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3a [0CTaBKa Ha NeKapCTBEHW MPOAYKTU MPU XMBOTO3acTpallaBaliy KPbBOW3PMBM W CMELIHN
onepaTuBHU N MHBAa3UBHM UHTEPBEHLMN Ha MaLMEHTN C BPOAEHW KoarynonaTum
no obLuecTBeHa nopbyka ¢ ID Ne 00494-2019-0008

[Hec, PT 2019 r.. B rp. Cogoma, mMexay:

YMBAN"Uapuua MoanHa-UCYJT"EA/, cbC cefianuLLe 1 afpec Ha ynpasieHue B
rp. Codms, paiioH "O6opuwe”, yn. "bsano mope" Ne 8, Ten. 9432215, dhakc 9432180, EVNK
831605806, npeactaensieaHO OT npod). A-p boitko eoprues Kopykos, A.M- W3nbaHWUTENEH
[AVPeKTop, Hapmn4yaHo 3a KpatkocT no-gony "Bb3J/TIOXKNTEJ/T" oT egHa cTpaHa, u

“Papmumnopt” ALl CbC cepanuwle U afpec Ha ynpasneHue B rp. Codgwma - 1113, yn.
»Ppenepuk XKoo Kropu* Ne 20, Ten: 02 8622835, chakc: 02 8622836, EMK 131181471,
npeactasnasaHo o1 AnekcaHabp [MaHywes - W3nbaHUTENEH AUPEKTOP, HapuyaHO 3a KpaTKocT
"M3MNMBbAHUTET" oT apyra cTpaHa,

Ha ocHoBaHve un. 112, an. 1 oT 3akoHa 3a 06LlecTBeHMTe MopbykM (30U) 1 B U3NbJHEHME Ha
PeweHne Ne -PA-03-32/03.07.2019 r. Ha W3nbaHuTenHus aupektop Ha YMBAJ ,Lapvua
VoaHHa-ICYN” EAJ 3a onpefeniaiHe Ha M3NbAHWUTEN Ha 0OLlecTBEHa MOpbYkKa C MpeaMeT C
»JOCTaBKa Ha NeKapCTBEHU MPOAYKTU MpPW XMBOTO3acTpallaBallM KPBLBOU3INUBU WU
crnewHX onepaTtMBHU U WHBA3MBHW WHTEPBEHLUUN Ha NayMeHTW C BPOLEHU
Koarysnonatuum, kouto H30OK 3annauia M3BbH CTOMHOCTTA Ha OKasBaHUTE MeAULIUHCKMU
yenyrn B YMBAN”Llapuua MoaHHa-MICYI"EAL” ce CKIOUM HACTOALMAT [OrOBOP, KaTo
CTpaHuTe Ce crnopasymsxa 3a C/iefHoTo:

I. MPEOAMET HA JOIOBOPA

Un. 1 (1) BDBINNOKUTENAT Bwv3nara, a W3MNB/IHUATEIAT npuema cpeLly
Bb3HarpaxaeHne fa n3BbpLUBaA NEPUOAMYHM [OCTaBKM Ha NIEKapCTBEHU MPOAYKTU OT 060cobeHa
nosuuma Nel, HOMeHKNaTypHU eaguHnum 2, 3, 5, 7, 12, 15 ot MpunoxeHne Nel ,,Cneumdmkaums
KbM [0roBopa”, uU3rotBeHa Ha 6asa ,,[1peanoXkeHne 3a U3Nb/HEHWE Ha nopbykata“ u ,,LleHoBo
npepnoxenne” Ha N3MNbJIHNTEJSIA, Hepa3fenHa yacT oT [lorosopa, Cbr/lacHO YCNoBMATa Ha
HacToswma gorosop (,,[40roBop*) U M3NCKBaHUATA, NMOCOYEHN B TexHUYeckarta cneumdukaums Ha
BB3/TOXKUNTENA.

(2) 3a KpaTKoCT MpefMeTbT Ha HacToAwmsa [oroBop mocoveH B an. 1 we ce Hapuya B
Jorosopa ,,JlocTaBka®.

(3) Bb310XXMTeNAT He ce aHraXxkunpa cbC 3aKynyBaHETO Ha LAN0TO MPOrHO3HO KOIMYECTBO.

(4) Bb3noxuTenat Moxe fa 3asBW LOCTaBKaTa Ha LOMb/IHUTENHN KOMIMYECTBa SIEKaPCTBEHU
NPOAYKTW OT flafileHa HOMeHKNaTypHa eanHNLA Ha onpeseneHoTo NPOrHOo3HO KO/NMYeCTBO, HO Camo
npu yCnoBusATa Ha HaCToALLMA OroBop.

1. UEHA 1 HAYMH HA MNJAWAHE

Un. 2.(1) Bb3NTOXXUTENAT gumkm Ha N3MBJ/THATENA Bb3HarpaxaeHue 3a BCAKa efHa
n3sbpieHa ot N3Mb/IHNTENA n npueta oT Bb3/TOXKUTENA [docTaBka, CbrnacHO eaguHUYHNUTE
LieHu, nocoyeHn B MpunoxeHue Nol ,.Cheumdurkauma Kbm gorosopa”. NMocoveHnTe LeH BKIOYBaT
BCUYKW TakCn U ApYyru pa3xoAun BLB Bpb3Ka C JJocTaBkarta A0 MACTOTO Ha U3Mb/HEHKWe Mo un. 3, an.
S5,

2 3annallaHeTo Ha Bb3HArpaxkaeHneto no an. 1 ce M3BLPLIBA NPU KYMYNaTUBHOTO
Ha/imume Ha cnefiHUTe JOKYMEHTH:

a) nognucaH ot CTpaHWTe npuemartesiHo-npefasaTesieH npotokon no un. 10, an. 2 oT
Jorosopa;

6) npepoctaBeHa oT U3MBJ/IHNTENA ¢akTypa 3a cboTBeTHaTa [ocTaBka, npueta oOT
BB3NNOXKUTENA.



(3) AvmkumoTo oT BB3NTOXXUNTEA Bb3HarpaxaeHue no an. 1 3a cboTBeTHaTa JloctaBka
ce 3annawa Ha M3Mb/IHUTE/IA no 6aHKOB MbT B CPOK A0 60 (LuecTheceT) AHW, CUMTaHO OT
N3MbIHEHWETO WA,

(4) TMnawaHeTo ce M3BBLPLUBA B OLArapCcKy N1€BOBE, C MNATEXHO HapexaaHe Mo cregHara
6aHKoBa cMeTKa, nocoyeHa ot N3MbJIHNTENA:

BIC: RZBBBGSFIBAN: BG53RZBB91551009808500;

(5) MBMNBJTHUTENAT e anvtkeH aa yeegomsasa nucmeHo BB3JTOXXUTEJIA 3a BCUYKM
nocnefgawim NpoMeHu B JaHHUTE 3a 6aHKoBaTa CMeTKa Mo ai. 4 B CPOK OT TPW AHW, CYMTaHO OT
MOMeHTa Ha npomsiHata. B cnyyain ye N3MBJHUTENAT He yBegomu BBH3JTOXXKUTENA B TO3M
CPOK UAn nnawaHeTo e u3BbpLueHo oT BB3JTOXXUTENA npean nonyyasaHe Ha yBeAOM/IEHUETO,
Ce Cu1Ta, Ye NNawaHeTo e HaA/1eXKHO M3BBPLLEHO.

(6) EaMHMYHUTE LeHW, nocoveHun B MpunoxeHve Nel He mopsiexar Ha M3MeHeHMe, OCBEH B
cnydvauTe, NpeABUAEHM B HaCToALLMA Aorosop v B un. 116 ot 30r1.

(7) Obuiata CTOMHOCT 3a M3BbpPLLBAHE Ha AOCTaBKUTE CbriacHO MpunoxeHne Nel 3a cpoka
Ha [Jorosopa e 232 533.17 ne.a 6e3 A4C nnn 279 039,80 nesa ¢ Bk/toyveH 44C

I11. CPOK HA AOIMOBOPA. CPOK 1 MACTO HA N3IMNbJIHEHNE

Un. 3(1) [loroBopbT Ce CKKOYBa 3a CPOK OT 12 meceLa.

(2) B pamkuTe Ha cpoka no an. 1 N3MbJ/IHNTENAT ocbLiecTsABa JOCTaBKUTE B CPOK OT 24
(cnoBoMm: fBajeceT M YeTUPU) Yaca, a NpW CrewHu 3a8Bku - 40 1 (e4MH) Yac, cuUMTaHO OT Yaca,
nocnefpaty 4yaca Ha nonyyaBaHe Ha NMcMeHa 3asBKa (,,3asBka™) ot Bb3/IOXXUTE/A.

(3) BB3/TOXKUNTENAT um3npawa 3asskata o W3MNbAHUNTENA Ha agpec, akc wnu
e/IEKTPOHHA MoLLa:
agpec: Codwms, yn. ,,®peaepuk XXonmo Kropu* Ne 20,

Ten: 02 8622835, pakc: 02 8622836

e-mail: n.tsankova@pharmimport.bg

3asBKaTa MOXe fa 6be 3a YacT UM 3a USI0OTO MPOrHO3HO KOMMYecTBO, KaTo BB3NTOXXUTENAT
He e 3afb/kKeH [a 3asBW LANOTO MPOrHO3HO KO/IMYECTBO MO BPEMe Ha Cpoka Ha Jflorosopa. B
cnyyan, ye 3a Bb3/TOXKNTEJIA He e Bb3HMKHaMA HEO6X0AMMOCT OT [loCTaBKa, CbLUMAT MMa NpaBo
[la He 3a5BfBa KONMYeCcTBa.

(4) QoroBopbT He 06BbpP3Ba BBINTOXKNTENA cbec 3aab/mMKEHMETO [da HanpaBu 3asiBKa, a
nocnegHata e 00ycnoBeHa OT Bb3HMKBaHe Ha HeobxoaumocT oT [ocTaBka 3a Bb3J/TOXXKNTE/A. B
C/yyail Ye YCNOBMETO MO MPEAXOAHOTO u3pedeHMe He e Hanuue, BBIJTOXKNTENAT He Hocu
oTroBopHocT, a U3MbJ/IHUTENAT Hama npaBo fa npeTeHAMpa HeyCTOMKMU /MM KakBuUTO 1 fa e
6110 06e3LLeTEHNA 3a MPUUNHEHN BPeau.

(5) MsAcTOTO Ha M3Nb/HEeHWe Ha focTaBkuTe e rp. Codgwmsa, yn. ,,bano mope” Ne 8, YMBAJ]
~Llapnua MoanHa-CY " EALL - otaen , bonH1uHa anTeka”.

IV. TIPABA N SAABbJ/IXXKEHNA HA CTPAHUTE

Un. 4. Bb3JTIOXKUTENAT nma npaso:

1. pa n3anckea ot N3MBAHNTENA fa n3nb/HABa B CPOK 1 6e3 OTK/IOHEHWS BCAKA efiHa OT
[OCTaBKMTe, CbINAacHO ycnosuaTa Ha [lorosopa, TexHWyeckara cneumgpukaumns n MNpesioxxeHneTo
3a M3Mb/IHEHVE Ha NOPbLYKATa;

2. [la U3BbpLUBA NPOBEpPKa BbB BCEKN MOMEHT OT M3Mb/IHEHMETO Ha 3asBkaTa no Jorosopa,
OTHOCHO Ka4yecTBOTO, KO/MYecTBaTa WM TeXHWYEeCKUTe napaMeTpu, 6e3 C ToBa fAa npeys Ha
penHocTTa Ha BMNBbJIHUTENSA,

3. [a 3a4bp>Kn/ycBOM CbOTBETHA YacT OT ["apaHUMATa 3a U3NbJIHEHWE NMPU HEU3Mb/IHEHUE OT
cTpaHa Ha N3MbJ/IHNTENA Ha [loroBopa 1 Aa nony4yn HeycTolKa B pa3mepa, OnpeaeneH B pasaen
VIl ot HacToawwmsa [lorosop;

4. fa npernefa AOCTaBeHaTa CTOKa W Ja Hanpasu peknamauuy npu ycTaHOBABaHe Ha
HekauyecTBeHa/Henb/HA [locTaBKa WM TakaBa, KOATO He e B CbOTBETCTBME C [1pea/ioKeHNeTo 3a
n3nbaHeHWe Ha nopbykara Ha N3MbJ/IHUTENA,

5. aa nony4yn [loctaBkaTa B CpOKa M Mpu yCoBusTa, A4OrosopeHn mexay CtpaHuTe;
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6. fa He npveme [ocTaBKaTa M fa OTpas3n yCTaHOBEHWUTE HefOoCTaTbLW/WUNCU B MpPUEMO-
npegasartesiHUa NPoTokon no yn. 10, an. 2, B cnyyain ye JloctaBkaTta He OTroBaps Ha M3NCKBaHUATA
Ha TexHu4yeckara cneumnpukaums u ycnosmsaTa Ha To3mn Jorosop;

7. pa npekpatn [oroeopa efHOCTpaHHO no BWHa Ha W3MBJIHWTENA B cnyyaih Ha
CbLLECTBEHO HEM3Mb/HEeHWE Mo CMUCHA Ha un. 17, an.2 ot cTpaHa Ha 3MbJIHUTENA.

Un. 5.(1) Bb3NTOXXUTEJTAT e gnbXeH ga 3annawa Ha N3Mb/IHUTENA Bb3HarpaxieHue
NnpW MbAHO N Ka4ecTBeHO M3Nb/iHEHWe Ha [locTaBKa B pa3mep, Npu YCNoBUS U B CPOKOBE CbI/acHO
HacToALwwma Jorosop.

(2) BB3NOXUTEJIAT ce 3a4b/mkasa:

1 pa He pasnpocTpaHsBa MO KakBato M fAa e (opma BCAKa MpefocTaBeHa My OT
N3MBJIHUTENA nHpopMaums, Mmalla Xapaktep Ha TbproBcka TaiHa U U3PUYHO yrnomeHaTa oT
N3MBb/IHUTEJIA Kato Takasa B npeAcTaBeHara 0T Hero ogepra.

2. Npu [OCTaBsiHe Ha CToKaTta Aa A nperneja, Aa Nonb/lHW NpuemMaTenHo-NpesaBaTeIHUTe
NPOTOKO/NN N NPU YCTaHOBAABAHE Ha ABHW HEeAOCTaTbLM WMAW NUMNCKU fa T OTpasn B NPOTOKO/A MO
yn. 10, an. 2;

3. [a ocurypu rnomelleHre 3a CbXpaHeHWe Ccrnopef CbLOTBETHUTE MU3WUCKBAHWA, ako MMa
TaKuBa, Ha J0CTaBeHOTO KOMIMYECTBO CTOKMU.

Un. 6. NAMBAHUTENAT nma npaso:

1 fa nonyyn yroBOPeHOTO Bb3HArpaXAeHue Npu YCnoBMATa U B CPOKOBETE, MOCOYEHU B
HacToAwmA [orosop.

2. fa ucka ot BDBINTOXKNTENA HeobXoAMMOTO CbAEWCTBME 3a OCHLUECTBSIBAHE Ha
[JocTaBkarta no jorosopa v NpvemaHeTo i, KOrato e M3nb/HeHa Cbr/1aCHO M3MCKBaHMATa No Ys.7,
Tilnt 2

Un. 7. NSMBbJIHUTENAT e gibXxeH:

1 pa v3NbAHW BCAKA efiHa OT [OCTaBKWUTE KayeCTBEHO, B CbOTBETCTBME C HaCTOALLMA
Jorosop;

2. ia U3NbJIHM BCAKA efiHa OT AOCTaBKWUTE C OCTaTbyeH CPOK Ha FOLHOCT Ha /1eKapCTBeHUA
MPOAYKT He Mo-ManbK 0T 25 % oT 065BeHNA OT MPOM3BOAMTENSA CPOK KbM AaTaTta Ha LOCTaBKUTE;

3. B cnyyanTe no un. 4, 1. 6 U3MNbJIHATENAT ca 3agb/kasa fa 3aMeHM 3a CBOA CMETKa
JocTaBkaTa ¢ fpyra, OoTroBapsia Ha M3WCKBaHMATa Mo T. 1 B CpokK Ao 12 (gBaHafeceT) 4aca,
CUMTaHO OT Yaca, NOCOYEH B MPOTOKOMA 3a HeKavecTBeHaTa/Henb1Ha JlocTaBka.

4. B cnyyar, ye WV3MBNHUTENAT He focTaBuM B CPoOKa MO T. 3 3aMEHEHUTE CTOKMW,
BB3NOXNTENAT Haumcnsga HeycTovika Ha M3MBJIHNTENA no un. 11, an. 1, KosATo ce yabpxa
OT CnefBalyuTe nnalaHmua KoM 3nunHnTens unu ot [MapaHumaTa 3a U3nb/HeHue,

5. B cnyyant, ye N3MBJIHUTEJTAT pfocTasBu CTOKM, KOUTO He OTrOBapAT Ha U3MCKBaHWATA
no 1. 2, Bb3NNOXKUNTENAT Hauncnssa HeycToinka Ha SMBIHUTENA no un. 11, an. 2, KosTo ce
yabpXKa oT cnegpallmTe nnawlaHna Kbm M3nbaHuTensa nnm ot MapaHumaTa 3a U3nb/HEHMe,;

6. 4a cbXpaHABa 1 TpaHcnopTupa [locTaBkata o MACTOTO Ha U3Mb/IHEHWE NPU cna3BaHe Ha
NMOCOYEHMA OT NPOU3BOAMTENA TEMNEPATYPEH PEXUM U APYTY YCNOBUSA 38 CbXPaHeHue;

7. [a He M3N0N3Ba WM pasnpocTpaHasa MHgpopmaumsa 3a BB3NTIOXXNTENA, ctaHana my
N3BECTHA NPU U3Mb/HEHME Ha 3a4b/MDKeHNATa My Mo HacToAlmA [orosop.

Un. 8. USMNBbJ/IHUTEJTAT ce 3aab/mkasa fa NPOABL/KN U3MLAHEHWETO Ha JlocTaBKarta 1 B
CNy4aii Ha 3ab6aBsiHe Ha nnatlaHe oT cTpaHa Ha Bb3J/TOXKNTENA nopagy 06eKTUBHU MPUYUHM.

V. TAPAHUWMA 3A N3MBbJIHEHNE

Un9. (1) Mpu cknouBaHe Ha [MAorosopa WM3MBb/HUTENAT npefctasa [MapaHuus 3a
n3nbaHeHne Ha [Jorosopa (,,apaHuua 3a u3nbiHeHWe™) B pasvep Ha 2 325.33 (cnoBom: [ABe
Xnnagu Tpucta asagecet u net ne., 0,33cT.) ieBa npeactasnasawy 1% (eavH NPOLEHT) OT
HeroaTa obLia CTOMHOCT no un. 2. an.7, 6es AAC. MapaHumsTa 3a U3NbJHEHWE Ce MPeAcTaBs B
eflHa OT criegHuTe hopmu:

a) NapuyHa cymMa, BHeceHa no noco4veHa oT Bb3/TOXXWTE/A 6aHKOBa CMETKa;

0) 6e3ycnoBHa HeOTMeHsieMa 6aHKOBa rapaHLuus; Um

B) 3aCTpaxoBKa, KOATO 06e3neyaBa W3Mb/HEHWETO 4pe3 MOKPUTME HA OTFOBOPHOCTTA Ha
N3MBbJTHATENA.

2 MapaHumaTa 3a U3MbHEHWE CNefBa a € CbC CPOK Ha Ba/IMAHOCT OT JartaTta Ha B/in3aHe B
cuna Ha [lorosBopa o Hain-manko 30 /TpugeceT/ AHW Cnef M3TUYaHETO Ha cpoka no un. 3, an. 1



(3) MapaHuusATa 3a M3MbHEHME Ce YCBOsBa M3LUAN0 MK YacTUYHO oT BB3JTOXKUTENA B
Cyyail Ha Hem3Mb/HEHME Ha 3aab/mkeHusaTa Ha M3Mb/IHUTEJIA 3a yacTTa, CbOTBETCTBaALLA Ha
Hen3nbHeHNeTo. BB3JTOXKNTENAT nma npaBo Aa ycsom MapaHuusTa 3a M3Mb/IHEHWE, 6e3 ToBa
[ia ro nuwasa OT MpaBoOTO Aa Tbpcy 0besLleTeHne 3a BpeAw, HaABMLIaBaly NnosyyeHara cyma no
["apaHunATa 3a U3NbIHEHNE.

(4) Mpun nunca Ha Bb3paKEHUA/NPETEHLUUN BbB BPb3Ka C M3Mb/HEHMETO Ha [lorosopa oT
cTpaHa Ha BB3JTOXKUTESNA, Toli ocBoboXaBa MapaHUmsTa 3a M3Nb/HeHWe (Bpblya napuyHara
cyma/opurvHana Ha wusfgageHata 6aHKoBa rapaHums/3actpaxoBka) B Cpok 0T 30 AHW cref
NPUKIKOYBAHEe Ha W3MbIHEHWETO WM U3TWYaHe cpoka Ha [lorosopa, 6e3 fa Ab/DKM /IMXBU 3a
nepvoga, npe3 KowWto lapaHuuMsaTa 3a M3Nb/HEHWE e MPecTosna Npu Hero (B Ciy4aid 4ve e nopg
(hopmata Ha napuyHa cyma).

(5) PasxoauTe No OTKpuBaHe, NoAAbpPXKaHe, NOLHOBSBaHE U 06CNY>KBaHe Ha MapaHuuMATa 3a
N3Nb/IHEHME ca 3a cMeTKa Ha 3Mb/IHUTEA.

(6) MapaHuUMATa 3a U3NB/IHEHME He ce 0cBOOOX4aBa 0T Bb3J/TIOXKMNTEJIA, ako B npoueca Ha
M3Nb/IHEHME Ha [0roBopa € Bb3HWKHAM CMop MeXay CTpaHWTe OTHOCHO Heu3Mb/IHEHME Ha
3afbmkeHuaTa Ha U3MbIHNTEA n BbNpoCchT e OTHECeH 3a peLlaBaHe npea cua. [Mpn pellasaHe
Ha criopa B nonsa Ha Bb3JIOXKNTEJIA, Tol MoXxe Aa NpUCTbMM KbM YCBOSIBAHE Ha rapaHumaTa 3a
N3Nb/IHEHNE.

VI. MPEAABAHE N MPNEMAHE 3A N3Mb/IHEHUETO

Un. 10.(1) MpuemaHeTo Ha gocTtaskata oT Bb3/TOXXKUTE/A ce n3BbpLuBa ype3 HavaHUK
otaen ,bonHMYHa anTeka” wAM  HeroB 3aMecTHMK. 3a BDB3/NOXUTE/IA npuemartenHo-
npefasaTteNIHAAT NPOTOKON Ce MOAMMCBA OT NNLETO Npuemalllo gocTaskara, a 3a 3MbJHUTENA
- OT OMpezfeneHo OT HEero NnLge.

(2) TpuemaHeTo Ha pfocTaBKa NO 3afBKa Ce YAOCTOBepsABA C MOAMUCBaHe OT
npeactasuTenvTe Mo an.l Ha ABYCTpaHeH npuemaTeniHo-NpefasaTeneH MPOTOKO/, B KOMTO ce
OTpassBa fjarata M 4yaca Ha [oCTaBkara, Buaa v 6pos Ha [OCTaBAHWUTE /IeKAPCTBEHU MPOAYKTY,
CPOKBLT Ha FOAHOCT, KaKTo M NpuapyXasawimMTe rv AoKymeHTW. [locTaBkaTa Ce cyMTa npueTa oT
BB3/TOXKUTE/NIA camo ako CblUMAT € noanvcan npuemMaTenHo-npeaasatesiHisa NpoTokon 6e3
Bb3paXeHus (MocoyBaHe Ha HefOoCTaTbUW/AWUMNCKU Ha CTOKU WM LOKYMEHTM, KOWUTO Crefsa Aa v

npuapy»a.ar).

VIl. HEYCTOWKMU

Un. 11. (1) B cnyyair, ye USMBIHUTENAT He n3nbiHM 3asiBKa B CpoKa Mo un. 3, an. 2,
nUnKn no un.7, T. 4, 1ol abmkn Ha Bb3JTOXKUTEA HeycToliKa B pasmep Ha 0,25 % (Hyna usno u
[BafleceT 1 neT CTOTHM NPOLEHTA) OT CTOMHOCTTa Ha Hem3nb/iHeHaTa 3asBKa 3a BCEKM MPOCPOYeH
yac, Ho He noseye OT 10 % (geceT NpoLEHTa) OT CTOMHOCTTA HA HEM3Nb/IHEHATa YacT OT 3asBKara.

(2 B cnyuvait, ye UN3MBJAHUTENAT wm3nbiHM 3adBka C [OCTaBKa Ha /1eKapCTBEHU
NPOLYKTU C MO-KPaTbK CPOK Ha rogHOCT OT nocoyeHus B un. 7, T. 2, USMbJAHUTENAT gbmku
HeyCTOMKa. PasMepbT Ha HeyCTolKaTa e KakTo crefga:

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

- 0T 14,99 % po 10,00 % - 0,3 % BbpXY CTOMHOCTTA Ha fOCTaBKaTa.

Un. 12. Mi3nnawaHeTo/yabpXKaHeTo Ha HeyCTorKM He nuwasa Bb3/TOXXNTEJIA oT npaBoTo
[la TbPCU peasiHo M3MbJIHEHVE U 06e3LleTeHNe 3a NPETbPMNEHUTE BPeaW, HAAXBbPAALWM pa3Mepa Ha
HeycTolKaTa.

Un. 13. (1) MNpwu npekpatsaBaHe Ha JoroBopa mopagu OTKa3 OT A0CTaBKa Ha /IeKapCTBeH
npoaykt, U3MbJIHATENAT gbmku Ha Bb3JTOXXUTENA HeycTolika B pa3vep Ha 20% (asageceT
NpoLeHTa) OT CTOMHOCTTA Ha 3asBeHaTa, HO Hem3Mb/IHEHA JOCTaBKa.

(2) Bb3noxxuTensaT yabpxka Ab/HKUMUTE CYMU 3a HEYCTOMKa MbpBO OT CeABalluTe nialjaHms
KbM /3Nb/iHUTeNd, a cnef, ToBa OT rapaHumaTa 3a U3Nb/HEHME Ha JOroBopa.

(3) B cnyyanTe no an. 2, KOorato Bb3noXUTENAT e yabpXKa/l HeycToiKaTa OT CTOMHOCTTa Ha
rapaHumaTa 3a u3nbiHeHue, N3NbLAHUTENAT e ATbXKeH B 5-AHeBeH CPOK OT YBeLOMABaHeTo My 3a
YCBOSIBaHe Ha 4acT OT rapaHuuaTa, fa AONb/IHM rapaHumaATa 3a U3Nb/HEHWE A0 pasmepa, onpeaeneH
Bun. 9, an. 10T gorosopa 1 aa npeacrasn Ha Bu3noxXuTens CboTBeTHUA JOKYMEHT.

Un. 14. MNpn HemsnbIHeHWe Ha 3a4b/XeHNeTo cv no un.2, an.3, Bb3JIOXKUTENAT abnxu
Ha N3MBb/THUTENA HeycToiika B pasmep Ha 0.1% (Hyna usno u eauH Ha CTO) OT LleHaTta Ha



13BbPLLUEHATA JOCTaBKa 3a BCEKM fleH 3a6aBa, HO He MoBeye oT 5 % (NeT Ha CTo) OT CTOMHOCTTA Ha
[oCTaBKaTta.

VIIl. HEMNPEABNAOEHN OBCTOATE/ICTBA

Un. 15. (1) CrtpaHute no [oroBopa He Ab/ikarT 00eslleTeHWe 3a MPeTbpreHu Bpean u
3arybu, B cflyyari Ye nocnefHUTe ca NPUYUHEHW OT HENpPeogonMMa cunia no cMucbia Ha yn. 306 ot
THProBCKNA 3aKOH.

(2) B cnyyaii ye CtpaHara, KOSITO € cfiefjBaio Aa U3nb/IHW CBOe 3aAb/KeHune no Jorosopa, e
6vna B 3a6aBa KbM MOMEHTA Ha HaCTbMNBaHe Ha HEMpPeogosMmara Cuna, T8 He MOXe Jja ce rno3oBaBa
Ha HenpeozoiMma cuna.

(3) CrpaHaTa, 3acerHata OT HeNpeogonMma cuna, € A/bXKHa fda npeanpueme BCUYKU
[eiCTBUA C rpykata Ha fo6pua Tbprosew, 3a fa HaMmaan 40 MUHUMYM NMOHECEHWUTE Bpeaun 1 3aryou,
KakTo M [a yBeaoMu nucMeHo pgpyrata CTpaHa B TpuAHeBeH CPOK OT HacTbMBaHETO Ha
Henpeogonumvata cuna. MNpu HeyBefoOMsBaHe Ce Ab/HKM 00e3lleTeHMe 3a HacTbNWAUTE OT ToBa
Bpeau.

(4) [QokaTo Tpae HenpeogonMMaTa cua, U3NbIHEHWETO Ha 3a4b/HKEHNATA U Ha CBbP3aHNUTE C
TAX HACPELLHW 38 b/DKEHUNA Ce Crnmpa.

IX. Bb3MOXHOCTW 3A USMEHEHWVE HA O OBOPA

Un. 16. (1) CvrnacHo un. 116, an.l, 1. 1 ot 30I1 ce npeaBMXaaT CnefHUTE Bb3MOXHOCTY 3a
N3MeHeHWe Ha A0roBopa:
1 B cnyyair, ye cnef, M3TvyaHe Cpoka Ha [OroBopa He e uM3yeprnaHa CTOMHOCTTa My, TO CbLUMAT
MOXe fa ObJe YAb/DKEH [0 M3pa3xo/BaHe Ha NpefBuieHaTa B HEro cyma, Ho He noseye OT 6 (LLeCT)
meceLa;
2. Bb3noxXntenat MoXxe Aa 3asaBK [OCTaBKaTa Ha Nno-rofiemMy Konmnm4yecTsa IeKapcTBeHn NpoayKTy oT
eflHa Uin NnoBeyve HOMEHKNATYPHU eUHMLM, HO CaMO B paMKWTE Ha CTOMHOCTTa Ha [ioroBopa;
3. OgpepupaHaTa LieHa 3a OMakOBKa Ha /IeKapCTBEHWUA MPOAYKT € (PMKCMpaHa WU He MOANeXWU Ha
NMPOMsiHa 3a CpPOKa Ha JeiicTBMe Ha forosopa. o M3K/IYeHMe [0roBopeHaTa LieHa MoXe fda ce
M3MeHs BbB BpPb3Ka C NPOMeHU B HapefbaTa 3a ycnoeusTa, npasunara v pefa 3a perynvpaHe u
PerucTpuvpaHe Ha LieH1Te Ha fiekapcTBeHuTe npoaykTy ot 30,04.201 3r./ n3m. v gon. AB. 6p.8 ot 24
AHyapu 2017r., NpaBeLLy HEBL3MOXHO M3Mb/IHEHWETO Ha JOroBopa rnpu LOroBOPeHUTE YCIOBUS,
4. B cnyuyaid, Ye B CpPOKa Ha [0roBopa AbpXXaBHO perynupaHata ueHa B lMpunoxeHne Ne 2 Ha
MMO3UTUBHUA NEKAPCTBEH CMUCHLK CTaHe MO-HWCKa OT [0rosopeHarta, W3NbAHUTENAT € [JTbXeH
CBOEBPEMEHHO Ja NPOMEHN LieHaTa, Ha KOATO [0CTaBsA /IeKapCTBEHUTE MPOAYKTU, B CLOTBETCTBUE
C onpefeneHata LeHa B [M0O3NTMBHUA NEKApCTBEH CMUCBLK, CYATAHO OT Jartara Ha npomMsaHa. B
CNy4ai, Ye He yBefloMU Bb3noXutens nCMeHoO B 5-AHEBEH CPOK 3a MPOMsHATa U He MPOMEHM
LeHaTa, Bb3noxXxntenar Le 3annatla JOCTaBAHUTE IEKAPCTBEHW NPOAYKTM MO NPOMeHeHaTa LieHa,
CUMTAHO OT JaTaTta Ha CboTBeTHaTa AKTyanu3aunsa Ha [Mo3UTUBHUA NEKAPCTBEH CMUCHK;
5. B cnyyait, ye B cpoka Ha goroopa oT cTpaHa Ha H30OK 6bgaT AoroBopeHa no-HUCKa LieHa oT
othepupaHata, Bb3noxutendr e 3ansawia 6e3ycnoBHO [OCTaBAHWUTE IEKApCTBEHU MPOAYKTU Ha
Nno-HUCKaTa LeHa, CYMTaHOo OT JaTarta Ha CbOTBeTHaTa NPoMsaHa.

(2) CovrnacHo un. 116, an.l, T. 4 ot 30l [dorosBopbT 3a Bb3/naraHe Ha 06LLeCTBeHaTa
nopbyka MoXe fa 6bAe M3MeHeH, KoraTo W3MbAHWUTENAT OTKaKe fda M3Mb/HABa LOrosopa win
[OroBopbT ObAe MpekpaTeH MO0 BMHA Ha W3MbIHUTENS. Bb3NOXWTENAT MOXe [a 3aMeHu
M3MbIHUTENSA Ha 0OLLeCTBEHAaTa NMOpPbYKa C YYaCTHMKA, KfacupaH Ha BTOPO MSCTO B Mpoueaypara,
Karo nojnwiie JOMb/HWUTENHO Cropa3yMeHVe C HEero KbM [0rosopa 3a 06LecTBeHa nopbyka npu
ycnoBuaTa, onpeseneHn B TEXHNYECKOTO M LIEHOBOTO My MpefnoXeHus.

X. MPEKPATABAHE HA O OBOPA

Un. 17. (1) HactoawmsaT [loroeop ce npekparsea:

1 c n3TnyaHe Ha cpoka no un. 3, an. 1,

2. N0 B3aMMHO cbrnacue mexay CTtpaHuTe, 13pas3eHo B NUCMeHa (hopma;

3. OT Bb3noxutens npu ycnosmaTa Ha yi. 118 oT 3akoHa 3a 06LLeCTBEHUTE MOPbYKM.

(2) BB3NTOXKUTENAT moxe aa npekpatu [orosopa 6e3 npeau3BecTve B Cryyalh Ha
CbLLIECTBEHO Heus3Mb/IHeHWe Ha 3aab/ikeHuATa oT cTtpaHa Ha U3IMb/IHUTEJIA. 3a ,,CblecTBEHO
HensNb/IHEHME™ Ce CUMTa BCeKWN edVH OT CNefiHUTe ciyyau:



1L N3MNBbNHUNTENAT 3abaBn ABa MM MoBeve NMbTM CPOKa 3a AocTaBka no Jorosopa C
rnoseye OT 48 (4eTMpunaeceT 1 0Cem) yaca;

2. N3NBbJIHWTENAT pgBa mnu noseye NbTU He OTCTPaHW B Cpoka no yn. 7, T. 3
KOHCTaTMpaHu HegocTaTbuu/nmncu;

3. USMNBJIHUTENAT aBa unn noseye NbTU He U3MbAHM TOYHO HAKOE OT 3a[b/KEHMATA CU
no [lorosopa;

4. NBNBNHUTENAT 6bAe 005BeH B HECLCTOATEIHOCT WM KOrato e B NMpou3BOACTBO MO
HEeCLCTOATE/THOCT UMW NIUKBUAALINS,

XI. OBPABOTBAHE HA JAHHW, CbIrMACHO AEPUHUNLNATA MO YJ/l. 28 HA
PErJTAMEHT (EC) 2016/679 HA EBPOMENCKWA MNAPTIAMEHT W HA CHBETA OT 27
AMPWN 2016 TIOANHA(PETTAMEHTA), OTHOCHO 3ALLTATA HA ®N3NYECKUTE

JIMIUA BbB BPB3KA C OBPAEOTBAHETO HA JTIMYHW JAHHN

Un. 18. (1) HactoawmaT pasgen uma 3a Len ga perynvpa ndHuTe npasa v 3afb/DKEHUS Ha
CTpaHWTe, BbB BPb3KA € JaHHW 1 MH(opMaLms, onpeaenieHa Kato noBepuTeniHa, KOMTO ca CTaHam
M3BECTHW NO BPeMe Ha M3BbPLUBaHe Ha eHOCTUTE, ONnCaHu B HacToALmS [orosop.

(2) 3a uenute Ha [loroBopa Te3n AaHHW M MH(OPMALUA LLe Ce CUATAT 3a MOBEPUTESTHU U
CtpaHuTe ce 3aab/mkasaT Aa He NPefoCTaBAT Ha TPeTu CTpaHu W nuua, NMYHUTe AaHHW, NpegmeT
Ha [loroBopa, WaM NUYHU [JaHHU U UH(OPMAaLMs, CTaHaIM UM W3BECTHWU MPU U3MbJHEHME Ha
[loroeopa.

3) lMoBepuTENIHMA XapaKTep Ha roperocoYeHNTe JaHHU U MHGopMaums Lie Tpabsa Aa ObAe
N3PUYHO [eKnapupaH, ¢ NoANUCUTe Ha NPeACTaBUTENINTE Ha CTPaHUTe.

Un. 19. CTpaHuTe ce aHraxupar Aa npueMar BCUYKW MEPKW 3a CUTYPHOCT, KOWUTO ca
HeoOXo4MMM 3a 3aWuTa Ha [aHHWTe M MH(opMaumsTa OT MOBEpUTeNeH Xapaktep WM ga ce
rapaHTupa, Ye TAXHaTa NOBEPUTENTHOCT MO HUKAaKbB HaYMH He e HapyLLeHa.

Un. 20. CTpaHuMTe, NOANMCBANKN HaCTOSALWMA [LOroBop AeKnapupaT, Ye Wwe K3Mnon3esaT camo
06paboTBalLM IMYHU [aHHWU, KaKTO MU 4e ca Npeanpuenn [oCTaTbyHU NOAXOAALUM TEXHUYECKM U
OpraHn3aunoHHN MepKU MO TaKbB HayuH, Yye 06paboTBaHETO fJa MpoTMYa B CLOTBETCTBUME C
N3NCKBaHUATA Ha PernameHTa M Mo TO3M HauMH OCUTYpsABaT 3alMTa Ha npaearta Ha CybeKkTuTe Ha
[laHHW.

Un. 21. CTpaHuTe BbBEXAAT MOAXOAALLN TEXHUYECKM M OpraHm3auMOoHHN MepKu, 3a aa ce
rapaHTMpar, 4ye no nogpasbupaHe ce obpaboTear camMo NMYHU [AHHM, KOUTO ca Heobxoaumu 3a
BCAKa KOHKpeTHa Len Ha obpaboTBaHeTo. ToBa 3afb/DKEHME Ce OTHacs A0 0bemMa Ha cbopaHuTe
NMYHW flaHHW, CTeneHTa Ha 06paboTBaHETO, NepPMoa Ha CbXpPaHsSBaHETO UM U TAXHAaTa JOCTbLMHOCT.

Un. 22. TpeTupaHeTO Ha BCUYKM JIMYHW [aHHW TpsbBa fa OTroBaps Ha CbOTBETHOTO
HaLMOHa/IHO 3aKOHOAATeNCTBO Ha y4aCcTHULUMTE, MOo-CheLmanHo BbB BPb3Ka ChC 3aKoHa 3a 3aluTa
Ha IMYHUTE JaHHU U Ha PernameHTa.

Un. 23. CtpaHuTe 06paboTBaLLM IMUYHW AaHHW UMAT BbBEAEHW BbTPELLHN Npasu/ia OTHOCHO
06paboTKata 1 CUrypHOCTTA Ha SIMYHUTE [AaHHWU W rapaHTupaTt, Ye 06paboTeHNTe IMYHN AaHHK ca
[LOCTBLIMHU Camo 3a HaJ/1eXXHO YNMbIHOMOLLEHW CNYXUTENN.

Un. 24. JInyHnute gaHHW, KOMUTO ca CTaHa/IM U3BECTHW MO cunata Ha HacToAwma [orosop
WA NO BPEME Ha WM3MbIHEHWETO My, ca npeaMeT Ha 06paboTBaHe OT CTpaHWTe 3a MOCTUraHe Ha
LenmTe 1 NpeiMeTa Ha 40roBopa, ce 06paboTeaT 3a CPOK He MO-Ab/Ibl OT CPOKa Ha [0roBopa.

XIl. SAKTIKOHNTEJTHN PA3IMNOPEABN

Un. 25. (1) HacTtoAwmaTt [lorosop Moxe fa 6bae U3MeHSAH C MUCMEHO LOMb/IHUTENHO
cnopasymeHne KakTo c npeasuaeHuTe B Pasgen 1X. Bb3MOXHOCTM 3a M3MEHEHWe Ha [0rosopa,
Taka U npu ycnosmsTa Ha un. 116 oT 3akoHa 3a 06LLECTBEHUTE MOPBUKM.

(2) Huto epgHa OT cTpaHUTEe HAMa MNpPaBO fJa MPexBbpnsa npaeata M 3a4b/HKeHUATa,
npomMsTUYaLLyn oT TO3W [OroBop, Ha TpeTa CTpaHa, 0CBeH B cnyyauTe, nocoyeHu B 30r1.

Un. 26. (1) Bcuukn Cbob6LLeHMS, NPeAn3BECTUS U HAPEXAaHWSA, CBbP3aHN C U3Mb/IHEHNETO
Ha 1031 [loroBop v pasmeHsaHu mexay Bb3JTOXKUTENA n N3MBbIHUTENA ca BannaHu, Korato
ca m3npaTteHn no nouiara ¢ obparHa pasnucka, No akc, eneKTpoHHa nowa Uy npejageHn ypes
Kypuep cpeLly Noanuc Ha npvematlata cTpaHa.

(2) 3a gaTarta Ha CboOLLEHMETO Ce CMATa:

1. paraTa Ha npeAaBaHeTo - Mpy npefasBaHe Ha pbka Ha CbOOLLIEHUNETO;



2. flaTaTa Ha NpuemMaHeTo - Npy m3npatiaHe no akxc;

3. fjatara Ha NOCTbMBAHETO B e/IEKTPOHHATa NoLLa - Mpuv nsnpatyaHe no uMemnn.

(3) 3a BawmpHM adpecu 3a nNpuemMaHe Ha CbOOLLEHWS, CBbP3aHW C W3MbJHEHWETO Ha
[l0roBopa 1 npefaBaHe Ha JOKYMEHTU, Ce CMATaT:

1 3a BBb3JIOXKNTENA: rp. Codwmsa, yn. ,.bano mope” Ne 8, otaen ,,bonHMYHa anTeka”, Ten
02 9432429, dhakc 02 9432117, e-mail: apteka@isul.eu

2. 3a ISMBNMHUTENA: rp. Codms, yn. ,,Ppeaepuk XKonmo Kropu™ Ne 20, Ten: 02 8622835,
(hakc: 02 8622836, e-mail: n.tsankova@ pharmimport.bg

Un. 27. B cnyyalh Ha npeobpa3yBaHe, BAMBaHe WM cnvBaHe Ha BB3NTOXXUTENA wnn
N3MBNHUTENA, opuagndeckute nvua, TEXHW NpaBonpueMHUUM, ca 00Bbp3aHM  CbC
3a[lb/KEHMATA NO TO3W LOroBOp Npu crnassaHe n3ncksaHuATa Ha 30I1.

Un. 28. Bcuykm cnopose no To3M [JOroBop Le Ce ypexzaar 4ype3 MperoBopu Mexay
CtpaHuTe, a Npy HemocTuUraHe Ha cbrnacue - Lie ce OTHACAT 3a pellaBaHe OT KOMMETEHTHUSA Cbf B
Peny6nvka bvnrapus.

Un. 29. 3a BCUYKM HeypefeHW B To3u [loroBop BLMPOCK Ce npwunarat pasnopeaounte Ha
[eliCTBaLL0TO 6b/IrapcKo 3aKOHOAATE/CTBO.

Un. 30. HepaszenHa yacTt oT HacToAwmA [lorosop ca:

1 TMpunoxeHue Ne 1- , Cneundurkanmsa Kbm forosopa”

2. “lNpennoxxeHue 3a U3Nb/IHEHME Ha NOpbYKaTa”,;

3. “LleHoBO npepioxeHne”.

4. TexHun4yecka cneyn”  Wus

HacToswmsTt CKMuM B [Ba €iHO06r
Bb3/IOXKUTENS
o
Bbaicr V N3Mb/IrA

npod
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mailto:n.tsankova@pharmimport.bg

MpunoxxeHune Ne 1 - ,,Creundmkaumna KoM gorosopa’

AHaToMO-  MexayHapoaHo KonnyectBo  THProBCKO HaUMEHOBaHME,

00. no3. N1, H.e. No

12

15

Konm NHWYH
TepanesTn HemaTeHTHO JlekapctBeHa ~ Map yectg Ha @KTMBHOTO KonmyecTBo Ha aKTBHOTO  OdpepurpaHa i‘q eHa ¢ O6wa LeHa O6LUa LigHa ¢
UeH Kog ~ HavMeHOoBaHue ¢opma Ka 0 JNEKAPCTBEHO  /IeKapCTBEHO BELLECTBO U LieHa 3a DDD H c 6e3 A4C nac
IATC-kopg/ /INN/ BELLIECTBO npeg/iaraHa ornakoBka AR
Human Powder and solvent
B02BDO01 Prothrombin for solution for 6p 20 500 LL Octaplex, 500 W, LI 0,71313 356,57 5942,83 7131,40
Complex injection
. Powder and solvent Octanate, 500 W A4 vial
Human coagulation . .
B02BDO02 factor VII for solution for 6p 200 500 LU powder, 1vial solvent 10 ml, 308,70990 308,71 51451,67 61742,00
actor
injection 1 syringe, 1transfer set
Kovantry, 500 IU, 1 vial+1
. Powder and solvent . .
Coagulation factor . pre-filled syringe (3 ml)+ 1
B02BDO02 for solution for 6p 120 500 L . . 578,94000 578,94 57894,00 69472,80
VIII (Octocog alfa) . vial adapter+1 venipuncture
injection
set
. Nuwiqg, 500 IU, 1 vial
Coagulation Factor Powder and solvent .
. . (powder) + 1 pre-filled
B02BD02  VIII (Simoctocog for solution for 6p 80 500 L . . 613,54000 613,54 40902,67 49083,20
o syringe (solvent) + 1 vial
Alfa) injection
adapter
. Powder and solvent Octanine F 500, 500 IU,
Coagulation factor .
B02BDO04 X for solution for 6p 40 500 L Powder and solvent for 0,81140 405,70 13523,33 16228,00
injection solution for ingection, 1
Coagulation factor Powder and solvent
B02BDO06 VIII, Factor von for solution for 6p 160 500 LU Wi ilate 500, 500 1U, 1 6730,57143 471,14 62818,67 75382,40

Wi illebrand

injection

232533,17

279039,80



MpepnoxeHve 3a N3NbJ/IHEHUE .opbykKkaTa MpunoxeHne Ne 1

[e]]
pd
)
T AHaTomo- TBHProBcko HavmeHoBaHue,
< TepaneBTn MexayHapoaHO HenaTteHTHO JlekapcTBeHa Msipka  KonMuecTso KonnyectBO Ha akTMBHOTO Kog,
Z_ UeH Kopg HavmeHoBaHwMe /INN/ dopma JIeKapCTBEHO BellecTBO U npegyiaraHa H3O0K
§ [ATC-kop/ onakoBKa
(o)
(o]
1 2 3 4 5 6 7 8
Powder and solvent for
2 B02BDO01 Human Prothrombin Complex solution for injection 6p 20 Octaplex, 500 IU, 1fl BHO088
Powder and solvent for Octanate, 500 IU, 1 vial powder, 1 vial solvent 10 ml, 1
3 B02BDO02 Human coagulation factor VIII solution for injection 6p 200 syringe, 1 transfer set BHO097
Powder and solvent for Kovaltry, 500 IU, 1 viai+1 pre-filled syringe (3 ml)+ 1 vial
5 B02BDO02 Coagulation factor VIII (Octocog alfa) solution for injection 6p 120 adapter+1 venipuncture set BH103
Powder and solvent for Nuwiqg, 500 IU, 1 vial (powder) + 1 pre-filled syringe
7 B02BDO02 Coagulation Factor VIII (Simoctocog Alfa) solution for injection 6p 80 (solvent) + 1 vial adapter BH105
Powder and solvent for Octanine F500, 500 IU, Powder and solvent for solution
12 B02BD04 Coagulation factor IX solution for injection 6p 40 for injection, 1 BH120
Coagulation factor VIII, Factor von Powder and solvent for

15 B02BDO06 W lllebrand solution for injection 6p 160 W ilate 500, 500 IU, 1 BH127
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15

LEHOBO TPEANTOXEHNE

[e]]

Z

¢  AHaTOMO- Me HADOLHO

I

. TepaneBTu KAYHApPOA

<l YeH Kog HernaTtTeHTHO

< HammeHoBaHwue /INN/

« [ATC-kogn/

o

c

©

o

1 2 3
B02BDO1 Human Prothrombin Complex
B02BDO02 Human coagulation factor VIII
Coagulation factor VIII (Octocog
B02BDO02 alfa)
Coagulation Factor VIII (Simoctocog
B02BDO02 Alfa)
B02BDO04 Coagulation factor IX
Coagulation factor VIIlI, Factor von

B02BDO06 W illebrand

JNlekapcTBeHa
thopma

4

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

solution for injection

Powder and solvent for
solution for injection

Powder and solvent for

solution for injection

Map Konude

Ka CTBO

6p

6p

6p

6p

6p

6p

20

200

120

80

40

160

MpunoxeHue Nr °

THbpProBCcKO HaMeHoBaHMe,

KonnyectBo Ha akTMBHOTO

JIEKapCTBEHO BELLECTBO U
npeasiaraHa ornakoBkKa

Octaplex, 500 IU, 1fl

Octanate, 500 IU, 1 vial powder, 1 vial

solvent 10 ml, 1 syringe, 1 transfer set

Kovaltry, 500 IU, 1vial+1 pre-filled syringe

(3 ml)+ 1 vial adapter+1 venipuncture set

Nuwiqg, 500 IU, 1 vial (powder) + 1 pre-filled
syringe (solvent) + 1 vial adapter

Octanine F500, 500 IU, Powder and
solvent for solution for injection, 1

W ilate 500, 500 IU, 1

EavHmnyHa
LeHa Ha

OdhepnpaHa oOnakoBKa,

LeHa 3a
DDD

0,71313

308,70990

578,94000

613,54000

0,81140

6730,57143

n3yucneHa
Ha 6a3a

oghepupaHa

ueHa 3a DDD

356,57

308,71

578,94

613,54
405,70

471,14

Kopg
H30OK

10

BH088

BHO097

BH103

BH105
BH120

BH127



PA3AE XI. TexHn4yecKa cneunukaums

Wbr
X AHaToOMO-

TepaneBT MexXayHapoaHO HEMNATEHTHO
4 4YeH Kopj HavmeHoBaHne ANN/
8 /ATC-kopn/
®
1 B02BB01 Human fibrinogen

2 B02BD01  Human Prothrombin Complex

3 B02BD02 Human coagulation factor VIII

4 B02BDO2 Coagulation factor VIII (Octocog

alfa)
5 B02BD02 Coagulation factor VIII (Octocog
alfa)
Coagulation Factor VIII
6 BO2BD02 (Turoctocog Alfa)
Coagulation Factor VIII
7 BO2BDO2 (Simoctocog Alfa)
Coagulation factor VIII
8 BO2BDO2 (Moroctocog alfa)
9 BO2BD02 Coa_gulatlon factor VIII
(rurioctocog alfa pegol)
coagulation factor VIII
10 BOZBDO2 (efmorortomg alfa)
11 B02BDO3 factor VIII inhibitor bypassyng

activity

JlekapcTBeHa hopma

Powder for solution for
injection/infusion
Powder and solvent for

solution for iniection
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
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

KonnyecTtso
Ha aKTMBHOTO
NEeKapCTBEHO

BELLECTBO
1 8
500 LLI
500 L

500
500
500
500 LLI
500 L
500 LI

1000 W

500 U

OkoH4aTennHa onakoBKa

1

1

1 vial powder, 1vial solvent 10
ml, 1syringe, 1 transfer set
1 vial powder + 1vial solvent
(2ml) + reconstitution device
1 vial+1 pre-filled syringe (3 ml)+
1 vial adapter+1 venipuncture set
lvial + 1 pre- filled syringe + 1
vial adapter
1 vial (powder) + 1 pre-filled
syringe (solvent) + 1 vial adapter
1 pre filled syringe + 1 plunger
rod + 1 sterile infusion set + 2

1vial + 1vial (solvent 2 ml),
preassembled whit reconstitution
1 vial (powder)-i-I pre-filled
syringe (solvent)

1 pre-filled syringe + powd.vial +
solv.vial 20 ml + adm.set

Koz
H30K

BHO087
BHO088

BH097
BHO099
BH103

BH104

BH105

BH106

BH108

BH110

BH116

NPOrHO3HN
CTOWHOCTU
E e 6e3 44C

17829,50
5942,83

51451,67
20541,33
61354,00
61354,00
40902,67
10225,67
12707,17

50828,33

127051,67



12

13

14

15

16

B02BDO04

B02BDO04

B02BDO04

B02BDO06

B02BDO08

Coagulation factor IX

Coagulation factor IX

Coagulation factor IX (nonacog
alfa)
Coagulation factor VIII, Factor
von Willebrand

Eptacog alfa (activated)

Powder and solvent for
cnintinn fr>r inipf'tinn

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
solution for injection

500

1000

500

500

2 mg
(100

1

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

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

1

1vial + 1syringe + 1 vial adapter

BH120

BH121

BH126

BH127

BH128

13523,33

37618,67

10106,17

62818,67

85711,67





