Ho U3nbjanATe HUsI TUPEKTOP
na MBAJI ,,JI-p Aranac adoBexu“ AJl
rp.Kbvpmxanu

TOKJIAJ

OT KOMHCHS, HasHaudeHa cbe 3anosef Ne637 or 02.12.2019r. Ha M3nmbenHuTenHWs QUPEKTOP Ha
MBAIJL ,,JI-p Atanac Jadoscku™ AJl — rp. Kepukanu B cbeTap:

Ilpeocedamen: n-p Jlnana I'eopruera — 3aMeCTHUK JUPEKTOP;

u unenoge: 1. n-p Camo JlepMeHUKHEB — HAYaHUK OTICTICHUAE JHAaIu3a;
2. M.¢. Becena Momuunosa — peroBoauTen 60THHYHA anTeKa;
3. Cuexana Kaparrozora — ukoHomuct OIT;
4. MiBan PoO0OB — cTapIiy I0pHCKOHCYIIT;

YBAKAEMM I'-H TUPEKTOP,

B m3nennenue Ha w103, an3 30I1, BbB Bpb3ka ¢ w60, an.l IMTI30I1, npencraBsme Ha
BaiieTo BHMMaHHe pe3yNTaTUTEe OT NMpOBEAEHA OTKpPHTAa MpOLEAypa 3a Bb3NnaraHe Ha OOLIECTBEHA
nopeuka ¢ npeamet: "JlocTaBka Ha NEKAPCTBEHH MPOAYKTH, MEOUIMHCKM M3Ie/IMd U Pa3TROpH,
HeoOXOJUMH 3a NMpoBekAaHe Ha xemoguanusHo neueHne B MBAJI "/I-p Atanac Jladorcku" AJl
rp.Kepokanu", ¢ ynukanen 00848-2019-0012, otkpura ¢ Pemenue Ne567 ot 24.10.2019r. Ha
UznbnauTenHus aupexTop, nyonukysano oosenenne B POIT Ne940864 na 28.10.2019r.

L. CprinacHo nporokona no 448, an.6 ot IMI30I1 u HagnucuTe Ha MOTYYEHUTE OMAKOBKH B
CpOKa 3a mojaBaHe Ha oepTH B JIENOROACTBOTO HA BB3MOKHTENS, Ca MOCTBIMINA U MPHETH OCEM
oepTH 3a yyacTHe, KaKTo cle/Ba:

1. "Obumen Hutepuemannba' EOO/, rp.Codusn c 8x.Ne4259/26.11.2019r.,11,00 yaca;

2. "ATAPTA-IIM" EQOO/, rp.Codus ¢ Bx.Ne4260/26.11.2019r. 11,04 uaca;

3. "Mapgena quarnoctuka" EOO/, rp.Codusn c Bx.Ne4288/28.11.2019r., 10,06 uaca;

4. "®pesennyc Meauksa Kebp bearapus' EOO/L, rp.I'abpoBo c Bx.Ne
4290/28.11.2019r.,10,10 uaca;

5. "MEJEKC" OO, rp.Copus c Bx.Ne4331/28.11.2019r., 13,30 yaca;

6. "®BOHHUKC ®APMA" EOO/, rp.Codusi c Bx.Ne 4343/29.11.2019r., 09,19 yaca;

7. "Hurepranenuka" OO/, rp.Ilnosaus c Bx.Ne4354/29.11.2019r., 14,40 yaca;

8. "KAITAMEI" EOO/], rp.Bpana c Bx.Ne4539/29.11.2019r. 16,01 uaca.

Ha ny6nuyHOTO 3acefaHue Ha KOMHCHATA, 3@ OTBapsAHE Ha MOCTBIMINATE O(epTH TIPOBEIESHO
Ha 02.12.2019r. He npuchcTBaxa YYacTHHIIM B MpoLEIypaTa HIH TEXHH YMBIHOMOIICHH
NpPEeNCcTaBUTENH, KAKTO W NPEICTABMTENM HA CPE/ICTBATA 38 MACOBO OCBENOMSBAHE.

Komucusata koHCTaTUPa, Ye NonydeHUTe oepTH ca MpeICTaBeHH B 3aleuaTaHd HEMpOo3pauHH
OMAaKOBKH, C IIOCOYEHM BLPXY TAX JAHHH B CHOTBETCTBUE C W3MCKBAHHMSTA HA BB3NOMKHTENS, NPH
KOETO NMPUCTBIM KbM OTBapsSHE HA OMAKOBKHUTE MO Pe/ia Ha TAXHOTO MOCTHIIBaHE.



Komucuara oteopu 3ameuaranara HEIpo3payHa onakoBka Ha yuacTHuka ''JIbumen
Hurepuemansa" EOQOJ u KOHCTatupa, 4e ApyXeCTBOTO e nojano odepra 3a ywacTHe B
HacTosaTa nopb4ka no OIINeg Xemonepdysopu.

Komucusita onoBecTn chbabpkaHHETO HAa OMAKOBKATA KATO KOHCTATHpa, 4€ YYacTHHKBT IO
oGocobeHara mo3unus e NPEeACTaBUN JOKYMEHTHTE 1o 41.39, an.2 u an.3, .1 ot ITI130I1 u (0} Wi (3 (=3
3aneyaraH Henpo3paueH MK ¢ Haanuc "Tlpeiarany LeHOBH napaMerpu" chriaacHo yKazaHusTa Ha
Bb3o)kuTeNns. TprMa uneHoBe Ha KOMMCHATA MOAMMCAXa IUIMKA C Haanuc "llpeanarany ueHoRm
napamMeTpu" ¥ TEXHMYECKOTO Mpe/yIokeHHe Ha yaacTHuKa mo OIINe9.

Komucusra oteopu 3anevaranata HETpO3payHa OraKoBka Ha yvacTHHKa '"ATAPTA-IIM"
EOOJ u xoncTatupa, Ye ApYRKeCTBOTO € MOIANo oepTa 3a yyacTve B HACTOSIIATA NopbhYKa 1o
OIINe12 Pvkasuuu 3a ednoxkpamna ynompeoa.

Komucusita onoBecTs ChabpkaHUETO Ha OMAKOBKATA KATO KOHCTAaTUpa, Y€ YYaCTHHKBT [0
oGocobenaTta No3ULEs € NpeACTaBUII AOKyMeHTHTE no Wi.39, an.2 u an.3, 1.1 or II13011 u otaenen
3ancyaTan HelpospaveH UMK ¢ Haanuc "llpennaray LeHOBM mapamMerpu” ChriiacHo YKasaHuATa Ha
BB3JIOKUTENSA. TprMa uneHOBE Ha KOMMCHATA TOMNMCAXA TUTHKA C naanuc "lIpennaranu nenoBu
NapaMeTpu" U TEXHUUYECKOTO MPEeTOKEHHUE HA yuacTHUKA 10 OITNe ]2,

Komucusita orteopu 3ameuaranata HempospauHa ONakoBKa Ha ydactHHka ""Mapsena
Auarnocruxa" EOOJ i koucTatHpa, ue APYKECTBOTO € 1oJiaio odepra 3a yyacTHe B HACTOSIIATA
nopruka no OIM3 Huanuzamopu ¢ membpana om nonucyagon, OIINed [duanusamopu c
MemOpana om ROAUCYAPOH, nonuempocyrgon unu opyz Oepusam Ha nonucyagona v OIINe9
Xemonepdhyzopu.

Komucusita onoBect#t chabp/KaHHeTo Ha OMAKOBKATA KATO KOHCTATHPA, Y€ 3a BCAKA €IHa OT
TO3HIMK YHACTHHKBT € NPEACTABUI JOKYMEHTUTE 1o wi1.39, an.2 u an.3, 1.1 ot [TI13011, kakTo 1 TpH
OTAC/HH 3aNeyaTaHd W HENpo3pavyHu TumKose ¢ Haanuc "llpepnarany nmenoeu napaMmerpH” 3za
CBHOTBETHUTE 000COGEHM MO3ULMM CHIIACHO YKA3aHMATA HA Bb3I0KHUTEIIS. Tpuma unenose Ha
KOMHCHATA NOANKUcaxa MminMkopeTe ¢ Haamuc "llpemnarany meHOBM mapameTpu" W TeXHMYECKHTE
NpeNNoKEeHHA Ha yyacTHUKA 110 OTINe3, OITNo4 i OITNe9.

Komwucusita oTBOpM 3ameuataHata HempospauyHa ONAKOBKA Ha y4yactHuka "®pezennyc
Menuksia Kesp buarapus' EOOJ u xoucratupa, ue APYAECTBOTO € moAano odepra 3a yyacTue B
HacToAmata nopbuka no OIIMN3 [Juanusamopu ¢ membpana om noaucyiaghon, OITNell
Anupozennu punmpu v OIINe13 Jesunexyuonnu npenapamu 3a XemoOuaIuU3HU anapamu.

KomucusaTa onoBecTd chABpKaHUETO HA OMAKOBKATA KATO KOHCTaTHpa, Y€ 3a BCAKA €IHA OT
TMO3KLKMH yHaCTHUKBT € NPEACTaBHIT JOKYMEHTHTE o 41.39, an.2 u an.3, T.1 or I1I130I1, kakTo u TPH
OTACJIHHM 3allcHaTaHd M HENpO3pavHH IyMKoBe ¢ Haamue "llpeanaraHu ueHoBM mapamerpu” 3a
CBOTBETHHTE O0OCOOEHM MNO3MLMH CBIJIACHO YKA3aHWATA HA BB3I0KUTENS. Tpuma uneHoBe Ha
KOMHMCHATA NOANMCAXa IikKoseTe ¢ Hagmuc "llpeiiaraHy 1EHOBU napamMeTpu" M TeXHHYECKHTE
NpemIoKeHUs Ha yyacTHUKA mo OIINe3, OITNell u OTINe13.

KomucusTa oTBOpH 3arnedaranara HENpo3padHa OMAKOBKA Ha yayactiuka "MEJIEKC" Q0]
1 KOHCTAaThpa, 4e ApYXKECTBOTO € MOJano oepra 3a yuacTHe B HacTOsLIATA Mophbuka 1o OIINel
Jlekapcmeenu  npodykmu wu  OIINe4 Huanuzamopu ¢ membpana om noaucyngon,
hoituempocyngon unu opyz depusam na ROAUCYAPOHA.

Komucusara onoBecTd chabpaaHMeTO HA OMAKOBKATA KATO KOHCTaTHpa, 4Ye 3a BCAKA e€IHa OT
TO3UIHH YHaCTHHKBT © NPCACTABHI TOKYMEHTHTE Mo 4i1.39, an.2 u an.3, 1.1 ot [TI130I1, kakto u asa
OTACIHM 3alledaTaHd M HCMpO3padHd Miukose ¢ Hajgnue "llpeanaranu nenoBd napameTpn” 3a
CBOTBETHHTE 000COOEHH MO3HILMH CHINIACHO YKA3AHUATA HA BB3NOKMTENS. Tpuma uneHoBe Ha
KOMHCHATA MOAMMCAXa IUIMKOBeTe ¢ Hammuc "llpejuiarany LEHOBU napameTpu" M TeXHHYECKHTE
NpeioKeHus Ha yyacTHHKA 1o OITNel u OITNe4.

KowmucuaTra otBopu 3ameuyaTaHara Hempo3pauyHa OMAKOBKA Ha yuactuka "®BOHHUKC
PAPMA" EOOJI, u koHCTaTMpa, 4ye APYKECTBOTO € MOAasIo odepra 3a yyacTHe B HaAcTOSLIATA
nopvuka no OINel Jlexapcmeenu npodykmu, OIINed Juanusamopu c membpana om
RONUCYNPOH, nonuempocyaon unu Opyz depusam na nonucyagpona u OIINe7 Kamempu 3a
8pemeHen Cb008 OOCHIBI 3A 6b3PACHIHLL



KomucusaTa 0MOBECTH CHABPHKAHMETO Ha OMAKOBKATA KATO KOHCTATHpa, Y€ 3a BCAKA €IHA OT
TIO3UIHH yHaCTHUKET € MPEACTAaBUI JoKyMeHTHTE 10 wi.39, an.2 m an.3, 1.1 or II130I1, kakTo u Tpu
OTHCTHH 3areyaTald W HEUPO3padyHu IUMKOBe ¢ Haamue "[lpeimarann meHoBu napamerpu” 3a
CBOTBETHHTE 000COOCHH MO3MUMM CBITIACHO YKA3AHHMATA HA BB3NOKUTEIL. TpHUMa WIEHOBE Ha
KOMHCHATA TIOAMHCaxXa MmimiKoseTe ¢ Hagnuce "llpemmarand NEHOBH mapameTpu" M TeXHHYCCKHTE
pe/uokeHus Ha yqacTHuka 110 OIINel, OITNe4 u OIINe7.

KomucusTa oTBOpH 3aneuaranata Hempo3padHa ONAKOBKA Ha y4yactHuKa "UHTepraiennka"
OOJl u xomcraTupa, we APYKECTBOTO € TOAATO O(epTa 38 yUaCTHE B HACTOSINATA IOpBYKa 110
OIlNe2 Pasmeopu 3a xemoouanusno nevenue, OITNo4 Huanuzamopu c¢ memépana om
HONUCYNIPOH, nonuempocyadhon unu Opyz depusam Ha noaucyigona, OIINe5 Kpvenu nunuu,
OIlNe6 @ucmynnu uznu u OIINe12 Pokasuyu 3a eOnoxpamua ynompeéa.

Komucusira onoBecTn chabp/KaHHETO Ha ONMAKOBKATA KATO KOHCTATHPA, 4e 34 BCSKA eTHA OT
HO3HIIHK YHaCTHHKBT € IPEACTaBUII JOKyMeHTHTE 110 WiI.39, an.2 u an.3, 1.1 ot IMI130I1, kakTo u ner
OTHCTHH 3aneyaTaHd U HENPO3padyHH IUMKoBe ¢ Hajmuc "[lpemnaranu memosm napamerpu” 3a
CBOTBETHUTE 000COOCHM MO3UIMM CBITACHO YKA3aHHATA HA BB3NOXKMTeNns. TpHMa WieHOBE Ha
KOMHCHATA MO[NHCaxa IuKoBeTe ¢ Haamuc "[lpemnaranm nenoBw mapamerpu" U TeXHHYECKHTE
IpeUIOKSHUS Ha yqacTHHKA 110 OIINe2, OITNe4, OTINe5, OITNe6 m OITNe12.

Komucusra oTBopu 3ameuaranara HempospayHa ONAkoBKa Ha yuactHuka "KAITAMEI"
EOOJ u xoHcTatupa, 4e APYXKECTBOTO € MOMANo o(epra 3a yyacTHe B HACTOSIIATA HOpBYKA TI0
OITN214 Pasmeopu 3a 3anvieane Ha QUATUIHUA KAMENTLD.

II. Ha 29.01.2020r. xomucusTa mpoBeme 3aKpHTO 3acenaHde 3a pasriexnafe Ha
HOI'BJIHMTCIIHO ~ MPEACTABEHUTE JOKYMECHTH, OTHOCHO IHMYHOTO CBCTOSHHE HA YYacTHHMKA
"®bOHUKC ®APMA" EOO/I u CHOTBETCTBHETO My C KPHTEpPUHTE 34 monbop, MOCTaBEHH OT
BB3JIOKUATEIIS.

Komucusta xoHCTaTMpa, dWe B 3aKOHOYCTAHOBEHHS CPOK YUACTHUKBT e IIPEICTABHIT
AOUBIHUTE/IHH NOKyMEeHTH chappkamu: EEJIOII B emekrponen Bum mo OIINel w  EEJIOII B
enexTpoHeH BHZA 110 OIINe4 u OIINe7, xouTO ca moanucadu HEGPOBO M OT 3aXb/DKEHHTE JIAIA TIO
9154, an.3 ot 30I1 u nprnoxkenn Ha ontraerr CD — HoCHTENH.

Karo B3e npensun xoucraramuute B [Tpotokon Nel ot 01.04.2020r. u cien karto pasriena
nOApobHO mpesncTaBeHATe 0T ydacTanka eEEJIOIl M IOKYMEHTHTE OT nbpBOHadanHara ogepra
Komncnsita M3BbpmM TIPOBEpPKA 3a CHOTBETCTBHETO HA YUACTHHKA C KPHTEPHHATE 3a nojoop u
CIMHOAYIIHO PEIIM, Y€ ¢ JONBIHHTEIHO NpeICcTaBeHHTe NOKyMeHTH mo 439, am2 or IIII30I1I,
YYaCTHHKBT € OTCTpaHmI KoHcTtatupanuTte ¢ [Iporoxon Nel ot 01.04.2020r. HeCHOTBETCTRHUS.

III. Komucusra mpoasmku paboTata CH Karo pasryiefia TEXHHYECKHTE IPEUIOMKCHHS Ha
YUIaCTHHUMTE W CIAMHONYIIHO PeINH, 4e OQepTHTe Ha CIEJHUTE YYaCTHHUIWTE B IPOLELYpaTa
OTrOBapAT HA NIPE/IBAPHTEIHO OOSBEHUTE OT BB3NOKHUTEI YCIOBHS i H3uckBanusaTa Ha 3011, mopaau
KOETO:

* "AT'APTA-IIM" EOO/J ce nomycka 10 OTRapsHE W OLEHKA HA [EHOBOTO NPELIOKEHHE TIO
OIINe12;

e '"Mapsena [duarnoctuka" EOOJI ce momycka 10 OTBapsHE H OlEHKA Ha IEHOBOTO
npemmoxenne mo OITNe3, OIINed i OITNe9;

o "®pesennyc Meauxnsa Kesp Boarapus" EOO]I ce momycka 10 OTBapsiHE W OLEHKA Ha
IIeHOBOTO npeyioxkenue mo OTTNe3, OIINel 1 u OTTNel3;

o "MEJEKC" OO/ ce nomycka 1o OTBapsiHe U OIEHKA Ha [EHOBOTO IpeiosKenue mo OIINel
u OIINe4;

o "®BOHHUKC ®APMA" EOOJl ce jomycka [0 OTBapsHe H OIEHKA HA IEHOBOTO
npennoxenue mo OIINel, OITNe4 u OITNe7;

e "Harepranenuka' OO/ ce nomycka 0 OTBapSHE U OIEHKA HA IEHOBOTO [IPELIOIKEHHE 110
OIINe2, OITNe4, OIINeS, OTINe6 u OITNe12;



e "KAITAME/" EOO/ ce gomycka 10 OTBapsHe W OLCHKA Ha I[EHOBOTO IPEMIOKCHHE IO

OTINe14;

Komucusita npennara "' Abumen Untepuemansn' EOO/ na Ob1e oTCTpaHeH OT y4acTHE B
nponeaypara mo OIT Ne9, zamoto e oepupan MEIHUIHHCKO H3IEIUE, KOETO HE OTroBapsi Ha
HM3HCKBAHMATA HA BH3JIOMKHTENS TOCOYECHH B TEXHHMUECKATa CHelU(UKaIys KbM JIOKYMCHTAUITA 34
y4JacTHe B IIPOLEypaTa.

KOHCTaTHPaHOTO HECBOTBETCTBHE € HOJAPOOHO OMHCAHO B NPHIIONEHHS KbM HACTOALIMS
nokman  IIporokon No2 or 15.04.2020r. u mpencraBnsBaT HapylI€HHE, KOCTO C€ sBsiBa
CAMOCTOSTEIHO OCHOBAHHE 3@ OTCTPaHABaHE OT Tpolle/lypara Ha ocHopanue un.107, 1.2, Gyksa ,,a”~
ot 3011

IV. Ha 23.04.2020r., ce mpoBene IyOnMM4YHO 3acelaHHe, HAa KOETO HE IIPUCHCTBAXA
YYACTHHIIUTE, TEXHH YIIBIHOMOIIEHHU TIPEICTABUTEIIH UITH IPEICTABUTENM HA CPEICTBATA 32 MAaCOBO
OCBEJIOMSIBAHE.

KoMmucHsTa OTBOPH TUTHKOBETE ¢ Hajmwc: "lIpe/iarany LeHOBH TapamMeTpy Ha JA0IyCHATHTE
VYACTHHITH, YAETO O(EPTH OTrOBAPST HA M3MCKBAHHUATA HA BH3JIOKATENS H 00SBH IPE/UTOKEHUTE OT
BCEKH YYACTHWK IIEHM HA JICKapCTBEHHTE IPOIYKTH 110 HOMCHKIATYPH M MCTMIMHCKH M3JIC/IUs 110
obocobend mo3uIuH, chriuacHo wu3mckpammsTta Ha 30I1 m xoHcTaTtupa, 4 CHIIATE €a KOPEKTHO
OIBJIHEHH ¥ M3YHMCI/IEHH, ¢ M3KIIOUEeHHEe Ha IIEHOBOTO Ipeioxkenne Ha ydacTHUKeT ''AIAPTA-
[IM" EOO/I, kBbIeT0 He € M0Co4YeHa KOPEKTHO 0011aTa CTORHOCT Ha 000coOeHaTa NO3HIHs 0e3 BKII.
JJIC u ¢ s JAZIC.

JleiicTBMATa HAa KOMUCHUATA OT 3acefannero Ha 23.04.2020r. ca orpasens B IIpoTokon Ne3 ot
28.04.2020r., KOHTO € Hepasae/Ha 4acT OT HaCTOSIIHS JOKIa/L.

V. KoMmucmsita KOHCTATHpa, Y€ HE € Hauuie Xumoresara Ha wi. 72, am. 1 ot 30II noapobHO
omucano B IIporokon Ne3 ot 28.04.2020r. 1 npuIoKeHUSTa KBM HETO H NPEMIUHA KBbM KIIACHPAHE Ha
YYACTHHIIATE 110 HOMEHKJIATYpH M 000COOCHM IMO3MIMH, CBIJIACHO METONHKATA 3a OLEHKA, KAaKTO
creBa mompo6HO omucado B Ilpunoxenue Nel.l, Ilpunoxenne Nel.2 u Ilpunoxenue Nel.3 or
HACTOSAIINS TOKIA,

C orJiejl Ha KOHCTATAIIMATE HA KoMucusTa, oTpasenu B Pasnen [, 1T, III, IV 1 V or HacTosmus
JOKIA KOMHCHSTA €IMHOAYIIHO IpejUlara Ha BB3NM0KHTeNs Ha ocHoBaHme wi.109 or 30IL ¢
pemenue mo w1.108, 1.1 or 3011 3a H3wbIHATENH HA 00IIECTBEHA ITOPBUKA ¢ IpeaMeT: "JlocTaBka Ha
JNIeKApCTBEHH TPOJAYKTH, MENHUIMHCKH H3JIeNHs M DPasTBOPH, HEOOXOMMMH 33 IPOBEXKIAHE HA
xemomanusHo neuenune B MBAJIL "JI-p Atanac JTagosexu" AJl rp.Kepmxamu" na 6b1atT onpeneneHn
VYACTHUIMATE KJIACHPaHH HA HpBO Msicto B Ilpunoxenne Nel.1, Tlpunoxenne Nel .2 u Ilpunoxenune
Nel.3 oT HACTOSAIMS AOKIIA/., C KOHTO Aa OBJAaT CKIIOYEHH JOTOBOPH 32 H3I'BIIHCHHE.

[lo OITNel Jlexapcmeenu npodykmu (Homenxiamypa Nel4 BOIABI2 Bemiparin sodium),
OIINe8 Kamempu 3a 06120mpaiino Kamemepusupane Ha YeHMpaiHu éeno3nu cvoose u OINe10
Cv006u npomesu He e NoJajicHa HATO elHa odepra 3a ydacTue W KOMHCHATA Ipeiara o ChiuTe
mponenypara aa 6be npekparena Ha ocHoBanue 4110, an.1, 1.1 ot 30IL

B usmsnaenue Ha 4160, an.3 ot [MII30I1 nacroamus JOKIa] ce lpe/iaBa Ha BB3JI0KHTEN Ha
28.04.2020r. 3ae/HO ¢ msIaTa JOKyMEHTAlds B BCHYKH JOKYMECHTH M3TOTBEHH B X0Ia Ha paborara

Ha KOMHCHATA 3a YIBBPXKIaBaHSC.

Hpunoscenue: Jlocue Ha nporenypara.
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