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1. TIPEIMET HA TOT'OBOPA

1.1 H3BHBJIHUTEJAT ce 3axbmkasa aa goctars U npojgaie Ha Bb3JTOXKHUTEA pazpem
ymorpeda 1 mpoaaxk0a JICKapCTBEHH MPOIYKTH, HAPMYAHH 32 KPaTKOCT CTOKM, 110 BHI, Le
CPOK, CBINIACHO JBYCTpaHHO nojanmucana Crienuukanus, HepasaeiHa d4acT oOT Jor
CKJIIOYEH B pe3ylITaT Ha DPOBe/leHa OTKPUTA NpOIeaypa 3a Bb3liaraHe Ha oOIIecTBeHa IQ
3@ JIOCTABKA HA JIEKAPCTREHH NPOLYKTH,

1.2 Macto Ha wansianenne — rp. Codus-1606, 6yn. ,,Axkan. Uean [ewos” Nell — cxaan Gon
AIlTeka

1.3 Cpox ua sorosopa — 1 roauHa.

I1. HEHH, OBIIIA CTOMHOCT HA JOI'OBOPA H HAYHH HA ILTAIIAHE

2.1 Henunre Ha nekapcTBEHUTE MPOJIYKTH 110 HACTOAIIMSA JOIOBOP ¢a OIIpeeneHd H (pHKcupa
MOMeEHTa Ha nojaasaHe Ha odeprara. B ciydall Ha npoMsiHa Ha IeHA HA JIEKAPCTBEH K
priroued B llosuturHus nexapcreen cnucwvk /T1JIC/, uerara ce xoperupa, karo ce (GHKCH
npejennata no [IJIC, kopurupasa ¢ % OTCTBROKaA, ompedcicH B odepTata Ha YUacTH]
criecurKauuATa Ha TOroBOpa.
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MexaausmMeT Ha ueHooOpasysane ce npuaara caea karo H3IMBIAHUTEIAT mpeacragy  ma

BB3JOXKHUTEJSA konue ot IVIC, ¢ HacThERMNAaTA NpOMAHA.
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2.2 llennre #a JeKapcTBENNTE NPOAYKTH TIO TO3M JIOIOBOP Ca ONpeJIeICH B Pe3yiTaT Ha popeaciia
OTKpHTA MpoUueaypa 3a Bh3laraiHe Ha OG[[[CCTBCHE]. mopHYKa U ca yact oT oq)epTaTa Ha& M3II1$JII]HTCJ—IH,

€ KOATO € M36pa1-1 KaTO TaKbRB.

2.3 B Cneundrrkanusiia KkbM JoTosopa ca (pPHKCRpand LCHUTE Ha JEKAPCTBCHHTC MPOAYKIH KbM
MOMEHTAa Ha MOIIUCBAaHE Ha JOTOBOPa H OCTABAT HEIPOMEHEHH 3a CPOKA HA HErOBOTO JIeHCTBHE,

OCBCH B CIyJanTC:
- HaUln.116, an.1 or 301,
- Tlpu Bb3HKMKBaAHE HA oOcToATENCTRA IO 4.2, 1;

- B cnyuaii, 4e mpe3 BpeMeTo Ha AefcTBUE Ha AOTOROpa croiiHocTTa no wi.50 or Hapenfara 3a
peryiupane W perucTpHUpaHe Ha LEHUTE Ha JIGKapCTBEHHTE NPOAYKTH, YCIOBHMATA, NpasHjlara
KPHTEPHHIC 3@ BKIIOYBAHE, TPOMCHH H/MIM H3KTIOURAHE HA JIEKAPCTBCHH MpoaykTy oT [TosuiusHus
NCKapCTBEH CIIMChK M YCIOBMSTA M peda na pabota Ha HauwoHannus cnBeT MO HEHH H
peuMOypcHpaHe CcTaHe [O-HUCKA OT JOIOBOpEHaTa, DBoaioxureaT 0e3ycrnoBHO 3afuiarua
NEKApCTBEHHUTE NPOAYKTH HA NO-HUCKATA [I€HA, OT J@TATA HA BIM3aHC B CUIIA HA KOHKPETHOTO

pelueHde Ha HalsoHaHuA cbBeT N0 LieHH U peuMOypcHpaHe.

2.4 O6mara cToiHOCT Ha TO0CTaBKHTe 1o JJoroBopa Be3au3a Ha 11 513.33 . 6e3 JAC (13 816.00

aepa ¢ JO).

2.5 TMlnamauMsata ce U3BBPINRAT B NeBa, 110 6aHKoB 0BT 110 cMeTka Ha U3TTBJIHUTEI otapxeno

a0 60 1nu ciaen gocTaBKa M MPCACTaBAHE HA HEOOXOIHMUTE AOKYMCHTH;
Hanuu 3a Mansnanwrens:
banka: Lentpanna KoonepatusHa banka AJ]
BIC: CECBBGSF

IBAN: BG44 CECB 9790 1023 2618 00

2.6 B mnondenime Yn.3, an.l or 3akoHa 3a CUYCTOBOACTBOTO, HM3NBLJIHATEIAT ¢ AJTbKEH /1A
dakrypupa nocraskute Ha Obirapexku e3sHk. B ciygalt Ha 3anmc na JaTHHHOA 0o Qaxiypara.

Bh310KUTENST HE NpHeMd JOKYMEHTA U ro Bpblia Ha ManbHuTeNs 32 KOpeKuus.
W3NBJIHUTENAT ce 3aabmkaBa [a (akTypHpa HOCTaBKHTE, xaTo BbB _(aKTy

para

CLOTBETHHH  JeKapcTBeN npoayxKkr ¢ 3amucafn Ha KHpUWIHIIaA ¢ T ProBg

KOTO

Ha"MEHOBaHHe: ﬂog KOETO € NoCoU€EH B gOFOBOQa Hizunjaanreadr e AUTBACECH Jla HY

BB Beska (akTypa No M ata Ha CKIOYBAHE Ha J0TOBOpA.

2.7 U3IMBJIHUTEJISIT e anwxen aa yeejomu nucMeno Bh3JIOXHTEIS 3a senuku nocne,!raum

IpOMEHH Mo Touka 2.5 B cpok 10 24 yaca, CUMTaHO OT MOMCHTA i1a IpomsfHaTa. B ciyu
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H3HBJIHUTENAT we ysenomu BB3JIOXKHWTEIS B To3u cpox, cuuTa ce, 4e nnamaHusra ca

HaQJCKHO HIBBPHICHH.

2.8 (1) Koraro W3IIbJHHUTENAT ¢ ckmouwn porosop / IOroBOpH 3a TOAMINLIIE
Bb3JIOXHUTEJIAT mipbpiusa 0KOHYATENHO TUIAIIAHE KLM HETo e IPEICTABIHE Ha:
- NPOTOKO, MOATIHCAN OT YIThjHOMoUIeHH tpeactarurenu Ha BB3JTOXHUTEIIS, na U3TTHJIHUTEJL
MMOJUSITHIIHUTENSI/UTE, ymocrosepsBam  upuemadHeto of Bh3JIOKHUTEITS wa wu3pbpn
nocraeku M npenoctaBeHuTe yenyra ot [IOJUSIILIHUTES/UTE ¢ soroBopeHHTE H3MCKBaK
npmioxkenu pokazarenctea oT M3ITBITHUTENS, ge chumar ¢ 3annarya Ha TOAMIIILIHATENA/UTE 8
M3BBLPINCHHU OT HEIO AEHHOCTH NO CKIFOUEHUA MEXY TAX AOTOBOP 3a IOJIH3NBIHEHUE,
HITH
- pokasarencrsa ot U3II'BJIHUTEJIA, ue aoroeopnT 3a nojulrb.IHEHHE € 1IPCKpaTeH, iy padortar
HacT OT HCAH 1€ € H3IBBLPIUEHA O HO/IU3IIBIIHWTCIIA

(2) Korato M3nbIHATeNT € CKIIOYU AOTOBOP/AOTOBOPH 32 MORU3ITEIHNEHHE W HaCTTa OT AOPh
KOATO C€ M3MBJIHABA OT MOJAM3NLIHUTEN, MOXKe Ha ObAe MpeRajieHa KaTo oTAeheH 00ekT HA W3MhITH
MM Ha Bb3JIOXKUTENS, BBL3IOKUTENAT 3amiallla Bb3HATPAKICHHME 3a Ta3M YacT Ha IMOMW3NIBJIHHTEN
OCHOBA Ha MCKaHE, OTIPABEHO OT MOAHUNBIHNTEIA A0 BEUIONHUTENA UpPe3 HATBIIHHUTEI, KOUTO ¢ /IbH
r'o MPeJOCTaBH Ha BB3TOKUTENS B | 5-IHEBEH CPOK OT NOJNYHARAHETO MY,
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- Kem vckareTo no an. 2, ManenHuTensT npejocras Ha BB3NOKHTENs CTAHOBUINE, OT KOCTP ja €
BHIHO JIAJIM OCIIOPRA MJIAIAHUATA U/TH JaCT OT TAX KaTO HEThIIKHMU,
- Be3aoxurensr uMma [IpaBo [a OTKAXKE ILTalllaHe 1o aJi. 2, KQTaTo KCKAHETO 3a rJjalaHe € ocl PCHO,
J0 MOMEHTA Ha OTCTpaligBaiie Ha MPUIHIIaTa 3 OTKasa.
- 3a faTa Ha IVIAIAHETO, ce CUMTA JaTaTa Ha W3BbPLIBAaHE HA HAPE)XKAAHETO 3a NIAllaHe OT CTPpHA Ha
Bw3aoxurens.

II1. HPABA M 3AABJI/KEHHMA HA BB3JIOKHTEJLA
3.1 BB3NMOKHUTEJIAT 3asssara BHIa ¥ KOJAMUYECTBOTO HAa HEOOXOQIMMHUTE JIEKAPCTBEHU TIPOJIYKTH,
dpurypupamu B CnenuduranmsaTa, Hepazaenia 4act ot JloroBopa.
3.2 BB3JIOKHUTEJAT e jurbxen ja 3annatd JOCTaBeHHTE JeKapcTBEHH TPOJAYKTH B LpOKa,
onpeueseH B Pazaen I, 1.2.5 ot Horosopa.
3.3 BB3JIOKHTEJAT e nubxen 1a npueMe 3a8BEHUTE KONMYECTBA IEKApCTREHH NPUIYKTH]
34 Bb3JIOKHATEIAT ¢ nnwxken na mperiesa JOCTABKUTE M Ja HAlpaBM BB3paKeHME 3a
HECHOTBETCTBHE B TAXHOTO KOJHYECTBO, BH/I, CPOK HA NOJIHOCT B MOMECHTA Ha IOCTABKATA.
3.5 Ilpu ycTanOBABaHe Ha HENOCTATBLH H Je(CKTH 10 JOCTABCHUTE JTEKapCTBEHH NPOIYKTH, KAKTO
HECLOTBETCTBHA B TAXHOTO KOJMYECTBO, BUA U FOAHOCT ChC 3afBEHOTO, KOMTO HE €& MO[JIH jd
ObaaT OTKpUTH npH 0OMKHOBEH HavuH Ha upHeMane 1o 1.3.4, Bb3JAOKHTEJAT uma|npaso
na yeenomu Heszabasno UZITBJIHUTEJISA v Aa novcka TAXHOTO Bh3cTAIIOBABAHE WM 3a)101a B
NOAXO4ALI BHJ ¥ CPOK.
3.6 Bb3JIOKHUTEJAT ne ce 3ajbkasa Ja 3adBd U 3aKyIIH IAJI0TO KOJIHYECTBO MO AOrOBRpPA 34
CPOK4 Ha HEeroBOTO JEHCTBHE.
3.7 Bb3JOKHUTEJIAT cu 3ana3pa npaBoTo, Npu HeoOXOAHMOCT, Ja 3aMEHs €/IHH KOJIMYELTRA ¢
ApYTH B paMKHUTe Ha cnecudukauuaTa 1 obuiara cTOHHOCT IO J0TOBOPA.
3.8 BB3NMOKHUTEJIAT uma npaso aa usucksa or U3ITBJIHUTEJIA na cxkmoun u jla My
IPEICTABU JIOTOBOPY 3a IIOAU3ITBIHEHHE € [IOCOUEHUTE B 0PepTATA MY NOANU3ThIHHATENH

IV. IPABA U 3AABLJIZKEHWUA HA U3IThJIHUTEJIA
4.1 B3HBJIHUTEJAT Uanenautenat € ArsxkeH, coriaacHo W67, an.6 ot 3011, npeau noanucsate Ha
JIOTOBOpA 7a [MPEACTaBH aKTYAJIHH JOKYMEHTH, YAOCTOREpABAIM JIMIICATA HA OCHOBAHHATA 34
OTCTPAaHSBaHE OT NPOUEAYPATA, KAKTO H ChOTBETCTBHETO € ITOCTABEHHUTE KPUTEPHH 32 110,100p.
42 W3MTBJHHATEJAT e anwpxken ma noctaBu no Antekarta ta ChAJIIB “npody. Mran MurerT EAJ]
3a0BCHHUTE JCKAPCTBEHU TIPOAYKTH B CPOK H0 24 waca 0T TNOMyuaBaHC Ha 3asBKa OT CTPYHA Ha
Branoxurend.
4.3 UIIBJHHUTEJAT ¢ jwke ja nponane Ha Bh3JTOXKUTEIA nexaperseHuTe NpoyKTH MPCAMCT
Ha Jlorosopa, 110 LeHH, ChIVIACHO W1.2.1 OT HACTOSALUSE TOTOBOP.
4.4 U3ITBJHUTEJAT e anbxcH na JA0CTABH JACKAPCTBEHH NPOAYKTH, PETHCTPUPAHH M pa3pell¢HU 3a
BHOC W ThpPrOBHS B CTpaHAaTa,
4.5 BITBJTHUTEJAT ¢ jurbkeH ga A0CTaBsA JTEKAPCTREHUTE MPOAYKTH ¢ MHHUMAJIEH CPOK Ha
TOUHOCT HE TTo-Mallko 0T 60 % OT OCTATHYHUS CPOK  Ha FOAHOCT KBbM AaTaTra Ha JocTaBkaTa. Bedaka
AOCTABKA €€ CBIPOBON/IA € JIOKYMEHT, /(0KA3BAN[ OCTAThYHHA CPOK Ha rojlHoOT HA
JIEKAPCTBEHUTE HPOAYKTH
4.6 B cnyuail Ha BocTaBKa Ha JICKapCTBEHH MPOAYKTH C MO-KPAaThbK OT JOrOBOPHPAHHS CPOK HA TOMHOCT,
W3ITBJIHUTEJIAT cinensa na 3annaTé HeycTOHKA:
¢ 0T 59.99% no 50% - 5% BBpxy cTofiHOCTTAa HA HOCTABKATA
s 0T 49.99% 10 40% - 10% BBLPXY CTOMHOCTTA Ha JIOCT4BKATA
s 071 39.99% no 30% - 30% Bhpxy cTOMHOCTTA HA JOCTARKATA
e 01 29.99% 1o 20% - 60% BBPXY CTOMHOCTTA HA JOCTABKATA
¢ nox 20% - 90% pupxy cTofifiocTTa Ha AOCTABKATA
4.7 NocTaBka Ha JIEKAPCTBEHM HPOJAYKTH C OCTATBYEH CPOK HA TOAHOCT mo-Maabk ot 40 Ha dro ot
00sBEHHA OT NPOU3BOJMTENS, C& M3BBLPIIRA CaMO C MOTHBUPAHO pCIUICHUE Ha H3MBJIHHTRIITHA
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JIAPEKTOP 32 KOHKPETHO KOJIMYECTBO, ONPEAEICHO OT HCro. bez M3pHYHOTO IMHCMEHO CLIUTagpue Ha
U3MBIIUTCIHUS TAPEKTOP, CTOKWTE He Ce 3aliaiiar.

4.8 H3ANbJITHUTEJAT npenapa nekapcTBEHUTE OPOAYKTH Ha ymmiHomomeno ot BB3JIIOXHTEIIA
UIXHOCTHO Nivue. [IbpBHYHATE CHETOBOJHH JOKYMEHTH ce 0dopMAT MpH ciiassade Ha Yn.3, an.l ot
3aKoHa 33 CHYeTOBOACTBOTO.

4.9 BIIBJHHUTEJAT ¢ anbxkeH NpH MOMCKBAHE J1a BB3CTAHOBHM KOJIMYECTBOTO WIM JaMEHH
HEKAYECTBEHHUTE H HETOOHH JICKAPCTBEHH MPOXYKTH IIPH YCIIOBHATA Ha HacToAWNA [loroBop.

4 10M3MTBJIHHUTEJAT uMa npaso aa oTkaxe 3agbbkeHHATa mo Paszgen [V, 1.9, ako ce mokapke, ve
JIeKapcTBEHH MPOAYKTH, MpeaAMET Ha JoTosopa ca nospeaeHu no suna na B'b3JIOXH TEILA.

411 (1) U3IIBJIHUTEJIAT e nawxen npead uoiANHACBaHe Ha J0IOBOpa Ja NpCACTaRH 1a
BB3NTOXHTEJIS nokyMeHT, yJOCTOBEpsARAIl WU3NBIHEHHETO HAa W3McKBaHusATa Ha Yn.112, an.l, (1.3 or
30I1. 3a ofesrmeuaBaine Ha M3NLJIHCHHETO HA 3aJBIKCHHATA IO JOTOBOPAa B YCTAHOBCHHUTE CPOKOBE H C
KA4ueCTBO, CBINIACHO IOPMH M U3UCKBaHUA, BB3HOKHUTENS T OMIpeaS/s rapaHilis 3a H3MBIHCHUC B pa3yMep Ha

5 % ot croiinoerra na aoropopa oe3 JJIC, sb3amusau@ Ha 575.67 AB. xato B cmyqaii Ha O2aHKOBa

rapaHIMs MM 3acTpaxoBKa, CPOKBLT Ha AclcTBUETO i cnenBa Ja HaABMINABa CpoKa Ha AeHcTRHE Ha

norosopa ¢ 30 (Tpugecet) anu. B ciyvail Ha MpeaocTaBaHe HA 3aCTPaxOBKa 3a rapaHlUA 33 M3IbJIHEHHWE Ha

NOTOBOpa, OTTOROPHOCTTA T10 3aCTPaxOBKATa cle/Ba jia € NPUpaBHEHAa Ha CTOMHOCTTA Ha rapaHi{saTa 3a

U3IIbIHEHNE HA JOTOROPA.

(2)TapanuuiTa 3a WM3OBIHCHHE CIYXKH 3a obesnevyaBaHe Ha B3emauusTa Ha BB3JIOHUTEISA kpeumty
UBITbJIHUTEJIA 3a obesiuersiade Ha Bpead W 3aryOd, NPHUYMHEHH OT HEH3II'bJIHEHHE MM HETOYHO
/momo/ H3MLIHeHUE Ha 3anbkeHusTa na U3ITbJIHWMTEJIA no moroeopa.

(3)BB3JIOKHWTEJIAT uma npaso Ja yCBOM M31UI0 HIIM 44CT OT rapadliMsTa 3a H3IIbIHEHHE Ha 10ToBOpa
IpY HEHM3MBIHEHHE HA KNAY3UT€ HA HACTOSLIMS JOTOBOP MM TIPH H3NBJIHEHHE pPa3MHHAaBAill
OPENIOKEHUETO 34 M3NLAHEHHE Ha MOpbUKaTa H UCHOBOTO MPENIOKEHHE [JaJeHH OT CTp
W3IThJIHUTEJIA o norogopa.

(Hl1lpwu eanocTpanHo NpekparsBaHe Ha jorosopa oT BB3JIOKHWTEILSL, mopajn BHHOBHO HEH3MBIIHEHHUC 11
sajrbskeHust Ha M3ITBJIHUTENS no jgororopa, cyMara OT rapaHUMATA 33 H3IIbIIHEHHE HA JOTOBppaA ce
YCBOABA H3LSJIO KaTo 0Oe311eTEHHE 3a IpeKpaTsaBate Ha [loroBopa;

(5) 'apannuara 3a u3nbaHenne ce ocsoboxaasa or BLIJIOXKUTEJIA B cpok mo 30 nuu crien nguyanc
CPOKa Ha HacTOsIHA JOrorop. B caywaii Ha Gankora rapanuus WIM 3acTpaxorka, M3nbaautendr uim
HCrOB YI'BIIHOMOIUEH NMpeACcTABUTE! ClenBa /a ce ABu npu BhillokuTeNns 3a nonyyapaHe Ha OpUlKHanma
Ha JOKYMEHTa.

(6) Buanoxutensit fie Jihibkd THXBH BepXy BHecenata ot U3ITBJIHUTEJIST rapanims 3a uirsiHeHye

4.12 U3ITBJIHUTEIAT e pnbiken [a CKIOMH JAOTOBOP / JOTOBOPH 3a NMOAU3NBIHCIIHE C TOCOYCHUTE
B oepTaTa My NOMM3NBIHHUTENM B CPOK OT 3 JIHH OT CK/IIOYBAHE HA HACTOSNIMSA JIOTOBOP| M Ja
upejocrasu opuruHasied exzemiiap va BB3JIOXUTEJIA B 3-nHeBeH cpok

V. OBIIIA YCJITOBUA
5.1 Ilpu zadasgue ma nocraskara, UBHBJIHHUTEISNT nnxku va BB3JOMKHTESA neycritka
pasmep ia 0,01 % wHa acH or cToMHOcTTa Ha 3abaBcHAaTa JIOCTABKA, HO He moBede oT 5|% ot
CTOWHOCTTA HA HEHZIIBIHEHHETO.
5.2 Tlpu mpocpouycHO MIAmIaHEe HaA Cpoka, onperaeneH B T.2.5 ot morosopa, BB3JIOXKUTEIIAT
aemxn Ha U3ITBJIHUTEJISA neycroiixa B pasmep pa 0.01% Ha geH, no He mo-eye ot 5% ot
ABIDKHMATA CyMa.
5.3 Hsmenenue Ha jnoroeopa 3a ofmiecTReHa ropbYKa ce AONYCKA IO M3KTIOMEHME B Cayvante
peraamMenTHpanu B 4yi1.116 ot 3011
5.4 JloroBopsT ce mpeKpaTsBa:
- ChIVIACHO yCJIOBHATA HA Yi.1.3.
- KOTaTo € HeoOXOAUMO CHILCCTBCHO M3MEHCHHE HA MOPBYKATA, KOETO 1IC O3BOJIABA JIOTOBOPBLT 17 OLAC
H3MeHeH Ha ocHoBadue Un.116, an.1 or 30I1
- KOTaTrQ ce YCTaHOBHW, 4Ye II0 RPEME Ha MPOBEXK/aHe Ha MpoIleaypara 3a Bb3jlarane Ha Hopbhukdra, 3a
V3OBIHUTES ¢a OHIH Hanune obcTosTencTsa o w54, an.l, 1.1 or 3011 Bb3 0CHOBA HA KOHTO e ClefBaio
na ObJIe OTCTpaHEeH OT IpoLie1ypaTa.




nmocTaHoBcHO oT Chla Ha Egponeiickus cblos B npouepypa no wi. 258 JIOEC.

BB3HHKHAIM CICH CKIIIOYBAHETO MY, HC € B ChCTOAHUC Ja M3IIBJIHHK CBOHTC 3aAbIIAKCHHA.

VI. IOAU3ITBJIHUTEJIHN — nama

IPOLEHTH OT CTOHHOCTTA HA 001IEeCTBEHATA [TOPBYKA).

6.3.1 Cxmo4Ba J0T0BOP 32 MOJU3NBIHEHHE € JTALE, 32 KOSTO ¢a HATHIE 00CToATeACTRATA 110 Wi, 54, a)
3011,
6.3.2 Bwr3nara H3IBJTHCHHETO HA €HA HIIM MOBCUE OT AeHHOCTHTC, BKITOUEHH B IpeAMeTa Ha o0IecT|
MopHUKa, Ha JIHIA, KOUTO HE ¢a TOUU3MTBAHHTEIN;
6.3.3.3aMelld nocodeH B odepTard NOAM3ILIAHKATEl WKW BKIKOYBA HOB TAKhE 110 BPEME HA H3MIbIHEY
IOTOBOpa, OCBEH TIO HIKIKOYEHHE, KOTaTO Bh3HHKHE HEOOXOIMMOCT, aKO Ca H3NBJIHEHH EIHOBpPE
CIEAHHUTE YCIIOBHA!

a) 33 HOBRA NIOAW3IIBIHUTET HE €4 HAIMIE OCHOBAHMATA 38 OTCTPaHABAHE OT NMPOLEAYpaTa;

KOHTO UIg CC NpeiIOXKaAT Ha KOHKPETHRA HOHHBH'I)JTHHTGH);

[IophUKaTa HE € ClICIBAIO IOa 6'5}],(3 BB2IMTOMKCHA Ha HINBIHUTCHA, Hopaiy HalludHue uHd HapyjucHuce,

5.5 JloroeopsT MOXKe J1a OBJIe NIPEKPATEH H B CICIHHUTE CIYYaH.
10 B3aUMHO CBINIACHE MEX/IY CTPaHUTE, H3Pa3cHO B IHCMEHa hopMa;

- TIPpU BHHOBHO HEH3NBJHCHHC Ha 3a0LIDKCHHATA HA €IHA OT CTPaHHTE — ¢ 10 nHeBHO IHCMEHO

IIpeM3BECTHE OT U3NpABHATA [0 HeU3NIpaBHATA CTpaHa
- IIpPHU KOHCTATHPAHH HEPEIHOCTH W/HIH KOH(LUIAKT HA HHTEPECH — €UHOCTPAHHO C mnpam{a
IHCMEIIO Ipean3Bectre oT Buanoxutens Ao Wsmsmmureis
- eIIIOCTpallHO OTCIpada Ha Bb3jlokurens, B cayuait, ue M3nbiHuTenst noissa noOAU3IMb.IHHTE
7a ¢ ACKIapupalt 1oBa B ofieprara CH WM MOI3BA NOJU3IBIHHTE] PA3IHYEH OT JACKIAPHPAHUS],

HE Ha

n, Oes

- B PE3yNTarT Ha HACTLIIHIHA CBUICCTBEHH ITPOMEHH B 00CTOATENICTBATA 38 H3NBIHCHUE HA JOOIroBRopa 1mo

[PWYUHH, 33 KOUTO CTPAHUTE HE OTIOBapPAT;

- B cnyqaﬁ Ha HEM3MNLJIHLHHUE HA KIIAay3UTE Ha HACTOALIHUA TOTOBOP HIH U3NBIHCHHE, pasMHHABAIILO
ce ¢ [Ipesnoxkennero 3a H3bIHeHWe Ha nopbykaTa M LleHoata odepra na U3ITBJIHHUTEJIAL.
BB3JTOXUTENAT uma npapo Ja npekpaTl H3NBIHEHNETO HAa HACTOAILKS IOTOBOP C €AHOMECEUHO

NMHACMCHO NTPCIU3BCCTHEC, KAaTO 3adLPKH BHCCCHATA rapaHilisa 3a U3IIL.IHCHHE,

5.6 BDB3JTOKHUTEAT Moxke aa npckpaTH AOTOBOpA, aKQ B Pe3yaTaT Ha o0CTOATEICTBA,

5.7 llpu npexparssane Ha gorosopa B'B3JIOKHWTEIIAT me zamnaty na HM3ITBIIHWUTEILA
CTOHHOCTTA HA M3RBPIIEHUTE KbM /I@TaTa Ha NIPEKPATABAHETO JJOCTABKA M JIEHHOCTH.

5.8 CrpannTe ce 3aBJUKABAT Aa YPEAAT BCHUKH (UHAHCOBH 3aAbHKEHHS BE3HUKHAIH IPEIH
npeKpaTaBaHe [1a JOT0BOpa.

CaMo

5.9 Heypeaeuute B 1031 Jlorosop Beliipocu ce ypexaar ot 331 ¥ AcHeTRanioTo 3akoHoareneTsp. [lpn

HEPEWMM 4pe3 HPErcBROPH CIIOP MEXKIY CTPAHHTE, ChUIMA Ce OTHACH 3a pellaBaHe Npea KoMuef
ChI,

CHTEH

6.1 IlpedABHACHHMAT MOTU3IBIHHUTET B OPEPTATA ....ovviirieinierieiriinininnennnn (HaHMeHOBaF-IHe 7

NpaBHOOpPraHH3alKoHHa (JopMa ¥ HHAMBHAYAM3Upamia Hihopmannusd) n3BbLpLusa:

.................................................. (IIOCO‘-IBHT CC BHIOOBETC pa6om OT NMpe/IMETAa Ha MOPHYIKATA,

.................................................. % (nocoyBa ¢¢ CLOTBETCTBALIMAT HAa Te3W paboTH 1 B

6.2 CxIodBaHuAT JOroBOp 3a noauznbiHeHHe He ocsobokaasa M3ITBJIHUTEISAT ot

OTI'OROPHOCTTA MY 33 W3ITbJIHCHHE HA IIPeIMETa HA HACTOALIMWA JOTOBOD.
6.3 U3ITBJIHUTEJIAT Hama npago ga:

1. 1 oT

BCHaTa

IHE Ha
MCHHO

0) HOBMAT NOJAM3NLIHHTCH OTroBaps Ha KpUTEpHHTEe 32 10A60p, Ha KOHUTO € OTIOBapail NPSAMYIHWST
ODOAU3IBIHKUTEN, BKIIOYMTENHO 110 OTHOIICHUC HA /ICNIA M BMAA HA HCHHOCTHTE, KOMTO ille H3IIbJIHABRA,

KOPHIHPAHM ChODPa3HO H3ITBIHEHUETO 10 MOMEHTA ACHIIOCTH.

6.4 (1) B cpox 10 TpH JIHK 0T CKJIKYBAHETO HA JOrOBOP 3@ NMOAM3NBIHEHUE H.TH HA JIOTIhIIHY
CNIOPa3yMEHHE KBbM HEro, HWIH Ha JOTOBOP, ¢ KOWTO C€ 3aMeHsA NOCOYCH B HACTOAILHA Ad
OOIH3NBIHHTEN N BKIousa HoB nomusnnanuren, M3IIBJIHHUTEINAT e gnbxen ga us
OPUIHHAJIEH €K3EMILTAP OT A0LOBOPa WK JONb/JIHHTENHOTO cnopasyMenune Ha BDh3JIOKMTEJIA 3
C BCHYKH JOKYMEHTH, NOKa3BaLly H3ITb/IHEHHUETO Ha yenosudara no W66, an.11 or 3011

(2) CximrouBaleTo Ha JAOTOBOP C LOAH3IBLIHUTE, KOWTO HE OTIOBaps Ha YCIOBHATA Ha W1 66,
ot 30IT uaM 3a HETO He ca NPE/ICTABeHU BCHYKH JIOKYMEHTH, KOWTO AOKa3BaT M3INLIHEHHE

TEJHO
roBoOp
path
AeTHO

am, 11
ro Ha

3




/n-p Mapusa Emm(ma Henena 4

ycnosuaTa o wi. 66, an. 11 or 3011 e ocHoBaHWE 33 €IHOCTPAHHO NPEKPaTABAHE HA JOTOBOPA OT
na BB3JIOKUTEJIA

cTpaHa

6.5 lomu3nbnHUTETHTE HAMAT MpaBo Ja MPEBL3TAraT ¢JHa WK MmoBede oT ACHHOCTHTE, KOMTO ca

BKJIKOHEHH B [1PEAMETA Ha NOTOBOPA 3a NMOAH3NBIHRCHHEC,

6.6 U3LIBJIHUTEJIAT ¢ mnmwxeH Aa upekpaTd J0TOBOpP 3a MOOM3MBIHENHE, aKo II0 BpP¢Me Ha
H3NLIAHEHHETO MY RB3HUKHE 00ctosTenctBo no un. 54, an. | or 30T B resu cnydan U3ITBJIHUTEJLAT
CKIKOYBA HOB JIOTOBOP 33 MOJM3NBIHEHHE TMPHU ClA3BAHE Ha YCIORWSATA M M3HCKBAHHATA, 1IOCOYEHH B
NMPeAXOJHUTE YJIECHOBE HA HAcTOAIIMS OOrosop. B cpok mo 3 AHW OT CKINOYBAHE Ha JOMOBOPA,

HMsnnagutenar H3Tpalna KOMmue OT JOoronopa Ha Broimoxurend.

6.7 BBIJIOKUTEJAT npuemMa v30BIHEHHETO 1A JSHHOCT 110 ZOTOBOPA 32 0OIIECTBEHA IOPBUKa, 38 KOATO

U3NBIHATCIAT € CKIIOYMN JOTOBOP 3a NOIM3IIbIHEHME, B NpHchcTBHeTo Ha W3[IBJIHUTEIA n Ha

[TOJIU3ITBIIHUTEJLA.

HororopsT € cheTaBer Ha ocHoBanue Un. 112 ot 30I1 u BB Bph3ka ¢ Un.69 ot [MT13011 1 nojnucan

B ABa emiooﬁpamm EK3CMIITIAPAa — O €]IMH 34 BCAKA OT CTpaHHUTC.

IIpunoxeHHe — ChIIIACHO

BBL3JIOKNUTEJ: HSHBW
................... /
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CNECUDPNKALMNA KbM AOIMOBOP C "®APMUMIMOPT" ALl (c npeauwHo HaumeHnoBaHue "XUMUMMNOPT ®APMA" ALl)
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MexayHapoano AHaToMO- Nekapcrsena £ E oA Uena 33 LeHa Ha % orerea g :
N¢ no HENATEHTHO KonnuecTBo aKTMEHO ER- TuLproBCKO MepHa obma or o6aBenaTa o
TepaneBTHYeH ¢opmaimepua =T Pupma npom3soauTeEN . OnaKoBKa ¢ o
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1 2 3 4 5 6 7 8 9 10 11 12 13
Octapharma Pharmazeutika
Produktionges.m.b.H;
Albunorm 20%, Octapharma S A.S;
103 AnGymuH BO5SAAQT &n 20% 100 mn 100 2009/ solution for | Octapharma AB.; Octapharma{ 84.80 8480.00 101.76 0 @&n.100 Mn
infusion - 100ml GmbH; Octapharma
Productionsgesellschaft
Deutschland m.b.H
Octagam 10% o
283 | Imunoglobulin |  JOSBAO2 dn 2m 20 [100mg/mi solution| ~OCtagam 10% 100mg/mi 1oy o7 | 5048 33 | 18200 0 |dn. 20mn

for infusion, 20ml

solution for infusion, 50ml
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