“KOMIIJIEKCEH OHKOJIOI'HYEH HEHTHP - ITYMEH” EOOJ

anpec: yi. ‘Bacun Anpuios” 63, ten: 054/800 832, daxc: 054/810 004e-mail:
office(@oncocenter.org

norogop V¢ ADT /l O
3A IOCTABKA HA JJEKAPCTBEHU NTPOTYKTH

Huec, Og/{() ......... 2020 r., B rp. Hlymen, mexny:

1., Kommnexcen omxosornued neatbp — Illymen” EOO/, ¢ ampec: rp. lllymen, yn.”Bacun
Anpunos” Ne:63, EUK: 127521758, npenctasnsaBaro ot A-p Ceuen Credanos ApHaynoB, HApHYaHO
no-goiy 3a kpatkocT ,JIEHEBHO 3ABEJAEHHE - Bb3JIOXKHUTEJI” ot enHa cTpaHa

H

2. w®bOHUKC ®apma” EOO/, cec cepanmmie U aapec Ha ynpasinerue: rp. Cobus, ym.
OxonospbeTed meT Ne 199A EMK 203283623, mpencraensBaHo ot Becenun Benmukor Kyses,
IOnuan AtanacoB Henemues, Pagocrun I'eoprues Jumutpos, Huxonaii buner Kones - Ynpasurenu
HapH4aHo 1no-10.y 3a kpatkoct ,, A3ITBJIHHUTEJI” ot apyra cTpana,

Ha ocHoBanue wi. 112 ot 3akoHa 3a ob6mecTBennTe nopsuku (30II), BEB BpB3Ka ¢ MPOBEICH
BETpENICH KOHKYpeHTeH mu3bop/monbiHeHa odepra mo PamkoBo cnopasymenme Ne: PJI-11-

270/22.06.20 ce cKIIOYH HACTOSIIUS JOTOBOP 32 CIEIHOTO:

L. IPEIMET 1 CPOK HA TOI'OBOPA
Y. 1 (1) JEYEBHO 3ABEJEHUE - Bb3JIOXKHUTEJI Bs3nara, a U3ITbJIHUTEJIAT ce

3aJb/DKaBa Ja U3BBPIIN JOCTABKA Ha CIICOHUTE JIEKAPCTBCHH ITPOAYKTH!

O6ocobena mo3nmus Ne 1
Amnartomo- Mexaynapoan Hauun Ha M
TepaneBTHYeH KO[ | O HENATEHTHO | IPHJIOKEHHE sipKa KoanguecTrBo
/ATC-xon/ nanmenoBanne /INN/ /mg,
tabl., ml
u ap./
H02AB02 Dexamethasone napeHTepaiHa mg 220000
L01AX03 Temozolomide IepopaiHa mg 240000
TBBpIA
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L01BCO0S Gemcitabine napeHTepasnHa mg 1000000
L01BC06 Capecitabine nepopanHa TBbpAa | mg 20000000
L01CB01 Etoposide napeHTepanHa mg 100000
L01DB01 Doxorubicin napeHTepanHa mg 4000
powder,

dispersion

and

solvent for

concentrat

e for

dispersion

for

infusion
L01XA01 Cisplatin napeHTepanHa mg 55000
LO1XA03 Oxaliplatin napeHTepanHa mg 110000
L01XCO06 Cetuximab napeHTepanHa mg 50000
L01XC11 Ipilimumab napeHTepanHa mg 4000
L01XC17 Nivolumab napeHTepanHa mg 20000

(2) JloroBopsT BIM3a B CHJIA OT JaTaTa Ha IOAMKMCBAHETO MY OT JIBETE CTPAHM M € ChC CPOK JI0

31.12.2021 r.

IL. IEHU 1 OBIIA CTOMHOCT HA JIOCTABKHTE 110 IOTOBOPA

Ya. 2. (1) Denara nHa crokure 1o wi.l € CBIJIACHO MEHOBO IMIPEUIOKEHHE Ha
M3II'BJIHUTEJISA, Hepa3zaesnna 4acT OT IOroBOpa.

(2) Lenara BxmouBa CTOHHOCTTa Ha CTOKAaTa, ONAKOBKA, 3aCTpaXxOBKa W TPAHCIOPT OO
JEYEBHOTO 3ABEJEHHE — Bb3JIOKHUTEJI npu MUHHMaNEH CPOK HAa TOZHOCT HE MO-KPAThK
oT 40 % oT 06sIBeHHs OT MPOU3BOUTENS 32 JIEKAPCTBEHUTE MPOAYKTH HIIM HE HO-KpaThK OT 20 % ot
OGSIBEHUS] OT MPOU3BOAUTENS 32 OHONMPOYKTHTE HWIIM OUONOJOOHUTE MPOAYKTH. MUHHMAIIHHAT CPOK
Ha FOJHOCT ce OIIpeJeNs KbM JaTaTa Ha BCSKa JI0CTaBKa Ha JIEKapCTBEH MPOIYKT.

(3) Obmara ctoiHocT Ha mocraBkuTe 1o jgoroeopa € no 1137 074,70 (eauH MIIIMOH CTO

TPHIOCCET U CCAEM XHJIAOH CEOACMIACCET M YCTHPH JICBA U CCACMICCET CTOTHHKH) neBa 6e3 BKIIOUECH



JUIC 1 no 1 364 489,64 (exuH MIIIHOH TpHCTA LIECTAECET H YETHPH XUIISAAN YETHPUCTOTHH OCEMAECET
U JIEBET JIEBA U IIECT/IECET U YUETHUPH CTOTUHKH) JeBa ¢ BKoueH JJIC.

(4) Lenara mo moroeopa e (ukcHpaHa, He MOUIEKH Ha MPOMIHA 3a CpOKa Ha ACHCTBHE HA
IOroBopa, OCBeH B cirydante Ha 116 ot 3011

(5) B cnywaii, ye mpe3 BpeMeTO Ha AeiicTBHE HAa CHOTBETHHSA HOTOBOP CTOMHOCTTA, KOSTO
CJIe[Ba Ja Ce 3allama ¢ MyOIMYHE CPEeACTBA HA JICKaPCTBEHU HPOAYKTH OT [TO3UTHBHUS JIEKapCTBEH
CIIMCHK CTaHE IO-HUCKA OT JOrOBOPEHATA, JIe4eOHOTO 3aBeIeHNE — BB3JIOKUTEN 6€3yCIOBHO 3arliaiia
JIEKapCTBEHHTE IPOAYKTH Ha MO-HUCKATa CTOMHOCT, CYUTAHO OT:

- JaTata Ha BJIM3aHe B CHJAa Ha pelleHHeTo Ha HallMoHamHHS ChbBeT II0 LEHH H
penMOypcupane Ha JlekapcTBeHuTte mpoaykra ( HCI[PJIIT);

- JaraTa Ha akryanusanusara Ha [Io3suTHBHUSA nekapcTBEH CUCHK MO peaa Ha wi. 57, an. 1 or
HapenGara 3a ycnoBusaTa, mpaBHJIaTa W pefia 3a peryjMpaHe M perucTpupaHe Ha IECHATE Ha
nexapcreenute npoaykta (HYTIPPPIUJIIT) 3a nexapcTBeHHTe NPOAYKTH ¢ HaMajleHa CTOMHOCT 3a
OMAaKOBKa, M34HCIIEHa Ha 6a3a pedepeHTHA CTOMHOCT.

B cnydaute mo npemxomHOTO H3pedeHHe, CTOWHOCTTAa ce Ompelens KbM MOMEHTa Ha

AoCTaBKaTa (IIOAIMMCBAaHE HA IIPUEMO-TIpe/aBaTeNieH IIPOTOKON).

III. YCJIOBUSA N HAYHUH HA ILTAIIIAHE

Y. 3 (1) [mamaneTo Mo HACTOAMHSA JOTOBOP CE OCHLIECTBABA Ype3 GAHKOB IIPEBOJL OT CTPaHA
Ha JIEYEBHO 3ABEJJEHHE — BB3JIOKHUTEJI o nocouerara B wi. 15, an. 3 GaHkoBa cMeTKa Ha
MN3ITbJIHUTEJIS.

(2) 3amnamaneTo Ha CTOKHTE IIO JOrOBOpa Ce H3BBPUIBA OTJIOXKEHO B CPOK 40 60
/lecTneceTnst/ NeH, cilel IpeacTaBsHe Ha CleJHHTE JOKYMEHTH:

1. HocraBHa dakTypa, chcTaBeHa chIylacHo u3nckBanusaTa Ha 3JJIC u ITT3JIC;

2. [IprnemaTenHo-mIpeaBaTeTHU IPOTOKOIM;

(3) B cmyuaif, 4e mocodeHHTe B WI. 3, al. 2 NOKyMEHTH ca HEPCIOBHH HIH He ca
KOMIJIeKTOBaHH, cbmute ce Bpbmar Ha M3ITBJHHUTEJISL c npuemarenno — mpeaaBaTeleH
IIPOTOKOJI 3a H3IpaBgHEe Ha HepeaHocturte. CpoKBT MO Wi.3, al. 2. 3armoysa Ja Teye OT JaTara Ha
IPEICTaBIHETO HA MTOCIETHHS H3UCKYEM CE JOKYMEHT.

(4) Ilpu daxtypupaHe Ha 3asiBEHHTE KOJNHUYECTBA JICKAPCTBEHM IPOAYKTH, IO BCAKA OT/CTHA
3as{BKa, [[eHATa Ha OMAaKOBKa HE Clle/Ba Ja HaABUINABa onpeseneHara B IIO3UTHBHHS JeKapCTBeH
cnuchk- [Ipunoxenne Ne 2, pediepeHTHAa CTOMHOCT Ha ONIAaKOBKA 33 CHOTBETHHUS JIEKAPCTBEH MPOIYKT.

B cnyuaii Ha m34McnsBaHE Ha CTOMHOCT MO-BUCOKa OT pehepeHTHaTa CTOMHOCT Ha ONAaKoBKa 3a



CBOTBCTHHS JICKApCTBCH NPOIYKT, CTOHHOCTTA C€ HaMalIBa M 3aIllallla JOo CTOMHOCTTAa Ha OIaKOBKa

onpezeneHa B [lo3uTHBHUA NekapcTBeH cUCHK- [Ipuitoskenue Ne 2.

1V. CPOK HA JOCTABSIHE

Ya. 4 (1) JEYEBHOTO 3ABEJEHUE - BB3JIOKHUTEJ 3asesiBa HeoOXOAUMHTE MY
Koynu4ecTBa ¢ nvcMena 3asBka 10 U3ITbJIHUTEJISA. 3asskarta ce BpbhYBa JIMYHO Cpelly MOJINKC Ha
HU3IBJIHUTEJS] unu yonbeIHOMOIIEHO OT HErO JIMIE MM Ce€ H3Ipalla ¢ NPEmOPHYaHO IHCMO C
obparHa pa3mnucka, no $hakc Ui Mo eICKTPOHEH ITBT.

(2) Beaxa otnenHa gocraBka, crieiBa Aa Oblie JOCTaBeHA B CPOK A0 7 KaNCHAAPHH JHH CIEN
rrosrydaBane Ha 3asBkaTa oT JIEYUEBHOTO 3ABE/IEHHUE — BB3JIOKHUTEJI u 3a KonuuecTsaTa v
ONAaKOBKHTE (CHOOPA3HO KOHKPETHHTE JIEKApPCTBEHH MPOAYKTH, ITOCOYEHH B TEXHHUYECKOTO
OpPEeUIOXKEHHE HAa M3MBIHUTENA), TOYHO ONpeleieHH B 3asBKara. B ciyuait, 4e ce mpaBu nbpBa
JOCTaBKa OT JajieHa MapTHAA Ha JIEKapCTBEH MPOAYKT, ce mpeacTtas CepTudukar 3a ocBoOOX1aBaHe
Ha naprujaara, usfafed oT keamudunupaso ymue mo 3JIIIXM Ha elneKTpoHEH HOCHTEN HIHM IO
SJICKTPOHEH IIBT Ha €JEKTPOHHATA IOLIa, IIOCOYEHA KaTo aApec 3a KOPECMOHAEHUHS, NPUIAPYKEH C
NpeBO Ha OBJITApCKU €3UK OT PUpMa, CKIIOYHIIA JOrOBOP ¢ MHHHCTEPCTBO Ha BBHHIIHKUTE paboTH 3a
U3BLpIIBAHE Ha odunuanau npepoau. M36poeHnTe JOKYMEHTH C€ MIPEACTABAT B CHOTBETHOTO 3BEHO,
ONpeJIENIEHO OT JIEYeOHOTO 3aBelEeHME — BB3IOXKHTeN [IpH clienBamy IOCTaBKH Ha JIEKapCTBEHU
IPOAYKTH OT ChIATa NapTHAA, CEPTHUKATHT HE Ce MPEACTaBS.

(3) B cnywait Ha HeoOxomumocT oT cnemmna jgocraBka, JIJEUEBHOTO 3ABEJAEHHE -
BB3JIOXXHUTEJI mocoysa M3pUYHO B 3asBKaTa, 4e € HeoOXOaMMO Oa ObJe W3BLPIICHA CIEINHA
nocraeka. B To3m chmywait, nocraBkaTa cienBa Na Objae M3BBpINEHAa N0 6 Yaca OT IOJydYaBaHe Ha
3adBKaTa M 3a KOJHMYECTBATa M OIAKOBKHUTE (CHOOPa3HO KOHKPETHHTE JIEKApPCTBEHH IPOIYKTH,
MIOCOYEHH B TEXHHYECKOTO IIpeUIOKEHUE Ha U3NBIHUTENS), TOYHO ONPEACICHH B 3asBKaTa.

(4) U3ITBJIHUTEJIAT ce 3agpmkaBa, B Cpok a0 1 pabGorteH JeH, B CIIydauTe 10 al. 2 U B
Cpok 10 1 1ac, B ciydyauTe Ha al. 3, clea MoJydaBaHEeTO Ha BCsKa 3asBKa Ja YBEAOMH ITHCMEHO HJIH 110
daxc JJEHEBHOTO 3ABEJAEHHE - BbB3JIOKHUTEJI B ciayuaii ue He MOKe Ja W3BBPINH
JIOCTaBKa HJIM B CIyd4ai, 4ye He MOXKEe Jia Cla3M CPOKBT 3a M3BBPIIBAHE Ha JOCTaBKaTa, MpeaMeT Ha
KOHKpeTHaTa 3asBKa.

(5) KeM parara Ha Bcska JOCTaBKa, OCTATBYHUSAT CPOK Ha TOAHOCT Ha JIEKapCTBEHHUTE
OpoAayKTH, cneasa Ja Obae He no—Marsk oT 40 % /dermpuaecer Ha cro/ OoT OOSBEHHS OT

TIIPOU3BOAUTEIA.



(6) KbM nmaTaTa Ha BCsKa IOCTaBKa OCTATBYHHAT CPOK Ha TOAHOCT HA GHONPOAYKT WIIH
6uononobeH NMpoAyKT, cieapa na Opae He no—MarsK oT 20 % /aBagecer Ha €10/ OT OOABEHHS OT
IIPOU3BOTATEIIS.

(7) 3a xonuyecTBa AOCTaBEHHU U3BBH 3asBKara 1o wi. 4, an.1, JEYEBHOTO 3ABEJIEHHE -
Bb3JIOKHUTEJI uaMa 3anpKeHNe 3a IIIAIIaHe.

(8) B ciyyaute no wi. 10, an. 7 oT moroBopa, CpoKbT IO all. 2 ¥ 3 3amoysa fia Teye OT JaTara

Ha nucMeHoTo cerlacue Ha JIEMEBHOTO 3ABEJAEHHUE — BB3JIOXKHUTEJL

V. MACTO HA TOCTABSIHE
Y. S. (1) 3a MACTO Ha JOCTaBsIHE Ha CTOKUTE IO TO3U AOTOBOP C€ ONpENeNs CIEIHHs aIpec:
rp. llymen, yn. ,,Bacun Anpunos” Ne:63, 6onauyHa Anteka Ha ,,KOMIUIEKCEH OHKOJIOTHYEH HEHTBD-
IIymen” EOO/I.
(2) PuckbT OT Ciay4aliHOTO MOTHBAHE HJIM NOBPEXJaHe Ha CTOKUTE IPEMHHABA BbPXY
JEYEBHOTO 3ABEJEHHE - Bbh3JIOXHUTEJ or MOMeHTa Ha NpHeMaHETO UM Ha MSCTOTO Ha

JAOCTaBsHC C IPUEMATEIHO-IIPEAABATCIICH IIPOTOKOII.

VL IATA HA JOCTABSIHE HA CTOKHTE
1. 6. 33 JaTta Ha OOCTaBAHEC C€ CUHUTA JaTaTa, HAa KOIATO CTOKHTE ca JAOCTaBEHU a0 agpeca

IIOCOYEH B Wi. 5, ai. 1, npu ycnoBusTa Ha wi. 9, ai. 2.

VII. 3AABJIZKEHUSA HA U3ITBJIHUTEJIA

Y 7. AIBIIBJIHUTEJIAT ce 3agpmxara;

1. Jla mocTtaBM CTOKHTE B JOTrOBOpeHHs CpoKk W nma rd npemage Ha JIEUEBHOTO
3ABEJEHHME - BH3JIOXKHUTEJIL

2. Jla mpeaze CTOKUTE, MAaKETHPAHH U MApKHPAHH B CHOTBETHHS BHJI, KOJIMYECTBO H KaUECTBO
Ha MACTOTO Ha JIOCTaBsHE.

3. IIpu noanucBaHeToO Ha JOrOBOpA Ja MIPECTABH:

a) ToKyMeHTH 1o wi. 112, an. 1 ot 30I1.

0) rapaHiys 3a U3MBIHEHHE, B eHa OT GopmuTe, onpeneiaend B wi. 111, ar. 5 ot 3011, cbe
CPOK Ha BAJIMAHOCT 60 OHM ciiel M3THYaHE CPOKa Ha JIOTOBOPA, KOATO ce OCBOOOXKAaBa B CPoK a0 60
JIHH CJ€l H3IIBJIHEHHE Ha AO0roBopa. B ciyuvaii, ye BalMAHOCTTa HA TapaHIMATA H3THYA MPEIH
norosopa aa 6vae u3nbaaeH, H3ITBJHUTEJAT ce 3anbikaBa 1a yABIKA CPOKa Ha BATHIHOCT Ha

rapaHlusaTa € TOJKOBa JHH, TaKa 4Y€ rapaHuusaTa Ja IMOKpHBa OYaKBaHUA CPOK 3a HU3IIBJIIHEHHE Ha



norosopa mmoc 60 quu. 'apanuusaTa e B pazmep Ha 3% ot croiiHocTTa Ha gorosopa 6e3 JJC u
Bb3/H32a Ha 34 112,24 seBa.

(4) a pmoctaBs nexapCTBEHH NPOAYKTH, KOMTO OTTOBAapsT Ha H3HCKBaHHMATA Ha 3aKoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeauluHa (3JI[IXM) — na mpurexaBat BaJHIHO pa3peleHHe
3a ynoTrpeba B cTpaHara, u3ianeHo no pena Ha 3JIIIXM wunu Permament (EQ) Ne 726/ 2004 r. na
EBponeiickus napnamenTt u CuBera /4. 23, an.1 na 3JIIIXM/.

(5) Ma nmocraBs nexkapcTBEHM NpPOXYKTH, KOMTO ca BKJioueHH B Ilpumoxenme Ne 2 Ha
[To3uTHBHUSA JIEeKapCTBEH CIIUCHK.

(6) B cayuaii, ye ce mpaBy IIbpBa JOCTaBKa IO JaJeHa MapTHAA Ha JIEKApCTBEH MIPOAYKT, 1A
npencraBs Ceptudukar 3a ocBoboXIaBaHe Ha NApTHAATA, U3MaJCH OT KBAIM(HIMPAHO JHIE IO
3JIITXM Ha eleKTpOHEH HOCHTEN WM MO ENeKTPOHEH T Ha eJIEKTPOHHATA MIOINa, MOCOUeHa KaTo
aJipec 3a KOPECHOHICHIHS, IPHAPYXKEH C IPEBOJ Ha OBIrapcku €3uK OT GupMa, CKITI0YMIIa J0rOBOp C

MunucrepcTBo Ha BEHIIHUTE paboTH 32 U3BBPIIBaHE Ha OQHIMATIHY IPEBOIH.

VIIL 3AABJIKEHUS HA TEYEBHOTO 3ABEJAEHUE — Bh3JIOKUTEJL
Ya. 8. JEYEBHOTO 3ABEJEHHE - Bb3JIOXHUTEJI ce 3aabmKaBa;
1. Jla npueme IOCTaBEHHUTE B CPOK M HA MSACTO CTOKH, CHOTBETCTBAILY IO BH[, KOJHYECTBO U
Ka4e€CTBO Ha OIIHCAHOTO B HACTOSIIIHUS JOTOBOP.
2. Jla 3amiat¥ JOCTaBEHHUTE CTOKH IO pejia Ha 9. 3 OT HACTOSIIHS JOTOBOP.
3. Cren npuKmoYBaHe M3MBIHEHHETO Ha JIOTOBOPA Ja OCBOGOIM TapaHLMsTa 32 U3IBIHEHHE,

0€3 1a OBIKH JIMXBH 3a CPOKA, Ipe3 KOMTO CpeJcTBaTa 3aKOHHO Ca IIPECTOSAIH Y HETO.

IX. IPUEMAHE U TIPEJABAHE HA CTOKHUTE
Y. 9. (1) IlpuemaHeTo Ha CTOKHTE Ce M3BBPIIBA HA MACTOTO Ha JIOCTABSHE MOCOYEHO B 9. 5,
an 1.
(2) MBIIBJHUTEJIAT mnu ynbiHOMOILEH OT HEro MpPEeACTAaBUTEA M IpPEICTABHTE] Ha
JEYEBHOTO 3ABEJAEHHE - BDB3JIOXKHWUTEJ noanucBaT NpUEMATETHO-NIPEIaBATEICH

IIPOTOKOJI, YAOCTOBEPSIBAIIl MOJyYaBaHETO HA CTOKHTE.

X. KAYECTBO, TAPAHIIMHA U CPOK HA TOAHOCT
Y. 10. (1) CtokuTe, mpeIMeET Ha HACTOSUIHS JOTOBOD, CJIC/IBA JIa OTTOBAPAT Ha H3HCKBAHUSTA
Hawl 7,a1. 4 uS5.
(2) K»M pmarara Ha JOoCTaBKara, OCTaTHUYHUAT CPOK HA TOJHOCT HA JIEKAPCTBEHUTE NPOAYKTH,

crenBa aa 6bp1e He no—Mairek ot 40 % /derupuieceT Ha cTo/ OT 0OSBEHHUS OT NPOU3BOAMTEN.



(3) B cnyuaii Ha focTaBKa Ha JIEKapCTBEHHUS IPOAYKT C IO — KPAaThK OT JTOTOBOPEHUS CPOK Ha
TOAHOCT, IBIDKUMAaTa HeycTolKa fa 0b/1e MpoMeHeHa, KaKTo Cile/iBa:

oT 39,99% no 30% - 3 % BBPXY CTOMHOCTTA Ha JOCTABKaTa,

oT 29,99% no 20% - 5 % BBpXy CTOHHOCTTa Ha JOCTABKaTa,

ot 19,99% no 10% - 7 % BBpXy CTOMHOCTTa Ha AOCTABKATa,

nog 10% - 10 % BBpXy cTOMHOCTTA HA JOCTABKaTa.

(4) OcTaThYHHAT CPOK HA FOJHOCT Ha OHONMpPOIYKT /OHononobeH IpoAyKT, Clie/iBa Ja Obe He
no—Mairek oT 20 % /nBageceT Ha cTo/ OT 00SBEHHUS 07 MPOU3BOIUTENS KbM AAaTaTa Ha BCAKA JOCTABKA.

(5) B cnyuali nHa jgoctaBKa Ha OHONpPOAYKT/GHOMOZOOEH UPOAYKT ¢ IO — KpaThK OT
JOTOBOPEHMS CPOK HA FOJHOCT, IBDKAMATA HEYCTOMKA € KaKTO CJIEIBa:

ot 19,99% no 10% - 2 % BBpXY CTOMHOCTTA Ha JOCTABKATA;

oT 9,99% 10 5 % - 4 % BBpXy CTOMHOCTTA Ha JOCTABKATA;

oxt 5% - 6 % BBPXY CTOHHOCTTA Ha JIOCTABKATA.

(6) IEYEBHOTO 3ABEJAEHHUE - BB3JTOXUTEJL Moxe Ja OTKaxe NpHEMaHETO Ha
CTOKMTE, aKO B ACHS Ha TAXHOTO NPHUCTUIAHE MJIM NIPUEMaHE OCTATBYHHS CPOK Ha TOJHOCT € MO —
MaJIbK OT omnpeAenaeHus B wi. 10, ai. 2. 1 an. 4 MUHUMAJIEH CPOK Ha FOAHOCT.

(7) MocraBkaTta Ha eKapCTBEH NPOAYKT C OCTATHYEH CPOK Ha I'OJJHOCT MO-Manbk oT 10 Ha cto
OT OOSBEHWsS! OT NPOM3BOJAMTENS M HAa OHOMPOIYKT/GHONONOGEH MPOMYKT C OCTAaThueH CPOK Ha
TOJHOCT MO-MAIBK OT 5 Ha CTO OT OOABEHMSA OT IPOM3BOAUTENS C€ W3BBPIIBA CaMO C ITUCMEHO
ceriaacie Ha JIEYEBHOTO 3ABEJJEHHUE - BB3JIOXHUTEJl 3a KOHKPETHO KOJHYECTBO,
onpezneneHo oT Hero. be3 m3puyno mucMeHo cwriacue Ha JIEUEBHOTO 3ABEJEHUE -
BB3J1OXKHNTEJI croxute HAMa fa GbaaT 3alllallaHy.

(8) Hcxamero 3a nmucMeHO chBIWIacHe, B CIyyauTe Ha al. 7, cleiBa Ja [OCTBIH B
JEYEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJI B cpok no 1 (eaun) paboTeH AeH OT NOTydaBaHe
Ha 3asBKaTa.

(9) B ciiyuauTe Ha ciemubu JOCTaBKM HOCOYEHHUTE B all. 3 M aJl. 5 HEYCTOMKHM HE Ce IIpUIarart.

XI. OTTOBOPHOCT 3A HETOYHO U3II'BbJIHEHHUE. PEKJIAMAIIMHA
Yu. 11. (1) JEYEBHOTO 3ABEJAEHHUE - BB3JIOKHUTEJ moxe na mnpeasssiBa
pexnamanuu rpeg H3IITbJIHUTEJISA 3a:
a) KOJMYECTBO M HEKOMIUIEKTHOCT Ha CTOKHTE WJIM TEXHHYECKaTra IOKYMEHTAauus (SBHH
HEJOCTaThLH);
6) xauecTBO (CKPUTH HEJOCTATHIIH):

- IIPH AOCTaBAHC HAa CTOKHA HE OT AOTOBOPECHUA BHM, [IOCOYEH B UL 1;



- IIP4 KOHCTaTHpaHe Ha JiedeKTH Ipu yrnoTpeGa Ha CTOKHTE.

(2) Pexnamanuu 3a sBHM HexocraTplld Ha cTokute ce mpasiT oTf JIEYEBHOTO
3ABEJAEHHME - Bb3JIOXKHUTEJL B MOMeHTa Ha IpeiaBaHETO MM, 32 KOETO C€ ChCTaBS [IPOTOKOII,
IOJIIMCAH U OT JIBETE CTPAHH.

(3) Pexnamanuu 3a CKpUTH HEAOCTATHIM C€ MPaBIAT Mpe3 LEJHd CPOK Ha TOJHOCT Ha
JIOCTaBEHHUTE CTOKM, KaTO PEKIaMaluMsATa Ce NPHIPYKaBa 3aIBb/DKUTEITHO OT KOHCTaTHBEH MPOTOKOI,
u3zaneH oT M3nbnHuTenHaTa areHuus 3a JiekapcTBaTa.

(4) TEYEBHOTO 3ABEJAEHHUE - BB3JIOKHNUTEJ ¢ aibXHO 1a YBEIOMH HHCMEHO
M3ITbJHUTEJISA 3a ycranoBeHuTe nedekTi B 5 (T1eT) AHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pexnamanuuTe ce mocoysa HOMEPHT HA JOTOBOPA, TOYHOTO KOJIMYECTBO HA MONyYCHHUTE
CTOKH C TEXHHS MapTHICH HOMEP, OCHOBAaHMETO 3a peKiaMaudsd M KOHKPETHOTO HCKaHE Ha
JEYEBHOTO 3ABEJIEHUE - BB3JIOXKHUTEJL

(6) B 5 (met) nHeBeH cpok oT nonyyasane Ha peknamanusta, UM BJHUTEJISAT crensa na
orroBopu Ha JIEYEBHOTO 3ABEJEHHME - BB3JIOXKUTEJl nucMeHo M KOHKPETHO NalH
IIpHEMa peKIaMalUsITa WIH S OTXBBPJIL.

(7) Ilpu pexnamauus 3a spuu Henocrarpud M3ITBJIHHUTEJISAT e mnesxeH B CpoK OT 2
pabOTHH [IHU OT TMOJNyYaBaHE Ha PEKJIAMalUsiTa 3a CBOS CMETKa M PHCK Ja AOCTABH Ha MACTOTO Ha
NOCTaBAHE KOJIMYECTBOTO JIMIICBALIM B JOCTABKaTa / HCKOMIUIEKTHH JOTOBOPEHH CTOKH.

(8) Ilpu pexnamanus 3a CKpHTH HexocTaThud, B ciydail ye USIIBJIHUTEJAT e pHe
PeKIaManuaTa, ChIIMAT € AabXeH B 10 (meceT) AHEBeH CpPOK OT IOJNyY4aBaHETO # Ja 3aMeHH
MOCTaBEHUTE HEJOTOBOPEHH IO BHH / IeEKTHH CTOKH 3a CBOS CMETKA M PHCK MIIM O NpEleHKa Ha
JEYEBHOTO 3ABEJJEHUE - BB3JIOKHUTEJ na BbpHe CHOTBETHATA YacT OT 3aliaTeHaTa
IIeHa, BETHO C Ib/DKHMHTE JIMXBH.

(9) U36oppT Ha mocodyesuTe MO-rope BH3MOXHOCTH Ja Ce BBPHE CBHOTBETHATA YaCT OT
MJIATCHOTO MM Ja C€ JOCTaBAT HOBM CTOKM nIpuHaqiexu Ha JIEUEBHOTO 3ABEJAEHUE -
BB3JIOKHUTEJl u ce ynpaxusBa OT Hero HoX (opmara Ha NHCMEHO YBEIOMIICHHE 10O
M3IIBJIHUATEJISA, xato pa3xomdTe W pHCKOBETE IO HOBOTO JOCTaBsHE ca 3a CMETKa Ha
M3ITBJIHUTEJISL.

(10) Croxwure, npeamer Ha pexiamanus ce cbxpasssar or JJEUEBHOTO 3ABEJEHMUE -
BB3JIOKHUTEJ 1o ypexaaHe Ha peKIaMalMuTe.

XII. OTTOBOPHOCT TP HEM3II'bJIHEHHUE
Y. 12. (1) 3a HensIbIHEHHE Ha 3abIKCHUATA CH IO HACTOALIMSA JOTOBOP C U3KIIOYEHHE Ha

te3u mo wi. 10, an. 2 u an. 4, M3IIBJWHUTEJIAT nbmoku HeycTolika B pasmep Ha 0.5 % Ha jmen



BBpPXY CTOHHOCTTa Ha KOHKPETHATa 3asiBKa, HO He noseve oT 10 % (mecet mpolieHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KAaKTO M OO€3IEeTeHHEe 3a NpPEeThPINEHHTE NEHCTBHTENHM BPElH B CIyYauTe,
KOrato Te HAAXBBPIAT JOrOBOpeHaTa HeycToiika. B ciydaure mo wi 4, am 3, mocodeHara B
NPeAXOAHOTO U3pEeYCHUE HEYCTOMKa B pa3Mep Ha 0.5 % ce HauMcsABa 32 BCEKH 9ac OPOCPOYHUE, HO HE
noseye oT 10 % (neceT mporeHTa) OT CTOHHOCTTa Ha KOHKPETHATA 3asBKa, KAKTO M 00e3lIeTeHHE 3a
IPEThPIICHUTE NCUCTBUTEIIHA BPEJH B CIIyYaHuTe, KOTATO T€ HAAXBBPIIAT JOrOBOPEHATA HEYCTOMKA.

(2) Koraro mpu Hannuue Ha pexnamarui, USITbJIJHUTEJIST He U3NBIHA 3aQbDKEHUSTA CH
no paszgen XI OoT HacToAmus AOTOBOp B CPOK, Chiuar abkd Ha JEUEBHOTO 3ABE/JIEHUE-
Bb3JOKHUTEJI Heycrolika B pasMep Ha 2 % OT LEHaTa Ha CTOKATE, 32 KOMTO €A HAIpaBeHH
pexyiaMaruunTe.

(3) JIEHEBHOTO 3ABEJEHHE - BB3JIOKHTEJ ynosneTBopsBa NPETEHIMHTE CH
OTHOCHO HEH3NBJIHCHHETO Ha JOTOBOpa, KaKTO M 3a 3alulalllaHe Ha HEYCTOWKHTE OT CTpaHa Ha
M3ITBJIHUTEJIS kato 3anbpika rapaHIusTa 3a H3MbIHEHHE 10 4L 7, a. 3, 6ykBa “6” 0T J0roBopa,
KaTo TpeJnpHeMa ACHCTBHS 32 HEMHOTO ycBOsBaHe. B ciyuaii, 4e CTOMHOCTTAa Ha rapaHIMATa 3a
W3ITBJIHCHHE HE MOKpHBa BCUYKH AbKAMH oT UBIITBJIHHUTEJSA wneycroiiku, JEYEFHOTO
3ABEJEHUE - BB3JIOKHUTEJI npuxsama AbIKAMHTE CyMH OT HACPELIHH IUIALIAHHS KbHM
N3ITBJIHUTEJIS.

(4) Tlpu Tpu mbTH BuHOBHa 3a6aBa Ha H3IIBJIHUTEJISA, npoisnkuia ¢ moBede OT
II0JIOBMHATa OT CPOKa 33 H3NBIHEHME Ha CHOTBETHOTO 3aJbJDKCHHE, B PaMKHTE Ha TPH Mecela
JEYEBHOTO 3ABEJEHME - BB3JIOJKUTEJI uma npaso 1a OpeKpaTH JOroBOpa €IHOCTPAHHO
¢ 15-gHeBHO npenu3BecTHE.

(5) IEYEBHOTO 3ABEJIEHHUE — Bb3JIOXKHUTEJI uma npaso 1a NpekpaTH eHOCTPAHHO
u 6e3 NpeNM3BeCTHE HACTOAINMS [OrOBOP B CNydail HAa CHCTEMHO HETOYHO H3IBJIHEHHE  Ha
sanbmkennarta oT U3ITbJIHUTEJIS u npensseny moBede OT TPH PEKIaMalliM B PAMKHTE HA TPH
mecena ot JEYEBHOTO 3ABEJEHUE ~ BB3JIOKUTEJI no pena na riasa X1.

(6) B ciyyaii, ye mo ornomenne Ha U3IMIBJIHUTEJISA HacThnaT o6cTosSTENICTBATA 1O Y. 54,
an. 1, wun 55, an. 1 or 3akoHa 3a obmecrBenure nopruku, JEHEBHOTO 3ABEJEHWUE-
Bb3JIOXKHUTEJI uma 1paBo na MNpeKpaTd eAHOCTPAHHO HACTOSINHS JOTOBOp, 6e3 MHCMEHO

IpEAN3BECTHE U 6e3 ma ABIHKH HCYCTOf/'IKH.

XHI. ®OPCMAXKOPHHU OBCTOSITEJICTBA
Y. 13 (1) CrpanuTe 1o HACTOSIIUS JOTOBOP HE ABIDKAT 00E3IIETECHHE 3a TIOHECEHH BPEIM U

3aFY6I/I, aKo IIOCTIEAHUTE Ca IPHYMHEHHU B PE3YJITAT HA HENIPEOAOMMA CHUJIaA.



(2) Axo cTpaHara, KOSTO € CIEIBAIO Ja H3NBJIHH CBOE 3aIb/DKEHHME 10 JOroBopa € Ouna B
3abaBa, TS HE MOXe Ja Ce M030BaBa Ha HEMPEOA0JIHMA CHUIA.

(3) “Hempeomonuma cmma” mo CcMHCBJIa Ha TO3H JOTOBOP € HENPEIBHACHO H/UIIH
HENPEeIOTBPATHMO CHOMTHE OT U3BBHPEICH XapaKTep, Bh3HUKHANO Cliejl CKITFOYBAHETO Ha JOrOBOPA.

(4) CrpanaTa, 3acerHata OT HENPEOJONINMA CHIIA, € JUTHXKHA Ja NPEANPHEME BCHUKY AeiiCTBHS
C rpuxara Ha J0OBp CTONAHMH, 32 [a HaMalld IO MRHHMYM TIOHECEHUTE BPEJU U 3aryOu, KakTo H 1a
YBEIIOMH IIHCMEHO JIpyrata cTpaHa B 7-IHEBEH CPOK OT HACTBIIBAaHETO Ha HENpeoJoInMara cuia. Ilpu
HEYBENIOMSIBAaHC B TIIOCOYEHHS B MNPEAXONHOTO M3pEUYCHHE CPOK C€ ABDKH OOE3lETCHHE 3a
HAaCTBIIMIIMTEe OT ToBa Bpeau. Hempeomommmara cmila ce JoKa3Ba OT 3acerHarara CTpaHa ChC
ceprudukar 3a hopcMakop, H3JaAeH IO CHOTBCTHUS PEA OT KOMNETEHTHHs OPraH B JbpXKABaTa, B
KOSITO Ca HACTBIUIH (PopcMaKOpHUTE OOCTOSTENCTBA.

(5) loxaro Tpae HenpeoaoIMMAaTa CHIA, M3IIBIHCHHETO Ha 3aIbDKCHUATA U CBBP3aHUTE C TAX
HACPEIIHHU 3aAbIDKEHUs CE CITHpA.

(6) He npencrasnsea “venpeogonuma cuia” cbOUTHE, IPHUYMHEHO MO HEOPEKHOCT WK gpe3
YMHUIIICHO NEHCTBYE HA HAKOS OT CTPAHMTE WM TEXHH NPEACTABHTENH /MM CIYXHTENH, KAaKTO
Henoctura Ha napuunu cpeactBa Ha M3ITBJHUTEIIA u JEYEBHOTO 3ABEJAEHUE -
BB3JIOXKHUTEJL

XIV. CITIOPOBE

Yn.14. (1) Br3uukHanuTe Npe3 BPeMETPaeHETO HA JIOTOBOpA CIIOPOBE H PA3HOTIIACHS MEeXIy
CTPaHUTE CE PCIIABAT 4Ype3 NpPeroBopu Mexiy Tsx. IlocTurmature moroBopeHocTH ce 0dOpMAT B
nucMeHa opMa | Ce MPEeBPBINAT B Hepa3ziellHa YacT OT JOroBopa.

(2) B ciyyaii Ha HemocTHraHe Ha JOTOBOPEHOCT MO NpPEAXOOHMS WIEH, BCHYUKH CIIOpOBE,
TOPOACHU OT TO3M JOrOBOP HJIM OTHACSIIM CE JIO HETO, BKIIOYHTENHO CIIOPOBETE, MOPOJEHH OT HIIH
OTHacsAM CE€ O HErOBOTO TBHJIKYBAaHE, HEACHCTBHTENHOCT, HEH3IIbIHEHHE WIH IMPEKpaTsBaHE IIie
Obaar paspemaBaHy CIopes OBJIrapCKUTe MaTepHaniHH U MPOLECYaHH 3aKOHH OT KOMIETEHTHHS ChJl

1o pena Ha I'TIK,

XV. ChbOBHIEHUA
Y. 15. (1) Benuku cho6IIeHHs MEXAY CTPaHHUTE, CBbP3aHU € H3MBIHEHHETO HA TO3H JOTOBOP
Ca BalMJHU, aKO Ca HampaBeHH B IHCMEHa (opMa M ca MOAMMCAHH OT YIIBLIHOMOIIEHHTE
npeacrasuteny Ha U3ITBJIHUTEJIA unmu JEYEBHOTO 3ABEJAEHUE - BH3JIOKHATEJL.
(2) 3a nara Ha CHOOLICHHUETO CE CMATA:

v Jarata Ha IpelaBaHeTo — IIPU PBYHO IIPeJaBaHe Ha CHOOIICHUETO;



v JlaTata Ha IIOIMIEHCKOTO KiIeiMo Ha ofpaTHaTa pa3nucKa — IpH H3NpallaHe 1o MoIaTa;
v JaTtaTta Ha IIpPUEMAHETO — IIPU H3IIpalane no ¢pake Wi e-mail.
(3) 3a BanuaHM aapecH 3a INpHeMaHe Ha CHOOMIEHUS M OAHKOBH CMETKH, CBBP3aHH C

HACTOAIIHUS JOTOBOP CC CMATAT.

3A U3ITbJIHUTEJIA: 3A JJEYEBHOTO 3ABEJAEHHE- Bb3JIOXKHUTE:
»PBOHUKC ®apma” EOO/] AJpec 3a KOpPEeCITOHHCHITUS:

rp. Codus, yn. OxonospbeTed nbT Ne 199A  rp. Llymen, yi. "Bacun Anpuinos" Ne: 63

ten. 02/8549700 Ten.: 054/ 800 832

®akc 02/9532622 daxc: 054/800 313

bankoBa cMeTka e-mail: office/@oncocenter.com;

banka: Yaukpenut BynGank AJ] apteka@oncocenter.com

IBAN: BG62UNCR96601030899559
BIC: UNCRBGSF

(4) llpu mpomsHa Ha MOCOYEHHS IO anl. 3 ajpec MM GaHKOBA CMETKA CHOTBETHATA CTPaHa €

JIBXHA J1a yBEIOMHU JIpyraTa B TPHIHEBEH CPOK OT IPOMSHATA.

XVI. IPYT'H YCJIOBUSA
Ya. 16. (1) IlpaBata u 3aBIKEHHUATA 110 HACTOSINMS JIOTOBOP HE MOTAT Ja ce IIPEXBBPIISAT
€IHOCTPaHHO Ha TPCTH NUNA M NOAOOHM aKTOBE HE HOpaXIAT HPaBHO JeiicTBHE 0e3 MHCMEHOTO
CBITIACHE Ha JIpyrara CTpaHa, OCBEH B Clly4aHTe Ha oOe3leyaBaHe (TapaHTHPaHe) Ha 3aJBbJDKEHHS 110
OaHKOBH KpEOMTH.
(2) 3a meypenenuTe BBIPOCH B HACTOSIIMS JOTOBOP Ce NpHIAra JAeHCTBAILOTO OBJIrapcko

3aKOHOOATCJICTBO.

XVIIL. IOAU3 I BJHUTEJIN
(npunosicumo camo 6 cryvaume, 8 KOUMo U3OPAHUS 3G UBNBIHUMEN YYACHHUK € NOCOYUI, Ye
uje non36a NOOUNBLIHUMEN U, NPU CKTIOYBAHE HA PAMKOBOMO CHOPAZyMeHUe)

Ya. 17. (1) HOAUSITBJIHUTEJIMTE Tps6Ba na OTroBapsT Ha CHOTBETHUTE KPHUTEPHH 3a
1oa60p ¢r00pasHO BHAA M Aesa OT MOpPBYKATa, KOHWTO 1€ M3NMBIHABAT, H 3a TIX 1A HE Ca HATHUIE
OCHOBaHHMA 3a OTCTPaHsBaHE OT MPOLEAypaTa.

2) JEYEBHOTO 3ABEJAEHHUE - BB3JOXUTEJ wusuckBa 3aMsHa Ha
IOAMN3IIBJIHUTEL xoiito He OTroBaps Ha ycjIoBHsTa 1O ail. 1.


mailto:oftice@oncocenter.com
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(3) Koraro yacrra oT mopbukara, Kesato ce asnbiHsBa or HHOJAU3ITBJIHUTEJ, moxe na
6bae npenaneHa xato otaeneH o6ext a USINBJIHUTEJISA wiu sa JEYEFHOTO 3ABE/IEHUE -
Bb3JIOKHUTEJL, nocnenHus 3amiaia Bb3Harpaxaenue 3a tasu yacT va QU3 BJIHUTEJISL.

(4) Pasnnamanusrta mo am. 3 ce OCBIUECTBSBAT BB3 OCHOBA HA MCKAHE, OTIPABEHO OT
HNOMU3IIBJIHUTEJIAA  no JIEYEBHOTO 3ABEJEHUE - BB3JOXHUTEd upes
M3ITBJIHUTEJIA, xoifto e mubkeH Aa IO NPEAOCTaBH Ha BB3IOKHTENS B 15-IHEBEH CPOK OT
IIOJIy4aBaHETO MY.

(5) Kem I/ICKEJ:HCTO 1o an. 3 U3ITBJIHUTEJISIT npenocrass CTaHOBHUINE, OT KOETO JA € BUIHO
J2UT4 OCTIOpBA MJIAIIAHMATA HIIM YacT OT TAX KaTO HEABIDKUMH.

(6) JEYEBHOTO 3ABEJEHME — Bb3JIOKUTEJI uma npaBo 2 OTKake IUTAIIAHE TI0 Al
3, KOTaTo MCKaHEeTO 3a IIalaHe € OCIIOPEHO, 10 MOMAHTA Ha OTCTPAHABAHE HA IPUYMHATA 32 OTKA3A.

(7) Hezaucumo ot usnonssanero ma ITOJU3ITBIIHUTEINU OTrOBOPHOCTTA 3a M3MBJIHCHHE

Ha norosopa € Ha U3ITbJIHUTEJIA.

XVIIIL. 3AKJTIOYUTEJIHU PA3IIOPEJIBH
Y. 18. (1) IIpu cveTaBaHeTo Ha HAaCTOSIINA JIOTOBOD C€ NPEJCTaBUXa CIEAHUTE JOKYMEHTH:
v HoxymenTu o . 112 ot 3011
v Hexnapanus no wi. 55, an. 6 ot 3JIITXM (xorato e IIPHIIOXKHMO);
v Fapannus 3a u3nsngenmue;
v Texunyecko u LleHoBo npeioskenne, HepasaeHa YacT OT JIOTOBODA;
v Hexnapanuu o 3MUAITL.
(2) HacTosmusaT 0roo™ ce ChCTaBH B ABa €IHOOOPAsHH €K3eMIUIIPa Ha OBIrapCKu €3MK ~—
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TEXHUYECKO ¥ LLEHOBO NPEA/IOKEHUE

e o | |EpueWalEmuewal rpauun
v |- Anatomo- | MexayHapoaHo | Hauun | Mapka | bbb fosa | oza | o
06.no3 | TepaneBTny| menatewtvo | wWa | /mg, |  |Heobxoa| |  |eaumuualeaunuua|CroiiocrHa - |usnbanenn
uuna | euop | Waumenosauue |npunow | tabl, - |#m 6poii [Knacnpa| | mapka | mapkac |norosopa Ges [e 6es AAIC

Ne | /ATC-koa/ | ~ /INN/ . | enne | ml/ 3a6enexnka | MAPKYN “He | Yuacthuum | 6e3 AACI AAC |gac oo 3%

"®bOHUKC
PAPMA"
1|HO02AB02 Dexamethasone napeHTepameg 220000 1|EOCO[] 0,065254 (0,078304 14355,88 430,6764

- e

 {nepopanudgmg -~ | laa0000 | 1leoon = |o,128647 |0,154376 30875,28| 926,2584
: "®bOHUKC
DAPMA"

napeHTep3 1000000 0,023059 |0,027671 23059,00 691,77

... 1{LO1BCO6. . . .|nepopanHgmg -~ | 120000000 |

{0,001283 |o,001540 25660,00 769,8

"®bOHUKC
GAPMA"
1{L01CBO1 Etoposide napeHTepamg 100000 1|E0OLA 0,105000 |0,126000 10500,00 315

Powder,
dispersion and
solvent for
concentrate "ObOHUKC
for dispersion GAPMA"
1{L01DBO1 Doxorubicin napeHTtepdmg for infusion 4000 1|E00A 4,079000 |4,894800 16316,00 489,48
"®bOHUKC
OAPMA"

- 1|L01XA01 Cisplatin napeHtepadmg 55000 1|EOO 0,178400 |0,214080 9812,00 294,36




"®bOHUKC
SAPMA"
napeHTepdmg 110000 1|e00q, 0,191309 |0,229570 21043,99| 631,3197

| =

LO1XAOQ3 Oxaliplatin

. |2971291 [3,565549 | 14856455 4456,9365

“|Cetuximab peHTepdr

PAPMA"
Ipilimumab napeHTepgdmg 4000 1|EO0O[] 109,72125{131,66550 438885,00] 13166,55

L01XC11

1|[Eoog - |19,900150{23,880180] 398003,00| 11940,09
1137074,70| 34112,24

 afloixcr7 |wiolumab




