“KQMHHEKCEH OHKOJIOTUYEH LEHTHP — BYPT'AC” EOOT
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YopasuTesn: 056 /86-64-02
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PEWNMEHMUE

N 25 /29.10.2019 r.

Oo un. 22, an.l, 7.6 ot 30 =a ompernensHe Ha UBIBIHUTEN
Besnoxurenar ,KoOMIJEKCEH OHKOJOTMUYEH LeHTBp — Byprac“ EOOQOI, upes yIpaBuUTesa
cu npod.n-p Xpucro CTOSHOB BOBOB, HA OCHOBaHUE un.108, T.1 or 300 M yTBBPHEH
Jokjan =3a pesynrarure bT paGorara Ha KoMmmcus, HasHadeHa cbC zanosen N 209 om
07.10.2019 1., =3a NpoBEXOaHe Ha OTKPUTa NpoLelypa Ba Be3JlaraHe Ha oBUecTBeHa
nope¥Ka, ¢ mnpenMer: : “JlocTaBka Ha JEKAPCTBEHM MNPOOYKTM =a :
OHKOJIOTMYHY 3a00JABaHMg, pasnpelesleHM B IBe 0BOCOBeHHU nosuuum’”, oOTKpUTA C
Pemenne N 23/30.08.2019 r., POIl N 930 898, nyBiamnkyeaHo oBaBjedHue B PO N 930
899, Ha 02.09.2019 P{ m B OB na EC N 2019/S 170-414765, ny6uMKyBaHO Ha
04.09.2019 ., perucrpyuHada B POI mom N 00232-2019-0006,

JleueHue Ha

ONPEJXREIJ A :

1. KIACHPAHUTE YYACTHHULM =a VISBBPIWIEAHE Ha HOOCTABKa Ha JIEKAPCTBEHM I[IPOOYKIW
3a JledeHue Ha OHKOJIOTMUYHA

3a00JIaBaAHUS I10 oTIOoeJIHN HOMeHKHaTpr HE
JICeKapCTBEHUTE HFXDHs/KTWd} KaKTO cCJienoBA.: = i
on INN lnerg:g;:nsaeua |-B0 MACTO ll-po msicTo lil-To MACTO 1 cneaBawm
Ol 1 - Qumocmamuuyu
1.1 | Abiraterone acetate nepopanta coopma | COGAPMA TPENANHF X X
1.2 | Afatinib nepopanHa dopma ®bOHUKC dAPMA CO®APMA TPENOQUHI OAPMHET
1.3 | Aflibercept T oo ®bOHUKC GAPMA | COGAPMA TPENAVHI CONOMEL,
1.4 | Axitinib nepopanta dopma ®bOHUKC dAPMA CODAPMA TPENOWNHI X
1.5 | Bevacizumab e e POLU BbITAPWA X X
1.6 | Cabazitaxel e b ObOHUKC GAPMA | COPAPMA TPENAVHI CONOMEL
1.7 | Calcium folinate fapg‘gggg””a COGAPMA TPEMAMHI | ®bOHUKC ®APMA X
1.8 | Capecitabine ndpopanta dropva SAPMHET ®LOHUKC PAPMA X
1.9 | Carboplatin P o ©bOHWKC ®APMA | CO®APMA TPEMIVHI X
1.10 | Cetuximab  pasrae MEJEKC ®bOHMKC GAPMA X
~ . n :
1.11 | Cisplatin ‘ apg‘ggﬁ:"”a ®bOHUKC PAPMA X X
1.12 | Crizotinib nepopanta dhopma | COGAPMA TPEMONHI X X
1.13 | Cyclophosphamide )szgmgma EKO®APM X X
— . ANTA ®APMACIO- CODAPMA
1.14 | Dabrafenib neépopanHa topma ObOHUKC dAPMA TUKBIC TPENOVHI GAPMHET
1.15 | Darbepoetin alfa i MEAEKC CO®APMA TPENIMHI X
1.16 | Denosumab T o | COGAPMA TPEMIVHT MEJEKC X
BYNTEPME] BE;
1.17 | Docetaxel “apg‘gegg”“a PbOHUKC GAPMA ®APKON ®APMHET; COPAPMA
P AITTA GAPM-IIC
Doxorubicin powder, dispersion . ®APMHET ; ATTA
1.18 . and concentrate for | CODAPMA TPEWAWNHI PLOHUNKC PAPMA . .
hydrochloride dispersion for infusion GAPMACIOTUKBIIC;




DAPKON

1.19

Enzalutamide

nebopanHa dopma

ANTA

SAPMACIOTVKBIIC MEAEKC X
1.20 | Epirubicin ?ap$‘g§3:”“a CODAPMA TPEMANHT ®APKON GBOHUKC GAPMA
1.21 | Eribulin F‘a"f;;:g:”“a ®bOHUKC ®APMA | CO®APMA TPEMONHT MELEKC
8 CO®APMA; GAPMHET
1.22 | Erlotinib nepopanHa opma OAHCOH-BI MEJEKC POW EBNTAPUS
Erythropoietin hapeHTepanHa
1.23 (Epoetin alfa) * dopma MELEKC & X
1.24 | Etoposide TP o ®bOHUKC GAPMA X X
~varal CO®APMA ; GAPKON
1.25 | Everolimus nePopanHa dopma ObOHWVKC dAPMA MEJEKC SAPMHET
1.26 | Filgrastim TP e Ha ®BOHUKC ®APMA | COGAPMA TPEVAVHI MELEKC
1.27 | Fluorouracil Wapjr‘gsg:””a DbOHUKC ®APMA | COPAPMA TPENONHT X
g ‘ _ E ME[EKC; ®bOHWIKC;
1.28 | Gefitinib nepoparta hopma OAHCOH-BI CO®APMA TPEVMAUHT A SAPMHET
1.29 | Gemcitabine oo ®bOHUNKC SPAPMA ®APKON COPAPMA
. . napeHTeparnta
1.30 | Ibandronic acid S X X X
i napeHTepanHa
1.31 | Ifosfamide dopvia EKO®APM X X
1.32 | Imatinib nepopanka dopma | COGAPMA TPEVAMHI | dbOHUKC GAPMA ®APMHET
napexTepanHa
. 1.33 | Interferon alfa bopvia X X X
1.34 | Ipilimumab “apgggh‘j:““a ®bOHUKC APMA X X
: napexTepanta - DAPKON
1.35 | lrinotecan bopva SbOHUKC dAPMA BYNrEPMEQ BE COGAPMA :GAPMHET
- ANTA ,
1.36 | Lapatinib nepopanta opma OAPMACIOTUKBIC ObOHUKC dAPMA CODAPMA TPEVNONHT
: . . hapeHTepanHa ANTA COPAPMA
1.37 | Lipegdfilgrastim ' bopma ObOHUKC PAPMA SAPMACIOTUKBIIC SAPMHET
1.38 | Mitoxantrone o ook ®bOHNKC GAPMA X X
Mycobacterium bovis napeHTepanta Y
1.39 BCG@scoiue Cametio Gua) bopua ®bOHUKC ®APMA | CO®APMA TPEMANHI X
|- PawCerter ANTA CODAPMA
1.40 | Octreotide suspension for ObOHUKC PAPMA
infection + solvent | PAPMACIOTMKBLAC OAPMHET
1.41 | Olaparib capsules CO®APMA TPENANHI X X
1.42 | Olaparib tablets CO®APMA TPEAONHT X X
‘ ®APKOJ
1.43 | Oxaliplatin N G ®bOHUKC GAPMA BYNMEPME[ BE CO®APMA
ANTA ®APM-JIC
®APKOJ
| COGAPMA
1.44 | Paclitaxel s BYNMEPMEL BE ®LOHUKC ®APMA AIITA ®APM-NIC
®APMHET
MEZEKC
1.45| Panitumumab iy MELEKC COPAPMA TPEVAVHI X
1.46 | Pazopanib nepopanHa gopma CDAPMAA(\)J:CT)?I/IK'I:J'IC GbOHUKC ©APMA g)gglf\/ltll\é"?
1.47 | Pegfilgrastim ki ME[IEKC ®bOHUKC PAPMA CO®APMA
: mapeHTepanHa ANTA “
1.48 | Pembrolizumab bopma SAPMAGIOTUKLNG | COPAPMA TPEVAUHT GAPMHET
1.49 | Pemetrexed coponcentrate for | COGAPMA TPENVIHT ®APKON GAPMHET
1.50 | Pemetrexed oneentrte ARITA SAPMHET X
k emetrexe concentrate for
solution for infusion PAPMACIOTUKBNC
1.51 | Pertuzumab L o POL BbJIrAPUA X X
. napeHTepanHa ANTA COPAPMA
1.52 | Ramucirumab l coowe PbOHUKC PAPMA SAPMACIOTUKBLIIC TBPIOBCKA A |

b



a : | ANTA CODAPMA
1.53 | Sorafenib nepopanHa dopma ObOHUKC dAPMA SAPMACIOTVIKLIC SAPMHET
1.54 | Sunitinib nepopanta gopma | CO®APMA TPEWAVIHI ObOHUKC dAPMA X
1.55 | Tegafur/gimeracil/oteracil | nepopanna bopma MEOEKC X X
1.56 | Temozolomide nepopanta dopma ®ObOHUKC dAPMA JAHCOH-BI CO®APMA
1.57 | Temsirolimus "ap;fg;;:””a CO®APMA TPEMAVHI |  ®bOHWUKC ®APMA X
1.58 | Topotecan “apjjg:g:””a ®bOHUKC ®GAPMA | CODAPMA TPEMINHI X
1.59 | Topotecan nepopanna copma | COGAPMA TPEAOUHI X X
- nlapeHTepanHa “ PbOHUNKC dAPMA
1.60 | Trastuzumab 150 MG . dbopma CODAPMA TPEVIANHI MEJEKC POW BBATAPYS
1.61 | Trastuzumab 600 MG el POLL BBTAPYA X X
1.62 | Trastuzumab emtansine | "*PiTepara POLL ELITAPUS X X
1.63 | Vandetanib nepopanta gopma | CODAPMA TPEAQNHI ObOHUKC dAPMA COJNIOMEL
1.64 | Vemurafenib repopanta dopma POLL BBATAPUSA X X
1.65 | Vinorelbine T oona | COPAPMA TPEMAVHI | GbOHIKC GAPMA X
1.66 | Vismodegib nepopanHa dopma POW BBITAPYA X X
1.67 | Zoledronic acid eSS ®bOHUKC ®APMA | COPAPMA TRPEAAVIHI X
OoNn 2 - Onuarm
2.1 | Buprenorphine nnactup CODAPMA TPEMONHI GAPKON SAPMHET
2.2 | Dihydrocodeine nepopanHa dopma MEOEKC X X
2.3 | Fentanyl nnacTup GAPKON GAPMHET CODAPMA
= = . MELEKC
2.4 | Fentanyl Sublingual tablet SbOHUKC dAPMA CODAPMA TPEVMOWUHI SAPMHET
; napeHTepanHa -
2.5 | Morphine omna CODAPMA TPEVIVHI X X
2.6 | Morphine nepopanHa dopma X X X
2.7 | Oxycodone tapsules, hard CO®DAPMA TPEAANHI OAPKON OAPMHET
modified-rel
2.8 | Oxycodone e R e MEJEKC X X
ptolonged release SAPMHET
2.9 | Oxycodone " ablets ®bOHNKC APMA DAPKOJ CODAPMA
Oxycodone
2.10 | hydrochloride / Naloxone | nepopanta gopma MELEKC CO®APMA TPEVMIUHT q’boqt'xgl\(qu’EATPMA
hydrochloride
Oxycodone
2.11 | hydrochloride / Naloxone | nepopana Gopwa MEAEKC PLOHYKC GAPMA S
hydrochloride i
Oxycodone ‘
2.12 | hydrochloride / Naloxone nepopanHa opma MEZEKC ®bOHUKC ®APMA X
hydrochloride |
2.13 | Tramadol nepopantHa opma OLOHUKC ®APMA GAPMHET CODAPMA

2. OIPEIEJEHUTE 3BA MNBIBIHUTEJM YY4aCTHMLM, KaTo cJenBna:

nn ATC INN NekapcTeeHa dopma M3NBbIHUTEN
on 1 - Uuroctatnumn

1.1 L02BX03 Abiraterohe acetate nepopanHa opma CO®APMA TPEMOUHI AL
1.2 LO1XE13 | Afatinib nepopanHa opma ®bOHUKC ®APMA EOOJ
1.3 LO1XX44 | Aflibercept napeHTepanHa dopma ®bOHUKC ®APMA ECO[
1.4 LO1XE17 | Axitinib nepopanHa thopma ®bOHUKC ®APMA EOO[,
1.5 LO1XCO07 Bevacizumab napeHTepanHa gopma POLW BBNFAPUA EOCON
1.6 LO1CDO04 Cabazita)i(el napeHTepanHa dopma DbOHUKC DAPMA EOO

Ll



1.7

VO3AF03

Calcium folinate napentepanHa opma CO®APMA TPEUOUHI ALl
1.8 LO1BCO6 | Capecitabine nepopanHa opma OAPMHET EAL
1.9 LO1XAQ2 | Carboplatin napenTepanHa dopma ®bOHUKC ®PAPMA EOOQ[, o
1.10 LO1XCO06 | Cetuximab napeHTepanta dopma MEJEKC 00
1.11 | LO1XAO1 | Cisplatin. naperTepania dopma ®bOHUKC ®APMA EOOL i
1.12 | LO1XE16 | Crizotinib nepoparia dopma CODAPMA TPEWAUHT AL
1.13 LO1AAQM Cycloph&sphamide napeHTepanta gopMa EKO®APM EOOL
1.14 | LO1XE23 |Dabrafenib nepopanta gopma ®bOHUKC ®APMA EOO[
_F1, 15 | BO3XA02 |Darbepoetin alfa napeHTepanka dopma MEJEKC 00f
1.16 MO5BX04 | Denosumab napexTeparia gopma COD®APMA TPENOUHI AL
1.17 | LO1CD02 | Docetaxel napeHTepanta dopma ®bOHUKC ®APMA EOO[
1.18 | LOTDBO1 | Doxorubicin hydrochloride conﬁv.:?rirt%:féf i%;:fe”rs?gﬁ for CO®APMA TPEVANHF ALl
1.19 | L02BB04 |Enzalutamide nepopanta dopua ANTA ®APMACIOTUKBIC EOOQ
1.20 | LO1DBO3 | Epirubicin napeHTepantia opma CO®APMA TPEWANHI Al
1.21 | LO1XX41 | Eribulin napeTepanta bopma ®LOHUKC ®APMA EOOf
1.22 | LO1XEO3 | Erlotinib nepopanta copma LOAHCOH-BI 00f,
1.23 | BO3XAO1 fé;g‘éﬁﬁ‘;'ﬁg;‘ nepeHTepaka thopua MELEKC 004
1.24 | LO1CBO1 |Etoposide napeHTepanta opma ®bOHUKC ®APMA EOO[
1.25 | LOIXE10 |Everolimus nepopantia hopua ®BOHUKC ®APMA EOON
1.26 LO3AAD2 | Filgrastim napeHTepanta dopma PBLOHMKC ®APMA EOON |
1.27 | LO1BCO2 |Fluorourscil napexTepanta hopua ®BOHUKC ®APMA EOOL
1.28 | LO1XE02 |Gefitinib nepopania dopua OAHCOH-BI oo
1.29 | LO1BCO5 |Gemcitabine napeHTepanta bopma ®LOHUKC ®APMA EOO/]
1.31 | LO1AA06 | Ifosfamide napenTepanta bopma EKO®APM EOOQ
1.32 | LO1XEO1 |Imatinib nepopankia opma CO®APMA TPEAAWNHT A
1.34 | LOIXC11 |Ipilimumab napenTepanta hopma ®bOHUKC ®APMA EOO[
1.35 | LO1XX19 |lIrinotecan napexTepanta opma ®bOHUKC ®APMA EOO
1.36 | LO1XE07 | Lapatinib| nepopanka dopma ANTA ®APMACIHOTUKBIC EOOL
1.37 | LO3AA14 | Lipegfilgrastim napenTepanta bopma ®bOHUKC ®APMA EOO/]
1.38 | LOTDBO7 |Mitoxantrone napexTepanta dopma ®bOHUKC ®APMA EOO[
1.39 | LO3AX03 'g"ég’(:ijltzr(‘;ﬂeiOG"u‘;n) haperTepanKa dopua PLOHNKC PAPMAEOOR |
1.40 | HO1CBO2 | Octreotide P oo+ ooent | ANITA ®APMACIOTUKBIIC EOOR
1.41 | LO1XX46 |Olaparib | capsules CODAPMA TPEWAWHI AL
1.42 | LO1XX47 |Olaparib tablets CODAPMA TPEWAUHT Al
1.43 | LO1XA03 | Oxaliplatin napeHTepanta opma ®bOHUKC ®APMA EOO[,
144 | LOICDO1 | Pacitaxel napeTepana bopms BYNFEPMEABEOOR
1.45 LO1XCO08 | Panitumumab napexTepanta hopma

MELEKC 00




1.46 LO1XE11 | Pazopanib nepopanta gopma ANTA ®APMACKOTUKEINC EOOQ
1.47 | LO3AA13 | Pegfilgrastim napeHTepanta dopma MEOEKC 004
'_‘J.48 LO1XC18 | Pembrolizumab napeHTepanta dopma ANTA ®APMACIKOTUKBIIC EOOJ
149 | LO1BAO4 |Pemetrexed Eencenigieinsaluiianior CO®APMA TPENOMHI All
1.50 | LO1BAO4 |Pemetrexed o o concentiate for | ANITA ®APMACIOTUKBIC EOOR
1.51 LO1XC13 | Pertuzumab napeHTepanta dopma POLL BBIFAPUA EOOL
1.52 LO1XC21 Ramucirfumab napeHTepanHa hopma ®bOHUKC ®APMA EOOQ
1.53 LO1XEOD5 | Sorafenib nepopanHa dopma ®bOHUKC DAPMA EOO[
1.54 LO1XEQO4 | Sunitinib nepopanta opma CO®APMA TPENOUHT ALl
1.55 LO1BC53 | Tegafur/gimeracil/oteracil nepopanHa popma MEOEKC OOf
__‘.7.56 LOTAX03 | Temozolomide nepopania hopma ®bOHUKC ®APMA EOO[
1.57 | LO1XEO9 | Temsirolimus napexTepana hopma CO®APMA TPEAOUHI AL
1.58 LO1XX17 Topotecan napenTepanHa copma ObOHUKC ®APMA EOO[, "
1.59 LO1XX17 | Topotecan nepoparnHa opma CODAPMA TPEVIHMHF Al
_-7'.60 LO1XC03 | Trastuzumab 150 MG napeHTepanta opMa CO®APMA TPEAAWHI ALl
1.61 LO1XC03 | Trastuzumab 600 MG napeHTepanHa popma POW BBLITFAPUA EOO
1.62 LO1XC14 | Trastuzumab emtansine napeHTepanta dopma POLL BBIFAPUA EOOL
1.63 LO1XE12 |Vandetanib nepopanHa gopma CO®APMA TPEWAVHI A0
1.64 LO1XE15 Vemurafénib nepopanna dopma POLW BBITAPUA EOOQA
1.65 LO1CAQ04 | Vinorelbihe napeHTepanHa topma CODAPMA TPEPIJJ.VIHI’ Al
1.66 L01XX43 | Vismodegib nepopanHa opma POLU BBNFAPUA EOON
1.67 MOSBAQS8 | Zoledronic acid napeHTepanHa popma ®bOHNKC ®DAPMA EOOL |
OM 2 - OnuaTk
2.1 NO2AE01 | Buprenorphine nnactup CO®APMA TPEUOUHT ALl
2.2 NO2AA08 | Dihydrocodeine nepopanHa gopma MEJEKC 00[
2.3 NO2AB03 | Fentanyl nnactup OAPKON AQ
_—2.,4 NO2AB0O3 | Fentanyl! Sublingual tablet OLOHUKC ®APMA EOO[, =
2.5 NO2AAQ1 | Morphing napeHTepanta popma CO®APMA TPEAOUHI A o
2.7 NO2AA0S5 Oxycodohe capsules, hard CO®APMA TPENAWHI Afl
2.8 NO2AAO5 | Oxycodone modified-release tablets MELEKC 00[
2.9 NO2AA06 | Oxycodohe prolonged release tablets ®bOHUKC ®APMA EOO]
210 | NO2AAS5 S;‘lygfodnoef‘ﬁ \/’mmgl‘l’é‘g’e / epBHETEorH MELEKC 00f
211 | NO2AAS55 S’a‘?’;fodnoef‘ﬁy?ggﬁgﬁfe/ hepopanta dhopwa MELEKC 004
212 | NO2AAS5 ﬁ;‘?’gfodnoef‘ﬁ;zgg‘fgﬂfe’ By MELEKC 00f, |
2,13 | NO2AX02 |Tramadol nepopanta gopma ®bOHUKC ®APMA EOOL
MoTusmu: BCEeKM eOuH OT

OCHOBaHM4A

3a

onpepgesyiIieHUTE

odpepTHUTE

34 MWMINBJIHUTEIIM YUYaCTHULNU oTroBapAda Ha
KpUurepmunTe 34 HO,H@Op I/I M3MCKBAHUATA 3a JIMYHO CBCTOSHUE,
OTCTpaI-iFIBaHe,
BBIJIOXKUTEJIA M Cca C Haﬁ—E[MCKa NpenjyioxXeHa LieHa 3a MI3IBJIHEHMEe Ha BCAKa OTIeslHa

M

OTTOBAPAT

Ha VIBMUCKBAHMATA

HOMEHKJIaTypa JIEKAapCTBEH IIPOOYKT OT npemMeTa Ha [Nopwv4dkKaTa.

3. OTCTPAHEHU VQACTHMHM, KaKTO Cclenra:

3.1.

»BAJITA SAPMACKOTHKHIC” EOON:

- Ba JII ¢ H¥® 1.20 - Haj ocHoBaHue wi.107, 7.2, 6.%

a

W

or 30II.

3a THAX He Ca Hanmuie



MOTMEEA_ YYaCTHUKDT ej NPpeJIORMIJI [OJa WMS3NOBbJAHM »JocTaBkaTa Ha JIO ¢ HN 1.20 c
IPOTHOBHO KOJMYECTBO . oT 25 000 MI', BOMCAHO OT Hero B TEXHUUECKOTO My
npenjioXeHue . Bbajgoxufrenar e wusuckanm 1o Crneundpuraums, NPUIOXKEHA  KBM
HOKyMeHTaumsaTa I1o npduenypaTa, HPOT'HOSHO KOJMYECTBO 3a To3u JII or 125 000
Mr. Taxka OQOPMEHO, NPEMJIOKEHMEeTO Ha YYACTHUKA Ba MUIODIHEHME Ha JIII ¢ HW 1.20
HE OTIroBapsa Ha MBUCKBAHMATA Ha BbL3JOXUTEIS.

- Ba JIII HW® 1.22; 1.25; 1.49 - Ha ocHOBaumue uJj. 107, 7.3, mpemi.sTopo oT 30II.
MOTUBI: YYUaCTHUKBT e\npeHCTaan OOOCHOBKa Ha IpeIJlalaHuTe OT HeTO LeHMr 3a
unTHMpasuTe JIII, KOMTowca Summ ¢ noeeue or 20% no- CnaronpuATHU OT CpelHUTE
CTOMHOCTM Ha LEHOBUTE |MPEIJIOKEHMS Ha OCTAHAINTE YYaCTHMUM 3a CbOTBeTHUTE JIM.
OBocHOBKaTa He e [OpueTra oOT KOMUCHATA, HasHadeHa 3a [poBexAaHe Ha
fipouenypaTa, Ha OCHOBaHMe un.72, an.3 oT 30N, 7B KaTO OBOCHOBKATA He e
nonpoOGHa, He e DNWIHA U He e oBekTMBHa. KaTo OOOCHOBKA 3a HauMHa Ha
obpasyBaHe Ha TesHu ﬂeHM, YYACTHUKET € [IOCOUMJI CXEeMaTUUHO TeKCTOBeTe o
un.’2, an.2, T.2 - ©.5 or 30N, camo upes uzbpogBaHe Ha O0OGCTOATEJICTBATE}
CBOBPXALM Ce B TAX. KQMMCMHTa He € mMsucKaja yTouHABAalla MHYOPMALMA, TbM KarTo
YYaCTHUKDLT He e HpeHCTaEMH HUKAKBM [OKa3aTeJNCTBa, OOOCHOBaBAallM MNPEIJIOXSHUTE
OT Hero ueHu =3a JII c HM 1.22; 1.25; 1.49. B
3.2. ,CO$APMA TPEMOMHI” AL - »a JI c HNN 1.30; 1.50; 2.8 - Ha ocHOBaHue
un.107, 7.2, &.%a“ OTiBOH.

MoTuBuU : '
- YYACTHUKBT € NOPeJIOXMII Ia WU3NLJIHU OOCTaBrkKaTa Ha JII ¢ HN 1.30 ¢ JIII OCUKA OT
[IPY Gedeon Richter Pch, YHrapusa. Cnopen T.4.,l.oT KparTxaTa XapakTepucTmura Ha

HPOOYKTA (KXIT), CBUMAT & nperHasHaueH sa ,JlevyenHue ua OCTeonopo3a npm...%ea
llpensun oOCTOATENCTBOTO, Ye HACTOSMATA ofmecTBeHa MNOPBYKA € ¢ [OpenMed
~Jocraska Ha JEKIAPCTBEHU IPOOYyKTH B8a Jedenne Ha OHKOJIOI'MYHK
sabomsaBannusa, ... ", npennomeﬂmeTo Ha Yy4YaCTHMKAa 3a WU3NOBJIHeHre Ha JIII c HW 1,30
He oTroBaps Ha MBMCNBdHMHTa Ha BB3JIOXUTENA, TbBI KaTO HE € NIPUJIOXKUM =&
JleUeHME Ha OHKOJOTUUHM BabOJIIBaHUS. S

- Y4YacCTHUKBT € [OPeINOXUS O3 WSIBIHU HocTaBkaTa Ha JI c HNM 1.50 ¢ JAl
APMUCAPTE na IIPY Actavis Group PTC ehf Vicnannus, xonto B IJIC e ¢ JekapcTeeHa
dpopma Concentrate for solution for infusion. [[pemIOXKEeHMEeTO Ha YydYacTHMKA Sa
nsnbiaHenre Ha JII ¢ HW 1.50 He oTroBaps Ha MSUCKBAHETO 3a JIeKapCcTEeHaTa My

dopma - Powder for concentrate for solution for infusion, sBmoucano =B
crneuudrKalmaTa. ; S Qg
- YYaCTHUKET € npennommn Ha M3OBJIHKM NoCTaBkaTa Ha JI ¢ HW 2.8 c JIII OKCUKOIGOH
AKTABUC wna IIPY Actav1$ Group PTC ehf Mcmaumus. B IUIC e BmucaH JIII OKCUKONOH
AKTaBUC Ccamo cC Jlekapcreenyu ¢opMmu Prolonged release tablet u Capsule, hard?
penIokKeHNeTO Ha YydadTHUKA SBa USIBIHEHUE Ha JUII ¢ HWM 2.8 He oTroBaps H&
UBMCKBAHETO B3a neKapCTB eHaTta My ¢opma - modified-release tablets, Boucano 'B
KOJIOHa 4 Ha cneum@wxauMﬁma G
3.3. ,,bOHUKC $APMA” Epon.

- Ba JIll ¢ HE 1.12; 1.48 - Ha OCHOBaHUE yn.107, 7.2, 6.%a“ or 30II.

Motmpu:

- YYacCTHMKBT € NpeIJIOKMI Ia MUBNBIHM OOCTABKaTa Ha JII ¢ HW 1.12 cone CPOK Ha
T'OOHOCT 4 TOOMHH, HOK§T0 B T.6.3. oT KXII e HOCOUEH CpPOK Ha TONHOCT Ba TOo=u
JII. or To3m IIPY B pasMep Ha 3 TOIMHM. llpemroxkeHMeTO Ha ydYacTHUKE 3&
U3NBJAHEHMe Ha JII ¢, He 1.12 wue OTIOBapsa Ha WUBUCKBaAHMATA, BIUCAHU B
OOKyMeHTaunsaTa I10 nﬁonenypama' #lIpM  U3TOTBAHE Ha NPENJIOXEeHMEeTO Cu 54
USII'BIHEHVE Ha INOPBYKATA, BCEKM YUACTHUK TpABBa Ha NOCOUYM MAKCHMAJHUS cpox Ha
TOOHOCT Ha IpelylaTaHuA JIEKAPCTBEH MNPOOYKT OT KOHKPETHUS MNPOMSBOOMTEN.
- YYAaCTHUKET e npennommn a MU3I'BJIHM JocTaBkKaTa Ha JI ¢ HN 1.48 nBe
OTHENIHM JIeKapPCTBEHM ®®pMM Ha JII Kemrpyma Ha I[PY Merck Sharp & Dohme B.V.
Hupepsmaunusa, cwc C%OTBeTHO PaBIMYHY CPOKOBE Ha T'OOHOCT.

JokoNKOoTO B HOKyMeHT@uMHTa no npouenypaTta Bb3jJ0oXMTENAT € YTOUHUII, ue
~BaprMaHTKM HsiMAa ga 6mgau' npueMani.V, KOMUCKUATA CUXUTE, UYe NOPeIJIOXEHUEeTO Ha

YJacTHMKE  3a wusNbjHeHre Ha JII ¢ HW 1.48 He oTroBapa Ha M3SMCKBAHETO HA
Be3yoxmuTens. e




- Ba JII ¢ HN 1.50 naj@%ne OTCTpaHeHa OT ydYacTMe B [pPOLenypaTa Ha OCHOBAHMUE
wi1.107, 7.3, npema.mepeo oT 3OII.

MOTVBK: YUACTHUKEBT HE € NPencCTaBMJI USMCKAHATA OT KOMMCHUATA C OUMCMO U3X. W
107¢/17.10.2019 1., MBINPAaTeHO IO €.00Ma U M[NOTBLPAEHO MOJyYaBaHeTO My Ha
18.10.2019 r., nompoBHa nucMeHna oOBOCHOBKAa 3a oCpasyBaHe LeHaTa Ha JIII c HE
1.50. 3 o
3.4. ,$APMHET” EAQL - Ba JII ¢ HWN 1.20; 1.29; 1.36; 1.43 Ha OCHOBAHUE 4i.107,
T.2, 6.%a"“ or S3O0I.

Morney: :

~ YUYACTHUKET € MNPEeIJIORMII Ia W3IhIHN nocrapkaTa Ha JII ¢ H® 1.20 cnc cpox Ha
romHoCT 1,5 TOomMHM, HOoKaTO B T.6.3. or KXI, e nocouen CPOK Ha TIOOHOCT 34
Tosu JIII or Tosm IIPY B pasMep Ha 3 roauHM. IIPEIUIOXSHMETO Ha YYaCTHUKA 34
UBI'BEJIHEeHNMe Ha JII c! HV 1.20 He OTI'oBapA Ha MBUCKBAHUATA, BOMCAHU B
JAOKYMEHTAUMATA N0 npouenypara: ,lpy u3TOTBAHE Ha NpejIoXeHNEeTO CHU 38
MBNEJHEHWE HA MNOPBYKATA, BCEKM YUACTHUK TpAGCBa Ha IOCOUYM MAaKCUMAJNHUA CPOK Ha
TOHOHOCT Ha HNpelaraHusd JIeKAPCTBEH NPONYKT OT KOHKPETHMA NPOM3BOmMTes .. S
- YUYACTHUKDBT € MNPeIJOXM) Oa WUSIbJIHU AOCTaBKaTa Ha JII c¢ HN 1.29 ¢ JIII IRESSA
Ha [IPY Astra Zeneca AB lIBelLMa, KOMTO He e HajJguued B IUIC [IpunoxeHne -2 (axkryanims
kM 30.09.2019 1.) 3a M3NBIHEHME Ha M3NCKyeMuss OT Besaoxurensa JII - LOIBCOS
Gemcitabine. IpensoxeduMeTo Ha yuyacCTHMKA 3a MSObIHenue na JII c HW 1.29 He
OTT'OBapAa Ha WMBMCKBaHMATA 3a AHATOMO-TepaneBTUUYeH KOI/ATC/ wu MeXInyHapoHo
HeIaTEeHTHO HauMeHOBaHue/INN/, BOMCAHM B CHELUMOUKAIMATA.

- llpemnaraHaTa oOT Yy4YacTHMKA eIUMHUYHA neHa Ha JIII ¢ HWM 1.36 He orTroeBaps Ha
USUCKBAHETO Ha BB3noXutTensa - ,0penjlaraHMTe eIMHUYHM [eHM Ha odpepupaHnTE
JIEKAPCTBEHN MNPOAYKTM MHa He HAABMINABAT CBOTBETHATA CTOMHOCT Ha CBIOATE B IINleE
IPUJIOKEHNE 2, aKTyajJeH kBM mara 30.09.2019 1. u Oa He HaIBUIABAT KBM CHhIATE
aTa InoroBopeHuTe ¢ H30K ueHm.™. 3

- Y4YACTHUKBT € NPenioXml nOa M3NOBJIHKM JoCTaBKaTa Ha JI ¢ HNM 1.43 cnc CPOK Ha
TOOHOCT 3 TOAOMHM, OOKATO B T.6.3. OT KXII, e mocoueH CpOK Ha TOIHOCT 3a TORMU
JII or To3mM IIPY B pasmMep Ha 2 TOIUHM. [lpemioxeHMeTO Ha YyyYacTHUKA 5&
Msl'enHenne Ha JII ¢ HW 1.43 He oTroeapsa Ha VNBMCKBAHUATA, BIWMCAHU j
IOOKYMEHTALMSATA I10 nﬁouenypaTa: #lIpM  USDOTBSAHE Ha NOPENJIOKEHUSTO CU .
USBII'BJIIHEHWE HA nop%qxaﬁa, BCEeKM YYACTHMK TpAOBa Ha [NOCOUM MAKCHUMAJHUA CPOK
TORHOCT Ha NpelnaraHyvs JIeKapCTBEH NPONYKT OT KOHKPETHUA NpomsBommTes. . e

4. KOoHOAMKTM Ha MHTEepPecHM IO OTHOmEeHUEe Ha YYaCTHULUMTE HEe Ca YCTaHOBCHM.

5. OBXAJBAHE - CowrjacHo wun.l196, an.l, T.1 or B30I, HaAcCTOAmMOTO MK pelesué
NOMJIeXM Ha ofxajiBaHe 9T JIMLATA M0 w1.198, an.l, T.3 or 30I npexn Kommcusra B3
BampTa Ha KOHKYPeHUMSTA, C anpec: Oys. BuToma N 18; rp.Codusa; nx 1000
Ten.02 9884070; @aK¢ 029807315; e.noma: cpcadmin@cpc.bg; wuHTepHeT anpe
http://www.cpc.bg. HogaBaHe Ha xanby - cbLriacHo un.l197, ax.l, T.7, 6.%a% of

30l - B 10-pgpHeBeH Cpok OT [OJYYaBaHe Ha PelleHMeTO 3Ba onpepeJsisHe Ha
VSNBIHUTE . 1

Ha ocHoBanHme wmi.43, aﬁ.l U an.2, OpM CcHasBaHe MBUCKBAHMATA Ha uj.36a, aju.l

14
T.2 M T.5 or B30I, HaACTOANOTO MK pemenre na ce nybauMkysa B [podéuma Ha

KynyBava — Ha ajpec: mﬁpjknmob&bgﬁn=15536 » BaemHo c Joxaafg . Iporoxomaute

OT 3acelaHMATA Ha KOMMCHUATA M B CBHIMS IOeH Ia ce Msnpaw%&&ﬁléﬁeﬁinHHa rnoma
o ydacTHMUMTE B mnpolenypara. S v '
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