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' NEYEHUE
U3UCKBAHUSA HA H30K MNP U3AABAHE HA NMPOTOKOJX 3A NEPOPAJIHO XOPMOHANHO
" HA 2MOKAYECTBEHO HOBOOBPA3YBAHWE HA MPOCTATHA JKNE3A

MMpoOTOKOMBLT C& W3AaBa OT CNeuManu3kpaHa KOMUCKA B revyebHo aapefeHme 3a BONHUYHA NOMOL, MNU KOMMANEKCEH
OHKOTMOTMYEH LEHTBP, cknouunu aorosop ¢ H30K. Cneumanuanpakute KOMUCHI CE Ccb24aBaT Cbe 3anoseq Ha AMpeKTopa
Ha neuebHoTo 3aeemeHwe (N13) w BKMIOUBAT NeKapy ChC CreLManHoCcT MEAMUMHCKA OHKOMOTUA WI BbTPELUHM Bonecty ®

OHKOMNOTUA.
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1. E-npoTokon Ca-W3AAHEN OLHAeHOBE QUNANMINDANK KOMMCHM B NevebHK 3aBefeHMA, OKAZBaUM GONKUYHA MEANLMHCKA nOMou|
(N3BM) wa octosay feDeetvesy afiaupaa komucns® no AMp Ne 38 ,OnpepensHe Ha nnax Wa nevenue u npocnefsisane wa
TepanesTUYHUA mroafg@ﬂgﬁirﬁﬁﬁéﬁm =up;9{if_a§§“u;n1 _CKBMOCTPYBALLUM NeKapcTBeHU NPOAYKTH N0 peaa Ha un. 78, 1. 2 330" B CHLOTBETCTBUE €
HacToRwure Uanckaaryfl HaH3GK a5 gp?@éfﬂg@ﬁﬁku. L

2. 3npaauoocurybeno¥"q‘nrigi§ .@Efgah%zﬂwé 2C _ognﬁcaipq 8 Pewenite Ha crieunanuavpaHa koMucua” 1o Allp Ne 38: crieanoto: Menas Aa
mn Gbge ogobpeHo neve ﬁ'é;w ;xépgr_‘ar_ggg* g’go".qylrr, KATO Aekndpupam, 4e CbM YBEAOMEH 33 AQWCTBMETO Ha HA3HaYeHaTa nekapcTseHa
Tepanua 1 Aasam MHDOPMUPEHGCEL 'a’é_ﬁb’i:é;suﬁi@fafmﬁ Gude.npunarana’; ,Chrnacex/a cbM 3a NINOMIBAHE HA NUHHUTE MW A3HHU 32 LenuTe Ha
ekcnepTuaaTa"; Menas ga Shp;a"yqéﬁmégypgﬁjmalqo‘i‘exgnépmaa'ra or P30K no eguH oT cneaHite HadnHu: no e-mail, Teneod uny Ha
mAcTo B P3OK'; ,Paspewiasam AoCTHA0 SNEKTDOHHOTY Ml 3apasro aocue”,

3. MNpeau crapTpane Ha npoueca no usgéﬁhﬁeﬁﬁé-nbd{é}{dﬁ Ha 3001, ¢reumanuaupaHata XOMUCHA CREA NOMYHMEHO paspellenue 3a A0CTHR oT
301 Ao enexTpPOHHOTO MY 3f4paBHO JOCKHE, 'ﬁﬁaeiéqnpasﬁéjo ehBKTPOHEH NBLT 33 K34AAEHW NPEAXOAHW NPOTOKONW, No ChuUWA npodun Ha
3abonneane. Mpoueckt no wagasaHe na E'npoTokon ce’peanisupa B MeawuuHcku codTyep. B HactomwuMre M3MCKBAHWA €A MOCOMEHW
HeoBxogumnUTe AOKYMEHTH 32 nanasaHe Ha E-npotoxon Ha 30].

4. KuM Bceku E-MpOTOKON, C KOATO € HazHayeHa rnekapcToeHa Tepanus. ce npunaraT weobxopumute AOKyMeHTH (amGynatopHute nucrose,
€rVKpU3aW, M3CNeABaHMA W ApP.), CNEd KOETO AOKYMEHTWUTE CE M3NpauiaT no €feKTPOHEH NbLT KbM uxdopMauuoHHaTa cucTema Ha H30K.
HokymenTuTe, KouTO ChlyecTsysar 8 H3NC/mHdopmaunontaTa cucTema Ha H30K, ce nexnapupar 8 E-npoTokona ¢ TexuuTe yHukanHu Homepa
(HPH).

WHdopmaumaTa, OTHOCMMA KbM W3gaeaHe Ha E-NpoTokona, KosATo & B AOKYMEHT, KONTO HAMA enexTpoHeH dopmar, ce nonsrnsa B Pelwrenveto Ha
creuuannanpana KOMIWCHMA - OCHOBAHWE 33 U3AaBaHe Ha E-NpoTokona, unu AoKyMeHTa Ce npunara kato CKaHUpaHo konue.

5, Npu n3agasane Ha E-npoTokon no peaa Ha ekcneprv3ara no un.78, 7.2 ot 330, oTnaga HeoGxoguMOCTTa fia ce NpenocTaBaT U ChXpaHsBar
npunoxexune Ne 1 n npunoxerue Ne 3 ot HactoawmTe MauckeaHuara va H3OK", npu cneguute yenoBua:

- 3a npuriowenne Ne 1 - npu HanuwumeTg Ha TEXCT B ChOTBETHMA uekBokc B PelleHue Ha cneuuanuavpana KOMUCHAR" no AMp Ne 38:
HJHMNCBAT M3KNIYBALYKM KPUTOPYN 3a 3ancYpaHe/NpoAbKasate Ha nederve ¢ Nl

- 33 npunoxenue N¢ 3 - npu HANWYWETO Ha TexcT B ,Pewedve Ha cneuuwanunavpana xomucua® no Allp N2 38. JKenaa aa mn 6bae ogobpeHe
neyeHuwe ¢ NeKapcTBEHMS NPOAYKT, KaTo AEeKNapupam, Ye CbM YBEeJOMEH 33 AefCTBMETO Ha Ka3HAYEHATA NEK3pCTBEHa TEpanus W [aBaM
nrtbopMupaHo curnacue cblyata Aa My 6bae npunaraHa“.

FE_ W3NCKBARMA HA H30K 3A NPOBEXIAHE HA NEPOPANHUO XOPMOHANHO NEYEHWE HA 3NOKAYECTBEHD HOBOOEPA3YBAHWE HA
‘é’k’ NPOCTATHA XNE3A B U3BLHEONRUUHATA NMOMOLL ~B-cuna-o7-15-arpun-20205oiuHa



MNPUITOXEHWE 1

KPUTEPUWNTE NPKH SAHQ)"-!BAHE 1 NPOOBIHKABAHE HA MEPOPANMHO XOPMOHANHO NEYEHUE HA
3/TOKAYECTBEHO HOBOOBPA3YBAHUE HA NMPOCTATHA KNE3A
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3%%«H@meﬂmeﬁmmpy@mweepmememmwma - ROGOYEHIG -HEPPA- 6-UHAORE-U-388LAKYMEnHo
ApUdpyIHasa-HashenuLomo RpURONeHUe.
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rc_;-%_(%g ,;a,‘,fﬁﬂ 3A 3AMOYBAHE HA AHTUAHIPOFEHHO NEYEHME - FLUTAMIDE, BICALUTAMIDE,
CYPRO?%’F? SAOBMKUTENHU CA1 U 5 KPUTEPWU, KAKTO ¥ EQWH OT OCTAHAINUTE - 2 UMK 3 KPUTEPWH)
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IOUBALUKPUTEPUM ([IPU 3ATIOUBAHE HA NEYEHWETO)
Tl v --mﬁ:@mecrsamg aHadundkTuiHa peakuma cres NPUNOKEHNE Ha ChLUA neKkapcTBeH npogyKT
QeTep MUOKAPAEH UHpapKT
JERGoKa BeHo3Ha Tpombosa
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IIPOBINKABAHE HA IEYEHVETO)

MpenwecTeawa aHﬁag'“HékaHHé PEAKUMA CNnej MPUNOXKEHUE Ha ChlUMS NekapeTeH NpoayKT
OcTbp mMyokapaeH vHdapkT

AwnBoka 8eHo3Ha Tpomboaa

benohpobeH TpoMBeMBomabM

Mo3bueH MHEYIIT ¢ Aa8HOCT A0 B Meceya

Mo3tuHmn Metacrasn (HeTpeTupaHm)

Texxa oprasHa HeloCTaTLUHOCT
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U3NCKBAHKA HA H3OK 3A HPOBI'E_'WJJAHE HA MEPOPANHUO XCPMOHANHO AEYEHWE HA 3NOKAVECTBEHO HOBOOBPA3YBAHUE HA
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. NEMEEHO-BUArHOCTUYEH ANrOPUTHEM

1. NEKAPCTBEHW® TIPOOYKTW, swuoueru B [Mpunoxexve 1
LEeNCTBALLUTE HOPMATABHMN AOKYMEHTU,

NMPUAOXEHWE 2

Ha [MNC, kowrto H3OK 2annawja B cLOTBETCTBUE C

A03A

200 mg nHeBHO

50 mg nHeBHO

150 mg aHesHo - npy BoNKK, kouTo He nonyuaeat LH-RH axanor ¢ ornen

CbXpaHABaHe Ha CeKcyanHuTe yHKLIMm

U3XOOHK 3 meceua + 6 meceua”
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= M3MCKBAHUA HA H30K 3A MPOBENIAHE HA MEPOPANHWNO XOPMOHANHO IEYEHME HA 3NOKAYECTEEHO HOBOOEPA
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1
gd’ B HABLPWEHN TOAWHN - T.6. BIIIOMMTENHO KuM AaTata Ha usgaBaHe Ha ApGTOKOnA -oT

3 ﬁiﬁ@r‘:ﬁﬁa n&’[j’ggégu’ JALEMRUTENHO CB choBpasaBaT BL3pacToRUTS OrpaHUNEH!UR, CLINACcHT KpaTkaTa Xxapakréphcrina
THuATIEapCIBeR anARRTFYTERPadKa ndTpeaa Ha BAMXM.
iue)gra_nggwaﬁéquuemgw yKka3aHata bbi aCTOBA JPaHALIR B.KpaTkaTa XapaxTepucTuka Ha npopy«ra.

Olcher3ann ‘uggijgggﬁqng;g ﬁsﬁ'ﬁﬁj}{gﬂ@@ﬁh paspeuieruTe rlo kdatka xapaxTepucTuka Ha npoay«Ta.,
y}gﬁiiﬂ&m{gﬁ:@?qa@oqgéypan-;s{ﬁgm&gaﬁg; skaptreepa, pedkiiis; nexapar yeeaomnsa WAJ no peaa va un. 184 ot 3NMXM.-Konus-or
8UMCTO.00 NpUTTaraloniCed Kem/EHEAULNHEKATA JokyMEHTaLMA Ha 30N Npu KAMARIATCTBAHE 33 Neuarie. .
CERU eTPOTOROT.CE #ifasa BLy 0cnond Ha wbaandi MeanumHcmm ROKYMEHT. GReUManusipara kouucia & N3G na ocHoEie AllpNe38
ipEABNsHe He' fifian Ha ngﬁ;ﬂu,é WHPOCTEASBANE HA TepanesTuunns OTTOBOP MDY MAUMEHTH, NONYMaBALUM CKLROGTPYBALGT AGKADSTEEHT
fUn. 78:2-330%
Ekemnnapzad xalitnertiacuTen or AHp Qkﬁl%,,@_?jge_,qenﬂﬂe Ha MNaH Ha NeYeHUE U NPOCIEARBAKE HA TEPANOBTHIHHS OTTOBOR: NIpY Nialuekity,

foAyuasan ETDYBAHIE HekapcTaéil ipoaykti Tio.pefia Ka un. 78, T. 2 330" koiiTo € OCHOBaKNE 33 NIAaBAHE Ha NpOTOKAN,-nopnItar or

EneunasiInpana KoMwcHr:n 30J1, & Bogh-no pen; OnpEgesien oT neueBHOTO 3aBeACHME H Ce ChxpaHABa B KaGUHeTa Ha KOMUCHFTA.

=0p iﬁsﬁkg = fiporoRdi o pbaa, ua;é_xcqep‘i"hahm no un.78, 1.2 ot 330, oTnaga HeobXOLUMOCTTE 42 ce NPeAoCTaBAT-M CuxpAHHBAT

HpinoReRHEe Y npunoxeHme Ne3 dT HacToguite, Msuckaanus va HIOK™,

8 ZWdnakareTo- NPQTOKON, te 0L BILeCTBRBA B ChOTBETCTENE CbG CHLEMECTHN ,YKasaHus 3a PaboTa ¢ nojaneH no enekTpoHe MLT:NpoTORSH
IANBLE [e=hHoTdR n)%eieniy HauuorEnnarhsapasndocuryputesina kaca n Brnrapcku nexapcku cui03 3a npunarane Ha HauwoHanfus panitok

RDTQBQR—:’%‘?AE_ - cRnTe fleilliocTy.

HaCmosiiiime ;u_ag“c"ﬁ?é’yﬁii,cagans%bqeuuforf: ynpasumens Ha H30K cned Pewenue Ne PO-HC-0d,.....d oo, 2025 e..Hg "Hadstphys
el B g ¥ Oes Sy & e
Cheam Ha HIOK ynpedspumentio characysane ¢'B[IC, Ha ocHosanue wn.51, an.10 eve ep. ¢ an.8 om pasunnuxa 3a Yempougiedma=

QetinQematia-H gg@&gnna?gahiap&éyoqcuﬁpuméma kaca. M3uckeanusma enuagm e cuna om damama Ha 0BHapodeHemo Un; 6L Iopuasl

Eegiggg OMUE AN OedCmeaiyime u3uckegHun & cuna om15 anpunt 2020z. Ha ocHosanue peteHye N P-HC-04-36/06,04.20202-Ha HE
HEEH30 )

= U3MCKBAHWA HA H3OK 3A NPOBEXOAHE HA NEPOPANHUO XOPMOHAIHO NEYEHUE HA 3NOKAYECTBEHO HOBOOBPASYBAHWE HA
% a MPOCTATHA XTIE3A B UBBLHEOHUYHATA NOMOU| —8-6uRa-67 -15-anpan-2020-roauHa



NPUMOXKEHWUE 3

AEKNAPAUWS 3A UHOOPMUPAHO CBITIACUE C M3UCKBAHUATA 3A 3ANOYBARE/ MPOOBINKABAHE HA
NEMEHMETO C NNEKAPCTBEHWA NPOOYKT

A3 gonynoanu ATfara
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F ddhodHax ¢ wma‘ra MY MpEROCTABEHA WHOPMALMA M LEMTa Ha feueHneTo C MexapCTeeHmsa
npop,yic'f.,m-;.. %

£
i
T

e e r e et s s st as s eanseee M CTIGA KATO NOMYMWX WM3YEPNATENHW OTTOBODPU HA
hpocn Aeknapvpam de:

BT
nomaae&ﬁle“ﬁ

=Y s

% ;U.le'cuaaagm npenopbqana‘ra Mij CXEMa Ha NEeYeHe 1 NepUOAMUHOCT HA KOHTPOMHUTE NIpErteay.

2! .ﬁ" &ﬁ-ilg Ce sBARaM HA KOMTPOMHW Mperres W HAM@ Aa NPOMEHAM CAMOBOMHO WM A0A ADYTe BHYLIEHWE
:kLaaHatthaTé My TEpANUA.
5-?% g =

3. Bpu‘ﬁﬁ%‘ycrauhmaaue Ha neyeHueTo ng| npmuuu HEMPOMATUMALUM OT peluerneTo Ha KomicusTa 3a excnepmsn B P30K

mb%u komitcuaTa no un. 78, T.2 oT 3303 We yseaoMms HE3abaBHO NuuHUA C4 Nekap R30I 1-te-sHpHa-B-R30K

4, I'[pn Hecnaaaaue Ha MOCOMEHUTE YCNOBUA NEYEHMETO MM C YNOMEHATUs NeKapcTBeH MpoAyKT Wwe 6bae NpekpaTeHo u
"ﬁmfa .ua Mam npereuuwu kbm H3OK.
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& W3NGKBAHUA HA H30K 3A NPOBEXXIAHE HA NEPOPANTHKXO XOPMOHAIHO IEYEHWE BA 3NOKAYECTBEHO 6
i HOBOOBPA3YBA!
@ MPOCTATHA ®NE3A B M3BBEHEONHUUHATA NOMOLL —e suna-o7-15-aRpun-2020-roguna N



