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1. HME HA JEKAPCTBEHHA [TPOAYKT

[Tporectoren 1% ren
Progestogel 1% gel

CITCBDEHUS NE L veireeeeeeieso)
U .

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

100 g ren ceabpxa kaTo aKTHBHO BelecTso 1 g nporecTepon (progesterone),
EznHa MepHa eanHMIA HA MEPUTENHATA AHHMIKA Ha AlUIMKATOpa € paBHA Ha 2,5 g OT rena, T.e. Ha 25 mg
IIPOreCTEPOH.

[IoMolltHK BeltecTBa: PHILIHHOBO Maco, MOJUETOKCHIIMPAHO, XHAPOTCHUPAHO H Ap.
3a TbJHUA CITHCHK HA NOMOIIHHTE BEIUECTBA, BHXKTe TOuka 6.1.

3. JIEKAPCTBEHA ®OPMA

['en
ITonynpospauen ren, cnabo onaneciupan,

4. KJIHAHKRYHHU JAHHHU

4.1 TepaneBTHYHH MOKA3ZAHMSI

JlobpokayecTBeHr 3a601sIBaHKA Ha MJTEUHATA XKJle3a:

- Mactronunus;

- JlonsnuuTeNnHO NeyeHne Ha Ro6pokadecTBEHa MACTOMATHS B CJy4ai Ha IPOrecTepoOHOB AeHUMUT,
Ilporectoren He e npeaHa3Ha4eH 3a ynorpe6a OT MBbxKe.

4.2 lo3MpoBKa H HAYHH Ha NPHJI0KEHHE

EOSHEGBKH

JleueHHETO € XKeNaTenHo Na ¢ MPOXBIDKUTENHO - BCEKH AEH OT MECEld, BKMIOUUTENHO M IO BpeMe Ha
MEHCTpYallus.

CpenHaTa npoabIDKHTENHOCT HA NPUIIOXKEHHKE € OT 3 10 6 Mecela.
MakcuManHata AHeBHa Ao3a € 5 g reu.
[Teouampuuna nonyaayus

[TIporectoren He e npeaHasHaueH 3a ynorpe6a npu geua noa 12-roquuxa BB3pacT.

HauuH Ha NPUIOKEHUE

Tpancaepmantio npunoxexue,




Ilporectoren ce mpenpmara B Tyba ¢ nuHHIKa 32 H3MepBaHe KOJHYECTBOTO reil. BcekH rpaM oOT
TpaHCAEpMaNHMsA ren cbabpka 10 mg mporecTepod. 3a rpaiyHpaHo M3MepBaHe Ha reia € HeOGXOIUMO
TybaTa Xa Cce NPMCTHCHE B JONHATA ¥ YacT M J]a C€ M3CTHCKA JIEHTA resl BbB BINTBGHATUHATA Ha

AO3Hpalliara JUuHUAiKaTa.
H3nnakHeTe NTMHUIKATa MO CTYAEHA BOJAA Clie ynoTpeba.

HaHacs ce cnen BcekuaHeseH Toaner. Manonspaliky annukatopa ce HaHAcs €IHA O ABE €OUHHIM OT
MEPHTE/IHATA JIMHHHKA, T.€. 2,5 g — 5 g re BbpXY BCAKa IbpAa.

Macaxwupa ce 10 MbJIHO NONKHBAHE HA NPOAYKTA.
[Iporecroren 1 % ren He ocTaBs neTHa.

Jpyra BB3pacTHH TpsaQBa Na u30ATBAT KOHTAKT KOXA B KOXA C TPETHPAHATA 30HA B NIPOAB/DKEHHE Ha |
yac cnen npunoxenuero. Ilanuenture Tpabea na ca HHGopMupaHH, Ye Jena He 6HBa 714 BJIM3AT B KOHTAKT
C TpETHpaHaTa 30Ha (BX. TOuka 4.4).

4.3 IlporuBonoxa3zaHusA

CBpPBXYYBCTBUTENIKOCT KbM aKTUBHOTO BEILECTBO HJIH KbM HAKOE OT TOMOINHHTE BEILECTBA,

4.4 CpoeuuanHd nNpeaynpexaeHHA H NPEANa3HY MEPKH NpH yrorpeba

Ipenu na ce mpUCTBIM KbM JIEYEHHE C TO3M JIEKAPCTBEHHS MPOAYKT, Tp6Ba aa ce H3BBPIUH MEAULIMHCKH
MPErneA € Len Aa ce H3KMOYH CHIIECTBYBAHETO HA XOPMOHAIHO3aBHCHMH TYMODH, HATPUMED MAMTHEHO
3abonsBaHe Ha rppAaTa.

TpabBa na ce BHMMaBA I'bpANTE H pBUETE A4 ca A00pe MOYHCTEHH Npemd 1a ce MPHJIOKH TeTBT. AKO
MCHCTPYQJIHUAT UMKBJ € HEPEXOBEH, R00aBAHETO HAa NEpPOpaJHO NPHEMAHH MPOrecTaTHBH €
IPENOPBYUTENHO.

To3u nexkapcTBeH NPOAYKT € caMo 33 BHHILHO IPUIOKEHHE H He TPAGBA Ja ce MOrTbIIa.

JleuenueTo He € MeTON 3a NpeAnasBakle OT 3a6peMeHABaHE.

[TosiBaTa Ha HeXeNaHH JeKAPCTBEHH PEaKIHH IPH NPUIIOKEHHETO HA TENa BBPXY KOXATA HE MOXE 1a Ce
H3KIIIOYH, HO HE Ca MPOBEXAAHH IPOYYBAHKS U He ca HabMoJaBaHH crelHPHYHH peaKIHH.

I'ersT ne OHBA fia ce npunmara BBPXY HapaHEHAa KOXa NMOPafM PHCK OT NpeKOMepHa pe3opbiiug Ha
NPOreCTEPOH.

Br3moxeH tpaHcdep Ha MPOrecTepoH KuM fAiena
[launentuTe TpabBa Ja ca MHPOPMHpPAHH, Y€ AcLa He 61BA 2 BJIM3AT B KOHTAKT C TPETHpaHAaTa 30HA.

Baxcna ungpopmayus omuocro Hakou om cvemaexume
[Iporecroren chbaBpXka PULHHOBO Mac/o, MOMHETOKCUIMPAHO, XHPOTEHHPAHO, KOETO MOXE 4 NPHUYKRHH

KOXHH PEaKLHH.

ycellane 3a napeHe BbpXy yBpeAcHa koxa. [IpoaAykTeT e 3anmanum, J0KATO He H3CHRHE.
(HEIOHOCEHH M JOHOCEHH), BUCOKHTE KOHUEHTPAUMH Ha €TAHOJ MOraT 7a npen /" v
PCaKUHKE H CHCTEMHA TOKCHYHOCT, NOpaju 3HauuTenHa abcopbumsa npes Hespsdhg i

OKJTY3HU$H).




4.5 BzanmopeiicTBHE C APYTH JeKapPCTBEHM NPOAYKTA H APYrH GOpMH HA B3auMogelicTBHE

He ca npoBexaany NpoyyBaHHA 3a B3aUMOREHCTBHATA.
Jlo MOMEHTA HAMa IaHHH 3a B3aHMOJEHCTBHE C APYTH JIEKAPCTBEHH ITPONYKTH.

4.6 bpeMeHHOCT H KbpMeHe

Bpemennoct
Tosn npoaykr He TpsfBa na ce npunara no BpeMe Ha OPEMEHHOCT, BBIPEKM 4Ye HE Ca ONHCAHH

yBpexkaawu petyca edeKTH.

KbpMeHe
TpsGea na ce BHMMaBA, KOTATO MPOFECTEPOH Ce MPHNAra MpH KbPMauyKH. [TponykTeT He TpsbBa ja ce
npHiara HEMOCPEACTBEHO NPEAM KbPMEHE, 3a Ja Ce MNpeNOTBPaTH CHy4aliHOTO MpPEXBBPISAHE KbM
kbpmayeto. IlporecTepoHbT MOXe YaCTHMHO A3 ce OTAeNH B MAHYMHOTO MJIAKO, BBIPEKH 4e He ca
OMHCAaHH YBpEX Jally KbpMaueTaTa e(eKTH.

4.7 EdexTH BbpXy cnocoGHOCTTA 32 odHpaHe H paGoTa ¢ MALIHHH

Ilporectoren He oka3ea, WM OKa3Ba HE3HAUMTE/IHO BIMSHHE BLPXY CIOCOGHOCTTA 34 1rogupare U pabora
C MAILIKHY.

4.8 Hexenann JiekapcTBeHH pPeaKIHH

Hexenanure nexapcTBeHH peakluH ce KaacHpHUMpaT B 3aBHCHMOCT OT YeCTOTATa Mo CHCTEMO-OpraHHH
knacose. [1o yecToTa Te ce onpenenar kaTo cneaea: MHOTo YectH (>1/10), gectu (>1/100, <1/ 10), HeyecTH
(2171000, <1/100), peaxu (=1/10000, <1/1000), muoro pemxu (<1/10000) M ¢ HeU3BECTHA YecTOTA
(OT HAaNMYHHTE JaHHH HE MOXKE 1A CE HAaIPaBH OLEHKA).

CHCTeMO-0pralen Kiaac YJectn Peaxu MHuoro peaxn

HapymieHus na CBpPBLXYYBCTBHTEIHOCT
HMYHHATA CHCTEMA

Hapyuienns Ha KOXKATS

KoxHM pasgpaznenun
H NOAKOXKHATA ThKAH

Merpoparus (BB3IMONEH
CHUCTEMEH edeKT npu
npunoxeHue Ha [Iporectoren 3a
MOBEUE OT TPH MeceLa)

HapymeHusn HA
BL3NPOHIBOAHTEJHATA
CHCTEM& H I'bpAATA

B HsaKxoHU cnydau ce HabmoaaBa H3MeCTBaHe Ha MECHCTPYQJIHHA LIMKBJ ¢ MAKCUMYM 1 10 2 AHM Hanpen, HO
0e3 Jla HMa TIPOMSHA B HHTEH3HBHOCTTA HA MEHCTPYAIHOTO KbpBeHe. To3u edext obaye e HesHAUKTENEH
B CPaBHCHHME C peaklliHTe, KOMTO ce HaOmoJaBar mpH MpHaraHe Ha €KBUBAJIEHTHA 71034 NporecTepoH
nepopaHo.

Baematiky npeABU/l HaUuMHA M NPETIOPLKHTE 32 MPHIOKEHHE HA NIPOTECTEPOH, TO CHCTEMHA EKCITO3HLIMSA C
HEro € MaJKko BEpoATHAa. Bhrpekn ToOBa, ako koxHata GapHepa € HapyLIeHa, TO PHCKBT OT CHCTEMHM
eexTH, KaTO MEHCTPYaHH NPOMEHH, aMEHOpPesl, UHTEPMEHCTPYATHO KbPBEHE, [1aB06OIMe, € OBHILIEH.

Croblinasane Ha NONAO3HPAHH HEXETAHH PEAKIHH
CpobilaBaHeTO Ha MOZO3MpaHH HEXENAHH PeakuMu Cel paspellaBaHe 3a ynoypeem!
MPOAYKT € BaXcHO. ToBa MO3BOJABA Ja MPOABDKH HAOMIONCHHUETO HA CHOTHEMILAN W
NEKapCTBEHHA MpoAyKT. OT MeAHUHHCKHTE CIICLHATACTH Cé M3HCKBA Na ChoGMiaRs




HexkenaHa peakuus Ype3 M3nbnHuTenHa areHnus no Jgekapereara, yi. ,,Jdamsan Ipyes Ne 8, 1303 Codus,
Ten: +359 2 8903417, yebcaiit: www.bda.bg

4.9 Ilpeno3upane
Hsama naHHu 3a cnyvyad Ha npero3HpaHe.

[lopamu TpaHCOEPMATHOTO MPHIOKEHHE, CIIyYad Ha MPeHo3HpaHe ¢a MAJIKO BEPOATHH. YCTAHOBEHO €, Ye
MOXCE Na HMA M3MECTBAHE Ha MCHCTPYANHHA UHKBJI ¢ MakCUMyM | 10 2 nHH Hanpen. B Tesu ciyyau
ynotpebara Ha [Iporectoren Tps6sa aa Mexay 10-1 u 25-5 feH cliell HAYAIOTO Ha MEHCTPYaLMATA.

5. ®APMAKOJIOTHYHH CBOHUCTBA
3.1 PDapMakoAHHAMHYHH CBOHCTBA

DapmakoTepanesTHyHa rpyna: IIporectorend (TIonoBH XOpMOHH H MpenapaTH, peryJHpamid MoJjoBaTa
cucrema). ATC kon: GO3DAO4

[Iporecroren e BOAHO-ANKOXOJIEH resl 32 JEYCHHE M NPEOTBpPATABA BACKYNApHH M KNETHYHH eheKTH,
NpeAU3BHKAHH OT JIOKANEH AEQULIMT HA POreCTEPOH B IbPAMTE.

B repaarta nporecTepoHbT:

- MOTHCKA YBENHYABAHETO Ha KAMTHAAPHHA NepMEeabHINTET, IPEAH3BHKAH OT €CTPOreHa;

- y4acTBa B HApaCTBaHETO H AUPEPESHIMPAHETO Ha raakToQOpH H alMHH;

- bnokupa uy¥Kbia Ha ObP3UTE EMUTETHH MHTO3Y, IPEAU3BHKAHH OT ECTPOTCHHTE.

[lopanu ToBa, Ilporecroren Moke na ce HW3MON3BA 3a JeueHHe Ha AoOpokadyecTBeHO 3a0onsBaHe Ha
bPANTE, AL/DKALLO CE HA ITBACH UK YACTHYCH MPOreCTEPOHOB AedHIUT.

IIpu npuoxkeHre Ha NporecTepoH BbPXY Koxa ce abcopbupa okono 10% ot npuiokeHata 1033, KaTo ce
MOCTHIA 3HAYHTE/NHO YBCIHYCHHEC HA KOHLEHTpalMsTa MY B TbKaHTa Ha IbpAMTe, 0e3 Aa HaBIH3a B
KpbBOOOpallleHHETO, IpHYMHABaHKkY CHCTeMHH edexTH, ocobeHO B ofnacrra Ha Martkara. OcBEH TOBa,
JTOKANMHOTO MNPHJIOXKEHHE Ha MNpOrecTEpoH BOAM A0 3HAYHTENHO YBEJIHYEHHE HA AKTHBHOCTTA Ha
17-B-xugpoKCHCTEPOHA AEXHAPOreHa3aTa B rbpAuTe. TO3M €H3UM M03BOJABA pascelBaHe Ha ecTpaaHoa
M ecTpoHa B o0nacrra Ha rbpPAMTE, KOETO CMOMara 3a HaMansBaHe NEHCTBHETO HA E€CTPOTEHHTE B

[IPULENHHUTE TEKAHH.

TepMmorenasa (MpOM3BOACTBO Ha TOMJIMHHA CHEPTHA) MPAKTHYECKH HAMA MOPAiH pA3IHYHMA BT, IO
KOHTO mnporectepoH ce MeTabonuaupa. [IpM TpaHCAepMAlHO MpPHNIOKEHHE MPOTECTEPOHBT Ce
MeTabonu3npa 10 anda-peayuHpaHi NPOH3BOAHH 33 Pa3fiHKa OT NEPOPANHO MPHIICKEHUS POTECTEPOH,
KOHTO ce MeTabonn3upa Jo GeTa-peayunpaHid TEPMOTEHHH ITPOH3BOAHH.

5.2 ®DapMaKOKHHETHHH cBoOCTBA

[loBHiieHa TBKaHHA KOHLEHTpAllMs HA NporecTepor ce Habmoxasa 24 uyaca cnea NbPBO MPHIAraHe Ha
NICKApCTBCHHA MPOAYKT M Ce 3ama3Ba B MPOJAR/DKEHHME HA OKONO 24 vaca clel NpeKpaTsBaHe Ha
JICYEHHETO.

5.3 IIpeaxnuHHYHKR JaHHH 32 Oe30naCHOCT

He ca H3BECTHH AOIBIHHMTE/HYA NPEAKIHMHUYHH JaHHH 38 6€30MacHOCT, pasiy
ApYTHTe paszgeny Ha Kparkara XxapakTepHCTHKA HA IPOJYKTA.




6. GAPMAIIEBTUYHHU JAHHH

6.1. Cnuchk HA IOMOILIHHUTE BelleCcTBa

OKTUAAOAEKAHOI

Kapbomep

PHUHHOBO Macno, NOJHETOKCHIMPAHO, XHAPOTEHHPAHO
TponamuH

ETaHon

[IpeuncreHa Boaa

6.2. HecnBMeCTHMOCTH

He ca u3BeCTHH.

6.3. Cpok Ha roguocTt

3 roauHH

6.4, CroeusajJHH yCJIOBHSI HA ChLXpaAHEeHHE
Ha ce cuxpangsa noja 25°C.

6.5. Jlanuu 3a ONNaKOBKATA

AJyMHHHeBa Tyba ¢ BMecTUMOCT 80 g, cHabeHa ¢ no3upaiua MMHUAKA ¥ MOCTaBeHa B KAPTOHEHA KYTHS C
JIHCTOBKA 34 NALHCHTA.

6.6. CnenHajHH NpeANna3HH MePKH NPH H3XBLPAAHEe H pabora
Ha ce BuuMaBa 3a no6poro 3aTBapsHe Ha TySata ciep ynotpebal

Heusnon3saHuAT [NPpOAYKT HIIH OTHIAABYHHTE MATCPHAJIH OT HEroO TpHﬁBa Aa CC U3XBBPIAT B CbOTBCTCTBHE
C MCCTHHTC H3HCKBaHHA.

7. IIPATEXKATEJ HA PAZPELIEHHETO 3A YIIOTPEBA

EKO®APM I'PYIT A]]

yJI. ATaHac JJykos Ne29, et.3
1407 Codms, bearapus

ten: (02) 906 90 70

¢axc: (02) 906 90 71

8. HOMEP HA PA3SPELIEHHUETO 3A YIIOTPEBA

Per. Ne 9300439

ST N
9. JATA HA ITbPBO PASPELIABAHEMOIHOBSIBAHE HA PAIRERTEHURION 3A
YIIOTPEBA HA JIEKAPCTBEHMS ITPOAYKT QO . <%_,0




Jata Ha nbpBO pazpeinaBane: 30.12.1999 .
Jara Ha nociaenHo noaHoeseade: 16.03.2011 r.

10. JATA HA AKTYAJIUZHPAHE HA TEKCTA




