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Oraac: 01837/2023 = e 0|
I. 1TOrOBOPHHU CTPAHH '

A. J3YY Kinunuka 3a HeBposoruja-Cronje, yn.Boamancka 6poj 17, 1000 Cxomje, 3acTanyBaHa o1
Men. dupexrop: Jou.Jp.Mean Bapoor u Opr. Qupekrop dp.Amajaun Xas3uy

(BO HaTaMOIIHHUOT TeKCT ,,JloroBopeH opran'") ox eaHa cTpaHa 1

Bb. 3ETHH 10O Cxomnje , Anpeca: yn. Hapoaen ¢pont 6p.5-3/1, Cxomje
3acTanmyBaHa of ynpasuten: Backo Meanor , EMBC: 4132025
(Bo moHaTamMOLIHHOT TekcT ,,Hocuren Ha HabaBkarta - o6aByBay) o Apyra crpaHa.
II. JEPHHHUIIUH (OBJACHYBAILE HA IONMUTE)

Yaen 1

3a uenure Ha oBOj JlOroBOp, OIJEIHM IOMMKM M H3pa3u yrorpedeHn Bo oBoj JoroBop ro umaar
CJIEIHOBO 3HAYCH:E:

1) ,,JloroBopen opraH,, - ¢ cy6jext aedunupan Bo uien 4 cra | Touku a), 6), B), I) u 1) ox
3aKOHOT 3a jaBHU HaOaBKH;

2) ,Hocuren na nabaBkara,, - € MOHYAyBay WM IPya Ha MOHYAYBaYM KOM CKIY4YH/Ie JOrOBOD
3a jaBHa HaDaBKa,

3) ,Jlorosop 3a jaBHa HaGaBKa Ha CTOKH,, - NIPETCTaBYyBa HabaBKa Ha elHA WIH TOBEKE CTOKH,
NpPEKY KYMyBamE BEIHAalll, KyIyBame CO OMJ0KEHO IUlaKawme WM M3HajMyBame co MM Oe3 omuuja 3a
KYNyBam€ Ha CTOKATA,

4) ,,JloroBopHa 1eHa,, - € LieHaTa Koja ja nobapysa Hocurenor Ha HabaBKaTa KaKo [ITO € yTBPAEHO
BO 0B0j JloroBOp, BKJIY4yBajKH IO H €BEHTYAJIHHOT MOMYCT IUTO IO A4,

5) ,HMcnopaka,, - 3Hauu NpejaBame Ha CTOKMTE 01 cTpaHa Ha HocuTenoT Ha HaOaBkaTa Ha
JIoTOBOPHHOT OpraH BO BPEeMETO H Ha MECTOTO NpPEABHAEHO €O 0BOj JIOroBOpOT, Ha HA4YMH HA KOj
JIoroBOpPHHOT OpraH ce CTeKHYBA CO MPaBO Ha CONCTBEHOCT HA CTOKHUTE;

III. MPEAMET HA 1OT'OBOPOT
Ynen 2
IlIpeamer Ha oBoj loroeop e Habapka Ha cTokH 3a: Jlek — Glatiramer acetate ,

ITo nenoBu, crnopen TexHMYKa crneuuduKalyja HafeHa BO TEHAEPCKA NOKYMEHTALWja U
npudaresaTa NoHya Ha J00aByBa4yoT KOja € COCTABEH A€ Ha 0BO] IOrOBOP.

IV. JASHK HA 1OI'OBOPOT
Yjaen 3

Jasuk na JloroBopoT 1 Ha ApYTHTE JOKYMEHTH KOM IIPETCTaByBaaT cocTaseH aen Ha JloroBoporT, e
MaKeJOHCKHOT ja3HK,

Jaszuk Ha uenata KOMyHHMKalM]ja BO IMcMeHa popMa noMery JOrOBOPHHTE CTPAHH € HA MAKEIOHCKH
JasuK.




V. BPEJHOCT HA JOT'OBOPOT
Ysnen 4
Bkymnnara nena 6e3 J1/IB: 8.880.624,00 nenapu,
Bxynno JJJ1B: 444.031,20 nenapu,
Bxynnara uena co J/IB: 9.324.655,20 nenapu.
EnuneyHaTa lieHa Ha CTOKMTE € JaaeHa Bo mpudaTeHara MoHyIa Ha 100aByBayoT.
VI. BPEMETPAEILE HA TOTOBOPOT
Yaeu 5

JloroBopoT ce CKIydyBa Ha ONpejelieHO BpeMe 3a mepuoa ox 1 (enua) roaumHa on AEHOT Ha
CKIy4yBameTo. JIoroBopoT ke ce cMeTa 3a CKiIy4eH CO MOTIUIIYBAbE O/l JABETE JOrOBOPEHH CTPAHH.

VII. ITHHAMHWKA H HAYHUH HA HCITOPAKA HA CTOKATA
Ynen 6

Hocutenor Ha HabaBkara e J0JDKeH Ja ro HCIopaya MpeaMeTOT Ha JOTOBOPOT BO POK O 7 JeHa
Ol IEHOT Ha [IOCTaBeHO TpeOyBame Ha JIEKOBM 3a TOj Mecel, BO Anrekara Ha J3VY Kiunuka 3a
Hesponoruja-Cxomje, na yn. Boamwancka 6poj 17, Ckomje.

chopaKaTa Ha CTOKHTE C€ CMETa 3a M3BpIUEHA [0 MNOTIHUIYBaHETO HA HCIPATHHLATA Of
OBJIACTEHOTO JIMLIEC Ha HOFOBOPHHOT OpraH M OBJIACTEHOTO JIMLIE HA Hocurenor Ha HabaBkara.

JoroBopHUOT Opran Hema 0OBpCKa 3a LIEJIOCHO MCLPIYBambe Ha JOrOBOPEHATA KOJIMYMHA KOja €
NPEIMET HA OBO] JOTOBOD.

JInue 3ago0/KeH0 32 peajn3anuja Ha JOTOBOPOT:
Juna.®@apm.Mp. Bpanka IMamwaaucka [serxos 075 277 827
VIII. U3TOTBYBAIGE H IOCTABYBAILE HA ®AKTYPATA
Yaen 7

led H3TrOTBYBAHETO HA dJaKTypaTa, Hocurenor Ha HabaBkaTa € JOJDKEH Ia I'M HaBeAE CIECOHUTE
CJIEMEHTH:

Ha3uB Ha JIoroBOPHHOT OpraH, MECTO, CEIHIITE, JaHOUEH 6poj;

— 0poj u matym Ha J[oroBopor;

— KOIHYHMHH CO ONKMC Ha CTOKaTa, JAe(UHHPAHHU 10 eJIEMEHTH KAKO BO 4ieH 2 01 [I0r0BOpOT;
—  €IMHEYHH JIOTOBOPHH LIEHH HA CEKOj OJl EIEMEHTHUTE;

—  BKYIHH LIEHH TI0 E€JIEMEHTH;

— BKYIHa lleHa Ha (aKTypara,

— npecmetka 3a J1/IB;

— BajlyTa Ha IUIakambe.




IX. HAYHMH, YCJIOBH H POKOBH HA IIJIAKAIBE, 3BATE3HA KAMATA 3A 3AJOIHETO
IVIAKAIBE

Yaen 8§

JloroBopHHOT opraH ce 00Bp3yBa MiakaweTo Ha HocHTenoT Ha HabaBKaTa Aa ro BPIIH BUPMAHCKH
no npuMeHa ¢axkTtypa.

HorosopHuot opran ce 06Bp3yBa niakamwero Ha Hocutenor Ha HabaBkaTa Ja ro W3BpLIM BO POK
ox: 90 nena o AeHOT Ha PUEMOT Ha ()aKTypaTa BO apXHBaTa Ha JJOrOBOPHHOT OpraH, HA CMeTKa M OaHKa
3a Koja mUcMeHo Ke ro u3Bectd Hocurenor Ha nabaBkara.

HpPUIOF Ha d)aKTypaTa € YpEAHO 3aBEPCHA HCIIpaTHHULA.

Bo cnyuaj JoroopHHOT opraH ja He ja riatH axkTypara BO JOTOBOPEHHOT, POK CE€ 3aCMETYBa
3aKOHCKA 3aT€3Ha KaMaTa BO BUCHHA OIpeJe/leHa COINIacHO TTO3UTHBHUTE 3aKOHCKH TIPOIHCH.

X.TAPAHIIMJA 3A KBAJIMTETHO U3BPIIYBAILE HA JOTOBOPOT (camo ako ce 6apa Bo T/I)
Ynen 9

JloroBopHuoT opran ke Oapa o HOHYAYBaHOT 4Hja MOHyda e u3bpaHa 3a HajnoBonHa na obesdenu
rapaHija 3a KBaJIUTETHO U HABPEMEHO M3BPIUYBamkhE Ha JOrOBOPOT BO BUA Ha DaHKapcka rapaHuuja Bo
BpefHOCT oA 5% 0 BpeHOCTA Ha IOrOBOPOT 32 jaBHA Ha®aBKa co Bkay4eH JJIB.

XI. KBAHTUTATHBHA U KBAJIUTATHBHA KOHTPOJUIA
Ynen 10

KBaHTUTAaTHBEH M KBaJUTATHBEH NpUEM Ha CTOKaTra O YICH 2 on OBOj HOFOBOp BpLIX
ﬂOFOBOpHHOT OpraH, cO JOKYMEHT (I‘ICHpaTHHHa) MNOTNHIIAaHa O ABETE JOTOBOPHU CTPAHH.

Bo TeKOT Ha NPUMOIIPEAABALETO CE YIBPAYBA KBAHTHTETOT Ha MCIIOpPaYaHaTa CTOKA.
Yaen 11

JIoroBOpHHOT OpraH Mo)ke Aa M3BPLIM JOMOJHHUTENHA KOHTPOJA M rapaHilHja Ha KBAIUTETOT CO
CIIpOBENYBalkhe Ha JOMOJHUTEIHM HE3aBHCHHM MCIHTYBalka M KOHTPOJIHM 32 KBAJIUTET Ka] OBJIACTEHA
HHCTUTYLM]A,

XII. O6BPCKH HA HOCHTEJIOT HA HABABKATA
Ynen 12

Hocurenor na nabaskara e HAOJIKEH Ja ja ucmopayda CTOK&TEI/}’CHyl"aTa Ha ﬂOI‘OBOpHHOT OpraH BO
BPEMETO H Ha MECTOTO IIPEABHICHO CO OBOj J0T0BOP.

Hocurenot na nabaBkara ja M3BpIINI 06BpCKaTa O/ cTaB 1 Ha OBOj UlieH, 1O MPABKJIO, KOra CTOKaTa
Ke My ja Bpaud Ha JloroBOpHHOT OpraH Hix Ke My Ipeajie HCIpaBa co Koja CTOKaTa MOKe J1a ja mpe3eMe.

Yaen 13

Hocurenor Ha nHabaBkaTa e JO/DKEH Ja ja ucropava cTokara Ha JJoroBOPHHOT OpraH BO MCIPaBHA
cocrojoa.




XIII. OBBPCKH HA IOTOBOPHHUOT OPTAH
Yuen 14

JloroBOpHHOT OpraH € JOJDKEH J1a ja IUIaTH 10ropopeHara ueHa Ha Hocurenor Ha HabaBkaTa, o
CeKOja CYKIIECHBHA UCIOpaKa Ha CTOKATa/ycayrara, Of I€HOT Ha J0CTaByBambeTO Ha (pakTypa ofi cTpaHa
Ha Hocurenor Ha HabaBkaTa.

Ynen 15

JIOTOBOPHHUOT OpraH € J0JDKEH [a T'M M3BPLIM cUTe NoTpeOHU [ejcTBUja 3a 1a Ouae BO3MOMKHO
NpeJaBalkEeTO HA CTOKATA.

XIV.IIPUMEHJHB 3AKOH
Yaen 16

Bp3 cute eBeHTyanHH CIOpOBM KoM OM mpousnersie of oBoj Jloroeop, Ke ce NpHMEHyBaatr
BayKeuKHTe rnponucH Ha Peny6nuka CesepHa MaxkenoHuja.

XV. BHIIIA CHJIA
Yien 17

Hury eana ox 10roBOpHHUTE CTPaHH HeMa aa OHae 0AroBopHa 3a HEUCIIONHYBame Ha 0BOj JloroBop
10 koe 6u mouwio 3apanu Buia cuma. Axo eiHa O JOrOBOPHHTE CTPaHM € crpedeHa 3apanu Buia cuna
JOJDKHA € BO POK o1 24 yaca MMCMEHO [a ja M3BECTH APYTaTa CTpPaHa, CO HaBeoyBawe Ha MPUYHMHHTE 32
Buwara cuia M o MoXKHOCT 00e30enyBambe Ha COOIBETEH JOKa3.

Mo orcrpanyrame Ha Buiuara cuia JJoroopor Moxke J1a ce peaju3upa no notpeda co 3aeJHUYKH
npudaTeHo J0MNOIHYBakE WK J1a CE PACKHHE JI0IOBOPHO.

XVI. OBEHITETYBAIGE
Yaen 18
JlorosopHute cTpaHH ce JOJDKHU 1a TH HCIIOIHAT 00BPCKUTE KOM IIpOM3ieryBaat o oBoj Jorosop.

Kora efiHa 011 1OroBOpHMTE CTpaHH He Ke ja MCIOJIHH 00BpCKaTa MM Ke 3a10LHH CO HEJ3HMHOTO
HCIIOJIHYBak:€, ApyraTta JOTrOBOPHA CTpaHa MMa Ipaeo aa 6apa H HaAOMECT Ha LITETAaTa IUTO ja IpeTpIICia
Mopajx Toa.

3a mTeTaTa NMopagy 3aJOLHYBame CO MCIONHYBAHKETO OAr0OBapa IOrOBOpPHATA CTPaHa Ha Koja
Ipyrata JOrOBOPHA CTpaHa U Aaja NPHMEPEH AOMOJIHUTEISH POK 34 UCIIONHYBAhE.

XVII. PEHIABAIGLE HA CITOPOBH
Yuen 19

Cure eBeHTYyallHH CIIOPOBH U Helopasdupama KoM 61 npousinerie o 0Boj Jlorosop, 10roBopHUTE
CTpaHH Ke I'M pelllaBaaT BO JyXOT Ha no0puTe aenoBHK o0uyau co MefyceOHO foroBapare. JIokosky Toa
HE Jane pe3yarar Bo pok on 10 (necer) nena, cnoport ke ce peruaBa Ipea HauleKHHOT cya Bo Ckomje.

XVIIL. YCJIOBHU 3A TIPEKNHYBABE NWJIH PACKHHYBAIGE HA TIOTOBOPOT
Ynen 20

Kora enna ox JOroBopHHTE CTpaHa He Ke ja HCIOIHM CBOjaTa 0OBpCKa, Apyrara I0roBOPHA CTPaHa,




MOXE Ja 6apa HCITOJIHYBAEKLETO Ha OGBpCKHTe HJIK 1a ro paCKHHE JOroBOpPOT, a BO cexoj CHY‘iaj HMa IIpaBo
Ha HAJOMECT Ha 1TeTaTa.

Ynen 21

Kora efHa of JOTOBOPHUTE CTpaHa He Ke ja MUCIIOJNHM cBojaTa 0OBpCKa BO ONPENCICHHOT POK,
Jpyrata JIOroBOpHa CTpaHa, Ke M OCTaBM NPUMEPEH JONONHUTENEH poK oa 10 neHa 3a uCrosHyBambe Ha
oOBpckara.

AKO JJOTOBOPHHTE CTpaHa KOja HE ja MCIMOJHMIA CBOjaTa 0OBPCKa BO ONPE/EIEHHOT POK, HE ja
HCnoNHY 0BBpCKaTa HH BO JOMOJHHTENIHHOT POK, Apyrara JOroBOpHa CTpaHa, MOXE [ia I'o packuHe
JIOTOBOPOT.

XIX. 3ABPIIIHH H ONIIITH OJAPEABHA
Yaen 22

JIOrOBOPHHUTE CTPAHH MOXAT 1a M JOMOIHAT H/HIM U3MEHAT OApeaduTe Ox 0BOj JIOTOBOP CaMO
CIIOroA0€eHO0.

JTorosopHara cTpana Koja 6apa H3MeHa 1/WiH JI0TONHYBaE € I0JKHA CBOETO Dapatbe 10 Ipyrara
CTpaHa Jia ro J0CTaBH BO MHCMeHa hopmMa.

Oppenbute oa 0BOj JOMOBOP MOXKAT Ja C€ M3MEHAT M/WIM [OMOJHAT CO CKIy4yBame Ha
JIoroBOpOT 32 U3MEHYBAaFhE U JOMOJIHYBAk:E Ha OCHOBHHOT JloroBop.

JlonosnHyBambaTa 1 U3MEHHTE Ha 0OBOj IOTOBOP CE BaXKEUKH aKO CE HANpaBeHH BO IMcMeHa Gopma
U aKo Ce MOTIMLIAHK OJ JABETE JOrOBOPHM CTPAHU BO COTJIACHOCT CO OAPENOMTE Ha 3aKOHOT 3a jABHHTE
HaDaBKM M TeHepcKara JOKYMEHTalH]a.

Ynen 23

Hury eaHa JOroBOpHA CTpaHa HeMa MPaBo CBOMTE OOBPCKH Ja T PEHECe Ha TPETa CTpaHa, Oes
B3aeMHA ITHCMEHA COTTIACHOCT.

Ynen 24

OBoj Jlorosop € cocTaseH BO 4 (4eTupy) €AHAKBH MPHMEPOLM, O/ KOM 2 (ABa) 3a A0rOBOPHHOT
opras u 2 (1Ba) 32 HOCHTENOT Ha HabaBKaTa.

3a Hocuresn Ha HabaBKara: 3a JloroBopeH Opram:
3EI'HH 100 Ckomje .~ J3YY Kannuxka 3a Hegposaoruja Cxonje
v £, ® R :l““:"r;.’_‘ 1 :
anasmglz Bﬁcxo HE?HOB %) Men. Jupextop: Hou. dp. I’IB‘E:E. baptos
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CocrageH zen Ha 0Boj Jlorosop e:

Texuuuka cneunrkanuja



Ipunor Cocrasen aen oj Jlorosopor
Texnnuka u pHUHAHCHCKA IOHYAA
HABABKA HA

JIEK Glatiramer acetate

Ornac 01837/2023
Ho6asysau: 3EI'HH OO Cxkonje

dapmauesTcka F.CETTE] EAavHeuHa ueHa| BrynHa ueHa |BkynHo A1B | BKynHa ueHa
ENOBU| ATU K - J NUUMHA
Al L Koa |FeHepuyro ume-INN e aumMHa epia Ko. Ges 0B 6e3 ADB 5% co 0B
racion I
fenl | 103AX13 | glatirameracetate | "MTMPAME | 4o mg/1ml wnpuy 8784 1.011,00| 8.880.624,00] 444.031,20| 9.324.655,20
8.880.624,00) 444.031,20| 9.324.655,20|

3a Hocurea Ha HadaBkara:

3EI'HH HQO Ckomnje

¥Ynpasuren: k

() e 3a JloroBopeH opras:

J3YY Knunuxka 3a Hesposoruja Cronje

Men. Qupexrop: Hou. dp. Usaun bapbos
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