JIOrOBOP
3A IOCTABKA HA JIEKAPCTBEHW MPOAYKTW 0J £ .j

OHec, ... 2021 r., B rp. Codma, mexay:

YMBAN”Uapuya MoaHHa-UCYN"EA[, cbCc cejanviie W afpec Ha yrpasneHue B rp.
Cothua, paitioH "O6opue”, yn. "bsno mope™ Ne 8, Ten. 9432215, thakc 9432180, EMK 831605806,
npeactaBnasaHo ot Jltobomup lMeHeB.- V3NbAHUTENEH AMPEKTOP, HapuyaHO MO-A40Ny 3a KpaTKoCT
-JIEHEBHO 3ABEAEHWVE - Bb3/1IOXXWTEJ1” 0T efiHa CcTpaHa

n

MEAEKC” OO/, cbc cepanvuie v agpec Ha ynpasneHue obnact Cogma-1252, c¢. CBeToBpaydeHe;
yn. "Yaspap Boiisoga" Ne 48, Ten: 02 4051924, thakc 02 4051899, EMK 131268894 npeacTasnsiBaHo
oT Emun [laHeB - ynpasuTesn, HapruyaHo no-aony 3a KpatkocT ,, 3MNMbJ/IHNATEJ]” oT gpyra cTpaHa,

Ha OCHoBaHMe un. 112 oT 3akoHa 3a o6ulecTBeHUTE nopbyku (30I1), BbB Bpb3Ka C MPOBEAEH
BbTPELLUEH KOHKYPEeHTEH M360p no PamkoBo criopasymeHune Ne P[-11-62 ce CK/IOYM HACTOALLMA
[l0roBoOp 3a CnefHoTo:

I. TIPEOAMET U CPOK HA JOIOBOPA

Un. 1 (1) NTEHEBHO 3ABEAEHWE - BB3JTOXXWTEJT Bb3nara, a N3MNBJIHUTENAT ce
3aAb/KaBa a U3BbPLUM 0CTaBKa Ha CNeHUTE IEKAPCTBEHW NPOAYKTU:

Heobxogum

HaunH Ha 6pon
ATC INN 3abenexka Msapka Crartyc
|71 npunoxeHwue MAPKU Ha
n3
1]
BO1ABO1 Heparin napeHtepanHa U BanngeH 600000000
BO1AX05 Fondaparinux napeHTtepanHa mg BannpgeH 11500

Coagulation factor IX,
BO2BDO1 I, VII and X in napeHTtepanHa U BanungeH 15000
combination

B02BD04 Coagulation factor IX napeHTepanHa U BanngeH 240000

Iron(lll)- hydroxide
BO3ACO06 (- hy napeHTtepanHa mg BanunpeH 40000
dextran complex

BO5BA10 Combinations napeHTepanHa Periolimel N4E ml BanngeH 1600000
BO5BA10 Combinations napeHTtepanHa Olimel N5E ml BanngeH 800000
Sodium

chloride/Potasium
chloride/Magnesium
chloride
BO5BB0O1 Electrolytes napeHTepanHa ) ml BanngeH 4000000
hexahydrate/Sodium
acetate
trihydrate/Sodium

gluconate-500ml

BO5BB0O1 Sodium chloride napeHrepanHa 250 ml ml Banngen 25000000

BO5BBO1 Sodium chloride napeHrepanHa 500 ml ml Banugen 60000000



Glucose, sodium

BO5BB02 napeHTepanHa 500 ml ml Banngen 20000000

chloride

BO5BCO1 Mannitol napeHtepanHa 10%-500 ml ml BannpgeH 5000000

(2) OorosopbT BAM3a B cu/la OT fatara Ha MOAMMCBAHETO My OT [BeTe CTpaHW M e CbC CPOK [0
31.12.2021 r.
(3) 3anpogykrtac ATC B02BDO01 gorosopsT BNmn3a B cunia ot 24.07.2021 .

1. LEHW 1 OBLLA CTOMHOCT HA IOCTABKUTE MO JOMOBOPA
Un. 2. (1) UeHarta Ha cTOKMTE MO Ynl e cbrnacHo LeHOBO npegsioxkeHne Ha V3MbJIHUTENA,
HepaszenHa YacT OT [orosopa.
(2) LieHaTa BK/OYBA CTOMHOCTTA Ha CTOKaTa, OMaKoBKa, 3acTpaxoBka 1 TpaHcnopT go JIEUEBHOTO
3SABEOEHWVE - BDB3J/TOXKNTEJT npu MUHUMaNEH CPOK Ha roAHOCT He no-kpatbk oT 40 % ot
065BEHNA OT MPON3BOAMTENA 3a /IeKaPCTBEHUTE NPOAYKTU UK He No-KpaTbK oT 20 % OoT 064BEHNA OT
NpPon3BOANTENS 3a BUONPOAYKTUTE MUK BUONOA0OHUTE NPOAYKTN. MUHUMATHUAT CPOK Ha FOAHOCT ce
onpegens KbM [atara Ha BCAKa LOCTaBKa Ha /IEKapCTBEeH MPOAYKT.
(3) Obuiarta CTOMHOCT Ha [oCTaBKMTe MO Aorosopa e Ao 671 424.71 neBa 6e3 BkaoueH AOC v ao
805 709.65 nesa ¢ BkoyeH A44C.
(4) LeHaTa no gorosopa e (hmkcupaHa, He NOLIEXM Ha NPOMsiHa 3a CpOKa Ha AeCTBME Ha [0roBopa,
0CBeH B cnyyauTe Ha 116 ot 30r1.
(5) B cnyuait, ye npe3 BpeMeTO Ha [elCTBMe HA CbOTBETHMSA [OroBOP CTOMHOCTTA, KOATO ClefBa fa ce
3annawa ¢ ny6nmyHM cpefcTBa Ha IEKaPCTBEHN NPOAYKTU OT MO3UTUBHMSA NEKaPCTBEH CMUCHK CTaHe
Mo-HUCKa OT [JOroBOpeHarta, /eye6HOTO 3aBefileHMe -  Bb3/IOKWUTeN 6Ge3yc/loBHO — 3annawia
NeKapCTBEHUTE NMPOAYKTU Ha MO-HUCKATa CTOMHOCT, CHYMTAHO OT:

- fiaTata Ha BfM3aHe B CWa Ha peleHMeTo Ha HauuoHasHMA CbBET MO LEHU W
pemmobypcupaHe Ha nekapcteeHmTe npoayktn ( HCLUP/IM);

- [fiaTara Ha aktyanusaumata Ha [No3nTUBHUA NeKapcTBeH CNMUCHK NO peja Ha yi. 57, an. 1ot
Hapepbata 3a ycnosuata, npasuiaTa W pefa 3a perynvpaHe u pPeructpupaHe Ha LEHWTe Ha
nekapcteeHuUTe npoayktn (HYTIPPPLJIM) 3a nekapcTBEHWTE MPOAYKTM € HaMaseHa CTOMHOCT 3a
0nakoBKa, 134mncneHa Ha 6asa ped)epeHTHa CTONHOCT.

B cnyvante no npeaxofHOTO WM3peyeHMe, CTOMHOCTTA Ce Onpefenss KbM MOMEHTa Ha
[ocTaBkara (MoAnuceaHe Ha Npuemo-npesaBaTesieH NPOTOKON).

. Ycnoemda h HAYMH HA NMJALLAHE

Un. 3 (1) MnawaHeTo Mo HacTOAWMA AOroBOpP Ce OCbLUECTBABA Ype3 6aHKOB MPeBOf OT CTpaHa Ha
JIEYHEBHO 3ABEAEHWE - BB3/IOXKTEJ] no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MBJTHNTENSA.
(2) 3annawaHeTo Ha CTOKUTe MO A0roBopa Ce M3BbpLUBA OT/IOKEHO B CPOK [0 60 /wectaecetus/ aeH,
cnep npeAcTaBsHe Ha CnefHUTE JOKYMEHTU:

1 [ocTtaBHa (pakTypa, CbCTaBeHa CbriacHo nsnckeaHmaTa Ha 344C v NMMN344C;

2. [MpuematenHo-npenaBaTeIHX NPOTOKONN;
(3) B cnyyaid, 4e nocoveHUTe B Y. 3, an. 2 JOKYMEHTU Ca HepefOBHU WM He ca KOMM/IEKTOBaHMU,
comTe ce Bpbwat Ha N3MbJTHNTEJIA ¢ npuemaTenHo - npejasatesieH NPOTOKON 3a U3NpaBsaHe
Ha HepefHocTMTe. CPOKbBLT N0 U3, an. 2. 3anoysa Aa Teye OT AaTara Ha NpPeAcTaBAHETO Ha nocnefHus
N3UCKYEM Ce JOKYMEHT.
(4) Mpu hakTyprpaHe Ha 3adBEHUTE KOMMYECTBA /IEKAPCTBEHU NPOLYKTU, NO BCAKa OTAe/HA 3a9BKa,
LleHaTa Ha OMakoBKa He cfefBa Aa HafBuliasa onpefeneHarta B MO3UTUBHUA NeKapCTBEH CMUCHK-
MpunoxeHve Ne 2, ped)epeHTHA CTOMHOCT Ha OMakOBKA 3a CbOTBETHWUSA /IEKapPCTBEH MPOAyKT. B
C/lydald Ha M34MCnsBaHe Ha CTOMHOCT MO-BMCOKA OT pediepeHTHaTa CTOMHOCT Ha OrnakoBKa 3a
CbOTBETHMS NIEKAPCTBEH MPOAYKT, CTOMHOCTTAa Ce HaMafisiBa M 3analla JO CTOMHOCTTa Ha OnakoBKa
onpeaeneHa B Mo3NTUBHNA NEKapCTBEH CNUCHK- MpunoxkeHune Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NTEHEBHOTO 3ABEAEHWUE - BB3/TOXKUNTEJ 3as81Ba HE06X0AUMUTE MY KOIMYECTBa
c nucmeHa 3asBka Ao W3MNBJ/IHWTEJIA. 3asBkata ce BpbyBa /MYHO Cpelly MOANUC Ha



N3MBb/THATESTA van ynbiHOMOLLEHO OT HEro fvue uanM ce m3npawia ¢ npenopbyaHO MUCMO C
obpaTHa pasnuncka, rno ¢akc uUau rno efleKTPOHEH MbT.

(2) Bcaka oTtgenHa gocTtaBka, crefpa fa Obde [OCTaBeHa B CPOK [0 7 KaleH4apHWU [HW crefg
nonyyasaHe Ha 3aaskarta oT JIEHEBEHOTO SABEAEHWE - Bb3J/TIOXKUTEJ] 1 3a KonmyecTearta u
OMakoBKMTe (CbOOPA3HO KOHKPETHUTe JIeKapCTBeHW MNPOLYKTW, TMOCOYEHN B TEXHUYECKOTO
Npes/iokKeHVe Ha WU3MbJHUTENSA), TOYHO OMpejeneHn B 3asBKata. B cnydair, ye ce npasu Mbpsa
[0CTaBKa OT AafleHa napTuia Ha lekapcTBeH NPoAyKT, ce npefcrass CepTuduMKaT 3a 0CBOOOXaaBaHe
Ha naptugara, u3gageH oT keaamuumpaHo nvue no 3/IMXM Ha eneKTpoHeH HocuTen Wan no
eN1IeKTPOHEeH NMbT Ha eNeKTPOHHaTa NoLla, MoCoYeHa Kato afpec 3a KOPeCrnoHAeHLUMA, MPUAPYXeH C
npeBog, Ha 6bArapcky es3nk ot upma, CKUmnaa 4orosop ¢ MUHUCTEPCTBO Ha BbHLUHMTE paboTu 3a
M3BbpPLUBaHE Ha ouuManHM NpeBoaun. V36poeHnTe SOKYMEHTM Ce NPeLCcTaBAT B CbOTBETHOTO 3BEHO,
onpeAeneHo OT /1Ie4e6HOTO 3aBefleHVe - Bb3NOXMTeN. lMpu credBalin [OCTaBKM Ha /IEKapCTBEHU
MPOAYKTM OT CbLyaTa NapTnaa, CepTUnKaTsT He ce NpeacTass.

(3 B cnyyah Ha HeobxogumocT OT cnewHa pgoctaBka, JIEHUEBHOTO 3ABEAEHUVE -
BBb3/TOXKNTEJT nocousa U3PUMYHO B 3asBKaTa, Ye € Heobxoaumo fAa 6bAe M3BbPLUEHA ChnellHa
focTtaBka. B To3n cnyuyald, foctaBkarta cnefga fa ObAe M3BbpLUeHa [0 6 yaca OT nosiyvyaBaHe Ha
3afBKaTa M 3a KO/IMYecTBaTa WM ONakoBKUTe (CbOOPa3sHO KOHKPETHWUTE JIeKapCTBEHW MPOAYKTY,
MOCOYEHN B TEXHUYECKOTO NPEASIOKEHNE Ha U3NBIHUTENA), TOYHO OMpPeSesieHn B 3asBKara.

(4) NSNBITHUTENAT ce 3agb/mkaBa, B CPOK 40 1 paboTeH feH, B CyvaunTe Mo an. 2 U B CPoK Ao 1
yac, B C/lyyaute Ha an. 3, cnef NonyyaBaHETO Ha BCAKA 3adBKa [a YBEAOMM MUCMEHO WM MO (pakc
JIEHEBHOTO 3ABEAEHVE - BBb3JTOXXWUTEJT B ciyyail Ye He MOXe [la M3BbPLUN A0CTaBKa MK
B C/lyyaid, Ye He MOXe [a Cnasu CPOKbT 3a M3BbpLUBAHE Ha [0CTaBKaTa, MpeameT Ha KOHKpeTHaTta
3asBKa.

(5) Kbm parata Ha BCsiKa [0CTaBKa, OCTaTbYHUAT CPOK Ha FOAHOCT Ha JIEKAPCTBEHUTE MPOAYKTY,
cneaga fa 6bae He no-mManbk oT 40 % /4eTMpuaeceT Ha CTo/ OT 065BeHMS OT NPOU3BOAUTENS.

(6) Kbm pgaTata Ha BCSika [OCTaBKa OCTaTbUYHMAT CPOK Ha FOAHOCT Ha GMONPOAYKT U 6ruonofobeH
NPOAYKT, cnefpa fa 6bvae He no-manbk ot 20 % /aBafeceT Ha CTO/ OT 00SBEHUS OT NPOU3BOAUTENS.
(7) 3a konuyecTBa [oCTaBeHW M3BbH 3asBkata no un. 4, anl, JIEHEBHOTO 3ABEAEHWE -
BB3/TOXXUNTEJT Hama 3a4b/mKeHWe 3a nnatlaHe.

(8) B cnyyante no un. 10, an. 7 oT fOroBopa, CPOKLT NO an. 2 1 3 3ano4ysa Aa Teye OT jJararta Ha
nnucmeHoTo cwvrnacne Ha JIEHUEBEHOTO 3ABEAEHUE - Bb3J/TIOXKUTEJ.

V. MACTO HA AOCTABAHE
Un. 5. (1) 3a mACTO Ha foCTaBAHe Ha CTOKMTE MO TO3M AOroBOp ce onpeaens cnegHusa agpec: Cogms,
yn. ,,bano mope” Ne 8, YMBAJ1 ,,Llapuua WNoanHa-UICYN” EAL - oTaen ,,bonHWuYHa anTeka”
(2) PvickbT OT cyyaliHOTO MOrMBaHe UM MoBpeXJaHe Ha CTOKWUTe npeMuHaBsa Bbpxy JIEUEBHOTO
SABEOEHWVE - BB3J/TIOXKUTEJ1 0T MOMeHTa Ha NMpuemMaHeTo MM Ha MACTOTO Ha [J0CTaBsHe C
npuemartenHo-npeaaBaTeneH NPoTOKON.

VI. BATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a gata Ha focTaBsHe Ce CuMTa [aTtara, Ha KOATO CTOKWTE ca A0CTaBeHW [0 ajpeca MOCOYeH B
yn. 5, an. 1, npun ycnosmata Ha yn. 9, an. 2.

VI1l. SAOb/DKEHNA HA N3MNMBHUTENA
Un. 7. USIMbNHWNTENAT ce 3agbmkasa:
1 [a poctaBu CTOKUTe B AOrOBOPeHWs CPoK W fa v npefage Ha JIEHEBHOTO 3ABEAEHUE -
BBb3/TOXKNTE/.
2. Oa npefafe CTOKWTE, MakeTMpaHW WU MapKupaHuW B CbOTBETHMS BWf, KOMMYECTBO U KayecTBO Ha
MACTOTO Ha AOCTaBsHe.
3. MNpu noannceaHeTo Ha OroBopa Aa npefcTaBu:
a) OKyMeHTK no un. 112, an. 1ot 30r1.
0) rapaHuMs 3a U3Nb/HEHWE, B eHa OT (opmuTe, onpeaeneHn B un. 111, an. 5 ot 30l1, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cnef M3TMYaHe CPoKa Ha A0roBopa, KOATO Ce 0CBOO0X/4aBa B CPOK A0 60 aHW cref
M3MbJIHEHME Ha JorosBopa. B cnyyaid, Ye BaIMAHOCTTA Ha rapaHumsaTa n3tuya npeam forosopa ga 6bae
n3nvaHeH, N3MbJIHATEJTIAT ce 3agbmkasa Aa YAL/MKU CPOKa Ha Ba/IMAHOCT Ha rapaHuumsaTa C
TO/IKOBa [JHW, TakKa 4e rapaHumMATa [a NoKpMBa O4aKBaHUS CPOK 3a U3MbJIHEHME Ha Aorosopa nakoc 60



OHW. TapaHumsATa e B pa3mMep Ha 3% OT CcTolHOCTTa Ha gorosopa 6e3 OAC mn Bb3nM3a Ha
20 142.74 nes.a.

(4) [Qa poctaBs NnekapcTBeHW MPOAYKTM, KOUTO OTrOBapAT Ha W3NCKBaHMATA Ha 3akoHa 3a
NeKapcTBeHUTE MPOAYKTM B XyMaHHaTa meguumHa (3/1MXM) - ga nputexkasaT Ba/IMAHO paspeLleHme
3a ynotpeba B cTpaHarta, u3gageHo no pega Ha 3/IMXM unn PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeickuna napnameHT n CbeeTa /un. 23, an.l Ha 3/TMXM/.

(5) Oa poctaBa nekapCcTBeHW MPOAYKTW, KOUTO ca BKAOYeHU B MpunoxeHuve Ne 2 Ha lMo3nTUBHUA
NEKapCTBEH CMUCHK.

(6) B cnyyaid, ye ce npaBu NbpBa AOCTaBKa Mo fJafieHa napTuga Ha ekapcTBeH NPoAyKT, Aa NpeacTass
CepTudgmkaT 3a ocBoOOXAaBaHe Ha MapTuaaTa, u3gageH OT KBanuguumpaHo nuvue no 3/IMXM Ha
e/IEKTPOHEH HOCUTEN WAW MO e/IeKTPOHEeH MbT Ha efIeKTPOHHaTa MoLla, MocoyeHa KaTo afpec 3a
KOPECMOHAEHLMA, MPUAPYXXeH C MpeBof Ha ObArapcky es3umk OT (vpma, CKIo4Ymia [LOrosop C
MWHMCTEPCTBO Ha BLHLUHWTE paboTu 3a M3BbPLUBAHE HA OMLMATHI NPEBOAM.

VIII. SA0BJ/IXEHNA HAJTEUEBHOTO 3ABEAEHWME - Bb3/TOXUTE
Un. 8. TEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJI ce 3agb/mkaBa:
1 [la npueme fOCTaBeHUTE B CPOK U HA MACTO CTOKW, CbOTBETCTBALLM MO BUA, KONNYECTBO N KauecTBO
Ha ON1CaHOTO B HACTOALLMA AOr0BOp.
2. [la 3annatn focTaBeHUTE CTOKW MO pefia Ha Y. 3 OT HaCcTOoALLMA AOr0oBop.
3. Cnep, npuKnoYBaHe M3Nb/IHEHMETO Ha A0OroBopa fJa 0CBOOOAM rapaHuusaTa 3a u3nb/HeHVe, 6e3 aa
Ob/DKV NIMXBU 38 CPOKa, Npe3 KOUTO CpefcTBaTa 3aKOHHO ca NPEeCTOosIN Y Hero.

IX. NTPMEMAHE U NMPEAABAHE HA CTOKUTE
Un. 9. (1) NMpremaHeTO Ha CTOKMTE Ce U3BbPLUBA Ha MACTOTO Ha JOCTaBAHE MOCOYEHO B ufl. 5, an. 1
@ WM3NBJIHUTENAT wnn  ynbaHOMOLWEH OT Hero npeacTaBuTen W NpeacTaBuTen  Ha
NEYEBEHOTO 3ABEAEHWE - BDB3JTOXWTEJT noanuceaT npuvemarteniHo-npefasatenieH
NPOTOKO/, YA0CTOBepABaLL, NO/y4aBaHETO Ha CTOKUTE.

X. KAYECTBO, TrAPAHUNN NN CPOK HA TOAHOCT

Un. 10. (1) CTokuTe, NpeaMeT Ha HacTOALMA AOroBOp, CedBa 4a OTroBapAT Ha U3NCKBAHWUATA Ha Y.
7,an.4nb.
(2) Kbm pataTta Ha fgocTaBKarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha /IeKapCTBEHUTE NPOAYKTW, ChnefBa
na 6bae He no-Manbk o1 40 % /yeTpuaeceT Ha CTo/ 0T 00SIBEHNS OT NPOM3BOAUTENS.
(3) B cnyyaii Ha fjocTaBKa Ha eKapCTBEHUA NPOAYKT C MO - KPaTbK OT [OrOBOPEHUS CPOK Ha ro4HOCT,
Ob/MKMMaTa HeycTolKa fa 6be NPoMeHeHa, KakTo CrefBa:

oT 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa,

0T 29,99% p0 20% - 5 % BbpXYy CTOMHOCTTA Ha [OCTaBKaTa;

oT 19,99% ao 10% - 7 % BbPXY CTOMHOCTTA Ha A0CTaBKarTa,

nog 10% - 10 % Bbpxy CTOMHOCTTA Ha JOCTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha rOAHOCT Ha 6uonpodyKT /6uonoaobeH NMPOAyKT, cnedpa Aa 6bAe He no-
Manbk oT 20 % /aBafeceT Ha cTo/ OT 06ABEHUA OT MPOM3BOAUTENA KbM [aTaTa Ha BCAKa AOCTaBKa.
(5) B cnyvaii Ha gocTaBka Ha 61onpoayKT/6monogo6eH NPOAYKT € MO - KPaTbK OT [Or0BOPEHMS CPOK
Ha rofHoCT, Ab/HKMMaTa HeYCTOMKa e KaKTo crefsa:

oT 19,99% a0 10% - 2 % BbPXY CTOMHOCTTa Ha A0CTaBKara,;

0T 9,99% 10 5 % - 4 % BbpPXY CTOMHOCTTA Ha 40CTaBKaTa,;

nog 5% - 6 % BbPXY CTOMHOCTTa Ha AOCTaBKaTa.
(6) NTEYEBHOTO 3ABELEHUNE - BB3/TOXXUTEJT mMoxXe [a OTKaXe MpUeMaHeTo Ha CTOKMTE,
aKo B [IeHSl Ha TAXHOTO MPUCTUraHe WM npremMaHe OCTaTb4yHUSA CPOK HA FOAHOCT € MO - MabK OT
onpegeneHunsa B un. 10, an. 2. n an. 4 MUHUMAJIEH CPOK Ha rOAHOCT.
(7) OocTaBkaTta Ha neKapcTBeH NPOAYKT C OCTaTbyeH CPOK Ha rOAHOCT no-manbk oT 10 Ha cTo oT
0651BEHNA OT NPOM3BOAMUTENS U Ha BMONPOAYKT/61MoNoA06eH NPOAYKT C OCTaTbYyeH CPOK Ha roAHOCT
Nno-MalbK OT 5 Ha CTO OT 005BEHMSI OT MPOM3BOAUTENA Ce M3BBLPLLUBA CaMO C NMUCMEHO Cbr/iacue Ha
NEYEBHOTO 3ABEAEHWE - BBb3/TOXXWTEJ] 3a KOHKPETHO KO/IMYECTBO, ONpeAesnieHo OT Hero.
bes m3pmyHo nucmeHo cwvrnacue Ha JIEHEBHOTO 3ABEAEHWE - BB3/TOXXKWTE/ cTokuTe
HAMa Aa 6baaTt 3annawlaHu.
(8) VckaHeTO 3a nMMCMEHO cbriacue, B CnyyauTte Ha an. 7, cnegsa ga noctenu B JIEHEBEHOTO
3SABEOEHWE - Bb3/TOXXWMTE/ B cpok Ao 1 (eanH) paboTeH [eH OT Nosy4vaBaHe Ha 3asiBKarta.



(9) B cnyyanTe Ha CMeLLHW 40CTaBKM NMOCOYEHNTE B an. 3 U an. 5 HeYCTOWKM He ce npunarar.

XI. OTTrOBOPHOCT 3A HETOYHO U3IMbJ/IHEHUME. PEKTAMALNIA
Un. 11. (1) NEYEBHOTO 3ABEAEHUE - BBb3/TOXKUTEJ1 moxXe fa npefsssasa peknamauuu
npeg N3MNbJIHNTENA 3a:
@) KO/IMYECTBO M HEKOMMEKTHOCT Ha CTOKWTE UM TEXHUYEeCcKaTa AOKYMeHTaumna (ABHWU HeoCTaTbLm);
0) Ka4yecTBO (CKPUTK HeJoCTaTbLLN):
- NPV JOCTaBAHE Ha CTOKW He OT AOrOBOPEHNSA BUA, MOCOYEH B U, 1;
- NPV KOHCTaTMpaHe Ha aedekTn npu ynotpeba Ha CTOKMTe.
(2) Peknamaumun 3a fBHM HefocTaTbLM Ha CTOKUTe ce npasAt oT JIEHEBHOTO 3ABEJEHUE -
BB3/IOXXNTEJ], B MOMEHTa Ha NpefaBaHeTO UM, 3a KOETO Ce CbCTaBs MPOTOKO/, NoAnucaH u oT
[\BeTe CTpaHu.
(3) Peknamaumu 3a CKpUTKM HeLOCTaTbLM Ce NPaBAT Mpe3 Lenus CPoK Ha roAHOCT Ha [oCTaBeHuTe
CTOKW, KaTo peknamauusaTta ce npuapykaea 3afb/DKUTENIHO OT KOHCTaTMBEH MPOTOKOA, M3fadeH OT
M3nbnHUTEeNHATa areHumsa 3a 1ekapcTeara.
(4 NEYEBHOTO 3ABEOJEHUVE - BbB3J/IOXKUNTEJ/T e p[nbkHO fa  yBefOMU MUCMEHO
MN3MBJTHNTEJIA 3a yctaHoBeHUTe fedeKTn B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO UM.
(5) B peknamauunTe ce nocoysa HOMepbT Ha A40roBOPa, TOYHOTO KOIMYECTBO Ha MOSTyYEHUTE CTOKU C
TEXHUA NapTUAeH HOMep, OCHOBAHWETO 3a peknamauua U KOHKpPeTHOTO uckaHe Ha JIEHEBHOTO
3ABEAEHWE - Bb3J/TOXKANTEJ.
(6) B 5 (net) gHeBeH CpPOK OT nofy4vaBaHe Ha peknamaumsata, N3Mb/THUATENAT cnegsa aa
otrosopy Ha JIEHEBHOTO 3ABEAEHWE - Bb3/IOXKUTEJT NUCMEHO W KOHKPETHO [Janu
npremMa peknamaumaTa unn a 0TXBbLPAS.
(7) Mpu peknamauma 3a ABHU HegocTatbum N3MBJ/THUTEIAT e anbXeH B CPOK OT 2 pabOTHN AHU
OT Mo/lyyaBaHe Ha peknamauumsaTa 3a CBOA CMeTKa W PUCK [a A0CTaBM Ha MACTOTO Ha [OCTaBsHe
KONMYECTBOTO NINMCBALLY B OCTaBKAaTa / HEKOMM/IEKTHW JOrOBOPEHN CTOKM.
(8) Mpu peknamaumsi 3a CKpUTW HegocTaTbun, B cnyvail yYe WIMB/IHUTENAT e npuen
peknamaumsTa, CbWwMAT e anbkeH B 10 (geceT) AHEBEH CPOK OT MOMyyaBaHeTO M [a 3aMeHu
[OCTaBeHWNTe HeAOrOBOPEHU NO BUA / fedeKTHN CTOKU 3a CBOA CMEeTKAa W PUCK MM NO MpeLeHKa Ha
JIEHEBHOTO 3ABEAEHWVE - BbB3J/IOXKWTEJT fa BbpHe CbOTBETHATa 4acT OT 3anjareHara
LieHa, BeHO C Ab/DKUMNTE NINXBU.
(9) N1360pbT Ha NOCOYEHMTE NO-rope Bb3MOXKHOCTM [ja Ce BbPHe CbOTBETHATA YacCT OT NJIAaTEHOTO WK
[la ce focTaBAT HoBWU cTOKM npuHaanexun Ha JIEHEBHOTO 3ABEAEHUE - Bb3/TOXXUTES u ce
ynpaxHsBa OT Hero nog hopmara Ha nucmeHo ysegomseHne o N3MbJ/IHUNTEJSA, kaTo pasxogute
1N pUCKOBeTe Mo HOBOTO AoCTaBsAHe ca 3a cMeTka Ha 3N bJ/THUTEA.
(10) CrokuTe, npegMeT Ha peknamaums ce cbxpaHssat ot JIEHEBHOTO 3ABEAEHUE -
BB3/TOXXUNTEJT fo ypexxaaHe Ha peknamauuunre.

XIl. OTrOBOPHOCT MNP HEN3MbJ/IHEHWE

Un. 12. (1) 3a Hem3nb/IHEHNE Ha 3a4b/DKEHUATA CU MO HACTOALLMA LOTOBOP C U3K/HOYEHME Ha Te3N Mo
un. 10, an. 2 n an. 4, U3NBJIHUNTENAT gbmku HeycToiika B pa3mep Ha 0.5 % Ha [eH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBka, HO He noseye OT 10 % (geceT MpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakTo M 06e3leTeHVe 3a MNpeTbpreHuTe AeWCTBUTENIHU Bpeau B Cly4vauTe,
Korato Te HaAXBbpnAaT [OroBopeHaTa HeycToilka. B cnyyauTte no un. 4, an. 3, nocoyeHata B
NpPeaxo4HOTO M3peyeHne HeycTolka B pasmep Ha 0.5 % ce HauucnsBa 3a BCEKM Yac npocpouue, HO He
noseye oT 10 % (geceT NpoLEHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KakTo M 06e3leTeHne 3a
npeTbpreHnTe AeiCTBUTE/IHW BPeAW B CllyYauTe, KOraTo Te HaaxXBbpAT [LOroBOpeHaTa HeYyCTOnKa.

(2) Korato npu Hanmuve Ha peknamauun, NSMBITHUTENAT He m3nbaHW 3a4b/KeHUATa cu Mo
pasgen Xl OT HacToAWMSA [OroBOp B CPOK, CbWmAT abmku Ha JIEHEBHOTO 3ABEAEHUE-
BBb3/TOXKUNTEJ1 HeycTolika B pa3Mep Ha 2 % OT LeHaTa Ha CTOKMTE, 3a KOUTO Ca HarpaBeHu
peknamauunTe.

(3 IEHEBHOTO 3ABEAEHWVE - BB3JTIOXXWTEJ] yposnetsopsBa MpeTeHUMUTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3anjawaHe Ha HeycToMKMTe OT CcTpaHa Ha
N3MBNHUTEJA KaTto 3aabpka rapaHumsTa 3a U3nbaHeHne no yn. 7, an. 3, 6ykea “6” oT gorosopa,
KaTo npefnpviema [eicTBUA 3a HeHOTO YycBOsiBaHe. B cryvaid, Ye CTOMHOCTTa Ha rapaHuusTa 3a
M3Mb/HEHME He MOoKpuBa BCUYKM Abkumn oT U3MBJIHUNTENA Heyctolikn, JIEUEBHOTO



3ABEOEHWVE - BbB3/IOXKUTEJT npuxsawa Ab/HKMMUTE CYMW OT HAaCPeLlHW niallaHua KbM
N3MbJ/IHUNTENA.

(4) Mpwn Tpn NbTK BUHOBHA 3a6aBa Ha N3MbJIHUTEJIA, npogbmkuna ¢ noseye 0T NONOBUHATA OT
CpOKa 3a M3Nb/IHEHWEe Ha CbLOTBETHOTO 3afdb/PKeHue, B pamkuTe Ha Tpu Meceuya JIEHEBHOTO
3SABEOEHWVE - BB3/TOXKUTEJ]1 nma npaso Aa npekpaTy LOrosopa eAHOCTpaHHO € 15-AHeBHO
npeausBecTue.

(5) NEYEBHOTO 3ABEAEHVE - Bb3/IOXKUTEJ1 nma npaso fa npekpatu ef4HOCTPaHHO 1 6e3
npeau3BecTMe HaCTOALMA [OrOBOP B C/lyYalh HA CUCTEMHO HETOYHO M3Mb/IHEHWE HA 38 b/DKEHUATA OT
N3MBb/THATEJTA n npefdaseHn noBeye OT TPU peknamauum B pamMKUTE Ha Tpu Meceua ot
JIEHEBHOTO 3ABEAEHWE - Bb3J/1I0OXKUTEJI no pefa Ha rnasa Xl

(6) B cnyuait, ye no otHoweHne Ha N3MBJTHUTENA HacTbnaT obcToATeNcTBaTa no un. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a o6ulectBeHUTEe nopbukn, JIEHEBHOTO 3ABEAEHWUE-
BB3/TOXKMTEJT uma npaBo fAa npekpaTy efHOCTPaHHO HacToAwmMs A0rosop, 6e3 MMCMeHo
npeaunssecTne 1 6e3 fa Ab/HKU HeYCTOMKM.

X1, POPCMAXXOPHW OBCTOATEJICTBA
Un. 13 (1) CtpaHnTe no HacToALLMA LOrOBOP He Ab/hKaT 06e3leTeHre 3a NOHeCeHN Bpeamn 1 3aryou,
aKo nocnefHUTe ca NPUYMHEHN B pe3y/TaT Ha HeNpeoLoMMa cuna.
(2) Ako cTpaHaTa, KOATO € cnefsasio Aa U3Nb/HW CBOe 3af4b/KeHre Mo Aorosopa e buna B 3abaea, T
He MOXe [a ce No30BaBa Ha HenpeogoMma cuna.
(3) “Henpeogonmma cuna” no CMUCh/Ia Ha TO3M AOrOBOP € HenpeasuaeHo W/MNM HenpeaoTBpPaTUMO
CbOWTUE OT U3BBHPEAEH XapaKTep, Bb3HUKHANO0 Cref, CK/IK0UBaHEeTO Ha J0roBopa.
(4) CrpaHaTa, 3acerHata OT HenpeodonMMa Cwna, € ATbXHa [a Mpeanpueme BCUYKU AEWCTBUA C
rpmxkara Ha fo6bp CTOMaHWH, 3a Aa Hamaiv A0 MUHUMYM MOHECeHUTe Bpean M 3arybu, Kakto u ga
yBeJOMWN MUCMeHO Apyrarta cTpaHa B 7-[iHEBEH CPOK OT HaCTbMBaHETO Ha HemnpeogoMmara cunia. Mpu
HeyBeJOMsBaHe B TMOCOYEHUSs B MPEAXOAHOTO WU3peyveHMe CPOK Ce Ab/DKM  06eslleTeHne 3a
HacTbNUAMTE OT TOBa Bpeau. Henpeofonumarta cuna ce [OKasBa OT 3acerHatata CTpaHa CbC
cepTmuKar 3a (hopcMaxop, u3fdageH Mo CbOTBETHUS ped OT KOMMETEHTHWUA OpraH B Abp)KasaTta, B
KOSITO Ca HaCTbNUIN JOPCMaXKOPHUTE 06CTOATENCTBA.
(5) [dokato Tpae Hernpeogo/nMMaTta Cwna, W3MbAHEHWETO Ha 3afb/KeHUATa U CBbp3aHUTE C TAX
HacpeLHW 3a4b/IHKeHNA ce cnupa.
(6) He npepgctaBnsBa ‘“HenpeofosiMma cuna” CbOUTUE, MNPUYMHEHO MO HEOPEeXHOCT WM upe3
YMULLEHO ,U,eVICTBVIe Ha HAKOA OT CTPaHUTE WU TEXHWU NPEACTaBUTENN nmm CNYXWTENN, KaKTO U
HefocTura Ha napuyHu cpegctea Ha W3MNBJIHUTENA wn JIEUEBHOTO 3ABEAEHUE -
BB3/TOXKUTE.

XI1V. CIrnorPOBE

Un.14. (1) Bb3HMKHaMTE Npe3 BPeMETPAEHETO Ha AOroBOpa CropoBe W pasHoriacus Mexay cTpaHuTe
Ce peLUaBaT 4pe3 MNPeroBopy Mexay Tax. [MocTurHatuTe AOroBOPEHOCTU ce OopMAT B MUCMEHA
(hopma 1 ce NpeBpbLLAT B HEpa3ae/iHa YacT OT J0roBopa.

(2) B cnyyaii Ha HenocTuraHe Ha [JOrOBOPEHOCT MO MPeAX04HUSA YieH, BCUYKMX CNOPOBE, MOPOAEHN OT
TO3M AOr0BOP WM OTHACALLM Ce A0 HEro, BKIKOUUTENIHO CMOPOBETE, MOPOAEHN OT UM OTHACALLM Ce A0
HEroBOTO Tb/IKyBaHe, HEAEWCTBUTENHOCT, HEM3Mb/IHEHNE UM NPEKpaTsaBaHe We 6bAaT paspeLlaBaHm
cnopeq 6b/rapckuTe MaTepuasH1 1 NPOLECYanHN 3aKOHM OT KOMMETEHTHMA CbA Mo peda Ha MK,

XV. CbOBLWEHWA

Un. 15. (1) Bcuukn CbO6LLEHNS MeXAY CTpaHWTe, CBbP3aHW C U3Mb/HEHWETO Ha TO3M [OroBop ca
Ba/IMHK, aKO Ca HampaseHW B NMCMeHa hopma 1 ca NognucaHu OT YMb/HOMOLLEHUTE NpeACcTaBUTeNu
Ha 3N Bb/THUTENA nnn TIEHEBHOTO 3ABEAEHWE - BB3/TOXXUTE/.
(2) 3apata Ha CbOGLLEHMETO Ce CMATa:
S [laTaTa Ha npefaBaHeTo - NPU PbYHO NpeaaBaHe Ha CbOOBLLEHNETO;
) fiataTta Ha MOLLEHCKOTO K/ieiiMO Ha obpaTHaTta pasnucka - npu uanpataHe no nowara;
) [laTata Ha NpueMaHeTo - Npu m3npatiaHe no gakc nnn e-mail.
(3) 3a Ba/maHM agpecy 3a nMpveMaHe Ha CbOOLLEHMS M GaHKOBM CMETKM, CBbP3aHM C HaCTOSLLMS
[LOrOBOp Ce cMATaT:

3A N3NBIHNTENA:



afpec: c. CeeToBpayeHe; yn. "Yasaap Borisoga" Ne 48, ten: 02 4051924, takc 02 4051899, e-
mail: office@medex.bg

6aHKoBa cMeTKa, nocodeHa ot 3Mb/IHNTENA: BIC koa: BUIBBGSF

1BAN: BG32BUIB98881033643900

3A JIEHEBHOTO 3ABEAEHWE- Bb3/TIOXKNTE:

rp. Cogmsa, yn. ,.bano mope” Ne 8, otgen ,bonHuyHa anteka”, ten 02 9432429, thakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpu nNpomMsHa Ha NocoYeHUs no an. 3 agpec UnM 6aHKOBa CMETKAa CbOTBETHATAa CTpaHa e A/TbXHa
[la yBefloM/ apyraTa B TPUAHEBEH CPOK OT NpomsHaTa.

XVI. OPYT W YCNOBUNA
Un. 16. (1) MNpaBata K 3agb/DKeHUsiITa MO HaCTOALMA [OroBOP He Morat ga Cce MpexBbpasT
elHOCTPaHHO Ha TPeTU nMua M NoJo6HM akToBE He NopaxiaT MpaBHO AeiCTBME 6e3 MUCMEHOTO
Cbrnacue Ha gpyrata CTpaHa, OCBEH B CinyvamTe Ha obe3neyaBaHe (rapaHTuMpaHe) Ha 3afb/DKeHUs Mo
6aHKOBW KpeauTu.
(20 3a HeypefeHWTe BBMPOCM B HACTOALMS [OrOBOpP Ce npwunara AercTBawoTo 6barapcko
3aKOHOaTesCTBO.

XVII. NMOANIMBTHUTEIA - HenpunoXxumo
(Npuno>KMMo camo B clyyanTe, B KOUTO U36paHns 3a U3MbJHATEN yYaCTHUK € MOcoUnn, Ye Lue
non3ea noA3NbIHUTENN, NPY CKNOYBAHE HAPAMKOBOTO CropasyMeHue)
Un. 17. (1) NOAN3MBIIHUNTENINTE TpsbBa fa 0TroBapsAT Ha CbOTBETHUTE KpUTepuu 3a nogbop
Cb06pasHO BMAA M [jena OT Nnopbykata, KOWTO Le U3Mb/IHABAT, M 3a TAX Aa He ca Ha/lnue OCHOBaHWS 3a
OTCTpaHsBaHe OT npoLeaypara.
(2 NEYEBHOTO 3ABEAEHWE - Bb3/TOXKNTEJ nsuckea 3amaHa Ha NOAN3MbJ/IHUTE,
KOMTO He 0TroBaps Ha ycnosusTa ro an.l.
(3) Korato yacTta OT mnopbykata, KosTo ce m3nbvaHaea oT MOAVSMB/IHNTE, moxe ga 6bae
npegageHa Kato otaeneH obekt Ha N3MBb/IHUTENA win Ha JIEHEBEHOTO 3ABEAEHVE -
BB3/TOXXNTEJ], nocnefHua 3annallia Bb3HarpaxaeHuve 3a tasu yact Ha MO ANIMb/IHUTEA.
(4) PasnnawaHuaTa no an. 3 ce OCblecTBABaT Bb3 OCHOBa Ha WCKaHe, OTNPaBeHO OT
noaAn3Mb/IHATENA po JIEHEBHOTO 3ABEAEHUVE - BbB3JIOXKUNTEJT  upes
N3MBb/THUTEJIA, KOWTO e ATbKeH fa ro NnpefocTtaBu Ha Bb3oXKuTens B 15-AHeBeH CPOK OT
Nnony4yaBaHeTo My.
(5) KbMm nckareTo no an. 3 M3Mb/IHUTEJTAT npefocTtaBs CTaHOBULLE, OT KOETO Aa € BUAHO [au
ocrnopsa nnallaHmuaTa uax YacT oT TAX KaTo HeAb/HKUMU.
(6) NEYEBHOTO 3ABELEHWVE - Bb3/IOXKUTEJ]1 nma npaBo fa OTKaxe njaijaHe no an. 3,
KOraTo UCKaHeTo 3a naLlaHe e OCMopeHo, 40 MOMEHTA Ha OTCTpaHABaHe Ha NpuYMHaTa 3a 0TKasa.
(7) HesaBucumo ot um3nonssaHeTo Ha MOAUN3MB/IHUTE/IM OTroBOpHOCTTa 3a M3Mb/IHEHWE Ha
fgorosopa e Ha I3MNbJ/TIHUTENA.

XVII. 3AKTKOUHNTEJTHN PA3MNOPEABU
Un. 18. (1) MNpwn cbCTaBAHETO Ha HACTOALLMA [OTOBOP Ce MpefcTaBuxa cnefHuTe JOKYMEHTH:
Yy JokymeHTr no un. 112 ot 30I7,
Yy Jeknapaums no yun. 55, an. 6 ot 3/IMXM (Korato e nNpuiIoXK1Umo);
Yy ["apaHuUMs 3a U3NbIHEHME,
S TexHnyecko 1 LieHOBO npeanoxXeHue, HepaszeiHa YacT OT JOroBopa,;
(2) HactoawmaT foroeop ce CbCTaBM B TPU €4HO06pa3HM eK3eMnasapa Ha Ob/Irapckn esuk - euH 3a
N3Mb/THNTENA n gea 3a IEHEBEHOTO 3ABEOEHWE - BBb3J/TIOXKUTE/.

3anmueHa nHpopMaIys
NEYEBHO

3anueHa nHpOpMaIHs
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ATC

BO1ABO1

BO1AX05

B02BDO1

B02BD04

BO3AC06

BO5BA10

BO5BA10

BO5BBO1

BO5BBO1

INN

Heparin

Fondaparinux

Coagulation factor IX, Il,

VIl and X in combination

Coagulation factor IX

Iron(lll)- hydroxide

dextran complex

Combinations

Combinations

Electrolytes

Sodium chloride

HaunH Ha

npunoxeHune

napeHTepanH
a
napeHTepant

a

napeHTepant

a

napeHTepant
a
napeHTepant
a
napeHTepant
a
napeHTepanH

a

napeHTepanH

a

napeHTepant

a

MNpepgnaraHn LEeHOBU napameTpu

3abenexka

Periolimel N4E

Olimel N5E

Sodium
chloride/Potasium
chloride/Magnesiu

m chloride
hexahydrate/Sodiu
m acetate
trihydrate/Sodium

gluconate-500ml

250 ml

Msapka

mg

ml

ml

ml

ml

Crartyc

BannpgeH

BanupeH

BannpgeH

BanupeH

BannpeH

BanupeH

BannpgeH

BannpgeH

BannpeH

Heobxogum
6poii MApKK
Ha /13

600000000

11500

15000

240000

40000

1600000

800000

4000000

25000000

Ep.ueHa
6e3 AAC

0,000267

2,409244

0,594275

0,480994

0,083763

0,027050

0,047484

0,003367

0,003171

Efp.ueHa c O6uwa ueHa 6e3s

AAc

0,000320

2,891093

0,713130

0,577193

0,100516

0,032460

0,056981

0,004040

0,003805

AAc

160200,00

27706,31

8914,13

115438,56

3350,52

43280,00

37987,20

|
13468,00

79275,00

O6uia ueHa c
aac

192240,00

33247,57

10696,95

138526,27

4020,62

51936,00

45584,64

16161,60

95130,00



BO5BBO1

BO5BB02

BO5BCO1

napeHTepanH

Sodium chloride 500 ml
a
. . napeHTepant
Glucose, sodium chloride 500 ml
a
] napeHTepant
Mannitol 10%-500 ml
a

mli

ml

ml

BannpgeH

BannpeH

BanupeH

60000000

20000000

5000000

0,001779

0,002170

0,006333

0,002135

0,002604

0,007600

106740,00

43400,00

31665,00

67142471

128088,00

52080,00

37998,00

805709,65



Heob6xognm Msapka
NekapcTBeH
ATC INN 6poit mapkn /mg,tabl,
a hopma
Ha N13 ml/
) napeHTepan
BO1ABO1 Heparin 600000000 U
Ha
) napeHTepan
BO1AX05 Fondaparinux 11500 mg
Ha

O6ocobeHa nosuumna 1

3abenexk Cratyc N36paH

nnc Py

Py

B. Braun
Melsungen
AG,
fepmaHus

BanupeH He

Warsaw
Pharmaceuti

Jla cal Works

Polfa S.A.,

Monwa

Aspen
Pharma
BanugeH Aa Trading
Limited,

WpnaHona

KonnuyecTt
TbproBCKO
BO
HavmeHoOBaH Msapka
aKTUBHO
ne
BeL ecTBo
Heparinum 50001U/m
WZF 1- 5ml
Heparinum 50001U/m
WZF 1- 5ml
) 7.5
Arixtra
mg/0.6 ml
. 2,5
Arixtra
mg/0,5 ml

OKOHuarTe
HannueH
ana B MNC
onakoBka
i §!
10 HannueH
B MNNC
10
10 pre-
filled
syringe
(glass) HannueHx
with an B NNC
automatic
safety
system
10 pre-
filled
syringe
(glass) HannueH
with an B NNC
automatic
safety

system



Coagulation

factor IX, Il, VIl napeHTepan
B02BDO1 . 15000 U
and X in Ha
combination
Coagulation napeHtepan
B02BD04 240000 U
factor IX Ha
Iron(I)-
hydroxide napeHtepan
BO3AC06 40000 mg
dextran Ha
complex
o napeHTtepan
BO5BA10 Combinations 1600000 ml
Ha

Baxalta
Innovations
GmbH,

ABCTpuUA

BanupeH fa

Baxalta
Innovations
GmbH,

ABcTpus

BanupeH na

Kedrion

He Sp.A,

NTanna
Octapharma

(IP) Ltd.,

ObeanHeHO

HE

KpanctBo
Octapharma

He (IP)SPRL

benrusa

Pharmacosm
os A/S,

OaHuna

BanupeH na

BakcTep

Periolimel Bbvarapus
BanupeH na

N4E EOO/,

Bvarapus

Prothromple
x Total NF

IMMUNINE

COSMOFER

Periolimel
N4E

Periolimel
N4E

Periolimel
N4E

600

600

50 mg/mi m
2

1000

2000

1000

ml

ml

6
TpnKkamep
HN cakKa

HanuueH
B MNNC

HannueH
B MNC

HanunueH
B MNC

HannyeH
B MNNC

HanunyeH
B MNC

HanunueH
B MNC



BO5BA10

BO5BBO1

BO5BBO1

Combinations

Electrolytes

Sodium
chloride

napedHtepan

800000 ml
Ha
napeHtepan
4000000 ml
Ha
napeHtepan
25000000 ml
Ha

Olimel
N5E

Sodium

chloride/P

otasium
chloride/
Magnesiu
m chloride
hexahydra
te/Sodium
acetate
trihydrate
/Sodium

gluconate-

500ml

250 ml

BanungeH

BanupeH

BanupeH

bakctep
Bvnrapusa
la
EOCOA,

Bvnrapusa

Baxter
na d.o.o.,
CnoseHus

B. Braun
Melsungen
AG,
frepmaHus

He

Perioiimel
N4E

Olimel N5E

Olimel N5E

PLASMA-
LYTE 148 (PH
7.4)

2000

2000

2000

500

4

mi TpUKamep
HM caka

ml 1

ml 4

i
HanunuyeH |
B MNC

Hanun4yeH
B MNC

Hanun4yeH
B MNC

HannueH
B NNC



BO5BBO1

BO5BB02

Sodium
chloride

Glucose,
sodium

chloride

napeHTepan

Ha

napeHtepan
Ha

60000000

20000000

na

He

He

fa

He

He

La

Bakcrtep
Bvarapusa
EQCOL,
Bvnrapus

Bunothapm

NHXeHepuHr

AL,

Bvarapusa

Alkaloid -

INTd.o.o.,

CnoBeHus

B. Braun

Melsungen

AG,
fepmaHnsa
Bakctep
Bvnrapus
EQOL,
Bvnrapus
Buothapm

NHXeHepuHr

AL,

Bbvarapusa

B. Braun

Melsungen

AG,

fepmaHus

Bakcrtep
Bvarapusa
EOCOL,
Bvarapusa

Sodium
Chlorid

Baxter 0,9%

Natrium
Chlorid
Alkaloid

Sodium
Chloride

Baxter 0.9%

GLUCOSE 5%

+SODIUM
CHLORIDE
0,9% Baxter

9 mg/ml -
250 ml

9 mg/ml -
500 ml

9g/1 - 500
ml

509/9 ¢/l m
500 ml

30
HannueH
(CTbKNEeHMn
B NNC
6YyTUNKN)
20
nnacrmac HanunueH
0BM B NNC
6YyTUNKN
20
HannueH
(cTbKNeHmn
B NNC
6yTUNKN)
20
Hannuyen
(cTbKNEeHMN
B MNNC
6YyTUNKN)



Buothapm
NHXeHepuHr

AL,

Bvnrapus

He

Bakcrtep
20
Bwvnrapus MANNITOL 100 g/'- HannuyeH
ngy (CTbKNEHN
E0OA,  BAXTER 10% 500 M B MNC
6YyTMAKN)
Bvnrapusa
Buodapm I I II I I ﬁa
NHXeHepuHr
He . A
AL, . R

Bbarapua

BanupeH Oa





