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1. UME HA JTEKAPCTBEHUS ITPOAYKT

Yrporectan 300 mg BaruHaHU Karcy./iu, MEKH KoM Pea. Ne ,,2;04340{9'(
Utrogestan 300 mg vaginal capsules, soft fpa:;pewﬂ,m Ao

B8G/MAMP - ....& g¢r¥ U708 10D
2 KAYECTBEH U KOJIMYECTBEH CHhCTAB | Ogobperue ¥ ........... i Jisenassen T

Beska kancysa cpabpxa 300 mg nporectepoH (MUKpOHU3UpaH) (progesterone (micronised)).
[ToMOLIHO BEWECTBO ¢ U3BECTHO AECHCTBHE: BCAKA KAMNCyJla ChbAbpKa 3 Mg COEB JIELIMTHH.
3a MbJHUA CITUCHK Ha MOMOLIHUTE BELIECTBA BHXKTE Touka 6.1 .

3 JIEKAPCTBEHA ®OPMA
Barunanna kancyna, meka.

MeKH npoabJroBaTH XbJITEHHKABH Kancysu (npudausurenHo 2.5 cm x 0.8 cm), cbabprkaly ma3zHa
O€JIe3HUKABA CYCINECH3HA.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHHA

YTporecTaHn € nokasaH rpu »K€HH 3a JONbJIHUTEIEH MPUEM Ha MPOrecTepoH B JlyTeasHaTa dasa npu
U3BbPLUIBAHE HA TEXHUKH 3a acucTupaHa penpoaykuus (TAP).

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOXKEHHE

Jlo3upoBka
Camo 32 BarHHaJIHO NPHJIOKEHHE.

[IpenopbunTennara no3a e 600 mg AHEBHO, MpH 1BE NPUIOKEHHUS, €HA KarcyJla CYTPHH H eHa
BEYep npeau ssrade. JleueHueTo 3anoypa He NO-KbCHO OT TPETHS JIEH cllel IeHS Ha acnHpHpaHe
(cbOMpaHe) Ha AHUEKJIETKMTE W NMPOAbAXKaBa MNoHe 10 7™ recTallMOHHA C€IMHMLIA H He MO-KbCHO OoT 12™
recTallMOHHA CeIMMLIA UITH 10 3aMOYBAHETO HA MEHCTPYaLUA.

Heouampuuna nonyrayus
Hsama cbOTBETHO NpUIOKEHHE HA Y TPOrecTaH B NeaMaTpyUyHaTa rnomnyiauus.

Cmapuecka eb3pacm
Hsama cbOTBETHO NpUIOKEHHE HA Y TPOrecTaH npu NaluMeHTH B CTapyecka Bb3pacT.

HauyuH Ha npunoxeHue
BarunanHo
Kancyaure YTporecrtaH ce nocTaBsaT Ab100KO BbB BaruHara.

Enna Karncylja CYTpUH H €1Ha KallCyJla BEYEP MNpeaH JissraHe, Tpﬂﬁﬂa aa CC MoCTaBAT ,[l'hﬂ60l(0 BbB
BAIrvnHarTa.




4.3 IlporuBonokazaHus

e (CBpbXUYCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO HJIH KbM HAKOE OT MOMOLIHHUTE BELILECTRA,
H30poeHH B Touka 6.1 .;

Xbarenumua;

Texka yepHoaApoOHa AUCHYHKLIMSA:
HeanarHOCTHUMpPAHO BarMHaHO KbpPBEHE:
KapuMHOM Ha rbpaarta Wid reHUTaJIHUS TPaKT:
Tpombodnedur;

TpomOeMOO0/IMUHH HAPYLLIEHMA:

Mo3b4y€H KPpbBOH3JIUB,

[Topdupus:

3aabprKaH CrnoHTaHeH adopT;

Aneprus KbM siJIKH U cos (BHAKTE TOUKa 4.4).
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4.4 Cpoeuna/IHH npeaynpeRIeHHH H NpeaANa3sHH MEPKH NPH ynorpeda

[IpeaynpexaeHus:

Tpﬂﬁsa Aa €€ U3BbPLIH LUAJTIOCTEH MEAHLIHHCKH Nperiaca npead 3dano4paHe Ha JICHEHHETO H pCAOBHO
Mo BpEME Ha JICHCHHCTO.

Vrporecran TpsabBa aa Obae U3MOA3BaH CaMO MO BPEME Ha MbPBUTE TPH Mecela OT OPEeMEHHOCTTA
TpsAOBa Aa ce npuara caMo BarMHaJHo.

YTporecraH He € noAXO/slll 3@ KOHTpALETLHA.

YTporecrtaH He € npeJHa3Ha4yeH 3a JIeYeHHE Ha NMPEACTOALLO MPEKAEBPEMEHHO paXK1aHe.
Ynorpebara Ha MUKPOHH3HUPAH MPOreCTEPOH M0 BPEME HAa BTOPOTO H TPETOTO TPUMECEUHE OT
OpeMeHOCTTa MOXKe 1a 10BE/1e 10 Pa3BMTHE HA X0J1ecTa3a Ha OPEMEHHOCTTA WK XEenaToue1y1apHo
4yepHOApOOHO 3a00/5BaHE.

[ TIOKO3HMAT TOJIEpaHC MOXE /1a Obe HApYLLUEH MO BPEME Ha JICYEHHETO ¢ MPOrecTepoH U TpsAdBa aa
ce U3BBbPLLBA NMO-4ecTo npocaeassane. [IporecTepoHbT € CBbP3aH ¢ yC0XKHABaHe HA AHA0eT THN 2 U
MOKe /1a ca HEOOXOAMMH KOPEKLIMH B JICYEHHUETO HA MALMEHTH, JIEKYBaHH 3a AuaderT.

Jleyenuero TpsaOBa na Objae NPEKbCHATO MPU AHArHOCTULIMPAHE HA 3abP)KAH CIIOHTAHEH abopT.

[Ipeana3sHu MEpKH:

Bcsako BarMHanHO KbpBeHe TpsOBa BUHAIH /1a CE€ U3C/1e/1Ba.

YTporectaH cbabpika COEB JIELLUTHH U MOXKE 1a NPeU3BHUKaA peakilii Ha CBPbXYYBCTBHTE/IHOCT
(YPTHKapHA WJIH aHAa(PUNAKTHUYEH LLOK MPH CBPbXYYBCTBUTEIHH NaUHeHTH). THbH KaTo uma
BEPOSATHOCT 3a Bpb3Ka MEXK/y alleprusi KbM COsl U aneprust KbM PbCTbLUM, MALUKEHTH C aJIEPrusi KbM
dbeTHUM TPAOBaA 1a U30ArBaT NpUemMa Ha Y TporectaH (BHxKTe Touka 4.3).

4.5 B3aumojaeilcTBHE ¢ IPYId JIEKAPCTBEHH NPOAYKTH H APYrd GopMH HA B3aHMO/AeHCTBHe

[IporecTareHuTe MOrar /1a nOBJAMAAT HA JieyeOHHUA DanaHe Ha AHadeTa M ca CBbP3aHH C YCI0KHEHHE
Ha auadet Tun 2. JlekapcTBOTO 3a AMA0ET HA NALMEHTH, JIEKYBAHH €/IHOBPEMEHHO U C nporecrar
MOKE /1a C€ HAJIOXKH /1a Ce KOpUrupa (BHkKTe Touka 4.4).

Echexmu, koumo npocecmeponvm Mmooce oa uma 6bpxy Opyeu J1eKapcmed. !



[lporectepoHsbT MOXKeE aa:

e JloBeae 10 3aCHIBAHE HUJIK OTC/1a0BAHE HA KOAry/iMpalurs e(hekT Ha KyMapHHHUTE U
Npea0TBpaTABaHE HA Koaryupauius epekT Ha GeHHUIHOH:

e [lIpenorBparv MeTadoM3Ma HA LIMKJIOCIIOPHH, KOETO YBE/IMYaBa KOHLEHTpALIMATA Ha

LIMKJIOCTIOPHH B IJ1a3MaTa U PUCKA OT TOKCUYHOCT;

YBeaHUHM 11a3sMeHaTa KOHLUEHTPaLMsA Ha TH3aHH/UH;

[loBausie neMCTBHETO HA OPOMOKPHITTHH:

[loBHlIIaBaHE HA apUTMOIreHHOCTTA Ha OYINUBAKAHH;

[Tonusie pe3yaraTuTe OT J1abOPATOPHH TECTOBE HA YEPHOAPOOHHUTE H/HUIH EHIOKPHHHUTE

byHKUMH.

e [lpenorBpaTH OKMCASBAHETO HA HAKOH OEH30/1MAa3E€MUHOBH NMPOU3BOJAHH KATO AHA3ENam,
XJIOPIHA3ETIOKCH/L H a/Inpas3oiaM U /1a NpeIn3BHKa Ha IIIOKYPOHH3aLIMs Ha OKCa3ernam M
nopasenam. I'e3u cHHepruyHH e(eKTH BEpPOSTHO HE Ca KJIMHHYHO 3HAYHMH, ThH KaTO
TEPANEBTUYHHUAT CNEKTbP HA OEH301HA3EINHHHUTE € LMPOK.

Biauvooeucmeue na opyeu 1exapecmea ¢ npocecmepon.:

CaeaHuTe JIeKapcTBa MOraT a yBeiyat MeTado/1M3mMa Ha NporecTepoH:

e [lepamnanen uwau Tonupamar;

e Hsakou aHTHOMOTHLHM, KATO AMMULIMJIMH, AaMOKCHLIMJIMH U TETPALIMKJIMHHU, MOraT /1a NOHWXKAT
MJ1a3MeHaTa KOHLUEHTPALMsA HAa CTEPOUHNTE, 3aLLOTO T€3H AHTHOMOTHLIM MOTraT 1a NOBJIMASAT
XH/IpOJIH3aTa HA CTEPOM/IHMUTE KOHIOMaTH B YepBaTa H /1a NOBIAMAAT peabcopOumsTa Ha He-
KOHIOrMpPaAHHUTE CTEPOH/IH, B KONTO CIy4al KOHLEHTPALMATA HA aKTUBHHUTE CTEPOH/IH B
yepsara, e Obae HamasleHa;

e PudamnuunH v pudadyTHH;

e Jlekapctsa 3a enunencus (0e3 Bainpoesa KMcelUHa): peHUTOUH, penobapOuTan,
kapOamazenuH, eciinkapOa3enuH, okckapOa3zenuH U NpUMHAOH/pyPHHAMKUA (KaTO HHAYLMpa
OKCHJATHBHA JICKOMITO3HLIHA ),

e PacTUTE/IHHW JIEKAPCTBEHH MPOAYKTH, KOHTO CbIAbPKAT XK bIAT KAHTAPHOH;

¢ AHTHPETPOBHPYCHH JIeKapCcTBa (npoTea3Hu 6710KkepH): 1apyHaBup, HelldHHABUP,
dbocamnpeHaBup, 1ONUHABHP;

e boceHrah;

e  AnNpenuraHr.

CneanuTe nekapcTsa MOraT aa nonpevar Ha Metabosin3ma Ha NnporecTepoH, KOEeTo e 10Bee 10
yBe/IHYapaHe Ha OMOHAJIMYHOCTTA HA MPOreCTEPOH:
e [IpoTHBOrbOMYHH nekapcTBa ((PJyKOHA30/1, HTPAKOHA30J1, KETOKOHA30.1, BOPHKOHA301);
e HmyHocynpecopH (TakpoumMyc):
e (CTaTuHM (aTOpPBACTATHH, PO3YyBACTATHH);
e Huxuburopu Ha MOHOaMHH okcuaa3zata (MAO) (cenerniun).

4.6 @eprHaHTeT, OpeMEHHOCT H KbpMeHe

EcTecTBEHHUAT NporecTepoH MOXKe /1a ce npuijara rnepopaiHo, BArHHaJIHO HWJH MO0 HHTPAMYCKYJIEH MbT
3a JlIe4yeHue Ha Ae(PUUMT Ha JyTeasiHa (paza noHe 10 7™ recTallMOHHA CeAMHULIA U HE NMO-KbCHO OT 12™
recTallMoOHHa CeAMMLA.

bpemeHHOCT
He e ycTaHoBeHa Bpb3ka MeX/1y yrnorpedara Ha rnporecTepoH OT MaiKara rno Bpeme Ha Havya/iHa
OpeMEHHOCT W (peTaiHn mandopmaumu.

Kbpmene
YTporectaH He € nokasaH rno Bpeme Ha KbpmeHe. J[0JJ0BUMH KOJIMYECTBaA NPOrecTepoH
E€KCKpeTHpaT B KbpMara.




Oepruaurer
KaTo niekapcTBeH NpOAYKT, NOKa3aH Mpy JyTeaJHa HEAOCTATbYHOCT MPHU KEHH C HH(PEPTHIIHUTET UK
MOHWKeHa (PepTUIIHOCT, HAMA MO3HAT HeraTHBeH eeKkT BLPXY depThiaunTeTa.

4.7 EdexTn BbpXy cnocodHocTTA 32 IoPHpPaAHe H padoTa ¢ MALIHHH
YTporecTtaH HIMa BJUSHUE BbPXY CNOCOOHOCTTA 3a WO HpaHe U padoTa ¢ MaLLIMHH.
4.8 HexenaHnun JleKAPCTBEHH PeaKlHH

JIokasiHa HENOHOCHMOCT (napeHe, cbpOek MM Ma3eH cekpeT) € Hab 1K0/1aBaHa NPH KITMHUYHH
MPOYUBAHHUSA M € CbOOLIEeHa B MyOIMKALIMK, HO YeCTOTaTa € U3KIOUHUTETHO psi/IKa.

Korarto ce U3nmos13Ba, KakTo ce npernopbyBa, MOXKe /1a HACThITH NPEX0/1Ha YMOPA HJIH 3aMassHOCT B
paMKHMTe Ha | - 3 yaca caea npyema Ha JIeKapCcTBOTO.

nOCT-MapKETHHFOB OINHT

[IpenocraBeHata uHdopmauus e 6azMpaHa Ha NOCT-MAPKETHHIOB OMMT OT BarHHAJIHUA NPHEM Ha
MPOrecTepPoH.

YecToTa Ha HEXKENIAHUTE peakUHH € Ae()UHUPpaAHA MO CIAEAHUA HAYUH: MHOrO YecTH (=1/10); yectH
(>1/100 no < 1/10); neuectu (=1/1 000 no < 1/100); peaku (=1/10 000 no < 1/1 000); mHoOro peaku (<
1/10 000): ¢ Hen3BecTHA YecTOTa (OT HAJIMYHUTE JaHHW HE MOKe /J1a Ob/le HanpaBeHa OLIEHKA).

CHucTeMO-OpraHeH Kiac MHoro peaku C Heu3BecTHa YecToTa (OT
(< 1/10 000) HAJIMYHHWTE JIaHHH HE MOXKE /1A
Ob/ie HanpaBeHa OLIeHKA).

Hapywienus Ha MMyHHaTa cuctemMa | AHadUNAKTHYHH

peaKLHH
Hapyuienus Ha koxkaTa M [Ipypuryc

MOJIKOXHATA ThKaH

Hapywenus Ha BaruHaneH KpbBOH3/1UB
Bb3MPOM3BO/IMTE/IHATA CHCTEMA H BarnHanHo TeueHune

rbpaara

CphobuiaBaHe Ha NOI03MPAHH HEKEIAHW PeaKLIuK

CboOulaBaHETO Ha NOJA03UPAHH HEXKEJIAaHW peaKLHUH clie/l pa3pellaBaHe 3a ynorpeda Ha JieKapCTBEHHS
NPOAYKT € BaXXHO. ToBa no3BoasBa Aa NpoaAb/KH HabII0AEHHETO HA CbOTHOLLEHHETO M013a/pPUCK 3a
JIeKapcTBEHUs NPOAYKT. OT MEAMLIMHCKMTE CMELHA/IMCTH Ce M3MCKBA /1a ChoOLIIaBaT BCAKA

NoA03UpaHa HekelaHa peakuus ype3 M3nbaHuTeHa areHuMs no aekapcrsara yi. ,,/Jlamsad ['pyes”™” Neo
8, 1303 Codus, ten.: +35928903417, yeOcaitT: www.bda.bg.

4.9 Ilpenosupane
CUMNTOMMTE HA MpPEI03MPaHE MOraT Ja BKJIKOUYBAT CbHIMBOCT, 3aMAasHOCT, €y(HOpHUs UIIH JAUCMEHOpes.

[TaumeHTbT ce nocTaBs Noa HadNKO1IEHHE H aKO € HeOOX0/1MMO, MY C€ OCHrypsasa CUMIITOMATHYHO H
NOAAbPKALO JICHCHUC.

5. ®APMAKOJIOIT'HYHU CBOUCTBA

S.1 @MapmMakoIHHAMHYHH CBOHCTBA




Mexanuzvm na oeucmeue

[I[porecTepoHBbT € €CTECTBEH €HAOM€HEH XOPMOH Ha K bJITOTO TAJI0 M € HalH-BaXKHUAT XOPMOH,
H3/IbYBAH OT XKBJITOTO TAJI0 M JaueHTara. Bb3aelcTa BbpXy €HI0METPHYMA, KOUTO 1MO/1 HErOBO
BJIMSAHME NPEMUHABa OT npoirdepaTtuBHa B ceKpeTopHa (pa3za. Y TporectaH npurexana BCHUKH
XapaKTepHH CBOMCTBA HA €HOI€HEH MPOrecTepOH, B TOBA YUC/I0 AKTHBUPAHE HA MbJIHATA CEKPETOPHA
(a3a Ha eHAOMETPUYMA, KAKTO M reCTareHeH, aHTHECTPOreHeH, ¢/1ad aHTHAH/IPOreHEH U
AHTHAJ110CTEPOHOB €(EeKT.

5.2 @®apMaKkoOKHHETHYHH CBOHCTBA

(dapMaKOKHHETHUYHHAT NpodUA Ha pazanuHUTE 103HpOoBKH (Hanpumep 300 mg cpeuty 600 mg)
MPOrecTEpOH, MpHiaraH BbB BaruHaTta, € HeJIMHEeeH. CUCTEMHHUTE KOHLIEHTPALMK Ha MPOrecTepoH ca
€/1HAKBU MPH Pa3/IMUHH /1034, NMOPA/IH JOKAJIHH (PAPpMAKOAHHAMHUYHH MPOLIECH, KATO IUPEKTHA
MacuMBHa AHQY3HS HIH TPAHCIIOPTHPAHE Mpe3 JIOKATHOTO KpbBOOOpalleHHe WK aumdHara
UMpKYaauus, 0JaroaapeHue Ha KOETO MPOreCTEPOHDT Lie Ce TPaHCMOPTHpa OT BarHHaTa /10 MaTKara.

Abcopbuus

[lpunaraHuaT BbB BarnHata MUKpPOHH3MpPaH NporecTepoH ce abcopOupa Obp30 H 10CTHra NOCTOAHHA
njasMeHa koHueHTpauus (4-12 ng/ml, B 3aBUCMMOCT OT AHEBHATA 103a) H CpeaHO Cpnax C€ 10CTHIA HA
OKO0J10 8-MH3 Hac cie/l NPUI0KEHHETO, C MO-MAJIKO MEXKAYHHAUBHAYAIIHH OTKJIOHEHHS, OTKOJIKOTO
[MPH OPAJTHO MPHIIOKEHHE.

B kiuMHuuHKM npoyuBanus ¢ no3a ot 300 mg nporecTepoH, nNpu/jiaraH BbB BarMHaTa €KeJ1HEBHO B
NPOABKEHHE HA CE/1EM JIHH, KOHLIEHTPALIMMTE Ha NPOrecTepoH B nJja3mara ca OWau cTabHIIHKU npe3
BpEeMEHaTa Ha NPHJI0KEHHE, TaKa Y€ Cpe/lHaTa KOHUEHTpaUMsa € OU1a NocTOsHHO Haa 6 ng/ml u
cpeaHara KoHueHTpauus e ouna 8.03 ng/ml.

C 600 mg aAHeBHA 103a NMPOrecTepoOH, MPHJI0KEHA BbB BarMHaTa, KOHUEHTPALIMATA HA MPOrecCTEPOH B
rnjaasmara cblio € OHsla ctabuiiHa 1o BpeMe Ha NpHIIOXKEHHE, TaKa Ye HaW-BHCOKaTa cpeaHa
koHueHTpauus e 11,63 ng/ml. 1o cbuns HaunH Cpay € N0-BUMCOK € 103HpaHeTo Ha 600 mg/neH B
cpaBHenue ¢ 300 mg/nen.

Pa3npenenenune

[IpunaraHuaT BbB BArHHaTa MUKPOHHU3UPaH NMPOrecTepoH NpeTbpnsaBa MbpBHS META0OJIMTEH LMK/ B
MaTKarTa, Korato rnporecTepoHbT C€ pa3npe/ae/ii OCHOBHO HJTH H30UpaTeIHO B MaTKara,
MPUYUHABANKH 110-BUCOKH HUBA HA XOPMOHA B MATKaTa M OJIU3KUTE TbKaHH.

[[porecTrepoHa ce TpaHcnopTupa uype3 KpbBTa U TuMdaTa U npudIn3uTEIHO 96% - 99% oT
MpOrecTepoHa ce CBbP3Ba C MJ1a3MEHUTE NMPOTEUHHU, OCHOBHO CbhC cepyMHUst andymuH (50% - 54%) u
TpaHCKOPTHH (43% - 48%).

EaiuMuHHpaHe
Upes npuiiarane Ha nporecTtepoH BbB BaruHara, first-pass metadonin3ma B YepHus 1pod Moxe aa ce
H30€rHe, KOeTo No3BOJIsiIBa KOHLUEHTPALMMTE B MJ1a3Mara /1a OCTaHaT Nno-BMCOKH 3a Mo-AbJro.

95% ot nporecTepoHa ce eIMMHHKpaA ¢ ypHHaTa 1o ¢GopmMara Ha Ha [JTIIOKOPOH KOHIOTHPaHH
MeTa00JIMTH, OCHOBHO 3-0-5-B-nperHananon (nperHaiamon).

buorpancdopmalus
[lepopalHUAT NPOrecTEpPoOH Ce EKCKPETHPA Npe3 ATbYHHA MeXyp W ObOpeumrTe ¢ nepuoa Ha

nojaypasnaza ot S - 95 munyTH. ToH ce oTKkpuBa B ypuHaTta ciea 24 yaca, a MaJiko KoJM4ecTBo (8 -
1 7%) ce oTaens BbB (hekaaumre.

Ciiea BarMHaIHO NMPHJIOKEHHE HAOJIK01aBaHHUTE MNJ1a3MEHU HUBA HA MPErHaHOOH U S-a-
JAUXHAPOINPOrecTepPOH Ca MHOINrO HUCKH MOpajau aurncara Ha first-pass MeTabo/IM3bM.




5.3 IlpeaK/IHHHYHH JaHHH 32 De30MACHOCT
[ IpeKJIMHUYHHUTE 1aHHH HE pa3KpHBAT MOTEHLIHAJIHA ONACHOCT 3a XOparTa, 1030BaBalKH ce Ha

KOHBEHUHOHA/THUTE (DapMAKOJIOTMYHH NMPOYYBAHHS BbPXY e(hHKacHOCTTa U 0€30MacHOCTTA.

6. OAPMALLEBTUYHH JAHHHU
6.1 ChnHcbK HA NIOMOUIHHMTE BelllecTBAa

Kancyano cvovpocuvo:
e  CabHYOrAea0BO Macao, pauHUpaHo
e (CoeB N€UNTHH

Kancyana oosuska:
e )Kenartuh,
e [aunuepon (E422
e [wuraHoB auokcua (E171)
e [Ipeuucrena Bona

6.2 HecbBMeCTHMOCTH
Henpunoxumo
6.3. Cpok na roaHocrt

3 rOAMHH
Cnen nbpBo oTBapsite: 15 avu. /la ce cbxpansBa npu temneparypu noa 30°C.

6.4 Cpoeuna/iHH YC/JI0OBHA HA CbXPaHEHHE

Jla ce cbxpansBa npu temnepatypu noa 30°C.
3a yC/0BHS Ha CbXPaHEHHE CJIel MbPBO OTBAPAHE HA JIEKAPCTBEHHUS NPOAYKT, BUXKTE TO4YKa 6.3.

6.5 Buau cbabpkaHHE HA ONAKOBKATA

Yrporectan 300 mg BarMHa/HK KarncyJ/iu, Mmeku, ce npeanara B HDPE OyTtuaka, cbabpxkaia 15
KarcyJ/id, CbC 3allUTeHa oT Jeua 0sa1a nosunponuieHosa (PP) kanauka ¢ BUHT M Kbcallo ce cpedbpHO
dhonumo.

6.6 CneunajHH npeanasHH MepKH NPH H3IXBBbPJsiHe H padoTa

Heu3noa3zsaHuar MPOAYKT HJIH OTNAABYHHUTE MATEPHUA/IH OT HETO TpﬂﬁBa Aa CC UBXBBPJIAT B
CbOTBECTCTBHEC C MCCTHHUTEC H3UCKBAHHA.

te INPUTEXATEJI HA PASPELHEHHUETO 3A YIIOTPEBA

Besins Healthcare Ireland Limited
Plaza 4. Level 4 Custom House Plaza
Harbourmaster Place, IFSC

Dublin 1. DOl A9N3

HMpnanaus




8. HOMEP(A) HA PABPEIIEHHUETO 3A YIIOTPEBA

Peructpauuonen Ne 20210194

9. JATA HA ITbPBO PASPEINABAHE/INIOJHOBABAHE HA PASPELLIEHHUETO
3A YIIOTPEBA

JlaTa Ha nbpBO pazpewasane: 14 HOau 2021r.
JlaTa Ha NOCAE/1HO MNOJAHOBABAHE:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

05/2025




