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AOTOBOP

HHuec, 0940 Zm? ..... T., B rp. Crapa 3aropa, MexOy:

1. ,YMBAA IIpod. O-p Croan KupxoBuu” AJl, ckC ceHasHILE M anpec: Ip.
Crapa 3aropa, ya. ,[eHepaa Crosetos”, No 2, BuMCaHO B TBPrOBCKHSI PETUCTBD Ha
Arennmsita 10 BuHCBaHusATa, EUK: 123535874 Ipencrapaapano ot Ilpod. a-p Hopuo

HoByer, oM. - HITHAHMTEAEH [OMPEKTOP, HAPHYAHO II0-HATaThK B JlOoroBopa
BB3AOMHUTEA, or egHa cTpaHa,
1%

2. “Megerc” 00, rp. Codmst, ya. «CaMOKoBCKO mioce» Ne ZA, BIHcano B
THPrOBCKHSI PETHCTBP Ha AreHuusara oo Bouceaguara, LBHK 131268394,
npencraBaaBado orT A-p Emua [aues — YupasuTea, HapHUaHO I10-HATATEK B JJOTOBOPAa
UBITBAHUTEA , ot Apyra cTpaHa,

Ha ocHoBamwme 9a. 112, aa. | or 3axkona 3a obwecrBeHHTe OopBiky (30I0) u B
H3nbpaHeHHe Ha Penrenne Neo P/-10-639/11.09.2018 r. Ha UsirbaHBTEAHHs THPEKTOP
Ha "YMBAA IIpod. A-p Croar Kupkoswu” A/l 3a onpefeadHe Ha HM3IBbAHHTEA Ha
obIecTBeHA TIOPBHYKA C IPEAMET: ,/locTaBKa Ha AEKApPCTBEHH NMPOAYKTH 3a A€HeHHE Ha
XEMATOAOTHIHH 3a00ASBAHUA M HA MALMEHTH ¢ TepMHUHaaHa OBOpedYHa HeTOCTATRYHOCT
Ha xemoauanuza B YMBAA TIpod. o-p Croan Kupkosua” ALl Ctapa 3aropa, ce CKAIOYMH
HACTOAIIHS JOTOROP, KATO CTPAHHTE Ce CIIOPAa3yMsiXa 38 CACTHOTO!

I. OPEIMET HA OOT'OBOPA

1. HM30BAHHMTEARAT CE€ 3a0bAXKABA Ja OOCTABHA Ha BL3AOKHUTCA ACKAPCTBEHH
[IPOAYKTH, HApHYaHH TI0-HATATBK 3a KPaTKOCT “CTOKH/CTOKUTE”, MO HAMMEHOBAHHS,
ACKapCTBEHH (QOPMHM M aKTHBHO BEIIECTBO B OKOHYATEAHH ONAKOBKH, TIPOTHO3HH
KOAMYECTEA, LEHH, HpHTe}KaTeAH Ha paspeluenus 3a yrotpeba u ATC Kof, 11ocoteHu B
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II. CPOK HA AOT'OBOPA

2.1. Hacroaumsar AOTOBODP Ce CKAIOYBA 34 CPOK oT 24 (OBafeceT U HeTHPH)
Mecela, CIUTaHo OT AATaTa Ha MoAITHCBaHe Ha JOToBOpAa.

III. NEHH H OBIIIA CTOMHOCT HA JIOCTABKHTE II0 AOT'OBOPA

3.1. llemara Ha AeKapCTBEHUTE TIPOAYKTH 3a BCAKA HOMeHKaarypa /[obocobena
riozuIus/ € TIpenaoKeHara oT Mambanureas ena B odepraTa My - B aeBa, bes AC, u
BKAIOYBA BCHUYKH PA3XO/H 384 HIMBAHEHHE Ha TIOPBYKATA [0 CKAana Ha boaHMYHAaTa
anTeKa Ha H3MbAHHTeas. lleHata 3a BCeKM ACKApCTBCH NOPOOYKT € BIHCAHA B
IMpuaoxkenye No 1 KbM HACTOSIIMS JOTOROP.

3.2. lleHara Ha BCEKH ACKAPCTBEH IIPOAYET € (pHKCHpaHa H HE IMOJASKH Ha
OmpoMsiHa IIpe3 [epUoaa Ha JAelicTBHE Ha [JoroBopa. DB caydai, Ye meHara Ha

SCPaHe FO-HECKEaOT OCOYeHaT
———————HMOMEeHEAATYD o B-HaCTosIHE AOTOBOD U IDHADNKCHHITA

KbM HETO, H3IIb

ce 3aIbAZKABA OA YBCOMU TTHCMEHO BB3AOKHTCARD B CPOK OO
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JBa paboTHH OHH OT PELIeHHETO 3a INPOMSIHA Ha IpeleAHara LICHA HA ACKApCTBEHWA
OopooykKT. B caydali, de IleHaTa cTade IIO-HUCKA OT JOTOBOPEHATA, BB3AOKHMTEAAT
6e3YCAOBHO III€ 3aMAAIllA AGKAPCTBEHHTE MPOAYKTH HA MIO-HHCKATA IeHAa OT Aarara Ha
BAHM34HE B CHAZ Ha KOHKPETHOTO PEIlleHHe, KaKTO ¥ B CAYIAHTE Ha HAIPABEHH 3a8BKH
KBbM Ta3H JATa.

3.3. Ofmara mporHosHa CTOHHOCT Ha AOCTaBKHTE 10 JoroBopa € 603648,40
(IMeCTCTOTHH W TPH XMASIH LICCTCTOTHH HMeTHpHAeceT H oceM u (,40) aB., bez 41C u
724378,08 (cemeMCTOTHH OBafeCeT M YETHPH XHASNU TPUCTA CEACMIECET H OCEM H
0,08} ar. ¢ BraroueHo [/IC, BnucaHa B [Mpuaoxkenue No 1 KbM HacCTOSAUMSA 0TOBOP,
H34HCcAeHa Ha 0azaTa Ha IPOTHO3HHTE KOAMYECTBA ACKAPCTBEHH IIPOJAVKTH, IIOCOUMEHH
B TexHudeckara criclnpuranys Ha Beaaoxuteasa — [Ipuaoskenne Ne 2 KbM HacTOAIIHNA
JOTOBOP M eMMHMYHATA II€HA 334 MApKAaTa Ha A€KapCTBEHHTE IIPOAYKTH 3a BCIKa
HOMCHKAATYpa OT ChoTBeTHaTa 060cobeHa NO3HIHS, TPCAACKEHA OT H3IIBAHHTEAS.

IV. VCAOBHS H HAYHH HA ITAAIDAHE

4.1. TlaamanyaTa [0 HACTOHAIIHA JOTOBOP ca B ObATApPCKH A€Ba U CE H3BLPIIBAT

qapc3 baHKOB IIpeBOA OT CTpaHa Ha BBE3AOKHTCAA IIC CACOHAaATA OaHKoBa cMeTKa Ha
H3ITBAHHTEAS:

"ObenuHeHa Brarapcka Banka'
IBAN BG32BUIB98881033643900
BIC: BUIBBGSFE

4.2, TlaaunaHeTo Ha CTOHHOCTTA HA KOHKPETHATA J0OCTABKA CTaBa C MAATEXKHO
HapexaaHe o D$AHKOBATA CMeTKa Ha H3IITBbAHWTEAd B Cpok mo 60 (mecraecer) IHH caex
CBOTBETHATA JIOCTABKA, CPElly M3[afeHa (hakTypa H IIPHEMOo-TIPeaBaTeseH IIPOTOKOA,
M M[PeICTABEHH [OOKAZATEACTBA /KONHE OT IAATEKHO HapexkaHe HAH JApyro
JAOKA3ATEACTBO/, 1€ H3IIBAHUTEAST € 3aIAATHA HA IIOAH3ITbAHHTEAS 33 M3I'BAHCHHTE OT
Hero paboTH, KOMTO ca [IpHeTH IIo pera Ha T. 10.3. or morosopa. — 6 cnydaume Ha
nonseane HA NOCU3NLAHUMEN.

_ 7 4.3. B cayuali Ha npoMaHa Ha 6aHKoBara cMerka no T. 4.1, MIITbAHMTEAAT Ce
=11

BAM3AHE B CHAA HA KOHKPETHOTO PEINCHHE, KAaKTC B B CAYVIAWTE Ha HanpaBeHn 3adBKH
KBEM Tas3H JaTda.

V. CPOK 3A NOCTABAHE

5.1. [JlocTaBAHETO HA CTOKHUTE, IIPEeAMET HA HACTOSINUE 0T0BOP, CE H3BBPIIEA B
CPOK 710 24 qaca CAEZ [IoAYIaBaHe Ha IMHCMEeHa 3adBKA OT BB3AOXKHTEAR H Jo 6 daca -
ITPH CIIETITHY 11 HeoTAKHNT CAY‘-I&I/I

5.2. Crokwre, IIpeMeT HA TO3H JOTUOBOP, C& JOCTABAT OT HM3ITBAHHTEAH CACT]
NMOoAYHE€HA IIMCMEHA 3a49BKAa OT BB3AOKHWTEAA, B KOATO Ca IIOCOYEHH HAMMCHOBAHHETO H
dopMaTa HA ACKAPCTBCHHTE MPOAYKTH, TSIXHOTO KOAHYECTBO, HOMEPA M A3TaTa HA
JOTOBOpa, MO KOHTO Ce€ TIpABH ChOTBETHATA 3adBKa. DbB BCsiKa 3asBKa CE BIHCBA
IIOpeIeH HOMEp W JaTa Ha 3adBsaBaHe, M ce€ IOAMNHCBa OT OIPEAEAEHOTO OT
BBE3AOKHMTEATd AR HOCTHA AMIIE.

5.3. anmeHaTa 3asBKa CE Hsnpaj.ua OT OIIPEJIEACHOTG OT KynyBaqa JABHKHOCTHO
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VI. MSICTO HA JOCTABSIHE

6.1. Macroro Ha AOCTaBsIHE HA CTOKHMTE MO TO3U JOTOBOP € JI0 KPAcH TIoAydaTeA
- ckAaaga Ha boaHHuHAaTa anrekarta Ha ,YMBAA Ilpod. O-p Croan Kupkosua” A/l rpan
Crapa 3aropa, ya. ,Jenepaa Croaeror” Noe 2.

6.2. PHCKBET OT cay4aiiHO IOTMBaHE HAM IIOBPEIKJIAHE HA CTOKHTE IIPeMHHAaBa
BBPXY BB3ACKHUTEAd OT MOMEHTA Ha [IPHEMaleTo UM Ha MACTOTO Ha JOCTaBAHE.

VII. JATA HA NOCTABSHE
7.1. 3a maTa Ha JOCTARSAHE CC CYMTA /1ATaTa, Ha KOSITO CTOKHMTE Ca IIPHCTHUTHAAN
[IPH KPaiHUA TIOAYYATEA, CbTAACHO [IPHEMO-TIPEIABATEAHHS IPOTOKOA.

VIIL. [IPABA H 3AOBAKEHHS HA H3ITBAHUTEAS

8.1. ce zanbAxaBa:

8.1.1. 1a gocraBsa 3asiBEHUTe TIC BCAKA NMHCMEHA 3a8BKa ACKAPCTBEHH IIPOAYKTH
B JOTOBOPEHHd CPOK, CHOTBETHH HA JOTOBOPEHHTE HaMMeHOBaHUS H (hopma, NOCOYEHH
B [Ipraosxerue No 1;

8.1.2. npu nmorcKBaHe OT Bb3AOKHWTEAR [a IIpefafe CTOKHTE, IIPUIAPYIKEHH CbC
CepTH(PHEAT 32 0CBODOXK/IARAHE HA CHLOTBETHATA [1apTH/A,

8.1.3. ma npesae CTOKHTE Ha MACTOTO HA JOCTABSIHE;

8.1.4. fa 13BLPIIEA JOCTABKHTE 34 CBOs CMETKA;

8.1.5. na chCTaRM W noAnHnie (paxkTypa M IIPHEMO-TIPENABATEASH IIPOTOKOA,
CBIAACHO pasfea X OT HACTOSIINS JOTOBOP IIPH BCSIKA JOCTABKA;

8.1.6. BcaKa [0CTaBKa [a o NPHApPYXKaBa ¢ JIOKYMEHTH, YAOCTOBEPHBAILH 3a
OPOH3X0O M KAYECTBO 34 BCEKH BUJ [IPOOVKT H paspelnieHHe 3a yrorpeda.

8.1.7. ga TIpe/ICTaBH TapaHITHMs 33 H3ITbAHEHHE Ha JOTOBOpa B pasmep Ha 4
(dueTHpH) % OT obmaTa My cTolHOCT, MocodeHa B T. 3.3, 6e3 JIC.

8.2. HanbaHWTEAAT HAMA TPABO Aa HAEMa JAPYIH HOSH3ITBAHHTEAM, OCBEH
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H3N'BbAHEHME HA JICHHOCTHTE, 33 KOWTO € aHTESKHPas HOIH3IIBAHHTEAN.

8.4, UsmbaHHTEAAT € [OABKEH [a CKAIOYH JOTOBOP 34 TIOMH3ITBAHEHHE C
IIOCOUEHHS B ohepTara My TOTU3NBAHHTEA, B CPOK OT 2 /7IBa/ AHH OT CKAIOHBAHE Ha
HACTOSAIHA JOTOBOP K A IPeACTaBH Komve Ha HMsnbanurteaa B 3-IHEBEH CPOK.

/& cnyuaume Ha NOM3GAHE HA NOGUSNbAHUMETN/

8.5. HMsmpanuTeaaT HMa IoOpaBo ga HCKa OT PBB3AOKUTEAd HeoDXOIHMOTO
ceAcHCTBHE 3a OCBIIECTBABAHE Ha J0ocTaBKAaTa.

8.6. HM3nmbaHWTEAAT HMa TIpaBO Ja HCKa IIpUeMaHe Ha JOCTaBKaTa 4pes
oripesieacHo oT Be3sokuTeAs AHLIE.

8.7. HU3mBAHHTEAST KMMa MPaBO Aa IOAYYH OT Bb3A0OKHUTEAS CBOTBETHOTO
BB3HAI'DAXKEHNe, CRIAACHO pasnea Il oT HacToauMa JOroBOD.

8.8. B cayuall Ha H3THYAHE Ha CPOKA Ha paspelleHvero 3a yrorpeba Ha
ACKApPCTBEH MPOAYKT IIPEe3 CPOKa Ha JOToBOpa 3a [I0CTaBKa, KOoAMUecTBara Ha
JOCTABAHWSA AEKapPCTBEHHS I[IPOAYKT INe ca HAAHYHW 38 CPOKa Ha [JOoroBopa -

CBLOTBETCTBUE C 4a, 25, dxr-6.0T 3ATIXM.
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8.9. [a JocTapa TpENAATAHHUTE B HACTOANMATA [Ipolleaypa ACKApCTBEHH
IIPOAYKTH, KOHTO Ja ca pPerucTpupaiu 3a ynorpeda B PenyOauka Bharapus u ma
IIPHUTERABAT PA3PELINTEAHH 32 YIIOTpeba, ChraacHo U3HCKBaHHATA Ha SAIIXM,;

8.10. OOCTABAHHTE ACKAPCTBEHM [IPOAYKTH Ja TIPHUTEXKABAT KPaTKU
XapaKTEepPHCTHKHY, IPEIOCTAREHH B SEAEKTPOHHATA CTpaHuLa Ha MAA;

8.11. pocraBaHHTE ACKAPCTBEHH IIPOAYKTH [Ja IpUTEeXaBaT CEPTH(PHKATH,
YAOCTOBEPSABALIM KadecTBOTO Ha IPOAYKTHTE, KOMTO ca B IpenoctaBeHH B HMAA n
MuHHCTEPCTBO Ha 3PaBECIIA3BAHETO;

8.12, 33 BCHYKH BB3HHKHAAM NPOMEHM 10 BPEME HAM CAEJ| PA3pEIIaBaHETO 34
yroTpeba Ha OpesaaraH ACKApCTEeH IPOAYKT M3IbAHHTEAdT caedBa Ja ce YBEIOMH
HAA, xaTo ce 1rpefiocTaBs ChOTBETHATA JOKYMEHTALIHA 348 IPOAYKTHUTE;

8.13. 3a OgocTaBAHWUTE AEKAPCTBEHM IIPOAYKTH He TpaAbBa na ca Haaure
oHIIMAAHNH CBHODILIEHHS HAM OIPAHMYWUTEAHH MepKH 3a ymorpeba, CBBp3aHH C
HEXEAAHH ACKAPCTBEHH PEaKIIHH.

8.14. [la u3nuceRa B H3Oa/lcHUTE (PaKTypH €/IMHHYMHATA LEHA Ha AEKapCTBEHHS
IMPOYKT € TOYHOCT [0 TPETH 3HAK CAEH JeCeTHYHATA 3areTas.

IX. MPABA H 3AA'BAXEHHAS HA BB3AOKHTEAA

9. BB3AOKHTEAAT Ce 33bAXKABA!

9.1. ;12 u3npania Ha HSITEAHHTEAS IIHMCMEHH 3a4BKM 34 CBOTBETHATA J0CTABKA,
BKA. U TI0 (pakc, cpo0pazeHu ¢ [IpeaMeTa Ha HACTOLIuMsa noroBop, IIpHaomxkerme No 1
KbM HEro H ChOOpaA3HO HYKIMTC HA AcYeOHHMA 1pouec B OoaHHIaTa, XKaTo
BB3AOKHUTEAAT He € OOBBP3aH ChC 3aIBbAXKECHHE A IIOPBYBA IIPOTHO3HOTO KOAHYECTBO
HA IIPONYKTHTE,

9.2, ma nupHeMa OOCTABEHHTE B CPOK H HA MACTO CTOKH, CLOTBETCTBAIIH IIO
HAMMEHOBAHHE W KOAWYECTRBO Ha JIOTOBOPEHOTO B HACTOSINMS JOTOROP M JA IOIIHINC

X. IPMEMAHE H IIPEJABAHE HA CTOKHTE

10.1. IIpepamanero ¥ IPHeMaHETO HA CTOKHTE CC OCBIIECTBSIBA OT OIIPEIEACHH
NIPEACTARUTEAN HA BDL3AOKHTEAST, HA H3ITBAHHTEAS M IIOAM3NBAHMTEAR B CKAAJA Ha
BOAHWYHATA aITeKd Ha BB3A0KUTEAR. /€ Cyuaume Ha NON3GAHE HA NOCUINBAHUMEN/ .

10.2. [Ipy M3TBAHEHHE HA CHOTBETHATA 3adBKa AABKHOCTHO AHIlE, OIIPEALACHO
OT H3ITBAHHTEASL, CbCTaBA npnemo—npe,uaBaTeAeH HpOTOKOA B TpH eKBCMHAHpa - TIO
eOdH 3a BCAKA OT CTPAHMUTE IO AOr0BOpPa, H €4HH 33 DOAHMYHATA allTeKa, U IOMIIHCEa
TPUTE eK3eMIIASIpPa OT CTpaHa Ha HN3IIbaHMTEAs. B IIpoTOKOAa ce BITMCBAT: MOpEIHHA
HOMED M JaTara Ha 3adBKaTa, HOMepa W JaTaTa Ha JACToBopa, HOMEP M Jara Ha
H3IaNeHaTd 0T HANBAHUTEAS (DaKTypa (KOraTo T € M30a/ieHa B ASHS Ha J0CTaBKaTa),
HaMEHOBAHHMATA H KOAHYECTBATA HA ASKAPCTBEHHMTE IPOOYKTH H IEAPTHAHHUTC HM
HOMEDA iy (4] KOHerTHElTa OOoCTaBKa.

—  10:3. 3 - T_OT JAEXHOCTHO_AWIE, OUPENEAEHO OT

Bh3AOKHITEAS, B \gjﬁb PBHETO Ha YII'BAHOMOILEHHU TIPEACTABUTECAH HA M3MBLAHHUTEAd /U
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MOIM3ITRAHHTEAS, KOHTO IIOAMMCBAT EKIEMIIASPHUTE HA TIPHEMO-TIPEAABATEAHMS
MIPOTOKOA B MOMEHTA Ha JIOCTABKATA HA 38sBEHHTE CTOKM M BIIMCBA JeHd M Yaca Ha
OJOCTaBKAaTAa.

10.4. Crokure TpsaOBa Aa OBIAT TPAHCHOPTHPAHH, CBTAACHO yCTAHOBCHMTE 3a
TOBa pPed M YCAOBHHA, H CBILWTE CACOEA Ja Ca CIIAKOBAHH B OIIaKOBKH, KOHUTO TH
3arasBaTt OT BCAKAKBH IIOBPE/IH 110 BpeMe Ha TPaHCIIOPTHPAHETO MM, KATO OHAKOBKATA
He TpabaBa na e HapyllleHa.

10.5. H3mbAHUTEAAT HOCH OTTORBOPHOCT 3a BPEIH, ITPOH3AE3AM OT HEIPABHAHA
HAHW HeJOCTATHIHA OIAKOBKA MAW HEIIPABHAHA, HAW HEOOCTATEYHA MAPKHPOBKA.

XI1. KAYECTBO M CPOK HA ITOOHOCT

11.1. focTraBgHKUTE CTOKH TpabBa Aa ca paspelleHH 3a ynorpeba or HAA nan o
LIEHTPAAM3HpaHa NPOLEaypa, Aa HMaT cepTH(MHKAT 32 0CBOX/ABaHEe Ha IapTuiaTa, Aa
ca ¢ 4YeTAMBA MapKHPOBKA 3a JATa Ha MIPOM3BOACTBO, CPOK HA FOJHOCT, NAPTHIEH M
PETHCTPALMOHEH HOMED, BIIHCAH B PA3PEIIcHHETO 3a yIoTpeda.

11.2. KM garaTa Ha OOCTABKATA CPOKET Ha IMOJHOCT Ha CTOKHTE, IIDEAMET HA
HAaCTOAINMSA JOTOROP, caeaBa mAa Opae nHe no-maatK oTf 60 % oT yKazauua BBPXY
oraKkoBKaTa.

XII. OTTOBOPHOCT 3A HETOYHO H3II'BAHEHHE, PEKAAMALIHH

12.1. HM3mrpAHHTEAIT MOMKE fla [IPeAdBABa peKaaMalluy Npea Brasoxureas:

12.1.1. 3a 9BHM HeJOCTATBIH:

a) 1pu gocrasdHe Ha CTOKW He OT JOTOBOPEHHS BUJ, IocodueH B [Ipraoxenne No
1 KBM HACTOSIIIMS JOTOBOP, BKAIOWHTEAHO M CBC CPOK HAa TOAHOCT II0-KPaTBK OT 60 %
OT YKa3aHHSA BbPXY OIIAKOBKATA CPOK Ha I'OJHOCT;

0) 3a HecriazeH! YCAOBHS M PeJ MPH TPaHCIOPTHPAHETO HM;

B) 3@ KOAHYECTBO, KOSTO HEe OTTOBApPs HA 3asBEHOTO;
I) IpH HapyUIeHa IIHAOCT H OIaKOBKH;

12.1.2. opu chbMHEHHH B KA9ECTBOTO HA ACKAPCTBEHHTE IIPOAYKTH.

12.2.1. PexaamanyM 3a gBHH HEOOCTATRIIM HA CTOKHTE B CAy4YaHTEe IO T.
12.1.1., 6. 6. «@», «O», «B» U «I» Ce NpPaBAT B [€Hs Ha JOCTaBKaTa HA CHLOTBETHATAa
3adBKAa, KATO B I[IPHEMO-TIIPEAABATEAHHT NPOTOKOA €€ BIIHCBA YCTAHOBEHHS SBEH
HETOCTATHK.

12.2.2. PekaaMariyi 34 SBHH HEMOCTATHIIM HA CTOKHTE B caydaHTe o T. 12.1.1,
0. «I» ce TIPABAT B CPOK A0 2 paboTHH AHH OT [eHd Ha ChOTBETHATA JOCTABKA, C
KOHCTAaTHBEH IIPOTOKOA, CBCTAaBEH H IIoAIIVICANl OT JABIHOCTHO AHIIC, Ol'Ipe,I[EAeHO oT
EB3AOKIITCAS.

12.2.3. Pegaamarniyy 3a ABHH HeOOCTATHEIH HAa CTOKHTE MOraT /la Ce NpaBdaT H B
CpOK 0 3 JIHH, CAEBAII JIEHS, B KOHTO € Bb3HHKHAaA L HeoOXOAMMOCTTa OT yrorpedara
Ha ABKAPCTBEHHS [PCAYKT, C KOHCTATHUBCH I[IPOTOKOA, CBCTABEH M IIOANMCAH OT
IABKHOCTHO AHIIE, OIIPEOCACHO OT BB3AOKHTEAS.

12.3. B caygaure o 7. 12.2.2 u 1. 12.2.3 IABKHOCTHOTO AHIIE, OIPEAEAEHO OT
BB3AOKUTEAST € OABXKHO /18 YVBEJOMH [ITHCMEHO H3ILAHHMTEAS 38 YCTAHOBEHHTE SABHH
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€ NpefCcTaBHA IIapHYHa CcyMa KaTo TapaHIHsl 3a H3TbAHEHHe, CchllaTa e Onie
IPEBEJIEHA 110 TTocoueHara B ofpepraTta Ha U3ITBAHUTEAY 6ankoBa cMeTKa.

17.5. Pasxogure 110 OTKpHUBaHeE, MMOITLPAKAHE, MOHORABAHE M 0DCAYKBaHE HA
rapaHLMATA 32 U3MTbAHEHUE Ca 33 CMETKA Ha H3ITBAHHUTEAS.

17.6. lapanuusaTa 32 U3ITPAHEHHE HE Ce OCBOOOIKIABA OT BB3AOKKHUTEAS, aKO B
TIpolleca HA WU3IIBAHEHHE Ha JIOTOBOPA € BB3HUKHAA CIIOP MEKAY CTpaHHTe, OTHOCHO
HEHU3ITBPAHCHHNE HA 38bAXKCHHATA HA HIIIBAHWUTCAA M BBIIPOCHLT € OTHCCCH 34 PellaBaHe
mpen cba. [IpHu pemaBate Ha Copa B T10A3a HA BB3AOKMTEAHR, TOH MOXKE Ja IIPHCTBIIH
KEM YCEOABAHE HA rapaHIHATa 38 M3ITbAHCHHE.

XVIII. APYTH YCAOBHSA

18.1. HuTo eaAHA OT CTPEHWUTE HAEMA IIPABO [a IPEeXBbpad IIpasara H
3aTbAKCHHUATA, TIPOM3THYAIITA OT TO3HM AOTOROP, Ha TPETa CTPAaHA, OCBEH B CAYYAHTE,
mocoderH” B 30I1.

18.2. Hacrosamuar Jorosop Moxe fia 0b/1e M3MEHSH C ITHCMEHO AOITBAHHTEAHO
CTIOpa3yMEHHE [IPH YCAOBHATA Ha Ha. 116, oT 3akoHa 3a obmwecrBeHuTe MOPBYKH, a
HMEHHO:

18.2.1. opu ycaoBmaTa Ha 9A. 116, aa. 1, 7. 1 or Baxkona 3a oflIecTBEHHTE
HOPPYKE: [IPY U3MEHEHHe (HaMasgBaHe) IICHHTE HA ACKAPCTBEHUTE IIPOIYyKTH!

CobraacHo 4a.116, aa.l, 7.1 ot 30Il, opu aumnca Ha HOB JOTOBOPR CBC CBIIIHS
npeaMer, Cckawded o pega Ha 30I1, CEAIOUEHMAT ¢ YYacTHHK, OIpPENeAcH 3a
U3NBAHHUTEA JIOTOBOP MOIKE Ja IPOABAXKH CBOETO AcHCTBHE M3NAA0 HAM YAaCTHYHO Ja
CKAIOYBZHETO HA HOB AOTOBOP, HO He-IioBede OT 6 Mecella 4Ypes TOANHCBAHETO HAa
OOMBAHUTCAHO CcIlopazyMeHHe. CToMHOCTTa Ha [JOroBopa  ce  OOpefead Karo
OPEeqACKEHATa IEHA € 34 H3IIbAHeHHe Ha IIophuKa 3a 24 Mecelld, HO Ta3H CTOHHGCT
MOKe Ma ce yBeawtdH ¢ j10 50% 3a obe3nedaBaHe H3MTbAHEHHETO Ha JOroBopa Io
OpeaBHAeHATA ONIEd 338 H3MeHeHHeTO My, KaTo I10-TO3H HadHH ce (opMHpa
MAaKCUMaAHATA CTOHHOCT Ha JOroBOopa. Bb3A0KHUTEAdT MOXKE Oa [OPHCTBEIH KbM
PasxoaBaHETO Ha MaKCHMasHAaTa CTOHHOCT HA JOoroBopa H IOpear H3ITHYaHCTO Ha

NANMMEHTH _ONAQKEHW _HA __TEPANHS _ ChC  ChOTBETHHMAT ACKADCTBEH  IIPOOVKT.
BB3A0KHTEAAT MOXKE [a 3adBH JOCTABKATA HA I10-TOAEMU KOAMMECTBA OT €/IHA HAH
IIOBEYE HOMEHKAQTYPH, HO CAMO B PAMKHTE Ha MakKCHMAaAsHAaTa CTOMHOCT Ha J0roBopa.
Odrepupanure 1enH ca (PUKCHPAHK M HE IIOIAEKAT Ha IIPOMSIHA 3a CPOKAa Ha feHcTBre
Ha JOoToBOpA.

18.2.2, Bn3A0KMTEAST MOXKE [a IIPEKPAaTH HNPeAcpPOdHO CRAWOYEH JOr0OBOR C©
H3IBLAHUTEA € IIMCMEHO VBEIOMACHHME IO M3ITBAHUTEAs], De3 mIpeausBecTHe H 0e3 na
JABAIKH HEYCTOHKU M /1AM ODE3IeTeHHe / TIPH YCAOBHSATA HA 4dA. 7, aa. 3 ot [IMC Ne 146
or 09.06.2015r. 3a Ccb3maBaHe Ha IICHTPAAEH OpraH 3a Bb3AaraHe Ha OBIIECTBEHH
IIOPBYKH B CEKTOp 3I4paBeonasBane. B cayuaii, wue nieHaTa Ha IIPeJAcKeH OT y4acTHHKA
NPOAYKT CTaHEe II0-HHCKA OT HOTOBOPEHATA,BB3AOKUTEAAT OGE3yCAOBHO I 3amAala
AEKapCTBEHHTE TIPOAYKTH Ha IO-HHCKaTa L€HA OT JaTara Ha BAHM3aHe B CHAa Ha
KOHKPETHOTO PeLUeHHe, BRAIOYHTCAHO ¥ Ha TMPOJYKTH, 3a KOHTO € HallpaBeHa
3a49BKa/H KbM TA3H JaTA.

18.3. Hacroanmar gorosop MoKe 1a 6bAe IPCKpaTeH:

/g.?‘ SRR JanuueHo cbraacHo un.2 ot 33714,
kb o ~ . o o B

IB'bB epb3ka c un.d2, an.5 ot 300

3anuueHo cbrnacHo un.2 ot 337140,

IB'bB epb3ka c un.d2, an.5 ot 300 ’ ( (mhe%) ) }



MIPOAYKTH H CKAIOYBAHE HA PAMKOBH CIIOPa3yMEHHS C OIPCICACHHTE 334 HIITBAHUTEAU
VIACTHHITH.

6) o B3AMMHO ChTAGCHE Ha CTPAHHTE, U3PA3EHO IIHCMEHO;

B) OT BBL3A0KHTEAS IIPH YCAOBHATA Ha 4. 118 or 3axoHa 3a OOIIECTBEHUTE
TMOPBYKH; KAaTO BCAYYAWTE HA T. 2 1 T. 3 HAa CBINHA YAECH, JOTOBOPDBT C€ TPEKPATABA OT
BL3AOKHTEAd 0e3 mpeausBecrue, 0e3 BB3AOKHTEeAs ja AbAXH OOe3IeTeHHe Ha
HsmrbAHUTEAS 32 IPCTHPIICHH OT IpEeKpaTaBaHeTo Ha JloroBopa Bpeau.

r) 663 MpeAU3BEeCTHE OT CTPaHa HA Bb3A0KHTEA:

- B CAYYaHTC KOTaTO M3ITbAHUTEAS HE H3ITBbAHH TOYHO HAKOE OT 34/LAXKCHHATA
CH IO JOrOBOPA;

- B CAyYauWTe, KOTaTO H3ITbAHUTEAAT OBAa IIbTH B PAMKWTE Ha €QMH MeCen
3a6aBu gocTaBka Ha [IpoaykTH; H/HAHM 3308BH HAM OTKaXKe Ja OTCTpaHM Ha
HECLOTBETCTBHS Ha POAYKTH, KOHCTATHPAHH IO pe/la Ha JIOr0BOpa; M/HMAM OTKaxke Ja
H3BBPIIH HA JIOCTABKA; H/HAW JIOCTABH [IPOAYKTH C HECBOTBETCTBHA ¢ H3HCKBAHUATA
Ha [oroeBopa, KOHCTATHPAHH 110 Pena Ha JoToBopa;

- B CAVYAHUTE KOTATO H3ITHAHHTEAT H3MOA3BA MOAM3ITBAHHTEA, KOHTO € pasAHdeH
OT TO3H, IT0Co4YeH B ohepTaTa My,

- B CAYYAUTE KOTATO U3ITBAHUTEAS Ohae 009BEH B HECHCTOATEAHOCT HAH KOTaTO €
B IIPOH3BOACTEBO IIC HECBCTOATEAHOCT HAH AMKBHAAITHA;

18.4. 3a BCHYKH HEYpeAcHH BBIPOCH BEB BPL3KA CbC CKAIOYBAHETO,
HM3ITBAHEHHETO ¥ TIPEKPATABAHETO HA TO3H JOTOBOP, CC TIPHAAraT pasnopeaduTe Ha
THEProBCcKMsl 3aKOH H Ha 3aKoHa 34 3aJBAKECHHATA H JAOTOBOPHTE, M OCTAHAAOTO
JeicTBanio B P. Bearapis 3aK0HOOATEACTBO.

18.5. HepasaeaHa 4acT OT HACTOATMS IOTOBOP CA CAGAHHTE IIPHAOKEHH:

[Tpuaoxkenue No 1 — Cnenpmduxaiiys 1o HAaMMEHOBaHKUs, ACKapCTBEHM (POPMH M
AKTHBHO BeINECTBO B OKOHYATEAHH OIIaKOBKH, IIPOTHO3HHM KOAWYECTBA, LEHH,
[IPHTEKATEAN Ha paspelnenns 3a yrorpeba u ATC xom;

Mpuasoxkenue Ne 2 1 No 2A — TexHHYeCKO IPEIAOKEHHUE Ha MambaHUTEAS

IIpraoxkenue No 3 i Ne 3A- Ilpenasarana uena Ha HamreaHHTeAR

HacroamusaT Aoropop ce ChCTABH H MOMITHCA B JIBa €IHO00PA3HHM €K3EMIASPA ~

T T
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JanuueHo cbrnacHo uyn.2 ot 33714,
3a UsnpaHNTEAS 3a BB3A0KMTEAST! |gup sposxa c un.d2, an5 or 307

AP Emia ’D‘aﬂe 3anuueHo ceraacHo uyn.2 or 337114, HpOCp F N TR ""/7
yl'lpaBHTeA |B'bB Bpb3Ka c un.d2, an5 ot 30N HsmbaruT e*)'q Top-
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CI

OUKALIMR

AEKC" O0L
AOCTABKA HA REKAPCTBEHV NPOYKTI 3A NEYEHWME HA XEMATONG 1 SABONHBAHAA 1 HA NAUMEHTI C TEPMWHANHA BEbEPEYHA HEQOCTATBYHOCT
MOAWATU3A
B YMEAN ‘,rlpom,hu-P KUPKOBUY" Afl, Mp.CTAPA 3AIOPA
Konuue | NpenghH| :
c€TBO0 34 "] i Lena na
Bpoid | ea.ughn ! GNAKOARE
N AHaToMO- Me)x.q::apo KonuuecTBO HA | egunmy | ne. fes d Ha C2A Jouobpazen Dupma- mia“:—:- 6 06
no Tepanear t"J.'I Mo NekapcTBeHa AKFMBHOTO a AAC [ga o7 TLproBCKG HAMMEHOBAHME HA :::a n ea cara rlpmex:'ran “aa HPBHIABDAWTEN M pHa En ON'“a _ ua
o] i wom 17 e thopma NeKapcTBEHO | nekaper|epmHila c npoayxTa ona: ik p“‘;:";::;;“ ¥ aupwasama  |nekapct] 6::‘;";_: °g°“"°g ETOMHOCTC | Fapapgun aa
PEM s ATC-Komf HoBa BEWECTBO BenHa T oo eauenn npoussogoTBoTe | ewMA e3 AL Anc H3aNbIHEHNE
rise NN Popma | BeH } oT Konowa nPoAyeT 4% or
3a2 |diopmy B 10 CTOHHOCTTA Bea
rofAvHY [KonoHa 4 anc
9 10 11 12 13 14 18 16 17 18
Pawder for solution for ! ®nypapabu- AKTasnc, Apax 38 Actavis Group PTC | §.C. Sindan-Pharma
2 LO18E0S | |Rlugarabine injection/infusion 50 mg 720 98.34 Gpad|pa WHXK.JuH. pasTeop, 50 Mrx 1 1 98.340 |ehf, Mcnangua S.R.L. Romania 1114 | 98340 | 70804.80 84965.76 2832.19
l‘y Salulion for 100 mg/ ml - Anexcard p-p 33 UHNKEKLW Ebeme Capma,
6 LO1BCat Cytarabine injectionfinfusion t0ml mg 200 26.6 h] 50narian 20mn 1 26.600 Ebese dapma ABCTpUA 866 26.600 5320.00 6384.00 212.80
Powder for salution for Boprera, npax 2a nHxekuMoHe Heaton k.8, Yewws Heaton k.5., Yewxa
7 LO1XX32 Boflezomib injection 35 mg 300 342.2H2 50 pastaop, 3.5, Mrx 1 1 240.200 |penyGnuxa penyGnuka 4186 | 840.200 | 252060.00 3(2472.00 10082.40
AJU OKCUKOAOH AKTABKC, Kancyna, Actavis Group PTC
10 | NO2AADS xycadone Capsule, hard 10 mg 2000 0.1 Bal Db Tekpaa, 10 mr x 50 50 7.050 |Actavis hf., Vicnangws [ehf., Honargua 1809 0.141 282,00 338.40 11.28
Heynacra, ukseryvored pastaop, 10
10 mgiml-0.5 Meimp-0.6 pn x 1, npedaapyrentc Amgen Europe B.V., |Amgen Europe B.V.,
12 LO3AA1S =‘egklgrastwm Solutian for injection ml mg 0 125340 bo HANBAKEHA CIPMALOBKE 1 1253.700 |Hunepnanawsr Hupepnavaus 3475 1253700 | 25074.00 30088.80 1002.96
|
253540.80 424248.96

BHHOKDHT, WHAKEKLMOHEH PAJTEop,

wthropoietin 2000 1U/1 ;0 x 1 NpeAB2pUTENHG Sandoz GmbH, Sandoz GmbH -
14 BO3IXACH ép alin alfa) | Solution forinjection | 2000 1U/1 mi 4020 13.9 141.B4 |ranenHeHa cNpWHyOBKA (CTRINO) 1 13,920 |ABCTREMR ABCTRYR 2232] 13.820 55658.40 57150.08 2238.34
EUHQKPIAT, UHHERUUCHEH Pa3TBOp,
anylbropoiglin 3000 1U/0,3 3000 /0,3 mh % 1 ApeneapuTeng Sandoz GmbH, Sandoz GmbH -
15 BO3XAQ1 Spoetin alfa) | Solulior far injection il 2040 20.94% b |HanunHena cnpuHyosRa (CTHEN0) 1 20.890 |ABCTpMR ABcTpua 2233 20860 42615.60 51138.72 1704.62
! EMHOKPMT, WHKEKYWOHEH PA3TBOP,
thrapaietin 4000 /0.4 i 4000 1W/0,4 mn x 1 npeapaputenHo Sandoz GmbH, Sandoz GmbH -
15 | BO3XADY | [Hpsetin alfa) | Solution for injection mil 4620 ¢+ 27.991 Juapias |kamennena cnpanyoska (CTExno) 1 27.880 | ABCTRMA ABcTpUA 2234| 27880 [ 128B05.60;  154566.72 5152.22
ARaHECT, NHKEXUMOHEH pasTeop, 60
MKe0,3 MN X 1, npeaBapuTenHo
bep 60 mcg/0,3 HEhBNHEHA CNPMHLCaKA C Amgen Europe B.V., |Amgen Eurpe B.V.,
18 BO3XA02 alfa Solution for injeclion ml mcp a8 144.387 46lg2 |npeanasvTen Ha wrnara 1 144.280 |Huaepnanaua Huaepnavaua 3350 144.280 A925.44 8310.53 277.02
APaHecn, HKEKUNOHeH pBE3Teop 8
solution for injection in NPBABaPHTENHO HanLNHEHa
Darbey pra-filled syringe with CNPUHLOBRA G MPEANA3ATEN HA Amgen Europe BV., |Amgen Europe B.V.,
15 | BO3XAO2 alfa _naadie.guard 40 megi0.4 mi ag 96.28) d1l3z |wmara, 40, MkrD4 M x 1 1 96.220 |[Hwaepnangum Huagepnaxauna 3459| 96.220 | 4618.56 5542.27 184.74
R P i ADBHELN, VMKEKLAOHEH HASTROP &
" T LoD
57 | sahution for. éc‘lianﬁn ' NPeaBapATenHO HankNHeHa
b in> | pre-filléd y‘rj’r‘]@&qltf{ ! GNPYHLDEKA © RPEANAIATEA HA Arngen Eurcpe B.Y., [Amgen Europe B.V.,
20 | BO3XAD2 < Jneedldigddnd mogl4ml|  ag 192447 | [|BY4pigs |wrnata, 80, mkr0,4 wn x 1 1 192.500 [Huaepnaxaus Hugepnanavs 3181| 192500 | 9240.00 Y 2.60
- PO ]

33NMUYEHO CbrNacHo un.2

ot 3314,

|B'bB Bpbzka c un.d2, an.5 ot 300

/~7

3anuueHo cbrnacHo un.2 ot 337140,

|B'bB Epb3Ka c un.d2, an.5 ot 300

. e YV
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— Tesa
' . DapMaciOTHKENS
! OCTEQ [, kancyna, Meka, 0.25 mrr x Benrapus EQOM,
24 | A11CC04 Clcitrial Capsule, soft 0.26 meg 12000 0.168 1956tl0  [30 30 4860 |Brarapus Teva UK 2307| o182 1944.00 2332.80 7178
:
OBLLA CTORHOCT HA OEQCOBEHA MO3NLWA No2 T 250107.60| 30012912
1 OBbuWa cToHHOCT Ha porosopa Ges AAC: 603648.40
i aac: 120729.68
: D6iya cTOWHOCT Ha aorosopa ¢ AOC: 724378.08
|
06wa rapaHUMA 32 Mant 4% OT CTORHOCTTa Ha Aorosopat 24145.94
i
| e
@ede Lz ! >,
4 1
! g '
Ba Hameanf 33/MueHo cornacko un.2 ot 33414, ; Al
IB"‘B Bpb3Ka c und2, an.5 ot 300N 1 3anuueHo cbraacHo un.2 ot 33714,
B BEL3s0HNTE |
Tpc BbE Epb3ka c un.d2, an.5 or 300N




Hpunoxcenue Xe 3

HNEHOBO IIPEJJIOKEHHUE

[pencrageno or ,MEJJEKC* OO]I, snucano 8 TP npu Arenuus no pnucsanusta kbM MI1 ¢
EHK: 131268894, cve cepanmine u ampec Ha ynpasnenue: rp. Codus, nowencku xon 1138,
pailon Mnagocr, k8. lopy6asue, yn. ,,Camokoscko mwoce” Ne 2J1, Twproscky nentsp ,,BOUJIA”

KaTo 4acT OT o(epTara, NojajeHa 3a ydacrTHe B OTKpMTa npoueaypa ,JlocraBka Ha
NEKApCTBEHM OPOAYKTH 3a JIEYCHME Ha XeMaTONOTHuHu 3abosisBaHve M Ha NalUeHTH ¢
TepMuHanya OblOpeuna HegocTaThuHOCT Ha xemoauanmsa B YMBAJL [Ilpod. a-p Crosu
Kupkoruy™ AJ] Crapa 3aropa”

3A OBOCOBEHA Ne1 - JIEKAPCTBEHH HOPOAYKTH 3A JIEUEHHE HA
XEMATOJOTI'MYHH 3ABOJISIBAHUA, noMenraatypua exununa Ne 2 Fludarabine

YBAXAEMH IAMU U 'OCIIO A,

3a npeanoxeHnuTe OT Hac nekapcTBern npogykty B lNpunoxeHue N2 2A Kbm
TEXHWIECKOTO HW npeAnoXeHue, npeanarame crnegHute ueHun, 6es A0C, nocoyeHun u B
(lpunoxeHne N2 3A KbM HACTOALLOTO LIEHOBO MPENsSIOXeHMe, CLINACHO yKasaHuaTa 3a
nontfBaHe Ha npepnaraHaTa UeHa, BKAYBaAWa BCUMYKW pasxogu No M3NbiHEeHWe Ha
obeKTa Ha nopbuykaTa, NPW YCAOBUA HA AOCTaBKa A0 ckiada Ha DonHuYKaTa anTekaHa
Buvsnoxutens.

MNpegnaranaTa OT HAc eAUHMYHA LIeHA Ha nekapcTeeHus npoaykT e 98,340 neea
{nesetaeceT u ocem n 0,34 nesa/ be3 A/1C.

ﬂpe,qnaraHaTa OT Hac ofuwa CTOWHOCT 3a MOCOYEHOTO KOMUYECTBO Ha

i/

JanuueHo cbrnacHo un.2 ot 33711, CEHUES HPHHO}KCHHS Ne 3A KbM LEHOBOTO PEeANIOKE
IB'bB epb3ka c un.d2, an.5 ot 300

\,// A

MocoyeHaTa OT HAc LieHa Ha NpeAnaraHus NekapcTBeH NPoayKT Lie ocTaHe

HEMPOMEHEHA MO BpeMe Ha AeicTBUe HA [0roBOpa, B cnydvai, ue 6baem usbpanu 3a
M3MBAHUTENN.

H

o TR S5 _

3anuueHo ceraacHe un.2 ot 331040,
|B'bB Bpb3Ka C un.d2, an.5 ot 300

({-p Emun [JaneeXSnpadiimen)

Honnwe u neuar: ...

3anuueHo ceraacHe un.2 ot 33040,

3anuueHo cornacHo un.2 ot 337140,
BbB Bpb3Ka c un.d2, an.5 or 300

BbE Bpb3Ka ¢ un.d2, an.5 ot 300N

\



LUEHOBO NPEANOXEHVE

NPUNOXEHWE Nz3A L

‘ Liena na
Kony e MpeaenHu MNpepnarana fn ONaKosKa
M penrtarana Pupma-
Ne Anatomo- Mexchyriap Konwu4ecTso Ha 03a op# ea-lienn B Mpenenta Twprosckoe :e'q::::t: obwa CL‘:gTae Npwrexkar| nponzeca M::Q?ﬁ
o H . -
repaneer | R NexapcTeena AKTMEHOTO b i 5. 6es AAC obuwa HanmeHora | Ges OAC 3a | STOMHOCT 3@ npepnara| €73 f wrenu Ha
o || en ko |FEMATEHTHO dhopma nekapeTaeHo nexkapcT! a eAMHKLa [ CTORHOCT HHe Ha eqmana | MosoueHoro aure | PAcPewe | aupwasa |
pen [ATC KO:J' Haum Ba P BelecTED Ha P exapcTeenal 6e3 A0C npogykra |nexapcaena KONUYeCTBO sn.uenm HUeTO 34 Ha .
i Hue [INN/ 2 2 thopma B (k.B*k.7) posy topma ot 38 24 meceua ot ynoTpeGa [nponssonc npogykT
rofhH KonoHa 4 yUacTHUKA (k. 6*1.10) KoOHa TBOTO
10

10

11

16

13

dnynapabun
AKTaenge, Actavis  [S.C.
npax aa Groug Sindan-
Powder for i MHXCMHG.pa | o PTC ehf.,|Pharma
solution for 3TBOP, S0 Mr | B A P WMecnavan |S.R.L.
2 LO1BBO5S | Fludarebine | injectionvinfusion 50 mg 70 98,342 70806,24  |x 1 : - 983401 ' '70804,80 1 98,34[8 Romania i 1114

3anuueHo cbrnacHo un.2 ot 337140,
EbB Bpb3Ka c un.d2, an.5 or 300

e

3anuueHo cernacHo un.2 ot 337140,

EBE BEpb3Ka c un.d2, an.5 or 300

—

T~

3anuueHo cernacHo un.2 ot 33714,

|B'bB BEpbzKa c un.d2, an.5 ot 300N

/:g\c:;f'\/‘f‘“*@?j(\

3anuueHo cbrnacHo un.2 or 337140,
|B'bB Bpb3Ka c un.42, an.5 ot 300




Hpunooiceriue o 3

LIEHOBO NMPEJANOXEHHE

IMpeacraseno ot ,MEIEKC* OO/, rnucano & TP npu AreHuus no BrucanusTa kbM MIT ¢
EMK: 131268894, cpe cenanuuie u anpec Ha ynpaenenue: rp. Codus, nowedckd kon 1138,
paiod Mnanocr, k8. [opybnsue, yn. ,,Camoxoecko woce” No 2J1, Teproscku uentsp ,,OUIIA”

Karo yact OT odeprata, NoAaJeHa 3a yYacTHEe B OTKpHTA mpouenypa ,JlocraBka Ha
NEKapCTBEHM TMPOJYKTH 33 NE€YeHHE HAa XEMaTONMOTHYHY 3a00AfBaHWA M Ha TMALFEHTH C
TepMUHAIHa ObOpeuHa HejocTaTbYHOCT Ha xemomuanusa B YMBAIJT Ilpod. a-p Croan
Kupkoeny” Al Crapa 3aropa”

3A OBOCOBEHA Nel - JIEKAPCTBEHHU TIPOAYKTU 3A JEYEHUE HA
XEMATOJIOTHYHU 3ABOJIABAHUSA, nomenkaaTypia eaununa Ne 6 Cytarabine

YBAXKAEMH JJAMHA U T'OCIIOJIA,

3a npeanokerUTe OT Hac nekapcTBerv npoaykTi B Mpunoxernue Ng 2A kbm
TEXHUMECKOTO HY Npeanoxenwve, npeanarame cnegHute uenu, ez A4C, nocoveHn u B
Mpunoxenve Ne 3A KbM HACTORWIOTO LIEHOBO NPeAnOXeHWe, ChIMACHO yKa3aHuAaTa 3a
nonbneaHe Ha ripefnaraHara ueHa, BKIOYBAWE BCUYKW Pa3xXogn No U3NbNHEHWE Ha
obeKkTa Ha nopbykaTta, NPU YCNOBUA HA JOCTaBKa [0 cknaja Ha OonHudHaTa antekaHa
Bbanoxutens.

MNpegnaradaTta o7 HAC eAUHUYHA UEHA Ha NnekapcTeeHus npoaykr e 26,600 neea
/npafnecet u wect 1 0,60 nesa/ 6es ANC.

MpeanaraHata  oT  Hac oblia CTOMHOCT 33  NOCOYEHOTO KONMWYECTBO Ha

[focoyeHata oOT Hac UeHa Ha npegnaraHuA neKachBeH MPOOYKT We OCTaHe

HeEnpoMeHeHa NO BpPeMe Ha AelcTBUE Ha AOFoBOPpa, B criydai, ye Hbaem uabpanu 3a
N3MTBNHUTENN.

3anuueHo ceraacHo un.2 ot 3310,
Hpunoscerue: Tlpunoxenue Ne 3A KbM LIEBHOBOTO Ipe/IoNKet |sve spuara c una2, ans or 300

\/f
W TTOATUC K MEUAT: oo é“q—, s C. i

(/I-p Emun /lanes - ynpa@umeﬂ)
3anuueHo ceraacHe un.2 ot 33140,

|B'bB Bpb3Ka c yn.d2, an.5 ot 300N

VAR
1

P v
\ 3anuuyeHo cbrnacHo un.2 ot 337140,

IB'bB Bpb3ka c yn.d2, an.5 ot 300
3anuueHo cbrnacHo un.2 ot 337140,

EbB BEpb3Ka c un.d2, an.5 or 300 W



LJEHOBO NPEONOXEHWE NMPUNOXKEHWE Ne3A
leHa na
Konuuefte OeNHu Mpeanarasa Mpeanarana onakoBka r—
o eaNHHYHA cwobpaze eHTIG
Ne |AHaTOMO- Mezm:: Konmuecteo a | © 22 Oppé Hen BC ﬂpes.q BMHA | ruproscko | uana s e, o6ua eypupx| pac  |PHTeXET| nRausscs pl:‘«an'onqJ
_ | repanesr A Texkapcreena AKTMBHOTO epinnpa e3 Al odiua HaumeHnosa | 6ea AAC 3a crofiMoctaa | 0 e npeanara] € Ha uren @ Ha
no HenareH nexapcype OUHKRLA CTOUHOCT noCOYeHOTO paspewe | OLXKAB]Y
HueH Kog NeKkapeTBEeHO . Hue Ha enuHuua onaxkoBx| HHUTe nekapcTs
pen HAIUMeH Ha dhopga peraenal Ges OOC KONUuecTBo HHWeTO 33 Ha
{ATC-kon/ EEeWecTBo npogysxra |hexapcreexa a en.LeHM eHnA
Hue /INN 3a 2 pmas | (k.6°%.7) dopma or | 33 28 Meceua oy |ynoTeeBalmpousmoset
roau oHa 4 yuacTHnKa (k. 6°.10) xonona TaoTo
| 10
7 [:] ) 10 11 12 13 14 15 16

AneKcaH p-p

3@ MHMEKLMU [,
Solution for 100 mg/ m! - 50mrimn Efere [Ebere
6 1.G1BCOM Cytarabi injectionfinfusion 10 ml mg 200 16,600 5320,00 20mMn 1 26,6|®apma  [®apma 866

JanuueHo cbrnacHo un.2 ot 337104, ‘

EbE Epb3Ka c und2, an.5 or 300

—

3anuueHo cbrnacHo un.2 or 3311,
3anuueHo cbrnacHo wn.2 ot 337140,

|B'bB Bpb3ka c un.42, an.5 ot 300
BEbB Bpb3ka c un.d42, an.5 or 300

——r

3anuueHo cernacHo un.2 ot 3314, i 5

EBE BpPb3Ka c und2, an.5 or 300 }

e




Hpunoxcenue X2 3
OEHOBO IIPENJOXKEHUE

[Mpeacrapeno ot ,MEJEKC* OOJ1, nucano & TP npu Arenuns nmo BrnimceapusaTa keM MII ¢
EMK: 131268894, cbe cemanviie W anpec na ynpaeneuue: rp. Codus, noumenckn kof 1138,
paiton Mnajocr, k. ['opy6nsue, yn. ,,Camoxoscko moce” Ne 2J1, Taproseku nenrsp ,,BOHJIA”

KaTo yacT oT odeprara, NMOAAAEHA 3a yyacTHe B OTKpHTA fpoueiaypa ,JocTaBka Ha
NEKapCTBEHW MPOJIYKTH 32 JIEUEHHE HA XeMaToNorudHu 3abonsBaHUd W Ha NAUMEHTH C
TepMuHanHa OnOpeyHa HepocTaTeuHOCT Ha xemoguanusza B YMBAIJL ,llpod. a-p Croau
Kupxosuu” AJ[ Crapa 3aropa”

3A OBOCOBEHA Nel - JIEKAPCTBEHU IIPOJYKTH 3A JIEUEHUME HA
XEMATOJOTAYHH 3ABOJIABAHAS, somenxnarypua eaununa Ne 7 Bortezomib

YBAXXAEMUM TAMH K I'OCIIOJIA,

3a npeanoXeHUTe OT Hac NekapcTBenHy Npoayktu B [punoxeHue Ne 2A KbM
TEXHUYECKOTO HYU NpeanmKeHune, npegnarame cneguute uenu, 6e3 JAC, nocouern u B
MpunoxeHue Ne 3A KbM HACTOAWOTO LEHOBO NPEeAnoXeHue, CbiMacHO YKa3aHuAaTa 3a
NOAbMBAHE Ha NpegnaraHaTa LeHa, BKIIOYBALLA BCUMKW pa3sxogu Mo uanbiHeHwue Ha
obekTa Ha nopbYKaTa, NPK YCNOBWA Ha AOCTABKA [0 CKNaaa Ha HOnHW4HaTa anTekaHa
BbanoxuTtens.

MpeanaraHata OT HAc eAuHWYHA UEeHa Ha nekapcTeeHus npoaykt € 840,200
nesa /ocemMcTOTUH ¥ YeTupuaecT v 0,20 neea/ 6e3 4/1C.

HH THA A HAS O F M O Pt G TOMHDECT—3e—
—HFaH e ¢l s S e SARs o S

e
:mutu

S L LR

lMocouyeHaTa OT HAc UeHa Ha npeanaraHus nNexkapcreeH NpoayKT we ocTaHe

HenpomMeHeHa Mo Bpeme Ha feidcTBue Ha OOroBopa, B cnyyail, ye 6baem usbpaun 3a
M3NBAHUTENW. '

M

" 3anuueHo ceraacHo un.2 ot 331014,
IB'bB Bpb3Ka c Yn.d2, an.5 ot 300

i l/ Ij
'\ /7
3anuueHo ceranacHo un.2 ot 3374, /7

|B'bB Bpb3kKa c 4yn.d2, an.5 ot 300

3anuueHo ceraacHo un.2 ot 33714,
/‘\_/ |B'bB Bpb3Ka c un.d2, an.5 ot 30M
V /
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LUEHOBO NPEONOXEHUE : MPUNOXEHNE Ne3A
l S
i Llena na
Konunwegrs f SleNHH flpepnarana Npeanarana onakoexa bupma-
i CAUHNYHA crobpase WpeHtun
Amaromo- | MIEXAYHD Konuuecteo na | © 23 6ppi |lpgiuenn & | Mpenenna | LLTITE R P Pa3el purescar| npouseog | 1ASHTM®
Ne ogHO eauHu e3 AAC oBwa P ueHa & NB, o Abp nac uxarop
TepanesT NekapcrBeHa AKTHBHOTO ! - vaumenoea | Ges BAC 3a | STOMHOCTIA | ovme & |npeanara] 8TMA | wienw Ha
no HenaTeH nexkapcige lawawvua | cToiHoCT NOCOYEHOTO paapewe | ALpxaBa
HM4eH Kog j dJOpMa nexKapcTeeHoO HHE Ha eAnHuLa ONaKoOBK HuTE nekapcre
pea HanMeHO| Ha copfya pcTeeHal Gea JAC KONTNYecTBO HWeTO 3a Ha
IATC-xop/ BelliecTBO il npopykra | NEKARCTBENAL ., 24 mecena a EA.LSHNM | hoTpeda|npousecpc|  EHMR
Hue /IN 3a2 ‘Hepma e (x.6*x.7) thopma ot 6 10” or ynorp P A npoaykr
roRHH f oHa 4 yHaCTHUKA {x. 6%-10) xonoxa Taeve
' 11 14 15 16
- eaton
. Boprera,
. npax 3a i k.s., Heaton
Powder for f . WHKEKLWMOHEH | .- Hewra  [k.s.,
solution for : pasteop, 3.5, [ ... v TG e penyGnux| Yeuwxa
7 | LOIXX32 | Bortazom injection 35 mg 300 2,242 252672,60 (Mrx1 © LT 840,200 252060,00. ¢ 1 840,2|a penyGnuka 2186

/ 3anuueHo cernacHo un.2 ot 337140,
|B'bB Bpb3ka c un.d2, an.5 ot 300
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JanuueHo cbraacHo un.2 ot 33714,
IB'bB Bpb3Ka c un.d2, an.5 ot 300 J i
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3anuueHo cernacHo un2 or 33714,

|B'bB Bpb3Ka c und2, an.5 ot 30M
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3anuueHo cbrnacHo un.2 ot 33714,

— |B'bB Bpbzka c un.d2, an.5 ot 300

NN il




Ilpunoosicenue Xe 3

HEHOBO MMPEITOXKEHHWE

Ipencraseno or ,MEJEKC* OOJ, rrucano B TP rnpu Arenuus no snuceaHuata koM MII ¢
EUK: 131268894, cwe cepanuue v appec Ha ynpasieue: rp. Codus, nouwencku kop 1138,
pailon Mnajtocr, kB. ['opybnsue, yi. ,,Camokoscko moce” Ne 2J1, Teproseku uentsp ,,BOMJIA”

Karo 4act oT odepTaTa, NOJAJieHa 34 YYacTHE B OTKPMTA Mpoleaypa ,JlocraBka Ha
NEKApCTBCHU TIPOAYKTH 3a JCHYeHHE HA XeMaronorydHu 3a00isBaHWs W HA NAIMEHTH ¢
TepMUHaIHAa OB6peuHa HefocTaThUHOCT Ha xemomuanuza B YMBAJL [ TIpod. m-p Crosn
Kupxoeny” AJl Crapa 3aropa”

3A OBOCOBEHA Nel - JEKAPCTBEHH IIPOAYKTH 3A JEYEHHE HA
XEMATOJIOI'HYHH 3ABOJISABAHHS, nomenxnatypHa exunaua Ne 10 Oxycodone

YBAXKAEMH TAMU U I'OCIIOJIA,

3a nNpeanoXeHUTE OT Hac nekapcTBeHW NpogykTy B MpunoxeHue N2 2A KbM
TEXHUYECKOTO HU NpeanoXeHne, npefnarame cnegHute UeHwn, 6es ONC, nocodeHn U B
Mpunoxenre N2 3A KbM HACTOAWLOTO LEHOBO NPEeANOKEHUE, ChIMACHO YyKasaHwaTa 3a
nonenBaHe Ha npeanaradara ueHa, BKMOYBALLA BCUUKW pasxodn Mo W3NbIHEHWEe Ha
ofekra Ha nopbYKATa, NPKU YCAOBUA Ha AOCTaBKa [0 cknaja Ha BonHuYHaTa anTekada
Boanoxurens.

lNpepnaraHata ot Hac eguHWYHa LeHa Ha nekapcTeeHus npoaykT e 0,141 neea
fHYNs UANO CTO YeTUpPUaeceT u eaun neeal 6ez AAC.

MpegnaraHata oT Hac ofwa CcTOMHOCT 3a nOCOYEHOTO KOMUYECTBO Ha

o 1.1 C Al I N L Y

LA-a— 4=

t i RUH NTeKapCTBeER NPUAYRT E OCTdAe
HenpoMeHeHa no Bpeme Ha AedCcTBMe Ha A0roBopa, B cnyyan, vye Obgem uibpaxy 3a
U3NBNHUTENN.

- 0
Hpunoscenue: Tipunoxenne Ne 3A KbM LeHOBOTO Mpeuio .~ o

|B'bB Bpb3Ka c un.d2, an5 ot 30N

TTOANKME M NEYAT: ..o
- >
o/
Shpbbirthen)

y

7 VAV
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i
3anuueHo cbrnacHo un.2 ot 337140, \ h

|B'bB epbzka c un.d2, an.5 or 300

3anuueHo cbraacHo un.2 or 3311,
\ BbE Bpb3Ka ¢ un.d2, an.5 or 300



UEHOBO NPEONOXEHUE

NPUNCKEHWUE Ne3A

LexHa na
Konuubere enentu Mpepnaraka | o arana onakoBka Oupma-
M 4 1 eAMHUYHA cwobpase UgexT
Ne |AHaTomo- e:;:o p Konmuectso na | © 38 6poit g‘e“" BC np:G.qu;Ha TLPFOBCKO | yena & . o6usa Crabpx Hapc Mpurexar) npokseon |'amlcawop?J
~ | vepanest NekapcTaena aKTUBHOTO aaunpua e3 in o HaumeHoBa | Bes LG 3a | CTOMHOCTIA | ke s |npegnara| 1M | wrenu Ha
no HenaTeHTHO nexapgres eaAMHUA CTOWHOCT NOCOMEHOTO paipelre | ALpHasa
nueH xon thopma NeKapcTBeHo HHe Ha eduHMLA onakoek| Hwte neKapcTs
pen HauMeHJEeAa Ha choppma aPCTREHA Bea ﬂﬂc KONHYECTSD HWeTO 3a H&
IATC-KORI BeluecTso npoAayxra nNeKapcraeHa a ea.ueHu eHus
umne NN/ 1a opMa B {(K.6"K.7) dopma or 3a 24 meceua or ynoTtpeta{npov3Boac npoayxT
rogupu onoHa 4 yYacTHMXa (x. 6°%.10} KosToHa FROTO
10
1 2 3 ] 5 | 6 7 8 9 10 11 12 13 14 15 16

10

NO2AADS

Oxycodgng

Capsule, hard

10

mg

2008

0,142

284,00

CKenxoaoH
AkTaBue,
kancyna,

x §0

Tabpaa, 10 mr -

50

Actavis [Actavis
hf., Group
Wenanay [PTC ehf,,
7,05[2 Hcnasaus 1309
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3anuuyeHo cbraacHo un.2 ot 3371140,

BbB Bpb3Ka ¢ un.d2, an.5 ot 300

T

N

— 3anuueHo ceraacHo un.2 ot 3371040,

IB'bB Bpb3Ka c Yn.42, an.5 ot 300

Y

3anuueHo cbrnacHo un.2 ot 337140,

BbB Bpb3Ka c un.d42, an.5 or 300

W

|

T T

et o

3anuueHo cornacHo un.2 ot 33710,
|B'bB Bpb3Ka Cc un.d2, an.5 ot 300

/[?i\"'\a.z,”., .
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3anuueHo ceraacHe un.2 ot 33740,
/ |B'bB Bpb3Ka c un.42, an.5 ot 30N

Hpunoscenue Mo 3

IEHOBO NPE/UIOKEHUE

Tpeacraseno ot ,MEJAEKC* QO]l, snucano B TP nipu AreHuus ro BORcBaHuATa keM MIT ¢
EMK: 131268894, cbe cemanviiie u anpec Ha ynpaelenve: rp. Codus, nomedcku kon 1138,
paitor Muagocr, xe. Topy6nsaue, yi. ,,Camokorcko moce” No 2J1, Tsproscku uentsp ,,bOHUJIA”Y

KATO 4acT oT odeprarta, NONAJEHA 33 y4acTHE B OTKpWTa mpouesypa ,JloctaBka Ha
NIEKApCTBCHU MPOAYKTH 34 JICHCHHME HA XEMATONOTMYHU 3a00AsBaHMA W Ha MALKEeHTH ©
TepMUHANHa GBOpeuHa HeAocTaThyHOCT Ha Xemoauamusa B YMBAJl Tlpod. ap Croan
Kuprosuu” AJ Crapa 3aropa”

3A OBOCOBEHA Nel - JJEKAPCTBEHH MPOAYKTU 3A JIEHEHHE HA
XEMATOJOTMUYHA 3ABOJISIBAHUS, HomenxaarypHa exunnna Ne 12 Pegfilgrastim

YBAXAEMHU JAMH U T'OCTIO A,

3a npeanoxeHuTe OT HAC nexkapcTBeHu npoayktu B Mpunoxenve Ne 2A KbM
TEXHUYECKOTO HU NPeAnoKeHWe, npeanarame cnegHute yenw, 6es AC, nocoueHu v B
[Mpunoxenue Ne 3A KkbM HACTOALLOTO LUEHOBO MpefnoxeHve, CurnacHo ykasaHusta 3a
_nonbnBaHe Ha npejnaraHarta ueHa, BKMIOYBAWE BCUYKW pasxoin NO K3NMbIHeHWe Ha
ofeKTa Ha nopbYKaTa, Npu YCNOBUA Ha A0CTaBKa 0 cknaga Ha HonHuyHaTa anrekaHa
BbsnoxuTens.

MpeanaraHata OT HaC efWHWYHA LeHa Ha nekapcTBeHws npoaykt e 1253,700
neea /xunana geecta netaecet u Tpu u 0,70 nesa/ 6es AAC.

MocoveHaTa OT Hac UeHa Ha npeanaradus nekapcrseH NPoAyKT ile OocTaHe

HENpoMeHeHa no BpemMe Ha AeicTBue Ha JoroBopa, B cnyuan, Ye Obaem nsbpadu 3a
N3NBAHWUTENN.

Hpunosicerue: Tpunoxerue Ne 3A KbM UEHOROTO NP 5, oo cornacko un2 or 331

|B'bB Epb3Ka c un.d2, an.5 or 30N
TIOATMC H TICWa tv weeemyeersseeiesspsesppsrngeneres
ul__z@’;
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3anuueHo cernacHo yn.2 ot 33714,

'Y
|B'bB Bpb3Ka c und2, an.5 ot 30M \\

/ \/ 3anuueHo cernacHo yn.2 ot 33714,

BEbE Bpb3Ha c un.d2, an.5 ot 30N

\



MPUNOXEHWE Ne3A

UEHOBO NMPEQNOXEHWVE :
' Uena Ha
M Konunug cT_ j enenyn n:ef:::::a Npennaraa o::;oaa:: oupua- |, -
AnaTomo- | EXKAyHap KonuuecTso Ha o 3a Gllon|[;| eh.uenn & | FpemernHa T | o6ia c Ceobpalely rexar) npowasog | REHTHE
Ne oaHd eamuua [ ea AAC obuta BLPFOBCKO | yewa B NB. . BALPHK| mnac MKaTop
repanesTt Nexapcreena aAKTUBHOTO il 0 HanMenoea | Gea ANC sa | STOMHOCTIA 1 o e s [npegnaraf &77H2 | wTEnH Ha
no Henare o] neKapcTeeHo nexapqre . ennHyua CTOWHACT HHG Ha envHUUA nOCoOYeHOTO ona HnTe paipewe | ALpxABa nexapcre
pen MHeH KOA [ llde thopma B Ha o M:{ fitapcreenal Ges AAC KONMYECTEO KoBK HUETO 33 na P
{ATC-koa/ BEWECTBO : npoaykTa |nexapcrecHa a en.ueHn eHns
Hue [INN| 1 | opma B {k.6*K.T) dopmaor | 24 Meceua or |ymeTpedajnponseonc npoayky
rogufin || |Kpirona 4 yuyacTHuKa (k. 6°.10) KOMOHA TEoTe
i 10
| 13 15 16
2
i
eynacra,
WHHEKUWOHEN
paaTteop, 10
mr/san-0.6 Mn A
X1, mgen  [Amgen
npeaBapuTen Europe |Europe
HO B.V., B.V.,
Solution for | 10 mg/mi-0.6 : HanLNHEeHa R ST Huaepna (Hugepnan
12 | LO3AA13 FegﬁlgraLi injection ml mg 20 \ 253,750 25075,00  [cnpwnuoska | . 1:253,700] ©.25074;00 1] 1253,7(HauA AnA 3475

<< T

JanuueHo cbraacHo un.2 ot 33714,

|B'bB Epb3Ka c un.d2, an.5 ot 300

\ ™ [

T

3anuuyeHo cbraacHo un.2 ot 337104,
IB'bB Bpb3Ka c Yn.42, an.5 ot 300

3anuueHo cernacHo un.2 ot 3314,

EBE Bpb3Ka c un.d2, an.5 or 300

Ty L

3anuueHo cbrnacHo 4n.2 ot 33710,

~ |BbE Bpb3Ka c uwn.42, an.5 ot 300N I
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T 3anuuyeHo cernacHo un.2 ot 33140,
|B'bB Bpb3Ka c un.42, an.5 ot 300N
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Hpunoscerue Xe 3
ITEHOBO NPENJIOKEHHUE

[Mpeacraseno ot ,MEJEKC“ OO/, snucano 8 TP npu AreHuus no BovcaHuATa keM MIT ¢
EUK: 131268894, cbe cepanuuie u agpec Ha ynpasnenue: rp. Codus, noumencku kom 1138,
paiton Mnaaocrt, ke. [opy6nsHe, yn. ,,Camokocko moce” Ne 2J1, Toproseku tentsp ,,bOHUJIA”

KaTo 4acT oT odepTaTa, nogafeHa 3a yuacTde B OTKpUTa npouenypa ,JlocTaBka Ha
NeKapcTBEHW FPOJYKTH 32 Je4eHWe Ha XeMaToJIOrMYHK 3abonABaHuad ¥ Ha MaUMeHTH ¢
TepMuHanHa ObOpeuHa HegocTaThUHOCT Ha Xemopuanusa 8 YMBAJL ,llpod. m-p Crosn
Kupkoruu” AJl, Crapa 3aropa”

3A OBOCOBEHA TIO3ANHMA N2 - JEKAPCTBEHH HPOAYKTH 3A
JEYHEHHE HA HDAITUEHTH C TEPMHHAJHA BBEPEUHA HEJOCTATHBYHOCT
HA XEMOJAHAJIU3A, nHoMmeHnkaaTypHa exunnua Ne 14 erythropoietin (Epoetin alfa)

YBAXAEMH TAMU U TOCTIOJA,

3a nNpepnoxeHUTe OT HAC NekapeTBeHy npoaykTu B [punoxeHue N2 2A KbM
TEXHUYECKOTO HU NpeanoxXeHue, npeanaraMme cnegHuTte ueHu, 6es AC, nocoveHu v B
Mpunoxerne Ne 3A KbM HACTOALYOTO LIEHOBO NpeanoXeHne, CbIMacHo YKa3aHUATA 33
nonbrBaHe Ha npegnaraHata UeHa, BKMIOYBAWA BCUYKW pasxoAu NO U3NbIHEHWE Ha

obekta Ha nopbykaTa, NpU YCNOBUR Ha AOCTaBka A0 ckfaga Ha DonHuyHarta antexada
Bv3noxutens.

l'IeKapCTBeHMFl NPOAYKT e 55958 40 nesa IneT,u.eceT n nev XI/IﬂFI,EWI DEBETCTOTUH
netaeceT U ocem u 0,40 nesal Gez A/1C.

flocodeHaTa oOT Hac UeHa Ha nNpeanaraHvA NekapcTBeH NPOAYKT LWe ocTaHe

HenpoMeHeHa Mo Bpeme Ha AelcTBUe Ha JOroBopa, B cryvait, ye 6baem usbpauu 3a
M3NBIHUTENN.

Hpunoscernue: Tipunoxenue Ne 3A KM LIEHOBOTO TIpe i 3anmueno cornacko un.2 ot 33714,

BbB BEpb3Ka ¢ un.d2, an.5 ot 300

IMToanuc W neyart: .......} /Mﬁ:
(J-p Emun Janee ~ynpticumen)
4

JanuuyeHo cernacHo un.2 or 33714,

3anuueHo cbrnacHo un.2 ot 337104,
EbE Epb2Ka c un.d2, an.5 or 300N

EbE BEpb3Ka c und2, an.5 or 300
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HEHOBO NPEANOXEHWE : MPUNOXKEHUE Ne3A
i Liesa Ha
KonuuecTe ||| HMW fipeanarana Mpeanarana onaxKoaKa Dupma- T
= ! BQUHUYHA Gpaie W,
Ne AHaTOoMO- Mern::ap KonuuecTso Ha © 32 Bpon e } BC ﬂpegenﬂa Tuproscko q?ua 8 nB. oGwa CLAbLPX c":ﬂ': Npuwrexar| npowarog :.:::o":,
~ | repaneer A flexapcTeeHa AKTHEHOTCO eantmua pne. i oba HanMeHoBa | Ges ifIC sa | O oMnOCT3A | o une B |npepnara| 71 wren n Ha
no HEeNaTeHTHO nexapcTee [|za ua | crtoHocT NOCOYSHOTO pazpewe | Abpxasa
MYeH Kon dropma fieKapcTBeHo HUe hHa eanHmua onaxoex| wure nNeKapcTR
oen HanMeHOBE Ha hopMa |pek eHal 6He3 A1C KONUYECTBO HHETO 3a Ha
E ’ATC'KO,EU BELLECTBO i ata apoRykTa neKapcTeaHa 24 a eA.UeHH 6 €HWA
Hue JINN/ 3a2 ¢ B {x.6"K.T) dopma or |2 :aeceua oT ynovpeba mpouisonc npoaykT
roauhn KON 4 YuacTHWKa {k. 6°%.10) KONOHA TBoTo
: 10
8 9 10 11 12 13 14 15 16
BuyHOKpMT,
) VHEKLINOHEH
' pasTeop, o
I 2000 1UM M | ..
x 1
| npeaeapuTen
I HO
HamsNHeKa Sandoz (Sardoz
erythropoietin Solutian for i CNPUVHLOBKA T AR IR St GmbH, GmbH -
14 B03XA0t1 | (Epoetin alfa) injection 2000 /1 ml 4020 L 7 56147,34  |(cTbkno} L 13,920]:0 5595840 1 13,92|AscTpua [ABCTPUA 2232
i
|

JanuueHo cbraacHo un.2 ot 337040, A"’_‘\

|B'bB Bpb3Ka c un.42, an.5 ot 300N

3anuuyeHo cbraacHo un.2 ot 3371140,

\\L - |eve Bpbaka c un.a2, an5 or 30N

./:'__‘ﬂ :
!

3anuueHo cernacHo un2 ot 337140,
EbB Bpb3Ka c un.d2, an.5 or 300 J

I
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3anuueHo cbraacHo un.2 ot 33114,
|B'bB Bpb3Ka c un.d2, an.5 ot 300
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Ipunoncenue Ne 3
OEHOBO IIPEAJIOXKEHUE

[Tpeacrageno ot ,MEJEKC* OO]JI, snucano & TP npu AreHums rno enuceanuata kem MIT ¢
EHMK: 131268894, cbe cemanuue u agpec Ha ynpaenenue: rp. Codus, nomenckd xox 1138,
paiton Mnagocr, k8. l'opy6isine, yn. ,,CaMokoBcko woce” Ne 2J1, Teproecku uenrsp ,,bOUJIA”

KaTo 4acT oT odeprara, MojaeHa 3a yyacTHEe B OTKpHTa npoueaypa ,Jlocraska Ha
JIEKApPCTBEHW TPOJAYKTH 33 JIEUEHHE HA XEeMaTOJNOTMYHM 3a00NfABAaHMA M HA TALUEHTH C
TepMuHania 6bOpedHa HejpocrarbuHOCT HAa Xemoauanwza B YMBAIL |Ilpod. n-p Crosu
Kupkosuu” AJ] Crapa 3aropa”

3A OBOCOBEHA INO3HIIUA N2 - JEKAPCTBEHH HPOAYKTH 3A
JEYEHHUE HA HAIHEHTH C TEPMUHAJHA BbEPEYHA HEJOCTATBYHOCT
HA XEMOJHAJU3A, nomenknatypua equnuua Ne 15 erythropoietin (Epoetin alfa)

YBAXKAEMU JAMHU U TOCTIOJA,

3a npeAnoXeHUTE OT HAC feKapcTBReHW npoaykTh B lNpunoxeHwe Ne 2A KbMm
TEXHWYECKOTQ HW NpeanoxeHue, npegnarame cnefHute uexn, bes AAC, nocoueHn 1 B
Mpunoxerue N2 3A KbM HACTOALOTO LEHOBO NpeArioXKeHue, CbiNacHo ykazaHuaTa 3a
nonbLhABaHe Ha npefnaraHata LeHa, BKNIYBaLLa BCUMUYKK pa3sxXoau No U3nbNHeHue Ha

obekTa Ha nopwvuKkarTa, npu YCNOBKA HA AOCTaBKa 80 CKnaga Ha BonHuyHaTa anTekada
Bbanoxurens.

0,880 nena

0TO  KOAKW4eCTBO Ha

nekapcTBenus npoaykT e 4261560 nera /uetTupuaeceT U ABe XWNSOW WECTCTOTUH W
~netHageceT n 0,60 nesa/ 6es AC.

MocoyeHaTa oOT Hac LeHa Ha npegnaradua nekapcTeeH MpoAYKT Lie ocTaHe

HeNpPOMeHeHa No BpeMe Ha AeiicTBME HA JOroBOpa, B cnyvyad, vye OGbaem nsbpaHu 3a
M3MbIHUTENN.

1
‘
3anuueHo cvrnacHo un.2 ot 3314,

HO'H‘HHC W redars ... % |B'bB BpbzKa c un.d2, an5 o 30N

{(d-p Emun Jlaneg tyupdeumen)
7
//“
3anuueHo cbrnacHo un.2 ot 33714, p
|B'bB Bpb3Ka c un.d2, an.5 ot 300

13

3anuueHo cbraacHo un.2 ot
%L BbE Bpb3Ka ¢ un.d2, an.5 ot 30M

33414,



ANPUNOXEHUE Noe3A

{LIEHOBO NMPEQNOXEHUE il
TN Uena Ha
KonwvecT ENHKW MNMpegnaraxa Npeanarana onakoBka Dupma-
Me Ha i Npegenya eanHUYHa crobpale HaenTug
No [AHETOMO- :{A:o P Konuuectso wa | ©326po Hn Bc posn a THProBeko | yewa B nb. O6WA Iy pnpk| wag | PHTeXaT| mpomsoa it oo
" | repaneer A ekapcTBeHa AKTMBHOTO enuniia |G AR o HauMmenoRa | Gea IAC sa | CTOMNOCT 28 | e B |npeanara| M@ | MTenw Ha
no HenareHTHA nexapera Huua [ CTOMHOCT nocoMenaTo paspewe | gupxasa
MueH Koo cbopma NeKapcTBEeHO HHe Ha €AvHHLA onakoBK HATE nexapere
pea HauMeHOo B3 Ha (opmd TBeHal  Gea AMC Konu4yecTso HWeTo 32 Ha
IATC-kon/ BeWwecTEo npomykra |nexapcTeena a en.ueHm ) eHun
Hue /INN/ 3al aB (x.6%K.7) dapma ot 3a 24 Mecelia or ynotpe6a nponasone nponyxT
rogHHN gpHa 4 y4acTHHNR {k 6°.10) KonoMa TBOTO
10
10 11 13 15 18

HHOKPWT,

T WMHAEKLIMOHEH
pasTeap,
3000 1U/0,3
Mn x 1
‘ npegsapuTean
HO
HAMLHEHS Sandoz |[Sandoz
erythropoietir‘ Solution for 3000 1U/0,3 : CNPHHUOBKE e S GmbH.  |GmbH -
15 BO3XAQT | (Epoetin alfa injection ml | 2040 2 } 49 42735,96 {CTBKNO) 20,890} ;. 42615,60 " 1 20,89|ABCTPUA [ABCTRUA 2233
|
3anuueHo cernacHo un.2 ot 33714,
|B'bB Bpbzka c un.d2, an.5 ot 300 K !
\ '
3anuueHo cbrnacHo un.2 ot 337140,

3anuueHo cbrnacHo un.2 ot 33114,
|B'bB Bpb3Ka C un.d2, an.5 ot 300

P

IB'bB epb3ka c un.d?, an.5 ot 300N

3anuueHo cbraacHo un.2 or 3311,
* |B'bB Bpb3Ka C un.d2, an.5 ot 300




3anuueHo cbraacHo un.2 ot 337140,

|B'bB Bpb3Ka c un.d2, an.5 ot 300

T

Hpunoxcenue Ne 3

OEHOBO IIPEJJTOXKEHHE

Ilpencraseno ot ,MEJEKC* OO/, enucano &8 TP npu Aresuus no srnuceauuarta ksM MII ¢
EHWK: 131268894, cve cepamuue u anpec Ha ynparnenue: rp. Codwms, nomencku kog 1138,
pafion Mnanocr, k. ['opybasue, yn. ,,Camokoecko moce” Ne 2J1, Teproscku uentsp ,, b,OMJIA”

Kato dact oT odeprata, NojalcHa 3a ydacTHEe B OTKpUTa mpoueaypa ,JlocTaBka Ha
JEKAPCTBCHU TIPOJYKTH 32 JIeUEHUE Ha XeMaToNorduHy 3abonABaHusl U HA TALMEHTH ©
TepMuHanHa 6n6peuHa HegocTaThuHOCT Ha Xemomuammsa B YMBAJL [Tlpod. n-p Crosn
Kupxosna” AJl Crapa 3aropa”

3A OBOCOBEHA IIO3HHHNS Ne2 - JIEKAPCTBEHU IIPOOYKTU 3A
JEYEHHUE HA TIAIIMEHTH C TEPMUHAJHA BFBBPEYHA HEJOCTATBYHOCT
HA XEMOJHAJIN3A, nomenknarypaa endasua Ne 16 erythropoietin (Epoetin alfa)

YBAXAEMH TAMH U TOCTIO A,

3a npeanoxeHwTe OT Hac nexapcteeHu npogykTu B flpunoxeHue Ne 2A KbM
TEXHUYECKOTO HY NPepnoXeHue, npegnarame cnegduTe wedu, 6es OAC, nocoveHn u B
MpunoxeHue Ne 3A KbM HACTOAWOTO LEHOBO NPEANOXEHKUe, CLINAacHO yKka3aHusTa 3a
nonbneaHe Ha fpegnaraHara LeHa, BKIOYBalia BCUYKW DPa3Xo4u MO M3SMLIHEHWE Ha
obexTa Ha nopbYKaTa, -NPM YCrNoBUS Ha JocTaBka A0 cknaga Ha fonHuyHaTa anTekaHa
Br3noxurens.

l'lgegnaraHaTa OT Hac eQMquHa LleHa Ha nekapcTeeHus npoaykT e 27,880 nesa

net u 0, 60 nesa/ 6es JJLLC

[MocoyeHata oT Hac LUeHa Ha npeanaraHW#a nekapcTseH NpoaykT we oCTaHe

HENPOMEHeHa NO BpeMe Ha AeACTBUE Ha AoroBopa, B cny4van, ve 6baem n3bpaHn za
U3NBIHUTENN.

3anuueHo cbraacHo un.2 ot 33714,

4. |B'bB Bpbaka c un.d2, an.5 ot 300

3anuueHo cernacHo un.2 ot 337140,
|B'bB Bpb3Ka c un.42, an.5 ot 300N

- 3anuueHo cbrnacHo un.2 ot 33714,

|B'bB Epb3Ka c un.d2, an.5 ot 300



1
|
i .
LEHOBO NMPEANOGEHNE NMPUNOXEHUE Ne3A o
Ueana na
Konmwaeers 1112 - Npeanarana fipeanarana onaxoska Dpma-
& eAMHUYHA twobpaie Haeutu
Ne |AHATOMO- Me:qu::ap Konuuectso Ha | © 32 Opow i Bc ﬂpegenua Teproscko u:na o ne. ofwa Cranpx uaF:: fputexar] nponasoa fmm:’
" | Tepanest A IlexapcTeena aKTMBHOTO eAuuaLa || n A oot HanmeHoBa | Gea AAC 3a | STOMMOSTIA T Lume B |npegnara| #7 M2 | wrenu Ha
o HenareHTHO nekapcTBe|] 3 Mua | CTOWHOCT AOCOYeHOTO paspewe | ALpxaea
WMMEH KOR chopma NeKapCcTBeHO HWe Ha eanHrua onakoBk| Hure nexapcTB
pen HanMeHoBa Ha thopmal|ne seHa| 6Gea AacC konuyecrao HWMeTO 33 Ha
IATC-KO,QI BeUulecTBo ripogykTa nieKapocregHa a S4.UueHH eHUR
Hue /INN/ 3a 2 aB (K.G*K.?) dbopma ot 33 24 r:seceua oT ynorpeﬁa npen3sonc npogyxT
roanHH H{na 4 Y4aCTHUKA (. 6°x.10) KonoHa T8OTO :
! 10
11

A
I BUHOKPWT,
) qf VHEKLUMOHEH
; paaTeop,
' i ’ 4000 U4
[ Mt x 1

npegeapuren [
HO
HANBLAHEHA
erythropoietin Solution for 4000 1U/0,4 i CNpVHUOBKE |30 - R
16 BO3XA01 | (Epoetin alfa)w injection mi 4620 i pik:EP] 129045,84  [{cTwxno} 27.880( 128805,

<&

3anuueHo ceraacHo un.2 ot 33714,

Sandoz [Sandoz
GmbH, {GmbH -
1 27.88[AacTpua |ABCTpna 2234

|B'bB Bpb3ka c un.d2, an.5 ot 300

N

m 3anuueHo cbrnacHo 4Yn.2 ot 33711,
IB'bB epbaka c un.d2, an.5 ot 300

3anuueHo cbraacHo un.2 ot 33114, ‘\<§

|B'bB Bpb3Ka Cc un.d2, an.5 ot 300

{ 3anuuyeHo cbraacHo un.2 ot 3371040,
# “B'bB Bpb3Ka c Yn.42, an.5 ot 300N




JanuueHo cbrnacHo uyn.2 ot 33714,

IB'bB epb3ka c un.d2, an.5 ot 300N

"

Hpunosceriue Xe 3
IIEHOBO IIPEJTOXEHHE

lipencrasedo or ,MEJIEKC* OO]l, snucano B TP npu ArcHuma 1o snucranuaTa kM MII ¢
EUK: 131268894, cre cenanvume u aapec Ha ynpasnenue: rp. Codus, nomenckn xon 1138,
paitod Mnagocr, k. ['opybnaue, yi. ,,Camoxoscko moce”™ Ne 2], Teproseky ueHTsp ,,bOUIIA”

KaTo yacT o7 odeprara, NojajedHa 3a ydacTue B OTKpUTa npouedypa ,,JiocTaBka Ha
JIEKApCTBEHH TNPOIYKTH 32 JICYEHME Ha XeMmaTONOTMYHH 3a00NsMBaHUA M HAa MAlLMEHTH C
TepMunanHa OwnOpeyna HemocTaTbuHOCT Ha Xemoguanusa B YMBAJL llpod. n-p Croan
Kuprosuy™ Al Crapa 3aropa”

3A OBOCOBEHA TIO3UIIASE Ne2 - JIEKAPCTBEHH IIPOJAYKTH 3A
JEYEHUE HA HAIIMEHTH C TEPMHHAJHA BBEPEYHA HEJOCTATHUYHOCT
HA XEMOJHAJIHN3A, nomenxnatrypua eqnauna Ne 18 Darbepoetin alfa

YBAXKAEMH JAMH U TOCTIOJIA,

3a npeanoxeHuTe OT Hac nekapcTeeHn npoaykTy B [punoxeHue No 2A xbm
TEXHWHECKOTO HU Npeanoxerne, npeanaraMe cnegHute ueHn, 6es AC, nocoueHn n B
MNpunoxenune Ne 3A KbM HACTOALWOTO LUEHOBC NPEANOXKeHUe, CbINacHO YKa3aHuaTa 3a
nonbABaHe Ha npeanaraHata UeHa, BKMIOUBALLE BCUYMKM pa3sxoaw No UanbhHeHue Ha
obekTa Ha nopbukaTa, NpU YCNOBUA HA AOCTaBKa A0 ckilafa Ha BOMHWYHATA anTekaHa
BranoxuTtens.

MNpegnaraHata OT HAC eAMHMYHA LleHA Ha NeKapcTBeHus NpoaykT e 144,280
nesa ICTo YyeTupuaeceT v veTupu 1 0,28 neBal Bes ,EI,JJC

—_ITGKHDCTEEHHTIT[IOHle e 6@25 44 T1eBa /mecT Xﬁl’lﬂﬂﬁ he Eéi TOTUI
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Adresar oes A0c.

MocoyeHaTa oOT HAac UeHa Ha NpefnaraHus NekapcTeeH NPOAYKT We ocTaHe

HENpOMeHeHa No BpeMe Ha AeHcTBMe Ha J0oroBopa, 8 cnydan, ye 6vaem usbpanu 3a
N3MbMHUTENN.

Hpunoosicenue: Npunoxene No 3A KbM LEHOBOTO TIPeATONKH

Pq 3anuueHo cbraacHo un.2 ot 3371,

|B'bB BpbzKa c un.d2, an.5 ot 30N

Nogaas S
(d-p Ertun ﬂauee “Vhpasumen)

ognuc ¢ nevar: ...\

3anuueHo cbrnacHo un.2 ot 3371040,
IB'bB spbska ¢ un.42, an.5 or 307 3anuueHo cbrnacHo un.2 ot 3371040,
. B IB'bB epb3ka c un.d2, an.5 ot 300

[

C



HEHOBO NMPEQJIOKEHWE

NPUNOMEHWUE Na3A

LeHa na
Konw Mpepennun Npegnaraxa Npeanarara onakoBka ®upma-
Me Ha 3 n ernHa gOMHHUYHA cuwabpase HpoenTy
Anatomg- | eXAYHER Konuyecteo Ha | ©32 Aehn B PEACIIHA | . roBcKo ofwa Channw Pa3 Inpuremar| npounssoa ®
Ne oaqo enm . Gez AAC oBwa P ueHaBne. | o o er3a ALD Ha ¢ en na aren u WKatop
Tepanesr NekapeTEeHa AKTUBHOTO o HanmenoBa | Ge3 AOC 3a aHue B |npeAnara Ha
no HERAaTgHTHO nexkageT a eanHnua CTOUHOCT NOCOYEeHOTO paspewe | oLpkasa
HueH Kkon cdopma nekapcrseno HMe Ha enuHuua ONaKkoBK| HuTe neKapeTe
peAa HauMeHJBa Ha PK2ZPCTBEHA Gea ﬂnc KONWYECTBO HHMETO 33 Ha
IATC-kon/ BeLEecTEOC npoeaykra neKkapcrecHa a en.UeHn eHnA
A ume NN/ 24|12 thopma B (k.6*K.7) dopma or 3a 24 meceua or ynotpe6a|npemisoac npoaykT
ro xonowua 4 YUHACTHUKA {x- 6°x.10) KonaoHa TBOTO
10
7 ] 9 10 11 12 13 14 15 16

Apanecn,
WHMEKLUMOHEH
paaTecp, 60
MKr/0,3 mn X
1,
:gensapuren ‘ Amgen |Amgen
HANBNHEHA Evrope |Europe
CPYHUOBKA G BV, B.V.,
Darbepgelin Saiution for npeanainren o Hugepna |Hwgepnan
18 BO3XAL2 alfa injection 60 meg/0,3 m mcg 144,367 6929,62 Ha wrnara 144,280] . €925,44 1 144,28 [HAuA AVA 3460

N

JanvueHo cernacHo un.2 ot 33740,

|B'bB EpbzHa c un.d2, an.5 ot 30N

\m

3anuueHo cbraacHo un.2 ot 337104,

|B'bB Epb3Ka c un.d2, an.5 ot 300N

T

JanuueHo cbraacHo un.2 ot 33714,
|B'bB Bpb3Ka c un.42, an.5 ot 300N

~

i 3anMueHo cbraacHo 4yn.2 ot 3314,

|B'bB Bpbzka c un.d2, an.5 ot 300

ALY

=y "'v-..,fl,“)\jr
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T

~~ 3anuMueHo cbrnacHo 4n.2 ot 33714,

|B'bB BpbaKa c un.d2, an.5 ot 300

O

IIEHOBO IIPEJUIOKERHUE

Ipunoxncernue Ne 3

Ilpeacraeerno ot ,MEJEKC" OOJI, Brucado 8 TP npu Arexuus no snucsanuata keM MIT ¢
EWK: 131268894, cve cepanuine u ajpec ua ynpasiedue: rp. Codun, nomencku xon 1138,
paiion Mnanoct, k8. ['opy6naue, yi. ,,Camokoscko moce” Ne 2J1, Teproecky uenTsp ,,bOAIIA”

KaTo 4HacT ot odeprara, NOAAJACHA 3@ yYacTHE B OTKpMTa mpoueaypa ,JocraBka Ha
NIEKapCTBEHU TPOJAYKTH 32 JIEYEHWE Ha XEeMATONOMYHH 3200NABAHMA W HA MaUYEHTH ¢
TepMHHanHa OBOpeyna HepgocraThuHocT Ha xemojuanusa B YMBAJL ,llpod. n-p Croan
Kupkosuy™ AJl Ctapa 3aropa”

3A OBOCOBEHA IIO3HIUSA Ne2 - JIEKAPCTBEHH HPOAYKTH 3A
JEYEHHE HA TTADIUEHTH C TEPMUHAJIHA BBLPEYHA HEJOCTATBHBYHOCT
HA XEMO/IMAJIM3A, HoMeHkaaTypHa enHHLa Ne 19 Darbepoetin alfa

YBAXKAEMH IAMH U T'OCIIOJA,

3a npeanoXkeHWTe OT Hac nekapcTeeHu npoaykTu B Mpunoxenue Ne 2A Kbm
TEXHUYECKOTO HU npeanoxenue, npeanarame cnefnute uenu, 6es AC, nocovenn n B
MpunoxkeHne Ne 3A KbM HACTORALLOTO LEHOBO NpeanoxeHue, CbrnacHo ykaszasuAaTta 3a
nobfBaHe Ha npeanaradatTa ueHa, BKIYBAWA BCUYKM Pa3xodn Mo UanbhnHeHwe Ha
obeKTa Ha nopbuxaTa, Npy YCNOBKWS HA A0OCTaBKAa A0 cknaja Ha bonHuyHarta antekaHa
Bwanoxutens.

I'lpe,qnaraHaTa OT HaC eAMHWYHA LeHa Ha nekapcTeeHWs npoaykT e 96,220 nesa

J'Ie}(apCTBEHVIﬂ NPOAYKT e 4618 56 neea /qe'rmpm xmnﬂ,um LIECTCTOTUH Y OCEMHAAECET M
0,00 nepal bes AC.

MocoyeHata OT HAc LieHa Ha NpepnaraHus NexapcTBeH NPOAYKT e ocTaHe

HenpoMeHeHa Nno speme Ha geilcTBUe Ha OoroBopa, B cnydait, ue Obgem wsbpanu 3a
W3NbNHUTENN.

([-p Emun ,ZIaHee - ynpaeumeﬂ)

i
ri

A/ |

3anuueHo cernacHo un.2 ot 337140,
|B'bB Bpb3Ka c un.d42, an.5 ot 300N

JanuueHo cbraacHo un.2 ot 33714,

K/ EbB BEpb3Ha ¢ und2, an.5 ot 300N



HEHOBO NPEOQNOXEHWE

NPUNOXEHWE Ne3A

Uena wa
KonnugtTe eAeTHN Npeanarana onakoeka
Npepnarana DHpma-
M & SANHUYHA cwobpaze W
Ne | AHaTOMO- e:‘::: i Konuuectao wa | © 23 BiP#A | ';e"" Bc npeg M | ruproscko | wowa & ne. o6wa Moo npi| wac |PHTeRaT| nponsson ::a'fo”pd)
TepanesT flekapcreeqa aKTHBHOTO eannyia &3 A o .,ma Haumewosa | Ges AAC 3a CTOMHOCT 33 | . we B npegnara en Ha Wren u Ha
no HenaTteH nexapcfae auHuua | cTORHOGT NOCO4EHOTO paspewe | gupxara
nueM Kog hopma TIeKapCTBEHO HUE Ha eaMHKLA onakomk| HuTe nekapeTa
pen HaumeH Ha crogma i pcTeeHal Gea HAC KOMUYeCTBO HUeTo 3a Ha
,ATC-KOAI pellecTBO i npoaykra NeKapcTeeHa en.LeHn eHHnAa
nue /INN/ 3a | popma & (x.6%k.7) dopma ot | ¥ 24 Teceua oT ynotpe6a|nponsaoac npogyxT
ronugy (I Hprnona 4 yuacrhuka | (K- €10) kanoHa TeoTo
10
7 a 9 10 11 12 13 14 15 16

. Aparecn, ’ :
r MHMEKLIMOHEH [ -1 -
! pasTeop B '
] npeasapuTen
i HO
| HaMbMHEHE .
i CNPMHLIOBKA ¢ | - gmgen ngen
solution for npeanazurern urope urope
injection in pre- I Ha urnarTa, x BV, B.vV.
Darbepogtin | filled syringe with : 40, merfQd mn| s B R T Hwaepna |Huaepnawn
19 | BO3XA02 alfa needle guard 40 megf.4 mi 48 ! 1l||zs,282 4621,58  [x1 56,220( - . 4618,56 - 1 96,22 [HAMA AvA 3459
3anuueHo cbraacHo un.2 or 33714,
BbE Bpb3Ka c Un.d2, an.5 ot 30N — ||
T 3anvueHo cbranacHo un.2 or 337114,
IB'bB Bpb3Ka c un.d2, an.5 ot 300 "

3anuueHo cernacHo un.2 ot 33714,
C |B'bB eBpbaKa c un.d2, an.5 ot 300

—

4 SBNMUEHo chraacHo un.2 ot 33714,

; |B'bB Epb3Ka c un.d2, an.5 ot 300N

|




\(m

3anuueHo cornacHo un.2 ot 337140,
|B'bB Epb3ka c un.d2, an.5 ot 300N

e

Ilpunoscenue Ne 3
IMEHOBO INPEAJIOXKENHUE

Ilpeacraeero ot ,MEJIEKC* QOJI, rnucano B TP npu AreHuus no BudcBanuaTa KeM MII ¢
EUWK: 131268894, cbe cepanvuie v agpec Ha ynpasienue: rp. Codwus, nomedcku koa 1138,
pation Mnamoct, ks. Topybusue, yi. ,,Camoxoseko moce” Ne 2J1, Teproecky tentsp ,,bOUJIA”

KaTo0 yacT OT odeprara, NMoJajeHa 3a y4yacTHe B OTKpUTa npoueiypa ,Jloctaska Ha
TeKapCcTBEHW TIPOAYKTH 3a JICUCHHC HA XEMATONOrMyHM 3a0oNfBaHMA M HA NAUMEHTH C
TepMHHalHa GROpeuHa HeIocTAThYHOCT Ha xemoauanusza B YMBAJL llpod. a-p Crosu
Kupxkosua” Al Crapa 3aropa”

3A OBOCOBEHA TIO3MIIUA Ne2 - JEKAPCTBEHHM TIPOAYKTH 3A
JEYEHHAE HA INATHEHTH C TEPMHUHAJNHA BBEPEUHA HENJOCTATHBUYHOCT
HA XEMOJ/IUAJIU3A, nomenknarypHa eguauna Ne 20 Darbepoetin alfa

YBAXKAEMH TAMU U F'OCTIOJIA,

3a npeanoxeHuTe OT Hac NekapcTBeHW NpoaykTu B fpunoxeHne N2 2A KbM
TEXHUWIECKOTO HU NpeAnoxeHue, npeanarame cnegrute tenu, 6es [I71C, nocoverun v B
MpunoxeHue Ne 3A KbM HACTOALLOTO LIEHOBO NpeanoxeHwue, ChIlacHo ykasaHUATa 3a
nonbfBaHe Ha npepgnaraHaTa LeHa, BKNIOYBALLA BCWMKWA PA3XOAu MO M3MbAHEHWE Ha
obekTa Ha nopbuKaTa, NpY YCNOBUS HA AOCTABKa AC cknaga Ha DonHWYHaTa anTekaHa
BoanoxuTtens.

MNpeanaradata OT HaC eguHMuHa LeHa Ha nekapcTeeHus npoaykt e 192,500

= ﬂw TIT—Ho Fd— E&E! PRI ROTTOF W
nekapcteeHusa npoaykt e 9240,00 nepa /peBeT xunaau gsecra k yetupngeceT neea/
bes 40C.

[locoyeHaTa OT Hac UeHa Ha ApeanaradHa neKapcrteeH NPoayky wWe oCiaHe

HEMNPOMEHEHa NO BpeMe Ha [AedCTBWe Ha JOroBOpa, 8 crnyvan, ye 6baem n3dpaHu 3a
N3MBLIHVTENN.

3anuuyeHo cbrnacHo un.2 ot 337114,
d IB'bB Bpb3ka c un.d2, an.5 or 300

e i A
TR OF

(T-p Emun Hanes>ynpasiimen)
1/j| 77 V&
FA i
3anuuyeHo cbraacHo un.2 ot 3371140,
IB'bB Bpb3ka c un.d2, an.5 or 300

/ 3anuueHo cernacHo un2 or 337140,
BEbE Epb3Ka c un.d2, an.5 ot 30N



LEHOBO NPEANOXEHWE

I ANPUNOXKEHWNE Ne3A

Uena Ha
Konuuegre (| filenentn TNpeanarana fipeanarana ONAaKORKA Dupma-
M HH i 0 eqMHHYHA crobpaze WaeHTh
Ne AHaToMoO- E:’lm:o 1 Konnuecrao Ha 0 33 6 L’" gleHM Bc nP:élegHa Tuproecko | yowa & ne. ofwa Cranpx ual:: Mpurexar| nponason fmmp(b
" | repaneer A MekapcreeHa aKTUBHATO eAnnna e3 il oW HaumeHOBa | Gea JC za | STOMMOCT3A 1 ;e 8 fnpeqnara| ENH3 | wrenu wa
mo HenaTeMTH nekapclee AvHMua | cTORHOCT NoCoMeHOTO palpewe | ALPKABA
HyeH Kaon CbOpMa nexapcrteeHo HUe Ha eanumua ONAKORK HuTte nekapcre
pen HauMeHORB Ha hopma pcTBenal Gea O0C KONWYeCTBO HUETO 3a Ha
IATC-KOJ:U’ BEeCTBO npooyKTa neKapeTBéHa a ef.ueHn CHHA
Hue JINN/ 13 2 prma B (K.6*K.7) thopma o7 3a 24 :aeceua or ynorpe6a |nponasoac npoyKT
roaut noua 4 yuacrumka | (% &0 konowa eoro
10
1 2 3 ||| 4 5 | 6 || 7 8 9 10 11 12 13 14 15 16

-

3anuueHo cbraacHo un.2 or 3311, 3anuueHo ceraacHe un.2 ot 33040,

|B'bB Bpb3Ka c un.42, an.5 ot 300N

=

|B'bB Bpb3Ka C un.d2, an.5 ot 300

e

—

T T ‘ ,‘ ApaHecn,
MHKEKUMOHEH
‘ pA3ITROP B
npeasaputen |
HO
[ HafnbAHEHA o
| CRpUHUOBKA C | - gmgen émgen
solution for 1 npeanasavten } urepe urope
injection in pre- Ha wrnaTa, o B.V, B.V,
Darbepogtin | filled syringe with 80, Mkrf0, 4 mn| 0 e Huaepna [Hreaepnan
20 BO3XA02 alfa needle guard 80 megf0.4 mi 48 92,567 9243,22 x1 : 192.500] i 1 192,5{HANA Aus 3181
—_— ‘
3anuuyeHo cbraacHo un.2 ot 3314, ‘
BbB Bpb3Ka c un.d2, an.5 or 300
“-—..____ —.x
| . y

‘ 3anuueHo cbrnacHo un.2 ot 3314,

|B'bB Bpbzka c un.d2, an.5 ot 300




™.

TS
~
JanuueHo ceraacHo un.2 ot 337040,
|B'bB Bpb3Ka ¢ un.42, an.5 ot 300N

Hpunoscenue Ne 3

NMEHOBO IIPEJJIOKEHUE

Mpencraeeno ot ,MEIEKC* OO], suucano & TP npu Arenuus mo BnuceandsTa kem MII ¢
EWK: 131268894, cue cenanuine u agpec Ha ynpapieuue: rp. Codus, nomencku koa 1138,
paitod Mnanoct, k8. [opy6nsaue, yi. ,Camokoscko woce” No 2JI, Trproscku uentsp ,,LOUIIA”

KaTo HacT OT odeprata, MONAAEHA 3a yJyacTHe B OTKpMTa npouefypa ,,JloCcTaBka Ha
TeKApCTBeHH TNPOAYKTH 3a JigUeHMe Ha XeMAaToJNOTMYHM 3200nfBaHMA W Ha MaHMEHTH C
TepMuHanHa OnOpeyna HemocrarsdHoct Ha Xxemomuanuza B YMBAJL _Tlpod. n-p Crosn
Kupkoruu” AJ[ Crapa 3aropa”

3A OBOCOBEHA IIO3MIMA N2 - JIEKAPCTBEHH IPOAYKTH 3A
JEYEHUE HA NMAITHEATH C TEPMUHAJAHA BLEPEUHA HEJOCTATHBYHOCT
HA XEMOJUMAJHA3A, nomenxnarypua eaununa Ne 24 Calcitriol

YBAXAEMH JAMH U T'OCITOJA,

3a npennoxeHWTe OT Hac nekapcTBedw npogykti B lNpunoxeHne Ne 2A kbm
TEXHWYECKOTO HY NpeasioxeHve, npeanarame cnegHute uenu, bes AC, nocoveHu U B
Mpunoerne Ne 3A KbM HACTORLLOTO UEHOBO NPEAnoXeHue, ChrNacHo yKasaHusaTa 3a
nonbnBaHe Ha NpepnaraHaTa LeHa, BKIOUBALLA BCUUKA PA3XOAM MO W3NbfHeHve Ha
oBekTa Ha NopbuxaTa, NpW YCNOBMS Ha AOCTABKA A0 CKNaaa Ha BonHuvHaTa antekaHa
Branoxutens.

[lpegnaranata OT HAC eauHUYHA ggHg Ha nekapcreeHus npoaykr e 0,162 nesa

********
nesal 6e3 AAC.

lMocodyeHaTa OT Hac ueHa Ha npegnaraHua nexkapcrBeH NPOAYKT Lie ocTtaHe

HenpoMeHeHa Mo BpeMe Ha AehCTBME HA AOroBOpa, B cryvaii, ye 6baem vabpanu 3a
N3MBIHUTENN.

3anuueHo cvrnacHo un.2 ot 337140,

Hpunocenue: Tipunoxenne Ne 3A KbM LEHOBOTO NPENIOKEHUE.\  |ons spnaka c und2, an.5 or 300
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TIOAMUC U MEHAT: coorrrrvrerrnnns ,

WyEM‘MH Haneg - ynpasumen)
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JanuueHo cbrnacHo un.2 ot 33714, B
BbE BEpb3Ka c un.d2, an.5 or 300 3anuueHo cbraacHo un.2 ot 3314,

EbB Bpb3Ka c un.d2, an.5 or 300



UEHOBO MPEQNIOXEHUE MPUNOXEHWE Ne3A
LUeHa Ha
KonuuecT Npeanarana onakoBKa
Npeanarana ®upma-
Me: H o eAMHUYHA cwofbpaie HaeHTK
Ne AHATOMO- ::1:03}3 KonuYecTBO Ha 0 3a 6poif Flpoegenua THProBecko | wowa & ma. (36u_|a Crhabpx Ha‘; MpuTexar| npovason :na-rof
" | Tepaneet NekapcTseHa AKTMBHOTO eAntnLa owa [ eviona | sosnno a | croiwocraa | IRl MAC [ enua | urenw Ha
no HernmaTeHTHO neKapeTas CTOMHOCT NOCONEHOTO paspee | ALpxasa
WveH Kof thopma nexkapcTBeHo HUe Ha 1 UL TTE] onakoek| HuTe nekapers
pen HanMeHoB Ha thopmg 6ea OAC KOMHYECTRO HHeTo 3a Ha
IATC-kon/ BelecTeo I . nponykTa |NEKAPCTBEHAL . o) @ e cena a ERMERN | oTpeGa|nponaagge]  EMMP
Hue [INN/ 3a2 {k.6*K.7} copma ot 6°k10 aT pe 1 npoayir
rofuHu yyacTHuKa (k. 6°.10) KOnoHa Taete
10

13

15

16

Teea
dapmac
OTHKLAC
OCTEO A, Brarapu
|<ancyr1a.’Cl A EOOQ,
meka, 0.25 L Bvarapy
24 A11CC04. Calgitriol Capsule, soft 0.25 mcq 12000 63 1956,00 MKkr x 30 0.162f" " 194400 0 4,86|9 Teva UK 2307

IB'bB Bpb3ka c un.d2, an.5 ot 300
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3anuueHo cbrnacHo un.2 ot 337140,

3anuueHo cbraacHo un.2 or 3311,
|B'bB Bpb3Ka C un.d2, an.5 ot 300
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3anuueHo cbraacHo un.2 or 33714,

|B'bB BpbaKa c un.d2, an.5 ot 300

-

3anuueHo cbrnacHo un.2 or 33714,

|B'bB Bpb3Ka ¢ un.42, an.5 ot 300




