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3a BL3JIaraHe Ha Oﬁll.leCTBeHa HOPBYKA 32 MEPHOAUYHO TTOBTAPHAINH e I[OCTaBKH Ha JIeKapcTBEHH

NpoAYKTH 3a Hy:kaaTe Ha YCBAJIO EAJ]

JHEC, o, r., B rp. Codus, Mexmy:

»YHUBEPCUTETCKA CIHEIHAJIN3APAHA BOJHHIA 3A AKTHBHO JIEYEHHME IIO
OHKO.JIOTHSA” EAJ, che cenanume B rp.Codus u agpec Ha ynpasnerue pajion CrygeHTckw, k. 1756,
yi. “IlnoBaueeko none” Ne 6, EMK: 000662776, mpeacTapispaHO OT A-p Credan KoHcTanTHHOB —
M3IILIHATENEH MPEKTOp H JiuMUTprHA XprCTOBA - INIaBeH CUETOBOAMTEN, HAPHYaHO MO-J0IY 33 KPaTKOCT

BB3JIOKHTEJ, ot enna crpana,
H

»@®BOHUKC ®apma’ EOOJ che ceranue u apec Ha ynpaeeaune rp. Codus, ya. »OKONOBPBCTEH MBT"
Nel99A, ¢ EHMK 203283623, npencrasnseano ot Kpacumup Hukomaes u Jlechcnasa XpuctoBa, B
Ka4ecTBOTO MM Ha [ThbJIHOMOLIHHIIH, CBIVIACHO HOTAPHAITHO 3aBEPEHO ITBIHOMOIIHO ¢ per. Ne242/30.01.2020

r. Ha Hotapunyc Jlanuena Komcanora, Hapuuano no-gony 3a kpatkoer M3ITBJIHUTE] ot Ipyra cTpana,

Ha ocHOBaHHe 4. 112 or 3akoHa 3a o6ulecTBenH nopsuky M Pemmenue Ne 3-116/12.06.2020 roj., Peienne
33 m3mesenue Ne 3-126/02.07.2020 rox. # Peucuue 3a usmenenne Ne 3-129/08.07.2020 rox. Ha
H3IBIHATENIHHA JMPEKTOp 32 OTIPEAC/IsHE HA H3MbIHKUTEN Ha O0IIECTBEHA OPBYKA, CE CKIIFOUH HACTOSIIMST
JOTOBOD 32 AOCTABKa IIPU CIEAHHTE YCIOBMS:

3a Obocobena mosuuus Ne 1 ,XpanocMuJIaTeTHA CHCTEMA H mMeTaboaH3BM™”, HOMEHKIATYpHA
eaununa Nel, 2,9, 11 17 21 22.

3a O6ocobena noznmasa Ne 2 ,,KpbB u kpBBoTBOpHH oprann”, HOMEHKIATYPHH enuHHIA Ne 35, 45,
47, 49, 60, 61, 62, 63, 88;

3a O6ocobena mosuuna Ne 3 ,,Cnpaeunocsaosa cacTema”, HOMEHKNaTypHa enuauna Ne 92, 93, 96,
98, 102;

3a OGocoGena mosuuus Ne 4 ,,Jlepmatoaornynn npoayku”, HOMEHK/IaTypHa eanHuna Ne 108;

3a OOocobena mosuuusa Ne 6 ,AnTHHH(GEKLHOIHH JIeKADCTBEHH NPOIYKTH 33 CHCTEMHO

NpH/I0KeHHE”, HOMEHKIATYPHH efuHHL Ne 126, 127, 132, 142, 145, 146, 155, 157, 158, 159, 161, 169;




3a Obocobena nosunas Ne 7 ,,[IpoTHBOTYMOPHH B HMYHOMOI e THPAIIH JeKapCcTReHH npoayKTH”,
HOMEHK/IATYpHH enHHLL Ne 176, 183, 184, 186, 187, 190, 191, 194, 196, 200, 202, 204, 212, 213, 217, 218,
220, 230, 231, 232, 239, 240. 242, 244, 245, 246, 249, 250, 251, 257, 258, 259, 260, 261, 267;

3a ObocoGena mosnuua Ne 8 ,Myckyaia ckeneTHa cHCTeMa”, HOMEHKIATYPHH ¢IuHUL Ne 275
YCKY TYp »

278,279, 283;

3a ObocoGena mosuums Ne 9 ,,Hepana cHeTema®”, HOMeHKIaTypuy enuHALNM N 293, 296, 297, 305,
306, 307, 316, 317, 319, 326;

3a O0ocoGena noznnust Ne 10, /Inxatenna cucrema”, HOMEHKNaTypHa eauHuila Ne 333;

3a OGocoGena mosuums Ne 11 ,,JIpyrn JexapcTBeny npogyKTH”, HOMCHKIATYPHH €/{MHHLM No 340,

341, 345, 349, 350, 351, 352, 355;

3a Obocobena nozmmus Ne 12 “T'anenoBo-()acoBLYHH JeKAPCTBEHH HPOIYKTH W CHTepAJIHH
XpaHH”, HOMEHKTaTypHH eJuHHIN Ne 362, 363, 369, 371, 373, 377, 384, 385, 386, 387 MoApCoOHO OMHCAHH

o BHI H KoauuecTBO B [punoxkenue Ne 2 ot HacTOAMMS HOrOBOP.

L. HPEAMET HA 1OTI'OBOPA

Ya. 1. BB3JIOKHUTEJAT Bisnara, a HINBJHUATEJAT npurema fia H3BbpuIBa NEPUOAHIHM
AOCTABKH Ha NEKapcTBCHH NPOAYKTH, nocoueHu B Cneunduxanmara na BB3JIOKHUTEIS — [punoxerue
Ne 1, napuaanu B norosopa CTOKH, u nospo6a0 onucany 1o BUA, [IPOTHO3HO KOJHYECTRO, €THHHUYHH LIEHH
¥ 001Ia CTORHOCT B NpeAioXKeHHATA 33 U3MbIHEHNE Ha nopbukaTa Ha H3IN'BJIHUTEJISA - IMpunoxenne

Ne 2 u 3.

(2). Nocrapanute CTOKH cnenpa na oTropapst Ha mauckBaruata Ha 3JIIIXM W cieasa na umar
paspemieHHe 3a ynorpeda Ha TepHTOpHATa Ha Penybmika Buirapus, uznaieno no pena Ha 3JIMTXM wim
Persament (EO) 726/2004 r., ccBeR KOraro ca HeperncTpHpatR JICKapCTBEeHH NPOLYKTH M OUBAT JOCTABAHM
no pena Ha Hapenba Ne 10/2011 r. 3a ycnoBHATa M pena Ha NeueHHE ¢ HepaspelleHH 3a ynotpeba B
PenyGnuka Boirapus nexapcTBeHH NPOAYKTH, KAKTO M 3a YCNOBHATA M peJa 3a BKIIOYBAHE, MPOMEHH,

U3KIIIOYBAHE ¥ TOCTABKA Ha JICKapCTBEHM IIPOAYKTH 110 CTHCHKA 110 wi. 266a, an. 2 ot 3JIIIXM.

IL ITPABA U 3AJBJIKEHN S HA BB3JIOKUTEJIS

Yur. 2. (1) KonkperhuTe 10CTaBKM B PAMKHTE Ha IIPEIMETA HA HACTOSIIMA JIOTOBOD C& H3BBPLUBAT Bb3

OCHoBa Ha mHcMeHu 3aiBkH Ha BB3JIOXKHTEJIS, B 3agucuMOCT OT HEroBHTE HOTPEGHOCTH H B




CBOTBETCTBHE C MPE/NIOKEHUATA 3a M3MbJIHeHHe Ha nopbukata Ha H3ITBJIHUTEJIA - Ipunoxenue Ne 2
H 3.

(2). IpennoxenusaTa 3a u3nbiaHeHue Ha noprkykarta Ha M3ITBJIHHUTEJIA ca HepasgenHa 4acT OT
HACTOSIIUA A0roBop - [Tpunoxenue Ne 2 u 3, KaTo yCJIOBHATA UM CE CUMTAT 10 IPABO YC/IOBHS Ha HACTOALIMS
JIOTOBOP.

Yn. 3. Hocraekute Ha CTOKHTE, npeamer Ha HacTOsAIIHA MAOrOBOp, €€ M3BbLPINBAT OT
H3NBJHUTEJSA 813 ocHoBa Ha mucMeHa 3asieka Ha BB3JIOKHTEJIA B cpox no 24 (nBapeceT u
YETHPH) 4Yaca, a [Py CICIIHK CNyUad - 10 4 (9eTHpH) vaca OT nony4araHeTo H. B nucmenaTa 3asska Ha
BB3TOKHUTEISA ce choppkar wHauBHAyanuzupawute npuzHauy Ha CTOKHTE, nomenxnarypna
NO3MIAA, BHJ, ThPTOBCKO HaHMEeHOBaHWEe W KoMMuecTBO. JIncMmeHara 3asBKa ce H3Mpalla Ito (akc Wi e-
mail, nocouenn & ua. 38, an. 3 oT TO3W JOroBOp.

Y. 4. (1). 3a MACTO Ha M3N'BIHEHHETO ¢e cuMTa OoMHMYHATa anTeka Ha ,,YCBAJIO® EAJL, rp. Codus,
cbriacHo 3asekara va Bb3JTOKHWTEJISA.

(2). 3a mara Ha AOCTaBAHE CE CYHTA JIATATA, HA KOATO CTOKHTE ca IIPHETH OT MATEPHATHO-0TIOBOPHOTO
auie Ha Bh3JIOAKHTEJA ¢ npueMaTeHO-TIpeaBaTENEH IPOTOKOIL.

(3). HoctaBkaTa Ha CTOKHTE C€ VIOCTOBEPABA ¢ MOINHCEHM OT YITBJIHOMOLIEHO JIMUE Ha
BB3JA0XKHUTENSA, paxrypa H npuemare/HO-IpeaaRaTeleH MPOTOKO.

Y. 5. (1). Cobersenoctra Bppxy CTOKHMTE H pHCKBT 0T Cy4aliHOTO MM IOTHEAHE HIIH IIOBPEKAAHE
npemunasa BbpXy BB3JIOKHUTEJA B MomeHTa Ha (akTHUecKOTO MM IIPHEMaHe Ha MSCTOTO Ha
H3ITBIIHEHHE, CHITIACHO NMPeaBaTeTHO-IIPHEMATETHHSA IPOTOKOI.

(2). Hocrtaekata ce ocpitectBsisa or HM3IIBJIHUTEJIA ¢ TpaHcnopT, OTroBapill Ha BCHYKH
HOPMATHIIHH, TEXHHYECKH H TEXHOJOTHYHM M3HCKBAHMA KbM JocTaBKaTa Ha choTeTHara CTOKA.

Y. 6. KadecTBOTO HA JIOCTABEHMTE CTOKM TpAOBa /a OTroBaps Ha TEeXHHUYECKHTE CTaHIOApTH Ha
TIPOM3BO/IMTENS, HOPMATHBHUTE H3UCKBAHKS H JeKIapHpaHoTo B odeprata Ha U3IThJIHHUTEJIS.

Y. 7. (1) Beeku siekapcTBeH NPOAYKT, AOCTARAH B M3NMBIHEHME Ha TO3H JOTOBOP, KbM JaraTa HA
Jocrapkara, TpAORa fla Ma He TT0-MaJiko oT 12 (aBaHaaeceT) Mecela OCTaThUeH CPOK Ha FTOAHOCT.

(2) Korato 00sBeHMAT OT NPOM3BOIMTENS CPOK Ha FOAHOCT € N0-KpaThk oT 18 (oceMHaaeceT) Mecela,
KbM JaTaTa Ha A0CTaBKaTa TpabBa ja ca H3TeKIH He moBeve oT 50 % (meTaeceT npoueHTa) OT TO3H CPOK.

(3) HocraBka Ha JIEKAPCTREEH MPOIYKT, C OCTATh4EH CPOK HA TOJHOCT NO-KPAThK OT IIOCOY€EHHA B an. |
HIM ajl. 2 ce H3BbpuBa caMo ¢ mHcMeHoTo paspeumiende Ha BB3JIOKHUTENA. B Tosu cnyuad
M3IBJIHUATEST 1bD0KH OTCTBIKA OT [eHaTa B pasMep Ha 10 % (meceT npoleHTa) BpXY CTOHHOCTTA

Ha JOCTAaBKaTa.




Ya. 8. BB3JOXKUTEJAT ce 3anwmkasa 1a nogasa 10 M3IIBJIHUTEJIS nucMena 3aseka 3a
mocrapka Ha CTOKHMTE, karo 2 usmparn no thaxc wrn e-mail, nocovenn B un. 3 or HACTOSIUIHSA JOTOBOP,
ChbpKalila BCHYKH JaHHH, HCOOXOMHMH 32 H3IIbJIHEHHE Ha NMpeaMeTa Ha KOHKPETHATA JOCTARKA.

Y. 9. BB3JNOKUTEJIAT ce 3anbikaea na npueme pocraBenure CTOKH, cvoTBeTcTRamM no BHA,
KOJHYCCTBO M Ka4ECTRO HA JOTOBOPEHHTE M 2aidBeHM OT HETORA crpana npea U3ITBTHUTE 4.

Ya. 10. BB3JIOKUTEIAT ce 3anb/DKaRa Na 3amiaTH leHata Ha jgocraeenute CTOKH pH
YCJIOBHATA HA HACTOALIHA JOrOBOP. 3a KOJMMYECTBA, JOCTABEHH OT M3MBJAHUTEJA u3sbn wunu 6e3
3aaBka, BB3JTOKHTENAT naMa 3ambikenrero Jla MPHEMa ¥ JIa 3aTinana.

Ya. 11. BB3JIOKUTENAT moxe na oTkaske I1AIIAHETO Ha (haKTypa, KOATO He e 0opMeEHa CBIIacHO
M3UCKBAHHMATA Ha 3aKOHA 3a CHETOBOACTROTO MM HE ChOTRETCTBA Ha aocrasenure CTOKH. 3a orkasa ce
CBCTABA MPOTOKOJ, NOANHCAH OT YIBIHOMOLIEHHTE NpECTABHTENH Ha NBETE CTPaHH, ¢ MOCOYBaHE Ha

I[pUYHHHTE 34 OTKAa34.

IIL IIPABA M 3ABJIKEHAS HA M3 BJIHUTEJLS

Ya. 12. UBIBJIHUTEAT ce 3aybixapa na noctasi CTOKUTE B noroBopenns cpok che cobeTren
CHeHAM3pa TPAHCTIOPT, B ChOTBETCTRUC ¢ HOPMATHBHO YCTAHOBEHUTE H3HCKBAHMATA U Ja TH npenaje,
LPHAPYKEHN € JOKYMEHTHTE 1o 4. 20, an. 2 oT HacTOAMA HOTOBOD.

Ya. 13. TBOBJHUTEJIAT ce saxpmkaba aa npenage CTOKH, chrnacHo 3asIBeHOTO KONHYECTBO OT
Bb3JIOKHUTEJIS 1 ¢ kayecTRo, CbrNacHo NPEIOIKEHHETO CH 3a H3NbaHeRne — [punoxenue Ne 2 u Ne 3
KbM TO3H NOTOBOP, HA MACTOTO Ha AOCTABAHE, MOCOYEHO B WI. 4, an. | oT To3u ZOTOBOP M HA MATEPHAIHO-
OTroBopHOTO NHIEe Ha BB3JIOKUTEJIH.

Ya. 14. ASTBJIHUATEJIAT ce sapbmxara na NpeICTaBH HEOOXOAHMUTE AOKYMEHTH 3a HM3BEBpPIIBAHE
Ha MNamaneTo Hail-KbCHO B AeHd Ha focTapane va CTOKUTE.

Y. 15. (1). H3SMBJHATEJIAT ce 2anbmkana A2 NPEe/ICTaBH rapaliiug 33 H3I'bIHEHUE Ha HACTOALIHA
Aoroeop B pasmep Ha 2 % (IBa MPOLENTA) OT CTOMHOCTTA Ha morosopa 6e3 skmouen JHC, u cbe cpok Ha
BaluAHOCT 60 (1ecTaeceT) AHY ciied H3THYAHE CpOKa Ha OroBOpa.

(2). Tapannusra 3a H3nBIHEHME Ha JIOrOBOpa ¢ B 0B paimep 259 680.39 nema | gBccTa meraeceT H
ACBET XHIIAAM WIECTCTOTHH H 0CeMJIeCeT B. U 39 cr./. [apaHumsaTa 32 M3TbIHenMe co NIPE/ICTABS B €HA OT
crneaaute popmu, kato H3IMMBJIHHATEIST u3bupa cam Heiinara gopmara:

1. mapuyna cyma;

2. GaHKOBA rapaHIus;




3. 3acTpaxoBKa, Ko0ATO 06Ge3neuaBa W3NBLIHEHHETO 4Ype3 NOKPHTHE Ha OTTOBOPHOCTTA Ha
H3HbJIHUTEJIS.

(3). Bankorara rapaniws no an. 2, npescrasena na Bh3JIOKUTEILS IIPH IOATUCBAHE HA AOTOBOPA,
TpA0BA 14 ChABPKA YCIOBHE 33 GE3YCIOBHO ILIAMAHE CIIEN MHCMEHO NpeIABEeHO MCKaHE OT CTpaHa Ha
BB3JIOXKHUTEJA,

(4). Tapanuusra 3a H3NbIHEHHE Ha OTOBOPA CyKH 3a o0e3nevaBanie Ha BCIKAKBE BH/T HEH3MbIHEHHE
Ha JIOrCBOpHHUTC Kiay3H OT crpaHa Ha M3IIBJHUTES, 6e3 1oBa na H3KIIO4YRa MIPaBOTO Ha
BB3JIOKHUTEJIS aa Thpeu obesiueTenne Haa HelfHus pasMep o CbOTBETHUA ChAeOEH pex.

{5). Ilpy HeM3IbJiHEHHE HA KOATO H 13 € KIaysa oT TO3H AOTOoBOp oT cTpaHa Ha HIIThJIHUTEJIS -
HACTUIHO WM H3LIATIO, BKJIOYHTENHO 32 YAOBIETBOPABAHE Ha 3aTB/UKEHHETO MY 1O 4. 7, al. 3 OT To3u
aorosop, Bb3JIOKHUTEJISIT wma npaeo na 3abPKH TapaHLUHATA U Jla Ce YOOBJIETBOPH 110 pa3Mepa Ha
HEW3ITBIHEHHETO WM NIPETHPIISIHATA Bpe/ia.

(6). TapanimaTa 3a w3mbinenue ce oceoboxaasa or BB3JNONKHTEIS r 90-nHeBeH c¢pok oT
M3THYAHETO/IPEKPATABAHETO HA TO3M AOTOBOP, NIPH H3MbJIHEHUE HA BCHYKK 3adb/UKEHHS OT CTPaHAa Ha JIBeTe
CTPaHH W MPH IIHCMEHO HCKaHe oT cTpaHa Ha 3T bJIHUTEJIS.

Yi. 16. ASITBJIHUTEIIST ce 3axbmkara na OTCTPaHH 33 CBOSI CMETKA M B JJOFOBOPEHUTE CPOKOBE
BCHYIKH HECHOTRETCTBHS H/MIM OTIJIOHEHHS Ha focTaeHnTe CTOKH, KOHCTATHPaHH M NPEAABEHH 110 Pefla

Ha HACcTOAUIKA JOTOBOP.

IV. DPHHAHCOBH B3AHMOOTHOIUEHUS

Y. 17. (I). O6wmara npornozna croiiHocT Ha AOCTOBOpA 3a NEPUOJIA HA H3NBIHCHHETO MY BL3NM3a Ha
12 984 019.35 aema /nBaHageceT MUTHOHA ACBETCTOTHH OCEMIECET W YETHPH XWISIIH K JIeRETHAIECET JIB.
u 35 ct./ 6e3 k. JJIC v wa 15 580 823.22 jepa/ MECTHAAECET MUTIMOHA METCTOTHH W 0CEMIECET XHIIS N
OCEMCTOTHH ABaAeceT H TpH 1B. ¥ 22 ct./ ¢ Bka. JJIC, hopMupana B3 ocHOBA Ha odepupaHuTe SNMHMYHY
uerd ot A3 BJIHHTEIS u HpeaBapuTEIHO MocouYeHHTe KonuyecTra 0T BB3JIOKHTEJIA, & PaMKHTe
Hd BBIIIOKEHHTE € HACTOSIMA JO0roROp 000cO0EHa NOSHIMA/HOMEHKNATYPHA ©IMHMIA M ChIVIACHO

[Tpunosxenue Ne 2 u 3, nepasgenna yacT oT [oroeopa, KakTo cliepa:




Epanavs

M a O6ma
Hom. - l:|0 ATC- ,ﬁ;ﬁﬂ?o“o JIeKachBe Ig‘::::ic:: Mitpka Tporug3no croitRocT CrOHOCT B
eTHHA L3 N
e N code Haub;:;lganue HA POPMA | pemecrso komryecTso B IIB;;E? 1B, Ge3 BECL
AIC AAC
H powder and
e || 1 | A®FAY L Famotidine sobventfor | 0 mg | gnaxon | 4000 111 | s, 444000 | am.
= injection
40
i, powder for
:ﬁm w3 Aozzlscu Pantoprazole solution for mg/10 ko 4000 3.71 | . 14,840.00 | ns.
na infusion 1
m
i AOIFAQ . solution for | 10 mg/2
eq::n | O 1 Metoclopramide injection ml amMITyna $000 0.64 | nm. 5,120.00 | ae.
Han. AD4AAD solution for 2
cuem | 2| 11 3 Ondansteron injection mg/ml - aMmyna 8000 0.89 | aB. 7,120.00 | nB.
* 4 ml
Hon
m::.,. w17 A“’;’A" Loperamide capsules, hard 2 mg ‘“‘g:_' ! 2000 025 | am. 500.00 | .
Hom . . 4 095
o | e | 21 | AI2ECO | MaseAm ot | mg/10 | awya | 2000 314 | am. 6280.00 | .
ua
ml
o powder and
o | N | 22 AIG;AO Ademetionine :‘;’:;';;i'_:r 500 naxon 1000 515 | am. §,150.00 | xB.
@ injection
. 100
AL solution for
s | e | 35 | Bosaco | dron (DG8 ppeciomntesi | mg/ml- | sumyne 20 167.04 | am. 3,340.80 | am.
ma isomaltoside) on
5ml
NONHETHI
CHOB
Han. . BOSAAD Hydroxyethyl solution for 6% 500 | wowrene 52750 | am.
ewa | 1| 45 7 starch 130/0.4 infusion ml S e 1055 e B "
OHHH
nepTa
v L | 47 | BUSBAC Aminoacids solution for 10% _— 50 685 | e 342.50 | nm.
vl e 1 aurine 10% infusion 500 ml -
How, A .
e | % | 49 | BUSBAC Am'““;:}fs bepa | solutionfor | 500 m) | fuma 50 1120 | s 560.00 | 8.
g
Hom. .
s | | 60 | BBAY | Combinations | Fepte®r | 1540ml | o 300 3945 | s, 11,835.00 | s,
ua
Hom. .
e;;:;m | 61 BOS:M Combinations ET::zf;::“ 1440 m! cak 300 37.00 | ae. 11,100,00 | am.
na
Hom, 0
s || 62 | BYBAU | Combinations | Tapeo® | 1904ml | e 30 48.98 | am. 1,469.40 | B
na
Hosr. B
s | | 63 | PSBA | Combinations | Thgen® | 1970 ml | e 30 50.60 | aB. 1,518.00 | ..
ua
200
concentrate for
SE:L: *| 88 B052XB % | Alanyl glutamine solution for mg/ml - | ¢naxen 100 20.39 | aB. 2,039.00 | as.
na jnfusion

100 ml




Hom COo1BBO 20
e:.::ﬁ | 92 le]’mo Lidocaine s"ill:'f']:‘;;'of" mg/ml- | ammyna 5000 1.35 | as. 6,750.00 | s,
2 10 ml
CO1BRO
Hout, B i 20mg/m
s | 0% | 93 e Lidocaine Solution for iy 0% | mem | 5000 135 [ . 6,750.00 | e,
2
How, . i 5 mg/ml
e | % | 96 | UEAY | pobutamine e | 553/ml waym | 300 731 | ae. 2,193.00 | am,
o 3 | 98 | CODAD | o rinit te | clutionfor | Img/ml| 300 1124 | ae 337200 | s
B'J::a - 2 yeery s infusion -50mi . N ) i "
Howm, .
e | e | 102 COCAY | Torasemide solutionor | 10mg/2 1 50 0.82 | as. 41.00 | am.
- njection ml
Hom. cutaneous
mumu x| 108 DM:XU Neomycin spray 11,72 onakoska 300 6.32 | 2. 1,896.00 | ng.
na suspension mg/g
Hem, J01CRO Sultamicillin powder for 1.0
e | N | 126 4 (Ampicillin; solution for Praxon 5000 3.01 | am. 15,050.00 | as.
1w Sulbactam) injection g05g
powder for
i 127 | Jicre Piperacillin/ solution for 4 /0,5 — 5000 450 | am 22.500.00 | um
CTA - 5 Tazobactam injection or g “ ) ” N :
infusion
Hom. powt_!er for
a:::n X | 132 JOli)DO Cefotaxime ?:;:::?:nfz: lg ¢nakor 100 1.14 | as. 114.00 | ns.
infusion
Hom powt_ier for 1 g
ew | | 142 | Y12 | Meropenem mjcctionar | MNa- [ dmawox | 2000 6.09 | nn. 12,180.00 | .
. infusion 90.25
80mg/m
How. Sulfamethoxazole concentrate for 1+
| M JI1EEM . . lution f 1.69 g 507.00 X
m:a 145 {Trimethoprim soi:f:s)?onﬂr 16mg/m s 300 . e
1-3ml
Hom. powder for
emnn | N | 146 | JOIFAl0 Azithromycin solution for 500 mg fnakon 500 19.53 | ae. 9,765.00 | ne.
ua infusion
Hom. 5
e * | 155 Jm{f’m Ciprofloxacin soill;'ftl:::]zor 2 lgﬁ"“m;} T dmakon 2000 2.06 | as. 4120.00 | ne.
Hom, =
| e | 17 | IOMAY [ g vacin it | s00mg | wrey | e 0.29 | an. 2,900.00 | .
nz
How, "
cane | 2o 158 "OH;IAI Levofloxacin Fll::;;zmd 500 mg 16.1 Gp 7000 0.86 | ns.. 6,020.00 | ns.
ua
How. .
en;::H » | 159 ‘w”;ml Levofloxacin soill:'ft;:?oi"r _5 mg/ml raron 4000 4.87 | as. 19,480.00 | 1.
ua 100 ml
Hom JOIXAD powder for
swen [ M| 161 1 Vancomycin solution for lg trakon 500 540 | aB. 2,700.00 | as.
ua infusion
Hon,
cum | Jo 169 anisco Fluconazole capsules, hard 150 mg mg:_' ! 300 1.77 | .. 531.00 | nm.

na




Hom,

LOIAX0

emmn | W | 176 3 Temozolomide capsules, hard 100 mg | xamc.1&p. 5000 13.72 JIB. 68,600.00 | nB.
1z
Hom. LOIBCO concentrate for 100
emnn | N | 183 5 Gemcitabine solution for mg/mi- dnakon 2000 19.52 | aB. 39,040.00 | nn.
na infusion 10 m!
Hox
ewaw | e | 184 | "B | Capecitabine ! | 500mg | monicp. | sy 0.55 | ab. 55,000.00 | .
na
How. L01BC5 | Trifturidine/Tipir Film coated B
Lol 186 o acil o mg/6.14 | vaba.1gp. 4000 46.94 | am, 187,760.00 | as.
mg
Hou. L01BC5 | Trifluridine/Tipir Film coated 20
emme | Ne | 87 9 acil tablet mg/8,19 | wabni6p. 2000 62.53 | ae. 125,060.00 | as.
ua
mg
Howm. LO1CBO concentrate for 20
eman | N | 19 1 Etoposide sulution for mg/ml - | duaron 2500 1052 | ne. 26,300.00 | ne.
uz infusion Sml
Hom LO1CDO concentrate for 6 mg/ml
e | Ne | 191 1 Paclitaxel solution for - 16,7 drakon 1500 17.80 | ne.. 26,700.00 | aB.
na infusion
ml
Hom. LOICDO concentrate for 20
emam | % | 194 B Docetaxel solution for mg/ml - | dmaxon 2000 19.06 | B, 40580.00 | ns.
ua infusion 4 mi
Howm, LO1DBO concentrate for 2
avnan | Je | 196 1 Doxorubicin solution for mg/ml- naxox 100 13.89 | ae. 1,380.00 | ne.
ua infusion 25 mi
Hom. solution for
cam | o 200 Lm.? . Mitoxantrone injection or 2 mg/ml naxon 10 5200 | ns, 520.00 | ..
ua infusion - 10ml
Howm, concentrate for
cwm | 3 | 202 | LOIXAO Cisplatin wotationfor | 1 &M 5000 893 | ab. 44,650.00 | s,
u infusion -50 ml
Hom. concentrate for
a;.;uu e | 204 L013X.A(I Oxaliplatin solution for 5 mg/ml dinaxon 2000 15.09 | ae. 30,1800 | nm.
= infusion -20ml
mg/m
Smg/ml
Ho concentrate for -
s | 20 | 212 | LOIXCI Ipilimumab wtonfor | “40ml 40 2211715 | . 884,686.00 | 1.
ua infusion (200
mg) vial
5
Hom. concentrate for N
eu:::n N | 213 Lﬂli‘(Cl Ipilimumab solution for n;lg/m] (raxoH 40 5529.25 | am. 221,170.00 | ne.
- infusion 10ml
mg
50
Hou. LO1XC1 Concentrate for 10
emmn | N [ 217 i Nivolumab solution for mg/ml - | dnlép. 1000 796.15 | 7. 796,150.00 | aB.
na infusion 4ml
Howm, LOXC1 Concentrate for 10
e | N [ 218 7 Nivolumab solution for mg/m] - thn. I6p. 2000 1990.40 JIB. 3,980,800.00 NB.
ua infusion 10 ml
How. concentrate for
v | 10 220 | X | pamucivumab | solationtor | 1OPEM | 416 300 647.10 | am. 194,130.00 | o,
ua t infusion 1-10ml
Ham.
cams | 230 LOTEG Sunitinib hard capsules 25 mg ranc.16p. 2000 126.30 | e, 252,800.00 | .




Hox,

LO1XED

e | N | 231 4 Sunitinib hard capsules 50 mg xaric. 16p. 2000 252,57 | am. 505,133.33 | as.
ua
o | | 232 | LOXEO Sorafenib fim coated | 200 mg | monlop | f 4656 | . 521,472.00 | s
ua
e | 2 | 239 | LOTXEI Afatinib flmcoated | 30mg | wsnicp | 2000 7922 | . 158,440.00 | 1.
ua
Hom.
s | % | 240 | LN Afatinib fmsmed | 40mg | woutep. | 1000 107.11 | am. 107,110.00 | .
ua
Hont LOIXE1 s
emen | M | 242 P Crizotinib hard capsules | 250 mg | Tabm16p. 600 135.20 | nB. 81,120.00 | 8.
na
Hom.
sumn | % | 244 | LOIXEI Axitinib Ly Smg | rabalcp. 672 10479 | s, 76,418.88 | .
ua
swe | | 245 | X | Regorafenib fmcosted | 40mg | monioe. | 4200 47.61 | as. 199,962.00 | s,
ua
s | 2 | 246 | P2 | Dapratenib Capsule,hard | 75 mg | xanc16p. | 24000 7730 | am. 1,855,200.00 | 5.
ua
eiz:u ¥ | 249 Ll]l;{EB Palbociclib Capsule, hard 100 mg | wanc.1ép. 1050 161.30 | =nB. 16945950 | ne.
ua
Hom.
e | e | 250 | X3 | parpocictib Capuie,hard | 125 mg | £ 2100 20182 | . 423,822.00 | m.
ua '
Hom.
cn | 1 | 251 | KBS | Ogimertinib fimeconted | 80 mg | wonicp. | 2800 389.15 | am. 1,089,620.00 | ..
ua
o | % | 257 KR Brigatinib Filh coated | 30 mg | redui6p. 280 60.68 | 8. 16,990.40 | ne.
ua
Howm, .
con | 30 | 258 | LOINE4 Brigatinib Fiocated | 90 mg | monisp. | 280 182.06 | . 50,976.80 | B,
ua
Hon: -
con | ¥ | 259 | LUIXE4 Brigatinib Fitm costed | 180 mg | wan16p 280 368.00 | . 103,040.00 | .
na

powder for

concentratefcon
i | 3 | 260 | X Topotecan contratefor | 4mg | dntép 50 4875 | as. 243750 | am.
ua solution for

infusion
Hom. LOIXXI concentrate for 20
egom | N | 261 9 Irinotecan solution for mg/ml- | dn.16p. 1200 1520 | aB. 18,240.00 | 7B..
[icy injection

5 ml

Houm.
e,zz:u » | 267 Lﬁlé(Xtt Olaparib capsule, hard 50 mg karc. 16p. HHHH 19.13 an. 308,528.64 | ane.
ua
Hom, Diclofenac 75 mg; )
s | 26 | 275 | MUABS | COrpnenadrine | *Utfonfor | osoml | ¢nice [ 500 9.54 | am. 4950.00 | nz.
na citrate 30 mg
Host, powder and
ewn | e | 278 Moolf " Parecoxib ::]'l::::.fgr 40mg | onlép 50 10.65 | . 532,50 | o,

na

injection




Hom.

10

eqann | e | 279 MMIABU Suxamethonium “:L';:f:ufr:” mg/ml - ammyna 4000 2.09 | s 8360.00 | ae.
uza
5 ml
Hom. concentrate for
a | 26 | 283 | MUPAY | Zoledronic acid toator | AMES | e 1000 1324 | =B 1324000 | am.
ua infusion ml
How, NO01BBO Solution for 3
amn | M | 293 ) Bupivacajne ‘;ﬂimm mg/ml- | ¢n16p. 1000 3.02 | . 3,020.00 | as.
ua
4 ml
o | 26 | 206 | NOIBBS Lidoeaingl/ wrethratgel | 125g | mealep | 8000 213 | am 17,040.00 | nm
ua ) 2 Chlohexidine g 2 B ' : ) m :
—_— NO1BBS I o 16 43 15.00
s Ny 297 3 Lidocaine 3.8% spray 38g dim. 1 6p. 500 7. NB. 3,715.0 JIB.
il NOZAAS Oxycodone, prolonged 10mg/3
eg.ll[f:u 1 3058 s Naloxone celease tablets mg Tabn. 18p. 1500 0.48 JB. 720.00 JIB.
i NOZAAS Oxycodone, prolonged 20mg/1
en;i:" | 306 5 Naloxone release tablets Omg Tabn.16p. 1000 0.96 | nB. 960,00 | nB.
How. NOZAAS Oxycodone, protonged 40mg/2
ﬂ::“ | 307 5 Naloxone release tablets Omg ra6a. 16p. 250 1.98 as. 495.00 | .
Hom.
com | 3 | 316 | NAXO Tramadol capsules 50mg | snc1ép | 1500 0.10 | as. 150.00 | s
ua
Host NO2AXS Tramadel/ fil ed 373
- A 1lm-coat
a:j;{:u w | 317 ) Paracetamol tablet mg/ 325 | mdnldp. 5000 0.08 | as. 400,00 | nB.
mg
10
Hom, i mg/ ml -
s | 3 | 319 NOZBED | paracetamol o 10? ml- | Goen | 8000 093 | am. 742400 | .
glass
bottle
Hom.
camn | 326 NDS]B A0 Diazepam tablet 5mg Tag:‘ ! 6000 0.18 | ae. 1080.00 | as.
ua :
Hom. RO3ACO nebuliser >
ewnn | Je | 333 2 Salbutamol colution mg/ml - | on 16p. 120 7.85 | nm. 942.00 | Jm.
ua
20 ml
Solution f 10
How. VO3AFO . . | Betution for
e | % | 340 3 Calcium folinate | injectionfinfusi | mg/ml- | &n 16p. 6000 5.00 | nB. 30,000.00 | nm,
* on 10 ml
o VO3ABL Naloxon lution fi 0.4
3 a e solution for
et * | 341 5 Hydrochloride injection mlg/mll - ammyna 30 0.79 | as. 23.70 | nB..
m
Sodium 76% 20
Hom. amidotrizoate, solution for ©
eg::u N | 345 | vosAaa Meglumine injection ml ammyna 600 5.08 | a=. 3,048.00 | aB.
amidotrizoate
Hon powder for
o | 15 | 349 Ampicillinum mjz::':f,']f]j']:‘;:m 1g n. 16p. 500 2.04 | nm. 1,02000 | .
on
Hou Ceftaroline :)uc:‘::llsl: ?;: 600 d’ 16 20 92 97 1 8%9 40
v | e [ 350 fosamil injectionfinfusi mg n. 1 Op- ’ 1B, e A8,

na

on

10




Hom.

v | N 35] Oxytocin sol.for inj. 31U/ 1ml aMmyna 200 0.79 | AaB. 158.00 | Jme.
1a

Hom. hvl 3 02

emme [ N | 352 Methy e:gometrm sol.for inj. mg/ml- avmyna 200 0.78 | e, 156.00 | as.
" Iml

Hom B . il powder for 1 000
o enzylpenicilinu solution for

eﬂ:;h x| 355 m kalicum injection/infusi 000 U b 1 Gp. 500 222 | as 1,11000 | as.

on

Hom.

emme | N | 362 Acetone liquid 11 ByTunka 4 6.65 | am. 26.60 | nB.
ua

. . solution 0

camn |} | 363 Ammonia concentrate 25% 11 | oyruma 6 4.80 | nB. 28.80 | am.
oa

Hoar,

cmen | N | 369 Todine crystal powder 10g onm. 50 3.00 | ne. 150.00 | as.
ua

Hom,

eamn | N | 371 Potassium iodide | crystal powder 10g om. 30 333 | as. 166.50 | ns.
ua

Hom.

epom | N [ 373 Sodium bromide powder kg k. 3 3820 | ae. 114.60 | nB.
ua

Hom. B

exaw | N1 377 Hox Gensnn liquid 11 GyTunka 20 10.00 | am. 20000 { ne.
ua

. Bucokoxanopuun )
ohe. ) A EHTepAIHA

e N | 384 iy e sol keal/ml, ml 5000 3.68 | as. 18,400.00 | ne.

BuT. D 10 meg/ ml 200 ml
Eutepanna xpana
¢
Howm,
s | 3z | 385 e ety sol 200 ml ml 3000 380 [ s 11,400.00 | .
pubeno macao 1
p

Hem. JAuernuna

eum | Ne [ 386 EeHTEPATHA XpaHa powder 300g 2 100 1998 | aB. 1,998.00 | ns.
oa Ha “pax

g . EuTepanna xpana 500 ml/

E,:l;'l:ﬂ K| 387 R - sol i m] 100 5.94 JB. 594.00 JIB,

(2). Enunmanute uenure Ha CTOKHUTE, npeamer Ha HacTosIMs JOTOBOP Ca ChITIACHO KJIacHpaHara

odepra na H3IIBJHUTEJL u BroYBaT BCHYKH Pasxoi A0 MACTOTO HA H3ThIHEHHE — TPAHCHOPTHH

pa3xonu, 3aCTpaxoBKH, HAHBITHU, TAKCH H JIPYTH.

INOCOYCHUTE B oq)epTaTa MYy, BaJIHOHH 34 LEJTHA CPOK Ha U3H'bJIHEHHUE HA AOrosopa.

Y. 18. H3ITBJIHUTEJISAT rapanTipa UsibIHEHHETO Ha HACTOANIHEA JOrOBOP MO LEHH ChoGPasHO

Y. 19. (1). UsMmeHenve Ha JOTOBOPEHHTE LIEHH Ce JIOMYCKA CAMO HA OCHOBAHHSTA, MPEIRUAEHH B 9JI.

116 ot 30Il, npunoxumara OTHOCHO TpeIMeTa Ha MOPbYKATA HOPMAaTHBHA (asa W 3a JeKapcTBEHUTE




mpoAykTH, 3a kouTo H30K e moroBopuna c npuTekaTeNuTe Ha paspelleHHsTa 3a ynoTpedba WM ¢ TeXHH
YITBJIHOMOILEHH NPEACTABUTENH OTCTBIIKH OT CTOHHOCTTA HM.

(2). B cnyuaii, 4e B cpoka Ha AeHCTBME Ha JOTOBOPA JIbPIKABHO PETYIHPAHATA LEHA HA HAKOH OT
nexapeTeenute npoaykru ot Ilpunoxenne Ne 2 Ha [1JIC craHe no-HucKka oT goroBopeHata, M3mbaHHTeNAT
€ AJBKCH CBOCBPECMEHHO Ja IIPOMEHH LIEHATd, HA KOATO JOCTABA CHOTBETHHTE NEKAPCTBEHH MPOJYKTH, B
CBOTBETCTBHE ¢ onpeziesieHaTa nera B [1JIC, cunTano oT AaTaTa Ha BAM3aHE B CKJIA HA KOHKPETHOTO PEIIIEHHE
Ha HaumnoHanHWA CHBET M0 HEHU U peHHOYpCcHpaHe Ha JIEKapcTRCHU NPOAYKTH 3a NpoMsHaTa. B ciiyuaii, ue
H3ITBJIHUTEIIAT ne yrenomu Bb3JIOKHTEJISA nucMeHo B 5-1HEREH CPOK 32 MPOMAHATA H HE IPOMEHH
uenata, Bb3JICKHUTEIAT me sannala nekapcTBeHHTe MPOIYKTH MO MpOMEHEHATa I[eHa, CYHTAHO OT
JaTaTa Ha ChOTBeTHATa npomsna na ITJIC.

(3) B cnydaii ue mo peda, nocodeH B ajl. 2, ce CJIIYYHM NPOMSHA HA UEHHTE CbC 3a7Ha faTa, KaTo
MEXKIYBPEMEHHO € M3BbpIIEHA JIOCTABKA MO AOTOBOpa, UHATO CTOMHOCT € (pakTypHpaHa 1o crapuTe
uenu, H3ANBJIHUTEJIAT caeasa na u3Bbpmn HeoOXoauMuTe TeHCTBHS 3a HAMANABAHETO Ha IICHATA IO
nu3ganeHara seue Qakxrypa.

(4} 3a mpoaykTuTe, uMATO pedepenrtna crokinoct, onpexenena & [punoxenne Ne 2 ma I1JIC, e no -
BUCOKA OT cTOHHOCTTA, koaTo HIOK 3annamua, 10cTaBKaTa ¢¢ HARBPIIRA 10 HEHM, HE 10 -BHCOKH OT TE3H
Ha H30K.

(5) OdepupaHuTe €IMHUYHH LIEHH Ha JIEKApCTBEHMTE MPOAYKTH ca (DMKCHPAHM W He IMOJUIeKAaT Ha
IPOMSHA 3a CpoKa Ha HOeficTBHe Ha poropopa. [1o u3KmoUYeHHe JOTOBOPEHHTE LIeHH 0 AOT0EOPA MOXKE 1
e M3MEHAT BbB Bpb3Ka c NpoMeHd B Hapenbata 3a ycnoBusATa, MpaBunata K peja 3a peryiivpaHe H
perdcTpupaHe Ha LEHHTE Ha NexkapcTBeHuTe poaykTy ot 30.04.2013 r. v npy w3MeHeHHe Ha HapeaGa Ne
10 or 2009 r. 3a ycioBHATa, peda, MEXaHH3Ma H KpHTepuute 3a 3annawmane ot H30K Ha nexapcTBenun
MPOTYKTH, MEIHLIMHCKH H3AEIUA U HA JUECTHYHK XPAHH 3a CHELHAIHA MEIHIMHCKH UEH, JOTOBapAHE Ha
OTCTBIKM M NPWNArade Ha MeXaHW3MH, TaPAHTHPAIH TPEABMAMMOCT W YCTOHUHBOCT Ha OIOMKETa Ha
H30K., B tosu cryyaii, B3JIOHWTEAT me zannama CTOKHWTE Ha mo-HHCKaTa JieHa, CUMTAHG OF
JaTaTa Ha BIM3aHC B CHNa HA KOHKPETHOTO H3MCHEHHE, B T.4. M 23 HAJIWYHH JOCTABKH KbM Ta3H JaTa.

Yn. 20. Ilnamannara ga gocrasenure CTOKHM ce uspnpimear 4ypes OaHKOB MpeBOJ MO ClegHATa
GankoBa cMeTka Ha U3IIBJIHUTEJIA:

bankora cmetka Ha W3ITHJIHUTEJLA:

BG91UNCR96601030899522

BIC UNCRBGSF

YuuKpenur Bynbanx AJT (2) Ilnamanero ce W3Bbpmea B cpok no 60 (mectmeceT) AHM, caej

NMpeaaBaHeTO HA CTOKHUTE K NIPCACTABANC Ha CJICAHHTC NOKYMCHTH.




a) Opurunanua daktypa, wzgagena or U3IThJIHUTEJISI, nognucana u oobpeHa 0T YIILIHOMOIIEH
npeactasures Ha Bb3JIOKHUTEJISA. Bre daxryparta ce nocousa HoMep U JaTa Ha AOTOBOpA;

6) [lpuemo — npeaBaTeaeH MPOTOKOIL.

V. CPOK HA JOI'OBOFPA

Y. 21. HacTosiuusaT Jlorosop ni3a B CHJIA OT JATATa HA HOAMHCEAHETO MY OT CTPAHHTE H C€ CKIIOYBA

3a cpok ot 12 (nBaHageceT) Mecela.

VL IIPEKPATABAHE HA JOTI'OBOPA

Ya. 22, (1) JloropophbT c¢ NPEKpaTsaBa ¢ U3ITHYAHE HA JOTOBOPEHHS CPOK B Wi. 21 OT Hero MM npu
JIOCTHraHe Ha MPOTHO3HATAa MY CTOMHROCT WK JOCTAaBAHE HAa KOJMYECTBATA, TIOCOYESHH B 4. 17, an. 1 ot Hero.
(2) loroBopbT Mo3Ke f1a ce MPeKpaTH TPSACPOUHO B CIIEHHTE CIIydaH:
1. C eauoctpanno, 15-1HeBHO mucMero yeemomienue, ornpageno or Bh3JIOXKHNUTEJISA, npu cHcTeMHO
HeusnbiaHeHHe OT ¢Tpana Ha M3IITbJIHHUTEJIA Ha 3a0bKeHHATa MY [0 TO3M JOroBop 0Oes
Bb3JTOKHUTEJJNAT na nemky HeyCTORKYH H/HIR 00e31eTe .
2. Tlo B3aMMHO chpriacHe Ha CTPAHHTE, H3Pa3cHO B MHCMeHa dopMa.
3. B cy4aii, ye B3 OCHOBA Ha BIA3DB1 B cHTa anMuHEUCTpaTiBed axt Ha W3ITHJIHUTEJIS My Objte OTHETO
NPaBOTO Aa W3BLPLIBA JOrOBOPEHATa AeiHOCT.
4. Tlpu mpeKpaTABaHC HA IOPHAHYECKOTO JIMUE WIH OTKPWBAHE HA TPOM3BOACTEO IO NHKBMAALMA Ha

H3IIbJIHUTEJIA.
5. C ornpaesane Ha 30 - qHeBHO nucMeHo npeaussectie oT BB3JIOXKHUTEJIS no H3ITBJIHUTEJIA, Ges

BB3JNOKHTEJIAT na 1b/KkH HeYCTOHKM W/HIH 0be3meTe s, H 6e3 HeoGXx00MMOCT OT NOMbIHHTETHH
OCHOBAHHS,

6. Engnoctpanno, 6e3 npenuzrectre, oT BB3JIOKWUTES, npu ycnosusTta wa un. 118 or 3akona 3a
00IIeCTBEHUTE TOPBHYKH.

Y. 23. B cayuaii na npekparaBade Ha foroeopa no npeaxoadara an. 2, T. 1, Bb3JIOKHATEAAT uma
[paBoOTO A4 MOJY4H YIOBOpPEHaTa B W 33 oT TO3H AOTOBOP HEYCTOKa, KAKTO W J1a 38IbPKH TapaHIMATa 38
H3I'BITHEHHE HA JOTOBOPA B ITbIEH pasMep.

Y. 24, IIpn nacTeriBaHe HAa HIKOM OT 0OCcTOATENCTBATA 1O Wwi. 22, an. 2, 1. 3u 1. 4, U[IBbJIHUTEIAT
e JurkkeH HezabaBHO 1a yeegoMu BB3JIOKNATEJISL

Y. 25. (1) lpu vewznbnHenwe Ha zapboxende Ha U3TTHJIHHTEJIA 3a noctaBka Ha 3agBeHUTE

CTOKH, BKTIOUHTEIHO OTKA3H, 320aBEHO MM HETOYHO M3IThJIHEHHE MIOBCUE OT TPM IILTH 3a €IHA H ChIA




HOoMeHKNaTypHa enunnia, Bb3JTOKHUTEIAT uMa npaeo ga Pa3Bajli eHOCTPaHHO H 0e3 npeusBecTHe
TO3H ZOroBOp, KakTo M Aa 3albpiKu npenocraseHata or M3ITBJIHWUTEIS rapafHuis 3a H3NBJAHEHHS B
ObJEH pa3zMep.

(2) BB3JIOJKHTEJSAT uma npaso na pasBajli 4acTHYHO HOroBOpa, 33 OTAENHH HOMEHK/IATYpHH
CHHHMIM, TIDH yCTIOBUATA, TIOCOMEHH IIO-rope B al. 1, KaTo B OCTAHANATA YacT ce 3amaspa BaJIUAHOCTTA Ha
aorosopa. B To3u cnywadi, BB3JNOKHTEIST 3albpiKa YacT OT TapaHUMATa Ha H3MBJIHEHHE,
CLOTBETCTRAINZ B NMPOTIOPLHA HA CTORHOCTTa Ha HOMEHKJIATYPHATA €HHHLA.

Y. 26. B cnyuaif, ve Municreperso na 3NpaBeOTA3BAHETO CKIIOYH PAMKOBH CrIOpa3yMeHns ¢ W3bpanu
USHBIRKTCIN, Cie[] NPOBENCHA MpPOLEAypa 32 LEHTPaIM3MpaHa IOCTaBKAa HA JEKAPCTBEHU TIPOAYKTH,
Bestoxutenst uma npaso ga mpexpatu AOrOBOpa WJIH HErOBOTO M3MBLJIHEHHE MO €OHA MM LOBeue
HOMEHIKJIATYPHH €/IHHMIKM OT 060cobeHa MO3UIMA — eTHOCTPAHHO, ¢ 15 (neTHazeceT) mHEBHO MHCMEHO
npeausBecTHe, 0e3 Aa OBJDKH HEYCTOHKM H/uiH o0e3lIeTeHHE 3a TOBA, KAKTO H 6e3 aa e HeoOxoauMa

JoObJAHUTETHA 0O0CHORKA 34 IMMPEKPATABAHETC HA TOBA OCHOBAHHUE.

VIL TAPAHITHM 3A M3O'HJIHEHHUE HA JAOT'OBOPA. PEKJIAMAIINH.

Ya. 27. A3 BJIHUATEJISIT rapanTHpa roaroctra Ha focraeennte CTOKH chobpaszHo nanckpanusTa
Ha JefiCTBAOTO 3aKOHO/ATE/ICTBO W HACTOSIIHA JOroBOp.

. 28. BB3JIOXHTEJAT upes M@TepHa;THO-0TTOBOPHOTO CH JIMLE MOKE JIa OTKAXKE MOJyYaBaHe
Ha CTOKHWTE unu vacT oT TAX, NPH HATMYMETO Ha e/1Ha WK NOBEYe OT CICIHHTC XHITOTE3H: YCTAHOBEHU
JHMICH, HapyIieHa UIOCT HA ONAKOBKMTE, JIHICA HA MPHAPYIKABAINH CepTHUKATH 33 KayecTmo,
HECHOTBETCTBHA C IIMCMEHATA 3asBKa, JIMIICA HA paspemieHue Ha W3IThIIHUTETHUS JUpexTop Ha ,,.YCBAJIO*
EAJI, npu goctapka Ha JieKapcTBeH NPOAYKT ¢ OCTaTbueH CPOK Ha IOJTHOCT MO-MAaIbK OT MOCOYESHHS B U,
7,an. 1 uim an. 2 0T TO3u AOTOBOP, APYIH ABHU HECHOTBETCTRHA ¢ KNay3HTe Ha HACTOSAIIHA TOTOBOP.

. 29. Bh3JIOKHMTEJNAT moixe aa npensesra pernamaiu npen M3IMTbJIHATEJLS 3a:

- ABHM HCNOCTATHIH — B TPHIHEBEH CPOK OT MOJTy4aBaHe Ha CTOKHTE, a 3a KOJIMYECTEA, MMO-MAJIKO OT
3a7BCHHTE 33 IOCTABKA, BEIHATA TIPH NOTY4aBAHETO,
- 38 CKPHTH HEJIOCTATBLM - IIPE3 1E/IMsl CPOK Ha FORHOCT hia roctasennte CTOKU, Bh3 0cHOBA Ha IIPOTOKOL,
U31a/IEH OT OTOPU3HPAH TbKABEH OpPraH.

Y. 30. BB3JAOKHATEISIT yseaomsiea M3IMBJAHUTEJIS nucmeno, no thakc unm e-mail, nocouenn
B 1L 38, a. 3 OT 10roBopa 3a HATHYMETO Ha nedextn B nocrarenute CTOKH Begnara ciien KOHCTaTHPaHeTo

WM. B peiaMaIiiaATa ce [I0COoYERa 3a4BJDKHTCIIHO THCMEHATa 3ajBKa, gaTara Ha AocTaBKaTa, pecr.




npoTokoua, Buaa Ha CTOKUTE, ocHoBamueTo 3a PEKnaManuATa i KOHKPETHOTO HCKAHE 38 OTCTpaHsSBaHe
Ha JedekTure.

Y, 31. Tlpu peknaMauus 3a sBHY HECLOTBETCTBHSA H/UITH OTKIOHEHHS H3ITbJTHUTEJIAT ¢ pnbxen
B TPUAHEBEH CPOK OT NOMYYaBAHE HA PEKNAMALMATA 33 CBOSI CMETKA H PHCK /ia 3aMEHW/IOCTABH
AOTOBOPEHHTE CTOKH.

Hn. 32. Tlpu pexnamarmm 3a cKpUTH HepocTaTed, UBITBJIHUTEIIAT e anbieH B eIHOCEAMITYEH
CPOK OT [IOTy4aBaHETO HA PCKJIaMAalTHATA 3a CBOS CMETKA M PHCK Ja 3aMEHM CTOKUTe Ge3 HeoOX0aUMOTO
Ka4eCTBO MNW Aa BbpHE [I0Ty4eHaTa neHa 3a CTOKHTE, 3a kouro ca HanpaseHM peKilaMalii|, KaTo 3araTH
#a Bh3JIOKHUTEAA noropopenara HeycTolika mo wi. 34 oT To3H Aoroeop. IlparoTo Ha npeanounTane
MEAKY TocodgeHuTe T0-rope BR3MOXHOCTH ¢ Ha BB3JIOKHUTEA, ¢ orneq na KOHKpETHaTa My

HEOOXOAHMOCT OT Ta3H AOCTABKA.

VIIL. OTTOBOPHOCT IIPH HEM3O'bJIHEHHE. CAHKIIMMY 1 HEYCTOHKH

Y 33. B cayuait, ve U3TBJIHUTEJST He nocrapu CTOKMHTE, npenmer Ha choTBeTHATA 3asABKa,
B JOrOBOPCHUTE CPOKOBE, ChIMAT T10kH Ha Bh3JIOKHUTEIS HEyCToHKa B pasmep Ha 0,7 % (nyna usno
H CElleM MPOLEHTA) Ha JIEH, HO He oBeye oT 20 % (neameceT IIPOLIEHTA) OT CTOHHOCTTA Ha HEM3IIBLIHEHHETO, .

"o, 34. Korato npy namuuue Ha pekiamawus M3IMTBJIHATEIISNAT ne U3ITBJINY 3a4bIKEHHATA CH NG
HPEAXOHUA pa3es OT HACTOAIMMS JOTOBOP HIIM HE TH M3MBITHY B ykasaHHi My ot BL3JIOXKUTEIIS CPOK,
ChlupAT 1b/okM Ha Bb3JIOKHUTEJIA neycroifika B pasmep Ha 3 % (TPY NpOLEHTa) OT LeHaTa Ha
CTOKMTE, 3a KOHTO ¢a HalpaBeHH pexiaMauuuTe.

. 35. [pu HeM3NBIHEHHE Ha 32TBLIDKEHAATA CH 34 IIATIAHE HA aocrapenute CTOKH B yrosopennte
cpokose, Bb3JIOKHTENAT auku Heycroiika B pasmep Ha 0,05 % BBpXy cToHHOCTTA Ha 3a6aBEeHOTO
TIIallAHe 38 BCCKM IEH TIPOCPOHHE, HO He TOBEYe OT 1 % oT cTO#HOCTTa Ha 3a0aBEHOTO NyTallaHe.

Hia. 36, BB3JIOKHTEJIAT uma NpaBO 1a yAbpXa OOTOBOPCHHTE HEYCTOMKM W OTCTBIKH OT
npenctasedara ot H3ITbJTHUTEJISA rapanuus 3a 1o6po u3mrsineHye.

Ya, 37. Usnnaniaiero Ha HEYCTOHKM U IIPHXBANIAHETO MM OT rapaHiMaTa 3a JoOpO U3MbIHEHHE He
JnINaBa W3NpaBHaTa CTpana rno AOrosopa OT IPaBOTO Ja ThpcH obe3lleTeHHe 3a NOPETBPIICHH Bpelu U

NPOMYCHATH MON3H HAJl YTOBOPEHUTE PasMepH, Ha o0L0 OCHOBaHME.

IX. IPYT'U YCJIOBHSI




Yo, 38. (1). Benuku cnobimenus MEXIy CTpaHHUTE, CRLP3aHH C H3NEIHEHHETO HA TO3H JTOTOBOP ca
Ba/MIRH, aKO Ca HANpaBeHH B NMHCMEHA (GOpMa, NMOAMMCAHH OT YOBbITHOMOIIEHHTE NPEACTABUTENH Ha
BB3JIOKUTEISA u U3MBJIHUATEJISL.

{2).3a mata Ha chOBLIEHHETO Ce CMATA:
- AaTaTa Ha Mpe/laBaHeTOo - NPH PLYHO MpeaBaHe Ha ChOGIIEHHETO;
- AlaTata Ha IOIMEHCKOTO KIleiiMo Ha obpaTHaTa pasnucka — npy U3BIIpaNIane no molyara;
- aTaTa Ha NPHEMAHETO — MIPH U3NIpalaHe Mo (aKe Hilk e-mail.

(3). Anpecute U KoOpMHATHTE Ha CTPaHHTE ca, KaKTO CJIe/Ba;

3a BB3JIOKUTEJISA;

AJipec 32 KOpeCTIOHICHIUA I'p. Codms 1756, yn. TInorauecko none Ne 6,
Dakc: +359 2 87 06 321

umel: rstoilova@sbaloncology.bg

TeaehoH 3a Bpb3ka: 02/807 62 91

3a H3N'BbJIHUTEJIAL:
AJIpec 3a KOPECTIOHICHUKA: T. Codus, yn. ,,OxonoBpueren nur" Ne199A
Hmetin: info.tenders@phoenixpharma.bg
Tenedon 3a epr3ka: 02 9658 145,
(4). YOBITHOMOILEHATE NpeICTABUTETH Ha CTPAHUTE 0O M3IILJIHEHHETO Ha TO3M JIOTOBOp ca:

3a Bb3JIOKHTEJS Peun Cromitora - ynpasutes GONHKYHA anTeka
3a IBI'BJITHUTEJIS Jlanuena Hukonosa.

", 39. AKo HAKOA OT CTPAHHTE IPOMEHHM MOCOUEHUTE II0-rOpe aapecH M KOOPAUHATH, Ge3 Aa YBEOMH
ApYTata CTpana, IocnesHaTa He OTrOBaps 3a HerNoly4eHa KOPECTIOHMEHLHS Wiy YBENOMIIEHHS W/WiTH

Ccho0IIEeHus.

Y. 40. Beska ot cTpannTe no To3u 7IOTOBOp CE 3aibkaBa a He pasnpocTpaHsaBa undopManys 3a

Adpyrara cTpaHa, cTaHana i H3BeCcTHa TIPH MM TIO IIOBOJT M3ITBJIHEHHETO HA JOoroeopa,




Un. 41. Beexn cniop otnocHo CBUIECTBYBAHETO M NEHCTBHETO HA HACTOANHSA JOTOBOP, BKIFOUHTETHO

CITOPOBETE H Pa3sHOrIACHATA OTHOCHO L[eﬁCTBHTCJIHOCTI‘a, TBIKYBAHETO, HU3IILIHEHHUETO, HEH3IMMBJIHEHHETO

I [IPEKPATABAHETO My, L€ C& YPENAAT OT CTPAHMTE 11O CHOPA3YMCHHE.

Y. 42. Ipw HenocTHrate Ha COpa3yMeHHe, BeAKa OT CTpaHHTE MOKE ZIa OTHECE CIOPA 3a pasIieKiane

H peliaBan¢ OT KOMIIETEHTHHAA 6'leFapCKH ChH.

Ya. 43. HumoxHOCTTa Ha HHMKOS Kllay3a OT HacTOALHA JOTOROpP, aKO OBJe OGSBCHA OT Chaa 3a

TPOTHBOPE™aliia Ha 3aKoHa, HiMa a2 HAIlpaBH HeBaIMIHA ApYra HEroBa Kiaysa UM JOTOBOPA KaTo Lo,

Ya. 44. Tlpn npeobpasysane nva WIIIBJIHUTEJLS 5 ChOTBETCTRHC ChC 3aKOHOAATC/ICTBOTO Ha
APPKABATA, B KOATO € ycraHoeH, BB3JIOKHUTENAT cimousa A0MbTHHTENHO CHopasyMeHHe 3a
H3MEHEHHE Ha 10r0BOpA 33 OGIIECTBEHA NOPBYKA C TIPABOTIPHEMHHUK. JloroBOp 32 M3MEHEHHE Ha JOroROpa

3a 0BIIeCTBEHA MOPHYUKA Ce CKIIOYBA ¢ [IpABONPUEMHHKKA NIPH YCioBHATA HAa . 116, an. 1, T. 5 ot 3011

Y. 45. BB3JOKHTEIAT cu 3anasea NPaBOTO, NIPH HEOOXOAMMOCT OT NPOABIUKABAHE Ha
AOCTAaBKHTC, 1a YABLOKH CPOKA HA CKIIOYEHHS AOTOBOD 33 W3NLJIHEHHE Ha nopbuKata, YcnoBusTa, npu
KOMTO BIIM3a B CHJIA Ta3H KJI12Y34 Ca CACIHHTE:

1. BB3JTOKHATEIAT ¢ oTupapsise ua Rb3TAraTeNHO THCMO no H3ITbJIHUTEJS Bhanara
M3ITBJIHCHUETO HA IIOPLYKATA 32 JIOIBIHHTENEH CPOK;

2. CpoxebT Ha ToroBopa MOXKeE 112 6bae YABIDKEH 10 3 Mecena;

3. YaBmKaBaHeTo HA CPOKA € BHIMONCHO TpEM H3THANE HA CPOKA Ha JICHCTBHE HA JOTOBOPA 1

Npy HATHYHETO HA KOJIH4eCTBa, He3asABeHU, ¢hriuacHo Wi, 17 oT TO3H JOTOBOP.

L. 46. B ciyuaii Ha BpeMeRHM 3aTpyRHENMS Ha NOCTABKUTE NOpajiu MPOU3BOJACTBEHH, JOCTARHH HJIH
ApYTH HELIPEABHIIMMH 0OCTOATENCTBA, 110 LENEChOOPAsHOCT MOKE na ce H3BBPINK BPEMCHHA 3aMSHA HA
Hanena CTOKA c mpyra cee comus ATC xon, Ha nena paBHA MK MTO-HUCKA OT LEHATa HA 3aMeleHaTa
CTOKA. B Te3u cyuau, U3 bJIHUTEAT NpeAcTaBs YBeJLOMHTENHO MHCMO 3a HACTBIIMIOTO BpeMEHHO
08CTOATENCTRO, CHIPOBOACHO € MOAXOASTIH ACKYMEHTH, KakTo u ¢ Paspewtenne 3a ynmotpea B Penybnuka

bbnrapus u Kpatka xapakrepucrika Ha 3amensuara CTOKA cne ¢bima ATC kon




1. 47. 3a Bewukn Heypenenu BLIPOCH U [IPa3HOTH BB BPB3IKA C U3ITLIHEHHETO NpeKpaTaBpaHeTo Ha
AOTOBODA, ce Npuiarar pasnopeabure ua 3akowa 3a obiliecTBeHATE TTOPBYKH 1 OTHOCHUMOTO GhIrapcko

3aKOHOAATEICTRO.

Hepasznenna uact or HacToaums JOTOBOp ca:
Hpunoscerue No 1 — TexHnuecka CIeLH(pHKALMS Ha BB3TOXKUTEIS
Hpunoscenue M 2 — Texunuecko tipernoxense Ha U3ITbJTHUTEJIS 22 uantinenue HA NOpPBLYKATA
B CbOTBETCTBHE ¢ TexHu4eckara cnenupukarms u H3HCKBAHUATA HA Bb3/IOXKHATEIA,

Hpunoscenue Mo 3 - Hewoo mpennoxenue ua H3OBJTHATE TS,

HpH cueTarsnero na HACTOSIINHA 10TOBOP Ce NPEACTABHXA CIETHNTe AOKYMEHTH:
- lokymenTtH o un. 112 ot 3011, u3xagenn oT KOMnETeHTHHTE Oprafu,

- FapaHuHﬂ 34 H3MBJIHEHKE HA AOTOBOpaA.

Hacmoswunm dozoeop ce nodnuca ¢ mpu ednoobpazuu exzemnnapa —dea 3a BH3J1 OKHTEJA u edun

sa HIITBJTHHTEIA, ecexu edun CBC LHllig @ UM,

H3IbJIRHTEL:

AECHCJIABA XPI/ICTOE)A A
] KPACHMHUP HHRO!J%
»YCBAJIO” EAJT £ b IHOMOUTHHUIY

HumuTtpuna Xpucrosa:

(enasen cuemosodumeny”

Cweracysan:

Teodopa Tpughonoea-Hasidenoea,.
HOpuckoncyam, omden , HOIT
ILlemvp Tones.......

Punancog xoump.

Hszomeun: (

Pocuya Xpucmosc

Hronomucm, omo
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