NPOTOKOJIMN1

Ha 20.12.2017 r. B 12.40 =aca, KoMucHaTa 58 HSBEPOIBAME HE OONDOP HA VHACTHMIIHTE,
PESTICAIAAE W ONeHEY Ha ODEPTHTe  3a yY60THE. B OTKPHTA NPONSHypa 3& BTLIMATANE Ha
oOMECTECIA HOPEYKA ¢ NpeaMeT: M[pCTADKA AHA NEKaPCTBEHH NPOMYKTH 32 HYWIOTE HA
"CoenmpanssHpata JoNNNa 22 aKTHREN JeTeiHe Ha 0AKOI0THIHA 3afoissanns — Cl:}t]'.ilﬁl
obxact" EGOL, ne 31 obocodeBH Mo3mmuu, ¢ YHHKATEH HOMEP B PerucTopa Ha odIIceTBeaTe
moptmH UO288-2017-0004, orxpura ¢ Pommemue No 356 oT 14.11.2017 1. wa Vipasurels ua
CbATO3 - Coduz obmacr EOOJ, ® Hasmagenma cec Janmosexr N 402/20.12.2017 1. Ila
YNPUBUTSI, B CRCTAE:

HpenecaaTem: a-p Mareny [aviper — vayamaux O0X
Haenore: 1, JJean XaDREER — PEKOBOTHTEN A1rTeka
2, Mapuaga Koeagra — C9eTOBOIETSN
3, Kpacumupa [N'eopracsa — BRILISH eRCUEHT
4, Pocuna CTOAHORS — [IEBHA Med. CecTpa
B OCHOBEH CBCTAR T(POBEIE OBPBO IDyOIHTHO S8CETAHAS 33 OTBAPAHE HA HOJATEHHTe OhepTH B
TIPOTIEYPATA.

Ha nacenamiero ye NPHGBCTEAXS YTIRIHECMOMCHE OPelCTERNTENH HA VIACTHETHETS.

UpescenarenaT Ha ROMACHATA 00ABY 3aIoBeira 34 YA3HAYABAHE HA KOMHCH#IA M TPOTOXDIA C
JAHHKTE HA TOIATETE OQepTH YIACTINITH 1Mo uit. 48, aiw. 6 ot ITII30I1.

B cpok ca nocTeInmE 3 dpod odicpTi, KARTO clgiba:
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Cneq  obsgpapane ga npoTorona [IpefceiaTelaT ¥ UIEHOBeTE HE KOMHCHATA OOOIHCAXA
JEKIAPAIA 34 MHIICE Wi ROH(DIIKT HA HETePecH ¢ YUacTHHIHTe 1o 4. 103, am. 2 3071

Konenara koEcTaTHpa, 3¢ 33 000codCHA NO3HIHE NoNe:
Obocodena nozeous Ne 1 Fluorouracil 50mg/ml — 10 ml.,

(Yoocodena mozmmus Ne 2 Gemeitabine 200 myg.,
Obocodena mozenus Ne 3 Vincristine 1mg/ml- 1 ml.
(bocolena mozaas Ne 4 Etoposide 20 mghml- 5 ml.,
Qdocodena vormrpas Ne 5 Docetaxel 20 mg.,
Odocobera nozuma Ne 6 Pembrolizumab 30 mg.,
(Yancodena nosanaa N 7 Doxorubicin 2 me/ml-25 ml /non liposomal,
(Mocobena mosuiea N 8 Docelaxel 160 mg.,
(Hoeodena mosHITET N 12 Vismodeygib 150 me.,
Odocodera nosumaa Ne 17 Bupivacaine Smeg/ml — 4ml. Spinal heavy,
Obocobera nosumaa Ne 18 Lidocaine/Chlohexidine wrethral gel 12,5 g x 25,
Obocobena mosumas Ne 23 Rocuronium bromide 10 mgiml-5 ml.,
Obocobena mosumaa MNe 24 Metoprolol 1 mg/ml - 5 ml.,
Obocolena mosunma Ne 25 Drotaverine 40 me'2 mil,,
Qoocobena mosunua Ne 27 cetinizine dehydrochloride,
Obocobena mosunan No 29 Lidocaineg 10% 38 gr. Sprav.
Odocodena wozmms Ne 30 Hydroxyethylstavch 10 % 500 ml,cak,
Odocodena nozmas Ne 31 Hydroxyethylstarch 10 % 500 mlon. Sanxa,
HE A NIOMaeHn odhepTH.
BLE Bpeaka ¢ TORa M BE ocHoBamme un. 110, am 1, T. 1 or 30T, komcmEsTa Opeanara Ha
BEATIONHTE12 IPOTETYPaTa Ja OLAC Iperpaedy & 9acTTa 0o Tocogednts obocoGeH T0rEN .

Ha ccropasime 1,104, an.2 ot 3011, wes sppixa ¢ w61 or [ITI30I], KoMucHsTa 0TBOPE 110 pejia
Hi TAXHOTO MOCTEIIBARS SANCTATANNTE Hel[POIDAHA OAKOLKH M (LIORSCTH TIXHOTO ChLODLPMNARNE,
RKMIQYHTEIHG OPELACIKEHATE OT YIACTHHI(HTE [1SHH:

JeKapeTECHE TPOTYRTH 33 Jedenne 12 310KA49CCTECHH 3ai0IAB AN iy

1
1
:

Ipilimmmab Smgdmi— 10
. | LXCID | ml e 1347600
| Tpilimumab 3mgiml— 40
W LOIXCHD [ ml mg 13476040
COLONY STIMUL
FACTORSATING
11| LO3AA1F | Pegillurastim 6 mg. I, 230,733
13 [ VO3AFGY | Caleinm folinate 50 mg e, 0.1080
Fentanyl 133 meg,
14 | NOZAEBG3 | subling, meE. {19631}




JeRapeTsa 33 Hepsig CaCIrem:

153 | A0IBAO] | Atopine Img./mil EMIL {.5300
CO1BRO1,
16 | NOIBEO2 | Lidocaine 10maml-10ml BMIL 1.0200 1.0600

MOZBAOL/ | Acetylsaiisilic acid 500 E

19 | BMACOS | mg, on
23 | NOZBEO] | Pavacetamol 500 mg. (2l
ANTHOHOTHLKH

Agithromycin 500 mg. X |

21| so1rato | s | on 12,9600
22 | JOIFEQL | Clindamvein 300 mg. o1 6. 40010
26 Lopedium 2 me, I 2,'}';-10[!'
Fa3nn JeRapcTBERH TPOAYETH
Bromhegine 2mg.Anl -
28 | ROSCIE02 [ 2ml HPATL 1.39(0

TexERISCKETE H IMEHOBH IIPeOMOESIIET Hi YVYIaCTHIITHTE tgxa TIOOTHCEHE 0T TRHMA
TICHOES Hal KOMHECIEITE O ROSTD ﬂ}'ﬁHE{‘lHElTEL TACT OT 3eCcTAHHESTO NPHENTOMWIT.

KomMpAciaTa pasrnena OSHOEHTE OPEII0KEHIT Ha VUACTERIHTC H KOECTATAPA CIelH0T0"!

1. 3a OI1 19: Acetvlsalisilic acid 300 mg. yIacTmxeT Codapma Tpeiianor AN
TPSTIOFK TEH, K10 & O-EHCORA OT IIPOrAosHaTi (pedepedTEaTa) oToiHoCT 38 00ocobeHaTA
TO3HItHA, a ey 1,4200 mefon.

2. 3a OII 20: Pwacetamol 300 mg yuactanxeT Codapma Tpelmer AJ[ c
TIPSIIOEET I8HA, KOO € MO-BHCOKL OT IPOTHOIHATA (pedepeETHATA) CTOHEOCT 38 odocodcHaTa

TO3H, & erEe 14400 m./om.

Crroaceo  Pasgen 6, IV. TIPOTHO3HA CTOMHOCT HA  OBIECTBEHATA
[NOPEYKA, KOMWHECTEBG H OBEM or moxyueHTanmara: Yvacmuiipy, Rpedlodcuill yeny,
ROWND HOOXELPARM NDOSHOIHGME CMOWROCN HE ChoRmGEHEamd obncodena Rozuyun, we fvoam
OWCIMPAHAGAHY KANI0 HEOMEZ08APAUIT HA RPedCapUmMEeTHa 0bAGEHIME YOI08UA NG ROPbUKAME,

Crrmacao =, 107, an5 o 3011 upy wzroraaHe Ba ofepTyTa RCSKH YIaCTHEE TPAOES XA o8
TPEIE]#A TOUHO Kb GOABCHITS O FELI0KE TSI YCIOEHA.

Iperncrancata odepTa HA VUACTIDKA HE OTroBapd 04 IPCEDAPHICIIC OHIBEINITC
YOIIOBI, CRIMACHD OOHECUHHTE TG FOpe KOHCTATATER M Ha ocHoBasde 1. 107, T. 2, Ovkea 8" oT
300, nomEcHATa Opcmnara yuacTEEEST Codapma T'pedisanr Ad ¢ odepra ¢ BX. M
§96/19.12.2017 r. na OB08 OTCTPAHSH O HPONSAYPALa [HO OTHOIUSHKE Ha 060cobena mozmmas 19
i OD0oCcOdena nosuaa 20,



IIpenpua daxta, ue 2a ofocofena mozmmua 19 m o6ocobena rozaemEa M ¢ monaTeEa
CaMO IO eliFa opepra, KOATO o ABABa Belonaxorsma, KoMucusTa OpeaTara Ha BESI0NKHTETS, Ha
eoposaEie T 110, anl, 1.2 ot 3071 opomeaypara ma Gw0e HpeKpaTeEa B 9acTTa o obocotena
nosyuza OIL19: Acetylsalisilie acid 500 mg i O1T 20: Paracetamol 500 mg.

KoMACHATA pasriega TCXKHFAYECKETE OPSiIOREHET 114 YIRCTHHIMTE o KOHCTATHPA
CIECIEOI;

I 3a COIl 13: Caleium folinate 50 mg, yaacmesr Copapma Tpetipuar ATl e
OPCATORANL IPONYRT, KONTO HE CEOIBETCURY HA HSHCKBAWMATA HA BEIIOKITEIL, 8 WMEHHO!
kanmaes domuEaT carmos 10 mr/o x 10 M

Cermaceo wi. 101, an.3 or 301 opw »3roTeaEC Ha 0)ePTATA BCERY VIACTHIE Tprlea 1a ce
UHITEDIKA TOURG KhM osmemITe OT Wh3IOKETCIS YCIOBHL.

Ilpencrasenara oepra Oa YY4CTHHEA He OTroBapd NHa UPeTBAPHICIHG  O0OABSHIITE
YCOBIA, CAIIACHD OOHCANHTE NO I'OPe KONCTATANHE H Ha ocHORanue T 107, 1. 2, Oveea ,,a” or
3011, mommcEATa npennars yoacTmKeT Codapva Tpetimmar AL ¢ othepTa ¢ BX. No
896/19.12.2017 r, ga 6n1e oTCTpaHer 0T IPONCAYPATA IO CTHOMEHAE Ha oGocofena o 13.

Mpeysun daxra, 2 2a obocolena mosinms 13 Calcium folinate 30 mg e noganens camo
emEa ofepTa, KOHTO ©¢ ABABA HENOMXOIAINA, KOMECHATa IPENTATa KA BBIICUKHTEIH, Ha
ochosaEde WL 110, awl, 7.2 ot 30II opooenypara na SL0e vpexpaTeHa B wacTTa Mo odocobema
oz 13: Caleium folinate 50 mg.

Kororcsedta pasivieNd IPeICTABCHATE oGEpTH H ONBHHM  HROPAGCHHTe NPeTIOHEII
ChITACHC H3DpAInIE Kpereprl 38 BBIISTANS , Haf-HHCKA IEHa” Tes3H oT THE, EOFTO CBOTBETCTBAT
Hi IPEIBAPHTEIIG OOFEeHUTE YOI0EHS, 4 BMaSHHO:

32 OII 9: Iplimmonab Smgiml — 10 ml. - Eii eny Ju Papva Lrnarapas EAT, c
HpeiioxeHa Hait-aacka Oexa - 134.7600 15.;

34 OII 10: [pilimumab Smg/ml — 40 ml. - Ef eng Ta Papma Brarapua EAJI, ¢
OpCATOske R Hal-HEHacka OeHa - 134.7500 15.;

3a OIT 11:; COLONY STIMUL FACTORSATING Pegfilgrastim 6 mg. - Codama
Tpeligumr A, ¢ opeiorxeHd Haf-AHCEA Wewa - 250.7333 a5.;

3a OII 14: Fentany] 133 meg, subling - Memcke D{J}_I, C NpSII0HSHA HAH-HECKS ]'_LEHEL -
0.9650 ms.;

3a OII 15: Atropine lmg./ml - Cofapma Tpeiigunr AJT, ¢ mpennomkera Hall-HUCKa TeHa
- 0.9300 nE./anm.

3a OII 16: Lidocaine 10mg/ml-10m] - Megexe OO/, ¢ npenIoEeEa Iall-NHCK: DeHS -
1.6200 1B./favm. :

3a OIL 19: Acetylsalisilic acid 500 mg. - Codapma Tpehinnur AL, ¢ mpemioxens Hatt-
HHcEa menad - 1.4200 Jwdon.

3a OII 20: Paracetamol 500 mg. - Codapma Tpeiipwur AJl, ¢ openmoiess Hail-HHCKA
ueHa -1.4400 ns./on,

3a OI1 21: Azihromycin 500 me. X 5 - Menere OO/, ¢ rpenmoxeHs Hali-HACKS LsHa —
[2.9600 aB./adrr.

3a OI 22: Ciindamycin 300 meg. - Codapma Tpeiigaar AJl, ¢ upsamomeHEa Hal-1mCKa
oena -6.4000 . o

Ja OII 26: Lopedium 2 mg. - Codapya Tpetiimar AZl, ¢ npenmomena aji-HHCKA OEHEA -
27400 ms./on.

3a QI1 28: Bromhexine 2mg.ml — 2ml - Codipma Tpedamur AT, ¢ upemicKeHa Hafi-

4



HHGKA OcHA - 1.3900 1./ g

KonmacrsTa pasriea GOKyMeHTITe, CREPSAHY ¢ IATHOTO CHCTOSHME & KpATEPIETE 33 DoOd0p, Ha
FHACTHHORTC B HFSXOMAM Pesl CIIPAMO TOMYYSHNUTE OHSHKH, H VCTATOR:

1. ¥YaaetEHRLT Efi enn Qw ®apma Bearapma EAJN, ¢ ofepTa BX, Ne 891/19.12.2017 1., 3a O 9

H OIT10, RaTo e ippeneTasy;| CIeqmme TOEVMEATIH

- Qe HE OpeiCTEBSHHTE NOKYMEHTH;

- EAMHEH CeP0TeHCII I0kyMENT 22 0fmecTESHE mopesxke (EEJOI) ua yyacTHEKE;

- lpennosicenne 3a HIURIHEEHE HA TOPEURATE — XAPTHER 1 CIRKTPOHEII HOCHTE,

- [IeRTAPAINT 32 CLTIACKE ¢ KIAYINTE HA TPOSKTA A JOTOBOD;

- JeKIapaIti 3a CpOkd HA BATIIIROCT A odepTuTe:

~ OTOPA3aIEOHTIO AGMD OT YIrkTHOMOMEH OpencTaRHTeT Ba Pristol Myers Squibb Pharma EEIG,
€ CIHO ¢ THIHOMONIEG HA IHIIETO;

[[percraBeHATe JOKYMENTH NOKASBAT CLOTBETCTEHETO HA yuacTHuEa El ewmy [Tu dapma
brarapua EAN ¢ H3HCKBAIATA 30 THYHO CHOTORHUS H CLOTBSTCTRES ¢ KEPHTEPHATE 32 oabop,
KaTO 2 MPENCTARSHH B CROTBETCTERE ¢ 30I] B BPHCKPIHIATA XA BESIOKEITENE,

2. YuacrEERET Meaexe OO0, ¢ odepra ¢ x. M 895/19.12.2017 r., 3a O 14, OIT 16 u OIT 21,
KATO € IPeICcTabiil CISTHRTE JOKYMEeHTH;

- OnUe pa OPEICTaREHHTE JOKYMEHTH,

- EXHeE SBPOHeHCKH TOKMeHT 28 0OMSCTREHE TIOPhIKA (EETOID 18 yyacTHmLA;
- [Ipenmomenie 52 HOBIICHAE Ha DOPEYRATA — XAPIMEH H CIEKTPOHET HOCHTE;

- AeKTapaned 33 ¢RLIACHC C KUEY3ITE HA IPOSKTA Ha JOT0BO;

- JeKIapanys a CPOKA Ha BaAHIHOCT Ha odepTrTe;

- OTOpH2AINOHHG OHCMO 0T , ATTRE | AHKE ®apra Bemrapius™ EQCT 2a OI1 14;

- Otoprzannorso mEemMo o , Yaitia gapma® 2a OT] 16;

- Oropusannonge micyo ot JHOBEI ®APMA EQOT 53 OI1 2L

IlpencravennTe HOKYMEHTH JAOK43BAT CHOTRETCTBHEIO HA vaacTEEEA Memere QO] ¢
HIHCERAHMITE 33 MHMHO CLCTONHAE H CHOTBCTCTBHS © KPUTEPIEIC %3 mombop, KATO ca
TEPEACTABCHE B CROTBETCTBAC ¢ 3011 M M3HCKBIHAATA HA BEANOMCE T,

3. VeaerrEreT Codapya Tpeiinaar AJl, ¢ oepra © px. Ne 896/19,12.2017 1., 3a 11, 15, 16, 19,
20, 22,26 m 28, RaTo ¢ OpeACTdBAN CIEARATE NOKYMSHTH!

- Oxiac Ha IPeNCTABSHATE JOKYMEHTH;

- EuyHSH eBpOlIeiickE RORYMeHT 38 oblleCTREHN IOPEYRE (EEOOTT) Ba yuascTHAKA;

~ Ipsanomenre 3u HANhIHeHKE HA NOPEYRATA — KaPFHeH B CIIEK IPOEEH HOCHTET,

~ ITeimHoMomEo & momsa 11a TataHa Atnpeesa Tlaciap ¢ Bamimoer mo 31.12.2017 1

- Mernapaimd 33 ChIIEACHES ¢ KIAYIHTC HA POSKTA Ha ACTOBOP 28 BLAKA 000cobeHa TowmT;

- Jlewnapanms 23 cpoka M3 BaiMIHOCT Ha 0epTHTE, 34 BCIRA 0h0cobena TS HOET

- OTOPE3AEHOHED OHCMO oT , AsTken Bearapra™ EQOM 3a OTT 11 8 nn:imenommIo;

- Demnenye ¥ PemIeHta 3a n3MEHEIME WA DA3pEIIeHye 34 IIYCKaHE HA NA3apa Ha Me/[HKAMEIITa 1o
OIILL - 14 Gp. 1 Kpavia xaparRTepreTIKA 08 TPOIyETA,

- Oropusanmonne rcyoe ot ,,Codapma® AJT 2a OIT 15;

- Paspenerne 33 yimoTpeba Ha [leKapCTEEH OpOIYKT W KpaTka XapaKIepHCIika Ha IPOAYKTA. 38
o1 15;

- Orropusaimorgo orcro ot Codapna™ AT za OIT [6;



- Paspemienne 2a vootpefa Ha mekaperpen IPOAYKT ¥ KpaTka XapakKTEpHCTHKA 1A NPOJYETA 3d
OIT 16,

- Oropusaniorto maeMo ot ,Codapma® ALl 3a OIT 19:

~ Paspemmenne sa ymoTpefa Ha NeK4pcIBCH IPOIVET M Kparka xapakTepucTHEKA va Opomvera 3a
OTT 19;

- Otopmsaunonne DHemo oT ,Codapya™ AJ 3a O11 20,

- Paspeimenue 3a ynorpeBa 11a jtexkapcTnen npomyir H Kparka xapaxrepucTra Ha OpPOIO¥KTa 38
OI1 20

- OTOpH3ALMOHII 1IHEMO OT AHTHOHOTHR-Pasrpaa™ Al za OIT 22:

- Paspemenne 3a yiotpefa na nekapeTeex NpPOIy¥kT H Kparka XapakTepHeTHKA Ha MpoAYKTa 38
Ol1 22,

- OTOPH3ALHOHEO THCMO OT ~Cotdapma™ AJl za O 26;

- Paspenienne 3a ynorpefa ma nexapcrsen NpoIyKT W KpaTka xapakrepHcTHEA Ha MPOIYKTA 3a
OI1 26;

- Oropusamronno nuemo ot ,,Cobapva™ AJl 3a OTT 28;

- Paspemenne 2a ynorpeda Ha nexapereen IPOAYKT H Kparka XapakTepHCTHKA Ha MPOAYKTA 34
OIT 15;

[IpeacTapeanTe TOKYMEHTH TOKASEAT CHOTBCICTRHETO HA yuacTirka Codapma Tpeiinunar AT ¢
MIUCKBAINATA 33 THYHO CBCTOAHME U CBOTBEICTEHE C KPHTEPHATE 3a TOIGOp, Karo ca
NPeACTABEHH B CHOTEETCTEHE ¢ 30T i H3HCKBAHKATA 118 BRI I0KETEN,

Ilpu pasrnexa1ancTo Ha OpegcTasesuTe 1CXHMYeCKH NpenIoREHH [OMHECHN TS VCTAHORHM, e Ca
TPCACTAREHH BCHYKH HeoOXOOHMM AOKYMCHIM, HO KOHCTATHPA, Y& TeXHHUeCKHTE TIPS H A
ca mojpcaHH ot -p Tarawa Amnpecsa Tlactap — Permonaied MCHH)GKED Opoaa#di, b
EQHeCTBOTO H  HA [IRMOICMOUHHE, CEIIGCHO DeIHOMOIDIG Ne 63546 ot 16.12.2017 T
[TenHOMOIIIIOTO & CBC CPOK HA BamHDIocT 31.12.2017 1, IlemomMomEoTO 1psdEa 1a e BEaTHIHO, 34
CpOKa Ha BAMHAHOCT HA odepraTa,

Ha ocropanme un. 34, am. 9 TITI3011L, & CpoK 0o 5 pabOTHH JHH OT MOTYYaBAHETO HA [lpoTokoaa
y4acTHHKET Cogapma Tpedaunr A cieasa 1a NpeocTABH HA KOMECHATA HOBO [IBJIHOMOIIH
38 JTHIETO MonHeato odeprara.

Ha ocuosanne un, 54, a1.8 or TIII301], OPOTOKONA JA C& H3NPATH HA BCHYKH YYACTHHIM B JICHH
Hi TyDIHKYBAHETO MY B NpodiIa Ha KyIvBaa.

Tosu nporokon e cheTaren Ha 13.02.2018 1.

3annyeH no un.2 ot 33/
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2. Mapwsina Kobagxa - -
3annyeH no un.2 ot 33/11

3. Kpacumupa ['e0pruesa — ..o,
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