[IPOTOKOJ N 2

Hiec, 13.07.2020 rommHa, B 09:00 uyaca, or 09:00 uyaca, B KabDMHeTa Ha
ulapraTa MeIMIMHCKa cecrpa Ha ,KOI-Byprac” EOOI, Ha ampec Tp. Byprac,
Byai.”"Cregpar Crambosos” N 73, B XupyprIuueHd Kopnyc Ha MBAJI-Byprac Al, er.7,
KOMUCHUSI B CHCTAB:

[lpencenarTesn: HapuHa CTosaHOBA = TJlaBHA MeOULIMHCKA cecrTpa, , KOII-
Byprac”EOO[;

YJIeHORE :

1. Mpuna TomopoBa - MarucTwbp-dapmalerRT, ynpasutTesn ©OolHuuyHa anrexa, ,KOI-
Byprac”EOOH;

2. Jeana IlerpoBa - nparocnocobeH wpuct, no uwi.20, amn.4, 7.3 or 30I;

3. Munko KoeB - rmJiaBeH ekcnepT, Huperumuda “3CIC” - OBumHa Byprac no 4,20,
an.4, 7.3 or 30II;

4. Iwmana ABIXMeBa - HaYaJHMK oTnes, P3U Byprac, no un.20, an.4, T.3 oT
3011,

B M3II'BJIHEHME Ha 3aloBen N 154 or 26.06.2020 rTommHa Ha YOpasuTessd Ha

YKo -byprac” EOQJ, ce cwbpa na ma OponelkM cBodra padoTa [0 pasniexiaHe,
OLEeHABAHE M KJacupaHe Ha HDOCTBIOUIMTE OodepTH =Ra ydacTue B  QOTKPUTA
npouenypa 3a Bb3JjlaraHe Ha ofbmecTBeHa MNopbYka, C OpenMmeTr: ,Jocrarka Ha
JIeKAPCTEBEHM OPOAYKTM — ofiM M B5Ba JedeHWe HA OHKOJOTUUHM S3aBoNsiBaHMs,
paznpegeneHu B OBe obocoBeHm noswuma’ .

lIpouenypara e perucrpupaHa B AOIl noxm W 00232-2020-0003, u e

oTkpyTa ¢ Peumenme N 15/19.05.2020 1., nybuukyesaHo B POIl ¢ N 977 866 ua
21.05.2020 .,
- Ob6saByienue — B PO N 977 868, nybnukyraHo Ha 21.05.2020 r. m B OB Ha EC
Ne 2020/3 099-239 963 ma 22.05.2020 1.

HpeﬂcenaTeﬂHT Ha KOMHMCHATaA OPpOBepM CbCTAaBa HA HNpuchCcTBalMTe M CJel KaTo
YCTaHOBV, He TPpUCBHCTBAT BCUYUKM UWIEHOBE Ha KOMMCUATa, OTKPU 3aceldaHMueTo,.

Ha neprOTO CM BacepgaHMe, KOMUCKMATA KOHCTaTupa, 4Ye ydacTHuuure ,MAPMUT
OHAWUTED” EOOQL; ,MEIEKC" 00I; ,TOI XOCIUTAN CBLPBUCY™ ANl wu ,ITIPO ©OPMAUMAY
LGOI crnmenmsa Oa OpencTarAaT OONBJIHUTENHM HOOKYMEHTH, IIOOPODHO ONUCAHU B
llporokosm N 1 or 26.06.2020 1., kOoMTO Oeme UINPATEH HA BCUUKM YUYACTHULIM WU
nyodamukyeaH B Ipodmuna Ha Kynysada Ha Bezjoxurens Ha 03.07.2020 r». Ha
ocHoBaHMe U B cpoka no un.54, an.9 ot TII30I, Ha ydYacTHuUMTe Oeme mpageHa
BE3MOXHOCT Ha TPEeICcTaBAT Ha KOMUCHUATaA HOB EEION u/uim OpyrM IOOKYMEHTH,
KOUTO CBIBPXAT MNpoMeHeHa u/uilM IOonbJHeHa MHOOPMALIMS .

Komucugagra paszmiexina OONBJIHMTEJIHO IIpelncTraBeHMTe OoT YUaCTHUUIMTE HOOKYMEeHTH,
o pella Ha IOCT'BRIIBaAHeTO MM TpU Bw3jioxuTes s .

1. C nmcMo Bx.N 294 or 06.07.2020 1., nomameHO B I[IpedBMIEHMS OT 3aKOHAE
CpOK, ydacTeHukbsT ,I0PO SAPMAIMA” EOOIL rpencTaBsa HoBa [ekjapauusa obp.4, cC
KOETO OTCTPaHsBa HECHLOTBECTBMETO, KOHCTATUPaAHO OT KOMUCHATA Ha NBPBOTO WU
3acenanve. llpu M3BBPlleHaTa INPOBEPKa, KOMUCHATA YCTAHOBM: NPedCTaBEHUAT OT
yuyacTHUKA OOKYMeH™T e MU3TOTBEH B CBOTEBETCTBUE C MBUCKBaHuUATAa Ha
Boziioxuresis. lIlpencraBeHUTe HOOKYMEHTM 3a ydacTue B IpolenypaTa ca odopMeHYU
HaIJIeXxHO, OeKjJapmupaHu ca KOPeKTHO JIMIcaTa Ha OCHORBaAHMS 3a OTCTpaHsABaHEe U
C'BOTBETCTIBME C KpuTepumuTe 3a noabop. llperncrareHaTa MHQOPMaUMs € II'BJIHa U
Y49aCTHMKBT OTIOBapsg Ha KpUTepuuTe =3a nombop M M3MCKBaHUATA 3a JMUHO
CBCTOAHME, IIOCTaBE€HM OT BeaiIoxmuTesnsa.



Komucusira gonycka opeprara Ha ,IIPO SAPMAIIMA” EOON o claejBaumMss eTarl oOT
npoueaypara 3a JiII W 2.25.

2. C nucmo BxXx.N 296 or 07.07.2020 1., nomaleHO B HOPeIBUIOEHUS OT SBaKOHA
Cpok, ydacTHukeT ,TOI XOCIMUTAJN CBPBUC” AJIl npencTaBsa HOB eEEIOIL.
llpn  usBBpmWeHaTa MOpPOBEpPKA, KOMMCHUATE YyCTAHOBU: HOBONPENCTABEHUAT OT

ydacrTHyka eEEIOCIl e M3TOTBeH B CBHOTBETCTBME C MIUCKBAHUATA Ha Bb3JOXUTENd,
OEeKJIaprpaHu ca HaOJIEXHO JurcarTa Ha OCHOBAHUS 3a OTCTpPAaHABaHE u
ChOTBETCTBME C KpUTepumuTe 3a NoadOop. llpencraBeHaTa MHOOPMALMSA € MOIBJIHA U
YHACTHMKBT OTI'OBaps Ha KpurepumTe 3a [OOonOOp U UMBMCKBAHMATA 34 JUYUHO
ChCTOSHME, [IOCTaABEHM OT BB3JIOXUTEII.

Kommcuara ponycka obdpeprure Ha ,TOI XOCIUTAJ CBPBUC” AL mo clemBamusi eTarn
oT mnpouenypaTra sa JII NN 1.2; 1.3; 1.6.

3. C nucmo Bx.N 297 om 07.07.2020 1., [nomameHo B NPEeOBUIOCHMA OT =BaKOHa
CpoK, y4dacTrukbT ,MEJIEKC” OOH npencrassa HOB eEENOIl um Hekjapaumsa odp.4 oT
IOOKyMeHTaluaTa [0 npouenypara.

llpr wu3BBpUWeHaTa IPOBEpPKa, KOMMCHATA YCTAHOBU: HOBONPEOCTABEHUST OT
ydacTHuka eREINOI e M3rOoTBEeH B CBOTEETCTBME C USKUCKBAHUMATA Ha BL3loxmuTesns.
C Homara [exjapaunsa obp.4 ce OTCTPaHSABaA HECHBOTBECTBMETO, KOHCTATUPAHO OT
KOMMCUSATA Ha NBPBOTO U 3acepgaHue. KommucusaTa cCcuuMTa, dYe 34 YUYACTHUKAE
~Menekc™ OOl ca nmexjapupaHM HaLJIEXHO JMUICATA HA OCHOBAHMA 3a OTCTpaHABaHEe
M ChOTBETCTBME C KpuTepumTe 3a nondop. IllperncrapeHaTa MHOOPMaAUUSg € IIBIHA U
YYACTHUKBT OTIOBapd Ha KpUTepuuTe 3a [0oaodop WM M3MCKBAHUATA 3a JUYHO
CLCTOSIHME, I[NOCTABEHU OT BBIIIOXUTEIS.

Komucusara Jonycka obepTuTe Ha +MEIOEKC" oo ;o cyenpaumMa  erar ovT
opouenypaTra 3a JIII NNe 1.4; 1.6; 2.4; 2.15.; 2.26; 2.27; 2.29; 2.30.

4. C mucmo Bx.N 298 om 07.07.2020 1., nomameHo B IIpPelBUIOSHMSA OT SaKOHa
CpoOK, ydYacTHuksT ,MAPMAT DHAﬁTEn" EOOL npencrapa HoBa Jdexijapaumusa odp.4 wu
HOB ONMC Ha HOOKYMEHTUTEe, CBhbIbpXallM ce B odeprara.

Ipn W3BBLPIEHATA NpoBepkKa, KOMUCUATE YCTAHOBU: HOBOINpeINCTaBeHaTa oT
yuyacTHuka exknapaums o6p.4 e M3TOTBEeHAa B CHOTBETCTBME C UWBMCKBAHMATA Ha
BouanoxuTessa. ONMCBT Ha IpelcTaBeHMTe IOKYMEHTM CHhOTBECTEA Ha CbLIBPKAHUETO
Ha OIakKoBKaTa Ha YyYacCTHMKAE. KoMUCHMATa cuuTa, UYe YUACTHUKBT € IekJapupan
HaJIeXHO JIMIICATa Ha OCHOBAHMSA 3da OTCTPAaHABAHE M CLOTBETCTBUE C KPUTEPUNTE
3a nomdop. IllpencraseHaTa uHGoOpMauMs e II'bJlHA M YYACTHUMKBT OTDOBapd Ha
KpUuTepunTe Ba NoIO0p M UBUCKBAHMUATA 3a JWYHO ChCTOAHME, I[IOCTABEHU OT
Be3JioxmuTe1q.

KoMucussra ponyckxa odeprara Ha ,MAPMUT DHAﬁTEH” EOCOI no npo cruenBaumMsi eTart
oT npouenypaTa Ba JIII NN 2.28 u 2.31.

Kommcuara OpUCTEOM KBM pasTiexiaHe Ha  TexXHUUYECKUTEe [IPemJOXeHUud 33
MBIBJIHEHME  Ha  [IOpbhYKaTa Ha  ydacTHULKTE, OOMyCHATKM OO  yuyacTue B
npouenypara.

Paszrjexna ce CHLOTBETCTBMETO UMM C I[IOCTABEHUTE MBUCKBAHMA Ha BBRIIOKUMTENA 348
M3N'BJIHEBME Ha IophUKaTa, 10 pella Ha [NOCTHIBAHETO Ha ObepTruTe MM.

1. ,MAPMUT IOHAMTEXL” EOOH - odepra Bx. N 01/16.06.2020 1., 12:30 uaca
YYaCcTHUKDBT NpemjiaTa NOCTaBKa Ha

| KU_I'I_VIHSC‘;';;-HB - MporHoax Bpoit & NpuTexaten Ha Cpok Ha
nn ATC INN Nexapcteena aTMEHATO " THProscko HauMeHoBaHWe npeanaraHa | paapelueHveTo 3a roeAHacr of
H Ne opma NeKapcTeEHO KOMUYEeCTR A ynoTpeBa NPy -8
BELIECTRO (MspKa) a rognHu
| 2 B 3 [ I T ) I T 1 I __ q 10
. solution for | 769mg/ml - Banep Al 3
o X 10 '
2.28 | VOBABOS Iopromﬁi_m inject/ infus 100m| 50(_)__ N _}/nTpaBVI_CT . lepmakvs TOAUHK
Solution for immol/ml - Banep Al 3
I a 1 )
231 \/OBCA(.J9. Gadobutrol injection ~ 75ml 3(_)_0_ | “I—_a_,EEﬂ? ] | mim lepmanus roAnHU




YHaCTHUKBT [Opejjlara CPOKOBE 3a M3IIbJIHEHUE Ha MMOPBYKATA:

- PV [NepUOdMYHM JOCTaBKM - OO0 3 (1pu) paboTHM OHUM OT [OJABAHE HA
B3asgBKaTA,

- [pM BB3HUKHAJA HeOOXOOMMOCT M3BBH CPOKA Ha [NEePUOOMUHMTE HOCTAaBKU 2 (OBa)
paboTHM IOHU .

llpenynara sBadgBkuUTe Jj1a ce nopaBaT Ha @Qaxkc 02/862 31 16 unm Ha e-mail:
marmit united@abv.bg ; office@marmitunited.com.

[lpenyoxeHVgTa 3a M3INBJIHEHME Ha nopwr4YkKaTa ca OKOMIUJIEKTOEBAHM C UIUCKYyeMUTe
OT BB3JOXKUTENA OOKYMEHTU.

Komucuara cuura, de odepTuUTe Ha YyYacCcTHMKA OTTOBAPAT Ha MBUCKBAHMATA Ha
Beanoxuresnd u JOINYCKA cCcbuMTe IO OLeHABaHe U KJjaacupane =a JIII N 2.28 wu
N2 .31,

2. AJTA $APMACIOTHKGEIIC” EOOI - obepTa Bx.N 02/24.06.20201., 09:40 u.
YUacTHMKBT Ipenjara OOCTaBKa Ha

AH;T-OM_O—_- Me)KJJyHap;)[JHO [ . I'l Cpok Ha
nn HenaTenTHo NPOrHoaHo Towproecko Npurexarten Ha paspeleHneTo 3a roAHoCT
HNe Tepane/[;T_th/e HauMmeHosaHue Nexapcraena dopma Mspxa KONU4ECTBO HaWMeHoBaHWe ynotpeta ot MPY B

H KOA JINN/ rogviHv
F I “ 5 6 7 8 § = 10
. - Novartis Europharm Limited,
1.2 | LOTXE25 | Trametinib ) nepopanHa gopma mg 7 200 Mekinist Vpnanaus 2
1.3 | LO1XE42 | Ribociclib nepopanta dopma | mg 2 835 000 Kisqali ROV E”mpharm sc 3
) pnaHaus
. powder, dispersion
16 | LO1DBO1 DL and concentr for mg 3750 Myocet Teva B.V., Hugepnanaus 145
hydrochloride - ; )
| disp for infusion -

YUYaCTHUKDLT rnpenjara CpOKOBe 3a M3II'BJIHEHME Ha DNopbukaTa.

- OPpY ITepUOoOIMUYHM nocTarku — 10 pa@OTHM OHM OT INogaBaHe Ha B3afdBKaTa,

- [IpM BB3HMKHAJA HeOoOXOOUMMOCT WM3BBH CpOKa Ha IIepuMOoIM4YHMTE IOOCTAaBKU -— 5
pa@OTHM IAHVM OT IIoIDapaHe Ha B3asBKaTa.

[lpennara 3sagBkuUTe Oa Cce nomasaT Ha ¢axkc 02/953 26 22 waum e-maill:
zopCaltaph.eu

Kommcusita cumra, ue odpeprure Ha ydacCTHMKA OTIORAPAT Ha MBUCKBAHMATA Ha
Beanoxurena n JOIIVCKA cbuMTe 1O OLEHSBRaHe U KJacupaHe 3a JIIT NN 1.2; 1.3 wu
1.6.

3. ,MEJIEKCY“ 0OOI, odepra Bx.W 03/24.06.2020 1., 09:45 uyaca - Y4UYaCTHUKDBT
npenjara nocTaBKa Ha
3.1. JII or OII W 1, KakKTO CJensa:

a
lperioss MpuTexaren Ha Cpo
nn o . " roAHoOCT
ATC INN NekapcTeena dopma MAPKa [ BPrOBCKO HENMBHOBAHWE paspeleHueTo aa
HNe | KOMWuecTa ot [1PY - B
ynotpeba
o] roaviHu

il 2 E 4 5 5 - 7 8 10

Bavencio, Concentrate for | Merck Europe
14 | LO1XC31 | Avelumab napexTepania mg 25 000 | solution for infusion, 20 B.V, 2

popma mg/ml - 10 ml, -, Pack: 1 vial | Huaepnanans

"béwden Myocet, Powder, dispersion
Doxorubicin dispersion and and solvent for concentrate | Teva B.V.,
16 (L-0iIPBY hydrochloride | concentr for disp | M9 3750 for dispersion for infusion, Huaepnanama B
for infusion 50, mg, Pack: 2

YyacTHUKBT IIpenjara CpoKOoBe 3a M3MN'BJIHEeHMEe Ha HopbukaTa 3a JIII oT O W 1:

- Npu HOepuoOuuHy rgocrapku - no 10 (meceT) paboTHM OHM OT IIOJaBaHe Ha
zasdaBKaTa,
- [PV BB3IHUKHAJA HeoOXOOMMOCT M3BBH CpPOKa Ha OEepUOOUUYHUTE OOCTaBKM - OO

5(ner) pa®OTHM OHU.




llpemara saapxure Ha ce nonaesaT odaxc 02 405 18 99 wumm Ha e-mail:
officelmedex.bg

Kommcusita cumra, dYe odpepTuTe Ha ydacrTHuka ,MEIEKCY OO oTroBapgT Ha
UBUCKBaHUATa Ha Bbanoxmurens um JOINYCKA couuTe 100 OLEHSBaHe U KiacupasHe 3a
JIT N 1.4 u N 1.6.

3.2. JIII or OIl b 2, KaAKTO CJernsa:

Konwnyectso Ha I'IporH-oaH Bpoti B MpuTexaren Ha Cpok Ha
}?EE ATC INN ﬂegggﬂsﬁeHa n:;:;;?;o Konml:ecm TLproBcks HauMeHoBaHWE np eﬁgara paapeLUeHMGSTO aa roﬁ;c;,c?g
BELLECTBO {MApKa) a onakoeka ynarpeda roanHn
i e e LR 5 6 7 ] ] I
. ‘ Degan, Solution for Becra Mea
24 | AO3FAO1 (’;":toc"’pram' Sf’r'];‘etgf‘ogor 10mg 3000 | injection, 10 mg/2 mi,| 25 |ECOR, 5
__ -, Pack: 25 | benrapus
powder for SRR S [P Panpharma
215 | JO1DDO2 | Ceftazidime | solution for |  1000mg 40 fHAR;M.A' F;"W.d‘?r 10 | Laboratories, 3
injection or s0 ution for injec PpanLus
— tion,1000mg,Pack:10
SCANLUX 370, Sanochemia
. solution for | 370mg/ml - Solution for injection, Pharmazeutik
i 2.26 | VOBABO4 | lopamidol injection 50ml 400 370 mg I/ml - 50 ml, 10 a AG, 3
‘ | mg, Pack:10 Asctpus
SCANLUX 370, Solu Sanochemia
. solution for | 370mg/ml - tion for injection,370 Pharmazeutik
2.27 | VOSABO4 | lopamidol injection 100ml 800 mg I/ml - 100 ml, mg, 10 aAG, 3
o LB Pack: 10 ABCTpUA
| IOMERON, Solution Bracco
' solution for |  350mg/mi- for injection, 350 mg/ Imaging
229 | VOBAB10 | lomeprol injection 100ml 200 mi - 100 ml, mg, 1 SpA. 5
Pack: 1 Wranus
e e Ca— IOMERON, Solution pracco
| 2.30 | VOBAB10 | lomeprol S?n;le'é’t?onor S 400 | for injection, 350 mg/ | 1 Sm;%'r‘g 5
J ml-50ml, mg, Pack: 1 Wranus

YYaCTHUKDBT IHIpenjara CPOKOBe 3a M3MNBJHEeHMEe Ha NopbhuykaTa:
- OpM HepUOOMYHM H[ocTaBxky — »no 10 (#necer) paB®oTHM IOHM OT INONaBaHe HA
zasgBKaTa,

npu BBL3HUKHaIa HEeODXOOMMOCT M3BBH CpPOKa Ha MNepUOIMUHMTE OOCTaBKU - OO
3(rpu) paoTHM OHU.
[lpenyiara sBadBKUTe na ce HomarBaT no o¢axkc N 02 405 18 99 wuau Ha e-mail:
officelmedex.bg

KoMmucudara ycTasHOBU:

[lpemJiokeHMATa Ha ydacTHMka 3a JIII MW 2.4; 2.15; 2.26 wm 2.27, ca
OKOMIUJIEKTOBAHM C BCHMUYKM M3UCKYEMU JJOKYMEHTM U OTITOBAPAT HaA BCUUKU
M3MCKBAHUA Ha BoajgoxuTend, 3a oQopMdAHe U IpencTaBAHEe Ha TEXHUUECKUTE
NpenjIoXeHUd Ha ydacCTHUUUTE.

3a ogepupanuTe JII N 2.29 m N 2.30 ydaCTHUKBT He € NPeOCTaBUI U3UCKYEMUTE
or Bozjioxmuresnsa ekjgapauun-cBOOOOEH TEKCT OT HNpoM3BoOuTena/IPY win o7
HeToB oguuLMalneH npencrasuTen 3a PB.

B nmoxyMeHTalMATa IO Ipolenypara — B Paspmen 4, T7.5.6.1, e BOMCAHO CJIEOHOTO
n3uCKBaHe: ,3a OO N2 - VYuacTHuk, odepupaw JII or N2.25 pmo N2.31 BKIOUMTENHO, B
cnyqal?[ He He € I[IIpomz3ponyret, <cjelBa Ha NpedCTaBM KbBM TEXHUMUYeCKOTO CU IpelJIOXeHUe
n HEKJIAPAIMA-cBOGOJEH TexcT OT IPOU3IBOOMTEsNs WM oT I[IPY wuim oT HeToB oduUmasieH
NMpellcTaruTesl 3a Bbiarapusa{Hsgkoe oT Jvuara 0o wi.26,asn.1/an.2 or 3JIXM), ue
KoJimdecrpaTa JieKapCTBeHNTe nponykTum, N3VICKyeMM 1o CHeLLI/I(I)I/[KaLLMH, me 6"b,JZLaT
oCcHITYpPpeHM 3a CPpOoKa Ha UMI3NbIJIIHEHME Ha nop’quaTa.“.

Ha ocHoBaHME TOPEM3JIOKEHOTO, KOMUCHUATA enumHonymHo PEIN:
- HOIIYCKA no oLeHsBaHe M KJlacupaHe odQepTuTe Ha ydacTHUKa ,Menexc™ OO] 3a
JIUT NeNe 2.4; 2.15; 2.20 u 2.27.



- llpennara,

npenjioXxXeHursAaATa

M3NMCKBAHMATA Ha B
MpenJjioXKeHMA Ha ydJaCTHUUUTE,

Ha ogpepruTe.

g™ (SFo

opepTUTE Ha YyYdacTHMKa 3a JII N
OTCTPAHEHM oT ydYacTue B Npouenypara,
MOTUBHM: KomMmcusaTa cumTa,

2.29 u 3a JII W
Ha ocHoBaHue uJj,.107,
e Taka MI3TOTREHMH,
Ha YydacTHMKa 3a nocouenure JII or O N
BIIOXUTENS,

2.30,

JA BBIOAT
T.5 or 3BO0II.
OKOMILJIEKTOBAHM U NpPencTaBeHU,

2 He OTroBapsT Ha

3a O@OpMHHe " rHnpengcTraBsAHEe Ha TeXHUUYEeCKUTE
He OoTI'oBapAT Ha YCJIOBMATa 33a NOpelCTaBAHEe

4. ,®APKOJI” AL, odepTa Bx.N 04/24.06.2020 r., 11:45 yaca
YYaCcTHMKBT npejiara JOoCTaBkKa Ha
KonunuecTao Ha I';porHoaH Eé)ot?; B I ST Cpok Ha )
nn ATC INN NekapcTBeHa aTneHoTo [ T OEEKOT SNETORa e npegnara aapvgu.l:: ;en Hd roAHOCT OT
H Ne thopma NeKapcTBEHO KOnu4ecTa P HaumeHon Ha pasp ¥ gm 2 NPy -8
BeLecTro (MApka) a onakoeka ynotpeta rofinHn
T B 3 1 5 | =& 7 [ g 10
solution for | 370mg/mi - JOPL NG I?nr:ciilo
2.26 | VOBABOA4 | lopamidol e SrSrgn:n 400 | Solution for injection 1 S pgA g 5
370 mg I/ml - 50ml Nranua
solution for | 370mg/ml KOG Ilr?qr:cic;]o
2.27 | VOBABO4 | lopamidol el 10(?ml | 800 | Solution for injection 1 5 pgAg 5
370 mg I/ml - 100mi VTanus
solution for 350mg/ml IO RO Iiraaci?lo
2.29 | VO8AB10 | lomeprol ACCD mo/mk- 200 | Solution for injection | 1 ging 5
| injection 100ml SpA,
350 mg/ ml - 100 mi Utanus
solution for | 350mg/ml JOLISIROI, IE::Ci%O
2.30 | VOBAB10 | lomeprol o, SO?nI 400 | Solution for injection 1 s pgA & 5
350 mg/ ml - 50 ml ATanus
YU4aCTHUKDBT HNperjara 3a& MU3NBJIHeHre Ha NophuykarTa:
-  Opu  IepuoandHm  gocTaBxku - 10 (mecer) pa®oTHM IOHM OT HOOaBaHe Ha
3a4BKaTa,
~ [PV PBBb3HMKHAJa HeOoOXOOMMOCT WM3BBH CPOKA Ha [IepUOIUUYHUTE OOCTaBKM -
3(rpu) pa®oTHU IIHU.
pensara sadBkuTe 1a ce nomasar odakc 056/851 722 wmam Ha e-mail:
farkol@farkol.bg
[MpenjyoxenrueTo 3a  USBIMIBIHEHME Ha nopwyKaTa 3a  JIII oT on N 2 ca
OKOMIUJIEKTOBAHY C UBUCKYEMMUTE OT BBIJOXKMTENA OOKYMEHTH.
Kommcuara cumTa, ye oQepTHUTe Ha yuactTHuka ,OAPKOJIY Al oTroBapdT Ha

M3VCKBAKMSATA Ha BvpanoxuTesda u JOINYCKA cbuuTe OO OUEHABaHe U KJacupaHe 3a

JITT el

5. , POl BRITAPUAY

JIM HNe

2.26;

2.27;

EQOX,

2.29 1M 2.30.

obepra BxX.M 05/25.06.2020 .,
YYAaCTHUKDBLT Npenjiara OocTraBka Ha

09:43 yaca

1.1

Y4uacTHBUKBT npelJlara CpPOKOBe 3a WMIIMI'BJIIHEHMEe Ha [Iopb4YKaTa:

MexayHapoaro Cpok Ha
ANSTone- HenaTteHTHO neKapCTBEHa M l'IpOI'}:OCiHO T ve anTe)KETeI'I Ha pajspeleHneTo rOAHOCT OT
Tepamj/li}lgefi KoA e, o bopma ApKa | KonuuecTn LProBCKO HAMMEHOBAH! 32 ynotpeta nPY &
/INN/ > roAVIHW
B 3 4 5 | ® 7 8 9 o |
" nepopanta S Cotellic, Film coated Roche Registration
LO1XE38 Cobimetinib m 56 700 4 roanHU
dopua 2 tablet, 20 mg x 63 GmbH, Fepmatis

- Npu NepuMoAMuHM pocTaRky no 10 paBorTHuM HM OT NomaBaHe Ha 3adBKara,
- IOPpM BB3HMKHAaJa HeOOXOIMMOCT M3BBH CPOKA Ha [IepUuONMUHUTE NOCTaBKM 0O 5
pabOTHM IOHM OT NOoIaBaHe Ha 3asaBKaTa.

Ipenyiara

3aAdBKMTE

a

Bulgaria.orders@roche.com

ce rniomasaT IO (akc

02/859 11 99 wmam Ha

e-mail:



Kommcugra cuura,

ge O(_bepTaTa Ha YyHYacCTHMKa OTI'ORAPHA Ha U3KMCKBaAaHMATA Ha

Beznoxuresss v ro JOINYCKA 0o oLeHABAaHe ¥ KjacupaHe 3a JIT & 1.1,

6. ,$bOHMKC &®APMA“ EOOH, o¢epra Bx.N 06/25.06.2020 r., 10:20 wyaca -

YUacTHUKDLT npemnjara JocTaBKa Ha

6.1. JIII or OIl Nt 1, kakTo cuefsa:

T T MexayHapoaHo B _Cpox Ha
nn AT HenaTeHTHo n M NPOrHoaHo Twproecko Mpurexarten Ha paapeLleHneTo 3a roaHocT
HNa repanelt:_"l_ng? HanMeHoBarune ekapcTeera hopma pKa KOAN4ecTao HanMeHOoBaHWe ynotpebta orMPY m

H KO4 JINN/ roanHn

=N 3 4 g 3 — il 8 9 0

. - Novartis Europharm Limited,
| 1.2 LO1XE2E_:_ Trametlmt?_ ?fapopanHa dopma mg . 7 200 | Mekinist Vipnanans 2
- L . . . Novartis Europharm Limited,
1.3 ! LO1XE42 | Ribociclib nepopan_Ha dopma mg 2 835 000 Kns‘qall Wpnanans 3
| napexTepanHa . Merck Europe B.V.
5 )
14 -. LO1XC31 | Avelumab | i mg 25 OO(.). .BavenC|0 HunepraHans 2
Doxorubigin powder, dispersion
1.6 | LO1DBO1 ) and concentr for mg 3750 | Myocet Teva B.V., Hugepnanana 1.5
hydrochloride A ; .
el disp for infusion

YuacTHUKDBT MHpenjara CPOKOBe 3a MBIBJHEeHMe Ha nopbukaTa 3a JII or OI N 1:
- Opu nepuonnydHM pgocrtabky 0o 10 paboTHM OHM OT MOINaBaHe Ha 3asaBKaTa,
prM BB3HMKHATIA HEOOXOOMMOCT M3BBH CPOKa Ha NepUOIVMYHUTE IOCTABKM — OO 5
paboTHM OHU.

Mo

eIyurara

SaABKUTE Ia
Komucusara cumra,

ce nomasaT Ha e-mail:
ye obdeprTUTEe Ha YUaCTHUKA

e.todorova@phoenixpharma.bg.

,,ObOHUKC OAPMA"™

FEOOIO oTromBapsar

Ha WM3MUCKBaHMATA Ha Bob3jnoxurena u JOINYVCKA crBUMTe LO OLEHsABaHe M KJacupaHe

za JIT NN 1.2; 1.3; 1.4 u 1.6.
6.2. JIII or OII M 2, kakTo CJIemBa:
T Konuyectao Ha I‘IporHoaH_ 0§ § " Epoti B MpyTexaten Ha Cpok Ha
'?E ATC INN flekgpcisena Lo - Tbproscko HanmeHoBaHUe gRedSie paspelueruneTo 3a rapHoct or
o dhopma NEKapCTBEHO KONU4ecTs Ha e — MPY -8
BeulecTRo (MApKa) a onakoeka ynetp TOAVHN
1 I e = e B 8 7 & ] 10
Degan, Lek
54 | AO3FAQq | Metocloprami | solution for 10mg 3000 Solution for injection, 25 Pharmaceutic 5
de injection 10 mg/2 ml, mg, als d.d.,
Pack: 25 CnoseHua
Fortrans,
Macrogol powd. for Powder for ot3el
25 | ADBADBS N ) 64g 3000 ) 4 Pharma, S
| combinations susp. oral solution
| g Ppanuus
"i_ 64, g, Pack: 4 N =
Transmetil,
it Powder and solvent MaiinaH
| 28 | A16AA02 | Ademetionine | POV IS 500mg 1500 for solutionfor| 5 | EQOA, 3|
injection, 500, mg, Bwnrapus .
Pack: 5 |
Clexane, A = '
) sol. inj., Solution for 2Homu
29 |Bo1aBos | Enoxaparin | oy peo 500 | injection, 100 mg/ml-| & | 2EnTaPn 3
| sodium syr 1U/0,4ml 0.4 ml (4000 U EQOL,
' 4 ml( ), -, Bonrapus
- - 6 pre-filled syringes I
solutio for Ol I, CEGIE
2.11 | CO1BDO1 | Amiodarone | intravenous | 50mg/mi-3ml 400 | Solution for injection, | o | Bunrapus 2
infusion 150 mg/3 ml,mg, EOOA,
Pack'6 Bwnrapua
Nitronal aqueous, ggg:}';p
212 | Co1DAO2 Glyceryl solution for 1mg/ml - 150 Solution for infusion, ’ GmbH & Co. 5
trinitrate infusion 50ml 1 mg/ml - 50 ml, -, KG
e il Pack: 1 FepmaHus -
Cefotaxim-MIP,
powder for : MIP Pharma
214 | JO1DDO1 | Cefotaxime solut for 1g 40 fP(.’V‘.’detr. fog.sflu.t'on 10 | GmbH, 2
inj/infusion CIr In][s@ el niEkHlo Fepmanus
L= 1, g, Pack: 10

(]




. ;owder for ORI Ty 2 MIP Pharma
215 | JO1DDO2 | Ceftazidime | solution for | 1000mg 40 PQ"."det.r fm%%'gt orl 4o | GmbH, 25
injection IpecHon: mg, Fepmanus
N I Pack:10
- tabl. film Ciprofloxacin Actavis AKkTaBuc
2.16 | JO1MAO2 | Ciprofloxacin acoéted ) 500mg 1 500 Film coated tablet, 10 EAL, 3
— 500, mg,Pack; 10 Bwarapus
YUaCTHUKDBT Openjara CPOKOBe Ba M3NBIHEHWE Ha NOpPbhUKaTa:

- IHIpy IHNeprmonviHM IOOCTaBKU —

3adprarTa,

o

10 (mecem)

- I[IpM BDBL3HMKHAJAa HeoOXOOMMOCT WM3BBH CpOKa Ha I[NepuMoIMuHuTe OOCTABKU

3 (1pu)

paBoTHM OHU.

[pensiara 3asBKUTe Oa ce nogararT Ha e-mail:

Komucusara

cuura,

ye odepTrTe Ha ydaCTHUKA

paboTHM IOHM OT [OOOAaBAaHE Ha

oo

e.tododrovalphoenixpharma.bg

»PbOHMKC OAPMA™

EOOI oTromapsar

Ha WM3UCKBaAHMATA Ha Bwziuoxurens m HOINYCKA cblyiTe OO OLEHABaHe U KJlacupaHe

23a JIIT NeNe 2

7. ,TON XOCHOMUTAJNI CHPBUC™ AJ,
Y4JacTHUKDT Npenjara gocTaBka Ha

L4; 2.5,

2.8; 2.9;

MesxayHapoaHo

2.

11;

20 LAY

2.

14;

BX.M 07/25.06.2020 1.,

2.15m 2.16.

menosupada B 11:49 4,

AHaToMO- SRocia
nn HenaTeHTHO NekapcTsera hopma Mspka NPOrH{o0aHo Tbpreseko MpwTexaTen Ha paspelueHneTo 3a rOAHOCT
IHNe repane/l;T_;:tg/e HAUMEHOBaHWE P p P KONUYECTBO HaVUMEHOBaHWe ynotpeta ot [IPY B

H koA JINN/ FOANHA
IS T 4 —— =% 6 7 B - B 10
1.2 | LO1XE25 | Trametinib nepoparnHa opma mg 7 200 Mekinist Novartis Europharm Ltd 2
1.3 | LO1XE42 | Ribociclib nepopania gpopma mg 2 835000 Kisqali Novartis Europharm Ltd 2
Doxorubicin powder, dispersion
1.6 | LO1DBO1 ! and concentr for mg 3750 Myocet Teva B.V., Hnaepnanaus 1.5
hydrochloride ; ; )
- | disp for infusion |

YUaCTHUKLT npenjaara CpoKoBe 3a UMI3NBJIIHEeHMEe Ha IIophUKaTa:

- HpKy OJeprMogndHy OOCTAaBKU 5 OHM OT noaraHe Ha B3adABKaTa,
- OpM BB3HMKRAJAa HeoOXOOMMOCT M3BBH CpOKa Ha NepumogmdHmre IOOCTaBKMU 3 OHwu
OT rnoInaBaHe Ha B3aAaBKaTa.

llpennara sasaBkMTe nHa Cce nozasarT Ha e-mail: order@thservice-bg.com
KomucusiTta cumTa, uYe oQepTUTe Ha YyHacTHMKA OTTOBAPAT Ha WM3UCKBAHUSTA HA
Boajioxurensa m JOIIYCKA cbuMTe OO OLUEHSABAHEe M KJacupane =3a JII NN 1.2; 1.3 u
1.6.

8. ,, CO®APMA TPEMIOMHI'” A, obepra Bx.N 08/25.06.2020 r., 11:51 uaca
YYaCTHUKET J[Ipenjara OOoCTarRKa Ha

8.1. JIIl or OII N 1, kKakTO ClIenBa:

- ._MemyHaponHo Cpok Ha
nrl Lo HENaTeHTHO M NPOrKO3HO Tvproacko MpuTexaTen Ha paapeLllsHUETo 3a roAHocT
HNe =TI HavmMeHoBaHwe liekapcraenaldopial Apka KONMW4eCTBO HavmeHosaHne ynotpeba oTMNPY s

Hxon IATC NN/ rOANHK
3 : E— — 5 S e T BT 0=
12 | LO1XE25 | Trametinib | nepopanna dopma |  mg 7200 | MEKUHWCT Egﬁiﬁfﬁ”mpharm Limiteg 2
13 | LO1XE42 | Ribociclib nepopanHa dopma | mg 2 835 000 | KNCKAMNN I’;‘lm’ams SUTeEerw (Hilie 3
iiioxs pnadaunsa 0
1.5 | L01XC28 | Durvalumab ”ap(;gsx””a mg 222 000 [ UMOWH3WM | AstraZeneca AB, LUseuns 3
Doxorubicin '_powder, dispersion . L T
1.6 | LO1DBO1 . and concentr for mg 3750 | MAMOLIET Teva B.V., Huaepnanaus 1,5
hydrochloride ) ; .
| . _disp for infusion =

YUaCTHUKDBT HOperjara CpPpoKoBe 3a M3NBJIHEeHMe Ha nopbukaTa =3a JIII ot OII N 1:
- npu repunoamuHM pgocrtaBku 10 pab®oTHM OHU OT IOAaBaHe Ha 3asaBKarTa,




- [Ipu

BB3HUKHAIJIA

padoTHM OHU.

lpe

oJial'a

3aAaABKUTE

ga ce

HeOoDXOoOMMOCT MBBBH

nopargarT

helpdeskhs@sopharmatrading.bqg.

Ha

Cpoka Ha

bakc

02/8133785

Wi

Ha

NepuoOuYHUTE HOOCTaBKM 5

e-mail:

Kommcusira cumra, 4de obepTuTe Ha ydacTHuxka ,COPAPMA TPEMIMHI™ A OTT'OBApPH4T
Ha MBUCKBaHMATA Ha Bbanoxurena u JOINVCKA cbUMTe OO OLEHSBAHE UM KJacHpaHe

3a JIT NN 1.2; 1.3; 1.5 m 1.6.
8.2. JIT or OIl Nt 2, KaKTO CJlensBa:
! KonnuecTao Ha MporHosH bpoi B Npurexaren Ha Cpok Ha
d]ﬂg ATC INN ﬂeliggg:/‘s:ﬁa n;;:;;‘;;io KOI'IVI‘:ECTB TwprobBcko HanmMeHoBaHWe npeﬂgara paspelueHu1eTo 3a ro[q;c;c:ram
BewecTno (Mapka) a onakoeka ynotpeta rOAWHW
2 i [l g [ 7 [} ] i
solution for IO Codapma
2.2 | AO3BAO1 | Atropine inje'c‘)tiorf 1mg 800 | CYN®OYPUK amn. 10,00 Al 3
B - - mr/mn x 10 Brnrapus
. Codapma
23 | AO3BBO1 ?]J;;gscopma s‘i’r‘]F‘;'cot?O;"r 20mg 200 By;:OKOﬂMSMH1 o | 10.00 Al 5
J " | amn.20mr/1mn x BLrirapus
) . s Codapma
24 | A03FAo1 | Metocloprami sci’r')‘.’;‘coti”o;‘” 10mg 3000 A\;)HT”/eMeT"'; "'H”"ﬁ’op 10,00 Al 2
. ] Mr/mn —2 mn x Bwnrapus
Ipsen
25 | AOBADSS | Macrogol P 64g 3000 ‘DOPTPAZ'% 4,00 Pharma, 3
_____ _ p. naket4ye x 4 op OpaHus
Insulin solution AKTPAMKA HM Novo Nordisk
26 | A10ABO1 O __iLje(_I_tlon 300UI 160 PENF. dn. 3 mri x 5 5,00 _A__/_S. Haruna 25
owdini +s TPAHCMETWUN con. MaiinaH
2.8 | A16AAD2 | Ademetionine | POWE - 500mg 1500 | 500Mmr + pasTe. 5mn | 5,00 EQON, 3
x5 Bvnrapus
- CaHodou
' sol, inj. KNEKCAH uHx.p-p
Enoxaparin e 4000 Brarapus
29 | BO1ABOS | _ o pres-fnrlled 1U/0.4ml 500 | Han.cnp.40mr/0,4mn | 6,00 EQO, 3
— — & _)(_6____ Bwnrapus
Menarini
International
Bemiparin solution for 3WBOP amn.3,500 Operations
210 | BOTABI2 | S dium injection sa0did JIos IU/0,2mn x 2 £y Luxembourg 2
SA.,
Niokcembypr
solutio for CELgt
211 | COtBDO1 | Amiodarone | intravenous | 50mg/mi-3ml a0g| KOPOAPOHamn. | g, | Bbirapus 2
infusion 150mr/3mn x 6 EOQOA
i = 5 Bwnrapus | .
) Codapma
213 | CO2ACO1 | Clonidine 59'9;';?0;” 0.15mg 800 )8”1%“’630?“'4 a"%‘ 10,00 ALl 3
I R B - omrMn T MR X TV | | Bunrapus ]
: . tabl, film - UMNPUHON 16. 500 KRKA, d.d.,
_216_ JO1MA02__ ?|profloxacnn . 500mg 1 500 M X 10 10,00 CRoseHms 5
Immunoglobu
line, normal | oo ion for | 50mg/mi - 5 VS AAOIEISI Ay Bmgr?:so-
217 | JO6BAO2 | human for e 9 80 | WHTAKT amn. 250 | 10,00 ECON 2
‘ ;n(;:\]vascular mr/5 mn x 10 anrapy'm
|’ S - | somtion ) XNOPMPOMAS3WH Cocbapma
220 | NOSAAO1 orpramazijj  solution 50mg/2ml 300 | amn. 25 Mr/mn 2 mn | 10,00 AR, 5
| ne injection « 10 Brrrapus
, ] h by Codapma —
2.21 | NO6DAO4 | Galantamine | SOLIoR for | 10ma/m| 1500 HV‘BA1WH s % 1 10,00 AQ, 5
injection M X Bwnrapus
) . Codhapma
522 | RO3DAOS | AMinophyllin sn_)lgnotinofor 241rr(1)g/r|nl - 300 CZ(ZSDAG;;/?VIH al\sn(l)‘l. 50,00 All 3
| _.e injection m MU Mn X Bvnrapus —
. Codbapma
2.23 | RO5CBO02 | Bromhexine s‘i’riF‘e“coti”O‘;or 2mg/ml-2ml | 1000 BP(ZM)(/EKCMH13M“' 10,00 AL, 3
‘ I | _ ! - Wt [l 28 Bvnrapus
) . Codapma
224 | ROBACO3 Chloropyrami | solution for 10 mg/ml - 4500 ANEPITO3AH amn, 10.00 Al 5
‘ ne injection 2ml 20 mr/2 mn x 10 BLarapus




YUacTHMKLT Ipenjara CpOKOBe 3a M3NbLJHeHMe Ha [nopbdkaTa 3a JIII  or
opepupaxHara OI N 2:

- IpY TepUMOonMYHM NocTakku — 10 pa®oTHM IHM OT noJaBaHe Ha 3adBKara,

- IpM BB3HMKHAJA HeOOXOIMMOCT M3BBH CPOKA Ha IMNEePUOOVUHUTE HOOCTABKM 3
Pa®oOTHM IOHMU.

[lpennara =sagpkuTe Ha Cce OojJaBaT oo daxkc N 02 8133785 wmam Ha e-mail:
helpdeskhs@sopharmatrading.bg

KoMucusita yCTaHOBU:

- llpeyioxeHnsaTa Ha ydacTHMKa 3a JIL NN 2.2; 2.3; 2.4; 2.5; 2.6; 2.8; 2.9;
2.10; 2.11; 2.13; 2.17; 2.20; 2.21; 2.22; 2.23 u 2.24 ca OKOMIJIEKTOBAHU C
BCUUKU  UBUCKYEMM OOKYMEHTU U OTroBapPAT Ha BCUYUKM  M3MCKBAHMSA  Ha
Branoxmuressi, 3a oOQopMAHe U NOpPelcTaBsHe Ha TEexXHUUECKUTE NPeJIOKeHMA Ha
yUdacTHUIUTE .

- Y4UacTuUKbT € NOPeIJOXMII Oa M3MO'BbJIHM OoCTaBkaTa Ha JIO N 2.16 c JII -
IVMIPUHOJL, 16.500MmMr x 10 om IIPY - KRKA, d.d., CrnoeerHus.

MpemnoxenmarT JlII e Bammuern B [JIC-TlpuiioxeHue 2, T.2 HEe € MBIIBJIHEHO
MBUCKBAHETO Ha Bb3JIOXMTesIs, BIMCaHO B OO0ABJEeHMEeTO 3a [opbukaTa B Pasgen
Tperu, ©T.I1T1.2.2)-YCJOBMA 3a WUBMNBIHEHMEe Ha IOpLUYKATa U B JOKYMeHTauMATa
1o mpouenypatra: llpennoxenure JII na oourypmpatT B [IO3UTUBRHUA JEKAPCTBEH
cnucobk — llpujgoxeHue 2, akTyasgeH KeMm 17.06.2020 r¢.“

Ha ocHoBaHMe TOPEeMB3JIOKEHOTO, KOMMCUATA equMHoOymHO PEIN:

- JOIYCKA pfo oueHsABaHe WM Kjlacupade odepTure Ha ydacTHuka ,CodapMa
rpernmmur AL sa JII NN 2.2; 2.3; 2.4; 2.5; 2.6; 2.8; 2.9; 2.10; 2.11;
2.13;, 2.17; 2.20; 2.21; 2.22; 2.23 n 2.24.

- Illpennara, odepraTta Ha ydacTHuka ,Codapma tTpeioumuar Al =a JO N 2.16 JA
BBIE OTCTPAHEHA OT ydyacCTue B INpouelypaTa, Ha OCHOBaHue wi.l107, T.2, 6.%a"“
oT 30II.

MOTURMH : YUYACTHUKEBT e npencTaBuil odepra, KOATO He OTTOBAapHA Ha
NnpelBapnTe/IHO OOABEHMTE YCJIOBUSI =a MIMT'bJIHEHME Ha HopbYkKaTa. Bb3JIOXUTEJAT
€ M3MCKaJ NPemJIOXeHMEeTO Ha YyUYaCTHMUMTE 3a MI'bJIHEeHUMe Ha Bceku enun ot JIII,
na ceibpxa JlI, Hamuden B [UJIC, I[IpmioxeHue 2, axkTyaljleH KbBM jgara 17.06.2020
I'., @ YYaCTHMUKDT € [OpelJIOXMJI Oa MI3II'bJIHABa OocTaBku c JlII, sanmued B IIJIC,
llpunoxenrne 2 npes 2014 1.

9. ,OPO $APMAIIMA“ EOOJH, odepra Bx.N 08/25.06.2020 r., 11:58 uaca
Y4acTHMKBT nNpenjlara HocCTaBka Ha

i | o Kornyecteo Ha Nporxo Bpoii e Cpok Ha
nn - NekapcraeHa aTUBHOTO 3Hu ; npeanara Mpurexaren Ha roaRoCT of
H Ne ATG l' MRy dopma nexkapcTeBeHo Konue Teproacko HavMerosarie Ha pa3spelueHuneTo 3a ynotpeba MNPY -8
BELIECTBO (MAPKa) crea onakoska rOAVHM
I~ z i 3 4 5 I e 7 [ s [T
; OHko
solution Kopaq, Solution for
350mg /ml- A frmrads dapmauesTukanc
2.25 | VO8ABO2 | lohexol for 100! 200 | injection, 350 mg I/ml - | 1 EBErapL;ﬂ ECOA 3
injection B 100 ml, mg |, Pack: 1 BLarapus

YYacTHUKET Ipeljlal'a CPOKOBe 3a M3IIBJHEeHMe Ha NopbYKaTa

- NMpM geprnoonMuHy JgocTaBky — o 10 paboTHM IHM OT NOIABaHE Ha BagBKarTa,

- NpK Bb3HMKHAJNA HeoOXOOUMMOCT M3BLH CpOKa Ha IepMOOMUYHMTE IHNOCTABKM OO 3
paboTHM OHU .

[lpennara sasgBpkuTe na ce nozmasatT no odaxkce W 02 9718007 wuiauv Ha e-mail:

KomMumcusara yCTaHOBWM:

9




Kem npemnoxeHMeTo Ha yYacTHUKA 23a U3I'bJIHEHMe Ha JI N 2.25 JIUNCBA
IpencTaBeHa MBMCKyeMaTa oT Bw3joxurensa Hexmapauuu oT I[IPY wuiIM HeToB
obuuMaNieH NPeNCTaBUTelN 3a PB Ha 6FBJrapckKy e3HK.
YUaCTHUKDBT € MNOpeIcTaBMJ 3aBepeHO OT Hero KOIMe Ha HNOKYMEeHT Ha aHTJIMICKU
e3UK. B TO3¥M NOKYMEHT eOMHCTBEHMST BIMCAH TEKCT Ha OBATAapCKM e3MK yKaszBa,
4e JOOKYMEHTBT € M3naleH 3a HacTodmara NopbYka.

B Paspes 4 - YkaszaHMA 3a MBTOTBAHE Ha oQeprara, T.7. oT JlokyMeHTauusTa 00O
npouenypaTa Bb3JOXUTEJIAT € BOMCaJ CJIEIHOTO M3UCKBAHE: KbBM NPENCTABAHETO Ha
opeprure: ,...JOoKyMeHTHUTe B ofpepTrarTa Ia ce NOPeACTaBAT KAaTO OPUIMHAIM WUIU
3aBEepPeHM oT ydacTHMKa KONMA(ako He e I[O0CO4YeHOo JPpyI'o UIUCKBaHe), Ha

OBITAPCKM €3UK U B IpeBom. ",

Ha ocHoOBaHuMe TIOpPEeM3JIOKEHOTO, KOMUCHATA eOuHonymHo PEINM:
[lpemyara, odpepTraTa Ha yyacTHuka =a JII N 2.25 QA BEBEIJE OTCTPAHEHA oOT
yyacTue B IpouenyparTa, Ha ocHorahnme un,107, T.5 or 30II.

MOTUBN: KomMucumaATa cumMTa, Ye Taka MITOTBEHO, OKOMILJIEKTOBAHO U [PEeNCTaBeHO,
NpenjiOXeHNeTO Ha YydYacCTHMKA 34 uBIeIHeHue Ha JII N 2.25 He oTroraps Ha
U3UCKBAHMATA Ha Bb3JIOXUTENs, 3a OQOpMAHe M IIPeACTaBSAHE Ha TEeXHUUECKUTE
NpenjoXeHusa Ha YYaCTHMUUTE, T.e€. He OTIOBApAT Ha yCJIOBMATa 3a NpPeICcTaBgHe
Ha ogepTuUTe.

KommcuaTa Hacpouba CIeIBallOTO CU BacelaHMe - 3a OTBaApSHEe Ha LEHOBUTE
NpemoxXeHnsa Ha ydacTHuuMTe 3a 17.07.2020 r. or 09:00 uaca.

Komucus:

[IpencenaTed: 1.CTossHoBA/
3AJIMYEHA

dneHoBE!: NH®OPMALUA

1. TonopoBa/
Ha OCH. 4J1.36a, a;1.3 ¥

ot 3011 BBB Bp.C [.llerpora/

w1.59 ot 33J11 it
o B

1.ApnxveBa/

10
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Text Box


ЗАЛИЧЕНА
ИНФОРМАЦИЯ
на осн. чл.36а, ал.3 от ЗОП във вр.с чл.59 от ЗЗЛД


IMPOTOKOJ N 3

HnHec, 17.07.2020 romuHa, =B 09:00 waca, B ,KOI-Byprac” EOOI, Ha anpec
rp.Byprac, ©Oyn.”Credpan CramBosior” N 73, B XuUpypTMUeH KOpnyc Ha MBAJI-Byprac
All, er.7, cm.4, KOMMCHUA B CBCTAB:

lipencenares: HNapuHa CTOAHOBa — IJIaBHa MeIMUMHCKa cecrtpa, ,KOLU-Byprac”EOQMN;
YjieHoBe ;

1. Wpwra TonopoBa -
Byprac”E00[;

2. Jleana letrpoBa - npaBocnocofeH WpUcT,
3. MmHkO KoeB - ITJlaReH eKchnepr,
an.4, 7.3 or 30II;
4. JInaHa ABIXMKeBa -

MarucTep-dpapMaleBT, YyIpaBuTesn OOJHUUHa anrteka, ,KOI-
no un.20, an.4,

Oupexuusa “3CHC” -

7.3 or 30II;

OBumna Byprac no wi.20,

HadaJlHMK oTmnety, P3UM Byprac, no un.20,an.4,7.3 ot 30I,

B M3IMIbIHEeHve Ha 3anosen N 154 or 26.06.2020 TommHa Ha YupaesuTesada Ha “KOI-

Byprac” EOOHI, ce cwvOpa Oa NPOOBIKM CBOosTa paboTa IO OLEHABAaHE M KJaCUpaHe

Ha JIONYyCHATUTE OQPepTU =3a ydacTuMe B OTKpUTa Opolelypa =a Bb3jalaHe Ha

obwecTBeHa NOpbYKa, C NpenMer: ,JlocTaBka Ha JEeKAPCTBEHM NPONYKTM — obup u

Ba JedYeHMEe Ha OHKOJOTMYHEM BabonsBaHus, pasnpefeseHu B OBe o6ocobenu

nosuumum’’ . Jlpouenypata e perucTpupaHa B AOI nom N 00232-2020-0003, m e
oTkpuTa ¢ PemeHme N 15/19.05.2020 1., nybamxysaHo B POIl ¢ N 977 866

21.05.2020 .,

- OGgpiyeure - B POII W 977 868, nybmamrkysaHo Ha 21.05.2020 1.

2020/5 099-239 963 Ha 22.05.2020 .

Ha

n B OB Ha EC N

UpeﬂcezLaTenHT Ha KOMUCHUATA npoBeEpPM ChrCTaBa Ha IprcweCcTBaAllMTE u OTKpPU

IacedaHmneTo. Ha 3BacenmaHMeTo Ha KOMUCUATA He INIpucCBCTBAT IIIpencTaBMUTeNlM Ha
yHaCTHMLNTEe MIM HPpYyI'M IIpaBouMMamyM JMLa.

A. KoMucusiTa oOTBapsi, OIOBECTSABa U NOANMCEBA JOMINYCHATMUTE HO OUeHsSBaHe u
KjlacupaHe LeHoBM odepTr, IO pefa Ha TIMOCTEHIBAHE Ha OPeJIOXeHUSITa Ha
y4YacTHULIUTE .

1. ,MAPMUT KHAUTEL” EOOJN - odpepTra Bx. N 01/16.06.2020 ., 12:30
KommucuaTra e ponycHajla HOPenJoXeHMATa Ha ydacTHMKa OO OLEHsABAaHe
no cluelHnTe HOMeHKJIaTypu JIII M LeHOBUTe MNPenJIOXeHUS 3a TAX ca:

Haca
n KijacupaHe

Komucudara e OOIIyCHaJla TIpenyoXxXeHnmAaTa

o cjiegHruTe HOMEHKJIIATYPH JIIT n LLeHOBUTE INpelJIOXeHMA 3a THAX Cca:

. EAnHNUH ]
n | . W0 fileogaosi T BRoile MNputexaten Ha Cpok Ha aueHaB Uena 3a
N | ATC INN LTI TG IEEE atveHo " bProBcko npean paspelwlenveto | rogH oT MNPY | nocoueHa | onakoBka c
HNe ] tdopma 11eKapcTe. B-B0 | KONW4ecTs HanmeHoBaHue onaxkos 3a ynoTpe6a B rogun Ta mapia anc
[ (Mapka) a Kka c AAC
i 1 2 3 4 5 6 | 7 8 3 10 11 12
| [ . solution for | 769mg/ml - o Baitep AT,
. 228 ‘- VOBABO5 | lopromide inject/ infus 100m! 500| YntpaBuct 10 e 3 roaunHu 56,40. 561?,(.)0_ _
Solution for | Tmmol/ml - Baitep Arl,
;231‘"v08CA09 Gadg?uﬁol injection 7 5ml 300 r?ﬂpBMCT1,0 1 Fepianis 3roaunn | 78,00 78,00_
2. AJNITA ®APMACKOTHUKBIC” EOOJ - odepra Bx.N 02/24.06.2020r0., 09:40 u,.

Ha YydYaCTHMKa 51O OUeHABaHE UM KJlacCupaHe

Me.>|-<L\yHapouHo Cpok Ha S
nm LT HenaTeHTHo Mspk NPOrHO3HO Toeproacko [Mpurexaren Ha rogHocT Uena c NC sa
TepanesTuye flekapcteena opma nacoueHara
HNe HauMeHoBaHWe a KONU4ecTRO HanMeHoBaHue paspeuleHueTo 3a ynotpeda | ot MPY B
Hkop IATC/ MSApKa B kon 5
IINN/ rOANHN
] £ 3 = T S T 7 8 s LI
- - - Novartis Europharm
1.2 = g ] M 0 ok 2 4
_LEXL25 Trametinib nepopanHa opma | mg 1 _ 720 Mekinist i) e 140,1240
. . " ; Novartis Europharm
1;3 ibocicl 0 0 3 3
3 LLO1XE42 | Ribociclib nepopanta gopma mg __.2 835 00 Kisqali Limited, Upnanaus 0,4288




3.

16 ‘ L.01DB01

,MEIEKC"

Doxorubicin T LT Teva B.V
. and concentr for mg 3750 Myocet o 1,5 11,7720
hydrochloride disp for infusion Huaepnarngus .
O0Hl, odepra BX.NM 03/24.06.2020 r., 09:45 uwaca

KommcusiTa e nomnycHasa IpeIJIOXKEHMSTa Ha YyJacTHMKA OO OLUEHABAHE M KJjacupaile
Mo CJlelHUTE HOMEHKJIATypu JIII M UEHOBMTE MNpelJioXeHMS 38a TAX Cca:

- o1 OIT Ne _ l
n Te/\Ha‘romo— Miﬁg::sgf:o fekapcrasna MPOrHO3HO Mputexaren Ha rcoio:u':;i Liena c HL!C 3a
HNe panesTnye HAWMEHOBAKNE (DODMB MRDKH KONU4ecTn prl’OBCKO HanmeHoBaHwe pa3speuleHneTo aa oTMPY B nocovyeHaTa
1 koa /ATC/ NN/ o ynoTpeba L] MApKa 8 kon 5
1 2 3 [ 5 6 Y 8 9 [
napexTepa Bavencio, Concentrate for Merck Europe
1.4 | LO1XC31 | Avelumab nHa mg 25 000 | solution for infusion, 20 mg/ml - B.V., 2 9,90
= thopma 110 ml, -, Pacxk: 1 vial HugepnaHavs
l?j?sv:)deer; Myocet, Powder, dispersion and
Doxorubicin solvent for concentrate for Teva B.V.
1.6 BO1 : d L ) . . ) !
Qi hydrochloride fi? dig‘;”f‘;, mg 3750 dispersion for infusion, 50, mg, HuaepnaHans 15 20
P SR S infusion ___PaCK: 2
or OI N\ 2:
| [ Kon- i c EAuta
an | Nekapcraena 0::0 I'l;;::i;Ho EP;M“B Mputexarten Ha 5;”( a uvtlar:iyelx I: Uena 3a
HiNe ATC INN Cbg - aruaHo Tbproscko HaMMeHoBaHWe pean. pa3apelleHneTa 3a rofH OT | nocoyena | onakoBKa C
N pM nekapc konue LR ynoTpeba NPY -8 | Ta mspka aac
- 1 T8, B-80 crea ka rQAHHA ¢ Aac
A 2 3 4 5 6 7 - 8 9 10 11 12
24 | AO3FAQH Metoclopra | solution for 10ma | 3 000 .D.eg?n’ S1%Iu1:i072for| 25 Becra Meg 5 0.78 19 50
i mide injection 9 'Fr:éeci,'%%' mgie mi, - EOO[, bonrapus ! 9
- 'CEFTAZIDIME PAN
powder for 1000 PHARMA, Powder for Panpharma
215 | JO1DDO2 | Ceftazidime | solution for = 40 | solution for 10 | Laboratories, 3 3,78 37,80
injection injection, 1000mg, dparyus
] | Pack:10 L
2
solution for g o gciAtir\lL?X'd?Ot" Sanoghemja
2.26 | VOBABO4 | lopamidol S ection | 9/ml- | 400 370“ °”V°rl‘“fg '°|”' 10 | Pharmazeutika 3 | 19,00 | 190,00
] 50ml e E:agCK'TO- mt, AG, ABcTpus
370m. SCANLUX 370, Solu Sanochemia
227 | VOBABO4 | lopamidol | Solution for ja/mi- | g5 | tion for injection.370mg | 44 | pparmazeutika 3 | 38,00 | 380,00
injection 100m I/ml - 100 ml, mg, A
| Pack: 10 AG, AscTpus
4. ,®APKOJI” A, obdepTa Bx.N 04/24.06.2020 1., 11:45 uaca

Kommcuara e npornycHala

IpenJoxe

HMATAa

o cJjiefHMTEC HOMEHKJIaTypu JIII m ueHOBUTE npenjJoXxXeHrsd 3a TAX Cca:

Ha ydaCTHMKa IO OlLEeHABAHE UM KJIacCHupaHe

[ . Cpok EQniinun
ol Romgectial Iffipersic Bpoii B Nputexaten Ha Ha aueHaB Lena 3a
fTNo ATC INN Hegg;;zem nef;;s:; - K:f']:/'qe THproBeko HaviveHoBaHve 25:5:8 paspelLeHneTo aa rOAH.OT | NOCOYEHa | ONakoEKa ¢
) BO (MApKa) ctBa Ka ynotpeba NPY -8 | 1a “E:{’("fa Anc
rofMHA c
I 2 | 3 4 5 6 T 8 9 10 11 12
solution IOPAMIRO )
226 | VO8ABO4 | lopamidol for 37_0528%7“ 400 | Solution for injection | 1 2rzc;o :/TTZ%'S;? 5 | 2684 | 2684
- injection | 370 mg I/ml - 50ml gl
solution IOPAMIRO )
2.27 | VOBABO4 | lopamidol for 3??8&%?“ 800 | Solution for injection | 1 %r?)c/-c\o mi%';ﬂg 5 53,68 | 53,68
RSN RSO S-S 4 370 mg l/ml - 100m| I B
Eoluten 350mg/ml OISOl Bracco Imagin
229 | VOBAB10 | lomeprol for _1009:“' 200 | Solution for injection 1 SpA MTan'IVI?? 5 61,41 61,41
injection ) 350 mg/ ml - 100 ml i
Selien 350mg/ml IOWERON Bracco Imagin
230 | VOBAB10 | lomeprol for “eom | 400 Solution for injection | 1 S o | 5 [ 30,70 | 30,70
injection 350 mg/ ml - 50 ml Bi




5.

, POl BRJITAPUAY EOQOJ,
Kommcuara e OonyCcHarna NIpeJIOXeHMeTO

opepra Bx.N 05/25.06.2020 1.,

Ha Y4YaCTHHKA

no crnengHusa JIII M UeHOBOTO nIpenjJoXeHMe Ba HeTo e

09:43 uyaca

0O OlleHABRaHE U KJlacupatHe

nn AHaTomo- Mexayrapoaro NPOrHO3HO CRoklna Llera c 4AC aa
TepanesTuye PN Rkapcraea Msipka | konuuecTs T1LProBeko HaMMeHoBaHWe M GEEINGE raanoct nocoveHara
HNe HauMeHoBaHue tbopma paapelleHneTo 3a ynotpeba | ot MPY s
H kop JATC/ o MApKa B Kon.S
JINN/ TOAUHW
K 2 3 i i 5 6 7 ] 8 51 10
nepopan c . . " A
o otellic, Film coated Roche Registration 4
1.1 g !
IL01XE38 | Cobimetinib Ha mg 56 700 tablet, 20 mg x 63 GmbH, Fepmatis AL 8,7532
- - hopma | ] —
6. ,$bOHMKC SAPMA™ EOOJH, odepTa BXx.N 06/25.06.2020 1., 10:20 uaca

Komucuara e OOIIyCHaJla INpelJIOXeHUATa Ha YyuUaCTHMKAa OO OLeHABaHe
o cdjledHUTe HOMEHKJIATYDPM JIII u 11eHoOBUTEe OpemJyIioXeHMd 3a TAX ca:

M KJlacupaHe

- or O N 1:
MexayHapoaHo Cpok Ha
AnaTtomo- Llena c AAC aa
nn HTHO [¢] T Mputexaren Ha roaHoCT )}
HNg Y:iz:ii?gf H:v?r:/;{i;)\ﬁaHMe Nexapcraea opma Mspka KZ?’\?;:;(?:BD Haw;z?:;::me paspelleHveTo 3a ynotpeba o:ol;ls:/v‘a M:{%i?:?(grs
1 2 3 ] ] 5 5 7 8 2 10 B
1.2 | LOTXE25 | Trametinib nepoparnHa dopma mg 7 200 | Mekinist E%?;fﬁg;gﬂ:i;m 2 140,014
1.3 | LOTXE42 | Ribociclib nepopanva dopwa | mg | 2835000 | Kisqall ||t ME;;‘;’;'E;“’ 3 0.427
Ty napeHTepanHa N 1 . Merck Europe B.V.,
_1 4 __LO1X??1 .Avelumab T mg 25 000 | Bavencio HuaepnaHius 2 9,9086
L der, dispersion
Doxorubicin pow\ ! A TevaB.V., A
1.6 | LO1DBO1 hydrochloride and concentr for disp | mg 3750 | Myocet Huaepnanans 1.5 13,86
R __for infusion
- or OIl N 2:
N C E 4
nn NexapcTs oo llRota Broile MNpuTexaren Ha EaOK a‘:l\.ll'::ivé |: LleHa 3a
N ATC INN ena " 3 Tvproscko HaurMeHoBaHue npeAn. pa3peleHneTo aa roAH OT | NOCOYeHa | OMakoRKa C
a dopma e i | oS ChELEeL ynotpeba MNPY -8 | Ta MApka anc
BO {MspKa) crea Ka T ¢ A0C
1 2 3 5 6 7 8 9 10 11 12
Metoclopra | Solution Degan, Solution for Lek
2.4 | AD3FAQ1 mide P for 10mg 3000 | injection, 10 mg /2 ml,| 25 |Pharmaceuticals 5 0,76 19,25
- injection mg, Pack: 25 d.d., CnoseHua
Macrogol, Fortrans, Powder for
25 | A0BADSS | combinatio | (SO | B4g | 3000 oral solution, B4, g,| 4 |BSERINE™E |5 | 351 | 14,04
ns Pack: 4 Al B
Transmetil, Powder
Ademetioni | powd.inj. and  solvent  for Maiinan EOOJ, 5 5
28 | A16AAOD2 500 1 500 . S 5 3 24 31,20
ne +solv ms solution for injection, bwnrapus 6, 12
) . 500, mg, Pack: 5
Clexane, Solution for Camodn
; sol. inj., imiant .
29 | BOTABOS | SNOXAPAMN | o feq || 4000 | goq | Injection. 100 maiml-| g | gy aouaEoOn, | 3 | 379 | 22,74
sodium B 4m 0.4 ml (4000 (U), -, Bonrapus
Y _| 6 pre-filled syringes
solutio .
Amiodaron for 50malmi- Cordarone, Solution Canodu
211 | CO1BDOT | 7 intraven 3%1 400 | for injection, 150 mg/| 6 |Bworapus EQOA, | 2 0,70 4,20
inf‘l’;:on 3 ml,mg, Pack:6 Benrapus
N B Nitronal aqueous m
solution ; : - G. Pohl-Boskamp
212 | cotpAoz | ZlYeen for | MO 450 Solution for infusion, | 4 | grpHeCo.KG, | 2 | 1344 | 13.44
rinitrate infusion m 1 mg/ml - 50 ml, -, FepmaHus
B - Pack: 1 |
powder Cefotaxim-MIP
for solut ' . MIP Pharma
214 | JO1DDO1 | Cefotaxime | for 1g 40 | Powder for solution| ., |- 2 | 1,38 | 13,80
injfinfusi for injection/infusion, Fepmanus
on B 1.9, Pack: 10
powder Ceftazidime-MIP
for c MIP Pharma
215 | JO1DDO2 | Ceftazidime | solution | 1000mg A S e S O ST Pt i) 25 | 3,78 | 37.80
for injection, 1000 mg, FepMaHs
injection Pack:10 !
. ) ) Ciprofloxacin Actavis
216 | Joimaoz | CPTOOxact 12 B s00mg | 1500 | Film coated tablet, | 10 | perache EAL 3 |03516| 3,52
N 1500, mg,Pack: 10 A




7.

»TOIl XOCIIMTAJN CBPBUC™ AT,
KommcusaTa e monycHasda NpenjioXeHMATa Ha ydyacTHUKA IO OlEeHABAHEe

Bx.N 07/25.06.2020 r.,

B 11:49 u.

Nno clnenmHUTe HoOMeHkJIaTypu JII M LeHoOBUTE NpenJioxeHmsa 3a TAX Cca:

M KJIacHupaHe

MexayHapoaHo i Cpok Ha
AHnaTomo- Uena ¢ AAC 3a
nn HEeNaTeHTHO T i
HNe repi”iBATng? HavmeHoRaHwe flekapcraena ropua Mspra Krgl?/lr::c?:;o Hamr/\%l:)c?;:gme paapemz:;?rs:any::weﬁa J??’]?;TB nocoseHaTa
=t JINNY romu | Mapka @ Kon 5
[ e == a 5 6 | 7 8 9 [
1.2 | LO1XE25 | Trametinib nepopanHa dbopma mg 7200 | Mekinist NovarhsIIEt(LjJropharm 2 140,128
1.3 | LO1XE42 | Ribociclib nepopanHa copma mg 2835000 | Kisqali NovartlsLEt(LjJropharm 2 0,42885
e .- der, dispersion
Doxorubicin powder, . TevaB.V,
1.6 | LO1DBO1 ez and cfc;?icr?fr&tsri;%r disp | mg 3750 | Myocet T e 1.5 11,77320
8. ,CO®APMA TPEMIMHI'' AL, odepra Bx.N 08/25.06.2020 1., 11:51 uaca

Komucusra e pnonycHamna NnpelJIOXeHMATa Ha YYaCTHMKa 00 OlLeHABaHe M KJIacupaHe
no cijepHmuTe HOMeHKJlaTypu JIII v neHosuTe NpegqJIoXeHMsa 3a TAX ca.

- or OIT N 1
A - | ™ ¢
nn T:s;geMI;)T i:ﬂ;/:;?:»—fg'o n Mspk NPOTHO3HO Twproacko MNpwtexaren Ha rcﬁ}o:o?:? Liera ¢ NG sa
HNe vyen Koa HanMeHoBRaHwe ekapcraena hopua a KONU4ecTBO HaumeHoBRaHve paspelleHveTo 3a ynotpeba | or MPY e HOCOHeHaTasMﬂpKa 8
IATC/ JINN/ rOAVHA kor,
— 2 3 4 5 6 T 7 ] 9 0
LOIXE |+ . Novartis Europharm
1.2 25 Tran‘letlnlb nepopanta opMa | mg I 7200 | MEKUHWCT Limited, Vpnanaws 2 _;].‘10,153333
LO1XE S Novartis Europharm
_1__3__ a2 _“_Rl_bc.)izlcl.lb nepoparHa opma __mg 2 8?:5 000 | KUCKAITN Limited, Vpnanans 3 0,427195
LO1XC napeHTepanHa AstraZeneca AB,
_1"5 28 Du:valumab bopa mg 222 000 | UMDOUH3IN Wt 3 10,820000
LO1DB | Doxorubicin | Powder, dispersion Y Teva BV
16 ; and co tr for m 3750 i 1,5 )
. 01 | hydrochloride disp fo??ffzéioon g MAVOUET Hugepnanaus ] 11,793000
- oT OIT N 2
= (¢} E, 1
nn Nekapcta Kon-go Ha ligeric Bpoii B MpuTtexaten Ha EzK ap:.lv:;:; I: LleHa 3a
ATC INN eHa " 7 TBProBcko HaumMeHosanue NpeAn pa3apelueH1eTo 3a rofiH OT | NOCOYeHa | ONakoBKa ¢
HNe do NeKapcTs. B- | KOnude onakos 5 N N
pma BO (MApKa) cTRa Ka ynorpepad TDPI_I\';H: Ta‘:m'.(a ARc
[ 1 z 3 4 5 6 i) 7 8 |9 B 10 11 12
solution ATPOMNYH
22 | A93BAY | ptropine or | amg | soo| CYNGYPMKawn. | 1000 CobapMaML ) 509300 g4
N injection mr/mn x 10 w O e B
solution
| 53 A031BBO Butylscopola . 20mg 0 BYCKONMN3UH 10.00 Codhapma All, 5 1,0200 10,20
= injection amn.20mr/1Mn x 10 Bnarapus 00
N .| solution _ :
» A031FA0 Z/letoclopraml o 10mg o AHTNEMETUH UHX.p-P 10,00 Codpapma A[, 5 0,9700 970
N € injection 5mr/imn—-2mnx 10 Bwnrapus 00
. | AosADE | Macrogol, powd, SOPTPAHC Jjpsen Pharma, 3,4700
20 5 c9mbination_s for susp 649 D nakeT™e x 4 6p 4,00 dpaHLma 3 00 13,88
A10ABO | Insulin solution AKTPAMKMA HM Novo Nordisk = |7,2200 )
|0 |Humen | injecton | %V "] PENF. n. 3mnx5 | 20 | A fawmn | 25 | ‘oo | 3610
TPAHCMETUN c¢n. 3
A16AAD I powd.inj Maiinan EOOQ,
2.8 5 Ademetionine | "7 500mg 1500 | 500Mmr +>E)23TB. 5mn | 5,00 Benrabis 3 6,17 30,85
- . sol.imm KNEKCAH urx.p-p CaHodu
29 | BO1ABO | Enoxaparin | e, | 4000 500 | Han.cnp.40mr/0,4mn | 6,00 | Buarapus ECOM, | 3 38500 23,10
5 sodium 1U/0,4ml 00
syr x 6 Bvnrapus
Menarini
soui International
B01AB1 | Bemiparin ety ] 3NBOP amn.3,500 Operations 4,3200
2.10 ¢ f 3500/U 100 ) 2,00 2 64
| 2 sodium injeg{ion 1U/0,2mn x 2 Luxembourg 00 8.6
SA.,
| B Jllokcembypr
solutio c 5
for aHodu
211 C011BD0 Amiodarone | intraven 50’221/|m" 400 KC1)5PCJ)J,A_I/:’3C)H angn. 6,00 | Bwarapus EOOA, | 2 0‘%%00 4,08
' fou.s MI7omn X BwAarapus
INTUSIon




C02AC0 | oy solution XNODAZONUH amn Copapma Al [09500] ),
213 | d ' I | !
j : Clonidine injggtrion 0,15mg 800 0.15ME/Mn 1 mn x 10 10,00 El—— 00 9,50
Immunoglobu
line, normal solution | ool WMYHOBEHWH By BNO- 12,600
217 | J08BAO2 | human for for g‘% [“ . 80| WMHTAKT amn. 250 | 10,00 | HL3NB EQCOL, 00 126,00
intravascular | infusion Mr/5 mn x 10 Brnrapus 0
adm.
_ | XNIOPMPOMAS3UH Codpapma Afl,
220 | NOSAAO | Ghlorpromazi | solution | gogiomy | 300 | awin, 25 mr/mn 2 mn | 10,00 | Bhnrapus 0.8000 | ¢ g9
jection 10 00
X
NOBDAO T — | HUBANVIH amn. 1% Cogpapma A, 2,9200
221 4 Galantamlne_ inj(.;o;{ion 1ml 1 500 1 mnx 10 10,00 Bwnrapua 00 29,20
RO3DAO | Aminophyllin | SOMUON | o4 ermi - CODADUNAH amn, Codpapma Afl, 2,4700
222) 75 e njacton | 0 %01 240 mrMOMnx 50 |°090|  Bunrapua 0o | B0
RO5CBO . solution | i - BEPOMXEKCUH awmn. | . Cocpapma AL, 1,3900
223 I 5 Bromh_exme injggtrion ol 1000 _4_Mr/2 M x 10 10,00 BArapus 00 13,90
ROBACO | Chioropyrami | SOMON | 4q o ANEPIO3AH amn. Cocpapma All, 1,3600
2;24 3_ ne :njefgtrion o 4500 20 Mr/2 mn x 10 10,00 Bbarapus 00 13,60

B. KoMucusiTa nNOCIeQOBATEJHO HI3BEPUH:

1.

KomMucysaTa yCTaHOBM:
BCcuukyM ydacTHMUM Ca CHa3uiu KM3UCKBaHMATa Ha BbajJoxuTes s 3a ¢opMupaHe Ha
eIMHUYHNTE LeHM Ha npenjgaranure JIII or gpeTe 000COBEHU NO3ULUMK,

2.

JIIT o OII I 2.

KomucusiTa yCTaHOBMU:
2.1. YuyacTHUKBT ,®2BbOHMKC $APMA“ EOOL - =a JIII HW 2.4 € HpemJiOXMJ CJIEOHOTO:

an
HNe

t

24

BuoHO OT MapkKUPaHMTEe KOJIOHMU,
xoyioda 11 or 0,76 anB.,

akryaneH kwvM 17.06.2020 1.

CeHOCTaBKa Ha NpPenNIOXeHUTEe eIMHMYHM UEHM Ha OTHeJIHUTE HOMEHKJIAaTYypHU
JIT B OIl ¢ uenuTe no IJIC-IIpunoxeHue N 2,

HpOBepKa 3a q_)opMMpaHe Ha LeHUTe 3a Ipeljal'aHa OlNaKOBKa — 3a BCUUKHU

Cpok

Kon-8o Ha MporHo Bpoi i EamHuyHa
Nekapcte T e VpBATALS: NpuTexaren Ha Ha LieHa B UeHa 3a
ATC INN eHa Tbproscko HaumeHoBaHVe paspelugHueTa 3a TOAH.OT OnNaKkoBia ©
popma nekapcTe B- | Konuue Hata notpesa MPY.a | Mocoyenara Ane
. P BO (MApKa} cTBa ONaKoBeKa ynotp ronuHM mApka ¢ JAOC
2 3 4 5 6 e B a 10 1 12
. | solution Degan, Solution for Lek

A031FA0 Z/Ieetoclopraml for 10mg 3000 | injection,10 mg /2 mi, 25 Pharmageuticals 5 0,76 19,25

| injection | mg, Pack: 25 d.d., Cnosenvs ]

IIC 6u crenBayo, O M3UKCIIEHMA HA KoMucuATa, ma Osie 19,00 ns.
Kommcuara cumra, 4de Opu NOCOYBAHeTO Ha leHa 3a onakopka ¢ JIAC or 19,25 n=m.

3a JIII HN 2.4,

YHACTHUKDBT € IOONYyCHaJl I'pellka.

IIpn InpenjioxeHa OT yanTHMKa eIVMH/YHa ILleHa B

npm 25 OpoAa B eOHa ONakoBKa, LeHaTa 3a ONakoBKa C

B OCaABIeHMETO 3a OTKPMBaAHE Ha OPOLENypaTa UM B INOKYMEHTAUMATA BBIJOXUTENAT e

Mnmoco4mi.

LeHOBOTO IIPeIJIOXeHMe HAa ydacTHmumTe,M.
KOMMCHUATA Opemjara y4acTHUKBT ,$PBOHMKC ®APMAY“ EOOI ma
6eIe oTCTpPaHeH OT ydYacTHMe B HNpouegypara Ba JII H N 2.4., 0o pema Ha ux.107,

Ha ocHoBaHue I'OPpHOTO,

T.

2, 6.

AN

MoTuB¥:
YUacTHUKBT € NPpelcTaBuJl LIeHOBO NpelJioxeHue =3a JIII HN 2.4.,
Ha TOpelBapUTesHO OBABEHMUTE M3UCKBAHUSA Ha BB3JIOXMTENd.

2.

2.

a“t or 30II.

~,He ce ponycka HaIMYMETO HA Ipelka

TeXHu4YeCcCKa,

cyMapHa,

B

KOeTO He OTropapd

BcuukyM ocCcTaHaJM LEHOBM MNPEOJOXEeHUS Ha IOONYyCHATWTEe YydacTHuIM 3a JII or

Oon N 2 ca ¢opMupaHM MOpK Cla3BaHe M3MCKBaHMATA 3a QopMMUpaHe Ha LeHUTe 3a
npenjaraHa OIIAKOBKa B UEHOBUTE MM IPeOJIOXEHUA.



3. KomMucusaTa omnmca BCUUKU Oopeljaraim oOT Yd4aCTHUMLUMTE LeHM I[IO OTIOeJIHMU
IOoMycHalJla OO OleHABaHe UM KJjacCHupaHe, B

HOMEHKJIATY DU
Tabnuna 1,

4., CwnocraBu

JIII, no xouto

'm ¢
nognucaHa M INPpUMIJIOXeHa KBM HacToAllA HpOTOKOH.

onmMcaHuTe uUeHu B Tabauua 1,

npenJioXxXeHry OT IoNyCHaTUTe

YHaCTHMIM 3a M3NDBJIHEeHME Ha BCdKa OTHeJIHa HOMEHKJIaTypa JIII 3a yCcTaHOBABa&HE Ha

Heo®uYamHo 6HaI‘OHpMF[THO UeHORBRO IpenjJiOXeHMe 3a M3INBJIHEeHue,

o CMMCHJa Ha
un.72, an.l or 3OII.
KoMucusara He yCTaHOBU HaJaudMe Ha HeobuualHO OjaronpusaTHa odepTra U He
YCTAHOBM OCHOBaHMEe 3a IpujaraHe Ha u4n.7/72, ajl.l or 30l B HacTodAmaTa
npouenypa.

5. KiacupaHe Ha 1IeHOBUTE NPeIJOXeHMUs, B CBOTBETCTEME C ONpenejleHUa OT
BL3JIOXMTENIA KPUTEepull — HaW-HMCKa lleHa 3a BCsAka HOMeHkJaTypa JII or Ol N 1 wu
Ol & 2 m 3a BcaAxa ornejyHa O or M 3 mo N 13 - KakTo clIenea:

orl
n HauMeHosaHue fTbpso msscmo Bmopo msacmo Tpemo msicmo
OMn Ne 1 - UATOCTATHULN - - -
1.1] LO1XE38 | Cobimetinib POLW BBITAPKUA X X
1.2| LOTXE25 | Trametinib PbOHKC AP el
ANTA
1.3 LO1XE42 Ribociclib DbOHUKC COPAPMA DPAPMACKOTUKBNC
TOM XOCMMUTAI
1.4| LOIXC31 |Avelumab MEJEKC ®BOHUKC X
1.5| LO1XC28 |Durvalumab CO®APMA X x
CODPAPMA
1.6 LO1DBO1 Doxorubicin hydrochloride ANTA PAPMACIOTUKBNC TOM XOCNUTAN MEAEKC
L., . ®bOHWKC
17| LO1DCO3 |Mitomycin B X X
011 Ne 2 - MEQUKAMEHTYW OBLUN -
2.1| A02BA02 [Ranitidine T s e X X
2.2| AO03BAO1 | Atropine CODAPMA o X
2.3| A03BBO1 | Butylscopolamine LI COPAPMA X X
 2.4| AD3FAOT |Metoclopramide MEJEKC CO®APMA -
2.5| A0BADB5 Macmgoﬂbomb@aﬂpns CO®APMA ®LOHUKC X t
26| A10ABO1 |Insulin Human :_ COPAPMA X X i
2.7 | A10ABO1 |Insulin Human ) X X X
2.8| A16AA02 | Ademetionine CO®APMA OLOHUKC X
2.9| BO1ABOS Enoiapannsomum ©bOHWNKC CO®APMA X
2.10| BO1AB12 Bemiparin sodium 3 ) CO®APMA X X
2.11| CO1BDO1 |Amiodarone COGAPMA SLOHNKC X
- 212| CO1DA02 | Glyceryl trinitrate ®bOHUKC X X
2.13| C02AC01 | Clonidine CO®APMA X X
2.14| J01DDO1 | Cefotaxime DHOHMNKC X TR = -l
2.15| J01DDO2 | Ceftazidime MEREKS | PoorKC X X
2.16 | JO1MAD2 | Ciprofloxacin ) PLOHUKC X X
217| JosBAo2 |!Mmunoglobuline, normal CODAPMA X X
human for intravascular adm.
2.18 | MO3ACO04 | Atracurium X X X
2.19| MO3ACO4 |Atracurium X X I
2.20| NO5AAO1 |Chlorpromazine ~ CO®APMA X X




| 2.21| NOBDAD4 | Galantamine COPAPMA X | X

| 2.22| RO3DA05 | Aminophylline CO®APMA X | X

| 2.23| RO5CB02 | Bromhexine CO®APMA X X
2.24| ROGACO3 | Chloropyramine Tl COGAPMA X X
2.25| V08ABO2 . | lohexol i w X X
2.26 | VOBABO4 |lopamidol ~ MEDEKC ®APKON X
2.27| VOBABO4 | lopamidol MEJEKC ®APKON X
2.28 | VO0BABO5 |lopromide MAPMUT KOHAWUTEL X X
2.29| VO8AB10 |lomeprol ®APKON X i X
2.30| VOSAB10 |lomeprol ®APKOT X x
2.31| VO8CA09 | Gadobutrol  MAPMWT IOHAUTE] X X

6. Ha ocHoBahnue paHHuUTe B Tabmuua 1 ¥ odOpMEHOTO KjJacupaHe B T.B.5 orT
HacToAmMsAa TMPOTOKOJI, KOMUCHATa eOMHOAOYWHO pewu, ude CJenBa [hna ce I[OIpoBene
nyGnuuno XPEBHMHA =a onpenesdHe Ha USNOBIHUTEJ MeXOy oQepTuTe 3a JIeKapCTBeHuH
NpoOoyKT C HOMeHKJaTypeH N 2.15, Ba koeTo cClmenBa CBOEBPEeMEeHHO ma Owrar
YyBeOOMEHU yJaCTHHUUTE.

Komucusra onpenens nara, dwac MM MacTo Ba [IYBIMYHO IIPOBEXIAHE HA KPEBUM -
24.07.2020 ., or 09:00 uyaca, Ha agpec rp.Byprac, OGyxn.”Credan CramBojioB” N
73, B XupypT'uueH KOpIyc Ha MBAJI-Byprac AN, eTr.7, cT.4.

Kommenms: JAJIMMEHA
[lpencenatTedn: I/IH(I)OPMAHI/IH .CrosaxHoBa/

UjieHOBE X
Ha OCH. Ww1.36a, an.3 | Tonopora/
ot 3011 u
BbB Bp.C WI.59 oT -Hspesal
3311 .Koen/
<
.Apnxuera/
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I[IPOTOKOJ N 4

IHec, 24.07.2020 romuHa, B 09:00 wuaca, B ~KOO-Byprac” EOOL, Ha ampec
rp.Byprac, Oyn.”Credan CramBosos” W 73, B XupyprMdeH Kopnyc Ha MBAJI-Byprac
Al, er.7, cT.4, KOMUCHUA B CHCTAB:

llpenceparen: JJapuna CTofHOBa — IJIaBHA MeOULMHCKa cectpa, ~KOO-Byprac’”EOON;
UJjleHOBE :

1. Upmuua TomopoBa - MaAaTUCTBEP-GapMaLEBT, yaopaBuTes OONHMYHa anrteka, ,KOI-
Byprac”EQQL;

2. Heana lleTrpoBa - mnpaBocnoco®eH wopuct, no ua.20, am.4, T.3 oTr 30I;

3. MuHxo KoeB - rmjaBeH ekchnepT, Hupexuwud “3CIOCY - OBmmuHa Byprac no un.Z20,
an.4, T.3 or 30II;

4. IuaHa ABOXMeBa - HadaJHMK oTaes, P3U Byprac, no un.20,an.4,T.3 or 30T,

B M3[ObJHEeHME Ha s3anoesen M 154 or 26.06.2020 romuHa Ha YnpaBuTena Ha “KOI-
Byprac” EOOI, ce cebpa Oa OPOOBIIXM CBOATa paBoTa sa NpOBeXIaHe Ha nyBaMuen
KpeOuil 3a onpenesgHe kjacupaHero 3a JIII N 2,15 or cneuudukauuaTa B OTKPUTATA
npouenypa 3a BBb3jJaraHe Ha oOO0WLEeCcCTBeHa nNopwsuka, c npeoMer: ,Jocrapka Ha
JISKAPpCTBEHM [NPOmyKTM — ofuwM M Ba JIedeHMe Ha OHKOJOTMUYHK SBabongBaHmns,
pasnpenenesnn B gBe obocobeHm nosuumm’ .

pouenypara e permcTpupaHa B AOI nmom N 00232-2020-0003, u e

- orxpuTa ¢ PewmeHue N 15/19.05.2020 r., nybamkyBadHo B POIl c M 977 866 Ha
21.05.2020 .,

- OGapyeHme - B POI N 977 868, nyBamkysano Ha 21.05.2020 r. u B OB Ha EC N
2020/8 099-239 963 na 22.05.2020 T.

HpeﬂcenaTenHT Ha KOMMCHMATA IIpoBepm CBECTaEBa Ha IpruceCcTBaAINTE u OTKPU
3aCeIaHMeTOo.,

Ha BacemaHmMeTo Ha kOMMCUATA He NMPUCBHCTBAT NPeOCTaBUTEJIM Ha YUYaCTHULUUTE WU
Opyrr fNpaporMaly Jula.

Kommcussra npoBexma nRy68JamMuHO XPEBMﬁ, Ba onpegensHe Ha UBIIBJIHUTENL MeXOgy. .
KIaCHUPaHMTE Ha MNEPBO MACTO odpeprm 3a JeKapCTBEeHMS NPOAYKT, C HOMEHKJIATYPEH
Homep 2.15,

3a NpoBexmaHeTo Ha XpebuaA, Ha 21.07.2020 1. e nyGuMKyBaHO CBhobmeHue wus3x.N
842/21.07.2020 nr. B llpoduyna Ha kynyBaua, C uUeag - yBeIOOMSRaAHe Ha
3aUHTEepPeCOBaAHUTE JIMLA.

3a nocouyeHaTa HoMmeHkylaTypa JIII ce nonroTeuxa JLBa OTIHEJHM, eLOHAKBH,
HenpospaudHu, Oenu NJMKa, BBB BCEeKM OT TAxX 6Oe [nocTaBeH JMCT, C Halucada
drpMaTa Ha ydaCTHMKA M 3a KoA oBocobeHa NO3MUMA Ce NPOBexna Xpebus.

YjeH OT KOMMCUATA MSBTEIDJM NBPBMA JIMK C MMETO Ha ydacCTHMKA, KOWTO Xpebuar
ornpenesyd 3a MUINBIHUTES Ha JIII N 2.15.

UJIeHB:T Ha KOMUCUATA Banmca Ha JAucTa Ha yHacTHMKa MACTOTO B KJIACHUPaHEeTO Ha
O@epTMTe - II'BPBO, KOETO MYy € OTpeleHO OT XpeGMH n Cce nomgrmucaa.
JlucrsT Cce nommmca M OT Ipyru TpuMa 4YJIEeHOBE€ Ha KOMMCHUATA.

CrlaTa npoluenypa ce U3MNLIHM M € BTOPMA OJAMK, KaTO Ha, K JuCTa Ce 3anuca , BTopo
MACTO™ B KJacupaHeTo =3a JIII N 2.15.



MuoupuiyanHnre  JMCTVM  OT I[IPOBeLeHud kpebuil ca NPUIOKEHM KbBM HACTOSMUA
IpoToKoJI.

B pesynrar oT xpebuA, kjgacupaHero 3a JII N 2.15 ce odopMsa, KaAKTO CIenBa:

IepBO MAcTo - ,MEIEKCY OOI;
Bropo macro - ,,OBOHUKC SAPMAY EOOJL.

Kommcusita wuBBEpIEBa OKOHYATeNHOTO KJIACUPAHE, B CLOTBETCTBUE C onpeneJsjieHmnsa

KpUTepui - HalM~-HUCKAa LeHa, KaKTO CJeIBa:
on
e HAUMEHOBaHUE Mupeo Mscmo Bmopo macmo
O Ne 1 - UUTOCTATULU . :
11| LO1XE38 |Cobimetinb PO BLATAPHS X
1.2 LOIXE25 | Trametinib ®LOHWKC AITTA ®APMACIOTUKBIC
1.3| LO1XE42 |Ribociclib o SLOHUKC T CO®APMA L=
14| LOTXC31 |Avelumab ' MEJEKC ®HOHWKC i
1.5| LO1XC28 |Durvalumab COGAPMA X y
1.6| LO1DBO1 Doxorubicin hydrochloride ANTA PAPMACHOTUKBNC TOM XOCMUTAN
1.7| LO1DCO3 | Mitomycin X X
Of1 Ne 2 - MEQUKAMEHTU OBIUK |
| 21| A02BA0O2 | Ranitidine | X X
2.2| A03BAOT |Atropine  CO®APMA Nl X s
| 23| A03BBO1 | Butylscopolamine ol CO®APMA i X
2.4| AO3FA01 |Metoclopramide MEAEKC CODAPNA
2.5| ADBADBS5 | Macrogol, combinations CO®APMA ®bOHWKC B
| 26| A10ABO1 | Insulin Human B COPAPMA X
2.7| A10ABO1 |Insulin Human X X
ZSj";16AAO2 Ademetionine COGAPMA _ dbOHNKC
29| BO1ABOS Ehg;apannsomun; . N ObOHWKC CO®APMA |
210| BO1AB12 Bemiparin sodium CO®APMA X
2.11| CO1BDO1 | Amiodarone T CODGAPMA GBOHVKC
2.12| CO1DA0Z | Glyceryl trinitrate ~ ObOHWKC X
2.13| CO2ACO1 | Clonidine o CO®APMA X
| 2.14| J01DDO1 | Cefotaxime SLOHIIKC X
215_”J01DDO2 Ceftazidime ] MEAEKC _u®bOHMKC
26| JOIMAOZ | Ciprofloxacin I ®bOHUKC X
27| wosacy|immincdebaine x
ZTST MOSACOi;rAUacuﬂum X B S X
_219__Rﬁi§§564 Atracurium ] X X
2,20 NOSAAO{ Chbnwomaﬂné' CO®APMA X |
| 2.21| NOBDA04 | Galantamine CO®APMA X o
2.22| RO3DA05 | Aminophylline COGAPMA X
2.23| RO5CB02 | Bromhexine ' COGAPMA 2=
2.24 R-OGACOES Chloropyramine  CO®APMA X
2.25| VOSABOZ2 |lohexol X X i
2.26| V08ABO4 | lopamidol B MEAEKC | oarkon
2.27| VO08ABO4 |lopamidol MELEKC DAPKON
2.28| VOBABO5 |lopromide MAPMUT IOHAUTEL ] X
2.29| V0O8AB10 |lomeprol ] ®GAPKON X
2.30| VO08AB10 |lomeprol GAPKON 31 W
2.31| VO08CA09 | Gadobutrol  MAPMWT IOHANTEA X




Komucusara npemnara Ha BBu3JIOXMTENSA, KIACUPAHUTE Ha OBPBO MSCTO YUACTHMLM 3a
BCAKa OTIHeJHa HOMeHkJyaTypa JIII or npemMeTa Ha OOWECTBEHATa MOOPBYKa, Ha
OBHAT ONpeIeNIeHM '3a UBIIBIHUTEU.

C M3BBPUWEHOTO KJacCuUpaHe KOMUCHUATA NPUKIKNYBA CBOATa pabdoTa U CBCTABS
Hloxynan, KOMTO MNpefaBa BeNHO C NPOTOKOJIUTE OT BaCeAaHMATA CUM U MNOJYUEHUTe
TOKYMEHTU OT YYaCTHULMTE Ha BB3JIOKMTENs - 3a B3EeMaHe Ha pelieHue.

Kommcus:
lIpencenaTen: 3AJIMYEHA .CrossHOBA/
YseHOBE ! NHO®OPMALUSA |
Ha ocH. 41.36a, an.3 or| ToRoPOBa/
3011 n .[MeTpora/
BbB Bp.C 41.59 oT |
. ApImxvieBa/
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XPEBUM ma JIII N 2.15

, MEIEKC" OOl
SANMNYEHA
NHOOPMALINA
i, (. nA no 3314,
{
.AYW@ﬁ ..... MACTO
\ SANNHEHA MHOOPMALMA - N4 no 33114
Kommcusa: 1,
XKPEEUM ma JIII N0 2.15
, PBOHNMKC $AP VW EOOIT v
Lms
(1) == no no-33ﬂ,D,
17y ono A
Al A MACTO |
KO MM C]/J_ H - “ SATTMHEHA MHOOPMALIMA - N4 no 3314 é.
c::f:






