NPOTOKOJ
om pabomama na Komucuama, nasnauwena cvc 3anoged Ne 37 om 26.02.2021 2. na

Ynpasumens na ,, Komnnexcen onkonocuuen yenmup — Cmapa 3azopa “

Huec, 26.02.2021r., B 11.00 yaca, B EnexkTpoHHara cucrtema 3a 3aKyllyBaHE Ha
JIEKapCTBEHH MPOIYKTH 3a HYXJIWTe Ha JedyeOHuTe 3aBeneHus B PemyOnuka B Bbirapus
(EnexTpoHHaTa cucrema), ce nposee 3acenanue Ha Komucus, HazHadeHa cbe 3anoBen Ne37
ot 26.02.2021r. Ha Ympasutens Ha ,,KomiulekceH oHKoiorudeH LeHTsp — Crapa 3aropa®
EOO/], rp.Crapa 3aropa 3a Bb3jarane Ha oOIIeCTBEHa MOPBYKa B MPOLEIYpa 3a BbTPELICH
KOHKYpeHTEeH u300p cC mpeamert: ,JlocTaBka Ha JiekapcTBeHHM NMPOAYKTH OT aHATOMO-
TepaneBTH4a rpyna L "AHTHUHeONJIACTHYHM W HMMYHOMOIYJHUPAIIM cpeacrsa'’ 3a
HY:KIuTe Ha ,,Komiiexkcen oHkosoruueH neHtbp — Crapa 3aropa“ EOO/I no o6ocodena
no3uuust Ne 2 or PamkoBo cnopazymenune NeP/[-11-24 ot 18.01.2021r.%, ¢ per.Ne 00080-
2020-0004 B AOII Ha MuHuCTBpa HA 3paBEOIa3BAHETO.

Haznauenarta koMucus € B CbCTaB:

[Ipencenaren:

Ilerss AnexcanapoBa — Ha JIBXKHOCT ,.PpKkoBOmMTENn (uHaHCOB OTmen B ,,KommekceH
oHkoJyiorndeH neHTsp — Crapa 3aropa“ EOO/], rp.Crapa 3aropa;

UiieHose:

1. Mar. ¢apm. I[Berana KupeBa — Ha mnwmxHOCT YmpaButen bomHuuHa anTeka B
,KoMmIuiekceH oHkoaoruueH neHTwp — Crapa 3aropa“ EOO/], rp.Crapa 3aropa;

2. 30s Konesa — ropucr;

B Enextponnara cucrema e mybnukyBaHa mokaHa ¢ u3x.Ne374 ot 15.02.2021r., kosiTo
€ M3IpaTeHa J0 CIEJHUTE YUaCTHULIU!

1. ,,Copapma tpeiinunr® AJl — rp.Codus, EMK: 103267194, cenanumie u agpec Ha
ynpasienue rp. Coous, yin. JIsuesap CranueB NeS, Codapma buznec Tayspe, Crpaga A,
er.12;

2. ,,®apmuer* EAJl - rp.Bapna, EUK: 202513217, cemanumie u aapec Ha
ympasieHue rp. Bapua, p-u Mnanocr, 6yin. Penyonuka, MI1 ,,Mnanoct Bapnaa“;

3. ,, ®bonukc papma*“ EOO/ — rp.Codus, EMK: 203283623, cenanuiie u aapec Ha
ympasieHue rp. Codus, paiton Ctynentcku, yia. OxkonoBpbeTeH BT Nel99A;

4. ,Aara ®apmaciotukbic“ EOOJ — rp.Codpus, EUK: 175256438, cenanuuie u
anpec Ha ympasnenue rp. Codpus, p-H Buroma, busnec uentsp Abakyc, Oyn. Bweirapus
Nell18, er.2;

Jo xpaitHusaTt cpok no 23.59uaca Ha 25.02.2021r. B EnexrpoHHaTa cucrema ca
MOCTHIWIN 0epPTH OT BCUUKU MTOKaHEHU 4 yYaCTHHKA, KAaKTO CIIe/Ba:

1. ,,Codpapma Tpeiigunre AJl — rp.Codust — opepra Ne O 2885, momanena B 12:35:00
gaca Ha 15.02.2021r.;

2. ,,®bonukc gapma“ EOOH — rp.Codus — odepra Ne O 2846, momaneHa B
17:06:079aca ma 15.02.2021r.;

3. ,Papmuer® EAJl — rp.Bapra — odepra Ne O 2923, nomanena B 11:18:244gaca Ha
16.02.2021r.;

4. ,Anta ®apmacotukbic“ EOOJ — rp.Codus — odepra Ne O 3306, noganena B
16:42:23yaca na 18.02.2021r.



[Ipencenarensat Ha komucusita 00siBu 3amoBen Ne37 ot 26.02.2021r. Ha YnpaBuTens
Ha ,,KoMmruiekceHn onkosiorndeH neHTbp — Crapa 3aropa“, rp.Crapa 3aropa.

Bceuukn wienoBe Ha Komucusita nonbiaHuxa Aekiapanus mo wi. 103, an. 2 ot 3011,
1. 51, am. 9 u 13 mwai. 52, an. 2 ot I[ITI30I1.

Komucusra 3anmoyna cposita pabota. OTBOpuxa ce BCHUKU 4 ohepTH U ce KOHCTaTHpa,
4e Te ca M0JaJeHU B YKa3aHUAT B IIOKaHaTa cpok 110 23.594aca Ha 25.02.2021r. u oTroBapAr
Ha MOCTaBEHUTE U3UCKBAHMUSI.

Bewnuku odeprtu ca ¢ kopekTHO nonbiaHeH u noanucad EEJIOIT.

Komucusita npoabku cBosita paboTa ¢ pasriex/iaHe Ha MPeICTaBEHUTe TEXHUYECKU
MPEAJIOKEHUSI HAa YYaCTHULUTE, OTrOBapsIlM Ha W3MCKBAHMATA 3a JUYHO CBCTOSHUE U
KpUTEpUUTE 32 [0A00p, MPU KOETO HANPABH ClIeHATa KOHCTATAllUs - BCEKU OT YYaCTHHIIUTE
€ moAroTBMJI TeXHUYECKO MpeJIoKEHUE, C KOETO Mpejiara BCHYKU 3asBEHU OT JIe4eOHOTO
3aBeJICHUE HOMEHKJIATypHU Ha JEKapCTBEHU MPOAYKTH.

Komucusita eaHO1yIIHO

PEIIIN:

Jonycka Bcuuku 4 yyacTHUKA 10 oTBapsiHe Ha LIeHOBUTE UM MpPEIIOKEHUS.

MotuBu: Bcuuky yyacTHMIIM OTTOBapsAT Ha MOCTABEHHUTE YCIOBHS, KaTo odepupar
JIEKAPCTBEHW MPOAYKTH Halu4yHU B Il03UTHMBEH JNEeKapCTBEH CHUCHK. Bcekn ydacTHHK €
MPUWIOKIJ 3a BCEKHM JIEKAPCTBEH NPOAYKT ,,KpaTKa XapaKTEpPUCTHKAa Ha JIEKapCTBEHUS
MPOJYKT* WK € MPEJOCTaBUi Bpb3Ka KbM MyOJUYHO JOCTHIHA ,,KpaTKa XapaKTepUCTHKA Ha
JIEKAPCTBEHUS MPOITYKT.

Ha 10.03.2021r. xomucHsITa OTBOPH ILIEHOBUTE MPEJIOKEHHSI HA BCUUKH yYaCTHHUIH.
W3Bbpiiena Oe mpoBepka Ha NPEIOKCHUTE IIEHH W CE YCTAaHOBH, Y€ BCHYKH IICHH 3a
ennHuna mapka ¢ JIJIC ca mo-HUCKM MM paBHU Ha LieHaTa 3a eauHuua mspka c Ilosutusen
JeKapcTBeH cnuchbk. KiacupaHneTo ciiesl oTBapsHE Ha ILIEHOBUTE OQepTH € OTPa3eHO B
[Tpunoxenue Nel ,Knacupane mo mnpouenypa 'locraBka Ha J€KapCTBEHHM MPOIYKTH OT
aHaToMoO-TeparneBTuya rpyna L "AHTMHEONJIACTUYHH W UMYyHOMOAYJMpallyd cpeactna’ 3a
Hyxaute Ha ,,Komruiekcen onkosormueH mneHTbp — Crapa 3aropa“ EOO/] mo o6GocoGena
no3unusi Ne 2 ot PamkxoBo cnopazymenne NePJI-11-24 ot 18.01.2021r.' — Hepa3aenHa yact OT
HACTOSIIIUSL MPOTOKOJI, C OTYMTAHE HA LIEHWUTE, MOCTUTHATH IMPHU OTBAPSHETO HAa LIEHOBUTE
npeayioxeHus . Komucusara eqTmHOAYIIHO

PEIIN:

[IpuctbnBa KbM npoBexkaaHe Ha enekTpoHeH Thpr. Ha 11.03.2021r. B EnexkTponHara
cucteMa ce oOsBH, Y€ HAYaJIOTO Ha €JEKTPOHHMs THPr me 3amoune Ha B 08:00:00 gaca Ha
16.03.2021r. u me npuxitoun B 13:00:004aca nva 19.03.2021r. ITokaHa 3a €1€KTPOHHUSA THPT
IO MpolLIelypa 0 BTPELIeH KOHKYPEHTEH U300p Oe u3MpaTreHa 10 BCUYKU 4 y4acTHUKA.

Crnen xpas Ha eNneKTpOHHUsS THPT, a UMeHHO 10 13:00:00uaca nHa 19.03.2021r. Osixa
MOCTUTHATH 1IeHU, MoApoOHO ommcanu B llpunoxenme Ne2 | Knacwpane mo mporemypa
'JloctraBka  Ha  JIGKAPCTBEHM  MPOAYKTH  OT  aHATOMO-TepamneBTH4a  rpyma L
"AHTUHEOIJIACTUYHU M HMMYHOMOIYJIMpAIlld cpeAcTBa" 3a HyxkauTre Ha ,,KomIiuiekceH
onkonorndeH neHTsp — Crapa 3aropa™ EOOJl nmo o6ocobena mosumust Ne 2 ot PamkoBo
ciopazymenue NePJ[-11-24 ot 18.01.2021r." ¢ oruuTraHe Ha IEHUTE, MOCTUTHATH CIEN
MPOBEKIAHETO HA EJIEKTPOHEH THPr™.



Komucusra cnen kaTo pasriiea BCUUKH NMPEIJI0KEHHU 1eHU 3a enuHuna mspka ¢ JIJ1C
U T ChIOCTaBH C Te3u B [lO3UTHBEH JEKapCTBEH CIHUCHK YCTAaHOBHM, Y€ BCHUYKHU LIEHU
OTTOBapAT Ha MPEIBAPUTEIIHO 33JaJ€HOTO YCIOBHUE U Ca O-HUCKU Wiu paBHU oT Te3u B [1JIC.
W3Bbpiiena 6e mpoBepka Ha JAeHCTBAINTE B MOMEHTA JOTOBOPH 3a JIOCTaBKa Ha JIEKapCTBEHU
MPOAYKTH C LIE€J MPEACTOSIIOTO CKIOYBAHE HA JIOTOBOPU 3a JIOCTaBKa U OIPEAEIsSHE Ha
HayaJHUS CPOK Ha JEHCTBHE HA BCEKH €JAMH JIEKApCTBEH IMPOAYKT, OMHMCAH KAaTO MOPEJEH
Homep ot tabnuna [Ipunoxxenue No2. Ciieqy M3BBpIIIEHATA CHIIOCTABKA KOMUCHSITA

PEIIIN:

L. Knacupa Ha mbpBO MACTO MO OOIIECTBEHA MOpPHUKA B IMPOLEAypa 3a BHTPELICH
KOHKYpPEHTEeH HM300p ¢ mpeameT: ,JlocTaBka Ha jJeKapcTBeHH NPOAYKTH OT aHATOMO-
TepaneBTH4a rpyna L "AHTHUHeONIACTHYHM W HMMYHOMOIYJHPAIIM cpeacrsa'’ 3a
HY:KIuTe Ha ,,KomiiexkceH oHkosoruueH neHtbp — Crapa 3aropa EOO/I no o6ocobena
no3uuusa Ne 2 or PamkoBo cnopazymenue NePJ/I-11-24 ot 18.01.2021r.%, c per.Ne 00080-
2020-0004 B AOII nHa MuHuctbpa Ha 31apaBeona3BaHeTo cbriacHo Ilpunoxenne Ne 2 —
HepaszeiHa 4acT OT HACTOSALIUS MPOTOKOJ, CIEIHUTE YYaCTHULIN:

1. ,,Codapma tpeiinmur® A/l — rp.Codus — 3a nexkapcTBeH npoaykT ot [lpunoxenune
Ne2 ¢ Homep mo pen - Ne2;

2. ,,®apmuer* EAJl — rp.Bapna — 3a nekapctBeH npoaykT ot Ilpuioxenune No2 ¢
HOMep 1o pex - N I

Omnpenenst chUUTe 3a U3MBIHUTEIM B IMpPOBEJIEHATa MpoIeaypa IO BbTPELICH
KOHKYPEHTEH U300p 3a JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH.

MoTHuBH: YYacTHUIIUTE Ca KJIIACHPAHH HA MEPBO MSACTO ChOOPA3HO KPUTEPHS 3a OIICHKA
Ha odeprure. Te mpemarat Hall-HUCKUTE IleHW 3a u3mbiaHeHue Ha OIl, a moxymeHTHTe,
CBBbpP3aHHU C JIMYHOTO UM CbCTOSIHUC U CbOTBCTCTBHUCTO C KPUTCPUUTC 3a HOI[GOp Cca pCA0BHU U
YAOCTOBEPSBAT TOJHOCTTA UM 32 M3IIbJIHEHUE Ha MOpbhYKaTa.

II. Knacupa Ha BTOpO MACTO MO OOIIECTBEHA MOpBYKA B IpOLENypa 3a BbTPEIIECH
KOHKypeHTeH u300p ¢ mpeamert: ,JlocTaBka Ha JiekapcTBeHHM NMPOAYKTH OT aHATOMO-
TepaneBTH4a rpyna L "AHTHUHeONIACTHYHM W HMMYHOMOIYJHPAIIM cpeacrsa'’ 3a
HYXKIHuTe Ha ,,Kommiexkcen onkosnornyen neHTsp — Crapa 3aropa“ EOO/I no o6ocodena
no3uuust Ne 2 or PamkoBo cnopazymenune NeP/[-11-24 ot 18.01.2021r.%, ¢ per.Ne 00080-
2020-0004 B AOII na MuHuctbpa Ha 3apaBeona3BaHeTo cbriiacHo Ilpunoxenne Ne 2 —
Hepaz/IeJIHa YacT OT HACTOSAIINS IPOTOKOJI, CJICAHUTE YYaCTHULIU:

1. ,Aara ®apmacwotukbic* EQOOJ — rp.Copus — 3a JekapcTBEH HPOAYKT OT
[Tpunoxenue Ne2 ¢ Homep 1o pex - Ne2;

HI. Knacupa Ha Tpero MscCTO Mo OOILIeCTBeHa MOpbhUKa B MPOIEAypa 3a BbTPEIIEH
KOHKYPEHTEH H300p ¢ TpeaMmeT: ,JlocTaBka Ha jeKapCTBEHH MPOAYKTH OT aHATOMO-
TepaneBTH4a rpyna L "AHTHUHeONJIACTHYHM W HMMYHOMOIYJHPAIIM cpeacrsa'’ 3a
HY:KIuTe Ha ,,KommiekceH oHkosoruueH neHTbp — Crapa 3aropa“ EOO/I no o6ocodena
no3unusa Ne 2 or PamkoBo cnopazymenue NePJI-11-24 ot 18.01.2021r.%, c per.Ne 00080-
2020-0004 B AOII ma MuHnuctbpa Ha 3apaBeona3BaHeTo chbrilacHO I[Ipuiioxkenne No 2 —
HCpa3AC/IHA YaCT OT HACTOAIIUA MPOTOKOJI, CJICAHUTC YHACTHULIU:

1. ,,®bonukc ¢papma*“ EOOJI — rp.Codust — 3a nekapcTBeH nMpoaykt ot [IpunoxeHue
Ne2 ¢ Homep mo pen - Ne2;

IV. Ilpennara na Ynpasurensa Ha ,,KOL| — Crapa 3aropa” EOO/l na cxiroun JoroBop
3a pp3narade Ha OII 3a gocTaBka Ha JIEKapCTBEHU MPOAYKTH IO CbOTBETHUTE HOMEpA 10 pejl
C KJIACUPaHUTE Ha I'bPBO MSCTO YYAaCTHHUIIM ChC CIETHUTE CPOKOBE:



1. ,,Codapma Tpeiiaunr* A/l — rp.Codus

1.1. TOoroBOpBT BiKM3a B CHJIA OT JATATA HA CKJIKYBAHETO MY, Thid KaTO B pPe3yjTaT
Ha MpOBEACHATa MpOoIEeAypa ca MOCTUTHATU IEHH, PaBHU WU IMO-OJarOnpuUsTHU OT cera
JEWCTBAIIUTE TaKMBA Ha JIEKapCTBEHUTE NMpOoAyKTH 1o ckitodeHute ot KOII-Crapa 3aropa
EOO/I noroBopu cbc CHIMAT NPEAMET U € ¢bC CpoK A0 31.12.2021r. 3a JIeKapCTBEH NPOAYKT
ot IIpunoxxenne Ne2 ¢ Homep 1o pex - Ne 2;

2. ,Papmuer” EAJl — rp.Bapna

2.1. noroBopsT BiM3a B cuia ot 01.07.2021r., Thii KaTo B pe3yiTaT Ha NPOBEACHATA
mpoLeaypa ca MOCTUTHATH 1I€HH, KOMTO ca IMO-BHUCOKM OT cera JeWCTBAaIlUTe TaKuBa Ha
nekapcTBeHuTe nponayktu mno ckiodeHute or KOI[-Crapa 3aropa EOO/l moroBopu cbe
CBHIIUAT OPEeAMET U € ¢bC Cpok A0 31.12.2021r. 3a nekapcTBeH NpoayKT ot [Ipunoxxenue No2
¢ HOMep 1o pexn - Nel;

MotuBu: /larata Ha BIM3aHETO B CHJIa HA JOTOBOPHUTE IO OOIIECTBEHA MOPBHYKA B
mporenypa 3a BBTPELICH KOHKYPEHTEH H300p 3a BCEKM €IUH JIEKAPCTBEH IPOIYKT €
cboOpa3eHa ¢ MOCTUrHATA IIeHA 110 MPEAXOTHH MPOLEAYPH OT JIeYeOHOTO 3aBeICHHE, M0 pesia
Ha 30I1, no KouTO UMa AeHCTBaIM JOTOBOPH 3a JIOCTABKA HA TE€3M JIEKAPCTBEHU NMPOAYKTHU U
JOCTUTHATUTE Hall-HUCKH LIEHU Ha CHLIUTE JEKAPCTBEHU MTPOLYKTH B €JIEKTPOHHUSAT THPT.

C u3BbpuIBaHEe HA TOpHUTE JAeHCTBHs, KomucuaTa npukioun cBosita paboTa B CpoKa,
onpeneineH oT Be3noxkurens cpriaacHo 3amosen Ne 37/26.02.2021 .

ITo Bpeme Ha paboraTa Ha KoMucusita He ca yyacTBalIH pe3epBHU UJICHOBE.
Hepa3jaeaHa yact OoT HACTOSIIMS IPOTOKOJI Ca:

1. Tlpunoxenwne Ne 1;

2. Ilpunoxxenue Ne 2.

Hacrosamusat nporokon e npukitoueH Ha 25.03.2021 r. u ce npenasa Ha Bb3noxurens
3a yTBBPKIABAHE.

3a KOMUCHSL:

IIpencenaren: m/ — Iletst Anexcanaposa
Unenose: 1. m/ — mar. papm. I{Berana Kupena
2 /m/ — 305 Konesa - ropuct

Ilpuemam  oKOHuamenHuam NPOMOKON U  yanama  OOKYyMEHmMauus 6
oowecmeenama nopvuka Ha 25.03.2021 ..

Ha 26.03.2021 2. ymewporcoasam OKOHYAMEAHUAM RPOMOKOJ om padomama Ha
Komucuama.
/m/

A-P NETHO BbJYEB UNJIMHI' UPOB:
Ynpasumen na ,, Komnnexcen onkonoeuuen yenmuop-Cmapa 3azopa‘““ EOO/]

Bapno c opueunana na xapmuen nocumen!



NpunoxkeHne Nel

Kbm lMpoTokon

KnacupaHe no npoueaypa '[loctaBKka Ha IeKapCcTBEHU NPOAYKTU OT aHaTOMO-TepaneBTuya rpyna L "AHTMHeONNaCcTUYHU U UMYHOMOAYUPALLU CPEACTBA" 3a HYXKAUTE Ha
,KomnneKkceH oHKonormyeH ueHTbp — Ctapa 3aropa”“ EOO/, no o6ocob6eHa nosuuua Ne 2 or Pamkoso cnopasymeHue NeP[1-11-24 ot 18.01.2021r.' c oTYUMTaAHE Ha LeHuUTe,
NOCTUIHATU NPU OTBAPAHETO HA LLeHOBUTE NpeasioXKeHus

PedepeHTHa
AHaTomo- MexayHapogHo Mspka CTOMHOCT 3a Ep ueHa 3a
06.no3 | TepaneBTUY HenaTteHTHO /mg, 1 6p. mapka eAuHuUa EA ueHa 3a
Ne no | uuma |eH kog, /ATC| HaummeHoBaHMue HauuH Ha tabl., | 3abene cbrnacHo | Heobxogum msApKa 6e3 eAnHULa
pea, Ne koa/ J/INN/ npuno}eHue ml./ KKa MKB nnc 6poii maApKK [ KnacupaHe YyactHUum anc msapka ¢ A4C
1 2[L01XC18 Pembrolizumab napeHTepanHa mg C34.0, C34.1, [60,968200 190400 1.®apmHet EAL 49,997416 [59,996899
1."®bOHMKC PAPMA"
EOOL
2."ANTA
OAPMACHOTUKDBANC"
EOO/, 1,042330 1,250796
3."COPAPMA 1,042331 1,250797
2 2[LO1XE23 Dabrafenib nepopasnHa TBbpaa [mg C43.0, C43.1, [1,250799 1080000 TPEMONHT" AL, 1,042332 1,250798




MpunoxxkeHne Ne2

Kbm lMpoTokon

KnacupaHe no npoueaypa '[loctaBKa Ha IeKapCTBEHU NPOAYKTU OT aHaTOMO-TepaneBTuYa rpyna L "AHTMHeONAacTUYHU 1 UMYHOMOAYANPALLU CPEACTBA" 3a HYKAUTE HA
,KomnneKkceH oHKonornueH yeHTbp — Crapa 3aropa“ EOO/[], no o6oco6eHa no3uuma Ne 2 ot Pamkoso cnopasymeHnue NeP[1-11-24 ot 18.01.2021r." c oTunTaHe Ha LeHuUTe,
NOCTUIHATKU Cnep NPOBEXAAHETO Ha €/IEKTPOHEH Tbpr

AHaTtomo- | MexayHapoaHo Mspka PedepeHTHa Ep ueHa 3a | Ep ueHa 3a
06.n | TepaneBTUY HenaTeHTHO /mg, cToiiHOCT 3a 1 6p. eAuHUUA | eauHMUUA
Ne mo | 03UL,| €H Koa, HaumeHoBaHUe HauuH Ha tabl., |3a6ene MApPKa cbrnacHo Heobxogum msApKa 6e3 | mapkKa c
pes |ma Ne| /ATC-koa/ /INN/ npuUnoXeHue ml./ KKa MKbB nnc 6poi MApKKU KnacupaHe YyacTHuum pac pac
1 2|L01XC18 Pembrolizumab napeHTepasnHa mg C34.0, 60,968200 190400 1.0apmHeT EAL 1.®apmHeT EALL 49,747991 |59,697589
1."CO®APMA 1."CO®APMA TPENOMHI™"
TPEMONHT" AL AL
2."ANTA 2."ANTA
SAPMACKOTUKBAC! DGAPMACHOTUKB/IC"
EOO/ EOOA 0,992477 1,190972
3."®bOHUNKC PAPMA" |3."dbOHUKC DAPMA" 0,992972 1,191566
2 2(LO1XE23 Dabrafenib nepopasnHa TBbpaa|mg C43.0, 1,250799 1080000 EOO/ EOO. 0,996952 1,196342
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