NOrOBOP [aorosop N
a AOCTaBKa Ha NleKapCTBEHM MPOAYKTU MpU XMBOTO3acTpallasaLu KpbBOI/ISI'iCII'/IBI/I N creyLw:
onepaTtvBHU U UHBA3NBHWN MHTEPBEHLMM Ha NaLMEHTN C BPOAEHW KoarynonaTum n:z~t
no o6ulecTeeHa nopbyka ¢ ID Ne 00494-2020-0010 cY

OHedES~ My . .....2020 r,, B rp. Cohust, mexay:

YMBAN"Lapuuya MoanHa-UCYJI"EA/, cbC cejavlle 1 afpec Ha yrpasieHue
B rp. Codmsa, paioH "O6opuwe"”, yn. "bano mope" Ne 8, Ten. 9432215, thakc 9432180, EVNK
831605806, npefcTaBnsBaHoO OT npod. A-p Boiiko eoprueB Kopykos, fA.M- W3mbaHUTENEH
[AVPEKTOp, Hapmn4aHo 3a KpatkocT no-gony "Bb3J/TOXXUTEN" oT egHa cTpaHa, u

,CODPAPMA TPEVAVIHIA/L cbec cefanuile v agpec Ha ynpasneHne rp.Cotuns-1756,
yn. “vuesap CraHueB® Ne 5, Coapma busHec Taybpc, crpaga ,,A”, er. 12; Ten: 02 8133660, thakc
02 8133666, EMK 103267194; npefcTasnsBaHO OT AuMUTLP JUMUTPOB, Ype3 MbIHOMOLLHUKA -
BeHeta KoceBa C nbaHOMOWHO Ne 7985 ot pgara 09.12.2019 r., Hapu4yaHO 3a KpaTKOCT
"N3MNBJ/IHATEN" oT gpyra cTpaHa,
Ha ocHoBaHMe un. 112, an. 1 oT 3akoHa 3a 06ulecTBeHUTE NopbykK (30M1) U B M3NbHEHME Ha
PeweHne Ne -P[-03-45/29.06.2020 r. Ha W3nbaHUTEenHWA pupektop Ha YMBAJT ,Uapuua
VoaHHa-UICY/1” EAJ, 3a onpefensHe Ha W3MbAHWTEN Ha O6LLECTBEHa MOPbYKA C NpeameT ¢
»0CTaBKa Ha NeKapCTBEHW MNPOAYKTU TMpWU >XMBOTO3acTpawlaBawy KpPbBOU3NIUBU U
crnewHX onepaTtMBHM U WHBA3WUBHU UHTEPBEHUMM Ha NaumeHTW C BPOAEHMU
Koarysonatuum, komto H30K 3annawa n3BbH CTOMHOCTTA Ha OKasBaHUTe MeAULMHCKN
ycnyrn B YMBAJI”Uapuua NoaHHa-ICYJT"EAL” ce CKOUMN HACTOALLMAT [lorosop, Kato
CTpaHuTEe ce cnopasymsaxa 3a CNneaHoTo:

I. MPEAMET HA AOIOBOPA

Un. 1 (1) BDB3INOXKUTENAT Bb3nara, a W3MNBbJIHUATEIAT npuema cpewty
Bb3HarpaaeHue fa M3BbpLUBa NEPUOAUYHN [OCTAaBKM Ha NIeKapCTBEHW MPOAYKTU OT 060cobeHa
nosnumsa Ne 1 HoMeHKIaTypHU eamHnum 12, 21, 24 ot MpunoxeHue Nel ,,Cneyndukaums Kbm
[loroBopa”, M3rotBeHa Ha 6asza ,,[lpednoXkeHve 3a W3Nb/HEHME Ha nopbykata“ u ,,LleHoBo
npeanoxenune” Ha N3MbJIHUTESA, HepasgenHa vact ot [orosopa, CbrlacHO yC/noBMATa Ha
HacToswwma gorosop (,,Jorosop®) 1 M3MCKBaHMATA, NMOCOYEHN B TexHMYecKaTa cneumpukaumns Ha
BBb3/TOXKUTENA.

(2) 3a kpaTKOCT npegmeTbT Ha HacTosAwmMA [LoroBop mnocoyeH B an. 1 we ce Hapuya B
[Jorosopa ,,[JlocTaBka“.

(3) Bb3n0XXUTENAT He Ce aHraXkmpa CbC 3aKynyBaHETO Ha LAN0TO MPOrHO3HO KOIMYECTBO.

(4) Bb3noxuTenar Moxe fa 3adBy [oCTaBKaTa Ha JONbHUTENHU KOIMYECTBA /IeKapCTBEHM
NPoAyKTM OT JafleHa HOMeHKNaTypHa efuHula Haf onpefeneHoTO MPOrHO3HO KO/MYeCcTBO, HO
camo Npw ycnoBuATa Ha HaCTOALLMA AOr0BOP.

n. UEHA N HAYH HA NMNALWAHE

Un. 2.(1) Bb3JTOXXUNTENAT gvmkn Ha U3MBJIHUTEA Bb3HarpaXaeHue 3a BCAKa efHa
n3sbpieHa ot N3MNbJIHUTENA u npueta o1 Bb3/TOXKMNTEJIA [LocTaBka, CbrnacHoO eauHUYHUTE
LeHn, nocoyeHn B [MpunoxeHve Nol ,Cneumgmkaums KbMm gorosopa”. [locoyeHuTe LeHU
BK/IIOYBAT BCUYKM TakCW W ApYrv pasxoAun BbB BPb3Ka € [locTaBkarta [0 MACTOTO Ha U3Mb/HEHWE
no un. 3, an. 5;

2 3annawaHeTo Ha Bb3HarpaxzaeHneto Mo an. 1 ce M3BbpLUBA MPU KYMYNaTUBHOTO
Ha/IMyme Ha cnefHuTe JOKYMEHTU:

a) nognucaH ot CTpaHuUTe npvemMaTenHo-npefasaTefieH NpoTtokon no un. 10, an. 2 oT
Jorosopa;

6) npepoctaBeHa oT WM3MBb/IHUTEJIA ¢akTypa 3a cboTBeTHaTa [ocTaBKa, npueTta oOT
Bb3/TOXXUTEJIA.



(3) OvmkmnmoTo oT Bb3JTOXKNTE/IA Bb3HarpaxgeHve no an. 13a cboTBeTHaTa [JlocTaBka
ce 3annawa Ha V3MBJHUTENA no 6aHKoB MbT B CPOK 40 60 (LUecTheceT) AHW, CUMTAHO OT
N3Mb/IHEHWETO .

(4) MnawaHeTo ce M3BbPLUBA B OBLArAPCKM /1IEBOBE, C MMATEXHO HapexjaHe Mo cregHara
6aHKoBa cMeTKa, nocoyeHa ot N3Mb/IHATENA:

BIC: RZBBBGSF, IBAN: BG97RZBB91551064010532

(5) M3IMNBJIHNTENAT e pnbxeH fa yesesomsasa nucmeHo BB3/TOXUTEJSIA 3a BCUYKK
nocnefgawiy nNpoMeHu B flaHHWUTe 3a 6aHKoBaTa CMeTKa Mo al. 4 B CPOK OT TPWU AHW, CYMTaHO OT
MOMeHTa Ha npomsHata. B cnyvan ye W3MBbIHUTENAT He ysesomu Bb3NTOXUTESIA B 103U
CPOK 1nu nnawaHeTo e n3ebplleHo oT Bb3/TOXKUTE/IA npean nonyyasaHe Ha yBeLOM/IEHWETO,
Ce CuuTa, Ye MaLaHeTo e HaA/1eXXHO M3BBPLLEHO.

(6) EAMHMYHUTE LeHW, nocoYveHun B MpunoxkeHne Nel He noasiexar Ha U3MeHeHWe, OCBEH B
cnyyauTe, NpeaBuUAeHN B HacTOALLMA aorosop v B yn. 116 ot 30r1.

(7) ObLaTta CTOMHOCT 3a M3BBbPLLBAHE Ha JOCTaBKUTE CbhrnacHo MpunoxeHne Nel 3a cpoka
Ha [loroBopa e 285 861.83 neBa 6e3 A4C vnn 343 034.20 neBa ¢ Bk/toveH O4/1C

I11. CPOK HA IOITOBOPA. CPOK N1 MACTO HA N3IMbJIHEHNE

Un. 3(1) [loroBopbT Ce CKNKoUBA 3a CPOK OT 12 Meceua.

(2) B pamkute Ha cpoka no an. 1 U3NMbJ/IHUTEJTAT ocbluecTBABa 4OCTaBKUTE B CPOK OT
24 yaca, a npu cnewHn 3asBkn - A0 1 (eguH) 4Yac, cuMTaHO OT 4aca, MocnefBall, 4vaca Ha
nonyyasaHe Ha NMcmeHa 3anBka (,,3asBka”) ot Bb3J/IOXKNTENA.

(3) BB3NTOXXUTENAT wusnpawa 3asaskata go M3MBbAHUTENA Ha agpec, akc wau
e IEKTPOHHA MoLLa:
agpec: rp.Cotpna-1756, yn. Jvyesap CtaH4ueB™ Neo 5,

Ten: 0800 12233, dhakc: 02 8133785

e-mail: helpdeskhs@sopharmatrading.bg.

3asfBKaTa MoXe Aa 6bje 3a 4acT UM 3a LAnoTo NPOrHO3HO Konmyectso, kKato Bb3NTOXKNTENAT
He e 3af4b/KeH [a 3adBW LAN0TO MPOrHO3HO KOMMYEeCTBO MO Bpeme Ha cpoka Ha Jlorosopa. B
cnyyan, ye 3a Bb3/TOXKMNTEJIA He e Bb3HUKHaNa Heo6xoaMmMocT oT [locTaBKa, CbLUMAT MMa NpaBo
[la He 3asBABa KONNYECTBA.

(4) OorosopbT He 06Bbp3Ba BB3/TOXKUTE/IA cbC 3aAb/DKEHNETO fa HanpaBu 3asBka, a
nocnegHata e 06ycnoBeHa OT Bb3HUKBaHe Ha HeobxoAMMOCT OT [ocTaska 3a Bb3JIOXXUNTE/A. B
C/lyyall Ye YCNOBMETO MO NPEAXOAHOTO u3pedveHue He e Hamue, BH3NTOXKUTENAT He Hocum
oTroBopHocT, a IBMb/THUTEJTAT HAma npaBo Aa NpeTeHampa HeYCTOMKN U/UNK KakBUTO U [a e
610 06e3LeTeHNs 3a NPUUNHEHN BPEaMW.

(5) MAcToTo Ha u3NbAHeHWe Ha focTaBkuTe e rp. Codums, yn. ,,bano mope” Ne 8, YMBAJI
~Lapuua MoanHa-ICYN” EAL - otaen , [5onHNYHa anTeka”.

IV. MPABA N 3AABJ/IXKEHNA HA CTPAHUTE

Un. 4. Bb3J/IOXXKUTEJIAT nwma npaso:

1 pa n3anckea o1 MBMBJIHUTENA aa n3nb/iHABa B CPOK U 6€3 OTK/IOHEHWS BCAKA efjHa OT
[OCTaBKMTe, CbINacHO ycnosuaTa Ha Jlorosopa, TexHuuyeckara cneumpmkaums n MNpesioxxeHNeTo
3a M3Nb/IHEHMe Ha MopPbYKaTa,;

2. [la U3BbLpLLUBA NPOBEpPKa BbB BCEKM MOMEHT OT M3Nb/IHEHNETO Ha 3asaBKarta no Jorosopa,
OTHOCHO Ka4yecTBOTO, KO/MYecTBaTa WM TeXHWYeCKWUTe napameTpu, 6e3 € ToBa fa MNpeun Ha
penHoctTa Ha U3MNBIHUTENSA,

3. [a 3aabpKu/ycBon CbOTBETHA YacT OT [MapaHumaTa 3a U3Nb/IHeHWe Npyu HeU3Mb/IHEHNe OT
cTpaHa Ha M3MBbJ/IHNTENA Ha [orosopa 1 fa Nonyyn HeYCToWKa B pa3mepa, OnpeaeneH B pasaen
VII ot HacToawwms [lorosop;

4. pa npernefa AocTaBeHaTa CTOKa M fAa Hanpasu peknamauuy npu yctaHoBsBaHe Ha
HeKayecTBeHa/Henb/HA JlocTaBKa WM TakaBa, KOSATO He e B CbOTBeTCTBME C [MpeanoXeHneTo 3a
N3Nb/IHEHME Ha nopbyKaTta Ha N3IMTbJ/THUTE/A;

5. fa nonyuun [locTaBKaTa B CPOKa M NMpu yCnoBuATa, LOroBopeHn mexay CTpaHuTe;
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6. fa He npueme JlocTaBkata WM [a OTpasu YCTaHOBEHWTE HeLOCTaTbLM/NWMCU B MPUEMO-
npegasatesiHMsg NPoTokKon no yn. 10, an. 2, B ciyyait Ye [ocTaBKata He OTroBaps Ha U3UCKBaHMsTa
Ha TexHun4yeckara creyugpukauma u ycnoeumsara Ha T1o3u [orosop;

7. pa npekpatn JloroBopa eaHocTpaHHO Mo BuHa Ha W3MB/IHUTENA B cnyyail Ha
CbLLECTBEHO HEM3Mb/IHEHNe N0 CMUCH/A Ha uA. 17, an.2 oT cTpaHa Ha N3Mb/IHUTEJTA.

Un. 5.(1) Bb3NTOXXUTENAT e gnbxeH fa 3annawa Ha U3MbJIHUTEJIA Bb3HarpaxieHue
Npv MbAHO N KayecTBeHO M3Nb/IHEHUe Ha [locTaBKa B pa3Mep, Npu YCNOBUA U B CPOKOBE CLI/IaCHO
HacToALma Jorosop.

(2) BBINNTOXXUTENAT ce 3agb/kasa:

1 pa He pasnpocTpaHsBa MO KakBato W fJa e (hopMa BCAKA NpefocTaBeHa My OT
N3MBIHUTENA mHpopMaums, nMalla XapakTep Ha TbproBcKa TailHa v U3PUYHO YromeHaTa oT
N3MbJ/IHATEJIA kato Takasa B NpeAcTaBeHaTa OT HEro oepra.

2. Npu [oCTaBAHe Ha CToKaTta Aa A npernefa, fa nonb/HWM NpuemMaTenHo-npefaBaTenHnTe
NPOTOKOMN N MPU YCTaHOBABAHe Ha ABHW HeLOCTaTbLUW UM UMCK Aa ' 0Tpasu B NPOTOKO/A MNo
un. 10, an. 2,

3. [a ocurypu nomelleHre 3a CbXpaHeHWe crnopes CLOTBETHUTE M3UCKBAHWUA, ako MMa
TaKuBa, Ha JOCTABEHOTO KO/IMYECTBO CTOKMU.

Un. 6. USMBNHUTENAT mnma npaso:

1 pa nonyyn yroBOPeHOTO Bb3HArpaXkKaeHue npu ycnosuaTa U B CPOKOBETE, MOCOYEHWN B
HacTosLuna Jorosop.

2. pa ucka ot BDBINTOXKUTENA Heob6X0AMMOTO CbAENCTBME 32 OCBLUECTBABAHE Ha
[JoctaBkarta no [Jorosopa v npvemMaHeTo I, KOrato € U3nb/IHeHa Cbr1aCHO M3MCKBaHMATA Mo Y7,
T1uT 2

Un. 7. NAMBbNHUTENAT e AnbXeH:

1 f[a u3NbiHW BCAKa efjHa OT [O0CTaBKUTe KayeCTBEHO, B CbLOTBETCTBME C HaCTOALLMA
Jorosop;

2. [a U3Nb/IHM BCAKA efjHa OT [OCTaBKUTE C OCTaTbyeH CPOK Ha FOHOCT Ha JIeKapCTBEHUS
MPOAYKT He Mo-ManbK OT 25 % OT 065BEHNA OT MPOM3BOAMTENSA CPOK KbM AaTaTta Ha LOCTaBKUTE;

3. B cnydauTe no un. 4, 7. 6 3MbJIHATENAT ca 3agb/kasa Aa 3aMeHW 3a CBOA CMeTKa
JocTtaBkara ¢ gpyra, OTroBapslia Ha M3WCKBaHMATa NO T. 1 B CPoK fo 12 (gBaHajeceT) uaca,
CYMTaHO OT Yyaca, NOCOYEH B MPOTOKONA 3a HeKayecTBeHaTa/Henb/1Ha JlocTaBka.

4. B cnyyar, ye WV3MBHUTENAT He gocTaBM B CpokKa MO T. 3 3aMEHEHWUTE CTOKW,
BB3NTOXKUNTENAT Haumcnsasa HeycTolika Ha 3MB/IHUTENA no un. 11, an.l, KoATo ce yabpxka
OT cnefBalnte nnawadma KoM 3nuaHuTens unm ot MapaHumaTa 3a U3nb/iHeHue,

5. B cnyvait, ye M3MNBHNTENIAT foctaBu CTOKW, KOMTO He OTroBapsAT Ha M3NCKBaHUATA
no 1. 2, Bb3NNOXXUTENAT Haumcnsaea HeycTolikKa Ha N3MBb/IHUTEJTA no un. 11, an. 2, KosiTo ce
yabpXKa oT cneAgalliuTe nnawaHma KbM M3nbaHuTeNns nnm ot apaHumnaTa 3a U3nbiHeHNe,

6. 4a CbXpaHsABa M TpaHcnopTupa JocTaBKara 40 MACTOTO Ha U3Mb/IHEHWE NMPW Cnas3BaHe Ha
NOCOYEHMA OT NPOU3BOAUTENSA TEMMNEPATYPEH PEXUM U APYTr YCNOBUSA 38 CbXPaHeH e;

7. [Ja He M3Mon3Ba Wan pasnpocTpaHsasa MHgopmaumsa 3a Bb3JIOXKNTENA, ctaHana my
N3BECTHA NPU U3MbJIHEHME HA 3a4b/DKeHUATa My Mo HacToAlwma [orosop.

Un. 8. USMNBJTHUTENAT ce 3aab/mkasa fa NPOAL/IKA U3NbAHEHMETO Ha [locTaBkata U B
CNyyali Ha 3abaBsiHe Ha nnawaHe oT ctpaHa Ha Bb3/TOXKNTENA nopaay 06eKTUBHU NPUUMHN.

V. TAPAHUWMA 3A N3MbJIHEHUVE

Un9. (1) Mpu cknouBaHe Ha [fAorosopa W3IMB/IHUTENAT npeacTtaBs [MapaHums 3a
n3nbaHeHWe Ha JMJorosopa (,[apaHumsa 3a u3nNbAHEHWe™) B pa3Mep Ha 2 858.62 neBa,
npeactaBnssawyn 1% (eguH NPOLEHT) OT HerosaTa o6Wa CTOMHOCT Mo un. 2. an.7, 6e3 AAC.
MapaHumaATa 3a M3Nb/IHEHVE Ce NPeACcTaBs B eAHa OT ciefHuTe opmu:

a) NapnyHa cyma, BHeceHa no nocoyeHa ot Bb3/TOXKMNTE/IA 6aHKOBa CMETKa,;

6) 6e3ycnoBHa HeOTMeHsieMa 6aHKOBa rapaHums; unm

B) 3aCTpaxoBKa, KOSITO 06e3rnevyaBa M3Mb/HEHMETO 4pe3 MOKPUTME Ha OTrOBOPHOCTTA Ha
N3MBbJTHATENSA.



(2) MapaHumAaTa 3a U3MbIHEHVE CNefBa fia e CbC CPOK Ha Ba/IMAHOCT OT JaTarta Ha B/iM3aHe B
cuna Ha [lorosopa Ao Hari-manko 30 /TpugeceT/ AHW cnep U3TUYaHeTO Ha cpoka no un. 3, an. 1.

(3) MapaHumATa 3a U3NbHEHNE Ce YCBOABA U3LAN0 MM YacTU4HO OT BB3JTIOXKUTENA B
C/yyail Ha HeM3Mb/IHEHWE Ha 3aab/mkeHusiTa Ha M3MBb/IHUTEJIA 3a yacTTa, CbOTBETCTBALLA Ha
Hen3nb/IHeHNeTo. BB3JTIOXKUTEJTAT Mma npaso fa ycBou MapaHumaTa 3a MU3nb/iHeHWe, 6e3 ToBa
[ia ro nmwasa oT NMpaBoToO Aa TbpcUu 06e3LLeTeHVe 3a BpeaW, HaaBuLLaBaLLM NnonyyeHata cyma no
["apaHunATa 3a U3Nb/IHEHNME.

(4) Mpu nunca Ha Bb3pPaKEHUA/MPETEHUUN BbB BPb3Ka C M3Nb/HEHWETO Ha [lorosopa oT
cTpaHa Ha BB3JTOXXUTENA, Toin ocBoboxaaBa MapaHumsATa 3a U3nb/HeHWe (BpbLia napuyHarta
cyma/opurvHana Ha usfafeHata 6aHKOBa rapaHuums/3acTpaxoBka) B Cpok OT 30 AHW cnef
NMPUKIOYBAHE Ha M3Mb/IHEHUETO WM U3TUYaHe Cpoka Ha Jlorosopa, 6e3 Aa Ab/KU NIMXBU 3a
nepuoja, npes KomTo apaHumsaTa 3a WU3MbJIHEHWE e MpPecTosna npu Hero (B clyyaih Ye e nog,
(hopmaTa Ha napuyHa cyma).

(5) Pa3xoauTe no oTKpvBaHe, NoAAbpPXKaHe, NOAHOBABaHe M 06C/y)XBaHe Ha ["apaHUuATa 3a
N3Nb/IHEHME ca 3a cmeTKa Ha U3Mb/THUTENA.

(6) MapaHuwmATa 3a N3NMbHEHME He ce 0cBObOXKAaBa 0T Bb3/TOXKNTE/IA, ako B npoueca Ha
M3Nb/IHEHME Ha [0roBopa € Bb3HMKHaN CMOp MeXay CTpPaHUTe OTHOCHO HeW3Mb/IHEHWE Ha
3aabmkeHuaTa Ha 3MbJIHUTEIA 1 BbNPOCHT € OTHECEH 3a peLlaBaHe npef cba. Mpu peluasaHe
Ha criopa B nonsa Ha Bb3J/IOXXWUTE/A, Toin MOXe [Aa NPUCTHNM KbM YCBOSIBAHE Ha rapaHuUmMsTa 3a
N3MbIHEHNE.

VI. MPEAABAHE U NMPNEMAHE 3A N3MbJ/IHEHWETO

Un. 10.(1) MpuremaHeTo Ha pgocTtaBkata oT Bb3JTOXXUTENA ce n3BbpLuBa Ype3 HavanHunk
otaen ,bonHuyHa anteka” wAM HeroB 3aMecTHUK. 3a BB3IJIOXKUTENA npuemartenHo-
npefasaTeIHAAT NPOTOKO/ Ce NOANUCBA OT IMLETO NpMemMalLlo foctaskata, a 3a 3MNbJ/IHUTE/A

OT OMNpefeneHo 0T HEro NNLE.

(2) MpuemaHeTo Ha [focTaBka MO 3asBKa Ce Y[OCTOBepsBa C MOAMNUCBaHe OT
npegctaBuTenuTe No anl Ha [ABYCTpaHeH MpuematefiHo-npefaBaTesieH NPOTOKO/, B KOWTO ce
OTpasfBa fatara M yaca Ha foctaBkara, Buga MU 6pos Ha [OCTaBAHUTE NeKapCTBEHW MPOAYKTU,
CPOKbLT Ha rofHOCT, KakTO M npuapykasaliute rv AoKyMeHTU. [locTaBKaTa ce cuuTa npueta ot
BB3/TOXKNTENA camo ako CbWMAT € nognucan npuemaTtenHo-npeaaBaTeniHAs MpoTokon 6e3
Bb3paXKeHus (MocoyBaHe Ha HefoCTaTbUW/IMNCU Ha CTOKM WU LOKYMEHTW, KOUTO Cnefsa Aa v
npuapyxasar).

VIl. HEYCTOWKMU

Un. 11. (1) B cnyuvait, ue NMBJIHATENAT He u3nbaHM 3asiBKa B Cpoka no un. 3, an. 2,
nAKn No un.7, 7. 4, 1ol 4bmkn Ha BB3/TOXXNTENA HeycToiika B pasmep Ha 0,25 % (Hyna usno u
ABafieceT 1 NeT CTOTHM MPOLIEHTA) OT CTOMHOCTTAa Ha HemM3Mb/IHEHATa 3afBKa 3a BCEKWN MPOCPOoYeH
yac, Ho He noseye OT 10 % (feceT NPOLEHTA) OT CTOMHOCTTA HA HEM3Mb/IHEHATa YacT OT 3asiBKarta.

(2) B cnyuain, ye UN3MBbJIHUATENAT um3nbiHM 3asBKa C AOCTaBKa Ha /NeKapCTBEeHU
NPOAYKTN C MO-KPaTbK CPOK Ha FOAHOCT OT nocoyeHusa B un. 7, T. 2, UM BJIHUTENAT gbmku
HeyCTOWKa. PasmMepbT Ha HEYCTOMKaTa e KakTo Criefsa:

- 0T 24,99 % no ot 15,00 % - 0,1 % BbPXY CTOMHOCTTA Ha [1OCTaBKaTa;
- 0T 14,99 % no 10,00 % - 0,3 % BbpXYy CTOMHOCTTA Ha fOCTaBKaTa.

Un. 12. MsnnawaHeTo/yabp)KaHeTO Ha HeycToWkM He nunwasa BB3NNOXUTENA ot
NnpaBoTO fa TbPCU peasiHO U3MbJIHEHMe W 06e3leTeHne 3a MPeTbPNeHnTe BPean, HaaXBbp/sLLM
pasmMepa Ha HeycToinKara.

Un. 13. (1) MNpu npekpatssaHe Ha [oroesopa mnopagu OTKa3 OT [OCTaBKa Ha /IeKapCTBeH
npogykt, NANbAHUTENAT gbmkm Ha Bb3NTOXKUNTENA HeycToiKa B pasmep Ha 20% (gBagecet
NpoLeHTa) OT CTOMHOCTTA Ha 3adBeHaTa, HO HeM3nb/IHeHa [OCTaBKa.

(2) Bb3noxXUTeNnaT yabpxKa Ab/MHKMMUTE CYyMU 3a HEYCTOMKa MbpBO OT CriefBalmTe nialiaHus
KbM M3nbiHUTENSA, a Cnef, TOBa OT rapaHumaTa 3a U3mnb/iHeHWe Ha J0roBopa.

(3) B cnyvante no an. 2, Korato Bb3foXXUTENAT e yabpXKan HeycTolkaTta 0T CTOMHOCTTa Ha
rapaHumaTa 3a nsnb/HeHne, VI3NbAHUTENAT e ATbXEH B 5-HeBeH CPOK OT YBeLOMABAHEeTO My 3a



yCBOAIBAHe Ha YaCT OT rapaHuuATa, fa [AONbL/HW rapaHumaTa 3a W3Nb/AHEHWe [0 pasmepa,
onpepeneH B un. 9, an. 1 oT forosopa 1 Aa NpeacTasn Ha Bb3NoXUTENA CbOTBETHUS JOKYMEHT.

Un. 14. Mpun HemsnbAHeHWE Ha 3a4b/DKEHMETO cu no un.2, an.3, Bb3JIOXXUTENAT gumxku
Ha N3MBb/IHUTENA HeycTolika B pasmep Ha 0.1% (Hyna usno v eauMH Ha cTo) OT LleHaTta Ha
13BbPLUEHATa [OCTaBKa 3a BCeKM fieH 3abaBa, HO He rnoBeye OT 5 % (neT Ha CT0) OT CTOMHOCTTa Ha
[loCTaBKara.

VIIl. HEMNPEABNAEHW OBCTOATEJICTBA

Un. 15. (1) CtpaHute no [orosopa He Ab/KaT O6E3LIETEHME 3a MPETbPMeHW Bpeau U
3aryou, B cnyydai Ye nocnefHUTE ca NPUUYMHEHN OT HENPEOOIMMA CMa Mo cM1cbia Ha yn. 306 oT
TbpProBCKNA 3aKOH.

(2) B cnyyaii ye CtpaHarta, KOSITO e c/iefBasio fa U3Mb/IHU CBOE 3afb/hKeHre no [orosopa, e
6una B 3a6aBa KbM MOMEHTA Ha HACTbNBaHe Ha HenpeooMMara cuna, T4 He MOXe Ja ce No3oBaBa
Ha HenpeoaoMma cuna.

(3) CrpaHaTa, 3acerHata OT Henpeojo/MMa cwnia, e A/bXKHa fa npeanpueMe BCUYKM
[IleNCTBUA C rpuxKaTa Ha 406pus ThbProeel, 3a Ja HaManu A0 MUHUMYM MOHECEHUTE Bpean 1 3aryom,
KakTo M fAa yBeaoMu nucMeHo papyrata CTpaHa B TPUAHEBEH CPOK OT HaCTbMBAHETO Ha
Henpeogonumara cuna. pu HeyBefoOMsABaHe Ce Ab/DKM 06e3WeTeHne 3a HaCTbMWUAUTE OT TOBa
Bpeaw.

(4) [dokato Tpae HenpeogonumaTta cunia, U3Nb/JIHEHNETO Ha 3a4b/DKEHMATA U Ha CBbP3aHUTE
C TAX HACPeLHN 3a4b/HKEeHNA ce crnmpa.

IX. BbSMO>XXHOCTW 3A USMEHEHWVE HA O OBOPA

Un. 16. (1) CovrnacHo un. 116, an.l, T. 1 ot 30I1 ce npeam>xaaT CnegHNTe Bb3MOXHOCTN 3a
N3MEeHeHne Ha [0roBopa:
1 B cnyvaii, ye cnef M3TUYaHe CpPoKa Ha [0roBopa He e u3yepnaHa CTOMHOCTTa MY, TO CbLUMAT
MOXe fa 6bAe YAb/DKEH 10 1U3pa3xoaBaHe Ha NpefBMAeHaTa B HEro cyma, HO He noseye OT 6 (LUecT)
meceLa;
2. Bb3noxXuntenar moxe Aa 3asaBU JOCTaBKaTa Ha No-rosnemu KoinmyecTsa 1eKapcTBeH NpoayKTu ot
eflHa UM NOBeYE HOMEHKNATYPHU eAMHNLM, HO CaMO B PaMKMTE Ha CTOMHOCTTA Ha 10roBopa;
3. OwbepmpaHaTta LeHa 3a OMakoBKa Ha NeKapCTBEHUA NPOAYKT € (hMKCUpaHa 1 He MOANEXWN Ha
NpoMsiHa 3a CPOKa Ha AeWCTBMe Ha AoroBopa. Mo M3KIKYeHWe [0roBopeHaTta LieHa MOXKe Aa ce
N3MeHs BbB BpPb3Ka C MPOMeHN B Hapeabata 3a ycnosusTa, npasuiata 1 peaa 3a perynupaHe u
perucTpvpaHe Ha LeHuTe Ha fiekapcTBeHuTe npodyktn ot 30.04.2013r. /u3m. n pgon. 6p. 62 ot
6.08.2019 r., gon., 6p. 19 ot 6.03.2020 r./, NpaBeLyy HEBL3MOXXHO U3Mb/IHEHWETO Ha 4OroBoOpa npu
[lOrOBOPEHUTE YC/0BUS;
4. B cnyyaid, 4ye B CpOKa Ha AOroBopa AbpXKaBHO perynupaHaTa LeHa B punoxeHune Ne 2 Ha
MO3NTUBHMA NEKapPCTBEH CMUCBK CTaHe Mo-HUCKa OT A0orosopeHaTa, WI3MbAHUTENAT e ANbXKeH
CBOEBPEMEHHO fa NMPOMEeHN LieHaTa, Ha KOATO [0CTaBs 1eKapCTBEHUTE NPOAYKTU, B CbOTBETCTBME
C onpefeneHata UeHa B [103UTUBHUA NEKapCTBEH CMUCHLK, CYMTAHO OT faTaTa Ha npomsaHa. B
C/yyaid, ye He yBeOMU Bb3noxurtens nnMCMeHo B 5-AHEBEH CPOK 3a NPOMsSHaTa M He MPOMEHM
LeHaTta, Bb3noXXnUTenaT Lie 3annallia JoCTaBaAHUTEe IEKAPCTBEHN NPOAYKTU MO NPOMEHEHATA LieHa,
CUMTAHO OT faTaTa Ha CboTBeTHaTa AKTyasm3aums Ha MNo3snT1BHNA NEKAPCTBEH CMMCHK;
5. B cnyuald, 4e B cpoka Ha forosopa OT cTpaHa Ha H3OK 6bAaT foroBopeHa no-HUCKa LieHa oT
obepupaHata, Bb3noxutenar e 3annawa 6e3ycnoBHO LOCTaBAHUTE NEKAPCTBEHW MPOAYKTU Ha
Mo-HUCKaTa LieHa, CYMTaHOo OT Jarara Ha CbOTBETHaTa NpoMsHa.

(2) CovrnacHo un. 116, an.1l, 1. 4 ot 30l OoroBopbT 3a Bb3naraHe Ha 06LleCTBeHaTa
nopbyka MoXe fa Obfe M3MeHeH, Korato VI3MbAHUTENAT OTKaXe Aa WM3MNb/HABA [0rosopa Wi
[OroBopbT Obfe MpekpaTeH MO BWHA Ha W3MbLAHUTENS. Bb3NOXUTENAT MOXe [a 3aMeHu
M3MbAHUTENA Ha 0OLLIeCTBEHATa MOPbYKA C YYaCTHMKA, KnacupaH Ha BTOPO MSACTO B npoLeaypara,
KaTo noAnuvile AOMbJHUTENHO Cropa3yMeHMe C HEro KbM A0roBopa 3a 06LecTBeHa nopbyka npu
yCNnoBuATa, onpeaeneHn B TeXHNYecKoTo 1 LIeHOBOTO My Mpea/ioxXeHus.



X. TIPEKPATABAHE HA 4O OBOPA

Un. 17. (1) Hactosawwmat [oroeop ce npekparssa:

1 c n3TuyaHe Ha cpoka no un. 3, an. 1;

2. M0 B3aMMHO cbrniacue mexxay CtpaHuTe, M3pas3eHo B MMCMeHa popma;

3. 0T Bw3noxutens npu ycnosusta Ha 4. 118 oT 3akoHa 3a 06LLeCTBEHNUTE MOPbUKU.

(2) BB3NNOXUTENAT moxe fga npekpatu [orosopa 6e3 npeau3BecTve B C/y4vail Ha
CbLLECTBEHO Heu3nb/HeHVE Ha 3aAb/ikeHusaTa oT cTpaHa Ha U3IMbJ/IHUTEJIA. 3a ,,cbliecTeeHo
HeunsNb/IHEHME™ Ce CUMTa BCEKU efIMH OT CNefJHUTe Cryyau:

1 N3MBNHUTENAT 3abasu gBa WM noBeye MbTWM CPOKa 3a AocTaBka Mo Jlorosopa C
roBeye OT 48 (4eTMPUAECET N OCEM) Yaca,;

2. BMBJIHUTENAT pBa unn noeevye MbTW He OTCTPaHW B Cpoka nmo uyn. 7, T. 3
KOHCTaTMpaHu HefocTaTbuu/nmncy;

3. NUBMBTHUTENAT ABa unm noseve NbTU HE M3Mb/IHM TOYHO HAKOE OT 3afb/DKeHUATa cu
no [lorosopa,

4. NAMBbNHUTENAT 6bae 065BeH B HECHCTOATENHOCT WKW KOraTo € B MPOM3BOACTBO MO
HeCHLCTOATE/THOCT MW NIUKBUAALINS,

XI. OBPABOTBAHE HA JAHHW, CBI' JTACHO AEPUHUVUNATA MO Y/l 28 HA
PEFNAMEHT (EC) 2016/679 HA EBPOMEVNCKUA MAPTAMEHT U HA CBHBETA OT 27
AIMPIM 2016 TOONHA(PEITTAMEHTA), OTHOCHO 3ALLUNTATA HA
PNSINYECKUNTE JIMILUA BBbB BPBb3KA C OBPABOTBAHETO HA JINMYHW AAHHN

Un. 18. (1) HacToAawmAT pas3gen nma 3a uen ga perynvpa ainyHuTe npasa v 3agb/HKeHns Ha
CTpaHuTe, BbB BPb3Ka € AaHHU U MH(opMaLMs, OnpefesieHa KaTto NoBepuTesiHa, KOUTO ca CTaHaun
N3BECTHM MO BPEME Ha U3BbPLLIBAHE Ha IEMHOCTUTE, OMWUCaHM B HacToALWMA [orosop.

(2) 3a uenute Ha [oroeopa Te3n AaHHW N UH(OPMALMA Le Ce CUMTAT 3a NMOBEPUTESTHU U
CtpaHunTe ce 3afb/KasaTt fa He NPefoCTaBAT Ha TPeTu CTpaHu U Nnua, NNYHUTE LaHHW, npeaMeT
Ha [orosopa, WM NNYHM JaHHW M UH(OPMAaUMA, CTaHa/IM MM WM3BECTHU NPU U3Mb/HEHWE Ha
[loroeopa.

(€)) [MoBepUTENHMS XapaKTep Ha rOPenocoYeHNTe AaHHN U MHGopMaumsa e Tpsabsa ga 6bae
N3PUYHO [ieKnapupaH, ¢ NOANUCUTE Ha NPeACTaBUTENINTE Ha CTPAHUTE.

Un. 19. CtpaHuTe ce aHraxupar fa npuemar BCUYKM MEPKM 3a CUIYPHOCT, KOUTO ca
HeobXo4MMM 3a 3aliMTa Ha [JaHHUTE W MHGopmauusaTa OT MOBepuUTeNieH Xapaktep U fa ce
rapaHTupa, Ye TAXHarta NnoBepUTE/THOCT NO HMKaKbB HauMH He e HapyLLeHa.

Un. 20. CTpaHuTe, NOANMUCBaNKN HacToALmMS [loroBop AeKnapupar, ye Le M3Mnon3BaT caMmo
06paboTBaLLM IMYHM [AaHHWU, KaKTO U Ye ca Mpeanpuieny LOCTaTbYHU NOAXOAALLM TEXHUYECKU U
OpraHn3aunoHHN MepPKM MO TaKbB HauMH, Ye 06pabOTBaHETO fa MpPOTMYa B CHLOTBETCTBME C
N3NCKBaHUATA Ha PernameHTa ¥ No TO3M HauYMH OCUTYpsBaT 3aliMTa Ha npaBaTta Ha Cy6eKkTuTe Ha
[laHHW.

Un. 21. CTpaHuTe BbBEXAAT MOAXOAALLM TEXHMYECKN U OpraHM3alMOHHN MepKu, 3a da ce
rapaHTupart, 4e no nogpasdupaHe ce 06paboTBaT CaMO /IMYHW [aHHW, KOUTO ca HeobXxoAuMMM 3a
BCSIKA KOHKpeTHa Lien Ha obpaboTBaHeTo. ToBa 3afb/DKEHME Ce OTHacsa A0 obema Ha CchOpaHuTe
NMYHW JaHHW, CTeneHTa Ha 06paboTBaHETO, Nepuoja Ha CbXpaHABaHETO UM U TAXHATa LOCTbIHOCT.

Un. 22. TpeTupaHeTO Ha BCUYKM /INYHM [aHHW TpsibBa Aa OTroBaps Ha CbOTBETHOTO
HaLMOHa/THO 3aKOHOAATENICTBO Ha Y4YacTHULMTE, NO-CrnelmaiHO BbB BPb3Ka CbC 3aKoHa 3a 3alimTa
Ha INYHNTE JaHHM M Ha PernameHTa.

Un. 23. CtpaHnTe 06paboTBAaLLM TMYHM JaHHWU UMaT BbBEAEHW BbTPELLUHM NpaBunia 0THOCHO
06paboTKaTa M CUrypHOCTTa Ha IMYHUTE AaHHW U rapaHTUpaTt, Yye 06paboTEHUTE NIMYHM AaHHK ca
[LOCTBIMHM CamMO 3a HaA/1eXKHO YMb/THOMOLLEHW CNYXXUTENN.

Un. 24. JInyHUTe JaHHK, KOUTO ca CTaHaIn M3BECTHM MO cunata Ha HactoAwmsa Jlorosop
WX NO BPEME Ha M3MbJHEHMETO My, ca NpeaMeT Ha 06paboTBaHe OT CTpPaHWUTE 3a MOCTUraHe Ha
LennTe 1 NpefMeTa Ha loroBopa, ce 06paboTsaT 3a CPOK He Mo-Ab/bl OT CPOKa Ha oroBopa.

XIl. SAK/TKOUUNTESTHN PA3IMOPELBI
Un. 25. (1) HacTtoAwmaTt Jorosop Moxe fa 6bae U3MEHSH C MUCMEHO AONb/IHUTENHO



crnopasymMeHve KakTo c npefsugeHute B Pasgen 1X. Bb3MOXHOCTM 3a M3MEHEHMe Ha [0roeopa,
Taka v npuv ycnosmsTa Ha un. 116 oT 3akoHa 3a 06LLECTBEHNTE MOPBYUKM.

(2) Huto egHa OT cTpaHWTe HAMAa MpaBO Aa MNPEXBbp/A MpasBata W 3a4b/KEHUATA,
npousTUYaLLM OT TO3M AOroBOp, Ha TpeTa CTpaHa, OCBEH B C/lyyauTe, nocoyeHu B 30T1.

Un. 26. (1) Benuku cbobLleHuns, Npeans3BecTns U HapeXaaHUs, CBbP3aHN C U3Mb/HEHWETO
Ha 1031 Jlorosop n pasmeHaHN Mexay Bb3J/IOXKUTENA n U3MNbJ/IHWTEJA ca BanugHW, Korato
ca u3npateHu Mo nowyara ¢ obpaTHa pasnucka, Nno (akc, eNeKTPOHHa nowa unn npegageHy upes
Kypuep cpeLly noAnunc Ha npuematara cTpaHa.

(2) 3a gaTarta Ha CbOOLLIEHNETO Ce cmATa:

1. paTarta Ha npefaBaHeTO - NP NpefaBaHe Ha pbka Ha CbOOLLEHWNETO;

2. flaTaTa Ha NpuemMaHeTo - Npu u3npatiaHe rno gaxc;

3. jaTaTa Ha NoCTbMNBAHETO B e/IEKTPOHHATA NoLLa - NpK n3npatiaHe no UMein.

(3) 3a BawmaHM afpecn 3a npvemMaHe Ha CbOOLLEHMSs, CBbP3aHW C W3Mb/IHEHMETO Ha
[lorosopa v npefaeaHe Ha JOKYMEHTU, Ce CMATAT:

1 3a Bb3/TOXKUTENA: rp. Codusa, yn. ,,bsno mope” Ne 8, otaen ,,bonHnyHa anteka”, Ten
02 9432429, hakc 02 9432117, e-mail: apteka@isul.eu

2. 3a M3NBbNHUTENA: 3a UN3MBJHUTENA: agpec: rp.Cousa-1756, yn. “JTbuesap
CraHueB” Ne 5, Ten: 0800 12233, chakc: 02 8133785, e-mail: office@sopharmatrading.bg

Un. 27. B cnyyail Ha npeobpasyBaHe, BAMBaHe UM cnmBaHe Ha BB3NTOXXKUNTENA wnn
N3MNBAHUTENA, topuanMyecknte nuua, TeXHU NpaBOMpPUEMHULM, Cca 00Bbp3aHM CbC
3a/lb/PKEHMATA MO TO3M AOroBop Npu cnassaHe UsncksaHmATa Ha 30r1.

Un. 28. Bcuuknm cnopose no To3n [lOroBop Le Ce ypexkaaT ype3 Nperosopu Mexay
CTpaHunTe, a Npu HenocTuUraHe Ha cbrnacue - Lie ce 0THaCAT 3a peLlaBaHe 0T KOMMETEHTHUA Cbl, B
Peny6nvka bvnrapus.

Un. 29. 3a BCUYKM HeypedeHn B TO3M [OroBop BbNPOCK Ce Mnpuiarat pasnopenouvte Ha
[leNCTBALLIOTO 6bArapCcKo 3aKOHOAATENCTBO.

Un. 30. HepasgenHa yacTt OT HacToALwmA [Jorosop ca:

1 TpunoxeHue Ne 1- ,,Cneundukaumsa KbMm forosopa”

2. “lNpepnoXeHue 3a U3Nb/IHEHME Ha NMNOpbYKaTa”;

3. “LleHoBO npefnoxkeHue”.

4. TexHu4Yecka cneumpukaums

HacToswmar [loroBop ce CKIOYM B [ABa €AHOOOpasHM eK3emnispa - eavH 3a
3anuyeHa 3anmueHa nHpopMaIHs
nHpopManus

Sannuena nHdopmaus
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AHaToMO-
TepanesT
NYeH Kop
IATC-
Kog/

B02BD02

B02BD02

B02BD04

B02BD04

B02BD08

B02BD08

MpunoxeHve Ne 1 ,,Cneumgpmkams KoM LOrosopa’

KonnyecTBo
Me HapogHo Ha
PKAYHAPOR JlekapcTBeH
HenaTeHTHO aKTMBHOTO
a (hopma
HavmeHoBaHMe ANN/ NeKapCcTBEHO
BELLIeCTBO

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

Powder and
Coagulation factor VI1II solvent for 500 ]
(Moroctocog alfa) solution for
injection

Coagulation factor IX (nonacog alfa)

Powder and

solvent for

solution for
injection

Coagulation factor IX

(nonacog alfa) 500 W

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

5mg
(250
KLL)

Eptacog alfa (activated)

OKoHuaTeMHa

OornaxKoBKa

1 pre filled
syringe + 1

plunger rod + 1
sterile infusion
set + 2 alcohol

swabs + 1

plaster + 1 gauze

+ 1vented
sterile cap

1 vial powder +

1 pre-filled

syringe solvent 5
ml + 1 injection

set

lvial +1

syringe + 1vial

adapter

IMporH
03HO
Konny
eCTBO,

op.

60

60

50

Tbproecko
HanMeHOBaHWE,
KonnyecTtBo Ha

aKTUBHOTO

NeKapCcTBeHO

BELLEeCTBO U

npeasiaraHa ornakoBKa

Pedhakto AF 500 LLI
npax + p-n cnpuHL X 1

BeHethmke . 500 LU x
1

HoBoceBbH 5 Mr
3apefieHa CrpuHLU0BKa X
1

eAVHUYH
avleHac

Jilile

596,40

542,12

5494,46

o6LLa LUeHa o6bula LeHa

6e3 4AC cgac
29820,00  35784,00
27106,00  32527,20

228935,83 274723,00

285861,83 343034,20



Cochapma TpeiiguHr" AL,

MpennoXkeHve 3a U3Nb/IHEHWE Ha NMopbyKaTta Mpunoxenne Ne 1
Konunuectso
AHaTOMO- |_|pOFH03H0 T'prOBCKO HavmeHoBaHWe, Konnmyectso Ha
TepaneBTUYEH MeXyHapofHo HeraTeHTHo JlekapcTeeHa (opvia Ha BKTVIBHOTO - OKOHaTerHa Ko H3OK' Konmn4ecTBo, aKTMBHOTO J1IeKapCTBEHO BELLIECTBO U
Ko /ATC-Kopy/ HamveHoBaHve /INN/ JIEKapCTBEHO OrMaKoBKa OA & ' P L
Wil BELLECTBO . npegnaraHa ornakoBKa
2 3 4 5 6 7 8 9 10
B02BB0O1 Human fibrinogen
Powder for solution for
B02BBO1 Human fibrinogen injection/infusion 1 9 1 BHO87 100
B02BDO1 coagulation factor IX, I, VIl and X in combination
Powder and solvent for
B02BDO1 Human Prothrombin Complex solution for injection 500 U 1 BHO088 15
Coagulation factor IX, II, VIl and X in Powder and solvent for
B02BDO1 combination solution for injection 600 U 1 BH089 15
B02BD02 Human coagulation factor VI
Powder and solvent for
B02BD02 Human coagulation factor Vill solution for injection/infusion 500 U 1 BH092 15
Powder and solvent for
B02BD02 Human coagulation factor ViII solution for injection 500 U 1 BHO096 50
1 vial ponder, 1 vial
solvent 10 m, 1
Powder and solvent for syringe, 1 transfer
B02BD02 Human coagulation factor Vill solution for injection 500 U set BHO097 200
B02BD02 Recombinant Coagulation factor VIl (Octocog alfa, Moroctocog alfa, Turoctocog Alfa.Simoctocog Alfa)
Lvial powder +1 vial
Powder and solvent for solvent (2ml) +
B02BD02 Coagulation factor VIII (Octocog alfa) solution for injection 500 IU  reconstitution device ~ BH099 15
1 vial powder + 1 vial
Powder and solvent for solvent (5 ) +
B02BD02 Coagulation factor VIl (Octocog alfa) solution for injection 500 IU  reconstitution device  BHi00 15
1vial+1 prefilled
syringe (3 mi)+ 1 vial
Powder and solvent for adapter+1
B02BD02 Coagulation factor VIl (Octocog alfa) solution for injection 500 0] venipuncture set BH103 100

e/l

Oa ‘020 T. BeHeTa Kocea, Mb/IHOMOLLHYK..



10

1

12

13

14

15

16

17

18

19

20

B02BDO02

B02BDO02

B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BD02

B02BDO3

B02BDO03

B02BD0O4

B02BD04

B02BD04

B02BD04

B02BD04

B02BD0O4

B02BD0O4

Coagulation Factor VIII (Turoctocog
Alfa)

Coagulation Factor VI (Simoctocog
Alfa)

Coagulation factor VIII (Moroctocog
alfa)

Coagulation factor VIl
Coagulation factor VIII (rurioctocog
alfa pegol)

coagulation factor VIII (efmoroctocog
alfa)

Coagulation factor VIII (Damoctocog
alfa pegol)

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

Powder and solvent for
injection

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

coagulation factor, Factor VIII inhibitor bypassing activity

factor VIl inhibitor bypassyng activity

Coagulation factor IX

Coagulation factor IX
Coagulation factor IX

Coagulation factor IX

Coagulation factor IX

Coagulation factor IX

Coagulation factor IX (nonacog alfa)

Jara: 17.06.2020 .

Powder and solvent for
solution for infusion

Powder and solvent for
solution for infusion

Powder and solvent for
solution for injection/infusion

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

500

500

500

500

500

500

25 U/ml
(500 U)

500

600

500

500

Codhapma Tpeiguur" AL,

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

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

adapter
1 plunger rod + 1
sterile infusion set +
2 alcohol swabs + 1
plaster + 1 gauze +

1vial + 1vial
(solvent 2 n),
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
+ 1vial adapter + 1
venipuncture set

1 vial 500 U powder
for solution for
infusion+1 vial 20 m
water for injection+1
administration set

lvial + 1 prefilled
syringe + 1 plunger
rod + 1 vial adapter
+ 1infusion set + 2
swabs + 2 plasters +
1gauze

BH104

BH105

BH106

BH108

BH112

BH130

BH116

BH118

BH119

BH120

BH124

100

80

60 PE®AKTO AF 500 W npax+p-n cnpuHy x|

60

100

100

100

15
15

200

60

/var.-hapm. BeHeTta K

HOBOEWT ¢n. 500 IU x 1

Nb/IHOMOLLHNK



21

22

23

24

B02BD04

B02BD06

B02BD06

B02BD08

B02BDO08

B02BDO08

Coagulation factor IX (nonacog alfa)

Powder and solvent for
solution for injection

Coagulation factor VIll, Factor von Willebrand

Coagulation factor VIII, Factor von
Willebrand

Eptacog alfa (activated)

Eptacog alfa (activated)

Eptacog alfa (activated)

Cpok 3a goctaBka 24 vaca.

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

500

(100
KIU)

(250
KIU)

"Cothapma Tpenguur" AL

1 vial powder + 1 pre
filled syringe solvent
5 ml + 1 injection set

1vial + 1syringe + 1
vial adapter

1vial + 1syringe + 1
vial adapter

BH126

BH127

BH128

BH129

60

100

50

/mar.-(papm. BeHeta Koces

BEHE®WKC ¢n. 5001U x 1

HOBOCEBDBH 2mr 3apefieHa cnpuHuyoBka X 1

HOBOCEBbBH 5mr 3apefeHa cnpuHuyoBka X 1

Mognuc Ha NuUEeTo (M neyar)

MOLLIHVK.



00. M03. Ne 1, H.€..

[N

AHaToMmo-
TepaneBTUYe
H kog /ATC-

Kog/

2

B02BB0O1

B02BBO1

B02BDO1

B02BDO1

B02BDO1

B02BD02
B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

‘Cochbapma TpeiiguHr" AL,

LUEHOBO TMPEANTOXEHWE Mpuno>kexune No 2
MNporHo EgnHuyHa iieHa
MexxayHapogHo 3HO Tbproecko HamMeHoBaHMe, KonnyecTso Ha Ha OMaKoBKa,
Kog OdhepupaHa LeHa 3a
HenatTeHTHO HanmveHoBaHWe ﬂeKapCTBEHa qupma H30K KO/IN4Ye aKTUBHOTO JIEKapCTBEHO BELLIECTBO U NnpegaraHa DDD Mn34nc/ieHa Ha
/INN/ CTBO, OrMaxkoBKa 6asa ohepupaHa
6p. ueHa 3a DDD
3 4 5 6 7 8 9
Human fibrinogen
Powder for solution for
Human fibrinogen injection/infusion BHO87 100
coagulation factor IX, I, VIl and X in combination
Powder and solvent for
Human Prothrombin Complex solution for injection BHO88 15 .
Coagulation factor IX, II, VIl and X in Powder and solvent for
combination solution for injection BHO089 15
Human coagulation factor VIl
Powder and solvent for
Human coagulation factor VIIl solution for injection/infusion  BH092 15
Powder and solvent for .
Human coagulation factor VIII solution for injection BHO096 50
Powder and solvent for
Human coagulation factor VIII solution for injection BH097 200
Recombinant Coagulation factor VIII (Octocog alfa, Moroctocog alfa, Turoctocog Alfa.Simoctocog Alfa)
Powder and solvent for
Coagulation factor VIIl (Octocog alfa) solution for injection BH099 15
Powder and solvent for
Coagulation factor VIl (Octocog alfa) solution for injection BH100 15
Powder and solvent for
Coagulation factor VIIl (Octocog alfa) solution for injection BH103 100 ‘J_ ) 1r

[Harta: 17.06 :eBa, Mb/IHOMOLLHWK.



10

11

12

13

14

15

16

17

18

19

20

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD03

B02BD03

B02BD04

B02BD04

B02BD04

B02BD04

B02BD04

B02BD04

Coagulation Factor VIII (Turoctocog
Alfa)

Coagulation Factor VIl (Simoctocog
Alfa)

Coagulation factor VI (Moroctocog
alfa)

Coagulation factor VIII

Coagulation factor VIII (rurioctocog
alfa pegol)

coagulation factor VIl (efmoroctocog
alfe)

Coagulation factor VIII (Damoctocog
alfa pegol)

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

Powder and solvent for
injection

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

coagulation factor, Factor VIII inhibitor bypassing activity

factor VIII inhibitor bypassyng activity

Coagulation factor IX
Coagulation factor IX
Coagulation factor IX

Coagulation factor IX

Coagulation factor IX

Coagulation factor 1X

[Hara: 17.06.2020 .

Powder and solvent for
solution for infusion

Powder and solvent for
solution for infusion

Powder and solvent for

solution for injection/infusion

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

BH104

BH105

BH106

BH108

BH112

BH130

BH116

BH118

BH119

BH120

BH124

100

80

60

60

100

100

100

15
15

200

60,

‘Cocpapma TpelignHr" AL

HOBOEWT ¢n. 500 IU x 1

PE®AKTO AF 500 IU npax+p-n cnpuHy x|

) /mar.-(hapm. BeHeta «0ceBa, Mbi

274.12000

596.40000

274.12

596.40



21

22

23

24

B02BD04

B02BD04

B02BD06

B02BDO06

B02BDO8

B02BD08

B02BDO08

Coagulation factor IX (nonacog alfa)

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

Coagulation factor VIlI, Factor von Willebrand

Coagulation factor VI, Factor von Powder and solvent for
Willebrand solution for injection

Eptacog alfa (activated)

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

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

BH126

BH127

BH128

BH129

60

100

50

50

‘Cocpapma TpeliguHr" AL,

BEHE®WKC ¢hn. 500 x 1

HOBOCEBbBH 2mr 3apefeHa cnpuHuyoBka x 1

HOBOCEBbBH 5Mr 3apefeHa cnpuHuoBkax 1

Mognuc Ha nMueTo (1 nevar)

487.90800

56853.00000

54944.60000

542.12

2274.12

5494.46



06. mo3. Nel, H.e. Ne

=

TexHuuecka CneLuprKaLms

AHaTOMO- KonnuectBo Ha
MexayHapoaHo
TepanesTun JleKapcTBeHa aKTUBHOTO
YeH Kof HENATEHTHO thopma NleKapCcTBEHO
HavmeHoBaHue /INN/
/AT C-koga/ BELLLeCTBO
B02BB01 Human fibrinogen
Powder for
B02BBO01 Human fibrinogen solution for 1 g
injection/infusion
B02BDO01 coagulation factor IX, I, VII and X in combination
Powder and
Human Prothrombin solvent for
B02BDO01 i 500 L
Complex solution for
injection
Powder and
Coagulation factor IX, II, solvent for
B02BDO01 . L . 600 19)
VIl and X in combination solution for
injection
B02BD02 Human coagulation factor V111
lgjp 5 _. v . ®8M  powderaati ..
Human coagulation factor t .’solventfor e
TTMTI g ; 499,
m solution for - ol
. B »85 T
Powder and
Human coagulation factor
B02BD02 g solvent for 500 I
VIl solution for
injection
Powder and
Human coagulation factor
B02BD02 g solvent for 500 I
Vil solution for
injection
BO2BD02 Recombinant Coagulation faetor VIII (Octocog alfa,
Moroctoeog alfa, Turoctocog Alfa,Simoctocog Alfa)
Powder and
Coagulation factor V1II solvent for
B02BDO02 . 500 V]
(Octocog alfa) solution for

injection

OKOHYaTe/IHa ornakoBKa

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

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

Kopg
H30K

BH087

BH088

BH089

BH092

BH096

BHO097

BHO099

[MporHosHo
KOJINYEeCTBO,

6p.

100

15

15

15

50

200

15

lNporHosHa
CTOMHOCT 6e3

ALC

59431,67

4457,13

5348,50

3858,88

12862,92

51451,67

7669,25



10

11

12

13

15

16

17

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BD03

B02BDO03

B02BD04

B02BD04

j Powder and

Powder and

Coagulation factor VIII solvent for

(Octocog alfa) solution for
injection

Powder and

Coagulation Factor VIII solvent for

(Turoctocog Alfa) solution for
injection

Powder and

Coagulation Factor VIII solvent for

(Simoctocog Alfa) solution for
injection

Powder and

Coagulation factor V1II solvent for

(Moroctocog alfa) solution for
injection

Coagu lation factor VIH

. Powder and
Coagulation factor VIII

. solvent for
(rurioctocog alfa pegol) injection

‘§ -1’ ‘i UBABAYMHN® p Po,wdqgnd

'tjentfor

4» M of

Powder and

Coagulation factor VIII solvent for

(Damoctocog alfa pegol) solution for
injection

5GU

500

500

500

500

500

500 T

f.> o

500

nr

V)

coagalation factor, Factor VIII inhibitor bypassing activity

Powder and
factor VIII inhibitor solvent for
bypassyng activity solution for

infusion
Coagulation factor IX
Powder and

solvent for

Coagulation factor IX .
solution for

infusion

25 U/ml
(500 V)

500

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

. . BH100
reconstitution device
1 vial+1 pre-filled syringe (3 ml)+ 1
. P y_ ge ( ) BH103
vial adapter+1 venipuncture set
1vial + 1 pre- filled syringe + 1 vial
P yring BH104
adapter
1vial (powder) + 1 pre-filled syringe
(p ) p yring BH105
(solvent) + 1vial adapter
1 pre filled syringe + 1 plunger rod +
1 sterile infusion set + 2 alcohol
BH106
swabs + 1 plaster + 1 gauze + 1
vented sterile cap
1vial + 1vial (solvent 2 ml),
preassembled whit reconstitution BH108
device
1vial (powder)+ 1 pre-filled syringe
(p )+ 1p yringe 0o
(solvent)
1 vial with powder + 1 pre-filled
syringe with 2.5 ml solvent + 1
. . BH130
syringe plunger rod + 1 vial adapter +
1 venipuncture set
1vial 500 U powder for solution for
infusion+1 vial 20 ml water for BH116
injection+1 administration set
1 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

mi

mLl

21

22

23

24

B02BD04

B02BD04

B02BD04

floen64

B02BD04

B02BD04

B02BDO06

B02BD06

B02BDO08

B02BDO08

B02BDO08

Powder and
solvent for
Coagulation factor IX . 600
solution for
injection/infusion
Powder and
. solvent for
Coagulation factor IX . 500
solution for
injection
Coagulation factor EX

solution B~ IQI-J

HO. .
Coagulation actor IX (nonacog alfa)

Powder and
Coagulation factor 1X solvent for 500
(nonacog alfa) solution for
injection

Coagulation factor V111, Factor von Wiliebrand

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

Coagulation factor VIII,
Factor von Wiliebrand

500

Powder and
solvent for

solution for KIU)
injection

Powder and
solvent for

solution for KIU)
injection

Eptacog alfa (activated)

Eptacog alfa (activated)

2 mg (100

5 mg (250

1vial + 1 pre-filled syringe + 1
plunger rod + 1 vial adapter + 1
infusion set + 2 swabs + 2 plasters + 1
gauze

1vial powder + 1 pre-filled syringe
solvent 5 ml + 1 injection set

1lvial + 1 syringe + 1vial adapter

1vial + 1 syringe + 1 vial adapter

BH119

BH120

BH124

BH126

BH127

BH128

BH129

15

200

60

60

100

50

50

6085,50

67616,67

56279,50

27857,00

39261,67

98425,00

246062,50

3095614,08





