NJOTCOBOP sDN
3a JOCTaBKa Ha /IeKapCTBeHW NPOAYKTW MPU XUBOTO3acTpallaBalliyi KPbBOM3ANBYA U CTIELLHN
OnepaTUBHM U UHBA3WBHY MHTEPBEHLMM Ha NaUMEHTV C BPOAEHM Koarynonatuu
o obLuecTseHa nopbyka ¢ ID Ne 00494-2020-0010

[Hec, ;!YSr..ﬂ .....2020 r., B rp. Codhuss, Mexkay:

YMBAN"Lapuua NoaHHa-UCYN"EA/, cbC cefanvile 1 aapec Ha yrnpasnieHue
B rp. Cowms, pavioH "O6opuwie”, yn. "Bsano mope™ Ne 8, Ten. 9432215, dakc 9432180, ENK
831605806, npeacTaBnsBaHO OT npod. A-p boitko eoprnes Kopykos, A.M- W3nbaHWUTENEH
[IMPeKTop, HapuyaHo 3a KpaTkocT no-gony "Bb3/IOXKUTEJT" oT efiHa cTpaHa, U

“@apmmmnopT” ALl CbC cefanumile M agpec Ha ynpasneHve B rp. Codwms - 1113, yn.
~Ppenepnk Xonmo Kropn“ Ne 20, Ten: 02 8622835, dhakc: 02 8622836, EMK 131181471,
npescTasnasBaHo oT AnekcaHabp lMaHylweB - VI3NbaHWUTENIEH AMPEKTOp, HapuyaHO 3a KPaTkoCT
"M3MNBbIHUTEN" oT apyra cTpaHa,
Ha ocHoBaHuve un. 112, an. 1 ot 3akoHa 3a o6bulectBeHuTe nopbyky (30M) 1 B M3MbAHEHWE Ha
PeweHne Ne -P[-03-45/29.06.2020 r. Ha W3nbaHuTenHus pupektop Ha YMBAJT ,Lapuua
MoaHHa-UCY " EAL 3a ornpefeniaiHe Ha W3Mb/HWTEN Ha 06LecTBeHa Mopbyka C NPeaMeT C
»JOCTaBKa Ha /IeKapCTBEHU MNPOAYKTW TMpW >XMBOTo3acTpallasawlM KPbBOU3NBU U
CMEeLHN onepaTUBHM W WHBA3MBHW WHTEPBEHUMW Ha NauuveHTU C BPOLEHNU
Koarysnonatum, komto H30K 3annawja U3BbH CTOMHOCTTA Ha OKasBaHUTE MeAULMHCKN
yenyrn B YMBA/”Llapuya MoanHa-UICYJT’EA/[L” Ce CKOUYM HACTOALWMAT [OTOBOP, Kato
CTpaHuTe ce cnopasymsaxa 3a CreAHoTo:

I. MPEOMET HA JOIOBOPA

Un. 1L (1) BDB3INOXKUTENAT Bb3nara, a WIMNBb/IHUTENAT npuema cpewly
Bb3HarpaaeHue fa M3BbpLIBa NEPUOAUYHN [OCTaBKM Ha IEKAPCTBEHN NPOAYKTM OT 060co6eHa
nosvuma Ne 1, HOMeHKNaTypHU egnHuumn 2, 6, 9, 11, 17, 19, 22 ot [NpunoxeHne Neol
»,Cneunukayms KoM [orosopa”, u3roteeHa Ha 6asa ,llpefnoxeHve 3a W3MNbAHEHME Ha
nopvukara“ u ,,LleHoBo npepnoxerue” Ha N3MNBJIHNTESSA, Hepa3genHa yact ot [lorosopa,
CblNacHoO YycnosmaTa Ha HactoAwma pgorosop (,,[0roBop™) M M3NCKBAHUATA, MOCOYEHN B
TexHuyeckara crneyndukaumsa Ha Bb3JTOXKNTENA.

(2) 3a kpaTKOCT npefgmeTbT Ha HacToAwwmsa [oroeBop mocoveH B an. 1 Wwe ce Hapuya B
Jorosopa ,,[locTaBka“.

(3) Bb3n0XXUTENAT He Ce aHraxupa CbC 3aKynyBaHETO Ha LAN0TO NPOrHO3HO KOIMYECTBO.

(4) Bb3noxuTenar Moxe fa 3adBu [oCTaBKaTa Ha JOMbIHUTENHW KO/IMYECTBA SIeKapCTBEHM
NPOAYKTW OT JajeHa HOMeHKNaTypHa eAuHuLa Hafj OnpefeneHoTo MPOrHO3HO KONWYECTBO, HO
camo Npw ycnoBuATa Ha HaCTOALLMA [Or0Bop.

1. LEHA 1 HAYH HA MNJIALLAHE

Un. 2.(1) Bb3JTOXXUNTENAT gwvmkun Ha N3MBJ/IHATENA Bb3HarpaxieHune 3a BcAKa efHa
n3pwvpeHa ot N3MNbJIHUTENA n npueta oT Bb3J/TOXXKUTENA [locTaBka, CbriacHO eAMHUYHUTE
LeHn, nocoyeHn B [punoxeHnve Nel ,,Cneumgumkaums KoM gorosopa”. [locoveHuTe LeHU
BK/HOYBAT BCUYKW TaKCWU U ApYrn pa3xou BLB BPb3Ka € JocTaBKaTta [0 MACTOTO Ha U3MbAHEHWE
no un. 3, an. 5;

(2) 3annawaHeTo Ha Bb3HArpaXaeHWeTo Mo an. 1 ce mM3BbpLIBA MPU KyMyNaTUBHOTO
Ha/imyve Ha cnefHuTe JOKYMEHTU:

a) nognucaH ot CTpaHuTe npuemarteniHo-npefasaTenieH npotokon no un. 10, an. 2 ot
Jorosopa;

6) npegoctaBeHa ot M3MBJIHATENA hakTypa 3a CbOTBeTHaTa [ocTaBKa, npueTa oOT
BBb3NTOXXUTENS.

(3) AvmkmmoTo oT Bb3JTOXXNTEJTA Bb3HarpaxaeHne no an. 13a cboTBeTHaTa [ocTaBka
ce 3annawa Ha N3MNbHNTENIA no 6aHKOB NbT B CPOK A0 60 (LecTaeceT) AHWU, CYATAHO OT
N3MbIHEHWETO WA,



(4) MnawaHeTo ce M3BbLPLUBA B OB/rapCKM N1EBOBe, C MNATEXHO HapeXiaHe Nno crefHarta
baHKoBa CMeTKa, nocoyeHa ot M3MbJIHUTE/A:
BIC: RZBBBGSF IBAN: BG53RZBB91551009808500

(5) MBMNBNTHUTENAT e anbxeH ga ysegomasa nucmeHo BB3JTIOXKUTENA 3a BCUUKK
nocnefgawin NpoMeHu B flaHHWUTe 3a 6aHKoBaTa CMeTKa Mo an. 4 B CPOK OT TPW AHWU, CYMTAHO OT
MOMeHTa Ha npomsHata. B cnyyain ye W3MBbJIHUTENAT He ysesomu BBH3JTOXKNTENA B TO3M
CPOK 1nn nnawaHeTo e u3ebplleHo oT Bb3/TOXKNTE/IA npean nonyyasaHe Ha yBeLOM/IEHUETO,
Ce cuuTa, Ye NNaLLaHETO € Haf1eXXHO U3BBPLLEHO.

(6) EanHMYHMTE LeHW, nocodeHn B MpunoxkeHne Nel He MoanexkaT Ha U3MeHeHWe, OCBEH B
cnyyanTe, NpeABuAEHM B HacToAWMSA 4orosop v B yn. 116 ot 30r1.

(7) O6Liata CTOMHOCT 3a M3BbPLLUBAHE Ha JOCTaBKMUTe cbrnacHo MpunoxkeHne Nel 3a cpoka
Ha [loroBopa e 257 094.38 neBa 6e3 A44C vnn 308 513.25 neBa e BktoveH A4C

I11. CPOK HA JOIOBOPA. CPOK 1 MACTO HA U3IMbJ/IHEHWE

Un. 3 (1) [LoroBopbT Ce CK/IKOYBA 3a CPOK OT 12 meceLa.

(2) B pamkute Ha cpoka no an. 1 3Mb/IHUTENAT ocbLyecTBsBa A4OCTaBKUTE B CPOK OT
24 yaca, a npu cnewHyn 3asBkn - A0 1 (eguH) 4yac, cuMTaHO OT 4aca, nocnefsall, yaca Ha
rnoslyyaBaHe Ha nNMcmeHa 3asBka (,,3asaBka”) ot Bb3/IOXKUTE/A.

(3) BBIJNIOXKUTENAT wusnpawa 3asskata fo W3MBJIHATENA Ha agpec, (akc wam
eIEKTPOHHA noLua:
agpec: Codwmsa, yn. ,,®peaepuk XKonmo Kropu* Ne 20,

Ten: 02 8622835, (pakc: 02 8622836

e-mail: n.tsankova@pharmimport.bg

3asBKaTa MOXKe fa 6be 3a 4acT UK 3a UsSN0TO NPOrHO3HO KOMM4yecTBo, Kato Bb3JTOXKNTENAT
He e 3afb/DKEH [a 3aABM LAN0TO MPOrHO3HO KOMMYECTBO MO BpeMe Ha Ccpoka Ha Jorosopa. B
cnyyan, ye 3a Bb3/TOXXUTEJIA He e Bb3HUKHaa HE06XoAMMOCT OT JlocTaBKa, ChbLUMSAT UMa MpaBo
[ia He 3aABsBa KONMYeCTBa.

(4) LoroBopbT He 06Bbp3Ba BBITOXXNTEJIA cbec 3aab/HKeHMETO Aa Hanpasu 3asiBka, a
nocneaHarta e 06ycnoBeHa OT Bb3HMKBaHE Ha He06xoaMMocCT oT [ocTaBka 3a Bb3/IOXKUNTE/IA. B
C/lyyail Ye YCMOBMETO MO MPeAXOAHOTO u3peyeHue He e Hanuue, BB3JTOXKUNTENAT He Hocwu
otroBopHocT, a N3Mb/IHUTENAT HAma npaBo Aa nNpeTeHAMpa HEYCTOMKN W/ KakBUTO U [a e
61no 06e3WweTeHNns 3a NPUYNHEHN BpeaMW.

(5) MsAcToTO Ha M3MbAIHEHME Ha AocTaBkuTe e rp. Codms, yn. ,,bano mope” Ne 8, YMBAJI
~Llapnua MoanHa-ICYN” EALL - oTaen , 5onH1uHa anTeka”.

IV. MPABA N 3A0BJ/IXXKEHNA HA CTPAHUTE

Un. 4. Bb3/IOXXUTENAT nma npaso:

1 pa n3uckea oT N3MBJIHUTEJTIA fga nsnbnHaBa B CPOK U 6e3 OTKIOHEHUS BCAKA efHa oT
[OCTaBKMUTe, CbINAaCcHO ycnoBuaTa Ha [lorosopa, TexHuyeckaTa crneuugpukaumns u rNpegnoxeHMeTo
3a M3Mb/IHEHVE Ha NOPBLYKATa;

2. [la 3BBLpLLBA NPOBEpPKa BbB BCEKM MOMEHT OT MU3MbLAHEHWETO Ha 3adBkaTa no [orosopa,
OTHOCHO KayecTBOTO, KO/MM4YecTBaTa M TeXHUYECKUTe napameTpu, 6e3 ¢ ToBa Aa Mpeys Ha
penHocTTa Ha U3MNBbIHUTENSA,

3. [a 3a4bpu/ycBoM CbOTBETHA YacT OT [MapaHUMATa 33 U3Nb/IHEHWE NPU HEU3Mb/IHEHME OT
cTpaHa Ha MIBMbJIHNTEA Ha [orosopa 1 fa Nonyyn HeycToka B pasMepa, onpeaeneH B pasgen
VIl oT HacToAwwma [lorosop;

4. pa npernefa focTaBeHaTa CTOKa M Ja HanpasBW peknamauuy npu yCcTaHOBfABaHe Ha
HekayecTBeHa/Henb/Ha [locTaBKa MM Takasa, KOATO He € B CbOTBeTCTBUE C [pefioKeHMETo 3a
N3Nb/IHEHME Ha nopbykaTta Ha 3N bJIHNTENA,

5. fa nonyyu [locTaBKata B CpOKa 1 Npu YCnoBuaTa, 4OrosopeHn Mexay CtpaHuTe;

6. fa He npueme JlocTaBkata M [a OTpasv YCTAHOBEHWTE HeLOCTaTbUW/AUNCK B NPUEMO-
npegasarte/siHUA NPOTOKOA No yn. 10, an. 2, B cyyait Ye JlocTaBkaTa He OTroBapsi Ha U3MCKBaHUATA
Ha TexHu4yeckaTa cneuuprKaLms n ycnosmusata Ha Tosn Jorosop;


mailto:n.tsankova@pharmimport.bg

1. Aa npekpatu [oroeopa egHocTpaHHO no BuHa Ha W3MBb/IHUTENA B cnyyai Ha
CBbLLECTBEHO HEeU3Mb/IHEHME N0 CMUCHA Ha un. 17, an.2 ot cTpaHa Ha 3MbJIHUTENA.

Un. 5. (1) Bb3JTIOXKUTENAT e anbxeH aa 3annawa Ha N3MbJIHUTENA Bb3HarpakaeHue
Nnpu MbHO U KaYeCTBEHO M3Nb/IHeHWe Ha JlocTaBKa B pa3mep, Npu YCNoBUS U B CPOKOBE CbI1acHO
HacTosALma [lorosop.

(2) BBIJIOXKUTENAT ce 3aab/mkasa:

1 [ga He pasnpocTpaHsfBa Mofj Kakeato M Aa e ¢opma BCAKa npefoctaBeHa My OT
N3NBAHNTENA vHpopMaums, umallla Xxapaktep Ha TbproBcKa TaiHa M M3PUYHO YroMeHaTa OT
M3MBbJ/IHNTEJIA kaTo Takaea B NpeAcTaBeHaTa OT Hero ogepra.

2. NpU [ocTaBsAHe Ha CTOKaTa fda A npernega, Aa MombaHU NpuemaTeniHo-npeaasaTe/iHuTe
NPOTOKONM Y MpW YCTaHOBABaHE Ha ABHM HEAOCTaTbUM WM NUNCK [a rM 0Tpasv B MPOTOKOMA Mo
un. 10, an. 2;

3. [a ocurypu MoMeLLeHMe 3a CbXpaHeHWe Cropes CbOTBETHUTE W3UCKBaHWA, ako MMa
TakuBa, Ha JOCTaBEHOTO KO/IMYECTBO CTOKM.

Un. 6. USMBJIHUTENAT mma npaso:

1 pa nonyym yroBOPEHOTO Bb3HArpaxkaeHue npu ycnoBuATa U B CPOKOBETE, MOCOYEHU B
HacTosALwma [orosop.

2. fa ucka ot BB3NNOXUTENSA Heo6XoAMMOTO CbAeMCTBME 3a OCbLLECTBSIBAHE Ha
[JocTaBkarta no [Jorosopa 1 npuMemMaHeTo i, KOrato e M3Mnb/iHeHa CbrlaCHO U3NCKBaHWsATa No yn.7,
Tilnt 2

Un. 7. NSMBIHUTENAT e pgibxeH:

1 pa v3NbAHW BCAKa efHa OT [OCTaBKUTEe KayeCTBEHO, B CbLOTBETCTBME C HACTOALLMA
Jorosop;

2. [0a U3Nb/IHU BCAKA efHa OT [LOCTaBKUTe C OCTaTbyeH CPOK Ha roAHOCT Ha /IeKapCTBeHUA
NPOAYKT He Mo-MaibK 0T 25 % 0T 0651BeHMst OT MPOU3BOANTENS CPOK KbM AaTaTa Ha AOCTaBKUTE;

3. B cnyvaute no un. 4, 1. 6 SMBbJIHUTENAT ca 3aab/ikasa Aa 3aMeHW 3a CBOSI CMeTKa
JocTtaBkarta ¢ gpyra, OTroBapslla Ha u3MckBaHuATa No T. 1 B CpoK Ao 12 (4BaHafeceT) vaca,
CUMTaHO OT 4aca, MOCOYEH B NMPOTOKO/A 3a HeKayecTBeHaTa/Henb/1Ha JlocTaBka.

4. B cnyyan, ye VBMBJIHATENAT He focTaBu B cpokKa MO T. 3 3aMeHeHUTe CTOKM,
BB3NTOXKUNTENAT Haumcnsaea HeycTolika Ha 3Mb/IHATENA no un. 11, an.1, KOATO ce yabpxka
OT cnefBalinte naalaHna KoM 3nuaHUTens unm ot [rapaHumaTa 3a U3MnbHeHMe,;

5. B cnyyai, ye N3MBb/THATENAT goctaBu CTOKWU, KOUTO He OTroBapsiT Ha U3UCKBaHMATA
no 1. 2, Bb3NTOXXUTENAT Haumcnsea HeycTolika Ha U3MB/THUTEJTA no un. 11, an. 2, KosiTo ce
yabpXKa oT cneApalliuTe nnawaHna KoM M3nbaHuTensa nnm ot MapaHumaTa 3a U3nb/HEHME,

6. 4a CbXpaHsaBa M TpaHcnopTupa JocTaBKara 40 MACTOTO Ha U3Mb/IHEHWe Npu cna3sBaHe Ha
NMOCOYEHMA OT NPOU3BOAUTENA TEMMNEPATYPEH PEXUM U APYTU YCNOBUSA 38 CbXPaHeHue;

7. 0a He M3non3Ba uUnu pasnpocTpaHsasa MHgopmMaumns 3a Bb3JTOXKNTENA, ctaHana my
N3BECTHA NPU U3MbIHEHME HA 3a4b/DKeHNATa My Mo HacToALmA [lorosop.

Un. 8. UN3MNBJIHUTEJTAT ce 3agb/mkasa fa NpoAb/HKM M3Mb/IHEHMETO Ha [locTaBkata U B
cfyvaii Ha 3abaBsiHe Ha NnalaHe oT cTpaHa Ha Bb3/TOXKNTENIA nopaan 06eKTUBHU NPUYMHNA.

V. TAPAHUWMA 3A N3IMNMbJIHEHUWE

Un9. (1) Mpu ckmouBaHe Ha [MAorosopa M3MBb/IHUTENAT npeactaBs MapaHumsa 3a
n3nbaHeHWe Ha Jorosopa (,,lapaHums 3a u3nbiHeHWe™) B pasmep Ha 2 570.94 nesa,
npeactasnsasawy 1% (eanH MNPOUEHT) OT HerosaTta o6Lla CTOMHOCT no un. 2. an.7, 6es A4C.
MapaHumaTa 3a U3NbIHeHWe ce NPeACTaBs B eHa OT CefHUTe (PopMu:

a) NapuyHa cyma, BHeceHa rno nocodeHa oT Bb3J/TIOXKMNTE/TIA 6aHKOBa CMETKa,;

0) 6e3ycnoBHa HeOTMeHsieMa 6aHKOBa rapaHuus; nunm

B) 3aCTpaxOBKa, KOATO 06e3neyaBa W3Nb/IHEHWETO 4pe3 MOKPUTUE Ha OTroBOPHOCTTA Ha
N3MBbJTHATENSA.

(2) MapaHumAaTa 3a M3Nb/IHEHWE CnefBa fia e CbC CPOK Ha Ba/IMAHOCT OT Aatarta Ha Bn3aHe B
cuna Ha [lorosopa fo Har-manko 30 /TpugeceT/ AHW cnef U3TMYaHeTo Ha cpoka no un. 3, an. 1.

(3) MapaHumMATa 3a U3Nb/HEHWE Ce YCBOsABa M3LAMN0 UK YacTUYHO oT BB3NNOXKNTENA B
C/lyyail Ha Hem3nb/HEHWE Ha 3aab/mkeHuaTa Ha U3MbJ/IHUTENA 3a yacTTa, CbOTBETCTBaLLa Ha



HensnbAHeHneTo. Bb3/TOXUTENAT nma npaBo Aa ycBou [MapaHUMsATa 3a U3Mb/HEHWE, 6e3 ToBa
[a ro fivwasa OT MpaBoTO fa TbpCK 06e3LleTeHVe 3a Bpeay, HaBuLLABALM MoyyeHaTa cyma no
["apaHUuMATa 3a U3Mb/THEHWE.

(4) Mpwn nunca Ha Bb3paXeHUA/NPETEHLUUN BLB BPb3Ka C U3MbAHEHWETO Ha [lorosopa OT
cTpaHa Ha BB3JTOXKNTENA, Toii ocBoboXaaBa MapaHUmMsiTa 3a M3Mb/HEHWEe (Bpblla NapuyHaTta
cyma/opurmHana Ha usfafeHata 6aHKOBa rapaHums/3acTpaxoBka) B cpok oT 30 AHW cnep,
NPUKIIOYBAHe Ha M3Mb/HEHMETO WM M3TUYaHe cpoka Ha [lorosopa, 6e3 Aa Ab/KM NUXBU 3a
nepuoga, npes KOWTO [apaHumsATa 3a M3MbJHEHWE € MpecTosna Npu Hero (B Ciy4ail Ye e nog,
(hopmata Ha napnyHa cyma).

(5) PasxoauTe no OTKpMBaHe, NOAAbPXaHe, NOAHOBABaHe N 06CNy)XBaHe Ha [MapaHUmMsTa 3a
N3Nb/IHEHME ca 3a cmeTKa Ha N3Mb/IHUTENA.

(6) MapaHuMATa 3a M3NbHEHUE HE ce 0cBO6OXAaBa 0T Bb3/TOXKUTE/IA, ako B npoleca Ha
M3Nb/IHEHME Ha [0roBopa € Bb3HUKHA/ CNop MeXAy CTpaHWTE OTHOCHO Heu3Mb/HeHVWe Ha
3aabmkeHuaTa Ha 3MbJIHATENIA n BbNpoCHT € OTHECEH 3a peLlaBaHe npef cba. [pn peluasaHe
Ha cropa B nonsa Ha Bb3J/IOXXUTEJA, Toil MOXe [a NPUCTbMM KbM YCBOSIBAHE Ha rapaHUmsTa 3a
N3MbHEHNE.

VI. MPEAABAHE I NMPNEMAHE 3A N3MbJ/IHEHNETO

Un. 10.(1) MpuemaHeTo Ha goctaBkata oT Bb3JTOXXUTEJIA ce n3sbpLuBa 4pe3 HavanHuk
otgen ,bonHMYHa anTeka” WM HeroB 3aMeCcTHUK. 3a BDB3JIOXKWUTE/IA npuemartenHo-
npegasaTteNIHAAT MPOTOKON Ce NMOoAMNMCBa OT NNLETO Npuemalllo focTaBkara, a 3a N3Mb/IHUTENA
- OT OnpeAeneHo OT Hero NnLge.

(2) MpuemaHeTo Ha [focTaBka MO 3asBKa Ce YAOCTOBepsABa C NOAMNMCBaHE OT
npeactasutenMTe no anl Ha [ABYCTpaHeH npuemartesiHo-npefasartesieH MPOTOKO/, B KOWTO ce
OTpasfBa faTarta M 4aca Ha AocTaBkata, Buaa M 6pos Ha [OCTaBAHUTE NeKapCTBEHW MPOAYKTU,
CPOKBLT Ha FOAHOCT, KaKTO M mpuapykasaliute rM AoKymeHTW. [locTaBkata ce cuuTa npueta ot
BB3/TOXKUTEJIA camo ako CbWMAT € nognucan npuvemMaTenHo-npeaasaresiHisa NpoTokon 6e3
Bb3paXXeHus (Moco4vBaHe Ha HeAOCTaTbUW/MNMCK Ha CTOKW UM AOKYMEHTW, KOMUTO credsa fa rv
npuapy>a.ar).

VIl. HEYCTOWKMN

Un. 11. (1) B cnyuait, ye M3MBJ/IHATENAT He u3nbiaHM 3asBKa B CpoKa no un. 3, an. 2,
WA No Yn.7, T. 4, Tol gbmkn Ha BB3JTOXXWNTEJIA HeycTolika B pa3mep Ha 0,25 % (Hyna usno un
[BafleceT W NeT CTOTHU MPOLIEHTA) OT CTOMHOCTTa Ha Hen3Mb/iIHeHaTa 3asBKa 3a BCEKM MPOCPOYeH
yac, Ho He noseye OT 10 % (geceT NpoLeHTa) OT CTOMHOCTTA Ha HeM3Mb/IHEHATA YacT OT 3asBKaTa.

(2 B cnyyair, ye U3MBJHUTENAT wu3nbiHM 3adBka C [J0OCTaBKa Ha /1eKapCTBEHM
NPOAYKTU C MO-KPaTbK CPOK Ha roAHOCT OT nocodeHus B un. 7, T. 2, U3MNBJIHUTENAT gumku
HeycTolKa. Pa3mepbT Ha HEYCTOlKaTa € KakTo Cnejpa:

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

- 0T 14,99 % no 10,00 % - 0,3 % BbPXY CTOMHOCTTA Ha I0CTaBKaTa.

Un. 12. MsnnawaHeTo/yabp)KaHeTO Ha HeycTorkun He nunwasa BB3NNOXXUNTENA ot
MpaBoTO Aa TbPCU pPeasiHO U3MbJIHEHUE U 00esLleTeHne 3a NPEeTbpPreHUTe BPean, HaOXBbPAALY
pasmMepa Ha HeyCTOMKara.

Un. 13. (1) Mpu npekpartsBaHe Ha [lorosopa mnopagu O0TKa3 OT [0CTaBKa Ha /IeKapCTBeH
npoaykt, U3MbJHUTENAT gbmkn Ha BB3/TOXKNTEA HeycToiKa B pa3mep Ha 20% (nBageceT
NpoLeHTa) OT CTOMHOCTTA Ha 3asiBeHaTa, HO HeM3Nb/IHeHa JOCTaBKa.

(2) Bb3noxnTenaT yabpxka Ab/DKUMATE CYMU 33 HeYCTOMKa MbpBO OT C/ieABalyuTe niawaHms
KbM M3MbaHUTENA, a Cef, TOBa OT rapaHumaTa 3a U3nb/IHEHNe Ha JOroBopa.

(3) B cnyyaute no an. 2, korato Bb3noxUTeNaT e yabpKaa HeycTolKata 0T CTOMHOCTTa Ha
rapaHuuaTa 3a nsnbvaHeHue, VISNbAHUTENAT € ATbXeH B 5-HeBeH CPOK OT YBeAOMABAHETO MY 3a
yCBOSIBAHE Ha 4acT OT rapaHuusaTa, fa [OMb/HW rapaHumaTa 3a W3Nb/AHeHWe [0 pasMepa,
onpefeneH B un. 9, an. 10T gorosopa v Aa NpeAcTasy Ha Bb3noXKuTena CbOTBETHUA LOKYMEHT.

Un. 14. MNpw HeM3Nb/HEHME Ha 3a4b/MKEHWUETO cv No Yn.2, an.3, Bb3NNIOXXUTENAT avmkn
Ha M3MBHNTENA HeycTolika B pasmep Ha 0.1% ( Us10 1 eAuH Ha cTo) OT LleHaTa Ha



M3BbpLLEHATA [OCTaBKa 3a BCEKU [eH 3abaBa, HO He rnoseye OT 5 % (NeT Ha CTO) OT CTOMHOCTTa Ha
[loCTaBKara.

Vill. HEMNPEABNAEHW OBCTOATEJICTBA

Un. 15. (1) CtpaHute no [orosopa He Ab/KaT 06e3LIeTEHME 3a MPETbPNeHW Bpeau u
3arybu, B C/lyyaii Ye rnocnefHuTe ca NpPUYMHEHW OT HernpeoZoiMma cua no cMmucbia Ha yn. 306 ot
TbProBCKMs 3aKOH.

(2) B cnyyain ye CtpaHaTta, KOATO € CriefjBasio Aa U3Nb/IHW CBOe 3af4b/HKeHVe no [orosopa, €
buna B 3a6aBa KbM MOMEHTa Ha HaCTbMNBaHe Ha HEMPeoLoNMMaTa Cua, Ta He MOXKe [ja Ce N030BaBa
Ha HenpeozonMmMa cuna.

(3) CrpaHaTa, 3acerHata OT Henpeojonuma cwna, € AJTbKHa fJa npeanpueMe BCUYKM
[eCTBUA e rprkaTa Ha 4o6pus ThProgel, 3a fAa HaMaau 40 MUHUMYM MOHECeHUTe Bpeamn 1 3aryou,
KakTo M f[a ysegomu nucmeHo Aapyrata CrtpaHa B TpuAHeBeH CPOK OT HaCTbMBaHETO Ha
Henpeogonumara cuia. pu HeyBefoMsiBaHe Ce Ab/HKM 06e3LleTeHMe 3a HacTbNWAUTe OT ToBa
Bpeau.

(4) Ookato Tpae HenpeogonMmMara cuna, U3NbHEHWETO Ha 3a4b/DKEHUATA U HA CBbP3aHUTe
e TAX HaCPeLLHN 3a4b/IHKEeHNA ce crnmpa.

IX. BbAMOXHOCTW 3A NISMEHEHWVE HA 4O OBOPA

Un. 16. (1) CovrnacHo un. 116, an.l, 7. 1 ot 30I1 ce npeAv>XaaTt crefHUTE Bb3MOXKHOCTH 3a
N3MeHeHMe Ha JoroBopa:
1. B cnyyaid, ye cnef M3TUYaHe CpPoOKa Ha JOroBopa He € u3yepriaHa CTOMHOCTTa My, TO CbLMAT
MOXe fja Obfie YABLIKEH [0 U3pa3xoiBaHe Ha NpefBuAeHaTa B HEro cyma, Ho He noseye OT 6 (LLecT)
meceLa;
2. Bb3noxutenat Moxe [a 3aiBu1 [oCcTaBKaTa Ha Nno-rofieMy KoniM4yecTsa IeKapCTBeHM NPOAYKTU OT
eflHa Unn NoBeyve HOMEHKMATYPHU eMHMLM, HO CaMO B paMKMTE Ha CTOMHOCTTa Ha [i0roBopa;
3. OdhepupaHata LieHa 3a ONakoBKa Ha /IEKAPCTBEHUS MPOLAYKT € (PMKCMpaHa WU He NOAJIEXW Ha
NMPOMsHa 3a CpPOKa Ha AelcTBMe Ha Aorosopa. Mo M3KMOYeHMe AO0roBopeHaTa LieHa MOXe fa ce
M3MeHs1 BbB BpPb3Ka € NMpomeHn B Hapegbata 3a ycrnoBuaTa, npasuiata uU pefa 3a perynvpaHe u
perucTpvpaHe Ha LEeHUTe Ha fiekapcTBeHuTe npodyktu ot 30.04.2013r. /vu3m. u gon. 6p. 62 oT
6.08.2019 r., gon., 6p. 19 ot 6.03.2020 r./, npaBeLLy HEBL3MOXXHO M3Mb/IHEHNETO Ha LOrosopa npu
[lOrOBOPEHUTE YC/0BUS;
4. B cnyvaid, 4e B CpOKa Ha A0roBopa AbpXKaBHO perynupaHata ueHa B lMpunoxxeHne Ne 2 Ha
MMo3NTMBHNA NEKapCTBeH CMWUCHLK CTaHe MO-HUCKAa OT [JorosopeHarta, V3NbAHWUTENAT e ATbXeH
CBOEBPEMEHHO [a MPOMeHN LieHaTa, Ha KOATO [0CTaBsa /IeKapCTBEHUTE MPOAYKTU, B CbOTBETCTBUE
e onpefeneHata uUeHa B [103UTUBHWUA NEKApCTBEH CMUCBLK, CUATAHO OT AaTaTta Ha npomMsaHa. B
CNlyyail, Ye He yBefloMV Bb3noXxutens nucMeHo B 5-AHEBEH CPOK 3a NPOMsAHATa U He MPOMEHM
LeHata, Bb3noXuntenar Lie 3annawa JoCTaBAHUTE IeKapCTBEHN NPOAYKTU MO NPOMEHEHaTa LieHa,
CUMTAHO OT JaTaTa Ha CbOoTBeTHaTa AKTyanun3auuns Ha Mo3nTUBHNUA NeKapCTBEH CMUCHK;
5. B cnyyait, 4e B cpoka Ha gorosopa oT cTpaHa Ha H3OK 6baT foroBopeHa no-HUCKa LieHa oT
othepupaHata, Bb3noxuTensT e 3annawia 6e3ycrioBHO LOCTaBAHUTE NIeKapCTBEHM MPOAYKTU Ha
Mo-HMCKara LeHa, CYMTaHO OT Aararta Ha CbOTBETHaTa MPOMSHa.

(2) CovrnacHo un. 116, an.1l, 1. 4 ot 30l OoroBopbT 3a Bb3fnaraHe Ha 0OLIECTBEHaTa
nopbyka MOXe Aa Obfe M3MeHeH, Korato WM3NbAHWUTENsT OTKake [a M3Mb/HABA [Orosopa wau
[OroBOpbT ObJe MpekpaTeH MO BWHA Ha W3NbAHUTENA. Bb3NOXKUTENAT MOXEe Aa 3amMeHu
M3NbAHUTENA Ha 0OLLIeCTBEHATa MOPbYKA € YYaCTHMKA, KnacupaH Ha BTOPO MSICTO B Npoueaypara,
KaTo nognuile AOMb/HUTENIHO CropasyMeHUe € Hero KbM [0rosopa 3a 00LiecTBeHa nopbyka npu
yCNoBuATa, onpefesneHn B TeXHUYECKOTO U LieHOBOTO My npeaioxeHus.

X. MPEKPATABAHE HA JOIMOBOPA
Un. 17. (1) HacToAwmaT [loroBop ce npekparssa:
1 e u3tnyaHe Ha cpoka no un. 3, an. 1;
2. N0 B3aMMHO Ccbrnacue mexay CtpaHuTe, U3pa3eHo B NUCMeHa opma;
3. 0T Bb3noxutens npv ycnosusta Ha un. 118 ot 3akoHa 3a 06LECTBEHMTE NOPBLUKM.



(2) BB3/TOXUTENAT moxe pga npekpatu [orosopa 6e3 npeamsBecTue B Cy4aid Ha
CbLLIECTBEHO HEeM3Nb/IHEHME Ha 3af4b/hKeHUAaTa oT cTpaHa Ha N3MbJ/IHATENA. 3a ,,cblyecTBeHO
HeunsNb/IHEHWE™ Ce cuMTa BCEKU €AMH OT CNeAHNUTE CyYan:

E M3NBbNHUTENAT 3a6aBn gBa unM noBeye MbTW CPOKa 3a AocTaBka no Jlorosopa c
roseye OT 48 (4eTMpPUAECET N OCEM) Yaca,

2. N3AMBbNHNTENAT pgea wvnv noeeye MNbTM HE OTCTpPaHW B CPokKa no un. 7, T. 3
KOHCTaTMpaHu HegocTaTbuu/nmncu;

3. NBMBTHUTENAT aBa unm noBeve NbTU He U3Mb/IHWM TOYHO HAKOE OT 3ab/DKEHUATa CU
no [lorosopa;

4. NANBNHNTENAT 6bae 006siBeH B HECLCTOATENIHOCT WX KOrato € B MPOU3BOACTBO MO
HeCbLCTOATEIHOCT U NNKBUAALIAS,

XI. OBPABOTBAHE HA JAHHW, CBIMJTACHO JEPUNHUNLIMATA MO 4Jl1. 28 HA
PErTAMEHT (EC) 2016/679 HA EBPOMENCKWA NAPJIAMEHT N HA CbBETA OT 27
AMPWI 2016 TOANHA(PETMTAMEHTA), OTHOCHO 3ALLLINTATA HA
PNINYECKUTE JTIMUA BbB BPB3KA C OBPAEOTBAHETO HA TNMYHW JAHHN

Un. 18. (1) HacToAawmAT pasgen nva 3a uen aa perynvpa Mim4yHuTe npasa v 3aab/HKeHns Ha
CTpaHWTe, BbB BPb3Ka C AaHHU U MH(OPMaLMA, OnpefesieHa KaTo NnoBepuTesiHa, KOUTO ca CTaHau
M3BECTHM MO BPeMe Ha M3BbPLUBaHE Ha [eHOCTUTE, ONCaHN B HacTosALWmS [orosop.

(2) 3a uenute Ha [orosopa Te3n AaHHW M MH(OpPMaLMA LUe Ce CUATAT 3a MOBEPUTENTHU U
CTpaHuTe ce 3ab/mKasaT fa He NMPefoCcTaBAT Ha TPeTU CTPaHU W NnLa, NUYHUTE AaHHW, NpeaMeT
Ha [loroBopa, WM fIMYHW [aHHW W MH(OPMauus, CTaHaIM UM W3BECTHW MPU M3MbJHEHWE Ha
[orosopa.

3) [MoBepuTENIHMA XapaKTep Ha ropenocoyeHnTe AaHHU U nHDopMauma Lie Tpabea fa obae
N3PUYHO feKnapupaH, ¢ NoANUCUTe Ha NPeACTaBUTENINTE Ha CTPaHUTe.

Un. 19. CtpaHuTe ce aHraxupar fa npuemar BCUUYKM MEPKW 3a CUTYPHOCT, KOUTO ca
HeobXo4MMM 3a 3allMTa Ha AaHHWUTE W MHGOopMaumaTa OT MNOBEpUTENIeH XapakTep M ja ce
rapaHTupa, Ye TAXHarta NnoBepUTETHOCT MO HUKAaKbB HauMH He e HapyLLeHa.

Un. 20. CTpaHuTe, NOANUCBaliKM HacTosALWMA [LoroBop Aeknapupar, Ye e W3non3sat camo
06paboTBaLLM IMYHM JaHHW, KAKTO U Ye ca Npeanpuen LOCTaTbYyHW NOAXOAALLM TEXHUYECKN U
OpraHn3auMoHHN MepKM Mo TaKbB HauuH, 4ye 06paboOTBaHETO fa MPOTU4Ya B CbOTBETCTBUE C
N3NCKBaHUATA Ha PernameHTa ¥ no TO3M HaYMH OCUTYpSABAT 3aliuTa Ha npaBaTta Ha CybekTuTe Ha
[aHHW.

Un. 21. CTpaHuTe BbBEXAAT MOAXOAALLM TEXHUYECKM N OpraHM3aLlMoHHN MepKW, 3a fa ce
rapaHTuMpar, 4ye no nogpasbupaHe ce 06paboTBaT CamMO /IMYHU [aHHM, KOUTO ca Heobxoaumm 3a
BCAKa KOHKpeTHa Len Ha 06paboTBaHeTO. ToBa 3afb/DKEHME Ce OTHAca [0 o6ema Ha cbbpaHuTe
NMYHW flaHHW, CTeneHTa Ha 06paboTBaHETO, NepPMoa Ha CbXpPaHsABaHETO UM U TAXHATa AOCTbMHOCT.

Un. 22. TpeTupaHeTO Ha BCUYKW IMYHU [aHHW TpsAbBa fJa OTroBaps Ha CbOTBETHOTO
HalMOHa/IHO 3aKOHOAATEeNCTBO Ha y4YaCTHULMTe, No-CreLmaiHO BbB BPb3Ka CbC 3aKOHa 3a 3alluTa
Ha IMNYHUTE JaHHU 1 Ha PernameHra.

Un. 23. CTpaHuTe 06paboTBaly MNYHM JaHHU UMAT BbBELEeHW BbTPELUHM NnpaBuia 0THOCHO
06paboTKarta U CUrypHOCTTa Ha IMYHWUTE AaHHW W rapaHTupar, 4ye o6paboTeHuTe NIMYHU [aHHW ca
[LOCTBLMHU Camo 3a HaA/1eXHO YMLIHOMOLLIEHU CNYXXUTENN.

Un. 24. JIn4yHUTE JaHHM, KOUTO ca CTaHaIlN M3BECTHWM MO cuata Ha HactoAwmsa [orosop
WA NO BPEMEe Ha M3Mb/IHEHMETO My, ca npeaMeT Ha 06paboTBaHe OT CTpaHMTE 3a MOCTUraHe Ha
LenmTe 1 NpeAMeTa Ha JoroBopa, ce 06paboTBat 3a CPOK He NMo-Ab/Ibl OT CPOKA Ha OroBopa.

XIl. 3AKJTIOHNTEJTHWN PA3MNOPELBN
Un. 25. (1) Hactoawumat [orosop Moxe fa 6bae U3MeHsSH C MUCMEHO LOMb/IHUTETHO
cropasyMeHne Kakto ¢ npeasnaeHuTe B Pasfen IX. Bb3MOXHOCTM 3a U3MEHEHMEe Ha [0roBopa,
Takau npuv ycnosmsaTa Ha un. 116 ot 3akoHa 3a 06LLECTBEHUTE NOPBLYUKN.
(2) Huto epHa OT cTpaHMTe HAMA NPaBO fda MPexBbPNA MnpaBaTa U 3afb/DKEHUATA,
npounsTUYaLln oT TO3K [OroBop, Ha TpeTa CTpaHa, OCBeH B cinydauTe, nocoveHu B 30r1.



Un. 26. (1) Bcuuky cbobLleHWs, NPeansBecTs U HapeXaaHns, CBbp3aHu C U3MbIHEHWETO
Ha 1031 Jorosop v pasmeHaHN mexay Bb3TOXKUNTENA n N3Mb/THUTENA ca BannaHu, Korato
ca M3npaTeHn Mo nowarta ¢ obpaTHa pasnucka, No (akc, eneKTPoHHa noLla unn npegateHn ypes
Kypuep CcpeLly NoAnuC Ha npuemMalliata cTpaHa.

(2) 3a patara Ha CbO6LLEHMETO Ce CMATA:

1. parata Ha npefaBaHeTo - Npuv nNpejaBaHe Ha PbKa Ha CbOOLLEHNETO;

2. flaTaTa Ha npuemMaHeTo - Npu m3npatiaHe no akc;

3. jaTaTa Ha MoCTbMNBAHETO B e/IeKTPOHHATa MNoLLa - Mpwv usnpatyaHe no uMeiin.

(3) 3a BanMAaHWM agpecy 3a MpUemMaHe Ha CbOOLLUEHMS, CBbP3aHW C W3MbJHEHMETO Ha
[0roBopa 1 npefaBaHe Ha JOKYMEHTU, Ce CMATaT:

E 3a Bb3/TOXKUTENA: rp. Codms, yn. ,,bsano mope” Ne 8, otaen ,,bonHnyHa anTeka”, Ten
02 9432429, akc 02 9432117, e-mail: apteka@isul.eu

2. 3a N3IMBJIHUTEJIA: Codwms, yn. ,,dpesepuk Xonmo Kropu* Ne 20, ten: 02 8622835,
(hakc: 02 8622836, e-mail: n.tsankova@pharmimport.bg

Un. 27. B cny4yail Ha npeobpasyBaHe, BAMBaHe wnn cnvBaHe Ha BB3JTOXKUNTENA wnm
N3MBTHUTENA, opugndeckute namua, TeXHW MpaBOMNpPUEMHMLM, ca 00Bbp3aHUM  CbC
3a[lb/KEHMATA NO TO3W 4Or0BOP NP cnasBaHe n3ncksaHuaTa Ha 30T01.

Un. 28. Bcnukn cropose no To3n [OroBop Le Ce YypexkaaT ypes nperosopu Mexay
CTpaHuTe, a Npn HENocTUraHe Ha Cbracue - Lie ce OTHACAT 3a peLlaBaHe OT KOMMETEHTHUSA CbA B
Peny6nuka buarapus.

Un. 29. 3a BCUYKM HeypeaeHW B To3n [OroBop BbLMPOCKM Ce mpunarat pasnopenbute Ha
[eiCcTBaoTO 6bArapcKo 3aKOHOAATENCTBO.

Un. 30. HepasgenHa yacT oT HacToswma Jloroeop ca:

1 TpunoxeHue Ne 1- ,,Cneummkalms KbM gorosopa”

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

3. “LleHoBO npeannioxkeHme”.

4. TexHu4YecKa cneumgpmkaums

SannueHa

r(opMAs 3anuyena nHpopmanus

3anuueHa uHpopMaIys
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00. no3. Nel, H.e. Ne

MpunoxeHne Ne 1 ,,CheymdpurkKaumna KoM gorosopa’

Tbproecko
HanMeHOBaHWe,
KonnuecTts
AHaToMo- MporHo3 KonnuyectBo Ha  euHMY
MexayHapoaHo 0 Ha obLa
TepanesTu JlekapcTBeHa OkoHuaTeHa HO aKTUBHOTO Ha obuia LeHa
FENATEHTHO opma AKTHBHOTO OMakoBKa  KO/n4yec NeKapcTBEHO eHac @ e caac
/I:_??:KOA ; HanmeHoBaHue /INN/ P NeKapcTBeH B0, 6 BELLECTEG U B c nnc
~KOA 0 BELLECTBO » OP- n AL
npegnaraHa
OrnakoBKa
B02BD01  coagulation factor IX, I, VII and X in combination
Human Prothrombin Powder and
B02BD01 Complex solvent for solution 500 Il 1 15 Octaplex 500 LI 1fl 356,57 4457,13 5348,55
P for injection
B02BD02 Human coagulation factor VIII
1 vial powder, 1 Octanate 500 1U 1 vial
Human coagulation Powder and vial solvent 10 owder, 1vial solvent
B02BD02 J solvent for solution 500  LLI . 00  POWOeEn L VIdl 308,71 5145167 61742,00
factor VIII . ml, 1syringe, 1 10 ml, 1 syringe, 1
for injection
transfer set transfer set
B02BD02 Recombinant Coagulation factor VIII (Octocog alfa,
Moroctocog alfa, Turoctocog Alfa,Simoctocog Alfa)
1vial+1 pre- Kovaltry 500 IU 1
. Powder and filled syringe (3 vial+1 pre-filled
Bo2BDOz Coagulation factor VI o o colution 500 W miy+ 1vial 100 syringe (3 mi)+ Lvial 580,00 4833333 58000,00
(Octocog alfa) L .
for injection adapter-1-1 adapter+1 venipuncture

venipuncture set set



11

17

19

22

B02BD02

B02BD04

B02BD04

B02BD04

B02BD06

B02BD06

1vial (powder)
+ 1 pre-filled

syringe (solvent)

+ 1 vial adapter

Powder and
solvent for solution 500 U
for injection

Coagulation Factor VI
(Simoctocog Alfa)

Coagulation factor I1X

Powder and

Coagulation factor IX solvent for solution 500 U 1
for infusion
Powder and

Coagulation factor IX solvent for solution 500 U 1

for injection
Coagulation factor VIlI, Factor von Willebrand

Powder and
solvent for solution 500 U 1
for injection

Coagulation factor VI,
Factor von Willebrand

80

15

200

100

Nuwiq 500 1U 1 vial
(powder) + 1 pre-filled
syringe (solvent) + 1
vial adapter

613,54

Aimafix 500 1U
Powder and solvent for 405,70
solution for infusion
Octanine F500, 500 1U
Powder and solvent for 405,70
solution for injection

Wilate 500, 500 IlU 1 471,14

40902,67  49083,20

5071,25 6085,50

67616,67  81140,00

39261,67 47114,00

257094,38 308513,25



06. Nno3. Nel, H.e.

11

15

17

19

22

AHaTOMO-
TepaneBTuye
H kKopg /ATC-

kon/

B02BDO1

B02BDO1

B02BDO02

B02BDO02

B02BD02

B02BDO02

B02BDO02

B02BDO02

B02BDO02

B02BD04

B02BDO04

B02BDO04

B02BDO06

B02BDO06

6.2020

MpeanoxeHue 3a U3MbJIHEHME Ha MopT( arta

MexayHapoaHo
HenaTeHTHO HanmeHoBaHue JlekapcTBeHa copma
/INN/
3 4
coagulation factor IX, Il, VIl and X in combination
Powder and solvent for
Human Prothrombin Complex solution for injection

Human coagulation factor VIl

Powder and solvent for
Human coagulation factor VIII solution for injection

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

Powder and solvent for

Coagulation factor VIII (Octocog alfa) solution for injection
Coagulation Factor VIII (Simoctocog Powder and solvent for
Alfa) solution for injection

Coagulation factor VIII

Coagulation factor VIIl (Damoctocog Powder and solvent for

alfa pegol) solution for injection

Coagulation factor IX

Powder and solvent for
Coagulation factor IX solution for infusion

Powder and solvent for
Coagulation factor IX solution for injection

Coagulation factor VIIl, Factor von Wiilebrand

Coagulation factor VIII, Factor von Powder and solvent for

Wiilebrand solution for injection

Cpok 3a fjocTaBka 24 (gBajeceT v 4eTnpu) yaca.

KonuuectBo
Ha
aKTUBHOTO
NeKapcTBeHOo

BelecTBO

500 1%}

500 1y

500 ¥}
500 1%}
500 18}
500 v
500 1S}
500 ¥}

OKOHYaTenHa
onakoBKa

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

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

venipuncture set

1 vial (powder) + 1

pre-filled syringe

(solvent) + 1 vial
adapter

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

Kopg
H30K

BHO088

BH097

BH103

BH105

BH130

BH118

BH120

BH127

MpunoxeHu., Ne

MMpOrHo3Ho TBHProBCKO HammeHoBaHue, KonnyecTtso

KO/INYECTB Ha aKTUBHOTO /IeKapCTBEHO BeLWEecCTBO U

o, 6p.

15

200

100

80

100

15

200

100

npegnaraHa onakoBkKa

10

Octaplex, 500 IU, 1f!

Octanate, 500 IU, 1 vial powder, 1vial solvent 10 ml, 1

syringe, 1 transfer set

Kovaltry, 500 IU, 1 vial+1 pre-filled syringe (3 ml)+ 1 vial

adapter+1 venipuncture set

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

+ 1lvial adapter

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

Aimafix. 500 IU, Powder and solventfor solution for infusion

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

injection, 1

Wi ilate 500, 500 IU, 1 n

AnekcaHabp MNaHywes *
M3nbnHuUTeNeH AMpekTop



LIEHOBO MPEANNOXEHUE

AHaTOMO-

No

MexayHapopgHo
TepaneBTUY
. HenaTeHTHO

NlekapcTBeHa

o
o €H kopa /ATC hopma
HanmeHoBaHue /INN/
kon/
10
(o}
1 2 3 4
B02BDO1 coagulation factor IX, I, VIl and X in combination
Powder and solvent for
2 B02BDO1 Human Prothrombin Complex solution for injection
B02BDO02 Human coagulation factor VIII
Powder and solvent for
6 B02BDO02 Human coagulation factor VIII solution for injection
B02BDO02
Powder and solvent for
9 B02BDO02 Coagulation factor VIII (Octocog alfa) solution for injection
Coagulation Factor VIII (Simoctocog Powder and solvent for
]_1. B02BDO02 Alfa) solution for injection
B02BDO02 Coagulation factor VIII
Coagulation factor VIII (Damoctocog Powder and solvent for
15 B02BDO02 alfa pegol) solution for injection
B02BD04 Coagulation factor IX
Powder and solvent for
17 B02BD04 Coagulation factor IX solution for infusion
Powder and solvent for
19 B02BDO04 Coagulation factor IX solution for injection
B02BDO06 Coagulation factor VIIl, Factor von Willebrand
Coagulation factor VIIl. Factor von Powder and solvent for
22 B02BDO06 Willebrand solution for injection

MporHo
3HO
Kop
Konnye
H30K
cTBO,
6p.
5 6
BHO088 15
BHO097 200

BHIO3 100
BH105 80
BH130 100
BH118 15
BH120 200
BH127 100

THProBcko HamnmeHoBaHMe, Konnyectso Ha
aKTUBHOTO 1eKapCTBEHO BeLWecTBO U
npepnaraHa onakoBkKa

Octaplex. 500 U, 1fl

Octanate, 500 IU, 1 vial powder, 1 vial solvent 10 ml, 1 syringe, 1

transfer set

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

Kovaltry, 500 IU, 1 vial+1 pre-filled syringe (3 ml)+ 1 vial adapter+1

venipuncture set

Nuwiq, 500 1U, 1 vial (powder) + 1 pre-filled syringe (solvent) + 1
vial adapter

Jivi, 500 IU, Powder and solvent for solution for injectionl vial with
powder + 1 pre-filled syringe with 2.5 ml solvent + 1 syringe plunger
rod + 1 vial adapter + 1 venipuncture set

Aimafix, 500 IU, Powder and solvent for solution for infusion

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

W ilate 500, 500 IU, 1

MpunoxeHne Ne 2

OcdepupaHa LeHa
3a DDD

0,71313

308,70990

580,00000

613,54000

730,00000

0,81140

0,81140

6730,57143

EAVMHWYHA UeHa
Ha onakoBKa,

n3vyncrsieHa Ha

6a3a othepupaHa

ueHa 3a DDD

9

356,57

308,71

580,00

613,54

730,00

405,70

405,70

471,14



06. mo3. Ne 1, H.e. Ne

AHaTOMO-

TexHuuyecKa crneuupmrKaums

KonnuecTBo Ha

MexayHapoaHo
TepaneBTun fl(-Z'KapCTBeHa aKTUBHOTO
YEH KO HenarTenTHo (popma NEKapCTBEHO
IATC-Kop/ HanMeHoBaHue [INN/ BeLIeCTBO
B02BBO01 Human fibrinogen
Powder for
B02BB01 Human fibrinogen solution for 1 g
injection/infusion
B02BDO01 coagulation factor IX, I, VII and X in combination
Powder and
B02BDOL Human Prothrombin solvgnt for 500 L]
Complex solution for
injection
Powder and
Coagulation factor 1X, Il solvent for
B02BD01 . L .
VIl and X in combination solution for 600 =
injection
B02BD02 Human coagulation factor VI1I
Powderand W' i-Ku
BO2LLIO2 Human coagulation factor solvgnt for 500 L]
VI solution for
injeclion/infusion
Powder and
BO2BDO2 Human coagulation factor 50|V?”t for 500 L]
VI solution for
injection
Powder and
B02BD02 Human coagulation factor solvq_ant for 500 n
VI solution for
injection
B02BD0O2 Recombinant Coagulation factor V111 (Octocog alfa,
Moroctocog alfa, Turoctocog Alfa,Simoctocog Alfa)
Powder and
B02BD02 Coagulation factor VIl soIV(_ent for 500 ]
(Octocog alfa) solution for

injection

OKOHYaTe/iHa onakKoBKa

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

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

Kog
H30K

BHO087

BHO088

BH089

BH092

BHO096

BH097

BH099

MporHosHo
KO/IMYeCTBO,

6p.

100

15

15

15

50

200

15

MporHosHa
CTOMHOCT 6€e3

AAC

59431,67

4457,13

5348,50

3858,88

12862,92

51451,67

7669,25



10

1

12

13

14

15

16

17

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BD02

B02BDG2

B02BD02

B02BDO03

B02BD03

B02BD04

B02BD04

Powder and

500

500

500

500

500

500

500

500

25 U/ml
(500 U)

500

U

Coagulation facie; v'Iffi’  solvent for
(Oclocog ai; solution for
injection
Powder and
Coagulation factor V1II solvent for
(Octocog alfa) solution for
injection
Powder and
Coagulation Factor VIlI solvent for
(Turoctocog Alfa) solution for
injection
Powder and
Coagulation Factor V111 solvent for
(Simoctocog Alfa) solution for
injection
Powder and
Coagulation factor V1II solvent for
(Moroctocog alfa) solution for
injection
Coagulation factor VID
Coagulation factor VIII Powder and
(rurioctocog alfa pegol) sgl\_/en'F for
injection
Powder and
coagulation factor VIII solvent for
(efmoroctocog alfa) solution for
i
Powder and
Coagulation factor V111 solvent for
(Damoctocog alfa pegol) solution for
injection
coagulation factor, Factor VIII inhibitor bypassing activity
Powder and
factor VIII inhibitor solvent for
bypassyng activity solution for
infusion
Coagulation factor IX
Powder and
Coagulation factor 1X SOIV?nt for
solution for

infusion

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

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

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

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

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

vented sterile cap

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

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

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

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

BH100

BH103

BH104

BH105

BH106

BH108

BH112

BH130

BH116

BH118

15

100

100

80

60

60

100

100

100

15

7669,25

51128,33

51128,33

40902,67

30677,00

36843,50

61405,83

61405,83

62714,17

5071,25



18

19

21

22

23

24

B02BD04

B02BD04

B02BD04

B02BD04

B02BD04

B02BDO06

B02BD06

B02BD08

B02BD08

B02BD08

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

Coagulation Jactor IX

Coagulation factor IX

Coagulation factor 1X

600 U
500 0]
500 U

Coagulation factor IX (nonacog alfa)

Powder and

Coagulation factor 1X solvent for

(nonacog alfa) solution for
injection

500 U

Coagulation factor VIII, Factor von Willebrand

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)

500 U

2 mg (100
KIU)

5 mg (250
KIU)

lvial + 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
solvent 5 ml + 1 injection set

1vial + 1syringe + 1 vial adapter

1vial + 1syringe + 1vial 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

1095614,00





