0B0peuHo 3a0omsBaHe.

Jeua u ronomu

be3onacHocTTa 1 e(i)I/IKaCHOCTTa npu acua U rOHOIIH (Ha BB3pacT oA 18 FO,Z[I/IHH) HC Ca YCTaHOBCHHU U
rnopaau ToBa npera6anHH HC TpSI6Ba Ja CC U3M0JI3Ba B Ta3W Bb3pacCTOBA I'pyIia.

JApyru nexapcrBa u Lyrica
Wndopmupaiite Bamms nexap uinu papmanesT, ako mpuemMare, HaCKOpO C€ MPUEMaNU W €
BB3MOXHO J1a IPUEMETE IPYTH JIEKapCTBa.

Lyrica u HAKOHM Ipyru JiekapcTBa MOTaT Jla CU BIMSAT €JHO Ha Apyro (B3auMoneiictue). Koraro ce
nprema ¢ oIpeeseHH APYTH JeKapcTBa, KOUTO UMAT YCIIOKOUTETHO JIeiicTBUE (BKIIOUUTEIIHO
onumouan), Lyrica Moke 1a 3acuiy Te3u e(peKTH 1 MOKe J1a TOBEJe OO AUXATEIHA HEJOCTaThYHOCT,
KoMma u cMbpT. CTeneHTa Ha BUEHE Ha CBAT, CbHIMBOCT M HAMaJeHA KOHLEHTPALUs MOTaT Jia
HapacHart, ako Lyrica ce B3eMa 3aeIHO C JIEKapCTBa, ChIbPKALIH:

OKCHKOIOH — U3IIOJI3BaH KaTo CPEJCTBO MPOTHB OOJIKH
Jlopazenam — M3M0A3BaH 3a JIEUCHUE HA TPEBOKHOCT
AJKOX01

Lyrica MOXE Oa 6”[»,[[6 nprueMaHa € IepopajiHd KOHTPAallCITUBU.

Lyrica ¢ Xxpana, HaMTKA ¥ aJIKOXO0JI
Kancynure Lyrica MmoraT na 0b1aT mpueMaHu cbC WK 0e3 XpaHa.

HpenoquBa CC 1a HC CC MMUC AJIKOXOJI, JOKATO MpuUeMare Lyrica.

BpemenHocT M KbpMeHe

Lyrica ne TpsiOBa na Obe B3eMaHa 10 BpeMe Ha OpPeMEHHOCT WM KbpPMEHE, OCBEH ako BamusT nexap
He Bu e xazan apyro. XKenu ¢ nerepojieH moTeHIMaN € HEOOXOAMMO Ja U3I03BaT ePUKACHU
MPOTHBO3a4aThUHH CPEACTBA. AKO cTe OpeMeHHa WK KbpPMHUTE, CMATAaTEe, Y€ MOXKE Ja CTe OpeMEeHHa
WK TUIaHupate OpeMeHHOCT, MoChBeTBalTe ce ¢ Bamms nekap nim ¢papmaneBT npeau yrnorpedara Ha
TOBA JIEKApCTBO.

Hlo¢pupane u padota ¢ MAIIUHU

Lyrica MOIXKE a IpCAU3BUKA 3aMAasTHOCT, CbHJIIMBOCT U HaMaJICHA KOHLICHTpAIHA. He TpSI6Ba Ja
H_IO(l)I/IpaTe, Ja pa6OTI/ITC CbhC CJIOKHU MAIIWHU WK [Ja CC BKIIFOYBATC B APYT'A NIOTCHIUAJIHO PUCKOBHU
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JNEHHOCTH, TOKAaTO He pa30epeTe Naiu TOBa JISKapCTBO He 3acsra Bammara cnocoOHOCT Jja H3BbpIIBATE
TE3U JEUHOCTH.

Lyrica cpabp:xa JJakT032a MOHOXHAPAT
Axko Bamust nexkap Bu e kazan, ue uMaTe HEHOHOCUMOCT KbM HIKOHU 3aXapH, OObPHETE ce KbM HETO
MIpeIu Aa 3alI0YHETE 1a B3EMaTe TOBa JIEKapCTBO.

3. Kak na npuemare Lyrica

Bunarn npuemaiite ToBa J€KapcTBO TOYHO KakTo By e ka3an Bammsr nekap. AKo HE CTe CUTYPHH B
Helo, nonuraite Bamms nekap nin ¢papmaresT.

Bammsar JICKAp IS OIPCAC/IN KaKBa J03a € MMOAXO0AsIIa 3a Bac.
Lyrica € IMpcAHa3Ha4YCHa CaMoO 3a NCPOPATIHO MPUITIOKCHHUC.

IlepudepHa u neHTpajHa HeBPONATHA 00JIKA, ENUJICIICHSA HJIH IeHePATH3UPAHO TPEBOKHO
Pa3CTPOICTBO:

. Bsemaiite TonkoBa Kancyiau, KONkoTo Bu e HazHauywmn Bammsr nekap.

. Hozata, nogxonsma 3a Bac u Bameto cecTosiHre, o6nuaiino me 0pae Mexay 150 mg u 600 mg
BCEKHU JIEH.

. Bammsar nexap me Bu xaxe na Bzemare Lyrica wium 1Ba mbTH, WIK TPH IIBTU AHEBHO. [Ipu

IBYKpaTeH MpreM B3emaiitre Lyrica Bceku AeH CyTpUH U Beuep NPUOIU3UTETHO 10 €HO U
cbiio BpeMme. [Ipu Tpukparten nmpuem B3emaiite Lyrica Bceku feH cyTpHH, cieno0en u Beuep
MPUOTU3UTEITHO 110 €IHO U CHILO BPEME.

AKo MaTe yceuianeTo, uye epekrsT Ha Lyrica e mpekaneHo CHIIeH WK IPEKaJIeHo ci1ad, TOBOpETeE C
Bamms nekap nim ¢papmarenT.

AKO CTe MaInueHT B cTapuecka Bb3pact (Hax 65 roaunn) TpsoBa na B3eMate Lyrica mo obnyaitaus
Ha4YHMH OCBEH, aK0O UMare mpobiemu ¢ OpOpenure.

Bammsar nexap moxe na Bu npeanuiie pasnudHa cxema Ha JO3UpaHe W/WIH 1033, aKO HMaTe
npobaemu ¢ 6p0penuTe.

[NormpuiaiiTe Kamcynara 1s1a ¢ BoJa.
[Ipoawmxasaiite na B3emare Lyrica, nokaro Bammsar nekap e Bu kaxe na copere.

AKo cTe pHesu MoBeve oT HeoOxonuMaTa q03a Lyrica

He3zabaBHo ce obanere Ha Bamms nexkap nim otuaere 10 Ha-OJM3KOTO OOJTHUYHO CIIEIIHO
otaenenue. Bzemere KyTHiikata uiam OyTuiikaTta oT Karncyiu Lyrica c Bac. Moxe na ce mouyBcTBare
CBHJIMBH, OOBPKaHH, IPEeBb30yICHU WIIM HECTIOKOHHHM B pe3yATar OT IpHeMa Ha OBeYe OT
HeoOxonumara o3a Lyrica. Cro0maBa ce 1 3a mpunaxblH.

AKo cTe nponycHaau Aa npuemere Lyrica

BaxHno e 1a B3emaTe BamuTe Karcyiau Lyrica pefoBHO 10 €JHO U CHIIO BPeMe BCEKH ACH. AKO
3a0paBuTE Ja B3eMETe €Ha /1032, B3eMETe s BEHAra IIOM CH CIIOMHHUTE, OCBEH aKO HE € JIOLLIO
BpeMe 3a Bamara cneaBaia no3a. B To3u ciaydail mpocTo Npoab/KETe ChC CIEABAIaTa 103a 110
obunuaitnus HauuH. He B3emaiiTe ABOIHA 7033, 32 Ja KOMIICHCHpaTe MPOIycHaTaTa 103a.

AKko cTe cripesin mpuema Ha Lyrica
He cniupaiite na B3emate Lyrica, ocBen ako Bammsrt nekap He Bu e kazan qa HanpaBUTe TOBA.
CriupaHeTo Ha JIeYeHUETO TPsIOBa J1a CTaHe MOCTETIEHHO B MPOIB/DKEHUE HA TIOHE €IHA CEMHLIA
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Bue Tpsa6Ba na 3Haere, ye cien ciMpaHe Ha ABITOCPOYHO WIM KPaTKOCPOYHO JieueHue ¢ Lyrica moxe
7la U3MIUTATEe ONpPEACTICHN HeXKEeJIaHU Peakuru. Te BKIIoYBAT Mpo0IeMu ChC ChHS, IIaBO0OIHE,
rajicHe, TPEBOXKHOCT, AUAPHUs, TPUTIONIOIO0OHN CUMIITOMH, KOHBYJICHH, HEPBHOCT, ACNPEcHsl, OONKa,
[TOTEHE U BUEHE Ha CBAT. T€3M CUMIITOMH MOTaT Ja C€ MPOSBSAT M0-YECTO WM TEXKKO, aKO CTE
npuemany Lyrica 3a mo-npoabiDKUTeNEH EPUOLT OT BpEMe.

AKO MMaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha TOBA JICKAPCTBO, IOMHUTANTE
Bamms nekap, nnu gpapmanesT.

4. BB3MOKHE HexkeTaHU peaKnuu

Kakro Bcnuku JICKApCTBA, TOBA JICKAPCTBO MOKC [a MPCAN3BHUKA HCKCIAHU PCAKIINU, BBIIPCKU Y€ HC
BCCKH I' TIOJIy4YaBa.

MHoro yecTH: MOrar /ia 3acernat nosede or 1 Ha 10 nymm
. 3aMasHOCT, ChbHJIMBOCT, TIaBoOOINE

Yectu: morar ga 3acernar a0 1 na 10 xymmnm

° IloBumieH ameTut

o HpI/IHOBI[I/IFHaTO HACTpOCHUC, 06’LpKaHOCT, AC30pUCHTAl M, HAMAJICH CCKCYAJICH NHTCPCEC,
PasaApasHUTCIHOCT

° HapymeHI/I;I Ha BHUMAaHHUCTO, HCIIOXBATHOCT, HAPYIICHUSA HA IIaMCTTa, 3ary6a Ha I1aMcCT,

TpernepeHe, 3aTpyIHeHNs IPU TOBOPEHE, MpaByUYKaHe, U3TPhIBAaHE, CEAUPaHe, JIeTapTusl,
Oe3cpHHUE, yMOpa, HeOOMYaiHO yceulane

o 3aMBIJIICHO 3pEHHE, IBOMHO BUKIAHE

o CBeTOBBpPTEX, NPOOIEMH C PABHOBECUETO, MTAJaHE

Cyxorta B ycTara, 3a1eK, MoBpbllaHe, 00pa3yBaHe Ha Ta30Be, JUAPHs, TaJCHE, T0IyBaHE HA

Kopema

3arpyAHEHa epeKuus

[loxyBaHe Ha TAIOTO, BKIIOUYUTETHO KPAaHHULIUTE

OnwusiHeHue, HapyIIEHUs B TOXOKaTa

HatpymnBane Ha TenecHO Terio

Myckynnu Kpamn, 00JIka B CTaBUTE, OOJIKK B I'bp0a, O0JIKK B KpaHULIUTE

Bb3naneno repio

HeuvecTn: Morar na 3acernar 10 1 Ha 100 xymm

° 3ary6a Ha afncTur, 3ary6a Ha TCIrJ10, HUCKA KPbBHA 3aXap, BUCOKA KPbBHA 3axap

o HpOMHHa Ha BB3MNPUATHUCTO 3a CaMUs cebe CH, 663HOKOﬁCTBO, AcIpecusd, B’L36y,[[a, IMPpOMCHHU B
HAaCTPOCHUCTO, 3aTPYAHCHUC TP HAMUPAHCTO Ha AYMHU, XAJIIOOUHAIUU, TATOJIOTUYHU CHbHUIIIA,
IMPUCTHIIN Ha MMAaHUKA, allaTUus, arpeCusl, NpunoOBAUIHATO HACTPOCHUEC, YMCTBCHO HAPYIICHUC,
3aTPYAHCHO MUCJICHC, ITOBUIIICH CCKCYAJICH UHTCPECC, HpO6J’IeMI/I CbhbC CCKCyaJiHaTa (I)YHKLII/IFI,
BKJIFOUYUTCIHO HCBB3MOXKHOCT 3a JOCTUT'aHC HA Opra3bM, 3a0aBeHa CAKYyJIalua

o HpOMeHI/I B 3pCHUCTO, HEOOUYaHO ABWXKXCHUC HA OYUTC, IPOMCHU B 3pCHUCTO, BKIIFOYUTCIHO
TYHCJIHO 3pCHHC, HpO6J’I$IC’bL[I/I OT CBCTJIMHA, KOHBYJICUBHU JABWXXCHUS, TIOTUCHATH pe(bnelccn,
IMMOBUIIICHA AKTUBHOCT, BUCHC Ha CBAT IIPHU CTABAHC, ITOBUIIICHA KOXKHA YYBCTBUTCIHOCT, 3ary6a
Ha BKYC, TapCHEC, TPCIICPCHE NIPHU ABUKXCHUC, TOTHUCHATO Cb3HAHUC, 3ary6a Ha Cb3HAHUC,
IpUNnaabK, MOBUIICHA YyBCTBUTCIIHOCT KbM IIYM, 061]_[0 HCPA3I0JI0KCHUC

o CYXOTa B OUUTC, IOAYBAHC HA OYUTC, OOIIKU B O4uTe, c1abocT B OYHUTC, HACBHII3ABAHC, JPA3HCHC
Ha O4YuTeC
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Hapymenus Ha chbpAaeyHHs PUTHM, YCKOpEHa ChbpACYHA YECTOTa, HUCKO KPbBHO HAJIATAHE,
BUCOKO KPBBHO HaJIsiTaHE, IPOMEHHU B ChPJCYHHS PUTHM, ChbpACYHA HEOCTATHYHOCT
3ayepBsiBaHE, TOPEIIN BHIHH

3arpyAHEHO AuIIaHe, CyX HOC, 3alyIIBaHe Ha HOCa

[loBumeHo car0HOOOpa3yBaHe,KUCEITMHN B CTOMAaxa, U3TPBIIBAHE HA YCTHUTE

UznotsaBane, 00puB, CTyIeHH TPBIKH, TOBUIIEHA TEMIIEpaTypa

MycKyJIHY IOTPENBaHusl, TOAYBaHE HA CTAaBUTE, MyCKYJIHAa CKOBaHOCT, 00JIKa, BKIFOUUTEIIHO
MYCKyJiHa 00JiKa, OOJIKH BBB BpaTa

Bbonku B reprata

3arpyaHeHO 1iIu 00JIe3HEHO ypUHHUpaHe, He3aJbpiKaHe Ha yprUHaTa

Crna0ocr, )axa, CTAraHe B TPbIHHS KOII

[Ipomenu B pe3ynTaTuTe OT KPbBHU U YEPHOAPOOHHU M3CIIeABaHUS (IOBUIICHA KPEATHHUH
¢dochokunaza, noBuIIeHa aJaHWH aMUHOTpaHCc(epasa, MOBUIICHA acTapTaT aMUHOTpaHcdepasa,
HamaJeH Opoil Ha TpOMOOLIMTHUTE, HEYTPOIICHHS, TOBUIIIABaHE HAa KPpeaTHHNHA B KPBBTA,
NOHM)KaBaHEe HA CTOMHOCTUTE Ha KaJIMii B KPbBTA)

CBpBXUyBCTBUTEITHOCT, IOAYBaHE HA JUIIETO, CbPOEXK, yPTUKAPH, XpeMa, KbPBEHE OT HOCa,
KalllTUIa, XbpKaHe

Bonesnena meHcTpyanus

CryneHu AnaHy ¥ cThIIana

Penxu: morar na 3acernar g0 1 Ha 1 000 xymm

[TpomeHeHo 00OHSIHUE, HECTAOMITHO 3pEHHUE, IIPOMEHEHO BB3NPHUATHE 32 IBIOOYNHA, 3pUTEIIHA
SIPKOCT, 3ary0a Ha 3peHHe

Pasmmpenn 3eHUIH, KPUBOTIIEICTBO

CryzeHa noT, CTAraHe B I'bpJIOTO, TIOTyBaHE Ha €3UKa

Brp3nanenue Ha maHkpeaca

3aTpyHEHO MpEeTIbIIaHe

3a0aBeHO WM OrPaHUYCHO IBIKCHUE HA TSIIOTO

3aTpyJHEHHE TIPH NHCAHEe

[ToBuIIEHO KOJIMYECTBO TEYHOCT B KOpeMa

Tednoct B Oenute npoboBe

I'spuose

[Mpomenu B 3ammuca Ha enekTpuyeckara akTuBHOCT Ha cbpiieto (EKID), choTBeTcTBamM Ha
CMYILCHUS B ChPJICUHHS PUTHM

MyCKyITHO yBpexIaHe

Cexpers OT IbpIUTE, HCOOWYAHHO YBEITMUYCHUE HA I'bPIUTE, yBEINYaBaHE HA TBPANUTE PU
MBXKE

[IpexbcBaHEe HA MEHCTPYATHHS LIUKBIT

brOpeyna HeOCTATHYHOCT, HAMAJICHO KOJIMYECTBO HAa YPHHATA, 3apHKKa HA YpUHA
[MonmkaBane Ha Opos Ha OennuTe KPHBHH KIETKH

HeanexBatHo moBeeHue

AJeprudHu peakuuu (KOUTO MOTarT Jia BKIIOYBAT 3aTPYJHEHO JUILIAHE, Bh3NaJCHUE HA OYUTE
(KepaTuT) B cCepro3Ha KOYKHA PeaKIus, KOsTO Ce XapaKTepu3upa ¢ 00pHB, MEXYPH, JIIOLICHE Ha
KOKaTa 1 00Jka)

XKbarenuna (MOXBATSIBaHE HA KOXKATa M OYHTE)

MmHoro peaku: morat ga 3acersar a0 1 ma 10 000 xymm

UepHopoOHa HEJOCTATHYHOCT
XermatuT (BB3MajICHUE HA YSPHUS IPOO)
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AKO HMaTe 0TOK HA JIMLETO MJIN e€3MKa, HJIM aKo KokaTa Bu ce 3auepBu M 3amo4HAaT J1a ce
NMOSABABAT MeXYPH WJIH JIOIIeHe, TPA0BAa He320aBHO 1a MOTBPCUTE KOHCYJTAIUA € JeKap.

OHpC,Z[GJ'ICHI/I HCXKCJIaHU pCaKIU, KaTO CbHIIUMBOCT, MOTaT Ja 6’L,[[aT I10-4€CTH, TBil KaTO ITalMCHTH C
FpTx6Ha‘IHOM03’LLIHa TpaBMa MOTaT [a MpueMar u Apyru JICKapCTBa 3a JICUCHUC, HAIIPUMCD Ha OoJKaTa
HJIN MYCKYJIHUSA CIIa3bM, KOUTO UMAT HO,[[O6HI/I Ha HpCFa6aJ'II/IH HCXKCJIaHU pCAaKIMU U TCIKECTTA HA
TE3U PCAKIIMU MOKC da HAPACHE, KOTaTO JICKaApCTBAaTa CC NpUEMaT CAHOBPECMCHHO.

Chol0maBaHe Ha HelKeJIAHM PeaKIuH

AKO MOJTyuuTe HIKAKBU HEXeJaHW JIEKapCTBEHHU peaklnu, yBeapoMmere Bamms nexap unu gapmanesT.
ToBa BKJIIOUBAa BCHYKU Bb3MOKHH, HEOIMCAHU B Ta3H JUCTOBKA, HEKETIaHU peakuu. MoeTe chIio
Jla ChOOIIUTE HEXKENNaH! PeaKklMy AUPEKTHO Ype3 HallMOHAIHATA CUCTEMA 3a ChOOIIaBaHe, IOCOYCHA B
[punoxenue V. Kato cro0ImaBaTe HEXETaHN PEaKM, MOXKETE J1a 1aeTe CBOS IPHHOC 32
MoJIy4aBaHe Ha MoBede HH(OpMaIHs OTHOCHO O€30IaCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Lyrica

I[a CC CbXpaHsABa HAa MACTO, HCAOCTBIIHO 3a ACIA.

He u3non3paiite ToBa JICKApCTBO CJIC CPOKA HAa TOAHOCT, oTOeNsI3aH BBPXY KapTOHCHATA OIMMAKOBKa
N 6YTI/IJ'IKaTa. CpOK’BT Ha TOAHOCT OTroBaps Ha IMOCICAHUSA ACH OT IOCOYCHUS MCCCII.

ToBa nekapcTBO HE U3MCKBA CIIELIMAIHH YCIOBHS 3@ CbXpaHEHHE.

He n3xBbpiistiiTe ekapcTBaTa B KaHAIU3aUATa UM B KOHTEHHEpA 3a JOMAIIHN OTHAAbLIH.
[TonuTaiite Bamms papmaneBT Kak ga U3XBBPIIATE JISKapCTBaTa, KOUTO Bede He u3noi3Bare. Tesn
MEpKH II¢ CTIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa Cpefa.

6. Chabp:kaHue HA ONIAKOBKATA W AONbJHUTEJIHA HHPOPMALHSA

Kakso cbabpxa Lyrica

. AKTHUBHOTO BeIIECTBO € mperadanuH. Beska TBbpaa kamncyna cpabpxa 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg wim 300 mg nperadanuH.

. Jlpyrute CbCTaBKH ca: JIAKT03a MOHOXHUAPAT, [IAPEBUYHO HULIECTE, TAJIK, )KEIaTHH, TATAHOB
nuokcun (E171), natpues naypuicyndat, CHIMIUEB JUOKCH, KOJOUAEH 0€3BOACH, YEpPHO
MacTHJIO (KOETO ChIbpiKa IIeNaK, yepeH xene3eH okcua (E172), nponuneHriukon, Kanies
XHIPOKCHUI) U BOJA.

. Kancynute ot 75 mg, 100 mg, 200 mg, 225 mg u 300 mg chABpKAT CHIIO U YEPBEH JKEIE3CH
okcun (E172).
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Kak m3raexnaa Lyrica m KakBo chIbp:Ka ONaKOBKATA

Benu tBBbpaM kancynu ¢ Haanuc “Pfizer” Bppxy kamavero u “PGN 25”
BBPXY TSJIIOTO

Benu tBBbpaM kancymu ¢ Haanuc “Pfizer” Bppxy kamauero u “PGN 50”
BBPXY TA70TO. TANOTO Ha Kamncysara € MapKUpaHo C YepHa UBHUIIA.
TBbpAM Kancyiu ¢ OsuT U opaHkeB IBAT ¢ Hagnuc ‘“Pfizer” BbpXy
kanadeto 1 “PGN 75” BepXy TsII0TO.

OpanxeBu TBHPIU Karcynu ¢ Haamuc “Pfizer” Bppxy kanauero u “PGN
100” BBpXY TAIOTO.

Benu TBbpaM kancynu ¢ Haamuc “Pfizer” Bppxy kamadero u “PGN 1507
BBPXY TSIOTO.

CBeTiioopaHXeBU TBBPU Karcynu ¢ Haamuc “Pfizer” pppxy kanaueTo u
“PGN 200” BppXY TSJIOTO.

TBbpAu Kancynu ¢ OsUT U CBETIIOOPaHKeB LBAT ¢ Haamuc “Pfizer” Bpxy
kanadeto u “PGN 225 BppXy TSIOTO.

TBbpAM Kancynu ¢ Osu1 U opaHkeB UBAT ¢ Haanuc “Pfizer” Bbpxy
kanadeto ¥ “PGN 300” BppXy TSIOTO.

25 mg xancynu

50 mg xarcynu

75 mg Kancyiau

100 mg xamncynu

150 mg xamncynu

200 mg karcynu

225 mg Karcynu

300 mg karcynu

Lyrica ce npenyara B 0IakoBKHM ¢ OCEM pa3iIMyHH pa3Mepa, HanpaseHu oT PVC ¢ rps0 ot
aTyMHHHEBO (GOJIHO: onakoBka ¢ 14 kancynu, ceappikama 1 6mucrep, onakoska ¢ 21 kancynm,
chabpkamia 1 GiucTep, omakoBKa ¢ 56 Kancynu, ceabpkaiua 4 o6mrcrepa, onakoska cbe 70 Karcyny,
chIbpiKalia 5 OnucTepa, onakoBka ¢ 84 xarncynu, ceabpskama 4 oaucrepa, onakoska ¢ 100 kamcyny,
cpappkamia 10 6aucrepa, onakoBka ¢ 112 kancynu, cpabpxama 8§ 6nuctepa u 100 x 1 kancyiu B
nephopupaH €IHOT030BH OIUCTEPH.

Honbnaurenno, Lyrica e nHannuna u B Oytunku ot HDPE, cpappaxamu 200 kancyiu 3a OrakoBKUTE
oT 25 mg, 75 mg, 150 mg u 300 mg.

He Bcuuky BUOBE ONAaKOBKHM MOTaT Aa ObJaT MyCcHAaTH B MPOJaxkoa.
IIpuTe:xkaTen Ha pa3pelIeHHETO 3a yoTpeda U MPOU3BOIUTET

[Ipurexaren Ha pa3penieHHETo 3a yrnorpeoda:
Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, benrus.

[IpousBoauren:
Pfizer Manufacturing Deutschland GmbH, Betriebsstatte Freiburg, Mooswaldallee 1, D-79090
Freiburg, I'epmanus.

3a JOIIBJIHUTCIIHA I/IH(I)OpMaLII/ISI OTHOCHO TOBa JICKAPCTBO, MOJIA, CBBPIKCTC CC C JIOKAJTHUA
MNPCACTABUTCII Ha MPUTECIKATCIIA HA PA3PCIHICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

Pfizer S.A. / N.V. Pfizer Luxembourg SARL filialas Lietuvoje
Tél/Tel: +32 (0)2 554 62 11 Tel. +3705 2514000

bbarapus Luxembourg/Luxemburg

[aiizep JlrokcemOypr CAPJI, Knon benrapus Pfizer S.A.

Ten.: +359 2 970 4333 Tél/Tel: +32 (0)2 554 62 11

Ceska republika Magyarorszag

Pfizer spol s r.o. PFIZER Kft.

Tel: +420-283-004-111 Tel. +36 1488 37 00
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Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer OFG Germany GmbH
Tel: +49 (0)800 5500634

Eesti
Pfizer Luxembourg SARL Edesti filiaal
Tel: +372 666 7500

| WYX T
Pfizer EAAAY AE.
TnA.: +30 210 67 85 800

Espafia
Pfizer GEP, S.L
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 38513908 777

Ireland

Pfizer Healthcare Ireland

Tel: +353 1800 633 363 (toll free)
Tel: +44 (0)1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia

Pfizer Established Medicine Italy S.r.I.

Tel: +39 06 33 18 21

Kvmpog

Pfizer EAAAX A.E. (CYPRUS BRANCH)

TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel: +371 670 35 775

Malta
Vivian Corporation Ltd.
Tel: +356 21344610

Nederland
Pfizer bv
Tel: +31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel: +386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL, organiza¢na zlozka
Tel: +421-2-3355 5500

Suomi/Finland
Pfizer Oy
Puh./Tel: +358 (0)9 43 00 40

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom
Pfizer Limited
Tel: +44 (0)1304 616161

I[aTa Ha MOCJICAHO MMpepasrjackaaHe Ha JIMCTOBKaTa:

[MonpoOHa uHpOpMaIIKs 3a TOBA JICKApCTBO € MPEI0CTaBeHa Ha yeOcaiita Ha EBporielickata areHIus

10 JieKapcTBara http://www.ema.europa.cu.
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JlucroBka: uHopMauus 3a NOTpPedOUTEIA

Lyrica 20 mg/ml nepopaJjien pa3TBop
[perabammn (Pregabalin)

IIpouereTre BHUMATEJIHO LSJIATA JUCTOBKA, IPEIM 1A 3alI04YHETe 1A IpueMaTe TOBa JIEKapcTBO,
Thil KaTo T4 ChAbpPiKa BakHa 3a Bac undopmanmus.

- 3amazere Ta3u JUCTOBKA. MoOJKe 11a ce HAJIOKH J1a 51 TPOUYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOMBIHUTEIHHU BBIIPOCH, MONUTaliTe Barms aekap win GpapmarieBT.

- Toga nekapcTBoO € npeanucano JuyHo Ha Bac. He ro npeorcTbnBaiite Ha Apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO Ue TIPU3HAITUTE Ha TSXHOTO 3a00sIBaHe ca ChIUTE Kato BamuTe.

- AKO MOJTy4YuTE HIKAKBU HEXEIAHU JIEKAPCTBEHU peakUuu, yBeaoMeTe Bamusa nekap winu
(apmaneBT. ToBa BKIIIOYBA ¥ BCHYKH BH3MOKHU HEXKEITAHU PEAKIIMH, HEOMTUCAHU B Ta3H
nuctoBka. BuxTe Touka 4.

Kakso CbABbpPiKa Ta3u JUCTOBKA:

Kakso npencrasinsiBa Lyrica u 3a KakBo ce H310JI3Ba

Kakgo Tps10Ba na 3Haete, npeau aa npuemere Lyrica

Kak na nmpuemare Lyrica

BB3MOKHM HEXETaHU peaKIiu

Kak na cpxpansiBate Lyrica

ChbabpaHue Ha OTIAKOBKATA U IOMBJIHUTEITHA HHPOPMAITHS

ANk L=

1. Kakso npencrasiasia Lyrica u 3a KakBo ce H3M0J13Ba

Lyrica npuHaaie)Xu KbM IpyIia JeKapcTBa, KOMTO CE U3IOJI3BAT 3a JICUCHUE Ha CIUNICTICHS,
HEBpoIaTHa 00JIKa U TeHEePaTU3UPaHo TPeBOXKHO pascTporicTBo (I'TP) npu Bb3pacTHU.

ITepudepHa n neHTpaaHa HeBponaTHa 0oJika: Lyrica ce n3moi3Ba 3a JIeUeHNUe Ha MPOABIDKUTETHA
0o0JIKa, MPUYMHEHA OT YBPSKIaHe Ha HEpBUTE. Pa3nuunu 3a001IBaHNs MOTAT J1a IPEIU3BUKAT
nepudepHa HeBponaTHa 00JIka KaTo HallpuMep AUadeT WK XepIiec 30cTep. Y cellanusTa 3a 0onka
Morar J1a ObJaT OIMCaHU KaTo OPEIH, Hapely, MyJICUPALIH, CTPEJIKAIIHN, IPOOOKIAIH, OCTPH,
CKOBABall[H, CHJIHA OOJIE3HEHOCT, CMBJICHE, YCEIllaHe 3a N3TPBIIBAaHE, IPOOOKAAHE C UIIIH.
ITepudepnara u rieHTpaiHa HEBpONaTHA OOJIKAa MOKe J1a ObJie CBbp3aHa U C IPOMEHHU B
HACTPOEHHUETO, HAPYIICHHUS Ha CHHsI, yMOpa (YMOPSIEMOCT) H MOXeE J]a c€ OTpa3u Ha (PU3UIECKOTO U
COIMAITHO (PYHKIIMOHUPAHE U Ha KAYECTBOTO HA KUBOTA KAaTO LISUIO.

Ennnencus: Lyrica ce u3moin3Ba 3a JiedueHue Ha HAIKOU GOpMHU Ha ernuyierncus (MapiuaiHi MPUCTHITN
ChbC WK 0€3 BTOPUYHA TeHEpATH3aIisl — CMWICITAHYHH PUCTHITH, 3aII0YBAIIH B €/JHA OrpaHIYCHA
00JIacT Ha MO3bKa) NIPY Bb3pacTHU. Bammsr nekap me Bu npeanunre Lyrica, 3a na Bu momorse na
JiekyBare Bamara enumiencus, Korato IpoBeXJaHOTO JICUEHUE HE BOIU 10 OBJIAJsBAaHE Ha
cberosinueTo Bu. TpsaoOBa na B3emate Lyrica kaTo JonbiIHEHHE KbM BalieTo HacTOSIIO JIeUeHuE.
Lyrica He e mpeHa3HAYEHA 32 CaMOCTOsTeNTHA yIoTpeOa, a BUHArk TpsioBa a Ob/ie mpuiiaratHa B
KOMOHMHALIMSA C IPYT0 aHTHETIUIIENITUYHO JICUYEHHE.

I'enepaim3upaHo TPeBO:KHO pa3cTpoiicTBO: Lyrica ce n3nomn3sa 3a JeueHne Ha TeHepaIn3upaHo
TpeBoxHO pascTpoiictBo (I'TP). Cumnromute Ha I'TP ca nmpoasmkuTenHa mpeKoMepHa TPEBOKHOCT U
MPUTECHEHHUE, KOUTO ce KOHTpoaupaT TpyaHo. I TP Moske chIlo /1a mpeIn3BruKa 0e3MOKOUCTBO MITH
ycelaHe 3a Bb30ya Wil HEpBHOCT, JIECHO YMOpSIBaHE, a M3MUTBATE TPYTHOCTH MPU KOHIIEHTPHUpaHE
wim Geny moJieTa B MaMeTTa, Ja ce ycellaTe pa3ipazHuTesieH, Ja IMaTe MyCKYJIHO HalpeXeHne Win
npobaeMu cbe ChHs. TOBa € pa3IMYHO OT CTpeca M HANPEeKEHHETO Ha 0ONYaliHOTO BCEKUTHEBHE.
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2. IIpenu na npuemere Lyrica

He npuemaiite Lyrica:
aKO CTC AJICPr'UYHU KBM Hpera6anI/IH HJIN KbM HAKOA OT OCTAaHAJIMTE CbCTAaBKU Ha TOBA JICKAPCTBO
(u30poeHu B TOUKa 6).

Ipenynpe:xaeHus M NpeanasHu MePKH
Koncynrupatite ce ¢ Bamus nekap unu (papmareBt, npeau na npuemete Lyrica.

. Hsikou manuenTH, KouTo mpreMar Lyrica, chOOIIaBaT 3a CUMIITOMH, NIPEAIIOJIarally alepruyHa
peaKkmus. Te3u cuMITOMH BKIIIOUBAT moAayBaHE Ha JIMIIETO, YCTHUTC, €3UKa U I'bPJIOTO, KAKTO U
o0IIMpeH KoKeH 00puB. Ako npu Bac ce mosiBM HAKOS OT TE3U PeaKIMu, TPsOBa He3a0aBHO /1a
ce cBbpikeTe ¢ Bamusg nekap.

. VYnorpebara Ha Lyrica ce cBbp3Ba ¢ BUCHE Ha CBAT U CHHJIUBOCT, KOMTO MOTaT Ja yBeIHYaT
MosiBaTa Ha CIIy4aifHO HapaHsBaHE (MajaHe) MPHU MAIMEHTH B CTapuecka Bb3pacT.
CrenoBarenHo, TpsOBa Ja ObIeTe BHUMATEIIHH, JIOKATO CBUKHETE C BCEKU e(DeKT Ha
JIEKapCTBOTO.

. Lyrica Moxe ja MpUYMHM 3aMBIIISIBAaHE WK 3ary0a Ha 3peHUETO, WIH APYTH TPOMEHHU B
3pEHHETO, MHOTO OT KOWTO ca BpeMeHHHU. TpsOBa He3abaBHO Jla ce CBbprkeTe ¢ Bammus nekap,
aKO Ce€ MOABAT IPOMEHU B 3peHueTo Bu.

. Hsikou nanuenTy ¢ quader, KOUTO IMOKaYBaT TEIECHOTO CH TErJIO MPH yrnoTpeda Ha
nperadajuH, MOTaT Ja Ce HYXIasAT OT IPOMsHA B TCXHHUTE AMA0CTHH JICKapCTBa.

. Omnpeneneny HeXeNaHU PEaKIIuK, KaTO CHbHIMBOCT, MOTAT Jia ObIaT MO-4eCTH, Thid KaTo
MaIMeHTH ¢ TPhOHAYHOMO3BYHA TPABMa MOTaT Ja IpUeMar U JPYTH JIeKapcTBa 3a JICUCHHE,
HarpuMep Ha O0JIKaTa WM MYCKYJIHUS ClIa3bM, KOUTO UMAT MOJJOOHH Ha mperadainH
HeXXeJIaHU peaklliy U TeXeCTTa Ha Te3M PeaKIi MOXKe J]a HapacHe, KOTaTo JIeKapcTBaTa ce
MpHeMaT €THOBPEMEHHO.

. Nma choOlieHus 3a ChpaeyHa HeJJOCTaThUHOCT IPU HAKOM MallMeHTH, KOUTO npueMat Lyrica;
Te3U MalMEHTH ca MPEJUMHO B CTapuecka Bb3pacT ChC ChPACUYHO-ChA0BHU yBpexaanud. [pean
Jla mpueMaTe TOBa JIEKAPCTBO, ChoOIIeTe HA Bamus nekap, ako nMaTe aHaMHe3a 3a
Chp/IeYHO 3a00J1IBaHe.

. Nma crobiienns 3a 650peuHa HeIOCTaThYHOCT MPH HAKOW MAlMEHTH, KOUTO puemar Lyrica.
Axo 3a0enexxnuTe HaMaJleHO YpUHUPaHe JIokaTo nmpuemare Lyrica, TpsiOBa j1a cbo0mmTe Ha
Bammms nekap, Thil KaTO CIIUPAHETO Ha JIEKAPCTBOTO MOXKE Jia MOJI00OPU TOBA CHCTOSTHHE.

o Manka 4Jact oT Xopara, JICKYBaHU C aHTUCTIUIICTITUYIHHA JICKapCTBa KaTo Lyrica, ca UMaJIu MUCJIN
3a caMOHapaHsIBaHe WM CaMOYOHICTBO. AKO Ce TOsBAT TaKWBa MHUCIIH, He3a0aBHO ce 00BbpHETE
KbM Bamms nexap.

. Korato Lyrica ce mpuema ¢ Apyr# JeKapcTBa, KOUTO MOTaT J1a IPUYUHAT 3aIieK (KaTo HIAKOH
BUIOBE OOJIKOYCTIOKOMTEIIHH ), BB3MOXKHO € 3 HACTBIIAT HAKOU CTOMALIHO-YPEBHH MpodiaeMu
(Hamp. 3amexK, 3amynIBaHe WK apajn3a Ha yepsara). Madopmupaiite Bamms nekap, ako
MOJIyYHTE 3aIeK, 0cOOEHO aKo CTe MPEeAPa3NOI0KEHN KbM TO3U IPOOIEM.

o Hpe;u/l Aa MpUeMETC TOBA JICKApCTBO TpSI6Ba Ja KaXXCTC Ha Bamms JICKap, ako CTC CTpaaaliu OT

AJIKOXOJIM3BM WM HAKAKBa JICKAapCTBCHA 3J10yn0Tpe6a nin 3aBucuMocT. He aneMaﬁTe IIOBCUYC
JICKApCTBO OT NPCAINMMUCAHOTO.
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. CpoO1ienH ca ciay4an Ha KOHBYJICHH 10 BpeMe Ha IpueM Ha Lyrica uiu cKopo ciexn
npekparsBaHe Ha npueMa Ha Lyrica. AKo mojiy4nTe KOHBYJICHSA, ChOOIIETe He3a0aBHO Ha
Bammus nekap.

. CpoO1enH ca ci1yvau Ha HapylIeHHe Ha Mo3buHaTa QyHKUMs (eHUedanonaTus) Npu HIKOH
nanueHTH, npuemanu Lyrica u cTpagamy u ot apyru 3abossiBanus. YBenomere Bamms iekap,
aKo MMaTe aHaMHe3a 3a HAKAKBU CEPHO3HU 3a00JsBaHHA, BKIIOUUTEIHO YEPHOIPOOHO WK
O0BOpeyHo 3a0oMsBaHe.

Jleua v roHOIIM
BeszomnacHocTTa 11 ehrkacHOCTTA IpH JeTia U IOHOIIHW (Ha Bh3pacT 1o 18 roanHn) He ca YCTaHOBEHU U
Mopajiv TOBa MperadairH He TPSOBa Jla e U3I0JI3Ba B Ta3H Bh3pacTOBa IpyTa.

JApyru nexapcrBa u Lyrica
Nudopmupaiite Bamust nekap win papManeBTt, ako IpHUEeMaTe, HACKOPO CTE PUEMATH WU €
BB3MOKHO J1a IpUEMeETE APYTH JIEKAPCTBA.

Lyrica u HIKOUM JIpyTH JIeKapcTBa MOTAT Jla CH BIUSAT €JHO Ha JApyro (B3auMojieiictue). Korarto ce
npuema ¢ orpe/eNieH: APYTH JIEKapCTBa, KOUTO UMAT YCIIOKOUTEITHO JieHcTBHE (BKITFOUUTEITHO
onmonu), Lyrica Moke 1a 3acuiy Te3u eeKTH U MOXKE J1a JOBEJIE 10 AUXaTeIHa HeJJOCTaThYHOCT,
KOMa U CMBPT. CreneHTa Ha 3aMasgHOCT, CbHJIMBOCT U HaMaJICHAa KOHIICHTPAIlUA MOTraT Ja HapacHarT,
ako Lyrica ce B3eMa 3ae/IHO C JI€KapCTBa, ChAbPXKAIIHU:

OKCHKOJIOH — U3TOJI3BaH KaTO CPEACTBO MPOTHB OOJIKH
Jlopazemnam — U3MOI3BaH 3a JE€YEHUE Ha TPEBOXKHOCT
Ankoxon

Lyrica Moxe n1a Ob/ic mpueMaHa ¢ IepOPaTHA KOHTPAIICITHBH.

Lyrica ¢ XxpaHa, HAIUTKHA U aJTKOXO0J1
Kancynure Lyrica MoraT fa ObJ1aT IpueMaHu ChC WK 0€3 XpaHa.

[penopbuBa ce ia He ce Mue aaKoxoJ, JoKaTo npuemare Lyrica.

BpemenHoCcT M KbpMeHe

Lyrica ne TpsiOBa na Obae B3eMaHa 10 BpeMe Ha OpPEeMEHHOCT WM KbpPMEHE, OCBEH ako BamusT nexap
He Bu e xazan apyro. XKenu ¢ gerepojicH MoTeHIMAN € HEOOXOAMMO Ja U3I0I3BaT ePUKACHU
MIPOTHUBO3a4aTh4YHU CPEICTBA.

Axo cTe 6peM€HHa HJIN KbPMUTC, CMATATC, Y€ MOXKC J1a CTC 6peMeHHa HJIN IUTaHUPpaTe 6peMeHHOCT,
IIOChBETBaNTE ce ¢ Bamms JICKap Win q)apMaueBT npeau yHOTpe6aTa Ha TOBa JICKApCTBO.

Hlopupane u padoTa ¢ MAIIUHU

Lyrica Moxe a Ipeu3BrUKa 3aMassHOCT, ChHJIMBOCT W HamaJieHa KoHIleHTpalusa. He TpsOBa 1a
mo@npaTe, Ja paGOTI/ITe CbC CJIOKHH MAlIMHU WJIN J1a C€ BKIIIOYBATE B APYTU IMIOTCHUHUAJIHO PYUCKOBU
JNCHHOCTH, TOKAaTO He pa3depeTe Naiu TOBa JISKapCTBO He 3acsra Barara cnocoOHOCT J1a M3BbPIIBATE
Te3u JEUHOCTH.

Lyrica cbhabpixa

Lyrica nepopaiieH pa3TBop chabpka MeTHI napaxuapokcuoensoar (E218) u mpormn
napaxunpokcubenzoat (E216), kouro MoraT Jja MpUUYUHAT aJIepTHYHH PEaKIUH (BH3MOXKHO OT
3abaBeH Tui). Lyrica nepopaieH pa3TBOp ChABPkKA MAIKH KOJIMYECTBA €TaHOJ (aJIKOXOJ), TIO-MaJKO
ot 100 mg/ml.
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3. Kak na npuemare Lyrica

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTo Bu e kazan Bammsr jgexap. AKo He CTe CUTYPHH B
Helo, nonuraite Bamms nekap nin dpapMarenr.

Bammsit nekap mie onpeaeny kakBa J03a € moaxo/siia 3a Bac.

Ilepudepna u neHTpajHa HeBponaTHa 001K, eNMUJIENICHA UJIH FeHePATU3UPAHO TPEBOKHO
Pa3CcTpPoOMCTBO:

[Ipuemaiite pa3TBOpa, KAKTO BU € Ka3aj BamusrT jekap.
Hozata, noaxonsmia 3a Bac u Bameto chcTosiaue, oduuaitno me 0b1e Mexay 150 mg (7,5 ml)
n 600 mg (30 ml) Bceku neH.

° Bammsr nexap e Bu xaxe na Bzemare Lyrica wii 1Ba TbTH WIK TP ITbTH AHEBHO. [1pn
JIBYKpaTeH MpreM B3eMmaiite Lyrica BCeku JIeH CyTpUH H Bedep MPUOIU3UTEIHO 110 €THO U
cbiio Bpeme. [1pu Tpukparen nmpuem B3emaiite Lyrica Bceku JieH cyTpHH, clieio0es U Beuep
MPUOIU3UTEITHO 110 €THO ¥ CHILO BPEMe.

Axo UMaTe ycelaneTo, 4ye eekThT Ha Lyrica e nmpekajgeHo CHIICH WM MPEKaIeHO Ci1ad, TOBOpETe C
Barmus siekap win dapmaienT.

AKO cTe ManyeHT B ctapyecka Bb3pacT (Hax 65 rojuHn), TpssOBa na B3emate Lyrica mo oOuuaiitnus
Ha4YMH OCBEH, aKO MMaTte npodiieMu ¢ ObOpenure.

Bammsit nexap Moxe 1a Bu npeanuiie pa3nudHa cxema Ha JO3UpaHe W/HIiK 1032, aKO UMaTe
npobaemu ¢ Op0OperuTe.

[ponwmxasaiite na B3emare Lyrica, nokaro Bammsr nekap e Bu kaxe na cnpere.

[Ipunoxenue:

UHcTpyKimu 3a yriorpeda

Lyrica e camo 3a nepopaJina yrnorpeoa.

1. OtBopere OyTmiikara: HaTicHeTe kamadkara B TOCOKa HAJ0MY U 5 3aBbPTETE 00paTHO Ha
YJacOBHHKOBaTa crpeinka (Purypa 1).

2. Camo npu nbpBaTa ynotrpeda: 3aeHO ChC CIPUHIIOBKATA 32 MEPOPAITHO MPHIIOKEHHUE €
npenocTabeH anantep 3a Oytuika (PIBA). ToBa e npucnoco0iieHne, KOETO ce MOCTaBs B
I'bPJOTO Ha OYTHIIKATa, 32 /1a YJIECHU M3TEIJITHETO Ha Pa3TBOpa Ype3 CIPUHIIOBKATAa. AKO
afanTepbT HE € MPEABAPUTEIHO TOCTABEH Ha MACTOTO MY, U3BaJIeTe I'O 3a€IHO ChC
CIIPMHIIOBKATa OT 5 ml 3a mepopaiiHo NPUIOKEHHE OT IulacTMacoBata oOBuBKa. Cie kKaTo
nocTaBUTe OYTHIIKATa BbPXY paBHa MOBBPXHOCT, BKapalTe ajanrepa B I'bPIIOTO Ha OyTHIIKATa,
KaTo IBPKUTE IUTOCKAaTa MOBBPXHOCT Ha ajanrtepa, o0bpHATa Harope, ynpaKHsIBakd HATHCK
BBpXY Hed (Durypa 2).

3. Hatuchete OyTanoTo Ha cipuHIIOBKATa JIOKpail (KbM BbpXa), 32 JIa OTCTPAHUTE U3ITHITHHS
BB31yX. [Ipukpenere cnpuHIIOBKaTa KbM aanTepa C JeKO BbPTEIuBO IBmxkeHue (Purypa 3).

4. OObpHeTe OyTHIKaTa (3a€HO C MPUKPEIICHATA CIPUHIIOBKA) U HAITBJIHETE CIIPUHIIOBKATA C
TEYHOCT, KaTo M3JIbprare OyTajaoTo Ha0y TOYHO ITOJI IETIEHUETO, KOETO OTTOBaps Ha
KOJIMYECTBOTO B MuauinuTpu (ml), mpeanucano ot Bamus nekap (Purypa 4). OtcTpanere
BB3IYIIHUTE MEXypueTa OT CIIPHUHIIOBKATA, KATO HATHCHETE OyTaIOTO 10 ChOTBETHOTO
JIeJIeHueE.
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IMTocTaBeTe OyTHIIKaTa OOPATHO B M3MIPABEHO MOJIOKEHHE, 0€3 J]a U3BAKAATE CIIPHHI[OBKATA OT
amanrepa/Oyruikara (durypa 5).

OTcTpaHeTe CIIpUHIIOBKATa OT OyTHiIKara/afgantepa (Purypa 6).

UzmnpasHere chabpKaHUETO Ha CHPUHIIOBKATA TUPEKTHO B YCTATa, KATO HATHCHETE OyTaJI0TO
nokpaii (Purypa 7).

3abenexka: Moxe 1a € HCOOXOAUMO JIa TOBTOPUTE CTHIIKU OT 4 10 7 110 TPH IIBTH, 3a 1a CE
noJy4u o0IaTa 03a.

[Hampumep 3a mo3a ot 150 mg (7,5 ml) 1ie ca HEOOXOIUMU IBE U3TETIIIHUA OT OYTHIIKATa, 3a
Jla ce MOJIyuH IsuiaTa go3a. Karo n3nonspare CIpHHIIOBKATA 3a MIEPOPATTHO MPUIIOKEHHUE,
M3TErjeTe MHPBO 5 ml U U3MpasHeTe ChABPIKAHUETO Ha CIIPUHIIOBKATA TUPEKTHO B yCTATa, CIIe.
KOETO OTHOBO HAITBJIHETE CIIPUHIIOBKATA ¢ 2,5 ml 1 M3mpasHeTe OCTAHAIOTO KOJIMUYECTBO B
ycrara. |

W3mnakHeTe ciprHIIOBKATa, KATO U3TETIIATE BOJA B CIIPUHIIOBKATA U HATHUCKATE OyTaIoTo
JIOKpail MUHUMYM Tpu 6TH (Durypa 8).

[TocraBeTe kamaukaTa Ha OyTHIIKaTa (KaTo afanTepbT OCTaBa B I'bPJIOTO Ha OyTHIIKATA)
(durypa 9).

=
@urypa | Qurypa 2 Qurypa 3
g *
’
Ourypa 4 Qurypa 5 Ourypa 6
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Ta6auna 1. M3TerasiHusi cbe CIPHHIIOBKATA 32 MIEPOPATHO NMPHJIOKEHHE 32 J0CTaBsSIHE HA
npeanucanara g03a Lyrica

IIepBo Bropo uzrerasine | Tpero usrerisine
Lyrica noza | OO0 o0em Ha H3TerJisiHe ChC chbC chC
(mg) pa3TBopa (ml) CIIPUHIIOBKATA CIIPUHII0OBKATA CIIPUHLOBKATA
(ml) (ml) (ml)
25 1,25 1,25 He e neooxomumo | He e HeoOxomanmo
50 2.5 2.5 He e neobxoaumo He e neobxogumo
75 3,75 3,75 He e neobxoaumo He e neobxogumo
100 5 5 He e HeoOxomumo | He e HeoOxonumo
150 7,5 5 2.5 He e neobxogumo
200 10 5 5 He e HeoOxommmo
225 11,25 5 5 1,25
300 15 5 5 5

AKO cTe TIpHeJIu NOBeYe 0T HeoOXxoaumara go03a Lyrica
He3abaBHo ce obanere Ha Baius nekap win oTUAETE 10 HAH-0JIM3KOTO OOJIHUYHO CIICIIHO
otnenenue. Baemere kytuiikata win OyTrikara ¢ Lyrica nepopanen pa3teop ¢ Bac. Bue moxe na

IMOYYyBCTBATC CHbHIIMBOCT, OGLpKaHOCT, HaIperuaToCT Wi ABUTaTCIIHO HCECIOKOMCTBHUEC B pe3yiITAaT HA

IpreMa Ha moBede oT HeoOxoaumara fno3a Lyrica. Cho0IaBa ce ¥ 3a NpUaIbIiy.

AKo cTe mponmycHaJu aa npuemere Lyrica
Baxno e n1a B3emate Lyrica nepopaiieH pa3TBop peIOBHO, IO €IHO U CBIIO BpeMe BCEKH JIeH. AKO
3a0paBHTe Ja B3eMeTe €JHa 71032, B3eMEeTe 5 BEJHAara I[0OM CH CTIOMHHUTE, OCBEH aKo HE € JJOLLI0
BpeMe 3a Bamara cneasamia 1o3a. B To3u ciaydail npocTo NpoABbIDKETE ChC CAEABAIIATA 1032 10
oOuuyaiinus HauvH. He B3emaiitTe aBoliHA /1033, 3a 1a KOMIICHCHpATe IIPOIyCHATaTa J103a.

AKo cTe cnpesau npuema Ha Lyrica
He criupaiite na B3emate Lyrica, ocBeH ako Bammsit iekap He Bu e kazan 1a HanpaBuTe TOBa.
CriupaHeTo Ha JIeYeHUEeTO TPSIOBa Jla cTaHe MOCTENIEHHO B TPOJIbJDKEHUE HA TIOHE €/IHA CeJIMHUIIA.

Bue TpsiOBa 1a 3HaeTe, ye Clie/l CIUpaHe Ha ABJITOCPOYHO MIIM KPATKOCPOYHO JiedeHue ¢ Lyrica Moxe

Jla M3IIATATE OTPECIICHN HeXKETIaH! peakiuu. Te BKIIoYBAT IPOOIeMH ChC CHHS, TIIaBOOOIHE,
rajicHe, TPEBOXKHOCT, JIMAPHs, IPUITIONOA00HH CUMIITOMHU, KOHBYJICHH, HEPBHOCT, JCTpecHsl, 00JIKa,
MIOTEHE W BUEHE HA CBAT. T€3M CHMIITOMU MOTAT J]a CE€ MPOSBAT MO-UYECTO WK TEXKO, aKO CTE
npueManu Lyrica 3a HO-TIPOIBIDKUTEIICH IIEPUOJT OT BpeMeE.

AKO MMaTe HAKAKBHU JOMBIHATEIHN BBIIPOCH, CBBP3aHH C yIIOTpebaTa Ha TOBA JEKAPCTBO, MOJIS
nonurtaiTe Bamus nekap win ¢papmarieBT.
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4.

Bb3MOKHH HeKeJIaHU Pe€aKkumumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKEC [a IMPECAN3BHKA HEKECIaHU PCaKIINU, BBIIPEKU Y€ HE
BCCKH I' ITOJIy4daBa.

MHoro yecT: MOrar /ia 3acernat nosede or 1 Ha 10 xymmu

3aMasHOCT, CbHJIUMBOCT, riaaBo0oIne

Yectu: morat ga 3acernar a0 1 na 10 xymm

IloBurieH aneTut

[IpunoBnuruaTo HacTpoeHue, 00BPKAHOCT, NE30PUCHTALINSA, IIOHIKEH CEKCYaleH HHTEPEC,
pa3apa3HUTETHOCT

Hapymenus Ha BHUMaHHETO, HEOXBATHOCT, HAPYILIEHHS Ha ITaMeTTa, 3ary0a Ha MaMmer,
TpernepeHe, 3aTpyIHeHNsI IPY TOBOPEHE, MpaByUYKaHe, U3TPBIIBAHE, CEAUPaHe, JIeTapTusl,
0e3cpHHE, yMOpa, HeoOHUaiiHO ycelane

3aMBIJICHO 3pEHHE, IBOMHO BUKIAHE

CBeTOBBpTEX, NPOOIEMH C PABHOBECUETO, MTAJaHE

Cyxorta B ycTara, 3a1eK, NoBpbllaHe, 00pa3yBaHe Ha Ta30Be, JUAPHs, TaJCHE, TOIyBaHE HA
Kopema

3arpyAHEHa epeKuus

[lomyBaHe Ha TAIOTO, BKIIOUYUTETHO KpaHHULINTE

OnusHeHne, HapYIICHUs B TOXOKaTa

HatpymnBane Ha TenecHO Terio

MyckynHu Kpamn, 00JIka B CTaBUTE, OOJIKK B I'bp0a, OOJIKK B KpaHULIUTE

Bb3naneno repio

HeuvecTn: Morar na 3acernar 10 1 Ha 100 xymm

3ary0a Ha aneTuT, 3ary0a Ha Teryo, HICKa KpbBHA 3aXap, BUCOKA KPbBHA 3axap

[IpomsiHa Ha BB3MPUATHETO 3a camus ceOe cu, 0e3MOKOICTBO, Aenpecusi, Bb30yaa, POMEHH B
HACTPOCHHETO, 3aTPYJHEHUE IIPH HAMHUPAHETO Ha AyMH, XaJIIOLUHALNHY, TATOJOIMYHN CHHUIA,
NPUCTHITU HA TIAHUKA, allaTHs,arpecusi, IPUIIOBANTHATO HACTPOCHUE, YMCTBEHO HapyLICHHUE,
3aTpyAHEHO MHCJICHE, TOBHUILECH CEKCYalIeH HHTEPEC, IPOOIeMHU ChC CeKcyaHaTa (GyHKLuS,
BKJIIOUMTEITHO HEBB3MOXKHOCT 32 JOCTUTaHE Ha Opra3bM, 3a0aBeHa esKyalus

[Ipomenu B 3peHHETO, HEOOUYAWHO ABMKEHUE HA OYUTE, IPOMEHH B 3PEHUETO, BKIIFOUUTEIHO
TYHEJIHO 3pEHHE, TPOOISICHLHN OT CBETJINHA, KOHBYJICUBHH JBIKEHHS, IOTHCHATH pedeKcH,
MOBHUIIIEHA aKTUBHOCT, BUEHE Ha CBAT NPH CTaBaHe, IOBUILCHA KOXKHA YyBCTBUTEIHOCT, 3ary0a
Ha BKYC, [TapeHe, TpenepeHe npu ABWKEHUE, TIOTUCHATO Ch3HAHUE, 3ary0a Ha Ch3HAHHME,
NpUNaabK, MOBUILIEHA YyBCTBUTEIHOCT KbM IIIyM, OOIO HEPa3MOJIOKEHUE

CyxoTa B o4nTe, NOJyBaHE HA OUNUTE, OOJNKH B OYHTE, CIa00CT B OUUTE, HACHJI3IBAHE, JPAa3HEHE
Ha OYUTE

Hapymenus Ha cbpaeyHus pUTHM, YCKOPEHa ChpJeyHa YeCTOTa, HUCKO KPbBHO HANATAHE,
BUCOKO KPBBHO HaJIsiTaHE, IPOMEHH B ChPACYHHS PUTHM, ChbpPACUHA HEJOCTATHYHOCT
3ayepBsiBaHE, TOPEIIN BHIHH

3arpyAHEHO AWIIaHe, CyX HOC, 3alyIIBaHe Ha HOCa

[loBumeHno ciaroHOOOpa3yBaHe, KUCEIMHU B CTOMAaxXa, M3TPBIIBAHE HA YCTHUTE

UznotsaBane, 00puB, CTyIeHH TPBIKH, TOBUIIEHA TEMIIEpaTypa

MycKyJIHH IOTpENBaHMsl, IOAYBaHE Ha CTAaBUTE, MyCKYJIHa CKOBaHOCT, OOJIKa, BKIIIOUUTEITHO
MyCKyJiHa 00JIKa, OOJIKH BBB BpaTa

bonku B reprata

3arpyaHeHO WU 00JIe3HEHO ypUHHUpaHe, He3aJbpiKaHe Ha yprUHaTa

Crnalocr, )axJa, CTAraHe B TPbIHUS KOII
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[Ipomenu B pe3yaTaTuTe OT KPbBHU U YEPHOAPOOHH M3CIIeABaHUS (IOBUIICHA KPEATHHUH
¢dochokunaza, moBuIIEHa aJaHUH aMUHOTpaHc(epasa, MOBUIICHA acTiapTaT aMUHOTpaHc(epasa,
HamaJieH Opoil Ha TPOMOOLIMTHUTE, HEYTPOIICHHS, TOBUIIIaBaHE HAa KPeaTHHHNHA B KPBBTA,
MOHM)KaBaHEe HA CTOMHOCTUTE Ha KaJIMii B KPbBTA)

CBpBXUyBCTBUTEITHOCT, HOJAYBaHE Ha JIULETO, CbpOEX, YPTUKAPH, XpeMa, KbPBEHE OT HOCa,
KalllTUIa, XbpKaHe

bonesnena MeHcTpyanus

CryneHu AnaHy ¥ cThIIana

Peaxu: morar aa 3acernar Ao 1 va 1 000 xymmu, ca u30poeHu mo-a0Jy:

[TpomeHeHo 00OHSHUE, HECTAOMITHO 3pEHUE, IIPOMEHEHO BB3NPUATHE 32 IBJIOOYNHA, 3pUTEITHA
SIPKOCT, 3ary0a Ha 3peHHe.

Pa3mmpenn 3eHUIH, KPUBOTIIEICTBO

CryzeHa noT, CTAraHe B I'bpJIOTO, TIOyBaHE Ha €3UKa

Br3nanenue Ha maHkpeaca

3aTpyHEHO MperIbIIaHe

3a0aBeHO WM OrPaHUYCHO IBIKCHUE HA TSIIOTO

3aTpyIHEHHE TIPH NHCAHEe

[ToBuIIEHO KOJIMYECTBO TEYHOCT B KOpeMa

Tednoct B Oenute npoboBe

I'spuose

[Mpomenu B 3ammuca Ha enekTpuyeckara akTuBHOCT Ha cbpiieto (EKID), choTBeTcTBamM Ha
CMYILCHUS B ChPJICUHHS PUTHM

MyCKyITHO yBpexIaHe

Cexpers OT I'bpIUTE, HECOOWYAHHO YBEIHMYCHUE HAa T'bPUTE, yBEINYaBaHE HA TBPANUTE PU
MBXKE

[pexbcBaHe HA MEHCTPYATHHS [IUKBIT

brOpeyna HeOCTaTHYHOCT, HAMAJICHO KOJIMYECTBO HAa YPHHATA, 3apHKKa HA ypUHA
[MonmwkaBane Ha Opos Ha OennuTe KPHBHH KICTKH

HeanexBatHo moBeeHue

AJleprudHu peakuuu (KOUTO MOTarT J1a BKIIIOYBAT 3aTPyIHEHO JUIIAHEe,Bb3MAIICHHE HA OUYUTE
(KepaTuT) M cCepro3Ha KOYKHA PeaKins, KOsTO Ce XapaKTepu3upa ¢ 00pHB, MEXYpH, JIIOLICHE Ha
KO)KaTa 1 00JKa)

XKbarenuna (MOXBATSIBaHE HA KOXKATa M OYHTE)

MmHoro penku: morat aa 3acersat a0 1 ma 10 000 xymm

UepHoipoOHa HEJOCTATHYHOCT
Xematut (BB3MaJICHUE HA YEPHUS APO0O)

AKO0 HMaTe 0TOK Ha JIMIETO WIH €3UKa, NJIM AaK0 K0oKaTa Bu ce 3a4Y€CpPBHU M 3alIOYHAT A Ce
MosABABAT MEXYPH UJIH JIIOLIECHE, TpﬂﬁBa He3a0aBHO Aa MOTBPCUTE KOHCYJITAalUsA C JIEeKap.

Onpe/elieHn HeXEIaHH PEaKI|K, KaTO ChbHIMBOCT, MOTAT Ja OBJAT M0-UYECTH, Thil KaTO MAIlMEHTH C
rpbOHAYHOMO3bYHA TPAaBMa MOTAT Jia IpUeMaT M IPYTH JCKapCcTBa 3a JICUCHUE, HalpuMep Ha OojIKaTa
WM MYCKYJIHUS CIIa3bM, KOMTO MMaT 1o 100HU Ha Lyrica He)xelaHu PeakiMy U TEHKECTTa Ha Te3U
peakIuy MOXKe Ja HapacHe, KOraTo JIeKapcTBaTa ce MprueMar €JHOBPEMEHHO.

Cpol0maBaHe Ha HeKeJIAHN PeaKInu

Axo MOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUH, YBCAOMCTC Bamms JICKAp Wi (bapMaueBT.
ToBa BKIIIOUBAa BCHYKH BB3MOXHH, HCONMMCAHU B Ta3W JINCTOBKA HCXKCIIAHU PCAKIUU. Moxete CbIIO
Ja C’LO6H_II/IT€ HEXCIaHU pC€aKIU IUPEKTHO YPE3 HAllUOHATIHATA CUCTEMA 3a CT>O6H_IaBaH€, IIOCOYCHA B
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[punoxenue V. Kato cro01maBaTe HeXETaHN PeakiK, MOXKETE J1a 1aJeTe CBOS IPHHOC 32
MoJly4aBaHe Ha MoBede HH(opMaIys OTHOCHO 0€30IacCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na chxpansaBare Lyrica

Jla ce cpxpaHsBa Ha MACTO, HEAOCTBIIHO 3a Jelia.

He usnon3BaiiTe TOBa JIEKapCTBO CJIC] CPOKA HA FOJHOCT, OTOCIISA3aH BbPXY KapTOHEHATA OMaKOBKa
win OytuikaTa. CpOKbT Ha TOJAHOCT OTrOBapsl Ha MOCJICIHUS JICH OT IOCOYCHHUS MECEIl.

ToBa JiekapcTBO HE M3MCKBA CIEIUATHHN YCIIOBHS 332 ChbXpaHECHHUE.

He m3xBbpiisiiTe nekapcTBara B B KaHATM3AIMATA WM B KOHTEHHEpa 3a JJOMAITHU OTTaIbIIH.
[NonuTaiite Bamms papmarieBT Kak a H3XBBPIIATE JICKApCTBaTa, KOUTO Beue He U3Mnoi3sare. Te3n
MEpKH IIIe CTIOMOTHAT 32 OTla3BaHe Ha OKOJHATA Cpelia.

6. Coabp:kaHHe HA ONMAKOBKATA U IONBJIHUTEIHA HHpOpMAaIHs

Kakso cbabp:xa Lyrica

AKTUBHOTO BemecTBo e nperadanud. Beeku ml cpapprka 20 mg nperadanuH.

Jlpyrute chCTaBKH ca: MeTHJ napaxuapokcuoensoar (E218), mponun napaxuapokcudensoat (E216),
HaTpueB auxuaporeH docdar, nuHarpueB pocdat, 6e3soaeH (E339), cykpanosa (E955), uskycrBeH
SITOZIOB apoMarT [ChIbprKa MaJIKA KOJTUIECTBA €TAHOM (aJIKOX0J)], MpedYrcTeHa Boa.

Kak m3raexna Lyrica u cbabp:kaHue Ha omaKoBKaTa

Lyrica 20 mg/ml nepopaseH pa3TBop e 6uctpa Oe3lBeTHA TEUHOCT B Osiia OyThIKa, chabpikaria 473
ml nepopaiieH pa3TBop, B TBbp/ia KapTOHEHa onakoBka. OmakoBKaTa ChIIbpkKa ChIO Tpagynpana 5 ml
CIIPUHIIOBKA 32 MEPOpaHO MPIIOKEHUE U anantep 3a Oyrunka (PIBA), moctaBeHu B mpo3pavyHa
MOJIMETHIIEHOBAa OOBHBKA.

HpnTemaTe.n Ha pa3peuicHueTo 3a yHOTpeﬁa U IIPOU3BOAMUTEN

ITpurexaTen Ha pa3pelIeHUETO 3a yrmorpeba:
Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, benrus

[IpousBoaurei:
Pfizer Service Company, Hoge Wei 10, B1930 Zaventem, benrus

3a ombIHUTETHA HH()OPMAIIUSI OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKATHHUS
MpPE/ICTABUTEN HA MIPUTEKATEIIS Ha pa3pelIeHUeTo 3a ynoTpeoa:

Belgié/Belgique/Belgien Lietuva

Pfizer S.A. / N.V. Pfizer Luxembourg SARL filialas Lietuvoje
Tél/Tel: +32 (0)2 554 62 11 Tel. +3705 2514000

bbarapus Luxembourg/Luxemburg

[aiizep JlrokcemOypr CAPJI, Knon benrapus Pfizer S.A.

Ten.: +359 2 970 4333 Tél/Tel: +32 (0)2 554 62 11
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Ceska republika
Pfizer spol s r.o.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer OFG Germany GmbH
Tel: +49 (0)800 5500634

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

| WYX T
Pfizer EAAAY AE.
TnA.: +30 210 67 85 800

Espaiia
Pfizer GEP, S.L
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 38513908 777

Ireland

Pfizer Healthcare Ireland

Tel: +353 1800 633 363 (toll free)
Tel: +44 (0)1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia

Pfizer Established Medicine Italy S.r.1.

Tel: +39 06 33 18 21

Kvmpog

Pfizer EAAAX A.E. (CYPRUS BRANCH)

TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel: +371 670 35 775
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Magyarorszag
PFIZER Kft.
Tel. +36 1488 37 00

Malta
Vivian Corporation Ltd.
Tel: +356 21344610

Nederland
Pfizer bv
Tel: +31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel: +386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL, organiza¢na zlozka
Tel: +421-2-3355 5500

Suomi/Finland
Pfizer Oy
Puh./Tel: +358 (0)9 43 00 40

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom
Pfizer Limited
Tel: +44 (0)1304 616161



I[aTa Ha IMOCJCAHO NMpepasrjackiane Ha JUCTOBKaTa

[MonpoOHa uHpOpMaIKs 3a TOBA JICKApCTBO € MPEI0CTaBeHa Ha yeOcaiita Ha EBporielickata areHIus
10 JieKapcTBara http://www.ema.europa.cu.
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