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Huec, \l ......... L\QZ,\, r., B rp. Crapa 3aropa, MexIy:

1. ,VMBAJI Ipo¢. I-p Crosin Kupkosuy” AJl, che cenanume u aapec: rp. Crapa
3aropa, yu. ,,l'enepan Croneros”, Ne 2, BIMCAHO B THPTOBCKHs PErHCThp Ha AreHnusTa 10
prmcpanuaTa, EUMK: 123535874, mpexcrasimssano ot Ilpod. a-p Mosuo Mosue, aM. —
M3IBIHATEICH JUPEKTOp, HApU4YaHO mHo-HaTaTbk B Jlorosopa BB3JOXHUTEJL, or exna
CTpaHa,

H

2. “ B. Bpayn Meaukaa” EOO/, rp. Codus, m.x. 1592, Oyi1. « Xpucrodop Komym6 Ne
64, Crpama A2, opuc 111, BuucaHo B THPrOBCKHs PETHCTBP HAa ATCHIHMATA 110 BIMCBAHMSATA,
EMK: 175016820, npeacrasmssano ot Xoper Xaiiun I1lioep-ynpasuten u Ilersp Iiseranon
ACEHOB-IIPOKYPHCT, HapudaHo mo-Haratsk B gorosopa U3II'BJIHUTEIL, ot npyra cTpana,

Ha ocrosanue wi. 112, an. 1 ot 3axoHa 3a ob6mectsenute nopbuku (3011) v B U3mbIHEHHE
na Permenne Ne PJI-10-774 ot 09.09.2020r. Ha Msnsiautensus aupekrop Ha YMBAJIL “IIpod.
JI-p Crostm Kupkosua” AJ] 3a onpejie/isHe Ha U3MBJIHATEN Ha O0MIECTBEHA MOPHYKA C MPEAMET:

,JJoCTaBKa Ha JIEKAPCTBEHH MPOIYKTH U XPAHUTEHU J00aBKH M HA JIEKApCTBEHH MPOJYKTH 32
JeYeHHe HA XEMATOJOrMYHM 3a00JIsBaHHS M Ha TNAMeHTH ¢ TepMHHaiHa ObOpeyHa
HEJOCTATHPUHOCT Ha XeMoauaamsa 3a aeinoctra Ha YMBAJI “Ilpod. a-p Crosn Kupkosud”
AJ1”, ce CKJIFOYM HACTOSIIKST JJOTOBOP, KaTO CTPAHUTE CE CIIOPa3yMsXa 3a CJIETHOTO:

I. MIPEJMET HA 10I'OBOPA

1. VI3BIHETENST ce 3abKaBa Ja J0CTaBs Ha Bb3JoyKuTeNs IeKapCTBEHN POYKTH U /WK
XpaHUTEJIHH J10BaOKH, HApHUYAHH [10-HATATHK 3@ KPATKOCT “CTOKH/CTOKHTE”, 10 HAUMEHOBAHUS,
JleKapcTBEeHH (JOPMHU M AKTHBHO BEIIECTBO B OKOHYATEIHH OIAKOBKH, IIPOIHO3HH KOJIMYECTRA,
IIeHH, TpUTeXarend Ha paspemeHus 3a ymorpeba u ATC KoOZA, IOCOYEHH B TEXHUYECKA
cnenuduxanus - Ilpwnoxenne Ne 1, HepasjenHa d9acT OT HACTOSAIIMSA JIOrOBOP, CIICA
npejBapuTesIHa IHCMEHA 3asBKa.

II. CPOK HA JOI'OBOPA

2.1. HacTosImusT 10roBop ce CKII0UBA 3a CPOK OT 24 (JIBaJIeCeT M YETUPH) Mecela, CIUTaHO OT
JaTaTa Ha CK/TI0YBaHE Ha J0roBOpa Wi 10 (uHaIM3upaHe Ha oOsBeHarta 0T MUHHCTEPCTBO Ha
3/paBeoNa3BaHeTo IpOIeAypa 3a JOCTaBKM HA JIEKAPCTBEHM INPOAYKTH M CKIIOYBAHE Ha
PaMKOBH CIIOpa3yMEHHUs C ONPEEICHUTE 32 U3IIBIHUTEIHN YYaCTHULH.

I11. IEHU ¥ OBIIIA CTOMHOCT HA JOCTABKHUTE I10 IO OBOPA

3.1. llenara Ha JeKapCTBEHHTE MPOIYKTH 3a BCSKA HOMEHKIATypa /00ocobeHa mosuuus/ e
npe/okeHaTa oT Vi3mbiHuTens 1eHa B odeprara My - B JseBa, Oe3 JUIC, u Bkmousa B
pa3sxo/M 3a M3IbIHEHHE Ha IMOPBUKATa JO CKiIaja Ha OONHMYHATA amTeKa Ha W3 T el
[{eHaTa 3a BCeKH JIeKapcTBEH MPOAYKT e Brucana B ITpunoxkenne Ne 1 kbM HaCTOﬂmmi JIOroBOpP, ‘
3.2. llenara Ha BCEKM JIEKApCTBEH MPOJAYKT ¢ (UKCHpaHa M HE MO/UIEKM Ha HPOMsAHA HmPpe3 -I\i N
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Iepruo/a Ha ICUCTBHE Ha JI0TOBOpa. B ciryyail, ye 1ieHaTa Ha HOMEHK/IATYpa CTaHe I10-HUCKA OT
[I0COYEHATa B HACTOSIIMS JIOTOBOP U NPUIIOKEHHUSITA KbM HETO, H3IIBIHUTENAT CE 3a1bJIXKaBa /1a
YBEJIOMH ITHCMEHO BB3JIOXKHUTEISI B CPOK 710 1Ba pabOTHH JHH OT PEIIEHHETO 3a MPOMSHA Ha
IpeieIHaTa IIeHa Ha JIEKapCTBEHHUS MPOIYKT.

3.3. Obmara nporHo3Ha CTOMHOCT Ha JOCTaBKATE 1O JoroBopa e 185 357,40 1., 6e3 JJJIC u
222 428, 88 nB. ¢ Bxmoueno JIJIC, Bnucana B IIpunoxxenne No 1 KbM HACTOSIIHMS JOTOBOP,
M3YKClIeHa Ha 0aszara Ha NPOTHO3HHTE KOJIMYECTBA JIEKAPCTBEHH IPOIYKTH, MOCOYECHH B
Texnnyeckara cnerupuxanus na Branoxurens — [Ipunoxenne No 2 KbM HaCTOSIIHS JOTOBOP
¥ €IMHUYHATa LIeHA 3a MspKara Ha JIEKAPCTBEHHMTE IPOJYKTH 3a BCsSIKAa HOMEHKIATYpa OT
ChOTBETHAaTa 000cOOEHA MO3UIIHS, TPEIOKEHA OT U3ITBIHUTES.

IV. YCJIOBUS 1 HAYUH HA IUIAIIIAHE

4.1. [Inamanusra M0 HACTOAIIMS JOTOBOP ca B OBJIrapcKy JieBa M Ce W3BBPIIBAT Ype3 OAHKOB
IPEBOJ OT CTpaHa Ha Bp3noxurens no cineqHaTa 6aHKOBA CMETKA HA M3ITBJIHUTENS

« YuuKpemur bynbank™ AJl- IBAN: IBAN: BG65UNCR96601033431108, BIC:

UNCRBGSEF.

4.2. [InamaneTo Ha CTOHHOCTTa Ha KOHKPETHATA JOCTAaBKa CTaBa C IUIATEXKHO HAPEKIAHE IO
OaHKOBaTa CMETKa Ha M3IIBIHHUTENS B CPOK /10 60 (LIECTIECET) JHHU ClIe/l ChOTBETHATA JIOCTABKA,
IIOAYYE€HA OT BB3AOKHUTEAS MaHBYHA (hakTypa M IpHEMO-TpeaaBaTeeH IIPOTOKON, H
IPEJICTABEHH JI0KA3aTeJICTBA /KOIHE OT IUIATeKHO HAapeXIaHe WM JPYro J0Ka3aTeJICTBO/, ue
U3IBIHATEIIAT € 3allIaTh/l Ha MOJU3IBIHUTENS 33 M3IBIHEHHTE OT HEro paboTH, KOUTO ca
IIpHETH 110 pesia Ha T. 10.3. 0T 1oroBopa. — 6 ciyuaume Ha non3eéane Ha NOOUINBIAHUME.

4.3. B cinyyaii Ha mpomsHa Ha GaHKOBaTra cMeTKa 1o T. 4.1, M3IBJIHHUTENAT ce 3aabDKaBa
CBOEBPEMEHHO ITHCMEHO /12 YBEJIOMH Bb3JIOXKHTEJIS.

4.4. B cnyuvaii, ye 1ieHaTa CTaHe MO-HHCKA OT JIOrOBOpEeHara, Bb3/ioKuTenaT 6e3ycIoBHO e
3aIiamia JIEKapcTBEHUTE NPOAYKTH Ha IMO-HHCKaTa IIeHa OT JaTraTa Ha BIM3aHe B CHJA Ha
KOHKPETHOTO pEIIECHHE, KAKTO U B CIIyJauTe Ha HAIIPABEHH 3asBKH KbM Ta3H JaTa.

V. CPOK 3A TOCTABSIHE

S.1. JlocTaBsiHETO HAa CTOKMTE, IIPEAMET HA HACTOSIIMS JAOTOBOP, C€ M3BBPIIBA B CPOK 10 24
Jaca Clie/l Iojly4aBaHe Ha MUCMEHa 3asdBKa OT Bb3noxutens u 10 6 yaca — NMpH CHEIIHA U
HEOTJIOKHH CIIy4daH.

5.2. Crokure, TpeIMET Ha TO3M JOrOBOP, C€ JOCTABST OT M3IIBIHHMTENS CJe[ II0JIydeHa
MHUCMEHA 3asBKa OT Bb3noxutens, B KOATO ca IIOCOYEHH HaWMEHOBaHHETO M (opmara Ha
JIEKapCTBEHUTE MPOJIYKTH, TIXHOTO KOJIMYECTBO, HOMEpPA M JlaTara Ha JOroBopa, 1o KOHTo ce
IpaBU ChOTBETHATA 3asBKa. BBB BCsKa 3asiBKa ce BIIMCBA MOpPEIEH HOMED U JaTa Ha 3asBsBaHe,
U C€ MMOJMKCBA OT OIIPEJIETIEHOTO OT BB3JIOKUTEIS JUTHKHOCTHA JIMIIE.

5.3. Ilucmenara 3asBKa ce H3Mpala oT OpeAesieHOTo 0T KymyBaubT JUIEKHOCTHO JIHIE, KATO
3a MOMEHT Ha IOJlyuyaBaHe Ha 3asBkara oT IIpojaBadya ce mpueMa 4achT Ha IOJYYEHOTO
IIOTBBPXKICHUE 32 II0JydaBaHe Ha ¢axca.

VI. MSAACTO HA TOCTABSIHE

6.1. Mscroro Ha J0cTaBsiHE HAa CTOKUTE IO TO3M JIOTOBOP € JI0 KPaeH IoJIydaTes - CKJIaja Ha
Oonnuynara antekara Ha ,,YMBAJI [Ipod. JI-p Crosr Kupkosuy™ AJ] rpan Crapa 3aropa, yi.
I 'erepan CroneToB™ Ne 2,
6.2. PuckpT oT ciydalHO NOTHMBaHE WM IOBPEXJaHE Ha CTOKHTE NPEMHHA,
Bb3noxurens oT MOMEHTa Ha TIPUEMAHETO UM Ha MSICTOTO Ha JOCTaBSHE. N

BanuueHo cveracHo wi. 2 om 337,
egve ap. ¢ ua. 36a, aa. 3 om 30IT

d3g ‘u’u‘\H\




VIIL. IATA HA JOCTABSIHE
7.1. 3a jaTa Ha JOCTABSIHE CE CUMTA JIaTaTa, Ha KOSATO CTOKHTE Ca NPUCTUIHAIM [P KpaHHUs
110JIy4aresi, ChIIIacHO IIPUEMO-TIPEIaBaTeIHUS IPOTOKOIL.

VIIL ITIPABA U 3AJIBJIKEHUSI HA U3ITBJIHUTEJIA

8.1. MBII'BJIHUTEJIAT ce 3aasmkaBa:
8.1.1. ;1a jocTaBs 3asBEHHTE IO BCSKA IMCMEHA 3asBKa JICKAPCTBEHH IIPOIYKTH W/WIHA
XPAHUTENHUI00ABKH B JOTOBOPEHHMs CPOK, CHOTBETHHM HA JIOTOBOPEHUTE HAWMCHOBAHHS M
dopma, mocouenu B [Ipunoxenne Ne 1;

8.1.2. ipu nouckBaHe OT BB3y0xkuTeNs Ja npesae CTOKUTE, IPUAPYKEHH ChC cepTuduKar 3a
0cBO0OO/1aBaHe Ha ChOTBETHATA NIAPTH/IA;

8.1.3. 1a mpe/ajie CTOKUTE Ha MSICTOTO HA JIOCTABSIHE;

8.1.4. 1a U3BBPIIBA JOCTABKUTE 32 CBOSI CMETKA;

8.1.5. j1a cheTaBy ¥ nojuire GakTypa U MpHEMO-IpeiaBaTelieH MPOTOKOJI, ChIIIACHO paszen X
OT HACTOSIIHUS JOTOBOP MPH BCSKA JOCTABKa,

8.1.6. BCsIKa [OCTaBKa Ja Ce MpUApYXKaBa € JOKYMEHTH, YIAOCTOBEpSIBALIM 3a IPOM3XOM H
KAuyecTBO 3a BCEKH BHJI IPOJIYKT M pa3pelieHue 3a ynorpeda.

8.1.7. 1 IpenCTaBM TapaHIHs 3a M3MbIHEHHE Ha JOTOBOpa B pasmep Ha 4 (ueTmpu) % ot
o6maTa My cToiiHOCT, moco4yena B T. 3.3, 6e3 JI/IC.

8.2. V3mbIHMTENST HAMA MPaBo Jia HaeMa JPYTH IOAM3IIBIHUTENN, OCBEH IOCOYCHUTE B
odeprara My ¥ 3asBHUIM CHIVIACHE 32 YYaCTUE TIPU U3IIBIHCHHE HA IIOpbhUKATa.

8.3. VI3BIHUTENSAT HOCH ITBJIHA OTTOBOPHOCT 3@ Ka4€CTBEHOTO U B CPOK M3IBIHCHHE Ha
NeHOCTUTE, 32 KOUTO € aHTKUPAJI [IOAU3IIBITHUTEIIH.

8.4. V3IbIHUTENAT € JUIBXKEH Jla CKIIIOYM JOrOBOpP 3a IMOJM3IBIHCHHE C IOCOYCHUS B
odepTaTa My IOAM3IIBIHATEI, B CPOK OT 2 /1Ba/ IHA OT CKIIIOYBaHE HA HACTOAIIMSA JIOTOBOP U
Ja TIpeiCTaBH Komue Ha Bbanoxutens B 3-JTHEBEH CPOK. /8 clydaume HA NON36AHE HA
noousnvanumen/

8.5. VI3BJIHATENIAT MMa TIPaBo Jia UCKa OT Bb3I0oXkuTes HeoOX0AMMOTO ChACHCTBUE 32
OCBIIECTBSIBAHE HA JJOCTaBKaTa.

8.6. V3IbIHUTENAT MMa IIPaBoO Ja MCcKa IIpHeMaHe Ha JOCTaBKaTa 4pe3 OIpPEACTICHO OT
Bb3noxurens JuLe.

8.7. M3mbiHHTENAT KMa IpaBO Ja IMOJydd OT Bb3jioxuTesns CHOTBETHOTO
BB3HArpaXJIeHue, chrinacHo pasaen [l o HacTosIIMs 10TOBOD.

8.8. B ciyuali Ha M3TMYaHE HA CPOKA HA Pa3pelIEHHETO 3a yNOTpeOa Ha JEKApCTBEH
TIPOJLYKT Npe3 CpoKa Ha JI0roBOpa 3a J0CTaBKa, KOIMYECTBATa Ha JOCTABSHMUS JIEKAPCTBCHUS
TIPOJIYKT IIe Ca HAJMYHHM 33 CPOKA Ha JOTOBOPA - ChOTBETCTBHE € WiI. 55, al. 6 oT 3JIIXM.

8.9. na JocTaBs IpejUlaraHuTe B HACTOSIIATA MPOIleypa JeKapCTBEHH IPOIYKTH, KOUTO
Jla ca perucTpupany 3a ynorpeba B Penmybimka bbirapus 1 1a NpUTEKaBaT paspeIInTe/IHN 3a
ynorpe6a, chriacHo u3nuckBanuaTa Ha 3JIIIXM;

8.10. JOCTaBSHHUTE JIEKAPCTBEHW HPOIYKTH Ja MpPUTEXKaBaT KPATKH XapaKTEPUCTHKH,

IIpPeIOCTaBEHH B eJIeKTpOHHAaTa cTpanuia Ha MAJL

8.11. jOCTaBsSHMTE JIEKAapCTBEHM TNPOAYKTH Ja NpHUTEXaBaT  CepTUDHK
YIOCTOBEpSABAIM KA4eCTBOTO Ha MPOIYKTHTE, Tpenoctasern B UAJL 1 Munucre
3JIpaBEOIa3BaHETO;
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8.12. 32 BCHUKH BB3HUKHAIM IIPOMEHH T10 BpeMe HIIH Clie]] pa3pelIaBaHeTo 3a ynorpeba Ha
TpejUTaral JIeKapcTBEH mpoiykT M3mbiHuTensaT crneasa ga ce yseaomu HAJL kato ce
IpeNoCTaBs ChOTBETHATA JOKYMEHTAIMs 3a IPOAYKTHTE;

8.13. 3a JOCTaBSHHTE JeKapCTBEHHM MPOJAYKTH He TpsOBa Ja ca Hauuue oduimaiHu
CHOOIIEHUS] MM OTPAHWYMTEHA MEPKH 3a ynorpeba, CBbp3aHM C HEXeJaHW JIeKapCTBEHU
peakiuy.

8.14. Jla u3nucea B u3gaaeHuTe HaKTypH eMHUYHATA [IEHA Ha JEKapCTBEHHS IPOAYKT C
TOYHOCT JI0 YETBBP/IU 3HAK CJIEJI JeCeTHYHATA 3aeTasl.

IX. ITIPABA U 3AABJIDKEHUS HA Bb3JIOKUTEJIS

9. BB3IIOKHTEIAT c€ 3abJKaBa:

9.1. f1a U3MpaIa HAa U3IBJIHATENS IIMCMEHH 3asiBKH 32 ChOTBETHATA J0CTaBKa, ChoOpa3eHu
C IIpeMeTa Ha HacTosmms goroop, Ipunoxenne Ne 1 kbM HETo U ChOOPa3HO HYXIAUTE HA
nedeOHUs IpoleC B OONHHUIIATA, KaTO BB3IOXKHUTENAT HE € O0BBP3aH ChC 3aJb/DKCHHE Jia
NOpBYBA MPOTHO3HOTO KOJIMYECTBO HA MIPOYKTHTE, BKIL U 110 (aKc.

9.2. 112 IpreMa JJOCTABEHUTE B CPOK M HAa MACTO CTOKM, CHOTBETCTBAIIM 10 HANMEHOBAHUE U
KOJIMYECTBO HA JOIOBOPEHOTO B HACTOSINHUS JOTOBOP M Jia IOJINMIIE MPHEMO-TIpe/iaBaTeieH
IPOTOKOJ U (hakTypa;

9.3. /1a 3amuiala JOCTaBEHUTE CTOKU B YTOBOPEHHS CPOK.

9.4. BB3710XKUTENAT UMa IIpaBo Ja UCKa OT U3IIBJIHUTEIIA 1a U3IIBJIHH AO0roBOpa B CPOK U 0e3
OTKJIOHCHHS.

X. IPUEMAHE U ITIPEJABAHE HA CTOKHUTE

10.1. IlpemaBaHeTO ¥ IPUEMAHETO HA CTOKMTE C€ OCBIIECTBSIBA OT OINPEIACICHU
TIpeICTaBUTENH Ha Bb3noxkuTest, Ha H3IBIHATENS U HOM3ITBIHATES B CKIIajia Ha G0HUYHATA
anTexa Ha BB3I0KUTENs. /6 cryuaume Ha noi3éane Ha NOOUSNbIHUMEN/ .

10.2. Ilpu wm3mbIHEHHE HA CHOTBETHATa 3asBKa JUIBKHOCTHO JIMIE, OINPEAEIECHO OT
U3IIBIIHUTENS, ChCTaBs TPUEMO-TIPE/IaBaTeIeH IPOTOKOJ B TPH €K3EMILIAPA - IO €IMH 32 BCSKa
OT CTPaHMTE IO JOTOBOpA, U €IMH 3a OOTHMYHATA alTeKa, U MOJNKCBA TPUTE CK3EMILLIpa OT
CTpaHa Ha W3IBJIHUTENS. B IIPOTOKOIA ce BIMCBAT: MOPETHUSIT HOMEP U JlaTaTa Ha 3asBKara,
HOMEpHT M IaTaTa Ha JI0r0BOpa, HOMED ¥ JiaTa Ha M3/1aJieHaTa OT M3IbJIHUTENs paKkTypa (korato
TS € W3Ja/eHa B JIeHs Ha J0CTaBKaTa), HAMMEHOBAHUATA U KOJMYECTBAaTa Ha JICKApPCTBEHUTE
NPOIYKTH ¥ MapTUAHUTE UM HOMEPA 110 KOHKpEeTHATa J0CTaBKa.

10.3. 3asiBeHUTE CTOKH C€ IPUEMAT OT JUTBKHOCTHO JIUIIE, OTIPEENEHO 0T Bh3noxurens, B
IPUCHCTBUETO HA YITBIHOMOIIECHH TIPE/ICTABUTENM HA U3II'bIIHUTEIISI/H OJU3IIBIHUTES, KOUTO
HOANUCBAT €K3EMILIIPUTE HA MPUEMO-TIpeIaBaTeIHUs IIPOTOKOJI B MOMEHTA Ha JIOCTaBKara Ha
3asBEHUTE CTOKHU U BITMCBA JICHS U Yaca Ha JIOCTaBKaTa.

10.4. Crokure TpsiOBa ga OBAAT TPAaHCIIOPTHPAHHM, CHITIACHO YCTAHOBEHUTE 3a TOBA PE/ U
YCIIOBHsI, ¥ CHIUTE CJIE/(BA Ja Ca ONAaKOBAaHW B OINAKOBKH, KOMTO TH 3alla3BaT OT BCAKAKBH
TIOBPE/IH 110 BpEME Ha TPAHCTIOPTHPAHETO MM, KaTo OIaKOBKaTa He TpalsBa /la € HapyIleHa.

10.5. W30bIHUTENSAT HOCH OTTOBOPHOCT 3@ BpPEIH, IPOM3JIE3TH OT HEMpaBHIHA WA
HEeJ0CTaThuHa OIIAaKOBKA WJIW HETPaBUIIHA, UM HEAOCTAaThYHA MaPKUPOBKA.

XI. KAYECTBO 1 CPOK HA T'OJJHOCT

11.1. JloctaBsHHTEe CTOKM TpsibBa ga ca paspemeHH 3a ymoTpeba or MAJI

YeTJIMBa MapKHUpPOBKa 3a I[aTa Ha NpoOU3BOACTBO, CPOK HA TOAHOCT, NAaPTUACH U DCTHCT annoHeH Nz
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HOMeEp, BIIKCaH B Pa3pelIeHHeTo 3a ynorpeda.

11.2. KbM faTata Ha 10CTaBKaTa CPOKBT HA TOXHOCT Ha CTOKHTE, IPEAMET Ha HACTOSIIHS
JIOrOBOD, ciieiBa fa Ob/ie He Mo-ManbK 0T 60 Y% OT yKa3aHHs BEPXY OIAKOBKATA.

XII. OTTOBOPHOCT 3A HETOYHO M3IIbJIHEHUE, PEKJIAMAIIUUA

12.1. Vi3mbanuTENsT MOXe [a NpeasBsaBa peKiamMaliu npen Bu3noxurens:

12.1.1. 3a IBHU HEAOCTATHIH:
a) IpH JI0CTaBAHE HA CTOKH HE OT JOTOBOPEHHS BHJ, TOCOYEH B ITpunoxenune Ne 1 xwBM
HACTOAIIHSA IOTOBOP, BKIIOYUTEIHO M ChC CPOK HA OMHOCT IO-KpaThbK oT 60 % OT ykasauus
BBPXY OIIAKOBKATa CPOK Ha I'OJHOCT;
0) 3a Hecniasenu yClIOBUs U el IPU TPAHCTIOPTHPAHETO UM
B) 32 KOJIMYECTBO, KOETO HE OTrOBApS HA 3aIBEHOTO;
I') IpH HapyIIeHa [SUIOCT U OMAKOBKH;

J) IPA HECHOTBETCTBHE MEXK/LY NAPTHIHUTE HOMEpA Ha JCKapCTBEHUTE IIPOAYKTH, BIIMCAHHU B
TIPUEMO-TIPE/IABATE/IHMUS TIPOTOKON U (haKTypara, ¢ NApTHAHATE HOMEpa, BIIHCAHHU BBPXY
OIIAKOBKHUTE M.

12.2.1. Pexnamanuu 3a SsBHM HEJOCTATBIM HA CTOKUTE B ciaydaure o T. 12.1.1., 6. 6. «a»,
«6», «B» M «T» ce MpaBAT B JIeHS HA J0CTaBKara Ha ChOTBETHATA 3asBKa, KaTo B IPHEMO-
IIpEIaBaTeTHHS MPOTOKOJI C€ BIUCBA YCTAHOBEHHUS SIBEH HEIOCTATHK.

12.2.2. Pexnamanuu 3a siBHM HEIOCTATHIM HA CTOKUTE B cirydaure 1o 1. 12.1.1, 6. «a1» ce
IpaBAT B CPOK 10 2 paGOTHHU JTHM OT JIeHsI Ha ChOTBETHATA JIOCTABKA, ¢ KOHCTATUBEH IIPOTOKOJT
CbCTaBEH H MOJMUCAH OT JITHXHOCTHO JIUIE, ONPEAETIEHO OT BH3JIOKUTES.

12.2.3. Pexnamariuu 3a siBHH HEJIOCTATBIHM HAa CTOKATE MOTAT /1A Ce IIPaBAT U B CPOK J0 3 JIHH,
CIIe/Balll JICHs, B KOMTO ¢ BB3HMKHANA HEOOXOMMMOCTTAa OT YNOTpe6aTa Ha JeKapCTBEHHMS
IPOAYKT, ¢ KOHCTaTHBEH MPOTOKOJ, ChCTABEH M IOANKCAH OT ATBXHOCTHO JIMIIE, OHPE/IEICHO
oT Bw3noxwurers.

12.3. B ciyganre mo 1. 12.2.2 u 1. 12.2.3 JUrbXKHOCTHOTO JIHILE, ompeneneHo ot Bu3noxuress
€ JUIBXXHO J1a YyBEJIOMH NHCMEHO W3IIBJIHHUTENS 3a YCTAHOBEHUTE SIBHM HEIOCTATBIM KaTo
U3MPATH KOIKUE OT KOHCTATUBHHUS IPOTOKOJL.

12.4. B KOHCTATMBHHMS IIPOTOKOJI CE BIIMCBA HOMEPHT M JaTara Ha JI0OTOBOpa, HOMEPHT U
Jarata Ha (pakTypaTa 3a CHOTBETHATa JOCTABKA, TOYHOTO HAMMEHOBAHME M KOIMYECTBO HA
PEKJIAMHUPAHHUTE CTOKH € TEXHMS APTHJICH HOMEP, OCHOBAHUETO 3a PEKJIaMallis H KOHKPETHOTO
HCKaHe Ha Bw3noxures.

12.5. [pu pexnamanus 3a sBHH HEJOCTATHIN U3ITBIHUTENISAT € JUTBIKEH B CPOK 210 24 yaca oT
ToJTy4aBaHe Ha KOHCTATHBHHS IPOTOKOJ M/WJIM HPUEMO-TIPEABATEHUS TPOTOKON Ja JOCTABH
3a CBOSI CMETKa JIOTOBOPEHUTE CTOKH Ha MSICTOTO HA JJOCTABSHE.

12.6.1. Ilpu cbMHEHHE B Ka4eCTBOTO Ha JIEKAPCTBEHHUTE NPOAYKTH M3IIBIHUTEIIAT € JUIBKEH
He3a0aBHO MMCMEHO Ja yBenoMu MAJI u B3noskuTens, KaTo mocoqH KOHKPETHUTE MPHYUHH,
AI0BEJIM 110 CbMHEHUE B KAa4€CTBOTO HA JIEKAPCTBEHHs HPOIYKT, HETOBOTO HAHMEHOBAHHE,
KOJIAYECTBO U IAPTUJICH HOMED.

12.6.2. B cpok 110 24 gaca oT 1mojry4aBaHETO Ha THCMEHOTO YBEJIOMJICHHE I10 IIPEJIX0HATA T.
12.6.1. M3UBIHUTENAT € JIBXKEH Ja IOCTaBH JPYTH CTOKH OT CHLIMS BUJ ¢ HEOOXOIHNMOTO
Ka4ecTBo.

12.6.3. JlekapcTBeHHTE HPOAYKTH, 3a KOMTO € HANPABEHO MMHCMEHO YBEIOMJIEHHE TIO T.
12.6.1, ocraBar Ha chXpaHeHHE NPU BB310XHTENS, KONTO € UThKEH 113 TH Ta3H ¢ rpukara Ha
JI00BP CTONAHMH U JIa IPEJOCTaBH JAOCTHII 710 TAX HA KOHTPOIHATE opranu Ha MAJI 3a B3¢
Ha IpoOu 3a jabopaTtopHu M3MHUTBaHUs, chriaacHo HapenGa Ne 36 3a ycioBusita i pena’sar,,
B3€MaHe Ha NPOOH 3a AbPXKABEH KOHTPOI BBPXY JIEKAPCTBEHM IIPOIYKTH, HSB”y‘pHIBaHHak
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XIII. OTTOBOPHOCTH ITPU HEM3IIbJIHEHUE, HEYCTOUKH

13.2 Tlpu HewsmbiIHEHWE Ha 3aIbDKEHHETO CH 3a IUIAAHE B JOTOBOPEHHTE CPOKOBE II0
HACTOSIIUS 0TOBOP BB3IDKOKUTENAT JBIDKH 00€3IIeTeHHe B pa3Mep Ha 3aKOHHATA JIMXBA OT
ZieHs Ha 3a0aBara.

13.2.1. Ilpu dyacTMYHO M3IBIHEHHE B CPOKA 3a M3NBIHEHME HA TIONyYeHa 3asiBKa,
U3IBJIHUTENAT ABJDKA HeycToka B pasmep Ha 20 (gBamecer) % BBPXY CTOMHOCTTa Ha
HEU3NBIHEHOTO OT 3asBCHUTE KoIM4ecTBa. baszata 3a wm3umcisBane Ha HeycTolkara e
croiroctTa ¢ BKI. JIJIC Ha Hem3mbiaHEHOTO. B ciiyyail Ha HEBB3MOXKHOCT HA M3ITBJIHEHHE HA
3asBEHUTE KOJMYECTBA, M3IBJIHUTEIAT € [UIBXKEH Ja YBEIOMH BB3I0XKHTENs IMCMEHO B CPOK
JI0 2 THM OT JaTara Ha [OJyYaBaHe Ha 3asBKAaTa.

13.2.2. 3a 3a6aBeHO M3MbIIHEHNE HA 3a/(B/DKEHHSTA CU 110 IOJNyYeHA 3aSBKa, IPOXBIDKHIIIO
10 7 /cenem/ KalneHlapHU THH, M3IBIHUTEIST JABIDKU HEYCTOMKa B pasmep Ha 10 (mecer) % Ha
JIeH BbPXY CTOWHOCTTA Ha HEM3IIBIIHEHOTO B IOTOBOpeHHTE cpokoBe. Heycroiikara ce Haumcissa
OT JIeHsI, CIIe/IBAl JICHSI, B KOMTO € TpsiOBAJIO Jla ce M3BBPIIH JOCTABKATA, 3 HEU3II'BIHEHHUETO Ce

Opou B Kaneniapuu Juu. basara 3a u3uncisBane Ha HeycTolKaTa e cTolHOCTTa ¢ BKI. JIJIC Ha
HEH3IIBJIHEHOTO.

13.3. Ilpu HewsUbIHEHWE Ha JOTOBOpA, IPOABIKWIO 7 /cenem/ KaleHAAapHH JIHH,
Bb3110xuTeNs THCMEHO yBEIOMsIBA H3IIBIIHUTENIS AT MMa HHTEPEC OT U3IIBIHEHHETO HIIH HE
Ha KOHKPETHUTE CTOKHM I10 KOHKpeTHaTa 3asiBKa. KoraTo HsiMa WHTEpeC OT U3IIbJIHEHHE CiIe] 7-
ust JieH, [IpogaBausT nbmKM HeycTolika B pasMep Ha 5 (I€T) OBTH Ha CTOMHOCTTA Ha
HeM3I'bIHeHOTO. basara 3a wm3umcisgBaHe Ha Heycroiikara e croifHocrta ¢ BKI. JIJIC Ha
HEHM3ITbJIHEHOTO.

13.4. Tlpn HemsnbaHEHHMEe Ha 3anbDkeHmsTa Ha IIpomaBaua mo 1. 12.5 u T. 12.6.2 ce
npuiarar pasnopeadure Ha npeaxoanara T. 13.2 m T. 13.3.

13.5.1. Ilnamaneto Ha JOTrOBOPEHHTE M JBIDKAMH HEYCTOMKH Ce€ W3BBPIIBA 4Upe3
IPUXBalllaHe Ha HACPELIHHU MIApUYHU 3aIbDKEHUS Ha Bo3i1okuTes.

13.5.2. llpuxBamane Moxe na ObJe M3BBPIICHO M 32 CMETKA Ha HACPEIHH IapHYHH
3aJbJDKCHHS HAa BB37I0XKHUTEPIIs KaKTO 1O TO3H JIOTOBOP, Taka M MO APYI/H JIOTOBOP/M MEXKTY
CBIIUTE CTPAHHU.

13.5.3. 3a u3BbpIIBaHE HA NPUXBAIIAHETO BB3NOXKHUTENAT IPaBU MHUCMEHO H3SBICHHE 10
M3IIBJIHATENS. J[BETe HacpemHy 3aJbDKeHHs Ce CMSATAT 3a [OTaceHH JO0 pasMepa Ha Io-
MaJIKOTO OT TsIX OT JIEHs, B KOWTO NPUXBAIIAHETO € MOIJIO Ja C€ U3BBHPIIH.

13.5.4. Koraro B ciyyaute 1o T. 13.5.1 u 13.5.2 cymure He ca D0CTATHYHH, H3BIHATEIIST
IpeBex/ia OCTaThKa OT ABDKHMHUTE HEYCTOMKH B OmpeleieH OT Bb3IoxuTtens cpok u Imo
II0COYEHA OT HEero 0aHKOBA CMETKA.

13.6. Ako 10rOBOpeHHTE U IBIDKUMH HEYCTOUKH He MOTAT [1a O'bIaT W3/Ib/DKEHH 110 Pejia Ha
NPHUXBAIAHETO WM HE ObJaT JOOPOBOIHO M3IUIATEHH, BB3IONKHUTENAT 3aabpika YacT MM
su1aTa rapaHIUs 3a U3IIBJIHCHHUE Ha A0TO0BOpAa.

13.7. KynyBaubT MMa npaBo M Ha O0E€3IIETEHHE 3a MPETHPIEHHTE BPEIH, KOraTo Te
HAJXBBPJIAT pa3Mepa Ha IOTOBOpPEHATa HEYyCTOMKaA.

XIV. ®POPCMAKOPHU OBCTOSATEJICTBA

14.1. Henpeononima cuia ca 06CTOATENCTBA OT U3BBHPEICH XapaKTep, KOUTO CTpa fratio” ‘
JIOTOBOpA IPH I0JIaraHe Ha JbJDKUMATa I'prKa HE € MOTJIa UJTH He € Ouj1a JUIbXKF . ™ eiﬁl/m)_lum - k
LN %
crg ,,
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U IIPEAOTBpPATH, U KOUTO Ca Bb3HUKHAJIHU CJIE€]] CKJIFOUBAHETO Ha AO0TOBOpa. Svg 8;}{505 w
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Ha npenxonHara T. 14.1, KOETo e NpuYMHa 32 HEM3IBJIHEHHE HA 3aIb/DKEHHS 10 JOTOBOPA, €
JUIXKHA B CPOK /10 3 (TPH) AHH OT BB3HMKBAHETO MY IIHCMEHO 114 yBEJIOMH JpyraTa CTpaHa Io
JI0roBOpa B KaKBO C€ ChCTOM HENPEOI0IMMAaTa CUJIa, KAKBU Ca BH3MOXKHHUTE TOCIIECIUIIM OT Hes
32 M3IIBJIHCHUETO Ha 0TOBOpA U J1a JIOKaXe IPUYMHHATA BPB3KA MEXK/LY TOBA 0OCTOSTENICTBO
¥ HEBB3MOXKHOCTTA 3a M3NbiHeHHe. [Ipu HeyBenomsBane IIpomaBaybT ABIKH HEycTONKH,
CBINIACHO T. 13.2. 1 T. 13.3. OT HACTOSILIMS JOTOBOP, KAKTO U 00E3MIETEHHE 32 HACTHITMIHTE
OT TOBa BpPE/IH.

14.3. OrHoeHusTa MEXITY CTpaHUTe 1o IIOBOJT HEU3IIBIIHEHHE Ha
3a/(bJDKCHHE/3aIb/DKEHHS, [PUYMHEHO OT HEMPEOJ0IMMa CHJIa, C€ YPEeXZaT CBIJIACHO
IPaXJAHCKOTO 3aKOHOAATEICTBO Ha Pery6mka briarapust.

14.4. Hukos OT cTpaHuTe IO JOTOBOpa HE HOCH OTTOBOPHOCT 33 M3LSUIO MWIH YaCTHYHO
HEU3I'bIHEHHEe Ha 3aJb/DKCHUs, IOETH MO CHaTa Ha JOrOBOpa, ako HEBB3MOXKHOCTTA 3a
M3II'BJIHEHUETO C€ IbJDKM Ha MIPHYKMHA, KOSITO HE MOJXKE 1a i ce BMEHH BbB BHHA.

XV. CIIOPOBE

15.1. Bb3HuKHaIMTE Tpe3 BpeMeTpacHe Ha JOTOBOPA CHOPOBE M Pa3HOITIACHS MEXITY
CTPaHHTE CE PEIIaBaT Ype3 MPErOBOPU MEXKIY TSX.

15.2. B ciyyaii Ha HenmocTHraHe Ha JOTOBOPEHOCT MO MPEIXOAHATA TOUYKA, BCHUKH CIIOpOBE,
TIOPOZICHU OT TO3H JIOTOBOP MJIM OTHACSIIH C€ JI0 HETrO, BKIIOUUTEIHO CIIOPOBETE, IIOPOJEHHU OT
WA OTHAcs¥M C€ JO HEroBOTO ThJIKYBAHE, HEJNEHCTBHUTEIHOCT, HEWU3IBJIHEHHE WIIH
NpekpaTsBaHe 1ie ObJAT pelaBaHy Cope/ ObIrapCcKUTe MaTEPHATHU U IPOIECYATHH 3aKOHH
OT KOMIIETEHTHUSAT ¢ 110 pena Ha ['TIK.

XVI. CbOBIIEHUSI

16.1. Bendkn cboOIIEHUs MEXTY CTpaHHTE, CBBP3aHHU ¢ U3ILIHEHUETO HA TO3M JIOTOBOP,
Ca BalIWJIHM, aKO Ca HaNpaBeHW B NUCMeHa (GopMa M ca IOJIHCAHH OT ONpEeNeHHTE
JUTBXHOCTHH J1MLa oT M3mbinuuTens 1 Be3noxurens.

16.2. 3a nara Ha CHOOIIEHHETO CE CMSATA:
a) IaTaTa Ha IPEJaBaHeTo — IPU PHYHO MPEJIABaHe Ha ChOOIIEHHUETO;
0) narara Ha IOIIEHCKOTO KyIeiiMO Ha 0OpaTHATa pa3MucKa — MPH M3MpaINaHe 110 MOLIATA;
B) JlaTaTa Ha IPHMEMaHEeTO — IIPH H3IpallaHe 1o Tenedaxc.

16.3. 3a BaymiHM a/Ipecy Ha CHOOIIEHNUSI, CBBP3aHH C HACTOSIIMS JOTOBOP, CE CMSITAT:

3a Msnemaurens: « b. Bpayn Memukan» EOOJ, rp. Codus, mk. 1592, 6yn «
Xpucrodop Komym6 Ne 64, Crpanga A2, opuc 111

3a Be3noxutens: YMBAJL ,ITPO®. JI-P CTOSTH KUPKOBUY* AJT
rp. Crapa 3aropa, yiu. ,,I'enepan Croneros* Ne 2

16.4. ITpu npomsina Ha anpeca, ChOTBETHATA CTPAHA € JUIBXKHA JIa YBEIOMH JIPyTaTa B CPOK
oT 3 pa0OTHY JTHH 3a IPOMSIHATA.

XVIIL. TAPAHIIUA 3A U3ITBJIHEHUE

17.1. Tlpu cxmousane Ha JloroBopa, H3IBJIHUTENAT TPEICTABS rapaHIMs 3a U3 BIHEHUE }
Ha JIOTOBOPA (,,rapaHiis 3a M3IbIHEHHE ) B pasmep Ha 7414,30 ( ceneM Xuumsiu qulprcTo:ru;{s l '
M YCTHPHUHAJICCET JIeBa W TPUACCET CTOTHHKH) JI€Ba, mpeacTaBiasiBamu 4 ¢ ° -~
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NpoueHTa oT Herosara obma croinoct, 6e3 JIJIC. NapannusaTa 3a H3IbIHEHHE Ce IIPEJICTaBs B
€/lHa OT CJIeIHUTE (POPMH:
a) MapuYHa Cyma, BHECEHA 110 TIOCOYEHA OT BB3JIOKHTENS GAHKOBA CMETKA;
6) GesycnoBHa HeoTMEHsIeMa GAHKOBA FAPAHIIHS, WA
B) 3aCTPaxoBKa, KOATO 00e3ledaBa U3IbIHEHHETO Upes NOKPUTHE Ha OTTOBOPHOCTTA HA
U3IIBJIHUTE]IS.

17.2. TapanuusTa 32 H3IBIHEHHE CIIEBA 14 € ChC CPOK Ha BAIMAHOCT OT JATATA HA BIIH3AHE
B cuiia Ha JloroBopa 10 Haif-manko 30 /TpujeceT/ HH Ciie] H3THYAHETO Ha CpOKa Ha JI0roBopa.

17.3. T'apannusTa 3a H3MBIHEHHE Ce YCBOSBA M3ISUIO MM YACTHYHO OT BB3TOKHTENS B
Cilydyali Ha HEH3IIbJIHEHME Ha 3a[bJDKCHHSATA HA M3IBJIHMTENS 3a 4acTTa, ChOTBETCTBAINA HA
HEHU3I'BTHEHHETO. BB3IIOXKATENAT MMa IPaBO /1a YCBOM rapaHIHsTa 3a H3IIbIHEHHE, 6e3 TOBa 1a
TO JINIIaBa OT IIPABOTO JIa THPCH OOE3IIETEHNE 3a BPE/M, HaIBUIIABAIIM [OTy4eHaTa CyMa 10
rapaHIUsATa 32 U3ITbJIHEHHE.

17.4. Tlpu nurca Ha BE3paXKeHUs/IIPETEHIMN BbB BPB3KA C H3IIBIHEHUETO HA JIOTOBOPA OT
cTpaHa Ha Bbanoxurens, Toif 0cBOGOXK/IaBa TapaHIUSTA 32 U3MbIHEHUE (BpBIIa mapuyHara
CymMa/OpuIvHala Ha M3/aJieHaTa GaHKOBa rapaHIHs/3acTPaxOBKa) B cpok ot 30 mHE cien
NPUKITFOYBAHE HA M3I'BJIHEHUETO WJIM M3THYAaHE CPOKa Ha J0ToBOpa, 6e3 Ja ABJIKU JIMXBH 32
IeproJia, MPe3 KOHTO rapaHiysITa 32 U3IIBIHEHHE € IPEeCTosUIa IPU Hero (B clIydaif e e 1o
opmara Ha napudHa cyma). Axo IIpoaBaubT € Npe/ICTaBUII MapHYHA CyMa KaTo rapaHuus 3a
M3IIbJIHEHHE, ChINaTa e ObJe NMpeBesieHa 1o mocoveHara B opeprara Ha VUITBJIHUTEJS
0OaHKOBa CMeTKa.

17.5. Pasxozmute 1o oTkpuBaHe, HOIbPXKaHE, TIOIHOBABAHE M 0OCIIy)KBaHE Ha rapaHiusra
32 U3I'BJIHCHHE €A 32 CMETKA Ha M3ITBIHUTEIS.

17.6. I'apannusra 3a U3IbIHEHKE HE ce 0CBOGOXK/ABA OT BB3JOKHUTEIS, aKO B IPOLECa Ha
U3IIBJTHEHUE HA JIOrOBOPA € BB3HUKHAJ CIOP MEXJY CTPaHHTE, OTHOCHO HEW3IIbIHEHHE Ha
3a]IbJDKCHUSATA Ha U3IBIHUTENIS U BBIPOCHT € OTHECEH 3a pelliaBaHe npeJ b, [1pu pemapane
Ha CIIOpa B 110J132 Ha BB3JIOKHUTEIIS, TOM MOXKeE 11a IPUCTBIIM KbM yCBOSIBAHE HA TapaHIIMATA 3a
U3IIbIIHEHHE.

XVIIL. IPYT'U YCJIOBUSA

18.1. Huto enna or cTpaHMTe HsIMa NpaBo Ja NPEXBBHPIIS npaBaTa ¥ 3aJbJDKCHHUSTA,
[IPOU3THYAIIM OT TO3H JJOTOBOP, Ha TPETa CTpaHa, OCBEH B CIydauTe, mocouenu B 3011,

18.2. Hacrosmusar JloroBop Moxke Ja ObJe H3MEHSH C NHCMEHO JOITBIHHUTEIHO
CIIOpasyMEHHE NPH yCIoBHsTa Ha Wi 116, 0T 3aKoHa 3a 00IeCTBEHUTE MOPBYKHU, 2 HIMEHHO:

18.2.1. npu ycnoBusita Ha wi. 116, an. 1, T. 1 or 3akoHa 3a 06IIECTBEHHTE IIOPBYKH: MPHU
M3MEHEeHHe (HaMallsiBaHe) LIEHUTE Ha JICKApCTBEHUTE TIPOIYKTH;

18.2.2. Coriacuo w116, an.1, 1.1 ot 3011, npu Jmrca Ha HOB JOTOBOP ChC CHIIHS IIpeIMeT,
CKmo4eH 1o pesia Ha 3011, CKIIOYeHUAT ¢ yUacTHHK, OTIPEEIIeH 32 H3MBIHUTE JOTOBOP MOYXKE
/la MPOJIBJDKH CBOETO JICHCTBHE M3LISIIO MM YACTHYHO JIa CKIIFOYBAHETO Ha HOB JIOTOBOP, HO HE
TnoBeye OT 6 Mecena 4pe3 MOANMCBAHETO Ha JOMBJIHUTENHO cropasymenue. CTOMHOCTTa Ha
AOTOBOpA Ce ONPEJIEIIS KaTo NMpe/UIOXKEeHaTa [IeHa € 3a M3ITbJIHCHHE Ha TophuKa 3a 24 Mecela,
HO Ta31 CTOHHOCT MOXe Jia ce yBenuyn ¢ 110 50% 3a obesreuaBane U3IbIHEHHETO HA JOTOBOPA
10 IIPEJIBUJICHATA OIIIHA 32 M3MEHEHHETO My, KaTO II0-TO3U Ha4YMH ce popMHUpa MaKcUMaTHaTa
CTOMHOCT Ha [0roBopa. BB3NOXKHTENST MOXe [a NPUCTHIIE KbM pPasXOIBAHETO Ha
MakcHMajlHaTa CTOMHOCT Ha J0TOBOpa U NPEeu U3THYAHETO Ha IbpBHTE 24 Mecena B ClIydaii,
4e ObJaT H34eprnaHy NPOrHO3HUTE KOJIMYECTBA MMPOLYKTH OT €IHA HIIH [IOBEYE HOMEHKJIATYPHHU
€JIMHUIY BCJIC/ICTHE Ha YBEJIMYEH Opoi marueHTu. Bo3aoxkurensar Moxe 1a 3asBu nocra@ oyl
Ha M0-TOJEMH KOJIMYECTBA OT €HA WIIM II0BEYEe HOMEHKIATYPH, HO CaMO B PaMKHTE. Ha
MaKCHMaJlHaTa CTOMHOCT Ha Jiorosopa. Odepupanure neHu ca GUKCHPAHH U HE nojiexatr na |’
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NPOMSIHA 3a CPOKaA Ha ACHCTBHE Ha JAOroBopa. Bu3noxkutensat moxe na IPEKpaTy NPeACPOUHO
CKIIIOYICH ZI0TOBOP C H3IIBIHATE] C MHCMEHO YBE/IOMJIEHHE 10 H3IIBJIHUTENS, €3 Ipeu3BecTHe
u 6€3 11a IbJDKH HEYCTOMKHY H/HiH 06e3meTenne/ IIpu ycioBusTa Ha wil. 7, ai. 3 ot [IMC Ne 146
or 09.06.2015r. 3a ch3naBaHe Ha LEHTpaTeH OpraH 3a Bb3JIAraHe HA OOIIECTBEHH MIOPBUYKU B
CEKTOp 3/paBeonasBane. B ciyuaii, 4e ueHata Ha pe/UIOKEH OT y4acTHHKA IIPOLYKT CTAHE TI0-
HHCKa OT JIOrOBOpeHaTa, Bp3noxurenst 6e3ycioBHO e 3amiama 1eKapcTBEHHATE IIPOAYKTH Ha
TI0-HUCKaTa IICHa OT JlaTaTa Ha BIIM3aHEe B CHJIa HA KOHKPETHOTO PENIEHHE, BKIFOYHTENIHO U HA
IIPOIYKTH, 32 KOMTO € HallpaBeHa 3asBKa/u KbM Ta3H Jara.
18.3. HacrostmmsT oropop Moxe 1a 6b71e npexparen:
a) C M3TMYaHE HA YTOBOPEHHUs CPOK M ¢ PHHANM3MPAHE HA 0OABEHATA OT Munucrepctso
Ha 3/IpaBEOIa3sBaHETO MpoIeaypa 3a JOCTABKH Ha JIGKApCTBEHW IPOAYKTH M CKIIOYBAHE HA
PaMKOBH CTIOPa3yMEHHUS C ONPEIENCHUTE 32 U3IIBIHUTENH YYaCTHHULIH.
0) 110 B3auMHO ChITIacHe Ha CTPAHHUTE, H3PA3EHO IHCMEHO,
B) oT Bb3noxurens npu yenosusta Ha wi. 118 ot 3akona 3a o6mecTBeHUTE IIOPBUYKH; KaTO
B Clly4auTe Ha T. 2 ¥ T. 3 Ha ChHIIMS 4WICH, JOTOBOPBT Ce IPEKparsiBa oT BB3nokuTens 6e3
npeausBectue, 6e3 Branoxutenst na aumoku obe3merenne Ha V3mbIHATENS 3a IPETHPIEHH OT
IPEKpaTsSBaHETO Ha IOTOBOPA BPEIH.
r) 6e3 npeM3BeCcTHE OT CTpaHa Ha Bb3noxuTes:
- B CIIyJaWTe KOraTO U3I'bJIHUTENS HE M3IIBJIHH TOYHO HIKOE OT 3aIBDKEHHSTA CH IIO
JIOTOBOpA;
- B CIIy4auTe, KOraTo M3IBIHUTENISAT JIBa IBTH B PAMKHTE Ha €IMH Mecel] 3a0aBu J0CTaBKa
Ha NPOJYKTH; W/WiK 3a0aBH MM OTKaXe 1a OTCTPAHM HA HECHOTBETCTBHS Ha IPOAYKTH,
KOHCTATUPAHH 110 peJia Ha JOTOBOPaA; M/WITH OTKaXKe Jia M3BBbPIIM HA JOCTABKA; M/WJIM JOCTABH
TIPOIYKTH C HECHOTBETCTBUs C HM3MCKBAaHMSTA HA JIOTOBOPA, KOHCTATHPaHH II0 pela Ha
JIOTOBOpA;
- B CJIyHauTe KOTAaTO M3IbIHUTEIIAT H3II0NI3Ba TIOAU3IBIHATEN, KOMTO € paslIiueH OT TO3H,
IIOCOYEH B odeprara mMy;
- B CJIy4auTe€ KOTaTO M3IBIHHUTEIAT ObJe OOSBEH B HECHCTOATENHOCT MM KOTaTo € B
IIPOU3BOJICTBO 110 HECHCTOATETHOCT HJIM JIMKBHIAIHS,

18.4. 3a BCHYKM HEypeleHH BBIIPOCH BBB BPH3Ka ChC CKIFOUBAHETO, M3TBIHCHHETO W
TIIPEKPATSBAHETO HA TO3H JOTOBOP, Ce TpHUIarar pasnopendute Ha THProBCKHs 3aKOH U Ha
3akoHa 3a 3aIBIDKEHMSTa W JOTOBOPHMTE, M OCTAHAIOTO jeifcTBamo B P. brarapus
3aKOHOJIaTEeJICTBO.

18.5. Hepaszenna 4acT 0T HaCTOSIIHS JOTOBOP Ca CIIEHHATE IPHIIOKEHHUS:

Ipunosxenne Ne 1 — Crenuukanys 10 HAMMEHOBAHHS, JIEKAPCTBEHH bopMHU U aKTHBHO
BCIICCTBO B OKOHYATETHHU OIIAKOBKH, IPOrHO3HH Koyn4ecTBa, e 1 ATC ko,
Ipunoxenne Ne 2 u Ne 2A — Texuuuecko npeaoxenue Ha V3mbIHuTe IS
Ipunoxenne Ne 3 u Ne 3A— Ipeanarana nena Ha V3mbiaurens
Hacrosust norosop ce cheraBy 1 moamuca B Ba eIHOOOpasHK eK3eMIuisIpa -
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CMELMOUKALINE
Ha "B.BPAYH MEJIMKAJT" EOOfl

Mpunoxexue 1

[ocTaBka Ha NekapcTBEHW NPOAYKTYU M XpaHUTENHM 106aBKM U Ha NekapcTBEHN NPOAYKTH 32 fe4eHne Ha XeMaTonornyiHm 3a60onsiBaHUsA U Ha NaLUeHTHU C TePMUHANHA
61L6peyHa HeJOCTaTLYHOCT Ha XeMoAuanu3a 3a_aeiHoctra Ha YMBATI “Mpod. a-p CtosiH Kupkosuy” AQl”

K-BO 32 e Ilena Ha
. Gpoit 8 peRa's —— CBABPIK | OMIAKOBK Pdupma- Haentudu-
no MexyHapoH KoauyecTBO THProBcKo AB. Ges | cToitHoCT Ge3 IlpuTexaTeA Ha
AexapcTBeHa eZMHHIL aHHe B |a cBOGP. NPOH3SBOAHMTEA H| KaTOp Ha
pen| ATC Koz | O HENMATEHTHO aKTHBHO HauMeHoBaHue Ha | JJZIC 3a AOC 3a paspelieHHeTO
dopma a AeK ¢ ONMaKOBK c A'bpIEaBa Ha AeK.
Ha HauMeHOBaHHe BeIIeCTBO npoayKTa eAHHHIA | IOCOYEHOTO K 3a ynorpeba
Ma 3a 2 a en.eHH IPOH3BOACTBO NMPOAYKT
HOM. aAex.dpopm| Bo (K. 6*K.8)
TOAHHH a oT K. 8
1 2 3 4 5 6 7 8 9 10 11 12 13 14
OBOCOBEHA NO3ULMA Ne1 - NEKAPCTBEHW NPOAYKTU BKITKOYEHW B MPUIIOXKEHUE Ne2 B NJIC
) B. Bpayn B. Bpayn
44 | vo7amoo | Water for Sotvent fot 10ml 14000 | BoAa sa mmxexunn, | g 9050 | 3 150,00 20 4,50 Messyires; Mensysren, 328
injection parenteral use 10 ma MPC
Tepmanus
Tapanuus 3a H3meAHeHHe 4% L 7
. Teaodpysun B. Bpayn B. Bpayn
61 | Bosanos | CELATIN Sehitting for 500ml 1920 | Baaac,4%, EP 500 | 10,5000 | 20 160,00 10 105,00 MeasyHres, MensyHreH, 15469
AGENTS infusion
Tepmanus T'epmanus
TaoiE Tapanuus 3a nsnﬂiﬁhg&%:ﬂ;ﬁé (g e
SODIUM Concentrate for 8,4 g/100 ml - B. Bpayn
66 | BO5XA02 | HYDROGEN solution for ? g o i 91 950,00 5 MeA3yHreH, 3880
CARBONATE infusion m ‘ Tepmanust
T B : s o o 3
: B. Bpayn B. BpayH
SODIUM Solution for 9 mg/ml - 10 Harpues xaopuz
73 | BO5XA03 CHLORIDE injection ml (0.9%) 36000 0,9%, EP, 10 ma 0,2300 8 280,00 20 4,60 Mea3yHreH, Mea3yHreH, 345
B Tapanuns sa 3
; B. Bpayxn B. Bpayn
AMINOACIDS/ Solution for Glass bottle AMHHOTIAQ3MAA
76 | BOSBAO1 N-HEPA/ infusion 500 mlx 1 200 Xena, 10%, 500 ma 11,2000 2 240,00 10 112,00 MeA3yHreH, Mea3yHreH, 500
Tepmanus Tepmanus
i ; B. Bpayn B. BpayHn
3. | nosgayy {COMBINATION] - Bualaic for 1000ml 480 Hyrpudnexc | 54 4900 | 11 716,80 5 | 122,05 | Mensynres, Menayres, 346
e~ S infusion Cneursa, 1000 ma
T'epmanusa
: 7,5g/100g B. Bpayn
POVIDANE Cutaneous | . it 0100, - | 2100 | BPRYHOAPASTEOPR, | 464100 | 21 861,00 10 | 104,10 | Mensynres, Mensyrres, 331
IODINE solution 1000 Ma.
1000m1 Tepmanus Tepmanus
_ Tapanuus sa usn o 3a HOMe ‘
Solution for : B. Bpays B. BpayH
AMIKACIN | injection /infusio | > ™&/™1 1001 - yqqq ~[Amuxawms, 5 Mr/ua, |5y 4650 | 8200,00 | 10 [ 41,00 Measyrres; Measysres, 3713
ml EP, 100 Ma
n Tepmanus Tepmanus




Solution for

249 | NO1BB0O9 | ROPIVACAINE . e
injection

ey T

" TapARIAH S HSDBARGERG

OBOCOBEHA MO3ULINA Ne4 - IEKAPCTBEHU NPOAYKTU U3BBLH MJIC

PonuBakaus, 5
mr/ma, 10 ma

4,6900

B. Bpayn B. Bpayn
5 628,00 20 93,80 Mea3syHreH, MensyHreH,
Tepmanust

T'epmanus

1098

40 mg/ml -

H6ynpoden, 40

437 | MO1AEO1 | IBUPROFEN |[ Oral suspension 100 ml 520 séafnea, 10034
TapaHuus 3a H3TBAHEHHE 4%
446 | NO1BBO4 | PRILOCAINE solL.inj. Wmgiml | ooy |Tesmbmme 20w/,
Sml 5 ml
TapaHuHS 32 H3M'BAH
" E .
m ~ \usv
7 BanuueHo cvanacHo wr. 2 om 3377,
4 ave ap. ¢ wn. 36a, an. 3 om 30IT

P¥Jecoeveciocccnne

3a H3'bAHHT Can. .

BanuueHo CoalacHo . 2 om 33A/,
eve ep. ¢ un. 36a, an. 3 om 30T

L

B. BpayH B. Bpayn
48,30 Mea3yHreH, Mea3syHreH,

T'epmanust

9 660,00 10 105,00 Mea3yHreH, Mea3yHreH,

16491

O6wwa cToiiHocT Ha gorosopa 6es AC: 185 357,40

Oac: 51259,48

O6wwa croitHocT Ha gorosopa ¢ AC: 222428,88

O6Lua rapaHums 3a uanbrHeHne 4% OF CTOHOCTTa Ha A0rosopa: 7414,30

Sanuuero cvenacHo wi. 2 om 33A7,
eva ap. ¢ un. 36a, an. 3 om 30IT

o &=

40 HoB4eB, aA.M



