NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Cetrotide 0,25 mg npax 1 pa3TBOPUTEN 32 MHKEKIIMOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bceku duakon cuappika 0,25 mg nerpopenuke (cetrorelix) (o ¢popmaTa Ha arerar).
Cren peKOHCTHUTYHpaHEe C OCHTYPEHHUS pa3TBOPHTEI, Bceku ml oT pasTtBopa chabpxa 0,25 mg
LIETPOPEITUKC.

3a IIBJIHUA CIUCHK Ha IIOMOIIHUTE BEIIECTBA BIIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
[Ipax u pa3TBOpUTEN 38 HHKEKLIHUOHEH PA3TBOP

BrbHieH By Ha nipaxa: Osut Tnoduin3ar.
BbHIlIeH BHJ] HA Pa3TBOPHUTENISL: OUCTHD U OE3LBETEH Pa3TBOP.

PH Ha pexonctutyunpanus pazreop e 4,0-6,0.

4, KJIWMHUYHHU JAHHHU
4.1 TepaneBTHUYHHU MOKA3AHUSA

IIpenoTBpaTsBaHE HA MIPEKIECBPEMEHHA OBYJIALUS IIPU NMALIUEHTKH, ITOJI0KEHU Ha KOHTPOJIUPaHa
OBapHaJHa CTUMYJIALHKs, TIOCIEIBaHa OT B3E€MaHE Ha SUIEKIETKA U TEXHUKHU 33 aCHCTUPaHa
pPENpOLYKIUSL.

B knmuanyan npoyuBanus Cetrotide e mpuaras ¢ 4oBeIky MeHomnay3aneH roHagorponus (HMG),
BBIIPEKH OTPAaHIYEHUAT ONHUT C peKOMOMHaHTeH (ouKymoctumynupani xopmoH (FSH),
npeanonarail nogo0Ha eukacHocCT.

4.2  J1o3uUpoBKAa U HAYMH HA MPUJIOKEHUE

Cetrotide Tpsi0Ba ga ObJe NPEANUCBAH caMO OT CIIELHATHCT C ONUT B Ta3u 00J1acT.

AOBI/I[ZOBKa

IIspBoTo mpunokenue Ha Cetrotide TpsOBa 1a ce U3BBPILHN 10 JICKAPCKHA KOHTPOJI U B YCIOBHS,
TI03BOJISIBAIIM TIPUJIaraHe Ha He3a0aBHO JIeYEHHUE B CITydail Ha MOsIBa Ha ajlepTUYHU/TICEBI0-alIepTHYHH
peakuuu (BKII. )KMBOTO3acTpalnasaiia aHapwiakcus). CieBauTe WHXEKIIUA MOTaT J]a ¢e Mpujiarat
OT camara MaIyeHTKa, PY YCIOBHE, Y€ MAlMeHTKATa € TIPeIyNpeicHa 3a IPU3HAIUTE U CUMIITOMUTE,
KOHTO Ce TOSBSIBAT NPU PEaKIysi Ha CBPbXUyBCTBUTEIHOCT, KAKTO U 3a MOCJIEICTBUATA OT TaKaBa
peakuus ¥ HeoOX0IUMOCTTa OT He3abaBHA MEIMITUHCKA HaMeca.

ChabprkaHUeTo Ha eIuH (IaKOH Ce MpHiara BeIHbXK JIHEBHO, HA 24-4acOB HHTEPBAJI — CYTPUH HIIH
Beuep. Beeku dutakon cpabpxka 0,25 My neTpopenrkce; BEIIPEKH TOBA, IOPaIH 3aryOu 1o BpemMe Ha
pasTBapsHe u npuinoxenue, camo 0,21 mg morar aa ObaaT npuioxenu (Bxk. Touka 6.6). Crien
IBPBOTO MPUJIOKEHHUE, Ha TIAIIMEHTKATA Ce MPENopbhYBa Jia OCTaHE MO/T JIEKapCKO HaOII0IeHHUE B
npoab/okeHre Ha 30 MUHYTH, 3a J1a CE MOTBBPAN OTCHCTBUETO HA aJePIHYHH/TICEBI0-aIePTHUHU
peaKny KbM HHXKEKIUATA.

Cmapuecka 6v3pacm
Hsma crotBeTHO mpunoxenue Ha Cetrotide B repuaTpuvHaTa MOy ALy



Ileouampuuna nonynayus
Hsma crotBeTHa ynorpeba Ha Cetrotide B memuatpryHaTta Moy Iamusl.

HauwuH Ha npunioxxeHue
Cetrotide e mpeaHa3HayueH 3a MOAKOKHO MHKEKTHPAHE B JOJTHATA YacT HA KOPEeMHATa CTCHA.

Hexenanute peakiuy Ha MSICTOTO Ha HHXKEKTHPAaHE MOraT Ja 0b1aT MUHIMH3HPAHH Ype3 peayBaHe
Ha MecTaTa Ha WH)KEKTHpaHe, C KOETO ce N305TBa YeCTOTO MH)KEKTHPAHE Ha €THO U CHIIO0 MSICTO U
uype3 0aBHO MHKEKTUPAHE Ha JICKAPCTBEHUS MPOYKT, C IIeJ YICCHsIBaHe Ha abcopOnusiTa my.

H36vpusane Ha npuiodcenuemo cympum

Jleuennerto c Cetrotide TpsOBa a 3armoyHe Ha METHSI WIK ILECTHS JIEH OT OBapUaiHaTa CTUMYJIaLus
(mpubamsurenno 96 no 120 vaca cien Ha4aIOTO Ha OBapHajHATA CTUMYJIALUS) C YPUHAPHH WK
PEKOMOMHAHTHYU TOHAJIOTPOITUHH U TPsIOBA J1a MPOBIIKY MPE3 LENUs TIEPHO/T Ha JICYSHUETO C
TOHA/IOTPOITUHH, BKJIFOUUTEHO U B JISHS HA HHAYKIUS HA OBYJIAIIHATA.

Henar na 3anousane Ha Cetrotide 3aBUcH OT OBapHaIHUS OTTOBOD, T.€. OPOH U pa3Mep Ha 3peeluTe
(hOJIMKYITHM W/WITA KOJIMYECTBOTO Ha LMPKYJIHpaIl ecTpaanoil. 3anousaHeTo Ha Cetrotide Moxke 1a ce
OTJIOXKH, aKO JIUTICBA y3psiBaHe Ha (DOJIMKYITH, MaKap 4e KIMHUYHUST OMUT ce 0a3upa Ha 3arovYBaHe Ha
Cetrotide Ha 5-ust uiHM 6-Us I€H OT HAYAIOTO HA CTUMYJIalUsATA.

H3zevpusane na npuiodcenuemo gevep

Jleuenero c Cetrotide TpsiOBa 11a 3armo4He HA METHUS ICH OT OBapHajHaTa CTUMYJIALMS (IPHUOIM3UTEITHO
96 no 108 waca ciieq HAYaIIOTO HA OBapHUATHATA CTHMYJIAINS) C YPUHAPHHU WM PEKOMOMHAHTHI
TOH/IOTPOITUHH U TPsIOBA J1a MPOBIIKY MPe3 LENHs IePHoJL Ha JICUSHHETO C TOHAJIOTPOITUH JI0
BeUepTa, Mpeaxokaaiia eHs Ha MHAYKIHS Ha OBYJIalUsTA.

Jenst Ha 3anouBaHe Ha Cetrotide 3aBHCH OT OBapHaTHHS OTTOBOP, T.€. OpOH M pa3Mep Ha 3peeInuTe
(ONMKYITH /WM KOTMYECTBOTO HA IUPKYIHpal] ecTpaauoi. 3anousaHero Ha Cetrotide Moxe n1a ce
OTJIOKH, aKO JIUTICBA y3psiBaHE Ha (DOJIMKYITH, MaKap 4e KIMHUYHUST OMUT ce 0a3upa Ha 3aloYBaHe Ha
Cetrotide Ha 5-ust niw 6-Us JeH OT HAYANIOTO HA CTUMYJIAIIMATA.

3a yKa3aHHs OTHOCHO PEKOHCTHTYHMPAHETO Ha JEKAPCTBEHUS MPOAYKT MPEIU MPUI0KEHNUE BHKTE
Touka 6.6.

4.3 TIlpoTruBOMOKA3aAHUSA

[eTpopenukc He TpsAOBa Ja ce U3IMO3Ba MPH HAIMYHUETO HA HIKOE OT ChCTOSHUATA, N30POCHH T10-

JIOTTY:

o CBpBX4yBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WIIM CTPYKTYPHH aHAJIO3U HA TOHAJIOTPOTIHH-
ocBoboxaaBart xopMoH (GnRH), ek30reHHH MENTHIHN XOPMOHH HITH KbM HIKOE OT
ITOMOIIHHUTE BEIeCTBa, M30poeHu B Touka 6.1.

o ITo BpeMe Ha OPEMEHHOCT U B MEPHO/Ia Ha KbPMEHE.

o [NarmenTtku ¢ Texka Gopma Ha OBOPEUHO YBPEKIAHE.

4.4 CpoeuuajHu npeaynpe:kIeHUs] U NPeINa3Hu MePKH MPH yNoTpeda
AJIEpTUYHU ChCTOSHHS

Nma cro0ieHns 3a ciiyyan Ha alepruvHu/TICeB0-alIepruIHN PEAKITUH, BKIFOUUTEITHO
JKHBOTO3aCTpalllaBaina aHahuIakCus cie] MPUIOKEHNE Ha ITbpBara 103a (BK. Touka 4.8).

Oco0eHo BHUMaHUE TpsAOBa Ja ce 0ObpHE TPH KESHU, KOUTO MPOSBIBAT CUMIITOMH Ha aKTUBHU
aJICpTUIHY CHhCTOSHUS WIH ca MPeApasnoiaokeHn KeM anepruu. Jleaenuero ¢ Cetrotide He ce
MIPETOPHYBA MPH KEHU C TSKKHU (DOPMHU Ha aJICPTUYHU ChCTOSHUS.



CunypoM Ha oBapuansa xunepctumyaamnus (COXC)

ITo BpeMe Ha WM cjie OBapHaliHa CTUMYJIAIIKS MOXKE JIa CE MOSIBM CUHAPOM Ha OBapHaliHa
XUNepcTUMyanus. TakoBa SBICHHUE CE CUMTA 3a ChITBTCTBAI PUCK IPU CTHMYJIAIUATA C
TOHAJIOTPOITUHH.

COXC TtpsiOBa na ce JeKyBa CUMITOMATHYHO, HAIIPUMED C IIOYMBKA, HHTPABCHO3HA
EJIEKTPOJIMTHA/KOJIOUTHA WJTH XETIApUHOBA TEPAITHS.

ITonnbpxane Ha TyTenmHOBaTa (ha3a TpsOBA Ja Ce OCHIIECTBH B CHOTBETCTBUE C TIPAKTHUKATA Ha
PENpPOAYKTUBHUS MEIULIMHCKH LICHTHP.

TloBTOpHA OBapHaiHa CTUMYJIAITHUS

KvMm moMenTa ChbIICCTBYBA OTPAaHWUYCH OIIUT IIPU NpHUJIAraHC Ha HETPOPCIIMKC 10 BPEMEC Ha MTOBTOPHA
OBapHaJiHa CTUMYJIallH4. Hopam/l TOBA, NPHUIIOKCHUCTO HA LHECTPOPCIUKC IIPHU MOBTOPHU KYPCOBC Ha
JICYCHUC, Tp}I6Ba Ja CC OCBUICCTBsABA CaMO CJICA BHUMATCI/IHA OIICHKA Ha CbOTHOIMICHUCTO HOH3a/pI/ICK.

Bposenu anHomanuu

Yecrorara Ha BPOJCHHUTE aHOMAJIMH CJIEl YIIOTpeOa Ha TEXHUKH 3a aCHCTUpaHa penpoayKius (assisted
reproductive technologies, ART), ¢bc nnu 6e3 anraronrctd Ha GnRH, Moske 11a 661 MajKo T0-
roJisiMa OT Ta3H Cjie]] CIIOHTAaHHHU 3a4e€BaHMsl, BBIPEKH Y€ HE € SICHO Jaji TOBa € CBBbP3aHo ¢ (pakTopH,
CBBP3aHU C HapylIeHUs QepTHINTET Ha JABolKaTa win ¢ ART-npoueaypure. OrpaHMYeHd JaHHH OT
KIMHAYHY TIPOYYBAHUS 32 MPOCIIEAsBane IpH 3 16 HOBOPOJICHH OT KEHH, MPUIIATaIH [ETPOPEITUKC
KaTo JICUCHHUE 3a HapylICH (EePTUITUTET, PEAIONAraT, 4e [EeTPOPETUKC HE YBEINYaBa PUCKa OT
BPOJICHH aHOMAJTUH TIPH POJICHUTE JIelia.

YepuoapoOHO YBpEKIaHE
Lerpopenukc He € MpOyYBaH MPH MAUEHTH ¢ YSPHOPOOHO YBPEKIaHE U TIOPAI TOBA CE H3UCKBA
[MOBUIIIEHO BHUMAHUE.

Br0peuHo yBpexmaHe
Lerpopenukc He € MPOyYBaH MPU MANUEHTH ¢ ObOPEYHO YBpPEXKIaHE U IMOPAJH TOBA CE U3UCKBA
MOBHUIIICHO BHUMAaHHUE.
IleTpopenukc € MpOTUBOIMOKA3aH IIPH MAIMEHTH C TEXKO OBOpeuHo yBpexaane (Bxk. Touka 4.3).

4.5 B3zauMmoneiicTBHe ¢ APYrH JeKAPCTBEHH MPOAYKTH M APYrd (JopMHU Ha B3auMo/elicTBHE

He ca nposexaany opuuyaniny npoyyBaHus 3a B3aUMOICHCTBUATA HA IPYTHU JIEKAPCTBEHH MPOLYKTH
C LIETpOpENUKC. In vitro U3cneABaHMA MOKa3BaT MaJIka BEPOSATHOCT 32 B3aUMOJICHCTBHE C JIEKAPCTBEHU
NPOJIYKTH, KOUTO CE META0OIM3UPAT OT IIUTOXpOoM P450 mitn ce TIroKypOHU3UpAT, UITH KOHIOTHPAT TI0
HSKaKbB JIpYT IIbT. BBIIpeku ToBa, BB3MOKHOCTTA 32 B3aUMOAEUCTBHUS C TOHAJOTPOIIMHH MU
JIEKapCTBEHHU MPOAYKTH, CHOCOOHH Aa HHIYLUPAT OCBOOOXKIaBaHEe HA XMCTAMUH MPH YyBCTBUTEIHU
WHAMBH]IY, HE MOXKe /1a ObJIe HAIIBJIHO U3KITIOYEHA.

4.6 @epruiauTeT, GPEMEHHOCT H KbPMEHe

bpeMEHHOCT ¥ KEpMEHE
Cetrotide He e peHA3HAYCH 3a MPUIIOKECHUE M0 BpeMe Ha OPEMEHHOCT U KbpMeHe (BXK. Touka 4.3)

DepTunurer
IIpoyuBaHusTa U JKUBOTHU MTOKA3BAT, Y€ LETPOPEIUKC YIPAKHIBA T0303aBUCUMO BIUSHUE BHPXY

(hepTrnuTeTa, penpoAyKTUBHUTE PyHKIMU U OpeMeHHocTTa. [Ipu npuiiarane Ha JIeKapCTBEHUS
NPOJYKT B YYBCTBHUTEIHATA (ha3a Ha TeCTallusl He ca HaOI0IaBaH! TePaTOreHHH eEeKTH.

4.7 EdexTu BBpXy cioco0HOCTTA 32 IopupaHe H padoTa ¢ MALIUHA

Cetrotide He MOBNHsBA WM MTOBJIMSABA TPEHEOPEKNMO CIOCOOHOCTTA 3a modupaHe u padboTa ¢
MaIlHH.



4.8 Hexenanu JiekapcTBeHH peaKuu

O000611eHNe Ha pothuIa Ha OE30IMaCHOCT

Haii-uecTo ¢hoOIIIaBaHNUTE HEXKEIIAHU PEAKIIUU Ca JOKAJTHUTE PEaKIMK Ha MSICTOTO Ha MH)KEKTUPAHE
KaTo epUTeMa, OTOK M ChpOEK, KOUTO OOMKHOBEHO Ca MPEXOIHHU U JICKH 110 UHTeH3uTeT. [Ipu
KJIHHAYHU TIPOYYBAHUS TE3U HEKETIaH! peakiuu ca HabmronaBanu ¢ yectora ot 9,4 % crien
MHOTOKpaTHO mHKekTupane Ha Cetrotide 0,25 mg.

Yecto ce cpobmiaBa 3a neka 10 ymepena popma Ha COXC (I nnu Il crenen no knacupukanus Ha
C30), koiiTo TpsiOBa Aa ce UMa MPEABH KaTO ChIIECTBEH PUCK MPH MPOLeypaTa Ha CTUMYJIHpaHe. 3a
pasznmka ot 14X, Texxkute hopmu Ha COXC ocraBaT HEUECTH.

Heuecro ce cho0ImaBar ciryuan Ha peakiiiy Ha CBPbXYyBCTBHTEIHOCT, BKJI. TICEBJIO-
ajiepruyHu/aHaGUIaKTOMIHN PEaKIu.

CruChK Ha HE)KETAHHUTE JICKAPCTBEHH PEaKIIuK

W36poeHnTe 10-10JTy HEXKEIIAaHU PEaKInK ca MOJAPESICHHU CIIOPEe]] YeCTOTaTa, C KOSTO Ce MPOSBSBAT,
KaKTo ciensa: MHoro ectr (> 1/10), wectu (> 1/100 mo < 1/10), mewectu (> 1/1 000 mo < 1/100),
penxu (> 1/10 000 no < 1/1 000), muoro pexaku (< 1/10 000).

Hapywenus na umynnama cucmema
Heuectn: CucTteMHH ajepruiHu/IceBIO0-alepruyHH PEAKLUH BKJI. )KMBOTO3aCTpallaBalla
aHaduIakcus.

Hapywenus na nepsnama cucmema
Heuectn: I'maBoGonue

Cmomawino-upesHu HapyuleHus
Heuectn: T'amene

Hapywenus na v3npouzsooumennama cucmema u 2bpoama

YecTu: Moske na ce pa3Bue jeka 10 ymepena gpopma Ha COXC (I unu 11 crenien mo
knacudukarus Ha C30), KOETo MpeCTaBIsABa ChIECTBEH PHUCK IPH MPOIIeypaTa Ha
cTumynupane (Bx. Touka 4.4)

Heuectu: Texka dopma Ha COXC (Il crenen mo kmacudukarws Ha C30)

Obwu napyuienus u egpexmu Ha MACMOMO HA NPUTLOIHCCHUE
Yecru: JlokasiHu peakiMy Ha MACTOTO Ha MPUIIOKEHUE (HAIp. epuTeMa, OTOK M ChpPOCIK).

Cpo0l1aBane Ha MOAO3UPAHU HEXKEIAHN PEAKIUU

Cp0011aBaHETO HA MOI03UPAHN HEIKEIAHN PEaKIIMU CIIe] pa3pelliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaskHO. TOBa 1M03BOJIABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBeHUS NPOoAyKT. OT MEIUIIMHCKUTE CTICIUAINCTH CE N3MCKBA J]a ChOOIIaBaT BCAKA
[0I03UPaHa He)KETaHa Peakiiys Ype3 HaIl[MOHAIHA CHCTeMa 3a ChOoOIIaBaHe, MOCOUYCHA B

Ipunoxenue V.

4.9 Ilpepo3upane

Hpe)lo31/1paHeTo IIpu XO0pa MOXKE 1a JOBCAC 10 YABJDKABAHC HA ,Z[eflCTBHeTO Ha JICKapCTBCHUA
MIPOAYKT, HO € MAJIKO BEPOATHO Ja JOBCAC 0 IIPOsABA HA OCTPU TOKCUYHU C(i)eKTI/I.

[Ipn n3cneaBanms 3a OCTpa TOKCHYHOCT ITPH IPHU3adH ca HAOI0JaBaH! HeCeM(PUIHI TOKCUIHN
CUMIITOMH, CIIE/l MHTPANIEPUTOHEATHO NPUIIOKEHHNE Ha LIETPOPENUKC B 1031 Haj 200 mbTH O-BUCOKU
0T (apMaKoJOTHYHO e(heKTUBHUTE J103H CIIE] ITOIKOKHO NPUIIOKEHHE.


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

5. ®APMAKOJIOTUYHU CBOMCTBA
51 d@apmakoaMHAMMYHU CBOIiCTBA
®dapmakoTepareBTHIHA TpyTa: aHTH-TOHAIOTPONTNH-0cBOOOKMaBamu xopmorn, ATC komx: HO1CCO02.

MexaHu3bM Ha AeicTBUE

IleTpopenukc € aHTarOHUCT Ha XOpPMOHA, 0CBOOOKaaBanT ryrenauzupamwst xopmon (LHRH). LHRH
ce CBBP3Ba ¢ MEMOpaHHUTE PELENTOPY HA KIETKUTE Ha xunodusara. [letpopennke ce KOHKypHpa b
cBbp3BaneTo Ha eHporeHuuss LHRH xbvM Te3u penentopu. Upes TakbB IPUHIMN HA JCHCTBUE
HETPOPETUKC KOHTPOIKpa oTAeNsHeTo Ha roHafgorponuante (LH u FSH).

B 3aBucumoct ot go3ata, nerpopenukc naxubupa oraensiaero Ha LH n FSH ot xunodusnara xiesa.
WNuxubupamoro AelicTBIE HACTHIIBA MOYTH He3a0aBHO, O3 MbPBOHAYANICH CTUMYIUpAII eeKT, U ce
MOJIBbPIKa Upe3 MPOIBIDKUTETHO JICUCHHE.

Knnanyna edukacHocT u 6e300acHOCT

IIpu sxenn nmerpopenuke 3a6aps muka Ha LH u mociensamaTa oynamws. [Ipu skeHn, MOITIOKEHHA Ha
OBapualiHa CTUMYJIAIHS, IPOIBIDKUTEITHOCTTA HA JICHCTBUETO HA LETPOPEIHUKC 3aBUCH OT J103aTa.
EdexTpT Ha 1IeTpOpENHKC ce moaabpxka ¢ MHOrokpatHu nrkekimu Cetrotide 0,25 mg na gnakon
(mpunosxena no3a ot 0,21 mg uerpopenukc) Ha Bceku 24 vaca (BK. Touka 4.2).

Kakro IIpU )KUBOTHU, TaKa U IIPU XOpa, XOPMOHAJTHUTC aHTArOHUCTUYHU e(l)eKTI/I Ha ONETPOPCIIUKC Ca
HAIIbJIHO 06paTI/IMI/I CJIed MPCKpaTABAHC HA JICHCHUCTO.

5.2 dapmakoKHMHeTHYHH CBOWCTBA

AOcoporus
AOcooTHaTa OMOHAIMYHOCT Ha METPOPEITUKC CJICT] TIOIKOXKHO MPHUIIOKEHHE € 0K0JI0 85 %

PasnpeneneHue
O6emsbT Ha pasnpenencnue (Vg) e 1,1 | x kg™

Enumunupane
CroifHOCTHTE Ha OOIIYS IUIa3MEH KIMPBHC U 0BbOpedHHs KIUPBHC ca choTBeTHO 1,2 ml X min x kg™

1 0,1 ml x mintx kg™

Cpe,Z[HI/IHT KpacH CJIIMMUHAIUOHCH IMOJYKHUBOT CJICA MHTPABCHO3HO HUJIU IMOAKOXKHO IMPUIIOKCHHUC €
CHOTBETHO OKO0JIO 12 nnn 30 YJaca, CbOTBCTCTBAIIl Ha G(l)CKTa Ha OpOICCUTEC HA a6cop6u1/151 Ha MSCTOTO
Ha MHXXCKTUPAHEC.

JlunenHocT
IToakoxHOTO TIpHIIOKEeHNE Ha equHUIHA 1031 (0,25 mg 10 3 mg meTpopenKe), KakTo U
€XXeTHEBHOTO MPUIIOKEHNE B pAMKUTE HA MEpUo] OoT 14 1HU, TOKa3Ba TWHEHA KHHETHKA.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

Hexnuananure JaHHHU HC IIOKa3BaT ocobeH PHUCK 3a XOpa Ha bazaTa Ha KOHBCHIIMOHAJIHUTEC
(bapMaKOJ'IOFI/I‘lHI/I MMpoy4BaHUA 3a 6C3OH3CHOCT, mpoy4BaHud 3@ TOKCUYHOCT IIPU MHOT'OKPATHO
nmpujiaraHe, TCHOTOKCUYHOCT, KAHICPOI€HCH IMOTCHIUAJ, PEIIPOAYKTUBHA TOKCUYHOCT.

OT mpoBeneHNTe NPOyUBaHUs 332 OCTPA, MOIOCTPA M XPOHUYHA TOKCUYHOCT MPH IUIBXOBE U KY4eTa,
ClIe/l TIOIKOKHO MPUIIOKEHUE Ha LIETPOPEIIUKC, He ce HaOI01aBa TOKCHYHOCT 10 OTHOIICHHE Ha
npunennute opranyu. He ca HabmonaBaHu NpU3HAIM HA JIOKAIHO APa3HEHE MM HEChBMECTUMOCT,
CBBP3aHH C JIEKAPCTBEHHS NPOIYKT, IIPH Ky4eTa cje]] UHTPAaBEHO3HO, HHTPAaaAPTEPUAIHO WIIN
NapaBEeHO3HO MHXKEKTHPAHE Ha LETPOPETTUKC, MPUIOKEH B 03U HAJl IPEIBUACHUTE 32 KIMHUYHA
ynotpeba mpu xopa.



Ierpopenukc He MOKa3Ba MyTarcHEH WIH KIIACTOT€HEH MOTEHIMAI IIPU TeHEH U XPOMO30MEH TECT
33 MyTareHHOCT.
6. PAPMANEBTUYHU JAHHU

6.1 CHoucbk Ha MIOMOIIHHUTE BELIECTBA

IIpax
Manunron

PaztBopuren
Bopa 3a umxexiu

6.2 HecnbBMecTHMOCTH

To3u lekapcTBEH MPOAYKT HEe TPsIOBA 1a Ce CMECBa C PYTH JICKAPCTBEHU MPOIYKTH, C U3KITIOUCHUE HA
[IOCOYEHHUTE B TOUYKA 6.6.

6.3 Cpok Ha rogHocT

HeotBopen duakon: 2 roauHu

Cren peKOHCTUTYHpaHe: 1a Ce U3I0J3Ba BeaHara

6.4 ChnenuajJHM ycJI0BUS HA ChbXpaHeHHUe

Ha ce cbxpansiBa B xinaauiHuk (2 °C — 8 °C). Jla He ce 3aMpa3ssiBa WM IIOCTaBs 10 KaMmepa 3a
3amMpa3sBaHe WM 10 OXJIQJUTEIN B XJIQJAWIHA YaHTA.

Jla ce cpxpaHsBa B OpUTHHAJIHATA OMAKOBKA, 3a JIa Ce MPEIa3u OT CBETIINHA.

HeoTBopeHHAT JI€KapCTBEH MPOAYKT MOXE JIa C€ ChXpaHsBa B OPUTHHAIHATA OIIAKOBKA Ha CTaiiHa
temmneparypa (He Haja 30 °C) 3a mepuoj 10 TpU Mecela.

To3u nekapcTBeH MPOAYKT TPsIOBa 1a ObJie OCTaBEH Ja JOCTUTHE CTaifHa TeMIIepaTypa Mpeu
umkektupane. Toil TpsaOBa na ce U3Baau OT XJIAAWIHUKA MPUOIU3uTeHO 30 MUHYTH MTpeau

ynoTpeoa.

6.5 Bwugu chabp:KkaHNe HA ONAKOBKATA

IIpax
®makonu ot 2 ml (cTekio Tun ) cbe 3amymanka (OpoMOOyTHIIOBA TyMa) U OTUYIIBAINA CE

ATYMHWHHUEBA KalladyKa.

1 ¢naxoH ceabpxa 0,25 mg HETPOPEITUKC.

PaztBopuren
[IpenBapuTeHO HAITBJIHEHA CITPUHIIOBKA (CTHKIIO THI I) ¢ TIaBa Ha OyTanoTo (CHITUKOHU3UpaHa

OpoMoOyTHIIOBa I'yMa) U Kamnavka Ha BbpXa (MOJUIPONMICHOBA U CTUPEH-0yTaAlueHOBa TyMa).
1 npenBapuTeIHO HAITBIHEHA CHPUHIIOBKA ChABPKa 1 ml Boaa 3a MHKEKIHH.
Bunose onakoBku

1 dbmakoH u 1 mpeaBapuUTETHO HAITBIHEHA CIPUHITOBKA WK 7 (hjlakoHa M 7 TIpeIBapyuTEITHO
HAI'BJIHEHU CITPUHIIOBKH.




B nomenHeHne KbM TOBA, OIIaKOBKAaTa 3a BCCKU (I)HaI(OH ChAbpiKa.

1 umxeknuonHa uria (¢ pazmep 20)
1 MH)KEKIIMOHHA UTJIa 32 TMTOJKOXKHO MpUIIokKeHue (pasmep 27)

He Bcuuky BUoBe 0NakoBKU Morar ja ObJaT IyCHATH Ha Iasapa.

6.6 ChenuaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

To3zu nekapcTBeH MPOAYKT TPAOBa 1a ObJie OCTaBEH J1a IOCTUTHE CTaiHa TeMIeparypa npean
umkektupane. Toil TpsaOBa na ce U3Baay OT XJIAAWIHUKA NpUOIn3uTenHo 30 MUHYTH ITpeau
ynorpe0a.

Cetrotide Tpsi0Ba a ce peKOHCTUTYHPA CAMO C OCUTYPEHHS 32 Ta3H el pa3TBOPHUTEI Ype3
BHUMATEJIHU KPBTrOBH JBIDKEHHS. [la ce M30rBa CHITHO pa3KialaHe, Py KOeTo ce 00paszyBar

MeXypH.

PekoHCTUTYUpaHUsT pa3TBOP HE ChIABPIKA YACTULIM U € OMCThD. Pa3TBOPHT He TpsAOBa /1a ce M3M0JI3Ba,
aKo ChABpKa YACTHUIU WK HE € OUCTHD.

Ls10TO KOJMYIECTBO OT (hylaKOHa TPOBa J1a ce M3TETIIH, 32 JIa CE€ OCHT'YPH Ha MalMeHTa 1033 OT
0,21 mg terpopenukc (Bx. Touka 4.2).

Pa3TBOpBHT TpsIOBa Ja ce U3MOI3Ba HEMTOCPEICTBEHO ClIe]] PeKOHCTHTYHUPAHE.

Hewusnomn3panusat JICKApPCTBCH NPOAYKT WM OTHAABYHUTC MAaTCpUAJId OT HETO Tp516Ba Ja ce

U3XBBPIAT B ChOTBETCTBHE C MECTHHUTE H3UCKBAHUSI.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Europe B.V.

Gustav Mahlerplein 102

1082 MA Amsterdam

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/99/100/001

EU/1/99/100/002

9. JATA HA I'bPBO PA3BPEIIABAHE/TIOJHOBSIBAHE HA PASPELIEHUETO 3A
YIHOTPEBA

[aTa Ha bpBO paspemanane: 13 ampua 1999 r.

Jata Ha nocienHo nmoxHopsiade: 13 ampui 2009 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

{IJ/MM/TTTT}

[Honpobna nnpopmanys 3a TO3H JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcaita Ha EBponelickaTa
areHIus 1o JiekapcTBaTa https://www.ema.europa.eu.



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

INPUJIIOKEHHUE |1

MMPOU3BOJUTEJI(U), OTTOBOPEH(HHU) 3A
OCBOBOKJIABAHE HA IAPTUIN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U UBNCKBAHUSA HA PASPEHIIEHUETO 3A
YIIOTPEBA

YCJIOBUA NI OT'PAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT



A. TPOU3BOAMUTEJI(M), OTTOBOPEH(HU) 3A OCBOBOK/IABAHE HA ITAPTU U

Hme n agpecC Ha HDOI/IBBOI[I/ITCJ'IH(I/ITC), OTFOBODGH(HH) 3a 0CB060)KI[aBaHe Ha MapTHuauTe

Merck Healthcare KGaA,
Frankfurter Strale 250
D-64293 Darmstadt
T'epmanus

b. YCJIOBHUA NWJIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IﬂT MPOAYKT C€ OTIIYCKa I10 JICKAPCKO MNPCANNCaHUC.

B. JAPYI'M YCJIOBUSA U U3BUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. Ilepuonnynu akTyaau3upaHu aokJjaaam 3a oesonacuocr (ITA/Ib)

M3uckpanusTa 3a nonaBane Ha [TAJIb 3a To3u JeKapcTBEH MPOAYKT ca MMOCOUEHHU B CITUCHKA C
pedepentnute natu Ha EBponeiickus cbio3 (EURD cnmcsk), npenBuzaen B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIEABAIIN aKTyaJIM3aL1H, ITyOJIMKYBaHH Ha €BPOICHCKUS
yeOropTa 3a JeKapcTBa.

. YCJI0OBUs NJIN OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

o ILnau 3a ynpasienue Ha pucka (ITYP)

[Mputexarenst Ha pasperieHueTo 3a ynorpeda ([TPY) tpsOBa 1a U3BbpIIBa H3UCKBAHUTE ACHHOCTH U
NEHCTBYSI, CBBP3aHH C TIPOCIeAsIBaHE Ha JIEKapCTBeHaTa 0€3011acHOCT, mocodeHn B onooperns [1YP,
npencraBeH B Moy 1.8.2 Ha pa3pemeHreTo 3a yrnorpeda, KakTo U IPHU BCUYKH CIIEIBAIN OA00pEeHU
akTyanu3auuu Ha ITYP.

Axryammsupan [IYP TpsiOBa na ce moxaBa:

. 1o uckane Ha EBporieiickara areHius 1o JieKapcTBaTa;

o BMHATH, KOTAaTO ce M3MEHS CHCTeMAaTa 3a yIpaBJieHne Ha PUCKa, 0COOEHO B Pe3yiTaTr Ha
NoJy4yaBaHe Ha HOBa HH(POPMALHS, KOSTO MOXKE /1a IOBeJIe 10 3HAYMMHU POMEHH B
CHOTHOILIEHHETO TMOJI3a/PUCK, WK CIIe/l JOCTUTaHE Ha BaKEH eTan (BbB Bpb3Ka C IpocieasiBaHe
Ha JIeKapCTBeHaTa 0€30MaCHOCT WM CBEXKJaHe Ha PHUCKa 0 MUHIMYM).
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NNPAJIOXKEHHUE |11

JAHHU BBPXY OITAKOBKATA U JINCTOBKA

11



A. JAHHHU BBPXY OITAKOBKATA

12



JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA C 1 ®JIAKOH U 1 IIPEJIBAPUTEJ/IHO HAITBJIHEHA
CIIPUHIIOBKA

KAPTOHEHA OITAKOBKA CBHC 7 ®JIAKOHA U 7 IIPEIBAPUTEJHO HAITbJIHEHHA
CITPUHIIOBKHA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Cetrotide 0,25 mg npax 1 pa3TBOPUTEN 32 MHKEKIIUOHEH pa3TBOP
LIETPOPEITNKC

‘ 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Bceekn dnakon ¢ npax ceabpka 0,25 mg nerpopenuke (mox hopmara Ha anerar).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEIIECTBA

IIpax
Manunron

PaztBopuren
Bona 3a nmkexnmn

‘ 4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

[Ipax u pa3TBOpUTEN 32 HHKEKITHOHEH PA3TBOP

1 ¢naxoH ¢ mpax ¢ 0,25 mg neTpopesuKc

1 mpenBapuTEIIHO HAITBJIHEHA CIPUHIIOBKA ¢ 1 Ml pasTBopuTen
1 umxeknuonHa uria (¢ pasmep 20)

1 MH)KEKIIMOHHA UTJIa 32 MOJKOXKHO NMpUIIoXkKeHue (¢ pazmep 27)

7 pmakona ¢ mpax ¢ 0,25 mg HETPOPEITHKC

7 peIBApUTEITHO HAITBJIHEHH CIIPHHIIOBKHU ¢ 1 ml pasrBopuTen
7 nmxekunoHan uriu (¢ pasmep 20)

7 MHKEKITHOHHY UTJIH 33 TIOAKOXKHO MPIIoXKeHwe (¢ pasmep 27)

5. HAYYH HA TIPUJIOKEHUE U ITbT(UILA) HA BbBEK/IAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
TlonkoXxHO MpUTOXKEHNE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

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

13



‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Crnen peKOHCTUTYUPAHE, J1a Ce U3M0JI3Ba BeAHAra.

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ja ce cpxpansBa B xiammwiHuK (2 °C — 8 °C). Jla He ce 3ampa3siBa WM MMOCTaBs 10 Kamepa 3a
3aMpa3sBaHe WM 0 OXJIAJUTEIN B XJIQJAWIHA YaHTA.

Jla ce cpxpaHsiBa B OpUTHHAJIHATa ONAKOBKA, 3a J1a Ce Mpelasu oT cBeTInHa. HeoTBopeHOTO
JIEKapCTBO MOJKE J]a CE ChbXpaHsBa B OPUTMHAIIHATA OTIAKOBKA Ha cTaitHa Temmeparypa (He Haj 30 °C)
3a IepUOJ 10 TP Mecella.

10. CHEIWMAJIHU IIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Merck Europe B.V.
Gustav Mahlerplein 102
1082 MA Amsterdam
Hunepnannus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/99/100/001
EU/1/99/100/002

13. TMAPTHUJAEH HOMEP

ITaptuna:

14. HAYMH HA OTIITYCKAHE

JlexapCTBEHUSAT MIPOAYKT C€ OTIIyCKa IO JIEKAPCKO IpeIIICaHue.

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Cetrotide 0,25 mg

14



‘ 17. YHUKAJIEH WAEHTUH®UKATOP — IBYU3MEPEH BAPKO/|

JBynsMepeH 6apKoJ1 ¢ BKIIFOUCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JTAKOHA

1. HUME HA JTIEKAPCTBEHUS NTPOAYKT U IbT(MIIA) HA BLBEK/IAHE

Cetrotide 0,25 mg mpax 3a HHXKEKIIMOHEH Pa3TBOP
LETPOPEITUKC
TToAKOKHO TPUITOKEHHE

2. HAYUH HA ITPNJIOKEHHNE

[Ipenu ynoTpeba mpoyerere INCTOBKATA

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

‘ 5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

0,25 mg

| 6. JPYTO
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMHUYHHU
II'bPBNYHH OITAKOBKH

PA3TBOPUTEJI B IIPEABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA - ETUKET

1. HUME HA JTEKAPCTBEHUS MPOAYKT U IbT(UILA) HA BBBEK/IAHE

PastBopuren 3a Cetrotide 0,25 mg
Bona 3a umxexkuuu

‘ 2. HAYYH HA ITPNJIOKEHUE

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

EXP

4. IMAPTUJIEH HOMEP

Lot

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

1mi

| 6. JPYTO
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Bb. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Cetrotide 0,25 mg npax u pa3TBOpPHUTE] 32 HH:KEKIHOHEH Pa3TBOP
netpopenukc (cetrorelix)

IIpoyeTeTe BHUMATEIHO LSIJIATA JUCTOBKA, IPeIH 1A 3all0YHeTe Ja U3I0J13BaTe TOBA

JIEKapCTBO, Thil KATO TH ChIbP:Ka BaskHa 3a Bac undopmanms.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe /1a ce HaJIOXKU J1a s IIPOYETETe OTHOBO.

- AKO UMaTe HAKaKBH JIOTTBIHUTEITHHN BBIIPOCH, TONTUTaiTe Barmms ekap i gapMarieBT.

- ToBa nexapcTBO € mpeanucano Jn4Ho Ha Bac. He ro nmpeorcrenBaiite Ha apyru xopa. To Mmoxe
Jla UM HaBpeIy, He3aBUCUMO Y€ IPU3HAINTE Ha TSIXHOTO 3a00JisBaHe ca chluuTe KaTo BammmuTe.

- Axo IMMOJIYYUTEC HAKAKBH HCXKCJIAaHU JICKAPCTBCHU PCAKINHU, YBCIOMETC Bamms JICKap Win
(apmaneBT. ToBa BKIIIOYBA M BCHYKH Bb3MOXKHH HEKENIAaHU PEaKLH, HEONHCAHH B Ta3H
nucToBKa. Bukre Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

Kakso npencrasnsia Cetrotide u 3a KakBO ce W3IMON3Ba
Kakso TpsiOBa na 3Haere, npeau na usnonssate Cetrotide
Kaxk na nsnoinssare Cetrotide

BB3MOXHU HEXENIaHN PEaKIUuH

Kak na cexpansiBate Cetrotide

ChpprkaHre Ha OTIAKOBKATA U TOIBIHUTETHA HHPOPMANUs
Kak na pasrBapsare n umkektupare Cetrotide

oL E

1. Kakso npeacrasasia Cetrotide u 3a kakBo ce H310J13Ba

Kaxkso npeacrasassa Cetrotide

Cetrotide cbappiKa JIEKapCTBO, HAPEUECHO IIETpOpeNrKe. ToBa IeKapcTBO He MO3BOJIsIBA TAI0TO By na
0CBOOOIH SIMIIEKIIETKA OT SHYHMKA (OBYIIAIMs) 10 BpeMe Ha MeHcTpyarHus Bu ki, Cetrotide
Cllaia KbM rpymara JCKapCTBa, HApCUCHU aHTI/I'FOHaZ[OTpOHI/IH'OCBO60)KI[3B3HH/I XOPMOHH.

3a kakBo ce u3noj3sa Cetrotide

Cetrotide e nmexkapcTBO, KOETO C€ U3IOJI3BA MO0 BPEME Ha TEXHUKUTE 32 aCUCTUPaHa PEMPOAYKIIUS, 3a J1a
Bu nmomorHe na 3abpemeneere. To He TO3BOJIABA SHUICKIICTKHUTE J1a C€ OCBOOOXKIaBaT BeIHATA, Thi
KaTo aKo SUIEKIETKUTE ce 0CBOOOIAT MPEKaJIeHO paHo (MPexkIeBPEMEHHA OBYals), Bamusr nexap
MOJKE J1a HE € B ChCTOSHHUE JIa TH ChOepe.

Kak neiicta Cetrotide

Cetrotide 610KHpa ecTeCTBEHHsI XOPMOH B TSJIOTO BH, HapeueH XOpMOH, 0CBOOOK TaBaIIl
nyrenHusupamsg xopmon (LHRH).

. LHRH xonTponmpa qpyr XOpMoH, HapedeH JryTenHu3upant xopmoH (LH).

. LH crumynupa oBynanusara 1no BpemMe Ha Bailiisi MEHCTpyaJieH [UKBII.

ToBa o3nauaBa, ue Cetrotide ciupa mopeauiiata ot ABJACHHUS, KOUTO BOJAT 10 OCBOOOXKIaBaHE Ha

siiniekIieTka ot sianuimTe Bu. Korato siineknerkute Bu ca rotosu 3a ce0upane, me Bu Obae qaneHo
JIPYTO JIEKAPCTBO, KOETO IIIe TH 0CBOOOAM (MHAYKIIMS HA OBYJIAIUATA).
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2. Kaxkgo Tpsi6Ba n1a 3Haete, mpenn aa uznoiassare Cetrotide

He n3nomasBaiite Cetrotide

o aKo CTe aJePrUYHM KbM IIETPOPETHKC HIH KbM HIKOS OT OCTaHAIIUTE ChCTAaBKHM HA TOBA
nexapcTBo (n36poeHn B TOUKaA 6).

o aKo CTe aJepruyHM KbM JISKApCTBEHH NPOAYKTH, cxoaHu ¢ Cetrotide (wiv Ipyru menTHIHA
XOPMOHH).

o aKo cTe OpeMeHHa WiIN KbpPMHUTE.

o aKo MMaTe TeXKKO OBOPEYHO 3a00IsIBaHE.

He usnon3paiite Cetrotide, ako HIKOE OT rOPEH30POCHNUTE OOCTOATEIICTBA C€ OTHACA 3a Bac. Ako He
CTe CUTYpHH B HEIIO, ToBopeTe ¢ Bamusa nekap, npeau Ja U3Mnoia3BaTe ToBa JIEKapCTBO.

Ipenynpe:xnaenust 1 Npeana3Hu MepKu

Anepruu
TpsbBa na kaxeTe Ha Bamms nekap, npeau na m3non3sate Cetrotide, B cirydaii 4e MaTe akTUBHO

AJICPrUIHO 3a00JIIBaHe WIN CTC UMAJIN AJICPIrUr B MUHAJIOTO.

CunnpoM Ha oBapuanna xunepctumyiamus (COXC)

Cetrotide ce m3mos3Ba 3a¢HO ¢ APYTH JISKAPCTBA, KOUTO CTUMYJIHMPAT SHIHUITNTE BU 1a mpow3BexaaT
MOBEYE SIMIICKIIETKH, TOTOBH 3a OCBOOOK1aBaHe. JlokaTo mpreMaTe Te3H JIeKapCcTBa WU CJIe]] TOBa,
Bue moxe na pazsuere COXC. ToraBa Bammre gonukynu ce yroiaeMsBaT 3HAYUTEIHO U Ce
MPEBPBILAT B TOJEMU KUCTH.

Bwxre Touka 4 ,,Bv3mo0icHU Hedceranu peakyuu  OTHOCHO €BEHTYaTHA CUMIITOMH, 32 KOWTO Ja
CJIENUTE U KAKBO J1a HAMIPABUTE MPHU MOSIBaTa UM

Ynorpeba Ha Cetrotide mmpu moBeye OT €IUH UKD

OnuThT oT usnoia3pane Ha Cetrotide mpu MoBede OT €AMH IIUKBJI € MaTbK. BalllusaT iekap BHUMATEITHO
1Ie MPEIeHN NOJI3UTe U PUCKOBeTe 3a Bac, ako ce Hamara na u3nonssare Cetrotide mpu moBede ot
€JINH [UKBII.

YepHopoOHO 3a001sIBaHE
TpsbBa na kaxeTe Ha Bamms jgekap, ako UMaTe 4epHOAPOOHO 3a00JsIBaHe, IIPEIU J1a U3I0NI3BATE
Cetrotide. Cetrotide He ¢ u3cie[iBaH MPH MALUSHTH C YEPHOAPOOHO 3a00IIIBaHE.

Br0peuHo 3abonsBaHe
Tpsa6Ba na kaxxere Ha Bammus ekap, ako uMate ObOpedHo 3a00JIsIBaHE, TIPESIH [1a M3I0JI3BATE
Cetrotide. Cetrotide He ¢ M3ciie[iBaH NPH MALUECHTH ¢ ObOPEYHO 3200 IIBaHE.

Jleua u roHomu
Cetrotide me e mokasan 3a yrorpeba Impu Jena ¥ FOHOIIIH.

Jpyru aexapcerBa u Cetrotide
Tpsi6Ba xaxere Ha Bamms jekap, ako U3M0I3BaTe, HACKOPO CTE W3MOJI3BAIN HIIHM € Bh3MOXKHO /1a
U3II0JI3BaTe APYTH JIEKapCTBa.

BpeMeHHOCT U KbpMeHe
He m3nomspaiite Cetrotide, ako cTe OpeMeHHa WM CMSITaTe, Y€ MOXKeE Jia CTe OpeMEeHHa, WK B cllydai
4e KbpMHTE.

Ilopupane u padoTa ¢ MAIIMHU

He ce ouakBa ynotpebata Ha Cetrotide na mosnusie Ha cnocoOHocTTa BH 32 modupane u padora c
MalIHHY.
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3. Kak n1a n3nos3Bare Cetrotide

Bunaru usnon3paiiTe ToBa JeKapcTBO TOYHO KakTo Bu e kazan BammusaT nekap. Ako He cTe CUTYpHU B
Hello, monuTaiite Bamus nekap.

HM3noa3Bane Ha JIEKApPCTBOTO
Topa JICKApCTBO € NPCAHA3HAYCHO CAMO 3a MHXCKTUPAHEC IIOJ] KOKaTa Ha KOpEMa (HOI[KO)KHO). 3a Ja
CC HaMaJIM IPAa3HEHETO Ha KOXXaTa, BCCKU JICH H36HpaﬁTe pas3inMieH y4aCThK OT KOpEMa.

o [IppBOTO MHXKEKTUPaHe TPSIOBa Jja ce U3BBPILU 10 HabmoaeHne Ha Bamms nexap. Bammsit
nekap win BamaTa MegunmHCKa cecTpa e Bu mokake kKak Ja MPUroTBITE U HHKEKTUPATE
JIEKapCTBOTO.

o MoskeTe na mpuiaraTe ciaelBalliTe HHXEKIMH CAMOCTOSITETHO TIPH yCIIoBHE, 4e BamusT nexap

Bu e npexynpenni OTHOCHO MIPU3HANUTE ¥ CUMITTOMUTE, ITOKA3BAIIH aJleprHsl, KaKTO U 3a
BB3MOKHUTE CEPUO3HH MJIM KUBOTO3ACTPAIIIaBaIIU TOCICACTBHSI, KOUTO OMXa HAJIOKHUIH
He3a0aBHO JieueHue (BUKTe TOUKa 4 ,,Bv3mooichu nescenanu peakyuu').

o Monsi, mpodeTeTe BHUMATEITHO U CIICABANTE HHCTPYKIIMUTE B Kpasi Ha Ta3M JIHCTOBKA MO
3arnaBue ,,Kax da pasmeapame u unacekmupame Cetrotide".
o Tps0OBa na 3anovHeTe ¢ MpUIaraHe Ha JIpyro JIeKapcTBoO npe3 1-us nen ot Bamms kype Ha

neuenue. Ciies ToBa TpsAOBa Ja 3anouHete Aa npuiarare Cetrotide HIKOIKO JTHHU MO-KBCHO.
(Bwxrte cieapaiaTa Touka ,,Kaxea 0oza oa usnonzeame').

Kaxksa no3a na usnoassare

Wmxektupaiite chabpixkanueTo Ha eauH diaakon Cetrotide Benubx aueBHo. [Ipenopbusa ce
JIEKapCTBOTO Ja Ce TpuiIara 1o €IHO U ChIIO BPEME BCEKH JIEH, Ha MHTEPBAIIN OT 24 gaca Mexay
BCsAKaA J103a.

Moxere a u3depere Jaau Ja ro HHKEKTHpaTe BCSIKA CyTPHH MJIM BCSKA Beuep.

. AKO ce MHXEKTHpaTe BCSKA CYTPUH: 3alI0YHETe NHXKEKTHUPAHETO Ha 5-Usl WK 6-Ud JIeH OT Kypca
Ha jieyeHre. Bb3 0cCHOBa Ha OTroBoOpa OT AHYHULIMTE, Bamuar gexap Moxe Aa pely 1a ce
3aMoyHe B Apyr JeH. Bamust nekap mie Bu nadopmupa 3a Tounara nata u yac. e
MPOABIDKHUTE J1a U3II0JI3BATE TOBA JIEKAPCTBO BKIIOYUTEIIHO 0 CYTPUHTA, B KOSTO 1e Obaat
crOpanu BammTe aitiekneTky (MHAYKINS HA OBYJIAIUATA).

nin

. AKO ce UHXKEKTHUpaTe BCSAKA Beuep: 3all0YHETe NHKEKTUPAHETO Ha 5-Usl IEH OT Kypca Ha
neueHue. Bb3 0cCHOBa Ha OTroBopa OT AWYHULIMTE, BammsT jJekap Moxe Jja pelliu Jia ce 3aro4He
B ApyT AeH. Bamwst nekap me Bu unpopmupa 3a Tounara aara u yac. llle npoabmkute na
M3II0JI3BATE TOBA JIEKAPCTBO BKJIFOYHUTETHO 10 BeuepTa npeau na Obaar crOpann Bammre
STATIEKIIETKY (MHIYKIIMS Ha OBYJIAINAATA).

AKo cTe U3M0JI3BAJIN NOBeYe 0T HeoOxoauMmara go03a Cetrotide

He ce ouakBat HeOGmaronpusaTHU e(peKTH, aKO CIy4JailHO HHXKEKTHPATe IIOBEYe OT He0OXouMaTa J03a.
JlekapcTBOTO 111€ JIeiicTBa 3a MO-ABJIbI Nepruo oT Bpeme. [1o npuHIMI HE ce 3UCKBAT CIEUaHA
MpeAna3Hu MEPKH.

AKo cTe mponycHau 1a uznojassare Cetrotide
. AKO TIpOIyCHETE 1032, HH)KEKTHPAKTe 51 BeJHAara 1oM Ce CETUTE ¥ roBopeTe ¢ Bamus jiekap.

. He unxextupaiite 1BoiiHa 1032, 3a J]a KOMIIEHCUpATE NpoIlycHATarTa /103a.

AKO MMaTe HIKAKBHU JOMBIHUTEIHH BHIIPOCH, CBBP3aHH ¢ yIoTpebara Ha TOBa JIEKAPCTBO, TOMUTANTE
Bamus nexap wiu gapmarieBr.
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4, Bb3M0OKHU HeKeJTaHU pP€aKuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKEC [1a NPCAN3BUKA HCIKCIAaHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKH I' TIOJTy4aBa.

AJIepruYHM peakuuu

. 3aroruisHe, 3a4epBsABaHe HAa KOKaTa, ChbpOex (4ecTo B CTaOMHUTE WU IO MUIITHUIIUTE ),
3ayepBeHH, ChPOSAIIN, HAAUTHATH Y4acTbLU (YyPTHKApHs), XpeMa, yCKOPEH MM HepaBHOMEPEH
MyJIC, TOAyBaHe Ha €3WKa U I'bPJIOTO, KMXaHe, XPUIITeHE WK 0COOCHO 3aTPyIHEHO AUIIAHE, WK
3aMastHOCT. BB3MOXKHO € J1a momy4nTe cepruo3Ha, )KHUBOTO3aCTpaIIaBalla ajleprudHa peakus OT
aekapcTBoTo. ToBa e Heuecto (Moske 1aa 3acerte 1o 1 Ha 100 xeHn).

AKko 3a0enexxuTe HAKOS OT HEXXEJaHUTE PeakLny, OCOYCHHU o-Tope, cnpere ynorpebdara Ha Cetrotide

1 He3a0aBHO ce CBBpiKeTe ¢ Bamms nekap.

Cunjapom Ha oBapuaiana xunepcrumyaanus (COXC)

To3u cuHAPOM MOJXKE Jia Ce TOSBHU, IIOPan YIoTpedaTa Ha IPYyTrH JeKapCTBa 3a CTUMYJIMPAHe Ha

STAIHUIIATE.

. Cumnromure Ha COXC MoXke J1a BKIFOYBAT 0OJIKa B IOJIHATA YACT HAa KOPEMa, ChUYeTaHa C
rajieHe WM NoBpbIaHe. ToBa MOXe Ja MMOKa3Ba, 4e UMa CBPBhXPEaKIHsl Ha SHIHUIIUTE KbM
JICYCHUETO U, Y€ Ca Ce Pa3BUJIM FOJIEMH SIMYHUKOBH KMCTH. TOBa ce Ciy4Ba uecTo (MOXe Ja
3acerte 70 1 Ha 10 >xeHn).

° Cunnpombt COXC MOXKe J1a CTaHE TeXKBK, C SBHO YTOJIEMCHU SMYHUITM, HAMAJICHO OTIE/ISTHE Ha
ypHHAa, HaJ|IaBaHe Ha TETJIO, 3aTPYJHEHO AUIIaHe WIH TEYHOCT B KOpPEeMa WIIA TPBIHUS KOTIL.
ToBa ce ciryuBa HedecTo (Moxe na 3acerHe a0 1 Ha 100 xeHn).

AKO 3a0eIexKUTe HAKOS OT HEXKEITAHUTE PEaKIMK, IOCOYCHU MO-TOpe, He3a0aBHO CE CBBPIKETE C

Bamusg nekap.

Jlpyru HexKeJIaHU peaKkuu

Yectu (Morat ja 3acerdat g0 1 ga 10 xenn):

. Jlexo 1 KpaTKOTpaiHO Apa3HEHE Ha KO)KaTa, KaTo 3auepBsiBaHe, ChPOESK MM OTOK, MOXKE J1a Ce
MPOSIBY HAa MSCTOTO Ha MHKCKTUPAHE.

Heuectu (morar na 3acersar o 1 Ha 100 sxenn):
° T"amene
) T'maBoOoine.

Cno01aBaHe HA HeKeJIAHH PeaAKINA

AKO TIOITyYUTe HIKAKBU HEKEJaHH JICKApCTBEHH PEaKIiy, yBeaoMeTe Bamus nekap wiu GpapmarnesnT.
ToBa BKIIFOUBa BCUYKH Bh3MOKHH HEOTIMCAHU B TA3U JINCTOBKA HEXKEJIAHU peakiuu. MoxkeTe ChIIo Aa
CHOOIIUTE HEXKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChOOIIaBaHe, TOCOYCHA B
[Ipunoxkenne V. Kato cro0miaBare HeXXeTaHU PeaKIMH, MOXKETE Jja JaJeTe CBOS IIPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(PpOpManns OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cexpansiBate Cetrotide

[a ce cpxpansiBa Ha MSCTO, HEIOCTBITHO 32 JIela.

He u3non3BaiiTe ToBa JIeKapcTBO Clie]] CPOKa Ha TOHOCT, OTOEINsA3aH BhPXY KapTOHEHATa OITaKOBKa,
(h1akoHa W MpenBapUTETHO HAITBJIHEHATA CIIPUHIOBKA ciiex ,,l'oneH no:/EXP*“. CpokbT Ha rOAHOCT
OTroBaps Ha MOCJIETHUS J€H OT MMOCOYCHHS MECEII.

Ha ce cpxpansBa B ximaamwiHuk (2 °C — 8 °C). Jla He ce 3ampa3ssiBa WK IMOCTaBs 10 Kamepa 3a

3aMpassaBaHC WIK J0 OXJIAAUTCII B XJIaAWJIHA YaHTa.
213 CC CbXpaHsBa B OpUTMHAIHATa OIIAaKOBKa, 3a Aa CC MPEAIasu OT CBCTIIMHA.
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HeoTBopeHHAT MPOIYKT MOKE J]a Ce ChbXpaHsABa B OPUTMHAJIHATA ONIAKOBKA Ha CTai{Ha TeMIiepaTypa
(ue Han 30 °C) 3a mepuoa A0 TpH Mecena.

Cren pa3TBapsHE M3IOJI3BANTE IPUTOTBEHUS pa3TBOP HE3a0aBHO.

He n3non3Baiite ToBa JIEKapCTBO, aKO 3a0€IEKHTE, Y€ OSIHAT Mpax BB UIaKOHA € TPOMEHII BUIA
cu. He usnon3paiite npuroTBeHUs pa3TBOp BbB ()JIaKOHA, aKO HE € OMCTHP U OC3IBETCH WIIH aKO
CBIBPIKA YACTHUIIH.

He I/I3XB'prIHI\/'ITe JICKapCTBaTa B KaHAIM3alusATa Uiu B KOHTeﬁHepa 3a JOMAaIIHH OTIIaaAbIn.
Ilonuraiite Bamms q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATa, KOUTO BEYC HC M3IOJI3BATC. Te3n
MCPKH IIC CTIOMOIrHAT 34 OIIa3BaHC HA OKOJIHATa Cpeaa.

6. Chbabp:kaHue Ha OIAKOBKATA M JOINbJIHUTETHA HHpOpManus

KakBo chabp:axa Cetrotide

- AKTHBHO BeIeCTBO: neTpopenukc. Beexu duakon cpabpxka 0,25 mg nerpopenuke (1o
¢dopmara Ha anerar).

- Hpyru cbcTaBku:
o B npaxa: manuTO1.
o B pastBopuTens: Boaa 3a HHXEKIHU.

Kak m3riie:kna Cetrotide 1 KakBo CbIbpiKa 0IIAKOBKATA

Cetrotide e npax u pa3TBOPHUTEI 3a HHKEKIIMOHEH Pa3TBOp. benusar mpax ce 10cTaBst B CTbKIICH
(akoH ¢ rymMeHa 3amyIuanka. Pa3TBopurenar e Ouctbp 1 6e31BEeTeH pa3TBOP B MPEIBAPUTEIHO
HaITbJIHEHA CIPUHIIOBKA.

®nakoHBT ¢ Ipax chabpka 0,25 mg HeTpopeNrKe, a NpeABAPUTEIHO HAITbIHEHATa CIIPHUHIIOBKA
cpabpka 1 ml pazrBopuTen.

Toii ce npeaJiara B OIIaKOBKHU, CbAbpiKalllnu 1 (I)J'IaKOH ul MpEABApPUTCIIHO HAITbJIHCHA COPHUHIIOBKA UIIN
7 q)HaKOHa u’7 MMPEABAPUTCIIHO HAITBJIHCHU CIIPUHIIOBKHU (He BCHYKH BHUIOBC OIIAKOBKU MOratT ga

Ob/IaT MyCHATH Ha a3apa).

3a BcekH (pr1akoH OMaKOBKaTa ChAbPKA CHINO:

. €/lHa UTJIa C KbJITA MAPKUPOBKA - 32 MHXKEKTUPAHE Ha CTEPHITHATA BOJIA BbB ()IaKOHA U
M3TETIISTHE Ha MOTyYeHOTO JIEKAPCTBO OT (IakoHa.
. €/lHa UTJla ChC CHBA MapKUPOBKA - 32 HHXKEKTUPAHE Ha JICKApCTBOTO B 00JIaCTTa HA KOpeMa.

IpuTexaTtes Ha pa3pelIeHUETO 3a ynoTpeda
Merck Europe B.V., Gustav Mahlerplein 102, 1082 MA Amsterdam, Huaepnanmust

IIpousBoauTten
Merck Healthcare KGaA, Frankfurter Stralle 250, D-64293 Darmstadt, I'epmanus
JaTa Ha mocseqHO npepasriexaane Ha guctoBkara {MM/T'TTT}.

IMonpoOHa uH(pOpMaIIKs 3a TOBA JICKAPCTBO € IPe0CTaBeHa Ha yeOcaita Ha EBporietickata areHIus
o JiekapcTeata https://www.ema.europa.eu.
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KAK A PASTBAPATE U UHXKEKTUPATE CETROTIDE

- B Ta3u Touka e 00sCHEHO KaK Jja pa3TBapsTe Mpaxa B CTEpUIIHATA BOJA (Pa3TBOPUTENS) U KaK
cle]l TOBa Ja MHXXeKThpaTe BameTo nexapcTBo.

- [Ipenu na 3amouHeTe fa U3I0JI3BATE JICKAPCTBOTO, MOJIS ITBPBO BHUMATEIHO IPOYETETE BCUUKH
UHCTPYKLIUU.

- ToBa nexapcTBO € MpeIHa3HaueHOo caMo 3a Bac — He mo3BomnsABaliTe Ha HUKOM ApYyT Aa ro
U3I0JI13Ba.

- Uznon3zaiiTe camo BeTHBXK BCAKA UTTA, (JIAKOH U CIIPHHIIOBKA.

IIpenn na 3ano4yHere

1. ToBa jexkapcTBO TpsiOBa 1a ObJe Ha cTaliHA TeMIlepaTypa Npeau HH:XKeKTHpaHe. Jla ce
HU3BaJH OT XJAAMIHHKA Npuoan3uTeano 30 MUHYTH pean ynorpeoda.

2. H3muiite pbuere cu

BaxxHo e pruete By, kakTo ¥ HelaTa, KOMTO M3I0JI3BaTe, a ObAaT Bh3MOKHO Haii-
YUCTH.

3. ITocTaBeTe Ha UKMcTa MOBBPXHOCT BCUYKO0, KOETO Bu e HeOﬁXOZ[HMO:

earH (BIIaKoH ¢ Tmpax

e/IHa TIPEIBAPUTEITHO HAIThJIHEHA CIIPUHIIOBKA ChC CTEPHUITHA BO/IA (Pa3TBOPHUTEN)

€/IHa WIJIa C JKBJTAa MAPKUPOBKA — 38 HH)KEKTHPAHE Ha CTEPUITHATA BOJA BbB ()JIaKOHA U
U3TETJISTHE Ha TTOJIyYeHOTO JISKAPCTBO OT (hiIakoHa

€/IHa WIJIa ChC CMBA MapKUPOBKA — 33 HHDKEKTHPAHe Ha JEKapCTBOTO B 00J1aCTTa HA
KopeMa

JIBa TAMIIOHA, HAIIOEHH ChC CIUPT (HE ca MPEJIOCTaBeHH B OMTAKOBKATA).

Pa3TBapsiHe Ha Mpaxa BbB BO/IaTa 32 MoJy4aBaHe Ha Bamerto JiekapcTBo

1. OTtcTpaHeTe Kanayka Ha GuIaKoHa

OTtnory mMa ryMeHa 3ammyIiaika — OCTaBeTe 5 BbB (prlakoHa.
[TouncreTe rymeHara 3arymraika ¥ METAIHHUS IPBCTEH C TAMIIOH, HAITOEH ChC CITUPT.

2. IIOﬁaBﬂHe Ha BO/1a OT NMPEABAPUTEC/IHO HAITBJIHECHATA CIPUHIIOBKA BbB qmalcm{a C mpax

H3Bazere OT oImakoBKaTa UIIaTa ¢ *KbJATA MAapKHUpOBKa.

MaxneTe KamaJykaTa Ha NpEABAPUTEIIHO HAITbJIHEHATA CIIPUHIOBKA U IIOCTABETE XBJITaTa
Hrjia BbpXYy HCs. Maxwuere MpeaANasnuTeiid Ha urjarta.

BkapaliTe uriata B [ICHThPa Ha TyMEHAaTa 3amyliajika Ha (JIakoHa.

baBHO HaTHCHETE OyTaNOTO HAa CIIPUHIIOBKATA, 32 J]a MHKEKTUpATe BOJIaTa BbB (priakoHa.
He usnonspaiite HUKaKBa apyra Boa.
OcraBeTe CIPUHIIOBKATA B TYMEHATa 3aIyllaliKa.

3. CMecBaHe Ha Npaxa M BOJaTa BbB ()JIaKOHA

Karo mppxuTe BHUMATEITHO CIIPUHIIOBKATA U (DIIaKOHA, JIEKO Pa3KIIaTEeTe, 3a J]a CMECUTE
npaxa u Bogata. [lomydeHusT pa3TBop TpsiOBa /1a € OUCTHP U J1a HE ChIbPKa YaCTHIIH.
He paskmamaiite, 3a 1a He ce 00pa3yBaT MexypueTa B JEKapCTBOTO.
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HOBTOpHO HallbJIBaHE HA CIIPUHIIOBKATAa C JICKAPCTBO OT (b.namma

OO0bpHeTe (hnakona Hagory. Ciiesl TOBa BHUMATEIHO M3AbPIaiTe OyTaIoTO Ha3al, 3a /1a
W3TETJINTE JIKAPCTBOTO OT (pJIAKOHA B CIIPUHIIOBKaTa. BHUMaBaliTe na He U3TermsTe
JTIOKpaii OyTaJloTo C MPUKpEIeHaTa ri1aBa Ha OyTanoro. B ciydaii, 4e cTe u3Baauau
OyTanoTo ¢ riaaBara 0e3 1a UCKaTe, HEMPEMEHHO U3XBBPIIETE J03aTa, Thil KaTo
CTEPHUITHOCTTA I ce 3aryou. [IpuroTeere HOBA 103a (M 3aII0OYHETE OTHOBO OT CTHIIKA 1).
B cnyuaii ue BBB (priakoHa OCTaHE JI€KapCTBO, U3IbPIANTE KBITATa UTIIA HABHH, TaKa ue
KpasT Ha Wrjiara Jia OCTaHe B camara I'yMeHa 3aIylnanka. AKO TOTJIeTHETe OT CTpaHaTa
Ha OTBOpa B TYMEHATAa 3aIlyIaiKa, MOXKETe J1a KOHTPOJIMpaTe IBUKCHUETO Ha Urjiata u
Ha TEYHOCTTA.

YBepere ce, ue cTe U3TETIUIH ISIOTO KOIMYECTBO JIEKAPCTBO OT (hIaKOHa.

IlocTaBeTe oTHOBO MNpCANIa3uTCIId Ha XKbJITATa UIJIA. I/I3Baz[eTe JKbJTaTta uria oT
CIIPUHIIOBKATa U OCTAaBE€TC CIIPUHIIOBKATA.

HO}]FOTBHHC Ha MSAACTOTO HA MHIKCKTHPAHE U HH/KEKTHPAHE HA JICKAPCTBOTO

1.

OtcTpansiBaHe Ha Bb31YLIHUTE MeXypueTa

W3Bazere OT onakoBKaTa Urjara cbC cMBa MapkupoBka. IlocTaBere cuBaTa uria Ha
CIIPUHIIOBKAaTa U MaxHeTe MpeANa3uTess Ha uriaTa.

OOBpHETE CIPUHIIOBKATA ChC CHBATA WIJIa HATOPE U MPOBEPETE 332 HATMYUE HA BB3yIITHH
Mexypuera.

3a 1a OTCTpaHUTE BB3IYIIHUTE MEXypueTa, JEeKO MMoYyKaiiTe ¢ HOKbT CIIPUHIIOBKATA,
JIOKAaTO BCUYKHSA Bb3AYX ce chbOepe B Hal-rOpHATA 4YacT, a CJIE TOBA JIEKO HATHCHETE
OyTanoTo, I0KaToO M3JA3aT BCHUKH BB3AYIIHN MEXypUeTa.

He noxocBaiiTe cuBaTa Uria U He 51 JOUPANTE 10 HUKAKBU IOBBPXHOCTHU.

SN

ITouncTBaHe HA MSICTOTO HA HHXKCKTUPaHE

N36epere MACTO Ha MHKEKTHPaAHE B 00J1aCTTa HA KopeMa. 3a MPeIoYUTaHe € OKOJIO
mbIa. 3a Ja HaMalIuTe PUCKA OT Jpa3HEHe Ha K0XKaTa, BCEKU JeH U30upaiite pa3nudeH
y4JacTBK OT KOpeMa.

[MouncreTe KoXkaTa Ha U30PAHOTO MSCTO HAa MHXKEKTHPAHE C BTOPHSI TAMIIOH, HAIIOGH ChC
CIHPT — U3IMOJI3BANTE KPBrOBO BIKEHHE.

Ipo6oxkaane Ha KoxKaTa

XBaHeTe CIPUHIIOBKATA C €lHATa PhKa — TaKa, KAKTO JIbPIKUTE MOJIMB.

C npyrara pbKa BHUMATEITHO 3aXBaHETE KOKaTa OKOJIO MSCTOTO, KBJIETO IIE HHKCKTUPATE
1 32JIPBXKTE 3]PaBo.

baBHo BKapaiiTe M3II0 CHBATa UTJIa B KOXKaTa MO bI'bJI OT 0KoJIo 45 mo 90 rpamyca, a
CJIeIl TOBA OTITyCHETE 3aXBaHATATa KOXKa.
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T

I/IH?KeKTl/IpaHe Ha JIEKApCTBOTO

Jlexo m3nbpmaiite OyTanoTo Ha3zam. B ciydaii, ue ce mosBY KPbB, MPOABIDKETE, KAKTO €
OMNMCAHO B TOYKA 5 MO-I0Y.

AKO He ce TIOSIBH KPBB, 0aBHO HATHUCHETE OyTAJIOTO, 32 J]a MHYKEKTHUPATE JIEKaPCTBOTO.
Korato CIIpUHIIOBKAaTa C€ U3IPAa3Hu, U3BaAACTE 0aBHO cHBaTa UIJja 1104 ChbIIUSA BI'BJI.
H3non3Baiite BTOpHA TaMIIOH, HAIIOCH CHC CIIMPT, 3a JIa IPUTUCHETE JICKO MACTOTO Ha
HWHXEKTHPaHE.

AKO ce IOSIBH KPbB:

nU3BazeTe 0aBHO CHBATa UIVIA IO CHIIUA BI'bJI

M3M0JI3BATE BTOPUS TAMIIOH, HAIIOEH ChC CIUPT, 32 Jia IPUTHUCHETE JIEKO MSICTOTO,
KBJIETO CTE MPOOOIH KOXKaTa

U3XBBpPJIETE JIEKAPCTBOTO B MUBKATa U CII€JBANUTE TOUKa 6 O-A0TYy

M3MUNTE PBIETE CU U 3aII0YHETE OTHOBO C HOB (PJIAKOH M HOBA IIPEIBAPUTEITHO
HambJIHEHA CIIPUHIOBKA.

HN3xBbpIsiHe

HW3non3Baiite Besika uriia, GJIaKOH M CIIPUHIIOBKA CaMO BEIHBIK.
[ToctaBeTe 0OpPATHO WIIKTE B PEANA3UTEIIUTE, 3a 1a MOXKE Ja TH U3XBHPJIHTE 110
0e30Iacey Ha4YuH.

[NommraiiTe Bamms dapmareBT Kak 0€30MMacHO 1a H3XBHPIIUTE YIOTPEOSIBAHNUTE HUTIIH,
(ITaKOHH U CIIPHHIIOBKH.
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