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Ha ocnosanue un. 112, an. 1 or 3akona 3a obmecrsenure nopwuxku (301 u B

nanbeiHeHue Ha Peinenme Ne PJ[-10-565/04.08.2017 r. Ha M3NbIHHTENTHHA THPEKTOP Ha

"YMBAJI llpod. I-p Crosn Kupkosuu” Al 3a olpenensHe Ha H3MBIHUTEN HAa oOMIecTBEHA

HOpRYKa ¢ npeaMer: ,JIoCTaBKH Ha JIEKapCTBEHM IPOAYKTH M XpaHHUTCIHM N00aBKH 3a
Hyxkaute Ha YMBAJT , ITPO®. 1I-P CTOSH KHPKOBHY” AJT.

CC CKIIIOYH HACTOAIHAT JIOTOBOP, KaTO CTPAHATE Ce CIIOpasyMaxa 3a CICITHOTO.

L IIPEAMET HA JOI'OBOPA
1. U3reITHUTEIAT C€ 3a/bJKaBa JIa JIOCTABS HA Bh3JIKHTENS IEKAPCTREHH IPOIYKTH U
/MAM  XpaHUTENHW a0BaOKH, HApUyaHM [0-HATATBK 3a KpaTKOCT ‘“‘CTOKM/CTOKHTE”, TII0
HAaHMEHOBAHIS, JIEKapcTBEHM (OpMH M aKTUBHO BeIIECTBO B OKOHYATENIHH OMAKOBKH,
IIPOTHORHH KOJHMYECTBA, IIeHH, DpUTEXKATeAH Ha paspemeHus 3a ynorpeba m ATC kogz,
TIOCOYEHH B TexHHYecka crelduranus - [punoxkenne Ne 1, Hepas/ie/iHa YacT OT HACTOS AN
JIOrOBOp, CIEA IIPE/IBAPHTENHA IIMCMEHA 3asBKa.

1I. CPOK HA JOI'OBOPA

2.1. HacTosaumsT J0roBop ce CKAIOYBA 32 CpoK OT 24 (ABajeceT H YETHPH) Mecela,
CYHTAHO OT JIaTaTa Ha CKIIOYBAHE Ha JIOTOBOPA MJM JI0 (uHanu3uMpaHe Ha oOsreHara or
MunHcTepcTBO 1A 34paBeOlla3BaHETC NPOLEAYPa 3a AOCTABKM HA JEKAPCTBEHH NMPOLYKTH H
CKJIIOYBAHE HAa PAMKOBH CIOpa3yMEHHS ¢ ONipele/ICHUTE 3a H3MBIHUTEIH YYaCTHHIIN.

1. IIEHU ¥ OBILA CTOHMHOCT HA JJOCTABKHMTE I10O JOI'OBOPA

3.1. lenara 11a nexapcTBEHUTE NPOJYKTH 3a BCAKA HOMEHKIIATypa € NpeaioKeHara ot
Mausinuurens nena B odeprata My - B siera, 6ez JIJIC, n BkIOYBa BCHYKH pazXxold 3a
H3MBIHEHUE HA MOPLUKATA JI0 CKNa/a Ha OoNHUYHATA anteka Ha m3nbnHuTens. llenara 3a
BCEKH JeKapcTBEH MPoAYyKT e Biucasa B [[puaoxenne Ne 1 kbM HacTOSIIHS JOTOBOD.

3.2. llenara na Bceky# NEKapcTBEH NPOAYKT € (UKCHpaHa M He MOAIEKHT Ha MpoMsHa



Tnpe3 1eprojia Ha aeficrBue Ha JOroBopa, OcBeH B ciyuaure, npejsujierud B 3011 u BbB Bpb3ka
¢ Hapenba 3a ycioBuaTta, IpaBmiaTa ¥ peja 3a peryJlHpaHe M PerHCTpHpaHe Ha LICHHTE Ha
NEKAPCTBEHHTE MPOAYKTH. B Te3u ciiyyay M3MBIHUTENAT CE 3aIbJDKABA J]a YBEIOMH TTHCMEHO

BB3JIOXKHTENA B CPOK OO ABa pabOTHH MM OT NOJy4aBaHE Ha peLICHHCTO 3a NpoMsiHa Ha
IIPE/Ie/IHATA [IEHA HA JIEKAPCTBEHHA NPOLYKT.

JAC u 40 074,36 aB. ¢ exmouedo JJC, pmucana B Ilpunoxenne Ne 1 keM HacTOosAUIMSA
JIOTOBOp, M34YMclieHA Ha 0as3aTa Ha TPOTHO3ZHUTE KOJNHMMECTBA JEKAPCTBEHH MPOAYKTH,
nocodeHH B Texuuueckara crnenubukanns Ha Bwinoxwurens — Ilpunoxenne Ne 2 kbM
HACTOAIINA JOTOBOP W €AHHUYHATA UeHa 3a MApKaTa Ha JIEKapCTBEHUTE MPOIYKTH 3a BCSKa
HOMEHKJIATypa OT ChoTBReTHATa 000co0eHa O3KINS, IPEJUIOKEHA OT H3IThIHUTEIIS.

IV. YCJIOBHUA H HAYHUH HA IIVIAIITAHE

4.1, [Inamanusra Mo HACTOSUMSA JIOTOBOP ¢a B OBITAPCKH JI€BA M Ce€ MU3BBPINBAT 4Ype3
GaHKOB IIPEBOX OT CTPaHa Ha BB3JIOKUTENA [0 cleJHAaTa 0aHKOBa CMETKA HA H3IIBIHUTEINA:

"IIepBa wuBecTunonna Oanka" - Llentpanten knou, 6yn. ., Jiparan llankos™ Ne 37, Codus,
IBAN: BG77FINV915010BGNO31XN
BIC: FINVBGSF,

4.2, [Tnamanero Ha CTORHOCTTA HA KOHKPETHATA JOCTABKA CTABA C IATEKHO HApeXKIaHe
no OaHkoBaTa cMeTKa Ha UBIIBJIHKTENS B cpok Jo 60 (mecTaeceT) MHU ciied CHOTBETHATA
JIOCTaBKa, Cpelly H3jajieHa (PaKTypa ¥ I[pMeMO-IIPE/IABATENICH IIPOTOKON, W INPEACTaBCHH
J0Ka3aTeIcTBa /KOMEE OT MIATE)KHO HAPEXAAaHEe HITH IPYro AOKA3aTeNICTBO/, UE U3IIBJIHUTENNAT
€ 3aILTATHII HA MOAM3IMBIHHTENS 38 H3ITBJIHEHHUTE OT Hero paboTH, KOUTO ca MPHETH N0 pejla Ha
1. 10.3. 0T moroBopa. — 6 cayvaume Ha NOI36AHE HA HOOUSHBAHUMEN,

4.3. B cnyuaii Ha npoMsaHa Ha GaHKOBaTa CMeTKa 110 T. 4.1, H3NBIHUTENAT CE 3a1bIDKaBa
CBOEBPEMEHHO ITHCMEHO J[A YBEIOMH Bh3JIOAKUTENS.

4.4. CTpaHHTE ce ChIVIACABAT, Y€ IICHUTE HA HPE/UIATAHUTE OT H3ITBIHHTEIS JICKAPCTBCHH
IPOAYKTH He CJIe/[Ba 1a HA[BHILABAT IIPE/IEIIHO JOMYCTUMHUTE LICHH Ha JICKAPCTREHH IIPOIYKTH,
cermacHo 3JIITXM u Hapenbata 3a ycroBHATa UM pena 3a peryjMpaHe M PETHCTpHpaHe Ha
IICHATE HA JCKAPCTBEHHMTE NPOJAYKTH M He HAJBMINABAT pefepeHTHHTE CTOMHOCTH 3a
onakopka ¢ BkaodeH JIJIC, nocouenu B IlosurHBHESA JiekaperBeH cniuebk [Ipunoxenue.
B cnyyait, ye ueHaTa cTaHe IO-HHMCKa OT JOTOBOPEHATa, BB3NOKUTEIAT OE3yCIIOBHO HIE
3aIUIalld JICKApCTBEHUTE MPOAYKTH HA MMO-HUCKATa LeHa OT jJaTaTa Ha BIM3aHE B CHIa Ha
KOHKPETHOTO PellIeHHE, KAKTO U B CIyJauTe Ha HANPaBEHM 3asBKH KbM Ta3H JaTa.

V. CPOK 3A JOCTABSIHE

5.1. locTapsaHero Ha CTOKHTE, IpeIMET Ha HACTOSIIUS JOMOBOP, €€ U3BHPIIBA B CPOK
20 24 9aca ¢ie)t Honyvapaie Ha MUCMEHA 3as8Ka OT BB3JI0KUTENL ¥ 10 6 Yaca — IPH CIIELIHM
H HEOTJIOXKHH CITyHaH.

5.2, CTokuTe, MPeAMET HA TO3H JAOFOBOP, €€ JIOCTABAT OT MMBIHHTEIA I NONyYcHA
NMCMeHa 3adBKa OT BBL3NOKHTENA, B KOATO Ca MOCOYEHH HAMMEHOBAHHMETO M (opMmara Ha
JIGKApCTREHMTE IIPO/IYKTH, THXHOTO KOINIECTBO, HOMEpA U 1aTaTa Ha JOroBopa, IIo KOHTO ce
IpaBH CHOTBETHATA 3asBKA. BBB BCAKa 3asBKa C€ BIIUCBA NOPEJSH HOMED H JaTa Ha 3aABiABaHE,
U Ce [IOJITHCBA 0T OMPEeJesICHOTO OT BB3JIOKUTEN [IBKHOCTHA JIKLIE.

5.3. IIucMenara 3asBka ce W3Mpalia oT ompejeneHoTo oT KynyBauybT ANBKHOCTHO
JHIE, KaTO 3a MOMEHT Ha TMollyuaBaHe Ha 3aiBkara or IIpojiaBaya ce npHeMa 4achT Ha
TIONYYEeHOTO MOTBBPAJICHHE 32 NONyYaBaHe Ha daxca.




VI. MACTO HA 1O0CTABHAHE
6.1. MsticToTo Ha JIOCTaBSHE Ha CTOKWTE MO TO3M AOTOBOP € A0 KpaeH TIonydarteln -
cKsajia Ha GonHuyHata anrtekara Ha ,,Y MBAJI Ilpod. [-p Crosu Kupkouya™ AJ] rpan Crapa
3aropa, yi. ,,I'enepan Cronetos” Ne 2.

BBEIJOKUTCIIA OT MOMCHTA Ha NPHCMAHETO UM Ha MACTOTO HA JOCTABAHC.

VIL. JATA HA 1OCTABSIHE
7.1. 3a mata Ha JOCTaBSHE CE€ CUMTA JaraTa, Ha KOATO CTOKUTE ca TPUCTHUTHANH IIpH
KpaHHH4 ToIyJaTell, ChbIIJacHo MPHEMO-TIPENaBaTeIHUs IPOTOKOIL.

VIIL. IIPABA H 3AIBJIKEHUSA HA U3ITBJIHUTEJIA

8.1. ce3aawbmkapa;

8.1.1. na RoctaBs 3aABCHUTE [0 BCHKA MHCMEHA 3asiBKA JICKAPCTBEHM NPOIYKTH M/HITH
XpPaHHTENHH JOOABKH B JOTOBOPEHHMA CPOK, CHOTRETHHM HA JIOTOBOPEHHTE HAMMEHOBAHMS H
(bopma, nocouenu B [Ipmioxenue No 1;

8.1.2. npu nouckpaHe OT BBINOKUTENS Ja Npelane CTOKUTE, MPHIAPYKCHH CBC
cepTuuKaT 3a 0cBOOOXKIaBaHe Ha CLOTBETHATA MAPTHAA;

8.1.3. 1a npejajie CTOKATE HA MACTOTO HA JIOCTABSHE;

8.1.4. na U3BBpLIBa JOCTABKUTE 32 CBOJ CMETKA;

8.1.5. na cneraBu u noanumie $pakTypa M MpUEMO-TIpeIaBaTesicH POTOKO, CLITacHo
pazzen X oT HacTOSIOUS JOTOBOP NP BCSKA A0CTABKA;

8.1.6. BCsika loCTaBKA J1a ce NPH/IPYKABA ¢ JIOKYMEHTH, YOCTOBEPABALIM 32 IIPOH3XOL
W KaueCTBO 3a BCEKH BH/ IPOAYKT U paspelueHue 3a ynorpeda.

8.1.7. na nmpenctaBu rapaHius 3a U3NbIHEHUE HA JIOTOBOpA B pa3zMep Ha 4 (deTupH)
% ot ohmara My cToiHOCT, mocoveHa B T. 3.3, oe3 JIIC.

8.2, MsmreimuTensT HaMa IpaBo ja HAeMa JPYTH HOJH3IBJIHUTEIH, OCBEH HOCOYEHUTE
B othepTaTa My M 3afBHJIM CBITIACHE 32 YHACTHE MPH H3BIHECHHE HA MOPHYKATA.

8.3. M3nniuutensT HOCH IBbJIHA OTTOBOPHOCT 3@ KAYECTBEHOTO M B CPOK HM3MTLJIHEHUE
Ha JeHHOCTHTE, 32 KOUTO € aHTaXUpal Mo IU3TBLIHUTEIH.

8.4. MambiHUTENST € RABKEH J1a CKIOYH JOTOROD 33 NOJU3ITEIHEHHE C TOCOYCHHS B
oeprara My NOJIU3IBIHHTEN, B CPOK OT 2 /J1Ba/ JIHM OT CKIIFOYBAHE HA HACTOAIIUS JIOTOBOP H
Ia npejacTaBu Konue Ha KymyBaua B 3-IHEBEH CpoOK.

/8 caydaume Ha NOI3BAHE HA NOOUSHbAHUMEN/

8.5. Manmauwresisit uMa IpaBo 1a Bcka OT BBJIOXKUTENS HeOOXOIUMOTO CHACHCTBHE 3a
OCBHIECTBABAHE HA JIOCTABKATA.

8.6. M3muaHuTeNaT UMa [paBo Jla McKa NpueMale Ha JOcTaBKaTa Hpes3 OIpee/IEHO OT
Brastoxurens IHme.

8.7. W3nwpHuTENAT WMa OpaBoO Ja [ONYYH OT RB3NOXKHTENd CHOTBETHOTO
BB3HArpaXKACHHE, chrnacuo pasnen I or nacrosmus 10rosop.

8.8. B ciuyuail Ha U3THUAHE HA CPOKa Ha PazpelICHUETO 3a yIoTpeda Ha JIEKapCTBEH
HpPOJYKT IIpe3 cpoka Ha JOTOBOpA 3a JOCTaBKa, KOJMHYSCTBATa Ha JOCTaBAHHS JICKapCTBEHHS
NPOJYKT LIE ca HATMYHY 3a CpoKa Ha JJOroBopa - CLOTBETCTBHE ¢ Uil 55, an. 6 ot 3JI[IXM.

8.9. na pocrass NpeJIATAHATE B RACTOAUIATA IPOUENY A NEKAPCTBEHH TPOAYKTH, KOHTO
Jia ca perucTpupan 3a ynorpeba B Peniybnuka brniarapus u ga npurtexasar pa3pelnTensy 3a
ynotpeba, chrilacHo u3uckBanugra Ha 3JITIXM;

8.10. gnocTaBAHHTE JIEKAPCTBEHH NPOAYKTH Aa IPUTEXKE
IIPeIOCTABEHH B e€lleKTpoHHaTa crpannna Ha MAJL;




8.11. jocTaBstHUTE  JIEKAPCTBEHH MPOJAYKTM Ja MNPHTEXaBaT CepTHOHKATH,
YAOCTOBEpSBAlIH KauecTBOTO HA NPOAYKTHTE, KOMTO ca B mpejgoctaBed B HAJl u
MuHucTepcTBO Ha 3/IpaBeOIIazBaHETO;

- 3agBsBaMe, Ue 32 BCUUKH BL3HHKHANK POMCHHU 110 BPEME WM CIIeji PA3PEIlaBAHETO 34
yooTpeba Ha npelnaral lekapcTBeH HpoaykT ce yrenomssa MAJL, karo ce npejpocraBs

CEOTRCTHAT TORYMCHTARIT 32 HPOAYETRTC,

-3a npeanaraduTe OT HAac B HaCTodAlMAaTa MpOoLEAypa JICKAPCTBCHH MIPOAYKTH JHIICBAT
O(bI/IHI/IaHHH CBO6U_ICHHH HWIH OrpaHHYHTCIHH MCPKH 3a yHOTp€6a Ha JEKAPCTBEHHUTE
IIPOAYKTH, CBLP3aHi ¢ HEKCIAHH JICKAPCTBCHH PCAKIHHU,

IX. HPABA U 3AXBJIKEHUS HA Bb3JIOKHTESA

9, BL310XHTENAT ce 3a06/DKaBa:

9.1. na uM3Nmpamia Ha HM3OBIHUTENS IHMCMEHM 3asdBKH 3a CHLOTBETHATa JOCTaBKa,
CBHOOPA3EHH C TIpeMETa Ha HACTOSMIMA JIororop, [Ipunoxenune Ne 1 kbM Hero u cwobpasHo
HyXJHTe Ha nedyeOGHHUA Tpouec B OOMHHIATA, KATO BB3NOXKHTENAT HE € OOBBP3aH CBHC
3aLIDKEHYE A IOPBYBA MPOTHOZHOTO KOMMYECTBO Ha NMPOYKTHTE.

9.2. n1a mpueMa NOCTABEHHTE B CPOK M Ha MACTO CTOKM, CBHOTBETCTBALIM II0
HAaHMEHOBAHUE M KOJHYECTBO Ha OTOBOPEHOTO B HACTOAIHS JOTOBOP H Ja IIOITHIIE IPHEMO-
npenaBatencH NpoToKon M dakrypa,

9.3. j1a 3anama OCTaBEHUTE CTOKU B YTOBOPEHHUS CPOK.

9.4, BB3M0XKATEIAT HMa IPABO /12 HCKA OT W3IIBIHUTENS 1a H3IBJIHH JIOFOBOPA B CPOK
1 0e3 OTKIOHEHHS.

X. IPUEMAHE U IIPEJABAHE HA CTOKHTE

10.1. IlpenapaHeTe M MNPHEMAHETO Ha CTOKHTE CE€ OCBILECTBABA OT ONPE/IELICHH
IpeACTaBUTEIM Ha BL3TOXKUTEIM, HA H3MBLIHUTENS M MOAMIILJIHMTENS /6 cayuaume Ha
ROA36AIIe Ha nO()HSI’lbﬂHumwl/.

10.2. TIpn uM3nBJIIHEHHE HA CHOTBETHATA 3asBKa ANBXKHOCTHO JHIE, ONpPEACTCHO OT
H3ITBJIHUTENA, CHCTABA [IpHEMO-TIpeaBaTelieH IPOTOKO B TPH EK3EMIUTSPA - K0 €JIMH 34 BCAKA
OT CTpaHUTE MO JOrOBOPa, H ¢AUH 3a DoNupYHaTa anTeka, ¥ MOAMKUCEA TPUTE €K3EMILLIpa OT
CTpaHa Ha M3MBIHUTEAA. B NpoToKoIa ce BIHCBAT: MOPEIHHA HOMEp M JaTaTa Ha 3agBKaTa,
HOMEpa M JIaTaTa Ha JOrOBOpa, HOMED M JIaTa Ha W3/13/1eHATa OT U3II'RIHKATENS (akTypa (Korato
T4 € H3AaAeHa B ACHSA Ha JOCTABKATA), HAUMECHOBAHHATA H KOJIMYECTBATA Ha JIEKAPCTBEHUTE
NPOAYKTH H NapTHIHUTE UM HOMEpa 10 KOHKpETHATA JJOCTaBKa.

10.3. 3asBeHWTE CTOKM CE€ NpHEMaT OT JIBKHOCTHO IIMIE, ONPENENEeHO OT
BBIOKHTENS, B [PHCHCTBUETO HA YIIBJIHOMOWICHHM IPENCTABHUTENM HAa M3NBIHUTENL/H
MOAM3MBIHUTENA, KOUTO MMOAIMCRAT TPUTA EK3EMILTAPA HA PHEMO-TIPE/1aBaTeTHUA TPOTOKOI!
B MOMcHTa Ha JOCTABKATa Ha 3a9BEHHTE CTOKH ¥ BIIMCBA JEHA H yaca Ha JOCTaBKaTa.

10.4. Croxute TpaOBa /ja OBAAT TPAHCIOPTUPAHH, CHINIACHO YCTAHOBEHHUTE 3a TOBA Pl
H YC/IOBHA, M CBIIMTE CIEABA Jla ¢4 OHAKOBAHH B OIIAKOBKH, KOWTO I'M 3ana3BaT OT BCAKAKBH
TIOBPEAH 110 BPEME Ha TPAHCIIOPTHPAHETO HM, KATO OIIAKOBKaTa He TpaldsBsa la € HapylIeHa.

10.5. HM3memHuTenst HOCH OTTOROPHOCT 3a BPENH; HPOUIICINU OT HEHpPaBUAHA WU
HEJOCTATRYHA OHAKOBKA WiHW HENPABUIHA, HITH HEAOCTATHYHA MAPKHEPOBR G — - -rrmmrrr o e o e o

XI. KAYECTBO U CPOK HA I'OJJHOCT

11.1. ocraBsuuTe CTOKM TpadOBa jia ca paspellcHH 3a=yHAoT A =S
LeHTpaTH3MpaHa IIpoleAypa, a UMaT cepTHdUKAT 3a OCBOX/ABAHE HA NAPTHHATA, Ja Ca C————
YeTMBA MAapKMpPOBKA 3a jaTa Ha HPOH3BOACTBO, CPOK Ha TIOAHOCT, MapTHACH H




PErUCTPAIMOHEH HOMED, BIIMCAH B Pa3pelICHHETO 3a YIoTpeda.
11.2. KsM paraTa Ha J0CTaBKaTa CpPOKBT Ha TOJHOCT HA CTOKHTE, MpeAaMer Ha
HacToAUINA IOTOROP, clelBa Aa 0n1e He no-Malitk oT 60 % OT yKazaHus BEPXY ONMAKOBKATA.

XIL. OTTOBOPHOCT 3A HETOYHO U3IIBJHEHHUE, PEKJAMALIUU

12.1. MsnbaauTensIT MOXKE N1a IpeagBsABa pekIaManny npel Bo3noxuTtens:

12.1.1. 3a 9BHU HEJAOCTATHIH:

a) IpH NOCTaBsHE Ha CTOKH HE OT AOTOBOPEHUS BUJ, 1tocodeH B [Ipunoxenne Ne | kbm
HACTOALIMA JIOTOBOP, BKIIKOYHUTEITHO U ChC CPOK HA TOTHOCT NO-KpaThK oT 60 % 0T ykazaHus
BBPXY ONAKOBKATA CPOK Ha FOJHOCT;

©) 3a HECTIa3eHH YCIOBHUSA M peji P TPaHCIIOPTHPAHETO UM;

B) 33 KONMYECTBO, KOETO HE OTIOBaps HA 3asBRCHOTO,

) HpH HapylleHa 1UI0CT U OIIAKORKH;

JI) TIpY HECHLOTBETCTRHE MEXIY MapTHAHUTES HOMEepa HAa JIEKAPCTBEHHUTE MPOMYKTH,

BIIMCAHU B MPHEMO-TIPEAABATEIHHA MPOTOKON U (aKTyparta, ¢ NAPTHAHUTS HOMEPA, BITHCAHH
BBPXY OITAKOBKHTE HM.

12.1.2. npy CBMHEHHUA B KaYECTBOTO HA JICKAPCTBEHMUTE NIPOLYKTH.

12.2.1. Pexnamanuu 3a SsBHA HEAOCTATHIM HAa CTOKMTE B ¢iaydauTe o T. 12.1.1,, 6. 6.

«an, «b», «B» M «T» c€ MPABAT B JICHA HA /IOCTaBKaTa HA ChOTBETHATA 3aABKA, KATO B IIPHEMO-
npelaBaTeIHAg IPOTOKOT Ce BIIMCBA YCTAHOBEHHS SBEH HEJOCTATEK.

12.2.2. PexnaManyy 3a SBHY HEJIOCTATHIIM HA CTOKWUTE B cydaure o T. 12,1.1, 6. «i»

CE IpaBAT B CpPOK N0 2 paboTHH JHH OT AEHA HA CHOTBETHATa AOCTaBKa, C KOHCTATHBEH
IIPOTOKON, CHCTABEH U MOANKCAH OT JUTHKHOCTHO JIMIIE, ONPEAEICHO OT BL3JIOKHUTENS.

12.2.3. PexnaManuu 3a IBHH HEJIOCTATLIM Ha CTOKUATE MOTarT Jia ce [IPaBiT X B CPOK A0
3 ngHH, cnejBain jAeHS, B KOHTO € BB3HHKHAA HeoOxomuMmocrra oT ynorpebata Ha
JEeKapCTREHMS TPOJIYKT, ¢ KOHCTATHBEH MPOTOKON, ChCTABEH W IONHCAH OT JUIBKHOCTHO
JIUYUE, OIPENCACHO OT BBITOKHTEIIA.

12.3. B cnywaute mo 1. 12.2.2 u 1. 12.2.3 ATHKHOCTHOTO JMIE, ONPEAENEHO OT
BB3IOKMTENS € JATBLKHO Ja YBENOMH NHCMEHO H3NBIHUTENA 3a YCTAaHOBEHHTE SBHU
HEOCTATBIM KATO M3IPATH KOIHE OT KOHCTATHRHUS IPOTOKOIL.

12.4. B XOHCTATHBHHUSA MPOTOKON CE€ BIIKCBA HOMEpPA U HaTaTa Ha JOrOBOpa, HOMEpa u
Jlarata Ha dakTypara 3a chOTBETHATA )JIOCTaBKa, TOUHOTO HAaUMEHOBAaHME M KOIHYECTBO HA
PEKIAMHPAHUTE CTOKH € TEXHUS [AapTHJEH HOMEp, OCHOBAHHETO 3a peKiaManus H
KOHKPETHOTO UCKAHE HA U3ITBJIHHUTENA.

12.5. Tlpu pexnaManus 3a ABHH HENOCTATHIM H3MBIHUTENST € INThAKEH B CPOK jlo 24
Haca OT IONyYaBaHEe HA KOHCTATHBHHS IIPOTOKOJ H/WIH HPUEMO-TIPEJABATEIHIS NPOTOKO Jid
JIOCTaBH 32 CBOSl CMETKa JOTOBOPEHHTE CTOKH Ha MACTOTO Ha JAOCTaBAHE.

12.6.1. Ilpy C¢bMHEHHE B Ka4Y€CTBOTO Ha JCKAPCTBEHMTE MPOAYKTH HM3NLIHUTECIMT €
JITB)XEH HezabaBHO NMHUcMeHo Ia yeeaoMu MAJl M M3mbIHHTENS, Karo [TOCOYH KOHKPETHHTE
IOpHYHHY, AOBEIH OO CHLMIEHME B KaueCTBOTO Ha JIEKapCTBEHHS IIPOAYKT, HETOBOTO
HANMEHOBAHHE, KOJNMYECTBO U MAPTHIECH HOMED.

12.6.2, B cpox a0 24 yaca oT nojly4aBaHETO Ha NHCMEHOTO YBEAOMIEHHE II0
opeaxofHara T. 12.6.1. HUBIIBIHUTENST € JUThXKeH Ja JIOCTARH JPYLY CTOKM OT CHHIMA BUX € &=
HEeoO0X0IUMOTO KaueCTRO.

12.6.3. JlekapcTBeHMTE TIPOLYKTH, 32 KOKTO € HALIPABEHON —
12.6.1, ocTaBaT Ha ChbXpaHEHHE [IPH BBL3JOKUTENS, KOHTO € JUIBXKEH JIa I'M Na3y. c....r:pmicaTa Ha ~—
,Z[Oﬁ'bp CTOTIAHHH H JIa IIPEI0CTARKA FO-Bay R R
Ha npodu 3a MabopaTopHH H3NHTBRHUS
B3EMaHe Ha INpolM 3a NBEPXKABEH KO




H3IRTBAHHUATA U 3aIlIalllaHCTO HM.

XIII. OTTOBOPHOCTH ITPH HEM3IIBJIHEHHUE, HEYCTONUKHA

13.2 Ipn Hen3bIHEHNE HA 33/IbIKEHHMETO CH 3a INIALIaHE B JOTOBOPEHHUTE CPOKOBE 110
AU TUNTIF A AOTUBUT B BT w ITCTIAT O 57 T OOCIITCTCHITC B DasheCpe - Saro arTe AR OT
IieHd Ha 3abaBara.

13.2.1. Ilpm yacTHYHO H3UBIHCHHE B CPOKa 3a H3NLJIHCHHC Ha TIONy4YcHa 3asBKa,
H3NBIHHATENHT JBIDKH HeycTolika B pasmep Ha 20 (nBajecer) % BBpXY CTOHHOCTTA Ha
HEU3IIBIHEHOTO OT 3afBEHHTE KOJH4YecTBA. basara 3a H34MCIsABAHE Ha HeycToikara e
croiiHocrTa ¢ BKI. JJIC Ha BewsnwsaHeHoTo. B cnydaii Ha HEBB3MOXKHOCT Ha M3NBIHCHAE HA
3afABEHHUTE KOMHUECTBA, U3ITBIHUTENAT € JUTHXKEH /1a YBEJIOMH BB3JIOXKUTEIS MHCMEHO B CPOK
or 14 1u¥ OT AaTaTa Ha IOJy4aBaHe Ha 3asBKara.

13.2.2. 3a 3abaBecHO MRNLJIHEHME HA 3aAbL/DKEHHMATAa CH [0 I[OJIydeHa 3asBKa,
IPONBIKINIO A0 7 /cejieM/ KaseHIapHHy JHA, M3ITBIHUTEIAT IBIDKH HeycToika B pasMep Ha 10
(necer) % Ba aeH BBPXY CTOHHOCTTa Ha HEM3IIBJIHEHOTO B JIOFOBOPEHHTE CPOKOBE.
Heycroiikata ce Hauucigpa OT J€HS, ClelBall JeHS, B KOHTO € TpsaOBaio Aa ce H3BBPUIM
IOCTaBKaTa, a HEH3MbJIHECHUETO ce OpoM B KajleHDAapHY IHHM. ba3aTa 3a M3UMCIABaHE HA
HEYCTOMKATa € cToiHoCTTa ¢ BKIL JIJIC Ha HEeN3IBJIHEHOTO.

13.3. [Ips HeH3N'BIHEHHE HA AOTrOBOpA, NMPOABIDKHIO 7 /celeM/ KaJICHIAPHHU JIHH,
BBL3I0KUTENA THCMCHO YBESAOMABA H3ITBLIHMUTEINA Al HMa HHTEpeC OT U3IBIIHEHHETO UITH HE
Ha KOHKpPeTHUTE CTOKH [0 KOHKpeTHaTa 3asBka. Korato HaMa HHTepec OT M3IBIHERUE cliel 7-
usi Jied, [IponaBaybt nbIDKM HeycTolika B pasMep Ha 5 (HeT) MBTH Ha CTOHHOCTTA Ha
HEM3IbIHEHOTO. ba3zara 3a u3uyMClsBaHe Ha Heycrodkara e crofiHocrra ¢ B JAC na
HEeU3MBJIHEHOTO.

13.4. TIpu Hem3nbIHeHME Ha 3aabbkenugTa Ha [Ipomgasava mo T. 12.5 u 1. 12.6.2 ce
HnpuJaraT pasnopenoure Ha npeaxoaHara T, 13.2u 1. 13.3.

13.5.1. 1InamaHeTo Ha JOTOBOPEHHTE M ABDKMMM HEYCTOHKH C€ H3BBLpIIBA 4pe3
[IpHUXBallate Ha HACPENIHK apU4HHU 3aABIKECHHA HA BB3I0KUTEINS.

13.5.2. [IpuxBamane Moxe Aa OLAe U3BLPIIEHO U 3a CMETKA Ha HacpelUHH NapuYHK
3Q/ThJIKEHRSA HA BH3JMOXKATEPNS KaKTO 10 TO3M JOTOBOP, TAaKa W IO APYI/H JIOTOBOP/H MEXIY
CBIIHTE CTPaHH.

13.5.3. 3a W3BEBpPIIBAHE HA NPHXBALIAHETO BB3NOKHUTEIAT NPABH MIHCMCHO H3SABIEHHE
10 M3MBIHATENA. JIBeTe HacpelHU 3aABIAKEHUS Ce CMATAT 3a NOraceHH /IO pasMepa Ha I10-
MAJIKOTO OT TAX OT JIeHsI, B KOWTO NpHXBaNaHeTo € MOTNI0 Ja ¢€ H3BBPILIH.

13.5.4. Korato B cnyuaure mo 1. 13.5.1 u 13.52 cymure He ca AOCTAThLYHM,
H3IILIHUTENAT MPEeBekAa OCTaThKa OT ABL/DKUMHTE HEYCTOHKH B ONPEACIIEH OT Bh3IOKHUTENS
CPOK H 1O IOCOYEHa OT Hero BaHKOBa CMETKA.

13.6. AxoO JIOTOBOPEHMTE W JILIDKAMH HEYCTOHKH He MOTaT ja OBAaT H3ABIKEHH 10
pella Ha MpHXBAIAHETO MM He OBJaT A00pOBOIHO H3NNATCHH, BH3NOXHTEIAT 3a1bpKa 9acT
IUTH Ls71aTa TapaHLNA 3a H3MBIHEHUE Ha JIOr0BOpa.

13.7. KynyeausT uma mpaBo U Ha o0e3leTeHHe 3a UpeThPIIeHHTE BPEM, KOraTo Te
HA/IXBBPIAT pa3Mepa Ha IOTOBOPEHATAa HEYCTOHKA.

X1V. ®OPCMAXKOPHH OBCTOATEJICTBA
14.1. HempeononuMa cuia ca 0OOCTOATENCTBA OT HM3BBHPENEH XapakTep, KOUTO -
CTPaHaTA II0 JOrOBOpa NPH MONAraHe Ha ABDKAMATA TPHKA HE € MOTIIA HIIH HE € OMIma JiIBKHa
Jla TIpeiBY/IY | MPEeNOTBPaTH, H KOUTO Ca Bb3HUKHAMH CJICI CKIFOTBAHETO Ha JOFoBOpa. —

14.2. CTpaHaTa, KOSATO ¢€ MO30Be Ha 0OCTOATENCTBO OT H3BLHPCACH XapaKTep-io -



CMHUCBJIA Ha IpeixofJHara T. 14.1, KOETO ¢ NMpUYAHA 3a HEHU3ITBIHCHUE HA 33/(bIDKEHHS 110
AOTOBOpA, € INBXHA B CPOK 10 3 (TPH) IHM OT BH3HUKBAHETO MY ITHCMEHO JIa YBEIOMM Jpyrata
CTpaHa II0 JIOrOBOpa B KaKBO CE€ CBHCTOM HENPEOAONMMAaTa CHIa, KAaKBH €A BB3MOXHHTE
NOCIEOMLH OT HES 33 U3NBIHEHUETO Ha JOroBOpa M Ja JOKaXKe NPUUMHHATA BPB3Ka MEXTY
TOBA OOCTOATENCTBO H HEBB3MOXKHOCTTA 3a u3nbiHenue. [Ipu Heysenomseane [IponaBaubr
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34 HACTBIOKIKTC OT TOBA BpCAH.

14.3. OrHomeHusATa MeEXJAy CTpaHUTE MO TIOBOJ  HCH3NBLIHCHHE HA
3aIbIDKCHUC/3aNLIDKEHA, TPHYHHCHO OT HenpeojolidMa CHIa, Ce ypexmaar ChITacHO
I'PAXIAHCKOTO 3aKOHOJIaTeNicTBO Ha PenyOnuka beirapus.

14.4. Huxos 0T cTpaHUTE 10 AOTOBOPA HE HOCH OTTOBOPHOCT 3@ M3LISIIO HIIH YACTHIHO
HEM3NBIHCHHE Ha 3alb/DKCHHA, IOETH MO CHJIaTa Ha JOTOBOpPa, aKo HEBBIMOXKHOCTTA 3a
U3IBIHEHUETO CE IBJDKK HA MPUMHHA, KOATO He MOXeE Aa i ce BMEHH BBB BUHA.

XV. CIIOPOBE

15.1. Be3uuxkHannTe npe3 BpeMeTpacHe Ha JOTOBOpa CIOPOBE M Pa3sHOTIACHS MEXTY
CTPAHHTE ce PEIIARAT Upe3 [IPETOBOPU MEKIY TAX.

15.2. B cnyuaii Ha HElOCTHTaHE HA JIOTOBOPEHOCT IO NPEIXOAHATA TOYKA, BCHYKH
CIIOPOBE, IMOPOJICHU OT TO3H JOIOBOP HIIH OTHACHUH CE JI0 HEr0, BKAYHTEIHO CHOPOBETE,
MOPOJICHH OT WJIM OTHACAUIM C€ JO HETOBOTO THIKYBAHE, HEJACHCTBHTEIHOCT, HEU3IIBIIHEHHE
WY IIpekpaTsaBaHe e ObaT pellaBasH cropern OBArapcKUTEe MAaTEPHANHH H MIPOLECYaTHH
3aKOHU OT KOMIIETEHTHHAT ¢b1 110 pena Ha I'TIK.

XVI. CbOBIIIEHUSA

16.1. Bcnuky choOIICHUS MEXKAY CTPaHHUTE, CRBP3aHH C HINMBLJIHCHHETO HAa TORH
JIOTOBOP, ¢a BAIMIHM, aKO Ca HANpaBeny B nucMera GopMa i ca MOANKMCAH 0T OTIPe/ICNCHHTE
JUrbxkHOCTHHM Jua of Ipoyaeaya 1 Kynysada.

16.2. 3a nara Ha CLOOINEHHETO ce CMATa!

a) naTara Ha [peJaBaHeTo — IIPU PHYHO MpEeAaBaHe Ha ChOOIICHHETO;

6) maraTa Ha NOMIEHCKOTO KneiiMo Ha oOpaTHaTa paslHMcKa — MpH H3Ipalage 1o
MOLIATA;

B) JIaTara Ha IPUEMAHETO — IIPH U3MPAIaHe 1o Tenedaxc.

16.3. 3a Banu U agpecy Ha CLOOIICHHS, CBLP3aHU C HACTOAIIMA JOTOBOP, C& CMATaT:

3ATIPOJTABAYA: 3A KVYITVBAYA: e
»IIpo @apmanua™ EOO/I »YMBAJI TTPO®. JI-P CTOSAH KUPKOBHY™ AZL
rp. Codus, rp. Crapa 3aropa, yui. ,,I'erepan Croneros” Ne 2

oyn. ,,Mux. Mpan Msanos®“ Ne 70b
16.4. IIpu npoMsHa Ha aapeca, ChOTBETHATA CTPaHA € JUThKHA [d YBEJIOMM JIpyrara B
CpoK OT 3 paboTHM AHU 2a IIpoMgHATA.
XVIL TAPAHIIUSA 3A T3IIBJIHEHHUE

17.1. llpn cxmousane Ha Jlorosopa, M3DBAHWUTENAT HPEACTABA TapaHLHs 3a
V3MbAHEHHE Ha JIOTOBOpa (,rapaHiMs 3a W3MbIHEHHE™) B -pasMep Ha 133581 . gema

npeacrapiasamu 4 % (dermpn) npouneHTa OT Heropata obOwia croitHoct, Ges JUJIC.

[apaHIuATA 32 H3bJIHEHHUE CE UPEACTARS B €/IHA OF CHEAHATE QOPMHUi—  m - om o e i

a) napd4Ha CyMa, BHECCHA I10 TTOCOUYEHA OT BBITOKUTE]S OaHKOBa CMET K&, o



0) Oe3ycnoBHa HeoTMeHAeMa 0aHKOBA FapaHIHs; HIH

B) 32CTPAX0BKa, KOSTO 00e3neuaBa M3NbJIHEHHETO Ype3 HOKPUTHE HA OTTOBOPHOCTTA Ha
H3NBIHUTE.

17.2. 'apaniusTa 3a M3MBIHEHHE CJIEJBA A € ChC CPOK HA BAIHAHOCT OT jaTaTa Ha
BIK3ane B cuna Ha Jlorosopa 1o nai-manko 30 /Tpunecer/ THU cliel K3THYAHETO HA CPOKa Ha

Rerebopa:

17.3. TapannusTa 3a H3MBIHEHAE Ce YCBOSIBA U310 MIH YACTHYHO OT BB3INOKHTENA
B CIy4ad Ha HEW3NBJIHEHHE Ha 33 IBbJDKCHUATA HA MIITBJIHUTE/IS 32 4acTTa, ChOTBETCTBAINA Ha
HEM3MBIHEHHETO. BB3N0KUTENAT MMa IpaBo Ja YCBOM rapadiHATa 3a M3NbIHEHHE, Oe3 ToRa
Ja ro JINIIAaBa OT NPaBoTO JIa ThPCH oOe3eTeHHE 3a BpeiH, HaJBHIIABAIIY II0/1yYeHaTa cyma
IO TAPAHIIMATA 33 U3ThITHEHHE.

17.4. Tlpu nurica Ha BR3pAKEHUA/IPETEHIIMHA BBB BPB3Ka ¢ H3IIBJIHEHHETO Ha JIOTOBOpA
OT CTpaHa Ha BB3IOKKTENA, TOH OCROOOKIABA rapaHIIMATA 3a M3IIbJIHEHHE (BphIlA NapHyHaTa
CyMa/OopHrHHANA Ha W3JajJieHaTa OaHKOBa rapaHIlHsA/3acTpaxoBKa) B cpok oT 30 oHM cien
IIPHKITIOYBAHE HA M3NLIHCHHETO MM U3THYAHE CPOKA Ha JOTOBOpa, Oe3 Ja JBIDKM NHXBH 3a
Hepuoaa, npe2 KOHTO rapaHiiMATa 3a W3MBIHEHUE € TpecTosna Py Hero (B cnydait ye e mox
¢dopmata Ha napuisa cyma). Axo [lporapayst € npe/IcTaBUIl NAPHYHA CyMa KaTo rapaHius 3a
M3NBIHEHHE, ChlllaTa e ObJe NmpeBeleHa Mo nocoueHara B odeprara va U3ITBIIHUTEILA
0aHKOBa CMETKA.

17.5. Paszxonute 1o OTKpUBaHE, MOAAbpXKaHE, MOJHOBSBaHE H o0OCHyXKBaHe HA
TapaHIMATa 3a H3ILIHEHHE Ca 3a CMETKA Ha H3IIBIHUTEN.

17.6. Tapannuusdra 3a H3IBLIHCHUE HE ce 0CBOOOMKIaBa 0T BB3JIOIKUTEN, aKO B Iipoleca
Ha H3TBJIHEHHE HA JIOTOBOPA € BL3HUKHA CIIOP MEXAY CTPAHHTE, OTHOCHO HEM3ILIHEHHE Ha
33 Ab/DKEHHATA HA MINBJIHUTENM H RBIPOCHT € OTHECEH 3a pelliaBaHe pe cbl. [Ipu peluasane

Ha C1iopa B II0JI3a HA BE3JNOKHTCIA, TOH MOXeE Na IIPUCTRIIA KbM YCBOABAHE HA rapaHnyATa 3a
H3ITBIHCHHE.

XVIIL JAPYI'N YCIA0OBUA

18.1. Huto eana oT cTpaHuTe HAMa MPaBo Ja NMPEXBLpNis IpaBaTa U 3aabL/DKCHHUATA,
NPOH3THYALIH OT TO3H JIOTOBOP, HA TPETa CTPaHa, OCBEH B Clly4aHTe, HocoueHH B 30TL

18.2. Hacroamusr JloroBop Moxe nga Obie H3MEHHSH C IHCMEHO JONBIHUTEIHO
cTiopa3yMeHHE IIpH YCIoBUATa Ha ul. 116, oT 3akoHa 3a 001IECTBEHHUTE NOPBYKH, @ UMEHHO:

18.2.1. upu ycnosusita Ha 4. 116, an. 1, 1. 1 or 3akoHa 3a 00lIeCTBEHUTE NOPHYKY!
NIpH U3MeHeHHe (HaMaJliBaHe) LIEHKTE Ha IEKAPCTBEHUTE IIPOJIYKTH;

18.2.2. npu ycnosusita Ha wi.116, an. 1, 1. 3, B ciyvali Ha NpoMsHa Ha LIEHUTE, BLB
Bpb3ka ¢ Hapenbara 3a ycrmopuATa, IpaBHiIaTa W pela 3a pery;IMpaHe M perHCTpUpaHe Ha
IICHUTE HA JICKAPCTBEHHTE MTPOAYKTH.

18.2.3. npu ycaopuaTa Ha wi. 116, an. 1, 1. 2 u cn. or 3akoHa 3a 00LIECTBEHUTE
HOPBYKH;

18.3. HacTosimmsT 10roBop ce mpexkparsga:

a) ¢ H3THYaHe Ha YrOBOPEHHS CPOK WA C-(QuUHATU3MpaHe Ha oOsBeHara OT
MHHHCTEPCTBO Ha 3[paBeONa3BaHeTO NpOLEAypa 3a JOCTABKH Ha JIEKAPCTBEHHM IPOAYKTH H
CKIIOYBAHE HA PAMKOBH CIIOPA3yMEHHS C OHPEJEIICHATE 33 H3REAHUTENH YHaCTHHIIH.

0) 1o B3aMMHO ChITIaCHE Ha CTPAaHUTE, U3Pa3ecHO MHEMEHO; e ——

B) oT Kynysaua mpu ycinosusTta Ha 9. 118 oT 3akona 3a o01ecTBEeHHTE IOPHUKH;

r) 6e3 NpeTH3BECTHE OT CTPaHa Ha BL3MOMUTENS:

- 1o pega Ha 4i.73 ot III30T];

= B CIIYYAUTE KOTaTO HIINBJIHHUTENA HE H3MTBITHHA TOTHO HAKOC OT 3aAB/RKCHUEATA- CHTIO—
JOOTOBOpA,



- B CJIy4aHTe KOTaTO HU3NBIHUTEN M3MON3Ba MOIM3NBIHUTEI, KOKTO € padjidueH oT
TO3H, I0co4eH B odeprara my;

- B CJIYHAHTC KOrarTe H3IBJIHHUTCILL Obae 00ABCH B HECHCTOATEIHOCT MJIH KOraTo € B
MIPOA3BOACTBO IO HECCHCTOATCITHOCT HJIH THKBAAAIUA,

18.4. 3a pcuukn HCYPCACHH BLBIIPOCH BEB BPL3Kd CLC CKINOUBAHCTO, H3IILIIHCHHCTO H

3akoHa 3a 3QMBDKCHHUNTA H JIOTOBOPHTE, W OCTAaHANOTO Je#cTBamo B P. Benrapus
3aKOHOJATEICTRO.
18.5. HepaznenHa 4acT OT HACTOSIIMS JOTOBOP €A CIEIHUTE TIPHIOKESHUS:
Hpunoxenue Ne 1 — Crerudyxaling mo HaUMeHOBaHUS, JIeKapcTBeHH GOPMH U aKTUBHO
BEIIECTBO B OKOHYATEIHH ONAKOBKH, MPOTHO3HH KOJHYECTBA, ICHM, MpHUTEKATeId Ha
pazperedus 3a ynorpeda u ATC xox;
[Mpunoxenne Ne 2 1 Ne 2A — Texnudecko npemioxkesue Ha M3menanrens .

IIpunoxenue Ne 3 u Ne 3A— Ilpeanarana nena na Manwnautens
HacTosmust IOTOROP ce ChCTaBH M NIO/IHCA B IBa €AHOOOpa3HH

33 BCAKA OT CTPAHUTE. ==
~ DA

3anuueHo cbraacHo un.2 ot 33710,
3a BI’?’HO}KI? |B'bB Bpb3ka c 4n.42, an.5 or 300
Mpod. m-pl... .«

3a smrsiHu 3anuueHo cbrnacHo un.2 ot 33J10,

H-p I'eopra
Yupasuten

|B'bB Epb3Ka c un.d2, an.5 or 300

G L. L

14 .@’?/Aeu: JanuueHo cbraacHo 4n.2 ot 33J14,
|B'bB BEpb3Ka c und2, an.5 or 300

az‘te{biﬁ{/a-/fwvm\q,}m&
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AHEKC KBM
AOT OBOP 3A JIOCTABKA

Jmec 1Z2U9.2019tea. B 1p.Crapa Jaropa wMexay YHHBEPCHTETCKA
MHOT'OIIPO®UJIHA bOJHUIA 3A AKTUBHO JEYEHMUE - 11PO®., 1-P CTOSIH
KHPROBHY" Al c anpec: rp.Crapa 3aropa, yin.“I'en. Croneros® Ne2, EMK Nel123535874
npeAcTarIABano o1 npod.a-p Uosuo Horues, oM - M3ubIHUTeNeH IHPEKTOp, HAPHUAHA IIO-
aony 3a kparkocT BB3JIOMKHUTEJI ot enna cTpana

"
»1IPO ®PAPMALNA” EOOJ

Che CeIMINe W ajpec Ha yupasneHue: rp. Codus 1303, paiton Bwipaxkmane, 6yn. Muk.
MBan HMeanor Ne 70 b, er. 3, EMK: 131249698, I1pencraBnsasano ot a-p I'eopru Ilackos -
Ynpasuren, oT Apyra cTpaHa, Hapuual 3a kpatkocT no-gony U3ITbJIHUTEJT ce cxmoun
HacToAlHg AHeke KbM Joroop Ne201709121120 or 12.09.2017 roa.:

1. CtpanuTe ce cropa3yMaBaT, 4e YABKABAT CPoKa Ha JeHCTBHE Ha JOTOROpa,  OINpEieieH
B ocHoBHHs Jorosop pasjpea XVIH - Jpyrn ycaosus, 1.18.2, kato ro yasmkagar Jo
CKJIIOYBAHE Ha HOB JOTOBOp 3a: ,,JlocTaRKa, HA JICKAPCTBEHH HPOYKTH H XPAHHUTC/IHM
A00ABKH 33 HYKAHUTE HA ,,.VHHBEPCHTETCKA MHoronpogmujaHa O0OJHHIIA 32 AKTHBHO
nedenne ,Ilpod. a-p Croan KupxoBuu” A/l, rpaxy Crapa 3aropa” B pesyiarar Ha
3aRBPIIHIA MPOIeNypa 3a H300P Ha H3NBIHHTEN 34 Bh3jlaraHe Ha OOLIECTBEHA NOpPhUKA, HO
He 1o-KbeHO omt 12.03.2020200.

2. CTpaHHTe ¢ CriopasyMApar, 4¢ JOroBOPTLT €€ MPCKPAaTABa ¢ HACTLIIBAHE Ha €JHO OT IBCTE
obcrosiTencrBa o T.1 OT HACTOAIIMA AHCKC - CKIIOYBAHE HA HOB OOTOBOP 3a JOCTaBKa Ha
JEKApPCTBCHH TMPOAYKTH H XPaHUTCIIHH ,[I;O63.BI{H, B PE3VIITAT Ha 3aBLPITANAa IMpoleaypa 3a

1300p HA U3NBAHUTEN 33 Bb3Narane Ha OOIIECTBEHA IOPBHYKA Ml H3THYAHE Ha CpOKa do
12.03.2020z00.

3. CTpaHl/ITe C€ Ccriopa3yMABar, 4¢ BCHYKH OCTAHANM KIIAY3H OT OCHOBHHA TOTOBOD OCTaBaTr B
CHJIa K HE CC TIPOMCHAT.

HacTosSmusT aHeKe e HEP CT OT OCHOBHHA JOTOBOD.

GG
%
&

ﬁ ‘4//

3anuueHo cernacHo un.2 ot 33740,

3A I3ITLJIH |B'bB Epb3ka c un.d2, an.5 or 300

» M/ t}r_‘n/

i 7

33MMUEHO ChINACHO Un.2 oT 33)1,!],,
3A Bh3J |B'bB Bpb3ka c un.d2, an.5 or 30M :,' .

/pog.A-py
i g

C:(OK P\C\ Q 3anuueHo cbraacHo un.2 ot 33710,

|B'bB Bpbzka c un.d2, an.5 ot 300

e

\L Tpmoq WY“WD“\-(&SJ E iii“i“'l";'E'D{qu i fpexropure 2!



CNEUNDOUKALINA

HA "NPO®APMALINA" EOOQ

3a ,,JJOCTABKA HA NEKAPCTBEHUW NMPOAYKTU U XPAHUTEITH OOBABKW”
3A HYXOUTE HA YMBAR MNPO®. [1-P CTOAH KUPKOBUY AL}

PN

3anuueHo cbraacHo un.2 ot 33/10,
H3nwbrHuTen:. |B'bB Epb3Ka c 4n.42, an.5 ot 300

[t

: i _Knacubaae
A Mexayapopmo Cravpra oMo 2
7 .HEJIV'IETEITITHO HEWEHDBQH'ME P— HOMEH Kﬁa‘ryp
o * 7 Ne B nes:
e
0.2mg/Zm Ferring GmbH,
83 |NPOPAPMALINA HO1BAD4 [TERLIPRESSIN amp. | 1500|Pemectun O,1mg/ml 2mi 6.24 |56p lepmanuna 9364 50|Nspeo 583] 37458
COLISTIMETHATE Alvogen Ipco,S.ar.l.,
358 [NPODAPMALIMA JO1XBO1 SODIUM fl 1MIU 480[Konuctni Aneorex 18.36 [106p  [Jliokcembypr 8812132|MNupso 3060] 352.49
COLISTIMETHATE Alvogen Ipco,S.ar.l.,
359 |[NPOPAPMALIMA JO1XBO1 SODIUM fl 2MIU 360|KenuervH Ansorew 36.718 |106p {MwokcemBypr 13218 48]|Nvpeo 2243] 528.74
680 |[MPOSAPMALINA NO2BED1 PARACETAMOLUM  [tabl 500mg 40000|Napayetamaon Exodapm 0.05 |206p Exodiapm rpyn AQ 200Q00{{Tepeo 11181 80.00
FapaHuMsA 3a ManLNHeHUEe 4% OT CTOAHOCTTA Ha
ACroBopa: 1335.81
O6wa cTonHocT Ha aorogopa 6e3 A0C: 33395.30
~—AAC: 6679.06
WBEPUITE N
06w c¥dipoeta fbfosopa ¢ AAC: 40074.36

S TINR

3anuueHo cbrnacHe un.2 or 33710,
Bwano
|B'bB Epb3Ka c un.d2, an.5 ot 300

L T ——
U3nbnHUTENeH Aupe
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Hpunoowceriue No 2

NPEJJIOXKEHUE 3A H3IIBJHEHHUE HA IIOPBYKATA 3A OBOCOBLEHA
HO3UNOHUA Nel - JEKAPCTBEHHU NTPOAYKTHU BKJIFOYEHH B IIPHJIOXKEHHUE
Ne2 B IVIC, HOMEHKJIATYPEH PEJ Ne 83

B OTKpHTa npouenypa o 3011 ¢ npenmer: ,,JJocTaBKH Ha JIEKAapCTBEHH IPOAYKTH H

YBAXKAEMMH I'OCINOXHU U T'OCTIOJIA,

Cnea xaro ce 3al03HaxMe ¢ NOCOYSHHTE B JOKYMEHTaHHATA 3a y4acTHE H3MCKBaHHUA,
CBBP3aHH ¢ M3MBIHEHME Ha NOCTABKHTE Ha CTOKHTE, OPEJAMET HAa MOpBYKATa, 3asBIBaAME
CIIEHOTO:

1. Tlpennarame na jocTaBAME CIIEIHMTE NEKApPCTBEHH IPOAYKTH H/MIM XpaHMTEITHH
notapkn: OBOCOBEHA TIO3MIMSL Nel - JIEKAPCTBEHU INPOAYKTH
BK/IYOYEHH B IMTPUIOKEHHE Ne2 B IUIC, HOMEHKJIATYPEH PEJI Ne 83

T'LpI‘OBCI{OTO HAUMCHOBAHHE Ha NIPEJNIaraHys OT Hac [IPOAYKT € PemecTun

®upmara Ipou3BOAMTEN U JLp)KaBa Ha IPou3BoAcTBOTO ca Ferring Leciva, Uenixa Penybnrka
IlprTexarten Ha pazpenienneTo 3a ynorpeda e Ferring GmbH, I'epmanug

- Ilpnemame 24 mecedeH CpPOK Ha H3IGIHCHHE Ha NOpBbYKaTa, CIHTAHO OT parara Ha
CK/IFOUBAHE Ha JOTOBOpA.

- 3ano3HaTH cMe M IpHEMaME YCIOBHETO, Ye BBIIOKHTENAT MOXE Ja IpeKpaTH
NPEACPOYHO CKIIYEHHA JIOTOBOP ¢ NMHCMEHO yBeJAoMileHue - Oe3 npeaussectue u 6e3 ma
IBIDKK Oe3 HEYCTOHKH # 00e3lIeTeHHs, IIpU YCJIOBHATA HA L. 7, an. 3 or [IMC Ne 146 ot
(9.06.2015 r. 3a cn3maBade Ha LlenTpaneHn oprad 3a Bh3jarade Ha oOINECTBEHH HOPHUKH B
CeKTOp ,.3Apaseonazpate.

- llpueMame fa focTaBsMe AEKAapCTBEHHTE NMPOOYKTH U XpaHUTETHUTE J00aBKM 0OEKT
Ha NOpBYKaATa B CpoK A0 24 /nBagecer M yeTHpH/ yaca, clell NMoJiyyaBaHe Ha IMHCMEHa 3asBKa
ot BB3JIOXKMTEJIA v no 6 yaca npu crieliiHa 3asBka — [MpH CICIIHY WM HCOTIIOXKHH CIyYau.

- IIpremMame, ve KbM JjaTara Ha IOJNKMCBAHE HA NPHEMO-TIPENABATENHUA TIPOTOKON 3a
U3BLpINEHA JOCTaBKA, CPOKBT HAa FOJHOCT Ha JEKAPCTBEHHUTE IPOAYKTH M XPaHMTEIHWTE
nobasky He MoXe Ja Obae mo-Mannk oT 60 % 0T yka3aHHS BEPXY OIlaKOBKaTa.

- [lpuemaMe cleAHNS HAYHH Ha [IIallave - OTI0XKEHO, B cpok Ao 60 /muectaecet/ ouy,
CIIeT M3BBLPIICHA AOCTABKA, U3JazeHa haKTypa U NOANMCAH PUEMO-TIpEIaBaTeNleH IPOTOKOL.
- Besika focTaBka INE Ce IPHAPYXABA ¢ HOKYMEHTH, YAOCTOBEPSBAIM 32 NPOH3XO/L H
Ka4ecTBO 32 BCCKH BUJ TIPOAYKT U pa3pelleHue 3a ynorpeba.

- Tlpuemame, we B ciydail Ha M3THYaHe HA CPOKa Ha pa3peHIcHHeTO 3a ynorpeda Ha
NeKapeTBeH MPpoAyKT Tpe3 cpoKa Ha J0TOBOpa 3a JOCTaBKa, KOJHYECTBATa Ha JIOCTABAHHA
AeKapCTBEHHs [MPOAYKT I Ca HATHYHH 3a CPOKa Ha JOrOROPA - CHOTBETCTBHE € WI. 55, an. 6
or 3JITIXM.

- 3asBgBaMe, Ye Npe/UlaraHdTe B HacTodLara Mpolelypa NEKapCTBEHH IPOAYKTH ca
PErHCTpHpanH 3a yrotpeda B PenyGnuka bbirapus u npuTexKaBaT pa3pelMTe/IHHU 3a ynoTpeoa,
chIvlacHO m3uckBaHugTa Ha 3JIIXM.

- 3asBsBsAME, Y€ BCHUKHU JICKAPCTBEHH MPOAYKTH, KOMTO C¢a UPEJIONEHH B HACTOAMIATA
TIPOLICAYPA, IPHTEKABAT KPATKH XapPAKTEPUCTHKHM, MTPEJOCTABEHH B ENICKTPOHHATA CTpaHHIA
Ha UATL,



- 3asBsBaMe, Y€ BCHYKM JIEKAPCTBEHH NPOIYKTH, KOHTO Ca IPEUIOKEHH B HACTOSILATA
TIpOlLiEAyPa NIPUTEXKABAT CEPTHHHKATH, YIOCTOBEPSBAIH KAYECTBOTO HA IPOIYKTHTE, KOHTO Ca
B npegocrasend B MAJI 1 MuHUCTEPCTBO Ha 3/paBeona3paHeTo;

- 3agBgBaMe, Ue 3@ BCHYKH BB3HHKHAIM POMEHH 10 BpeMe HITH Clleji paspeluaBaHeTo 3a
ynorpeba Ha Ipealarad JeKapcTBeH NpPOAyKT ce yBejomsiea WAJL, karo ce npemocTtass
CBOTBETHATA JOKYMEHTALIUA 32 IIPONYKTHTE;

oQHIUMATHH CBOOLICHHA HIIH OIPaHMMMTENHH MEpKHM 3a ymoTpeba Ha IeKapCTBEHHTE
IIPOJYKTH, CREP3aHH ¢ HEXETAHH JICKAPCTREHH PeakiHi.

bankosa cmetka Ha U3ITHJIHUTEJIA:
banka IlspBa MHBeCTHIIMOHHA OaHKa,
[BAN BG77FINV915010BGNO31XN,
BIC FINVBGSF

Ilpunarame: 1. JoxymeHT, u3gaaex Ha [Ipo ®apmauug EOG/I, ynocToBepsBall npapara My 3a
[IPEACTABUTENCTBO HA TEPUTOPHATA Ha IflaTa CTpaHa MNM 3a KOHKpPETHATa Ipollerypa, 3a
cpoKa Ha JOI'OBOPA, H3AANCH OT:
a) NPUTEKATEIAT HA paspelleHueTo 3a ynoTpeda Ha TeKapCTBEHHUS IIPOAYKT WK
0) o1 npeacraguTens 1o wi. 26, an. 1 ot 3J1IXM wnu
B) OT NIPEJCTABUTEN Ha JIMLETO 10 Wi, 26 a.| 1K Ha NpUTEXKaTeNs Ha pazpeliCHHETO
3a ynorpeba, chriaacHo JonmbIHUTEIHUHTE paznopendu, naparpad 1, 1. 50 ot 3/ITIXM
2. 3aBepeHO OT KOIHE Ha Pa3pelIeHHeTo 3a yrnoTpeda Ha JieKapcTREHNS IPOAYKT,
nznaaeno ot MAJI wim no pena Ha Pernament /EC/ Ne 726/2004 na Eponeiickus napiaMeHT
¥ Ha ChbBeTa - B IIPEROJ HA OBJITapCKH 31K
3. Jlexnapauds Ha y4acTHHKa, 4e lle OCUTIYpH HeoOXoIuMHs Opo¥ M3NmapUTen 3a
IIpOAyKTa, KOHTO mpenara 3a LENMsA CPOK Ha JIEHCTBHE HA JIOTOBOPa — npu noodasaue Ha
ohepmu camo 3a Homenxnamypu Ne 387 u Ne 388 om obocobena nosuyus Ne 1.
4. Ipnnoxenue Ne 2A xuM Hpeonosicenuemo Hu 3a U3nvIHEHUE HA ROPBUKAMA
HA XapTHeH 1 Maruuted Hocurel - CD caMo 3a CLOTBETHATa/CHOTBETHHTE 000COOEHH NOZMIMH
HIIH OTJICHH HOMEHKTATYPH, 32 KOMTO ce OTHacH..

Vvacmunxem credsada npunoxcenu u Opyeume USUCKYEMU OM 6b3N0CUMENA
COKYMEHMU 8 EXHULECKOMO RPEONONCEHUE,

Jara: 03/ 01/ 2017 ropn. 3anuueHo cbrnacko un.2 ot 33714,

|B'bB Epb3Ka c un.d2, an.5 or 300
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MPUNOXEHWME Ne2A kbm lMpegnoxesme 3a uanbfHeHUe Ha NOpBLYKaTa

Koanu.za T ®
Ne o pen Gpoi BPTOBCKO Hpma- Hanngue na
Ha OcxoBeH Mezxyaapoino JexapcTrena Kommiecreo exrauna | HAHMEHOBAaH | NPOH3IBOAUTEN H
meniaa ; CPV Ko ATC Kon HENATERTHO thopma AKTHEHO JIeKapcTBeHA OTOPH3AIHA
no A HAUMEHOBaAHHE P BEMECTRO P ) He Ha Abpikasa Ha (,Ela/HE)
Typa dopma 3a npoayKTa | mpoH3IBOACTBOTO
TOAHHH
1 2 3 4 5 6 7 8 9 10
- |OBOCOBEHA NO3UIHA Nel - TEKAPCTBEHH MPOAYKTH BKIIOYEHH B - B
.+ | TPHJIOKEHHE N2 BIVIC L I A SR |
83  [33600000 |HOIBAO4 |[TERLIPRESSIN [amp. {0.2mg/2mi | 1500  [Pemectun 0,1mg/{Ferring GmbH, Cepmasy aa

i

3anuueHo cbrnacHe un.2 or 337140,

BbE Bpb3Ka c un.d2, an.5 ot 300M & /




NMPUNOXEHMWE Ne2A kxbMm lNpeanoxeHue 3a U3nbHeHNe Ha NMopbyKarta

Konmu.3a ®
Ne mo pen Gpoit THpProBeko Hpma- Hasnune Ha
Ha OcHoBeH Mexayuapoasno Jlexapcrsesa Kosmuecreo eAHHHLA P NMPOH3IBOIAHTE H
ATC xoa HENATEHTHO aKTHBHO HAMMECHOBAHHE HA OTOpU3aAnHA
vomenkaa | CPV Koa thopma JIEKAPCTBEHA ObPXKABA HA
HAHMEHOBAHHE BCINECTEO npoﬂy]{*‘ra (ﬂalﬂe)
ypa tpopma 3a 2 NpPOH3BOACTBOTO
TOAMHH
1 2 3 4 5 6 7 3 9 10
- JOBOCOBEHA HOBHIH/IH Nel = JIEKAPCTBEHH HPO,[[YKTPI BKJIIO‘{EHI’I B :
HPHJIO)KEHHE Ne2 B ILIC '
COLISTIMETHAT
359 33600000 1J01XBOI |E SODIUM 2MIU 360 Colistin Alvogen Alvogen IPCo S.ar.l Jit:}

JanuueHo cernacHe un.2 or 33740,
BbE Epb3Ka c un.d2, an.5 ot 300
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Hpunoxcenue Mo 2

HNPEAJOGXKEHHE 3A M3IIBJIHEHHE HA INOPBYKATA 3A OBOCOBEHA

HO3HUNHUA Ne2 - JEKAPCTBEHHA IMTPOAYKTH U3BBH IUIC, HOMEHKJIATYPEH
PEJ Ne 680

YBAKAEMHU I'OCHHOKH N TOCIIOJA,

Cnen kaTo ce 3al03HaxMe ¢ IOCOYEHHTE B JOKYMEHTAILHATA 33 YJacTHe M3UCKBAHHS,
CBBP3aHH C M3II'BJIHEHHE Ha JOCTABKHTE Ha CTOKHMTE, MPEAMET Ha IOpPLUKATa, 3asBsABaMmc
CIEMHOTO:

1. Ilpeanarame 2 JOCTaBAME C/Ie/IHHTE JNEKAPCTBEHH TPOAYKTH M/WIA XpaHHTEITHH
snofaskn: OBOCOBEHA ITO3HIINA Ne2 - JEKAPCTBEHU IPOAYKTH U3BBH
ILIC, HOMEHK/IATYPEH PEJ] Ne 680

TBproBckoTo HaMEHOBaHKE HA NIpeJIaranks ot Hac npoayxT e [lapaueramon Exodapm

DurpMata NPoU3BOJUTEN U KbpKaBa Ha mpou3soAcTBoTo ca Exodapym EOO/, beirapus
ITpurexaren Ha pazpemenueTo 3a ynorpeba Exodapm I'pyn AJL, bwiarapus

- Ilpnemame 24 MecedueH CPOK Ha W3NBJIHEHHE HAa MOPBYKATA, CYHTAHO OT AATara Ha
CKJIIOYBAHE Ha JIOTOBODA.

- 3ano3Hary c¢Me M TpPUEMaMe YCJIOBMETO, Y¢ BB3JIOKHMTCIAT MOXKE Ja TpeKpaTd
NPEJICPOYHO CKIIKOYEHHs JOIOBOP € IHCMEHO yBejoMieHwe - 0e3 mpejmussecrue u 0e3 ja
IbKKA 6e3 HeyCTOHKI U 00e3IIeTeHHA, [IpH ycjoBuATa Ha Wi 7, ain. 3 ot [IMC Ne 146 ot
09.06.2015 r. 3a cp3maBane Ha llenTpanen opran 3a Bb3naraHe Ha OGUIECTBEHH MOPBUKU B
CEKTOD ,,3/]paBeona3BaHe’.

- [IpuemamMe jla JOCTABAME JIEKAPCTREHMTE MPOAYKTH M XpaHUTENHUTE j00aBKH 00eKT
Ha OPHYKATa B CPOK 10 24 /nBajeceT ¥ 4eTHUpH/ vaca, cle/l oNyJaBaHe Ha IMCMEHa 3asBKa
ot BB3JIOXKWTEJIA u 1o 6 vaca npy crieliHa 3aaBKa — IIPH CUELIEM HIH HEOTIIOXKHH CITY4aH.

- [lpuemamMe, ye KbM JaTaTa HA MOAMUCBAHE HA MPHEMO-IPEHRARATEIHUS [IPOTOKON 33
HU3BBLPIICHA AOCTaBKd, CPOKBT HA TOJHOCT HA JIEKAPCTBEHUTE MPOAYKTH M XPAHHUTE/IHMTE
Jobapkm He MoXke Ja 0be mo-Mainbk oT 60 % oT yKazaHHS BBPXY ONaKOBKAata.

- Ilpuemame cleiHdS HAYHH iHa Miamade - OTIOKCHO, B ¢pok a0 60 /mmectaecer/ nHy,
cliejl U3BBPIIEHA JIOCTABKA, U3lajleHa hakTypa U OIUCaH IPHEMO-TIpEIaBaTEIICH IPOTOKOIL.

- Besika moctaBKa e ce MPUAPYKARA € NOKYMEHTH, YIOCTOBEDSABAIM 3a IPOU3XOX H
KauecTBO 32 BCCKH BUJI IIPOJYKT H pa3pellienne 3a ynorpeoda.

- Ipuemame, ye B clydall Ha M3THYaHE HA CpPOKa Ha paspelieHHeTo 3a ymoTpeba Ha
JIEKapCTBEH MPOJYKT Ipe3 CPOKa Ha JOroBOpa 3a JOCTaBKa, KONWYECTBATA HA JOCTaBSHHA
NeKapcTBEHHS TPORYKT L€ ca HAJIMYHHM 33 CPOKa Ha JiIOT0BOpa - CHOTBETCTBHE ¢ WI. 55, an. 6
ot 3JIIIXM.

- 3asBsaBame, Ye Mpe/UlaraHATe B HACTOANIATA IPOiiefypa fCKapCTBEHHU NPOAYKTH ca
perucipupany 3a yrrorpeda B PenyO:1uka bbharapus U npuTexasaT paspelIMTENHH 32 YIOTpeba,
curmacHo u3uckpaHuaTa Ha 3JITIXM.

- agBaBsAME, Y€ BCHYKH JICKAPCTBEHM IIPOTYKTH, KOHTO Ca MPEIOKEHH B HACTOAINATA

IpoLeTypa, IPUTEKABAT KPATKU XapaKTEPHCTUKH, NPEJOCTABEHH B EICKTPOHHATA CTpaHHUA
Ha UATT,



- 3asiBABaMeE, 4€ BCHYKH JIEKAPCTBEHW NPOIYKTH, KOWTO ca NPEIOKCHH B HAacTosmlara
NpoNeypa NPHTEKABAT cepPTHPHKATH, yIOCTOBEPABALIM KA9ECTBOTO HA IPOAYKTHTE, KOHTO ¢a
B ApenoctaBend B MAJI 1 MHHUCTEPCTBO HA 3ApaBeONA3BAHETO;

- 3adBsBaMe, ue 32 BCUUKH BH3HHKHAIHM NPOMEHH 10 BpeMe MK Cliell palpeliaBaHeTo 3a
ynotpeba Ha IpejAnaraH JIEKapcTBEH NPOAYKT ce ysemomsasa MAJI, karo ce mpenocrass
CBOTBETHATA JFOKYMEHTAINS 3a TPOAYKTHTE;

= 5 T TTaT Ay O T » au roAant? p v P
OoQHUMATHH CHOOLICHHA HWIM OIpaHUYHTEIHM MEpKM 33 yroTpeba Ha JIeKapCTBEHHTE
OPOJIYKTH, CBBP3aHH C HEKENIaHW JICKAPCTBEHH PCaKId.

Bbankopa cMerka Ha U3ITBJIHHUTENA:
Banxa ITepra MHBRECTHIIMOHHA DaHKa,
[BAN BG77FINV915010BGNO31XN,
BIC FINVBGSF

INpunarame; 1. Hoxymenrt, u3ganex Ha Ilpo ®apmauus EOO/, ynocrosepssaul npasara my 3a
NpejcTABHTENCTBO Ha TEPHTOPUATA Ha IifNaTa CTpaHa WIM 3a KOHKpeTHaTa Ipoleaypa, 3a
CpOKa Ha JIOTOBOPA, U3/Ia/iCH OT:
a) IPHTEKATENIT HA pa3penIeHHeTo 3a yroTpeda Ha NeKapcTBEHUs IPOAYKT HITH
0) oT mpeacTaBuTeNA MO W 26, ai. 1 o1 3JIMIXM iy
B) OT ITPEAICTABUTEIl Ha JHLETO 10 WI. 26 aj.] MM Ha IPHTEKATENS HA Pa3pEUICHHETO
3a ynorpeba, cernacHo JomsmarTennnTe pasnopeadu, naparpad 1, 1. 50 ot 3JIIIXM
2. 3aBepeHO OT KOIME Ha pa3spelleHHeTo 3a yrnorpeda Ha JeKapCTBEHHA IPOJIYKT,
n3paneno or MAJT wim no pena na Pernament /EC/ Ne 726/2004 ga Epponeiickus napiaMenT
1 Ha CBBETA - B IPEBOJL Ha ObJITapcKH €3HK
3. Jlexnapanms Ha YYaCTHUKA, 4€ 1E OCHTYpH HeoOXoAuMHES Opolt H3NapUTeNny 3a
HMPOAYKTa, KOWTO Hpennara 3a LenHut CPOK Ha AEHCTBHE HA JIOrOBOpa — Apu noOasaHe Ha
ogepmu camo 3a Homenxaamypu Ne 387 u Ne 388 om obocobena nozuyus Ne ],
4, Ipunoxenne Ne 2A xoM Hpednoocenuemo nu 3a UsHvAHEHUE HA HOPYUKamMA
Ha XapTHEH ¥ MarauTeH Hocutea — CD camo 3a choTBeTHaTa/CHOTBETHUTE 060CO0EHH TO3HLIAH
WM OTACTHE HOMCHKIIATYPH, 32 KOMTO CE OTHACH..

Vuacmunkom creogada npuioscenu U Opyeume UUCKYeMU Om  Gb30XHCUmens
OOKYMeHMU 8 MEXHUMECKOMO NPeOnodcenle. ez

JanuueHo cbrnacHo un.2 ot 33717
: 03/ 01/ 2017 rogz. '
'HaTa 3 A |BbB Epb3ka c und2, an.5 or 30N




APUNTOXEHUE Ne2A xm MNpegnoxeHue 3a uanbnHeHMe Ha NopbykaTa

Koanu.za @
o HpMa-
Ne no pea Me:ﬂny}lapm][-lo KoanyecTBO GPOﬁ TLPFUBCKO p HaJIH‘lHE HA
Ha OcHoBeH JlexkapcTrena eAMHHLA NPOU3BGANTEN H
ATC kox HENATEHTHO AKTHBHO HAHMEHOBAHME HA OTOpH3aUuA
nomenkna | CPV Koa dopma JIeKAPCTBERA IBpHKABa Ha
HaAHMeHOBaAHHE BEIECTBO 3 "poﬂy]{Ta (Ila/ﬂe)
TYp2a popma 3a NPOH3BOACTBOTO
roXHHH
1 2 3 4 5 6 7 8 9 10
- ]OBOCOBEHA NO3UIMSA Net - JEKAPCTBEHH IIPOJAYKTH BKJIIOYEHH B -~ B i
AMPHIOXKEHUE N2 BILIC. . .~ . -
PARACETAMOLU
680 [33693000 [NO2BEO1 |M tabl 500mg 40000  |ITapaneramon Exodapm  |Exodapm rpyn AJL laa

JanuueHo cwraacHo un.2 ot 33740, =

EbE Epb3Ka c un.d2, an.5 or 300N
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Ilpunoscenue Ne 3
IOEHOBO IIPEJIOKEHHUE

llpencraseno B odepra Ha lIpo dapmanna EOO/,

IO T YIACTHE B OTRPATA TPONEAypa 5.JI0CTABKA Ta ICKApCTReHl IPOIy R A
XpaHHTeNTHU n100aBKH 3a Hyxaute Ha YMBAIIL L ITPO®. JI-P CTOAH KUPKOBUY” AJL.
OBOCOBEHA TTO3HUITUA Nel - TEKAPCTBEHU NPOAYKTH BKJIKOYEHHU B
NPAJIOKEHHE Ne2 B 11J1C, HOMEHKJATYPEH PE/ Ne 83

YBAXAEMM JJAMHU U I'OCIIOJIA,

3a Tpe/UIOKEHOTO/MTE OT HAC JIEKAPCTBEHH MNPOAYKTH M XpPAHHTCIHH J00aBKH B
Ilpunoxenue No 2A KbM TEXHHUECKOTO HH MpPEATOKCHHUE, NpeaiaraMe CleHUTe TeHH, Oe3
JUIC, mocouenu B Hpuno:xenme Ne 3A kbM HACTOAIOTO EHOBO HpeUIOKEHHE, CHITIACHO
YKA3AHUATA 32 NOITbJIBAHE Ha ITpe/ularafaTa IeHa, BKIIOUBAIA BCHUKY Pa3XoId 110 H3IBIHEHUE
Ha obeKTa Ha IOpbhUKaTa, IIPH YCIOBHS Ha JOCTaBKa J0 ckiaja Ha Bnanoxurens.

Ilocouenata OT HaC LeHA HA BCHYKH NIPE/IAraHUTE IIPOJAYKTH 11le OCTAHE HENPOMEHEHA
110 BpeMe Ha OeRCTBHE Ha J0r0BOpa, B caydali, ue ObaeM H3dpaHu 3a H3NbIHUTENH. CBIIacHH
CMe, Y& LiCHWTE Ha IpejUlaraHuTe OT Hac JeKapCTBEHM MPOAYKTH He CIeBa Jla HAJ(BHINABAT
IIPEJICIHO JIONYCTUMHTE NEHU HA JEKAapCTBEHM NpoAyKTH, ¢wriacHo 3JIIIXM u Hapenbara 3a
YCIIOBUATA K Pe/ia 32 PerylupaHe U PETHCTPHpAHE HA LIEHHTE Ha JIEKapCTBEHUTE MIPOIYKTH H 1A
He HA/ABHIIABAT pedepeHTHHTE CTOHHOCTH 32 onmakoBKa ¢ Braw4ed JI/IC, nocouenn B
Ho3urusuus gexkapereed cnucsk Ipunoxenue. B ciiyydaii, e nenara craHe no-HUCKa OT
JIOTOBOPEHATa, YHaCTHUKBT [IpHEMa U €€ ChIJIacaBa, Y€ Bh3M0KUTENAT Oe3yCI0BHO 11e 3amIala
JeKapcTBEHUTE MMPOAYKTH Ha MO-HUCKaTa 1IeHa OT JaTaTa Ha BIK3aHe B CHJIA Ha KOHKPETHOTO
pelIeHne, BKITIOYNTEIHO H Ha MIPOJYKTH, 3a KOUTO ¢ HAlpaBeHa 3asBKa/H KBM Tas3Hl JaTa.

33.HBHB8.MB, Ye HCHUTC Ha MIPEIAraHuTe JICKAPCTBEHH HPOAYKTH HAITBJIHO CROTBETCTBAT
Ha W3HCKBAHMATA Ha AEHCTBAIOTO 33KOHOAATENICTBO 33 ThPrOBHS Ha €1p0 C JIEKapCTREHH
NPOAYKTH.

Hpunoaxcenue: Npunoxenne Ne 3A KbM LEHOBOTO NPEIJIOMKEHHUE.
PCSLN
3anuueHo cbrnacHe un.2 ot 337140,
[fomue u neuar |B'bB Bpb3ka c un.d2, an.5 ot 300
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UEHOBO NPEANOGKEHHE NPHWIOKEHHE Ne3A
Mpena:ibe ol Qe
Eaunnina cToRAHOUT vlufinoo
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Ipunoxcenue Ao 3
HNEROBO INPEAJIOKEHHUE

Ipencrareno B odepra va lpo @apmanus EOO/,
L oo maria oo P a P

XpaHUTENHH J00aBKH 3a HYxquTe HAa Y MBAJI ,,HPO!:I). O-P CTOSH KMPKOBIY” AJl.
OBLOCOBEHA ITO3HIIHUA Nel - TEKAPCTBEHU IIPOAYKTH BKJIIOUEHU B
HPHJIOKEHHE Ne2 B IIJIC, HOMEHKJIATYPEH PEJI Ne 358

VBAXAEMH JIAMU U [OCIIOJIA,

3a NpeAnoKEHOTO/HTEe OT HAcC JICKAPCTBEHH HPOAYKTH M XPAHHTENHH JIOOABKA B
Ilpunoxenne Ne 2A KEM TEXHHYECKOTO HH NpPEUTONKEHHE, NpeliaraMe CISIHUTE HeHH, Oe3
JJC, nocouenn B Ilpunoxenne Ne 3A KBM HacTOALIOTO LIEHOBO HPEIIOKEHHE, CHITACHO
yKa3aHHsATa 34 [MOIIb/IBAHE HA IIpearaHara IieHa, BK/II0YBAINa BCHYKH Pa3XoaK 10 HRMBIHEHHE
Ha 00eKTa Ha IOpBYKAaTa, IPH YCIOBMS Ha HOCTaBKa 10 cKiaga Ha Branoxurens.

[TocoyenaTa OT HAC LIEHA HA BCHYKH NPEANATAHUTE [IPOAYKTH 1€ OCTaHE HENPOMEHEHA
HO BpeMe Ha AEHCTBHE Ha JOr0BOpa, B cilydall, ue OpaeM u30paHu 3a u3nbiaHuTend. CoriacHH
CMe, ue IIEHWTE Ha [Ipe/UTaraHUTe OT HAC JICKapCTBCHM MPOAYKTH He ClefBa 1a HafBHIIaBaT
IIpeZIeIHO JOIIYCTHMUTE LEHH Ha JICKapcTBEHH NMpOoAYKTH, ckriacHo 3JIIIXM u Hapenbara 3a
YCIIOBHUSATA M pelia 3a peryJIHpaHe X perucTpupane Ha LIECHUTE Ha JIEKAPCTBEHUTE MPOLAYKTH U XA
He HAABHINABAT pPediepEHTHHTE CTOHHOCTH 3a onakoBka ¢ Bxmoved JJIC, mocovenn B
Mo3urusuns Jexkapersen cnucsK [lpuitosxkenne. B ciyyaii, ye nenara crane mo-HHUCKa OT
A0rOBOpeHAaTa, YYJaCTHHKET IIPHEMA H C€ CBITIACABA, Y€ BBE3JIOKHTECIIAT 6e3yC.HOBHO e 3arjaia
NEKApPCTBEHMTE MPOJYKTH Ha IIO-HUCKATa [IeHa OT JlaTaTa Ha BJIH3a¥e B CHJla HA KOHKPETHOTO
pelieHre, BKIIOYHTENHO U HA IPOAYKTH, 32 KOHTO € HalpaBeHa 3asBKa/H KBbM Ta3H JaTa.

3asBsBaMe, Y€ HEHUTE Ha IIpeUlaraHuTe TEKapCTBEHH MIPOIYKTH HAITBJIHO CBOTBETCTBAT
Ha M3WCKBAHMATA Ha AEHCTRALIOTO 3aKOHOJATEICTBO 3a TBPTOBHMA Ha €Ip0 C JICKapCTREHH
TIPOJLYKTH.

Hpunoxycenue: 11punoxenue Ne 3A KbM LIEHOBOTO IIPEIOKEHHE.

S
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3anuueHo cbraacHo yn.2 or 337140,
Tloanuc u neyat: |gwe Bpbaka c un.d2, an.5 or 300
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Hpunoycernue Ne 3

IEHOBO INPEJJTOKEHHE

Hpe,D;CTaBeHO B O(bepTa Ha Hpo (I)apmalmﬁ EOO,ZL

XpaHHTENHA noGaBKH 33 HYKJIMTE Ha YMBAJ’I ,,HPO(D IL' P CTO}IH KI/IPKOBI/IT—I” AJl.
OBOCOBEHA ITO3HIUS Nel - JEKAPCTBEHU ITPOAYKTH BKJIIOYEHHU B
MPHUJIOKEHHE No2 B TIJIC, HOMEHKJIATYPEH PEJI Ne 359

YBAXAEMMU JIAMU U TOCTIOJIA,

3a npejUTOXEHOTO/MTE OT HAc JICKAPCTREHM MPOAYKTH M XPaHUTEIHW M00aBKU B
[Ipunoxerue Ne 2A KbM TEXHHYECKOTO HH TpENJIONEHHE, MpeajiaraMe CleAHUTE LeHH, Oe3
JAC, nocoueny B Ilpuiaoskenne Nt 3A KbpM HacTOAMOTO HEHOBO IIPEJLIONKEHHE, ChIJIACHO
YKA3aHHUSTA 34 IOI'BIBAHE Ha [P IaranaTta IIeHa, BKJII0URAIA BCHUKH Pa3Xoau M0 H3NbIHCHHE
Ha ofieKkTa Ha mopbUKaTa, IIPH YCIIOBHS HA JOCTaBKa IO cKiaaa Ha Beamoxutens.

[Hocouenara 0T Hac 1leHa HAa BCUYKHU IpearaHuTe MPOAYKTH 1€ OCTaHe HEIIPOMEHEHA
110 BpEME Ha AeHCTRME Ha IOrOBOpa, B cliydal, Ue Obaem u3dpaHu 3a usnbiaHuTeny. ChriacHu
CMe, Y€ NEHUTE Ha MpeAjaraHuTe OT Hac JIEKapCTBEHM NMPONYKTH HE CJI/Ba Ja HaBWINABAT
MpeIeNHO AOIMYCTUMHUTE IISHH Ha JIeKapcTBeHH NpoayKTH, ckriacHo 3JIIIXM u Hapenbara 3a
YCIIOBHATA K Pe/ia 3a perylupaHe ¥ perHcTpupaHe Ha IEHUTE Ha IEKAPCTBEHUTE MPOJAYKTH M 1A
He HAJBHIIABAT pedepeHTHHTE CTOHHOCTH 32 onakoBKa ¢ Bkaiouen JI/JC, mocouenu B
IlosnTHBHUA NdekapcTBeH cnucbK Ilpunoikenne. B ciyuall, ye neHara cTaHe IIo-HHCKA OT
JIOTOBOPEHATA, YYACTHHKBT IIPHEMA H C€ CHINIACIBa, Y€ BB3NOKHUTENAT OE3yCIOBHO 111 3aMama
NeKapCTBeHUTE NPOIYKTH Ha MO-HUCKATa [eHa OT JaTaTa Ha BIM3aHe B CANAa Ha KOHKPETHOTO
pellieHHe, BITIOYHTENHO H Ha MPOAYKTH, 3a KOWTO ¢ HallpaBeHa 3adBKa/i KbM Ta3H JaTa.

3agpsBamMe, de IIEHHTE Ha IIpe/IaraHyTe JTeKApCTBEHH IPOAYKTH HAITBITHO CHLOTBETCTBAT
Ha M3UCKBaHMATA HAa NeHCTBAIIOTO 3aKOHOJATENICTBO 3a THPTrOBHS HA €Apo C JIEKApCTBEHH
HIPOAYKTH.

Hpunoncenue: Npunoxenue Ne 3A KbM [EHOBOTO NPE/UIOKEHHE.
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Hpunoosicertue Ne 3
IHEHOBO IIPE/VIOKEHHUE

HpeI[CTaBeHO B oq)epTa Ha Hpo Gl)apmaunﬂ EOO,IL

XPaHUTEIHE B00ABKU 3a HYKIUTE Ha VMBAJ] ,,HPOCD ,[[ P CTOHH KI/IPKOBI/ILI” AI_[
OBOCOBEHA IMO3HUIIHUA Ne2 - TEKAPCTBEHU IMTPOAYKTH U3BHH I1JIC,
HOMEHKJATYPEH PE]JI Ne 680

YBAXAEMU JAMHU U TOCTIOJIA,

3a HpeAIoKEHOTO/HTE OT HAc NEKAPCTBCHM MPOAYKTH H XpaHWUTEIHHW H0OaBKH B
[Tpunoxenue Ne 2A KbM TEXHUYECKOTO HHU NPELIOKEHHE, NIpejlaramMe CICIAHUTE LEHH, bOe3
JAC, mocouenn B llpmnoxkennme Ne 3A KbM HACTOAIIOTO IEHOBO MPEIOKEHHE, CHITIACHO
yKa3aHMsTa 3a IoIIbIBaHe Ha IIPE/UIaraHaTa 1eHa, BKIII0YBala BCHUKH Pa3XoiH 110 H3IIBIHEHHE
Ha obeKTa Ha MopeYKaTa, IpH YCIOBHA Ha JOCTaBKa 10 CKNaaa Ha Bu3noxutens.

[Tocodenara OT Hac IeHa Ha BCHYKH TIpeUTaraHHTe NPOAYKTH IE OCTaHEe HENPOMEHeHa
II0 BpeMe Ha JAeHCTBUE Ha JOrOBOpa, B cIy4ail, ye ObieM n30paHu 3a u3nbiHHTENH. ChIacHH
cMe, u¢ IEHHTE Ha IIpe/UIaraHHuTe OT Hac JIeKapCTBEHH IPOSYKTH HE clielBa /a HaABHIUAaBaT
HPEJIENIHO JIOIYCTUMHTE [EHH HA JIEKapCTBEHH NPOAyKTH, chriacHo 3JIIEXM u Hapeabara 3a
YCIOBHATA M PEJia 3a PETyJIHpaHe M PErHCTPUPAHE Ha IEHUTE Ha IEKapCTBEHUTE NPOJYKTH H Aa
He HAABYMABAT pedepeHTHATEe CTOIIROCTH 3a onakoBKa ¢ Bkioved [AJC, nocouenm B
IlosuTuBHuA JexkapeTBeH cnuchbK Ilpunoxenne. B caydal, ye nenaTa cTaHe No-HHMCKa OT
JOroBOpeHaTa, YIaCTHHUKLT IPHEMA U CE ChITIACABA, Y€ BL3JIOKUTENAT O€3YCI0BHO 1€ 3am1aima
neKapeTBCHUTE NPOAYKTH Ha [TO-HUCKATa 1IeHa OT JaTaTa Ha BIH3aHE B CHJIa Ha KOHKPETHOTO
peliienne, BKIIIOYUTEIHO ¥ Ha TPOTYKTH, 33 KOUTO € HallpaBeHa 3asBKa/H KbM Ta3H JaTa.

3aspsizame, 4e IEHHUTE Ha MPeAJIaraHuTe TeKapcTBEHH IIPOAYKTH HallBJIHO CBOTBETCTBAT
HA H3MCKBAHHATA Ha JICHCTRANOTO 3aKOHOIATENCTRBO 3a THPTOBUS Ha €p0 C JEKapCTBEHH
TIPOIYKTH.

Hpunoncenue: Npunoxenue Ne 3A KBM IEHOBOTO IPEAIOKEHHE.

3anuueHo cbraacHo un.2 ot 33/10,

IMoanuc ¥ meyar; |B'bB Bpbzka c un.d2, an.5 or 300

I'eopru [Mackos - ynpasuren ¥, 1~ )/




UEHOBO ITPELTOMREHHE TMPRIOKEHHE Ne3A
[ipeaema chura Obaga
EaHiHana CTORHOCT AACANGET 3
Kanwy.wa bpofi | gewa o S J0C EoHHuv K uHa 8 )G oRuocT N EEKL
P pea - - . Bea AC Hunwne ue
o L B el IRl Bl Wil Ioierated o A R Lt ol BTl S il (NS Posevied Y o | g
JHomswinar Hea paANRERIRine dapus . opua? | aesepornena|  OBOCOBERA Pyt nesepemans | I s Py
o Pive— dupman | TLOTHILEE %23 w o - T ToRHOT
woaoHa 3 OBOCOBEHA (L
TOTHLIHHA N1 of IUC)
2 (5] k4
1 2 3 4 5 & 7 ] 9 10 1 12 13 4 15 16
OROCORLHA TIOTHINA Mt - AELAPCYRERW HFOAYRTH: _
680 [33693000 _|NO?BEOL _|PARACETAMOLUM  [uabl son Exodiapst 0.05] 2000.000] 20 Exodapu rpvls |
P
JanuueHo ceraacHo un.2 ot 33714,
Tlpo Dapuaums EO(
EbE Bpb3Ka ¢ und2, an.5 ot 300

Teoprn MNackos - yopal




ITpunoscenue No 2

IIPEAJTOXEHHUE 3A M3ITBJHEHUE HA ITOPBUKATA 3A OBOCOBEHA
HO3NNUA Nel - TEKAPCTBEHH IIPOAYKTHU BKJIOYEHH B INPHJIOKEHUE
Ne2 B ILIC, HOMEHKJIATYPEH PE| Ne 358

B oTKpmTa npoueaypa no 30l ¢ npeamert: ,.JlocTaBKK Ha NEKapCTBEHH NMPOLYKTH H

XpaHUTENHN FODABKH 3& HYKIAWTC Ha ¥y MBI, = =

YBAKAEMMU I'OCTIOXKHU U TOCIIOJA,

Crex kaTo ce 3armo3uaxMe ¢ MOCOYeHHTE B JOKYMEHTAIMATA 3a yJacTHe H3HCKBAHHA,
CBBP3aHY C M3IIBJIHEHHE HA JOCTABKUTE HAa CTOKHUTE, TpeIMET Ha [OpHYKaTa, 3asBABAME
CIIeAHOTO!

1. Tlpemnarame jia ZocTaBsMe CIICHATE JIEKAPCTBEHH NPOAYKTH H/MIM XPaHHTCIHH
nobapku: OBOCOBEHA IIO3UMIIMUA Nel - JIEKAPCTBEHH [HPOJAYKTH
BKJIIOUEHH B [IPWJIOXKEHUE Ne2 B ILJIC, HOMEHKJIATYPEH PEJL Ne 358

THProeckoTO HAMMEHOBAHME Ha npesularanus ot Hac npoxykt e Koymerun 1| MIU

@upMaTa TPOU3BOAUTEN M ABPKABa Ha mpouspoacTBoTo ca Xellia Pharmaceuticals ApS,
Janus
IMpurexaren Ha paspemieHneTo 3a ynorpeba ¢ Alvogen [PCo S.ar.l, JlroxcemOypr

- Hpuemame 24 MecedeH CpoK Ha M3I'BIHEHHE HA NOPBYKATA, CYHTAHO OT Jarara Ha
CKJTIOYBAHE Ha JIOTOBOPA.

- 3ano3HaTH CMe M IIpHEMaMe YCIIOBHETO, Y€ BB3IOKUTEIAT MOXKE Ja I[pEeKpaTd
IIPEJICPOYHO CKIKOYEHHUS JOTOBOP ¢ HHCMEHO YBeJOMICHHE - Oe3 mpenusBecTHe M Oe3 ja
OBIDKH Oe3 HeycToiku M obesnierenns, npd yenoeusta Ha Wi 7, an. 3 or [IMC Ne 146 ot
09.06.2015 r. 3a cp3napane Ha lleHTpaneH oprad 3a Bb3iaraHe Ha oOINECTBEHH MOPBYKH B
CEeKTOp ,.3/paBeoniazBaHe".

- [lpuemame Ja JoCTaRIME JEKAPCTBEHHTE MPOAYKTH U XPaHUTETHUTE N0GaBKH 0DeKT
Ha MOpHYKATa B CPOK J0 24 /aBajgeceT W YeTHpH/ yaca, Cled IMOoNydaBaHe Ha IUCMEHA 3a9BKa
ot BB3JIOXKUTEJIS u o 6 yaca npu cneniHa 3asBKa — 1Py CHCUTHH MIIE HEOTJIOKHH CIIyYaH.

- [lpnemame, Ue KBM HaTatTa Ha MOJANHCBAHE HA IPHEMO-TIPEABATENHUS NIPOTOKON 32
H3BLPIICHA JOCTAaBKA, CPOKBT Ha FOJIHOCT HA JIEKAPCTBEHHMTE NPOAYKTH M XPaHHUTCIHUTE
nobasky He MoXe Aa 6bae no-Madsk oT 60 % oT yKaszaHHs BEPXY ONAKOBKATA.

- [lpuemaMe crnefHVIS HAMKH Ha MallaHe - OTJIOXEHO, B cpok o 60 /imecTaeceT/ THH,
CNell M3BBPIIeHA JOCTABKA, H3JaJeHa GaKTypa M TOANHCAH IPHEMO-TIPEIaBaTeNeH MPOTOKOI.

- Besxa jiocraBka 1ie ce NpHIApYXKaBa ¢ JOKYMEHTH, YAOCTOBEPABAINM 34 NPOU3XOT H
KA4ECTBO 3@ BCEKH BK/| IPOAYKT M pa3pellicHHe 3a yIoTpeoa.

- [lpuemame, ye B cilydail Ha M3THYAHE Ha CPOKAa HA pa3pelIeHMETO 3a ynmorpeba Ha
JeKapcTReH MPOAYKT Ipe3 CpoKa Ha JOTOBOpa 3a JOCTaBKa, KONWYeCTBaTa HA JOCTABAHHSA
JNIEKAPCTREHMS! TIPOIYKT IIle Ca HAIWYHY 33 CPOKa Ha J0TOBOpa - ChOTBETCTRHE ¢ 4il. 33, al. 6
ot 3JIXM.

- 3agpaBaMe, uYe NpeANaraHuTe B HACTOsIATa NPONEAypa JICKApCTBEHH IPOAYKTH Ca
pETHCTPHpaHH 3a yriotpeba B PenyOnnka Briarapus v npuTeskapar paspeliuTeing 3a ynotpeda,
chracho u3uckpanuara ga 3JIIXM.

- anBgBaMe, Y€ BCHUKH JICKApPCTBEHH MPOJIYKTH, KOHTO ca MPE/UIOKEHH B HACTOSIIATA
IpOLIEAYPa, TIPUTEKABAT KPATKH XapaKTePHCTHKH, NPEJOCTABEHM B eIEKTPOHHATA CTPAHHIA
na UAJIL;



-t

- 3agBgBaMe, 4€ BCHYKHU NEKAPCTBEHH MPOJYKTH, KOWTO ca IPE/IOKEHH B HacTOsILATA
HpoIe/lypa HPHTeXaBaT cepTHGUKATH, yI0CTOBEpABAIIY KaYeCTBOTO HA IPOAYKTHTE, KOUTO Ca
B npenoctapeHd B IAJ] m MuHRCTEPCTRO HA 3ApaBeoNa3BaHeTo;

- 3agBaBaMe, Ue 33 BCHUKH Bh3HHKHAIM IIPOMEHW 110 BPEME WM Cle], pa3pelIaBaHeTo 3a
yunorpeba Ha mpeqyaraH JIeKapcTBEH NpoAayKT ce ypegomsasa MAJL, xaro ce mpemocTaes
ChOTBETHATA JOKYMEHTAIUA 33 IIPOYKTHTE;

- 34 NpeUarannTe OT HaC B HACTORIaT TIPUIC Ay P - IC K AP TRe PO A EH = OB

OQ)HHHaJIHH ChOOIIEHHS WU OIpaHHYHTCIHNE MEDKH 3a yHOTpeﬁa Ha JICKAPCTBCHHUTC
NOPCOAYKTH, CBHP3aHH ¢ HOXKSITAHN JTEKapCTBEHH PEaKInH.

bankepa cMetka na USITBIHUTEIA:
Banka Ibpea uHsecTHIHOHLA OaHKa,
IBAN BG77FINV915010BGNO31XN,
BIC FINVBGSF

[punarame: 1. Joxkyment, uznanes Ha [lpo ®apmanusa EOO/L, yaocToBepasail Ipasarta My 3a
NpeACTaBUTE/ICTBO HAa TEPUTOPHATA HA LigjaTa CTpaHa MM 3a KOHKPETHATA NpOIEaypa, 3a
cpoka Ha JIOTOBOPa, H3AAJCH OT:
a) IPUTEXKATENST HA Pa3peLieHUETO 33 yIoTpeda Ha IeKapCTBEHHS MIPOXYKT UITH
0) oT peacTapruTens no wi. 26, an. 1 ot 3JIIXM unu
B) OT IPEJICTABUTEN Ha JIMIETO N0 4i. 26 ajl.] UMK Ha TIpUTEXaTENs Ha pa3spelleHdeTo
3a ynorpeba, csriaacuo JoupiaHuTeNHATE pasnopendu, naparpad 1, 1. 50 ot 3JIIIXM
2. 3aBepeHO OT KOIHE Ha pa3perleHHeTo 3a ynorTpeda Ha IekapcTBeHHA MPOIYKT,
usgagedo ot MAJI wnu o pena Ha Pernament /EC/ Ne 726/2004 na Erponefickus napiamMent
1 Ha ChBera - B IPeBOjI Ha OBITapCKy €3HK
3. Jlexnapaius Ha yuacTHHKA, Ye 1Ie OCUTYPH HeoOxoaumus Opoll H3napuTeny 3a
HPOAYKTA, KOHTO Ipejuiara 32 1e/Ms CPOoK Ha AcHCTBUC Ha JOTOBOpa — HpU HOOUeaHe MHd
ohepmu camo 3q Homerxaamypu Ne 387 u No 388 om obocobena nosuyun Ne 1.
4. Ipunoxenne Ne 2A koM IIpedaosicen iemo HU 3a UBHDAHEHUE HA ROPBYKAMA
Ha XapTHeH 1 MarauteH socurell — CD camo 3a cHOTBETHATA/CHOTBETHUTE 0D0COOEHH O3KIINY
WIH OTAETHH HOMEHKIATYPH, 3@ KOWTO CE OTHACH..

Yvacmunxem cnedeada npunodiceHu u Opyaume UIUCKYyeMU OM  6b3NONCUMENS
OQOKYMEHMU 8 MEXHULECKOMO HPedNodCceHUe.

T O N

HaTa: 03/01/2017 roa. JanuueHo cbraacHo un.2 ot 33714,
TTomam |B‘=B Bpb2Ka ¢ un.d2, an.5 ot 300
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NMPUNOXEHWE Ne2A kbM fpeanoxeHue 3a u3nbiHeHUe Ha NopbkuKara

Konnuza @
Ne mo pen Bpoii Teproeeko HpMa- Haau4me Ha
Ha OcnoBen MemayHapoaso JlekapcTBeHa Kommectso eIHHHMLIA P NPOH3BOANTEN H
ATC xon HeNATEHTHO aKTHBHO HAUMEHOBAHHE HA OTOpH3aNHA
nomenkna | CPV Kon dopma nexaperneHa ABLPXKABA HA
HaAaHMeHOBAHHEC BCILECTBO ﬂpoﬂyKTa (ﬂa/ﬂe)
Typa popma 3a 2 [IPOH3BOACTBOTO
TOAHHH
1 2 3 4 5 6 7 8 9 10
B OBOCOBEHA TIO3HITNA Net - J]EKAPCTBEHH HPO,II,VKTPI BKJIIO‘[EHH B : ' ’
HNPHIOXKEHWE Ne2 B TLIC
COLISTIMETHAT
358 33600000 [JO1XBO1l |E SODIUM fl IMIU 480 Colistin Alvogen Alvogen IPCo S.ar.l Ra

3anuueHo ceraacHo un.2 ot 33/10,

EbE BpPb2Ka ¢ un.d2, an.5 ot 300
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Hpunoycenue Ne 2

MPEJJIOXEHHUE 3A WM3ITBJJHEHHE HA IOPBYKATA 3A OBOCOBEHA

NMO3UNHUA Nel - JIEKAPCTBEHU HPOAYKTH BKJIIOYEHHM B IIPHJAOXEHHUE
Ne2 B ILIC, HOMEHKJIATYPEH PE/I Ne 359

B OTKpuTa npoueaypa no 3011 ¢ npeamer: ,,/locTaBKH Ha N€KapcTBEHM IIPOJLyKIH A
XpaHuTennd Jiobasky 3a Byxaute ia YMBAIJL L JIPO®. JI-P CTOAH KMPKOBUY™” A/L.

YBAKAEMH I'OCHOXKH U TOCTIO/IA,

Cies1 xaTo ce 3aH03HaxXMe C IOCOYCHUTE B IOKYMEHTAIMATA 38 YIACTHE M3UCKBAHUS,
CBBP3aHM C M3IBJIHEHHE HA JOCTABKHTE Ha CTOKUTE, NPEAMET HAa MOpPHUKATa, 3adBABAME
CNEIHOTO!

1. llpennmarame ga gocTaBsiMe CACOHHTE NE€KAPCTBEHH IPONYKTH /KK XPaHHMTEIHH
jgobagxku:  OBOCOBEHA IIO3HULIUA Nel - JIEKAPCTBEHHM ITPOAYKTH
BK/IIOYEHU B I[MTPHIOKEHUE Ne2 B I1IJIC, HOMEHRJIATYPEH PE/I Ne 359

TBproBckoTO HAaMMEHOBaHKE Ha NpeAsIaraHus oT Hac mpoaykt € Komuctun 2 MIU

(PupmaTa OpoM3BOAMTEN M ObpikaBa Ha Npou3BoiacTBoTo ca Xellia Pharmaceuticals ApS,
Jlanus
ITputexaren Ha paspeureHHeTo 3a ynorpeda e Alvogen IPCo S.ar ], Jlrokcembypr

- lipuemame 24 MeceueH CpOK Ha H3NBJAHEHHE Ha MOpPbYKATa, CUMTAHO OT AaTara Ha
CKJIKOYBAHE Ha JIOTOBOPA.

- 3ano3HaTH CMe& W [pHEMaMe YCJIOBHETO, Y€ BB3IOKUTENAT MOXKE [a [PeKpaTH
NPEACPOYHO CKIIOUEHUA TOTOBOpP C TMHCMEHO YBeldoMIeHHe - Oez mpeausBecTHe U Oe3 ga
JbiokH Oe3 HeyCTOHKH ¥ obesineTesus, Npu ycmosusaTa Ha 4. 7, an. 3 ot 1IMC Ne 146 or
09.06.2015 r. 3a ce3napane Ha [leHTpayieH opraH 3a pb3naraHe Ha OOLIECTBEHH NOPHYKH B
CEKTOp ,,3apaBeomna3Bate’,

- llpuemamMe ma JOCTaBsAME JIEKAPCTBEHHTE HPOIYKTH W XPaHMTEIHUTE J00ABKH 00eKT
Ha NopbyKaTa B cpok 10 24 /ABaneceT W 4eTHpH/ dyaca, ClIel [OIydaBaHe Ha NUCMeHa 3asBKa
ot BB3JIOXKUTEJIA u no 6 yaca np cIielllHa 3a8BKa — IPU CIICIIHHE WK HEOTIIOJKHH CITy4YaH.

- Ipuemame, ve KbM JaTaTa Ha NOANMCBAHE HA NMPHEMO-TIPEIABATENHUA IPOTOKOA 34
H3BLPIICHA JOCTABKa, CPOKBT HA TOJHOCT HA JIEKAPCTBEHUTE IPOJYKTH W XpPaHHTEINHHTE
nobarkH He MoXxe Aa Obae mo-Manbk oT 60 % oT yka3aHud BEPXY ONAKOBKAaTa.

- [lpuemaMe cClie/HUS HAYKMH Ha MUIAINAHE - OT/IOHKEHO, B CpoK Ao 60 /mecTaeceT/ AHM,
CIIe/l M3BBPIICHA JOCTARKA, M3/1a/ieHa hakTypa U NoANUcaH IpHeMo-TipeaararTeieH IIPOTOKOL.

- Beska gocTtaBka 1€ ce NPHAPYXABa € JOKYMEHTH, YAOCTOBEPSABALH 3a IPOM3XOI U
KAYecTRO 32 BCEKH BUI IPOLYKT U pa3pellicHHeE 3a yroTpeda.

- [lpuemame, 4e B cry4ail Ha U3THYaHE Ha CpPOKa Ha pa3pellieHHeTo 3a yrnoTpeda Ha
NIEKapCTBCH NPOIYKT Mpe3 CpoKa Ha JOToBOpa 3a JI0CTABKA, KONTHYECTBATA Ha JOCTABAHHA
nekapcTBEHUs MPOAYKT IIe ca HalWYHH 33 CpOKa Ha JOroBOpa - ChOTBETCTBHE C Wi 55, an. 6
oT 3JIIIXM.

- 3asBaBaMe, e NpeUIalaHMTE B HACTOAN[ATA NPOLeAypa JIEKapcTBEHM IPOLYKTH Ca
perucTpupani 3a ynorpeba B Pemybnuka benrapus i nprtexarat pa3penmTenny 3a ynorpeda,
CBIIACHO H3UCKBaHMATa Ha 3JTTXM.

- 3agBABaAMe, Y€ BCHUKHU JISKAPCTBEHHM ITPOAYKTH, KOHTO ca IPEVIOKEHH B HACTOsLIATa

IpoLIeypa, [IPHTEKABAT KPATKH XaPAKTEPUCTHKH, IPEIOCTARCHH B CICKTPOHHATA CTpaHuua
Ha MAJL;



- 3agBsiBaMe, Ue BCHYKH JEKApCTBEHH IPOSYKTH, KOHTO ca IPEIIoKeHN B HACTOSIIATA
IpoUeaypa MPUTEKARAT CePTHHUKATH, YIOCTOBEPIBALIN KAYECTBOTO HA TPOAYKTHTE, KOUTO €a
B npejoctageHd B MAJT i MuBACTEPCTRO Ha 3ApaBEOTIa3BaHETO;

- 3agBARaMe, Y€ 33 BCHUKH BB3HHKHAIH IIPOMCHHM 110 BPEME HIIH CIIEl] pa3peliaBaHeTo 3a
ynorpeba Ha npeanaras JEKapcTBEH NpPoayKT ce yeeaoMsea MAJL, kaTo ce mpemocTaBs

ChOTBETHATA JIOKYMEHTALMS 32 IPOJIYKTUTE;

- 3a npemnaraHdTe OT Hac B HACTOSHIATAa TpOIC/lypa JEKapCTBEHH NPOJYKTH JIMICBAT
obUNHATHA CBOOIEHHS MIH OTPaHUUMTENHH MEPKH 3a ynmotpeba Ha JeKapcTBEHHTE
TPOAYKTH, CBBP3aHH C HEXeNaH! JIEKaPCTBEHN PEaKITHH.

Banxora cmerxa Ha U3ITBJIHUTEJIA:
bauka IIspBa vHBecTUIIMOHHA OaHKa,
IBAN BG77FINV915010BGNO3IXN,
BIC FINVBGSF

punarame: 1. JoxkymenT, uznaies Ha [Tpo Gapmanug EOO/, yaocTosepssall npasaTta My 3a
TIPeACTABUTEICTBO Ha TEPUTOPHATA Ba ILIaTa CTpaHa MM 34 KOHKPETHATA MPOUETypa, 3a
CpOKa Ha JI0TOBOpa, H3AAJICH OT:
a) IPUTEKATENAT HA Pa3pPEIICHUETO 32 YIIoTpeda Ha NEKapCTBEHHA MIPOAYKT HiIH
6) oT npeactaBuTens no wi. 26, an. 1 ot 3JIIIXM unu
B} OT IpeJICTABHTEIT HA JHUUETO IO WI. 26 ai.] HiIH Ha npurexarells Ha pa3pelcHHeTo
3a ynotpeba, cernacuo Jonsnnurennute pasnopendu, naparpad 1, T. 50 ot 3JIITXM
2. 3aBEPEHO OT KOIIME HA Pa3pellcHUeTo 3a yIoTpeda Ha JIeKapCTBEHU IPOIYKT,
wsaazeno oT MAJL uinu no pena na Pernament /EC/ No 726/2004 na Epponeifckus napiaaMeHT
u Ha CbReTa - B IPEROJ Ha OBIrapekH €3HK
3. Jlexnapanys Ha yYacTHHKA, U€ IIIe OCUTYPH HEOOX0oABMHA Opol M3MapUTeN 3a
TIPOAYKTA, KOHTO mpejyuiara 3a nefid Cpok Ha JeHCTBHE HAa JOIr0OBOpa — hpu nodagdwe Ha
opepmu camo 3a nomenxaamypu Ne 387 u Ne 388 om obocodena nosuyus Ne I,
4. Mpuaoxenne Ne 2A koM Hpednodicernuemo nu 3a usnvanenue Ha ROPLUKamMa
Ha XapTHeH ¥ Marguren Hocurel — CD camo 3a ¢hoTBeTHATA/CHOTBETHUTE 000CO0EHH HOZHIMH
HJTH OTJIC/IHE HOMCHIUIATYPH, 332 KOUTO C& OTHACA..

Yuacmunkvm cnedsada nmpunodicenu u Opyeume uIUCKYEMU OM  Gb3N0JCUMENA
OOKYMEHMU 6 MEXHUYECKOMO NPeOA0oNCEHUe.

)

JanuueHo cernacHo un.2 ot 33714
ara: 03/ 01/ 2017 rox. '
’H A |B'bB Bpb3ka c un.d2, an.5 ot 300
Ilom
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