[I0rOBOP IJFHS
3A IOCTABKA HA TIEKAPCTBEHV MPOAYKTM PrroeH

[Hec, .2021 r., B rp. Cogpus, mexay:

YMBAN"Uapuua Noanna-UCYN"EA/l, cbC cejaville W afpec Ha ynpasfeHue B rp.
Codmsi, paitoH "O6opuile”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcTasnssaHo oT Jllobomump MeHeB,- N3NbAHUTENEH AUPEKTOP, HapuyaHo Mo-40Ny 3a KPaTKoCT
L~JJEYHEBHO 3ABEAEHWE - BBb3/TOXXWTEJI” OT egHa cTpaHa

n

“OAPMUMIOPT” AL cbC ceganuile 1 agpec Ha ynpasneHue B rp. Cotms - 1113, yn. ,,dpefepuk
XKonuno Kropu* Ne 20, ten: 02 8622835, thakc: 02 8622836, EMK 131181471, npefcTaBnsiBaHO OT
AnekcaHabp [MaHywes -  WM3NbAHUTENeH  AMPEKTOp, HapuyaHo Mo-foNy 3a  KpaTKoCT
LN3MBNHWTEN” oT apyra crtpaHa,

Ha OocHoBaHMWe un. 112 ot 3akoHa 3a o6buiecTBeHuUTe nopbuky (30U1), BLB Bpb3Ka € MpoBefeH
BbTPELUEH KOHKYPEeHTeH M360p no PamkoBo criopasymeHuve Ne P[-11-62 ce CK/IOUM HACTOALLMA
[l0roBop 3a CnefHoTO:

I. MPEAMET M CPOK HA AOIMOBOPA
Un. 1 (1) NEYEBHO 3ABEAOEHWE - BDB3NOXWMTEJ Bb3nara, a N3MBJAHUTENAT ce
3a/1b/KaBa Aja U3BbPLUM A0CTaBKa Ha CNeAHUTE NeKapCTBEHU MPOLYKTU:

HaunH Ha Heobxo4MMm
Msipka o
ATC INN npUnONEHUE 3abenexka APK Cratyc 60V MSIPKM
B02BD02 Coagulation factor VIl napeHTepasHa U BannpeH 750000
(Octocog alfa)
Coagulation Factor VIII
U BannpeH 25000
B02BD02 (Simoctocog Alfa) napeHTepaiHa hil
Human coagulation
10
B02BD02 factor VI napeHTepasiHa U BanngeH 310000
Bozgpos  codgulation factor Vil - o anka U  BamugeH 150000

Factor von Willebrand

(2) AoroBopbT BMM3a B cuia OT dataTa Ha MOAMMCBAHETO My OT ABeTe CTpaHW U € CbC CPOK [0
31.12.2021 .

(3) 3a npopykta e ATC B02BDO02 - Coagulation factor VIII (Octocog alfa) gorosopbT Bv3a B
cuna ot 24.07.2021 .

1l. LEHWN N OBWA CTOMHOCT HA JOCTABKWTE MO AJOMOBOPA
Un. 2. (1) LeHata Ha cTokuTe Mo 4n.l e cbrnacHo LeHOBO npepsioxkeHne Ha N3MbJIHUTENA,
Hepa3sjeniHa YacTt OT 40rosopa.
(2) LleHaTa BKNHOUBA CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3aCcTpaxoBKa 1 TpaHcnopt o JIEYEBHOTO
3SABEAEHWE - BB3TOXWTEJ npn MUHUMaNeH CPOK Ha rofHOCT He Mo-kpaTbk oT 40 % ot
065BeHMs OT NPOM3BOANTENSA 33 IEKAPCTBEHUTE NPOAYKTM UM He NO-KpaTbK 0T 20 % OT 061BeHUsA OT
NpPon3BOAMTENSA 38 OMOMPOAYKTUTE UM BLMONOA06HUTE NPOLYKTU. MUHUMANHUAT CPOK Ha FOAHOCT ce
onpeens KbM gaTata Ha BCAKa JOCTaBKa Ha 1eKapCTBeH MPOAYKT.
(3) Obuwarta cTOMHOCT Ha AOCTaBKMTe Mo gorosopa e Ao 997 968.46 nea 6e3 BkAoyeH AAC v oo
1197 562.15 neBa c BkntoyeH A4 /C.
(4) LeHata no gorosopa e mKcupaHa, He MOAMEXM Ha NPOMsiHa 3a CPOKa Ha [eliCTBUe Ha [0roBopa,
0CBeH B cnyyauTe Ha 116 ot 30r1.



(5) B cnyuyait, ye npe3 BpeMeTo Ha AeNCTBME Ha CbOTBETHWUA 4OrOBOP CTOMHOCTTA, KOATO Cnejga Aa ce
3ansawa ¢ ny6anyHy cpefcTBa Ha IEKapPCTBEHN NPOAYKTU OT MO3UTUBHUS NEKapPCTBEH CMUCHK CTaHe
Nno-HMUCKa OT [OroBopeHaTa, J/le4e6HOTO 3aBefieHMe - Bb3NOXMTEN 6e3yCNoBHO  3anauia
NeKapCTBEHUTE NPOAYKTU Ha NO-HMUCKaTa CTOMHOCT, CYMTaHO OT:

- [Jatata Ha B/M3aHe B CWIa Ha pelleHVeTo Ha HauuoHanHuS CbBET MO LUeHU W
penmbypcupaHe Ha fekapcteeHnTe npogyktu ( HCLUP/IM);

- JlataTa Ha akTyanusaumaTta Ha [Mo3nTUBHNA TEKAPCTBEH CMUCHK NO peda Ha yn. 57, an. 1 o1
Hapepbata 3a ycnosusata, npasuiaTa W pefa 3a perynvMpaHe W peructpvpaHe Ha UeHUTe Ha
nekapcteeHuTe npoaykt (HYTPPPLYIM) 3a nekapcTBeHWUTE MPOAYKTU C HamasieHa CTOMHOCT 3a
0nakoBKa, 134ymncneHa Ha 6a3a pedpepeHTHa CTOMHOCT.

B cnyvante no npegxofHOTO WM3peyeHMe, CTOMHOCTTA Ce onpefensi KbM MOMEHTa Ha
[0CcTaBKara (nognunceaHe Ha NpueMo-npegasartesieH NPoOToKoN).

. ycnomda mn HA4YMH HA NAAWAHE

Yn. 3 (1) Mnaw@aHeTo no HacToAWmMS [OroBOp Ce OCbLLECTBSABA Ype3 6aHKOB NPeBOj OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBb3/IOXWTEJT no nocoyeHaTa B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MBAHUTENA.
(2) 3annawiaHeTo Ha CTOKUTe MO A0roBopa Ce M3BbpLUBA OT/IOXKEHO B CPOK A0 60 /wectaecetus/ AeH,
cnep, npeacraBaHe Ha CnefHUTe JOKYMEHTH:

1. [ocTaBHa (paKTypa, CbCTaBeHa CbriacHoO m3nckesaHuaTa Ha 344C v NMN34A4C;

2. TlpviemaTenHo-npeaasartesiH NPOTOKONN;
(3) B cnyuvaid, 4e nocoveHUTe B Y. 3, an. 2 JOKYMEHTU ca HepefoBHM WM He ca KOMMJIEKTOBaHM,
cblmTe ce Bpbviat Ha M3MbJTIHUTETA ¢ npuemartenHo - npefasatesieH MPOTOKO/ 3a MU3NpaBsHe
Ha HepefHocTMTe. CPOKbLT MO YA.3, an. 2. 3anoysa fa Teye OT JaTarta Ha NpeAcTaBaHeTo Ha nocneaHus
N3UCKYeM Ce AOKYMEHT.
(4) Mpy hakTyprpaHe Ha 3aABEHUTE KOMMYECTBA /IEKAPCTBEHWN MPOAYKTU, MO BCAKA OTAe/HA 3asBKa,
LleHaTa Ha OMakoBKa He cfefBa Aa HajBuliasa onpefeneHarta B [MO3UTUBHUA NeKapCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT HAa OMakOBKA 3a CbOTBETHWUSA /IEKAPCTBEH MPOAYKT. B
C/lyyall Ha W34MCnsBaHe Ha CTOMHOCT MO-BMCOKa OT pediepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMS /IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HamaisBa M 3annawa 40 CTOMHOCTTa Ha OMakoBKa
onpefeneHa B N03UTMBHNA NIeKapPCTBEH CNNCHK- [punoxeHne Ne 2.

IV. CPOK HA AOCTABAHE
Un. 4 (1) NEYEBEHOTO 3ABEAEHUE - Bb3/TOXXWNTEJI 3a8BgBa HEO6X0AMMUTE MY KONIMYECTBa
c nucmeHa 3asBka go W3MbJHWUTENA. 3asBkata ce BpbyBa /NMYHO Cpelly MoANUC Ha
N3MBTHUATENA nan ynbaHOMOLLEHO OT HEro fivue Wi ce m3npaulia ¢ npenopbyaHo MMUCMO C
obpaTHa pa3nucka, no akc Uam rno eNeKTPOHEH MbT.
(2) Bcska oTgenHa focTaBKa, cnefBa fa 6bAe [OCTaBeHa B CPOK [0 7 KaneHAapHW [HW cnep,
nonyyasaHe Ha 3aaBkaTta oT JIEHEEHOTO 3ABEAEHWE - BBH3/TOXKWTEJ] n 3a Konn4yecteaTa u
OnakoBKMTe (CbOOPa3HO KOHKPETHWUTE /IeKAPCTBEHU MPOAYKTW, [MOCOYEHW B  TEXHUYECKOTO
npeasiokKeHVe Ha M3NbAHWUTENS), TOYHO ONpefenieHV B 3asBKata. B cnydail, ye ce npasBu nbpBa
[0CTaBKa OT fajeHa napTuaa Ha NekapCcTBeH NPoayKT, ce npefctaBd CepTudmkaT 3a 0CBOOOXKAaBaHe
Ha naptugarta, m3gageH oT KsanmgpuumpaHo nvue no 3JTMXM Ha efeKTpoHeH HocUTen WAn Mo
eMIeKTPOHEH MbT Ha efNIeKTPOHHATA MOoLLa, MocoYeHa KaTo adpec 3a KOpecrnoHAeHUMA, NpUAPYXeH C
NpeBof Ha Ob/IrapCkn e3nk OT MpMa, CKIUUIa 4OroBop ¢ MUHMUCTEPCTBO Ha BbHLUHMTE paboTy 3a
M3BbpPLUBaHE Ha omumaiHN NpeBoan. 36poeHNTe JOKYMEHTM Ce NPeACTaBAT B CbOTBETHOTO 3BEHO,
ornpefenieHo OT /1e4ebHOTO 3aBefieHne - Bb3NOXUTeN. [py cnefpawiy LOCTaBKM Ha NeKapCTBEHU
MPOAYKTM OT CbLyaTa NapTuaa, CepTUMUKaTLT He ce NpeacTass.
(3 B cnyuyair Ha HeobxoaMMoCT OT crewHa pocTtaBka, JIEUEBHOTO 3ABEAEHUE -
BBH3/TOXWTEJT nocoysa M3pMYHO B 3asBKaTa, 4e € HeobxoauMmo fda ObAe M3BbPLUEHA CreLlHa
foctaBka. B To3u cnydair, focTaBKata crefBa fa 6bAe M3BbpLleHa [0 6 yaca OT MosiyvaBaHe Ha
3afBKata M 3a KOo/m4yecTBata M OMakoBkMTe (Cb0OOPasHO KOHKPETHWUTE JfIEKapCTBEHW MPOAYKTH,
MOCOYEHW B TEXHUYECKOTO MPeoXeHWe Ha N3MbIHUTENSA), TOYHO OMpeesieHn B 3asBKara.
(4) N3MBNHWNTENAT ce 3a4b/mkaBa, B CPOK A0 1 paboTeH feH, B ciyvauTe no af. 2 v B CPoK g0 1
yac, B c/lydaute Ha an. 3, cfief Nosy4yaBaHeTO Ha BCAKA 3asBKa [a YBeLOMM MUCMEHO MW Mo (hakc
NEUEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ] B ciyyaid ue He MOXeE Aa U3BbPLUM A0CTaBKa U



B C/lyyald, Ye He MOXe Aa Cnasv CPOKbT 3a M3BbpLUBaHE Ha [OCTaBKaTa, NpeAaMeT Ha KOHKpeTHarta
3asBKa.

(5) Kbvm pataTa Ha BCSKa [0CTaBKa, OCTaTbYHUAT CPOK Ha FOAHOCT Ha JIEKApCTBEHUTE MPOAYKTY,
cneasa fa 6bae He No-Manbk oT 40 % /yeTupmaeceT Ha cTo/ OT 065BEHMS OT MPOU3BOAUTENS.

(6) Kbm patata Ha BCAKa [OCTaBKa OCTATbYHWUAT CPOK HA rOAHOCT Ha 6UOMPOAYKT uav 6ronogobeH
NPOAYKT, cneaga Aa 6vae He no-manbk oT 20 % /nBageceT Ha CTO/ OT 06ABEHUSA OT NPOU3BOANTENS.
(7) 3a konunuecTBa [AOCTaBeHW W3BbLH 3asdBKaTta no 4n. 4, an.l, TEYEBHOTO 3ABELEHWE -
BBb3NMTOXWTE/T HAMa 3a4b/mKeHMe 3a nnatyaHe.

(8) B cnyyaute no un. 10, an. 7 OT 4Oroeopa, CPOKBLT MO an. 2 U 3 3amnoysa fa Teye OT garara Ha
nnucmeHoto cwrnacne Ha JIEYHEBHOTO 3ABEAEHWE - Bb3/TOXWUTE.

V. MACTO HA AOCTABAHE
Un. 5. (1) 3a MACTO Ha foCTaBsAHe Ha CTOKMUTE MO TO3M JOroBop ce onpefens cnefHus agpec: Cogwus,
yn. ,bano mope” Ne 8, YMBA ,Llapuua MoaHHa-ICYN” EALl - oTaen ,,BonHnyHa anTeka”
(2) PvCKbBT OT cnyyaiHOTO MOrmBaHe WM NoBpexjaHe Ha CTOKUTE npeMuHasa Bbpxy JIEUEBHOTO
SABEAEHWE - BB3/TOXXWTEJT 0T MOMeHTa Ha NpMeMaHeTO MM Ha MACTOTO Ha [A0CTaBfHe C
npuemMarenHo-npeaasaTesieH NPoTOKOIN.

VI. BATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha QOCTaBAHE Ce cuMTa jartaTa, Ha KOATO CTOKWUTE ca [OoCTaBeHW [0 ajpeca NoCoYeH B
yn. 5, an. 1, npu ycnosuata Ha yn. 9, an. 2.

VII.3AAB/IXKEHUA HA U3MBINHNTENA
Un. 7. N3MBJTHNTENTAT ce 3agb/kasa:
1 [a poctaBu CTOKUTe B [OrOBOPEeHMA CPOK 1 Aa ru npegage Ha IEUEBHOTO 3ABEAEHUE -
BB3NOXWTEN.
2. Ja npefafe CTOKWTE, NakeTMpaHW U MapKuMpaHW B CbOTBETHUSA BWUL, KONMYECTBO W KayecTBO Ha
MACTOTO Ha AOCTaBsHe.
3. MNpu noannceaHeTo Ha A0Orosopa Aa NpefcTaBu:
a) AOKYMeHTM no yn. 112, an. 1ot 30r1.
0) rapaHumsa 3a U3Nb/HEHWE, B efHa OT (opmuTe, onpedenenn B yn. 111, an. 5 ot 30, cbC CPOK Ha
Ba/IMAHOCT 60 AHWM cref M3TUYaHe CpoKa Ha [oroBopa, KoATO ce 0CBoO0XAaBa B CPOK A0 60 AHW cref
M3MbJIHEHWE Ha JorosBopa. B ciyyald, ye Ba/IMAHOCTTA Ha rapaHUmMsTa u3tu4ya npeau foroeopa fa obae
n3nvnHeH, N3MbJIHUTEJTAT ce 3agb/mkasa Aa YAL/MKA CPOKa Ha BaMAHOCT Ha rapaHumsaTa C
TO/IKOBa [IHW, TaKa 4e rapaHumATa Aa NoKpMBa 04YaKBaHUSA CPOK 3a U3MbJIHEHME Ha Aorosopa nac 60
OHW. TapaHumMaTa e B pasmep Ha 3% OT CTOWHOCTTa Ha gorosopa 6e3 AAC u Bb3nM3a Ha
29 939.05 neBa.
(4) [Oa poctaBa /flekapCTBEHM MPOAYKTW, KOUTO OTroBapsAT Ha WM3UCKBaAHMATA Ha 3akoHa 3a
NeKapcTBEHUTE NPOAYKTU B XyMaHHaTa meguunHa (3/TMXM) - aa npuTtexxasart Ba/IMAHO paspeLueHune
3a ynotpeba B cTpaHata, u3gafeHo no pega Ha 3/1MXM unm PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeiickuna napnameHT 1 Cbeeta /un. 23, an.l Ha 3/TMXM/.
(5) Oa pocTaBa nekapCTBEHW MPOAYKTM, KOMTO ca BKAKOYeHU B NpunoxeHre Ne 2 Ha [03UTMBHUA
NNeKapCTBEH CMNUCHK.
(6) B cnyyait, Ye ce npasu NMbpsa JOCTaBKa Mo JafeHa napTuaa Ha ekapcTBeH NPoAyKT, Aa npeacTass
CepTugmkar 3a 0CBOOOX[aBaHe Ha naptuiara, M3gageH oT KsanmguumpaHo nvue no 3JTMXM Ha
e/IEKTPOHEH HOCWUTEN WU MO eNleKTPOHeH NbT Ha efIeKTPOHHaTa MoLLa, Moco4veHa Kato ajpec 3a
KOPECMNOHAEHUMS, NPUAPY>XXEH C NpPeBoj Ha ObArapcky e3vk oT (mpMa, CKKuYuMna [orosop ¢
MMWHUCTEPCTBO Ha BLHLUHWTE paboTy 3a M3BbPLLBAHE Ha OPULIMATIHM NPEBOAN.

VIII. SAAB/DKEHNA HA NEYEBEHOTO 3ABELAEHWE - Bb3/TOXWUNTE/
Un. 8. JTEHEEHOTO 3ABEAEHWE - Bb3/TOXXWTEJ ce 3aabmkasa:
1 [la npueme foCTaBeHUTe B CPOK M Ha MACTO CTOKW, CbOTBETCTBALLYM MO BMA, KO/IMYECTBO U Ka4ecTBo
Ha ONMCaHOTO B HACTOSALLNA [OroBop.
2. [la 3annaTu JOCTaBEHUTE CTOKM MO pefa Ha Y. 3 OT HacTOoALLMA LOroBop.
3. Cnep npuKoYBaHe U3Mb/IHEHWETO Ha AOroBOpa [a 0CBO60AM rapaHUMsTa 3a U3Nb/HeHWe, 6e3 Aa
[Ob/DKN IMXBM 32 CPOKa, Npe3 KOMTO CpefcTBaTa 3aKOHHO ca NPecTosIN Y Hero.



IX. MPUEMAHE  NMPEAABAHE HA CTOKUTE
Un. 9. (1) NpremaHeTo Ha CTOKWTE Ce M3BBLPLLBA HA MACTOTO Ha AOCTaBAHE MOCOYEHO B yA. 5, an. 1
2 M3NBJIHWUTENAT wnn  ynbaHOMOLWEH OT Hero npeacTaBuTeNl U NpeAcTaBuTeNn Ha
NEYEBHOTO 3ABEAEHWME - BDB3J/TOXXWTEJT nognucear npuemaTesiHo-npesasaTeneH
NPOTOKO/, Y0CTOBEPABaLL, Nofy4aBaHETO Ha CTOKUTE.

X. KAYECTBO, TrAPAHUNWN N CPOK HATOAHOCT

Un. 10. (1) CtokunTe, npeaMeT Ha HaCTOALLMA LOrOBOp, CNefBa Aa OTroBapAT Ha M3MCKBaHMATA Ha Y/l
7,an.4nb5.
(2) Kbm patata Ha gocTaBKaTa, OCTaTbYHUAT CPOK Ha FOAHOCT Ha /IeKapCTBEHUTE MPOAYKTW, CnefBa
Aa 6bae He no-mManbk o1 40 % /yeTMpUAECeT Ha CTO/ OT 06ABEHNSA OT NPOU3BOAUTENS.
(3) B cnyyaii Ha gocTaBKa Ha NeKapCTBEHNA MPOAYKT C MO - KPaTbK OT JOrOBOPEHUS CPOK Ha rogHoCT,
Ob/MKMMaTa HeycTolKa fa Obae NPoOMeHeHa, KakTo CrefBa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha A0CTaBKara,

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKara,

0T 19,99% no 10% - 7 % BbpXYy CTOMHOCTTA Ha [OCTaBKaTa;

nog 10% -10 % BbpXY CTOMHOCTTA Ha AOCTaBKarta.
(4) OcTaTbYHMAT CPOK Ha FOAHOCT Ha 6uonpoaykT /6uonoaobeH NPoAyKT, cnedga fAa 6vAe He no-
mMabk oT 20 % /nBafieceT Ha CTo/ OT 065iBEHMS OT MPOU3BOAUTENSA KbM JaTaTa Ha BCsKa [0CTaBKa.
(5) B cnyvaii Ha gocTaBKa Ha 61onpoayKT/6monogo6eH NPoAyKT € Mo - KPaTbK OT JOr0BOPEHMS CPOK
Ha rofHOCT, Ab/HKMMATa HeYCTOMKa e KaKTo crefsa:

oT 19,99% a0 10% - 2 % BbPXY CTOMHOCTTa Ha A0CTaBKarTa,

0T 9,99% [0 5 % - 4 % BbpXY CTOMHOCTTA Ha [A0CTaBKaTa;

nog 5% - 6 % BbpXY CTOMHOCTTA Ha JOCTaBKaTa.
(6) NTEYEBHOTO 3ABELEHNME - BBb3/TOXWUTEJT mMoxe [a OTKaXe MpUemMaHeTo Ha CTOKMTE,
aKO B [IeHA Ha TAXHOTO MPUCTUraHe WM NPUeMaHe OCTaTbyHWUA CPOK Ha FOAHOCT € MO0 - MabK OT
onpegeneHna B un. 10, an. 2. n an. 4 MUHUMANEH CPOK Ha rOAHOCT.
(7) OoctaBKaTa Ha /leKapcTBeH MPOAYKT C OCTaTbYyeH CPOK Ha roAHOCT Mo-masbkK OT 10 Ha CTO OT
065iBEHNSA OT MPOM3BOAUTENSA U Ha BMONPOAYKT/6MONOA06EH MPOAYKT C OCTaTbYyeH CPOK Ha FOAHOCT
no-MasibK 0T 5 Ha CTO OT 005BEHWS OT MPOU3BOAUTENS Ce M3BbPLLUBA CaMO C MUCMEHO Cbracue Ha
NEYEBHOTO 3ABEAEHWE - BBHb3/TOXXWTEJ] 3a KOHKPETHO KO/IMYECTBO, ONpPeAesieHo OT Hero.
be3s U3PNMYHO MUCMEHO Cbrnacne Ha JIEHEBHOTO 3ABEAEHUVE - BB3JTOXKUTEJ/T CTOKUTE
HAMa fa 6baat 3annallaHu.
(8) NckaHeTo 3a MMCMEHO Cbrfacue, B CiydanTe Ha an. 7, cnegga ga noctenm B JIEYEBHOTO
3SABEOEHWE - Bb3/TOXXNTE/ B cpok Ao 1 (eanH) paboTeH [eH OT nosyvyaBaHe Ha 3asBKaTa.
(9) B cnyyanTe Ha CreLHn 4OCTaBKM MNOCOYeHUTe B al. 3 U a/l. 5 HeYCTOVKM He ce npwunarar.

XI. OTTOBOPHOCT SAHETOYHO U3IMbHEHWE. PEKNAMALNI
Yn. 11. (1) NEYEBHOTO 3ABEAEHUE - BBH3/TOXWTEJT Moxe Aa npefsssBa peknamaumm
npeg N3MbJIHUTENA 3a:
a) KO/IMYECTBO U HEKOMM/IEKTHOCT Ha CTOKUTE UM TeXHUYEeCcKaTa JOKYMeHTauma (ABHU HeocTaTbLUym);
0) Ka4yecTBO (CKPUTWN HefoCTaTbLM):
- PY JOCTaBAHE Ha CTOKWN He OT JOr0BOPEeHUs BIUL, NOCOYEH B un. 1
- NPU KOHCTaTMpaHe Ha fedeKTn npu ynotpeba Ha CTOKMUTE.,
(2) Peknamaumu 3a AIBHU HefocTaTbUM Ha CTokuTe ce npasAt oT JIEHEBHOTO 3ABEAEHUE -
BBb3/TOXXWNTEJI, B MOMeHTa Ha NnpeAaBaHETO MM, 3a KOETO Ce CbCTaBA MPOTOKO/, nognucaH u oT
[IBETE CTpaHW.
(3) Peknamauuu 3a CKpUTU HefoOCTaTbUM Ce MpaBAT Mpe3 Lefns CPOK Ha roAHOCT Ha [0CTaBeHUTe
CTOKM, KaTo peknamauumsaTa ce npuapyxasa 3afb/DKUTENHO OT KOHCTATMBEH MPOTOKON, W3jafeH oOT
M3nbnHuTeNHaTa areHums 3a nekapcreara.
(4 NEYEBHOTO 3ABEAEHWNE - BDB3/IOXKWNTEJ/T e [nbXHO pfa yBeAOMUM MUCMEHO
N3MBbNHNTENSA 3a yctaHoBeHUTE aedekT B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauumTe ce Noco4YBa HOMEPHLT Ha [AOroBOPa, TOYHOTO KOIMYECTBO Ha MOSyYeHUTe CTOKU C
TEXHUA NapTUAeH HOMEep, OCHOBaHMETO 3a peKnamauma M KOHKpPeTHOTO uckaHe Ha JIEYHEBHOTO
3ABEAEHWVE - BBb3/TOXXWUTE/I.



(6) B 5 (net) gHeBeH CPOK OT nonydyaBaHe Ha peknamaumata, N3MNBJIHUTENAT cneasa ga
otroeopy Ha JIEHUEBHOTO S3ABEAEHWVE - BbB3/TIOXWTEJ/T nUCMEHO M KOHKPETHO Aanu
npvemMa peknamaLmarTa Ui 9 0TXBbPAS.

(7) Npw peknamaums 3a A8HM HepgocTatbu N3MBIIHUTENAT e AbXeH B CPOK OT 2 pabOTHN AHM
OT MoflyyaBaHe Ha peknamaumaTa 3a CBOA CMeTKa W PUCK fa [OCTaBM Ha MACTOTO Ha [OCTaBsHe
KO/IMYEeCTBOTO NNMCBALLN B floCTaBKaTa / HEKOMIMIEKTHU AOrOBOPEHU CTOKM.

(8) Mpu peknamaums 3a CKpUTU HegocTaTbuu, B cnyyah 4ve WMIMBAHUTENAT e npuen
peknamauumaTa, CblMAT e AnbxeH B 10 (geceT) [AHEeBeH CPOK OT MO/y4vaBaHETO M Ja 3aMeHu
[OCTaBeHWNTE HeLOroBOpPeHN No BuA / AedeKTHN CTOKM 3a CBOA CMETKAa WU PUCK MM MO MNpeueHkKa Ha
NEYEBHOTO 3ABEAEHWE - BB3/IOXKWTEJ pa BbpHe CbOTBETHATa YacT OT 3ansareHaTa
LieHa, BEAHO C AL/DKUMUTE NINXBU.

(9) N1360pbT Ha NOCOYEHUTE NO-rope Bb3MOXKHOCTYM [a Ce BbPHE CbOTBETHATA YacT OT M/aTeHOTO WK
[la ce AoCTaBAT HOBM CTOKM npuHagnexu Ha TEYHEBHOTO 3ABEAEHWE - BB3J/TOXWUTEJ un ce
ynpaXkHsaBa OT Hero nof opmara Ha nnucmeHo yeegomneHune o M3MbJIHUTESIA, kato pasxoaute
N PUCKOBETE N0 HOBOTO A0CTaBsHe ca 3a cMeTKa Ha 3N bJ/THUTEJA.

(10) CrokuTe, npegMeT Ha peknamauums ce cbxpaHasar ot JIEUEBEHOTO S3ABEAEHWE -
BB3/TOXKWTEJ po ypexaaHe Ha peknamauunTe.

XIl. OTTOBOPHOCT MNP HEN3MbJ/IHEHWE
Un. 12. (1) 3a Hem3nb/IHEHNE Ha 3a4b/DKEHUATA CU MO HACTOALLMA AOr0BOP C U3K/KOYEHMEe Ha Te3un Nno
un. 10, an. 2 n an. 4, N3MNBNTHUNTENAT gbmkn HeycToika B pasmep Ha 0.5 % Ha AeH BbpXy
CTOMHOCTTA Ha KOHKpeTHaTa 3asiBka, HO He nosedve OT 10 % (geceT NpoOLEHTa) OT CTOMHOCTTA Ha
KOHKpeTHaTa 3asBKa, KakKTO M 06e3leTeHue 3a MNPeTbprieHnTe [LeNCTBUTENHW BpPeau B CryyauTe,
Korato Te HafXBbpAAT [OroBopeHaTa HeycToilka. B cnyyaute no un. 4, an. 3, nocodyeHata B
NPeaXo4HOTO M3peyeHne HeycTolka B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKM Yac Npocpoume, HO He
noseye oT 10 % (feceT nNpoLEHTa) OT CTOMHOCTTA Ha KOHKPeTHaTa 3asBKa, KakTo 1 06e3LeTeHne 3a
npeTbpreHnTe AeCTBUTENIHW BPeAW B C/lyYanTe, KOraTo Te HaaXBbpsAT LOrOBOpeHaTa HeyCToKa.
(2) Korato npu Hanmume Ha peknamaumu, U3MBJIHUTENAT He u3nbiHM 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToALWMA [LOroBOp B CPOK, CbWMAT Abmkn Ha JIEYHEBHOTO 3ABEAEHWUE-
BBH3/TOXKWTE/ HeycToiKa B pasmep Ha 2 % OT LeHaTa Ha CTOKMTe, 3a KOMTO Ca HarpaBeHu
peknamalunTe.
(3 NEYEBHOTO 3ABEAEHWE - BBb3/1IOXXWTEJ yaoBneTsopsiBa MpeTeHLUUTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3anjawjaHe Ha HeycTOMKUTe OT CTpaHa Ha
N3MNBJTHUTENA kaTo 3agbpXXa rapaHumaTa 3a U3nb/HeHWe No Y. 7, an. 3, bykea “6” OT [40rosopa,
KaTo npegnpuema [eicTBUA 3a HEWHOTO YcBOsiBaHe. B ciyyald, Ye CTOMHOCTTA Ha rapaHuusita 3a
M3MbJIHEHWE He MOKpMBa BCUYKM AbkuMu oT M3MBAHWTENA Heyctovikn, TEHEBHOTO
SABEAEHVE - BDB3/TOXWTEJT npuxsawa AbHKMMATE CYMU OT HACPeLLHW nnawaHua KbM
N3MbAHNTENA.
(4) Mpw Tpn NbTK BMHOBHa 3abaBa Ha N3MbJTHUTENA, npoabmkuna ¢ noBeyve OT NosioBMHaTa oT
CpOKa 3a WM3Nb/IHEHME Ha CBLOTBETHOTO 33a4bL/DKEHME, B pamkuTe Ha Tpu Meceua JIEHEBHOTO
3SABEOEHWE - BB3/TOXWTEJ/T vma npaBo fa npekpaty Aorosopa egHOCTpaHHO € 15-AHeBHO
npeausBecTye.
(5) NEYEBHOTO 3ABELEHWNE - Bb3/TOXWNTE/ “ma npaBo fa npekpaTtu efHOCTPaHHO 1 6e3
Nnpen3BecTe HaCTOALLMS AOroBOP B C/lyYalt Ha CUCTEMHO HETOYHO M3Mb/IHEHWE Ha 38fb/HKEHUATA OT
N3MBbNHWTENTA ©n npefsseHn noseye OT TpU peknamaumMv B pamKuUTe Ha Tpu Meceua OT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ no peaa Ha rnaea Xl.
(6) B cnyyaii, Ye no otHoweHne Ha M3MBJTHNTENA HacTbnAT o6cToATENCTBATA MO Yn. 54, an. 1,
m un. 55, an. 1 oT 3akoHa 3a ob6ulectBeHuTe nopbvykn, JIEUEBHOTO 3ABEAEHUE-
BB3/TOXKWUTE/T vma npaBo fa npekpatM €eAHOCTPAHHO HacTosAwmMs Aorosop, 6e3 MMCMEHO
npegmn3BecTve 1 6e3 fa Ab/HKM HeYyCTOMKM.

X1, ®POPCMAXOPHWN OBCTOATE/ICTBA
Un. 13 (1) CtpaHMTe MO HACTOALLMS AOrOBOP He Ab/HKAT 00e3WeTeHne 3a MOHECEHW Bpean 1 3aryou,
aKo rnocnefHnTe ca NPUYMHEHW B pe3ynTaT Ha Henpeogonnma cuna.
(2) Ako cTpaHaTa, KOSTO e CcriefBasio fa U3MbJIHN CBOE 3afb/DKeHVe Mo forosopa e buna B 3abasa, T4
He MOXXE Aa ce N030BaBa Ha HENpeogoNMMa cuna.



(3 “Henpeogonuma cvna'” no CMUCHA HA TO3M AOrOBOP € HenpeaBuAeHO W/uan HenpegoTBPaTUMO
CbOUTUE OT N3BBHPEAEH XapaKTep, Bb3HUKHANO Cef, CK/I0UBAaHETO Ha J0roBopa.

(4) CrpaHata, 3acerHata OT HenpeofosMma cuna, € A/TbKHa fa npeanpuvemMe BCUYKU AENCTBUS C
rpwxarta Ha fo6bp CTOMaHWH, 3a Aa Hamav 0 MAHUMYM MOHeCeHUTe Bpeaun M 3arybu, Kakto u aa
yBeZJOMU MUCMEHO Apyrara CcTpaHa B 7-IHEeBEH CPOK OT HAacTbMNBaHETO Ha Henpeogonumara cuia. MNpu
HeyBeJOMsiBaHe B MOCOYEHMS B MNPEAXOAHOTO W3peYeHWe CPOK Ce [Ab/MKM  06e3weTeHne 3a
HacTbNWAUTE OT TOBa Bpean. Henpeogonumara cuia ce [oKasBa OT 3acerHarara crpaHa CbC
cepTudumkar 3a opcMaxop, n3gageH No CbOTBETHUA pef OT KOMMETEHTHWUA OpraH B Abp)kaBaTa, B
KOSITO Ca HacTbMuIN (HOPCMAXKOPHUTE OOCTOATE/NCTBA.

(5) [OokaTto Tpae Henpeofonumara cwia, W3NbAHEHWETO Ha 3a4b/DKEHWUATa M CBbp3aHWUTe C TaAX
HacpeLLHW 3a4b/IKeHns ce cnupa.

(6) He npeactaBnsiBa ‘“Henpeofonuma cunia” CboUTME, MPUUMHEHO MO HEOPEXHOCT WM upe3
YMULLNEHO [EeNCTBUE Ha HAKOS OT CTPaHUTE WU TEXHW NPeaCTaBUTENU W/UNK CNY>KUTENN, KakTo W
HegoctMra Ha napuyHu cpeactea Ha W3MBJIHUTENA v NEYEBHOTO 3ABEAEHUE -
BB3/TOXKXUTE.

XIV. CNOPOBE

Un.14. (1) Bu3HMKHaNMTE Mpe3 BPeMETPAeHETO Ha A40roBopa CropoBe M pasHoriacusa Mexay cTpaHuTe
Ce pellaBaTt 4pe3 nperoBopy Mexay TaX. [locTurHaTute [OrOBOPEHOCTU Ce O(OPMAT B NUCMEHa
(hopMa 1 ce npeBpbLLUAT B HepasjesiHa YacT OT A0orosopa.

(2) B cnyyali Ha HerocTUraHe Ha [JOroBOPEHOCT MO NPeAXO4HUSA YSeH, BCUYKM CMOPOoBe, NMOPOAEHN OT
TO3M [OroBOP WM OTHACALLM Ce A0 HEro, BKAKOYMTENIHO CMOPOBETe, MOPOAEHN OT UK OTHAaCALWM ce A0
HEroBOTO Tb/IKyBaHe, HeAeWCTBUTE/THOCT, HEU3Mb/IHEHME WK NpeKpaTaBaHe LWe 6baaT paspeLlaBaHu
crniopef, 6b/irapcknuTe MatepuanHy U NpoLecyasiHn 3aKOHW OT KOMMETEHTHMSA CbA Mo peaa Ha MK,

XV. CbOBLWEHNA

Un. 15. (1) BcuukM CbOGLLEHNSA MeXAY CTpaHWUTe, CBbp3aHW C M3Mb/IHEHMETO Ha TO3M [OroBop ca
Ba/IMHN, aKO Ca HarpaBeHW B MMCMeHa hopma 1 ca nofgnucaHn oT YMb/IHOMOLLEHNTE NPeACTaBUTENN
Ha N3MBNHUNTENA nim NTEYEBHOTO 3ABEOEHVE - Bb3/TOXWTE.
(2) 3apata Ha CbOOLLEHMETO Ce CMATa:
\ [laTata Ha npeJaBaHeTo - NpPW PbYHO NpeaaBaHe Ha CbOOLLEHUETO;
\% fatarta Ha MOLEeHCKOTO K/IeiMo Ha obpaTHaTa pasnuncka - npu Usnpatlaqe ro nowuara;
/ flatata Ha MpuemMaHeTo - npu u3npatiaHe no (pakc unm e-mail.
(3) 3a BannaHM agpecy 3a npvemMaHe Ha CbOOLLEHMS N GAHKOBW CMETKM, CBbP3aHM C HACTOSLLMS
[IOrOBOp Ce cMATar:

SAN3MBNTHUTENGA:

agpec: Codwmsa, yn. ,,®peaepuk XXonmo Kropu* Ne 20, Ten: 02 8622835, dakc: 02 8622836
e-mail: n.tsankova@ pharmimport.bg

6aHKoBa cMeTKa, nocoyeHa ot N3Mb/IHNTENA: BIC: RZBBBGSF
IBAN: BG53RZBB91551009808500

3AJTIEUEBHOTO 3ABEAEHUNE- Bb3/TOXXWUTE:

rp. Codwmsa, yn. ,.bano mope” Ne 8, otgen ,,bonHuuyHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpw npomsiHa Ha NocodeHMst No an. 3 agpec UM 6aHKOBa CMETKa CbOTBETHATA CTpaHa € [/TbXXHa
[ia yBeloMy apyrata B TPUAHEeBEeH CPOK OT MpomsHaTa.

XVI. APYTWN YCNOBUA
Un. 16. (1) MpaBaTa M 3a4b/DKEHUATA MO HACTOALLMA [OrOBOP He Morar fga ce MpexBbpaar
elHOCTPaHHO Ha TPeTU Nuua WU MoAoOHM aKTOBE He MopaxiaT MpaBHO [eicTBue 6e3 NUCMEHOTO
Cbrnacue Ha fpyrara CTpaHa, OCBEH B C/yyauTe Ha obe3neyaBaHe (rapaHTvpaHe) Ha 3afb/DKeHUs Mo
6aHKOBW KpeauTu.
(20 3a HeypefeHWTe BbBMPOCU B HACTOSALWMS [OrOBOP Ce npwunara [eicTBawoTo Obarapcko
3aKOHOAATEe/NCTBO.
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XVII. NMOAN3MB/THUTEJIN - HenpnnoXxnmo
(Npuno>KMMO camo B ClyvyauTe, B KOUTO MU36paHunsa 3a U3MBbAHUTEN YyHaCTHUK e NOCouns, Ye e
Mon3ssa NoAu3MbAHUTENN, NPU CKIKYBAHE Ha PaMKOBOTO CropasyMeHue)
YUn. 17. (1) NOAN3MNBNHUNTENNTE TpsibBa fa 0TroBapaT Ha CbOTBETHWUTE KpUTepun 3a Nogoop
Cb00pasHo BMAA M fena OT Nopbykara, KOWTO LUe U3Mb/HABAT, U 3a TAX Aa He ca HaMLe OCHOBaHMA 3a
OTCTpaHsABaHe OT npoLeaypara.
(2 NEYEBHOTO 3ABEAEHWVE - BBb3/TOXXWTEJ usuckea 3amaHa Ha MO 4VN3MBAHUTEN,
KOMTO He 0TroBaps Ha ycnosumsTa no an.l.
(3) Korato yactta OT nopbykara, Kosato ce m3nwaHasa ot NMOAM3MB/IHUTE, moxe fa 6bae
npegageHa kato otgeneH 06ekT Ha M3MBbAHUTENA wam Ha NEYEBEHOTO 3ABEAOEHUE -
BBb3/TOXWMTEJ, nocnefHua 3annatla Bb3HarpaxaeHue 3a 1asm yact Ha MO AN3MBbJ/IHUTENA.
(4) PasnnawaHmaTa no an. 3 ce OCbLecTBABaT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO OT
NnoOAVN3MNBAHUTENA po JIEYEBHOTO 3ABEAEHUWE - BB3JTOXKWUTEN  upes
N3MBNHMNTENA, KONTO e AnbXKeH fJa ro npefocTaBU Ha Bb3NOXWUTENA B 15-AHEBEH CPOK OT
nosly4yaBaHeTo Mmy.
(5) Kbm nckaHeto no an. 3 U3Mb/THUTENAT npepocTtaBs CTaHOBULLE, OT KOETO [a e BUAHO Aann
0CrnopBsa niaLlaHnAaTa UM YacT OT TAX KaTO HELb/DKUMU.
(6) NEYEBHOTO 3ABEAEHWME - BBb3/TOXKXWMTE/T nma npaBo fa OTKaxKe njaijaHe no an. 3,
KOraTto UCKaHeTo 3a naLlaHe e OCropeHo, 0 MOMEHTA Ha OTCTpaHABaHe Ha NpuyMHaTa 3a 0TKasa.
(7) Hesasucumo ot msnonssaHeto Ha MOAUN3MB/IHUTE/IM OTroBOpHOCTTa 3a M3Mb/IHEHWE Ha
forosopa e Ha U3MBJIHUTENA.

XVII. 3AKNKOYUTENTHW PA3MNOPEALBN
Un. 18. (1) Mpu cbCTaBAHETO Ha HACTOALLMA LOTOBOP Ce NpeAcTaBmxa CregHUTe JOKYMEHTU:
S JokymeHTr no yn. 112 ot 30r7;

S Jeknapaums no yun. 55, an. 6 ot 3/IMXM (KoraTto e nNpuiIoXK1Umo);
S ["apaHUus 3a U3Mb/HEHWE,;
S TexHnyecko 1 LIeHOBO npea/iokeHWe, HepasaenHa yacT OT 4OroBopa;

(2) HacTosmsT 1OoroBop ce CbCTaByu B TPW €AHO06PA3HN eK3eMMspa Ha GbArapcky e3uK - eivH 3a
N3MNBMHWNTENA v gga3a TEHEEHOTO 3ABEAEHUVE - Bb3/TOXUNTE.

3anuueHa nHpopMaIus

3anmueHa uHpopMaIys

3anuuena nHbopManus
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B02BDO02

B02BDO02

B02BDO02

B02BDO06

INN

Coagulation factor Vil
(Octocog alfa)

Coagulation Factor VI
(Simoctocog Alfa)

Human coagulation
factor VIl

Coagulation factor VI,
Factor von Willebrand

HaunH Ha
npuIoXKeHne

napeHTepaiHa - - - -

napeHTepasHa
napeHTepasHa .
J

napeHTepasHa

MNpepgnaraHy LeHOBKW napameTpu

3abenex

Mspka

Ka

L

Cratyc

BanngeH

BanngeH

BannpeH

BanngeH

Heobxo4MMm
6poin MApKK

750000

25000

310000

150000

Ea.ueHa 6e3
AAc

1,006836

1,022567

0,323958 1

0,779002
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AAc

1,2082032

1,2270804

0,3887496

0,9348024

O6Lwa yeHa
6e3 04C
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25564,18

100426,98

116850,30

997968,46

O6Lwa ueHa ¢
anac

906152,40

30677,01

120512,38

140220,36

1197562,15



Heob
NekapcTB €0 xoe,m Mspka

M0
ATC INN eHa /mg,tabl,
(opwia MSIPKU Ha o/

n3

Coagulation HaDeHTe

BO2BD02  factor VI pHa P 750000 W

(Octocog alfa)

O6ocobeHa nosvumsa 1

Tbproecko
3abenex  Cratyc  MsbpaH py HaVIF:/IEHOBaH
nnc PY
ve
— e Baxter AG,
A ABCTpUA
Bayer AG,
aa y Kovaltry
lepmaHua
KOGENATE
BAYER
KOGENATE
BAYER

Konnyectso

Mspka

b

OKoHuaTenHa HannyeH
ornakoBkKa B INJ1C
1vial+1 pre-filled
HannyeH

syringe (3 ml)+ 1
vial adapter+1 B MN/IC
venipuncture set

1 vial + 1 pre-filled
syringe + 1 syringe
plunger rod + 1 vial
adapter +1
venipuncture set + 4
swabs + 2 plasters

1vial + 1 Bio-Set
device +1 pre-filled
syringe +1 syringe
plunger rod +1
venipuncture set + 4
swabs + 2 plasters



B02BD02

B02BD02

B02BDO06 factor VIII, Factor

Coagulation
Factor VIII
. MAPEHTER 5000 U
(Simoctocog anHa
Alfa)
Human napeHTe
coagulation P P 310000 U
factor VI
Coagulation HapeHTe
PERTER 150000 WU

von Willebrand

Octapharma
AB,
Elersvagen
40, 112 75 Nuwiqg
Stockholm,
LLseuns,
LLiseuns

BampaeH [a

Baxalta
Innovations
GmbH,
ABCTpUA
CSL Behring
He GmbH,
lepmaHusa
Instituto
a Grifols, S.A., Fanhdi
McnaHna

BanngeH He

Fanhdi
Fanhdi
Octapharma
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OCTANATE
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Octapharma
(IP)SPRL,
benrusa

BannpgeH aa Wilate 500
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1000

500
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500
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U

U

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

adapter

1

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