INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Pregabalin Viatris Pharma 25 mg TBepau Kancymu
Pregabalin Viatris Pharma 50 mg TBepau kancymu
Pregabalin Viatris Pharma 75 mg TBepau Kancymu
Pregabalin Viatris Pharma 100 mg TBbpau kancymnu
Pregabalin Viatris Pharma 150 mg TBbpau Kancyiu
Pregabalin Viatris Pharma 200 mg TBbpau Kancyau
Pregabalin Viatris Pharma 225 mg TBepau Kancyau
Pregabalin Viatris Pharma 300 mg TBbpau kancynu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Pregabalin Viatris Pharma 25 mg TBepau Kancyiau
Bcesika TBBpHa Kancyna cabpka 25 mg nperadanut (pregabalin).

Pregabalin Viatris Pharma 50 mg TBepau Kancyiau
Bcesika TBBpaa kancyna ceabspxka 50 mg nperabdanun (pregabalin).

Pregabalin Viatris Pharma 75 mg TBbpau Karncynm
Bcesika TBBpa Karicyiia Chappika 75 mg nperabanus (pregabalin).

Pregabalin Viatris Pharma 100 mg TBppau Kancyiau
Bcesika TBBpaa kancyna ceabpxka 100 mg nperabanun (pregabalin).

Pregabalin Viatris Pharma 150 mg TBepau Kancyau
Bcska tTBepaa kancymna ceabpika 150 mg nperadanuH (pregabalin).

Pregabalin Viatris Pharma 200 mg TBbpAY Kamncyiau
Bcesika TBBpHa Kancyna ceabpxa 200 mg nperabanun (pregabalin).

Pregabalin Viatris Pharma 225 mg TBepau Kancyau
Bcska TBBpaa Kancymna ceabpika 225 mg nperadanuH (pregabalin).

Pregabalin Viatris Pharma 300 mg TBppau Kancyiau
Bcesika TBBpHa kancyna ceabpxka 300 mg nperabanun (pregabalin).

IToMoIIHM BEIIECTBA ¢ U3BECTHO JEUCTBUE

Pregabalin Viatris Pharma 25 mg TBppau Kancyiau
Bcesika TBBp/a Karicyia chIppaka ChIo 35 mg 1aKT03a MOHOXH/IPAT.

Pregabalin Viatris Pharma 50 mg TBppau Kancyiau
Bcesika TBBEpaa Karcyna chappxa cbino 70 mg 1akTo3a MOHOXHIPAT.

Pregabalin Viatris Pharma 75 mg TBbpau Karcynm
Bcska TBBpaa Karcysa chabpika ChIIo 8,25 mg TakTo3a MOHOXUIPAT.

Pregabalin Viatris Pharma 100 mg TBppau Kancyiau
Bcesika TBBEp/a Karcyna chappaka chio 11 mg makTo3a MOHOXHPAT.

Pregabalin Viatris Pharma 150 mg TBepau Kancyau
Bcska tBBpaa Kancymna cbabpika chino 16,50 mg makro3a MOHOXUAPAT.




Pregabalin Viatris Pharma 200 mg TBbpAM Kancyiau
Bcesika TBBpIa Karcynia chabpika ChIno 22 mg JTakTo3a MOHOXHU/IpAT.

Pregabalin Viatris Pharma 225 mg hard capsules
Bcska TBBpaa Kamcyma chabpika chiro 24,75 mg makTo3a MOHOXHUAPAT.

Pregabalin Viatris Pharma 300 mg TBbpau Karcyiau
Bcesika TBBEp/a Karicyia chIppaka ChIo 33 mg 1aKTo3a MOHOXH/IPAT.

3a MBJIHUS CIIUCHK Ha IIOMOIIHUTEC BCHICCTBA BHXKTC TOUYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
TeBpaa kancysna

Pregabalin Viatris Pharma 25 mg TBbp/a Kamcysia
bsna, mapkupana ¢ “VTRS” Bepxy kanaueto u “PGN 25” BbpXy TAJIOTO C YEPHO MACTHIIO.

Pregabalin Viatris Pharma 50 mg tBbp/a Kamncysa
bsna, mapkupana ¢ “VTRS” Bepxy kanaueto u “PGN 50” BbpXy TSJIOTO C UEPHO MAacTWIIO. TAI0TO €
MapKUPaHO CBHILO U C YepHA JIEHTA.

Pregabalin Viatris Pharma 75 mg TBbp/a karmcyira
B 65510 1 opamkeBo, Mmapkupana ¢ “VTRS” Bppxy kanmadero u “PGN 75” BBpXy TSUIOTO ¢ YEPHO
MacCTHIIO.

Pregabalin Viatris Pharma 100 mg TBbp/a Kamncysa
OpamxeBa, mapkupana ¢ “VTRS” Bepxy kamadero u “PGN 100” BEpXy TSIIOTO ¢ YEPHO MACTHIIO.

Pregabalin Viatris Pharma 150 mg TBbpaa kancyna
bsna, mapkupana ¢ “VTRS” Bepxy kanaueto u “PGN 150 BEpXy TAIOTO ¢ Y4EPHO MacTHJIO.

Pregabalin Viatris Pharma 200 mg TBbp/ia Karcysia
CaeTtioopamxkena, Mmapkupana ¢ “VTRS” Bepxy kanmadero u “PGN 200 BbpXY TAIOTO C YEPHO
MacTHIIO.

Pregabalin Viatris Pharma 225 mg TtBbp/a Kamncysa
B 6s110 1 cBeTnOOpamkeBo, Mmapkupana ¢ “VTRS” Bepxy kamauero u “PGN 225” BbpXy TATIOTO C
YEpHO MaCTHUIIO.

Pregabalin Viatris Pharma 300 mg TBEpa Kamncysa
B 65510 1 opamkeBo, Mmapkupana ¢ “VTRS” Bppxy kanmadero u “PGN 300 BbpXY TSIOTO C YEPHO
MacCTHIIO.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTUYHHU NOKA3AHUS
HespomnatHa 6oika

Pregabalin Viatris Pharma e noka3ana 3a jgeucHue Ha nepud)epHa 1 ICHTpaliHa HeBpOIMaTHa 00JIKa MPH
BB3PACTHH.




Enunencus
Pregabalin Viatris Pharma e noka3ana kato 100aBb4HO JICUCHHE TIPU Bb3PACTHU C MaPLHATHH
MPUCTHITN ChC WK 0€3 BTOPUYHA TeHEPaTH3AIIUA.

I'eHepanu3upaHo TPEBOXKHO PAZCTPOKUCTBO
Pregabalin Viatris Pharma e noka3zana 3a jeucHHe Ha TeHEPaTU3UPaHo TPeBOKHO pascTpoiictBo (I'TP)
MIPH BB3PaCTHH.

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

EO3I/IQOBK3

Jo3oBusaT uaTEepBal € ot 150 10 600 mg Ha JeH, pa3npeneicHu B IBa I TPH IpHUEMa.

Hesponamna 6onxa

JlegenuneTo ¢ mperadanmH MOKe J1a 3armovHe ¢ 103a ot 150 mg Ha JeH, pa3ae/ieHa Ha IBa WIH TPU
npuema. B 3aBucuUMOCT OT MHAMBUIYaJIHUS T€PANICBTUYEH OTIOBOP Ha IALMEHTa U IOHOCUMOCTTA
no3ara Moxke 1a Obae yBenndena 1o 300 mg Ha aeH cien HHTepBaji ot 3 10 7 AHU, a IpH
HEOOXOIMMOCT JI0 MakcuMaltHa J1o3a oT 600 mg JHEBHO, CIie/T JOIBIHATENCH 7-THEBEH HHTEPBAL.

FEnunencus

JledenueTo ¢ mperabanuH MOXe J1a 3aroyHe ¢ f03a oT 150 mg Ha jieH, pa3/iesieHa Ha 1Ba I TPU
npuemMa. B 3aBHCHMOCT OT HHIWBUTyJTHHUS TEPATICBTUYCH OTTOBOP HA MAIMEHTa U TOHOCUMOCTTA
no3aTa Moxke 1a 0bne yBenmueHa 1o 300 mg Ha aen cien 1 cenmuna. Makcumannara go3a ot 600 mg
Ha JeH MOXKe 1a ObJie JOCTUTHATA CIE OIIE €4Ha TOIIBbIHUTEIHA CEAMUIIA.

I'enepanusupano mpegodicHo pa3cmponucmeo
Jo3oBusat uatepsai € ot 150 o 600 mg Ha eH, pa3peneneH B 1Ba WIKM TPU MIpHEMa.
HeobxonumocTTa oT neueHue TpsoBa Aa Obae NpeoLeHsIBaHa PEAOBHO.

JledenuneTo ¢ mperabanuH MoOXke J1a 3armoyHe ¢ 1o03a ot 150 mg Ha geH. B 3aBucumocT ot
WHIMBUAYaTHUSI TEPAIeBTUYEH OTTOBOP Ha MAIEHTa U IIOHOCMMOCTTA J103aTa MOXeE 1a Obje
yBenunueHa 710 300 mg Ha aeH ciep 1 cenmuna. Crie eHa JOMBIHUTENHA CEAMULIA 103aTa MOXKeE Ja
O0bae yBenmueHa a0 450 mg Ha AeH. MakcumanHara 1o3a ot 600 mg Ha JieH Moke Ja ObJie
JNOCTHTHATA CJIe]l OIIE €HA JOMBJIHUTEIHA CEIMHLA.

Ipexpamsasane na nevenuemo ¢ npecadanun

B croTBeTcTBHE ¢ HAcTOAIIATA KIMHUYHA PAKTHKA, aKO JICYSHUETO C IperadauH TpsioBa a Obe
MPEeKpaTeHo, ce MPeTnopbyBa TOBA /Ia CTAHE MOCTENEHHO B paMKUTE MUHIMYM Ha | ceamuiia,
HE3aBUCUMO OT IOKa3zaHueTo (BK. Touku 4.4 u 4.8).

BrOpeuHo yBpexkaHe

[perabanuH ce eMUMHUHUPA OT CUCTEMHATa IIUPKYJIAIKs TI1aBHO Ype3 ObOpeuHa eKCKpenus B
HernpoMeHeH BujI. Thil KaTo KITMPHHCHT HA MperabalivH € MpaBONPONOPIIMOHANCH Ha KPeaTHHUHOBHUS
KIIMPBHC (BXK. TOYKA 5.2), HAMAISIBAHETO HA J03aTa NP MAIUEHTH ¢ HapylIeHa Oh0peyHa QyHKIUS
TpsiOBa Ja ObJe MHAMBHUIYATU3UPAHO B ChOTBETCTBUE ¢ KpeaTHHHHOBUS KiupbHC (CLcr), KakTo ¢
mocoyeHo B Tabnuiia 1, kaTo ce mpuiara ciaenHata Gpopmyna:

1.23 x |140 - BB3pact ( rogunn) | x terio (k
CLe(ml/min) = [ pacr (o) &) | (% 0.85 52 erm)

cepyMeH kpeatuHuH (mol/l)

[Iperabanun ce orcTpansBa e(h)eKTUBHO OT MIa3MaTa upe3 xemoauanusa (50% oT nexkapcTBOTO 3a

4 gaca). [Ipu narnyieHTH Ha XeMO/IMalIn3a JHEBHATA J103a IperadaiuH TpsOBa 1a ObJe aJanTupaHa B
3aBHCHMOCT OT ObOpeuHaTa QpyHkiusA. B nombiHeHHe KbM JHEBHATA J103a HEITOCPEACTBEHO CIIS]
BCsKa 4-4acoBa XeMojuaiu3a TpsoBa 1a Obje JaBaHa JOITBIHUTENHA 1032 (Bk. Tabnuma 1).



Tabauna 1. AnanTupaHe Ha 7103aTa HA NMperadajuH B 3aBHCUMOCT OT 0bOpeuHaTa QyHKIHA

Kpeatunnnos
kiaupsbHC (CLer) OO0ma 1HeBHA 1032 HA Mperadajanu® Pexxum Ha 1o3upane
(ml/min)

Havanna noza Makcumansa no3a

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

EnHokpaTtHO THEBHO
>15-<30 25-50 150 o 1T
<15 25 75 EnHokpaTHO AHEBHO
JloIrbJIHUTEIHA 1032 HEMOCPEICTBEHO CJie]] XeMoiuann3a (mg)
| 25 | 100 | Exsokparna 103a

TITJ] = Paznenenu B Tpu npuema

JIIJ1 = Paznenenu B 1Ba npuema

* OOmara THeBHA 103a (Mg/AeH) TpaOBa na ObJie pa3eieHa, KaKTo € YKa3aHo B PeXHMa Ha JO3UpaHe,
3a Ja ce moJjiyyaT mg/mo3a

* lombJIHUTENHATA 7038 € €IHOKpaTHA

UYepHopoOHO yBpexkI1aHe
[Ipu nmaruenTH ¢ 4epHOAPOOHO YBPEKIaHe HE € Heo0X0oauMa IpoMsIHa Ha Jo3aTa (BXK. Touka 5.2).

llennaTpuyHa nonyJanus

besonacHoctTa 1 emkacHocTTa Ha Pregabalin Viatris Pharma npu gemna nox 12-roaumiaa Be3pact u
toHo (12-17 roguiHa Bb3pacT) HE ca YCTaHOBeHH. HanmnuHUTEe KbM MOMEHTA JIAHHU Ca OIHCAaHU B
Touku 4.8, 5.1 u 5.2, HO HEe MOXKE J]a Ce AaJaT MPETNOPHKH 3a JO3UPOBKATA.

Crapuecka Bb3pact
[Tpu marueHTH B cCTapyecKka Bb3pacT MOXKE Jla € HAJIOXKH HaMaJIIBaHE Ha J103aTa Ha MperadainH
ropanu HaMmajaeHa Os0pedna GyHKIUA (BXK. ToUKa 5.2).

Hauwn Ha nmpuioxenue
Pregabalin Viatris Pharma Mosxe 1a ce npuema ¢bC win 0e3 XpaHa.
Pregabalin Viatris Pharma e camo 3a nepopajiHo NPHIIOKEHHUE.

4.3 IIporuBomokazanus

CBpBXYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIIECTBO MJIM HAKOE OT IIOMOIIIHUTE BEUIECTBA, N30POCHH B
TOuKa 6.1.

4.4 Chneuuajanu mpeaynpeskaeHus U NpeANna3sHy MepKH MpHU ynoTpeda

ITanmenTu ¢ quadet

B choTBeTCTBHE ¢ HACTOAIIATA KIMHUYHA IIPAKTHKA IIPY HAKOM MAIUEHTH ¢ 11a0eT, KOUTO HaaaaBaT
Ha TETJIO IPH JICUCHHE C TIperadalivH, € HeoOXOAMMO alaliTUpaHe Ha aHTUINA0CTHUTE JICKAPCTBEHU
MPOIYKTH.

PeaKgI/II/I Ha CBPBXYYBCTBUTCIIHOCT
Or MOCTMAPKCTUHI'OBUSA OIMUT UMa C’BO6I].I€HI/I}I 3a pCaKU Ha CBPBbXYYBCTBUTCIIHOCT, BKIIFOYUTCIIHO

CJIy4ad Ha aHTHOeZeM. AKO Bb3HHKHAT CUMIITOMHU Ha aHTHOE/IEM, KaTo MOTyBaHe Ha JIUIETO, OKOJIO
ycTaTa WIH Ha TOPHUTE TUXATEIHH ITHTHUIIIA, TTperadainH TPsOBa Aa ce CIpe He3a0aBHO.



Texku koxHU Hexxkenanu peakinu (TKHP)

BBB Bpb3Ka ¢ IeYSHHETO ¢ TIperabainH PSIIKO Ce ChOOIaBa 3a TEKKH KOXKHH HEXEIIaH! PEaKIIuu
(TKHP), BximounTenHo cuaapoM Ha Stevens-Johnson (SJS) u TokcnyHa enmaepMarHa HEKPOIN3a
(TEH), xouTo Morat nia Op11aT >KMBOTO3acTpaIIaBaIly Wik C JieTaleH u3xo . Koraro ce nmpeamnucea
nperadaiuH MmalueHTHTe TpsOBa 1a ObaaT HHGOPMUPAHH 3a TIPU3HAIIUTE U CAMITOMHUTE U Ja ObIaT
HaOJI0/1aBaHM C TIOBUILIEHO BHUMAHHE 32 KOXKHH PEaKIUH. AKO Ce MOSIBSIT MPU3HAIN ¥ CUMIITOMH,
MTOICKA3BAIllM 32 T€3U PEaKIHH, IPUEMBT Ha NperadaauH TpssOBa He3abaBHO Ja ce CIIpe U J1a ce
oOMuUCIH ApYyro JedeHue (Crnopea HeoOXOqMMOCTTa).

3amaifBaHe, CHHIMBOCT, 3ary0a Ha ch3HaHUE, 0ObPKBAaHE M YMCTBEHO YBPEKIaHE

JlegenuneTo ¢ mperadanmH ¢ OMIO CBHP3aHO ChC 3aMaiBaHe M CHHIMBOCT, KOUTO OMXa MOTJIH 1a
yBEJIMYAT YeCTOTaTa Ha CIy4aliHO HapaHsIBaHe (I1ajiaHe) TPH MalleHTH B cTapyecka Bb3pact. MiMa u
ITOCTMapKETUHTOBH CHOOIIEHUS 3a 3aryda Ha Ch3HAHWE, OOBPKBAaHE U YMCTBEHO YBPEIKIAHE.
CrnenoBaTellHO, IAIMEHTUTE TPSOBaA J1a OBJAT NOCHBETBAHM Jia OBAAT C MOBUIIICHO BHUMAaHUE, IOKATO
HE ce 3aI03HAAT C MOTCHIIUATHUTE e(DEKTH OT JICKAPCTBEHUS MIPOAYKT.

EdexTtu, cBEp3aHu ChC 3pEHUETO

[Tpu KOHTPOJIMPAaHU H3MUTBAHKUS, TO-TOJISIMA YaCT OT MAIMEHTHUTE, JICKYBAHHU C IperabaynH, ca
CHOOIIMITH 33 3aMBIJICHO 3pEHUE, B CPABHCHHUE C TIAIIMEHTHUTE, JICKYBAHH C IJ1a1e00, KOETo €
OT3BYYAJIO B MIOBEYETO CIy4au MPH MPOIBIKUTEIHO Npwiarane. [Ipu KIMHUYHNTE POYYBaHUS,
KBJICTO Ca MPOBEJICHU O0(TAIIMOJIOTUYHH U3CIICIBAHMUS, YECTOTaTa HA HaMaJIIBaHE HA 3pUTEITHATA
OCTPOTa ¥ MMPOMEHU B 3PUTEITHOTO TOJIE € MO-ToJIsMa MTPH MAIUSHTUTE, JIEKyBaHH ¢ NiperadaiuH,
OTKOJIKOTO TIPH MAIMEHTHTE, JICKYBaHHU C TU1ane0o0; 4ecToTara Ha GYHIOCKOIICKUTE IPOMEHH € TI0-
roJisIMa TP MaIlUeHTHTE, JEKyBaHH C Tu1ane6o (BxK. Touka 5.1).

Or MOCTMAPKCTUHI'OBUS OIMUT CHIIO CC C’I)O6HIaBaT HEXKCJIaHU PCAKIIUU 1O OTHOIIICHUC HAa 3pCHUCTO,
BKJIIOUHUTCIIHO 331"}/63 Ha 3pCHUC, 3aMbIJIABAHE HA 3pCHUCTO WM APYTY IPOMCHU B 3pUTCIIHATA
0CTpPOTa, MHOI'O OT KOUTO Ca ounu MIpEeXOaHU. CHI/IpaHeTO Ha HpeFa6&HHH MOXE Ja JOBEAC A0
OT3BYYaBaHEC NI HOI[06p$IBaHe Ha TE3U 3pUTCIIHU CUMIITOMMU.

B’L6De‘-IHa HCOOCTAaTHbYHOCT
C’LO6H_IaBaT CC CJIyuau Ha 61>6peqHa HEAOCTATbYHOCT, IPU HAKOU CIIy4dau IMPCKPATABAHCTO HaA
npera6am/1H IIOKa3Ba 06paTI/IMOCTTa Ha Ta3W HCKCJIaHa JICKAPpCTBCHA pCaKI .

Crmpane npreMa Ha ChITBTCTBAIM aHTHCITHICTITUYHY JICKaPCTBa

CrpIiecTByBaT HEJOCTATHYHO JAHHU 33 CHHPAHETO Ha MPHEMa Ha ChITbTCTBAIIM aHTUETIIICITHYHU
JIEeKapcTBa CJe] IOCTUTaHe Ha KOHTPOJI Ha MPUCTBHIUTE ¢ TperadannH KaTo Jo0aBbUHA Teparnus, 3a Ja
ce MpEeMUHE Ha MOHOTEpAIus ¢ IperadaivH.

3acroiiHa chpJieYyHa HEIOCTATEYHOCT

Hanwuiie ca mocTMapKeTHHTOBY CHOOIICHHS 32 3aCTOMHA ChpJICYHA HEIOCTATHYHOCT IIPU HIKOU
MaIMeHTH, TI0JTy4aBalny nperadanuH. Te3u peakiuy ce Habo[aBaT NpeAMMHO TIPH MAIUCHTH B
CTap4ecka Bb3pacT CbC ChPJIEYHO-CHJIOBU YBPEIKIAHUS [0 BpeMe Ha JICUCHUE Ha HEBPOTIATHS C
nperabanun. [Iperabamua TpsOBa 1a ce W3MOJI3Ba C BHUMAHUE TIPH TE3H MaIUCHTH.
[IpeycraHoBsBaHeTO Ha TperabavH MOXKe Jia JIOBEC IO OT3ByYaBAHE HA PEAKIIHATA.

JledeHue Ha 1eHTpaTHa HEBpomaTHA 0OJKa B pe3ynTaT Ha IphOHaYHOMO3bYHA TPaBMa

[Ipu nedenneTo Ha IEHTpaIHa HEBpPOIaTHA 0OJIKa B pe3yJITaT Ha rphbOHAYHOMO3bYHA TPaBMa € Onma
yBeJIMYeHa YeCTOTaTa Ha HEXEIAHUTE PeaKlMU KaTo 1510, HeXKENAaHUTE PeaKIuu OT CTPaHa Ha
IIEHTpaJHaTa HEPBHA CUCTEMa M 0COOCHO CHHIMBOCTTA. TOBa MOXKeE Jla C€ OTAaie Ha aJJUTHBCH e()eKT,
IBIDKAIL Ce HA CHITHTCTBAIUTE JIEKAPCTBEHU MPOAYKTH (HAIP. AaHTUCIIACTHYHHU areHTH), IPUJIaraHu 3a
Tepanus Ha TOBa ChbCTOsSHKE. ToBa TpsOBa 1a ce MMa IPEIBUI, KOTaTo Mperadaiu ce Mpe/Icaa 3a
TOBa ChCTOSIHUE.




IloTHckaHe HaA JUIITAHCTO
[omydenu ca chOOIICHNUS 32 TEIKKO MTOTUCKAHE Ha JUINAHETO BHB BPh3Ka C yrorpedara Ha

nperabanuy. [larueHTrTe C KOMIPOMETHpaHa TUXaTeIHa (YYHKIUS, TUXATEITHO WU HEBPOJIOTUIHO
3aboisiBaHe, OBLOPEYHO YBpEkKIaHe, ChITFTCTRAIA YITOTpeOa Ha cpencTa, motuckamu [[HC, u xopa B
CTapyecKka Bb3pacT MOXKeE Jia ca W3JI0)KEeHHU Ha TI0-BHCOK PUCK OT MOJTyYaBaHE Ha Ta3H TE)KKA HEXellaHa
peakmusa. Moxe 1a ca HeoOXOIUMHU KOPEKITHH Ha 103aTa MPH T3 MaueHTH (BXK. Touka 4.2).

CyuiuaHa uieanus U moBecHNe
[Tpu nanueHTH, JIEKyBaHU C aHTUCTIHJICHITHYHY JISKAPCTBA 0 Pa3IMYHU IMOKa3aHUs, ca ChOOIIaBaHU

CYWIIMHA UJcalus U TIOBeJcHUEe. MeTa-aHallu3 Ha paHIOMHU3UPaHU, IaIe00-KOHTPOIMPaHH
MPOYYBAHUS Ha aHTUETIMIICTITUYHH JICKAPCTBA ChIO TTOKa3Ba MAIIbK, HO TIOBUIIIEH PUCK OT CYHITUIHA
ujeanys 1 noseieHue. MeXxaHu3MbT Ha TO3M PHCK € Heu3BecTeH. HabmonaBanu ca ciyvan Ha
CYWIIM/IHA UJIealus U TIOBEJCHHE TIPH MAIIUCHTH, JIEKYBaHU ¢ TIperadajiH, B TOCTMApKETUHT OBUS
ot (BX. Touka 4.8). JIM3aiiHPT Ha EMUAEMHUOIOTHYHO MMPOYUIBAHE C U3ITOJI3BAHE HA CAMOKOHTPOJIA
(cpaBHsBAIIO NIEPUOIU Ha JICUCHHUE C IEPHOAM Oe3 JICYCHHUE IPU OTICIIHUS NAIMEeHT) T0Ka3Ba JaHHH
3a MOBUINIEH PUCK OT HOBA ITOSBA HA CYMIIUHO TIOBEIEHUE U CMBPT B PE3yJITAT HA CAMOYOHUKCTBO MPH
MAIUEHTHTE, JIEKYBaHH C TiperadauH.

[NaruenTure (1 AMIaTa, KOUTO CE TPHIKAT 3a TAX) TPsAOBA Jja ObAAT MOCHBETBAHU J]a IIOTHPCAT
MEJIULIUHCKY ChBET MPU MOsABA HA MPU3HALIM HA CYUIMIHA WAealus Win noseacHue. [lanuenture
TpsOBa Ja ObAAT IPOCIEAIBaHY 3a IIPU3HALM HA CYUITUIHA UIeallis U MOBSACHHUE U TPsOBa Ja ce
MpeanpreMe ChOTBETHOTO JicueHue. TpsOBa 1a ce OOMHCIIH IPEKPaTIBaHe Ha JICYSHUETO C
nperadaiivH B cliy4yail Ha CyHITUHA Ueanus U MOBECHIE.

Hawmanena ¢hyHKIUS Ha JIOTHWUS TACTPOMHTECTHHAIICH TPAKT

Mma nocTMapKeTUHTOBY ChOOIIEHUS 32 ChOUTHS, CBhP3aHU C HaMajieHa (DyHKITUS Ha JOTHHS
TaCTPOMHTECTHHAJICH TPAKT (HAMp. HEIPOXOIUMOCT Ha YepBara, MapaluTHUEH HIIEycC, 3aleK), KoraTo
nperabaiuH € MpUeMaH 3aeIHO C JIEKapCTBa, KOUTO MOXKE J]a MPEIN3BUKAT KOHCTHITALINS — HAIIPUMEP
onmouaHN aHareTny. KoraTo npera®anvH 1 OMTMOWIN 1€ CE M3IIOJI3BAT B KOMOWHAINS, TPsOBa 1a
ce B3eMaT MPEBUJI MEPKH 32 MIPEIOTBpATABAHE HA KOHCTUAIUATA (OCOOCHO MPH KEHU U MAIUCHTU B
cTapuecka Bb3pacr).

CoopTcTBaIa ynorpeba ¢ ONHOUAN

[IpenopbuBa ce MOBUILICHO BHUMaHKE IPH MIPEANHCBaHe Ha MperabaiiH ChI'bTCTBALIO0 C OITMOUIN
nopanau puck ot notuckane Ha LTHC (Bx. Touka 4.5). B mpoyuBaHe ,,ciydaii-koHTpoIa™ TIpH JH1Ia,
[prUeMaly ONMONIH, IIPY HALUEHTUTE CbC ChIIBTCTRALL IPUEM Ha IIperadajiud U OIMOUAHU Ce
Ha0Jro1aBa MOBHUILEH PUCK OT CMBPT, CBBP3aHa C ynoTpedaTa Ha OIMOMU, B CPABHEHUE ChC
caMoCTOsITelTHaTa yrnoTpeba Ha onmnonIu (KOPUTHPAaHO ChOTHOIIEHUE Ha mancoBere [aOR], 1,68 [95%
CI, 1,19-2,36]). To3u noBuIlieH pUCK ce HaOI0AaBa Py HUCKHU 1031 mperadanut (< 300 mg, aOR 1,52
[95% CI1, 1,04-2,22]) u e HayuIle TSHICHIIMS KbM MIO0-BUCOK PUCK TIPU MO-BUCOKU JIO3U MperadaivH

(> 300 mg, aOR 2,51 [95% CI 1,24-5.06)).

HenpapuinHa ynorpe0a, MOTeHIMAT 32 3JI0YIIOTPe0a WIM 3aBUCUMOCT

[perabanvH MoKe Jia MPeIU3BUKA JICKAPCTBEHA 3aBUCUMOCT, KOSITO MOXKE JIa Bb3HUKHE TIPU
TepaneBTuyHM 103U. ChOOIIaBaHM ca Cllydau Ha 37oynorpebda u HenpaswmiiHa yrnorpeba. [lamuenTu ¢
aHaMHe3a 3a 3JI0YIoTpeda ¢ BEeIIecTBa MOXKE J1a ¢a C TI0-BUCOK PUCK OT HEMPaBWIIHA YIIOTPeOa,
3710ynoTpeda U 3aBUCUMOCT OT MPeradaivH ¥ € HeoOXO0AMMO IMOBUIIICHO BHUMAHUE IPU YIIOTpedarTa Ha
nperabaanH Npy TakuBa ManueHTu. [Ipenn nmpeanucBade Ha nperadaanH TpsOBa Ja ce OleHH
BHUMATEJTHO PUCKBT Ha TMAIUEHTa OT HEMPaBUIIHA YIIOTpeOa, 3I0ynoTpeda Ui 3aBHCUMOCT.

[MarenTHTe, TEKYBAHH C TIperadajvH, TpsOBa 1a ObaaT HAOIIOMaBaAHH 33 IPU3HAIIA U CHMIITOMH Ha
HEeTMpaBUIIHA YIIOTPeDa, 3I0ymoTpeda WK 3aBUCHMOCT OT TIPerabainH KaTo pa3BUBaHE Ha
TOJIEPAHTHOCT, HEOXOMMOCT OT MIOBHIIIABAaHE HA 703aTa, IOBEICHHE 32 HACOUCHO ThpPCEHE Ha
JIEKapCTBOTO.



CuMOTOMHU Ha OTHEMaHe

HaGmoaBanu ca cMMITOMH Ha OTHEMAHE MMPU HIKOW MAIIMEHTH CIIE/ CITUPaHe Ha KPAaTKOCPOYHO U
JBIITOCPOYHO JIeUeHHe ¢ nperadannH. ChoOIaBaHy ca CIeIHUTE CUMITOMU: 0€3ChHUE, TIIaBO00IHE,
raJicHe, TPEBOXKHOCT, TUAPHUs, TPUIICH CHHAPOM, HEPBHOCT, JACTIPECHs], CYHIIUIHA Uieanus, OoKa,
KOHBYJICHH, XUTIEPXHUIPO3a U 3amaiiBane. [losBaTa Ha cHMIITOMH Ha OTHEMAaHe ClIe]] MpeKpaTsIBaHe Ha
rpueMa Ha TperabaiiH MOKe JIa € TIOKa3aTeTHa 3a JIKapCTBEHA 3aBUCUMOCT (BXK. Touka 4.8).
[TanmenTrTe TpsiOBa ma ObIaT MHGOPMEPAHHU 332 TOBA IPH 3aI0YBaHE HA JICUEHUETO. AKO JICICHHUETO C
nperabanuH TpsOBa 1a ObJie MPEKpaTeHO, IPENIOPbYBa CE TOBA JIa CTAHE IIOCTEIICHHO B pAMKUTE Haii-
MaJko Ha 1 ceaMuIa, He3aBUCHMO OT MTOKa3aHHETO (BXK. Touka 4.2).

KouByncuu, BKIFOUNTEITHO €MUIETITHYEH CTaTyC U TeHePAIM3UPaHH TOHHYHO-KJIOHUYHA T'hPUOBE,
MOJK€ J]a HaCTHITAT TI0 BpeMe Ha yroTpedara Ha mperabaiiH Wik CKOPO CIie] HeTOBOTO IpeKpaTsIBaHe.

HaHHI/ITC 3a MPCKpPATABAHC Ha JbJITOCPOUYHOTO JICUCHHUE C ITPET abanuH IIOKa3Bart, 4€ 4ye€CTrorara u
TCXKCCTTAa HA CUMIITOMUTC HAa OTHEMAaHE MOXKEC 1a Ca 10303aBHCHUMH.

Enuedanonarus
CroOImaBany ca CIIydad Ha eHIe(aaonaTvs, IPEIUMHO MIPH MAIMEHTH C IOIIeXaIH 3200 IIBaHu,
KOHMTO MOTAT Jia YCKOPST Pa3sBUTHETO Ha eHIe(aaonaTus.

2KeHu ¢ neTepoieH NOTEHIMAN/KOHTPAIICTIIHS

VYnorpebara Ha Pregabalin Viatris Pharma npe3 mbpBus TpuMecThbp Ha OPEeMEHHOCTTA MOXKE Ja
MpeIM3BHUKA TOJIEMHU BPOJICHU aHOMAIIMU Ha 11oja. [Iperabanun He TpsOBa a ce U3IMOI3Ba 110 BpeMe
Ha OpPEMEHHOCT, OCBECH aKo 1oJI3aTa 3a Mallkata HEChbMHEHO IIPEBHIIaBa MOTCHIIMAITHHAS PHUCK 32
¢eryca. XKeHute ¢ neTepojicH OTSHIIMAI TPSOBA J1a U3MOI3BAT e(eKTHBHA KOHTPAIICTIIUS 110 BpeMe
Ha JICYCHHETO (BXK. ToUKa 4.6).

HenonocumocT KbM JlakTO3a

Pregabalin Viatris Pharma cbabpika Jlakro3a MoHOXHUApaT. [1aliueHTH ¢ peaKu HAacAeICTBEHU
Mpo0JIeMHU Ha raJlakTO3Ha HEITOHOCUMOCT, Lapp-iiakTa3eH AeUIUT WK TIFOKO30-TaJIaKTO3HA
ManabcopOIHs He TpsOBa J1a MpueMaT TOBa JISKapCTBO.

CouabpkaHue Ha HATpUH

Pregabalin Viatris Pharma cbabpika mo-maiko ot 1 mmol Hatpuii (23 mg) Ha TBbpa KamcyJa.
[MarenTHTE HA JUETH C HUCKO ChIbPKAHUE HA HATPUH MOXKe J1a ObaT HHGOPMHUPAHH, Ye TO3H
JIEKApCTBEH NPOJYKT MPAKTHUECKU HE ChAbPKa HATPHI.

4.5 B3aumogeiicTBHe C APYTH JeKAPCTBEHU NMPOAYKTH U APYTd opmMu Ha B3auMoaelicTBHE

Tbit kaTo nmperadaivH ce eKCKpeTUpa MPeTUMHO B HEPOMEHEH BUJI B ypUHATa, METa0O0IM3Upa ce
npeHeOpexuMo MaJko Tipu xopa (< 2% oT J1o3ara ce YyCTaHOBSIBa B ypHHATA IO JopMaTa Ha
METa0OUTH), HE MHXUOUPA JIEKAPCTBEHUSI META0O0IM3bM in Vitro M HE ce CBBbP3Ba C IUIa3MEHHUTE
OenThIM, MAITKO BEPOSTHO € TOH J1a MPeAM3BUKBA WX 1a YIaCTBA BbB (PapMaKOKHHETHYHU
B3aMMOJICHCTBUSI.

In vivo npoyuBaHus ¥ HonyJandoHeH (papMakOKWHETHYCH aHaAIN3

CBOTBETHO, B in Vivo IPOyYBaHHA HE ca HaOMI0JaBaHu KIMHUYHO 3HAYUMH (PapMaKOKHHETHYHH
B3aUMOJICHCTBUS MEXKITy MTperadaiud u (EHUTONH, KapOamMa3ernuH, BAIIPOeBa KHCEINHa,
JTAMOTPHUTHH, rabareHTHH, JIopa3ernaM, OCKHKOIOH Win eTanoul. [lomymnannonen ¢papMakOKHHETHYCH
aHaJIM3 MOKa3Ba, Ye MepopaTHITE aHTUANAOETHH CPEACTBA, TUYPETULNTE, MHCYIUH, (heHoOapOuTai,
THAraOWH ¥ TONMpaMaT HAMAT KIIMHUYHO 3HA4YUM e(DEeKT BbpPXY KIUpPhHCA Ha TIperadaiiH.

[lepopaliHu KOHTPAIICITUBHYU CPEICTBA, HOPSTUCTEPOH W/UIAN €TUHWII €CTPAHOIN
EnHOBpeMEHHOTO NPUIIOKEHUE Ha MPeTradalivH ¢ MEPOpaTHUTE KOHTPAIICIITUBHU CPEICTBA
HOPETUCTEPOH /WM ETHHWII €CTPAUOIN HE MOBIUsBA (PapMaKOKWHETHKATA MPU CTAIHOHAPHO
CHCTOSTHUE Ha HUTO €IHO OT T€3U BEIIEeCTRA.




JlekapCTBEHU MPOJYKTH, MOBIHSBAIIM [ICHTPATHATA HEPBHA CHCTEMA
[Iperabamua Moke 1a 3aciiii ePEeKTUTE Ha €TaHOJ U JIOpa3eIaMm.

OT nocTMapKeTHHIOBHUS OIIUT UMa ChOOLICHHUS 32 JUXaTeIHa Hel0OCTaThYHOCT, KOMa U CMBPTHHU
CIIydau MpH NalMeHTH, TPUeMally NperadairH U ONHOUIN W/WIIH APYTH JIEKapCTBEHH MPOLYKTH,
notuckaiy neHrpanHara HepBHa cuctema (LIHC). [Iperabanun BepoATHO MMa aIUTHBHO JEHCTBUE
BbPXY HApYLICHUSTA Ha [I03HABATENIHATA U ABUraTeIHaTa (PyHKIMS, IPUUMHEHN OT OKCHKOJIOH.

B3auMo/ie#icTBHS ¥ NAIMEHTH B cTapyecka Bh3PacT

He ca npoBexaanu crieninuuHN MPOyUYBaHUS 3a PapMaKoIMHAMHYHH B3aUMOJICHCTBHSI TPU
JOOpPOBOJIIIN B cTapyecka Bb3pacT. [I[poyuBaHusl 32 B3aUMOJICHCTBHSI ca MPOBEACHU caMo NpU
BBH3PACTHH.

4.6 @epTUIUTET, DPEMEHHOCT U KbpMeHe

Kenu ¢ nereponer noreriman/Konrpanennus
YKenute ¢ neTepojicH MOTEHIMAN TPsIOBa Ja U3MOI3BaT e(DeKTHBHA KOHTPAIICTIIHS TI0 BpeMe Ha
JIEYCHUETO (BXK. TOUKA 4.4).

Bbpemennoct
[IpoyuBaHusTa IIPH )KUBOTHH Ca TIOKa3aJIH PEIPOTYKTHBHA TOKCHIHOCT (BX. TOUKa 5.3).

YcraHnoBeHo e, ye mperadaiiH MpeMUHaBa Ipe3 IaleHTaTa Ipy ITbX0BE (BXK. Touka 5.2). Bp3MoxHO
e nperaaiuH J1a IpeMUHE Ipe3 IUIaleHTaTa Ipy Xopa.

lonemu BpoaeHy MangopMaum

JlaHHUTE OT CKaHIMHABCKO 00CEpBallMOHHO MPOyYBaHe Npu noBeue oT 2 700 OpeMeHHOCTH C
eKCTIO3MIS Ha IperabalinH npe3 MbPBUs TPUMECTHP ITOKa3BaT II0-BUCOKA YECTOTA HA TOJIEMHU
BpoaeHu mandopmaruu (' BM) B neguarpuynata nomynanust (3KHBO- HIIM MBPTBOPOACHH) C
SKCITO3UIIMs Ha iperadajvH B CpaBHEHHUE C rmomynanusaTa 6e3 ekcrosuius (5,9% copsmo 4,1%).

PucksT oT 'BM B neamatpudHaTa MOMyJays ¢ €KCIIO3UIINS Ha TIperadauH Mpe3 MbPBUS TPUMECTHP
€ MaJIKO T0-BHCOK B CPaBHEHHE C MOMyNalusITa 6€3 eKCro3uyst (KOpUrupaHo CbOTHOLLICHHUE Ha
gyecrora 1 95% nosepureneH untepsai: 1,14 (0,96 — 1,35)), KakTo 1 B cpaBHEHHUE C MOMYJIALUITA C
excrio3utys Ha mamoTprxkuH (1,29 (1,01 — 1,65)) nnm va mynokcerus (1,39 (1,07 — 1,82)).

AHanM3uTe 10 OTHOIICHHE Ha KOHKPETHH MajI(OpMaIiiy NTOKa3BaT MO-BUCOK PUCK OT MasihopMaIiun
Ha HepBHATa CHCTEMa, OKOTO, 00pa3yBaHe Ha opodaluaiHy EHHATUHH, MajihopMaliK HA TTHKOYHUTE
ObTHUIIA U TCHUTAJIMUTE, HO 6p05[T € MAJIBK U N3YHCIICHUsITA Ca HCTOYHU.

Pregabalin Viatris Pharma He Tpsi0Ba na Objie U3M0JI3BaHA 10 BpeMe Ha OpeMEHHOCT, OCBEH B ClIydaii
Ha KaTeropuyHa HeoOXOAMMOCT (aKO IMoJ13aTa 32 MalKaTa KaTeropuYHO HAJAXBBPIIS TTOTCHIIUATHHS
pucK 3a deTyca).

Kepmene
[Iperabanun ce ekckpeTupa B KbpMaTa (BX. Touka 5.2). EQexTsT Ha nperadbainH npu

HOBOPOJICHU/KbpMadeTa He € U3BeCTeH. TpsiOBa Ja ce B3eMe pelleHre, Talu Jia ce IPEeyCTaHOBU
KbPMEHETO HJIH JIa CE MIPEYCTAaHOBU TepamusTa ¢ IperadainH, KaTo ce B3eMaT MPeIBU/] I10I3aTa OT
KBbpPMEHETO 32 JIETETO U M0JI3aTa OT TepaIusiTa 3a JKeHara.

DepTUnuTeT
HsMa kIMHUYHYE JaHHY 32 eDEeKTUTE Ha MperadaiuH BbPXY KEHCKUSA (HEPTUITUTET.

B xnmHuYHM npoyuyBaHUs 32 OlleHKa eekTa Ha mperadainH BhPXY MOJIBUKHOCTTA HA
CIIEPMaTO30HINTE, 3APABH MBXKE JOOPOBOJIIIM ca eKCTIOHUPaHHU Ha mperadanus npu go3a ot 600 mg
nHeBHO. Cren 3 Mecela JeueHre He € Maio e)eKTH BbpPXY MOJBMKHOCTTA Ha CIICPMATO30HIUTE.



[TpoyuBaHne 3a HepTHIUTET MPH KEHCKH TUTHXOBE MMOKa3Ba HEXeENaHu ePEeKTH BbPXY
penpoaykTuBHOCTTA. [IpoyuBaHus 3a GEpPTUIUTET MPU MBKKH IUTHXOBE TTOKa3Ba HEXETaHU eheKTH
BBPXY PENpPOIYKTUBHOCTTA U pa3BUTHETO. KIIMHMYHATA 3HAYUMOCT Ha TE3U HAXOJKH € HEU3BECTHA
(Bk. Touka 5.3).

4.7 EdexTn BpXy cnoco0HOCTTA 32 modupaHe U padoTa ¢ MAIIMHA

Pregabalin Viatris Pharma moske 1a nopiusie B Jieka 0 YMEPEeHa CTEIeH CIIOCOOHOCTTA 3a IO UpaHe
1 pabota ¢ mamuHu. Pregabalin Viatris Pharma moske J1a Ipu4YvHNA 3aMasiHOCT U ChHJIMBOCT M
CJIEIOBATEITHO MOXE J1a TIOBJIHsIE CITIOCOOHOCTTA 3a modupane win padbora ¢ Mmamuan. Ha manuenTute
ce MpenopbhyBa Ja He MOoQUpaT, 1a He padoTAT ChC CIOXKHH MAIIMHH WIX Ja y9acTBaT B JPYTH
MOTEHIIMATTHO PUCKOBH JICHHOCTH, TOKATO ce pa3depe JAajv TO3H JIGKapCTBEH MPOAYKT 3acsara TIXHATa
CIIOCOOHOCT J]a M3BBPIIBAT TE3U JCHHOCTH.

4.8 HexenaHu jJeKapcTBeHH PeaKIuu

Knuanunata nporpama Ha nperadanus € BkmoyBana Hazg 8§ 900 nmanueHTH, U3M0I3BaIM peradaiuH,
Haja 5 600 ot KOHUTO ca B3eNH yyacTHe B IBOMHOCIIEIH I1J1a1ie00-KOHTpOIpaHu npoyuBanus. Haii-
4eCTO ChOOIIABAaHUTE HEXKEIIAHU PEAaKIMK ca OMIIM 3aMastHOCT M ChHIIMBOCT. Hexxenanure peakin
OOMKHOBEHO Ca OMJIM JIEKH A0 YMEPEHHM IO cuiia. YectoTaTa Ha MPEeKbCBaHE HA JICUEHUETO, TIOPAIH
HEXKEJIaHU PEaKlu, 3a BCHUYKHA KOHTPOJIMPAaHH NpoyyBaHus € 6una 12% npu nanueHTH, noTyvaBarin
nperabanuH, u 5% IMpu NalueHTy, Nody4yaBaiy mianedo. Hali-uectuTte HexenaHu peakiiuu, JOBEIU
710 IPEKbCBAHE HA JICYEHUETO, B TPYIIH, JIEKYBaHHU C nperabainH, ca OMIIN 3aMassHOCT U ChbHJIMBOCT.

B ta6nuna 2 no-gony ca u30poeHu 1o KiacoBe U yectoTa (MHOro Yectu (> 1/10); uectu (> 1/100 mo

< 1/10); meyectu (> 1/1 000 no < 1/100); peaxu (> 1/10 000 mo < 1/1 000); muoro pexnku (< 1/10 000),
C HEM3BECTHA YecToTa (OT HATMYHUTE JaHHU HE MOJKE Jia Ob/ie HalpaBeHa OICHKA) BCHYKU HEKETaHH
JIEKapPCTBCHU PEAKIIUK, KOUTO Ca HACTBITUIIU C YECTOTA, TO-ToJisIMa OT IU1aneo U MpH MoBeve OT e1H
marueHT. BbB BCSIKO TpymHpaHe Mo 4eCTOTa HEKENaHUuTe ePEeKTH ca MPEACTaBeHH B HU3XOISII] PET MO
OTHOIIICHUE CEPUO3HOCTTA.

N30poennTe HEXxXENaHU peakuy MOTaT a ObJIaT CBBbP3aHH U C MOUIeXKANOTO 3a00JIsIBaHe U/WN
CBITBTCTBAIIH JICKAPCTBCHHU MPOTYKTH.

HpI/I JICYCHUCTO HAa HCHTpAJIHAa HCBPOIIaTHA OoJKa B pe3yaTar Ha I‘p’b6Ha‘IHOMO3’B‘IHa TpaBMa € oumna
YBCJIMNYCHA YCCTOTATA HA HEXKCIIAHUTC PCAKIUU KATO LAJ10, HCXKCIIAHUTC PEaKIIUU OT CTPpaHa Ha L[HC nu

0CO0EHO CHHIMBOCTTA (BXK. TOUKa 4.4).

HOH’LHHI/ITGHHI/ITG pcakuuu, C’BO6HI6HI/I OT IOCTMAPKETUHI'OBUA OIIUT, Ca MAPKUPAHU B Italic B
CIIMCBKaA I1O-A0JTYy.

Tabumnna 2. HexxennaHu JeKkapcTBeHH peaKIMH, NPeIN3BUKAHN OT NperadajnH

CucremMo-opranes Kjiac HexenaHu JeKapCcTBEHH PeaKINU
HNudexuun u undecrannu

Yectn Hazodapurarur

Hapyumienus Ha KpbBTa M JUM@HATA cHcTeMa

Heuectn Heytponenus

Hapyumiennss Ha MMyHHATa cCHCTeMAa

Heuectn Cspwvxuyscmeumenrocm

Penxu Aneuoedem, anepeuuna peakyus
Hapymenns Ha MeTa00JIM3Ma U XPaHEHeTO

Yectn 3acunBaHe Ha anleTUTa
Heuectn AHOpeKcHs, XUIOTIUKEMUS
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CucremMo-opranes Kjiac

HexenaHu JeKapCcTBEHH PeaKIHU

IcuxuyHu HAPYyIeHUs
Yectu

Heuectn

Penxu
C HeHn3BecTHA YECTOTA

Eydopuuno HacTpoeHHe, 00bPKaHOCT, pa3Ipa3HUMOCT,
JIe30pUeHTaIHs, 0e3ChHUE, HAMAJICHO JTUOH IO

XamonuHANS, TAHMYECKa aTaka, 0e3IMOKOHCTBO, Bh30ya,
JICTIpecHs, IOTUCHATO HACTPOCHHE, IIPUIIOBIAUTHATO
HACTPOCHHE, acpecis, MPOMEHH B HACTPOCHUETO,
JISTICPCOHATTN3AIHS, TPYAHO HAMHUPAHE Ha JTyMH, TATOJIOTHYHU
ChHHIIIA, [TOBUIIIEHO JUOUI0, aHOPra3Mus, armaTus
HeBb3abpkaHOCT, CYHIMIHO MTOBEICHUE, CYUIIMIHA HACAIHS
Jlexapcmeena 3asucumocm

Hapymienusi Ha HepBHaTa cucTeMa

MHoro Jectn
Yectu

Heuectn

Penxu

Hapymenust Ha ouuTe
Yectu

Heuectn

Penxu

3aMasiHOCT, ChbHIMBOCT, IJIaBO0OIIHE

Arakcusi, HapyIieHa KOOPMHALNS, TPEMOP, TU3apTPHs,
aMHE3us1, HapYIICHHS Ha TlaMeTTa, HapyIICHUS Ha BHUMAaHUETO,
MapecTe3nH, XUIOSCTE3Ms, CeTUPaHe, HAPYIIICHO paBHOBECHE,
JeTaprus

CHHKOII, CTYIIOP, MUOKJIOHYC, 3a2y0a Ha Ch3HAHUE, TIOBUIIICHA
MICUXOMOTOPHA aKTUBHOCT, TUCKUHE3US, 3aMasTHOCT IPH
U3IIpaBsSHE, MHTCHIIMOHCH TPEMOP, HUCTAr'bM, KOTHUTHBHO
Pa3CTPOMCTBO, YMCMEEHO Y8pedicOane, TOBOPHO HapYyIICHHUE,
XUIOpe(IICKCHs, XUIIEPECTE3UsA, UyBCTBO Ha IMapeHe, arey3us,
000 HepaznonodiceHue

I'vpuose, mapocMusi, XUIOKUHE3US, AUCTpadUs,
MapKUHCOHU3BM

3aMBIIICHO 3pEHUE, TUTLTOMHS

3ary0a Ha nepudepHo 3peHHe, 3pUTEIHO HapyIlIeHHE, OTOK Ha
ouute, NePEeKT B 3pUTEIHOTO IMOJIe, TOHWKEHA 3pUTEITHA
ocTpoTa, OOJIKH B QUUTE, ACTCHOMUS, (POTOIICHS, CYyXOTa B
OuUTe, MOBUIICHA JIAKPUMAIHSL, IPA3HCHE B OUUTE

3aeyba na 3penue, xepamum, OCUMIONCHS, HAPYIICHO
3PUTEITHO BB3MPUATHE 32 IBIIOOYNHA, MUJIpHa3a, CTPadU3bM,
MOBHIIIEHA SIPKOCT Ha 00pa3uTe

Hapymiennsi Ha yX0TO U JJaOUpPUHTA

Yectn

Heuectn

Chbpaeynu HapymeHust
Heuectn

Penxu

CbaoBu HapymieHust
Heuectn

CBeToBBpTEK
Xunepaxkysuc

Taxukapausi, aTpHOBEHTPUKYIApEH 010K | cTemneH, cuHycoBa
OpaauKapIus, KOH2eCMUBHA CbPOESUHA HEOOCTNAMBYHOC
Yownrcasane na QT-unmepeana, CHHycOBa TaXUKapaus,
CHHYCOBa apUTMHUS

XUMOTOHMUSI, XUTIEPTOHUS, TOPEIIH BbJIHU, 3aUCPBIBAHE,
CTYJI€HU KpallHUIN

PecnnnpaTopHu, rpb/IHM M MeIUACTHHAIHN HAPYUIEHUS

Heuectu

Penxu

C HeHn3BecTHA YECTOTA
CToMaNIHO-YpPEeBHU HAPYIIEHUSA
Yectu

Heuectu

Penxu

JlucriHes, enucTakCcHC, KallIuila, Ha3alHa KOHTeCTHUs, pUHHT,
XbpKaHe, CyX0oTa B HOCa

benodpoben omok, cTaTane B TbpioTo,

[ToTrckane Ha TUITIAHETO

IloBpbIane, cadene, 3amnek, ouapus, praTyIeHIINS, TTOTyBaHE
Ha KOpeMa, CyX0Ta B ycTaTa

TactpoesodareancH peduryke, IOBUIICHO CIFOHOOTACISHE,
XHUIOECTE3MUs Ha YCTHATA KyXUHA

AcIuT, IaHKPEaTuT, nodysane Ha e3uxa, aucharus
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CucremMo-opranes Kjiac HexenaHu JeKapCcTBEHH PeaKIHU

XenaToonauapHu HapyleHus

Heuectn IToBuIIeHN CTOMHOCTH HAa YePHOIPOOHNUTE CH3UMHU
Penxu Konreunma

MHoro penkn YepHoapoOHa HEAOCTATHYHOCT, XETIATUT

Hapymenns Ha K0kaTa U MOAKOKHATA ThKaH

Hewectn [Namyno3eH oOpuB, ypTUKapHs, XUIIEPXUAPO3A, HPYPUM)C
Penku Toxcuuna enuoepmanHa HeKpoaU3a, CUHOPOM Ha Stevens-

Johnson, cTyneHa mot
Hapymiennss Ha MyCKYJTHO-CKeJI€THATA CHCTEMA U CheIMHUTETHATA ThKaH

Yectn MyCKyTHH KpaMIIH, apTpaiTusi, 00JIKH B rspba, 60IKH B
KpalHUK, [IEPBUKAJICH CIIa3bM
Heuectn ITomyBaHe Ha CTaBUTE, MUAITHS, MyCKYJTHH ITOTPEIIBAHUS,

OOJIKH BEB BpaTa, MYCKYJIHa CKOBAHOCT

Penku Pabgomuonusa

Hapymenns Ha 0b0penuTe 1 NMKOYHHUTE MTHINA

Heuectn VHKOHTUHEHIMSA HAa YpUHA, JU3YPHUS

Penxu BbrOpeuna HeAOCTATHUHOCT, OJUTYPHS, pemeHyus Ha YpuHa

Hapymienusi Ha Bb31POU3BOINTEIHATA CUCTEMA U I'bPAATA

Yectu Epextunna nucdyHkms

Heuectn CexkcyairHa quchyHKITNS, 3a0aBeHa AKYJIaIus, JUCMEHOPes,
0O0JKH B IbpaaTa

Penxu AMeHopesi, CeKpelus OT I'bpJiaTa, yrojieMsBaHe Ha TbP/NTE,
2UHeKoMacmus

OO0mm HapymieHus ¥ e)eKTH HA MSICTOTO Ha NPHUJIOKeHNe

Yectu [lepudepnu oromu, exaeM, HapylIieHa MOX0Ka, MaJaHe,
YYBCTBO 32 OMUSHEHHE, HEOOMYaiHO ycemaHe, yMOpsieMOCT

Heuectn I'enepanusupan 0TOK, 0moK Ha iuyemo, CTATaHe B TEPIUTE,
00JKa, MUPEKCUS, KaXK/A, CTYICHH TPBIIKH, ACTCHUS

HN3cnensanus

UecTtu YBennuaBaHe Ha TEJIECHOTO TETJIO

Heuectn [ToBumienne Ha kpeaTHuH GocPoKMHA3ATA B KPHBTA,
HaMajieHue Ha Oposi Ha TPOMOOITUTHUTE, TIOBUITICHUE Ha
KpeaTHHHWHA B KPbBTA, TIOHIDKEHUE HA KaJis B KPBBTa, 3aryda
Ha TEJIECHO TETJI0

Penxu ITonmxenue Ha OpoOsI HA JICBKOITUTUTE

* [NopumieHa ananuH amuHOTpancdepasa (ALT) u noBumiena acnaprat amuHorpancdepasa (AST)

HaGmomaBanu ca cuMNTOMH Ha OTHEMAHE CIIE/l CIUPaHe Ha KPATKOCPOYHO U IBITOCPOYHO JICUSHHUE C
nperadanuH. ChoOIaBaHy ca CICIHUTE CUMIITOMU: Oe3ChHIE, TIIaBo00IIne, raJieHe, TPEBOKHOCT,
TUAPHS, TPUIICH CHHIPOM, KOHBYJICHH, HEPBHOCT, JIETIPECH, CYHUITHIHA HIeanys, 00Ka,
XUTIEPXUAPO3a U 3aMaiiBaHe. Te3u CHMITOMH MOXKE J1a ca TIOKa3aTETHH 3a JICKApCTBEHA 3aBUCUMOCT.
[Naruenture TpssOBa na 6baaT HHGOPMHUPAHU 32 TOBA NPY 3all0OYBaHE HA JeueHueTo. [lanHuTe 3a
MpeKpaTsABaHe Ha ABITOCPOYHOTO JICUCHHE C TIPETa0aIMH MTOKA3BaT, Ue YeCTOTaTa M TEKECTTa Ha
CUMIITOMHUTE Ha OTHEMaHe OMxa MOTJIH 1a ObIaT J0303aBUCUMU (BK. TOUKH 4.2 1 4.4).

[lepnaTpuyHa momynanus

[IpodmreT Ha 6e30mMacHOCT Ha MperadainH, HaOJII01aBaH B MET MEANATPUIHN U3IMUTBAHUS TIPU
MAIMEHTH C MapUUATHU MIPUCTHIIN ChC WM O3 BTOpUYHA reHepaiu3anus (12-ceqMUIHO U3MUTBaHE 32
OLIEHKa Ha e()UKaCHOCTTA U 0€30MacHOCTTa MPH MAMEeHTH Ha Bb3pacT oT 4 1o 16 rogunu, n=295; 14
JTHEBHO M3ITUTBAHE 3a OIlEHKA Ha e(hMKaCHOCTTa U O€30IMaCHOCTTA IPH MAIMEHTH Ha BH3pacT oT 1
Mecel[ 10 T0-MaJIKo OT 4 roauHu, n=175; u3nurBane 3a GapMaKOKMHETHKA U IIOHOCUMOCT, =65 U JBE
l-roauIHN OTBOPEHM M3MMUTBAHMSA 32 IpociesiBaHe Ha Oe3onacHocTTa, n=54 u n=431), e momobOeH Ha
TO3M, HAOIFO/IaBaH MPU U3MHUTBAHKUATA TPH BH3PACTHY NAIMEHTH C enmwiiencus. Hali-uecture
HEXeJIaHu ChOUTHS, HAaOI0IaBaHu B 12-ceIMUIHOTO M3MUTBAHE C JICUCHUE C TIperabdalivH, ca
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CHHJIUBOCT, MIUPEKCHS, MHPEKIINSI HAa TOPHUTE TUXATEIHH TbTHUIIA, TIOBHUIIICH alleTUT, TIOBHIIIABAHE Ha
TernoTo U HazohapuHrut. Haii-uecTuTe HeXenaHu ChbOUTHSI, HAOIIOIaBaH! B 14-1HEBHOTO N3ITMTBAHE
Ha JICUEHHE C mperadainH, ca ChHIUBOCT, HH(EKIIMS Ha TOPHUTE AUXATEIHU MMBTHIIA U MUPEKCUS (BK.
Touku 4.2, 5.1 u 5.2).

Cpo0111aBaHe Ha MTOI03UPAHN HEKEITAHHU PEAKIIUN
Cro0I11aBaHeTo Ha MOJI03UPAHU HEXKEIIAHN PEaKIIUU CIiel] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS

MPOAYKT € BakHO. TOBa 1M03BOJISABA Ja MPOIBJIKK HAOJIFOICHUETO Ha ChOTHOILICHUETO OJI3a/PUCK 32
JIEKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTIICITHAINCTH CE M3MCKBA J1a ChOOIaBaT BCAKa
MOI03MPaHa HeXEeIaHa PeaKIys Ype3 HAIMOHATHA CUCTeMa 33 ChOoOINaBaHe, mocodycHa B [IpunoxkeHue
V.

4.9 IIpeno3upane

Haii-yecTo choOl1aBaHuTe HEXKEJIaHU JIEKAPCTBEHH PEAKLIUU OT [IOCTMAPKETHHIOBUS OIIMT,
HabJronaBaHy MPY NpeIo3upaHe Ha rperadalivy, ca BKIIOYBAJIN ChbHIMBOCT, ChCTOSHIE Ha
o0BbpKBaHe, Bb30yAa U 6e3nokoiicTBo. [lomydeHn ca choOIEHHS U 3a MPUNaIbIIH.

B penku ciayyan ca nokiasBaHU Cllydyad Ha KOMa.

JleuenneTo npu npeno3upane Ha mperadaauH TpAOBa Ja BKIIIOYBA 00N HOAIbPIKAIN MEPKU U
€BEHTYaJIHO XeMOAMaNN3a IpH HykAa (Bx. Touka 4.2 Tabnuna 1).

5. OAPMAKOJIOI'MYHU CBOUCTBA

5.1 @apmakoaMHAMUYHHU CBOMiCTBA

dapmakoTepaneBTHUHA rpyna: AHaITeTHLH, APYTH aHareTuy 1 antunuperuiy, ATC kox:
NO02BF02

AKTUBHOTO BEILIECTBO MperadajnH € aHaJIoT Ha raMa-aMHUHOMAacieHaTa kucenuna [(S)-3-
(aMMHOMETHIT)-5-METHIIXEKCAaHOEBA KUCETHHA].

MexaHu3bLM Ha IeHiCTBUE
[IperabamuH ce CBBP3Ba ¢ JOIIBIHUATEIHATA CYOeIMHUIA (02-0 OCITHK) Ha BOJITAXK-3aBUCUMHUTE
KQJIIIAECBY KaHAIH B IICHTPATHATAa HEPBHA CHUCTEMA.

Kinnununa edukacHoCT U 6€300aCHOCT

Hesponamua 6onxa

EdextuBHOCTTA € TOKa3aHa B U3MUTBAHUS NPU TUa0CTHA HEBPONATHS, TOCTXEPIICTHYHA HEBPAIITHS U
rppOHAYHOMO3bYHA TpaBMa. EQekTHBHOCTTA HE € TpoydYeHa MpH JAPYTH MOJIEIT Ha HEBPOIIAaTHA
OoJika.

[Iperabanun e npoydeH B 10 KOHTPOIMPAHU KIMHUYHN U3MUTBAHUS C IPOIBILKUTEITHOCT O

13 cenmuru ¢ nBykpareH nHeBeH npueM (AI1J]) u no 8 ceqmumum ¢ Tpukparen auesen npuem (TTI/).
Karto 1m0, 6e3onacHoctTa M eheKTUBHOCTTA IpH cxemuTe Ha npuiarane ¢ A1 u TII/] ca 6unn
CXOJHHU.

B KJIIMHUYHUTE U3MUTBAHUS C TIPOIBIDKUTEIHOCT A0 12 ceaMUIM KakTo 3a nepud)epHa, Taka u 3a
IIEHTpaIHa HEeBpoIaTHa 0oJIKa, OTcliabBaHe Ha Ooskara e Ouiio HabIroAaBaHo 10 Kpas Ha ceaMuIa 1 u
Ce € 3aIa3wIo Mpe3 LEeaus NEPUO/ Ha JICUEHHE.

B koHTpONMpaHu KIMHUYHY W3MUTBAaHUS NIpH nepudepHa HeBponaTHa 0ojka 35% OT mauueHTure,

JeKyBaHU ¢ niperabanvH, U 18% oT manueHTHTE Ha Manedo ca uManu nogodpenue ¢ 50% Ha
TOYKOBHS Pe3yJITaT 3a OIleHKa Ha 6okaTa. Cpen manueHTuTe 6€3 MposSBU Ha CHHIMBOCT TAaKOBa
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nonobpenue e 6mno HabmogaBano npu 33% ot nekyBaHuTe ¢ peradbanuH u npu 18% oT manueHTuTe
Ha mutane6o. [Ipu manyeHTH ¢ IPOsiBU HAa CHHIWBOCT TEPANIEBTUYHUAT OTroBOp € Oni 48% B rpymnara ¢
nperadanuH u 16% B 1uianebo-rpymnara.

B koHTpONHpaHO KIMHUYHO U3MTUTBAHE TP [IEHTpaIIHA HeBponaTHa 6oika 22% OT ManueHTHTe,
JIEKyBaHU ¢ TIperadaivH, u 7% OT NalnueHTUTe Ha mianedo ca uManu nojodpenue ¢ 50% Ha TOYKOBUS
pe3yJITaT 3a olleHKa Ha OoJkaTa.

Enunencusn

JombaHuTeNHa Tepanus

[IperabanuH e mpoy4eH B 3 KOHTPOJIUPAHU KIMHUYHH U3MUTBAHUS C TPOABIDKUTEITHOCT 12 ceAMHIIN
npu JAI1J] wim TTIJ] npuem. Karo msiio, 6e3omacHocTTa 1 €(heKTUBHOCTTA IIPU CXEMUTE Ha IpUjIaraHe
¢ ATTJ] u TIIJI ca Ovutl CXOTHU.

HamaneHue Ha yecToTaTra Ha MPUCTHITUTE € OMJI0 HAOJI0JaBaHO A0 Kpast Ha ceaMuIia 1.

[eauaTpudHa NOMyIaIus

EdukacHocTTa 11 6€30macHOCTTa Ha MperadaliviH KaTo JOIBIHUTETHA TSPAIUs 32 SIIIICTICUS TPU
MeANaTPUYHY MAllUeHTH 1Mo/ 1 2-ToAuiTHa Bb3pacT U MpH IOHOIIN He ca ycTaHOBeHU. Hexxenannre
chOWTHS, HAONIOITaBaHU B M3MHUTBaHE 32 (hapMaKOKHHETHKA M TIOHOCUMOCT, KOETO € BKITFOUBAIIO
MalAeHTH OT 3-MecedHa 10 16-romumTHa Bp3pacT (n=65) ¢ mapuuaiHy IPHUCTHITH, ca MMOJ00HN Ha
Te3u, HaOJIoJaBaHM MPH Bh3pacTHU. Pesynrtatute ot 12-ceMUYIHO, M1ane00-KOHTPOIUPAHO
npoy4BaHe NpH 295 neauaTpUuHU MAUEHTH Ha Bb3pacT oT 4 10 16 ronunu u 14-nHeBHO mane6o-
KOHTPOJIMPAHO U3NMUTBAaHE NIpu 175 meauaTpudHy NalueHTH Ha Bh3pacT OT 1 Mecel] 10 MO-MaJiko OT
4 ToawHM, IPOBEICHM C IIENT OlleHKa Ha e(hUKacHOCTTa U O€30MacHOCTTa Ha TperadainH KaTo
JIOTTBITHUTETHA TEPAITUS 32 JISYeHNEe Ha TapIHaiIHy MPUCTHITHN, U ABE 1-TOIWUIITHA OTBOPEHU
M3NUTBAHUS 32 0€30IIaCHOCT TIPH CHOTBETHO 54 u 431 meauaTpudHy MAIMeHTH OT 3-MecedHa a0 16-
TOMIITHA BB3PACT C SMUJICTICHS NIOKa3BaT, Ue HEeXKeJTaHuTe ChbOUTHS Ha (heOpUIUTET U MHPEKIUU Ha
TOPHUTE JUXaTeIHH MBTHUILIA ce Ha0JII0JaBaT M0-4eCTO, OTKOJIKOTO B MPOYYBAHUATA IIPH BH3PACTHH
MaIUeHTH ¢ enmiencus (Bx. Touku 4.2, 4.8 u 5.2).

B 12-cepmuuHO 1UTa11€60-KOHTPOIMPAHO MIPOyUBaHE NETHATPUIHATE TTAIIMEHTH (Ha BB3pAcT OT 4 10
16 rognHNM) ca pasnpeneneHn fa moxydasar nperabamva 2,5 mg/kg/nen (makcumanso 150 mg/nen),
nperadanud 10/mg/kg/nen (makcumanHo 600 mg/neH) win twiane6o. [IporeHThT HAa YYaCTHUIIUTE C
nore 50% HamaJieHue Ha NapLUUaTHUTEe IPUCTHIIM, B CPAaBHEHHE C U3XOAHO HUBO, € 40,6% oT
YYaCTHUIINTE, JIeKyBaHU ¢ iperadanud 10 mg/kg/nen (p=0,0068 B cpaBHeHue ¢ twiane6o), 29,1% ot
Y4acTHHULIUTE, JIEKyBaHU ¢ nperabanus 2,5 mg/kg/nen (p=0,2600 B cpaBHenue ¢ mianebo) u 22,6% ot
YYACTHHITUTE, TTOJTyYaBaIly 1m1aneoo.

B 14-mHeBHO miane60-KOHTPOIMPAHO MPOyYBaHe NeIUaTpUYHH NMalMeHTH (Ha Bb3pacT oT 1 Mecel 10
MO-MaJIko OT 4 TOAMHN) ca pa3npeAesieHu J1a moyryyaBar nperadanus 7 mg/kg/neH, nperadanuy

14 mg/kg/nen nnu rianebo. MenuaHara Ha YeCTOTa HAa IPUCTHIKUTE 3a 24 yaca Ha U3XOJHOTO HUBO H
TIPH MTOCIIEAHOTO TIOCEIeHne ca ChOTBeTHO 4,7 u 3,8 3a mperabanuu 7 mg/kg/nen, 5,4 u 1,4 3a
nperabanud 14 mg/kg/nen u 2,9 u 2,3 3a mnane6o. [Iperadanua 14 mg/kg/nen 3HaunTeIHO HaMaIsIBa
log-TpancdopmupanaTa yecToTa Ha apIUATHA TPUCTHIHN cipsamMo miaredo (p=0,0223); mpu
nperabanud 7 mg/kg/nen He ce HabIIOAaBa MOAOOPEHUE CIIPSAMO TLTale0o0.

B 12-ceqmuunO mutane60-KOHTPOIMPAHO NPOYYBAHE MPH YIACTHUIN C ITBPBUYHY I'CHEPATU3HPAHU
ToHNYHO-KJIOHNYHHM [Primary Generalized Tonic-Clonic, PGTC] repuose 219 y4yactaHutm (Ha Bb3pacT
oT 5 10 65 roanHu, 66 OT KOUTO Ha BB3PACT OT 5 70 16 TOAMHU) ca pa3npeneneH: Ja moayJyaBat
nperadanus 5 mg/kg/nen (makcumanso 300 mg/nen), 10 mg/kg/nen (Mmakcumanuo 600 mg/neH) wiu
1ane6o KaTto JombaBailo jedenne. [IponenTsT Ha yuyactHunure ¢ none 50% HamaneHue Ha
yecrotara Ha PGTC repuose e chotBeTHO 41,3%), 38,9% 1 41,7% 3a nperadanun 5 mg/kg/neH,
nperabanud 10 mg/kg/nen n nnane6o.
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MOHOTeQaHI/IH (HOBOJAMArHOCTUIIMPAHU NAITUEHTH )

IIperaGaiuH e npoy4deH B 1| KOHTPOIMPAHO KIMHUYHO U3NUTBAHE C MPOABIDKUTETIHOCT 56 CEMMULH, C
npuwioxenue AI1/1. I[Iperabanun He e moka3ai mo-Maika e(peKTUBHOCT CIIPAMO JaMOTPHUTHH IO
OTHOIIICHNE Ha KpaliHaTa Touka - 6 Mecena 0e3 npucthiu. [Iperadanin u 1aMOTpUTHH ca CpaBHUMHU
10 OTHOIICHUE Ha OE€30MacHOCT U 100pa IIOHOCHMOCT.

['eHepann3upaHo TPEBOKHO Pa3CTPONCTBO

[Iperabanun e mpoydeH B 6 KOHTPOJHUPAHHU KIMHUYHA U3IMUTBAHKS C POABIDKUTEITHOCT 4-6 CEIMUITH,
1 mpoy4BaHe NPH MAIMEHTH B CTAPUECKa BH3PACT C MPOJABIDKUTEIHOCT 8 CEIMUIMI U | TBITOCPOYHO
MpPOyYBaHE 3a MPEBEHITUS Ha PEIU/IUB C IBOMHOCIAMNA (ha3a Ha MPEBEHIMSI HA PELUNBA C
MPOJIBIDKUTEITHOCT OT 6 Mecera.

Oo6nexuenue Ha cumnromute Ha ['TP, n3amepeno upe3 Ckanata Ha XaMHITOH 3a OLIEHKA Ha
tpeBoxkHoctTa (Hamilton Anxiety Rating Scale, HAM-A), e 6uio HabmogaBaHo A0 Kpasi Ha CeIMHLA
1.

B koHTpONMMpaHu KIMHUYHY W3MUTBAaHUS (C MPOIBIDKUTENHOCT 4-8 cenmuin) 52% OT NauueHTHTe,
JIEKyBaHH ¢ niperadainH u 38% OT malMeHTUTe Ha 1uianedo ca umanu none 50% nogoOpeHue B 00IIus
pesyarat no HAM-A 0T u3X0IHOTO HHBO 10 KpaiiHaTa TOYKA.

B koHTpONHMpaHu M3NHUTBAHMSA, TO-TOJISIMA YaCT OT MAIlMEHTHTE, JIEKYBaHH ¢ perabainH, ca
CHOOLIUIIM 32 3aMbIJICHO 3PEHUE, B CPAaBHEHUE NALMEHTUTE, JIEKYBaHU C IU1a1e00, KOETO € 0T3BY4alIo
B [TOBEUETO CITy4ad MpH MPOABIDKUTENHO npruiiarane. [lpoBeaenu ca oTaIMoIOrnyHN U3CIeIBaHUS
(BKJIIOUUTENHO HU3CIIEBaHE Ha 3pUTEIHA OCTPOTA, CTAHAAPTHO M3CIIeIBaHE Ha 3PUTEITHOTO HOJIe U
pas3mmper QyHAOCKOIICKH IMperiiea) npH noseye oT 3 600 manueHTH B paMKUTE Ha KOHTPOJIUPaHU
KJIMHUYHU U3nuTBaHus. [Ipy Te3n manueHTH 3puTenHara ocTpoTa € HamaneHa npu 6,5% ot
MAIMEeHTHTE, JIEKyBaHU ¢ niperabanuH u npu 4,8% OT manueHTnTe, JeKyBaHu ¢ mianedo. [lpomenn B
3pUTENTHOTO TIOJIE ca ycTaHOBeHU npH 12,4% ot nekyBanuTe ¢ nperadanus u 11,7% ot nexyBaHuTe ¢
wiane6o namueHTy. OyHIO0CKOIICKH NPOMEHH ca HabronaBanu nmpu 1,7% ot JieKyBaHHUTE ©
nperabanut u 2,1% ot ekyBaHUTE ¢ manedo ManueHTH.

5.2 ®apmakoKMHETHYHHU CBOIiCTBA

CTaLII/IOHapHI/ITe (l)apMaKOKI/IHCTI/ILIHI/I IIOKa3aTcin Ha npera6aJmH Ca CXOJHHU IIpU 3IpaBU I[O6pOBOJ'ILII/I,
MalUCHTH C CIIMJICIICUS, ITOJTyYaBalllkl aHTUCTIMJICITUYHHA JICKAPCTBA, U MAIIUCHTHU C XpOHUYHA OoJIKa.

AOcopbuus
Iperabanuu ce pe3opOupa OBP30 MPH NPUIOKESHNE HA TIATHO C MUKOBH TIAa3MEHH KOHIICHTPAIINH,

HACTBIIBAIY B PAMKHTE HA €JIMH YaC KaKTO CJIe/I €IHOKPATHO TaKa M CJIeJ] MHOTOKPATHO MpUJIaraHe.
[lepopannaTa 6MOHATMYHOCT Ha MperabaiauH ce oyakpa Aa € > 90% u e HezaBucuMa ot fgo3ara. Cien
MHOTOKPATHO IMPHUJIAraHe CTAllMOHAPHO ChCTOSHHUE C€ JIOCTHTa B paMKuTe Ha 24 110 48 yaca.
CkopoctTa Ha pe30opOius Ha peradaiiH HaMalsiBa MPH MPHEM C XpaHa, KOeTO BOJIU JI0 MOHWKEHUE
Ha Cpax ¢ 0K0110 25-30% 1 3a0aBsiHE HA tmax 1O TPUOTU3NTENHO 2,5 yaca. [IpueMbT Ha mperabaivH ¢
XpaHa, 00aue, HAMa KIMHHYHO 3HaYNM e(DeKT BhPXY CTEIICHTa Ha Pe30pOIHs Ha TperadaivH.

Paznpenenenue
[IpenkMMHUYHY TPOYYBaHUSI TIOKA3BAT, Y€ MperadaivH MpeMUHAaBa Npe3 KPhBHO-MO3bYHATA Oapuepa

Ha MUIIIKH, TUThXOBE U MaliMyHH. J[okazaHo e, ue mperadajinH MpeMUHaBa Npe3 IUIaleHTaTa Mpu
TUTHXOBE H CE OTKPHBA B MIITKOTO Ha KbPMEIIH IUThX0Be. [Ipr Xopa npuBHIHUAT 00eM Ha
pasmpeneieHye Ha mperadaiuH ciie MepopaaiHo npuioxkeHue e npudansurento 0,56 I/kg.
[IperabanuH He ce CBBbP3Ba C IUIA3MEHUTE OCITHIIH.

Buotpanchopmaris

MeTabom3MBbT Ha IperabaauH MpH Xopa € MpeHeopexumo Marsk. Cien npueM Ha J03a
PaAMOaKTUBHO Oelsi3aH mperadbairH npuoOan3uTeTHo 98% oT paguoakTUBHOTO BEIIECTBO, YCTAHOBEHO
B ypHHATa, € OWIIO HEMPOMEHEH Nperadand. N-METHIMPAHUAT IEPUBAT Ha MperadairH, OCHOBHHAT
METa0OJHT Ha Nperadaliny, OTKPUT B ypuHaTta, chetapisiBa 0,9% oT go3arta. B npeakmuHunaHn
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MPOyYBaHMUs HE ca yCTAHOBEHH JAaHHU 32 palleMHU3aIisd Ha S-eHaHTHOMepa Ha MperabaiiH 10 HeroBus
R-enanTuomep.

Eanmunupane
[Iperabanus ce eMTMMUHApPA OT CUCTEMHOTO KPHBOOOpAIIEHHE TIIABHO Upe3 OhOpeuHa eKCKpelrs B

HerpoMeHeH BuA. CpeqHUAT eIIMMUHAIIMOHEH IOy KMBOT Ha IperadaiuH ¢ 6,3 yaca. [InasMeHusrT u
OBOPEYHUAT KIIMPBHHC Ha MPeradaliuH ca MPaBo MPOTOPIIMOHATHN Ha KPEAaTHHUHOBHS KIIMPHHC (BX.
Touka 5.2 Hapyiiena 0b0peuna GhyHKIHs).

[Ipu naumenTu c HamasneHa ObpOpeuHa QYHKIMS WK HA XEMOJHaIn3a € He00X0AUMO alaTHpPaHe Ha
no3ata (Bxk. Touka 4.2, Tabnuna 1).

JIMHEHHOCT/HETMHEHHOCT

dapMaKOKMHETHYHUTE ITOKA3aTEIIN HA MPETradalivH ca JMHCWHU B pAMKHUTE Ha MPETOPbYUTEITHIS
JTHEBCH JI030B MHTEpBaJl. BaprmabuimHocTTra Ha (hapMakKOKHMHETHKATA Ha peradaginy MexX Iy
nHanBHaUTE € Majka (< 20%). dapMakOKHHETHKATa TIPH MHOTOKPATHO MpUiIaraHe MoXke 1a Oblie
MpeBUJICHA OT JaHHHUTE NPU €THOKpaTHa J103a. ClieJ0BaTeHO, HEe € HEOOXOIMMO PYTHHHO
MOHHTOpPHPAHE Ha TIA3MEHUTE KOHIIEHTPAIlUU Ha peradaiH.

ITon
Knuanunute npoyuBanust Moka3Bar, 4e MOJTbT HE OKa3Ba KIMHUYHO 3HAYMMO BIUSHUE BBPXY
IJIa3MEHHUTE KOHIICHTPAITUH Ha IIperadanH.

BrOpeuHo yBpexkane

KnuppHChT Ha Tipera®anuH e mpaBONPONOPIMOHATIEH Ha KPEeaTHHUHOBHS KIIMpBHC. OCBEH TOBa
nperadajiuH ce OTcTpaHsBa e()eKTUBHO OT IIa3MaTa upe3 XxeMoauain3a (ciies 4-4acoBo
XEMOJIMATN3HO JICYCHHUE TIA3MEHUTE KOHIICHTPAIIMH Ha MPeradalivH ce MOHMKABAT ¢ MPUOIH3UTEITHO
50%). Twit kaTo OBOPEUHOTO ETMMUHHUPAHE € TJIABHUAT T HAa STMMHHUPAHE, IPU TALUEHTH C
HapymieHa Ob0pevna GpyHKIHs € HeoOXOAMMO HaMaJIsiBaHEe Ha J03aTa, a CJIeT XeMOIHaIN3a €
HE0OXOIUM JIOITBTHUTENCH ipueM (BK. Touka 4.2 Tabmuma 1).

YepHO1poOHO YBpEKIaHE

He ca npoBexxaanu cneruaiiy papMaKOKHHETHYHH MTPOYYBaHUS IPU HNALIMEHTH ¢ HApYyIIICHa
yepHOipoOHa pyHKIMs. Thil KaTO MperadairH He MPETHPIIBA 3HAYUM METa0OJU3bM H CE EKCKPEeTUpa
MPEIMMHO B HEIIPOMCHEH BUJ B YpHHATA, HApyIIEHAaTa YepHOAPOOHA QYHKIIHMS He OU TpsOBao 1a
MIPOMEHS 3HAYMMO IJIA3MEHUTE KOHICHTPAIMK Ha IperadauH.

IlenuarpuydHa nomyJIanus

dapMaKOKMHETHKAaTa Ha NperadalrH € OLleHeHa Py NeAUAaTPUYHU MTalUEHTH C STIUIIETICUs
(BB3pacToBu rpymu: 1 mo 23 mecena, 2 1o 6 roguam, 7 10 11 roguam u 12 1o 16 roguamn) IpH 1030BU
HuBa 2.5, 5, 10 u 15 mg/kg/nen B u3nuTBane 3a papMaKOKHHETHKATa U IOHOCUMOCTTA.

Cren mepopaiHo MPUIOKEHUE Ha MPeradalvH NPy MeAHaTPUUHH MAI[MeHTH Ha TIaJHO BPEMETO 32
JOCTUTaHe Ha MAKCUMAJTHU TIa3MEHU KOHIIEHTPAIIUH 1O MIPUHITHIT € CXOHO MPH YYACTHUIIUTE B
IsUIaTa Bh3pacToBa rpymna u Hactbisa 0,5 yaca /1o 2 yaca cieJi IprueMa Ha J103aTa.

[Mapametpure Crnax 1 AUC 3a mperabalivd HapacTBaT JIWHEHHO ¢ TIOBUILIABAaHE Ha J103aTa B PAMKUTE Ha
Bcska eqHa oT Bb3pactoBute Tpynu. AUC e ¢ 30% mo-mainka mpu neAnaTpuaHuTe MaueHTH ¢
tenecHo Terio oA 30 kg mopany mo-BUCOKHS KOPUTHUPAH 3a TEJIECHO TETII0 KIUpBHHC OT 43% mpu
TE€3U MalMeHTH B CPaBHEHHE C MAUEHTUTE, KOUTO UMAaT TenecHo Terno >30 kg.

TepMUHATHHAAT TOTYKUBOT Ha MpeTadaliviH TOCTHra CPETHO OKOJIO 3 10 4 yaca mpu NeAnaTpuIHI
MalKeHTU A0 6-TOAMIIHA Bh3pacT U 4 10 6 yaca mpu MalMeHTUTE HA U HaJl 7-TOAMIIHA Bh3PacT.

HOHyHaHI/IOHHHHT q)apMaKOKI/IHeTI/I‘IeH aHaJIM3 MoKa3Ba, 4€ KPECAaTUHUHOBUAT KIIMPBHC € 3HAUYMMa
KOBapHaTa Ha KJIMPBHCA Ha npera6aJmH CJIea NepopaiHO NPUIIO0KEHUEC, TCIICCHOTO TCTJIO € 3HaAYMMa
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KOBapHara Ha MPUBUAHMSA 00eM Ha pa3mnpeesieHue Ha perabairH cie/| IepopaTHO MPIIOKEHUE H
T€3W 3aBHCHMOCTH Ca CXOJIHU MPH IMeTUATPUIHN U BH3PACTHH MALUEHTH.

dapMaKOKMHETHKATA Ha MperabaivH MPpH MAIlMeHTH MoJ] 3-MeceuHa Bb3pacT He € MpoyycHa (BiK.
Touku 4.2, 4.8 u 5.1).

Crapuecka Bb3pacT

ChpimecTByBa TEH/ICHIIHS 32 HAMAISIBaHE HA KIIMPBHHCA HA MperabalvH ¢ HapacTBaHe Ha Bb3pacTTa.
ToBa HaMasieHue Ha MEePOPATHUS KIIMPBHHC Ha MperabainH ChOTBETCTBA HAa IOHIKEHUETO Ha KITUPhHCA
Ha KpeaTWHUHA, CBHP3aHO C HAIlpeIBaHEe Ha Bh3pacTTa. [Ipu manueHTu ¢ Bb3pacToBO 00YCIOBEHO
HapyIIeHrne Ha ObOpedHaTa GyHKIASI MOXKE J1a Ce HAIOKH HaMaJISIBaHE Ha JT03aTa Ha mperadbanvH (BK.
touka 4.2 Tabmuma 1).

Kepmauku
Hanpagsena e onienka Ha hapmakokuHeTHkara Ha 150 mg nperaGanus, npunaras npe3 12 yaca

(mreBHa no3a 300 mg) nmpu 10 >keHU B IEPHOJ HA JIAKTALIMS Hai-Manko 12 ceIMHUIU Clie] paKIaHeTo.
Bimmsamrero Ha rakTanusaTa BbpXy (papMakOKMHETHKATA Ha IperadaiH € OMI0 MaJIKo WiIH 300110 €
municBaiio. [IperabanuH ce eKCKpeTrpa B KbpMaTa B CPEIHU CTallMOHAPHH KOHIIEHTPAIUH,
MPHUOIM3UTETHO PaBHH HA 76% OT KOHIIEHTpaMMTe B MaunHaTa Tu1a3Ma. M3uncnenara go3a 3a
KbpMaueTo, IoeTa ¢ KbpMa (IipueMaiiku, ue cpeHara JHeBHa KoHcyMmalus Ha kbpMa e 150 ml/kg/nen)
ot xenu, npuemariu 300 mg/neH win MakcuMaaHata JHeBHa 1032 oT 600 mg/neH Ou Ouna ChOTBETHO
0,31 wim 0,62 mg/kg/nen. M3uncnenure no3u ca npuOIM3UTENHO 7% 0T 00IiaTa JHEBHA 7032 Ha
Maiikara, m3pazeHa B mg/kg.

5.3 IlpenkJMHUYHM JAHHHU 32 0€30MACHOCT

B koHBeHIIMOHATHY (HapMaKOJIOTUYHU MPOYYBaHHS 32 0€30MaCHOCT MPH )KUBOTHH MperadainH e
MmoKaszai 1o0pa MOHOCUMOCT B JIO3H, ChOTBETCTBAIIN HAa KIIMHUYHO MpWiIaraHuTe. B mpoy4Banms 3a
TOKCHYHOCT ¢ MHOTOKpPATHO MIpHUjiaraHe, NpoBEJCHU NPH IUTbXOBE U MaiMyHH, ca Oy HaOJItoJaBaHu
edpextr Bbpxy [IHC, BKIFOUNTETHO XUITOAKTUBHOCT, XUITIEPAKTUBHOCT ¥ aTakcus. Ciien
MPOJIBIDKUTENHA SKCIIO3UIINS Ha TIPeradaliu, ChOTBETCTBAIA HA EKCIIO3HIIUS > 5 MBTH TO-TOJIsIMA OT
cpelHaTa eKCIIO3ULMS IPH XOpa IPY MakcuMallHaTa NpernopbuBaHa KIMHUYHA 1033, c€ HaOo1aBa
MOBHIIEHA YECTOTa Ha aTpodus Ha peTuHaTa, 00M4aifHO HaOJII0JaBaHa PH ILTbXOBE aTOMHOCH B
cTapyecka Bb3pacT.

HpeFaGaHI/IH HC € TCPATOTCHCH IPU MUIIIKH, INTbXOBC UIN 3a171u1/1. ®deTtanHa TOKCUYHOCT IIpH IUNTBXOBC
n 33?11114 € HaCThIINJIa CaMO ITPpU €KCIIO3UIUH, HAAXBBPJIAIIN 3HAYUTCIIHO Ta3u IIPU XOpa. B
HpeHaTaHHI/I/HOCTHaTaIIHI/I IMpOoy4BaHUA 3a TOKCUIHOCT Hpera6am/IH € JOBCJI A0 IT0sIBaA HA TOKCUYHHU
GCI)GKTI/I BBPXY PAa3BUTHUCTO HA IMOKOJICHUCTO IIPHU INTBXOBEC CJIICA CKCIIO3UITUU > 2 IBTHU IIO-TOJIEMH OT
MaKCHUMaJIHAaTa MPCIropbYBaHa CKCIIO3UIUS IIPHU XOpa.

HabnronaBanu ca Hexxenanu epekTu BbpXy HepTUINTeTa NIPH MBKKH U )KEHCKH IUTBXOBE CaMo MpH
eKCHO3MIIH HAIXBBPJIWIU JOCTATHYHO TEpalleBTUYHATA eKcro3uiusl. Hexxenanure eextu BbpXy
MBKKUTE PENPOAYKTUBHH OPTaHH U TIapaMeTpUTe Ha cliepMaTa ca OWiIi oOpaTUMH U ca HACTBITHIIH
caMo TIpH €KCITO3UIINH, HAJAXBBPIIWIN JOCTATHYHO TEParieBTHYHATA SKCITO3HUIINS MU ca Onin
CBBP3aHU ChC CIIOHTAHHU JIETEHEPATUBHU MPOLECH B MBXKHUTE PENPOLYKTHBHU OPraHU Ha IUTbXA.
[Mopanu ToBa ce cumra, ye eeKTUTE UMAT MalKa WK HSIMaT KIMHUYHA 3HAYHUMOCT.

[IperabanuH He € TEHOTOKCHUYEH B3 OCHOBA HA PE3YIATATH OT CEPHUs OT ix Vitro M in vivo IpOyIBaHHUSL.

[Tpu mIpXoBe ¥ MHUIIKH ca OWIIK MPOBEIICHU IBYTOUIIHY POYYBAHUS C TperadaliiH 3a
KapIrHOreHHOCT. [IpH rrbXxoBe He ca HaOJIIoIaBaHH TYMOPH CJIE/ €KCIIO3UIUH /10 24 ITBTH MO-TOJIEMH
OT Cpe/iHaTa eKCIO3ULIHS IIPH XOPa, IPU MaKCUMaITHATA IPENOpbhYBaHa KIMHAYHA /1032 OT

600 mg/nen. [1pu Mumku He € Ouna HaOIIOIaBaHa MOBUIIIEHA YECTOTA Ha TYMOPHTE NP €KCIO3HIINH,
NO00HM Ha CpeJTHaTa eKCIO3MLMS IIPU XOPa, HO MPY MO-BUCOKH EKCIIO3UIINH € Onila HablTro1aBaHa
MOBHIICHA YECTOTa HA XeMaHTHOCApKOM. HereHOTOKCHYHHAT MEXaHU3bM Ha HHIYIIUPAHOTO OT
nperabanuH oOpa3yBaHe Ha TYMOPH IPU MHUIIKK BKIJIFOYBA IPOMEHU B TPOMOOLIUTUTE U
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nposudepanis Ha eHI0TeNHN KIETKH. TakuBa TpPOMOOIIMTHY MPOMEHHN He ca OMIIN YCTAaHOBEHH MPHU
TUTHXOBE WJIM IIPH XOpa Bb3 OCHOBA Ha KPATKOCPOUHHU M OTPAaHIYEHH IBITOCPOYHH KIMHUYHU JTaHHU.
JluncBat nokasarencTBa, Mpeanoiaraiid pUcK mpu Xopa.

ITpu Mimaau IIBXOBE BUAOBETE TOKCHYHOCT HE CE Pa3MyaBaT Kau4eCTBEHO OT Te3H, HAOJI0aBaHu IIPH
3penu IIbX0Be. Mitafure IIbX0Be, 00ade, ca Mo-4yBCTBUTEIHH. IIpH TeparleBTHYHN €KCIIO3UIIH Ca
OuM ycTaHOBEHH KIMHUYHH mposiBu oT [THC kaTo XMHepakTHBHOCT U CKbPIIAHE ChC 350U U U3BECTHH
MIPOMEHU B pacTeka (MPexoIHO MOTHCKAaHe Ha HaJIaBaHeTo Ha Tero). EdexTu BppXy IHUKbIa HA
pasroHBaHe ca oMM HaOJIIOaBaHK TIPH €KCITO3MIINS, HAAXBBPIIAIIA 5 TBTH Ta3H IPH XOpa.
Peayuupan oTroBop KbM BHE3AMeH 3BYKOB CTHMYJI € HAOIOJaBaH MPY MIIAU TUIBX0BE 1-2 ceqMuim
CJIC/l EKCTIO3MITUS MPH > 2 TTHTH MO-TOJIIMA OT TEPANeBTUYHATA EKCITO3UIUS MPH Xopa. Jleser
CEIMMIIU CJIC]] €KCIIO3UIIMA TO3U eeKT He ce HaOI0/IaBa.

6. DAPMAINEBTHYHU JAHHHA
6.1 Cnucek Ha IOMOLIHNUTE BelleCTBa

Pregabalin Viatris Pharma 25 mg, 50 mg, 150 mg TBbpiy KancyJiu

KancynHo cpappxnmMo:
JlakT03a MOHOXUAPAT
HapeBuuHo HuIecre
Tanx

ChcTaB Ha KarcynaTa:

Kenatuu

TurtanoB muokcun (E171)

Hatpues naypuncyndar

CununmeB TUOKCHI, KOJOUICH 0€3BOICH
[Ipeuncrena Boaa

[leyaTtHO MacTWIIO:

[lenmax

Kenesen oxcun, uepen (E172)
ITponuneHrmmKomn

Kanues xunpoxcun

Pregabalin Viatris Pharma 75 mg, 100 mg. 200 mg, 225 mg, 300 mg TBEpIM KarcyJiu

KancynHo cbabp:KuMo:
JlakT03a MOHOXUApPAT
[MapeBuyHO HUIIECTE
Tanx

ChCTaB Ha KarcyJaTa:

Kenatuu

TurtanoB muokcun (E171)

Hartpues naypuncyndar

CuniieB TUOKCH, KOJIOWICH O€3BOICH
[Ipeuncrena Boaa

XKenesen okcua, uepsen (E172)

IleyaTHO MacTHIIO:
lemmak
Kenesen oxcun, uepen (E172)
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ITponuneHrnmKomn
Kanues xunapokcun

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpoxk Ha roaHoCT

3 roguHU

6.4 CrnenuanaHu ycJ10BHA Ha ChbXpaHeHUe

To3u nexkapcTBeH NMPOAYKT HE U3UCKBA CHELUAIHHU YCIOBUS Ha ChbXPaHEHHE.
6.5 Bwuau chabpkaHNe HA ONIAKOBKAaTAa

Pregabalin Viatris Pharma 25 mg TBbpAM Kancyiau

PVC/anymunueBu 6muctepu, coabpokaiiu 14, 21, 56, 84, 100 wiu 112 TBbpAM KarcyJiu.

100 x 1 TBbpau kancynu B PVC/anymunneBu nepdoprupanu eTHOZ030BH OIUCTEPH.
HDPE 6yTunka, cpabpxamia 200 TBbpAU Karcyiu.
He Bcudky BUOBE OIAKOBKM MOTrat J1a ObAAT MyCHATH Ha I1a3apa.

Pregabalin Viatris Pharma 50 mg TBspu Karcyau

PVC/anymunueBu onuctepu, coabpokaiiu 14, 21, 56, 84 wiu 100 TBBpIAH Karcyiu.
100 x 1 TBBpau kancym B PVC/anymuaneBu nepdopupann eIH0I030BU OJIUCTEPH.
He Bcuyk# BH0OBE OMAKOBKK MOTaT J1a OBbJAT MyCHATH Ha ma3apa.

Pregabalin Viatris Pharma 75 mg TBppau Karncyiau

PVC/anymunueBu onuctepu, coabpkaitu 14, 56, 100 wiu 112 TBBpIAH KarCyu.
100 x 1 TBBpau kancym B PVC/anymuaneBu nepdopupann eIH0I030BU OJIHCTEPH.
HDPE 6ytunka, ceappxkarnta 200 TBEpIN Karcyiau.

He Bcuuku BHIOBE ONTAaKOBKU MOTar Ja ObJAT IyCHATH Ha Ma3apa.

Pregabalin Viatris Pharma 100 mg TBppau Kamncyiau

PVC/anymunneBu onuctepu, coabpkaiiu 21, 84 win 100 TBbpaU KarcCyu.

100 x 1 TBBpau Kancym B PVC/anymuaneBu nepdopupann eIH0I030BU OJIUCTEPH.
He Bcriky BHIOBE OMAKOBKH MOTaT Jia ObJIaT MyCHATH Ha Ma3apa.

Pregabalin Viatris Pharma 150 mg TBppau Kancyiau

PVC/anymununesu 6nuctepu, ceappkamu 14, 56, 100 unu 112 TBBpau Kancymu.
100 x 1 TBBpau kancysmm B PVC/anymuaneBn nepdopupann eIH0I030BU OJIHCTEPH.
HDPE 6ytunka, ceapprxarnia 200 TBEpIn Karcyiau.

He Bcuuky BHI0BE ONTAaKOBKM MOTaT Aa ObJAT IyCHATH Ha Ma3apa.

Pregabalin Viatris Pharma 200 mg TBbpAY Kamncyiau

PVC/anymununesu 6nuctepu, chappkainu 21, 84 nnm 100 TBEpaM Karcyu.

100 x 1 TBBpau kancymm B PVC/anymuaneBu nepdopupann eqH0I030BU OJIUCTEPH.
He Bcuukm BuI0BE ONaKOBKM MOTaT Aa ObJAT IyCHATH Ha Ma3apa.

Pregabalin Viatris Pharma 225 mg TBbpAY Karncyiau

PVC/anymununesn 6nuctepu, chappkaiu 14, 56 nim 100 TBEpAM Karcyu.

100 x 1 TBbpau kancynu B PVC/anymunneBu nepoprupanu eTHOZ030BH OIUCTEPH.
He Bcudky BUOBE OAKOBKM MOTrat 1a ObAAT MyCHATH Ha I1a3apa.
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Pregabalin Viatris Pharma 300 mg TBbpu Kancyin

PVC/anymununesu 6nuctepu, chappkaiu 14, 56, 100 unu 112 TBBpau Kancyiu.
100 x 1 TBbpau kancynu B PVC/anymunneBu nepoprupanu eTHOA030BH OIUCTEPH.
HDPE 6yTunka, cpabpxania 200 TBbpAN Karcyu.

He Bcudky BUOBE OAKOBKM MOTraT a ObAAT MyCHATH Ha I1a3apa.

6.6 CrhenuajHu Npeana3Hu MeEPKU MPH U3XBBPJIsiHE U padoTa

Hsma crienmannu n3UCKBaHUS IIpU U3XBBPJISTHE.

7. HNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnangus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Pregabalin Viatris Pharma 25 mg TBepAM Kancyiau
EU/1/14/916/001-007
EU/1/14/916/044

Pregabalin Viatris Pharma 50 mg tBepau Kancyiau
EU/1/14/916/008-013

Pregabalin Viatris Pharma 75 mg TBbpau Karcyiau
EU/1/14/916/014-019

Pregabalin Viatris Pharma 100 mg TBppau Kamncyiau
EU/1/14/916/020-023

Pregabalin Viatris Pharma 150 mg TBepau Karcyiau
EU/1/14/916/024-029

Pregabalin Viatris Pharma 200 mg TBbpAY Kamncyiau
EU/1/14/916/030-033

Pregabalin Viatris Pharma 225 mg TBepAY Karcyiau
EU/1/14/916/034-037

Pregabalin Viatris Pharma 300 mg TBbpay Kancyiau
EU/1/14/916/038-043

9. JATA HA ITBPBO PABPEINIABAHE/IIOJJTHOBSAIBAHE HA PAZPEHIEHUETO 3A
YIIOTPEBA

Jlata Ha mppBoO paspemanane: 10 anpun 2014 r.
JlaTta Ha mocienHo nmogHoBsiBaHe: 12 nexemBpu 2018 T
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10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[ToapoOna nnpopmanus 3a TO3H JEKapCTBEH MPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickaTa
areHIys 1o JieKapcTBaTa http://www.ema.europa.eu.
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HNPUJIOKEHUE 11

MMPOU3BOJUTEJI(U), OTTOBOPEH(HHU) 3A
OCBOBOKJIABAHE HA TAPTUIN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U U3BNCKBAHUSA HA PASPEHIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHNUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA NTPOAYKT
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A. HNPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTUIN

Hme n aJpec Ha HDOI/I3B0)_'[I/IT€II$I(I/ITC), OTFOBODCH(HI/I) 3a OCBO60)KI[aBaHC Ha NapTHUAUTEC

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1

79108 Freiburg Im Breisgau

I'epmanus

nin

Mylan Hungary Kft.
Mylan utca 1
Komarom, 2900
YHrapus

N

MEDIS INTERNATIONAL a.s., vyrobni zdvod Bolatice
Primyslova 961/16

747 23 Bolatice

Yemka perryOimka

[ledaTHara TUCTOBKA Ha JIEKaPCTBEHUS IPOAYKT TPsOBa Ja ChIbp)Ka UMETO U agpeca Ha
MPOU3BOJUTEINSI, OTTOBOPEH 32 OCBOOOXKIaBAaHETO HA CHOTBETHATA MAPTHIA.
b. YCJI0OBHMA WM OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

.HeKapCTBCHI/IHT IMPOAYKT CC OTIIYCKa I10 JICKAPCKO NPCATIMCAHUC.

B. JAPYI'U YCJIOBUS N UBUCKBAHUS HA PASPEIIEHUETO 3A YIIOTPEBA
. Iepuoguynu akTyaJau3npanm a1okiaanau 3a dezonacuoct (ITAIB)

M3uckBanwmsta 3a nogasane Ha [TAJIb 3a To3u IeKapCcTBEH MPOAYKT Ca MMOCOYEHHU B CIIUCHKA C
pedepentnute gati Ha EBponeiickus cpio3 (EURD crnucok), npensuaen B un. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKHU ClIEABAIIN aKTyaJIM3aLlH, 1 TyOJINKyBaHU Ha
eBpoIeicKus yednopTa 3a JeKapcTBa.

r. YCI0OBUA U OI'PAHUYEHUA 3A BE3OITACHA U EOUKACHA YIIOTPEGA HA
JIEKAPCTBEHUS TPOAYKT

. Ilnan 3a ynpasJjenue Ha pucka (ITYP)

[Mpurexatensat Ha pa3perienuero 3a ynorpeda (IIPY) TpsdBa na u3BbpIIBa U3UCKBAHUTE JEHHOCTH H
NEeNCTBHS, CBBP3aHH C TPOCIEISIBAHE HA JIEKapCcTBeHaTa 0€30MacHOCT, MocoYeHn B oqoopenus [1YP,
mpencraBeH B Moayn 1.8.2 Ha pa3pemeHueTo 3a ynorpeda, KakTo U BbB BCHUKH CIIEBAIIH 0I00peHH
akTyanusauuu Ha ITVP.

Axrtyanusupat I[1YP Tps6Ba na ce moxasa:

° 1o uckaHe Ha EBpornelickara areHuus 1o JeKapcTBaTa;

° BHMHArH, KOr'aTo CE€ U3MEHS CHCTEMaTa 3a yIpaBiICHHE Ha PUCKA, OCOOCHO B PE3yJ/ITaT Ha
IoJTydaBaHe Ha HOBa MH()OpMAIIHs, KOSTO MOXKE J]a IOBeIe 0 3HAYNMU IPOMEHH B
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CHOTHOIIICHUETO TOJI3a/PUCK, WK CIIe]T JIOCTUTAaHE Ha BaKEH eTar (BB BPb3Ka ¢ IPOCIIe/sIBaHe
Ha JIeKapcTBeHaTa 6e30MMacHOCT WK CBEXKJaHe Ha PUCKA 0 MUHUMYM).

24



INPUJIOKEHUE 111

O3HAYEHMUS BbPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

Kaprtonena onakoBka Ha oiuctepute (14, 21, 56, 84, 100 u 112) u neppopupaH exH01030B
onuctep (100) 3a 25 mg TBLPAU KaNCyJIu.

1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 25 mg tBbpau Kamncyau
nperadaiuH

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika TBBpIa Kancyna chabpxka 25 mg nperadanu.

3. CIINCBK HA IIOMOINHUTE BEIIECTBA

To3u MNPOAYKT CbABbpPIKA JIAKTO3a MOHOXUAPAT: 3a MMOBCUC I/IH(i)OpMaI_[I/I}I, MMPOYCTCTC JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 TBBpAM Kancynu

21 TBBpPAU KaNCYIH

56 TBBpAM Karcyiu

84 TBBpAU KarCcyIu

100 TBBpAM KancCyau
100 x 1 TBBpAM Kamcynu
112 TBBpAM Kancyau

5. HAYMH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBEK/IAHE

ITepopanHo npunoxeHue.
[Ipenu ynoTtpeba mpoderere TUCTOBKATA.

6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE TEKAPCTBEHUAT INPOAYKT TPsBBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TEIIA

I[a CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYT' CHEIMAJIHU IIPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

3ameyaTaHa OlmakoBKa.
I[a HEC CC HU3II0J3Ba, aKO OIIaKOBKATa € ouna OTBapsHa.

27



| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

9. CIIEHUMAJIHU YCJIOBUS HA CbXPAHEHUE

10. CHEHNUAJIHU INNPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AAPEC HA ITIPUTEXKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/001-005
EU/1/14/916/006
EU/1/14/916/007

13. TIAPTHUJIEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIMA HA BPAMJIOBA A3BYKA

Pregabalin Viatris Pharma 25 mg

| 17. YHUKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

JIByn3mepeH 6apKoJI ¢ BKIFOUEH YHUKAJICH HICHTH(DHUKATOD
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18. YHMKAJIEH NWJEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

II'spBuYHa onakoBKa OyTHIIKA 32 25 Mg TBLPAN KANCyJH — onakoBka ot 200

| 1.

NME HA JIEKAPCTBEHUA TPOAYKT

Pregabalin Viatris Pharma 25 mg TBbpau Karcynm
nperabaanH

| 2.

OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcska TBEpaa Kancysa chabpika 25 mg nperadanvH.

| 3.

CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Cwapprka makTo3a MoHOXHApAT. [Ipean ymotpeba nmpoyeTere TUCTOBKATA.

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJHA OITAKOBKA

200 TBBpAM KaTICYIH

| 5.

HAYMH HA ITPUJIOKEHUE U TBT(MIIA) HA BBBEXKJIAHE

ITepopanHo npunoxeHue.

6.

CIIEHHUAJIHO MPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT INPOAYKT TPSJABBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCEI'A HA JTELIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7.

APYTI'U CHEHUAJIHU NPEAYHOPEXJIEHUSA, AKO E HEOBXOJINMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen o

9.

CIHEHHUAJIHHU YCJOBUS HA CbXPAHEHUE

10.

CIIEHUAJIHU ITPEJAITA3ZHU MEPKU ITPU NU3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA
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| 11. HME U AAPEC HA ITIPUTEXKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Hpnangus

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

EU/1/14/916/044

| 13. TTAPTHJIEH HOMEP

[TapTugen No

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. HUH®OPMAIIMA HA BPAMJIOBA A3BYKA

Pregabalin Viatris Pharma 25 mg

| 17. YHUKAJIEH WIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

JIByn3mepeH 6apKojI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD

| 18. YHMKAJIEH NJEHTU®UKATOP — JTAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 21, 56, 84, 100 u 112) u neppopupan ennogo30s oaucrtep (100) 3a 25 mg TBHpaAN
KAINCYJu

| 1. NME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 25 mg tBbpau Kamncyau
nperadanuH

| 2. HME HA ITPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 4. IHAPTUJAEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

Kaprtonena onakoBka Ha ojuctepurte (14, 21, 56, 84 u 100) u nepdopupan exHoa030B OJuCTEP
(100) 3a 50 mg TBBLpPAU KANCYJIH

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 50 mg TBbpau Kamncyaiu
nperadaiuH

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

Bcesika TBBpHa Kancyna ceabpxka 50 mg nperabanu.

3. CIINCBK HA IIOMOINHUTE BEINECTBA

To3u MNPOAYKT CbABbpPIKA JIAKTO3a MOHOXHUAPAT: 3a IMOBCUC I/IH(i)OpMaI_[I/IH, MMPOYCTCTC JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 TBBpAM Kancynu

21 TBBpPAU KaNCYIH

56 TBBpAM Karcyiu

84 TBBpAU KarCcyIu

100 TBBpAM Kamcyau
100 x 1 TBBpAM Kamcynu

5. HAYYH HA ITPUJIATAHE U II'bT (MIIA) HA BBBEXK/JIAHE

ITepopanHo npunoxeHue.
[Ipenu ynoTtpeba mpoyerere IMCTOBKATA.

6. CIIEHUAJIHO NPEAYIIPEXXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOTJVIEJA 1 IOCEI'A HA JELIA

I[a CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYT' CHEIMAJIHU ITPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

3amecyaTaHa OlmakoBKa.
Z[a HC CC U3II0JI3Ba, aKO OIIaKOBKaTa € ouna OTBapsHa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEHNUAJIHU INPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/008-013

13. MAPTHUAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. HUH®OPMAIIMA HA BPAMJIOBA A3EYKA

Pregabalin Viatris Pharma 50 mg

| 17. YHMKAJIEH NWJEHTU®UKATOP — IBYU3MEPEH BAPKO/

JBym3mepeH 6apKo ¢ BKIIOUCH YHUKAJICH HICHTH()UKATOP

| 18. YHMKAJIEH WJEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 21, 56, 84 u 100) u nepdopupan exnono3on oaucrep (100) 3a 50 mg TBLpAU
KAINCYJu

| 1. NME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 50 mg TBbpau Kamncyau
nperadanuH

| 2. NME HA ITPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 4. HAPTUJAEH HOMEP

ITaptunen Ne

5.  JPYIoO
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

II'spBuYHa onakoBKa OyTHIIKA 32 75 Mg TBBPAN KaNCyJIn — onakoBka ot 200

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Pregabalin Viatris Pharma 75 mg tBbpau Kamncyiu
nperabaanH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcska TBEpaa Kancysa chabpika 75 mg nperadbaniH.

3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

Cwapprka makTo3a MoHOXHApAT. [Ipean ymoTpeba nmpoyeTere MMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

200 TBBpAM KaTICYIH

5. HAYMH HA ITPUJIAT'AHE U ITBbT(MIIIA) HA BBbBEXKJIAHE

[lepopanHo mpunoxxeHue.

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSCTO JAJIEYE OT IIOTJIEJA 1 IOCEI'A HA JEIIA

I[a CC€ CbXpaHsiaBa Ha MACTO, HCAOCTBIIHO 3a JCIa.

| 7. APYT' CHEIMAJIHU ITPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CIEHNUAJIHM IPEAIIA3HU MEPKU IIPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Upnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/018

13. TTAPTHUJIEH HOMEP

[TapTugen No

| 14. HAYMH HA OTIITYCKAHE

| 15. VYKA3AHUA 3A YIIOTPEBA

| 16. HUH®OPMAIIMSA HA BPAMJIOBA A3BBYKA

Pregabalin Viatris Pharma 75 mg

| 17. YHUKAJIEH NJEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

JIByn3amMepeH 6apKoJ1 ¢ BKIIOYCH YHUKAICH HICHTU(PHUKATOD

| 18. YHMKAJIEH NJEHTU®UKATOP — JTAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbJABPKA BTOPUYHATA OITAKOBKA

Kaprtonena onakoBka Ha ojuctepute (14, 56, 100 u 112) u nepdopupan eaJHO1030B OJauUCTEp
(100) 3a 75 mg TBBLpPAU KaNCyJIH

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 75 mg tBbpau Kamncyau
nperadaiuH

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika TBBpIa Kancyna chabpxka 75 mg nperadanu.

3. CIINCBK HA IIOMOINHUTE BEINECTBA

To3u MNPOAYKT CbABbpPIKA JIAKTO3a MOHOXUAPAT: 3a MMOBCUC I/IH(i)OpMaI_[I/I}I, MMPOYCTCTC JIUMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpAM Kancynu

56 TBBpAM Karcyiu

100 TBBpAM KanCyIu
100 x 1 TBBpAM Karcynu
112 TBBpAM Kamncyau

5. HAYUYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/K/IAHE

ITepopanHo npunoxeHue.
[Ipenu ynoTtpeba mpoyerere JIUCTOBKATA.

6. CIIEHUAJIHO TPEAYIIPEXXKJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSIEBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOTJIEJA 1 IOCEI'A HA JEIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIa.

| 7. APYT' CHEIMAJIHU ITPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

3ameuaTana OIaKkoBKa.
Jla He ce M3M0JI3Ba, aKO OIMaKOBKaTa ¢ Ouja OTBapsHa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEHNUAJIHU INPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/014-016
EU/1/14/916/017
EU/1/14/916/019

13. MAPTHUJAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIMA HA BPAMJIOBA A3BYKA

Pregabalin Viatris Pharma 75 mg

| 17. YHUKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

JIByn3mepeH 6apKojI ¢ BKIFOUEH YHUKAJICH HICHTH(HUKATOD

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

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 56, 100 unu 112) u nepdopupan ennogo3on 6aucrep (100) 3a 75 mg TBbpaAN
KAINCYJu

| 1. NME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 75 mg tBbpau Kamncyau
nperadanuH

| 2. NME HA INTPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 4. HAPTUJAEH HOMEP

ITaptunen Ne

5.  JPYIoO
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha ouctep (21, 84 uau 100) u nepdopupan exnomo3on oauctep (100) 3a
100 mg TBBpAM KANICYJIH

1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 100 mg TBbpau Kancyiu
nperadanuH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa xancyna ceabspka 100 mg nperabaius.

3. CIINCBK HA IIOMOINHUTE BEINECTBA

To3u MNPOAYKT CbABbpPIKA JIAKTO3a MOHOXHUAPAT: 3a IMOBCUC I/IH(i)OpMaI_[I/IH, MMPOYCTCTC JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

21 TBBpAU KaNCyIH

84 TBBpAM KarcyIu

100 TBBpAM KanCyIu
100 x 1 TBBpAM Karcynu

5. HAYUH HA ITPUJIAT'AHE U ITBbT(MIIIA) HA BBbBEXKJ/IAHE

[lepopanHo npunoxeHue.
[Ipenu ynotpeba npoyereTe NUCTOBKATA.

6. CIIEHUAJIHO NPEAYIIPEXXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOTJIEJA 1 IOCEI'A HA JELIA

I[a CC€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYTI'U CIHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJINMO

3ameuaTana OIaKkoBKa.
Jla He ce M3M0JI3Ba, aKO OIMaKOBKaTa ¢ Ouja OTBapsHa.

| 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEHNUAJIHU INPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/020-023

13. MAPTHUAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. HUH®OPMAIIMA HA BPAMJIOBA A3EYKA

Pregabalin Viatris Pharma 100 mg

| 17. YHMKAJIEH NWJEHTU®UKATOP — IBYU3MEPEH BAPKO/

JBym3mepeH 6apKo ¢ BKIIOUCH YHUKAJICH HICHTH()UKATOP

| 18. YHMKAJIEH WJEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (21, 84 nim 100) n nepdopupan exnogosos dsauctep (100) 3a 100 mg TBBLpAN KaNCyJIH

| 1. NUME HA JIEKAPCTBEHUA NPOAYKT

Pregabalin Viatris Pharma 100 mg TBepau Kancymu
nperabaanH

| 2. NME HA ITPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited

| 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 4. IHAPTUJAEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

IIspBuyHa onakoBKka OyTHika 3a 150 mg TBBLpAM Kancy/u — onakoBka ot 200

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Pregabalin Viatris Pharma 150 mg TBbpau Kancyiu
nperabaanH

2. OBSABABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Bcska tBepaa kancymna ceabpika 150 mg mperadaimH.

3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

To3u POIYKT ChbPIKa JIAKTO3a MOHOXHJIPAT: 32 IMOBeUYe WHPOPMAIIHUS, TPOYETETE IUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

200 TBBpAM KaTICYIH

5. HAYMH HA ITPUJIATAHE N ITbT(MIITA) HA BBBE/KJAHE

[epopanHo npunoxeHue.
IIpenu ynorpeba npoyereTe IUCTOBKATA.

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPSJABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA IEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYTI'U CIHEHUAJIHU NPEAYIPEXJIEHUSA, AKO E HEOBXOJIUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

10. CHEHNUAJIHHU NNPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

44



11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/14/916/028

13. TIAPTHUJIEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIMA HA BPAMJIOBA A3BYKA

Pregabalin Viatris Pharma 150 mg

| 17. YHUKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

JIByn3mepeH 6apKoJI ¢ BKIFOUEH YHUKAJICH HICHTH(DHUKATOD

| 18. YHUMKAJIEH WJIEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUUYHATA OITAKOBKA

Kapronena onakoBka Ha ojuctepute (14, 56, 100 u 112) u nepdopupan eaJHO1030B OJauCTEp
(100) 3a 150 mg TBBPAM KANCYJIH

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 150 mg TBbpau Kancyiu
nperadanuH

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika TBBpaa kancyna ceabpka 150 mg nperabasius.

3. CIINCBK HA IIOMOINHUTE BEINECTBA

To3u MNPOAYKT CbABbpPIKA JIAKTO3a MOHOXUAPAT: 3a MMOBCUC I/IH(i)OpMaI_[I/I}I, MMPOYCTCTC JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 TBBpAM Kancynu

56 TBBpAM Karcyiu

100 TBBpAM KanCyIu
100 x 1 TBBpAM Karcynu
112 TBBpAM Kamncyau

5. HAYUYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/K/IAHE

ITepopanHo npunoxeHue.
[Ipenu ynoTtpeba mpoyerere JIUCTOBKATA.

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOTJIEJA 1 IOCEI'A HA JEIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIa.

| 7. APYT' CHEIMAJIHU ITPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

3ameuaTana OIaKkoBKa.
Jla He ce M3M0JI3Ba, aKO OIMaKOBKaTa ¢ Ouja OTBapsHa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEHNUAJIHU INPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/024-026
EU/1/14/916/027
EU/1/14/916/029

13. MAPTHUJAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIMA HA BPAMJIOBA A3BYKA

Pregabalin Viatris Pharma 150 mg

| 17. YHUKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

JIByn3mepeH 6apKoJI ¢ BKIFOUEH YHUKAJICH HICHTH(HUKATOD

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

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 56, 100 unu 112) u nepdopupan ennogo3os 6aucrtep (100) 3a 150 mg TBbpAU
KAINCYJu

| 1. NME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 150 mg TBbpau Kancyiu
nperadanuH

| 2. HME HA ITPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 4. IHAPTUJAEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha ouctep (21, 84 uau 100) u nepdopupan exnomo3on oauctep (100) 3a
200 mg TBBHPAU KANCYJIH

1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 200 mg TBbpau Kancyiu
nperadanuH

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika TBBpaa xancyna ceabpka 200 mg nperabasiuH.

3. CIINCBK HA IIOMOINHUTE BEINECTBA

To3u MNPOAYKT CbABbpPIKA JIAKTO3a MOHOXHUAPAT: 3a IMOBCUC I/IH(i)OpMaI_[I/IH, MMPOYCTCTC JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

21 TBBpAU KaNCyIH

84 TBBpAM KarcyIu

100 TBBpAM KanCyIu
100 x 1 TBBpAM Karcynu

5. HAYUH HA ITPUJIAT'AHE U ITBbT(MIIIA) HA BBbBEXKJ/IAHE

[lepopanHo npunoxeHue.
[Ipenu ynotpeba nmpoyereTe NUCTOBKATA.

6. CIIEHUAJIHO NPEAYIIPEXXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOTJIEJA 1 IOCEI'A HA JELIA

I[a CC€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYTI'U CIHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

3ameuaTana OIaKkoBKa.
Jla He ce M3M0JI3Ba, aKO OIMaKOBKaTa ¢ Ouja OTBapsHa.

| 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEHNUAJIHU INPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/030-033

13. MAPTHUAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. HUH®OPMAIIMA HA BPAMJIOBA A3EYKA

Pregabalin Viatris Pharma 200 mg

| 17. YHMKAJIEH NWJEHTU®UKATOP — IBYU3MEPEH BAPKO/

JBym3mepeH 6apKo ¢ BKIIOUCH YHUKAJICH HICHTH()UKATOP

| 18. YHMKAJIEH WJEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (21, 84 nimm 100) n nepdopupan exnoxosos dsaucrep (100) 3a 200 mg TBLPAN KANCYJIH

| 1. NUME HA JIEKAPCTBEHUA NPOAYKT

Pregabalin Viatris Pharma 200 mg TBepau Kamncyau
nperabaanH

| 2. NME HA ITPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 4. IHAPTUJAEH HOMEP

[TapTugen No

|5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha ojuctep (14, 56 uau 100) u nepdopupan eqnogo3on oauctep (100) 3a
225 mg TBbPAU KANCYJIn

1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 225 mg TBbpau Kancyiu
nperadanuH

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika TBBpaa Karcyna ceabpka 225 mg nperadaiuH.

3. CIINCBK HA IIOMOINHUTE BEINECTBA

To3u MNPOAYKT CbABbpPIKA JIAKTO3a MOHOXHUAPAT: 3a IMOBCUC I/IH(i)OpMaI_[I/IH, MMPOYCTCTC JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 TBBpAM Kancynu

56 TBBpAM Karcyiu

100 TBBpAM KanCyIu
100 x 1 TBBpAM Karcynu

5. HAYUH HA ITPUJIAT'AHE U ITBbT(MIIIA) HA BBbBEXKJ/IAHE

[lepopanHo npunoxeHue.
[Ipenu ynotpeba nmpoyereTe NUCTOBKATA.

6. CIIEHUAJIHO NPEAYIIPEXXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOTJIEJA 1 IOCEI'A HA JELIA

I[a CC€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYTI'U CIHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

3ameuaTana OIaKkoBKa.
Jla He ce M3M0JI3Ba, aKO OIMaKOBKaTa ¢ Ouja OTBapsHa.

| 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEHNUAJIHU INPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/034-037

13. MAPTHUAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. HUH®OPMAIIMA HA BPAMJIOBA A3EYKA

Pregabalin Viatris Pharma 225 mg

| 17. YHMKAJIEH NWJEHTU®UKATOP — IBYU3MEPEH BAPKO/

JBym3mepeH 6apKo ¢ BKIIOUCH YHUKAJICH HICHTH()UKATOP

| 18. YHMKAJIEH WJEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 56 numm 100) n nepdopupan exnogosos dsauctep (100) 3a 225 mg TBLpAN KaNCyJIH

| 1. NUME HA JIEKAPCTBEHUA NPOAYKT

Pregabalin Viatris Pharma 225 mg TBepau Kancymau
nperabaanH

| 2. HUME HA ITPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 4. HHAPTUJAEH HOMEP

ITaptunen Ne

5.  JPYIo
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

IIspBu4Ha onakoBka OyTHika 3a 300 mg TBBLPAM KancyJu — onakoska ot 200

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Pregabalin Viatris Pharma 300 mg TBbpau Kancyiu
nperabaanH

2. OBSABABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Bcska tBepaa kancyna ceabpika 300 mg mperadaiuH.

3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

To3u POIYKT ChbPIKa JIAKTO3a MOHOXHJIPAT: 32 IMOBeUYe WHPOPMAIIHUS, TPOYETETE IUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

200 TBBpAM KaTICYIH

5. HAYMH HA ITPUJIATAHE N ITbT(MIITA) HA BBBE/KJAHE

[epopanHo npunoxeHue.
IIpenu ynorpeba npoyereTe IUCTOBKATA.

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPSJABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA IEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYTI'U CIHEHUAJIHU NPEAYIPEXJIEHUSA, AKO E HEOBXOJIUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

10. CHEHNUAJIHHU NNPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/14/916/042

13. TIAPTHUJIEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIMA HA BPAMJIOBA A3BYKA

Pregabalin Viatris Pharma 300 mg

| 17. YHUKAJIEH NJEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

JIByn3amMepeH 6apKoJ1 ¢ BKIIOYCH YHUKAICH HICHTU(PHUKATOD

| 18. YHMKAJIEH NJEHTU®UKATOP — JTAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbJABPKA BTOPUYHATA OITAKOBKA

Kapronena onakoBka Ha ojuctepute (14, 56, 100 u 112) u nepdopupan eaJHO1030B OJauCTEP
(100) 3a 300 mg TBBPAM KANCYJIH

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 300 mg TBbpau Kancyiu
nperadanuH

2. OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bcesika TBBpaa xancyna ceabpka 300 mg nperabasiuH.

3. CIINCBK HA IIOMOINHUTE BEINECTBA

To3u MNPOAYKT CbABbpPIKA JIAKTO3a MOHOXUAPAT: 3a MMOBCUC I/IH(i)OpMaI_[I/I}I, MMPOYCTCTC JIUMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpAM Kancynu

56 TBBpAM Karcyiu

100 TBBpAM KanCyIu
100 x 1 TBBpAM Karcynu
112 TBBpAM Kamncyau

5. HAYUYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/K/IAHE

ITepopanHo npunoxeHue.
[Ipenu ynoTtpeba mpoyerere JIUCTOBKATA.

6. CIIEHUAJIHO TPEAYIIPEXXKJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSIEBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOTJIEJA 1 IOCEI'A HA JEIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIa.

| 7. APYT' CHEIMAJIHU ITPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

3ameuaTana OIaKkoBKa.
Jla He ce M3M0JI3Ba, aKO OIMaKOBKaTa ¢ Ouja OTBapsHa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEHNUAJIHU INPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AAPEC HA ITIPUTEKXATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/916/038-040
EU/1/14/916/041
EU/1/14/916/043

13. MAPTHUJAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIMA HA BPAMJIOBA A3BYKA

Pregabalin Viatris Pharma 300 mg

| 17. YHUKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

JIByn3mepeH 6apKojI ¢ BKIFOUEH YHUKAJICH HICHTH(HUKATOD

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

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 56, 100 nim 112) n neppopupan exnogozon dsaucrep (100) 3a 300 mg TBBLpAN
KAICyJau

| 1. NME HA JIEKAPCTBEHUSA TPOAYKT

Pregabalin Viatris Pharma 300 mg TBbpau Kancyiu
nperadanuH

| 2. HME HA ITPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Viatris Healthcare Limited

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 4. IHAPTUJAEH HOMEP

[TapTugen No

|5.  JPYIO
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Bb. IUCTOBKA
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JlucroBka: nngopmanusi 3a noTpeduTENsA

Pregabalin Viatris Pharma 25 mg Tespan kancymn
Pregabalin Viatris Pharma 50 mg Tespan kancyan
Pregabalin Viatris Pharma 75 mg TBbpau KancyJim
Pregabalin Viatris Pharma 100 mg TBbpau Kancyiu
Pregabalin Viatris Pharma 150 mg tBbpau kancymaun
Pregabalin Viatris Pharma 200 mg tBbpau kancyau
Pregabalin Viatris Pharma 225 mg tBbpau kancyau
Pregabalin Viatris Pharma 300 mg tBbpau kancymau
nperabaiuH (pregabalin)

IIpouyeTeTe BHMMAaTEIHO LSLJIATA JIUCTOBKA, IPeIM 1A 3aM0YHeTe /1a IPUeMaTe TOBA JIEKAPCTBO,

Thil KaTO T CbAbPsKa BaxkHa 32 Bac nudopmanus.

- 3amasere Ta3u JUCTOBKA. MOXe /1a ce HAJIOXKH Ja S MPOYETETE OTHOBO.

- AKO UMate HAKAaKBH JIONBJIHUTEIIHA BBIPOCH, TonuTaiTe Bamus jiekap win GpapMariesT.

- ToBa nexapcTBo € npennucano TuaHO Ha Bac. He ro npeotcTenBaiite Ha qpyru xopa. To Moxe
Jla UM HaBPEelv, HE3aBUCHMO Ue MPU3HAIUTE Ha TIXHOTO 3a00JIsIBaHE ca ChIUTE KaTo BamuTe.

- AKO TIOJTyYuTe HIKAKBU HEXKEJIAHU JICKAPCTBEHH PEaKINy, yBeoMeTe Bamms nexap wim
(hapmareBT. ToBa BKIIFOYBA M BCHYKH Bb3MOXXHH HEXXEJIAaHH PEaKI[|H, HEOIIMCaH! B Ta3n
JIHCTOBKA. Brkre TOUKa 4.

Kakso CbAbpPiKa Ta3u JUCTOBKA

Kako npencrasnsia Pregabalin Viatris Pharma u 3a kakBo ce u3nomissa
Kakso Tpsi0Ba na 3Haere, npeau ga npuemere Pregabalin Viatris Pharma
Kak na npuemate Pregabalin Viatris Pharma

BB3MOXHU HE)KENTaHN PeaKIuH

Kak na cexpansiBare Pregabalin Viatris Pharma

CoprpprkaHre Ha OTTIAKOBKATA M JOIBIIHUTEIHA HHPOpMAanus

ANl o e

1. Kakso npencrasiasBa Pregabalin Viatris Pharma u 3a kakBo ce n3noJsspa

Pregabalin Viatris Pharma npunaaiexxu KbM rpyIma JeKapcTBa, KOUTO Ce U3MO3BaT 3a JCUCHHE Ha
eTHJIeTICHS], HEBpOTaTHa OOJKa U reHepaTu3upaHo TpeBoxkHO pasctpoiicTBo (I'TP) mpu Bb3pacTHU.

Ilepudepna u nueHTpaina HeBponaTHa 0oJika: Pregabalin Viatris Pharma ce nznonssa 3a nedenue
Ha IPOJbJDKUTENHA 00JIKa, MPUYMHEHA OT YBPEXKIaHe Ha HepBuTe. Pa3znuunu 3a00J1BaHus MOTaT Jia
TIpean3BHUKAT neprudepHa HeBpoIlaTHA 0OTKa KaTo HAIIpUMep JUabeT WiTH XepIiec 30CTep. Y CeNanmsITa
3a OoJyka MoraT Ja ObJaT OMUCaHU KaTO TOPEITH, TAPEIH, ITyJICHPAIIH, CTPEIKAIIIH, TTPOOOK IalITH,
OCTpH, CKOBaBaIIllH, CUIIHA O0JIC3HEHOCT, CMBJICHE, yCEIlaHEe 3a U3TPBIIBAHE, TPOOOKIAHE C UTIIH.
[epudepnara u 1ieHTpalIHA HEBPOTIATHA OOJIKA MOXKE Ja ObJIe CBbP3aHa U ¢ TPOMEHH B HACTPOCHHETO,
HapyIIeHUs Ha ChHS, yMopa (YMOPSEMOCT) X MOJKE JIa Ce OTpa3u Ha GU3HIECKOTO U COITHATHO
(hyHKITMOHUPAHE U Ha KAYECTBOTO HA JKUBOTA KATO IISUIO.

Enuaencus: Pregabalin Viatris Pharma ce u3nos3Ba 3a jieucHue Ha HIKOM (OPMHU Ha CIUIICTICUS
(MapuuaNHu MPUCTHIIN ChC HITH 0€3 BTOPUYHA IeHepalii3aliysl) pyu Bh3pacTHH. Bamusr nekap nie Bu
npennuuie Pregabalin Viatris Pharma, 3a 1a Bu momorse na nexysare Bamara enmnerncusi, korato
MPOBEKJIAHOTO JICUCHHE He BOJIU JI0 OBIIA/IsIBaHE Ha cheTosiHUETO Bu. TpsaoBa na B3emate Pregabalin
Viatris Pharma kaTo gonbiHeHre kbM Baiiero Hacrosio jedyenue. Pregabalin Viatris Pharma He e
IpeJHa3HaYeHa 3a CaMOCTOsITeNIHA yoTpeOa, a BUHArH TpsiOBa Ja ObJe mpujlarana B KOMOMHAIHS C
JPyro aHTHENHJIEITUYHO JICYCHHE.

I'enepain3upaHo TpeBOKHO pa3cTpoiicTBo: Pregabalin Viatris Pharma ce u3nonssa 3a jgeueHue Ha

reHepan3upaHo TpeBokHO paszcTpoicTBo (I'TP). Cumnromute Ha ['TP ca nponbmxuTenHa
[IPEKOMEPHA TPEBOXKHOCT U IIPUTECHEHUE, KOUTO ¢€ KOHTpoaupat TpyaHo. ['TP moxe cbino na
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Mpenr3BHUKa O0E3[MOKOMCTBO WITH YCelllaHe 3a Bh30ya Wik HEPBHOCT, JIECHO YMOPSBaHE, 1a U3ITUTBATE
TPYIHOCTH MPH KOHIIEHTPHUPaHE WK Oeslr TI0JIeTa B TaMeTTa, J1a Ce yCellaTe pa3pa3HuTeNeH, 1a
MMaTe MYCKYIJIHO HaIlpeKEHHE WK MPO0JIEMHU ChC ChHA. TOBa € pa3IM4HO OT CTpeca U HANPEKEHUETO
Ha 0OMYaliHOTO BCEKHUIHEBUE.

2. Kakso Tps0Ba na 3Haete, npeau Aa npuemere Pregabalin Viatris Pharma

He npuemaiite Pregabalin Viatris Pharma
aKo CTe aJepPruuHU KbM MperadaivH WIM KbM HIKOS OT OCTaHAJIMTE ChbCTAaBKU Ha TOBA JIEKAPCTBO
(u30poenu B Touka 6).

Ipeaynpesxaenusi u npeAnasHu MepKu
Koncynrupaiite ce ¢ Bamust nexap unu apmaneBT, npenu na npuemete Pregabalin Viatris Pharma.

. Hsxou manmenTn, kouto npuemar Pregabalin Viatris Pharma, cpo0miaBar 3a cumnromuy,
Mpe/roarany aepruyta peakuus. Te3u CMMITOMH BKJTIOUBAT MOyBaHE Ha JIMIETO, YCTHUTE,
€3MKa U T'BPJIOTO, KAKTO U OOIIMpPEeH KokKeH o0puB. AKo npu Bac ce mosiBu HAKOS OT Te3U
peakuuu, TpsiOBa He3a0aBHO Ja ce cBbpKeTe ¢ Bamms nekap.

. Nma choOmieHns 3a TeXKH KOXXKHA OOpUBH, BKIIOUUTETHO cUHAPOM Ha CTUBBHC-/[)KOHCHH,
TOKCHYHA eNuiepMaliHa HEKPOJIN3a, CBbP3aHH C MpHeM Ha nperadanuH. Axo 3a0enexuTe HAKOU
OT CUMIITOMUTE, CBBP3aHU C T€3W CEPHUO3HU KOXKHU PeaKIny, ONMCaHH B TOUKa 4, cipere /a
U3M0J13BaTe NperadainuH 1 He3a0aBHO MOTHPCETEe MEIUIIMHCKA TIOMOIII.

. VYnorpebara Ha Pregabalin Viatris Pharma ce cBbp3Ba ¢ BiieHE Ha CBAT U CHHIUBOCT, KOUTO
MOTaT JIa yBeJIMYaT IosBaTa Ha ClIy4yaiHoO HapaHsBaHe (I1aJaHe) MPpH MalUeHTH B cCTapyecka
BB3pacT. CreoBaTelHO, TPAOBa 1a Ob/IeTe BHUMATEIHH, IOKATO CBUKHETE C BCEKU e)eKT Ha
JIEKapCTBOTO.

. Pregabalin Viatris Pharma mosxe 1a mpuuuHM 3aMbIIIIBaHE MK 3ary0a Ha 3peHUETO, WK APYTH
MPOMEHH B 3pEHHETO, MHOTO OT KOMTO ca BpeMeHHU. TpsiOBa He3a0aBHO J1a ce CBBPIKETE C
Bamms nekap, ako ce nosiBAT IPOMEHHU B 3peHHETO Bu.

° Hskon ManuCHTH C ,Z[I/IaGGT, KOHWTO IIOKa4YBaT TCJICCHOTO CU TCIJIO IIPpU yHOTpeGa Ha npera6anI/IH,
Morar Aaa C€ Hy»XJaiaT OT NpOMsAHA B TCXHUTE ILI/Ia6eTHI/I JICKapCTBaA.

. Onpe/eNieHn HEXKETaH! PeaKIliy, KaTo ChbHIMBOCT, MOTaT Ja ObJIaT M0-4eCTH, Thil KaTo
MAIUEHTH ¢ TPHOHAYHOMO3bYHA TpaBMa MOTAT J1a IpUeMaT U JPYTH JIEKapCTBa 3a JICYeHNE,
HampuMep Ha 0OJIKaTa WM MyCKYJIHUS CIIa3bM, KOMTO UMAT IOJ00HH Ha IperadaiuH HeKeIaH!
pPEAKUMU U TEKECTTA Ha TE3U PEAKIIMU MOXKE Ja HapacHE, KOraTo JIeKapcTBaTa ce mpueMar
€HOBPEMEHHO.

o Nma choOieHus 3a ChplieuHa HeAOCTATHYHOCT MPH HIKOU TAIMEHTH, KOUTO MpHEeMaT
Pregabalin Viatris Pharma; Te3u naimueHT ca mpeIMMHO B CTapuyecka Bb3pacT ChC ChPACYHO-
chlIoBH yBpexkaanus. [Ipean na npuemarte ToBa IeKapcTBO, ChodIIeTe HA Bamus Jgekap,
aKo MMaTe aHAMHe3a 3a ChbPJEeYHO 3a00JsIBaHe.

. Nma crobuienns 3a 6b0peuHa HeToCTaThYHOCT NPU HAKOH MAIEHTH, KOUTO MpUeMar
Pregabalin Viatris Pharma. Axo 3a0enexxnTe HaMaJeHO YpHHUPAHE, JOKATO MPHEeMaTe
Pregabalin Viatris Pharma, Tpsi6Ba na cpo0muTe Ha Bamms jgexap, Thii KaTo CITUPaHETO Ha
JIEKapCTBOTO MOXKE J]a HOA00PU TOBA ChCTOSIHUE.

. Hsixoun nanmenTH, IeKyBaHU ¢ aHTHENMJIENITUYHY JieKapcTBa kato Pregabalin Viatris Pharma, ca
MMaJIM MHCJIU 32 CAMOHApaHsABaHE WM CaMOYOMIICTBO MM Ca POSBIIIN CYHIMIHO MOBE/ICHHE.
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AKo, KOTaTo 1 Ja €, Ce TOSIBAT TAKWBa MUCJIN WIIH TTOIO00HO TTOBEACHNE, He3a0aBHO ce 00BpHETE
KbM Bamms nexap.

. Koraro Pregabalin Viatris Pharma ce npuema ¢ apyru iekapcTBa, KOUTO MOTAT J1a IPUIHHST
3arek (KaTo HAKOW BUIOBE OOJIKOYCIIOKOUTEITHH ), Bh3MOXKHO € J1a HACTHITAT HIKOM CTOMAIITHO-
YpeBHHU HPoOJIeMH (HaIp. 3aIeK, 3alylliBaHe WK apaan3a Ha yepsara). MHdopmupaiite
Bamms sekap, ako MoJdy4uTe 3arek, 0COOCHO aKo CTe MPEIPa3IoJIOKEHH KbM TO3H MPOOIIEM.

. [Ipenu na mpuemere ToBa JEKapcTBO, TPIOBa J1a KaxkeTe Ha Bamms nekap, ako HsKora cre
370yNOTpeOsSBAIN WK CTe OMIIM 3aBHCUMH OT aJKOXOJ, JIEKapCTBa, OTIIYCKaHHU T10 JEKapCKO
MpeucaHye, Uik HE3aKOHHH CyOCTaHIIUM;, TOBa MOXKE J1a 03HAa4YaBa, Y€ HMaTe MO-BUCOK PUCK
OT pa3BHBaHe Ha 3aBHcUMOCT oT Pregabalin Viatris Pharma.

. CpoO1ueHH ca ciiy4an Ha KOHBYJICHH 10 BpeMe Ha npueM Ha Pregabalin Viatris Pharma nnu
CKOPO clie/l TpeKpaTsaBaHe Ha mpreMa Ha Pregabalin Viatris Pharma. Ako nony4ure KOHBYJICHS,
cpoOrere He3abaBHO Ha Bamms nekap.

. CpoO1enH ca cilyvan Ha HapylIeHHe Ha MO3buHaTa QyHKIM (eHuedanonaTus) Ipyu HIKOU
nanueHTH, npuemaniu Pregabalin Viatris Pharma u cTpagamm u ot apyru 3a00i1siBaHus!.
VBenomere Barmmns nexap, ako ©MaTe aHaMHe3a 3a HIKAKBU CEPUO3HU 3a00JIIBaHNU,
BKITFOUMTEITHO YePHOAPOOHO M OBOpeUHO 3200 IBaHE.

° CnoOI1IeHH ca clTyyau Ha 3aTPYAHCHHUS C JIUIIAHEeTO. AKO MMaTe HapyIIEHUS Ha HEpBHATA
CUCTEeMa, HapyIICHHUS Ha JuXaTellHaTa CUCTeMa, ObOPEYHO yBpeXkKIaHe MM aKO CTe Ha Bh3pacT
HaJ 65 roaunu, Bammst nexap Moxxe qa Bu mpenmnuiie pa3nnyHa cxema Ha MPUIoKEHHE.
Cebpkete ce ¢ Bamms nekap, ako moayduTe 3aTpyIHEHUE C TUIMIAHETO WU MOBBPXHOCTHO
JMIIAaHE.

3aBUCHUMOCT

Hsikon xopa morart na pa3BusT 3aBucuMocT oT Pregabalin Viatris Pharma (Hyxna na npogbikaT na
IpueMaT JeKapcTBOTO). Te MoKe Ja MosTydaT peakuyi Ha OTHEMaHe, KOTaTo CIpaT Ja M3I10I3BaT
Pregabalin Viatris Pharma (Bmwxre Touka 3, ,,Kak ma mpuemare Pregabalin Viatris Pharma‘ u ,,Axo cte
cripenu npueMa Ha Pregabalin Viatris Pharma®). Ako nMare mpuTecHEHHS, Y€ MOXKE Jla pa3BUETE
3aBucUMOCT OT Pregabalin Viatris Pharma, e BaxxHO 12 ce koHcynTupare ¢ Bamms nekap.

Ako 3a0enexure HIKOH OT CIeJHUTE MPHU3HALM, JoKaTo npuemate Pregabalin Viatris Pharma, ToBa
MOXe J1a € TIOKa3aTeJIHO 3a Pa3BUBaHE HA 3aBHCHUMOCT:

. Nmate Hyk11a 1a mpreMaTe JeKapCTBOTO MO-ABJIT0 BpeMe, OTKOJIKOTO B € mochBeTBan
MIPEAMUCBAIIHAT JeKap

. UyBcTBaTe Hy)X1a Ja IpreMaTe IM0-BHCOKa OT MPEMOPBHUNATENHATA 1032
Wznon3Bate nexapcTBOTO MO MPUYHHHM, PA3IUIHA OT MPEITHUCAHUETO

. Hampasunu cre MHOTOKpaTHH, HEYCIIEIITHH OIUTH J1a CIIPETE MM KOHTPOJIMpaTe ynorpedarta Ha
JIEKapCTBOTO

. Koraro cripete mprema Ha 1€KapcTBOTO, C€ YyBCTBATE 37I€ U MO-A00pe, Ce KaTo OTHOBO

3aMoYHETE /1a MPUEMAaTe JIEKapCTBOTO
AKo 3a0enexuTe HIKOM OT Te3W IIPU3HALIN, TOBOpeTe ¢ Bamms nekap, 3a 12 00chaAnTe Hal-100pus
Ha4MH Ha JIedeHne 3a Bac, BKIFOUATETHO KOTa € MOAXOIIO /1a CIIPeTe U KaK /1a HalpaBUTe TOBa
Oe3omnacHo.

Jlena v roHOIIM

besonacHocTTa M eprKacHOCTTA IIPH JIella U FOHOLIH (Ha BB3pacT oA 18 rognHm) He ca YCTAaHOBEHU U
HOpa/iv TOBa NperadainuH He TpsOBa Jia ce U3I0JI3Ba B Ta3U Bh3PAcTOBA IPyIa.
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Apyru nexapcrBa u Pregabalin Viatris Pharma

TpH6Ba Ja KaKCTC Ha Bamms JICKap Win (bapMaueBT, aKO IMpUueMaTe, HACKOpPO €€ NprueMaIid Uiu €
BB3MOXHO 1a IPUEMCTC APYTU JICKAPCTBA.

Pregabalin Viatris Pharma u Hsixou qpyTy ieKapcTBa MOrat Ja CU BIMSAT €IHO Ha JPYro
(B3aumoeticTBue). KoraTo ce nmpuema ¢ onpeneneHu APyry JIEKapcTBa, KOUTO UMAT yCIIOKOUTEITHO
neiicTBre (BKIIOYMTEIHO onuon ), Pregabalin Viatris Pharma moske na 3acuu Te3u epekTH U MOXKe
Jla TIOBeJIe J0 AuXaTeHa He0CTaThYHOCT, KoMa U cMbpT. CTENeHTa Ha BUCHE Ha CBST, CHHIUBOCT U
HaMaJIeHa KOHIIGHTPAIMs MOoTaT Jla HapacHart, ako Pregabalin Viatris Pharma ce B3ema 3aemHo ¢
JIEKapCTBa, ChIIbPKAIIIH:

OKCHKOIOH — U3ITOJI3BaH KaTO CPEJICTBO MPOTUB OOIKH
Jlopazenam — M3M0a3BaH 3a JICUEHUE HA TPEBOKHOCT
AJKOXO0II

Pregabalin Viatris Pharma mosxe ma 0b/ie mpuemMana ¢ mepopaiHyd KOHTPAIeTITUBH.

Pregabalin Viatris Pharma ¢ xpana, HanuTKy M aJKoxoJ
Karcynure Pregabalin Viatris Pharma morar ga 0b1aT npemManu cbe wim 0e3 XpaHa.

[IpenopbuBa ce 1a He ce MUe aNKOXOJI, okaTo mpuemare Pregabalin Viatris Pharma.

BpeMeHHOCT U KbpMeHe

Pregabalin Viatris Pharma He Tpsi0Ba 51a Objic B3eMaH 10 BpeMe Ha OpEMEHHOCT WIH KbpMEHE, OCBCH
ako Bamwust nekap He Bu e xa3an nqpyro. Ynorpebara Ha nperadajivi npe3 IbpBUTE 3 Mecela Ha
OpeMeHHOCTTa MOJKE Ja TIPEeTN3BUKA BPOICHU aHOMAIIMH Ha TUIOJA, TIPH KOUTO MOJXKE J1a Ce HaJIOKHI
MEIUIIMHCKO JIedeHne. B mpoyuBaHe, KOETO pas3riexaa JaHHUTE, TIOTYUYSHH 33 KESHH OT
CKaH/IWHABCKHUTE CTPaHU, IIpUeMali nperabanyH npe3 mbpBUTe 3 Mecena Ha OpEeMEHHOCTTa, €
YCTaHOBEHO, ye 6 HOBOpoAeHH Ha Bceku 100 nMart takuBa BpoJeHH aHOMaauu. ToBa e cpaBHUMO ¢ 4
HOBOpojieHH Ha Bcekn 100, poseHn OT )KeHH, KOUTO HE ca JIEKYBaHH ¢ MperabaiiH B MPOyYBaHETO.
CroO11aBa ce 3a aHOMaJIMK Ha JIUIETO (T.Hap. ,,0podalialiHy [ICMTHATUHY Ha JIUIETO), OUHTE,
HEepBHATa cUcTeMa (BKIIOUYUTETHO MO3bKa), ObOpennTe U TeHUTAINUTE.

XKenu ¢ nerepoaeH NOTEHLIMAT € HEOOXOIUMO J1a H3MOJI3BaT e(pUKAaCHU MPOTHBO3a4aThUHH CPEACTBA.
AKO cTe OpeMeHHa MM KbPMUTE, CMSATATE, Y€ MOKE JIa CTe OpeMeHHa WU TUIaHUpaTe OPEeMEHHOCT,
MMOCHBETBalTe ce ¢ Bamms nexap win hapmaneBT npeau ynorpedata Ha TOBa JEKapCTBO.

Hlodupane u padora ¢ MAIIUHHA

Pregabalin Viatris Pharma mose ia mpeau3Brka 3aMassHOCT, CHhHIMBOCT M HaMaJieHa KOHIIEHTPAIIHSL.
He Tps6Ba ma modupare, 1a paboTUTE ChC CIIOKHH MAITHHU WIH JIa Ce BKITIOYBATE B APYTH
MOTEHIIMAIIHO PUCKOBH JICHHOCTH, JIOKATO HE pa30epeTe Jaiu TOBA JIEKapCTBO He 3acsra Bamara
CIOCOOHOCT J1a M3BBPIIBATE TE3U JICHHOCTH.

Pregabalin Viatris Pharma cpabpika 1aKT03a MOHOXHAPAT

Axo Bammsr nekap Bu e kazan, ye umare HEITOHOCUMOCT KbM HKOHU 3aXapH, OObpHETE c€ KbM HETO
IIPEU Jia 3all0YHEeTe J1a B3eMaTe TOBA JEKAPCTBO.

Pregabalin Viatris Pharma cpabpp:xa HaTpuii

ToBa nekapcTBO chabprka mo-Manko oT 1 mmol Hatpuii (23 mg) Ha TBBpIA Karncyma, T.e. MOXe J1a ce
Ka)ke, 4Ue MPAKTUIECKH HE ChIbpKa HaTPHUH.

3. Kak na npuemare Pregabalin Viatris Pharma
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Bunaru npuemaiite ToBa JiekapcTBO TOUHO KakTo Bu e kazan Bamusar nekap. AKO HE CT€ CUTYPHU B
HEIII0, monuTaire Bams jgekap win ¢papmarest. He mpueMaiite mo-roisMo KOJIHYECTBO OT
JIEKapCTBOTO, OTKOJIKOTO Bu € mpeanucaHo.

Bamust nekap 1e onpeneny KakBa j03a € moaxojsuia 3a Bac.

Pregabalin Viatris Pharma e npegna3HaueHa caMo 3a epopastHO MPHIIOKEHHE.

IlepudepHa 1 neHTpaIHA HEBPONaTHA 00JIKa, eNUJICICHS MJIH TeHePATH3HPAHO TPEBOKHO
Pa3CcTPOICTBO:

. B3emaliTe TOJIKOBA KalncCyJu, KOJIKOTO By e HazHauun Bamusar nekap.

. Ho3zara, nogxoasmia 3a Bac u Bamero cecrostHue, obnyaitHo e 0b1e mexay 150 mg u 600 mg
BCCKH JICH.

° Bammust nexap me Bu kaxe na B3emare Pregabalin Viatris Pharma wnm nBa mbTv Wit TpH IBTH

nueBHo. [Ipu nBykpaten npuem B3emaiite Pregabalin Viatris Pharma Bceku j1eH cyTpuH U Beuep
MPUOJIM3UTEITHO 0 €HO U CchITo Bpeme. [Ipu TpukpaTen npuem B3eMaiite Pregabalin Viatris
Pharma Bceku aeH cyTpuH, cieno0e/ 1 Bedep MPpUOIM3UTEIHO 0 €THO U CHIIIO BPEeMe.

Axo nMmare ycemianero, 4e epekTsT Ha Pregabalin Viatris Pharma e npekajieHo CHJICH WK MPeKaieHo
cnab, roBopere ¢ Bammst ekap win papManesr.

AKoO cTe ManyeHT B cTapuecka Bb3pact (Haj 65 ronuHu) TpsioBa aa B3emare Pregabalin Viatris Pharma
o oOMYaitHYsI HAYMH OCBEH, aKO UMate mpobiemu ¢ ObOperuTe.

Bammsr nexap moke na Bu nmpeanuie pa3inuyHa cxeMa Ha JO3UpaHe /WM 103a, aKo UMaTe
mpo0OiieMu ¢ OpOpenHTe.

[TornburaiiTe Kancynara usia ¢ BOJa.

[Iponpmxasaiite na B3emare Pregabalin Viatris Pharma, moxato Bammsar nexap He Bu kaxe na
cIIpere.

AKO cTe TIpueJId MoBevye OT HeoOxoauMaTa a03a Pregabalin Viatris Pharma

HezabaBHo ce ob6anere Ha Bamms nekap uiau oTHaeTe 10 Hal-0JM3KOTO OOTHUYHO CTIETITHO
otaeneHue. Bzemere KyTHiikata uian OyTHikaTa ot kancynu Pregabalin Viatris Pharma ¢ Bac. Moxe
Jla ce MOoYyBCTBaTe ChbHIIMBH, OObPKaHU, MPEBH30YICHN MU HECTIOKOWHU B Pe3yiTaT OT MpreMa Ha
mmoBede oT HeoOxoammara mo3a Pregabalin Viatris Pharma. Cpo0maBa ce v 3a mpunaabiu 1
Oe3ch3HaHMe (KOMa).

AKo cTe mponycHaau Aa npueMete Pregabalin Viatris Pharma

Baxxno e ma B3emare BammuTe Karncyiau Pregabalin Viatris Pharma pemoBHO 10 €1HO 1 CBIIIO Bpeme
BCEKH JIcH. AKO 3a0paBUTE Jla B3EMETE €{HA /1032, B3EMETE 5 BEIHAra IOM CU CIIOMHHTE, OCBEH aKO HE
e momwio Bpeme 3a Bamata cienBaria no3a. B To3u cimywail mpocto nmpoabinKeTe Che CiieBaiarTa 103a
o oOnJaitHus HaunH. He B3emaiite mBoiiHA 1032, 3a 1a KOMIIEHCHPATe MPOITyCHATAaTa J103a.

AKo cTe cripesin npuemMa Ha Pregabalin Viatris Pharma

He cnupaiite BHe3amnHo npruema Ha Pregabalin Viatris Pharma. Ako uckaTe Ja cripete mpreMa Ha
Pregabalin Viatris Pharma, mbpBo o6cbaete ToBa ¢ Bamms nekap. Toii/Ta me Bu kaxe xak na
HanpaBute ToBa. CIMpaHEeTo Ha JICYEHUETO TPsIOBa J1a CTaHe MOCTENEHHO B MPOABIKEHHE HAa TIOHE
enHa ceqmuia. Bue TpsOBa a 3Haere, ye ciiell ciupaHe Ha KPaTKOCPOYHO WITH JIBITOCPOYHO JIeUeHUE
¢ Pregabalin Viatris Pharma moxe jja u3nurare onpeieieHn HexXellaH! Peakiiy, Taka HapeueHUTe
peakuy Ha oTHeMaHe. Te3u peakuuy BKII0YBAT Npo0JIeMH ChC ChHS, TIaBOO0IINE, TaJICHE,
TPEBOKHOCT, IMAPHSL, TPHITONOT00HN CUMITTOMHU, KOHBYJICHU, HEPBHOCT, JICTIPECHS, MUCIIH 32
camMOHapaHsBaHe WM CaMOyOHICTBO, O0IKa, MOTEHE U BUEHE Ha CBAT. Te3M peakiiu Morar Jia ce
MPOSIBAT MO-4ECTO MU TEXKO, aKko cre npueManu Pregabalin Viatris Pharma 3a no-npogsmxutenen
Mepuos OT Bpeme. AKO U3MMUTATe Peaklul Ha OTHEMaHe, TpsiOBa 1a ce cBbpikeTe ¢ Bamus nekap.
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AKO MMaTe HIKaKBU JOMBJIHUTEIHNA BBIIPOCH, CBbP3aHH C YIOTpebaTa Ha TOBA JIEKAPCTBO, OMHUTANTE
Barmus nexap, win papmarieBr.
4.  Bb3MOKHH HeKeJAHH PeaKIHH

Kakro Bcnuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a NPCAN3BHUKA HCKCIIAHNU PCAKIUN, BBIIPECKU Y€ HC
BCCKU I'1 ITOJTy4aBa.

MHoro 9ecTu: MOrat Ja 3acerHat nosede ot 1 Ha 10 xymm
. 3aMasHOCT, CHbHJIMBOCT, TJ1aBOO0IINE

Yectn: morar aa 3acersar 10 1 Ha 10 nymmu

o [loBumen anetur

o [IpunoBaurHaTo HACTpOCHUE, OOBPKAHOCT, IE30PHUCHTAIIHS, HAMAJIEH CEeKCyaJeH HHTepEC,
pa3apa3sHUTEITHOCT

o Hapymenns Ha BHUIMaHHETO, HETIOXBATHOCT, HAPYIIICHHS HA TTaMETTa, 3aryoa Ha TaMer,

TperiepeHe, 3aTpyIHeHUs TIPH TOBOPEHE, MpaByJYKaHe, U3TPBIIBaHE, CEAUPAHE, JIeTapTHs,
Oe3chHEE, yMOpa, HEOOMYaHO ycelane

° 3aMBIJIEHO 3pEHHE, JBOITHO BUKIAHE

J CBeTOBBPTEX, IPOOJIEMH C PABHOBECHETO, IaJaHe

Cyxorta B ycTara, 3aIekK, oBpbliiane, oOpa3yBaHe Ha ra3oBe, Auapus, rajeHe, HoAyBaHe Ha

Kopema

3arpymHeHa epeKIus

[ToxgyBaHe Ha TAIOTO, BKIIOYUTEIHO KpaHHULUTE

OnwusiHeHNe, HAPYLICHUS B IOXOKaTa

HatpynBaHne Ha TeaecHO Terio

MycKymHE KpaMIi, 00JKa B CTaBHUTE, OOJKH B I'bp0Oa, OONKU B KpaWHUIIITE

Bb3naneno repio

HeuecTtu: morar aa 3acernat a0 1 na 100 xymm

. 3ary0a Ha ameTuT, 3ary0a Ha Terjio, HICKa KpbBHA 3aXap, BUCOKa KPbBHA 3axap

. [IpomsHa Ha BB3MPHUATHETO 32 caMus ce0e CH, 0E3IMOKONHCTBO, IETIPECHs, Bh30y/1a, IPOMEHH B
HACTPOCHHETO, 3aTPYTHCHHUE IPYU HAMUPAHETO Ha JTyMHU, XaTIOIUHAIINH, TATOJIOTHYHH CHHHUIIIA,
MPUCTHITN HA TIAHWKA, allaThsl, arpecksi, IPUTIOBJIUIHATO HACTPOCHHE, YMCTBEHO HapyIICHHUE,
3aTpyJHEHO MHCIICHE, TOBHIIICH CEKCyalleH HHTepeC, IPOOJIEMH ChC CEKCyaTHaTa QyHKIINS,
BKJIFOUMTEITHO HEBB3MOXKHOCT 32 JIOCTUTAHE Ha Opra3bM, 3a0aBeHa eIKyIarms.

o [IpomMeHnu B 3peHNETO, HEOOMUYAHO ABYKEHUE HA OUUTE, TPOMEHH B 3pEHUETO, BKIIFOUUTEITHO
TYHCJIHO 3pCHUE, HpO6H$IC’bIII/I OT CBCTJIMHA, KOHBYJICUBHU ABUXCHUSA, IOTUCHATU pe(I)neKCH,
IIOBUIIICHA aKTUBHOCT, BUCHE Ha CBAT IIPU CTaBaHEC, ITIOBUIICHA KOXXHA YyBCTBUTCIIHOCT, 3aFy6a
Ha BKYC, [IapeHe, TPenepeHe Py JIBIKEHIE, TOTUCHATO Ch3HAHKE, 3ary0a Ha Ch3HAHUE,
MIPUITAIBK, IIOBUIICHA YYBCTBUTEITHOCT KbM IITyM, OOIIIO HEPA3IIOJIOKEHUE

L4 CYXOTa B OYUTC, IOAYBAHC HA OYUTC, OOJIKHU B OYHTEC, c1abocT B OYHNTC, HACHJI3SIBAHC, IPA3HCHE
Ha O4YuTeC
L4 HapymeHI/m Ha CbpACYHHUA PUTHM, YCKOPCHA ChpACYHA YE€CTOTA, HUCKO KPbBHO HAJIATAHC,

BHCOKO KPBBHO HaJIsiraHe, IPOMEHH B ChP/ICYHUSI PUTHM, ChpJIcuHa HEIOCTAThYHOCT
3auepBsiBaHe, TOPEIIN BBHIHU

3aTpyIHEHO AUIIaHe, CyX HOC, 3alyIlIBaHe Ha HOCA

[NoBuieHo c1rOHOOOpa3yBaHe, KHCEIMHH B CTOMaxa, M3TPBIIBaHE HA YCTHUTE

UznotsiBane, 00puB, CTy/ICHH TPBIIKH, IOBUIIIEHA TEMIIEPAaTypa

MycKyIJIHY TOTPETBaHUsl, TOAYBaHE HA CTAaBUTE, MyCKYJIHA CKOBAHOCT, OOJIKA, BKIFOUUTEITHO
MyCKyITHa 00JIKa, OOJIKM BEB BpaTa

. Bonku B repaara
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3arpyaHeHO WM 00JE3HEHO YPHHUPAHE, He3aIbpiKaHe Ha ypuHaTa

CrnabocT, ®ax/a, CTAraHe B TPhIHUS KOIII

IIpoMeHnu B pe3ynraTuTe OT KPBBHU M YSPHOIPOOHH M3CICABaHUS (TIOBUIIICHA KPEaTUHUH
¢dochokrHaza, MOBHUIIICHA AllAaHKMH aMUHOTpaHcdepasa, MOBUIIIEHA acriapTaT aMHHOTpaHcepasa,
HamaJieH Opoii Ha TPOMOOLIMTUTE, HEYTPOIIEHHS], TOBUIIABaHE HA KPEAaTHHHHA B KPHBTA,
MTOHIKABAHE HAa CTOWHOCTUTE HA KaJIMil B KPHBTA)

CBpBXUYBCTBHTEIHOCT, [TOyBaHe Ha JINLIETO, CbPOEXK, YPTUKAPHS, XpeMa, KbpPBEHE OT HOCa,
KallUTHIIA, XbPKaHe

Bonesnena MeHcTpyanusi.

CryneHu ayaHu U CThIIaia

Penxn: morar na 3acernar 1o 1 va 1000 xymm

IIpomeneHO 00OHSIHHME, HECTAOMITHO 3pEHUE, TPOMEHEHO BB3NPHUATHE 3a IbJI00UNHA, 3pUTETHA
SIPKOCT, 3ary0a Ha 3peHHe

Pasmmpenu 3eHULIN, KPUBOTJIEACTBO

CryneHa nor, cTsaraHe B I'bpJIOTO, IOAYBaHE HA €3UKa

Br3nanenune Ha maHkpeaca

3aTpyAHEHO NpeTrTblIaHe

3a0aBeHO WJIM OTPAHUUYEHO JBUKEHUE HA TAJIOTO

3aTpyaHEHUE MPU NUCAHE

[ToBuIIEHO KONMUYECTBO TEYHOCT B KOpeMa

Teunoct B 6enute 1poboBe

I'bspuoBe

[Ipomenu B 3anwica Ha enekTpudeckaTa akTuBHOCT Ha cbpiieTo (EKI), choTBeTcTBamy Ha
CMYIUICHUS B CHPACYHUS PUTHM

MycCkynHO yBpeKIaHe

Cexpenusi OT rbpANTE, HEOOMYAHO yBETMUEHHE HAa THPAUTE, YBEINYaBaHE HA I'BPANUTE MPH
MBKE

IIpexbcBaHe Ha MEHCTPYAIHUSI LIUKBJI

BbrOpeuna HeROCTaTHYHOCT, HAMAJIEHO KOJIMYECTBO HAa yPUHATA, 3apBKKa HA ypHUHA.
[TonmxaBane Ha Opost Ha OeNMKMTE KPHBHU KIICTKH

HeanexBaTHO noBeneHue, CyuMIHO IOBEAEHUE, CYULIUIHN MUCIIH

ANepru4Hu peaxkiuy, KOUTO MOXKE /1a BKJIFOUBAT 3aTPYAHEHO AUIIAaHE, Bb3IaJCHUE Ha OUUTE
(KepaTHT) U cepro3Ha KOXKHA peakiys, XapaKTepu3nupalia ce ¢ mosBa Ha YePBECHUKABU
HEHaJUTHATH TeTHA IO TSUIOTO, KOMTO ca MoA00HN Ha MUIICHA WK KPBrooOpas3Hu, YeCcTo ¢
MexypueTa B cpejiaTa, JIoIeHe Ha KOXKarTa, SI3BH B YCTaTa, I'bPIIOTO, HOCA, TI0 TEHUTAIHUTE U
ounte. Te3n TeKKU KOXKHA OOpUBHU MOTaT Jia ObJaT NpeAlecTBAaHH OT OBUIIIEHA TEMIIEpaTypa
Y TPUIIONION00HN cUMIITOMH (CHHAPOM Ha CTHBBHC-/?)KOHCHH, TOKCHYHA €MUAEPMaIHA
HEKpOJIN3a).

XKopnTennna (MOXBITABAHE HA KOXKATA H OYUTE)

[lapkuHCOHM3BM — TOBA Ca CUMIITOMH, HanoAoo0sBay 6onectra Ha [lapkuHCOH, KaTO TpemMop,
OpanvknHe3ust (3a0aBEHU JBIKEHHSI) M CKOBAHOCT (CKOBAaHOCT Ha MYCKYJIHTE).

MmHoro peaxu: Mmorat aa 3acertat 10 1 na 10 000 xymm

YepHoapoOHA HEIOCTATHYHOCT
XenatuT (Bh3MaJICHUE HA YSPHUS APO0)

C HeU3BeCTHA YeCTOTA: OT HAJMYHUTE JAHHH He MOKe 1a Ob/Je HATPpaBeHa OlleHKa

PasBuBane Ha 3aBucumoct ot Pregabalin Viatris Pharma (jekapcTBeHa 3aBUCUMOCT).
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Cnen criupaHe Ha KpaTKOCPOYHO MIIM JBJATOCPOYHO JicueHue ¢ Pregabalin Viatris Pharma tpsioBa 1a
3HaeTe, Y€ MOXKETE J1a U3MUTATEe ONpeACTICHN HeXeJIaH PeaKUy, TaKa HapeUeHUTE peaKy Ha
OoTHeMaHe (BWXKTe ,,AKO cTe cripeni mpuema Ha Pregabalin Viatris Pharma®).

AKO IOJTyYHTe MOAYyBaHE HA JHMIETO WIH e3UKA, MJIM AK0 KokaTa By ce 3a4epBu U 3a104HAT 12
ce MOSIBSIBAT MeXypH MJIH KokaTa Bu 3amoune n1a ce Oesn, TpsiOBa He3a0aBHO 1a MOThpPCHUTE
MeIHIMHCKA TOMOIII.

OHpe}.ICJ'IeHI/I HCXKCJIaHU PCaKIUU, KAaTO CbHJIIMBOCT, MOTaT Ja 6’I>}_IaT I10-4€CTH, THH KaTO HNAllUCHTH C
Fp’L6Ha‘-IHOMO3’B‘lHa TpaBMa MOrat Aa rmpueMart U Apyry JCKAapCTBa 3a JICUCHUC, HAIIPUMECD Ha Oonkara
HJIN MYCKYJIHUA CIIa3bM, KOUTO UMaT HOI[06HI/I Ha Hpera6aJII/IH HEXCJIaHU PCAKIUU U TCKECTTA Ha
TE3U PCAKIIUN MOXKE Ja HapaCHE, KOraTo JICKapCcTBaTa C€ NpueMaT €CATHOBPEMEHHO.

CJ'IC}_'[HaTa HCXKCJIaHa pCaKlIunAd € CI)O6H_ICHa IpU IMMOCTMAPKECTUHIOBUA ONUT: 3aTPYAHCHO JUIIIAHC,
IMOBBPXHOCTHO AUIIAHE.

Cpho011aBaHe HA HeKeJIaHU pPeaKIuu

AKO TIOJy4YHTe HAKaKBH HEXEJIaHU JIEKaPCTBEHH PEaKIny, yBegomere Barmms nexap win hapmareBT.
ToBa BKJIFOUBa BCHYKH Bb3MOKHH, HEOTIMCAHH B Ta3U JINCTOBKA, HEXEJIAHU peakuu. MokeTe ChIIo
J1a CLOOIINTE HEXETAaHH PEAKINK JUPEKTHO Ype3 HAI[MOHATHATA CUCTEMa 33 ChOOIaBaHe, IOCOYCHA B
[punoxenue V. Kato crobimaBare HexXEIaHA PEaKIIUN, MOKETE Ja TafeTe CBOSI IPUHOC 3a
MoJTy4aBaHe Ha ToBede HH(OpMAIHs OTHOCHO 0€3011acHOCTTa Ha TOBa JIEKAPCTBRO.

5. Kak n1a cexpansiBate Pregabalin Viatris Pharma

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

He u3nosn3Baiite TOBa JIEKapCTBO CIIE/l CPOKA Ha TOJHOCT, OTOEISI3aH BhPXY KapTOHEHATA OTAKOBKa
i OyTtuikara. CpoKbT Ha TOJAHOCT OTTOBAPs HA TIOCIIEAHUS JIEH OT MOCOUYCHHS MeCell.

ToBa nexapcTBO HE H3UCKBA CIIELUAIHU YCIOBHSA 32 CbXPAHEHHUE.

He n3xBbpisiiTe ekapcTBaTa B KaHAIM3aLMITa WIK B KOHTEHHEpa 32 JJOMAIIHH OTIAbIIH.
[MomuTaiite Bamust hapManieBT Kak 1a U3XBHPISTE JIeKapcTBaTa, KOMTO Bede He u3noi3sare. Te3n
MEpKH 1€ CIIOMOT'HAT 3a Olla3BaHE Ha OKOJHATa cpefa.

6. Chabp:kaHHe Ha ONIAKOBKATA M JONBJIHUTEIHA HH(pOpManus

Kakso cbabpaxa Pregabalin Viatris Pharma

- AKTHBHOTO BelIecTBO € nperadanuH. Besika TBbpaa kancymna ceappka 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg wiu 300 mg nmperadanuH.

- Jlpyrure ChCTaBKH Ca: JJAKT03a MOHOXUJIPAT, IAPEBUYHO HUIIIECTE, TAJIK, KEJIATHH, THTAHOB
muokcrn (E171), HatpueB naypuicyndar, CHIUIHEB TUOKCHT, KOJIOUIEH O0€3BO/ICH, YEPHO
MacTHJIO (KOETO ChIIbprKa LIeNJIakK, uepeH xenezeH okeu (E172), nponuneHrInKo, Kauues
XUAPOKCUIT) U BOJIA.

- Kancynute ot 75 mg, 100 mg, 200 mg, 225 mg u 300 mg cbabpKaT ChIIO U YEPBEH XKEJIE3EH
okcug (E172).
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Kak m3raexna Pregabalin Viatris Pharma u kakBo chbabpska onmakoBKaTa

benu tBbpaM Kancynu ¢ Hagnuc “VTRS” Bbpxy kanagero u “PGN 257
BBPXY TAIIOTO

bemu tBepau kancymu ¢ maamuc “VTRS” Bppxy kamadero u “PGN 507
BBPXY Ts10TO. TA7I0TO Ha KancynaTa € MapKUpPaHO C YepHa UBHUIIA.
TBbpau Kancynu c Osu1 u oparkeB UBAT ¢ Haamuc “VTRS” Bbpxy
kanaueto ¥ “PGN 75” BbpXy TAIOTO

OpamxeBu TBBpU Karcynu ¢ Hagmuc “VTRS” Bppxy kamaueto u “PGN
100” BBPXyY TSITOTO

bemu tBepau kancymu ¢ maamuc “VTRS” Bppxy kamadero u “PGN 150”
BBPXY TAIIOTO

CsetnoopanxeBH TBBpAU Kancynu ¢ Haanuc “VTRS” Bppxy kanauero u
“PGN 200” BBpXy TSIIOTO

TBBpaM Karcyiu ¢ OsJT U CBETIIOOpaHkeB IBAT ¢ Haamuc “VTRS” Bupxy
karnadeto u “PGN 225” BppXy TAI0TO

TBbpau Kancynu ¢ Osu1 u oparkeB UBAT ¢ Haanmuc “VTRS” Bbpxy
kanadeto ¥ “PGN 300 BepXy TS10TO

25 mg Kancyiau

50 mg kancymau

75 mg xancyiau

100 mg xarcymm

150 mg kancynun

200 mg xancynu

225 mg Kancyiau

300 mg kancynu

Pregabalin Viatris Pharma ce npezanara B oakoBKU ChC ceieM Pa3IUuHH pa3Mepa, Harpasenu oT PVC
¢ rpb0 OT aTyMHHHUEBO (QOJIHNO: OMAKOBKa ¢ 14 Karcynu, chabpkaiia 1 oauctep, onakoBKa ¢

21 karcyiu, chabpikaiia 1 OaucTep, omakoBka ¢ 56 Kancyiu, ChabpiKkalia 4 OimucTepa, OrakoBKa ¢

84 karncynu, ceapprkaia 4 Oimcrepa, onmakoBka ¢ 100 kancynu, ceaspxama 10 6amuctepa, OmakoBKa ¢
112 xancynu, ceappkaiia 8 6mucrepa u 100 x 1 kancynu B nepdopupaHy €1HOJ030BH OJIUCTEPH.

Jombmaurtenno, Pregabalin Viatris Pharma e Hanuuna u B Oytuiiku ot HDPE, chabpxaniu
200 xancynu 3a onakoBkuTe oT 25 mg, 75 mg, 150 mg u 300 mg.

He Bcuuku BUOBE ONaKOBKM MOTrar Ja ObJaT MyCHATH Ha Ma3apa.
IIpuTexkaTes Ha pa3pelIeHHETO 32 YIOTpeda M MPOU3BOAUTET

[IputexaTen Ha pa3pelICHUETO 3a yrnoTpeda:
Viatris Healthcare Limited, Damastown Industrial Park, Mulhuddart, Dublin 15, DUBLIN, Upnaamus

IIpoussoaure:
Pfizer Manufacturing Deutschland GmbH, Mooswaldallee 1, 79108 Freiburg Im Breisgau, I'epmanmust.

17001
Mylan Hungary Kft., Mylan utca 1, Komarom 2900, Yarapus.
130101

MEDIS INTERNATIONAL a.s., vyrobni zdvod Bolatice, Primyslova 961/16, 747 23 Bolatice,
Yemka perny0iuka.

3a nombaHMUTENIHA UH(POPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPXKETE C€ C JIOKAIHUS
MpeCcTaBUTEN Ha IPUTEKATENS Ha pa3pelleHHeTo 3a ynorpeoa:

Belgié/Belgique/Belgien Lietuva
Viatris Viatris UAB
Tél/Tel: +32 (0)2 658 61 00 Tel: +370 52051288
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Bbbarapus
Maiinan EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.0.
Tel: +420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 (0)800 0700 800

Eesti
Viatris OU
Tel: +372 6363 052

El\Gda
Viatris Hellas Ltd
TnA: +30 2100 100 002

Espaiia
Viatris Pharmaceuticals, S.L.
Tel: +34 900 102 712

France
Viatris Santé
Tél: +33 (0)4 37 25 75 00

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 123 50 599

Ireland
Viatris Limited
Tel: +353 1 8711600

Island
Icepharma hf.
Simi: +354 540 8000

Ttalia
Viatris Pharma S.r.l.
Tel: +39 02 612 46921

Kvnpog
CPO Pharmaceuticals Limited
TnA: +357 22863100

Latvija
Viatris SIA
Tel: +371 676 055 80
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Luxembourg/Luxemburg
Viatris

Tél/Tel: +32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: +36 1465 2100

Malta
V.J. Salomone Pharma Limited
Tel: (+356) 21 220 174

Nederland
Mylan Healthcare BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: +47 66 75 33 00

Osterreich
Viatris Austria GmbH
Tel: +43 1 86390

Polska
Viatris Healthcare Sp. z 0.0.
Tel.: +48 22 546 64 00

Portugal
Viatris Healthcare, Lda.
Tel: +351 21 412 72 00

Romaénia
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o.
Tel: +386 1236 31 80

Slovenska republika
Viatris Slovakia s.r.o.
Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: +358 20 720 9555

Sverige
Viatris AB
Tel: +46 (0)8 630 19 00



I[aTa Ha MOCJICAHO NMpepasrije;kaane Ha JIMCTOBKaTa:

[MoapoOna unpopmanus 3a TOBa JIEKapCTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBporneiickara areHuus
10 JIeKapcTBaTta http://www.ema.europa.eu.
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