Oo6pasen Ne 10
MPOEKT HA 1OI'OBOP

JIHEC, ovvvvieiiiieeiiin, 2016 B rp. CnuBeH, Ha ocHoBaHue wi. 194, an. 1 or 3akoHa 3a OOIECTBECHUTE
MOPBYKH, MOJIIUCAHUTE OT €JJHA CTPaHA!

OBIIUHA CJIMBEH, mpexacraBmsBana or Credan Pames — Kmer ma OOmmua CnuBeH m Tans
bosymxnesa — Jlupexrop aupeknms ,, CaeToBOICTBO B KOHTpon', ¢ aapec rp. CinuseH, Oyi. ,Ilap OcBoboauren” 1,
EHWK 000590654EHK no J1/IC BG000590654 napuyana 3a kparkoct Bb3JIOXKUTEJI,

U OT JAPYTA CTPAHA cevvreerrneenneennnaennnnnnd AJTPEC. tevneeeeineeeeiaeeriaeeea e e et e e eeaanns , TEIL/PAKC ..ovvvvvvvnne ENK
.................. TIPEICTABIIABAHO OT ..eevevvvnreererunseseeesnssereseenns — seveennmmneens, HApAIAHO 32 KpaTkocT U3ITBJIHUTEJI,

CKITIOUMXa HACTOSIITUS JOTOBOP 3a CIETHOTO:

I. IPEIMET HA TOT'OBOPA

Yn.1l. (1) BB3JIOXKUTEJIAT Bw3nara, a U3IIBJIHUTEJIAT npuema na u3mbiHM OONIECTBEHA MOpPHYKA C
mpenmvet. " JlocTaBka Ha JleKapcTBeHH NPOAYKTH U CAHMTAPHO-XMTHEHHU MAaTepHaId 32 HY:KAUTE Ha
Oo6mmHa CiauBeH W CTPYKTYpPHHTE i 3BeHA”, mocoycHH B TexHuWYeckara crenupukanus Ha Bb3noxwuren,
ChIIIaCHO TeXHUYEeCKOTO MpelyiokKeHHeHa V3MbIHUTENs, MpeICTaBIsgBalld Hepas[elHa 4acT OT HAcTOSIIUA
JIOTOBOD.

(2) OcwiiectBenute 1Mo aji. 1 qeiHOCTH ciiefiBa Aa ca aJeKBaTHH U ChOOPA3eHU M3IISIIO C M3UCKBAHUATA HA

BB3JIOXKUTEJIA.

II. CPOK HA JOI'OBOPA. HAYUH HA MU3NBJHEHHUE. IPEJABAHE U NIPUEMAHE 3A
N3OBJIHEHUETO

.2, (1) CpoxbT 3a H3MIBIIHEHNE Ha IOTOBOpa € 12 Mecela, cie/] CKIIIOYBAHETO MY WM JI0 M3YepIIBaHe Ha
CTOMHOCTTa MY, KOETO OT JIBETE HACTBHIIM T0-PAHO U BJIM3a B CHJIA OT JIaTaTta Ha HErOBOTO TOJINUCBAHE.

(2) JlekapcTBeHHTE TPOAYKTH, MPEHA3HAYCHH 3a JICUCHHUE HA XOpa CJIE/IBa Jia Ce Mpejiarar 3a ynorpeba B
OKOHYaTeNIHa orakoBka. OKOHYATEIHATA OMAKOBKA Ha JICKAPCTBCHUTE MPOIYKTH C€ ChCTOM OT MIbPBHYHA W/WITH
BTOPUYHA OMOKaBKa U JIMCTOBKA. [10 BH3MOKHOCT 3a JIEKAPCTBEHU MPOAYKTH, KOUTO CE M3MUCBAT B CHbBCEM MAJIKU
KOJIMYECTBA Ja CE PEIOCTABAT B IbpBUYHA omnakoBka (1 ammyna, 1 ¢uakon, 16aucTep u 1.H).

(3) OmakoBkuTE Ha JIEKAPCTBEHHUTE MPOIYKTH CIIe/IBa 1a ObJAaT C HEHApyIICHA ISUTOCT.

(4) NanuuTe ¥ TUCTOBKHUTE CJIe/IBa 1a OBJAT HA OBJITAPCKH €3UK.

(5) CpoxbT Ha TOIHOCT Ha BCEKH JICKAPCTBEH MPOJYKT Jia € SICHO 4eTiuB. [la ce mocouu B JAHHU, MECEIH
Hail- MaJKUs CPOK HA FOJJHOCT Ha JICKAPCTBEHUTE MPOIYKTH.

(6) 3a nekapcTBeHU MPOAYKTH, YHHTO CPOK HA TOJHOCT M3THYA 332 BpeMe Mo — Maiko oT 1 (eauH) Mecer
JOCTAaBYMKA 33bJDKHTEITHO C€ KOHCYJITHPA 32 BPEMETO Ha MPUIIOKCHUE NP/ JIa TO MPEJOCTABH.

(7) MpenocraBenuTe JiekapCTBEHH MPOIYKTH 3a CHEUIHUTE IMIKadoBe Clie/iBa J1a ca C OCTaThYCH CPOK Ha
TOIHOCT He MO-Majko oT 6 (imecT) Mecelia OT JaraTa Ha PEIOCTaBsHE.

(8) JlekapcTBeHUTE MPOMYKTH W CAHUTAPHO-XUTHCHHUTE MaTEpPHAIM Ce MOJy4yaBaT OT anTeka/h Ha
W3IbIIHUTENS ¥ Ce TPUEMAT C IPUEMO-TIpeIaBaTelIeH/HUH POTOKOJI/U, TIOAMUCAH/H OT BCSAKA OT CTPAHUTE.

[ll. HEHU U HAUYUH HA IIUVIAIIIAHE

Yn.3. (1) Croitnoctra Ha moroBopa € mo 60 000,00meBa (mectmecer xwismu jera), 6e3 JJIC wnmm
72 000,001eBa (cememmeceT u aBe xuiasau nesa), ¢ JAJIC, KaTo eIMHUYHHUTE IIEHU HA JOCTABEHHUTE JIEKAPCTBEHH
MPOJYKTH U CAHUTAPHO-XUTHEHHU MAaTEpUaIU ca chriacHo [[eHOBOTO mpeioxkeHne Ha H3ITBJIHUTENS, Hepas/ieliHa

4acCT OT TO3H OOT0BOP.
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(2) B nenaTa ca BKJIIOUCHH BCHYKH BB3MOXKHH Pa3XOJH 3a M3BBPIIBAHE HA JCHHOCTHUTE MO HACTOSIIHS
JIOTOBOP.

(3) TTo Bpeme Ha J0TOBOpa CAMHUYHWTE IEHH HAa JICKAPCTBCHU MPOAYKTH M CAHHUTAPHO-XUTHCHHU
MaTepHay MocoYeHu B LIeHOBOTO Ipe/iIockeHNE Ha U3ITBIHATEIS HAMA JIa CE IIPOMCHSIT.

(4) TIpu noxazaHa HEOOXOIMMOCT OT 3aKyMyBaHE HA JICKAPCTBEHH MPOAYKTH M CAHUTAPHO-XUTHCHHU
MaTepuaiy, KOUTO He ca BKIIOUYeHU B TexHnYeckara cnenudukanus Ha Br3noxutens u [leHOBOTO mpemnoxkeHue
Ha V3IbIHUTENS, SANHUYHUTE UM [[SHH I111e OBJaT ONPeACICHH ¢ JOMBIHUTEIHO/M CIopasyMeHHue/s.

(5) EnuauyHMTE 1IeHH 110 aJl. 4 [ie OCTaHaT HeMPOMEHEHH 10 M3THYaHEe CPOKa Ha JIOrOBOpA.

(6) 3amamaneTo Ha TMOJYYEHHTE JEKAPCTBEHM MPOAYKTH M CAHUTAPHO-XUTHCHHU MaTEpPHAM I Ce
u3Bbpiu g0 30 qHU cpelly npezacTaBsiHe Ha Gaktypa/u u [Ipuemo-npenaBaTeneH/Hu mpoToKo/H.

(7) BbB BCsika (hakTypa 3aJBIDKUTEIHO CE BIIMCBAT CEpHs, CPOK Ha TOJAHOCT M HOMepara Ha
pa3pemuTeNHuTe 3a ynorpeoa.

(8) Koraro MBITBJIHUTEJIAT e ckmounn morosop/moroBopu 3a momusmbinerre BB3JIOXUTEJIAT
M3BBPINBA OKOHYATEITHO TUIAIaHe KbM HETo, Cie KaTo ObaaT npeacTaBeHu aokazatenctsa, ue USITbJIHUTEJAT
€ 3aIUIaTWI Ha MOJU3IIbIHUTEIS/TIOIU3ITBIHUTEIUTE 32 U3IIBJIHCHUTE OT TSAX JOCTaBKH, MPUETH MO pejia Ha 4. 5,
aj. 50T HACTOSIIHS TOTOBOP.

Y. 4. (1) Apmxumata ot BB3JIOXKUTEJIIS cyma ce usiiamnia B ObiIrapcku JeBa, ¢ IIATSKHO HapexkKIaHe
o 6ankoB T Ha mocodyeHa ot U3ITbJIHUTEJIA GankoBa cMmeTka.

IV. IPABA U 3AABJIKEHUS HA CTPAHUTE

BB3JOXUTEJAT uma npaso:

Yn. 5. (1) da usuckpa uHpopManus 3a Xo/a Ha U3MBIHCHAETO HA TIPEAMETa Ha IOTOBOPA.

(2) Ta mpoBepsiBa H3MBIHEHHETO HAa TpEAMETa Ha JOroBopa, 0e3 Ja ce HaMecBa B OIepaTHBHATA
camocTtosarenHoct Ha USITBJIHUTEJIA.

(3) Ipu mpemocTaBsiHe HA JICKAPCTBEHHW TPOAYKTH W/MIM CAHUTAPHO XUTHCHHU-MATCPHANH, KOCTO HE
OTrOBapsAT HA M3MCKBaHMSTA HA Wi. 2, an. 2, an. 3,an 4,an. 5,an. 6 u ain. 7 OT HACTOAIIMS JOTOBOP J1a U3UCKa
MoMsIHATa MM C HOBH, 3a cmeTka Ha U3ITbJIHUTEJIA.

(4) Ja oTkaxe mpueMaHe W 3alUIalllaHe HAa 4YacT WM Ha IPUIOTO BB3HATPAXKICHWE, B Cilydaid, 4e
W3ITBJIHUTEJIS ce e OTKIOHMI OT OphIKATa.

(5) Ma npueme paboTara Ha MOIU3MIBIHUTEISA/TIOTUINBIHUTEINTE B MPUCHCTBHETO Ha
NBITBJIHUTEIA w nommsneaauters/mognsmeiaautesnre, korato W3IIBIIHUTEIAT e cxmounn
JI0TOBOP/JIOTOBOPH 3a MOAU3IBIHECHHUE.

BDB3JTOXKHUTEJIIAT e niabikeH:

Yn. 6. (1) Ja ceaetictBa u na He Bu3npensitcTBa U3ITBJIHUTEJIS na m3nbiHsBa 3aAbDKEHHATA CH B
CPOK.

(2) Ha npueme paboraTa Ha TOAM3ITBIHATES/ TIOAU3IIBIHATEINTE B IpUcheTBHEeTO Ha MSITBJIHUTEIL u
MOMU3IbIHATENsA/ Toau3mbIHnTemuTe, Korato MSBITBJIHUTEJIAT e cikmounn  moroBop/moroBopu  3a

IOAU3ITBJIHCHUC.
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(3) da zammatu va U3ITBJIHUTEJIA yroBopeHoTO B JOroBOpa Bh3HArpaKACHHE B pa3Mepa, CPOKOBETE U

Ipu yCJIOBUATA, NPCABUICHU B HCTO.

HU3N'BJHUTEJIAT uma npaso:

Yn. 7. (1) da moiyun yroBOpeHOTO B wi. 3, al. 1 Bb3HarpakIeHUE TPH YCIOBUSTA U B CPOKOBETE,
MpeIBUICHH B JOTOBOPA.

(2) da ucka or BB3JIOKUTEJIS HeoOXoauMOTO ChACHCTBHE 3a M3MBIHEHHE IpeIMeTa Ha JOroBOpa,
BKJIIOYUTEJIHO U NIPEOCTaBsIHE HAa HyXKHaTa MH(GOpMaLus U JOKYMEHTH 32 U3IbJIHEHUE.

HN3IBJIHUTEJIAT e nibikeH:

Y. 8. (1)/1a u3mbJIHU BCHYKH ICHHOCTH 110 TIPEeMETa Ha JOrOBOpa KaueCTBEHO, B 00XBaTa, CPOKOBETE U B
cboTBeTCTBHE C U3nckBaHusATa Ha BB3JIOJKUTEJLA.

(2) na mpemoctaBaT Ha BB31OXKUTENS JEKApPCTBEHU CPENCTBA, Pa3pelieHH OT 3aKOHA 3a JICKApCTBEHUTE
IIPOAYKTH B XyMaHHaTa MEIULIMHA.

(3) ma mpemoctaBaT Ha Bb3noxkurens JeKapcTBEHM NPOIYKTH, YHHTO OIAKOBKM W JIMCTOBKU ca B
CBHOTBETCTBHE C M3JIaJICHOTO pa3pelleHue 3a ynorpeda IpH YCJIOBHATAa W pelJa Ha 3akoHa 3a JIEKapCTBEHUTE
IIPOAYKTH B XyMaHHaTa MEIULIMHA.

(4) na mpenocTaBAT Ha Bb3noxurens IeKapcTBEHU MPOIYKTH CaMO OT MPOM3BOAUTEIH, BHOCHTEIN WU
THPrOBILH Ha €1po, MOJYYHIH pa3pelieHne 3a N3BbPIIBaHE HA Ta3W ACHHOCT MO peaa Ha 3aKoHa 3a JIGKapCTBEHUTE
MPOAYKTH B XyMaHHAaTa MEIUIIMHA.

(5) na Omokwpa u na WM3TErIHM JICKAPCTBEHUTE IMPOMYKTH NPEIOCTABEHH Ha BB3IOXKHUTENS MOKa3zalu
HECHOTBETCTBHE C U3MCKBAaHUITA 32 KAYECTBO, 0€30MACTHOCT M e()MKACTHOCT IO peAa, ONpeAesieH B Hapenda mo 4.
274,an.1 ot 3akoHa 3a JEKapCTBEHUTE NPOIYKTH B XyMaHHATa MEJULIMHA .

(6) ma momabpka B HAJMYHOCT JICKAPCTBEHUTE MPOAYKTH MOCOYCHU B TexHHMYecKaTa crenu(puKamus 3a
oOecTBeHaTa nmopbuka. [Ipu nunca Ha JeKapcTBEH NPOAYKT YYACTHUKBT ONpPEAETICH 3a U3IIBJIHUTEN CIe/IBa Aa IO
JOCTaBH B anTeKaTa BB Bb3MOXKHO Hal-KpaThK CPOK, HO He moBeue oT 24 yaca. JlekapcTBEeH MPOIYKT IMOCOYEH B
Texnnueckara crierupuKanys 3a oOIIeCTBEHAaTa IOpHhYKa MOXKEe Ja ObJe 3aMEHEH C Jpyr aHAJIOTHYeH MHpH
CIIUPAHETO Ha MPOM3BOJICTBOTO MY W/HJIM IIPU HEMPEIBUICHN 00CTOSATEICTBA, 000CHOBAHU JJOKYMEHTAIHO.

(7) Ha mpemocraest cBoeBpeMeHHO nckaHata ot BB3JIOXUTEIIS undopmaliust 3a Xola Ha U3IMbIHEHHE
Ha JI0ToBOpa.

(8) IIpu moamucBane Ha JOroBOpa Jia MPEICTABH 3aBEPEHO Komie Ha Pa3peieHue 3a ThproBus Ha JpeGHO ¢
JIEKapCTBEHU TPOAYKTH B anTeka, mo wi. 228, an. 1 or 3akoHa 3a JEKAPCTBEHUTE NPOAYKTH B XyMaHHATa
MEIUIHA.

(9) INpu moamucBane Ha JOTOBOpA Jia MPEACTABU 3aBEPEHO KOMHUE HA JIMILICH3 332 THProBHs Ha IPeOHO U
ChXpaHSABaHE Ha JICKAPCTBEHU MPOIYKTH, ChIbPKAIIM HAPKOTHYHH BEIIECTBA OT CIUCHIUTE N0 Wi. 3,al. 2,T. 2H
3 oT 3aKkoHa 3a KOHTPOJI BbPXY HAPKOTHYHHUTE BELIECTBA U PEKYPCOPHTE.

(10) ITpu moanucBaHe Ha JOrOBOpA Jia MPEACTaBU 3aBEPEHO Komue Ha BamuaeH gorosop ¢ H30K.

(11) INpn monmucBaHe Ha JOTOBOpA Ja MPEICTaBH 3aBEPEHH KOMUS Ha TOKYMEHTH JOKa3Ballld, 4ye MMa Ha
pasrnooxeHue anrteka/u Ha TepuTopusta Ha rp. CIvBeH.

(12) 1a ckroun JOroBOp 3a MOJU3IIBIHEHUE C MOU3IIBIHUTEIIUTE, TOCOYCHH B O(epTara.
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(13). B cpok m0 3 AHM OT CKIIOYBAHETO HA JOTOBOP 3a MOJU3NBIHCHHE WM HA JOMBJIHHUTEIHO
Cropa3yMeHHE 3a 3aMsHa Ha MOCOYEH B odepTrara MOAU3MIBJIHUTEN Ja W3MpaTH KOMHE Ha JIOTOBOpA WM Ha
JombiHuTeNHOTO cropazymenue Ha BB3JIOXKUTEJISA 3aeaHo ¢ moka3atencTsa, 4e ca U3NBIHCHU YCIOBUATA IO
1. 66,an. 2u ain. 1130I1.

V. HEYCTOMKH U OBE3IETEHUSA

Un. 9. llpu 3abaBa Ha BDB3JIOKUTEJIA mpm 3amiamaHe Ha ABDKAMO MO HACTOSIIMS JOTOBOP
BB3HArpaxJIeHUEe TON JIbJKU HeycToika B pasMep Ha 0.02 %3a Bceku mpoOCpodeH JIEH BbPXY HEHM3IbIDKEHATA
cyMma, HO He moBede OT 2 Y00T IBIHKHMOTO Bh3HATPAXKICHHE.

Ui, 10.TIpu BunorHa 3a0aBa Ha USITBJIHUTEJIS npu u3nbiHeHHE MpeaMeTa Ha JOrOBOpa TOW IBJIKH
HeycTokka B pasmep Ha 0.5 %Ha 1eH BbpXy CTOMHOCTTA Ha HempeaacHaTa J0cTaBKa, HO He moBedye oT 10 %ot
HemnpeaaieHaTa JoCTaBKa.

Uin. 11.YroBopeHnTe ¢ NMPEIXOAHUTE WICHOBE HEYCTOMKM HE M3KIIOYBAT THPCEHETO Ha OOE3IIETeHHS 3a
MO-TOJIEMH BpPEIH MO OO pes.

VI. IPEKPATSIBAHE HA JIOI'OBOPA

i, 12.HacTosuusT 10roBop Moke fa Oblie IpeKpaTeH IIPH CICIHUTE 00CTOSITEICTBA:

1.Ilo B3amMHO chrilacue Ha CTpaHUTE, U3Pa3eHO MICMEHO;

2.Ilo uckane Ha BCsIKa OT CTPAHHUTE, OTIPABEHO MHUCMEHO B €JIMOMECEUEH CPOK.

3. Ipu obsesBane Ha U3ITBJIHUTEJIS B HEChCTOATETHOCT;

4. Be3 MUCMEHO YBEJIOMIICHHE MPH CUCTEMHO HEM3IBbIHCHHUE HA 3aIbJDKCHUSTA TI0 HACTOSIIUS JOTOBOP OT
WznbaauTeNs, KOHCTATUPAHO C TPY MPOTOKOJIA B paMKuTe Ha 1 Mecer] .

VII. OBLIA PA3IIOPEABU

Un. 13.M3MeHeHne Ha CKIIIOYEHHUS TOTOBOP Ce JOMyCcKa IpH yciaoBusaTa Ha wi. 116,an. 1ot 30I1.
Un. 14. Bcuuky cnopoBe HO HM3ITBJIHEHHETO HAa HACTOSAIIMS JIOTOBOP CE€ pelIaBaT OT CTPaHUTE dYpe3

MPETOBOPH, a TIPU HETIOCTUTaHE HA ChIIIACHE - OT KOMIIETCHTHHUS OBITapCKH ChII.

U, 15.3a BCcHUKH HEYPEIEHU C HACTOSIIHS JOTOBOP BBIIPOCH CE MPIJIATaT JCHUCTBAIUTE pa3nopeadn Ha
OBITapPCKOTO 3aKOHOAATEIICTBO.

Ui, 16.Hukos oT cTpaHUTE HsAMA MPABO JIa TPEXBHPIISI CBOU MPpaBa WU 3aIbJDKCHUS 110 JIOTOBOpa Ha TPETH
nuia, 0e3 IpeBapUTEIIHOTO MUCMEHO ChIJIaCHe HA JIpyrara CTpaHa.

Un. 17.Hepazgenna gact ot Jorosopa ca:

1. Texunuecka cnenudukanys;

2. TexHU4YECKO MPETIOKEHUE;

3. llenoBo npeyioxeHue.

HacrosmusaT 1oroBop ce ChbCTaBH M MOATNCA B TPU €AHO00pa3Hu ek3emiurapa — 18a 3a Bb3JIOKUTEJISL

" enud 3a U3IIBJIHUTEJISL.

BB3JIOKUTEJL: MN3ITbJIHUTEJL:
Kmet Ha O6muna CiuBeH:

Credan Pagen MMeHa, IJIbKHOCT, MOANUC, nevar/
Jupextop nupexnust CK:

Tana bosg:xkueBa

4014



