OOIMOBOP
3a [0CTaBKa Ha NeKapCTBEHW MPOAYKTM MPU XUBOTO3acTpallaBaliy KPbBOU3MINBU U CMELLHN
onepaTtuBHU U WHBA3UBHN UHTEPBEHL MW Ha NaLMeHTN C BPOAEHW Koarynonatuu
no o6ulecteeHa nopbyka ¢ ID Ne 00494-2020-0010

YMBAN"Lapuua MoaHHa-UCYN"EA/, cbC cefanvile U aapec Ha ynpasneHne
B rp. Codgwmsa, parioH "O6opuwe”, yn. "bsno mope" Ne 8, Ten. 9432215, dakc 9432180, EMK
831605806, npeacTtasnsiBaHo OT npod. A-p Boiko eoprveB Kopykos, A.M- W3nbaHWTeNeH
[MPEeKTop, HapnyaHo 3a KpaTkocT no-gony "Bb3NTOXKUNTEN" oT egHa cTpaHa, 1

“MELOEKC” OO/[, cbc cepanuwie n agpec Ha ynpasneHue o6nact Cogumsa-1252, c.
CeeToBpayeHe; yn. "Yasmap BoiBoga" Ne 48, Ten: 02 9175545, dakc 02 9175538, EVK
131268894 npeacrtasnssaHo oT Emwun  [aHeB - ynpasBuTes, HapuMyaHO 3a KpaTKoCT
"U3MNBbIHUTEN" oT gpyra cTpaHa,
Ha oCHOoBaHue 4n. 112, an. 1 oT 3akoHa 3a o6uiecTBeHuTe Nopbyky (30U) M B M3NbIAHEHUE Ha
PeweHre Ne -P[-03-45/29.06.2020 r. Ha W3nbaHuTenHuA gupektop Ha YMBAJ |, Llapuua
MoaHHa-ICYN” EA/l 3a onpefensHe Ha W3MbAHUTEN Ha O6LUECTBEHA MOpbYKa C MpeaMeT C
~d0CTaBKa Ha NeKapCTBeHW MPOAYKTM MpU >XMBOTO3acTpallaBalyM KPbBOU3NUBU W
crnewHX onepaTtMBHM U WHBa3WBHU UHTEPBEHUMM Ha nNauueHTU C BPOLEHMU
Koarysnonatuum, komto H30OK 3annauja U3BbH CTOMHOCTTA Ha OKa3BaHUTE MeAULIMHCKMU
ycnyrn B8 YMBAJI”Uapuua NoaHHa-ICYN”EA/L” ce CKOUM HACTOALLMAT [loroeop, Kato
CTpaHuTe ce cropasymsaxa 3a C/ieiHoTO:

I. MPEOMET HA 4O OBOPA

Un. 1 (1) BDB3INNOXKUNTENAT Bb3nara, a W3MBJIHUTENAT npuema cpeLly
Bb3HarpaaeHue fa M3BbpLUBa NepuoAMYHN [AOCTaBKM Ha NeKapCTBEHW MPOAYKTU OT 060cobeHa
nosnuua Ne 1 HoMeHKNaTypHu efumHium 3, 5, 18 ot Mpunoxernre Nel ,,Cneumpmkanms KoM
[oroeopa”, M3roteeHa Ha 6asza ,,[lpednoXeHve 3a M3Mb/HEHWE Ha nopbykata“ u ,,LleHoBo
npeanoxenune” Ha N3MbJIHUTESA, HepasgenHa yact ot [orosopa, CbrnacHO ycnosusaTa Ha
HacToAwwma aorosop (,,[0rosop™) 1 M3MCKBaHWATA, MOCOYEHU B TexHMYeckarta cneuupukaumsa Ha
BB3/TOXKNTESA

(2) 3a kpaTKOCT npefMeTbT Ha HacTosAwwma [oroBop mnocoyeH B an. 1 wie ce Hapuya B
Jorosopa ,,[locTaBka“.

(3) Bb310XKMTENAT He Ce aHrakunpa cbC 3aKynyBaHeTO Ha LANO0TO MPOrHO3HO KOIMYECTBO.

(4) Bb3noxXunTenat MOXe [a 3asBK AOoCTaBKaTa Ha JOMb/IHUTE/THU KONMYEeCTBa SIEKaPCTBEHN
NPoAYKTW OT fJafieHa HOMEHKNaTypHa eAuvHuUa Haf onpeaeneHOTO MPOrHO3HO KO/MMYecTBO, HO
camo Nnpuv ycnoBuATa Ha HacTOSALLNA [OrOBOP.

1. UEHA N1 HAYH HA NMNAWAHE

Un. 2.(1) Bb3NOXUNTENAT avmkn Ha N3MBIHNTENA Bb3HarpaxaeHve 3a BCAKa efHa
n3supLueHa ot 3MbJ/IHUTENA n npueta ot Bb3J/TIOXXWUTE/TA [ocTaBka, CbriacHO eAMHUYHNUTE
LeHn, nocoyeHn B [MpunoxeHve Nl ,,Cneumgmkaums KbMm forosopa”. [locoyeHUTe  LieHW
BK/IHOYBAT BCUYKM TakCW W ApYru pasxoam BbB Bpb3Ka ¢ [locTaBkaTta [0 MACTOTO Ha U3Mb/HEHUE
no un. 3, an. 5;

(2) 3annawaHeTo Ha Bb3HArpaxXAeHWeTo no an. 1 ce M3BbLPLWBA NPU KyMYNaTUBHOTO
HaMume Ha cnefHUTe JOKYMEHTU:

a) nognucaH ot CTpaHuTe npuemaTenHo-npeaasaresieH NpoTokon no uyn. 10, an. 2 ot
Jorosopa,;

6) npepoctaBeHa ot WM3MBbJ/IHUTE/IA dakTtypa 3a cboTBeTHata [locTaBka, npueTta oT
BB3NNOXUTENSA.

(3) Obvmknmoto ot BB3NNOXXNTEJIA Bb3HarpaxaeHune no an. 13a cboTBeTHaTa JloctaBka
ce 3annawa Ha M3MBJHUTEJIA no 6aHKOB NMbT B CPOK O 60 (LecTheceT) AHW, CYATAHO OT
N3MbJIHEHWETO WA,
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(4) MnawaHeTo ce u3BbpLIBA B OGb/rapCKN NEBOBE, C NNATEXHO HapeXaaHe Mo cnefgHata
6aHKoBa CMeTKa, nocoveHa ot 3MbJ/IHATENA:
IBAN: BG32BUIB98881033643900, BIC koa: BUIBBGSF

(5) N3MBJTHATENAT e gnbxeH ga yeegomsasa nucMeHo BBH3/TOXKUTENA 3a BCUMUKM
nocnefgawiy NMpoMeHn B AaHHUTE 3a 6aHKoBaTa CMeTKa Mo ai. 4 B CPOK OT TPWU AHWU, CYMTAHO OT
MOMEHTa Ha npomsHaTa. B cnyvait ye U3MbIHUTENAT He yeegomn BB3NTOXKNTENA B TO3M
CPOK MAu nnawaHeTo e nssbplieHo oT BH3JTOXKUTENA npean nonyyaBaHe Ha yBeLOMJIEHUETO,
Ce CYMTa, Ye NaWaHETO e HaA/IeXHO U3BBPLLIEHO.

(6) EAMHMYHUTE UeHW, nocoYveHn B MNpunoxkeHne Nel He noasexar Ha U3MeHEeHWe, OCBEH B
cnyyauTe, NpeABuAeHN B HacToALLMA aorosop v B un. 116 ot 30r1.

(7) O6LaTa CTOMHOCT 3a M3BbPLLUBAHE Ha JOCTaBKMUTe cbrnacHo MpunoxkeHne Nel 3a cpoka
Ha [lorosopa e 20 135.00 nesa 6e3 44C vnnn 24 162.00 neBa ¢ BkntoyeH 44C

I11. CPOK HA JOIMOBOPA. CPOK N1 MACTO HA N3MNbJIHEHNE

Un. 3(1) [loroBopbT ce CK/IKOYBa 3a CPOK OT 12 MeceLa.

(2) B pamkute Ha cpoka no an. 1 U3MbJIHUTENAT ocblyecTBsBa AOCTaBKUTE B CPOK OT
24 yaca, a npu cnewHun 3asBkn - [0 1 (eguH) yac, cumTaHO OT Yaca, nocnefsall, 4yaca Ha
nonyyasaHe Ha NMcMeHa 3asaBKa (,,3asBka") ot Bb3/TIOXXUTEA.

(3) BBINTOXKUTENAT wusnpawa 3asskata fo W3Mb/IHATENA Ha agpec, (akc wam
eIEKTPOHHA MOoLLa:
afpec: c. CeetoBpadeHe; yn. "Yasaap Boisoga™ Ne 48;

Ten: 02 9175545, thakc 02 9175538

e-mail: office@medex.bg

3asBKaTa MoXe fa 6bfe 3a 4acT UK 3a UsSN0TO NPOrHO3HO KOMMYEeCTBO, KaTto BB3JTOXKNTENAT
He e 3afb/KeH [a 3adBM LANOTO MPOrHO3HO KOMMYecTBO MO BpeMe Ha cpoka Ha Jorosopa. B
cnyyan, ye 3a Bb3/TOXXUTE/A He e Bb3HMKHaNa He06xoAMMocCT oT JlocTaBKa, ChbLUMAT 1MMa npaBo
[la He 3asBfBa KO/NYECTBA.

(4) OoroBopbT He 06Bbp3Ba BB3/TOXUTE/A cbe 3aAb/KEHWETO [a HanpaBu 3asiBKa, a
nocnefHata e o6ycnoBeHa OT Bb3HVMKBaHe Ha HeobxoammocT oT [ocTaBka 3a Bb3/IOXXNTE/NA. B
Cyyail Ye YCMOBMETO MO MPeAXOAHOTO u3peyeHue He e Hanuue, BB3TOXUTENIAT He Hocwu
oTroBopHocT, a N3Mb/IHUTENAT HAama npaBo Aa nNpeTeHAMpa HEYCTOMKN W/ KakBUTO U [a e
610 06e3LleTeHNs 3a MPUYNHEHN BpeaMw.

(5) MacToTo Ha u3NbAHeHWe Ha gocTaBkuTe e rp. Codmd, yn. ,,bsano mope” Ne 8, YMBAJ]
~Lapnua MoaHHa-ICYN” EALl - oTaen ,,bonHnuHa anTeka”.

1IV. MPABA N 3SAOBJ/IXXKEHNA HA CTPAHUTE

Un. 4. Bb3JIOXKUTEJTAT nma npaso:

1 pa unsuckea oT N3MBJ/IHATEJIA ga nsnbiHaBa B CPOK U 6e3 OTK/IOHEHUSA BCAKA efHa OT
[OCTaBKMNTe, CbINAacHO ycnosuaTa Ha Jorosopa, TexHUyeckata cneyudukauma v MNMpesnoxeHneTo
3a M3Nb/IHEHMEe Ha NOPbYKaTa,;

2. [la n3BbLpLLUBa NPOBEpPKa BbLB BCEKM MOMEHT OT U3MNbL/IHEHWETO Ha 3adBkaTa no Jlorosopa,
OTHOCHO KayecTBOTO, KO/MMYecTBaTa M TeXHUYeCKuTe mnapameTpu, 6e3 C ToBa Aa Mpeys Ha
penHocTTa Ha U3MNBbIHUTENSA,

3. [la 3a4bpXn/ycBoM CbOTBETHA YacT OT ["apaHUMATA 33 U3Mb/IHEHWE NPU HEU3Nb/IHEHWE OT
cTpaHa Ha I3MBbJ/THUTENA Ha [lorosopa 1 Aa nony4yn HeycTolKa B pasMepa, onpefeneH B pasaen
VIl ot HacTosawwmsa [lorosop;

4. pa npernefa AocTaBeHaTa CTOKa W [a Hamnpasu peknamauum npu ycTaHOBABaHe Ha
HeKayecTBeHa/Henb/Ha JloCTaBKa WM TakaBa, KOATO He e B CbOTBETCTBME C [1pefnoXeHNeTo 3a
n3NbAHeHWe Ha nopbykarta Ha N3N bIHUTENSA,

5. fa nonyym [locTaBKata B CPOKa M NpW YCNoBUATa, LOroBopeHU mexxay CTpaHuTe,

6. ga He npueme [locTaBkarta M f[a OTpasn YCTaHOBEHUTE HeAOCTaTbLMW/NWMNCK B MPUEMO-
npegasatesiHMA NPOTOKoA Mo yn. 10, an. 2, B c/yyai Ye [locTaBkara He OTroBapsi Ha U3MCKBaHUATA
Ha TexHu4yeckaTa cneuuprKaums 1 ycnosmuata Ha To3n [orosop;
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7. fa npekpatn [orosopa egHoOCTpaHHO Mo BuHa Ha W3MBb/IHUTENA B cnyyaid Ha
CbLLIECTBEHO HEM3Mb/IHEHME MO CMUCHAA Ha Yn. 17, an.2 ot ctpaHa Ha 3IMbJIHUTE/A.

Un. 5.(1) Bb3NOXKUNTENAT e anvxxeH aa 3annawa Ha N3MNb/IHANTENA Bb3HarpaxaeHue
MpW Mb/HO N KaYeCTBEHO M3NbJIHEHWe Ha JlocTaBKa B pasmep, Npu YCNoBUSA U B CPOKOBE CbINacHO
HacTosALma [lorosop.

(2) BB3NNOXXUTENAT ce 3aab/kasa:

1 pga He pasnpocTpaHsiBa Mof KakBato M fa e dopma BCAKa npefocTaBeHa My OT
N3MBIHUTENA mHpopMaums, nMala xapakTep Ha TbproBcka TaliHa M U3PUYHO YroMeHaTa oT
N3MbJ/IHNTEJIA kato Takasa B nNpeAcTaBeHaTa OT Hero oepra.

2. MpU [ocTaBsAHe Ha CTOKaTa fa A npernega, Aa MomnbaHU NpuemaTenHo-npeaasaTe/iHuTe
NPOTOKONW W MpKU YCTaHOBABaHe Ha fBHWM HEAOCTaTbUM WM NUMNCK fa T 0Tpasy B NMPOTOKONA Mo
un. 10, an. 2;

3. [a ocurypu MoMmeLLeHMe 3a CbXpaHeHue Cropes CbOTBETHUTE W3UCKBaHWA, ako uma
TaKuBa, Ha JOCTABEHOTO KO/IMYECTBO CTOKM.

Un. 6. USMBIHUTENAT nma npaso:

1 fa nonyym yroBOPEHOTO Bb3HArpaXkAeHWe Mpu ycnoBuATa U B CPOKOBETE, MOCOYEHU B
HacToALwma Jorosop.

2. fa ucka oT BBITOXUTENA HeobXoAMMOTO CbAeCTBME 3a OCHLIECTBSIBAHE Ha
[JocTaBkarta no [Jorosopa 1 npvemMaHeTo i, KOrato e U3nb/HeHa Cbr1aCHO U3UCKBaHWATa No Yn.7,
Tilnt 2

Un. 7. USMBAHNTENAT e anbXeH:

1 [a u3NbAHW BCAKA eflHa OT [OCTaBKUTE KayeCTBEHO, B CbLOTBETCTBME C HACTOALLMA
LJorosop;

2. [0a U3Nb/IHU BCAKA efjHa OT [0CTaBKMTe C OCTaTbyeH CPOK Ha rOAHOCT Ha /IeKapCTBeHNA
NPOAYKT He No-MasbK 0T 25 % 0T 065BEHMS OT MPOU3BOAUTENSA CPOK KbM AaTaTa Ha AOCTaBKUTE;

3. B cnyvanTe no un. 4, 1. 6 3MbJIHUTENAT ca 3agb/mkaBa fa 3aMeHU 3a CBOA CMETKa
[JocTtaBkarta c gpyra, OTrosapslia Ha M3MCKBaHMATa No T. 1 B CpoK Ao 12 (ABaHafeceT) uvaca,
CUMTaHO OT Yaca, NOCOYEeH B MPOTOKONA 3a HeKayecTBeHaTa/Henb/1Ha JlocTaBka.

4. B cnyvair, ye N3MBJIHATENAT He gocTaBu B CpoKa MO T. 3 3aMEHEHUTE CTOKW,
BB3NTOXXUNTENAT Haumcnsaea HeycTolika Ha 3MBb/IHATENA no un. 11, an.l, KOATO ce yabpxka
OT CnefiBalinTe nnawaHna KuM 3nbaHUTens unv ot [MapaHLumaTa 3a U3nb/HeHue,

5. B cnyyait, ye 3MB/IHUTENAT gocTaBu CTOKW, KOUTO He OTTrOBapsiT Ha M3UCKBaHMATA
no 1. 2, Bb3NTOXXUTENAT Haumcnsaea HeycTolika Ha M3MBJ/THATENA no un. 11, an. 2, KosiTo ce
yabpXKa oT cneApalliuTe nnawaHna KoM M3nbaHuTens unm ot MapaHumuaTa 3a U3nb/HEHME,

6. la CbXpaHABa 1 TpaHcnopTupa JlocTaBkara 40 MACTOTO Ha U3Mb/IHEHWE NMPY Cnas3BaHe Ha
NMOCOYEHMA OT NPOU3BOAMTENSA TEMNEPATYPEH PEXUM U APYTi YCNOBUA 38 CbXpPaHeHue,;

7. [a He u3nonsea Wam pasnpocTpaHsaBa UHgopmauus 3a BB3TOXKNTENA, ctaHana my
N3BECTHA NP M3MbIHEHVE Ha 3a4b/DKeHNATa My N0 HacToALmA [lorosop.

Un. 8. U3MNBJIHUTENTAT ce 3agb/mkasa Aa NPOAL/KMA U3NLIHEHNETO Ha JocTaBkaTta U B
cy4ain Ha 3abaBsiHe Ha NnatlaHe oT cTpaHa Ha Bb3/TOXKNTENA nopaan 06eKTUBHM NPUYNHNA.

V. TAPAHUWMA 3A N3MbJIHEHUVE

Un9. (1) Mpu cknousaHe Ha [orosopa W3MB/IHUTENIAT npeactassa [MapaHumsa 3a
n3nvnHeHve Ha [Jorosopa (,lapaHuma 3a wu3nbiHeHWe™) B pasmvep Ha 201.35 neBa,
npeactasnssawy 1% (eanH MpouUeHT) OT HerosaTa 06Lia CTOMHOCT Mo un. 2. an.7, 6es AAC.
MapaHumaTa 3a U3NbIHeHWE Ce NPeACTaBs B e4Ha OT C/iefHUTe PopMu:

a) NapuyHa cyma, BHeceHa rno nocodeHa ot Bb3J/IOXKNTEJIA 6aHKoBa CMeTKa;

6) 6e3ycnoBHa HeOTMeHsieMa 6aHKOBa rapaHuus; Unm

B) 3aCTpaxoBKa, KOATO o06e3neyaBa W3Mb/IHEHWETO 4pe3 MOKPUTME HA OTFOBOPHOCTTA Ha
N3MBbJTHATENA.

(2) MapaHumaTa 3a M3MbIHEHWE CnefBa fa e CbC CPOK Ha Ba/IMAHOCT OT AataTta Ha Bn3aHe B
cuna Ha florosopa Ao Hail-manko 30 /TpuaeceT/ AHW cnef U3TUYaHeTo Ha cpoka no un. 3, an. 1

(3) MapaHumAaTa 3a M3Nb/HEHWE Ce YCBOSABA MU3LAMN0 UK YacTUYHO OT BB3JTIOXKNTENA B
C/lyyail Ha HEM3Mb/IHEHWE Ha 3aAabmkeHusTa Ha VISMBbJ/IHUTE/A 3a yacTTa, CbOTBETCTBALLA Ha



HenanbHeHNeTo. BB3/TOXKUNTENTAT uma npaso Aa yceom MapaHumaTa 3a M3nb/iHeHne, 6e3 ToBa
[a ro fvwasa oT MpaBoTo fa TbpcK 0besLLeTeHMe 3a Bpeayn, HafBuLlaBally rnosyyeHaTa cyma no
["apaHUmATa 3a U3Mb/IHEHME.

(4) Mpwn nunca Ha Bb3pPaXKEHUA/MPeTEHUUN BLB BPb3Ka C U3MNbAHEHWETO Ha [lorosopa oOT
cTpaHa Ha BBb3/TOXXWNTEJIA, Toin ocBoboX/aBa MapaHUmMsATa 3a U3Mb/HEHVE (BpbLUa napuyHarta
cyma/opurvHana Ha usfafeHata 6aHKOBa rapaHums/3acTpaxoBka) B cpok oT 30 AHW cnep,
NMPUKIIOYBAHE HAa M3Nb/HEHMETO WAM M3TUYaHe cpoka Ha Jlorosopa, 6e3 Aa Ab/HKU NIMXBU 3a
nepuoja, npes KOWTO [apaHumsaTa 3a M3MbJIHEHWE e MpecTosna npu Hero (B Ciyyal Ye e nog,
(hopmara Ha napuyHa cyma).

(5) Pa3xoauTe no oTKpMBaHe, NoAAbPXaHe, NOAHOBABaHE U 06CNyXBaHe Ha MapaHuUuaTa 3a
N3Nb/IHEHME ca 3a cmeTKa Ha N3Mb/IHUTENA.

(6) MapaHumMATa 3a U3MbHEHME He ce ocBoboXdaBa oT Bb3/TOXKTE/A, ako B npoLeca Ha
M3Nb/IHEHME Ha [0roBopa € Bb3HUKHAN CMop MeXAy CTpaHWUTE OTHOCHO HEU3Mb/HEHME Ha
3aabmkeHuaTa Ha 3MbJ/THUTEJIA 1 BbNpoCchT e OTHECeH 3a pellaBaHe npef cbi. [Mpu pellasaHe
Ha cnopa B nosza Ha Bb3/TOXXNTEJIA, Tol MOXe Aa NPUCTBMN KbM YCBOsIBaHE Ha rapaHumaTa 3a
N3Nb/IHEeHVe.

VI. MPEAABAHE N NMPNEMAHE 3A N3MNBbJ/IHEHNETO

Un. 10.(1) MpuemaHeTo Ha goctaBkata oT Bb3/TOXXUTENA ce m3sbpLuBa upes HavanHuk
otgen ,bonHuyHa anteka” wAM HeroB 3amMecTHUMK. 3a BDB3JIOXKUNTE/IA npuemarenHo-
npegasaTeIHUAT NPOTOKO Ce NMOAMMCBa OT NNLETO npuemallo gocTaskara, a 3a N3MNb/IHUTENA
- OT ONpeaenieHo OT Hero NuLe.

(2) TlMpuemaHeTo Ha [ocTaBka Mo 3asBKa Ce YAOCTOBepsBa C MNOAMWCBaHE OT
npegctaBuTennTe No anl Ha ABYCTpaHeH npuemMaTenHo-npeAaBaTesieH NPOTOKO/, B KOWTO ce
OTpassBa faTarta M 4aca Ha goctaBkata, BuMAa M Opos Ha [OCTaBAHWUTE NeKapCTBEHU MPOAYKTU,
CPOKbLT Ha roAHOCT, KaKTO W MpuapyXasallute rv AoKymeHTW. [locTaBKaTta ce cuuMTa npueta oT
BB3/TOXKUTENIA camo ako CbWMAT € nognucan npuemaTenHo-npeaasateniHMs nNpoTokon 6e3
Bb3paXeHus (MocoyBaHe Ha HeAOCTaTbUW/NNMCK Ha CTOKU UM LOKYMEHTW, KOWUTO cfejBa fa v

NpUApPY>Kasar).

VIl. HEYCTOWNKU

Un. 11. (1) B cnyuain, ye UBMBHUTENAT He n3nbnHu 3asBKa B Cpoka no un. 3, an. 2,
nnn no Yn.7, 1. 4, 1ol gbmxn Ha Bb3JTOXXUTENA HeycTolika B pasmep Ha 0,25 % (Hyna usno u
[BafleceT W NeT CTOTHWU MPOLIEHTA) OT CTOMHOCTTa Ha Heu3nb/iHeHaTa 3asBKa 3a BCEKM MPOCPOYeH
yac, Ho He noseye OT 10 % (geceT NPOLEHTA) OT CTOMHOCTTA HA HEM3Mb/IHEHATa YacT OT 3asBKaTa.

(2 B cnyyair, ye U3BMBJIHATENAT wu3nbiHM 3adBKa C [0OCTaBKa Ha /1eKapCTBEHM
NPOAYKTU C MO-KPaTbK CPOK Ha FOAHOCT OT nocoyeHud B un. 7, T. 2, USMbJTIHUTEJTAT gbmxku
HeyCTOIKa. Pa3mepbT Ha HEYCTOMKaTa e KakTo Criejsa:

- 0T 24,99 % po ot 15,00 % - 0,1 % BbpXy CTOMHOCTTA HAa 40OCTaBKAaTa,;

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

Un. 12. V3nnawaHeTo/yabp)KaHeTO Ha HeycTorku He nvwasa BB3NOXWNTENA ot
NnpaBoTO fa TbPCU PeasiHO U3MbJIHEHME U 06e3leTeHe 3a MPETbPNEHNTE BPeAW, HaaXBbp/sALLM
pasmMepa Ha HeyCTOMKara.

Un. 13. (1) Mpwn npekpatsBaHe Ha [loroeopa nopagy OTKa3 OT A0CTaBKa Ha /leKapCTBeH
npoaykt, NU3Mb/IHUTENAT abmkn Ha Bb3JTOXKNTENA HeycToliKa B pasmep Ha 20% (aBageceT
MPOLEeHTA) OT CTOMHOCTTA Ha 3adBeHaTa, HO HeM3Mb/IHEHa JOCTaBKa.

(2) Bb3noxXutenart yabpxa Ab/HKUMATE CYyMU 3a HEYCTOVKa MbpBO OT Cnefgalyute niawaHms
KbM M3MbaHUTENA, a Cef TOBa OT rapaHumaTa 3a U3Mnb/IHEHNe Ha LOroBopa.

(3) B cnyvante no an. 2, Korato Bb3noXUTENAT e yabpKan HeycToliKata OT CTOMHOCTTa Ha
rapaHumaTa 3a nsnb/HeHne, VI3NbAHUTENAT e ATbXeH B 5-HeBeH CPOK OT YBeAOMSABaHETO MY 3a
YyCBOAIBaHe Ha YacT OT rapaHuuATta, fa [OMb/HW rapaHuuaTa 3a W3Nb/HeHWe [0 pasmvepa,
ornpefenieH B yn. 9, an. 10T forosopa v fa Npeactasn Ha Bb3noXutens CbOTBETHNA LOKYMEHT.

Un. 14. Mpwn HensnNb/HEHME Ha 3a4b/PKeHNETO ¢ no Yn.2, an.3, Bb3JTOXXUTENTAT gbmkn
Ha M3MBIHNTENA HeycTolika B pasmep Ha 0.1% (Hyna usno v eguH Ha cto) ot LleHata Ha



13BbPLLIEHATA JOCTABKa 3a BCEKM AeH 3a6aBa, HO He rnoseye oT 5 % (MeT Ha CTO) OT CTOMHOCTTA Ha
[0CTaBKara.

Vi, HEMPEABNAEHW OBECTOATENCTBA

Un. 15. (1) Crpanute no [orosopa He Ab/mKaT 06e3LleTeHME 3a MPETbPMEHN Bpean U
3arybu, B c/lyyali Ye nocnegHuTe ca NPUYMHEHW OT HernpeogoIMMa cuia no cMucbia Ha yn. 306 ot
TbpProBCKUS 3aKOH.

(2) B cnyyait ye CtpaHaTa, KOSITO € cnefBano fa U3Mb/HU CBOe 3ab/KeHre no [orosopa, €
6vna B 3a6aBa KbM MOMEHTA Ha HaCTbNBaHe Ha HENpPeoJoMMaTa cuia, T He MOXKe fa Ce No3oBaBa
Ha HenpeogoMMa cuna.

(3) CrpaHaTa, 3acerHata OT HenpeofgonvMMa cwna, e A/TbXHa fa npeanpuemMe BCUYUKK
[eCTBUA C rpukaTa Ha obpnsa Tbpro.el, 3a fAa HamMaam 40 MUHMMYM MOHeCeHUTe Bpeaun 1 3aryoum,
KakTo M fAa yBeaoMu nucMeHo papyrata CrtpaHa B TpWUAHEBEH CPOK OT HACTbMBaHETO Ha
Henpeogonuvara cuna. pu HeyBeAoOMsIBaHe Ce Ab/DKM 06e3WeTeHne 3a HacTbMuAUTe OT TOBa
Bpeauw.

(4) [Lokato Tpae HenpeogonumaTta cuia, U3Nb/JIHEHNETO Ha 3aA4b/HKEHNATA U Ha CBbp3aHuTe
C TAX HaCpeLLHW 3a4b/HKeHNs ce cnmpa.

IX. Bb3MOXXHOCTW 3A USMEHEHWE HA O OBOPA

Un. 16. (1) CovrnacHo un. 116, an.l, T. 1 ot 3001 ce npeasmkaar cnefHATE Bb3MOXHOCTM 3a
N3MEeHeHne Ha [orosopa:
1. B cnyyaid, Ye criefi U3TUYaHe CPOKa Ha [JOroBopa He € m3yeprnaHa CTOMHOCTTa My, TO CbLUMAT
MOXe fa Oble YAb/DKEH A0 13pa3xofsaHe Ha NpeABueHaTa B HEro cyma, Ho He noseve OT 6 (LUecT)
MeceLa;
2. Bb3noxutenat Moxke fa 3adBu [ocTaBKata Ha no-rofieMy Kosim4yecTsa IeKapCTBEHM MPOAYKTU OT
eflHa Unn NoBeve HOMEHKNATYPHW eIMHMLM, HO CaMO B paMKMUTE Ha CTOMHOCTTA Ha [0roBopa;
3. OgpepupaHata LieHa 3a OMakoBKa Ha /IeKapCTBEHUSA NPOAYKT € (PUKCUpaHa U He MOAMEXN Ha
NMPOMSsiHa 3a CpPoKa Ha fAeicTBMe Ha gorosopa. Mo U3K/IYeHMe AOroBopeHaTa LieHa MOXe fa ce
M3MeHsi BbB BpPb3Ka C MpoMeHM B Hapepbata 3a ycnosuaTta, npasuiata v pefa 3a perynvpaHe u
perncTpypaHe Ha LeHUTe Ha nekapcTBeHMTe npodyktn ot 30.04.2013r. /u3m. n gon. 6p. 62 oT
6.08.2019 r., gon., 6p. 19 o1 6.03.2020 r./, NpaBeLUy HEBB3MOXHO M3Mb/IHEHMETO Ha A0roBopa npw
[lOrOBOPEHUTE YC/0BUS;
4. B cnyuvaid, 4e B CpoKa Ha [0roBopa [AbpXaBHO perynupaHata ueHa B lMpunoxeHne Ne 2 Ha
MMO3UTUBHNA NEKapCTBEH CMUCBLK CTaHe MO-HWCKa OT A0roBopeHata, V3MbAHWUTENAT e [J/TbXeH
CBOEBPEMEHHO Ja NPOMEeHH LieHaTa, Ha KOATO [OCTaBA /IeKapCTBEHUTE MPOAYKTU, B CbOTBETCTBUE
C onpefeneHata ueHa B [103NTUBHWA NIeKApCTBEH CMUCBLK, CUATAHO OT daTara Ha npomMsaHa. B
C/lyyail, Ye He yBefloMU Bb3noXxutens nMCMeHO B 5-HEBEH CPOK 3a NPOMsHAaTa WU He NPOMeHU
LeHata, Bb3noxXnTenar Lue 3annawa JOCTaBAHUTE NEKAPCTBEHU NPOAYKTU MO NPOMeHeHaTa LieHa,
CUMTAHO OT JaTaTa Ha CbOoTBeTHaTa AKTyanin3alms Ha No3snTUBHNA NEKapPCTBEH CMUCHK;
5. B cnyvaid, 4ye B cpoka Ha gorosopa oT cTpaHa Ha H3OK 6bjaT foroBopeHa no-HUCKa LieHa oT
othepupaHata, Bb3noxuTenar Lie 3annawa 6e3yc/oBHO LOCTaBAHWUTE NIeKapCTBEHM NPOAYKTU Ha
Mo-HMCKara LieHa, CUMTaHO OT AaTarta Ha CbOTBeTHaTa NPoMsHa.

(2) CobrnacHo un. 116, an.l, 1. 4 ot 301 [doroBopbT 3a Bb3naraHe Ha 06LLECTBeHaTa
nopbyka MOXe Aa Obfe M3MeHeH, KOorato VI3NbiHWUTENAT OTKaXKe Aa W3Mb/HSABA LOrosopa Wan
[OroBOpPbT ObAe MpekpaTeH MO BMHA Ha W3NbAHUTENSA. Bb3NOXKUTENAT MOXe fJa 3amMeHu
M3MbAHUTENA Ha 06LLEeCTBeHaTa MOPbYKa C Y4aCTHUKA, KnacupaH Ha BTOPO MSACTO B npoueayparta,
KaTo noAgnvile JOMb/HUTENHO CrnopasyMeHne C Hero KbM [0rosopa 3a 06LecTBeHa nopbyka npu
YCNoBUATA, onpefeneHn B TeXHNYECKOTO 1 LieHOBOTO My Npea/ioxeHus.

X. MPEKPATABAHE HA O OBOPA
Un. 17. (1) Hactoawumat [lorosop ce npekparssa:
1 c n3TnyaHe Ha cpoka no yn. 3, an. 1;
2. N0 B3aMMHO Ccbrnacue mexay CtpaHuTe, 13pa3eHo B NUCMeHa opma;
3. OT Bb3noxutens npv ycnosmaTta Ha yi. 118 ot 3akoHa 3a 00LeCTBEHUTE MOPBUKMN.



(2) BB3NTOXKUTENAT mMoxe ga npekpatu [orosBopa 6e3 npegusBecTve B Clydail Ha
CbLLECTBEHO HeM3Nb/IHEHME Ha 3aAb/pKeHuATa oT cTpaHa Ha N3N bJ/IHATENA. 3a ,,CblyecTBeHO
HensNb/IHEHNE™ Ce cUMTa BCEKWN efIUH OT CNefHNTE Cyyan:

1L MBNBJIHNTENAT 3abaBn ABa WM MoBeye MbTW CPOKa 3a AocTaBka no Jlorosopa C
roseye OT 48 (4eTUPUIECET N OCEM) Yaca,;

2. N3AMBbNHNTENAT pgea unan noeevye NbTM He OTCTpaHW B cpoka no un. 7, T. 3
KOHCTaTMpaHu HefocTaTbuu/nnncy;

3. NSMBbHNTENAT aBa unm noseyve NbTU He M3Mb/IHM TOYHO HAKOE OT 3a4b/HKEHMATA CH
no [lorosopa;

4. NANBNHNTENAT 6bae 0065iBEH B HECLCTOATENIHOCT WM KOraTo € B MPOU3BOACTBO MO
HeCbCTOATENIHOCT WU IMKBUAALUNS;

XI. OBPABOTBAHE HA JAHHW, CBI' JTACHO JEPNHUNLINATA MO 4Jl. 28 HA
PEFNAMEHT (EC) 2016/679 HA EBPOMENCKWA MAPIAMEHT U HA CbBETA OT 27
AIMPIN 2016 TOONHA(PErTAMEHTA), OTHOCHO 3ALLINTATA HA
PN3INYECKUTE JIMLIA BB BPB3KA C OBPABOTBAHETO HA JTIMYHW JAHHW

Un. 18. (1) HacToAawumAT pasgen nva 3a Luen aa perynvmpa nMnyHuTe npasa v 3agb/HKeHns Ha
CTpaHWTe, BbB BPb3Ka C AaHHU U MH(OPMaLWS, OnpefesieHa KaTo NnoBepuTesiHa, KOUTO ca CTaHau
N3BECTHM NO BPeMe Ha M3BbPLUBaHE Ha JeHOCTUTE, ONm1caHy B HacToALwma [lorosop.

(2) 3a uenute Ha [loroeopa Te3n AaHHWM U MH(OPMaLMA e Ce cYMTaT 3a MOBEPUTENHN W
CtpaHuTe ce 3afb/KaBar [a He NPefoCTaBAT Ha TPETWU CTPaHW M nua, IMYHUTE JaHHW, npeaMeT
Ha [loroBopa, Wiu NIMYHW [aHHU W MHGOPMaUMs, CTaHaIM UM W3BECTHW MPU M3MbJIHEHWE Ha
[loroeopa.

3 [MoBepuUTENHMS XapaKTep Ha ropenoCcoYeHNTe JaHHU U MHgopmaums e Tpsbea aa 6bae
N3PUYHO [eKnapupaH, ¢ NOANUCUTE Ha NPeACTaBUTeNIMTe Ha CTPaHUTE,

Un. 19. CtpaHuTe ce aHraxupar Aa npuemMar BCUYKM MEPKM 3a CUTYPHOCT, KOWUTO ca
HeoOXoAUMM 3a 3alMTa Ha [JaHHUTE W MH(opMauuMsiTa OT MOBEPUTENEH XapakTep U fda ce
rapaHTvpa, ye TAXHaTa NOBEPUTESTHOCT MO HNKAKbB HAUYMH He e HapyLLeHa.

Un. 20. CTpaHuTe, NOANUCBalKM HacToAWwmMa [lorosop Aeknapupat, Ye Wwe WK3nosnssart camo
06paboTBaLLM IMYHM JaHHW, KAKTO U Ye ca Npefnpuenyt LOCTaTbYHW MOAXOAALLMN TEXHUYECKN U
OpraHM3aUMoHHN MepPKM MO TakKbB HauyMH, 4ye 06pabOTBaHETO fa MpPOTU4Ya B CLOTBETCTBUE C
M3NCKBaHMATa Ha PernameHTa 1 no TO3W Ha4MH OCUTYypsBaT 3alliMTa Ha npasaTa Ha CybeKTUTe Ha
[laHHW.

Un. 21. CTpaHuTe BbBEXAAT MOAXOAALLMN TEXHNUYECKM M OpraHM3alUMOHHN MepKK, 3a [a ce
rapaHTupart, 4ye no nogpaséupaHe ce 06paboTBaT CaMO /IMYHU [aHHW, KOUTO Ca Heob6XxoauMMu 3a
BCAKa KOHKpeTHa Lie/1 Ha 06paboTBaHeTo. ToBa 3aAb/hKeHMe Ce OTHacs 40 ob6ema Ha ChbpaHuTe
NMNYHW flaHHW, CTeneHTa Ha 06paboTBaHETO, NepUoa Ha CbXPaHsABaHETO UM U TAXHATa AOCTHMHOCT.

Un. 22. TpeTupaHeTo Ha BCMYKM NIMYHM AaHHM TpsibBa Aa OTroBaps Ha CbOTBETHOTO
HaLMOHa/IHO 3aKOHOAATEeNICTBO Ha y4acTHULMTE, NO-CrelmaiHO BbB BPb3Ka CbC 3aKOHa 3a 3alimTa
Ha NNYHUTE JaHHU U Ha PernameHTa.

Un. 23. CtpaHnTe 06paboTBaly MMYHN JaHHN UMAT BbBEAEHW BbTPELLHN MpaBuia OTHOCHO
06paboTKaTta M CUFYPHOCTTa Ha IMYHUTE [JaHHW W rapaHTupaT, Ye 06paboTeHNTEe NMMYHM JaHHW ca
[OCTBIMHM Camo 3a HaJ/1eXHO YMb/IHOMOLLEHU CNYXUTENN.

Un. 24. JInyHUTe [JaHHW, KOUTO ca CTaHa/IM M3BECTHW MO cuiata Ha HacToAwma [orosop
WU MO BPeMe Ha M3Mb/HEHNETO My, ca NpeAMeT Ha 06paboTBaHe OT CTpaHWUTE 3a MOCTUraHe Ha
LennTe 1 NpeiMeTa Ha Orosopa, ce 06paboTear 3a CPOK He NMO-Ab/bI OT CPOKa Ha A0roBopa.

XIl. 3BAK/TIKOUNTEJTHN PA3IMNOPELB
Un. 25. (1) Hactoawwmat Jorosop Moxe Aa 6bae M3MeHSH C MUCMEHO AOMbHUTENTHO
cnopasymeHve KakTo c npefsugeHute B Pasgen 1X. Bb3MOXXHOCTM 3a M3MEHEHMe Ha [0rosopa,
Taka v npu ycnosmsTa Ha un. 116 oT 3akoHa 3a 06LLEeCTBEHUTE MOPBYUKM.
(2) Huto egHa OT cTpaHWTe HAMa MpaBO Aa MNPEXBLPASA Mpasata M 3a4b/HKEHUATA,
npounsTUyaLyy ot To3n LOroBop, Ha TpeTa CTpaHa, OCBeH B CiydauTe, nocoveHu B 30r1.



Un. 26. (1) Benukn cbobLeHns, Npean3BecTs U HapeXaaHns, CBbP3aHu € U3MbJIHEHWETO
Ha To3u Jorosop 1 pasmeHaHu mexay Bb3NTOXUNTENA n N3MbJIHUTENA ca BanuaHu, Korato
ca u3npareHun Mo nowara ¢ obparHa pasnucka, no gakc, eNeKTPoHHa Mnowla unn npejaseHy ypes
Kypuep cpeLLy NoAnuc Ha npuematlara cTpaHa.

(2) 3a paTaTta Ha CbOOLLEHMNETO Ce CMsTa:

1. paTarta Ha npefaBaHETO - NPU NpefasaHe Ha pbka Ha CbOOLLEHNETO;

2. pjaraTta Ha NpMemMaHeTo - Npu u3npatyaHe rno gaxc;

3. fjaTara Ha NocTbMBaHETO B e/IEKTPOHHATa NoLLa - Npy nu3npatyaHe no uMemnn.

(3) 3a BawmpHM afpecu 3a MpuvemMaHe Ha CbOOLLEHWUS, CBbpP3aHW C WU3MbJAHEHWETO Ha
[lorosopa 1 npegasaHe Ha JOKYMEHTW, Ce CMATAT:

1 3a Bb3/TOXUTENA: rp. Codus, yn. ,,.bano mope” Ne 8, otaen ,,bonHMYHaA anTeka”, Ten
02 9432429, thakc 02 9432117, e-mail: apteka@isul.eu

2. 3a 3MNBNTHATENA: c. CeeToBpayeHe; yn. "Yasaap Boisoga" Ne 48, Ten: 02 9175545,
(pakc 02 9175538, e-mail: oflice@medex.bg

Un. 27. B cnyyali Ha npeobpasyBaHe, B/vBaHe WM civBaHe Ha BB3/NOXKUTENA wnm
N3MBNMHUTENSA, opuanyeckute nuua, TeXHU MPaBONPUEMHULM, Cca 00Bbp3aHM CbC
3a[lb/KEHMATA N0 TO3W LOroBop MNpu cnassaHe n3ncksaHusaTa Ha 3001,

Un. 28. Bcmukm cnopose No To3n JlOroBop Le Ce YypexaaT 4pe3 Mperosopu Mexay
CTpaHuTe, a Npu HenocTuUraHe Ha Cbr/acue - Lie ce OTHACAT 3a peLlaBaHe OT KOMMETEHTHUSA CbA B
Peny6nu1ka bbnrapus.

Un. 29. 3a BCUYKM HeypedeHW B TO3W [OroBop BbLMPOCKM Ce mpunarar pasnopenbute Ha
[eCcTBa0TO 6bArapcko 3aKOHOA4ATE/ICTBO.

Un. 30. HepasaenHa yacT oT HacTosAwma Jloroeop ca:

1 TMpunoxeHue Ne 1- , Cneunurkaumsa Kbm gorosopa”

2. “lNpepnokeHve 3a N3MNb/HEHWe Ha NopbyKara”,

3. “LleH0BO Npen/ioxeHue”.

4. TexHu4yecka cneymgpukaums

HacToswmat [loroBop ce CKIlouYM B [Ba eAHoO6pasHW eK3eMnnspa - eauH 3a

BamnueHa

uH(GOpMAaIHs 3anuueHa nHpopMarus

3anuueHa uHpopMaIus
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00. no3. Nel, H.e. JI®

B02BD01

3 B02BDO1

B02BD02

5 B02BD02

B02BD04

18 B02BD04

MpunoxeHune Ne 1 ,,Cneymdpukaumst KoM gorosopa”

MexxayHapoHo
HenaTeHTHO
HanmeHoBaHne ANN/

JlekapcTBeHa thopma

KonnyecTtBo

Ha aKTUBHOTO

NeKapcTBEHO
BELLIECTBO

coagulation factor IX, 11, VII and X in combination

Coagulation factor IX,
M VIl and X in
combination

Human coagulation factor VIII

Human coagulation
factor VI

Powder and solvent for
solution for injection

Powder and solvent for
solution for injection

Coagulation factor IX

Coagulation factor IX

Powder and solvent for
solution for
injection/infusion

600 LU
LU
600 LU

OKoH TMporHo

yatesl  3HO
Ha  Ko/n4e

ornako CTBO,

BKa op.
1 15
1 50
1 15

Tbproecko
HanMeHOBaHwue,
Konn4yectBo Ha

aKTUBHOTO

NeKapCcTBEHO

BELLIECTBO U
nnpn MATANA onakosxa

Prothromplex Total NF
powder and solvent for
solution for injection
600 1U pack 1

Immunate powder and

euHNY  o6LLa
Ha LueHa LeHa 6e3

cAAc  aac

obLia ueHa

e 44C

388,80 4860,00 5832,00

solvent for injection 500 220,80 9200,00  11040,00

IU pack 1

Immunine powder and

solvent for silution for

injection/infusion 600
IU pack 1

486,00 6075,00  7290,00

20135,00 24162,00
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13

14

15

16

17

18

19

20

21

22

23

24

2
B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BDO03

B02BDO03

B02BDO04

B02BDO04

B02BD04

B02BDO04

B02BDO04

B02BD04

B02BDO04

B02BDO04

B02BDO06

B02BDO06

B02BDO08

B02BDO08

B02BDO08

3 4

Coagulation factor VIIl

Coagulation factor VIII (rurioctocog alfa

pegol) Powder and solvent for injection
Powder and solvent for solution
alfa) for injection

coagulation factor VIl (efmoroctocog

Coagulation factor VIII (Damoctocog Powder and solvent for solution

alfa pegol) for injection

coagulation factor, Factor VIl inhibitor bypassing activity

Powder and solvent for solution

factor VIl inhibitor bypassyng activity for infusion

Coagulation factor IX
Powder and solvent for solution

Coagulation factor IX forinfusion

Powder and solvent for solution

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

Coagulation factor IX for injection

Coagulation factor IX

Powder and solvent for solution

Coagulation factor IX for injection

Coagulation factor IX (nonacog alfa)

Powder and solvent for solution

Coagulation factor IX (nonacog alfa) for injection

Coagulation factor VIIl, Factor von Wi lebrand
Powder and solvent for solution
for injection

Coagulation factor VIII, Factor von
Willebrand

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

Eptacog alfa (activated) for injection

500

500

25 U/ml
(500 U)

500

600

500

500

2 mg (100
KIU)

5 mg (250
KIU)

1 vial + 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 plungerrod + 1 vial
adapter + 1 venipuncture set

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

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

1 vial powder + 1 pre-filled
syringe solvent5 ml+ 1
injection set

1 vial + 1 syringe + 1 vial
adapter

1 vial + 1 syringe + 1 vial
adapter

cT0.2 0T 2

BH108

BH112

BH130

BH116

BH118

BH119

BH120

BH124

BH126

BH127

BH128

BH129

60

100

100

100

15

15

200

60

60

100

50

50

10

Jivi, Powder and solvent for solution for injection, 500, IU,
Pack: 1 vial with powder +1 pre-filled syringe with 2.5 ml
solvent + lsyringe plunger rod + 1vial adapter + 1

venipuncture set

IMMUNINE, Powder and solventfor solution for

injection/infusion, 600, IU, Pack: 1



00. Mo3. Ne1, H.e.,

10

11

AHaTOMO-
TepanesTu4e
H Kog /ATC-
Kog/

2
B02BB01

B02BBO1

B02BD01

B02BDO1

B02BDO1

B02BD02

B02BDO02

B02BDO02

B02BDO02

B02BD02
B02BDO02

B02BDO02

B02BDO02
B02BDO02

B02BDO02

LEHOBO TMPEANOXEHUE

Me>kayHapoaHO HernaTeHTHO

JlekapcTBeHa thopma
HaumeHoBaHMe ANN/ P (bop

3 4
Human fibrinogen
Powder for solution for
Human fibrinogen injectionAinfusion
coagulation factor IX, I, VIl and X in combination
Powder and solvent for solution
Human Prothrombin Complex for injection

Coagulation factor IX; Il, VIl and Xin
combination

Powder and solvent for solution
for injection
Human coagulation factor VIlI

Powder and solvent for solution

Human coagulation factor Ml for injection/infusion

Powder and solvent for solution

Human coagulation factor VIl for injection
Powder and solvent for solution
Human coagulation factor VIl for injection

Kog
H30K

BHO087

BHO088

BH089

BH092

BH096

BH097

Mpuno>keHuvie Ne 2

EfvHWUHA LeHa Ha

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

Powder and solvent for solution

Coagulation factor VIl (Octocog alfa) for injection
Powder and solvent for solution
Coagulation factor VIl (Octocog alfa) for injection

Powder and solvent for solution

Coagulation factor VI (Octocog alfa) for injection

Coagulation Factor VIl (Turoctocog ~ Powder and solvent for solution
Alfa) for injection

Coagulation Factor VI (Simoctocog ~ Powder and solvent for solution
Alfa) for injection

BH099

BH100

BH103

BH104

BH105

Mporxos
T'prOBCKO HanmMeHoBaHue, KonnyecTBo Ha 0ONaKoOBKa,
OdhepupaHa LeHa 3a
KONWUEC AKTMBHOTO /IEKApPCTBEHO BELLECTBO U npea/iaraHa DDD n3uncseHa Ha 6asa
T80, 6p ornaKoBKa ohepmpaHa LieHa 3a
T DDD
6 7 8 9
100
15
Prothromplex Total NF, Powder and solvent for solution
15 for injection, 600, IU, Pack: 1 0.64800 388.80
15
Immunate, Powder and solvent for solution for injection,
50 500, U, Pack: 1 220.80000 220.80
200
15
15
Kovaltry, Powder and solvent for solution for injection,
500, IU, Pack: 1 vial+1 pre-filled syringe (3 ml)+ 1 vial
100 adapter+1 venipuncture set 603.60000 603.60
100
80



12

13

14

15

16

17

18

19

20

21

22

23

24

B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BDO02

B02BDO03

B02BDO03

B02BD04

B02BDO04

B02BDO04

B02BDO04

B02BD04

B02BDO04

B02BD04

B02BD04

B02BD06

B02BDO06

B02BD08

B02BDO08

B02BDO8

3

Coagulation factor VIII (Moroctocog

dlfa)

Coagulation factor VIlI

Coagulation factor VIII (rurioctocog alfa

pegol)

4
Powder and solvent for solution
for injection

Powder and solvent for injection

coagulation factor VIII (efmoroctocog  Powder and solvent for solution

dlfa)

for injection

Coagulation factor VIIl (Damoctocog  Powder and solvent for solution

alfa pegol)

for injection

coagulation factor, Factor VIl inhibitor bypassing activity

factor VIl inhibitor bypassyng activity

Coagulation factor IX

Coagulation factor 1X

Coagulation factor I1X

Coagulation factor IX

Coagulation factor IX

Coagulation factor I1X

Coagulation factor IX (nonacog alfa)

Coagulation factor IX (nonacog alfa)

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

Powder and solvent for solution
for injection

Coagulation factor VIII, Factor von Willebrand

Coagulation factor VIII, Factor von

Willebrand
Eptacog alfa (activated)

Eptacog alfa (activated)

Eptacog alfa (activated)

Powder and solvent for solution
for injection

Powder and solvent for solution
for injection

Powder and solvent for solution
for injection

BH106

BH108

BH112

BH130

BH116

BH118

BH119

BH120

BH124

BH126

BH127

BH128

BH129

60

60

100

100

100

15

15

200

60

60

100

50

50

Jivi, Powder and solvent for solution for injection, 500, IU,
Pack: 1 vial with powder + 1 pre-filled syringe with 2.5 ml
solvent + 1 syringe plunger rod + 1 vial adapter + 1

venipuncture set 724.80000
IMMUNINE, Powder and solvent for solution for
injection/infusion, 600, IU, Pack: 1 0.81000

CTp. 20T.

724.80

486.00



06. no3. Nel, H.e. Ne

TexHuuecka ¢ neyugrkaLus

AHaTOMO- KonunuyecTBo Ha
Mex/ayHapoaHo MpoOrHo3Ho MporHosHa
TepaneBTu JlekapcTBeHa aKTUBHOTO Kog, .
HeNnaTeHTHO OKOHYaTeNHa oNakKoBKa KO/IMYEeCTBO, CTOMHOCT 663
yeun Kop hopma NeKapcTBeHO H30K
HanmeHoBaHue [INN/ 6p. anc
/ATC-kog/ BELLECTBO
B02BBO1 Human fibrinogen
Powder for
B02BB01 Human fibrinogen solution for 1 g 1 BHO087 100 59431,67
injection/infusion
B02BDO1 coagulation factor IX, Il, VIl and X in combination
Powder and
Human Prothrombin solvent for
B02BDO01 . 500 U 1 BHO088 15 4457,13
Complex solution for
injection
Powder and
Coagulation factor IX, Il
B02BDOL gulation factor I, 11, - solvent for 600 U 1 BHO89 15 5348,50
VIl and X in combination solution for
injection
B02BDO02 Human coagulation factor VIII
7T 7 e vi:
quder_qnd ir
H lation fact
BO3ULL uman coagEJ ation factor solvgnt for 500 U 1 BH092 15 3858.88
. vin solution for
o S\~ j _ome< )
mjection/mfusion
Powder and
Human coagulation factor solvent for
B02BD02 : 500 U 1 BH096 50 12862,92
VI solution for
injection
Powder and
Hum lation f 1 vial powder, 1 vial solvent 10 ml, 1
B02BDO02 an coagulation factor  solvent for 500 U powd BH097 200 51451,67
Vil solution for syringe, 1 transfer set
injection
B02BD02 Recombinant Coagulation factor V11l (Octocog ulfa,
Moroctocog alfa, Turoctocog Alfa,Simoctocog Alfa)
Powder and
Coagulation factor V solvent f 1 vial powder + 1 vial solvent (2ml) +
B02BDO02 agulation factor VI netor 500 U P e entmh + 11009 15 7669,25
(Octocog alfa) solution for 1 constitution device

injection



18

19

45.->Jssi

21

22

23

24

B02BD04

B02BD04

B 02B D 04

B 02B D 04

B02BD04

B 02B D 06

B02BDO06

B 02B D 08

B02BDO08

B02BDO08

Powder and
solvent for
solution for
in)ection/infusion
Powder and
solvent for
solution for
injection

Coagulation factor IX

Coagulation factor IX

Coagulation factor IX

r & v o, Pow derand

< 1T ¢ S solved & r
Coagulation factor IX

solution for £

iiH tstfo a

Coagulation factor IX (nonacog alfa)

Powder and

Coagulation factor IX solvent for

(nonacog alfa) solution for
injection

Coagulation factor V Ill, Factor von W illebrand

Powder and

Coagulation factor VIII, solvent for

Factor von Willebrand solution for
injection

Eptacog alfa (activated)

Powder and

solvent for

solution for
injection

Powder and

solvent for

solution for
injection

Eptacog alfa (activated)

Eptacog alfa (activated)

600 IU
500 9]
r 500 L] I
500 9]
500 9]
2 mg (100
KIU)
5 mg (250
KIU)

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

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

1vial - 1syringe - 1vial adapter

lvial . 1syringe - 1vial adapter

B H 119

BH120

BH124

BH126

BH127

BH128

BH129

15

200

60

60

100

50

6085,50

67616,67

56279,50

27857,00

39261,67

98425,00

246062,50





