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Ba pesyjarTatuTe oT pafoTarTa Ha KOMMCUMATE, Ha3HaueHa CBC 3al0Bel e 273 om
11.09.2018 wmomuHa Ha YnpaeuTena Ha “KOI-Byprac” EOQOOI, 3a npopexiaHe Ha
OTKpUTA mpolefypa, C IpenMer: “JocTaBka Ha JIEKAPCTBEHM NPOAYKTHU Ba JedeHne
Ha OHKOJIOTMUYHM 3afoJABaHMsA, pasnpeneieHu B Iee obocobeHn No3uUMKM, CBINIACHO
npuioxeHa cleunpmraumg”. Ipouenypara e oTkpura C Pemenne N 5/01.08.2018
., perucTpuHaHa B AOI nom N 00232-2018-0007, nybsmryBaHO obBaBnexHmne B POII N
860 630, nyGs. Ha 06.08.2018 r. u B OB Ha EC N 2018/S 149-340605, nyGm. Ha
04.08.2018 r.:

1. CrbCTaiB Ha KOMMCHATA .

lipencenaren: JapuHa CTroAHOBa — IJIdaBHA MeIMIMHCKa CeCcTpa, +KOll-Byprac” EOOL;
YryieHOBEe :

1. WpuHa TojucpoBa — MarucThp QapMmalneBT, YyIPaBUTEN BonHmMyHa anrTexa Ha KOIO-
Byprac; |

2. Deana lleTpoBa — NpPaBOCIOCOOeH 0puUCT, IO un.20, an.4, T.3 or 30I;

3. MuHko KoeB - crapum ekcrnepT, HOupexuma “3ICAT3C”, O06mmHa Byprac, 0o
yn.20, an.4, ©.3 or 30II;

4., NuaHa ABIKMEBA — HAYAJHUK OTHéH ,JIKMOY, PBU-Byprac, no .20, amn.4, 7.3
oT 30II.

2. Kommcusara e HasHadeHa ceC 3amnoBen Nt 273/11.09.2018 1. CwmCcTa’BbT Ha
KOMMCUSTA, HﬁpBOHaqaﬂHO onpenenehMTe chC BaloBelTa CPOKOBe M 33anauMTe Ha
KOMUCUATA He Ca MUBMEHSHU.

3. PaBoTarTa Ha KOMMUCHUSATA MOpOTede NPM CHasBaHe WSKMCKBaHuUATa Ha 300 u
[II300 B meT [oclIeloBaTeJIHN saceﬂaﬁMH.

Ha mppROTO CH 3acenaHue KOMMCHMATA MNOJAydr ¥ OTBOPM ONAKOBKUTE
ODOKYMEHTU Ha ydYaCTHULUMTE, NOANMUCA TeXHUUYECKUTE MM NPEmJIOXEHMST ¥ IIMKOBETEe
LIeHOBM MNPEeIJIOKeHUs, NPOBEPM Ba |ChOTBETCTBME Ha MNPWIOKEHUTE NOKYyMEHTN
onucaHuTe OT YYaCTHUUMTE, CJeL KOeTO MSBEpUM U [IpOBEpPKa 3a CBLOTBETCTRUE
KpuTepuuTe 32 nonbop " MBMCKB%HMHTa 3a JIMYHO CBCTOAHME, I[OCTABEHM O
BL3JIOXMUTEIA. | \

JercTBMATA M KOHCTATAUMUTE Ha KOMMCUSATA Ca nogpo®Ho omnmucaHu B IllpoTokos M 1
or 11.09.2018 r., IOPUIOXEH KLM H%éTOHmMH ookmnan.

Ha BTOPOTO CM 3BacelaHuMe KOMUCHUATA WUBBBPHM pasTyeXiaHe Ha TEXHNYIECKNTE
openjiokeHrs Ha  ydYacTHMUUTE M| [OpoBepka 3a  TAXHOTO  CBOTBETCTBUE c
npenBapuTesHO OOSBEHMTe ycJaoeuA. |Kommcudara onpenenm naTa M 4dac 3a OTBapAHe

Ha LEHOBMUTE IIPENJIOXEHMA Ha yqaCTHI/ILLMTe, a npencernarTejAarT 1 nomanmuca cwobmeHne
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sa TOBa, Koero Oeme nyGiauMxysaHo Ha Illpopuna Ha Kynysauda Ha 19.09.2018 1.
IlelicTBMATA M KOHCTATALMUTE Ha KOMMCHMATA Cca NOoOpoOHO ONMCaHM B MpoTokon M 2
or 17.09.2018 r., HOPMIOKEH KEM HACTOAWMA IOOKIAL.

Ha TpeToTo CcU BacemdaHyue KOMUCHMATa OTBOPM, ONOBECTM M MNOJNMCA LEeHOBUTE
OPpeIJIOKEeHMA Ha YYaCTHMUUMTE [10 HOMEHKIATYpUTe JeKapcTBeHM NPOMYyKTM, 0O KOMIO
opeprara Ha Bceku enuH GCeme JgonycHaTa OO OLEHABAHe M KilacHpaHhe. Ha
sacemaHMeTo Ha KOMMCHUATa OpUMCchCoTBaxa U IpencraeuTeM  Ha o TpuMa oT
y4acTHMLUMTE B I[polenypaTa, KOMTO CBIO NoAnMcaxa ULUeHoBUTE MNPEeUIOXeHUA Ha
oCTaHANIUTE YyYaCTHUIIM.

Cjen nNpuUrIUBaHe Ha OyBauyHaTa dYacT oT 3acejaHMeTo, KOMMCUATa Olduca U
CBIOCTABM NpeylaraHuTe OT yHacTHUMUMUTE eAMHMYUHM LeHu Ha JlII ¢ M3MCKBaHuATA,
nocrasesyu o7 Brsnoxurend. Clel ToBa M3IBLPUM NPpOoBepka M YCTAHOBM HAJMYKETO
Ha OCHOBaHMEe Ba IpuiaraHe Ha gin.72 or 30l =a nea JI. Ha yuacTHuka Oeme
U3NpaTeHo NucMo-MCcKaHe Ha oO0CHOBKa 32a HaudMHA Ha obpasyBaHe Ha UeHUTe Ha
Tesy JII. KoMucuATa MWIBBPIM KilacrupaHe Ha odgepTuTe 34 OCTaHAIWTe JITT,
croBpa3HO KpUTepud, olpeliesneH oT Bh3noxkurens. Cinen ToBa, KOMMCHATA YyCTaHORM
M HeoBXOOMMOCT OT NpoBexiaHe Ha nybauueH xpebuit 3a TPM HOMEHKIATYPU JII, no
pema Ha wi.58, aun.3 ow IIIB50I.

lleVicTBUATA ¥ KOHCTaTaAUMUTE Ha KOMMCHUATA ca noapofHO ONMCAHM B [MpoTokor 3
or 25.09.2018 p. m Tabmuum N1,N2,NM2-2 nDpuiloxeHM KbBM OPOTOKOIA M HaCTOSAMMA
Hoxnam.

Ha ueTBEpPTOTO CM =RacelaHMe KOMMCHATa NpoBene xpedui. Ha BacelaHnMeTo He
NpUCHLCTBAXa MNpencTaBuTeNM Ha ydyacTHMUMTE. JedcTBMATa Ha KOMUCHATa U
pesynrTaruTe OT Xpebusa ca noupobHo onucaHu B IporTokos 4|lor 01.10.2018 r.,
NPUJIOXeH KBM HacTOAMMA OOKIam.

Ha neToTo (@l7i 3acenaHve KOMUCUATA pasraena 71 rnpue enVHOAYUHO
npejcTaBeHaTa OT YydacTHIMKa OucMeHa oOG0oCHOBKa Ba HauMHa  Ha obpaszyeaHe Ha
uenure Ha nsa JII, cnen xoero odOpMM U OKOHUATEJIHOTO KJacupaHe, Crnaspanku
wsb6paHua OT BBBJIOKATENS KXPUTEPMM B3a Bb3jJaraHe Ha obmecrBeHaTa nopbhYKa.
NleicTBMATA M KOHCTATAUMMUTE Ha KOMMUCHUATa ca NonpoBHC omucaHu B [lporokos I 5
or 09.10.2018 ., OPWIOXEH KbM HACTOANMA OOKIAN.

4. YyacTHMLM B Npouenypara, [IOOANM ONEKOBKHM C JOKYMEHTH 3d y4dacTihe,

ca:

LEV EHI IV OAPMA BBIT'APUA”EAL Bx.N 01/05.09.2018 . = 09:55 ua.

,, POl BBITAPUA” EOOT Bx.M 02/05.09.2018 . - 10:40 u.
,EKOOAPM EOO] | Bx.N 03/07.09.2018 . - 10:15 u.
,,Ob0HVKC ®APMA” EAL Bx.N 04/10.09.2018 . - 09:40 u,
SMEIOEKC” OO[ Bx.M 05/10.09.2018 ., - 10:15 u.
LAIITA OAPMACIOTUMKEBIIC” EOOL Bx.M 06/10.09.2018 . - 10:17 u.
,,COJIOMEL” EOON Bx.N 07/10.09.2018 r. - 10:20 4.
L»OAPMHET” EAL Bx.N 08/10.09,2018 ©. - 10:22 4.
,BYJITEPMEII BEY“ OOL i Bx.M 09/10.09.2018 . - 10:25 4,
,COOAPMA | TPEMONHT AL Bx.M 10/10.09.2018 ©. - 10:27 4.
,OAPKOIT” AL Bx.N 11/10.09.2018 . - 15:50 u. ]

| | L
5.1. Ha 11.09.2018 ., ‘ 09:00 w4aca, B kaOuHeTa Ha I[naBHaTa

MeOULMHCKa ceécTpa Ha KOU-Byprac Ce npopele N'BPBOTO sacen?aue Ha KOMUCHATA.
Ha =sacenaHuMeTo He [IPUCBECTBaxal MOpencTaBUTENM Ha y4acTHMUMTE MM HA
CpencTBaTa 3a MacoBO OCB@HOMHB%HG. [lpencenmaTelsdaT Ha KPMMCMHTa nonydu cC
[IpueMo-rpenagaTeseH IIPOTOKOJ OTi CHyXMUTEeJI Ha KOH—Bypra? eguHaneceT OposdA
saledaTaHy HEeNnpo3pauHM ONakoBKM M ONMC Ha ydYacTHMLMTE, INOHaJM HNOKYMEeHTM 34
yyacTue B IIpouenmypaTa 3a B%BnéraHe Ha ofumecTBeHaTa ﬁop%qxa, KOUTO Cca
N30POGHU B T44.



B wusnweiaHeHUE MBUCKBAHUATA Ha qﬁ.Sl, an.8 orT T30, EBCUMYKKM 4YNEeHOBE Ha
KOMUCHATA TMOMBJIHMXE HOEKJapaluu, OTHOCHO M3UCKBaHuaATa Ha uwin.l03, an.2 or 300
u un.52 or III30II.
KommcuaTa, Clem karo ce ybenu, He NIpenjokeHMATa ca MoCThOIMIIM B CPOK, B
saneyaTaH, HernpospadHy CNaKOoBKM, C HeHapylleHa LAJIOCT, NPMCTbIM KbM TAXHOTO
OTRapAHe, IO pela Ha lojJydYaBaHeTo MM. 338 BCAKa OTIOEeNHa IolalieHa omakoBKa C
OOKYMEHTH, KOMHUCHATA I[POBEepM Ba HaJMuMeTo Ha ChOTBeTHMS Opo# 3anedaTaHu
MIMKOBE, € Hagnuc ,llpennaraHu LeHOoBM napamerpu™, CcboOpasHO HOMEHKJIATYypUTe
3a KOMTO ce ydacTea. Crnen ToBa TpuMa OT UWIEHOBETE Ha KOMUCHMATA [NoOnMcaxa
TexXHMUYeCKMUTe Npeiokesus M naukoBetre [ llpenjaraHM LeHOBU [IapaMeTpu" Ha BCEKU
eouMH OT YYacTHHUMUTE, ‘

5.1.1. KommcusiTa XKOHCTAaTHUPpa, He ydacTukbT ,PAPMHET” EAJQl e [IpenCcTanBwui
OMaKOBKa C NOKYMEHTU, KOSTO CBIBPXA
- eIMH NOJMK, ¢ Hannouc ,JOKyMeHTM Ba ydacTue B HNpoueaypara’,
- eImMH NJIMK, € HAIOKUC "Hpennomeﬂm¢ 334 UBNBJIHEHMVE HAa nop%qﬁama“,
- enuH OJMK, ¢ Haonuc ,llpennaraHy|lLeHOBU IapaMeTpu’. \
KoMmcuaTa ycTAHOBM, UYe YYACTHUKBT € MPeICTaBUJI Camo eﬂMH‘HHMK C npenjaraHu
LeHOBM IapaMeTpM, a BDPXYy ONakoBKaTa C HOOKYMEHTHUTE CUM  2a ydacTue B

mpouejgyparta e [Oocodms, de ydyacTma  sa OCEM JIeKapCTEEHM I[pPOonyKTa, C

HOMEHKJIaTYypPHM HoMmepa O N 1, N 2,14,25,32,36,45,47,52 - T.e. JMICBAT
IIpeICTaBEHM OCeM OTIeJHM [JMKa # npemnaraHy LeHM 13a oTnesHUTE JII, waka,
KakTo e M3MCKBaHeTo Ha I[II30I0 - %H.39 n wi.47 u Ha B%SHQXMTenH, BIOMCAHU B
OOKYMEHTAUUATA: ,5.*Koraro ywacTHuk |nogasa o¢pepTa 5a HOBEWEe OT ie,ru-za HOMEeHKJIaTypa oOT

obocobeunre nosunpuyu, B OIAKOBKATA s5a Bsza oTpesHa HOMEHKIarTypa ce€| NPefCTaBAT [NOOTHETHO
EOMINIEKTOBaHHM CAMO HOKYMeHRTHTe no uwn.39, an.3, w.1 or llpaBuiauaxka 5a n’bnnar'ane Ha B0 (scuwrn

poxyMenry or wm.4,6, OT HACTosSuMsa paspen) M| OTHeNHy HenpospadwHyu IJmMKoBe |c Haxpnwuc ,llpegnarann

HeHoBx napaderpxu", <C mocouBaHe Ha HoMepa Ha o80ocofeHaTa NOBHMUMS | M HOMeHXJaTypaTa oT

Hem (ranp.1.3.; 1.7.; ...), Ba koswro ce orHacar.". |
Komucusara cumMra, uYe Taka HpencraseHa, odpeprara Ha ydacTHMKA HES OTIOBapsa Ha
MBMUCKBAHMUATA Ha BBBIOKMTENs M npepnara, odeprara Ha "éAPMHET” EAL nma ©bmoe
OTCTpPaHeHa OT ydacTue B NpouLeaypaTa Ha ocHoBanme un.107, 7.2, 6.%a“ ow 30I.
5.1.2. KomMmMcuATa pasrnijela OOKYMEHTUTE Ha YYACTHUUIMTE, Ba CHBOTBETCTBUE
C KpUTEpUUTE '3a nombop U UIUCKBAHMATA 3a& JUYHO CBCTOAHME, I[OCTABEHMU OT
BEBJIOXKMUTEJIA, YCTAHOBU CHBOTBETCTBMETO UM U JOONYyCHa odepTUTe MM OO OLeHABAaHE
U KJacupaHe, kakTo cJaeIBa:

,EV EHI 1O OAPMA } .
iy niepialh £ g 3a JIII HN 1].34

,POIl BBIICAPUA”EOON Ba JIIT HW 1,.5;22;33;50;59;60;61;63;67

L EKODGAPM" [EOOT Ba JIII HNe 1.13;31

Ba JIII Hw 1.2;3;4;6;7;8;10;11;12;14;17;18;25;
26;27;28;29;30%;32%;25;36;37;38;39;40;42;43;45;49;
51;52;53; 55;57;02;68;

, ®BOHUKC OAPMA” EA]

HN¥ 2.1;3;9
| 3a JIII HN 1.3;4;6;8;9;10;15;16*;18;19,;20;21;22;23;
#AMEIEKC” OO0 26;29;32%;35;37;42;43;44;46;48;49;52;53;56;59;62;

HWw 2.1;2;3;4;7;8;9;10;11;12 )
L AJITA OAPMACKOTUKLICY | Ba JIIT HM 1.9;14;17;18;19;20;22,;25;35;36;37;40;42;
E0OI ‘ 45;47,;48;49;51;52
»COJIOMELN” EOOQN 3a JIII HN 1.3;6;22;32*%;49;55;62
,BYJITEPMEJ BE“ 0O]] Ba JIII HN 1.17;42
Ba JIIO HNe 1.1;2;3;4;6;7;9;12;14;15;16%;17;18;20;21;
,,COPAPMA TPENIUHLT " 22;25;28;29;32%35;36;37;39;40;41;42;43;44,;45;46;
ATl 47;48;49;52;53;56;57;58;62,;66;68;

‘ HNe 2.1;3;4;5;13

OAPKON” ATl i; gnlgf'%:3;17;18;20;29;35;37;42;43;48;




5.2. Ha 17.09.2018 o., é 09:00 wuaca, B Kkabupera Ha I[JaBHaTa
MeouuMHCKa cectTpa Ha KOU-Byprac, Le IpoBelle BTOPOTO sacemaHMe Ha KOMUCHUATA.
KommcusaTa NpUCTBHIM KBM  pasriaexiaHe Ha - TeXHUEEeCKUTe rpemIoKeHna 24
MEOIbJHEHME Ha [opbuKaTa Ha ydacTHuUMTe, 0o HoMmeHwkyarypure JIII oT obocobennure
nosuIMyY, MO KOUTO TU e MOOoycHala OO ydacTue B OpouenyparTa. Pasrieklda ce
CLOTBETCTBMETO MM C TOCTABEHUTE M3MCKBAHMA Ha BBBIOKUTENS 34 MBNDbIHeHKME Ha
nopwYkaTa, MO perna Ha [NOCTBNBAHETO Ha opeprure.

Kommcusira ycCTaHOBM:

5.2.1. TexHMUESCKMTE MpEeIVIOKEeHNA Ha Yy4dYacTHMLMTE qEﬁ EHO I OAPMA
BLITAPUA” EAL; ,POWl BBITAPUA” Eobﬂ; ,EKOOAPM” EOOIN; ,®bOHMKC OGAPMA™ EOOL;
 MEIEKCY oonm; ,COJIOMEL” EOOH ,BYIIT'EPMELL BE™ 00I wu ,®APKOJNIY AL
OTTOBEPAT HAa M3MCKBAHUATA HA BbLBJIOKMTENA M KOMUCKATA IOIYCHa obepTrTe MM HO
OLICHSARAHEe M KJacupaHe 0o odeprpaHUTe OT BCEKM YyHaCTHUK HOMEHKJIaTypPU JIT.

5.2.2., YuacTHUKBLT ,AJITA $SAPMACIOTUKEIC” EOOJ e MNpenjoxwi na MW3ILIHNA
mocraBkaTa Ha JII ¢ HN 1.48 (¢BC CpPOK Ha TONHOCT (Kom.9 OF TEXHAYECKOTO
npemjioxeHne) , KOMTO He OTTOBapsA Ha INOCOYEHUA B T7.6.3. orT KKII, nybiamumexysaHa Ha
caira Ha EMA.
KoMmmcuara cuyTa, de npennomeﬂmeyo Ha Yyd4YacCTHUKaA 3a MBH%?HGHMG Ha JIII ¢ HNE
1.48 He oTrosBapsa Ha W3YMCKBAHMATA, BOMCAHM B MNOKYMEHTaUMATa IO NpoliedypaTa:
Llpr MSTOTEBAHE Ha IPenJIOXeHUeT CUY =a UBNBJAHEeHUe Ha | IophkYKaTa, BCEKM
y4acTHUK TpAdBa Ha [IOCouM MaKiMMaHHMH CPOK Ha TOOHOCT HAa IpenjaraHuA
JeKapCTBeH IIJgOOYKT OT KOHerTHMH‘HpOMSBOHMTeH.“.
Komucusitra npegnara odepraTa Ha y?acmnnxa Ba JII ¢ HW 1.48 |ma 6BOge oTcTpaHeHa
oT ydacTMe B IpouegypaTa Ha OCHOﬁaHme ymn.107, T.2, ©.%va" PT 30I1.

KoMmmcusaTa mnonycHa obeprure Ha ‘yqaCTHMKa ,AJITA &APMACKTHMKEBIC” EOOH 5O
OlLleHSBAHE M | KJAacUpaHe Ba OCTaHAJIMTe HOMeHkjaTypu JI, |3a KOMTO € nNodal
odpepTHn.

5.2.3. ' YYACTHUKDBT "CO¢APMA TPEMIMHI' ALl e OPemjoXusI Ja MSIBJIHK
nocraBkara Ha JIII ¢ HN 1.22 c Hm or MPY TeBa ®apMackTukbic Bwarapua EOOL,
koiiTo He ¢Qurypupa B IIJIC-IpujgoxeHne 2 OT 02.09.2018 r.

KoMmcusaTa cuuTa, ue npennomeﬂme#o Ha Yy4YacTHMKAa Ba UsNBJIHeHue Ha JIII c HW
1.22 He oTropaps Ha W3MCKBaHMsATa, BIMCAHM B OOKYMEHTaLMATa NO rnpoledypaTd:
... JIEKAPCTBEHU MNPORYKTU, KOUTO Ourypupar B IIOBSUTUBHUA JEKApCTBEH CHMCBK -
[puioxeHue 2, OT CHIUMA NpUTEXaTesl Ha paspeleHueTo 34 yrnotrpeta™.

VUaCTHUKDBT € TpelioXui Ha M3NBIHM pgocTaBkara Ha JII ¢ HV 1.29 cbc Cpok Ha
TOMNHOCT (k0J1.9 OT TEeXHWYECKOTO NpeyioXeHne), KOUTO He OTPOBépH Ha I[IOCOUEHUus B

T7.6.3. or KXII, nyBmuxyBaHa Ha caWTa Ha JUAJL. |

KoMucuaTa cuuTa, uYe IIpelIoKeHMeTo Ha ydacTHMKa 3a MBH%%HGHMG Ha JIIT < Hi
1.29 He oTroBaps Ha MSUCKBaHMATAa, BNMCaHM B HOKYMEHTALMATA IO NpoleldypaTa:
,py M3TOTESHE Ha I[peJUIOXeHMeTO CKu  3a KU3NbAHeHWe Ha [NOphUKd4Ta, BCEKN
yU4acTHMK TpsOBa Ja [OOCOYM MaKCHUMaJHMA CPOK Ha TOOHOCT Ha npennarama
JICKApPCTBEH MPOOYKT OT KOHKPETHMA | DpousBOmuTesn. .

YUaCTHUKDBT € NPemsioXuI Ia MBH%MH% nocraBkaTa Ha JII ¢ HW 1.49 c JIII, xoiTo B
[IJIC e c JekapcTBeHa ¢Qopma pasnmqﬁa 0T M3MCKYyeMaTa OT BL3JOKNTJIA.

|
KoMucuaTa CcuMTa, 4Ye NpelJIOXeHMETO Ha ydacTHMKa 3a WBNbIHeHWEe Ha JIIT ¢ Hie

1.49 He oTroBaps Ha WSMUCKBAHETO éa JlerapcTBeHara My QopMa, BIMCAHO B KOJOHA
4 Ha cHneuM@UKaLMATA. |

KomucusiTa npemlara obpeprure Ha UuacTHMKa Ba JII ¢ HEN 1.22; 1.29; 1.49 pa
6BmaT OTCTpAaHEeHM OT ydacTue B IpouenypaTa Ha OCHOBaHME wir. 107, 2.2, 86.%a"
or 3OI. ; i ]

KoMMcusaTa nofiycHa odepTuTe Ha ydacTHuka ,COPAPMA TPEMHMHF" AIl” 1m0 ouUueHsBaHe

\
¥ KJacHupaHe 3a OoCTaHaJiuTe HOMeHKfTaTypVI JIIT, 3a KOMTO € noruars O@epTI/I.

5.3. Ha 25.10.2018 =»., =B 10:00 waca, B Ka6%HeTa Ha I'JlaBHaTa
MemMLMHCKA cecTpa Ha KOI-Byprac ce nposene TPeToTO saceﬁanne Ha KoOMMCHUATA.
Cbc choBmeHue wsx.M 982 or 19.09.2018 1., nybiaukyBaHo Ha Ipoduna Ha



KynyBada, ydacTHMUMUTe OGAxa HaIOIeXHO yBeIOMeHM 3a jJarara M dYaca Ha
HaCTOAWOTO 3aCelaHre 3a OTBApAHE Ha IEHOBUTE UM NPEeJIokeHMA. Ha sacemaHmneTo
Ha KOMUCHUATA [IPUCBCTBAXA YI'BIHOMOMEHM MNpelcTaBUTelNl Ha ydacTHuUuUTe ,dbOHUKC
bapma“ EOON, Bynrepmen BEY“ 00[ wu POl Bwarapus®“ EOOX.

5.3.1. KommMcuATa OTBOPM, OIQPBECTM M NOIIMCa HONYCHaTUTE OO OLEHABAHE
M KJIacupaHe LEeHOBUM odepTH, 0O pela Ha [NOCTLOBAHE Ha | IPEeIJOXEHMATA Ha
yyacTHuUuTe. ' IIo emouH oT HpMC%CTBaMMTe NpencraBUTeNM| Ha  yUYaCTHULUTE

1 ‘
noanyMcaxa BCHUWUKM LEeHOBM NPEeIJIOXEHHA Ha OoCTaHaJlJiMTe YydYaCTHUMUM B lipouenypaTa.

Crnen NDpuKJIKOYBaHe Ha OyBauyHarTa |d4acT OT 3acemaHueTo, KoMucusira WMSEBBPIIL
nopelneHka Ha LeHOBUTEe npennomenn# Ha Yy4YacTHUIMTE Ba CHOTBE@TCTBMETO MM C
MBMCKBAHETO HAa BwBnoxuTens, NOOCOUEeHO B OOABIEHUETO (paBFen »JOIIBJIHUTENHA
unpopmaumsa’”) - nOpenyiavaHUTe eOMHMUHM 1IeHM Ha odepupaHUTe JIeKapCTBEHU
NpOOyKTM Ia HE HaABMIIABAT CEOTBeﬂHaTa cToMHoCcT Ha covumTe |B IUIC, HOpUIOXeHME
2, axkrtyajeH KBM gara 05.09.2018! r. u @ma He HaOBMIABAT KbM ChllaTa OgaTa
moroBopeHMTe ¢ HBO0K ueHu, xaro 3a uenra cbcrapy Tabmmmal 1, NpUIoOXeHa KbBM
NpOTOKOJA, ChIbBPXANA BCUYKU npenn%raﬂm OT YyYaCTHMULUTE LEHU.
KoMmmcusaATa KOHCTATHUPAa CIEeOHOWO:

5.3.1.1. B3Ba yuacTHMKa ,$bOHMKC @®APMA“ EQOH - mnOpeanaraHaTa eouMHUYHA
LeHa Ha JIeKapCTBEeHMS OPOOYKT HI %.3 He OTIOBapd Ha [IOCOUEeHOTO M3KCKBAHE Ha
BraioxuTesisg, nopamr KOeTo KOMMCMHF& npegnara odeprara Ha ywacwHmka 3a JIII
2.3 pga 6BOe oOTCTPaHeHa oOT OHeHHB%He M KlacupaHe, Ha OCHOBaHue un.l1l07, 7.2,
6.%a" or 30Il, kaTO HeOTIroBapAlly Ha NpelBapuresHO OOABEHWTE YCJIOBUA HaE
rnopbYKaTa.

5.3.1.2, 3a yuacrtHuxa ,COJIOMEO“ EOOX - mnpennaraHUTe eNMHUHUHW UEeHW Ha
NerkapCcTBEeHuTe nponyrrm HN 1.32*% m HWM 1.55 He oTroBapsaT Ha IIOCOYEHOTO
M3MUCKBaHe Ha Bk3JIOKMTesNd, NopalyM KOeTo KOMUCHUMHATA Npemnara odeprure Ha
yHacTHMxa 3a JIOI HW 1.32% p HW 1.55 pma ©wmar orcrpaHeHu OT OUEHABAHE U
KjJacupaHe, Ha OCHOBaHue qn.107,‘T.2, 6.%a" ot 30I, kaTo HeoTroBapsmu Ha
HpeHBapMTeﬂHO‘OGHBeHMTe YCJIOBMA Ha NOPBYKATA.

5.3.1.3. 3a ydYacTHUKA "CO¢QPMA TPEUIOUMHTY ALl - npeljiaraHaTa eIMHUYHA
leHa Ha JekxkapcTBeH npoanykT HM 1.18 He orTropaps Ha [HOCOYEHOTO M3MCKBaHe Ha
BB3OXMTENA, [lopaiM KOeTO KoMUcuUsiTa npemiara obpeprara Halyqacwnnxa sa JII N
1.18 ga 6BOe oTcTpaHeHa OT OLEHABAHE U KIacupaHe, Ha OcCHoBaHue un.107, T.2,
6.%a" or 30, kaTo HEOTTOBapAmad Ha [pelBapUTesHO OOABEHUTE YCJIOBUA Ha
NnopsYKaTa. ! !
3a ocTaHaJIMTe ~YJYaCTHMUM - BC%HKM npennarady  eJgMHMYHKM  LeHu Ha I
CBOTBETCTBAT Ha MSBUCKRAHETO Ha BLBJIOKMUTEss.

5.3.2. KoMucusaTa OPUCTBIM KM pasIliexlaHe I CBIOCTABSHE Ha LEHOBUTE
NpenjIoXeHUA Ha YydacTHMUMTE, Ba [OpeleHABaHe HalMyMeTo Ha OCHOBaHue =4
npuilaraHeTo Ha uja.7/72, an.l ot 300 ua OONYyCHaTUTE IO oueﬁHBaHe M KJIacupaHe
odpepTH, kKaTO Ba Ueara odpopmu Tabnuua W 2, HepasenHa qaCT‘OT NpOoTOKOJA .
KomMucusiTa KOHCTaTHMpa, 4Ye 3a npenn%PaHaTa or yuacTtHuka ,MEIEKCY OO emmHMuHA
ueHa Ha JIII HW 1.22 u HN 1.49 wuma |ocHOBaHMA 3a nOpujlallaHe ﬁa UBUCKBaAHUATa Ha
yn.72, an.l or BOI ¥ WsmpaTM Ha YHACTHMKA MCKaHe 3a NpencTaBsHe Ha [0IpoBHA
nmucMeHa OBOCHOBKA 3a HauMHa Ha ofpasyBaHe Ha TesM IeHHU.

5.3.3. KoMmcusaTa MBBEPUM KIaCKHMpaHe Ha OCTaHanIMTe IIPeIIOXKEeHMsI Ha
yHacTHMIMTE , SONycHATM HO OleHsBaHe M KjlacupaHe, KaTo| 3a ueara odopMmu
Tabmuua N 2-2, HepaszgeaHa d4YacT OT OPOTOKOJA.

5.3.4. Ha OCHOBaHWME WM3BLPUEHOTO U B CBHOTBETCTBME C UBUCKBAHUATA HA
un.58, an.3 or N300, kKoMUCHMATA pPemM mga OpoBene NyoaudeH XPEBUM =a
onpemeNifiHe Ha MINLJAHUTEJ] MEXNy KJIacupaHuTe Ha MIBEPBO MACTO OQepTH, ThM KATO
KPUTEPUAT B HACTOAmMATa OOmMECTBEHA| [NOPBYKA € ,Hali-HMCKa Lewa' M Tasu LeHa ce
npenyjara B Oee odpeprTu, =3a JII c HN 2.7,
Kommecusara peum pa nposene nybimueH xpebun m  3a KJIaCUpaHe Ha BTOPO MACTO,
TR KaTo elHa WM CBlla leHa ce npemiara B IBe odepTH, KOUTO Ce KiacupaT Ha
BTOpO MAcTO, =a JIII c¢ HW 1.37 u =sa JIII ¢ HNe 2.3.




Ha [podmia Ha kynyBaua ce nyGiaukysa CeoBmenve wusx.N 993/26.09.2018 r.nmo
3aMHTepeCOBaHUTE JuUa, 3a naTaTa,iqaca M MACTOTO, OlpelelleHy '3a I[IpOBeXIaHe
Ha NyOnuuHus XpeOwuii. \
‘ \

5.4. Ha 01.10.2018 r., é 08:00 waca, B kabuHeTa Ha [nasHatTa
MeIMUMHCKA cécTpa Ha KOI-BypTalc ce mposene quBGpTQTo BacemanmMe Ha
KOMUCHATA Ba MNpoBexmaHe Ha XPE Mﬂ, 3a onpenegdHe  Ha ‘MBH%HHMTGH MEXITY
KJIACUPaHMTE Ha OEPBO MACTO odepTy =a JekapcTBeHMd OPOoNyKT ¢ HOMEeHKIaTypeH
HoMep 2.7 M Ba xacupaHe Ha BTOpO Msicro Ha odeprture 3a JIII ¢ HN 1,37 m 2.3,
Ha sacepmaHmMeTO Ha KOMMCHATA He [IPUCHCTBAXA BaUMHTEPeCOBaHM JMLa.

KpebuaT Oeme MNpoBeleH OT UYJeHOBeTe Ha KOMUCHMSATA, 4 TexXHOJoIMATa Ha
[IpopexiaHe ¥ pe3yaTaTuTe oT Hero ca nolpobHo onucaHu B Ilporokeon W 4 or
01.10.2018 r., nDpuioxeHd KBM Hacrodums Hokaamn.

5.5. Ha 09.10.2018 ., B 09:00 wuwaca, B kabuHeTa Ha TIrnaeHaTa
MeOMUMHCKa cecTpa Ha KOU-Byprac ci nIpoBele MNeToTo sacenaHﬂe Ha KOMUCHATA 3a
MBBBLPIBAHE Ha' OKOHUYATEJHOTO KJacypaHe Ha HONYyCHATUTE o@épTM 2a yyacTue B
npouenypaTa 3a BbljJaraHe Ha O6MGCTBeHaTa IOPBUKAE . ‘

Komucusita pasriena OpeOcTaBeHAT obocHoBKa Bx.M 233/03.10.2018 r., 3a
HauMHa Ha o0pasyBaHe Ha UeHOBUTE |IPeIJOXeHUS Ha yqaCTHMKb SMEIOEKCY 00 =a
JIeKapPCTBEHUTE  NPONYKTU C HOMEHKJIATYDHNI Homepa 1.22 u 1.49.

KoMUCHMATA E€IMHOOYWHO [pKe npencraseHaTa OT yudaCTHMKaA OOOCHOBKA M IOIYyCHA
odepraTa My =a JIII ¢ HW 1.22 » =a JIII ¢ HE¥ 1.49, cwc crnemgHuTe

MOTHBM: YUacTHMKBT NOTERPXKIaABa obepupaHurTe uUeHn Ha JIII HN 1.22 w HN 1.49,
nopanyM HaJduuMeTo Ha obcTrosTencreBa no wWi. 72, an.2, T.2 lor 300, Karo KbM
noapofHO MBIOXeHUTEe OoTHellHM ONarolpMATHU YCJOBMA € HPUJIIOXMII M CHOTBETCTBAIM
UM HOOKAa3aTesicTBa, ONMCAHM B IPOTOKOJIA .

Kommcuara cumTa npencraBeHaTa O@OkHOBKa 3a n'wvjiHa, oO0ekTVBHa M HOOKpPENeHa C
npelCcTaBeHUTE IOOoKaszaTeJCTBa, KOM?O ca OOCTaTBLYHU cnopenlxommcmgTa, 3a Ja
ofbocHOBAT NPENJIOXKEHUTE OT HeTo uemu Ha JII HE 1,22 u HN 1.49.

Kommcusara M3BBPIMU oxoaqamenﬂoﬂo KJIacupaHe 1o BCM&KM HOMEHKJIATYP!

JIEeKapCTBEHM TIIPOOYKTU UM CBCTABU Tabnauua C pezysraTnre OT paGOTaTa CH1.

6. KiacupaHeTo Ha YYACTHMLUUTE, CHOOpasHo wu30paHugd oT Bb3JIOKUTEJIIS
KPpUTEPUN ,Hal-~HUcKa OpemanoxeHa LeHa" e, KakTo cJlenBa:

in INN l'lelgg;:ﬂnaeua |-BO MACTO ll-po macTo lll-ro MACTO 1 cneaBalm
011 1 - Yumocmamuyu
1 | Abiraterone acetate nepopanta hopma CO®APMA TPENOVHI X X
2 | Afatinib nepopasHa dopma SbOHUKC dAPMA CO®APMA TPENONHI
. CODAPMA TPEMAMHI
3 | Aflibercept napeHTepara (popma ®ObOHUKC ®APMA MEJEKC CONOMEQD
4 | Axitinib nepopanHa hopma SbOHUKC dAPMA CODAPMA TPEAAVHT MEQEKC
5 | Bevacizumab naperTepanHa thopma POW BBATAPUA X X
: CO®APMA TPENOUHI
6 | Cabazitaxel napeHTepanHa popma ObOHUNKC PAPMA MEJEKC CONOMEQ
7 | Calcium folinate: naperepanta hopma | COGAPMA TPEVWAVHT ObOHUKC dAPMA X
8 | Capecitabine nepopanHa dopmMa ®bOHUKC PAPMA MEJEKC X
) - ®APKON
9 | Carboplatin napeHTepanta dopma MEOEKC COPAPMA TPENOUHI ANTA GAPM-NIC
10 | Cetuximab naperTepanta thopma MEAEKC dbOHUKC GAPMA, X
11 | Cisplatin napeHTepanta copma ®bOHNKC PAPMA X X
12 | Crizotinib nepopanHa hopma OLOHUKC dAPMA CO®APMA TPENOUHF X




13 | Cyclophosphamide niapeHTepanta tpopma EKO®APM X X
14 | Dabrafenib nepopanta popma ObOHUKC PAPMA CODAPMA TPENOWHI ANTA ®APM-JIC
15 | Darbepoetin alfa napentepanta popma | COGAPMA TPEMIONHI MEJEKC X
16* | Denosumab napeHTepanHa gopma MEJEKC COPAPMA TPEPU:I,V;‘HF X
GBOHUKC GAPMA
17 | Docetaxel napeHTepanHa dopma BYNIEPMEJ BE DAPKOI CODAPMA TPENANHI
ANTA ®APM-JIC
. . powder, dispersjon aqd AlTA ME,D[EKC
13 | Doxorubicin hydrochloride concentfz)artt_‘,n gzrs itil:persmn GAPMACIOTUKBIG ObOHUKC PAPMA SAPKON
-y ANTA \
19 | Enzalutamide nepopania thopma SAPMACIOTUKBIC MEJEKC X
oo , CO®APMA TPEWANHT
20 | Epirubicin napeHTepanHa opma ®APKON MEZLEKC ANITA GAPM-TIC
21 | Eribulin napeHTepanta gopma MEOEKC CO®APMA TPEAQUWHI X
- ANTA CONOMEQ
g2 (ENgUDI TP e MEAEKE GAPMACIOTVIKBIIC T | POL BBIFAPUS
23 | erythropoietin(Epoetin alfa) napexTepanta gopma MEQEKC X X
X X X
25 | Everolimus nepopanta opMa OLOHNKC dAPMA CO®APMA TPENAWHI AllTA APM-JIC
26 | Filgrastim napeHTepanHa dopma dbOHUNKC PAPMA MEJEKC X
27 | Fluorouracil napeHTepanHa dbopma SbOHUNKC PAPMA X X
28 | Gefitinib nepopanta hopma CO®APMA TPEVOUHT ObOHUKC PAPMA X
29 | Gemcitabine napeHTepanta gpopma MEOEKC GAPKON ObOHUKC PAPMA
30™ | tbandronic acid napeHTepanHa popma $bOHUKC dAPMA X X
31 | Hosfamide napeHTepanHa dopma EKO®APM X X
32" | Imatinib nepopanHa hopma MEJEKC ObOHUKC PAPMA CO®APMA TPEAONHT
33 | Interferon alfa napeHTepanta popma POLU BBNTAPUA X X
34 IpiIimumab napeHTepanHa ¢opma E|7| EHO O SAPMA X X
CO®APMA TRPEAOWHT
35 | Irinotecan napeHTepanHa dopma DAPKON SbOHUKC PAPMA MEJIEKC
AJITA SAPM-JIC
= o AllTA
36 | Lapatinib nepopanta hopma SbOHUKC PAPMA CO®PAPMA TPENOAWVHI SAPMACIOTUKBIC
5 MELIEKC
37 | Lipedfilgrastim napextepanta gpopma | CODAPMA TPENOUHT OLOHUKC PAPMA ANTA ¢APM-JIC
DAPKON
38 | Mitoxantrone napeHTepanHa dhopma OLOHUKC PAPMA X X
Mycobacterium bovis BCG - h
39 (Baccilus Calmette - Guerin) napentepania dopma | COGAPMA TPEWONHI PbOHUKC GAPMA X
40 | Octreotide powder for suspersion | COGAPMA TPEVIVIHT | ©bOHUKC ®APMA ANTA GAPM-JIC
41 | Olaparib nepopanHa Gopma CO®APMA TPEVONHI X X
BYNI'EPME[ BE
42 | Oxaliplatin napeHTepanta opma SObOHKUKC dAPMA MEJEKC AﬂTgAd;;;‘\(gl\Jq-ﬂC
CODPAPMA TPEVI,ELVH"H"
43 | Paclitaxel Eeiiesie Bope ®APKON ®bOHUKC GAPMA MEJEKC,
COPAPMA TPENOUHI
44 | Panitumumab napenTepanta gopma | COGAPMA TPENOVHI MEJEKC X
45 | Pazopanib nepopznHa popMa ObOHUKC dAPMA CODPAPMA TPEI7I,El11/IHF ANTA ¢APM-JIC




L
45 | Pegfilgrastim i napeHTepanta gopma MEOEKC CO®APMA TF'EVlJ:I.V‘lHr X
47 | Pembrolizumal napenTepanta popma | COGAPMA TPEAANHI ANTTA X
j SAPMACIOTUKBJIC
48 | Pemetrexed CO”Cegﬁ‘r‘]?Jgigi"“ﬂiO” SAPKON COPAPMA TPEWANHT MEJEKC
ANTA ©APM-JIC
Powder f trat
49 | Pemetrexed : :rwso?kzngmgp;efz sﬁi : MEQEKC ObOHUKC PAPMA CONOMEL
50 | Pertuzumab napeHTepanHa gopma POW BBIFAPUA X X
, : , ANTA
51 | Ramucirumab napeHTepanHa copMa S®bOHUKC PAPMA SAPMACIOTUKBLIIC X
52 | Sorafenib nepopanra dopva | BLOHUKC ®APMA | COGAPMA TPEMAMHI A”TI\':‘E%"LEF}’(“C";"”C
53 | Sunitinib nepopanta opma DObOHUKC dAPMA COGAPMA TPENOUHT MEDEKC
X X X
55 | Temozolomide nepopanta hopma DbOHUKC PAPMA X X
56 | Temsirolimus napentepanHa jopma | COGAPMA TPENMAUHI MEOEKC X
57 | Topotecan napeHTepanHa gopma DbOHUKC dAPMA CODAPMA TPENANHT X
58 | Topotecan nepopanta dopma CO®GAPMA TPENOVHT X X
59 | Trastuzumab 150 MG napeHTepanHa popma MEOEKC POLW BBNTAPUSA X
60 | Trastuzumab 600 MG napexTepanHa gopMa POLW BEBIATAPUSA X X
61 | Trastuzumab emtansine naperTepanta thopma POLW BBIFAPUA X X
62 | Vandetanib nepopanka dopvia ®bOHUKC GAPMA CONOMEL COQA?MQ&EEMHMHr
63 | Vemurafenib nepopanHa dopma POW BBITAPUA X X
‘ & el X X X
il i X X X
66 | Vinorelbine napentepanHa popva | CODAPMA TPENOWHI X X
67 | Vismodegib nepopana popma POLWW BBIFAPUA X X
88 | Zoledronic acid napeHTepanta (popma DLOHUKC PAPMA CO®APMA TPENONHI X
ON 2 - OnuaTu
. 5 MELEKC
1 | Buprenorphine nnacTup PAPKON CODAPMA TPEVUAWHI ®OHUKC GAPMA |
2 | Dihydrocodeine nepopanta hopma MEJEKC X X
3 | Fentanyl nnactvp GAPKON COPAPMA TPEWMAUNHI MEJOEKC
4 | Fentanyl Sublingusl tablet MEOEKC CO®APMA TPEUOUHT X
5 | Morphine napenTepanta popva | CODAPMA TPEAOWHI X X
X X X
7 | Oxycodone capsules, hard MEJEKC ®APKON X
8 | Oxycodone modified-release tablets MEAEKC X X
9 | Oxycodone prolonged release tablets MEOEKC DbOHUKC ©APMA DAPKON
Oxycodone hydrochloride/
10 Naloxone hydrochloride repopantia bopva MENEKC X A
4 | Oxycodone hydrochloride/ .
11 Naloxone hydrocHIoride nepopanka topua MENEKC X A
~ | Oxycodone hydrochloride/
) i
12 Naloxone hydrochloride epopanta dhopia MENERE X s
13 | Tramadotl nepopaiHa hopma CODAPMA TPENOWHI X X

|

7. HpenmoxeHue =Ba OTCTPaHABAHE HA YYaCTHMULUM U MOTMBME
7.1. KommcuaTa npepiara obdbeprara Ha YUACTHUKA ,,chPITII-IET" EALl ma ©OnOe
OTCTpaHeHa OT yvYacTue B Opouelnypara Ha oOcHoBaHue un.l1l07, 7.2, 6.%a“ or 30II.



| \
MOTUBU: NOOPOOHO WMBIOKEHM B T.q.l,l. oT Hacroammsa HOokjgan - OdepraTa Ha
YHacTHMKA He ' CBOBPXA OTHEJHM TEeXHUUECKM MPeNOXeHUA M OTIEeJHM [LINKOBe C
HpennaraiyM LEeHOBM MapaMeTpy 3a oceMmTe HOMeHknarTypwm JII, 3a KOMTO BOMCAJ HA
OIlaKoBKaTa € HOOKYMEHTM 3a ydJacrue B Ipouenypara, T.€, HE OTI'OBapsa Ha
U3NCKBaHUATa Ha 3axoHa 3a I, HH$OH M Ha NpemBaApUTEJIHO ODABEHUTE YyCJOBUA U
UBUCKBAHUATA Ha BB3JOXUTENS. w

7.2. Komucusara npenjara o@epTaTa Ha Yy4YaCTHHKA "ébOHMKC APMA" EOOO =a
JII ¢ HN 2.3 nma Obwoe OTCTpaHeH? OT YydacTue B npoueny?aTa Ha OCHOBaHue
n.107, r.2, 6.%a" or 30II.
MoTuBu: 0OOPOOHO WSBJIOXKEHM B E 3.1.1. orT HacTosAmMA ﬂoxnan — IleHoBoTO
NpenJjioxXeHne Ha yd4aCTHUKA 388 TOSBHU | JIIT He oTToBapA Ha HpeﬂB%pMTeHHO ofsaBeHnuTe
YCJIOBMA M MBMCKBAHMATA Ha B%Bnoxmbenq.

7.3. Kommcuara npennara obeprara Ha yuacTHUKa LANTA $APMACHTHKEBIC
EOON s3a JIII C HN 1.48 na 6©boe oTcTpaHeHa oT ydyacTue B IOpoueilypaTa Ha
ocHoBaHMe wi,107, 7.2, 6.“a“ or 30I.
MoTuBu: nompofHO usmo)xeHu B T.5.2.2. oT HacToAumMa Jokiaan - [IpeljoxeHMeTo Ha
y4aCTHMKA  Ha M3NOBJIHEeHMEe Ha [nopbYkaTa 3a Tos3m  JIII | He oTroBapsa Ha
NpefBapuUTeHo 00ABeHUTE YCIOBMA M MIMCKBAHMATE Ha BB3JIOKMTEIA.

7.4. KommcuATa npennara o@epruMTe Ha ydacTHuUuxa ,CONOMEON EOOHO =a JII c

HNN 1.32* 11 1.55 pma ©ObOaT OTCTPaHeHM OT ydacTue B NpoluenypaTa Ha ocHOBAHME
n.107, 7.2, 6.%a“ ot 30II.
MoTuBM: nNOOPOOHO wm3JoXkeHM B 7T.05.3.1.2. or Hacrosmma Jokjgan - leHoBuTe

NPemJIOKEHNUA Ha ydYacTHUKa 3a Tes3u [III He OTroBapaT Ha OpelBapMTellHO oOdABeHUTE
YCIJIOBMA M MSUCKBAHMATA Ha BLBJIOXUTEIIA.

7.5. KommcudaTa npennara obdpTuTe Ha yyacTHuxa ,COBAPMA TPEﬂﬂMHP“ ALl
3a JIII c HNNe ;.22; 1.29; 1.48% p NI HNW 1.18 ma ObuaT OTCTPAHEHM OT Yy4acTHUe B
npouenyparTa Ha OCHOBaHue un,.107, m.2, 6.%a“ or 30II.

MoTuBM @
- 3a JII c HeN 1.22; 1.29; 1.49 — nonpoBHO UBIIOKEHM B T.5k2.3. OT HAaCTOANMUA
Hoxnan - IlpepjoxeHMeTo Ha ydYacCTHMKA 3a& WU3NBJIHEHME Ha [OPBYKaTa 3a BCEeKU

enuH OT uUuTHUpaHuTe JII He OTroBapsA Ha IIpenBapuTesHO OBHBEHUTE YCIOBUA U
" |

M3SUCKBAHUATA Ha BBRJIOXUTEII; ‘
‘ |

- 3a JII ¢ HW 1.18 - IleHOBOTO |HpemJIOXEeHME Ha ydYacCTHUKa 3a Tosu JII He

OTroBapsda Ha IIpPeldBapuTeJHO oBsiBeHUre VCIOBMA M MIBUCKBAHUA Ii-Ia Bwsnoxurens.

8. KomucmusaTa npemiara Ha BeB3JIOXMTENs Oa OLIaT CKHDHQHM OOTOBOPU 3a
WSOBIHEHME Ha' MOPBUKATA ¢ KJIACMPAHUTE Ha NLPBO MACTO y4YacTHULM 2a OTIENHUTE
HOMEHKJIATYPM JIEKAPCTBEHM NPONYKTHU OT 0B0COBEHMUTE [103ULINUM.

i \
9. KomMmucumsaTa npennara Ha B%BHOXMT@HH na npexpartu npoue ypaTa 1o pejna
Ha wi.110, axn.l, 7.1 or 30I, =3a ciaeguure JII: |

. ARaTomo- MemuyH?poAHo FporHO3HM
T e | e gy | || Tersrmess dupus & i
1 2 3 ; 4 5] 6
On Ne 1 - LuroctaTium !
24 LO1CBO1 Etoposide ﬁapeHTepanHa dopma mg 120 000
iy Tegafur /gimeracil DDD-1 .
54 | LOIBCS3 |\ il nepopanHa wopMa | yahi(45/4,35/11,8mg)| O
64 LO1CAQ1 | Vinblastine napeHTeparnHa gopma mg 360
65 LO1CAO2 | Vincristine napeHTepanHa gopma mg 50
Ol Ne 2 - OnuaTtwu
6 NO2AAO01 | Morphine | | nepoparnHa cdhopma ‘ mg [ 240 000
MoTuBM: 3a UUTMPAHUTE HOMeHKJaTypr JIII or obocoBeHuTe NO3ULMM, B CPOKA,

ompenesyieH OT Bb3joxuTensd, HAMA HoJalleHa HUTO emHa odepra.




10. B HacTodAmaTa IIpoUelypa OT YyJYaCTHULMTE HEe ca HWBUCKBaHu UM He ca
OpeIcTaBaHU MOCTPHU.

ChC CBCTABAHETO Ha HAacCTOSAmMA JOKJIaN, CBINIACHO MBMCKBaHMSTa Ha 4n.l103,
ail.3 m no pena Ha un.60 or II30I, koMMcuUATa, HasHadeHa CBC 3anosen N 273 ot
11.09.2018 roamHa, =a OpOoBexXIaHe Ha OTKpUTa Npouenypa, C opeiMmer: “IJocTaBka
Ha JIeKapCTBEHM INPOOYKTM 3a JIeUueHUEe Ha OHKOJOIMUHM zabonABaHUA, pasnpenesieHuU
B IOBe 000COOgHM I[103UIIUM, CBIVIACHC HpuiokeHa cHeundpurauual’ MNIPUKIOYM CBOATA
pabdora B onpenesieHnsa OT BreziioxuTEena Cpok.

KeM HokJana ca IHIPpUJIOKXEeHM BCHUUEKM ITOKYMeHTH, CBCTaBEHM B XOIHa Ha

padoTara Ha koMUCUATAE - IpoTokoyu N 1,2,3,4,5 or sacenaHuaTa u M Tabouuu
Nwe 1,2,2-2,

Ha ocHoBanme un.l106, an.l or 300 HacToAmUAT LOKRJIAL Ce OpelCcTarsda Ha
Be3noxuTensa 3a yTBbpxOIaraHe Ha 10.10.2018 rvonua.

Komucmsa:
[lpencenmaTen: / Il.CrosaHora /
UsieHoOBE !

omopora/

=<
=
_m Esn 2

.JleTpoBa/

A,

N

cer/

JAVIMYEHA THOOPMAIIASA
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