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Knoctun6erur 50 mg TaGnerkn

Clostilbegyt 50 mg tablets

2. KAYECTBEH H KOJIMYECTBEH CBCTAB

Beaxa Tabnerka caabpka 50 mg kromudenor warpar (clomifene citrate).

IToMOIHO BEIMECTBO ¢ H3BECTHO NCHCTBHE
Beaxa Tabnerxa chaspka 100 mg naxro3a MOHOXHADAT.

3a ITEAHKEA CIIHCHK Ha IOMOIIHHTE BEIIECTBA, BIOKTE T. 6.1,

3. JEKAPCTBEHA ®0OPMA
Tabnetra

Benu unu eaTeHUKABO-0eiH, KPBIM, TUIOCKH, ChC cXocenH priore, Ges win ¢ MHOTO C1ab MHpHC
Tabnetxy, ¢ Hagmmc “CLO”.

4. KJIMHWYIHN JAHHHA
4.1 TepaneBTHYEE NOKAZAHAR

- CTHMYJ/IHpaHe Ha OBYNALMATA MPH XKEHH ¢ AHOBYIATOPHHA LHKITH ¢ 1ieTl 3abpemenaBane;

- HAPYUICHHA HA OBY/AIAATA NOPaIH IEHTPAIHA XUIIOTANAMYCHA HEIOCTATHIHOCT;

- BTOPHYHA AMEHOPes OT pa3IHYeH NMPOH3XO0] ¢ HIKIMOYeHHE Ha BTOPHYHA AMEHOpes B
crenfcTBNE HA PYHKIMOHANHY HApyIHeHHS Ha ACHHOCTTa Ha XUNOPHIHATA, ITATOBHHATS W
HapOBOpedHaTa xesa;

- TIOCT-KOHTPALICIITHEHA AMEHOpes;

- cunapom Ha Stein-Leventhal;

- OJTHTOMEHOpeA;

- cuHapoM Ha Chiari-Frommel (rposiokyTemnia nocT-napryM aMeHOPES-TANAKTOpeR );

- NPH MBKE: QIHTOCTIEPMHA.

4.2  lo3ApoBKa H HAYMH Ha NPENCKEAHE

Ho3suposka
[Tpu Ge3moaue NO3UPOBKATA K IPOXWIKMTENHOCTTA HA NEYCHHETO Ce OTIPEACHAT B 3aBHCHMOCT OT
OBAPHAHATA YyBCTBHTCIHOCT (PEAKTHBHOCT) Ha MalHeHTKaTa. IIpH peAoBeH MEHCTPYANIEeH 1IHKRI
€€ NpenopbiBa JEUCHHETO A2 3a0YHE Ha 5-Ha AeH OT IMKSJIa (WM Ha 3-HA A€H NPH paHHa
oBynauMs/ ako (onukynaprara ¢asa e no-xparka ot 12 apm). ITpy narMeHTKH ¢ aMeH
NeYEHHETO MOKeE /1A 3aTI0YHE TI0 BCAKO BpEME.

Cxema 1: 50 mg AHEBHO B MPOAL/DKEHHE Ha 5 HH, KaTO MEXKTYBPEMEHHO O,
Tpa6Ba Aa ce ClleiM Upe3 KIHHWIHH M NabopaTopry wcnensanus. Osy.
OOHMKHOBeHO Mexay 11-Ha ¥ 15-ys Jed O UHKbIA. AKO TAKABA HE HACTBIIM, ;



Cxema II: 3anousa ce OT 5-H4 ieH Ha clleABAMMA [HKEI, KaTO ¢e MPHIAraT AHEBHH no3u o1 100 mg
B MPOAIBIDKEHME Ha 5 THH. AKO CJlef] TO3H KYpC He c€ IpeAN3BHKA OBYIIAIs, ¢hiaTa cxema (100
mg) Moxe ja OBpJie MoBTOpEHA.

B cnyyaii, 1we ome npogb/mKaBa Aa NHICBA OBYNAIKA, ClICH IPEKLCBAHE OT TPH Mecella MOKe Aa ce
TIPOREAE HOMBIIHHTENCH 3-MeCeueH Kype Ha neveHne. Cnex Topa He Ce MPenophyea MpoabIKaBaHe
HA ICYEHHETO.

He TpsaGsa na ce npeanpueMa YBEIHYaBaHE HA O3aTA WIH NPOTRDKHTENHOCTTA HA JICYCHHETO Hal
100 mg/muerHo 3a 5 Aun.

ITpn nonuxucTO3a Ha AHYHHIHTE JIEYCHHETO CE 3aN0YBa ¢ NO-HUCKH A03H (25 mg AHEBHO) MOpaaM
YBCJIHYCHHS PHCK OT XHIICPCTHMYALIR,

IpH mocTkoHTpalleITHBHA aMEeHOpes TpAOBa Aa ce PHICKH A03a oT 50 mg AHEBHO; OOHKHOBEHO
S-mHEBEH Kypc Ha JIeUeHHE € yenelneH nopu npu Cxema L

IIpu Mu3ke, B ciTyuaii Ha HAMAJIABAHE HA TIPOH3BOACTBOTO Ha CLIEPMATO3OHAH, Ao3aTa € 50
mg/nHeBHO 32 6 cemMuA.

Heduampuuna nonynayus
Knoctun6erdt He € nokazaH pH A€k H IOHOIIIH.

Hawin Ha npanoxenve
3a nepopanHa ymotpeba.

4.3 IlpoTEBONOKA3AHAN

. CBPBEXTIYBCTBHTEIHOCT KbM 3KTHBHOTO BEIECTBO WIH KBM HAKOE OT OMOLIHITE
BEINeCTBAa, NOCo4YeHN B T.6.1.;

. YepHonpobuu 3abonaBanns Wi yBpecHa YepHOAPobHa GyHKIMS,

. bpeMeHHOCT;

OBapnanna xucTa (OCBeH MONHKHCTO3a Ha SiYHHIIATE);

XunodyHkums Ha XunodH3HATA XKI€3a;

Hapymenms Ha GyHKUHSTA H2 ITHTORMAHATA XUle3a WK HanObOpeuHaTa Kesa;
KpbBOoTEueHHe 0T MATKATA OT HEH3RECTEH IIPOH3XO0/] WITH HEYCTAHOBSHO KPLBOTEICHHE;
Hackopo BE3HMKHAIH WIH XPOHAYHH 3PUTEHH HAPYIICHHS;

XopMOHO3aBHCHMH TYMODH;

[Ipy naimeH™ ¢ OBApHATICH AMCTEHEIUC, MCHOTIAY3a M BCAKO ChCTOAHME, NIPH KOETO He
MOXKE JIa C& 0YaKBa OTTOBOP.

4.4 CnenBajin npeaynpexieHas W NPeANA3HA MEPKH OPH ynoTpeda
Ilpenoprusa ce macnenpane Ha YepHoAPoGHaTa GyHKIHS NPe/IH 3AN0OYBAHE HA JIEYCHHETO.

Ilpeau nevenmero Tpabea na ce nposesie 06CTOEH THHEKOAOIHYEH npernen. Ynorpebara Ha TOBa
JIeKapcTBO ce NPEnoph4Ba B CIyHMaHTe, KOraTo oflaTa cToiHOCT Ha rOHAZOTPONIHHY B YPHHATA € B
HOpPMA M NOJT FPAHMIATA HA HOPMATa, AHYERIHTE ca HOPMANHY [TPU NANITIALAY H IPE HOPMATHH
({yHKUMH Ha INMTOBHAHATA H HANOROpETHATA XKITE3M.

ITpu nurica Ha OBynauwd, PeAH 3aNMOYBaHe Ha JieueHHe TpaGBa qa ObAaT H3KIIOYCHH BCHIKH APYTH
BBE3MOXKHH GOPMH Ha MH(EpPTHAHTET HIH Te fia ObAaT JieKyeanu. [IpH ycTaHOBABaHE HAa
YToJieMABAHE H KHCTO3HA TpaHCGOpMaLMA Ha THUHHLIHTE JIeYeHHETO Tpsabea fa Oble OTIIOKEHO A0
BB3CTAHOBABAHE HA HOPMAJIHATA HM TOJICMHAHA. B Te3H ciiydaH JICUCHHETO MOXKE .ua 3amotHe KaTo
e mpuilarar no-HHUCKH J03H HIH 1A ce ChKPaTH MPOARDKHTEHOCTTA MY, KaTo Al

HabJIoaaBaT peryJspHO 0 BpeMe Ha JICUSHHETO. y
IMopagy 4ecTH TPYAHOCTH NIPH ONpeeaHe BpeMeTo Ha OBYNALAATA H Iy TCanH
caen ievenne ¢ KorocTunGerut, npenoprasa ce MpopHIaKTHIHO MPHIOKCHHE HE
HACTBNBaHE Ha GpeMEHHOCT. |




JlexapcTROTO ce MPHIAra CaMo NOJ| HEMPEKLCHATO HAGmoAeHKe Ha ClieIMATKHCT-rHAeKoNOr!
i) eHHE

IIpn nobpo HEBO Ha eHAOTEHEH €CTPOreH (M3MEPeHO TUpe3 BArHHAJHH HAaTPHBKH, CHIOMETPHATIHA
OHoncHA, HicAeBaHE HA €CTPOTCH B YPHHATA MJIH €HIOMETPHANHO KLPBEHE KATO OTTOBOP KbM
NporecTepOH) MOXKe fa ¢ HampasW o0pa MPOrHO3a 33 OBYNALMOHHMA OTTOBOP, NPeAIIBMKaH OT
KnoctunGerur. IlpH HHCKO HMBO HA €CTPOTEH, BEIPEKH He KIHHHYHATA NON3a € M0-Majika, He ce
M3KITIOMBA YCICWIEH PE3YJITAT OT TepanuaATa. JIedeHHETO ¢ KIOCTHIGErHT e Hee(eKTHBHO NpH
TNAIMECHTH ¢ THEPBUMHA HOAOCTATHUHOCT Ha XunoduiaTa wik Ha sifarEmaTe. He moxe na ce otakea
Knoctunberur ja 3aMecTH cneMOHYHOTO NeueHHE 3a OBapHATIHA HENOCTATEIHOCT MO APYTH
NpHYKHHE, Hanp. HapymeHHe (GYHKUMATA HA IMTOBMOHATA JXae3a WIH HanOwOpeunara xnesa. 3a
NeFeHNE HA XUMNCPIPONAKTMHEMHS Ce MPEnopBUBAT ApyrH cneundrumy repammn. KnoctunGerar
HeE ¢ JieUeHHe OT IThPBa JIHHHAA 33 AMEHOpes, CBEP3aHa ¢ HHCKO TEJIECHO Terlo, ¢ HHGepTIiHTeT, H
HE € OT 3HaYeHHE NPH HATHYIHETO HA BHCOKO HHMBO Ha (JOTHKYJIOCTHMYJIHPAIl XOPMOH B KPHBTA
CACH MPeKACBPCMEHHA MEHOTIAY3A.

CHHIpOM Ha FHYHUKORA XHMITEPCTHMYIIAIHS

Crnyvan Ha CHHAPOM Ma giiumdkoBa xemepcraMynaims (CAX) ca choOmieHH NPH TAUMEHTH,
neKyBaHH ¢ KioMHGen 32 MEAYKuMs Ha oBynauus. B Hakom ciydan CHX e ph3HHKBAN cieq
UHKUTHYHO JiE9eHHe ¢ KIOMHGEH WIH KOraro kiomu(eH e ynoTpeGssaH B KoMOmHauma c
roHafoTponuns. CleJIHATe CUMITTOMH a3 ChOOIIABAKM BLB BPB3Ka ¢ TO3H CHHAPOM NPH JIEYEHHE C
KIOMH()eH: IepHKapAEH MJTHB, AHA3APKA, XHAPOTOPAKC, OCTHD KopeM, GEOpedHa HEAOCTATHYHOCT,
GenoapobeH OTOK, KPHBOHANHE B AHYHHLATE, ARIO0KS BeHO3HA TPOMOO03a, YCYKBaHe Ha SiHHIATE
H OCTBp PecIMpaTOpeH aucTpec. B cayuaii Ha GpeMeHHOCT, MOXe /ia HacTHIH GEp3a NPOrpecHt o
pasBUTHE Ha Texka hopMa Ha CHHAPOMA.

3a aa ce HaMaM 40 MHHHMMYM PHCKBLT OT abHOPMHO yrojieMaABaH¢ Ha S{YHHIMTC BBB BPB3Ka C
neuenne ¢ Knocrun6erur Tabnerkn, Tpa6Ba ga ce npwiara Hali-HHCKATa 034, KOATO CE 044KBA Aa
nocturHe AoOBp pesynrar. IlampeHtkata TpaGBa Na ObOe HHCTPYKTHpaHa ja cpodmasa Ha
NeKypalUA JeKap 3a BeAka Heobuwadina Gonka B obnacTra Ba kopeMa WM Ta3a, HaaJaBaHe HA
Terno, AHCKoM(opT WIH AHCTeH3HA cned npHem Ha KnoctanGermr. BraMoxHO € MAKCHMATHOTO
YBeIH4eHHE 1a PL3HHKHE €/1Ba HAKOJKO JHH CIEH Kpas Ha Kypca Ha Jedenue ¢ Koroctunberut. [pa
HAKOH NAIWMEHTKH ¢ TMONMKMCTHYEH OBapHANEH CHHAPOM, KOWTO [posABABAT HeoOHdaiina
9YBCTBHTEHOCT KbM MOHAA0TPONMH, MOKE a ce HabMoNaBa NMpeKOMepeH OTroBOp Ha obHuaiHH
no3n or Knocrwibernr.

[TauesTKA ¢ oIIakBaHuA 33 6o/ka B 00/ACTTa HA KOpeMa WM Ta3a, JHCKOMGOPT WM JMCTEeH3HA
cnen npueM Ha Knoctunbernr, Tpabea na 6baaT nperie]aHH NopagH BE3MOXKHOCTTA 33 HAHIHE HA
KHCTA B SHYHHI[HTE HIH ApyTa npHaHHa. Thil KaTo IpH Te)XKHTE CydaM YroJeMeHHTe SHYHHIM ca
CBBP3aHH C IIOBHIIEHA YA3BHMOCT, TPErnefbT B o6nactTa Ha KopeMa H Tasa Tpafsa Ja ce H3BBpINBA
MHOTO BHUMATETHO. B ciyyaii na abHopMHo yronemssane, Knoctunberar ve Tpabsa aa ce nprnara
JI0 BL3CTAHOBARAHE pasMepa HA SHITHHIMTE Npein NeYeHHETO, YTONeMABAHETO HA AHYHHIHTE M
obpasyBaHeTo Ha KACTH, CBBP3aHU ¢ TableTkHTe KIoMU(eH, H3Ue3BaT N0 eCTECTBEH ITT B PAMKHTE
HA HAKONKO JHH Clief ciMpane Ha JieueHHero, [Ipu noBevueTo or Te3H NaLMEHTKH ca HeobxomuMu
KOHCEPBATHRHH MepkH. J[03aTa H/HNH NPOABDKHTENHOCTTA HA CleJBAIIAA KyPC Ha JIeUeHHe Tpatea
Ia 6b1aT HaMalleHH.

CHMITTOMM, CEBP3aHH CHC 3PDEHHETO
IMammenTure TpaOBa Aa 3HasT, ue Mo BpeMe Ha jeuenmero ¢ KnocTHIGerHT H MalKO Clell HEro

NOHAKOTA MOMKe J]a BE3HHKBAT CHMITTOMH KaT¢ 3aMBITIEHO 3pCHHE WIH JPYTH 3PHTEIHH CHMITTOMH,
KATO neTHa e npobnsceul (6nemykxam ckotoM). OOHKHOBEHO Te3H 3pme1mu
ofpaTHMH; BBIIPEKH TOBA, MMa CBOGIICHMA 3a CIy4YaH HA TPOXBIDKH
3PEHHETO, BKIIOYHTENHO Ciiej MpeKpaTsiBaHe npueMa Ha Knomuden. 3pHfew
Morar Aa Obgar neoOpaTMMH Hali-Bede npH TNOBHINEHA noaﬂpo'@

NIPOAB/DKHTETHOCT Ha TepamHaTa. He e M3BeCcTHO 3HAYEHHETO Ha TE3H 3pk :
AAUHMEHTHT NPOABH HAKAKBH 3PHTEHH CHMITTOMM, IGYCHHETO TpabBa na Ok




ce npopele odranmMonorndeH npernen. [lawmenTcare Tpabea aa ObAaT npexynpeAcHH, de MpH
3PHTE/HH CHMITTOMH A€HHOCTH KaTo modupake Win paboTa ¢ MAIKWHA MoraT Aa 6hAaT No-OnacHu
0T 06HKHOBEHO, 0c00eHO B 06CTAHOBKA C POMETJIMBO OCBETICHHE.

[ToMOIIHO BEINECTBO

Knoctunberur csabpxa sakroza. [IanmeHTHTe ¢ peaxy npobieMH Ha FanakTO3HAa HEIIOHOCHMOCT,
TOTANHA JIAKTA3HA HEJOCTATHYHOCT HWIH TIIOKO30-ralakrozeH ManadbcopOumoHeH CHHADOM He
Tpa6Ba Aa MpHeMaT TOBA JIEKAPCTRO.

IIpeanazan MepKE

XUNepTPATIHICPHIEMHS

CryJau Ha XHTIEPTPHTIHMUCPHIEMHEA Ca JOKIANBAHH (BK. T. 4.8) o BpeMe Ha MOCT-MapKETHHIOBHA
orMT ¢ Knomudex. Ilpeamectsama Wik daMiiHa aHAMHESA 38 XHNEPTHNHACMES H H3NOJBBAHETO
Ha TIO-BHCOKA OT MPENOPLYHTENIHATA f03a WHIH NO-TOMA NPOARDKATENHOCT HA JICYCHHETO ©
KIOMH(}EH ca CBap3aHH ¢ PHCK OT XHIIEpTPHUIMHMUEpHicMus. IIpu Te3u NalueHTH MOXKe 1a e
MOKA3AHO IEPHONHYHO POCTIEAABAHE HA IVIA3MEHHTE TPHIHIICPHIH.

Muoromionua 6pemMenHocT
PHCKBT OT MHOrowIOAHa GPeMEHHOCT € T0-BHCOK, KOraTo GpeMeHHOCTTa HACTHITH BB BPB3KA C

aevenne ¢ KnocrunGermr. C nammeHTkata TpadBa pa Owgar oOCHOCHH NOTCHIMATHHTE
YCAOXKHEHHS M OMACHOCTH OT MHOrowomnara OpemenHoct. Ilo BpeMe Ha KIMHHYHMTE
NpOy9YBaHHA, 9eCTOTATa HA MHOTOIIOAHAa GpemenHocT ¢ Omma 7,9% (186 or 2 369 cmyvau Ha
OpeMEHHOCT, CBBP3aHH ¢ TipHeM Ha KioctunGerur cbe crobmen uixon). Ot Tesn 2 369 cmyuas,
165 (6,9%) ca 6mnm 6nm3naum, 11 (0,5%) ¢ Tpu nnoaa, 7 (0,3%) ¢ wetwpn mioza, u 3 (0,13%) ¢ mer
mwioaa. Or 165-te ciyuas Ha OpeMeHHOCT ¢ ApA IUIOZA, 33 KOHTO € HMAIO JAOCTATEYHO
uH(OPMallA, CHOTHOLICHHETO HA eMHOSHIHH GmusHam € Hwio 1:5.

ExronuvHa OpeMeHHOCT
IIpu xeHH, KOHTO ca 3a0peMeHerH cien JedeHne ¢ KnocTunbernr, uMa no-rojsiMa BepOSTHOCT OT

BB3HHKBAHE HA EKTONHYHA GPeMEeHHOCT (BKIIOMHTENHO B MATOUHHTE TPHOH H B sifanuumTe). HMa
cboOIleHHA 33 cIyvyad Ha MHOTOIUIONHA OPEMEHHOCT, B T.4. eJHOBPEMEHHO BRTPEMATOYHA W
H3IFPPHMATOYHA GpeMEeHHOCT.

Marounu ¢puGpounn
Ilpp nanWeHTKM ¢ MarouHH (HMOPOMAM Ce W3HCKBA NOBHINEHO BHHMAHHe TpH ynorpeda Ha
KnoctunGeryr, nopaii BE3MOXKHOCTTA 32 AOITRIHMTENIHO yrojemaBaHe Ha HpubpoumnTe.

Heycnemna GpeMeHHOCT ¥ POJOBH YRPERCAHUS
O6iaTa 4ecToTa Ha CHOOMEHH 3a PONOBH YBPEKIAHHA NpH GpeMeHHOCT, CBEP34HH C MIPHEM OT

CTpaHa Ha Maiikata Ha KioMH(eH (IpeAM WM clie/ 3a4CBaHE) [0 BpPEMEe Ha H3CICAOBATENICKM
Npoy4BaHud ¢ B paMKHTe Ha HUeCTOTATa, choblieHa B MyOnukyBaHuTe peepeHTHH CTOHHOCTH 3a
obwara nonynauua. Cpen pomoBHTe YBpexXIaHHA, NOKIANBAHH B MyO/NHKYBaHATA JIMTEPATYPa KATO
OTAC/THA CHOHTAHHH CHOOINEHMA, NPONOPIHATA Ha ciiyuanTe ¢ AedeKTH Ha HeBpanHaTa Tpwba e
BHCOKA H3MEXAY BCHUKM CIydJa¥ Ha OpeMeHHOCT, CBBP3@HHM ¢ OByJAUMA, WHAyLMpaHa oT
KNOMH()CH, BBLIOPEKH Y€ TOBA He Ce€ NOAKpPENd OT JRHHMTE OT NPOBEJCHHTE NOMYJAUMOHHH
MpOy4YBaHHS,

Jlexapure Tpafina fja AAKAT CHOTBETHHTE OOACHEHHMA, 34 /14 MOTaT MALMEHTKHTE Jia pa3bepat pHcKa,
KOMTO moeMar npu GpeMeHHOCT, He3aBHCHMO JIAJTH OBYJIALIMATA € NpeW3BHKaHa 0T KnocTwiberur
HIIH € BE3HHKHANA 10 €CTECTBCH ITHT.

[Taumentkure Tpabea na ca wndopMHpann 3a NO-BHCOKHS PHCK NpH OpeMeHHOCT, CHLP3aH ©
HHAMBHIYaIHHTE XapAKTEPHCTHKY HIH 3APABOCIOBHO CHCTOAHHE Ha BCAKA 6peMeHHa HKCHA: HaTp.
BB3PACT Ha JKEHATAa H HA MAPTHROpa i, aHAMHe3a 3a CIOHTaHHH abopTH, Rh resery
aHOMAITHH B MEHCTPYALMATA, aHaMHe3a 3a HH(QepTHIMTET (N0 BCAKAKBEA,
Gonect Ha cLpuETO, AMA0ET, KOHTAKT ¢ HH(EKIMO3HH ATEHTH, HaNp. py0eo
3a POJIOBH YBPEXKIaHHA, KAKTO H IPYTH €BEHTYaNHH PHCKOBH (hakTopH If
¢e mpeneHsea npeammuickane Ha KnoctunGermy. B aaBHcHMoOCT oT P
NANHECHTKATa, MOXKEe a4 €€ HA3HAYMH NeHETHYHO HW3CIIeaBaHe.




[Tybnuxypanu ca JOKNIaAH OT NOMyNALIHOHHH NPOYYBAHHS, OLEHABALTH BE3MOKHOTO MOBHIIABAHE
Ha PHCKa OT cMHApoMa Ha JlayH nNpu HHAYUUPaHA OBYNALMA, KAKTO Y 34 YyBEIHUABAHE HA TPHIOMEH
nedexn cpen deTycuTe IpH CroHTaHEH abopT Ha cyGdepTHINE XKeHH, MPHEMALIH JIEKAPCTBA 34
HHIYIHPAHEC HAa OBYNALMA (HAMA CHyYAW HA JKCHH, NPHEMamy MoHOTepanug ¢ Knomuben, Ges
JOIMBAHHTENHH HHAYLMpAImH nekapcTa). KsM MomeHTa, obaue, cpoOlleHHTe MAaHHH OT
Ha0MONEeHNs ca TBBpPAE HeAOCTATHYHH, 32 /i3 C& TIOTEBPIM WIN OTXELPIIM HAMMIHETO HA NOBHINCH
PHCK, KOHTO na onpaBnac H3BLPHIBAHETO HA AMHHOLIEHTE3a, OCBEH OOHMAHHMTE HHAMKAHMM
TIOpaH BE3pacTTa ¥ PaMiiiHaTa aHAMHE3A.

JaHHNTe OT TIAOHEHTH C BCAKAKBH AHATHOZH M0 BPEME HA K/IMHHYHO npoyysanc Ha Knoctwiberur
noxasear 21,4% ciayuaw Ha HeycmelmHa GPeMEHHOCT (6HO- WM MHOTOILIONOBA) HIM 3aryba Ha
mwioaa (19,0% cmyuan ua abopr), 1,18% ciyyan Ha exromruma Gpemennoct, 0,17% ciydau Ha
monapHa OpeMersoct, 0,04% cayuan Ha deryc mamHpaneyc u 1,01% cimydar na GpemeHHOCT ¢
paxane Ha €IHH HIM N0BeYe MBPTBH derycH.

3a neyenne ¢ KnoctunGernr cnen sadepae ca chobmeHA 158 or 2 369 cayuad Ha pakAaHe H
AoknanpaHa GpeMeHHOCT B KIHHMUYMATE npoyypanmd. Ot Tesn 158 cnyuas Ha OpemenHocT, 32 8
Jdena (poaeHH o1 7 GpeMeHHOCTH) € CroDIeHo, 9& HMAT POAOBH AceKTH.

Hama pasmika B choOINCHAT2 YeCTOTA Ha POAOBH AeheKTH MexAy nprioxkerHe Ha Kinocranbernr
npeas 19-us aeH ched 3adepaHe MH Mexy 20-us u 35-u4 fien cnep 3aderaHe, Tain YeCTOTa € B
PaMKHTE Ha OUAKBAHOTO 3a 00mATa NMOMyJIALAA.

Pax Ha afiquvumTe

Crobmenn ca peaku Ciydyal Ha pak Ha SHMHMIINTE criefi IPHEM HA JIeKAPCTBA 33 CTHMY/IMpal® Ha
¢eprrnaTeTa, KATO CAMHAT HHEPTHANTET € OCHOBEH PHCKOB (akTop. JlaHHHTE OT
CIUACMUONOTHYHNTE WICTCABAHMA COYAT, 4€ NPOALIDKATENHATA ynotpeba Ha Knocrunbernt Moxe
Aa nosHimy To3u puck. Iopaay ToBa He TpAGRa Aa ce HAABHIIABA IPENOPLINTEHATA
MPOTNDKATEIHOCT Ha ICUEHHETO (B, T. 4.2).

4.5 BaanmonelicTBHE ¢ APYTH JEKAPCTBEHE OPOAYKTH H APYrE GOpME HA B3aEMocHcTBHE
He ca npopexnany npoy4BaHHA Ha NeKApCTBEHHTE BIaHMOAEHCTBHA.

4.6 QepraanTet, GpeMennocT A KEpMEHe

bpemennocT
ITpunoxensero Ha KnocTHIGeruT € npoTHBOTIOKA3AHO NIPH HACTHIIBAHE Ha OPEMEHHOCT.

Bunpexu e He ¢ Joka3aHo, Ye kAoMHU(EH MMa BpeHO AelicTBHE BHPXY (eTyca NpH Xopa, uMa
AOKA3aTENCTBa, ue Toi OKasBa HeOIaroIpHATHO RITHAHHE BEPXY (eTyca KoraTo ce IIPHIATA BEB
BHCOKM JO3H IIpH OpeMeHHH IUTBXO0Be M 3aiiy.

HaGmonasaHu ca HAKOH BPOJICHH HAPYIIEHHA B PasBUTHETO IIPH HHAYLHpaHa ¢ Kiiomuden
OBYJallHA, HO TAXHATA 9ECTOTA HE € BO-BHCOKA OT UECTOTATA Ha Chliture, HaOMOjaBaHK B CpeliHaTA
nomynaips (< 1%): BpoAeHH aHOMAIMH Ha CHPLETO, CHHApPoM Ha Jlayn, nedopMalHH Ha NOJHHTE
KpaiHHUK, AHOMATHH B PA3BUTHETO HA THHKOTO YEPRO, XMIIOCTIANMA ¥ APYTH.

3a n1a ce MpeACTEPATH NPANAraHe Ha KIOMKDEH 10 HeRHUMaHKE B HAUAIHKA ©Tall OT
OpPEMEHHOCTTA, IO BPEME HA BCCKH UKL HA JiewcHHe TpA6Ba Aa ce MPARAT CHOTBCTHHTE
W3CHEABAHMA, 32 Ja CE YCTAHOBM AAJIH HacTHITBa OByNai4. Iipeau 3amo4uBaHeTo HA HOBHS KYpC Ha
neyenne ¢ KnoctunGernt, nameHTKarTa TpaOBa Aa npasH TecT 3a OpeMEHHOCT.

KspMmene



4.7 Edexrtn BLpxy cnocobHOCTTA 32 mMopHpane 4 pabora ¢ MamEEE

INaimenTrTe TpAOBA Aa OLAAT NpeAynpefcHu, 4e IMPH 3PUTENHA CHMITTOMH A¢HHOCTH KATO
mothHpase Wi pabora ¢ MAITHHK MOTaT Aa GhAaT HO-ONACHH OT 0OHKHOBEHO, 0COOEHO B
ofcTanoBKa ¢ NPOMEHNIMBO OCBETIeHNE (BIDK T. 4.4).

4.8 Hexenann JeKapcTBeHH PeAKIEE

Hexenanure peakipm, HaOMOAABAHH CJICH IIPHEM HA kKnoMHdeH, ¢a Ki1acHHUMPaHHA N0 OpTaHHH

CHCTEMH H Ca NOCOYCHH TIO-I0MTY CIIOPEN CIeTHMTE TPYIIH Ha JecToTa:

Mmuoro uectu (> 1/10)

Yectn (= 1/100 mo < 1/10)

Hegecru (> 1/1 000 no < 1/100)
Pemkn (> 1/10 000 mo < 1/1 000)

MBuoro peaxs (< 1/10 000)
C HeH3BECTHA Y€CTOTa (UECTOTATa He MOXE Aa Obae OLeHeHa OT HAMMMHHTE IaHHH).

MHoro YecTu

Yectn

Heuectu

Peaxn

Muoro |C HeH3BecTHa
penKH YecTOTa
Heonnazmu — EnpokpHHHO
Oobpoxavecmeenu, CBBp3aHK HIH
HIOKAUECIGENN U 3ABHCHMH
Heonpedenenu (6xA. TYMOPH/HEO-
KHuCMu 1 noauny) TU1a3MH, HIH
BIOMIABAHETO
HM, Pak Ha
AHYHATTHTE
(px. T. 4.4)
Hapywenun na Anepruusa
uMyHHGmAa peakiin
cucmema
Hapywenus na Xuneprpu-
Memaboatzma u TITHUCPHACMHA
xpanexemo
Hecuxwmmu | lenpecus IapaHouHa
HApYUeHUR TICHX03a
TpesoxHOCT
Hapymenus B
HACTPOCHHETO
{BKIIOYHTENTHO
MPOMEHH HIH
xoneGanus B
HACTPOCHHETO,
H pa3Ipa3sHH-
TEJIHOCT)
Hapywenus sa TnapoGonue |3amasnoct, |I'npuose Canxon/npu-
HepeHama CBETORBPTEN/ MabLIH,
cucmema BEpPTHIO,
Hepeno
HanpexeHHe
/GescrHue,

OTHAAHANOCT




yBpeKaIaKe,

nepuod

Ze30PHEHTaLA
H HapylIeHHe
Ha pe4Ta
Bpemenna
napecTe3us
Hapywenun na 3purennu Karapakra, | Croromu,
ouume CHMITTOMH: ONTHYEH docdenn,
3AMBINABAHE, HEBPHT HaMalcHa
TNeTHA, 3PHTENHA
npobascemy - ocTpoTa
(Gnemyxam
CKOTOM),
cnenobpasu
Cupoeunu Tax#xapaus,
Hapyutenus NAIMHTALIHH
Croosu 3avepraBaHe
HApYWieHUS
Cmomawno- T'anene, ITankpearut
UPeeHt HAPYUENUn NOBPBINAHE,
NOAYBaHe Ha
kopema,
3aBpXKAHE HA
rasoee
Xenamobunuapnuu Hapymena
Hapyuienus XenaToneayna-
pHa pynxums:
OTKJIOHCHMA B
pe3y/ITATUTE OT
TecT ¢ 6poM-
cyndanens
(8x. mo-goiy),
WEITSHULA
Hosnmenn
TpaHCAMHHAZH
Hapywenus na Afonenas | Y pTHKaph,
Kodcama u aepMaTHt/
ROOKONCHANG obpus,
mvRan anonen s,
€pHTEMA
MyaTH(OpME,
EKXHMO34,
AHTHOHEBPO-
THYEH OTOK
Cocmonnus, Mpmuoromwioasa
CEBP3ARY C 6peMeHHOCT,
| Bpemennocmma,
podosus u
nocaepodoaun




OpeMeHHOCT

Hapyuwenun na Yronemseane | Muckombopr EnnomeTpHo3a,
6b3npouzgooumen- |Ha SHYHALATE | B THPIMTE, oBocTpaHe HA
Hama cucmema u HHTEPMEH- CHIICCTBYBAIIA
2vpoama CTPYANHO CHAOMETPHO3A,
3a1ATIBAHE HAMaseHa

W _ . AcOeuna HA
MCHOparua | CHIOMETpH-

! yMa, MACHBHO
yronemspaHe
Ha JiYHALIATE
CunapoM Ha
XHICPCTHMY-
JiatHs Ha
AHIHHLHTE
(OHSS)

Hsrnexna, 9e HEXKEJIAHUTE PEAKIMH 3aBKCAT OT 03ata H BB3HHKBAT MO-4ECTO IIPH IMPHEM Ha MO0-
BHCOKH JI03M M TIO-NPOAB/DKHTENICH KYpC Ha JieYeHWe, NpHjaraHy IpH npoydpannsTa. Koraro
JIEYEHHETO C€ MPOBEXKAA ¢ MPETIOPBIHTEIHATE 03K, HEXKEJAHHTE PEAKIHA HE Ca 3HAIMTEHH H He
BJIHAAT YECTO HA JICUCHHETO.

Hma cro0lmenns 3a KOHBYJICHH; NALMEHTH ¢ aHAMHE3a 38 IIPHNAXBITH MOXKE A ca
MpeIpasnoIOKEeHH.

YroneMasane Ha

Ilpu npueM Ha NpenOpHYHTENHMTE A03H, AOHOPMHOTO YTOJICMABAHEC Ha AHIHHIMTE He ce
Habmiofapa 4ecTo, BLIOPEKH 4€ € BE3MOXKHO NOITBIHHTENRO YTOJNEMABAHE OTBBA IHIIHIHOTO
BapHpaHe B pa3Mepa Ha sifuHHUMTE. AHATOFHYHO € BE3MOXHO YCHNIBAHE HA 60IKaTA 110 BpeMe HA
IHMKBIa (OBYNAUHOHEH CHHAPOM HIH mittelschmerz). BusMoxkHO € HO-9eCTO yrojeMsABaHe Ha
AUHMIETEe H o0pasypaHe Ha KHCTH TIpH MO-BHCOKH AO3H H MNO-NIPOSL/DKHATENIEH MpHEM, KAKTO H
YABIDKABAHE HA JTyTeanHara (a3a Ha MEHCTPYAITHHA LHKLL.

JlOKyMeHTHpaHH Ca PSAKH CIyYaH HAa MacKBHO yrojieMsBaHe Ha sigmvare. OmHcaH ¢ TAKsB
ciyyali € NpH NaOoWeHTKA C NONHKHCTO3€H OBapHAICH CHHAPOM, NPH KOATO JIEYCHHETO ¢
KnocTanberut e npoeexaano ¢ fo3a or 100 mg AHEBHO B IpoALLKEHHE Ha 14 qHA.

AGHOPMHOTO YroNeMsBaHe Ha SHYHHITE OOMKHOBEHO HAMANABA 110 €CTECTBEH ITBT, NPH MOBEYETO
OT NALHEHTKHTE ¢ TO3H NpobieM TpsOBa Aa ce NpHiara KOHCEPBATHBHO JICYCHHE.

CHMITTOMMH, CBBD3aHH C OYHTE/3pEHHETO
CHMITTOMMTE, KOHTO OGHKHOBEHO CE ONHMCBAT KATO ,JIOMBTHABAHE™ WIHM NETHA HIH Mpobiichiy

(Gnemykai ckoroM), ce HabMOAABAT MO-4ECTO MPK MOBHIIABAHE HA oDINaTa nosa.

Harnexnma, 4e Te3W CHMITTOMH Ce TB/DKAT HA HMHTCH3H(HIMPAHETO H MPOXL/DKHTENHOCTTA Ha
crenodpasi. Cmydan Ha cneaodpasn ceino ca cpobimasany. YecTo CHMITOMHTE BESHHKBAT ITHPBO
HJIH Ce H30CTPAT NPH KOHTAKT ¢ ApKa cheTnuHa. HMa cpobmenns 3a o@TAIMOIOTHYHO AehHHHpaH
CKOTOM, (ocheHn B HaManeHa OCTPOTa HA IPESHHETO.

Hma cho0meHnd 3a pe/IKH CITy4aH Ha KATAPAKTA M ONTHYECH HEBPHT.

Tesn napymenus Ha 3peHuero oOMKHOBeHO ca obpaTmmu. Bwnpeky Topa, AMa chobmenms 3a
CITyYHM Ha IPOXBDKUTENIHO 3PHTENIHO HADYIICHHE, B T.4. CJIe/ MPEKpaTaBaHe NpHeMa Ha KIIoMuGeH.
3purenHKTe HapymeHHs MOrar ja OpaaT HeoOpaTHMmH, Hali-Beuye INpH NOBHIIEHA 032 HIH
YBEJTHUCHA NMPOABDKHTEIHOCT HA NEUSHHETO.

XenaroOHAHAPHH HAPYINEHHNA

TecteT ¢ 6pomcyndaneut (BSP) e nicnensane Ha uepHOApOOHaTa yHKIMA,
OTCTPAHABAHETO HA H3BECTHO KOJIIMYeCTBO GpoMcyndiasicHH OT KPbBTa 3a ONpeAeHcA K
ppeMe. HopManHuTe CTOHHOCTH ca 3appikaHe Ha II0-MAIKO OT 5% cien 45 mupy]
HHTpaBEeHO3HA 1032 oT 5 mg/kg TenecHo Terno. To3H TecT e noe3eH NpH Xenirai




3a6ossBaHe H AETOKCHKHPAIA CIIOCOGHOCT, HO € HEMPHJIONKHM NpH HAIMUHMe HA EKCTPAXenaTaiHa
H RHTpaxeNaTalHa 00CTPYKTHBHA HKBIITEHHLIA,

3anbpixane Ha Hpomcyndaneim (BSP) no-ronamo ot 5% e crobmeno mpu 32 ot 141 naieHTH,
FIPH KOHTO € GHII0 H3MEPEHO, BKTIOIHTEIHO APH 5 0T 43 MalMeHTH, KOHTO ca PHEMATH
NpHOIM3HTENHO 03aTa KIOMH(EH, KOATO Ce MPenopEYBa. 3aXbpRKAHETO OOHKHOBEHO €
MHHHMAIIHO, OCBEH KOTATO € CBBP3aHO ¢ MPOABDKHTEHO HENPEKbCHATO NMPHICKEHHE HA
KIoMAGEH WIK ¢ IPHBAAHO HECBLP3aHo YepHOAPoGHO 3abonssane. Jipyrure depHoapoCHH
TecToBE OOHMKHOBEHO ca HOpMalHH. B noc/iefisano NpoyysaHe, B KOETO Ha NAIHEHTHTE Ca AaJICHH 6
TIOCHEAOBATENHN MeCeyHy Kypca knomuden (50 win 100 mg AHEBHO B NPOALDKEHNE Ha 3 1)
HJIH CHOTBETHO IUIane6o, BSP Tect e nanpasen na 94 nanpenm, CrofiHoCTH, NpeBHImABamE 5%
3aFEpAKAHE ca YcTaHOBeHH npu 11 naupeHTH, 0T KOKTO 6 ca IPHEMAITH JIEKAPCTBOTO H 3 ¢a
npreManu naneto,

B orgemio crofmenne, naipenT npuemar 50 mg knoMudeH JHEBHO € PA3BH XBJITeHHIA Ha 19-
HA IeH OT JICYEHHETO; JepHOAPoOHA GHONCHS pa3KpHBa JThyueH 3acToH Ge3 NaHHH 3a XeNaTwT.

Hapymenus na MeTabomuiima

XHnepTpHTIALICPHAEMIA, B HAKOH CITydaH C NAHKPEATHT, ¢ HabnIoNABaHa NPH NALHEHTH C
npeHeCcTRAINA KIH daMHIHA aHAMHE3a 33 XHIEPTPHINTHLICPHASMUA HHIH ¢ 1038 H
TIPOTH/DKHTENHOCT HA ICTCHHETO, NPSBHIIABAITY PENOPLYBAHNTE.

Cmﬁmananem Ha nonosnpaml Hemena}m pemn-m cnen paspelnabaHe 3a ynorpeba Ha
NeKapCTBEHMA MPOIYKT € BaXHO. ToBa No3BoJIABa 1a MPOAL/DKH HADMOACHHETO HA
CBOTHOLICHHETO MOM3/PHCK 34 JIEKAPCTBEHHS NPOAYKT. OT MEOULIHHCKHTE CHEIHATHCTH C€
W3HCKBA fa cHo0maBaT BCAKA NOJO3HPAaHA HEKEMaHa peakuHd upes HAHOHAIHA CHCTEMA 38
cro0masane B M3rbimuTenna areHuma no Jexapersara yi. ,.Jlamaun pyes Ne 8, 1303 Codra,
Ten.: +35 928903417, yeGeaifr: www.bda.bg

4.9 Ilpexosapane

ToxcuunM epexTH OT OCTPO MpeAO3HpaHe Ha KNoMHQEH He ca chobmaBann, HO OposT Ha
JOKYMEHTHPaHHTE CIIyYaH Ha NPeRO3HpaHe € MATEK.

CuMnToMuTe, HabmoNaBaH| NpY NpHeMaHe Ha O-TONAMA OT MPENIOPHIHATA 1033 KIOMH(pEHOB
UMTPAT Ca rajiene, NOBphIiaHe, BA3OMOTOPHN PEaKiliH, 3PHTEIHH HapyleHns (HaMalieHHe Ha
3PUTEJIHATA OCTPOTA, CBETEIIH TOYKHM Npe/] OMHTe, CKOTOMM), YB&IM4ABAHE Ha AINYHULATE C
KopemHa Go/lka WIH 6oska B Mankus 143,

OcBeH OTCTpaHABaHe Ha AKTHBHOTO BEIIECTRO, B CIyYaii Ha PEAO3HPAHE ce MPEnophYBa H
NOANBPKAIND JCHCHHE,

Hama JaHHHA, KOHTO Na NOKA3BAT AAIH KNOMH(EH MOKe [a ce JHANH3Hpa WM HE.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 dapmMakoIHEAMHAYAE CBOHCTBA
PapmakoTepaneBTHIHA Fpyna: CHHTETHYHH CTUMYNaHTH Ha oBynaunsTa, ATC kox: G03G B02

Knomuden npeacraBnssa cMec 0T cis (3ykioMudieH) o trans (eHxknoMHdpen) H30MepH, KaTo Cis
H30MepsT € 30-50% OT aKTHBHOTO BEIECTBO H € BCHIIHOCT AHTHECTPOTeHHATA CBCTABKA, KOSTO
CENIEKTHBHO MHXHOHpA CBLP3BAHETO Ha eCTPAAMONA C XHNOTAIAMYCHHTE ECTPOTCHHH,

TaKa CTHMYJIMpA OBYJIAIHATA dpe3 POAYKIHA Ha rOHATOTPONMH 10 MEXAHH3MA HA
obpaTHa Bpb3Ka.

H
5.2 GapMaKOKHHETHYHE CBORCTEA '( i |



B nipoyysanma ¢ “C-Mapkipano aKTHBHO BEIIECTBO € YCTAHOBEHO, Y€ KIOMH(DEH ce pe3opiHpa
A06pe B CTOMAaNIHO-IPEBHMA TPAKT CJIEN] IEPOPATHO NPHIOKEHHE H e ce eKCKPETHpa NPeXHMHO
upes deneca. 50% ot Taka NpENIOKEHAS KIoMIbeH ce HAaMHPaT B eKckperute: 42% BLB derieca H
8% B ypuHaTa B NPOABIDKEHHE HA 5 HH, JOKATO CJi¢/i HHTPABEHO3HO MpRIoxKeHHe caMo 37% ot
KJIOMH(EH ce HAMHPAT B EKCKPETHTE 33 CHITHA TIEPHON OT BpEME.

Benssaunst ¢ C xnomuden ce oTkpuBa BbB deneca 6 CeaAMMIM cnel npanokerueTo. CpeaHa
CKOpOCT Ha oTaeisHe oT 0,73% aueBHo ot “C nozara cnen 31 o 35 nuw u 0,45% mmesno ot MC
no3ara cren 42 fo 45 quu e HaGmogasaua B npoGuTe or deneca M ypuHaTa Ha 6 ;mna, ot 14 xo 53
JHH CIiej] IPWIoXKeHHeTo Ha'*C-Mapkupan knomuderos uuTpar. OcTananoro
NeKapcTBO/MeTabONHTH BEPOATHO HABHO CE SKCKPETHPAT pe3 OTAC/HA eHTEPO-XenaTanHa
PEIMPKyaLpa.

Koraro Knocrunfersr ce npunara 33 TPOXLIDKUTEHW NCPAOAY, Tol MOXKE a C& HAMECHU B CHHTE3A
Ha xonectepon. IlanmHeHTH Ha POAL/DKHTENHA TEPAIIHA MOTAT A IOKAXKAT NOBHIICHH HUBA Ha
AECMOCTEPOII B KPBBTA.

Pesynrarure oT Npoy4BaHHA NpH 34paBH JOGPOBOJIM [TOKA3BAT, Y€ CiS H3OMEPET HMa IIO-ABITBI
SMMMHHKALMOHEH MONYXKHBOT 0T trans H3oMepa. [TepBEAT MOXe Tja OB/IC OTKPHT B OPraHM3MA AOPH
cnen 1 Mecent oT NPHIOKEHHMETO, KOSTO 03HAYABA, 9¢ H30MEpHTe Ha KIoMHdeH ca obekT Ha
cTepeociielH(pHIHA eHTepO-XenaTalHa IMpKyamus. BraMoxkHO € nekapcTBEHOTO BEINECTBO A4 ©
OlIfe HANMMHO B OPTaHI3MA HA JKeHaTa B paHHWTe (asH Ha OpeMeHHOCTTA, aKO OBYJIAITAATA €
CTHMYJIMpaHa 4Ype3 Hero.

5.3 IlpeaxTEHEYHH AAHHH 33 GezonacHocT
Hsama nasH# 33 TOKCHYHOCT HPH Xopa.

Tips npoyyBaHHA 38 0CTpa TOKCHYHOCT nepopanHute LDso cTOHHOCTH ca AOCTHTHATH
1700 mg/kg npa Minnxu 1 5750 mg/kg npu mrexoge.

KapipiHorenHoct

IIpn npoawnkATenHa ynotpea Ha KIOMH(pEH MOXE []a C€ MOBHINH PHCKET OT PasBHTHE Ha PaK HA
ARYHHIHTE.

He ca npoeexzaHH MpOyYBaHHA 33 TOKCHYHOCT MPH MPOXBIDKHTENHA ynoTpeba mpH XKHBOTHH 32
OIIEHKA Ha KapUMOHEHHHA NIOTEHIHA Ha KITOMHGbEH.

MyTarenHocr

He e mpaBeHa olleHKa Ha MyTareHHHS TIOTEHLHAT HA KIOMH(EH.
6. PAPMAIIEBTHYHH JAHHH
6.1 CoECLK HA NOMONAATE BeIECTBA
XKenarvn

MATHE3WEB CTEapar

CTeapHHOBA KHCEJIHHA

TanK

KaprodeHo HumecTe

Jakro3a MoHOXHApAaT (100 mg).

6.2 HecHbEMECTHMOCTH

He ca w3BecTHH.

6.3 Cpox Ha rogaoOCT

5 ronuem




6.4. CnenAajnn yc10BES Ba ChXpaHeHBe
Jla ce cexpansBa nox 30°C.
6.5 BHA ¥ cLALPXKABRE HA ONAKOBKATA

10 vinn 20 Ta6neTkn B ThMHEa GyTHIKa, Wil 10 TabneTkn Ha GHCTEpHA JIEHTA, IOCTABEHH B
KapTOHEHA KyTHA.

6.6 Crenpannn mpeANAZHE MEPKH OPH HIXBLPASEE B prloTa

Hsama cnenmamHe H3HCKBaHHS.

Hen3non3paHkAT MPOAYKT HIIH OTIIANHITE MATEPHAITH TPAGBA 1A Ce HIXBL]IAT B CHOTBETCTBHE ¢
MECTHHTE H3HCKBAHHA.

7. IIPUTEXATE/ HA PAZPEINEHHMETO 3A YIIOTPEBA

Egis Pharmaceuticals PLC

1106 Budapest, Kereszturi ut 30-38.

YHurapus

8. HOMEP(A) HA PAJPEHEHMETO 3A YHOTPEBA

KnoctunGerur 50 mg taGnerku: Per. Ne: 980 0214

9. JATA HA ITbPBO PAPEHNIABAHEMIOJHOBSIBAHE HA PASPEINEHMETO 3A
YOOTPEBA

Hara Ha mepBoO paspemenne 3a ynorpeba: 24 anpun 1978 r.
Hara Ha nociexHo noaxoBaeane: 10 noemMspu 2008 r.

10. JATA HA HOCIEAHO AKTYAJIMBAPAHE HA TEKCTA

®eepyapu, 2021 1.




