AOrOBOP fo mH T
L HI
3a 10CTaBKa Ha /IEKapCTBEHU MPOAYKTU MPU XUBOTO3aCTpallaBallt KPpbBOU3MUBU U CIIELLHHMAT ~
ornepaTUBHM N MHBa3UBHW MHTEPBEHLMM Ha NauMeHTN C BPOAEHW Koarynonatui

no obuectBeHa nopbyka ¢ ID Ne 00494-2020-0010
OHeq, B .w. t.....2020 r., B rp. Cothus, Mexxay:

YMBAN"Uapuua MoanHa-UCYJT"EA/, cbc cefaniue 1 agpec Ha ynpasneHue
B rp. Cogwms, painoH "Ob6opuwe”, yn. "bano mope" Ne 8, Ten. 9432215, chakc 9432180, EVK
831605806, npeactaensieaHO OT npod. A-p boliko eoprues Kopykos, A.M- W3NbAHUTENEH
[AMPeKTOop, Hapmn4yaHo 3a KpaTkocT no-gony "Bb3J/IOXXNTEJ/T" oT egHa cTpaHa, u

»EKoC Megumka” OO/[], cbC cepanule M agpec Ha ynpaeneHve rp. Codwma - 1618, yn.
»lonam bpataH” Ne 8, Ten.: 02 4914087, thakc: 02 4914087, EMK 831029075, npeacrasnsBaHoO OT
Enka Vnnesa - ynpasuTesn, HapuyaHo 3a KpaTkocT "U3IMbJ/IHUTE" oT gpyra cTpaHa,
Ha ocHoBaHue un. 112, an. 1 oT 3akoHa 3a 06uiecTBeHUTe Mopbyky (30W) 1 B M3Mb/IHEHNE Ha
PewleHre Ne-P-03-45/29.06.2020 r. un PewieHne Ne-P[1-03-49/17.07.2020 r. Ha 3nbaHUTENHNA
avpektop Ha YMBAJ ,Lapuua WMoanHa-UICYN” EAJl 3a onpefensHe Ha W3MbAHUTEN Ha
obuwectBeHa nopbyka € npegmet c L JlocTaBKa Ha JleKapCTBEHW MPOAYKTU  Npwu
XMBoTO3acTpallaBaliyM KPbBOU3NMBM U CNELIHW  ONEPaTuBHU U MHBA3NBHU
WHTepBeHLUMN Ha naumeHTU C BpodeHWM Koarynonatuum, kouto H3OK 3annawa M3BLH
CTOMHOCTTAa Ha OKasBaHUTe MeauUMHCKKU Yycnyrm B YMBAJT”Uapuya WoaHHa-
NCYTEAL” ce CKIO4YM HAaCTOAWMAT AOrOBOP, KaTo CTPaHWUTE ce criopasymsxa 3a CrefHoTo:

I. MPEAMET HA JOIOBOPA

Un. 1 (1) BDB3INOXKUTENAT Bb3nara, a WIMNB/IHUATEJIAT npuema cpeLly
Bb3HarpaxaeHune fa vM3sbpLuBa NePUOANYHM [OCTaBKM Ha NEKapCTBEHWM NPOAYKTM OT 060co6eHa
nosvuma Ne 1 HoMeHKaTypHa eavHuua 16 oT [MpunoxeHuwe Nol ,,Crieyndukayms KoM
[loroBopa”, M3rotBeHa Ha 6asza ,[lpednoXeHue 3a WM3MbAHEHME Ha nNopbykata“ u ,,LleHoBO
npepnoxenve” Ha N3MNbJIHNTEA, HepasgenHa yact oT [loroeopa, CbrlaCHO YC/noBUATa Ha
HacToswma aoroeop (,,Jorosop™) N n3McKBaHUATA, NOCOYeHN B TexHMyeckaTa cneyngukayms Ha
BB3/TOXKUTEA.

(2) 3a kpaTkKoCT npegmeTbT Ha HacToAwmsA [orosop nocoveH B an. 1 Wwe ce Hapuya B
Jorosopa ,,JlocTaBka®.

(3) BBb3n0XXUTENAT He Ce aHraxumpa CbC 3aKynyBaHETO Ha LAN0TO NPOrHO3HO KOMYECTBO.

(4) Bb3noxutenaT MoXKe [a 3asiBuW JocTaBKaTa Ha JOMb/IHUTENHN KOMYECTBA /IEKaPCTBEHU
NPOAYKTN OT fAafeHa HOMeHKNaTypHa eauHuua Haf onpefeneHOTO MPOrHO3HO KOMMYeCcTBO, HO
camo Npuv ycnoBumATa Ha HaCTOALLMA AOr0BOp.

n. UEHA N1 HAUMH HA NMNAWAHE

Un. 2.(1) BbIJTOXUTENAT gvmku Ha N3MBJ/THATEJIA Bb3HarpaxieHve 3a BcAka efHa
n3pwvpeHa ot N3MNbJIHUTENA n npueta oT Bb3/TOXKUTENA [locTaBka, CbriacHO eAMHUYHUTE
LeHn, nocoveHn B [punoxeHne Neol , Creuudmkaums Kbm gorosopa”. [locoyeHUTe LeHM
BK/IHOYBAT BCUYKW TakCW W ApYrv pasxoam BbB Bpb3Ka ¢ JlocTaBKaTa [0 MACTOTO Ha U3Mb/IHEHWE
no un. 3, an. 5;

(2) 3annawaHeTo Ha Bb3HArpaXaeHWeTo Mo an. 1 ce M3BbpLUBa MPU KYyMYNaTUBHOTO
Ha/mymne Ha cnegHuUTe LOKYMEHTU:

a) nognucaH ot CTpaHUTe npuvemMaTenHo-npefasarteseH Mpotokon no uyn. 10, an. 2 ot
Jorosopa,;

6) npepoctaBeHa oT W3Mb/IHWTENA dakTypa 3a cboTBeTHaTa [locTaBKa, npueta oOT
BBb3NTOXXUTENS.

(3) AvmkmmoTo oT BB3JTOXKNTEA Bb3HarpakaeHve no an. 13a cboTBeTHaTa [locTaBka
ce 3annawa Ha V3MbJHUTENA no 6aHKoB nbT B CPoK A0 60 (LectaeceT) AHW, CYMTAHO OT
N3MbHEHNETO WA,



(4) MnawaHeTo ce M3BbPLUBA B ObArapCKM NEeBOBe, C MNIATEXHO HapeXxpjaHe Mo crejHarta
6aHKoBa CMeTKa, nocoyeHa ot VI3MbJIHNTENA:
BIC kog UNCRBGSF IBAN BG27UNCR70001509161183

(5) N3MBJIHANTENAT e anbXeH fa ysegomssa nucMeHo BBH3TOXXNTENIA 3a BCUUKM
nocnefgawiy NPOMeHN B AaHHWUTE 3a 6aHKoBaTa CMeTKa Mo an. 4 B CPOK OT TPU AHMW, CUMTAHO OT
MOMeHTa Ha npomsHata. B cnydain ye U3MBJIHUTENAT He yeegomu Bb3TOXXUNTENA B TO3M
CPOK naM nnawaHeTo e n3sbplleHo ot Bb3/TOXKUNTE/IA npean nonyyaBaHe Ha yBeAOM/IEHUETO,
Ce CuuTa, Ye NnaLaHeTo e Haf1eXXHO N3BLPLLEHO.

(6) EanHMYHMTE LeHW, nocodeHn B MNpunoxxeHne Nel He nognexar Ha U3MeHeHWe, OCBEH B
cnyyauTe, NpeABUAeHU B HACTOALLMA [OroBop U B yn. 116 ot 30Tr1.

(7) Obuiara CTOMHOCT 3a M3BbPLUBAHE Ha AOCTaBKMTe cbriacHo MpunoxeHne Nel 3a cpoka
Ha [Jorosopa e 62 714/17 nesa 6e3 AAC vnm 75 257.00 neBa e Bk/itoveH 44C

I1l. CPOK HA JOIMOBOPA. CPOK N MACTO HA U3IMbJ/IHEHUWE

Un. 3(1) [oroBopsT Ce CKIHOYBA 3a CPOK OT 12 MeceLia.

(2) B pamkuTe Ha cpoka no an. 1 U3Mb/IHUTEJIAT ocbluecTBsABa LOCTaBKUTE B CPOK OT
24 yaca, a npu cnewHu 3asBKM - [0 1 (e4MH) Yac, CuMTaHO OT Yaca, Moc/edBaly, Yaca Ha
nosly4yaBaHe Ha nNuUcMmeHa 3asaBka (,,3as8ka") oT Bb3/IOXKUTENA.

(3) BBIJTOXKUTENAT wusnpawa 3asskata go W3MbAHUTENA Ha agpec, akc win
eN1IeKTPOHHa noLua:
agpec: rp. Codwmsa - 1618, yn. ,,l'onam bpataH” Ne 8,

Ten.: 02 4914087, gakc: 02 4914087

e-mail: ecosniedica@ecosniedica.com

3asBKaTa MoXe fa 6be 3a 4acT WM 3a LSN0TO NPOrHO3HO KoAn4yecTso, Kato Bb3/TOXUTENAT
He e 3aAb/DKeH [a 3asBM LUANOTO MPOrHO3HO KO/MYECTBO MO Bpeme Ha Cpoka Ha [Jorosopa. B
cnyyai, Ye 3a Bb3JTOXKUNTE/IA He e Bb3HMKHaNNA HEO6XOAMMOCT OT JloCTaBKa, ChLUMSAT UMa npaBo
[la He 3aBsBa KO/IMYEeCTBa.

(4) OorosopbT He 06Bbp3Ba BB3TOXKUTEJIA cbC 3a4b/MKEHNETO Aa Hanpasu 3asBKa, a
nocnegHata e 06ycnoBeHa OT Bb3HMKBaHe Ha HeobxoaumocT oT [ocTaBka 3a Bb3/IOXKUTE/A. B
CMy4yail Ye YCMOBMETO MO MPEeAXOAHOTO M3peyeHue He e Hanuue, BBIJTOXKUTENAT He Hocu
oTroBopHocT, a M3MbJ/IHNTENAT Hama npaBo fa npeTeHAMpa HEYCTOMKN U/UAN KakBUTO U Aa e
6110 06e3LLEeTEHNS 3a NMPUYMHEHN BPeaM.

(5) MsacToTo Ha M3nNbHeHWE Ha gocTaBkute e rp. Codwmsa, yn. ,,.bsano mope” Ne 8, YMBAJ]
.Uapnua MoaHHa-ICYN” EA/Ll - oTaen ,,6onHMYHa anTeka”.

IV. TIPABA N 3AABJ/DKEHNA HA CTPAHUTE

Un. 4. Bb3/TIOXXUTENAT nma npaso:

1 pa usucksa ot N3MBIHUTEJTA ga nsnbnHaBa B CPOK M 6e3 OTK/IOHEHUSA BCAKA efiHa OT
[OCTaBKMTe, CbrNacHoO ycnosuaTta Ha Jlorosopa, TexHuyeckarta crneumgpukauma n MNpegioxeHWeTo
3a M3NbJIHEHNE Ha MNopbYKarTa,

2. la N3BBLPLLBA NPOBEPKA BbB BCEKM MOMEHT OT U3Mb/IHEHWETO Ha 3adBkaTa no [orosopa,
OTHOCHO Ka4yecTBOTO, KOMMYecTBaTa M TeXHUYECKUTe MapameTpu, 6e3 ¢ ToBa [fa Mpeyn Ha
peiHocTTa Ha UM BJIHUTENSA;

3. [a 3a4bpxu/ycBon CbOTBETHA YacT OT MapaHumaTa 3a U3NbAHEeHVEe NpY HEN3Mb/IHEHKE OT
cTpaHa Ha N3MbJ/IHNTENA Ha [orosopa v fa NOMy4n HeyCTOMKa B pa3mepa, ONpeaeneH B pasaen
VIl o1 HacTosawwms [lorosop;

4. pa npernefa [ocTaBeHaTa CTOKa WM [a HanpaBu peknamauuyM npu ycTaHOBfABaHE Ha
HekayecTBeHa/Henb/Ha [locTaBKa WM TakaBa, KOATO He € B CbOTBETCTBME C [NpennoXeHneTo 3a
M3NbaHeHMe Ha nopbykata Ha N3IMbJ/THNTENA,

5. ja nonyymn [joctaBkata B CpOKa 1 Npu YCnoBKATa, AOroBopeHn mexay CTtpaHuTe,

6. Aa He npuemMe [ocTaBkata WM Ja OTpasy YCTaHOBEHUTe HeAOoCTaTbUW/NUMCK B MPUEMO-
npegasareHnA NpoTokon no yn. 10, an. 2, B cny4ail ye [loctaBkara He OTroBaps Ha U3NCKBaHUATA
Ha TexHu4yeckara creyugukaumsa 1 ycnosusta Ha To3v [orosop;


mailto:ecosniedica@ecosniedica.com

7. fa npekpatn Jlorosopa eAgHocTpaHHO no BuHa Ha W3MBb/HWUTENA B cnydyain Ha
CBbLLECTBEHO HEeM3Mb/HeHWEe MO CMUCHA Ha un. 17, an.2 ot cTpaHa Ha N3IMTbJ/THUTEJIA.

Un. 5.(1) Bb3NNOXUTENAT e anvxkeH ga 3annawa Ha N3MbJIHNTENA Bb3HarpaxaeHue
Npu Mb/HO N KaYecTBEHO M3Nb/IHEHWe Ha [locTaBKa B pa3Mep, Npv YCNOBUA U B CPOKOBE CLI/IaCHO
HacToALma Jorosop.

(2) BB3NOXWUTENAT ce 3agb/kasa:

1 fa He pasnpocTpaHsaBa MNOA4 KakBaTo U Aa e (opma BCAKa npefoctaBeHa My OT
N3MBIHNTENA mHpopmauus, nMalla xapakTep Ha TbproBcka TaliHa M U3PUYHO ynoMeHaTta oT
N3MBb/IHANTENA kaTo Takasa B NpefcTaBeHaTa OT Hero ogepra.

2. NMpn [ocTaBAHe Ha CTOKaTa fa A npernefa, Aa NOMbLAHU NpUeMaTeNHO-NpejaBaTeHUTe
NPOTOKONW W MpPW YCTaHOBABaHe Ha ABHW HEAOCTATLUM WAM NAMCK Aa MM 0Tpasu B MPOTOKO/MA MO
un. 10, an. 2;

3. [a ocurypy nomeLleHne 3a CbXpaHeHue cnopes CbOTBETHUTE M3UCKBAHWA, ako MMa
TaKuBa, Ha JOCTaBeHOTO KO/IMYECTBO CTOKM.

Un. 6. USMBJIHUTENAT mnma npaso:

1 pa nonyym yroBopeHOTO Bb3HArpaxkaeHwe npu ycnoBuATa WU B CPOKOBETEe, NMOCOYEHU B
HacToawwma Jorosop.

2. pa ucka ot BB3NOXXUNTENA Heob6XoAMMOTO CbAEWCTBME 3a OCbLUECTBAIBaHE Ha
[JocTaBkarta no joroBopa v nprvemMaHeTo I, KOrato € U3nb/IHeHa CblacHO U3MCKBaHWUATA MO 4.7,
T.1nT 2

Un. 7. UAMBAHUTENAT e AbxXeH:

1 pga m3NbAHW BcAKa efHa OT [OCTaBKWUTE KayeCTBEHO, B CLOTBETCTBME C HACTOALMA
Jorosop;

2. [la 3NbLAHU BCAKA efHa OT [OCTaBKUTe C OCTaTbyeH CPOK Ha FOAHOCT Ha /IeKapCTBEHUS
NPOAYKT He No-MabK OT 25 % OT 065BEHMS OT NPOM3BOANTENA CPOK KbM faTaTta Ha [JOCTaBKUTE;

3. B cnyyamte no un. 4, 7. 6 3MbJIHATENAT ca 3agb/kasa fa 3aMeHN 3a CBOA CMeTKa
[ocTaBkaTa ¢ Apyra, oTrosapsila Ha M3MCKBaHWATa No T. 1 B CpoK A0 12 (4BaHadeceT) uaca,
CUMTaHO OT Yyaca, NOCOYEeH B NPOTOKO/A 33 HEKaYecTBeHaTa/Henb/Ha JocTaBka.

4. B cnyyain, ye N3MBJIHATENAT He pgocTaBn B cpoka MO T. 3 3aMEHEHUTE CTOKM,
BB3TOXUTENAT Hauncnsea HeycTolika Ha 3MB/IHUTENA no un. 11, an.l, KosATo ce yabpxa
OT cnefpawuTte nnawlaHma koM V3nbiHuTens unm ot MapaHumaTa 3a U3Mnb/HeHue,

5. B cnyyait, ye N3MBJ/THATENAT goctaBu CTOKW, KOMTO He OTFOBapAT Ha M3MCKBaHMSATa
no 1. 2, Bb3NTOXKUTENAT Hauncnsasa HeycToika Ha M3MBHUTENA no un. 11, an. 2, KosATO ce
yAbpXKa OT cneAgallmTe nnawaHna KoM 3nsnHnTens unum ot MapaHumaTa 3a U3Mnb/HEHNE;

6. Ja cbXpaHsaBa M TpaHcnopTupa JocTaBkara O MACTOTO Ha M3Mb/IHEHWE NpU cras3BaHe Ha
NMOCOYEHUS OT NPOU3BOAUTENA TEMMNEPATYPEH PEXMM W APYTU YC/IOBUA 3a CbXPaHEHUE,;

7. [ja He 13rMosi3Ba WM pasnpocTpaHsaBa MHGopmaumsa 3a Bb3TOXKUTENA, ctaHana my
N3BECTHA MNP U3Mb/IHEHME Ha 334b/DKEHMATA My MO HacToALmMA [orosop.

Un. 8. USMBbIHNTENAT ce 3agbkaBa fa NPOAL/MKA M3NbAHEHMETO Ha JlocTaBkata U B
cy4ail Ha 3abaBsiHe Ha nnataHe oT cTpaHa Ha Bb3/TOXXMNTENA nopagn 06eKTUBHU MPUYMHNA.

V. TAPAHUNA 3A N3MbJIHEHVE

Un9. (1) Mpu cknouBaHe Ha MAorosopa W3MBbIHUTENAT npeactass [MapaHuus 3a
n3nbnHeHne Ha Jorosopa (,lapaHuma 3a wu3nNbAHeHWe™) B pasmep Ha 62714 neBa,
npeactasnssawm 1% (eaMH MPOLEHT) OT HeroBaTa 06Wla CTOMHOCT Mo un. 2. an.7, 6es OAC.
MapaHumATA 33 U3NbIHEHME Ce NPeACTaBa B eAHa OT CiefHUTE (OPMU:

a) NapuyHa cyma, BHeceHa no nocoyeHa ot Bb3/TOXXNTESA 6aHKOBa CMETKa;

) 6e3ycnoBHa HeOTMeHsieMa 6aHKOBa rapaHUms; um

B) 3aCTpaxoBKa, KOATO o06e3neyaBa M3Mb/IHEHWETO 4pe3 MOKPUTME Ha OTFOBOPHOCTTA Ha
N3MBbJTHATENA.

(2) MapaHumATa 32 U3NbHEHVE CnefBa fa € CbC CPOK Ha Ba/IMAHOCT OT JartaTa Ha B/n3aHe B
cvna Ha [lorosopa fo Hain-manko 30 /TpugeceT/ gHU cnef U3TUYaHeTo Ha cpoka no un. 3, an. 1

(3) MapaHumMATa 3a U3Mb/HEHWE Ce YCBOSIBA M3UAMO UM YacTUYHO OT BB3JIOXKNTENA B
Clyyail Ha Hem3nb/HeHWe Ha 3aab/mkeHusaTa Ha VIBMBb/IHWTENA 3a yacTTa, CbOTBETCTBALLA Ha



HensnbAHeHneTo. Bb3/TOXKUTENAT uma npaso Aa ycBou MapaHumsaTa 3a M3nb/HeHWe, 6e3 ToBa
[ia ro Nnwasa OT MpaBoTo Aa TbPCcK 06e3leTeHVe 3a BpeawW, HafBMLaBaly nosyyeHarta cyma no
MapaHLUmATa 38 U3MbIHEHME.

(4) Mpun nunca Ha Bb3paXKeHUA/NPETEHLUMM BbB BPb3Ka C M3MbAHEHMETO Ha Jorosopa OT
cTpaHa Ha BB3JTOXXUTENA, Toin ocBoboxaaBa MapaHuMsATa 3a M3NbAHEHWE (BpbLia NapuyHaTa
cyma/opurvHana Ha usgafeHata 6aHKOBa rapaHums/3acTpaxoBka) B CpoK oT 30 AHW cref
MPUKIOYBAHE Ha W3NbHEHWETO WM M3TUYaHe cpoka Ha [Jorosopa, 6e3 fa Ab/DKM IMXBU 3a
nepvoda, npe3 KOWTO [apaHumsATa 3a WU3MbJIHEHWE e MPecTossa npu Hero (B clyyalh Ye e nog,
(hopmara Ha napuyHa cyma).

(5) PasxoguTe no OTKpMBaHe, NoAabpXKaHe, NOAHOBABaHe M 06CNy>)KBaHe Ha ["apaHumsTa 3a
N3Nb/IHEHME ca 3a cmeTKa Ha 3MbJIHUTENA.

(6) MapaHUKMATa 3a N3Nb/HEHME He ce 0cBO60XKAaBa 0T Bb3JTOXKNTESA, ako B npoueca Ha
M3Nb/IHEHME Ha [0roBopa € Bb3HMKHaN Crop MeXAay CTpaHWTe OTHOCHO HeW3Mb/IHEHWe Ha
3aabmkeHuaTa Ha 3MbJ/THUTEJIA v BLNPOCHLT € OTHEeCeH 3a peLlasaHe npef cba. pu peluasaHe
Ha cnopa B nossa Ha Bb3/TOXKNTE/A, Toil MOXe Aa NPUCTHMM KbM YCBOsIBaHe Ha rapaHuumsTa 3a
N3Nb/HEHVE.

VI. MPEJABAHE U NMPNEMAHE 3A N3MbJIHEHVETO

Un. 10.(1) NMpremaHeTo Ha foctaskata oT Bb3/TOXXNTE/A ce nssbpLusa ype3 HavaiHuk
otgen ,bonHMYHa anteka” WA HeroB 3aMecTHUK. 3a BDB3JTIOXKUTE/IA npuemartenHo-
npeaasaTeNIHUAT NPOTOKO/ Ce MOAMNMCBa OT IMLETO Npuemallo gocTtaskara, a 3a N3MNbJAHUNTENA
- OT OonpesenieHo OT Hero NnLe.

(2) MpuemaHeTo Ha [focTaBka MO 3asBKa Ce YAOCTOBepsBa C MOAMUCBaHe OT
npegcraButTenuTe no anl Ha ABYCTpaHeH npuemaTeniHo-npefaBaTe/ieH MPOTOKO/, B KOWTO ce
OTpasfBa farara W 4aca Ha AocTaBkata, BuMAa M 6pos Ha [OCTaBAHWUTE NeKapCTBEHU MPOAYKTU,
CPOKBLT Ha roAHOCT, KaKTO M npuapykaBaliute M AOKyMeHTU. [locTaBkaTa ce cuuTa npueta ot
BB3/NTOXUTENA camo ako CblUMAT e noAanucan npuemarteniHo-npefaBaTe/lHUA NPOTOKON 6e3
Bb3paXeHus (MocoyBaHe Ha HefOoCTaTbUW/IMNCKU Ha CTOKM WU LOKYMEHTW, KOUTO CnefBa Aa v
npuapy»<a.ar).

VIl. HEYCTONKU

Un. 11. (1) B cnyyain, ye U3MNBJIHUTENTAT He n3nbnHM 3asiBKa B Cpoka no un. 3, an. 2,
A No Yn.7, 7. 4, Toil gbmkn Ha Bb3JTOXXNTEJIA HeycToiika B pasmep Ha 0,25 % (Hyna usno u
[BafleceT ¥ neT CTOTHM MPOLEHTa) OT CTOMHOCTTa Ha Hem3Mb/iHeHaTa 3asBKa 3a BCEKM NPOCPOYeH
yac, HO He noseye OT 10 % (geceT NPOLEHTA) OT CTOMHOCTTA HA HEM3Mb/IHEHATa YacT OT 3asBKara.

(2 B cnyyair, ye WMBMBIHUTENAT wm3nbiHM 3adBKa C [0OCTaBKa Ha /1eKapCTBEHM
NPOAYKTN C MO-KPaTbK CPOK Ha roAHOCT OT nocoyeHusa B un. 7, 1. 2, U3MBbJHUTENAT gbmxn
HeyCTOlKa. Pa3mMepbT Ha HeYCTOMKaTa e KakTo Crefsa:

- 0T 24,99 % pno ot 15,00 % - 0,1 % BbPXY CTOMHOCTTA Ha [JOCTaBKaTa;

- 0T 14,99 % no 10,00 % - 0,3 % BbpXYy CTOMHOCTTA Ha [OCTaBKaTa.

Un. 12, MsnnawaHeTo/yabpKaHeTO Ha HeycTorkum He nuvwasa BB3NNOXXUNTENA ot
MpaBoTO Aa TbPCU PeasiHO U3Mb/HEHMe U 00e3LleTeHne 3a NPeTbpPreHUTe BPeaW, HaOXBbPAALU
pasmMepa Ha HeycToiKara.

Un. 13. (1) Mpun npekpatsasaHe Ha Jlorosopa mopagu OTKa3 OT [0CTaBKa Ha /IeKapCTBeH
npoaykt, N3MbJIHUTENAT abmxkn Ha Bb3JTOXKNTENA HeycToliKa B paamep Ha 20% (aBageceT
MPOLEHTA) OT CTOMHOCTTA Ha 3adBeHaTa, HO HeM3Mb/IHEHA JOCTaBKa.

(2) Bb3noxnTenaT yabpxka Ab/DKUMATE CYyMM 33 HeYCTOWKa MbpBO OT Clejgawute niawaHms
KbM 3Nb/iHUTENS, a cnef ToBa OT rapaHLmMATa 3a U3Nb/IHEHNe Ha 40roBopa.

(3) B cnyyaute no an. 2, korato Bb3noxuTenaT e yabpxKaa HeycToKara OT CTOMHOCTTa Ha
rapaHuusaTa 3a U3nb/HeHne, V3NbaHUTENAT e AbXeH B 5-[HeBeH CPOK OT YBeAOMSABAHETO My 3a
yCBOSIBAHE Ha 4acT OT rapaHuuATta, Aa AOMbAHW rapaHuuaTa 3a M3Mb/HEHWe [0 pasmepa,
onpegeneH B un. 9, an. 1 oT fJorosopa 1 Aa NpeactaBy Ha Bb3noxnTens CbOTBETHUA JOKYMEHT.

Un. 14. Mpwn HensnNbHEHME Ha 3a4b/KeHNeTo ¢ no yun.2, an.3, Bb3/IOXXUTENTAT gbmku
Ha M3MBHNTENA HeycTolika B pasmep Ha 0.1% (Hyna usno v eaMH Ha cto) oT LleHaTa Ha



M3BbPLUEHATA JOCTaBKa 3a BCEKW JieH 3ab6aBa, HO He moBeYe oT 5 % (MET Ha CTO) OT CTOMHOCTTa Ha
[0CTaBKaTa.

VIill. HEMPEOBNAEHW OBCTOATEJ/ICTBA

Un. 15. (1) CrpaHute no [loroBopa He Ab/xaT 06eslieTeHue 3a MPeTbprieHn Bpean u
3arybu, B Ciyyain Ye rnocnegHuTe ca NPUYMHEHW OT Hernpeogo/IMMa cuia no cMucbia Ha yn. 306 ot
TbProBCKNA 3aKOH.

(2) B cnyuain ye CtpaHaTa, KOSITO € cnefiBasio fa MU3Mb/HN CBOe 3adb/KeHre no [orosopa, €
6vna B 3a6aBa KbM MOMEHTa Ha HaCTbMNBaHe Ha HENPeoAoIMMaTa cuna, T He MOXe fa ce Nno3oBasa
Ha Hempeogonuma cuna.

(3) CrpaHarta, 3acerHata OT HenpeofonvMMa cuia, e A/TbXXHa Aa npeanpuemMe BCUYKK
[eCTBUA C rpukaTa Ha 4o0pus TbProgel, 3a fa HaMan 40 MUHMMYM MOHECEHUTe Bpeamn 1 3aryoum,
KakTo M f[a ysefomu nucmeHo papyrata CTpaHa B TPUAHEBEH CPOK OT HACTbMBAHETO Ha
Henpeogonumata cuna. pu HeyBefoOMsABaHE Ce Ab/MKM 06e3WEeTeHNe 3a HaCTbNUAUTE OT ToBa
Bpeau.

(4) Aokato Tpae HenpeogonMmaTa cunia, U3NbIHEHNETO Ha 3a4b/HKEHNATA U Ha CBbp3aHuTe
C TAX HaCpPeLLHY 3a4b/DKEHUNSA Ce Crmpa.

IX. BbAMO>XHOCTW 3A USMEHEHWVE HA JOI OBOPA

Un. 16. (1) CournacHo un. 116, an.l, T. 1ot 3001 ce npeaBmXaaT CnegHNTE Bb3MOXKHOCTYU 3a
N3MEeHeHne Ha [0rosopa:
1. B cnyyaid, Ye cnef M3TU4YaHe CPOKa Ha JOroBopa He € m3yeprnaHa CTOMHOCTTa My, TO CbLUMAT
MOXe fia Ob/e YAbKEH [0 13pa3xofBaHe Ha npeaBuaeHaTa B Hero cyma, Ho He noseye OT 6 (LUecT)
meceLa,;
2. Bb3N10XUTENAT MOXe [a 3asBK JOCTaBKaTa Ha Nno-rosieMy Konnm4ecTsa /IeKapCTBEHM NPOAYKTHN OT
eflHa Uan NnoBeyve HOMEHKNATYPHW eMHMLM, HO CaMO B paMKWTE Ha CTOMHOCTTa Ha [0roBopa;
3. OwbepmpaHaTta LeHa 3a ONakoBKa Ha /1eKapCTBeHWA NPOAYKT € (MKCUpaHa 1 He MOASIEXN Ha
NMPOMsHa 3a CPoKa Ha [AeiCcTBMe Ha Aorosopa. Mo M3K/IOYeHWe [O0roBopeHaTa LieHa MOXe fa ce
M3MeHs BbB BPb3Ka C MPOMeHU B Hapepbata 3a ycnosuaTta, npasuiata v pefa 3a perynvpaHe u
PerncTpvpaHe Ha LEeHUTe Ha nekapcTBeHuTe npoayktn ot 30.04.2013r. /m3m. n gon. 6p. 62 oT
6.08.2019 r., gon., 6p. 19 ot 6.03.2020 r./, NpaBeLLy HEBB3MOXKHO MU3Mb/IHEHMETO Ha A0OroBopa npu
[LOr0BOPEHUTE YCNOoBUS;
4. B cnyvail, 4e B CpOKa Ha AOroBopa AbpXXaBHO perynupaHaTa ueHa B lMpunoxeHme Ne 2 Ha
[M0O3UTMBHMA NEeKapCcTBeH CMUCHLK CTaHe MO-HUCKa OT [JorosopeHarta, V3NbAHWUTENAT e A/TbXeH
CBOEBPEMEHHO [a NPOMeHN LieHaTa, Ha KOATO A0CTaBs /IEKapCTBEHUTE MPOAYKTU, B CbOTBETCTBUE
C onpegeneHara LeHa B [03UTMBHUA fIeKapCTBEH CMWCHK, CYATAHO OT Aatara Ha npomsHa. B
CNlyyain, Ye He yBefoMM Bb3noxutens NUCMeHO B 5-[HEBEH CPOK 3a NpPoMsHAaTa U He MPOMEHM
LieHaTa, Bb310oXXMTendr e 3annalla 4OCTaBAHUTE /IeKapCTBEHM MPOAYKTW MO NPOMeHeHaTa LieHa,
CYUMTaHO OT faTaTa Ha CbOoTBeTHaTa AKTyanmnsaums Ha Mo3uTUBHNA NeKapCTBEH CMNCHK;
5. B cnyyaid, ye B cpoka Ha forosopa oT cTpaHa Ha H30OK 6baat AoroBopeHa Mno-HUCKa LieHa oT
othepupaHara, Bb3noxutendar we 3annawla 6e3ycnoBHO [OCTaBAHWUTE NeKapCTBEHW MPOAYKTU Ha
No-HUCKATa LieHa, CYATaHO OT JaTaTta Ha CbOTBeTHaTa NpPoMsAHa.

(2) CobrnacHo un. 116, an.1l, 1. 4 ot 30l [OoroBopbT 3a Bb3naraHe Ha 00LIECTBEHaTa
nopbyka MoXe fa 6bfe M3MeHeH, Korato V3MbAHUTENAT OTKaxe fa W3Mb/HABa A0rosopa Wam
[OroBOpbT ObAe MpekpaTeH MO BWHA Ha U3NLAHUTENA. Bb3NOXWTENAT MOXe Aa 3ameHu
M3MbAHUTENA Ha 0OLLeCTBEHATa NMOPbYKa C y4YaCTHUKA, KnacupaH Ha BTOPO MACTO B npoueaypara,
KaTto noAnuvile JOMb/IHUTENHO CropasyMeHue C Hero KoM [10roBopa 3a 00LlecTBeHa nopbyka npu
yCcnosuATa, onpeaeneHn B TeEXHNYECKOTO U LIEHOBOTO My NpeasioKeHus.

X. NMPEKPATABAHE HA JOIOBOPA
Un. 17. (1) HactoAwmaTt [lorosop ce npekparssa:
1 c n3TnyaHe Ha cpoka no un. 3, an. 1;
2. N0 B3aMMHO cbrnacue mexay CTpaHuTe, U3pas3eHo B NUCMeHa (hopma;
3. 0T Bb3noxuTens npu ycnosusaTta Ha ui. 118 oT 3akoHa 3a 06LLeCTBEHUTE MOPBLYUKM.



(2) BB3NNOXUNTENAT moxe pga npekpatn [orosopa 6e3 npeausBecTe B Cly4vail Ha
CbLLECTBEHO HEM3Mb/IHEHVE Ha 3afb/KeHudATa oT cTpaHa Ha W3Mb/IHUTENA. 3a ,,culiecTseHo
HensNb/IHEHME™ Ce CUMUTa BCEKU eVH OT CNefHUTE Clyyau:

1L MBNBNHNTENAT 3abaBn ABa MM nosedye MbTWU CPOKa 3a AocTaBka no Jlorosopa c
noseye OT 48 (YeTMpuaeceT 1 OCeM) Yaca,;

2. WAMBNHNTENAT pBa wan noseye MbTUM He OTCTpaHM B CpokKa no un. 7, T. 3
KOHCTaTMpaHu HegocTaTbLu/Inncu;

3. UBMBbNHUTENAT aea unv noseve NbTU HE U3Mb/IHM TOYHO HAKOE OT 3a4b/DKeHUATa CU
no loroeopa;

4. NAMBbNHUTENAT 6bae 065BeH B HECHCTOSTENNHOCT WKW KOraTto € B MPOM3BOACTBO MO
HeCbLCTOATEIHOCT UNN NIUKBULALNS;

XI. OBPABEOTBAHE HA JAHHW, CbIMJTACHO AEPNHUNLUMNATA MO 4Jl. 28 HA
PEFNAMEHT (EC) 2016/679 HA EBPOMEVNCKWA MAPJIAMEHT U HA CbBETA OT 27
AMPM 2016 TOONHA(PETTAMEHTA), OTHOCHO 3ALLUNTATA HA
PNINYHECKUNTE JIMIUA BbB BPb3KA C OGPABEOTBAHETO HA JIMYHW JAHHW

Un. 18. (1) HacToAwmAT pa3gen nMa 3a Len aa perynvpa nMnyHuTe npasa U 3a4b/HKeHNs Ha
CTpaHuTe, BbB BPb3Ka C AaHHN 1 MH(opMaLKMs, onpedeneHa KaTto NoBepuTesniHa, KOMTO ca CTaHa/n
N3BECTHM NO BPEME Ha M3BbPLLBAHE Ha AEMHOCTUTE, ONMUCaHW B HacToAWwwms Jorosop.

(2) 3a uenute Ha [orosopa Te3n AaHHM M MH(OPMaUKMA Lie Ce CYMTAT 3a MOBEPUTENTHN U
CTpaHuTe ce 3aab/kasart Aa He NMpefocTaBAT Ha TPETU CTpaHu U nnua, MMYHUTE AaHHKU, NpeaMeT
Ha [loroBopa, WM NIMYHU JaHHM WU UHQOPMaUMs, CTaHaIM MM W3BECTHM NPU U3MbJHEHWE Ha
[loroeopa.

3 [MoBepuUTENHMS XapaKTep Ha ropernocoYeHnTe AaHHU KU MHGopMaums Le Tpsabsa ga 6bae
N3PUYHO [ieKnapupaH, ¢ NOANUCUTe Ha NPeACTaBUTENNTE Ha CTPAHUTE.

Un. 19. CtpaHuTe ce aHraxupar fa npuvemar BCUYKW MepKM 3a CUIYPHOCT, KOUTO ca
HeoOXoAMMM 3a 3alWmuTa Ha [aHHWUTE U MH(OpMauusaTa OT MOBEpPUTENIeH XapakTep U fda ce
rapaHTupa, Ye TAXHaTa NOBEPUTE/THOCT MO HUKAaKbB HaYMH He e HapyLLeHa.

Un. 20. CtpaHuTe, Nnoanuceaikn HacTosWwms [lorosop geknapupar, Ye e M3nonssar camo
06paboTBaLLM MUYHM AaHHW, KAaKTO M Ye ca Npeanpuen A0CTaTbYHM MOAXOAALLMN TEXHUYECKN U
OpraHn3aunoHHN MepKM MO TakbB HauMH, Ye 06pabOTBaHETO fa MPOTMYa B CbOTBETCTBME C
N3NCKBaHUATA Ha PernameHTa 1 No TO3M Ha4YMH OCUIypsBaT 3allMTa Ha npaearta Ha CyOeKkTuTe Ha
JaHHN.

Un. 21. CtpaHnTe BbBeXAaT MOAXOAAM TEXHUYECKM U OpraHM3aulnmoHHN MepKK, 3a fa ce
rapaHTuMpart, 4ye no nogpasbupaHe ce 06paboTBaT CaMO IMYHM [aHHW, KOUTO ca Heobxoaumm 3a
BCSIKA KOHKPETHa Lien Ha obpaboTBaHeTo. ToBa 3afb/DKEHME Ce OTHaca A0 obema Ha CbbpaHuTe
NNYHW [aHHW, CTeneHTa Ha 06paboTBaHETO, Nepro/a Ha CbXpaHsABaHETO UM M TSXHaTa AOCTbMHOCT.

Un. 22. TpeTupaHeTO Ha BCUMYKW NIMYHW [aHHW TpsibBa Ja OTroBapsi Ha CbOTBETHOTO
HalMOHa/IHO 3aKOHOAATEeNCTBO Ha Y4YacTHULMTE, NO-CNeLMaiHO BLB BPb3Ka ChC 3aKOHa 3a 3alimTa
Ha IMYHUTE AaHHW 1 Ha PernameHTa.

Un. 23. CTpaHuTe 06paboTBaLLM IMYHWN JaHHW UMaT BbBEAEHW BbTPELLHM NpaBuia 0THOCHO
0bpaboTKaTta 1 CUrypHOCTTa Ha IMYHUTE AaHHW N rapaHTMpaT, Yye 06paboTEHUTE NINYHN JaHHW ca
[LOCTBLMHU Camo 3a HaA/1eXXHO YMb/IHOMOLLIEHU CYXUTENN.

Un. 24. JInyHUTe JaHHW, KOUTO ca CTaHa/IM M3BECTHW MO cuaTa Ha HacToAwms [orosop
WK NO BPEME Ha M3MbJHEHMETO My, ca npeaMeT Ha 06paboTBaHe OT CTpPaHWUTE 3a MOCTUraHe Ha
LennTe 1 NpeAMeTa Ha [iorosopa, ce 06paboTsaT 3a CPOK He MOo-Ab/bl OT CPOKa Ha oroBopa.

XIl. SAKTFOUNTETHN PAIINOPELB
Un. 25. (1) Hactoawumat [LoroBop Moxe fa 6be U3MEHSH C MUCMEHO LOMb/IHUTETHO
crnopasymeHue KakTo C npefsuaeHute B Pasgen 1X. Bb3MOXHOCTU 3a M3MEHeHVe Ha [0roBopa,
Taka U npu ycnosuaTa Ha 4. 116 oT 3akoHa 3a 06LLEeCTBEHUTE NOPBLYUKM.
(2) Huto egHa OT cTpaHWTe HAMA MpaBO fAa NPEXBbpAA MpaBata U 3a4b/DKEHUATA,
npomsTUYaLLyn oT TO3W [OroBop, Ha TpeTa CTpaHa, 0CBeH B ciyyauTte, nocoyeHu B 30r1.



Un. 26. (1) Benukm cbobLieHNs, Npean3BecTUs U HapeXaaHus, CBbpP3aHN C U3Mb/IHEHWETO
Ha 1031 Jlorosop 1 pasmeHaHN mexay Bb3NOXNTENA n U3MNBJ/IHUATE/TA ca BaanaHu, Korato
ca M3npaTeHu Mo nowlara ¢ obpaTtHa pasnucka, no (akc, efIeKTPOHHa nowa UAn npegageHn ypes
Kypuep cpeLLy noAnuc Ha npuematlarta cTpaHa.

(2) 3a pataTta Ha CbOOLLEHMETO Ce CMATa:

1. paTarta Ha npefaBaHETO - NP NpejasaHe Ha pbka Ha CbOOLLIEHWETO;

2. flaTaTa Ha npuemMaHeTo - Npy U3npatiaHe rno gaxc;

3. jaTaTa Ha MoCTbMNBAHETO B e/IEKTPOHHATa NoLa - npv nsnpatyaHe no UMeiin.

(3) 3a BanmaHW afpecy 3a MpuvemMaHe Ha CbOOLLEHWS, CBbP3aHW C W3MbJHEHWETO Ha
[lorosopa 1 npeaasaHe Ha JOKYMEHTU, Ce CMATaT:

1 3a Bb3JTIOXKUTENSA: rp. Codmsa, yn. ,,.bano mope” Ne 8, otgen ,,bonHnyHa anteka”, Ten
02 9432429, hakc 02 9432117, e-mail: apteka@isul.eu

2. 3a N3MNBMHUTENA: rp. Codwms - 1618, yn. ,,Fonam BpataH” Ne 8, ten.: 02 4914087,
(pakc: 02 4914087, e-mail: ecosmedica@ecosmedica.com

Un. 27. B cnyyail Ha npeobpasyBaHe, BMBaHe WM cnmBaHe Ha BB3JTOXKUTENA wnm
N3MBNHUTENA, topugudeckute nuua, TEXHW MPaBOMpUEMHMUM, ca 06Bbp3aHM  CbC
3a[lb/KEHMATA NO TO3W LOroBOp Npwv crnassaHe n3ncksaHmaATa Ha 30I1.

Un. 28. Bcuukn cnopose no 103 [loroBop Lie ce ypexzaar upes MNpPerosBopu Mexay
CTpaHunTe, a Npu HeMnocTUraHe Ha Cbrnacue - Le ce OTHaCAT 3a peLlaBaHe OT KOMMETEHTHUSA Cbj B
Peny6nvka bvnrapus.

Un. 29. 3a BCUYKM HeypeaeHW B TO3M [OroBop BbNPOCK Ce npwunaraTt pasnopenoute Ha
[leNcTBalLLOTO 6b/IrapCcKo 3aKOHOAATENCTBO.

Un. 30. HepasaenHa yacTt oT HacToAwmaA orosop ca:

1. TMpunoxeHvie Ne 1- ,,Cneuudurkaums Kem forosopa”

2. “lNpennoxxeHune 3a M3Nb/IHEHME Ha NopbYKaTa”,;

3. “LleHoBO NpeanioxeHue”.

4. TexHu4yecka crneympmkaums

HactoawwmsT [loroBop ce. CKIouM B [ABa €[HO00pasHM ek3emnispa - egvH 3a
Bb3NOXUTENS R anmuena NTENSA. Banuena
nHpOpManus nH(pOopManus
BBb3/TOXKUTEN

npod. a-p boriko I
M3nbnHUTENneH aun

3annueHa nHpopMaIys
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AHaToOMO-
TepanesT
NYeH Kof
/ATC-
Koa/

B02BD03

B02BDO03

Mpunoxerue Ne 1 ,,Cneumgmkauma KoM gorosopa”

Konunuects
MexayHapoaHo 0 Ha
AYHaPOA OkKoHuarTesiHa
HernaTteHTHO NekapcTBeHa hopma akKTUBHOTO
ONnakKoBKa
HanmeHoBaHue /INN/ NleKapcTBeH
0 BELLLeCTBO
coagulation factor, Factor VIII inhibitor bypassing
activity
1 vial 500 U
powder for
25
solution for
factor VIIl inhibitor Powder and solvent for U/ml ) ) )
infusion+1 vial 20
bypassyng activity solution for infusion (500
ml water for
U)

injection+1

administration set

MporHos
HO
Ko/muec
TBO, 6p.

100

infusion+1 vial 20 ml

TbHproscko
HanMeHOBaHMe,
Konu4yecTtso Ha

aKTUBHOTO
NIeKapCTBEHO

BELLLeCTBO "

npegnaraHa

onakoBKa

eanHNY  obLa
Ha UeHa LeHa 6e3

canac  Aac

Feiba 25 U/ml (500 U)
lvial 500 U powder

for solution for

752,57 ©62714,17

water for injection+1

adm inistration set 1 fl

500 U

obuwa
LleHa ¢

AAC

75257,00



npe,ﬂ'ﬂO)KeHVIe 3a U3IMb/IHEHWE Ha NOpbYKaTa

AHaToMO-
y TepaneBTWueH
M kog /ATC-kog/
3

10

MeXayHapoAHO HenmaTeHTHO

JlekapcTBeHa opma
HammeHoBaHue /INN/ P (bop

B02BBO1 Human fibrinogen

Konnyectso
Ha aKTUBHOTO
NeKapcTBeHO
BeLLEeCTBO
5 6
1 9
500 U
600 u
500 U
500 U
500 18}

500

500

OKOHYaTeNHa onakoBKa

1 vial powder, 1 vial solvent 10 ml,

1 syringe, 1transfer set

1 vial powder + 1 vial solvent (2ml)

+ reconstitution device

1 vial powder + 1 vial solvent (5 ml)

+reconstitution device

1 vial+1 pre-filled syringe (3 ml)+ 1

vial adapter*1 venipuncture set

1vial + 1 pre- filled syringe + 1 vial
adapter

1 B02BBO1 Human fibrinogen Powder for solution for injection/infusion
B02BDO1 coagulation factor IX, Il, VIl and X in combination
Powder and solvent for solution for
2 B02BDO1 Human Prothrombin Complex injection
«
Coagulation factor IX, Il, VIl and X in Powder and solvent for solution for
3 B02BDO1 combination injection
B02BDO02 Human coagulation factor VIl
Powder and solvent for solution for
4 B02BDO02 Human coagulation factor VIII injection/infusion
Powder and solvent for solution for
5 B02BDO02 Human coagulation factor VIl injection
Powder and solvent for solution for
6 B02BDO02 Human coagulation factor VIII injection
B02BDO02 Recombinant Coagulation factor VIIl (Octocog alfa, Moroctocog alfa, Turoctocog Alfa.Simoctocog Alfa)
Powder and solvent for solution for
7 B02BDO02 Coagulation factor VIIl (Octocog alfa) injection
Powder and solvent for solution for
8 B02BDO02 Coagulation factor VIIl (Octocog alfa) injection
Powder and solventfor solution for
9 B02BDO02 Coagulation factor VIIl (Octocog alfa) injection
Coagulation Factor VIII (Turoctocog Powder and solvent for solution for
10 B02BDO02 Alfa) injection
Coagulation Factor VIII (BlrﬂOVlyﬂﬁB Powde for solution for

B02BDO02 / m

injection
Ma> C "~ ej £ , )

1 vial (powder) + 1 or
syringe (solvent*

Mpunoxexne Ne 1

MpOrHo3Ho THproBcko HauMeHoBaHue, KonnyecTBo Ha
Kog H30K konuuyectBo, aKTUBHOTO /leKapCTBEHO BELLECTBO U npejgnaraHa
op. onakoBKa
8 9 10
BHO087 100
BHO088 15
Prothromplex Total NF 600 IU Powder and solvent
BHO89 15 for solution for injection, 1 donakoH 600 IU
BH092 15
BH096 50
BHO097 200
Advate 500 IU 1vial powder +1 vial solvent (2ml) +
BHO099 15 reconstitution device, 1 pnakon 500 1U
BHIOO 15
BH103 100 /1 ;o 4 5 o\
BH104 100 v
BH105 80



12

13

14

15

B02BDO02

Coagulation factor VIII (Moroctocog

Powder and solvent for solution for

1 pre filled syringe + 1 plunger rod
+ 1 sterile infusion set + 2 alcohol

swabs + 1 plaster + 1 gauze + 1

17

18

19

20

21

22

23

24

alfa) injection 500 1V] vented sterile cap BH106 60
B02BDO02 Coagulation factor VIII
Adynovi Powder and solvent for injection 500 IU 1
1 vial + 1 vial (solvent 2 ml), . . R
+
Coagulation factor VIII (rurioctocog preassembled whit reconstitution Vlal lVIaI (SOIVent 2 ml)’ preassembIEd Whlt
B02BDO02 alfa pegol) Powder and solvent for injection 500 V] device BHIO8 60 reconstitution device, 1 donakoH 500 IU
coagulation factor VIIl (efmoroctocog Powder and solvent for solution for 1vial (powder)+ 1 pre-filled syringe
B02BDO02 alfa) injection 500 V] (solvent) BH112 100
1 vial with powder + 1 pre-filled
syringe with 2.5 ml solvent + 1
Coagulation factor VIII (Damoctocog Powder and solvent for solution for syringe plunger rod + 1 vial adapter
B02BDO02 alfa pegol) injection 500 1¥] + 1lvenipuncture set BH130 100
B02BDO03 coagulation factor, Factor VIII inhibitor bypassing activity
Feiba 25 U/ml (500 U) 1 vial 500 U powder for
1 vial 500 U powder for solution for . . . .
+
Powder and solvent for solution for 25 U/ml infusion+1 vial 20 ml water for solution for infusion+1 vial 20 ml water for
B02BDO3 factor VIl inhibitor bypassyng activity infusion (500 U) injection+1 administration set BHMG 100 injection+1 administration set, 1 dpnakoH 500 U
B02BDO04 Coagulation factor IX
Powder and solvent for solution for
B02BD04 Coagulation factor IX infusion 500 I8} 1 BH118 15
Powder and solvent for solution for
B02BDO04 Coagulation factor IX injection/infusion 600 1§} 1 BH119 15
Powder and solvent for solution for
B02BDO04 Coagulation factor IX injection 500 1] 1 BH120 200
B02BDO04 Coagulation factor IX
1 vial + 1 pre-filled syringe + 1
plungerrod + 1vial adapter + 1
Powder and solventfor solution for infusion set + 2 swabs + 2 plasters
B02BD04 Coagulation factor IX injection 500 1] + lgauze BH124 60
B02BDO04 Coagulation factor IX (nonacog alfa]
Powder and solventfor solution for 1 vial powder + 1 pre-filled syringe
B02BDO04 Coagulation factor IX (nonacog alfa) injection 500 V] solvent 5 ml + 1 injection set BH126 60
B02BDO06 Coagulation factor VIIl, Factor von Willebrand
Coagulation factor VIIl, Factor von Powder and solvent for solution for
B02BDO06 Willebrand injection 500 1§} 1 BH127 100
B02BDOS Eptacog alfa (activated)
Powder and solvent for solution for (100
B02BDO08 Eptacog alfa (activated) injection KIU) 1 vial + 1 syringe + 1 vial adapter BH128 50 704 -0 ITIRS -
— Hawdtsrafifl saivarttw solutiontor—  sing
B02BDO08 Eptacog alfa (activated) injection (250 1vial + 1 syringe + 1 vial adapter BH129 50

Cpok 3a focTaBka 24 yaca /n&afecpT vyeTupun yaca/. a npy cnewHy 3asasku - o 1/eanH/ vac..

lepraHa LLleliBoBa- ynpa



06. No3. Ne1, H.e..

10

11

AHaToMO-
TepaneBTuue
H Kop /ATC-

Koa/

B02BBO1

B02BBO1

B02BDO1

B02BDO1

B02BDO1

B02BDO02
B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

LLEEHOBO MNPEAONOXEHUME

MexXayHapo4HO HenaTeHTHO
HanmeHoBaHue /INN/

Human fibrinogen

Human fibrinogen

JNlekapcTBeHa (opma

Powder for solution for injection/infusion

coagulation factor IX, Il, VIl and X in combination

Human Prothrombin Complex

Coagulation factor IX, Il, VIl and X in
combination

Human coagulation factor VIl

Human coagulation factor VIII

Human coagulation factor VIII

Human coagulation factor VIiI

Recombinant Coagulation factor VIIl (Octocog alfa, Moroctocog alfa, Turoctocog Alfa.Simoctocog Alfa)

Coagulation factor VIII (Octocog alfa)

Coagulation factor Vil (Octocog alfa)

Coagulation factor VIIl (Octocog alfa)

Coagulation Factor VIII (Turoctocog Alfa)

Coagulation Factor VIII (Simoctqdog Alfa)

Powder and solvent for solution for injection

Powder and solventfor solution for injection

Powder and solvent for solution for injection/infusion

Powder and solvent for solution for injection

Powder and solventfor solution for injection

Powder and solventfor solution for injection

Powder and solvent for solution for injection

Powder and solvent for solution for injection

Powder and solvent for solution for injection

d solvent for solution for injection

Kopg

H30K

BHO087

BH088

BH089

BH092

BH096

BH097

BH099

BH100

BHI03

BH104

BH105

Mpuno>keHune Ne 2

MporHo EanHunyHa ueHa
3HO TbproBcko HauMmeHoBaHue, KonnyecTso Ha Ha onakoBKa,
OdepupaHa
KO/M4ye aKTUBHOTO leKapCTBEHO BeLeCTBO M NpejnaraHa eHa 33 DDD n3yncneHa Ha
cTBO, 4 6asa odepumpaHa
6p. ueHa 3a DDD
6 8 9
100
15
Prothromplex Total NF 600 IU Powder and solvent
15 for solution for injection, 1 donakoH 600 IU 0,71313 427,88
15
50
200
Advate500 IU 1vial powder + 1 vial solvent (2ml) +
15 reconstitution device, 1 pnakox 500 IU 613,54000 613,54
15
100
Il ¢
11
( / - Y
100 p \
r €\
%
80 0
V %

wyl



12

13

14

15

16

17

18

19

20

21

22

23

24

B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BDO02

B02BDO03

B02BDO03

B02BD04

B02BDO04

B02BDO04

B02BD04

B02BDO04

B02BD04

B02BDO04

B02BDO04

B02BDO06

B02BDO06

B02BDO08

B02BDO08

B02BDO08

Coagulation factor VIII (Moroctocog alfa) Powder and solventfor solution for injection

Coagulation factor VIII

Coagulation factor VIII (rurioctocog alfa

pegol) Powder and solventfor injection

coagulation factor VIII (efmoroctocog alfa) Powder and solvent for solution for injection

Coagulation factor VIII (Damoctocog alfa

pegol) Powder and solvent for solution for injection

coagulation factor, Factor VIII inhibitor bypassing activity

factor VIIl inhibitor bypassyng activity Powder and solvent for solution for infusion

Coagulation factor IX

Coagulation factor IX Powder and solvent for solution for infusion
Coagulation factor IX Powder and solvent for solution for injection/infusion
Coagulation factor IX Powder and solvent for solution for injection

Coagulation factor IX

Coagulation factor IX Powder and solvent for solution for injection

Coagulation factor IX (nonacog alfa)

Coagulation factor IX (nonacog alfa) Powder and solvent for solution for injection

Coagulation factor VIIl, Factor von Willebrand

Coagulation factor VIIlI, Factor von

Willebrand Powder and solvent for solution for injection

Eptacog alfa (activated)

Eptacog alfa (activated) Powder and solvent for solution for injection

Eptacog alfa (activated) Powder and solvent for solution for injection

BH106

BH108

BH112

BH130

BH116

BH118

BH119

BH120

BH124

BH126

BHI27

BH128

BH129

60
Adynovi Powder and solvent for injection 500 IU 1
vial + 1vial (solvent 2 ml), preassembled whit
60 reconstitution device, 1 donakoH 500 1U 736,87167
100
100
Feiba 25 U/ml (500 U) 1vial 500 U powder for
solution for infusion+1 vial 20 ml water for
100 injection+1 administration set, 1 pnakon 500 U 15051,40000
15
15
200
60
60
100
50
50

Teprawa/jliew! -ynpasutesn’

736,87

752,57



00. no3. Nel, H.e. No

TexHuyecks L (pukauus
AHaTOMO- M Konnuectso Ha
TepanesTu EXAYHAPOARO JlekapcTBeHa aKTUBHOTO
YeH Kof HEMATEHTHO thopma NeKapcTBeHO
JATC-Kop/ HamMmeHoBaHue /[INN/ BELLIECTBO
B02BB01 Human fibrinogen
Powder for
B02BB01 Human fibrinogen solution for 1 g
injection/infusion
B02BD01 coagulation factor IX, 1, VIl and X in combination
Powder and
BO2BDOL Human Prothrombin solvgnt for 500 U
Complex solution for
injection
Powder and
Coagulation factor IX, I, solvent for
B02BDO1 VII and X in combination solution for 600 U
injection
B02BD02 Human coagulation factor VIII
Powder and
Human coagulation factor 500 U
Vil
W
Powder and
B02BD02 Human coagulation factor solvgnt for 500 U
VI solution for
injection
Powder and
BO2BD0? Human coagulation factor solvgnt for 500 U
VIl solution for
iniection
B02BD02 Recombinant Coagulation factor VIII (Octocog alfa,
Moroctocog alfa, Turoctocog Alfa.Simoctocog Alfa)
Powder and
B02BD02 Coagulation factor VIl solvgnt for 500 U
(Octocog alfa) solution for

injection

OkKoHuYaTe/IHa ornakoBKa

1vial powder, 1vial solvent 10 ml, 1
syringe, 1 transfer set

1 vial powder + 1vial solvent (2ml) +
reconstitution device

Kog,
H30K

BHO087

BHO088

BHO089

BH092

BHO096

BHO097

BHO099

MporHo3Ho
KOJINYeCTBO,

op.

100

15

15

15

50

200

15

MNporHosHa
CTOMHOCT 6e3

AAC

59431,67

4457,13

5348,50

3858,88

12862,92

51451,67

7669,25



10

12

13

14

15

16

17

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD03

B02BD03

B02BD04

B02BD04

Powder and

v i factor VIII solvent for
. || sou V]
m  (O.KMx.galfa) solution for
injection
Powder and
Coagulation factor VIII solvent for
. 500 9]
(Octocog alfa) solution for
injection
Powder and
Coagulation Factor VIII solvent for
. 500 U
(Turoctocog Alfa) solution for
injection
Powder and
Coagulation Factor VIII solvent for
. . 500 v
(Simoctocog Alfa) solution for
injection
Powder and
Coagulation factor VIII solvent for
- 500 U
(Moroctocog alfa) solution for
injection
Coagulation factor VIII
Coagulation factor VIII Powder and
(rurioctocog alfa pegol) solvent for 500 I
g Peg injection
‘ Powderand .
coagulation factor VIII solvent for |FI§(!‘O(RI U
(efm9roctocog alfa) solution for
. il i injection
Powder and
Coagulation factor VIII solvent for 500 U
(Damoctocog alfa pegol) solution for
injection
coagulation factor, Factor V111 inhibitor bypassing activity
Powder and
factor VIII inhibitor solvent for 25 U/ml
bypassyng activity solution for (500 V)
infusion
Coagulation factor 1X
Powder and
Coagulation factor 1X solve_rnt for 500 V]
solution for

infusion

1vial powder + 1 vial solvent (5 ml) +
reconstitution device

1vial+1 pre-filled syringe (3 ml)+ 1
vial adapter+1 venipuncture set

lvial + 1pre- filled syringe + 1vial
adapter

1vial (powder) + 1 pre-filled syringe
(solvent) + 1 vial adapter

1 pre filled syringe + 1 plunger rod +
1 sterile infusion set + 2 alcohol
swabs + 1plaster + 1gauze + 1

vented sterile cap

1vial + 1 vial (solvent 2 ml),
preassembled whit reconstitution
device

1 vial (powder)+ 1 pre-filled syringe
(solvent)

1 vial with powder + 1 pre-filled
syringe with 2.5 ml solvent + 1
syringe plunger rod + 1 vial adapter +
1 venipuncture set

1 vial 500 U powder for solution for
infusion+1 vial 20 ml water for
injection-)-1 administration set

BH100

BH103

BH104

BH105

BH106

BH108

BH112

BH130

BH116

BH118

15

100

100

80

60

60

100

100

100

15

7669,25

51128,33

51128,33

40902,67

30677,00

36843,50

61405,83

61405,83

62714,17

5071,25



18

19

20

21

22

23

24

B02BD04

B02BD04
B02BD04
B02BDO4
BO'ZBD04
B02BD04
B02BD06
B02BD06

B02BD08

B02BD08

B02BD08

Powder and
solvent for
solution for
injection/infusion
Powder and
solvent for
solution for
injection
Coagulation factor IX
Powder and
solvent for
solution for
injection

>agulation factor 1X

Coagulation factor IX

Coagulation factor IX

600 U 1

500 U 1

1vial + 1 pre-filled syringe + 1

500 U plunger rod + 1 vial adapter + 1

infusion set + 2 swabs + 2 plasters + 1

gauze

Coagulation factor IX (nonacog alfa)

Powder and

solvent for

solution for
injection

Coagulation factor 1X
(nonacog alfa)

500 U solvent 5 ml + 1injection set

Coagulation factor V111, Factor von Willebrand

Powder and
solvent for
solution for
injection
Eptacog alfa (activated)
Powder and
solvent for
solution for
injection
Powder and
solvent for
solution for
injection

Coagulation factor VIII,
Factor von Willebrand

Eptacog alfa (activated)

Eptacog alfa (activated)

500 [8] 1
2 T(gIL(J;OO 1vial + 1 syringe + 1vial adapter
5 T(%L(;SO lvial + 1 syringe + 1 vial adapter

1vial powder + 1 pre-filled syringe

BH119

BH120

BH124

BH126

BH127

BH128

BH129

200

60

60

100

50

50

6085,50

67616,67

56279,50

27857,00

39261,67

98425,00

246062,50

1095614,00





