MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

[Iperabanun Sandoz 25 mg TBBPAN KaICYIIH
[Iperabanun Sandoz 50 mg TBBPAN KANCYIH
[Iperabanuu Sandoz 75 mg TBBpAN KanCyITu
IIperabanuu Sandoz 100 mg TBbpAM Karcyin
[Iperadanun Sandoz 150 mg TBbpAM KanCynu
[Iperabanuu Sandoz 200 mg TBbpAM Karcyin
[Iperabanuu Sandoz 225 mg TBbpAM Karcyin
[Iperadanun Sandoz 300 mg TBbpAM KaNCyIn

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

IIperabanun Sandoz 25 mg TBBPAN KaICYIN
Bcesika TBBEpAa Karcyna chappka 25 mg nperadanus (pregabalin).

[Iperabanuna Sandoz 50 mg TBHPIU KANCYIH
Bcesika TBBEpAa Karncyna ceappxka S0 mg nperadanus (pregabalin).

[perabanun Sandoz 75 mg TBBPAN KANCYIH
Bcesika TBBEpAa Karcyna chappxka 75 mg nperadanuH (pregabalin).

[peradanun Sandoz 100 mg TBbpAM KaNCyIH
Bcesika TBBpaAa Karncyna ceappxa 100 mg nperadanus (pregabalin).

[peradanun Sandoz 150 mg TBbpAM KaNCynu
Bcesika TBBpIa Karcyna ceabpxa 150 mg nperabanun (pregabalin).

[pera6anun Sandoz 200 mg TBEPAM KAICYJIN
Besika TBBpaa kancyia chabpika 200 mg nperadanus (pregabalin).

[Iperabanuu Sandoz 225 mg TBEPAXA KAICYJIN
Bcesika TBBpHa Kancysa chabpika 225 mg nperadanud (pregabalin).

[Iperadanuu Sandoz 300 mg TBEPAX KAICYIIN
Besika TBBpaa kancyia chabpika 300 mg nperadanus (pregabalin).

3a IIBJIHUS CUCHK Ha ITOMOIIHHUTEC BEUICCTBA BHXXTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
TBepaa kancyna
IIperabanud Sandoz 25 mg TBEPM KalCyJIH

Henpo3paunu kamade u TSJI0 Ha Karcyata ¢ 671e/10 K bITo-KadsB I[BAT, pa3Mep Ha Karcysara 4
(14,3 mm x 5,3 mm), ceabprKa OsT 0 TOUTH OSUT TIpax.

IIperabanun Sandoz 50 mg TBBPAN KANCYIU
Henpo3paunu kamave u TS0 Ha KarcyyaTta CbC CBETIOXKBIT IBIT, pa3Mep Ha Karcysara 3
(15,9 mm x 5,8 mm), cpabpska OsuT 10 MOYTH OsLT Mpax.

IIperabanun Sandoz 75 mg TBBpAN KaNCyIu
Henpo3pauHo yepBeHO Karade U HEMpO3pavyHo OsUIO TSUIO Ha KarcyliaTa, pa3Mep Ha Karcynara 4
(14,3 mm x 5,3 mm), ceabpska Osu1 10 MOYTH OsLT Mpax.




IIperadanna Sandoz 100 mg TBHEpAM KaIICYJIH
Henpospaunu uepBeHH Kamayue U TS0 Ha KalcylaTa, pasMep Ha kamcyiara 3 (15,9 mm x 5,8 mm),
ChABPIKA OST IO MOYTH OSLT TIpax.

IIpera6anna Sandoz 150 mg TBEpAM KaIICYJIH
Hemnpo3spaunu Genu Karmade u TSUI0 Ha KarcyJsara, pa3mep Ha karncynara 2 (18,0 mm x 6,4 mm),
ChABPIKA OST IO MOYTH OSLT Ipax.

Iperabanus Sandoz 200 mg TBbpAM KANCYIH
Henpo3spaunu xamade u TA70 Ha Karcynarta ¢ 6Je100paHKeB BT, pa3Mep Ha Karcynara 1
(19,4 mm x 6,9 mm), chabpska OsuT 10 MOYTH OSLT Mpax.

[perabannn Sandoz 225 mg TBBPAM KaNCyIu
Hempo3spauno 011e100paHKeBO Karaue | HEMpOo3pavHo 0510 TSIIO Ha KarcyjiaTa, pa3Mep Ha
karcynara 1 (19,4 mm x 6,9 mm), chabpska Osu1 10 TIOYTH OsUT TIpax.

IIpera6anauu Sandoz 300 mg TBEpAMU KAICYIH
Hemnpo3spa4Ho 4epBeHO Kanaye U HEMpO3payHo ¢ 0J1e10 KBITO-Ka(siB BT TS0, pa3Mep Ha
karcynara 0 (21,7 mm X 7,6 mm), cbabpska Osu1 10 TIOYTH OsUT TIpax.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS
Hesponarna Gosnka

[Mperabanun Sandoz e mokasaH 3a JieueHHe Ha nepudepHa 1 [eHTpalHa HeBponaTHa 00JKa mpH
Bb3pPaCTHH.

Enunencus
[Iperabanun Sandoz e mokasaH KaTo A00aBbYHO JICUECHHUE [TPH Bh3PACTHH C TAPIIUAIHU IPUCTBIIN ChC
win 0e3 BTOPUYHA TeHepaTH3aIysl.

I'eHepaIM3UpaHo TPEBOKHO PA3CTPONCTBO
[Iperabdanun Sandoz e mokasaH 3a JieueHNE Ha FeHEPATIM3UPAHO TPEBOXKHO pazcTpoiicto (I'TP) npu
BB3PACTHH.

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

2!03I/I[ZOBKa

Jo3oBusar untepsain e ot 150 1o 600 mg Ha aeH, pa3npee’eHy B ABa UIH TPH NPHEMA.

Heeponamua 6o1xa

JledenueTo ¢ nmperabajivd MOXe Jia 3ar04yHe ¢ 1032 oT 150 mg Ha JeH, pa3jelieHa Ha JiBa WU TPU
npueMa. B 3aBUCUMOCT OT MHIUBUYaTHHS TEPAIEBTUYCH OTTOBOP Ha MAIlMEHTa H TIOHOCUMOCTTA
Jo3aTa Moxke J1a 0bJe yBenmueHa 1o 300 mg Ha JieH ciey MHTepBat oT 3 710 7 JTHU, a IpH
HEOOXOIMMOCT JI0 MaKcHMaiHa J103a oT 600 mg THEBHO, ClIe]] TOMBIHUTENICH 7-THEBEH HHTEPBAJ.

Enunencus

JleuenneTo ¢ nperabavH MOKe Jia 3armoyHe ¢ 103a oT 150 mg Ha jieH, pa3jiesneHa Ha JiBa Wk TPH
nmpueMa. B 3aBHCHMOCT OT MHAWBUIYyJTHAS TEPATICBTUYCH OTTOBOP HA MAIMEHTa U IOHOCUMOCTTA
Jo3aTa Moxke Ja 0b1e yBennueHa 1o 300 mg Ha nen cnen 1 cenmuna. Makcumannara go3a ot 600 mg
Ha JICH MOXe Ja ObJie JOCTUTHATA CC OIIE €HA JONBIHUTEIHA CEAMHUIIA.

I'enepanuzupano mpegodiCHo pascmpoiucmeo
[Jo3oBuar untepsain € ot 150 no 600 mg Ha ieH, pa3npeeneHy B ABa UM TPH NIPHEMA.
HeobxoanmoctTa 0T sieueHne TpsaoBa 1a Obe MPeoleHsIBaHa PEIOBHO.



JleuenuneTo ¢ mperabayimH MOKe J1a 3armovHe ¢ 1o03a ot 150 mg Ha geH. B 3aBucumMocT ot
WHIWBUAYaTHUS TEPaleBTUUEH OTTOBOP Ha MAaIMeHTa U MOHOCHMOCTTA J103aTa MOXe /1a Obe
yBenuueHa 10 300 mg Ha nen cnen 1 ceamuna. Cren eqHa JOMBIHUTENIHA CEAMUIA 103aTa MOXKE J1a
0bne yBenmuaeHa 1o 450 mg Ha gen. MakcumanHaTa 1o03a oT 600 mg Ha 1eH Moxke 1a Obae
JIOCTUTHATA CIIe]T OIIe €/THA IOMBJIHUTEIHA CEIMHUIIA.

IIpexpamsasane Ha nevuenuemo ¢ npe2abanum

B croTBeTCTBHE C HACTOAIIATA KIMHUYHA TPAKTHKA, aKO JICYEHHUETO C IperadainH TpsioBa na Obie
MpEKpaTeHo, Ce MPETopbUBa TOBA Ja CTaHE MTOCTEIEHHO B paMKUTE MUHUMYM Ha 1 ceamuiia,
HE3aBHCUMO OT ITOKa3aHUeTo (BXK. TOUkH 4.4 u 4.8).

bvopeuno yepesicoane

[Iperabanun ce eTMMUHUPA OT CUCTEMHATa [IUPKYJIalus I1aBHO Ype3 ObOpeyHa eKCKpenus B
HermpoMeHeH BuI. Thil KaTo KIMPHHCHT HA MperaballuH € IpaBo MPOMOPIUOHANICH HA KpEaTHHUHOBUS
KIUPBHC (BXK. TOYKa 5.2), HAMAISIBAHETO Ha J03aTa IPH MANMEHTH ¢ HapylIeHa Ob0pedyna (yHKITHs
TpsiOBa J1a ObJie HHANBUIYAIM3UPAHO B CHOTBETCTBHE ¢ KpeaTuHHHOBHSA KiupbHC (CLcr), kakTo e
nocoueHo B Tabmura 1, kaTo ce npuiara cienHaTa GopMyna:

1,23 x [140 - BB3pact ( rogunu)] x terjo (kg)

CLer (ml/min)= [ ] (x 0,85 3a xeHu)

cepyMeH KpeaTHHUH (umol/1)

I[Iperabanun ce oTcTpaHsABa epEeKTUBHO OT IUTa3Mata upe3 xemoauanusa (50 % oT 1ekapcTBOTO 32
4 gaca). [Ipu manueHTr Ha XeMOqUalIM3a JHEBHATA /1032 TperadanuH TpsiOBa aa ObJe aanThpaHa B
3aBUCHMOCT OT ObOpeuHara GpyHkuus. B mombiHeHHe KbM JHEBHATA /1032 HETTOCPEACTBEHO CIIE]T
BCsiKa 4-4acoBa XeMo/uanu3a TpsoBa ja Ob/e JajieHa JObIHUTENHA 1o3a (BK. Tabnuna 1).

Ta6auna 1. AjanTupane Ha 103aTa HA MPeradajuH B 3aBHCUMOCT 0T 0b0peyHaTa PyHKIUSA

Kpearununo knupbHc| O0Ia THEBHA 7032 HA iperadanux * PexuM Ha no3upane
(CLcr) (ml/min)

Haganna mo3a MaxkcumanHa g03a

(mg/nen) (mg/nen)
>60 150 600 JUTJT vmm TITJT
>30-<60 75 300 JIT, v TIIT,
>15-<30 25-50 150 EnHOKpaTHO THEBHO MM

AT

<15 25 75 EnHOKpaTHO JHEBHO
JlombJIHUTEHA 1032 HEMOCPEACTBEHO ClIe]l XeMoauann3a (mg)

25 100 Ennokparna mo3a *

TIIJ] = Paznenenu B Tpu npuema

HI1J1 = Paznenenu B ABa npuemMa

* O0maTa qHeBHa J103a (mg/eH) TpsiOBa 1a Objie pasaeiieHa, KakTo € yKa3aHo B peXKHUMa Ha JI03UpaHe,
3a Jla ce MmoJjiyyaT mg/mo3a

* JlonmbJIHUTETHATA 1032 € eHOKpaTHA

Yeprodpobno yepesicoane
Ipu nanueHTH ¢ YepHOAPOOHO YBPEKAAHE HE € HEOOX0IMMa MPOMSIHA Ha j03aTa (BK. Touka 5.2).



Ieouampuuna nonynayus

bezonacHocTTa M edukacHOCTTa Ha TTperadajvH MpH Jeia moj 12-ToAuIIHa B3pacT U IOHOIIU
(12-17-roaumiHa BB3pACT) HE ca yCTaHOBEHH. HaTMYHUTE OHACTOSIIEM JaHHH Ca OMMCAHH B
touka 4.8, 5.1 u 5.2, HO IPEeNOPBKHU 3a TO3UPOBKATA HE MOTaT J1a ObIaT JaJICHH.

Cmapuecka 6v3pacm
[Ipu nanyeHTH B cTapyecka Bh3pacT MOXKE Jla ce HaJIOXKK HaMallsiBaHEe Ha J03aTa Ha rperabaiuH
nopaau HamaneHa 0b0peuna GyHKIms (BXK. ToUka. 5.2).

Hauun Ha npunoxenue
IIperabanua Sandoz Moke 1a ce mprueMa ChC HiIH 0e3 XpaHa.
[Iperabanun Sandoz e camo 3a EPOPaTHO MPHUIIOKEHHUE.

4.3 IIporuBOomOKAa3aHUS

CBp’bXLIYBCTBI/ITCHHOCT KbM aKTHBHOTO BCIICCTBO HUJIM KbM HAKOC OT IIOMOUIHHUTEC BCIIICCTBA,
n30poeHu B Touka 6.1.

44 ChneuuajaHu npegynpe:kaeHus ¥ NpeanasHu MEPKH NpH ynorpeda

ITanmenTu ¢ auabdet

B CBHOTBECTCTBHUEC C HACTOAIaTa KIIMHUYHA HpaKTI/IKa HpI/I HSAKOU IMAIUCHTHU C ILI/Ia6CT, KOHUTO HaggaBaT
Ha TETJIO TPH JICYCHHE C MperadalinH, € He0OXO0AMMO aJaNTHPaHEe HAa aHTHINA0CTHUTE JICKApCTBEHU
TPOTYKTH.

Peaknuu Ha CBPBXYYBCTBUTCJIHOCT

OT MMOCTMApPKECTHUHI'OBUA OIMUT UMa C’bO6HICHI/I$I 3a pCaKIMU Ha CBPBbXYYBCTBUTCIIHOCT, BKIIFOYUTCIIHO
Clly4ad Ha aHTHoeaeM. AKO Bb3HUKHAT CHMIITOMH Ha aHTHOEIEM, KaTo IOIyBaHe Ha JIUIETO, OKOJIO
ycTaTa WK Ha TOPHUTE JUXATEJIHU IIBTHUIIA, IperabainH TpaOBa J1a ce crpe He3abaBHO.

TeXKH KOXKHU HEXKEIAHH PEaKIIUU

BBB BpB3Ka C JICUSHUETO ¢ MperadaivH PAAKO ce ChOOIaBa 3a TEKKH KOXKHU HEeXETIaH! PEaKIiu
(TKHP), BrittounTenso cunapom Ha Stevens-Johnson (SJS) u TokcnyHa enupepMaiiHa HEKPOJIU3a
(TEH), xouTo Morar jia ObJIaT )KUBOTO3aCTPAIIIABAIIN WITH C JIeTalieH u3xo . Koraro ce npeamnicaa
nperabaliuH, NalUeHTUTe TPAOBa a ObJaT HHPOPMHUPAHH 32 IPUHAIUTE U CUMIITOMUTE U J1a ObaaT
HAOJII0/JaBaHH C TIOBHUIIICHO BHUMAHKE 32 KOKHU PEAKIUU. AKO C€ TIOSBST NIPU3HALK U CUMIITOMH,
MOJICKA3BAlIllK 33 TE3U PEaKIUK, IPUEMBbT Ha IperadaauH TpsiOBa He3a0aBHO J1a Ce CIIpe | Ja ce
oOMucH qpyTo JieueHue (cropes HeoOX0IUMOCTTa).

3amaiiBane, CHHJIMBOCT, 3ary0a Ha Chb3HAHKWE, 00LPKBAHE M YMCTBEHO YBPEKIAHE

JleuenneTo ¢ mperabajivH € OUJI0 CBBP3aHO ChC 3aMaiiBaHe M CHHIMBOCT, KOMUTO OMXa MOTJIU J1a
YBEIIUYAT YeCTOTaTa Ha CIy4YailHO HapaHsBaHe (IajiaHe) MPU MalUeHTH B CTapuecka Bb3pact. MiMa u
MOCTMapPKETHHIOBY ChOOIICHHUS 3a 3ary0a Ha Ch3HaHHUE, OOBbPKBAHE U YMCTBEHO yYBpEXKIaHE.
CrneioBaTeNHO, MAIUEHTHUTE TPSIOBaA J1a ObAAT MOCHBETBAHM J]a OBAAT C MOBUIIICHO BHUMAHUE, I0KATO
HE CE€ 3aI03HaAT C MOTCHIMATHUTE €(PEKTH OT JIEKAPCTBEHUS MPOIYKT.

EdexTn, cBEp3aHH ChC 3pEHUETO

[Ipu KOHTpONMpPaHN U3NMUTBAHMUS, TO-TOJISIMA YACT OT NAMEHTUTE, JIEKyBaHH C mperadanuH, ca
CHOOIIVITH 32 3aMBIJICHO 3PEHHUE, B CPABHEHUE C TIAIIMEHTHTE, JIEKYBaHH C IJ1ane0o0, KOeTo €
OT3BYYaJIO B IIOBEYETO CIy4yau MPH MPOIBIDKUTETHO npriarane. [Ipu KIIMHUYHATE TPOYyYBaHUA,
KBAETO ca MPOBEACHN OPTAIMOJIIOTHYHHU U3CIEIBAHNS, YECTOTaTa HA HAMAJIIBaHE Ha 3pUTeNTHATa
OCTPOTa ¥ MPOMEHHU B 3pUTEITHOTO MOJIE € MO-ToJIsIMa MPH MALUEHTHTE, JIEKYBaHH ¢ IperadajvH,
OTKOJIKOTO TIPH MAIMEHTHTE, JIEKYBaHH C TUIae00; 4ecToTara Ha GyHOCKOIICKUTE TPOMEHH € TI0-
roJisiMa Npu MalueHTUTe, JeKyBaHu ¢ mianedo (Bx. Touka 5.1).




OT mOCTMapKETHHTOBHS OITUT CHIIO Ce CHOOIIABAT HEKETIAHW PEAKIINH M0 OTHOIICHNE Ha 3pEHUETO,
BKITIOUHTEITHO 3ary0a Ha 3peHue, 3aMbIIIIBaHE Ha 3PEHUETO WM JAPYTH IPOMEHHU B 3pUTETHATA
0CTPOTa, MHOTO OT KOHUTO ca Omiu npexogau. CrrpaHeTo Ha rmperadalnH MOKe J1a TOBeJe 10
OT3ByYaBaHE WJIU MOA00PsBaHE HA TE€3U 3PUTEITHU CUMITTOMU.

Bbr0Opeuna HEIOCTATHEYHOCT
CroOmaBar ce cirydau Ha ObOpedHa HEIOCTAThUHOCT, MPU HIKOM CIIyYaH MPEKPaTIBAHETO Ha
mmperadaanH Mokas3Ba 00paTHMOCTTA Ha Ta3H HEKeJIaHa JeKapCTBEHA PEaKIys.

Cnupane nmprieMa Ha ChI'bTCTBAIIM AHTUCTIHIICHTHYHH JICKAPCTBA

CepliecTByBaT HEAOCTATHUHO JaHHU 33 CHUPAHETO Ha NMPHEMA Ha ChITbTCTBAIIM AHTUEIMIICITUYHU
JIeKapcTBa ClIe]] TIOCTUTaHe Ha KOHTPOJI Ha MIPUCTHITUTE ¢ TIperadainH KaTo Jo0aBbYHA Tepamms, 3a 1a
ce MpeMrHe Ha MOHOTepanus ¢ mperadainH.

3acToifHa chp/ieYHa HEJOCTATEYHOCT

Hanmme ca mocTMapKeTHHIOBH CHOOIICHHS 32 3aCTOMHA Chp/IeYHA HEIOCTATHYHOCT MTPU HAKOH
MaIMeHTH, TToTy4YaBally nperabanuH. Te3u peaknuu ce HaOIoJaBaT IpeANMHO TIPH MAIIMECHTH B
cTapyecka Bb3pacT ChC ChPACYHO-CHIOBH YBPEKIAHHMS, 110 BpEeMe Ha JICUCHHE HAa HEBPOIIATHS C
nperabanuH. [Iperabania TpsiOBa fa ce M3MON3Ba ¢ BHUMAHNE TIPU TE3W TAIUEHTH.
[IpeycTaHOBsBaHETO Ha MperadaavH MOXKe Ja J0BEJE 10 OT3ByYaBaHE HA PEaKIHATA.

JleyeHue Ha IIEHTPaAIHA HEBPOMaTHA 00JIKa B Pe3y/ITaT Ha PhOHAYHOMO3bYHA TPABMa

[Ipu neueHueTo Ha IEHTpaIHa HEBpPOIaTHA 0OJIKa B pe3yJiTaT Ha IPhOHAYHOMO3bYUHA TpaBMa ¢ Ouiia
yBEJIMYCHA YECTOTATa HA HEXKEIIAHUTE PEaKIMU KaTo 1710, HEXKEIAHUTE PEaklny OT CTpaHa Ha
[ICHTpaJIHaTa HEpBHA CHCTEMa U 0COOEHO ChHIMBOCTTA. TOBa MOJKE 1a Ce OT/Ia/Ie Ha aJUTHBEH e(eKT,
JbJDKAI Ce Ha ChITBTCTBAIINTE JICKAPCTBEHH MPOAYKTH (HAIp. aHTH-CIIACTHYHU areHTH), IPUIaraHu
3a Teparnus Ha ToBa cheTosiHue. ToBa TpsiOBa 1a ce MMa IpeBUI, KOTaTo MperadairH ce MpeAnucBa 3a
TOBA CHhCTOSIHHE.

IloTuckane Ha AUIIAHETO

[TonmyueHu ca chOOIIEHHUS 3a TEKKO MOTUCKAHE Ha JIMIIAHETO BbB Bph3Ka ¢ yrnorpedara Ha
nperabanuH. [larmenTrure ¢ KOMIIpoMeTHpaHa quxareinHa (yHKIUS, TUXaTEITHO I HEBPOJIOTUIHO
3a0oisiBaHe, OLOPEYHO YBpEKJaHe, ChITHTCTBAINA YITOTpeba Ha cpencTa, motuckamu [{HC, u xopa B
cTapyecka Bb3pacT MOXE Jla ca U3JI0KEHHU Ha MO-BUCOK PUCK OT MOJIy4YaBaHE Ha Ta3W TEKKa HeXKelnaHa
peakitust. Moxe /1a ca HeoOXO0JMMH KOPEKIMU Ha J103aTa IPU Te3HM MalueHTH (BXK. Touka 4.2).

CyuniiHa uieanus 1 noBeieHnue

[Ipu manmenTy, JieKyBaHu ¢ aHTHenuiIenTHyHH Jekapctsa (AEJI) mo pasznuunu nokasanus, ca
ChOOLIaBaHU CyHIMIHA Uealns 1 oBeeHne. MeTa-aHajau3 Ha paHIOMU3HPaHH, TU1anedo
KOHTpoJsinpanu npoyuBanusi Ha AEJ] cbI110 moka3Ba MarbK, HO MOBHILEH PUCK OT CYWIIUAHA UACALINS
U noeeieHre. MexaHn3MbT Ha TO3M PUCK He e u3BecTeH. HabmogaBanu ca cirydau Ha CyHIMIHA
uealys U MOBeIeHHE NPY MMALUEeHTH, JIEKyBaHH C peradairH, B TOCTMAPKETHHTOBHSI OIUT (BXK.
Touka 4.8). lu3aiiHbT Ha ENMAEMHOIOTHYHO POYYBaHE C U3MOI3BAHE HA CAMOKOHTPOJIA
(cpaBHABaIIO NMEPHUOAX HA JIUEHHUE C IEPHOAN Oe3 JIedeHHe IPU OTJIEIHUS NMAIHEeHT) 0Ka3Ba JaHHH
3a MOBHUIIIEH PUCK OT HOBA MOsABA HAa CYWIIUIHO MOBEACHUE U CMBPT B PE3yTaT HA CAaMOYOHIICTBO IpH
NalUeHTHTE, JEKYBaHH ¢ IperadaivH.

[TanmenTure (v TUIaTa, KOUTO CE TPHIKAT 32 TIX) TPsAOBa fa ObAAT MOCHBETBAHM JIa IIOTHPCAT
MEAWIMHCKH CHBET IIPH MTOsIBA Ha MPU3HALIM Ha CYMIMIHA UJealysl UK rnoBeaeHue. [lannenture
Tpsi0Ba a OBAAT MpOCTEAsIBaHN 32 TPU3HAIN HA CYWIMIHA MICaIus U ITOBEICHNE U TPsiOBa Ja ce
IpenpueMe CbOTBETHOTO JieueHue. TpsOBa na ce 0OMUCIM IPEKpaTsBaHe Ha JICYUEHUETO C
nperabajiyH B CiIyyail Ha CyHIUAHA UIealns U MOBEACHHE.



Hawmanena ¢hyHKIMS Ha JOTHHS TACTPOWHTECTUHAICH TPAKT

MMa nmocTMapKeTHHTOBH CHOOIIIEHUS 32 CHOUTHA, CBBP3aHN C HaMaJeHa (DyHKIIHS Ha JOTHUS
TaCTPOMHTECTHHAJICH TPAKT (HAMp. HEMPOXOUMOCT Ha YepBaTa, MapauTHUCH WIEYC, 3aleK), KoraTo
nperadaauH € MpUeMaH 3ae/IHO C JICKapCTBa, KOUTO MOXKE Ja MIPEIU3BUKAT KOHCTHUIAIUS — HAIIPUMEP
onmrouIHN aHaTeTn. Korato nmperadannH 1 ONMMOW/IH IIIe CE W3ITOJI3BAT B KOMOHWHAIINS, TPSOBa 11a
ce B3eMaT MMPEABH]I MEPKH 3a IPEI0TBpATIBaHEe Ha KOHCTUTIAIMATA (0COOCHO MPH JKEHH U MAI[UeHTH B
cTapuecka Bb3pacT).

CroprcTBamia ynorpeda ¢ onuouau

[IpenopbyBa ce MOBHUILICHO BHUMaHKE NPH MPEANICBaHe Ha MperabairH 3a ChITbTCTBAIL IPHUEM C
onuouu nmopaau puck ot noruckane Ha LIHC (Bx. Touka 4.5). B npoyuBane ,,citydaif-kOHTpona“ mpu
JMLA, TPUEMAIly OIMOUAH, TP HALMEHTUTE ChC CHITBTCTBAIL IIPUEM Ha NperadajiuH U OIUOUAHN Ce
Ha0Jro1aBa MOBHILEH PUCK OT CMBPT, CBBP3aHa ¢ ynorpedaTa Ha OMMOUIHN, B CPAaBHEHHUE C TE3H
YIOTpeOsBaIM caMo ONHONIU (KOPUTHPAHO ChOTHOIIEHHE Ha mancoBete [aOR], 1,68 [95%

Cl, 1,19-2,36]). To3u moBHUIIIEH PHUCK ce HaOJIOAaBa IPH HUCKK 1031 mperadanud (< 300 mg, aOR

1,52 [95% Cl, 1,04-2,22]) u ¢ HanuIle TEHAEHIMS 3a TI0-BUCOK PHCK IIPH MO-BHCOKH TO3M IIPeradaInH
(> 300 mg, aOR 2,51 [95% CI 1,24-5,06]).

Henpasuana ynorpeba, noTEHIMAI 32 3J0YII0TPe0a MIM 3aBUCHMOCT

[IperabanuH Moke Ja MPeIU3BHUKA JICKAPCTBEHA 3aBUCUMOCT, KOSITO MOXKE JIa Bb3HUKHE MPH
TepaneBTUYHH 1031, ChOOIIaBaHU ca ClIydau Ha 3710ynoTpeba v HenpaBwiHa ynorpeba. [lanuenTu ¢
aHaMHe3a 3a 3JI0yNoTpeda ¢ BelecTBa MOXKe J1a ca C MO-BUCOK PUCK OT HEMPaBUIIHA yIoTpeoda,
350ynoTpe0da ¥ 3aBUCUMOCT OT MperadajivH ¥ ¢ Heo0X0AMMO IMOBUIIICHO BHUMaHUE TIPU yIIoTpedara
Ha TperabaluH Npu TakuBa nmanueHTH. [Ipenu npeanucBane Ha nperadaiuH TpsOBa Ja ce OLICHU
BHUMATEJTHO PUCKBT Ha MAI[eHTa OT HEMpaBUiIHA yoTpeda, 3M0ynoTpeda 1iTd 3aBUCUMOCT.

[MaumenTHTe, JeKyBaHu ¢ perabanuH, TpsiOBa fa ObIaT HaOII0NaBaHH 33 PU3HAIIM M CHMIITOMH Ha
HeTpaBiIHA yoTpeba, 3I0ynoTpeda Wil 3aBUCUMOCT OT MperadaiuH KaTo pa3BUBaHE Ha
TOJIEPAHTHOCT, HEOOXOIMMOCT OT MOBHUINIABAHE HA J103aTa, IIOBEJCHUE 32 HACOUYEHO ThPCEHE Ha
JIEKapCTBOTO.

CuMIITOMH Ha OTHEMAaHe

HabnronaBanu ca cMMITOMHE Ha OTHEMaHe TPU HAKOW MAIIMEHTH CIIe] CIIMpaHe Ha KPaTKOCPOYHO H
JBIITOCPOYHO JieueHue ¢ nperabannH. Cho0IaBaHu ca cleJHUTE CHMITOME: Oe3ChHUE, TI1aBoboIue,
rajieHe, TPEBOKHOCT, TUAPUS, TPUIICH CHHAPOM, HEPBHOCT, JACTIPECHS, CYHIIUIHA Uieanus, OoiKa,
KOHBYJICUH, XUIIEPXHUPO3a U 3amaiiBane. [losBara Ha cHMIITOMHU Ha OTHEMaHe Clief] PEKpaTsIBaHe Ha
npreMa Ha nperadajiiH MOXe Jla € ITOKa3aTelIHa 3a JICKAPCTBEHA 3aBUCUMOCT (BK. Touka 4.8).
[Marmenture TpsOBa 1a ObAAT HHGOPMUPAHH 3a TOBA IPH 3aNI0YBAHE HA JICUCHUETO. AKO JICUCHHETO C
nperabanuH TpsAOBa 1a Ob/ie IPEeKpaTeHo, MPENOPbYBa CE TOBA Jla CTaHE MIOCTETIEHHO B PAMKUTE Hali-
Majko Ha 1 ceamuIia, HE3aBUCUMO OT MTOKA3aHUETO (BK. Touka 4.2).

KOHBy.]'ICI/II/I, BKJIFOUUTCIHO CIUJICIITUYCH CTAaTyC U ICHEpAJIM3UPAH TOHUIHO-KIIOHUYHU I'bPYOBE,
MOIKE J1a HAaCTBIIAT I10 BPpEMC Ha yHOTpe6aTa Ha npera6aJmH HJIN CKOPO CJICA HETOBOTO IIPEKPATABAHEC.

I[aHHI/ITC 3a NPCKpATABAHC Ha IBJITOCPOIHOTO JICUCHHUC C npera6anHH IIOKa3Bart, 4€ 4ye€CTrorara nu
TCXKECTTAa HA CUMIITOMHUTEC HAa OTHEMAHE MOXKE 1a ca J0303aBUCHMU.

Exnedanonarus
CroOmiaBanu ca ciydau Ha eHIedaionaTus, IPeAUMHO MPU MAIMEHTH ¢ TIOJUIekKAIN 3a00sIBaHUS,
KOUTO MOTaT Jia YCKOPST Pa3BUTHETO Ha eHIledaonaTusi.

JKeHu ¢ neTepo/IeH NOTCHIMAI/KOHTPAIICIIIHUS

Vnorpebara Ha [Iperadanun Sandoz npe3 mbpBUsi TPUMECTBP Ha OPEMEHHOCTTA MOYKE J1a TIPEIU3BHKA
roJIEMHU BPOJICHU aHOMaJIMH Ha 1uioza. [Iperabanu He TpsiOBa J1a ce U3I0J3Ba 110 BpeMe Ha
OpEeMEHHOCT, OCBEH aKo I10J13aTa 3a MaikaTa HeChbMHEHO IPEBUIIaBa IOTSHIMAIHUS PUCK 3a deTyca.
JXKenute ¢ gerepoeH MOTEHIMA TPOBA J1a M3OI3BAT €(hEeKTHBHA KOHTPALICTIIHS 110 BpeMe Ha
JedeHuero (Bx. Touka 4.6).




4.5 BzaumopaeicTBHE ¢ IPYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMu HA B3auMo/elicTBHE

Tbit kaTo nperadalivi ce eKCKpeTHpa NPeAMMHO B HEITPOMEHEH BUJ B ypUHATa, METa0OIU3UpPa Ce
npeHeOpeK MO MaTKo TpH xopa (< 2 % oT J03aTa ce yCTaHOBsBA B ypuHaTa 1o (hopmara Ha
MeTabOINTH), HE HHXHOUPA JIEKapCTBEHMS METa00IM3BM iN Vitro U He ce CBbp3Ba ¢ IIa3MEHHUTE
OCNTHIM, MAJIKO BEPOSATHO € TOH Jla MpeN3BUKBA WK J]a Y4acTBa BbB ()apMaKOKHUHETHYHHU
B3aUMOJICHCTBUSI.

In Vivo mpoyuBaHus U MOMyJIAHOHEeH hapMaKOKWHETHUYCH aHATN3

CnOTBETHO, B iN VIVO TpoyuYBaHus He ca HaOII0aBaH! KIMHHYHO 3HAYUMH (DapMaKOKHHETHYHH
B3aMMOJICHCTBHUS MEX Ty MperabaniH u GeHNTONH, KapbaMas3ennH, BAIIIPOeBa KUCENHa,
JIAMOTPUTHUH, Ta0aneHTHH, JIOpa3ernaM, OCKMKOJIOH WK eTaHouI. [lomynanuones ¢papMakOKUHETHYCH
aHaJIN3 MTOKa3Ba, 4e NEePOPATHUTE aHTHIUA0CTHU CPE/ICTBA, TUYPETUIINTE, HHCYJIUH, eHOOapOouTa,
THAraOWH W TOMUpaMar HIMAT KIMHUYHO 3HAUYUM e(eKT BbPXY KIMPBHCA HA IperadaivH.

[lepopaJilHy KOHTPAIENITUBHU CPEICTBA, HOPETUCTEPOH W/WIIM €TUHWII €CTPaHOoI
EnHOBpeMEHHOTO MPUIIOXKEHHUE Ha MperadalvuH U NepOpaIHUTe KOHTPALCTITUBHY CPEICTBA
HOPETUCTEPOH /WM €THHUII €CTPAJHOI He NMOBIHUsIBA (PapMaKOKMHETUKATA IIPU CTALIMOHAPHO
CBCTOSIHUE HA HUTO €/IHO OT TE3U BEILECTBA.

JIekapCTBEHH MPOIYKTH, TIOBIUSBAIIHN IIEHTPATHATA HEPBHA CHCTEMA
[Iperabanun Moke Ja 3acHian ehEeKTUTE Ha €TAHOJ U JIOpa3eram.

OT ocTMapKeTUHIOBUS OIIUT UMa CHOOLICHHUS 3a TUXaTeJIHa HEIOCTaThYHOCT, KOMa U CMBPTHHU
CJIydYad MpH NAlMeHTH, IPUEeMAaIly NperadaiuH U OMUOUIH W/WIN APYTHU JIEKapCTBEHU IPOIYKTH,
notuckamy neHrpantara Hepsaa cucrema (LIHC). TIperabanva BeposTHO MMa aTMTHBHO JCHCTBHE
BBbpPXY HapyLICHUATA Ha KOTHUTHBHATA U IBUTATeNTHATA (QYHKIHS, TPUIMHEHN OT OKCUKOJIOH.

B3auMonecTBUS U NALIMEHTH B CTapyecKa Bb3pacT

He ca npoBexnanu criennuyuHN MPOyYBaHuUs 32 (papMakoAMHAMUYHHUTE B3aMMOJICHCTBUS IPH
JI00pOBONIIM B cTapyecka Bb3pacT. IIpoyuBaHus 3a B3aUMOACHUCTBHATA Ca IPOBEXKAAHN CaMO IIPH
BB3PACTHHU.

4.6 @epTHAUTET, )PEMEHHOCT H KbpMeHe

Kenu ¢ nereposien noreHiman / Konrparenims
JKenute ¢ geTepojicH MOTEHIIMAN TPsIOBa Ja W3MOJI3BaT e()eKTUBHA KOHTPAIICIIUS 110 BpeMe Ha
neueHneTo (BK. Touka 4.4).

BpemenHoct
[IpoyuBaHuUsTA IPH )KUBOTHU TTOKA3BAT PEMPOAYKTHBHA TOKCHYHOCT (BXK. Touka 5.3).

YcraHoBeHO e, e mperadainyuH MpeMruHaBa Ipe3 IUIaleHTaTa Mpy ITbXoBe (BXk. Touka 5.2). BeamoxxHo
e nperabajiuH 1a IpeMUHE Mpe3 IUTaleHTaTa [Ipy Xopa.

Tl'onemu BposieHu Mandopmarmu

JlaHHHTE OT CKaHAMHABCKO 00CEPBAIIMOHHO Tpoy4BaHe mpu moeeue ot 2 700 OpeMeHHOCTH ¢
€KCIO3MLMS Ha IperabainH npe3 MbPBHUS TPUMECTHP MOKa3BaT [10-BUCOKA YECTOTa Ha TOJIeMU
Bpozaenu mandopmaryu (I'BM) B mequarpudnata momynaius (3KHBO- I MBPTBOPOJICHH) C
SKCIIO3HIIMS Ha IperadairH B CpaBHEHHE ¢ omynaimsaTa 6e3 excriozuiust (5,9 % crpsimo 4,1 %).

Puckbt or 'BM B neanaTpuyHaTa Momysianus ¢ eKCIO3UIUs Ha TPeradaiuH Mpe3 TbPBUS TPUMECTHP
€ MaJIKO TI0-BUCOK B CPaBHEHHE C MOMYyJIalusaTa 0€3 eKCIOo3MIIUs (KOPUTHPAaHO ChOTHOIICHHUE Ha
gectoTa 1 95% momepurenen uatepsa: 1,14 (0,96-1,35)), kakTo U B CpaBHEHHE C MOMYJIAIUATA C
excriosuiys Ha mamotprxkud (1,29 (1,01-1,65)) v Ha aynokcetus (1,39 (1,07-1,82)).



AHaIM3UTE TI0 OTHOIIICHHE HA KOHKPETHU Ma(opMaliuy OKa3BaT IMo-BHCOK PUCK OT MayihopMaruu
Ha HepBHATa CHCTEMa, OKOTO, 00pa3yBaHe Ha opodallialHy [IeMTHATHHH, MaJ(OopMaliy Ha MUKOYHHUTE
M'BTHINA ¥ TCHUTAJIUHUTES, HO OPOAT € MATbK M U3UUCIICHUATA Ca HETOYHH.

IIperabanuu Sandoz He TpsiOBa na OBE U3IMOI3BAH MO BpeMe Ha OpeMEHHOCT, OCBEH B CIydail Ha
KaTeropuuHa HeoOXOIUMOCT (aKo T0oN3aTa 3a MalikaTa KaTeropuyHO HaIXBHPIIS MOTCHIIHATHUS PUCK
3a (heryca).

Kwpmene
[Iperabanun ce ekckpeTrpa B KbpMaTa (Bxk. Touka 5.2). EdexTbT Ha nperadanuH npu

HOBOpOI[eHI/I/K’bpMa‘lCTa HC € U3BCCTCH. TpH6Ba Ja €€ B3CMC PCHICHUEC JaJIM [a CC MPCYyCTAHOBU
KBbPMCHETO UJIN a C€ NMPECYCTAaHOBU TCpaIuATa C npera6aJmH, KaTo C€ B3€MaT IPCABU/ I10J13aTa OT
KBbpPMCHETO 3a ACTCTO U I10JI3aTa OT TCpAIlUATa 3a JKCHATa.

depTunurer
Hsama xnmuHIYHN 1aHHY 32 epeKTrTe Ha nperadalinH BbPXY JKEHCKUS (epTUITUTET.

B KJIMHUYHM MPOYYBAHUs 32 OLCHKA e(eKTa Ha IperabdaluH BbPXY MOJABMKHOCTTA Ha
CIIEPMATO30UIUTE, 3APABU MBXKEe TOOPOBOJIIM Ca EKCIIOHUPAHH Ha MperabaluH MpHu 1032 OT
600 mg/ml nueBHo. Cnienn 3 Mecela ieueHre He € UMao e()eKTH BbPXY MOJBIKHOCTTA Ha
CIIepPMAaTO30UIUTE.

[TpoyuBane 3a GpepTUIUTET MPHU KEHCKH ILTHXOBE MMOKa3Ba HEXETaHU e(DEKTH BHPXY
penpoayktuBHocTTa. [IpoyuBanus 3a GepTUIMTET IPU MBKKH TUTbXOBE TIOKa3Ba HEXKEJIaHU CPEKTH
BBPXY PENPOAYKTUBHOCTTA U pa3BUTHETO. KiIMHMYHATA 3HAYMMOCT Ha T€3M HAXOJKH € HEU3BECTHA
(Bxk. Touka 5.3).

4.7 EdexTn BbpXy cioco0HOCTTa 32 modupaHe 1 padboTa ¢ MAIINHH

[Iperabanun Sandoz Moxke 1a MOBJIKsIC B MaJIKa JI0 yMEepEHa CTEIECH CIIOCOOHOCTTA 3a modupaHe u
pabota ¢ mamunu. [Iperadanun Sandoz Moxe 1a MPUYUHU 3aMasHOCT M CHHIIMBOCT U CJIEI0BATEIIHO
MO’e€ JIa TTOBJIHsIE CIIOCOOHOCTTA 3a modupane win paborta ¢ Mamuad. Ha nanmenture ce
npernopbyBa aa He modupar, 1a He paboTsT ChC CIIOKHUA MAIIWHH WIH Ja Y9aCTBaT B APYTU
HOTEHIMAIHO PUCKOBH JICWHOCTH, JIOKATO ce pa3depe Aajiu TO3H JIEKapCTBEH MPOAYKT 3acsra TsXHaTa
CIIOCOOHOCT J1a M3BBPIIBAT TE3H JCHHOCTH.

4.8 Hexenanu JeKapcTBeHH peaKuu

KnunanynaTa nmporpaMa Ha nperabanu e BxmouBana Hag 8 900 manueHTH, N3M0I3BaIN peradaiuH,
Hax 5 600 oT KOWUTO ca B3eJH yJacTue B JBOWHO-CIIENH TU1ane00 KOHTPOIMPaHu NpoyuBaHus. Haii-
YecTO ChOOIIaBaHNTE HEXKENIAHH PEaKIUU ca OWIIM 3aMastHOCT M ChHIMBOCT. Hexxenanure peakiyn
0OMKHOBEHO ca OMJIH JIEKH 0 YMEpEHH 1o cuiia. YecToTara Ha NPeKbCBaHE Ha JICUEHUETO [TOpaIn
HE)KEJIaHU PEaKLMy 3a BCUYKH KOHTPOJIIMPAaHU NpoyyBaHus € Omia 12 % npu nanueHTH, IoTyvaBarin
nperabanut, u 5 % npu NalMeHTH, MoJTy4aBaiy miaie6o. Hali-uecTure HexenaHu peakinu, J0BEIH
JI0 IPEKbCBAHE Ha JICYEHUETO, B TPYIIH, JIEKYBaHH C mperadanrH, ca Ouin 3aMassHOCT U ChHIMBOCT.

B tabmauma 2 mo-moi1y ca n30poeHH 1Mo KiacoBe u yectota (MHOro yectu (> 1/10); gwectu (> 1/100
10 < 1/10); mewectn (> 1/1 000 mo < 1/100); peaxu (> 1/10 000 mo < 1/1 000); MHOTO peaKH

(< 1/10 000), c Hen3BecTHA yecToTa (OT HATMYHHUTE JAHHHU HE MOXKE J1a O'bJie HallpaBeHa OleHKa)
BCUYKH HE)KEJIaHW JIEKaPCTBEHH PEAKIIMU, KOUTO Ca HACTBITWIN C YeCTOTa, MO-ToJIsIMa OT Tu1aledo u
NIPY TIOBEYE OT €JIUH MAIHeHT.

BnB Besiko rpynupaHe 1mo 4e€CToTa, HEXKCIAaHUTE e(l)CKTI/I ce I/136p0$[BaT B HU3XOJAIL pe/ IO OTHOLICHUEC
Ha CEPHUO3HOCTTA.

I/I36p0€HI/ITC HCXKCIJIaHU PCAKIIUH MOTaT Aa 6’I>,I[aT CBBbpP3aHU U C IMOAJICIKAIIOTO 3a00msaBaHe U / LU
ChIIBTCTBAIIM JICKAPCTBCHU IMTPOAYKTH.



I[Tpu edeHneTo Ha LEHTpaTHA HeBpOIaTHa OOJIKa B pe3yJNITaT Ha IPhOHAYHOMO3bYHA TPaBMa € Ouiia
yBEJIMYCHA YECTOTAaTa HA HEXKEITAHUTE PEaKIMU KaTo 510, HeXKeJIaHuTe peakuuu ot crpaHa Ha [ITHC u
0COOCHO CHHIIMBOCTTA (BXK. TOUKa 4.4).

JIOBJIHUTEIHUTE PEAKIIUH, ChOOIIIEHH OT IIOCTMAPKETHHTOBHSI OITUT, ca Mapkupanu B Italic B
CIIUCBHKA MO-JI0ITy.

Tadauua 2. HeskelaHu JieKaAPCTBEHU PeaKIuM, MPeIu3BUKAHU OT Nperadajaud

CucremMo-opraneH Kjiac Hexenanu JekapcTBeHH peaKnnu
Nudexunu u undecranun

Yectn Hazodapuarur

Hapymennsi Ha KpbBTa M JUM(pHATA cUCTEMA

Heuectn HeyTtponenus

Hapyuiennsi Ha MMyYHHATa CHCTEMA

Heuectn Cepvxuyscmeumennocm

Penxu Aneuoeodem, anepeuuna peaxyus
Hapymenus Ha Mmeta0o1u3Ma U XpaHEHETO

Yectn 3acuiiBaHe Ha aneTuTa

Heuectun AHOpeKcHs, XUITOTITUKEMHUS
[cuxnynmn HapymeHust

Yectu Eydopuuno HacTpoeHue, 00bPKAHOCT, pa3Iipa3HUMOCT,
Je30pueHTanus, 6e3ChbHIE, HAMAICHO JTUOHT0

Heuectn XanronuHanus, TaHMYecKa ataka, 0e3MOKOHCTBO, Bh30yAa, JeTpeCHs,
MOTUCHATO HACTPOEHUE, IPUIIOBIUTHATO HACTPOCHUE, acpecus,
MIPOMEHH B HACTPOCHHUETO, JCTIEPCOHAIU3AIIHS, TPYIHO HAMUPAHE Ha
JTyMH, TIATOJIOTUYHH CHHUIIA, TIOBUIIIEHO JTUOWI0, aHOPTa3MHus,

anaTus
Penxn HeB®3abpxkaHOCT, CyHIMTHO TTOBEICHUE, CYHUIIUTHA HIICaIHS
C Heu3BeCTHA YECTOTA Jlexapcmeena 3asucumocm

Hapyumenusi Ha HepBHaTa cucTeMa
MHoro uectn 3aMasiHOCT, CHHIIMBOCT, IJ1aB00OHE

Yectu ATakcus, HapylieHa KOOpAWHAIMS, TPEMOD, TU3aPTPHsI, aMHE3uS,
HapyllICHHs Ha [TaMeTTa, HAPYIIECHNUs] HA BHUMAHKUETO, IAPECTE3HH,
XUIIOECTE3Us, CEIUPaHe, HAPYIIEHO PABHOBECUE, JIETAprus

Heuectn CuHKoOII, CTYNIOp, MUOKIIOHYC, 3¢2)0a Ha Cb3HAHUe, TIOBUILCHA
[ICUXOMOTOpPHA aKTUBHOCT, TUCKUHE3NS, 3aMasiHOCT NIPH U3MPaBSHE,
MHTEHIIMOHEH TPEMOP, HUCTarbM, KOTHUTUBHO Pa3CTPOMCTBO,
YMCMEeHo yspedicoare, TOBOPHO HapyILIEeHUE, XUIOpeQIIeKCHsl,
XHUIIEPECTE3Msl, YyBCTBO Ha IIAPEHE, arey3usi, 0010 HEPa3noaIoiceHue

Penxu I'vpuose, mapocMusl, XUIMIOKUHE3US, TUCTpadusl, TaPKUHCOHU3IbBM

Hapymenus Ha ouuTe
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CucreMo-opraHeH Kjiac Hesxes1aHu JIeKapCTBEHH PeaKInu
Yectn 3aMBITICHO 3pCHHE, TUILTOMHS

Heuectn 3ary0a Ha mepudepHo 3peHre, 3pUTEITHO HAapyIIeHHe, OTOK Ha OYHUTE,
JIeeKT B 3pUTEITHOTO TOJIE, MOHIKEHA 3PUTEITHA OCTPOTA, OOJIKH B
OYUTE, aCTCHOIUS, (POTOIICHS, CyXOTa B OUHTE, IIOBUIIICHA
JaKpUMAIHs, IPa3HEeHE B OUUTE

Penku 3aeyba na 3penue, kepamum, OCIHAIONCHS, HAPYILICHO 3PUTEITHO
BB3MPUATHE 33 ABIOOYMHA, MUAPHA3a, CTPAOU3bM, TIOBHUIIIEHA IPKOCT
Ha o0Opazure

Hapymennsi Ha yXoTo M JIAOMPUHTA
Yectn Cepreynn
Heuectn Xurepakysuc
Cbpaeynu HapyuieHust

Heuectn Taxukapaus, aTpuOBEHTPHUKYIapeH 00K | cTernen cuaycoBa
OpaIuKapIus, KOH2EeCMUBHA CbPOeUHA HEOOCAMbUYHOCN

Penku Yowncasane na QT unmepeana, CAHyCOBa TaXUKapAWS, CHHYCOBa
apuTMuUs

CbaoBu HapyLieHust

Heuectu XHUIOTOHMSI, XUIIEPTOHUS, TOPEILH BbIIHY, 3a4EPBIBAHE, CTYJCHU
KpalHHULINA

PecnnupaTopHu, rpbIHM M MeAUACTHHAIHH HAPYILIEHHS

Heuectu JucnHes, envicTakcHC, KalDINIA, Ha3aIHa KOHTEeCTHS, PHHUT,
XBpPKaHE, CyX0Ta B HOCA

Penku benoopoben omok, crirane B I'bpPIIOTO
C Heu3BECTHA YECTOTA IToruckaHe Ha OIUITAHETO
CToManHO-YpeBHU HAPYLIEHUS

Yectu [orpsitane, cadene, 3anek, ouapus, GhiaTyIeHIMs, TOIyBaHe Ha
KOpema, CyX0oTa B ycTaTa

Heuectn I"actpoesodareaneH pedirykc, HOBUIIEHO CIFOHOOTIEIISHE,
XHUIIOECTE3Hs HA YCTHATa KyXUHA

Penxn Ac1uT, TaHKPeaTuT, nodysane Ha e3uxa, nucharus

XenaToOnJIuaApHU HAPYLICHHUS

Heuectu [ToBuIIeHN CTORHOCTH HA YEPHOIPOOHHUTE CHIUMU ¥
Penxu Konrenunia
MHoro penku UepHoipoOHA HEAOCTATHYHOCT, XCTIATUT

Hapymemm Ha KOXKaTa "M MOJAKO0KHATA TbKAaH

Hewectn [lamyno3eH oOpuB, ypTUKapHs, XULIEPXUAPO3A, HPYPUMYC
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CI/lCTeMO-OpFaHeH KJjac Hexenann JICEKAPCTBECHU PCaAaKIUU

Penxu TokcuuHa enmaepMaiHa Hekponmsa, Cunopom na Stevens Johnson,
CTyZEHA MOT

Hapymelmﬂ Ha MYCKYJIHO-CKeEJI€THATA CUCTEMA U CbCIMHUTECIHATA ThbKAaH

Yectn MycKyJIHI KpamIiy, apTpairus, O0JKH B I'bp0a, O0JNKH B KpaltHIIK,
LIEPBUKAJIEH CIa3bM

Heuectn IlonyBaHe Ha cTaBUTE, MHAJITHUS, MyCKYJIHU ITOTPENIBAHU, OOJNKH BbB
BpaTta, MyCKyJIHa CKOBaHOCT

Penxu Pa6momuonmsa

Hapymenusi Ha 0bOpenuTe U MUKOYHUTE MbTHIIA

Heuectn MNHKOHTHUHEHIMS Ha ypUHAaTa, JU3YPHUs

Penxu BrOpedna HenOCTaTHUHOCT, OJIUTYPHSL, pemeHyus Ha YpuHa

Hapyule}mﬂ Ha BbB3NPOU3BOAUTETHATA CACTEMA U I'bpJAaTa

Yectu Epexrunna qucdyHkms

Hegectn Cexkcyanna aucyHkuus, 3a0aBeHa edKyIanus, IMCMeHopes, OOJIKU B
rbpaara

Penku AMeHopes, cekpelus OT I'bpJaTa, yrojieMsiBaHe Ha I'bpJUTE,
2uHeKxomacmus

OO0 HapymeHust 1 e()eKTH HA MSICTOTO HA MPUWIOKEHUE

Yectn [lepudepnu otony, enem, HapyIeHa IOX0AKa, TaJaHe, YyBCTBO 32
OTMSTHEHUE, HEOOMYAHO ycellane, yMOpIeMOCT

Heuectn ['eHepaiiuzupaH 0TOK, OMOK HA uyemo, CTATaHe B TbpauTe, 00JKa,
MMUPEKCHS, KaK/a, CTYJIEHH TPHIIKH, ACTCHHS

H3zcnenBannsa

Yectu VYBennuaBaHe Ha TEIECHOTO TETIIO

Heuectn [loBumenue Ha kpeaTnHUH GocoKkrHAZaTa B KPHBTA, IOBUIICHNE HA
KpbBHATa 3axap, HamalieH’e Ha Oposi Ha TPOMOOIMTHTE, TOBUIIICHUE
Ha eraTI/IHI/IHa B KpT)BTa, IIOHN>XXCHUC HA KaJIUA B Kp’bBTa, 33Fy63 Ha
TEJECHO TETJIIO

Penxn [Tonmkenue Ha OpOst HA JICBKOITUTHUTE

*[loBuiieHue Ha ataHuH amuHOTpaHchepasara (ALT) u Ha acnaprat amuHoTpaHcdepasara (AST).

HabnronaBanu ca cMiMITOMHE Ha OTHEMaHe CIIe/l CTUpaHe Ha KPATKOCPOYHO U JIBITOCPOYHO JICUEHHUE C
nperadanud. Cro0IaBaHM ca CICAHUTE CUMIITOMH: Oe3ChHHME, IT1aB000JIUE, rajIeHe, TPEBOKHOCT,
JMapysi, TPUIICH CHHAPOM, KOHBYJICHH, HEPBHOCT, JICTIPECHs, CYHUIIMIHA Uealus, 00JIKa,
XUINEPXHUIPO3a U 3aMaiiBane. Te3u cuMIIToMHu MOKe J1a ca TMOKa3aTeTHN 3a JICKAPCTBEHA 3aBUCUMOCT.
[TanuenTure Tpsa6Ba na ObaaT MHGOPMHUPAHU 32 TOBA NPU 3all0OYBAHE HA JICUSHUETO.

I[aHHI/ITC 3a NPCKpaATABAHC Ha IBJITOCPOIHOTO JICUCHHUC C npera6anHH IIOKa3BaT, 4€ 4€CTOTaTa "
TEXKECTTa Ha CUMIITOMHTE Ha OTHEMaHe OuXa MOTJIu Ja 6’I>,Z[aT J0303aBHUCUMH (B)K. Touku 4.2 1 44)
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IlenmarpudHa Homyams

[IpodmrbT Ha Ge30macHOCT Ha MperabayivH, HaOII0IaBaH B TIET NIETUATPUYHH TPOYYBAHUS MIPH
NaIMEHTH C MapUUaIHU IPUCTHIIN ChC WK 03 BTOpUYHA reHepanu3anys (12-ceqMUYHO mpoyyuBaHe
3a OIICHKA Ha e(PUKACHOCTTA U OE30MAaCHOCTTA MPU MALMEHTH Ha BB3pacT oT 4 10 16 roaunu, n=295; B
14-mHeBHO TpOyYBaHe 3a OIeHKa Ha e(hMKaCHOCTTA M OE30TTaCHOCTTA TIPY MAIMEHTH Ha BB3PacT OT

1 mecen 1o mo-Manko ot 4 roguau, n=175; B mpoy4yBaHe 3a papMaKOKWHETHKA U TOHOCHMOCT, N=65 1
B /IB€ |-TOAWIIHM OTBOPEHHU MPOYYBaHMS 3a MpociesBane Ha Oe3onmacHocTTa, n=54 1 n=431), e
moo0eH Ha TO3W, HaOI0JaBaH MMPH MPOYIBAHUATA IIPU BH3PACTHU MALMEHTH ¢ emmiencrs. Haii-
YECTHUTE HEeXKEIaH!U ChONTHS, HAOM0qaBaH! B 12-CeIMUYHOTO MTPOyYBaHe C JICYeHHUE ¢ mperadaii, ca
CHHJIMBOCT, TUPEKCHS, MH(EKITUI Ha TOPHUTE TUXATCIHH IIBTHIIA, TIOBUIIICH alleTUT, IOBUIIIABAHE HA
TErJo0To U Ha3o(apuHruT. Haii-uecture Hexxenanu crOUTHs, HaOMogaBaHu B 14-AHEBHOTO MPOYYBaHE
Ha 12 nedenue ¢ nperabaiuH, ca CHHINBOCT, HH()EKIHI Ha TOPHUTE TUXATETHHA THTHIIA U TUPEKCHS
(Bx. Toukn 4.2, 5.1 u 5.2).

Cpo011aBate Ha NOJA03UPAHU HEKEIAHU PEAKIIMHI

Cro01maBaHeTo Ha IMOIO3MPAHN HEXKENIaHU PEaKIUH CIIe]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHHUS
MPOAYKT € BakHO. TOBa MMO3BOJIsABA Ja MIPOIBIKH HAOIOICHHUETO Ha ChOTHOIIICHUETO MOJI3a/PUCK 32
JIEKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIUATICTH CE U3MCKBA J]a ChOOIIABAT BCSIKA
MOI03UPaHa HeXKeaHa Peakus Ype3 HAIMOHAIHA CUCTeMa 33 ChOOIIaBaHe, IIOCOYCHA B

[punosxxenue V.

4.9 TIlpemo3upane

Haii-yecTo cbo011aBaHUTE HEXKENIaHH JIGKAPCTBEHH PEAKIUU OT MOCTMAPKETHHI'OBUS OTIHT,
HaOJIr0aBaHy NPU Mpelo3upaHe Ha MperadaluH ca BKJIIOYBAIN ChHIUBOCT, ChbCTOSHUE HA 0OBPKBAHE,
BB30y1a 1 6e3mokoicTBo. [lomyuenu ca chOOIIEeHUS 1 32 MPUITA TBIIH.

B penxu ciyvau ca goKiIaBaHu cliydad Ha KOMa.

JledenueTo npu npeo3upaHe Ha nperadaivH TpsiOBa Ja BKIIIOUBA OOIIM MOIIBPIKAIIN MEPKHU U
€BEHTYAJTHO XeMOIajIn3a pH HyX/1a (BkK. Touka 4.2, Tabnuia 1).

5. ®APMAKOJIOTUYHU CBOMCTBA

51 ®apmakoguHAMUYHH CBOMiCTBA

®dapmakoTepareBTHIHA TpyHa: AHAITETUYHY CPEACTBA, IPYTH aHAITSTUIHN U aHTUITUPETUIHA
cpeacta, ATC xon: NO2BF02.

AKTHBHOTO BEIIECTBO MPErabaiiH € aHAJIOT Ha raMa-aMUHOMACIICHATa KUCEInHa
[(S)-3-(amuHOMETHT)-5-MeTHIIXEKCAHOEBA KUCEIIHHA].

MexaHu3bsM Ha JIEUCTBUE
[Iperabanuu ce cBBp3Ba ¢ JOIIBIHATEHATA CYOeIUHUIIA (02-0 OENTHK) HA BOJITAXK-3aBUCHMHTE
KaJII[MeBH KaHAJIU B [ICHTpaJHAaTa HEPBHA CUCTEMA.

Kinnnnuna edukacHocT 1 6€300aCHOCT

Hesponamna 6oaxa

EdextuBHOCTTa € 0Ka3aHa B M3MUTBAHUS MPU AUAa0CTHA HEBPOIATHS, IOCTXEPIICTUYHA HEBPAJITHS U
rppOHaYHOMO3bYHA TpaBMa. EPEKTHBHOCTTA HE € MpoydYeHa Mpu APYT'H MOJIETH Ha HEBpOIaTHA
Oosnka.
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IIperabanuu e nmpoydeH B 10 KOHTpOIHpaHH KIMHUYHU U3MUTBAHUA C TIPOIBIDKATETHOCT J0

13 ceamuiiu ¢ apykpateH qaeeH mpuem (JII1/1) u mo 8 ceamuiiu ¢ TpukpareH nueseH npuem (TIT).
Karo nso, 6e3omacHocTTa U eheKTUBHOCTTA NpU cxemute Ha npwiarade ¢ JI1/1 u TI1J] ca Ounm
CXO/IHU.

B KIMHHYHHATE TPOYYBAHUS C MPOABIKUTETHOCT 10 12 cenMHuIU KakTo 3a nepudepHa, Taka u 3a
IIEHTpaIHA HEBpOIaTHa 0oJKa, OTciabBaHe Ha OoJikaTa ¢ Ouio HaOJIF0IaBaHO 10 Kpas Ha IbpBarta
CeIMHUIIA U C€ € 3alla3uiio Mpe3 LENNs IEPHOJ Ha JICUCHIE.

B koHTpOIMpanu KIMHUYHY IPOYYBaHUs NpH neprudepHa HeBponaTHa 6omka 35 % OT maueHTure,
JIeKyBaHU ¢ TiperadaivH, u 18 % ot nauueHTHTe Ha MIanedo ca umanu nogodpenue ¢ 50 % Ha
TOYKOBHSI PE3yJITAT 3a OLleHKa Ha Oomnkara. Cpexn manueHTuTe 6e3 MposiBU Ha ChHIIMBOCT TaKOBA
nogoOpeHue e Ouino HabronaBano npu 33 % OT JeKyBaHHUTE C Iperabanud u npu 18 % ot
nanueHTHuTe Ha mane6o. [Ipu nanueHTH ¢ NposBY Ha CHHIMBOCT TEPAEBTHYHUST OTTOBOP € OnII
48 % B rpymnarta ¢ nperabanmu u 16 % B ruianebo-rpymnara.

B koHTpONMpaHo KIMHUYHO MTPOYYBaHE TPH IEHTpallHa HeBponaTHa 0oka, 22 % OT malnueHTHTe,
JIeKyBaHH ¢ nperadaivH, 1 7 % OT maluueHTuTe Ha mianedo ca umanu nogodpenue ¢ 50 % Ha
TOYKOBHSI PE3yJITAT 3a OLICHKA Ha OoJKara.

Enunencus

HombiHuTeNnHA Tepanus

[IperabanuH € mpoyyeH B 3 KOHTPOJIUPAHHU KIMHUYHHA UMUTBAHUS C IPOABDKUTEIHOCT 12 ceiMHUIIN
npu AI1J] wnu TI1J] naeBen npuem. KaTo 115110, 6€301acHOCTTa U €(PEKTUBHOCTTA MTPH CXEMHUTE Ha
npunarane ¢ AI1J] u TI1/] ca 6mmu cxomau.

Hamanenue Ha yecToTata Ha IIPUCTBIIUTE € im0 Ha6JIIOIlaBaHO [0 Kpasd Ha I’'bpBaTa CEAMMIIA.

[leguaTpryHa IOIyJIaIKs

EdukacHoctTa 11 6€30macHOCTTa Ha MPeradaiuH KaTo HOMBIHUTEIHA TePANUs 33 SHUIICTICUS IPU
MeMaTPUIHU TAIUEHTH 0] 12-ToAuIIIHA BB3PacT U IPHU IOHOIIH He ca yCTaHOBeHH. Hexemanurte
cHOUTHS, HAOFOIaBaH! B M3MHUTBaHE 3a ()apMaKOKHHETUKA M TIOHOCHMOCT, KOETO € BKITFOUBAJIO
MAIMEeHTH OT 3-MecedHa 10 16-roauniHa Bp3pact (n=65) ¢ mapuuaiHu MPUCTHITH, Ca TIOJOOHH Ha
Te3u, HaOJII01aBaHu IIPH Bh3pacTHU. Pe3ynrtarure ot 12-ceMUUHO, M1a11e00-KOHTPOJIUPAHO
M3IIMTBaHE Mpu 295 neauaTpuyHy MaueHTH Ha Bh3pacT oT 4 10 16 ronunu u oT eqHO 14-1HEBHO
T1a1e00-KOHTPOIUPAHO MPOyYBaHe Npy 175 neAnaTpuyHU MalueHTH Ha Bh3pacT oT 1 Mecer] J10 11o-
MAaJIKO OT 4 TOJIUHH, TPOBEJICHO C I1eJ1 OIICHKA Ha e()UKACHOCTTAa M OE30MacCHOCTTa Ha MperadaaInH KaTo
JIOT'BJIHATETHA TEPAIHs 3a JICUCHHUE Ha TTAPIUATHU MPUCTHIN, U ABE |-TOTUITHI OTBOPECHH
M3IIMTBAHUA 32 0€30MaCHOCT MPH CHOTBETHO 54 1 431 meanaTpuyHM MalMeHTH OT 3-MecevHa 1o 16-
TOJIUIIIHA BH3PACT C SMUJICTICUS TIOKa3BaT, Ye HeXKEJIAHUTE ChOUTHUS Ha MUPEKCHsI U MHPESKIIUU Ha
TOPHUTE AMXATEJHYU IMBTHUINA CE HA0JII0IaBaT MO-4eCTO, OTKOJIKOTO B U3IIMTBAHUATA IPU Bb3PACTHU
MAIUCHTH C enmtericus (Bx. Touku 4.2, 4.8 u 5.2).

B 12-ceamuuHO mnanebo-KOHTPOIMPAHO MPOyYBaHEe NeTUATPUYHHUTE MAUCHTH (Ha BB3pacT OT 4 110
16 roguHm) ca pasnpenaeneHu aa noiyyasar nperadamus 2,5 mg/kg/nen (makcumanso 150 mg/nen),
nperabanun 10/mg/kg/nen (makcumanno 600 mg/nen) nnu mnane6o. [IpoueHThT Ha yYaCTHULIUTE C
moHe 50% HamaseHue Ha MapIUATHATE TPUCTHITH, B CPaBHEHUE C U3XOHO HUBO, € 40,6% oT
y4acTHHUIMTE, JIeKyBaHu ¢ nperadanud 10 mg/kg/nen (p=0,0068 B cpaBHeHue ¢ miane6o), 29,1% ot
YYaCTHULNTE, JIEKyBaHU ¢ nperadanun 2,5 mg/kg/nen (p=0,2600 B cpaBHeHue ¢ mnaunedo) u 22,6% ot
YYaCTHHUIUTE, MOJTydYaBaly riamneoo.
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B 14-nHeBHO 1m1a11e60-KOHTPOIMPAHO MPOYYBaHE MEAUATPUIHH HAIlUeHTH (Ha BB3pacT oT 1 mMecer 10
[O-MaJIKO OT 4 TOJIMHK) ca pa3NpeaesIcHH Ja MMojy4aBar nperadanun 7 mg/kg/nex, nperadaiux

14 mg/kg/nen nim ane6o. MeauanaTta Ha YecToTa Ha MPUCTHINTE 3a 24 yaca Ha U3XOJHOTO HUBO H
MIPH MOCJICAHOTO TOCEIICHUE € ChOTBETHO 4,7 u 3,8 3a mperabanun 7 mg/kg/nen, 5,4 u 1,4 3a
nperabanus 14 mg/kg/nen n 2,9 u 2,3 3a mmane6o. [Iperadamun 14 mg/kg/nen 3HaunTeIHO HaMaISIBa
log-TpancdopmMupanara 4ecToTa Ha MapUUAIHU IPUCTHIN CIIPIMO ianedo (p=0,0223); mpu
nperabanun 7 mg/kg/nen e ce HabrOIaBa MOOOPEHHE CIPSMO TIAEe0o.

B 12-ceaMuyHO miarie60-KOHTPOIMPAHO MPOYIBAHE TP YIACTHHUIIN C ITbPBUYHU TCHEPATH3UPAHH
tounuHo-kiIoHn4HE [Primary Generalized Tonic-Clonic, PGTC] repuose 219 y4acthuiu (Ha Bb3pact
oT 5 10 65 roauHH, OT KOUTO 66 Ha BB3pacT oT 5 10 16 roguHNn) ca pasnpeneneHn Aa IoTydaBat
nperabanus 5 mg/kg/nen (makcumanto 300 mg/nen), 10 mg/kg/nen (Makcumanno 600 mg/nex) wiu
iaedo KaTo IOmbaBalio JedeHue. [IpoueHTsT Ha yuactHUImTE ¢ moHe 50 % HamaneHue Ha
yecrorata Ha PGTC repuose e choTBeTHO 41,3 %, 38,9 % 1 41,7 % 3a nperadanun 5 mg/kg/neH,
nperabanua 10 mg/kg/nen u mrane6o.

MonoTepamnus (HOBOJAWArHOCTHIINPAHH MAITNEHTH)

[IperabanuH € mpoyUeH MPH €THO KOHTPOJIUPAHO KIMHUYHO MPOYYBAHE C TPOIBIDKUTEIHOCT

56 cenqmuny, ¢ npunoxxenne JAI1/]. [Iperabanun He e moka3zan no-mMajika e(eKTHBHOCT CIPSMO
JAMOTPUTHH IO OTHOIIICHHE HA KpaliHaTa TovkKa - 6 Mecena 0e3 npucThiu. [Iperabanus u TaMOTPUTHH
ca CpaBHUMH I10 OTHOIICHHE Ha 0€30MaCHOCT M J00pa TOHOCHMOCT.

T'enepanusupano mpegosicHo pascmpoucmeo

IIperabanun e npoyyeH B 6 KOHTPOIMPAHU KIMHUYHH U3IMUTBAHUS C IPOABIDKUTEIHOCT 4-6 cenMuiy,
€IHO TIPOYyYBaHe IpH MallMeHTH B CTapyecKa Bb3pacT C IPOABIKUTEIHOCT 8§ CEMUIIN U €THO
IBITOCPOYHO MPOYYBaHE 3a MPEBEHLIUS HA PELUIUB C ABOMHO-CIIsMa (a3a Ha MPEBEHLUS HA PELUIUBa
C MPOIBIDKUTEIHOCT OT 6 Mecena.

Obnexuenune Ha cumnromute Ha [ TP, uamepeno upes3 Ckanara Ha XaMHJITOH 32 OLICHKA Ha
tpeBoxkHOCTTa (HAM-A), e 6mit0 HaOro1aBaHO 10 Kpasi Ha IbpBaTa CeIMUIIA.

B xoHTpONMpaHu KIMHUYHA U3NUTBaHUS (4-8 ce MUK POIBIDKUTENHOCT) 52 % OT NalueHTuTe,
NeKyBaHU ¢ iperabanuH u 38 % oT manueHTHTe Ha 1amnedo ca uMmanu noxe 50 % momoOpenne B
o0mus pesynrat mo HAM-A oT U3X0AHOTO HUBO JI0 KpaifHaTa TOYKa.

[Tpy KOHTpOJIMpPaHU MPOYUYBAHUS, ITO-TOJISIMA YACT OT MAIIMEHTHUTE, JICKYBaHHU C Iperadajiny, ca
CHOOLIMIIHN 3a 3aMBIJICHO 3pEHHUE, B CPABHEHHUE MALMEHTHUTE, JIEKYBaHH € II1ae00, KOETO € 0T3BYYallo
B TIOBEYETO CITydau MPH MPOIbIDKUTENHO Npuiiarane. [IpoBeneHn ca o TaaMOIOTHYHH W3CIIEBAaHHS
(BKITIOYUTETHO M3CIEBAHE HA 3pUTENTHA OCTPOTA, CTAHAAPTHO M3CJIeIBaHEe Ha 3PUTEIIHOTO TOJIe U
pasiupeH QpyHIO0CKOIICKH periien) npu nosede ot 3 600 nauueHTH B paMKUTE Ha KOHTPOJIMPaHU
KJIIMHUYHU Npoy4BaHusl. [Ipy Te3n maunueHTH 3puTesHaTa OCTpoTa € HamaineHa rnpu 6,5 % ot
MAIUCHTHUTE, JICKYBaHH ¢ TiperadanuH u npu 4,8 % ot narueHTuTe, JeKyBanu ¢ wiane6o. [Ipomenu B
3pUTETHOTO TOJIe ca ycTaHoBeHU Ipu 12,4 % ot nekyBanuTe ¢ nperadanus u 11,7 % oT nexyBaHHUTE C
wiane6o nanueHTH. OyHI0CKOIICKH NPOMEHH ca HabmoaaBanu npu 1,7 % ot jekyBaHuTe ¢
nperadanut u 2,1 % OT JieKyBaHHTE C 11ane0o MmanrueHTH.

5.2 @apmakoKHMHeTHYHHM CBOWCTBA

CranuonapauTe (papMaKOKMHETUYHH ITOKa3aTeN Ha perabalivH ca CXOJHH TP 3/IpaBy JOOPOBOJIITH,
NAIMEHTH C eMWICTICHS, TT0JIyYaBallld aHTHETTWIICITHYHH JIEKapCTBA, U MALMEHTH C XpOHWYHA OOJIKa.
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AGcopbuus
IIperabanus ce pe3opobupa Obp30 MPH MPHUIIOKEHUE HA TIATHO C TUKOBH TUTa3MEHH KOHIICHTPAIIUH,

HACTBIIBAIM B PAMKUTE Ha €JJMH Yac KaKTO clie]l eTHOKPATHO TaKa M CJIeJ MHOTOKPAaTHO MpHUIIaraHe.
[lepopannaTa GnoHATMYHOCT Ha MperadanuH ce ouyaksa aa € > 90 % u e HezaBUcHMa OT fo3arta. Cien
MHOTOKPATHO TpHjIarane CTaIlMOHAPHO ChCTOSHUE CE TOCTUTA B paMKuTe Ha 24 1o 48 Jaca.
CxopocTTa Ha pe3opOnus Ha peradaiInH HaMallsaBa IIPH IPHEM ¢ XpaHa, KOeTO BOIH 10 MOHIKCHHE
Ha Cmax ¢ 0ko0110 25-30 % u 3a0aBsiHe HA tmax 10 IpUOIM3UTENHO 2,5 yaca. [IpueMbT Ha perabaiuH ¢
XpaHa, o0aJe, HIMa KIMHIYHO 3Ha4NM e(DeKT BPXY CTETIeHTa Ha pe30pOIHst Ha peradairH.

PasnpeneneHue
[IpenkmuHUYHN TPOYYBaHUS MTOKA3BaT, Y€ NperadalnH NpeMruHaBa Mpe3 KPbBHO-MO3bUHATa Oapuepa

Ha MUIIKH, TUTHXOBE U MaiiMyHH. J[oka3aHo e, 4e nperadainH NpeMUHaBa Mpe3 IUIaleHTaTa mpu
TUTbXOBE U CE OTKPHUBA B MIITKOTO HA KbPMEIITH ITbX0BE. IIpu X0pa MPUBUIHUAT 00eM Ha
pasnpeeneHne Ha nperabaiuH e/l IepopaaHo mpuiIokenue e npudmusutenno 0,56 1/kg.
IIperabanuH He ce CBBbP3Ba C IIA3MEHHUTE OCITHIIH.

Buotpanchopmanus

MeTabonmu3MbT Ha perabaiiH MpH xopa € mperedpexnmMo Marsk. Cren nmprueM Ha 103a
panuoaKkTUBHO Oensi3aH nperadairH NpuoIu3UTenHo 98 % OT paauoakTUBHOTO BELIECTBO,
YCTaHOBEHO B YPHHATa, € OMJI0 HEMpOMEHeH nperadanuH. N-MeTHIMPaHUsT JepuBaT Ha Mperadaiu,
OCHOBHUSAT MeTaOOJUT Ha Mperadalind, OTKPUT B ypuHaTta, cheTapisiBa 0,9 % ot gozata. B
NpEeIKIMHIYHH POYYBAHUS HE Ca yCTAaHOBEHH JJAHHM 32 palleMH3alis Ha S-eHaHTHOMepa Ha
nperadaiuH 10 HeroBusi R-eHanTromep.

Enumunupane
[IperabanuH ce enMMMUHUPA OT CUCTEMHOTO KPbBOOOpaIieH!e TIIaBHO upe3 ObOpedHa eKCKPEIHs B

HCIIPOMCHCH BUM.

CpeHUAT eIMMUHAIIMOHEH MTOJTY>)KMBOT Ha nperadanuH ¢ 6,3 Jaca. [Ina3meHusT u ObOpeyHUAT
KITMPBHHC Ha MperadajiH ca mpaBo MPOTOPIHUOHATHH HAa KPEaTHHUHOBHSA KITUPHHC (BXK. TOYKa 5.2,
Hapymena 650peuna GyHKIus).

[Tpu manuenTy ¢ HamaneHa ObOpeuHa (HYHKIIMS HUITK HA XEMOJIMaIn3a € He0OX0MMO alaTHPaHe Ha
no3ara (Bx. Touka 4.2, Tabnuma 1).

JluHelHOCT/HENMHEHHOCT

DapMaKOKMHETUYHUTE [TOKA3aTEeNN Ha peradaiut ca JMHEHHHU B PAMKUTE Ha NMPENOPbUUTEITHHS
JTHEBEH JI030B MHTEpBaJl. BapnaObuinHocTTa Ha JapMakOKUHETHKATA Ha TperabainH Mex Iy
uHauBuanTe € Maika (< 20 %). ®apmakokHHETHKATa IPU MHOTOKPATHO TIpUIIaraHe Moe Jia ObJie
NpeABHICHa OT JaHHUTE NP €AHOKpaTHa 103a. ClienoBaTenHo, He € He00X0ANMO PYyTHHHO
MOHHUTOPHpPAHE Ha TIa3MEHNTE KOHIICHTPAIH Ha Mperadaliuy.

Ilox
KimananuTe Mpoy4BaHus OKa3BaT, Ye MObT He OKa3Ba KIMHIUYHO 3HAYMMO BIIHSHUE BHPXY
MJIa3MEHNUTE KOHIIEHTPAINK Ha TIperadaiH.

BbrOpeuno yBpexaane

KimupbHCBHT Ha nperadanvH € mpaBonpoNopIMOHATICH Ha KpeaTUHHHOBHS KIUpBHC. OCBEH TOBA
nperabaniH ce OTCTpaHsABa e(eKTUBHO OT MiIa3MaTa upe3 xemoauanu3sa (ciex 4-4acoBo
XEMO/IMAIM3HO JICYeHUE TIa3MEHUTE KOHIIEHTPAlluU Ha IperadajiiH ce MOHWKaBaT ¢ IPUOIU3UTEIHO
50 %). Tit kKaTo OBOPEYHOTO SNUMUHHUPAHE € TJIABHUAT T HA SIIMMUHUPAHE, TIPU TTAIUEHTH C
HapyIieHa 0b0pedyHa QyHKIUsI € HeoOX0AMMO HaMaJIsIBaHE HA J103aTa, a CIIe/l XeMOIaJIN3a €
HEo0X0/IMM JOIBIHUTENEH pueM (Bxk. Touka 4.2, Tabmuma 1).
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YepHoapoOHO yBpeKIaHE

He ca npoBexxaanu cneryaaiy papMaKOKHHETUYHH [TPOYYBaHUS IIPU HAIIMEHTH ¢ HApyIIICHa
yepHOIpoOHa PyHKIMs. Thil KaTo MperadanuH He MPETHPIABA 3HAYUM METa0OIU3bM H CE CKCKPETHpa
MPEeIMMHO B HEMPOMCHEH BUJ B YpUHATa, HAPYIICHATa YepHOAPoOHa (pyHKIUS He OU TpsAOBaIIO Ja
IIPOMEHS 3HAYUMO IIJIa3MEHUTE KOHIICHTPAIMK Ha MperadairH.

[eauaTpuyHa HOMyJIAIs

dapMakOKHHETHKATA HA MperabairH ¢ OllCHeHA TIPH MEMATPUIHH MAIUCHTH C STHIICTICUS
(BB3pacroBu rpymu: 1 mo 23 mecena, 2 no 6 ronunu, 7 1o 11 roguan u 12 1o 16 rogquam) pu 1030BU
HuBa 2,5; 5; 10 u 15 mg/kg/nen npu n3nuTBaHe 3a GapMaKOKHUHETHKA M TOHOCUMOCT.

Crie mepopaltHO TIPUIIOKEHHE Ha TperadaiH Npy NeInaTpUIHH MAIUEHTH Ha TIIaTHO, BPEMETO 3a
JOCTUraHe Ha MAaKCUMAaJIHH TJIa3MEHH KOHLIEHTPALMH 110 MIPUHIUII € CXOJHO MPH YYaCTHHUIIUTE B
sU1aTa Bh3pacToBa rpymna u HacTbnBa 0,5 yaca 1o 2 yaca ciefq npreMa Ha J103ata.

ITapamerpute Cmax 1 AUC 3a mperabannH HapacTBaT JUHEHHO ¢ ITOBUIIIaBaHE Ha 103aTa B paMKHUTE Ha
Besika efHa oT Bh3pacTosute rpynu. AUC e ¢ 30 % mo-mainka npu neguaTpuyHUTE MAIMEHTH C
TesiecHo Teruio o 30 kg mopaay no-BUCOKUSL, KOPUTUPAH 3a TEJIECHO TErJo KIUpbHC OT 43 % npu
TE3H MAIMCHTH B CPABHEHHE C TTAIMEHTHTE, KOUTO UMaT TesecHo Teriio > 30 Kg.

TepMUHATHUAT MOTYKUBOT Ha MperadaIvH JOCTUTA CPEIHO OKOJIO 3 10 4 yaca Mpu MeJuaTpHIHH
MAalKEHTU A0 6-TOAMIIHA Bh3pacT U 4 10 6 yaca npu NalUEHTUTE HA U Hall 7-TOAMIIHA Bb3PacCT.

[MomynannoHHUAT papMaKOKUHETHYEH aHAIN3 TIOKa3Ba, Y€ KPEaTHHUHOBUAT KIMPHHC € 3HAUNMa
KOoBapuaTa Ha KJIMpbHCa Ha NperabajiyH ciel NepopaaHo NPHIOKEHNE, TEIECHOTO TEIJIO € 3HAYNMa
KOoBapuaTa Ha IPUBUAHUS 00eM Ha pasnpelescHue Ha IperadainH ciie epopaHO NPUIIOKEHHE U
TE€3M 3aBHUCHUMOCTH Ca CXOJHH MPH NMEeJUATPUYHN U Bb3PACTHU MAIlUEHTH.

dapMaKOKWHETHKATA HA MperabaivH MpH MaIlMeHTH MoJ] 3-MeceuHa Bh3pacT He € Mpoy4eHa (BiK.
touku 4.2,4.8u 5.1).

Crapyecka Bb3pacT

ChImlecTBYBa TEHICHIHS 32 HAMAJISIBAHE HA KJIMPBHCA Ha MperadajivH ¢ HapacTBaHEe Ha BH3PAaCTTa.
ToBa HaMaJleHHe Ha TTEPOPATHUS KIIUPBHHC Ha IMperabainH ChOTBETCTBA HA TIOHIKEHUETO Ha
KJIMPBhHCA Ha KPEaTHHUHA, CBBP3aHO C Halpe/IBaHe Ha Bb3pacTTa. [Ipu MmalieHT! ¢ Bb3pacToBO
00yCIIOBEHO HapyllieHHe Ha ObOpeyHaTa (GYHKIMS MOKE Jla Ce HAJIOXKH HaMaJsIBaHE Ha J103aTa Ha
nperabanun (Bk. Touka 4.2, Tabmura 1).

KepMmauku
HanpaBeHa e orieHka Ha hapmakokuHeTrnkara Ha 150 mg nperabanuH, npuiaras npes 12 gaca

(mueBHa no3a 300 mg) npu 10 >xeHu B MepHO/ HA JTaKTalus Haii-Mako 12 ceaMuIy ciiel] paxIaHeTo.
BnustHueTo Ha nakTanusaTa BbpXy (hapMakOKMHETHKATa Ha MperadaauH € OWiio Manko HiId U300110 e
nuncBano. [Iperabanun ce ekckpeTupa B KbpMaTa B CPeIHU CTAIIMOHAPHM KOHLIEHTPALIUH,
MPUOIM3UTETTHO PaBHU Ha 76 % OT KOHILIEHTpallMUTe B MailunHaTa mija3Ma. M3uncnenara 1o3a 3a
KbPMaveTo, MI0eTa C KbpMa (IIpHeMaiiky, 4e cpeaHaTa AHEBHA KoHCyManus Ha kbpMa e 150 ml/kg/nen)
oT >xeHu, npuemani 300 mg/aeH uiu MakcUMaaHaTa JHeBHa 103a oT 600 mg/neH Ou Omiia cCbOTBETHO
0,31 wmm 0,62 mg/kg/nen. Mzuncnenure 103u ca npubnmsntenHo 7 % ot obmiara JHEBHA 71032 Ha
Malikara, u3paseHa B mg/kg.
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5.3 IlpeakIVHUYHYU JAHHU 32 0€30MACHOCT

B xoHBeHIIMOHATHY (DapMaKOJIOTUYHH TPOYYBAHUS 32 O€30MaCHOCT ITPH KUBOTHU NperabairH e
Mmoka3an Jo0pa MOHOCUMOCT B JI03H, ChOTBETCTBAIIY HAa KIIMHUYHO MpWiiaraHute. B mpoyuBanus 3a
TOKCHYHOCT ¢ MHOTOKPAaTHO IpHJIarane, MPOBEICHU MPH TUTbXO0BE U MaliMYHHU, ca OWIIM HAaOII0]aBaHu
edexTr Bepxy [IHC, BKIFOUUTETHO XUTIOAKTHBHOCT, XUIIEPAKTHBHOCT ¥ aTakcus. Crien
MPOBIDKUTEITHA EKCITO3UIIMS Ha TperadainH, ChOTBETCTBAIA Ha €KCIIO3UIIHS > 5 IIBTH MO-TOJIsIMa OT
CpeJiHaTa eKCIIO3MIINS MPH X0pa MPU MaKCUMallHaTa MpernopbhuBaHa KIMHUYHA /1032, Ce HA0IIo/1aBa
MTOBHUITICHA YeCTOTa Ha aTpodusl Ha peTHHATa, 0OMYaiHO HabOJI01aBaHa MPH TUIHX0BE aJOMHOCH B
CTapiecKka Bb3pacT.

[Iperabanux He € TepaTOTeHEH IPHU MUIIIKH, TTHXOBE WK 3ai1i. DeTaiHa TOKCHYHOCT TIPH ITHXOBE
Y 3alll1 € HACTBIIMIIA CaMO MPU SKCIIO3UIINH, HATXBBPIISAIIN 3HAUUTEITHO Ta3u Npu Xopa. B
MPEHATATHH/TTIOCTHATAIHU TIPOYYBAHUSI 32 TOKCUYHOCT MIperabainH € JOBE JI0 MOsIBa Ha TOKCHYHU
e(eKTH BbPXY Pa3BUTHETO HA MOKOJIEHUETO MPH TUTHXOBE CJIE]] €KCIIO3HUIIUH > 2 IHTU MO-TOJIEMHU OT
MaKCHMAaJTHaTa penopbhuBaHa eKCIO3UIHA MIPH X0pa.

HabmronaBanu ca HexxenaHu eQeKkTy BbpXY (pepTunnTeTa Ipu MBXKH U )KEHCKH IUIBXOBE CaMo IPH
€KCIO3MLUH HAAXBbPJIWIN IOCTaThYHO TEpaNeBTUYHATa eKkcrio3uuus. Hexxenanute edext BbpXy
MBKKUTE PEPOAYKTHBHU OPTraHH U MapaMeTpUTe Ha criepMara ca Ouiar oOpaTUMH U ca HACTBININ
Camo TpH eKCIO3HIINH, HAIXBBPIWIN TOCTATHYHO TEPATICBTUYHATA SKCIIO3HIIUS HIIH ca OWITN
CBBP3aHU CbC CIIOHTAHHU JET€HEPATHBHU MPOLIECH B MBXXKHTE PEIPOIYKTUBHHU OPraHU Ha IUTbXA.
[Mopanu ToBa ce cunra, 4ye epeKTHTE HMAT MaJKa WM HAMAT KIMHHYHA 3HAYUMOCT.

[perabannH HEe € FTCHOTOKCHYEH Bbh3 OCHOBA Ha PE3yJITaTh OT CepHst OT iN Vitro u in ViVo mpoy4BaHusl.

[1pu urbXoBe ¥ MHIIKH ca OWJIM MPOBEICHHU BYTOUIIHH POYYBAHUS C TperadaivH 3a
KapLUHOTCHHOCT. [IpH irbXoBe He ca HaOJI0JaBaHu TYMOPH CJIE/ €KCTIO3ULUH 10 24 MBTH T10-
FOJIEMH OT CPEIHATA EKCIIO3UIIUS [P XOpa, MPU MaKCUMallHATa IPEeNopbhUBaHa KIMHUYHA 1033 OT
600 mg/nen. [1pu Mumku He € Ouia HaOJIr0IaBaHa MOBUIIEHA YECTOTa Ha TYMOPHTE NP €KCIIO3HIINH,
10/100HU Ha CpeJHATa eKCIIO3MIMS ITPU X0pa, HO MPH MO-BUCOKH EKCHO3UIINH € Ouita HaOlrojaBaHa
MOBHIIIEHA YECTOTa HA XeMaHTHOCapKOM. HereHOTOKCHUHMAT MeXaHU3bM Ha MHIYLIUPAHOTO OT
nperabainnH o0pa3yBaHe Ha TYMOPH IIPU MHIIKH BKIFOYBA IIPOMEHH B TPOMOOIMTHTE
nposudepalys Ha eHIOTEIHH KIeTKU. TakuBa TpPOMOOIIMTHY TIPOMEHH He ca OMJIM YCTAHOBEHH TIPH
IUTBXOBE HJIM TIPU XOpa Bb3 OCHOBA Ha KPATKOCPOYHH M OFPAHUUYCHH ABJITOCPOYHHU KIMHUYHH JaHHH.
Jlurcear 10Ka3aTescTBa, MPEANoaraiy PUCcK IpH Xopa.

[Tpu Mnaay TITBXOBE BUIOBETE TOKCHYHOCT HE CE pa3iiMyaBaT KaueCTBEHO OT Te3H, HaOJro1aBaHu pu
3peiu IIbXoBe. Mitagure mIbpxoBse, obade, ca mo-4yBCTBUTENHH. 1Ipu TepaneBTHYHN €KCTIIO3UIMH ca
Onny ycraHOBeHW KITMHUYHU TIposiBu oT [IHC kaTo XunepakTHBHOCT U CKbpPIIaHE ChC 350U U H3BECTHH
MPOMEHH B pacTexa (MIPEexXoHO MOTHCKAaHE Ha HA/IJIaBaHeTo Ha Terio). EdekTn BbpXy uKbIa Ha
pasroHBaHe ca OnIM HaOMI0JaBaHU NP €KCIIO3HLIMS, HAIXBBPIISIIA 5 TbTH Ta3U IPH X0pa.
Penymmpan oTroBop KbM BHE3alleH 3ByKOB CTUMYJI € HaO0JaBaH py MJIaiu IIbXoBe 1-2 cenmMunu
CJIeJ] eKCITO3HIINS TPH > 2 TBTH MO-TOJIsIMA OT TepareBTHYHATA eKCIIO3UIIMS TIpH Xopa. JleBeT
CEIMUIIM CJIe/] EKCIIO3ULHS TO3H e(eKT He ce HalJIoJaBa.

6. DODAPMAIIEBTUYHHU JAHHU
6.1 Cnucbk HAa NIOMOIIHHUTE BELIeCTBA

IIpera6anug Sandoz 25 mqg, 300 mg TBBEpAN KaIICyIu

KancynHo cbabpkumMo

I{apeBnuHO HUIIECTE, MPEKETATUHUINPAHO
IHapeBnuHO HUIIECTE

Tank
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ChncTaB Ha KalcyJiata

Kematnna

Turanos quokcun (E 171)
Kenesen okcun, xbaT (E 172)
Kenesen okcun, uepseH (E 172)
Kenezen oxcun, uepen (E 172)

IIpera6anua Sandoz 50 mg TBEpAM KaIICyJIH

KancyiHo cpabp:KUMO

IlapeBuuHO HUIIECTE, TPEXKETATUHUZUPAHO
[{apeBnuHO HUILIECTE

Tanx

ChbeTaB Ha KancyJsaTa
Kenatun

TurtanoB muokcun (E 171)
Kenesen okcun, xxbaT (E 172)

[Iperadanuu Sandoz 75, 100, 200, 225 mg TBEPAU KaICYIU

KancynHo chIbpkumMo

[HapeBUYHO HUIIIECTE, MPEKEITATUHUZUPAHO
HapeBuyHO HULIECTE

Tank

CbcTaB Ha Karicysara

Kenatun

TuranoB nuokeua (E 171)
Keneszen oxcun, xbat (E 172)
Kenesen oxcun, uepsen (E 172)

[Iperadanun Sandoz 150 mg TBEPAX KanCyJIn

KancynHo cbabpxkumMo

[HapeBn4HO HUILIECTE, NPEKEITATUHUIUPAHO
[{apeBn4HO HUILIECTE

Tank

CncTaB Ha KamcyJjiaTa
Kenatun
TuranoB muokcun (E 171)

6.2 HecbBMecTHMOCTH
Henpunoxumo

6.3 Cpok Ha romHocT
3 roguHu

IIperabanun Sandoz 25, 50, 75, 150, 300 mg TBBpAN KaICyJId
Cren mbpBOHAYATHO OTBAPSIHE HA KOHTEHHEpa: 6 Mecera.
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6.4 CrhenuajHu yCJIOBHSI HA ChbXPaHEeHHUe
[a e ce cpxpansBa Han 25 °C.

6.5 Bwuau chabp:kaHMe HA ONAKOBKATA
[Iperadanun Sandoz 25 mg TBLPAX KANCYIIN

bmucrep or PVC/PVDC//AL.
Konreitnep ot HDPE ¢ kanauka Ha BUHT OT PP.

OnakoBKH:

bructepu mo: 14, 28, 56, 70, 84, 100 win 120 TBBpAM Karcyy.

baucrepu (¢ emuanynn 103u) 1o: 56 x 1, 84 x 1 unu 100 x 1 TBBpaUM Karcyu.
OnakoBku: 200 TBBpAU KaNCYIH.

IIperabannu Sandoz 50 mg TBBPAN KANCYIH
Baucrep or PVC/PVDC//AL
Kownreiinep or HDPE ¢ kanauka Ha BuHTOT PP.

OnakoBKH:

bnucrepu no: 14, 21, 28, 56, 84 unu 100 TBBbpIU KaICyJIH.
bructepu (¢ enuaMYHA 1031) TI0: 84 X 1 TBBPIU KaNCYJIH.
OnaxkoBku: 200 TBBpAU KaNCyIH

[Iperabanua Sandoz 75 mg TBbPIN KANCYIH
bructep ot PVC/PVDC//AL
Kownreiinep or HDPE ¢ xamauka Ha Bunt ot PP.

OnakoBKH:

bnucrepu no: 14, 21, 28, 56, 70, 84, 100 wnu 120 TBBpIU KaNCyIH.

brauctepu (¢ equnuyunm 1o3u) mo: 14 x 1,56 x 1, 84 x 1, 100 X 1 v 210 x 1 (3 X 70) TBBpIH
KarCyJIH.

Onaxkosku: 100, 200 nau 250 TBEpAK KaICyu.

[Iperabdanun Sandoz 100 mg TBEpAM KANCYJIH
PVC/PVDC//anymunues Giuctep.

OmakoBKH:
Bbnucrepu no: 14, 21, 28, 56, 84 unu 100 TBbpaU KaICyJIH.
bructepu (¢ ennanynam go3u) no: 84 X 1 umu 100 X 1 TBBpaM Kancysm.

[Iperabanuu Sandoz 150 mg TBEPAX KAICYIIN
Bauctep or PVC/PVDC//AL.
Kownreiinep or HDPE ¢ xanagaka Ha BuHT oT PP.

OnakoBKHU:

brmucrepu mo: 14, 21, 28, 56, 70, 84, 100 wim 120 TBBpIN KaICYIIH.

baucrepu (¢ emuanynam 103u) mo: 56 X 1, 84 x 1, 100 X 1 mmm 210 X 1 (3 X 70) TBBpAM KaICYIIH.
Onaxkosku: 100, 200 niu 250 TBEpAK KaICyu.

IIperadanua Sandoz 200 mg TBLPAM KaIICYJIH
Brucrep or PVC/PVDC//AL

OmakoBKU:
bructepu mo: 21, 28, 84 wu 100 TBBpAM Karcyny.
brucrepu (¢ equanyan n031) 1o: 84 X 1 wmu 100 X 1 TBBpaU Kancymu.
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IIperadanuna Sandoz 225 mg TBLPAM KAIICYJIH
Baucrep or PVC/PVDC//AL

OnakoBKH:
bructepu mo: 14, 56, 70, 84, 100 wmm 120 TBBpAN KamnCyJIH.

[pera6anun Sandoz 300 mg TBEPAM KAICYJIN
bmrcrep ot PVC/PVDC//AL
Konteitnep ot HDPE ¢ kanauaka Ha BUHT OT PP.

OnakoBKH:

Baucrepu no: 14, 21, 28, 56, 70, 84 (2 x 42), 100, 100 (2 x 50) wu 120 (2 X 60) TBbpAM KaICyIIH.
bnucrepu (¢ equanyunm 103u) mo: 56 X 1, 84 x 1 (2 x 42), 100 x 1, 100 x 1 (2 x 50) mm 210 x 1

(3 x 70) TBBEpAM Kancyu.

Omnaxosku: 100, 200 naw 250 TBEpAN KaIICyITH.

He BcHukM BHI0BE OMAKOBKH MOT'AT jJa ObJAT MyCHATH Ha masapa.
6.6 CrhenuajaHu NMpeIna3Hu MEPKHU MPH U3XBHPJIsiHE U padoTa
Hsma cnienyaiHy M3UCKBaHUS 32 U3XBBPIISHE.

7. INPUTEXATEJI HA PASPEILIEHUETO 3A YIIOTPEBA
Sandoz GmbH

Biochemiestrasse 10

A-6250 Kundl

ABcTpus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
[Iperadanuu Sandoz 25 mg TBEPAN KAICYIIHN

EU/1/15/1011/001-010
EU/1/15/1011/085

IIperadanus Sandoz 50 mg TBLPAX KanCyJIHd
EU/1/15/1011/011-017
EU/1/15/1011/084

[Iperadanun Sandoz 75 mg TBLPAX KANCYJIHA
EU/1/15/1011/018-033

[Ipera6amuu Sandoz 100 mg TBBPAM KAICYIU
EU/1/15/1011/034-041

IIperabannu Sandoz 150 mg TBBPAM KaICYIIN
EU/1/15/1011/042-056

IIperabannu Sandoz 200 mg TBBPAM KaIICYIIN
EU/1/15/1011/057-062

IIperabanud Sandoz 225 mg TBBPAM KaIICYJIH
EU/1/15/1011/063-068
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IIperadanuu Sandoz 300 mg TBBpAM KAICYIIN
EU/1/15/1011/069-083
EU/1/15/1011/086-087

9. JATA HA ITBPBO PABPEIIABAHE/IIO/JTHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jlata Ha mepBO pazpemanane: 19 rorm 2015 1.
Jlata Ha nocneano noaHoBsBane: 19 roaum 2020 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Hompo6Ha nH(DOpMaIUs 3a TO3M JIEKApCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBporetickara
areHIus mo Jiekapceraara http://www.ema.europa.eu.
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MNPUJIOKEHHE II

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

YCJIOBUA NJIN OTPAHUYEHMUA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT
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A IMPOU3BOJAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA ITAPTUIN

HmMe u aapec Ha HDOI/I3BOI[I/IT6J'I}I(I/ITC)., OTFOBODGH(HI/I) 3a OCBO60)KI[aBaH€ Ha NapTHUAUTC

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana
CroBeHus

Salutas Pharma GmbH
Otto-von-Guericke Allee 1
D-39179 Barleben
I'epmanus

Lek Pharmaceuticals d.d.
Trimlini 2D

9220 Lendava
CroBenus

IlewaTHaTa TUCTOBKA Ha JIEKAPCTBEHHS MPOAYKT TPIOBa Ja ChIbPKa UMETO U ajpeca Ha
MIPOU3BOJMTEINS, OTTOBOPEH 32 OCBOOOKIaBAaHETO HA CHOTBETHATA MAPTHIA.

b. YCJIOBUS NJIM OTPAHUYEHUSA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa IO JEKAPCKO MPeIIICaHue.

B. JAPYI' YCJIOBHUSA U UBUCKBAHUS HA PASPELHLIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npanu aokjaanau 3a 6ezonacuoct (ITA/IB)

N3uckBanusdra 3a nonasane Ha [IAJIb 3a To3u nexapcTBeH NPOIYKT ca MOCOYCHH B CIIUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cnuchk), npeasuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CJIEBAIN aKTyaJIM3aLlH, ITyOJIMKYBaHH Ha €BPOIICHCKUS
yeOmnopTain 3a JeKapcTBa.

I  YCJIOBUA NI OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA IPOAYKT

. Ilnan 3a ynpasJienue Ha pucka (ITYP)

[Mputexatensar Ha pa3pemieHrero 3a yrnorpeda ([IPY) tpsbsa na n3BbpIIBAa H3UCKBAHUTE ACHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCiIeAsIBaHe Ha JeKapcTBeHaTa 0€301acHOCT, mocoueHu B ogo0penus I1YP,
npezncrased B Moayin 1.8.2 Ha pa3pemieHueTo 3a ynorpe0da, KakTo U BbB BCHUKH CJIC/IBAIIH 0JOOpEHH
akTyanu3anuu Ha ITYP.

Axryanusupan [IYP tps6Ba na ce moznasa:

. 10 MCKaHe Ha EBporelickara areHuus 1o JeKapcTBara;

. BUHAry, KOraTo ce M3MEHsI CcTeMara 3a yIpaBJIeHUE Ha pUCcKa, 0OCOOCHO B pe3yiraT Ha
NoJy4aBaHe Ha HOBa MH(OPMaLKs, KOSITO MOXKE /1a I0BeJIe 10 3HAYMMH IPOMEHH B
CHOTHOILIEHHETO MOJI3a/PUCK, WK CIIe]l IOCTUTaHe Ha BaskeH eTarl (BbB BPb3Ka C MPOCIIEAsIBaHE
Ha JIeKapCTBEHATa 0E30TaCHOCT WIIH CBEXK/IaHE Ha PHCKA IO MUHUMYM).
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MNNPUJIOKEHUE III

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

KAPTOHEHA OITAKOBKA 3A BJINCTEP

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Sandoz 25 mg TBBpAN KaTnCyITu
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna chappxka 25 mg nperadaivH.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

14 tBBpAM KanICyIN

28 TBBP/IH KaICyiH

56 TBBpaHU Karcyiu

70 TBBpIM KaICyiH

84 TBBpaM Karncyu

100 TBBpaH KaCyIH
120 TBBpaH Kamcyiu

56 X 1 TBBpHa Kamcyna
84 x 1 TBppHa Kamcya
100 x 1 TBBpaa Kamcyma

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopanHo npuiioxeHue

6. CIIEHUAJIHO IPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT ITOTJIEJA U TOCET'A HA JIEITA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

I'omen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpansnBa Hax 25 °C.

10. CHELHUAJIHU IMPEANNASHU MEPKHU IMPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1011/001-010

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa I10 JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIperabanun Sandoz 25 mg

| 17. YHUKAJIEH WIEHTUH®UKATOP — IBYU3MEPEH BAPKOJ

JIByn3mepeH 0apkojI ¢ BKIIFOUeH yHUKaIeH uaeHTudukarop [Camo 3a kapmonena onaxkoska]

‘ 18. YHUKAJIEH NIJEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

Camo 3a kapmoHnena onakoska
PC {nomep}
SN {Homep}
NN {rOMEDP}
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Sandoz 25 mg TBBpAN KaTnCyITu
nperadanmH

2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[Taptuaen Ne

|5.  JIPYTO
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JAHHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA U
I'BPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. HUME HA JIEKAPCTBEHMA TPOAYKT

[Iperabanun Sandoz 25 mg TBBPAYN KAINCYIH
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpIA Karcyna chabpka 25 mg nperadainH.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

200 TBBpIM KanCyIn

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXKJIAHE

IIpeau ynorpeba npodereTe JIMCTOBKATA.
IlepopanHo npuiioxeHue

6. CIIEHNUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEITA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

‘ 7. JAPYI'U CHHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
Ja ce m3mos3Ba B paMKuTe Ha 6 Mecelia ciiell IbpPBOHAYAIHO OTBAPSHE.

‘ 9. CIHHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/085

13.

ITAPTUJAEH HOMEP

IMaptunen Ne

14.

HAYMH HA OTITYCKAHE

JlexapCTBEHUAT IPOMYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15,

YKA3AHMUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

IIperabanun Sandoz 25 mg

| 17.

YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

| 18.

YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

Camo 3a kapmoHnena onakosxka
PC {nomep}
SN {Homep}
NN {rOMEDP}
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJINCTEP

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Sandoz 50 My TBEpAN KaTNICyITH
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBEpAM Karcyna ceappxka S0 mg nperadanuH.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

14 tBpAM KanCyIn

21 TBBpPIM KAICYIH

28 TBBpAM KaICyIu

56 TBBpaU Karcynu

84 TBBpaM Karncyu
100 TBBpaH KaICyIH
84 x 1 TBBpHa Karmcyna

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBbBEXKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopanHo npuiioxeHue

6. CIIEHUAJIHO TPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEITA

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

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen mo:

‘ 9. CIHHEHUAJIHU YCJIOBHUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 25 °C.
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10. CHELHUAJIHU ITPEANTASHU MEPKHU INPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/011-017

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUAT IPOMYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIperabanun Sandoz 50 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Sandoz 50 mg TBBpAN KaTNICyITH
nperadanmH

2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[Taptuaen Ne

|5.  JIPYTO
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JAHHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA U
I'BPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

[Iperabanun Sandoz 50 mg TBBPAN KANCYIH
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpIa Karcyna ceabpxka 50 mg nperadaiuH.

‘ 3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

200 TBBpIM KanCyIn

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXKJIAHE

IIpeau ynorpeba npodereTe JIMCTOBKATA.
IlepopanHo npuiioxeHue

6. CIIEHNUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
Ja ce m3mos3Ba B paMKuTe Ha 6 Mecelia ciiell IbpPBOHAYAIHO OTBAPSHE.

‘ 9. CIHHEHUAJIHU YCJIOBHUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.
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10. CHEIUMAJIHU NPEANA3HU MEPKHU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME M AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/084

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUAT IPOMYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIperabanun Sandoz 50 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWIJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}
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JAHHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA U
ITBPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Sandoz 75 mg TBBpAN KaTnCyTu
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpa Karcyna chappxka 75 mg nperabaivH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

100 TBBpaM Karncynu
200 TBBpaN KAIICYIH
250 TBBpIM Karcyiu

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

[Mpeau ynorpeba npovereTe JIMCTOBKATA.
[TepopanHo npunoxeHue

6. CIIEHNUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TTOAHOCT

TI'onen no:
[a ce u3noi3Ba B paMKuTe Ha 6 Mecela ciie/l MbpBOHAYAIHO OTBapsHE.

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.
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10. CHELHUAJIHU IMPEANIASHU MEPKHU INTPU U3XBBPJIISATHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/031-033

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IIPOAYKT CE OTIIyCKa I10 JIEKAPCKO IPEANIUCAHUE.

| 15.  YKA3AHUS 3A YIIOTPEBA

‘ Wo0s16. HIHPOPMAIIMS HA BPAHJIOBA A3BYKA

Kapronena onakoska: IIperadanuua Sandoz 75 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJINCTEP

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Sandoz 75 mg TBBpAN KanCyITu
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna chappxka 75 mg nperabaiuH.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

14 tBpAM KanCyIn

21 TBBpPIM KAICYIH

28 TBBpAM KaICyIu

56 TBBpIU Karcynu

70 TBBpIM KaICyiu

84 TBLpIU KamcyH
100 TBBpaH Kamcyiu
120 TBBpaM Karcyiu
14 x 1 TBBpAA Kamncyna
56 X 1 TBBpIa Kamcyia
84 x 1 TBBpHa Kamcyna
100 x 1 TBBpaa Kamcyna

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
A CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JIELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpansnBa Hax 25 °C.

10. CHELHUAJIHU MTPEANTASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1011/018-029

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa I10 JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIperabanun Sandoz 75 mg

| 17. YHUKAJIEH NWIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBynsmepeH 6apKoJ1 ¢ BKIIIOUCH YHUKaAJIEH HIeHTUDHUKATOp [Camo 3a KapmoHena onakosKkal

‘ 18. YHUKAJIEH NIJEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}
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JAHHU, KOUTO TPABBA JA CBABP/KA BTOPUYHATA OITAKOBKA

BBbHIIEH OBBUBAII ETUKET BHPXY I'PYIIOBUTE OITAKOBKH, ObBUTU BbB
®OJIMO (BKJIIOYUTEJIHO BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Sandoz 75 mg TBBpAN KaTnCyTu
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpa Karcyna chappxka 75 mg nperabaivH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

I'pynoBa omakoBka: 210 X 1 (3 omakoBku ot 70 X 1) TBbpIa Kamncyia.

5. HAYMH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

IIpenu ynorpeba npoyereTe JHMCTOBKATA.
IlepopanHo npunoxeHue

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE TEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEITA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/030

13.

ITAPTUJAEH HOMEP

IMaptunen Ne

14.

HAYMH HA OTITYCKAHE

JlexapCTBEHUAT IPOMYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15,

YKA3AHMUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

| 17.

YHUKAJIEH WIJEHTHO®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTu(GuKarop [Camo 3a kapmoHeHa onaxkoska/

| 18.

YHUKAJIEH NWIEHTU®UKATOP — TIAHHU 3A YETEHE OT XOPA

[Camo 3a xkapmonena onaxoexa]
PC {nomep}
SN {Homep}
NN {HOMED}
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

I'PYIIOBU OITAKOBKMH - BE3 BLUE BOX

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Sandoz 75 mg TBBpAN KanCyITu
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna chappxka 75 mg nperabaiuH.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

70 x 1 TBBpaa kancysina. KoMIoHeHT Ha IpymnoBa OMaKkoOBKa, HE MOXKE JIa Ce MPOoJiaBa OTACIHO.

5. HAYMH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

[Mpeau ynorpeba npoveTeTe JIMCTOBKATA.
[TepopanHo npunoxeHue

6. CIIEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HHOTJIEJA U TOCET'A HA IEITA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.

10. CHELHUAJIHU ITPEAIIASHU MEPKU INTPU U3XBBPJISTHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME U AJJIPEC HA IPUTEXATEJIA HA PASPELHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/030

13. TMAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT NPOYKT C€ OTITyCKa I10 JIEKapCKO MpeTHUCcCaHte.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILIMSI HA BPAIJIOBA A3BYKA

[Iperabamuna Sandoz 75 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOYEH YHUKaJICH uiaeHTuukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {HOomep}
NN {HOMED}
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabamuu Sandoz 75 mg TBBpAN KanCyITu
nperadanmH

2. HNME HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[Taptuaen Ne

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

KAPTOHEHA OITAKOBKA 3A BJINCTEP

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Sandoz 100 Mg TBbpAM Karcyin
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karncyna ceappxa 100 mg mperabanua.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

14 tBpAM KanCyIn

21 TBBpPIM KAICYIH

28 TBBpAM KaICyIu

56 TBBpaU Karcynu

84 TBBpaM Karncyu

100 TBBpaH KaICyIH

84 x 1 TBBpaa Kamcyia
100 x 1 TBBpaa Kamcyaa

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopasiHo npuIIOKEHHE

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEIIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

46



‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpansnBa Hax 25 °C.

10. CHELHUAJIHU MTPEANTASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1011/034-041

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTITYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa I10 JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIperabanun Sandoz 100 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBynsmMepeH 6apKoJ1 ¢ BKIIIOUCH YHUKAJIEH HIeHTUDHUKATOp [Camo 3a kapmoHeHa onakosKka]

‘ 18. YHUKAJIEH NIJEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT

[Iperabanuu Sandoz 100 mg TBbpAM Karcyin
nperadanmH

2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[Taptuaen Ne

|5.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBABP/KA BTOPUYHATA OITAKOBKA U
ITBPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Sandoz 150 mg TBBpAM Karcynu
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Karncyna cbabppxka 150 mg nperabaivH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

100 TBBpaM Karncynu
200 TBBpaU KAIICYIH
250 TBBpIM Karcyiu

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

[Mpeau ynorpeba npovereTe JIMCTOBKATA.
[TepopanHo npunoxeHue

6. CIIEHNUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT ITOTJIEJA U TOCET'A HA JIEITA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TTOAHOCT

TI'onen no:
[a ce u3noi3Ba B paMKuTe Ha 6 Mecela ciie/l MbpBOHAYAIHO OTBapsHE.

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.
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10. CHELHUAJIHU ITPEANTASHU MEPKHU IMTPU U3XBBHPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/054-056

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUAT IPOMYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15.  YKA3AHUS 3A YIIOTPEBA

‘ 16. HMH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Kapronena onakoska: [Iperadanun Sandoz 150 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJINCTEP

1.

HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Sandoz 150 mg TBBpAM Karcynu
nperadanmH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHHIECTBO(A)

Bcesika TBBpAa Karncyna ceappxka 150 mg mperabanuvH.

3.

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4,

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

14 tBBpAM KanICyIN

21 TBBpPIM KAICYIH

28 TBBpAM KaICyIu

56 TBBpaU Karcynu

70 TBBpIM KaICyiH

84 TBLpIU KamcyH
100 TBBpaH Kamcyiu
120 TBBpaM Karcyiu
56 X 1 TBBpHa Kamcyia
84 x 1 TBppHa Kamcya
100 x 1 TBBpaa Kamcyna

5.

HAYMH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

[Mpeau ynorpeba npovereTe JIMCTOBKATA.
[TepopanHo npunoxeHue

6.

CIIEHUAJIHO HPEAYNPEXIEHUE, YE JEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT ITOTJIEJA U TOCET'A HA JIEITA

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

I

APYI'U CHEHUAJIHU NPEAYHPEX/IEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpansnBa Hax 25 °C.

10. CHELHUAJIHU MTPEANTASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1011/042-052

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa I10 JEKAPCKO IIPEIIUCAHUE.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIperabanun Sandoz 150 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBynsmepeH 6apKoJ1 ¢ BKIIOUCH YHUKAJIEH HIeHTUGHUKATOD [Camo 3a KapmoHena onakosKka|

‘ 18. YHUKAJIEH NIJEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BBbHIIEH OBBUBAII ETUKET BHPXY I'PYIIOBUTE OITAKOBKH, ObBUTU BbB
®OJIMO (BKJIIOYUTEJIHO BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Sandoz 150 mg TBBpAM Karcynu
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Karncyna cbabppxka 150 mg nperabanivH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

I'pynoBa omakoBka: 210 X 1 (3 omakoBku ot 70 X 1) TBbpIa Kamncyia.

5. HAYMH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

IIpenu ynorpeba npoyerere JIMCTOBKATA.
IlepopanHo npuiIoKEHHE.

6. CHELOUAJIHO HPEAYHPEXIEHUE, UE JEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEITA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/053

13.

ITAPTUJAEH HOMEP

IMaptunen Ne

14.

HAYMH HA OTITYCKAHE

JlexapcTBEHUAT IIPOAYKT CE OTIIyCKa I10 JIEKAPCKO IPEANIUCAHUE.

| 15,

YKA3AHMUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

| 17.

YHUKAJIEH WIJEHTHO®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOYEH YHUKaJICH uiaeHTUu(GUKarop [Camo 3a kapmoHeHa onaxkoska/

| 18.

YHUKAJIEH NWIEHTU®UKATOP — TIAHHU 3A YETEHE OT XOPA

[Camo 3a xkapmonena onaxoexa]
PC {nomep}
SN {Homep}
NN {HOMED}

54




JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

I'PYIIOBU OITAKOBKMH - BE3 BLUE BOX

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Sandoz 150 mg TBBpAM Karcynu
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karncyna ceappxka 150 mg mperabanuvH.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

70 x 1 TBBpaa Kancysina. KoMnoHeHT Ha TpyroBa OMaKkoBKa, HE MOXKE Jia Ce TPOo/iaBa OTICIHO.

5. HAYMH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

[Mpeau ynorpeba npoveTeTe JIMCTOBKATA.
[TepopanHo npunoxeHue

6. CIIEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT ITOTJIEJA U TOCET'A HA JIEITA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.

10. CHELHUAJIHU IIPEAITASHU MEPKHU INTPU U3XBBPJISTHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME U AJJIPEC HA IPUTEXATEJIA HA PASPELHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/053

13. TMAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT NPOYKT C€ OTITyCKa I10 JIEKapCKO MpeTHUCcCaHte.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILIMSI HA BPAIJIOBA A3BYKA

I[Mperabamun Sandoz 150 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOYEH YHUKaJICH uiaeHTuukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {HOomep}
NN {HOMED}
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Sandoz 150 mg TBBpAM Karcynu
nperadanmH

2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[Taptuaen Ne

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

KAPTOHEHA OITAKOBKA 3A BJINCTEP

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

[Iperabanuu Sandoz 200 mg TBbpAM Karcyin
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karncyna ceappxa 200 mg mperabanvH.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

21 TBBpPIM KaTCYIH

28 TBBP/IH KaICyiH

84 TBBpaH Kamcyiu

100 TBBpaM Karcyau

84 x 1 TBBpHa Kamcyna
100 x 1 TBBpIa Kamcyna

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBbBEXK/JIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IHOTJIEJA U TIOCETI'A HA JIEITA

Ja ce cexpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCTIA.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

I'omen no:

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansia Hax 25 °C.
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10. CHEIUMAJIHU NPEANA3HU MEPKHU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/057-062

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUAT IPOMYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIperabanun Sandoz 200 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmomneHna onaxoexal
PC {nomep}
SN {Homep}
NN {rOMEDP}
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

[Iperabanuu Sandoz 200 mg TBbpAM Karcyin
nperadanmH

2. HNME HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[Taptuaen Ne

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

KAPTOHEHA OITAKOBKA 3A BJINCTEP

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

[Iperabanuu Sandoz 225 mg TBbpAM Karcyin
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karncyna chappxka 225 mg nmperadaivH.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

14 tBBpAM KanICyIN
56 TBHPIU KAINCYIIH
70 TBBpAM KaICyIu
84 TBBpaM Karncyu
100 TBBpaM Karcyau
120 TBBpaH KaNCyiH

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBbBEXK/JIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopaiiHo npuIIOKEHHE

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEITA

Ja ce cexpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCTIA.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

I'omen no:

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 25 °C.
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10. CHEIUMAJIHU NPEANA3HU MEPKHU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME 1M AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/063-068

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT IIPOAYKT CE OTIIyCKa I10 JIEKAPCKO IPEANIUCAHUE.

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

IIperabanun Sandoz 225 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH WIJEHTH®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}

62



MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

[Iperabanuu Sandoz 225 mg TBbpAM Karcyin
nperadanmH

2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[Taptuaen Ne

|5.  JIPYTO
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JAHHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA U
ITBPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Sandoz 300 mg TBbpAM Karcyin
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Karncyna cbabppxka 300 mg nperabaivH.

‘ 3. CIIMCBK HA ITIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

100 TBBpaM Karncynu
200 TBBpaU KAIICYIH
250 TBBpIM Karcyiu

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

[Mpeau ynorpeba npovereTe JIMCTOBKATA.
[TepopanHo npunoxeHue

6. CIIEHNUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT ITOTJIEJA U TOCET'A HA JIEITA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA NI3TUYAHE HA CPOKA HA IT'OAHOCT

TI'onen no:
[a ce u3noi3Ba B paMKuTe Ha 6 Mecela ciie/l MbpBOHAYAIHO OTBapsHE.

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a He ce cbxpansBa Hax 25 °C.
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10. CHELHUAJIHU IMPEANIASHU MEPKHU INTPU U3XBBPJIISATHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/081-083

13. TAPTHUJIEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapCTBEHUAT IPOMYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

| 15.  YKA3AHUS 3A YIIOTPEBA

‘ 16. HMH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Kapronena onakoska: [Iperadanun Sandoz 300 mg

| 17. YHUKAJIEH NWIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uiaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onakosxaj
PC {nomep}
SN {Homep}
NN {rOMEDP}
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JAHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJINCTEP

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Sandoz 300 mg TBBbpAM Karcyin
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Kancyna ceappxa 300 mg mperabanvH.

| 3.  CHUCHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

14 tBBpAM KanICyIN

21 TBBpPIM KAICYIH

28 TBBpAM KaICyIu

56 TBBpaU Karcynu

70 TBBpIM KaICyiH

56 X 1 TBBpHa Karmcyia
100 TBBpaH Kamcyiu
100 x 1 TBBpaa Kamcyna

5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IlepopasiHo IpHIIOKEHHE.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JACHA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

TI'onen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a He ce cpxpansnBa Hax 25 °C.

10. CHEIUMAJIHU IMPEANA3HU MEPKHU INPU U3XBBPJISTHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1011/069-073
EU/1/15/1011/077
EU/1/15/1011/086-087

13. TAPTHIAEH HOMEP

[Taptunen Ne

14. HAYMUH HA OTIIYCKAHE

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

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[perabanun Sandoz 300 mg

| 17. YHUKAJIEH WIJEHTHUO®UKATOP — IBYU3MEPEH BAPKOJ

JByn3mepeH O0apKoj ¢ BKJIIOYEH YHUKaJIEH HaeHTuuKarop /[Camo 3a kapmoHnera onakosxkal

‘ 18. YHUKAJIEH NIJEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxogxa]
PC {nomep}
SN {Homep}
NN {HOMEp}
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BBbHIIEH OBBUBAII ETUKET BHPXY I'PYIIOBUTE OITAKOBKH, ObBUTU BbB
®OJIMO (BKJIIOYUTEJIHO BLUE BOX)

1. HNME HA JIEKAPCTBEHUA TPOAYKT

IIperabanuu Sandoz 300 mg TBbpAM Karcyin
nperadanuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Karncyna cbabppxka 300 mg nperabaivH.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

I'pymoBa omakoBka: 84 (2 omakoBku OT 42) TBEPAH KaICyJIH.
I'pynosa omakoBka: 100 (2 onmakoBku ot 50) TBBPIN KaCYJIH.
I'pymoBa omakoBka: 120 (2 omakoBku oT 60) TBBPIAH KaIlCYIIH.
I'pynosa omakoBka: 84 X 1 (2 omakoBku ot 42 X 1) TBBpa KarcyJa.
I'pynosa omakoBka: 100 X 1 (2 omakoBku ot 50 X 1) TBbpa Kamncyia.
I'pynoBa omakoBka: 210 x 1 (3 omakoBku ot 70 X 1) TBBpAa Kamcya.

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBbBEXKJIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopanHo npuiioxeHue

6. CIIEHUAJIHO TPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

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

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA IT'OAHOCT

I'omen no:

‘ 9. CIHHEHUAJIHU YCJIOBHUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 25 °C.
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10. CHELHUAJIHU IMPEANIASHU MEPKHU INTPU U3XBBPJIISATHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/074-076
EU/1/15/1011/078-080

13. TAPTHIAEH HOMEP

[Taptunen Ne

14. HAYUH HA OTIIYCKAHE

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa IO JIEKAPCKO MPENIUCaHuUE.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

| 17. YHUKAJIEH WIJEHTH®UKATOP — IBYU3MEPEH BAPKOJ

JByn3mepeH O0apkos ¢ BKJIIOYEH YHUKaJIEH HaeHTuukarop /Camo 3a kapmoHnena onakosxkal

‘ 18. YHUKAJIEH NWJTEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxoexa]
PC {nomep}
SN {Homep}
NN {HOMED}
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

I'PYIIOBU OITAKOBKMH - BE3 BLUE BOX

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

IIperabanuu Sandoz 300 mg TBBbpAM Karcyin
nperadanmH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcesika TBBpAa Kancyna ceappxa 300 mg mperabanvH.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJIHA OITAKOBKA

42 tBHpau Karcyau. KoMIIOHEHT Ha rpyrnoBa OMaKoBKa, HE MOXKE J1a Ce MPOIaBa OTIIEIHO.
50 TBBpau Kancymu. KOMIOHEHT Ha rpyIoBa OMakoBKa, HE MOXKE J]a CE POJIaBa OTACITHO.
60 TBEpau Kancynu. KOMIOHEHT Ha TpynoBa ONakoBKa, HE MOXE J1a Ce TPO/iaBa OTACITHO.
42 x 1 TBbpaa xancyna. KOMIOHEHT Ha TpyIoBa OMaKoBKa, HE MOXKE Jja ¢ MPOJaBa OTAEITHO.
50 x 1 TBbpaa Kancyna. KOMIOHEHT Ha IpyIoBa OIIaKkoBKa, HE MOXKE J]a Ce MPO/jaBa OTIEIHO.
70 X 1 TBBpaa Kancyna. KoMmoHeHT Ha rpynoBa OIakoBKa, HE MOKE J[a Ce POJIaBa OTICITHO.

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBbBEXK/JIAHE

IIpeau ynorpeba npovereTe JIMCTOBKATA.
IlepopasiHo npuIIOKEHHE

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEITA

Ja ce cexpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCTIA.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

I'omen no:

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 25 °C.
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10. CHEIUMAJIHU NPEANA3HU MEPKHU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1011/074-076
EU/1/15/1011/078-080

13. TAPTHIAEH HOMEP

[Taptunen Ne

14. HAYUH HA OTIIYCKAHE

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa IO JIEKAPCKO MPENIUCaHuUE.

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[Mperabanun Sandoz 300 mg

| 17. YHUKAJIEH NWIEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JByu3mepeH 0apKoJi ¢ BKIIIOUEH YHUKaJICH uaeHTudukarop [Camo 3a kapmoHeHa onaxkoska/

‘ 18. YHUKAJIEH NWIEHTU®UKATOP — TIAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxoexa]
PC {nomep}
SN {Homep}
NN {rOMEDP}
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT

IIperabanuu Sandoz 300 mg TBBbpAM Karcyin
nperadanmH

2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[Taptuaen Ne

|5.  JIPYTO
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b.JINCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

IIperadamun Sandoz 25 mg TBBbPAM KancyJu
IIperadamun Sandoz 50 mg TBBLpAM KancyJn
IIperadaaun Sandoz 75 mg TBbPAM KancyJu
Iperadamun Sandoz 100 mg TBBpAU KaNCyJau
IIperadamun Sandoz 150 mg TBBpAM KancyJau
Iperadamun Sandoz 200 mg TBBPAU KANCyJau
Iperadamun Sandoz 225 mg TBbpAU KaNCyJau
IIperadamun Sandoz 300 mg TBBpAM KaNCyIu
nperabanuH (pregabalin)

IIpoyerere BHMMATEIHO USJIATA JMCTOBKA, IIPEIH 12 3alI0YHETe A IpHeMaTe TOBa JIEKapCTBO,
ThH KaTo TS ChABbPKAa BaxkHa 3a Bac nndgopmanus.

3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HaJOXH JIa sl MPOYETETe OTHORO.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, TTonuTaiiTe Bamms nexkap ninu gapmarest.

ToBa nekapcTBo € npennucano JudHo Ha Bac. He ro mpeorcTbnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAIIMTE Ha TAXHOTO 3a00JsBaHe ca ChITUTE KaTo BammuTe.
AKO TIONTyYnTe HAKaKBU HEXEJIaH! peaklny, yBeaoMeTe Bamus ekap wu gpapmareBT. Toa
BKJIFOYBAa U BCUYKH Bb3MOXXHH HCKECJIIaHU pE€aKlIMU, HCOIMMCAHN B Ta3W JINCTOBKA. Buxte

Touka 4.

Kakso CbAbpPiKa Ta3su JUCTOBKaA

SOk~ wdE

Kakgo npencrapnssa [Iperabanun Sandoz u 3a kKakBo ce H3M0I3BA
Kakso TpsiOBa na 3naere, npenu aa nmpuemere lIperadammu Sandoz
Kak na npuemare [Iperabanma Sandoz

BBb3M0KHM HEXETaHU pEeaKLUU

Kak na cexpansBare [Iperadanina Sandoz

ChIpprkaHne Ha OTIAKOBKATA U TOMBIHUTEIHA HHPOPMANUs

Kakso npeacrasasasa IIperadaaun Sandoz u 3a KakBo ce M3M0JI3Ba

Iperabanun Sandoz npuHaAIEKH KbM IPpyIa JISKapCTBA, KOUTO CE M3II0I3BAT 3a JICUCHUE Ha
enuJIercusl, HeBponaTHa 00JIKa U TeHepalln3upaHo TpeBoxHO pascTpoiicTBo (I'TP) npu Bp3pacTHw.

IlepudepHa n neHTpaTHa HeBponaTHa Goska: [Iperabanun Sandoz ce u3non3Ba 3a je4yeHne Ha
NPOABIDKHUTENHA 00JIKa, MPUYMHEHA OT YBpPEXKAaHEe Ha HepBUTE. Pa3nuanu 3a00s1BaHUs MOTAT J1a
npeau3BUKaT nepudepHa HeBporaTHa O0JIKa KaTo HallpUMep AHAabeT WM XepIec 30cTep. Y celaHusTa
3a 0oJKa MoraT Jja Ob/1aT ONMCAHH KaTO TOPEIH, Mapely, yJICUPAIlX, CTPEIKAIH, ITPoOoK Ay,
OCTpH, CKOBaBalIlH, CHJIHA OOJIE3HEHOCT, CMBJICHE, YCEIaHe 3a U3TPBIIBaHEe, MPOOOKAAHE C UTIIH.
Ilepudepnara u LeHTpaiHa HEBpoMaTHa OoIKa MoXe Jja ObJie CBbp3aHa U C IPOMEHU B HACTPOECHHUETO,
HapyILIeHNs Ha ChHSA, yMopa (YMOPSIEMOCT) U MOXKE /1a Ce OTpas3H Ha (PU3UIECKOTO U COLUATHO
(YHKIIMOHUpAHE U HAa KAYECTBOTO Ha KHMBOTA KaTO IISUIO.

Enmnnencus: [peradanun Sandoz ce u3mnon3sa 3a ie4eHre Ha HAKOU (DOPMHU Ha EMUIICTICHS
(mapumanHy IPUCTHIN ChC WM Oe3 BTOPUYHA TeHepaIu3allysl) Mpyu Bb3pacTHU. Bammar nekap me Bu
npeanuire [Iperadanma Sandoz, 3a 1a Bu momorse ma nekyBare BamaTta enwierncus, KoraTo
NPOBEKAAHOTO JICUSHUE HEe BOJM 0 OBNa/sBaHe Ha cheTosiHueTo Bu. TpsabBa na B3emate [Iperabanun
Sandoz karo nombiiHeHKE KbM Baieto Hacrosio nedenue. [Iperadbanun Sandoz He e npeHa3HadYeH
3a CaMOCTOsITEeHA yroTpeda, a BHHATH TPsiOBa Jia O'bjie IpUiIarad B KOMOWHAIIHS C JPYTO
AHTHENIIETITUYHO JICUCHHE.
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I'eHepaau3npano TpeBo:KHO pa3cTpoiicTBo: [Iperadamun Sandoz ce u3non3ea 3a JeyeHUE Ha
reHepam3upano TpeBoxHO pazcTpoitcTBo (I'TP). Cumrromute Ha I'TP ca nmpoabmkuTenHa
MPEKOMEPHA TPEBOKHOCT M MIPUTECHEHHE, KOUTO ce KOHTposupar TpyaHo. I TP moxke chio na
MpeIru3BHKa OS3MOKOMCTBO HITH YCelllaHe 3a Bh30ya WK HEPBHOCT, JICCHO YMOPSIBaHE, J1a U3ITUTBATE
TPYAHOCTH MPH KOHIICHTPUpAHE WK OENH ToJieTa B aMeTTa, Jia Ce ycellaTe pa3ipa3HuTelieH, 1a
uMare MyCKyJTHO HallpeXeHue WK Mpo0ieMH che ChHA. TOBa € pa3iIMyHO OT CTpeca U HANPEKESHUETO
Ha 00MYaliHOTO BCEKUIHCBUE.

2. Kaxkso TpsdBa 1a 3Haete, npeau na npuemerte Ilperadanun Sandoz

He npuemaiite Ilperadanun Sandoz
- aKo CTe aNepPTrUYHHU KbM MperabaivH WK KbM HAKOS OT OCTaHAJIUTE ChbCTABKU HA TOBA
JeKapcTBO (M30poeHH B ToUKa 6).

IIpexynpesxaeHusi ¥ MpeINna3sHu MePKH
I'oBopere ¢ Bamms nexap wnu dapmanesT, npeau aa npuemere [peradanun Sandoz.

. Hsxou manmeHTn, KOUTO pHeMar nperadaliiH,ch00IIaBaT 3a CHMITOMH, PEIONaramu
aJICprudHa pCaKkmuus. Te3u cumMnTOMHU BKIIOYBAT IMoayBaHC Ha JIMICTO, YCTHUTE, €3MKa U
I'BPJIOTO, KAKTO U OOLIMpEeH KOKeH 00puB. AKo Npu Bac ce mosiBu HIKOSI OT T€3H peaklny,
Tps0Ba He3a0aBHO Ja ce CBbpXkKeTe ¢ Bamms iexap.

. Hma cpho0IeHns 3a TeKKH KOXKHU OOpHBH, BKIIOUUTEIHO cuHApoM Ha CTuBbHC-/[)KOHCHH,
TOKCHYHA eNuJepMaliHa HEKPOJIN3a, CBbP3aHuU C IIPUEM Ha nperadanuH. AKo 3a0enexure HAKON
OT CUMIITOMUTE, CBBP3aHU C TE3U CEPUO3HH KOKHH PEaKIMH, ONMCAaHHU B TOUKA 4, cripeTe 1a
U3M0J13BaTe Iperadayiud U He3a0aBHO MOTHPCETEe MEUIIMHCKA IIOMOLII.

. Ynorpebara Ha niperadajivH ce CBbP3Ba C BUCHE HA CBAT M CHHIMBOCT, KOUTO MOTaT Jia
yBeJIHMYaT MosiBaTa Ha CJIydaiiHO HapaHsBaHe (MagaHe) Py NaIeHTH B CTapUecKa Bh3pacT.
CrnenoBateiHo, TpsiOBa Ja ObJieTe BHUMATEIIHHU, IOKATO CBUKHETE ¢ BCEKH e)eKT Ha
JIEKapCTBOTO.

. [Mperabanun Sandoz Moxe /1a TPUYWHY 3aMbITISIBAHE WM 3ary0a Ha 3pEHUETO, WIH APYTH
HPOMEHH B 3pEHUETO, MHOT'O OT KOMTO Ca BpeMeHHH. TpsOBa He3a0aBHO J1a ce CBBPIKETE C
Bamms nekap, ako ce mosiBAT MpOMEHH B 3peHHeTo Bu.

. Hsixon nanueHTH ¢ 1uabeT, KOUTO OKaYBaT TEJIECHOTO CH TETJIO TPH yHoTpeda Ha mperadaliuH,
MOrar Jia ce Hy>KAasT OT IPOMsIHA B TEXHUTE TUa0CTHHU JIEKAapCTBa.

. Onpe/ie/ieHn HeXKETaH! PEeaKIlUy, KaTO ChbHIMBOCT, MOT'aT Ja ObJIaT MO-4eCTH, Thil KATO
MAIUEeHTH C TPbOHAYHOMO3BYHA TPaBMa MOTaT Jla IpUeMaT U APYTH JIEKapCcTBa 3a JeueHHe,
HampuMep Ha 0oJIKaTa Wik MyCKYJTHUS CIIa3bM, KOUTO UMAT IMOA00HH Ha TperadainH HeXKeJIaHH
pPEeaKINK U TeXKECTTAa Ha TE€3M PEAKIIMKU MOXKE Jla HapacHe, KoraTo JeKapcTBaTa ce mpuemMar
€THOBPEMEHHO.

. Mma chobimeHus 3a chpaedHa HeIOCTATHhYHOCT TPU HAKOU MAIMEHTH, KOUTO TIprUeMaT
HperaGanI/IH; TE3W NMAIMUCHTH Ca NPECIAUMHO B CTapy€CKa Bb3PaCT CbC ChbpACYHO-CHbJA0BHU
yBpexxaanud. Ilpeau na npuemare ToBa J1eKapcTBO, ChoOIeTe Ha Bamus jekap, ako
HMaTe aHAMHe3a 32 ChP/ieYHO 3a00JIsIBaHe.

. Nwma cpoOmreHus 3a 0b0pevHa HEIOCTATHYHOCT MPH HAKOU IMAIMEHTH, KOUTO IpUeMaT
[Iperabamuu Sandoz. Ako 3a0enexuTe HaMaJIeHO YPUHUPAHE, ToKaTo npueMate [Iperadanvu
Sandoz, TpsioBa 1a choOIIUTE HA Barus jgekap, Thii KaTO CIIUPAHETO Ha JIEKAPCTBOTO MOJXKE J1a
mo00pH TOBa CHCTOSIHUE.
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. Hsixon nanueHTH, IeKyBaHU ¢ aHTUETIMIICTITUYHY JICKAPCTBA KAaTO MperadalvH, ca UMaI MUCITU
3a caMOHapaHsBaHe MM CaMOYOHMICTBO WM ca TPOSIBUIIM CYUITUIHO TTOBEACHUE. AKO CE MOSBSIT
TaKWBa MUCJIH WM ITOI00HO MOBEACHKE, He3a0aBHO ce 00bpHETEe KbM Bamus nekap.

. Koraro IIperabannu Sandoz ce mpuema ¢ ApyTH IeKapcTBa, KOUTO MOTAT Ja MPUIHHST 3aIeK
(kKaTo HIKOU BHJOBE OOJKOYCTIOKOUTEIIHH ), BH3MOXKHO € J1a HACTBITAT HAKOW CTOMAITHO-YPEBHU
mpo0JieMu (HaIp. 3arek, 3amyIiBaHe Wid apaiv3a Ha yepBara). Madopmupaiite Bammws nekap,
aKo IMOJYYHTE 3areK, 0COOCHO aKO CTE MPENPA3MOIOKEHH KbM TO3H MPOOIIEM.

. [Ipeau na npuemere ToBa JEKapcTBO, TPAOBa Jla KaxkeTe Ha Barms nekap, ako HAKoOra cTe
3710yMOTpeOsBaAIN UIH CTE OWIIM 3aBHCUMH OT aJKOXOJI, JIEKApCTBa, OTIYCKAHH MO JIEKapCKO
IpeAnIcaHne, WM He3aKOHHU CyOCTaHIIMK; TOBA MOXKE J1a O3HAYaBa, 4e UMAaTe MO-BHCOK PHUCK
OT pa3BHBaHe Ha 3aBUCUMOCT oT [Iperadanun Sandoz.

. Cpo0bmienn ca cirydan Ha KOHBYJICHH 110 BpeMe Ha ITPHeM Ha IperadaivH WA CKOPO Ciel
MpeKpaTsBaHe Ha MpreMa Ha nperadainH. AKO IOIYyYUTe KOHBYJIICHS, ChoOIIeTe He3abaBHO Ha
Bammus nekap.

. CpoOmienn ca cirydan Ha HapyIIeHWEe Ha MO3bUHATa (PyHKINS (eHIIedaIonaTus) MpH HAKOU
MAIUCHTH, TIPUEMAIlY TperabalvH U CTpaJally U OT APYTH 3a00isiBanus. Y BegoMmere Bamus
JeKap, ako UMaTe aHaMHe3a 3a HAKAKBU CEPUO3HH 3a00JIIBaHUS, BKIIOUUTEITHO YEPHOIPOOHO
i 0pOpedHo 3a00MsBaHE.

. CpoOl1eHH ca cityvau Ha 3aTpYJHEHHUS ¢ JUIIaHeTO. AKO MMaTe HapyIleHNs] Ha HepBHATa
cucTeMa, HapylLIeHHUs Ha AUXaTeJIHaTa CucTeMa, ObOpeyHO YBpeKAaHe UM aKo CTe Ha Bb3pacT
HaJ 65 rogunu, Bamust nekap Moxe ga Bu npennumie pa3inyHa cxeMa Ha MPUIOKECHHUE.
Cppikere ce ¢ Bamms nexap, ako MoJiyduTe 3aTpyIHEHHE ¢ JUIAHETO WM TOBBPXHOCTHO
JUYIIAaHE.

3aBUCUMOCT

Hsikon xopa morar f1a pa3BusT 3aBucuMocT oT [Iperabanun Sandoz (Hysxzaa 1a mpoabinKar aa
HpHeMaT JeKapcTBOTO). Te MOXKe Ja MoMyYaT peakiii Ha OTHEMaHe, KOraTo CIpaT Ja M3I0J3BaT
I[Mperabanun Sandoz (Bmxre Touka 3, ,,Kak na npuemare [Iperadanun Sandoz ““ u ,,Ako cTe cripeiu
npuema Ha [Iperabamun Sandoz ). Ako nMaTe NPUTECHEHMS, Y€ MOXKE J1a Pa3BHETE 3aBUCHMOCT OT
[Iperabanuu Sandoz, e Ba)xHO Ja ce KOHCYITHpaTe ¢ Bamms jgekap.

Axo 3a0enexuTe HIKOI OT CIeTHUTE MPU3HAIH, J0KaTo premare [Iperadamun Sandoz, ToBa Moxe
Jla € TI0Ka3aTesHO 32 pa3BUBaHE Ha 3aBUCUMOCT:

. Nwmate HyX11a 1a mpreMare JIEKapCTBOTO MO-IBJIT0 BpeMe, OTKOIKOTO Bu € mochrBeTBan
MPEANUCBAIIHUAT JIEKap

. UyBcTBaTe HyX/1a J1a TpreMaTe IMo-BHCOKa OT MPEIOPhUNTENHATA 1032

. N3znon3Bare nexapcTBOTO MO NPUYWHHA, PA3INIHA OT MPEITUCAHUETO

. HanpaBuiiu cTe MHOIOKPATHH, HEYCIICIIIHHA OIUTH JIa CIPETEe WK KOHTPOJIMpaTe yrnorpedara Ha
JIEKapCTBOTO

. Koraro cripete mpriema Ha JI€KapcTBOTO, CE YYBCTBATE 3JI€ U CE YyBCTBATE MO-A00pe, CIIe KaTo

OTHOBO 3aIIOYHETE /1a IPUeMaTe JeKapCTBOTO
Axko 3a0enexxnuTe HIKOM OT Te3H MPHU3HAIH, ToBopeTe ¢ Barms jiekap, 3a 1a o0chanuTe Hail-100pust
Ha4MH Ha JIeYeHre 3a Bac, BKIIFOUNTENIHO Kora € MOAXOASIIO JIa CIIPETE U KaK Ja HallpaBUTE TOBA
Oe3omacHo.

Jlena u roHOIIHN

BesonacHocTTa 1 euKacHOCTTa IpH Jiela ¥ FOHOIIM (Ha Bb3pacT noA 18 ronuHm) He ca yCcTaHOBEHH U
HopaJiu ToBa IiperadajiuH He TpsiOBa Jla ce U3I0JI3Ba B Ta3H Bb3pacToBa IpyIma.
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Apyru nexapcra u Ilperadaaun Sandoz
Tps0Ba na kaxere Ha Bamms nexap uim GapManesT, ako pueMare, HACKOPO CTe PUEMAalT WU €
BB3MOKHO J1a IpUEMAaTe APYTHU JeKapCTBa.

[Iperabanuu Sandoz 1 HIKOM APYTH JIEKapCTBAa MOTAT JIa CH BIUSAT €IHO HA APYTO
(B3ammopeiictBue). Korato ce mpuema ¢ onpeieneHu Ipyru JIeKapcTBa, KOUTO UMAT YCIIOKOUTEITHO
nefcTBre (BKIIOYUTETHO onmon ), [Iperadanun Sandoz Moxke na 3acuiiu Te3u e(h)eKTH U MOXKE Ja
JIOBEJIC JI0 INXaTellHa HeJIOCTATBYHOCT, KoMa M cMBPT. CTeleHTa Ha BUEHE Ha CBAT, ChHIUBOCT H
HaMajieHa KOHIICHTpAIIUs MOTaT Jia Ce TOBHIIAT, ako [Iperabamuu Sandoz ce B3eMa 3aeIHO C
JICKapCTBa, ChIbPIKAIIH:

OKCHKOIOH — (M3MOI3BaH KaTO CPEICTBO IPOTHB OOJTKH)
Jlopazenam — (M3M0I3BaH 32 JICUCHHUE HA TPEBOKHOCT)
Ankoxon

IIperabanuu Sandoz Moxe ga ObAe MprUeMaH ¢ IEPOPATHA KOHTPAIICTITHRH.

IIperadasun Sandoz ¢ XxpaHa, HAMUTKH H ATKOXOJ
Karicymure [Iperadanvma Sandoz morat fa ObAaT ipreMaHu ChC WU 0€3 XpaHa.

I[IpenopbuBa ce 1a He ce IUe AIKOX0J1, JokaTo npuemare [Iperadanun Sandoz.

BpemenHnocT n KbpMeHe

[Iperabanun Sandoz He TpssOBa aa ObJic B3eMaH 10 BpeMe Ha OPEeMEHHOCT WM KbPMEHE, OCBEH aKo
BammsT nexap He Bu e kazan qpyro. Yrnorpebdara Ha mperabaiiH rnpe3 IbpBUTe 3 Mecena Ha
OpEeMEHHOCTTa MOXKE J]a TPEAM3BUKA BPOJICHN aHOMAJIMU Ha TUTOJIA, TPU KOMTO MOXKE Jla Ce HATOXKHU
MEIUIHCKO JieueHre. B nmpoyuBane, KoeTo pasriiex/a JaHHUTE, TIOTYYeHH 33 )KEHU OT
CKaH/IMHABCKHUTE CTPAHH, IIPUEMalTi perabaiuH mnpe3 mbpBuTe 3 Mecena Ha OpEMEHHOCTTA, €
YCTaHOBEHO, 4e 6 HoBOopoAeHU Ha Bceku 100 uMat TakuBa BpoAeHU aHOMaIuu. ToBa € CpaBHUMO C

4 nooponenu Ha Bceku 100, poZieHU OT JKEHH, KOUTO HE ca JIEKYBaHU C TperadajivH B MPOyYBAHETO.
Cro011aBa ce 3a aHOMaJIMK Ha JIMIETO (T.Hap. ,,0podalliaHu [ISITHATHHHU Ha JIUIIETO), OYHTE,
HEpBHATA CHCTEMa (BKJIFOUMTEITHO MO3bKa), ObOpennTe 1 reHUTaINHTE.

JKenwu ¢ nerepojieH noTeHIMAN € HEOOXOIUMO J1a M3MOJI3BAT €PUKACHU MMPOTHBO3a4aThUHH CPECTBA.
AKko cTe OpeMeHHa WM KbPMHUTE, CMSITATe, Y€ MOXKeE Jja CTe OpeMEeHHa WM IUIaHUpaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap miu GpapmaneBT npeau ynorpedaTa Ha TOBa JIEKapCTBO.

Ilodupane u padoTa ¢ MAIIMHH

[Iperabanun Sandoz Moke 1a Mpennu3BUKa 3aMasiHOCT, CHHIIMBOCT U HaMalieHa KoHIeHTparus. He
TpsiOBa J1a modupare, A2 pabOTUTE ChC CIOKHU MAIIMHU WITH J]a c€ BKIIIOYBATE B JIPYTH OTEHIIMATHO
PHUCKOBH JIHHOCTH, IOKATO HE pa3depere Jlajii ToBa JIEKapCcTBO He 3acsira Bamara ciocoOHoCT na
W3BBPIIBATE TE3U IEHHOCTH.

3. Kak na npuemare IIperadasun Sandoz

Bunaru npuemaiite ToBa JIEKapcTBO TOYHO KakTo Bu e kazan Bammust ekap. AKo HE CT€ CUTYpHHU B
Hello, monutaite Bamms nekap wnn ¢apmarieBT. He nmpuemaiite mo-rojsiMo KOJIHMYECTBO OT
JIEKapCcTBOTO, OTKOJIKOTO B € nmpeanucano.

Bammsar nekap e onpenenu Kaksa J103a € noaxosma 3a Bac.

[Iperabanun Sandoz e npegHa3Ha4YeH camo 3a MEPOPATHO NPUIIOKEHHE.

IlepudepHa u HeHTpaIHA HeBPONATHA 00JIKa, eNUWIENCHS UJIH FeHePATU3NPaHO TPEBOKHO

Ppa3CcTPOCTBO:
. B3emaiite ToJIKOBa KancyJu, KOJIKOTO By e HazHauun Bamusar nekap.
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. Jo3ara, mogxomsmia 3a Bac u BameTo chcTostHue, o6mdaiino me 0b1e Mexay 150 mg u 600 mg
BCEKH JICH.

Bamust nexap me Bu kaxe na B3emare peradanuna Sandoz wiau 1Ba TbTH WK TPU TETU JTHEBHO.

ITpu nByKpareH npuem B3emaiite [Iperadanun Sandoz Bceku JieH CyTpUH U Beuep NPUOIU3UTEITHO TI0

emHo U chino Bpeme. lpu Tpukparen nmpuem B3eMaiite [Iperadannu Sandoz Bcekn neH CyTpHH,

cieno0en v Beuep MPUOIM3UTEITHO TI0 €THO U CHIIO BpeMe.

AKko nMate ycemanerto, 4e epekTsT Ha [Iperadanun Sandoz e mpekaneHo CHIICH WK IpeKaeHo cao,

roBopeTte ¢ Bamus nekap win hapmMarieBr.

AKO cTe MalyueHT B cTapuecka Bb3pacT (Haj 65 ronuHm) TpsoBa Aa Bzemarte [Iperadamin Sandoz mo
oOnyaiiHug HAUYMH OCBEH, aKO UMaTe MpobiaeMu ¢ ObOpenure.

Bammsr nekap Mmoxxe na Bu npeanuine pa3niuyHa cxema Ha TO3UpaHe W/HiIH /1032, aKO MaTe
npobiemu ¢ OpOpenuTe.

TlormpmiaiiTe Kancynara 1sia ¢ BoJa.
[Ipogpmxkasaiite ma B3emare llperabanmna Sandoz, nokato BammsT nexap He Bu xaxe na crpere.

AKO CTe MpHeJIU MoBeve OT HeoOxoaqumara no3a [Iperadaaun Sandoz

He3abaBHo ce o0anere Ha Barus gekap Wi OTHIACTE O Hal-01M3KOTO OOJIHUYHO CIICIITHO
otnenenne. Bzemere KyTuiikata uinu OyTruikaTa, B KosATo ca Owin karcynute [Iperadamna Sandoz ¢
Bac. Moxe na ce mouyBcTBaTe ChbHJIMBH, O0ObPKaHHU, MPEBH30Y/ICHN WIIH HECTIOKOWHU B PE3YJTaT OT
mpreMa Ha rmoBede oT HeoOxoaumara jo3a [Iperadanun Sandoz. Cro0IaBa ce ¥ 3a NPUIAIBIH U
Oe3ch3HaHue (KOMa).

Ako cte nponycHajau n1a npuemete [Iperadaaun Sandoz

BaxHo e na B3emare BamuTe kancynu [peradanuna Sandoz peoBHO 10 €HO U CHIIO BpEME BCEKU
IleH. AKO 3a0paBUTE J1a B3EMETe elHa /1033, B3EMETe 5 BeIHara oM CH CIIOMHHTE, OCBEH aKo He €
JIOILIO BpeMe 3a Bamara cienBaia no3a. B To3u citydaid MpocTo NIpOABIDKETE ChC CIEABAILATA 032
1o obuuaitnus HaunH. He B3emaiite ABOMHA /1034, 3a JIa KOMIICHCHPATEe IPOIlycHATaTa J103a.

AKko cte cripesn npuema Ha IIperadasnn Sandoz

He crniupaiite BHe3amnHo npuema Ha [Iperabanun Sandoz. Ako uckare Jia cripere npreMa Ha
IIperabanun Sandoz, mbpBo 00chaeTe ToBa ¢ Bamms sekap. Toii/T4 me Bu kaxke kak Ja HanpaBuTe
ToBa. CMpaHeTo Ha JICUYCHHUETO TPsIOBa J1a CTaHe MOCTENIEHHO B IPOABIDKEHUE Ha MTOHE elHAa CEAMULIA

Bue Tps6Ba na 3HaeTe, ye ciies cupaHe Ha KpaTKOCPOYHO WITH IBITOCPOYHO JieueHue ¢ [Iperabanun
Sandoz Moske N1a M3nMTaTE ONpEACIeHN HeXeNaH! PEaKLUH, TaKa HapeYeHUTE PeaKi Ha OTHEMAaHe.
Te3u peakuyu BKIIOYBAT MPOOIIEMH ChC CHHSI, TIaBOOOINE, TaJIcHE, TPEBOKHOCT, THAPHS,
TPUNIONIO00HN CUMIITOMH, KOHBYJICUH, HEPBHOCT, JCTIPECHS], MUCITH 32 CaMOHApaHSIBaHE HITH
camoyOuiicTBO, 00JIKa, TIOTEHE U BUEHE Ha CBSAT. Te3u peaklnuu MoraT Jia ce MPOSBST M0-4€CTO MU
TEXKO, aKko cre npueManu [Iperadanun Sandoz 3a mo-npoabiDKUTENCH NEPUO OT BpeMe. AKO
W3IMUTATe peaKkiuy Ha OTHEMaHe, TpsIOBa Jia ce cBbpkeTe ¢ Bamms ekap.

AKO UMaTe HIKAKBHU JOMBJIHUTEIHNA BBIIPOCH, CBBP3aHU € YIOTpebaTa Ha TOBA JICKAPCTBO, MOMUTANTE
Barmus siekap win GpapMarieBT.
4. BBb3MOKHE HesKeJTaHH PeaKuu

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKEC 1a MPEAN3BUKA HCIKCIAaHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKH I'l TIOJTy4aBa.

MHoro 4yecTu: Morar Aa 3acerHat nosede ot 1 na 10 qymmu:

3amMasHOCT, CHHJIMBOCT, TJIABOOOITHE
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YecTu: Mmorar aa 3acerHar Ao 1 Ha 10 qymm:

. IloBumeH aneTur

. IToBumieHo HacTpoeHHe, 00BPKAHOCT, JE30PUCHTAIINS, HAMAJICH CeKCyalleH HHTEpeC,
pa3Apa3HUTETHOCT

. Hapymienust Ha BHUMaHHETO, HETIOXBATHOCT, HAPYIICHUS HA MaMETTa, 3ary0a Ha IaMer,

Tpenepene, 3aTpyAHSHHUS TIPH TOBOPEHE, MpaBydYKaHe, U3TPBIIBAHE, CeAUpPaHE, JICTapTHs,
Oe3chHEE, YMOpa, HEOOMUIaHO ycelane

. 3aMBIIICHO 3peHHE, TBOWHO BIXKJAHE

. CBeTOBBPTEX, MPOOIIEMH C pAaBHOBECHETO, IaJaHe

. Cyxorta B ycTara, 3aIek, I0BpblllaHe, 00pa3yBaHe Ha ra3ose, Iuapus, raJicHe, IoAyBaHe Ha
Kopema

. 3aTpyaHeHa epeKIus

. IlonyBaHe Ha TAJIOTO, BKIIFOUUTENHO KpaHHULIUTE

. OnwusiHeHue, HapyIIEHUs B IOXOJKaTa

. HarpynBaHne Ha T€necHO Terio

. MyckyTHE KpaMITi, 00JTKa B CTaBUTE, OOJIKH B I'bp0a, OOJIKU B KPAWHUITUTE

. Bw3naneso repio

Heuectu: morar na 3acernar o 1 na 100 xymm:

. 3ary0a Ha aneTuT, 3aryba Ha TerJyo, HUCKa KpbBHA 3aXap, BUCOKAa KPbBHA 3axap

. [TpomsiHa Ha BB3NPUSATHETO 32 caMusi cede CH, Oe3MOKONCTBO, enpechs, Bb30y1a, IPOMEHH B
HACTPOEHHETO, 3aTPYJHEHHUE [IPU HAMHUPAHETO Ha AyMH, XaIIOLWHALNMY, TATOJIOTMYHU ChHUILA,
NPUCTBIN HA TIAHUKA, allaTusl, arpecys, IPUIOBANTHATO HACTPOCHUE, YMCTBEHO HapyIIECHHE,
3aTPYyJHEHO MHUCIICHE, IOBUILICH CEKCyaleH UHTEPeC, IPOOJIeMHU ChC CeKCyaTHaTa (QyHKIIMS,
BKJIIOUMTEITHO HEBB3MOXKHOCT 3a JJOCTUTAHE Ha Opra3bM, 3a0aBeHa eqKyJIalus

. IIpomeHu B 3peHHETO, HEOOMYANHO ABMKEHUE HA OYNUTE, IPOMEHH B 3pEHUETO, BKIIFOUUTEIHO
TYHEJIHO 3peHHe, MPOOIISICHIU OT CBETIMHA, KOHBYJICUBHU JBHKCHUS, IOTUCHATH PEQIICKCH,
MOBHIIIEHA AKTUBHOCT, BUEHE HA CBAT NPU CTaBaHe, IIOBUIIIEHA KO)KHA TyBCTBUTEIHOCT, 3aryoa
Ha BKYC, [TapeHe, TperepeHe Npu JBMKEeHUE, HOTUCHATO Ch3HaHHE, 3ary0a Ha Cb3HAHHE,
NpUNaxbK, MOBUIIEHA YyBCTBUTEIHOCT KbM IIYyM, OO0 HEPa3MOI0KEHHE

. CyxoTa B ounTe, IOJyBaHe Ha OUNTE, OOJIKM B OUUTE, CIA0OCT B OUYHTE, HACKJI3SBAHE, [Pa3HEHE
Ha OYUTe

. Hapymenus Ha cbpaeyHHS pUTBM, YCKOPEHA Chple4Ha YeCTOTa, HUCKO KPbBHO HAJIATAHE,
BHUCOKO KPBBHO HaJIsITaHE, IPOMEHH B CHPJICYHHUS] pUTHM, Chp/IeYHa HEJIOCTATBYHOCT

. 3auepBsiBaHe, FOPEId BbIHU

. 3aTpyAHEHO AuIIaHe, CyX HOC, 3allyllIBaHe Ha HOCa

. [MoBumieHo cimoH000pa3yBaHe, MapeHe B ChpJIeYHATa 00JIACT, U3TPHIIBAHE HA YCTHHTE,
MIOBHUIIIEHA TeMIIepaTypa

. W3znorsiBane, 0OOpuB, CTYJEHU TPBIIKH

. MycKyJIHE IOTpENBaHUsl, OAyBaHE HA CTaBUTE, MyCKYJIHAa CKOBAHOCT, O0OJIKa, BKIIOUUTETHO
MyCKyJiHa 00JiKa, OOJIKH BB Bpara

. bonku B repaara

. 3arpyaHeHO Wi 00JIe3HEHO ypUHHUPAHE, He3aAbpKaHe Ha ypuHaTa

. CmabocrT, xKakaa, CTITaHe B TPBIHUAS KOIIT

. [Ipomenu B pe3ynTatuTe OT KPbBHU U YEPHOJIPOOHHU H3cienBaHus (TIOBUIIIEHA KPEeaTHHHH

¢docdokrHaza, TOBUIIIEHA ATAHWH aMHUHOTpaHcepasa, MOBHIIIEHA acrapTaT
aMuHOTpaHcpepasza, HaManeH Opoit Ha TPOMOOITUTHTE, HEYTPOIICHHUS, TOBUIIIABAHE HA
KpeaTHHHWHA B KPHBTA, TIOHIKaBaHE Ha CTOMHOCTHUTE Ha KaJWil B KPHBTA)

. CBpBXUYBCTBHTEITHOCT, MTOTyBaHE Ha JIULIETO, CbPOEK, YPTUKAPHS, XpeMa, KbpBEHE OT HOCa,
KalllJTUIa, XbpPKaHe.

. Bone3nena MeHcTpyanus

. CryneHu ajiaHu U cThIIana
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Penxu: morar aa 3acernar a0 1 va 1 000 qymm:

. [TpomeneHo 00OHSIHHE, HECTAOMITHO 3pEHUE, IPOMEHEHO BB3MPHUATHE 3a AbJI00UNHA, 3pUTeTHA
APKOCT, 3ary0a Ha 3peHHe

. Pasmmpenn 3eHUIN, KPUBOTIIEICTBO

. CryzeHa noT, cTATaHe B I'bPJIOTO, TOAYBaHE HA €3UKa

. Bw3nanenue Ha nankpeaca

. 3arpyIHEHO TperIIbIIane

. 3a0aBeHO WM OTPAaHUYEHO ABIKEHUE HA TSIIOTO

. 3aTpyIHEHHE MU MTUCaHe

. [ToBuIIEHO KOINYECTBO TEYHOCT B KOpeMa

. Teunoct B 6enmre 1podoBe

. I'spuoBe

. [Tpomenu B 3amuca Ha elekTpuyeckara akTuBHOCT Ha cbpuero (EKI), choTBeTcTBamm Ha
CMYIIEHHS B ChPJICYHUS PUTHM

. MycKkyaHO yBpexIaHe

. Cekpenus OT I'bpANTE, HEOOMYAWHO YBETUUEHIE Ha IbPIIUTE, YBEIUYaBaHE HA TBPANUTE IPH
MBKE

. [IpexbcBaHe HA MEHCTPYATHUS IIHKBIT

. brOpeuHa HeTOCTaTHYHOCT, HAMAJICHO KOJMYECTBO HA YPHHATA, 33APBKKA Ha YPHHA.

. ITonmxaBane Ha Opost Ha 6eIUTe KPHBHU KIIETKU

. HeapnexBaTHO noBeieHNE, CYUIIUAHO TIOBECHIE, CYUIIUIHA MUCIH

* AJ'ICpI‘I/I‘IHI/I PCaKnur, KOUTO MOXKE J1a BKIIFOUBAT 3aTPYAHCHO JUIIIAHE, BH3MIAJICHUEC HA OYUTC

(kepaTHT) U cCeprO3HA KOXKHA PEaKIHsl, XapaKTepu3upalla ce ¢ mosBa Ha YepBCHUKABU
HEHAIUTHATH TIETHA TI0 TSUIOTO, KOUTO ca MOJ0OHN Ha MHUIIIEHA WIIH KPBrooOpa3HH, YECTO C
MeXypueTa B cpefaTa, JIOLIEHE Ha KOXKaTa, SI3BU B yCTaTa, I'bPJIOTO, HOCA, 10 TEHUTATUUTE U
ounte. Te3n TeKKU KOKHA OOPUBH MOTaT Ja ObJaT MpeAllecTBaHN OT OBUIIIEHA TEMITEpaTypa
Y TPUIIONION00HH cUMIITOMH (cHHAPOM Ha CTHBBHC-/[?)KOHCHH, TOKCHYHA EMTUICPMATHA

HEKPOJIN3a).
. Kbpnrenuna (MoxxbaTABaHE Ha KOXKaTa U OYUTE)
. [TapkMHCOHU3BM - TOBA Ca CUMIITOMH, HaroJo0sBay 6onectra Ha [lapkHHCOH, KaTo TpeMop,

OpanukuHe3us (3a0aBeHU IBMKEHISI) U CKOBAHOCT (CKOBAaHOCT Ha MYCKYJIUTE).

. Mmuoro peaku: moxke 1a 3acertart a0 1 na 10 000 gymu
. YepHoIpoOHA HEAOCTATHYHOCT
. Xematut (Bp3MalieHuE HA YePHUS APO0)

C HeH3BECTHA YeCTOTA: OT HAJIMYHHUTE JTaHHHU He MO:Ke /1a 0b/ie HATIPABeHA OI[eHKa

. PazBuBane Ha 3aBucuMocT ot [Iperadanun Sandoz (1exkapcTBeHa 3aBUCHMOCT).

Crienn criupaHe Ha KpaTKOCPOUYHO MIIHM IBJITOCPOUHO JieueHue ¢ [Iperadanun Sandoz TpsioBa na 3HaeTe,
4ye MOXKETE Jla U3IUTATE ONpEC/ICHH HeXKeJIaH! PEaKIuy, Taka HapEUCHNUTE PEaKIMi Ha OTHEMaHe

(BwxTe ,,AKxo cte cupenu npueMa Ha [Iperadanun Sandoz*).

AKO HMAaTe 0TOK Ha JIMIETO I €3UKa, 1JIM AK0 KoXKaTa Bu ce 3a4Y€pPBU U 3a1109HAaT J1a ce
NMoABSABAT MEXYPH WM JIOLIECHE, TpﬂﬁBa He3a0aBHO Ja NOTBPCUTE KOHCYJATAllUA C JIeKap.

OrmpeeneHn HeXEIaHu PEaKIlni, KaTo CHHIMBOCT, MOTAT Jla ObJIaT TTO-4ECTH, Thi KaTo MAIlUeHTH C
rpbOHAYHOMO3BYHA TPaBMa MOTAT Jla IPUEMaT U IPYTH JIeKapcTBa 3a JIeUeHUe, HanpuMep Ha Ooykara
WJIH MYCKYJTHHS CIIa3bM, KOUTO UMAT MOJA00HH Ha MperadainH HeXeJIaHH PEaKI|K U TeKECTTa Ha
TE3H PeaKITMy MOXE J1a c€ TTOBHUIIIH, KOTaTo JIEKapcTBaTa ce MpUeMaT e THOBPEMEHHO.

CJ'IC,Z[HaTa HCXKCJIaHa pCaKlusd € C’[>06H_I€Ha IpU MOCTMAPKECTUHIOBUA ONUT: 3aTPYAHCHO JUIIIAHE,
MMOBBbPXHOCTHO AUIIAHEC.
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Cpo0maBaHe HA HesKeJIAHU PeaKIIun

AKO IIOJIyYHTe HAKaKBH HEXEJIaHU JIEKAPCTBCHH PEaKIMU, yBeaoMeTe Barimst nekap nin hapMarieBT.
ToBa BKJIFOUBa BCUYKH Bb3MOKHH HEOMMCAHH B Ta3M JINCTOBKA HEXKEJIAHU peakiuu. MoxkeTe ChIIo Aa
CHOOIINTE HEXKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a ChoOIIaBaHe, TOCOYCHA B
[punoxkenne V. Karo cho0IaBare HeXKeIaHH PEaKIMK, MOXKETE Ja JaJeTe CBOS IIPHHOC 3a
MOJyYaBaHe Ha ToBede HH(OpMAIIHS OTHOCHO 0€30acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak n1a coxpansiBarte Ilperadanun Sandoz
[a ce cpxpaHsiBa Ha MSICTO, HETOCTBITHO 32 JIela.

He uznon3paiite TOBa JICKapCTBO CJIE] CPOKa HAa TOJHOCT, OTOEA3aH BbPXY OHcTepa, KOHTECHHEpa
WJIM KapTOHEHATa OMaKoBKa cien ,,['oneH no:*“. CpoKbT Ha TOJHOCT OTrOBaps HA MOCICAHUS JICH OT
MTOCOYEHHS MECEII.

[a He ce cbxpansBa Hax 25 °C.
HDPE 6yrunkwm: [la ce u3non3pa B paMKUTE Ha 6 Mecela ciie]] TbPBOHAYAIIHO OTBapsIHE.

He usxBbpiisiiTe iekapcTBaTa B KaHaIM3alMATa WIKM B KOHTEWHEpa 32 JOMAIIHNA OTHAAbIIH.
[Hommmratite Bamms dhapmMaiieBT Kak Ja H3XBBPISATE JIEKapCTBaTa, KOUTO Beue He u3noiseare. Te3u
MEPKH Il CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa Cperia.

6. Cpabp:kaHue HA ONIAKOBKATA M I0NbJIHUTEIHA UHpopMauus

Kaxkso cpabp:ka Ilperadanun Sandoz

- AKTHBHO BeIecTBo: nperabanuH. Besika TBbpaa kamncymna ceabpka 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg nnu 300 mg nperadanuH.

- Jpyru cbCTaBKH: IAPSBUYHO HUIIIECTE, MPEKETATUHU3UPAHO, [IAPESBUYHO HUIIECTE, TAJIK,
skenaTuH, TuTanoB auokcH (E 171), sxbaT xeneszeHn okeun (E 172) (Bcnuku KoauvecTBa Ha
aKTHBHOTO BEIIECTBO B 7030Ba euHuia 6e3 150 mg), yepsen xenesen okcun (E 172) (Bcuuku
KOJTMYECTBA Ha aKTUBHOTO BEIIECTBO B J1030Ba eAuHUIA 6e3 50 mg u 150 mg), yepeH xene3eH
okeup (E 172) (camo 25 mg u 300 mg).

Kak n3raexxna Ilperadaann Sandoz u KakBO ChIbP7Ka ONAKOBKATA

Henpo3pauHu Kamnaue U TsUI0 Ha KarcyJsaTa ¢ 01e10 KbIATo-KadsiB BT,
25 mg kancynu  pasmep Ha karncynata 4 (14,3 mm X 5,3 mm), ceabpika Osut 10 HOYTH OsiT
mpax.

HCHpO3pa‘IHI/I Kara4de U TAJIO Ha KallCyJjiaTa CbC CBCTJIO-KBJIT LUBAT, pasMep

50 mg xancyim Ha Karcyiara 3 (15,9 mm X 5,8 mm), ceabpika 61 10 MOUTH OsUT TIpax.

Hermpo3padHo uepBeHO Kamaye U HeMpO3payHo OsI0 TSIIO Ha Karcyliara,
75 mg kancynu  pas3mep Ha karncynata 4 (14,3 mm X 5,3 mm), ceabpika Osut 10 HOYTH OsiT
npax.

Henpo3padnu uepBeHH Karnaue u TS0 Ha KarcyJiara, pa3mMep Ha KarcynaTa 3

100 mg xancyu (15,9 mm x 5,8 mm), chabprka Osi1 10 HOYTH OsLT Mpax.

Henp03paqHH OeJu Karmaue U TSJIO Ha KarcyJjarta, pasMep Ha KallcyJjiata 2

150 mg xancy:m (18,0 mm X 6,4 mm), chabprka OsUT 0 MOYUTH OSUT TIpax.

Henpo3paunu xamade U TAI0 Ha Karcysara ¢ OJ1eI00paHXeB IBST, pa3Mep Ha

200 mg icancyzm karcynara 1 (19,4 mm x 6,9 mm), chabprka Osi1 10 TIOYTH 051 TIpax.

Hemnpo3spadHo ¢ O1eJo00pamKeB BAT Kanade W HeIpO3pavHo OsII0 TS0 Ha
225 mg karicynu  [KaricysnaTta, pasmep Ha kancynara 1 (19,4 mm x 6,9 mm), chabpika Osu1 10
MOYTH OsUT Tpax.

Henpo3paqH0 YCPBCHO Kallau€ U HEMIPO3PAYHO C TCJICCCH LBAT TAJIO, pa3MEp

300 mg icancym Ha kancynara 0 (21,7 mm X 7,6 mm), chitbprka Osi1 J10 TIOYTH OsIJT Ipax.
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IIperabanuu Sandoz ce mpeyrara o cieaHuTe HOPMH:

PVC/PVDC//Al 6iuctep, onakoBaH B KApTOHEHA OITAKOBKa

PVC/PVDC//Al emHOA030BH OMCTEpH, OAKOBAHU B KAPTOHEHA OMAKOBKa
Konteitnep ot HDPE c BunTOBa Kanauka oT PP, omakoBaH B kapTOHEHa OlMakoBKa

Kamcymu 25 mg:

bnuctepu, ceappxamu 14, 28, 56, 70, 84, 100 unu 120 TBBpAM Kancyan
Ennono3osu 6nuctepu, chappkaniu 56 X 1, 84 X 1 uimu 100 X 1 TBBpau Kancynu
Bytunku ot HDPE, cpapprkamntu 200 TBbpAM Karcynm

Kamncynu 50 mg:

bructepn, ceappxamum 14, 21, 28, 56, 84 wim 100 TBBpaN Kancyan

Ennono3oBu Onuctepu, chabppkamm 84 X 1 TBEpaU Karcyiu

Bytunku ot HDPE, cyapprxantu 200 TBbpAM Karncyiu

Kancynu 75 mg:

bructepn, ceappxamm 14, 21, 28, 56, 70, 84, 100 wu 120 TBbpAM Karcynm

Enmomo3oBu 6nuctepH, chabpokarmm 14 X 1,56 X 1, 84 x 1, 100 X 1 umm 210 x 1 (3 X 70) TBBpaH
Karcynu

Bytunku ot HDPE, cpabpaxaniu 100, 200 unu 250 TBbpaU Kancynu

Karcynu 100 mg:
brnucrepu, ceappxamnu 14, 21, 28, 56, 84 wnu 100 TBHpAU Kancymu.
EnnronozoBu 6mmcrepu, chabpxkamm 84 X 1 wmm 100 X 1 TBBpIU Kancynn

Kancymu 150 mg:

bnucrepu, ceappxkamntu 14, 21, 28, 56, 70, 84, 100 unu 120 TBbpAM KanCyau

Enxomo3oBu Giuctepu, chabpxanm 56 X 1, 84 X 1, 100 X 1 mm 210 X 1 (3 X 70) TBbpAM Karcysiu
Bytunku ot HDPE, cpabpaxaniu 100, 200 unu 250 TBbpaU Kancynu

Karcynu 200 mg:
Bbnucrepu, cpabpxamu 21, 28, 84 unu 100 TBEpAM Kancyau
EnnronozoBu 6mucrepu, chabpikamm 84 X 1 wim 100 x 1 TBpAM Kancyau

Karcynu 225 mg:
bnucrepu, ceappxamu 14, 56, 70, 84, 100 unu 120 TBbpau Kancynu

Kancymu 300 mg:

brauctepu, chabpkanu 14, 21, 28, 56, 70, 84 (2 x 42), 100, 100 (2 x 50) unu 120 (2 x 60) TBBpAM
KarcyJim

Enmomo3oBu 6uctepH, chappokarin 56 X 1, 84 x 1 (2 x 42), 100 x 1, 100 x 1 (2 X 50) wmm 210 X 1
(3 x 70) TBBpaM KaTICyIH

ByTtunku ot HDPE, cpappixamtu 100, 200 umu 250 TBBpAM Karcynu

He Bcuuku BHI0BE OMIAKOBKM MOTaT jJa ObJIAT MyCHATH Ha Ma3apa.

IIpuTekaTes Ha pa3pelIeHHeTO 32 ynoTpeda
Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, AscTtpus

IIpoussoaure

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana
CrnoBeHus

Salutas Pharma GmbH

Otto-von-Guericke Allee 1
D-39179 Barleben
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T'epmanus

Lek Pharmaceuticals d.d.
Trimlini 2D

9220 Lendava
CroBeHus

3a momreTHATETHA WHGOPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHS

NpEeJICTABUTEN Ha MPUTEKATEIS Ha Pa3pelieHHETo 3a YIoTpeoa:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel.: +32 2722 97 97

boarapus
KUT Canmo3 brarapus
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark
Sandoz A/S
TIf.: + 4563 95 10 00

Deutschland

Hexal AG

Industriestrasse 25
D-83607 Holzkirchen

Tel: +49 8024 908 0
E-mail: service@hexal.com

Eesti
Sandoz d.d. Eesti filiaal
Tel.: +372 665 2400

Lietuva

Sandoz Pharmaceuticals d.d. filialas

Tel: +370 5 26 36 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta

Sandoz Pharmaceuticals d.d.
Verovskova 57,

SI-1000 Ljubljana

Slovenia

Tel: +356 99644126

Nederland

Sandoz B.V.

Hospitaaldreef 29,

NL-1315 RC Almere

Tel: +31 36 5241600
info.sandoz-nl@sandoz.com

Norge
Sandoz A/S
TIf: + 4563 95 10 00



E\rada

SANDOZ HELLAS
MONOITPOZQIIH A.E.
TnA: +30 216 600 5000

Espafia

Sandoz Farmacéutica, S.A.
Centro empresarial Parque Norte
Edificio Roble

C/Serrano Galvache, N°56
28033 Madrid

Spain

Tel: +34 900 456 856
registros.spain@sandoz.com

France
Sandoz SAS
Tél: + 33149644800

Hrvatska

Sandoz d.o.o.

Maksimirska 120

10000 Zagreb

Tel: + 385 1 2353111

e-mail: upit.croatia@sandoz.com

Ireland

Rowex Ltd.,

Bantry, Co. Cork,
Ireland.

P75 V009

Tel: + 353 27 50077

e-mail; patient.safety.ireland@sandoz.net

island
Sandoz A/S
Simi: + 45 63 95 10 00

Italia
Sandoz S.p.A.
Tel: + 39 02 812 806 96

Kvbmpog

SANDOZ HELLAS
MONOITPOZQITH A.E. (EALGO)
TnA: +30 216 600 5000

Osterreich

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl

Tel: +43 5338 2000

Polska

Sandoz Polska Sp. z 0.0.
ul. Domaniewska 50C
02-672 Warszawa

Tel.: + 48 22 209 70 00
biuro.pl@sandoz.com

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 211 964 000

Roméania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Lek farmacevtska druzba d.d.
Tel: +386 1 580 21 11

Slovenska republika

Sandoz d.d. organizac¢na zlozka
Zizkova 22B

SK-811 02 Bratislava

Tel: + 421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

Sverige

Sandoz A/S
Tel: + 45 63 9510 00
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Latvija

Sandoz d.d. Latvia filiale
K.Valdemara iela 33-29
Riga, LV1010

Tel: + 371 67892006

IlaTa Ha IMOCJCIHO NMpepasrjekaaHe Ha JIUCTOBKaTa

IMoapobHa uHpopMaIKs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcalita Ha EBporeiickata areHIus
1o JiekapcTBata http://www.ema.europa.eu.
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