HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

Movymia 20 mukporpama/80 MUKPOIUTPA HHKEKIIHOHEH Pa3TBOP

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Beska mo3a 80 Mukponutpa chabpika 20 MUKpoTrpaMa TepHIrapaTug ™.

Emun natpos ¢ 2,4 ml pa3rBop chaspxa 600 Mukporpama Tepunapartun (teriparatide)
(otroBapsiiu Ha 250 Mukporpama Ha ml).

*Tepunaparun thPTH(1-34), npoussenen B E. coli mo pexomOunanTaa JIHK Texnonorus, e
uaenTrueH ¢ 34 N-repMuHaTHaTa aMHUHOKHCEIMHHA TIOCIE0BATEITHOCT HA €HAOTEHHHS YOBEIIKU

HapaTupeonIeH XOPMOH.

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIECTBA BIDKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA
WmxexnoneH pa3TBop (MHKEKIINS)

besnpereH, ouctbp, MHKEKIMOHEH pa3tBop ¢ pH 3,8 — 4,5.

4. KJIMHUYHHU JAHHHU

4.1 TepaneBTHYHU MOKA3AHUS

Movymia e mokasaH rnpu Bb3pacTHH.

Jleuenne Ha ocTeONnOpoO3a NP MOCTMEHONAY3JIHH KEHU U IIPU MBXKE C TIOBUILIEH PUCK OT QPaKTypH
(Bx. Touka 5.1). Ilpu mocTMeHOMay3alHu )KeHN € Ha0Jl0/1aBaHO 3HAYUTEITHO peaylupaHe YecToTara

Ha BepTeOpaIHUTE U HEBepTeOpaiHu (HPaKkTypH, HO HE U Te3U Ha OeJpeHara KocT.

Jleuenne Ha OCTEONOPO3a, CBBP3aHa C MPOABIHKUTEIHO CUCTEMHO JICYEHHUE C TIIFOKOKOPTHKOWIN TIPH
JKEHU M MBXKE C TIOBHUIIICH PUCK OT (ppakTypu (BXK. Touka 5.1).

4.2 Jlo3upoBKa M HAYMH HAa MPUJIOKEHHE
Jo3upoBka
Ipenopbuntennara 1o03a Movymia e 20 Mukporpama, IpUI0KEHH BEAHBK JTHEBHO.

[NanuenTure TpsOBa Aa MOTyYaBaT JOIBIHUTENHO KWK U BUTaMUH D B ciydaid, 4e TEXHUAT IPHEM
C XpaHara € HeaJleKBaTeH (HeTOCTaTh4CH).

MaxkcumaiHata o011a IpoIb/DKUTETHOCT Ha JISYEHHE ¢ TepuIapaTi TpsoBa aa 6bae 24 mecena (BxK.
Touka 4.4). 24-MeceuHUIT KypcC Ha JISUeHHE C TepUIapaTH He TPsAOBa a ce MOBTaps MPe3 OcTaHaIaTa
YacT OT KUBOTA Ha MalKeHTa.

CJ'IC,Z[ MMPCYyCTAaHOBABAHC HA JICUCHUCTO C TCpUIIApaTUJ MALIUCHTUTE MOTaT Aa NpOAbJIKAT C APYyro
JICYCHUEC Ha OCTEOIIopoO3ara.



Cneuuaﬂnu nonyaauuu

bvopeuno yepesicoane

Tepunapatua He TpsiOBa J1a ce MpuUJiara Npy NaHeHTH ¢ TEXKO ObOpeuHO yBpexkaaHe (BxK. Touka 4.3).
Tepumaparug TpsOBa qa ce U3M03Ba ¢ TIOBUIIIEHO BHUMAaHHE NIPY TIAIIEHTH C YMepeHo Ob0pedHo
yBpekaane. He ce m3nuckBa MOBUIICHO BHUMAaHHE TIPH MALUMEHTH C JIEKO ObOpEYHO yBpeKaaHe.

YeproopobHo yspedxcoane
Jluncear gaHHM NIpH MAIIMEHTH C HapyIleHa YepHoapoOHa GyHKIus (BXK. Touka 5.3). 3aToBa
TEpUIapaTh]l TPSOBa J1a CE U3IOJI3BA C MMOBUILICHO BHUMAHUE.

Ileouampuuna nonyrayus u no-maaou 6b3paAcmHuu ¢ OMEopeHu enugusu

Bbe3zonacHocTTa M e(hUKacHOCTTa HA TEpUIAPaTH/ NPH Jiella U FOHOIIW Ha BB3pacT 1o 18 ronuHu He
ca ycraHoBeHU. Tepumapatua He TpaOBa Jia ce mpuiiara npy rneAuaTpudHu nanueHTs (moxa 18 roauam)
WIN TIO-MJIa 1 B3PacTHH, IPU KOUTO enu(pU3UTE BCE OILE HE Ca 3aTBOPCHH.

Cmapuecka év3pacm
He e HeoOxommuma mpoMsiHa Ha JTo3aTa B3 OCHOBA Ha BB3pacTTa (BK. Touka 5.2).

Hauwnn »Ha npuioxeHue

Movymia Tps6Ba 1a ce nmpuiara BeIHBK JHCBHO Ype3 MOIKOKHO HHXKEKTHpaHe B 00J1acTTa Ha
0epoTO UK Kopema.

[TanmenTure TpsiOBa na ObAAT 0OyueHM Aa W3MOI3BAT MIPABUIIHA TEXHUKA Ha WHXKeKTHpaHe. OTHOCHO
MHCTPYKLUH 32 IPWIOKEHHE Ha JIEKapCTBEHUS IPOAYKT, IPEIH MPUIOKEHHE BIXKTE TOUKa 6.6 U
yKa3aHusTa 3a ynotpe0a B Kpas Ha jimcroBkara. Hanuie ca ykasanus 3a ynorpeba Ha Movymia Pen,
KOHTO ca MPHJIOKEHN KbM MUCAJIKaTa, 32 NHCTPYKTUPAHE Ha MAlHEHTUTE OTHOCHO TMPAaBHITHOTO
M3I0JI3BaHE Ha MUcaKaTa.

4.3 TIIpoTuBomoKa3aHus

- CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOILIHUTE BEILECTBA,
n30poeHu B Touka 6.1.

- BpemennocT u kppMene (Bk. Touka 4.4 u Touka 4.6).

- ChIecTByBalla Ipean XUIEPKAILUEMUSI.

- Texxo 6bOpeyHO yBpexKIAaHe.

- MetabonuTHH 3a00JIIBaHUS HA KOCTUTE (BKIFOYUTEITHO XHUIIEPIIAPaTHPEOUIN3BM U O0JIECT Ha
Paget na xocTuTe), pa3nuuHN OT IBPBUYHA OCTEONIOPO3a WIIN TIIOKOKOPTUKOUA-UHAYLIHPAaHA
0CTEOII0pO3a.

- Heo0sicHumo mokauBaHe Ha ajnkajgHara docdarasa.

- [IpenmecTBamia BHIIHA TbUYETEPANHS WM UMIUIAHTHPaHa PaAuallMOHHa Tepanus Ha CKeeTa.

- [anueHTHTE CHC 3I0KAUECTBEHO 3a00IsIBaHE HA CKeJIeTa MIIM KOCTHH METacTa3H TpsOBa Ja
ObJaT U3KITFOUSHH OT JICYEHUETO C TePHUIIapaTH]I.

44 CneuuaJHU NPOTHBONOKA3AHUS U NpeIyNpe:KIeHus 3a ynorpeda

IIpocnenumoct

3a 1a ce moIo0pH MPOCIIEAUMOCTTA HA OUOJIOTMYHUTE JICKAPCTBEHHU MPOYKTH, UMETO U TIAPTHHHSAT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa ACHO J1a Ce 3arMCBarT.

CepyMeEH KaIIIMHA U KAJIIUKA B YpUHATA

[Ipu HOpMOKAIIMEMUYHH MAIUCHTH Ca HA0JII01aBaHu JIEKH U IPEXOIHH MOBHUILIABAHUS Ha CEPYMHHUTE
KOHIICHTPAIIMH Ha KAJIIHUN CIIC]] HHXCKTUpaHe Ha Tepurapatuyl. CepyMHUTE KOHIICHTPALUU Ha
KaJIIAHA JJOCTUTAT CBOSI MAKCUMYM B paMKHUTE Ha 4 710 6 Jaca M ce BPBITAT 10 H3XOTHUTE CTOMHOCTH



16 mo 24 gaca cien Beska mo3a tepunaparu. CiieIoBaTeIHO, aKo ce B3eMaT KPhbBHU MPOOH 3a
U3MepBaHe Ha CEPYMHHUS KaNIWi, ToBa TpsOBa Ja cTaBa moHe 16 yaca ciies] mocieJHaTa HHXCKIIHS
tepunapatul. [1o BpeMe Ha JIeYeHUETO He € Ce M3UCKBA PEJOBHO MPOCICISIBaHE Ha K.

Tepumapatug Moxke fa JoBe/Ie 10 JIEKH OBHUIIaBaHI Ha KaIIH, OTJENICH C YpUHATa, HO 110 BpeMe Ha

KIMHAYHH TIPOYYBAHUS YECTOTATa HA XUIEPKAILMYPHUSITA HE Ce PA3InyaBa OT Ta3u MPH MALEHTUTE
OT Tpymnara Ha mianeoo.

YpoauTtuasa
Tepumnaparuj He € MPOYYBaH MPU MAIMCHTH C aKTHBHA ypoiuTHasa. Tepunaparuj TpsoBa 1a ce
TIpHJIara ¢ IMOBUIIIEHO BHIMAaHWeE TPY TMAIlMeHTH C aKTHBHA MIIH CKOPOIITHA YPOJIUTHA3A, TIOPaIn

BB3MOKHOCTTA 3a CK33H€p6aHI/IH Ha TOBa CbCTOSAHHUC.

OprocTaTiyHa XUIOTOHUS

[Tpu xpaTKOTpaiHU KIMHAYHH MPOYYBaHUS C TEPUIIAPATHJL ca HAOII0AaBaH! N30JUPAHH SIH301 Ha
NPEeXOAHA OPTOCTaTHYHA XUNOTOHUSI. OOMKHOBEHO, TOBA ChCTOSHHE 3all0YBa B PAMKUTE HA 4 yaca OT
NPUIOKEHUETO Ha 103aTa U MPEMHUHABa CIIOHTaHHO B PAMKHTE OT HAKOJKO MUHYTH JI0 HSIKOJKO Jaca.
Korato ce Habnro1aBa mpexoHa OPTOCTaTHYHA XUIIOTOHUS, TS CE MOSABSBA P MPHUIIOKCHUETO Ha
II'BPBUTE HIKOJIKO J103H, IPEMHUHABA MPU MTOCTABIHETO HA MAllMEHTA B JIETHAJIO MOJO0XKEHHE U HE €
NPUYMHA 32 IPEYyCTAaHOBSABAHE HA I10-HATATHIIHOTO JICUCHHUE.

Bu0Opeuno yBpexaane

Heobxomumo e moBuIlIeHO BHUMaHWE TIPY MAIIUEHTH ¢ yMEPeHO ObOpEeYHO yBpeXKIaHe.

Honvnaum{ Ha 110-MJiaJiIl Bb3paCTHHU

OrpaHu4eH € ONUTHT MPHU NOMyJAIKATa Ha T0-MJIaJAN Bb3PAaCTHH, BKIIOYUTETHO PEMEHONAy3aIHN
XKeHH (BX. Touka 5.1). JleueHneTo TpsiOBa 1a 3a1mouBa camo, ako 110J13aTa HECbMHEHO IPEBUIIIaBa
PHUCKOBETE IIPU Ta3H HOMyJIanusl.

JKenu ¢ netepojieH noTeHIMaN TPSAOBa a U3MOI3BAT €PEKTUBHU METO/IH 38 KOHTPALICIIIIUS PH
yrnoTpeda Ha Tepunapatua. AKO HACThIA OPEMEHHOCT, PUJIATraHETO HA TEPUIAPATH]T TPAOBA Ja ce

peyCcTaHOBH.

[IpoABIKUTSIHOCT HA JICUYCHUETO

IIpoyuBanus npy TUTHXOBE NIOKA3BaT MOBUIIIABAHE YECTOTATA HA OCTEOCAPKOM P MPOIBIKUTETHO
MpHUJIOKEHUE Ha TepunapaTu (Bk. Touka 5.3). Jlo momydaBaHeTo HA JONBIHUTETHH KIMHUYHA
JaHHU, IPETIOPBUUTETHOTO BpeMe Ha JieueHue oT 24 Mecena He TpsiOBa Aa ObAe NPEeBUILABAHO.

TTomonrHo BerecTBO (HATPHH)

To3u nekapcTBeH MPOAYKT Chbpka no-mManko or 1 mmol Harpuit (23 mg) Ha 103a, T.€. MOXe J1a ce
Kake, e MPaKTUIECKH HE ChIbpiKa HATPUH.

45 BzaumoneicTBUS ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru opMH Ha B3auMojelicTBUe

IIpu mpoyuBasne ¢ 15 3apaBu 70OPOBOJIITH, IPUEMAIITH €KETHEBHO JUTOKCHH JI0 TOCTUTAaHEe Ha
CTaIlMOHAPHO CHCTOSIHUE, CUHIYHA J103a TEPUIApATH]T HE BOJH JI0 IPOMSIHA Ha ChPJICYHUTE ePEeKTH
Ha JUTOKCHUH. BbIpeku ToBa, NOKIAABAHUTE CIIOPAANYHU CIIydau Mperoarar, ye
XUIEPKAILUEMUATA MOKE Aa NPEAPA3NOJI0KH MALIUEHTUTE KbM JUTHTAIMCOBA TOKCUYHOCT. [lopanu
MPEXOTHUTE TTOBUIICHUS Ha CEPYMHHUSI KNI OT TepUIIapaTHl, TepUNapaTH TPsOBa 1a ce mpuiiara ¢
BHHUMAaHHE NP NAIUEHTH, IPUEMAIIH TUTUTAIIUC.



Tepumnapatug e olleHsABaH MO BpeMe Ha (papMaKOAMHAMUYHY TIPOYIBAHMS 32 B3aMO/IEHCTBHE C
XUApoxXIopoTHa3ua. He ca ycTaHOBEHN KITMHIYHO 3HAYMMHE B3aMOCHCTBHA.

EnHOBpEeMEHHOTO NPUIIOKEHUE C PATOKCU(EH HITH XOPMOHO3aMECTUTEITHO JICUCHHE C TePUTIAPATH]T
He TIpOMeHs e()eKTHUTE Ha TepUTIapaTh BbPXY CEPYMHUS KaNINUN WK KK B ypUHATA, KAaKTO H
KITMHIYHUTE HEeXEJIaH! ChOUTHSL.

4.6 DepTHIUTET, OPEMEHHOCT U KbpMeHe

KeHu ¢ geTepoaeH NOTCHIHAI / KoHTtpanennus npu xeHu

Kenu ¢ nereponen norenuuan TpsiOBa Aa U3MOM3BAT €PEKTUBHU METOAM 32 KOHTPALCIIUS IPU
yrnorpeba Ha TepunapaTtua. AKO HacCThIIM OpEeMEHHOCT, puiiaraseto Ha Movymia tpsioBa na ce
MIPEYCTaHOBH.

BpemenHoct

Movymia e npoTuBoIOKa3aH 3a yrnorpeba mpu 6peMeHHOCT (BXkK. Touka 4.3).

Kovpmene

Movymia e mpoTHBOIMOKa3aH 3a ynoTpeba 1o BpemMe Ha KbpMeHe. He e n3BecTHO jaiu TepunapaTu
Ce EKCKpEeTHpa B YOBEIIKaTa KbpMa.

Peprunurer
[TpoyuBaHusITa IPH 3aM1IM TTOKA3BaT PENPOIYKTUBHA TOKCHYHOCT (BX. Touka 5.3). EdekTsT Ha

TepunapaTH] BbPXy Pa3BUTHETO Ha YoBemKUs (eTyc He e n3caensaH. [loTeHIMAIHUT PHUCK 3a X0opa
HE € U3BECTEH.

4.7 EdexTn BbpXy cnoco0HOCTTa 32 moupaHe u padoTa ¢ MAIIMHA

Tepunapatuza He MOBIUSBA WIK TOBJIMABA IPEHEOPEKUMO CIOCOOHOCTTA 3a modupaHe 1 paboTa ¢
MalllnuHH. HpI/I HSIKOH ITAaIITMCHTHU € H36H}OZ[aBaHa mpexoaHa OPToCTaTUYHA XUITOTOHUA UJIN 3aMasiHOCT.
Tes3u nanueHTH TPsAOBa a ce BB3AbPIKAT OT IoHupaHe Win paboTa ¢ MAIIMHU JO OTMHUHABAaHE Ha
CHUMIITOMHUTE.

4.8 HexeaaHu JeKapCTBEHH PeaKINu

Pesrome Ha npodumiia Ha 6€30I1aCHOCT

Haii-uecto C’LO6H_[aBaHI/ITe HCXKCJIAaHU PCAKIUU ITPHU MAUCHTUTC, JICKYBAHU C TCpUIIapaTH/, Ca IraICHEC,
OOJIKHU B Kpaf/iHI/I]_II/ITe, r1aBo0OJINE U 3aMasHOCT.

Hexemanure JICKApPCTBCHHU PCAKIIMHM, OIPCACTABCHHU B Ta6J'II/II_[a

OT manueHTuTe, y4acTBalli B MPOYYBAHUATA C TEPHUIApaThI, mpu 82,8% OT manueHTuTe, noaydaBain
Tepurnapatul, u 84,5% OT manueHTuTe, MOIy9aBajin miamnedo, e choOIeHo oHe 1 HekenaHo
cbbutHe.

HesxenanuTe jekapcTBEHU PEaKIIMH, CBbP3aHU C yroTpedara Ha Tepuraparu B KIMHUYHA
MPOYYBaHUS 38 OCTEONOPO3a U MPH MOCTMAPKETHHIOBA EKCIIO3UIMsA, ca 00001eHn B Tabnumara 1.

HW31m013BaHo0 € CIEHOTO CIIopa3yMeHHe 3a Kiacu(pUIMpaHe Ha HEKETaHUTE PEAKIIUH: MHOTO YECTH
(> 1/10), gectu (> 1/100 mo < 1/10), vewectu (> 1/1 000 no < 1/100) u peaxu (> 1/10 000 mo 1/1 000).



Tadauna 1. He)xxenannuTe JTIeKapCTBEHHU PEaAKITAH

Cucremo-
OpraHeH KJjac

MHoro
YecTH

Yectn

Heuectn

Penkn

Hapyumennus Ha
KPbBTAa H
aum@Hara
cucTreMa

Anemust

Hapyumennus Ha
HMYHHATa
CHCTEeMA

Anadunakcus

Hapyumenns na
MeTa00Iu3Ma U
XpaHeHeTo

XUnepxoaecTepoaemM
us

XunepkainueMu
s Hag 2,76
mmol/I,
XUIEePYPUKEMUS

XunepkanueMus
Haz 3,25 mmol/l

IMcuxuynu
HApPYLIEHUs

Hemnpecus

Hapyumenusi Ha
HepBHaTa
cucTeMa

3aMasgHOCT,
raBo0oJIre, UInac,
CHHKOII

Hapyumenust Ha
yXO0TO U
Ja0upHHTA

Bepruro

Cobpaeynn
HApYLIEHHUS

IMammuranuu

Taxukapaus

CpaoBu
HApPYHIEHUs

XHUIIOTOHUSI

PecniupaTopun,
TPBAHU U
MeAMaCTHHAJHM
HApylIIeHusl

HucnnHes

Emduzem

CroMalHo-
YpeBHHU
HApyIIeHUsI

l'anene, noBpsblilaxe,
XHAaTaNTHaA XEPHUS,
ractpoe3otareanta
pediykcHa Oonect

Xemopouu

Hapyumenusi Ha
KOKaTa U
NMOIKOKHATA
ThbKaH

[loBuireHo noTeHe

Hapymenns Ha
MYCKYJIHO-
CKeJIeTHATA
cHUCTeMa H
CheANHUTEIHATA
ThbKaH

Bonku B
KpalHUILIUT
e

MycCKyJTHH KpamIu

Muanrus,
apTpairus,
Kpamiiu/0oska* B
repba

Hapyumenust Ha
0BLOpennTe U
NMHUKOYHUTE
IbTHINA

MNHKOHTHHEHITHS
Ha ypuHa,
OJINypHs,
MIO3UBH 32
YpUHHPaHE,
HedpoInTHa3a

brOpeuna
HEI0CTaThYHOCT/
yBpeXIaHe




Cucremo- MHoro Yectn Heuectn Penxn
OpraHeH KJjac YecTH
OO0 YmMopa, rpbHa Epurema Ha Bb3moxan
HAPYUICHUS U 0omKa, acTEeHUs, ICKU | MSICTOTO Ha aNepruyHU
edexTH Ha Y TIPEXOIHH PEaKkIiy | MPUIOKEHNE, CBHOUTHS CKOPO
MSICTOTO HA Ha MSCTOTO Ha peaxius Ha cien
NpUJIoKEeHHe WHXXCKTUPAHE, MSCTOTO Ha WH)XCKTHPAHETO:
BKIIFOUUTEITHO 00JIKa, | MPUIOKECHUE ocTpa TUCITHEs,
OTOK, epuUTEMa, opo/dannaneH
JIOKAJIN3UPAHO OTOK,
KpBbBOHACSIaHE, reHepan3upaHa
CBPOEK U JIEKO ypTUKapHs,
KbpPBEHE OT MACTOTO rppAHA 0OJKa,
Ha UH)KEKTHUPAHE. OTOK (TJIaBHO
nepudepen).
HN3cnenBanus IToBumaBaue Ha
TEJIECHOTO TETJIO,
LIYM Ha CBhPLETO,
MTOBUIIICHUE HA
aJNKaJHaTa
(dhocdaraza

* CepnO3HHU ClTy4ad Ha KpaMIlv Wik 0ojka B I'bpOa ca choOIIaBaHi B PAMKUTE HA MUHYTH OT
UHXEKTUPAHETO.

Onucanue Ha 30paHu HEeXKEJIaHU JICKAPCTBECHH PEaKIIMU

B ximHWYHE TpOyYBaHUS ca ChOOIAaBaHU CIIEAHHUTE peakuu ¢ > 1% pas3nuka B 4ecToTarta OT
miarne6o: BepTUro, rajaeHe, 00JIKa B KpaHHUITUTE, 3aMasTHOCT, JETIPECHSI, TUCITHESI.

Tepunapatuy NOBUIIaBa CEPyMHHUTE KOHIIEHTPALMY HAa MMKOYHATA KUCENNHA. B KIIMHUYHN
npoyuBaHus, npu 2,8% OT ManMeHTUuTe Ha TepUIIapaTul ca HabI01aBaH! CepyMHH KOHIICHTPAIUU Ha
IIMKOYHATa KUCEIMHA HaJl FOpHAaTa I'paHULla Ha HopMaTa B cpaBHeHue ¢ 0,7% OT nalueHTuTe B
rpymnara Ha miane6o. Benpeku ToBa, XurepypuKkeMusTa He BOJU 10 OBUIIABAHE YECTOTaTa Ha
roJiarpa, apTpajirus Win ypolIuTHasa.

B MamabHy KINMHUYHY TPOYYBaHus, pu 2,8% OT KEHUTE, oJIyYaBalld TEPUIIAPATHl, Ca YCTAHOBEHU
KPBCTOCAHH aHTUTENA CIIPSIMO Tepunapati. OOMKHOBEHO aHTHTEJNA CE OTKPHUBAT 3a IIbPBU IBT CIIE]
12 Mecena JiedeHre U HaMalsIBaT clie]l IPEyCTaHOBsIBaHE Ha TepanusaTa. Hsaima qaHHu 3a peakiunu Ha
CBPBXUYYBCTBUTEIHOCT, aJIEpTUYHN PEaKiu, eEeKTH BbPXY CEPYMHUS KA WK epeKTH BEPXY
KocTHaTa MUHepaiHa rbTHOCT (KMIT).

CpoOuaBane Ha NOAO3UPAHN HEXKEIAHN PEAKIIMHI

Cro0maBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEAKIIUU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakHO. ToBa IM03BOIIsBA Ja PO IBIDKHA HAOIIOIEHUETO Ha ChOTHOIICHUETO IOJI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIHAIMCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
[0I03UPaHa HeXKEIaHa PeaKilys Ype3 HAI[MOHAIHA CUCTeMa 3a ChOOIIaBaHe, MOCOYCHA B

[punoxxenue V.

4.9 Ipeno3upane

HDI/I3HaUI/I U CUMIITOMH

Tepumnapartuy e mpuiarad B eIMHUYHU 1034 10 100 MUKporpamMa 1 KaTo MHOTOKPATHO MPHUJIaraHH
Jo03u 110 60 MUKporpaMa/JTHEBHO 3a 6 CEIMUITY.

EdexTrre, KOUTO MOKE JIa ce OYaKBAT B CIy4all Ha peo3upaHe, BKIFOUBAT 3a0aBeHa
XHUIMEPKATIIIEMHUS H PUCK OT OPTOCTAaTHYHA XUITOTOHUS. Morar jia ce HabJIro1aBaT ChIIo TaJIcHE,
MOBPBIIIAHE, 3aMasHOCT U TJIaBOOOIHE.


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

Ot ¢ npeao3upade Ha OCHOBATA HA CIIOHTAHHU CHOOIIEHHUS B IIOCTMAPKETHHIOBHUS IEPHUO]T

[Tpu MOCTMAapPKETUHTOBUTE CIIOHTAHHH CHOOIICHUS UMa CIy4Yad Ha TPEIlKa MPH MIPUIaraHeTo Ha
MPOAYKTA, TIPH KOSITO IUIOTO ChAbp)KaHne Ha nmucankara (10 800 MUKporpama) ¢ TepunapaTus €
MPUIIOKEHO KaTo enuHIYHa 103a. ChOOIIEHUTE PEXOIHN CHOUTHS BKITIOUBAT raJicHe,
c1aboCT/IeTaprus U XUMOTOHMS. B HAKOM OT CllyyauTe Ha Mpeo3upaHe He ca HaOItoJaBaHu
Hexxenanu eextu. He ca MoknajiBaHu CMBPTHH CITy4YaH, CBbP3aHH C TPeI03UpaHe.

JIeueHne Ha MPEAO3UPAHETO

Hsima cienududer aHTHIOT HA TepUapaTu. JIedeHneTo mpu mpeamnoaaraeMo mpeno3upane TpsoBa
J1a BKIJIFOUBa BpeMeHHO HpeyCTaHOBHBaHe HpPIJ'IO)KCHI/IeTO Ha TepI/IHapaTI/II[, HpOCJ]eILSIBaHC Ha
Cep}IMHI/IH KaJIHI/Iﬁ nu HpCILHpI/ICMaHCTO Ha CBbOTBCTHU noz[m)pmaum MepKI/I, KaTo XI/IIIpaTaHI/Iﬂ.

5.  ®APMAKOJIOTMYHU CBOMCTBA

51 ®apmakoguHAMUYHH CBOMiCTBA

®apmakoTepaneBTHUHA Tpyna: KanueBa xomeocrasa, mnapaTUpOUIHN XOpMOHHU U aHano3u, ATC kox:
HO5AAOQ2.

Movymia e 6uormoo6eH ekapcTBeH MpoAyKT. [ToapodHa uHpopMaIus MOKe 1a HAMEPUTE Ha
WHTEpHET cTpaHuIlaTta Ha EBporeiickara areHnus mo nekapcrsara: https://www.ema.europa.eu.

MexaHu3bsM Ha JEUCTBUE

Ennorennust, ceappikani 84 aMmuHOKuCeTMHA, TapaTupeonieH xopMoH (PTH) e ocHoBer perynatop
Ha KaueBus u hocdaten MeTaboIM3bM B KocTHTe M O60penute. Tepumaparua (thPTH(1-34)) e
akTuBeH (parMeHT (1-34) OT eHJOreHHUS YOBEIIKH HapaTUPEOH IcH XOpMOH. DHU3HOTOTHUHUTE
neiictBust Ha PTH BrimrouBar ctuMynupase GOpMUpaHETO Ha KOCT Ype3 AUPEKTHU e(PEeKTH BBPXY
(dbopmupanTe KocTTa KIeTKH (0cTe001acTH), MHAMPEKTHO MTOBUIIABAHE HA MHTECTUHAJIHATA
abcopOiys Ha KaNIWH 1 IOBUINIaBaHe Ha TyOyiaHaTa peabcopOIus Ha KA U eKCKpeIHsTa Ha
docdaru ipe3 GpOpenHTe.

dapMakoguHAMUYHHU e(DEKTU

Tepunaparu € KOCTHOGOPMHUPAIIO CPEJACTBO 3a JICUSHHE Ha ocTeornopo3a. Edexrurte Ha Tepunapatu
BBPXY CKEJIETa 3aBUCSIT OT OCOOCHOCTHTE Ha CUCTEMHATa eKCcro3uus. [IpruioxeHne Ha TepunapaTH
BEJIHBK JIHEBHO IMOBHIIIABa OTJIaraHETO HA HOBA KOCTHA ThKaH B TpaOeKyJlapHaTa ¥ KOPTHKAJIHA
KOCTHA ITOBBPXHOCT Upe3 NMpedepeHIHaiHO CTUMY/IMpPaHe Ha 0CTe00IacTHATA CIIPSIMO
OCTEOKJIACTHATA aKTUBHOCT.

Kinnununa edukacHocT

Puckosu hakmopu

He3zaBucumute prickoBu akropu, Hamp., Hucka KMII, Bb3pacT, HamMuue Ha MpeTuITHu GppakTypHu,
¢damunHa anHaMHe3a 3a OeapeHu QpakTypu, MOBHIIEH KOcTeH MeTabonn3bM U HUChk UTM, TpsiOBa na
ce UMaT MpEeBHI PH UIACHTUPHUIIMPAHETO HA )KEHUTE U MBKETE C MOBHUILEH PHCK OT PPaKTypH NpH
0CTEONOPO3a, KOUTO MOraT Ja UMAaT 110132 OT JICYEHUETO.

IIpeMeHomay3anHu KEHH € TITIOKOKOPTHKOUI-HHIYIIHPaHa OCTEONopo3a TpsiOBa /ja ce CUUTAT 3a
M3JI0’KEHH Ha BUCOK PHUCK 3a ()paKTypH, aKO UMAT npeodiagaBaiia GppakTypa Wik KOMOMHALIUS OT
PHCKOBH (paKTOPH, KOUTO T OMPEIEIIAT C BUCOK PUCK 3a (pakTypa (Hamp., HUCKa KOCTHA IUTbTHOCT
[Hamp., T ckop <—2], MPOABIKUTEIHO JICUCHUE ¢ BUCOKHU JI03HU TITFOKOKOPTHUKOUIN


https://www.ema.europa.eu/

[Hanp., >7,5 mg/nHeBHO 32 MOHE 6 Mecena], BUCOKa aKTHBHOCT Ha TOJIEXKaIlo 3a00JsiBaHe, HUCKU
HUBA HAa MOJIOBUTE XOPMOHH).

Illocmmenonayzanna ocmeonopo3sa

OcHOBHOTO TIpoy4BaHe BKII0UBa 1 637 mocTMeHoay3alHu KeHu (cpenHa Bb3pacT 69,5 ronuan). Ha
M3X0AHO HUBO 90% OT ManMeHTKUTE ca OMIIH ¢ eTHa WK TIoBeue BepTeOpaaHu GpakTypH U MpH
cpenna Beprebpanna KMII 0,82 g/cm? (exBuBanentHo Ha T-ckop = -2,6 SD). Ha BcHYKH NallMEHTKH €
npwitarad 1 000 mg kanmwmii 1HeBHO ¥ Haii-manko 400 [U Butamun D naeBHO. Pesynrature ot 1o
24-meceynoTo (Meauana: 19 mecena) neueHue ¢ TepUNApaTH OKA3BaT CTATUCTHUECKU 3HAYMMA
penykums Ha ¢ppakrypute (Tabnuna 2). 3a npeJoTBpaTABaHETO HA €HA WU TOBEYE HOBH
BepTeOpanmHu PpaktypH, 11 xeHu ca nekyBaHu 3a cpeano 19 mecerna.

Tadauna 2. YectoTa Ha GPaKTypH MIPH MOCTMEHONAY3aTHH KCHH

[Tname60o Tepunapatun OTHOCHUTENEH PUCK
(N =544) (%) (N =541) (%) (95% CI) cpsimo
mane6o

Hosu Beprebpanuu ¢ppakrypu (>1) ? 14,3 50° 0,35

(0,22, 0,55)
MHOKeCTBEHH BepTeOpaTHu 4,9 1,1° 0,23
bpaktypu (>2) ? (0,09, 0,60)
HeBepreOpannu GpakTypH nopaau 5,5% 2,6% ¢ 0,47
mangage © (0,25, 0,87)
lNonemu HeBepTeOpanau QpakTypu 3,9% 1,5% ¢ 0,38
mopaau magane (6eapo, TbueBa KOCT, (0,17, 0,86)
JJAKbTHA KOCT, peOpa u Ta3)

Cokpamienusi: N = Opoii allMeHTH, paHIOMHU3UPAHO ONPEAETICHN KbM BCSKA TEPalleBTUYHA TPyYIIa;
Cl = noepureneH uaTEpBaI

8 YecroraTa Ha BepTeOpanau (hpakTypu e oneHeHa npu 448 1uiane6o- u npu 444 nanueHTH Ha
TepunapaTHj, KOUTO UMaT peHTreHorpaguu Ha rpbOHAYHUS CTHIO HA M3XOJHO HUBO U B IEPHUOJIA HA
H0CJIEBAIOTO HAOII0IEHHE.

® p<0,001 cpaBHEHO ¢ mane6o.

¢ He ce HabmoaBa 3HaUMTEIHO HAMAIISIBAaHE Ha CIydauTe Ha OepeHu QpakTypH.

4 p<0,025 cpaBHEHO ¢ mane6o.

Cren 19 meceuno (Meanana) neuenne, KMII napactsa B mymOanHata yacT Ha rpbOHAYHUS CTHIO U
Ta300eapeHaTa obact, ChboTBETHO ¢ 9% u 4% B cpaBHeHue ¢ mamedo (p<0,001).

[IpocnensBane cnen nedennero: Cien JeueHHETo ¢ Tepumnapatl, 1 262 moctMeHONay3alH! KEHH OT
OCHOBHOTO MPOYYBaHE ca BKIIIOYECHHU B NIPOCIIeAABaIIO npoyyBaHe. OCHOBHATA LIEN Ha TOBA MPOYYBaHE
¢ chOMpaHeTo Ha JJaAHHU OTHOCHO 0e30IacHOCTTa Ha TepunapaTua. [Ipes neprona Ha HaOII0eHUE €
pa3pelIeHo NpUIaraHeTo Ha JPyro JICUCHNEe Ha OCTEO0Iopo3aTa 1 € IPOBe/IeHa TONbIHUTETHA OL[CHKA
Ha BepTeOpanHuTe QPaKkTypH.

1o Bpeme Ha nepuoj ¢ MenuaHa 18 Mecena, ocjaenBall clie/l IPeKpaTsiBaHe Ha JIEUCHUETO C
TepunapaTuj, € ycranosena 41% penykuus (p=0,004) cupsimo miane6o no oTHOLIEHUE Ha Opost
NalueHTH C MUHUMYM €lHa HOBa BepTeOpanHa gpakTypa.

B oTBOpeHO npoyuBaHe 503 mocTMEHONAY3aTHU JKEHH € TEXKKa OCTEOnopo3a U (pakTypa Mmopaau
MajaHe B paMKHUTE Ha MpeaxoaHuTe 3 roquHu (83% ca moyduiiy MpeaniecTBamo JeueHUe 3a
OCTEOIIOpO3a) ca JICKYBaHM ¢ Tepumnapatuz 3a mo 24 mecema. Ha 24-1 mecery cpeTHOTO TTOBUIIICHHUE HA
KMII ot n3xomaHOTO B TyMOaiiHaTa o0acT Ha TphOHAYHS CTHIO, HAa Ta300eapeHaTa o01acT u Ha
Oenpenara mmiika e cboTBeTHO 10,5%), 2,6% 1 3,9%. Cpennoro noumenue Ha KMII ot 18- 10 24-s
mecer e 1,4%, 1,2% u 1,6% cboTBeTHO B iymMOaniHaTa 00sacT Ha rpbOHAYHUS CTHI0, Ta300eapeHara
obmact u OempenHara muika.



24-Mece4yHo, paHOMU3UPAHO, IBOMHOCIISIO, KOHTPOJIUPAHO ChC CPABHUTEIICH MIPOYKT NPOYYBaHE
¢aza 4 BxmouBa 1 360 mocTMeHOMay3alTHH XKEHH C YCTAHOBEHA OcTeonopo3a. 680 malueHTky ca
PaHJIOMU3UPAHH JIa TTOJy4aBaT Tepunapatui, 1 680 marueHTKy ca paHJOMH3HPAHH Ja TI0Ty4aBaT
nepopaiiHo puszeApoHaT 35 mg/ceamuyno. Ha M3X01HO HUBO KEHHUTE ca Ha CpeAHA Bb3pacT

72,1 ronuau ¢ ipeobiagaBanio BepTedpaiHu GpakTypu ¢ Meauana 2; 57,9% ot nanueHTKuTe ca
MOJTy4YaBaJIH MpeIIecTBamlo Jeuenne ¢ ondoconaru u 18,8% mpuemar ChIIbTCTBAIIO JEUSHUE C
TJIFOKOKOPTUKOUTH 110 BpeMe Ha mpoyuBaHeTo. 1 013 (74,5%) narueHTku 3aBbpimBaT 24-MeceHuUs
nepuo| Ha nipociensBane. CpegHaTta (MeIUaHaTa Ha) KyMyJIaTHBHA /1032 HA TJIFOKOKOPTUKOH]T €
474,3 (66,2) mg B pamorTo, moay4vasaiio Tepunaparua 1 898,0 (100,0) mg B paMoTO, MOTydaBamio
puseaponar. CpeqHusT (MeuaHaTa Ha) IpHeM Ha BUTaMUH D 3a paMoToO, MOJTyyaBamio TepUapaTh,
e 1 433 IU/naueBno (1 400 [U/nHeBHO), a 32 pamMoTo, Ioay4aBaino puseaponar, ¢ 1 191 IU/nueBHo
(900 TU/nueBHO). 3a malMeHTKHUTE, KOMTO Ca MMAJK PEHTTeHOrpaduy Ha TphOHAYHMS CTHIO B
HAyaJo0TO Ha MPOYYBAHETO U B IIEPHOJIa HA MPOCIICsBaHe, YeCTOTAaTa Ha HOBH BEpTEOpaIHH (PpaKTypu
e 28/516 (5,4%) npu nanueHTKUTe, JeKyBaHH ¢ Tepunapatua, 1 64/533 (12,0%) npu nanmueHTKuTe,
JIeKyBaHH ¢ pusenponat, otaocuteseH puck (95% Cl) = 0,44 (0,29-0,68), p<0,0001. KymynatusHara
YeCTOTa OT COOPHU aHHM 32 KIMHUYHA (HPaKTypH (KIMHAYHU BepTeOpaHA U HEBEPTEOpaTH!
¢bpaktypn) e 4,8% npu NalMEeHTKUTE, IEKYBaHH ¢ TepUnapatul, u 9,8% Mmpu NalueHTKUTE, JTeKyBaHH
¢ puseaponar, koeduipent Ha puck (95% ClI) = 0,48 (0,32-0,74), p=0,0009.

Ocmeonoposa npu mwvarceme

437 manueHTH (CpeaHa BB3pacT 58,7 ronuHN) ca BKIIOYECHN B KIMHAYHO MIPOYYBAHE 32 MBXKE C
XHUIIOTOHa/IHA (OIpeesieHa KaTo HUChK CyTpelleH cBo0oIeH TecTtocTepoH win nosueHu FSH nnu
LH) unu unonaruyna ocreonoposa. M3xoanure croitHocTd Ha cpeanute T-ckopu Ha KMIT Ha
rppOHauHUS CTHIO U OeApeHara mwiika ca -2,2 u -2,1, cboTBeTHO. M3x0mHO0 35% OT manueHTnTe UMat
BepTeOpanHa hpakTypa, a 59% umar HeBepTeOpanHa QpakTypa.

Ha Bcuuku naruentu e HazHadeH 1 000 mg kanuwmii AHeBHO U Haii-manko 400 U Butamun D nHeBHO.
3a Tpu Mecela € ycTaHOBeHO 3HaunTenHo nosumasade Ha KMII B obnactra Ha mymOanHuTe
npenuienn. Crex 12 mecerra KMIT B mymOaniHaTa yacT Ha rppOHavHUS CTHIO U Tazo0eapeHara odiact
€ HapacHasla cb0TBeTHO ¢ 5% u 1%, B cpaBHeHHE ¢ TU1ae0o0. Brpeku ToBa, He € yCTaHOBEH 3HAYUM
e(eKT BbpXy uecrorara Ha GpakTypure.

Fmoxompmukoué-uﬁévuupana ocmeonoposa

EdexTrBHOCTTA Ha TepunapaTHj NpH Mbke U skeHu (N=428), nonydaBaiiy NpoIbLKATEITHO
CHCTEMHO JICUEHHE C TTIOKOKOPTUKOUIH (€KBUBAJIEHTHO HA 5 Mg WM MTOBeYe MPETHU3O0H 3a ToHe 3
Mecela), € nmokaszana B 18-mMece4HoTo OT mbpBOHayYaiHa (ha3a Ha 36-MeCeuHO, PaHIOMU3UPAHO,
JBOWHOCIIATO, KOHTPOJIMPAHO ChC CPAaBHUTENEH NPOAYKT (aneHapoHaT 10 mg/mHeBHO) MpoyYBaHe.
JIBazecer 1 oceM MpoIEeHTa OT MAlMEHTUTE Ha U3XOIHO HUBO Ca MMAJIH €HA WJIH TIOBEYE
BepTeOpaHu QpaKkTypH, TUArHOCTHIIUPAHN PEHTTeHOJIOrHYHO. Ha BCHYKY MaIieHTH ca Mpujiaranu
1 000 mg xanumii qaesro u 800 IU Butamun D nHEBHO.

ToBa mpoyuBaHe BKJIFOYBA MOCTMEHONay3anHu xeHu (N=277), npemeHomnay3anHu xxeHu (N=67) u
mbke (N=83). Ha n3xoaH0 HUBO IIOCTMEHOIAY3aTHUTE KEHH Ca Ha CpeIHa Bh3pacT 61 ToanHu, UMaT
cpeana KMII T-ckop —2,7 Ha mymOaiHus OTAEN Ha rpbOHAYHNUS CTHJIO, MelnaHa Ha eKBUBAJIICHTHA
J103a IPeAHM30H 7,5 mg/aHeBHO U 34% ca UMaii eqHa WK TIOBeUe BepTeOpaaHu PpakTypH,
JTUATHOCTHIIMPAHN PEHTT€HOJIOTUYHO; IPEMEHOIAay3aTHNUTE KEHHU ca Ha CpefHa Bh3pacT 37 TOANHH,
umat cpenna KMII T- ckop —2,5 Ha mymOanHus oT/AeN Ha TPHOHAYHMS CTHII0, MEeANaHa Ha
eKBUBAJIEHTHA /1032 npegHu30H 10 mg/nHeBHO 1 9% ca MManu eHa WK TIOBeYe BepTeOpaIHu
(bpakTypH, TMarHOCTUIIMPAHN PEHTTEHOJIOTUYHO; 8 MBXKETe ca Ha CpeIHa Bb3pacT 57 TOJUHU, HMaT
cpeara KMII T-ckop —2,2 Ha ymOaTHHSI OTACN Ha TPHOHAYHUS CTHIO, MeaHa Ha eKBUBAJICHTHA
no3a npeann3oH 10 mg/nHeBHO u 24% ca MMany eHa WK ToBeue BepTeOpaaHu GpakTypH,
JUArHOCTHLIMPAHN PEHTI€HOJIOTUYHO.

IlecTaeceT U AeBET MPOLICHTA OT MALMEHTHTE 3aBbPIIBAT 18-MeceuHaTa mbpBOHaYaiHa ¢a3a. B

KpaifHaTa Touka Ha 18- Mecer TepunapaTtuj curinpukanTHo nosumrasa KMII B mymOannus otnen
Ha rpbOHaunust cTHIO (7,2%) B cpaBHeHHUE ¢ aneHapoHar (3,4%) (p<0,001). TepumnapaTtu, moBUIIaBa
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KMII na Tazo6enpenara obmnacr (3,6%) B cpaBHeHHe ¢ aneHapoHar (2,2%) (p<0,01), kakTo u Ha
Oenpenara mmiika (3,7%) B cpaBHeHue ¢ aneHapoHat (2,1%) (p<0,05). [Ipu nanuenty, 1eKyBaHH C
tepunapatug, KMII B mymbannata obiact Ha rppOHaYHUS CTHIO, Ta3o0enpeHaTa odnacT u 6eapeHara
IMiika ce moBHIIaBa Mexay 18-a u 24-1 mecen ¢ gonsiaaurentu 1,7%, 0,9%, u 0,4%, cbOTBETHO.

Ha 36-s Mecer; ananu3 Ha peHTTeHOTpaMUTE Ha TPHOHAYHHA CTHIO Ha 169 manuenTy, TeKyBaHH C
aJICHIPOHAT, ¥ Ha 173 malueHTy, JIeKyBaHH C TePUIIapaTH]I, OKa3Ba, 4e 13 malueHTH B rpymnara ¢
anenapoHar (7,7%) ca mpeTbpreny HOBa BepTeOpaiHa (ppakTypa B CpaBHEHHE C 3 TIAIIMEHTH B
rpynara ¢ Tepunaparu (1,7%) (p=0,01). Ocsen ToBa 15 ot 214 marmeHTy B rpyrara ¢ ajJeHapoHaT
(7,0%) ca npeTrspnienu HeBepTeOpanHa GpakTypa B cpaBHeHue ¢ 16 ot 214 nauueHTy B rpymnara ¢
tepunapatun (7,5%) (p=0,84).

[Tpu npemenonay3anaute >xeHu nosumrenueto Ha KMIT ot u3xoaHo HuBo 1o 18-1 mecen e
CUTHU(HUKAHTHO TO-TOJISIMO B TpyIaTa ¢ TepUIapaTh, B CPaBHEHHUE C TpyNara ¢ aIeHAPOHAT B
TyMOaaHus OTAEN Ha rpbOHavHus cTh0 (4,2% copsmo —1,9%; p<0,001) u B Tazobeapenara odnact
(3,8% cnpsamo 0,9%; p=0,005). Bce nak, He € noka3zaH cUrHUGHUKaHTEH eEeKT BbPXY YeCTOTaTa Ha

¢bpakrypure.

5.2 ®apmakoxkuHeTHYHH CBOWCTBA

PasnpenencHue
O06embT Ha pasnpezesnenue ¢ npudausutenaso 1,7 1/kg. TlonyxuBOTHT Ha TepUIapaTuI €
NpUOTU3UTENTHO | Yac mpy MOAKOXKHO MPUIIOKEHNE U 0TPa3siBa BPEMETO, HE00X0IUMO 3a abcopOIust

OT MACTOTO Ha NPHUIIOKEHHUEC.

Buorpanchopmarus

He ca mpoBexaHu Mpoy4BaHus BbPXY MeTa00IM3Ma U €KCKPELUSITA Ha TEPUITAPATH/I, HO CE CMSATa,
ye nepuepHUAT METa00IU3bM Ha TAPATUPESOUIHUAT XOPMOH C€ OCHINECTBABA NPEIUMHO B USPHHUS
Ipo0 u OBOperuTe.

Enumunupane

Tepumnapartu ce eMMMUHHEPA TTOCPEICTBOM XeNaTalleH H eKCTpaxernaTaieH KIMPbHC (TIPHOIU3UTEITHO
62 1/qac nipu sxenn u 94 1/gac npu MbBxe).

Crapuecka Bb3pacT

He ca ycranoBenu pa3nuuusi BB (papMaKOKHHETHKATA HA TEPUIIAPATH]T BbB BPH3Ka C BH3PaCTTa
(mexay 31 u 85 ronunn). He e HeoOxoauma npoMsiHa Ha J103aTa Bb3 OCHOBA Ha Bb3pacTTa.

5.3 IlpeakIMHMYHHU JaHHU 32 0€30MACHOCT

Tepunapatua He € IOKa3an FTeHOTOKCHYHOCT IIPY CTaHAapTeH Habop oT TecToBe. He ca yctanoBeHM
TepaTOreHHU e()eKTH MPH TUIBXOBE, MUIIKH U 3aiiii. He ca HaOnronaBanu 3HaUnMH e(EKTH MpH
npujarane Ha tepunapatuj B qHeBHu 103u ot 30 1o 1 000 mukporpama/kg npu OpeMEeHHHU TUIBXOBE
i mumiky. Oeranna pe3opOius 1 HaMaleHa rojleMrHa Ha KOTHIIOTO, o0aue, ce HabIo1aBaT npu
OpeMeHHH 3ailiIi, Ha KOUTO ca MpuiIaraHu JHeBHU 1034 OT 3 10 100 muxporpama/kg.
EmOpuorokcuvHoCTTa, HAOMIO1aBaHa TP 3alIM, MOXKE /1a € CBhpP3aHa C TAXHATa MHOTO MO-ToJIsIMarTa
YyBCTBUTENHOCT KbM edextute Ha PTH BbpXy HOHM3NpaHNs Kadiuil B KpbBTa B CPAaBHEHHE C
TpHU3aUUTE.

[Ipu mrpX0BE CHCTEMHOTO €XKEeTHEBHO MPIIIOKEHUE BOIM JI0 J03a-3aBHCHMO CBPBHX0Opa3yBaHe Ha
KOCTHA ThKaH ¥ MTOBHUIIIEHA YE€CTOTa Ha OCTEOCAPKOM, Hal-BEPOSITHO B PE3YNITAT HA EMTUTCHETUYCH
MexaHu3bM. TepumnapaTul He MOBUINIaBa YECTOTAaTa Ha KOWTO U Jia € IPYT TUI HEOIUTa3Hsl IIPH
rbxoBe. [lopann pasnuumsita BB GU3NOIOTHATA HA KOCTUTE IIPU TUTHXOBETE M YOBEKA, KIIMHMYHATA
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3HAYMMOCT Ha Te3H JAHHW BEpPOSATHO € Manka. He ca HaOnronaBaHu KOCTHU TyMOPH TPH
OBapHOEKTOMUPAaHN MaiiMyHH, JIEKyBaHH 3a TIeproA OT 18 Mecera nim 1mo Bpeme Ha 3-TOAUIITHUS
MIEPHO]T HA TIPOCIeAIBaHe CIIe]] MPEeKpaTsIBaHe Ha ICUCHUETO. B JomrbIHeHNE HAa TOBA, IO BpeMe Ha
KIIMHUYHUTE MPOYYBAHUS WIH TIPU TIPOCIICIBAHETO CIIE JICUSHUETO, HEe € HaOJIr01aBaHa mosiBaTa Ha
0CTEOCAPKOMH.

[IpoyuBaHusiTa P KUBOTHU MIOKA3BAT, Ye CHIITHO HAMAJICHUST YSPHOIPOOCH KPHBOTOK TIOHMKABA
excriosuiaTa Ha PTH kbpM ocHOBHaTa nenmtenHa cucreMa (KymdepoBure kineTkn) 1 mociieBamusT
kiaupbHC Ha PTH(1-84).

6. OAPMAIIEBTUYHU JAHHU
6.1 Cnucbk HAa IOMOIIHHUTE BeLIECTBA

Jlegena ouerHa KucenuHa

ManwuTton

Merakpeson

Harpues anerat Tpuxuapar

XiopoBoaopoIHA KHCETHHA (3a Kopekius Ha pH)
Hatpues xunpoxcup (3a kopekius Ha pH)

Bona 3a unxxekuuu

6.2 HecbBMecTHUMOCTH

ITopanu nuncaTta Ha MPOYYBAHUS OTHOCHO ChbBMECTUMOCTTA, TO3H JICKAPCTBEH NPOIYKT HE TpsAOBa Ja
CE CMECBa C IpyTU JIEKAPCTBEHU IIPOYKTH.

6.3 Cpok Ha rogHoCT

2 TOINHU

XuMu4Ha cTaOMITHOCT TPH yHoTpeda € yCTaHOBeHa 3a 28 qHu mpu TeMmepatypa 2-8°C.

OT MUKPOOHOJIOTHYHA TJIe/IHA TOYKa, BEIHEXK OTBOPEH MPOYKTa MOXKE JIa Ce ChbXpaHsIBa MAaKCUMYM
28 nHM B paMKHTE Ha CpoKa Ha TOAHOCT NpH TeMneparypa ot 2°C o §°C.

ChbxpaHEeHHETO Ha MPOAYKTA MU yroTpeda 3a APYr Nepruol U pU APYTH yCIOBUS, OCTaBa Ha
OTTOBOPHOCT Ha TIOTPEOUTETIS.

6.4 ChenuaJHM ycJI0BHUS HA CbXpaHeHUe

Ia ce cexpanssa B xmaquiauk (2°C — 8°C). Crex ocTaBsiHe Ha IaTPOHA B MUCAJIKaTa, Te (ucaaKaTa
C IOCTaBEeH MaTPOH) TPsiOBa /1a ce BbpHAT B XJIaJWJIHUKa He3a0aBHO ciiel ynoTpeoa.

[a He ce 3ampassBa. [laTpoHbT TpsiOBa a ce chXpaHsABa BbB BHHIIHATA ONAKOBKA, 3a JIa c€ Mpeana3u

OT CBCTJIMHA.

He cpxpansBaiiTe HHXXEKTHUPAIIOTO YCTPOMCTBO ¢ MPUKpPENEHA Ha Hero uria. He n3Baxkaaite natpoHa
OT THcalKara clieJl TbpBara ynorpeoa.

3a ycioBuUsTa 3a ChbXpaHEHHUE CIIe]] TbPBO OTBAPSIHE Ha JEKAPCTBEHUS MIPOAYKT BHXKTE TOUKa 6.3.
6.5 Bwuau chbabp:kaHue HA ONAKOBKATA
3 ml maTpoH (CUITMKOHU3UPAHO CTHKIIO THII [) ¢ OyTasno u 3amevarsan] JUCK (aTyMUHHEBa OOKaTKa U

TYMEHO MMOKPHUTHE), OTIAKOBAHU B TUTACTMACOB OJIMCTED, 3aledaTaH ¢ MOKPHUBHO (POIHO, U TAaKETUPAHU
B KapTOHEHAa KyTHsl.
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Bcekn marpon ceabpixka 2,4 ml pasrBop choTBeTcTBaMIO Ha 28 1031 mo 20 Mukporpama (B
80 MukpoauTpa).

Bunose onakoBku:

Movymia 1 narpon wiu 3 narpoHa.

Movymia ormakoBKa ¢ IaTpoH M IHCaJIKa:
1 kapronena omakoBka ¢ Movymia narpos (chabpskaina 1 marpos) u 1 KapToHEHa OIMaKoBKa
Movymia Pen (ceaspikamia 1 nucanka).

He BcHYKH BHIOBE OMAKOBKHM MOYE Ja ObJaT MyCHATH B MPOaaxoa.
6.6 CrHenuajHu NpeINa3Hu MEPKH IPH U3XBbPJIsiHE H padoTa

Movymia urKeKInOHeH pa3TBop ce mpeiara B narpos. [latponure Movymia ca nmpeaHa3HayeHH 3a
yrnotpeba emurcTBeHO ¢ MOVYmia Pen, koeTo € MHOTr01030Ba THCalIKa 38 MHOTOKpaTHa yroTpeoa.
[Tatponute Movymia He TpsiOBa qa ObaaT U3MONI3BaHU ¢ Apyry nucanku. C TO3U JEKapCTBEH MPOIYKT
HE ce MPEIOCTaBsT MUCaJKaTa U MHKEKIIMOHHUTE UK. 3a 3amouBaHe Ha JieueHHeTo odaue TpsaOBa 1a
Ce M3I0JI3Ba ONIAKOBKATa, ChAbpPIKAIa IATPOH U MTUCAJIKA, B KOSITO UMa €JJHa KapTOHEHA OIaKOBKa
Movymia narpon u eana omakoBka Movymia Pen.

Bceku nmatpoH u nucanka TpsiOBa Aa ce U3Io3Ba caMo OT eWH maiueHT. [lucankaTra moxe Ja ce
M3M0J13Ba C MH)KEKIIMOHHM UM 32 IIMCANIKA, pa3padoTenu cbriacHo ISO cranmapt 3a MHXEKUINOHHU
uriy, ¢ pazmepu Mmexay 29 G mo 31 G (muametsp 0,25 — 0,33 mm) u AbDKMHA MEXKAY S mm 10
12,7 mm, caMo 3a MOJKOXHO WH)KEKTHPAHE.

ITpu Besika nH>KeKLus TPsiOBa 1a M3II0JI3BAa HOBA, CTEPUIIHA MIJIA 32 [TUCAJIKA.

CpoKBT Ha TOJTHOCT, OTOETISI3aH HA €TUKETa Ha MaTpoHa TpsOBa ja Objie IpoBepsiBaH BUHATH MTPEIH
nocraBssHeTo My B Movymia Pen. 3a a ce u3berHaT rpeiiky npy JICYSHUETo € HEOOXOAUMO J1a Ce
YBEpHUTE, Ue J1aTaTa, KOraTo 3armoyvna Jja ce M3I0JI3Ba HOB MMaTPOH € Hali-MaJIko 28 THU Ipeau JaTara

Ha U3TUYaHC Ha CPOKa Ha TOJAHOCT.

Jlarara Ha npuiIaraHe Ha ITbpBaTa MHXKEKIIMS TPSIOBa CHILO Ja CE 3alMIlIe BEPXY BHHIITHATA ONTAKOBKa
Ha Movymia (Bx. npeBUICHOTO MSCTO BbpXY KyTusita: {I{IppBa ynorpebda:}).

IIpeau na n3noa3Ba yCTPOHCTBOTO - MHMCANKA 32 IBPBH BT, MALMEHTHT TPAOBa Ja MpodeTe U pazdepe
MHCTPYKIMHTE 32 U3II0JI3BAHE Ha MHCAJIKaTa, KOSATO € MPUIIOKEeHa KbM MHCaJIKaTa.

Crien Besika MHXKEKITHS, TTMCANIKaTa TPOBa J1a ce BbpHE B xuamuiHuka. Cien mppBaTa ynorpeoa,
maTpoHa He TPsIOBa /1a ce M3BaXKa OT MUCcAIKaTa IIpe3 28-Te JHU Ha yrmoTpeda.

Bcexn [aTpoH TpSI6Ba Ja CC U3XBBHPJIU IO MOAXOMAAIT HAYNH 28 AHU CJIC IBbPBOTO U3IOJ3BAHE, JOPpH
Ja HC € HAITbJIHO ITPAa3CH.

Movymia nmKeKInoHeH pa3TBoOp He TpsOBa Ja ce MPeXBbPIIs B CHPUHIIOBKA.
[Ipa3uuTe naTpoH" HE TPAOBA /1a CE€ MMBJIHIT OTHOBO.
Movymia He Tpsi0Ba 1a ce U3M0I3Ba, AKO Pa3TBOPBT € MBTEH, OLIBETCH HIM ChAbP)KA YACTHUIIH.

Hewnsnon3sanust IMPOAYKT WJIM OTHHAABYHUTEC MaTCPpUAIN OT HETO TpSI6Ba Ja C€ U3BXBBPJIAT B
CbOTBCTCTBHUEC HA MCCTHUTC N3HCKBAHUAI.
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7. IPUTEXATEJI HA PASPEIHIEHUETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18
61118 Bad Vilbel

T'epmanus
8. HOMEPA HA PABPEILIEHUETO 3A YIIOTPEBA
EU/1/16/1161/001 [1 maTtpoH]

EU/1/16/1161/002 [3 maTpona]
EU/1/16/1161/003 [onakoBKa ¢ MaTpoOH U Mucajkal

9. JATA HA ITBbPBO PASPEHIABAHE 3A YIIOTPEBA/ITOJAHOBSIBSIHE HA
PASPELHIEHUETO 3A YIIOTPEBA

Jata Ha TBpBOTO paspemanane 3a yrnorpeda: 11 sayapu 2017 r.

[Hara Ha nocneano nmogHoBsBane: 16 CentemBpu 2021 r.

10. [JATA HA AKTYAJIM3ALIMSA HA TEKCTA

[Hompo6Ha nH(MDOpMaIUs 32 TO3M JIEKApCTBEH MPOIYKT € pejocTaBeHa Ha yeOcaiita Ha EBporetickara
areHIus o JiekapcreaTa https://www.ema.europa.eu.
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HPUJIOKEHHUE I1

MPOU3BOUTE.] HA BHOJIOTMYHO AKTUBHOTO
BEILECTBO U MIPOU3BOJUTEJ (M), OTTOBOPEH(HH)
3A OCBOBOXKJABAHE HA MTAPTU/IU

YCJIIOBUSA NI OTPAHUYEHMUSA 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIOBUA U UBUCKBAHUA HA
PASPEIHEHUETO 3A YIIOTPEBA

YCJOBUA NJIN OTPAHUYEHUS 3A BE3OITACHA "

E®EKTHUBHA YIIOTPEEA HA JIEKAPCTBEHMSI
MPOJIYKT
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A.  NPOU3BOIUTEJ HA BUOJIOI'MYHO AKTHUBHOTO BEIHECTBO U
INPOU3BOJUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOXJIABAHE HA ITAPTUIU

HMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTUYHO AaKTUBHOTO BCIICCTBO

Richter BioLogics GmbH
Dengelsberg

24796 Bovenau
T'epmanus

HMe u aipec Ha IPOU3BOAUTEINTE, OTTOBOPHU 34 OCBO60)KI[aBaHe Ha NapTUuauTe

Gedeon Richter Plc.
Gyomr6i Gt 19-21
H-1103 Budapest
YHrapus

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmannus

IlewaTHaTa TUCTOBKA Ha JIEKAPCTBEHHS MPOAYKT TPOBa Ja ChIbPKa UMETO U ajpeca Ha
MIPOM3BOIUTEINS, OTTOBOPEH 32 OCBOOOKIaBAaHETO HA ChOTBETHATA APTH/IA.

b. YCJIOBUSA WU OTPAHUYEHUS 3A TIOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IHT MMPOAYKT C€ OTITYCKA I10 JICKAPCKO NPCANNCaHUC.

B. JAPYI'M YCJIOBUA N UBUCKBAHUA HA PASPEIIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaaau 3a oesonacuoct (ITAIB)

W3zuckBanusra 3a nogasane Ha [TAJIb 3a 6e3omacHOCT 3a TO3M JIeKapCcTBEH MPOAYKT €A IIOCOYEHH B
cnuchKa ¢ pedepentute gatu Ha EBponeiickus cpro3 (EURD cnucewk), npeasunes B wi. 1078, an. 7
ot lupexrusa 2001/83/EO, 1 BbB BCHYKH CJIEBAIU aKTyaIH3alliy, MyOIIMKyBaH! Ha EBPOIIEHCKUS
yeOTopTa 3a JiekapcTaa.

. YCJaoBus WJin O'PAHUYEHUS 3A BE3OITIACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA ITPOAYKT

o Ilnan 3a ynpaBaenue Ha pucka (ITYP)

[purexatensrt Ha pa3pemenueto 3a ynorpeba ([TPY) TpsOBa 1a n3BbpIIBa H3UCKBAHUTE ICHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIIesIBaHe Ha JeKapcTBeHaTa 0€301acHOCT, mocoueHu B ogo0penus [1YP,
npezcraBed B Moayi 1.8.2 Ha pa3penieHueTo 3a ynorpebda, KakTo U BbB BCHUKH CIIE/IBAIA 0JI00PEHH
akTyanusaunu Ha ITYP.

Axrtyanmusupan [TYP Tpsa6Ba na ce momaBa:

. 1o uckaHe Ha EBpornelickara areHIus o JeKapcTBaTa;

. BUHATH, KOTAaTO CE U3MEHS CHCTEMAaTa 3a yIpaBJICHUE Ha PUCKA, OCOOCHO B PE3yiITaT Ha
nmoJTyyaBaHe Ha HOBa WH(OpPMAITHs, KOATO MOXKE Ja JOBEJE 10 3HAYMMHU IIPOMEHU B
CHOTHOIIICHUETO ITOJI3a/PUCK, WU CIIE] JOCTUTAHE Ha BaXKEH eTall (BB BPh3Ka C MPOCICISIBaHe
Ha JIEKapCTBeHATa 0€30MIaCHOCT WITH CBEXKJAaHE HA PUCKA 1O MUHUMYM).
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HPUJIOKEHHE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA TATPOHA

| 1. NME HA JIEKAPCTBEHUS NPOAYKT

Movymia 20 mukporpama/80 MHKPOIUTpa HHKEKIIHOHEH Pa3TBOP
TepunapaTHI

[2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEULIECTBO(A)

Beska mo3a 80 MukponmTpa chabpika 20 MUKpOTpaMa TepHITapaTh.
Bceku matpoH cbabprxka 28 103u mo 20 Mukporpama (Ha 80 MUKPOJIHTPA).

| 3. CIIMCBK HA IOMOIIHUTE BEIHIECTBA

Jie/ieHa OlleTHA KUCENHA, HATPUEB alleTaT TPUXUAPAT, MAaHUTOJ, METaKPE30J1, BOJIa 32 MHXKEKIIHUH,
XJIOPOBOJIOPOJIHA KUCENWHA (32 Kopekius Ha pH) u HaTpueB xunpokcu (3a kopekius Ha pH). 3a
JOITBTHATETHA WH(OPMAIIHSI BIKTE JIUCTOBKATA.

| 4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKkIMoHEH pa3TBOP

1 narpon
3 maTpoHa

28 no3u
3 x 28 no3u

| 5. HAYYH HA ITIPUJIOKEHUE U IbT(MIIA) HA BBBEX/IAHE

[Ipenu ynorpeda mpoyereTe JUCTOBKATA.
[ToakoKHO TPUIOKEHUE

QR oz mie 06 BKIIOUEH
movymiapatients.com

6. CHHEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA JIELIA

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

| 7. APYTI'U CHEHUAJIHU NPEAYHPEXJIEHNUS, AKO E HEOBXOJINMO

M3nom3BaiiTe camo ¢ mucankata Movymia.
He u3Baxxpaiite marpoHa OT mucaikaTa npe3 28-IHeBHUS Ieprol Ha yrnorpeoa.
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| 8. JATA HA I3TUYAHE CPOKA HA T'OAHOCT

T'onen no:
ITatpoubT TpsiOBa Aa ce M3XBHPIU 28 THU CIIe] TbpBaTa yrnoTpeoa.

[TepBa ynotpeda: 1. ....ccocvevvvvrnnee 120 i 130 e {mexcmovm 6 cuso ce omnacs
3a onaxoexkama c¢ 3 opos }

| 9. CIHHEHHUAJIHHU YCJIOBUS HA CbXPAHEHUE

Ha ce cpxpaHsBa B XJIQIMITHUK.

[a He ce 3ampa3siBa.

INaTpoHbT TpsIOBa a ce ChXpaHsIBa BbB BBHHITHATA KAPTOHEHA OIIAKOBKA, 3a Jla CE IPe/ a3y OT
CBETJIMHA.

10. CHELOHWAJIHM NPEANTASHU MEPKU INTPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOJAYKTHU WJIN OTHIAABYHU MATEPUAJIN
OT TAX, AKO CE UBUCKBAT TAKHUBA

| 11. HWME U AJJPEC HA IPUTEXKATEJISA HA PASPEHIEHHUETO 3A YIIOTPEBA |

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmanus

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

EU/1/16/1161/001 [1 natpox]
EU/1/16/1161/002 [3 narponal]

| 13. TAPTHJIEH HOMEP

ITapTunen Ne

| 14. HAYMH HA OTIIYCKAHE |

| 15.  YKA3AHUS 3A YIIOTPEBA |

[16. MH®OPMALMS HA BPAIJIOBA A3BYKA |

Movymia natpon

‘ 17.  YHUKAJIEH WIEHTU®UKATOP — JIBYU3MEPEH BAPKO/L

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HHACHTH(PUKATOP

21



‘ 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSA HA OTAKOBKATA C IIATPOH U ITUCAJIKA

| 1. NME HA JIEKAPCTBEHUS NPOAYKT

Movymia 20 mukporpama/80 MHKPOIUTpa HHKEKIIHOHEH Pa3TBOP
TepunapaTH

[2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEULIECTBO(A)

Beska mo3a 80 MukponmTpa chabpika 20 MUKpOTpaMa TepHITapaTh.
Bcexu matpon cbappxa 28 go3u mo 20 Mukporpama (Ha 80 MUKpOIHTPa).

3.  CHHCBK HA IOMOIIIHUTE BEIIIECTBA |

Jie/icHa OlleTHA KUCENHA, HATPUEB alleTaT TPUXUAPAT, MAaHUTOJ, METaKPE30JI, BOJIa 32 MHXKEKITHH,
XJIOPOBOJIOPO/IHA KHCENHHA (3a Kopekiusa Ha pH) u HaTtpues xuapokcun (3a kopekius Ha pH). 3a
JOIBITHATETHA WH(OPMAIIHSI BIXKTE JTUCTOBKATA.

| 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKkIMoHEH pa3TBOP

1 Movymia naTpoH
1 Movymia Pen

28 no3u

/[a He ce mpoxaBat OTAEIHO.

| 5. HAYMH HA ITPUWJIOKEHUE U ITBT(MIIIA) HA BHBEKJTAHE

OmnakoBKaTa ¢ MaTpoOH U nacajika Tp516Ba Jla ce M3II0JI3Ba caMo 3a 3alo4yBaHe Ha JieueHueTo. He
W3BXKIANTE I[aTpoHa OT IMMUcCaJjiKkaTa IIpe3 28-,Z[H€BHI/I$I Nepuoa Ha yHOTpe6a.

[Ipenu ynotpeda npouerete arcToBKara Ha Movymia MaTpoH U yKazaHusTa 32 ynoTpeda Ha Movymia
Pen.
[ToAKOKHO TIPHIIOKEHHE

QR kox e 061 BKITIOUCH
movymiapatients.com

6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBbXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA JTIEITA

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

| 7. APYTI'U CHEIIMAJIHU ITPEAYHPEXIEHUSA, AKO E HEOBXOJUMO

23



| 8. JATA HA U3TUYAHE CPOKA HA I'OAHOCT

TI'onen no:

ITatpousT TpsiOBa Aa ce M3XBHPIU 28 THU CIIe]] TbpBaTa yrnoTpeoa.

| 9. CIHEIlMAJIHU YCJIOBUS HA CbXPAHEHUE

[Ja ce cbxpaHsBa B XJIaJUIHUK.
[Ja He ce 3ampa3ssBa.

10. CHELHWAJIHM NPEANTASHU MEPKU INTPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOJAYKTHU WJIN OTHIAABYHU MATEPUAJIN
OT TAX, AKO CE H3UCKBAT TAKHBA

| 11. HMME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEFA

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmanus

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

EU/1/16/1161/003 [omakoBKa ¢ MATPOH ¥ Macajkal

| 13. MAPTUJEH HOMEP

[Maptuaen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMUIS 3A YIIOTPEBA

| 16. HMH®OPMAIIMS HA BPAMJIOBA A3BBYKA

Movymia natpoH u nucasika

‘ 17. YHUKAJIEH WIEHTUO®PUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJI ¢ BKIIOYCH YHUKAICH HHICHTH(PHKATOP
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‘ 18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

IHI'bPBUYHA OITAKOBKA 3A ITATPOH

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

Movymia 20 mukporpama/80 MUKPOIUTPa HHKEKIIHOHEH Pa3TBOP
TepHUIIapaTH]

[2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Beska no3a 80 Mmukponutpa cbabpika 20 MUKporpaMa TepUnapaTu.
Bceku matpon chaspika 28 mo3u o 20 mukporpama (Ha 80 MUKpOIUTpa).

| 3. CIIUCBK HA IOMOIIHUTE BEIIECTBA

JIC/JICHA OLICTHA KMCEIMHA, HATPUEB alleTaT TPUXHUIPAT, MAHUTOJI, METaKPE30JI, BOJIa 32 HHKCKIIUH,
XJIOPOBOJIOPO/IHA KHCeNrHA (3a Kopekius Ha pH) u HaTpueB xuapokcun (3a kopekius Ha pH). 3a
JIOIBTHUTETHA HH(OPMAIIHSI BHXKTE JIUCTOBKATA.

| 4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxek1MoHeH pa3TBOP
1 marpon

28 no3u

[5.  HAYMH HA NPUJIOKEHUE U MBT(UIIA) HA BLBEKJIAHE

[Ipenu ymorpebda mpoverere TUCTOBKATA.
[ToakoKHO PUIOKEHUE

QR kox e 0b1e BKITIOUCH
movymiapatients.com

6. CIHIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYHE OT HOTJVIEJA U TOCET'A HA JIELIA

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

| 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOANMMO

W3non3eaiite camo ¢ mucankata Movymia.
He n3BaxkmaiiTe marpona oT mucagkara rnpes 28-aIHeBHUS MIEPHOT Ha YIIoTpeoa.
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| 8. JATA HA I3TUYAHE CPOKA HA T'OAHOCT

T'onen no:
ITatpoubT TpsiOBa Aa ce M3XBHPIU 28 THU CIIE]] TbpBaTa yrnoTpeoa.

[TbpBa ynoTpeoa: ......cccceveeueeneene.

| 9. CIHIEHUMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ha ce cbxpansiBa B XJIaJUITHUK.

Jla He ce 3ampassiBa.

INaTpoHbT TpsIOBa a ce ChXpaHsIBa BbB BHHITHATA KAPTOHEHA OIAKOBKA, 3a Jla Ce Ipe/na3u OT
CBETJIMHA.

10. CHELHWAJIHM NPEANTASHU MEPKU INTPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU WJIN OTITAABYHU MATEPUAJIN
OT TAX, AKO CE H3UCKBAT TAKHBA

| 11. HWME U AJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA |

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmanus

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

| 13. MAPTHJIEH HOMEP |

[Maptuaen Ne

| 14. HAYMH HA OTIIYCKAHE |

[15.  YKA3AHMUSI 3A YIIOTPEBA |

[16.  MH®OPMAILMSI HA BPAILJIOBA A3BYKA |

Movymia natpon

‘ 17.  YHUKAJIEH WAEHTU®UKATOP — JIBYUSMEPEH BAPKOJ

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

INOKPUBHO ®0OJINO

| 1. UME HA JIEKAPCTBEHUS NPOAYKT

Movymia 20 mukporpama/80 MHKPOIUTpa HHKEKIIHOHEH Pa3TBOP
TepunapaTHI

| 2. NUME U AIPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

STADA {kamo no2o}

| 3. JATA HA I3TUYAHE CPOKA HA 'OAHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JIPYIO

[MoakoxxHO npuiaokeHue {1x}
s.C. {3x}

Ja ce cbxpaHsBa B XJIaIMJIHUK.
28 no3u

W3nom3Baiite camo ¢ mucankata Movymia.

28



MHUHHMMYM JAHHU, KOUTO TPABBA JJA CBbABPXKAT MAJIKUTE EJMHUYHHN
II'bPBUYHH OITAKOBKH

ETUKET

| 1. HUME HA JIEKAPCTBEHUSA NPOAYKT U I'BT(MIA) HA BBBEXKXIAHE

Movymia 20 pg /80 ul, nmkekims
TepHUIIAPATH]I

S.C.

| 2. HAYMH HA ITPUJIOKEHUE

| 3. JATA HA I3TUYAHE CPOKA HA T'OAHOCT

| 4. IHAPTUJIEH HOMEP

[5. CBHIBbPIKAHUE KATO MACA, OGEM WM EJUHULIA
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b. JUCTOBKA
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JlncroBka: undopmanusi 3a noTpeduTeNs

Movymia 20 mukporpama/80) MUKPOJIUTPa HHKEKIIHOHEH Pa3TBOP
tepunapaTuz (teriparatide)

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, IIPEeIU 1A 3alI0YHeTe 12 U3M0JI3BaTe TOBA

JIEKAPCTBO, Thil KATO TS ChAbPKA BaxkHa 3a Bac undopmanus.

- 3amazere Ta3u IUCTOBKA. MOJKe /1a ce HaJIOXKH J1a 5 IPOYETETe OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa nekapcTBo € mpennucano auyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To Moxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe Kato Bammre.

- AKO TIOJTyYnTe HAKAKBU HEXEJIaHU PEaklny, yBeaoMeTe Bamus iekap vwiu gapmariet. ToBa
BKJIFOYBAa U BCUYKH Bb3MOXXHH HCKECJIIaHU pE€aKlIMU, HCOIMMCAHU B Ta3W JINCTOBKA. BuxTte Touka

4.

Kakso CbAbPiKa Ta3u JIMCTOBKA:

1. Kakso nipencrasisisa Movymia u 3a KakBoO ce U3I0JI3Ba

2. KakBo Tpsi0Ba 1a 3HaeTe, mpeu Aa usnoiassare Movymia

3. Kak ma npumarare Movymia

4. BB3MOXXHU HEXETaHU peakuu

5. Kak na cpxpanssate Movymia

6. ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS
1. KakBo npeacraBasiBa Movymia u 3a KakBo ce U3M0JI13Ba

Movymia cbbpka akTHBHOTO BELIECTBO TEPUIIAPATH/I, KOSTO CE M3I0JI3Ba 32 3a3/paBsBaHe Ha
KOCTHTE U HaMaJIsIBaHE HA PUCKa OT ()PaKTypu MOCPEICTBOM CTHMYIHPAaHE HAa KOCTOOOPa3yBaHETO.

Movymia CC M3II0JI3Ba 3a JICUCHUC Ha OCTCOIIOPO3a IIPHU Bb3PaCTHU. OCTGOHOpO3aTa € 33,60J'I$IB3,H€,
KOCTO MOXKC [1a HallpaBu Bammre xocTi ThHKH B YYIJINBU. ToBa 3a0oinsaBaHe ce cpeiia npeaAuMHO IIpU
JKCHHUTE CJI€a MEHOIIay3a, HO MOKE CBIIO [1a CC IMOSABU IIPHU MBIKE. OCTeonopo3aTa ChbII0 € YeCTa Ipn
MNanueHTH, NpUeMaIlu JCKapCTBaTa NIFOKOKOPTUKOU .

2. KaxBo Tps6Ba 1a 3HaeTe mpeau Aa usnoaszsare Movymia

He u3nou3Baiite Movymia:

. aKo CTe ajlepruieH KbM TepPHIIapaTH]I HITU KbM HSIKOSI OT OCTAHAINTE ChCTABKU HA TOBA
JieKapcTBO (M30pOEHH B TOUKA 6).

. aKo MMaTe BHCOKH HHMBa Ha KaJIIMH B KPBBTA (ChIIECTBYBAIA XUIICPKATIIIHEMHS).

. aKo CTpajzaTe OT CeproO3HU MpobIeMu ¢ OrOpernuTe.

. aKo MMaTe PaK Ha KOCTUTE WM APYT'H PaKoBHU 3a00JIsIBaHMS, KOUTO CE Pa3MpPOCTPaHsBAT
(meracTasupar) B koctute Bu.

. aKo “MaTe U3BECTHU 3a00JIsIBaHMsI Ha KOCTHUTE. AKO UMaTe KOCTHO 3a00JIsiBaHe, KaKeTe Ha
Bamusa nekap.

. aKo MaTe HeoOICHMMO BHCOKHM HUBA Ha ajkaiHaTa ¢ocdaTasa B KpbBTa CH, KOETO 03HAYABA,

4ye Moke Jla uMate Oosectta Ha [ledpker Ha KocTuTe (3a0omsBaHe ¢ HEOOUYAHN IPOMEHH B
KOCTHTE). AKO HE CT€ CUTypHH, TonuTainTe Bammus nekap.

. aKo CTe IPOBEXK AN JbUelIedeHNE, BKI0YBAI0 KocTuTe Bu.

. aKo cTe OpeMEeHHa UM KbPMUTE.

Ipexynpesxknenns u NpeanasHu MepKU
Movymia Moxe 1a MpUYMHYU MOBHIIABAHE HAa KOJMYESCTBOTO Ha KaJIUi B KPHBTA WK ypuHaTa Bu.
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Kaxere Ha Barmust siekap win apMaiieBT Ipeau U 10KaTo unoiassare Movymia:

. aKo “Mate MPOIBIDKUTEITHO TajieHe, MOBPbhIaHe, KOHCTUTIAINS, OE3CUIINE HITH MYCKYyITHA
cmabocTt. ToBa Moxxe 11a ca Oee3n Ha MpeKaJeHO MHOTO KAl B KpbBTa Bu.

. aKo CTpaJiaTe OT KaMbHH B ObOPELIUTE WK UMATe aHAMHE3a 32 ObOPEYHU KaMBHHU.

. aKo cTpajaare ot Ob0pedrn pobieMu (yMepeHo ObOPEUHO yBpEXKIaHe).

Hsxou nanueHTy noiny4aBar 3aMaiiBaHe MIJIM UMAT YCKOPEHO ChpIIcOMEHE CIIe/T MbPBUTE HIKOJIKO
nqo3u or Movymia. 3a mepBHTE 103U HEKEeKTHpaiiTe MOVymia TaM, KbIETO BEIHATa MOXKETE J1a
CeJIHETE WK JIa JIETHEeTe, aKO TMOyYUTe 3aMaiiBaHe.

[IpenopbunTENHOTO BpeMe 3a JieueHHne oT 24 Mecena He TpsiOBa Ja ce MPEeBUIIIABA.

[Ipenu na nocraBute nmatpoH B Movymia Pen, 3anuiiere BbpXy BbHIIIHATA OIIAKOBKA Ha MaTPOHA
naptuaaus Homep (Lot) Ha maTpoHa U 1aTaTa Ha IpUJIaraHe Ha IIbpBaTa MHXEKIUS U MPeloCTaBIiTe
Ta3u HHPOPMAIH, KOraTo cho0IaBare 3a He)KeTIaH! PEaKIi.

Movymia ue TpsiOBa Jia ce mpuiara Ipu Bb3pacTHH BB (pa3a Ha pacTex.

Jleua u roHOIIH
Movymia He Tpsi0Ba J1a ce mpuiiara rnpH Jena 1 1oHomM (1moj 18-roauiinHa Bb3pacr).

Opyru JexapcrBa u Movymia

TpsiOBa na kaxxere Ha Bammst nekap win GpapmaneBT, ako pueMare, HaCKOpO CTE MPUEMAaIH HiIH €
BB3MOXKHO Ja IpUeMaTe APYrH JIEKapcTBa.

ToBa e BasKHO, 3aI[0TO HIKOH JICKAPCTBa (HAIP. AUTOKCHH/IUTUTAIHC — JICKAPCTBO, H3MOJI3BAHO 32
JIeYCHNUE Ha ChP/ICYHO 3a00IsIBAHE) MOXKE 12 B3aMMO/ICHCTBAT C TePHUIIAPATHL.

BpeMeHHOCT H KbpMeEHe

He usnomnsBaiite Movymia, ako cre OGpeMeHHa WiIH KbpMHTE. AKO CTE JKEHA C IETEPOJICH MOTSHIHAI,
TpsiOBa J1a M3MOJI3BATE HAMEXKIEH METOJI Cpelly 3abpeMeHsIBaHe Tpu yroTpeda Ha Movymia. Ako
3abpemMeneeTe foKkato mpuemate Movymia, ynorpebara na MOvymia TpsibBa 1a ce IpeyCTaHOBH.
CeBetBaiiTe ce ¢ Bamms nekap wim dapMaieBT npeu MpreMa Ha TOBa JIEKapCTRBO.

Ilodupane u padoTa ¢ MAIIUHU

Hsikou mar@eHTn MOsKe Jia TI0YyBCTBAT 3aMasiHOCT CJIe]] HHKeKTHpaHeTo Ha Movymia. B ciyyait, ye
ce TIoYyBCcTBaTe 3aMasi, Bue He TpsiOBa 1a modupaTe WK a H3M0A3BaTe MAITUHA, JOKATO HE Ce
MOYyBCTBATE MO-A00pE.

Movymia cbabpika HATpHid
ToBa jekapcTBO ChABPIKA MO-MaJIKO 0T 1 mmol Hatpuit (23 mg) Ha 1034, T.€. MOXKE Ja ce Kaxe, 4e
IIPaKTUYECKH HE ChIBPKA HATPUI.

3. Kaxk na mpuiaarare Movymia

Bunaru npunaraiite ToBa JIeKapcTBO TOYHO Taka, kKakTo Bu e kazan Bammst rekap. Koncynrupare ce
¢ Bamws nekap wnn hapmarieBT, ako HE CT€ CUTYPHHU.

Ipenopbuutennata q03a ¢ 20 MUKporpama (ChboTBeTCTBAIO Ha 80 MUKPOJUTPA), MPUIOKECHA BETHBIK
JTHEBHO Ype3 MHKEKTHpaHe Mo KoXkaTa (TIOAKOKHO WH)KEKTHpaHe) B 00acTTa Ha OeIpOTO WK
Kopema.

3a na He 3a0paBsiTe MHXKEKTUPAHETO Ha Bameto nexapcTBo, mocTaBsiiTe MHKEKIHUATA 110 €JHO U CHII0
BpeMe BcekH jieH. Movymia Mosxe 1a Obie HHKEKTHPaH OKOJIO BpEMETO Ha XpaHeHe. MHxkekTupaiite
Movymia Bceku [ieH B Tieproia, KOWTO € onpeeieH oT Bammus gekap. O0mara npoIbKATETHOCT Ha
neuerrero ¢ Movymia ue TpsibBa ma npepuiasa 24 mecena. He TpsOBa 1a moIy4nTe IMOBEYE OT €AUH
KypcC Ha JIedeHue oT 24 Mecela npe3 Leus CH KUBOT.
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Bammsr stekap moxe ga Bu oceBeTBa ma m3nonssare Movymia ¢ xamuit u suramun D. Bammsr
JIeKap Iie Ompeely 103aTa, KOsATo TpsiOBa Ja MorydaBaTe BCEKH JICH.

Movymia moxe /1a ce npuiara chC win 0e3 XpaHa.

[Marponure Movymia ca npeaHa3HauyeHHU 3a ynoTpeda eAMHCTBEHO ¢ MHOT0/1030BaTa
JekapcTBogocTasia cucteMa Movymia Pen 3a MHOrokpartHa yrnorpeda 1 CbBMECTHMH HMIJIH 32
nucaika. [Ticankara 1 MH)KEKLIMOHHHUTE UM HE ca BKIFOYeHH KbM MOvymia. 3a 3amo4BaHe Ha
JedeHueTo obade TpsAOBa Ja ce M3MOJI3Ba ONAKOBKATa C TATPOH M MHCANIKA, ChbpIKAIla eTHa
KapTOHEeHa ormakoBka MOvymia matpoH u enHa onakoBka Movymia Pen.

[TucankaTa MOXe Aa ce U3MO3Ba C MH)KEKIIMOHHH WTJIH 32 MHCANKa, pa3padoTeHu cbriacHo SO
CTaHJAPT 32 UHXKEKIIUOHHH UTIH, ¢ pazmepu Mexay 29 G o 31 G (muamersp 0,25 — 0,33 mm) u
JIBIDKMHA MEXIY 5 mm 10 12,7 mm, camMo 3a NOAKOKHO HHKEKTHUPaHE.

IIpeau mppBaTa ynorpeba, HocTaBeTe MaTpoHa B MUCAJIKATa. 3a a CTE CUTYPHH, Y€ Ipuiiarate
MPaBUIIHO TOBA JIEKAPCTBO, € MHOT'O Ba)KHO Ja CJIEABATE TOUYHO NOAPOOHUTE YKa3aHus 3a ynorpeda Ha
MUcalikaTa, KOUTOo MpHUApYXKaBaT MycaiKara.

3a nga uzdernere 3aMbpcsBaHe, IPU BCIKO HHXEKTHPAHE U3II0JI3BATE HOBA UIJIA U S U3XBBPILIHTE MO
Oe3oMmaceH HaUWH Clie] ynoTpeoa.

Huxora He cbXpaHsiBaliTe MUcalIKaTa ¢ IPUKPENIEHA KbM Hes UrJa.

Huxora He npeoTcThnBaiiTe Bamara nucanka Ha Apyry xopa.

He usnon3Baiite Movymia Pen 3a uHxeKkTHpaHe Ha JPYro JEKapcTBO (HAIp. HHCYIIHH).

[ucankaTa e nmpepHa3Ha4YeHa 3a Mpuarane camo Ha Movymia.

He npezapexnaiite naTpoHa.

He npexBbpisiiTe IEKapCTBOTO B CIIPUHLIOBKA.

Bue tpsi6Ba na mHxekTHpaTe Movymia IIIOM U3BaJUTE IIHCAJIKATa C [IOCTABE€H MATPOH OT XJIaJUIHUKA.
BrpHere nucankaTa ¢ ocTaBeH MAaTPOH B XJIaJMIHUKA BEAHATa CJIEA KaTO NPUKITIOUYUTE C HEHHOTO
u3non3sane. He n3Baxkaiite marpoHa oT mucankara cieli Bcsika ynorpeda. CbxpaHsBaiiTe ro B
JbpKada Ha IaTPOHA Ipe3 Lienus 28-1HEBEH N1epUOo/l Ha JIEUCHHUE.

IHoaroroBka Ha nucaJKaTa 3a ynorpedoa

- 3a j1a cTe CUrypHH, Ye npuiarate npasuiHo Movymia, Bunaru uerere MHCTpyKIMHTE 32
ynotpeba Ha Movymia Pen, KouTo ca BKIIOYECHH B KyTHsTA Ha MHCAJIKATA.

- MuiiTe pplieTe CH peiu Ja OOpaBHTE C MaTPOHA WIIM MTUCAJIKATA.

- [Mpeau na mocraBuTe MaTpoHa B MUCAIKATA, TPOBEPSBATE CPOKA MYy Ha TOJHOCT BBPXY
etuketa. TpsaOBa ja ce yBepHTe, 4e 10 H3THYAHETO Ha CPOKA HAa TOJHOCT Ha MATPOHA OCTaBaT
none 28 auu. [Ipenu mbpBaTa ynorpeda, mocTaBeTe NaTpoHa B MUCANKATA KAKTO € OIMCAHO B
WHCTPYKITUHTE 32 YIOTpeda Ha mucajikara. 3amucBaiite BbpXy KalleHaap MapTUIHNS HOMEp U
JlaTara Ha MpUiiaraHe Ha IMbpBaTa WHXKEKIUS OT BCEKHU maTpoH. Jlatara Ha mpuiarane Ha
I'bpBaTa WHXKEKIIMS TPsIOBa Jia ce 3alulle ChII0  BbpXY BBHIIIHATA OIIaKoBKa Ha Movymia (Bix.
NpEABUICHOTO MsICTO BbpXY KyTHsTa {IIbpBa ynorpeoa:}).

- Cren mocTaBsiHe HA HOB ITATPOH U MPENU ITbPBOTO HHYKEKTUPAHE C HETo, N3MpoOBaiTe
nUcajKara, KakTo € OIKMCaHo B MHCTPYKUMUTE 3a ynotpeda. He nznpodBaiite 0THOBO cien
npuiIaraHe Ha mbpBara J03a.

HuxexTupane Ha Movymia

- [penn na nmwkekTupate MOvymia, moyrcrere yyacTbka OT KOXKaTa, KbJETO IIE MPUIOKUTE
WHKEKIusTa (0epoTo MM KopeMa), CIIopeT yKa3aHusATa Ha Bamms jgexap.

- BraumMarenHo XBaHETE I'bHKA OT MOYUCTEHHUS YIaCTHK OT KOXKaTa M BKapalTe Wriiata IHPEeKTHO B
koxkaTta. HatucHere OyTanoTo u ro 3aIpbmXKTe I0KaTo HHAWKATOPHT 3a 03aTa ce€ BbpHE B
M3XOJIHO IOJIOKEHHE.

- Cren MHXEKTHpaHe, OCTaBeTe UIJIaTa B KOXaTa IIecT CEeKyH/IH, 3a []a € CUI'YPHO, Y€ CTe
HPUIOKUIIN IsUIaTa 103,

- Bennara cien nHxeKTUpaHe, MOCTaBeTE BHHIIIHATA MTPEATNa3Ha Kalmayka Ha UIJiaTa 3a mrcankara
U 3aBbpTETE KanadykaTra 0OpaTHO Ha YaCOBHUKOBATa CTpEJIKa, 3a J1a OTCTPAHUTE UIjara oT
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nucankaTa. I1o To3u HauMH 111e 3ama3uTe CTEPUIIHO OCTAHAJIOTO KOJIMYECTBO OT Movymia " 1Iic
n30eTHEeTe N3THUaHe OT IrcankaTa. OCBeH TOBA4, TaKa IS CIIPETE BPBIIAHE HAa Bb3AYX KbM
InaTpoHa U IIC MPECAOTBPATUTEC 3allyIIIBAHC Ha UIJIATa.

- ITocTaBeTe kamaukaTa Ha nucankara. OcraBere MaTpoHa B MrUcCajKara.

AKO NPHJI0KHTE MOBeYe 0T HeodxoaumaTa g03a Movymia

Axo, o TorpeInka, u3mosBare moseue Movymia ot HeoOX0MMOTO, CBBpIKETE ce ¢ Barms exap
Wiu papMarieBT.

EdexTrre, KOUTO MOKE JIa ce OYaKBAT B CIy4ail Ha Mpe03upaHe, BKIIOYBAT rajieHe, MOBPhIIaHE,
3aMasHOCT U TJ1aBO0OOIHeE.

AKo 3a0paBuTe aa npmioxute Movymia

Axko 3a0paBHTe HHXKEKLUATA WM HE MOXKETE Jla M3Mo3BaTe Bameto nekapcTBo B 00M4aiiHOTO BpeMe,
MHXEKTUpANTE IO Bb3MOXKHO Hal-CKOPO B paMKHUTE Ha cblus JeH. He nocrassiite ABoMHA 103, 3a Aa
KOMIIeHcHpaTe 3a0paBeHaTa 1o3a. He mocTaBsiiTe moBeye OT eAHA MHXEKIMS B €IUH U ChIIU JICH.

Axo cTe cripesin ynorpeéara na Movymia
Axo obmuCIATE CriMpaHe Ha JieueHneTo ¢ Movymia, mosst o6¢haeTe ToBa ¢ Barus jgekap. Bamust
Jekap mie Bu mochBeTBa 1 11e Pely KOJIKO Ao TpsOBa aa ce jJekysare ¢ Movymia.

AKO UMaTe HSKaKBU JOITBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKapCTBO, IOMHUTANTE
Bamus nekap wnu gpapMarieBT.

4. Bb3MOKHH HeKeJTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAaHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKM I' TOJTy4aBa.

Haii-uectute HeXeIaHU peakiyu ca O0JIKK B KpalHUIMTE (MHOT'O YECTH - MOYXE JIa 3aCETHAT IMOBEYE
ot 1 Ha 10 xymm). JIpyru yecTi He)KeIaHu peakiiu (Moxe aa 3acerHar o 1 Ha 10 aymn) BKIIOYBaT
rajieHe, TaBoOoIe U 3aMastHOCT. AKO clie/l HHKEKTHPAHETO ce [OYYBCTBATE 3aMasiHu (He Ha ce0e
cH), TpsIOBa /1a ceTHETE WM Ja JIETHETE, JOKATO Ce IMOYYBCTBATE 0-100pe. AKO HE Ce TOYyBCTBATe
no-nobpe, TpsiOBa 1a ce obaauTe Ha Bamus nekap npeny Jia poabKUTe Jedenueto. Cuen
ynoTpebaTa Ha TepUnapaTH UMa ChOOIICHU 3a CIIyYyau Ha MPHUIIaIbLH.

AKo 1ouyBcTBaTe AUCKOMQOPT KaTo 3auepBsBaHe Ha KoxKaTa, 00JIKa, OTOK, ChpOeXK, MMosiBa HA CHHUHU
U JICKO KbpBeHe (YeCTH) OKOJIO MICTOTO Ha MHXKEKTHPaHe, TOBa TPsAOBa /la MPEMHHE B PAMKHUTE Ha
HSIKOJIKO JTHHM WJIM ceMHLM. B mpoTuBeH ciyyaii yBegomere Bamus nekap Bb3MOXKHO Hail-Obp30.

Psaxo (Moxe nma 3acersat 1o 1 Ha 1 000 qymn) HIKOM HAIUEHTH MOYXKE J1a UMAT aJIepTUIHH PEaKITHH
CKOPO CIIe/l MHKEKTUPAHETO, U3Pa3sBaIlly CE B 33][yX, OTOK B 00JIaCTTa Ha JIUIIETO, OOpUB U OOJIKA B
obnactTa Ha rpBAHHA KOII. Te3u peakiinu OOMKHOBEHO C€ MOSIBAT CKOPO CJIE]] HHXEKTUpaHeTo. B
pPEeIKHU CITydal MOXKE Ja HACTBIIAT CEPUO3HH M MMOTEHITHATHO YKMBOTO3aCTPAIIaBaIIN aJIePTUIHI
peaxIum, BKIIFOYUTEITHO aHA(PUITAKCHS.

Hpyru HexxenaHu peakuuu ca:
Yecmu (Moxe aa 3acerHar Ao 1 Ha 10 xymm)

. NOBUIIIABaHE HUBATA Ha XOJIECTEPOJIa B KPHBTA
. Jenpecust

. HEBpaJTH4YHa 0OJIKa B KpaKaTa

. YYBCTBO Ha CI1a0oCT

. CBETOBBPTEK

. HapylIeH ChbPJCYCH PUTHM

. 3a/1yX

. HOBUIIICHO MOTECHE

. MYCKYJIHU CHa3MH
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. 3ary0a Ha €HEeprus

. ymopa
. 0oJka B 00acTTa Ha TPBIHHS KOII

. HUCKO KPBBHO HaJsITaHE

. KHCEJIMHH B cTOMaxa (00JIe3HEHO HMITH Tapero yCcemlaHe TOYHO MO TPhJIHATa KOCT)
. MOBpBIaHEe

. XEepHHsSI Ha XpaHOIIPOBOa (XUaTaaHa XePHHUs)

. HUACHK XEMOTJIO0WH WM OpOl Ha YePBEHHUTE KPHBHU KICTKH (AHEMUS).

Heuecmu (Moxe na 3acersar ao 1 va 100 gymm):

. MOBHUIIIEHA ChPJeYHa YeCTOTa

. HEOOWYaeH ChpACUEH IIyM

. 3a7yXx

. XeMOpOUAH (MasCh)

. CITy4YaifHO MJIM HEBOJHO M3MyCKAaHE HA YPHHA

. YEeCTH MO3UBH 32 YPUHUPAHE

. MOBHUIIIaBaHE HA TETJIOTO

. KaMbHU B OBOpernuTe

. MYCKYJIHH U CTaBHU 00JKHW. HsikoW nmanueHTH nony4daBaT TeKKH CXBaIllaHUs WK CHITHA OOJIKa B
rppba, KOUTO ca MPUYMHA 33 TIOCTHIIBaHE B OOIHUIIA

. MOBHIIIABaHE HUBOTO HA KM B KPHBTA

. MOBHUIIIABaHE HA HUBOTO HA TIMKOYHA KUCEJIMHA B KPHBTA

. MOBUILICHUE HA €IMH €H3UM, HapeueH ajkaiHa ocdarasa.

Peoku (moxe na 3acernar g0 1 va 1 000 xymm):
. HamasieHa OpOpedHa (HyHKIWS, BKIFOUUTEITHO ObOpedHa HeJOCTATHUHOCT
* IMOAyBaHE, I''IaBHO HA KUTKHUTE Ha PHUETEC, XOAMUJIaTa U KpaKara.

Chol0maBaHe HA HeJKEJIAHH PeaKIHU

AKO ToITyuHTe HSIKaKBU HEXEJIaHU JICKApPCTBEHU Peakiny, yBegoMere Bamms nekap wnm hapManesr.
ToBa BKJIIOUBa BCHYKH Bb3MO)KHH, HEOITMCAHU B Ta3M JIMCTOBKA HEXeNlaHU peakiui. MoskeTe ChIIo /1a
CHOOLINTE HEXENAaHU PEaKMK AUPEKTHO Ype3 HallMOHAIHATa CUCTEMa 3a ChOOLIaBaHe, TOCOYEHA B
Hpunoxenue V. Karo cpo0maBare HexenaHu peakLyuy, MOXETe J1a aJeTe CBOsI IPUHOC 3a
HOJTyyaBaHe Ha [oBe4e MHPOPMAIKs OTHOCHO 0€30M1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cbxpansiBate Movymia

Ja ce cbxpaHsBa Ha MSICTO, HEJOCTHITHO 32 ACIIA.

He usmnosn3Baiite TOBa JIEKapCTBO CiI U3THUAHE HAa CPOKA HA TOJHOCT, OTOCIIA3aH BhPXY KapTOHEHATa
OITaKOBKa M Mucakara cief ,,I oges 1o:“ / ,,EXP“. CpokbT Ha TOHOCT OTTOBApPS HA MOCIEAHUS JICH

OT IIOCOYCHUS MECCII.

Ja ce cpxpansiBa B xiagmwinHuk (2°C no 8°C). Jla He ce 3aMpasssa.
CoxpansBaiiTe maTpoHa B KAPTOHEHATa OMAKOBKA, 32 /1a CE MPEAINas3y OT CBETIIHHA.

Bue moxe ma usnoassare Movymia mo 28 1Hu ciel MbpBOTO HEXKEKTHPAHE B CIy4aii, de
naTpoHa/nHcalKaTa ¢ HOCTaBeH NAaTPOH € chxpaHsaBaHa B xyaawiHuK (2°C mo 8°C).

N30sarBaiiTe mocTaBsIHETO HA TATPOHA B OJIM30CT IO KaMepara Ha XJIaJUIHHKA, 33 1a N30erHeTe
3ampassBane. He nznomspaiite Movymia B city4aid, 4e € wim e Ouit 3ampassiBaH.

Bceeku matpon TpsaOBa 1a 0b/1¢ U3XBBPIICH 110 TIOIXOIAIT HAYHUH CiIea 28 JTHU CJIe IIbPBO U3IOI3BaHE,
HE3aBUCHUMO Y€ HE € HAIThITHO TPa3eH.
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Movymia cbabpska OucThp 1 Oe3iBeTeH pa3tBop. He n3momssaiite Movymia, ako ce Bimkaar
HEPa3TBOPEHHU YAaCTHUIIN MM Pa3TBOPHT € MBTEH HIIH OL[BETEH.

He u3xBbprsiiTe TekapcTBaTa B KaHAIM3AIUATA WIKM B KOHTEHHEpa 3a JOMAITHU OTHAdbIIH.
ITommuratiTe Bammus dhapMarieBT Kak /1a U3XBBPIIATE JIEKapCTBATa, KOUTO Bedue He m3mo3BaTe. Te3u
MEpKH IIe CIIOMOTHAT 3a OTla3BaHe Ha OKOJHATa Cpefa.

6. Cobabp:kaHue HA ONAKOBKATA M TONMbJIHUTEIHA HHopManmus

Kakso cbabpaxa Movymia

- AKTHBHOTO BemIecTBO € Tepunaparui. Beeka no3za 80 mukpommTpa cbpappka 20 Mukporpama
tepunapatu. Enun matpon ¢ 2,4 ml ceabpika 600 MukporpaMa Tepunapati (CbOTBETCTBAIIO
Ha 250 mukporpama 3a ml).

- JlpyruTe ChCTaBKH ca Jie/leHa OIleTHA KUCEINHA, MAaHUTOJ, METaKpe30JI, HATPUEB aleTaT
TPUXHUAPAT, XJIOPOBOIOPOIHA KUCENWHA (32 KOpeKIus Ha pH), HaTpueB Xuapokcun (3a
Kopekuus Ha pH), Boaa 3a MHXeKIuH (BHKTe Touka 2 ,,Movymia chabpika HaTpHii®).

Kak u3rie:xna Movymia n KakBo ¢bIbp:Ka ONaKOBKATA
Movymia e Ge31BeTeH 1 OUCTBpP MHKEKIIMOHEH pa3TBop (MHkekuus). Tol ce mpejyiara B HaTpoH.
Bceku marpon chabpxa 2,4 ml pa3rBop, mocraTbyeH 3a 28 103u.

Bugnose onakoBku: 1 natpoH uiu 3 maTpoHa, OIMAaKOBAaHH B TIACTMACOB OJIMCTED, 3armevyaraH ¢
MOKPUBHO ()OJIHO U TTAKETUPAHH B KAPTOHEHA KYTHSL.

Movymia omakoBka ¢ maTpoH u mucaika: 1 Movymia naTpoH, orakoBaH B IJIaCTMACOB OJIHCTED,
3ameyaraH ¢ MOKPUBHO ()OJIHMO, TTAKETHPAH BbB BhTPEIHA KapToHeHa Kytus u 1 Movymia Pen,
OITaKOBAHU BbB BHTPEIIHA KAPTOHEHA KYTHSI.

He Bcuukn BHIOBEC OIMAKOBKH MOXKC a 6’L,Z[aT ITyCHATHU Ha 11a3apa.

IIpuTe:kaTes Ha pa3pellieHHETO 32 yNoTpeda
STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmanus

IIpousBoauren
Gedeon Richter Plc.
Gyomroi ut 19-21.
1103 Budapest
YHrapus

STADA Arzneimittel AG
Stadastrasse 2—-18

61118 Bad Vilbel
I'epmanus

3a JOITBJIHUTCIIHA I/IH(i)OpMaIII/ISI OTHOCHO TOBa JIEKApPCTBO, MOJIA CBBPIKETE CE€ C JIOKAJTHUA
MNPEACTABUTCII HA TPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTpe6a.

Belgié/Belgique/Belgien Lietuva
EG (Eurogenerics) NV UAB ,,STADA Baltics*
Tél/Tel: +32 24797878 Tel: +370 52603926
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Bbbarapus
STADA Bulgaria EOOD
Ten.: +359 29624626

Ceska republika
STADA PHARMA CZs.r.0.
Tel: +420 257888111

Danmark
STADA Nordic ApS
TIf: +45 44859999

Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti
UAB ,,STADA Baltics*
Tel: +372 53072153

EAlhada
FARAN S.A.
TnA: +30 2106254175

Espafia
Laboratorio STADA, S.L.
Tel: +34 934738889

France
EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686

Hrvatska
STADA d.o.o.
Tel: +385 13764111

Ireland
Clonmel Healthcare Ltd.
Tel: +353 526177777

island
STADA Arzneimittel AG
Simi: +49 61016030

Italia
EG SpA
Tel: +39 028310371

Kvnpog
STADA Arzneimittel AG
TnA: +30 2106664667

Latvija
UAB ,STADA Baltics
Tel: +371 28016404

Luxembourg/Luxemburg
EG (Eurogenerics) NV
Tél/Tel: +32 24797878

Magyarorszag
STADA Hungary Kft
Tel.: +36 18009747

Malta
Pharma.MT Ltd
Tel: +356 21337008

Nederland
Centrafarm B.V.
Tel.: +31 765081000

Norge
STADA Nordic ApS
TIf: +45 44859999

Osterreich
STADA Arzneimittel GmbH
Tel: +43 136785850

Polska
STADA Pharm Sp. z.0 o.
Tel: +48 227377920

Portugal
Stada, Lda.
Tel: +351 211209870

Romania
STADA M&D SRL
Tel: +40 213160640

Slovenija
Stada d.o.o.
Tel: +386 15896710

Slovenska republika
STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933

Suomi/Finland
STADA Nordic ApS, Suomen sivuliike
Puh/Tel: +358 207416888

Sverige

STADA Nordic ApS
Tel: +45 44859999
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I[aTa Ha IMOCJCIHO NMpepasrjaekKaaHe Ha JIMCTOBKaTa:

JApyru u3rouyHuu Ha uHpopmanus
[MonpoOHa nH(popMaIUs 3a TOBA JIGKAPCTBO € MPEAOCTaBeHA Ha yeOcalita Ha EBponeiickaTa areHnus
10 JiekapcTBaTa: https://www.ema.europa.eu.

[MonpoOHa nH(MDOpMAaIUs 33 TO3U MPOAYKT CHILO MOXKE JIa MOTYYUTE Ype3 CKAaHUPAHE ChC CMapT(OH Ha
QR koma mo-moy WM Ha KapTOHeHaTa onakoBka. Chinata nHGOpPMAaINKS € Ha Pa3IoI0KeHHe Ha
CIIeIHMS HHTEPHET afpec: Movymiapatients.com

QR ko me Obe BKIIOUCH
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Yka3anus 3a ynorpebda
Movymia Pen

MikekunoHHATA MHCAJIKA 32 MHOTOKPAaTHA ynoTpeda 1a 0be n3noj3Bana ¢ narpoan Movymia
32 MOAKOKHU UHKEKLIMH

IIpennaznavyenue

Movymia Pen npeacraBiisiBa HECTEPHIHO MEAUIIMHCKO U3/IETIHE 32 MHOTOKpaTHa yroTpeoa,
npeHa3HaYeHO 3a MOAKOKHO MPHIOKEHHE Ha JISKAPCTBEHHUS MPoaykT MOovymia cbC ChBMECTUMHU
MaTPOHHU.

IMucankara Movymia Pen 3a MHOTrOKpaTHa yroTtpeba e mpeaHa3HaueHa Jia moromMara Bb3pacTHi
MAIUCHTH C OCTEONOPO3a, MCTUIIMHCKH CIICITUAIUCTH, OOJTHOTIICAAYH, U TPETH JIUIA PU MPUITATaHETO
Ha MMOJKOKHHU HIbKeKInd MOvymia BeIHBK JHEBHO KaKTO B KIMHWYHA CPEa, TaKa U MPH
CaMOCTOSITEITHO MPHIIOKCHUE Y TOMA.

Movymia Pen e yacT ot cuctema, KOSTO BKIIFOUBA MMUCAJIKa, TATPOH M MIJIa 3a nmucanka. [1aTpoHsT u
UTJINTE 32 MMCAJIKA HE Ca BKIIOYEHU B KOMILICKTA.

Ilenera nanuMeHTCKa MOMMyJIaLUs

[TareHTH ca JuIa, 32 KOMTO JIEKYBAIUAT JIeKap e Ipeanuca tepanus ¢ Movymia upes u3nois3BaHe
Ha nrcasika Movymia Pen. OTroBopHHST JieKap ONpeesisi IPUTroJHOCTTa Ha YCTPOHCTBOTO 3a
KOHKPCTHUSA IMALlUCHT.

LleneBa moTpeOHTENICKA IOMYJIALHS

[ToTpeburenu ca nuna, MpUTEKABAIIH JOCTATHYHU 3PUTEITHH, MaHYaJTHH ¥ TAKTWIHN YMEHHUS 32
pabota ¢ mucankara Movymia Pen cbriiacHo ykazanusra 3a ynotpeba (IFU). B ciyuait Ha
(GYHKIMOHAIHY YBpEXKIaHHS € He00X0IMMa KOHCYIITAIUs C JICKYBAIIHUs JieKap.

Bunaru cienBaiiTe HHCTPYKIMUTE, MPEI0CTABEHHU MO-10JIy U HA NMOCJEHATA CTPAHUIIA, KOTATO
usnoJ3Bate Movymia Pen.

Yactu Ha Movymia Pen
BBHIIIHA Kallayka Ha uriata
Karayka Ha Iycajkara

=
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BBTPCIIHA Kalla4yKa Ha Urjara

HI'Jla Ha ImMcajikaTta

OTJICNBALIO Ce
¢donmo

IbpKad Ha MaTpoHa Movymia naTpoH

bnanen OyTaio ¢ pe3ba

KOpITyC

po3opue

7103aTOp
OyTOH
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* HanOH'bT " UTJIMTC 3a IHCAJIKa HC Ca BKIIFOYCHHU B KOMILJIICKTA.

IMoaroroBka

Ipenu na 3amovneTe NpriIoKeHreTo Ha Movymia, yBepeTe ce, ue cTe IPOBEPUITH MTUCaIKaTa
Movymia Pen 3a eBenrtyantu aedexTH.

V3muiiTe cTapaTeHo PBIETE CH ChC CallyH, 3 [[a HAMAINUTE 0 MUHUMYM PHCKa OT HH(D)EKIHS.

VBepere ce, 4e CTe NPUrOTBUIIU:

* nucankara Bu Movymia u HoB Movymia narpon/mucankara Bu Movymia ¢ Beye mocraBexn
Movymia narpon

* CBHBMECTHMA WIJIA 32 MHCANIKa

* yCTOWYMB Ha MPOOMBaHE KOHTEIHEP 3a M3XBBPIISIHE HA OCTPH MPEIMETH 32 H3IIOJI3BAHUTE UIIIH

*  Ie3nH(EKIHpaII MaTepruaIn 3a 00paboTka Ha MICTOTO Ha MHKEKTHUPAHE.

He u3nogn3Baiite nucankara, ako ChIbPKaHAETO HA MATPOHA € MbTHO, ¢ MPOMEHEH UBAT WJIH
ChIbPsKA YACTHIIH.
[Tpoyerere nmuctoBkaTa Ha MOVymia nmaTpoH, nmpeaocTaBeHa OTACIHO.

IloaroroBka Ha nucaiakara - [I'spBa ynorpeda/cMsiHa Ha maTpoHa

CrnenBaiiTe MHCTPYKIIMUTE BCEKH BT, KOTATO TIOCTaBATE HOB MaTpoH Movymia BB Bamrara nucanka
Movymia Pen. He moBTapsiiTe ToBa ipeu BCSIKA HHXKEKITUS BEAHBX JHEBHO, ThI KaTO HAMA J1a
uMaTte octaTbuHo Movymia 3a 28 nHu.

[Mpouetere MUCTOBKATA 3a MalMeHTa Ha Movymia naTpoH, MpeIocTaBeHa OTACIHO.

A: MaxseTe Kalmauykara Ha IIHcaakarTa.

B: Maxnete npa3Husi aTpoH B cly4ail Ha cMsiHa Ha natpoHa. [locrasere HOB matpon Movymia B
IbpKada Ha MaTPOHA, HaMpel Cbe cpedprcTaTa MeTalnHa Kamayka Ha aTpoHa.

Hpezlynpesw]eﬂne: YBepeTe C€, 4€ U3MO0JI3BATC NPaBUIIHOTO JICKAPCTBO. HpOBepeTe CTHUKECTA Ha
[aTpoHa, Npeaun aa ro noCTaBUTEC B AbpiKada MY. He usnonspaiite aTpoHa, ako € IIOBPCACH.
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3anucBaiiTe 1aTaTa Ha TBPBOTO MHXKEKTUPAHE Ha BCEKH HOB MAaTpPOH. TOBA Ille BU MIOMOTHE JIa CIICANTE
KOTa ca M3M0J3BaHu 28-Te JTHEBHU 03U OT MaTPOHA.

I': HatucHeTe BHUMATEIHO ¢ IPBCTa CH OyTanoTo ¢ pe3da, JOKBIETO € Bb3MOXKHO. ByTanoro ¢ pe3bda
HE MOXKe J1a ce HaTHCHE M3ISUI0 JOKPai 10 KOpITyca Ha mucaikara. Tas3u cThlka He € Heo0X0IiMa,
Korato OyTajoTo € Be4e B HavajiHa IMO3UIHs, HallpuMep MpH MbpBarta yrnoTpeda. byramoro ¢ pe3da He
MO2KE J1a ce HaTUCHE JI0Kpail 00paTHO 10 KOpITyca Ha MUcalKara.

—_

: CewpikeTe nppxaua Ha MaTpoHa KbM KOpITyca, KaTo ro 3aBbpTuTe Ha 90 rpagyca, 10KaTo CIpe.

E: IlocTaBeTe HOBa UIJIa Ha MHUCAJIKATA 10 CICIHUS HAYUH:

» Omienere npeanazHoTo Goiuo.
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* 3aBuiiTe UTIIaTa HA MMUCAJIKaTa 10 YaCOBHUKOBATA CTPENKA BHPXY JbprKaya Ha MMaTpoHa. YBepere ce,
Ye WriiaTa Ha MUCcajKaTa ¢ MOCTaBeHa MPABUITHO U € 3aKperieHa 3/[paBo BhPXY Jbprkada Ha MaTpoHa.

» CpasieTe BHHIITHATA Kallayka Ha WIJaTa U S 3ala3eTe 3a MO-KbhCHO. H_IC BH € HGO6X0,Z[I/IM3, 3a
06€e30MmacHoTo OTCTpAaHABAHC HaA UTJlaTa CJIC MHKCKTUPAHETO.

Q
N

ke
f\\\
L

ﬂOKaTO IIOCTABATE UTJIaTa, MOXKE a U3JIA3aT HAKOJIKO KallKh; TOBA € HOpMaJIHO.

K: OGe3Bb3aymIaBaHe
Buumanue: [Iucankara TpsOBa 1a ce 00€3BB3AYIIH U J1a C€ TECTBA CJIE/I IIOCTaBsIHE HAa HOB ATPOH U
pean MbPBOTO MHKCKTUPAHE OT BCCKU IMaTPOH.

* 3aBBpTETE 103aTOPA IO MOCOKA HA YAaCOBHUKOBATA CTPEJIKA, JOKATO BHIIUTE 3HAK ,,KamuuIa‘“ B
po30pUeTO. YBEpeTe ce, ue JIBeTe MHIUKATOPHU JIMHUY ca u3paBHeHH. [1o BpeMe Ha HabupaHe Ha
J103aTa ce YyBa IIpakaHe U ce ycela 3a0e1eKUMO ChIPOTHBICHUE Ha MHCAIIKATA.
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Buumanmue: JIpmkTe mucankarta ¢ Mriaara Harope. Hukora He qpmkTe mucaikara ¢ OTKPHUTA Urja
KBM JIMIETO CU WU KBM JAPYTH XOpa.

* Hatucuere 6yTona nokpail. 3aApbKTe 0 HATUCHAT, TOKATO HHANKATOPA 3a J03aTa Ce BHPHE B
HavanHa mo3uius. OT BbpXa Ha UTjara TpsOBa Ja n3je3e Mallko KOJINYECTBO JIEKapPCTBO.

AKO He ce TOSIBU TEUHOCT, IOBTOPETE CThIKA ,,2K* 10 4eTHpH IbTH, TOKATO Ha BbpXa HA UIJIaTa ce
MosiBM Majko TeuyHocT. He moBTapsiiTe croiika JK moBeue oT yeThpu MbTH, HO CIeABANTE
WHCTPYKIUHTE, TaeHH B pa3zaen ,,OTcTpaHsBaHe Ha MPOOIeMH ™ Ha MOCIIeTHATa CTPAHUIIA.

IIpuaarane Ha aexapcTBoTo ¢ Movymia Pen

1. ITocTaBsiHe HA UTJIaTa HA MHUCAJIKATa

HW3mnoi3BaiiTe HOBA MIVIA 3a BCsKA MHKEKIMs. He u3mo3BaiiTe uriiata 3a mucajakaTa, ako OIIaKOBKATa €
HOBpe}IeHa HUJIN HE CTC A OTBOpI/IJ]I/I BI/IC.

3abenexka: Hsima HyX1a 1a CMEHSTE UTJIaTa, KOTaTo sl M3MOJI3BATe HETIOCPEICTBEHO CIIE]T
MOATOTOBKATA Ha MHcalKaTa. B To3u ciy4ait mpoabiiKeTe Che CTHIIKA ,,2. 3ajaBaHe Ha J103aTa U

UHXEKTUpaHe.

* Omienere npeanazHoTo (Houo.

-

W\

* 3aBuiiTe UTJIaTa HA MTUCAJIKaTa 10 YaCOBHUKOBATA CTPENKA BHPXY JbpKadya Ha MMaTpoHa. YBepere ce,
Ye WriiaTa Ha MIcajKara € MoCTaBeHa MPaBUITHO U € 3aKperieHa 3/[paBo BhPXY Jbpkada Ha IMaTpoHa.

43



» CpasieTe BHHIITHATA Kallauka Ha WIjaTa U 5 3ala3eTe 3a MO-KbhCHO. Hle BHU € HCO6XOI[I/IM3. 3a
06€e30MmacHOTO OTCTpPAaHABAHC HA UIJlaTa CJIC MHKCKTUPAHETO.

I[OKaTO IMOCTABATE UTJIaTa, MOXKE a U3JI43aT HAKOJIKO KallKyi; TOBa € HOpMaJIHO.

2. 3agaBaHe Ha 103aTa U HHKEKTHPaHe

* 3a na 3ananete GUKCHUpaHaTa JHEBHA j103a OT 80 MUKPOJIHUTPA, 3aBbPTETE J103aTOPa IO MOCOKA Ha
YaCOBHUKOBATa CTPEJIKA, JOKATO CIPEe U HE MOXKE J]a Ce BbPTH TOBEYE. YBEPETe Ce, Ue Ha JUCILICs
MMa 3HaK ChC CTPEJIKa M TOH € MOPpaBHEH ¢ JICHTaTa Ha HHANKaTopa. [To Bpeme Ha HabupaHe Ha
J103aTa ce uyBa IIpaKaHe U ce ycela 3a0elie)kuMo ChIIPOTHBICHNE Ha Ticankara. He ce onuTBaiite na
HATHCKATE JI03aTOpa ChC CHUIIA.

-/
/
/]
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/‘/»/ / b

BuuManme: AKo maTpoHBT ChABPKA MO-MaANKO 0T 80 MUKPONHTpA, A03aTOPHT HE MOXKE J1a Ce 3aBbPTH
10 TTOCOKAa Ha YaCOBHMKOBATAa CTPEJIKA JI0 3HaKa ,,cTpenka‘. B To3u ciydail MaxHeTe uriara Ha
MUcajgKaTa, CbriacHoO CThIKA ,,3. M3BaxkaaHe Ha UrilaTa Ha MUcajikaTa‘, CMeHeTe MaTpoHa U
MPOIBIDKETE ¢ 00E3BB3AyIIaBaHEe CITOPE]] CTHIIKUTE 3a MOJAT0TOBKA HA MHACAIKAaTA.

* M36epeTe moaxoasIIo MACTO 32 HHKEKTUPAaHE W MOATrOTBETE KOXKaTa CIope]l MPENoOpbKUTE Ha
Bamus nekap.

* [Touncrere MACTOTO Ha MHXKEKTUPAHE C TAMIIOH, HalloeH cbe cnupT. OcTaBeTe 30HaTa J1a U3ChXHE Ha
BB3IyX, Ipeu Ja nHkektupare. He nyxaiite BEpXyY Ie3HH(MEKIMPAHOTO MACTO, 32 J1a YCKOPUTE
mpoleca Ha U3ChXBaHe.
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BHumarenHo 3axBaHeTe I'bHKA OT OYHCTCHUS Y4JaCTBhK Ha KOXKaTa MEXIY Iajicla U rmokKasajicua.
Baumatenno BbBeAeTE UrjaTa o/l IIpaB bI'bJ CIIPAMO KOXKaTa, KaKTO € IIOKa3aHO Ha WIIOCTpaludaTa.

3abenexka: He momyckaiite orpBaHe WK CUylIBaHe HA UTJaTa Ha mucaikaTa. He HakmaHsiTe
nycajkara, ciell KaTo UIJlaTa € IocTaBeHa B KoxkaTa. HaknansHeTo Ha nucankara MOXe a 10BEIE 110
OT'bBaHE WM cUylBaHe Ha uriara. CuyneHnTe UIJIM MOTaT Jla OCTaHaT B Koxkata. HezabaBHo ce
KOHCYJITHpAKTe C JeKap, ako B KOXKaTa € OCTaHaJIa CUyIIeHa UIJa.

* Hatucuere u 3aapbxTe OyTOHA, 1OKaTO MHAMKATOPA 3a 103aTa C€ BbPHE B HAYAIHA ITO3HLIUSL.
HpbxTe urnara B KoXHaTa 'bHKa OIlIE 6 CEKYH]IU.

* M3rernere nucankaTta OaBHO. HpOBepeTe JAaJiv IIpO30pUYCTO € B HaYaJiHa MMO3UIHA KAKTO € ITIOKa3aHO
Ha CHUMKaTa, 3a Ja C€ YBCPUTE, Y€ € MHKCKTHUPAaHA ITbJIHaTa J103a.

3. CBaJisiHe HA UIJIATA HA MHCAJIKATA

* BanMaTenHo mocTaBeTe BhHITHATA KalladKa Ha UIjlaTa Ha ImucajKaTa.
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* 3aBBpTETE Kalaykara ¢ uriilata 0OpaTHO Ha YaCOBHHKOBATa CTPEIKA, 33 Ja MAaXHETE Uriara OT
nucankara. M3xpppiere s ChrilacHO M3MCKBAaHUATA, HAITPUMED, B YCTOMYNB Ha MPOOWBaHE KOHTEHHED
32 M3XBBPJIIHE HAa OCTPU MIPEIAMETH.

4. IlocTaBsiHE OTHOBO HA KANMAYKATA HA MHCAJKATA

* He m3Baknaiite matpona ot Movymia Pen nipeau cbappikaHUeTo My Ja € CBBPIIHJIO.
* [TocTapsiiiTe OTHOBO KamaykaTa Ha ITUCaJIKaTa CJie] BCska yrorpeoa.

* [TocraBere Movymia Pen ¢ marpoHa B Hest 00paTHO B XJIaJMITHUKA TIPU TeMrepatypa mexay 2°C u
8°C BeaHara ciies Beska ynorpeoa.

AKko 3a0enexuTe KpbB Ha MSICTOTO Ha MH)KEKTUPAHE CJIE]] H3BaXK]aHEe HA UTJIaTa, BHUMATEITHO
MPUTHCHETE BHPXY KOXKaTa CH MMaMydeH TaMITOH WU Togo0eH MaTepran. He Thpkaiite MacToTO Ha
WHXXEKTUPAHE.

3a0esexKka 3a MEAUIUHCKUTE CHEIUATUCTH

WHcTpyKmuTe 3a ynotpeda v U3XBBPIISHE Ha UTITUTE MOXKE Ja C€ 3aMEHST C MHCTPYKIIMH CHIIIACHO
MOJIMTUKATA HA MECTHU OPTraHy, MEIUIIMHCKY CIICIMATMCTH WK JICYeOHN 3aBEACHHUSL.

JlonbJHATEIHA HH(pOPMALTHSA
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[Mucankara ¢ pukcupana n03a 3a MHOTOKpaTHa yrorpeda e npeHa3HaueHa 3a JIECHO MPHUIIOKEHNE Ha
Movymia 3a iedeHne Ha ocTeonopo3a. Becexu marpon Movymia ceabpika 28 pukcupanu 1o3u mo 80
MUKposuTpa Movymia.

N3znonseaiite Movymia Pen camo B chOTBETCTBHE C IPEANUCAHOTO OT Bamus ekap, HacToALIUTE
WHCTPYKINH 3a yIoTpeda u TucToBKaTta Ha Movymia.

Movymia Pen Moske aa ce W3Moi3Ba OT MAIMEeHTH Ha Bh3pacT Haf 18 ToauHM, KOUTO CaMH
WHXXEKTUpAT JEKapCTBOTO, OT MEIUIIMHCKHU CTICUAIICTH, OOIHOTIIeJaud WM OT TPETH JINLA,
HarpuMep Bb3PAaCTHU POJHUHU.

Movymia Pen He TpsiOBa 1a ce M31013Ba OT HE3PSIIH MAIMESHTH WU MAIMEHTH C YBPEICHO 3peHHE
0e3 momoInTa Ha 00y4eH 3psi YoBeK. KoHcynTupaiite ce ¢ iekap B ciydail Ha mpoOJIeMu ChC cayXxa
WM MaHUITYJIalusTa.

IIpenynpesxnenne: Uriure 3a nmucajkata TpsidBa Aa ce M3MOJ3BAT CAMO BeHBIK U IICATTKaTa
Movymia Pen mosxe 1a ce U3Moi3Ba caMo OT €/IMH MAlUeHT, B IPOTHBEH CITy4aid ChIIECTBYBa PUCK OT
npeaBaHe Ha WH(PEKIINO3HH 3a00IIIBaHNS.

Cpxpanenue u rpu:ka 3a Movymia Pen

» PaboTere BHUMaTeNnHO ¢ mUcaikara. He u3nyckaiite nucankara u He s yApsSHTE B TBHPIU
noBbpxHOCTH. [1azere s oT BoAa, mpax u Biara.

* 3a mounctBaHe Ha Movymia Pen e mocrarpuHa BiakHa Kbpria. He u3non3paiite ciupT, Apyru
Pa3TBOPUTEIIM WM NTOYUCTBAIM TpenapaTi. Hukora He noTansiite Movymia Pen BB BoJa, Thit
KaTo TOBa MOXe€ J1a 5 [IOBPE/IH.

* He uznomspaiite Movymia Pen, ako e moBpeneHa wiii UMaTe HSIKaKBA ChMHEHHUS OTHOCHO
MIPABUITHOTO ¥ (DYHKITMOHUPAHE.

* Tpancnoprupaiite u cbxpansiBaiite Movymia Pen ¢ mocraBeH nmaTpoH npu TeMIeparypuTe,
MOCOYEHH B JINCTOBKATA 3a NanyeHTa Ha Movymia, mpejocTaBeHa OT/AEIHO.

* IIpenynpexaenne: Coxpanspaiire Movymia Pen, natpoHuTe U UIIIKTE 32 MUCAIKATa Ha MSCTO,
HEJOCTBITHO 3a IpYyrH xopa. He momyckaiite 1oCThIl 10 MHcajKaTa, MaTPOHUTE M UIJINTE 32 MHCajKa,
ocobeHo Ha jena. [Tucaakara Movymia Pen chabpika Majiku 4acTH, KOMUTO MOTaT ja ObJat
MIOT'BJIHATH.

* He cpxpanssaiite Movymia Pen ¢ mocraBeHa uria, Thif KaTo TOBa MOXKe J1a 0Beie 10 00pa3yBaHe
Ha BB3AYIIHU MEXypueTa B I1aTpoHa.

I/stm)p.nm{e Ha Movymia Pen n n3noja3Banure NPUHAMICKHOCTH

Buumanue: CpoksT 3a ynotpeba Ha Movymia Pen e aBe ronunu. He u3nosnsBaiite nucankara
Movymia Pen cien u3tnuane Ha cpoka i Ha eKCIUIOATAIlHsL.

Hrnmre u n3non3BanuTe MNaTpoOHU TpSI6Ba Aa CC U3XBBPJIAT OTACTIHO, B CbOTBETCTBUC C U3UCKBAHUATA

3a 6e3zomacHocT. Movymia Pen Moxe n1a ce U3XBBPIIsl ChINIACHO MECTHUTE DPAa3Iope/ 10N WITH 3a€THO C
OMTOBHUTE OTIAIbBIIN.

IlpeaynpexieHus

CrnenBaiite yka3zaHUATA OT Ta3W MHCTPYKIIHSA 32 yIoTpeOa. AKO He ce Cra3BaT YKa3aHUATa, HMa PHCK
OT HENPABUJIHO JICYSHKE, HETOYHA J03MPOBKa, Ipe/iaBaHe Ha OosiecTy win uHpekius. HezabaBHo
MOTHhpPCeTE MEAUITMHCKA KOHCYJITAITNS, aKO MMaTe HIKAKBH OMACEHUS BBB BPB3Ka ChC 3PABETO.

OrcTpansiBaHe Ha IPoOGJIeMH

CJ'IC,Z[Baf/’ITG HWHCTPYKIHUUTC, JaACHU B Ta6J’II/II_IaTa, AKO UMAaTC BBIIPOCHU OTHOCHO yHOTp€6aTa Ha
Movymia Pen:
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Bbnpoc

OTtrosop

1. B narpoHa ce BHKJAT MAJIKU Bb3yLIHU
MexypueTa.

Manko BB3AyITHO MEXypUe He MOXKe J1a
MOBJIMSIE HA J103aTa WIK J]a HAaBPEeIH Ha
ManyeHTa.

2. Urnara He Moxe 1a ObJie MocTaBeHa.

Uznom3Baiite apyra urna. CBepKeTe ce ¢
otaena 3a 00CITy>KBaHe Ha KIIMEHTH, aKO BTOpaTa
WrJjia He MOXKE Ja ObJIe IPUKPEICHA.

3. Urnata e cuynena/m3BuTa/OrpHaTa.

W3non3Baiite npyra uria.

4. Ilo BpeMe Ha HabWpaHe Ha /103aTa HE CE TyBa
HIpaKaHe OT MHCaIKaTa.

He uznon3paiiTe Ta3u nucaika, CBbPKETE Ce C
oTJIena 3a 00CIyKBaHe Ha KJIMCHTH.

5. Ot urnara He U3K3a JICKAPCTBO IO BpeMeE Ha
IMOATOTOBKATA HA MHCAJIKaTa, cThIKa JK:
,,O0e3Bb3AyIIaBane™.

YBepere ce, ue naTpoHBT € nmocTaBeH.. CMeHeTe
WTIIaTa ¥ IOBTOPETE 00E3BB3AyIIABAHETO, KAKTO
€ OmHMcaHo B CTHIKH ,,E*“ n ,, K 3a moaroroska
Ha MUCAJIKaTa.

AKo Bce olIie He W3JIHM3a JICKapCTBO, HE
M3IIONI3BAMTE Ta3W MHCAKa, CBBPIKETE Ce C
oTJIena 3a 00Cy)KBaHe Ha KJIMCHTH.

6. J103aTOpBT HE MOJKE J1a C€ 3aBBPTHU II0 II0COKa
Ha YaCOBHHMKOBATa CTPEJIKa 0 3HAKA ,,CTpesKa™.

OcrananoTo konuuecTBo Movymia B HaTpoHa €
no-Masko ot 80 Mukpoautpa. CMeHeTe maTpoHa
U WIJIaTa Ha MUCAJIKaTa U HalpaBeTe
00e3Bb3/yIlIaBaHe CHIVIACHO yKa3aHUATA 32
MOJITOTOBKA Ha MHCAJIKATA.

7. IIpo3opueTo He ce Bpblla B HAYaJIHA TO3ULUA
CJIe] NH)XEKTUPAHETO.

He nmoBrapsiiTe nHKeKLUATa B ChLUUS ACH.
W3non3BaiiTe HOBa UIJIa 3a UHKEKTHUPAHE Ha
CcJIeIBaIIys JIEeH.

3anaiiTe 103aTa U HAMpaBETe WHKEKIUATA,
KaKTO € OITUCAHO B pa3fiel ,,2. 3ajaBaHe Ha
Jlo3aTa U MH)KEKTHpaHe" .

AKO TIpO30pYETO BCE OIIIE HE CE BPhIA B
HayvaJiHa IMO3UIUS CIIe/l MH)KEKTHpaHe, He
M3IIOJI3BalTE Ta3u MHUCAJIKa, CBbPXKETE Ce C
oTJIeNa 3a 00CTy)KBaHe Ha KJIMCHTH.

8. Pa3nuBa ce TeYHOCT OT mucajKara.

He u3non3paiite Tazu Mucajika, CBbPKETC CC C
OTAcja 3a 06CJ'IY)KB8.HG Ha KJIMCHTH.

9. Jo3aTOpBT IO HEBHUMAHUE € 3aBBPTSH I10
IIOCOKa Ha YaCOBHUKOBATA CTPEJIKA CIIE]
3aBBpIIIBAHE HA HHXKEKITUATA.

Kax Mora na Hynupam no3atopa B HayaiHa
HO3UIS?

He natuckaiire 6yrona. Hynupaiite nucankara,
KaTo MPOCTO 3aBBPTUTE JA03aTOpa 00paTHO Ha
YaCOBHHKOBATA CTPEIIKA 0 HaYaTHATA TIO3HIIUS.

JIaTa Ha IOCJICAHO IMPEPA3IICKIAHE HA IMCTOBKATa
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