ITPOTOKOJI Ne 2

0T paboTara Ha KOMHCHSA, HasHaueHa cbhc 3amoBen Ne PJ[-11-446/08.11.2019 r. (u3m. cbe 3amosex Ne PJI-11-
11/09.01.2020 r. u 3anoBex Ne P/[-11-55/05.02.2020 r.) Ha MUHHCTHpa Ha 3paBEONa3BaHETO JIa U3BBPINU ITOAOO0D Ha
YUYaCTHHUIIMTE, Pa3Tiieia, OLICHH U Kiacupa oJaJeHuTe oQepTH 1 1a POBEIE EIEKTPOHEH THhPT MPH CIIa3BaHETO Ha peaa
npensuaeH B wi. §9-91 ot 3011 mo oTkpuTa mporeaypa 3a Bh31araHe Ha oOIIecTBeHa MophUKa ¢ mpenmet: ""Crirwoueane
Ha Pamxoeu cnopazymenusn 3a nepuooa 01.01.2020 2. oo 31.12.2021 2. upe3 Enekmponnama cucmema, 3a
3aKynyeamne Ha RPOMUSOMYMOPHU J1eKAPCHMEEHU RPOOYKMU 3a Hyycoume Hna newednume 3agedenusn ¢ Penyonuka
Bvacapua'. O6mecTBenata mopbuka e otkputa ¢ Pemenune Ne PJ[-11-342 ot 03.09.2019 1. (u3M. ¢ Pemenne Ne PJ[-11-
371/24.09.2019 r. 3a ogoOpsiBaHe Ha 0OsIBICHHUE 332 M3MEHEHHE MU JONbIHUTENHA nHpopmanus u Pemenne Ne P/1-11-
438/05.11.2019 1. 3a omoOpsiBaHe Ha OOSBIICHHWE 3a W3MEHECHHE WM MONBIHUTETHA HWHpopManus). BpB Bpb3ka C
pasmopenbara Ha § 137, an. 1 (B cuna ot 18.10.2018 r., u3m. - JIB, 6p. 83 or 2019 r., B cuna ot 01.11.2019 r., usm.
B, 6p. 102 012019 1., B cuna ot 01.01.2020 1.), cbrnacHo koito 10 1 sayapu 2021 r. LleHTpamHuAT opraH 3a HOKYIKH
B cekTop "3mpaBeona3Bane” u LleHTpadHUAT OpraH 3a MOKYIKA 332 OOIIMHUTE MPOBEKIAT MPOLISAYPH 32 Bb3IaraHe Ha
OOIIECTBEHN MOPHYKH M 3a CKIIOYBAHE HAa PAMKOBH CIIOPAa3yMEHUS UYpe3 M3MOJI3BAHUTE OT TAX IIaTGopmu, ¢
W3KIIIOUCHHUE Ha U3MPAIaHeTO Ha penieHusra mo wi. 22, ai. 1, T. 1 u 2 u o0sBneHusTa 1o wi. 35 u wi. 36, an. 1, 1.3 u
6, K0eTo ce N3BBpIIBa upe3 IiaTdopmaTa o wi. 39a, an. 1, cermacHo rpaduka no § 131, an. 1. (§ 137 ot II3P3U/A30I11),
HACTOsIIIaTa TMpoLeaypa ce MPOBEKIa 0 JTOCETAIHUS pell M BCHUKU IUTHPAHU B MPOTOKOJA Pa3ped ca OTHOCUMH
KBM HeTO0.

I. Pasrie:xxnane Ha JONMbJIHUTEIHO MPeACTABEHUTE TOKYMEHTH HA 3aKPHUTH 3aceaHus MPOBEIEHHs B IEPUOIA OT
29.11.2019 r. 1o 02.12.2019 r. BKJIIOYNTEIHO OT KOMUCUSITA B PeJOBHUS i ChCTaB, KAKTO CJieJBAa:

CbcTaB HA KOMUCHATA:
IIpencenaren:
1. Pymsana CraBpeBa, AbpiKaBeH eKcepT B Aupexius ,,OI1%;
Ynenose:
. bunsna Kviesa, rimasen excriept B gupekuus ,,OI1;
. Kpuctrna KocToBa, riaBeH IOpUCKOHCYNT B aupeKus ,,OI1%;
. Koncrantunoc Srnuc, gppxaBeH ekcriepT B aupekius "OIT";
. A-p Henmn Tapuncka — naganuuk oraen , JIIT";
. I-p Csetnana PaifueBa — nppkaBeH ekcriept B otaen ,, JITT;
. Mar. ®apm. Opnun Henes — nbppxaBeH ekcriepT B otaen ,,JIIT;
. Mar. ®apwm. Tans ['eprunoBa — rraBeH ekcnept B otaen ,,JII1;
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. Mar. ®apwm. Ligerenuna [Tonosa — crapuu ekcnept B otaen ,, JITT

Ipotokon Ne 1 (chabpixail ykazaHHsTa Ha KOMHCHUITA 33 OTCTPAaHsSBaHE HA YCTAHOBEHHW HECHOTBETCTBHS,
HEIBJIHOTHY WJIH JITICH Ha nHpopManus) e myonukysas Ha 20.11.2019 r. B paznen ,,[Ipodun Ha kynyBaua“™ Ha UHTEpHET
cTpaHuaTa Ha MUHHCTEPCTBOTO Ha 3/IPaBEONa3BAHETO B €JIEKTPOHHOTO JIOCHE Ha OOIECTBeHATa MOPbhYKA Ha ajpec
https://www.mh.government.bg/bg/profil-na-kupuvacha/ramkovi-sporazumeniya-copsz/ramkovo-sporazumenie-
procurment-1/ v Ha ChIIKMS ICH € U3NPATEH Ha yYaCTHUIMTE B IIpoLeypaTa upe3 EnekrpoHHaTa cucrema, 3a 3aKyIyBaHe

Ha TIPOTUBOTYMOPHH JICKAPCTBEHH MPOIYKTH 33 HYKJIUTE Ha JIeueOHUTE 3aBeeHus B Permybmuka bearapus.
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B pamkute Ha cpoka oT 5 paOOTHU JHU OT MOJIy4aBaHETO HAa MPOTOKOJIA, ONpEesieH B ChOTBETCTBUE C Wi. 54,
an. 9 or [II30Il, upe3 EnexrponHara cucrteMa ca MOCTHIWIN TONBJIHUTECIHU JTOKYMEHTH OT YYaCTHULIUTE KaKTO
ciesBa:

Ot "EKO®APM" EOO/] Ha 20.11.2019 r. ¢ npencrasen enckrponHo noanucan EEJIOIT no o6ocobena mo3umms Ne 2,
B CHOTBETCTBHE C yKa3aHUATA JaIEHH OT KOMHCHATA,

Ot "IAHCOH BI'" OO/ na 21.11.2019 r. ¢ npeacraBeHa AeKIapaliys 3a 3aIb/DKCHUTE JIUIA U CIIEKTPOHHO MMOANKUCAH
EEJIOIT o o6oco6ena nmo3uius Ne 2, B ChOTBETCTBHUE C yKa3aHUATA AJCHA OT KOMHCHSTA;

Ot "MAPUMIIEKC - 7" EOOJ/] na 25.11.2019 r. 3a 06ocobena mo3unmst Ne 1 u obocobeHa mo3uius Ne 2 ca
npencraBeHu enekrponHo noanucanu EEJIOII-u, B ChOTBETCTBHE C yKa3aHUATA JAJICHU OT KOMHCHUATA C MPUIIOKECHO
KOITHe Ha HJTHOMOIITHO 32 Kats TphITkoBa U CIIMCHK HA 33 IBIDKSHATE JINIIA,

Ot "POUI BBJI'APUSA" EOO/] Ha 26.11.2019 1. 3a 060cobeHa mo3urust Ne 1 € mpeacTaBeH eIeKTPOHHO IOANKICAH
EEJIOII, B chOTBETCTBUE C YKAa3aHHUATA JAaJICHU OT KOMHCHATA. 32 000co0eHa mo3uimst Ne 2 € pe/ICTaBeH EIeKTPOHHO
nonnucad EEJIOIL, B chOTBETCTBHE ¢ yKazaHUATA AaJeHH OT KOMHCHATA, MPUAPYKEH ChC CIUCHK Ha 3aBIDKEHUTE
JIIa.

Ot "TOITl XOCIIMTAJI CbPBHUC" ANl ma 22.11.2019 1. 3a o6ocobeHa mo3uruss Ne 2, ¢ IpeacTaBeH CIMCHK Ha
3aIBJDKEHUTE JINIIA, B CbOTBETCTBUE C YKa3aHUATA TaJJCHH OT KOMUCHSTA;

Ot "AJITA ®APMACIOTUKBJIC" EOOJl na 22.11.2019 1 e mnpenctaBen enektponno moamucan EEJIOII mo
00ocobena mo3utiust Ne 2, B ChOTBETCTBHE C YKa3aHUATA TaJJeHH OT KOMUCHSATA,

Or " HOBAME/] TPEMJIMHI™" EOO/] e npesncrasen enextponto noxnucan EEJIOII mo o6ocoGena mosuimst Ne 2, B
CBHOTBCTCTBHC C YKa3aHUATA JAACHHU OT KOMUCHUATA,

Bewukn mombiHUTETHE TOKYMEHTH ca TojaieHu B EnekTpoHHaTa cucTeMa 1 ca MOCTBHITNIN B pAMKUTE Ha CPOKa OT 5
(nmet) paboTHH AHM OT moJiydaBaHeTo Ha [Ipotokosn Ne 1, ¢ oryies Ha KOeTo Ha ocHOBaHME Wi. 54, an. 12 ot IITI30I1,
KOMUCHSTA MIPUCTHIN KbM pa3riiekIaHe Ha JOMBIIHUTETHUTE JOKYMEHTH U U3BBPIIU MPOBEPKA 32 ChOTBETCTBHETO MM
C UBUCKBAHUATA KbM JIMYHOTO CbCTOAHUC U KPUTCPUUTEC 3a HOI[60p, IIOCTaB€HU OT BB3JIOKUTCIIA. KOMI/ICI/IHTa YCTaHOBH,
4e C NpCACTaBiAHC HAa JOMBIHUTCIHUTE JOKYMCHTU YUACTHUIUTE Ca OTCTPAHUIIU KOHCTATUPAHUTE IO HpOTOKOH NQ 1
JIUTICH ¥l HECHOTBETCTBUS, C OTJIEN Ha KOETO CHIUTE CE IOITyCHaXa JI0 pasriIeTaHe Ha TEXHHYECKUTE UM TIPEIUIOKEHUSI.

I1. Pa3rie:xnaHe Ha TEXHUYECKUTE NMPeIJIOKEHHs HA YYACTHUIUTE U BCHYKH M3UCKYeMH KbM TAX TIOKYMEHTH OT
KOMHUCHSITA B PelOBHUS i CbCTAaB.
Ha 3akputu 3acenanusi, nposeaeHu B nepuoaa ot 09.12.2019 r. no 21.01.2020 r., komucusaTa U3BBPIIM IPOBEPKA HA
NPEJIOKEHUATA 33 U3ITBJIHEHUE HA YYaCTHULIUTE U ChOTBETCTBUETO UM C MIPEABAPUTEIHO OOSIBEHUTE YCIOBHSL.
1. Pasriexxnane Ha TexHu4eckoTo mpemio:xkenue npeacraseno ot "ThbPI'OBCKA JIMT'A - I'VIOBAJIEH
AIITEYEH HEHTDBP" A/l no o6ocobena mo3unmsa Ne 1 1 mpoBepka 3a CbOTBETCTBHETO MY C IIPeABAPHUTEIHO
00sIBEHHTE YCJIOBHA B CHOTBETCTBHE € WI. 56, ai. 2 ot IIII30I1

Komucusita ycTaHOBH, Ye YYaCTHHKBT € MOCOYMI BBB (opmara "TexHUUECKo MpeluiokeHue", e mpejiara
CJICZIHU JIEKAPCTBEHH NPOIYKTH:

B03X Erythropoietin(Epoetin ~ mapenTepain Roche Registration 6 pre-filled Hamuen
A0l  beta) Ha U GmbH, I'epmanus Neorecormon 10000 IU/0,6 ml - syringes B IIJIC
6 pre-filled Hanuuen
Neorecormon 5000 1U/0,3 ml - syringes B IIJIC
6 pre-filled Hanyen
Neorecormon 4000 1U/0,3 ml - syringes B IIJIC
6 pre-filled Hanuuen
Neorecormon 3000 1U/0,3 ml - syringes B [UIC
6 pre-filled Hanyen
Neorecormon 2000 1U/0,3 ml - syringes B IIJIC
B03X Methoxy polyethylene apeHTepai Roche Registration 1 pre-filled Hannuen
A03  glycol-epoetin beta Ha mcg GmbH, I'epmanus Mircera 100 pg/0,3 ml - syringe B IIJIC
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1 pre-filled Hanmaen

Mircera 75 ng/0,3 ml - syringe B [JIC
1 pre-filled Hannyen
Mircera 150 png/0,3 ml - syringe B [TJIC
1 pre-filled Hannyen
Mircera 50 pg/0,3 ml - syringe B IIJIC
L01X napeHTepail Eli Lilly Nederland Hannyen
C21  Ramucirumab Ha mg B.V, Hunepnangust Cyramza 10 mg/ml—10ml - 2 B IJIC

KBM TEeXHHUECKOTO CH MPEJIOKEHUE YUACTHUKBT € IPHIIOKII U3UCKYEMUTE AEKIapaluy OT MPUTEKATEIUTE
Ha pa3pelieHreTo 3a ymoTpeOa/MpOU3BOAUTENAT Ha JIEKAPCTBEHHS TMPOAYKT, Y€ € 3alO3HaT C M3UCKBAHUATA KBM
JIEKapCTBEHUTE MIPOLYKTH, KAKTO U C [IOCOYEHUTE B MPOLIEAypaTa KOJIUIECTBA 32 JIEKAPCTBEHUTE MIPOAYKTH.

Cren xato pasriiesa noapoOHO NPEACTaBeHOTO OT YYaCTHUKA TEXHUUYECKO MIPEUIOKEHHUE U IPEICTABEHUTE KbM
HETO TOKYMEHTH, KOMUCHATA YCTAaHOBH, Y€ CBHIIUAT OTrOBapsl Ha 00SBEHUTE OT BB3IOKUTENS YCIOBHS 32 H3ITbIHEHHE
Ha TOpBYKATa U CHUIMAT C€ AOIYCKa A0 OTBapsHE Ha IICHOBUTE NPEAJIOKEHUS 332 BCHYKM NPENJIOKEHH OT HETO
JIEKapCTBEHU MPOAYKTH.
2. Pasriie:xxnane Ha TexHH4eCcKOTO mpemio:xkeHue npeacraseHo or "EKO®APM" EOO/ 3a obocobena
no3uumsa Ne 1 u npoBepka 3a CbOTBETCTBHETO MY € NPeABAPUTE]HO 00sIBEHHTE YCJI0BHs B CbOTBETCTBHUE € YI.
56, ax. 2 ot IITI30OI1

Komucusra yctaHOBH, Ye yYaCTHHKBT € MOCOYMI BBB (opmaTa "TexHHUecKo mpemiokeHue", ue mpejara
CJIEJTHU JIEKAPCTBEHU MPOAYKTH:

Msipka KonnuectBo
Jlekapcte  /mg,tabl,ml 3a6en Craryc THProBeko AKTHBHO Ms  Oxonuarenna Hanwnden B
ATC INN Ha popma  / exka IIIC PY HAaNMEHOBAHUE BEIIECTBO pKa OIaKOBKa TUIC
LO1A Cyclophos mnapenrepan Bamun  Exodapm [pyn Hannyen B
A0l phamide Ha mg eH AJl, Benrapust Endoxan 500 mg 1 IJIC
ENDOXAN 200 mg 10
LO1A mapeHTepan Bamun  Exodapm ['pyn Hasnuuen B
A06 Ifosfamide Ha mg eH AJl, Brarapust Holoxan 2 g 1 IJIC
HOLOXAN 1 g 1
HOLOXAN 1 g 1

KbM TeXHHUYECKOTO CH MPEIIOKEHNE YIACTHUKBT € MPHIIOKUI U3NCKYEMUTE JIEKIIapaldi OT TPUTEKATEIUTE
Ha pa3pelieHneTo 3a yHoTpeOa/mMpOU3BOAUTENST HA JIEKAPCTBEHUS MPOIYKT, Y€ € 3al03HAT C HM3WCKBAHUITA KbM
JICKAPCTBEHUTE MPOYKTH, KAKTO M C TIOCOUEHUTE B MPOIIEAypaTa KOJUIECTBA 3a JICKAPCTBECHUTE TPOIYKTH.

B pamkuTe Ha HampaBeHaTa OT KOMHUcHATA IpoBepka Ha 12.12.2019 r. BbB Bpb3Ka C ONpeaoCcTaBeHaTa Mo 4.
104, an. 5 ot 30I1 u ui. 54, an. 13 ot [TI130I1 BE3MOKHOCT, KOMHUCHATA U3KCKA PA3SICHEHUE 110 3asIBEHUTE JJAHHU KaKTO
cienBa:

"Cwvenacro npedsapumento obOseeHume yciogusi Ha npoyedypama 6 Texuuuecko npeonodcerue, 8 KOemo
yuacmHuyume nOCo4eam Jjexapcmeenume npooOyKmu 3a KOUMO yuacmeam, KAKmo U npumedxcamenume Hd
paspeutenuemo 3a ynompeoa, ¢ Yuumo npooyKmu yiacmeam. Yuacmuuyume cieosa 0a nonviHam u opyeume nojiema
3a0adenu 6v6 hopmama, KaKmo u 0d NOCOYAm eleKmpoHer adpec, Ha KOUMOo e 00CHbIHA KPAMKAMA Xapakmepucmuxa
Ha cvomeemmuus Jjekapcmeern npooykm. KoM mexHuueckomo npeonodceHue cieoséd 0a ce NPUNONCU KOnue Ha
dexnapayus om npumedicameins Ha paspeueruemo 3a ynompeoa uiu npou3so0umensm Ha J1eKapcmeerus npooOyKm, ye
€ 3aN03Ham ¢ UUCKBAHUAMA KbM JIeKapcmeeHume npooyKmu, Kakmo u ¢ Noco4eHume 8 npoyeoypama Koauuecmasd 3d
Mmo3u 1eKapcmeer npoO0yKm, KAKmo U 4e e CbeldceH JeKApCmEeHus npodykm oa 6voe opepupan om y4acmHuka 8
npoyedypama (c60600en mexcm).Ilpu pazenesicoane na Bawemo mexuuyecko npeonodicerie ce yCmaHosuxa cieonume
3a56€HU OAHHU, KOUMO e HeoOX00UMOo 0d HU 6b0am OONBAHUMENHO U3SACHEHU.!
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B Texnuueckomo Bu npeonoosicenue no obocobena nosuyus Ne 1, 3a wnomenxnamypa LOIAAOI,
Cyclophosphamide, napenmepanna, mg cme npedoANCUIU C1eOHUsL IeKaAPCMEeH RPOOYKM.:

TbpProecko OxoHuyaTeHA HaanueH B
Py HauMeHoBaHue K-Bo akTMBHO B-B0 Mspka omakoBKa JIC
Exodapm I'pyn AZ, ENDOXAN 200 mg 10 HE
boiarapus

Endoxan 500 mg 1 ITA

IIpedcmasena e dexnapayus 3a aneadcupane ¢ KOIUYeCmeama Ha aeKapcmeenus npooykm om Ilpumesicamens
Ha paspeutenuemo 3a ynompeba Exoghapm Ipyn AJ], bvreapus, xamo cvwuam e nocouen 6 Ilpunooicenue Ne 2 na
Tlosumuenusa nexapcmeen cnucvk. B npunosicenama xvm nekapcmeeHusim npooyKm Kpamka Xapakmepucmuxa e
3anucano, we Ipumedcamensm 3a paspewenuemo 3a ynompeoa e Baxter Onkology GmbH. C oeneo na ycmanosenomo
no-eope, HA KOMUCUAMA Cled8d 0a OvOe pA3ACHEeHO HA KAKBO ce ObIdNCU ORUCAHOMO NO-20pe PA3MUHABAHe HA
3as6eHume om yyacmuuka OauHu. L{anama nocouena no-cope unHgopmayus Hu e Heobxoouma ¢ yen nNpoeepra Ha
OMHOCUMOCTNIING HA npedcmaseHama unpopmayus ¢ npedsapumento obsaeeHume yciosus Ha 8v3aodcumens.”

Ha 18.12.2019 r., B cpoka yka3zaH OT KOMHUcCHTa, upe3 EnekrpoHHaTa cucTeMa, yYaCTHUKBT € MPEeCTaBHI
CJICZIHO pa3siCHEHHUE IO 3asBEHUTE OT HETO JIaHHH:

"Bwe epv3ka c yuacmuemo na Exogpapm EOOL] 6 omxkpuma npoyedypa 3a 8v3iazane Ha 006ujecmseeHa nopvuxa
¢ npeomem: ,, Cktousane na Pamrxosu cnopasymenus 3a nepuooa 01.01.2020 e. 0o 31.12.2021 2. upe3 Enexmpounama
cucmema 3a 3aKynyeawe HA NPOMUBOMYMOPHU JeKapcmeenu NpoOyKmu 3a Hysxcoume Ha JleyeOHume 3a6e0eHus 6
Penybnuka bvreapusa“ u uckame na pasacnenue no 3aasenu 0annu, nocovenu 6 ogpepmama na Exogpapm EOO/, 3a
nozuyus Nel, nomenxnamypa LO1AA0I, Cyclophosphamide, napenmepanna, mg u koncmamayuume Ha KOMUCUAMA Ye,
6 mexHuueckomo npednoxcenue na Exogpapm EOO/] e npednosicen nexapcmeenus npodykm Endoxan powd.inj. 500 mg,
INN Cyclophosphamide, c [Ipumesicamen na paspewenue 3a ynompebdba Exopapm I pyn AJ], Bvaeapus, npedcmagenama
0exnapayus 3a aHeaxcupaue ¢ Koaudecmeama Ha JeKapCmeeHus npooyKm e om npumedxcamens Ha paspeuieHue 3da
ynompeba Exogpapm [pyn AJ], kotimo e nocouen u 6 Ilpunoocenue Ne2 na IJIC, o 6 npunosicenama KoM 1eKapcmeeHus
NPOOYKM Kpamka Xapakmepucmuka e 3anucano, de npumexcamenam na PY e Baxter Oncology GmbH, usnazame
crneonomo. B caiima na M3nvanumenna azenyus no aekapcmea, 6 pecucmuvpa na ,, Oooopenu KXII na nexapcmeenu
npooykmu, paspeutenu 3a ynompeba ¢ P. Bvieapus* ¢pueypupam u mpume ¢popmu na npooykma - Endoxan powd.inj.
500 mg, Endoxan powd.inj. 200 mg, Endoxan powd.inj. 1g, INN Cyclophosphamide. Tpume ¢popmu na npooykxma umam
oowa KXII. B nunka 3a ¢popmama om 200 mg, e nyoauxy8ana nocieOHama aKmyaiia KpamKa XapaKkmepucmura Ha
npooykma (om 2017) u e nocouer akmyanHus KoM MOMEHMA NPUMedNcamei Ha paspeuieHuemo 3a ynompeoa - Exogapm
I'pyn AJ]. B aunka 3a opyeume 06e (hopmu e ocmanana no-cmapa 8epcusi Ha KpamKama xapaxmepucmuka Ha npooyKma
(om 2016). [lpunacame KoM HACMOAWOMO PA3SCHEHUE KORUE HA NOCAEOHO 0000PEHAMA KPAMKA XAPAKMepUCmuKkad Ha
npooykma. "

Komucusita karo B3e MpeABHI, Y€ B paMKHTE Ha MpoIeAypara 3a Bb3jIaraHe Ha OOIIecTBeHaTa MOpPhYKa
BB3JIOKUTEIAT € Aal CIEeAHOTO passicHeHue: "Cwenacno npeosapumento 00s8eHume ycio8us HA b3J10HCUMENs 8
Texnuueckomo cu npeonodicenue, yuacmuuyume ciedga 0a NOCo4am eieKmpoHeH aopec, HA KOUmo e 0O0CHbNHA
Kpamkama Xapaxmepucmuka Ha CbOmMeemHus lekapcmeen npoodykm. Enexmponnusm aopec, Koumo modice 0a 6voe
npeocmasen U Ha Koumo e OOCMBbHHA KpamKama XapakxmepucmuKka HA CbOMEeMmHUs JIeKAPCMEeH NPOOVKM, e
eeKMPOHHUS a0pec HA CbOMBEMHUsL Pe2ylamoper 0peaH, KbOemo e nyOnuKyeana Kpamkama XapaKxmepucmura Ha
Jexapcmeenus npooykm, a umenHo na cavuma na European Medicines Agency (EMA) unu na catima na Msnvanumenna
azenyus no nexkapcmeama (MAJI). [locouenomo om Bac onucanue om Pvkogodcmeomo na nompebumens — Tvpeosyu
Ha eopo, e NPULOIHCUMO 34 OpY2U OOKYMEHMU PA3IUYHY OM KPAMKAMA XApaKmepucmuKka Ha 1eKapCmeeHus npooyKm,
KAKGUMO He U3UCKeam 8 Hacmosujama npoyedypa.”, yCTAaHOBH, 4e TPUIIOKEHUTE KbM TEXHUYECKOTO TMPEIIOKEHHE
JauHKOBe ca kbM caiita Ha MAJT (https://www.bda.bg/images/stories/documents/bdias/2016-11-02-6215.pdf )
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B®B BpB3ka ¢ gagenoro ot "Exopapm” EOO/], passicHeHre KOMHCHATa U3BBPIIH CIIy:KeOHa IPOBEpKa B cailTa
Ha MAJI u ycranoBu, ye Ha 19.12.2019 r. ca myOnMKyBaHH aKTyaJTHUTE KPaTKH XapaKTEePUCTUKU Ha JIEKAPCTBEHUS
npoxykr (https://www.bda.bg/images/stories/documents/bdias/2019-12-19-118082.pdf). TIpeasum o6CTOATEICTBOTO,
Yye 3a yJacTHHKa € OmI0 0O0EKTUBHO HEBB3MOXKHO Jja IPEICTABU aKTyaJHa KPaTKa XapaKTepUCTHKAa KbM MOMEHTA Ha
MoJlaBaHe Ha MPEAJIOKEHUETO CH, Thil KaTO TakaBa He € MMajlo KadeHa Ha caiita Ha MAJl, xomucusara cumra ye
YYaCTHUKBT MOXKE Ja ObJIe TOMyCHAT 10 OTBAapsSHE Ha IIEHOBOTO MpEeIOKeHHe 3a JiekapcTBeHus mpoaykT ENDOXAN.

Cren xarto pasriiesa noapoOHO NPEACTaBeHOTO OT YYaCTHUKA TEXHUUYECKO MIPEIOKCHHUE U IPENICTABEHUTE KbM

HEro JOKYMCHTHU 3a OCTAHAJIIMTEC JICKAPCTBCHU MPOAYKTHU, KOMUCHATA YCTAHOBH, Y€ CHIIUAT OTroBaps Ha 00SIBEHUTE OT

BB3JIOKUTENS] YCIIOBHS 32 U3ITBITHEHNE Ha MOPHYKATA U CHIMUAT Ce JOMYCKa JI0 OTBapsHE HAa IEHOBUTE TIPEITIOKCHUS 32
BCUYKH TPEJTIONKEHU OT HETO JICKAPCTBEHHU MPOYKTH.
3. Pa3srnexnane Ha TeXHHMYeCKOTO npensoxkenne mpeacraeHo ot "EKO®APM" EOOQO/ 3a obocobena
no3unusa Ne 2 ¥ nMpoBepKa 3a CbOTBETCTBHETO MY € NpPeABAPUTETHO 00SIBEHHTE YCJIOBUS B ChOTBETCTBHE € I
56, ax. 2 ot IITI30OI1

Kowmucusita ycraHoBH, 4e y9acTHHKBT € IMOCOYMI BBB ¢opmaTa "TexHudecko mpeaniokeHue'", ue mpeara
CJICJTHUTE JICKAPCTBECH MPOYKT:

JlexapcTBeHa Toproscko KomuyectBo akTHBHO Msp  OxoHuaTenHa Hanmuyen B
ATC INN  cdopma Py HaMMEHOBAaHHE BEIL[ECTBO Ka OIIaKOBKa IJIC
VO3AF Mes Exodapm I'pyn A, Hannuen B
01 na napeHTepaiHa Boarapus UROMITEXAN 100 mg/ ml - 4 ml mg 15 IIC

KBM TEXHHUECKOTO CH NPEATIOKECHUE YUACTHUKBT € MIPUIOKIIT U3UCKYEMHTE IEKIapalii OT IPUTEXATENAT Ha
paspenieHneTo 3a ynorpeda, ue € 3armo3Har ¢ M3UCKBaHUATa KbM JICKAPCTBEHUTE MPOJYKTH, KAKTO U C MIOCOUYCHHTE B
IpoleaypaTa KOJIUYEeCTBa 3a JEKapCTBEHUTE MPOIYKTH.

Cnen xato pasrieqa moapoOHO MPEACTABEHOTO OT yUaCTHHKA TEXHUUECKO NPEUI0KEHUE U IIPEICTABCHUTE KbM
HETO IOKYMEHTH, KOMUCHATA YCTAHOBH, Y€ CBHIIUAT OTrOBapsl Ha 00SBEHUTE OT BB3IOKUTEIS YCIOBHS 32 H3ITBIHEHHE
Ha TOpBYKATa W CHUIMAT C€ AOIYCKa A0 OTBapsHE Ha LIEHOBHTE MNPEAJIOKEHUS 32 BCUUKH NPEIIOKEHH OT HEro
JIEKapCTBEHU MPOAYKTH.

4, Pasrie:xxnane Ha TexHuuyeckoro npenio:xkenue npeacraseHo or "JAHCOH BI'' OO/ 3a ob6ocobena
no3uiusi Ne 2 MpoBepKa 3a ChOTBETCTBHETO MY C MPEIBAPUTETHO 00IBEHUTE YCJIOBHS B ChOTBETCTBHE € 4. 56,
aj. 2 ot IITI30I1;

Komucusita ycTaHOBH, Ye YYaCTHHKBT € MOCOYMI BBB (opmara "TexHUUecKo MpeiokeHue", e mpezsiara
CJICJIHUTE JICKAPCTBEHHU MPOAYKTH:

JlexapctBena Msipka 3abene Toproscko KonmaectBo Mspk OxonuarenHa Hammden
ATC INN thopma /mg,tabl,ml/  >xka Py HAaHMMEHOBAaHWE  AKTHBHO BENIECTBO @ OMaKOBKa B IJIC
LO1XEO Erlotini mepopanna
3 b TBBpIA mg Actavis Group PTC ehf., Ucnanmus

Alvogen Malta Operations (ROW) Ltd., Manrta
Heaton k.s., Yemka pemy0mika
Roche Registration GmbH, ['epmanust

Sandoz d.d., CnoBenust

Zentiva k.s., Yemka  Erlotinib Hanuuen
pery0imka Zentiva 100 mg 30 B [IJIC
Erlotinib Hannuen
Zentiva 150 mg 30 B IIJIC
LO1X Bortezo mapenTepara
X32 mib a mg Accord Healthcare Limited, O6equxeno Kpanctso

Actavis Group PTC ehf., Ucnanmus
Alvogen IPCo S.ar.1, JliokcemOypr
Heaton k.s., Yenka pemy0mmka

Janssen-Cilag International N.V., benrus
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Pharmazac S.A., I'eprus
Sandoz d.d., CnoBenust

Tesa ®apmacrorukbic beirapus EOO/L, brirapus
®dapmakonc A/, Hanuuen
bwirapus Bortezocon Bi5 mg 1 B IIJIC

Yaiikadapma BucokokauectBenute ekapctsa AJl, Beirapus

KbM TexangeckoTo cu MPEMIOKECHUEC YIACTHUKDBT € NPUIIOKUIT USUCKYEMUTE ACKIIapallid OT NPUTCIKATCIINUTE
Ha paspClICHUCTO 3a yrIOTpe6a/HpOI/I3BOI[I/ITCJ'IHT Ha JICKApCTBCHHA IMPOAYKT, Y€ € 3allO3HAT C U3UCKBAHUATA KbM
JICKApPCTBCHUTEC IMMPOAYKTH, KAKTO U € IIOCOUYCHUTE B ITpoLI€AypaTa KOJIMIECTBA 3a JICKAPCTBCHUTE MIPOAYKTH.

CJ'IGIL KaTo pasricaa HOHpO6H0 OpeaACTaBCHOTO OT YHACTHHUKA TCXHUYCCKO NPCAJIOKCHNUEC U IPCACTABECHUTC KbM
HEro JOKYMCHTU, KOMUCHATA YCTAHOBHU, Y€ CHIIUAT OTrOBaps Ha O00SIBEHHUTE OT BBL3JIOKUTEIS YCJIOBHA 3a U3MIBJIHCHUC
Ha MOpbUKaTa U CHIIUAT CE€ HOOITyCKa OO OTBAPAHC Ha HCHOBUTE MPCAJIONKCHHUA 3a BCHYKH IPEIJIONKEHU OT HETO
JICKApCTBCHU MMPOAYKTH.

5. Pasriexxnane Ha TexHuuyeckoro npenio:xkenue npeacraseso or "JAHCOH BI'' OO/ 3a ob6ocobena
no3uuusi Ne 1 npoBepka 3a CbOTBETCTBHETO MY € NPEABAPUTEHO 00SIBEHUTE YCJIOBHA B CbOTBETCTBHE € Y. 56,
aj. 2 ot IITI30I1;

Komucusra yctaHOBH, Y€ yYaCTHHKBT € MOCOYMI BBB (opMmaTa "TexHHUecKo mpemiokeHue", ue mpejara

CJICAHUTE JICKAPpCTBEHU IPOAYKTU:
Ka

AT Jlekapcteen /mg,tabl,ml  3aGen THProBeKo KosmuectBo Ms  Oxonuarenna HanuueH B
C INN a opma / exka PY HAaUMEHOBAaHUE AKTUBHO BEILIECTBO pKa OIAKOBKa TJIC
LO01
AX0 Temozo mepopaiHa
3] lomide  TBBpHA mg Accord Healthcare S.L.U., Ucnianus
Alvogen IPCo S.ar.l, Hanuuen B
JIrokcembypr Blastomat 100 mg 5 IJIC

Merck Sharp & Dohme B.V., Hugepnanaus
Sandoz GmbH, Asctpus
Pomactpy Tpeiiguar EOO/I, Barapust

LO1

BBO Clofara mapenrepan Alvogen Malta Operations ~ Clofarabin Hannuen B

6 bine Ha mg (ROW) Ltd., Manra Alvogen 1 mg/ml - 20 mi m 1 IJIC
Genzyme Europe B.V., Hunepnannus

LO1

XEO Gefitini  mepopanna Alvogen Malta Operations  Gefitinib Hanuuen B

2 b TBBpAA mg (ROW) Ltd., Manra Alvogen 250 mg 30 IIC

AstraZeneca AB, llIserus
Sandoz d.d., CnoBenus

Teva B.V., Hunepnanaus

KbM TeXHHUECKOTO CU MPEANIOKEHUE YUaCTHUKBT € MPUIOKIIT U3UCKYEMUTE JICKJIapaluu OT MPUTEKATEITUTE
Ha pa3penieHueTo 3a YIoTpeOa/MpOU3BOAUTENAT HA JIEKAPCTBEHHS IMPOAYKT, Y€ € 3al03HaT C M3UCKBAHUATA KBM
JIEKAPCTBEHUTE MPOAYKTH, KAKTO U C IOCOUEHUTE B IIPOLIEAypaTa KOJIMYECTBA 32 JEKAPCTBEHUTE NPOAYKTH.

Crnen xato pasriesna moapoOHO MPEJACTABEHOTO OT YUYACTHHKA TEXHUYECKO MPEAJIOKEHUE U MPEICTABEHUTE KbM
HETo JOKYMEHTH, KOMUCHSTA YCTAaHOBH, Y€ CHINUAT OTTOBAPS HA OOSBEHUTE OT BBH3JIOKHUTENS YCIOBHS 32 U3ITBIHEHUE
Ha MOpbYKATa U CHUIMAT C€ JIOMyCKa IO OTBApsSHE HA LIEHOBUTE MPEMJIOKECHHS 32 BCUUYKU MNPEJIOKEHU OT HEro
JIEKapCTBEHU MIPOTYKTH.
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6.

Pa3srnexnane Ha TeXHMYeCKOTO nmpemioxkenue npeacraseno ot "MAPUMIIEKC - 7" EOO/ 3a
o0ocobena mo3unusa Ne 1
ChOTBETCTBHE C WI. 56, a;1. 2 ot IITI30II;
Komucusita ycraHOBH, Y€ YYaCTHUKBT € TIOCOYMI BbB (popmara "TeXHUYECKO mpeiokeHue", ue mpejyiara CiaeIHuTe

JIEKapCTBEHU MPOTYKTH:

ATC INN
LO1A Temozol
X03 omide

JlexapctBena Mspka

Accord Healthcare S.L.U., Ucnianust

bopma /mg,tabl,ml/  PY

nepopaiHa

TBBpAA mg
Alvogen IPCo S.ar.l,
JIrokceMOypr

LO1B Pemetrex mnapenTepamH

A04  ed

LO1B Clofarabi
B06 ne

LO1C Cabazita
D04 xel

LO1X
EO1 Imatinib

LO1X
E02 Gefitinib

a mg
IapeHTepaIH

a mg
napeHTepaIH

a mg
repopaHa
TBBpJA mg
nepopaaHa
TBBpJA mg

Merck Sharp & Dohme B.V., Hunepnaumus
Sandoz GmbH, Ascrpus
Pomactpy Tpeitmuar EOO/I, beirapus

Accord Healthcare Limited, O6exuneno Kpaictso
Accord Healthcare S.L.U., Ucnianust

Actavis Group PTC ehf., Ucranmus

Alvogen IPCo S.ar.1,
JIrokcemMOypr

Eli Lilly Nederland B.V, Hunepnannus
Heaton k.s., Yemka pemry6imka
Sandoz GmbH, ABctpust

Hosawmen Tpeiiquar EOO/I, bbiarapust

Alvogen Malta Operations

(ROW) Ltd., Manra

Genzyme Europe B.V.,

Hunepnanaus

Sanofi-Aventis Groupe,

Opanuus

Accord Healthcare Limited, O6enurerno Kpanctso
Actavis Group PTC ehf., Ucnanaus

Adamed Sp.z.0.0., [Tomma

Alvogen IPCo S.ar.],
JIroxcemOypr

KRKA, d.d., CnoBenus
Novartis Europharm Limited, Mpnanmus
Teva B.V., Hunepnanaus

Yaiikadapma BucokokauecTBenure nekapctsa AJl, Beirapus

Alvogen Malta Operations

(ROW) Ltd., Manra

AstraZeneca AB, IlIBerus
Sandoz d.d., CiioBenust

Teva B.V., Hunepnanaus

HauMCHOBAHUE AKTUBHO BEIIECTBO

1 mg/ml - 20 ml

1 mg/ml - 20 ml

Ms
pka

mg

mg

ml

mg

mg

mg

OKoHYaTETHA
OIIaKOBKa

120

30

KbM TEeXHHMYECKOTO CH NpeMIOKCHUC YYACTHUKBT C€ MPUITIOKUIT H3UCKYCMUTC

W NpPOBepKa 3a CbOTBETCTBHETO MY C INpeJBApUTEJHO O0fIBeHHTE YCJIOBHS B

Hamuen
B [JIC

Hanuuen
B IJIC

Hanuuen
B [IJIC

Hanmuuen
B [IJIC
Hanuuen
B I[IJIC

Hanuuen
B [JIC

Hanuuen
B [JIC

Hanuuen
B [JIC

ACKJIapanuun OT

IPUTEKATEIIUTE Ha Pa3pELICHUETO 3a YNoTpeOa/IpOU3BOAUTENSAT Ha JIEKAPCTBEHHUs HPOAYKT, Y€ € 3aIll03HaT C

HU3HUCKBAHUATA KBM JICKAPCTBCHUTE IMPOAYKTU, KAKTO U C IMOCOYCHUTC B IpoUCAypaTa KOJIUYCCTBA 3a JICKAPCTBCHUTC

MPOAYKTH.
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Crnen kaTo pasriieia moApoOHO MPEICTABEHOTO OT YYACTHUKA TEXHUYECKO MPEUIOKECHUE U TIPEICTABCHUTE

KbM HETO JIOKyMEHTH, KOMHCHUATA YCTaHOBU, Y€ CHINUAT OTroBaps Ha OOSBEHHTE OT BBH3JIOKHUTENS YCIOBHS 3a
M3ITBJIHEHNE Ha TIOPhUYKATa U CHIIHAT Ce JOIMyCKa /10 OTBapsiHE Ha [EHOBHUTE MPEUIOKEHHS 32 BCHUKH MPEIOKEHH OT
HETO JICKAPCTBCHH MPOYKTH.
7. Pasriexxnane Ha TeXHHYeCKOTO mpeno:kenue mpeacraBeno or '"POII BbJATAPUA" EOO/ 3a
000ocobena mo3unusi Ne 1 W mpoBepka 3a CHOTBETCTBHETO MY C MNpeIBAPUTEIHO O0SIBEHHTE YCIOBHSA B
ChOTBETCTBHE C WI. 56, aj1. 2 ot IIII30II;

Kowmucusita ycraHoBH, 4e y9acTHHKBT € IMOCOYMI BBB ¢opmaTa "TexHudecko mpeaniokeHue'", ue mpejara
CIICTHUTE JICKAPCTBECHU MPOTYKTH:

Jlexapcts  Mspka Teproscko  Kommgectso M  Oxonuaten
€Ha /mg,tabl, HAaUMEHOBaH AaKTHUBHO Ap Ha Hanuuen
ATC INN dopma ml/ 3abenexka Py ue BEILECTBO ka omakoBka B IIJIC
concentrate for solution for
LO1XC Rituxi mapenrep infusion MKB
02 mab anHa mg C82,C83,C91,M31 Celltrion Healthcare Hungary Kft., Yarapus
Roche
Registration Hannuen
GmbH, I'epmanuss MabThera 100mg/10 ml - 2 vials B [IJIC
Hanuuyen
MabThera 500 mg/50ml - 1vial B [IJIC
Sandoz GmbH, ABctpus
Roche
LO1XC Rituxi mapeHTrep Registration 1400 mg/11.7 Hamnaen
02 mab anHa mg solution for injection GmbH, I'epmannss  MabThera ml -1 B [IJIC
1600 mg/13.4 Hamnuen
MabThera ml - 1lvial B IIJIC
LO1XC Trastu mapeHtep Powder for concentrate for
03 zumab annHa mg solution for infusion Amgen Europe B.V., Hugepnanaust
Celltrion Healthcare Hungary Kft., Vurapus
Mylan S.A.S., ®pannus
Pfizer Europe MA EEIG, benrus
Roche
Registration m Hannuen
GmbH, T'epmanns  Herceptin 150 g 1 B [IJIC
Roche
LO1XC Trastu mapenTep Registration m Hamnaen
03 zumab anHa mg Solution for injection GmbH, I'epmanust  Herceptin 600 mg/5 ml g 1 B IIJIC
Roche
LO1XC Bevaci mapenrep Registration 25 mg/ml-16 m Hannuen
07 zumab anna mg GmbH, I'epmanus  Avastin ml g 1 B [IJIC
m Hanmuuen
Avastin 25mg/ml-4ml g 1 B [IJIC
Roche
LO1XC Pertuz mapenrep Registration m Hannuen
13 umab  anHa mg GmbH, 'epmanus  Perjeta 420 g 1lvial B [IJIC
Trastu
zumab Roche
LO1XC Emtan mapentep Registration Hamuuen
14 sine anHa mg GmbH, I'epmanust  Kadcyla 160 mg/8 ml - lvial B [JIC
Hanuuen
Kadcyla 100 mg/5 ml - luvial B [IJIC
Obinut Roche
LO1XC uzuma mapentep Registration Hanuuen
15 b aHa mg GmbH, I'epmanunss  Gazyvaro 1000 mg/40ml - 1vial B IIJIC
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Atezol Roche
LO1XC izuma mapeHTep Registration 1200 mg - 20 Hamnuen
32 b anHa mg GmbH, I'epmanuss  Tecentrig ml - 1lvial B IIJIC

KBbM TEeXHHUYECKOTO CH MPEIJIOKCHUE YIACTHUKBT € MPHIIOKUI U3UCKYEMUTE JISKIIapalii OT TPUTEKATEITUTE
Ha pa3pelieHreTo 3a ymoTpeOa/MpOU3BOAUTENAT Ha JIEKAPCTBEHHS TMPOAYKT, Y€ € 3alO3HaT C M3UCKBAHUATA KBbM
JIEKApCTBEHUTE MPOYKTH, KAKTO M C IIOCOYCHUTE B MPOIIETypaTa KOIUICCTBA 3a JIEKAPCTBEHUTE MPOAYKTH.

Cren kato pasriieia moapoOHO NPEACTaBEHOTO OT YYaCTHHKA TEXHHYECKO MPEIOKEHHUE U IPEICTABEHUTE KbM
HETo IOKYMEHTH, KOMUCHSATA YCTAHOBH, Y€ CHINUAT OTrOBAPs Ha 00SBEHHUTE OT BBH3JIOKUTEIS YCIOBHSI 32 M3ITBIHECHHE
Ha TIOpBYKAaTa W CHUIMAT C€ AOMyCKa A0 OTBapsHE Ha IICHOBHTE MPEAJIONKCHHUS 332 BCUUKH TMPEAJIOKEHH OT HETO
JICKapPCTBEHU TPOAYKTH.
8. Pasriexxnane Ha TeXHHYECKOTO mpeasoxkeHue npeacraBeHo or "IIPO ®APMALMS" EOO/ 3a
00ocobena mosumusi Ne 1 W mpoBepka 3a CHOTBETCTBHETO MY C MNpeIBAPUTEIHO OOSIBEeHHTE YCIOBHS B
ChOTBETCTBHE C WI. 56, a;1. 2 ot IITI30II;

Kowmucusita ycraHoBH, 9e y9acTHHKBT € IMOCOYMI BBB (opmaTa "TexHudecko mpeaniokeHue'", ue mpeara
CIICJIHUTE JICKAPCTBEHU MPOAYKTH:

JlekapctBeHa Msipka Tbproscko Konuuectso Ms  OxonuarenHa  Hanuuen
ATC INN tbopma /mg,tabl,ml/ PV HaUMCHOBAHHE  AKTUBHO BEIIECTBO  pKa  OMNAKOBKA B IIJIC
LO1A Temozol mepopamna
X03  omide TBBpJA mg Accord Healthcare S.L.U., Ucnianust
Alvogen IPCo S.ar.1, Hanuuen
JIrokcemMOypr Blastomat 100 mg 5 B [IJIC

Merck Sharp & Dohme B.V., Hupepnanaust
Sandoz GmbH, ABctpus
Pomactpy Tperinuar EOO/I, bbarapus

LO1B Pemetrex mapenTepamn
A04 ed a mg Accord Healthcare Limited, O6exuneno Kpasictso

Accord Healthcare S.L.U., Ucnianus

Actavis Group PTC ehf., Ucranmus
Alvogen IPCo S.ar.l, Pemetrexed Hanmnuen
JTrokceMOypr Alvogen 500 mg 1 B [IJIC

Eli Lilly Nederland B.V, Hunepnanmus
Heaton k.s., Yemka pernyomauka
Sandoz GmbH, ABctpus

Hosamen Tpeiiaqunr EOO/I, bparapust

LO1B Clofarabi mnapenrepann Alvogen Malta Operations Clofarabin Hanmnuen
B06 ne a mg (ROW) Ltd., Manra Alvogen 1 mg/ml - 20 ml m 1 B [IJIC

Genzyme Europe B.V., Hunepnanaus

LO1X TepopaHa
EO1 Imatinib  tBBpIA mg Accord Healthcare Limited, O6exureno Kpaicrso

Actavis Group PTC ehf., Ucnanaus

Adamed Sp.z.0.0., [Tomma
Alvogen IPCo S.ar.], Hannuen
JIrokceMOypr Imakrebin 100 mg 120 B [IJIC

KRKA, d.d., CnoBenust
Novartis Europharm Limited, Mpnanmus
Teva B.V., Hunepnanaus

Yaiikadapma BucoxokauectBenure iexapcrBa AJl, bearapus
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LO1X nepopaiHa Alvogen Malta Operations Gefitinib Hanuaen
E02 Gefitinib  TBBpaA mg (ROW) Ltd., Manra Alvogen 250 mg 30 B [IJIC

AstraZeneca AB, IlIserust
Sandoz d.d., CiioBenust

Teva B.V., Hunepnanaus

KBM TeXHHUYECKOTO CU MPEJIOKEHHE YYACTHUKBT € TPUIIOKUI U3UCKYEMHUTE JEKIapaluy OT MPUTEKATEIUTEe
Ha pa3pelieHrneTo 3a ynoTpeOa/mpOou3BOAMTENAT Ha JIEKAPCTBEHHUS NPOAYKT, Y€ € 3al03HAaT C M3UCKBAHUATA KbM
JIEKapCTBEHUTE MPOLYKTH, KAKTO M C IIOCOYCHUTE B MPOLieAypaTa KOJTUIECTBA 3a JIEKAPCTBEHUTE MPOIYKTH.

Cren xato pasriiesa noipoOHO NPEACTaBeHOTO OT YYaCTHUKA TEXHUUYECKO MIPEIOKCHHUE U IPENICTABEHUTE KbM
HETO IOKYMEHTH, KOMUCHATA YCTAHOBH, Y€ CBHILUAT OTrOBapsl Ha 00SBEHUTE OT BB3JIOKUTENS YCIOBHSI 38 U3IIbJIHEHHE
Ha TIOpBYKAaTa W CHUIMAT C€ AOMyCKa A0 OTBapsiHE Ha IICHOBHUTE MPEAJIOKEHHS 32 BCUUKH MPEIJIOKEHH OT HETO
JIEKapCTBEHU MPOIYKTH.
9. Pasrie;iane Ha TEXHHYECKOTO Mpeliokenune npeactaseno ot "EW EHJI IU ®APMA BEbJITAPHUSI"
EAJl 3a o0oco0ena mo3uuusa Ne 1 mpoBepka 3a CHLOTBETCTBHETO MY C MpeIBAPUTETHO 00SIBEHHTE YCJIOBHSA B
CbhOTBETCTBHE C 4. 56, aj1. 2 ot IIII30II;

Komucusita ycTaHOBH, Ye YYaCTHHKBT € MOCOYMI BBB ¢opmara "TexHUUECKo MpeiokeHue", e mpezsiara
CJICIHUTE JIEKAPCTBEHU MPOAYKTH:

Msipka

Jlekapcteen /mg,tabl,ml 3a6en ToHproBeko KonuuectBo Ms  Oxonuarenna HamindeH

ATC INN a Gopma / exka PV HAaUMEHOBAaHUE aKTHBHO BELIECTBO pKa  OIAKOBKa B [IJIC
JO6B  Immunoglobulins,  mapenTtepan 100m CSL Behring 100 mg/ml - 100 Hanuen

A02 normal human Ha mg g/ml GmbH, I'epmanust  Privigen ml - 1 B IIJIC
Hamnuen

Privigen 100 mg/ml-50 ml - 1 B IIJIC
Hamnuen

Privigen 100 mg/ml-25ml - 1 B IIJIC

Ha 12.12.2019 r. ¢ Bx. Ne 26-00-2335 B neioBOACTBOTO Ha MMHHCTEPCTBOTO Ha 37paBeONa3BaHETO €
nocTenuiio yeegomienue, ye ot 10.12.2019 r. B Teproeckust perucTbp KbM ATEHLHATA [0 BIIMCBAHUATA € BIHCAaHA
pOMsiHA B 06CTOATENCTBOTO 110 napTuaata Ha "EM EHJI I ®APMA BBJITAPUSA" EAJT ¢ EUK 131107072, kato e
MIOCOYEHO, Y€ IPOMSHATa Ce OTHACS JI0 HAMMEHOBAaHUETO Ha IPY>KECTBOTO, KoeTo cTaBa "Marna®apm bearapus" EA/I.
B yBemomienueTo e mocoueHo, 4e BCHMUKM ocTaHaiu JaHHM — EUK, uneHoBe Ha CbBeTa Ha IUPEKTOPHTE,
NpEICTABIISBAI JPY>KECTBOTO, apec IO PEerucTpalys U aJpec Ha KOpPeCcHoHAeHUs, 0aHKOBa CMETKa M O0CITyKBaIla
0aHKa ¥ IeficTBUTETHH COOCTBEHHIIN CE 3ama3BaT. B yBeJOMUTETHOTO MUCMO € MOCOYEHO M3PUYHO, Y€ U3MEHEHUETO
HE ce 0Tpa3sBa Ha NOJaJICHOTO NPEII0KEHHUE 3a yJacTHe B OOIIECTBEHATA TOPbUKA.

Komucusita w3BBpIIN ClTy’)KeOHA TpPOBEpKAa HAa BOHCAHUTE B THPrOBCKUS PETHCTBP KbM ATEHIHATA TI0
BIIMCBAHUATA OOCTOSITEIICTBA M YCTAHOBH, Y€ KAKTO € IOCOYEHO B YBEJOMHUTEIHOTO MMCMO Ha YIaCTHUKA W3BbPIICHATA
MIpOMSIHA C€ OTHACS caMo 10 MpOMSHAaTa Ha HAMMEHOBAHHMETO HAa YYaCTHHKA M HE Cce O0Tpa3siBa Ha JEKIapUpaHUTE OT
MIPEJICTABUTENUTE Ha yYaCTHHKA oOCcToATeNcTBa 1Mo wi. 54, an. 1 u wr. 55, an. 1, 1. 1 ot 30Il, ¢ ornen Ha KOeTo HE €
HE00XOIUMO, CBIIUTE 1a OBbAAT IEKIapHUPAHH OTHOBO.

Crnen ycTaHOBSIBaHE Ha TOPHOTO, KOMHCHSATA KOHCTAaTHPA, Y€ KbM TEXHUYECKOTO CH MPEJIOKEHNE YIaCTHUKBT
€ TNPWIOKWI HM3UCKYEeMHUTE [eKIapaldd OT NpPUTEKaTeIWTe Ha Pa3pelieHHeTo 3a YNoTpeOa/NMpou3BOAMTENSAT Ha
JIEKapCTBEHUS MPOAYKT, Y€ € 3al03HAT C M3UCKBAHHATA KbM JIEKAPCTBEHUTE MPOIYKTH, KAKTO W C MOCOYEHHUTE B
MpOLEAYypaTa KOJINYECTBA 3a JIEKAPCTBEHUTE MTPOAYKTH.

Cren kato pasriieia moipoOHO NPEACTaBeHOTO OT YYaCTHUKA TEXHHUYECKO MTPEIOKEHUE U IPEJICTABEHUTE KbM
HETO JIOKYMEHTH, KOMUCHSATA YCTAHOBH, Y€ CHIMUAT OTrOBapsl Ha 00SBEHUTE OT BB3JIOKHUTEIS YCIOBHSI 32 M3ITBIIHEHHE
Ha MOpBhYKAaTa M CBUIMAT C€ JIOIyCKa JI0 OTBapsHE Ha IIEHOBUTE MPEUIOKEHHS 3a BCUYKHM NPEIOKEHH OT HETO
JIEKapCTBEHU TPOAYKTH.
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10. Pasrnexnane Ha TexHHYecKkoTo npemioxkenue npeacraseno or "TOII XOCIIUTAJ CbPBUC" AL
3a o0ocoOeHa mo3mnmsa Nt 2 mMpoBepKa 3a CHOTBETCTBHETO MYy € NpeIBAPUTEJHO OOSIBEeHHTEe YCJIOBHSI B
ChOTBETCTBHE C WI. 56, a;1. 2 ot IITI30II;

Komucusita ycTaHOBH, Ye YYaCTHHKBT € MOCOYMI BBB (opmara "TexHUUECKO MpelyiokeHue", e mpeasiara
CIICTHHUTE JICKAPCTBEHHU TPOTYKTHU:

JlekapctBeHa Mspka Tbproscko KonuuectBo Ms  OxonvarenHa  Hammuen
ATC INN (bopma /mg,tabl,ml/ PV HANMEHOBAHHE  AKTHBHO BEIIECTBO KA  OINAKOBKA B [IJIC
L01X Bortezomi mnapenTepaiHn
X32 b a mg Accord Healthcare Limited, O6exuneno Kpaictso

Actavis Group PTC ehf., Ucnanaus
Alvogen IPCo S.ar.], JlrokcemOypr
Heaton k.s., Yemka pemry6mmka
Janssen-Cilag International N.V., Bexrus
Pharmazac S.A., I'sprus

Sandoz d.d., CiioBenust

Tesa ®apmacrorukbic beirapus EOO/I, benrapus
®dapmakonc All, Hanuuen
bearapus Bortezocon SIS mg 1 B ITJIC

Yaiikatdapma BucoxokadectBenute iexapctsa AJl, Boiarapust

VO3A Calcium napeHTepaIH

FO03 folinate a mg Actavis Group PTC ehf., Ucnanaus
Ebewe Pharma GmbH. N.fg. KG,, Actpus
Lyomark Pharma Hanuuen
GmbH, I'epmanus Bendafolin 10 mg/ml - 50 ml mg 1 B [IJIC
Hanuuyen
Bendafolin 10mg/ml-100ml mg 1 B [IJIC

Sandoz d.d., CiioBenust

KBbM TeXHHUYECKOTO CH MPEIUIOKEHHE YIACTHUKBT € MPHIIOKUI U3UCKYEMHUTE JIEKIapallii OT MPUTEIKATEINTE
Ha pa3pelieHreTo 3a yrnorpeda/mpou3BOAUTEISAT HA JIEKAPCTBEHUTE MPOYKTH, Y€ ca 3a03HATH ¢ M3UCKBAHUATA KbM
JIEKapPCTBEHUTE MPOIYKTH, KAKTO M C IOCOUYEHUTE B MPOIIEAypaTa KOINIEeCTBa 3a JISKAPCTBEHUTE TPOTYKTH.

Ilo oTHOmEHWE Ha NeKapcTBeHUs MPOAYKT Bortezocon, 3.5 mg ¢ mpuTexaren Ha pa3pemieHue 3a yrnoTpeda
"®apmaxonc" AJl, bbarapus, xomucHsTa YCTaHOBH, Y€ B TEXHHYECKOTO NPEJIOKEHHE HA YYaCTHUKBT HE €
Mpe/ICTaBeHa KpaTKa XapaKTepUCTHKA Ha JIEKAPCTBEHUS MPOAYKT. ChIIIaCHO MPEIBAPUTEIHO OOSBEHUTE YCIOBUS Ha
MpoIeAypaTa, KbM TEXHUYECKOTO CH MPEAI0KEHNE YUaCTHUIIMTE CIIE/[Ba JIa TOcoYaT EJIEKTPOHEH aJpec, Ha KOUTO €
JIOCTBITHA KpaTKaTa XapaKTepPUCTUKA Ha CbOTBETHUS JIEKAPCTBEH IIPOAYKT, IPEIBUJI KOETO HEITOCOYBAHETO HA
EJIEKTPOHEH aJipec, Ha KOUTO € NOCThIIHA KPAaTKaTa XapaKTEepPUCTUKA HA CbOTBETHUS JIEKAPCTBEH MPOLYKT Ce
SBsIBa HEMTBJIHOTA Ha Mpe/cTaBeHata odepTa.

[IpenBua M3MOKEHOTO IO TYK, YH4aCTHUKBT CIlIe[Ba Jla Ob/ie OTCTpaHEH OT MpoIleypaTa 3a TO3H JIEKapCTBEH
MPOAYKT, C OTJIe[] Ha KOETO KOMHUCHSITA MpeJyiara Ha Bh3JI0KHUTENs, ChUIUAT fa ObJe OTCTpaHEH OT IMpolleaypara Ha
ocHoanme uwi. 107, 1.2, 6ykBa "a" or 30Il, Thit KaTO HE OTroBaps Ha MPEIBAPUTEITHO OOSBEHHUTE YCIOBHUS 3a
M3IIbJIHEHNE Ha TIOPBYKATA.

ITo oTHomeHHe Ha NekapcTBeHUAT NMpoAykT Bendafolin, koMucHsaTa W3BBPIIU MPOBEpPKA HA 3asBEHUTE OT
y4acTHHKA JaHHH, BbB BpB3Ka ¢ npepocTtaBeHara mo wi. 104, an. 5 ot 3011 u un. 54, an. 13 ot IIII30I1 BB3MOXHOCT,
karo Ha 12.12.2019 1. koMHCHATa N3HUCKA Pa3sICHEHUE TI0 3asIBEHUTE JTAHHHU KaKTO CIIe/Ba:

" Cvenacro npedsapumenno obseenume yciosus Ha npoyedypama 6 Texnuuecko npeonodiceHue, 8 KOemo
yuacmHuyume RnOCO48aAm JeKapcmeenume nNpoOyKmu 3a KOUMO ydyacmeam, KAKmo u npumedcamenume Hd
paspeutenuemo 3a ynompeoa, ¢ Yuumo npooyKmu yuacmeam. Yuacmuuyume cieosa 0a nonviHaAm u opyaume nojema
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3a0adenu 6v6 hopmama, KaKmo u 0a NOCOUam eleKMpoHeH aopec, Ha KOUMo e 00CMbNHA KpAMKAmMa XapaKmepucmuxa
Ha cvomeemHusi aexapcmeen npodykm. Kvm mexuuueckomo npeodnodcenue ciedga 0a ce Npunodicu Konue Ha
Oexnapayus Om NPumedtcameis Ha paspewenuemo 3a ynompeoa uiu npou3g00umensim na 1eKkapCcmeenus nPpoOyKm, ye
€ 3ano3Ham ¢ U3UCKBAHUAMA KbM JeKaApPCmMEeHume npooyKmu, Kakmo u ¢ noCoYenume 6 npoyedypama KoIuuecmad 3a
mMo3U JleKkapcmeer nPooOyKm, KAKmo U Ye e Cb2ldCeH JeKapcmeerus npooykm oa Ovoe ogepupan om y4acmHuKd 8
npoyedypama (c60600en mexcm).

Ilpu paszenescoane na Bawemo mexnuuecko npednosicenue ce yCmanouxa cieOHume 3as8eHu OanHu, KOUmo e
Heobx00umo 0a Hu 6v0am OONBIHUMENHO U3SCHEHU:

1.B Texuuueckxomo Bu npeonodcenue no obocobena nozuyusi Ne 2, 3a nomenxnamypa VO3AF03, Calcium
folinate, napenmepanna, mg, cme npedIONHCUIU CIEOHUSL NeKAPCMBEH RPOOYKM.!

Twvpzoecko Hanuuen ¢
1Py Haumenoeanue K-60 akmueno ¢-60 Mapka  Oxonuamenna onaxoeka IL/IC
Lyomark Pharma Bendafolin 10 mg/ml - 50 ml mg 1 1A
GmbH, I'epmanus

Bendafolin 10 mg/ml - 100 ml mg 1 1A

B npeocmasenama oexnapayus om Ipumedsicamensim na paspewenue 3a ynompeboa - Lyomark Pharma GmbH,
Tepmanus, ne e nocouen nexapemaenus npooykm Bendafolin -~ 10 mg/ml - 100 ml."

Ha 20.12.2019 r., B cpoka yka3aH OT KOMUCHATA, YYaCTHUKBT € MPEACTABUII Pa3ICHEHUE U MPUIIOKEHA KbM
HETo JeKJapalysi oT MPUTEXKATeNSAT Ha paspeuieHue Ha ymorpeba Lyomark Pharma GmbH, ['epmanms, B KosiTo €
nocoueHo, ye Bendafolin, 10 mg/ml - 100 ml e peructpupan, Ho HUKOTa He € MPoaBaH Ha ObJArapCKus masap.

BbB Bpb3Ka ¢ naneHoto paszsicHenue oT MMAJI e u3uckano NOTBbPKACHUE, 1AM 3asBEHATA OT MPUTEKATEIAT
Ha pa3peluicHre Ha ynorpeda nH(opMalus € BIpHa U ChIllaTa € MOTBbpAeHA ¢ mucMo ¢ per. MAJI-2384/21.01.2020 r.
[lo oTHOIIEHNE Ha EIEKTPOHMUS AAPEC HAa KpaTKaTa XapaKTEPUCTHKA Ha JIEKAPCTBEHUST IPOAYKT, KOMUCHSTA yCTaHOBH,
Ye chlIaTa He € TOCOYeHO BbB (hopMmara Ha TeXHHYIECKOTO MPESIOKEHNE, HO Ce ChAbPiKa B IeKIIapalusiTa mpeacTaBeHa
OT MPUTEKATEIAT Ha yoTpeda, C KOSATO CHIMUAT JISKIapHupa, Ye € 3aro3HaT ¢ KOJIWYecTBaTa 1o MpoleaypaTa, ¢ oriiesa
Ha KOETO 32 KOHKPETHHSI JIEKaPCTBEH MPOAYKT HE CE YCTAaHOBS HEII'BJIHOTA HA TEXHUYECKOTO MPeIOKEHHE.

[MpeaBu BCHYKO H3IOKEHO JO TYK, KOMHCHSATA YCTAHOBH, Y€ CBHINUSAT OTroBaps Ha OOSBEHUTE OT

BB3JIOXKUTENS YCIIOBHUS 32 U3IIBJIHEHNE HA MOPHUKATa U CHILUAT Ce AOIMYCKa O OTBapsHE Ha LIEHOBUTE IPEATIOKEHUS 32
npeioxkenus ot Hero Bendafolin.
11. Pasrie:xknane Ha TEXHHYECKOTO Mpeasioxenue npeacraseno or "CODPAPMA TPEFII[I/IHF" AJl 3a
000coOenn mo3unuu Ne 1 u Ne 2 1 mpoBepka 3a CbOTBETCTBHETO MY C NPeIBAPUTEIHO 00SIBEHUTE YCJIOBHS B
CbOTBETCTBHE € 4. 56, aj1. 2 ot IIII30II;

Komucusita ycraHoBu, ye o o6ocobena mo3uuus Ne 1, yyacTHUKBT € mocouuil BbB popmata "TexHudecko

npeIoKeHne", 4e npesara cieHUTE JIEKapCTBEHH MPOAYKTH:

Jlekapc Msipka Teproscko  Komuuects
TBEHA /mg,ta Ha¥MMeHOBa 0 akTuBHO Ms Oxonuarenna Hanwuen
ATC INN dopma  blml/  3abenexka Py HHE BEIIECTBO  pKa OMAaKOBKa B IJIC
Amgen Europe
TIapeHT B.V., mc Hanuuen
B02BX04 Romiplostim  epanmma mcg Hupepnangus ~ NPLATE 250 g 1 B IIJIC
Novartis
nepopa Europharm
JIHA Limited, REVOLAD Hanuuen
B02BX05 Eltrombopag  TBBpma mMg Wpnangus E 25 mg 28 B [IJIC
REVOLAD
E 50 mg 28
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Roche
Registration

Erythropoietin  mapenr GmbH, Neorecorm 10 000 6 pre-filled Hannuen
B0O3XA01 (Epoetin beta) epamma U I'epmanms on 1U/0,6 ml - syringes B IIJIC
Neorecorm 5000 1U/0,3 6 pre-filled Hannuen
on ml - syringes B IIJIC
Neorecorm 4000 1U/0,3 6 pre-filled Hamnaen
on ml - syringes B [IJIC
Neorecorm 3000 1U/0,3 6 pre-filled Hannuen
on ml - syringes B IIJIC
Neorecorm 2000 1U/0,3 6 pre-filled Hanuuen
on ml - syringes B [IJIC

Pfizer Europe

Erythropoietin  mapent MA EEIG, 10000 6 pre-filled Hamnaen
BO3XA01 (Epoetin zeta) epamsa U benrus Retacrit 1U/1,0 ml - syringes B IIJIC
6000 1U/0.6 6 pre-filled Hannuen
Retacrit ml - syringes B IIJIC
5000 1U/0.5 6 pre-filled Hamnaen
Retacrit ml - syringes B [IJIC
4000 1U/0.4 6 pre-filled Hamnaen
Retacrit ml - syringes B IIJIC
3000 1U/0.9 6 pre-filled Hanuuen
Retacrit ml - syringes B IIJIC
2000 1U/0.6 6 pre-filled Hammuen
Retacrit ml - syringes B [IJIC
Amgen Europe 1 pre-filled
Darbepoetin mapeHt B.V.,, 60 mcg/0,3 mc syringe with  Hamuuen
B03XA02 alfa epamHa MCg Hunepnanmus ~ Aranesp ml g needle guard B IJIC
mc
9/0,
3 Hannuen
Aranesp 150 m 1 B [IJIC
mc
g/0,
4 Hanuuen
Aranesp 40 m 1 B [IJIC
mc
g/0,
5 Hanuuen
Aranesp 20 m 1 B [IJIC
1 pre-filled
300 syringe with ~ Hanuuen
Aranesp mcg/0,6 ml - needle guard B IIJIC
mc
9/0,
4 Hanmuuen
Aranesp 80 m 1 B [IJIC
Methoxy Roche
polyethylene Registration
glycol-epoetin  mapent GmbH, 100 pg/0,3 1 pre-filled Hannuen
BO3XA03 beta epanHa Mcg Tepmanmust Mircera ml - syringe B IIJIC
75 ng/0,3 1 pre-filled Hannuen
Mircera ml - syringe B [IJIC
150 pg/0,3 1 pre-filled Hanmuen
Mircera ml - syringe B [IJIC
50 png/0,3 1 pre-filled Hannuen
Mircera ml - syringe B IIJIC
Novartis
MapeHt Powder and solvent for Pharma GmbH, Sandostatin Hannuen
HO01CB02 Octreotide epamHa Mg suspension for injection Tepmanust LAR 30 mg 1 B [IJIC
Sandostatin Hannuen
LAR 20 mg 1 B IUIC

Dexamethason mapeHT

H02AB02 e epamHa Mg KRKA, d.d., CioBenust
Dexametha
Cocapma AJl,  sone 4 mg/ml - 1 Hamnuen
Beirapus Sopharma  ml - 10 B [JIC
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Immunoglobul
ins, normal
human, for
intravascular
JO6BA02  adm.

LO1AA02 Chlorambucil

LO1AAQ09 Bendamustine

LO1BAO4 Pemetrexed

Mercaptopurin
LO1BB02 e

L01BB05 Fludarabine

LO1BB06 Clofarabine

apeHT
epainHa

nepopa
JIHA
TBBPJA

TIApEeHT
epainHa

HapeHT
epaiHa

nepopa
JHA
TBBpIA

HapeHT
epanHa

MapeHT
epanHa

mg

mg

mg

mg

mg

mg

mg

50 mg/ml

Dexametha
sone 4 mg/ml - 2
Sopharma  ml -

Biotest Pharma GmbH, I'epmanus

IMMUNO
BYJI BUO- VENIN-
HII3IIB EOOJZ, INTACT 50 mg/ml -
Bwirapus 5% lgG 5ml mg
Aspen Pharma
Trading
Limited,
Wpnangns Leukeran 2 mg

Accord Healthcare Polska Sp. z.0.0., [Tormma
Actavis Group
PTC ehf.,
Hcnangust

Bendamusti
ne Actavis

25mg/iml mg
Astellas Pharma GmbH, 'epmanust

Chiesi Pharmaceuticals GmbH, ABctpust

Mylan S.A.S., ®panuust

Sandoz d.d., CnoBenust

Accord Healthcare Limited, O6eauneno Kpancto

Accord Healthcare S.L.U., Ucnianus
Actavis Group

PTC ehf., 25 mg/ml -
HWcnanmust Armisarte 40 ml mg
25 mg/ml -
Armisarte 20 ml mg

Alvogen IPCo S.ar.1, JlrokcemOypr

Eli Lilly Nederland B.V, Hunepnanmus
Heaton k.s., Yemka perry0mika

Sandoz GmbH, ABctpust

Hosawmen Tpeiiguar EOO/, bbarapus

Aspen Pharma
Trading
Limited,

Wpnaugus Puri-Nethol 50 mg

Accord Healthcare Limited, O6enureno Kpanctso
Actavis Group
PTC ehf.,
Hcnanaus

Fludarabine
Actavis 50 mg

Fludarabine 25 mg/ml-2
Actavis ml mg

Genzyme Europe B.V., Hunepnanmus

Alvogen Malta Operations (ROW) Ltd., Manta

Genzyme
Europe B.V., 1 mg/ml -
Hunepnaumus EVOLTRA 20 ml mg

Hanuuen
10 B [IJIC
Hanmuuen
10 B [IJIC
Hanuuen
25 B [IJIC
60 ml (100 Hamnuen
mg) x 1 B [IJIC
Hanmuuen
1 B IIJIC
Hamuuen
1 B [IJIC
Hanuuen
25 B [IJIC
Hanuuen
1 B [IJIC
1
Hamuuen
1 B [IJIC
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L01BBO7

L01BC02

L01BCO05

L01BC59

L01BC59

LO1CA04

L01CDO01

Nelarabine

Fluorouracil

Gemcitabine

Trifluridine/Ti
piracil

Trifluridine/Ti
piracil

Vinorelbine

Paclitaxel

TIapeHT
epajHa

MapeHT
epaiHa

TIApEeHT
epainHa

nepopa
JHA
TBBpIA

miepopa
JHA
TBBpAA

TapeHT
epanHa

TapeHT
epaiHa

mg

mg

mg

tabl

tabl

mg

mg

15 mg/6,14 mg

20 mg/8,19 mg

Novartis

Europharm
Limited, ATRIANC 5 mg/ml - Hamuuen
HWpnanus E 50 ml - 6 vials B [IJIC

Accord Healthcare Polska Sp. z.0.0., [Tomma
Ebewe Pharma  5-

GmbH. N.fg. Fluorouraci 50 mg/ml- Hannuen
KG,, Asctrpus | EBEWE 20 ml mg 10 B [IJIC

5-

Fluorouraci 50 mg/ml-

IEBEWE  20ml mg 10

5-

FLUOROU

RACIL 50 mg/ml -

"EBEWE" 10 ml mg 10

Accord Healthcare Polska Sp. z.0.0., [Tormma
Actavis Group

PTC ehf., Gemcitabin 40 mg/ml — Hannuen
HWcnanmust e Actavis 25 ml mg 1 B IIJIC
40 mg/ml -
Gembin 25 ml mg 1
40 mg/ml -
Gembin 5ml mg 1

Gemcitabin 40 mg/ml —
e Actavis 50 ml mg 1

Opesenuyc Kadu bearapus EOO/I, benrapus

Yaiikadapma BrucokokauecTBenuTe aexapcrsa AJl, Brarapus

Les
Laboratoires
Servier, 15 mg/6,14 Hanuuen
Dpanmms Lonsurf mg = 20 B ITJIC
15 mg/6.14 Hanuuen
Lonsurf mg - 60 B [JIC
Les
Laboratoires
Servier, 20 mg/8,19 Hanuuen
Dpaniust Lonsurf mg - 20 B [IJIC
20 mg/8.19 Hannuen
Lonsurf mg - 60 B [IJIC
Ebewe Pharma  VINOREL
GmbH. N.fg. BIN 10 mg/ml - Hamnaen
KG,, ABcTpust "EBEWE" 5 ml - 1 B [IJIC

Axrasuc EAJI, bparapus

Accord Healthcare Limited, O6exunero Kpancreo
Accord Healthcare Polska Sp. z.0.0., [Tonmra

Ebewe Pharma GmbH. N.fg. KG,, ABctpus
AkraBuc EAJ[, SINDAXE 6 mg/ml - Hanuuen
Boirapus L 50 ml - 1 B [IJIC

SINDAXE 6 mg/ml -
L 16.67 ml - 1

Bynrepmen BE OO/1, benrapus
Heo bankxanuka EOO/I, beirapus
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LO1CD02 Docetaxel

LO1CD04 Cabazitaxel

L01DB01 Doxorubicin

L01DB03 Epirubicin

LO1DBO06 Idarubicin

LO1DB11 Pixantrone

LO1XA02 Carboplatin

L01XC03 Trastuzumab

MapeHT
epaiHa

TapeHT
epaiHa

MapeHT
epanHa

TapeHT
epaiHa

TapeHT
epanHa

MapeHT
epaiHa

TapeHT
epaiHa

MapeHT
epanHa

mg

mg

mg

mg

mg

mg

mg

mg

Powder, dispersion and
solvent for concentrate for
dispersion for infusion

Powder for concentrate for
solution for infusion

®pesennyc Kabu bearapus EOO/I, benrapus

Accord Healthcare Limited, O6eauneno Kpancto

Accord Healthcare S.L.U., Ucnianus
Actavis Group

PTC ehf., Docetaxel 20 mg/ml -
Ucnannus Actavis 8 ml - 1
DOCETAX
EL
ACTAVIS 80mgi4dml mg 1
DOCETAX
EL
ACTAVIS 20mg/Iml mg 1

AqVida GmbH, I'epmanus

Cipla (UK) Ltd., O6enunerno Kpancteo

Fresenius Kabi Oncology Plc., O6enuneno Kpaictso
Hospira UK Ltd., O6exuneno Kpanctso

KRKA, d.d., CioBenus

Hosamen Tpeiinuar EOO/I, bearapus

Sanofi-Aventis

Groupe,
Opanuust Jevtana 60 mg 1
TevaB.V.,
Hunepnanmus Myocet 50 mg 2
Actavis Group
PTC ehf., 2 mg/ml -
HWcnanpus Episindan 25 ml mg 1
EPISINDA 2 mg/ml -
N 50 ml mg 1
Ebewe Pharma EPIRUBIC

GmbH. N.fg. IN
KG,, AscTpus "EBEWE"

2 mg/ml-
25 ml mg 1

Pfizer Enterprises SARL, JIrokcemOypr
Pfizer Europe

MA EEIG, Farmorubic 2 mg/ml -

Benrus in PFS 25 ml - 1

Axrasuc EAJI, bparapust

Pfizer Europe

MA EEIG,

Benrust ZAVEDOS 10 mg 1
ZAVEDOS 5 mg 1

Les

Laboratoires

Servier,

Dpanmmst Pixuvri 29 mg 1 vial

Actavis Group PTC ehf., Ucnannus

Ebewe Pharma CARBOPL

GmbH. N.fg. ATIN 10 mg/ml-

KG,, Asctpuss  EBEWE 15 ml mg 1
Amgen Europe

B.V.,,

Hunepnanmus ~ Kanjinti 150 mg 1 vial

Hanuuen
B [IJIC

Hamuuen
B [IJIC

Hanuuen
B [IJIC

Hamuuen
B [IJIC
Hanmuuen
B [IJIC

Hanmuuen
B I[IJIC

Hamuuen
B [IJIC

Hamuuen
B [IJIC
Hamuuen
B [IJIC

Hanuuen
B [IJIC

Hanuuen
B [JIC

Hamuuen
B [IJIC
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L01XC08

L01XC12

L01XC19

L01XC24

L01XC26

LO1XEO1

LO1XEO1

LO1XE02

TapeHT
Panitumumab  epanna
Brentuximab  mapent
vedotin epaiHa
MapeHT
blinatumomab  epanna
TIapeHT
Daratumumab  epanna
Inotuzumab [apeHT
ozogamicin epaiHa
epopa
JIHA
Imatinib TBBPAA
nepopa
JHa
Imatinib TBBpIA
nepopa
JHa
Gefitinib TBBpJA

mg

mg

mcg

mg

mg

mg

mg

mg

C92.1

Kanjinti

420

Celltrion Healthcare Hungary Kft., Yarapus

Mylan S.A.S., ®panuus
Pfizer Europe
MA EEIG,

Benrus Trazimera

150

Roche Registration GmbH, I"'epmanust

Amgen Europe
B.V.,,

Hupepnasaust Vectibix

Takeda Pharma

A/S, Tanus Adcetris

Amgen Europe
B.V.,,

Hupepnanous  Blincyto

Janssen-Cilag
International DARZALE
N.V., benrus X

DARZALE
X
Pfizer Europe
MA EEIG, BESPONS
Benrus A

KRKA, d.d., CioBeHus

20mg/ml -
5ml

50

38.5

20 mg/ml-5
ml

20 mg/ml-
20 ml

Novartis Europharm Limited, Upnasmus

Imatinib
TevaB.V., Teva
Hupnepnanaust Pharma
Imatinib
Teva
Pharma

100

100

mg

mg

mg

mc

mg

mg

mg

Accord Healthcare Limited, O6exuaero Kpancreo

Actavis Group  Imatinib

PTC ehf., Actavis

Ucnanaus Group
Imatinib
Actavis

Adamed Sp.z.0.0., [Tommra

100

100

Alvogen IPCo S.ar.1, JlrokcemOypr

KRKA, d.d., CoBenus

Novartis Europharm Limited, Upnanmus

Teva B.V., Hunepnanaus

mg

mg

1 vial

1 vial

1 vial

1 vial

1 vial

(powder) + 1

Hanmuuen
B [IJIC

Hanmuuen
B [IJIC

Hanmuuen
B [IJIC

Hanmuuen
B [IJIC

Hanuuen

vial (solution) B ITJIC

1 vial

120

120

120

120

Yaiikadapma BucokokadecTBenure nexapcta AJl, Benrapus

Alvogen Malta Operations (ROW) Ltd., Manta

AstraZeneca AB, [lIBenus

Sandoz d.d., CnoBenust

Hamuuen
B [IJIC
Hanmuuen
B [IJIC

Hanuuen
B IJIC

Hanuuen
B [IJIC

Hamuuen
B IIJIC

Hamuuen
B [JIC
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TevaB.V,, Gefitinib Hamuuen
Hunepnanaus Teva 250 mg 30 B IIJIC

KomucusTa u3sbpiim npoBepka Ha 3asBEHUTE OT YYACTHUKBT JaHHH, BB BPh3Ka ¢ MpelocTaBeHata mo wi. 104,
an. 5 ot 30II u un. 54, an. 13 or [II30I1 Bp3mMoxkHOCT, KaTo Ha 12.12.2019 1. KOMUCHATA U3HUCKa Pa3sICHEHUE IO
3asgBEHUTE JaHHU KAaKTO CJeBa:

"Cvenacro npedsapumento obseeHume yciosus Ha npoyedypama 8 Texuuuecko npeodyodceHue, 8 KOemo
yuacmuuyume mnoOCoU6am JNeKApcmeeHume npooyKmu 3a KOumo yyacmeam, KAKmo u npumedcamenume Ha
paspewenuemo 3a ynompeba, ¢ Yuumo npooyKmu yvacmeam. Yuacmuuyume cied8a 0a NONvIHAM u opyeume nojema
3a0a0enu 6v6 hopmama, KaKmo u 0a NOCOYam eleKmpoHer aopec, Ha KOUMo e 00CHbNHA KPAMKAMAa Xapakmepucmuxa
Ha cvomeemHuss aexapcmeen npodykm. Kvm mexuuueckomo npeonodcenue cnedga 0a ce NpUIodiCU Konue Ha
Oexnapayus om NPumedNcamensi Ha paspeueruemo 3a ynompeoa unu npou3800umeisim Ha J1eKkapCcmeeHus nPoOYKm, ye
€ 3ano3Ham ¢ U3UCKEAHUAMA KbM JeKApCmEeHume npooyKmu, Kakmo u ¢ nocoienume 8 npoyedypama Koaudiecmed 3a
mMo3U JleKkapcmeer nPooyKm, KAKmo U Ye e Cb2AdCeH JleKapcmeerus npooykm oa Ovoe ogepupan om y4acmHuKd 8
npoyedypama (c60600eH mekcm,).

Ipu pasenescoane na Bawemo mexnuyecko npednosdicenue ce yCmanoguxa cieOHume 3as8eHu OanHU, KOUMO e
Heobx00umo 0a Hu 60am OONBIAHUMENHO USACHEHU!

1. B Texuuueckomo Bu npeonoxcenue no obocobena nosuyus Ne 1, sa uomenxnamypa BO3XA0I,
Erythropoietin(Epoetin zeta), napenmepanuna, IU, cme npednodxcunu ciedHus 1eKapcmeer npooyKm:

Tsproecko
1Py HalMEHOBaHHE K-Bo akTHBHO B-BO Msipka OxonuatenHa ornakoBka Hamuuen B [TJIC
Pfizer Europe MA EEIG, benrus Retacrit 10000 1U/1,0 mi - 6 pre-filled syringes A

Retacrit 6000 1U/0.6 ml - 6 pre-filled syringes A

Retacrit 5000 1U/0.5 ml - 6 pre-filled syringes A

Retacrit 4000 1U/0.4 ml - 6 pre-filled syringes IA

Retacrit 3000 1U/0.9 ml - 6 pre-filled syringes IA

Retacrit 2000 1U/0.6 ml - 6 pre-filled syringes IA

B npeocmasenama oexnapayus om Ipumedcamensm na paspeuwenue 3a ynompeba - Pfizer Europe MA EEIG,
Beneus, ne e nocouen nexapcmeenus npodykm Retacrit Solution for injection 5000 1U/0.5 ml

Ilpeosuo zopnomo mona 3a eauwiemo paszicHeHue nO OMHOUIEHUE HA YCMAHOBEHAMA NO-20pe JUNCA 6
oeknapayuama na ITPY-mo.

2. B Texuuueckomo Bu npeonoocenue no obocobena nosuyus Ne 1, 3a nomenxiamypa LO1XCO3, Trastuzumab,
napenmepanua, mg, Powder for concentrate for solution for infusion cme npednodicunu cieOHus 1ekapcmeer npooyKm:

Twproscko
Py HaMMEHOBAHHE K-Bo akTHBHO B-BO Msipka OxonuatenHa omakoBka Hamnuen B [TJIC
Amgen Europe B.V., Hugepnanmust ~ Kanjinti 150 mg 1 vial JA
Kanjinti 420 mg 1 vial JA
Pfizer Europe MA EEIG, benrus Trazimera 150 mg 1 vial JA
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B npeocmasenama oexnapayus na Pfizer Europe MA EEIG, Beneus 3a nexapcmeenusi npooykm Trazimera
Powder for concentrate for solution for infusion 150mg x1 e nocouern ATC koo LO1XC26 kotimo cvomeemcmea na opye
npooOyKm.

Ilpeoeuo zopnomo mona 3a Bawemo pazacnenue no omHowienue HA YCMAHOBEHOMO NO-20pe
Hecvomeemcmeue 6 oexnapayuama Ha IIPY-mo.

Ha 19.12.2019 r., B cpoka yka3aH OT KOMHCHSTA, YIaCTHUKBT € IPEICTABIII Pa3sICHEHUE U MIPIIIOKEHO KbM
HEro MUCMO OT ITHJTHOMOIIIHMKA Ha MPUTEKATENAT Ha paspemeHue Ha ynotpebda Pfizer Europe MA EEIG, benrus ¢
m3x. Ne 0/5867/16.12.2019 r., B xoeto e mocoueno, ge Retacrit 5000 IU/0.5 ml Hsama ma ce mperara Ha OBJITapCKUST
nasap, ¢ OrJieJl Ha KOETO CHUIMAT HE € IOCOYeH B JAeKiapanusTta npeacrasena ot Pfizer Europe MA EEIG, benrus. B
IICMOTO CBILO TaKa € IOCOYEHO, Y€ € IOMyCHATa TEXHUUYECKa I'Pellia B IEKIapaLusITa 0 OTHOLIEHHE HA IIOCOYEHHS OT
yaactHrka ATC kon Ha nexapctBenust mpoaykT Trazimera Powder for concentrate for solution for infusion 150mg x1.

B®B Bpb3Ka ¢ JaIcHOTO pa3siCHEHHE 3a JiekapcTBeHUAT npoaykT Retacrit Solution for injection 5000 1U/0.5 ml
€ M3MCKaHO MOTBbpkAeHue oT MAJL, nanu 3asBeHaTa OT MIPUTESKATENAT Ha pa3pellieHne Ha ynoTpedba uapopmanus e
BSpHA U ChILlaTa € MOTBBpJIeHa ¢ mucMo ¢ per. UAJI-2384/21.01.2020 r.

Crnen kato pasmiena AONBIHUTENHO INPEICTABEHUTE pa3siCHEHUS MU HMH(GOpMALUs KOMHCHATA, CUETE ue
IPEACTaBEHOTO OT YYACTHUKA TEXHUYECKO IMPEIIOKEHHE 10 000cobeHo nmo3uust Ne 1, oTroBaps Ha IpeABapUTEIHO
00SIBEHHUTE OT BB3JIOKUTENS YCIOBUS 32 M3IIBJIIHEHHE Ha MOPBUKATa U CHIIUST ce JIOMyCcKa 10 OTBAapsSHE Ha IIEHOBUTE
NPEIIOKEHUS 32 BCHUKH JIEKAPCTBEHU MPOAYKTH 110 000coOeHaTa MO3UIIHSL.

Komucusita ycranoBu, e no obocobeHa mo3unus Ne 2 yqacTHHKBT € MOCOYMI BbB (hopMmara "TeXHUUECKO

npeuioKeHue"”, 4e rpeajara cieHUTE JIEKapCTBEHH MPOAYKTH:

Jlekapcte  Mspka Tbproecko Ms
eHa /mg,tabl, 3a6en HauMeHoBaH  KoimuecTBo pxk  OxoHuarenHa Hamuuen
ATC INN bopma ml/ exka PV ue aKTHBHO BELIECTBO @  OIAKOBKA B IJIC
LO1
XEO MepOpaIH Actavis Group PTC ehf.,  Erlotinib Hannyen
3 Erlotinib aTBBpAa Mg Wcnannus Actavis 150 mg 30 B IIJIC
Erlotinib Hannaen
Actavis 100 mg 30 B [IJIC
Alvogen Malta Operations (ROW) Ltd., Manra
Heaton k.s., Yemka pernyoauka
Roche Registration GmbH, I'epmanust
Sandoz d.d., CioBenust
Zentiva k.s., Yemka pemyoinka
LO1
XEO TIepopaH Pfizer Europe MA EEIG, Hammaen
4 Sunitinib aTBhpIa Mg Benrust Sutent 50 mg 30 B [IJIC
Hamnuen
Sutent 25 mg 30 B IIJIC
Hanuaen
Sutent 12.5 mg 30 B IJIC
LO1
XEO TIepOpaITH Hammuen
5 Sorafenib aTBhpIa Mg Bayer AG, I'epmanust Nexavar 200 mg 112 B [IJIC
LO1
XEO TepopaH Novartis Europharm Hanyen
7 Lapatinib aTBepIa Mg Limited, Mpranaus TYVERB 250 mg 140 B IIJIC
TYVERB 250 mg 84
LO1
XEO THIepopaH Novartis Europharm Hanmuen
8 Nilotinib aTBBpIa Mg Limited, Mpnasmus Tasigna 200 mg 28 B IUIC
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LO1
XEO

LO1
XE1

LO1
XE1

LO1
XE1

LO1
XE1

LO1
XE1

LO1
XE1

LO1
XE1

LO1
XE1

LO1
XE2

LO1
XE2

LO1
XE2

Temsirolimu
S

Everolimus

Pazopanib

Vandetanib

Afatinib

Bosutinib

Crizotinib

Axitinib

Ruxolitinib

Regorafenib

Dabrafenib

Ponatinib

napeHrep
aHa

TepopaIH
a TBbpJa

NEPOPATH
a TBbpJa

MepOpaIH
a TBbpJA

epopaH
a TBbpJa

TepopaH
a TBbpAa

TIepopaH
a TBBpZa

HepopaIH
a TBBpJA

TIepPOpaITH
a TBBpJa

TIepOpaITH
a TBBpJA

TepopaH
a TBBpJIa

TIepopaH
a TBBpZa

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg/10

Pfizer Europe MA EEIG,
Benrus

KRKA, d.d., CnoBenust

Tasigna

TORISEL

Mylan Ireland Limited, Mpnanmus

Novartis Europharm Limited, Upnanmus

Teva B.V., Hunepnanaus

Novartis Europharm
Limited, Upnannus

Genzyme Europe B.V.,
Hunepnanaus

Boehringer Ingelheim
International GmbH,
T'epmanus

Pfizer Europe MA EEIG,
Benrus

Pfizer Europe MA EEIG,
Benrus

Pfizer Europe MA EEIG,
Bbenrus

Novartis Europharm
Limited, Upnaunus

Bayer AG, I'epmanus

Novartis Europharm
Limited, Upnaumust

Incyte Biosciences
Distribution B.V.,
Hunepnannus

Everolimus
Teva

VOTRIENT

VOTRIENT

Caprelsa

Caprelsa

Giotrif

Giotrif

Bosulif

Bosulif

Xalkori

Inlyta
Inlyta

Jakavi

Stivarga

Tafinlar

Iclusig

150

30 mg (concentrate:
1.2 ml; diluent: 1.8 )

10

400

200

300

100

40

30

500

100

250

40

75

15

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

28

1 vial + 1 vial

30

60

30

30

30

28

28

28

28

60

56

56

56

3x28

120

60

Hamuyen
B [IJIC

Hanuuen
B IIJIC

Hanuuen
B [JIC

Hamuyen
B [JIC
Hamuyen
B [IJIC

Hanuuen
B [IJIC
Hamuuen
B [JIC

Hanuuen
B IJIC
Hamnyen
B [IJIC

Hanuuen
B IJIC
Hanuuen
B [JIC

Hamuyen
B [JIC

Hanuyen
B [JIC
Hamnyen
B [IJIC

Hanuyen
B [IJIC

Hamnuen
B [IJIC

Hanuyen
B [IJIC

Hamuyen
B IIJIC
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LO1
XE2
7 Ibrutinib

LO01
XE3
3] palbociclib

L01
XE3
5 Osimertinib

LO1
XX1
7 Topotecan

LO1
XX1
7 Topotecan

LO1
XX1
9 Irinotecan

LO1
XX3
2 Bortezomib

LO1
XX4
1 Eribulin

LO1
XX4
4 Aflibercept

HepopaH
a TBBpJA

TepopaIH
a TBBpZA

MepopaH
a TBBpIa

napeHrep
aHa

TIepopaH
a TBbpZa

napeHrep
aHa

HapeHTep
aHa

mapeHTep
ajHa

mapeHTep
aHa

mg

mg

mg

mg

mg

mg

mg

mg

mg

Janssen-Cilag
International N.V., Bearust  Imbruvica 140 mg

Pfizer Europe MA EEIG,

Benrus Ibrance 125 mg
Ibrance 100 mg
lbrance 75 mg

AstraZeneca AB, IlIserust  Tagrisso 80 mg
Tagrisso 40 mg

Accord Healthcare Polska Sp. z.0.0., [Tormma
Actavis Group PTC ehf., Ucranmus

Fresenius Kabi Oncology Plc., O6enunaeno Kpanctso
Novartis Europharm
Limited, Upnangus Hycamtin 4 mg

Novartis Europharm
Limited, Mpnanaus Hycamtin 1 mg

Accord Healthcare Polska Sp. z.0.0., [Tonmra
IRINOTECA
Axrasuc EAJl, boarapus N ACTAVIS 20 mg/ml -5 ml -

Byarepmen BE OO/I, benrapust
MC ®apma AJl, bbarapus
Hosamen Tpeiquar EOO/I, bbarapust

Yaiikadapma BucokokauectBenure nekapcrsa AJl, bparapus

Accord Healthcare Limited, O6enurerno Kpanctso
Actavis Group PTC ehf.,  Bortezomib
HUcnanaus Actavis 35 mg

Alvogen IPCo S.ar.], JTrokcemOypr

Heaton k.s., Yemka pernyomauka

Janssen-Cilag International N.V., benrnst
Pharmazac S.A., I'spuust

Sandoz d.d., CrioBenust

Tepa ®apmactotuksiic brirapus EOO/], beirapus
®dapmakonc AJl, beirapus

Yaiikadapma BucokokauectBenute nekapcrsa AJl, beirapus

0,44 mg/ml 1 vial x
Eisai GmbH, I'epmanus Halaven 2ml mg

Sanofi-Aventis Groupe,
Dpanmwst Zaltrap 25 mg/ml - 8 ml mg

90

21

21

21

28

28

10

Hanuuen
B IJIC

Hamuyen
B IIJIC
Hanuuen
B [JIC
Hamuyen
B [IJIC

Hanuuen
B IIJIC
Hanuuen
B IJIC

Hanuuen
B IJIC

Hamuyen
B [IJIC

Hamuuen
B [JIC

Hanuyen
B [IJIC

Hamnuen
B [IJIC

Hanmuyen
B [JIC
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LO1
XX4
5 Carfilzomib

LO1
XX4
6 Olaparib

L01
XX5
0 Ixazomib

LO1
XX5
2 venetoclax

L02
BX0
3 Abiraterone

LO03
AA0
2 Filgrastim

L03
AAl
8 Pegfilgrastim

L03
AAl Lipegdfilgrasti
4 m

napeHrep
aHa

NepopaH
a TBbpJa

TepopanH
a TBBpZa

TepopaH
a TBbpJa

TIepopaH
a TBBpJA

mapeHrep
aHa

mapeHTep
aaHa

mapeHTep
aHa

mg

mg

mg

mg

mg

mg

mg

mg

Capsu

hard

Hamuyen

Zaltrap 25 mg/ml - 4 ml mg 1 B [JIC
Amgen Europe B.V., Hamnuen
Hunepnaugus Kyprolis 60 mg 1 B IJIC
Hamgyen
Kyprolis 10 mg 1 B IJIC
Hamuyen
Kyprolis 30 mg 1 B IJIC
Hamnuen
AstraZeneca AB, [lIBerust  Lynparza 50 mg 4x112 B [JIC
Takeda Pharma A/S, Hammuen
Nauust Ninlaro 4 mg 3 B IJIC
Hanmnuen
Ninlaro 3 mg 3 B [TJIC
Hamuyen
Ninlaro 2.3 mg 3 B IIJIC
AbbVie Deutschland
GmbH & Co. KG, Hanuuen
T'epmanus Venclyxto 100 mg 112 (4x28) B ITJIC
Venclyxto 50 mg 7 (7X1)
Venclyxto 100 mg 14 (7x2)
Venclyxto 10 mg 14 (7x2)
Venclyxto 100 mg 7 (7x1)
Janssen-Cilag Hannuen
International N.V., Benrust ~ Zytiga 500 mg 60 B [IJIC
Zytiga 250 mg 120

Accord Healthcare Limited, O6ennaerno Kpanctso
Pfizer Europe MA EEIG, 30 MU (300 mc 5 pre-filled Hannuen
Benrust NIVESTIM  mcg/0.5 ml) g  syringes B [IJIC

Sandoz GmbH, Actpus

Accord Healthcare Limited, O6exuneno Kpaictso

1 pre-filled
Amgen Europe B.V., syringe with Hanuuen
Hunepmaumus Neulasta 10 mg/ml-0.6 ml mg needle guard B [UIC
Cinfa Biotech S.L., Ucnianust
Sandoz GmbH, ABcTpus

1 pre-filled

syringe with Hanuuen
Teva B.V., Hunepnanmus ~ Lonquex 6 mg/0,6 ml - safety device B IIJIC
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L03
AX0

LO3
AX1

LO4
ADO

NO2
AAQ
5

NO02
AAS5
5)

Mycobacteri
um bovis
BCG

Plerixafor

Ciclosporin

Ciclosporin

Denosumab

Morphine

Oxycodone

Oxycodone,
Naloxone

HUHTpaKaB
HTajJHa

MapeHTep
aHa

MepopaH
a TBbpJA

HepopaH
a Te4Ha

HapeHrep
ajHa

HapeHTep
aHa

TIepopaH
a TBBpJa

mepopains  oxycodon

a TBbpAA

mg

mg

mg

mg

mg

mg

mg

mg

e

120
mg

bYJI BUO-HII3IIb
EOO/, bbarapus

Genzyme Europe B.V.,
Hunepnanaus

Novartis Pharma GmbH,
T'epmanus

Novartis Pharma GmbH,
I'epmanns

Amgen Europe B.V.,
Hunepnannus

Codapma AJl, Beirapus

Actavis Group PTC ehf.,
Ucnangus

CALGEVAX

CALGEVAX

Mozobil

Sandimmun
Neoral
Sandimmun
Neoral

Sandimmun
Neoral

Xgeva

MORPHINE
SOPHARM
A
MORPHINE
SOPHARM
A
MORPHINE
SOPHARM
A
MORPHINE
SOPHARM
A

Oxycodone
Actavis
Oxycodone
Actavis
Oxycodone
Actavis
Oxycodone
Actavis
Oxycodone
Actavis

G. L. Pharma GmbH, ABctpust

Mundipharma GmbH, Asctpust

G. L. Pharma GmbH, ABctpust

KRKA, d.d., CoBenus

Mundipharma GmbH, Asctpus

Sandoz d.d., CiioBenust

Teva B.V., Hunepnauaus

Oxycodone/
Naloxone
Teva
Oxycodone/
Naloxone
Teva

11.25 mg

11.25 mg

20 mg/ml - 1,2 ml

25

50

100 mg/ml - 50 ml

120 mg/1.7 ml
10 mg/ml - 1 ml
10 mg/ml - 1 ml
20 mg/ml - 1 ml
20 mg/ml - 1 ml
20

10

40

20

10

10 mg/5 mg

20 mg/10 mg

mg

mg

mg

mg

mg
mg
mg
mg

mg

10

50

50

10

100

10

100

50
50
50
50

50

50 B GurcTepu

50 B GiucTepn

Hanuuen
B IVIC

Hamuyen
B IIJIC

Hanuuen
B [IJIC
Hamuyen
B [JIC

Hanuuen
B [JIC

Hamuuen
B IJIC

Hanuuen
B IJIC

Hanuuen
B IJIC

Hanuuen
B IJIC

Hanuuen
B IJIC

Hamuyen
B [IJIC
Hanuyen
B [JIC
Hanmuuen
B [IJIC
Hamyen
B [JIC
Hanmuuen
B IIJIC

Hanuyen
B [JIC

Hanmuyen
B IJIC
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NO02
ABO

NO02
ABO

NO02
ABO

NO02
AEOQ

NO2
AXO0

NO02
AX0

V03
ACO

V03
ACO

V03
ACO

V03
ACO

V03
AF0

Pethidine

Fentanyl

Fentanyl

Buprenorphi
ne

Tramadol

Tramadol

Deferoxamin
e

Deferiprone

Deferiprone

Deferasirox

Calcium
folinate

HapeHTep
ajHa

NepopaH
a TBBpZA

TpaHcaep
MaJHa

TpaHcaep
MaJHa

napeHrep
aHa

MIePOPAITH
a TBbpJa

mapeHTep
aaHa

TepopaH
a TBBpZA

TIepopaH
a TeyHa

TIepPOpaITH

a TBbpAA

HapeHTep
ajHa

mg

mg

mcg/h

mcg/h

mg

mg

mg

mg

mg

mg

mg

Codapma AJl, beirapus

Anmxenuan ®apma
Bwarapus EOOJ,
Benrapus

Actavis Group PTC ehf.,
Ucnangus

Actavis Group PTC ehf.,
Ucnangus

LYDOL

LYDOL

Vellofent

Victanyl
Victanyl

Victanyl

Buprenorphi
n Actavis
Buprenorphi
n Actavis
Buprenorphi
n Actavis

Stada Arzneimittel AG, I'epmanns

Codapma AJl, Beirapust

TRAMALGI
N

Stada Arzneimittel AG, I'epmanus

Codapma AJl, benrapus

Novartis Pharma GmbH,
T'epmanus

Apotex Europe B.V.,
Hunepnanaus

Apotex Europe B.V.,
Hunepnanaus

Novartis Europharm
Limited, Npnaugus

Tramalgin

Desferal

Ferriprox

Ferriprox

Exjade

Exjade

Actavis Group PTC ehf., Ucranmus

Ebewe Pharma GmbH. N.fg. KG,, ABcTpust

Lyomark Pharma GmbH, I'epmanus

Sandoz d.d., CiioBenust

Calcium
folinate
Sandoz

50 mg/ml- 2 ml

50 mg/ml- 2 ml

133 mcg

100 mcg/h
50 mcg/h

75 mcg/h

35 micrograms/h
52,5 micrograms/h

70 micrograms/h

50 mg/ml-2 ml

50

500

500

100 mg/ml-500 ml

180

250

10 mg/ml-5 ml

mg

mg

mc

mg

mg

mg

mg

mg

mg

50

10

20

10

100

30

28

Hanuuen
B ITJIC
Hamuyen
B [IJIC

Hanuuen
B [IJIC

Hamuyen
B [IJIC
Hanuuen
B [JIC
Hanuuen
B [IJIC

Hamuyen
B [IJIC
Hanuuen
B IJIC
Hamnyen
B [IJIC

Hanuuen
B IJIC

Hanuuen
B IJIC

Hamuyen
B [IJIC

Hanmuuen
B IIJIC

Hamnyen
B IIJIC

Hanmuuen
B IJIC

Hanmuen
B IJIC
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Calcium
folinate Hannuen
Sandoz 10 mg/ml-10 ml - 1 B [IJIC

KBM TexHHUECKOTO cH MpeiokeHne 1o 00oco0eHa mo3unus Ne 2 yJacTHUKBT € MPUI0KHUIT U3UCKYEMHUTE
JIeKJIapauy OT MPUTEKATEINTEe Ha PA3pEIICHUETO 32 YIoTpeOa/IpOM3BOANTENAT HA JEKapCTBEHUTE MPOIYKTH, Y€ ca
3aM03HAaTH C W3UCKBAHHUATA KbM JIEKAPCTBEHHUTE MPOAYKTH, KAKTO M C MOCOYCHUTE B MpOLEAypaTa KOJIMYECTBa 32
JIEKapCTBEHUTE MIPOLYKTH.

Cren kato pasriieia moapoOHO NPEACTAaBEHOTO OT YYaCTHUKA TEXHHYECKO MPEJIOKEHHUE U MIPENICTABEHUTE KbM
HEro JIOKyMEHTH, KOMUCHSTA YCTAaHOBH, Y€ CHIIUAT OTroBapsl Ha OOSBEHUTE OT BB3JI0KUTEIIS yCIOBUS 3a U3IbIHEHUE
Ha NOpbBYKATa U CHUMAT C€ JOMyCKa IO OTBapsiHE Ha IICHOBUTE IPEIJIOKCHMS 32 BCHUKH IPENIOKEHHU OT HETO
JICKapPCTBEHHU MPOJYKTH 10 000co0eHa mo3urus Ne 2.
12. Pa3raexnane Ha TeXHHYECKOTO npensoxenue npeacraseno ot "COJIOME/" EOO/ 3a 06ocobenn
no3uu Ne 1 u Ne 2 u mpoBepka 3a CbOTBETCTBHETO MY € IIPeABAPUTETHO 00SIBEHUTE YCJIOBHUS B ChOTBETCTBHE
¢ wiI. 56, a;i. 2 ot IIII30II;
Komucusita ycranoBu, e mo obGocobena mosurmst Ne 1, ygacTHHKBT € mocodmn BBB (opmara "TexHudecko
npesioxKeHne", 4e npenjara CIeJHUTE JICKapCTBEHU POIYKTH:

L01B Clofara mapenrepann

B06 bine a mg Alvogen Malta Operations (ROW) Ltd., Manra
Genzyme Europe B.V., Hanuuen B
Hupepnanaust EVOLTRA 1 mg/ml - 20 ml mg 1 TIC
L01C Cabazit mapenrepann Sanofi-Aventis Groupe, Hanunuen B
D04  axel a mg Dpannms Jevtana 60 mg 1 TIC

Komucusita ycraHoBH, ye mo obocobeHa mo3ummmsi Ne 2, y4acTHHKBT € TOCOYMA BBB (opmara "TexHHdecko

npeiokeHne", 4ye npeiara CJIeJHUTE JeKapCTBEHH MPOTYKTH:

L01X Vandet mepopanna Genzyme Europe B.V., Hammaen B
E12 anib TBBpAA mg Hunepnanaust Caprelsa 300 mg 30 IIC
Hanuuen B
Caprelsa 100 mg 30 TIC
LO1X  Afliber mapentepamn Sanofi-Aventis Groupe, Hammuen B
X44 cept a mg Dpanmust Zaltrap 25 mg/ml - 8 ml mg 1 TUIC
Hanmugen B
Zaltrap 25 mg/ml - 4 mi mg 1 TIC
LO3A Plerixa mapenTepaix Genzyme Europe B.V., Hannuen B
X16 for a mg Hupepnanust Mozobil 20 mg/ml - 1,2 ml mg 1 TIC

KBbM TEXHHUECKOTO CH MPETOKEHNE YIACTHUKBT € TPHIIOKUIT H3UCKYEMHUTE JEKIapaly OT MPUTEKATEITUTE
Ha Pa3peleHUeTo 3a ynoTpeda/MpOU3BOAUTEIIAT HA JICKAPCTBEHUTE MPOIYKTH, Y€ Ca 3aM03HATH ¢ U3UCKBAHUATA KbM
JIEKapCTBEHUTE MPOIAYKTH, KAKTO U C TOCOYEHHTE B MPOIEaypaTa KOINIECTBA 3a JEKAPCTBEHUTE TIPOIYKTH U T10 IBETE
000CO0EHH MO3HUIUH.

Cren kato pasriieia moApoOHO MPEACTABEHOTO OT YYACTHUKA TEXHUUYECKO MPEIOKEHHIE U TPEICTABCHUTE KbM
HETO JTOKYMEHTH, KOMUCHATA YCTAHOBH, Y€ CBHIMUAT OTrOBaps Ha OOSBEHHUTE OT BBH3JIOKUTENS YCIOBHS 3a M3ITbIHEHHE
Ha MOPBYKATa U CHIIUAT C€ JIOMyCKa J0 OTBAapsiHE Ha IICHOBHUTE MPEIJIONKCHUS 32 BCHYKH MPEIOKEHH OT HETO
JIEKapCTBEHHU MPOIYKTH M TI0 JABETE 000COOEHH MTO3HUIINH.
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13. Pasrnexnane Ha TexHH4ecKoTO mpeaioxkenue npeacrapeHo or "®bOHUKC ®APMA" EOO/ 3a
00oco6eHa mo3unusi Ne 1 npoBepka 3a CbOTBETCTBHETO MY € PeIBAPUTETHO 00SIBEHUTE YCJIOBUS B CbOTBETCTBHE

¢ wiI. 56, ax. 2 ot IIII30II;

Komucusita yctaHOBH, Ye YHaCTHUKBT € MOCOYMI BB (hopMara "TexHruecko mpeanoxkeHune", ue nmpeaara

CJICAHUTE JICKAPpCTBEHU IIPOAYKTU:

Jlekapcts  Mspka
eHa /mg,tabl, THProBeko

ATC INN bopma ml/ 19Y% HAaUMEHOBaHHE

B02

BX0 TIepopaH Novartis Europharm

5) Eltrombopag aTBbpOa Mg Limited, Mpnanaus REVOLADE
REVOLADE

BO3

XA0 napeHrep

1 erythropoietin (Epoetin alfa) anna 1U Johnson & Johnson d.o.o0., CoBennst

Sandoz GmbH, Asctpust  Binocrit

Binocrit
Binocrit
Binocrit
Binocrit
Binocrit
Binocrit

B03

XAO0 Erythropoietin(Epoetin mapeHrep Roche Registration

1 beta) anHa U GmbH, T'epmanus Neorecormon
Neorecormon
Neorecormon
Neorecormon
Neorecormon

B03

XAO0 TapeHTep Pfizer Europe MA EEIG,

1 Erythropoietin(Epoetin zeta) anna U Benrust Retacrit
Retacrit
Retacrit
Retacrit
Retacrit
Retacrit

Konuyecto
AKTUBHO
BEIIIECTBO

25

50

10000 1U/1 ml

4000 1U/0,4 mi

3000 1U/0,3 mi

2000 1U/1 ml

6000 1U/0.6 ml

5000 1U/0,5 mi

1000 1U/0,5 mi

10 000 1U/0,6
ml

5000 1U/0,3 mi
4000 1U/0,3 ml
3000 1U/0,3 mi

2000 1U/0,3 mi

10000 1U/1,0
ml

6000 1U/0.6 mi
5000 1U/0.5 ml
4000 1U/0.4 ml
3000 1U/0.9 ml

2000 1U/0.6 ml

Mst

PK
a

mg

mg

OxonuarenH Hannuen

a OIaKoOBKa B IJIC
Hanmuyen

28 B [JIC

28

6 pre-filled

syringes Hannuen

(glass) B IIJIC

6 pre-filled

syringes Hannuen

(glass) B [IJIC

6 pre-filled

syringes Hannuen

(glass) B IIJIC

6 pre-filled

syringes Hannuen

(glass) B [IJIC

6 pre-filled

syringes

(glass)

6 pre-filled

syringes

(glass)

6 pre-filled

syringes

(glass)

6 pre-filled Hanmuen

syringes B [IJIC

6 pre-filled Hannuen

syringes B IJIC

6 pre-filled Hanmuen

syringes B [IJIC

6 pre-filled Hanmuen

syringes B IJIC

6 pre-filled Hannuen

syringes B ITJIC

6 pre-filled Hanmuen

syringes B [IJIC

6 pre-filled Hanuuen

syringes B IJIC

6 pre-filled Hannuen

syringes B IIJIC

6 pre-filled Hanwuen

syringes B [JIC

6 pre-filled Hannuen

syringes B IIJIC

6 pre-filled Hanuuen

syringes B [JIC
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B03
XAO0 Methoxy polyethylene
3 glycol-epoetin beta

HO1
CBO
2 Octreotide

H02
ABO
2 Dexamethasone
Immunoglobulins, normal
JO6B human, for intravascular
A02 adm.
Immunoglobulins, normal
JO6B human, for intravascular
A02 adm.
LO1
AA0
9 Bendamustine
LO1
AX0
3 Temozolomide
LO1
BAO
4 Pemetrexed

HapeHTep
ajHa

TapeHTep
aHa

napeHrep
ajiHa

MapeHTep
ajHa

HapeHrep
ajHa

HapeHrep
ajHa

TIepopaH
a TBBpJA

mapeHTep
aHa

mcg

mg

mg

mg

mg

mg

mg

mg

Roche Registration

GmbH, I'epmanus Mircera 100 pg/0.3 ml -
Mircera 75 pg/0,3 ml -
Mircera 150 pg/0,3 ml -
Mircera 50 pg/0,3 ml -

Novartis Pharma GmbH,

I'epmanus Sandostatin LAR 30 mg
Sandostatin LAR 20 mg
Dexamethason

KRKA, d.d., Cnosenus KRKA 4mg/ml-1ml -

Cocapma AJl, benrapus

Biotest Pharma GmbH, 'epmanust
BYJI BUO-HII3IIb IMMUNOVENIN

EOO/, benrapus -INTACT 5% IgG 50 mg/ml-5ml mg

Octapharma (IP) Ltd., O6enuneno Kpaicrso

Octapharma (IP) SPRL, 100 mg/ml - 50
Benrus OCTAGAM 10% ml mg
100 mg/ml - 20
OCTAGAM 10% ml mg
Accord Healthcare
Polska Sp. z.0.0., Bendamustine 2.5 mg/ml - 50

[Monmra Accord ml (100 mg) mg
Actavis Group PTC ehf., Ucnanmus

Astellas Pharma GmbH, ['epmanus

Chiesi Pharmaceuticals GmbH, ABctpust

Mylan S.A.S., ®panmus

Sandoz d.d., CiioBenust

Temozolomide
Accord 100 mg

Accord Healthcare
S.L.U., Ucnanus

Alvogen IPCo S.ar.], JTrokcemOypr

Merck Sharp & Dohme B.V., Hupepnanaust
Sandoz GmbH, Actpus

Pomactpy Tperinuar EOO/, bbarapus

Accord Healthcare Limited, O6enuneno Kpanctso
Accord Healthcare Pemetrexed
S.L.U., Ucnianus Accord 500 mg

Actavis Group PTC ehf., Ucnanmus
Alvogen IPCo S.ar.1, JlrokcemMOypr
Eli Lilly Nederland B.V, Hugepnasaust

Heaton k.s., Yemka pemnyomnuka

1 pre-filled
syringe
1 pre-filled
syringe
1 pre-filled
syringe
1 pre-filled
syringe

25

10

5 in bottles

Hanuuen
B [IJIC
Hanmuuen
B [IJIC
Hanuuen
B [IJIC
Hanuuen
B [IJIC

Hanmuuen
B [IJIC
Hanuuen
B [IJIC

Hanmuuen
B [IJIC

Hanuuen
B [IJIC

Hamuuen
B I[IJIC
Hanuuen
B [IJIC

Hanmuuen
B [IJIC

Hamuuen
B [IJIC

Hamuuen
B [IJIC
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LO1
BBO

LO1
BBO

LO1
BCO

LO1
BCO

LO1
BCO

LO1
BCO

LO1
BCO
6

LO1
BCO
7

LO1
BC5
9

LO1
BC5
g

Clofarabine

Nelarabine

Cytarabine

Cytarabine

Fluorouracil

Gemcitabine

Capecitabine

Azacitidine

Trifluridine/Tipiracil

Trifluridine/Tipiracil

napeHrep
aHa

TapeHTep
ajiHa

napeHrep
aHa

TapeHTep
ajiHa

napeHrep
aHa

HapeHTep
aHa

TepopaH
a TBBpZA

mapeHTep
aaHa

TepopaH
a TBBpJA

HepopaH
a TBBpZa

mg

mg

mg

mg

mg

mg

mg

mg

tabl

tabl

Sandoz GmbH, ABcTpus

Hosamen Tpeiiagunr EOO/I, bbarapust

Alvogen Malta Operations (ROW) Ltd., Manra
Genzyme Europe B.V.,
Hunepnaugus EVOLTRA Img/ml-20ml mg 1

Novartis Europharm

Limited, Npnaumus ATRIANCE 5mg/ml-50ml -  6vials
Ebewe Pharma GmbH. 50 mg/ ml - 20
N.fg. KG,, ABcTpus ALEXAN ml mg 1

Accord Healthcare
Limited, O6enuaeno Cytarabine 100 mg/ ml - 10
Kpasctso Accord ml mg 1

Accord Healthcare
Polska Sp. z.0.0., Fluorouracil 50 mg/ml - 20
IMomma Accord ml mg 1

Ebewe Pharma GmbH. N.fg. KG,, ABcTpust

Accord Healthcare
Polska Sp. z.0.0., GEMCITABINE 100 mg/ml-10
TTonma ACCORD mi mg 1

Actavis Group PTC ehf., Ucranmus
®pesennyc Kadbu bearapus EOO/I, beirapus

Yaiikatdapma BucoxokadectBenute nexapctsa AJl, Boarapus

Accord Healthcare Limited, O6eaunero Kpancrso
Accord Healthcare Capecitabine
S.L.U., Ucnanus Accord 500 mg 120

Actavis Group PTC ehf., Ucnanmus
Alvogen IPCo S.ar.1, JlrokcemMOypr
KRKA, d.d., CnoBenust

Teva B.V., Hunepnannus

Yaiikadapma BucoxokagectBenure iexapcrsa AJl, bearapus

Celgene Europe B.V., 1 vial x 100
Hupepnanaus Vidaza 25 mg/ml mg mg

Les Laboratoires Servier,

Dpanuust Lonsurf 15mg/6,14mg - 20
Lonsurf 15mg/6.14 mg - 60

Les Laboratoires Servier,

Dpanuust Lonsurf 20mg/8,19mg - 20
Lonsurf 20mg/8.19mg - 60

Hanuuen
B [IJIC

Hanmuuen
B [IJIC

Hanuuen
B [IJIC

Hanmuuen
B [IJIC

Hanuuen
B I[IJIC

Hanuuen
B [IJIC

Hamuuen
B [IJIC

Hamuuen
B [IJIC

Hanuuen
B [JIC
Hanuuen
B [IJIC

Hamuuen
B [JIC
Hanuuen
B [JIC
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LO1
CA0
4 Vinorelbine

LO1
CBO
1 Etoposide

L01
CDOo
1 Paclitaxel

LO1
CDO
2 Docetaxel

LO1
CDO
4 Cabazitaxel

LO1
DBO
1 Doxorubicin

LO1
DBO
1 Doxorubicin

LO1
DBO
3 Epirubicin

HapeHTep
ajHa mg
HapeHTep
aJHa mg
apeHTep
aHa mg
HapeHrep
aHa mg
MapeHTep
aHa mg
HapeHTep
ajHa mg
HapeHrep
aHa mg
HapeHTep
ajHa mg

Ebewe Pharma GmbH. VINORELBIN
N.fg. KG,, ABctpust "EBEWE"
AxraBuc EAJl, bparapust

Accord Healthcare

Polska Sp. z.0.0.,

MMosnmra Etoposide Accord

Actavis Group PTC ehf., Ucnanaus
Cipla (UK) Ltd., O6equneno Kpanctso

Accord Healthcare
Limited, O6eaureH0
Kpancteo

Accord Healthcare
Polska Sp. z.0.0.,
TTomma

Ebewe Pharma GmbH. N.fg. KG,, ABctpust

Paclitaxel Accord

Paclitaxel Accord

Axrasuc EAJI, boarapust

Bynrepmen BE OO/1, Briirapus

Heo bankanuka EOO/I, Brarapus
®pesennyc Kabu boarapus EOO/I, bearapus

Accord Healthcare
Limited, O6equreH0

KpaictBo Docetaxel Accord

Docetaxel Accord
Accord Healthcare

S.L.U., Ucnanus Docetaxel Accord

Docetaxel Accord
Actavis Group PTC ehf., Ucnanaus
AqVida GmbH, I'epmanus
Cipla (UK) Ltd., O6equneno Kpanctso

10 mg/ml - 5
mi

20 mg/ml-5 ml

6 mg/ml - 50 ml

6 mg/ml - 16,7
mi

160 mg/8 mi

160 mg/8 ml
80 mg/4 mi

20 mg/1 mi

Fresenius Kabi Oncology Plc., O6exuneno Kpaicteo

Hospira UK Ltd., O6enurerno Kpanctso
KRKA, d.d., CnoBenust

Hosamen Tpeiinuar EOO/], benrapus

Sanofi-Aventis Groupe,

Opannus Jevtana
Accord Healthcare

Polska Sp. z.0.0., Doxorubicin
Tlommra Accord
Teva B.V.,

Hunepnanaus Myocet

Actavis Group PTC ehf., Ucnanmus
Ebewe Pharma GmbH. EPIRUBICIN
N.fg. KG,, AcTpus "EBEWE"

Pfizer Enterprises SARL, JIrokcemOypr
Pfizer Europe MA EEIG, benrus

60
2 mg/ml - 25 mi
50
2 mg/ml- 25 ml

mg

mg

mg

mg

mg

mg

mg

1 vial

Hanuuen
B IJIC

Hanuuen
B IJIC

Hanmuuen
B [IJIC

Hanmuuen
B [IJIC

Hamuuen
B [IJIC

Hanuuen
B [IJIC
Hamuuen
B [IJIC

Hamuuen
B [IJIC

Hanuuen
B [JIC

Hamuuen
B [IJIC

Hanuuen
B [IJIC

29|Page



LO1
DBO

LO1
DBO

LO01
DB1

LO1
XA0

LO1
XA0

LO1
XAO0

LO1
XCO0
2

LO01
XCO0
3

LO1
XCO0
6

Idarubicin

Mitoxantrone

Pixantrone

Cisplatin

Carboplatin

Oxaliplatin

Rituximab

Trastuzumab

Cetuximab

HapeHTep
ajHa

napeHrep
aHa

HapeHTep
aHa

napeHrep
ajiHa

HapeHTep
aHa

MapeHTep
aHa

mapeHTep
anHa

mapeHTep
ajHa

mapeHTep
aHa

mg

mg

mg

mg

mg

mg

mg

mg

mg

AxraBuc EAJl, bparapus

Pfizer Europe MA EEIG,
Benrus ZAVEDOS

ZAVEDOS

Baxter Oncolcogy GmbH, I'epmanus

Ebewe Pharma GmbH. MITOXANTRON

N.fg. KG,, ABctpns "EBEWE"

Les Laboratoires Servier,
Dpaniwst Pixuvri

Accord Healthcare
Polska Sp. z.0.0.,

[Monmra Cisplatin Accord

Actavis Group PTC ehf., Ucnanaus

Ebewe Pharma GmbH. CARBOPLATIN

N.fg. KG,, ABctpus EBEWE

10

5

2 mg/ml - 10 mi
29

1 mg/ml - 50 ml
10 mg/ml-15 mli

Accord Healthcare Limited, O6exunaeno Kpaicrso

Accord Healthcare
Polska Sp. z.0.0.,
TTomma ACCORD

Actavis Group PTC ehf., Ucranmus
AqVida GmbH, I'epmanus
Bynrepmen BE OO/1, Bwirapus
MC ®apma AJl, benrapus

OXALIPLATIN

5 mg/ml - 20 ml

Yaiikadapma BucokokauectBennte nekapcrsa AJl, Beirapus

Celltrion Healthcare
Hungary Kft., Varapus ~ Truxima

Truxima

Roche Registration GmbH, I'epmanust
Sandoz GmbH, Asctpust  Rixathon

Rixathon

Amgen Europe B.V., Hunepnanaus
Celltrion Healthcare
Hungary Kft., Yurapus Herzuma

Mylan S.A.S., ®panuus
Pfizer Europe MA EEIG, benrust

Roche Registration GmbH, I'epmanus

Merck Europe B.V.,
Hunepnanaus ERBITUX

100

500

100 mg/10 ml
500 mg/50 ml
150

5 mg/ml - 20 ml

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

1 vial

2 vials

1 vial

2 vials

1 vial

1 vial

1

Hanuuen
B [IJIC
Hanmuuen
B [IJIC

Hanmuuen
B [IJIC

Hanuuen
B [IJIC

Hanmuuen
B [IJIC

Hanuuen
B IIJIC

Hanmuuen
B [IJIC

Hamuuen
B [JIC
Hanuuen
B [JIC

Hanuuen
B [JIC
Hanuuen
B [IJIC

Hanuuen
B [IJIC

Hanuuen
B [IJIC
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LO01

XC1 TapeHTep Bristol-Myers Squibb 5 mg/ml-10 ml Hammuen
1 Ipilimumab arHa mg Pharma EEIG, Upmaugus Yervoy (50 mg) mg 1 B IIJIC
5mg/ml-40 ml Hanuuen
Yervoy (200 mg) mg lvial B IIJIC
L01
XC1 napeHTep Takeda Pharma A/S, Hamnaen
2 Brentuximab vedotin aHa mg Janust Adcetris 50 mg 1 vial B [VIC
LO1
XC1 napeHTep Bristol-Myers Squibb 10 mg/ml - 10 Hannuen
7 Nivolumab aHa mg Pharma EEIG, Upnangust  Opdivo ml - 1 vial B IIJIC
Hanuyen
Opdivo 10 mg/ml-4ml - 1 vial B IIJIC
LO01
XC2 napeHrep Eli Lilly Nederland B.V, 10 mg/ml — 10 Hannuen
1 Ramucirumab aHa mg Hunepnaugus Cyramza ml - 2 B IIJIC
LO1
XC2 TIapeHTep Pfizer Europe MA EEIG, Hamnuen
6 Inotuzumab ozogamicin anHa mg Benrust BESPONSA 1 mg 1 vial B [IJIC
LO1
XEO TepopaH Hanuuen
1 Imatinib aTBBpHa Mg KRKA, d.d., CioBerust ~ Meaxin 100 mg 120 B IIJIC

Novartis Europharm Limited, Upnanmus

Teva B.V., Hunepnanaus

LO1 Accord Healthcare
XEO TIepopaH Limited, O6ennaeHo Hamnaen
1 Imatinib aTBbpOa Mg Kpasuctso Imatinib Accord 100 mg 120 B [IJIC

Actavis Group PTC ehf., Ucnanaus
Adamed Sp.z.0.0., [Tomma

Alvogen IPCo S.ar.], JTrokcemOypr
KRKA, d.d., CnoBenust

Novartis Europharm Limited, Mpnanmus
Teva B.V., Hunepnanaus

Yaiikacdapma BucokokauectBenure nekapcrsa AJl, Beirapus

LO1
XEO TIepopaH
2 Gefitinib aTBbpOa Mg Alvogen Malta Operations (ROW) Ltd., Manta
AstraZeneca AB, [lIBerust
Hanmuuen
Sandoz d.d., CioBenus Gefitinib Sandoz 250 mg 30 B IIJIC

Teva B.V., Hunepnanus

Komucusita n3Bbpim npoBepKa Ha 3asBEHUTE OT YYaCTHUKA JaHHH, BbB Bpb3Ka € IpeAocTaBeHara o wi. 104,
ain. 5 ot 3011 u un. 54, an. 13 or [II30I1 BB3mMoxHOCT, KaTo Ha 12.12.2019 1. KOMHUCHATA H3HUCKa Pa3sICHEHUE TIO
3asgBEHUTE JaHHU KAaKTO CJeBa:

"Cvenacno npeosapumento obseeHume yciosus Ha npoyedypama 6 Texuuuecko npeonodiceHue, 8 KOemo
yuacmuuyume nOCoOY6am JeKapcmeeHume npoOYKMuU 3d KOUMO Y4acmeam, KaKkmo U npumedcamenume Ha
paspewenuemo 3a ynompeba, ¢ Yuumo npooyKmu yvacmeam. Yuacmuuyume ciedéa 0a NONvIHAM u opyaume nojema
3a0adenu 86 hopmama, Kakmo u 0a NOCo4am eleKmpoHeH aopec, Ha KOUMo e O0OCMbNHA KPAMKAMA Xapakmepucmuxa
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Ha cvomeemHusi aexapcmeen npodykm. Kvm mexuuueckomo npeonodcenue cnedga 0a ce NpUIOiCU Konue Ha
oexnapayus om npumencamens Ha paspeuenuemo 3a ynompeoa uiu npou3eo0umesim Ha j1ekapcmeeHusi NPOOYKm, ue
€ 3aN03HAaMm ¢ UBUCKBAHUSMA KbM JIeKAPCMEeHUme npooyKmu, Kakmo u ¢ nocodenume 6 npoyedypama Koaudecmed 3a
Mo3uU 1eKapcmeen npoOyKm, KAKmo U e e Cb2ldCeH NeKapCmeeHus npooykm 0a Ovoe opepupan om yuacmuuka 8
npoyedypama (c60600eH meKkcm,).

Ipu paszenescoane na Bawemo mexnuyecko npednodicenue ce yCmaHo8uxa cieOHume 3as8eHu OanHU, KOUMO e
HeoOx00uMo 0a Hu 650am OONBIHUMETHO USICHEHU:

1. B Texuuuecxomo Bu npednosicenue no obocobena nosuyua Ne 1, 3a nomenxknamypa BO3XA01, erythropoietin
(Epoetin alfa), napenmepanua, IU, cme npedroxcunu cneonume, Haiuynu 6 Illosumuenus nexapcmeen CHUCDHK,
Tpunoocenue Ne 2, nexapcmeenu npooyKmu:

1Py Tvpeo6cko HaumeHoBaHUe K-60 akmueHo 6-60 Msapxa  Oxonuamenna onaxkoeka Hanuyen 6 IIVIC
Sandoz GmbH, Ascmpus Binocrit 10000 1U/1 mi - 6 pre-filled syringes (glass) 44

Binocrit 4000 1U/0,4 ml - 6 pre-filled syringes (glass) 14

Binocrit 3000 1U/0,3 ml - 6 pre-filled syringes (glass) 44

Binocrit 2000 1U/1 ml - 6 pre-filled syringes (glass) 74

B npeocmasenama oexnapayus om Ilpumedcamenam na paspeutenue 3a ynompeoa Sandoz GmbH, Aecmpus e
nocouen camo aexapcmeenusam npooykm - Binocrit, Solution for injection 10000 1U/1ml

Ilpeosuo zopnomo mons 3a eawiemo pazacHenue nO OMHOUIEHUE HA YCMAHOGEHAMA NO-20pe JTUNca Om
oexnapayuama Ha IIPY-mo.

2. B Texuuuecxomo Bu npednooscenue no ob6ocodena nosuyua Ne 1, 3a nomenxnamypa B03XA01, Erythropoietin
(Epoetin zeta), napenmepanua, [U, cme npednosxicunu ciednus 1eKapcmeet npooyKn.:

Tvpeoscko
1Py HaumeHosanue K-60 akmueHo 6-60 Mspka Oxonuamenna onakoska — Hanuuen ¢ IIJIC
Pfizer Europe MA EEIG, Retacrit 10000 1U/1,0 ml - 6 pre-filled syringes A
Feneus

Retacrit 6000 1U/0.6 ml - 6 pre-filled syringes 1A

Retacrit 5000 1U/0.5 ml - 6 pre-filled syringes A4

Retacrit 4000 1U/0.4 ml - 6 pre-filled syringes A4

Retacrit 3000 1U/0.9 ml - 6 pre-filled syringes 1A

Retacrit 2000 1U/0.6 ml - 6 pre-filled syringes 1A

B npedcmasenama oexnapayus om Ipumedsicamensam na paspewenue 3a ynompeoa - Pfizer Europe MA EEIG,
beneus, ne e nocouen nexapcmeenus npodykm Retacrit Solution for injection 5000 1U/0.5 ml

Ilpeosuo zopromo mons 3a eauwiemo passicHeHUue N0 OMHOUIEHUE HA YCHMAHOBEHAMA NO-20pe AUNCA OMm
oexnapayuama na IIPY-mo.

3. B Texuuueckomo Bu npednooicenue no obocobena nosuyus Ne 1, sa nomenxnamypa LOIBCOI, Cytarabine,
napenmepanua, Solution for injection, 50 mg/ ml, cme npednosicunu creonust 1eKAPCMEeH NPOOYKM.:

Tvpeoecko
IIPY HauMeHosaHue K-60 akmusHo 6-60 Mspka Oxonuamenna onakosxka Hanuuen 6 I[1JIC
Ebewe Pharma GmbH. N.fg. ALEXAN 50 mg/ ml - 20 ml mg 1 A4

KG, Ascmpusa
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Kvm mexnuueckomo Bu npednooicenue e npedcmagena dexnapayus om Ilemxo [lemxos, nvinoMowHux Ha
Ebewe Pharma Ges.m.b.H. N.fg. KG Aeécmpus u Hean Acenos, nvanomownux na Ilemxo Ilemxog 3a npooykmume Ha
Ebewe Pharma Ges.m.b.H. N.fg. KG Adscmpus, ¢ kosmo oexrapayus riuncea oghepupanusi om yuacmuuxksm 1eKapCcmeen
npooykm ALEXAN Solution for injection 50 mg/ ml - 20 ml.

Ilpeodsuo zopromo mons 3a eauwiemo pasicHeHue N0 OMHOUIEHUEe HA YCHAHOGEHAMA NO-20pe TUNCA Om
oexnapayuama na IIPY-mo.

4. Bvs 6pv3ka cvC cvOwvpocawya ce NPOMUBOPEHUBA UMU HENbIHA UHDOpMAYUs NO OMHOUleHUue Ha
nekapcmeenume npooykmu Ha Accord Healthcare e Heobxooumo oa Hu npedcmasume OONBIHUMENHO PA3SACHEHUEe 1O
omHouleHue Ha npasHama epwska medxcoy Accord Healthcare Polska Sp. z.o.0., Ilomua, Accord Healthcare S.L.U.,
Ucnanua u  Accord Healthcare Limited, Obeduneno Kpaicmeo. B nocieonama KOJNOHA HA NPULONCEHAMA NO-00JLY
maobnuya, ca ONUCAHU YCMAHOBEHU OM KOMUCUSAMA CbOMEEMCMEUe, HeCbOMBeMCMeEUs Uik IUNca Ha ungopmayus no
omHoweHue Ha dekapcmeenume npodykmume Ha Accord Healthcare.

Ilpeocmasena e
dexnapayus 3a
anzascupane ¢
Konuuecmeama

Tvpeoecko K-60 Oxonuamen  Hanuu om
HAUMEHOBAH — AKMU8 Msapx  Ha en e Accord
1Py ue HO 6-60 a 0NnaKkoexa ic Healthcare
Limited,
LO1AA0 Bendamusti napenmepar m Accord Bendamusti 25 mg 5 JIA Ob6eduneno
9 ne Ha g Healthca ne Accord mg/ml - Kpancmeo, sa
re Polska 50 ml KOUMO HAMA
Sp. (100 HUKaxea
2.0.0., mg) ungopmayus 6
Tonua npunodicenama
Kpamka
Xapakmepucmu
Ka
Ilpumescamens
Tvpeoecko K-60 Oxonuamen — Hanuu m Ha
HAUMEHO8AH — AKMuUg Msapx  Ha eH 6 paspeuienuemo
ue HO 6-60  a ONnaKkoexa jic 3a ynompeba 6
Kpamkama
LO1AX0 Temozolomi nepopaina m Accord Temozolomi 100 mg 5 in bottles ,ZZA Xapaxkmepucmu
3 de mebpoa g Healthca de Accord Kau e
reS.LU., dexnapayusma
Henanus 3a aneadcupamne
c
Kouvecmeama
cvomeememeam
Ilpedcmasena e
Odexnapayus 3a
aneasicupane ¢
KoIuuecmeama
om
Tvpeoscko K-60 Oxonuamen  Hanuu Accord
HAUMEHO8AH — AKMug Mapx  na en g Healthcare
IIPY ue HO 6-80 a ONaxkosKa 1ic Limited,
LO1BAO Pemetrexed napenmepai m O6eouneno
4 Ha g Accord Pemetrexed 500 mg 1 JIA Kpancmeo,
Healthca Accord Koumo e
reS.L.U., nocoueH Kamo
Henanus npouszeooumein
omeosopen 3a
0c606021c0asaH

emo Ha 6csKa
eona napmuoa 8
npunodicenama
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LO1BC
01

LO1BC
02

LO1BC
05

Cytarabine

Fluorouraci
|

Gemcitabin
e

napenmepai

napenmepai
Ha

napenmepar
Ha

«

«

«

1Py

Accord
Healthca
re
Limited,
Obeoune
HO
Kpancme
o

IIPY

Accord
Healthca
re Polska
Sp.

2.0.0.,
Honwua

1IPY

Accord
Healthca
re
Polska
Sp.
2.0.0.,
Tomua

Tvpeoecko
HAuMeHO8aH
ue

Cytarabine
Accord

Tvpeoecko
HAUMEHOBAH
ue

Fluorouraci
| Accord

Tvpeoscko
HAUMEHOBAaH
ue

GEMCITABI
NE
ACCORD

K-60
akmue Mapk
HO 6-60  a

100 mg
mg/ ml

-10ml

K-60

akmue Msapx
HO 6-60 @

50 mg
mg/ml -

20 ml

K-60

akmueé Msapx

HO 6-60 a

100 mg
mg/ml-
10ml

OxoHuamen
Ha
onakoeka

Oxonuamen
Ha
ONaxoeKka

Oxkonuamen
Ha
0NaKkoeKa

Hanuu
eH 8
1ic

HA

Hanuu
en e
1ic

T4

Hanuu
en e
1ic

A

Kpamxa
Xapakmepucmu
Ka

B kpamxama
Xapakmepucmu
Ka e nocoyeno ,
ye [IPY Accord
Healthcare
Polska Sp.
z.0.0., Ilonwa.
Ilpeocmasena e
dexnapayusi 3a
aneadicupate ¢
Kouyecmeama
om

Accord
Healthcare
Limited,
Ob6eduneno
Kpancmeo, 3a
KOumo Hama
HUKAK8A
uHpopmayus 8
npunodicenama
Kpamka
Xapakmepucmu
Ka

Ipeocmasena e
dexnapayus 3a
aneasicupane ¢
KouYecmeama
om

Accord
Healthcare
Limited,
Obeduneno
Kpancmeo, 3a
KOUMO HAMA
HUKaKea
ungopmayus 6
npunodicenama
Kpamka
Xapakmepucmu
Ka

IIpumescamens
m Ha
paspeuienuemo
3a ynompeba 6
Kpamkama
Xapaxkmepucmu
Kau e
Odexnapayusma
3a aneaxdcupame
c
Konuuecmeama
cvomeememeam
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LO1XAO
3

LO1BC
06

LO1CB
01

LO1CD
01

Oxaliplatin

Capecitabin
e

Etoposide

Paclitaxel

napenmepai
a

nepopanna
mevpoa

n
H

n
Hi

apenmepan
a

apenmepan
a

«

«

m

«

1Py

Accord
Healthca
re Polska
Sp.

7.0.0.,
Tlonwa

1Py

Accord
Healthca
re
Limited,
Ob6edune
HO
Kpancme
o

IIPY

Accord
Healthca
re Polska
Sp.

7.0.0.,
Honwua

1Py

Accord
Healthca
re Polska
Sp. z.0.0.,
Tomua

Tvpeoscko
HAUMEHO8aH
ue

OXALIPLAT
IN
ACCORD

Tvpeoscko
HAUMEHOBAH
ue

Capecitabin
e Accord

Capecitabin
e Accord

Capecitabin
e Accord

Tvpeoscko
HAUMEHOBAH
ue

Etoposide
Accord

Tvpeoscko
HAUMeHO6aH
ue

Paclitaxel
Accord

K-60
akmue Mapk
HO 6-60  a

5 mg
mg/ml

-20ml

K-60

axkmuse Mapx
HO 6-60 4
300 mg
150 mg
500 mg
K-60

akmue M:apk
HO 6-60 @

20 -
mg/ml-

5ml

K-60

akmue Mapx

HO 6-60 a

6 mg
mg/ml -
16,7 ml

Oxonuamen
Ha
ONaKoeKa

Oxonuamen
Ha
ONaKoeKka

60

60

120

Oxkonuamen
Ha
ONaxoeKka

Oxonuamen
Ha
0Nnakoexka

Hanuu
eH 8
Iic

A

Hanuu
eH 8
Iic

HE

HE

HA

Hanuu
eH 6
ic

JA

Hanuu
en 6
Iic

T4

Tpumescamens
m Ha
paspeuienuemo
3a ynompeba @
Kpamkama
xXapaxkmepucmu
Kaue
dexnapayusma
3a aneadxcupane
c
Konuvecmeama
cvomeememeam

ITpumescamens
m Ha
paspeuienuemo
3a ynompeba 6
Kpamkama
xXapaxkmepucmu
Kaue
dexnapayusma
3a aneadcupare
c
Konuvecmsama
cvomeemcmeam

B kpamxama
Xapakmepucmu
Ka e NOCOYeHO ,
ye [IPY Accord
Healthcare
Polska Sp.
z.0.0., l[lonwa.
Ilpedcmasena e
Odexnapayus 3a
aneadicupane ¢
Konuvecmeama
om

Accord
Healthcare
Limited,
Ob6eouneno
Kpancmeo, 3a
Koumo Hama
HUKAK8A
ungopmayus 6
npunodcenama
Kpamka
Xapakmepucmu
Ka

B kpamxama
xXapaxkmepucmu
Ka u 3a osama
npooykma e
nocoyeHo, ue
IIPY Accord
Healthcare
Polska Sp.
z.0.0., [lonwa.
IIpedcmasgena e
dexnapayus 3a
aneadcupane ¢
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L01CD
02

LO1DB
01

LO1XA0
1

Docetaxel

Doxorubici
n

Cisplatin

napenmepai
Ha

napenmepan
Ha

napenmepar
Ha

«

m

«

m

«

Accord
Healthca
re
Limited,
Obeoune
HO
Kpancme
o

1Py

Accord
Healthca
re
Limited,
Ob6edune
HO
Kpancme
o

Accord

Healthca
reS.L.U,
Ucnanus

1IPY

Accord
Healthca
re Polska
Sp.

7.0.0.,
Tonwa

1IPY

Accord
Healthca
re Polska
Sp.

2.0.0.,
Tonwa

Paclitaxel
Accord

Tvpeoscko
HAUMEHO8aH
ue

Docetaxel
Accord

Docetaxel
Accord

Docetaxel
Accord

Docetaxel
Accord

Tvpaoscko
HAUMEHOBAH
ue

Doxorubicin
Accord

Tvpaoscko
HAUMEHO8AH
ue

Cisplatin
Accord

mg/ml -
50 ml

K-60
akmueg
HO 6-80

160
mg/8
mi

80
mg/4
ml

160
mg/8
ml

20
mg/1
ml

K-60
akmue
HO 8-60

2
mg/ml -
25ml

K-60
akmue
HO 8-60

1
mg/ml -
50 ml

mg

Mapk

mg

mg

mg

mg

Msapx

Msapx

mg

Oxonuamen
Ha
ONaKoeKka

1 vial

Oxonuamen
Ha
0NaKkoexa

Oxonuamen
Ha
0NaKkoeKa

JA

Hanuu
en 8
Iic

HE

A

HA

HA

Hanuu
en e
1ic

T4

Hanuu
en e
1ic

A

Kouvecmeama
om

Accord
Healthcare
Limited,
Obeouneno
Kpancmeo, 3a
KOUumo Hama
HUKaKea
ungopmayus 6
npuiodceHama
Kpamka
Xapakmepucmu
Ka

Ilpeocmasena e
dexnapayusi 3a
aHeadxcupame ¢
Kouvecmeama
om

Accord
Healthcare
Limited,
Ob6eduneno
Kpancmeo, 3a
Koumo Hama
HUKAK8A
ungopmayus 6
npunodicenama
Kpamka
Xapakmepucmu
Ka

IIpumescamens
m Ha
paspeuienuemo
3a ynompeba 6
Kpamkama
xXapaxkmepucmu
Kau e
Odexnapayusma
3a aneaxcupare
c
Konuyecmeama
cvomeemcmean

Ilpumescamena
m Ha
paspeuienuemo
3a ynompeba 6
Kpamkama
xXapaxkmepucmu
Kau e
Odexnapayusma
3a aneaxcupare
c
Konuuecmeama
cvomeemcmean
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Tpumescamens

Tvpeoscko K-60 Oxonuamen  Hanuu m Ha
HAUMEHOBAH — AKMUB Mapk  Ha eH 6
1Py ue HO 6-60 a v ONnakosxa ic pAspEvICHIEmO
3a ynompeba @
Kpamkama
xXapaxkmepucmu
LO1XAO raus
3 Oxaliplatin ZZP enmepar 2; ﬁz(;?{f?ca &XALIPLAT ; / mg 1 A4 Oexnapayusma
g/ml 3a aneadxcupane
re Polska ACCORD -20ml c
Sp. Konuvecmeama
200, cvomeememeam
Tonwa
Ilpeocmasena e
Odexnapayusi 3a
aneadcupame ¢
Konuvecmeama
Twpeoscko K-60 Okonuamen — Haauu om
HAUMEHO8AH — AKMug Msapx  na eH g Accord
1IPy ue HO 6-60 a onaxosxa ic H_ea_lthcare
Limited,
. Ob6eouneno
Accord Imatinib 100 mg 120 JA Kpancmo,
k()lXEO Imatinib :;1;0%@7% m Healthca Accord cotimo ¢
pod g re nOCoYeH Kamo
Limited, npouzeooumein
Obedune omeoeopen 3a
Ho 0c606021c0asaH
Kpancme

emo Ha 8CAKa
eona napmuoa 6
npunodiceHama
Kpamka
xXapakmepucmu
Ka

o

Ha 19.12.2019 r., B cpoka yka3zaH OT KOMHCHSTA, YYACTHUKBT € MpeAcTaBui, upe3 EnexkTpoHHaTa cucrema,
CJIETHOTO pa3sCHEHHE I10 3asIBEHUTE OT HETO JIaHHU:

"Bvg @pv3ka ¢ Hanpaseno om Bac uckane 3a passacuenust no 3aseenu om uvac dannu no Obocobena nosuyus
Nel, Bu ysedomsieame 3a cieOHOMO:

3a nexapcmeenu npodykmu ¢ npumedcamenu Ha pazpeuwenue 3a ynompeda Accord Healthcare Limited
Ob6eoduneno Kpancmeo, Accord Healthcare Polska Sp. Z.o.o Ilonwa u Accord Healthcare S.L.U Hcnanus, npes 2019z.
€ 8 X00 npoyec no NPOMSAHA HA NpumeNcamenume Ha pa3peuienusma 3a ynompeda Ha 1eKapcmeeHu npooyKmu Ha
epynama Accord, nopadu npedcmoaujo Hanyckame Ha Beauxobpumanusa na Eeponeiickus cvro3.
Ipooykmu ¢ IIPY Accord Healthcare Limited, Obeduneno Kpancmeo npomensim npumexicamens Ha paspeuteHuemo 3a
ynompeba, cvomeemno ¢ Accord Healthcare Polska Sp. z.o.0, Iomua u Accord Healthcare S.L.U, HUcnanus.
Ilpomenume ca ompazenu 6 Hsnvinumennama azenyus no aexapcmea u ¢ European medicines agency (EMA) u
CbOMBEMHO 8 NPUNOJHCEHUME KPAMKU XaApaKmepucmuky Ha npodykmume. [{pyijcecmeama ca 4acm om cpynama Ha
Axopo - https://www.accordhealthcare.com/
Cvenacno oannu 8 pecucmvpa Ha Hayuonannus cveem no yemu u peumoOypcupame Ha JeKapCmeenu npooyKmu,
IHpunooicenua No2 na IIJIC, kom oamama nHa nooasane na ogpepmama uu, a umenno 07.11.20192., ca npedocmasenu

O0exnapayuil, CvbelAcHo U3UCKEAHEMO HA OOKYMEHMAayUusama 3a yyacmue, om nocodenus Kom mozu momenm IIPY.
Enexmponnama cucmema 3a yuacmue 6 obweCcmeeHama nOPvbYKa ce CUHXPOHU3UPA ¢ OAHHUME Om Pe2UCbpPd Ha
HCLPJIII (Tlo3umusen nexapcmeen cnucvk), Kamo KoM oamama Ha nooasare Ha oghepmama nu, kamo IIPY 6 nezo e
oun nocouen Accord Healthcare Limited, Obeouneno Kpancmeo.

Cvenacho uzuckeanemo na [{oxymenmayuama sa ynacmue, cmp. 17, , Ilpumesicamenam na paspewienuemo
3a ynompeba unu npou3eo0Umensim Ha JeKapcmeeHuss npoOYyKm ciedéa 0a 0eKaapupa, de e 3ano3uam ¢ U3UCKEaAHUsma
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KbM JleKapcmeeHume NpoOyKmu, Kakmo u ¢ HOCoueHume 6 Hacmoawama npoyedypa Koaudecmea 3a mo3u
NeKapcmeen NpooyKm, Kakmo u 0a 0eKlapupa, 4e e CbaldceH JeKapcmeenus npodykm oa O0voe ogepupar om
yuacmuuxa 6 npoyedypama. “

Accord Healthcare Limited, Obeduneno Kpancmeo e u npou3gooumen Ha JeKapcmeeHume npooykmu, ogepuparu 6
Hacmosiyama oduecmgena nopvuxka. Bve eépw3ka ¢ copeuznoocenomo Bu npedcmassime Oexnapayuu om Accord
Healthcare Limited, Obeduneno Kpancmeo, 6 kauecmsomo my Ha NPou3800umen Ha ieKapcmeenume npooyKmu, Kom
npumedsicamenume Ha paspeuienuemo 3a ynompebda Accord Healthcare Polska Sp. Z.0.0 Ilonwa u Accord Healthcare
S.L.U HcnaHus, c KOUmo ce NOmebpicoasa 0cucypasane Ha Koauiecmseama om cvuyume kom axmyainume [IPY. "

KbM pazsHeHneTo ca npuiiokeHH U ciaenHuTe AokyMeHTU: 1. Paspemenus 3a npomsna, nzganenu ot UAJI,
3aeIHO C MPEAXOIHYU Pa3peIIeHNs 32 yIIoTpeda, OT KOUTO € BUAHO, ue Accord Healthcare Limited, O6ennneno Kpanctso
€ MIPOU3BOIUTEIN Ha JICKAPCTBCHUTE MPOYKTH (MH(DOpMAIIHS 32 IPOU3BOAMTENS € HANWYHA U Ha caiita Ha Harmonanaus
CBBET I10 LIEHH ¥ penMOypcHrpaHe Ha JIeKapCTBEHH IPOAYKTH). 2. Pazpemenus 3a npoMsHa, n3aaaenu ot EBpomneiickaTa
komwcust. 3. Jlexmapanus ot Accord Healthcare Limited, O6emuneno Kpamcteo kM Accord Healthcare Polska Sp.
Z.0.0 Ilonma. 4. Jleknapanus ot Accord Healthcare Limited, O6enuneno Kpancteo kbm u Accord Healthcare S.L.U
Hcmanwmst. 5. [Temaomontao ot Accord Healthcare Limited, O6eauaeno Kpancteo kpm ,,@bOHUKC ®apma“ EOO/I.

KomucusaTa ycTaHOBH, Y€ YYACTHHKBT HE € MPEACTABHI Pa3siCHEHHE MO MBPBUTE 3 BBIPOCA, KOUTO Ca MY
3ajIc/ICHH.

Crnen ycTaHOBsSIBaHE HA TOPHUTE OOCTOSITENCTBA U CJEN PasriekaaHe Ha JOMBIHHUTEIHO MPEICTABCHATA
uHQOpMAaIHs U Beue CIy)kKeOHO M3BeCTHATA M TaKaBa, KOMUCHUITAa KOHCTATHPA:

1. ITo oTHOILIICHUE Ha JIEKAPCTBEHHUTE MPOAYKTUTE Ha rpynata Ha Accord Healthcare, komucusta cuura de ¢
NPEICTABEHOTO PA3sSCHCHUE U JIOMBIHUTEIHO TMPEICTABEHUTE JOKYMEHTH, YYACTHUKBHT € H3SCHWI (haKkTHUecKara
00CTaHOBKa, C OTJIe/l Ha KOETO MOXe Jia ObJie IPUETO, e TEXHUUYECKOTO npemnoxenue Ha ,, 0bOHUKC dapma“ EOO/]
OTroBaps MPEABAPUTEITHO O0SBEHHUTE YCIIOBHS 32 3ITBJIHCHUE HA MOPHYKATA.

2. TTo oTHOIIICHYE HA IEKIapalyaTa Ha MPHUTEKATEIAT Ha pa3pelieHue 3a ynotpeba - Pfizer Europe MA EEIG,
Benrus, B K0osTO He € MOcoueH JiekapcTBeHus poaykT Retacrit Solution for injection 5000 1U/0.5 ml, komucusTa kato
B3¢ MpEeIBU] MpeACTaBeuTe OT IPYyrH ABama ydacTHUIM TucMma m3Xx. Ne 0/5867/16.12.2019 r. u ¢ m3x. Ne
0/586€/16.12.2019 1. oT MBIIHOMOIIIHHUKA HA IPUTEXKATEIS HA yoTpeda, KakTo U MH(opMaIuaTa npeacTaBeHa B IHCMO
¢ per. MAJI-2384/21.01.2020 r. na UAJI, ipue 4e Beue u e ciyx)eOHO u3BecTHO, ue Retacrit Solution for injection 5000
IU/0.5 ml msima na ce mpemsiara Ha Obirapckus masap, ¢ OrJiell Ha KOETO JOIMYCKa YYaCTHHKBT JO OTBApPSHETO Ha
[EHOBOTO MPEJIOKEHNE 32 TO3H JIEKAPCTBEH MPOJIYKT.

3. Ilo ornomrenne Ha ALEXAN Solution for injection 50 mg/ ml - 20 ml, ce ycraHOBsIBa, 4e 3a TO3H JIEKAPCTBEH
NPOJYKT HE € MPEeJICTaBeHa JeKIapalys OT MPUTEKATEISAT Ha pa3pelleHne 3a yrnoTpeda/ Mpou3BOJUTENSIT, C OTJIe ] Ha
KOETO TEXHUYECKOTO MPEIOKEHUE HA YYACTHUKBT € HEMBIHO M KOMHCHATA MpEJiara Ha Bb3JIOKUTENS, ChIHUAIT aa
ObJie OTCTpaHEH OT MpOoLelypara 3a TO3H JIEKapCTBEH MPOAYKT Ha ocHoBanue wi. 107, 1.2, Oyksa "a" ot 30II, Thi KaTo
HE OTTOBapsl Ha MPEIBAPUTEIHO OOSIBEHUTE YCIOBHUS 32 U3IIBIIHEHHE Ha TIOPHYKATA.

4. Tlo ornomenue Ha HoMeHkinatypa BO03XAO01, erythropoietin (Epoetin alfa), mapentepanna, IU nu
MpeJICTaBeHaTa OT MPUTESKATEIAT Ha paspelicHue 3a ynotpeba Sandoz GmbH, Arctpus, aekniapaius, B KOSATO €
MOCOYEH CaMo JIEKaPCTBEHUAT NMPOAYKT - Binocrit, Solution for injection 10000 IU/1ml ce ycraHoBsiBa, 4e ChIlaTa He
OTrOBOPSl HAa TPEABAPUTEIHO OOSBCHUTE YCJIOBHS Ha BB3JIOKHUTEIS M KOMHUCHATA MpeJiara yY4aCTHUKBT Ja Obje
OTCTpPaHEH OT MpOolleaypaTa 3a TO3H JIEKapCTBEH NPOMYKT Ha ocHoBaHue wi. 107, 1.2, 6yksa "a" ot 3OII, Thii KaTo He
OTroBaps Ha IpeBapUTEIHO OOSIBEHUTE YCIOBUS 3a U3IIBJIHEHNE Ha TIOPhYKATa.

3a BCHYKM OCTaHAIM JIGKAPCTBEHH NPOJYKTH, KOMHCHATA KOHCTATHUPA, Y€ YYACTHUKHT € TPUIIOKHUI KbM
TEXHUYECKOTO CH TPEIIOKECHUE HM3HCKYEeMHTE JISKIapallid OT MPUTEKATeNUTe Ha pa3pelieHHeTo  3a
ynoTpe®a/MpOU3BOAUTENAT Ha JIEKAPCTBEHUTE IMPOAYKTH, Y€ ca 3alo3HaTH C M3MCKBAHUATA KbM JICKAPCTBEHUTE
NPOJIYKTH, KAKTO U C TIOCOYCHUTE B TPOIIEAypaTa KOJIMYECTBA 3a JIEKAPCTBEHUTE MPOAYKTH W CHINUSAT OTrOBaps Ha
00SIBEHHTE OT BB3JIOKUTENS YCIOBUS 32 M3IIBJIHEHUE HA MOPBhUKATa U CHLIMAT CE JIOMyCcKa 0 OTBApsIHE HA LIEHOBUTE
NPEIJIOKEHUS 32 TAX.
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14. Pasrnexnane Ha TeXHHYeCKOTO mpeqioxkeHue mpeacraseHo or "[MPO ®APMALIUA" EOO/ 3a
000co0eHa mo3unmsa Ne 2 MpoBepKa 3a CbOTBETCTBHETO MY € NPeABAPUTEIHO 00SIBEHUTE YCJIOBUS B CbOTBETCTBHE
¢ wI. 56, a;i. 2 ot IITI30II;

Komucusita ycTaHoBH, Y€ yYacTHHKBT € MOCOYMI BBB (opmara "TexHH4ecko mpemiokeHue", ye mpejara
CJICIHUTE JIEKAPCTBEHU MPOIYKTH:

L01X  Erlotini mepopansa
EO03 b TBBpIA mg Actavis Group PTC ehf., Ucnanmus
Alvogen Malta Operations Hannuen
(ROW) Ltd., Manra Varlota 100 mg 30 B [IJIC
Hanuuen
Varlota 150 mg 30 B I[IJIC

Heaton k.s., Yemka pemy6imka
Roche Registration GmbH, I'epmanus
Sandoz d.d., Cinosenus

Zentiva k.s., Yenka pemmyoimka

LO1X Bortez mapeHTepaiH
X32  omib a mg Accord Healthcare Limited, O6exunero Kpancreo

Actavis Group PTC ehf., Ucnanmus
Alvogen IPCo S.ar.], Hamaen
JlroxcemOypr Vortemyel 35 mg 1 B [IJIC

Heaton k.s., Yemka pemy6iika

Janssen-Cilag International N.V., Benrus
Pharmazac S.A., I'spriust

Sandoz d.d., CioBenus

Tesa ®apmactotukbic benrapus EOO/I, bearapus
®apmakonc AJl, bearapus

Yatiikadapma BucoxokauecTBenure iexapcersa AJl, beiarapus

L01X Anagre mepopaiHa AOP Orphan Pharmaceuticals THROMBORED Hanuuen
X35 lide TBBpAA mg AG, Ascrpus UCTIN 0.5 mg 100 B ITJIC

KBM TeXHH4eCKOTO CH NPEATIOKEHNE YUACTHUKA € IPHIIOKIIT U3UCKYEMUTE ACKIapaliy OT IPUTEKATEITUTE
Ha pa3pelieHreTo 3a yrnorpeda/mpou3BOAUTENAT HA JIEKAPCTBEHUTE MPOJYKTH, Y€ ca 3a03HATH ¢ M3UCKBAHUATA KbM
JIEKapCTBEHUTE MPOLYKTH, KAKTO U C IIOCOYEHUTE B MPOLIEAypaTa KOJIUIECTBA 32 JIEKAPCTBEHUTE MPOAYKTH.

Cren kaTo pasriea moapoOHO MPENCTABEHOTO OT YYaCTHHKA TEXHUYECKO MPEJIOKEHNE U MTPEACTABCHHUTE
KbM HEro JIOKYMEHTH, KOMHCHSTA YCTAHOBH, Y€ CBHIIUAT OTTOBaps Ha OOSIBEHUTE OT BB3JIOKUTEINS YCIOBHS 32
M3IIBJIHEHHUE Ha MOPBUKATa U CHIIUAT CE IOIyCKa JI0 OTBAapsIHE Ha LIEHOBUTE MPEIUIOKEHHS 38 BCUUKH MPEIT0KEHH OT
HETO JICKAPCTBEHU MPOIYKTH.
15. PasriieskiaHe Ha TEXHHYeCKOTO npeaioxeHue npeacrapedo ot ""AJITA PAPMACIOTUKDBJIC"
EOO/] 3a o60cobena mo3unus Ne 1 mpoBepka 3a CbOTBETCTBHETO MY € MPeABAPUTETHO 00SIBEHUTE YCJIOBUA B
ChOTBETCTBHE C WI. 56, aj1. 2 ot IITI30II;

Komucusita ycTaHoBH, Y€ y4acTHHKBT € IMOCOYMI BBB ¢opmara "TeXHHUECKO MpeliokeHue", e mpezsiara

CJICJIHUTE JIEKAPCTBEHU IPOIYKTH:

Novartis

nepopain Europharm
Eltrombopa na Limited, REVOLA m Hannuen
B02BX05 g TBEPOAa Mg Wpnangus DE 25 g 28 B IJIC
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Erythropoie

tin(Epoetin  mapenre
BO3XA01 beta) paiHa

Methoxy

polyethylen

e glycol- mapeHTe

B0O3XA03 epoetin beta pasnna

IapeHTe
HO1CB02 Octreotide  pauna

napeHTe
L01BB07 Nelarabine  panna

TapenTe
L01CDO01 Paclitaxel paiHa

IapeHTe
LO1CD02 Docetaxel paiHa

mcg

mg

mg

mg

mg

Powder and solvent for
suspension for injection

REVOLA m
DE 50 g 28
Roche
Registration 6 pre-
GmbH, Neorecorm 10 000 1U/0,6 filled
Cepmanust on ml - syringes
6 pre-
Neorecorm 5000 1U/0,3 filled
on ml - syringes
6 pre-
Neorecorm 4000 1U/0,3 filled
on ml - syringes
6 pre-
Neorecorm 3000 1U/0,3 filled
on ml - syringes
6 pre-
Neorecorm 2000 1U/0,3 filled
on ml - syringes
Roche
Registration 1 pre-
GmbH, filled
T'epmanus Mircera 100 ng/0,3 ml -  syringe
1 pre-
filled
Mircera 75 png/03ml -  syringe
1 pre-
filled
Mircera 150 ng/0,3 ml -  syringe
1 pre-
filled
Mircera 50 pg/0,3ml -  syringe
Novartis Pharma
GmbH, Sandostatin m
T'epmanus LAR 30 g 1
Sandostatin m
LAR 20 g 1
Novartis
Europharm
Limited, ATRIANC 5 mg/ml - 50
Wpnasgns E mi - 6 vials
Accord Healthcare Limited, O6eauneno Kpaicteo
Accord Healthcare Polska Sp. z.0.0., I[Tormma
Ebewe Pharma GmbH. N.fg. KG,, Asctpus
Axrasuc EAJI, bparapust
Bynrepmen BE Paclitaxel ~ 6mg/ml-50
OO/1, boarapuss  Bulgermed ml -1
Heo banxarnka EOO/], beirapust
Opesenunyc Kabdbu bearapus EOO/I, benrapus
Accord Healthcare Limited, Obenuneno Kpancteo
Accord Healthcare S.L.U., Mcnianust
Actavis Group PTC ehf., Ucnanaus
AqVida GmbH,  Docetaxel 20 mg/ml-
Tepmanus AgVida 4ml -1

Cipla (UK) Ltd., O6equneno Kpanctso
Fresenius Kabi Oncology Plc., O6enuneno Kpanctso

Hospira UK Ltd., O6enuneno Kpanctso

Hamuyen
B [JIC

Hamuyen
B [IJIC

Hamuyen
B [JIC

Hamuyen
B [IJIC

Hamuyen
B [JIC

Hamnyen
B IJIC

Hamuyen
B [IJIC

Hamuyen
B IJIC

Hamnyen
B [IJIC

Hanuuen
B IJIC
Hamuyen
B IJIC

Hamyen
B [JIC

Hamyen
B [JIC

Hanmuen
B [IJIC
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KRKA, d.d., CroBenust

Hosamen Tpetinuar EOO/I, bbarapus

Powder, dispersion and solvent

Doxorubici  mapente for concentrate for dispersion for Teva B.V., m Hammuen
LO1DBO1 n panHa mg infusion Hunepmanaus Myocet 50 g 2 B IIJIC
napeHTe
L01XA03 Oxaliplatin  panna mg Accord Healthcare Limited, O6enuneno Kpaictso

Accord Healthcare Polska Sp. z.0.0., [Tormma
Actavis Group PTC ehf., Ucnanmus
AqVida GmbH, I'epmanus

Oxaliplatin
Bynrepmen BE Bulgermed 5 mg/ml - 20 Hannyen
OO[l, bparapus  VE ml - 1 B IJIC
Oxaliplatin
Bulgermed 5 mg/ml - 40 Hannyen
VE ml -1 B [TJIC

MC ®apma AJl, bbarapus

Yaiikadapma BucokokauectBenute ekapctsa AJl, beirapus

Eli Lilly
Ramucirum  mapenrte Nederland B.V, 10 mg/ml — Hammaen
L01XC21 ab paiHa mg Hupepnanaust Cyramza 10 ml -2 B IIJIC

KBbM TEXHUUECKOTO CH MIPEATIONKCHUE YUACTHUKA € TPHIIOKHIIT H3UCKYEMHUTE JACKIapaliiy OT MPUTESKATSITUTE Ha
paspelieHueTo 3a ynorpeda/mpou3BOAUTENAT HA JICKAPCTBEHUATE MPOAYKTH, Y€ ca 3amo3HaT C M3UCKBAaHUITA KbM
JICKaPCTBEHUTE MPOYKTH, KAKTO M C TIOCOUEHUTE B MPOIIEAypaTa KOJINYESCTBA 32 JICKAPCTBCHUTE MIPOAYKTH.

Cren kaTo pasriiena moApoOHO MPEACTABCHOTO OT YYACTHUKBT TEXHUYECKO MPEUIOKEHUE U MPEICTABCHUTE
KbM HCTO OJOKYMCHTH, KOMHCHATA YCTaHOBH, Y€ CBIIUAT OTroBapsa Ha O6HBCHI/ITC OT BB3JIOKHUTECIIAA YCJIOBHA 3a
U3MBITHCHNE HA MOPBYKATA U CHIIUAT CE JIOMYCKa JIO OTBApSHE Ha IICHOBUTE MPEIOKEHHS 32 BCHUKH MPETIOKECHH OT
HETro JICKApCTBEHU MPOYKTH.

16. Pasrie:xknane Ha TeXHHMUYeCKOTO mpeajoxenue npeacraBedo or '"MEJIEKC" OO/ 3a o6ocobena
no3unusi Ne 1 ¥ MpoBepKa 3a CHOTBETCTBHETO MY C NMpPeIBAPUTEIHO 00SIBEHUTE YCJIOBUS B CHOTBETCTBHE € 4JI.
56, ax. 2 ot IITI30II;

Komucusita ycTaHOBH, Y€ YYaCTHHKBT € MOCOYMI BBB (opmara "TexHUUecKo MpeiokeHue", e mpezsiara

CJICJIHUTE JICKAPCTBEHHU MPOAYKTH:

Jlekapct Msipka Tovprocko  Kommuectso Hamuue
AT BEHa /mg,tabl HaWMEHOBA AaKTHBHO Msp OxoHyaTenrHa  HB
C INN tdhopma ,ml/ abenexka Py HHE BEILECTBO Ka OITaKOBKa T1JIC
B02 Amgen Europe Hannue
BX Romiplosti mapenre B.V,, HB
04 m payiHa mcg Hunepnanaus NPLATE 250 mcg 1 T1JIC
erythropoi
B03 etin
XA  (Epoetin mapeHTe
01 alfa) painHa U Johnson & Johnson d.o.0., CiioBerus
Hamnye
Sandoz GmbH, 10000 1U/1 6 pre-filled HB
Agcrpust Binocrit ml - syringes (glass) TIJIC
Hannue
4000 1U/0,4 6 pre-filled HB
Binocrit ml - syringes (glass) ITIJIC
Hannue
3000 1U/0,3 6 pre-filled HB
Binocrit ml - syringes (glass) ITIIC

41|Page



BO3
XA
01

B03
XA  Darbepoeti

02

LO1

02

LO1

09

Erythropoi

etin(Epoeti

n zeta)

n alfa

Chloramb
ucil

Bendamus
tine

napeHTe
panHa

HapeHTe
panHa

nepopain
Ha
TBBpIA

TIapeHTe
panHa

mcg

mg

mg

Pfizer Europe MA
EEIG, benrus

Amgen Europe

Hunepnanaus

Aspen Pharma
Trading Limited,
HWpnanaus

Accord Healthcare Polska Sp. z.o.

Actavis Group
PTC ehf.,
Ucnangus

Astellas Pharma
GmbH, I'epmanus

Binocrit

Binocrit

Binocrit

Binocrit

Retacrit

Retacrit

Retacrit

Retacrit

Retacrit

Retacrit

Aranesp

Aranesp

Aranesp

Aranesp

Aranesp

Aranesp

Leukeran

2000 1U/1 ml

6000 1U/0.6
ml

5000 1U/0,5
ml

1000 1U/0,5
ml

10000 1U/1,0
mi

6000 1U/0.6
mi

5000 1U/0.5
mi

4000 1U/0.4
mi

3000 1U/0.9
mi

2000 1U/0.6
mi

60 mcg/0,3
mi

150

40

20

300 mcg/0,6

ml

80

Chiesi Pharmaceuticals GmbH, ABctpust

Mylan S.A.S.,
Opannus

0., [Tomma
Bendamust
ine Actavis 2.5 mg/ml
2,5 mg/ml
Levact (100 mg)
2,5 mg/ml
Levact (25 mg)
2.5 mg/ml -
Bendamust 50 ml (100
ine Mylan  mg)

mcg
mcg
/0,3
ml

mcg
/0,4
ml

mcg
/0,5
ml

mcg
10,4
ml

mg

mg

6 pre-filled

Hanuae
HB

syringes (glass) ILIC

6 pre-filled

syringes (glass)

6 pre-filled

syringes (glass)

6 pre-filled

syringes (glass)

Hanuue

6 pre-filled HB

syringes IVIC
Hanuue

6 pre-filled HB

syringes IIC
Hanuue

6 pre-filled HB

syringes IVIC
Hanuue

6 pre-filled HB

syringes IJIC
Hanuue

6 pre-filled HB

syringes TJIC
Hanuue

6 pre-filled HB

syringes IJIC

1 pre-filled Hamnue

syringe with HB

needle guard IIC
Hamuue
HB

1 IUIC
Hamnue
HB

1 IUIC
Hamnue
HB

1 IUIC

1 pre-filled Hammue

syringe with HB

needle guard IIC
Hamnue
HB

1 IUIC
Hanuue
HB

25 IJIC
Hamnue

60ml (100mg) ==

x1 IJIC
Hamnye
HB

5 IUIC

5 -
Hanuue
HB

5 IUIC
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LO1
BA Pemetrexe
04 d

LO1

BB  Mercaptop
02  urine

LO1

BB  Fludarabin
05 e

BB Clofarabin
06 e

LO1

01  Cytarabine

LO1
BC Gemcitabi
05 ne

HapeHTe
painHa mg

nepopain
Ha
TBBpOa Mg

IapeHTe
panHa mg

TIapeHTe
panHa mg

HapeHTe
panHa mg

TIapeHTe
panHa mg

Solution for injection 50 mg/
ml

Sandoz d.d., CoBenust

Accord Healthcare Limited, O6exuneno Kpaictso

Accord Healthcare S.L.U., Ucnarus
Actavis Group

PTC ehf., 25 mg/ml -
Ucnangus Armisarte 40 ml
25 mg/ml -
Armisarte 20 ml

Alvogen IPCo S.ar.], JlrokcemOypr
Eli Lilly Nederland B.V, Hunepnaunus

Heaton k.s., Yewka pery0Oinka

Sandoz GmbH,
ABcTpus

Pemetrexe
d Sandoz 500

Hosawmen Tpeiiquar EOO/I, bbarapust
Aspen Pharma

Trading Limited,  Puri-
Wpnauust Nethol 50

Accord Healthcare Limited, O6exunaeno Kpaicrso

Actavis Group

PTC ehf., Fludarabin
Wcnanus e Actavis 50
Fludarabin 25 mg/ml-2

e Actavis mi

Genzyme Europe B.V., Hunepaaumus

Alvogen Malta Operations (ROW) Ltd., Manra
Genzyme Europe

B.V., EVOLTR 1 mg/ml-20
Hunepnau s A ml

Ebewe Pharma

GmbH. N.fg. KG,, 50 mg/ ml -
Ascrpust ALEXAN 20 ml

Accord Healthcare Polska Sp. z.0.0., [Tonma
Actavis Group

PTC ehf., Gemcitabi 40 mg/ml —
Ucnanmus ne Actavis 25 ml
40 mg/ml -
Gembin 25 ml
40 mg/ml - 5
Gembin mi
Gemcitabi 40 mg/ml —
ne Actavis 50 ml

®pesennyc Kabu bearapus EOO/I, bparapus

Yaiikadapma BucoxokauectBenure iexaperBa AJl, bearapus

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

25

Hanuue
HB
TUIC
Hanuue
HB
TUIC

Hamuue
HB
TUIC

Hamuue
HB
TUIC

Hanuue
HB
IJIC

Hanuue
HB
TUIC

Hamuue
HB
TUIC

Hanuue
HB
TJIC
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LO1
CD
02

LO1

Tegafur,
Gimeracil,
Oteracil

Paclitaxel

Docetaxel

nepopain
Ha

TBBpHa  tabl 20 mg/5,8 mg/15,8 mg

napeHTe
panHa mg

HapeHTe
panHa mg

Cabazitaxe mapenre

Doxorubic
in

Epirubicin

panHa mg

Powder, dispersion and solvent
for concentrate for dispersion
for infusion

TTapeHTe
panHa mg

HapeHTe
panHa mg

Nordic Group
B.V,
Hunepnanaus

20 mg/5,8

Teysuno mg/158mg -

Accord Healthcare Limited, O6exuneno Kpanctso

Accord Healthcare Polska Sp. z.0.0., [Tonmia
Ebewe Pharma

GmbH. N.fg. KG,, Paclitaxel 6 mg/ml -
Agcrpust "Ebewe" 16,7 ml -
Axrasuc EAJL, SINDAXE 6 mg/ml - 50
Boarapust L ml -
SINDAXE 6 mg/ml -
L 16.67 ml -

Byarepmen BE OO/I, benrapust
Heo bankanuka EOO/, bbarapus
®pesennyc Kabu bearapus EOO/I, bearapus

Accord Healthcare Limited, O6enuteno Kpanctso

Accord Healthcare S.L.U., Ucnianus
Actavis Group
PTC ehf.,
Wcnangus

Docetaxel 20 mg/ml - 8
Actavis ml -
DOCETA

XEL

ACTAVIS 80 mg/4 ml mg

DOCETA
XEL

ACTAVIS 20 mg/1 ml mg

AqVida GmbH, I'epmanus

Cipla (UK) Ltd., O6equneno Kpanctso

Fresenius Kabi Oncology Plc., O6exuneno Kpaictso
Hospira UK Ltd., O6enurerno Kpanctso

KRKA, d.d., CnoBenust

Hosamen Tpeiinuar EOO/, benrapus

Sanofi-Aventis

Groupe, ®pannust  Jevtana 60 mg
Teva B.V.,
Hunepnanmus Myocet 50 mg
Actavis Group
PTC ehf., 2 mg/ml - 25
Ucnanaus Episindan ~ ml mg
EPISINDA 2 mg/ml - 50
N ml mg

Ebewe Pharma GmbH. N.fg. KG,, ABcTpust
Pfizer Enterprises SARL, JlrokceMOypr

Pfizer Europe MA  Farmorubi 2 mg/ml - 25
EEIG, Benrus cin PFS mi -

AxraBuc EAJI, bearapus

84

1

1

Hanuue
HB
TUIC

Hanmuue
HB
TUIC
Hamuue
HB
TUIC

Hanuue
HB
IJIC

Hamuue
HB
TIC

Hanuue
HB
IJIC

Hamuue
HB
TUIC
Hamuue
HB
TUIC

Hannue
HB
TUIC
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LO1
DB
06 Idarubicin

L01
XC
02 Rituximab

LO1
XC  Trastuzum
03 ab

06  Cetuximab

LO1

XC  Panitumu

08 mab

LO1

XC  blinatumo

19 mab
Inotuzuma

L0l b

XC ozogamici
26 n

LO1
XE
01 Imatinib

LO1
XE
02  Gefitinib

HapeHTe
panHa mg

concentrate for solution for
TapeHTe infusion MKB
payHa mg (C82,C83,C91,M31

mapeHTe Powder for concentrate for
paiHa mg solution for infusion

HapeHTe
panHa mg

TIapeHTe
panHa mg

napeHTe
panHa mcg

TIapeHTe
panHa mg

nepopain
Ha
TBBpPA mg C92.1

nepopain
Ha
TBBpOAa Mg

Pfizer Europe MA  ZAVEDO

EEIG, benrus

Celltrion Healthcare Hungary Kft., Yarapus

Roche Registration GmbH, 'epmanus

Sandoz GmbH,
ABcTpus

Amgen Europe

Hunepnanaus

Celltrion Healthcare Hungary Kft., Vurapus

Mylan S.A.S.,
Opanuus

Pfizer Europe MA

EEIG, benrus

Roche Registration GmbH, I'epmanust

Merck Europe
B.V.,
Hunepnanaus

Amgen Europe

Hunepnanaus

Amgen Europe
B.V.,
Hunepnanaus

Pfizer Europe MA BESPONS

EEIG, benrus

KRKA, d.d., CnoBenust

Novartis Europharm Limited, Upnanaus

Teva B.V.,
Hunepnanaus

Alvogen Malta Operations (ROW) Ltd., Manra

AstraZeneca AB, IlIBerus

mg

mg

mg

mg

mg

mg

mg

mcg

mg

mg

mg

2 vials

1 vial

1 vial

1 vial

1 vial

1 vial

1 vial (powder)
+ 1 vial
(solution)

1 vial

120

120

Hanuue
HB
TUIC
Hanuue
HB
IUIC

Hamuue
HB
IUIC
Hanmuue
HB
TUIC

Hanuue
HB
TUIC
Hanuue
HB
IJIC

Hamnue
HB
TUIC
Hamuue
HB
TUIC

Hamuue
HB
TUIC

Hanuue
HB
IJIC

Hamuue
HB
TIC

Hamuue
HB
TIC

Hanuue
HB
TUIC
Hanuue
HB
TUIC

45|Page



Hanuue

Sandoz d.d., Gefitinib HB
CrioBeHus Sandoz 250 mg 30 IIC
Hanuue
Teva B.V., Gefitinib HB
Hunepnaugus Teva 250 mg 30 IJ1C

KomucunsTa u3BbpIy MpoBepka Ha 3assBEHUTE OT YYaCTHHKA JJAHHU, BbB BPB3Ka C MpeocTaBeHaTa mo wi. 104,
an. 5 ot 30II u un. 54, an. 13 ot III30II Bp3MOxkHOCT, Kato Ha 12.12.2019 r. KOMUCHSTA U3HUCKA pa3sSICHEHUE IO
3asBEHUTE JAaHHH, KAKTO CIIEABA:

"CwvenacHo npedsapumenno 0Osa8eHume ycious Ha npoyedypama 8 TexHuuecko npeonoxcenue, 6
KOemo yuacmuuyume noco4eam jieKapcmeeHume npooyKmu 3d KOumo yuacmean, Kakmo u npumedicamenume
Ha paspeuieHuemo 3a ynompeba, ¢ yuumo npooykmu ydacmeam. Yuacmuuyume ciedsa 0a NONBIHAM U
opyeume noiema 3a0a0enu b8 hopmama, Kakmo u 0a n0Couam eieKmpoHeH aopec, Ha KOUmo e 00CMbNHA
Kpamkama xapakmepucmuka Ha CbOmMeemHus iekapcmeer npooykm. Kvm mexnuueckomo npeoiodiceHue
cneosa 0a ce NPUNOdNCU KONUe Ha OeKlapayus om npumedicamels HA paspeueHuemo 3a ynompeba uiu
NPpoU380OUMeNam Ha NeKapCmeeHus NpoOYKm, uYe e 3aN03Ham C UBUCKBAHUAMA KbM JIeKapcmeeHume
NPOOYKMU, KAKMO U C NOCOYEHUmMe 8 NPoyedypama KOIUuecmed 3a mo3u 1eKkapcmeer npooyKm, KaKmo u de
€ cvenacet JekapcmeeHus npooykm 0a 6voe ogepupan om YuacmuuKa 8 npoyedypama (c60600eH meKkcm).

Llpu pasenexcoane na Bawemo mexnuuuecko npeonodxcenue ce yCmaHosuxa cieOHume 3as6eHu OaHHU,
Koumo e Heobx00umo 0a Hu 650am OONBAHUMENHO USSICHEHU.!

1.B Texuuueckomo Bu npeonosicenue no obocobena nozuyus Ne 1, 3a Homenxnamypa BO3XAOI,
Erythropoietin(Epoetin zeta), napenmepanna, IU, cme npednosicunu cieonus 1ekapcmeer npooyKm.:

Tvpeoscko
1Py HaumeHosanue K-60 akmusno 6-60 Mspxa Oxonuamenna onaxoexa Hanuuen ¢ IIJIC
Pfizer Europe MA Retacrit 10000 1U/1,0 ml - 6 pre-filled syringes N4
EEIG, Beneus

Retacrit 6000 1U/0.6 ml - 6 pre-filled syringes A4

Retacrit 5000 1U/0.5 ml - 6 pre-filled syringes A4

Retacrit 4000 1U/0.4 ml - 6 pre-filled syringes N4

Retacrit 3000 1U/0.9 ml - 6 pre-filled syringes N4

Retacrit 2000 1U/0.6 ml - 6 pre-filled syringes N4

B npeocmasenama oexnapayus om Ipumescamensm na paspewenue 3a ynompeba - Pfizer Europe
MA EEIG, Beneus, ne e nocouen nexapcmsenus npooykm Retacrit Solution for injection 5000 1U/0.5 ml
Ilpeosuo zopnomo mons 3a éauiemo passacuenue no OMHOUIeHUe HA YCIMAHOBEHAMA NO-20pPe IUNCA

6 oexnapayuama na IIPY-mo.

2. B Texnuueckomo Bu npeodnoosicenue no obocodena nosuyus Ne 1, 3a nomenxnamypa LOIXCO3,
Trastuzumab, napenmepanna, mg, Powder for concentrate for solution for infusion cme npeonoacunu cieonus
JleKapcmeen npooyKm:

Tvpeoscko
1Py Haumenosanue K-60 akmugho 6-60 Msapxa OxoHnuamenna onaxosxa Hanuuen 6 ITJIC
Pfizer Europe MA EEIG, Trazimera 150 mg 1 vial 4

Feneusn
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B npedcmasenama oexnapayus na Pfizer Europe MA EEIG, Beneus 3a nekapcmeeHusi npooyKm
Trazimera Powder for concentrate for solution for infusion 150mg x1 e nocouer ATC koo LO1XC26 xotimo
cvomeemcemea Ha Opye npooyKm.

IlIpeoeuo zopnomo mona 3a Bawemo pazacnenue no omuHouieHue HaA YCMAHOGEHOMO NO-20pe
Hecvomeemcmeue 6 oeknapayuama na IIPY-mo."

Ha 19.12.2019 r. y4acTHUKBT € MpeICTaBUII Pa3siCHEHNE U MPUII0KEHO KbM HETO TUCMO OT ITbJTHOMOIIHUKA Ha
MIpUTEXATENAT Ha pa3perienne Ha ynorpeda Pfizer Europe MA EEIG, benrust ¢ u3x. Ne 0/5869/16.12.2019 r., B xoeto
e mocoueHo, ye Retacrit 5000 1U/0.5 ml nsiMa na ce mpeayara Ha ObJaIrapckusi masap, ¢ orjie Ha KOeTo ChIUIMAT HE €
mocodeH B Ackiapanusara npeacraBeHa ot Pfizer Europe MA EEIG, benrus. [IncMoTo ¢hIlo Taka € MOCOYEHO, Ue €
JIOIyCHATa TEXHUYECKa rpellia B ICKJIapalusaTa 10 OTHOILICHHE Ha TIocoueHus oT yuacTHuka ATC Ko/ Ha ieKapcTBeHUS
npoaykt Trazimera Powder for concentrate for solution for infusion 150mg x1.

B®B Bpb3Ka ¢ JaICHOTO pa3sCHEHHE 3a JiekapcTBeHUAT npoaykT Retacrit Solution for injection 5000 1U/0.5 ml
€ U3MCKaHo noTBbpkAeHHe oT MAJ], nanu 3asBeHaTa OT MPUTEKATEIAT Ha pa3pelicHue Ha yrnoTpeda nHpopMalus e
BSpHA U ChINaTa € MOTBbpAcHA ¢ HcMo ¢ per. MAJI-2384/21.01.2020 1.

Crnex xaro pasriena JONBIHHTEHO NPEICTaBEHUTE pa3siCHEHHWS W HWHPOpMamus KOMHUCHATA, CYETE dYe
NPEACTaBEHOTO OT YYACTHUKA TEXHUYECKO IMPEeIoKeHHE 1Mo 000cobeHo mo3uiust Ne 1, oTroBapsi Ha IpeIBapUTEITHO
OO0SIBEHUTE OT BBH3JIOKUTEIS YCIOBHSA 32 M3IIBJIHEHUE HA IMOPHYKATa M CHIIUAT CE JOIMYyCKa JI0 OTBAapsiHE Ha IICHOBUTE
NPESIOKESHHS 32 BCHUKH JIEKAPCTBEHU MPOAYKTH 110 000coOeHaTa O3UITHSL.

17. Pasriie:xxnane Ha TexHuueckoTro mpeajoxenue mpeacraseno or "MEJIEKC" OO/l 3a obocobena
no3unus Ne 2 1 mpoBepKa 3a ChbOTBETCTBHETO MY € MPeIBAPUTEIHO 00SIBEHNTE YCJI0BHS B ChOTBETCTBHE € WI.
56, ax. 2 ot IIII301I;

Komucusita ycTraHoBH, Ye YYaCTHHKBT € NMOCOYMI BBB opmarta "TexHUUecKo mpeyiokeHue", e mpeasara
CIIETHUTE JIEKapCTBEHU MPOTYyKTH:

Jlekapcte  Msipka Tbproecko Ms
eHa /mg,tabl, 3aGene HauMmeHoBaH KonuuecTBo pk  OxoHuaTenHa Hamgen
ATC INN bopma ml/ KKa Py ue aKTHBHO BEIIECTBO a  ONAKOBKa B [IJIC
LO1
XEO MEpOpAITH Actavis Group PTC ehf.,  Erlotinib Hannuen
S Erlotinib aTBBpIa MY HWcnanans Actavis 150 mg 30 B ITJIC
Erlotinib Hamnaen
Actavis 100 mg 30 B IIJIC
Alvogen Malta Operations (ROW) Ltd., Manra
Heaton k.s., Yemka pemry6imka
Roche Registration GmbH, T'epmanmus
Erlotinib Hanuuen
Sandoz d.d., CroBenus Sandoz 100 mg 30 B IIJIC
Erlotinib Hanuuen
Sandoz 150 mg 30 B [IJIC
Zentiva k.s., Yemka permryoinka
LO1
XEO TIepOpaITH Pfizer Europe MA EEIG, Hanaen
4 Sunitinib  aTBepma Mg Benrust Sutent 50 mg 30 B [IJIC
Hanuuen
Sutent 25 mg 30 B [IJIC
Hannuen
Sutent 12.5 mg 30 B [JIC
LO1
XEO epopaH Hamuuen
5 Sorafenib  aTBBpHA Mg Bayer AG, I'epmanust Nexavar 200 mg 112 B [JIC
LO1 30 mg (concentrate:
XEO Temsiroli  mapentep Pfizer Europe MA EEIG, 1.2 ml; diluent: 1.8 Hannaen
9 mus aTHa mg Benrus TORISEL ) - 1 vial + 1 vial B [IJIC
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LO1
XE1 Everolimu
0 S

L01
XE1 Vandetani
2 b

L01
XE1
4 Bosutinib

LO1
XE1
6 Crizotinib

LO1
XE1
7 Axitinib

LO01
XE2 Regorafeni
1 b

LO1
XE2
4 Ponatinib

LO1
XE3
3 palbociclib

LO1
XX1
9 Irinotecan

LO1
XX3 Bortezomi
2 b

HepopaH
a TBBbpJA

NEPOPATH
a TBbpJa

TepopaIH
a TBBpZA

HepOpaH

a TBbpAa

HIepOpaH

a TBbpAa

MepopaH

a TBbpAa

MepOpaIH
a TBbpJA

TepopaTH
a TBBpZA

mapeHTep
aaHa

HapeHTep
aHa

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg/10
mg

KRKA, d.d., CnoBenust

Mylan Ireland Limited, Everolimus
Wpnauust Mylan 10 mg 30
Everolimus
Mylan 5 mg 30
Novartis Europharm Limited, Upnangus
Everolimus
Teva B.V., Hunepnaugus Teva 10 mg 30

Genzyme Europe B.V.,
Hupepnanust Caprelsa 300 mg 30

Caprelsa 100 mg 30

Pfizer Europe MA EEIG,
Benrus Bosulif 500 mg 28

Bosulif 100 mg 28

Pfizer Europe MA EEIG,
Benrus Xalkori 250 mg 60

Pfizer Europe MA EEIG,

Benrust Inlyta 5 mg 56
Inlyta 1 mg 56
Bayer AG, 'epmanust Stivarga 40 mg 3x28

Incyte Biosciences
Distribution B.V.,
Hupepnanaust Iclusig 15 mg 60

Pfizer Europe MA EEIG,

Benrus Ibrance 125 mg 21
lbrance 100 mg 21
Ibrance 75 mg 21

Accord Healthcare Polska Sp. z.0.0., [Tonmia
IRINOTECA
AxraBuc EAJ], Bearapust N ACTAVIS 20 mg/ml -5 ml = 1

Bynrepmen BE OO/1, Bwirapus
MC ®apma AJl, bearapus
Hosamen Tpeiiquar EOO/I, bbarapust

Yaiikaapma BucokokauectBenure nekapcrsa A/l, brirapus

Accord Healthcare Limited, O6enunaeno Kpaictso
Actavis Group PTC ehf., Bortezomib
Ucnaumus Actavis 815 mg 1

Alvogen IPCo S.ar.1, JlrokcemMOypr

Heaton k.s., Yemka pemy0iuika

Janssen-Cilag International N.V., Bexrus
Pharmazac S.A., I'sprus

Sandoz d.d., CiioBenust

Tea ®apmacroruksic beirapus EOO/I, benrapus

Hanmuuen
B [IJIC
Hanuuen
B [IJIC

Hanuuen
B [IJIC

Hanuuen
B [IJIC
Hanuuen
B [IJIC

Hanmuuen
B [IJIC
Hanuuen
B [IJIC

Hanmuuen
B [IJIC

Hanmuuen
B [IJIC
Hamuuen
B [IJIC

Hamuuen
B IIJIC

Hanuuen
B IIJIC

Hanuuen
B [JIC
Hanuuen
B [IJIC
Hamuuen
B [JIC

Hamuuen
B [JIC

Hamuuen
B [IJIC
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LO1
XX4

LO1
XX4

LO1
XX4

L02
BBO

LO3
AAQ

LO3
AAl

LO03

LO3
AX1

MO05
BX0

NO02
AAQ

NO02
AAQ
5)

Eribulin

Aflibercept

Carfilzomi
b

Enzalutami
de

Filgrastim

Pegfilgrast
im

Lipegfilgra
stim

Plerixafor
Denosuma

b

Morphine

Oxycodon
e

TapeHTep
ajiHa

napeHrep
aHa

HapeHTep
aHa

MIePOPAITH
a TBbpZa

MapeHTep
ajHa

napeHrep
aHa

HapeHTep
amHa

HapeHTep
aaHa

HapeHTep
aHa

TepopaH
a TBBpZa

HepopaH
a TBBpJa

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

120 mg

®apmakonc AJl, bearapus

Yaiikadapma BucoxokauectBenure nekapersa AJl, brarapus

Eisai GmbH, I'epmanust ~ Halaven

Sanofi-Aventis Groupe,

Dpaniwst Zaltrap
Zaltrap

Amgen Europe B.V.,

Hunepnaugus Kyprolis
Kyprolis
Kyprolis

Astellas Pharma Europe

B.V., Hupepnannus Xtandi
Xtandi

0,44 mg/ml 1 vial x
2ml

25 mg/ml - 8 ml

25 mg/ml - 4 ml

40

40

Accord Healthcare Limited, O6exuneno Kpasictso

Pfizer Europe MA EEIG, Benrust

Sandoz GmbH, Asctpuss  Zarzio

30 MU (300
mcg/0,5 ml)

Accord Healthcare Limited, O6exuneno Kpaicrso

Amgen Europe B.V.,

Hupepnanaust Neulasta

Cinfa Biotech S.L.,

Hcnanus Pelmeg

Sandoz GmbH, Asctpust ~ Ziextenzo

Teva B.V., Hunepmanmust  Lonquex

Genzyme Europe B.V.,

Hupepnanaust Mozobil

Amgen Europe B.V.,

Hunepnanaus Xgeva

Mundipharma GmbH,

ABscrpust Substitol
Substitol

Takeda Pharma A/S, Jlanus

Actavis Group PTC ehf.,
Hcmangus

Oxycodone
Actavis
Oxycodone
Actavis
Oxycodone
Actavis

10 mg/ml-0.6 ml
10 mg/ml-0.6 ml (6
mg)

10 mg/ml - 0.6 ml

6 mg/0,6 ml

20 mg/ml - 1,2 ml

120 mg/1.7 ml

120

200

20
10

40

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg
mg

mg

112

112

5 pre-filled syringes
with needle safety
guard

1 pre-filled syringe
with needle guard

1 prefilled syringe
1 prefilled syringe

1 pre-filled syringe
with safety device

30

30

50
50

50

Hanmuuen
B [IJIC

Hanuuen
B [IJIC
Hanmuuen
B [IJIC

Hanuuen
B [IJIC
Hanuuen
B [IJIC
Hanmuuen
B [IJIC

Hanmuuen
B [IJIC
Hanuuen
B [IJIC

Hanuuen
B IIJIC

Hanmuuen
B [IJIC
Hamuuen
B [JIC
Hanuuen
B [JIC

Hamuuen
B [JIC

Hamuuen
B [IJIC

Hanuuen
B [IJIC

Hanuuen
B [JIC
Hanuuen
B [IJIC

Hamuuen
B [IJIC
Hanuuen
B [JIC
Hamuuen
B [IJIC
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NO02
ABO

NO02
ABO

NO02
AEO

NO02
AX5

Dihydroco
deine

Oxycodon
€,
Naloxone

Fentanyl

Fentanyl

Buprenorp
hine

Tramadol,
Paracetam
ol

TepopaIH
a TBBpZA

TepopaIH
a TBbpJa

TepopaH
a TBbpAa

TpaHcaep
MajHa

TpaHcaep
MayHa

TepopaH
a TBBpJIa

mg

mg
oxycodo
ne

mg

mcg/h

mcg/h

tabl

375
mg/325
mg

Oxycodone
Actavis
Oxycodone
Actavis

G. L. Pharma GmbH, ABctpus

Mundipharma GmbH,
AscTpus

Mundipharma GmbH,
ABcTpus

OXYCONTI
N
OXYCONTI
N
OXYCONTI
N
OXYCONTI
N

DHC
Continus

G. L. Pharma GmbH, ABctpus

KRKA, d.d., CnoBenwust
Mundipharma GmbH,
ABcTpus

Sandoz d.d., CiioBenust

Teva B.V., Hunepnaunus

Anmpxenuau @apma
Bwarapus EOOJ,
Benrapus

Actavis Group PTC ehf.,
Hcnangus

Actavis Group PTC ehf.,
Ucnangus

KRKA, d.d., CnoBenust
Pharmaceutical Works
Polpharma S.A. (PL),
TTomma

Targin
Targin
Targin
TARGIN

Oxycodone/
Naloxone
Teva
Oxycodone/
Naloxone
Teva

Vellofent

Victanyl
Victanyl
Victanyl
Buprenorphi
n Actavis
Buprenorphi
n Actavis

Buprenorphi
n Actavis

Paratramol

Paratramol

20

10

40
10
80

20

90

10mg/5mg
20 mg/10 mg
5mg/2.5mg

40mg/20mg

10 mg/5 mg

20 mg/10 mg

133 mcg

100 mcg/h
50 mcg/h

75 mcg/h

35 micrograms/h
52,5 micrograms/h

70 micrograms/h

37.5 mg/325 mg

37,5 mg/ 325 mg

mg

mg

mg
mg
mg

mg

mg

mc

mc
g/h

g/h
mc
g/h

mg

mg

50

50

50
50
50

50

50

50
50
50

100

50 B 6nmcTepu

50 B 6nmcTepu

90

10

Hanmuuen
B [IJIC
Hanuuen
B [IJIC

Hanuuen
B [IJIC
Hanuuen
B [IJIC
Hanmuuen
B [IJIC
Hanuuen
B [IJIC

Hanuuen
B [IJIC

Hanmuuen
B [IJIC
Hanmuuen
B [IJIC
Hanuuen
B [IJIC
Hanmuuen
B [IJIC

Hanuuen
B IJIC

Hanuuen
B IIJIC

Hanuuen
B [IJIC

Hamuuen
B [IJIC
Hanuuen
B [JIC
Hanuuen
B [IJIC

Hanuuen
B [JIC
Hamuuen
B [IJIC
Hamuuen
B [JIC

Hamuuen
B [IJIC

KbM Texnnueckoro cu NPpCMIOKCHUC YIACTHHUKA € ITPUIIOKWIT UBUCKYCMUTC ACKIIApalliU OT IMPUTCIKATCINUTC HA

paspelieHrueTo 3a ynoTpe0a/mporu3BOAMTENST Ha JIEKAPCTBEHUS IPOAYKT, Y€ € 3alo3HaT C H3UCKBAHUATA KbM

JICKAPCTBCHUTC NPOAYKTH, KAKTO U C TIOCOUCHHUTC B IIpoHeAYypaTa KOJINYICCTBA 3a JICKAPCTBCHUTEC ITPOAYKTH.
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CJ'ICI[ KaTo pasrjicaa HO}_'[pO6HO MNpEACTABCHOTO OT YHYaCTHHUKA TCXHUYCCKO MPCAJIOKCHNUC U TPCACTABCHUTC KbM
HCTro JOKYMCHTHU, KOMUCHUATA YCTAHOBHU, Y€ CHIIUAT OTrOBaps Ha OOSIBEHHTE OT BBL3IIOKUTEIS YCJI0BHUA 3a U3MBJIHCHUC
Ha mopbyYKaTa M ChHIIUAT CE€ AOITYCKa OO OTBApsAHE Ha HCHOBUTC IPCATIONKCHHA 3a BCHYKU IIPEIJIONKEHU OT HETO
JICKApCTBCHU MMPOAYKTH.

18. Pasriexxnane Ha TeXHHYECKOTO Tpesioxkenue mpeactaBeno or "MAPHUMIIEKC - 7" EOO/ 3a
00ocobena mosumusi Ne 2 W MpoBepKa 3a CHOTBETCTBHETO MY C MNpeIBAPUTEIHO OOSIBEHMTE YCJIOBHS B
ChOTBETCTBHE C WI. 56, a;1. 2 ot IITI30II;

Komucusita ycTaHOBH, 4€ yYaCTHUKBT € MOCOYMII BBB (opMmarta "TexHUUeCcKo MpeyiokeHne", 4e mpejiara
CJICJTHUTE JICKAPCTBEHU MPOAYKTH:

Mspxa
Jlekapcteen /mg,tabl,ml  3a6en TBHProBecko Konnyectso Ms  OkonuarendHa Hamuuen
ATC INN a hopma / exka PY HaMMEHOBAHME  AKTHBHO BEIIECTBO PKa  ONAKOBKA B I1JIC
LO1X Erlotin mepopanna
EO03 ib TBBpAA mg Actavis Group PTC ehf., Ucinannus
Alvogen Malta Operations Hammuen
(ROW) Ltd., Manra Varlota 100 mg 30 B IJIC
Hanuuen
Varlota 150 mg 30 B IJIC
Heaton k.s., Yernika pemy6irka
Roche Registration GmbH, I'epmanus
Sandoz d.d., CnoBenus
Zentiva k.s., Yenka penyoinka
L01X Sorafe nepopaina Hannyen
EO5  nib TBBpIA mg Bayer AG, I'epmanus Nexavar 200 mg 112 B IIJIC
L01X Vandet mnepopanna Genzyme Europe B.V., Hanuen
E12  anib TBBpIA mg Hunepnanmus Caprelsa 300 mg 30 B IIJIC
Hanuuen
Caprelsa 100 mg 30 B IJIC
LO1X Regora mnepopaiHa Hanuuen
E21  fenib  tBBpHA mg Bayer AG, I'epmanns Stivarga 40 mg 3x28 B I1JIC
LO1X Bortez mapenrepan
X32 omib Ha mg Accord Healthcare Limited, O6emineno Kpanctso
Actavis Group PTC ehf., Ucnanmus
Alvogen IPCo S.ar.l, Hanmaen
JlrokcemOypr Vortemyel 35 mg 1 B IIJIC
Heaton k.s., Yerka perny6iuka
Janssen-Cilag International N.V., benrus
Pharmazac S.A., I'eprus
Sandoz d.d., CnoBenus
TeBa @apmactotuksbiic bvarapus EOO/I, Brirapus
®apmakonc AJl, beirapus
Yaiikadapma BucokokauectBenute nexapctsa AJl, Bearapus
LO1X Afliber mapenrepan Sanofi-Aventis Groupe, Hanuuen
X44  cept Ha mg Opannust Zaltrap 25 mg/ml - 8 ml mg 1 B IJIC
Hamuen
Zaltrap 25 mg/ml - 4 ml mg 1 B [UIC
LO3A Plerixa mapenrepan Genzyme Europe B.V., Hamuuen
X16  for Ha mg Hunepnanmus Mozobil 20mg/ml-12ml mg 1 B [UIC
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KBM TEXHUYECKOTO CH MPEI0KECHUE YIACTHUKA € MPIITIOKII U3UCKYEMUTE JACKIIAPAIUY OT MPUTESIKATESIIUTE HA
paspelieHneTo 3a ynorpeda/Mpou3BOAUTENSAT HA JICKAPCTBEHUTE MPOAYKTH, Y€ € 3all03HAT C H3UCKBAHUATA KBbM
JIEKapCTBEHUTE MPOILYKTH, KAKTO M C IIOCOYCHUTE B TPOIEAypaTa KOIUIECTBA 3a JIEKAPCTBEHUTE MPOAYKTH.

Cren xaTo pasriiefia ToApOOHO MPEACTABEHOTO OT YYACTHUKBT TEXHUYECKO MPEUIOKEHHE U MPEICTABEHUTE
KbM HErO JIOKYMEHTH, KOMHCHSATA YCTAHOBH, Y€ CBHIIUAT OTTOBaps Ha OOSBCHUTE OT BBH3JIOKHTENS YCIOBHS 3a
U3IBITHCHNE HA MOPBUYKATA U CHIIHAT CE JIOMYCKa JIO OTBapsiHE HA IIEHOBUTE MPENIOKEHHS 32 BCUUKU MIPETIONKECHH OT
HETO JICKAPCTBCHH MPOYKTH.

19. Pasriexxnane Ha TeXHMYeCKOTO mpeajoxenue npeacraBeHo or "®BOHUKC ®APMA" EOO/] 3a
00ocobena mosumusi Ne 2 W MpoBepKa 3a CHOTBETCTBHETO MY C MNpeIBAPUTEIHO OOSIBEeHHTEe YCJIOBHS B
ChOTBETCTBHE C WI. 56, a;1. 2 ot IITI30II;

Kowmucusita ycraHoBH, 9e y9acTHHKBT € IMOCOYMI BBB (hopMata "TexHmduecko mpeiokeHne', de mpeara

CIICIHUTE JICKAPCTBEHU MPOAYKTH:

Jlekaper Msipka Tovproeecko  KommuectBo M Hannue
BEHA /mg,tabl HaNMEHOBA AaKTHUBHO sp HB
ATC INN tdopma ,ml/ 3abenexka PY HHE BEIECTBO ka Oxonyarenna ornakoka I1JIC
concentrate for  Accord Healthcare Hanunue
LO1B Methotrexa mapente solution for Limited, O6exuneno Methotrexa 100 mg/ml - 10 HB
A0l  te panHa mg infusion Kpasuctso te Accord ml ml 1 IJIC

Ebewe Pharma GmbH. N.fg. KG,, ABcTpust

nepopain
L01X Ha
E03 Erlotinib TBBpAA Mg Actavis Group PTC ehf., Ucnanaus
Alvogen Malta Operations (ROW) Ltd., Manra
Heaton k.s., Yemka pernyoauka
Roche Registration GmbH, I'epmanust
Hamue
Erlotinib m HB
Sandoz d.d., CoBernss ~ Sandoz 100 g 30 IJIC
Hamue
Erlotinib m HB
Sandoz 150 g 30 TIC
Hannue
Zentiva k.s., Yemka Erlotinib m HB
pery6imnka Zentiva 100 g 30 IIC
Hammue
Erlotinib m HB
Zentiva 150 g 30 TIC
nepopain Hamue
LO1X Ha Pfizer Europe MA m HB
E04  Sunitinib TBBpAA Mg EEIG, Benrus Sutent 50 g 30 IJIC
Hamue
m HB
Sutent 25 g 30 IJIC
Hamue
m HB
Sutent 12.5 g 30 iC
nepopan Hammue
LO1X Ha m HB
EO5  Sorafenib  tBepma mg Bayer AG, I'epmanns Nexavar 200 g 112 IIC
mepopat Bristol-Myers Squibb Hamuue
LO1X Ha Pharma EEIG, m HB
E06 Dasatinib TBBpAA Mg Wpnauust Sprycel 50 g 60 TIC
nepopain Hannue
LO1X Ha Novartis Europharm m HB
EO7 Lapatinib TBBpAa Mg Limited, Npnasmus TYVERB 250 g 140 IJIC
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LO1X
EO8

LO1X
E09

LO1X
Ell

LO1X
E12

LO01X
E13

LO1X
El4

LO01X
E16

LO01X
E17

LO01X
E18

LO01X
E21

LO1X
E23

Nilotinib

Temsirolim
us

Pazopanib

Vandetanib

Afatinib

Bosutinib

Crizotinib

Axitinib

Ruxolitinib

Regorafeni
b

Dabrafenib

nepopai
Ha
TBBPAA

napeHTe
panHa

nepopan
Ha
TBBPJA

nepopai
Ha
TBBpIa

nepopan
Ha
TBBpIA

nepopai
Ha
TBBpIa

nepopan
Ha
TBBpIA

repopa
Ha
TBBpAA

nepopain
Ha
TBBpIA

nepopai
Ha
TBBpAA

nepopain
Ha
TBBpIA

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

Novartis Europharm
Limited, Upnaumust

Pfizer Europe MA
EEIG, benrus

Novartis Europharm
Limited, Upnaumust

Genzyme Europe B.V.,
Hunepnannus

Boehringer Ingelheim
International GmbH,
I'epmanus

Pfizer Europe MA
EEIG, benrus

Pfizer Europe MA
EEIG, Benrust

Pfizer Europe MA
EEIG, benrus

Novartis Europharm
Limited, Upnannus

Bayer AG, I'epmanus

Novartis Europharm
Limited, Upnannus

TYVERB

Tasigna

Tasigna

TORISEL

VOTRIEN
T

VOTRIEN
T

Caprelsa

Caprelsa

Giotrif

Giotrif

Bosulif

Bosulif

Xalkori

Inlyta

Inlyta

Jakavi

Stivarga

Tafinlar

250

200

150

30 mg
(concentrate: 1.2
ml; diluent: 1.8)

400

200

300

100

40

30

500

100

250

40

75

84 -

Hanuue
HB

28 TUIC
Hanuue
HB

28 TUIC

Hamunge
HB
1 vial + 1 vial IJIC

Hanuue
HB

60 TUIC
Hanuue
HB

30 TUIC

Hamuge
HB

30 TIC
Hamnae
HB

30 TIC

Hamuue
HB

28 TUIC
Hamuue
HB

28 TUIC

Hamuge
HB

28 TUIC
Hamnge
HB

28 TIC

Hamuue
HB
60 TUIC

Hamnae
HB

56 TIC
Hamuge
HB

56 TIC

Hanuye
HB
56 TUIC

Hamnue
HB
3x28 TUIC

Hanmuge
HB
120 TUIC
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LO1X
E24

LO1X
E33

LO1X
E35

LO01X
X17

LO1X
X19

LO01X
X32

LO01X
X41

LO01X
X44

Ponatinib

palbociclib

Osimertinib

Topotecan

Irinotecan

Bortezomib

Eribulin

Aflibercept

nepopan
Ha
TBBpJA

nepopai
Ha
TBBPAA

nepopain
Ha
TBBpJA

TapeHTe
paiHa

napeHTe
panHa

TapenHTe
panHa

HapeHTe
panHa

HapeHTe
panHa

mg

mg

mg

mg

mg

mg

mg

mg

Incyte Biosciences

Distribution B.V., m
Hupepnanaust Iclusig 15 g
Pfizer Europe MA m
EEIG, Benrus lbrance 125 g
m

Ibrance 100 g

m

Ibrance 75 g

AstraZeneca AB, m
[IBeuus Tagrisso 80 g
m

Tagrisso 40 g

Accord Healthcare
Polska Sp. z.0.0., Topotecan
IMomma Accord 1 mg/ml- 4ml g

Actavis Group PTC ehf., Ucranmus
Fresenius Kabi Oncology Plc., O6enunaeHo Kpancteo

Novartis Europharm Limited, Upnanmus

Accord Healthcare
Polska Sp. z.0.0., Irinotecan
IMomma Accord 20 mg/ml-5 ml -

AxraBuc EAJl, bbarapus

Byarepmen BE OO/I, benrapust

MC ®apma AJl, bparapus

Hosawmen Tpeiiquar EOOJI, bbiarapust

Yaiikadapma BucokokauectBerute nekapersa AJl, briarapus

Accord Healthcare
Limited, O6emuaeHO Bortezomi m
KpancrBo b Accord 35 g

Actavis Group PTC ehf., Ucnanaus

Alvogen IPCo S.ar.1, JIrokcemOypr

Heaton k.s., Yemka pernyomauka

Janssen-Cilag International N.V., benrnst
Pharmazac S.A., I'spuust

Sandoz d.d., CiioBenust

Tepa ®apmactotukbiic bearapus EOO/], benrapus
®apmakonc AJl, brirapus

Yaiikadapma BucokokauectBenute ekapcra AJl, brirapus

0,44 mg/ml 1vial m
Eisai GmbH, I'epmanuss Halaven x2ml g

Sanofi-Aventis Groupe, m
Dpanmwst Zaltrap 25mg/ml-8ml g
m

Zaltrap 25mg/ml-4ml g

60

21

21

21

28

28

Hamnge
H B
TUIC

Hanuue
HB
TUIC
Hanuue
HB
TUIC
Hanuue
HB
TUIC

Hamuge
HB
TIC
Hamuge
HB
TIC

Hanuue
HB
TUIC

Hamuue
HB
TUIC

Hanuye
HB
TIC

Hanuge
HB
TUIC

Hamnue
HB
TUIC
Hamnue
HB
TIC
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LO01X
X46

LO1X
X50

LO1X
X52

LO3A
A02

LO3A
Al3

LO3A
Al4

LO3A
X03

LO3A
X16

LO4A
D01

Olaparib

Ixazomib

venetoclax

Filgrastim

Pegfilgrasti
m

Lipegfilgra
stim

Mycobacter
ium bovis
BCG

Plerixafor

Ciclosporin

nepopain
Ha
TBBpAA

mepopat
Ha
TBBpIa

nepopan
Ha
TBBPJA

napeHTe
panHa

TapenHTe
panHa

TapenTe
panHa

HHTpaKa
BHUTAJIHA

mapeHTe
panHa

nepopan
Ha
TBBpAA

mg

mg

mg

mg

mg

mg

mg

mg

mg

Capsule, hard

AstraZeneca AB,

IBenus Lynparza
Takeda Pharma A/S,

Jlanus Ninlaro

Ninlaro
Ninlaro

AbbVie Deutschland

GmbH & Co. KG,

I'epmanus Venclyxto
Venclyxto
Venclyxto
Venclyxto
Venclyxto

Accord Healthcare

Limited, O6enuneso

Kpasctso Accofil

Pfizer Europe MA EEIG, benrus
Sandoz GmbH, Asctpust

Accord Healthcare
Limited, O6emuaeHO
Kpanctso Pelgraz

Amgen Europe B.V., Hunepnanus
Cinfa Biotech S.L., Ucnianus
Sandoz GmbH, ABctpust

Teva B.V.,
Hunepnanaus Lonquex
BYJI BUO-HII3I1b CALGEV
EOO/, byarapus AX
CALGEV
AX
Genzyme Europe B.V.,
Hupepnanaust Mozobil
Novartis Pharma Sandimmu
GmbH, I'epmanus n Neoral
Sandimmu
n Neoral

50

2.3

100

50

100

10

100

30 MU (300
mcg/0.5 ml)

10 mg/ml-0.6 ml

6 mg/0,6 ml

11.25 mg

11.25 mg

20 mg/ml - 1,2 ml

25

50

Q 3 «

= =

=) =

3

cg

4x112

112 (4x28)

7 (7X1)

14 (7x2)

14 (7x2)

7 (7x1)

Hamuue
HB
TIC

Hamuge
HB
TIC
Hamuge
HB
TIC
Hamunge
HB
TIC

Hanuue
HB
TUIC

Hamnge

5 pre-filled syringes +5 H B

alcohol swabs

Jic

1 prefilled syringe with  Hanuue

needle guard + 1 HB

alcohol swab TIC
Hanuye

1 pre-filled syringe with =B

safety device TIC
Hamnge
HB

4 TUIC

10
Hanuge
HB

1 TIC
Hammue
H B

50 IiC
Hamnae
HB

50 IJIC
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LO4A nepopan
D01  Ciclosporin Ha Teuna

MO5B Zoledronic  mapenre

A08  acid panHa
nepopai
NO2A Ha

A0l  Morphine  TtBBpIA

repopan
NO2A Ha
AO05  Oxycodone TtBBpIA

repopain
NO2A Oxycodone wma
A55 | Naloxone TBBpIA

repopan
NO2A Ha
B03 Fentanyl TBBP/IA

mg

mg

mg

mg

mg
oxycod
one

mg

Novartis Pharma Sandimmu 100 mg/ml - 50

GmbH, I'epmanus n Neoral ml - 1
Zoledronic

Accord Healthcare acid m

S.L.U., Vcnauust Accord 4 mg/5 ml g 1

Actavis Group PTC ehf., Ucnanaus

Novartis Europharm Limited, O6exuneno Kpanctso
Pfizer Europe MA EEIG, benrus

Sandoz d.d., CiioBenust

Teva B.V., Hunepnanaus

Wuosamen OO/, brnrapus

®pesennyc Kadbu bearapus EOO/I, bearapus

Mundipharma GmbH, ABctpus

Takeda Pharma A/S, m
Jlanus Doltard 30 g 100

Actavis Group PTC ehf., Ucnanaus

G. L. Pharma GmbH, m
Ascrpust Oxylan 80 g 50
m
Oxylan 40 g 50
m
Oxylan 20 g 50
m
Oxylan 5) g 50
m
Oxylan 10 g 50

Mundipharma GmbH, ABctpust

G. L. Pharma GmbH,

ABscrpust Geroxynal 20 mg/10 mg - 50
Geroxynal 40 mg/20 mg - 50
Geroxynal 10 mg/5 mg - 50

KRKA, d.d., CnoBenwust

Mundipharma GmbH, Asctpust

Sandoz d.d., CnoBenus

Teva B.V., Hunepnanaus

Anmpxenuan @apma

bwarapus EOO/, m

Boarapust Vellofent 133 mcg cg 4

Hamuue
HB
TUIC

Hamuge
HB
TUIC

Hamuge
HB
TIC

Hamuue
HB
TUIC
Hamuue
HB
TUIC
Hamuue
HB
TUIC
Hannye
HB
TIJIC

Hanuye
HB
TUIC
Hamuue
HB
TUIC
Hannye
HB
TUIC

Hamnue
HB
TUIC
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TRAMAD Hanuue
NO2A napeHTe Stada Arzneimittel AG, OL m HB
X02  Tramadol  pauna mg Tepmanust STADA 50mg/ml-2ml g 5 IJIC

Cocapma AJl, benrapus

nepopain TRAMAD Hannue
NO2A Ha Stada Arzneimittel AG, OL m HB
X02  Tramadol  TBBpHAa Mg Tepmanust STADA 50 g 30 IJIC

Cocapma AJl, benrapus

Tramadol,  mepopan Hammae
NO2A Paracetamo Ha 37.5 mg/325 HB
x52 | TBhpra  tabl mg KRKA, d.d., Cnosenuss  Doreta 37.5mg/325mg - 60 IJIC

Pharmaceutical Works Polpharma S.A. (PL), ITomma

Tramadol, mepopan Hanmue
NO2A Paracetamo Ha m HB
x52 | TBbpra  tabl 75mg/650 mg KRKA, d.d., Ciiosenust  Doreta 75 mg/650 mg g 60 IJIC
Hamnue
VO3A Deferoxami mapente Novartis Pharma m HB
C01 ne panHa mg GmbH, T'epmanus Desferal 500 g 10 IJIC
nepopain Hammue
VO3A Ha Apotex Europe B.V., m HB
C02  Deferiprone TBBpOa Mg Hupepnanaust Ferriprox 500 g 100 IJIC
Hamnue
VO3A riepopa Apotex Europe B.V., 100 mg/ml-500 m HB
C02 Deferiprone =a teuna mg Hunepnangus Ferriprox ml g 1 IIC
nepopain Hammue
VO3A Ha Novartis Europharm m HB
C03  Deferasirox TBBbpaa Mg Limited, Mpnanaus Exjade 180 g 30 IJIC

«

m
Exjade 250 28
VO3A Calcium napeHTe

FO3 folinate panHa mg Actavis Group PTC ehf., Ucranmus
Ebewe Pharma GmbH. N.fg. KG,, ABcTpust

Lyomark Pharma GmbH, I'epmanmus

Calcium Hammue
folinate HB
Sandoz d.d., CoBennst ~ Sandoz 10 mg/ml-5 mi - 5 IJIC
Calcium Hanmue
folinate HB
Sandoz 10 mg/ml-10ml - 1 IIC

Komucusita n3BbpIiy NpoBepKa Ha 3asBEHUTE OT YUACTHUKA JaHHH, BbB BPh3Ka ¢ MpeJocTaBeHaTa no wi. 104,
an. 5 ot 30I1 u un. 54, an. 13 or 13011 Bp3mMoxHOCT, KaTo Ha 12.12.2019 1. KOMHUCHATA H3HUCKa Pa3siICHEHUE TIO
3asIBEHHUTE JaHHU, KaKTO CJe]Ba:

"Cwenacno npedsapumento obsgenume ycious Ha npoyedypama 6 Texnuuecko npeonodcenue, 8 KOemo
yuacmuuyume NOCOY8AM JNeKAPCMEeHume npooOyKmu 34 KOUmo yyacmeam, KAKmo u Hpumedicamenume Ha
paspeutenuemo 3a ynompeoa, ¢ Yuumo npooyKmu yiacmeam. Yuacmuuyume cieosa 0a NONwIHAM U Opyeume nojiema
3a0adenu 6v6 hopmama, KaKmo u 0 NOCOYAm eeKMpoHeH adpec, Ha KOUMOo e 00CIbNHA KPAMKAMA XapaKmepucmuxa
Ha cvomeemHuusi aexapcmeen npoodykm. Kom mexuuueckomo npeonodcenue cnedéa 0da ce RPULONCU KOnue Ha
Oexnapayus Om NPUmMedNcamesis Ha paspewenuemo 3a ynompeba i npou3go0umensim Ha 1eKapcmeenust npooyKm, ue
€ 3aN03Ham ¢ UBUCKBAHUSMA KbM JIeKAPCMEeHUme npooyKmu, Kakmo u ¢ nocodeHume 8 npoyedypama Koaudecmed 3a
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Mo3u IeKapcmeer npoOyKm, KaKmo U 4e e Cb2ldceH NeKapCcmeeHus npooykm 0a 6voe opepupan om yYacmHuKa 8
npoyedypama (c600600er mexkcm).

Ipu paszenexcoane Ha Bauemo mexnuuecko npeoiodicenue ce yCmano8uxa cieOHume 3asa8eHu OanHU, KOUmo
e HeoOX00UMo 0da HU ObOAm OONBIHUMETHO U3SCHEHU.!

1. B Texnuueckomo Bu npeonosicenue no obocobena nozuyus Ne 2, 3a momenxnamypu V03ACO2,
Deferiprone, nepoparna mevpoa, mg u VO3ACO2, Deferiprone, nepopanina meuna, mg, cme NPpeoioNCuiU CieoHume
JeKapcmeenu npoOYKmiL:

Tvpeoecko
IIPY HaumeHosanue K-60 akmugHo 6-60 Mspxa OKoHuUamenHa onakosKka Hanuyen 6 ITJ/IC
Apotex Europe B.V., Ferriprox 500 mg 100 4
Huoepnanous
Apotex Europe B.V., Ferriprox 100 mg/ml-500 mi mg 1 A4

Huoepnanous

B npunoscenama xom mexnuueckomo npeonojicenue, Kpamka XapaKkmepucmuxa, ce YCmaHosu, CieOHomo:

Ipumesicamen Ha paspeuwtenuemo 3a ynompeba e Apotex B.V.; Keizersgracht 311Archimedesweg 2; 1016,
EE Amsterdam,; Huoepnanous,

Ipumesicamen na paspewernuemo 3a npousgoocmeo e Apotex Nederland B.V.; Archimedesweg 2; 2333, CN;
Leiden; Huoepnanous

Ilpeocmasena e Oexnapayus om Kuesu Bwvaeapus EOQ/, ynvanomower npedcmasumen Ha
npUmedcamensim Ha paspeuenue 3a ynompeoa, 8 Kosimo e NoCO4eHo, e Colusim e 3ano3Ham ¢ USUCKGAHUSAMA KoM
Jexapcmeenume npooyKmu, KaKmo u ¢ ROCOYeHume 8 npoyedypama Koaudecmea 3a mo3u 1eKapcmeeH npooyKn, Kakmo
U Ye e cvenaceH 1ekapcmeeHusi npooykm oa 6voe ogepupar om yyacmuuka 6 npoyedypama. Kom dexiapayusama Ha
Kuesu Bvaeapus EOO/ e npeocmaseno nwvinomowHo om Ynpasnaseawusm oupekmop Ha Apotex FEurope B.V.,
Huoepnanous, npumedcamen na paspeuienuemo 3a ynompeoa.

Ilpeosuod ecuuxo uznodceHo 00 myK, MOAsL 04 HU NpPeocmagume OONBbIHUMENIHA UHDOPMAyUs U
odoxazamencmea (aKo e npulodACUMO), KaKea e npasHama epwv3ka, medicoy Apotex Europe B.V., Huoepaanous u Apotex
B.V., Huoepnanous.

2. Bwvs 6pw3ka cvc cvowpoicawa ce npomueopedusd Uil HenwbaHAd UHGOpMayus no OmuouleHue Ha
nekapcmeenume npooykmu Ha Accord Healthcare e Heobxooumo 0a Hu npedcmasume OONBIHUMENIHO PA3SACHEHUE 1O
omuoweHue Ha npasuama epvska mexcoy Accord Healthcare Polska Sp. z.0.0., Hlomua, Accord Healthcare S.L.U.,
Ucnanus u  Accord Healthcare Limited, Obeduneno Kpancmeo. B nocieonama KOIOHA HA NPULOANCEHAMA NO-00JLY
mabnuya, ca onucanu YCmaHo8eHUu Om KOMUCUSIMA CbOMBEMCMEUE, HeChOMEEMCMEUs WU TUNCA HA UHDOPMAYUsL O
omHouleHue Ha nekapcmeenume npooykmume Ha Accord Healthcare.

OBOCOBEHA IIO3ULUA Ne 2
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Tpumescamenam

K- Ha paspeuienuemo
5 3a ynompeba 6
@i Haxn Kpamkama
Tvpeosc  mu Oxonua  uye xapaxmepucmuxa
KO eHo M menxa He u 6 dexnapayusima
HaumeH 6- ap  onakos Il 3a anzascupane c
1Py o08aHue 60 Ka Ka C Konuvecmeama
MO5BA Zoledronic napenmepa m cvomeememean
08 acid T g Acco Z_oledr_o 4 m 1 A4
rd nicacid mg/ g
Heal Accord 5
thca ml
re
S.L.
u.,
Ucn

anus

Ha 19.12.2019 2., 6 cpoka ykazaw om KOMUCUAMA, YHYACMHUKbM e npedcmasui, upes Enexmpounnama
cucmema, CieOHOMO PAssSICHEHUe NO 3as6eHUme 0N He20 OAHHU:
"Bveg gpv3ka ¢ Hanpageno om Bac uckane 3a passacuenus no 3aseenu om nac dannu no Obocodena nozuyus
No2, Bu ysedomseame 3a cieOHOMO:
3a nexapcmeenu npodykmu c npumedicamenu Ha paspeuieHue 3a ynompeba Accord Healthcare Limited
Obeouneno Kpancmeo, Accord Healthcare Polska Sp. Z.o.0 Ilonwua u Accord Healthcare S.L.U Hcnanus, npesz 2019e.
€ 8 X00 npoyec NO NPOMSAHA HA NpumedNcamenume Ha paspeuteHusma 3a ynompeda Ha 1eKapcmeeHu npooyKmu Ha
epynama Accord, nopadu npedcmosiuo nanyckane na Beruxoopumanus na Eeponetickus cvios.
Ipooyxkmu ¢ IIPY Accord Healthcare Limited, Obeduneno Kpancmeo npomensim npumedicamenis Ha paspeuieHuemo 3a
ynompeba, cvomgemuo ¢ Accord Healthcare Polska Sp. z.o.0, Ilonwa u Accord Healthcare S.L.U, Hcnanus.
Ilpomenume ca ompazenu 6 Hsnvanumennama acenyust no aexapcmea u ¢ European medicines agency (EMA) u
CbOMGEMHO 8 NPUNOJNCEHUMe KPAMKU XaAPAKmepucmuKky Ha npodykmume. J[pydcecmeama ca yacm om epynama Ha
Axopo - https://www.accordhealthcare.com/
Cvenacno Oannu 6 peeucmwvpa na Hayuonanmus cveem no yenu u peumbypcupame Ha J1eKApCMEeHU
npooykmu, [lpunosicenua Ne2 na IJIC, kom oamama ma nodasane na ogepmama Hu, a umenno 07.11.2019z., ca

NPeodoCmageH OeKaapayuy, CveldCHO USUCKEAHEMO HA OOKYMEeHmAyusma 3a yuacmue, Om HOCOYEHUs KbM MO3U
momenm IIPY.

Enexmponnama cucmema 3a yuacmue 6 odujecmeeHama NOPwHYKA Ce CUHXPOHUIUPA C OAHHUmME Om
peeucmopa na HCL]PJIII (Tlosumueen nexapcmeen CnucvK), Kamo KoM 0amama Ha nodasane Ha ogepmama Hu, Kamo
IIPY 6 nezo e bun nocouen Accord Healthcare Limited, Obeouneno Kpancmeo.

Cwenacno uzuckearnemo na /lokymenmayuama sa yyacmue, cmp. 17, ,, [lpumesxcamenam ua pazpeuieHuemo
3a ynompeba unu npou3800UmMensim Ha J1eKapCmeeHuss NpoOYKm ciedéa 0a 0eKaapupa, ue e 3ano3Ham ¢ U3UCKGAHUIMA
KbM JIeKapCmeeHume npooyKmu, Kakmo U ¢ HOCOYeHume 6 HACMOoAWAma npoyedypa Koauvecmea 3a mo3u
Jexapcmeen npooykm, KAKmo U 0a Oekiapupa, ye e CbeldceH JeKapCmeeHus npodykm oa 6voe oghepupar om
yuacmHuxa 6 npoyedypama. **

Accord Healthcare Limited, Obeduneno Kpancmeo e u npouzsooumen na iexapcmeenume npooyKmu,
oghepupanu 8 Hacmoswama odbujecmeena nopvuxa. Bve gpv3xa ¢ eopeusnoscenomo Bu npedocmaesme Oexnapayuu om
Accord Healthcare Limited, Obeouneno Kparcmeo, 6 kauecmeomo my Ha npouzeooumen Ha ieKapcmeenume npooyKmu,
KbM npumedicamenume Ha paspeuwienuemo 3a ynompebdba Accord Healthcare Polska Sp. Z.o.o0 Ilomua u Accord
Healthcare S.L.U Hcnanus, ¢ koumo ce nomgupiicoasa ocucypséane Ha KOIU4eCmaama om Colume KoM aKMyaiHume
1prPy. "

KbM pazsiHeHHMETO ca mpWiIOXKeHH W ciieqHuTe AokyMeHTH: 1. Paspermenns 3a mpomsiHa, nznagean ot MAJL,
3a€JIHO C MPEAXO0JIHU Pa3peIICHUs 32 YIoTpeda, OT KOUTO € BUAHO, 4e Accord Healthcare Limited, O6enuneno Kpancrtso
€ MIPOM3BOUTEIN Ha JISKAPCTBEHUTE NPOYKTH (MH(pOpMAaIHs 32 IPOU3BOAMTENS € HAIMYHA U Ha caiita Ha Harmonanaus
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CBBET I10 LICHH M penMOypCcHpaHe Ha JIEKapCTBEHH POAYKTH). 2. Pazpemenus 3a npomsHa, n3aaaenu ot EBpomneiickaTa
xkomucusi. 3. Jexnapanus ot Accord Healthcare Limited, O6equneno KpanctBo keM Accord Healthcare Polska Sp.
Z.0.0 Iomma. 4. Jleknapanus ot Accord Healthcare Limited, O6eauneno Kpancteo kbM u Accord Healthcare S.L.U
Ucnanus. 5. [TenaomontHo ot Accord Healthcare Limited, O6enuneno Kpancto kbMm ,,GbOHUKC dapma“ EOO/I.

Crnen ycTaHoBsiBaHE Ha TOPHUTE OOCTOSITENICTBA M CIEJA pasriiekIaHe Ha IOMMBIHHUTENHO MpeicTaBeHaTa
nHbOpMaIHs U Bede CIykeOHO M3BeCTHATa M TaKaBa, KOMHCHATA KOHCTATHPA!

1. ITo oTHOLICHUE Ha JIEKAPCTBEHHUTE MPOIYKTUTE Ha rpynara Ha Accord Healthcare, komucusta cuura ue ¢
MIPEJICTABEHOTO pPAa3siCHEHWE W IOMBIHUTEITHO NPEICTaBeHUTE NOKYMEHTH, YYaCTHHUKBT € W3ACHWI (hakTmdeckara
00CTaHOBKa, C OTJIe/ Ha KOETO MOXe Jia ObJIe IMPUETO, Y& TEXHUIECKOTO npeaioxenue Ha ,, DbOHUKC dapma“ EOO/]
OTTOBaps MPEABAPUTEIHO OOSIBEHUTE YCIOBHSA 32 U3ITBIHEHNE HA MTOPHUKATA.

2. KomucusTa ycTaHOBH, Y€ YIaCTHUKBT HE € MPEICTABIII pa3sCHEHHUE TI0 ITEPBUSAT BBIIPOC, KOWTO MY € 3a7a/IeH
a IMEHHO:

B npunosicenama kom mexuuueckomo npeoiodxcerue, Kpamra Xapakmepucmuxa, ce YCmaHosu, CieOHomo:

Ipumescamen Ha paspeuwtenuemo 3a ynompeba e Apotex B.V.; Keizersgracht 311Archimedesweg 2; 1016,
EE Amsterdam; Huoepnanous,

Ipumesicamen na paspewenuemo 3a npousgoocmeo e Apotex Nederland B.V.; Archimedesweg 2; 2333, CN;
Leiden; Huoepnanous

Ilpeocmasena e Oexnapayus om Kuesu bBwvreapus EOOQ/, ynvinomowen npedcmasumen Ha
npuUmedNcamensim Ha paspeuienue 3a ynompeoda, 8 KOAmo e NOCOYEHO, Ye CoWUAMm e 3ano3HAm C USUCKEAHUAMA KbM
JleKapcmeenume npooyKmu, KAKmo U ¢ NOCOYeHume 8 npoyedypama KOIuYecmad 3a mo3u 1eKapcmeeH npooyKm, KaKmo
U Ye e cvenaceH 1ekapcmeeHus npooykm oa 6voe ogepupar om yyacmuuka 6 npoyedypama. Kom dexiapayusama Ha
Kuesu Bwvaeapus EOO/ e npedcmaseno nwvinomowHo om Ynpasnseawusm oupekmop Ha Apotex FEurope B.V.,
Huoepnanous, npumedicamern Ha paspeuieHuemo 3a ynompeoa.

Ilpeosuod ecuuxo uznodceHo 00 myK, MOAsL 04 HU Npeocmagume OONbIHUMENIHA UH@DOPMAyUs U
00KA3amMeNCmaa (aKo e NPULOANCUMO), KaKea e npasrHama 8pv3ska, mecdy Apotex Europe B.V., Hudepaanous u Apotex
B.V., Huoepnanous.

C men 6e3CTIOpHO yCTaHOBSIBAHE CHOTBETCTBUETO HA YUYACTHUKA C M3MCKBAHUATA HA BBH3IOKHUTENSA, KOMHUCHSITA
u3cjenBa  MpeJCcTaBeHaTa  OT  ydYacTHHKA  KpaTKa  XapaKTepuCTHKa  Ha  JIGKAPCTBEHHS  MPOIYKT
(https://ec.europa.eu/health/documents/community-register/2019/20190513144901/anx_144901_bg.pdf) "
npenactaBeHara neknapanus oT Kwuesu bwnrapus EOOQO/], ymbeiaHOMOIIEH IpencTaBUTeNl Ha NPUTEXKATENAT Ha
paspenieHreTo 3a yrnorpeda, B KOSTO € IOCOUYESHO, Ue CHIIHAT € 3aTI03HAT C M3UCKBAaHUATA KbM JICKAPCTBEHUTE POIYKTH,
KaKTO U C IOCOYEHHTE B MPOIIEAypaTa KOITUIECTBA 32 TO3H JIEKAPCTBEH MPOYKT, KAKTO U Y€ € ChIIaceH JeKapCTBEHUST
OPOAYKT Ja ObJe odepupaH OT yyacTHHKA B mporenypara. OT M3BBPIICHHUs aHATU3 C€ YCTAaHOBH, Y€ B KpaTKaTa
XapaKTEepPUCTHKA 32 JIOKAJIEH MPEJICTaBUTENl Ha TPUTEKATENs Ha pa3penieHneTo 3a yrnorpeda 3a bhiarapus e mocodeH
Chiesi Bulgaria Ltd. Ten.: +359 29236524, u uMEHHO OT HETO € MpeJCTaBeHa M3KUCKyMeTa Jeknapauus. Komucusra
KaTo B3€ TPEABHJ, NAJCHOTO OT BB3JIOXKHUTENS passicHeHne No 1, myOnMKyBaHO B €JIEKTPOHHATA IIPENHCKa Ha
obmecTBenata mopbuka Ha 17.09.2019 r. (otroBop Ne 2) - "“Jlexnapayuume moeam da O6wvoam npeocmasenu om
onpedenenust om cvomseemunus Ilpumescamen na Paspewenuemo 3a ynompeba (IIPY), npeocmasumen no cmucvia na
yn. 26, ar. 2 om 3axona 3a nekapcmeenume npooykmu ¢ xymaunama meouyuna (3JIMXM). B mosu cayuaii credea oa
Ov0e npedcmaser OOKyMeHm, KOUmo yY00Cmoseps8a we npeodCcmasuius 0eKiapayusama e onpeoeiiet 3a npeocmasumer
Ha cvomeemnomo I[IPY na mepumopuama Penybnuxka bvieapus.”, KakTo W d9e OT TMpeAcTaBeHaTa KpaTka
XapakTepucTuKa O0e3cropHO ce ycTaHoBsBa, ye Kuesn boarapus EOO/] e ymbiHoMomen npencraButen Ha Apotex
B.V.; Keizersgracht 311Archimedesweg 2; 1016, EE Amsterdam; Hunepnanaus, KOWTO € NPUTESKATEIAT Ha
paspeuieHueTo 3a ynorpeda Ha JIEKapcTBEHHs MPOIYKT, C OrJIe] Ha KOETO JOIMYCKa YYAaCTHUKBT A0 OTBAPSHETO Ha
[IEHOBOTO MPE/JIOKEHUE 32 TO3H JIEKAPCTBEH MPOJIYKT.

3a BCHUYKH OCTaHAJIU JICKapCTBCHU INPOAYKTH, KOMHUCHUATA KOHCTAaTUpa, Y€ YYACTHUKDBT € HNPHUIIOXKHUI KbM
TCXHUYCCKOTO CH HNPCAJIOKCHHUEC H3UCKYCMHUTC ACKIApAllMM OT I[PUTCKATCIUTEC Ha pPa3pCHICHHUCTO 3a
ynOTpe6a/HpOI/13BO,I[I/IT€J'IHT Ha JICKApCTBCHUTC IMPOAYKTHU, Y€ Ca 3allO3HATHU C H3HUCKBAHUATA KbM JICKAPCTBCHUTC
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MPOAYKTH, KAKTO U C TIOCOYCHUTE B MPOIEAYypaTa KOJIMYESCTBA 3a JICKAPCTBEHUTE MPOJYKTH U CHIUAT OTroBaps Ha
00sIBEHHTE OT BB3JIOKUTENS YCIOBUS 32 M3IIBJIHEHHE HA MOPBhUKATa U CHIIUAT ce IOMycKa 0 OTBAapsIHE HA LIEHOBUTE
MPEIOKEHNS 32 TSX.
20. Pasrnexnane Ha TeXHHYecKoTO mperjoxeHue mpeacraeHo ot "AJITA ®APMACIOTUKBJIC"
EOO/] 3a 060co0eHa mo3unus Ne 2 1 MpoBepKa 3a CbOTBETCTBHETO MY € MPeABAPUTETHO 00SIBEHUTE YCJIOBUS B
ChOTBETCTBHE C WI. 56, a;1. 2 ot IITI30II;

Komucusita ycTaHOBH, Y€ yYaCTHUKBT € MOCOUMII BbB (hopmarta "TexHnUecKo mpeayiokeHue", ue npeajara
CIIETHUTE JIEKapPCTBEHU IPOTyKTH:

Jlexapcts  Mspka Kommaectso Ms
eHa /mg,tabl, THProBeko AKTUBHO px  OxonuarenHa Hamnuen
ATC INN thopma ml/ 3abenexka PY HAMMEHOBAHHE  BEIECTBO a OIaKOBKa B IJIC
LO1 concentrate for
BAO Methot mapentep solution for
1 rexate  amHa mg infusion Accord Healthcare Limited, O6equneno Kpaicrso
Ebewe Pharma METHOTREX
GmbH. N.fg. KG,, ATE 100 mg/ml - 10 Hamuuen
Ascrpust "EBEWE" ml mg 1 B IIJIC
LO01
XEO Sorafen nepopann Hannyen
5) ib aTBBEpOa Mg Bayer AG, I'epmanuss ~ Nexavar 200 mg 112 B IIJIC
LO1
XEO Lapatin mepopaia Novartis Europharm Hannuen
7 ib aTBbpaa Mg Limited, Upnanaus TYVERB 250 mg 140 B [IJIC
TYVERB 250 mg 84
LO01
XEO Nilotini nepopann Novartis Europharm Hannyen
8 b aTBBpIa Mg Limited, Upnanaus Tasigna 200 mg 28 B ITJIC
Hanuuen
Tasigna 150 mg 28 B [IJIC
LO01
XE1 Everoli nepopamn
0 mus aTBBpIa Mg 5 mg/10 mg KRKA, d.d., CoBenust
Mylan Ireland Limited, Upnanmus
Novartis Europharm Hanmaen
Limited, Upnanmus Afinitor 5 mg 30 B [IJIC
Hamnuen
Afinitor 10 mg 30 B IJIC
Teva B.V., Hunepnanaus
LO01
XE1 Pazopa mnepopain Novartis Europharm Hannyen
1 nib aTBepIa Mg Limited, Mpnanrmus VOTRIENT 400 mg 60 B IIJIC
Hamnuen
VOTRIENT 200 mg 30 B I[JIC
LO01
XE1 Ruxolit mnepopanx Novartis Europharm Hanuen
8 inib aTBRpIa Mg Limited, Mpnanaust Jakavi 5 mg 56 B IIJIC
LO1
XE2 Regora muepopama Hanuuen
1 fenib aTBBpOa Mg Bayer AG, I'epmanust ~ Stivarga 40 mg 3x28 B [UIC
LO01
XE2 Dabraf mnepopanx Novartis Europharm Hanmuen
3 enib aTBBpOa Mg Limited, Upnangust Tafinlar 75 mg 120 B IJIC
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LO1
XX1 Irinotec mapentep

9 an anHa mg
LO01

XX3 Bortez mnapenrep

2 omib anHa mg
L02

BBO Enzalut mnepopanu

4 amide atTBBpmAa Mg
L03  Lipedfi

AAl grasti  mapenrep

4 m anHa mg
L04

ADO Ciclosp mepopanu

1 orin aTBepma Mg
L04

ADO Ciclosp mepopanu

1 orin a TeyHa mg
V03

ACO Defero mapenrep

1 Xamine anHa mg
V03

ACO Deferas mnepopamu

3 irox aTBepIa Mg

Accord Healthcare Polska Sp. z.0.0., [Tormma

AxtaBuc EAJ], brarapus
Bynrepmen BE OO/JI,  Irinotecan
Bwirapus Bulgermed 20mg/ml-5ml - 1

MC ®apma AJl, bbarapus
Hosawmen Tpetiguar EOO/I, bbarapus

Yaiikadapma BucokokadectBenute sekapcta AJl, Beirapus

Accord Healthcare Limited, O6exuneno Kpancto
Actavis Group PTC ehf., Ucnannus

Alvogen IPCo S.ar.1, JIrokcemOypr

Heaton k.s., Yernka pemy6irka

Janssen-Cilag International N.V., benrus

Pharmazac S.A., I'spriust

Sandoz d.d., Bortezomib

CroBeHust Sandoz 35 mg 1
Bortezomib
Sandoz 35 mg 1

Tesa @apmacrotukbiic bviarapus EOO/I, bbirapus
®apmakonc AJl, beirapus

Yaiikadapma BucoxokauectBenure sexapcrsa AJl, beirapus

Astellas Pharma

Europe B.V.,
Hupepianaus Xtandi 40 mg 112
Xtandi 40 mg 112
TevaB.V., 1 pre-filled syringe
Hupepnau st Lonquex 6 mg/0,6 ml - with safety device
Novartis Pharma Sandimmun
GmbH, 'epmanus Neoral 25 mg 50
Sandimmun
Neoral 50 mg 50
Novartis Pharma Sandimmun 100 mg/ml - 50
GmbH, I'epmanus Neoral ml - 1
Novartis Pharma
GmbH, 'epmanus Desferal 500 mg 10
Novartis Europharm
Limited, Upnanmus Exjade 180 mg 30
Exjade 250 mg 28

Hanuuen
B [IJIC

Hanuuen
B IIJIC

Hanuuen
B IJIC
Hanuuen
B IJIC

Hamnyen
B IIJIC

Hanmuuen
B IJIC
Hamyen
B [JIC

Hanuyen
B [IJIC

Hamyen
B [JIC

Hanmuyen
B [1JIC

KBM TeXHHYECKOTO CH MMPEMIONKECHUC YYACTHUKDT € MPUIIOXKUIT USUCKYEMUTE JCKIIapallvi OT IMPUTCKATCIINTE

Ha pa3pCHICHUCTO 3a ynOTpe6a/Hp01/I3BO}_II/ITCJ'I$[T Ha JICKAPCTBCHUTC MPOAYKTH, Y€ Ca 3al103HATHU C U3UCKBAHUATA KbM

JICKAPCTBECHUTE MPOAYKTH, KAKTO U C ITIOCOUCHHUTE B IIpoUCaAYypaTa KOJIUYCCTBA 3a JICKAPCTBCHUTE IIPOJAYKTH.
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Cren xaTo pasrie/ia moapoOHO MPEACTABEHOTO OT YUYACTHHKA TEXHUYECKO MPEAJIOKEHUE U MPEACTABEHUTE KbM
HETO JOKYMEHTH, KOMUCHSATA YCTAHOBH, Y€ CHINUAT OTTOBAPS HA OOSBEHUTE OT BH3JIOKHUTENS YCIOBHS 32 U3ITBIIHEHUE
Ha MOpBYKATa M CHIIMAT CE JIOMyCKa 10 OTBapsiHE Ha IICHOBUTE MPEIOKECHHSA 32 BCHYKH MPEIIOKEHH OT HETO
JICKapPCTBEHU TPOAYKTH.
21. Pasriexxnane Ha TeXHHYeCKOTO mpenjoxkenue mpeacraBeno or "BYJITEPMEJl BE" OO/ 3a
000ocobena mo3unusi Ne 1 W mpoBepka 3a CHOTBETCTBHETO MY C MNpeIBAPUTEIHO O0SIBEHHTE YCIOBHSA B
ChOTBETCTBHE C WI. 56, aj1. 2 ot IIII30II;

Komucusita yctaHOBH, 4 YYAaCTHUKBT € TOCOYMI BBB (hopMata "TexHruecko mpeayoxeHue", ue npeaara

CIICTHUTE JICKAPCTBECHU MPOTYKTH:

JlexapctBena Mspka 3abemne Toproscko Kommuectso Ms  OxonuatenHa  Hammdgen B
ATC INN hopma Img,tablml/  sxka Py HaUMEHOBaHHE aKTUBHO BEIIECTBO  pKa  OIAKOBKa TIC
LO1C Paclita mapenTtepamx
D01 xel a mg Accord Healthcare Limited, O6exuneno Kpancto

Accord Healthcare Polska Sp. z.0.0., [Tomma
Ebewe Pharma GmbH. N.fg. KG,, ABcTpus

Axrasuc EAJI, bparapust
bynrepmen BE Paclitaxel Hannuern B
OO/, Brarapust Bulgermed 6mg/ml-50 ml - 1 IIC

Heo Bankanuka EOO/I, Bbirapust
®pesenuyc Kabu bearapus EOO/, bearapus

LO1C Doceta mapeHTepanH
D02 xel a mg Accord Healthcare Limited, O6eauneno Kpancto

Accord Healthcare S.L.U., Ucnianus

Actavis Group PTC ehf., Ucnanmus
AqVida GmbH, Docetaxel Hannyen B
I'epmanus AgqVida 20 mg/ml-4ml IVIC

Cipla (UK) Ltd., O6eauneno Kpanctso

'
-

Fresenius Kabi Oncology Plc., O6enuneno Kpancrtso
Hospira UK Ltd., O6eauneno Kpanctso
KRKA, d.d., CiioBenus

Hosawmen Tpeiiguar EOO/I, brirapust

L01X Oxalip mnapenrepamn
A03 latin a mg Accord Healthcare Limited, O6exuaeno Kpancto

Accord Healthcare Polska Sp. z.0.0., [Tomma
Actavis Group PTC ehf., Ucnanmus
AqVida GmbH, I'epmanus

Bynrepmen BE Oxaliplatin Hannuen B

OO/, brarapus Bulgermed VE 5 mg/ml - 20 mi - 1 IVIC
Oxaliplatin Hannuen B
Bulgermed VE 5 mg/ml - 40 mi - 1 IIC

MC ®apma AJl, bearapus

Yaiikadapma BucokokauectBenute nekapcrtsa AJl, brirapus

KBM TeXHHYECKOTO CH MMPEMIOKECHUC YYACTHUKDT € MPUIIOXKUIT USUCKYEMUTE JCKIIapallvi OT MPUTEKATCIINTE
Ha pa3pCHICHUCTO 3a yrIOTpC6a/Hp01/I3BO}_'[I/ITeJ'I$[T Ha JICKAPCTBCHUTC MPOAYKTH, Y€ Ca 3al103HATHU C U3UCKBAHUATA KbM
JICKAPCTBECHUTE MPOAYKTH, KAKTO U C ITIOCOUCHHUTE B IIpoLU€aAypaTa KOJIMYCCTBA 3a JICKAPCTBECHUTE IIPOJAYKTH.

CJ'IC,Z[ KaTo pasricaa HO}_'[pO6HO NpEACTABCHOTO OT YHYaCTHHUKA TCXHUYCCKO NPCAJIOKCHNUEC U TPCACTABCHUTC KbM
HEro JOKyMCHTHU, KOMUCHUATA YCTAHOBHU, Y€ CHIIUAT OTrOBaps Ha O00SIBEHUTE OT BBH3IIOKUTEIS YCJI0BUA 3a U3IIBJIHCHUC
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Ha TIOpBYKAaTa M CHIIUAT C€ JOMYyCKa IO OTBapsiHE Ha IICHOBHUTE IMPEJIOKEHHS 32 BCUYKH NPENIOKEHH OT HETO
JIEKapCTBEHU MPOIYKTH.
22. Pa3srnexnane Ha TeXHH4YeCKOTO mpensioxeHue mpencraseno ot "BYJII'EPMEJl BE" OO/l 3a
000cobeHa mo3unmsA Ne 2 MpoBepKa 3a CbOTBETCTBHETO MY € NPeABAPUTEIHO 00SIBEHUTE YCJIOBUS B CbOTBETCTBHE
¢ wI. 56, axn. 2 ot III30II,

KomucunsTa ycTaHOBH, 4e YYACTHUKBT € MOCOYmI BbB opMmaTa "TexHu4IecKo mpeliokeHue”, ue npeanara
CIICIHUTE JICKAPCTBEHU MPOAYKTH:

LO1X Irinote mapenTepanu

X19 can a mg Accord Healthcare Polska Sp. z.0.0., [Tomma
Axrasuc EAJ], brirapus
Bynrepmen BE Irinotecan Hannuen B
OO/, Brarapus Bulgermed 20 mg/ml - 5 ml - 1 TIC

MC ®apma AJl, bearapus
Hosamen Tpeiiauar EOO/I, bbarapus

Yatixadapma BucoxokauecrBenure nexapcrsa AJl, boarapus

KbM TeXHHUECKOTO cH MpeAoKeHNe YYaCTHUKBT € MPHIIOKUI U3UCKYEMHUTE JIEeKJIapaluy OT IPUTEKaTEINTe
Ha pa3pelIeHHEeTo 3a ynoTpeOa/MpOU3BOAUTENAT HA JEKAPCTBEHUTE POAYKTH, Y€ ca 3all03HATH C U3HCKBAHUATA KbM
JIEKapCTBEHUTE MPOIYKTH, KAaKTO U C IOCOUEHUTE B MPOLEAypaTa KOJIUIECTBa 3a JIGKAPCTBEHUTE MPOAYKTH.

Cnen xato pasriena moxpoOHO MPEACTaBEHOTO OT yUaCTHUKA TEXHUUYECKO IPEUIOKEHUE U IPEICTABEHUTE KbM
HEro JI0OKYMEHTH, KOMUCHSTA YCTAaHOBH, Y€ CHIIUAT OTroBapsl Ha OOSIBEHUTE OT BB3JI0XKUTEIIS YCIOBUS 32 U3IbIHEHUE
Ha TMOphYKaTa M CHUIMAT C€ JOMyCKa JI0 OTBapsiHE Ha IIEHOBUTE MPEUIOKEHHUS 32 BCHUUKHM MPEAJIOKEHH OT HETO
JIEKapCTBEHU MPOIYKTH.
23. Pa3srnexnane Ha TeXHH4YeCKOTO mpensioxenue npeacrapeHo or "®APMHET" EA/l 3a o6ocoGena
no3unus Ne 1 npoBepka 3a cbOTBETCTBHETO MY € IPeIBAPUTETHO 00IBEHUTE YCJIOBHSA B ChOTBETCTBHE € YJ1. 56,
aJj. 2 or IIII30IT,;

Komucusita ycTaHOBH, 4e YYaCTHUKBT € MOco4ri BbB popmaTa "TexHudecko nmpeanoxenue', ue mpesara

CIIETHUTE JIEKaPCTBEHU MPOTYKTH:

Novartis
B02 nepopan Europharm Hannue
BX Ha Limited, m HB
05  Eltrombopag TBBpAA Mg Wpnauust REVOLADE 25 g 28 T1JIC
m
REVOLADE 50 g 28
HO1 Powder and solvent Hanmue
CB mapeHTe for suspension for Novartis Pharma  Sandostatin m HB
02  Octreotide paiHa mg injection GmbH, I'epmanns  LAR 30 g 1 TIC
Hanuue
Sandostatin m HB
LAR 20 g 1 IIC
J06  Immunoglobulins,
BA  normal human, for mapeHTe
02 intravascular adm. paiHa mg 50 mg/ml Biotest Pharma GmbH, T'epmanus
BYJI BUO- IMMUNOVEN Hannue
HIBIIb EOO/I, IN-INTACT 50 mg/ml-5 m HB
Boirapust 5% IgG ml g 10 TIC
LO1
BB TapeHTe
06  Clofarabine panHa mg Alvogen Malta Operations (ROW) Ltd., Manra
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Genzyme Europe Hamiue

B.V.,, 1mg/ml-20 m HB
Hupepnanaus EVOLTRA ml g 1 IUIC
LO1 mepopan Hannue
BC Ha Les Laboratoires 15 mg/6,14 HB
59  Trifluridine/Tipiracil TBBpHa  tabl 15 mg/6,14 mg Servier, ®panuus  Lonsurf mg - 20 IJIC
Hanuue
15 mg/6.14 HB
Lonsurf mg - 60 IIC
LO1 nepopain Hamnue
BC Ha Les Laboratoires 20 mg/8,19 HB
59  Trifluridine/Tipiracil TBhpaa  tabl 20 mg/8,19 mg Servier, ®panuus  Lonsurf mg - 20 IUIC
Hamuge
20 mg/8.19 HB
Lonsurf mg - 60 IUIC
LO1 Hannue
CD TIapeHTe Sanofi-Aventis m HB
04  Cabazitaxel panHa mg Groupe, ®pannust ~ Jevtana 60 g 1 IIC
LO1 Hamnue
DB napexTe Pfizer Europe MA m HB
06 Idarubicin panHa mg EEIG, Benrus ZAVEDOS 10 g 1 IIC
Hamuue
m HB
ZAVEDOS 5) g 1 [JIC
LO1 Hannue
DB MapeHTe Les Laboratoires m HB
11  Pixantrone paiHa mg Servier, ®panmust  Pixuvri 29 g lvial TJIC
LO1 Hamuue
XC napeHTe Takeda Pharma m HB
12 Brentuximab vedotin panHa mg A/S, Nanus Adcetris 50 g 1lvial IIC
L01 Merck Sharp & Hannue
XC TapeHTe Dohme B.V., 25mg/ml-4 m HB
18  Pembrolizumab paiHa mg Hunepnaugus Keytruda ml g 1 IVIC
Hanuue
m HB
Keytruda 50 g 1 IJIC
LO1 Hamnue
XC mapexTe Pfizer Europe MA m HB
26  Inotuzumab ozogamicin  panna mg EEIG, Benrus BESPONSA 1 g 1lvial IIC

[To oTHOLIEHNE Ha CIIETHUTE JIEKAPCTBEHHU MPOIYKTH:

LO1BC59, Trifluridine/Tipiracil, mepopanna TBbpaa, tabL.15 mg/6,14 mg, ¢ TIPY Les Laboratoires Servier,
Opannus, ¢ TBpropeko HanmenoBanue LonsurflS mg/6,14 mg;

LO1BC59, Trifluridine/Tipiracil, nepopanna TBbpaa, tabl. 20 mg/8,19 mg, c IIPY Les Laboratoires
Servier, ®@paniusi, ¢ Thpropeko HanmenoBanue Lonsurf 20 mg/8,19 mg;

L01DBO06, Idarubicin, mapenrtepanna, mg, ¢ [IPY Pfizer Europe MA EEIG, benrus, ¢ ThproBcko HaMMeHOBaHHUE
ZAVEDQOS;

L01XC18, Pembrolizumab, napentepaina, mg, ¢ [IPY Merck Sharp & Dohme B.V., Hunepnanmus, c
TBHProBcko HauMeHoBaHue Keytruda;

KOMHCHSITA YCTaHOBH, Y€ B TEXHHYECKOTO NPEJIOKEHHE Ha YYACTHHKHT HE ca TPEJCTABEHU KPaTKU
XapaKTepUCTUKU Ha IIOCOUYEHUTE IO-TOPE JIEKAPCTBEHH NPOIyKTH. ChIIIacCHO MPEABAPUTEIHO OOSBEHHUTE YCIOBHS Ha
npolenypara, KbM TEXHHYECKOTO CH MPEAJIOKEHNE YYACTHULUTE CIIe/IBa J1a I0COYaT EJIEKTPOHEH aJIpec, Ha KOUTO €
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JOCTBIIHA KpaTKaTa XapaKTepUCTHKAa Ha CHOTBETHHS JIEKAPCTBEH IPOAYKT, HPEABHJ KOETO HEMOCOYBAHETO Ha
€JIEKTPOHEH aJipec ce sBsABA HEMIBJIHOTA Ha MpeJcTaBeHara odepra.

[IpenBua N3MOKEHOTO 10 TYK, YYACTHUKBT ClieBa 1a Ob/Ie OTCTPaHEH OT IpoIlelypaTa 3a Te3U JeKapCTBEHU
NPOAYKTH, C OrJie]l Ha KOETO KOMHCHSATA TpeAsiara Ha BBh3IOKUTENs, ChUIMAT a ObJie OTCTPaHEH OT MpoleaypaTa Ha
ocroBanue wi. 107, 1. 2, 6yksa "a" ot 30II 3a Te3u JIeKapCTBEHH MPOIYKTH, Thil KATO HE OTrOBaps Ha MPEIBAPUTEITHO
00sIBEeHNTE YCIIOBUS 32 U3ITBIIHEHNE HA TIOPbYKATa.

3a BCHYKM OCTaHalMl JIGKAPCTBEHH HPOIYKTH, KOMHCHSATa KOHCTaTUPA, Y€ YYACTHUKBT € MPHIOKHI KbM
TEXHHMYECKOTO CH TpPEeNIOKEHHE M3UCKyeMHTE JCKIapallii OT TNpPUTEeKaTelnTe Ha pa3pelieHueTo 3a
yrnoTpe6a/MpON3BOAUTENAT Ha JIEKAPCTBEHUTE IMPOAYKTH, Y€ Ca 3alo3HaTh C HM3MCKBAHUATA KbM JIEKAPCTBEHUTE
MPOAYKTH, KAKTO U C MOCOYEHUTE B IMPOLEAYypaTa KOIMYECTBA 32 JEKAPCTBEHUTE MPOIYKTH M CHITUAT OTroBaps Ha
00sIBEHHTE OT BB3JIOKUTENS YCIOBUS 3a M3ITBIHEHNE HA MOPBhUYKaTa M CHIIHAT CE JOMYCKa JI0 OTBApsSHE Ha IIEHOBUTE
NPEISIOKEHHUS 32 TAX.

24, Pasriexxnane Ha TeXHHYeCKOTO mpeasoxkeHue mpeacraBeHo or "®APMHET" EAJl 3a o06ocobeHa
no3uums Ne 2 ¥ NMpoBepKa 3a CbOTBETCTBHETO MY € NPeABAPUTETHO 00SIBEHHTE YCJIO0BUS B CHOTBETCTBHE € I
56, ax. 2 ot IITI30IT;

Komucusra yctaHOBH, Ye YYaCTHHKBT € MOCOYMI BBB (opmaTa "TexHHdecKo mpemiokeHue", ue mpejara

CIICJIHUTE JICKAPCTBEHU MPOAYKTH:

Msipka Tobproecko
Jlekapctee /mg,tabl, 3aGene "HauMmeHoBann KomuuecTtBo aktuBHO Msi Oxonuaren  Hanuuen
ATC INN Ha gopma  ml/ KKa Py © BELIECTBO pka Ha omakoBka B IIJIC
LO1
XEO MepOpaIH Pfizer Europe MA EEIG, Hannyen
4 Sunitinib aTBBEpIa Mg benrus Sutent 50 mg 30 B IIJIC
Hanuuen
Sutent 25 mg 30 B [UIC
Hamnuen
Sutent 12.5 mg 30 B IUIC
LO1
XEO TepopaH Hanuuen
5) Sorafenib aTBBpOa Mg Bayer AG, T'epmanust Nexavar 200 mg 112 B IIJIC
LO1
XEO TIepopaH Novartis Europharm Hammaen
7 Lapatinib aTBhpOa Mg Limited, Upnauaust TYVERB 250 mg 140 B [IJIC
TYVERB 250 mg 84
LO1
XEO TIepOpaITH Novartis Europharm Hamuen
8 Nilotinib aTBbpOa Mg Limited, Upnanaus Tasigna 200 mg 28 B [IJIC
Hamyen
Tasigna 150 mg 28 B [JIC
LO1
XEO napeHrepa Pfizer Europe MA EEIG, 30 mg (concentrate: 1vial +1 Hannyen
9 Temsirolimus  nHa mg Benrus TORISEL 1.2 ml; diluent: 1.8) - vial B IIJIC
LO1
XE1 TepopaH Novartis Europharm Hannuen
1 Pazopanib aTBBpOa Mg Limited, pnauaust VOTRIENT 400 mg 60 B IIJIC
Hamnuen
VOTRIENT 200 mg 30 B I1JIC
LO1
XE1 HepopatH Genzyme Europe B.V., Hanmaen
2 Vandetanib aTBBRpAa MQ Hunepnaumus Caprelsa 300 mg 30 B [UIC
Hanmnuen
Caprelsa 100 mg 30 B IIJIC
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LO1
XE1

LO1
XE1

LO01
XE1

LO1
XE2

LO01
XE2

LO1
XE3

LO1
XX4

LO1
XX4

LO1
XX5

LO1
XX5

LO03
AXO0
3

Afatinib

Bosutinib

Ruxolitinib

Regorafenib

Dabrafenib

Osimertinib

Aflibercept

Olaparib

Ixazomib

venetoclax

Mycobacteriu
m bovis BCG

HepopaH
a TBBpJA

MepopaH
a TBBpIa

NepopaH
a TBBpZA

HepopaH
a TBbpJA

TepopaH
a TBBpZA

TIepopaH
a TBbpJA

napeHrepa
JHA

TepopaH
a TBBpZA

TIepopaH
a TBBpJa

TepopaTH
a TBBpZA

HWHTpaKaB
HTalHa

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

Capsul
e, hard

Boehringer Ingelheim
International GmbH,
T'epmanus

Pfizer Europe MA EEIG,
benrus

Novartis Europharm
Limited, Upnangus

Bayer AG, I'epmanus

Novartis Europharm

Limited, Upmangust

AstraZeneca AB, lIserus

Sanofi-Aventis Groupe,
OpanHuys

AstraZeneca AB, IlIBerus

Takeda Pharma A/S, lanus

AbbVie Deutschland GmbH
& Co. KG, T'epmanms

bYJI BUO-HI3IIb EOOJ,
Bwirapus

Giotrif 40
Giotrif 30
Bosulif 500
Bosulif 100
Jakavi 5
Stivarga 40
Tafinlar 75
Tagrisso 80
Tagrisso 40
Zaltrap

Zaltrap

Lynparza 50

Ninlaro 4
Ninlaro 3
Ninlaro 2.3

Venclyxto 100
Venclyxto 50
Venclyxto 100
Venclyxto 10

Venclyxto 100

CALGEVAX 11.25mg

CALGEVAX 11.25 mg

25 mg/ml - 8 ml

25 mg/ml - 4 ml

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg

mg
mg

mg

mg
mg
mg
mg

mg

Hanuuen
28 B [IJIC
Hamuyen
28 B ITJIC
Hanuuen
28 B [JIC
Hamuyen
28 B [IJIC
Hanuuen
56 B [TJIC
Hamuyen
3x28 B [IJIC
Hanuuen
120 B ITJIC
Hamuyen
28 B [IJIC
Hamuyen
28 B IJIC
Hanuuen
1 B [JIC
Hamuyen
1 B [IJIC
Hanuuen
4x112 B IJIC
Hamnyen
3 B [IJIC
Hanuyen
3 B [JIC
Hanmuuen
3 B [IJIC
Hanmuuen
112 (4x28) BILIC
7 (7X1)
14 (7x2)
14 (7x2)
7 (7x1)
Hanmuen
4 B [IJIC
10
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LO3

AX1 napeHTepa Genzyme Europe B.V., Hanuuen

6 Plerixafor JHA mg Hupepnanaust Mozobil 20 mg/ml - 1,2 ml mg 1 B [IJIC

L04

ADO HepopatH Novartis Pharma GmbH, Sandimmun Hammaen

1 Ciclosporin aTBBEpIa Mg I'epmanus Neoral 25 mg 50 B IJIC
Sandimmun Haimuen
Neoral 50 mg 50 B IIJIC

L04

ADO TIepopaH Novartis Pharma GmbH, Sandimmun Hammaen

1 Ciclosporin a TeuHa mg T'epmanus Neoral 100 mg/ml - 50 ml - 1 B IJIC

NO02

ABO TepopaH Anmpxernnan Papma mc Hanuuen

3] Fentanyl aTBBEpIa Mg boearapus EOO/I, Bearapuss  Vellofent 133 mcg g 4 B IIJIC

NO02

AXO0 mapeHTepa Stada Arzneimittel AG, TRAMADOL Hammaen

2 Tramadol JIHA mg T'epmanust STADA 50 mg/ml - 2 ml mg 5 B IJIC

Codapma AJl, brirapus

NO02

AX0 NIePOPAITH Stada Arzneimittel AG, TRAMADOL Hannuen
2 Tramadol aTBbpOa Mg T'epmanus STADA 50 mg 30 B [IJIC

Codapma AJl, Brirapus

V03

ACO mapeHTepa Novartis Pharma GmbH, Hannuen
1 Deferoxamine sna mg T'epmanus Desferal 500 mg 10 B IIJIC
V03

ACO MepOopaIH Novartis Europharm Hannyen
3] Deferasirox aTBBRpIa Mg Limited, pmaumust Exjade 180 mg 30 B [JIC

Exjade 250 mg 28

KBM TEeXHHUYECKOTO CH MPEAJIOKEHNE YUYACTHUKBT € MPHUIIOKHII U3UCKYEMHUTE JEKIapaluy OT MPUTEKATEIINTE
Ha pa3pelIeHneTo 3a ynorpeda/Mpou3BOAUTEIST HA JIEKAPCTBEHUTE MPOAYKTH, Y€ ca 3all03HATH C M3UCKBaHUTA KbM
JIEKapCTBEHUTE MPOLYKTH, KAKTO U C IIOCOYEHUTE B POLIEAypaTa KOJIMUECTBA 32 JIEKAPCTBEHUTE MPOIYKTH.

Cren kato pasriieia moipoOHO NPEeACTaBeHOTO OT YYaCTHUKA TEXHUUYECKO MIPEIOKEHHUE U IPEJICTABEHUTE KbM
HETO JIOKYMEHTH, KOMUCHSATA YCTAHOBH, Y€ CBHIIUAT OTroBapsi Ha 00SBEHUTE OT BBH3IOKUTENS YCIOBHS 32 M3ITBIIHEHHE
Ha TOpBYKATa W CHUIMAT C€ AOIMYCKa A0 OTBapsHE Ha IICHOBHTE NPEAJIOKEHHUS 332 BCUUKH INPEIJIOKEHU OT HETO
JIEKapCTBEHU MPOAYKTH.
25. Pasrnexnane Ha TexHHMYecKOTO mpemioxenue npeacraseno or '"POII BBJATAPUA" EOO/J 3a
00ocobena mo3unmsa Ne 2 M NpoBepKa 3a CHOTBETCTBHETO MY C IPEeABAPHTEIHO OOSIBEHMTE YCJIOBHS B
CbOTBETCTBHE € 4. 56, aj1. 2 ot IIII30II;

Komucusra yctaHOBH, Y€ yY4aCTHHKBT € MOCOYMI BBB (opMmaTa "TexHHUYecKo mpemiokeHue', ue mpejiara
CIIETHUTE JIEKApPCTBEHU MPOTyKTH:

JlexapctBen ~ Msipka 3aben Tbproscko Konnuectso Ms  Oxonuarenna Hamnuen
ATC INN a opma /mg,tabl,ml/  exxa PV HANMEHOBAHHE  AKTHBHO BEIIECTBO KA  ONAKOBKa B ITJIC
LO1X Vemura mepopanua Roche Registration Hanuuen
E15  fenib TBBpAA mg GmbH, I'epmanus ZELBORAF 240 mg 56 B ITJIC
L01X alectini mepopamna Roche Registration Hannuen
E36 b TBBpIA mg GmbH, I'epmanus Alecensa 150 mg 224 B [IJIC
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LO1X Vismod mnepopanna Roche Registration Hamnaen
X43  egib TBBpAA mg GmbH, I'epmanus Erivedge 150 mg 28 B [IJIC

KbM TEeXHHYECKOTO cH MpEeAyoKEeHNE YYACTHUKBT € MPIIIOKHUI N3NCKYEMHUTE IEKIIapalui OT IPUTEKATEIUTE
Ha pa3pelleHUETO 3a yIoTpeOa/IPOU3BOIUTEIIAT HA JIEKAPCTBCHUTE MPOIYKTH, Y€ ¢a 3all03HATH C U3UCKBAHUATA KbM
JIEKapCTBEHUTE MPOIYKTH, KAKTO M C IOCOUYEHUTE B MPOIEAypaTa KOINIECTBA 3a JIEKAPCTBEHUTE IPOAYKTH.

Crnen xato pasrie/a moapoOHO MPEACTaABEHOTO OT YUYACTHHKA TEXHUYECKO MPEJIOKEHUE U MPEACTABEHUTE KbM
HETO JOKYMEHTH, KOMUCHSTA YCTAHOBH, Y€ ChINUAT OTTOBAPS HA OOSBEHUTE OT BH3JIOXKHUTENS YCIOBHS 32 U3ITBIIHEHUES
Ha TOpBYKATa W CHIIMAT CE JOIMYyCKa 10 OTBapsHEe Ha IIEHOBUTE MPEIIOKEHHS 32 BCHYKH NPEUIOKEHH OT HETO
JICKapPCTBEHU TPOAYKTH.
26. Pa3riie:kaaHe Ha TeXHHYECKOTO Npeioxkenne npeactasero ot " HOBAMEJ TPEMIHUHI" EOO/I
3a o0ocobeHa mo3unmsa Ne 1 W mMpoBepka 3a CHOTBETCTBMETO MY C NpeIBAPUTEJHO O0sIBEeHHUTEe YCIOBHSI B
ChOTBETCTBHE C WI. 56, aj1. 2 ot IITI30II;

Kowmucusita ycraHoBH, 9e y9acTHHUKBT € IMOCOYMI BBB (opmaTa "TexHudecko mpeaniokeHue'", ue mpeara
CIICTHUTE JICKAPCTBECHU MPOTYKTH:

JlekapctBen ~ Msipka 3abene Tbproecko Konnuectso Ms  Oxonuarenna  Hamuyen
ATC INN a popma /mg,tabl,ml/  >xka Py HAMMEHOBAaHHE  AKTUBHO BELIECTBO  pKa  ONAKOBKA B IJIC
LO1B Pemetr mapenTepan
A04  exed Ha mg Accord Healthcare Limited, O6enuueno Kpanctso

Accord Healthcare S.L.U., Ucnianus
Actavis Group PTC ehf., Ucnauust
Alvogen IPCo S.ar.], JTrokcemOypr

Eli Lilly Nederland B.V, Hunepnaumus
Heaton k.s., Yemka pemry6imka

Sandoz GmbH, ABctpust

Hosamen Tpeliauar Pemetrexed Hanmnuen
EOOJ, Beirapus Novamed 500 mg 1 B ITJIC
Pemetrexed Hanmmuen
Novamed 100 mg 1 B IJIC
LO1C Doceta mapentepant
D02  xel Ha mg Accord Healthcare Limited, O6exureno Kpaicrso

Accord Healthcare S.L.U., Ucnanus

Actavis Group PTC ehf., Ucnanmus

AqVida GmbH, I'epmanus

Cipla (UK) Ltd., O6equneno Kpanctso

Fresenius Kabi Oncology Plc., O6exuneno Kpaictso
Hospira UK Ltd., O6enurerno Kpanctso

KRKA, d.d., CnoBenust

Hosamen Tpeiiaunr Docetaxel Hamuen

EOO/, benrapus Novamed 20 mg/ml - 8 mi - 1 B IJIC
Docetaxel Hanmmuen
Novamed 20 mg/ml - 4 mi - 1 B IIJIC

KBM TeXHHYECKOTO cH MMPEAIONKECHUC YYACTHUKDT € NPHUIIOXKUIT U3UCKYEMUTE JCKIIapalluu OT NPUTECKATCIIUTE
Ha pa3pCHICHUCTO 3a yrIOTpC6a/Hp0H3BOI[I/ITCJ'IHT Ha JICKAPCTBCHUTC IMMPOAYKTH, Y€ Ca 3alIO3HATH C U3HMCKBAHUATA KbM
JICKAPCTBECHUTE MPOAYKTH, KAKTO U C ITIOCOUCHHUTE B IIpoUCaAypaTa KOJINYCCTBA 3a JICKAPCTBCHUTE IIPOJAYKTH.

CJ'IC,Z[ KaTo pasricaa HO}_'[pO6H0 MNpEACTABCHOTO OT YHYaCTHHUKA TCXHUYCCKO MPCAJIOKCHNUEC U TPCACTABCHUTC KbM
HETro0 JOKYMEHTHU, KOMUCHATA YCTAHOBU, Y€ CHUIMAT OTroBaps Ha 00SIBEHHUTE OT BH3JIOKUTEIS YCJIOBHA 3a U3IIBJIIHCHUEC
Ha mopbyKaTa U ChbIIUAT CE€ AOITYCKa OO0 OTBApsAHE Ha HEHOBUTC MPCAJIONKCHHA 3a BCHYKU IPEIIIONKEHU OT HETO
JICKApPCTBCHU IMPOAYKTH.
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27. PasriiekIane HA TEXHHYECKOTO NpeIoikenne npeacraseno or "HOBAME] TPEMJUHI" EOO/
3a o0ocobeHa mo3unmsa Ne 2 W NMpPOBepKa 3a CHOTBETCTBMETO MY C NpeIBAPUTEJHO O0sIBeHHUTEe YCIOBHSI B
ChOTBETCTBHE C WI. 56, a;1. 2 ot IITI30II;

Komucusra yctaHOBH, Ye YYaCTHHKBT € MOCOYMI BbB (opMmaTa "TeXHHYECKO MpeiokKeHue", ue mpejyiara
CJICJTHUTE JICKAPCTBEHU MPOAYKTH:

JlexapctBeH ~ Mspka 3abene Toproscko Kommuectso Ms  Oxonuarenna Hammden
ATC INN  adopma /mg,tabl,ml/  sxka Py HaUMEHOBaHHUE AKTUBHO BEIIECTBO ~ PKa  ONAKOBKA B I1JIC
L01X Irinot mapenTepan
X19 ecan Ha mg Accord Healthcare Polska Sp. z.0.0., [Tormma

Axrasuc EAJI, bbarapus
Bynrepmen BE OO/], bbarapust

MC ®apma AJl, bbarapust
Hosamen Tpeliaunr IRINOTECAN Hanmnuen
EOO/, bwirapus NOVAMED 20 mg/ml-5 ml - 1 B IIJIC

Yaiikadapma BucokokadectBenute ekapctsa AJl, Beirapus

KBM TeXHHUECKOTO CH NMPEUIOKEHUE YIACTHUKBT € MPUIIOKII U3UCKYEMHUTE AEKIapaluy OT MPUTEKATEIUTE
Ha Pa3peleHUEeTo 3a ynoTpeda/MpoU3BOAUTEIIAT Ha JIEKaPCTBEHUTE MPOAYKTH, Y€ Ca 3all03HATH C M3UCKBAHUITA KbM
JIEKapCTBEHUTE MPOILYKTH, KAKTO M C IIOCOYCHUTE B MPOLEAypaTa KOINIECTBA 32 JIEKAPCTBEHUTE MPOIYKTH.

Cren xato pasriiesa moapoOHO NPEACTaBeHOTO OT YYaCTHUKA TEXHUYECKO MIPEIOKCHHUE U IPEICTABEHUTE KbM
HEro JOKYMCHTHU, KOMUCHATA YCTAHOBU, Y€ CHIIUAT OTIrOBaps Ha O6HB€HI/ITC OT BB3JIOXKUTECIIA YCJIOBUSA 3a UBIIBJIHCHHUC
Ha OopbyYKaTa M ChbIIUAT CC€ AOITYCKa OO0 OTBApsAHE Ha HCHOBUTC MPCAJIONKCHHSA 3a BCHYKU IMPECIJIOKCHU OT HETO
JIEKapCTBEHU MPOIYKTH.

C u3BBpIIBAaHE HA TOPHHUTE ACHCTBHA paboTaTa Ha KoMUcHATa NpukiIoun Ha 21.01.2020 r. B m3nbenneHne Ha
pasmopenbara Ha wi. 57, an. 3 ot IIII30I1, Komucusita 06sBu Ha 17.01.2020 r., upe3 crobmenne B [Ipoduna Ha
KyIlyBaua, 4ye OTBApsHETO Ha IICHOBHUTE MPEAJI0KEHUS Ha JOMYCHATUTE yYacTHUIIHM 11e ce nmposeae Ha 22.01.2020 r. ot
15:00 gaca B crpagara Ha MUHHCTEPCTBO Ha 37paBeomnasBanero, rp. Codus, . ,,CBera Hemensa“ Ne 5. CpoOieHueTo
3a OTBapsiHE Ha LIEHOBUTE NPEAIOKEHuUs Oelle u3npareHo, upe3 EnekrpoHHaTa cucTeMa Ha yYaCTHULMTE, KaKTo U Oerie
nyonukyBaHo Ha 17.01.2020 r. B eneKkTpoHHaTa Npenrcka Ha oOlIecTBEHAaTa MOpPHUYKA Ha CIEAHUAT alpec:
https://www.mh.government.bg/bg/profil-na-kupuvacha/ramkovi-sporazumeniya-copsz/ramkovo-sporazumenie-
procurment-1/

III. ITy0nu4HO 3acenaHue 3a OTBapsiHe HA LIEHOBU NPeIJI0OKeHUs!

Ha 22.01.2020 r. ot 15:00 4aca ce npoBe/ie myOJUYHO 3acelaHue Ha KOMUCHS, Ha3Ha4YeHa cbe 3amnoses Ne PJI-
11-446/08.11.2019 r. (u3Mm. cwvc 3amosen Ne PJI-11-11/09.01.2020 r. u 3amosen Ne PJI-11-55/05.02.2020 r.) Ha
MHUHHCTBpPA Ha 3/IpaBEONa3BaAHETO B ChCTAB:

IIpencenarean:

1. Pymsna CraBpeBa, IbpkaBeH eKcrepT B Aupekius ,,OI1;

YneHose:

. bunsna Kviesa, rmasen excriept B aupekuus ,,OI1;

. Kpuctuna KocToBa, riaBeH IOpuCKOHCYNT B AupeKus ,,OI1%;

. Koncrantunoc fArnuc, nppxaBeH excrnept B qupexims "OI1";

. d-p Henu Tapuncka — Hauanuuk otaen , JIII";

. -p Cetnana PaifueBa — mbpkaBeH ekcnept B oTaen ,,JII1;

. Mar. ®apm. Opnua Henes — appkaBeH eKcriepT B oTaen ,,JII1*;

. Mar. ®apwm. Tans I'eprunoBa — riiaBeH excnept B otaen ,, JIIT*;

. Mar. ®apwm. l[perennna [lomoBa — crapmm ekcriepT B oten ,,JITT

O 00 3 &N L & W N

Hopazm IMMOJI3BAHC Ha IUJIATCH TOAWMICH OTIYCK OT PCAOBHHA YJICH HAa KOMUCHATA O-p Henn TapI/IHCKa -
Ha4YaJIHUK OTACI ,,.HH", Ha HY6J'II/I‘1HOTO 3accaaHuec, CbliaTa Oellie 3aMeHEHA C PE3CPBHUA YJICH Ha KOMUCHATA Enena
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laBpuioBa, rnaBeH ekcrepT B qupeknus ,,OI1". Cnen 3amo3HaBaHe ChC CHHCHKA C YYaCTHUIIUTE B OOIICCTBEHATa
MOpbhYKa U MPEIN pasriekaane Ha JoKyMeHTuTe 1o ui. 39, an. 2 ot 3011, Enena ["aBpunoBa noanuca aexiaapaus mo
. 103, an. 2 ot 30I1 11 un. 51, an. 13 ot IIII3OI1.

Ha ocHoBanme 4. 57, an. 3, BB Bpb3Ka ¢ @wi. 54, ann. 1 ot [III3011, mpu myOarmaauTe NeHCTBUS HA KOMUCHUSTA
MIPUCHCTBAXa CIECTHUTE MPEACTABUTEIN Ha yYACTHULIUTE:

1. Esrenm Yanos, ymeiaHoMotieH npeacraButen Ha "ObOHUKC OPAPMA" EOO/I;
Hanunena Huxonosa, ynmenaomoieH npencrauten Ha "ObOHUKC ODAPMA" EOO/;
3opuauna PomoBa, yneiHomotieH npeactasuren Ha "[IPO @APMALIA" EOO/;

Jlmmms [lamsHOBA, yremHOMOIIEH npeactaButen Ha "[[PO DAPMALUA" EOO/;
Cgetnana Tep3uaHoBa, yirsaHoMoleH npeactasuten Ha "OAPMHET" EA;
Mapraputa I'eopruesa, ynbiHomomen npeacrasuten #a "COPAPMA TPEMJIMHI™ AJl;
Bbopucnas Hakos, yneiaHomoriex npeactaButen Ha HOBAME]] TPEI;'II[I/IHF EOO[J;
I'eopru [lenues, ynbanomoriueH npeacrasuren Ha "COJIOME/]" EOO/;
Tuxomup MBanos, ymeraOMoIeH npencrasuten Ha "BYJI'EPME]] BE" OO/I;
. Becka Konesa, ynbnnomorer npencrasuren Ha "AJITA ®DAPMACIOTUKBJIC" EOO/;
. CeBnanun Munues, ynsiHomoleH npeacrasuren Ha JJAHCOH BI' OO/;
. Jnana I'omxesa, ynmeiaaomonieH npeacrasuten Ha "MAPUMIIEKC - 7" EOO/];

© oo N gkhwd

e =
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. Enena CnaBoBa, ymbiaHoMoteH npeacrauten Ha "MAPUMIIEKC - 7" EOO/;

. Tuxomup Kones, ynbanomomen npeacrasuren va "MEJIEKC" OO/;

. Emun [anes, ynpasuren va "MEJIEKC" OO/I;

. VBan IaBnoB, ymbnHomomeH npeacrasuten Ha "CODAPMA TPEMJIMHI™ A/l

=
o o1 M~

Ha myGnuynaTa 9acT Ha 3aceJaHMETO Ha KOMUCHATA HE MPUCHCTBAaXa MPEACTABUTENN Ha CPE/ICTBATA 32 MacoBa
WH(pOpMAITHSL.

B cporBercTBHE ¢ wi. 62, an. 1, 1. 2 ot [II30I1 (ot™.), BbB Bpb3Ka ¢ § 137 ot [I3P3U/I30I1 B pamkute Ha
NyOJIMYHOTO OTBAapsiHE HA MOCTHIMJIMTE MPEIUIOKCHUS MyOJIMYHUTE NISHCTBHA Ha KOMHCHATAa MOXele na ObaaT
npoclessBaHN B peanHo BpeMe Ha anpec: https://cop.mh.government.bg kakTo oT perumcTpupanu, Taka W OT
Hepeructpupann B EnextponHata cucrema mnoTtpeOutenu. [lpencenaTensiT Ha KOMHCHSTAa OTBOPU IIEHOBUTE
NPEJUTOKEHNS 32 JIEKapCTBEHUT € MPOMYKTH, KOMTO Ca JOIYCHATH JIO OTBapsHE Ha LEHOBHUTE NpPEMJIOKEHHS 4pes3
EnextpoHHaTa cuctema, KaTo ASUCTBHUSATA IO OTBApsIHE MOXKeXa Ja ObJaT HaOMIoaBaHN OT BCHYKH NMPUCHCTBAIY HA
€KpaH, upe3 MyJITUMEINIHHA TPOKEKITHSL.

IIpu oTBapsiHE Ha IIEHOBUTE MPeIOKEHNS, TIPEACeaTeNAT Ha KOMHICHTa TocpeacTBoM OyToHa Knacupane, 3a
BCsIKA €/THa OT OepTUTe, MPUKIIOYH TpoIleypaTa Ha IbpBOHAYAIHA OIleHKA Ha 0QepTUTe, B ChOTBETCTBHE ¢ WiI. 90,
an. 4 or 30I1. Bcuuky y4acTHHUIM B TIPOIEIypaTa MOKexa Jia HaOJIr01aBaT BPEMEHHOTO CH KJaCHpaHe JI0 MOMEHTA.
Pe3synratuTe OT BpeMEHHOTO KJIacHpaHe Ha yYaCTHHUIIUTE Ca CIETHUTE:

00 | ATC-kox Mexaynapon | Haumu Ha Mspka | Heo6xo | YyacTHHUM M KJIacCHpaHe Ex. uena Ex. nena 3a
oco HO NPUIIOKEHNE /mg, UM 3a €IMHMLa MApKa
Oen HENaTeHTHO tabl., opoit eIMHMIA ¢ JJIC
a HAHMEHOBAHH ml./ MSPKH MsIpKa
no3 e /INN/ oe3 IAC
ui
usi
Ne
1 B02BX04 Romiplostim mapeHTepaiHa | Mcyg 197800 | 1."MEJEKC" OO/] 4,011033 4,813240
0 1."CO®APMA TPEMJIMHI™" AJl 4,011033 4,813240
1 B02BX05 Eltrombopag mepopaiHa mg 254580 | 1."AJITA ®PAPMACIOTUKBJIC" 0,247857 0,297428
TBBpPJA 0 EOO 2,157143 2,588572
2.@apmuer EAJ] 2,161357 2,593628
3."®bOHUKC ®APMA" EOOQ 2,248571 2,698285
4."CODAPMA TPEMJIMHI" AJ
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B03XA01 erythropoietin | mapenrepamma | U 144036 | 1."MEJIEKC" OO 0,006983 0,008380
(Epoetin alfa) 3640
B03XA01 Erythropoietin | mapentepamma | IU 581226 | 1."®bOHUKC ®APMA" EOO/1 0,006782 0,008138
(Epoetin beta) 800 2."TBPI'OBCKA JIUT'A - I'JIOBAJIEH | 0,006983 0,008380
AIITEYEH LIEHTBP" AL 0,006983 0,008380
2."AJITA ®PAPMACIOTUKBJIC" 0,006983 0,008380
EOO/JI
2."CODAPMA TPEUJINHI" Al
B03XA01 Erythropoietin | mapenrepamua | IU 394183 | 1."®bOHUKC ®APMA" EOO/] 0,006975 0,008370
(Epoetin zeta) 200 2."MEJIEKC" OO/ 0,006983 0,008380
2."CO®APMA TPEUIUHI™" AJ] 0,006983 0,008380
B03XA02 Darbepoetin TapeHTepanHa | mcg 304718 | 1."MEJEKC" OO/ 2,388333 2,866000
alfa 6 2."CO®APMA TPEUIUHI™" AJ] 2,390518 2,868622
B03XA03 Methoxy napeHTepaiHa | mcg 619875 | 1."®bOHNKC ®APMA" EOO/] 2,577400 3,092880
polyethylene 2."TBPTOBCKA JIUT'A - TJIOBAJIEH | 2,689333 3,227200
glycol-epoetin ATITEUEH HEHTBP" AT 2,689333 3,227200
beta 2."AJITA ®PAPMACIOTUKBJIC" 2,689333 3,227200
EOO[
2."CODAPMA TPEMJIMHI" A
H01CBO02 Octreotide napeHTepaisa | mg 122604 | 1.®apmuer EAJT 30,666644 36,799973
2."®bOHUKC ®APMA" EOO/] 30,749333 36,899200
3."AJITA ®PAPMACIOTUKBJIC" 30,750833 36,901000
EOO/| 30,752952 36,903542
4."CO®APMA TPEMJIUHI" Al
H02AB02 Dexamethason | mapenrepansa | mg 118689 | 1."®bOHUKC ®APMA" EOO 0,073500 0,088200
e 94 2."CODAPMA TPEMJIUHI" AJl 0,082500 0,099000
JO6BA02 Immunoglobul | napenrepanna | mg 514588 | 1."EM EHJ] I ®APMA BBJIITAPUS" | 0,074291 0,089149
ins, normal 80 EAZT
human
JO6BA02 Immunoglobul | napenrepanna | mg 245262 | 1.®apmuer EAJT 0,042400 0,050880
ins, normal 50 2."®bOHUKC ®APMA" EOO/] 0,042400 0,050880
human, for 3."CO®APMA TPEVIAHI" AJT 0,042850 0,051420
intravascular
adm.
JO6BA02 Immunoglobul | mapentepamna | mg 328380 | 1."®bOHUKC ®APMA" EOO 0,074270 0,089124
ins, 00
normal human,
for
intravascular
adm.
LO1AA01 Cyclophospha | mapentepanza | mg 390393 | 1."EKO®APM" EOO/] 0,043933 0,052720
mide 22
LO1AA02 Chlorambucil | nepopanna mg 230212 | 1."MEJEKC" OOJ 0,413833 0,496600
TBBpAA 1."CO®APMA TPEMJIUHI™" AJ] 0,413833 0,496600
LO1AAQ6 Ifosfamide mapeHTepaiHa | Mg 284790 | 1."EKO®APM" EOO/] 0,078683 0,094420
00
LO1AA09 Bendamustine | mapenrepamsa | mg 116300 | 1."®bOHHKC ®APMA" EOO/] 1,380000 1,656000
0 2."MEJIEKC" O0[1 2,542750 3,051300
2."CO®APMA TPEMJIMHI™ AJ] 2,542750 3,051300
L01AX03 Temozolomide | mepopanna mg 775918 | 1."®bOHHKC ®APMA" EOO/] 0,141400 0,169680
TBBpIA 0 2. JIAHCOH BI' OO/ 0,143000 0,171600
3."TTPO ®APMALIA" EOO 0,158919 0,190703
4."MAPUMIIEKC - 7" EOO/] 0,158980 0,190776
LO1BA04 Pemetrexed napeHTepanHa | mg 351620 | 1.HOBAMEJ] TPEMIMHT EOOJ] 0,170500 0,204600
0 2."MEJIEKC" 00[] 0,175000 0,210000
3."CO®APMA TPEMUHI™" AJ] 0,283333 0,340000
4."TIPO DAPMALIMA" EOO 0,304800 0,365760
5."®bOHUKC ®APMA" EOOJT 1,400000 1,680000
6."MAPUMIIEKC - 7" EOO/] 1,771700 2,126040
L01BB02 Mercaptopurin | mepopainsa mg 447860 | 1."MEIEKC" OO 0,031483 0,037780
e TBBpA 0 1."CO®APMA TPEUUHI" AJ] 0,031483 0,037780
L01BBO05 Fludarabine napeHTepaiHa | mg 162300 | 1."CO®APMA TPENJIMHI" AJ] 2,024600 2,429520
2."MEJIEKC" O0/1 2,024666 2,429599
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L01BB06 Clofarabine mapeHTepanHa | mg 18720 1."®bOHUKC ®APMA" EOO/] 54,600000 65,520000
2."I[TIPO ®APMALIMA" EOO/T 54,610650 65,532780
3.®apmuer EAJ] 54,612300 65,534760
4. JAHCOH BI' OO 54,630000 65,556000
5."COJIOME/]" EOO/] 54,632499 65,558999
6."MAPUMIIEKC - 7" EOO/] 54,632500 65,559000
6."MEJIEKC" OO/ 54,632500 65,559000
6."CO®APMA TPEMIUHI" AT 54,632500 65,559000
LO1BBO07 Nelarabine mapeHTepanHa | mg 240500 | 1."®bOHUKC ®APMA" EOOJT 1,883400 2,260080
2."AJITA ®APMACIOTUKBJIC" 1,945696 2,334835
EOO 1,945696 2,334835
2."CODAPMA TPEMJIMHI" A
L01BCO1 Cytarabine mapeHTepanHa | mg 108350 | 1."MEJEKC" OO/J] 0,017866 0,021439
00
L01BCO1 Cytarabine napeHTepaiia | mg 330000 | 1."®bOHUKC ®APMA" EOO/] 0,017800 0,021360
0
L01BCO02 Fluorouracil mapeHTepanHa | mg 196701 | 1."®bOHUKC ®APMA" EOOJT 0,003550 0,004260
131 2."CODAPMA TPEUJIUHI" AJl 0,004183 0,005020
LO1BCO05 Gemcitabine napeHTepaiia | mg 382626 | 1."®bOHUKC ®APMA" EOO/] 0,027000 0,032400
00 2."MEJIEKC" OO 0,032583 0,039100
2."CODAPMA TPEUJIMHI" Al 0,032583 0,039100
LO1BCO06 Capecitabine nepopaiHa mg 846635 | 1."®@bOHUKC ®APMA" EOO/] 0,001283 0,001540
TBBpIA 700
L01BCO7 Azacitidine napeHTepaiHa | mg 166920 | 1."®bOHUKC ®APMA" EOOJT 6,019000 7,222800
0
LO1BC53 Tegafur, nepopasHa tabl 53500 1."MEJIEKC" OO/1 6,267858 7,521430
Gimeracil, TBBpAA
Oteracil
LO1BC59 Trifluridine/Ti | mepopainna tabl 123880 | 1."®bOHUKC ®APMA" EOOJT 47,669500 57,203400
piracil TBBpAA 2."CODAPMA TPEMJIUHI" AJl 48,573333 58,288000
LO1BC59 Trifluridine/Ti | mepopasnna tabl 108920 | 1."®bOHUKC ®APMA" EOOJT 63,538500 76,246200
piracil TBBpAA 2."CODAPMA TPEMJIUHI" AJl 64,709025 77,650830
LO1CA04 Vinorelbine napeHTepainHa | mg 382310 | 1."®bOHHNKC ®APMA" EOO 1,136000 1,363200
2."CODAPMA TPEMJIMHI" A 1,139000 1,366800
L01CBO1 Etoposide napeHTepaiHa | mg 615252 | 1."®bOHUKC ®APMA" EOOJT 0,105000 0,126000
8
L01CDO01 Paclitaxel napeHTepaisa | mg 781527 | 1."BYJI'EPME]J] BE" OO/1 0,166999 0,200399
2 2."®bOHUKC ®APMA" EOO/] 0,183000 0,219600
3."CO®APMA TPEVIHI" AT 0,183472 0,220166
4."MEJIEKC" OO[1 0,183475 0,220170
4."AJITA DAPMACIOTUKBJIC" 0,183475 0,220170
EOO
L01CD02 Docetaxel napeHTepaiHa | mg 290826 | 1.HOBAME]] TPEUWHI EOOJT 0,257500 0,309000
4 2."®bOHUKC ®APMA" EOOJ] 0,277500 0,333000
3."BYJI'EPME]] BE" OO/1 0,322083 0,386500
4."CODAPMA TPEMJIUHI" AJl 0,346146 0,415375
5."MEJEKC" OO/ 0,346200 0,415440
5."AJITA ®APMACIOTUKBJIC"
EOOJT 0,346200 0,415440
LO1CDO04 Cabazitaxel napeHTepainHa | mg 90032 1."®bOHUKC ®APMA" EOO/] 104,050000 124,860000
2."MAPUMIIEKC - 7" EOO/] 104,070000 124,884000
3."CO®APMA TPEVI}II/IHF" AJl 104,070000 124,884000
4.®apmuer EAJT 104,070100 124,884120
5."MEJIEKC" OO0/] 104,070141 124,884169
5."COJIOME[]" EOO/] 104,070141 124,884169
L01DB01 Doxorubicin napeHTepaiHa | mg 274400 | 1."®bOHUKC ®APMA" EOOJ1 0,277600 0,333120
L01DBO1 Doxorubicin napeHTepainHa | mg 127780 | 1."®BbOHUKC ®APMA" EOOT 15,720000 18,864000
2."COODAPMA TPEIZZ[I/IHT" ALl 17,180000 20,616000
3."AJITA ®APMACIOTUKBJIC" 17,183416 20,620099
EOO 17,183416 20,620099
3."MEJZIEKC" OO/]
L01DB03 Epirubicin napeHTepaiHa | mg 413805 | 1."®bOHUKC ®APMA" EOO/] 0,720000 0,864000
0 2."CODAPMA TPEUJIUHI" AJl 0,722000 0,866400
3."MEJIEKC" O0/] 0,722166 0,866599
L01DB06 Idarubicin napeHTepaiHa | mg 26425 1."MEJIEKC" OO0/ 8,908730 10,690476
1."CO®PAPMA TPEIZZ[I/IHT" ALl 8,908730 10,690476
1."®bOHUKC ®APMA" EOO/] 8,908730 10,690476
L01DBO07 Mitoxantrone | mapenrepamsa | mg 48036 1."®bOHUKC ®APMA" EOO/] 2,600000 3,120000
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L01DB11 Pixantrone mapeHTepaiHa | mg 93312 1."®bOHUKC ®APMA" EOOJ 27,766207 33,319448
2.@apmuer EAJL 28,386204 34,063445
3."CODPAPMA TPEMJIVHI™" ALl 28,394250 34,073100
LO1XA01 Cisplatin mapeHTepaiHa | mg 266768 | 1."®bOHNKC ®APMA" EOO/] 0,178400 0,214080
0
LO1XA02 Carboplatin napeHrepaisa | mg 960445 | 1."®bOHUKC ®APMA" EOOJ 0,123333 0,148000
0 2."CO®APMA TPEMIVHI™" AT 0,124333 0,149200
LO1XAO03 Oxaliplatin mapeHTepaiHa | mg 488115 | 1."®bOHUKC ®APMA" EOO/ 0,202500 0,243000
4 2."BVJII'EPMEJ BE" OO 0,233166 0,279799
3."AJITA ®APMACIOTUKBJIC" 0,253667 0,304400
EOOJ
L01XC02 Rituximab napeHrepaisa | mg 612800 | 1."MEIEKC" OOJ 1,625000 1,950000
0 2."®bOHUKC ®APMA" EOOJI 1,650020 1,980024
3."POLL BBJITAPUS" EOOJ 2,425400 2,910480
L01XC02 Rituximab napeHrepaisa | mg 441700 | 1."POLLU BBJIT'APUA" EOO/ 2,020863 2,425036
0
L01XC03 Trastuzumab | mapenrtepanna | mg 403314 | 1."®bOHHMKC ®APMA" EOO/ 2,300067 2,760080
0 2."MEJEKC" OO 2,625000 3,150000
3."POLI BBJITAPUA" EOO/] 4,302800 5,163360
4."CO®APMA TPEMIVHI™" A/l 4,369442 5,243330
L01XC03 Trastuzumab | mapenrtepanna | mg 881664 | 1."POLL BBJIIAPUS" EOO/] 4,014400 4,817280
0
LO1XC06 Cetuximab napeHTepainHa | mg 415493 | 1."®@bOHUKC ®APMA" EOO/] 3,214000 3,856800
4 2."MEJIEKC" OO 3,214916 3,857899
L01XC07 Bevacizumab | mapenrepamna | mg 244232 | 1."POLI BBJITAPHA" EOOJ 4,244450 5,093340
80
L01XC08 Panitumumab | mapenrepanna | mg 170412 | 1."CO®APMA TPEM/IMHI" Al 6,253333 7,504000
0 2."MEJIEKC" OO 6,253416 7,504099
LO1XC11 Ipilimumab napeHrepaisa | mg 86530 1."®bOHUKC ®APMA" EOO 110,585000 132,702000
LO1XC12 Brentuximab | mapenrepamsa | mg 114950 | 1.®apmuer EAJT 107,895000 129,474000
vedotin 2."®bOHUKC ®APMA" EOOJ 109,013000 130,815600
3."CO®PAPMA TPEMJIUHI" ALl 110,900000 133,080000
LO1XC13 Pertuzumab napeHTepainHa | mg 357190 | 1."POII BBJITAPUS" EOO/] 10,984071 13,180885
0
L01XC14 Trastuzumab | mapenTepanna | mg 645280 | 1."POLI BFBJITAPHUA" EOOJL 29,543063 35,451676
Emtansine
L01XC15 Obinutuzumab | mapentepanna | mg 125400 | 1."POLI BFBJITAPHA" EOOJL 5,657530 6,789036
0
LO1XC17 Nivolumab napeHTepainHa | mg 639460 | 1."®bOHUKC ®APMA" EOOT 20,050000 24,060000
L01XC19 blinatumomab | mapentepansa | mcg 22676 1."CO®APMA TPEUJIUHI" AJT 112,828571 135,394285
2."MEJIEKC" 00 112,828575 135,394290
L01XC21 Ramucirumab | mapenrepamsa | mg 132465 | 1."®bOHHKC ®APMA" EOO/] 6,578150 7,893780
4 2."AJITA PAPMACIOTUKBJIC" 6,696458 8,035750
EOON 6,699792 8,039750
3."TbPI'OBCKA JIUT'A - I'JIOBAJIEH
AIITEYEH HEHTBHP" AJ]
LO1XC24 Daratumumab | mapentepanaa | mg 195700 | 1."CO®APMA TPENJIUHI" AJ] 7,144229 8,573075
0
LO1XC26 Inotuzumab mapeHTepanHa | mg 213 1.®apmuer EAJL 18,385200 22,062240
0zogamicin 2."®bOHUKC ®APMA" EOO/] 18 376,28000 | 22 051,536000
3."CO®APMA TPEVIAHT" ALl 0 22 062,369996
4 "MEJIEKC" OO 18 385,30833 | 22 062,379999
0
18 385,31666
6
LO1XC32 Atezolizumab | mapentepanna | mg 788240 | 1."POLL BBJITAPUSA" EOO/] 5,698150 6,837780
0
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1 LO1XEO1 Imatinib nepopaiHa mg 330000 | 1."®@bOHUKC ®APMA" EOO/] 0,010750 0,012900
TBBpJA 00 2."CO®APMA TPEMJIMHI™" AJl 0,014020 0,016824
3."MEIEKC" 00 0,014031 0,016837
1 LO1XEO1 Imatinib nepopaiHa mg 736728 | 1."®bOHUKC ®APMA" EOOJ1 0,008417 0,010100
TBBpJA 80 2."ITPO PAPMALIVA" EOOL 0,012833 0,015400
3."MAPUMIIEKC - 7" EOOJ] 0,014032 0,016838
1 LO1XEO2 Gefitinib nepopaiHa mg 127472 | 1."MEJIEKC" OO/[] 0,090000 0,108000
TBBpIA 00 2.JAHCOH BI' OO 0,130000 0,156000
3."CO®APMA TPEVIUHI" AJ] 0,150667 0,180800
4."®bOHUKC ®APMA" EOO/] 0,170667 0,204800
5."TTPO ®APMALIUA" EOO 0,189656 0,227587
6."MAPUMIIEKC - 7" EOO/] 0,189732 0,227678
006 | ATC-kon Mexny | Hauun Ha Mspka | Heo6xo | YyacTHHIM En. uena En. nena 3a
oco HAPOAH | mpujioxenme |/mg, UM 3a eHHUIA MSIPpKA
(3 0 tabl., opoii eTHHUIA ¢ JAC
a Hemare ml./ MSIpKH MspKa
no3 HTHO oe3 1AC
HIU HAHMEH
| OoBaHHe
Ne /INN/
2 LO1BAO1 Methotr | mapenrepamsa | mg 7640000 | 1."®bOHUKC ®APMA" EOOL 0,026000 0,031200
exate 2."AJITA ®PAPMACIOTUKBJIC" 0,027333 0,032800
EOOJ
2 LO1XEO3 Erlotini | mepopanna mg 1192050 | 1."MEJJEKC" OO 0,060000 0,072000
b TBBpIA 0 2.JAHCOH BI' OO/ 0,087000 0,104400
3."®bOHUKC ®APMA" EOO/] 0,095000 0,114000
4."CO®APMA TPEHJIUHI™ AJT 0,119444 0,143333
5."ITPO ®APMALINA" EOOLT 0,120167 0,144200
6."MAPUMIIEKC - 7" EOO/] 0,358547 0,430256
2 LO1XEO4 Sunitini | nepopanna mg 3616150 | 1."®@bOHUKC ®APMA" EOO/] 5,082000 6,098400
b TBBpPJA 2.®apmuer EAJ] 5,111331 6,133597
3."MEJEKC" OO 5,111333 6,133600
3."CO®APMA TPEMIHI™" Al 5,111333 6,133600
2 LO1XEQ5 Sorafeni | nepopanna mg 6802176 | 1."®bOHUKC ®APMA" EOO[{ 0,240246 0,288295
b TBBpAA 0 2.®apmuer EAJ] 0,244643 0,293572
3."AJITA ®PAPMACIOTUKBJIC" 0,245692 0,294830
EOO 0,245714 0,294857
4."MEJJEKC" OO/1 0,245714 0,294857
4."CO®APMA TPEMJIUHI™" AJT 0,245714 0,294857
4."MAPUMIIEKC - 7" EOOJ1
2 LO1XEOQ6 Dasatini | mepopanua mg 2233200 | 1."®bOHUKC ®APMA" EOO[L 1,796667 2,156000
b TBBpAA
2 LO1XEQ7 Lapatini | mepopanua mg 4846215 | 1."AJITA ®APMACIOTUKBJIC" 0,094167 0,113000
b TBBPIA 0 EOO 0,094219 0,113063
2."®bOHUKC ®APMA" EOO/] 0,094220 0,113064
3.@apmuer EAJ] 0,094250 0,113100
4."CO®APMA TPEUJIUHI" AJ]
2 LO1XEO8 Nilotini | mepopansa mg 1614468 | 1."®bOHUKC ®APMA" EOOJT 0,231862 0,278234
b TBBPIA 00 2.@apmuer EAJ] 0,236903 0,284284
3."AJITA ®PAPMACIOTUKBJIC" 0,238631 0,286357
EOO 0,238741 0,286489
4."COOAPMA TPEUJIUHI" AJ]
2 LO1XE09 Temsiro | mapenrepanna | mg 70460 1."®bOHUKC ®APMA" EOO/T 44,106667 52,928000
limus 2."CODAPMA TPEMIHI™" AJl 44,150000 52,980000
3.@apmuer EAJ] 44,150000 52,980000
4."MEJIEKC" OO/1 44,151666 52,981999
2 LO1XE10 Everoli | mepopanna mg 1291620 | 1."MEJJEKC" OO1 7,900000 9,480000
mus TBBpA 2."CO®APMA TPEUJIUHI" AJl 8,166667 9,800000
3."AJITA PAPMACIOTUKBJIC" 10,463750 12,556500
EOOJ
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LO1XE11l Pazopan | mepopanua mg 7245136 | 1."®bOHUKC ®APMA" EOOJL 0,177313 0,212776
ib TBBpAA 0 2.®apmuer EAJ] 0,179500 0,215400
3."AJITA ®PAPMACIOTUKBJIC" 0,187917 0,225500
EOO 0,188005 0,225606
4."CO®APMA TPEUJIAHI™" AJ[
LO1XE12 Vandeta | nepopaina mg 6419200 | 1."®BbOHUKC ®APMA" EOOJT 0,866733 1,040080
nib TBBpAA 2."CO®APMA TPEUJIUHI" AT 0,866915 1,040298
3.®apmuer EAJ] 0,866915 1,040298
4."MEJIEKC" OO/1 0,866916 1,040299
5."COJIOMEZl" EOO/] 0,866916 1,040299
6."MAPUMIIEKC - 7" EOO/| 0,866917 1,040300
LO1XE13 Afatinib | nepopanna mg 1683352 | 1."®bOHHUKC ®APMA" EOOJT 2,771429 3,325715
TBBpIA 2.®apmuer EAJ] 2,794642 3,353570
3."CODAPMA TPEUIHI" AJl 2,798921 3,358705
LO1XE14 Bosutini | mepopanna mg 1005800 | 1."®LOHHUKC ®APMA" EOOJL 0,385950 0,463140
b TBBpIA 0 2.®apmuer EAJ] 0,387962 0,465554
3."MEJEKC" OO/1 0,387968 0,465562
3."CO®APMA TPEVVHI" AJ] 0,387968 0,465562
LO1XE15 Vemura | mepopaisa mg 5019822 | 1."POIL BBJITAPUA" EOO/] 0,170504 0,204605
fenib TBBpAA 8
LO1XE16 Crizotin | nepopanna mg 1148950 | 1."®LOHHUKC ®APMA" EOOJL 0,543313 0,651976
ib TBBpAA 0 2."CO®APMA TPEUJIUHI" AT 0,546949 0,656339
3."MEJIEKC" O0/] 0,546950 0,656340
LO1XE17 Axitinib | nepopanna mg 417416 | 1."®bOHUKC ®APMA" EOO/L 21,139286 25,367143
TBBpPIA 2."CODAPMA TPEﬁHHHF" ALl 21,205590 25,446708
3."MEJIEKC" OO/1 21,205592 25,446710
LO1XE18 Ruxoliti | mepopansaa mg 1160920 | 1."®BbOHUKC ®APMA" EOO/{ 10,103214 12,123857
nib TBBpAA 2.®apmuer EAJ] 10,246429 12,295715
3."AJITA ®PAPMACIOTUKBJIC" 10,258800 12,310560
EOO 10,258808 12,310570
4."CO®APMA TPEUJIUHI" AJl
LO1XE21 Regoraf | nepopanna mg 7132160 | 1."®BbOHUKC ®APMA" EOO/L 1,228390 1,474068
enib TBBpAA 2.®apmuer EAJ] 1,251488 1,501786
3."AJITA DAPMACIOTUKBJIC" 1,257033 1,508440
EOO 1,257038 1,508446
4."MAPUMIIEKC - 7" EOO/1 1,257041 1,508449
5."MEJIEKC" OO/1 1,257041 1,508449
5."CO®APMA TPEVJIMHI™ AJT
LO1XE23 Dabrafe | nepopanua mg 1459280 | 1."®bOHUKC ®APMA" EOOJ1 1,136328 1,363594
nib TBBpPJA 3 2.®apmuer EAJ] 1,152375 1,382850
3."AJITA DPAPMACIOTUKBJIC" 1,152555 1,383066
EOON 1,152650 1,383180
4."COOAPMA TPEPT}:[HHF” Al
LO1XE24 Ponatini | mepopanua mg 672120 | 1."®BbOHHUKC ®APMA" EOOJ1 11,610000 13,932000
b TBBpAA 2."CODAPMA TPEUJIUHI" AJl 11,678722 14,014466
2."MEJIEKC" OO[Q 11,678722 14,014466
LO1XE27 Ibrutini | mepopansa mg 2873640 | 1."CO®APMA TPEUJIUHI" AJT 0,802413 0,962896
b TBBpAA 0
LO1XE33 palbocic | mepopansa mg 7978075 | 1."®bOHUKC ®APMA" EOOJT 1,629333 1,955200
lib TBBpJA 2."CO®APMA TPEVVHI" AJ] 1,635530 1,962636
3."MEJIEKC" OO/] 1,635533 1,962640
LO1XE35 Osimert | nepopainxa mg 3307200 | 1."®BbOHUKC ®APMA" EOOJ1 5,285710 6,342852
inib TBBpAA 2."CODAPMA TPEUJIUHI" AJl 5,287005 6,344406
3.®apmuer EAJ] 5,287006 6,344407
LO1XE36 alectini | nepopainxa mg 5940000 | 1."POIL BBJITAPUA" EOO/L 0,254421 0,305305
b TBBpAA 0
LO1XX17 Topotec | mapentepanna | mg 20446 1."®bOHUKC ®APMA" EOOJ1 12,500000 15,000000
an 2."CO®DAPMA TPEPT}:[HHF” ALl 15,445833 18,535000
LO1XX17 Topotec | mepopana mg 9350 1."CODAPMA TPEMJIAHI" AJT 46,345833 55,615000
an TBBpAA
LO1XX19 Irinotec | mapentepanna | mg 3414614 | 1."®bOHUKC ®APMA" EOO]], 0,199500 0,239400
an 2.HOBAME/] TPEVI}IVIHF EOO/ 0,210000 0,252000
3."BYJICEPME/I BE" OO/ 0,233166 0,279799
4."MEJJEKC" OO]1 0,249000 0,298800
4."AJITA DAPMACIOTUKBJIC" 0,249000 0,298800
EOON 0,249000 0,298800

4."CO®APMA TPEUJIUHI" AJ]
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LO1XX32 Bortezo | mapenrtepamsa | mg 36813 1."MEJEKC" OO 21,428570 25,714284
mib 2.TAHCOH BI' OOQ 28,820000 34,584000
3."®bOHUKC ®PAPMA" EOO/] 32,857143 39,428572
4."CO®APMA TPEUJIUHI" AJT 35,710000 42,852000
5."TIPO ®APMALINSA" EOO/] 35,714280 42,857136
6."AJITA PAPMACIOTUKBJIC" 35,714283 42,857140
EOO 35,714283 42,857140
6."MAPUMIIEKC - 7" EOO/]
LO1XX35 Anagrel | mepopanua mg 154138 | 1."ITPO ®APMALIMA" EOO 4,690666 5,628799
ide TBBpAA
LO1XX41 Eribulin | mapenrepanmna | mg 14762 1."®bOHUKC ®APMA" EOO/ 688,045455 | 825,654546
2."CODAPMA TPEUIUHI" AJl 688,077650 | 825,693180
2."MEJIEKC" OO 688,077650 | 825,693180
LO1XX43 Vismod | mepopanua mg 5825580 | 1."POIL BBJTAPUA" EOO 1,929752 2,315702
egib TBBpIA
LO1XX44 Afliberc | mapenrepanna | mg 1060100 | 1."®bOHUKC ®APMA" EOOJL 5,706000 6,847200
ept 2."MAPUMIIEKC - 7" EOO/] 5,706600 6,847920
3."CO®APMA TPEMUHI" AJ] 5,706625 6,847950
4.0apmuer EAJ] 5,706666 6,847999
4."MEJIEKC" OO 5,706666 6,847999
4."COJIOMEN" EOOLT 5,706666 6,847999
LO1XX45 Carfilzo | napentepansa | mg 424400 | 1."MEJEKC" OO/1 30,938333 37,126000
mib 1."CODAPMA TPEMJIAHI" AJT 30,938333 37,126000
LO1XX46 Olapari | nepopaina mg 3597204 | 1."®bOHUKC ®APMA" EOOJL 0,383468 0,460162
b TBBpIA 0 2."CODAPMA TPEUIUHI" AJl 0,383510 0,460212
2.®apmuer EAJ] 0,383510 0,460212
LO1XX50 Ixazomi | mepopanua mg 14235 1."®bOHUKC ®APMA" EOO/] 621,325000 | 745,590000
b TBBpPJA 2.®apmuer EAJ] 632,400000 | 758,880000
3."CODAPMA TPEIZ}:[I/IHF” ALl 632,403472 | 758,884166
LO1XX52 venetocl | mepopanna mg 1278751 | 1."®bOHUKC ®APMA" EOOJT 0,917302 1,100762
ax TBBpIA 2 2.@apmuer EAJ] 0,917571 1,101085
3."CODAPMA TPEUIUHI" AJl 0,917688 1,101226
L02BB04 Enzalut | nepopanna mg 3938828 | 1."AJITA ®APMACIOTHUKBJIC" 1,141108 1,369330
amide TBBpAA 8 EOO/ 1,141108 1,369330
1."MEJIEKC" OO/
L02BX03 Abirater | mepopanua mg 2056314 | 1."CODAPMA TPEUUHL" AJl 0,173132 0,207758
one TBBpIA 00
LO3AA02 Filgrasti | mapenrepamsa | mg 47632 1."®bOHUKC ®APMA" EOOT 85,333333 102,400000
m 2."MEJIEKC" OO1 86,666666 103,999999
3."CODAPMA TPEMIHT" AJl 99,256309 119,107571
LO3AAL3 Pegfilgr | mapenrepamsa | mg 70073 1."®bOHUKC ®APMA" EOOT 66,666667 80,000000
astim 2."CODAPMA TPEMIHT" AJl 147,788889 | 177,346667
3."MEJIEKC" OO1 147,790277 | 177,348332
LO3AA14 Lipegfil | mapenrepanna | mg 29038 1."®bOHUKC ®APMA" EOOT 163,133333 | 195,760000
grastim 2."CODAPMA TPEMIHT" AJT 171,079167 | 205,295000
3."AJITA PAPMACIOTUKBJIC" 171,080555 | 205,296666
EOO 171,080555 | 205,296666
3."MEJIEKC" OO/1
LO3AX03 Mycoba | untpakaBuran | mg 372575 | 1."®bOHUKC ®APMA" EOOJ1 2,755556 3,306667
cterium | Ha 2.®apmuer EAJ] 2,771111 3,325333
bovis 3."CODAPMA TPEUJIUHI" AJl 2,773333 3,328000
BCG
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LO3AX16 Plerixaf | mapenrepamma | mg 2880 1.®apmuer EAJ] 383,455306 | 460,146367
or 2."®bOHUKC ®APMA" EOO/] 384,090833 | 460,909000
3."CO®APMA TPEMIHI™ Al 384,115190 | 460,938228
3."MEJEKC" O0/] 384,115190 | 460,938228
3."COJIOME" EOO 384,115190 | 460,938228
3."MAPUMIIEKC - 7" EOO/] 384,115190 | 460,938228
LO4ADO1 Ciclosp | nepopanna mg 6284522 | 1.®apmuer EAJ] 0,021400 0,025680
orin TBBpIA 2."®bOHUKC ®APMA" EOO/] 0,021472 0,025766
3."CODAPMA TPEUIUHI" AJT 0,021480 0,025776
3."AJITA ®PAPMACIOTUKBJIC" 0,021480 0,025776
EOOJ
LO4ADO1 Ciclosp | nepopaiuna mg 926000 | 1.Papmuer EAJT 0,022760 0,027312
orin TeyHa 2."®bOHUKC ®APMA" EOOT 0,022768 0,027322
3."CO®APMA TPEMIHT™ Al 0,022780 0,027336
4."AJITA ®APMACIOTHUKBJIC" 0,022782 0,027338
EOO
MO05BA08 Zoledro | napentepansa | mg 155449 | 1."®bOHUKC ®APMA" EOOL 3,775000 4,530000
nic acid
MO05BX04 Denosu | mapenrepansa | mg 3957240 | 1."MEJIEKC" OO[1 3,949737 4,739684
mab 1."CO®APMA TPEMIAHI" AJT 3,949737 4,739684
NO2AA01 Morphi | mapenrepamsa | mg 9681084 | 1."CO®APMA TPEMJIUHI" AT 0,060322 0,072386
ne
NO2AA01 Morphi | nepopanua mg 5296452 | 1."®bOHUKC ®APMA" EOO{ 0,005917 0,007100
ne TBBpIA 0 2."MEJIEKC" OO/1 0,005935 0,007122
NO2AA05 Oxycod | mepopaina mg 5390723 | 1."®bOHUKC ®APMA" EOOJ] 0,013305 0,015966
one TBBpIA 6 2."CO®APMA TPEMIHI™ Al 0,014153 0,016984
2."MEJIEKC" O0/1 0,014153 0,016984
NO2AA08 Dihydro | nepopansa mg 2523206 | 1."MEJIEKC" OO[1 0,006007 0,007208
codeine | TBbpaa 4
NO2AA55 Oxycod | mepopaina mg 3068588 | 1."®bOHUKC ®APMA" EOOJT 0,055510 0,066612
one, TBBpIA oxycodo | 0 2."CO®APMA TPEMIHI™ Al 0,059058 0,070870
Naloxo ne 3."MEJEKC" OO 0,059069 0,070883
ne
NO02AB02 Pethidin | mapenrepamsa | mg 2456041 | 1."CO®APMA TPEUJIUHI" AJ] 0,014000 0,016800
e 3
NO2AB03 Fentany | mepopanua mg 22607 1."®bOHUKC ®APMA" EOOL 80,432331 96,518797
| TBBpIA 2.@apmuer EAJ] 80,440000 96,528000
3."MEJIEKC" OO/1 80,446319 96,535583
3."CO®APMA TPEMIUHI™ Al 80,446319 96,535583
NO2AB03 Fentany | tpancnepmanu | mcg/h 1012313 | I."MEJJEKC" OO1 0,089416 0,107299
| a 7 2."CO®DAPMA TPEﬁ}:[HHF“ ALl 0,089417 0,107300
NO2AEQO1 Bupren | tpancnepmanu | meg/h 5410305 | 1."CODAPMA TPEVI}Z[HHF" ALl 0,120286 0,144343
orphine |a 2."MEJEKC" OO 0,120316 0,144379
NO02AX02 Tramad | mapenrepanna | mg 6226556 | 1."®bOHUKC ®APMA" EOO/{ 0,007260 0,008712
ol 2 2.@apmuer EAJ] 0,007480 0,008976
3."CODAPMA TPEUJIUHI" AJ[ 0,008133 0,009760
N02AX02 Tramad | mepopansa mg 6338126 | 1.dapmuer EAJ] 0,002027 0,002432
ol TBBPIa 4 2."®bOHUKC ®APMA" EOOJ{ 0,002033 0,002440
3."CO®DAPMA TPEVI}IVIHF“ AJl 0,002375 0,002850
NO2AX52 Tramad | mepopansa tabl 1181816 | 1."MEJIEKC" OO1 0,130000 0,156000
ol, TBBPIa 2."®bOHUKC ®APMA" EOO{ 0,150000 0,180000
Paraceta
mol
NO2AX52 Tramad | mepopainua tabl 627230 | 1."®bOHUKC ®APMA" EOO[{ 0,245000 0,294000
ol, TBBpIA
Paraceta
mol
VO03AC01 Deferox | mapentepamna | mg 1571000 | 1.dapmuer EAJ] 0,008658 0,010390
amine 2."®bOHUKC ®APMA" EOO{ 0,008760 0,010512
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3."AJITA ®APMACIOTUKBJIC" 0,008928 0,010714
EOO/ . 0,008930 0,010716
4."CO®PAPMA TPEMJAVHI™" AJl
2 VO03AC02 Deferipr | nepopanua mg 5500000 | 1."®bOHUKC (DAPMA" EOO 0,006414 0,007697
one TBBpIA 2."CO®APMA TPEMJIUHI™ A]] 0,006417 0,007700
2 VO03AC02 Deferipr | nepopanua mg 3700000 | 1."®bOHHUKC ®APMA" EOO/ 0,005668 0,006802
one TeYHa 2."CO®APMA TPEMJIUHI™ AJ] 0,005672 0,006806
2 V03AC03 Deferasi | nepopanua mg 6241200 | 1."®bOHUKC ®APMA" EOOJL 0,105298 0,126358
rox TBBpIA 2.®apmuer EAJ] . 0,106470 0,127764
3."CO®APMA TPEUJIUHI™" A]] 0,106650 0,127980
4."AJITA ®DAPMACIOTUKBJIC" 0,106656 0,127987
EOO[
2 V03AF01 Mesna | mapentepansa | mg 3684444 | 1."EKO®APM" EOO/] 0,040682 0,048818
0
2 VO03AF03 Calcium | mapentepanna | mg 3103706 | 1."®bOHHUKC ®APMA" EOO/ 0,099600 0,119520
folinate 0 2."CO®APMA TPEUJIUHI™ AJ] 0,100133 0,120160
2."TOIT XOCITUTAJI CbPBUC" AJ] 0,100133 0,120160

CJ'IGI[ H3BBPIIBAHEC HaA TOPHUTE I[efICTBI/IH, npeaccaaTrciiAT Ha KOMHCHUATA 3aKpU HY6J'II/I‘{HaTa qaCcT Ha
3aCCaaHuCTO.

IV. IIpoBexnaHe HA eJIEKTPOHEH ThPT.

Ha ocnoanue uin. 90, an. 5, BB Bpb3ka ¢ wi. 90, an. § ot 30I1 Ha 23.01.2020 r. eqHOBPEMEHHO 10 BCUYKHU
YYacTHHUIIM B TIpolleaypara Oelle M3MpaTeHa MOKaHa 3a y4acTHE B €JISKTPOHEH ThPr. B m3mpaTeHara mokaHa B
choTBeTCTBHE ¢ m3uckBaHusATa Ha 30Il ce chappkaxa pe3yiTaTuTe OT ITHPBOHAYATHO HM3BBpIIEHATA OIEHKAa Ha
O(I)CpTI/ITC IMOCOYCHH IMO-TOPC MU CTHIIKATA C KOATO YYACTHHULUTC MOTaT Aa HaMaJIABaT NPCAJIOKCHUTEC OT TIAX LCHHU,
ompeJieseHa OT BB3JIOKUTES B JOKYMEHTALIMATA 332 y4acTue B mpoienypara, a umeHHo 0,05%. B choTBETCTBHE CHC
3aKOHOBUTE N3MCKBaHs B TIOKaHAaTa Oellra MoCOYeHO, Y€ eNeKTPOHHUAT THpPT ctaptupa Ha 28.01.2020 1. B 09:00 yaca u
npukiatouBa Ha 30.01.2020 r. B 17:30 yaca. EnekTpoHHHUS THPr CTapTHUpa U MPUKIIOYBA M3IIO €IEKTPOHHO, KATO C
HACTBIIBaHE HA JaTaTa U 4achT MOCOYEHU B MokaHaTa, a umMeHHo 30.01.2020 r. B 17:30 yaca, EnexTpoHHaTa cucrema
aBTOMATUYHO TEHEpHpa KPaHOTO KIacHpaHe B pe3ylNTaT HAa HANPaBEHUTE B PAMKUTE Ha EJIEKTPOHHHUSA THPT
HaMaJsiBaHUA Ha [EHUTE OT CTPaHa Ha YYaCTHUIIUTE B MIPOLIeypaTa.

KrnacupaneTo mocTuraaTo B pe3yiTaT Ha IPOBEJCHHUS eJIEKTPOHEH ThPT, € CIETHOTO:
Knacupane no o6ocodena nmo3uius Ne 1

Mexny
HapoOaH
0
00. Hemare
no3 HTHO Mspka | Heo6xo En nena 3a
HIH | AHATOMO- HauMeH /mg, UM eUHUIA
s TepanesTHueH | opanue | Haumn Ha tabl., opoii msApka 6e3 | Ex nena 3a exnanna
Ne | kog /ATC-kon/ | /INN/ npuioxenne | ml./ MSApKH | YyacTHHOH JIC msipka ¢ JJC
Romiplo 1."MEJIEKC" OO 4,011033 4,813240
1 B02BX04 stim mapeHTepagHa | mcg 1978000 | 1."CO®APMA TPEMJIUHI™" AJT 4,011033 4,813240
1."AJITA ®APMACIKOTUKBJIC"
EOO 0,247857 0,297428
2."®bOHUKC ®APMA" EOO/L 2,155959 2,587151
Eltromb | nepopainna 3.®apmuer EAJT 2,157143 2,588572
1 B02BX05 opag TBBPIA mg 2545800 | 4."CO®APMA TPEUJIUHI™ AJT 2,246323 2,695588
erythrop
oietin
(Epoetin 1440363
1 B03XA01 alfa) napentepansa | U 640 1."MEJIEKC" OO0 0,006983 0,008380
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1."®bOHUKC ®APMA" EOOJ
2."COD®APMA TPEUJMHI™" Al

Erythrop 3."TbPTOBCKA JIUT'A - TJIOBAJIEH | 0,006782 0,008138
oietin(E ATITEYEH LIEHTBP" ALY 0,006783 0,008140
poetin 5812268 | 4."AJITA ®PAPMACIOTHUKBJIC" 0,006980 0,008375
B0O3XA01 beta) nmapeHtepanHa | U 00 EOO 0,006983 0,008380
Erythrop
oietin(E 1."®bOHUKC ®APMA" EOO/] 0,006975 0,008370
poetin 3941832 | 2."CO®APMA TPEUIMHI™ AJl 0,006976 0,008371
B0O3XA01 zeta) napenTepansa | U 00 3."MEJIEKC" 00 0,006983 0,008380
Darbepo 1."MEJIEKC" OO 2,388333 2,866000
B03XA02 etin alfa | mapenrepansa | mcg 3047186 | 2."CODAPMA TPEMIMHI" AJl 2,390518 2,868622
Methox
y 1."®@bOHUKC ®APMA" EOO/]
polyethy 2."CO®APMA TPEHJIUHI" AT
lene 3."TBbPTOBCKA JIUT'A - TJIOBAJIEH | 2,577400 3,092880
glycol- ATITEYEH LHEHTBP" ALY 2,577404 3,092884
epoetin 3."AJITA ®APMACIOTUKBJIC" 2,689333 3,227200
B0O3XA03 beta napeHrepajiHa | mcg 619875 [ EOOJ 2,689333 3,227200
1.®apmuer EAJ]
2."®bOHUKC ®APMA" EOO/] 30,651311 36,781573
3."CO®APMA TPEMIUHI™" Al 30,657200 36,788640
Octreoti 4."AJITA ®PAPMACIOTHUKBJIC" 30,660808 36,792970
H01CB02 de napeHTepaiHa | mg 122604 | EOOJ 30,750833 36,901000
Dexame 1186899 | 1."®bOHUKC ®APMA" EOO/] 0,072514 0,087017
H02AB02 thasone | mapenrepamza | mg 4 2."CO®APMA TPEMIVHI™" AJl 0,072549 0,087059
Immuno
globulin
S,
normal 5145888 | 1."EM EHJI 1 ®PAPMA BbJITAPHA"
JO6BAO02 human | napentepansa | mg 0 EAZl 0,074291 0,089149
Immuno
globulin
S,
normal
human,
for
intravas 1.®apmuer EAJ] 0,042400 0,050880
cular 2452625 | 2."®bOHUKC ®APMA" EOO/] 0,042400 0,050880
JO6BAO02 adm. mapeHTepagHa | mg 0 3."CO®APMA TPEMJIUHI™" Al 0,042402 0,050883
Immuno
globulin
S,
normal
human,
for
intravas
cular 3283800
JO6BA02 adm. mapeHTepaiHa | mg 0 1."®bOHUKC ®PAPMA" EOO/1 0,074270 0,089124
Cycloph
osphami 3903932
LO1AA01 de IapeHTepaigHa | mg 2 1."EKO®APM" EOO/] 0,043933 0,052720
Chloram | mepopanua 1."MEJIEKC" OO/1 0,413833 0,496600
LO1AAQ2 bucil TBBpAA mg 230212 | 1."CO®APMA TPEMJIUHI" AJT 0,413833 0,496600
Ifosfami 2847900
LO1AAQ6 de mapeHTepanHa | mg 0 1."EKO®APM" EOO/] 0,078683 0,094420
1."®@bOHUKC ®APMA" EOO/] 1,310057 1,572068
Bendam 2."CO®PAPMA TPEVI}IHHF" Al 1,310725 1,572870
LO1AAQ9 ustine TIapeHTepaiHa | mg 1163000 | 3."MEJIEKC" OO 1,369700 1,643640
1."®bOHUKC ®APMA" EOO/] 0,128647 0,154376
2."MAPUMIIEKC - 7" EOO/] 0,142844 0,171413
Temozol | nepopanna 3. JAHCOH BI' OO/] 0,143000 0,171600
LO01AX03 omide TBBpAA mg 7759180 | 4."ITPO PAPMALIVS" EOOJL 0,155538 0,186645
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1.HOBAMEJ] TPEMJIUHI EOO/] 0,170500 0,204600
2."CO®APMA TPEUJIUHT" AJT 0,170545 0,204653
3."MEJIEKC" OO 0,175000 0,210000
4."®bOHUKC ®APMA" EOO/] 0,188713 0,226455
Pemetre 5."TIPO ®APMALIUS" EOO/ 0,304800 0,365760
L01BA04 xed napeHTepaiHa | mg 3516200 | 6."MAPUMIIEKC - 7" EOOJ 1,771700 2,126040
Mercapt | nepopaina 1."MEJEKC" OO 0,031483 0,037780
L01BB02 opurine | TBppaa mg 4478600 | 1."CO®APMA TPEMIMHI" AJl 0,031483 0,037780
Fludarab 1."CO®APMA TPEHJIUHT" AT 2,024600 2,429520
L01BB05 ine napeHrepaisa | mg 162300 | 2."MEJEKC" OOJ 2,024666 2,429599
1.JAHCOH BI' OO 45,016757 54,020108
2."COJIOMEZ" EOOJ 45,086412 54,103694
3."®bOHUKC ®APMA" EOOZ 54,572700 65,487240
4."CO®APMA TPEHJIUHI" AT 54,577881 65,493457
5."MAPUMIIEKC - 7" EOOJ] 54,577881 65,493457
6.®apmuer EAJT 54,584994 65,501993
Clofarab 7."TIPO ®APMALIUS" EOO 54,610650 65,532780
LO1BB06 ine IapeHTepaigHa | mg 18720 8."MEJIEKC" OO/] 54,632500 65,559000
1."®bOHUKC ®APMA" EOOZ
2."CODAPMA TPEMIUHI" AJT 1,883400 2,260080
Nelarabi 3."AJITA ©APMACIOTUKBJIC" 1,883462 2,260155
L01BBO07 ne mapeHrepagHa | mg 240500 [ EOOQ 1,944723 2,333668
Cytarabi 1083500
L01BCO1 ne napeHrepaisa | mg 0 1."MEJEKC" OO 0,017866 0,021439
Cytarabi
L01BCO1 ne IapeHTepaigHa | mg 3300000 | 1."®bOHUKC ®APMA" EOOJL 0,017800 0,021360
Fluorour 1967011 | 1."®bOHUKC ®APMA" EOO/] 0,003548 0,004258
L01BC02 acil napeHrepaisa | mg 31 2."CODAPMA TPEMJIMHI™" Al 0,003550 0,004260
1."®bOHUKC ®APMA" EOO/] 0,026136 0,031364
Gemcita 3826260 | 2."CODAPMA TPEMIMHI™ AJl 0,026147 0,031376
L01BC05 bine napeHTepaiHa | mg 0 3."MEJIEKC" 00 0,028610 0,034332
Capecita | mepopanna 8466357
L01BC06 bine TBBPJA mg 00 1."®bOHUKC ®APMA" EOOJI 0,001283 0,001540
Azacitid
L01BCO07 ine napeHTepaisa | mg 1669200 | 1."®bOHUKC ®APMA" EOOJZL 6,019000 7,222800
Tegafur,
Gimerac
il nepopaiHa
L01BC53 Oteracil | tBppaa tabl 53500 1."MEJEKC" OO 6,267858 7,521430
Triflurid
ine/Tipir | mepopaina 1."®bOHUKC ®APMA" EOOZ 47,669500 57,203400
L01BC59 acil TBBpAA tabl 123880 | 2."CO®APMA TPEMJIUHI" AJT 47,682767 57,219320
Triflurid
ine/Tipir | mepopasna 1."®bOHUKC ®APMA" EOOJZ 63,538500 76,246200
L01BC59 acil TBBpAA tabl 108920 | 2."CO®APMA TPEMJIUHI" AJT 63,554397 76,265276
Vinorelb 1."®bOHUKC ®APMA" EOOJZ 1,134864 1,361837
LO1CA04 ine napeHTepaiHa | mg 382310 | 2."COD®APMA TPEVI}Z[HHF" All 1,135019 1,362023
Etoposid
L01CB01 e napeHTepaisa | mg 6152528 | 1."®bOHUKC ®APMA" EOOJ 0,105000 0,126000
1."®bOHUKC ®APMA" EOO/]
2."BYJI'EPME/] BE" OO 0,166828 0,200194
3."CODAPMA TPEUJIUHI" AJl 0,166832 0,200198
4."MEJEKC" OO 0,166841 0,200209
Paclitax 5."AJITA ®APMACIOTUKBJIC" 0,166843 0,200212
L01CD01 el mapeHTepanHa | mg 7815272 | EOOJ 0,183475 0,220170
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1.HOBAMEJ]] TPEMJIUHI EOO/]

2."®bOHUKC ®APMA" EOO/ 0,244205 0,293046
3."CO®APMA TPEMJIUHI™ A]] 0,250584 0,300701
4."BYJITEPME]] BE" OO 0,253480 0,304175
5."AJITA DPAPMACIOTUKBJIC" 0,264478 0,317374
Docetax EOO[ 0,278234 0,333881
L01CDO02 el mapeHTepagHa | mg 2908264 | 6."MEJIEKC" OO/] 0,346200 0,415440
1."®bOHUKC ®APMA" EOO/] 103,997975 | 124,797570
2."COJIOMEN" EOOLT 104,018106 | 124,821727
3."CODAPMA TPEUIUHI" AJT 104,070000 | 124,884000
4."MAPUMIIEKC - 7" EOO 104,070000 | 124,884000
Cabazita 5.@apmuer EAJ] 104,070100 | 124,884120
L01CD04 xel mapeHTepagHa | mg 90032 6."MEJIEKC" OO[T 104,070141 | 124,884169
Doxorub
L01DB01 icin mapeHTepagHa | mg 274400 | 1."®BbOHUKC ®APMA" EOOJ] 0,277600 0,333120
1."®bOHUKC ®APMA" EOO/]
2."AJITA ®APMACIOTUKBJIC" 10,546921 12,656306
EOO 11,633015 13,959618
Doxorub 3."MEJEKC" OO 11,656311 13,987573
L01DB01 icin mapeHTepagHa | mg 127780 | 4."CO®APMA TPEUJIMHI" AJl 11,659823 13,991788
1."®bOHNKC ®APMA" EOO[ 0,719640 0,863568
Epirubic 2."CO®APMA TPEUVHI" AJ] 0,719837 0,863804
L01DB03 in mapeHrepagHa | mg 4138050 | 3."MEJIEKC" OO/] 0,722166 0,866599
1."MEJIEKC" OO[ _ 8,908730 10,690476
Idarubic 1."CO®APMA TPEUJIUHI™" AJ] 8,908730 10,690476
L01DB06 in IapeHTepaigHa | mg 26425 1."®bOHUKC ®PAPMA" EOOJL 8,908730 10,690476
Mitoxan
LO1DB07 trone IapeHTepaigHa | mg 48036 1."®bOHUKC ®PAPMA" EOO/L 2,600000 3,120000
1."®bOHHKC CDAPMA" EOO] 27,752324 33,302789
Pixantro 2."CO®APMA TPEUJIUHI™ AJ] 27,762357 33,314828
LO1DB11 ne napeHrepajiHa | mg 93312 3.®apmuer EAJT 28,372011 34,046413
Cisplati
LO1XA01 n mapeHrepagHa | mg 2667680 | 1."®bOHUKC ®APMA" EOOJ1 0,178400 0,214080
Carbopl 1."®bOHUKC ®APMA" EOO/ 0,123271 0,147926
LO1XA02 atin mapeHrepagHa | mg 9604450 | 2."COD®APMA TPEUJAVHI™" A/l 0,123280 0,147936
1."®bOHUKC ®APMA" EOO/1
2."BYJITEPME/I BE" OOJ] 0,196416 0,235699
Oxalipla 3."AJITA DAPMACIOTUKBJIC" 0,211606 0,253927
LO1XA03 tin mapeHTepagHa | mg 4881154 | EOOJ 0,222625 0,267150
1."®bOHUKC ®APMA" EOOJ1 1,624636 1,949563
Rituxim 2."MEJIEKC" OO1 1,625000 1,950000
L01XC02 ab IapeHTepaigHa | mg 6128000 | 3."POII BBJITAPUS" EOOJ] 2,425400 2,910480
Rituxim
L01XC02 ab IapeHTepaigHa | mg 4417000 | 1."POII BBJITAPUS" EOOJT 2,020863 2,425036
1."CO®APMA TPEUJIUHI" AJl 1,969808 2,363770
2."®bOHUKC ®APMA" EOOJ1 2,091569 2,509883
Trastuzu 3."MEJIEKC" OO/1 2,299169 2,759003
L01XC03 mab mapeHTepagHa | mg 4033140 | 4."POLI BBJT'APUA" EOOJ] 4,302800 5,163360
Trastuzu
L01XCO03 mab mapeHTepagHa | mg 8816640 | 1."POII BBJITAPUS" EOOJT 4,014400 4,817280
Cetuxim 1."®BOHUKC APMA" EOO/L 2971291 | 3,565550
L01XC06 ab mapeHTepanHa | mg 4154934 | 2."MEJIEKC" OO/ 2,972138 3,566566
Bevaciz 2442328
L01XCO07 umab mapeHTepagHa | mg 0 1."POII BBJITAPUS" EOOJT 4,244450 5,093340
Panitum 1."CO®APMA TPEPUIVIHF" ALl 6,253333 7,504000
L01XCO08 umab napeHTepaiHa | mg 1704120 | 2."MEJJEKC" OOJ] 6,253416 7,504099
Ipilimu
L01XC11 mab napeHTepaiHa | mg 86530 1."®bOHUKC ®APMA" EOOJT 110,585000 | 132,702000
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Brentuxi 1."®bOHUKC ®APMA" EOOZl 107,874069 | 129,448882
mab 2.@apmuer EAJ] 107,895000 | 129,474000
1 LO1XC12 vedotin | mapenrepamsa | mg 114950 | 3."CODAPMA TPEVJIMHI™ ALl 107,945033 | 129,534039
Pertuzu
1 L01XC13 mab napeHTepaiHa | mg 3571900 | 1."POLI FBJICAPUA" EOOJL 10,984071 13,180885
Trastuzu
mab
Emtansi
1 L01XC14 ne napeHrepaisa | mg 645280 | 1."POLU FBJITAPUSA" EOOJ 29,543063 35,451676
Obinutu
1 L01XC15 zumab | mapenrepaina | mg 1254000 | 1."POLI BFBJTAPHS" EOO 5,657530 6,789036
Nivolum
1 L01XC17 ab napeHTepaiHa | mg 639460 | 1."®bOHUKC ®APMA" EOOJI 19,900150 23,880180
blinatum 1."CODAPMA TPEVJIUHI™ AT 112,828571 | 135,394285
1 L01XC19 omab napeHTepaiHa | mcg 22676 2."MEJIEKC" OO 112,828575 | 135,394290
1."®bOHUKC ®APMA" EOOZ
2."AJITA ®APMACIOTUKBJIC"
EOO[ 6,578150 7,893780
Ramucir 3."TBPIOBCKA JIUT'A - ITIOBAJIEH | 6,696458 8,035750
1 L01XC21 umab IapeHTepaigHa | mg 1324654 | ATITEUEH IHEHTHP" ALl 6,699792 8,039750
Daratum
1 L01XC24 umab napeHTepaiHa | mg 1957000 | 1."CO®APMA TPEMJIUHI" ALl 7,144229 8,573075
18,385200
18 376,2800
00
Inotuzu 1.®@apmuer EAJT 18 385,3083 | 22,062240
mab 2."®bOHUKC ®APMA" EOO/] 30 22 051,536000
ozogami 3."CO®APMA TPEMIUHI™" Al 18 385,3166 | 22 062,369996
1 LO1XC26 cin napeHrepaisa | mg 213 4."MEJEKC" OO 66 22 062,379999
Atezoliz
1 L01XC32 umab napeHrepaisa | mg 7882400 | 1."POLU BFBJITAPUS" EOOJ 5,698150 6,837780
1."®bOHUKC ®APMA" EOOZ 0,010750 0,012900
HepopaHa 3300000 | 2."CO®APMA TPEHJIUHI™" AJT 0,010756 0,012907
1 LO1XEO1 Imatinib | TBbpma mg 0 3."MEJIEKC" 00 0,011690 0,014028
1."®@bOHUKC ®APMA" EOOL 0,008417 0,010100
nepopaHa 7367288 | 2."TIPO ®APMALIMS" EOO/ 0,012833 0,015400
1 LO1XEO1 Imatinib | TBppna mg 0 3."MAPHUMIIEKC - 7" EOOJ 0,013761 0,016513
1.JAHCOH BI' OO 0,074395 0,089274
2."MEJIEKC" 00/ 0,090000 0,108000
3."CODAPMA TPEMIHT" AJl 0,090012 0,108014
4."MAPUMIIEKC - 7" EOO/] 0,090236 0,108283
Gefitini | nepopanna 1274720 | 5."®bOHUKC ®APMA" EOOJL 0,098897 0,118676
1 LO1XEQ2 b TBBpAA mg 0 6."TIPO ®PAPMALIMA" EOOJ 0,098993 0,118792
Kitacupane o o6oco6ena mosuiius Ne 2
Mexny
HapPOIH
0
06. Hemarte
no3 HTHO Heo0x Ex nena 3a
HIu AHaTOMO- HAaUMEH MﬂpKa oauM (1870070111
s TepaneBTHuen | oanue | Haumnma | /mg, tabl, | Gpoii msipka 6e3 | Enmena3a exmauna
Ne | kox /ATC-xon/ | /INN/ | npuaoxenue ml./ MSPKH YuacTHHIH JAC mspka ¢ JJIC
1."®@bOHUKC ®APMA" EOO/L
Methotr | mapenrepanu 764000 | 2."AJITA ®APMACIOTUKBJIC" 0,026000 0,031200
2 | LO1BAO1 exate a mg 0 EOO[ 0,027333 0,032800
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1.JAHCOH BI' OO/ 0,046005 0,055206
2."MEJIEKC" OO/ 0,049590 0,059508
3."CO®APMA TPEMIVHI™" A/l 0,060020 0,072024
4."MAPUMIIEKC - 7" EOO[ 0,065016 0,078019
HepopaHa 119205 | 5."®bOHUKC ®APMA" EOO/] 0,065910 0,079092
LO1XEO3 Erlotinib | TBbpa mg 00 6."TIPO ®APMALINS" EOOJ 0,065972 0,079167
1."®bOHUKC ®APMA" EOOZ 5,082000 6,098400
2."CO®APMA TPEUJIUHI" AT 5,083291 6,099949
Sunitini | mepopassa 361615 | 3.®dapmuer EAJT 5,111331 6,133597
LO1XE04 b TBBpJA mg 0 4."MEJEKC" OO 5,111333 6,133600
1."®bOHUKC ®APMA" EOO/J]
2."CO®APMA TPEUJIUHT" AT 0,240126 0,288151
3.®apmuer EAJ 0,240246 0,288295
4."AJITA ®APMACIOTUKBJIC" 0,243666 0,292399
EOOJ 0,245692 0,294830
Sorafeni | nepopanua 680217 | 5."MEJEKC" OO 0,245714 0,294857
LO1XEQ5 b TBBpJA mg 60 5."MAPHUMIIEKC - 7" EOOJ 0,245714 0,294857
Dasatini | nepopaina 223320
LO1XE06 b TBBpJA mg 0 1."®bOHUKC ®APMA" EOOJI 1,796667 2,156000
1."®bOHUKC ®APMA" EOOZ
2.®apmuer EAJ] 0,094125 0,112950
3."CO®APMA TPEMIVHI™" AJl 0,094126 0,112951
Lapatini | nepopasna 484621 | 4."AJITA ®PAPMACIOTUKBJIC" 0,094156 0,112987
LO1XEQ7 b TBBpAA mg 50 EOOJ 0,094167 0,113000
1."®bOHUKC ®APMA" EOOZ
2."CODAPMA TPEMJIHI™" AJl 0,231862 0,278234
3.®apmuer EAJ] 0,231915 0,278298
Nilotini | mepopasnna 161446 | 4."AJITA ®APMACIOTUKBJIC" 0,236903 0,284284
LO1XEO8 b TBBpJIA mg 800 EOOJ 0,238631 0,286357
1."®bOHUKC ®APMA" EOOZ 44,106667 52,928000
2."CODAPMA TPEMIUHI" AJT 44,127925 52,953510
Temsiro | mapenrepaix 3.®apmuer EAJ] 44,150000 52,980000
LO1XEQ09 limus a mg 70460 | 4."MEJEKC" OO 44,151666 52,981999
1."MEJEKC" OO
2."CODAPMA TPEUJIUHI" AJl 7,900000 9,480000
Everoli | nepopainna 129162 | 3."AJITA ®APMACIOTUKBJIC" 7,901500 9,481800
LO1XE10 mus TBBPJA mg 0 EOOJ 8,683028 10,419633
1."®bOHUKC ®APMA" EOO/]
2."CODAPMA TPEMIHI" AJl 0,177313 0,212776
3.®apmuer EAJT 0,177320 0,212784
Pazopan | nepopanna 724513 | 4."AJITA ®APMACIOTUKBJIC" 0,177891 0,213470
LO1XE11 ib TBBPJIA mg 60 EOOJ 0,187917 0,225500
1."®bOHUKC ®APMA" EOOJL 0,866300 1,039560
2."CODAPMA TPEMIHT" AJl 0,866482 1,039778
3.®apmuer EAJT 0,866915 1,040298
4."MEJJEKC" OO 0,866916 1,040299
Vandeta | nepopaina 641920 | 5."COJIOME/" EOO/] 0,866916 1,040299
LO1XE12 nib TBBPJA mg 0 6."MAPUMIIEKC - 7" EOOJ 0,866917 1,040300
1."®bOHUKC ®APMA" EOOJZ 2,771429 3,325715
nepopaHa 168335 | 2."CODAPMA TPEVIVHI™ AJ] 2,772451 3,326941
LO1XE13 Afatinib | tTBBpIa mg 2 3.@apmuer EAJ] 2,783483 3,340180
1."®@bOHUKC ®APMA" EOO/L 0,385950 0,463140
2."CODAPMA TPEVJIUHI™ AJ] 0,386033 0,463239
Bosutini | mepopaina 100580 | 3.®apmuer EAJT 0,387962 0,465554
LO1XE14 b TBBpJIA mg 00 4."MEJIEKC" OO 0,387968 0,465562
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Vemuraf | nepopanua 501982
LO1XE15 enib TBBpAA mg 28 1."POLI BBJITAPHA" EOOJ] 0,170504 0,204605
1."®bOHUKC ®APMA" EOOT 0,543313 0,651976
Crizotini | nepopaina 114895 | 2."CO®APMA TPEMJIUHI™" AJT 0,543404 0,652085
LO1XE16 b TBBpIA mg 00 3."MEJIEKC" OO[1 0,546950 0,656340
1."®bOHUKC ®APMA" EOOJ1 21,139286 25,367143
nepopaiHa 2."CODAPMA TPEUIUHI" AJl 21,142053 25,370463
LO1XE17 Axitinib | tBepaa mg 417416 | 3."MEJIEKC" OO/ 21,205592 25,446710
1."®bOHUKC ®APMA" EOOJT
2."CODAPMA TPEUIUHI" AJl 10,103214 12,123857
3.@apmuer EAJ] 10,106036 12,127244
Ruxoliti | nepopanna 116092 | 4."AJITA ®APMACIOTHUKBJIC" 10,195312 12,234374
LO1XE18 nib TBBpAA mg 0 EOO/T 10,258800 12,310560
1."®bOHUKC ®APMA" EOO/T
2."CODAPMA TPEUIUHI" AJl 1,228390 1,474068
3.®apmuer EAJ] 1,228452 1,474142
4."AJITA ®APMACIOTHUKBJIC" 1,249612 1,499534
EOON 1,257033 1,508440
Regoraf | nepopanna 713216 | 5."MAPUMIIEKC - 7" EOO/1 1,257038 1,508446
LO1XE21 enib TBBpIA mg 0 6."MEJIEKC" O0/1 1,257041 1,508449
1."®bOHUKC ®APMA" EOOJ1
2."CO®APMA TPEVVHI" AJ] 1,122770 1,347324
3.®apmuer EAJ] 1,123060 1,347672
Dabrafe | nepopanna 145928 | 4."AJITA ®APMACIOTHUKBJIC" 1,140906 1,369087
LO1XE23 nib TBBpIA mg 03 EOO 1,152555 1,383066
1."®bOHUKC ®APMA" EOOJ1 11,610000 13,932000
Ponatini | mepopanua 2."CODAPMA TPEUIUHI" AJl 11,614649 13,937579
LO1XE24 b TBBpAA mg 672120 | 3."MEJIEKC" OOJ1 11,678722 14,014466
nepopaiHa 287364
LO1XE27 Ibrutinib | TBbpaa mg 00 1."CO®APMA TPEUJIUHI" AJl 0,802413 0,962896
1."®bOHUKC ®APMA" EOOJ1 1,629333 1,955200
palbocic | mepopanaa 797807 | 2."CO®APMA TPEMJIMHI™" AJT 1,629814 1,955777
LO1XE33 lib TBBpAA mg 5 3."MEJIEKC" O0/] 1,635533 1,962640
1."®BbOHUKC ®APMA" EOOJ1 4,876788 5,852146
Osimerti | mepopanua 330720 | 2."CO®APMA TPEVJUHI" AJ] 4,877983 5,853580
LO1XE35 nib TBBpIA mg 0 3.@apmuer EAJ] 5,287006 6,344407
nepopaiHa 594000
LO1XE36 alectinib | Tebpna mg 00 1."POIL BBJITAPUS" EOOJT 0,254421 0,305305
Topotec | mapenTepanH 1."®bOHUKC ®APMA" EOO/T 12,500000 15,000000
LO1XX17 an a mg 20446 |2."CO®APMA TPEMJIUHI™" AJl 12,500722 15,000866
Topotec | mepopanHa
LO1XX17 an TBBpAA mg 9350 1."CODAPMA TPEMJIAHI" AJT 46,345833 55,615000
1.HOBAME/I TPEM/IMHT EOO/T
2."®bOHUKC ®APMA" EOO1 0,185226 0,222271
3."CO®APMA TPEVI}IVIHF" ALl 0,188821 0,226585
4."BYJITEPME]] BE" O0/] 0,197333 0,236800
5."AJITA DPAPMACIOTUKBJIC" 0,204224 0,245069
Irinoteca | mapenrepans 341461 | EOOJ 0,207765 0,249318
LO1XX19 n a mg 4 6."MEJIEKC" OO/] 0,216030 0,259236
1.JAHCOH BI' OO/1 18,839643 22,607571
2."MEJIEKC" OO/1 20,393428 24,472114
3."AJITA ®PAPMACIOTUKBJIC" 20,468999 24,562799
Bortezo | mapenrepanx EOO] 20,851297 25,021556
LO1XX32 mib a mg 36813 | 4."MAPUMIIEKC - 7" EOOJ 21,296884 25,556260
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5."®bOHUKC ®APMA" EOO/] 21,430242 25,716290
6."CO®APMA TPEMIHI™ Al 23,569340 28,283208
7."TIPO ®APMAILS" EOOJ]
Anagreli | nepopaina
L01XX35 de TBBpIA mg 154138 | 1."I[TIPO ®APMALIMS" EOOJ 4,690666 5,628799
1."®bOHUKC ®APMA" EOO/] 688,045455 | 825,654546
napeHTepaiH 2."CO®APMA TPEMIHI™ Al 688,077650 | 825,693180
L01XX41 Eribulin |a mg 14762 | 2."MEJEKC" OO/ 688,077650 | 825,693180
Vismod | mepopanua 582558
L01XX43 egib TBBpAA mg 0 1."POIL BBJTAPHA" EOOJL 1,929752 2,315702
1."®bOHUKC ®APMA" EOO/] 5,700295 6,840355
2."COJIOMEZ" EOOJ 5,703813 6,844575
3."MAPUMIIEKC - 7" EOO/] 5,706600 6,847920
4."CO®APMA TPEHJIUHI™ AJT 5,706625 6,847950
Afliberc | mapentepanu 106010 | 5.®apmuer EAJ] 5,706666 6,847999
L01XX44 ept a mg 0 5."MEJIEKC" O0/1 5,706666 6,847999
Carfilzo | mapenrepann 1."MEJIEKC" OO 30,938333 37,126000
L01XX45 mib a mg 424400 | 1."CO®@APMA TPEVIMHI™" AJ] 30,938333 37,126000
1."®bOHUKC ®APMA" EOO/] 0,383468 0,460162
rnepopaiHa 359720 | 2."CO®APMA TPEVIUHI™" AJ] 0,383510 0,460212
L01XX46 Olaparib | tBepaa mg 40 2.®apmuer EAJ] 0,383510 0,460212
1."®bOHUKC ®APMA" EOOT 621,325000 | 745,590000
Ixazomi | mepopanua 2."CO®APMA TPEMIUHI™" Al 621,429966 | 745,715959
LO1XX50 b TBBpAA mg 14235 | 3.®@apmuer EAJL 632,400000 | 758,880000
1."®bOHUKC ®APMA" EOO/] 0,892414 1,070897
venetocl | nepopaina 127875 | 2."COD®APMA TPEVVHI™ AJ] 0,892789 1,071347
LO1XX52 ax TBBPJA mg 12 3.®apmuer EAJ] 0,908439 1,090126
1."AJITA ®APMACIOTUKBJIC"
Enzaluta | nepopanna 393882 | EOO], 1,141108 1,369330
L02BB04 mide TBBpIA mg 88 1."MEJIEKC" OO 1,141108 1,369330
Abirater | nepopanna 205631
L02BX03 one TBBpAA mg 400 1."CO®APMA TPEMJIUHI™" AJT 0,173132 0,207758
1."®bOHUKC ®APMA" EOOT 85,333333 102,400000
Filgrasti | napentepanu 2."CO®APMA TPEMIUHI™" Al 85,342086 102,410503
LO3AAQ2 m a mg 47632 | 3."MEJIEKC" OO/ 86,666666 103,999999
1."CO®APMA TPEHJIUHI™ AJT 52,986034 63,583241
Pegfilgr | mapenrepanu 2."®bOHUKC ®APMA" EOO/] 66,633334 79,960000
LO3AA1L3 astim a mg 70073 | 3."MEJEKC" OO 69,972848 83,967418
1."®@bOHUKC ®APMA" EOOL
2."CODAPMA TPEﬁI[HHF” Al 163,051766 | 195,662120
3."AJITA ®APMACIOTUKBJIC" 171,079167 | 205,295000
Lipegdfil | mapentepana EOO] 171,080555 | 205,296666
LO3AAL4 grastim | a mg 29038 | 3."MEJEKC" OO0 171,080555 | 205,296666
Mycoba
cterium 1."®bOHUKC ®APMA" EOO/] 2,755556 3,306667
bovis UHTPAKaBUTA 2."CODAPMA TPEUJIUHI" AJl 2,756739 3,308086
LO3AX03 BCG JIHA mg 372575 | 3.®apmuer EAJT 2,771111 3,325333
1.®apmuer EAJT 383,455306 | 460,146367
2."CODAPMA TPEMIAHI" AJl 383,539305 | 460,247166
3."®bOHUKC ®APMA" EOO/] 383,898788 | 460,678545
4."MEJJEKC" OO 384,115190 | 460,938228
Plerixaf | mapenrepanx 4."COJIOME" EOO/] 384,115190 | 460,938228
LO3AX16 or a mg 2880 4."MAPUMIIEKC - 7" EOO/] 384,115190 | 460,938228
1.®apmuer EAJ]
2."CO®APMA TPEUJIUHI" AJl 0,021400 0,025680
3."®bOHUKC ®APMA" EOO/L 0,021405 0,025686
Ciclospo | mepopansa 628452 | 4."AJITA ®PAPMACIOTHUKBJIC" 0,021408 0,025689
L04ADO1 rin TBBpAA mg 2 EOOJL 0,021480 0,025776
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1.®apmuer EAJ]

2."®bOHUKC ®APMA" EOO/] 0,022760 0,027312
3."CODAPMA TPEIJIHI™" AJl 0,022768 0,027322
Ciclospo | nepopanua 4."AJITA ®DAPMACIOTUKBJIC" 0,022769 0,027322
L04ADO01 rin TeYHa mg 926000 | EOOJ 0,022782 0,027338
Zoledro | mapenrepain
MO5BA08 nicacid |a mg 155449 | 1."®bOHUKC ®APMA" EOOJ 3,775000 4,530000
Denosu | napentepaiu 395724 | 1."MEJIEKC" OO/ 3,949737 4,739684
MO05BX04 mab a mg 0 1."CO®APMA TPEMJIUHI" AT 3,949737 4,739684
Morphin | napenrepanu 968108
N02AA01 e a mg 4 1."CO®APMA TPEMJIUHI™" AJT 0,060322 0,072386
Morphin | nepopaina 529645 | 1."®bOHUKC ®APMA" EOO/] 0,005917 0,007100
N02AA01 e TBBpJA mg 20 2."MEJEKC" OO 0,005935 0,007122
1."®bOHUKC ®APMA" EOOJL 0,013305 0,015966
Oxycod | mepopaina 539072 | 2."COD®APMA TPEVVHI™" AJ] 0,013309 0,015970
N02AA05 one TBBPJA mg 36 3."MEJIEKC" 00 0,014153 0,016984
Dihydro | nepopainna 252320
NO02AA08 codeine | tBbpaa mg 64 1."MEJIEKC" 00 0,006007 0,007208
Oxycod
one, 1."®bOHUKC ®APMA" EOO/] 0,055510 0,066612
Naloxon | nepopainna 2."CO®APMA TPEMIUHI™" Al 0,055535 0,066641
N02AA55 e TBBpAA 3."MEJIEKC" 00 0,059069 0,070883
Pethidin | mapenrepanu 245604
NO02AB02 e a mg 13 1."CO®APMA TPEMJIUHI™" AJT 0,014000 0,016800
1."®bOHUKC ®APMA" EOO/] 80,432331 96,518797
2.®apmuer EAJT 80,440000 96,528000
nepopaiHa 3."MEJIEKC" OO 80,446319 96,535583
NO02AB03 Fentanyl | tBbpaa mg 22607 | 3."CODAPMA TPEVAMHI™ ALl 80,446319 96,535583
TpaHcaepMan 101231 | 1."MEJJEKC" OO 0,089416 0,107299
N02AB03 Fentanyl | na mcg/h 37 2."CO®APMA TPEMIVHI™" AJl 0,089417 0,107300
Bupreno | tparcmepman 541030 | 1."CO®APMA TPEMUHI™" AJT 0,120286 0,144343
NO2AE01 rphine | Ha mcg/h 5 2."MEJIEKC" 00 0,120316 0,144379
1."®bOHUKC ®APMA" EOOJT 0,007260 0,008712
Tramad | mapenrepann 622655 | 2."CODAPMA TPEVVHI™ AJ] 0,007264 0,008717
N02AX02 ol a mg 62 3.®apmuer EAJ] 0,007402 0,008882
1.®apmuer EAJ] 0,002027 0,002432
Tramad | mepopanua 633812 | 2."®bOHUKC ®APMA" EOO/] 0,002027 0,002432
N02AX02 ol TBBpAA mg 64 3."CO®APMA TPEMIUHI™" AJl 0,002028 0,002433
Tramad
ol,
Paraceta | mepopaisa 118181 | 1."MEJEKC" OO 0,130000 0,156000
N02AX52 mol TBBpJIA tabl 6 2."®bOHUKC ®APMA" EOOJL 0,143183 0,171820
Tramad
ol,
Paraceta | mepopaina
NO02AX52 mol TBBpAA tabl 627230 | 1."®bOHUKC ®APMA" EOOJ] 0,245000 0,294000
1.@apmuer EAJ]
2."CODAPMA TPEUJIUHI" AJl 0,008658 0,010390
3."®bOHUKC ®APMA" EOOJ{ 0,008662 0,010394
Deferox | mapentepana 157100 | 4."AJITA ®APMACIOTUKBJIC" 0,008760 0,010512
VO03AC01 amine a mg 0 EOOJ 0,008928 0,010714
Deferipr | nepopanna 550000 | 1."®bOHUKC ®APMA" EOO/] 0,006414 0,007697
V03AC02 one TBBpJIA mg 0 2."CO®APMA TPEMIMHI™" AJl 0,006417 0,007700
Deferipr | nepopasna 370000 | 1."®bOHUKC ®APMA" EOO/] 0,005668 0,006802
VO03AC02 one Te4yHa mg 0 2."CO®APMA TPEWJIUHI" AJT 0,005669 0,006803
1."®BOHUKC ®APMA" EOO/L
2.@apmuer EAJ] 0,105298 0,126358
3."CODAPMA TPEMUHT" ALl 0,105305 0,126366
Deferasi | nepopaina 624120 | 4."AJITA ®PAPMACIOTUKBJIC" 0,105325 0,126390
VO3AC03 rox TBBpAA mg 0 EOOJ 0,106656 0,127987
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TapeHTepaH 368444
2 | VO3AF01 Mesna |a mg 40 1."EKO®APM" EOO/1 0,040682 0,048818
1."®@bOHUKC ®APMA" EOO/] 0,099500 0,119401
Calcium | mapenTepainx 310370 | 2."CO®APMA TPEMUHI™" A/l 0,099534 0,119441
2 | VO3AF03 folinate | a mg 60 3."TOII XOCIIUTAJI CbPBUC" A/l 0,100133 0,120160

V. IIpoBepka Ha LEHOBHTE MNPEIJIOKEHHS 32 HAJIMYUETO HA HeoOMYalHO OJaronpusiTHH odepTH,
u3BbpieHa B nepuoaa ot 31.01.2020 r. g0 10.02.2020 r. oT peI0oBHHUSA CHCTAB HA KOMUCHSTA.

Ha ocHoBanme ui. 72, an. 1, BB Bpb3Ka ¢ ui. 72, an. 6 ot 30Il, cnex mpuxitouyBaHe Ha €IEKTPOHHUSA ThPT
KOMHCHSITa U3BBPIIN MPOBEPKA 32 HATMYMETO Ha LEHOBO MpeAsioKeHue ¢ moBeye oT 20 Ha CTO MO-ONaronpusiTHO OT
CpelHaTa CTOMHOCT Ha LIEHOBUTE NPEIJOXKCHUATAa HAa OCTAHAJIUTE YYAaCTHHLM 34 BCEKHM €IUH OT JICKAPCTBEHUTE
IPOAYKTH BKJIFOYEHHU B CAMOCTOSITETIHA HOMEHKIIaTypa. B pe3ynTar Ha u3BbpIleHaTa IPOBEPKa C€ yCTAHOBUXA CIICAHUTE
LEHOBU NPEAJIOKEHHUs,, KOUTO ca ¢ moBeue oT 20 Ha CTO MO-ONarompusTHH OT cpelHaTa CTOWHOCT Ha LIEHOBUTE
NPEIJIOKEHUATA HA OCTAHAIUTE YYaCTHHULIN!

11O OBOCOBEHA ITO3UIUSA Ne 1

Hauun
HA Kommuect Enuuy
ATC kop INN Mspka | 3abesexka Odepra | YuacTHUK Ha lieHa
TIPHIIOK Ba
oe3 JJIC
eHue
nepopain
B02BX05 | Eltrombopag | na mg 2545800 | 0306 | AJITA ®APMACIOTHUKBJIC EOOJ 0,247857
TBBpJA
LOIBAO4 | pometrexed paper® | ma 3516200 | 0375 | MEJIEKC OOJI 0,175000
LOIBAOA | bemetrexed EZESI:W mg 3516200 | 0376 | CO®APMA TPEMIVHT AJl 0,170545
LOIBAO4 | pemetrexed g:gi;”e mg 3516200 | 0377 | ®BOHUKC ®APMA EOO]] 0,188713
LOIBAO4 | pometrexed papen® | mg 3516200 | 0305 | [PO GAPMAILIS EOOJI 0,304800
LO1BAO4 | Pemetrexed g:gfl’fe mg 3516200 | 0352 | HOBAME/ TPEMIMHI EOO/ 0,170500
Powder for
LOLXCO3 | Trastuzumab ggﬁ‘;ﬁ mg gg{:ﬁ?g:?;erfor 4033140 | 0376 | COGAPMA TPEIJIMHL Al 1,969808
infusion
Powder for
LOLXCO3 | Trastuzumab g:gz‘fe mg ggﬂi?g:?;erfor 4033140 | 0377 | ®BOHUKC GAPMA EOO]I 2,091569
infusion
LOIXC26 'O”Z%EJ;‘T‘]?;?: g:gi‘fe mg 2130303 | dapwmer EAZT 18'38528
LO1XEO1 - fiepopai
Imatinib Ha mg 73672880 | 0377 | GLOHUKC ®APMA EOO] 0,008417
TBBpPIA
mepopain
LOIXEO2 | Gsefitinib Ha mg 12747200 | 0293 | IAHCOH BT 0O/ 0,074395
TBBPJA
11O OGOCOBEHA ITO3UIIUS Ne 2
Haunn
Komuect Enprma
ATC koa INN Ha Msipka | 3abesiexka Odepra | YuacTHuk HA IeHa
MPUI0K Ba
oe3 JJ1C
C€HHe
LOLIXEO3 | Erlotinib Tepopar | mg 11920500 | 0292 | AAHCOH B OOJ 0,046005
Ha
TBBpJA
mapeHTe . 52,98603
LO3AA13 Pegfilgrastim | panna mg 70073 | O 376 CO®PAPMA TPEMJWHI AJ] 4
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B cpoTBeTCTBHE CHC 3aKOHOBUTE HM3HMCKBAaHUS, OT MOCOYCHUTE MO - TOpPe YYAaCTHHULM, Oelle W3UCKaHO JAa
IpeAcTaBsAT 0OOCHOBKA Ha MpejIaraHuTe OT TSAX LIEHH 3a JICKApCTBEHUTE MPOAYKTH, YUUTE IEHH ca ¢ moBeue oT 20 Ha
CTO HO-0JIarONPUATHO OT CpeIHATA CTOMHOCT Ha IIEHOBUTE MPEIOKEHHATA Ha OCTAHAJINTE YIACTHUIIM, KaTO HA BCHUKH
y4YacCTHHIH, Oellle JaJjeHo CIeTHOTO yKa3aHue:

ObocHoBKaTa mie ObJe OIEHEHa MO OTHOIICHHE Ha HEHHAaTa MBJIHOTa U OOCKTUBHOCT OTHOCHO €IHO WU
HSKOJIKO OT CIICTHUTE 00CTOSATEINCTBA!

1. MKOHOMHYECKHTE OCOOCHOCTM Ha IIPOM3BOJACTBEHHS IIPOIEC, HA MPEAOCTaBSIHUTE YCIYyrH WIH Ha

CTPOUTEIIHUS METOZ;

2. n30paHUTe TEXHUYECKH PEICHUS MM HAJMYUETO Ha U3KIIOYUTEIHO ONarONpUsITHU yCIOBHUS 33 yYaCTHUKA

3a IIPEeIOCTaBIHETO HAa MPOAYKTHUTE WIIM YCIYTUTE MIIH 32 M3IIBIHEHUETO Ha CTPOUTENICTBOTO;

3. OPUTHHAIHOCT Ha MPEJIOKEHOTO OT YYAaCTHUKA PEIIeHHE M0 OTHOLICHHUE Ha CTPOUTENICTBOTO, JOCTABKHUTE

WIN YCITyTUTE;

4. cma3BaHeTO Ha 3aabJDKeHusdTa 1Mo wi. 115 ot 3011,

5. BB3MOKHOCTTA YYAaCTHHUKBT J1a MOIYYH JbpKaBHA TOMOII.

ObocHoBKaTa ciesBa Ja IpeACTaBUTe B 5- JHEBEH CPOK OT MOJyyaBaHE HA TOBA MCKaHe, upe3 EnekrpoHHarta
cucrema. Ha ocnoBanme un. 107, T. 3 ot 3OIl npu HempencTaBsHE B CPOK Ha NMUCMEHATa OOOCHOBKA WIIH IPH
HETIPUEeMaHeTo 1, e ObeTe MPEATI0KeH 3a OTCTPAaHsIBaHE OT ITO-HATATHIIHO YIacCTHE B IPOLETypaTa.

Benuku nckanust Ha 000cHOBKH Osixa mampareHn Ha ydactHunute Ha 03.02.2020 r., upe3 EnextponHara
cucremMa. B mocoyeHunst OT KOMUCHSATA CPOK €a MOCTHIMIN OOOCHOBKH KaKTO CJIE/IBa:

1. YuactHuxkst AJITA ®APMACIOTHUKDBJIC EOO/ e npencraBun na 04.02.2020 r., ciaemnara
000CHOBKa:

"Bwe 6pwv3ka ¢ nodadenomo om Arma @apmactomuxvic EOO/] npednoscenue c 6x. No O 306 no obocobena
nosuyus Ne 1 3a yuacmue 6 npoyedypa 3a 6v3iazane Ha 00wecmeena nopvuka ¢ noCoYeHus no-eope npeomem, Bu
ungopmupam, ye 8 yenosomo npeonodicenue 3a aekapcmeen npooykm BO2BX05 Eltrombopag — nepopanna meévpoa
@opma e oonycnama mexnuuecka epewika. B mosu cmucva moas, nocovenama yena oa He ce 3aquma."

Cren xaTo ce 3amo3Ha ¢ Taka IpelCcTaBeHaTa 0OOCHOBKA, KOMHUCHSTA yCTAaHOBH, Y€ NpECTaBeHAaTa IO-HUCKA
1eHa He € (opMHpaHa OT YYaCTHHKA, a ChIaTa € pPe3ysiTaT Ha TEeXHHUYECKa Tpellka MpH IOMbJIBaHE Ha LEHOBOTO
npezanoxenue. [IpeaBu] yCTaHOBEHOTO MO-TOpe KOMUCHSTA Mpe/iara Y4aCTHUKBT 32 OCTpaHsIBaHE HA OCHOBaHHE Ul
107, 1. 3 ot 30Il, Thit KaTo MpemIOXKeHaTa OT HETO TO-HHUCKA IieHa He € ¢opMupaHa Ha 06a3a HAKOE OT 0OEKTHBHUTE
oOcrositenicTBara mocoueHd B wi. 72, am. 2 ot 30Il, a cpmara ce OBIKM Ha TEXHWYECKA TPEIIKa JOIyCHAaTa OT
Y4aCTHHUKA.

2. YuactHuksT ,, Jancon-bBI'* OO/l e npencrasui Ha 04.02.2020 r., ciiegnaTa 000CHOBKA:
"B omeosop Ha NOIY4eHo UCKaHe 3a NPedoCcmassite Ha nucMena 00ocHoexka 3a nanpasenume om ,,/{ancon-bI'* OO/
yenosu npeonodicenust, Bu ysedomsgame 3a cieonomo:
Tlomesvporcoasame yenume na aexapcmeenu npooykmu no npeonodxcerue ¢ 6x. O 293 no obocobena nosuyus Ne I u
npeonodcerue ¢ 6x. O 292 no obocobena nozuyus Ne 2 3a ynacmue 8 npoyedypa 3a 6b31d2ane Ha 00uecmeena nopvukd
€ NOCOYeHUs. NO-2ope NPeoMem, a UMEHHO!

LO1XEO2 Gefitinib nepopania mg 0293
mevpoa

LO1XEO3 Erlotinib nepopania mg 0292
mevpoa

Odghepupanume om Hac yenu ce 0OCHOBABAM HA 0OEKMUBHUMe 0OCMoameNcmed, npedsudeHu 8 4i. 72, ar. 2, m.
2 om 30I1, a umenno ,, HAIUYUEMO HA UKAIOUUMETHO DIAZONPUAMHU YCA0GUA 34 YUACMHUKA ™.

Ilpeonoscenume yenu He ca 6 pe3yimam Ha NOJYUEHA OBPHCACGHA HOMOW,.

Ipeonooicenume yenu ca cvenacy8anu ¢ nPOU3BOOUMENs U CbOMBECMHUSL NPUMENCAMEN HA PA3PEUEHUEIO 3a
ynompeba. Tvpeosckume ycio6usi u OMCMbIKU, KOUMO Ca HU NPe0OCMAeHU NO3801A6aM Oepupanemo Ha maxKued
yeHu u ca cnazenu usuckeanuama no ua. 115 om 30I1.
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Dupmama Hu pasnonaza ¢ 20JAMa No NAOW TUYEHIUPAHA CKAA008a 6A3a, KOEmo N038015184 NOOOBPICAHENO HA
CKA0 HA 207eMU KOAUYeCmed NeKapCcmeeHy npooyKmu, OUPeKmHo om npouzsooume, 800eujo 00 Cvenacysane u Ha
OONBAHUMENHY OMCIMBNKU OM YeHUme Ha MeOUKaMeHmume, 4acm om KOUmo modcem 0a npedocmeum Ha Bac.

Tesu paxmopu ce sa6s6am Kamo U3KAIOUUMENHO O0nazonpuamuu ycaosus 3a ,,JJAHCOHBI* OO/ kamo
VUACTMHUK 8 MPBICHU NPOYedypu 3a 00CTABKYU HA JIeKApCmad.
Ha pasnonoscenue e cobcmeen mpancnopm , Kamo cvboopasasame 00CmagKume cu ¢ 002080peHume cpokose U ¢ mesu
Ha Opyeu 1evebHU 3a6e0eHUs 8 PAllOHA, KOEmOo 800U 00 UKOHOMUYHOCH RPU U3NbIIHEHUE HA HOPbUKAMA.
Ilpeonazanume yenu ca cvobpasenu ¢ nazapuume maxKua u ¢ pecucmpupanyl YeHu 3a mvpeosey Ha eopo, GAIUOHU KoM
damama Ha nodasare Ha oghepmama u nyoIuxyeanu Ha cauma wa M3."

Crnen kaTo ce 3amo3Ha ¢ Taka MpeJicTaBeHaTa 000CHOBKA, KOMUCHSTA YCTAaHOBH, Y€ MOXKE Jla ObJIe MPUETO , Ue
33 YYaCTHHUKBT Ca HAJHIIE U3KITIOYUTEITHO OJarompUITHH YCIOBHS, C OTJIE/] TOCOYCHOTO OT HETrO HATMYKE Ha TOJIIMa I10
TUTOII JIMIIEH3UpaHa CKIaqoBa 0a3a, KAKTO M HAJMYUETO Ha JOTOBOPEHU C MPOU3BOJUTEIIMTE W MPHUTEKATEIUTE Ha
paspenieHusTa 3a ynorpeda OTCThIKU. [IpeBUI M3JI0KEHOTO, KOMUCHATA CYHTA, Y€ 332 YYACTHHKBT Ca HAIUIC
00EKTHBHUTE O0CTOSATEIICTBA IOCOYCHH B WiI. 72, ai. 2, T. 2 ot 30I1 u ¢ orsex, Ha KoeTo 000CHOBKATA CE MPUEMA.

3. YuactauksT ,, MEJIEKC* OO/I e npeacraBua Ha 04.02.2020 r., ciexHaTra 000CHOBKA:
"B omeosop na Bawie nucmo, cvowvpoicawyo uuckeane 3a npedCcmagane Ha nucmena 060CHO8KA 3a NPedodicend om Hac
yena npu yuacmuemo Hu 8 20penocodeHama npoyeoypa, cme 3adviiceru 0a Bu ungopmupame 3a creonomo:
Tlomewvpocoasame npednodicenama om HAC YeHa 8 1e8a /3a NOCOYeHama eOUHUYA MAPKA U 2eHePUYHO HAUMeHO8aHue/
3a  JnlekapcmeeHusi npoodykm ¢ mwvpeoscko Heumenosanue ARMISARTE, ogepupan om Hac no nocovenama
Homenxnamypa ¢ ATC ko0: LOIBA04 u INN: PEMETREXED om o6ocobena nozuyus No 1.
Odgpepupanume om nac yenu c u 6e3 /[C ca popmupanu na 6aza Ha pecucmpupanama yeHa Ha RPou3so0ume nikoc
donycmumama no 3aKoH Ha0yeHKa 3a mvpaosey Ha edpo. lIpednoscenume yenu ca cbobpaseHu U ¢ USUCKEAHUAMA HA
8b310JICUMENSL U 0elicmeauama HOpMAamueHa ypeodoa OMHOCHO YEeHO0OPA3Y8AHEMO HA NeKAPCMEEHU RPOOYKMU, KAmo
ca He no-8UCOKU Om 00s8eHUme pe2yIamopHU NpedesHU YeHU U CbOmeemHume peghepeHmHy CmouHOCMUY U YeHu 1o 4.
26lau 258 om 3JIIIXM.
Ogepupanume om Hac yeuu ce 0CHOBABAM HA 0OEKMUGHUME 0OCMOAMencmad, npedsudenuy 6 ui. 72, ar. 2, m. 2 om
30I1, a umenno ,,u3bpanomo mexnHuuecko pewienue’” U ,, HAIUYUETNO HA USKIIOYUMETHO OAA2ONPUSMHU YCI08US 3A
yuacmuuxa”.
Qupma ,,MEJEKC*” OO/] e ocHogen npedcmagumenl HA CbOMBEMHUS HPOU3BOOuUmenr U npumedxcamen Ha
paspewenuemo 3a ynompeoa /[IPY/ na copenocouenus npodykm - Actavis u yyacmea 8 mpuvicHU npoyedypu 3a
00CMABKa Ha 1eKapCmeeHU nPOOYKmMu Kamo He208 00CMAas4uK, Kamo pediusupa npooasxcou Kom iedeOHu 3a6e0erus no
u u38vH 002060pu no 3011
bnazooapenue na noonucanu oucmpubdymopcku 002080pu u nocmueHamu 2oiemu obemu na npooaxcou, ,, MEJEKC*
OO/] nonyuasa usKkmouumenHo 61a2oNPUIMHU MbPLOSCKU YCI08US U OONBIHUMENTHU, NPehepeHYUaTHY OMCMBAKU OM
cmpana Ha cvomeemuus npouzgooumen u IIPY, koumo nossorasam oghepupanemo Ha aexapcmeenu npooyKmu Ha
maxusa yenu. Kamo 0vneoeoouwien napmubop u Y4acmuux 8 npoyedypu 3a 00CMaeKa Ha 1eKapcmeenu npooyKmu 3a
HyoicOume Ha pasiuynu aeuednu 3asedenus 6 P.bvneapus, pupma ,, MEJ[EKC* OO/] um npedocmaes uacm om ceoume
OMCMBIKU /KOUMO Ca KAIKYIUPAHU 8 NPeOlodceHume KpatHy yeHu/, Kamo Yacm om Noaumukama Ha upmama 3da
MAKCUMATIHO HAMAJISI8AHE HA OhepupanHume mpvbiiCHU YeHU 3d Npo0axcoa Ha 1eKapCcmeeHu npooyKmu.
Oceen mosa, ¢upma ,, MEJJEKC” OO/ ywacmsa 6 mpwochama npoyedypa ¢ 208mMd no niow, TUYEeH3UPaHa 3d
muvpeosuss Ha eodpo ckaadosa 6Oasza u pasiuunu no obem u mosapouocumocm coocmeenu MIIC, nozeonseauu
3aKyny8ane, CbXpaHeHue U MpPAHCNOPMUPAHe HA 20JleMU KOIUYeCmea Om npedidzanume NeKApCmeEeHU NPooyKmu u
onmumuzayus Ha docmaskume. Tosa 600u 00 HamanABaHe KAKMO HA eOUHUYHUME YeHU 3a 3aKYNY8AHe HA NeKapCmEeHU
NPOOYKMU OM CbOMEEMHUMe NPOU3E00Umenu, maka U Ha pasxooume 3a cKaadupaume u mpaucnopm. B nookpena na
NPeONIOJNCEHOMO OM HAC MEXHUYECKO peuleHue Npu USHBIHEeHUe HA 00WecmeeHama NopvyKkd, npu nooasaue Ha
ogpepmama nu ¢ EEJJOIl cme nocouunu nomep u eanuonocm va Pazpewenuemo 3a mupeosusi Ha eopo ¢ NoCoYenu
CKAA008U OA3U U CMe 0eKAApUPAIU MEeXHUYeCKUme Cu 8b3MOICHOCMU 3 USNbIHeHUue Ha nopvukama. [lpu nouckeane,
Mmodicem 0a Bu mpedocmaeum konus om pecucmpayuoHHUme MAiOHU 3d NPUMEdCABAHUmME OMm HAC JIeKo- U
MeNCKOMOBAPHU AGIMOMOOUIU, KAKHO U OpyU O0KA3AMENCMEd.
S MEJIEKC” OO/ onmumuzupa pazxooume 3a mpyo, Kamo npu NoA36aHemo HA NEePCOHA, HeOOX0OUM 3a U3NbIHEHUE
Ha Hacmoswama oOujeCmeeHa NOpPvbYKA, pedaru3upd UKOHOMUS Om pabomHa 3aniamd, cv30d8auku no-0obpa
ehekmusHOCm U Cb30ABAUKU JTOSUCHUYHA OP2AHUZAYUS 3d USHOI36AHE HA YOBEWKUL PecypC 8 eOHO HANpasieHue no
HAU-UKOHOMUYEH U CbUeBPeMeHHO Hal-ehexmugern Hayuw. J[pysicecmeomo cb30a8a GbmMpewHa Opeanu3ayus u
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Kpumepuu 3a UsnviaHeHue Ha Manunyiayuume, 600ewu 00 no-20JsAMa eexmueHoCm U no mosu HAuUuH NO-HUCKA CpeoHa
yeHa Ha mpyoa.

Ocsen onucanume no-2ope UKIOYUMETHO U3200HU YCA08Us, 000CHO8ABAWU NPeONoNCeHama YeHa cledsa 0d ce
ombenedicu, we npu UsNviIHeHue Ha Hacmoswama obuecmeena nopvuxa, ,, MEJJEKC” OO/] peanusupa 3nauumenna
UKOHOMUSL OTh KOOPOUHUPAHEMO HA ePAPUKA U 0OCTYHCEAHEMO HA MHO20OPOUHU 06eKmU 8 e0HO U CHUO HANPABIeHUe
U JIOSUCMUYHO PA3NOI0NCEHU Hedaaey eOUH om Opye, mbli Kamo OpyiHcecmeomo uma 002080pu U UNBIHABA NOOOOHU
VCyeu 668 6CUUKU HANPAsieHus, NPe08UOeHlU 3a U3NbIHEHUe U 6 Hacmoawama obujecmseena nopvuka. Tosa nosgonsea
SMEJIEKC” OO/l 0a Hanpaeu OORbAHUMENHU UKOHOMUU KAMO MUHUMUZUPA PA3X00d 3d MPAHCHOPM, 20PUBO,
AMOPMU3AYUY, 3aNTAMU U OCUSYPOBKU — BCUUKU THE KAMO eleMeHm HA YeHoo0pa3y8anemo ca y4yacmeanu geue npu
Gopmuparnemo Ha yemama 6 UNBIHEHUEMO HA OpyeU 002060pPU 6 CLUOMO HANPAGNeHUe, PECNEeKMUBHO He ce
npeosuNHcoam u 3aniawiam nosMmopHo, d eOUHCMBEHO Ce NPEeusdUCTA8am 34 He3HAYUmenTHume OMKIOHEHUs No
UBNBIHEHUe HA TOKAYUUme no HACMoAwUs 002080p, KOEMo 800U 00 3HAYUMETHU UKOHOMULL.

B yeepenue na mosa, we maxa ogepupanume yenu ca peainu, cme 20mosu 0a npedocmasum, npu nouckeéare om Bawa
cmpaua, Konusi om Hawiume OO0CMAGHU (Haxmypu 3a NOCOYeHUme NeKapCMeeHU NPoOYKmu, KAKMO U KONUs Om
OMOPU3AYUOHHU NUCMA, NBIHOMOWHU U 002080pYU, OOKA38AWU MBPLOGCKUME HU 63AUMOOMHOUEHUS ¢ NOCOYEHUs
npumedicamen Ha paspeuteHuemo 3a ynompeoa u npou3eoo0umen.

Hexnapupame, ue nodovpoicame Ha CKIAO HATUYHU KOAUYECMBA OM 20PECNOMEHAMuUmMe 1eKapCmee npoOyKmu u @
cayuai, ye 6voem KIACUPaHu 3a O0CMAsUUK HA Cbuume NpoOyKmu, uje Usgbpuleame pedainu 00CmasKu u Hama 0a
npoMeHsMe maxka ogepupanume yeHu 3a yeaus Cpox Ha 0o2ogopa.”

Cren kaTo ce 3armo3Ha ¢ Taka npejicTaBeHaTa 000CHOBKA, KOMUCHSTA YCTAHOBH, Ye MOXE Ja ObJie IPUETO, e
33 YYACTHUKBT Ca HAIUIE U3KITIOYUTEITHO OArONPHSTHU YCIOBHS, C OTJIE]] IOCOYEHUTE OT HEr0 00CTOSATEICTBA, KAKTO
cle/Ba:

IToCOYEHOTO OT YYACTHHKET, Y€ CHITUAT € OCHOBEH MPE/ICTABUTEN Ha ChOTBETHHUS MTPOU3BOUTEIN U TIPUTEKATEI
Ha paspenieHreTo 3a ynorpeda /[TPY/ na ropenocoduesus npoaykt — Actavis;

Hannuueto Ha TUCTpUOYTOPCKHU TIOTOBOPH M ITOCTUTHATH TOJIEMU 00EMH Ha IIPOAAKOH;

Hanuuuero Ha nuileH3upaHa 3a THPrOBUS Ha €IpO CKIIaZoBa 0a3a W pa3inyHH MO 00eM W TOBAPOHOCHUMOCT
cooctBenu MIIC, mo3BosisiBaly 3aKynyBaHe, ChXPaHECHHUE W TPAHCIIOPTHPAHE HA TOJIEMH KOJTUYECTBA OT MPEJIaraHuTe
JICKapPCTBEHHU MPOAYKTH U ONTUMHU3ALIUS Ha IOCTABKUTE;

Peanu3upanaTta 3Ha4MTEIHA UKOHOMHUS OT KOOPAMHUPAHETO Ha rpaduka M 0OCIYKBAaHETO HA MHOTOOPOHHM
0OCKTH B €IHO U CHIIO HATIPABICHHUE U JIOTUCTUYHO PA3IOJIOKEHH HEaIey eUH OT JPYT, Thil KATO IPYKECTBOTO MMa
JIOTOBOPU W M3MBJIHSABA MOJOOHHM YCIYT'M BBHB BCHYKW HAMPABJICHWS, NMPEABHUJCHU 32 M3MBIHCHUE W B HACTOSIIATA
oOIecTBeHa MOpbUKa

[MpeaBum U3MO0KEHOTO IO TYK, KOMUCHSITA CUUTA, Ye 32 YYACTHUKBT Ca HAIUIIE OOCKTHBHUTE OOCTOSTEICTBA
MOCOYeH! B wi. 72, air. 2, 1. 2 ot 30I1 u ¢ orien, Ha KoeTo 00OCHOBKATA ce IpUeMa.

4. YuacTHukbT ,,HoBamen Tpeiinuur® EOO/] e npencraBui Ha 07.02.2020 r., cjieqnaTa 000CHOBKA:

~Hosameo Tpetiounz” EOO/ e wacmua Ovacapcka KOMUAHUS, ¢ OCHO8EH NpeomMem HAa OelHOCm — 6HOC,
MapkemuHe U OUCMPUOYYUs HA OHKOJOSUYHU JIeKAPCMEEHU NPOOYKMU 3a HYdcoume Ha neyeOHume 3asedeHusi 6
Penybnuxa buvreapus. Mucusma u eemeparnama yen Ha ,,Hoeameo Tpeioune” EOO/ e oa npedocmaes Ha
OvazapcKume nayuenmu — KayecmseeHu U GUCOKOeDEeKmueHU ceHeputHy MeOuKamMenmuy Ha Hati-000pama 8b3MONHCHA
yena.

Ilo-0obpama yena ce OvadXCU HA HAKOAKO (HAKMOpA, KOUMO 6 CHEKYNHOCHL 00YCA8aAm U3KIOUUMENHO
Onazonpusmnume mvp2o8CKU YCI08US 3a NPEOOCMABIHEMO HA NPOOYKMA.

Ha nvpeo msacmo ,, Hosameo Tpetioune“ EOO/[ e npumeosicamen na paspeuteHuemo 3a ynompeoa, 6Hocumein u
mopeosey Ha eOpo 3a CLOMEEMHUs JEKaApCMEeH NPOOYKM, KOSAMO GEPMUKATHA CMPYKMYpa 0a6d 6b3MOICHOCH
Opysicecmeomo 0a pabomu npu MHO20 NO-ONALONPUATIHU MbP2OBCKU YC08US, 00YCI06EHU OM npehepeHyuaniama
yena, 002080peHa CbC CHLOMBEMHUL NPOUIBOOUMEN, KAKMO U OM Bb3MOJICHOCHMA 04 Npedocmass: UHOUBUOYAIHU
OMCMBNKYU HA c8OUMe Napmubopu. B cayuas eonemusim obem Ha peanuzayus Ha J1eKapCmeeHus NPpoOyKm 6 rededOnume
3asedenust na Penybonuka bvaeapus, 0asa ev3modcnocm 3a oghepupane na sHauumenHa movp208cKa OMCmvhKa.

Ha emopo msicmo ,, Hosameo Tpeiioune “ EOO/, ocvujecmesnsa detinocmma cu 8 cO6CmeeHy cKiadosu u oguc
nomewenus, Kamo npumexicasa u coocmeenu mpaHcnopmuu cpeocmea. Bcuuko mosa no3eonasa onmumusupane Ha
Jlo2ucCmuyHUme U MpascnoOPmHU pasxoou, KOemo 600U 00 UKOHOMUYHOCT HPU USNBAHEHUE HA 00CMAGKUME.

Ha nocneono msacmo, no ne u no snauenue ,, Hogameo Tpetioune* EOO/] uma enedpena unmezpupana cucmema
3a ynpagneHue Ha Kawecmeomo Cv2AdcHo usuckeanuama na cmanoapm 1S09001:2015, koamo cnomaza 3a xauecmeeHo
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UBNBAHEeHUe HA OeUHOCmUme U YCayeume no 6HOC, CbXPAHEHUE U MbP2osUsi HA e0po C JeKAPCMEeHU npodykmu. B
CHUWOMO 8peme BHeOPEeHAMAa CUCEMA 3d YNPasieHue no0oopaea e(pukacHocmma u eqpeKmueHoCmma Ha U3NOA36aHe
Ha HaauyHume pecypcu om Keanuguuyupanu cneyuanucmu. Eexmuenomo usznonzeane ma pecypcume e eona om
npeonocmasKume 3a UKIOHUMEIHA UKOHOMUHHOCT NPU U3NLIHEHUE HA HACMOAWAMA NOPBLYKA U 8bIMONCHOCI 0d
NpeodIoNCUM PeaHad, NO-HUCKA YEeHA CHPSIMO Hauume KOHKypeHmu''

Cren kaTo ce 3alo3Ha ¢ Taka mpejcTaBeHaTta 000CHOBKA, KOMUCHSTA YCTAHOBH, Ye MOXE Ja ObJie IPUETO, ue
3a YYaCTHUKBT Ca HaJUIIEC U3KIFOYUTEITHO OJIArompHATHH YCIOBHS, C OTJE]l IOCOYCHUTE OT HEro OOCTOSITENCTBA, e
CHITUAT € MPUTEKATE Ha pa3pelleHHeTo 3a yrnoTpeda Ha IpeajaraHus OT HEro jekapcTBeH mpoaykt Pemetrexed
Novamed, BHOCHTENT U THProOBEIl HA PO 3a CHOTBETHHS JICKAPCTBCH MPOAYKT, KOATO BEPTHKAIHA CTPYKTypa JaBa
BB3MOXHOCT JPYXKECTBOTO Ja pabOTH MpH MHOTO MO-OJIATONPUSTHA THPTOBCKH YCIOBUS, OOYCIOBEHH OT
npedepeHIamHaTa 1eHa, JOrOBOPeHa ChC ChOTBETHHUS MPOU3BOJMTEN, KAKTO U OT BH3MOXKHOCTTA Ja IMPEIOCTABS
WHJIUBUTYaTHA OTCTHIIKU HA CBOUTE MApTHHOPHU. [IpeiBH U3T0KEHOTO 0 TYK, KOMUCHSTA CUMTA, Y€ 32 YYACTHUKBT Ca
HaJUIe 00CKTUBHUTE 00CTOATEIICTBA TOCOYEHH B Wwi. 72, air. 2, T. 2 ot 30I1 1 ¢ ornen, Ha KOeTOo 000CHOBKATA CE IIPUEMA.

5. YuactuuksTt ,,[Ipo ®apmuusa” EOQ/ e npeacrasui Ha 05.02.2020 r., ciienHaTa 000CHOBKA:

""[Ipednooicenama yena e e 8 pe3yimam Ha ObPIUCABHA HOMOU.

IIpeonoocenama yena e npedgapumento cvenacysana c llpumesxcamens na paspeuwieHuemo 3a ynompeba Ha
nekapcmeenusi npooykm. Ilpu yenoobpasyeanemo ca cnasenu uzuckeanusma no 4i. 115 om 3011
WIIpo @apmayus” EOQO]] pasnonaea ¢ Heobxooumama ckiadosa 6asa, NEpCcoHAl U MEXHUYECKU CbOPBbIHCEHUS,
NO3601A8AWU ONMUMUZAYUSL HA PA3X00ume u O1a2onpusmcmeawiy YeHooopaszyeanemo Ha ogepuparume i1eKapcmeanu
npooyKkmu 6 noaza Ha Buv3noocumerns.

C oeneo na moea nomevpiHcOasam npeodiodceHama yeHa Ha 1eKapCmeeHus NPoOOyKm, maxka Kakmo e noco4eHo
8 oghepmama 3a ywacmue u 8 yeHog8omo npeonodcenue Ha ,, Ilpo ©apmyusa” EOO/, Kkaxmo u 8b3M0odCHOCMMA Od
ckntoyum Pamroso cnopasymenue u 0a uzgvbpuieame peanitu 00CMasKu npu nocovenume 8 opepmama yciogus u yenu.""

Cren kaTo ce 3all03Ha ¢ Taka MpeAcTaBeHaTa 000CHOBKA, KOMHCHSITa YCTAHOBH, Ye MOXKe Jja Ob/ie MPUETO, de
3a YYaCTHUKBT Ca HAJMIE U3KIIOUUTEITHO OJaronpuaTHH YCIOBHUS, C OTJiell IOCOYCHUTE OT HEro 0OCTOSTENCTBA, Ye
pasnonara ¢ HeoOXoAuMaTa CKJIafoBa 0a3a, MEPCOHAN M TEXHUYECKH ChOPBKEHHUS, MO3BOJIABAIIM ONTHUMHU3ALMA HA
pasxoauTe U ONaronpusATCTBAINM [EHOOOpa3yBaHETO Ha oepupaHUTe JEKapCTBaHU NPOAYKTH. [IpeBr H3IT0KEHOTO
IO TYK, KOMHCHATA CUNTA, Y€ 3a YIACTHUKBT Ca HAIUIE OOCKTUBHHUTE OOCTOATEICTBA TOCOYCHHU B Wi. 72, ai. 2, T. 2 OT
3011 u ¢ ornex, Ha KOETO 0OOCHOBKATa Ce IMpUeMa.

6. YuactHukbsT "COPAPMA TPEUJINUHI” AJl e npeacraBua Ha 06.02.2020 r., ciie1HaTa 060CHOBKA:

"3a copeonucanume nekapcmeeHu npooyKmu nomewvpoicoasame yenume, nooadenu ogepma na "Cogapma
Tpetioune” AJl. Te ca popmupanu 6 cvomeemcmeue ¢ pecyiamusHume Mexawusmu, cveiacho Hapeobama 3a
VCIOBUAMA, NPABULAMA U P Pe2yIUpare U pecucmpupane Ha yenume Ha j1ekapcmeeHume npooyKmu.
Ilpu cnazsane Ha 2opeusnodiceHomo, npedrodceHume om Hac oghepmuu yenu 3a Munucmepcmeo Ha 30pageonazeanemo,
ep. Cogus ca hopmupanu cned kamo ca 63emu 10O GHUMAHUE U NBPLOBCKUME YCA0BUSL NO CKIIOUEHU 002080PU MEHCOY
npouseodumenu u oocmasuuyu u "Cogapma Tpevioune" AJ1.
"Cogpapma Tpeiioune” A/l uma 0v120200UHU MBP2OBCKU 83AUMOOMHOUEHUS CHC CHOMBEMHUME NPOoU3sooument. 3a
peanuzupanu 06opomu Ha 1eKapcmeeHu npooyKmu ce noizeame ¢ npeQepeHyudnny yeHu Kamo OCHOBHU MeXHU
oucmpubymopu, Kamo noxyHagame UKIOYUmMenTHo Onazonpusmuu mopeoscku yciosus. Tosa nu noseonssa oa Bu
nPeosodNCUM MaKa opepupanume yYeuu, Ha Koumo 00Cmassame Ha 2oasm Opoil OoIHUYHY 3aeedenus 6 cmpanama.”

Crnen xaTo ce 3ar03Ha ¢ Taka IpeAcTaBeHaTa 000CHOBKA, KOMUCHSATA YCTAaHOBHU, Ye MOXe Ja ObJe TIpUeTo, ue
3a YYaCTHHUKBT Ca HAIIUIIE N3KITFOUUTEITHO OJIAarONPUSATHHU YCIOBHS, C OTJIe/] IOCOUYEHUTE OT HETO OOCTOSATENCTBA, e NMa
JUBJITOTOJTUIIIHN THPTOBCKM B3aUMOOTHOIICHUS ChC CHOTBETHUTE IMPOW3BOJUTENU. 3a pealn3upaHd OOOpOTH Ha
JIEKapCTBEHU NPOIAYKTHU CE TOJI3BAT C MpedepeHlnaTHi IeHH KaTo OCHOBHHU TE€XHHU AUCTPUOYTOpH, KaTo MOJIyyaBatT
M3KIIFOUNTENTHO OJaronpusTHH ThPTOBCKH ycI0BU. [IpeBua N310)KEHOTO 0 TYK, KOMHCHATA CUUTA, Ye 38 yUYACTHUKBT
ca Haynuie OOSKTUBHUTE 00CTOATENICTBA MocoueHu B ui. 72, an. 2, T. 2 ot 30I1 u ¢ orien, Ha KOeTo 0OOCHOBKaTa ce
npuema.

7. YuacTHukbT "®apmuer” AJl e mpeacraBua Ha 04.02.2020 r. o00CHOBKA, B KOSTO IIOCOYBA, 4Ye HE

MMOTBBPIKJAaBa MPEAJIOKEHATa II€HAa, KaTO II0COYBa, Y€ € JOITyCHaTa TEXHUYCCKa I'pCIIKa, THH KaTo cpaiaTa € U34YUCJICHO
TpCIIHO U HE CJICZIBA Na CC B3MMa MPCABU/ KATO 20 Ha cto HO-6J’IaI‘OHpI/I}ITHa.
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Crnen kaTo ce 3amo3Ha ¢ Taka IpelacTaBeHara 000CHOBKA, KOMUCHATA YCTAHOBH, Y€ MpecTaBeHAaTa MO-HHUCKA
IeHa He ¢ (hopMUpaHa OT YYaCTHHKA, a ChIaTa € Pe3yiTaT Ha TeXHHWYeCKa IpEIIKa MPHU MOMbIBaHE HA IIEHOBOTO
npezoxkenne. [IpeBU)] yCTAHOBEHOTO MO-TOPE KOMUCHSATA Tpe/iara Y9acTHUKBT 32 OCTPaHsSIBaHE HA OCHOBaHHE Yl
107, 1. 3 ot 30Il, Thit KaTO IpemIOoKEHATa OT HETO IMO-HUCKA IIeHa He ¢ opMupaHa Ha 06a3a HIKOE OT OOCKTHBHHUTE
oOcrositencTBara mocoueHu B wi. 72, an. 2 ot 30Il, a cemjata ce AbKM HAa TEXHUYECKA TPEIKA JOMyCHATa OT
YYaCTHHUKA.

8. YuactHukpt "®BOHUKC ®apma" EOO/] e nmpeacraBua Ha 04.02.2020 r., 000CHOBKAa, B KOSTO
NMOCOYBAa CJIETHOTO:

, DPOHUKC Dapma’ EOO/] nonzea uzknouumento 006pu mvpeo8CKu yCio8us 3a 00CMAKa Ha NOCOYeHUume
AeKapcmeenu npooykmu cvc cvomeemuume npouzgooumenu/I[IPY Accord Healthcare S.L.U., Hcnanus, Celltrion
Healthcare Hungary Kft., Yneapus, ¢ xoumo umame O0vbi20200UUHO NAPMHLOPCMBO, OCHOBAHO HA 002080PHU
83aUMOOMHOUIeHUsI. 3a CPOKA 3G UBNBIHEHUE HA 00UeCmBeHama NOPvLYKA ce NOA36aMe ¢ NPedepeHyuaIiiL YCio8us
Kamo mexen oucmpudoymop. Toea 06cmosmencmeo om usKIOUUMenHo 61a2onpusimuy YCio6ust, 0a8a Gb3MOAICHOCH HA
,, @POHUKC Dapma” EOO oa npeonaca u ¢hopmupa yenume KoM KpauHume KIUEHMU MAKUBA, Ye 0a nNOCmuea
yeenuyasane Ha 000poma u Hala2ane Ha Na3apa Ha 1eKapcmeeH npoOyKmu ¢ 00KA3aHO C6EMOBHO KA4eCmao.
Ilenosama noaumuxa na Qupmama 3a Bvreapus e 6 pesyimam Ha MApKemMuH2080 NPOYYEAHE HA MBbPCEHEMO U
npeodaaeanemo Ha mesu Cmoxu 6 cmpanama. 3anazeanemo u HaMaii8aHemo Ha yenume Ha NPOOyKmume u yciayeume
3a cMemKa Ha neuanbama ce 0Ka3ea eOHa Om yCcneuiHume MepKu 3a oyeissane Ha upmume.

Ilocoyenume nexapcmeeHu npooykmu Oocmaeame OUPeKmMHO om Gupmama npousgooumen (He om Opyeu
oucmpubymopu), Kamo 8 COOCMBeHUme HA OPYHCeCMBOMO CKIA008e HA e0po pasnoidazame ¢ Heobxooumume
KOIUYECmed, Koemo e UsKIoYumenHo 000po mexHuiecko peulenue 3a U3NviHeHue Ha NOpbYKama.

Bwamooicnocmma 3a epynupane na paziuunume AeKapCMEEHU NPOOYKMU HA NPOU3BOOUMeNns npu u3sbpuieane Ha
oocmaskume Hu N0360J16a 04 ONMUMUSUPAME JIOSUCHUYHUME PA3X0OU U NO MO3U HAYUH 0d NOCTNUSHEM UKOHOMUYHOCT
Ha docmaexume.

, @POHUKC ®apma” EOO/ 6 céoemo npednodicenue ce e cbobpasuna u ¢ UsKIouumenHo o1a2onpusmuus paxm, ue
seye U3BLPUIBA 00CMAsKU 00 nomeHyuarnume Buv3noscumenu-ieuednu 3a6edeHusi 6 OIU30CH, 6b3 OCHO8A HA
oeticmeauyu 002060pu ¢ Opyau e4edHU 3a8e0eHUs], KOemo 0a8a 0ONBIHUMETHA 6b3MOICHOCH 3a ONMUMUSUPAHE HA
pasxooume no MpaHCROPMUPAaHe U USNbIHEHUEeMO Ha 00CMAasKUme.

Tosa mu nozeonssea oa Bu npeonoscum maka ogepupanume yenu HaA AeKaAPCMEEHU NPOOYKMU, MbU KAMO
ROMEHYUATHUME Gb3NONCUMENU CA NPUOpUMemHy 3a Hawama gupma.”

Cren kaTo ce 3aIll03Ha ¢ Taka NpejicTaBeHaTa 000CHOBKA, KOMHCHSITa YCTAHOBH, Ye MOXKe Ja ObJie IPUETO, Ue
32 YYaCTHHUKBT Ca HATUIE U3KITFOUUTEITHO OJIArOMPHUITHH YCIOBHUS, C OTJIE]] TOCOUCHHUTE OT HEr0 0OCTOSITENICTRA, e HMa
JUBJITOTOJTUIITHO MAPTHHOPCTBO, OCHOBAHO HA JIOTOBOPHH B3aWMOOTHOIICHUSI ChC ChOTBETHHTE Mpou3Boautenu/IIPY
Accord Healthcare S.L.U., Ucnanus, Celltrion Healthcare Hungary Kft., Yarapus, kakto u ue 3a cpoka 3a U3I'bJIHEHHUE
Ha oOlIecTBeHaTa MOphUKa ce MOJI3Ba C MpedepeHIaTIHl YCIOBUs KaTo TEXHH AUCTPUOYTOPHU, C OTJie] Ha KOETO
MOJYYaT U3KIFOYUTETHO OJaronpusITHH THPrOBCKU YCIOBHU. [IpeBUI M3I0XKEHOTO 10 TYK, KOMUCHATA CYUTA, 4e 3a
YYaCTHUKBT Ca HAIWIE OOCKTUBHUTE OOCTOSATEICTBA MOCOYeHH B wi. 72, am. 2, T. 2 ot 30II u c orjen, Ha KOETO
000CHOBKaTa ce nmpuema.

V1. IIpoBepka Ha IEHOBUTE NMPeIJI0KeHNUs 32 HAJTUYNETO Ha HeHa HajJ [1o03uTHBHEA JIEKAaPCTBEH CNHCHK,
Ipuaoxenne Ne 2 m3pbpmieHa Ha 11.02.2020 r. oT penoBHHSI ChCTaB HAa KOMHCHUSITA W KJacupaHe Ha
Y4YACTHHIIUTE:

Cren pasriexaaHe Ha OOOCHOBKHUTE, KaToO B3€ MPEJBHI, Ye ChITIACHO MPEIBAPUTETHO OOSBEHUTE YCIOBHS Ha
BB3JIOKUTES], CHIUAT € TIOCOYMII Ha cTP. 27 OT 0jjo0peHara JOKyMEHTaIHsl, CIEHOTO:

"Baoicno!!! Yuacmuuyume cnedséa oa umam npedsuo, ue 6 cayuai, ue ogepupanama om msax yeHa 3a eOuHuya
mapka cve JC naosuwasa yenama, nocouena 8 koioua ,, Pegpepenmna cmoiinocm na 1 6p. msapka, cvenacro HJIC*,
Enexmponnama cucmema, we oonycue yyacmuuxa 0a nodaoe npeodnodicenue. B ciyuaii, ue yuacmuuxvm dtcenae 0a s
npoMeHu, mou criedéa 0a Hanpasu NPoMAHA HA 8ede NOOA0eHOMO NpedylodceHue, NpU CRA38aHe HA UHCMpPYKyuume
onucanu 8 Pokosodcmeo 3a nompebumens (mvpeoyu Ha eopo), Hepazdenna Yacm om HACMOAUAma OOKyMeHmayusl.

B cnyyail, we yemama e 6v0e npomenena u ocmane NO-6UCOKA OM CHOUHOCMMA, NOCOYEHA 8 KOJOHA
., Peghepenmua cmotinocm na 1 op. mspka, cvenacrno IIJIC* 3a mazu nomenkiamypa, y4acmuukvom we 6v0e Oomcmpanen
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om npoyedypama.”

Komucusra U3BBPIIN IMPOBEPKA 3a HAIMYHUETO HAa IEHOBU IMPEIAJIONKCHUA, KOUTO Aa HaJABHUIIABAT ICHATa B
Ilo3uTuBHUS JICKaApCTBCH CIHUCHK, HpI/IJ'IO)KCHI/Ie Ne 2 m YCTaHOBH, Y€ IMOCOYCHUTEC MO-A0JY HCHOBHU NPCAJIOXKCHUA Ca

Haj pedepenTtHara ctoiiHocT Ha [IJIC, akTyanen kpMm 02.02.2020 T.

ATC-xon MesxayHapoano Hayun na Mspka | YY4aCTHHIM H KJIACHPaHe En. nena En. nena 3a Pedepentna
HeNmaTeHTHO NPUJI0KEHHE /mg, 3a eIMHUIA CTOI{HOCT O
HaumeHnoBanue /INN/ tabl., eIMHHIA MspKa IJIC,

ml./ MsIpKa ¢ IAC Ipunoxenue
0e3 JJC Ne 2
L01XC15 Obinutuzumab mapeHTeparHa mg POLI BBJITAPUS EOO[ 5,657530 6,789036 6.650780
LO1XE23 Dabrafenib nepopaiHa TBbpaa | mg ObOHUKC ®APMA 1,122770 1,347324 1,289508
EOOJ
LO1XE23 Dabrafenib nepopaiHa TBspAa | mg ®apmuer EAJ] 1,140906 1,369087 1,289508
LO1XE23 Dabrafenib nepopaiHa TBbpaa | mg AJITA 1,152555 1,383066 1,289508
OAPMACIOTUKBJIC
EOOJ
LO1XE23 Dabrafenib nepopaiHa TBspAa | mg CO®APMA TPEMMHT 1,123060 1,347672 1,289508
ALl

OINPCACICHU 3a UBITBJIHUTEIN 110 PAMKOBH CITOPA3yMEHUA YHAaCTHUIHUTE IMOACOYCHHU ITO-A0JTY:

IIpeaBun ycTaHOBEHOTO IO-TOPE HECHOTBETCTBHSA, KOMHUCHATA IpelJiara Ha BB3JIOXKHUTEIS Aa OTCTPaHU
MMOCOYEHUTE TI0-TOPE YYACTHHIIN OT Mporeaypara Ha ocHoBanue wi. 107, 1. 2, 6yksa "a" ot 3011 3a Te3u nexapcTBeHU
NPOAYKTH, Th KaTO ce MpeACTaBWiId OpepTH, KOUTO HE OTrOBapsAT Ha OOSBEHUTE OT BB3NOKUTEIS YCIOBUS 3a
H3IIBJIHCHUEC HA IMMOPBHUKATaA.

Komucusra npu cro0pa3siBaHe Ha YCIOBHETO 3a U3IIBJIIHUTEIN MO0 PAMKOBO CIIOPa3yMEHHUE Ja CE ONMPEACIsAT
YYaCTHUKBT MPEJIIOKUIT Hall-HUCKA [I€HA U BCUYKU JPYTH YYaCTHUIIH, PEIIOKUIN [IeHa, KosATo € 10 10 % mo-Bucoka
OT Hali-HHUCKaTa TpeIoKeHa IIeHa, HO He C moBeue OT 10 M3MBIHWUTENH, Tpeuiara Ha BB3JIOKHTENS Aa ObaaT

O6oc | ATC- | MexayHapo | Hauun Ha Msipka | 3aGenekka | YYacTHMIM H KIacHpaHe En. uena Ex. nena
obeHa | Ko JHO npuioxkenue | /mg, 3a 3a W3neianTeny no
TIO3HIY HeNaTeHTHO tabl., eINHAIA eINHUIA | PAMKOBO
ust Ne HAaHMEHOBa ml./ MspKa MsipKa criopasyMeHue
nue /INN/ oe3 JJAC ¢ JJAC
1 B02BX | Romiplostim | mapentepanna | mcg 1."MEJIEKC" OO 4,011033 4,813240 | 1."MEJEKC" OOJ
04 1."CO®APMA TPEIJIUHT" AJT 4,011033 4,813240 | 1."CODAPMA
TPEVIUHI™" AJT
1 B02BX | Eltrombopag | nepopainna mg 1."AJITA ®APMACIOTUKBJIC" 0,247857 0,297428
05 TBBpIA EOO] 2,157143 2,588572 | 1."®bOHUKC
2.®apmuer EAJ] 2,161357 2,593628 | DAPMA" EOO/]
3."®bOHUKC ®APMA" EOO/] 2,248571 2,698285 | 2.®apmuer EAJ]
4."CO®APMA TPEHJIUHT" AJT 3."CO®PAPMA
TPEVIUHI™" AL
1 BO3XA | erythropoieti | mapentepanna | IU 1."MEJIEKC" OO 0,006983 0,008380 | I."MEJIEKC" OO/
01 n (Epoetin
alfa)
1 BO3XA | Erythropoiet | mapentepanna | IU 1."®@bOHUKC ®APMA" EOO/] 0,006782 0,008138 | 1."®bOHUKC
01 in(Epoetin 2."TBPI'OBCKA JINT'A - I'JIOBAJIEH | 0,006983 0,008380 | ®PAPMA" EOO/]
beta) ATITEYEH IHEHTBP" ALl 0,006983 0,008380 | 2."CODPAPMA
2."AJITA ®PAPMACIOTHUKBJIC" 0,006983 0,008380 | TPEMIUHI" Al
EOOJ 3."TbPTOBCKA
2."CO®APMA TPEMIHT™ Al JINTA -
T'JIOBAJIEH
AIITEYEH
LEHTBP" AL
4."AJITA
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OAPMACIOTUKD

JIC" EOO/]

BO3XA | Erythropoiet | mapenrepanna | IU 1."®bOHUKC ®APMA" EOO/L 0,006975 0,008370 1."®bOHUKC

01 in(Epoetin 2."MEJIEKC" OO/] 0,006983 0,008380 | ®PAPMA" EOOJ]

zeta) 2."CO®APMA TPEI7II[I/IH1"“ ALl 0,006983 0,008380 |2."CODAPMA
TPEUJIUHI" ALl
3."MEJIEKC" OO]]
BO3XA | Darbepoetin | mapentepanna | mcg 1."MEJEKC" OO 2,388333 2,866000 | 1."MEJIEKC" OO[]
02 alfa 2."CO®APMA TPEI7II[I/IH1"“ ALl 2,390518 2,868622 | 2."CODAPMA
TPEVIUHI™" AJL
BO3XA | Methoxy napeHrepaiHa | mcg 1."®bOHUKC ®APMA" EOO/L 2,577400 3,092880 1."®bOHUKC
03 polyethylene 2."TBPTOBCKA JIUT'A - TJIOBAJIEH | 2,689333 3,227200 DOAPMA" EOOT
glycol- AIITEYEH LHEHTBHP" A/l 2,689333 3,227200 | 2."CODAPMA
epoetin beta 2."AJITA ®APMACIOTUKBJIC" 2,689333 3,227200 TPEI71Z[I/IH1"” ALl
EOO[ 3."TbPTOBCKA
2."CODPAPMA TPEVJIUHI™ Al JIUTA -
TJIOBAJIEH
AIITEYEH
LEEHTBP" ALl
3."AJITA
DOAPMACIOTUKD
JIC" EOOJQ

HO1CB | Octreotide napeHTepaiHa | mg Powder and | 1.®apmuer EAJ] 30,666644 | 36,799973 | 1.®apmuer EAJ]

02 solvent for 2."®bOHUKC ®APMA" EOO/] 30,749333 | 36,899200 | 2."®bOHUKC
suspension 3."AJITA ®APMACIOTUKBJIC" 30,750833 | 36,901000 | PAPMA" EOO[
for injection | EOO/] 30,752952 | 36,903542 | 3."COPAPMA

4."CODAPMA TPEVJIUHI™" Al TPEVAVHI™ ALl
4."AJITA
DOAPMACIOTUKD
JIC" EOOJQ
HO2AB | Dexamethas | mapenrepanna | mg 100mg/ml 1."®bOHUKC ®PAPMA" EOO/[] 0,073500 0,088200 | 1."®bOHUKC
02 one 2."CODAPMA TPEﬁﬂHHF“ ALl 0,082500 0,099000 | ®PAPMA" EOOJ
2."CO®PAPMA
TPEVIUHI™" AJL
JO6BAO | Immunoglob | napentepanua | mg 1."EI EHJ I ®APMA BBJITAPHUA" | 0,074291 0,089149 1."EX EHJO AU
2 ulins, normal EAJL DOAPMA
human BBJITAPYS" EAJL
JO6BAO | Immunoglob | napentepanua | mg 50 mg/ml 1.®apmuer EAJT 0,042400 0,050880 | 1.®apmuer EAJT
2 ulins, normal 2."®bOHUKC ®APMA" EOO/T 0,042400 0,050880 | 2."®bOHUKC
human, for 3."CODAPMA TPEﬁﬂHHF“ ALl 0,042850 0,051420 | ®PAPMA" EOOJ
intravascular 3."CO®APMA
adm. TPEVIUHI™" AJL

JO6BAO | Immunoglob | mapentepanua | mg 100mg/ml 1."®bOHUKC ®APMA" EOO/] 0,074270 0,089124 | 1."®bOHUKC

2 ulins, DAPMA" EOO/J]

normal
human, for
intravascular
adm.

LO1AA | Cyclophosph | mapentepamsa | mg 1."EKO®APM" EOO/] 0,043933 | 0,052720 | 1."EKO®APM"

01 amide EOO/

LO1AA | Chlorambuci | mepopaina mg 1."MEJIEKC" OO[] 0,413833 | 0,496600 | 1."MEJIEKC" OOJ1

02 | TBBpJA 1."CO®APMA TPEﬁ}Z[HHF" ALl 0,413833 0,496600 1."CO®APMA

TPEMJIUHI" AJ

LO1AA | Ifosfamide napeHTepaigHa | mg 1."EKO®APM" EOO/] 0,078683 0,094420 | 1."EKO®APM"

06 EOOJ

LO1AA | Bendamustin | mapenrepansa | mg 1."®bOHUKC ®APMA" EOO/] 1,380000 1,656000 1."®bOHUKC

09 e 2."MEJIEKC" OO[ 2,542750 3,051300 | PAPMA" EOOJQ
2."CO®APMA TPEI7IJII/IH1"" ALl 2,542750 3,051300 | 2."CO®PAPMA

TPEMJIUHI" AJT
3."MEJEKC" OO

LO1AX | Temozolomi | mepopanma mg 1."®bOHUKC ®APMA" EOO/T 0,141400 0,169680 1."®bOHUKC

03 de TBBpIA 2 JIAHCOH BI 00]] 0,143000 | 0,171600 | ®APMA" EOOJ]
3."ITIPO ®APMALIMA" EOOJ] 0,158919 0,190703
4."MAPUMIIEKC - 7" EOO/] 0,158980 0,190776

LO1BA | Pemetrexed | mapenrepanHa | mg 1.HOBAME/] TPEVI}IVIHF EOO/ 0,170500 0,204600 1.HOBAME/[

04 2."MEJIEKC" OO[] 0,175000 0,210000 | TPEMJIMHT EOO/J
3."CO®APMA TPEUJIUHI™" AJl 0,283333 | 0,340000 | 2."CO®APMA
4."TIPO ®APMALMST" EOOJ| 0,304800 | 0,365760 | TPEMJIMHI™" AJ]
5."®bOHUKC ®APMA" EOO1 1,400000 1,680000 3."MEJEKC" OO/
6."MAPUMIIEKC - 7" EOO]] 1,771700 2,126040
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LO1BB | Mercaptopur | nepopanHa mg 1."MEJEKC" OO[ 0,031483 0,037780 1."MEJEKC" OO
02 ine TBbpJA 1."CODAPMA TPEI7II[I/IHF" ALl 0,031483 0,037780 1."CO®APMA
TPEMJIUHI" AJT
LO1BB | Fludarabine | mapenrepanna | mg 1."COD®APMA TPEUJUHI™" A]] 2,024600 2,429520 1."COD®APMA
05 2."MEJEKC" OO[ 2,024666 2,429599 | TPEMJIUHI" Al
2."MEJIEKC" OOJ
LO1BB | Clofarabine | mapenrepanna | mg 1."®bOHUKC ®APMA" EOO/L 54,600000 | 65,520000 | 1.JAHCOH BI'
06 2."TIPO ®APMALIUS" EOOJ 54,610650 | 65,532780 | OO/
3.®apmuer EAJ] 54,612300 | 65,534760 | 2."COJIOME"
4. JAHCOH BI' OO 54,630000 | 65,556000 | EOOJ]
5."COJIOMEZ" EOOJ 54,632499 | 65,558999
6."MAPUMIIEKC - 7" EOO 54,632500 | 65,559000
6."MEJIEKC" OO 54,632500 | 65,559000
6."CO®APMA TPEMIHI™ Al 54,632500 | 65,559000
LO1BB | Nelarabine rnapeHrepaiHa | mg 1."®bOHUKC ®APMA" EOOLL 1,883400 2,260080 1."®bOHUKC
07 2."AJITA ®APMACIOTUKBJIC" 1,945696 2,334835 | DPAPMA" EOOJQ
EOO[ 1,945696 2,334835 | 2."CODPAPMA
2."CO®APMA TPEIJIUHI™" ALl TPEIAJIUHI™" AJT
3."AJITA
DOAPMACIOTUKD
JIC" EOO/]
LO1BC | Cytarabine | mapenrepansa | mg Solution for | 1."MEJIEKC" OO/] 0,017866 0,021439 | I."MEJIEKC" OO/]
01 injection 50
mg/ ml
LO1BC | Cytarabine nmapeHrepaiHa | mg Solution for 1."®bOHUKC ®APMA" EOO[] 0,017800 0,021360 | 1."®bOHUKC
01 injection/infu DOAPMA" EOOT
sion 100
mg/ml
LO1BC | Fluorouracil | mapenrepanna | mg 1."®bOHUKC ®APMA" EOO/] 0,003550 0,004260 | 1."®bOHUKC
02 2."CO®DAPMA TPEﬁHHHF“ ALl 0,004183 0,005020 | ®PAPMA" EOOJ
2."CODAPMA
TPEVIIUHI™" AJT
LO1BC | Gemcitabine | mapenrepanna | mg 1."®bOHUKC ®APMA" EOO/] 0,027000 0,032400 1."®bOHUKC
05 2."MEJIEKC" OO/ 0,032583 0,039100 | ®APMA" EOO[
2."CODAPMA TPEMIUHI" AJT 0,032583 0,039100 |2."COD®APMA
TPEMJIUHI" ALl
3."MEJIEKC" OO]T
LO1BC | Capecitabine | mepopanna mg 1."®bOHUKC ®APMA" EOO/L] 0,001283 0,001540 1."®bOHUKC
06 TBBpIA DOAPMA" EOOJ]
LO1BC | Azacitidine | mapenrepanna | mg 1."®bOHUKC ®PAPMA" EOO[] 6,019000 7,222800 | 1."®bOHUKC
07 DAPMA" EOOJ1
LO1BC | Tegafur, nepopajiHa tabl 20 mg/5,8 1."MEJEKC" OO[ 6,267858 7,521430 1."MEJIEKC" OO[]
53 Gimeracil, TBBpAA mg/15,8 mg
Oteracil
LO1BC | Trifluridine/ | mepopasna tabl 15 mg/6,14 1."®@bOHUKC ®APMA" EOOL 47,669500 | 57,203400 | 1."®bOHUKC
59 Tipiracil TBBpPJA mg 2."CODAPMA TPEMIHI" AJT 48,573333 | 58,288000 | PAPMA" EOO/
2."CODPAPMA
TPEVIUHI™" AJl
LO1BC | Trifluridine/ | mepopanna tabl 20 mg/8,19 1."®bOHUKC ®APMA" EOOJL 63,538500 | 76,246200 | 1."®bOHUKC
59 Tipiracil TBBpAA mg 2."CODAPMA TPEIJIMHI" ALl 64,709025 | 77,650830 | DAPMA" EOOJ]
2."CODAPMA
TPEVIUHI™" AJl
LO1CA | Vinorelbine | mapenrepanna | mg 1."®bOHUKC ®APMA" EOO/] 1,136000 1,363200 1."®bOHUKC
04 2."CO®APMA TPEVJIHI™ AJ] 1,139000 | 1,366800 | ®APMA" EOO/I
2."CODAPMA
TPEMJIUHI" AJL
LO1CB | Etoposide napeHTepaigHa | mg 1."®bOHUKC ®APMA" EOO/] 0,105000 0,126000 | 1."®bOHUKC
01 DAPMA" EOOJ1
LO1CD | Paclitaxel napenTepanHa | Mg 1."BYJITEPME]] BE" OO/] 0,166999 | 0,200399 | 1."®LOHUKC
01 2."®@bOHUKC ®APMA" EOO/L 0,183000 0,219600 | ®PAPMA" EOO
3."CO®APMA TPEUIUHI™" AJl 0,183472 | 0,220166 | 2."BYJI'EPMEJ]
4."MEJEKC" OO/] 0,183475 0,220170 | BE" OO/
4."AJITA DAPMACIOTUKBJIC" 0,183475 0,220170 3."COD®APMA
EOO[L TPEUJIUHI" AJT
LO1CD | Docetaxel napeHrepanHa | mg 1. HOBAMEJ]] TPEHJIUHT EOOJ] 0,257500 0,309000 | 1."®bOHHMKC
02 2."®bOHUKC ®APMA" EOO/] 0,277500 0,333000 DAPMA" EOOLT
3."BYJI'EPME/ BE" OO/ 0,322083 0,386500 | 2."BYJITEPME
4."COODAPMA TPEPUIHHF" ALl 0,346146 0,415375 | BE" O0/]
5."MEJEKC" OO[ 0,346200 0,415440 | 3."CODAPMA
5."AJITA ®APMACIKOTUKBJIC" 0,346200 0,415440 TPEﬂ[LMHF " Al

EOOJ
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LO1CD | Cabazitaxel | mapentepanna | mg 1."®bOHUKC ®APMA" EOOJZL 104,050000 | 124,86000 | 1."®bOHNKC
04 2."MAPUMIIEKC - 7" EOOJ] 104,070000 |0 OAPMA" EOO/]
3."CODAPMA TPEMJIUHI™" AJl 104,070000 | 124,88400 |2."COJIOME["
4.®apmuer EAJ] 104,070100 | O EOOQ
5."MEJIEKC" OO 104,070141 | 124,88400 | 3."COD®APMA
5."COJIOME[" EOO/] 104,070141 (0 TPEMJIUHI" AT
124,88412 | 4."MAPUMIIEKC -
0 7" EOOJ
124,88416 | 5.®apmuer EAJL
9 6."MEJIEKC" OO/
124,88416
9
LO1DB | Doxorubicin | mapentepanxa | mg Concentrate | 1."®bOHHKC ®APMA" EOOJ] 0,277600 0,333120 | 1."®bOHHMKC
01 for solution OAPMA" EOOJT
for infusion
LO1DB | Doxorubicin | mapenrepamna | mg Powder, 1."®bOHUKC ®APMA" EOOJL 15,720000 | 18,864000 | 1."®bOHNKC
01 dispersion 2."CO®APMA TPEMIHI™ Al 17,180000 | 20,616000 | PAPMA" EOO
and solvent 3."AJITA ®APMACIOTUKBJIC" 17,183416 | 20,620099
for EOO[ 17,183416 | 20,620099
concentrate 3."MEJEKC" OO/
for dispersion
for infusion
LO1DB | Epirubicin napeHTepaiHa | mg 1."®bOHUKC ®APMA" EOO/] 0,720000 0,864000 | 1."®bOHUKC
03 2."CODAPMA TPEMIUHI" AJl 0,722000 0,866400 | ®PAPMA" EOO
3."MEJIEKC" OO 0,722166 0,866599 | 2."CO®APMA
TPEMJIUHI" ALl
3."MEJEKC" 00
LO1DB | Idarubicin napeHTepaiHa | mg 1."MEJIEKC" OO 8,908730 10,690476 | 1."MEJEKC" OO/]
06 1."CO®APMA TPEMJIUHI™ AJT 8,908730 10,690476 | 1."CO®APMA
1."®bOHUKC ®PAPMA" EOO[] 8,908730 10,690476 | TPEMIHI" AT
1."®bOHUKC
DAPMA" EOOJ]
LO1DB | Mitoxantron | mapentepanHa | mg 1."®bOHUKC ®APMA" EOO[L 2,600000 3,120000 | 1."®bOHHMKC
07 e DAPMA" EOOJ
LO1DB | Pixantrone napeHrepaigHa | mg 1."®bOHUKC ®APMA" EOO[L 27,766207 | 33,319448 | 1."®bOHHNKC
11 2.®apmuer EAJT 28,386204 | 34,063445 | DAPMA" EOO/]
3."CO®APMA TPEMIHI™" Al 28,394250 | 34,073100 | 2."CODAPMA
TPEVIUHI™" AL
3.®@apmuer EAJT
LO1XA | Cisplatin napeHTepaiHa | mg 1."®bOHUKC ®APMA" EOO/] 0,178400 0,214080 | 1."®bOHUKC
01 DAPMA" EOO
LO1XA | Carboplatin | mapenrepansa | mg 1."®bOHUKC ®APMA" EOO/] 0,123333 0,148000 | 1."®bOHUKC
02 2."CO®APMA TPEMJIUHI™" Al 0,124333 0,149200 | ®APMA" EOO/]
2."COPAPMA
TPEMJIUHI" AJ
LO1XA | Oxaliplatin | mapenrepansa | mg Powder for 1."®bOHUKC ®APMA" EOO/] 0,202500 0,243000 | 1."®bOHUKC
03 concentrate 2."BYJITEPME/] BE" OO/ 0,233166 0,279799 | ®PAPMA" EOO/]
for solution 3."AJITA DPAPMACIOTUKBJIC" 0,253667 0,304400 | 2."BYJITEPME/]
for infusion EOON BE" 00
3."AJITA
®APMACIOTUKD
JIC" EOOJ
L01XC | Rituximab mapeHTepaiHa | mg concentrate 1."MEJIEKC" OO1 1,625000 1,950000 | 1."®BOHUKC
02 for solution 2."®bOHUKC ®APMA" EOO/] 1,650020 1,980024 | ®APMA" EOO/]
for infusion 3."POLI BBJITAPUSA" EOOJ 2,425400 2,910480 | 2."MEJIEKC" OO/
MKB
(C82,C83,C91
,M31
LO1XC | Rituximab napeHTepaigHa | mg solution for 1."POULI BBJITAPUA" EOOJ] 2,020863 2,425036 1."POIII
02 injection BBJITAPHA"
EOO/
LO1XC | Trastuzumab | mapenrepanna | mg 1."®bOHUKC ®APMA" EOOJ{ 2,300067 2,760080 | 1."CO®APMA
03 2."MEJJEKC" OO 2,625000 3,150000 | TPEMIMHI" AJ]
3."POLI BBJITAPUA" EOOJ 4,302800 5,163360 | 2."®bOHUKC
4."CODPAPMA TPEI7UII/IH1"“ Al 4,369442 5,243330 | PAPMA" EOOJQ
LO1XC | Trastuzumab | mapenrepanna | mg Solution for | 1."POIL BBJITAPUA" EOOJ] 4,014400 4,817280 | 1."POLI
03 injection BBJITAPYA"
EOOJ
LO1XC | Cetuximab | mapenrepanna | mg 1."®bOHUKC ®APMA" EOO/] 3,214000 3,856800 | 1."®bOHUKC
06 2."MEJIEKC" OO 3,214916 3,857899 | ®PAPMA" EOO/]
2."MEJIEKC" OO[1
LO1XC | Bevacizuma | mapenrepanna | mg 1."POLL BBJITAPUS" EOOL 4,244450 5,093340 | 1."POIL
07 b BBJICAPUA"
EOO/
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1 LO1XC | Panitumuma | mapentepanxa | mg 1."CO®APMA TPEUJIUHI™" AJT 6,253333 7,504000 | 1."CO®APMA
08 b 2."MEJIEKC" OO 6,253416 7,504099 | TPEMIUHI™" Al
2."MEJJEKC" OO
1 LO1XC | Ipilimumab | mapentepanna | mg 1."®bOHUKC ®APMA" EOO/] 110,585000 | 132,70200 | 1."®bOHUKC
11 0 DAPMA" EOOJ
1 LO1XC | Brentuximab | mapentepanxa | mg 1.@apmuer EAJ] 107,895000 | 129,47400 | 1."®BbOHUKC
12 vedotin 2."®bOHUKC ®PAPMA" EOO/] 109,013000 |0 DAPMA" EOO/]
3."CODAPMA TPEMJIVHI™" ALl 110,900000 | 130,81560 | 2.dapmuer EAJL
0 3."CO®PAPMA
133,08000 | TPEMHI" ALl
0
1 LO1XC | Pertuzumab | mapentepanxa | mg 1."POLI BBJITAPUS" EOOJ 10,984071 | 13,180885 | 1."POLI
13 BBJITAPHA"
EOO/
1 LO1XC | Trastuzumab | mapentepanxa | mg 1."POLI BBJITAPHS" EOO 29,543063 | 35,451676 | 1."POILLI
14 Emtansine BBJITAPHA"
EOO/
1 LO1XC | Nivolumab | mapentepanna | mg 1."®bOHUKC ®APMA" EOO/] 20,050000 | 24,060000 | 1."®bOHUKC
17 DAPMA" EOOJ
1 LO1XC | blinatumoma | mapenTtepanna | mcg 1."CO®APMA TPEUJIUHT" AT 112,828571 | 135,39428 | 1."CODAPMA
19 b 2."MEJJEKC" OO 112,828575 |5 TPEVIWHI™" ALl
135,39429 | 2."MEJEKC" OO/]
0
1 LO1XC | Ramuciruma | mapenrepanna | mg 1."®@bOHUKC ®PAPMA" EOO/] 6,578150 7,893780 | 1."®bOHUKC
21 b 2."AJITA ®APMACIOTUKBJIC" 6,696458 8,035750 | ®PAPMA" EOO/]
EOO 6,699792 8,039750 | 2."AJITA
3."TBbPTOBCKA JIUT'A - I'JIOBAJIEH DOAPMACIOTUKD
ATITEYEH LIEHTBP" ALY JIC" EOOJ
3."TBPI'OBCKA
JINTA -
I'JIOBAJIEH
ATITEYEH
LIEHTBP" A/l
1 LO1XC | Daratumuma | mapentepanHa | mg 1."CO®APMA TPEUJJUHI™ AJl 7,144229 8,573075 | 1."CODPAPMA
24 b TPEMJIMHI" Al
1 LO1XC | Inotuzumab | mapenrepansa | mg 1.@apmuer EAJ] 18,385200 | 22,062240 | 1."®bOHUKC
26 ozogamicin 2."®bOHUKC ®APMA" EOO/] 18 376,280 |22051,53 | DPAPMA" EOO/]
3."CO®APMA TPEMIUHI™" Al 000 6000 2."CODAPMA
4."MEJIEKC" OO 18 385,308 |22 062,36 | TPEUAWHI" AJl
330 9996 3."MEJEKC" OO/]
18 385,316 |22 062,37
666 9999
1 LO1XC | Atezolizuma | mapentepanHa | mg 1."POULI BBJITAPUA" EOOJ] 5,698150 6,837780 1."POIII
32 b BBJITAPHA"
EOO/
1 LO1XE | Imatinib nepopaiHa mg C92.1 1."®bOHUKC ®APMA" EOO[L 0,010750 0,012900 | 1."®bOHUMKC
01 TBBpAA 2."CODAPMA TPEIJIUHI™ AJl 0,014020 0,016824 | ®PAPMA" EOO/]
3."MEJIEKC" OO 0,014031 0,016837 | 2."CO®APMA
TPEVIUHI™" AL
3."MEJIEKC" 00
1 LOIXE | Imatinib nepopaHa mg 1."®bOHUKC ®APMA" EOO/] 0,008417 0,010100 | 1."®bOHUKC
01 TBBpIA 2."I[TPO DAPMAILUA" EOOL 0,012833 0,015400 | ®APMA" EOOJL
3."MAPUMIIEKC - 7" EOOJ 0,014032 0,016838
1 LOIXE | Gefitinib nepopaHa mg 1."MEJIEKC" OO 0,090000 0,108000 | I.JAHCOH BI
02 TBBpIA 2.JAHCOH BI' OO 0,130000 0,156000 | OOQ
3."CODAPMA TPEMJIHI™" AJl 0,150667 0,180800
4."®bOHUKC ®APMA" EOO/] 0,170667 0,204800
5."I[TPO ®APMAIUA" EOOL 0,189656 0,227587
6."MAPUMIIEKC - 7" EOOJ1 0,189732 0,227678
060 MexayHapo Hayun Ha Msipka 3a0ese | YYacTHMIM M KJAacHpaHe En. nena En. uena Ipennoxenus 3a
cod ATC- | ano TPHJIOKEH /mg, JKKa 3a 3a M3N'bJIHUTEIH TI0
eHa KOJ HENMATEHTHO ue tabl., eUHNLA eIUHULA PaMKOBOTO
no3 HAHMEHOBaH ml./ MsIpKa MsIpKa cnopa3yMeHHe
I ne /INN/ 0e3 JJC ¢ JAC
a1 Ne
2 LO1B | Methotrexate | mapentepan | mg concen | 1."®bOHUKC ®APMA" EOO[{ 0,026000 0,031200 1."®bOHUKC
A0l Ha trate 2."AJITA ®PAPMACIOTUKBJIC" 0,027333 0,032800 DOAPMA" EOOJL
for EOOJ 2."AJITA
solutio DOAPMACIOTUKBJT
n for C"EOOJ
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infusio
n

LO1X | Erlotinib nepopaiHa mg 1.JAHCOH BI' OO/ 0,046005 0,055206 1.AAHCOH BI' OO
EO03 TBBpIA 2."MEJIEKC" OO[1 0,049590 0,059508 2."MEJIEKC" OO
3."CO®APMA TPEMIHI™ Al 0,060020 0,072024
4."MAPUMIIEKC - 7" EOO 0,065016 0,078019
5."®bOHUKC ®APMA" EOO/] 0,065910 0,079092
6."I[TPO DAPMALIUA" EOO 0,065972 0,079167
LO1X | Sunitinib nepopaiHa mg 1."®bOHUKC ®APMA" EOOT 5,082000 6,098400 1."®bOHUKC
E04 TBBpIA 2."CO®APMA TPEMIHI™" Al 5,083291 6,099949 DOAPMA" EOOJL
3.®apmuer EAJ] 5,111331 6,133597 2."CO®APMA
4."MEJIEKC" OO 5,111333 6,133600 TPEMJIUHI" Al
3.®apmuer EAJ]
4."MEJIEKC" 004
L01X | Sorafenib nepopajHa mg 1."®bOHUKC ®APMA" EOOL 0,240126 0,288151 1."®bOHUKC
EO05 TBBpIA 2."CO®APMA TPEMIHI™ Al 0,240246 0,288295 DOAPMA" EOOJL
3.®apmuer EAJ] 0,243666 0,292399 2."CO®APMA
4."AJITA ®APMACIOTHUKBJIC" 0,245692 0,294830 TPEVIMHI™" AJ]
EOOJ 0,245714 0,294857 3.®apmuer EAJ]
5."MEJIEKC" OO 0,245714 0,294857 4."AJITA
5."MAPUMIIEKC - 7" EOO/] OAPMACIOTUKBJI
C"EOO[
5."MEJEKC" OO
5."MAPUMIIEKC -
7" EOO
LO1X | Dasatinib nepopajHa mg 1."®bOHUKC ®APMA" EOO[] 1,796667 2,156000 1."®bOHUKC
E06 TBBpIA DOAPMA" EOOJL
L01X | Lapatinib nepopaiHa mg 1."®bOHUKC ®APMA" EOOL 0,094125 0,112950 1."®bOHUKC
EQ7 TBBpIA 2.@apmuer EAJ] 0,094126 0,112951 DOAPMA" EOOT
3."CODAPMA TPEMIUHI" AJl 0,094156 0,112987 2.®apmuer EAJ]
4."AJITA ®APMACIOTUKBJIC" 0,094167 0,113000 3."CO®PAPMA
EOO/[ TPEVIUHI™" AL
4."AJITA
OAPMACIOTUKBJI
C"EOOJ
LO1X | Nilotinib nepopasHa mg 1."®bOHUKC ®PAPMA" EOO[] 0,231862 0,278234 1."®bOHUKC
EO08 TBBpIA 2."CO®APMA TPEMIUHI™ Al 0,231915 0,278298 DOAPMA" EOOJL
3.®apmuer EAJ] 0,236903 0,284284 2."CO®PAPMA
4."AJITA ®APMACIOTUKBJIC" 0,238631 0,286357 TPEMJIMHI" Al
EOOJ 3.®apmuer EAJ]
4."AJITA
DOAPMACIOTUKBJT
C"EOOJ
LO1X | Temsirolimus | mapentepan | mg 1."®bOHUKC ®APMA" EOO/] 44,106667 52,928000 1."®bOHUKC
E09 Ha 2."CO®APMA TPEMJIUHI™" AJ[ 44,127925 52,953510 DOAPMA" EOOJL
3.@apmuer EAJ] 44,150000 52,980000 2."CO®APMA
4."MEJIEKC" OO 44,151666 52,981999 TPEMJIMHI" Al
3.®apmuer EAJ]
4."MEJIEKC" 001
LO1X | Everolimus nepopaiHa mg 5 1."MEJEKC" OO 7,900000 9,480000 1."MEJIEKC" OO
E10 TBBPIA mg/10 2."CO®APMA TPEMIUHI™" AJ 7,901500 9,481800 2."CO®APMA
mg 3."AJITA ®PAPMACIOTUKBJIC" 8,683028 10,419633 TPEVIUHI™" AJ]
EOO[ 3."AJITA
OAPMACIOTUKBJI
C"EOOJ
LO1X | Pazopanib nepopaiHa mg 1."®bOHUKC ®APMA" EOO/] 0,177313 0,212776 1."®bOHUKC
E11 TBBPIA 2."CO®APMA TPEMJIUHI™" AJ[ 0,177320 0,212784 DOAPMA" EOOJL
3.@apmuer EAJ] 0,177891 0,213470 2."CO®PAPMA
4."AJITA ®DAPMACIOTUKBJIC" 0,187917 0,225500 TPEMJIMHI" AJT
EOO/ 3.®apmuer EAJ]
4."AJITA
DOAPMACKOTUKBJT
C"EOOJ
LO1X | Vandetanib nepopaiHa mg 1."®bOHUKC ®APMA" EOO/] 0,866300 1,039560 1."®bOHUKC
E12 TBBpIA 2."CODAPMA TPEMIHI™" AJl 0,866482 1,039778 DOAPMA" EOOJL
3.@apmuer EAJ] 0,866915 1,040298 2."CO®APMA
4."MEJIEKC" OO 0,866916 1,040299 TPEMJIMHI" AJT
5."COJIOME" EOO 0,866916 1,040299 3.@apmuer EAJ]
6."MAPUMIIEKC - 7" EOO/] 0,866917 1,040300 4."MEJIEKC" OO1

5."COJIOME/L"
EOO/J]
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6."MAPUMIIEKC -

7" EOO/L
LO1X | Afatinib nepopanHa | Mg 1."®bOHUKC ®APMA" EOO]] 2,771429 3,325715 1."®bOHUKC
E13 TBBHp/A 2."CO®APMA TPEMIHI™ Al 2,772451 3,326941 ®APMA" EOO/I
3.®apmuer EAJT 2,783483 3,340180 2."CO®APMA
TPEUJIUHI" ALl
3.®apmuer EAJT
L01X | Bosutinib mepopamHa | mg 1."®bOHUKC ®APMA" EOO]] 0,385950 0,463140 1."®bOHUKC
E14 TBBp/A 2."CO®APMA TPEMIHI™ Al 0,386033 0,463239 ®APMA" EOO/I
3.@apmuer EAJ] 0,387962 0,465554 2."CO®APMA
4 "MEJIEKC" OO[T 0,387968 0,465562 TPEVIMHI™" AJ]
3.®apmuer EAJ]
4."MEJIEKC" 00/]
LO1X | Vemurafenib | mepopamsa | mg 1."POIL BBJICAPHS" EOO/J 0,170504 0,204605 1."POIII
E15 TBBp/A BBJITAPUS" EOOJ],
LO1X | Crizotinib mepopamHa | mg 1."®bOHUKC ®APMA" EOO]] 0,543313 0,651976 1."®bOHUKC
E16 TBBpJA 2."CO®APMA TPEMIHI™" Al 0,543404 0,652085 ®APMA" EOO/I
3."MEJIEKC" OO/T 0,546950 0,656340 2."CO®APMA
TPEVIUHI™" AL
3."MEJIEKC" OOJ1
L01X | Axitinib mepopaiHa | mg 1."®bOHUKC ®APMA" EOO]] 21,139286 25367143 | 1."®bOHHUKC
E17 TBBp/A 2."CO®APMA TPEMIUHI™ Al 21,142053 25,370463 | ®APMA" EOO/I
3."MEJIEKC" OO/] 21,205592 25,446710 | 2."CO®APMA
TPEVIUHI™" AL
3."MEJIEKC" OO/1
L01X | Ruxolitinib nepopanHa | Mg 1."®bOHUKC ®APMA" EOOJ] 10,103214 12,123857 | 1."®bOHUKC
E18 TBBpIA 2."CODAPMA TPEMIUHT" AJT 10,106036 12,127244 | ®APMA" EOO]]
3.@apmuer EAJ] 10,195312 12,234374 | 2."CODAPMA
4."AJITA ®APMACIOTUKBJIC" | 10,258800 12,310560 | TPEMJUHI" Al
EOO 3.@apmuer EAJT
4."AJITA
®APMACIOTUKBJI
C"EOOJT
L01X | Regorafenib | mepopansa | mg 1."®bOHUKC ®APMA" EOO]] 1,228390 1,474068 1."®bOHUKC
E21 TBBpJA 2."CO®APMA TPEMIHI™ Al 1,228452 1,474142 ®APMA" EOO/I
3.@apwmuer EAJ] 1,249612 1,499534 2."CODAPMA
4."AJITA ®APMACIOTUKBJIC" | 1,257033 1,508440 TPEVIUHI™" AJ]
EOO/J], 1,257038 1,508446 3.@apmuer EAJ]
5."MAPUMIIEKC - 7" EOO/] 1,257041 1,508449 4."AJITA
6."MEJIEKC" OO/1 ®APMACIOTUKBJI
C"EOO/1
5."MAPUMIIEKC -
7" EOOJL
6."MEJIEKC" OO/1
L01X | Ponatinib nepopanHa | mg 1."®bOHUKC ®APMA" EOOJ] 11,610000 13,932000 | 1."®bOHMKC
E24 TBBp/A 2."CO®APMA TPEMIUHI™" AJ[ 11,614649 13,937579 | ®APMA" EOOJ|
3."MEJIEKC" OO/] 11,678722 14,014466 | 2."CODAPMA
TPEVIUHI™" AL
3."MEJIEKC" OO/1
LO1X | Ibrutinib nepopanHa | mg 1."CO®APMA TPEWJIUHT" AJT 0,802413 0,962896 1."CO®APMA
E27 TBBPIA TPEMJIMHI" A
LO1X | palbociclib nepopanHa | Mg 1."®bOHUKC ®APMA" EOOJ] 1,629333 1,955200 1."®bOHUKC
E33 TBBpA 2."CODAPMA TPEMIHT" AJl 1,629814 1,955777 ®APMA" EOOJT
3."MEJIEKC" OO/1 1,635533 1,962640 2."CO®APMA
TPEMJIUHI" ALl
3."MEJIEKC" OO/
LO1X | Osimertinib nepopanHa | Mg 1."®bOHUKC ®APMA" EOOJ] 4876788 5,852146 1."®bOHUKC
E35 TBBpA 2."CO®APMA TPEHJIUHI™" AJT 4877983 5,853580 ®APMA" EOOJI
3.@apwmuer EAJ] 5,287006 6,344407 2."CODAPMA
TPEMJIUHI" AJT
3.®apmuer EAJT
LO1X | alectinib nepopanHa | Mg 1."POI BBJITAPHS" EOO/], 0,254421 0,305305 1."POIII
E36 TBBPIA BBJITAPUS" EOO/]
LO1X | Topotecan napeHTepan | mg 1."®bOHUKC ®APMA" EOOJ] 12,500000 15,000000 | 1."®bOHMKC
X17 Ha 2."CODAPMA TPEMIHI" AJl 12,500722 15,000866 | ®APMA" EOOJ]
2."CO®APMA

TPEVIJIUHI™" AJL
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LO1X | Topotecan nepopanHa | Mg 1."CO®APMA TPEHJIUHI" AJl 46,345833 55,615000 | 1."CO®APMA
X17 TBBpA TPEVIMHI™" ALl
LO1X | Irinotecan napeHTepan | mg 1.HOBAME/]] TPEMJIUHI EOOJ], | 0,185226 0,222271 1.HOBAME]],

X19 Ha 2."®bOHUKC ®APMA" EOO/I 0,188821 0,226585 TPEVAVHI EOO/]
3."CO®APMA TPEMIAHI™ Al 0,197333 0,236800 2."®bOHUKC
4."BYJI'EPME/] BE" OOJ1 0,204224 0,245069 ®APMA" EOOJ
5."AJITA ®APMACIOTUKBJIC" | 0,207765 0,249318 3."CO®APMA
EOO/J] 0,216030 0,259236 TPEVIMHI™" AJ]
6."MEJIEKC" OO/

LO1X | Bortezomib napeHTepan | mg 1.JJAHCOH BI' 0O/1 18,839643 22,607571 | 1.JJAHCOH BI' OO/]

X32 Ha 2."MEJIEKC" OO/I 20,393428 24,472114 | 2."MEJIEKC" OO/]
3."AJITA ®APMACIOTHUKBJIC" | 20,468999 24562799 | 3."AJITA
EOO[ 20,851297 25,021556 | ®APMACIOTUKBJI
4."MAPUMIIEKC - 7" EOO/I 21,296884 25,556260 | C"EOOJI
5."®bOHUKC ®APMA" EOOJT 21,430242 25,716290
6."CODAPMA TPEUIUHI" AJT 23,569340 28,283208
7."TIPO ®PAPMALIMS" EOOJ

LO1X | Anagrelide nepopanHa | Mg 1."TIPO ®APMALIUS" EOO/I 4,690666 5,628799 1."TIPO

X35 TBBpA GAPMAILIMS" EOOJ

LO1X | Eribulin napeHTepan | mg 1."®bOHUKC ®APMA" EOOJ] 688,045455 825,654546 | 1."®bOHUKC

X41 Ha 2."CO®APMA TPEHJIUHI™ AJT 688,077650 825,693180 | ®APMA" EOO/I
2."MEJIEKC" OO/{ 688,077650 825,693180 | 2."CO®APMA

TPEUJIUHI" ALl
2."MEJEKC" OO]]

LO1X | Vismodegib nepopanHa | Mg 1."POL BBJITAPUS" EOO 1,929752 2,315702 1."POLLI

X43 TBBpJA BBJITAPUA" EOOJ]

L01X | Aflibercept mapeHrepan | mg 1."®bOHUKC ®APMA" EOO[L 5,700295 6,840355 1."®bOHHNKC

X44 Ha 2."COJIOMEJ" EOOJ] 5,703813 6,844575 ®APMA" EOO/I
3."MAPHUMIIEKC - 7" EOO/] 5,706600 6,847920 2."COJIOME/"
4."CO®APMA TPEMJIHI™" AJT 5,706625 6,847950 EOO[,
5.@apmuer EAJ] 5,706666 6,847999 3."MAPUMIIEKC -
5."MEJIEKC" OO/ 5,706666 6,847999 7" EOO/T

4."CODAPMA
TPEUJIUHI" ALl
5.®@apmuer EAJ]
5."MEJEKC" OO[
LO1X | Carfilzomib napeHTepan | mg 1."MEJIEKC" OO/1 30,938333 37,126000 | 1."MEJIEKC" OO/]
X45 Ha 1."CO®APMA TPEMIAHI™" AJT 30,938333 37,126000 | 1."CO®APMA
TPEVIIUHI™" AJT

LO1X | Olaparib nepopanHa | Mg Capsul | 1."®bOHHKC ®APMA" EOOJ] 0,383468 0,460162 1."®bOHUKC

X46 TBBpIA e, hard | 2."CODAPMA TPEMIHI" AJl 0,383510 0,460212 ®APMA" EOOJT
2.@apmuer EAJ] 0,383510 0,460212 2."CO®APMA

TPEUJIUHI" ALl
2.0apmuer EAJ]

LO1X | Ixazomib nepopanHa | Mg 1."®bOHUKC ®APMA" EOOJ] 621,325000 745,590000 | 1."®bOHUKC

X50 TBBpP/A 2."CO®APMA TPEMJIUHI™ AJl 621,429966 745,715959 | ®APMA" EOO/I
3.@apmuer EAJ] 632,400000 758,880000 | 2."CODAPMA

TPEUJIUHI" ALl
3.®apmuer EAJT

LO1X | venetoclax nepopanHa | mg 1."®bOHUKC ®APMA" EOO]] 0,892414 1,070897 1."®bOHUKC

X52 TBBp/A 2."CO®APMA TPEMJIUHI™" AJ 0,892789 1,071347 ®APMA" EOOJI
3.@apmuer EAJ] 0,908439 1,090126 2."COODAPMA

TPEVIUHI™" AJL
3.®apmuer EAJT

L02B | Enzalutamide | mepopamsa | mg 1."AJITA ®APMACIOTUKBJIC" | 1,141108 1,369330 1."AJITA

B04 TBBpIA EOOJI 1,141108 1,369330 OAPMACIOTUKBJI
1."MEJIEKC" OO/] C"EOO/1

1."MEJEKC" OOJ]

L02B | Abiraterone nepopanHa | Mg 1."CO®APMA TPEHJIUHI" AJT 0,173132 0,207758 1."CO®APMA

X03 TBBP/A TPEMJIUHI" AL

LO3A | Filgrastim mapeHrepain | mg 1."®bOHUKC ®APMA" EOO/] 85,333333 102,400000 | 1."®bOHUKC

A02 Ha 2."CO®APMA TPEUJIUHI™ AJT 85,342086 102,410503 | ®APMA" EOOJ]
3."MEJIEKC" OO/] 86,666666 103,999999 | 2."COD®APMA

TPEVIUHI™" ALl
3."MEJIEKC" OO/1

LO3A | Pegfilgrastim | mapentepan | mg 1."CO®APMA TPEHJIUHI" AJl 52,986034 63,583241 | 1."CO®APMA

A13 Ha 2."®bOHUKC ®APMA" EOOJT 66,633334 79,960000 | TPEMIMHI" AJ]
3."MEJIEKC" OO/ 69,972848 83,967418

LO3A | Lipegfilgrasti | mapentepan | mg 1."®bOHUKC ®APMA" EOO]] 163,051766 195,662120 | 1."®bOHUKC

Ald m Ha 2."CODAPMA TPEMIHI" AJl 171,079167 205,295000 | ®APMA" EOOJ]
3."AJITA ®APMACIOTUKBJIC" | 171,080555 205,296666 | 2."CO®APMA
EOO]] 171,080555 205,296666 | TPEVIWHI" AJl
3."MEJIEKC" OO/] 3."AJITA

®APMACIOTUKBJI
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C"EOOJ
3."MEJIEKC" OO/

LO3A | Mycobacteriu | unrtpakasur | mg 1."®bOHUKC ®APMA" EOO/] 2,755556 3,306667 1."®bOHUKC
X03 m bovis BCG | anna 2."CO®APMA TPEMIHI™" Al 2,756739 3,308086 DAPMA" EOO/]
3.@apmuer EAJ] 2,771111 3,325333 2."CO®APMA
TPEUJIUHI" ALl
3.®apmuer EAJT
LO3A | Plerixafor mapeHrepan | mg 1.@apmuer EAJ] 383,455306 460,146367 | 1.dapmuer EAJ]
X16 Ha 2."CO®APMA TPEMIHI™ Al 383,539305 460,247166 | 2."CODAPMA
3."®bOHUKC ®APMA" EOO/] 383,898788 460,678545 | TPEMIUHI" AJ]
4."MEJIEKC" OO[1 384,115190 460,938228 | 3."®bOHUKC
4."COJIOMEZ" EOOJ 384,115190 460,938228 | ®APMA" EOOJL
4."MAPUMIIEKC - 7" EOOJ 384,115190 460,938228 | 4."MEJIEKC" OO/1
4."COJIOME[Z"
EOO/
4."MAPUMIIEKC -
7" EOOJ
LO4A | Ciclosporin nepopaiHa | mg 1.®apmuer EAJT 0,021400 0,025680 1.®apmuer EAJ]
D01 TBBpAA 2."CO®APMA TPEMJIUHI" AJT 0,021405 0,025686 2."CO®APMA
3."®bOHUKC ®PAPMA" EOO[ 0,021408 0,025689 TPEI\/’I}:[I/IHF” ALl
4."AJITA ®PAPMACIOTUKBJIC" 0,021480 0,025776 3."®bOHUKC
EOO[ DOAPMA" EOOQ
4."AJITA
OAPMACIOTUKBJT
C"EOOX
LO4A | Ciclosporin nepopajHa mg 1.®apmuer EAJ] 0,022760 0,027312 1.®apmuer EAJT
D01 TeYHa 2."®bOHUKC ®APMA" EOO/] 0,022768 0,027322 2."®bOHUKC
3."CO®PAPMA TPEIZ[[I/IHF" Al 0,022769 0,027322 DOAPMA" EOOQ
4."AJITA ®PAPMACIOTHUKBJIC" 0,022782 0,027338 3."CO®APMA
EOOJ TPEVIUHI™" AJ]
4."AJITA
DOAPMACIOTUKBJI
C"EOOJ
MO5B | Zoledronic nmapeHrepain | mg 1."®bOHUKC ®APMA" EOO[] 3,775000 4,530000 1."®bOHUKC
A08 acid Ha DAPMA" EOOJ
MO05B | Denosumab napenrepain | mg 120 mg | 1."MEJEKC" OO/] 3,949737 4,739684 1."MEJIEKC" OO/1
X04 Ha 1."CO®APMA TPEMJIUHT" AT 3,949737 4,739684 1."CO®OAPMA
TPEMJIUHI" AL
NO2A | Morphine napeHTepan | mg 1."CO®PAPMA TPEVI}:[HHF" Al 0,060322 0,072386 1."CO®APMA
A01 Ha TPEMJIMHI" A
NO2A | Morphine nepopamHa | mg 1."®bOHUKC ®APMA" EOO/] 0,005917 0,007100 1."®bOHUKC
A01 TBBpAA 2."MEJIEKC" OO 0,005935 0,007122 DAPMA" EOO
2."MEJIEKC" OO[]
NO2A | Oxycodone nepopamHa | mg 1."®bOHUKC ®APMA" EOO/] 0,013305 0,015966 1."®bOHUKC
A05 TBBpJA 2."COODAPMA TPEVI}:[HHF" Al 0,013309 0,015970 DOAPMA" EOO
3."MEJIEKC" OO 0,014153 0,016984 2."CO®APMA
TPEMJIUHI" ALl
3."MEJIEKC" 00
NO2A | Dihydrocodei | mepopanna | mg 1."MEJIEKC" OO 0,006007 0,007208 1."MEJIEKC" OO/1
A08 ne TBBpIA
NO2A | Oxycodone, nepopaHa 1."®bOHUKC ®APMA" EOO/] 0,055510 0,066612 1."®bOHUKC
A55 Naloxone TBBpAA 2."CO®APMA TPEMJIUHI™ AJ[ 0,055535 0,066641 ®APMA" EOO/]
3."MEJIEKC" OO 0,059069 0,070883 2."CO®APMA
TPEVIUHI™" AL
3."MEJIEKC" 00
NO2A | Pethidine napeHTepan | mg 1."CO®PAPMA TPEVI}:[HHF" Al 0,014000 0,016800 1."CO®APMA
B02 Ha TPEMJIMHI" AJT
NO2A | Fentanyl repopaaHa mg 1."®@bOHUKC ®APMA" EOO/L 80,432331 96,518797 1."®bOHUKC
B03 TBBpIA 2.@apmuer EAJ] 80,440000 96,528000 DAPMA" EOOT
3."MEJIEKC" OO/ 80,446319 96,535583 2.@apmuer EAJT
3."CO®PAPMA TPEVI}IHHF" Al 80,446319 96,535583 3."MEJEKC" OO
3."CO®APMA
TPEMJIUHI" AJT
NO2A | Fentanyl tpancaepm | mcg/h 1."MEJIEKC" OO 0,089416 0,107299 1."MEJEKC" OO/
B03 anHa 2."CO®APMA TPEHJIUHI™ AJT 0,089417 0,107300 2."CO®APMA

TPEMJIUHI" AJL
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NO2A | Buprenorphin | tpancaepm mcg/h 1."CO®APMA TPEUJIUHI™ AJ] 0,120286 0,144343 1."CO®APMA
EO1 e anHa 2."MEJIEKC" OO 0,120316 0,144379 TPEVIMHI™" AJ]
2."MEJIEKC" 00J]
NO2A | Tramadol napesnTtepan | mg 1."®bOHUKC ®APMA" EOO/] 0,007260 0,008712 1."®bOHUKC
X02 Ha 2."CO®APMA TPEMIHI™ Al 0,007264 0,008717 DOAPMA" EOOL
3.®apmuer EAJ] 0,007402 0,008882 2."COOPAPMA
TPEVIUHI™" AL
3.®apmuer EAJT
NO2A | Tramadol mepopainHa | Mg 1.@apmuer EAJ] 0,002027 0,002432 1.@apmuer EAJ]
X02 TBBPIA 2."®bOHUKC ®APMA" EOO/] 0,002027 0,002432 2."®bOHUKC
3."CO®APMA TPEMIHI™ Al 0,002028 0,002433 DOAPMA" EOO
3."COOAPMA
TPEVIUHI™" AJL
NO2A | Tramadol, nepopansa | tabl 375 1."MEJIEKC" OO 0,130000 0,156000 1."MEJIEKC" OOJ
X52 Paracetamol TBBpIA mg/32 2."®bOHUKC ®APMA" EOO/] 0,143183 0,171820
5mg
NO2A | Tramadol, repopaigHa tabl 75 1."®bOHUKC ®APMA" EOO/J] 0,245000 0,294000 1."®bOHUKC
X52 Paracetamol TBBpAA mg/65 OAPMA" EOO/]
0mg
VO3A | Deferoxamin | mapentepan | mg 1.@apmuer EAJ] 0,008658 0,010390 1.@apmuer EAJT
co1 e Ha 2."CO®APMA TPEMIHI™ Al 0,008662 0,010394 2."CO®PAPMA
3."®bOHUKC ®APMA" EOO/] 0,008760 0,010512 TPEMJIUHI" AJT
4."AJITA ®APMACIOTUKBJIC" 0,008928 0,010714 3."®bOHUKC
EOO[ DOAPMA" EOOL
4."AJITA
DOAPMACIOTUKBJI
C" EOO
VO3A | Deferiprone nepopaiHa mg 1."®bOHUKC ®APMA" EOO[L 0,006414 0,007697 1."®bOHHNKC
C02 TBBpPIA 2."CO®PAPMA TPEﬁHHHF" Al 0,006417 0,007700 DOAPMA" EOOQ
2."COPAPMA
TPEVIUHI™" AJL
VO3A | Deferiprone nepopajiHa mg 1."®bOHUKC ®APMA" EOO/] 0,005668 0,006802 1."®bOHUKC
Cco2 Te4Ha 2."CO®APMA TPEMIUHI™ Al 0,005669 0,006803 DOAPMA" EOOL
2."CODPAPMA
TPEMJIUHI" A
VO3A | Deferasirox nepopajiHa mg 1."®bOHUKC ®APMA" EOO/] 0,105298 0,126358 1."®bOHUKC
Co3 TBBpPJA 2.®apmuer EAJ] 0,105305 0,126366 DOAPMA" EOOT
3."CO®APMA TPEMIHI™ Al 0,105325 0,126390 2.®apmuer EAJ]
4."AJITA ®APMACIOTUKBJIC" 0,106656 0,127987 3."CO®PAPMA
EOO/[ TPEVIUHI™" AL
4."AJITA
DOAPMACIOTUKBJI
C"EOOJ
VO3A | Mesna napeHrepan | mg 1."EKO®APM" EOOQ 0,040682 0,048818 1."EKO®APM"
Fo1 Ha EOO]]
VO3A | Calcium napeHTepan | mg 1."®@bOHUKC ®APMA" EOO/L 0,099500 0,119401 1."®bOHUKC
FO3 folinate Ha 2."CO®APMA TPEIJIUHI" Al | 0,099534 0,119441 ®APMA" EOOJT
3."TOII XOCIIUTAJI CbPBUC" 0,100133 0,120160 2."CO®PAPMA
AJl TPEVIUHI™" AL
3."TOIT XOCIIUTAJ
CBbPBUC" A

Hepasnenna 4acT OT HAcCTOSIIMA MPOTOKOJN € TabiuIaTra ¢ ITbJIHUTE M3YHMCIEHHS 10 OTHOLIEHHE Ha MPOLEHTHOTO
CBHOTHOILIECHUE MEXAy Hal-HUCKaTa MpEeAsoKeHa IIeHA 3a JaJeH JIGKAPCTBEH NMPOAYKT U LI€HaTa Ha CHOTBETHHS
YYACTHUK.

Ilo oTHOMICHHNE Ha CJICAHUTEC JICKAPCTBCHU IMMPOAYKTH, KOMUCHUATA MMPEAJIara Ha Bb3JIOXKUTCIIA, O6H_ICCTBGHaTa MnopbUKa
Ja 6’[,,[[6 MIpCKpaTCHa, IIPpU MMPABHUTEC OCHOBAHUSA ITOCOYUCHHA MTO-A0JTY:

KoumuecTBo/Heo0x IIpaBHO ocHOBaHHe 3a
ATC INN  (MexayHapoaHo 9 p
on oaquM Opoii MApKH npeKpaTsiBaHe
(AHaTomo- HeNnaTeHTHO Hauun Ha npuiioxeHue 3abese:kka
Ne JIEKapCTBEHH
TepaneBTHYeH KOJ) | HaHMeHOBaHHe)
MPOAYKTH
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1 L01BCO1 Cytarabine napeHTepasiHa 3000

Suspension for
injection 50
mg/ml

Ha ocuoBanue 4. 110,
an. 1, 1.1 or 3011, Tbit
Karo HsMa MmojajeHa
HUTO efHa odepra 3a
JICKQpCTBEHHS IPOYKT.

1 L01XC15 Obinutuzumab napeHTepasiHa 1254000

Ha ocuosanme um. 110,
an. 1, 1. 2 ot 30II, Tbii
KaTo BCHYKU OepTH He
OTroBapsT Ha
MPEABAPUTEIHO
O0SIBEHUTE YCIIOBHSL.

LO1XC18

1 Pembrolizumab 1602400

HapeHTepaiHa

Ha ocuosanme um. 110,
an. 1, 1. 2 ot 30II, Tpii
KaTo BCHYKU OepTH He
OTroBapsT Ha
[PEABAPUTEIHO
O0SIBEHUTE YCIIOBHSL.

1 LO1XC27 olaratumab MapeHTepaaHa 1202890

Ha ocuosanme um. 110,
an. 1, . 8 or 30I1, Toi
Karo JICKaPCTBEHUAT
MPOAYKT € 3aJM4YeH OT
TTo3utuBHUS
JICKAPCTBEH CIHCBHK.

2 LO1XE23 Dabrafenib nepopajHa TBbpla 14592803

Ha ocnoanue ui. 110,
an. 1, 1. 2 ot 30I1, Toid
KaTo BCHMYKH O0(epTH HEe
OTroBapsIT Ha
MPEIBAPUTEIHO
00SIBEHUTE YCIIOBHS.

2 LO1XX23 Mitotane nepopajHa TBbpla 19775000

Ha ocnoanue ui. 110,
an. 1, 1.1 ot 3011, Tpit
KaTo HsMa MojiaieHa
HUTO eiHa odepra 3a
JIEKApCTBEHHS IPOIYKT.

2 LO3AB04 Interferon alfa-2a napeHTepaiHa 372844

Ha ocnoanue ui. 110,
ain. 1, .1 or 3011, Tii
KaTo HsIMa MojaeHa
HUTO eiHa odepra 3a
JIEKAPCTBEHHS TPOJIYKT.

2 MO5BA06 Ibandronic acid napeHTepaiHa 10512

concentrate for
solution for
infusion

Ha ocnoanwme ui. 110,
ain. 1, 1.1 or 3011, i
KaTo HsMa [ojajeHa
HUTO eiHa odepra 3a
JIEKapCTBEHHS IPOIYKT.

C u3BBpIIBAHETO HA TOPHOTO KJIacHpaHe, padoTara Ha KoMucHsATa npukodu Ha 12.02.2020 r.

IIpencenaren:
1. Pymsna CraBpeBa, IbpkaBeH eKCEpT B qupeknus ,,0I1

3annueHo Ha ocH. 4. 36a ot 3011

(BB BpB3Ka ¢ §131, an. 2 ot [13P3U1/I30I1);

Ynenose:

. bunsina KbieBa, rinasen ekcnept B qupekuust ,,OIT

. Kpuctuna KocToBa, riaBeH 1opuckoHCyIT B aupekius ,, Ol

. Koncrantunoc Srnuc, nppxaBen ekcnept B aupexiws "OI1"

. d-p Henu Tapuncka — HauanHuk otaen ,, JITT"

. d-p Csetnana PaifueBa — nnpkaBeH ekcnept B oTaen ,,JIT1

. Mar. ®apm. Opnua Henes — appkaBeH ekcriepT B oTaen ,,JII1*

. Mar. ®apm. Tans I'eprunoBa — riaBeH excnept B otaen ,, JIIT*

. Mar. ®apwm. I[serennna [Tonosa — crapmm ekcriept B otaen ,,JIIT
10. Enena "aBpuiioBa, riaBeH ekcnepT B gupekwms ,,OI1
(yuacTBana B myONMYHOTO 3aceqanue nposeaeHo Ha 18.02.2020 r.)

O 001N DN~ W

3anmyeHo Ha OCH.
3ajJUUeHo Ha OCH.
3ajJUUeHo Ha OCH.
3anMyeHo Ha OCH.
3ajJUUeHo Ha OCH.
3ajJuUeHo Ha OCH.
3anMyeHo Ha OCH.
3anMyeHo Ha OCH.
3ajJuUeHo Ha OCH.

1. 36a ot 30I1
yi1. 36a or 30I1
yi1. 36a or 30I1
1. 36a ot 30I1
yi1. 36a or 30I1
1. 36a ot 30I1
y1. 36a ot 30I1
y1. 36a ot 30I1
1. 36a ot 30I1

106 |Page




