“KOMIIVIEKCEH OHKOJIOT'HYEH HEHTDBP - CTAPA 3ATOPA” EOO/Q
2p. Cmapa 3azopa yn. /I-p Tooop Cmoanoeuu Nel5,
men. 042/627 125, ¢paxc 042/ 600 959

HPOTOKOJ Ne3

Huec 09.06.2020r. B rp.Crapa 3aropa ce chOpa KOMHUCHATA 3a MPOBEKIAHE HA OTKPHUTA
mnpoieaypa ¢ mpeaMmer ,,JlocTaBka Ha JeKapcTBeHW MNPOAYKTH 3a JiedeHHe Ha COJMIHH
3710KaYecTBeHH 3a0ossiBanusi” ompeneneHa cbe 3amoBen Ne 108/29.05.2020r. Ha Ynpasutens Ha
,KOL — Crapa 3aropa” EOO/], rp.Crapa 3aropa B cbCTaB:

[Ipencenaren: Huxonaii Kupes — mpaBocrocoOeH 10pucT

Unenose: mar.dapm. L{Berana Kupesa — ynpaBuren bonnuuna anreka
[Ters AnekcanapoBa — PproBoauTen GrUHAHCOB OTIENT
Bans berndeBa — HKOHOMUCT, OOIIIECTBEHU TTOPHUKH
AnToHUs [IbpMOHOBA — Mez.cecTpa B boiHMYHA anTeka

[Ipouenypara 3a pp3narane Ha OIl e otkputa ¢ Pemenne Ne 40/09.03.2020r. Ha BB3IOKHUTENS, a
yHUKaJIHUS 1 HOMep B Peructspa Ha obmectBenuTe nopbuku kbM AOIT e 00731-2020-0005.

Komucusra 3ano4na cBosra padota B 08.00 yaca.

Ha 3aceganuero il He MpUCHCTBAT MPEICTABUTENIM HAa YYaCTHUIIUTE U HA CPEJCTBATa 3a MacoOBO
OCBEJIOMSIBAHE.

C pemenne Ha KomHcHsATa 1Mo mpoTokon Nel/29.05.2020r. e wm3uckaHa moapoOHA MHCMEHA
obocHoBKa 110 4i.72 an.1 3011 oT yyacTHHIIM 32 HAaUWHA HAa 00pa3yBaHe Ha IIEHOBOTO UM IPEIOKEHUE
110 000CO0€EHU MMO3UIINH.

B omnpenenenusi cpok ca moCThNMIM TakuBa OT BCHUKHU. Cliel BHUMATEIHO 3all03HABaHE ChC
ChJIbP)KAaHUETO UM KOMUCHSTA

PEILIUA:

1. Ha ocnoBanue wi.72 an.3 30I1 BbB Bpb3ka ¢ wi.72 an.2 1.2 Bropa xunore3a 30I1 nmpuema
nucMeHata obocnoBka Ha , MEJIEKC” OO/I — rp. Codus 3a HaunHa Ha 00pa3yBaHe HA IEHOBOTO MY
npeaioxkeHue mo obocodenu nosuiuu Ne 28, 46 u 66.

MotuBu: Hanuie ca u3KII0YUTETHO OJaronpusITHU YCIOBUS 32 y4acTHUKA. Te ce apryMeHTHpaT
C THPrOBCKHUTE YCIIOBUS U OTCTBHIKH, KOUTO YYaCTHUKBT MOJy4yaBa OT THPTrOBCKUTE CH MApTHHOPH.
Hapen c ToBa Toll mojabpxa TrojieMd CKJIaJ0BH HAJIMYHOCTH, KOETO MYy HOCH MpPHUBUJIETHATa Ha
JOMBIHUTETHN OTCTHIIKH OT LIEHUTE HA MPON3BOAUTEIUTE UM.

2. Ha ocnoBanue un.72 an.3 30I1 BbB Bpb3ka ¢ uin.72 an.2 1.2 Bropa xumnote3a 3011 npuema
nucmenara obocHoBka Ha ,AJITA ®APMACKOTHUKDBJIC” EOO/l — rp. Codus 3a HaunHa Ha
oOpa3yBaHe Ha IIEHOBOTO MY MPEUIOKEeHHE 10 000co0eHu mo3urmu Ne 9 u 22.

MotuBu: Hanuiie ca M3KIIIOUUTENHO OJAaroNpUsITHU YCIIOBUS 3a ydacTHUKA. Te ce apryMeHTupaT
C THPTOBCKUTE yCIIOBUS U TpedepeHINATHU [[EHU, KOUTO YYaCTHHKBT TOJTydaBa OT ThPTOBCKUTE CHU
MapTHHOPH.

3. Ha ocHoBanue wi.72 an.3 30II BB Bpb3ka ¢ wi.72 an.2 1.2 Bropa xunoreza 3011 npuema
nucMeHara o6ocHoBka Ha ,,CO®APMA TPEMJIUHI” AJl — rp. Codusi 3a HaunHa Ha o6pa3yBaHe
Ha IIEHOBOTO MY MpeJiokeHue o 06ocodenu nozummu Ne 9, 22, 28, 37 u 46.

MotuBu: Hanuiie ca M3KIIIOUUTENHO OJAaronpyUsITHU YCIOBUS 3a ydacTHUKA. Te ce apryMeHTupaT
C THPTOBCKUTE yCIIOBUS U TpedepeHINATHU [[EHU, KOUTO YYaCTHHKBT TOJTydaBa OT ThPTOBCKUTE CHU
MapTHHOPH.

4. Ha ocnoBanue un.72 an.3 30II BbB Bpb3ka ¢ uin.72 an.2 1.2 Bropa xunote3a 3011 npuema
nucmenara obocHoBka Ha ,, bOHUKC ®APMA” EOO/ — rp. Codus 3a HaunHa Ha 00pa3yBaHe Ha
IIEHOBOTO MY MpeaioxkeHue o odocodeHa mosuust Ne 94.



MotuBu: Hanuiie ca u3KJIIOYUTEIIHO OJIarONpHUsSTHU YCIOBUS 3a yYaCTHHUKA. Te ce 000CHOBaBaT
C OOCTOSATENICTBOTO Y€ YYACTHHKHT IIOJIy4aBa JICKAPCTBEHHSI TMPOIYKT OT TWpHUTEXKATels Ha
paszpeleHueTo 3a ynorpedara My U IpU U3TOJIHU YCIIOBHSL.

5. Ha ocnoBanue un.72 an.3 30II BbB Bpb3ka ¢ wi.72 an.2 1.2 Bropa xunoresa 30I1 npuema
nucMmenara oobocHoBka Ha ,BYJITEPME/l BE” OO/ — rp. Codus 3a HaunHa Ha 0Opa3yBaHEe Ha
IIEHOBOTO MY MpeaioxkeHue o odbocodeHa mosuust Ne 56.

MotuBu: Hanuiie ca u3KJIFOUUTEIIHO OJIarONpHUsSTHU YCIOBUS 3a yYaCTHHUKA. Te ce 000CHOBaBaT
C OOCTOSTEICTBOTO Y€ YYaCTHHKBT IMOTydaBa JIEKAPCTBEHHS MPOAYKT OT MPOU3BOIUTENS My H IMPHU
W3TOJHU YCIOBUSI.

6. Ha ocnoBanue un.72 an.3 30II BbB Bpb3ka ¢ wi.72 an.2 1.2 Bropa xunore3a 30I1 mpuema
nucMeHata obocHoBka Ha ,,@@APMHET” EAJl — rp. Bapna 3a HaunHa Ha oOpa3yBaHe Ha IIEHOBOTO
My TIpeIoKeHue mo 06ocodena mozurus Ne 37,

MotuBu: Hanuie ca u3KII0YUTETHO OJaronpusITHU YCIOBUS 3a y4acTHUKA. Te ce apryMeHTHpaT
C THPrOBCKUTE YCJIOBHUS U MpedepeHIaTHu [eHH, KOUTO YYaCTHUKBT MOJy4yaBa OT ThPIOBCKUTE CHU
MapTHHOPH.

7. Ha ocuoBanme un.107, 1.1 ot 3O0Il npemmara 3a OTCTpaHsBaHE€ OT MpoleAypara
»@®APMHET” EAJl — rp. Bapna no o6oco6ena no3unus Ne 65, Thil KaTo yuaCTHHKA HE OTTOBaps Ha
ycnoBue oT qokymeHTarusata Ha OIl — na mogane odepra.

MotuBu: C Pemenue Ne 40/09.03.2020r. e oTKkpuTa HacTosIIaTa MpoIEeAypa U ca on00peHu
OOSIBJICHMETO M JOKyMEHTalusATa 3a Hes. B T.2.4 or ,,Yka3zaHusi 3a moArotoBka Ha oQepTHTE Ha
yuactauiute” u 1.1 ,,lleHa Ha moctaBka™ oT oOpasen Ha ,,l[eHOBO TpeqiokKeHre 3a M3MBbJIHEHHUE Ha
nmopbukara®“ kbM gokymeHTanuara Ha OIl e mocoueHo, de odepupaHuTe IIEHH C€ IOCOYBAT B
Obarapcku yeBa, ¢ BriaoueH JJIC, kato Te ChabpKaT BCHUKH B3MOXKHHM HAYHCICHUS M Pa3XOIu MPHU
m3nbyiHeHne Ha OIl. Cbc cBoe mumcemo 6e3 m3x.Ne ot 03.06.2020r. (Bx.Ne 1716/04.06.2020r. mpu
BB3IIOKUTENS) YYACTHUKBT 3asBsBa, Y€ HE MOTBBpKIaBa odepupaHaTa IleHa OT KOJOHa §, mopaau
KOETO He jKenae T Ja ObJe B3eMaHa M0J BHUMaHUE. BB3IOXKHUTENAT € ompenenusl KpuTepui 3a
Bp3narane Ha OII ,Hali-HuCKa LieHa” 3a eQuHMUIA MsApKa Ha JekapcTBeH npoiaykT mo INN. Tsa ce
nocoysa B KoioHa 8 oT ,Crenudukanus Ha JEKapCTBEHM MPOAYKTH 3a JIeUEHHUE Ha COJHUIHU
3]I0KQYeCTBEHHU 3a00JISIBaHUA, KOSITO IbK € Hepa3[elHa 4YacT OT ,,IICHOBOTO TPEUIOKECHHE 3a
n3nbiaIHeHne Ha nopbukara. CeriaacHo wi. 101 an.l ot 30Il u T.1 oT ,,Yka3zanus 3a mMOArOTOBKa Ha
oeprure Ha ywyactHunMTe” HamepeHuero 3a yuyactue B OIl ce 3asBsiBa upe3 mojgaBaHe Ha odepTa.
CernacHo 4n.39 an.3 ot IIII30Il odeprara ce cbCTOM OT TEXHUYECKO M IIEHOBO MPEIIOKCHHE.
Jluncara Ha emHO OT JBETE € PAaBHO3HAYHO Ha JiMrcata Ha odepra. B cioyuas e Hamwie OTka3 OT
npeasioKeHaTa IeHa T.e. OT IIEHOBOTO MpeasiokeHue. [1o To3u HauuH y4acTHUKBT HE € W3IbIHUI
yCIIOBHME Ha BB3JIOXKHUTENS, MOCOUeHO B JMokymeHTanusra Ha OIl — ma momage odepra - KOeTo €
OCHOBAHME 3a OTCTpaHsBaHEeTO My cbhriiacHO wi.107 1.1 ot 30I1.

8. Ha ocnoBanue wi.107, 1.1 or 30Il mpennara 3a oTrcrpaHsiBaHe OT npouexypara , AJTA
OAPMACIOTUKDBJIC” EOO/JI — rp. Cogus o o6ocobenu mozunuu Ne 29, 31, 32, 38, 42, 49, 59,
98 u 101, THii KaTo yyacTHMKa HE OTrOBaps Ha ycjoBHe OT JoKymeHTauuara Ha OIl — ma nmomane
odepra.

MotuBu: C Pemenue Ne 40/09.03.2020r. e oTKkpuTa HacTosIIaTta MpoIeaypa U ca oIo0peHu
OOSIBJICHMETO W JOKyMEHTaIusATa 3a Hes. B T.2.4 or ,,Yka3zaHusi 3a moArotoBka Ha oQepTHTE Ha
yuactauiute” u 1.1 ,,lleHa Ha moctaBka™ oT oOpasen Ha ,,l[eHOBO mpeqioxKeHre 3a M3MBbJIHEHHUE Ha
nmopbukara®“ kM gokymeHTanuara Ha OIl e mocoueHo, de odepupaHuUTe IIEHHW C€ IOCOYBAT B
Obarapcku JyieBa, ¢ BriaoueH J[JIC, kato Te chabpKaT BCHUKH Bh3MOXKHHU HAYHCICHUS M Pa3XOIu MPHU
m3nbiHeHne Ha OIl. Cbe cBoe mucmo m3x.Ne AD00491/09.06.2020r. (Bx.Ne 1753/09.06.2020r. mpu
BB3IIOKUTENS) YIACTHUKBT 3asBsBA, Y€ HE MOTBBPXKIaBa OPEepUpaHHUTE LIEHW OT KOJOHA §, mopaau
KOETO He ejlae Te Ja ObJaT B3eMaHU IOJ] BHUMaHUE. BB3IOXKHUTENAT € ompenenusl KpUtepuil 3a
Bp3narane Ha OII ,Hali-HuCKa LleHa” 3a equHMUIA MsApKa Ha JiekapcTBeH npoaykT mo INN. Tsa ce
nocoysa B KoioHa 8 oT ,Crenudukanus Ha JEKapCTBEHM MPOAYKTH 3a JI€UEHHUE Ha COJHIHU
3]I0KQYECTBEHH 3a00JISIBaHUA, KOSITO MK € Hepa3[elHa 4YacT OT ,,IICHOBOTO TPEUIOKECHHE 3a



n3nbiIHeHne Ha nopbukara’. CeriaacHo wi. 101 an.l ot 30Il u T.1 oT ,,Yka3zanus 3a mOArOTOBKa Ha
oeprure Ha ywyactHunMTe” HamepeHuero 3a yuyactue B OIl ce 3asBsiBa upe3 mojgaBaHe Ha odepTa.
CerinacHo 4n.39 an.3 ot III30Il odeprara ce cbCTOM OT TEXHUYECKO M IIEHOBO MPEIIOKCHHE.
Jluncara Ha emHO OT JBETE € PAaBHO3HAYHO Ha JiMrcata Ha odepra. B cimyuas e Hammie OTka3 OT
MpeAJIoKEHATa 1[eHa T.€. OT LEHOBOTO IpemyokeHue. 1o To3m HauMH y4aCTHUKBT HE € W3IBIHUI
yCIIOBHME Ha BB3JIOXKHUTENS, MOCOUeHO B JMokymeHTanusara Ha OIl — ma momage odepra - KOeTo €
OCHOBAaHHME 3a OTCTpaHsBaHeTO My cbhriiacHO wi.107 1.1 ot 30I1.

Cren ToBa KOMUCHSTA U3BBPIIU OICHABAaHE HA oepTUTe CHOOPA3HO M30OpaHUs KPUTEPUI, KOETO
oTpasu B Tabnumna - npuioxxenue Ne 4. B pesynrar Ha ToBa T

PELIIN:

1. OmeHsiBa y4acTHHUIIUTE TO BCsAKa 000cOO€HA MO3HIMS CHOOPA3HO MOCOYCHOTO B TaOIUIA —
npusioxenue Ne 4.

2. Ilpenara Ha BB3JIOXKUTENS J1a pekpaTtu Ha ocHoBaHue Wwi.110 an.1 1.1 ot 3011 obmecTBenara
nmopbuka 1mo 06ocoderu mozuruu NeNe 24, 57,70, 74, 92 u 95.

MotuBu: He e momaneHa HUTO eaHa odepTa OT yYaCTHUK.

3. Ilpennara Ha BB3IOKHUTENS J1a IPEKpaTd Ha ocHoBaHuWe 4i.110 am.l T.2 BTOpa Xumoresa ot
30I1 obmmecTBeHaTa mopbuka 1o obocodeHa mosurust Ne 93.

MotuBu: Benuky opepTu OT y4aCTHHUIM ¢a HEMOIXOISIIIH.

Crnen ToBa TS pasriiefa NPeJCTaBEHUTE OT YYACTHUIUTE JIOKYMEHTH, CBbP3aHU C JUYHOTO UM
ChCTOSTHUE U ChOTBETCTBHETO MM C KpUTEpUUTe 3a moaoop. B pesynrar Ha ToBa

PELIN:

1. JIokyMeHTuTE, CBBbP3aHH C JIUYHOTO CHCTOSHHUE U ChOTBETCTBHETO C KPUTEPUUTE 3a MOAOOD

Ha:

- ,2MEJIEKC” OO/] — rp.Codus
HAJITA ®DAPMACIOTUKBIIC” EOO/ — rp. Codus
,CODAPMA TPEMJIUHI™ AJl — rp. Codpust
,»@bOHUKC ®APMA” EOO/I — rp. Codus
»HAHCOH-BI™ OO/l — rp. Pamomup
,,POLI BBJICAPUA” EOO/] — rp. Codus
,bYJITEPMEJ] BE” OO/ — rp. Codus

- , EKO®APM” EOO/I — rp. Codus
ca peIOBHU U yJ0CTOBEPSBAT FOJTHOCTTA UM 32 n3nbiHeHHE Ha OIL.

2. JIokyMeHTHTE, CBBP3aHH C JIUYHOTO ChCTOSHHUE U ChOTBETCTBHETO C KPUTEPUUTE 3a MOA00p Ha
,PEMEJHU TPEVJIUHI” OOJ — rp. Ilaesen ca ¢ HepenoBHocT — eEEJIOII He e moanucan u B
HETO JINTICBa MH(OPMALUs 32 U3IIbIHEHUE Ha KpuTepus 3a noadop ot noje III.1.1 1.1 ot obaBneHuero
Ha OIL

MotuBu: C Pemenne Ne40/09.03.2020r. e ortkpurta Hacrosmara OIl u ca omobpeHu
o0siBIICHHETO W JoKyMmeHTamusaTa 3a Hesd. C 1.2.1. or ,,YKa3zaHus 3a MOArOTOBKa Ha OdepTUTE Ha
Y4acTHULUTE” € U3UCKAaHO OT yuacTHHMKa aa npencrasu EEJIOII, ¢ koiiTo ce nexnapupa JIMYHOTO My
ChCTOSTHUE U ChOTBETCTBHETO C KPUTEPHUUTE 3a MOI00P.

B mone I1I.1.1. 1.1 ot o6siBnenueto Ha OIl e mocraBen kpurepuit o wi.60 an.1 ot 30I1 oTHOCHO
MPaBOTO HA YYaCTHHUKA JIa U3BBPIIBA ThProBus Ha enpo no 3JITIXM.

B cBos EEJIOII Toif € mocounn ockbaHa MH(OpMAIHs 32 U3MIBJIHCHUETO HAa KPUTEPUS TOpaau
KOETO HEe MOJXKE Jla ce HampaBu OOOCHOBAH M3BOJ 32 CbOTBETCTBHETO C HETO M C€ Hajara Ja WU3MpaBu
MpOITyCKa Ha yYaCTHUKA.

B usmbnnenue pasnopendara Ha wi.67 an.4 ot 3011, EEJIOII ce npenocrasst B €€KTPOHEH BH/I.
Karo uact or mokymenranusra Ha OIl BB3MOXKUTENSIT € W3TOTBUI M TPEIOCTaBHI OOpaser Ha
eEEJIOII, cprinacHo omobpenus takbB oT EBpomeiickata komucus. eEEJIOIl e mpenocraBeHn B nBa
dopmata PDF u XML. Y4acTHUKBT cieBa Ja To MOMBIHHU, MOJMHINE C E€IEeKTPOHEH MOMINUC U
MPEeIOCTaBH Ha BB3JIOKUTENSI Ha ONTHYEH HocuTen B aBata GopmaTta — PDF nonmnucan ¢ enexkrpoHeH
MOJIKC OT ChOTBETHUTE uua u B XML.



Cpo06pa3Ho ykazaHoto B T.2.1 oT ,,YKa3aHus 3a MOATOTOBKA Ha OPEPTUTE HA YIACTHUIIUTE U IO
aprymeHT oT wi4l an.l or IIII30I1 EEJIOII ce noanucea ot Bcmuku juna no wi.40 ot II3O0I1.
Henoanucan AOKyMEHT MO ChIIMHATA CH € HECBUIECTBYBAl] JOKYMEHT, ThH KAaTO HE MOXKE Ja
YAOCTOBEPH U3SBICHUETO HA JINLIETO, IOCOYEHO KaTO HETOB aBTOP, aKO TO HE € MOJIOXKMIIO MOAIIHC.

VYuactaukst € npencrasui Henoanucan eEEJ[OI1, koeTo Hanara orcTpaHsiBaHE Ha YCTAaHOBEHOTO
HECHOTBETCTBUE.

3. JlokyMeHTHTE, CBBP3aHH C JIUYHOTO ChCTOSIHHE U ChOTBETCTBUETO C KPUTEPUUTE 3a MOA00p Ha
»@®APMHET” EAJl — rp. Bapuna ca c¢ HepemoBHocTt — mocoueHuss B eEEJIOII o0xBar Ha
IIpeICTaBUTENHATA BiIacT Ha MbiaHOMoIIHUKa My B OIl — Becenun BecennnoB Mapeniku He BKIItOUBa
MPEICTaBUTEJICTBO MPU y4acTHE B OOIIECTBEHU OPHUKH.

MotuBu: B Hactosmara OIl c¢ pelictBuara cu nuuero Becenun BecenunoB Mapemku
MPETEHANPA YE € MBJIHOMOIIHHUK HA YYaCTHHUKA.

Cermacao un.4l am.5 or IIII30Il koraTto NOKyMEHTH, CBBbpP3aHH C Yy4acTHe B OOIICCTBEHH
MIOPBUYKH, C€ MOJABAT OT JMIE, KOETO MPEICTaBIsABa KaHAUAATA WM YYaCTHUKA IO ITBJIHOMOILKE, B
EEJIOII ce mocouyBa uH(popMamus OTHOCHO o0XBaTa Ha TpeACTaBUTENHATa My BiacT. ToBa
HOPMAaTHBHO YCJIOBUE HE € U3ITBJIHEHO TOYHO OT yYaCTHHUKA.

B npencrasenust ot nero EEJIOI1 nocouenute npaBa Ha yI'bJIHOMOIIEHOTO JIUIE Ca CXEMAaTUYHU
M JIAKOHWYHH, KaTO OT TSAX € BHJHO Y€ JIUIICBAT NPEACTABUTEIHM IPABOMOIIMSA NPH ydacTHE B
obmecTBeHH MOPHUKU. [0 TO3M HAYMH M3BBPIICHUTE ACHCTBHS OT II'BIHOMOIIHUKA HE aHTAXHUpaT MO
HUKAaKbB HAUMH YYacTHHMKAa U MMa OMAacHOCT Ja ObJe onopouyeHo yyactueto My Hacrosuiara OIl. Tosa
HaJlara jJa ce npeuusupa U JAONBIHM 00XBaTa Ha IMpeJCTaBUTENHATa BiIacT Ha Becennn Becennnos
Mapeuiku ¢ npeacrabsiae Ha HoB EEJIOI.

[IpenBua Ha TOBa KOMHUCHATA

PELIIN:

1. Ha ocHoBanme un.61 1.5 u 1.6 IIII30I1 xomucusaTa ykassa Ha ,,PEMEIW TPEWJIUHI”
OO/I — rp. [11eBeH B cpok OT 5 paOOTHU IHU OT IMOJTy4YaBaHE Ha MCKAHETO 3a TOBA Jla IPEICTaBH HA
komucuara HoB eEEJIOII mo o6pasena ot mokymenrtanusaTta Ha OIl, Haane)XHO MONBIHEH B JIBaTa
dbopmara - PDF u XML u nmoxanucan ot 3agb/pkenute auna B PDF gopmar, B kolTO 1@ ©Ma KOPEKTHO
nombeiHeHa uHpopMmanus B yacT IV pasmen A 3a KpuTepuuTe 3a HOA00pP OTHOCHO TOJHOCT
(paBOCIIOCOOHOCT) 3a ympakHsBaHE Ha MpodecruoHaliHa JIeHHOCT, mocoueHn B moje II1.1.1. 1.1 ot
obsinenuero 3a OIl - neifcTBamm paspelieHue W/WIM yIOCTOBEPEHHE 3a THPrOBHs Ha €Ipo C
JIEKapCTBEHH MPOAYKTH mo wi.195, an.1 u an.2 ot 3JI[IXM wu/unu paspemieHue 3a MpOU3BOJICTBO B
ciydaute no wi.196, an.l or 3JIIIXM, w/unu paspemieHue 3a BHOC B ciydauTe 1o wi. 196, an.2 ot
3JIITXM, u3naneHu no peaa u yciaoBUATA Ha TO3U 3aKOH

2. Ha ocuoBanue un.61 1.5 u 1.6 IIII30I1 xomucusara ykassa Ha ,,APMHET” EAJl — rp.
Bapna B cpok oT 5 paOoTHH THU OT MOJTy4aBaHe HAa MCKAHETO 3a TOBA J1a MIPEICTaBU HAa KOMHUCHSITA HOB
eEEJIOIIl ¢ mocouBane Ha oOxBaTa Ha MpPECTaBUTEIHATA BJAcT Ha IBJIHOMOINHUKAa My Becenun
BecennnoB Maperiku, B KOTO 00XBaT Jja ce BKJIIOYBA MPEACTABUTEICTBO MPU y4acTUE B OOIIECTBEHU
MOPBYKH.

3. MckaHeTo mo npeaxoHUuTe TOUKH J1a Ob/Ie U3BBPIICHO OT YieHa Ha komucusaTa Bans bemuesa.

Komucusara npukioun padoTara cu 1o To3u nporokoi Ha 09.06.2020r.

Komucus:
[Ipenacenaren: Huxomait KupeB — ..............ooeveenne.. M1/ cven. wn2 uun.23 om 3311
Unenose: mar.apm. L[B. KupeBa — ............ccceevnnnnne.. M/ cven. un2 uun.23 om 33/111
[TeTst AEKCAHIIPOBA — ...ovveieeienieannanannn. T/ cven. un2 uwn.23 om 337111
Bansg bermgeBa — ...l T/ cven. wr.2 u w23 om 337111
AHTOHUS JIBPMOHOBA — ...t M/ cven un2 u wn.23 om 33711




TABJIULIA C LEHOBU MNPELOJIOXXEHWUA

Mpunoxexne Ne 4

kbM MpoTtokon Ne 3 ot 09.06.2020r.

MpepnoxeHue Ha yyacTHUKa

AnTt Ma DLOHUK Pow Pemeau
0O6oco Menexe Cbapma:lom ?;g;z;mr CD:pmac Ranco - Bbnrapusa BYNIEPMEL | Exodhapm Tpeﬁnﬂur ®apmHer
o
I:t 6eHa ATC Mits:::s_ﬁﬂ)"o nek. |ep.map K:g:::‘:: oon kbnc EOO[ A EOOA Broon EOO BEOOA Eoon ooa EAR
nosuum| KOO cdopma Ka
pea HaumeHoBaHue [INN/ roguHa oo
A NQ Mp yeHa | Mp ueHa | IMp yena | Mp uyeHa |Ip ueHa | lp uyeHa 3a pednowena uena 3a Mp uena | lp yeHa Mp uyeHa
3aed. mapkac |3aed. mapka c [/]C | 3a ed. msapka ¢ 4AC | 3a ed. mapka c 44C 3a ed. msipKa ¢ ed. msapka ¢ 44C om g u c 3a ed. msipKa ¢ 3a ed. mspka ¢ 4C | 3a ed. mapka c 44C
AOC om konoxa 6 | om konoHa 6 do om KosioHa 6 0o om konoHa 6 do | 4AC om konoHa 6 | konoHa 6 do nemu ed. mapka ¢ 4AC om AAC om konoxa 6| om konoHa 6 9o om kosoHa 6 do
do nemu 3Hak cried nemu 3Hax cned nemu 3Hak cried nemu 3Hax cned do nemu 3Hak crned 3HaK crned sz:::cizgemu do nemu 3Hak crned nemu 3Hak cried nemu 3Hax cned
a a a a a a a a a
Gecemutnama sanemas 3anemasi 3anemasi 3anemasi
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
Erythropoietin napexTepant 1-BO MsaCTO 2-po mAcTo
1 1 BO3XA01 U 2000 000
/10 000 IU/ 1 ml adopua 0,00689 0,00811
Darbepoetin alfa/300 napeHTepant 2-po mscTo 1-B0 mMsaACTO
2 2 BO3XA02 mc 36000
mcg/ acopua 9 2,86870 2,86333
. 1-BO MSAICTO | 2-pO MSACTO
3 3 |HO1CBO02 |Octreotide e m 7200 . . .
e 9 3102750 | 31.20000 | 3130800 31.50000 | 31.63066
. 1-80 msicTO
napeHTepant
4 4 |L01AAO1 |Cyclophosfamide 2 dopva mg 1200 000 0,05272
. 1-8o msacTo
5 5 |LO1AAO6 |Ifosfamide e m 1440 000
a dopua ¢ 0,09442
. 1-80 msicTO
6 6 LO1AX03 |Tem lomi repopana m 300 000
emosolomide cbopwa g 0,15228
LO1BAO1/ napeHTepant 1-BO MsiCcTO
7 7 | 04Ax03 Methotrexate a dopwa mg 30000 0,03101
1-BO MAICTO 2-po mMAcTo
8 8 |LO1BAO4 |Pemetrex m o m 250 000 . .
emetrexed 500 mg a bopwa g 0.21000 0,16074 0.19240 0,19128
1-BO MSAICTO | 2-pO MSICTO
0 9 |LO1BAO4 |Pemetrexed 1000 m e m 300 000 .
9 adopua g 0.44000 0,16074 0,19240
. 2-po mMAcTo | 1-BO MACTO
10 10 L01BC02 |Fluorouracil napenTepantt m 10 000 000
Horourac a Gopua g 0,00312 0,0031
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s 1-B0 mMsaCTO 2-po mMAcTo
napeHTepanH
1 11 |LO1BCO5 |Gemcitabine a dopwa mg | 2000000 | 0.03670 0.03210 0,03060 0,03196
2 | 12 |LO1BCO6 |Capecitabine 500 mg [P | mg | 72000000 1':%8"1’;‘;”
Tegafur, Gimeracil, 1-B0 MSICTO
13 13 |LO1BC53 |Oteracil o tabl. 2016 7.52000
/20ma/5.8 ma/15.8 ma/ ’
. . 1-B0 MACTO | 2-po MSICTO
napeHTepanH
14 14 |LO1CA04 |Vinorelbine a dopwa mg 30000 1,32800 1,36460
. 1-Bo msacTo
15 15 |L0O1CBO1 |Etoposide avoom | mg 300 000 0,12620
. 2-po mscTo 1-80 MsaCTO
napeHTepanH
16 16  [LO1CDO1 (Paclitaxel 100 mg a dopwa mg 180 000 0,22000 0,21500
. 1-BO MsACTO 2-po mAcTo
napeHTepanH
17 17  |LO1CDO1 |Paclitaxel 300 mg adopa mg 180 000 0.20650 0.16690 0.19500 0,16400 0,16540
2-po mscTo 1-B0 mscTO
napeHTepanH
18 18 L01CD02 |Docetaxel 80 mg a dopuia mg 80000 0,36656 0.40500 0,35275
2-po mMAcTo 1-BO MsACTO
napeHTepanH
19 19 |LO1CDO02 |Docetaxel 160 mg a dopva mg 80000 0.39050 0,35775 0.36438 0,33675
. 2-po mAcTo | 1-BO MSAICTO
napeHTepanH
20 20 |L01CDO04 |Cabazitaxel a dopua mg 7200 124,69667 | 124,68000
napeHTepanH
Doxorubicin a 1-BO MAICTO 2-po mMAcTo
L01DBO1 0 . . .
S hydrochloride maon | 1000 12.20000 | "44 77340 | 1179320 | 44 79050 11.92100
d
igncentrate
S 2-po msAcTo | 1-BO MACTO
napeHTepanH
22 22 |L01DBO3 |Epirubicin a dopva mg 180 000 0.81460 0,52020 0,44600 0.86540 0.55440
. 1-80 MsaCTO
23 23 [LO1DBO7 |Mitoxantrone rboom | mg 6 000 3,36000
2 24 |LO1DCO3 [Mitomycin avoom | mg 48000
. . 1-80 MsaCTO
25 25 [LO1XAO1 [Cisplatin rboom | mg 150 000 0.21400
. 1-BO MSACTO | 2-pO MACTO
napeHTepanH
26 26 |LO1XA02 |Carboplatin a dopva mg 450 000 0,14067 0,14880
. . 1-BO MsaCTO 2-po msAcTo
napeHTepanH
27 27 |LO1XA03 |Oxaliplatin a dhopwma mg 200 000 0.23920 0.27700 0,19920 0,22620
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1-BO MsACTO

2-po mMAcTo

napeHTepanH
28 28 |LO1XCO03 |Trastuzumab a dopva mg 144 000 2,24000 2,61333 4.37480
2 20 |Lo1xco3 1r;1rlastuzumab 600 mg /5 Zatgz:";eapam-l mg 432 000 1-::08 :n7;|2c8'ro
. 2-po mMAcTo 1-BO MsACTO
napeHTepanH
30 30 |LO1XC06 |Cetuximab a dopva mg 240 000 3,56800 3,56280
3t 31 |LO1XCO7 |Bevacizumab 100 mg  [J%o0*™| mg 168 000 1-:%:3’;(20
©2 | 32 |LO1XCO7 |Bevacizumab 400 mg  |JPoner*™ | mg 480 000 1-?:):31?0
. 1-80 MsaCTO 2-po msicTo
napeHTepanH
33 33 |LO1XCO08 |Panitumumab a chopma mg 72000 7,48800 7,50410
3 34 |LO1XC13 |Pertuzumab avoom | mg 252 000 1-13204“(’;33;0
35 35 |LO1XC14 |Trastuzumab emtansine |Jgona | Mg 38400 1233504'::'2;0
. 1-B0 mscTO 2-po mMAcTo
napeHTepanH
36 36 |LO1XC18 |Pembrolizumab a dopva mg 102000 58,92000 59.52800 59.91600 59,49730
.. 1-BO MsaCTO 2-po mAcTo
37 |LO1XEO1 fopopaia 2160000
37 Imatinib bopwa mg 0.01600 0,00844 0.01104 0,00021
- 1-Bo msacTo
% | 38 |LOIXC 11|Ipilimumab adopua | Mg 6400 131,66400
. 2-po mscTo 1-80 MsaCTO
napeHTepanH
39 39 |L01XC21 |Ramucirumab a dopwa mg 80000 7,76460 7.98175 7,76400
w0 | 40 |Lo1XE02 |Gefitinib repama | mg | 900000 | 0.06460 | 0.06456 | 0.06912 2'0"%2"1’6%“ 1'3%;"8’:3%“ 0.08000
s | 41 |Lo1XE03 |Erlotinib reopama | mg | 450000 | 0.03960 2'5%;"7’;‘3” 0.04710 1':%3':""’:;’2” 0.04800
- 2-po mMAcTo 1-BO MsACTO
42 LO1XEO4 repopana 180 000 .
42 Sunitinib copwa mg 6.06064 6.07013 6.06000
. 1-BO MSAICTO | 2-pO MSACTO
43 [LO1XE05 fopopaia 3225 600
43 Sorafenib bopa mg 0.28080 0,27821 0,27894 0.27916 0.28268
w | 44 |Lo1XEO7 |Lapatinib wopse | mg | 2100 000 2'0"‘; 0802 | 010829 | 0.11290 1'3‘; 0600 | 0-10948
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o | 45 |Loxes |Temsirolimus morwan | mg | as00 | 5270000 Vonosaer | e oea00”

4 | 46 [LOIXE10 |Everolimus/5mg, 10 mg/ |frora™ mg 54 000 1-:;;‘3;:)?0 9.00410 2-2;:9;23?0

a7 47 [LO1XE12 |Vandetanib o mg 324 000 2-:);:9;:)?0 1-133):81‘;0

s | 48 |LOTXE13 |Afatinib o mg 94080 2'521”47,?" 1-:;3?7T0 324942
49 49 [LO1XE15 |Vemurafenib o mg 3870720 1-:;(';21?0

50 | 50 |LO1XE23 |Dabrafenib mepana mg 648 000 1.23709 1-132;;3?0 2?;:5;:4?0 1.27780 125077
51 51 |LO1XE16 |Crizotinib o mg 900000 0.65300 2'822"8’;3"’ 1-::32”8;;;0

o | sz |Loxerr |Axitinib womna | g | 26880 | 25.32000 L iaire | 25 a3en

53 53 |LO1XE11 |Pazopanib o mg 4320 000 1-:;3’;,?0 2-8;:4712‘:;0 020655
s« | 54 |LO1XX17 |Topotecan Gopea | mg 600 1;?323330

55 55 |L01XX17 |Topotecan avoom | mg 1200 2-1’2-,?122330 1-1?8“;;;;0

o | 56 |Lotxoxs |irinotecan roemepant| ;g | 300000 | 0.28000 | 0.24550 | 0.26600 2'5,‘;1”7"2%” 1':3:21?0 0.22190
57 57 |LO1XX23 |Mitotane o mg | 2500000

ss | 58 |LO1XX41 |Eribulin aboma | mg 528 | 816.00000 13-132,;4510(120 23;?;,;;;4?

59 59 |LO1XX43 |Vismodegib o mg 352 800 1-2333"31?0

o | 60 |LO1XX44 |Aflibercept adopva | ™g 80000 1-2,07;46;:)%1-0 2-%‘,)7::;”

61 61 |L01XX46 |Olaparib/ caps./ o mg 1456 000 1-82:5;:)‘:;0 2-82:5;:)‘:;0
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1-BO MsACTO

62 62 |LO1XX46 |Olaparib/ tabl./ bopnn mg | 2184000 0,69679
63 | 63 |L02BB04 |Enzalutamide repoRania | mg | 2329600 zfgggﬂzi;m 1'1332"6"5%”
s+ | 64 [L02BX03 |Abiraterone acetate reopante | mg | 10 800 000 1':‘; 3"7"7‘;”
o5 65 |L03AAD2 Filgrastim napexTepant mg 300 1-BO MsCTO 2-po mAcTo
(30 MIU/0.5 ml) a thopwa 96,00000 107.20
. . 1-B0 mMsaCTO 2-po mMAcTo
66 |LO3AA13 naperTepan 1440 . .
66 Pegdfilgrastim a dopua mg 44,00000 66.10000 46,00000 59.32166
. . . 1-B0 mscTO 2-po msicTo
6 67 |LO3AA14 napenTepan 1440 . . .
7 Lipegfilgrastim e mg 188.00000 | 1oc cae7 | 18703333 | (56 97167 189.41853
68 68 |L03ABO04 |Interferon Alfa-2 a v MIU 7 200 1-52:6?1?0
Mycobacterium bovis 1-80 MACTO | 2-po MACTO
69 69 |L03AX03 i {[aponTepany 11 250 ) -
gﬁgiﬁacc“us Calmette 1s o i 3,22667 3,32756
70 70  |MO5BAO6 (lIbandronic acid rpoma ™| mg 3600
7| 71 |M05BAO8 |Zoledronic acid reporrepant | mg 12000 2'2;:;;%” 1':;;‘2"5%”
2 | 72 |M05BX04 |Denosumab/120 mg/ 1.7 ({5 | mg 108 000 2'532”0;8%” 1':; 2""5’:)‘:)”
73 | 73 |N02AAO1 |Morphine adooma | mg 600 000 1-:%;42;:3?0
74 74 |N02AAO1 |Morphine o mg 3600 000
niepopanta
thopwa- 2-po msicTo 1-80 MsaCTO
75  |NO2AA05 fied- 2400 000 .
75 Oxycodone modied mg 0,01190 0.01506 0,01188
tahlate/
o 2-po mMAcTo 1-BO MsACTO
7 76 |NO2AAO5 |Oxycodone bopwa mg 600000 | < )
lcapsules, 0,01560 0,01492
77| 77 |N02AA08 |Dehydrocodeine repoRania | mg | 4320000 1':%8‘7"2%”
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Oxycodone

hydrochloride/ Naloxone |nepoparnta 2-po msicTo | 1-BO MSICTO
7 4 . .
78 8  |NO2AA55 hydrochloride 10 |woowa mg 80000 0.05760 0,05660 0,05580 0.05760
mg/5 mg
Oxycodone
hydrochloride/ Naloxone |nepopanta 2-po mscTo 1-B0 mMsaACTO
79 79  [N02AA55 hydrochloride topns mg 600 000 0,05540 0.05660 0,05510 0.05760
20 mg/10 mg
2-po mMAcTo | 1-BO MACTO
nepoparnHa
80 80 |N02AX02 (Tramadol P mg | 4800000 0.0024 0.0024
Tramadol 75 mg+ nepopanta 2-po mAcTo 1-BO MsaCTO
1 |N02AX52 tabl. 24000
"l Paracetamol tbopwa 2 0,28100 0,26917
22 | 82 [NO2AB02 |Pethidine repererent | mg | 600 000 1':;1”6’;:)”
2-po msicTo 1-80 MsaCTO
83 83 [N02ABO03 |Fentanyl 50 mcg/h nnactup mcg/h 150 000 0,09440 0,09328
2-po mMAcTo 1-BO MsACTO
84 84 |N02AB03 |Fentanyl 75 mcg/h nnacTup mcg/h 225000 0,09600 0,09499
2-po msicTo 1-80 MsaCTO
NO02AB03 h 300 000
85 85 Fentanyl 100 mcg/h nnactup mcg/ 0,09576 0,09500
. 1-B0 mMsaACTO 2-po mMAcTo
86 86 |NO2AEO1 |Buprenorphine 35 mcg/h |nnactp mcg/h 42000 0.12800 0,12583 0,12691
Buprenorphine 52,5 1-80 MsaCTO 2-po msicTo
7 63000
87 8 NO2AEO1 mcglh nnactup mcg/h 0.12800 0,12579 0,12689
. 1-B0 mMsaACTO 2-po mMAcTo
88 88 |NO2AEO1 |Buprenorphine 70 mcg/h |nacmp mcg/h 84000 0.12740 0,12571 0,12691
s | 89 |NO2ABO3 |Fentanyl v | oo | sssos0 | 0.09350 2-po msicTo | 1-B0 MsACTO
Y suplingal ’ 0,09335 0,09327
Calcium folinate napeHTepant 1-B0 MsACTO | 2-po MsACTO
0| 90 VOSAFO3 145 mg/ mi 5 ml a opwa mg | 500000 0,11000 | 0,12000
Calcium folinate napesTepant 2-po mAcTo 1-B0 msicTo
1 |VO3AF03 500 000
e 3 10 mg/mi 10 ml a bopua mg 010800 | 0:12000 0,10200
@ | 92 |vosaFos |Calcium folinate repereRant | mg | 500 000

10 mg/ml 50 ml
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Calcium folinate

93 93  [VO3AF03 10 mg/ml 100ml avoom | mg 1200 000

o 94 |A04AAO1 | Ondansetron rboom | mg 120 000 2-83:2;'5?0 0.25000 1-:?1;1?0

95 95 |A04AA05 |Palonosetron et S'fion':"f 300

% | 96 |LO1XE21 |Regorafenib reopana | mg | 604800 | 1.43700 2'5’;;‘9’;“ 1'1'3;;‘8";1“ 1.44536
o | o7 |LoXE33 |Palbociclib o | mg | 472500 2';’;;":;%” 1.93851 | 1.93614 1"13;;"0%%“

08 98 |L01XC17 |Nivolumab aboom | mg 115200 1-2?3?323330

99 | 99 |LO1XE35 |Osimertinib o mg 291200 2'2;3",’;;” 1-:;;;:)6;0

100 | 100 |LO1XC32 |Alezolizumab aboom | mg 432000 1-233;”75;?0

101 | 101 |LO1XE36 |Alectinib o mg | 4032000 1-:2;3”51?0

102 | 102 [VO3AFO1 |Mesna avomm | mg 1200000 1-:$;IZZTO

100 103 ]LOTBCSS /TTriiSil::cdiilnszzo:gg o | tabl. 8000 2%?1?23? 1-7?022330 7594400
105 | 105 |LO1XE42 |Ribociclib reppana | g | 1965 600 0.42931 2'325”91%” 1':_‘:‘;"9"':0” 0.43533
105 | 106 |LO1XE25 |Trametinib repopana | g 4320 21'23,1”,':'2?; 140.16750 11'23,1”3"2?: 141.74450
107 | 107 |LO1XC28 |Durvalumab avoom | mg 53280 1-17)?823330

108 | 108 |LO1XE50 |Abemaciclib e mg 876000 1-:,07:9;:)?0

109 | 109 [LO1XE31 |Nindetanib repopamia | mg 864000 2'83;”3’;” 1':;;"3"5%” 0.38411
wo | 110 |Lotxees |Brigatinib o | mg | 131040 | 2.46500 o000 | asmse
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. . 1-BO MAICTO
LO1XE38 bimetinib repopana m 98280
Cobimet opwa 9 8,75320
2-po msicTo 1-80 MsaCTO
L01XC31 |Avelumab e m 38400
a copma 9 9,90990 9,90330
3abenexka:

1.0cbepupanunaT npoaykT no o6oco6eHa nosmuma Ne37 cnenBa Aa e npeAHa3Ha4eH 3a npunarade npu MKB -C-16;17;18;44

2.KoraTto 3a gafeH nekapcTBeH NPOAYKT ca PErMcTpUpaHu pasniuyHu KoONn4yecTBa Ha aKkTMBHOTO nekapcBeHo BelecTso B MJIC,

YYaCTHUKBT € ANbXeH Aa odepupa LieH! 3a BCAKO eAHO OT TAX.

3.3a o6ocob6eHa no3umums Ne 1 -1000 IU = 1 DDD. Y4yacTHUKBLT e cBo6oAeH Aa ocdepupa Erythropoietin (Epoetin alfa), Erythropoietin (Epoetin beta), Erythropoietin (Epoetin zeta)
4.3a o6ocobGeHa no3uuusa Ne 29 nekapcTeeHaTta chopma Aa 6bAae - napeHTepanHa hopmal/Solution for injection
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