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i.  MME HA JEKAPCTBEHHMS IIPOXYKT HITTL/NWTENHA ATERLIAS 1O REKAPCTBATA
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bukaxoHn 50 mg dunmMupanu TabneTku
Bacacon 50 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CLCTAB

Besixa gunmupana Tabnerka cnavpxa 50 mg Oukanyramun (bicalutamide).

[ToMOWHO BEEeCTBO ¢ HIBECTHO JICHCTRIE:
Beska tabnerka ceabpxa 62,7 mg J1aKT03a MOHOXUIPAT.

3a NBJAHHAT CHHCHK HAa JIOMOIIHMTE BEIUSCTBA BYIKTe TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

®unmupana Tabnerka.
bsna, xpraa, ¢ anameTsp 6,5 mm, NBOAHOWIITEKHANE, GUIMHpaHa TabNeTKA,

4. KIMHUMHH JAHHU
4.1 TepanepTnunu moxKazanus

Jleuenvie wa amancHpan npocraTeH KapuWHOM B KOMGHHamug ¢ Tepamux ¢ LHRH amasor wiu
XUPYPrudHa KacTpaLus.

42 [do3apoBKa ¥ HAYHH HA HPUIOKCHHAE
Jo31porka

Br3pacriu Mbae, BKIIOYHTENIHO MHIMBHAM B CTapyecka Bm3pacT: enna Tabnerka (50 mg) BemHbx
JIHEBHO,

Jleuenuero ¢ bukakon 50 mg rabnerku Tpsbra ja 3anoyse Haii-Maliko 3 JHH NPeay 3AnOYBAHETO HA
neyenune ¢ LHRH ananor vnn no easo # cpio BpeMe ¢ XUpyprisuara Kacrpaums.

Hayuenmu ¢ 6v6peuno vepexcoane

He ¢ neoOxoammo kopurdpade na jgosara 3a nauueHtd ¢ 6bL0peyso yBpexnane. JIUNCBa OMUT ¢
ynotpebara Ha OMKATyTaMu/ NPU NALHERTH ¢ TEXKO OROPEUHO YBPeXIaHe (KPCATHHUHOB KIHPBHC <
30 ml/min) (BX. Touka 4.4).

Tlayuenmy ¢ wepnodpobro yepexcoane

He € HeoOX0/MMO KOPHIHpaHe 12 A03aTa 32 NALHEHTH ¢ JIEKO vepHoapobHo yepekaane. [ToBumieHO
HATPYNBAHE MOXE J1a HACTHIM NPH TALHMCHTH ¢ YMEPEHO A0 TEXKKO YepHOAPOOHC yBpexaaHe (BiK.
Touka 4.4).

Teouampuuna nonviayus
brKanyramu He € oxKazan Npu JISUa ¥ IOHOLIN.

4.3 IIporuBounoxazanus

CBPLXYYBCTBUTENHOCT KbM OMKATYTAMMJL WM KBM HSIKOE OT [OMOMHUTE BCILC
Touka 6.1,

Yiorpebata rpu ety ¥ Jleud € 0poTHBOIoKasada (BxTe Touka 4.6),



CHBMECTHOTO npunokeHue Ha TepdeHaWH, AacTEeMU30N WNM  UM3aNpHA C© OHKAIYTAMHX ©
NIPOTUBONIOKA3AHO.,

4.4 Coeunajarn upexynpexaenus ¥ npeqnasin MEPKU NPy yinorpeba

3anousaneTo Ha neqeHUe TpAGBa Aa CTaBa MOA IPEKNS HAA30D HA CHICIMAIIUCT.

Tuit kato aHncBa onyT ¢ ynorpebaTa Ha GUKANYTaMU) NIPU IALMENTH ¢ TEXKO OLBpedno yBpexnaile
(kpeatunnoB KupsHC < 30 mi/min), Gukanyramua Tps6Ba aa ce rnpuiara ¢ NOBUILCHO BHAMAHKE
T[IPY TE3U NALHCHTH.

bukanyramun ce wmeralonusupa eKCICH3WBHO B depHua apo6. JaHuuTe npeanonarar, de
CIMMHHHPAHETO My MOKE fa ¢¢ 3a6aBH NPH HHAMBHAM C TEXKO 4epHOJApOOHO YBpeXIaHe M TOBa
MOMKE Ja HOBee A0 NOBHLICHO HaTpynhane Ha Ouxanyramu. Crenosarento OukaayTamMul Tpabsa aa
CC MpHTara ¢ NOBUIICHO BHUMANWE [IPH MAUKEHTH C YMCPEHO [0 TEKKO HePHOAPOOHO YBpexKIaHe,
Tpsabra na ce 0OMHUCITH MEPHOANMHO H3CTEABAHE Ha YepHOAPoBIATA DYHKLMA NOPAA BBHIMOKHOCTTA
3a 4epHOAPoGHH npomeny. Oyaxsa ce NO-TONIMATA YACT OT NPOMEHHTE Aa HACTBLIIAT fIpe3 IbPBHTE &
Mecella Ha TepanmaTa ¢ Oukanyramu.

Texxu uyepHorpoGHM npomenm M yepHOAPOOHA HENOCTATHUHOCT ca HAGMIOJABAHH PAAKO MHPH
Oukanyramun, karo uMa croCienus u 3a haranex uzxox (Bix. Touka 4.8).

Tepanuara ¢ OuKanyTramMua TpAOBa Aa Ce NIPeyCTAHOBYU, aKO IIPOMEHUTE Ca TEIKKH.

llonwkasane Ha rokosHUS Tolepanc e HabmopasaHo npy Mbxe, nonyuasalmd LHRH aronumery.
Tora moxe /1a ce nposBy xato Anaber Wiy 3aryda Ha IIAKEMUYHHMS KOHTPON [PY HHAHBHIH ¢ Beue
Hanvyed auaber. Jlopanu tosa TpadOsa ga ce 0OMUCAH MOHUTOPHPAHE HA rJUIOKO33Ta B KPLBTA IPY
NanydeHTy, 1noayuasamu SukanyraMua 8 koMouaauus ¢ LHRH aronucw.

Jloxazano e, ve Guxanyramun naxuGnpa uuroxpom P450 (CYP 3A4), nopaan k0eTo ¢ HeoBXOIUMO
MOBHILCHO BHUMaHNe NPU CbBMECTHO MMpHUAaraxe ¢ jiekapersa, Mmerabomsupann npeaumuo ot CYP
3A4, BX. Touxkn 4.3 1 4.5,

Tepanusra ¢ anporeilna ACHUPUBAIA MOXE [8 OBEAC 20 VAKarane na QT yureprana,

[lpy naumextTHTe ¢ anamuesa 3a pUcKoBM dakTopu 3a yabmxabane na QT uHTepBana U TakuBa
NpUEMalIY €THOBPEMEHHO NICKApPCTBCHU MIPOAYKTH, KOWTO Morar Aa yabuxkar QT nerepsana (Buxkre
ToYKa 4.5), NekapsT TpAbBa Na OLCHH CLOTHOLIEHUETO I0J133/PHCK, BIUTFOYHTEIHO TIOTEHLMANBT 3@
Torsade de pointes, upenu 3ano4sane Ha JeyeHueTo ¢ bukakow.

Jlakroza: Tosu mMpopykT chAbpKA JaKkTo3a. [laupenTHTe © peaku HACHeACTBeHH npoblieMy Ha
Ca1aKT03Ha HEMoHOCHMOCT, Lapp naxraszen jaeduunt win rmokozo-ranaxrosna mamabcopbums He
Tpa0Ba Ja IIPYEMAT TO3M JIEKAPCTBEH NPOIYKT.

4.5 BzaumogeilcTBRE ¢ IPYrR NEKaPCTBENH NPOAYKTH M APpYrn GOopMH Ha BagMoeilcTBHE

Hama jokasatencrsa 3a KakBHTO H A2 € (apMaKOAMHAMMMHM WM  (PapMAKOKMHETHYHH
R3AUMOICHCTBHA meaqty Dukasryramun 1 LHRH ananosu.

In vitro mipoyd4sanMs ca mokasand, de R-Gukanyramua ¢ uuxmburop Ha CYP 3A4, ¢ no-cnabu
MHXUOUTOpHH eerTH BLpXY aktusnocTra na CYP 2C9, 2C19 u 2D6.

Makap 4e KI¥HMYHKM [IPOYHMBAHHMA C M3MON3BAHC HA AHIMIKPUH KATO MapKep 3a x?
uutoxpom P450 (CYP) we jgamar nokazartencTsa 3a [OTCHLUMAT 32 HBK&pLTBBH 3 -ni\r Ruc™y
OMKaTyTaMHA, CpejiHaTa exChoshuus Ha mujasonaM (AUC) ce VBEJIMYARE C 110 e/ ls B OS]
NpUIOXKEHUE ¢ DUKanyTaMK] B PoaLKeHNe Ha 28 1aHu. 3a eKkapeTsa ¢ TeceH ff 41 3'5’}‘5?,%;*
TAKOBA YBCNHYCHME MOXKe Aa Obie or 3uadenue. Ilopaam Tora cwbiereTk



Tepdenanuil, ACTEMH30N U LM3AMPH] € NpoTHBONOKazasa (Bsk. Touka 4.3) u Tpabsa na ce moaxoxa ¢
MOBHINCHO BHHUMAHME TIPH CHBMECTHOTO NPUIOKEHWE Ha OHKANIyTAMHI CBhC CHLEAMHEHUS KATO
IHKJIOCOPYH W ONoKepy Ba KallMeBuTe KaHaauera, Moxe [a ce HANOKH 71a ¢& MOHWKH JI03aTa Ha
TE3M JICKAPCTBA, OCODEHO ako MMa AaHHH 32 YCWIISHA WM HEXeNnaHa NexapcTReHa peakuus. 3a
HUKJIOCNIOPHUE €€ MpenophyBa IUIA3MEHUTE KOHIECHTPAUMH H KIHIHYHOTO CLCTOSHME Aa ce
MOHUTOPHPAT CTPUKTHO CNIE/ 32[T04BAHE WK JIpEKpaTaBaHe HA Tepanus ¢ OuKanyTaMu.

TpsbBa na ce moaxoxkaa ¢ MOBHIIEHO BHUMAaHWE MPH [IPEANKCBAHE HA OHKANYTAMHI ¢ JPYTH
eKapcTBa, KOMTO MOTrarT Aa HHXMOUPAT OKCHMINPAHETO Ha NEKAPCTBOTO, HANp. MMETHAHH W
xeroxoHazon. Ha Teopus ToBa OW MorJIo fa AOBele IO MOBHUIUEHH ILUIA3MEHH KOHUEHTpPAlMH Ha
OuKamyTamu/l, KOETO TEOPETHHHO GH MOTIO Ja JoBee A0 YBEIMYABAHE HA CTPAHKUHNTE edeKTH.

In vitro npoy4Banus ca ROKasalH, 4e OUKAIYTAMKUA MOXKE 0d M3MECTH KyMapHHOBHA aHTHKOAry/JaHT
BapdaprH OT MeCTaTa 3a CRBp3IBaHe ¢ npoTedHure. CReNOBATENHO CE TNPENOPBbYRA CTPUKTHO
MOHHUTOPHPAHE Ha NPOTPOMOMHOBOTO BpeMe, aKO C& 3aN0YBa Tepaling ¢ GURaTyTAMUZ NPH AaldenTH,
KOUTO Bede MOAyHaBar KyMapHHOBY aHTHKOAaryJIaHTH.

Tnif KaTo JIeYeHHeTo ¢ aHAPOreHNa AenpuBalys Moxe Aa YALkd QT uurepsana, eIHOBPEMEHHOTO
NpUIOKeHHE HA BUKAKOH C JeKapCTBEHM NPOJAYKTH, 33 KOHTO € H3BECTHC, de yawmkasar QT
MHTCpBaIa WIK TakuBa, KOMTO MOrar ;a npeaumssukar Torsade de pointes, KaTo aHTHAPUTMUYHUTE
JICKapCTBEHW TIpOAYKTW OT Kjac [A (Hanp. XMHBHAMH, AuW3onupamun) wmm ot xiac I (manp.
aMUOAAPOH, COTANION, RodeTUuR, HOYTHINL), METAROH, MOKCH(JIOKCAIIMH, ANTUIICHXOTHIA U Ap.,
TpssOBa 1a ObAe BHHUMATETHO OLeHeNo (BK. TOUka 4.4)

4.6 Depruanrer, 6peMENHOCT H KLPMENC

buxanyramun 50 mg tabreTky e NpOTHBOTIOKA3aH NPU KEHH K He TpsOBa /la ce AaBa Ha GpPeMEHHH
MECHU WIM KbPMAUKH,

4.7 Edexkrta supxy cnocofnoctta 3a modupane B padora ¢ Mamuuu

He ca nposexnanyu npoy4sanis 3a edekTuTe BLPXY cnocoBHoCTTa 3a mobupane 1 pabora ¢ Maluiig.
Buipexn Tosa 1padbBa sja ce OTOENSHKH, 4¢ NMOHAKOrA MOraT Aa BR3HUKHAT 3aMATHOCT U CHLHAHUBOCT
(BK. touKa 4.8). Benukd 3acerdati nalHenTH Tpabsa Aa neficTBaT ¢ NOBMLICHO BHUMAaUWE.

4.8 Hexenanu mexapersenu peakuuu

Hexenanure cu0HTHA ce OAPEKAAT HO HECTOTA HO CIACHHAA HAYMH: MHOTO YeCTH (=1/10); yecTn
(=1/100, < 1/10); nieyectn (=1/1 000, < 1/100); peaxu (>1/10 000, < 1/1 000); MHoro pearH (<

1/10 000); ¢ nensBecTHA decTOTa (OT HATUMHHTE ZaHHH HE MOXe 13 ObJie HANpaBeHa OLCHKA).

Tatauna 1 HecroTa na newenaunre JeKapersenn peakunn
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1. YepHoapobHuTe mpoMeny psjIko Ca TEHKKHM K YeCTO Ca IPEXOIHH, H3YE3BAlH H
[TpH MPOILIDKUTETHA TEPAITHA HAM TOCTICABAILO NPEKPATARAHE HA TEPATIHATA.

2. Ilppuncsiena KaTo HeKellaHa TeKapcTBenia peakLus criel Nperie/] Ha MocT-Ma
Hectotata ¢ onpeacneHa OT YeCTOTara Ha AOKIA(BAHHTE HEXENAHHW ChLOW

5
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I Hamaﬁaﬂe Ha Terno




HEAOCTATHYHOCT IPH NAUMEHTH, NpHeMai GHKaNmyTaMBI B OTBOPEHOTO TepaneBTH4HO pamo B EPC
ManuTBanHA ¢ OukanyramMua 150 mg,

3. Moxe Aa c@ HaManH OT ChITETCTBAINA KaCTPAIIMA.

4. Habmonasana e hapMakoenHaeMHOTOTHYHO npoyusase Ha LHRH arouucTH ¥ aHTHaHApPOreHy,
WINOM3BAHM 34 JicdEHHe Ha paKk Ha mnpoctarara. Marnexna, uye pUCKBT € NOBHUICH, KOraTo
Huxamyramua 50 mg ¢ wmanomeaH B komOmnauma ¢ LHRH aronmerw, o #e e HabmionasaHo
HOBMILECHUE HA PHCKA, KoraTo SHrartyramMHa 150 mg e M3NOoN3BaH KAaT0 MOHOTEpaN¥A 3a jiedeHHe Ha
paK Ha MPOCTATATA.

5. TIpuamcieHa KaTo HEXKeNaHa IeKapCTBEHA PeaKiua CieA Mpernie] Ha NOCT-MAPKETUHTOBHTE AaHHH.
YecroTaTa € ONpesieHa OT YECTOTATa Ha JOKNANBaHKTE HEKeNaHH CHOMTHS 32 MHTEPCTULMANHA
NHEeBMOHHSA B PAHAOMM3Upasus nepuox Ha nedenue B EPC usnursanud ¢ Oukanyramup 150 mg.

Crobuiapane Ha JONOIKPAHN HE)KeNaHU PeAKIIHK

Cro6mapaHeTo Ha IOJO3UPAHH HEXEIaHH peakiMy Clell paspeulaBaHe 3a ynorpeda Ha JIeKapCTREHHA
[IPOAYKT € BaHO. ToBa No3BOJABA A2 NPOABILKE HAGMONEHHETO HA CHOTHOIICHHETO NOJN3a/PHCK 33
JeKapcTBeHKs NpOAYKT. OT MEAHMUMHCKHTE CHEUHAnHCTH C¢ MW3HCKBa na cpobmapar Besxa
NOJOIUPAHA HEIKENAHa peaKlHd 1pes:

WsmrpaHHTEIHA areHIMs 1o JexapeTBatTa

ya. ,,Jiamsn 'pyes” No 8

1303 Codusn

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

49 Ilpenoszupane

Hama crobmenud 3a ciiyuan Ha npegosdpase. He cnpmiecTBysa cnellMHYeH aHTHAOT; JCHEHHETO
TpabBa ga 6bae cumrrroMmarivyo. HaMa roisMa BepOATHOCT Auanusata na 6wde oT nonsa, Tei karo
6HKaATyTaMHJ| € CPBP3aH BBB BHCOKA CTEIEH C MPOTEHHHTE ¥ HE €6 OTKPHBA HENMPOMEHEH B YPHHATA.

Tlokazank ca OOIIM NONIBPKAINH TPIDKM, BKHOUBAINM YECTO MOHHTOPHpaHe Ha IKU3HEHUTE
NOKa3aTeu.

5.  @®APMAKOJOrWYHN CBOUCTBA
5.1 <dapMakoxHEAMHYHR CBOHCTB2

dapmaKoTepaneBTHIHA rpyna: XOopMOHaNHH AHTATOHMCTH M CBBP3AHM CPEACTBA, HECTEPOHIHH
antuaHgporerd, ATC xox: LO2BBO3.

Mexanu3bpM Ha JEACTBHE

BukasyraMuZ € HeCTPOHACH AHTHAHIIPOTEH, JIHIeH OT APYTa EHAOKPHHHAE AKTHBHOCT. ToH Ce CRhp3Ba
KbM aHAPOTreHOBHTE PELENTOPH, 63 a aKTHBHpPA TeHHa eXCTIPecHd, KaTo MO TaKhB HAYMH UHXHOWpaA
aupoTeHHHA CcTUMYN. Perpecusra Ha NpOCTATHHTE TYMOPH C€ XIB/DKM Ha ToBa HHXHOHpaHe.
Knuauuno crnppanHeTo Ha OHKanyTaMu MoXe Na NPHYMHH aHTHAHAPOTEHeH CHHAPOM Ha OTHEeMaHe
NpH €JHA NOArPYIa OT NALMCHTH,

BuxanyTaMua € paneMaT, YMATO aHTHAHAPOreHHA aKTHBHOCT Ce NAJa MOYTH M3
CHRHTHOMEDA.

52 dapMakoOKMHETUYHH CBOHCTBA
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Abcopbuns
bukanyramun ce abcopbupa pobpe ciaex nepopanio npunoxenve. JIMNCBAT QaHHK 23 KIMHHUYHO
3HAYUM €QEKT Ha XpaHaTa BbPXY OHOHATUYHOCTTA.

Paznipeneaenuc

bykanyTamMua ¢ CBbp3aH BB BUCOKA CTEICH ¢ NpoTenHute (paueMar 96%, R-Gukanyramun 99,6%) n
¢ MeTabonH3upa €KCTEH3HBHO (Upe3 OKCHIMPaHe M INYKYpoHUpaHe). MertaGonntute My ce
eTMMHBMpAT npe3 OhOpeITE U KITHUKATA B IPHONHIHTETHO PABHK NIPOTIOPLHH.

buorpancopmarins
(S)-eHaHTHOMEPBT KMa 6bp3 KIHPBHC B cpasuenue ¢ (R)-enanTuomMepa, a MocieHMAT HMa OKOJIO |
CelaMULA NOMYXHBOT HA STUMUHKpaHe OT NNa3Mara.

Ipn exxesnesno npwiarane na buxanyramun S0 mg Tabnerku (R)-eHaHTHOMEPBT c€ HATPYIIBA OKONO
[0 muTH noBeYe B 11¥A3MATA BCIICACTBRE HA ABITHA CH THOJNYKHBOT.

ITnasmeHn KOHUEHTpaLMK MpM CTALMOHAPHO CLCTONHHE (steady state) ma (R)-emaHTHOMepa OT
apubausutento 9 muxporpama/ml ca HaGmoanany 10 BpeMe Ha TIEPOPANHO NPUIOKEHHE HA A03H OT
50 mg bukanyramua Tabnetk. B craiuoHapHo cherosnue npeumymiectBeHo akTHBHMAT (R)-
CHaHTHOMED ¢heTaisa 99% o1 oBLOTO XOIUYECTBO EHAHTHOMEPH B LIMPKYIALMATA.

Enumuuupanc

B enno kIMHUYHO npoyuBaHe cpefHaTa KOHUEHTPAUMS HA GHKalyTaMuZ B CeMEHHATa TCUHOCT Ha
MBS, HOMyqaBaiin bukanyrammna 150 mg, e 4,9 muxporpama/ml. Konwuecrsoro Gukanyramun,
NOTCHLHANIIO [IPENafeHo Ha XCHa TAPTHLOPKA 10 BpPEME HA NCJAOB aKT, € MaJK0 K upes
CKCTPAMNOJIMpAaHe BEPOATHO C¢ paBHaBa HA npubimsuresso 0,3 mukporpama’kg. Tosa e non
KeodX0IMMHI MUHNMYM 33 NPOBOKUPAHE Ha NPOMEHY B TIOTOMCTBOTO HA Ia60pDATOPHHTE KHBOTHH.

Coenpaiygy nonyiauun

®apmakokuHerHkaTa Ha (R)-cHanTHOMEpa He C& NOBIANABA OT BL3PacTTa, OBOpeHo yBpexaaHe WiK
JICKO 10 yMepeHO YepHoapobHo yepexaane. Mva naHuu, Ye Npy WHAMBHIM C TEXKO HepHOAPOGHO
yBpexJane (R)-cHaHTUOMEPBT ce CIUMUHUPA 10-0aBHO OT NIa3Mara.

33 Ilpeaxkimnpunm pannn 3a 6elonacuoct

brkanyTaMua € YWCT ¥ MOLIEH AHTATOHUCT Ha AHAPOTCHHUTE PCUCIITOPH MPH SKCIIEPUMEHTANHM
HKUBOTHH M Xxopa. I'nasnoto mropuuyno bapmakonormuno aeifctsue e wnaykuusara Ha CYP450-
3aBUCUMMUTE OKCHI@A3M ChC cMeceHa (yuKilua B YepHud Apod. ErsuMua unykuus He e nabmogapana
npy Xopa. IlpomeHure B TaprernuTe OpraHM NPy XHBOTHM €4 SBHO CBLP3aHU C ITBPBMYHOTO M
BTOPUYHOTO (apMaKOIIOrHYHO nefcTBHC Ha Oukanyramua. ToBa AelCTRHEG BKMOUBA OBpATHO
Pa3BHTHE HA aHAPOTCH-38BHCHMHM ThbkaHM; (PONUKYIAPHH AJCHOMH Ha IMTOBMAHATA XKJie3a,
XWNCPILIasHA, HEOIa3MKW WM pak Ha uepHoapoOuutre u JlaluroBure KIeTKH; CMyUlenue B
CeKCyannara AHGEPeHUHAUHNA Ha TOTOMCTROTO OT MEXKH 11071; 00paTiMo YBRpexkaaHe 1a hepTuinTeTa
TIPY MBKKATE eX3eMIUIApH. [IpoydyBanus Ha reHOTOKCHYMHOCTTA HE PA3KpHUBAT MYTarcHeH MOTeHLHMA
npu Oukanytamup, CmATa Ce, 4e BCHUKH HEXENaHHW peakumH, Habjiogasayy B DPOYYBAHMS T
*KHEOTHH, HE €a OT 3HAUEHHE 33 JICUSHHETO Ha MAUMEHTH ¢ aBAHCHpal TIPOCTATEH pax.




6. PAPMANEBTUYHU JAHHHA

6.1 Cunebk Ha HIOMOIIEATE BEN(CCTRA
Anpo na tabnerkara:

JlakTo3la MoHOXHAPAT

Harpues numecren ramkonar (T A)
[loBuaon K-25

Marunesues creapar

DORIMOBO ITOKPHTHE:

Xunpomesosa ScP

[ponmunenrauxon

Turanos nyokeuy (E171)

6.2 HecneMecTHMOCTH

Henpuioxumo.,

6.3 Cpox ua roanocr

5 rojiuHu

6.4 Coeuuajigm ycIoOBHS HA CLXPAHCHHAC
To3u nexkapcTBeH POAYKT HE M3UCKBA CTICLMAHHK YCIOBAS HA ChXpPaHEeHHe.

6.5 Bwnaucbpspxanve ua onakoBKaTa

‘Tabnerkure ca onaxopanu 8 PVC-PVAC/anymunuesn 6nucrepu
buxakon 50 mg dmnmupanu TabneTku ca onakosaku & Giauctepy B onakoska ot 1o 30 TabneTku.

6.6 Chennainu BpeANAZHH MCPKH UPH H3XRBPJIHIEC

HewsnonssaHuaT OpoiyKT WiIH OTNAABLMHMTE MATEPHANM OT Hero TpabBa fAa Ce M3XBLPIST B
CHOTRCTCTBHE € MCCTHHTE U3UCKBAHYS,

7.  HPHUTEMXATEJI HA PA3PEIIEHMETO 3A YIIOTPEBA

OAPMAKOHC Al

oyn. JIle#o K. Slpopor” Ne 44 er. ]

Cotus 1164
bunrapus

8. HOMEP(A) HA PAIPEINEHHAETO 3A YIIOTPEBA

Per. Ne 20180358




9. JATA BA IIBPBO PA3PEIIABAHEMOHOBSBAHE HA PASPEIIEHHNETO 3A
YIIOTPEBA

Jlara na nnpeo paspeinasade: 19 nexemepu 2018
Jlata Ha nocnegHO NOXHOBSBAHE:

10. JIATA HA AKTYAJM3MPAHE HA TEKCTA

03/2023




