HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

[Iperabanun Accord 25 mg TBBPAH KaICyJH
[Iperabanun Accord 50 mg TBBpAN KaNCyIH
IIperabamuu Accord 75 mg TBBpAN KarncyIu
IIperabanuu Accord 100 mg TBbpAM Karcyiu
[Tperabanun Accord 150 mg TBbpAM Kancynu
IIperabanuu Accord 200 mg TBbpAM Karcyin
IIperabanuu Accord 225 mg TBbpAM Karcyin
[Tperadanun Accord 300 mg TBbpAM KancCynu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

[Iperabamua Accord 25 mg TBbPIN KACYIH
Bcesika TBBEpAa Karcyna chappxka 25 mg nperadanus (pregabalin).

[Iperabamua Accord 50 mg TBbPIU KANCYyIH
Bcesika TBBEpaa Karcyna ceappxka S0 mg nperabdanuH (pregabalin).

[perabanun Accord 75 mg TBBPIN KANCYIH
Bcesika TBBpAa Karcyna chappxka 75 mg nperadanuH (pregabalin).

[pera6anun Accord 100 mg TBbpAM KANCyIH
Bcesika TBBpaa kancyna ceappxa 100 mg mperadanus (pregabalin).

Iperadanun Accord 150 mg TBBpAM KaICyJIn
Bcesika TBBpaa Kancyia ceabpika 150 mg nperadanus (pregabalin).

Iperadanun Accord 200 mg TBbPAM KAICYJIN
Bcesika TBBpaa kancyia chabpika 200 mg nperadanus (pregabalin).

[Iperadamug Accord 225 mg TBEPAU KAIICVIHA
Bcesika TBBpaa Kancysa chabpika 225 mg nperadanut (pregabalin).

[Iperadamug Accord 300 mg TBEPAU KAIICYIHA
Bcesika TBBpaa kancyia ceabpika 300 mg nperadanus (pregabalin).

3a IIBJIHUA CHUCHK Ha IIOMOIIHHUTE BCUICCTBA BHXXTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
TBBppaa kancyna
IIperabanug Accord 25 mg TBEpM KalCyJIH

Bbenu nenpospaunu/benu Henpospaunu, pasmep “4” TBbPAM KeJIATHHOBU KaricyJiu ¢ Haanuc ‘PG’ Bbpxy
Karma4eto u “25” BppXy TANOTO. Besika karicyna e ¢ mpubnmsnuTtenna AbbkuHa 14,4 mm.

Hperabammn Accord 50 mg TBEPJIN KaICyu
Bbenu nenpospaunu/benu Henpospaunu, pasmep “3” TBbPAM KeJIATHHOBU KaricyJiu ¢ Haamuc ‘PG’ Bbpxy
KaradeTo u “50” Bppxy Tsu1oTo. Besika Karncyna e ¢ mpubau3uTenHa AboKruHa 15,8 mm.

Iperabamun Accord 75 mg TBbPAN Kancyiu
UepBenu Henpo3paydu/benn Henpo3paynu, pasmep “4” TBbPIH KEIATHHOBH KaICyiu ¢ Hagnuc ‘PG’
BBPXY Kamayero u “75” BppXy Tsn0TO. Beska kancyna e ¢ npubnusurenta apokrHa 14,4 mm.




Iperabamn Accord 100 mg TBBPIM KarcCyIu
Uepenu Henpo3pauan/YepBeHn HETpo3padHu, pa3Mep 37 TBbPAH KeaTHHOBU Karicynu ¢ Haamuc ‘PG’
BBpXY Karmadeto 1 “100” Bbpxy TsuoTo. Besika kamncyna e ¢ npubau3uTenna AbnkuHa 15,8 mm.

Iperabanun Accord 150 mg TBbpAM Kancynu
benn menpo3paunn/benu Henpo3paunn, pazmep “2” TBBPAH KeNATHHOBHU Karcyiu ¢ Haamuc ‘PG’ Bbpxy
kamadeTo 1 “150” Bppxy Tsuoto. Besika kancyna e ¢ npubnusurtensa JpokuHa 17,8 mm.

Iperabanus Accord 200 mg TBbpAM KANCYIH
OpamxeBu Henpospadyrn/OpaHkeBH HETIPO3payHH, pazmep “1” TBBpaH KeTaTHHOBU KaICyJIU C HAAIUC
‘PG’ BBpxy Kamavero u “200” BbpXy TAI0TO. Besika karncyna e ¢ mpubnusutenna appkuaa 19,3 mm.

[peraGamun Accord 225 mg TBEpAM KAICYJIN
OpamxkeBu Henpo3paynu/benu Henpo3paynu, pazmep “1” TBbPIM KEIATHHOBH KaIcyiu ¢ Haanuc ‘PG’
BBPXY KamadeTo u “225” pppXy Tsu10TO. Besika kancyna e ¢ nmpubiu3uTensa apokiuHa 19,3 mm.

[peradanun Accord 300 mg TBbpAM KANCYIH
UYepsenu nenpospaunn/benn verpospaunn, pazmep “0” TBbpAH KETATHHOBU Karncyiu ¢ Haamuc ‘PG’
BBPXyY KamadeTo u “300” Bppxy Tsu10TO. Besika kancyna e ¢ npubnmsuTensa apokuHa 21,4 mm.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKA3ZAHUS
HespomatHa 6oska

I[Iperabanmuu Accord e roka3ana 3a JiedeHue Ha nepu)epHa U HEHTpAIHa HeBpoNaTHa OOJIKa IpU
Bb3pPaCTHH.

Enunencus
[Mperabanun Accord e rmokaszaH KaTo J00aBbYHO JICUEHUE [TPHU BB3PACTHHU C MAPIUAITHA MPUCTHIIN ChC
win 6e3 BTOpUYHA TeHepann3arusl.

I'eHepaIM3UpaHo TPEBOKHO PA3CTPONCTBO
[Iperabanun Accord e moka3aH 3a JIe4YeHHEe Ha TeHepaTH3UPaHO TPEBOXKHO paszctpoiicTo (I'TP) mpu
BB3PACTHH.

4.2 I[o3np0m<a U HAYUH HA NMPUITOKEHUE

2 !031/1[ )OBKa

HozoBusar unrepsain e ot 150 qo 600 mg Ha ieH, pa3npene’eHy B ABa WiIH TPH MPHEMA.

Heeponamua 6o1xa

JledenueTo ¢ mperabanvuH MOXe Ja 3ano4He ¢ 103a oT 150 mg Ha 1eH, pa3feneHa Ha Ba WK TPH MPUEMa.
B 3aBuCHUMOCT OT HHIMBHULya IHHS TEPAIEBTUUEH OTTOBOP HA MAIlMEHTa U IIOHOCUMOCTTA JJ03aTa MOXe J1a
0bae ysenuuena 10 300 mg Ha 1eH ciie HHTepBal OT 3 10 7 JHM, a IPU HEOOXOAUMOCT 10 MAaKCUMaIHa
no3a ot 600 mg IHEBHO cien AOMBJIHUTENEH 7-THEBEH HHTEPBA.

Enunencus

JledenueTo ¢ mperabanvH MOXe Ja 3aro4He ¢ g03a oT 150 mg Ha neH, pa3feneHa Ha JBa WU TP MPUEMa.
B 3aBHCHMOCT OT MHIUBUIYaJTHUS TEPATICBTUYCH OTTOBOP HA TMAIlHEHTa ¥ IOHOCUMOCTTA JJ03aTa MOXKE Ja
O0bne yBenuueHa 1o 300 mg Ha aeH cien 1 cenmuna. Makcumannara go3a ot 600 mg Ha 1eH MoXe Ja
O0BbJe JOCTHTHATA CIIE] Ol €IHA HOMBIHUTEIHA CSIAMULIA.

T'enepanusupano mpegosicHo pascmpoucmeo
JozoBust unrepsai e ot 150 no 600 mg Ha aeH, pa3npeneneHu B ABa Win Tpu npueMa. HeodxomumocTta
OT JIeUeHHUE TPpsIOBa 1a ObJIe MPEOIeHABaHA PEIOBHO.
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JledenueTo ¢ mperabanvH MOXe J1a 3aro4yHe ¢ 1032 oT 150 mg Ha meH. B 3aBUCMMOCT OT HHAWBUAYATHUS
TEpaneBTHYCH OTTOBOP Ha MalleHTa U IOHOCUMOCTTA J103aTa MOXe Aa Obe ysenuuena 1o 300 mg Ha
neH cien 1 ceamuna. Cren eqHa JONBIHUTENHA CeAMULA 103aTa MOXKe 1a Obae yBennueHa 1o 450 mg Ha
JeH. MakcnmanHara n1o3a oT 600 mg Ha geH MOXke 1a Ob/ie JOCTUTHATA CIIE OLLE €HA AOIbIHUTEIHA
ceaMuIia.

IIpexpamsasane na nevenuemo c npe2adbaniun

B choTBeTCTBHE C HacTOSIATA KIMHUYHA MTPAKTHKA, aKO JICYCHUETO C IperadainH TpsoBa 1a 0b1e
MpEeKpaTeHo, ce Mpernopb4Ba TOBA J1a CTaHE MMOCTEIIEHHO B pAMKUTE MUHAMYM Ha | ceIMUIIa HE3aBUCUMO
OT NIOKa3aHueTo (Bxk. ToukH 4.4 u 4.8).

Br6peuHo yBpexkaane

[MperabanuH ce eTMMUHUPA OT CUCTEMHATa IIUPKYJIalus TI1aBHO Ype3 ObOpeyHa eKCKpenus B
HETPOMEHEH BHJ. Thil KaTo KIIMPBHCHT HA NMPEradaInH € MPaBo MPOIOPIIMOHAIICH Ha KPEaTHHHHOBHS
KIUPBHC (BXK. TOYKA 5.2), HAMAISIBAHETO Ha J103aTa MPH MMaleHTH ¢ HapylIeHa Ob0pedyHa (yHKIUSI
TpsiOBa J1a ObJie HHAMBUIYAIN3UPAHO B CHOTBETCTBHE ¢ KpeaTHHHHOBHSA KIUPBHC (CL(), KakTo e
nocoueHo B Tabmuma 1, kaTo ce npunara ciegHara GopMya:

. 1.23 x (140 - BB3pacT ( rogunn) | x Terio (k
CLer(ml/min) = [ pac( )] (kg) (x 0.853a xeHn)

cepyMeH kpeamruH (1mol/l)

IIperabanun ce oTcTpaHsiBa epeKTUBHO OT IIa3Mara upe3 xemonuanusa (50% oT gexapcTBOTO 3a 4 yaca).
[Ipn manyeHTH Ha XeMoHan3a JHeBHATA 1032 TperadainH TpsoBa 1a Ob/e aganTupaHa B 3aBHCUMOCT
ot ObOpeunara ¢pyHKIUs. B JonbIHEHNEe KbM JIHEBHATA J103a HETIOCPEACTBEHO clie]] BCsika 4-4acoBa
XeMOaran3a TpsiOBa Aa Ob/Ie TaBaHa JOMBIHUTENHA J03a (BX. Tabmmma 1).

Ta6anuna 1. AranTupase Ha 103aTa HA MperadajuH B 3aBUCUMOCT 0T 0bOpeyHaTa QyHKIMUSA

Kpeatununos
KJIUPBHC (CLer) Oo0ma nHeBHa 1032 HA nperadajnH* Pexxum Ha no3upane
(ml/min)

Havanna nosza Makcumaisa no3a

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

EnHoKpaTHO THEBHO WK
>15-<30 25-50 150 T
<15 25 75 EnHOKpaTHO THEBHO
JonbaHuTeNHA 1033 HEMOCPEACTBEHO cile]l XeMoanain3a (mg)
| 25 | 100 | Exnoxparna 103a *

TIIJ = Paznenenu B Tpu npuema

HI1/1 = Paznenenu B ABa npuemMa

* ObmaTa qHeBHa J103a (mg/aeH) TpsaOBa ja Obje paszelieHa, KakTo € YKa3aHo B peXKUMa Ha JI03UpaHe, 3a
Jla ce MmoJjiyyaT mg/mo3a

* JlombJIHATEIHATA J103a € €IHOKpaTHa

YepHoIpoOHO YBpEkIaHE
[Tpu nanyeHTH ¢ 4epHOAPOOHO YBPEKAaHE HE € He0OX0IUMa IPOMSIHA Ha j03aTa (BXK. ToUKa 5.2).

IlenmarpudHa Homyams

bezonacHoctTa 1 epukacHoctTa Ha [Iperadanun Accord npu nena moxa 12-roauiiiHa Bb3pacT M FOHOIIN
(12-17-rogumrHa BB3pacT) He ca ycTaHOBeHU. HannyHuTe KbM MOMEHTA JJAaHHU Ca OMMCAHU B TOUKU 4.8,
5.1 5.2, Ho He MOXKe Ja ce AaJaT NPenopbKU 3a JO3UPOBKATA.




Crapuecka Bb3pacT
[Ipn manmeHTyH B cTapyecka Bb3pacT MOXKE J1a C€ HAJIOKHM HAMaJIsBaHE Ha J103aTa Ha NMperadainuH mopaan
HamasieHa ObOpeuHa QyHKuus (BXK. Touka 5.2).

HauwuH Ha npunioxxenue
IIperabamua Accord Moke Ja ce mprueMa ChC HiIH 0e3 XpaHa.
[Iperabanun Accord € camo 3a IEpOPATHO NPUIOKCHHUE.

4.3 IIpoTuBOMOKA3aAHUA

CBpPBXUYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MJIHM HAKOE OT TIOMOIIHUTE BEIICCTBA, N30POCHH B
TO4Ka 6.1.

4.4 Chenuananu npeaynpesxaeHus: U NpeANa3sHl MePKH NPU ynoTpeda

IManmenTu ¢ auabdet

B CBHOTBETCTBHUEC C HACTOAIIIaTa KIIMHUYHA HpaKTI/IKa HpI/I HAKOU IMAITUCHTHU C ILI/Ia6CT, KOUTO HaggaBaT Ha
TErJI0 TPH JieueHUe ¢ mperadalinH, ¢ He0oOXOAUMO aIaTHPAHE HA AHTHANAOCTHUTE JICKAPCTBEHH
MPOTYKTH.

Peaknuu Ha CBPBXYYBCTBUTCJIHOCT

OT OCTMApKETHHTOBHUS OIUT UMa ChOOIIECHHS 3a PEAKIIMU HA CBPbXUYYBCTBUTEIHOCT, BKIIOUMTEITHO
Cllydad Ha aHrHoeaeM. AKO Bb3HUKHAT CUMIITOMH Ha aHTHOEIEM, KaTo TOyBaHe Ha JIUIETO, OKOJIO
ycTaTa WK Ha TOPHUTE JUXATEJIHU ITBTHUIIA, IperabainH TpOBa Ja ce crpe He3a0aBHO.

Texxu koxxuu Hexenaau peakuuu (TKHP)

BBB BpB3Ka C JICUSHUETO ¢ MperadaivH PAAKO ce ChOoOIIaBa 3a TEKKH KOXKHU HEXETIaH! PEaKIiu
(TKHP), BximounTenHo cuaapom Ha Stevens-Johnson (SJS) u Tokcnuna enuaepmanna Hekponuza (TEH),
KOUTO MOraT Jia O'bJaT )KMBOTO3aCTpalllaBallli WK ¢ JIeTalleH u3xojl. Koraro ce mpeanucea nperadaivH
nalueHTUTe TpsOBa a ObaaT HHGOPMHUPAHH 32 MPU3HAIUTE U CUMIITOMUTE U Jia ObJaT HaOJII0JaBaHH C
MOBHUIIICHO BHUMAHHE 32 KOXKHU PEakiii. AKO ce€ TOSABIT MPU3HAIM U CUMIITOMH, TIOJICKa3BaIl| 3a Te3U
peakiuu, MpUeMbT Ha ITperadaauH TpsOBa He3a0aBHO J1a ce CIpe U Jia ¢e OOMHUCIIN APYTro JeUeHUE
(ciopen HEOOXOIUMOCTTA).

3amaiiBaHe, CHHIMBOCT, 3ary0a Ha ch3HaHUE, 0ObPKBAaHE M YMCTBEHO YBPEKIaHEe

JleuenueTo ¢ nperabajivH € OUJI0 CBHP3aHO ChC 3aMaiiBaHe M CHHIIMBOCT, KOUTO OMXa MOTJIY J1a YBEINYaT
YyecTOoTaTa Ha ClyuyaifHO HapaHsABaHe (M1aJaHe) Mpy MalleHTH B cTapuecka Bb3pacT. Mima u
MOCTMAapKETHHTOBU CHOOIICHHS 32 3ary0a Ha Cb3HaHUe, OObPKBAaHE U YMCTBEHO YBpEKJaHE.
CrenoBaresHo, TallMEHTUTE TPsIOBa Ja ObJaT NOCHBETBAHM Ja ObJaT C MOBHUILEHO BHUMAaHKE, JOKATO HE
Ce 3aM03HAasAT C MOTCHIIMATHUTE €()EeKTH OT JIEKAPCTBEHHS TPOIYKT.

EdexTn cBBp3aHN CHC 3DEHUETO

[Ipu KOHTpONMPAHN M3MHUTBAHMUS, TO-TOJISIMA YaCT OT MAIIMEHTHTE, JICKYBaHHU C MperadaiuH, ca ChOOIINIH
3a 3aMBIJICHO 3PEHHUE, B CPABHEHHUE C MALMEHTHUTE, JIEKYBaHH C I1a1e00, KOETO € OT3BYYasio B IIOBEYCTO
CIIyYad TPy MPOABIDKUTENHO npwiarane. [Ipu KIMHHYHUTE TPOyYBaHUs, KBJIETO Ca IPOBEICHU

O TAIIMOJIOTUYHY U3CJIE/BAHUS, UECTOTaTa HA HAMAJISIBAHE HA 3pUTEITHATA OCTPOTA U POMEHU B
3PUTEIHOTO TOJIE € TO-TOJISIMA TTPH MAIUSHTUTE, JIEKYBaHH ¢ TIperabaiiH, OTKOJIKOTO MPH MMallUeHTHTE,
JISKyBaHM ¢ IU1a1e00; yectorata Ha )yHIOCKOIICKHTE IIPOMEHH € T0-ToJISIMa IIPY HAIlMeHTUTE, JICKYBaHU
¢ tutare6o (Bx. Touka 5.1).

Or MOCTMApPKCTUHI'OBUS OIMUT CHIIO CC C’BO6H_IaBaT HCXKCJIaHU PCAKIIUHU 11O OTHOIICHUC HAa 3pCHUCTO,
BKJIIOYUTCIIHO 3ary6a Ha 3pCHUC, 3aMBITIABAHC HA 3pCHUCTO WX APYTId IPOMCHHU B 3pUTCIIHATA OCTPOTA,
MHOT'O OT KOUTO ca Ouiu MMpCXOaHH. CanaHeTo Ha npera6am/1H MOXKE J1a JOBCAC 10 OT3BYYaBaHC UJIN
HO,ZIO6p§IBaHe Ha TE€3U 3pUTCIIHU CUMIITOMMU.



brOpeyHa HETOCTATHYHOCT
CpobmaBar ce cirydan Ha 0b0pedHa HeJOCTaThYHOCT, IPH HIKOW CIIydad MPEeKpaTIBAaHETO Ha
nperadaivH Mmoka3ea 00paTUMOCTTA HA Ta3HM HEXKENaHa JICKapCTBEHA PEaKIHs.

Crunpase npreMa Ha ChbIbTCTBAIM aHTHENUICITHYHHI JIeKapcTBa

CrlllecTBYBAT HEAOCTATHYHO JAHHU 32 CIIUPAHETO HA MPUEMA Ha ChITBTCTBAIIM aHTHETTHIICITUYHU
JICKapCTBa CJIe]] IOCTUraHe Ha KOHTPOJI Ha MPUCTBITUTE ¢ MperadaivH KaTo Jo0aBbyUHA Teparnusl, 3a Ja ce
MIpEMUHE Ha MOHOTEPAITHS C TIpeTa0atrH.

CuMOTOMH Ha OTHEMaHe

HabmromaBanu ca cHMIITOMH Ha OTHEMaHe NIPU HIKOU MAIMEHTH CJIe]] CTUpaHe Ha KPAaTKOCPOYHO U
J'BITOCPOYHO JieueHHe ¢ TIperadamHa. ChoOIaBaHy ca CICTHUTE CUMITTOMH: O€3ChHHE, TIIaBo0oIIHe,
rajieHe, TPEBOXKHOCT, IUApHsl, TPUTICH CHHAPOM, HEPBHOCT, ACMPECcHsl, CYUIIIHA HAeaus, OoKa,
KOHBYJICUH, XUIIEPXHUIPo3a U 3aMaiiBane. [losBaTa Ha cCHMITOMH Ha OTHEMaHE CJIe/ MIpeKpaTsBaHe Ha
rpreMa Ha IperadaliiH MOXe J1a € TOKa3aTellHa 32 JIKApCTBeHA 3aBHCUMOCT (BK. Touka 4.8).
[MaumenTute TpsiOBa na ObAAT MHGOPMHUPAHU 32 TOBA MPU 3alI0YBAHE HA JICYCHUETO. AKO JICUSHHUETO C
nperabanuH TpsAOBa fga ObJie NPEeKPaTeHO, MPEIOPbYBa CE TOBA Jla CTaHE MOCTEIICHHO B PAMKUTE Hali-
Majko Ha 1 cegmmuIia, HE3aBUCUMO OT TTOKa3aHUETOo (BK. Touka 4.2).

KoHByscun, BKIIOYUTEIHO SOMICTITUYEH CTAaTYC U TeHEPATM3UPAHN TOHUYHO-KJIOHHYHU I'bPYOBE, MOXKE
Jla HACTBIIAT M0 BpeMe Ha JICYEHUETO ¢ TperabajIrH I CKOPO CJie]] HETOBOTO MPEKpaTsBaHe.

JannuTe 3a mpekpaTsBaHe Ha IBITOCPOYHOTO JICUCHHUE C MperadaanuH MoKa3BaT, 4Ye 4eCTOTaTa U TEKECTTa
Ha CUMIITOMHUTE Ha OTHEMAaHe OMXa MOIUIM 1a ObJAT 10303aBUCUMU.

3acToiiHa chpeYHa HEAOCTATBYHOCT

Hamnure ca mocTMapKkeTHHTOBH CHOOIIIEHUS 3a 3aCTOWHA ChP/IeYHA HEOCTATHUHOCT MPHU HAKOU MAIlUEHTH,
nostydaBariy nperadanus. Te3u peakiuu ce HaOMIoAaBaT IPEIUMHO PHY MAITUEHTH B CTapUYeCKa Bbh3pacT
ChC CHPJIEYHO-CHIOBH YBPEXKIaHUS 110 BpeMe Ha JIeYeHre Ha HeBporaTus ¢ rperabdanud. [Iperabamin
TpsOBa J1a ce U3I0NI3Ba C BHUMaHKE MpH Te3u narueHT. [IpeycraHoBsBaHeTO Ha TiperadainH MOXKe /1a
JTOBEJIE 10 OT3BYYaBaHE Ha PEaKIUsTA.

JleyeHue Ha IIEHTPaIHa HEBPOMaTHA 00JIKa B Pe3y/ITaT Ha IPhOHAYHOMO3bYHA TPABMa

[Ipu neueHueTo Ha EHTpaIHa HEBPOIIaTHA 0OJIKa B pe3yJITaT Ha IPhOHAYHOMO3bYUHA TpaBMa ¢ Ouiia
yBEJIMYCHA YECTOTAaTa HA HEXKEIIAHUTE PEaKIMU KaTo 1510, HEXKEJTaHUTE PEakluK OT CTpaHa Ha
[ICHTpaJiHaTa HEpBHA CHCTEMa U 0COOEHO ChHIMBOCTTA. TOBA MOKE Ja Ce OT/Ia/Ie Ha aJUTHBEH e(eKT,
JbJDKAI Ce Ha ChITTCTBAIINTE JIEKAPCTBEHH MPOAYKTH (HAIP. AHTUCTIACTUYHH areHTH), MPHJIaraHy 3a
Teparnus Ha ToBa ChCTostHUE. ToBa TpsiOBa Jja ce UMa MPEBH/I, KOraTo nperabajinH ce MpeIIcBa 3a ToBa
CHCTOSIHHE.

IloTrckaHe Ha TUIIIAHETO

[Tonydenu ca chOOIICHHUS 3a TEKKO IOTHCKAHE HA AMIIAHETO BBB BPh3Ka ¢ yroTpedara Ha mperadaanH.
[TanuenTHTE C KOMIPOMETHUPAHA AUXaTeTHa (PYHKIUS, TUXATEITHO MIIM HEBPOJIOTUYHO 3200 IsIBaHE,
0B0OpeyHO yBpexkaaHe, ChITBTCTBRAIIA yIoTpeOda Ha cpeficTBa, kouto notuckar [{IHC, kakTo u xopa B
cTapyecka Bb3pacT MOXE Jla ca U3JI0KEHHU Ha MO-BUCOK PUCK OT MOJIy4aBaHE Ha Ta3W TEKKa HeKelaHa
peaxiusi. Moxe € J1a ca HeoOXOMMH KOPEKIIMH Ha J1o3aTa [P TE3H MaIMeHTH (BXK. Touka 4.2).

CyvinuiHa ujiealys 1 oBeJIeHNe

[Ipu nanyeHTH, IEKyBaHU ¢ aHTUETTHIICTITUYHY JICKAPCTBA TI0 Pa3IMYHH NIOKa3aHUsI, ca ChOOIABaHN
CyWIIMIHA Healus U IoBeieHue. MeTa-aHann3 Ha paHIOMHU3UpaHH, II1ane00 KOHTPOJIMPAaHHU IPOYYBaHHS
Ha QaHTUETIWICTITUYHH JIEKAPCTBA CHIO MOKa3Ba MAIBK, HO TIOBUIICH PHCK OT CYyHIMIHA HACALUS U
noBesieHre. MeXaHU3MbT Ha TO3U PHCK € Hen3BecTeH. HabuogaBanu ca ciiydau Ha CyHITHIHA HACALS U
MOBEJICHUE TIPH MAIIUEHTH, JIEKYBaHU C NIperadaiuH, B IOCTMAPKETHHIOBHSA ONUT (BK. TOuKa 4.8).
Ju3aiiHbT Ha EMUIEMHUOIOTUYHO IPOYYBAHE C U3IOI3BaHE HA CAMOKOHTPOIIA (CPaBHABAIIO MEPHOIN HA
JeYeHue ¢ nepruoan 6e3 JIedyeHne mpyu OTACITHMS MAIMEHT) ITOKa3Ba JaHHH 32 IOBHIIECH PUCK OT HOBA
NosIBa Ha CYHUIIUIHO MOBEACHUE U CMBPT B pE3yATaT Ha CaMOYOHICTBO IPH MALUCHTHUTE, JICKYBaHU C
nperadanu.




ITanmentuTe (M IMIIaTa, KOUTO CE TPIDKAT 3a TAX) TPsAOBA 1a ObIAT MMOCHBETBAHM J1a TOTHPCAT
MEIWIIMHCKH CHhBET MPH OB HA MIPU3HAIIM HA CYUIMIHA UICaIUs WU nmoBecHue. [lanmenture TpsoBa
Jia ObaaT MPOCIICASBAHY 3a MPU3HAIM HA CYUIUIHA UICAlUs U MTOBEICHUE U TPsIOBa Ja ce MpeArnpueMe
CHOTBETHOTO JicueHue. TpsaoBa ja ce OOMUCIIN TIPEKpaTsIBaHe Ha JICUYSHUETO C MperadaliuH B CiIydail Ha
CYHWITUJIHA HJICAIIUs M TIOBEICHUE.

Hawmanena ¢hyHKIWS Ha JIONHKS TACTPOMHTECTUHAIICH TPAKT

Hma nmocTMapKeTHHTOBH ChOOIIIEHUS 38 ChOUTHS, CBHP3aHU ¢ HaMaJieHa (DYHKITUS Ha TOTHHUS
TacTPOMHTECTHHAIICH TPAKT (HAIp. HEMPOXOJAUMOCT Ha YepBaTa, NapalluTHYCH UIIEYC, 3aIeK), KOraTo
nperadaiyH e IprUeMaH 3aeJHO C JIEKapCcTBa, KOUTO MOXKE J1a TIPEIN3BUKAT KOHCTHIIAINS — HAPUMEP
OMHOUIHY aHaNTeTUl. Korato nperadaivH U OMUOUIM IIe CE U3I0JI3BaT B KOMOMHAIMS, TPSOBA 1a ce
B3eMaT NPEBU MEPKH 3a MPEAOTBPATIBAHE HAa KOHCTHUIANUATA (OCOOCHO NPU KCHU U MAlUEHTH B
cTapuecka Bb3pacr).

CoobpTcTBalla ynorpeba ¢ onuonan

[IpenopbyBa ce MOBHUILICHO BHUMaHKE TPH MIPEANHCBaHe Ha MperabalvH 3a ChITBTCTBAII IPUEM C
ommoun nopaau puck ot nmotuckane Ha [ITHC (Bxk. Touka 4.5). B npoyuBane ,,cirydaii-kOHTpoa‘ pH
Jna, rnmpyueMaliy onuouan, rnmpyu naiqueHTUTE CbC ChIIBbTCTBAIL IPUEM Ha HpCI‘aGaJH/IH Hn OIMHOUIU CE
Ha0Jro/1aBa MOBHILEH PUCK OT CMBPT, CBBP3aHa ¢ yrnoTpedaTa Ha OMMUOU/IN, B CPABHEHHUE C TE3H
yIoTpeOsBaIy caMo OIHONIM (KOPUTHPaHO ChOTHOIIEHHE Ha maHcoBete [aOR], 1,68 [95% CI, 1,19-
2,36]). To3u moBuIeH puck ce HaOMo1aBa Mpyu HUCKK A03u nperadanuH (< 300 mg, aOR 1,52 [95% CI,
1,04-2,22]) 1 e HayMIe TEHJSHIINS 32 [T0-BUCOK PHUCK MPH MO-BUCOKH A03u nperadbanuH (> 300 mg, aOR
2,51 [95% CI 1,24-5,06)).

HemnpasuiHa ynorpe6a, MOTEHIMAT 32 310yNoTpeda WK 3aBUCUMOCT

[Iperabanua Moke Ja IpeIu3BHUKa JIEKapCTBEHA 3aBUCHUMOCT, KOATO MOXKE Jla Bb3HUKHE MTPH
TepaneBTHYHU 1034. ChoOIIaBaHM ca CiIydau Ha 3j10ynorpeda u HerpaBuiHa ynorpeda. [lannentu c
aHaMHe3a 3a 3JI0ynoTpeda ¢ BelecTBa MOXKe J1a ca ¢ I0-BUCOK PUCK OT HEMpaBHIIHA yHoTpeOa,
370ynoTpeda 1 3aBUCMOCT OT TperadajvH U ¢ HeoOX0AUMO MOBUIIIEHO BHUMaHHUE MK yroTpedaTa Ha
nperabanuH npu Takusa nauueHTu. [Ipeau npeanucBane Ha nperabanyH TpsiOBa 1a ce OLEHH
BHUMATEJIHO PUCKBT HA MAlEHTa OT HeMpaBUIHA yoTpeOa, 310ynoTpeda Uiu 3aBUCUMOCT.

[MaumenTHTe, JeKyBaHu ¢ nperabanuH, TpsiOBa fa ObaT HaOI0IaBaHH 38 CHMIITOMH Ha HENPaBUITHA
ynoTpeba, 3110ynotpeda WM 3aBUCUMOCT OT IIperadalliH KaTo pa3BUBaHE HA TOJIEPAHTHOCT,
HE00XOUMOCT OT IIOBUILIABAHE Ha J]03aTa U IIOBEICHUE 32 HACOUEHO ThPCEHE Ha JIEKapCTBOTO.

Exuedanonarus
CroOmaBanu ca citydau Ha eHIedaionaTus, IPeANMHO MPU MAIUEHTH ¢ TOJIekKAIIN 3a00JIIBaHus,
KOUTO MOTaT Jia YCKOPSAT Pa3BUTHETO Ha eHIledaonarusi.

Kenu c nereporeH noTeHIMAN/KOHTPpALCOINS

VYnorpebara na [Iperadanuu Accord rpe3 mbpBUst TPUMECTHP HA OPEMEHHOCTTa MOKE Ja TPEeTU3BUKA
TOJIEMH BPOJICHH aHOMaJIMK Ha Tuiofa. [Iperabanvy He TpsaOBa 1a ce W3MO0JI3Ba M0 BpeMe Ha OpeMEHHOCT,
OCBEH aKo T10J13aTa 3a MaiikaTa HECbMHEHO MPEBHUILABa MOTEHIMAIHNS PUCK 3a deTyca. Kenure ¢
JIETepOJICH MOTeHIIAN TPsIOBa J1a U3MON3BAT e)EeKTUBHA KOHTPAIICTIIHS [0 BPeMe Ha JICYCHUETO (BXK.
Touka 4.6).

CopabpkaHue Ha HATPUH

[Iperadanmun Accord cbapprka mo-mMaiko ot 1 mmol Hatpuii (23 mg) Ha TBBpaa Kancyna. [lauuenTure Ha
JIMETH C HUCKO ChIbpKaHNWe Ha HATPUH MOKe 1a ObaaT HHGOPMHUPAHH, Y€ TO3H JICKApCTBEH MPOIYKT HA
IIPAaKTUKa HE ChIbprKa HaTpUil.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHN NPOAYKTH M APYTrH (JOpMH Ha B3aNMoOJeiicTBHe

Tbii KaTO mperadanuH ce eKCKpPeTHpa MPeIUMHO B HEMPOMEHEH BUJI B YPHHATA, META00IN3Upa ce
npeHeOpeKUMO MaKo IpH xopa (< 2% OT Jo3ara ce yCTaHOBsIBa B ypHHATA 101 popMaTa Ha
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MeTabOoJINTH), HE MHXUOWpPA JICKapCTBEHUS METabOIM3BM in Vitro W HE C€ CBBP3Ba C TUIa3MEHUTE OCITHIH,
MAaJIKO BEpOSITHO € TOM Jia TIPeIM3BUKBA HITH JIa YIaCTBa BbB ()apMaKOKWHETUIHU B3aMO/ICHCTBHSI.

In vivo npoy4BaHUs ¥ IOMYJIAIMOHEH ()apMaKOKMHETUYCH aHAIN3

CBOTBETHO, B in Vivo TIPOYYBAHUS HE ca HAOI0JaBaH! KIMHIUYHO 3HAYUMH (hapMaKOKHHETHYHH
B3aUMOJICHCTBUS MEXKy TIperadanif U peHUTOnH, kKapOaMa3enuH, BAMPOCBa KUCEITHNHA, IAMOTPUTHH,
rabaneHTHH, Jopa3ernaM, OCKHKOJIOH Win eTaHod. [lomynannoneH papMakOKHHETHYCH aHalIu3 TTOKa3Ba,
4e MepopaTHUTe aHTUANAOSTHH CPECTBA, JUYPETULINTE, WHCYINH, (heHoOapOuTal, TnarabuH u
TONMMpaMaT HAMAT KJIMHUYHO 3HAYMM e(eKT BhpXY KJIMPBHHCA Ha MperadaiuH.

[lepopajiHu KOHTPALICNTUBHY CPEJICTBA, HOPETUCTEPOH W/WUIIH STHHIII €CTPAJIUOI

EnHoBpeMeHHOTO MpHITOKEHHE Ha MTperabaiiH ¢ IEpOpaTHUTE KOHTPAIEITHBHU CPEACTBA HOPETUCTEPOH
W/WTH €TUHII €CTPAINOII HE MOBIHSIBA (DapMaKOKMHETHKATA TPU CTAIIMOHAPHO ChCTOSHUE HA HUTO €ITHO
OT TE€3H BeIIeCTRa.

JIeKapCTBEHH MPOJIYKTH, TIOBIUSBAIIN [IEHTPAIHATA HEPBHA CHCTEMA
[Iperabanun Moke 1a 3acHiau ehEKTUTE Ha €TAHOJ U JIOpa3ernam.

OT NOCTMapKETHHTOBHUS OIUT UMa CHOOIIECHHS 3a JUXaTelTHa HEJOCTaThYHOCT, KOMa ¥ CMBPTHH CITydaH
IpH MAIMSHTH, TPUEMaIi IperadaiH U OIIMONAN H/WITK JPYTH JIEKapCTBEHH MPOIYKTH, TOTHCKAIIH
neHTpanaara HepBHa cuctema (LIHC). Ilperabanua BeposTHO MMa aIMTUBHO ACWCTBHE TI0 OTHOIIIEHUE Ha
HapylmI€HUsTa Ha KOTHUTHBHATA U ABUI'aTCIHATA q)yHKHI/IH, IMPUYINHCHA OT OKCUKOIOH.

B3aumoelcTBYS M MAIIMEHTH B CTapYeCcKa Bb3PacT
He ca mposexxganu cnerupuaHN Mpoy4BaHus 3a (hapMaKoJUHAMIYHHU B3aUMOJIEHCTBUS TIPH JOOPOBOIIN
B cTapyecka Bb3pacT. [IpoyuBanus 3a B3aUMOJIECHCTBHS ca MPOBEACHHU CaMO IIPH Bb3PACTHH.

4.6 @epTHauTeT, O)PEMEHHOCT U KbPMEHe

Kenw ¢ nereponen norenman/Konrpalienius npu MbKe U KEeHH
Kenwure ¢ geteposieH MOTEHIMAT TPIOBA J1a U3MOI3BaT e(hEKTUBHA KOHTPALIEIIINS 110 BpEME Ha
JIeYCHUETO (BXK. ToUKa 4.4).

BpemenHoct
[IpoyuBaHusITa IPYU )KUBOTHHU Ca TTOKA3aIIU PEMPOAYKTUBHA TOKCUYHOCT (BXK. TOUKa 5.3).

YcraHoBeHO e, e mperadaiuH MpeMrHaBa Ipe3 IIaleHTaTa MpH ITbXoBe (BXK. Touka 5.2). Bp3MoxHO e
nperabauH 1a IpeMuHe Ipe3 IUIAleHTaTa Ipu Xopa.

Tlonemu BposieHu Mandopmaryu

JlaHHHMTE OT CKaHAMHABCKO 00CEPBALIMOHHO MPOyYBaHe mpu mopeue oT 2 700 OpeMEHHOCTH C €KCIIO3ULIUS
Ha TperadajvH Npe3 IbPBHUS TPUMECThP MTOKa3BaT IMO-BHCOKA YECTOTA HAa TOJIEMH BPOJICHU MalihopMaIiuu
('BM) B nemaTpruvHaTa nomyanus (AKUBO- MIIK MBPTBOPOJIEHH) C €KCTIO3HIIMS Ha MPEeTradaliviH B
CpaBHEHUE C TomynanusaTa 6e3 ekcro3uus (5,9% cupsmo 4,1%).

Puckbt or 'BM B neaniaTpuyHaTa Momynanus ¢ €KCIO3UIUs Ha MTPeradaliuH Mpe3 IbPBUS TPUMECTHD €
MAJIKO MO-BUCOK B CpABHEHHE C HOIyJaluaTa 0e3 eKCro3uIns (KOPUTHpaHO ChOTHOIICHHE Ha YECTOTa U
95% noseputenen uatepar: 1,14 (0,96 — 1,35)), kakTo 1 B cpaBHEHHUE C TOIMYIANMSITA ¢ €KCTIO3UIIHS Ha
namorprokuH (1,29 (1,01 — 1,65)) wiu Ha aynokceruH (1,39 (1,07 — 1,82)).

AHanu3uTe 1O OTHOIIEHHUE Ha KOHKPETHHU Maﬂ(i)OpMaHI/II/I IMOKa3BaT IMMO-BHUCOK PHUCK OT MaJI(bOpMaI_II/H/I Ha
HCpBHATa CUCTEMA, OKOTO, o6pa3yBaHe Ha opoq)aunan}m OCITHATHHH, Ma.]'[(l)OpMaI_[I/II/I Ha IIMKOYHHUTEC
ObTHUIIA U TCHUTAJIMHUTE, HO 6pO}IT € MAJIBbK U U3YHUCJICHUATA Ca HCTOYHH.

IIperabanun Accord He TpsiOBa na ObJe U3IMOJI3BAH 0 BpeMe Ha OpEMEHHOCT, OCBCH B CiIy4ail Ha
KaTeropuyHa HEOOXOIMMOCT (aKO ToJI3aTa 3a MalikaTa KaTerOpPUYHO HAIXBBPIIsl MOTCHIMAIHUS PHCK 32

detyca).



Kspmene
IIperabanuH ce ekckpeTupa B KbpMarta (Bx. Touka 5.2). EQexTsT Ha nperadaaus npu

HOBOpOI[eHI/I/K’bpMa‘lCTa HC € U3BCCTCH. TpH6Ba Ja C€ B3CMC PCHICHUEC JaJIA JIa CC IMPCYCTAaHOBU
KbpPMCHETO HUJIU [1a C€ NPCYCTAaHOBU TCpaIusATa C nperaGam/IH, KaToO C€ B3eMartT NpeaABUJ 1oji3aTta OT
KbpPMCHETO 3a JACTCTO U I10JI3aTa OT TE€paIllUATa 3a XCHara.

deprunurer
Hsama xnmuHIYHN naHHY 32 epekTrTe Ha peradalivH BbPXY JKeHCKHS (DepTHIIUTET.

B ximvHWYHM TpOyYBaHUs 3a OllEHKA e)eKTa Ha IperadairH BhPXY MOJABIKHOCTTA HA CIICPMATO30UIUTE,
3MIpaBU ;MBXKe JOOPOBOJIIU ca SKCIIOHUPAHHU Ha NperabanuH rpu 1o03a ot 600 mg qaesHo. Cren 3 Mecena
JieueHHe, He ¢ UMaIIo e()eKTH BhPXY IMOJABHKHOCTTA HA CIIEPMATO30UIUTE.

[MpoyuBane 3a GpepTUIHMTET MPHU KEHCKH ILTHXOBE MMOKa3Ba HEXeTaH! epeKTH BbPXY PeNpOAyKTHBHOCTTA.
[IpoyuBanus 3a GepTUIUTET MPU MBKKHU TUTHXOBE TIOKa3Ba HEXKEINaH! ePeKTH BbPXY PEIPOTYKTHBHOCTTA
1 pazBuTHeTo. KTMHIYHATa 3HAYMMOCT Ha Te3W HAXOJKH € HeM3BecTHa (BX. Touka 5.3).

4.7 EdexTu BbpXy cioco0HOCTTa 32 oupaHe U padora ¢ MAIUIMHHA

[Iperabamun Accord Jieka aa MOBJIKsE B MaJIKa JI0 yMEPEHA CTEICH CITIOCOOHOCTTA 3a 1o upane u padboTa
¢ Mamunu. [Iperadbanun Accord Moke 1a MPUYMHH 3aMasHOCT U CHHJIMBOCT U CJICZIOBATEIIHO MOXE J1a
MOBIIHsIE CTIOCOOHOCTTA 3a modupaHe mwiu paboTta ¢ MammHU. Ha marueHTuTe ce mpernopbrysa /1a He
uropupar, 1a He padoTAT ChC CIIOKHU MAIIMHY WK /14 Y9acTBaT B APYTH MOTSHIUAIHO PUCKOBH
JIEHHOCTH, OKATO ce pa3depe Aaiu TO3U JIEKapCTBEH MPOAYKT 3acsra TAXHATa CIIOCOOHOCT J1a U3BBPIIBAT
T€3U IEUHOCTH.

4.8 Hexenanu JeKkapcTBeHH peaKINU

KinmanynaTa nporpama Ha nperabainuH e BKiIouBaia Haj 8§ 900 manueHTH, H3Mo3Baid nperadainH, Hal
5 600 ot KoUTO ca B3eJH yJacThe B JBOWHO-CIIENH TUIAIIeOOKOHTPOIMPaHH poy4uBaHus. Haii-uecto
cbOOIaBaHUTE HEXKEJIaHHU PeaKIMy ca OMIIM 3aMasHOCT ¥ ChbHIMBOCT. Hexenanure peakiiuu 0OMKHOBEHO
ca OWJIM JIEKH JI0 yMEpeHH 1o criia. YecToTraTa Ha MPEKbCBAHE Ha JICYCHUETO MOPAIN HEXKEIaHHU PEeaKIHu
3a BCHUKH KOHTPOJINPAHU MpoyuBaHus € ouna 12% npu nanueHTH, nodyvaBay nperadaivs, u 5% npu
MaIMeHTH, TToJTyYaBaly miane6o. Haii-uecture HexxenaHu peakiium, JOBEIH JI0 IPEKbCBaHE Ha
JICYCHUETO, B TPYIIH, JISKYBaHH C NperadanH, ca OWIIM 3aMastHOCT M CHHIIMBOCT.

B Tabmuna 2 no-moiy ca n30poeHH 1o KiiacoBe u yectoTa (MHOro yectu (> 1/10); yectu (> 1/100 mo

< 1/10); meuectu (= 1/1 000 no < 1/100); peaxu (> 1/10 000 mo < 1/1 000); muoro peaku (< 1/10 000), ¢
HEM3BECTHA YeCTOTa (OT HATMYHUTE JaHHU HE MOXKE J1a Ob/Ic HapaBeHa OICHKA) BCHYKH HEXETaH!
JIEKApCTBEHN PEAKIMH, KOUTO Ca HACTBIIMIIM C YECTOTA, IO-TOJIsIMa OT TIanedo0 M Py TIOBEYE OT €IUH
MaIueHT.

BnB Besiko rpynupaHe 1o 4e€CToTa, HEXKCIaHUTE e(l)eKTI/I Ca MPCACTABCHU B HU3XOJAI PE/1 10 OTHOILICHUE
CCPUO3HOCTTA.

I/I36p06HI/ITG HCXKCIJIaHU PCAKIIUH MOT'aT Aa 6”[))13T CBBP3aHU U C NOAJICIKAIIIOTO 3a00J19BaHe U/UIN
CBIIBTCTBAIIM JICKAPCTBCHU IMTPOAYKTH.

HpI/I JICYCHUCTO HAa HCHTPAJIHA HCBPOIIaTHA 0oJKa B pe3yaTar Ha I‘p’L6Ha‘lHOMO3’L‘lHa TpaBMa CC
ImoBUIIaBa 4€CTOTATa HA HEXKCIIAHUTE PCAKIINU KAaTO IAJI0, HEXKCIIAHUTEC pEaKIIUK OT CTpaHa Ha HHC n

0Cc00CHO CHHIMBOCTTA (BXK. TOUKa 4.4).

JlobTHUTETHUTE peaKIui, ChOOIIICHH OT MOCTMAPKETHHIOBHSI OTIUT Ca MapKupaHu B [falic B ciuchbka
O-TI0JTY.

Tabanna 2. Hexenanu JieKapCcTBEHH pPeaKINH, NPeAN3BUKAHU OT NperadajinH



CucremMo-opranes Kjiac

| Heskestanu JiekapcTBeHH peakinu

Nudexunu u undecranun

Yectu

| Hazodapuarur

Hapyuienus Ha KpbBTa U JUM(pHATA CHCTEMA

Heuectu

| Heyrponenus

Hapymienunsi Ha MMYHHATA cHCTeMa

Heuectn

C@pbxuyecmeumeﬂnocm

Penxu

Aneuoedem, anepeuyna peaxyust

Hapymiennsi Ha MeTa00JHM3Ma M X

AHCHETO

Yectu

3acuiBaHe Ha alleTUTa

Heuectn AHOpEKCHSI, XUTIOTJTIMKEMHUSI

IlcuxuyHM HApYIIEHUSA

Uectu Eydopuuno HacTpoeHHe, 00bPKaHOCT, pa3Ipa3HUMOCT,
JIe30pUeHTalMs, 0€3ChHUE, HAMAJICHO JIMOM]IO

Heuectn XanrorHanus, TaHHIeCcKa aTaka 0e3MOKOUCTBO, BB30Y/Ia,
JIeTpecysi, TOTUCHATO HACTPOCHHE, IPUTIOBAUTHATO HACTPOSHHE,
aepecusi, IPOMEHU B HACTPOCHHUETO, JICTICPCOHATM3AIVS, TPYIHO
HaMMpaHC Ha JYMU, ITATOJOTMYHU CHHUIIA, TIOBUIICHO J'H/I6I/II{O,
aHOPTa3Musl, anaTHsl

Penxu HeBb3a1ppKaHoCT, CYHIMIHO IOBEIEHUE, CYUIIMIHA HIealns

C Hen3BecTHA YeCcTOTa

ﬂekapcmeena 3A6UCUMOCT

Hapymiennsi Ha HepBHaTa cucTeMa

MHoro uectn

3aMastHOCT, CHHIIMBOCT, IJ1aBOOOIIHE

Yectu

ATakcus, HapyleHa KOOpJUHALINS, TPEMOp, TU3apTpus,
aMHe3us1, HapyILleH!s Ha TaMeTTa, HapylIeHUsl Ha BHUMaHUETO,
MapecTe3nH, XUIOeCTe3us], CeANPaHe, HApyLLIEHO PaBHOBECHE,
JeTaprusi

Heuectu

CuHKOTII, CTYTIOp, MHOKIIOHYC, 3a2)y6ad Ha Ch3HaHUe, TIOBUIIIEHA
TICUXOMOTOpPHA aKTUBHOCT, TUCKUHE3NS, 3aMasTHOCT TPU
W3IIpaBsiHe, MHTEHIIMOHEH TPEMOp, HUCTarbM, KOTHUTHBHO
Pa3CTPOMCTBO, yMCmMEeHO y8pedcoare, TOBOPHO HapYyIIECHNE,
XHITOpeIISKCHsI, XUTIEPECcTe3nsi, YyBCTBO Ha MapeHe, are3us,
0010 Hepa3noodceHUe

Penxu

F‘bpll06€, napocmusi, XuroKMHE3Us, ,I[PICFpa(bPISI, MMapKUHCOHU3BM

Hapyuienusi Ha ounTe

Yectn 3aMBIIICHO 3peHHE, TUTIIONHUS

HeuecTn 3ary06a Ha niepudepHO 3peHne, 3pUTEITHO HapyIlIeHHe, OTOK Ha
ouute, 1eEeKT B 3pUTEITHOTO I0JIe, TOHWKEHA 3pUTEIHA OCTPOTa,
0O0JIKM B OYMTE, aCTEHONHS, POTOICHS, CyX0Ta B OUHTE,
TIOBHIIICHA JIAKPUMAIIHS, IPA3HEHE B OUUTE

Penxu 3aeyba na 3penue, xepamum, OCHHIONCHS, HAPYIICHO 3PUTEITHO

BB3NPUATHE 32 IBJIOOYMHA, MUIPHA3a, CTPaOU3bM, TIOBUILIEHA
SPKOCT Ha 00pazure

Hapyuienusi Ha yX0TO M JIJAOMPUHTA

Yectn CBeTOBBpPTEK

Heuectn Xunepaxkysuc

Chbpaeynu HapylieHus

Heuectn Taxukapausi, aTpHOBEHTPUKYIapeH 0ok I ctenen, cuHycoBa
OpasuKapIusi, KOH2eCMUBHA CbPOCUHA HEOOCTHAMBYHOCTH

Penku Yowcasane na QT-unmepeana, CAHyCOBa TaXUKaPAUS,

CHHYCOBA apUTMHUS
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CucremMo-opranes Kjiac

He:xes1anm JleKapCTBeHH peaKIMu

CbaoBH HapylLIeHHs

Heuectn

XUMOTOHUS, XUIIEPTOHUS, TOPELIM BbJIHU, 3a4EPBIBAHE, CTYICHU
KpallHULH

PecniupaTopuu, rpbIHI U MeAUACTHHAJIHN HAPYIIEHUS

Heuectn
Penku

JlucriHes, eMMCTaKCHC, KAIINIA, Ha3alHA KOHTEeCTHSI, PUHHT,
XbpKaHe, CyX0Ta B HOCA
benodpoben omox, cTATaHEe B I'bPIOTO,

C Heu3BeCTHA YECTOTA:

IToTuckane Ha UITIAHETO

CToMalIHO-4YpeBHU HAPYIIEHUS

Yect

[oBpwInane, eadene, 3anek, ouapust, GiaTyacHIMs, TOTyBaHE HA
KOpeMa, CyX0Ta B ycTaTa

Heuectn I"actpoesodareanen pedirykc, MOBUIIEHO CIIOHOOTIEISHE,
XHIIOECTE3Hs Ha yCTHATa KyXMHA
Penxu AcuuT, NaHKPEaTUT, nodyeane Ha e3uxa, JUcharus

XenaToOMIMapHHU HAPYIIEHHS

Heuectn

[loBumIeHN CTOMHOCTH HAa YePHOIPOOHHUTE SH3UMH*

Penku

Kreiarenunia

MHoro penku

UepHOapoOHa HETOCTATHYHOCT, XEIATHT

Hapyule}mﬂ Ha KOoXKaTa U IMMOJAKOK

HaTa TBKAaH

Heuectu

[Tanmyno3eH oOpuB, yPTUKApHS, XUIEPXUAPO3A, HPYPUMYC

Penku

Toxcuuna enuoepmanna nHekpoausza, Cunopom na Stevens-
Johnson, cTyneHa 1mor,

Hapymenusi Ha MyCKYJIHO-CKeJIeTH

aTa CUCTeMa U CbC¢IMHUTECIHATA ThbKAH

Yectn MycKkyJTHH KpamIii, apTpairusi, 00JKHU B I'bp0a, O0JIKH B
KpallHUK, [IEpPBUKAJICH CIIa3bM

Hewectn IlonyBaHe Ha CTaBUTE, MHAITHS, MYCKYJIHU ITOTPETIBaHUs, OOJIKH
BBB BpaTa, MyCKYJIHAa CKOBAaHOCT

Penxu Pabnomuonuza

Hapymienust Ha 0bOpenuTe U NMKOYHUTE IbTHIIA

Heuectun VHKOHTHHEHLIMS HA ypUHA, IU3ypUs

Penxu brOpedHa HeTOCTaTbYHOCT, OJIMTYPHSL, pemeHyusi Had YPUuHa

Hapyumenusi Ha Bb3NPOU3BOAUTE

HaTa CUCTEMA U I'bpAAaTa

Yectu

Epextuiina nucyHKIus

Heuectu CekcyanHa qucyHKIus, 3a0aBeHa esAKyalus, TMCMEHOpes,
0OJIKM B I'bpjiaTa
Peaxu AMeHopest, CeKpelrs OT I'bp/aTa, yrojieMsBaHe Ha TbPINTE,

cUHeKomacmuA

OO0uu HapymieHusi M e()eKTH HA M

SICTOTO HA MPUJTIOKCHUEC

Yectu

HCpI/I(l)epHI/I OTOIlHU, €I€M, HAPpYIICHA TOXO0JAKAa, MalaHC, YYBCTBO
3a OIIMAHCHUC, HEOOHWYaHO yCeUIaHEC, YMOPACMOCT

Heuectn ['enepanusupan OTOK, 0MOK Ha auyemo, CTITaHE B TBPINTE,
0oJIKa, MUPEKCHS, KaXKIa, , CTYACHU TPHIIKH, aCTCHHS

HN3cnenBanus

Yectn YBenuyaBaHe Ha TEJIECHOTO TEIIIO

Heuectn [NoBumenue Ha kpeaTnHUH GochoKkrHA3aTA B KPHBTA,
MTOBUITIICHUE HAa KPHBHATA 3aXap, HAMaJICHHE Ha Opos Ha
TPOMOOLIUTUTE, TIOBUIIICHUE HA KPEaTUHUHA B KPHBTA,
MTOHIKEHHUE Ha KK B KPHBTA, 3ary0a Ha TEJIIECHO TETJI0

Penxu [Tonmxenune Ha OPoOsT HA JICBKOITUTUTE

* TloBuIlleHA aJlaHWH aMUHOTpaHCepasa

(ALT) u noBumena acnaprat amuHotpancdepasa (AST)
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HabroaBaHu CUMIITOMM Ha OTHEMAaHE CJIe]] CIIMpaHe Ha KPATKOCPOYHO M IBJITOCPOYHO JICUCHHUE C
nperabanud. ChOOIIaBaHu ca CISAHUTE CHMIITOMHU: Oe3ChHUE, rI1aBodome, TaeHe, TPEBOKHOCT, THAPHS,
TPUIICH CUHJIPOM, KOHBYJICUU, HEPBHOCT, ICTIPECHUs, CYUIUIHA UIealus, 00JIKa, XUIIEPXUAPO3a U
3amaiiBane. Te3n CHMITOMHU MOXKE J]a ca MOKa3aTeJIHU 3a JIEKAPCTBeHA 3aBUCUMOCT. [lannenture TpsiOBa
na ObmaT HHGOPMHPAHH 3a TOBA MPH 3aIM0YBAHE Ha JICUCHHUETO.

JlanHuTE 3a IpEeKpaTABaHE HA JBITOCPOYHOTO JICUCHHUE C NMPeradaivH MOKa3Bar, 4e YeCTOTaTa U TeXKECTTa
Ha CHMIITOMHUTE Ha OTHeMaHe Onxa MOTJIH J1a ObIIaT J0303aBUCUMHU (BXK. TOUKH 4.2 1 4.4).

[ennaTpuyHa momyyanus

[TpodunbT Ha Ge30macHOCT Ha MperadaauH, HaOMoJaBaH B MET NeAUaTPHYHH IPOYYBaHUS MPH MAllUEHTH
C TapIIUATHU IPUCTHIN ChC WK 0e3 BTopuYHa reHepanm3anys (12-ceIMUYHO TpoyYBaHe 3a OIICHKa Ha
e(rkacHOCTTa ¥ 0€30MACHOCTTA IPU MAIIMEHTH Ha Bh3pacT oT 4 10 16 rogunu, n = 295; 14-mHEBHO
MpOYYBaHe 32 OIICHKa Ha e(pUKaCHOCTTa U 6€301MacHOCTTa IPH MalleHTH Ha Bb3pacT oT 1 Mecel] JI0 1o-
Masko oT 4 roguH, n=175; mpoy4uBaHe 3a papMaKOKHHETHKA W IOHOCUMOCT, n=65 u nBe 1-roaumHu
OTBOPEHH MIPOYYBAHUS 3a MpociensBane Ha OezonmacHocTTa, n=54 1 n=431), e mogo0eH Ha TO3H,
HaOJII0/JaBaH MPH MPOYUBAHUATA IPU BH3PACTHU MALUEHTH ¢ enuiencus. Hal-uecTure HexxenaHu
cbOuTHA, HAOMIOAAaBaHU B 12-CeIMUYHOTO IPOYUBaHE C JICYEHHUE ¢ IperabajinH, ca CbHINBOCT, IUPEKCHS,
MH(EKIHA Ha TOPHUTE AUXATEIHU IBTHIA, TOBUIICH alleTHUT, TOBHUILIABAHE HA TETJIOTO U Ha30()apUHTUT
Haif-uecture Hexenanu cb0UTHS, HAOMIOAaBaHU B 14-THEBHOTO MPOYyYBaHE HA JICUCHHE C ITperadaiivH, ca
CBHHJIMBOCT, MH(EKIIMS Ha TOPHUTE AUXATEHH IIHTHINA U TUpeKcus (Bx. Touku 4.2, 5.1 u 5.2).

Cro0l11aBaHe Ha IOJI03MPAHH HEXEJIAHU PEaKIIuu

ChoO0I1aBaHeTO Ha MOIO3UPAHU HEKEIIAHU PEaKIIUKU Clie]l pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
NPOAYKT € BaxkHO. TOBa MO3BOJISBA 1a IPOIBIKH HAOIOICHUETO Ha ChOTHOIICHUETO TOJI3a/PHUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEAMIMHCKUTE CIICIIHATIMCTH CE M3MCKBA J1a ChOOIABAT BCSIKA MOJJ03UPAHA
HEeXeJlaHa peakiys upe3 HallMOHAJIHA CHCTeMa 3a ChoOIaBane, rocoucHa B [Ipuinoxkenue V..

4.9 Ilpeno3upane

Haii-yecTo cho011aBaHUTE HEXENIaHH JIEKAPCTBEHH PEAKIIMU OT MOCTMAPKETHHIOBUS OTIUT, HAOI0aBaH!
NpY TIpeIo3UpaHe Ha nperadalivH ca BKIIOYBAIN CHHIMBOCT, ChCTOSIHAE HAa O0BbPKBaHe, Bb30y/1a U
6e3noxoiicTBo. [lomyuenu ca cboOIIEHHUS U 32 TPUMTATBIIH.

B penku ciaydau ca JOKIaABaHU Cllydad Ha KOMa.

JleuenneTo npu npeno3upane Ha NperadaauH TpAOBa Ja BKIOYBA 00N MOATBPIKAIIN MEPKH U
€BEHTYaJIHO XeMOAHaIn3a MpH HykJ1a (BX. Touka 4.2 Tabnuma 1).

5. DAPMAKOJIOT'NYHHA CBOUCTBA

5.1 ®apmakoguHAMHYHH CBONCTBA

®dapmakoTepareBTHIHA TpyHa: AHANTETHITH, IPYTH aHAITCTUIIA U aHTUITUPETUIIN, Ta0aeHTHHOW/IH;
ATC xox: NO2BF02

AKTHUBHOTO BEIIECTBO MperadbaivH ¢ aHaJIOT Ha TaMa-aMHHOMaclieHaTa KucenuHa [(S)-3-(aMuHOMeTHIT)-5-
METHJIXEKCAaHOEBA KUCEIIHHA].

MexaHu3bM Ha AecTBHE
IIperabanuH ce CBBp3Ba C NOIIBIHATETHATA CyOequHMIIA (02-0 OCITHK) Ha BOJATAXK-3aBUCUMUTE KaJITUEBU
KaHaJM B [ICHTpaJHAaTa HEPBHA CHUCTEMA.
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Kinnanuna edukacHocT n 6€300aCHOCT

Hesponammna 6o1xa
EdexTtnBHOCTTa € MOKa3aHa B M3MUTBAHUS MPU IHAa0ETHA HEBPONATHS, TOCTXEPIIETHYHA HEBPAIITHS H
rppOHaYHOMO3BYHA TpaBMa. E(peKTHBHOCTTA HE € MpoydeHa MpH IPYT'H MOJIEIH Ha HeBpoIaTHa OOKa.

[Iperabanun e nmpoydeH B 10 KOHTpoNIHpaH KIMHUYHU U3MUTBAHUSA C TIPOIBIDKUTENTHOCT A0 13 cemmurin
¢ nBykpater qHeBeH mpuem (JI1/1) n mo 8 cenmuru ¢ TpukpateH naeBeH npuem (TT1JT).
Karo msio, 6e3onacHocTTa U eheKTUBHOCTTA Mpu cxeMuTe Ha npuiarade ¢ JI1J] u TI1J] ca Ounu cxomuu.

B ximHWYHATE TpOYYBaHUS C IPOABIKATEHOCT 10 12 cenMuIy KakTo 3a nepudepHa, Taka u 3a
LEHTpaJiHa HeBpomaTHa 0oJika, oTciabBaHe Ha OonkaTa € Omito HabIroIaBaHO 0 Kpas Ha ceamuua 1 u ce
€ 3ama3uio Ipe3 Lenus Mepuo/ Ha JISYeHHUE.

B xoHTpONIMpaHu KIMHUYHY POYYBAHUS NIPHU NepudepHa HeBponaTHa 6oika 35% oT marueHTuTe,
JIeKyBaHM ¢ niperabanuH, 1 18% oT manueHTHTe Ha 1miamnedo ca uMainyu nmogaoopenue ¢ 50% Ha TOYKOBHS
pe3ynTaT 3a oleHKa Ha 0onkaTa. Cpen mamueHTuTe 0e3 MposSBU Ha CHHIMBOCT TAaKOBa MOIO0OpEHHE € OMIIo
HaOmronaBaHo npH 33% ot nexyBaHuTe ¢ nperadanud u npu 18% ot nauuentute Ha miane6o. [pu
MAIMEHTH C MPOSBU Ha CHHIMBOCT TEPANEBTUUHUST OTroBop e 6mn 48% B rpynara ¢ nperadanus u 16% B
riane0o-rpymara.

B koHTpONMpaHO KIMHUYHO MTPOYYBaHE TPH IEHTpalIHa HeBponaTHa 6oika 22% OT ManueHTHTe,
JISKyBaHHU ¢ TiperabanuH, 1 7% OT NallMeHTUTE Ha Tuianebo ca nmanu nogoodpenue ¢ 50% Ha TOUYKOBHUS
pe3yaTar 3a olleHKa Ha Oonkara.

Enunencus

JonbiHuTENHA Tepanus

[IperabanuH e mpoydeH B 3 KOHTPOJIUPAHU KIMHUYHH U3MUTBAHUS C TPOABIDKUTEITHOCT 12 CeAMHUIIN TIPH
JIT v TITT mpuem. Kato 1510, 6e30nacHOCTTa U €PEKTUBHOCTTA MK cxemuTe Ha npuiiarane ¢ JII1/]
u TIIJ] ca Gunm CXOIHHU.

Hamanenue Ha yecrorara Ha MNPUCTBIIUTE € ouno Ha6J'IIO)_IaBaHO [0 Kpas Ha ceaAMUlLia 1.

[lepnaTpuyHa momyJsianus

EdukacHocTTa 1 6e30macHOCTTa Ha peradaiiH KaTo JOITBIHATETHA TEPays 3a SICTICHs TPH
MeMaTPUIHU TAIUEHTH 0] 12-ToAuIIIHa BB3pacT U IPHU IOHOIIH He ca yCTaHOBeHH. Hexemanurte
cbOUTHSA, HAOIOABaHU B U3MTUTBAHE 32 (PaApPMaKOKMHETUKA H IOHOCUMOCT, KOETO € BKITFOUBAIIO
NalMeHTH OT 3-MecevHa 10 16-roaumHa Be3pact (n=605) ¢ napUuagIHu MPUCTHITH, ca MOJ00HH Ha Te3H,
HaOJIro1aBaHy pU Bb3pacTHU. PesynTtatute oT 12-ceAMUYHOTO, TU1A11e00-KOHTPOIMPAHOTO U3ITUTBAHE
npu 295 neauaTpuYHM MalMEeHTH Ha BB3pacT oT 4 10 16 roaunun 14-1HeBHO m1anedo-KOHTPOIUMPaHO
mpoy4BaHe npu 175 neanaTpuyHY MAMEHTH Ha BH3PAcT OT 1 Mecel 0 Mo-Majko oT 4 TOuHH,
NIPOBEJICHH C I1eJT OIIEHKa Ha e()MKACHOCTTA U 0€30MacHOCTTa Ha TIPperadaliiH KaTo JOTbIHUTEITHA
Tepanus 3a JeueHHe Ha MPUCTHIIN C MapIHaTHU IPUCTHIH, U 1B€ |-TOANIITHI OTBOPEHH M3MHUTBAHUS 32
0e30macHOCT IpU COTBETHO 54 1 431 nmeanaTpuUHU NAMEHTH OT 3-Mece4yHa 10 16-ToauIIHA Bb3pacT C
eNMJIeTICUS TIOKA3BaT, Ye HeXKEJIAHUTE ChOUTHUS Ha TMPEKCHS U MH(PEKINH Ha TOPHUTE JUXATEIHU TbTHILA
ce HabJoAaBaT Mo-4eCTo, OTKOJIKOTO B M3MUTBAHUATA IIPU Bb3PACTHU MALIUEHTH C SMIETICHS (BX. TOUKH
42,48 u5.2).

B 12-ceaqmuuHOTO 11a11€00-KOHTPOIUPAHO POYYBaHE MeUATPUIHUTE NAMEHTH (Ha Bb3pact oT 4 10 16
TOJMHN) ca pa3npeAesieHH Ja moryyaBar nperadanus 2,5 mg/kg/nen (makcumanno 150 mg/nen),
nperabanut 10/mg/kg/nen (makcumanno 600 mg/aen) nnm mnamne6o. [IpoueHTHT HAa YYaCTHULIUTE C TTIOHE
50% HamaneHue Ha mapUUaTHUTE NPUCTHIIN, B CPABHEHUE C U3XOAHO HUBO, € 40,6% 0T yyacTHULIUTE,
nekyBanu ¢ niperadanuH 10 mg/kg/nen (p=0,0068 B cpaBHeHue ¢ muiane6o), 29,1% ot ydacTHHITUTE,
JeKyBaHU ¢ niperadanuH 2,5 mg/kg/nen (p=0,2600 B cpaBHeHue ¢ Tane6o) u 22,6% OT y4acTHUIHTE,
MTOJTy9JaBaIiy miamedo.
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B 14-greBHO mu1arie60-KOHTPOIMPAHO MTPOYYBaHE MTETUATPUIHN AIIMEHTH (Ha BB3pacT oT | Mecer 110 1mo-
MaJIKO OT 4 TOJMHM) ca pa3mnpeAesieHu Ja molyJyasar nperadanun 7 mg/kg/nex, nperadanun

14 mg/kg/nen nnm nmnanebo. Meananara Ha 4ecTOTa Ha MIPUCTHIUTE 3a 24 yaca Ha U3XOAHOTO HUBO U MPH
MOCIIETHOTO TIOCEIIeHNE € ChoTBeTHO 4,7 1 3,8 3a mperabanun 7 mg/kg/nen, 5,4 u 1,4 3a nperadanun

14 mg/kg/nen u 2,9 u 2,3 3a mnane6o. [Iperabanma 14 mg/kg/nen 3HaunTenHo HamaisBa log-
TpaHchOopMHpaHaTa 4YecToTa Ha MaplMalHu NPUCTHIHN cupsmo mianedo (p=0,0223); npu nperabanux

7 mg/kg/nen He ce HaOMONaBa OJOOPEHNE CIPSMO TIIAe0o.

B 12-ceamuuHo miamned0-KOHTPOIHPAHO MPOyUYBaHe MPU YIACTHHUIN C MBPBUYHHU FCHEPATH3UPAHH
ToHMYHO-KJIoHNYHH [Primary Generalized Tonic-Clonic, PGTC] repuose 219 yuactHuim (Ha Bb3pacT OT
5 10 65 roguHU, OT KOUTO 66 Ha BB3PACT OT 5 10 16 ronnHM) ca pa3mnpeneNeHn Ja MoyvYaBat nmperadaina
5 mg/kg/nen (makcumanno 300 mg/nen), 10 mg/kg/nen (Mmakcumanuo 600 mg/neH) uiu miaredo Kato
JombiiBaio JedeHue. [IponeHTsT Ha yuactHuuTe ¢ none 50% Hamanenue Ha yectotata Ha PGTC
rppuoBe € cboTBeTHO 41,3%, 38,9% u 41,7% 3a nperadanun 5 mg/kg/nen, nperadanun 10 mg/kg/nen n
rane6o.

MoHoTepanus (HOBOJANArHOCTHIIMPAHH MAITUSHTH)

[Iperabanun e mpoydeH B 1 KOHTPOIMPAHO KIMHUYHO MTPOYYBAHE C MPOIBIKUTETHOCT 56 CEIMUIIH, C
npuioxxenue [AI1J1. [Iperabanun He € moka3an mo-Majika e(peKTHBHOCT CIIPSMO JAMOTPUTHH 10
OTHOIIICHUE Ha KpaliHaTa Touka - 6 Mecena 0e3 nmpucthiu. [IperadaauH u TaMOTPUTHH Ca CPAaBHUMH I10
OTHOIIIEHHE Ha 0e301MacHOCT U 100pa IMOHOCUMOCT.

I'eHepanu3upaHo TPEBOXKHO PAZCTPONUCTBO

[IperabanuH e mpoydeH B 6 KOHTPOINPAHU KIMHUYHH U3ITUTBAHUS C MPOIBIDKUTETHOCT 4-6 cenmuiy, 1
NPOYYBaHE MPH MALUEHTH B CTapyecKa Bb3PacT C MPOABILKUTEIHOCT 8 CEAMHLU U | IBIArOCPOUHO
NpOYYBaHE 32 MPEBEHIMS HA PEIUNB C IBOMHO-CIIAIA (a3a Ha MPEBEHIIHS HA PEIUNBA C
MPOABIDKUTETHOCT OT 6 Mecela.

Ob6nexyenune Ha cumnromute Ha ['TP, m3amepeno upe3 Ckanara Ha XaMUITOH 3a OIICHKA Ha TPEBOKHOCTTA
(Hamilton Anxiety Rating Scale, HAM-A), e 6uiio Hab0aBaHo 10 Kpasi Ha IbpBarta ceamuna 1.

B xoHTpONHMpaHu KIMHUYHN U3MUTBAHUS (C TPOABIDKUTENHOCT 4-8 cenmunn) 52% OT NalMeHTuTe,
JieKyBaHM ¢ niperabanun u 38% OT manueHTuTe Ha mamedo ca umanu none 50% moaoopeHue B 00muUs
pesyarat no HAM-A oT u3X0AHOTO HUBO JO KpailHaTa TOUKA.

B koHTpOIMpaHy NpoyyYBaHUs, O-TOJIsIMA YacT OT MALMEHTHUTE, JIEKYBaHH ¢ IperadajvH, ca CbOOIIMIN 32
3aMBIJICHO 3pEHHE, B CPABHEHHE MALIMEHTHUTE, JIEKYBaHHU C IU1ale00, KOETO € OT3BYYall0 B IOBEYETO
CJIydau MpH MPOIBIDKUTENHO Npwiiarane. [IpoBeneHn ca odTaaIMONOTHYHN H3CTeBaHHS (BKIIOUNTEITHO
U3CJIE[IBaHE HA 3pUTENIHA OCTPOTA, CTAHJAPTHO U3CIIE/IBAHE Ha 3PUTEIHOTO I10JIE€ U PA3LIUPEH
(YHIOCKOIICKH TIperiie]) pH moBeue oT 3 600 manueHTH B paMKUTE Ha KOHTPOJIUPAHH KIMHUYHA
npoyuBaHus. [Ipu Te3u manueHTy 3puTenHaTa OCTpoTa € HaMajaeHa Ipu 6,5% oT malMeHTUTe, JIEKyBaHU C
nperabanut u npH 4,8% OT MaueHTUTe, JIeKyBaH! ¢ mwianebo. [lpoMenu B 3puTesHOTO TOJIE ca
ycraHoBeHH 1ipu 12,4% ot nexyBanute ¢ nperadanut u 11,7% oT nekyBanure ¢ ruiane0o nanueHTH.
DyHTOCKOIICKU MPOMEHH ca HabironaBanu npu 1,7% ot nexyBanuTte ¢ nperadbaiui u 2,1% ot
JIEKyBaHUTE C I1J1aLe00 MaleHTH.

5.2 ®apmMakoKMHETHYHH CBOWCTBA

CTa]_II/IOHapHI/ITe (bapMaKOKI/IHCTI/I‘-IHI/I MoKa3aTcCJIki Ha npera6aJmH Ca CXOJHU 1IpU 3[IpaBU ,Z[O6pOBOJ'ILII/I,
MaIMEHTH C CITUIJICTICHYS, IT0JTydaBalll aHTUCTIMIICTITUYHHA JICKApPCTBA, U MAIUCHTHU C XpOHUYHA OoJIKa.

AOcopouus
IIperabanun ce pe3opobupa Obp30 IPH MPHUIIOKEHUE HA TIATHO C TUKOBH TUTa3MEHH KOHIICHTPAIIUH,

HACTBIIBALIY B PAMKUTE Ha €JJMH 4ac KaKTO CJIeJl €HOKPATHO TaKa U CJIeJ MHOTOKPAaTHO IpUIaraHe.
[lepopannaTta GmoHaTMYHOCT Ha nperabanyH ce o4aksa Aa € > 90% u e HeaBucuma ot gozata. Crnen

MHOT'OKPATHO IpuWjiaraHe CTalfluOHapHO CbCTOAHUC CC JOCTUT'a B PAMKUTC Ha 24 a0 48 yaca. CKOpOCTTa Ha
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pe3opbiwmst Ha mperadaanH HaMallsaBa Py MIPHEM ¢ XpaHa, KOeTO BOJU A0 MOHIKEHHE Ha Chax C OKOJIO 25-
30% u 3a0aBsiHE HA tmax 10 MPUOTM3UTENHO 2,5 "aca. [IpuemMbT Ha nperadanuH ¢ XpaHa, obade, HIMA
KIIMHUYHO 3HAYUM €(PEKT BbPXY CTEIEHTA Ha pe30pOIUs Ha perabaiuH.

Pasnpenenenue
[IpenximHUYHN IPOYYBaHUS ITOKA3BAT, Y€ IperabainH mpeMrHaBa Ipe3 KPhBHO-MO3bYHATa Oapuepa Ha

MHUIIIKH, IUTHXOBE U MaiiMyHH. Jloka3aHo e, 4e nperadaiuH npeMUHaBa Mpe3 IUIAIeHTaTa Py TIHX0BE U
ce OTKpWBa B MJISIKOTO Ha KbPMEIIH TUTbX0oBe. [Ipu Xxopa NpuBUAHUAT 00eM Ha pasnpeseiicHue Ha
nperabaiuH cien nepopaitHo npuioxenne e mpudbmusutenHo 0,56 I/kg. [Iperabanmn He ce cBBp3Ba C
TUTa3MEHHUTE OCTTHIIN.

buortpancdhopmanus

Merabonu3MbT Ha iperabaliuH Py Xopa € MpeHedpexnmMo ManbsK. Ciel] mpueM Ha 1032 PaaroaKTHBHO
Oens3aH nperabanvd npuOIn3uTeTHo 98% 0T pagroaKTHBHOTO BELIECTBO, YCTAHOBEHO B ypUHATA, € OMIIO
HeTpoMeHeH nperadaniH. N-MeTHIMPaHUAT IepUBAT Ha IperadaiiH, OCHOBHUAT METa0OIHUT Ha
nperabaiuH, OTKPUT B ypuHaTa, cheranisiBa 0,9% ot no3ara. B npeaximHrnYHN MpoyYBaHus HE ca
YCTaHOBEHU JJAHHH 32 paleMH3alys Ha S-eHaHTHOMepa Ha MperadajiiH 10 HeroBus R-eHaHnTtHomep.

Enumunupane
[IperabanuH ce eMMMUHUPA OT CUCTEMHOTO KPbBOOOpaIlleHUE IIaBHO Upe3 ObOpeuHa SKCKPEIHs B

HenpoMeHeH Bujl. CpeiHUST eIMMUHAIIMOHEH TTOTYKHBOT Ha IperadanuH ¢ 6,3 daca. [InasmeHusT u
OBOpEYHUAT KIIMPBHC Ha MperabaiiH ca MPaBo MPOTIOPIUOHATHN Ha KPEAaTHHUHOBHSA KITMPBHHC (BXK. TOYKA
5.2 Hapymena 650peuHa GyHKIus).

[Ipu marmenTn ¢ HamaneHa ObOpedHa PYHKINS WM HA XEMOIHAIIN3a € HE0OX0IMMO aJanTHpaHe Ha
nmo3ata (Bk. Touka 4.2, Tabimma 1).

JluHeHHOCT/HeNMHEHHOCT

dapMaKOKMHETUYHHTE [TOKA3aTeIH Ha TperadaliiH ca JIMHEHHN B PAMKUTE Ha TPETOPBYUTEITHHS THEBEH
JI030B MHTepBal. BapuabuiHocTTa Ha papMakOKWHETHKATA Ha MperadaliiH MeXy HHIUBHIUTE € MalKa
(<20%). ®apmakoKHHETHKATA IPH MHOTOKPATHO NpUJIaraHe Moke Jia ObJie TIpeiBUIeHa OT JaHHUTE MPU
eaHoKpaTHa A03a. CienoBaresHo, He € He00X0AUMO PYyTHHHO MOHUTOPUPAHE Ha MJIa3MEHUTE
KOHIICHTPAIIMU HA MperadaivH.

Ilon
KimananuTe poyvBaHus OKa3BaT, Ye MOBT He OKa3Ba KIMHIUYHO 3HAYMMO BIIUSHUE BbPXY TUIA3MEHUTE
KOHIICHTpAIIMHU Ha mperadaauH.

BbrOpeuno yBpexaane

KimupbHCBHT Ha niperabanvH € mpaBoNnpoNopIMOHATICH Ha KPeaTHHHHOBHS KIHpBHC. OCBEH TOBa
nperabaignH ce OTCTpaHsABa e()eKTUBHO OT IyIa3MaTa 4pe3 XeMoAauanu3a (cien 4-4acoBO XeMOTUAIN3HO
JieyeHHE TIa3MEHNUTE KOHIEHTPAK Ha Iperadalind ce moHwxkasar ¢ npuoimsutento 50%). Tvit kato
OBOpPEYHOTO eNMMUHHUPAHE € [JIABHUAT BT Ha SJIMMUHUPAHE, IPY MalUeHTH ¢ HapyleHa Obp0peuHa
(byHKIHMS € He0OXO0/IMMO HaMallsiBaHe Ha J103aTa, a Clie]l XeMO[ajIn3a € HeoOX0 UM JIOMBJIHUTEIICH
npueM (Bx. Touka 4.2 Tabnuua 1).

YepHoapoOHO yYBpEKIaHE

He ca nposexxganu cnerpanay papMakOKHHETHYHH MPOYYBAHWS TIPY NAIMEHTH C HapyIIeHa
yepHOpoOHa PyHKIHMsA. Thi KaTO MperabaivH He MPETHPIBA 3HAYUM METa0OIU3bM U C€ EKCKPETHpa
MPEIMMHO B HEMPOMEHEH BHUJ B ypUHATa, HapyllIeHaTa YepHOApoOHa (pyHKIIMs He Ou TpsAOBaIIo J1a
MIPOMEHS 3HAYMMO IIJIa3MEHUTE KOHIICHTPAIMK Ha MperadaivH.

[Nenmarpuyna momysIars

dapmMakOKMHETHKATa HA NIPEradajIuH € OLeHeHa IPH NMeINaTPUIHH MAlUeHTH ¢ eMHIIeTICHS (Bb3PaCTOBH
rpymu: 1 mo 23 mecena, 2 10 6 roguan, 7 1o 11 roguan u 12 1o 16 roawawm) pu 10308U HUBA 2.5, 5, 10 1
15 mg/kg/nen B m3nuTBaHe 3a GapMaKOKHMHETHKATA K TOHOCUMOCTTA.
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Cren mepopaiHO MPHIIOXKEHUE Ha TperabaivH IpH MeAUATPUIHH MMAIUCHTH Ha TIIaJJHO BPEMETO 3a
JIOCTUTaHe Ha MAKCUMAJTHH TIa3MEHH KOHIICHTPAIIMH 110 MPUHITUIT € CXOTHO TPH YYACTHUIUTE B [sJ1aTa
BBb3pacToBa rpyna u HacTbeisa 0,5 yaca o 2 yaca cieq nmpueMa Ha Jo3aTa.

[Mapamerpute Cmax 1 AUC 3a mperabaivH HapacTBaT JUHEWHO C MOBHUINABAaHE HA J03aTa B pAMKHUTE Ha
Bcska eqHa oT Bb3pactoBute rpynu. AUC e ¢ 30% mo-mainka rmpu neAnaTpuaHuTe MaIUeHTH C TEIECHO
terno nox 30 kg mopany mo-BHCOKHA KOPUTUPAH 32 TEIECHO TETJI0 KIUPBHHC OT 43% MpH Te3u MarueHTn
B CPaBHEHUE C MAIMCHTHTE, KOUTO UMAT TelecHo Terio >30 kg.

TepMUHATHAAT TOTYKUBOT Ha MpeTadaliviH TOCTHTa CPeTHO OKOJIO 3 10 4 yaca py neAnaTpuIHu
MalMeHTH A0 6-TOAMIIHA BB3pacT U 4 10 6 yaca mpu MalUeHTUTE HA U HaJl 7-TOJMIITHA BH3PacT.

[omynanuoHHUAT papMaKOKUHETHYEH aHAIN3 [T0Ka3Ba, Y€ KPEaTHHUHOBUAT KIIMPBHHC € 3HAYUMa
KoBapuara Ha KJIMpbHCA Ha IperabajvH clie/l epopaTHO IPUIIOKEHHE, TEIECHOTO TETJIO € 3HaunMa
KOBapHaTa Ha IPUBUAHUS 00eM Ha paslpeiesieHHe Ha IIperabdairH ciell HepopaitHo NPUI0KEHHE U Te3U
3aBHCUMOCTH Ca CXOAHU NPH NEAUATPUYHHU U Bb3PACTHHU MALIUCHTH.

dapMakOKMHETHKATa Ha MperabaiyH NpH MalUeHTH MoJ] 3-MecedHa Bb3pacT He € MPoyyeHa (BXK. TOUKH
4.2,48u5.1).

Crapuecka Bb3pact

CrpIecTByBa TEHACHIIMS 32 HAMaIIBaHEe Ha KIMPBHCA Ha rperabairH ¢ HapacTBaHe Ha Bb3pacTTa. ToBa
HaMaJICHHE Ha MTEPOPATHUS KIMPHHC Ha MperadainH ChOTBETCTBA Ha MOHIKEHNETO Ha KIMPBHCA Ha
KpeaTHHHHA, CBBP3aHO C HAalpeJBaHe Ha Bb3pacTTa. [Ipy nanueHTH ¢ Bb3pacToBO 00YCIOBEHO
HapyIeHne Ha ObOpeuHaTa QyHKIUS MOXKeE JIa ce HaJIOXKH HaMaJlsiBaHE Ha J03aTa Ha mperadanuH (BikK.
touka 4.2 Tabmuma 1).

KepMmauku
HanpaBeHa e orieHka Ha (papmakokuHeTrnkara Ha 150 mg nperabanus, npuiara npe3 12 yaca (IHeBHA

no3a 300 mg) mpu 10 xeHH B IeproJT Ha JIAKTAIUS Hali-Malko 12 cemMuIy cien paxaanero. Bnusauero
Ha JIaKTaIUsATa BbPXY (apMaKOKWHETHKATa Ha MperadaliviH € OMII0 MaJIKO MITH M300III0 € JIUIICBAJIO.
[IperabanuH ce ekCKpeTHpa B KbpMaTa B CPEIHU CTAIIMOHAPHU KOHIEHTPAIUH, TPUOIH3UTEITHO PAaBHH HA
76% OT KOHIIEHTpaIMKUTE B MaifunHaTa rasma. M3uucnenara 1o3a 3a KbpMadeTo, 0eTa ¢ KbpMa
(npuemaiiku, 4e cpeJiHaTa JHEBHA KOHCYManust Ha KbpMa € 150 ml/kg/neH) ot xeHu, mpueManiu

300 mg/nen unn MakcMMaHaTa JHeBHA 1032 oT 600 mg/nen Ou 6una crorBeTHO 0,31 Min

0,62 mg/kg/nen. zuucnenute m03u ca mpuOIM3UTEIHO 7% OT 00IaTa JHEBHA /1032 HA MaiikaTa,
n3paseHa B mg/kg.

5.3 IlpeakJMHUYHU JaHHH 32 0€30MACHOCT

B koHBeHIIMOHAIHYU (papMAaKOJIOTHYHHU MPOYYBAHHS 32 O€301IaCHOCT ITPH KUBOTHH MperabalvH e moKa3al
J100pa MOHOCHMOCT B /103, CHOTBETCTBAIM HA KIMHUYHO NMpHUiarasuTe. B mpoy4yBaHus 3a TOKCHYHOCT €
MHOTOKPATHO NpWJIaraHe, MpoBeIeHH MPH TUIHX0BE U MAaMYHH, ca OMITM HAOJr01aBaHH €(EKTH BBPXY
HHC, BKIIOYUTETHO XUIIOAKTUBHOCT, XUTIEPAKTUBHOCT U aTakcus. Cie MpoabKUTETHA eKCITO3UIIHS Ha
nperadainH, CbOTBETCTBALIA HA €KCIIO3ULUS > 5 IBTH HO-TOJISIMA OT CpeAHATa EKCIO3UIHS [IPH X0pa MPH
MaKCHMaJIHaTa MpernopbyBaHa KJIMHUYHA J103a, ce HAaOJIr01aBa MOBUILEHA YeCTOTa Ha aTpodust Ha
peruHara, 00u4aiHo HaOI0laBaHa Py IIbX0BE aJIONHOCH B CTapuyecKa Bb3pacT.

[Iperabanvx He € TepaTOreHEH IIPU MUIIIKH, TUTHXOBE WK 3ai1u. DeTaiHa TOKCHYHOCT MPH ILTHXOBE U
3aiIM € HaCTBITMIIA CaMOo TIPH €KCIIO3UITNH, HAIXBBHPIISIIN 3HAYUTEIIHO Ta3u Ipu Xopa. B
MIPEHATATHN/TTIOCTHATAIHN MIPOYYBAHMS 32 TOKCUYHOCT ITperadainH € A0Be 10 MOsIBa Ha TOKCHYHHU
e(heKTH BBPXY PA3BUTHETO HA TIOKOJICHUETO MPH ILTHXO0BE CJIE]] €KCIO3HUIIUY > 2 IHTH MO-TOJIEMH OT
MaKCHMaJlHaTa MpenopbhuBaHa eKCIO3UIHA IPH X0pa.

HabmtomaBanu ca Hexxenanu eeKTy BbpXY (pepTUInTEeTa IPU MBKKH U KEHCKH TIIHXOBE CaMO TPH
€KCITO3UIMH HAIXBBPJIWINA AOCTAThYHO TepaneBTUUHATA eKCTIo3uIMs. Hexenanure peakiuu BbpXy
MBKKUTE PENPOAYKTHUBHU OpPraHU U NapaMeTpUTe Ha criepMmara ca Ouiau oOpaTUMHU U ¢a HACTBIIWIN CaMO

IIpU CKCNO3UIIUN HAAXBBPJINUIIU JOCTATHYHO TCPANICBTUIHATA CKCIIO3UIHA UJIA Ca ounu CBBpP3aHU CbC
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CIIOHTaHHM JIET€HEPATHBHU MPOIIECH B MBKKHUTE PEIIPOAYKTHBHH OpTaHU Ha mrbxa. [lopaau ToBa ce
cunTa, 9e epeKTUTEe NMaT MajIKa WM HIMAT KIMHUYHA 3HAYHMOCT.

[IperabanuH He € TEHOTOKCHYEH Bbh3 OCHOBA HA PE3YJITATH OT CEPUs OT ix Vitro W in vivo IPOy4YBaHUSL.

[pu TUrbXOBE W MHIIKH ca OWITK MPOBECHU JIBYTOUITHHA MPOYYBAHUS C TIPEradaliny 3a
KapIUHOTeHHOCT. [Tpu urbXxoBe He ca HaOoaBaHu TYMOPH CJIE]] €KCIIO3HIIUU JI0 24 MBTH MO-TOJIEMU OT
cpemHaTa eKCIIO3UIHS MPHU Xopa MPY MakCHUMalTHaTa MpernophYBana KIMHINYHA 1032 oT 600 mg/nen. [Ipu
MUIIKY He ¢ Onia HaOJtojaBaHa MOBUIIICHA YeCTOTa Ha TYMOPHUTE TIPU SKCITO3UIIHH, TOTOOHH Ha
cpeHaTa eKCIIO3UIUS MPU X0Pa, HO MPH MO-BUCOKH SKCITO3UIINH ¢ Oriia Ha0JIr01aBaHa TTOBUIIICHA
4eCTOTa Ha XeMaHTHOCapKOM. HereHOTOKCHYHHUAT MEXaHU3bM Ha HHTYIIUPAHOTO OT Mperadaiuy
oOpa3zyBaHe Ha TYMOPH NP MUIIKH BKJIIOYBA MPOMEHH B TPOMOOIIMTUTE U MPOIHdEpaIus Ha CHIOTSITHH
KJIETKU. TakuBa TPOMOOIIUTHY IIPOMEHH HE ca OWJIM YCTAaHOBEHHU IPH TUTHXOBE WM NIPU XOPa Bh3 OCHOBA
Ha KpaTKOCPOYHU U OrpaHUYCHU ABJITOCPOYHU KIMHUYHU JaHHUA. JIuncear J0Ka3arcJjiCTBa,
NPEIOJIaTralii PUCK TIPU XOPa.

ITpu Miaau TTHXOBE BUIOBETE TOKCHYHOCT HE CE Pa3MyaBaT KaueCTBEHO OT Te3H, HaOr01aBaHy Py
3penu IbXoBe. MilaauTe mibxoBe, odade, ca mo-uyBCTBUTETHU. [Ipy TepaneBTHYHN SKCITO3UIHH Ca
OunK ycTaHOBeHH KIMHUYHH 1posiBU OT LITHC kaTo XHIIEpaKTHBHOCT U CKbPIAHE ChC 360U U M3BECTHU
MPOMEHH B pacTexa (MIPexXoAHO MOTHCKAaHE Ha HA/IJaBaHeTo Ha Tero). EdekTn BbpXy uKbiIa Ha
pasroHBaHe ca OWIHM HaOIIOJaBaHN TIPU €KCITO3MIINS, HAAXBBPIIAIIA 5 IBTH Ta3u IPH Xopa. Pexyrnpan
OTrOBOp KbM BHE3AIICH 3BYKOB CTHMYJI € HAOJIF01aBaH ITPU MJIa I IUTbX0BE 1-2 CeaIMMITH CiejT
SKCTO3UIIHS IpU > 2 ITHTH MO-TOJIIMA OT TepalleBTUYHATA SKCITO3UIIKSA TP X0pa. JleBeT CeIMUIIM Ce
EKCITO3UITUS TO3U ePEKT He ce HaOIr01aBa.

6. DODAPMAIIEBTUYHHU JAHHU

6.1 Choucbk Ha IOMOIIHHUTE BelIECTBA

IIperadanun Accord 25 mg/ 50 mg/ 75 mg/ 100 mg/ 150 mg/ 200 mg/ 225 mg/ 300 mg TBbpAU KaICyIu
Kancyano cvovporcumo:

Humecre, npexxenaTHHU3UPAHO
Tank (E553b)

[Iperadamma Accord 25 mg/ 50 mg/ 150 mg TBEpIU KaICyIIH
Cwcmas na xancyrama:

Kematuna

TuranoB nuokcun (E171)

Harpues naypuicyndar

IIpera6anua Accord 75 mg/ 100 mg/ 200 mg/ 225 mg/ 300 mg TBEpAM KalCyJIu
Cvemas Ha kancyiama.

Kenatun

TuranoB nuokcua (E171)

Kenesen oxcun, yepsen (E172)

Harpues naypuicyndar

IIpera6anug Accord 25 mg/ 50 mg/ 75 mg/ 100 mg/ 150 mg/ 200 mg/ 225 mg/ 300 mg TBepAM KANCYINn
Heyamno macmuno:

MIemmak

Keneszen oxcun, yepen (E172)

[Iponunenrnukon

Kanues xunpoxcun
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6.2 HecbBMecTHMOCTH
Henpunoxumo

6.3 Cpok Ha roaHOCT
2 TOOUHU

[lepuon Ha M3MOI3BaHE Clel TBPBOTO OTBAPSHE:
- 30 nuu (3a HDPE 6yTunka mo 30 xamcynm)
- 100 mau ( 3a HDPE Oytmnka mo 200 karcynm)

6.4 ChenuananHM yca0BHs HA CbXpaHeHHe
To3u nekapcTBEH MPOAYKT HE M3UCKBA CIELUAIHHU YCJIOBUS HAa ChbXPaHEHHUE.
6.5 Buau chabpkaHUe HA ONIAKOBKATAa

IIperabamun Accord 25/50/75/100/150/200/225/300 mg TBBbpIU KarCyiH ce Mpeaiarat B OJUcTep OT
PVC/anymunuii, B onakoBku 1o 14, 21, 56, 60, 84, 90, 100 wiu 112 tBepau kancyau. Ocsen [Iperadanun
Accord 75 mg TBBpaU Kancynu ce npeanarar u B oOnwcrep or PVC / anymuHueBu, B omakoBku 1mo 70
TBBPIH KaTCyJIH.

[pera6anun Accord 25/50/75/100/150/200/225/300 mg TBbpau kancynu ce npeanarat B 100 x 1 TBbpan
karicynu B PVC/anymuaueBn neppopupaHu eIHOI030BH OJIMCTEPH.

[Iperabamun Accord 25/50/75/100/150/200/225/300 mg TBBpIU KamCyiH Ce Tpeiarat B OyTHIIKa OT
HDPE, csabpxamnia 30 unu 200 TBEpIM KanCyIu.

He Bcuuku BUOBE OMAaKOBKM MOTar jia ObJar IMyCHATH Ha Tasapa.
6.6 CrnenuajaHu NpeanasHu MepKHU NP U3XBbPJIsiHE

Hsama CIICIIMaJIHA U3UCKBAHUS ITPU U3XBBPJISHEC.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Hcnanus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

25 mg: EU/1/15/1027/001- 011

50 mg: EU/1/15/1027/012- 022

75 mg: EU/1/15/1027/023- 033, EU/1/15/1027/089
100 mg: EU/1/15/1027/034- 044

150 mg: EU/1/15/1027/045- 055

200 mg: EU/1/15/1027/056- 066

225 mg: EU/1/15/1027/067- 077

300 mg: EU/1/15/1027/078- 088
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9. JATA HA ITBPBO PABPEIIABAHE/IIOJTHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Hata Ha mepBo paspemanane: 28 apryct 2015
Jlata Ha nocineguoTo nogHoBsBane: 03 romm 2020 T.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[TonpoOHa nH(poOpManus 3a TO3M JEKAPCTBEH MPOAYKT € MpeJocTaBeHa Ha yeOcaiita Ha EBpomneiickara
arcHIUs 1o JekapcTeaTa http://www.ema.europa.eu
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HPUJIOKEHUE I1

MMPOU3BOUTEJ (M), OTTOBOPEH(HH) 3A
OCBOBOXJABAHE HA ITAPTHIH

YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUS U U3BNCKBAHUSA HA PASPEIIEHUETO
3A YIIOTPEBA

YCJIOBUSA WJIN OT'PAHUYEHMUSA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TIPOU3BOJUTEJI(H), OTTOBOPEH(HH) 3A OCBOBOXKJIABAHE HA ITAPTUIN

HmMe u aapec Ha HDOI/I3BOI[I/IT6J'I}I(I/ITC), OTFOBODCH(HI/I) 3a OCBO60)KHaBaHe Ha MapTuauTe

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Utrecht,
Hunepnannus

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,

95-200 Pabianice,

ITomma

Accord Healthcare Single Member S.A.
64th Km National Road Athens,

Lamia, 32009,

I'sprus

IleuaTHata TUCTOBKA Ha JICKaApCTBCHUSA TPOAYKT Tp516Ba Ja CbAbpiKa UMCTO U aJp€Ca Ha IPOMU3BOANUTEIIA,
OTTOBOPCH 3a OCBO60)KI[aBaHCTO Ha CbOTBE€THATA NapTHUaaA.

b. YCJIOBUS NN OTPAHUYEHUS 3A JOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IﬂT MMPOAYKT C€ OTILYCKa I10 JICKAPCKO MNPCAIINCaHUC.

B. JAPYI'M YCJIOBUA N UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanau 3a oesonacuoct (ITAIB)

W3uckBanusra 3a nonasane Ha [TIAJIb 3a To3u nexapcTBeH NPOIYKT ca MOCOUYCHH B CIIUCHKA C
pedepentnure natu Ha EBponeiickus cpio3 (EURD cnucek), npensuaeH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIIH aKTyJIM3aIlH, TTyOJIMKYBaHH Ha €BPOTCHCKUS
yeOmopTa 3a JeKapcTBa.

. YCJI0OBUs WJIHN OI'PAHUYEHUS 3A BE3OITACHA U E@EKTUBHA YIIOTPEGA HA
JIEKAPCTBEHMUSA TPOAYKT

. IInan 3a ynpasaenue Ha pucka (ITYP)

[Ipurexxatensat Ha pa3pemennero 3a ynorpeda (IIPY) Tps6Ba na n3BbpuIBa H3UCKBaHUTE JEHHOCTH
JIeCTBUS, CBBP3aHU C TPOCiIe/siBaHe Ha JIeKapcTBeHaTa 0€301acHOCT, MocoueHH B 07100penust [TYP,
npezacrased B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCUUKH CJICABALIHN 0JJ00PEHH
akTyanu3anuu Ha ITYP.

Axryanusupan [IYP tps6Ba na ce mopasa:

o 1o uckaHe Ha EBporielickaTta areHIus 1o JeKapcTBara;

o BUHAry, KOraTo ce M3MEHsI CCcTeMaTa 3a yIpaBJIeHUE Ha pUcKa, 0OCOOCHO B pe3yiraT Ha
NoJy4YaBaHe Ha HOBa HH(POPMAaLHs, KOSTO MOXKE /1a IOBEIE 10 3HAYMMHU IPOMEHH B
CHOTHOIIIEHHUETO T10J13a/PHUCK, HIIH CIIel TOCTHI'aHe Ha Ba)KEH eTarl (BbB BPb3Ka C IPOCIIE/IIBaHE HA
JieKapcTBEHaTa 0€30I1aCHOCT WJIM CBEX/IaHE Ha PUCKA 0 MUHUMYM).
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HPUJIOKEHUE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{KapToneHa onaxkoBka Ha o;1ucrtepure (14, 21, 56, 60, 84, 90, 100 1 112) u nepdopupan eqTHOT030B
oauctep (100) 3a 25 mg TBBpAU KaNCyau}

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabamuu Accord 25 mg TBBpAN KaTniCyIu
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

Bcesika TBBpIA Karcyna chabpka 25 mg nperadainH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

14 TBBpAM KaLICyIU

21 TBBpAU Karcynu

56 TBBpAU KaICyIu

60 TBEpAM KaTCyu

84 TBBpAM Karcyan

90 TBBpAM Kancyiu

100 TBEpAM Kancyan
112 TBBpAM Kamncyan
100 x 1 TBBpAM Karcynu

S. HAYUH HA ITPUJIATAHE U ITbT(MIILA) HA BBBE/KJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopanHo nmpuIOXKEHHE.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT TPOAYKT TPSBBA 1A
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'JIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

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

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE
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10. CHEIUAJIHU ITPEAITAZHU MEPKHU ITPU U3XBBPJIAHE HA HEU3ITOJI3BBAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/001- 009

13. MAPTHUIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Iperabamun Accord 25 mg

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. YHHUKAJIEH UWIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

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

{baucrep (14, 21, 56, 60, 84, 90, 100 n 112) n nepdopupan exnonosos dauctep (100) 3a 25 mg
TBBpAN Kancyau - PVC/Anymunmnii}

| 1. NME HA JIEKAPCTBEHUSA NPOAYKT

IIperabamuu Accord 25 mg TBBpAN KaTnCyu
nperadanuH

| 2. NME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Accord

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

EXP

| 4. TIAPTMJEH HOMEP

Lot

5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

{KapToHeHa onakoBKa Ha 0juctepure (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan
enHon030B oauctep (100) 3a 50 mg TBLpAU KanCyJIn.}

1. HUME HA JIEKAPCTBEHUA TPOAYKT

[Iperabanun Accord 50 mg TBBpAM KaICyu
nperadanuH

2.  OBSIBSIBAHE HA AKTUBHOTO (UTE) BELIECTBO (A)

Bcesika TBBpIa Karcyna ceabpxka 50 mg nperadaiuH.

3. CIIMCBbK HA IOMOIIIHUTE BEIIECTBA

4. JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

14 TBBpAM KaICyIu

21 TBBpAM Kancyiu

56 TBHPAM KaTCyIu

60 TBBEpAM KaTCyIu

84 TBBpAM Karcyan

90 TBBpAM Kancyiu

100 TBBpAU KaICyTH
112 TBBpAN Kancyan
100 x 1 TBBpAM Kancynu

5. HAYMH HA ITIPUJIATAHE U II'BT (M1I{A) HA BBBEK/IAHE

IIpenu ymorpeba mpoderere TUCTOBKATA.
[TepopanHo npunoKeHUE.

6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HIOTJVIEJA U TOCETI'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.

7. APYI'U CIIEHUAJIHU TPEAYNPEXIEHUSA, AKO E HEOBXOANMO

8. JATA HA UI3TUYAHE HA CPOKA HA 'OJHOCT
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T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHHUE

10. CHEIWMAJIHU ITPEAITA3ZHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT TAX,
AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Hcnanus

12. HOMEP(A) HA PASPEHLIEHHUETO 3A YIIOTPEBA

EU/1/15/1027/012- 020

13. TNAPTHIEH HOMEP

[Maptuaen Ne

14. HAYMH HA OTIITYCKAHE

JlexapCTBEHUSAT MIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

15. YKA3AHWUA 3A YIIOTPEBA

16. HUH®OPMAIIAA HA BPAIJIOBA A3BYKA

[Mpera6amun Accord 50 mg

‘ 17. YHHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

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

{baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u neppopupan exHoa030B d6auctep (100) 3a 50 mg
TBBpAN Kancyan — PVC/Anymunmii}

| 1. NME HA JIEKAPCTBEHUSA NPOAYKT

IIperabamuu Accord 50 mg TBBpAN KaTCyIu
nperadanmH

| 2. HUME HA TPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4.  TAPTMJEH HOMEP

Lot

5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

{KapToHneHa onakoBka Ha 0juctepure (14, 21, 56, 60, 84, 70, 90 100 u 112) u nepdopupan
enHon030B oauctep (100) 3a 75 mg TBbpAU KaNCyJIn.}

1. HUME HA JIEKAPCTBEHUA TPOAYKT

[Iperabanun Accord 75 mg TBBPAY KaICyIH
nperadanuH

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcesika TBBpIa Kancyia chabpika 75 mg nperadaiivH.

3. CIIMCBbK HA IOMOIIIHUTE BEIIECTBA

4. JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

14 TBBpAM KaICyIu

21 TBBpAM Kancyiu

56 TBHPAM KaTCyIu

60 TBBEpAM KaTCyIu

70 TBBpAM KanCyJIx

84 TBBpAM Karcyan

90 TBEpAM KaTCyTu

100 TBEpAM Kancyan
112 TBBpAN Kancyan
100 x 1 TBBpAM Karcynu

5. HAYMH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBE/KJIAHE

ITpeau ynorpeba npodereTe JIMCTOBKATA.
IlepopanHo nmpuIOXKEHHE.

6. CHHEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCETI'A HA JTELIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTBITHO 3a ACHA.

7. APYI'U CIIEHUAJIHU IPEAYNIPEXIEHUA, AKO E HEOBXOANMO

8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT
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T'onen no:

9. CIIELHUAJIHHU YCJIOBUsI HA CbXPAHEHUE

10. CHELUWAJIHU NPEAITA3HU MEPKMU ITPU U3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Hcnanus

12. HOMEP(A) HA PASPEHLIEHHUETO 3A YIIOTPEBA

EU/1/15/1027/023- 031, EU/1/15/1027/089

13. HNAPTHUJAEH HOMEP

[Maptuaen Ne

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT C€ OTITYCKaA I10 JICKAPCKO NPCAIINCAaHUC.

15. YKA3AHWUs 3A YIIOTPEBA

16. HUH®OPMAIIAA HA BPAIJIOBA A3BYKA

[Iperadanun Accord 75 mg

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

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

{baucrep (14, 21, 56, 60, 84, 70, 90, 100 u 112) u neppopupan exHoa030B daucrtep (100) 3a 75 mg
TBBpAN Kancyan — PVC/Anxymunmii}

| 1. NME HA JIEKAPCTBEHUSA NPOAYKT

IIperabamuu Accord 75 mg TBBpAN Karncyau
nperadanmH

| 2. HUME HA TPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4.  TAPTMJEH HOMEP

Lot

5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

{KapToHneHa onakoBka Ha oaucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupaH eTHOT030B
oamcrep (100) 3a 100 mg TBHPAM KanCyJIu.}

1. HUME HA JIEKAPCTBEHUA TPOAYKT

[Tperadanun Accord 100 mg TBbpAM Kancynu
nperadanuH

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcesika TBBpaa kancyna ceappxa 100 mg mperabanuH.

3. CIIMCBbK HA IOMOIIIHUTE BEIIECTBA

4. JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

14 TBBpAM KaNICYIU

21 TBBpAM Kancyiu

56 TBHPAM KaTCyIu

60 TBBpIM Kancyiu

84 TBBpAM Karcyan

90 TBBEpAM KaTCyIu

100 TBBpAU KaICyTH
112 TBBpAN Kancyan
100 x 1 TBBpAM Karcynu

5. HAYMH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBE/KJIAHE

ITpeau ynorpeba npodereTe JIMCTOBKATA.
IlepopanHo nmpuIoXKEHHE.

6. CHHEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HIOTJVIEJA U TOCETI'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.

7. APYI'U CIIEHUAJIHU TPEAYNPEXIEHUSA, AKO E HEOBXOANMO

8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT
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T'onen no:

9. CIIELHUAJIHHU YCJIOBUsI HA CbXPAHEHUE

10. CHELUWAJIHU NPEAITA3HU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JJEKAPCTBEHUTE INTPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AAPEC HA ITIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Hcmanns

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1027/034- 042

13. HNAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMUH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MMPOAYKT C€ OTITYCKaA I10 JICKAPCKO NPCAIINCAHUC.

15. YKA3AHMUA 3A YIIOTPEBA

16. HUH®OPMAIIAA HA BPAIJIOBA A3BYKA

[Mpera6amun Accord 100 mg

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

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

{baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u neppopupan exHon030B d6auctep (100) 3a 100 mg
TBBpAN Kancyan — PVC/Anxymunmii}

| 1. NME HA JIEKAPCTBEHUSA NPOAYKT

IIperabanuu Accord 100 mg TBbpAM Karcyin
nperadanuH

| 2. NME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA I3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4. IHAPTUJAEH HOMEP

Lot

5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{KapToneHa onaxkoBka Ha o;1ucrepure (14, 21, 56, 60, 84, 90, 100 1 112) u nepdopupan eqTHOT030B
oaucrep (100) 3a 150 mg TBBbpAM KancyJu.}

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Accord 150 mg TBBbpAM Karcynu
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

Bcesika TBBpHa Kancyia ceappka 150 mg nperadanux.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

14 TBBpAM KaLICyIU

21 TBBpAU Karcynu

56 TBBpAU KaICyIu

60 TBEpAM KaTCyIu

84 TBBpAM Karcyan

90 TBBpAM Kancyiu

100 TBEpAM Kancyan
112 TBBpAM Kamncyan
100 x 1 TBBpAM Karcynu

S. HAYUH HA ITPUJIATAHE U ITbT(MIILA) HA BBBE/KJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopanHo nmpuIOXKEHHE.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT TPOAYKT TPSBBA 1A
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'JIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

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

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE
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10. CHEIUAJIHU ITPEAITAZHU MEPKHU ITPU U3XBBPJIAHE HA HEU3ITOJI3BBAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/045- 053

13. MAPTUAEH HOMEP

[Taptuaen Ne

14. HAYMUH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT C€ OTITYCKA I10 JICKAPCKO NPCAIINCAaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[Mperabanun Accord 150 mg

‘ 17. YHUKAJIEH UIEHTUO®OUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOP

‘ 18. YHHUKAJIEH UIEHTUOPUKATOP — JAHHHU 3A HETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan eqnono3os oaucrep (100) 3a 150 mg
TBBpAN Kancyan — PVC/Anxymunmii}

| 1. NME HA JIEKAPCTBEHUSA NPOAYKT

IIperabanuu Accord 150 mg TBBbpAM Karcyu
nperadanuH

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHHUETO 3A YIIOTPEBA

Accord

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

EXP

| 4. HHAPTUJAEH HOMEP

Lot

5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{KapToneHa onaxkoBka Ha o;ucrtep (14, 21, 56,60, 84, 90, 100 u 112) n nepdopupan e1H01030B
oaucrep (100) 3a 200 mg TBBLPAM KancyJiu.}

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Accord 200 mg TBbpAM Karcyn
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

Besika TBBpaa kancyia ceabpika 200 mg nperadanuH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

14 TBBpAM KaLICyIU

21 TBBpAU Karcynu

56 TBBpAU KaICyIu

60 TBEpAM KaTCyIu

84 TBBpAM Karcyan

90 TBBpAM Kancyiu

100 TBEpAM Kancyan
112 TBBpAM Kamncyan
100 x 1 TBBpAM Karcynu

S. HAYUH HA ITPUJIATAHE U ITbT(MIILA) HA BBBE/KJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopanHo nmpuIOXKEHHE.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT TPOAYKT TPSBBA 1A
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'JIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

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

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE
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10. CHEIUAJIHU ITPEAITAZHU MEPKHU ITPU U3XBBPJIAHE HA HEU3ITOJI3BBAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Hcnanns

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/056- 064

13. HNAPTUAEH HOMEP

[Taptuaen Ne

14. HAYUH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT C€ OTITYCKaA I10 JICKAPCKO NPCAIINCAaHUC.

| 15. YKA3AHMHS 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[peradammu Accord 200 mg

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/|

JByr3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. YHUKAJIEH UIEHTUOPUKATOP — JAHHU 3A HETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

{baucrep (14, 21, 56,60, 84, 90,100 u 112) u nepdopupan exnoxo3on oaucrep (100) 3a 200 mg
TBBpAN Kancyau - PVC/Anymunmnii}

| 1. NME HA JIEKAPCTBEHUSA NPOAYKT

IIperabanuu Accord 200 mg TBbpAM KarcyIn
nperadanuH

| 2. NME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

EXP

| 4. TIAPTMJEH HOMEP

Lot

5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{KapToneHa onaxkoBka Ha o;ucrtep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupaH eqHOT030B
oaucrep (100) 3a 225 mg TBbPAM KancyJiu.}

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Accord 225 mg TBbpAM Karcyn
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

Besika TBBpHa Kancysa chabpika 225 mg nperadaiuH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

14 TBBpAM KaLICyIU

21 TBBpAU Karcynu

56 TBBpAU KaICyIu

60 TBEpAM KaTCyIu

84 TBBpAM Karcyan

90 TBBpAM Kancyiu

100 TBEpAM Kancyan
112 TBBpAM Kamncyan
100 x 1 TBBpAM Karcynu

S. HAYUH HA ITPUJIATAHE U ITbT(MIILA) HA BBBE/KJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopanHo nmpuIOXKEHHE.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT TPOAYKT TPSBBA 1A
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'JIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

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

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

45



10. CHEIUAJIHU ITPEAITAZHU MEPKHU ITPU U3XBBPJIAHE HA HEU3ITOJI3BBAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/067- 075

13. MAPTUAEH HOMEP

[Taptuaen Ne

14. HAYMUH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT C€ OTITYCKA I10 JICKAPCKO NPCAIINCAaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[perabanun Accord 225 mg

‘ 17. YHUKAJIEH UIEHTUO®OUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOP

‘ 18. YHHUKAJIEH UIEHTUOPUKATOP — JAHHHU 3A HETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

{baucrep (14, 21, 56, 60, 84, 90, 100 u 112) n nepdopupan exnoxo3os oauctep (100) 3a 225 mg
TBBpAN Kancyau - PVC/Anymunmnii}

| 1. NME HA JIEKAPCTBEHUSA NPOAYKT

IIperabanuu Accord 225 mg TBbpAM Karcyin
nperadanuH

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHHUETO 3A YIIOTPEBA

Accord

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

EXP

| 4. HHAPTUJAEH HOMEP

Lot

5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{KapToneHa onaxkoBka Ha o;1ucrepure (14, 21, 56, 60, 84, 90, 100 1 112) u nepdopupan eqTHOT030B
oaucrep (100) 3a 300 mg TBBLPAM KancyJu.}

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Accord 300 mg TBbpAM Karcyiu
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

Bcesika TBBpaa kancyia ceappika 300 mg nperadbamuH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

14 TBBpAM KaLICyIU

21 TBBpAU Karcynu

56 TBBpAU KaICyIu

60 TBEpAM KaTCyIu

84 TBBpAM Karcyan

90 TBBpAM Kancyiu

100 TBEpAM Kancyan
112 TBBpAM Kamncyan
100 x 1 TBBpAM Karcynu

S. HAYUH HA ITPUJIATAHE U ITbT(MIILA) HA BBBE/KJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopanHo nmpuIOXKEHHE.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT TPOAYKT TPSBBA 1A
CE CbXPAHSBA HA MSACTO JAJIEYE OT IOI'JIEJIA U JTOCEI'A HA JELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

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

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE
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10. CHEIUAJIHU ITPEAITAZHU MEPKHU ITPU U3XBBPJIAHE HA HEU3ITOJI3BBAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/078- 086

13. MAPTUAEH HOMEP

[Taptuaen Ne

14. HAYMUH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT C€ OTITYCKA I10 JICKAPCKO NPCAIINCAaHUC.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[Mpera6anun Accord 300 mg

‘ 17. YHUKAJIEH UIEHTUO®OUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOP

‘ 18. YHHUKAJIEH UIEHTUOPUKATOP — JAHHHU 3A HETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

{baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u neppopupan exHon030B d6auctep (100) 3a 300 mg
TBBpAN Kancyau - PVC/Anymunmnii}

| 1. NME HA JIEKAPCTBEHUSA NPOAYKT

IIperabanuu Accord 300 mg TBbpAM Karcyin
nperadanuH

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHHUETO 3A YIIOTPEBA

Accord

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

EXP

| 4. HHAPTUJAEH HOMEP

Lot

5.  JPYIO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Kapronena onakoBka 3a 0yrtuiaka ot HDPE (30, 200) 3a 25 mg TBbpaM KancyJim}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Accord 25 mg TBBpAN KaTniCyIu
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna cpappika 25 mg nperadaivH.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/010- 011

13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Iperabamun Accord 25 mg

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoJl C BKIIIOUEH YHUKAJICH UICHTU(OUKATOD

‘ 18. YHHUKAJIEH UWIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{ETnker 3a 0yruiika or HDPE (30, 200) 3a 25 mg TBbpAU Kancyan}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Accord 25 mg TBBpAN KaTniCyIu
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna cpappika 25 mg nperadaivH.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/010- 011

13. MAPTHUJIEH HOMEP

[Taptuna:

14. HAYMH HA OTIITYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Kapronena onakoBka 3a 0yrtuiaka ot HDPE (30, 200) 3a 50 mg TBbpam kancyJu }

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Accord 50 mg TBBpAN KaTnCyITu
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna cpappka 50 mg nperadaivH.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

‘ 12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/021- 022

‘ 13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Iperabamun Accord 50 mg

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKJIIOYEH YHUKAJIEH HACHTU(DHUKATOD

‘ 18. YHHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{ETnker 3a 0yruiika ot HDPE (30, 200) 3a 50 mg TBBpAU Kancyan}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Accord 50 mg TBBpAN KaTnCyITu
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna cpappka 50 mg nperadaivH.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsioBa m1a ce nsmon3pa B pamkute Ha 30 qau (3a 30 xarcynm) u 100 quu (3a
200 xancynu) cies MbPBOTO OTBapsHE.

9.

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

57




11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/021- 022

13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Kapronena onakoBka 3a 0yrtuiaka ot HDPE (30, 200) 3a 75 mg TBbpaM KancyJiu}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamnu Accord 75 mg TBBpAN Karnicyau
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna cpappka 75 mg nperadaivH.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsioBa m1a ce nsmon3pa B pamkute Ha 30 qau (3a 30 xarcynm) u 100 quu (3a
200 xancynu) cies MbPBOTO OTBapsHE.

9.

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/032- 033

13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Iperabamun Accord 75 mg

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKJIIOYEH YHUKAJIEH HACHTU(DHUKATOD

‘ 18. YHHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN

60



JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Etnker 3a 0yruiika or HDPE (30, 200) 3a 75 mg TBbpAU Kancyan}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamnu Accord 75 mg TBBpAN Karnicyau
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna cpappka 75 mg nperadaivH.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/032- 033

13. MAPTHUJIEH HOMEP

[Taptuna:

14. HAYMH HA OTIITYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA

62



JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Kapronena onaxkoska 3a 0ytuiaka or HDPE (30, 200) 3a 100 mg TBbpau kancyau}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 100 mg TBbpAM Karcyiu
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 100 mg mperabamus.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/043- 044

13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

IIperabanma Accord 100 mg

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKJIIOYEH YHUKAJIEH HACHTU(DHUKATOD

‘ 18. YHHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{ETnker 3a 0yrniaka or HDPE (30, 200) 3a 100 mg TBbpAM KancyJ/im}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 100 mg TBbpAM Karcyiu
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 100 mg mperabamus.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/043- 044

13. MAPTHUJIEH HOMEP

[Taptuna:

14. HAYMH HA OTIITYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Kapronena onaxkoBka 3a 0ytuiaka ot HDPE (30, 200) 3a 150 mg TBbpau kancyau}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 150 mg TBBbpAM Karcynn
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 150 mg mperabanus.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/054- 055

13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

IIperabanma Accord 150 mg

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKJIIOYEH YHUKAJIEH HACHTU(DHUKATOD

‘ 18. YHHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Etnker 3a 0yrniaka or HDPE (30, 200) 3a 150 mg TBbpaM Kancy/im}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 150 mg TBBbpAM Karcynn
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 150 mg mperabanus.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/054- 055

13. MAPTHUIEH HOMEP

TI'onen no:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Kapronena onaxkoBka 3a 0ytuiaka or HDPE (30, 200) 3a 200 mg TBbpau kancyau}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 200 mg TBbpAM KarcyIn
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 200 mg mperabami.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/065- 066

13. MAPTHUJIEH HOMEP

[Taptuna:

14. HAYMH HA OTIITYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA

IIperabanma Accord 200 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKo ¢ BKIIOYECH YHUKAICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHHU 3A HETEHE OT XOPA

PC
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Etuker 3a 0yrniaka or HDPE (30, 200) 3a 200 mg TBbpAM KancyJ/im}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 200 mg TBbpAM KarcyIn
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 200 mg mperabami.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/065- 066

13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Kapronena onaxkoBka 3a 0yruiaka ot HDPE (30, 200) 3a 225 mg TBbpau kancyau}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 225 mg TBbpAM Karcyin
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 225 mg nperabau.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/076- 077

13. MAPTHUJIEH HOMEP

[Taptuna:

14. HAYMH HA OTIITYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA

IIperabanmn Accord 225 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKo ¢ BKIIOYECH YHUKAICH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHHU 3A HETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{ETuker 3a 0yrniaka or HDPE (30, 200) 3a 225 mg TBbpAM KancyJ/iu}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 225 mg TBbpAM Karcyin
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 225 mg nperabau.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/076- 077

13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Kapronena onaxkoska 3a 0ytuiaka ot HDPE (30, 200) 3a 300 mg TBbpau kancyau}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 300 mg TBbpAM Karcyn
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 300 mg mperabami.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/087- 088

13. MAPTHUIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

IIperabanma Accord 300 mg

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKJIIOYEH YHUKAJIEH HACHTU(DHUKATOD

‘ 18. YHHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

{Etuker 3a 0yrniaka or HDPE (30, 200) 3a 300 mg TBbpAM KancyJ/im}

|1

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Accord 300 mg TBbpAM Karcyn
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika xancyna ceabpika 300 mg mperabami.

| 3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

30 TBBpAM KamCyau
200 TBBpAM KamCyan

5.

HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJJTAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npUIIOKEHHE.

6.

CHELHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA JIA

CE CBXPAHSIBA HA MSICTO JIAJIEYE OT HOTJIEJA U JIOCET A HA JIEIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

Bbyrunkara or HDPE tpsi6Ba m1a ce nzmon3sa B pamkute Ha 30 qau (3a 30 xancymm) u 100 gau (32 200
KariCyJIm) clie]l TbPBOTO OTBapsHE.

B

CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Hcmanus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/087- 088

13. MAPTHUJIEH HOMEP

[Taptuna:

14. HAYMH HA OTIITYCKAHE

JlexapcTBEHUAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA
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b. IUCTOBKA
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JIncroBka: nngopmanusi 3a noTpeduTENSA

IIperadamun Accord 25 mg TBbPAM KaIncyJ/Iu
IIperadamun Accord 50 mg TBbpAM Kancy/u
Iperadamun Accord 75 mg TBbPAM KancyJ/u
IIperadamaun Accord 100 mg TBBpAM KanCyau
IIperadamun Accord 150 mg TBbpAM Kancyau
Iperadamun Accord 200 mg TBBpAU KaNCyJau
Iperadamun Accord 225 mg TBbpAU KaNcyJau
IIperadamun Accord 300 mg TBBpAM KancCyau
nperabanut (pregabalin)

IIpoyeTrere BHMMATEIHO USJIATA JIMCTOBKA, IPEIH 1A 3a1I0YHETe 1a IPUeMaTe TOBA JIEKAPCTBO, Thi
KaTo TH ChAbP:Ka BaxHa 32 Bac undopmanus.

- 3amaseTe Ta3u JUCTOBKA. MOXKe 1a ce HAJIOXKH J1a S IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOITBJIHUTEIIHH BBIIPOCH, onuTaiiTe Bamus iekap wiu GapmarieBT.

- ToBa nekapcTBO € npeanucano JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Moxe aa
UM HaBpeIH, HE3aBHUCUMO Y€ IIPU3HALMTE Ha TAXHOTO 3a00JsIBaHE ca ChIIUTE KaTo Bamure.

- Axo IMMOJIYYUTEC HAKAKBH HCXKCIJIaHU JICKAPCTBCHU PCAKLNU, YBCJOMETC Bamus JICKap Wjin
(bapMaueBT. ToBa Bk/II0YBa M BCUYKH BH3MOKHU HEXKEJIaHU pCaKknumn, HECONMCaHU B Ta3U JIMCTOBKA.
Bwxre TOUKa 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

KakBo npencrasinsiBa [Iperadanun Accord 1 3a KaKBO ce U3I0JI3Ba
Kakgo Tps0Ba na 3Haere, npeau na npuemere [Iperadanmu Accord
Kak na npuemare [Iperadamun Accord

Bb3MOXKHHU HEXETaHH PEaKIU

Kak na cexpansiBare [Iperadainun Accord

CpabpkaHue Ha ONIAKOBKATa M JIOMBIIHATEIHA HHPOPMALIUS

AN S

1. Kaxkso npeacraBassa [Iperadaaun Accord u 3a KaKBo ce M3M0JI3Ba

[Iperabanun Accord mpuHaIIeKN KbM IpyTia JIEKapcTBa, KOUTO CE U3IIONI3BAT 34 JIeUSHHE Ha ETIIISIICHS,
HeBpomaTHa 00JIKa ¥ TeHepaTU3UPaHO TPEeBOKHO pascTpoiictBo (I'TP) mpu Bbp3pacTHH.

Ilepudepna u neHTpajHa HeBpoNaTHa 00JIKA:

ToBa nexapcTBO ce U3I0JI3BA 3a JJeUeHHE Ha POABDKUTENHA O00JIKa, MPUYMHEHA OT yBpeXKIaHe Ha
HepBuTe. Paznuynau 3a00IsiBaHKS MOTaT Ja MPeAU3BHKAT TeprQepHa HeBponaTHa 00JIKa KaTo HaIpHMep
nuaber WM Xeprec 30cTep. Y celllanusTa 3a 00JIka MOTraT J1a ObJIaT OMMCAaH! KaTO TOPEIIH, Tapely,
MyJICUPAITH, CTPEIKAIIX, TPOoOOKIaIN, OCTPH, CKOBABAIIU, CHIHA OOJIE3HEHOCT, CMBJICHE, YCEIlaHe 3a
U3TpBIBaHE, Mpodokaane ¢ uriu. [lepudepHara u neHTpaHa HEBpomaTHa O0IKa MoXe Ja ObJe
CBBbp3aHa U C MPOMEHHU B HACTPOEHUETO, HAPYIIICHHUS HA ChHS, yMOpa (YMOPSEMOCT) M MOKE JIa CE OTPa3H
Ha (U3NIECKOTO U COLMAITHO (PYHKIIMOHUPAHE U HA KAYECTBOTO HA )KUBOTA KaTO I[SIO.

Enunencus:

ToBa JilekapcTBO ce U3I0JI3BA 3a JIeUeHHE Ha HAKoU (GOpPMHU Ha enuiiencus (MapuuaaHi IPUCTBIN ChC WIH
0e3 BTopuYHa reHepali3alys) pyu Bb3pacTHU. Bamusir iekap me Bu npennume [Iperadanua Accord, 3a
na Bu nomorse na nekyBare BaaTa enusencusi, KOraTto IpoBeXIaHOTO JIEUEHUE HE BOAM 10 OBJIaJsIBaHe
Ha ceerostHreTo Bu. Tpsaosa na B3emate [Iperabdanun Accord kato nombiHeHHe KbM BareTo HacTosmo
neuyenue. [Iperabanun Accord He e IpeAHa3HAUEH 3a CAMOCTOSITENIHA yIIOTpeda, a BUHATH TPpsAOBa Aa Oble
IpuiaraHa B KOMOMHAIMA C IPYTro aHTHEIWISITUYHO JICUeHHE.

I'enepanu3upaHo TPEBOKHO Pa3CTPOHCTBO:
Toga JlekapcTBO ce M3ITONI3BA 32 JICUCHHUE Ha TCHEPATN3UPAHO TPEBOKHO pazcTpoiicTro (I'TP).
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Cumnromure Ha I'TP ca mpoabipkuTeTHa MpekoMepHa TPEBOKHOCT U IPUTECHEHHE, KOUTO €
KoHTposmpar TpyaHo. I 'TP mosxe cpio na npean3srka 0e3MOKOMCTBO MK yCelIaHe 3a Bh30yaa it
HEPBHOCT, JICCHO YMOPSIBaHE, J1a U3MUTBATE TPYAHOCTH TP KOHIICHTPUPAHE WIIM OCJIH MoJIeTa B IaMEeTTa,
Jla ce ycelare pazpa3HUTEeNICH, 1a UMaTe MyCKYIJIHO Hallpe:KeHUE MU MpobiieMu cbe chHS. ToBa e
Pa3IMYHO OT CTPECca M HANPEKEHUETO Ha OONIATHOTO BCEKHUTHEBHE.

2. KakBo TpaoBa n1a 3Haete, mpeau Aa npuemete Ilperadaaun Accord

He npuemaiite IIperadannn Accord
- aKo CTe aJlepruiHU KbM NperadainH WK KbM HKOSI OT OCTaHAINTE ChCTABKU Ha TOBA JICKAPCTBO
(n30poeHH B TOUKa 6).

Mpexynpexnennsi u NpeAna3sHu MepKU
Koncynrupaiite ce ¢ Bamus nekap wu dapmarneBT npean Aa npuemere [lperadamma Accord.

o Hsxou nmanueHTH, KOUTO TIpHEMaT TOBA JIEKapCTBO, ChOOIIABAT 32 CHMITOMH, TIPEIIoaraiu
aAJICprudHa peaxkmus. Te3u cumMnTOMHU BKIIOYBAT IMoayBaHC Ha JIMICTO, YCTHUTE, €31MKa U I'bPJIOTO,
KaKTO ¥ OOIINPEH KOXKeH 00puB. AKO pu Bac ce mosiBu HAKOS OT Te3u peakinuy, TpsioBa
He3a0aBHO J1a ce CBhpXKeTe ¢ Bamms nexap.

o Ynorpebara Ha TOBa JIEKApCTBO CE€ CBBP3Ba C BUEHE HA CBAT U CHHIMBOCT, KOUTO MOTAT Jia
yBeIU4aT MosIBaTa Ha CIyyaiiHO HapaHsABaHe (MafaHe) IpY MalUeHTH B CTapyecKa Bb3PacT.
CrnenoBarenHo, TpsiOBa 1a ObAeTe BHUMATEIHHU, TOKATO CBUKHETE C BCEKU e(PEeKT Ha JIeKapCTBOTO.

L4 Topa JICKaApCTBO MOXKC 1a IPUYIHNHU 3aMbIJIIBAHE UIIN 3ary6a Ha 3pCHUCTO, UJIN APYTU IIPOMCHU B
3pCHUCTO, MHOT'O OT KOUTO Ca BpPEMCHHU. TpHGBa He3a0aBHO Ja C€ CBbPIKCTE C Bamus JICKap, ako
CC MOABAT ITPOMEHU B 3PCHUCTO Bu.

o Hsixon nanueHTH ¢ 1uabet, KOUTO OKaYBaT TEJIECHOTO CH TETJIO IPH yHoTpeda Ha mperadaiuH,
MOrar Jia ce Hy>KAasT OT IPOMsIHA B TEXHUTE TUa0CTHHU JIEKapCTBa.

L4 Onpez[eneHH HEXCJIaHU PCAKIINH, KATO CbHJIMBOCT, MOT'aT ad 6I>,Z[aT I10-49€CTH, TBU KaTo IMalMCHTH
C I‘p’b6Ha'-IHOM03’I)'-IHa TpaBMa MOTaT Aa nmpueMar 1 Ipyru JCKapCTBa 3a JICUCHUEC, HAIIPUMED Ha
0OosKaTa Uin MYCKYJHHSA CIIa3bM, KOUTO UMAT HOI[O6HI/I Ha Hpera6am/IH HEXCIJIaHU PEaKIUU U
TCIKCECTTA HAa TC3U PCAKIIMH MOKEC /1a HAPACHE, KOraTo JICKApPCTBATa C€ NpUEMAT CAHOBPEMEHHO.

o Nma chobmienus 3a cbplieuHa HEAOCTaTHUHOCT MIPH HAKOU MAaLlMEHTH, KOUTO MPHEMaT TOBa
JIEKapCTBO; TE3M MAIMEHTH Ca MPEANMHO B CTapuecKa Bb3PacT ChC ChPAEUYHO-CHAOBH YBPEXKIAHUS.
IIpenn na npuemare TOBa JeKapcTBO, CHOOIIeTe Ha Bamms jekap, ako UMaTe aHAMHe3a 3a
ChbpAe4YHO 3200/15BaHe.

o Nma crobienns 3a 60peuHa HeIoCTaThYHOCT TIPU HAKOU MAIEHTH, KOUTO MPpUeMar TOBa
JeKapcTBO. AKO 3a0esexuTe HaMalleHO YPUHUPaHe, JOKaTo IpHeMaTe TOBa JIEKapCTBO, TPsIOBa Aa
cpoOmmTe Ha Bammms nekap, Thi KaTo CIMpaHeTo Ha JISKApCTBOTO MOXKE Aa MOA0OpH TOBa
CHCTOSIHHE.

] Hsxou nanuenTy, JIeKyBaHH ¢ aHTHEITMJICITHYHHM JieKapcTBa kaTo [Iperadanun Accord, ca umanu
MUCJIH 32 CAMOHApaHsSIBaHE WM CaMOyOUHCTBO MIIM Ca MPOSIBIIIN CYUITUIHO MOBeACHNE. AKO,
KOTaTo | Jia €, Ce MOSIBAT TaKWBa MUCIIH WJIH [TOI00HO MOBeIeHNE, He3a0aBHO ce 00bpHETE KbM
Bamusa nekap.

. Koraro IIperabanuu Accord ce mpruemMa ¢ ApyTH JeKapcTBa, KOUTO MOTAT Ja MPUIHHAT 3amek (KaTo
HSIKOU BUJIOBE OOJIKOYCTIOKOUTEITHH ), BH3MOXKHO € JIa HACTBITAT HSIKOW CTOMAITHO-UPCBHH
mpo0JieMu (HaIp. 3aleK, 3amyliBaHe WK apajin3a Ha yepsara). Mudopmupaiite Barms nekap,
aKO TIOIYYHTE 3aIeK, 0COOCHO aKO CTe MPEaPa3MOI0KEeHA KbM TO3H MPOOIIEM.
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o [Ipenu na npueMeTe TOBA JIEKApCTBO, TPsIOBA 1a KakeTe Ha Baiust jekap, ako HIKOra cTe
370yNOTpeOsIBAIM WK CTE OWUIIM 3aBHCUMH OT aJIKOXOJI, JICKapCTBa, OTITyCHATH TI0 JIEKapCKO
npeanrcaHne, WM He3aKOHHU CyOCTaHIIMK; TOBA MOXKE J1a 03HAYaBa, Ye UMATE MO-BHCOK PUCK OT
pasBuBaHe Ha 3aBUCHMOCT OT [Iperabanun Accord.

. CpoO11eHH ca cilydan Ha KOHBYJICHY 110 BpeMe Ha NMPUEM Ha TOBa JICKAPCTBO MIIM CKOPO CIIE
MpeKpaTsBaHe Ha MTpHeMa Ha TOBa JIEKapCTBO. AKO MOITydnTe KOHBYJICHSA, ChOOIIETe He3a0aBHO Ha
Bammus nekap.

. CpoOLIeHH ca cilyyad Ha HapylIeHHue Ha Mo3buHaTa QyHKuus (eHedanonaTus) npu HIKOU
HAIMEHTH, TIPUEMAIIF TOBa JISKAPCTBO U CTPAJIAIlH U OT ApyrH 3aboisBanus. YBegomere Bamms
JeKap, aKo UMaTe aHaMHe3a 3a HAKaKBU CEPUO3HU 3a00JIIBaHMUS, BKIIFOUMTEITHO YSPHOAPOOHO HIIH
0B0OpedHo 3a00IsIBaHE.

. Cpo0IIeHH ca ciiyvau Ha 3aTpyJHEHHUS C JUIIaHEeTO. AKO MMaTe HapyIIeHUs] Ha HEpBHATA CHCTEMA,
HapyLICHNS Ha AUXaTeIHaTa cCUcTeMa, ObOPEUHO yBPEKIaHEe WM aKO CTE Ha Bb3pacT Hal
65 roaunu, Bamuat nekap Moxke na Bu npennuiie pasnuyHa cxema Ha npuinoxeHue. CBbpKeTe ce
¢ Bamus nekap, ako ostyqure 3aTpyAHEHUE C JUILIAHETO WINA TOBBbPXHOCTHO JUILIAHE.

Nma cpoOmieHs 32 TeKKH KOKHU OOPUBH, BKITFOUUATEITHO CHHAPOM Ha CTUBBHC-/[)KOHCHH U TOKCHYHA
enyjiepMaliia HeKpoJIu3a, CBbP3aHu C MPUEM Ha IperadanuH. AKO 3a0€IeKUTE HAKOH OT CHMIITOMHUTE,
CBBP3aHM C TE3U CEPUO3HH KOXKHH PEAKIIMH, OITMCAaHU B TOYKa 4, CIIpeTe J1a U3I0JI3BaTe nperadaiuH u
He3a0aBHO MOTHPCETE METUITIMHCKA ITOMOIII.

3aBUCUMOCT

Hsikon xopa morar ga pa3Bust 3aBucumoct ot Ilperadanun Accord (Hyxzaa 1a mpoAabbKaT Ja mpuemMar
aexkapcTBoTO). Te Moe 7a osTy4yaT peakuy Ha OTHEMaHe, KOraTo cipar aa usnonssar IIperabanun
Axopn (BuwxTe Touka 3, ,,Kak na npuemare IIperabanun Accord” u ,,AKO cTe cIipeiu npuemMa Ha
[Iperabanun Accord). Ako UMaTe MPUTECHEHUS, Y€ MOXKe J]a pa3BHeTe 3aBUCUMOCT OT [Iperadamux
Accord, e BaxHO J1a ce KOHCyaTHpaTe ¢ Bammms nexap.

Axo 3a0eneKnuTe HIKOU OT CJICOHUTC MPU3HALHU, JOKATO IpUEMATe Hpel"a6aJ'II/IH ACCOI’d, TOBa MOXK€ 114 €
IMMOKAa3aTCJIHO 34 PAa3BMBAHC HA 3aBUCUMOCT:

e lmare HyXJa J1a IpuemMaTe JeKapCcTBOTO MO-IBJIT0 BpeMe, OTKOJIKOTO Bu e mockBeTBan
MPEANHUCBAINAT JIeKap

e YyBcTBare HyXKJa Ja MpueMare Mo-BUCOKa OT IMPEeNnopbuUTeNHaTa 1032
W3znon3Bare 1exapcTBOTO MO MPUIHHM, PA3TUYHA OT MPEIIHUCAHUETO

e HanpaBuin cte MHOTOKpPaTHH, HEYCIIEIIIHU OIUTH JIa CTIPETE WM KOHTPOJIHpaTe yrnoTpedara Ha
JIEKapCTBOTO

e Koraro cnpete mprema Ha JIEKapCTBOTO, CE UyBCTBAaTE 3JI€ U CE YyBCTBATE MO-100pe, CiIe]] KaTo
OTHOBO 3aIIOYHETE J1a IPUEMAaTe JeKapCTBOTO

AKo 3a0enexuTe HIKOM OT TE3H MPHU3HAIH, TOBOpeTe ¢ Bamus nekap, 3a 1a 00ChAUTe HAW-100pHUs HAYHH
Ha JiedeHHe 3a Bac, BKIIFOUMTEIIHO KOra € MOIXOZSINO Jla CIPEeTe U KaK Jia HallpaBUTe ToBa O€301acHo.

Jlena u roHOIIHN
Bbe3omacHoctTa 1 C(I)HKaCHOCTTa Ipu Aena U FOHOIIN (Ha BB3PACT I10J 18 FOI[I/IHI/I) HC Ca YCTAaHOBCHU U
Mopajy TOBa MperadajnuH He TPOBa a ce M3M0JI3Ba B Ta3M Bb3pacToBa IpyIa.

JApyrn nekapcrBa u [Iperadasun Accord

TpsiOBa na kaxere Ha Bamus nexap wim GapMmarieBT, ako rpremMare, HACKOpO ce IPUEMaltil WilH €
BB3MOJXKHO J1a TIpUeMeTe IPYTH JIeKapCcTBa.
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[perabamun Accord u HAKOU IpyTH JEKapcTBA MOTAT J]a CH BIMSAT €IHO Ha IpyTo (B3auMOAEHCTBHE).
Koraro ce mpuema ¢ omnpesesieHu ApyTH JIeKapcTBa, KOUTO UMAT YCIIOKOUTEIHO JeiicTBHE (BKIFOUUTEITHO
ormoun), [Iperabanun Accord Mmoxe Ja Te3u eheKTH U MOXKE Aa AOBEAE 10 AUXaTelIHa HeJOCTaThYHOCT,
KoMa U cMbpT. CTeneHTa Ha BUEHE Ha CBST, CBHIMBOCT M HaMaJleHa KOHLIEHTPAILHUs MOTaT Jla ce TIOBUIIIAT,
ako IIperabammu Accord ce B3eMa 3aeIHO C JIEKapCTBa, ChAbPIKAIIN:

OKCHKOJIOH — U3I0JI3BaH KaTO CPEJICTBO MPOTUB OOIKU
Jlopazenam — U3MOI3BaH 3a JIeUCHUE Ha TPEBOKHOCT
Arkoxon

Tona JICKapCTBO MOXKC Oa 6’bﬂe nmpueMaHa ¢ nepopajIHi KOHTPAUCTITHBH.

IIperadasun Accord ¢ XpaHa, HATUTKH M AJTKOXO0J
ToBa jekapcTBO MOXKE Ja ObJIe IPUEMaHO ChC WM 0€3 XpaHa.

[IpemoppuBa ce 1a He ce MHe aJTKOXOJI, JOKaTO MpUeMaTe TOBa JEKapCTBO.

BpeMeHHOCT 1 KbpMeHe

ToBa nexapcTBO HE TPsIOBa 1a Ob/e B3eMaHO M0 BpeMe Ha OpPEMEHHOCT WM KbpMEHe, OCBEH ako Bamust
nekap He Bu e kazan qpyro. Yrnorpebara Ha mperabaiiH npe3 mbpBUTE 3 Mecelia Ha OpeMEHHOCTTa MOXKe
Jia IpeJU3BUKa BPOJCHH aHOMAJIMH Ha IUI0/Ia, IPH KOMTO MOKE Jla ce HaJIOXKH MEITUIIMHCKO JeueHue. B
MpOoy4YBaHe, KOETO pasriiek/ia JaHHUTE, TOMyUeHH 3a XKEeHH OT CKaHIUHABCKUTE CTPAaHU, IIPUEMAITH
nperadaauH npe3 MbPBUTE 3 Mecella Ha OPeMEHHOCTTa, € YCTaHOBEHO, Ye 6 HOBOPOACHU Ha Bceku 100
MMaT TaKMBa BpOJIeHH aHoMaluu. ToBa € cpaBHUMO ¢ 4 HOBopoieHH Ha Bceku 100, pogeHu ot xKeHu,
KOUTO HE ca JIKYBaHU C MperadaivH B mpoyuBaneTo. Cro0mIaBa ce 3a aHOMaInK Ha JTUIETO (T.Hap.
,,OpoQarnramIHu IeMHATHHN Ha JIIETO), OYNTEe, HEPBHATA CHCTEeMa (BKIIFOUUTEITHO MO3bKa), ObOpenuTe u
TCHUTAJIMHTE.

JKenwu ¢ nerepojieH noTeHIMAN € He00XOIMMO J1a M3MOJI3BAT €PUKACHU MPOTHBO3a4aThUHH CPEACTBA.
AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, 4Ye MOJKe J1a CTe OpeMeHHa WK TUTaHupaTe OpeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms nexap miu gapmanesT npeau ynorpedaTta Ha TOBa JEKapCTBO.

Ilopupane u padora ¢ MAILIMHH

ToBa nexapcTBO MOXKE Ja MPEeIN3BHUKa 3aMastHOCT, CHHIIMBOCT U HaMalleHa KoHIeHTpanws. He TpsOBa na
mogupare, 1a pabOTUTE ChC CIIOKHU MAIlIMHU WM JIa CE BKJIIOUBATE B IPYTH MOTCHIIHAIIHO PUCKOBH
JIEHOCTH, TOKAaTO He pa3depeTe Jalli TOBa JISKAPCTBO He 3acsra Barrara criocoOHOCT j1a U3BBpIIBaTE
TE3U IEUHOCTH.

IIperadamun Accord cbabpska HATPUH

ToBa JlekapcTBO ChIbpiKa MO-Maiko oT 1 mmol HaTpuii (23 mg) Ha TBBpAA Karcyia, T.e. MOXe /1a ce
Ka)Ke, 4e MPAKTUYECKH HE ChAbpKa HATPUH.

3. Kak na npuemare IIperadasmn Accord

Bunaru npuemaiite ToBa 1eKkapcTBO TOUHO KakTo Bu e kazan BamusT nekap. Ako He CTe CUTYpPHH B
Helo, nonuraiTe Bamus nexap wim ¢papmaueBt. He npremaiite mo-roasMo KOJIMYECTBO OT JEKapCTBOTO,
OTKOJKOTO Bu € npennucaHo.

BammsaT nekap e onpenenu kakBa Jo3a € noaxozsma 3a Bac.

ToBa JlekapcTBO € MPEeTHA3HAYCHO CaMOo 3a MIEPOPATHO MPHUIIOKEHHE.

IlepudepHa u neHTpaIHA HeBpONaTHA 00JIKa, eNMUJICNICHS WM F'eHePATU3HPAHO TPEBOKHO
Pa3cTPOMCTBO:

° Bsemaiite TonkoBa Kancyiu, KoJkoTo Bu e HazHauun Bamuar igekap.
. Jo3ara, mogxossiia 3a Bac u BameTo chcTostaue, o6muaiino me 0bae Mexay 150 mg u 600 mg
BCEKH JICH.
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o BamusT nekap me Bu kaxe 1a B3emare TOBa JIEKapCTBO WM JIBA ITBTH WIIK TPU TbTU JHEBHO. [Ipu
JIByKpaTeH IpreM B3eMaiiTe TOBa JIEKAPCTBO BCEKH JIEH CYTPHH U Beuep MPUOIM3UTEITHO MO €THO U
chIno Bpeme. [Ipu TpukpaTeH nprem B3eMaiiTe TOBa JIEKapCTBO BCEKH JIEH CYTPHH, clieA00e 1
BeUep NPUOIM3UTETHO TI0 €THO U ChINO BpEME.

AKo UMaTe ycellaHeTo, 4ye eeKThT Ha TOBA JISKAPCTBO € NMPEKaJICHO CUJICH WK MPEKaJeHo cial,
roBopeTte ¢ Bamms nekap win hapMarieBr.

AKO cTe TanueHT B cTapyecka Bb3pacT (Hax 65 ronuHH) TpsiOBa 1a B3eMaTe TOBAa JICKAPCTBO I10
oOWYalfHYs HAYMH OCBEH, aKO UMaTe IpodieMu ¢ Op0peruTe.

Bamust nexkap moxke qa Bu npenmnuiie pa3inyHa cxema Ha TO3UpaHe U/UIN 1033, aKo UMaTe MPOOJIEMU ¢
OBOperuTe.

[TornbiuaiiTe KancysaTa 1usia ¢ BOJa.
[IponpmxaBaiiTe n1a B3eMaTe TOBa JEKapCTBO, JokaTo Bamuar nexap He Bu kaxe na crpere.

AKO cTe TpueJIu MoBe4ve oT HeoOxoauMmaTa no3a [Iperadanun Accord

HezabaBHo ce o6amere Ha Bamms nekap uinu oTuaeTe 10 Hal-OJM3KOTO OOTHUYHO CIEITHO OT/IEICHNE.
Bzemerte kyTuiikaTa nim OyTHIKaTa OT TOBa JieKapcTBo ¢ Bac. Moxe 1a ce modyBcTBaTe ChHIIMBH,
00BbpKaHy, IPEeBb30YACHHN WM HECTIOKOHHH B PE3yJITaT OT IpUeMa Ha MoBede 0T HeoOXoJuMaTa J103a OT
TOBa JiekapcTBo. ChoOIIaBa ce u 3a MpUnagbin U 0e3ch3HaHue (KoMa).

AKo cTe nponycHau 1a npueMete Ilperadanun Accord

BaxHo e na B3emaTe Barero siekapcTBO peloBHO 110 €IHO U CHLIO BpEMe BCEKH JIeH. AKO 3a0paBuTe Aa
B3E€METE €/IHa /1032, B3EMETE 5 BeJHara LII0M CH CIIOMHHUTE, OCBEH aKO He € JoLUIo BpeMe 3a Bamara
cieziBaia o3a. B To3u ciryuaii mpocTo MpoabipKeTe ChC ClIeBAIaTa 103a o oOnyaiiHus HaunH. He
B3eMaiiTe BOIHA 103a, 3a 1a KOMIIEHCHpATe MPOIycHAaTaTa J03a.

AKxo cTe cnipesau npuema Ha [Iperadaaun Accord

He criupaiite BHe3amHo mpremMa Ha TOBa JIEKapCTBO. AKO HCKaTe Ja crpeTe npuema Ha [IperabanvuH
Accord, mepBo 06chaeTe ToBa ¢ Bamus nekap. Toi/Ts me Bu xaxke kak 1a Hanpasute ToBa. CipaHeTo
Ha JIeUeHHETO TPsOBa Ja CTaHe MOCTENIEHHO B POIBJDKEHUE Ha TTOHE eiHa ceaMuia. Bue tpsiOBa na
3HaeTe, 4e cje]] CIMPaHe Ha JBITOCPOYHO WIN KPaTKOCpouHo JieueHue ¢ [Iperabamun Accord, moxe 1a
M3IUTATE ONPE/ICICHN HEeXXEIaHU Peakiy, Taka HapeUYeHUTE Peakuy Ha oTHeMaHe. Te3u BKIo4BatT
npoOJeMu CbC ChHS, TT1aBOO0IINE, TaJIeHe, TPEBOXKHOCT, 1Hapusl, IPUIONOA00HN CHMITOMH, KOHBYJICHH,
HEPBHOCT, JIETIPECHsl, MUCJIM 32 CaMOHapaHsIBaHe MM caMOyOUICTBO, 00K, TIOTCHE ¥ BUEHE Ha CBSIT.
Te3n CUMIITOMH MOTAT J1a Ce MPOSBAT MO-YECTO TN TEXKKO, aKO CTE MPHEMaI TOBa JIEKapCTBO 3a IO~
NPOJBIDKUTENIEH MEPHOJ OT BpeMe. AKO M3MUTATE PEaKUU Ha OTHEMaHe, TPAOBa Jja C€ CBBPKETE C
Bamusa nekap.

AKO MMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpedaTa Ha TOBa JIEKAPCTBO, TIOMHUTANTE
Bamus nexap, nnu gapmanesT.

4. Bb3MOKHN HeKeTaHN peakuu

KakTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPEAMN3BHUKA HEXKCIAaHNU p€aKIIUH, BBIIPEKU Y€ HE
BCCKH I' TIOJTy4aBa.

MHoro 4yectu (Morar Ja 3acernat nopede ot 1 Ha 10 xyuum):

° 3aMasHOCT, ChHIMBOCT, IJIaBOOOIHE.
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Yectu (Morart aa 3acersar a0 1 va 10 qymm):

IloBuIIEeH aneTwuT.

[IpunoBaurHaTo HacTpoeHue, OObPKAHOCT, AE30PUCHTALNS, HAMAJIEH CEKCyaJleH HHTEPEC,
pa3apa3HUTENTHOCT.

Hapymenns Ha BHUMaHKETO, HEMOXBATHOCT, HAPYILICHUS HAa TTaMETTa, 3ary0a Ha aMeT, Tperepexe,
3aTpyAHEHHsS [IPY TOBOPEHE, MpaByUYKaHe, U3TPhIIBaHE, CEAUPaHe, JeTaprus, 6e3chbHue, yMopa,
HeOoOWYaifHO yCelaHe.

3aMBbITICHO 3pEHHE, IBOMHO BIOKIAHE.

CBeTOBBPTEXK, MPOOJIEMHU C pABHOBECHETO, TTaIaHe.

Cyxorta B ycrara, 3aIeK, [I0BpblaHe, 00pa3yBaHe Ha ra3ose, Auapus, rajieHe, oAyBaHe Ha KopeMa.
3aTpynHeHa epeKIusl.

[TogyBane Ha TATOTO, BKIFOUUTEIHO KpaHHULIUTE.

OnusiHeHue, HapyIIEHUs B IOXOAKATA.

HatpynBaHne Ha TenecHO Tero.

MycKymHE KpaMIii, 00JIKa B CTaBHUTE, OOJIKH B I'bp0Oa, OONKHU B KpalHUIIATE.

Bb3naneno repio.

Heuectu (Mmorar na 3acernar a0 1 na 100 nymm):

3ary0a Ha areTuT, 3ary0a Ha TerJio, HICKa KpbBHA 3aXap, BUCOKa KpbBHA 3aXap.

[IpoMsiHa Ha BE3MPUATHETO 32 caMus cebe cH, 0e3MOKONHCTBO, AeTpecHs, Bb30yaa, MPOMEHH B
HAaCTPOCHUECTO, 3aTPYAHCHUEC TP HAMHUPAHECTO HA AYMHU, XAJIIOOWMHAIUU, TATOJIOTUYHN CHHUIIA,
MIPUCTHITN HA TTAHWKA, allaTHsI, arPECHs, IPUIIOBANTHATO HACTPOCHUE, YMCTBEHO HAPYIIIEHHE,
3aTpyTHEHO MUCIIEHE, TTOBUIIIEH CEKCYalIeH HHTEPEC, MPOOIIEMHU ChC CEKCyamHaTa (yHKITHS,
BKITIOUHMTEIIHO HEBB3MOXKHOCT 3a JIOCTHTaHe Ha Opra3bM, 3a0aBeHa eIKyIIalusl.

[Ipomenu B 3peHHETO, HEOOMUYATHO ABIKEHUE HA OUUTE, TPOMEHH B 3PEHUETO, BKITFOUUTEITHO
TYHEJHO 3peHHe, MPOOIISICHIH OT CBETJIMHA, KOHBYJICUBHH JBIKEHHS, IIOTHCHATH pedIIeKCH,
MTOBUINIEHA aKTHBHOCT, BUEHE Ha CBAT NIPU CTaBaHe, TOBUIIIEHA KOXKHA YYBCTBUTEITHOCT, 3aryda Ha
BKYC, MTapeHe, TpernepeHe NpH JIBIKEHUE, TOTHCHATO Ch3HAHKE, 3ary0a Ha Ch3HAHHE, IPHUIAIbK,
MMOBUIIICHA YYBCTBUTCIIHOCT KbM IIYM, 061110 HEPA3IOJIOKCHUEC.

Cyxora B o4uTe, IOJyBaHe Ha OYUTEe, OOJKU B OUMTE, CIA00CT B OYHTE, HACKI3SIBAHE, Ipa3HEHE Ha
OUuTe.

Hapyuienns Ha CbpieUHUs pUTBM, YCKOPEHA ChpJI€YHA YECTOTA, HUCKO KPBBHO HAJIATAHE, BUCOKO
KPBBHO HAJSTaHE, TPOMEHH B ChPJICYHUS PUTHM, ChPJIEeYHA HEAOCTATHYHOCT.

3auepBsiBaHe, TOPEIIX BbJIHH.

3aTpyAHEHO AWIIaHE, CyX HOC, 3allyIIBaHe Ha HOCA.

[loBuieno ciroHOOOpa3yBaHe, KUCEJIIMHHU B CTOMAaxa, U3TPhIIBAHE HAa YCTHHTE.

UznotrsBane, 0OpuB, CTyICHH TPBIIKH, OBUIIEHA TEMIIEPATYpa.

MycKyJIHH TOTPETIBaHusl, HOAYBaHE Ha CTABUTE, MyCKYJIHA CKOBAHOCT, OOJIKa, BKIIOUUTETHO
MycKyJHa 0oJka, OOJIKH BB Bpara.

Bboinku B repaara.

3aTtpynHeHo nnn 00Je3HEHO YPHUHHUpaHe, He3abp)KaHe Ha ypHUHATa.

CnabocT, *ax/a, CTAraHe B IPbIHUS KOIII.

[Ipomenu B pe3yntaTuTe OT KPBBHU M YEPHOPOOHH M3CIeIBaHNS (TIOBUIIIEHA KPEaTUHUH
¢dochoxnnaza, MoBHILICHA alaHMH aMMHOTpaHc(epasa, MOBUIICHA acliapTaT aMHUHOTpaHcdepasa,
HamalieH Opoi Ha TPOMOOLIMTHUTE, HEYTPOIICHUS, TOBUIIIABaHE HA KPEaTMHUHA B KPHBTa,
TIOHMKaBaHEe Ha CTOWHOCTHUTE Ha KaJTUi B KPHBTA).

CBpBXUyBCTBUTEIHOCT, NOAYBaHE Ha JIMIIETO, ChPOEK, YPTUKApUs, XpeMa, KbpBEHE OT HOca,
KallUTAIIA, XbPKaHe.

Bonesnena meHcTpyarusi.

CryneHu njaH# U CThIIANA
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Penxu (morat xa 3acernar g0 1 na 1000 qymm):

. [IpomeHeHO 000HSIHME, HECTAOMITHO 3pSHIE, TPOMEHEHO BBL3NPHUATHE 33 THJIO0YHNHA, 3pUTEITHA
SIPKOCT, 3ary0a Ha 3peHHe.

. Pasmmpenu 3eHuIm, KpUBOTIIEACTBO.

o CryneHa 1OT, cTAraHe B I'bpJIOTO, MOAYBaHE HA €3MKa.

. Bn3nanenue Ha naHkpeaca.

. 3aTpyIHEHO MpETTbIIaHe.

o 3a0aBeHO WM OTPaHUYEHO IBMKEHUE HA TAJIOTO.

o 3aTpyIHEHHE MU MTUCaHE.

o [ToBuIIEHO KOTMYECTBO TEYHOCT B KOpPEMA.

o Teunoct B 6enmute qpodoBe.

. I'spuose.

. [IpomMenu B 3anuca Ha eneKkTpudeckaTa akTuBHOCT Ha chpiieto (EKI), cboTBeTCTBaIM Ha
CMYIIEHUS B ChPJICYHUS PUTHM.

. MycKkynHO yBpeKIaHe.

o Cekpernus OT TbpaUTe, HEOOMYAHHO YBEIWYCHHE HAa THPIUTE, yBEITNIaBaHE Ha THPANTE IIPH MBKE.

o [IpexnpcBaHe HA MEHCTPYATHHS [TUKBIL.

o brOpeuna HegOCTATPYHOCT, HAMAIEHO KOJMYECTBO HA YPUHATA, 3aAPHKKA HA YPUHA.

o [lonmkaBaHe Ha Opost Ha OeUTEe KPBBHU KIETKH.

o HeapnexBaTHO nOBeIeHNE, CYUITUAHO TIOBECHHE, CYUITUIHA MHUCIIH.

o AJeprudHu peakiuu (KOUTO MOTaT Jla BKJIFOYBAT 3aTPYAHEHO NWIIaHEe, Bh3MAIEHHE HAa OUUTE
(kepaTuT) U cepruo3Ha KOXKHA peakIus, KOATO ce XapaKkTepu3npa ¢ MosiBa Ha YepBEHUKABU
HEHaIUTHATH METHA MO0 TAJIO0TO, KOMTO ca MOJ00OHM Ha MHUIIIEHA WM KPBrooOpa3HH, YECTO C
MeXypueTa B cpejiaTa, JIOIIeHe Ha KOXKaTa, SI3BH B yCTaTa, I'bPJIOTO, HOCA, IOT€HUTAIUNATE U OYUTE.
Te3u Texxku KOXXHH OOPUBH MOTAT Ja ObJaT MPeAIecCTBaHN OT OBHIIIEHA TEMIIEpaTypa u
rpUMONoa00HN cuMnToOMH (CHHAPOM Ha CTUBBHC-/[P)KOHCHH, TOKCUYHA €THIEPMATHA HEKPOJIH3a).

. Kbnrenuna (moXbJITABaHE HA KOXKAaTa U OUYHTE).

o [MapkHHCOHU3BM - TOBA Ca CUMIITOMH, HanoJo0sBaiy Oonectra Ha [lapkuHCOH, KaTo Tpemop,

OpaavkuHe3us (3a0aBeHU IBUKEHHS) U CKOBAHOCT (CKOBAHOCT Ha MYCKYJIHTE).
MmHoro peaku: Morat aa 3acersat A0 1 Ha 10 000 xymm

o YepHoapoOHA HETOCTATHYHOCT.
o XenaTut (Bb3MaJeHUE HA YSPHUS IPO0).

C HeH3BeCTHA YeCTOTA: OT HAJIMYHHUTE JAaHHH He MO3Ke J1a 0bae HalpaB€Ha OLCHKa

o PasBuBane Ha 3aBucumoct oT [Iperadanmun Accord (JilekapcTBeHa 3aBHCUMOCT).

. Crnen cimpaHe Ha KPaTKOCPOYHO MU TBITOCPOYHO JICUCHHE ¢ TIperadaimH TpsOBa Aa 3HaeTe, Ue
MOJKETE 12 U3MHUTATE ONpeIeICHN HeXKEIaH! PeaKiiy, Taka HApEeUCHUTE PeaKkllui Ha OTHEMaHe
(BuxTe ,,Axo cTe cpenu npuemMa Ha [Iperadamun Accord®).

AKO MoJTy4nTe NMOAYyBaHe Ha JMIETO HIN e3MKa, WM aK0 KokaTa Bu ce 3a4epBu n 3amo4HaT Ja ce
o0pa3yBaT MexXypH WM KokaTa Bu 3anmodne 1a ce 6esn, TpsidBa He3a0aBHO 12 MOTHPCUTE
NMOThbpPCUTE MeTUIIMHCKA TOMOIII.

Omnpe/ieieHn HeXKETaH! PEeaKIUY, KaTO ChHIUBOCT, MOTAT Ja ObJIaT MO-4ECTH, Thil KATO MAIIMECHTH C
rppOHAYHOMO3BYHA TPaBMa MOTAT Jla PUEMAT U APYTH JIEKapcTBa 3a JieueHue, HanpruMep Ha Oonkara
WJIH MYCKYJTHHS CTIa3bM, KOUTO UMaT MOJ00HH Ha TperabainH HeXXeJaH! PeaKIy U TeKECTTa Ha Te3U
peaKIuu MOXe 1a HapacHe, KOraTo JIEKapCTBaTa ce MpueMat €JHOBPEMEHHO.

CremHaTa He)KellaHa PEaKIHs € ChOOIIeHa TIPH IIOCTMAPKETHHTOBHSI OITUT: 3aTPYIHEHO IUIIAHE,
MOBBPXHOCTHO JUIIIAHE.
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Cpo0maBaHe HA HesKeJIAaHU PeaKIIun

AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIIMU, yBeqoMeTe Barms nekap win hapMaieBT.
ToBa BKIIIOUBAa BCUUKH Bb3MOKHH, HEOMTMCAHH B Ta3U JINCTOBKA, HEXEIAHU peakuuu. MoxeTre ChIlo Aa
CHOOIINTE HEXKENAHN PEeaKIUK JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 32 ChOOIIaBaHe, T0COYEHa B
IIpunoxkenne V . Kato cro0mmaBare HeXKeIaHN peakIny, MOXKETe Aa JaIeTe CBOS IIPUHOC 3a MOJTydaBaHe
Ha MoBeye HH(POPMALIUS OTHOCHO 0€30MIaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Ilperadanun Accord

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JI€Ia.

He u3non3BaiiTe TOBa JIEKapCTBO CJIe]] CPOKa HA TOAHOCT, OTOENSI3aH BhPXY KapTOHEHATa OIIAaKOBKA MU
Oyrmnkara. CpoKbT Ha TOJHOCT OTIOBaps Ha MOCTIEIHUS ICH OT TOCOYEHUS MECEIl.

Toga JICKApCTBO HC M3MCKBa CICIHUAIHU YCIIOBUA 3a ChbXPaHCHUC.

Bbyrunkara or HDPE tpsioBa na ce u3non3pa B pamkure Ha 30 muu (3a 30 xancynu) u 100 gam (3a 200
KaICyJH) cie] IbPBOTO OTBapsHE.

He u3xBbprsiiTe TekapcTBaTa B KaHAIM3ALMATa WM B KOHTEHHEpa 3a foMaliHy otnaabuu. [lonutaiite
Bamms papmatieBT Kak J1a M3XBBPIIATE JIEKapCTBaTa, KOUTO Beue HE M3MO3BaTe. Te3u MEepKH 1ie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpeja.

6. Chabp:kaHue HA ONAKOBKATA M JONbJIHUTETHA HHpopManus

KakBo cbabpaxa Ilperadaann Accord

- AKTHBHOTO BEIIECTBO € nperadanuH. Beska TBbpia Kancysa ceabpka 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg, 300 mg nperadaiuH.

- Jlpyrute ChCTaBKH ca: HUIIECTE MpekKeTaTnHI3NpaHo, Taik (E553b), skenatuH, TATAHOB AUOKCH]T
(E171), HatpueB naypuicyndat, Y4epHO MACTHIIO (KOETO ChABpPIKa LIEJUIAK, TPOIMICHTIIUKOI,
xenezeH okcun yepeH (E172) u kanmueB XuapoKkcun).

- Karmcynute ot 75 mg, 100 mg, 200 mg, 225 mg u 300 mg chbABPKAT CHIIO U JKEIE3EH OKCHJL
uyepBeH (E172).

Kak nsraexxaga Ilperadaann Accord U KaKBO ChIbpP:Ka ONAKOBKAaTA

Benu nenpo3paunu/benu Henpo3paunu, pazmep “4” TBbPAH KEITaTHHOBU
25 mg xancynu Karcynu ¢ Haanuc “PG” Bppxy Kamadero u “25” BbpXy Ts10TO. Besika
KaricyJja € ¢ npubau3uTenaHa AboKiHa 14,4 mm.

Benu Henpo3paunu/benu Henpo3paynu, pazmep “3” TBbPAM KeJIATHHOBU
50 mg kancynu karicynu ¢ Haanuc “PG” Bppxy kamauero u “50” BppXy Tsm10TO. Besika
KarncyJia € ¢ MpuOJIM3UTENIHA IhJDKHHA 15,8 mm.

Uepsenu Henpospaunu/benn Henpo3paunu, pasmep “4” TBbpAN

75 mg xancynu JKEJIaTUHOBH Karicynu ¢ Haganuc “PG” Bbpxy Kamadero u “75” BbpXy
Ts10TO. Besika kancyna e ¢ npubnusurensa abppkuHa 14,4 mm.
UepBenu Henpo3padnu/UepBeHu HENMPO3payHH, pa3mep “3” TBbpAU

100 mg xancymau JKEJTaTHHOBH Karcyiu ¢ Haanue “PG” Bppxy kamadeto u “100” BBpxy
Ts10TO. Besika kancyna e ¢ mpubnu3urenta IpbkuHa 15,8 mm.

Benu nenpo3paunn/benu Henpo3pauHu, pasmep “2”° TBbPAU KEITaTHHOBU
150 mg kancynu Karcynu ¢ Hagnuc “PG” Bepxy kamadero u “150” Bppxy TsnoTo. Beska
KarcyJia € ¢ MpuOJIM3UTeNIHA IpJDKUHA 17,8 mm.
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OpanxeBu Henpo3padHr/OpaHkeBU HEMIPO3payHH, pazmep “1” TBbpau
200 mg kancynu YKEJIaTUHOBH Karicynu ¢ Haanuc “PG” Bppxy kanadero u “200” BbpXy
Ts10TO. Besika kancyna e ¢ mpubnusurenta appkuHa 19,3 mm.
OpamkeBu Henpo3padaw/benn Henpo3padau, pazMep “1” TBepan
225 mg Karcynu YKEJTaTHHOBH Karicynu ¢ Haamuce “PG” BppXy kamadero u “225” BbpXy
Ts10TO. Besika Karcyna e ¢ mpubnmsurenHa Jpbkuaa 19,3 mm.
Uepsenu Henpospaunu/benn Henpospaunu, pasmep “0” TBbpAK
300 mg kancynu YKEJIATUHOBH Karicynu ¢ Haanuc “PG” Bppxy kanadero u “300” BbpxXy
Ts10TO. Besika Kamcyna e ¢ mpubnmsurenHa apbkuaa 21,4 mm.

IIperabamuu Accord 25/50/75/100/150/200/225/300 mg TBBpaM Kancyiu ce mpeaiarat B OJUCTepH OT
PVC/Anymunuii B omakoBkH, chabpxkamu 14, 21, 56, 60, 84, 90, 100 wau 112 tBepau kancynu. OcBeH
ToBa, [Iperabanuu Accord 75 mg TBBpIM Kancyiu ce npeiarat u B 0muctepu ot PVC/Anymunmid, B
onakoBKH 1o 70 TBBPAU KarCyiu.

[pera6anun Accord 25/50/75/100/150/200/225/300 mg TBbpau kancynu ce npeanaraT B 100 x 1 TBbpan
karicynu B PVC/anymuaueBn neppopupaHu eTHOI030BH OJIMCTEPH.

[Iperadamun Accord 25/50/75/100/150/200/225/300 mg TBBpIM KarCyyu ce Mpeajarat u B OyTUIKa OT
HDPE, cvabpxama 30 uinu 200 TBbpAU Kancyu.

He BcHukM BHIOBE OMAKOBKH MOTaT jJa ObJAT MyCHATH Ha Ma3apa.

IIpuTexaTes HA pa3peLIeHUETO 32 ynoTrpeda
Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Hcmanus

IIpousBoauren

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Utrecht,
Hunepnannus

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,

95-200 Pabianice,

ITonma

Accord Healthcare Single Member S.A.
64th Km National Road Athens,

Lamia, 32009,

I'bprus

I[aTa Ha MOCJIECAHO MpepasrjaeKaaHe Ha JUCTOBKaTa

JApyru u3ToYHUIIM HA HH(OPMALUA

ITonpoOHa uHpOpMaLKs 3a TOBA JIEKApCTBO € peaocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus 1Mo
nekapcTBara http://www.ema.europa.eu.
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