DIPHERELINE 0.1 mg

powder and solvent for solution for injections (s.c.)

JAGEPEJNH 0.1 mg

Npax H pa3TBOPHTE 32 HHKEKIHOHEH pa3Teop (s.c.)

NHOOPMAITHAA 3A HANIAEHTA




HAHOOPMAIINS 3A TATTHEHTA

IIpogeTeTe TA3H JHCTOBKA BHHMATEIHO, HPEIH A2 3aT09HETE J2 YIOTpedsBaTe
TOB2 JEKAPCTEO.

3amnasere Ta3H JHCTORKa. MOXe fa ce HanoXHM Aa £ IpOoYeTeTe OTHOBO.

AKo HMaTe Ollie BBIPOCH, MOJIA MONMTaliTe eKyBallis CH JIeKap Wik papMauenTa.
ToBa NeKapcTBO € MPeXIIHCaHo JHYHO 33 Bac 1 He TpsbBa Aa ro jasare Ha Apyrd. 1o
MOXE /Ia HM HaBPEeHH, AOPH aK0O TEXHHUTE CHMIITOMH Cd CHITHTE KaTo BaHIUTS.

B mazu aucmoska:
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Kaxeo npedcmaenasa JUOEPETHH 0.1 mg npax u pasmeopumen 3a
HHMCCKWUOHEH pa3MEop (30 NOOKONCHO NPUNONCERNE) U 30 KAKEO Ce U3NO0T364
moil. A
Hugopmanus, koamo eu e heobxoduma npedu da esememe JHPEPE/IHH 0.1mg.
Kax oa npunazame JTHOPEPE/ITHH 0.1 mg.

Buv3moocnu Hexcenan peaKyuu. '

Coxpanaeane na JHOEPETHH 0.1 mg.

II;I/I(DEPEJII/IH 0.1 1ag mpax n -pag"mop'men 32 HECKeKIHOHEeH Pa3TBop(3a
DOAKOKEO HPUIIOKEHHAE). )

Cncrap Ha npaxa:
JlexapeTsenoTo gemecTso ¢ triptoreline................... 0.1 mg

(xaro triptorelin acetate)

[Tomoumsu BelecTBa

MAHHTOIL"

Cheras Ha pa3TROPHTENA

Harpues XHOpJ, BOJA, 38 HEKEKIHH

Tpurexiaren Ha pa3penicHHETo 32 ynorpeda

BEAUFOUR IPSEN INTERNATIONAL
37, rue Spontini

75116 PARIS
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IHponssonurei

IPSEN PHARMA BIOTECH
83870.SIGNES
FRANCE

| I{AI\BO IPEACTABJISIBA TUOEPEJMH 0.1 mg ITPAX 1
" PA3TBOPHTEJ 3A MHIKEKIUOHEH PA3T50P (3A IIOAKOXKHO
MPIIOKEHHE) M 3A KAKBO CE H3IIOJI3BA TOH

ToBa IEKAPCTBO € AHANOT HA ecTecTBEH XOPMOH.

“Toif ce H3MOJI3Ba IPH JKEHH 32 JIeYeH e HA HAKOH BunoRe Oesmioaue. Koraro ce
H3IION3RA 32 OILTOXKAAHE B eNpyBeTka (in Vifro), TOBA TeKapCTBO OOHKHOBEHO Ce
KOMOHHMpA C APYTH XOPMOHH, HapedeHH TOHAHOTPOIHHH.

2. WHOOPMAIIHES, KOSTO BU E HEOBXOAUMA INPEJTHA A B3EEMETE
JAGEPEJHNH 0.1 mg.

HpoTHBOMOKA3aHHA:

He 6uBa na 6wpere nexysanu ¢ JJUOEPEJIMH 0.1 mg, ako cTe allepTHIHA KBM
triptorelin, KbM HSKOE OT IIOMOINHHTE BEIHECTBA HA IEKAPCTBEHUA NPOAYKT HIH KbM
JleKAPCTBEeHH APOJYKTH OT ChINHS KiAac.

He s3ematire JUGEPEJIMH 0.1 mg, ako cre GpeMeHHa.
]Ipenna?.nn MEpPKH 1pH ynorpeda

HBI.[HCHTKH NoIydaBariy TOB3 JIB‘IGHKC Tp516Ba Jia ce poJnaraT Ha CTporo MEHHITHHCKO
Haﬁlﬂ{)ﬂeHHe TIipH KOETO CTpI/IKTHO H PEefioBHO [& CC KOHTpOJIMpaT 6HOJIOI'H‘1HPITC
KIMMHAIHUTE H PEHTTCHONOIHINRYE ITOKA3aTCHH.

Bpemennoc'r

.Topa IeKapcTBO He  TpsabBa fa ce TIpMJIara 10 BPEeMe Ha GpeMeHHOCT. AKO BHE OTKPHETE,
“ae-cTe GpeMeHHa U B3eMATe ToBd JIEKapCTBO, crobimeTe Hezabapiio Ha J’IGKYBaIIIHﬁ BH.
JeKap, Koo Ire Tpekpary He3a6aBHo TIeHeHHAETO. .

Bvé scuuxu cryuau, Kozamo cme OpeMenna Wi Kepmume mpﬂﬁm da nrepcimie
cveem om NeKySamuA CiL JeKap wiu dapmayesma, npedu O0a 83ememé HAKAKEO
NERApCHgo.

Kepnere

ToBa IexapcTBO HE CETIPHIIATA-TI0 BpEME Ha-KbDMEHE




Ilodupane g padoTa ¢ MamuHl
He e ycTanoBeHO BIHAHEE

CrucpK HA Te3H MOMOHIHY BEeIecTsa, KOHTO ¢2 BAYKHM 33 GesonacHaTa &
. e(deKTHBHATA YHOTPe0a HA JeKAPCTBEHUST HPOAYKT

He ca npuiiooker JaHEY 33 TaKHBA.

VYuorpeda g2 Apyru JexKapcrea

Hsma nanny 2a BrauMoIeHicTBHE ¢ NPYTH JlekapceTBa. Belipeku ToBa IpeAH Aa 3allovHeTe
neuenne ¢ JHOEPENMH 0.1 mg, mpabea ysedomume nexyeawyus  Jexap uau
gapmayesma, axo 83emame WU HACKOPO CMe 63EMANYU HAKAKGO OPY20 NEKApCMeo, 0opu
U Iexapcemen, Koumo ce Kynveam bes peyenma.

3. KAK JA HPRJIATATE JTUGEPEJMH 0.1 mg.
HJosapoBka

Enna uHXeKus JHEBHO.
Cnazeaiime cmpozo npednucanuemo Ha Aexysauiun aexap!

Haynn u/nim 06T H2 BEBCKIAHE

TToaxoKHO NpUIOKEHHE

Ilpax®T TpsOBa La ce Pa3TROPH B IIPUIIONKEHWS DPA3TBOPHTEN HEIIOCPSACTBEHO Npenn
urxexTypane. [onyuenuar pastsop He TpsOsa Ja ce cMecka ¢ APYFH JIEKapCTBEHE

TNPOAYKTH.
IIpoaE/EENTEIHOCT HA JIEYEHHE

TIpOABIDKHTENHOCTT HA IeHeH e TpsiGBa fa 6bpe npncnocoﬁeHa oT JIBKYBaUIHSI neKap
3@ BCEKH OT/eleH cllydaii.

Ilpu scuyku ciywau MONs, CHA36aimMe MOYHO NPEONUCAHUEO HA 6AULUS TeKap.

He npexvcsaiime iederiuemo, 6ez nopeo Ja cé KoHcymupame ¢ NeKyeauus cu nexap.

Aro umame enexwamneniye, ve ecpexmom na JHOEPEIIHH 0.1 mg e mnozo cunen uny
MHO20 Cab, zogopeme ¢ REKYEayUs, Cu AeKap wiu gapiagesma.

.Axo riemere noeeue JAOEPEJIH 0.1 mg ,0TkonKoTo Tpsbra:

Koncyrmupaiime ce ¢ nexysayus cu nexap uiu hpapmayeema He3abasHo. erim




Axo 3a6papnTe §a gzemere JHOEPEJINH 0.1 mg

Hedicmeun, koumo mpagea da ce npednpuemam, Kozamo eOHa Wik nogeve 003da ca
nponycramu '
Bunaau ce obpvwyaiime kv nexysauua cu nexap.

4.  BB3MOKHI HEMKEJAHU PEAKLIAKN
Kaxmo scuuxu nexapcemea JHOEPETHH 0.1 mg moxce 00 umMa HEHCERAHU PeaKyuy

KomOrnanysTa Ha TOH MPOAYKT ¢ FOHAKOTPOIIMHE MOXe Ja NIpeNu3srKa 60iIKa B Ta3a
H/AIM B Kopema. AKO TOBA ce CHyYH, KOHCYJITHpaKTC C€ G JIEKyBaIgus CH JeKap KOIKOTO
€ BE3MOIKHEO N0-0Bp30.

Mosxe na ONyYUTe aIEPTHYIHY PEaKIHE WIH ITO-PAIKO TajleHe, HOBPHINAHE, HaHapaKe
Ha TEeryIo, MOBHIMEHO KPLBHO HANArane, HapynieHud Ha HaCTPOCHHETO, 3PHTCIHE
CMYMIEHHS, IOBHIIABAHE Ha TeMIIepaTypaTa Hiy 6onKa Ha MACTOTO Ha WIDKEKTHPaHe.
HpoxemxurennaTa ynorpeba Ha T0Ba JISKAPCTBO TIPH BE3PACTHH MOKE A3 YBEIHIH
PHCKa 0T OCTE0N0p03a.

AKo 3abenexncume HAKAKEU HENCEAHN eherkmuy, KOUMo He Ca CNOMEHAm 6 mazuy
JUCHIO6KA, MOJLA URGOpMUpaiime NeKyeawita Ci AeKap uiu apmanesma.

5. CbhbXPAHSBAHE HA NV®EPEJIVH 0.1 mg

Ha ce nazu na mecma, xvdemo deyama H£.3 Mozam 0a 20 cmuznam unu eudsm.
Ha ce cvxpanasa npu memnepamypu noo 25°¢c.

Ja ce unocexmupa nesabasrio cred pasmeapanemo.

Ma ne ce ynompetasa cned USIUHAHE HA CPOKA HA 200HOCT, OMBENA3aH SbDXY
OnaKgsramd.

He ynompebasaume  TUOEPEJIH 0.1 mg npax u pasmeopumen 5a
unmcemuu(noéhomcno npuioXCenUe), aKd 3a5€ﬂeafcume BUOUMY HPUIHAYU HA HADYWERA

YAROCI HU ONIAKOBKAMY, GbpHeme EXAPCMBEHUS RPOOYKM HA sauius qbapmaueem

Jata Ha pepakTHpane Ba Tekcra : Maii- 2003r.




