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no wi.103, an.3 or 301

3a pesyarTarTuTe OT paboTaTa Ha KOMUCKUATA, Has3HAYeHa CBC SBaloBern W 154 ot
26.06.2020 romvuua Ha VYnopaeurens Ha “KOI-Byprac” EOQOI, 3a NOpoBexnaHe Ha
OTKpMTa Ipouenypa, C npeiMmMer: ,JocTaBka Ha JeKAapCTBEHM NPOIYKTH — ofupd M Ba
JIeYSHME HA OHKOJIOIMYHM BabonsiBanmsi, pasnpefeneHM B OBe obocobenmu nosurpm” .

llpouenypara e oTxpuTa C Pemenume N 15/19.05.2020 1., POOD N 977 866,
perucTpmuHaHa B AOIl mom N 00232-2020-0003, nyBiukyBaHo obaBJieHMe B POII N 977

868, nybamkyeano Ha 21.05.2020 r. M B OB Ha EC N 2020/S 099-239 963 ua
22.05.2020 .

1. CeCTaB Ha KOMUCHUATA:

llpencenaren: lapuHa CTOAHOBa - IJIaBHa MeOWLMHCKA CeCcTpa, ,KOI-Byprac” EOOI;
YneHoBe:

1. VWpuna TomopoBa - MarTMCTBP ¢apMalleBT, yOpaBUTes OOJHMUYHA anrTeka Ha KOIl-
Byprac;

2. Jeana IlleTpoBa - [paBoCnocoBeH opucT, no un.20, amn.4, 7.3 or 30I;

3. MunHxo KoeB - rynaBeH excnept, IOupexuma “3CIC”, OBmuHa Byprac, no uu.20,
an.4, 7.3 or 30I;

4. Jmana ABmxveBa - HadajgHuk ormern ,IIKMAY, P3U-Byprac, no un.20, an.4, 7.3
oT 30II.

2. YuacTHUIM B OpolLelypaTa, NOoNalM OHAaKOBKM C NOKYMEHTHM 3a ydacTue, ca:

,MAPMUT KOHAWTE[” EOOL Bx.l 01/16.06.

v, - 12:30 u.
»AJITA OAPMACIOTUKEBIIC” EOO] Bx.N 02/24.07. T. - 09:40 u,
LMEIEKC” 001 - | Bx.Wm 03/24.07. T. - 09:45 u,
,OAPKON” ATl - ~ Bx.MW 04/24.07.] . - 11:45 u.
| POl BLATAPVA” EOOL Bx.W 05/25.07.| 200 [p. - 09:43 u. |
,®bOHUKC OAPMA” EOOI Bx.M 06/25.07. r. - 10:20 u.
,TOI XOCMNTAJL CBHPBUAC” AL Bx.W 07/25.07. v, - 11:49 u.
. CO®APMA TPEVIIMHT” AL - Bx.N 08/25.07. r. - 11:51 u.
,1TPO_®APMALIMA” EOOL Bx.N 09/25.07. r. - 11:58 u.
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3.

KnacupaneTo Ha ydYaCTHULKUTE,

,Hall-HMYCKa NOpelJioxeHa lieHa" e,

CHODPa3HO WK3OPaAHMA OT
KaKTO CJenBa:

BesnoxuTensa KpuTepui

on
n HaumeHosaHue Mepso mMsacmo Bmopo macmo
Of1 Ne 1 - UUTOCTATULM : :
| 11| LO1XE38 [Cobimetinib POW BBAMAPYIS X
1.2 LOIXE25 | Trametinib _  ObOHUKC ANTA ®APMACIOTUKBIIC
1.3| LO1XE42 |Ribociclib ®BOHUKC CO®APMA
14| LO1XC31 |Avelumab MEAEKC PbOHUKC
1.5| L0O1XC28 |Durvalumab CO®APMA X
| 1.6| LO1DBO1 | Doxorubicin hydrochloride AITTA ®APMACIOTUKBIC TOM XOCMUTAN
1.7| LO1DCO3 | Mitomycin X X |
Of1 Ne 2 - ME[JUKAMEHTY OBLLN - | :
2.1 A02BA02 |Ranitidine X X
22| A03BAOT |Atropine CO®APMA =
2.3| A03BBO1 |Butylscopolamine CO®APMA X
24| AO3FAODT | Metoclopramide MEJEKC CO®APMA
25| AOBADGS MambgoLcombMaﬂoné CO®APMA ObOHUKC
2.6 A10ABO1 _msmn1Human CO®APMA X
2.7 A1dA§61 méamﬂHuman X N X
28| A16AA02 | Ademetionine ) CO®APMA ®LOHIIKC
2.9| BO1ABO5 |Enoxaparin sodium - ®bOHIKC COGAPMA
2.10| BO1AB12 |Bemiparin sodium ) CO®APMA X
2141 | C01BD0O1 |Amiodarone CO®APMA ObOHUKC
212 CO1DA02 | Glyceryl trinitrate ®LOHUKC X -
2.13| CO2ACO1 | Clonidine CO®APMA X
| 2.14| JO1DDO1 | Cefotaxime [  ObOHVIKC X
25| J01DD02 | Ceftazidime  MEZEKC ObOHUKC
216 | JOTMAO2 | Ciprofloxacin ®bOHUKC X
2.17| JosBAo2 |/mmunoglobuline, normal CO®APMA x -
human for intravascular adm.
218 | MO3ACO04 | Atracurium X X
| 219 | MO3ACO4 | Atracurium X X
2.20__NOJAO1 C.h.lorprornazine CODAPMA X ol
2.21| NOBDAO4 | Galantamine COGAPMA X
2.22| RO3DA05 | Aminophyline  CO®APMA X
2.23| RO5CB02 | Bromhexine ] " COGAPMA X
2.24| ROBACO3 Chkxobwanﬂne CO®APMA X
| 2.25| VO08ABO2 | lohexol X X
12.26| VO8ABO4 | lopamidol MEAEKC ®APKON
2.27 | V08AB04 |lopamidol MEJEKC GAPKON
_iéET_TE%KEBB lopromide MAPMUT IOHANTEL ;X
229 VOBAB10 |lomeprol ®APKON X _
2.30| VOSAB10 |lomeprol oAPKON X =]
2.31| VOBCA09 | Gadobutrol ~ MAPMUT tOHAVTEZ X

Kommcuysara npemjara
BCAKAa OTHEJHa HOMEeHKIATypa JeKapCcTBeH nponykT (JIII)
Ha ofuecTBeHaTa MNOPDBYKA,

Ne 1

n O N

2 o

rpenoMeTa

Ha Bw3joxuTend,

KJIACUPAHMTE Ha OBPBO MACTO YUYaCTHULM 33
orT obocobeHa nozuumsa (Oll)
na owbmaT

onpeneJyIeHNM 3a

UBNBIHNTEIW M C TAX Oa ObOaT CKJIKYEeHU IIOTOBOPKM 3a MINBJIHEHMe Ha IIopkUKaTa.



4. KommcuATa npennara Ha Be3JIOXUTeNs na [IPEKPATHU npouenypara.

4.{. no pena Ha wi.110, an.1l, 7.1 oT 30I, =a cienuuTe JII:
e | ATC s R Nekapraens Gopua e e e || B S
1.7 LO1DCO3 | Mitomycin napeHrepanHa dopma mg 16 250
21 A02BAO2 | Ranitidine solution for injection 50mg 2000
2.7 A10ABO1 Insulin Human suspention injection 300Ul 30
2.18| MO3AC04 | Atracurium solution injection 10mg/ml - 2,5ml 300
2.19| MO3AC04 | Atracurium solution injection 10mg/ml - 5ml 800

MOTMBM: 3a UMTUPAHUTE HOMeHkjgaTypu JIII, B CpoKka, onpenejied 0T DBbaaoxuTe)ns,
HAMa nolaneHa HMTO elHa odeprTa.

4.2. no pema Ha un.110, am.l, T.2 or B0, =a crnenumure JII u OI:
[

| AN HNe ATC MexayHapoaHo HeNaTeHTHO
| HanmeHosarue /INN/

Konudectso Ha aTueHoTo MPOrHO3HU KOAMYECTBE B
NeKapCTBEHO BEWECTBO (MApKa) nocodeHaTa Mapka

|2.25 V0O8ABO2 lohexol solution for injection 350mg /ml-100ml 200

lNekapcteeHa dopma

MOTUBHM: 3a uurupanusa JIII uMa nomameHa caMmo enHa odepTa M TS He OTIroBapsa Ha
YCJoBMATa  3a Inpencraedne, BRIKNUMTENHO 3a ¢QopMa, HaYMH U CPOK, WM e
HEelonxondua .

5. lpennoxeHue 3a OTCTPAHABAHE Ha y4dYacTHUUU M MOTUBM:

5.1. Kommcudara npenjiara y4aCTHUKEDT +MEIEKCY OO, nomaJj IOOKYMEHTH 3a
ydacrne B HOpolenypaTa Ba JII N 2.29 u JII N 2.30, pa 6mge oOTCTpaHeEH OT
ydacTue B npouegypaTa, Ha OoCHopaHme un.l1l07,T.5 or 30I.

MOTHBHA :

3a odepupanuTe JII N 2.29 u W 2.30 y4aCTHUKBT He € NPEACTABUI UBUCKYEMUTE OT
BranoxuTensa JHeknapauur-cBoBoOeH TeKCT oT npoussoguTens/lIPY UM OT Heros
opuuMasieH npeagcTaruTes 3a PB.

3 moxyMmMeHTauusiTa no npouenypaTa € BIMCAHO CJIeOHOTO MBMCKRBAaHE:

w3a_ Ol W2 - YuacThuk, odepupaw JII or N2.25 mo M2.31 BRIIOUMTENHO, B CJyYar de He e
Npoms3BonMTesl, CJedpa Ha NPpeOCTaBM KBM TeXHUUCCKOTO CKM OpejuioxeHue u JEKJIAPALMA-
cBoboneH TEeKCT OT npomzaBoOmnTesid M o7 IIPY wmiam oT HeroB O(i)I/ILLT/IaJ'[eH npegcrasmresl 34
Bwirapud (HAxoe OT JmuaTa O Wi.26,ai.l/an.2 ot 3JI0XM), ue KoJMUeCTBaTa JIEKapCTBEHU

MPOAYKTM, M3MCKyeMM Mo creumduxaumsa, uwe OBOaT OCUTYPEHM 3a CpOKa Ha MW3I'bJIHEeHMe Ha
nopweuxkara. ‘.

B TeXHV/YECKOTO MNpemIoXeHue B3a BCAKa eOHa OT OBeTe HOoMeHkjaTypu JIII N 2.29 u
N 2.30 He ce CBOBPXKAT BCUUKM  HEOOXOOUMMU HOKXM@HTM, U3UKCKYyEeMM OT
Be3JoxuTesNnsa.

Komucuara cumnra, ue Taka U3TOTBEHMN, OKOMIIJIEKTOBAaHU n npencTaBeHM,
NpennoXeHnaATa Ha ydacTHMKAa 3a nocodenure JIII or OI N 2 He oTroBapsAT Ha
MBMCKBaHMATa Ha Bpanoxuresnda, 3a o0QOopMsHe W I[IpefCcTaBsHe Ha TeXHUYEeCKUTe
IpeIOXREHNA Ha YydYaCcTHMLMTE, T.€. He OTIOBapAT Ha YCIOBMATA Ba OPEeNCTaBsIHE
Ha odpepruTe.

5.2. KXommcuaTa npemjara  yd4acTHuMK®T ,,COPAPMA TPEMIOMHI” ANl, nonman
HOKYyMeHTM 3a ydacTme B Ipouenypata 3a JII N 2.16, pna 6Bge OTCTpaHEH OT
ydJacTue B OpolnengypaTa, Ha ocHoBaHue un.107, —m.2, 6,%a"“ or 3OII.



MOTHBHA :

YJacTUKBT € NPemJIOXUJI Ha M3IBJIHM OOoCTaBkaTa Ha JI N 2.16 c JI - OUITPMHOJI,
76.500Mr x 10 or NPY - KRKA, d.d., CrnoBedus.
lMpennoxenusT JIII e »Balnuen B IJIC-Ilpunoxexnue 2, T.€ He e UBIBIHEHO

MBMUCKBAHETO Ha Bb3JIOXUTeJssI, BIOMCaHO B OO4SRBRJCHMETO =3a nopeyYkKaTa B Pasnen
Tperu, T.I1I1.2.2)-YcnoBus =a MINbAHEHMUe HAa IopBUYKaATa M B HOKYMEHTaLUSATa [10
npouenypara: ,llpemnoxeHuTre JII na durypupar B IIOSUTUBHMUA JIEKAPCTBEH CIUCHK —
lpunoxenue 2, akTyaneH keM 17.06,2020 p.v

Kommcusara cumMTa, uYe YYACTHUKBT € MOpeACTaBUI odpepTa, KOATO He OTTOBapsa Ha
NpenBaprMTesHO OOABEHMTE YCJOBMA 3a UBILIHEHUE Ha INOopbhYKaTa.

5.3. KommcuaTa mnpemnara odepTHMTe Ha YUACTHUKA »I1PO ®APMAIIMAY EOOI =a
JII. ¢ N 2.25, na Obme OTCTpaHeH OT yuacTHe B opouenypara, Ha OCHOBaHME
un.107, w.5 or B30I,
MOTHBHA:
KeM npenyioxeHmMeTo Ha yYACTHMKE Ba MBIBJIHeHue Ha JIO N 2.25 JIMIICEA
fipencTaBeHa wM3UCKyeMaTa OT Bb3anoxurTensa Jexjapaumss oT I[PY wuaM Heros
opuuMalleH NpencraBuTes 3a PB Ha 6BAr3PCKM esHK.
YJacTHMKBT € [OpelCTaBM)I BaBEPEeHO OT Hero KOIMe Ha NOKYMEHT Ha aHTIMHACKM
€3MK. B TO3M HOKYMEHT eIMHCTBEHMAT BIMCAH TEKCT Ha OLITapCKM e€3MK YKasBa,
Ue NOKYMEeHTBT € M3HOaleH 33 HacTodllaTa [OpPhUKa.
B Paspmen 4 - YkaszaHusa 3a MITOTBSAHE Ha obepraTta, T.7. oT JOKyMeHTaLUMUSATa MO
npouenypara BB3JOXMTENAT € BOMCAJl CJIEOHOTO W3UCKBAHE KBM NPeINCTAaBSHETO Ha
opeprure: ,...JOKyMEHTHTe B odpepTaTa ma ce NPeICTABAT KATO OPUTUHAIU WU
3aBEpEeHN OT YUACTHMKA KONMA(aKO He e IOCOYEeHO MOpYyTo M3MCKBaHe), Ha
OBIrapCcKkM €3UK U B NIpeBom. ".
KoMmmcusaTa cumrTa, ye  Taka M3TOTBEHO, OKOMIUIEKTOBAHO M  [OPEICTAaBEHO,
NpenJoXeHMeTo Ha Yy4YaCTHMKa 3a usNeIHeHMe Ha JII N 2.25 He oTroaps Ha
MBMCKBAHUATA Ha BbB3jJ0XuUTeNA, 3a oOopMAHE U NPElNCTaBAHE Ha TeXHUUYECKUTE

NpelUIOXeHNA Ha ydYacTHMUMTE, T.e. He OTIOBApAT Ha YCIOBMATA Ba OpelNcTaBdHe
Ha odepTuTe.

5.4. KommcuaTa nOpemnara ydYacTHUKEBT ,$bOHMKC $APMA™ EQOOJL, unogman
OOKYMEHTM 3a VyudacTue B npoueaypara Ba JII N 2.4, na OBOe OTCTpaHeH oOT
ydacTue B [polelypaTa, Ha OCHoBaHMe un.l1l07, v.2, 6,“a“ or 30I.

MOTHBIH :

B OGsaBiieHMeTO 3a OTKPMBAHE Ha [poLelypaTa M B NOKYMEHTALMATA Bb3JIOXUTEJAT e
nocowmn: ,He ce gonycka HamMuMeTo Ha TIPellka - TEeXHUYECKA, CyMapHa, B
LLEHOBOTO INPEeNNIOKEHME Ha ydacTHHuUMTE.“.

Sa JIH N 2.4 y4aCTHUKBT € NPeNCTAaBUIll CJeLHOTO LEHORBO [npenjgoxeHue :

- Cpoxk
- =1

mn TekapcTa KZ:M':::(:a l'l;;::io npg,:.;a?a I'IpvnT‘emaTen‘ Ha Ha Eﬁv;::!g{a Lena 3a

ATC INN eHa Tbproecko HaUMeHOBaHMe i paspelLeHneTo 3a rofiK.ot anaxkoBka c
HNa dopma nekapcTe B- | Konuue Hata yanpeGa nPY -8 nocoyaHaTa S

80 (MApka) cTea GriakoBKa ronuHN Mapka ¢ A0C
2 |3 4 | s 6 ] 7 8 9 0 1 12
.| solution Degan, Solution for Lek p
24 A031FA0 g/leetoclopraml for 10mg 3000 | injection,10 mg /2 ml, 25 Pharmaceuticals 5 0,76 19,25
) injection ) mg, Pack; 25 d.d., CnoseHua )

BunHo o7 MapKUPaHUTE KOJIOHM, IIpHu npenjoXxeHa OT Yy4WYaCTHUMKA eIMHUMUHa LeHa B
kojioHa 11 or 0,76 mB., npu 25 Oposa B eIHa ONaKOBKa, LeHATa 3a OMNAaKOBKa C

HNIOC Bu crenBano, NO M3UMCIEHMS HA KOMUCHSATA, Ia ObIe 19,00 =n=B.

KommcuaTa cumTa, 4Ye NOpu nocodsaHeTo Ha leHa 3a onakoska c OIOC or 19,25 zB.
3a JIII HN 2.4, y4acTHUKBT € OOoNyCHaJ rpemka.

KommcuaTa cunTa, Ue YUYaCTHUKET € MPefCTaBUJI LeHOBO [OpemjoxeHue =a JII HN

2.4., KOEeTOo He oTropap4d Ha NpenBapnUTesIHO obgBEeHUTE VBUCKRAHUS Ha
Be3noxmuresis.



6. B HacrodmaTra npouenypa OT yUYaCTHUUMTE HEe ca M3UCKBAHM U He Ca
nperncraBAaHM MOCTPMU.

CbC CcbCcTaBAHeTO Ha HacToAmusa JOKJIAI, CbBINACHO MBMCKBAHUSTA HAE un.103,
an.3 M 0o pema Ha ui.60 otr IMI30II, KOMMCHATa, Ha3HAaUYeHa CBC 3anosen N 154 ot
26.06.2020 rommHa, 3a NpoBexmaHe Ha OTKPUTA nopouenypa, ¢ npeaMetr: ,JocrasBka
Ha JneKapCTBEeHM NPOAYKTM — of6UM M Ba JIeYeHMEe Ha OHKOJOIMYHM sabonaBanus,
pasnpegpeneHn B OBe obocobeHm mnosuumm’ NPUKIINGM CBOSATA patora B onpeneleHuUs
OT BB3JIOXUTENA CpPOK.

Ha ocuoBanue wi.106, an.l or 30 HacTOAmMAT IOKJIAL Ce npencrarsa Ha
Bwanoxmrensa 3a  yrTebpxmaBaHe Ha 27.07.2020 rTomuHa, BeOHO ¢ usjara
HOKYMEHTAUMS M BCUYKM NOKYMEHTM, CBCTaBeHM B xO0Ia Ha patoTaTa Ha KOMMCHATA
- nporokosam NN 1,2,3,4 or sacepmaHusaTa u, Tabamua N 1 u VHIOINBUIYAJIHUTE JIUCTU
OT NpoBeIeH XpeOuil.

Komucus:
[lpencenaTer: 3AJIMYEHA I.CTosHOBa /
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