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HPATKA XAPAKTEPUCTIIA HA DPORYKTA

JEMAPHARM GrabH Gravistat ©

T‘prOBCKO HaMeHoBate Ha seKapcrBenus npoayKT
Gravistat 125

Fpasucrar 125

KauecTBeH U KOJIMYECTBEH ChCTaB

Bcsika oriakoBKa 3a €AMH LUVMKbIT ChEbpXa 21 06BUTH TabneTkm
Bcsika TaGHeTlga cbabpXa: '
Ethinylestradiol 0.050 mg

Levonorgestrel 0.125 mg MUHUCTERCTBO HA ég?é'ng}ﬂﬁsﬁﬁq%g@;;

JFiexapcTeeHa dopma Mpmoxemmeom - ~ J

OBBUTY TaGHETKM Paspewenie saynorpe6a it W\~ 0| z_d,;gar’fsyg;:'

KNMHHUYHM 0CO6EHOCTH ' : N LEL,
641 /10.0%04 A 7

TepaneBTMYHK MOKa3aHNA | S

XopMOHaneH KOHTPONI Ha  paxpaeMocTTta (KoHTpauenums),HapyileHns Ha
MEHCTPYaNHUS LMKDbI ,IUCMEHOpES

lipuno)xesne u BO3MPOBKa
Jo3vpaHe Ha eauHUYIHN U HEBHU B03u

Tpsabea Aa ce B3eMa 1o egHa Tabretka Gravistat © gHesHo B MpoAbIDKeHne Ha 21
ZHu.

HauMH Ha npunoxeHne

YnotpebaTta Ha XOpMOHaNHU KOHTPAUErTMBY TPsbBa 4a ce npejwecTsa o1 MbieH
o6l Me[UUMHCKKM Mperniied, BKIOYBaly W3MepsaHe Ha KPBBHOTO HansiraHe u
TE/IECHOTO TerNo, TECT 3a 3axap B ypuHata, 8k0 € HEeOOXOAUMO, AMarHOCTAYHO
M3CEABaHE 33 YepHOAPOOHM 3a60nsaBaHMs M TMHEKONOrMUeH npersied, BKAOUBaLl]
MIIEHHITE JJ1E31 U UMTOIONMYHO M3CIeABaHe Ha LIEPBUKANEeH CeKpeT 1 LepeuKanHa
Hamaska.

Coluyo Taka TpsiGea Aa ce CHeMe BHAMaTEnHo (haMuniHa aHaMHesa, 3a Aa ce YCTaHoBMU
HaNM4YMETO Ha 3aboMisiBaHe, HYXHREIO Ce OT JIEYEHME WM HSIKaKBO pMCKOBO
CbCTOsIHME U MPEAM BCUUKO, A2 Ce UKIIOUM BPeMEHHOCT.

TpsibBa Aa Ce vBKIIOYaT HapYWeHKs B CUCTEMATa Ha KPbBOCLCUPBAHETO.
AKO DM HAKOM wWieHOBE OT CEMelicTBOTO Ha >KeHaTta MMa  aHaMHesa 3a

TpoMOoeMBONUYHM  3abonsiBanusi (Hanp. AbRGOKW BEHO3HM TROMBO3Y,,  MIHCYTT,

MiOKapAeH MHMApPKT) B NMO-MMaad Bb3pacT, Te3W AaHHU OT thafmriHaTa s e3a
e Ha G

TpsabBa Aa ce BKmoYaT npy onpefensHe Ha pucka npy npeanucs
B TakuBa Criyyau.

Besika sxeHa Ha Gravistat © Tpsbsa na nposexaa nperneau
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HesasucuMo Kak e ripegnvicad, Gravistat ® 1patea ga ce zanouHe Ha 1us ged or
MECEeYHUS LMKbB/I, A0PW 3KO XEHaTa € B3emarsia ApYr XOpPMOHaNeH KOHTpauenTtus
npeau ToBa.

MNbpsata Tabnetka ce B3eMa OT 6AMCTEpa, KbAETO € 0T6ENA3aH CbOTBETEH AeH OT
cepmuuara. Tabnerkarta ce ro/iva Uana ¢ A0CTaTbUHO KOMYeCTBO TeUHOCT.

Cnep, ToBa Ce B3eMa N0 eaHa TabneTka BCeKK eH No MocoKa Ha AHWTE U CTpefikuTe,
ZI0KaTo CBLPIIW MECeYHaTa OnaKoBka.

TabrieTkuTe TpsibBa Aa ce B3eMaT Mo €4HO M ChILO BpeMe Ha fieHsl.

21-pgHeBHIMA KypC Ha B3eMaHETO Ha TabRETKUTE Ce nocnensa ot 7-aHeBeH MHTEpEaN,,
B KOMTO He ce B3eMat Tabnetku. OBUKHOBEHO 2 a0 4 AHu cne,q nocnesHata oT.
TabneTkuTe e 3aroyHe MEHCTPYaSTHO KBPBEHE. -

MbpBUAT UMKbA Ha Gravistat ®, 3a pasnvka ot cneasalinTe, NpPoAb/DKABA CaMo.
oKosio 2340 25 AHM BMecTo 4 ce,qmmuu

Criepy 7-iHeBHaTa NMOUMBKA MPOABLIDKABA B3EMAHETO Ha TabieTku OT HOBA onaKOBKa,"
HE3aBMCUMO AaN KbPBEHETO € CrPANo Uy OLe NPOALIDKaBa. :

Sabenexka (ePeKTHBHOCT Ha KOHTPALIENMUNATE):

OT mbpBUAT AEH Ha MNPUEMAHETO Ha TabneTkuTe XeHata e npe;:maaeHa 0T
3a6pemeHﬂBaHe lMpeanaseaHeTo OT 3abpeMeHsiBaHe e OCUIyPeHo U Npes 7-AHEBHUS
UHTEpBan, B KOWTO HE Ce B3eMaT TabneTKu.

Axo Gravistat ® ce zanouHe MHOMO CKOpo wief paxaaHe wunu abopT, NeKapar
TpsibBa fa npeLeHy 4ann fia npenopbya AOMb/THUTENHU KOHTPaLenTUBHH MepK# no
BpPEME Ha MbpBUs LUKbI,

KoHTpauenmBHOTO feCTBME MOXE AR Ce Hapyli OT HEMpaBuiHO NPUNOKEHUE,
MoBpBIaHE Wik YpeBHK 3a00NsiBaHWst C AVapUs, NPOLALIDKUTENIHE €JHOBPEMEHHA
ynotpeba Ha onpeaencHn MeauKaMmeHTH (B)K 4.5. “Bsaumopeiicteusi ¢ Apyru
nexapcTea ¥ Apyrv QopMv Ha B3auMoelicTBMe”), KakTo M MpW MHOTO pesKu
uHAMBMAYanHW MeTabonuTHM HapyweHusi. [IbpBOHayaneH npusHak Ha ToBa €
nosiBata Ha WHTEPMEHCTpYanHO KbpBeHe. JlakcatMBeuTE nipenapatt € Meko
AEACTBUE He HapylLaBaT KOHTPALIENTUBHUS edexT.

Axo >keHaTa 3abpaBy fa cu B3eMe TabneTkaTa B 06UUaliHOTO BpeMe, T8 Tpsbea aa s
B3eme npe3 cnefpamuTe 12 yaca.

AKO 3aKbCHee C rosede oT 12 yaca, T.e. HAABMLIM HOPMAnHUst 24-UacoB MHTEpBan
Mexay fsete Tabnetku € noeeuye OT 12 vaca, B TO3W UMKBA [OBEUE He ¢
rapaHTipaHa HafieXx/Ha KOHTpaleruusa. HesasucuMo OT TOBa, XeHaTa Tpsibsa ja
MPOAL/DKM  3anOYHATATa OfaKOBKA, KaTo B3EME BCWYKM OCTaHanu Tabrnetku (M
OCTasu nponycHatuTe) B obBMualiHOTO BpeMme, 3a fa NPefoTBPaTy HOSIBA Ha -
NpeXJieBpeMeHHO KbpBeHe, Tst TpsabBa Aa U3nosi3Ba APYr, HEXOPMOHANEH, METOA Ha'
KOHTpalenuus - C M3KIIMeHWE Ha, KanedfapHust Metoh Ha Ogino-Knaus u
TemnepatypHus MeTo. FponycHaTuTe TabneTku He Ce B3eMar.

flo chluuTe APUUMHM, CTrIOMEHaTW B MNpeaviHMS Maparpad, ' Ba
npeKeCBaHe Ha TabneTkuTe B cnyqan Ha roBpbLUaHe, Avapugs
HaMansBalM KOHTPaUENTMBHOTO AelicTBue. AKO TOBa cbeTon




4.3.

B TO3M UMKbN Tpabea Aa ce U3MOoA3BaT SOMbAHUTETHU KOHTpaUenTMBHK Mepki. Axo
CbCTOAHKE, KOSTO HamMasiasa KOHTPaUerTUBHOTO }J,eff‘lCTBHe, NPOABLMKK TI0-AbIIrO,
XOPMOHanNHaTa KOHTPpaUeniya ce CYKTa 3a HenoaxXoaaiwa.

MpogbmMUEUTENHOCT Ha ynoTpeda

MpoALMKUTENHOCTTa Ha ynoTpeba Ha Gravistat ® aaBucn no npunumn or Bblpoca
KOJIKO Ab/Ir0 XeHaTa e UCKa A3 M3MOJI3Ba XOPMOHANEeH METOA Ha KOHTpaLenuus
OCBEH B CllyJauTe KOraTo € 3acTpalleHo HeMHOTo 3apaee.flaumeHTkara Tpsbea ga ce
KOHCYNTTUP@ C NeKkapa T OTHOCHO NPOABLIDKATENHOCTTa Ha ynotpeba Ha Tosu'
NPOAYKT. ‘ , ’ )
AKO >(eHaTa NpornycHe MEHCTPYasiHOTO KbpBEHE MO BPEME Ha 7-iHEBHMSI WHTEpBa,
B KOWMTO He ce B3eMaT TabneTky, Ta Tps6Ba ja cnpe Gravistat ® aokaTto ce usKnioun
6peMeHHOCT.

nporusqnoxasanus

Gravistat ® He Tpsbsa Aa ce M3NKCBa, ako Haé;rbnu HAIKOE OT cqé.qnuie CbCTOSHMS:
bpemeHHOCT 1 KbpMeHe ‘

YepHoapobHy 3abonsiBaHus

OCTPYM M XPOHUYHYM YepHOAPOOHK 3a6onaBaHNs; HapyLieHa exCKpeLWs Ha BunnMpyou
B JuTbukata (cuuapomu Ha Dubin-Johnson u Rotor), Hapyluena »UTbUHa cekpeuus,
3aCTOM Ha MUTLUKA (xonec*rasa FOpU aHaMHe3a 3a Takaea, aKo MosBaTa t e buna
CBbP3aHa C bpemMeHHOCT WnK' ynoTpeba Ha MOMOBM CTepomau [ronoBK XOPMOHM];
TOBAa BK/IOYBA MAMOMNATUYHA XbIITEHULE WM NPYPUTYC MO BpEME Ha ripefuiuHa
OPEMEHHOCT UK AIGUEHME C ECTPOreHN U NMPOrecTepoH);

cries, npebonenyBaH BUPYCEH XenaTuT, T.e. Cie] HopManuanpaHe Ha YepHoapobHUTe
QyHKUMK, TpsGBa fia MMHAT OKOJIO 6 Meceua NPean Aa 3anouHe yrnoTpeba Ha To3u
MEeAVKAMEHT;

MWHAJIM WIN ChLIECTBYBALLM YEPHOPOBHU TYMOPHU.
Cbaosu unu MetabonuTHy 3a60nsSBaHus

nywaukn (BX. 4.4. “CneumanHu npegynpexpeHusl W TNpeanasHr Mepku  Mp
ynoTpeba”);

MWHGNW UnK ColecTsysally TPOMOK (Tpom6o3a, TpoMEeMEGosM3bM) Ha BEHM WM
apTepun (0COBEHO WMHCYNT, MMOKapZeH WH(bapKT, ALAOOKY BEHO3HM TPOMBO3Y,
GenoapobHa eMOonVs), KakTo M ChbCTOSHWS, KOMTO 3aCWiBaT npeapasnosioKeHNETo
KbM HAKOM OT MO-TropHUTE, Harp. HapylueHust B Koaryhaumsata CbC CKIIOHHOCT KbM
obpasyBaHe Ha KpPLBHU ChbCMPELM, HacneacTBeH Aedmumnt Ha AT-III, nporeun-C-
W/WIK NpOTENH S, CreLMMUUHN CbPACUHN 3a60nABaHMUST

apTepuaniHa XMNEPTOHUS, HYKAAEINA Ce OT JIeUeHne;
TEXbK 3axapeH anabeT CuC ChA0BY NPOMEHU {MuKpoaHrMonaTus);

CbPMOBUAHO KIIETEYHE aHEMUST,

TEXKM HapyweHua Ha JunuiaHMS MeTabonmsbM, ocobe
AOMBITHUTEHN PUCKOBU aKTOPU 33 pasBUTHE Ha CbPAEUHO Ok



Tymopu ‘
CrelyyUHM HeONNasmy, Hanp. Ha MACYHaTa XJe3a, WWiKata Ha MaTkaTa Wam
CHAOMETPUYMAE, U3NEKYBAHW UK CaM0 NMOA03UpaHH.

Aunepnnasus Ha eHaoMeTpuyMa
Apyrv 3abonsizanus

Xepnec recTalMOHWC; OTOCKIEpO3a C B/0ABaHE M0 BPEME Ha MPeAuMIUHY
6peMeHHOCTH; 3aTNLCTABaHE B TEXKa CTENeH; MUrPeHa, CbhpPOBOAEHa C naparrus,
CETUBHU wWuim - aBvraTenHu HapyiueHus (migraine  accompagnée); .
HEAWArHOCTMLMPaHO BarMHanHo KopeeHe (Bx. 4.2. “TpunoxeHue U 03uposka”),

lipnusien 3a HE3a68BH0 IpeKbCBaKe yroTpe6ars Ha Gravistat ®
OpeMeHHOCT 1K CycneKkTHa 6pemMeHHoCT

HavanHu .npuskauv Ha (pnebut; HeobuuaiiHu 60nKu B. IONHUTE KpaitHnLM WU
noAysaHe (BeposiTHU AbMGOKM BEHO3HM TPOMGO3WM, Hamnp. B Kpakata); GOMKW. B-
FbpAUTE Ny AWIIBHE WK KallisHe € HesiceH mpoumsxof (BeposiTHa GenoppobHa
embonus); 6onka WM UYBCTBO Ha CTsraHe B rpbaHMs KOW (BEposiTEH MUOKapAeH

nHpapKT)

[TnaHosa onepaumsi (OKOMO 6 cefmMULIM NPEAV TOBA) U MO BPEME Ha NPOALIDKUTENE
MOCTENEH PEXUM, Hanp. CNe KaTacTpodu '

MbpBa nosiBa Ha MUrpeHonoAo6HO rhaeoBonve WM MOBUILABAHE YECTOTata Ha
HeobuHalHO cunHo rnaso6osine, BHE3aNHA NAPaNTUsi, CETUBHM (IPUTENHM, CIYXOBU
HapylieHus)), KaKkTo M [ABUraTenHn HapyleHusi, 0cOBEHO CUMMTOMM Ha fapasinsa
(MOxe ia 6baT MbPBY NPU3HALM Ha UHCYIT)

Onniakeanws B 06MacTTa Ha enuracTpuyMma, yBelmuaBaHe Ha uepHys apob wnu
npusHauy  Ha  wHTpaabnmomuHanHa  xemoparus  (BX. 4.8,  “HexenaHu
peaKkumn/onnakeaHus oT CTpaHa Ha enuracTpuyma”)

lNMosuwasarHe Ha KPLBHOTO Hansirake 0 NOCTOsIHHM CTOMHOCTY Hag 140/90 mmHg

fMosiBa Ha XLATEHWUA, XenaTuT, reHepanuampaH MPYpPUTYC, XONECTasa, Kakro U
"MOBULLIEHN CTOMHOCTU Ha YEPHOAPOGHUTE eH3UMK

YBenuueHa yecToTa Ha envnenTUUHNUTE NPUCTLIN ]
o
Mbpea nosBa, Wi peunane Ha nopdupns (Bcuukute TPU opMu M Halieue

A s (R NS0 SR G .
FOpAUPKS KyTEHES TAPAS) g
CBCTOSHNSA, KOHTO HIHCKBAET CIIELHIITHO JIEKEPCKO HabIirogeHe

3abonsBaHus Ha CbpUETO u GubpeuuTe, MUIpEeHa, enwnerncus W acrMa, WM
@HAMHE3a 33 HAKOE OT TsiX, Thil KaTO TE3X NATONOMMYHWM CLCTOSIHMS MOXE Ha Ce
B/ICWAT OT 3aApbXka Ha TeyHocTu.CrieumanHo HabmoheHWe ce Hanara U fpu
aHaMHesa 3a (niebuT, U3paseHa CKIIOHHOCT KbM BapuKa3a, MYTTUIE €po3a,’
XOpest MUHOD, TeTaHusl, 3aXapeH AvabeT, Kakro M npeapasnono
MuUHaIM  uepHOApoGHM 3abonsaBaHMs, HapyweHus B Janvg
3aTABCTSBAHE B TEXKA CTENEH, NOBULLIABAHE HA KPbBHOTO Hasns
MacTonaTus, OToCKneposa.

Jenute Hap 40 ropuilHa Bb3pacT TpsibBa fa 6vAaT npocnenssa
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KaTO CKJIOHHOCTTa KbM TPOME03a Ce YBEIMYaBa C Bb3pacTTa.
Coeuranty DPCAYRIPEKGSHNS ¥ NPeARS3IHK MEPIY P YroTpesa

Mopagu BepOATHOCTTa OT 3HaUUTENHO HAPYLLEHWE Ha 34PaBOCTIOBHOTO ChCTOSHUE OT
TpoMbembonun (8. 4.8. “Hexenanm peakumn”) BCeKM PUCKOB hakTop (Hanp.
pasimperin BeHi, Gredut 1 TpomMB03a B MUHANOTO, KaKTO W CbpAeUHY 3a60MsBaHus,
3HAUMTEJIHO 3aT/TbCTSIBAHE, HAPYLIEHWS B KDbBOCKCUPBAHETO) Y NALMEHTKATa, KakKTo
W BCSIKO CbCTOSIHME Ha BEHO3HA TPOMOEMOONKS, Bb3HUKHANO fipy 6JIU3bK POIHUHA B
rno-Mnaga Bb3pacT, Tpsibsa Aa ce AMarHoCTMUMpa BHUMATENHO U Aa C& ¥Ma ApelBuL
NPy B3EMAHETO Ha peLUeHne aanu Aa ce U3MN0/i3Ba TO3M MEAUKAMEHT UK He.

PACKLT OT Bb3HMKBAHE Ha BeHO3Ha TpoMGeMGonusi npu ynorpebata Ha opasiHu
KOHTpaUenvBH1 CpeacTea obadye, € 3HaUUTENIHO MO-ManbK, OTKOMKOTO TO3W. fpw
6peMeHHOoCT.

Mywaukure, KOUTO M3NON3BAT xopMOHanHM KOHTpaLernTMBy- 3a Komponnpaﬁe Ha
PaXIaeMocTTa noemMaT BOMb/IHUTENEH PUCK OT pasBUTUE HA CEPUO3HU ycnox(HeHuﬂ‘f-
Ha cbAosuTe 3abonsaBaHua (Hanp. MuoKapaeH wuHdapKT, MHcynT) PMCK'bT cei
MOBAMIIABA C HAMPEABAHE HA BB3PacTTa U yBenuasaHe KOHCYMaUMﬂTa Ha u,nrapn X

CnepoBatenHo, xenute Hag 30 roaMiiHa Bb3pacT He TpsibBa aa nywar, HOKATO,
ynoTpebaeatr XOpMOHalHW NEKapCTBa 3@ KOHTPOAUpaHe ha paxqiaemocTTa. AKO He
CrpaTt TIOTIOHONYWIEHETO, T TPsbBa Aa U3MON3BAT APYrM METOAU Ha Kompauenuusa, ~
0COBEHO B MPUCHLCTBUETO Ha AOMBAHUTENHN PUCKOBH dakTopu. -

lMpeau ripeanvceake Ha Gravistat ® Tps6Ba ga ce cHeMe BHUMATENHO aHaMHesa, ﬁa
ce Hanpasu OOL MEAVLIMHCKM W FUHEKONOTMYEH Mpersiefl, BKIOYUTENHO Ha
MIEYHUTE XJIE3N K LMTOHaMa3Ka.

KoraTo ce cHeMa aHamHesa Ha JxeHara, Tpsibea fa ce 06bpHE CNeLUarnHo BHUMaHME
Ha: QamunHa aHaMHe3’a 3a CbPAEYHO CbAOBM 3aGONISIBAHMsi, HapylUeHWs B
KPbBOCbCMPBAHETO; HA aHaMHesaTa 3a AONBNHMTENHW PUCKOBM (DakTopH, KaTto
TIOTIOHOMYLILEHE W YNoTpeba Ha MeauKaMeHTH.

AKO ce Hanara OT aHaMHEe3aTa Ha MauMeHTKaTa, ce NpenopbyBa M3BBPLIBAHETO HA
AONBIHATENHW AUATHOCTUYHY TECTOBE, Hanp. NUMUAEH CraTyc, onpeaensHe Ha AT-
11, C nporeMs v S npoTeuH, opaneH rMoKO30TONepaHTeH TecT M3CreAsaHe Ha
TpaHCaMuHasu, oMTaMOCKONYsI.

JKeHaTa TpsabBa fAa npeMuHaBa npes o6l MEAMUMHCKUA W MMHEKONorMueH nperneq
BCeku 6 Mecela (8. 4.2. “TIpuroxeHMe 1 A03MPOBKa ’)

AxTMBHUTE CbCTaBkW Ha Gravistat ® npemyHasar B niaueHTaTa u nnoga. Bcuuku
FIDEAMIIHN M3CIEABAHNS Ca nokasany, Ye ynotpebaTta Ha MPOAYKTH, ChAbPXatUy
€CTPOre€HN 1 nporecTepoH o BpeMe Ha OPEeMEeHHOCT, AOpW B paHHa G6peMEHHOCT, He
YBENMUaBaT pUcka OT MosiBa Ha MandopMauyi. HesaBMCMMO OT TOBa, MOJIOBUTE
CTEPOMAM Ca NPOTUBOMNOKA3aHM MO BpeMe Ha GpeMEHHOCT, Thil KaTo HE MOXE.
HAMb/THO A3 Ce U3KIIIouM YBPEXiaHe Ha nyiofa. Taka, ye npeau A2 Ce-Hpg
XOpMOHanH1 KOHTPaUEenTyBM Ha nauMeHTKara, Tpabea ga ce MBKJ’]HE} nlppe
Bcsika dxeHa Tpsbea fAa 6bae uHGoOpMMpaHa M ga ce KOHCY. é ch .EL@Ka
ponycHe KbpBEeHE B MHTEPBaAra, KOraTto He B3eMa TabJieTKuTe. - S0

Tbl KaTo MOMOBUTE CTEPOUAM W TEXHUTE meTrabonutu npeM
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KbpMauKnTe He TpabBa 4a U3NOM3BAT XOPMOHAHW KOoHTpauenTmsu. Tpabsa ga ce
06bpHe BHUMAHME W Ha (aKTa, Ye KOMOWHALMATa OT eCTPOreHn W MPOFecTepoH
HaManasa MneyHaTa cexpeumns.

He MOXe TONHO fa Ce onpeaenu MuHWMAaNHaTa Bb3pacT 3a TPeANMCBaHE Ha
XOPMOHANHU  KOHTpauenTWsu. [TbpBOHAYaNnHOTO MPeArucBaHeTo TpsiBa Aa ce
OCHOBaBa Ha CTereHTa Ha BMOoNorMUHa M NMCUXOSIOTMYECKa 3PSUIOCT.

BzaumMoyieicTere C ApYru JieKapcTea v apyru doprMv Ha B3auMogeiicTeue ‘

KoHTpaLenmBhuaT edekT Ha TO3M MpOAYKT MOXe Jfa Ce Hapyww -oT
€pHoBpeMeHHaTa ynorpeba Ha BeluecTsa, 3acvnBaiiy MeTaboniuaMa Ha CTePoMaHUTE .
XOPMOHM, KaKBUTO ce Cbappkar B Gravistat ®, wanp. cesaTuBHM Cpencrea
(6apbutypatit), pudamnuumn, rpuseodynBuH, NPOTUBOPEBMATMYHN  CpPEACTBa
(chenundyTasoH) U NPOTUBOEMMAEHTUYUHN CpEACTBa (kato GapbekcakrnoH,
KapbamasenuH, GEHUTONH, NPUMUAOH). - i

B onpeseneHm cnyyan npoMeHeHaTa upeeHa (Giopa npu €/IHOBPEMEHHETA YroTpeGa
C @HTUBUMOTULIM, Hanp. aMMMUWINH Wiv TETPALMKNMHY K NPK YnoTpeba Ha aKTuBser
BbF/IEH € [i0BENa 10 HaMansBaHe KOHLEHTPaLEeNTUBHNA eeKT Ha NIEKapcTBoTo. B
CbILOTO BpeMe Ca OTGefA3aHu f0-4ecTa MosiBa Ha MHTEPMEHCTPYarnHo KpreHe .
HSIKOJIKO HeXenanu 6peMeHHOCTH.

Hy>xgaTa OT MHCYNMH Wi opanty MpoTMBOAMAbETHN CPEACTRA MOXE A3 Ce ﬂpOMEHM
nopaav BIMAHUETO Ha TOBA JIEKAPCTBO BbPXY FIOKO3HWS TONEPAHC.

Mpu yrotpeba Ha opanHu KOHTPaLEenTUBY HaMansiBa eUMMUHUPaHETO Ha TeodhUuH
1 KO(DenH,KOETO MOXE fia loBeAe A0 YAB/DKEBAHE U 33CHITBAHE Ha TEXHNS edexT.

BpeMeHHOCT U KbpMeRe

Gravistat He TpsibBa ga ce M3MoN3Ba no BpeMe Ha GPEMEHHOCT. CnenOBaTenHo
NPpeAn 3arousaHe Ha niedenne ¢ Gravistat ® xexata TpsGea aa 6bae CUrypHa, uye
He e 6pemeHHa. AKO, Bb3HWKHE GDEMEHHOCT AOKAaTO XKEeHaTa € Ha Tepanusi C
Gravistat ®, nekapcrsoto TpsbBa He3abaBHO Aia ce crpe.

Yrotpebata Ha Gravistat B MuHanoto obaue, He € noBoj 3a MpeKbCBaHe Ha
OpeMeHHOoCT.

Gravistat He Tps6Ba fa ce M3Mo/3Ba MO BpeMe Ha KbpMeHe. Ako Gravistat ce
B3EMa 10 BpeMme Ha KbpMmeHe, Tpsbea jAa ce vMa ApeaBuli, de KOJIMYECTBOTO Ha
KbpMaTa MOXe JAa Hamanee. MuHuManHW KONMUEcTBa OF MeaukaMeHTa ce
SKCKpeTUpaT B KbpMata.Morat [a ce  W3n0/3BaT HEXOPMOHAaNHU MEeToAM Ha
KOHTpaUernms JokaTto JeTeTo ¢e 0TéUe Hamb/HO.

BrinsHue BbpXy cnoco6HOCTTa 3a WogMpaHe M U3NOM3BaHEe Ha MaLlIHEN
Hama fanny

4.8.He)xesnatin ieKapcTEEHW peakuum
Hecro cpetany peaxiim

yroTpebata Ha XOpMOHanHW KOHTPaUenTUBA ce CBBLP3Ba
BEHO3HWU W apTepuantdn TpombemGonuuny sabonsisaHus, Hanple) é?ioa hz,\\§
6enogpobha emGonus, MHCYNT, MUOKapsieH WHbapkT. Tosfk pmé%rﬂome;-g?u e
YBENIMYA OllE roBeYe OT AONBSHUTENHK (aKTopH, KaTo T %ngnle,& 0




KDBbBHO HaNAraHe, HapyuleHyss B KPbBOCHLCUPBAHETO WM HApyWeHWst B AWIMAHUS
MeTaBonuabM, 3HAUUTENHO 3aTNbCTABaHE, PasMpeHn BeHu, dnebuT u Tpombdosa B
MUHaNoTo (BX. 4.4, "Cneumannyt TNPERYNPEXAEHUs W IpeanasHi  MepKu npu
ynotpeba”).

Opyryt HEXenaHw peakuuy, KOMTO MOXe fa ce TMOosBAT [/aBHO Tpes bpeute
HAKOAKO UMKbfa OT ynotpeGara Ha npenaparta C€a: HanperHatocT Ha IbpauTe,
BapupaHe Ha TENecHOTO Terno, AEMPECcMBHO HAacTpoeHue, MpoMeHu B nubupoTo,
CTOMalIHO Pa3CTPONCTBO, FafeHe, MOBpbluaHe, rnascbonme (CblO0 W MUrPeHO-
nopo6Ho). '

Buamoxkro € HapymaBaHe B NOHOCUMOCTTa KbM KOHT&KTHM Jielin.

Crie NPOAL/DKVTENHA YNOTPEGA [MaBHO fPU MPEAPE3TIONIOKEHUTE JKEHM MOHSIKOra-
MOXe fa C& NOSIBST Ka@siBit MeTHa Mo SmUeTo (x10a3Ma), KOWTO Aa cTaraT no-
M3paseHu Cnen ALAroTPaiiHO ManaraHe Ha CITbHUYEBa CBET/MHE. [Ipe/pasnonoxeHuTe
KeHm TpsibBa Aia u3GArBaT MPOALIDKUTENHOTO U3NAaraHe Ha CIbHLE. '

OTHOCUTENHO YECTO MOXE A3 BL3HUKHAT OnpefeneHu BAArammILHA MHCbeKUMM, Hanp
Mieunnlta (Kananaosa).

Moxxe fa ce HabrnofiaBaT KOXHU 06puBM 1 epwrema HOBO3YM. -

Xennte U3N0XEHN MPOMECMOHANHO Ha NPEHANPEXEHNE Ha INaCHWUTE CTPYHW-MOraTt
A3 MOMy4aT TpoMsHa Ha [jilaca B OTAENHM criydan.KoHcyrtupaitte ce ¢ Bawus
MMHEKONOr 33 Bb3MOXXHO NMPEMMHaBaHe KbM ApYr NPOAYKT. '

HexxenaHy NEKapCTBEHN PeaKLMK CBLP3IGHM € MEHCTPYaNHYS UMKDBN.
WNHTepMeHCTPYaNiHO KbpBeHe:

Ako o Bpeme Ha mbpeust 21-AHeBeH kypc Ha Gravistat © ce nossu cnabo uspaseHo
WHTEPMEHCTPYasHO KbPBEHE, NPMEMaHETO Ha TabneTkute Tpsbsa fa npoabku. flpy
[O-MHTEH3NBHO ¥ NOACOHO Ha HOPManHuUA UWKBIT MHTEPMEHCTPYanHo KbpBEHE
TpabBa ga ce HanpasBy KOHCYNTauust C Nnekap, 3alloTo MPUUMHaTa 33 Hero MoxXe Aa
6baie oprasmuHa.

Cbli0TO BaXKM M 33 33LANBAHETO, KOETO BL3HWKBA HA HEPEAOBHW MHTEpBanu B
HAKOSIKO MOCNefoBaTeriHi LMKbNa WMnYM 33 NbpBuM MbT CNeR NPOALIMKUTENHA
yriotpeba Ha Gravistat ®, Takes BUA MHTEPMEHCTPYanHO KbpBeHe Moxe aa 6bhe
pE3ynTaT KU Ha B3auMOAENCTBUS C APYrM NEexapcTBa, NpveMaHy Mo efaHo M Chbilio
Bpeme (BX. 4.5. “B3aumopeiictBMs € papyru nekapctBa M gpyru hopmy Ha
B3aumopeicTeue”).

Jinrica Ha KbpBeHE criel Crivpade Ha TabneTkuTe:

AKko, B peaxv Cilyyau, He Ce NosiBM KbpBeHe B MHTepBarna, B KOWTO He ce B3emar
Tabnetkure, TpAGBa Aa Ce HanpaBy KOHCYNTauMs C Jiekap, 3a fa ce npeueHn panu
Iia npoaw/HKaBa yroTpebata Ha Gravistat .

Jaoenexia.”

Cnes crnipaHe wnu npexkbCBaHe ynotpebata Ha Gravistat/~s
BbL3BbpPHAT CKOPO CBOATA MYHKUWSA, Taka ue XeHata Ly



3abpemernsa. {ToPBUAT UKL OBMKHOBEHO Ce YAb/DKaBa C efHa CeaMmua. Ako
UMKMTE HE Ca ce HOopManusMpanin npes mopsuTe 2 10 3 Meceua obave, Tpsabsa aa
C& Hanpasu KOHCYNTauust C nexap.

AKO >xeHaTa He ucka fa 3abpemeHee NPE3 TO3W NEepuod, Ca foKasaHu Apyru
KOHTRAUEnMBHKW METOOU.

OniakBarus OT 0OJIACTTa Ha EracTpuyMa

Mpy npoAbMXMTENHa ynoTpeba Ha XOPMOHANHKM KOHTPALUEeNnTVBK e HabriopasaHa
noBuIeHa 3a60/1IEBAEMOCT Ha HUTBUHUSI MEXYP W XJTbYHMTE MbTHWA. ChbliecTeyBaT,
MPOTMBOPEUMBA MHEHIUS OTHOCHO BEPOSITHOCTTa 3a ofpasyBaHe Ha KaMbHU B
HITbUHMA MeXYp Npu YroTpeba Ha eCTporeH-Ch/ibpXalli NeKapcTsa. '

Crieps ynoTpeba Ha XOPMOHHM, KaTO Te3n CbAbpXalun ce B Gravistat , B peaku crydan’
ca HabrogasaHn [06pOKAYECTBEHWM NPOMEHKW B UEpHUs Hpo6 l/l BCE FO-PAAKO
3N1oKauecTBeHN (YEPHOAPOSHM HEOMa3sMM), KOUTO B M3ONMPaHM CITyuan €a fipuumHa.
38 NMOSIBATA Ha JKMBOTO 3aCTpalliaBali KPbBOTEYEHNS B KOPEMHATa KyXMHa.

JexapsT Tpsbea Aa 6bfe MHGpOPMMPaH 33 nosiBaTa Ha HeobudaliHu om']aksaﬁun B
obriacTTa Ha enuracTpuyMa, KOWTo He W34esBaT OT CaMo cebe Cv 3a KPaTKo BPEME,,
Thit KATO MOXE [1a C& HANOXM CrMpaHe Ha MeauKaMeHTa.

MosiBaTa Ha OnMCaHUTE CUMITTOMW B MHOIO PEAKM Criyual e Bb3MOXHa NPy Hanuque
Ha TpoMb03a Ha YePHOAPOOHUTE WM ME3EHTEPUANHU BEHM.

Brinsirne BopXy faBopaTopHH pesyirar

Mpu ynoTpebata Ha XOPMOHASIHM KOHTPALENMTMBM MOXE A3 C& MPOMEHAT HSIKOU
nabopaTopHu pesynratd. Hanpumep, CKOpoCTTa Ha YrasiBaHe Ha epUTPOUUTUTE
MOXKe fia ce ysBenmum 6e3 chluecTByBallo 3abonsisaHe. OCBEH MPOMEHM B ApYrU
naboparopHn riokasateny, uma cboblieHMs 3a fOBULIABAHE, HaMp. Ha CEpyMHUTE -
KOHLeHTpaLumM Ha MeATa 1 Xeng30To, KaKTo M Ha ankasiHata goctarasa.

EdeKT Bppxy MrcyHHTE XITE311.

KapuvHOMBT Ha MIeuHaTa JKAe3a MpPWHAANEeXMW KbM Ipyrara Ha XOpPMOHO-
3aBUCHMMTE TYMOPU. PuckoBY hakTopW 3@ pasBuTUE Ha KapUMHOM Ha MieyHaTa
K/1e3a, KOMTO €3  WM3BECTHM  OTHAaBHA, BKWOYBAT, Hanp.  QaMuiHo
MpeApasnonmKeHke, pPaHHO MeHapxe, KbCHa MeHonaysa (cneq 52 roayiiHa Bb3pacT),
HEPAX/AANM XEHM, XKEHU, KOUTO HE Ca KbPMUAW ,aHOBY/IATOPHNA LMK 1 T.H. Hsikon
OT Te€3U CbCTOAHMA NPeAronarat BEpOATHOCTTA OT XOPMOHASIHO BIMSHUE BbpXY
PasBUTUETO Ha KapuMHOM Ha MieYHaTa >nesa. [1onoBuTe XOPMOHW MOraT Aa
yBEMYaT NPeAPasnoOXEHNETO KbM Apyry haKTopy, CbAeHCTBALLM 3a Pa3BUTUE Ha
kapuuHoM. OT fpyra CTpaHa, MofioBUTE XOPMOHW MpPEACTABAABaT CaMOCTOSTENEH
PUCKOB (haktop OTAENHO OT Bb3MOXHUTE PUCKOBM (PAKTOpPW, HECBbp3aHW C
ynoTpebata Ha XOpMOHaNHU KOHTPaLIErTUBK. ‘

EnupemuonoruHuTe npoy4yBaHns, W3CieABaliM BEpoOsiTHOCTTa OT B 'b3Ka Mexay
XOPMOHanNHUTE KOHTpauenTueX W KapuuHOMa Ha MnedHaTta

OTKPUT BbBMNpPOCa A0KONKO lBEGOHEBaEMOCTTa € o-BMCOKa
Bb3paCcT Cnen npogb/MKUTENHE, 3anovHarsia paHo,

no-rope).



B u30nupaHn cnyuay ca HaGmojaBaHK CeKpeLrs OT MAGUHATA XKNe3a U YBENMYaBaHe
Ha MbpAUTE.

Tpombo3a (BX. 4.4. “Creunandy npegynpexagHus Mo NpegrasHit Meprku npu
ynoTpeta”)

4.9.llpepo3upane

fipu3Hauy U CUMITOMY H2 UHTOKCUKaLIUS

[ipusHauy Ha BEPOSTHO NPEeR03UPaHe, Hanp. NpK Aeda cneg NMoribilaHe Ha HSIKOKO

TabneTkn, MoXe Aa BKIIOYBAT rafieHe U NoBpbliaHe, KOUTO 0BMKHOBEHO HaCTLHBAT :
cnen 12 f[o 24 vaca v MOXE [ia NPOAL/DKAT A0 HAKOJNKO AHW. B noseveTo cryyay He:
Ce 04aKBaT CEpUosHHM BaGOHHBaHMﬂ

J'iequue Ha HHTOKCHKallHﬂTa

B3emaHeTo Ha MoBeYEe TaOMETKU MM BCUUKK TabneTku OT eaHa OnaKoBKa.
EAHOBPEMEHHO HE W3WUCKBa Creuvaniv Mepku. AKO € MOrbIHaTO. MO-TofisMo,
KOJIMYECTBO, Ce MPEropbyBa M3BLPLUBAHE Ha MbPBUYHA AESMHTOKCUKALUWS, KaTo:
CTOMaluHa MPOMMBKA W MPE/V3BUKBAHE Ha MOBPBIUAHE, KO MWeMa Ha Taﬁnemme €
CTaHan B MOCNIEAHUTE HAKOMKO Yaca.

5. @apMakonormuH CBOKCTBAa

5.1.

dapMaKoaAHaMUYMHENA 0CO6EHOCTH
Ethinylestradiol ’

Ethinylestradiol, ripuer nepopanHo, e MOWEH CUHTETHMHEH ECTPOreH M NpUTeXasa
OCHOBHUTE CBOWCTBa Ha ECTECTBEHMSI eCTporeH, 17B-ecTpaamor.

MpuHUMTBLT Ha AelCTBME Ha eCTporeHHaTa CbCTaBka Ha eauH  XOpMOoHaneH
KOHTpauenTMe ce 6a3upa Ha [o30-3aBucuM, nponudepatmBeH edeKkT BbpXY
eHaoMeTpuyMa, To3u npormdepatueed edhekT ce OTHacs W 3a BCUUKM ApYrU
EMNUTENM Ha NOJIOBMTE OpraHu npu xedara. Helwo noseve, ethinylestradiol nogTucka
cekpeuusita Ha Qonukyno-crumynupawms (FSH) v nytemHmsvpams xopmon (LH).
ToBa fipefoTBpaTsBa PacTeXxa Ha (honMKyNa B SiuHMKa.

Ethinylestradiol cTuMynupa npoaykuvsitTa Ha UepBMKaseH MyKyc, HaMansiea
BUCKO3UTETa My ¥ NoA0BPABa HeroeaTa enacTuyHOCT.

Ethinylestradiol npepussukea HapaCTBaHe Ha MIEUHWTE KaHanueTa M FOATHCKA
nakrauusra.

Ethinylestradiol uMa wu3paseHO BAMAHME BLPXY uepHUs JZpo6 U ynecHssa
0bpasyBaHeTo0 Ha CrneumMbuyHn CepyMHO CBbp3aHKM MpPOTEeMHW. JIOMbAHUTENHO,
ethinylestradiol ysenuyaBa CKOpocTTa Ha KPbBHMS TOK MPE3 PasiuyHUTe ThKaHWU ¢
cTvMynvpa nponudepaumata Ha enuTena Ha MUMKOUHWUTE NbTvEa. ToM noBMiLaBa
CMHTE3a Ha KOMiareH B KOXaTa W eKCTpauenynapHata 3afpLxka H3 TEYHOCTU.
Mexubupa OCTe0noposara, CBbp3aHa C eCcTPoreHoB Aedu /- FEihinylestradiol




Levonorgesirel

5.2.

Levonorgesirel, buonoruuno awTusHata d-KCHOUIypauust Ha Hoprecrpen,
NpUTEXaBa TOMAMS MNPOrecTareHHa MOWHOCT. Hal-BaXXHUAT fporecraieHed
edexT e cexpeTopHara TpaHohopMaLms Ha EHAOMETPUYMA.
TpancopMaumoHHaTa p[03a, npyM  OBAPWMEKTOMMpPaHa JKeHa, KOaTo e
noslyyaBana JOCTaTbYHO KOSIMUECTBO €CTPOreH NPeau SIeUeHneTo, Ce OUeHaBa
Ha 5 o 6 mg. Levonorgestrel nogrucka cekpeuusita Ha roHafIoTPONWH OT
apeHoxunodusara. [osata, nHxubvpalla oBynaLusita, foctura Ao 0.06 mg
OHEBHO.

OcseH nporecTareHHa edektuBHoCT, levonorgestrel uMa oTHOCUTENHO CUIIHO
M3pa3eHN aHTU-ECTPOFeHHK W MO-NIEKO W3PaseHn aHApPOreHHW CBOMCTBa,
KOWUTO Ce HabnioaasaT y rpusaun, KaTo BMPUM3ALIMA Ha XXEHCKUTE MNNoKOBe,
Cnabusat yactuyeH aHpporeHeH eekT Npu Xopa MoXe Aa ce OBSCHU Che
CBbp3BaHe Ha levonorgestrel ¢ rnobynuH, cBbp3BaLL NIONOBY XOPMOHM (SHBG),
B TO31 NpoLUEC, YacT OT HPOTEUH-CBbP3aHUA TECTOCTEPOH CE UBMECTBR, KOETO
A0BEXAa A0 MOBUIIGBaHE Ha CEPYMHUTE KOHUEHTpauuM Ha CcBOGO4HMS,
6WOIONMUYHO  aKTUBEH TECTOCTEPOH. KNMHWUHO, aHAPOreHHMAT YacTuueH
eekt ce HabniogaBa MHOrO psako. [pu XeHu, KOUTO ca OcoBeHo
UYBCTBUTESTHU Ha aHApOreHu, cnabo u3paseHy NpusHauy Ha aHApOreHn3aLms
(vanp. akue, sarpybsiBaHe Ha Miaca) ofaue, He MoOraT Aa Ce M3KMOYAT
HarbJiHO.

AHTW-€CTPOreHoBaTa aKTMBHOCT C€ W3passBa B HaMansisaHe Ha
eNiaCTUYHOCTT@ Ha LEepBMKaiHUA MyKYC W u3yesBaHe (PEHOMEHa Ha
KpUCTanusmpaHe Ha LepBUKanHara ciys.

MNoaobHo Ha riporecTepoHa, levenorgestrel nMa TepMorerer edekr.
dapMaKOKMHETNYHN CBOMCTEBA
Fthinylestradiol

Cnep nepopanto npunoxenue ethinylestradiol ce abcopbupa 6bp30 OT
TBHKMTE 4epBa U ce MeTabonn3uMpa B upeBHaTa CTeHa, Kakio M B uyepHus
apo6 B 50 - 60%, rnasHo go cyndatHM MeTabormth (edekT Ha ITbpPBO
ripeMuHasaHe). Tlopaav ToBa Herosata 6UOHaNUUHOCT e camo 40 - 45%.

Crep nepopaneH NpueM MakcuManHu fna3MeHi KOHLIEHTpauuKM ce gocturar
npes nbpeuTe 2 4Yaca. [ony-xuBoTWTE BbB (azata Ha pasnpeaeneHue
Bapupat ot 0.5 o 2.5 uaca, a BbB (hasara Ha enumMuHupaHe, ot 10 po 27
yaca.

ManbK NpouUeHT npeMiHara B KbpMaTta.

Ethinylestradiol uMa ronsM adwmHuTET KbM pELIETOPUTE Ha pasfINyHM
TapreTHy opraHu, Hanp. xunodusa 1 MaTka.

Or 1 o 2% or ethinylestradiol cwluectsyBa 8 mniasmara B ae.

CbCTOsiHME, A0KaTo B 96 - 98% e cBbp3aH Hecneumcbmm}e’ e,qnpy mﬁa
Boripekun, uye ynecHasa cuHTesaTa Ha SHBG (rno6ynuk, CB’b‘pBEi
xopmoHn) 1 CBG (rnobynuH, CBbp3aH C KOpTMKOCTEPOWJM), et
Ce CBbp3Ba C Te3W TPaHCHOPTHYU GenTbLUK.

!estradt g’




buoTtpancdopMayuaTa Ha ethinylestradiol ce ocwbulecrsasa rnaeHO kaTo
PRAKUMA HA XMOPOKCMIMpAHE C N[oCe[Balia KoHrauus C rioKypoHOBaTa
u/vnm capHaTta kucermHa. Hact ot ethinylestradiol ce exckpetupa upes
XIbUKATa W KOHIOMMpaH IasHO C [TIIOKYPOHOBaTa KUCenWHa, nonaga s
eHTepoXenaTantaTa umpkynauus, 7.e. peabcopbupa ce.

o 60% oT enuMuHMpaHETO Ha MeTabonuTUTe C& OCbWeCcTBsBa Ypes
b6rbpeunTe. Okono 30% ce exckperupaT ¢ hekanuuTe.

Levonorgestrel

Cnep nepopanHo npunoxeHue levonorgestre!l vma mbnHa GMOHANMUHOCT.
Abcopbupa ce 6bp30. MakcuManHu cepyMH1 KOHUEHTpaUun ce focturat 1 Jo
2 uaca cnes npueMane. He ce yCcTaHoBsBa €(eKT Ha MbpBO NpeMyHaBaHe.
W3mepeHuaT nony-X1BoT e 2 Yaca BeB (pasata Ha pasnpegenedune v 10 go 24
vaca BbB (pasata Ha enuMUHMpaHe. [nasMeHusaT KIMPBHC AOCTHMa A0

106 mi/h/kg.

" Markv KonuuecTea ot tevonorgestrel npeMuHaBaTt B KbpMaTa.

Levonorgestrel e csbp3aH B 93 - 95% ¢ nnasmerus anbyMuH U 1o CReLUManHo
cbC SHBG. EgHospeMerHata ynotpeba ¢ ethinylestradiol sogu no nosuiLasaxe
Ha O6uocuhTesata Ha SHBG u criepobatesiHo, Ha HEroBWMsl KartaUWTeT Ha
CBbp3B3HE.

Levonorgestrel ce enuMuHMpa nop opmata Ha peayuMpaHu  u/uin
XUAPOKCUIMpaHy MeTabonuTy, [NaBHO KOHIOTMPaHW C [JIOKYpoHoBaTa U
capHaTa kucenuHa. EnMMMHMpaHETo e o paBHO upes ypuHaTta 1 dekanuure.

5.3. NpepknMHNYHN AaHHU 3a 6e30nacHoCT
Ethinylestradiof

Ethinylestradiol uma MHOro Hucka TokeudHocT. LDsg Ha ethinylestradiol cnen
NepoparnHo NPUAOXKEHUE Ha MTbX0BE (MBXKU U XEHCKU XUBOTHM) e >5.0
g/kg TenecHo Terno (BW). Mpu MBXKM ¥ XEHCKM MULLKK LDsg € okono 2.5
a/kg BW.

Levonorgestre/

Levonorgestrel uMa MHOMO HUCKA TOKCUYHOCT. LDsy npu nibxose (MbXKK U
JKEHCKM XXMBOTHW) Cres Nepopanio U NoAKOXKHO npunoxeHve e >4.0 g/kg BW

dapmauerTHUHN ocobeHocTH
6.1.Cnucek Ha MOMOLLHNTE BELECTEA

lactose monohydrate
potato starch
sodium edetate

talc

gelatin

magnesium stearate
magnesium carbonate




sucrose

calcium carbonate
carnauba wax
glucose syrup
sodium chloride
dye E131

6.2.HecbBMecTMMOCTH
Hsama
6.3.Cpok Ha rogHoCT
CpoxbT Ha rogHocT € 5 rogvHu,
He v3non3BaiiTe ToBa NEKapCTBO Cied U3TUUAHE CPOKa Ha rofHOCT.
6.4.CnenvansEv MEPKH NPH ChXpaHeHue
Hsma
6.5. Bup u ceabpXakne Ha ONaKoBKaTa

bnuctepHa onakoeka oT BakyyMupaH PVC-dwmnm (250 pm) 1 anyMuHneBso oo Ha
3afHata ctpaHa (20 pm)

OnakoBka oT 21 0beuTH TabneTku (UMIKNIMYHA OMaKoBKa)
OniakoBka OT 3 x 21 06BMTH TabneTkn (UMKIMYHA OMNAKOBKa)
6.6. MHcTpykumy npu m3nosnseaHe
Hama
7.Mpoussoguren
Jenapharm GmbH & Co. KG a SCHERING group company
Otto-Schott-Stranel5

07747 Jena Germany

Schering GmBH Production KG
Dobereinerstrasse 20 Weimar D-99427

8. Hocuren na peruncrpaumsTa
Jenapharm GmbH & Co. KG a SCHERING group company
Otto-Schott-Stragel5
07747 Jena Germany
- 9. [aTa Ha nocnenHa peaakuys Ha TeKCTa
HOHK 1997 roguHa




