HPUJIOKEHHE I

KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA



1. HUME HA JIEKAPCTBEHUSA NPOAYKT

Tepumaparua SUN 20 mukporpama/80) MUKpOIUTpa HHKEKIIMOHEH Pa3TBOP B IPEABAPHTEIHO HAIThIHEHA
nucaiKa

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Beska mo3a 80 mukponuTpa chabpka 20 Mukporpama TepurmapaTtu (teriparatide).

Bcesika npeaBapuTenHo HambiIHEHa mucaika ¢ 2,4 ml cpabpxa 600 MUKporpaMa TepunapaTi
(otroBapsimu Ha 250 Mukporpama Ha ml).

3a IIBJIHMS CIIMCHK Ha IIOMOIIHHUTEC BECUICCTBA BHXXTEC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
MHXeKIMOHEeH pa3TBOP
Buctbp, 6e31BeTeH pa3TBOp O€3 BUAMMH YaCTHUIH.

pH e mexmy 3,8 m 4,5. OcmonamuteTa € Mexay 250 10 350 mOsmol.

4. KJIMHUYHU JAHHHHAN

4.1 TepaneBTHYHHN NOKA3AHUSA

Tepunaparun SUN e mokas3aH npu B3pacTHU.

Jleduenue Ha ocTEOMOPO3a MPU MOCTMEHOIIAY3AITHHU JKEHHU U IIPH MBXKE C TIOBUIIIEH PUCK OT (GpaKkTypH (BK.
touka 5.1). [Ipu mocTMeHOTIAY3a)THH JKEHU € HaOJII0/ITaBaHO 3HAYUTEITHO PeIyITupaHe YecToTara Ha

BepTeOpaTHUTE U HEBepTeOpalIHU (paKkTypH, HO HE U Te3U Ha OepeHara KOcT.

JleueHne Ha OCTEONOPO3a, CBBP3aHa C MPOIBIDKUTEIIHO CHCTEMHO JICUCHHE C TTFOKOKOPTHKOWIN TPH
’KEHU ¥ MBKE C TIOBUIIICH PUCK OT PpakTypH (BK. Touka 5.1).

4.2 Jlo3UpOBKAa M HAYUH HA NIPUJIOKEHHE

Jlo3upoBka

IIpenopbuanata qo3a Tepunapatu € 20 MUKporpama, NpUI0KeHH BeTHBXK JHEBHO.

MaxkcumManHaTa 00111a TpoIBDKUTETHOCT Ha JIeueHHe ¢ TepunapaTuy Tpsosa na Obae 24 mecena (BixK.
Touka 4.4). 24-MeceuHHAT KypC Ha JICUSHHE C TepUIapaTHl He TpsAOBa Jja ce OBTaps Mpe3 )KUBOTA Ha

MmaluenTa.

[MarenTuTe TpsOBa 2 MONTyYaBaT JOMBIHUTEIHO KATIKN U BUTAMUH D B clyvaid, ue TEXHUST MPUEM C
XpaHaTa ¢ HeaJeKBaTeH (HEeIOCTaThUCH).

CJ'IG,Z[ MNPpCyCTAHOBABAHC HA JICUCHUCTO C TCpUIIAPATUI MMATUCHTUTE MOIraT JIa MpoOAbJKAT C APYTO JICHCHUC
Ha oCTe€oIroposara.



Crenuanaiy nonyJanuu

Hauueﬁmu 6 cmap4ecka evb3pacm
He ce namara KOpCKIUA Ha 103aTa Bb3 OCHOBA HAa Bb3pacTTa (B)K. TOYKa 52)

Bvopeuno yepeacoane

Tepunapartua He TpsAOBa J1a ce Mpuiiara Mpy MaIUeHTH C TeXKa CTEeIeH Ha ObOpeuHO yBpekaaHe (BXK.
touka 4.3). Tepunapatua TpsiOBa Ja ce M3MO3Ba C MOBUIICHO BHIMAHNE TIPH MAIIMEHTH C yMEPEHO
0B0peuHo yBpexxaane. He ce n3uckBa MOBUIIICHO BHUMAHKE TP MAITUCHTH € JIEKO ObOPEUHO YBpEKIaHE.

Yeprodpobro Hapyuienue
JlumicBat maHHY MpHU MAITMEHTH ¢ HapyIIeHa YepHOApoOHa QyHKIHS (BXK. Touka 5.3). 3aToBa TepumapaTu
TpsiOBa Ja ce U3M0J3Ba C MOBUIIICHO BHUMAaHUE.

Ileouampuuna nonyrayus u no-maaou 6b3PACMHU C OMBOPEeHU enugu3u

bezonmacHocTTa 1 epuKacHOCTTa Ha TepUIIApaTHA MIPH Jella U IOHOIIN Ha Bb3pacT oA 18 roanHu He ca
ycraHoBeHH. Tepunapatun SUN He TpsOBa 1a ce mpuiiara npy neAuaTpUiHu ManueHT (nof 18 ronuHm)
WIN TIO-MJIa 1 Bb3PAaCcTHH, IIPU KOUTO eNu(U3UTE BCE OILE HE Ca 3aTBOPEHU.

Hauun Ha mpuiioXeHue

Tepumapatun SUN TpsOBa 1a ce mpuiara BeIHEX THEBHO Upe3 IMOAKOKHO HHKCKTHPAHE B 00J1acTTa Ha
06eapoTo WK KopeMa.

ITanmenTrTe TpsiOBa ma ObIaT OOYUCHM J1a M3ITOI3BAT IIPABMIIHA TEXHUKA HA MH)KCKTUPaHE (BXK. TOUKA
6.6). Mos BUXKTE CBIIO PHKOBOJACTBOTO 32 yIoTpeda Ha MUcaiKaTa, 3a HHCTPYKTUPaHe Ha MalUeHTUTE 32
MIPABHJIHOTO ¥ U3IOJI3BaHE B Kpas HA JIMCTOBKATA.

4.3 IIpoTuBOmOKa3aHUA

. CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MM KBbM HSKOE OT MOMOIIHUTE BEIECTBA,

n30poeHu B Touka 6.1.

BpemennocT u kppMeHe (Bk. Touka 4.4 u Touka 4.6)

ChInecTByBalLa MpeId XUIEPKaILIHEeMuUs

Texko ObOpEeYHO YBpeXKIaHE

MetabonuTHH 3a00JIBaHUs HA KOCTUTE (BKIIOYUTEIIHO XHUIIEpIIapaTUPEOUAn3bM U Oonect Ha Paget

Ha KOCTUTE), Pa3IMYHU OT IIbPBUYHA OCTEOIIOPO3a WIN INTIOKOKOPTUKOUA-UHIYIPAaHa

0CTEeoI0po3a

o HeoOscHuMu moBuilieHus Ha ajkaiHaTta gocgarasa

o [MpeamectBalia BpHIIHA JIbUETEPAITHS WM UMIUIAHTHPaHA PaJHalliOHHA TepaIus Ha CKeJIeTa

o [TarmeHTHTE CHC 370KaYECTBEHO 3a00IsIBaHE Ha CKeJleTa UM KOCTHU MeTacTa3u TpsoBa 1a Obaat
W3KJIFOUYEHH OT JICYCHUETO C TePUIapaTU.



4.4 ChnenuanaHu npeaynpeskaeHus U NpeANa3HA MePKH Npeau ynorpeda

IIpocaenumoct

3a 1a ce mogo0pH MPOCIETUMOCTTa Ha OMOJIOTHYHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MMAPTHIHUAT
HOMeEp Ha MPHUIIOKEHHS JIEKAPCTBEH MPOAYKT TPAOBA SICHO /1a CE 3arrCBar.

CepyMeEH KUK ¥ KaJIWKA B YypUHATA

IIpu HOpMOKATITMEMUTHH MMAIIMEHTH ca HAOI01aBaHy JICKU U IIPEXOHH IMOBUIIIABAHUS HA CEPYMHUTE
KOHIICHTpAIK Ha KAJIIUU ciell MHXEKTUpaHe Ha Tepunapatull. CepyMHHUTE KaJIlMEBU KOHLIEHTPAIIUU
JIOCTUraT CBOSI MAKCHMYM B paMKuTe Ha 4 0 6 4yaca u ce BpbLIAT A0 U3XOIHUTE CTOMHOCTH 16 10 24 yaca
cien Besika go3a Tepunaparui. CiaenoBaTenHo, ako ce B3eMaT KpbBHH NMPOOH 32 H3MEPBaHE Ha CEPyMHUS
KaJIIIWii, TOBa TpOBa Jia cTaBa rmoHe 16 4aca cieq mocieqHara nHxeknus tepunaparui. [1lo Bpeme Ha
JICYEHUETO He ce M3UCKBA PEIOBHO MPOCIEsBaHe HA KA.

TepnnapaTHz[ MOXE J1a JOBCAC 0 JICKU NOBUIIIaBAHWA HA OTACIIAHECTO HA KaJIIUA C ypHUHATa, HO 110 BpEME

HA KJIMHUYHH [TPOYYBAHUS YECTOTATA HAa XMIICPKAIINYPHUATA HE CE pa3ruaBa OT Ta3u MPH MAIUESHTUTE OT
rpyrmara Ha 1uiamne6o.

Yponurtuaza
Tepumapatua He € MPOydIBaH IPH MAIMEHTH C aKTUBHA ypoiuTHa3a. Tepunapatun TpsOBa 1a ce mpujiara ¢
MOBHUIIICHO BHUMAHUE [P MAITMEHTH ¢ aKTHBHA WJIM CKOPOIITHA YPOJIUTHA34, TIOPAId BE3MOKHOCTTA 32

eKBauep6auI/I$[ Ha TOBa CHCTOSAHUC.

OprocTaTyHa XUIOTOHUS

HpI/I KpaTKOTpaﬁHH KIIMHUYHHA U3IIUTBAHWA C TCpUIIapaTu/] Ca HaGJ’IIO,Z[aBaHI/I OTACIHHU CIIM304M1 Ha
ImpexoaHa OPTOCTaTUYHA XUIIOTOHU . OGI/IKHOBGHO, TOBa CHCTOSHHE 3aI104YBa B paMKUTC Ha 4 yaca ot
IMPUJIOKCHUCTO HA J03aTa U MPEMHUHAaBAa CIOHTAHHO B PAMKHUTE OT HAKOJIKO MUHYTU OO HAKOJIKO Yaca.
Koraro ce Ha6n}oz[aBa npexoaHa OPTOCTAaTUYIHA XUIIOTOHUSA, T4 CC MOABABA IIPU NPUITOKCHHUCTO HA
IIBPBUTE HAKOJIKO 103U, IPEMUHABA IIPH ITOCTABAHETO Ha IAIIMCHTA B JICTHAJIO IOJIOKCHUC U HE €
IIpUuYrHa 3a NIPCYCTAaHOBABAHC Ha ITO-HATATBIITHOTO JICYHCHUC.

BbrOpeuno yBpexaaHe

Heo0xonumo e moBuIleHo BHUMaHUE MIPH NAlUEHTH C YMEPEeHO ObOPEeYHO YBpEKIaHE.

Tlonynanus Ha 1MO-MJIai Bb3PAaCTHHU

OrpaHu4eH € OMUTHT MPH MOMYJIAIMATA Ha TIO-MJIaId BE3PACTHH, BKIIOUUTEITHO PEMEHOIIAY3aTHH KESHU
(Bx. Touka 5.1). Jleduernero TpssOBa 1a 3arrovBa camo, ako MoJ13aTa HEChbMHEHO MPEBUIIIAaBa PHUCKOBETE
IIPH Ta3H TOMYJIAIHs.

JKenu ¢ nereponeH moTeHnuan TpsiOBa Jga U3MOI3BAT €PEKTUBHA METOIH 32 KOHTPALICIIHS ITPHU yroTpeda
Ha TepumapaTHI. AKO HaCThIIM OPEMEHHOCT, IPUIAraHeTO Ha TEPHUIapaTh] TPSAOBA Jla Ce MPEYCTaHOBH.

HDOZ[’BJ'I)KI/ITGJ'IHOCT Ha JCYCHUETO

IIpoyuBaHus TIPH ITHXOBE MMOKAa3BaT MOBUIIABAHE YECTOTATA HA OCTEOCAPKOM TIPH MTPOABIDKHTEITHO
NPUIIOXKEHHE Ha Tepunapatu (Bk. Touka 5.3). Jlo moiay4yaBaHeToO HA TOMBJIHUTEIHN KIMHUYHU TAaHHU,
NpEenopbYBAHOTO BpEME Ha JieueHHe OT 24 Mecela He TpsOBa Jia Objie PEBUILIABAHO.
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CoIobprkaHue Ha HATPUK

To3zu nexkapcTBeH MPOAYKT ChIbpiKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 703a, T.€. MOXKe Ja ce Kaxke,
Yye MPAaKTUYECKU HE ChIbprKa HaTpUil.

4.5 BzauMopeiicTBUS ¢ IPYr4 JeKAPCTBEHN NPOAYKTH M APYrH (popMH Ha B3auMojeiicTBHe

IIpu npoyuBane ¢ 15 3apaBu JOOPOBOJIITH, IPUEMATITH €KETHEBHO JUTOKCHH JI0 JOCTUTAHE HA
CTallMOHAapPHO CbCTOAHUC, CAMHUYHA 103a TEpUIllapaTru] HE BOJAU 10 IPpOMAHA Ha CBbPACUHUTE e(i)eKTI/I Ha
JIUTOKCUH. BbIpeku ToBa, JOKIAJBAHUTE CIIOPATUYHM CIydau MpearnoiaraT, ue XUnepKallueMUusaTa MOxKe
Jla TIPeIPa3MoIIOKHU MAUEHTUTE KbM AUTUTAIIUCOBA TOKCHYHOCT. [lopanu npexoaHnuTe MOBUIIICHHS Ha
CEepyMHUSI KUl OT TepHUIIapaTHl, TepUIapaTH]l TPAOBA 1a ce MpHiara ¢ BHUMaHue IIPY MaIleHTH,
MpUeMaIlH TUTUTAIIHUC.

Tepumnapatuz e omeHsBaH 10 BpeMe Ha papMaKOAMHAMUYHA IPOYYBAHUS 32 B3aUMOJIEHCTBHE C
XUApoxJopoTHasul. He ca ycTaHOBEHM KJIMHUYHO 3HAYHMHM B3aMMOAECHUCTBUSI.

EnHOBpeMEHHOTO NPUIIOKEHHE C PAOKCU(EH MIIH XOPMOHO3aMECTHTEIIHO JICUEHUE C TEPUIIApaTU He
npoMeHs eeKTUTe Ha TepHIapaTH] BbPXY CEPyMHUS KWK WK KaJWs B yPUHATA, KAKTO U
KJIMHUYHUTE HEKENaH! e(heKTH.

4.6 @epTuaurter, )peMEHHOCT U KbPpMeHe

Kenu ¢ nereponen norenmualn / Kourpanenius npy »eHu

JKenu ¢ nerepoeH nmoTeHmnuan TpsOBa Jga U3MON3BaT €PEKTUBHA METOIH 3a KOHTPALICIIIHS PH yroTpeda
Ha TepumapaTull. AKO HaCThIIM OPEMEHHOCT, IPUJIAraHeTO Ha TePHUIIapaThl TPSAOBaA Jla Ce MPEYCTaHOBH.

BpemenHocT

Tepunaparua SUN e npoTuBOIOKa3aH 3a ynorpeda npu OpeMeHHOCT (BX. Touka 4.3).

Kspmene

Tepumapatun SUN e mpoTuBOMOKa3aH 3a ynorpeda 1mo BpemMe Ha KbpMeHe. He e m3BecTHO mamu
TepUIapaTu] Ce€ EKCKPETHUpa B YOBEIIKATa KbpMa.

deprunurer

[IpoyuBanusTa mpu 3aiilll OKa3BaT PEeNpPOIYKTHBHA TOKCHYHOCT (BXK. Touka 5.3). EdexTsT Ha
Tepunaparui BbpXy Pa3BUTHETO Ha YOBEWKHS (eTyC He € n3cnensad. [[0OTeHIMATHUAT PUCK 3a XOpa He €
U3BECTEH.

4.7 EdexTn BbpXy cnioco0HOCTTA 32 Io(pupaHe u padoTa ¢ MAIIUHA

Tepunaparun SUN He MOBJIMsIBA WK [TOBJIHSBA TPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u padboTa ¢
MaruHd. [Ipy HAKOM MAIMeHTH ¢ HaOJI0aBaHa MPEeXoJHa OPTOCTATHYHA XUITOTOHUS UITH 3aMasiHOCT.
Te3u marreHTH TpsIOBa 1a Ce Bb3IbPIKAT OT mopHupaHe Wik paboTa ¢ MAIIUHU 10 OTMHHABAHE Ha
CHMITOMHUTE.



4.8 Hesxenanm JekapcTBeHH peaKnuu

Pesrome Ha mpodria Ha 6€30IMacHOCT

Hait-yecto ch0oOIIABAHUTE HEKEAHH PEAKIIUH MTPH NAIMEHTUTE, JICKYBaHH C TEpPUTIAPATH]I, Ca TajicHe,
0OJIKH B KpaWHHIIUTE, TJIABOOOJHE M 3aMastHOCT.

Hexenanure IeKapCTBEHU PEAKIIUU, IPSICTABCHH B TaGJ’II/ILIa

OT manueHTHTe, y4acTBaJlu B IPOYUYBAHUATA C TEPHUNAapaThl, npu 82,8% OT MalMeHTUTe, NoIy4yaBaIn
Tepunaparuf, u 84,5% oT mauueHTuTe, NoTy4aBalu mianedo, e cboOIeHo moHe 1 HexenaHo crouTHe.

Hexxenanute jgeKapCTBEHH PEaKIliH, CBbP3aHU ¢ yIOTpedara Ha TEPUIapaTH/l B KIMHUYHH [TPOYYBAHHUS 3a
0CTEONOPO3a U MOCTMAPKETHHTOBA CKCIIO3HIINS, ca 0000IIeHN B TabmuIara mo-ao0y. M3mnon3Bana e
clieHaTa KOHBEHIIWS 32 KiTacu(UIpaHe Ha HeKeTaHUTe peakiuu: MHoro dectd (= 1/10), wectu (= 1/100
1o < 1/10), meuectu (= 1/1 000 mo < 1/100), peaxu (= 1/10 000 mo 1/1 000), muoro peaku (< 1/10 000).

Taoauna 1. Hexxenanu peakiuu

CucremMo-opraHeH Kjiac 1o Hexesana peakuus Yecrora
MedDRA
Hapymienus Ha kpbBTa 1 Anemus Yectun
nuMdHaTa cucTeMa
Hapymenus Ha uMyHHaTa AHadunaxcus Penxu
cucreMa
Hapymrenns nHa MmetabonuzMa 1 | XUIEpXO0JIECTEPOIEMUS Yectu
XPAaHEHETO
XunepkaauueMmus: Haj Heuectun
2,76 mmol/l, xunepypukemus
XunepraaiueMus: HaJ Penxu
3,25 mmol/l
[Tcuxu4yHY HApYILIECHUS Henpecust UYectn
Hapymenns Ha HepBHaTa 3amasHOCT, TAaBoOone, umuac, | Yectu
cucTeMa CHHKOII
Hapyuenus Ha yxoTo 1 Bepruro Yectu
naOupuHTa
ChbpaeuHu HapyLIECHUS [TannuTtanuu Uectu
Taxukapnust Heuectu
CpaoBU HapymeHus XUIMOTOHUS Yectn
PecniupaTopHu, rpbaHy U Hucnues UYectn
MEIUACTUHAIHU HAPYIICHUS Emduzem Heuectn
Cucremo-opraseH Kmnac mo Hexenana peakius Yecrota
MedDRA
CromamrHo-upeBHU HapymeHus | ['ameHe, moBpblaHe, XHaTalHa Yectu
XepHHS, TacTpoe3odareanta
pedaykcHa 6omect
Xemopouiu Heuectu
Hapymenus Ha koxata u [ToBuieHo norexe Yectu
MOJIKOKHATA ThKaH
Bosiku B kpalHUIIUTE MHoro uectu
MyCcKyJIHM KpaMIIH Uectun




Hapyenus Ha MycKyJIHO Muanrus, apTpanrus, Heuectun

CKeJeTHaTa CHCTeEMa U Kkpamnu/6onka* B rppOa
ChEIMHUTEITHATA ThKaH
Hapymienus nHa 660perute u YprHapHa UHKOHTUHEHIINS, Heuectu
MUKOYHHUTE ITHTHLIA MOJIMYpUS, CIICITHA IO3KUBU 32
ypuHUpaHe, HeppoauTHaza
bropeuna Penxm

HEJOCTAThYHOCT/YBPEKIAHE
OO0 HapymieHust 1 eeKT Ha | YMoOpa, rpbaHa Ooika, acteHus, | Yectu
MSCTOTO Ha MPHIIOKCHUE JIEKH ¥ TIPEXOHH PEaKINK Ha
MSICTOTO Ha MH)KEKTUPAHE,
BKJIIOYUTEIHO 00JIKa, OTOK,
epuTeMa, JJOKaIIN3UPaHO
obOpasyBaHe Ha CHHUHH, ChPOEK
1 JIEKO KbPBEHE Ha MACTOTO Ha
WH)KEKTHpaHe

Epurem Ha MsACTOTO Ha Heuectn
WH)KEKTHpaHEe, PeakKius Ha
MSICTOTO Ha MHIKEKTUPAHE
Bb3MoxHE anepruyHu ChOUTHS Penxn
CKOPO CJIeT HHKEKIHSITA: OCTpa
JUCTIHES, Opo/dalnaicH 0TOK,
reHepau3upaHa ypTUKapHUs,
0o0JKa B Ir'bpauTe, OTOK (TIIaBHO
nepudepeH)

H3cnenpanms IloBumiaBane Ha TEIECHOTO Heuectu
TETrJI0, IIIyM Ha ChPLETO,
MOBHIIICHHE Ha aJIKajHaTa
dhocdaraza

* CepHO3HH Cllydad Ha KpaMIi Wi 0oJika B I'bp0a ca choOIllaBaH! B PAMKHUTE HA MUHYTH OT
WH)XEKTHPAHETO.

Onucanue Ha I/I36D3HI/I HCXCJIaHHU JICKAPCTBCHHU PCAKITNHN

B xuHWYHA TpOyYIBaHUS ca ChOOIIaBaHM CICTHUTE peakiun ¢ > 1% pa3nuka B 4yecToTaTa OT Iiamnedo:
BEPTHTO, TajicHe, 00JIKa B KPAWHUIUTE, 3aMasHOCT, ICMPECHUs, TUCITHES.

Tepunapatua NOBHUIIIABA CEPYMHHUTE KOHIICHTPAIIUK HA MMUKOYHATA KUCETHHA. B KITWHUYHY POYYBaHUS,
mpu 2,8 % OT MaIMeHTUTE Ha TepUIapaTu] ca HabII0aBaHu CEPYMHH KOHIIEHTPAITMN Ha MUKOYHATA
KHCEJIMHA HaJl TOPHATA TPaHMIla Ha HopMata B cpaBHeHue ¢ 0,7 % OT maiueHTuTe B rpymnara Ha mianeoo.
Bbhpeku ToBa, XUIIEpypUKEMHSTA HE BOJHM JI0 TIOBUINIABAHE YECTOTATa Ha MOJArpa, apTpairus Ui
ypoJIMTHA3A.

B maniabHo KIIMHUYHO M3MHUTBAHE, PpU 2,8 % OT ®KEHUTE, MOTyIaBaTN TCPUITAPATH]I, CA YCTAHOBCHU
KPBCTOCAHOPEAKTHBHH aHTUTENA CIpAMO Tepunaparu. OONKHOBEHO aHTHTEINA € OTKPHUBAT 32 IbPBU BT
cien 12 Mecelia JiedueHUE M HaMaJSIBAT CJIel IPEyCTaHOBsIBaHE Ha TepanusaTa. HiMa naHHU 3a peakiiuu Ha
CBPBXYYBCTBUTEIHOCT, aJISPTHYHU PEaKIUHU, €PEKTH BbPXY CEPYMHUS KAIIUN WIH €PEKTH BEPXY
KOoCTHaTa MuUHepaiHa rsTHOCT (KMIT).

C’bO6H.[aBaH€ Ha 110031 paHd HCXCJIaHU PCAKIINHU

Cro0IaBaHeTo Ha MOJI03MPAHU HEeXKENIaHH PEAKIUH CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JISKapCTBEHUS
HPOIYKT € BaxkHO. ToBa M03BOJIsIBA /1a MPOIBIKU HAOTFOICHUETO Ha ChOTHOIICHUETO MOJI3a/pHCK 32
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JICKaApCTBCHUSA TPOAYKT. Or MCIUIMHCKUTEC CIICHUAJINCTH CE U3UCKBa Ja C’bOGH.[aBaT BCsKa MOA03UpaHa
HEXEJIaHa p€aKusa YpE€3 HallHOHATIHA CUCTEMA 3a C’LO6IJ_IaBaHC, IIOCOYCHA B H[}I/IJIO)KGHI/IG V.

4.9 IIpeno3upane

Ilpu3Hanm ¥ CHMIOTOMU

Tepunapatuj e npuiarad B eAUHUYHA 1034 10 100 MUKporpamMa u KaTo MHOTOKPATHO MpUIaraiu J03H 10
60 MHUKpoOTpaMa/THEBHO 3a 6 CEIMUIIH.

E(I)CKTI/ITG, KOHTO MOXKE Ja CE€ OYaKBaT B cnyqaﬁ Ha Opeao3rupaHe, BKIHOYBAT 3a0aBeHa XUINCPKAIIUEMHUA U
PHUCK OT OPTOCTAaTUYHA XUIIOTOHUS. Morar Ja Cce HaGJ’IIOI[aBaT ChIIO I'aAICHE, MOBPBIIAHE, 3aMASTHOCT U

riaBoOoJIHeE.

Omnwut ¢ OpEao3upadHe Ha OCHOBATA Ha CTIOHTAHHHU C’[>06I]_[6HI/I$I B MOCTMAPKCTHUHIOBUSA IEPHUO

HpI/I IMMOCTMAPKETUHIOBUTE CIIOHTAHHU CT)O6III€HI/IH HnMa Cliydan Ha IrpClika IIpu NpujiaraineTo Ha
MPOAYKTA, IIPU KOSITO ISUTOTO ChAbpikaHUe Ha mucankara (1o 800 ug) ¢ TepunapaTul € MPUIOKEHO KaTo
enquHIYHA 103a. CHOOIIEHUTE MPEXOIHN ChOUTHS BKITIOYBAT TrajicHe, cIadoCT/IeTapTus U XUIIOTOHMS. B
HSIKOW OT CITy4YauTe Ha Mpelo3upane He ca HabmoaaBaHu Hexxenanu edekru. He ca moxnmanaBanu netamHu
CIy4au, CBbP3aHU C MPEI03UpPaHe.

Jleuenne Ha IpeI03UPAHETO

Hswma cnenuduven antunot Ha Tepunaparui. JledeHneTo npu npearmnoiaraeMo npeio3upate TpsoBa na
BKJIFOUBA BPEMECHHO IIPEYCTAHOBSBAHE IIPUI0KEHUETO HA TEPUIIAPATHL, IPOCIIEASIBAHE HA CEPYMHHUS
KaJIIWi ¥ IpeAnprueMaHeTo Ha ChOTBETHH MOAIBPKAIIM MEPKH, KaTO XHUIpaTalusl.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 ®apmakoaMHAMUYHHU CBOMCTBA

®dapmako-TepaneBTuyHa rpyna: KamueBa xomeocTasa, mapaTupouaHu XopMoHH 1 aHano3u, ATC kox:
HO5AAO02.

MexaHu3bM Ha IEUCTBUE

Ennorennust, chappikant 84 aMuHOKHCEIHHH, TapaTupeonieH xopmoH (PTH) e ocHoBeH perynaTop Ha
kamueBns 1 pocharen Mmetaboau3sM B KocTuTe U 060penute. Tepumapatun (thPTH(1-34)) e aktuBen
¢parmenT (1-34) OT SHIOTCHHUS YOBEIIKH MapaTHpeouieH XopMoH. duznonornunute aeicteus Ha PTH
BKITFOYBAT CTUMYIIUpaHe (POPMUPAHETO HA KOCT Ype3 AUPEKTHHU e(PeKTH BHPXy KOCTOOOpa3yBaIlnuTe
KJIETKH (0CT€00JIaCTH), MHAUPEKTHO TOBHINIABAHE Ha MHTECTHHAIHATA a0COPOITHS Ha KAIIHHA 1
MOBHIIIAaBaHE HA TyOyJiHaTa peabcopOIrs Ha KA U eKcKkpelusaTa Ha ¢ocdaru npe3 ObOpenure.

dapmakogHaMuuHU ehEKTH

Tepumapatuz € KOCTHOOOpa3yBallo CPEICTBO 3a JieueHne Ha ocTeonopo3ara. EdexTure Ha TepunapaTi
BBPXY CKeJIeTa 3aBUCAT OT OCOOCHOCTUTE Ha CUCTEMHATa eKcro3uys. 1Ipuioskenne Ha TepunapaTus
BEIHBX JHEBHO IIOBUIIIABA OTJIATAHETO HAa HOBA KOCTHA ThKaH B TpaOeKyJIapHaTa U KOPTHUKaJIHA KOCTHA
HOBBPXHOCT 4pe3 NpedepeHLuanHo CTUMYJIMpaHe Ha 0cTe00JIacTHAaTa Ha/l OCTEOKIACTHATA aKTUBHOCT.



Knnununa edukacHocT

Pucrosu ¢paxmopu

HeszaBucumuTte prckoBH daktopu, Hamp., Hucka KMII, Bb3pact, Hamuuue Ha NPETUIITHE QPaKTypH,
(hammTHA aHAMHE3a 32 OeApeHn (PpaKTypH, TOBUIIICH KOCTEH METa0O0JIM3bM M HUCHK MHIEKC Ha TeJIeCHATa
Mmaca, TpSI6Ba Ja C€ uMat npeaBu npu I/IZ[eHTI/I(i)I/IHI/IpaHeTO Ha )XCHUTC U MBIKETE C ITIOBUILICH PUCK OT
(hpakTypH MpH 0CTEONopo3a, KOUTO MOTaT Jla MMAT T0J13a OT JICYCHHUETO.

[IpeMeHoONay3aH KEHH € TIFOKOKOPTUKOUI-WHIYIIMPaHA OCTEOIIOpo3a TpsiOBa Jla ce CUUTAT 3a
W3JI0KCHH Ha BUCOK PHUCK 3a (PpaKTypH, aKo UMAT npeodiiagaraiia GpakTypa Win KOMOMHAIUS OT
PHUCKOBH (paKTOPH, KOUTO T'M OMPEIEIIAT C BUCOK PUCK 32 (pakTypa (Hamp., HUCKA KOCTHA TIIHTHOCT
[mamp., T ckop <—2], mpOABIKATENHO JIEYEHNE C BUCOKHU J03U TIIOKOKOPTUKOUAN [Harp.,

>7,5 mg/nHeBHO 3a moHe 6 Mecela], BHCOKa aKTUBHOCT Ha IMOJIJICIKAIIO 3a00IsIBaHe, HUCKU HHUBA Ha
MOJIOBUTE XOPMOHH).

HocmMeHonays'afma ocmeonoposa

OCHOBHOTO TIpoyYBaHe BKIIF0UBa 1 637 MOCTMEHOIIAy3allHH! KCHH (CpeIHa Bb3pacT 69,5 roanam).
M3xomaHo 90% OT marmeHTKUTe ca OUiTK ¢ eIHa WK IMoBeUe BepTeOpannu ppakTypH u Mpu cpeaHa
BepreGpamaa KMIT ot 0,82 g/cm? (exBuBanentHo Ha T-ckop = - 2,6 SD). Ha BCHYKM MAlMEHTKH €
npwiarad 1 000 mg xanuuii aueBHO U Hal-manko 400 IU Butamun D nHeBHO. PesynTature oT 1o
24-meceuHoTo (MenuaHa: 19 Mecera) JieueHHE C TEPUTIAPATH]T TOKA3BAT CTATHCTUYCCKA 3HAYNMA
peaykuus Ha Gpakrypute (Tabmuia 2). 3a npeaoTBpaTIBAaHETO HA €HA WM MTOBEUE HOBU BEPTEOPATHU
(dpaxTypu, 11 xeHHu ca nTeKyBaHH 3a IEPHOJ ¢ MenuaHa 19 Mecera.



Tadauua 2 YectoTra HA PPaKTYpH NPH KeHH CJie]l MeHONay3a

[Tmamne60 Tepunapatun OTHOCHTENEH PUCK
(N =544) (%) (N =541) (%) (95% CI)
CIIPSIMO TIIAIEe60
Hoga BepreGpanHa 14,3 5,0° 0,35
dbpaktypa (1) * (0,22, 0,55)
MHOXkeCTBEHH 4,9 1,1° 0,23
BepTEOpaTHU (0,09, 0,60)
bpakrypu (>2) *
Heseprebpanuu 5.5% 2,6%" 0,47
(bpakTypu mopaau (0,25, 0,87)
KPEXKOCT ”
Tonemu 3,9% 1,5% " 0,38
HEBEPTEOpaTHU (0,17, 0,86)
bpakTypu mopaau
KpexkocT ” (bempo,
JI'bUEBa KOCT,
JIaKbTHA KOCT, pebpa
1 Ta3)
Cekpamienus: N = Opoif manueHTy, pa3npeaesicHd Ha CllydacH IPUHLUI KbM BesiKa Tpyna 3a euenue; Cl = noepurencH
HHTEPBaJl

2 YecroTara Ha BepTeOpaHu (pakTypH e oneHeHa npu 448 manuenTH ¢ rianedo u npu 444 maueHTy ¢ TepunapaTui, KOUTo ca
MMaJli M3XOJIHA M MOCJIe/(Ballla peHTreHorpadus Ha rpbOHAYHUS CTHIIO.

6 p<0,001 cpaBHeHo ¢ mane6o.

* He e qoka3aHO 3HAYMTEIIHO HAMAJISIBAHE HAa YeCTOTaTa Ha (PPaKTypH Ha Ta300elpeHaTa cTaBa.

" p<0,025 B cpaBHEHHE C manedo.

Crnen 19 meceuno (Mmenuana) neuenue, KMII napacTtBa B iymOaiiHaTa 9acT Ha TPHOHAYHUS CTHIO U
TazobeapeHata 00acT, ChoTBETHO ¢ 9% u 4% B cpaBHeHue ¢ mianebo (p<0,001).

[IpocnensBane ciexn nedenueto: Cren JeUeHHETO ¢ Tepumnapatui, 1 262 mocTMeHonay3aiHH KeHH OT
OCHOBHOTO MPOYYBaHE ca BKJIIOUEHH B MpocieasBailo npoyusane. OCHOBHATA 11€J1 HAa TOBA IIPOYYBaHE €
CcHhOMpaHETO Ha JTaHHU OTHOCHO Oe30macHoCTTa Ha Tepunaparua. Ilpes nepuoaa Ha HaOmoneHNE €
paspeleHo IPHUIAraHeTo Ha APYro JICUeHHe Ha OCTEO0IIopo3aTa U € IPOBEeIeHa JOIBIHUTENIHA OLIEHKA Ha
BepTeOpamHuTe QPpakTypH.

[To BpeMe Ha Tiepuo/1 ¢ MequaHa 18 Mecena, mocieBal clie/l IpeKpaTsaBaHe Ha JICUCHHETO ¢ TepUnapaTuI,
e ycraHoBeHa 41% penykuus (p=0,004) criipsimo 1m1ane0o 1mo OTHOIICHHE Ha OpOs MAUEHTH ¢ MUHUMYM
e/lHa HOBa BepTeOpanHa (pakrypa.

B otBOopeno mpoyuBane 503 mocTMEHOMAY3alHU KEHH ¢ TeXKa OCTEOIopo3a U hpakTypa mopaiu
YyIUIMBOCT B PAMKHUTE Ha npeaxoauute 3 roaunu (83% ca mosyduiu npeaiecTBaIio JeueHue 3a
OCTEOITOpO3a) ca JIKYBaHH ¢ Tepunaparuy 3a 10 24 Mecena. Ha 24-s1 Mecen cpeJHOTO TOBHIIICHNE Ha
KMII ot u3xomHoTO B TyMOaiHaTa 00JIACT Ha TphOHAYHMS CTHJIO, HA Ta300eapeHaTa 001acT U Ha
Oenpenara mmuiika e cborBeTHO 10,5%, 2,6% 1 3,9%. Cpennoto noeumieane Ha KMII ot 18-51 10 24-5
Mmecet e 1,4%, 1,2% u 1,6% croTBeTHO B TyMOanmHaTa 061acT HAa TPbOHAYHUS CTHI0, Ta300eApeHarTa
obnacT u OeapenHara mmika.

24-MeceyHo, paHIOMHU3HUPAHO, IBOMHOCIISIIO, KOHTPOIMPAHO ChC CPABHUTENCH MPOAYKT MIPOyUBaHE
(haza 4 BxirrouBa 1 360 mocTMeHOTIaY3aTHH KEHHU C YCTaHOBEHA ocTeonopo3a. 680 manueHTK ca
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PaHAOMU3UPAHHU Aa MOJyyaBaT TepunapaTu, 1 680 maueHTKy ca paHJOMHU3UPaHH J1a OTy4aBat
nepopasHo puzenpoHaT 35 mg/ceamuyuHo. Ha M3X0MHO HUBO JXEHUTE ca Ha cpelHa Bb3pacT 72,1 ToauHu C
npeoOIiagaBanio BepTeOpaiHu pakTypu ¢ Meanana 2; 57,9% oT malueHTKUTE ca IMoJTydaBaiu
npeaecTsao JeueHue ¢ oudocdonaru u 18,8% npueMaT ChIIBTCTBALIO JICYEHHE C TIIOKOKOPTHKOUAN
1o BpeMe Ha npoyuBaHeTto. 1 013 (74,5%) nauueHTky 3aBbpIIBaT 24-MeCeUHUS IEPHOA Ha MIPOCIIeAsIBaHe.
Cpennata (MenuaHaTa Ha) KyMyJIaTHBHA J103a Ha TIIOKOKOpTUKOoUT € 474,3 (66,2) mg B paMoToO,
nosrygaBario Tepunapatua u §98,0 (100,0) mg B pamoTo, moaydasamio puzeaponar. CpeHusT
(MenuaHaTa Ha) IpueM Ha BUTaMHH D 3a paMoTo, moiy4aBamio Tepunapatug, ¢ 1 433 [U/qaeBHO

(1 400 IU/areBHO), a 3a paMOTO, TTONTydaBaro puseapoHat, ¢ 1 191 IU/maesro (900 1U/nHeBHO). 3a
NAIUEHTKUTE, KOUTO ca UMaJH PeHTreHorpaguu Ha rpbhOHAYHUS CTHIO B HAYAJIOTO HA IPOYYBAHETO U B
nepuojia Ha MpociieAsBaHe, YeCToTaTa Ha HOBU BepTeOpannu ¢ppaktypu e 28/516 (5,4%) npu
NalKeHTKUTE, JIEKYBaHH ¢ Tepunapatun, u 64/533 (12,0%) npu nauneHTKUTE, JeKyBaHHU C pU3EAPOHAT,
otHOcHTeNeH puck (95% CI) = 0,44 (0,29-0,68), P<0,0001. KymymnaruHaTa yecToTa OT COOpHH JTaHHH 32
KJIMHUYHU QpakTypH (KIMHUYHHE BepTeOpaliHu U HeBepTeOpanHu ppaktypu) e 4,8% npu mauueHTKuTe,
JIEKYBaHH C TepHUInapaTtuz, u 9,8% npu nauueHTKuTe, JeKyBaHH C pU3eIpoHaT, Koe(UIMEHT Ha puck (95%
CI) = 0,48 (0,32-0,74), P=0,0009.

Ocmeonopo3sa npu mviceme

437 marueHTH (cpeaHa Bh3pacT 58,7 TOAMHM) ca BKJIIOYCHH B KIIMHIMYHO MPOYYBaHE 32 MBXKE C
XHUIIOTOHAIHA (OTpeienieHa KaTo HUCHK CYyTpelIeH cBo0oieH TecTocTepoH win nosuiiend FSH i LH)
WM UI0TIATHYHA OCTeonoposa. U3xoaHure cToitHoCcTU Ha cpenHuTe T-cKopoBe HAa KOCTHATa MUHEPATHA
TUTHTHOCT Ha TPpBOHAYHUS CTHIO U OeipeHara mmiika ca -2,2 u -2,1, crorBetHo. M3xomH0 35 % oT
MAIMeHTHTE UMaT BepTedpanHa ¢ppakTypa, a 59 % uMat HeBepTeOpaiiHa GpakTypa.

Ha Bcuuku nmauuentu e HazHayeH 1 000 mg kanuuit aueBHO U Hai-manko 400 [U Butamun D nueBHoO. 3a
TPHU Mecella € YCTaHOBEHO 3HaunTeTHO moBumaBane Ha KMII B obmacTTa Ha MyMOaTHUTE IPEIUICHH.
Crnen 12 mecena KMII B mym0annarta yacT Ha rpbOHAaYHUS CTHJIO U Ta300eapeHaTa 001acT € HapacHana
cbhoTBeTHO ¢ 5 % u 1 %, B cpaBHeHue ¢ miare00. Bepeku ToBa, He € YCTAaHOBEH 3HAUYUM €(EKT BBPXY
YecToTara Ha PpaKkTypuTe.

Tiroxoxopmukoud-uHdyyupana ocmeonoposa

EdextuBHOCTTa Ha TepumapaTu Mpu Mbxke U sxeHn (N=428), morydaBamiy MpoabHKUTEITHO CHCTEMHO
JICYCHHE C TIIFOKOKOPTHKOHUIN (€KBHBAJICHTHO Ha 5 mg WJIM MOBEUe PEIHU30H 3a ITOHE 3 Mecera), €
nokasaHa B 18-MeceuHOTO OT MbpBOHaYaiHA (a3a Ha 36-MECEUHO, PAHJOMU3HPAHO, TBOHHOCIIAIO,
KOHTPOJIMPAHO ChC CPAaBHUTEIICH MPOMYKT (aieHapoHaT 10 mg/nHeBHO) npoyuBane. J[Bajgecet u oceM
MIPOIICHTA OT MMAIIHEHTUTE Ha M3XO0THO HIBO Ca UMAJIH €IHA WM ITOBeUe BepTeOpaHu QpakTypH,
JMUATHOCTUITMPaHU peHTreHoaorndHo. Ha Bcnuku nmaruenTu ca npuiarand 1 000 mg kanmuuii THEBHO U
800 IU Butamuu D gHeBHO.

ToBa mpoyduBaHe BKJIIOYBa OCTMEHONAY3aTHH JkeHU (N=277), mpeMmeHonay3aHu xeHu (N=67) 1 MbKe
(N=83). Ha u3x0oaHO HMBO IOCTMEHONIAY3aJIHUTE KEHH ca Ha Cpe/lHa Bb3pacT 61 ronauHu, MaT cpeiHa
KMII T-ckop —2,7 Ha ;rymOaHus OTHEN HAa TPHOHAYHUS CTHI0, MeInaHa Ha EKBUBAJICHTHA 11032
npeaHn30H 7,5 mg/naeBHO u 34 % ca UManu eHa WK MToBeue BepTeOpatan GpakTypH,
JUArHOCTUIIMPAHN PEHTI€HOJIOTUYHO; IPEMEHOIIAay3aIHNUTE JKEHHU ca Ha CpefHa Bh3pacT 37 TOAMHU, UMAaT
cpeana KMII T-ckop —2,5 Ha 1ymOaiHus OTAEN Ha IPBOHAYHUS CTHIO, MEIaHa Ha EKBUBAJIICHTHA 1032
npenan3oH 10 mg/naeBHO 1 9 % ca MManu eHa WK TIoBeUe BepTeOpanHu GpaKkTypH, JHATHOCTUIIPAHT
PEHTTEeHOJIOTHYHO; a MBKeTe ca Ha cpefHa Bh3pacT 57 roaunu, uMmar cpenaa KMII T-ckop —2,2 Ha
TyMOaIHUS OTAEN Ha rpbOHAYHUS CTHIO, MeIMaHa Ha EKBUBAJIEHTHA J103a MpeaHn30H 10 mg/nHEeBHO U
24 % ca UMaNy eJHa WIX TTOBeUe BepTeOpaHN QPaKTYpH, AMATHOCTUIIMPAHN PEHTTEHOIOTHYHO.

IlecTmeceT 1 AEBET MPOILICHTA OT MAIMEHTHUTE 3aBbpIIBaT 18-MeceuHaTa mppBoHavaiHa (as3a. B kpaiiHara
Touka Ha 18-1 Mecer Tepunaparuy curHudukanTHo nosuinasa KMII B mymOamaus otaen Ha rphOHaYHAS
cTea6 (7,2 %) B cpaBHeHue ¢ aneHapoHar (3,4 %) (p<0,001). Tepunaparng mosumasa KMII Ha
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tazobenpenata obmact (3,6 %) B cpaBHeHHe c aneHApoHaT (2,2 %) (p<0,01), kakTo u Ha GenpeHaTa
muiika (3,7 %) B cpaBHeHHe ¢ aneHapoHart (2,1 %) (p<0,05). Ilpu nauueHTH, IEKyBaHU C TepUIapaTu,
KMII B nymbannaTa o6iact Ha TpbOHAYHUS CTHIO, Ta300eIpeHaTa ooact u OeapeHara muiika ce
noBuIaBa Mexny 18- u 24-s1 mecen ¢ gonbaautennu 1,7 %, 0,9 %, u 0,4 %, cbOTBETHO.

Ha 36-1 Mecelr ananm3 Ha peHTTeHOTPAMUTE Ha TPHOHAYHHS CTHI0 Ha 169 mareHTH, JeKyBaH! ¢
aleHapoHar, u Ha 173 manuenTy, JieKyBaHu ¢ Tepumnapatu, moka3sa, ue 13 manueHTH B rpymnara ¢
anenapoHar (7,7 %) ca nmpeTbpHenn HOBa BepTedpanHa (pakTypa B CpaBHEHHE C 3 MALlMCHTH B IpymaTa ¢
tepurnaparuf (1,7 %) (p=0,01). Ocsen ToBa 15 ot 214 nanmenTtu B rpymnata ¢ anenaponar (7,0 %) ca
peThpIieiu HeBepTeOpanHa GpakTypa B cpaBHeHHE ¢ 16 OT 214 nanueHTy B rpymnaTa ¢ TepunapaTh
(7,5 %) (p=0,84).

IIpu npemeHonay3annute xeHu nosuiieHneTo Ha KMII ot uzxonno HuBo 10 18-51 Mecerr e
CUTHU(HKAHTHO MO-TOJSIMO B IpyTaTa ¢ TepUIIapaTHl, B CpaBHEHHE C rpyTaTa ¢ alleHIpoHaT B
JTyMOaIHUS OTAEN Ha rpbOHaunus cTba0 (4,2 % cropsimo —1,9 %; p<0,001) u B Tazobeapenara obnact
(3.8 % cmpsimo 0,9 %; p=0,005). Bce nak, He e moka3zaH CUTHU(HUKAHTEH e(heKT BbPXy YecToTaTa Ha

(bpakrypure.

5.2 ®@apmMakoKMHETHYHU CBOMCTBA

Pasnpenenenue
O06emMbT Ha pasnpeaenenre e mpuoau3nuTenHo 1,7 1/kg. EMMMIHAIMOHHUAT TTOTYKHUBOT HA TEPHUITAPATHTL €
npUOIM3UTETHO | Yac MmpH MOJKOXKHO MPUIIOKECHUE U 3aBUCH OT BPEMETO Ha aOCOPOLUs OT MACTOTO Ha

IIPUIIOKCHUC.

BuorpanchopMmarug

He ca npoBex/aHu NpOy4BaHUs BPXY METa00IM3Ma U EKCKPELHsATa Ha TepUMapaTh, HO Ce CMATa, e
nepuepHUIT MeTaboIN3bM Ha MAPATUPEOUTHUSAT XOPMOH C€ OCBIICCTBSBA MPEIUMHO B YSPHHS APOO H
O0bpOpenure.

Enumunupane

Tepunapatu ce eTMMUHUPA TOCPEICTBOM XEIATAICH U SKCTpaxXernaTalieH KIUPbhHC (PUOJIM3UTEITHO
62 l/gac nipu xeru u 94 1/9ac npu MBKe).

IlanmeHTy B cTapyecka Bb3pacT

He ca ycranoBenu pasinnunst BbB (papMakOKHHETHKATa HA TEPUIIAPATH]l BbB BPb3Ka € Bb3pacTra (MEXIY
31 u 85 rogunn). He e HeoOxoanMa nmpoMsiHa Ha 103aTa Bb3 OCHOBA Ha Bh3pacTTa.

5.3 IlpeakJIMHUYHU JAHHHU 32 6€30MACHOCT

Tepumapatua He € MOKa3al FeHOTOKCUYHOCT MIPU CTaHAapTeH Habop oT TecToBe. He ca yctaHoBeHn
TepaTOreHHH e(eKTH MPHU IIbX0BE, MULIKH U 3aiiuu. He ca HaOmonaBanu 3HauuMu eeKTH npu
npuiarane Ha Tepunapatuj B gHeBHH 1034 oT 30 1o 1 000 pg/kg npu OpeMeHHH ILTHXOBE WITH MUTIIKH.
®eranna pe3opOLus 1 HaManeHa rojJeMruHa Ha KOTHIIOTO, o0aue, ce HaboAaBaT pu OpEeMEHHH 3aiy,
Ha KOUTO ca Ipuiiarasu JHeBHU 1034 oT 3 1o 100 pg/kg. EMOproTokcHuHOCTTA, HAOMIOAaBaHa IPH
3aiITM, MOXKE J1a € CBhp3aHa C TSIXHATa MHOTO TO-TOJIIMAaTa IyBCTBUTEITHOCT KbM edektute Ha PTH BBpxXY
HOHU3UPaHUs KA B KPbBTa B CPABHEHHE C IPU3AYUTE.
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[Ipu mrbXoBe CUCTEMHOTO €KEIHEBHO MPHIOKEHNE BOAM A0 10303aBUCHMO CBPBXO0Opa3yBaHe Ha KOCTHA
THKaH M MTOBUILIEHA YECTOTa Ha OCTEOCAPKOM, Hali-BEPOSITHO B PE3yNITAT HA EMNUTEHETHYEH MEXaHU3bM.
TepunapaTua He OBUIIIaBa YECTOTaTa HAa KOWTO U Jja € APYT THUI HeoIyIa3us npu mrbxose. [lopaau
pa3nuuuATa BbB (U3UOJIOTHATA HA KOCTHTE MPH ILTBXOBETE M YOBEKa, KIMHMYHATA 3HAYMMOCT Ha TE3U
JaHHU BeposATHO e Masika. He ca HabiaronaBaHM KOCTHH TyMOPH IIPH OBapHOEKTOMUPAHN MAaliMyHH,
JIEKyBaHHM 3a EPHOA OT 18 Mecena WK 1o BpeMe Ha 3-TOAUIIHUS EPUOJ Ha MIPOCIEAABAHE CIIE]
MpeKpaTsBaHe Ha JIeUeHHETo. B TombIHeHne Ha TOBa, 10 BpeMe Ha KIMHUYHUTE MPOYYBaHUS WIN TPU
NpOoCIeNsIBaHETO Cle] ICUCHUETO, He € HAaOJo1aBaHa MMosBaTa Ha OCTEOCAPKOMHU.

IIpoyuBaHusATa TIPH )KUBOTHHU TTOKA3BAT, Y€ CHIIHO HAMAJICHUAT YEPHOAPOOCH KPHBOTOK MOHIKABA
excrio3utusata Ha PTH Bepxy ocHoBHaTa nenutenna cucreMa (KyrndepoBure kieTku) U mociieBaIiusT
kiupbsHC Ha PTH(1-84).

6. DOAPMAIEBTUYHHU JAHHHAU

6.1 ChnuchbK Ha IOMOIIHHUTE BEIIECTBA

Jlenena onerna kucenuna (E260)

be3Bonen Harpues arerar (E262)

Manuton (E421)

Merakpeson

XopoBogopoaHa kucenuHa (3a kopekius Ha pH) (E507)

Hatpues xunpokcun (3a kopekiust Ha pH) (E524)

Bona 3a nrxexiun

6.2 HecbBMECTHMOCTH

[lopanu nuncata Ha IPOyYBaHHUS OTHOCHO CbBMECTHMOCTTA, TO3H JICKApPCTBEH MPOLYKT He TpAOBa 1a ce
CMECBa C APYTH JIEKApCTBEHH MPOIAYKTH.

6.3 Cpoxk Ha roaHocT
2 TOOUHU

Cren nppBO OTBapsIHE

XumuyHa, GU3NYHA 1 MEKPOOHOJIOTUYHA CTAOMIHOCT IPH yHOoTpeda € ycTaHOBeHa 3a 28 THU MpH
temrepatypa 2°C -8°C. Cnen nbpBOHAYAIHOTO OTBapsIHE JIEKAPCTBEHUAT MPOIYKT MOXKE J1a CE ChXpaHsBa
MakcuMyM 28 mau pu TemirepaTtypa ot 2°C mo 8°C. CrXpaHEHHETO Ha IMPOAyKTa MPH YIIoTpeda 3a ApyT
NepUOJ U TIPU IPYTHU YCIOBHSL, OCTaBa Ha OTTOBOPHOCT Ha MOTPeOUTENS.

6.4 CroenuajHu ycJ0OBHUSI HA ChXpaHEHHUe

Ha ce cpxpansiBa B xmammiauk (2°C — 8°C). [la He ce 3ampazsisa.

3a yCIoBHSATA HA ChXpaHEHUE CJiell IbPBO OTBAPSHE Ha JIEKAPCTBEHUS MPOAYKT BUKTE TOUKa 6.3.

6.5 Bua u chabpikaHne HA OMAKOBKATA

2,4 ml pa3TBOp B aTPOH (CHIIMKOHU3UPAHO CTHKIIO) ¢ OyTasio (Xano0yTHiioBa TyMa), 3areyaTBarl JUCK
(JlaMUHAT OT MOJIMKU30MPEH/OPOMOOYTHIIOBA TyMa)/aTyMUHU#, BrPaJIcH B MUCAJIKA 33 €AHOKpPaTHA

ynoTpeoa.
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Tepunaparun SUN ce npejaara B ONakoBKa, ChIbpKaia |1 peIBapuTETHO HAITBIHEHA THCATKa W

3 mpeaBapuTEIHO HAITBITHEHU MUCAIKHU. Besika mpeaBapuTeTHO HAMBIHEHA MICAKA ChIbpKa 28 103 OT
20 mukporpama (B 80 MUKpOIHUTpA).

He Bcuukm BHIOBE OMAKOBKM MOXKe J1a ObAAT MyCHATH B MPOJakoa.

6.6 CrnenuajaHu nNpeana3Hu MepKH NPH U3XBBPJIsiHEe U padoTa

IIpu pabota

Tepunaparux SUN ce npeanara B IpeBapUTEITHO HAIThIHEHA MHUcaika. Beska nucanka TpsOBa 11a ce
W3I10JI3Ba caMo OT euH marueHT. [Ipu Bcska WHKeKIus TpsOBa Ja W3Moi3Ba HoBa, crepriHa uria 31 G, 5
mm gb/bkuHA. rnm He ce 1ocTaBAT ¢ ekapcTBeHus npoaykT. Crnen Besika nHkeknus, Tepunapatun SUN
MIPeBAPUTETHO HAIThIHEHATA MHCAKa TPSOBa J]a ce BhPHE BeJHAra B XJIaJUITHUKA.

He cpxpaHnsBaiiTe mpeaBapuUTETHO HATbJIHEHATA MTUCANIKA C TIPUKPETICHA UTJIa.

Tepumapatun SUN He TpsOBa 1a ce H3MO0J3Ba, aKO Pa3TBOPHT € MBTECH, OI[BETEH WIIH ChIbPKA YaCTHIIH.
NsxBbprasHe

HewnsnomsBanusT nekapcTBEH MPOTYKT WM OTHAIBbYHNATE MaTepalid OT HeTo TPsiOBa Ja ce M3XBBPIIAT B
CBhOTBCTCTBUEC HA MECTHUTEC U3UCKBaAHUS.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Sun Pharmaceutical Industries Europe B.V.

Polarisavenue 87

2132 JH Hoofddorp

Hunepnanaus

8. HOMEPA HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1697/001
EU/1/22/1697/002

9. JATA HA ITbPBO PA3PEIIIABAHE 3A YIIOTPEBA/IIOJHOBSBSHE HA
PASPEHIEHUETO 3A YIIOTPEBA

Jlata Ha TEPBOTO pa3peliaBaHe 3a yrnoTpeoda:

10. JATA HA AKTYAJIM3AIIUSA HA TEKCTA

[MonpoGHa nHDOpMAaIUs 32 TO3U JIEKAPCTBEH MPOIYKT € MpejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHIus 10 JieKapcTBaTa http:// www.ema.europa.eu .
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HNPUJIOKEHHUE I1

MHNPOU3BOAMTEJL, OTTOBOPEH 3A OCBOBOX/IABAHE HA
MHAPTUIU

YCJIOBUSA NJIK OTPAHUYEHUS 3A TOCTABKA 1
YIHOTPEBA

APYI'N YCJIOBUS N UBNCKBAHUSA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJI0OBUs NN OT'PAHUYEHMUA 3A BE3OIIACHA U
E®EKTUBHA YIIOTPEGA HA JIEKAPCTBEHUS TIPOAYKT

15



A. TIPOU3BOIAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA
IHAPTUIHN

HwMe u aapec Ha IPOU3BOAUTENS, OTTOBOPEH 32 OCBO60)K}_'[aBaHe Ha IapTuauTre

Sun Pharmaceutical Industries Europe B.V.
Polarisavenue 87

2132 JH Hoofddorp

Hunepnannus

Terapia S.A.

Strada Fabricii Nr. 124
Cluj-Napoca, 400632
PymbHUs

b. YCJOBUS NN OI'PAHUYEHUSA 3A JOCTABKA U YIIOTPEBA
JlexapcTBEHUAT MPOLYKT C€ OTIIyCKa IO JEKAPCKO IPEAIIUCAHUE.

B. JAPYI'M YCJIOBUS U UBUCKBAHUSA HA PASPEHHIEHUETO 3A YIIOTPEBA
. [epuoguyHu AKTyaAJINM3MPAHH JOKJIAAU 32 0€30MACHOCT

W3uckBanusTa 32 MOJaBaHE HAa IEPUOINYHM aKTyalIM3UPaHU JOKIAAH 32 O€30MacHOCT 3a TO3U JIEKapCTBEH
IPOIYKT ca IOCOYEHH B CIIMCHKa ¢ pedepeHTHUTE natu Ha EBponeiickus cpro3 (EURD cnmcwk),
npensuaeH B wi. 1078, an. 7 ot upektuna 2001/83/EO, 1 BB BCHUKH CIICABAIIH aKTyaaU3alldH,
nyOJIMKyBaHU Ha eBPOTICHCKUS yeOropTal 3a JIieKapcTBa.

I'. YCJIOBUA NN OTPAHUYEHUS 3A BE3OIIACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHMUSA ITPOAYKT

. Ilnan 3a ynpasJjenue Ha pucka (IIYP)

[purexarensaT Ha pa3penieHuero 3a ynorpebda ([IPY) TpsodBa na u3BbpIIBa H3UCKBAHUTE JCHHOCTH U
JEeUCTBUS, CBBP3aHH C IPOCIIEIsIBAHE HA JIeKapCTBeHaTa 0e301acHOCT, mocodeHu B onoopenus [1YP,
npencraBeH B Moxyn 1.8.2 Ha pa3pemieHneTo 3a yrmoTpeda, KakTo M BbB BCHIKH CJICIBAIIN 0I00pECHU
akTtyanusauuu Ha ITYP.

Axrtyammsupas [1YP TpsbBa na ce momaBa:

e 110 uckaHe Ha EBponeiickaTa areHuys no gekapcTBaTa;

e BHHArW, KOraTo ce U3MEHs CHCTEMaTa 3a YIpaBJIeHHE Ha PHCKa, OCOOCHO B pe3ynTaT Ha
[0JIy4aBaHe Ha HOBa MHGOPMALs, KOSITO MOXKE /1a I0BeJIe 10 3HAaYMMH IIPOMEHHU B
CHOTHOIIICHUETO I0JI3a/PHUCK, WK CIIe] JOCTUTaHe Ha BaKEH eTal (BbB BPb3Ka C MPOCIIE/IIBaHE Ha
JieKapcTBeHaTa 0€30IacHOCT WM CBEXaHE Ha PHCKA 10 MUHUMYM).
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MNPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA

17



A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BbHIIHA KAapTOHEHA Ky THA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Tepumaparua SUN 20 mukporpama/80 MUKpOIUTpa, MHKEKIUOHEH Pa3TBOP B MPEIBAPUTEITHO
HaITbJIHEHA [TUCAJIKa
TepuInapaTu

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika npeBapuTeNiHO HabJIHEHA mucanka oT 2,4 ml chabspka 600 MukporpaMa TepunapaTH.
(cvotBeTcTBamyM Ha 250 Mukporpama Ha ml).

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

ITomomrnu BemecTsa: jeaenHa onerHa kucenuaa (E260), 6e3Boaen Hatpues anerat (E262), maauTon
(E421), meTakpe3od, XJIopoBoopoIHa KucennHa (3a kopekuus Ha pH) (E507), narpueB xuapokeuns (3a
kopeknus Ha pH)(ES524) u Bona 3a HHXKEKIIUH.

3a moBeue MHGOPMAIHS BIKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHxekiroHeH pa3TBop .
1 mpenBapuTEIHO HAITbIHEHA IHCcaKa (28 1031)
3 mpenBapUTETHO HATBIHEHH mucaiku (3 X 28 no3m).

Beska nmucanka cpabpxa 28 mo3u oT 20 mukporpama (3a 80 MEUKpOIUTPA).

5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXKXJIAHE

IIpenu ynorpeda npodereTe IUCTOBKATA.
[TonxoxHO npuIOKEHNE

6. CIEIWAJHO OPEIYIPEXKJIEHUE, UE JEKAPCTBEHUSIT NPOIYKT TPSIBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTIJIEJIA U JOCET' A HA JIELA

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO
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8. JATA HA N3TUYAHE CPOKA HA I'OJHOCT

T'onen no:
IIucanmkara TpsOBa 1a ce M3XBLPIIN 28 JHU CIIe]] ITbpBaTa yroTpeoa.
ata Ha mepBa ynorpeoba:

9. CIIEHMAJIHH YCJIOBUSA HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIUITHUK.
[a He ce 3ampasssa.

10. CHELMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NI OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Sun Pharmaceutical Industries Europe BV
Polarisavenue 87

2132 JH Hoofddorp

Hunepnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1697/001
EU/1/22/1697/002

13. IHHAPTUJAEH HOMEP

ITaptugen Ne

14. HAYUH HA OTITYCKAHE

15. YKA3AHMUA 3A YIIOTPEBA

16. HWH®OPMAILIUSA HA BPAIJIOBA A3BBYKA

Tepumapatug SUN

20




‘ 17. YHUKAJIEH UIEHTU®UKATOP — IBYU3MEPEH BAPKO/

JIByn3mepeH 0apko ¢ BKIIOUYEH YHUKAJICH UACHTH(PUKATOP.

‘ 18. YHUKAJIEH U IEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUWUHUMYM JAHHHU, KOUTO TPABBA 1A CbABPXKXAT MAJIKUTE EJUHUYHHN
II'bPBUYHU OITAKOBKH

ETuker

1. UME HA JEKAPCTBEHMUSI IPOJIYVK U I'bT(UIIA) HA BLBEKJIAHE

Tepumapatug SUN 20 mukporpama/80 MUKpOJIHTPa, HHXKSKITHOHEH Pa3TBOP
TepUIIapaTux

HOZ[KO)KHO IIPUIIOKCHUC

‘ 2. HAYUH HA ITPUJIOKEHUE
‘ 3. JATA HA U3STHNYAHE CPOKA HA TOJHOCT
T'ogen no:
4. IHAPTUIEH HOMEP
ITaptugen Ne
5. CbABPKAHUE KATO MACA, OBGEM WJIN EJVUHUIIN
2.4 ml
6. JIPYTO

JIoro sa SUN Pharma

22



B. IUCTOBKA
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JIncroBka: nHGopManus 3a NOTpedNTEIA

Tepunaparux SUN 20 mukporpama/80 MUKpPOIUTPa HHKEKIMOHEH Pa3TBOP B NpeABAPUTETHO
HAN'BJHEHA MUCAJIKA
Tepurnaparu/ (teriparatide)

IIpoyereTe BHMMATEIHO USJIATA JUCTOBKA, IIPEAU 1A 3all0YHeTe 1A U3I0J13BaTe TOBA JIEKAPCTBO,

Thil KaTO T CbAbP:Ka BaskHa 3a Bac undopmanus.

- 3anasere Ta3u JIMCTOBKA. MOJe [1a ce HAJIOXHU Aa 5 IPOYeTeTe OTHOBO.

- Ako uMare HSKaKBH JOIIBJIHUTEIIHN BBIIPOCH, TIoNUTakTe Bamus nexap nin Gapmarienr.

- Tosa nexapctBo e nmpeanucano JuuHO Ha Bac. He ro nmpeorcrenBaiite Ha Apyru xopa. To moxe na um
HaBpear, HE3aBUCHMO Ye MIPU3HALUTE Ha TIXHOTO 3a00IsABaHe ca ChIIKTe KaTto Bammre.

- AKo nomyduTe HIKaKBU HEXeJaHU JIEKAPCTBEHH pPeakLuy, yBegoMeTe Bamus exkap win gpapmanesT.
ToBa BKIIIOUBA U BCUYKU Bb3MOXKHU HEXKEIIAHU PEAKLUU, HEOIIUCAHU B Ta3U JIUCTOBKA. Buxre
TOuKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA:

Kaxso mpencrasnssa Tepunaparug SUN 1 3a KakBO ce H3IM0NI3Ba
Kakgo Tps0Ba na 3Haere, npeau Aa usnon3sare Tepunaparug SUN
Kaxk na usnonssate Tepunaparun SUN

BB3MOXXHM HEXENaHU peakluu

Kaxk na cexpanssate Tepunapatug SUN

ChapprkaHre Ha OMAKOBKAaTa U JOIBIIHUTEITHA HH()OpMAIUs

AR

1 Kaxkgo npeacraBasasa Tepunapatua SUN u 3a KakBo ce H3110J13Ba

Tepumapatung SUN cbabpika akTHBHOTO BEIIECTBO TEPUIIAPATHI, KOETO C€ M3I0JI3BA 32 3a3/paBsIBaHe Ha
KOCTHTE YU HaMaJIsIBaHE HA PUCKa OT (JPAKTypH MOCPEACTBOM CTUMYJIUPAHE HA KOCTOOOpa3yBaHETO.

Tepumaparun SUN ce u3mon3Ba 3a JiedeHHe Ha 0CTEONnopo3a npu Bb3pacTHU. OcTeonopo3ara e
3a00JsBaHe, KOETO MOKE J1a HallpaBy Bammre KOCTH THHKH U 9yIUivBH. ToBa 3a00JsIBaHE ce cpela
MPEeIUMHO TIPU KEHUTE CIIe] MEHOIIay3a, HO MOXKE ChIIO J1a ce Ha0oqaBa npu Mexke. OcTeonopo3ara
CBIIO € YecTa MPH MAIlMEeHTH, TPUEMAIIIN TITFOKOKOPTUKOH/TH.

2. Kakso Tpsi0Ba na 3Haere npeau Aa usnonassare Tepumapatug SUN

He u3nonzsaiite Tepunapatux SUN:

. aKo CTe alepruueH KbM TepPHIIapaTH]l WU KbM HSKOSl OT OCTaHAINTE ChCTAaBKU Ha TOBA JIEKAPCTBO
(m30poeHu B TOUKa 6)

o aKo CTpajaTe OT BHCOKH HMBA Ha KU (Tpe/ecTBama XunepKaaueMus )

o aKo CcTpaziaTe OT CEpUO3HH MPOoOIIeMu ¢ ObOpennTe

o aKko Hikora Bu e mocraBsiHa AuarHo3a pak Ha KOCTUTE HJIM IPYTH BUIOBE PaK, KOUTO ca ce
pasmpoCTpaHuiIN (METacTa3upajan) B KocTuTe Bu

o aKo MMaTe M3BECTHHU 3a00JIIBaHMS Ha KOCTHTE. AKO MMaTe KOCTHO 3a00JsBaHe, KakeTe Ha Bamms
nexkap

o aKo MMarte HeoOsSICHIMO BHCOKH HUBA Ha ajKaiiHata ¢ocdaTaza B KpbBTa , KOSTO O3HAYABa, Ue

Moke a umate Oonectra Ha [lelimker Ha kocTuTe (3a001sIBaHEe ¢ HCOOMYAHHHU MPOMEHHU B
KOCTUTE). AKO HE CTe CUTYPHH, ITonuTaiiTe Bamms mekap
o aKo CTe MPOBEXKIANHN JTbUelledeHne, BKIYBamo BammTe kocTi
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o aKo cTe OpeMeHHa WM KbPMHUTE.

IpenynpexaeHus U NpeANa3Hu MEPKH
Tepumaparun SUN Moke 1a MPUYMHYN MTOBUILIABAaHE HA KOJIMYECTBOTO HA KAJIIMH B KPHBTA WM ypUHATA
Bu.
Kaxere na Bammus nekap win gpapmaneBT npenu u gokato usnosnssare Tepunapatug SUN:
®  aKo MMaTe MPOBIDKUTETHO TaJieHe, TOBPBINaHe, 3arekK, Oe3cHIre Ui MycKyinHa ciadoct. Toa
MOJKe J1a ca OeJie3n Ha IIPEeKaJIeHO MHOTO KaJIuii B KphBTa Bu.
®  aKo CTpajare OT KaMbHH B OBOpENHNTE WIN CTE NMaTi KaMbHU B ObOpeIuTe.
e aKo cTpamare oT OBOpedHH mpodiIeMu (yMepeHo OBOpEUHO YBpEKIaHe).

Hsxoun nanueHTH momy4aBart 3aMaiiBaHe HITM UMAaT YCKOPEHO ChPIIEOUEeHE Ciie]l MbPBUTE HAKOJIKO JO3H. 3a
mepBUTE 103U nHXekTupaiTe Tepunaparun SUN Ha MACTO, KBIETO BEeAHATa MOXKETE J1a CETHETE WITH J1a
JIETHETe, aKo TOTy4YHUTe 3aMaiiBaHe.

[IpenopbuBaHOTO Bpeme 3a jiedeHue oT 24 Mecena He TpsiOBa J1a ce IpeBHUILaBa.
Tepumaparua SUN He TpsiOBa 1a ce mpuiiara npu xopa Haj 18 roquHu ¢ He3aBBPIIEH PacTex.

Jlena v rOHOILIH
Tepumaparun SUN He TpsiOBa J1a ce mpuiiara npH Jiela U FHOIH (1o 18-roauiHa Be3pacr).

Jpyru nexapcrBa u Tepunapatuag SUN

TpsbBa na kaxkete Ha Bamms nekap win (papMaiesBT, ako MprueMaTe, HACKOPO CTE MPUEMaIH WU €
BB3MOXKHO JIa TIpUeMare APYyTHU JICKapCTBa, 3al[0TO MOHIKOra T€ MOTAT J1a CH B3aUMOJICHCTBAT (HAIIp.
JIUTOKCHUH/UTHTAINC — JIEKAPCTBO, M3MOJI3BAHO 32 JICUSHUE Ha ChPJICUHO 3a00IBaHe).

BbpeMeHHOCT U KbPMeHe

He u3nonzpaiite Tepunaparun SUN, ako cTe OpeMeHHa cMsATaTe, 4e MOKe J1a cTe OpeMeHHa HITH
KbpMHUTE. AKO CT€ )K€Ha C A€TepOJeH NOTECHIUA, TPsIOBa 1a M3II0JI3BATE HAZEKAECH METO] 3a KOHTPOJ Ha
paxmaemoctra pu yrnorpeda Ha Tepunapatun SUN. Ako 3abpemeneere, ynorpedbara Ha Tepumapatua
SUN Tpsi6Ba 1a ce npeycraHoBu. CbBeTBaiiTe ce ¢ Bammws nekap win ¢papMareBT npean npueMa Ha KOeTo
U J1a € JIEKapCTBO.

lodupane u padoTa ¢ MAIIUHU

Hsxoun nanueHTH MOXe Jja MOIyBCTBAT 3aMastHOCT cliell nHkekTupaneto Ha Tepunaparuag SUN. B
CITyJaii, 9e ce MovyBCTBaTe 3aMasiH, Bue He TpsOBa aa modupare win Aa U3Moi3BaTe MallllnHA, TOKAaTO HE
ce TIoYyBCTBaTe Mo-100pe.

Tepunapatug SUN cbabprka HATpHUid

ToBa nexkapcTBO ChBPKa MO-MaNko oT 1 mmol HaTpuit (23 mg) Ha 1034, T.e. MPAKTHYECKU HE ChIIbpKa
HaTPUl.

3. Kak na npuaarare Tepunapatug SUN

Bunaru npusaraiite ToBa JIekapcTBO TOYHO KakTo Bu e xazan Bamudar nekap. AKo HE CT€ CUTYPHHU B
Hello, nonurtaite Bamus nekap wiu GpapMarieBT.

[Ipenoprunrennara go3a e 20 MUKporpama, IpUIOKeHa BETHBK JHEBHO Upe3 HHKEKTUPaHe TI0J] KoyKaTa

(TI0IKOKHO MHXEKTHpaHe) B 001acTTa Ha OSAPOTO MK Kopema. 3a Ja He 3a0paBsTe J1a MHKEKTUPATE
BameTo nekapcTBO, MOCTAaBANTE HHKEKIUATA 110 €THO U CHIIO BPEME BCEKH JICH.
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Wmxexrupaiite Tepunapatun SUN Bceku JieH 3a Iepro, KOUTO € onpeaeni Bammst nekap. Obmara
HPOIBIDKUTEHOCT Ha JieueHuero ¢ Tepunapatun SUN He TpsaOBa na nmpesuinasa 24 meceua. He Tpsosa
Jla [oJIy4aBare IoBeue OT €AMH KypC Ha JieueHue oT 24 Mecela [1pe3 KUBOTa CU.

Tepumapatun SUN Moxe na ObJie HHXXEKTUPAH OKOJIO BPEMETO Ha XpaHEHe.

HpoqueTe BHHUMATECIIHO KaK Jia U3I10JI3BATE NMPEABAPUTCIIHO HAITbJIHCHATA ITHCAJIKa, KaKTO € ITOCOYCHO B
Kpas Ha Ta3u JIMCTOBKA.

WrinTe 3a MHXKEKTUPaHE HE Ca BKIIOYCHU B OMMAKOBKATa Ha Mucaikara. Morar fa ce M3I0JI3BaT UIJIH 3a
nucanka ¢ 31G, 5 mm IbmKUHA.

Bue tpsi6Ba na nznomsBare Tepunaparug SUN oM u3BaguTe micankara OT XJIaJUTHAKA, KaKTO €
OTMCaHO B PHKOBOJICTBOTO 3a yIOTpeda Ha MHcaIKaTa B Kpas Ha Ta3W JIMCTOBKA. 3a BUIEO0 HHCTPYKIIUH 32
U3M0J3BaHe, MO, ckanupaiite QR xona, BKIIIOUYEH B PHKOBOJCTBOTO 32 YIOTpoOa Ha MHcaNKaTa, Wil
W3IIONI3BaTe Bpb3KaTa: https://www.pharmaqr.info/tpten. BepHeTe nucankara B XJIaAWITHIKA BeTHATA
CJIeJ] KaTo MPUKIIIOUKUTE C HEHHOTO u3Moi3BaHe. [Ipu BCAKo MHKEKTHpaHe U3I0I3BaiiTe HOBa
UHXeKInoHHa uria ¢ 31G, 5 mm abbKrUHA, KOSATO J1a M3XBHPIUTE ciien ynorpeba. Hukora He
ChXpaHs;BalTe MucankaTa ¢ IpUKpeneHa Ha Hes uria. Hukora He npeoTcThnBaiiTe Bammara nucanka
Tepumapatung SUN Ha npyru xopa.

BamusT nexap Moxxe 1a Bu noceeerBa na npunarare Tepunapatun SUN c kanuit u Butamus D. Bamusar
JIeKap Ie ONpeNeNy 103aTa, KOATO TpsOBa a mpujarate BCEKH ACH.

Tepunaparun SUN Moke J1a ce Ipuiiara cbC Win 0e3 XpaHa.

AKO cTe U3M0JI3BaJIN ToBeYe 0T HeoOxoauMmarTa a03a Tepunapatug SUN
Axo o morpemika u3noisBate nmoseue Tepumapatua SUN oT He06X0AUMOTO, CBEpIKETE ce ¢ Bamus
nekap win (hapMareBT.

Edextute, KOUTO MOXKE J1a CE OYaKBaT B CIIy4ail Ha MPeI03UpaHe, BKIOYBAT raJicHe, MOBPBIIIAHE,
3aMasiHOCT U I'J1aBOOOJIHE.

Axko 3a0paBute uin He nocraButTe Tepunmapatua SUN B 00U4aiiHOTO BpeMe, ITOCTABETE TO BE3MOKHO
Hal-CKOPO B paMKuUTE Ha cblnus AeH. He mocTassiiTe ABOMHA 1034, 3a 1a KOMIIEHCHpATE NPOIyCHATATa
no3a. He nmocraBsiiTe moBeue oT e1Ha HHXKEKLKA B €IMH U cblIM JeH. He ce onuTBaiiTe 1a KoMIeHcHupare
MpoIlycHaTaTa J103a.

AKo cTe ciipesu ynorpedéara Ha Tepunapatua SUN
Axko obMucisaTe cnupase Ha jgedenueTo ¢ Tepunaparun SUN, mosst obcbaete ToBa ¢ Bamms nekap.
Bammsr nexap e Bu mochsBeTBa 1 111 periy KOJIKO ABITO TPsAOBa na ce ekyBate ¢ Tepumnaparun SUN.

AKO UMaTe HIKaKBU JIOMBJIHUTEIHN BBIIPOCH, CBBP3aHH € yIOTpedaTa Ha TOBa JICKApCTBO, MOMUTANTE
Bammst nexap wnm papmareBT.

4. Bb3MoxkHHN HelkeaHU peaKkl U

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPCAU3BHUKA HEKCIaHU pCaKIIMN, BBIIPEKU Y€ HC
BCCKMU I'M I1IOJTy4aBa.

Haii-uecTute HeXenaHu peakiuu ca O0JIKH B KpaliHUIMTE (YecToTaTa € ,,MHOI'0 YeCTH, MOXKE Jla 3acerHar
noeue oT 1 Ha 10 manuedTH) u rajieHe, r1aBo0oJIre U 3aMasHOCT (Y4ecToTara € ,,9eCTH’’, MOXKe J1a
3acerHar 70 1 Ha 10 goBeka). Ako ciieql ME)KEKTUPAHETO Ce TIOUYBCTBATe 3aMasiHu (yceture, 4e Bu
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npuMaisiBa), TpsaOBa J1a CEIHETE WITH JIa JICTHETE, IOKATO Ce MOYyBCTBAaTe MO-100pe. AKO He ce
MOYyBCTBaTe MO-A00pe, TpsiOBa fa ce obaauTe Ha Bamms nekap npean na mpobIDKUTE IeueHHeTo. BeB
BpB3Ka ¢ ynorpedaTa Ha TepUIapaTh] IMa ChbOOIICHUS 3a CIIy9Yan Ha MPUIAIbIIH.

AKO 1ouyBcTBaTe AUCKOM(OPT KaTo 3a4uepBsABaHE HA KOXaTa, 00JIKa, OTOK, ChbpOEXK, [104Ba HA CHHUHU U
JIEKO KbpPBEHE OKOJIO MSICTOTO Ha MHXKEKTHpaHe (decToTara € ,,4eCTH’), TOBa TpsOBa J1a IpEeMIHE B
paMKHTE Ha HAKOJIKO JHM WM ceAMULIU. B mpoTuBeH ciydaii yBenomere Bamms gexap Bb3MOKHO Hail-
0Bp30.

Hsixon manueHTn Moke J1a UMaT aJIEprUUHU PEAKIIUU CKOPO CJIeNl MHKEKTUPAHETO, U3pa3SaBallll Ce B
3allyX, OTOK B 00JIaCTTa Ha JIMIETO, OOpUB U OO0JIKA B TBPAUTE (YECTOTATA € ,,peAKH’’, MOKE JIa 3aCErHaT JI0
1 ma 1 000 goBeka). B penku ciryqanm MoKe J1a HACTBIIAT CEpUO3HU U TTOTCHIIHATHO KUBOTO3aCTpAaITaBaITi
aJepTUYHH PEAKIINU, BKIIOUUTEITHO aHa(IIaKCHsI.

Jpyru HexxellaHu peakiuu ca:
Yectu (Moxe na 3acerHat 1o 1 Ha 10 4oBeka)
e [IOBHIIABaHE HUBATa Ha XOJECTEpoJia B KPHBTA
Jerpecust
HEeBpaJrnyHa 0oJIKa B Kpaka
IIpUMajsiBaHe
HapylIeH CbPACYEH PUTHM
3aIyX
IIOBHUIIICHO IIOTCHE
MYCKYJIHU CIIa3MU
3ary0a Ha eHeprus
yMopa
00JKa B Ir'bpauTe
HHUCKO KPBbBHO HaJIATaHE
KHCEITMHU B cToMaxa (0601e3HeH0 WK Tapero ycelane TOYHO MO TPhIHATa KOCT)
IOBPBIIAHE
XEepHHS Ha XPaHOIIPOBOA
HHUCBHK XEMOTTIOOWH WM OOl Ha YepBEHUTE KPHBHU KIICTKH (AaHEMUS).

Heuectn (Moxe ma 3acernar g0 1 ma 100 qoBeka)
e [IOBHIICHA CHPJICYHA YECTOTA
HeoOWJaeH ChPJCUCH IITyM
3ayX
XEMOPOUAH (MasIChI)
HEBOJIHO M3ITyCKaHEe Ha YPHUHA
YEeCTH MO3UBH 32 YPUHHUPAHE
MOBHUIIIaBaHE HA TETJIOTO
KaMbBbHH B OBOpennTe
MYCKYJIHU U CTaBHU OOJIKHU. HAKOW NalnyeHTH MoTydaBaT TeXKH CXBAIIAHM WK CHIIHA 0OJIKa B
FBD6a, KOHUTO Ca MpHUYMHA 34 IIOCTHIIBAHC B 60JIHI/HIa.
IMOBHUIIABAHC HUBOTO Ha KaJIIUA B KPHBTA
o IMMOBUIIABAHC HAa HUBOTO HAa MMKOYHA KUCCJIMHA B KPBBTA.
e TIOBUIICHME Ha €IUH CH3MM, HapeUeH ajkaiHa ¢ocdarasa.

Penxu (Moxe nma 3acernat g0 1 Ha 1 000 goBeka)
e HamaneHa ObOpedHa PYHKIHA, BKIIOYHTEIHO ObOpEeYHa HEAOCTATHYHOCT
® [IOXyBaHE, [NIABHO Ha KUTKUTE Ha PbLETE, XOAWIaTa U KpakaTa
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Cpo01iaBaHe HA HeKeJIAHU PpeaKIuu

AKO MonyunTe HIKaKBH HEXXEaHU JICKAPCTBEHU pEakIiuy, yBeJoMeTe Bamst nekap win hapMareBr.
ToBa BKIIIOYBa BCUYKH Bb3MOKHU, HEOTIMCAHU B Ta3H JIMCTOBKA HEXEJIaHU peakuuu. MoskeTre ChIlo aa
CHOOIINTE HEeXKEIIAaHU PeaKliu IUPEKTHO Ype3 HAllMOHATHATA CHCTEMa 3a ChOOIIaBaHe, IIOCOYSHA B
IIpunoxenune V. Kato crobimaBare HeXeIIaHT Peakiliy, MOKETE Ja AJeTe CBOS MMPUHOC 3a MOTydaBaHe
Ha 1oBede nH(pOopMaIs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApPCTBO.

5. Kak na coxpansiBate Tepunapatux SUN
Jla ce cpxpaHsBa Ha MSICTO, HEJIOCTBITHO 32 JIela.

He u3non3Baiite TOBa JICKApCTBO CJIEa CpOKa HAa TOAHOCT, oTOeNnsI3aH BBPXY KapTOHCHATAa OIIaKOBKa U
nucajakKara CJICH ,,FO,[[GH ,Z[OZ”. CpOK’bT Ha TOAHOCT OTroBaps Ha MOCJICAHUA JCH OT IIOCOYCHUA MCCCII.

Tepunaparun SUN Tps6Ba na ce chxpansaBa B xianwiauk (2°C go 8°C) mpes 1su10To Bpeme. Bue Mmoxe na
usnon3Bare Tepumapatug SUN g0 28 qHu ciieqy MbpBOTO MHXKEKTHPAHE B CIIydall, ue MUCcaIKaTa €
chXxpaHsBana B xiaauiHUK (2°C mo 8°C).

He 3ampassBaiite Tepunapatun SUN. M30srBaiiTe MocTaBSIHETO HA MUCATKUTE B OJIM30CT 0 KamepaTa Ha
XJIAAWTHUKA, 3a Ja n30erHere 3ampassBade. He uznonssaiire Tepunapatun SUN B ciyyait, ue e wiu e
Om1 3aMpaseH.

Bcesika nucanka TpsioBa 1a Obe U3XBBPIICHA O MTOIXO IS HAYHH Clie]] 28 THH, He3aBUCUMO 4e He €
HaITBJIHO TIpa3Ha.

Tepunaparun SUN cbabpixa 6uctsp u 6e3uBeteH pa3rBop. He m3nomssaiite Tepunaparun SUN, ako ce
BIDKJAT HEPA3TBOPEHU YaCTULU UM PA3TBOPHT € MBTEH MIIU OL[BETEH.

He I/ISXB’BpJ'IHI\/’ITG JICKapCTBAaTa B KaHAJIM3aluATa WU B KOHTeﬁHepa 3a JOMAalllHHU OTIIaabIn. Ilonuraiite
Bamms (bapMaueBT KakK [1a U3XBBPJIATC JICKAPCTBATA, KOUTO BEYC HC U3IIOJI3BATC. Te3n MCPKH 1IC
CIIOMOIr'HAT 3a OIla3BaHC Ha OKOJIHATa Cpca.

6 Chbabp:kaHue HA OMAKOBKATA M TOMbJIHUTETHA HH(pOpMALHA

Kakso cbabp:xa Tepunapatua SUN

- AKTHBHOTO BEIlIECTBO € Tepumnapatui. Beska nosza ot 80 mukpoautpa cbabpxka 20 MUKporpama
TepuIapaTu.
Bcesika mpenBapuTenHO HambJIHEHA nucaika ¢ 2,4 ml ceabpika 600 MUKporpama TepunapaTu
(cvotBercTBammum Ha 250 MuKporpama Ha ml).

- Jlpyrute cbcTaBKH ca JiefeHa onerHa kucenuHa (E260), 6e3Bonen Hatpues arerar (E262), maHuTON
(E421), meTakpe3on 1 Bozia 3a HHXXeKUWHU. B nonbiaHenue, xjaopoBogopoana kucenuna (ES07) n/unn
HaTpueB xuapokcun (E524) morar ga 6pnat nodaBenu 3a kopekuus Ha pH. (BmwxTe Touka 2
Tepumapatug SUN cbabpika HATPHH)

Kak nm3rnexna Tepunapatug SUN M KakBO ChABPKAa 0MAKOBKATA

Tepunaparun SUN e Ouctbp u Oe3useren pa3tBop. Toil ce npeanara B aTpoOHH, IOCTABEHU B
NpeABAPUTEITHO HAITBTHEHA ITUCaJKa 3a eHOKpaTHa yrnoTrpeba. Besika nucanka cpabpka 2,4 ml pa3TBop,
JocraTbueH 3a 28 no3u. Ilpennara ce B 0makoBKH, ChABPKAIIK | MpeIBapUTEIHO HAbIHEHA MUCAKa
WK 3 TIpeiBapUTEIIHO HAITBJIHEHH NHcaiki. He BCHUKM BUIOBE OMMAKOBKU MOXKE 1a ObAAT MMyCHATH B
mpoaxoa.
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IIputexaTes Ha pa3pelIeHHETO 32 yHoTpeda
Sun Pharmaceutical Industries Europe B.V.
Polarisavenue 87

2132 JH Hoofddorp,

Hunepnannus

ITpounsBoauTenu

Sun Pharmaceutical Industries Europe B.V.
Polarisavenue 87

2132 JH Hoofddorp

Hunepnanous

Terapia S.A.
Str. Fabricii nr 124
Cluj-Napoca, 400632

PymbHUA

3a nOorBIHMTENHA MHPOPMAIHSI OTHOCHO TOBA JIEKApCTBO, MOJIS, CBBPYKETE CE C JIOKATHUS TIPEICTABUTEN
Ha MpUTEKaTells Ha pa3pelieHneTo 3a yrnorpeoa.

Belgié/Belgique/Belgien/Bnarapusi/Ceska republika/
Danmark/Eesti/EALado/Hrvatska/United Kingdom (Northern Ireland)/island/Kbmpoc/
Latvija/Lietuva/Luxembourg/Luxemburg/Magyarorszag/
Malta/Nederland/Norge/Osterreich/Portugal/Slovenija/
Slovenska republika/Suomi/Finland/Sverige

Sun Pharmaceutical Industries Europe B.V.

Polarisavenue 87

2132 JH Hoofddorp
Nederland/Pays-Bas/Niederlande/Hunepnanaus/Nizozemsko/
Nederlandene/OAlavdio/Nizozemska/The Netherlands/Holland/
OA\avoio/Niderlande/Nyderlandai/Pays-Bas/Niederlande/
Hollandia/L-Olanda/Nederland/Niederlande/Paises Baixos/
Nizozemska/Holandsko/Alankomaat/Nederldnderna
Tel./ren./tlf./tnA./Simi/tnA./T1f./Puh./

+31 (0)23 568 5501

Deutschland

Sun Pharmaceuticals Germany GmbH
Hemmelrather Weg 201

51377 Leverkusen

Deutschland

tel. +49 214 403 990

Espaia
Sun Pharma Laboratorios, S.L.
Rambla de Catalunya 53-55
08007 Barcelona
Espafia
tel. +34 93 342 78 90
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France

Sun Pharma France

31 Rue des Poissonniers
92200 Neuilly-Sur-Seine
France

tel. +33 1 41 44 44 50

Italia

Sun Pharma Italia Srl
Viale Giulio Richard,3
20143 Milano

Italia

tel. +39 02 33 49 07 93

Polska

Ranbaxy (Poland) Sp. Z. o. o.
ul. Idzikowskiego 16

00-710 Warszawa

Polska

tel. +48 22 642 07 75

Romania

Terapia S.A.

Str. Fabricii nr 124
Cluj-Napoca, 400632
Romania

tel. +40 (264) 501 500

JaTa Ha mocjeAHO mpepasriexaaHe HA JUCTOBKATA:
JApyru u3roununu Ha uHpopmanus

[MonpoGHa nHDOpMaIUs 3a TOBa JIEKAPCTBO € NMpeoCTaBeHa Ha yeOcaiita Ha EBporetickaTa areHIus mo
JieKapcTBaTa: http:/www.ema.europa.cu
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PBKOBOJICTBO 3A YIIOTPEBA HA IIMCAJIKATA

Tepumaparua SUN 20 mukporpama (pg)/ 80 MUKpOIUTpa HHKEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO
HaIbJIHEHA MUCAJIKA

Yka3zanus 3a ynorpebda

Hpe,un nIa u3noisBaTe Bamara HoBa nurcajika, MOJIA MMPOYCTCTE LA pa3act Vkazanus 3a ynompe6a.
Koraro nznomnsBare nucajkara, clieiBaiTe HHCTPYKIOHUUTE BHUMATECIIHO.

[Ipouerere chIIO Taka OCUTYpEHATA JIMCTOBKA 32 MAI[UCHTA.
3a BU/ICO MHCTPYKIIUH 32 U3MOI3BaHe, MOJIS, ckaHupaiTe QR koja uiu U3nomi3Baite Bpbh3KaTa:
https://www.pharmagqr.info/tptbg.

.

He mpeotcThiBaiiTe CBOSITA MICANIKA WIIH UTIIUTE CH, Thid KATO TOBA MOXKE JIa € PUCKOBO 3a MpeaBaHe Ha
WHQPEKIINO3HU areHTH.

Bamara nucanka cbabpa JeKapcTBO 3a 28 JHH.

Yactu Ha TepunapaTug SUN *

JKwito cTh0i10 HA OyTanoTO

Yepuaus —,
WHXXEKIMOHE w _/’
OyTOH —*‘*‘t
YepBena 3eseHo [TaTpoH ¢ bsna
pe3ka TSIIO JIEKapCTBO Kamauka
XaprueH Mabk I'onsma kamauka
npeAna3uTes Nrna OpeanasuTesa Ha Urjara
Ha WUrjaTta

L & L @

*Wrnure He ca BKIOYeHd. Morat na ce uznonssat urid 31 G, 5 mm aeiKuHa.
[NonuTaiiTe Bamms nekap nin ¢papMaieBT Ko pa3Mep U IbJDKMHA Ha HIVIMTE ca Hal-moaxoasaum 3a Bac.

BuHaru cu MuiiTe pblieTe npeind BCSKO HHXKeKTUpaHe. [loAroTseTe MsCTOTO 3a MHXKEKTUpaHe, KakTo Bu e
UHCTPYKTHpaI BamusT nekap uin papMareBr.

| Crbnka 1 MaxHere 0s1aTa Kana4yka
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MaxHere 0s1aTa Kanauka, KaTto s U3bpraTe HarpaBo OT

MMcaJKaTa
Crpnka2 a B
IIpukpe
nere HOBa
urja
Maxuete ITocraBere urnara 3aBBpTETE UrjIaTa MaxHere ronsimara
XapTHEHUS AHPEKTHO 10 TIOCOKa Ha Karnaydka Ha uriaTa
npeanasuTes. BBpXY MMaTpPOHA C YaCOBHUKOBATA U A 3aIa3ere.
JIEKapCTBOTO. CTpeJIKa,
JIOKATO 3PaBO CE
3aKpeny.
Crpnka 3 ) UYepsena
Harna pe3ka Mansk
csiBaHe npeana N SN
Ha J03aTa 3UTEN
‘ Ha uriara
H3reraere yepnuss Ilposepere, MaxHeTre Mankus
WHXEKIIMOHEH 3a J1a ce MpeAna3uTes Ha Uriata u
OyTOH TOKpaii. yBEpUTE, r'0 U3XBbBpPJIETE.
ye
AKO HEe MOXeTe Ja  YepBeHarTa 3ao0ene:xkka: Cuen
U3TETJIUTE YEPHUS  pe3Ka ce OTCTpaHsABaHE Ha
MHXEKIIMOHEH MOKa3Ba. BBTPEIIHUS IPEANa3uTel
OyTOH, BUXKTE Ha urjiata MoOe Ja
Heusnpasnocmu BHJIUTE Kamka(u) oT
npu JIEKapCTBOTO, U3JIMA3AII0
UHIHCEKMUPAHemo, ot urnara. Toa e
IIpobnem /]. HOPMAJIHO U HsIMA Ja

noBnusie Ha go3ata Bu
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Ctpnka 4

HNuxexkTupane

HAa J103aTa

BraumMmaTenHo 3axBaHeTe T'bHKA OT KOXKaTa
Ha 0ePOTO WJIK KOpeMa U BHBEJIETE UTJIaTa

JUPEKTHO B KOXAaTa.

HarucHere yepHUs HHKEKIIUOHEH
OyTOH, TOKpal. 3aIpHKTE o U

opoiite 10 S 0-a-B-H-0. Cien ToBa
U3IbPIANTE WIJIaTa OT KOXKAaTa.

BAKHO

Crbnka 5 Ciaen He TtpsiOBa na

ITo 3aBbpIIBaHE HA BIJKJIATE HUIIIO

TBBP JeTe HHKEKTHPaHe OT XBITOTO

ao3ara TO: cT070. AKO 0
Crnen xato uriara BIDKJIATE CIIE]
€ OTCTpaHEHa OT KaTo BeYe CTe
KOXarTa, HaIpaBUIn
nposepere, 3a J1a MHXEKIMATA HE
ce yBepHuTe, ue TpsiOBa 1a
YEPHUSAT MHXEKTHpaTe
WHXEKIIHOHEH BTOPH BT
OYTOH € MOTHHAI CBIIMS JICH.
JIoKpai. Ako Bwmecto ToBa,
KBJITOTO CTHOIIO TPSIBBA na
(mpbKKa) He ce HarJIacure
BIXKJa, TO Bue cre MOBTOPHO
U3I'BIHUIN Tepunaparua
MIPaBUIIHO SUN (BuxTe
MOCJIEA0BATEIHOCT HewusnpasHoctu
Ta Ha npu
WHXEKTUPAHE. WHXEKTUPAHETO,

[TpoGaem A).
Crbnka 6  omva > C:ﬁ i
Kamayka

OTCTpaHﬂ Ha urjiara (% //?D

BaHe Ha

UIJ1aTa

L 4

ITocTaBeTe
rojgsamarta Kariadka
Ha UTJIaTa BbPXY
uriara.

OtBBpTETE UTIIATA
HAI'BJIHO 0OPaTHO
Ha YaCOBHUKOBaTa
CTpeJiKa, KaTo

Maxuere urinata u = Ilocrasere Osuiata

S I/ISXB"prIeTe
KakTo Bu e
HHCTPYKTHpAI

Karmayka oOpaTHoO.
ITocTaBere
Tepunaparug SUN
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YkazaHusaTa 3a pa60Ta C UI'JIMTC HC Ca NPCAHA3HAYCHU Ja 3aMCCTAT MCCTHUTC yKa3daHHsA, KaKTO

A3OBIHATE 3 00 5 Bammusr nekap B XJIaAUJIHUKA

I'BJTHU 000pOTa Ha uiau GapmareBT. BeIHara cien
rojsiMaTa Kamadka ynotpeoa.
Ha UIJaTa.

TC3U HA MCAUIMWHCKUTC CIICHUAJIMCTU UJIM HA UHCTUTYIHUHUTC.

Hel/l3l'lpaBHOCTH NPpHU UHXKCKTUPAHETO

IIpo6aem

A. KBITOTO CTBHOJI0
BCe OlIlle ce MoKa3Ba
cJieq KaTto CbM
HATHCHAJI YePHUS
HHKEKIHOHEH OyTOH.
Kak 1a nariaacsa
NMOBTOPHO MOSITA
Tepunapatug SUN?

Pemenue

3a na Harnacute noBTopHO Tepunaparua SUN,

ClIeIBaliTe CTHIIKUTE MO-J0ITY.

1) [IpenopbuBanata no3a e 20 Mukporpama
BEJIHBK JHEBHO. AKO BeUe CTE HANpaBUIH
uxekuusTa, HE naxkektupante BTOpu 6T
CHILUSA JCH.

2) OtctpaHere uriara.

3) Ilpuxpenere HOBa UIJIa, MaXHETE TOISIMATa
Kalayka Ha MIJiaTa U s 3amasere.

4) Usternere 4yepHUsi MHKEKIIUOHEH OYTOH
nokpaii. Ilposepere, 3a 1a ce yBepure, 4e
yepBeHaTa pe3ka ce nokasna. (Bukre cTbnka
3)

5) MaxHeTe mMaJikusl IpeANa3suTesl Ha Urjiara u ro
U3XBBpIIETE.

6) Hacouere urnara Hafomay B IIpa3eH ChI.
HatucHeTe yepHUs MHKEKIMOHEH OYTOH,
JOKpaii. 3agpwxTe ro u Opoiite n0 5 6-a-B-H-
0. Moxe n1a BuaMTE ThHKA CTPYS WM KalKa
teqHocT. Koraro cBbpmnTe, 4epHUSAT
HHKEKIMOHEeH OYyTOH TPsi0dBa 1a e MOThHAJI
JOKpai.

7) Axo Bce olIe BIKIATE XBITOTO CTHOJIO 1a ce
II0Ka3Ba, MOJIsl CBBpIKETE ce ¢ Bamms nekap
ui GapmareBT.

8) IlocraBere ronsiMara Karayka Ha urjiaTa
BBbpXY Uriara. OTBbpPTETE UIJIATa HAITBIHO
KaTo M3MBIHUTE 3 10 5 BJIHU 000pOTa HA
Kalaykara Ha uriaata. MaxHeTe KarmaykaTa Ha
UrjaTa " g U3XBbpJIeTe KakTo Bu e
UHCTPYKTHpal BamusaT nexap wiu
¢dapmanest. [locTaBere OsaTa Kamnauka
obpatHo u nocraBere Tepunapatug SUN B
xnaauiaHuKka. (Buwkre crbnka 6)

Moxe na n3beraere To3u npooIeM KaTo
usnoJsBare BuHaru HOBA wurua 3a Besiko
WHKEKTHPaHe H KaTO HATHCKATE YePHHS
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HHKeKIMOHEeH OyTOH JOoKpaii u Opoute 10 S 0-

a-B-H-0.
b. Kak mora na Tepunapatun SUN e KOHCTpyupaHa Taka, 4ye Ja
pa3bepa, ye MosiTa » WH)KEKTHpPA LsU1a 1032 BCEKU ITBT, aKO CE
Tepunaparug SUN WU3M0JI3BA CIIOPE] UHCTPYKLUUTE B pa3Aei
padotu? Huempyryuu 3a ynompeba. YepHust

WHXEKIIMOHEH OYTOH Iile TOThBa JAOKpaH, 3a J1a
MOKaXe, 4e € MHKEKTUPaHa 1s1aTa 103a Ha
Tepunapatun SUN.

[Tomuere, ye TpsOBa a U3MOI3BATE HOBA UIJa
BCEKH IbT, KOTaTO MHXEKTUPATE, 32 1A CTE
curypHu, ue Bamara Tepunapatug SUN mie
paboTH MpPaBUITHO.

B. He mora n1a cBaist MaJiko BB3IyIIHO MEXypUe HsIMa Jia OBJIUsE Ha

urjara. » Bainara o03a, nuro e Bu HaBpenu. Moxere na
NPOBIDKKTE Ja Tpuiiarate Bammara qo3a Kakto
BHUHAru.

I'. He mora na cBaJust 1) [TocraBere romsmara Kanmadyka Ha UrJjiata

urjara. » BBpXy Hriara. (See step 6)

2) Mznosn3BaiiTe rojsiMarTa Kamavka Ha uriara, 3a
Jla OTBBPTUTE UIJIATA.

3) OTBBpTETE UTJIaTa HAITBIHO KAaTO U3IIBJIHHUTE 3
70 5 mBIHU 000pOTa Ha rojiiMara Karnadyka Ha
uriara.

4) Axo Bce ollle HE MOXKETE J1a CBAJIUTE UTJIaTa,
oMoJieTe HIKOU 1a Bu momorse.

. Kakso TpsioBa 1a » Cwmenere Bamara Tepunapatua SUN ¢ HoBa,
HANpaBsi, AKO He MOra 3a 1a MPUJIOKETE 103aTa CH, KaKTo Bu e

[a M3TerJas YepHus HHCTPYKTHPaJ BamusaT jekap uian
HHKEKIIHOHEeH OyTOH? ¢papmauesT.

ToBa nokasBa, 4e CTe U3MOJI3BAIH LSJIOTO
JIEKapCTBO, KOETO MOJXKE JIa C€ HHKECKTHPA, JOPH
BCE OIIIC J1a BUXKJIATE MaJIKO JICKapCTBO,
OCTaHAJIO B MATPOHA.

IMouyucrBane u CpxpaneHue \

ITouncrBane Ha Bamara Tepunaparux SUN
e U30bpcBaiiTe BHHITHATA TOBBPXHOCT Ha Tepunaparun SUN ¢ BiakHa KbpIIa.
e He mocragsiite Tepumapatun SUN BBB Bosa, HE 1 MUHTE HIIH TTOYMCTBAUTE ¢ HUKAKBa
TEYHOCT.

CobxpansiBane Ha Bamara Tepunapatug SUN
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o [locrassiite Tepunaparun SUN B xJIaquiIHUKa BEAHAra el Beska ynorpeda. [Ipoderere u
clenBalTe yKkasaHusTa B Jlucmoskama ¢ ungopmayus 3a nayueHma Kak a CbXpaHsBaTe
Bamara nucanka.

e He cpxpanssaiite Tepunapatun SUN ¢ nmpukpeneHa uria, Thbil KaTo TOBa MOXKE J1a I0BEE 10
00pa3yBaHeTO Ha BB3AYIIHN MEXypUeTa B MaTpoHa.

e Coxpanssaiite Tepumapatun SUN ¢ mocraBeHa Osita Kamadvka.

e Huxora ne cexpanssaiite Tepumapatun SUN B kaMmepa 3a IbI00KO 3aMpa3siBaHe.

e AKo IeKapcTBOTO € 3aMpa3siBaHO, H3XBBPIIETE YCTPONCTBOTO M M3MOI3BAalTE HOBA
Tepunaparua SUN.

o Axo Tepumaparun SUN e Omiia ocTaBeHa U3BBH XJIQJAUITHUKA, HE U3XBBPIISIATE MUCATKATA.
[TocraBere nucankaTa 0OpaTHO B XJIaAWITHHKA U C€ CBBpKeTe ¢ Bamus nexap uinm gpapmarieBT.

M3xXBBpIIsIHE HA UTJIMTE HA MHCAJIKATA U YCTPOUCTBOTO \

M3xBBpIIsiHe HA UIJINTE HA MUcaakaTa u ycrpoiicteoro Tepunaparuay SUN

e [Ipenu na usxsspiute ycrpoiictBoro Tepunapartun SUN, yBepeTe ce, ue cTe OTCTPaHUIH
uriarta Ha Iycajikara.

e [locraBeTe U3MOI3BAHHUTE UIJIM B KOHTEHHED 32 OCTPH MPEAMETH WIH B TBHP/I IJIACTMACOB
KOHTEeHHep ¢ o0e3omaceH kanak. He n3XBbpIisiiiTe TIIMTE HAIIPAaBO B KOHTEHHEpa 3a JOMAIIHH
OTHAIbIIH.

e He penuxunpaiiTe HaTbIHEHUSI KOHTEHHED 32 OCTPH MPEAMETH.

e JlonuraiiTe Bamus MeAMIMHCKY CHELUAINCT 32 BB3MOKHOCTUTE 32 IPAaBUIIHO U3XBBPIISIHE HA
IHUcajKaTa ¥ KOHTeHHepa 3a OCTPU IPEAMETH.

e VYKa3aHHUSTAa OTHOCHO paboTaTa c UITIUTE HE ca IPEIHA3HAYEHH [1a 3aMEHSIT MECTHUTE
MOJIUTHUKH, MTOJUTHKUTE Ha 3APABHUTE CIICIHATHCTH WIA Ha WHCTUTYIIUHTE.

e l3xBBprere ycTpOHCTBOTO 28 MHH ciell TbpBaTa ynorpeoa.

Jpyru Basknm 3a0es1exKn \

Tepunaparung SUN chabpka IeKapcTBO 3a 28 qHH.

He npexBbpiistiiTe 1€KapCTBOTO B CIIPUHIOBKA.

Ot6enexere narata Ha Bamara mspBa HHKEKIHS BPXY KaJeHaap.

[Ipouetere u cneaBaiiTe UHCTPYKUUUTE B Jlucmogkama ¢ ungopmayus 3a nayuenma 3a

ynoTpeba Ha IPOIyKTa.

e [Iposepere eruxera Ha Tepunaparun SUN, 3a 1a ce yBepuTe, 4e MoJydaBaTe MPaBUIHOTO
JIEKapCTBO U, Y€ TO HE € C U3TEKBJI CPOK HA TOTHOCT.

e [Ipu nHXeKTHpaHEe MOXKeE Jja YyeTe €IAHO WX IIOBeYe I[PAKBAHUs — TOBA € IpaBHIHa paboTa Ha
YCTPOHCTBOTO.

e Tepunapatua SUN He ce mpenopbuBa 3a ynorpeda OT clenu Xopa Uil Xopa ¢ yBpeaeHO

3penure 0e3 oMol OT Juie, 00y4eHo B IpaBUIIHATA yIOTpeOa Ha YCTPOUCTBOTO.
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