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Ipyna:- rm "L
3a [loCTaBKa Ha N1eKapCTBeHM NPOAYKTU MNPU >XMBOTO3acTpallaBallin KPbLBOW3NIUBM U CMNaNHU
ONepaTMBHU U UHBA3WBHU UHTEPBEHLMM Ha NaLMeHTU C BPOAEHU Koarynonatuu

no o6ulecTeeHa nopwvyka ¢ ID Ne 00494-2019-0008

[Hec, M PaVn 2019 r., B rp. Codwsi, mexay:

YMBAN"Lapuua MoanHa-UCYN"EA], cbec cejanLe v aapec Ha yrpasneHue B
rp. Codwmsa, parioH "O6opuwe”, yn. "bsano mope" Ne 8, Ten. 9432215, dhakc 9432180, EMK
831605806, npeactaensiBaHO OT npod. A-p boitko eoprnes Kopykos, A.M- W3nbaHWUTENEH
AVPEKTOp, Hapmn4yaHo 3a KpaTkocT no-gony "Bb3J/TIOXXUTE/T" oT egHa cTpaHa, n

,CODPAPMA TPEVOVHIA/L cbe cefanuiile v agpec Ha ynpasneHue rp.Codus-1756,
yn. “Nvyesap CtaHueB™ Ne 5, Codpapma busHec Taybpc, crpaga ,,A", eT. 12; Ten: 02 8133660, thakc
02 8133666, EMK 103267194; npeacrtasnaBaHo OT AMMUTLP AUMUTPOB, Ype3 Mb/IHOMOLLHUKA -
Beneta Kocesa ¢ nmbaHomowHo Ne 7873/27.12.2018 1. , HapuyaHo 3a KpatkocT "U3IMb/JHUNTEN"
OT Apyra cTpaHa,

Ha ocHoBaHue 4n. 112, an. 1 oT 3akoHa 3a obuiecTBeHuTe Nopbykn (30M1) M B U3Mb/IHEHME Ha
PeweHne Ne -PA-03-32/03.07.2019 r. Ha W3nbaHuTenHus gupektop Ha YMBAJT ,Lapuua
oaHHa-ICY/1” EAJl 3a onpefensiHe Ha W3MbAHUTEN Ha OOLLECTBEHa MOPbYKA C NpeameT ¢
»0CTaBKa Ha JleKapCTBEHW MNPOAYKTW NpU >XXMBOoTO3acTpallaBalll KPbBOU3NBU U
CrnewHX onepaTtTMBHU U WHBA3UBHWU WHTEPBEHUMW Ha NauneHTWU e BPOLEHU
Koarynonatuu, komto H30OK 3annauia M3BbH CTOMHOCTTA Ha OKasBaHUTE MeLULMUHCKU
yenyrn B YMBAN”Lapuua MoanHa-UCYN”EA/” ce CKOYM HACTOALMAT AOr0BOp, Karo
CTpaHuTe ce crnopasymsaxa 3a CnegHoTo:

I. MPEAMET HA 4O OBOPA

Un. 1 (1) BDBINIOKUTENAT Bw3nara, a W3MNb/IHUTEIAT npuema cpeLly
Bb3HarpaxaeHne fa n3sbplUBa NepuUoAMYHM [OCTaBKM Ha NIEKapCTBEHU MPOAYKTU OT 060cobeHa
nos3vuma Nel, HOMeHKNaTypHU eanHuun 8, 14, 16 ot MpunoxeHne Nel ,,Cneyndmkaums KoM
[oroeopa”, M3rotBeHa Ha 6asa ,[MpednoXxeHne 3a WM3NbAHEHME Ha Mopbyukata“ u ,,LleHoBO
npegnoxeHne” Ha N3MNbJ/IHWUTEJA, Hepa3genHa yact oT [lorosopa, Cbr/laCHO YCNoBMATa Ha
HacToawma gorosop (,,[JOroBop*) U M3NCKBaHUATA, MOCOYEHWN B TexHMYeckaTa cneumpmkalms Ha
BB3/TOXXUNTENA.

(2) 3a KpaTKOCT npegMeTbT Ha HacToAwms [loroBop mocoveH B an. 1 wWwe ce Hapuya B
Jorosopa ,,[locTaBka“.

(3) Bb310XKUTENAT He Ce aHraxupa CbC 3aKynyBaHETO Ha LAN0TO MPOrHO3HO KOIMYECTBO.

(4) Bb3noxuTtenar Moxe fa 3asBW fOCTaBKaTa Ha LOMbJHUTENHN KOMIMYeCTBa /IeKapCTBEHU
NPOAYKTWN OT fafileHa HOMeHKNaTypHa eanHMLA Haj onpeieneHoTo NPOrHo3HO KONMYeCTBO, HO Camo
npu yCcnoBuATa Ha HaCTOALLMA [Or0BOP.

1. UEHA N HAYH HA TJTIALLAHE

Un. 2.(1) Bb3NOXUNTENAT agvmkn Ha N3MBJTHUTEJTIA Bb3HarpaxieHue 3a BCAKa eaHa
nssbpleHa ot USMb/IHUTENA n npueta o1 Bb3NTOXXNTENA [locTaBKa, CbrnacHO eqUHUYHKTE
LieHu, nocoyeHn B MpunoxeHue Nel ,,.Cneumdmkauma Kbm gorosopa”. NMocoyeHnTe LeH BKIKOYBAT
BCUYKMN TakCU 1 ApYyru pasxoam BbB Bpb3Ka € JlocTaBkaTa 40 MACTOTO Ha U3MbJIHEHME MO Yn. 3, an.
3,

2 3annawaHeTo Ha Bb3HArpaXkaeHWeTo Mo an. 1 ce M3BbLPLIBA MPU KYMYMaTUBHOTO
Ha/imyme Ha cnefiHUTe JOKYMEHTHU:

a) nognucaH ot CTpaHUTe npuemaTenHo-npefasarteneH MpPoTokon no un. 10, an. 2 ot
Jorosopa,;

6) npepgoctaBeHa oT W3MbBJ/IHATENA akTtypa 3a cboTBeTHaTa [ocTaBKa, npueta OT
BB3NNOXKUNTENA.



(3) Avmkumoto oT Bb3NTOXXUTE/A Bb3HArpaxaeHve no an. 13a cboTBeTHarta [ocTtaBka
ce 3annawa Ha M3Mb/IHUTENA no 6aHKoB MbT B CPOK A0 60 (LLUECTAECET) AHM, CUMTAHO OT
N3MbJTHEHWETO WA,

(4) MnawgaHeTo ce M3BbLPLIBA B ObArapckn /1eBOBe, C NIATEXHO HapexiaHe no crefHara
6aHKoBa cMeTka, nocoyeHa ot N3MbJIHATENA:

BIC: RZBBBGSF, IBAN: BG97RZBB91551064010532

(5) VBMBNTHUTENAT e anbxeH ga ysegomsasa nucmeHo BB3JTOXXUTENA 3a BCUYKK
nocnefgawiy NpoMeHu B AaHHWUTE 3a GaHKoBaTa CMeTKa No an. 4 B CPOK OT TPW AHW, CUMTaHO OT
MOMeEHTa Ha npomsHata. B cnyuain ye U3MbTHUTENAT He ysegomu BB3TOXUTE/A B TO3K
CPOK UAn nnawaHeTo e n3BbpLieHo ot BB3JTOXXUTENA npean nonyyaBaHe Ha yBeAOM/IEHUETO,
Ce Cu1Ta, Ye MnnaLlaHeTo e Hag/1eXKHO M3BBbPLLEHO.

(6) EaMHMYHUTE LeHK, nocodeHun B MpunoxeHre Nel He noasiexar Ha U3MeHeHue, OCBEH B
cnyyauTe, NpeABuUAeHN B HacToALLMA forosop v B yn. 116 ot 30r1.

(7) Obuwarta CTOMHOCT 3a U3BbPLUBaHE Ha AOCTaBKMTE CbrnacHo MpunoxkeHne Nel 3a cpoka
Ha [lorosopa e 102 398.67 nea 6e3 A4C vnn 122 878.40 neBa ¢ Bk/toveH 44C

I11. CPOK HA JOIOBOPA. CPOK N MACTO HA N3IMNMbJIHEHWE

Un. 3 (1) [loroBopwbT Ce CKtOYUBaA 3a CPOK OT 12 mecelia.

(2) B pamkuTe Ha cpoka no an. 1 N3MbJIHNTENAT ocbLiecTBABa LOCTaBKUTE B CPOK OT 24
(cnoBoM: aBafeceT M YeTUpPW) Yaca, a NpPu CrewHn 3as8Bkn - A0 1 (eAMH) 4vac, CYMTAHO OT Yaca,
nocnefpatl, yaca Ha nonyyasaHe Ha nMcMeHa 3asBka (..3asBka") oT Bb3/IOXKUTE/IA.

(3) BBINNOXUTENAT wm3snpawa 3asskata o W3MNb/IHATENA Ha agpec, (akc wnu
e/IeKTPOHHa noLua:
agpec: rp.Couna-1756, yn. Jibuesap CtaHueB No 5,

Ten: 0800 12233, thakc: 02 8133785

e-mail: helpdeskhs@sopharmatrading.b2.

3asBKaTa MOXe fa 6bAe 3a 4acT WK 3a LUAI0TO NPOrHO3HO KoNn4yecTBo, Kato BH3/TOXKNTENAT
He e 3a4b/DKeH fJa 3as8BW LAMOTO NPOrHO3HO KOMMYeCTBO MO Bpeme Ha cpoka Ha [orosopa. B
cnyyai, Ye 3a Bb3/TOXKNTE/A He e Bb3HMKHaNa He06xoAMMocT oT [locTaBKa, CbLUMAT MMa NpaBo
[la He 3asBABa KOMMYeCTBa.

(4) OoroBopbT He 06BbP3Ba BHINTOXKUTESA cbec 3aab/KEHMETO Aa HanpaBu 3asiBKa, a
nocnefHara e 00ycnoBeHa OT Bb3HMKBaHe Ha HeobxoaumocT oT [ocTaBka 3a Bb3J/TOXXNTE/A. B
C/lyyall Ye YCMOBMETO MO MPeAXO4HOTO M3peyeHMe He e Hanvue, BB3JTOXKUTENAT He Hocum
oTroBopHocT, a U3MbJ/IHUTENAT Hama npaBo fa npeTeHAMpa HeyCTOWKMA /MM KakBuTO 1 fa e
61no obesLleTeHNs 3a NPUYNHEHN BPeaM.

(5) MAcToTO Ha M3Nb/HeHWe Ha goctaBkuTe e rp. Codgwmsa, yn. ,,bano mope” Ne 8, YMBAJ]
~Lapuua MoanHa-ICYN” EA/Ll - otgen ,,bonHWYHa anTeka”.

IV. TIPABA N SAABJ/DKEHNA HA CTPAHUTE

Un. 4. Bb3JIOXKUTEJTAT nma npaso:

1. pa n3nckea oT N3MBJTHATENA fa n3nbiHaBa B CPOK 1 6e3 OTK/IOHEHWS BCAKa efiHa OT
[IOCTaBKMTe, CbrMacHO ycnosuATa Ha [orosopa, TexHWueckaTa cneumpukaums n MNMpesnoxeHneTo
3a U3Nb/IHEHME Ha NOPbLYKATa;

2. [la U3BbpLUBA NPOBEpPKa BLB BCEKN MOMEHT OT U3MbL/HEHWETO Ha 3asaBKaTta no Jorosopa,
OTHOCHO Ka4yecTBOTO, KOMMYecTBaTa W TeXHUYeCKUTe mnapameTpu, 6e3 C ToBa fa Npeunm Ha
nenHocTTa Ha 3MNBbIHUTENSA,

3. [a 3a4bpP>KU/ycBOM CbOTBETHA YacT OT ["apaHumMATa 33 U3Nb/IHEHWE MPWY HEU3Mb/IHEHNE OT
cTpaHa Ha N3MbJ/IHNTENA Ha [Jorosopa 1 fia Noy4n HeyCTOMKa B pasmepa, onpeaeneH B pasaen
VIl o1 HacToAwwma [lorosop;

4. fa npernefa AocTaBeHaTa CTOKa W [Ja HanpaBu peknamauuy npu ycTaHOBfBaHe Ha
HekayecTBeHa/Henb/Ha JlocTaBKa WM TakaBa, KOATO He € B CbOTBETCTBME C [1peasiokeHNeTo 3a
n3nbaHeHWe Ha nopbvykata Ha N3MbJ/IHUTENA,

5. aa nony4yn [loctaBkara B CpoKa 1 Nnpu ycnoBuaTa, AOrosopeHn mexay CrtpaHuTe;
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6. fa He npveme [ocTaBkata M fa OTpasv YCTaHOBEHWTE HeJoCTaTbLM/NAMCK B MPUEMO-
npegasartesiHMa NPoTokon no un. 10, an. 2, B cnyyar Ye [locTaBkata He OTroBaps Ha U3MCKBaHUATA
Ha TexHu4yeckaTa crneumnpuKaums n ycnosmata Ha To3n Jorosop;

7. pa npekpatu [orosopa efHOCTpaHHO No BuHa Ha W3MBb/IHUTENA B cnyvaid Ha
CbLLECTBEHO HeM3Mb/IHEHME MO CMUCHA Ha Y. 17, an.2 oT cTpaHa Ha N3Mb/IHUTEJA.

Un. 5.(1) BB3NTOXXUTENAT e anbxeH ga 3annawa Ha N3MbJ/IHUTEJTA Bb3HarpaxaeHve
Nnpn MbAHO N Ka4yeCcTBEHO U3Nb/IHEHWe Ha [locTaBka B pa3Mep, Npu YCoBUA U B CPOKOBE CbI/1acHO
HacTosALma [lorosop.

(2) BB3NNOXUTENAT ce 3aabmkasa:

1 pa He pasnpocTpaHsaBa MO KakBato M fAa e qopma BCAka MpefocTaBeHa My OT
N3MBIHUTENA mHpopMaums, Mmalla Xapaktep Ha TbproBcka TaiHa M M3PUYHO YromeHaTa oT
M3MbJ/IHNTEJIA kato TakaBa B NpeAcTaBeHaTa OT Hero oepra.

2. Npv [OCTaBsHE Ha CTOoKaTta [a A npernega, Aa Monb/iHW NpuemMaTeNHo-npefaBaTenHuTe
NPOTOKO/M N NPU YCTaHOBABAHe Ha ABHW HEeAOCTaTbuM WM NUMICKU Ja T O0Tpask B MPOTOKOAa Mo
un. 10, an. 2;

3. [a ocurypu nomeLleHne 3a CbXpaHeHue Cropes CbOTBETHUTE W3UCKBaHWA, ako KMa
TaKMBa, Ha JOCTaBEHOTO KO/MIMYECTBO CTOKM.

Un. 6. USMNbJIHWTENAT mma npaso:

1 pa nonyyn yroBOPeHOTO Bb3HarpaXkaeHwe npu ycrnoBmaTa M B CPOKOBETE, MOCOYEHU B
HacToALmMA Jorosop.

2. na ucka ot BDBINTOXKNTENA HeobXoAMMOTO CbAEWCTBME 3a OCBLUECTBSIBAHE Ha
[JocTaBkata rno Jlorosopa v npueMaHeTo i, KOrato e MU3Mb/IHeHa CbINIaCHO M3MCKBaHUATA MO Yn.7,
T1unT 2

Un. 7. USMNBNHUNTENAT e AnbXeH:

1 fa uv3NbAHW BCAKa eflHa OT [OCTaBKUTE KayecTBeHO, B CLOTBETCTBME C HaCTOALLMA
Jorosop;

2. [ia U3NbHW BCAKA eflHa OT AOCTaBKWUTE C OCTaTbyeH CPOK Ha roAHOCT Ha /1eKapCTBEHUS
NPOAYKT He No-MaTbK OT 25 % 0T 0651BeHMS OT NPOU3BOANTENSA CPOK KbM AaTaTa Ha JOCTaBKUTE;

3. B cnydanTe no un. 4, 7. 6 SAMBbJHUTENAT ca 3agb/kaea fa 3aMeHM 3a CBOS CMETKa
[JocTtaBkata ¢ gpyra, OTroeapslla Ha W3MCKBaHMATA NO T. 1 B CpoK A0 12 (aBaHazdeceT) vaca,
CUMTaHO OT Yaca, MOoCOYeH B MPOTOKONA 3a HeKayecTBeHaTa/Henb/1Ha [locTaBka.

4. B cnyvail, ye N3MBJHUTENAT He goctaBu B CpokKa Mo T. 3 3aMeHeHUTe CTOKW,
BBb3NTOXKNTENAT Haumcnsaea HeycToika Ha N3MbJ/THUTENA no un. 11, an. 1, KOATO ce yabpxa
OT CnefiBalynTe nnawaHua KoM 3nsnHuTens unm ot MapaHumaTa 3a U3nb/iHeHue,

5. B cnyyan, ye N3MBJ/IHNTENAT goctaBu CTOKW, KOUTO HE OTroBapsAT Ha U3NCKBaHMSATa
no 1. 2, Bb3NNOXUTENAT Hauncnssa HeycToika Ha M3Mb/IHUTENA no un. 11, an. 2, KosTo ce
yAbpXKa OT credBallumTe nnawaHna KM V3nbaHuTena unm ot MapaHumaTa 3a U3nbiHeHue,

6. fla cbxpaHaABa 1 TpaHcnopTupa JocTaBkaTa 40 MACTOTO Ha U3Mb/IHEHWE MPK Cra3BaHe Ha
NOCOYEHMA OT NPOU3BOAMTENA TEMNEPATYPEH PEXUM U APYTA YCNOBUA 3a CbXPaHeHWE;

7. 0a He M3Mnon3Ba uau pasnpocTtpaHasa nHpopmauma 3a Bb3NTOXKUNTENA, ctaHana my
N3BECTHA NPU MU3Mb/IHEHME Ha 3a4b/KeHUATa My Mo HacToAlmaA [lorosop.

Un. 8. U3MBbIHUNTENAT ce 3agb/kasa Aa NpoAb/HKA M3MNb/IHEHMETO Ha [locTaBkata 1 B
C/lyyail Ha 3abaBsHe Ha natyaHe oT ctpaHa Ha Bb3/TOXKUTEA nopagn 06eKTUBHU NPUUMHN.

V. TAPAHUUMA 3A N3MNMbJ/IHEHUNE

Un.9. (1) Mpn cknousaHe Ha [MAorosopa WM3MBb/IHUTENAT npeactass [MapaHums 3a
n3nbHeHMe Ha Jlorosopa (,,MapaHuma 3a n3nbaHeHne™) B pasmep Ha 1 023,99 (cnoBom: xunapa
aBageceT n Tpyu .., 0,99 cT.) neea npeacTaBnsBawm 1% (eanH NpPOLEHT) OT HerosaTa 06Lla
CTOMHOCT Mo un. 2. an.7, 6e3 AAC. MapaHumATa 3a U3Nb/HEHME Ce NPEeACTaBs B efHa OT CNefHUTe
(hopmu:

a) NapuyHa cyma, BHeceHa no nocoyeHa ot Bb3J/TIOXKNTEJIA 6aHKOBa CMETKa;

) 6e3ycnoBHa HeOTMeHsieMa 6aHKOBa rapaHums; nnm

B) 3aCTpaxoBKa, KOATO o6e3neyaBa WM3Mb/IHEHWETO 4pe3 MOKPUTUE Ha OTrOBOPHOCTTA Ha
N3MNbAHNTENA.

2 MapaHumATa 3a U3MbJIHEHVE CNefBa fa e CbC CPOK Ha Ba/IMAHOCT OT Aatarta Ha B/iv3aHe B
cuna Ha [loroBopa Ao Hari-manko 30 /TpugeceT/ AHU cnep U3TMYaHeTo Ha cpoka rmo un. 3, an. 1



(3) MapaHumaTa 3a M3MbHEHNE Ce YCBOSBA M3LAMIO MAN YacTUYHO OT BB3/TOXKUTESIA B
Cy4yail Ha Hem3Mb/IHEHME Ha 3adb/keHusTa Ha M3Mb/IHUTE/A 3a yacTTa, CbOTBETCTBaALLA Ha
Hensnb/HeHWeTo. BB3JTOXKUNTENTAT nma npaso ga yceou MapaHumaTa 3a U3nb/iHeHve, 6e3 ToBa
[ia ro nMwasa OT NpaBoTO Aa Tbpcy 06e3LieTeHNe 3a BpeaW, HaABMLIABaLLM Noy4YeHaTa cyma no
["apaHunATa 3a U3Nb/IHEHNE.

(4) Mpun nunca Ha Bb3paXXeHUA/NPEeTeHLUMN BbB BPb3Ka C U3MbAHEHWMETO Ha [lorosopa OT
cTpaHa Ha BB3/TOXXUTENA, Toin ocBoboXaaBa MapaHuMsiTa 3a U3MbAHEHWE (BPblia NapuyHaTa
cyma/opurmHana Ha wu3gageHata 6aHKoBa rapaHums/3acTpaxoBka) B CpoK oT 30 AHM cnef
NPUKIOYBaHe Ha W3Mb/IHEHWMETO WM M3TMYaHe Cpoka Ha JloroBopa, 6e3 fa Ab/hKU NUXBK 3a
nepvoga, npe3 Kolto lMapaHumsaTa 3a M3Nb/HEHWE e MpecTosna Npu Hero (B ciyyai 4ve e nog
(hopmaTa Ha napuyHa cyma).

(5) PasxoauTe nNo oTKpuMBaHe, NoAAbpPXKaHe, NOAHOBABaHe M 06CNy)KBaHe Ha MapaHumsTa 3a
N3Nb/IHEHME ca 3a cMeTKa Ha N3IMbJ/THUTEJIA.

(6) MapaHumAaTa 3a U3Mb/IHEHUEe He ce ocBoboXaaBa 0T Bb3/TOXKUTE/A, ako B npoueca Ha
M3Nb/IHEHME Ha [0roBopa € Bb3HWKHAM CMop MeXAy CTpaHUTe OTHOCHO HeusMb/HeHWEe Ha
3agbmkeHunaTa Ha N3Mb/TIHUTENA n BbNpocshT e 0THeCeH 3a peLlasaHe npef cbva. [pu pellasaHe
Ha cnopa B nonsa Ha Bb3/TOXKUTE/A, Toin MoXe Aa NPUCTbN KbM YCBOSIBaHE Ha rapaHuumsTa 3a
N3Nb/IHEeHVe.

VI. MPEAABAHE N NMPNEMAHE 3A N3MbJIHEHUWETO

Un. 10.(1) MpuemaHeTo Ha goctaBkaTa oT Bb3JTOXKUTEJIA ce n3BbpLuBa Ype3 HavanHuk
otaen ,bonHuMyHa anteka' wWAM  HeroB 3amecTHUK. 3a BDB3JIOXKUTENA npuemaTenHo-
npeaasaTeIHUAT NPOTOKO/ Ce NMOANMCBa OT NNLETO npuemMallo AocTaBkara, a 3a N3Mb/IHUTENA
- OT OnpeaenieHo OT Hero NnLe.

(2) TpuemaHeTo Ha pocTaBKka NO 3afBKa Ce YAOCTOBepsABa C MOAMMCBaHe OT
npegcrasutenute no anl Ha ABYCTpaHeH npuvemartesiHO-npefaBaTesieH MPOTOKO/, B KOWTO ce
OTpassBa farata M yaca Ha AOCTaBKarta, BMAa W 6pos Ha [OCTaBAHUTE JIEKAPCTBEHU MPOLAYKTH,
CPOKBLT Ha TOLHOCT, KakTo WU npuapyXasawimTte rv AoKymeHTu. [locTaBkata ce cumTa npueTta oT
BB3/TOXKUTE/IA camo ako CbLMAT e mognucan npuematenHo-npefaBaTe/iHusa NpoToKon 6e3
Bb3paxeHus (MocoyBaHe Ha HefOCTaTbUW/AUMNCKU HA CTOKA WM LOKYMEHTW, KOWUTO C/nefga Aa v

npuapy»xasar).

VIl. HEYCTOWNKU

Un. 11. (1) B cnyvair, ye USMBIHUTENAT He n3nbnHM 3asBKa B CpoKa Mo un. 3, an. 2,
nan no Yn.7, 7. 4, Toi abmkmn Ha BB3NTOXKNTENA HeycTolika B pasmep Ha 0,25 % (Hyna usano v
[BafleceT 1 MeT CTOTHM NPOLEHTA) 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 cnyuair, ye WMIMB/IHATENAT wu3nbnHM 3asBKa C [0CTaBKa Ha /1EKapCTBEHWU
NPOAYKTU C MNO-KpPaTbK CPOK Ha rogHoCT OT nocoyveHus B un. 7, T. 2, USMbAHUTENAT gbvmku
HeyCTOiKa. PasMepbT Ha HEYCTOMKaTa e KakTo criefsa:

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

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

Un. 12. N3nnawaHeTo/yabpXXaHeTo Ha HeyCTOWKM He nuwasa Bb3/TOXXNTENIA oT npasoTo
[ia TbPCK peasiHO MU3MbJIHEHME M 00e3LLeTeHMe 3a NPeTbPreHnTe Bpean, HaAXBLPALWM pa3mepa Ha
HeycTolKaTa.

Un. 13. (1) MNpn npekpatsasBaHe Ha [orosopa nopagy OTKa3 OT AOCTaBKa Ha /IeKapCTBeH
npoaykt, U3MbJIHUTENAT gbmkun Ha Bb3NTOXXUTENA HeycToiika B pasmep Ha 20% (aBagecet
NpoLeHTa) OT CTOMHOCTTa Ha 3asBeHaTa, HO HeM3Mb/IHEHa JOCTaBKa.

(2) Bb3noxuTensaT yabpxa Ab/HKMMUTE CYMU 33 HeYyCTOWKa MbpBO OT c/iefBalluTe nnawaHus
KbM M3NbAHUTENSA, a C/ief ToBa OT rapaHumaTa 3a U3nb/IHEHNe Ha OroBopa.

(3) B cnyyanTe no an. 2, Korato Bb3noxuTenaTt e yabpKaj HeycToiKata OT CTOMHOCTTa Ha
rapaHumaTa 3a u3nbiHeHne. 3NbAHUTENAT e ATbKEH B 5-HeBeH CPOK OT YBeLOMSBAHETO My 3a
yCBOsIBaHe Ha 4acT OT rapaHuuaTa, Aa AONb/HU rapaHumaTa 3a U3Nb/HEHWE [0 pasmepa, onpeaeneH
Bun. 9, an. 10T gorosopa 1 4a npeactaBy Ha Bb3noxuTens cboTBeTHUA LOKYMEHT.

Un. 14. MNMpun HemsnbAHeHWe Ha 3a4b/KeHVeTo cu no yn.2, an.3, Bb3JTOXKUTENAT abmku
Ha V3MB/IHATENA HeycTolika B pasmep Ha 0.1% (Hyna usano v eguH Ha cto) oT LleHaTa Ha



M3BbPLLIEHATA JOCTaBKa 3a BCEKM [leH 3a6aBa, HO He noseue oT 5 % (MeT Ha CTO) OT CTOMHOCTTA Ha
[0CTaBKaTa.

VIIl. HEMPEABVNAEHW OBCTOATEJICTBA

Un. 15. (1) CrtpaHute no [lorosopa He Ab/mxar o6e3lleTeHVe 3a MpeTbprieHn Bpean U
3arybu, B c/lyyald Ye nocnefHUTe ca NPUYUHEHW OT HENPeoLoNMMa cuia Nno cMucbia Ha yn. 306 ot
TbpProBCKNA 3aKOH.

(2) B cnyyaii ye CtpaHarta, KOSTO € CrefjBasio Aa U3Mb/HM CBOe 3a4b/HKeHne no Jorosopa, e
buna B 3a6aBa KbM MOMEHTA Ha HAaCTbMBaHe Ha HeMpeogosMmara cunia, T8 He MOXe Jja ce No30BaBa
Ha Henpeozo/iMma cusa.

(3) CrpaHaTa, 3acerHata OT HenpeofosiMma cuia, e AbXKHa Ja npefnpuemMe BCUYKU
[eCTBUA C rpukaTa Ha fobpua Tbprosew, 3a fa HaMain 40 MUHUMYM NOHECEHWUTE BPeaun 1 3aryom,
KakTo 1 fa ysegoMu nucMeHo pgpyrata CTtpaHa B TpuAHeBeH CPOK OT HacTbMBaHETO Ha
Henpeogonumata cuna. MNpu HeyBefoOMsBaHe Ce Ab/HKM 00e3LleTeHMe 3a HacTbNUAUTE OT TOBa
Bpeau.

(4) QokaTo Tpae HenpeogonMMaTa Cua, U3MbIHEHNETO Ha 3a4b/IKEHUATA U HA CBbP3aHNTE C
TAX HaCPeLLHW 384 b/DKEHUNSA Ce Crmpa.

IX. BbSAMOXHOCTW 3A USMEHEHWVE HA JOITOBOPA

Un. 16. (1) CvrnacHo un. 116, an.l, 7. 1 ot 30I1 ce npeABv>XaaT CrefHNUTe Bb3MOXHOCTU 3a
N3MEHEeHMe Ha Jorosopa:
1. B cnyuyait, ye cnefl n3TMyaHe CpoKa Ha [OroBopa He e u3yepraHa CTOMHOCTTa My, TO CbLUMAT
MOXe fa O6be YAb/MKEH [0 M3pa3xoiBaHe Ha NpefBuaeHaTa B HEro cyma, Ho He noseye oT 6 (LLeCT)
meceLa;
2. Bb3noxuntensat Moxke Aa 3adBM f0CTaBKaTa Ha Mo-rofieMy KonmyecTBa /1eKapCTBEHW NPOAYKTU OT
efiHa UM NOBEYE HOMEHKNATYPHW eUHMLM, HO CaMO B PaMKUTE Ha CTOMHOCTTA Ha [JOroBopa;
3. OhepupaHaTta LeHa 3a OMakoBKa Ha /IEKapCTBEHUA NPOAYKT e (PUKCUpaHa U He MOAJEXM Ha
NMpPOMsHa 3a CpPoKa Ha JelicTBMe Ha fJorosopa. o M3KIYeHWe [OroBopeHaTa LieHa MOXe fda ce
N3MeHs BbB Bpb3Ka C NMPoMeHW B HapepnbaTa 3a ycnosusiTa, npaswiata U pega 3a perynupade u
PerucTprpaHe Ha LieHUTe Ha fiekapcTeeHuTe npoaykTy ot 30.04.2013r./ u3m. n gon. AB. 6p.8 ot 24
AHyapu 2017r., NpaBeLy HEBb3MOXKHO M3Mb/IHEHWETO Ha [OroBopa npv A0roBOPeHUTE YCOBUS;
4. B cnyyail, Ye B CpOKa Ha A0roBsopa AbpXKaBHO perynupaHata ueHa B lMpunoxeHne Ne 2 Ha
MO3NTUBHMA NEKApPCTBEH CMUCBK CTaHe MO-HWCKa OT AoroBopeHata. M3MbAHUTENAT e ANbXKeH
CBOEBPEMEHHO Aa NPOMEHW LieHaTa, Ha KOSATO [0CTaBs /leKapCTBEHUTE NPOAYKTU, B CbOTBETCTBUE
C onpefeneHata ueHa B MO3UTMBHUS NeKApCTBEH CMMUCBLK, CYMTAHO OT faTtaTa Ha npomsiHa. B
CNlyyail, Ye He yBefOMWU Bb3noXuTens NUCMEHO B 5-AHeBEH CPOK 3a NpoMsHaTa U He MPOMEHM
LeHaTta. Bb3noxntenar e 3annatla JOCTaBAHUTE IEKAPCTBEHU NPOAYKTM MO NPOMeHeHaTa LieHa,
CUMTAHO OT JaTarta Ha CboTBeTHaTa AKTyanm3aunsa Ha [Mo3UTUBHUA NEKAPCTBEH CMUCHK;
5. B cnyyair, ye B cpoka Ha forosopa OT cTpaHa Ha H3OK 6baaT A0oroBopeHa No-HUCKa LieHa OT
obepupaHata. Bb3noxutendr Le 3ansawia 6e3ycrioBHO LOCTaBAHWUTE NIeKapCTBEHW MPOAYKTU Ha
Nno-HUCKaTa LeHa, CYMTaHO OT JaTarta Ha CbOTBEeTHaTa NPoMsHa.

(2) CvrnacHo un. 116, an.l, 1. 4 ot 300 [oroBopbT 3a Bb3/laraHe Ha 06LlecTBeHaTa
nopbyka MoXe fAa Obfe M3MeHeH, Korato WV3Mb/HMTENAT OTKaKe Aa M3Mb/HSABaA [0roBopa Wam
[OroBOpPbT ObJe NpekpaTeH MO BWHA HAa M3MbLAHUTENSA. Bb3NOXWTENST MOXe [a 3aMeHu
M3NbAHUTENSA Ha 06LLECTBEHATa MOPbYKa C YYaCTHMKA, KnacMpaH Ha BTOPO MSCTO B npoueayparta,
KaTo noAnuvile JOMb/HUTENHO CropasyMeHne C HEero Kbm [0roBopa 3a 06LecTBeHa nopbyka npu
yCcnosuaTa, onpeseneHn B TeEXHNYECKOTO U LIEHOBOTO My NPea/IoKeHWs.

X. MPEKPATABAHE HA O OBOPA

Un. 17. (1) HactoawmsaT [lorosop ce npekparssa:

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

2. N0 B3aMIMHO cbrnacve mexay CTpaHuTe, M3pas3eHo B NMMCMeHa (hopma;

3. 0T Bw3noxutens npu ycnosusata Ha un. 118 ot 3akoHa 3a 06LEeCTBEHNUTE NMOPHUKU.

(2) BB3NTOXKUTENAT moxe pfa npekpatv [orosopa 6e3 npegusBecTve B C/yyalk Ha
CbLLIECTBEHO Heu3Mnb/IHEHWe Ha 3aAb/hKeHuATa oT cTpaHa Ha V3Mb/IHUTENA. 3a ,,cbliecTBeHo
HeunsNb/IHEHME™ Ce CUMTA BCEKWN efIMH OT CNefiHUTe Cryyau:



1 UBMBJIHATENAT 3abaBn gBa Wam noBede MbTW CPOKa 3a AocTaBka no Jlorosopa c
roseye OT 48 (Y4eTMpuaeceT 1 OCeM) Yaca;

2. N3MNBbJIHATENAT pgBa wnv noseye NbTU He OTCTPaHW B cpoka No un. 7, T. 3
KOHCTaTupaHu HegocTaTbsLm/amncy;

3. USMBbNHNTENIAT aBa unv noseye NbTW He U3MbAHM TOYHO HAKOE OT 3afb/DKEHUATA CH
no floroeopa,;

4. N3NBNMHUTENAT 6bae 065iBeH B HECHCTOATENIHOCT MM KOrato € B NPOuM3BOACTBO MO
HeCbLCTOATEIHOCT UK NUKBUZALNSA;

XI. OBPABOTBAHE HA JAHHW, CBI'iTACHO AEPUNHUUNATA MO Yil. 28 HA
PErTAMEHT (EC) 2016/679 HA EBPOMEVNCKWA MAPIAMEHT U HA CbBETA OT 27
AMNPWMI 2016 TIOQNHA(PETMTAMEHTA), OTHOCHO 3ALLNTATA HA ®N3NYHECKNTE

JTMUA BbB BPb3KA C OBPAEOTBAHETO HA JINYH AAHHN

Un. 18. (1) HacToAawmAaT pa3gen “mMa 3a Len fa perynvpa IM4yH1Te npaea v 3a4b/HKEHUS Ha
CTpaHuTe, BbB BPb3Ka C AaHHU N MH(opMauus, onpegeneHa KaTto noBepuTesiHa, KOMTO ca CTaHam
M3BECTHW MO BPeMe Ha U3BbpLUBaHE Ha AeMHOCTUTE, ONUCaHW B HacTOoALLMS Jorosop.

(2) 3a uennte Ha [orosopa Te3n JaHHU M MH(OPMaUKMA Le Ce cuMTaT 3a NOBEpPUTENHU U
CTpaHuTe ce 3aab/mKaBaTt [ja He NPefoCTaBAT Ha TPeTU CTpaHu W Nuua, NNYHUTe AaHHW, NpeameT
Ha [loroeopa, WM NNYHU AaHHUM WU MHGOpPMaums, CTaHaiM UM W3BECTHW NPU U3Mb/HEHWE Ha
[loroeopa.

(3(MoBepuTeNHUS XapaKTep Ha roOpenocoYeHnTe AaHHN 1 MHGopMaLms e Tpsabsa ga 6bae
N3PUYHO AeKnapupaH, ¢ NognucuTe Ha NpeacTaBUTeNINTE Ha CTpaHUTe.

Un. 19. CtpaHuTe ce aHraxupar ga nNpuMeMaT BCUYKW MEPKW 3a CUTYPHOCT, KOUTO ca
HeobOXoaUMM 3a 3allMTa Ha AaHHUTE W UHQopMauusTa OT MOBEPUTENIEH XapakTep W fda ce
rapaHTupa, Ye TAXHaTa NOBEPUTE/THOCT MO HUKAaKbB HaYMH He e HapyLLeHa.

Un. 20. CTpaHuTe, NOANUCBANKN HacToALWMSA [OroBop Aeknapupat, ye Wwe K3Mnon3esaT camo
06paboTBaLLM NIMYHW [aHHW, KaKTO U 4Ye ca Npeanpuenn A0CTaTbYHM MOAXOAALLM TEXHUYECKN U
OpraHn3aLMoOHHN MepPKU MO TaKbB HauuH, 4e 06paboTBaHETO fJa MpPOTMYa B CLOTBETCTBME C
N3NCKBaHUATA Ha PernameHTa W Mo TO3W HauMH OCUrypsiBaT 3allMTa Ha npaeaTta Ha Cy6eKTUTe Ha
[aHHWN.

Un. 21. CTpaHuTe BbBEXAAT MOAXOAALM TEXHNUYECKM M OpraHM3aLMoOHHN MepKK, 3a aa ce
rapaHTupart, 4e Mo nogpasbupaHe ce o6paboTBaT camMO /IMYHW [aHHW, KOUTO ca Heobxoaumu 3a
BCSIKA KOHKPETHa Lien Ha o06paboTBaHeTo. ToBa 3adb/HKEHME Ce OTHaca A0 obema Ha cbhOpaHuTe
NNYHW [aHHW, CTeneHTa Ha 06paboTBaHETO, NepMo/a Ha CbXPaHABAHETO MM M TSXHAaTa AOCTbLIMHOCT.

Un. 22. TpeTMpaHeTO Ha BCUYKW NNMYHW AaHHWM TpsbBa fga OTroBapsi Ha CbOTBETHOTO
HalMOHa/IHO 3aKOHOZATE/ICTBO Ha y4aCTHUUWTE, MO-CreLnasHO BbB Bpb3Ka CbC 3aKOHa 3a 3almTta
Ha IMYHUTE AaHHW 1 Ha PernameHTa.

Un. 23. CTpaHuTe 06paboTBaLly MUYHM JaHHW UMaT BbBEAEHW BbLTPELLHN NpaBuia 0THOCHO
06paboTKaTa 1 CUrypHOCTTa Ha NIMYHUTE [JaHHW W rapaHTupart, Yye 06paboTEHUTE NIMYHWN JaHHW ca
[OCTBMHU CamO 3a HaA/1eXKHO YNb/IHOMOLLEHW CNYXXUTENN.

Un. 24. JIn4yHUTe JaHHK, KOUTO ca CTaHa/IM M3BECTHW MO cuiata Ha HactoAwmsa [orosop
WA NO BPEeMe Ha M3Mb/IHEHWETO My, ca npeAMeT Ha 06paboTBaHe OT CTpaHWUTe 3a NOCTUraHe Ha
LiennTe 1 NpeaMeTa Ha 0rosopa, ce 06paboTeaT 3a CPOK He MO-Ab/bl OT CPOKa Ha oroBopa.

XIl. SAKTFOUNTEJIHN PA3IMOPELBA

Un. 25. (1) Hactosawmat [lorosop Moxe fa 6bae U3MeHsH C MUCMEHO AOMb/IHUTENHO
cnopasyMeHve Kakto c npefsugeHute B Pasgen IX. Bb3MOXHOCTU 3a M3MEHEHWe Ha [0roeopa,
Taka ¥ npu ycnosusita Ha un. 116 oT 3akoHa 3a 06LeCTBEHUTE MOPBbYKM.

(2) Huto epgHa OT cTpaHUTE HAMa MpPaBO fJa MpPexBbpnsa npaeata W 3a4b/HKeHUATa,
npou3THUYaLLM OT TO3M LOroBOp, Ha TPeTa CTpaHa, OCBeH B C/lyvauTte, nocoyveHn B 30r1.

Un. 26. (1) Bcnukn cbobLLeHNs, Npeam3BecTUs N HapeXaaHnsa, CBbP3aHn C U3Mb/IHEHNETO
Ha 1031 [loroBop 1 pasmeHaHu mexay Bb3NNOXUNTENA n NU3MBIHUNTENA ca BanvaHW, Korato
ca M3npaTteHu Mo nowjata ¢ obpaTHa pasnucka, Mo (hakc, efeKTPOHHa MoLa Wy npejageHn ypes
Kypuep cpeLly NoAnuc Ha npuematlara cTpaHa.

(2) 3a gaTaTta Ha CbOOLLEHMETO Ce CMsTa:

1 partaTa Ha npefaBaHeTo - Mpuv NpejaBaHe Ha pbka Ha CbOOLLIEHUNETO;
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2. flaTaTa Ha NpuemMaHeTo - Npy u3npatyaHe no axc;

3. fjatara Ha NoCTHMBAHETO B e/IEKTPOHHATa NOLLa - Mpv 13npatwaHe no uMein.

(3) 3a BampHM afpecu 3a nNpueMaHe Ha CbOOLLEHMS, CBbP3aHW C W3MbJHEHWETO Ha
[lorosopa 1 npefasaHe Ha JOKYMEHTHU, Ce CMATaT:

1 3a Bb3JIOXKUTENA: rp. Codwmsa, yn. ,,.bsano mope™Ne 8, otaen ,,bonHMYHa anTeka”, Ten
02 9432429, thakc 02 9432117, e-mail: apteka@isul.eu

2. 3a N3IMBJIHUTEJIA: rp.Codms, yn. “buesap CtaHyeB” Ne 5, Coapma busHec Taybpc,
crpaga ,,A”, et. 12; Ten: 02 8133660, dakc 02 8133666, e-mail: office@ sopharmatrading.bg

Un. 27. B cnyyalh Ha npeobpasyBaHe, BAMBaHE WU cnvBaHe Ha BB3INNOXUTENA wnnn
M3MNBHUTENA, topuandecknute nuua, TEXHW  NPaBOMpUEMHMLUM, ca 06Bbp3aHM  CbC
3a[b/KeHMATA MO TO3W LOroBOp Mpw cnassaHe U3UckBaHuATa Ha 30rT,

Un. 28. Bcnmukm cnopose no To3u [loroBop Lie ce ypexkzaar 4pe3 MperoBopu Mexay
CTpaHunTe, a Npu HeMoCTUraHe Ha Cbr/iacue - Liie ce OTHACAT 3a peLlaBaHe OT KOMMETEHTHUA Cb[ B
Peny6nuka bbnarapus.

Un. 29. 3a BCUYKM HeypefeHW B To3u [loroBop BLMAPOCK Ce npwuiaraT pasnopeaoute Ha
[eiCTBaL0TO 6bArapcKo 3aKOHOAATESCTBO.

Un. 30. HepaszenHa yact ot HacToAwma [lorosop ca:

1. TMpunoxeHne Ne 1- ,,Cneundukayms KoM gorosopa”

2. “lNpennoxxeHue 3a U3Nb/IHEHWE Ha MopbyKarta”,;

3. “LleHoBo nr XeHue”.
4. TexHu4ec TKauumsa
Hac" 4" 3/cknun B fOBa €AHO0OpasHM ek3emnaspa
BBb3JICI AHUTENSA.
TI

1 b b Ne
r,al
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00. no3. Nel, H.e. Ne

14

16

AHATOMO-
TepanesTny

eH Kofl

IATC-kog/

B02BDO02

B02BDO04

B02BDO08

MpunoxeHve Ne 1 -, Crieumurkaums KeM forosopa’

MexayHapoaHo
HenaTeHTHO
HaVMeHOoBaHVe

/INN/

Coagulation factor
VIl (Moroctocog

alfa)

Coagulation factor
IX (nonacog alfa)

Eptacog alfa
(activated)

JlekapcTBeHa

thopma

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection
Powder and solvent
for solution for
injection

Map
Ka

6p

6p

6p

Kommn
YEeCTB

0

20

20

40

KonmyecTBo Ha THProBCKO HaMEHOBaHUE,

Konnyectso Ha akTvBHOTO OdpepupaHa

JIeKapCTBeHO BeLLEecTBo 1 LieHa 3a DDD
npeg/iaraHa ornaxkoBka

aKTUBHOTO
NEKapPCTBEHO
BELLIECTBO
500 1
500 1]
2 mg
(100
KL)

Pethakto AF 5001U npax + p-

ncnpuHy. x 1

BeHedukc dn. 500 IU x 1

HoBoCeBbH 2 Mr. 3apefeHa
cnpuHuoBka x 1

603,24000

536,58000

61806,00000

EAVHWYH
aueHac

Jilile:

603,24

596,20

2472,24

O6LLa LeHa Obula LieHa
6e3 4AC cAac
10054,00  12064,80
9936,67 11924,00
82408,00  98889,60
102398,67 122878,40
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9

10

11

12

13

14

15

16

B02BDO02

B02BDO02

B02BDO03

B02BDO04

B02BD04

B02BD04

B02BDO06

B02BDO08

Coagulation factor VMI (rurioctocog alfa pegol)

coagulati<§h”actor VIII (efrnoroctocog alfa)

factor VIl inhibitor bypassyng activity

Coagulation factor IX

Coagulation factor IX

Coagulation factor IX (nonacog alfa)

Coagulation factor VIII, Factor von Willebrand

Eptacog alfa (activated)

Cpok 3a gocTaBKa 24 yaca
[Jata 20.06.2019 r.

Powder and solvent for

injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for infusion

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

6p 20

6p 40

6P 200

6 P 40

6p 20

6p 20 BEHE®WKC ¢n. 5001U x 1

6p 160

6P 40 HOBOCEBbBH 2Mr 3apeaeHa cnpuHyoBka x 1

SORNAIMAL e
[.. 3

Imar.-papm. BeHeTa Kocea/
Moannc Ha nuueTo (M neyar)

BH108

BH110

BH116

BH120

BH121

BH126

BH127

BH128
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. 00. Mo3. Nol, n.e. Ne

1

2

3

AHaTOMO-
TepaneBTnY
eH Kof
[ATC-kog/

B02BBO1

B02BDO1

B02BDO02
T |

hBe”BOY,

B02BDO02
B02BDO02

B02BDO02

B02BDO02

LEHOBO TPEAJTOXXEHNE

MexxayHapoaHo
HEMaTeHTHO
HavmeHoBaHue /INN/

Human fibrinogen

Human Prothrombin Complex

Human coagulation factor VIII

Coagulation factor VIII (Octocog alfa)

Coagulation factor VIIlI (Octocog alfa)
Coagulation Factor VIII (Turoctocog
Alfa)

Coagulation Factor VIII (Simoctocog
Alfa)

Coagulation factor VIII (Moroctocog
alfa)

JleKkapcTBeHa

¢hopma

4
Powder 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

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

Mpuno>keHne Ne 2

EonHnyHa
LueHa Ha
TBpProecko HaVIMEHOBaHUEE,

OMaKOBKa,
Mvp Komuec  KonmyectBo Ha akTvBHOTO  OdhepupaHa Kog

n3yuncneHa

Ka  TBO JIEKAPCTBEHO BELLECTBO M LieHa 3a DDD 5 H30K
npegnaraHa orakoBka Ha basa
ohepupaHa
ueHa 3a DDD
5 6 7 8 9 10
6p 30 BHO087
6p 20 BH088
6p 200 BHO097
op 40 BHO099A"
6p 120 BH103
6p 120 BH104
6p 80 BH105
6p 20 PE®AKTO AF 500 IU npax+p-n cnpuHy x1 603.24000 603.24 BH106
evolution
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9 B02BDO02

10 B02BD02

11 B02BD03
12 B02BD04
X A

"y

13 BD2BDO04
14 B02BD04
15 B02BDO06
16 B02BDO08

Coagulation factor VIII (rurioctocog
alfa pegol)

coagulation factor VIII (efmoroctocog
alfa)

factor Vin inhibitor bypassyng activity

Coagulation factor IX

Coagulation factor IX

Coagulation factor IX (nonacog alfa)

Coagulation factor VIII, Factor von
W illebrand

Eptacog alfa (activated)

[Hata: 20.06.2019 r.

Powder and solvent for

injection

Powder and solvent for

solution for injection

Powder and solvent for

solution for infusion

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

6p

6P

6p

6p

6p

6p

6P

6p

20

40

200

40

20

20 BEHE®UKC dn. 5001U x 1

160

40 HOBOCEBIiy /m.r 3apefeHa cnpuHuyoBka x 1
sopf )

/mar.-papm. BeHeTa Kocea/
Moanuc Ha nnueTo (M nevar)

536.58000

61806.00000

596.20

2472.24

BH108

BH1TO

BH116

BH120

BH121

BH126

BH127

BH128



PA3LEN XI. TexHnyecka crieymgpumkauma

<DZ
T AHaToMoO- Konnuectso POFHO3HM
—
ol aa 0TO
2 TepanesT  MexyHapoAHO HenaTeHTHo JlekapcTBeHa thopma Ha KTUBHOT OKOHYaTe/Ha OMaKoBKa KOA ' roiiHocTi
g YeH Koj HavmeHoBaHwue /INN/ NeKapcTBeHO H30K E ¢ 663 A/IC
= /ATC-kog/ BELLeCTBO
8
1 B02BBO1 Human fibrinogen Powder for solution for 9 1 BHO87  17829,50
injection/infusion
2 B02BDO1  Human Prothrombin Complex ~ FoWderand solventfor —ggy ), 1 BHOS8  5942,83
solution for iniection
3 BO2BD02  Human coagulation factor vin | OWder and solventfor oo - o Lvial powder, 1vial solvent 10007 54455 67
solution for injection ml, 1syringe, 1 transfer set
4 B02BD02 Coagulation factor VIII (Octocog Powde_r and splyen_t for 500 Ll 1 vial powder +_1 v!al solvgnt BHO99 2054133
alfa) solution for injection (2ml) + reconstitution device
5 B02BD02 Coagulation factor VIII (Octocog Powdgr and s_ol_venF for 500 i lVIf’:1|+1 pre-filled sy_rmge (3 mi)+ BH103  61354.00
alfa) solution for injection 1 vial adapter+1 venipuncture set
: o o .
6 BO2BD02 Coagulation Factor VIII Powd(?r and splyenF for 500 LI lvial +1 pre filled syringe + 1 BH104  61354.00
(Turoctocog Alfa) solution for injection vial adapter
7 BO2BD02 Coag_ulatlon Factor VIII Powd(?r and spl_ven_t for 500 " 1_V|al (powder) + 1 pre-fllled BH105 4090267
(Simoctocog Alfa) solution for injection syringe (solvent) + 1vial adapter
Coagulation factor VIII Powder and solvent for Lpre filled syringe + 1 plunger
§ B02BDOZ (Moroctocog alfa) solution for injection 20 U rod + 1 sterile infusion set + 2~ BH106 1022567
Coagulation factor VIII Powder and solvent for 1vial + 1vial (solvent 2 ml),
9 BO2BDO2 (rurioctocog alfa pegol) injection S0 w preassembled whit reconstitution BHI08 1270717
10 BO2BDO2 coagulation factor VIII Powdgr and splyen_t for 1000 " 1vial (pc_deer)-t-I pre-filled BHI10 5082833
(efmoroctocog alfa) solution for injection syringe (solvent)
11 BO2BDO3 factor VIII inhibitor bypassyng  Powder and solvent for 500 U 1 pre-filled syringe + powd.vial + BH116 12705167

activity solution for injection solv.vial 20 ml + adm.set



12

13

14

16

B02BD04

B02BD04

B02BD04

B02BD06

B02BD08

Coagulation factor 1X

Coagulation factor 1X

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

Eptacog alfa (activated)

Powder and solvent for

crUntinn fnr iniprtinn
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 + 1 pre-filled syringe + 1
plunger rod + 1vial adapter + 1

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

1

1vial + 1syringe + 1vial adapter

BH120

BH121

BH126

BH127

BH128

13523,33

37618,67

10106,17

62818,67

85711,67





