HNPHUJIOXKEHMUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. NUME HA JIEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 25 mg TBBpIU Kancyau
[Iperabanuua Sandoz 50 mg TBBPIU Kancyau
[Iperabanuua Sandoz 75 mg TBBpIU Kancyau
[Iperadanuu Sandoz 100 mg TBbpAM Kancynu
[Iperadanuu Sandoz 150 mg TBbpAM Kancynu
[Iperadanuu Sandoz 200 mg TBbpAM Kancyiu
[Iperabanuu Sandoz 225 mg TBbpAM KarcCyiu
[Iperadanuu Sandoz 300 mg TBbpAM Kancyiu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

IIperadamuu Sandoz 25 mg TBEPAX KalCyJIu
Bcesika TBBpAa Karcyna ceabpiKa 25 mg nperabanud (pregabalin).

IIperadamuu Sandoz 50 mg TBEPAM KalcyJiu
Bcesika TBBpAa Karcyna ceabspka S0 mg nperabanus (pregabalin).

IIperadamuu Sandoz 75 mg TBEpAM KalcyJiu
Bcesika TBBpAa Karcyna ceabpka 75 mg nperabanud (pregabalin).

IIperadamuu Sandoz 100 mg TBEpAM Kancyin
Bcesika TBBpAa Karcyna ceabspxka 100 mg nperabanun (pregabalin).

IIperadanuu Sandoz 150 mg TBEpAM KancyJn
Bcesika TBBpaa Karcyna ceabspxka 150 mg nperabanun (pregabalin).

IIperadamuu Sandoz 200 mg TBEPAX KancyJu
Bcesika TBBpAa Karcyna ceabspxka 200 mg nperabanus (pregabalin).

IIperadanuu Sandoz 225 mg TBBPAX KaCyJIn
Bcesika TBBpAa Karcyna ceabpika 225 mg nperadbanus (pregabalin).

IIperadanuu Sandoz 300 mg TBEPAX KancyJn
Bcesika TBBpAa Kancyna ceabspxka 300 mg nperabanun (pregabalin).

3a MbJIHUS COUCHK Ha IIOMOIIHUTEC BCIICCTBA BHXKTC TOUYKA 6.1.

3. JEKAPCTBEHA ®OPMA
TBBpaa kancymna
IIperadanuu Sandoz 25 mg TBEPAM KalcyJiu

Henpospaunu kamave u TsUT0 Ha Karcyiara ¢ 6Je/10 )KbITo-KadsB IBAT, pa3Mep Ha Karcylata 4
(14,3 mm x 5,3 mm), ceabppxa Os1 10 MOYTH OsLT Ipax.

IIperadamuu Sandoz 50 mg TBEPAM KalcyJiu
Henpo3paunu xamade u TA70 Ha KarcyiaTta chC CBETIOKBIT LBAT, pa3Mep Ha Karcyiara 3
(15,9 mm x 5,8 mm), ceabpska Os1 A0 MOUTH OsSUT TIpax.

IIperadanuu Sandoz 75 mg TBEpAM KalcyJiu
HenpospauHo uepBeHO Kamnaue ¥ HEMPO3pavyHo OsI0 TSUIO Ha KarcyliaTa, pa3Mep Ha Karcynara 4
(14,3 mm x 5,3 mm), cebppxa Os1 10 MOYTH OsLT Ipax.




IIperadanuu Sandoz 100 mg TBEpAM KancyJin
Henpo3paunu uepBeHu Kamaue U TSUIO Ha KarcyJara, pa3Mep Ha kancymnara 3 (15,9 mm x 5,8 mm),
CHIbpKa OSIT 10 OYTH 051 Tpax.

[Iperadanuu Sandoz 150 mg TBEpAM Kancyin
Henpospaunu Genu xamade u T30 Ha Kamcynara, pa3mep Ha karcyiara 2 (18,0 mm x 6,4 mm),
ChIObprKa Os1 10 TTIOUTH OsT mpax.

IIperadanuu Sandoz 200 mg TBEPAX KancyJn
Henpo3paunu xamade u 1470 Ha KamcynaTta ¢ 6JeJ00paHKeB BT, pa3Mep Ha Karcynata 1
(19,4 mm x 6,9 mm), ceabpska 05T A0 MOUTH OSUT TIpax.

IIperadanuu Sandoz 225 mg TBEPAX KalcyJIA
Henpo3spauno GremoopankeBo Kamade ¥ HENPO3pavuHo OsUI0 TSUIO Ha KarcyJjara, pa3Mep Ha
kancynara 1 (19,4 mm x 6,9 mm), cbabpxa Os1 10 TOYTH OS5I Ipax.

IIperadanuu Sandoz 300 mg TBEPAM KancyJu
Henpo3pauno 4epBeHO Kanave ¥ HENPO3pavyHo ¢ 0710 KbATO-KadsB LBAT TSUI0, pa3Mep Ha
kancynara 0 (21,7 mm x 7,6 mm), cbabpxa Os1 10 TOYTH OS5I Ipax.

4. KIMHUYHU JAHHHA
4.1 TepaneBTUYHHU NMOKA3AHUS
HeBponarna 6osaxa

[Iperadanuu Sandoz e mokasaH 3a JieueHUe Ha neprudepHa U HEeHTpaIHa HeBpOoIlaTHa O0JIKa IPU
BB3pPaCTHH.

Enunencusa
[Iperabanun Sandoz e mokasaH kKaTo J00aBBYHO JICUCHHUE ITPH BH3PACTHH C TTAPITUATHU MPUCTHITN ChC
nau 0e3 BTOpUYHA TeHepalTu3aIusl.

I'eHepann3upaHo TPEBOKHO Pa3CTPOICTBO
[Iperadanuua Sandoz e mokasaH 3a JiedueHUE Ha TeHepaTU3UPaHO TpeBOkHO pascTpoiicto (I'TP) mpu
BB3pPaCTHH.

4.2 Jlo3upoBKa M HAYWH HA MPHJIOKEHHE

AOBH[}OBK&

Jo3oBudar untepsain e ot 150 no 600 mg Ha nieH, pa3npeaeneHy B 1Ba WK TpU IpHEMa.

Hesponamna 6onka

Jleuenueto ¢ nperabainH MOXKe Aa 3am04He ¢ 03a oT 150 mg Ha 1eH, pa3aeneHa Ha ABa WM TPH
npuema. B 3aBUCHMOCT OT MHANMBUYaIHUS TEPAIEBTUYEH OTTOBOP HA MAIMEHTa U TOHOCUMOCTTA
no3aTta Moke nia Ob1e yBennueHa 1o 300 mg Ha ieH ciel HHTepBa OT 3 A0 7 IHH, a [IpH
HEOO0XOIMMOCT JJ0 MakcuMaliHa J103a oT 600 mg qHEBHO, clieA JONBbIHUTENIEH 7-THEBEH HHTEPBAL.

Enunencus

Jleuenuero ¢ nperabaynH MOXKe Aa 3am04He ¢ 103a oT 150 mg Ha neH, pa3zaeneHa Ha ABa WM TPH
npuema. B 3aBHCHMOCT OT MHANMBHYaTHUS TEPAIEBTUYEH OTTOBOP HA MAallMEHTa U TOHOCUMOCTTA
no3aTta Moke na Ob1e yBennueHa 1o 300 mg Ha nen cien 1 ceamuna. Makcumansata 103a ot 600 mg
HAa JIeH MO’Ke J1a ObJie TOCTUrHAaTa CJIel OLIe €AHA JOMBJIHUTEIHA CCAMULIA.

['enepanusupano mpegodicHo pazcmpoucmeo
Jo3oBuar uatepsain e ot 150 no 600 mg Ha eH, pa3npenencHu B 1Ba WK TPU IpHEMa.
HeobxomumoctTa oT neuenne TpsOBa qa ObJe MpeoLeHsIBaHa PEAOBHO.



JledenueTo ¢ mperabannH MoXe Jia 3arouHe ¢ 703a ot 150 mg Ha geH. B 3aBucuMocT ot
WHIUBUIYATHUS TSPANICBTHYCH OTIOBOP Ha MalMeHTa U IOHOCUMOCTTA JI03aTa MOXe Jia Obie
yBenuueHna 10 300 mg Ha aen crnen 1 ceamuna. Crnen eaHa TOMBJIHATEIHA CEIMULIA J03aTa MOXKE Aa
Obae yBenmueHa 10 450 mg Ha neH. MakcumanHara f03a ot 600 mg Ha eH Moxe /1a ObJe
JIOCTUTHATA CJIC] OIllEC €aHa JOIBIIHUTEIHA CSAMMIIA.

Ilpexpamsasane na neuenuemo ¢ npe2abaium

B croTBeTcTBHE C HacTOAIIATa KIMHIYHA MPAKTUKA, aKO JICUSHUETO C IperadaiuH TpsioBa a Obie
MpEeKpaTeHo, ce MpernopbyuBa TOBA Ja CTaHE IOCTETNIEHHO B pAMKUTE MUHUMYM Ha 1 ceamuiia,
HE3aBHCHMO OT IMOKa3aHueTo (Bk. Touku 4.4 u 4.8).

bvopeuno yspesicoane

[Iperabanuu ce eTMMUHUPA OT CUCTEMHATa UPKYJIaKs TJIaBHO upe3 ObOpedHa eKcKpeuus B
HenpoMeHeH Bua. Thil KaTo KIMPBHCHT Ha MperabaliiH € IpaBo MPOIMOPLIUOHANICH HA KPEaTHHUHOBUS
KIUPBHC (BX. TOUKa 5.2), HaMaJIsIBAaHETO Ha J03aTa [IPY NMalKeHTH ¢ HapyleHa ObOpedHa QyHKIHs
TpsAOBa fa ObJe MHANBUIYAIM3UPAHO B COTBETCTBUE C KpeaTHHUHOBHS KiupbHC (CLcr), KakTo e
nocodeHo B Tabmmna 1, kato ce npuiara cieaHara Gpopmya:

L (ml/mmin = | 123 X [140 - BB3pact (roaunu)] x rerso (kg) (x 0,85 )
or (ml/min)= cepyMeH KpeaTMHMH (umol/1) (S

[Iperabanun ce orcTpaHsBa eheKTUBHO OT IUIa3MaTa upe3 xemoauanusa (50 % oT nexapcTBOTO 3a
4 gaca). [Ipu nareHTH Ha XeMOUalTN3a JHEBHATA /1032 MperadaiuH TpsOBa ja ObJIe aganTupaHa B
3aBHCHMOCT OT OBbOpeuHaTa pyHKIMs. B mombiHeHHE KbM JHEBHATA 1032 HETIOCPEACTBEHO CIIE]
BCsiKa 4-yacoBa XeMoauaiu3a TpsoBa a Obje JaeHa NonbIHUTeNHa 103a (BxK. Tadmuna 1).

Tabanna 1. AganTupane Ha 103aTa Ha IperadajanH B 3aBHCHMOCT OT O0bOpeyHaTa pyHKIHA

KpeatnannoB xnupbHc| OOIa THEBHA /1032 HA MTperadanuH * Pexxum Ha no3upane
(CLer) (ml/min)

Hauanna nosa Makcumaiia go3a

(mg/nen) (mg/nen)
>60 150 600 JUI vmm TIIJT
>30-<60 75 300 JUI vmm TIIJT
>15-<30 25-50 150 EnnoxpatHo AHEBHO WU

JILT

<15 25 75 EnnokpaTtHO JHEBHO
JlorbJIHMTEIHA 1033 HEMOCPECTBEHO ClIe XeMoquanu3a (mg)

25 100 Ennokparna no3a

TIIJ = Pa3nenenu B Tpu npuema

JIIJI = Paznenenu B ABa npuema

* O0mara qHeBHaA 103a (mg/neH) TpsaoBa qa Ob/ie pa3lieNieHa, KakTo € yKa3aHo B PeKUMa Ha JJO3HPaHe,
3a Jla ce moJryyaT mg/mo3a

" JlombJIHMTENHATA 103a € €QHOKPaTHA

YeprodpobHo yepedicOane
[Tpu manueHTH ¢ YepHOAPOOHO YBPEkKAaHE HE € HeoOX0MMa POMSIHA Ha j03ata (BXK. Touka 5.2).



THeouampuuna nonyrayus

BezonacHocTTa ¥ emkacHOCTTa Ha IperabaivH MpH Jera mo 12-roaunrHa Bb3pacT U FOHOIIN
(12-17-ropumrHa BB3pacT) HE ca YCTaHOBEHH. HamnmuHUTE TOHACTOSINEM TAHHU Cca ONMCaHU B
Touka 4.8, 5.1 u 5.2, HO NpenopbKHU 3a T03UPOBKATa HE MOTaT 1a ObAAT JaJCHH.

Cmapuecka 6v3pacm
[Ipu nanyeHTH B cTapyecka Bb3PacT MOKE Jla ce HaJIOKHM HaMallsiBaHEe Ha J03aTa Ha rperadanuH
nopajau HaMmaseHa Ob0peuHa QyHKIus (BXK. Touka. 5.2).

Hauun Ha npuiioxxeHue
[Iperadanuu Sandoz Moxe Aa ce mpremMa cbe WK 0e3 XpaHa.
[Iperadanuu Sandoz e camo 3a mepopatHO MPUIIOKCHHUE.

4.3 IIporuBomoka3zanust

CBpBXYYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HIKOE OT IIOMOIIHUTE BEILECTBA,
n30poeHu B TouKa 6.1.

4.4 Chnenuajanu npeaynpeskaeHust U Npeana3sHil MEPKH MPH ynorpeda

ITanmentu ¢ nuadeT

B croTBeTCTBHE C HAaCTOAIIATA KIMHUYHA MPAKTUKA TPU HAKOH MAIlUSHTH C T1a0eT, KOUTO HaJ|IaBaT
Ha TerJIO TpH JICUCHHE C TIperadalivH, ¢ HeoOX0ANMO alaTHpPaHE Ha aHTUINA0CTHUTE JICKAPCTBEHU
MPOYKTH.

Peakium Ha CBPBXYYBCTBHUTCIHOCT

Or MMOCTMAPKCTUHI'OBUA OIMUT UMa C’LO6H_[CHI/I$I 3a pCaKM1 Ha CBPBbXYYBCTBUTCIIHOCT, BKIIFOYHUTCIHO
Cllydyan Ha aHTHOCICM. AXO Bb3HUKHAT CHMIITOMH Ha AHI'MOCACM, KaTO MOAYBAHC Ha JIMIICTO, OKOJIO
yYCTaTa UJi Ha TOPHUTC JUXATCIIHU II'bTUILIA, npera6am/1H TpSI6Ba Aa Ccc CIIpe He3a0aBHO.

TeKKn KO’KHU HEKENaHU PeaKkunuu

B®B BpB3Ka ¢ IeueHneTo ¢ nperadaiuH psAAKo ce ChoOIIaBa 3a TeKKH KOXKHU HEeXXEJIaH! PeaKIH
(TKHP), BxmounTenHo cuaapom Ha Stevens-Johnson (SJS) u TokcHuHa enmuaepManHa HEKpoIu3a
(TEH), xouTo Morart aa ObAaT )KUBOTO3aCTpalllaBallli HIIH ¢ JieTajeH u3xon . Koraro ce npennucsa
nperabainiy, NalydeHTuTe TpsioBa na ObaaT HHGOPMHUPAHH 3a IPU3HALUTE U CHMITOMUTE U Aa ObAaT
HaOJII01aBaHM C TIOBUILEHO BHUMAHHE 32 KOKHH PEaKIUH. AKO Ce MOSABST NPU3HALN U CUMIITOMH,
MOJICKa3BaIlH 32 TE3U PeaklHy, IPUEeMbT Ha IperadanuH TpsiOBa He3a0aBHO Ja ce CIpe U Jia ce
oOMucIH qpyTo JieueHue (cropes; HeoOX0MMOCTTa).

3aMaﬁBaHe, CBHHJIIMBOCT, sarv6a Ha Cb3HAHUC, 06’I)DKBaHe 1 YMCTBCHO YBPEKIAHE

JledeHuero ¢ npera6am/1H e om0 CBBP3aHO CbC 3aMaiBaHe U CBHHJIMBOCT, KOUTO Ouxa Moriau Ja
YBCIMYAT YCCTOTATa Ha cnyqaﬁﬂo HapaHsBaHC (na/:LaHe) IpU NMAlUCHTU B CTAPYCCKa Bb3PacCT. HWma n
MOCTMApPKCTUHI'OBU C’I)06H_ICHI/I$I 3a SHFY63 Ha Cb3HAHUC, 06’prBaHe 1 YMCTBCHO YBPCIKIAHC.
CJ'ICI[OBEITCJ'IHO, NalMCHTHUTC TpSI6Ba Ja 6’])}_IaT IIOCHBCTBAHU Ja 6’[)}_IaT C IOBHMIICHO BHUMAaHHUEC, TOKAaTO
HC CC 3aI10O3HAAT C IOTCHIMAJTHUTC e(beKTH OT JICKAPCTBCHUSA MPOAYKT.

Edexru, cBbp3aHu ChbC 3pEHUETO

[Ipu KOHTpONMpPAaHU U3NUTBAHUS, TO-TOJISIMA YacT OT MALMEHTHUTE, JIEKyBaHHU C IperadanuH, ca
CHOOIIMIIM 3a 3aMBIJIEHO 3PEHHUE, B CPaBHEHUE C MALMEHTHTE, JIEKYBaHH C IJ1anedo0, KOeTo €
OT3BYYAJIO B IOBEYETO CIIy4au NPH MPOABIDKUTEIHO puiarane. [Ipu KIMHUYHUTE TPOyUYBaHus,
KBAETO ca MPOBeACHU OPTaIMOIOTUYHHN H3CIEIBAHMs], YeCTOTaTa HAa HAMAJIIBaHE HA 3pUTeHATA
OCTPOTa ¥ IPOMEHHU B 3pUTEIHOTO TOJIE € MO-TONIAMA MIPH NaUEHTUTE, JIEKYBaHH C perabainH,
OTKOJIKOTO MPH MAMEHTHTE, JEKYBaHH C IJ1ae0o0; yecToTata Ha GyHAOCKOIICKUTE IPOMEHH € IO~
roJsiMa TIpH MalUeHTHTE, JIeKyBaHH ¢ Tianedo (BxK. Touka 5.1).




Or MMOCTMAPKCTUHI'OBUS OIMUT CHIIO CC C’bO6H.IaBaT HCXKCIJIaHU pCaKI[MX 11O OTHOMICHWEC HA 3pCHUCTO,
BKIIIOYUTCIIHO Sary6a Ha 3pCHHUC, 3aMBbIISIBAHC HA 3pCHUCTO WUJIK APYTd IPOMCHU B 3pUTCIIHATA
OCTpOTa, MHOI'O OT KOUTO Ca onnu MMpEXOaHHU. CnnpaHero Ha npera6am/IH MOXE Ja JOBECAC OO0
OT3BYYdaBaHC HUJIN noz[06p$1BaHe Ha TE3U 3pUTCIHNU CUMIITOMU.

B1,6peqHa HEAOCTATHbYHOCT
C’LO6H_IaBaT CC CJIydau Ha 61>6peqHa HCAOCTATBYHOCT, IPH HAKOU CIIy4dau IMPECKPATABAHCTO HA
npera6am/1H IIOKa3Ba 06paTI/IMOCTTa Ha Ta3u HCXKCJIaHa JICKAapCTBCHA PCaKIU.

CanaHe OprueMa Ha CbIOBTCTBAIIY aHTUCITMIICIITUYHH JICKAPCTBA

C’LH_ICCTBYBEIT HEAOCTATBbYHO JAaHHH 3a CIIUPAHCTO Ha MMpUeMa Ha ChIIBbTCTBAIIN aHTUCTIWIICTITUYHU
JICKApCTBa CJICA IMOCTUTaHC Ha KOHTPOJ HAa MPUCTBIIUTC C npera6am/1H KaTto ).IO6aB’b‘-IHa TCparuys, 3a 1a
CC MMPEMUHC HAa MOHOTCparug ¢ Hpel"a6aJ'II/IH.

3acroiiHa ChbpA€YHa HEAOCTATHYHOCT

Ha.TII/ILIe Ca MMOCTMApKCTUHIOBU C'LO6H_ICHI/I$I 3a 3aCToliHa CbpJACYHa HCAOCTATHYHOCT IIPU HAKOU
ManucHTH, IMOoJIyvdaBalin npera6am/1H. Te3u pcakuuu ce Ha6J'IIOI[aBaT MNpEeANMHO ITPU MAllUCHTH B
CTapucCKa Bb3pPacCT CbC ChbPACYHO-CHA0BU YBPCIKAAaHU, IO BPEMEC Ha JICUCHNC HA HCBPOIIATUA C
npera6am/1H. Hpera6am/1H TpSI6Ba Ja CC U3I0JI3Ba C BHUMAHUC NIPU TC3U MAllUCHTU.
HPCYCTaHOBHBaHeTO Ha npera6am/1H MOXKE 1a JOBCJAC 10 OT3ByYaBaHC HA pCaKIUATA.

JledeHue Ha IOCHTPAaJIHa HCBPOIIATHA 0oIlKa B PEIVYITAT HA FD’I)6HEI‘-IHOMO3’I>‘-IH3 TpaBMa

HpI/I JICYCHUCTO HAa NCHTpAJIHA HCBPOIIaTHA 0olka B pe3yaTar Ha Fp’b6Ha‘-IHOMO3’b‘-IHa TpaBMa € ouna
YBCIMYCHA YECTOTAaTa Ha HCIKCIAHUTC PCAKIUHN KAaTO LAJI0, HEIKCIIAHUTC PCAKIUU OT CTpaHa Ha
HCHTpA/JIHAaTa HCPBHA CUCTCMA U 0CO0EHO CHHIMBOCTTA. TOBa MOXKE Ja C€ oTaaac Ha aluTHBCH C(I)CKT,
AbJDKall CC Ha CbITBbTCTBAIIUTEC JICKAPCTBCHU MMPOAYKTH (Hanp. AHTH-CIIaCTHYHH aFeHTI/I), npuiarann
3a Teparius Ha TOBa CbCTOAHUC. Toga TpSI6Ba Ja CC uMa npeaBu, Korato npera6am/1H CC IpcanurcBa 3a
TOBa CbCTOSAHHUC.

IloTuckane Ha TUIIAHETO

[Nony4enu ca cpoOLIEHNS 3a TEKKO MOTHCKAHE HA TUIIAHETO BBB BPB3Ka C ynmoTpedaTa Ha
nperabanus. [lanueHTrTe € KOMIIPOMETUPaHa TUXaTeaHa GYHKIUS, TUXATEITHO WIH HEBPOJIOTHYHO
3abonsaBane, ObOpPEUHO YBpEKIaHe, ChIIbTCTBAIIA YIOTpeba Ha cpeacTBa, notuckamy [IHC, u xopa B
CTap4ecKa Bb3pacT MOXKE Jja ca M3JI0KEHH Ha I0-BUCOK PHUCK OT MOJIy4YaBaHE Ha Ta3M TEXKa HEXellaHa
peakuus. Moxxe 1a ca HeoOXOAMMHU KOPEKIMU Ha 103aTa IPU Te3H NalKueHTH (BXK. Touka 4.2).

CyvuunaHa ujieanus ¥ NOBEJICHUE

[Ipu nauneHTH, TeKyBaHU ¢ aHTHeMIIeNTHYHH JekapcTBa (AEJ]) mo pasnuunu nokasanus, ca
cboOIIaBaHN CyHIUIHA HIeans 1 moBeaeHne. MeTa-aHanu3 Ha paHIOMU3UPaHH, T1anedo
KOHTpoupanu npoyusanust Ha AEJI cb1io moka3sa MarbK, HO MOBHUILEH PUCK OT CYUIIMIHA UACAIIHS
U ToBezieHHe. MeXaHn3MbT Ha TO3H PHUCK He € u3BecTeH. HaOmonaBanu ca ciryuan Ha CyHIMIHA
uzealys ¥ NoBeAeHNE MPY MalUeHTH, JIEKYBaHH ¢ peradalinH, B TOCTMAPKETUHTOBUS OMHUT (BXK.
Touka 4.8). /Iu3aliHbT Ha ENUAEMHOIOTHYHO IPOYYBAHE C U3IOJ3BaHE HA CAMOKOHTPOJIA
(cpaBHABAIIO EPHOAX Ha JIEUEHUE C TIEPHOAM Oe3 JIeUeHUE NP OTACTHUS AlMEHT) MOKa3Ba JaHHH
3a TIOBUIIIEH PUCK OT HOBA M0SIBA Ha CYUIMIHO IOBEACHUE U CMBPT B PE3YJITAT Ha CAMOYOHICTBO IPH
MAIlMEeHTHTE, JIeKYBaHH C IperadaiuH.

HaLII/IeHTI/ITe (I/I Jianara, KOMTO CC rpriKart 3a THX) TpSI6Ba Ja 6T>ILaT MMOCBHBCTBAHU 1a ITOTHPCAT
MCIUIMHCKH CBHBCT IIPHU IMOABA HAa MIPHU3HAIKM HA CYULIUIHA UACAIW NI TIOBCACHUC. HaLII/IeHTI/ITe
TpSI6Ba Ja 6T>I[aT MNpoCICAABAHU 3a MMPU3HAIW Ha CyYHIIUAHA UACAlIUA U IOBECACHUC U TpSI6Ba Ja ce

npeanpreMe ChOTBETHOTO JieueHne. | p A 6B a oa ce obmMucnam
npekpaTfAaBaHe Ha NeyeHneTocnperabanmH B

cnyqa|7| Ha cynmnumaogHa mgeaunmna m noseneHeE.



Hawmarniena ¢pyHKIMS Ha JOTHUS TACTPOUHTECTUHAICH TPAKT

Hma mocTMapKeTHHTOBY ChOOINEHUS 3a CHOUTHS, CBbP3aHU C HaMaieHa (DYHKITUS Ha JOTHUS
racTPOMHTECTHHAJICH TPAKT (HAmp. HEMPOXOUMOCT Ha YepBaTa, MapauTHUCH WICYC, 3aIeK), KOraTo
nperabaanH € MpreMaH 3ae/IHO C JICKapCTBa, KOMUTO MOXKE Ja IPEIN3BUKAT KOHCTHUIIAINS — HAIIPUMEP
ONMHMOMIHY aHaNTeThI. Koraro nperadanvy v ONUOUIM IIIE CE U3I0JI3BAT B KOMOHMHAIUS, TPSOBA Ja
ce B3eMar IMPeBH]l MEPKH 3a MPE0TBpaTsIBaHEe HAa KOHCTUTIAIUATA (0COOCHO ITPH JKEHU U TIAIIMEHTH B
CTap4ecka Bb3pacr).

CoobprcTBalia ynorpeba ¢ onuouau

[IpenopbuBa ce MOBUIIEHO BHUMaHHUE NP MPEINICBaHe HA MperabanrH 3a ChIIbTCTBAIL TPUEM C
onuouau nopanu puck ot noruckane Ha LIHC (Bx. Touka 4.5). B npoyuBane ,,ciy4aii-KoHTposa* npu
JIa, TPHEMAIlX OMMOUAH, IPH NAIIMEHTUTE ChC CHITBTCTBAIL IPUEM Ha MperadbanrH 1 ONMOUIH Ce
HabJIro1aBa MOBUILEH PUCK OT CMBPT, CBBP3aHa ¢ ynoTpedara Ha OIHOKIU, B CPABHEHUE C TE3U
yHoTpedsBaIy caMo ONHOUAN (KOPUTHPaHO choTHOIIeHHEe Ha mancosete [aOR], 1,68 [95%

CI, 1,19-2,36]). To3u noBulIeH pUcK ce HaOM0AaBa MpH HUCKHU 1031 nperadanud (< 300 mg, aOR
1,52 [95% CI, 1,04-2,22]) u e HamuIle TEHACHIUS 32 TIO-BUCOK PUCK MPH TO-BUCOKH JTO3M MTperadaanH
(> 300 mg, aOR 2,51 [95% CI 1,24-5,06]).

HelTpaBI/IJ'IHa VHOTDe6a, NOTCHIMAT 34 3J'IOVHOTDC63 NI 3aBUCUMOCT

Hpera6am/1H MOZKC [a MpCcAn3BUKaA JICKAPCTBCHA 3aBUCUMOCT, KOSATO MOKEC Ja BbBHUKHEC ITPpU
TCPAINICBTUYHHA OO3U. C’LO6H_IaBaHI/I Cca CJly4dau Ha 3J10yn0Tpe6a " HCTIpaBUJIHA yHOTpe6a. HaLII/IeHTI/I C
aHaMHE3a 3a 3J10yn0Tpe6a C BCHICCTBA MOKC 1a Ca C MMO-BUCOK PUCK OT HCIIPABUJIHA yHOTpe6a,
3J10yn0Tpe6a 1 3aBUCUMOCT OT npera6am/1H ne HCO6X0}_II/IMO MOBUIIICHO BHUMAHUC IIPpU yHOTpeGaTa
Ha npera6am/1H IIpyU TaKrWBa MAallUCHTH. Hpezn/l MPpCANMCBAaHC Ha npera6am/1H TpSI6Ba Ja C€ O CHHU
BHUMATCIIHO PUCKBT HA MAMMUCHTA OT HCIIPABUJIHA yHOTpe6a, 3J10yn0Tpe6a WK 3aBUCUMOCT.

HaLII/ICHTI/ITC, JICKYBaHH C npera6am/1H, TpSI6Ba Ja 6’])}_IEIT Ha6J'IIO)IaBaHI/I 34 CUMIITOMU Ha HCIIPpABUJIHA
yHOTpe6a, 3J10yn0Tpe6a NN 3aBUCUMOCT OT npera6am/1H KaTO pa3BUBAHC HAa TOJICPAHTHOCT,
HCO6X0)_'[I/IMOCT OT IOBUIIIaBaHEC HaA 103aTa, MIOBCACHNEC 3a HACOYCHO ThbPCCHC Ha JICKAPCTBOTO.

CuMOTOMU Ha OTHEMAHE

HabmogaBanu ca cMMITOMU Ha OTHEMaHE MPH HSIKOU MAIMEHTH CJIE/ CITUPaHe Ha KPaTKOCPOYHO U
JBIITOCPOYHO JIeUeHUE ¢ nperadanuH. ChoOIaBaHu ca CICAHUTE CUMIITOMU: Oe3ChHUE, TI1aBoboIIHE,
raJicHe, TPEeBOXKHOCT, UapHUs, TPUIICH CHHAPOM, HEPBHOCT, JCTIPECHs], CYUIIUIHA Ueanns, O0Ka,
KOHBYJICUH, XUIIEPXUIpo3a U 3amaiiBane. [losiBaTa Ha cUMIITOMU HAa OTHEMAaHE CJIe/ MPEeKpaTsBaHe Ha
MpreMa Ha mperadaliiH MOXe JIa € IToKa3aTellHa 3a JISKAPCTBeHA 3aBUCUMOCT (BXk. Touka 4.8).
[NaruenTure TpsOBa na 6bAaT HHGOPMUPAHHU 3a TOBA IPU 3aMlOYBAHE HA JICUYCHUETO. AKO JICUCHHETO C
nperabaiauH TpsOBa a ObAe IPEeKpaTeHo, MPENoPhUBa CE TOBA JIa CTaHE TIOCTETICHHO B PAMKUTE Hal-
MaJIko Ha | ceaMuIla, He3aBHCHMO OT IMOKa3aHueTo (Bxk. Touka 4.2).

KOHByHCI/II/I, BKJIFOUUTCIHO CHUJICTITUYCH CTATyC U I'CHCPpATIU3UPAHU TOHUYHO-KIIOHUYHU I'bpPYOBE,
MOZKC a HACTBITAT 110 BPEMC Ha yHOTpe6aTa Ha npera6am/IH HJIN CKOPO CJICA HET'OBOTO IMPEKPATABAHC.

I[aHHI/ITe 3a MPCKpATABAHC Ha AbJITOCPOUYHOTO JICHCHUC C HpCFa6aJ'II/IH IIOKa3BaT, 4€ 4y€Crorara u
TCXKECTTAa HA CUMIITOMUTC HA OTHEMAHE MOXXE J1a Ca 10303aBUCHUMHU.

Eunedanonarus
CroOI1aBanu ca ciydau Ha eHIedaionaTus, IPEAUMHO IIPH MAIUESHTH C MOICKAIIN 3a00IBaHUS,
KOUTO MOTAT JIa YCKOPSIT Pa3BUTHETO HA EHIle(aonarTusl.

Kenwu ¢ gereponeH noTeHNKAN/KOHTPALICTIIIHS

Ynotpebara Ha [Iperadanun Sandoz npe3 TbpBUS TPUMECTHP Ha OPEMEHHOCTTAa MOXKE Ja TPEIU3BHKA
roJIEMH BPOJICHH aHOMaJIMU Ha tioja. [Iperabanun He TpsOBa 1a ce U3I0I3BA 10 BpeMe Ha
OpPEMEHHOCT, OCBEH aKO I10J13aTa 3a MaiiKaTa HECbMHEHO ITPEBHINIaBa MMOTSHIIMAHIS PUCK 3a (eTyca.
YKenute ¢ nerepojicH MoTeHIIMAN TPSOBa Ja U3MON3BaT e(heKTHBHA KOHTPAIEHIIHSI 10 BpeMe Ha
nedeHueTo (Bxk. Touka 4.6).




4.5 BzammopeiicTBHe ¢ IPYrd JIeKapCTBeHH MPOAYKTH M APYTrH (JOPMH Ha B3auMojeiicTBHe

Tpii kaTO peradanuH ce eKCKpeTHUpa NPEeAUMHO B HENPOMEHEH BUJ B ypHHATA, METa0OIMU3Upa ce
npeHebpexxnMo MaJKo Ipu xopa (< 2 % oT Jo3aTa ce yCcTaHOBsABA B ypuHaTa noJ opmara Ha
METa0ONNUTH), HE HHXUOUPA JIEKapCTBEHHUSI METa00IU3bM in Vitro 1 He ce CBbP3Ba C IIA3MEHHUTE
OenThIM, MAJIKO BEPOSATHO € TOM J1a MPEIN3BUKBA WIIH J]a y4acTBa BbB (papMakOKMHETUYHU
B3alMOJECHCTBHUS.

In vivo npoy4BaHus ¥ nonyJjJandoHeH GapMakOKMHETHYEH aHAIIN3

CBOTBETHO, B in Vivo IPOYyUBaHMS HE ca HaOMI0AaBaHU KIMHUYHO 3HAYMMHU (papMaKOKUHETHYHU
B3aMMOJICHCTBUS MEXIy ITperadainH U GeHUTONH, KapOaMaseniH, BaIlpoeBa KHCEInHa,
JAMOTPUTHH, TabarneHTHH, JIopa3enaM, OCKUKOJOH WK eTanoi. [lomynanuonen ¢papMaKOKHHETHYCH
aHaJIM3 MOKa3Ba, Ye MePOPATHUTE aHTUANAOCTHH CPEACTBA, TUYPETUINTE, MHCYIUH, (heHoOapOuTai,
THArabvH 1 TONMpaMar HAMAT KIMHUYHO 3HAYUM e(DeKT BbpXY KIUPbhHCA HAa IperadasiH.

HCDODEUIHI/I KOHTPAUCHTUBHHU CPEACTBA, HOPETHUCTCPOH W/VIM €TUHUIT €CTpaanoa
EZ[HOBpeMeHHOTO MMPUIIOKCHUEC HA npera6am/1H " ICPOPATHUTC KOHTPAUCTITUBHU CPCACTBA
HOPETUCTCPOH W/UIHM €THHUI CCTpaauoOJ HC TTOBJIMSBA (l)apMaKOKI/IHeTI/IKaTa Ipu CTAalMOHAPHO
ChCTOSAHHE Ha HUTO €JHO OT TC3M BCIICCTBA.

HeKa‘pCTBeHI/I OPOAYKTH, NOBJIWABAIIHN NCHTPAIHATA HCPBHA CUCTCMA
Hpera6am/1H MOXKE aa 3aCHIIN e(l)eKTI/ITe Ha CTAHOJI 1 JIOpa3CIiaM.

OT mocTMapKeTHHIOBHUS OIIUT UMa ChOOILIEHUS 3a TUXaTelHa HeJOCTaThYHOCT, KOMa U CMBPTHU
cllyyad [Py NalrueHTH, IPUeMaIy nperadaluH 1 OMMOUIN U/UITH IPYTH JIEKapCTBEHU MPOIYKTH,
noTuckamy nentpanHara HepBHa cuctema (LIHC). Ilperabanuy BeposATHO MMa aIUTHBHO JICHCTBHE
BBPXY HapylLIEHHUsTa HA KOTHUTHBHATA U IBUTaTeNHaTa QYHKIUS, IPUIMHEHN OT OKCUKOJIOH.

BBaHMOﬂCﬁCTBHH 1 MallMCHTH B CTAPYCCKa Bb3pacT

He ca MMPOBCIKIAHN CHCLII/I(l)I/I‘-IHI/I MMpoy4YBaHUA 34 (l)apMaKO,I[I/IHaMI/I‘-IHI/ITe B3aHMO}1€I>iCTBHiI npu
Z[06p0BOJ'ILII/I B CTap4eCKa Bb3PacT. Hpoy‘-IBaHI/ISI 3a BBHHMOIICP’ICTBHHTH Ca MMPOBCKAaHU CaMO IIpU
Bb3pacTHH.

4.6 dDepTuauTeT, )PpeMEHHOCT U KbPMeHe

Kenwu ¢ gereponen norenunan / Konrpanenuus
YKenute ¢ nerepoicH MOTEHIIUAT TPSIOBA Ja U3MON3BaT e()eKTUBHA KOHTPAIEHIIV 110 BpeMe Ha
nedeHneTo (Bxk. Touka 4.4).

BpemenHoct
[IpoyuBaHusATa IPH )KUBOTHH MTOKA3BAT PEIPOYKTHBHA TOKCUYHOCT (BXK. TOYKa 5.3).

YcraHoBeHo e, ye mperadaaiH MpeMUHaBa pe3 IIAleHTaTa Ipy MIbX0Be (BXK. Touka 5.2). Bp3MoxHO
e nperabaJivH /1a MpeMUHe Mpe3 MUIaleHTaTa Mpy Xopa.

l'onemu BpoaeHu MangopMarmu

JlaHHUTE OT CKaHJMHABCKO 00CEpBallMOHHO MpoyUIBaHe Mpu noseue ot 2 700 OpeMeHHOCTH C
EKCIIO3U LM Ha MperabalinH Mpe3 IbPBUS TPUMECTHP MOKa3BaT M0-BUCOKA YECTOTa Ha TOJIeMU
Bpoaenu Mandopmanuu ('BM) B neauarpuynara nomynamnusi (;KUBO- HJIH MBPTBOPOJCHH) C
EKCIIO3U LM Ha TTperabaliiH B CpaBHEHHE ¢ momynamusra 0e3 ekcriozunus (5,9 % crpsimo 4,1 %).

Puckst or 'BM B neaunatpuvHaTa nomynanys ¢ eKCIO3ULUS Ha IperadainyH Npe3 MbpPBUS TPUMECTHP
€ MaJIKO TI0-BHCOK B CPaBHEHHE C MOIyNalusTa 6e3 eKCrno3uius (KOPUrupaHo ChOTHOLIEHUE Ha
gyectoTta 1 95% nosepurenen unrepsai: 1,14 (0,96-1,35)), kakTo U B cpaBHEHHE C MOITYJIALUATA C
excrio3uus Ha namoTprkud (1,29 (1,01-1,65)) nim Ha gynokcerun (1,39 (1,07-1,82)).



AHaIM3UTE 10 OTHOIICHHE Ha KOHKPCTHHU MaJ'I(i)OpMaI_II/II/I IMMOKa3BaT MO-BHUCOK PHUCK OT Ma.H(l)OpMaLII/II/I
Ha HCPBHATAa CUCTEMaA, OKOTO, 06pa3yBaHe Ha 0p0(1)aLII/IaJ'IHI/I OCITHATHHH, Ma.]'[(l)OpMaLlI/II/I Ha IIMKOYHUTC
ObTHIIA U TCHUTAJIMHUTEC, HO 6p0$IT € MaJIbK U U34YHUCJICHUATA Ca HCTOYHMH.

ITperabanuu Sandoz He TpsOBa qa Ob/e U3MOI3BAH MO BpeMe Ha OPEMEHHOCT, OCBEH B CIyJail Ha
KaTeropruuHa HeoOXO0AUMOCT (aKo Moj3aTa 3a MallkaTa KaTerOPUYHO HAJXBBPJIS MOTCHIMATHUS PUCK
3a (heryca).

Kspmene
[Iperabanuu ce ekckpeTupa B kbpMaTta (BK. Touka 5.2). EQexTsT Ha nperadanus npu

HOBOpOZ[eHI/]/K’LpMa‘-IeTa HC € U3BCCTCH. TpH6Ba Ja CC B3CMC PCIICHUC JaJin Aa CC MPCyCTaHOBU
KbpPMCHCTO HUJIM Aa CC MPCYyCTAaHOBU TCpanurdaTa C npera6anI/IH, KaTO CC B3CcMar NpCABU/ 110J13aTa OT
KbpPMCHCTO 3a JCTCTO U I10JI13aTa OT TCparinATa 3a KCHATa.

DepTUnuTeT
Hsma xnvHWYHYN naHHY 32 e(peKTUTe Ha MperadaauH BEPXY KEHCKUS (EPTUIIATET.

B knmuHMYHE poy4BaHU 32 oLleHKa eeKTa Ha mperadaivH BbPXy MOJABHKHOCTTA Ha
CIIEPMAaTO30UANTE, 30PaBU MbXKe JOOPOBOJIIHM ca eKCIIOHUPAaHH Ha MperadbairH NpH J03a OT
600 mg/ml nueBHo. Criex 3 mecena JieueHre He € UMalo eeKTH BbPXY NOJBHKHOCTTA Ha
CIIEPMAaTO30UANTE.

[IpoyuBaHe 3a (epTUIHUTET MPH KEHCKU TUTHXOBE TIOKAa3Ba HEXKENAHU €PEKTH BEPXY
penpoayktuBHoctTa. [IpoyuBanus 3a (epTUIUTET MPU MBIKKH TUTHXOBE TIOKa3Ba HEXKEIAHU ehEKTH
BBPXY PENPOAYKTUBHOCTTA M Pa3BUTHETO. KIIMHUYHATA 3HAUMMOCT Ha T€3H HAXOAKH € HEM3BEeCTHA
(Bk. Touka 5.3).

4.7 EdexTu BbpXy crioco0HoOcTTa 32 ogupaHe n padoTa ¢ MAIINHA

[Iperabanuua Sandoz Moxe Aa NOBJMsIE B MaJKa 10 yMEpEHa CTeleH CIocOOHOCTTa 3a modupane u
pabora ¢ mammnu. [lperadanun Sandoz Mosxe 1a MPUYMHM 3aMassHOCT ¥ CHHJIMBOCT U CJIEIOBATEIIHO
MOJKE J1a IOBIUsie crIocoOHOCTTa 3a modupane uian padoTa ¢ MamHu. Ha manuentuTe ce
penopbyBa a He modupar, 1a He paboTAT ChC CIOKHU MAIIMHU WU J1a y4acTBaT B IpyTU
MOTEHIMATHO PUCKOBH JIHOCTH, JOKATO ce pa30epe fany TO3M JIEKapCTBEH MPOAYKT 3acsAra TIXHaTa
CHOCOOHOCT Jja U3BBPIIBAT T€3H JEHHOCTH.

4.8 Hexenanu JexkapcTBeHH peaKkUUu

Knmanunara nporpama Ha nperadanuH e BrimrouBaia Haa 8§ 900 manueHTH, N3Mmon3Baiy nperadaivH,
Hazg 5 600 oT KOMTO ca B3eNM yJacTHe B JBOWHO-CIIENH TUTanebo KOHTPOINpaHu npoyuBanus. Haii-
94ecTO ChOOIIaBaHUTE HEXKEJIAHU PEaKLUH ca OMIIK 3aMassHOCT M ChHIMBOCT. Hexxenanure peakuun
0OMKHOBEHO ca OMJIM JICKH 10 YMEpEHH 110 cuiia. YecToTara Ha NPEKbCBaHE HA JIEYCHUETO MOPaaAn
HE)XEJaHU PEaKkLMH 3a BCUYKH KOHTPOJIMPAHHU NPOyUYBaHus € Omia 12 % npu nanueHTH, IoTyv4aBain
nperabanut, u 5 % npy nauueHTy, nojdy4yasany miane6o. Hali-uecTnTe HeXXelaHu peakyu, J0BEIH
JI0 IPEKbCBAHE Ha JICYCHUETO, B TPYIIH, JIEKYBaHH C nperadaivuH, ca Ouim 3aMasHOCT U ChbHIIMBOCT.

B tabmura 2 mo-mory ca n30poeHu 1o KiacoBe u yectora (MHOTO yectu (> 1/10); gectu (> 1/100
1o < 1/10); vegectu (= 1/1 000 mo < 1/100); peaxu (= 1/10 000 mo < 1/1 000); MHOTO penku

(< 1/10 000), c Hen3BecTHA YecTOTa (OT HAJMYHUTE JaHHHU HE MOXe /1a ObJe HalrpaBeHa OLeHKa)
BCUYKH HEXEJIaHH JICKAPCTBEHHU PEAKIIMU, KOUTO ca HACTBITUIIN C YECTOTA, MO-TOJIsIMa OT Iianedo u
MPH TIOBEYE OT SJTUH MAIHEHT.

BBB BCAKO Tpynupane 1Mo 4ecToTa, HexelaHuTe eekTH ce n30posBaT B HU3XOIAI PE 10 OTHOIIEHIE
Ha CEepHO3HOCTTA.

N36poecHNTE HEXKETTaH! peaKIM| MoTaT J1a ObJaT CBBP3aHH U C ITOJICKAIIOTO 3a00IsIBaHe U / WITH
CBITHTCTBAIIH JIEKAPCTBEHH TPOJIYKTH.



[Tpu neyeHneTo Ha IEHTpalTHa HEBPOMAaTHA 0OJIKa B pe3yJITaT Ha rpbOHAYHOMO3bYHA TpaBMa ¢ Ouia
yBeJIMYEHA YECTOTaTa Ha HEXKEIIAHUTE PEaKkluy KaTo IsU10, HeXeJIaHuTe peakuuu ot crpaHa Ha LIHC u
0c00eHO CHHIMBOCTTA (BXK. TOuKa 4.4).

I[OH’LJ'IHI/ITCJ'IHI/ITC pcakuunu, C’L06H_ICHI/I OT NIOCTMAPKETUHTOBUSA OIIUT, Ca MAPKUPAHU B Italic s
CIIUCBHKA ITO-A0JTY.

Tabanna 2. Hexenanu JekapcTBeHH peaKINu, NPeAM3BHKAHN OT NperadajmH

Cucremo-opranen Kjiac Hesxesranm 1ekapcTBeHH peaknuu
Nudexuuun u undecrannu

Yectn Hazodapunrur

Hapymennst Ha KpbBTa M TUM@HATA CHCTEMA

Heuectn Heytponenus

Hapymennss Ha HMyHHaTa cHCTeMa

Heuectn Cspvxuyscmeumentocm

Penxn Aneuoedem, anepeuuna peaxyus
Hapymennst Ha MeTa00JIM3Ma U XPaHEHETO

Yectn 3acunBaHe Ha aleTuTa

Heuectn AHOpeKcHs, XUITOTITUKEMHUS
Hcnxnynn HapyeHust

Yectu Eydopuuno HactpoeHue, 00bpKaHOCT, pa3Ipa3sHUMOCT,
JIe30pUCHTANUS, O€3ChHUE, HAMAICHO JINOUIO

Heuectu XanroruHarus, TaHMYecKa araka, 0e3IMoKONCTBO, Bb30y/Ia, Jepecs,
MOTUCHATO HACTPOCHUE, IPUIIOBIUTHATO HACTPOCHUE, acpectis,
MIPOMEHH B HACTPOCHUETO, ACTIEPCOHANIM3AIINS, TPYIHO HAMUPAHE Ha
JyMU, TIATOJIOTHYHY CHHUINA, IIOBUIIICHO JIMOU IO, AaHOPTa3MUs,

araTtus
Penxu Herb3abpxkaHocT, CyHIIMIHO TOBEACHNUE, CYUIIMIHA UICALIHS
C HeHn3BecTHA YECTOTA Jlexapcmeena 3asucumocm

Hapyumenusi Ha HepBHaTa cucTemMa
MHoro yectn 3aMasHOCT, CHHIIMBOCT, TIaBOOOIHE

Yectn Arakcus, HapylleHa KOOpAWHALY, TPEMOP, AU3apTPHs, aMHE3NU,
HapyILIeHNs Ha aMeTTa, HapyLIeH!s] Ha BHUMaHHETO, IIAPECTE3HH,
XHUIIOECTE3Ms, CEUpaHe, HApYLIEHO paBHOBECHE, JIETAPrHUs

Heuectn CuHKoOII, CTYTIOp, MUOKIIOHYC, 3a2Y0ad Ha Cb3HAHUE, TIOBUILCHA
MICUXOMOTOPHA aKTUBHOCT, JUCKUHE3HSI, 3aMastHOCT IIPH H3IMPaBsIHE,
WHTCHIMOHEH TPEMOP, HUCTAI'bM, KOTHUTHBHO Pa3CcTPOICTBO,
YMCmMEeHo yspedicoare, TOBOPHO HapyIIECHNE, XUIOPEIEKCHS,
XHIIEPECTe3ns, YyBCTBO Ha TIapeHe, arey3usi, 0010 Hepa3noaoiceHue

PCI[KI/I F‘bpqoee, nmapocMmus, XUIMOKUHC3H, I[I/ICI‘pa(l)I/ISI, MapKUHCOHU3BM

Hapymenns Ha ounTe
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Cucremo-opranen Kjiac Hesxesanm 1ekapcTBeHH peaknuu
Yectn 3aMBIJIEHO 3pEHUE, TUIUIONHS

Heuectn 3ary0a Ha nepudepHO 3peHne, 3pUTeTHO HapyLIeHHEe, OTOK Ha OUUTE,
nedekT B 3pUTEIHOTO MoJIe, TOHIKEHA 3pUTENHA OCTPOTa, OOJIKH B
ouHTe, acTeHONHs, POTOICHS, CyX0Ta B OUUTE, TOBHUILECHA
JaKpUManusd, Ipa3HeHe B OUUTE

Penxu 3azyba na 3penue, kepamum, OCLHUAIONCHUS, HAPYILICHO 3pPUTEITHO
BB3IPUATHE 32 ABIO0OYNHA, MUAPHA3a, CTPAOH3bM, IIOBHUILIEHA SIPKOCT
Ha oOpasute

Hapymenns Ha yXoTo M Ja0MpUHTA
Yectn Cepneunn
Heuectu Xumnepakysuc
Chbpaeynn HapyleHust

Heuectn Taxukapaus, aTpHOBEHTPHUKYJIapeH 070k | cremen cunycoBa
OpanuKapaus, KOH2eCMUBHA CbPOeUHA He0OCMAMbYHOCH

Penku Yownocasane na QT unmepeana, CHHycOBa TaXUKapaus, CHHYCOBa
aApUTMHUS

CbaoBu HapymieHust

Heuectu XUNoTOHUS, XUTIEPTOHUSI, TOPEIIH BBJIHU, 3a4CpPBsIBaHE, CTYICHU
KpallHULIU

PecnimpaTtopHu, IpBAHN 1 MeIHACTHHAJIHN HAPYILIEHUS

Heuectn HI/ICHHCH, CIIUCTAKCUC, KalllInlia, Ha3aJlHa KOHT'CCTUS, pUHUT,
XbPKaHC, CyX0Ta B HOCa

Penxu benodpoben omok, crarane B rbplioTo
C Heu3BecTHA YecToTa [ToTHckaHe Ha AUIIAHETO
CToManiHo-4peBHI HAPYLIEHUS

Yectn [loBpbiane, cadene, 3anek, ouapus, GpraTyIeHIHs, TIOAyBaHEe Ha
Kopema, CyXxoTa B ycraTa

Heuectn FaCTpOCSO(l)aFeEUIeH peq)nch, ITOBHIICHO CIFOHOOTACISAHE,
XUIIOCCTC3U HAa yCTHATA KyXHHa

Penxu Acnut, TaHKpeaTuT, nodygane Ha e3uxa, mucharus

XenaTo0uJIHapHU HApyLIEHHU S

Heuectu [ToBurIeHN CTOMHOCTH HAa YEPHOIPOOHUTE CHIUMU ¥
Penxu Konrenuna
MHoro penku UepHoIpoOHA HEAOCTATHYHOCT, XCITATUT

Hapymeﬂml Ha KO2KaTa U NMOJAKOKHATA TbKAaH

Heuectn [Nammynozen oOpuB, ypTHKAPHSL, XUTIEPXUAPO3A, HPYPUITYC
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Cucremo-opranen Kjiac Hesxesanm 1ekapcTBeHH peaknuu

Penku Tokcuuna enmuepmanta Hekponusa, Cundpom nHa Stevens Johnson,
CTyJCHA MOT

Hapymeﬂnﬂ Ha MYCKYJIHO-CKeEJI€THATA CUCTEMA U CbC¢/IMHUTE/IHATA ThKaH

Yectn MycKyTHH KpaMId, apTpairus, O0JKU B I'bpba, O0JIKH B KpaltHIK,
LIEPBUKAJIEH CIa3bM

Heuectn HOHYBaHe Ha CTaBUTC, MUAJITUA, MYCKYJIHA TIOTPCIIBAHU A, OOJIKH BBLB
BpaTa, MyCKYyJIHa CKOBAaHOCT

Penku Pabnomuonusa

Hapymenns Ha 0b0penuTe M NIMKOYHUTE MBTHINA

Heuectn VHKOHTHHEHLIMS Ha ypHUHATa, TU3ypHUs

Penxn BrOpeuna HenOCTaTHYHOCT, OJIUTYPHSI, pemenyus Ha ypura

Hapyumienunsi Ha Bb3NPOM3BOIUTE]HATA CHCTEMA H I'bPJAaTa

Yectn Epexrunna mucdyHkums

Heuectn Cexkcyanna aucyHKUus, 3a0aBeHa esIKyIanus, JucMeHopesi, 00K B
rbpaaTa

Penxun AMeHopes, cekpelus oT I'bp/aTa, yroJIeMsiBaHEe Ha I'bpANTE,
2UHEeKOMacmus

OO0mm HapymeHHns ¥ e()eKTH HA MACTOTO Ha NPHJIOKEHHE

Yectn [epudepnu otouw, enem, HapyIlIeHa TOX0AKa, TaJaHe, YyBCTBO 3a
OIUsIHEHUE, HEeOONYaHO ycellane, yMOpseMOCT

Heuectn I'enepanusupaH O0TOK, OMOK Ha iuyemo, CTATaHe B TbpIUTE, O0JKa,
MAPEKCHS, XKaXK/a, CTyICHU TPBIIKH, aCTCHHUS

H3caenBannsa

Yectu VBennuaBaHe Ha TEJIECHOTO TELJI0

Heuectn [NoBunienne Ha kpeatnHuH GocokrHa3aTa B KPHBTA, TIOBUIIICHUE HA
KpbBHATA 3axap, HaMaJieHue Ha Opos Ha TPOMOOIUTHUTE, TTOBUIIICHHE
Ha KpeaTWHWHA B KPBBTA, MOHIKEHUE HA KA B KpBBTa, 3ary0a Ha
TEIECHO TETJIO

Penxu [Nonwxenue Ha OPOsI Ha JICBKOLIUTUTE

*[loBumenue Ha ananuH aMmuHoTpaHcdepazara (ALT) u Ha acnaprar amunotpancgepazata (AST).

Ha6J’IIOI[aBaHI/I Cca CUMIITOMH Ha OTHCMAHC CJIC CIIMPAHC Ha KPATKOCPOUYHO U ABJITOCPOYHO JICYUCHUC C
npera6am/1H. C’LO6H_IaBaHI/I ca CJICAHUTC CUMIITOMM: 6C3C'bHI/Ie, FJ'IaBO6OJ'II/Ie, raacHe, TpEBOXHOCT,
Auapus, TpyulcH CHHAPOM, KOHBYJICUU, HCPBHOCT, ACIIPECU, CYULIMHA UCAllNs, 60J'IKa,
XUIICPXUApo3a 1 3amMaiiBaHe. Te3u CHMITOMH MOXe Ja Ca MOKa3aTCJIHU 3a JICKapCTBCHA 3aBUCUMOCT.
HaLII/IeHTI/ITe TpSI6Ba Ja 6T>}_IEIT I/IH(l)OpMI/IpaHI/I 3a TOBA IIpH 3al104YBAHC HA JICHCHUCTO.

HaHHI/ITC 3a MPEKpaTsABAHC Ha AbJTOCPOYHOTO JICHCHHUEC C npera6anI/IH IIOKa3BarT, 4€ 4ye€Crorara u
TEXKECTTa Ha CHMIITOMUTE HAa OTHEMaHEe OMXa MOIJIU Ja 6’I>}_IaT J0303aBHMCHUMHU (B)K. TOouku 4.2 u 44)
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[leanarpuyHa nonyJamus

[IpodurbT Ha Ge3omacHOCT Ha peradainH, HaOMoJaBaH B MeT NeJUaTPUYHN TPOYUBaHUS [IPH
MAIMEHTH ¢ MapUUAIHU MPUCTHIN ChC UM Oe3 BTOpHYHa renepaiu3auus (12-ceAMUIHO MpoyUuBaHe
3a OLIeHKa Ha e()UKACHOCTTa U O€30MacHOCTTA MPH MAIMEHTH Ha Bb3pacT oT 4 1o 16 ronunn, n=295; B
14-nHEeBHO MpoyYBaHe 3a OLEHKa Ha e(hUKAaCHOCTTa M 0e30IIaCHOCTTA IPU MALMEHTH Ha BB3PACT OT

1 mecen 10 mo-Manko oT 4 roguHu, n=175; B mpoyuBaHe 3a papMaKOKMHETHKA M IOHOCUMOCT, N=65 1
B JIBe |-rOJMIIHM OTBOPEHU MPOYYBaHU 3a MpociensBane Ha Oe3onmacHocTTa, n=54 u n=431), e
no100eH Ha TO3H, HaOI0AaBaH MPH MPOYUYBAHUATA [IPU BB3PACTHU MALMEHTH ¢ enuiencus. Haii-
YeCTUTE HEeKellaHU ChOUTHA, HalJIt0JaBanu B 12-ceAMMYHOTO IpOyYBaHe ¢ JIeUeHHe ¢ nperadbanuH, ca
CBHJIMBOCT, MUPEKCHA, MH()EKIUS Ha TOPHUTE IUXaTeJIHU IbTUILA, TIOBUIICH alleTUT, IOBUIIABAHE HA
TErjaoTo 1 HazogapuHruT. Hali-uectute Hexenanu crOUTHUS, HAOI0naBaH! B 14-IHEBHOTO MIPOyYBaHe
Ha 12 nedyeHue c nperadainH, ca CbHINBOCT, MH()EKIU Ha TOPHUTE IUXaTeITHU MBTUIIA U TUPEKCHUS
(Bk. Touku 4.2, 5.1 u 5.2).

C’BO6H_IaBaHC Ha 10031 paH HEXCIIaHU PCAKIINN

C’LO6H_IaBaHeT0 Ha NOAO03UpPaHN HEKCIaHNU PCAKIIMU CJICA pa3pClIiaBaHC 3a y1'IOTp66a Ha JICKAapCTBCHUA
MMPOAYKT € BAXKHO. ToBa nmo3BonsaBa Aa MpoabJIKU Ha6J'IIO}_'[eHI/IeTO Ha CbOTHOIICHUECTO non3a/p1/1c1< 3a
JICKAPCTBCHUSA NPOAYKT. Or MCIUIIMHCKUTC CIICHUAJINCTH CC U3UCKBa Ja C’I)O6H_IaBaT BCsiKa
nmoao3vpaHa HECXKEJIaHa pCaKusa Ype3 HAllUOHAIHA CUCTEMaA 3a C’BO6H.IaBaHC, IIOCOYCHA B

[Mpunoxxenue V.

4.9 IIpeno3upane

Haif-yecTo choOmmaBanuTe HeKeNaHH JIEKAPCTBEHU PEAKLUU OT MOCTMApKETHHTOBUS OIHT,
HaOII0aBaHy MPU Mpefo3upaHe Ha rperadalivH ca BKIIOYBAIN CHHIMBOCT, ChCTOSIHUE Ha 00BPKBaHe,
BB30yAa u Oe3nokoiicTBo. [lonydeHu ca cro0IIEHHS U 38 MIPHUIIATBIIH.

B penxu cinyuan ca noki1aaBaHu Cilydad Ha KOMa.

JleyuenueTo npu npeno3upane Ha nperadaanH TpsAOBa Ja BKIOYBA 00N MOATBPIKAIIN MEPKU U
EBEHTYaJIHO XEMOAHaIN3a IpH HyKaa (Bxk. Touka 4.2, Tabnuma 1).

5. ®APMAKOJIOTHYHU CBOMCTBA

5.1 ®apmakoguHAMHYHM CBOlicTBa

dapmakoTepaneBTHYHA TPyTa: AHTHETWISTITHYHA CPEICTBA, JPYTY aHTHETIMIISTITUYHH CPEJICTBA;
ATC xoxm: NO3AX16.

AKTHUBHOTO BEIIIECTBO MpEradaivH ¢ aHAIOr Ha TaMa-aMHHOMACIICHATa KUCETMHA
[(S)-3-(aMmmHOMETHIT)-5-METHIIXEKCAHOEBA KHCEITNHA].

Mexauus3sM Ha IEUCTBUE
[Iperabanuu ce cBBp3Ba ¢ AOMBIHUTENHATA CyOeAMHUIA (02-0 OENITHK) HAa BONTAX-3aBUCUMHTE
KaJIIMeBU KaHAIH B IICHTpaJIHATa HEPBHA CHCTEMA.

Knnnnyna edukacHOCT ¥ 6€300aCHOCT

Hesponamna 6onxa

EdexTuBHOCTTA € A0Ka3aHa B U3MUTBAHUS MTPU AUA0CTHA HEBPOMATHS, TOCTXEPIICTUYHA HEBPAITHS U
rppOHAYHOMO3bYHA TpaBMa. EQEeKTHBHOCTTA He € TIpoyUeHa MPU APYTH MOJICTH HA HEBPOIaTHA
0oIKa.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

[Iperabanuu e npoyueH B 10 KOHTpOJIMpPaHU KITUHUYHN U3NUTBAHUS C TPOIBIDKUTEITHOCT 10

13 ceamunu ¢ aBykpareH nHeseH npuem (JI1J]) u no 8 cenmunum ¢ Tpukpaten aueseH npueM (TTL).
Karo nsno, 6e3onacnoctra u eekruBHOCTTa IIpH cxemute Ha npuinarane ¢ A1 u TI1J ca 6umm
CXOJHH.

B knuHn4HHTE Mnpoy4BaHUA C IIPOABILKUTCIIHOCT 10 12 CCAMMUIIM KaKTO 3a HCpI/I(i)CpHa, TakKa 1 3a
LCHTPA/JIHAa HCBPOIIaTHA 60m<a, oTcrnaOBaHe Ha OoJKaTa ¢ OHII0 Ha6J'IIO)IaBaHO A0 Kpas Ha IbpBaTa
ceaMmIla 1 €€ € 3alasuniio Npe3 Uejaus nNepuo/ Ha JICHCHUC.

B KoHTpONMpann KIMHUYHY IPOYyYBaHUs NpH nepudepHa HeBponarHa O6onka 35 % oT mauueHTuTe,
JIeKyBaHH ¢ nperadanv, u 18 % oT nanueHTHTE Ha MIanebo ca umanu noxodpenue ¢ 50 % Ha
TOUYKOBHSI pe3yJITaT 3a OLieHKa Ha O6onkaTa. Cpen manueHTuTe 6e3 MposiBH Ha CHHIMBOCT TAKOBA
nonoOpenue e Ouno HabaronaBano npu 33 % OT JeKyBaHUTE ¢ mperabanud u npu 18 % ot
nanueHTuTe Ha mwiane6o. [Ipu nanueHTH ¢ MposBY Ha CHHIMBOCT TEPANIEBTHYHHST OTTOBOP € OMI
48 % B rpymnarta ¢ nperadanus u 16 % B miane0o-rpymnara.

B xoHTpONMHMpaHo KIMHUYHO TIPOyYBaHe MPH EHTpaTHa HeBporaTHa 0oika, 22 % OT manueHTHTe,
JeKyBaHU ¢ TiperabanuH, U 7 % OT marMeHTuTe Ha Tuianebo ca nManu nogodpenue ¢ 50 % Ha
TOUYKOBHS PE3YJITAT 3a OLleHKa Ha OOJIKaTa.

Enunencus

JlonbHUTEIHA Tepaus

[Iperabanuu e npoy4eH B 3 KOHTPOJIMPAHHU KIMHUYHHU U3IUTBAHUS C MIPOABIDKUTEIHOCT 12 cenmMunu
mpu 1)1 wom TIIJ] naeBen mpuem. Kato 11510, Oe30macHOCTTa ¥ €PEKTHBHOCTTA TIPA CXEMHUTE HA
npwmrarane ¢ 1] u TII/] ca 6mmm cxomHu.

Hamanenue Ha yectoTara Ha MPUCTHITUTE € OMIIO HAOIOAaBaHO A0 Kpas Ha IIbpBaTa CeMHUIIA.

IleanarpuyHa nonyJamnus

EduxacHoctta 1 6e30macHOCTTa Ha peradaiH KaTo JOIMBbIHUTEIHA TEPAITHs 38 SHUIICTICUS IPH
MeANATPUYHU MalMEeHTH oA 12-roauiiHa Bb3pacT U NP IOHOIIM HE ca ycTaHOBeHU. Hexkenanure
CcbOUTHUS, HAOMIOAaBaHH B U3MUTBAHE 32 (PapMaKOKMHETHKA U TIOHOCUMOCT, KOETO € BKIIOYBAIIO
MAIMeHTH OT 3-MeceuHa 10 16-roauiHa Be3pacT (n=0605) ¢ napuuaaiHi IPUCTHIIH, ca MoJI00HH Ha
Te3H, HaOJI0IaBaH! MIPH BB3pacTHU. Pesynrature ot 12-ceaMuyHO, mianedo-KOHTPOIUPAHO
M3MHUTBaHE NpH 295 neanaTpuyHy MalMeHTH Ha Bb3pacT oT 4 10 16 ronuHu u oT eqHo 14-1HEBHO
1a1e60-KOHTPOIMPAHO MPOyYBaHe NpH 175 neauaTpuuHu MaeHTH Ha Bb3pacT oT 1 Mecel] 10 1o-
MAaJIKO OT 4 TOJMHH, IPOBEACHO C LIeJ OLIeHKa Ha e(pHKACHOCTTa U 0€30MacHOCTTa Ha IIperadaiiuH KaTo
JOITBJIHATENHA TEpanus 3a JICUEHNE Ha MapIMAIHY IPUCTHIIN, U IBE€ |-TOIUIIHN OTBOPEHU
M3MHATBaHUS 32 0€30MaCHOCT MPHU ChOTBETHO 54 1 431 neuaTpuyHM MarueHTy OT 3-MecedHa 1o 16-
TOAMIIHA BB3PACT C SMUJICIICHS [T0Ka3BaT, Y€ HeXKeJTaHUTe ChbONTHS Ha MUPEKCHs 1 MH(PEKLUMHU Ha
TOPHUTE JUXATETHN IBbTHUILA ce HaOJII0aBaT M0-4eCcTo, OTKOJIKOTO B M3MUTBAHUATA [IPH Bb3PACTHU
MMallHEeHTH ¢ enmiencus (BxK. Touku 4.2, 4.8 u 5.2).

B 12-ceamuynO miane60o-KOHTPOIMPAHO MPOyUYBaHE NeAUaTPUYHHUTE MAEHTH (Ha Bb3pacT OT 4 110
16 ronunm) ca pasnpeneneHy Aa noixy4asat nperabanus 2,5 mg/kg/nen (Makcumanno 150 mg/nen),
nperabanun 10/mg/kg/nen (makcumanno 600 mg/aen) nnu miane6o. IIpoueHThT Ha yHacCTHULIUTE C
no”e 50% HamaJleHne Ha NapLUUaTHNATE IPUCTHIIN, B CPABHEHHE C U3XOAHO HUBO, € 40,6% oT
Y4acTHULIUTE, JieKyBaHH ¢ nperadamun 10 mg/kg/nen (p=0,0068 B cpaBHeHue c¢ mianedo), 29,1% ot
Y4acTHULIUTE, JIEKyBaHH ¢ nperadanud 2,5 mg/kg/nen (p=0,2600 B cpaBHeHHe ¢ manedo) u 22,6% ot
Y4acTHULIUTE, OJIyYaBaly 1ianeoo.
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B 14-nHeBHO mane60-KOHTPOIUPaHO NPOyUBaHe MeANaTpUYHH MalMeHTH (Ha BB3pacT oT 1 Mecen A0
MO-MaJIKO OT 4 TOJMHM) ca pa3npeAeieHu J1a moyrydaBar nperadainus 7 mg/kg/neH, nperadainn

14 mg/kg/nen wim nnanebo. Meananara Ha 4eCcTOTa Ha MPUCTHIUTE 3a 24 yaca Ha U3XOAHOTO HUBO U
MIPH MTOCJICAHOTO MOCEIICHHE € ChbOTBETHO 4,7 u 3,8 3a mperabanun 7 mg/kg/neH, 5,4 u 1,4 3a
nperabanun 14 mg/kg/nen u 2,9 u 2,3 3a mnane6o. [Iperadanun 14 mg/kg/nen 3HaunTeIHO HaMAIsABA
log-TpancdopmMupanaTa yecToTa Ha MapLUHMAIHU NPUCTBIN crpsaMo mianedo (p=0,0223); npu
nperabanud 7 mg/kg/neH He ce HaboJaBa MoA00pEHUE CIPSIMO TUTaIeoo.

B 12-ceaMuuno mane60-KOHTPOIUPAHO MPOyUBaHE IPH YUYACTHULIM C TBPBUYHM T'eHEepaTM3UpaHu
ToHNYHO-KJIOHWYHU [Primary Generalized Tonic-Clonic, PGTC] repuoBe 219 yuacTauim (Ha Bb3pacT
oT 5 10 65 roauHH, OT KOUTO 66 Ha BB3pacT OT 5 10 16 roguHmn) ca pasnpeneseHu Aa moayJyaBar
nperabanun 5 mg/kg/nen (makcumanuo 300 mg/nen), 10 mg/kg/nen (makcumanuo 600 mg/nen) nim
1anedo Kato JombJBailo jedeHue. [IpouentsT Ha yuyacTHrLUTE ¢ ToHe 50 % HamaneHue Ha
yecrorara Ha PGTC repuoBe e chotBeTHO 41,3 %, 38,9 % 1 41,7 % 3a nperabanun 5 mg/kg/nen,
nperabanun 10 mg/kg/nen n mnaune6o.

MownoTepanus (HOBOAUArHOCTULMPAHU MAITUEHTH )

[Iperabanue e mpoy4eH MpH €AHO KOHTPOIUPAHO KITMHUYHO MIPOYYBAHE C MPOABIKUTEIHOCT

56 ceamuny, ¢ npunoxenue JAI1J]. [Iperabanun He e mokaszan mo-Majika e)eKTUBHOCT CIIPSIMO
JAMOTPHUTHUH 10 OTHOILCHHE Ha KpaliHaTa ToUKa - 6 Meceua 6e3 npuctbnu. [Iperadanun u 1aMOTpUTHH
ca CpaBHUMH I10 OTHOILIEHUE Ha 6€30MacHOCT U J00pa MOHOCHMOCT.

T'enepanusupano mpegoodicHo pazcmpoiicmeo

[Iperabanuu e npoy4eH B 6 KOHTPOJIMPAHHU KIMHUYHHU U3MUTBAHUS C MIPOABIDKUTEIHOCT 4-6 CeIMHUIIN,
€/IHO MPOYYBaHe MpH MAllMEHTH B CTApUYECKa BB3pacT ¢ NPOABIHKUTEIHOCT § CEAMHIIM U €IHO
IBIATOCPOYHO MPOYYBAHE 32 IPEBEHLNS HA PELUIUB C IBOMHO-ciIsMa (a3a Ha MPEBEHLUS Ha peLuInBa
C MPOJBIDKUTENHOCT OT 6 Mecela.

Obnexuenne Ha cumnromute Ha ['TP, namepeno upe3 Ckanara Ha XaMUITOH 3a OllEHKA Ha
tpeBoxkHoctTa (HAM-A), e 6uito HabmoAaBaHO A0 Kpasi Ha IbpBaTa CEAMULA.

B koHTpONMMpaHn KIMHUYHHU U3NUTBaHUA (4-8 ceAMULM MPOABIDKUTENHOCT) 52 % OT mauueHTHTe,
neKyBaHu ¢ iperabanua u 38 % OT manueHTHTe Ha ramnebo ca umainu moHe 50 % momxobpenue B
o6 pesynrar mo HAM-A oT u3X0AHOTO HUBO JI0 KpaifHaTa TOYKa.

[Ipy KOHTpOIMpPaHU IPOYYBAHHUS, TO-TOJISIMA YACT OT HALMEHTHUTE, JIEKyBaHHU C Iperadaiut, ca
CHOOLIMIIHN 32 3aMBIJICHO 3pCHUE, B CPAaBHEHHE MTALMEHTHUTE, JIEKYBaHH C IUI1ale0o0, KOETO € OT3BYYallo
B [IOBEYETO CIIydaH IIPH NPOABIKUTENHO npuiarane. [IpoBenenu ca o TaaMOIOrn4Hu U3CaeIBaHUS
(BKJIFOUMTENHO U3CIIEBaHE Ha 3pUTEIHA OCTPOTA, CTAHAAPTHO M3CJIEABAHE HA 3pUTETHOTO HOJIE U
pasiupeH GyHIOCKOIICKH Mperiien) npH noseye oT 3 600 manueHTH B paMKUTE HAa KOHTPOJIMPaHU
KJIMHWYHY npoyuBaHus. [Ipu Te3u nauueHTy 3puTenHara ocTpoTa € HamaneHa npu 6,5 % ot
MAlMEeHTHUTE, JeKyBaHH ¢ nperadanud u npu 4,8 % oT naueHTuTe, JieKyBanu ¢ mianebo. IIpomenu B
3PUTEIHOTO MoJIe ca ycTaHoBeH! npH 12,4 % ot nexyBanuTte ¢ nperadanut u 11,7 % oT 1ekyBaHuTE C
tane6o namueHTH. PyHIOCKOIICKH IIPOMEHH ca HalimoaaBaHu npu 1,7 % OT JIeKyBaHUTE €
nperabanut u 2,1 % oT eKyBaHUTE C 11a1ed0 MaueHTH.

5.2 dapmMaKOKMHETUYHHU CBOHCTBA

CranuoHnapauTe hapMaKOKHHETHYHH TI0Ka3aTelH Ha TIperadaliiH ca CXOTHH MPH 3ApaBU T0OPOBOIIIIH,
MANUEeHTH C SHIJICTICHS, TTOTyYaBally aHTHETIVIICIITHYHH JISKApCTBA, U MAIIMEHTH C XpOHWYHA 0OJIKa.
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AOcopbuus
Iperabanun ce pe3opOupa ObP30 MPHU MPUIOKEHUE HA TIAIHO ¢ MHKOBHU TJIa3MEHU KOHIIEHTPAIIUH,

HACTBIIBAILM B PAMKUTE HA €IUH Yac KaKTO CJie[ eIHOKPATHO TaKa M CJIeJ MHOTOKPAaTHO HpHJIaraHe.
[lepopannara OnoHaMTMYHOCT Ha MperadanuH ce odaksa Aa € > 90 % u e HezaBucKuMa OT fJo3aTa. Cren
MHOT'OKPaTHO MpUIaraHe CTalliOHApHO ChCTOSHHE Ce JOCTUTa B paMKuTe Ha 24 10 48 vaca.
CkopoctTa Ha pe30opOLus Ha IperadainH HaMalsgBa IpH MPHEM C XpaHa, KOETO BOJIHU 10 TOHIKEHHE
Ha Cpax ¢ 0K0JI0 25-30 % 1 3a0aBsiHe Ha tmax 10 MPUOTU3UTENHO 2,5 yaca. [IpuemMbT Ha nperabanH ¢
XpaHa, obaue, HIMa KJIMHUYHO 3HaYUM eeKT BbpXY CTEIeHTa Ha pe30pOLus Ha peradainH.

Pasnpenenenue
[penxkTMHUYHN TpOYyYBaHUS [TOKA3BaT, Y€ MperadalnH MpeMrUHaBa pe3 KPhBHO-MO3bUHATa Oapuepa

Ha MULIKH, TIIbXOBE U MaiiMyHH. Jloka3aHo e, e nperabainH IpeMrHaBa [pe3 IUaleHTaTa npu
IUTBXOBE U CE OTKPHBA B MIIIKOTO Ha KbpMeIH ITbxoBe. [Ipu Xxopa npuBUIHUAT 00eM Ha
pasnpeneneHue Ha IperadaiuH ciiell IepopaiHo npuioxenue e npudmusutento 0,56 1/kg.
[Iperabanun He ce CBBP3Ba C IUIA3MEHHUTE OSNITHIIN.

Buotpanchopmanus

MeTtabonn3MbT Ha perabaliviH MpH Xopa € npeHedpekuMo Manbk. Cien npueM Ha 1032
panuoakTUBHO Oersi3aH nperadaiua npuoau3uTeaso 98 % oT paluoakTHBHOTO BEILECTBO,
YCTaHOBEHO B ypHHATa, € OMJI0O HEMPOMEHEH NperadanuH. N-MeTUIHpaHUsIT JepUBaT Ha mperadaiu,
OCHOBHUSAT MeTa0OJHT Ha mperadaiuH, OTKPUT B ypuHara, ckeraBisBa 0,9 % ot go3ata. B
NPEIKINHUYHY IPOYYBaHUS HE Ca YCTAHOBEHH JaHHM 3a paleMHu3alus Ha S-eHaHTHOMepa Ha
nperabaiuH 10 HeroBusi R-eHanTHoMep.

Eanmunupane
[Iperabanun ce enMMMUHUPA OT CUCTEMHOTO KPBHBOOOpPAIIICHHE TIIaBHO Upe3 ObOpedHa SKCKPEIHs B

HENPOMEHEH BUJI,
CpeaHusT eTMMHUHALMOHEH MOy KUBOT Ha mperadanut e 6,3 yaca. [lnasmenust u 060peuHusT
KJIMPBHC Ha MperadaiiH ca MpaBo MPOMOPIHOHATHN Ha KPEeaTHHUHOBHS KIMPBHC (BXK. TOUKa 5.2,
Hapymena 650peuna GyHKIHSA).

[Tpu manmenTn ¢ HamaneHa ObOpeyHa (PYHKIHS WA HA XEMOIHalIn3a € He0OXO0IMMO aJalTHpaHe Ha
no3ara (Bx. Touka 4.2, Tabnuia 1).

JIMHEHHOCT/HETMHEHHOCT

dapMaKkOKMHETHYHUTE MMOKA3aTeNI Ha MperadalivH ca IMHEWHU B paMKUTE Ha MPEMOPhYHTCITHHS
JTHEBEH JT030B MHTEpBal. BapnabumHocTTa Ha (hapMaKOKWHETHKATA Ha TIperadaliuH MexXTy
nHauBHAUTE € Majka (< 20 %). dapMakoKkMHETHKATa IPY MHOTOKPATHO MPHJIaraHe MOXKe J1a ObJe
MpeNBUJICHA OT NAaHHWUTE NIPH eAHOKpaTHa f03a. CienoBareiHo, He € HE00X0AUMO PyTUHHO
MOHHUTOpPUPAHE Ha TUIA3MEHUTE KOHIIEHTPAI[UK Ha TIperadalivH.

Ilon
KnuauunuTe npoydBaHus MOKa3Bar, Ye MOIbT HE OKa3Ba KIMHUYHO 3HAYMMO BIUSHUE BHPXY
MJIa3MEHHUTE KOHIICHTPAIMK Ha MperadaivH.

Br6peuno yBpexxaane

KnuppHCBT Ha perabanuH € mpaBONpONOPLUOHANEH HA KpeaTHHUHOBUS KIupbHC. OCBEH TOBa
nperadajiH ce OTCTpaHsABa ePEKTUBHO OT IJIa3Mara upe3 XxeMoauanusa (cies 4-4acoBo
XEMOJIUATU3HO JICYCHHUE MIa3MEHUTE KOHLEHTPAINY Ha TIperadaiuH ce MOHWKaBaT ¢ MPUOIU3UTEIHO
50 %). Tbit kKaTo OBOPEUHOTO ENMMMHUHUPAHE € TTIABHUAT BT Ha eTMMHUHUPAHE, P MallHEeHTH C
HapymeHna 0p0peuHa GpyHKIHs € HeoOX0ANMO HaMalIsiBaHE Ha J03aTa, a ClIel] XeMOAUalIn3a €
HE0OXOIMM JIOITBIHHUTENCH ITpueM (BK. Touka 4.2, Tabnumna 1).
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YepHOoapoOHO YBpEKIAHE

He ca npoBexaanu cienuainy GapMakOKHHETHIHH MPOYYBAHMS TIPH MAIUCHTH ¢ HApyIIeHa
yepHOApoOHa (yHKIMs. Thit KaTo MperadaavH He MPETHPIIsBA 3HAYUM META00JIN3BM U CE EKCKPETHpa
MPEIVMHO B HEMMPOMEHEH BHJI B YpUHATA, HApyIlIeHATa YepHOIpOOHA QYHKITHS He OU TpsiOBaAIIO 1a
MPOMEHS 3HAUUMO TJIA3MEHUTE KOHIICHTPAIMH Ha ITperadaivH.

IlegnarpudHa momyJamus

dapmakoKHHETHKATa Ha TperadalivH € OllcHeHA MPH MeANaTPUYHU MAMESHTH C SITUIICTICUS
(BB3pacToBu rpynu: 1 mgo 23 mecera, 2 1o 6 ronuay, 7 10 11 roguan u 12 1o 16 roauan) npy 1030BU
HuBa 2,5; 5; 10 u 15 mg/kg/nen npu uznurpane 3a GapMaKOKMHETHKA U TTOHOCHMOCT.

CJ'ICI[ NepopaaiHo NpUI0KCHUC HA npera6am/IH npu NCAuaTpuiHu ManueHTU Ha I1aJHO, BDEMCTO 3a
AOCTUT'aHC Ha MAKCUMAJIHU ITUIa3MCHU KOHICHTpPAIWX IO MPUHIUIT € CXOAHO IMPU YHaCTHULHUTC B
s1aTa Bp3pacCToBa Irpymia U HaCThIIBa 0,5 gaca a0 2 gyaca CJICA MpucMa Ha n03arta.

[Mapamerpute Cmax 1 AUC 3a mperabaiaii HapacTBaT JIMHEWHO ¢ MOBHUILIABaHE Ha 103aTa B PAMKUTE Ha
Bcska efHa oT Bb3pacToBuTe rpynu. AUC e ¢ 30 % no-Manka npu neIuaTpudHUTE NalMEeHTH C
tesecHo Teruio mox 30 kg mopaan mo-BHCOKUS, KOPUTHPaH 3a TEIECHO TErIo KIUpBHC oT 43 % npu
TE€3 MAalMEeHTH B CPaBHEHHE C MAlUEHTUTE, KOUTO UMaT TeiecHo Terio > 30 kg.

TepMI/IHaﬂHI/IHT MOJIYy>KUBOT Ha npera6am/1H A0CTUTa CPEAHO OKOJIO 3 a0 4 gaca npu neAuaTpuIHu
DanueHTH 10 6—FOI[I/IH_IHa BB3pacCT U 4 a0 6 yaca Ipy MaHUCHTUTEC HA U HAJ] 7—1"0)_'[I/IH_IHa Bb3pacT.

HOHy.TIaLII/IOHHI/IHT (l)apMaKOKI/IHCTI/ILICH aHaJIM3 IIOKa3Ba, Y€ KPCAaTUHUHOBUAT KIIUPBHC € 3HAYMMa
KOBapHaTa Ha KJIMPBbHCA Ha npera6am/1H CJICA MEPOPpATIHO MMPUITOKCHHUEC, TCIICCHOTO TCIJIO € 3HAYNMa
KOBapHaTa Ha NpUBHUIHUA 00eM Ha pasnpeaciIcHUC Ha npera6am/IH CJICA MEPOPpATHO MMPUITTOKCHUC U
TE3U 3aBUCHUMOCTH Ca CXOJHU IIpU IIECAUATPUIHHN U Bb3PACTHU MALTUCHTHU.

dapmMakoKMHETHKATa Ha MperadalliH Mpy MAIlMeHTH 0] 3-MeCceYHa Bh3pacT He € Mpoy4eHa (BiK.
Touku 4.2, 4.8 m 5.1).

Crapuecka Bb3pacT

CrInecTByBa TCHJICHIIMS 32 HAMAIIIBaHE HAa KJIMPBHCA HA MperabaivH ¢ HapacTBaHE HA Bh3pacTTa.
ToBa HaMasieHHEe Ha TEPOPATTHUS KIIUPHHC Ha MperadalivH ChOTBETCTBA HA MOHMKCHUETO Ha
KIIMPBHCA Ha KpEaTHHHUHA, CBBP3aHO C HampeABaHe Ha Bb3pacTTa. [Ipu marueHTn ¢ Bb3pacToBO
00yCIIOBeHO HapyllleHre Ha ObOpeuyHara ()yHKIIHS MOXKE JIa CE HAaJIOXKU HaMaJlsBaHe Ha J03aTa Ha
nperabanuH (Bxk. Touka 4.2, Tabnuna 1).

Kspmauku
Hanpagsena e onjenka Ha hapmakokuHeTnkara Ha 150 mg nperaGanuH, npuiaran npe3 12 gaca

(maeBHa no3a 300 mg) npu 10 jxeHH B IEpHO] HA JTAKTALUS Hal-MaKo 12 cCeIMUIM ClIe paXKAaHeTo.
Bnusauero Ha nakranusTa BbpXy (apMaKOKMHETHKATa Ha MperadainH € OMI0 ManKo HiH U300110 e
nurncBaio. [IperabanuH ce ekckpeTupa B KbpMaTa B CpeIHU CTAllIOHAPHHU KOHLIEHTPAIIHH,
NpUOJIN3UTETTHO paBHH Ha 76 % OT KOHIIEHTpAllMMTEe B MaifuMHaTa miasMa. M3uucienara no3a 3a
KbPMaueTo, IoeTa ¢ KbpMa (mpueMaiiky, 4e cpeaHaTa JHeBHA KOHCyMalus Ha kbpMa e 150 ml/kg/nen)
ot >kenu, npuemany 300 mg/aeH uaM MakcCUMatHaTa JHEBHA 103a oT 600 mg/nen Ou Ouia CbOTBETHO
0,31 umm 0,62 mg/kg/nen. M3uncnennre no3u ca npudnusutenHo 7 % ot obmara 1HEBHA 1032 HA
MalikaTa, u3pazeHa B mg/kg.
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5.3 IlpeakJMHUYHU JAHHU 32 0€30MACHOCT

B KOHBCHIIMOHAJIHHU (bapMaKOJ'IOFI/I"IHI/I MMpoOy4BaHUA 3a 0e30IacHOCT IIpU XKUBOTHHU npera6am/1H €
IIOKa3all )106pa MOHOCUMOCT B 1031, CbOTBCTCTBAIIIM HAa KIIMHUYHO IMpUJIarannuTe. B npoy4BaHuA 3a
TOKCUYHOCT C MHOT'OKPAaTHO Mpujiaralne, NpoBCACHU IPU INIbXOBC U MaﬁMYHH, ca ouamn Ha6J'IIO)IaBaHI/I
e(l)eKTI/I BBpPXY HHC, BKIIFOUUTCIHO XUTTIOAKTUBHOCT, XUIICPAKTHUBHOCT U aTAKCUS. CJ'IC)_'[
MNPOABJDKUTECIHA CKCIIO3ULINA Ha npera6am/1H, CBHOTBETCTBAIIA HA EKCITO3UIIUA = 5 OBTHU MO-TOIIMA OT
Cp€aHaTta CKCIIO3UI MU TP XOpa NP MaKCUMa/IHAaTa MPECopbiBaHa KIIMHUYHA 1034, CC Ha6J'IIO):[aBa
IIOBHIIICHA Y€CTOTA Ha aT‘pO(bHH Ha p€TuHara, 00HMJaiHO Ha6J'IIO)IaBaHa IIpU IIJIBXOBE aj0MHOCH B
CTapucCKa Bb3pacT.

Hpera6am/IH HC € TCPATOTCHCH IIpU MUIIIKH, IUTbXOBC UIIN 3aﬁu1/1. ®deratHa TOKCHYHOCT IIpU IJIBXOBC
n 3a171u1/1 € HACThIIWJIA CaMO IIPU CKCIIO3ULINHN, HAAXBBPJIIAIN 3HAYUTCIIHO Ta3U IIPH XO0pa. B
HpeHaTaHHI/I/HOCTHaTaHHI/I Mpoy4BaHHA 3a TOKCUYHOCT npera6anHH € JOBCII 10 ITOsABA HA TOKCHUYHH
eq)eKTI/I BBPXY pa3sBUTHUCTO HA MMOKOJICHUCTO IIPHU INTbXOBEC CJICA CKCIIO3UIINN > 2 BTHU IO-TOJIEMHU OT
MaKCHUMAJIHATa IMPCIopbUBaHa CKCIIO3UI M IIPU XOpa.

HaOmronaBanu ca Hexenanu eQeKkTu BbpXy (pepTuimTera Npu MBXKKU U AKEHCKU TIIHXOBE CaMO MPH
eKCIIO3U LK HAJAXBBPJIMIN I0CTaThYHO TepaleBTUYHATa ekcro3uuus. Hexenanute edektu BbpXy
MBKKHATE PENPOIYKTUBHH OPraHH U IapaMeTpuTe Ha cliepMaTa ca OMiid oOpaTiMH U ca HaCTBITHIIN
CaMo MPH €KCIO3HULMH, HAIXBbPJIWIN AOCTAThYHO TEPANleBTUYHATA EKCIIO3ULMS HIIH ca Onin
CBBP3aHU ChC CIIOHTaHHU JIET€HEPATHBHU MPOLECH B MBXXKHUTE PEIPOLYKTHBHHI OPraHU Ha IUIbXa.
[Topanu ToBa ce cumra, ye eheKTUTEe UMAT MajKa Wi HIMAT KIMHUYHA 3HAYMMOCT.

[Iperabanuu He € TEHOTOKCHYCH Bb3 OCHOBA HA PE3YJITATH OT CEPHSL OT in Vitro M in vivo IpOyUBaHuUsI.

[Ipy murbXoBe U MULIKK ca OMJIM POBEACHH IBYTOJUIIHN IPOYYBaHUS C IperadaivH 3a
KapuuHOTeHHOCT. [Ipu mrbxoBe He ca HaOJII0JaBaHu TYMOPH ClIe/l €KCIIO3ULMH A0 24 IbTH 10-
rOJIEMH OT CpeJHaTa eKCIO3ULKS IIPH X0pa, IPU MAaKCUMaJIHaTa PernopbhuBaHa KIMHUYHA 1032 OT
600 mg/nen. [Ipn Mumky He e Owia HaONfO1aBaHa TTIOBUIIIEHA YECTOTa HA TYMOPHTE TIPH €KCIIO3UITUH,
OJI00HM Ha cpeJHaTa eKCIIO3ULKUS IPH XOpa, HO MPH MO-BUCOKHU €KCIIO3ULKH € Ouia HabIronaBaHa
MOBUILEHA YECTOTAa HAa XeMaHTnocapkoM. HereHoToOKCH4HUAT MeXaHN3bM Ha HHAYLIMPAHOTO OT
nperabaigH oOpazyBaHe Ha TYMOPH IPY MUIIKH BKJIIOYBA TIPOMEHU B TPOMOOITUTUTE 1
nposrdepanys Ha eHA0TETHN KIeTKU. TakuBa TpoMOOLIMTHY IPOMEHH HE ca OUIIM yCTAaHOBEHM IIPU
IUTBXOBE WJIM IIPU XOpa Bb3 OCHOBA Ha KPATKOCPOUYHM U OIPAaHUYEHU IBJITOCPOYHH KIMHUYHU JaHHH.
Jlumcat okaszarencTBa, HpEAnoaramy pucK IpHu Xopa.

[Ipu Miaan TUTEX0BE BUAOBETE TOKCHYHOCT HE CE pa3inyaBaT KadeCTBEHO OT Te3H, HaOI0JaBaHu ITPH
3penu MmIbXxoBe. Mitagure TIbXoBe, o0ade, ca mo-9yBCTBUTENHH. [Ipu TeparneBTHYH eKCIIO3UITUH Cca
Oounu ycraHoBeHW KiirHWYHE 1TposBr oT [THC kaTo xumepakTHBHOCT M CKbpIIaHE ChC 3601 1 H3BECTHH
MMPOMEHU B pacTexa (IIPexoIHO IMOTHCKaHe Ha HaiaBaHeTo Ha Terio). EdexTn BppXy MUKbIa HA
pasroHBaHe ca Onny HaOIr0aBaH! MPH €KCITO3UITHS, HAIXBBPIIAIA 5 MHTH Ta3W MPHU XOpa.
Penyuupan oTroBOp KbM BHE3aIIEH 3BYKOB CTUMYJI € HAOOJaBaH MPU MITAH ITbXO0BE 1-2 CeqMUIIH
CJIe] eKCTIO3UIINS MTPH > 2 MTBTH MO-TOJIIMA OT TepaneBTHYHATa EKCITO3UIHS TP Xopa. [leBeT
CEeIIMUIIM CIIe]] eKCIIO3UINS TO3H e(eKT He ce HaboaBa.

6. DAPMAILNEBTUYHU JAHHHU
6.1 Cnucnbk Ha NIOMOIIHHUTE BElECTBA

IIperadanuu Sandoz 25 me, 300 mg TBEPAM KAnCcyJIu

KancynHo cpappxumMo

[apeBuuHo HuULIECTE, MPEKETATHHU3UPAHO
apeBnuHo HumIECTE

Tank
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ChcTaB Ha Karicyiata

Kenatuu

Turanos auokeun (E 171)
Kenezen oxcun, bt (E 172)
XKenezen oxcun, yepsen (E 172)
Kenesen oxcun, uepes (E 172)

IIperadamuu Sandoz 50 mg TBEPAM KalcyJiu

KancynHo cpappxumMo

[apeBuuHo HuULIECTE, MPEKETATHHU3UPAHO
apeBuuHo HuIIECTE

Tank

ChbcraB Ha KalcyJjara
Kematnn

Turanos auokeun (E 171)
Kenezen oxcun, bt (E 172)

IIperadanuu Sandoz 75, 100, 200, 225 mg TBbPAX KAICYIU

KancynHo cpappxuMo

[apeBnuHo HuULIECTE, MPEKETATHHU3UPAHO
apeBnuHo HumIEeCTE

Tank

ChcTaB Ha Karicyiata

Kenarun

Turanos auokeun (E 171)
Kenesen oxcun, bt (E 172)
XKenezen oxcun, yepsen (E 172)

[Iperadanuu Sandoz 150 mg TBBpAM Kacyn

KancynHo cpappxumo

[apeBnuHo HuULIECTE, MPEKETATHHU3UPAHO
apeBnuHo HumIEeCTE

Tank

CrcraB Ha KamcyJiara
Kenarun
Turanos auokeun (E 171)

6.2 HecbBMecTUMOCTH
Henpunoxumo

6.3 Cpoxk Ha romHoct

3 roauHu

IIperadamuu Sandoz 25, 50, 75, 150, 300 mg TBbpAN KaIlICYIN
Crnen mbpBOHAYallHO OTBApsIHE HA KOHTeHepa: 6 Mecela.
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6.4 CrnenuanHu ycl10BHS HAa ChbXpaHeHHe
Ma He ce cpxpansBa Hax 25 °C.

6.5 Bwuau chabpxaHne Ha ONMAKOBKaTAa
IIperadamuu Sandoz 25 mg TBEPAM KalcyJiu

Baucrep or PVC/PVDC//AL.
Kownreitnep or HDPE ¢ kanauka Ha BUHT oT PP.

OnakoBKH:

bnucrepu no: 14, 28, 56, 70, 84, 100 unu 120 TBBEpAM Kancymiu.

Bructepu (¢ enuanuan no3u) no: 56 x 1, 84 x 1 unu 100 x 1 TBBpaM Karcyny.
OmnaxoBku: 200 TBBpIU KaNCymHy.

IIperadamuu Sandoz 50 mg TBEPAM KalcyJiu
Baucrep or PVC/PVDC//AL
Kownreitnep or HDPE ¢ kanauka Ha BunTOT PP.

OnakoBKH:

bnucrepu no: 14, 21, 28, 56, 84 wnu 100 TBBpIM KaICyiu.
Bructepu (¢ enuaMuHM 1031) 110: 84 X 1 TBBPAM KamnCyIu.
OmnaxoBku: 200 TBBpIU KaNCyiIx

IIperadanuu Sandoz 75 mg TBEpIM KalcyJiu
Baucrep or PVC/PVDC//AL
Konreitnep or HDPE ¢ xanauka Ha BUHT oT PP.

OnakoBKH:

bnucrepu no: 14, 21, 28, 56, 70, 84, 100 wnu 120 TBBpaU KaICyniu.

Bructepu (¢ enuanunm qo3u) mo: 14 x 1, 56 x 1, 84 x 1, 100 x 1 wmm 210 x 1 (3 x 70) TBBpAM
KaricyJiu.

Omnaxosku: 100, 200 nnu 250 TBEpAM Kancymu.

[Iperadanuu Sandoz 100 mg TBEpAM KancyJu
PVC/PVDC//anymunueB Giuctep.

OnakoBKHU:
bnucrepu no: 14, 21, 28, 56, 84 wnu 100 TBBpIU KaICyu.
bructepu (¢ enuanuam 103u) 11o: 84 x 1 mwmm 100 x 1 TBBpIM Kancymm.

IIperadanuu Sandoz 150 mg TBBpAM KancyJn
Baucrep or PVC/PVDC//AL
Kownreitnep or HDPE ¢ xanavaka Ha BUHT oT PP.

OnakoBKH:

bnucrepu no: 14, 21, 28, 56, 70, 84, 100 wnu 120 TBBpaU Kalcyniu.

Bructepu (¢ equanyam q03u) mo: 56 x 1, 84 x 1, 100 x 1 wm 210 x 1 (3 x 70) TBBpIM Kancymu.
Omnaxosku: 100, 200 nnu 250 TBEpAN Kancymu.

[Iperadanuu Sandoz 200 mg TBEpAX KancyJu
Baucrep or PVC/PVDC//AL

OnakoBKHU:
brnucrepu no: 21, 28, 84 unu 100 TBEpAU KanCyu.
Bructepu (¢ enuanuam 103u) 11o: 84 x 1 w100 X 1 TBBpIM Kancymm.
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IIperadanuu Sandoz 225 mg TBBPAX KaCyJIA
Baucrep or PVC/PVDC//AL

OnakoBKH:
bnucrepu no: 14, 56, 70, 84, 100 unu 120 TBBEpaN Kancyu.

IIperadanuu Sandoz 300 mg TBEPAM KancyJu
Baucrep or PVC/PVDC//AL
Kownreitnep or HDPE ¢ xanadaka Ha BUHT oT PP.

OnakoBKH:

Bructepu no: 14, 21, 28, 56, 70, 84 (2 x 42), 100, 100 (2 x 50) umm 120 (2 x 60) TBBPIU KaICYIH.
Baucrepu (¢ enuanunm no3m) mo: 56 x 1, 84 x 1 (2x42), 100x 1, 100 x 1 (2 x 50) mm 210 x 1

(3 x 70) TBBpAU Karcyu.

Omnakosku: 100, 200 unu 250 TBBpAN KamnCyJu.

He BcHuky BHIOBE ONaKOBKM MOTar Ja ObJaT IMyCHATH Ha Ta3apa.
6.6 CrenuajaHu npeana3sHA MepKH NMPH U3XBbPJIsIHE U padoTa
Hsma crienmanay u3MCKBaHUS 32 U3XBBPILTHE.

7. INPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Sandoz GmbH

Biochemiestrasse 10

A-6250 Kundl

ABcTpus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
IIperadanmuu Sandoz 25 mg TBEPAX KalcyJIu

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

IIperadamuu Sandoz 50 mg TBEPAM KalcyJiu
EU/1/15/1011/011-017
EU/1/15/1011/084

IIperadanuu Sandoz 75 mg TBEpAM KalcyJiu
EU/1/15/1011/018-033

IIperadanuu Sandoz 100 mg TBEpAM KancyJn
EU/1/15/1011/034-041

IIperadanuu Sandoz 150 mg TBBpAM KancyJu
EU/1/15/1011/042-056

[Iperadanuu Sandoz 200 mg TBEPAX KacyJn
EU/1/15/1011/057-062

IIperadanuu Sandoz 225 mg TBBPAX KaCcyJn
EU/1/15/1011/063-068
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IIperadamuu Sandoz 300 mg TBEPAM KancyJn
EU/1/15/1011/069-083
EU/1/15/1011/086-087

9. JATA HA ITBbPBO PA3PEINABAHE/IIOJJHOBSIBAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

Jarta Ha mppBO paspemasane: 19 onn 2015 1.
ara Ha nmocneano noaHopsisane: 19 ronu 2020 .

10. JATA HA AKTYAJINBUPAHE HA TEKCTA

[MonpobnHa nHpOpMAaIKs 32 TO3H JEKApCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
areHIus 110 JIeKapcTBara http://www.ema.europa.eu.

22


http://www.ema.europa.eu/

MNPUJIOXKEHMUE 11

MMPON3BOINTEJ (M), OTTOBOPEH(HH) 3A
OCBOBOKJIABAHE HA IAPTHIN

YCJIOBUA UK OT'PAHUYEHUS 3A JTOCTABKA U
YIIOTPEBA

APYT'N YCJIOBUA U UBUCKBAHUS HA PASPELIEHUETO 3A
YIIOTPEBA

YCJIOBUA WK OI'PAHUYEHUS 3A BE3OITIACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT
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A. MHNPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA ITAPTU N

HmMe u aapec Ha npounsBoauTensa(ure), OTroBOpeH(HN) 3a 0CBOOOXKIaBaHe Ha HapTUIUTE

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana
CraoBeHus

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

Lek Pharmaceuticals d.d.
Trimlini 2D

9220 Lendava
CraoBeHusA

IleyaTHara nucTOBKA Ha JICKAPCTBCHUSA MIPOAYKT TpSI6Ba Aa CbAbprKa UMETO U aApecCa Ha
MMPONU3BOAUTEIISA, OTTOBOPCH 3a OCB060)KI[aBaHCTO Ha CbOTBCTHATA MapTUAA.

b. YCJIOBUA NJIM OT'PAHUYEHUSA 3A TOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

B. APYI'N YCJIOBUSA U UBUCKBAHUS HA PABPELHIEHUETO 3A YIIOTPEBA
. I[Mepuoauynu akTyaau3upanm aokjaaau 3a oesonacuoct (ITAIB)

W3uckBanusra 3a nonasane Ha [IAJIb 3a To3u lekapcTBEH MPOAYKT ca IOCOYEHH B CITUCHKA C
pedepentHuTe natu Ha EBponeiickus cbio3 (EURD crmcbk), npensuaen B wi. 1078, ain. 7 oT
HupexruBa 2001/83/EO, 1 BbB BCHUKHU CIIEIBAILM aKTyaTH3allH, MyOIUKYBaHH Ha €BPOIICHCKIS
yeOropTai 3a JIeKapcTBa.

r. YCJI0BUA NJIN OT'PAHUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA INTPOAYKT

. IInan 3a ynpasiaenue Ha pucka (ITYP)

[Tputexatenst Ha pa3perieHneTo 3a ynorpeda (IIPY) TpsbBa na n3BbpIIBa H3UCKBAHUTE JEHHOCTH H
JeUCTBHS, CBBP3aHH C TIPOCIEAsBaHe Ha JeKapcTBeHaTa 0e30MmacHoCT, mocoyeHu B ogoopenus 11YP,
npencraBed B Moy 1.8.2 Ha pa3pelieHneTo 3a ynotpe0a, KakTo U BbB BCUUKH CIEABALIA 0100pEeHU
akTyanu3anuu Ha [TYP.

Axkrtyamusupan [IYP tpsiOBa na ce nogasa:

. 10 HCKaHe Ha EBpornelickara areHIus 1o JIeKapcTBara;

. BHHArW, KOraTo ce U3MEHS CUCTeMara 3a YIpaBJCHUE HA PUCKa, 0COOEHO B pe3yaTar Ha
noJly4aBaHe Ha HOBA MH(OpMaus, KOATO MOXKe Ja AOBele 10 3HAYMMHU IPOMEHHU B
CHOTHOILIEHUETO MOJ3a/PUCK, UJIH CIIEA JOCTHTaHe Ha BayKEH eTal (BB Bpb3Ka C IpOoCicIsIBaHe
Ha JIeKapCTBEeHaTa 0E30MacHOCT MM CBEX/IaHe Ha PHCKA 1O MUHUMYM).
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INPHUJIOXKEHMUE II1

JAHHHU BbPXY OITAKOBKATA U JINCTOBKA
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A.JAHHA BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 25 mg TBBpIU Kancyau
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabpka 25 mg nperabaiuH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpIM Karcynu

28 TBBPIM KarcCyin

56 TBBpIM Karcyiu

70 TBBpaM Karcyiu

84 TBBpAM Karncyau

100 TBBpAM Kancyian
120 TBBpAM Kancyian

56 x 1 TBBpIa Kamncymna
84 x 1 TBBpaaA Karcyna
100 x 1 TBBpAA Kamcyna

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

[Ipean ynotpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxenue

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHEHUAJHUA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:
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‘ 9. CIIEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PASPEIHIIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/001-010

13. HNAPTHUJAEH HOMEP

[TapTuaen No

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Iperadanuu Sandoz 25 mg

| 17. YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 6apKoa ¢ BKIIOYSH YHUKalIeH uaeHTudukarop [Camo 3a kapmonena onakosxkaj

‘ 18. YHUKAJIEH TIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

Camo 3a kapmonena onaxkoexka
PC {nomep}
SN {nomep}
NN {HOMEep}
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEPHU

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 25 mg TBBpIU Kancyau
nperadamuH

2. UME HA IIPUTEXATEJISA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[TapTuaen No

|5.  JIPYTO
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JAHHU, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA U
II'BPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. UME HA JJEKAPCTBEHUSA TPOAYKT

[Iperabanuu Sandoz 25 mg TBBpIU Kancyau
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabpika 25 mg nperabaiuH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

200 TBBpAM KarlcyIn

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/JIAHE

[Ipean ynoTtpeba npoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:
[Ja ce u3noinssa B paMKuTe Ha 6 Mecela clie]] IbpBOHAYAIHO OTBapsHE.

‘ 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansBa Hax 25 °C.
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10.

CIIEHUAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/085

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAILIMS HA BPAIJIOBA A3BYKA

[Iperadanuu Sandoz 25 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mMepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTuukarop [Camo 3a kapmoHena onakosxkaj

| 18.

YHUKAJIEH MIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

Camo 3a kapmonena onaxkoexka
PC {nomep}
SN {nomep}
NN {HOMep}
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JAHHH, KOUTO TPABBA JJA CBABPKA BTOPUUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 50 mg TBBPIU Kancyau
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAM Karcyna ceabpxka 50 mg nmperadanuH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpIM Karcynu

21 TBBpIM Kamcyiu

28 TBBPIM KarcCyin

56 TBBpAM Karcyiu

84 TBBpAM Karncyau
100 TBBpAM Kancyian
84 x 1 TBBpaA Kamcyna

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

[Ipeau ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELTA

I[a CC CbXpaHsBa Ha MACTO, HEAOCTBHIIHO 3a [ACIA.

‘ 7. APYI'U CHEHUAJIHA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansBa Hax 25 °C.
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10.

CIIEHUAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/011-017

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAILIMS HA BPAIJIOBA A3BYKA

[Iperadanuua Sandoz 50 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH MIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEPHU

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 50 mg TBBPIU Kancyau
nperadamuH

2. UME HA IIPUTEXATEJISA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[TapTuaen No

|5.  JIPYTO
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JAHHU, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA U
II'BPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 50 mg TBBPIU Kancyau
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabpka 50 mg nperabanus.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

200 TBBpAM KarlcyIn

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/JIAHE

[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxenue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET' A HA JIEIIA

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

‘ 7. APYI'U CHEHUAJIHUA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:
[Ja ce u3noinssa B paMKuTe Ha 6 Mecela clie]] IbpBOHAYAIHO OTBapsHE.

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansBa Hax 25 °C.
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10.

CIHIEHUAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/084

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAILIMS HA BPAIJIOBA A3BYKA

[Iperadanuua Sandoz 50 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH TIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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JAHHU, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA U
II'BPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. UME HA JJEKAPCTBEHUSA TPOAYKT

[Iperabanuua Sandoz 75 mg TBBpIM Kancyau
nperadamnH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabpka 75 mg nperabaiuH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

100 TBBpIM Kancyian
200 TBBpAM KamcyIu
250 TBBpAM Kamcyau

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipeau ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET' A HA JIEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBHIIHO 3a [ACIA.

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:
[Ja ce u3non3Ba B paMKuTE Ha 6 Mecela ciell MbPBOHAYaIHO OTBAPSHE.

‘ 9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.
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10.

CIIEHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/031-033

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO NpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

‘ Wos16. MH®OPMAIIMS HA BPAMJIOBA A3BYKA

Kapronena onakoBka: [Iperadanun Sandoz 75 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/JI

JIByn3mMepeH 6apKoa ¢ BKIIOYEH YHUKaIEH uaeHTudukarop [Camo 3a kapmoHena onakosxkaj

| 18.

YHUKAJIEH MIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 75 mg TBBpIU Kancyau
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabpka 75 mg nperabaiuH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpIM Karcynu

21 TBBpIM Kamcyiu

28 TBBPIM Karcyin

56 TBBpIM Karcyiu

70 TBBpIM Karcyiu

84 TBBpAM Karcyan
100 TBBpaM Kancyian
120 TBBpaM Kancyiau
14 x 1 TBBpIa Kancyna
56 x 1 TBBpIa Kamncymna
84 x 1 TBBpaa Karcyna
100 x 1 TBBpAA Kamcyna

5. HAYMH HA ITPUJIOKEHUE U IbT(MIIA) HA BBBEXKJIAHE

[Ipean ynoTtpeba npoyereTe IMCTOBKATA.
[lepopanHo mpunoxxeHue

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSJBBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBHIIHO 3a ACIA.

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:
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‘ 9. CIIEHHUAJIHM YCJIOBUS HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PASPEIHIIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/018-029

13. HNAPTHUJAEH HOMEP

[TapTuaen No

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Iperadanuu Sandoz 75 mg

| 17. YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

‘ 18. YHUKAJIEH TIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEep}
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIEH OBBUBAIIl ETUKET BbPXY I'PYIIOBUTE OITAKOBKH, OBBUTU BbB
®OJINO (BKJIIOYUTEJIHO BLUE BOX)

1. UME HA JJEKAPCTBEHUSA TPOAYKT

[Iperabanuua Sandoz 75 mg TBBpIM Kancyau
nperadamnH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabpka 75 mg nperabaiuH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

I'pynosa omakoBka: 210 x 1 (3 omakoBku ot 70 x 1) TBBp/a Karcyna.

5. HAYMH HA ITPUJIOKEHUE U TbT(MILIA) HA BBBEXK/JIAHE

[Ipean ynotpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxxeHue

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHEHNUAJIHA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHHA YCJIOBUS HA CbXPAHEHUE

Ma He ce cpxpansBa Hax 25 °C.
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10.

CIIEHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/030

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAILIMS HA BPAIJIOBA A3BYKA

| 17.

YHUKAJIEH WIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/JI

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkaj

| 18.

YHUKAJIEH MIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEep}
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

I'PYIIOBHU OITAKOBKM - BE3 BLUE BOX

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 75 mg TBBpIU Kancyau
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabpka 75 mg nperabaiuH.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

70x 1 TBbp/Ja KarcyJa. Kommnonenr na rpyImioBa OIMMaKOBKa, HC MOXKEC Jia CC ITpoJaBa OTACIHO.

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/JIAHE

[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxxeHue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JEKAPCTBEHUSAT NPOAYKT TPSBBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBHIIHO 3a [ACIA.

‘ 7. APYI'U CHEHUAJIHA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:

‘ 9. CIIEHUAJIHU YCJIOBUS HA CBbXPAHEHUE

Ma He ce cpxpansBa Hax 25 °C.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME U AAPEC HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PASPEHIIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/030

13. MNAPTHUJAEH HOMEP

[TapTuaen No

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpPCANMUCaHunC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Iperadanuu Sandoz 75 mg

| 17. YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkaj

‘ 18. YHUKAJIEH MIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxkaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEPHU

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperabanuua Sandoz 75 mg TBBpIU Kancyau
nperadamuH

2. UME HA IIPUTEXATEJISI HA PASPEIIIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[TapTuaen No

|5.  JIPYTO
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperadanuu Sandoz 100 mg TBbpAM Kancyiu
nperadamnH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa xarcyna ceabspxka 100 mg nperadanus.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpIM Karcynu

21 TBBpIM Kamcyiu

28 TBBPIM KarcCyin

56 TBBpAM Karcyiu

84 TBBpAM Karncyau

100 TBBpAM Kancyian

84 x 1 TBBpaaA Karcyna
100 x 1 TBBpAA Kamcyna

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

[Ipean ynoTtpeba nmpoyereTe TMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:
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‘ 9. CIIEHHUAJIHM YCJIOBUS HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PASPEIHIIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/034-041

13. HNAPTHUJAEH HOMEP

[TapTuaen No

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Iperadanuu Sandoz 100 mg

| 17. YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/JI

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

‘ 18. YHUKAJIEH TIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEep}
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEPHU

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperadanuu Sandoz 100 mg TBbpAM Kancyiu
nperadamuH

2. UME HA IIPUTEXATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[TapTuaen No

|5.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA U
II'BPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. UME HA JJEKAPCTBEHUSA TPOAYKT

[Iperadanuu Sandoz 150 mg TBbpAM Kancynmu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Kancyna ceabspka 150 mg nperadanus.

‘ 3. CIIUCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

100 TBBpIM Kancyian
200 TBBpAM Kamcyau
250 TBBpAM Kamcyau

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipean ynoTtpeba npoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBHIIHO 3a [ACIA.

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:
[Ja ce u3non3Ba B paMKuTE Ha 6 Mecela ciell MbPBOHAYaIHO OTBAPSHE.

‘ 9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.
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10.

CIIEHUAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/054-056

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 1.

YKA3AHUA 3A YIIOTPEBA

| 16.

HWH®OPMAILIMS HA BPAIJIOBA A3BYKA

Kapronena onakoBka: [Iperadanun Sandoz 150 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/JI

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH MIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperadanuu Sandoz 150 mg TBbpAM Kancynmu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Karcyna ceabspka 150 mg nperadanus.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpIM Karcynu

21 TBBpIM Kamcyiu

28 TBBPIM KarcCyin

56 TBBpAM Karcyiu

70 TBBpaM Karcyiu

84 TBBpAM Karcyau
100 TBBpAM Kancyian
120 TBBpAM Kancyian
56 x 1 TBBpIa Kamncymna
84 x 1 TBBpaaA Karcyna
100 x 1 TBBpAA Kamcyna

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipeau ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxenue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:
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‘ 9. CIIEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA ITIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PASPEIHIIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/042-052

13. HNAPTHUJAEH HOMEP

[TapTuaen No

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO NpPCANMUCaHunC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Iperadanuu Sandoz 150 mg

| 17. YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/JI

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

‘ 18. YHUKAJIEH MIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEep}
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

BBHIIEH OBBUBAIIl ETUKET BbPXY I'PYIIOBUTE OITAKOBKH, OBBUTU BbB
®OJINO (BKJIIOYUTEJIHO BLUE BOX)

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperadanuu Sandoz 150 mg TBbpAM Kancynmu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Kancyna ceabpka 150 mg nperadanus.

‘ 3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

I'pynosa omakoBka: 210 x 1 (3 omakoBku ot 70 x 1) TBBp/a Karcyna.

5. HAYMH HA ITPUJIOKEHUE U TbT(MILIA) HA BBBEXK/JIAHE

[Ipean ynotpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpuoxeHue.

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET' A HA JIELIIA

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

‘ 7. APYI'U CHEHNUAJIHA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHHA YCJIOBUS HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.
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10.

CIIEHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/053

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAILIMS HA BPAIJIOBA A3BYKA

| 17.

YHUKAJIEH WIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/JI

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH MIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEep}
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

I'PYIIOBHU OITAKOBKM - BE3 BLUE BOX

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperadanuu Sandoz 150 mg TBbpAM Kancynmu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Karcyna ceabspka 150 mg nperadanus.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

70x 1 TBbp/Ja KarcyJa. KommnoneHr Ha rpyImoBa OIMaKoOBKa, HC MOXKEC Jia CC ITpoJaBa OTACIHO.

5. HAYUH HA ITPUJIOKEHUE U IbT(MIIA) HA BBBEXKJ/IAHE

[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxxeHue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JEKAPCTBEHUSAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBHIIHO 3a [ACIA.

‘ 7. APYI'U CHEHUAJIHA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:

‘ 9. CIIEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ma He ce cpxpansBa Hax 25 °C.

10. CHENOUAJIHM IPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HMME U AAPEC HA ITIPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PASPEHIIEHHUETO 3A YIIOTPEBA

EU/1/15/1011/053

13. MNAPTHUJAEH HOMEP

[TapTuaen No

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpPCANMUCaHunC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Iperadanuu Sandoz 150 mg

| 17. YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkaj

‘ 18. YHUKAJIEH TIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxkaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIUCTEPUTE U JIEHTUTE

BJINCTEPHU

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperadanuu Sandoz 150 mg TBbpAM Kancynmu
nperadamuH

2. UME HA IIPUTEXATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[TapTuaen No

|5.  JIPYTO
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[peradanuu Sandoz 200 mg TBbpAM Kancyiu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabspka 200 mg nperadanus.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

21 TBBpIM Kancynu

28 TBBPIM KarcCyin

84 TBBpAM Karcyau

100 TBBpAM Kancyiau

84 x 1 TBBpaa Karmcyna
100 x 1 TBBpAA Kamcyna

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/JIAHE

[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSABBA
JA CE CBbXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET' A HA IELIA

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

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA NU3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.
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10.

CIHIEHUAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/057-062

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAIIMS HA BPAIJIOBA A3BYKA

[Iperadanuu Sandoz 200 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH MIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

[Camo 3a xapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEPHU

1. UME HA JJEKAPCTBEHUS TPOAYKT

[peradanuu Sandoz 200 mg TBbpAM Kancyiu
nperadamuH

2. UME HA IIPUTEXATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[TapTuaen No

|5.  JIPYTO
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperadanuu Sandoz 225 mg TBbpAM KancCyiu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabpika 225 mg nperadanus.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpIM Karcynu
56 TBBpIM Karcyiu
70 TBBpaM Karcyiu
84 TBBpAM Karncyau
100 TBBpAM Kancyian
120 TBBpAM Kancyiau

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA NU3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.
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10.

CIHIEHUAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/063-068

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO NpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAILIMS HA BPAIJIOBA A3BYKA

[Iperadanuu Sandoz 225 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH MIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEPHU

1. UME HA JJEKAPCTBEHUS TPOAYKT

[Iperadanuu Sandoz 225 mg TBbpAM KancCyiu
nperadamuH

2. UME HA IIPUTEXATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[TapTuaen No

|5.  JIPYTO
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JAHHU, KOUTO TPABBA JJA CBABPKA BTOPUYHATA OITAKOBKA U
II'BPBUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A KOHTEMHEP U ETUKET 3A KOHTEMHEP

1. UME HA JJEKAPCTBEHUSA TPOAYKT

[peradanuu Sandoz 300 mg TBbpAM Kancyiu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Kancyna ceabspxka 300 mg nperadanus.

‘ 3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

100 TBBpIM Kancyian
200 TBBpAM Kamcyau
250 TBBpAM Kamcyau

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipeau ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBHIIHO 3a [ACIA.

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:
[Ja ce u3non3Ba B paMKuTE Ha 6 Mecela ciell MbPBOHAYaIHO OTBAPSHE.

‘ 9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.
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10.

CIIEHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1011/081-083

13.

HHAPTUAEH HOMEP

[TapTuaen No

14.

HAYMH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 1.

YKA3AHUA 3A YIIOTPEBA

| 16.

HWH®OPMAILIMS HA BPAIJIOBA A3BYKA

Kapronena onakorka: [Iperadamuna Sandoz 300 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH MIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP

1. UME HA JJEKAPCTBEHUS TPOAYKT

[peradanuu Sandoz 300 mg TBbpAM Kancyiu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabspka 300 mg nperadbanus.

‘ 3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 TBBpIM Karcynu

21 TBBpIM Kamcyiu

28 TBBPIM KarcCyin

56 TBBpAM Karcyiu

70 TBBpAM Karcyiu

56 x 1 TBBpIa Kamncymna
100 TBBpAM Kancyiau
100 x 1 TBBpAA Kamcyna

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipean ynotpeba nmpoyereTe IMCTOBKATA.
[lepopanHo npuoxeHHe.

6. CIIEHUAJIHO MPEAYNPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHEHNUAJIHA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

TI'onmen mo:
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‘ 9. CIIEHHUAJIHM YCJIOBUS HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.

10. CIENUAJIHU IPEAITA3SHA MEPKU ITPU U3XBBPJISAHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12. HOMEP(A) HA PASPEIHIIEHHUETO 3A YIIOTPEBA

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

13. NMAPTHUJIEH HOMEP

[TapTuaen No

14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO NpCANMUCaHunC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUSA HA BPAIJIOBA A3BBYKA

[peradanuu Sandoz 300 mg

[ 17. YHUKAJIEH WIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

‘ 18. YHUKAJIEH MIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEep}
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

BBHIIEH OBBUBAIIl ETUKET BbPXY I'PYIIOBUTE OITAKOBKH, OBBUTU BbB
®OJINO (BKJIIOYUTEJIHO BLUE BOX)

1. UME HA JJEKAPCTBEHUSA TPOAYKT

[peradanuu Sandoz 300 mg TBbpAM Kancyiu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpaa Kancyna ceabspxka 300 mg nperadanus.

‘ 3. CIIUCBK HA TIOMOIIHUTE BEINECTBA

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

I'pynoBa omakoBka: 84 (2 onakoBku 0T 42) TBBPAU KarCyJu.
I'pynoBa omakoBka: 100 (2 onmakoBku oT 50) TBBPAX KarcyJiu.
I'pynoBa omakoBka: 120 (2 onakoBku oT 60) TBBpAX KarCyJiu.
I'pynoBa omakoBka: 84 x 1 (2 omakoBku 0T 42 x 1) TBBpAa Karcyna.
I'pynoBa omakoBka: 100 x 1 (2 omakoBku ot 50 X 1) TBBpaa Kamncyma.
I'pynoBa omakoBka: 210 x 1 (3 omakoBku ot 70 X 1) TBBpaa Kamncyma.

5. HAYMH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipeau ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT ITIOTJIEJA U TOCET'A HA JIETIA

I[a CC CbXpaHsBa Ha MACTO, HEAOCTBHIIHO 3a [ACIA.

‘ 7. APYI'U CHEHUAJIHA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansBa Hax 25 °C.
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10.

CIIEHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

13.

MHHAPTUAEH HOMEP

[TapTuaen No

14.

HAYYH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAILIMS HA BPAIJIOBA A3BYKA

| 17.

YHUKAJIEH WIEHTUO®UKATOP — IBYU3MEPEH BAPKO/JI

JIByn3mepeH 6apKoa ¢ BKIIOYEH YHUKaNIeH uaeHTudukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH WIEHTUOUKATOP — JTAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEep}
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JAHHH, KOUTO TPABBA A CBABPKA BTOPUYHATA OITAKOBKA

I'PYIIOBHU OITAKOBKM - BE3 BLUE BOX

1. UME HA JJEKAPCTBEHUS TPOAYKT

[peradanuu Sandoz 300 mg TBbpAM Kancyiu
nperadamuH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpAa Karcyna ceabspka 300 mg nperadbanus.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIMECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

42 tBBpaM Kancynu. KoMIOHEHT Ha IpyIioBa ONakoBKa, HE MOKE a CE IIPoJaBa OTAEIHO.
50 TBBpM Karcynu. KoMIOHEHT Ha rpyloBa OIakoBKa, HE MOXE J1a Ce IPOAaBa OTAEIHO.
60 TBBpM Karcynu. KoMIOHEHT Ha rpyloBa OIaKkoBKa, HE MOXE J1a Ce IPOAaBa OTAEIHO.
42 x 1 TBppAa Kancyna. KOMIIOHEHT Ha rpyloBa OMMaKOBKa, HE MOXKE J]a C€ IIPo/aBa OTIAEIHO.
50 x 1 TBBpaa kancyia. KOMIOHEHT Ha IrpylnoBa ONaKoBKa, HE MOXKE Jja C€ IPOiaBa OTIAEIHO.
70 x 1 TBBpIa Kancyna. KOMOOHEHT Ha IpynoBa OMakoBKa, HE MOKE Ja Ce MPOoJ1aBa OTAEITHO.

5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/JIAHE

[Ipean ynoTtpeba nmpoyereTe IMCTOBKATA.
[lepopanHo mpunoxeHue

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

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

‘ 7. APYI'U CHEHNUAJIHUA NPEAYNIPEXKIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA NU3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ma He ce cpxpansaBa Hax 25 °C.
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10.

CIHIEHUAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIK OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

NUME N AJJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

13.

MHHAPTUAEH HOMEP

[TapTuaen No

14.

HAYYH HA OTITYCKAHE

.HeKapCTBeHI/IHT MPOAYKT CC OTITYCKa I10 JICKAPCKO MpCANMUCaHunC.

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

UH®OPMAILIMS HA BPAIJIOBA A3BYKA

[Iperadanuu Sandoz 300 mg

[ 17.

YHUKAJIEH MIEHTUHO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3smepeH 6apKoa ¢ BKIIOYEH YHUKaIeH uaeHTuukarop [Camo 3a kapmoHena onakosxkal

| 18.

YHUKAJIEH TIEHTUOUKATOP — JAHHMU 3A YETEHE OT XOPA

[Camo 3a kapmonena onaxosxaj
PC {nomep}
SN {nomep}
NN {HOMEp}
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEPHU

1. UME HA JJEKAPCTBEHUS TPOAYKT

[peradanuu Sandoz 300 mg TBbpAM Kancyiu
nperadamuH

2. UME HA IIPUTEXATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Sandoz

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onmen mo:

4. MHAPTUAEH HOMEP

[TapTuaen No

|5.  JIPYTO
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b.JIMCTOBKA
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JIncroBka: nH(popManus 3a NoTpedUTENA

IIperadamun Sandoz 25 mg TBBPAM KancyJu
IIperadamun Sandoz 50 mg TBBPAM KancCyJu
IIperadanun Sandoz 75 mg TBBPAM KancyJu
IIperadamun Sandoz 100 mg TBBpAM Kancy/u
IIperadammu Sandoz 150 mg TBBpAM Kancy/u
IIperadamuu Sandoz 200 mg TBBpAM KancyJIu
IIperadanmmu Sandoz 225 mg TBBPAM KancyJIu
IIperadanmmu Sandoz 300 mg TBBpAM Kancy/Iu
nperabanud (pregabalin)

IIpoyeTeTe BHMMATEIHO LSJIATA JIMCTOBKA, IIPEH /1a 3all0YHeTe /1a IpHeMaTe TOBA JIeKapcTBo,
ThH KaTo T ChABbPsKa BaxkHa 32 Bac nudopmanus.

3anazeTe Ta3u JUCTOBKA. MOXe a ce HANOXKU J1a 51 IPOYETETE OTHOBO.

AKO uMare HIKaKBH JIOIMBIHUTEIHHA BBIIPOCH, ITonuTaiite Bammis iekap win gapmarieBT.

ToBa nexapcTBO € mpenmucano JuyHo Ha Bac. He ro mpeotcrrnBaiite Ha apyru xopa. To Moxe
Jla UM HaBpE/IY, HE3aBUCHMO Y€ NIPU3HALMTE Ha TAXHOTO 3a00sIBaHe ca ChITUTE KaTo Bammre.
AKO TIONTyYnTe HAKAKBU HEXKEIAHU Peakllny, yBeaoMeTe Bamms nekap wm dapmanest. ToBa
BKIIFOYBA M BCHYKU BH3MOKHU HEXKEJIAaHU PEaKIIUY, HEOIMCAHU B Ta3H JIMCTOBKA. BrkTe

TOuKa 4.

KakBo CbAbP7Ka Ta3u JIMCTOBKA

AU N

1.

Kakso npexncrasissa [Iperadannn Sandoz n 3a KakBo ce U3M0I3BA
Kaxkso Tps6Ba na 3Haere, mpeau na npuemere llperadamma Sandoz
Kaxk na nmpuemare IIperadanun Sandoz

BB3MOXHU HEXETAaHN PEaKIuH

Kak na cexpansBare llperadamma Sandoz

ChapprkaHne Ha OTIAaKOBKATa U IOMIBJIHUTEIHA HH(pOpMANns

Kakso npencrasisBa [Iperadanun Sandoz u 3a KaKBo ce U3M0JI3Ba

[Iperabanma Sandoz mpuHaANEKH KM TPYIIa JIEKAPCTBA, KOUTO CEe M3MOI3BAT 32 JIEYeHNE Ha
eMUIIETICHSI, HEBpPOIIaTHA OO0JIKA U TeHEpaTH3uPaHo TpeBoxkHO pascTporicTBo (I'TP) mpu BB3pacTHU.

Ilepudepna u neHTpaHa HeBponaTHa 0oika: IIperadamna Sandoz ce u3mo3Ba 3a JedeHne Ha
MPOABLIDKUTENHA O0JIKa, MPUYMHEHA OT YBpEXK/JIaHe Ha HepBUTe. Pa3nnynu 3a00nsBaHMs MOTaT Ja
TIpean3BHUKaT neprudepHa HeBpoIraTHa 00JIKa KaTo HaIPUMEP THA0ET WITH XepIiec 30CTep. Y CEManusITa
3a O0Jyika MoraT aa ObJaT OIMUCAHU KaTO TOPEITH, TAPEIH, ITyJICHPAITH, CTPETKAIIH, TPOO0KIaITH,
OCTpH, CKOBaBaIll{, CUITHA OOJIE3HEHOCT, CMbJICHE, YCEIllaHe 3a U3TPhIIBaHE, TPOOOXKIAHE C UTIIH.
ITepudepnara u meHTpaTHa HEBpONaTHA 00IKa MOXKe J1a OBJIe CBhp3aHa M ¢ IPOMEHH B HACTPOCHHETO,
HapyIIeHUs Ha ChHS, yMOpa (YMOPSAEMOCT) U MOXKE J]a c€ OTpa3y Ha PU3NIECKOTO U COIMAITHO
(yHKIIMOHUPAHE W Ha KAYeCTBOTO HA KUBOTA KATO I[SUIO.

Emunencus: [peraGanmn Sandoz ce u3mon3Ba 3a JieueHUE HA HAKOU (OPMH Ha €IUIICTICHS
(mapumanHu NPUCTHIU ChC WM O€3 BTOpUYHA IeHepaiu3alys) Ipy Bb3pacTHU. Bamust nekap me Bu
npeanuiie [Tperadanun Sandoz, 3a 1a Bu momorxe 1a nexypare Barara enuierncusi, koraro
IIPOBEKJAHOTO JIEUCHHUE HE BOJM JI0 OBJIa/siBaHe Ha cheTosiHUETO Bu. TpsabBa na B3emate [Iperabanun
Sandoz kato nonbiHeHKE KbM Bamero Hactosmio neuenne. [Iperabanun Sandoz He e npeaHa3HaueH
3a CaMOCTOSITENIHA yroTpeOa, a BUHATH TPsOBa Ja ObJie IpUiIaral B KOMOWHAIIHS € IPYTO
AHTHUCIINJICIITUYHO JICYHCHUC.
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I'enepanusupaHo TpeBokHO pa3cTpoiicTBo: [Iperadanuu Sandoz ce n3mon3sa 3a ieueHUe Ha
reHepan3upaHo TpeBoxkHO pazcTpoicTBo (I'TP). Cumnromute Ha ['TP ca npoabsmkuTenna
MIpEeKOMEPHA TPEBOKHOCT U MPUTECHEHUE, KOUTO ce KOHTpoaupat TpyaHo. I TP moxe chiio na
Mpenu3BrKa OE3[TOKOMCTBO HITH YCeIlaHe 3a Bh30yAa WIH HEPBHOCT, JIECHO YMOPSIBaHE, J1a U3TUTBATE
TPYJIHOCTH MPU KOHIIEHTPHUPAHE WK OClTK TI0JIeTa B TIaMeTTa, JIa CE ycelare pa3Apa3HuTelieH, 1a
MMaTe MYCKYJTHO HaIllpeXeHUe UK MPoOJIeMU Che ChHS. TOBa € pa3muyHO OT cTpeca M HAIPEKEHUETO
Ha 00MYalfHOTO BCEKHIHEBUE.

2. Kakso Tps0Ba na 3Haere, npeau Aa npuemere Iperadaaun Sandoz

He npuemaiire Ilperadéannn Sandoz
- aKo CT€ AJIEPIUYHHU KbM MperabanrH UIK KbM HIKOS OT OCTaHAJIUTE ChCTAaBKU HA TOBA
JIeKapcTBO (M30pOEHU B TOUKA 0).

IIpeaynpesxnienus u NpeanasHu MepKU
I'oBopere ¢ Bamms nekap nin dapmanest, npenu ga npuemere Ilperadanun Sandoz.

. Hsixon nmanyeHTH, KOWTO pUeMar nperadajinH,cb0o0IaBaT 3a CUMIITOMH, ITPEAOoIaraiiy
asepruyHa peakuus. Te3u CMMITOMH BKJIIOUBAT MOAyBaHE HA JIULETO, YCTHUTE, €3UKa U
I'bPJIOTO, KAKTO M OOLIMPEH KOXKEeH 00pHB. AKO Ipu Bac ce mosiBM HAKOS OT TE3U peakLuy,
TpsiOBa He3a0aBHO 11a ce cBbpikeTe ¢ Bamms nexap.

. Nma cpoO1ieHns 3a TEXKH KOKHU OOpUBH, BKIIOUUTEIHO CUHAPOM Ha CTUBBHC-/PKOHCHH,
TOKCHYHA eNuIepMaliHa HEKpOJIM3a, CBEP3aHHU C IPHUEM Ha nperadbanrH. AKo 3a0eNeXnuTe HAKOM
OT CUMIITOMUTE, CBbP3aHH C T€3U CEPHO3HH KOXKHU PEaKklMH, OINMCAaHH B TOUKA 4, crpeTe aa
M3II0J13BaTe MperadainH U He3a0aBHO MOThPCETE METUIIMHCKA IIOMOLLL.

. VYnorpebara Ha mperadaJiiH ce CBbpP3Ba ¢ BUEHE HA CBST M CHHIMBOCT, KOUTO MOTaT Jia
yBEJIHMYAT T0sBaTa Ha CIIydaiiHO HapaHsIBaHe (IaJaHe) MPH NalleHTH B CTapuecKa Bb3pacT.
CrnenoBatenHo, TpsiOBa 1a ObJeTe BHUMATEITHH, IOKATO CBUKHETE C BCEKH eeKT Ha
JIEKapCTBOTO.

. [Iperabanma Sandoz Moxe /1a MPUYIMHN 3aMBIIISIBaHE WM 3ary0a Ha 3pEHUETO, WU IPYTH
IIPOMEHH B 3pEHHETO, MHOTO OT KOMTO Ca BpeMEHHU. 1ps0Ba He3a0aBHO 1a ce CBBPKETE C
Bamus nekap, ako ce nosiBAT MPOMEHHU B 3peHHETO Bu.

. Hskoun nammenTu ¢ quaber, KOWTO MOKaYBaT TEJIECHOTO CH TETJIo IpH yIioTpeda Ha mperadaiuH,
MOTaT JIa ce HYKIasAT OT MPOMsIHA B TEXHUTE TUa0eTHH JIeKapCTBa.

. OmpeneneHn HEXKETaHN PEeaKIiK, KaTo ChHIMBOCT, MOTAT Jja ObJIaT MO-9eCTH, Thil KaTo
MarUeHT! ¢ TPHOHAYHOMO3bYHA TpaBMa MOTAT Jia IpueMar 1 APYTH JIeKapCcTBa 3a JIeUeHHe,
HampuMep Ha 0OJIKaTa WM MYCKYJTHHS ClIa3bM, KOWUTO UMAT MOJ00HH Ha TperadainH HeXKeJTaH!
PEaKIy U TeXXeCTTa Ha Te3W peakilny MOXe Jla HapacHe, KOTaTo JieKapcTBaTa ce prueMar
€THOBPEMEHHO.

. Nma choOienns 3a chplieuHa HeA0CTAThYHOCT MPU HAKOU TMAIMEHTH, KOUTO ITpUeMar
nperadaliiH; T3 MaIUEeHTH ca IPETUMHO B CTapuecKa Bb3PACT ChC ChPICYHO-CHJIOBH
yBpexxnanus. IIpeau na npuemare ToBa JieKapcTBO, CH0o0OIeTe HAa Bamus Jekap, ako
HMAaTe aHaAMHe3a 3a ChpPAevYHO 3a00JIBaHe.

. Nma chobmienns 3a 6b0peyHa HeIoCTaThYHOCT TIPU HAKOW MAIlMeHTH, KOUTO IPUEMAT
[peradanuu Sandoz. Ako 3a0eie)KUTe HaMaJICHO ypUHHUPaHe, 1okaTo npuemate [Iperadaaun
Sandoz, TpsiOBa 1a choOIIUTE HA Barus jgekap, Thi KaTo CIUPAHETO Ha JISKAPCTBOTO MOJKE J1a
Mo100pH TOBa ChCTOSIHUE.
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° Hskon ManueHTH, JICKYBaH! C aHTUCTIMJICTITUYHH JICKAPCTBA KAaTO npera6anI/IH, ca UMaJId MUCJIN
3a CaMOHapaHABaHEC WJIN CaMOY6HI>’ICTBO WK Ca NPOABUIIN CYULTUIHO MMOBCICHUC. AKXo ce osBsT
TaKMBa MHCJIM WU 1'[0}_'[06H0 IIOBCACHUC, He3a0aBHO ce 06’preTe KbM Bamms JICKap.

. Korarto [Iperadanun Sandoz ce npuema ¢ pyrH JeKapcTBa, KOUTO MOTaT Aa IPUUUHAT 3areK
(kaTo HAKOM BUIOBE OOJIKOYCIIOKOMTEIHH), BB3MOXKHO € J1a HACTBIIAT HAKOM CTOMAIIHO-YPEBHU
npobieMu (Hamp. 3amek, 3amyliBaHe WM napain3a Ha uepBata). Madopmupaiite Bammus nekap,
aKo MOJIYYHTE 3aleK, 0COOCHO aKo CTe MPeapasoIoKEeHH KbM TO3H IpolieM.

. [Ipean na nmpuemere ToBa JeKapcTBO, TpsiOBa J1a Kaxkete Ha Bamms nekap, ako HAKOra cte
3710yNOTpeOsBaIN WK cTe OMIIM 3aBUCUMH OT aIKOXOJI, JISKAPCTBA, OTIYCKAHH IO JEKapCKO
MpeanucaHye, Wik He3aKOHHU CyOCTaHIIUM; TOBA MOXeE Jia 03Ha4aBa, 4e MMaTe [0-BUCOK PUCK
OT pa3BHUBaHe Ha 3aBUCUMOCT OT [Iperabanun Sandoz.

. CpoO1enu ca cry4an Ha KOHBYJICHM 110 BpeMe Ha IIpHeM Ha IperadaiuH Wik CKOPO Cliea
IpeKpaTsBaHe Ha IpHeMa Ha nperadairH. AKO MOIy4uTe KOHBYJICHS, ChOOIIeTe He3a0aBHO Ha
Bamus nekap.

. CroOrieHu ca ciydyad Ha HapylleHne Ha Mo3b4HaTa QyHKUus (eHuedanonarus) npu HIKOU
NAalMeHTH, IpUeMally nperadaiiH U cTpafally U OT Apyry 3abonsBaHus. YBenomere Bamms
JeKap, ako MaTe aHaMHe3a 32 HSIKaKBU CEPUO3HH 3a00JIIBaHMsI, BKITFOUUTEIHO YePHOAPOOHO
i 0p0peuHo 3a00msBaHe.

. CpoO1eHH ca ciiyvau Ha 3aTpyIHEHHUS C AULIaHeTo. AKO MMaTe HapyLIeHHs Ha HepBHATa
cUcTeMa, HapyILleH!s Ha JUXaTelHaTa CucTeMa, ObOpeyHo yBpeKaaHe WM ako CTe Ha Bb3PacT
HajJ 65 roguHu, BamusaT nekap Moxke na Bu npennuie pa3inyHa cxema Ha MPUIIOKEHHUE.
Ceppxere ce ¢ Bammst nekap, ako 1mojyyuTe 3aTpyJHEHUE C AUIIAHETO UM HOBBPXHOCTHO
JUILAHE.

3aBHCHMOCT

Hsixon xopa mMorar na pa3Bust 3aBucumoct ot Iperadanun Sandoz (Hykza 1a mpoabioKar aa
MpHeMar JeKapcTBOTO). Te MoXke Aa moTydaT peakuuy Ha OTHEMaHe, KOTaTo CIpar Ja U3M0J3BatT
[Iperadanuu Sandoz (BuxTe Touka 3, ,,Kak na npuemare [Iperadanun Sandoz ““ u ,,Ako0 cTe crpenn
npuema Ha [Iperabanun Sandoz ). Ako uMare NIPUTECHEHUS, Y€ MOXKE J1a pa3BUETE 3aBUCUMOCT OT
[Iperadanuu Sandoz, e BaxxHO J1a ce KOHCYATUpaTe ¢ Bamms nekap.

AKo 3a0eeKuTe HIKOH OT CJICAHUTC NpHU3HALIU, JOKATO IIpUCMATe HperaﬁanI/IH Sandoz, TOBa MOXK€E€
Ja € MOKa3aTC/IHO 3a PA3BMUBAHC HA 3aBUCUMOCT:

° Hmare HYyXJa Aa npuemMare JCKAapCTBOTO MMO-ABJIIO BpEME, OTKOJIKOTO Bu e nocwBerBan
OpCANIUCBAIUAT JICKAP

° qYBCTBaTC HYyXJa Ja TpUEMaTeC MO-BUCOKaA OT MPCIIOPBUNTCIHATA 103a

° W3nomsBare JICKapCTBOTO IO MPUYNHH, PA3JIMIHU OT NPCATTUCAHUCTO

° HaHpaBI/IJ'II/I CTC MHOT'OKPATHH, HCYCIICIITHA OIMHUTU Aa CIIPETC NI KOHTPOJIHUPATC yHOTpe6aTa Ha
JICKapCTBOTO

° Koraro CIIPCTC MpUeMa Ha JICKApCTBOTO, CC UYBCTBATC 3JI€ U CC YyBCTBATC r[o—z[06pe, CJIC KaTo

OTHOBO 3aMOYHETE Ja MPUEMATE JICKAPCTBOTO
Axo 3a0enexuTe HAKOW OT Te3U MPU3HAIIH, ToBopeTe ¢ Barms siekap, 3a 1a 00chanuTe Hal-100pust
HAYMH Ha JiedeHue 32 Bac, BKITIOUHUTEITHO KOra € MOJIXO/ISIIO Ja CIPETe U Kak Jla HAapaBUTe TOBA
0e30macHo.

Jeua u oHomu

besonacHocrTa n e(i)I/IKaCHOCTTa IIpHu Ac1a U rOHOIIN (Ha BB3pacT noa 18 FO):[I/IHI/I) HC Ca YCTAHOBCHU U
nmopaau ToBa HpCFa6aJ'II/IH HC Tp${6Ba Ja C€ U3II0JI3Ba B Ta3W Bb3pacToBa rpyitia.
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Apyrn nexapcrBa u IIperadannn Sandoz
Tps6Ba na kaxere Ha Bamms nekap win gapmaneBT, ako mpueMare, HaCKOpPO CTe MpUEeMaTH WU €
BB3MOXHO J1a IpUeMaTe JpyrH JeKapcTBa.

[Iperadanuua Sandoz u HAKOM APYTH JEKapCcTBA MOTaT 1a CU BIMAAT €OHO HA APYTO
(B3ammozeiictBue). Koraro ce mpuema c onpeneneHu ApyrH JeKapcTBa, KOUTO UMAT YCIOKOUTEIHO
nericteue (BKIIOUUTENHO onnonan), [lperadamnn Sandoz Moske na 3acuim Te3u eeKTH U MOXKe aa
JIOBEJIE 10 TUXATEIHA HEAOCTATBhYHOCT, KOMa H cMBbpT. CTENEHTa Ha BUEHE Ha CBST, CHbHIMBOCT H
HaMmaJleHa KOHLIEHTpalus Morart Jia ce mosumat, ako [Iperabdamun Sandoz ce B3eMa 3aeJHO C
JIEKapCTBa, ChIbpPXKAILH:

OxcuKkoI0H — (M3MO0I3BaH KaTO CPEJCTBO MPOTHB OOJIKH)
Jlopazenam — (M3non3BaH 3a IeYeHUE HA TPEBOXKHOCT)
AJkoxon

[Iperabanuu Sandoz Moxe aa ObAe NpUeMaH C NEPOPATHU KOHTPALCTITHBH.

IIperadannn Sandoz ¢ xpaHa, HATMTKH M AJIKOXO0JI
Kancymnure Ilperabanun Sandoz morar ga 6baaT npueManu cbe Win 0e3 XpaHa.

[IpenopbuBa ce aa He ce mue anKkoxo, fokaro npuemare IIperadanun Sandoz.

BpeMeHnHoCT M KbpMeHe

[Iperabanma Sandoz ve TpsiOBa qa Ob/Ie B3eMaH 10 BpeMe Ha OpEMEHHOCT MM KbpPMEHE, OCBEH aKo
Bammst nexap ve Bu e xa3an qpyro. Ynorpebara Ha nperabaiuH npe3 IbpBUTE 3 Mecela Ha
OpeMeHHOCTTa MOXe Jja IPEAU3BHKa BPOJCHN aHOMAJIMU Ha IUI0AA, IPU KOUTO MOXKE Jia C€ HAJIO0XKU
MEIUIHCKO JIeueHHe. B nmpoyuBaHe, KOeTO pa3riexna JaHHUTE, TIOIY4YEHH 3a KEHU OT
CKaHJIMHABCKUTE CTPaHH, IIpreMaliy rperabaluH rnpe3 IbpBUTe 3 Mecela Ha OpeMEHHOCTTa, €
YCTaHOBEHO, Ye 6 HOBOpoAeHH Ha Bceku 100 nMar TakuBa BpOJAEHU aHOMaIuu. ToBa € CpaBHUMO ¢
4 moBopoaenu Ha Bceku 100, posieHH OT KEHH, KOUTO HE ca JIEKYBAaHU C IIPeradaanH B MPOYYBAHETO.
Cro01aBa ce 3a aHOMaJIUH Ha JTUIETOo (T.Hap. ,,0podalarHy® memHaTHHA Ha JIUIETO), OUHTE,
HEpBHAaTa CUcTeMa (BKJIFOUYMTENHO MO3bKa), OBOpEernuTe U reHUTATHHTE.

JXenu ¢ pereposieH MOTEHIMAT € HEOOXOANMO J1a U3MOI3BAT e(hUKACHH IPOTUBO3AYaThYHHU CPEICTBA.
AKo cTe OpeMeHHa Wi KbpMHUTE, CMsTaTe, Y€ MOKe /1a CTe OpeMeHHa WITH IUTaHupaTe OpeMEeHHOCT,
nochBeTBaliTe ce ¢ Bamms nexap nim ¢apmaneBT npean ynorpebdara Ha TOBA JIEKapCTBO.

Ilodupane u padoTa ¢ MAIIUHU

[Iperabdamma Sandoz Moe Aa Mpeau3BUKa 3aMassHOCT, CHHINBOCT M HaMaJieHa KoHIeHTpanus. He
TpsiOBa fa moduparte, 1a paboOTUTE ChC CIOKHHA MAIIMHU WK Ja C€ BKIIIOYBATE B APYTH MOTEHIINATHO
PHUCKOBH JIEHHOCTH, JTIOKATO He pa3depere Aajy TOBa JIEKapCTBO He 3acsra Bammara cmocoOHOCT fa
HU3BBPIIBATE TE3U JEHHOCTH.

3. Kak na npuemare IIperadaaun Sandoz

Bunaru npuemaiite ToBa JIEKapCTBO TOYHO KakTo Bu € kazan BammsT iekap. AKo HE CT€ CUTYpHU B
HETIo, MmonuTaiTe Bamms mekap wiu dapmareBT. He mpruemMaiitTe 1mo-rojisiMo KOJIHIeCTBO OT
JIEKapCTBOTO, OTKOJNKOTO Bu e mpeamnucano.

BammsT nexap me onpeneny Kakea /103a € moaxozsma 3a Bac.

[Iperabdanmna Sandoz e nmpegHazHaYeH caMo 3a IIePOPaTHO MPUIIOKEHUE.

IlepudepHa u neHTpaJHA HEBPONAaTHA 00JIKa, eNUJIENICUS WM FeHePAJTU3UPAHO TPEBOKHO

Ppa3cTpoiicTBO:
. B3emaliTe TOJIKOBa KalcCyJu, KOJIKOTO By e Ha3Haunn Bamusar nekap.
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. Jo3zara, nmoaxomsmia 3a Bac u Bamero cecrosiHue, o0uuaitHo e 0b1e Mexay 150 mg u 600 mg
BCEKH JICH.

Bammst nexap me Bu kaxe ga B3emare Iperabanuua Sandoz unu 18a TbTH WIK TPU IBTH JHEBHO.

[Ipu nBykparen npuem B3emaiite [Iperadanun Sandoz Bceku IeH CyTpHUH U Bedep MPUOIU3IUTEIHO 10

eIHO ¥ chIno BpeMe. [Ipu Tpukparen npuem B3emaiite [Iperadanun Sandoz BCceku JieH CyTpuH,

cieno0en u Beuep NpUOIU3UTENTHO 0 €AHO U CHIIO BpEME.

Ako umare ycemanero, uye eQekTbT Ha [Iperadanun Sandoz € nmpekaneHo CHIIeH UK MPEKaJIeHO ciao,

roBopere ¢ Bamms iekap v gapMarienT.

AKO cTe manuenT B crapyecka Bb3pact (Hag 65 roguHu) TpsaoBa aa B3emare Ilperadanun Sandoz no
oO0MuailHU HAYMH OCBEH, aK0 UMaTe MpolieMu ¢ ObOpennTe.

Bammsr nexkap mosxe na Bu npeanuine pa3nuyaa cxema Ha JO3UpaHEe W/WIIK 1033, aKO UMaTe
npobaemu ¢ OpOperuTe.

[TormpuiaiiTe KancynaTa 1sia ¢ Boja.
[Iponpmxasaiite qa B3emare I[Iperabamun Sandoz, nokaro Bammst nekap vHe Bu kaxe na cripere.

AKO cTe IpHeJH moBeye oT HeoOxoaumara no3a [lperadanun Sandoz

HeszabaBHo ce obanere Ha Bamus jiekap wiu oTuzaeTe A0 Hail-0MrM3KOTO OOTHUYHO CIIEIIHO
otaeneHue. Biemere KyTuiikara i OyTHIIKaTa, B KoATO ca ounu Karcyiure Iperadanmun Sandoz ¢
Bac. Moxe na ce mouyBCcTBaTe ChHINBH, OObPKAaHH, IPEBH30YICHU WM HECIOKOHHU B pe3yaTar OT
pueMa Ha 1moBeue oT HeoOxoxumara no3a [Iperabanun Sandoz. Cro0maBa ce 1 3a npunaxbuy 1
Oe3ch3HaHne (KoMa).

AKko cTe mponmycHayu 1a npuemere IIperadannu Sandoz

Baxno e na B3emare Bammre kancyiu [Iperadanima Sandoz peoBHO 1O €THO U CHIO BPEME BCEKH
IeH. Ako 3a0paBuTe /1a B3eMeTe eHa 71033, B3eMETe s BeIHara I[OM CH CIIOMHHTE, OCBEH aKo HE €
nonuio Bpeme 3a Bamara ciensama no3a. B To3u cinyvail mpocTo NpoabJDKETe ChC ClIeBaliara 103a
o obwyaitHus HaunH. He B3eMmaiiTe nBOIiHA 1032, 32 1a KOMIIEHCHpATe IIPOITyCHATaTa J103a.

Ako cTe cnpesu npuema Ha [Iperadanun Sandoz

He crimpaiite Bae3anno npuema Ha [Iperabanma Sandoz. Ako rickare aa cipere mpremMa Ha
[Iperabanmn Sandoz, mepBo 00chaeTe ToBa ¢ Bamms mekap. Toii/Ta me Bu kaxke kak ga HanmpaBUTe
ToBa. CrimpaHeTo Ha JICYUCHNETO TPAOBA J1a CTaHe IMOCTEIICHHO B MIPOABIDKEHIE HA TIOHE eTHA CeMULIA

Bue TpsiOBa 1a 3HaeTe, ye ciiel CiupaHe Ha K P @ TK O C PO Y H O W I 1

ObNTrocpoYHO NneyyeHMNMe c llperabamma Sandoz Moke 1a M3MUTATE ONPEACTICHN

HEeXXeJlaH! PEeaKiny, Taka HapeYeHNTEe Peakly Ha OTHeMaHe. Te3n peakny BKIIOYBAT MPOOIEMHU ChC
CBHSI, TIIaBOOONHE, TaZieHe, TPEBOKHOCT, AUAPHS, TPUTIONIOI00HA CUMIITOMH, KOHBYJICHH, HEPBHOCT,
JIeTIpeCysi, MUCIIH 32 CaMOHapaHsIBaHe WA CaMOyOHUiCTBO, OOJIKa, IOTEHE U BHEHE Ha CBAT. Te3un
peaKIuy MOTaT J1a Ce TMPOSBAT IMO-9E€CTO FIIM TEXKKO, ako cTe mpueManu [Iperadamma Sandoz 3a mo-
MIPOIBIDKUTENICH TIEPHOA OT BpeMe. AKO U3NHTaTe PEakiiii Ha OTHEMaHe, TPsIOBa Ja ce CBBhpIKETe C
Bamms nekap.

AXO0 MMaTe HSKaKBH JIOBIHUTEITHN BBIIPOCH, CBBP3aHU ¢ yroTpedara Ha TOBa JISKAPCTBO, MOMHUTANTE
Bammst mexap nim apmarieBT.
4. Bb3MoKHU HeKeJIaHU peakuu

KaxTto Bcmuku JICKapCTBaA, TOBA JICKAPCTBO MOXE J1a NIPEAN3BHUKA HEXKCIIaHN pCaKIUU, BBIIPEKU Y€ HE
BCCKH I'1 ITOJIyYaBa.
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MHoro yecTH: Morar ja 3aceruat nosede ot 1 va 10 qymm:
3aMasiHOCT, CHHJIMBOCT, TJIaBOOOIIME

YecTH: Mmorar aa 3acernat 10 1 Ha 10 xymm:

M IloBuiieH ameTur

M IloBumeno HaCTpOCHUC, 06’LpKaHOCT, AC30pHUCHTA M, HAMAJICH CCKCYaJICH UHTCPEC,
Pa3aApa3HUTCIIHOCT

M HapymeHI/m Ha BHUMAaHHCTO, HCIMOXBATHOCT, HAPYIICHUA HA [TaMECTTa, 3ary6a Ha 11amMcET,

Tpenepene, 3aTpyAHCHUS IPU TOBOPEHE, MPaBYUYKaHe, U3TPHIIBAHE, CEAUPAHE, JIETAPIUS,
0e3cpHUE, YMOpa, HEOOMUaHO ycelaHe

. 3aMBIICHO 3peHHe, IBOMHO BUKIAHE

. CBeTOBBPTEX, MPOOIIEMH C pABHOBECHETO, IaJaHe

. Cyxorta B ycrarta, 3anek, NoBpbllane, o0pasyBaHe Ha ra3oBe, AUapus, rajJeHe, NoAyBaHe Ha
Kopema

. 3arpyaHeHa epeKuus

. [ToxyBaHe Ha TSIIOTO, BKJIIOYUTEIHO KPAHHUIIMTE

. OnusiHeHne, HapyLIeHUs B TOXOIKaTa

. HarpymnBaHe Ha TeJIeCHO Terjio

. MycKyIHH KpaMITH, OOJIKa B CTaBHTE, OOJIKH B Tbp0Oa, OOJIKH B KpalHHUIIUTE

. Bwb3naneHo repio

HeuecTn: morar aa 3acersar a0 1 na 100 xymm:

. 3ary0a Ha aneTuT, 3ary0a Ha TerJio, HUCKa KpbBHA 3aXap, BUCOKa KPbhBHA 3axap

. [IpoMmsiHa Ha BBE3MPUATHETO 32 caMusl cebe cu, Oe3MOKONHCTBO, AeTIpecHs, Bb30y/1a, IPOMEHHU B
HACTPOEHHETO, 3aTPyIHEHHE IIPH HAMUPAHETO HA JyMH, XaTIOMHAINH, TAaTOJIOTNYHY CHHUIIA,
NPUCTBIIN Ha TAHHUKA, allaTHsl, arpecus, MPUIIOBJANTHATO HACTPOEHHE, YMCTBEHO HapyIICHHE,
3aTPYAHEHO MHUCIICHE, TOBUIIICH CEKCYyalleH HHTEPEC, MPOOJIEMHU ChC CEeKCyaTHaTa (DYHKIIHS,
BKJTFOYMTEITHO HEBB3MOXKHOCT 32 JIOCTUTaHE Ha OpPra3bM, 3a0aBeHa esKyJIamus

. [Ipomenu B 3peHNETO, HEOOMYAWHO JBIKCHNE HA OYUTE, TPOMEHH B 3PEHUETO, BKIIOYHUTEITHO
TYHEITHO 3peHHe, NPOOIISICHIM OT CBETIMHA, KOHBYJICUBHH JIBHKECHHS, TIOTUCHATH pedIIeKCH,
MOBHUIIICHA aKTUBHOCT, BUCHE Ha CBAT ITPH CTaBaHe, MOBHUIIEHA KO)KHA YyBCTBUTEIHOCT, 3ary0a
Ha BKYC, TapeHe, Tperepene MpH JABMKEHHE, TOTHCHATO Ch3HaHUE, 3ary0a Ha Ch3HAHME,
NPUITATBK, TOBHUIIEHA YyBCTBUTEIHOCT KbM IIyM, OOIIO HEPa3MoI0KEHHE

. CyxoTa B o4nTe, IOAyBaHe Ha O4NTE, OOJKM B OUUTE, CIIa0OCT B OYNTE, HACHI3ABaHE, Ipa3HEeHEe
Ha OYHTe

. Hapymenns Ha cbpA€YHAS PUTHM, YCKOPEHA Chp/CYHA YECTOTa, HUCKO KPBBHO HAISTaHE,
BHCOKO KPBBHO HaJISITaHE, IPOMEHH B ChPJIEYHHS PUTHM, ChPACYHA HEAOCTATHYHOCT

. 3adepBsBaHe, TOPEIIN BBJIHU

. 3arpyaHeHo AuIaHe, CyX HOC, 3alyIIBaHe Ha HOca

. [ToBumeno caroHOOOpa3yBaHe, MapeHe B ChpAeYHATa 00JIacT, M3TPHIIBAHE HA YCTHUTE,
MOBUIIIEHA TEMIIEpaTypa

. UznotsBane, 00puB, CTyI€HU TPBIIKH

. MycKyITHH TOTPENBaHMsI, TIOAyBaHE Ha CTABUTE, MyCKYJIHA CKOBAHOCT, 00JIKA, BKITFOUHUTEITHO
MycKyJTHa 00Jika, O0JIKM BBB BpaTa

. Bonku B reprata

. 3arpyaHeHO Wi 00JIe3HEHO YpUHHUpaHe, He3aabpiKaHe Ha ypuHaTa

. Cmabocr, *Kaxma, CTAraHe B TPBIHUAS KOIII

. [TpomeHu B pe3ynTaTuTe OT KPHBHHU U YEPHOJIPOOHU H3CieBaHuUs (IOBHUILIEHA KPeaTHHHH

dochokuHasa, MOBUINICHA aTaHUH aMUHOTpaHc(epasa, MOBHIICHA acapTar
amuHoTpaHchepasa, HaMajeH OpOit Ha TPOMOOIMTHUTE, HEYTPOIICHHS, IOBUIIIABAHE Ha
KpeaTHHHHA B KPHBTA, IIOHMW)KaBaHE HA CTOMHOCTHUTE Ha KaJuii B KPbBTA)

. CBpBXYYBCTBHUTEIHOCT, TIOJ{yBaHE Ha JIMIIETO, ChPOESK, YPTUKApHs, XpeMa, KbpBEHE OT HOCa,
Kaimjinga, XbpKaHe.
. BoneszHneHna MmeHcTpyanus
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° CTYZ[CHI/I JJIaHW U CThIIajia

Penxu: morar na 3acernar 10 1 va 1 000 xymm:

. [TpomeHeHO 00OHSHUE, HECTAOWIIHO 3pEHHE, TPOMEHEHO BB3IPUATHE 32 ABJIOOYNHA, 3pUTEIIHA
SIPKOCT, 3ary0a Ha 3peHHe

. Pasmmpenn 3eHUIH, KPUBOTIIECTBO

. CryzeHa noT, CTAraHe B T'bpJIOTO, ITOIyBaHE Ha €3HKa

. Bwp3nanenue Ha maHkpeaca

. 3aTpyJHEHO IperTbIaHe

. 3a0aBeHO MJIM OTPAHUYCHO JBIDKCHUE HA TSIIOTO

. 3aTpyIHEHHE TIPH IIHCaHe

. [ToBHUIIIEHO KOJIMYECTBO TEYHOCT B KOpeMa

. Tednoct B Genute apoboBeE

. I'spuose

. IIpomeHu B 3amuca Ha enekTpuyieckara akTuBHOCT Ha cbpiieto (EKT), choTBeTcTBaNM Ha

CMYILEHHS B CbPACYHUS PUTHBM
. MycKyTHO yBpeKaaHe

. Cekpernus OT I'bpIUTE, HEOOMYAHHO YBEIHUYSHHE Ha T'BPNTE, YBEMYaBaHE Ha ThPIUTE IPU
MBKe

. [IpexbcBaHe HA MEHCTPYAITHHS TUKBIT

. brOpeuyna HeAOCTAaTHYHOCT, HAMAIEHO KOJIMYECTBO HA YPHHATA, 33IphKKa HA YPHHA.

. [lonmxaBane Ha Opost Ha OeNMUTe KPHBHU KIETKH

. HeanexBatHO moBenieHNe, CyHITUIHO TIOBEICHHE, CYUTUIHA MUCIH

. AnepruyHu peakiuu, KOUTO MOXKE J1a BKIIIOUBAT 3aTPYAHCHO AMIIAHE, BH3IaJICHUEC HA OUUTE

(KepaTI/IT) 1 CCPHO3HA KOXHA PCAKIIUA, XapaKTCpUu3upailla c€ € mosiBa Ha YCPBCHUKABU
HCHaJUIHaTH II€THA I10 TAJI0TO, KOUTO Ca HOZ[06HI/I Ha MUIIICHA WX Kp’I)F006p33HI/I, 4ECTO C
MCXYpUcCTa B CpclaTa, JIOMICHC HAa KOXaTa, A3BU B YCTaTa, I'bpPJIOTO, HOCA, 10 TCHUTAJIMUTC U
ounte. Te3n TEKKH KOKHHI 06pI/IBI/I morart aa 6’L}_IEIT npeamecTBann OT MOBUILICHA TEMIICpATypa
nu FpI/IHOHO,Z[O6HI/I CHMIITOMH (CHH,I[pOM Ha CTI/IB’BHC—H)KOHC’LH, TOKCHUYHA S ICpMaIHa

HEKpOJIn3a).
. XKbarenuna (MOXBJATSIBaHE HA KOXKaTa M OYUTE)
. [TapKkMHCOHU3BM - TOBa Ca CHMIITOMH, Haroo0sBanm oonecrra Ha [lapkuHCOH, KaTto Tpemop,

OpaaukuHe3us (3a0aBEHU JBIKEHUS ) U CKOBAHOCT (CKOBAaHOCT Ha MYCKYJIUTE).

. MHoro peaku: moxe aa 3acerHat a0 1 va 10 000 qymm
. YepHoapoOHa HEOCTATHUYHOCT
. XemnatuT (BB3MaJICHUE HA YSPHUS APOO)

C Heu3BecTHA 4eCcTOTA: OT HAJJMYHUTE JaHHU He Moxke 1a Ob/e HAIPABeHa OLleHKAa

. PazBuBane Ha 3aBucumocT oT [Iperabanun Sandoz (JekapcTBeHa 3aBHCUMOCT).

Cren crimpaHe Ha KpaTKOCPOUHO WM AbIrocpouHo jedyenue c [Iperadanun Sandoz tpsiOBa na 3naere,
4ye MOXKETE /1a M3NNTATE ONPEACICHN HeXEaH! pPEaKkliK, Taka HapEeYeHNUTE peaklui Ha OTHEMaHe

(BuxTe ,,Ako cte cnpenu npuema Ha [Iperadanun Sandoz*).

AKO HMaTe O0TOK HA JINLETO WM e3UKa, MJIH aKO0 KoxkaTa Bu ce 3auepBu M 3amo4Har Jaa ce
NOSIBSIBAT MeXyPH WJIH JIOLIeHe, TPsI0Ba He3a0aBHO 1a MOThPCUTE KOHCYJITAUSA € JIeKap.

OHpCI{CJ’ICHI/I HCXKCJIIaHU PCAKIIUU, KaTO CbHJIMBOCT, MOIr'aT Ja 6T>Z[aT I1O0-4€CTH, TBU KaTo NalruEeHTH C
Fp’b6Ha‘lHOM03’L‘IHa TpaBMa MOTraT Aa ImpueMar u Apyru JCKapCTBa 3a JICUCHUC, HAIIPUMCD Ha OolnkaTa
HJIN MYCKYJIHUS CITa3bM, KOUTO UMAT HOIL06HI/I Ha npera6anI/IH HCXKCJIaHU PCAKIUN U TCIKECTTA Ha
TE3M PCAKIIUN MOKEC a CC MOBUIIN, KOIraTO JICKapCTBAaTa C€ NpueMaT CAHOBPEMCHHO.
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CHCI{HaTa HCXKCJIaHa pCaKklus € C'I)O6H.[€Ha IpU MOCTMAPKECTUHIOBUA ONUT: 3aTPYAHCHO JUIIIAHC,
MOBBPXHOCTHO AUIIAHC.

Cho011aBaHe HA HeKEJAHU PeaKluu

AKO TIOITyYnTe HIKaKBU HEXKETAHU JICKAPCTBCHH PEeaKIvy, yBeaoMere Bamms nexap uinu gapmariesT.
ToBa BKJIIOUBA BCUUKH BH3MOKHH HEOMMCAHU B Ta3U JUCTOBKA HEXENaHU peakuu. MosKeTe ChIo Aa
CHOOIIUTE HEXKEITAHU PEaKIUU JUPEKTHO Ype3 HAIMOHATHATA CUCTEMa 33 ChOOINaBaHe, IIOCOYeHA B
[punoxkenue V. Karo cho0ImaBaTe He)xXeNaHN Peakiuy, MOXKETE Ja JaJIeTe CBOS IIPUHOC 3a
MoJTy4aBaHe Ha MOBeYe WHPOPMAIIHSI OTHOCHO OE30I1acCHOCTTa Ha TOBA JICKApCTRBO.

5. Kak na cexpansiBare Ilperadannn Sandoz
Jla ce cbXpaHsBa Ha MsCTO, HEJOCTBITHO 32 Jiela.

He u3non3saiite ToBa JICKApCTBO CJICA CPOKa HA TOAHOCT, oTOeNsI3aH BBpPXY 6J'II/ICTepa, KOHTCﬁHepa
HJIM KapTOHCHATa OIlaKOBKa CJIC ,,FOZLCH J10:%. CpOK’BT Ha rOJAHOCT OTToBaps Ha NOCICIHUA NICH OT
IIOCOYCHHUA MCCCII.

Ma He ce cpxpansBa Hax 25 °C.
HDPE OyTmikm: [la ce n3non3pa B paMKHUTE Ha 6 Mecella clie]] ITbPBOHAYaTHO OTBapsHE.

He HBXB’LpHHﬁTe JICKapCTBAaTa B KaHAJIU3aluATa UJIU B KOHTCﬁHepa 3a JOMAIlIHHU OTIIaaABbIIH.
Ilonuraiite Bammus (l)apMaLleBT KaK J1a U3XBBPIIATC JICKAPCTBATA, KOUTO BEYC HC M3IIOJI3BATC. Te3u
MCPKH IIC CTIOMOTHAT 3a Olla3BaHC Ha OKOJIHATa Cpcaa.

6. Chabp:kaHHe Ha OIIAKOBKATA M JONBJIHUTEIHA MH(pOpManms

Kakso cbpabpixa Ilperadanun Sandoz

- AKTUBHO BelecTBO: nperadanud. Beska TBbpAa karcyna ceabpxa 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg unu 300 mg nperabaiuH.

- Jpyru chCTaBKU: ApEeBUYHO HULIECTE, MPEKETaTHHU3UPAHO, IAPEBUYHO HUIIECTE, TAJIK,
xenatiH, TutaHoB quokcu (E 171), sxbat xenesen okcua (E 172) (Bcnuku konwaecTBa Ha
aKTUBHOTO BEIIECTBO B J1030Ba eauHUIA 06e3 150 mg), uepsen xkenezeH okcua (E 172) (Bcuuku
KOJINYECTBA Ha aKTHBHOTO BEIIECTBO B 1030Ba enuuuua 6e3 50 mg u 150 mg), uepeH xenezeH
okcun (E 172) (camo 25 mg u 300 mg).

Kak n3rnexna Ilperaéannn Sandoz 1 KakBO CbAbP#Ka ONMMAKOBKATa

Henpo3paunu kamave u TsUT0 Ha Karcyjara ¢ 0Je/10 XKbJITo-KasiB BT,
25 mg kancynu  [pa3mep Ha kancynara 4 (14,3 mm x 5,3 mm), cbrbprka OsuT 10 TOYTH OsiT
mpax.

HerOBpa‘-IHI/I Kara4ye v TAJI0 Ha KallCyJjiaTa CbC CBCTIO-XKBJIT UBAT, pasMCp

50 mg Kkancysu Ha karcynara 3 (15,9 mm x 5,8 mm), ceabpska Osi1 0 MOUTH 0511 Ipax.

Henpo3pauHo uepBeHO Karaue ¥ HeMpo3pavHo OsUT10 TSUTO HA KarlcyJiaTa,
75 mg xancynu  [pa3mep Ha karcynara 4 (14,3 mm x 5,3 mm), chappka OsuT 0 TIOYTH OsUT
mpax.

HerOBpa‘-IHI/I YCPBCHU KaIla4ve€ U TAJIO Ha KaricyJiara, pasMep Ha KallCyJjiaTa 3

100 mg xkancyu (15,9 mm x 5,8 mm), ceabppska Osi1 g0 mouTH OsUT Ipax.

HerOBpa‘-IHI/I OenM Karaue U TS0 Ha KaricyJjiata, pasMeCp Ha Karcyjara 2

150 mg kancyimn (18,0 mm x 6,4 mm), chabpska Os1 A0 MOUTH OsUT Ipax.

HerOBpa‘-IHI/I Kara4de v TAJI0 Ha KarlcyJjara C 6J'Ie):[00paH)KeB LBAT, pa3MEp Ha

200 mg xancyu karncynara 1 (19,4 mm x 6,9 mm), chabpxa Os1 10 TOYTH O IPax.

Henpospauno ¢ 61e100paHykeB UBST Karmade W HEMPO3pavyHo OsI0 TAJIO0 Ha
225 mg Karcynu  [KarcyJjara, pa3Mep Ha kKarncynara 1 (19,4 mm x 6,9 mm), ceabpxa Osi1 10
moutu Os1 mpax.
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Henpo3padHo 4epBeHO Karave U HeMpOo3pavyHo ¢ TeJeceH UBAT TsUI0, pa3Mep
Ha karcynara 0 (21,7 mm x 7,6 mm), chabpsKka Osi1 0 MOUTH 0511 Ipax.

300 mg kancynu

[Iperabanuu Sandoz ce mpeanara mox cieanuTe Gopmu:

PVC/PVDC//Al bnuctep, onakoBaH B KapTOHEHA OIMAKOBKa

PVC/PVDC//Al eqnono3oBu O1ucTepy, ONaKOBaHU B KAPTOHEHA OIMTAKOBKA
Kownreitnep or HDPE ¢ BunTOBa Kanauka ot PP, onakoBaH B kapTOHEHa OmakoBKa

Kancynu 25 mg:

bnucrepu, ceabpxkamm 14, 28, 56, 70, 84, 100 unu 120 TBbpau Kancyiu
EnnonozoBu 6mucrepu, chabpxkanm 56 x 1, 84 x 1 wun 100 x 1 TBBpau Kancyinu
Bytunku ot HDPE, ceappxanm 200 TBbpau Karncyan

Kancymn 50 mg:

bnucrepu, ceabpxkanm 14, 21, 28, 56, 84 numu 100 TBBpAM Kancyau

EnronozoBu Omiuctepu, chabpkamm 84 X 1 TBEpAN Kancyinu

Bytmnku ot HDPE, ceappkanm 200 TBbpau Karcyan

Kancymu 75 mg:

bnucrepu, ceabpxkanm 14, 21, 28, 56, 70, 84, 100 unu 120 TBbpAM Kancynu

EnnonozoBu 6mucrepu, chabpkamm 14x 1, 56 x1, 84x 1, 100x 1 wmm 210 x 1 (3 x 70) TBBpAM
Karcym

Bytunku ot HDPE, ceabpxkanu 100, 200 unu 250 TBBpaU Kancyiu

Kancynu 100 mg:
bnucrepu, ceabpxamu 14, 21, 28, 56, 84 unu 100 TBBpaM Kancymiu.
EnnonozoBu 6mucrepu, chabpxaiim 84 x 1 wimm 100 X 1 TBBpIU Kancyinu

Kancynu 150 mg:

bnucrepu, ceabpxkanm 14, 21, 28, 56, 70, 84, 100 unu 120 TBbpAM Kancyiu

EnnonozoBu 6miucrepu, chabpxanm 56 x 1, 84 x 1, 100x 1 ummm 210 x 1 (3 x 70) TBBpAM Karncyiu
Bytunku ot HDPE, ceaspxamu 100, 200 unu 250 TBBpaU Kancyiu

Kancynu 200 mg:
Bbrucrepu, ceabpxamu 21, 28, 84 unu 100 TBbpaM Kancyiau
EnronozoBu 6miuctepu, chappxamm 84 x 1 wm 100 x 1 TBbpAM Karncyu

Kancynu 225 mg:
Bnucrepu, ceabpxamum 14, 56, 70, 84, 100 wnu 120 TBbpaU Kancynu

Kancynu 300 mg:

brmuctepn, ceappxamm 14, 21, 28, 56, 70, 84 (2 x 42), 100, 100 (2 x 50) wmm 120 (2 x 60) TBEpAN
Karcyu

EnronozoBu 6micrepn, chappxanmm 56 x 1, 84 x1(2x42),100x 1, 100x 1 (2 x 50) mmm 210x 1
(3 x 70) TBBpaM Karcynu

Bytunku ot HDPE, ceaspxamu 100, 200 unu 250 TBBpAU Kancynu

He Bcuukm BHIOBE OMTAKOBKM MOTAT Jia Ob/IAT ITyCHATH Ha Ta3apa.

IIpuTeskaTes Ha pa3pelIeHUeTOo 3a yoTpeda
Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Asctpus

IIpoussoaure

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana
CrnoBeHus
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Salutas Pharma GmbH
Otto-von-Guericke Allee 1
D-39179 Barleben
I'epmanus

Lek Pharmaceuticals d.d.
Trimlini 2D

9220 Lendava
CraoBeHus

3a JOITBJIHUTCIIHA I/IH(i)OpMaLII/IH OTHOCHO TOBa JICKAPCTBO, MOJIA, CBBPIKETC CC C JIOKAJTHUA

NPCACTABUTCII Ha IPUTCIKATCIIA HA pa3pClICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien
Sandoz nv/sa

Medialaan 40

B-1800 Vilvoorde

Tél/Tel.: 432 2 722 97 97
regaff.belgium@sandoz.com

bovarapus
KYT Canno3 bearapus
Ten.: +3592 970 47 47

Ceska republika

Sandoz s.r.0.

Na Pankraci 1724/129
CZ-140 00 Praha 4 - Nusle
Tel: +420 225 775 111
office.cz@sandoz.com

Danmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Danmark

TIf: +45 6395 1000
Info.danmark@sandoz.com
Deutschland

Hexal AG

Industriestrasse 25
D-83607 Holzkirchen

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

Eesti

Sandoz d.d. Eesti filiaal
Parnu mnt 105
EE-11312 Tallinn

Tel.: +372 665 2400
info.ee@sandoz.com
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Lietuva

Sandoz Pharmaceuticals d.d. filialas

Seimyniskiy 3A,

LT 09312 Vilnius

Tel: +370 5 26 36 037
Info.lithuania@sandoz.com

Luxembourg/Luxemburg
Sandoz nv/sa

Medialaan 40

B-1800 Vilvoorde

Tél/Tel.: +32 2 72297 97
regaff.belgium@sandoz.com

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

Malta

Sandoz Pharmaceuticals d.d.
Verovskova 57,

SI-1000 Ljubljana

Slovenia

Tel: +356 21222872

Nederland

Sandoz B.V.

Hospitaaldreef 29,

NL-1315 RC Almere

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

Norge

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kegbenhavn S
Danmark

TIf: + 45 6395 1000
Info.danmark@sandoz.com



E)rGda
Novartis (Hellas) A.E.B.E.
TnA: +30210 281 17 12

Espaiia

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

49 avenue Georges Pompidou
F-92593 Levallois-Perret Cedex
Tél: +33 14964 4800

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: reg@rowa-pharma.ie

island

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kegbenhavn S
Danmork

TIf: + 45 6395 1000
Info.danmark@sandoz.com

Italia

Sandoz S.p.A

Largo Umberto Boccioni 1
I-21040 Origgio/VA

Tel: +39 02 96541

Kvnpog

Sandoz Pharmaceuticals d.d.
Verovskova 57,

SI-1000 Ljubljana
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Osterreich

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl

Tel: +43 5338 2000

Polska

Sandoz Polska Sp. z o.0.
ul. Domaniewska 50C
02-672 Warszawa

Tel.: + 48 22209 70 00
biuro.pl@sandoz.com

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

Roménia

Sandoz S.R.L.

Str. Livezeni nr.7A,
540472 Targu Mures
+40 21 4075160

Slovenija

Lek farmacevtska druzba d.d.

Tel: +386 1 580 21 11

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Zizkova 22B
SK-811 02 Bratislava
Tel: +421 250706 111

Suomi/Finland

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kéopenhamina S
Tanska

Puh: +358 010 6133 400
Info.suomi@sandoz.com

Sverige

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 K&penhamn S



Yhofevia Danmark
TnA: +357 22 69 0690 TIf: + 45 6395 1000
Info.sverige@sandoz.com

Latvija

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

Tel: + 371 67892006

I[ara Ha MOCJICAHO NpepasriekKaane Ha JJUCTOBKaTa

[ToapoOHa nHpOpManys 3a TOBA JEKapCTBO € IPEeIoCTaBeHa Ha yebcaiita Ha EBporeiickara areHIus
o JieKapcTBaTa http://www.ema.europa.eu.
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