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CT'AbPItAHIIE
Ha aoKyMeHTarIUrTa 3a yrracTrre B flpoqeAypa 3a BL3JraraHe
Ha odqecrBeua loprrrKa, crnracHo u.n. 3i, a.n. I or 3OII

1' Pe'renrze 3a orKpr{BaHe Ha [poqeAypa 3a B63JrafaHe na o6rqecrnena noplqKa -n or4eleu Safin.
2. O6.[sreHrae, c Koero ce orroBecrrBa orKpr{BaHero Ha flpolleAypara * B orAeJreg$afit.
3. Vxasanr4.s sa noArorosxa Ha o(beprara.
4. flpoexr Ha AoroBop.
5. O6pa:qu Ha AoKyMeHrr,r _ n or4enen frarin:
5.1' f,Iprznoxenrae.Jri! 1.1 - .uAurtrortan"-" o6pa:eq: TexHraqecKo npeArroxe'ne ,,oo6oco6esa rro3riqrrr Ns 1: {ocTanxa ua cyclophosphamide 500 mg p"... i"i."i"ii"" ti'injection;
5'2' llpnnoxenue ,* 1.2 - 3aA6Jrxr4TeJreH o6pa-req: TexHz.recxo [penJro)Ke'rze noo6oco6ena nosrzqrar Ns 2: ,,{ocranxa Ha Ifosfamide 2 g power for solution fb;;j;;t"r,j-'
5.3. llpuriox<eune J\b 2.1 _ .u4"o*rr"o:"u o6paseq: qeuo"o ;G;;;;;"". ."rz3rr'Jr'e'r're Ha nop:bq*ara no o60co6ena 

'.o3r.ruus 
J\! 1: ,{ocranr<a ,u cy"r"prr".prru-ia"

500 mg power for solution for injection;
5.4. llpr,rnoNeuue Np 2.2 _ 3aA'Jrxr.rreJreu o6paseq: I_{euoro lpe4:roxeHrze 3ar43nGJr'e'ne Ha nop'q*ara no o60co6ena 

'.o3r.qur 
Nn 2: .{ocrarrca ria Ifosfamide ig fo*",for solution for injection.

5.5. llpuaoxeuue J\b 3 _ 3a4sJrxr.rreJreH o6paserl: lennapaqtrx no vl. 6, an.2 or3uT11_ri_y:p*r.rre cpeqy r{3rrr.rpaHe Ha rrap" cu.na"oo flprznoNeurae Ns 2 Kr^a ,ut. 11, an.2or fIII3MI,IIII
5.6. Crarr4apren o6pa-:eq Ha e1krllufr

nop6qrt4 (EEAOD.
eBponefrctt4 AoKWeHT sa o6ruecrseura
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yKA3AHI4' 3A noAfoToBKA HA OOEPTATA

1. flogroronxa na o{eprara:
1 .1. llpr noAroronKara na olpep:rnrc )^rau.rHr4rlt4Te ca AJr6xHr4 Aa cua3Ba.T

IZ3I4CKBAHI4'TA HA B63JIO)KI4TEJI.[. OSEPTATA CJIEIBA TA OTTOBAP' HA IZ3IICKBAHII,TA, IOCOqEHI,B perreHrrero, o6snreur4ero r.r AoKla4eHTarIr4 sra 3a yqasrxe B npolleAlpara u Ia 6r6eo$opnaeua no [pIzJroxeHI]Te K6M AoK]MeHTarIr4rra o6pas4.r, Koraro ToBa ce ,3r,o^Ba.orronoplrocrra 3a npaBnrHoro Bb3rrplzeMa'e Ha AoKyMeHTaJr r4sra 3a yqacr'g ce Hoc,IeArzHcTBeHO OT yqacTH[qr.rTe.
1.2. OSeprrzre ce r43rorBrr ua 6:slrapcr<u esar<. [oxyrrenrr4, Koaro ca Ha qyxA

e3uK ce npeAcraBrr r.r B rrpeBoA ua 6r,:rrapcrr.r.
1.3. !o r.rsrlr.rau"ro ou 

"poni 
3a no.qaBarre ua o$eprure, Bcertr4 yqacrH[K Moxe

.qa npoMeHr.r, Aa AolbJrHu r4Jrr4 .qa orreruri4 oQeprara cu.
1.4. llpe4cra"nrHero Ha oQepra :ag:rnrxaBa yqacrHr4Ka Aa [pueMe HarrtJrHo

BCr.qKr4 t43r.CKBarrr4a kr ycnoBvs' fiocorreHfi B perlre'I4ero, o6rereHrzeto t oonyr"nr*""ru auyqacrr4e B rrpoqelypara.
1.5. Bcer<rz yqacrHaK B uporleAypara r4Ma npaBo Aa lpeAcraBrr caMo egna oQepra.1.6, Jlvqe, Koero f{acrBa s o6eauueHue rzJru e AaJro ctrJrac}ie 4a 6r4erroAr43nlJrHr.rreJr Ha Apyr yqacrHuK, He Moxe .{a [oAaBa caMocrorrelna oSepra.
1.7. B nporle^ypa 3a BG3JraraHe ua o6rqecrneua nopbrr*a e,{Ho on3u,recKo rznuIopr,rAr4rrecKo Jrr4rIe Moxe Aa fracrBa caMo e eIHo o6e,4r.rHeHue.
1.8. CntpsaHu nr,Irla He Morar Aa 6l4ar caruocromerHta yqacrHr4rl u B gAHa Ltc"lT npgleryPa. IIoa "csi6p:auu rru:4a" crre.4Ba ra ce r.rMa npeABrzA onpeaeleuuero no $ 2,r. 45 or ,4P na 3OfI.
1.9. YqacrHuuure Morar Aa ce [o3oBar Ha Karrarlr4Tera Ha rperr.i Jlr]qa,

He3aBr4Cr4MO OT [paBHaTa BpBKa Mex,4y Trx, no oTHorrreHue Ha Kpr,rTepEvTe, cB6p3aHr.r cr4ROHOMr4qecKoro u $nnancororo c6crorHr,re, TexHrzqecKr4Te cnoco6uocrz Anpo$ecuouanuara KoMrrerenTHocr, 3a rperure m.rqu ,a ,rp"o*u ori, 65 or 3OII.
1.10. Y.racruuqrire rrocoqBar e oSeprara'", aro4"aarronrreJrrzre 14 AeJra orfiop6qKara, KOiTO rqe rrM B63JrOXar, aKo Bs3HaMeprBar Aa r43[OJrgnar raxuna. 3aflo.qr43nlJrnrzreJrr.rre ce npunara i r. 66 or 3OlL
Hegasl4clta4o or Bb3MoxHocrra 3a r..,,oJ,.BaHe Ha IIoAIr 3rI6JIHa.r.eJrI{orfoBop'ocrra 3a E3rr6rHeHUe Ha 40ronopa sa o6u{ecrBe'a ,,opbq*a e Ha ,BnGrHATers.BrsroNrzrerm HrMa [a n3B6prrrBa Ar4peKTHr4 pa3nJrarqaurz, cTOTI,I3IIGJIHIITEJIIZTC.

1 . 1 1 . Yqacrnuqr4Te Morar Aa rrocoqBar n o$eprrzre crz uusopir.ra4vr, Ko{TocMrrar 3a rcon$r.r4enquarna BGB BpG3r{a c HajrHqrzero Ha rbpfoBcKa raiua. Kor.aroyqacrr{r4rltre ca ce rro3.Ba,rr4 ua rcoHsr.r4enquaJr'ocr, c60TBer'ara un$opr,raqu{ He cepa3*pr'rBa or B63JrOrC'rreJrr. vqacrHuunre He Mofar ra ce rro3.BaBar ua r<ou{r,4euquarnocr
tro ornorrreuve Ha npe{Jroxenrr.ara or oSeprure r4M, Korzro rroAJrexar Ha orIeHKa.

1.72. Bcu,tt<u ao*yMe'Tr.r ce npeAcraBrr B opr4r xHaJT r'Jrr,r Korrlrr, 3a'epeHr4 oryqacrHr4Ka c "B.apno c opurunana". lenrapaqaare lr 6auxonure fapaHrlr{r, Koraro raKr.rBa ceI.t3rzcKBaT, Ce npeAcTaBrT caMo B ODI,ID{HaJr.
1'13' J'zqara Morar Aa flo]rcKar rrrrcMeHo o. B63Jror{.rreJrr pa3rcnenr' nopellleHr4ero, o6snnesnero rz 40K)'r\4eHTarllrara sa o6rqecrne'ara [op:bqKa ao ]0 aHu npeAaI43TzqaHe Ha cpoKa 3a noryrralane ua o$eprr.me, a Koraro cpoKbr e ctKpareH [p]rueo6xo4unaocr or crrerrrHo BB3JraFaHe - xo 7 asi. Br::roxprre:'sr npeAocrass pa3.scHeH''r.a B
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4-AHeBeH CpOK OT noryqaBa'e Ha l.c*a'ero, Ho He [.-K6CHO OT 6 rHr.I flpenr4 cpo^a 3afioryrlaBaHe Ha o0eprl'I' a Koraro cpoKtT e crrpareH nopaAr4 Heo6xo,{r.rMocr or clerrrHoB'3JIATAHE - AO 4 AH' NPCAII TO3I4 CPOK, B PA3SCH; HIIflTA HE CE NOCOqBA JIIIIETO, HANPABI4JIO3anI'ITBaHero. Btg:roxurenqt ue [pe,4ocraBt pt$rcHeHl,Ir, aKo r4c*a'ero e nocr'nrrJro cJreAcpo*a rro t43poqe'ze nrpno. pa:xcueHr4rra ce EpeAocraBrr vpes ny6nr.*ynaua *,u ofoQrouHa KylyBaqa.

2. Ilo4anaue ua or[eprara:
2.1. [orcyrr.reHrzre, cBt,p3aHr.r c yqacrrzero ts npolelypara, ce [peAcraBrr oryr{acrHl4Ka' I'IJII4 or yIrGJIHoMourgH or Hero npe.qcraBr.ITer - rlrrrHo firu qpe3 IIoqeHcKa T4JILIApyfa KypnepcKa ycrryfa c, npenop'qaHa nparKa c o6parua p*rrr"nu, ;;;;;." ,uBb3roxr4Ters: rp. lo6puu 9300, yn. "lIanaftor Xuron,' 24
2,2 fiot<ytrtenr'ure ce rrpeAcraBrr B 3arreqaraHa He[po3parrHa orraKoBKa, Bbpxyr{otTo ce nocoqBaT: HaI4MeHOBaH[eTo Ha rIacTHIIKa, BKJ]IOqI4T.JIHO yqacTHLIqLITe B

"U:l::::r^":::-."raro e npr4noxrMo; aApec 3a KopecnoHAeHqaa, rereQon u rro Bb3Mox'ocr
:^1i:^: :I"IlloHeH a,4pec; HarrMeHoBarrr4 ero Ha rropbqKara, a Koraro e Dpr{noxuMo _ooocooeHI4Te ITO3}.ll\tfir pt HoMeHKJIaTyprITe oT Trx,3a KOT4TO [OAaBaT ,qoKyMeHTI4Te.

_ 2.3, 3a nonyleuzre oQeprr.r npn BB3Jroxr4TeJm ce BoII4 perrrcrtp, n rofiro ceor6erssnar: noAareJr ua ofreprara; HoMep, ,4ara r4 qac Ha noryrraBaHe; npur{t4Hure 3aBplrr{aue na oQeprara, Koraro e rrpr4lroxr.rMo.
2.4. IIpu floryqaBa'e La o$eprara Bbpxy onaKoB*ara ce or.ensgnar nopeAHr_trrHOMep, AaTaTa r{ qac6T Ha nolr{aBaHeTo, 3a KOeTO Ha rrplrHocr4TeJl Ce r.I3Aa3a AoKyMeHT.2.5. He ce npr4eMar o$eprr,, Korzro ca ,rpaiaro""r, cre,4 v3T[qare na xpaftuut

CPOK 34 
''OIYI{AB 

AHE UJIII CA B HC3AIICqATAHA ONAKOBKA IIJII4 A OIIAKOBKA C HAPYTIEHA II,JIOCT.2.6. Koraro K6M MoMeHTa Ha rd3rurraue na xpariurar 
"pon 

# rronfriu*" n,oSeprz npeg Mscroro, onpergJre'o 3a rrx'oro noAaBare, Bce oqe r.rMa rraKarru nuqa, Te ceBKJIrOrrBar B cnIrcSK, xoftro ce no,4nI4CBa OT IlpercraBlrrer Ha B63JrOXVTen. n o.frrprrcbcrBarqrire riuqa. O$eprure Ha nlrrlara or cnracb.
B63rroxr4rerrn. He ce 4onlcr<a nprreMa'e Ha oseprz -Trffi, ?fftr? "r"t:lX#:i"T
CNI4C'IJKA.

2.7 . B cryuaute, Koraro olpeprara ce icrrpaqa no nouara r4Jrr,r c Kypr,repoxacryN6a, yqacrHI.KBT cJrenBa Aa ocurypu seftuoro cBoeBpeMeHHo rrpricrr4fa'e npeAr,rH3Tr'rrraHe Ha cpoKa 3a rroaaBaHe Ha o$epur. pacr<lr or ga6ana ranz :ary6nane nu o$apruru 
"3a yqacTHI4Ka.

3. Crgrpxanr.le Ha 3arreqaraHara Herrpo3parrua orraxoBma H yna3aHlrs garIoIrbJrBaHe Ha AoKyMerrTI{Te B Heff!
3. 1 . Onrac Ha npeA{.:r.aBeHr4Te AoKyMeHTrz.

_3.2. Crau4apreH o6pa.seq 3a e.qr4HHH, eBponeficKu AoKWeHr:a o6rqecrueHu[OP6IIKI4 (EEAOD 3A YqACTHI'KA, A KOTATO E IPI.IJIOXI4MO - 3A BCEKI,I OT YqACTHI4qUTE Bo6e4raneur'reto, Koero He e rcplzA'qecKo JIIzqe,3a BceKI,I no,{I43IrBJr Hr4.relr v3a BcrKo rrirle,rrIiI4To pecypcrl rqe 6rrar anraNr{paHr4 B rr3rrtJrHerrrzero Ha lop:bqrara.
flpu no4roronxam ua EE{OII cJreABa ,qa ce r4Ma npeABr.r,q cneAHoro:
3.2. 1 . llpes EEAon yqacr'r4 K.ur Eer(Jrapupa rrr4ncara Ha ocHoBa'rz.,rra. 3aOTCTPAH'BA.IIE I,I 

''OTBETCTBHE 
C KPI,ITEPI,II,ITE :A NO46OP. B 

"".O "" 
NPEAOCTABS CGOTBETHATAuu$oprvraqux, H3r'rcr(BaHa or B63JrOXr.rreJrr, ,z ce npe4cra.rr Aarr'r4 .THOCHO ny6ruunmepefvcrpr4, B Korrro ce c6A6pxa zuSopuaqrzr 3a aeKJrapupaHr.rre o6crosrercrs a urrLt 3a
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KoMrrereuTrrrrr opran, xoftro clrJracHo 3aKoHo.qare]tcrBi
An6xeH.[a fiDe/rocranq '*ih^^,, 

0To Ha cborBerHara AcpxaBa eAn6xeH Aa rpeA"":":iT-0:ryTr.s sa res',o6cro"r"rr"ruu 
"oy*'"a';"" 

;"#'ffi #:;;
'#3:-i.^:,::",:16!:::!,,0"p;;;;;';-;;;;;;;::#':;#:;:,,,,"

i::::2",,:!:?":g:::::llqacr'rrKbr;";A*:",";u"o;;";;*{":":K;#,y",:qU

iffff:HT:::# B rbproBcKirt peruIcrbp urI'I rpvr perucmp cr,o6pasuo HarlroHarrHoro cH3aKOHO.4aTencTBo.

3.2.3. B ,tacm 11,,,fux17 
*!:*nu6opA4at4ufl 3a uKoHo urtecxun onepamop,,, npa3.4eJra ,,@opua 

ua yvacmue', na EE!O'' y"u"o"*i, 
"o"ABa 

Aa orroBopz Aiuru yqacrBa BlporleAypara Karo vacr or o6e4r.treurze

:::.::::.;ii"x*lii#1, j)y:!#k"?",{;3*#,,k::"0:o,1,**y:#:#1",:
perrlcrpaqlrrra ca B TbproBcKr.Ir perrzcrBp unx rpyr perlrcrGp c:ro6pasno HaqrroHaJrHoro cr.r3aKOHO.4aTeJICTBO.

3.2.5. B ,tacm, II, 6yxea ,,8: tr:lufiopuaqtn omHocHo u3nor3.aHemo HaKanqt4umemq ua dpyzu cy6ercmu',, yqacrHr4Kbr cneABa .qa ogoBopu Aa;ra ,oe r43lroJr3BaKarraql'ITera Ha rperlr -[uqa [o or'orrre'fie Ha Kprzreplr4Te, cB6p3aH, c r,r*oHoMr.rqeckoro a$ananconoro c'cro-rrHrre, Tex'r4qecKure cnoco6irocrra u npofreczonarHara KoM[ereH.r'ocr.3a sc.{Ko rp:lo T.rrf ce npeActlBs orAerreH EEAOI.
3.2,6. B uacm II, 6yxoa ,,f: 'nn$opuot4un 

sa nodusnTrmumenu, quumoKana4umem uKoHountqecKu.nm onepamop no*o- do usnonsea,,, yqacrnirKtT crrcABa IaoTroBoprl KOZ Ca [oIrr3nBJrHATeJrIrTe, KOuTO r{e noJr3Ba.
3a scer.'r no'4rr3ribrrHr'rreJr ce npeAcraBr orAeJreH EEron. rlo4usnrnnurenure..p','na ga orroBaprr Ha c'orBer'r,rre Kp'Tep,nu ra no46op cro6pa:no Br,la 14 .qeJra orloptrrKara, KofiTo r:Ie n3nrrJrusBar, rz 3a rrx Aa He oa HsrnlnpoqelypaTa, rq 1,"^ Aa fle sa Hanlrqe ocHoBaHus 3a oTcTpaHtBaHe oT

rlo4zsnlnnure:rsr nocorrBa KaqecrBoro cr4 Ha noAr4 3ncJrHZTeJr B UAC, II, 6yrcaa"A: I'IuQopnaqun 3n ukoHol4utlecKu.n onepamop,,, n pasgeta,,@opua ua yuacmue,, uaEEIOI' r<oitto npe4crans. B roq*a ul 
"u "li"'r'p*aio".roo"..ruorrrrerurr rocoqBa roerrzre3aA6JrxeHr,r{ clrJracHo utt, 66, u. 1, usp. nropo oi:On.

3.2,7 . B ,tacm III, 6yxea 
-'tl; 

{)rrororu", c6bp3aHu c HaKa3ameruru npucxdu,,yqacrHLIKtT Aer<rtapupa Ha:rrzqlzero na o6cto_srerctnare
rpoqervpara no \r. s4, a'. l,:.^r ^t-":l* i".,,,*??;"d#ffiffi;""1J'iiff"",:159a-159r' 'rr' 192a'wr' 209-213,uo. :or-s07,!o:;;;;"".321a or HK r.rrrrz a'arroraqHr.r BApyfa AspXaBa lrJreHKa aJrr4 .

.rr. 56 oi :on, r<oraro e Trfi""##l'.i#o 
rrr?eAnpnerlrre MepKIr 3a HarexAaocr ro

IPEACTABJI'BAT Y'ACTHI,KA, IIJIEHOBETE HA YTIPABI4TEJIHA n. fiffd;Hffi #ffi;?; ,,,n*KOIZTO VMAT NPABOMOIIIU' AA Y''PA'*H,IBAT KOIITPOJI IIPI4 B3EMAHETO HA PE IEHI'S OT ,f 

".fioprauu. J'zqara, 3aa6JD(eHr4_Ia .4eKJrapr4par o6ciorrelcrnara no qJr. 54, atr, l, r. 1 u 2 calo'.qe'r'r B qr' 40, ar' 2 0r rIrI30rI. Koraro vgrzcxnan"Ta rro qJr. 54, an, 1,r, 1 rz 2 0:r 30rICE OTHAC'T 34 IIOBEqE OT E..HO JII4'E, BCI.IqK II4IIA NOIIIICBAT EAI,IH I4 C6III EEAON. KOTATO Euanuqe neo6xo4r'rMocr or 3aurI,ITa Ha m{qHr.re raH'ri rrrkr fip\r pa3rvq'e r o6croxrencrrara,cBGp3aHIl c JII4rIHoro c'crotHlle, IaH$opua:1ulra orHocHo E3rcc*BaHr4rra ro qJr. 54, a:t. l, r. lz 2 o.r 3OlI ce nonbJrBa u orA"o"r, 
-Ee4On 

.u u*o ,cny'anre, Koraro ce noraBa rroBeqe or eAr.rH EEAon:tt:#ff;3"ffi;,":JXtH? :Kparep Lrre sa no46op, ce cr,A'pxar car'ro n EE{OI, 
'oArrrrcaH 

or Jrr4rle, Koero Mo}KecaMocrotrerno Aa fipe,qcraaJl{Ba cr,orBerlrll{ cronaHcxz cy6err.
3.2.8. B ,o"* ,rt,,.!/::?^:::__?:!"r*;; iu"pro* c twat4aHemo ua dau.ut4u ucoquarHoocuzypumenuu euocrcu" yracrurlr<r,r AeKnapl4pa 

'"*""""to 
Ha o6cro.srercrBar.a 3a
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orcrpaHrBare or yqacrr.re B rrpoue.qypara no vr. 54, a,r. i, r. 3 or 3OlI, T.e. Aut\4 r4Ma3a'46nxeHat 3a AarrBurr rc 3aAT,JrxrzreJrHrr ocurypu"eJrnn BHocKt4 ,,o cMr,rgr,ra na wt. 162, an.2' r' 1 or loltrK, KaKTo Ir npernplrerl-rre r"por.u HarexrAHocr no qn. 56 or 3orl, Koraro eIrpIrJroxlrMo .

3.2.9. B uacm III, ,yrcea "B; ocuoeauua, csbpsqHu c Hecr)cmozmer locm,
:#I#:f" ":,"r::K;:i -unu 

npoeecuo,*no,opy*euie,, yuacrnu",, o"unuprpu
r 4, 5, 6, z 

", son o",'";iffiffff:U: f tTH,l ::i1.#*TiJ:##**npeAcTaBnrBaT yqacTHr.rKa, qJreHoBoTe Ha ynpaBuTerHr4 14 HaI3OpHr4 opraru Ir 3a Apyrr{ Jrr{qa,KOIITO I,IMAT IIPABOMOIqII' 
.AA YNPa)I(IUIBAT KOHTPOJI IIPI4 B3EMAHETO HA P9IIIEHI,I. O,T TE3IZoprauu' Jrirqara' 3aaGJrxeHa Aa AeKJrapupar o6irosrer"tnara no qr. 54, atr. 7, "r. 7 canocoqe'r4 s . r, 40, an.2 o"t IIII3OII. Ko.u"o 

".r"nu*r4rra ,,o utr. 54, wr.1, r, 7 or 3O., ceornacrr 3a [oBeqe or enuo Jrr]qe, BcraqKlr Jrr4r{a noAnr4cBar eAr.rH 14 cbtrl EE4O|I. Kor.aro euam'qe neo6xogaMocr or 3arIrI'ITa Ha JII4rIHIzre ra'Hrr prlrLrnpu pa3Jrrzql4e n o6cro.atelc.r.e ata,cB6p3aHr4 c Jruquoro ctcro.f,Hne, uusopuaquara oruocncot5or ce ,ronuouu, or4roeu EE{or 3a BcrKo ,ru 
"lu3zcKBzuln'-{Ta 

ro q:r' 54, u. 1,r.7
Koraro ce [o,4aBa noBeqe or eAHH EEAon, o6aro"r"ot" 

3a HtKoIr or Jrlrl{ara. B cnyvaure,
no46op, 

"' "'o"p*", ""ro 
n EE{orr,' no^;r;;;-;;A:"ftffi1Xi:Tr::i";iJftr ;;npercraBJrrBa c6orBerur4, cronancKrz cy6er<r. llo4 ,,rcou6nnrr 

1i" ,r;;;;;;;;;;;;; o" ,"pw6upa olpeAejreHrrero, aaAeuo B $ 2, r. 2I o, F .*icln, Koraro B'3Jroxurerrrr, HeroBr4cJIy)KI4TetII4 tlJlm Haelv oT HeIO IUqa I43B6H HefoBa:
noAroroB*ara urrr B'3rrara'ero na-o6uqe*ner"r" 

""0;_"JY#tfll;#"X1""#,?ffirlpesyJrrara or Het, I,Mar I4HTepec, xofiro uonre au 
"o,qr 

ao o6nara no cMrrc'Jra Ha q:r. 54 or3ar<osa ga nporrzro4eficrer4 e Ha Kopyfl{[rra 14 3a or]IrMyqecrBo r.r sa Koitro 6z rr.rouo Aa ce npr4eMe, 
"" "r""]lffi;ff#;HffiilJlffi"t"T;He3aBr4cr4Mo,cr 86B Bp63Ka c Bt3JraraHero na o6rqecrneuara rroptqrta.

3,2.10. B ,lacm III, 6yxea ,'f; flpyzu o"rou,or* sa u:tK]rot*aHe, rcoltmo aoace da6z,dam npedeudeuu e uaquouarHomo sar<ouodamencn
absnocrc,ment^Ho^dwno"oi-o uneurca" ytacrnr\o", ono$foun!*ff{"aeat4ut 

opeaH unu

r.z.lv.t. uocTo_,rTeJrcTBaTa 3a oTcTpaHrBa.He oT yqacTr_re B npoqeAypaTa no r r.54' al' 1' 'r' 1 u 2 0r 30ri (o-cu{Aane 3a npecrtnrreHrlr rro qr. 172, ,ilr. 1g4-20g, \r. 213a-217, ,il. 219-2s2 u ,ar. 253_260 
" "n. 

zsiliii";liil ;qJreHKa Iz*I :rpera crpaua). l'esu ocHosa'r.r" a" orrru""rnot 
afiailon4qHl. B rplra Acp)KaBa

yrracrHr.r*a, roenouer" Ha ynpaBr.rren'r.r 14 Har3opHr4 "o#;;XT;?rl"Tffn#""ffi;npaBoMorqlu Aa ynp,r{HrBar 
l.HTpOJr 

.tp" 
"."*uir"ro ,ru pa-"rr" or re3r4 .pfaHr.. IIu*a.ra,3aAGJI'(eHI'I Aa ae*Jlaplrpar o6c'rosrercrsara ,,o qJr. Sq,ar..t,t.,1 u2 ca 

"".[r"r"'" "r. 
q0,a,' 2 or fIII3'II' Koraro rzgr4cxsafi vfrTa fio vn. 54, a,r. 1, r. 1 u 2 or 3orl ce or'acr._r. 3aTIOBEqE OT EAHO JII]'E' BCIZqKI4 JIIIqA 

',OA,,HCBAT 
EAI,IH I4 C'u, EETO,,, KOTATO C HAIUqEneo6xo4rzlrocr or 3arrlr.tra .

cBr,p3aHr4 c rruqHoro "r"ror,rl1,;Xffi:#H'"#::"Ji' 
pa3ruql4e n oocroaren*nara

z i or 3orl 
"" "o"rn"u-u'ora",r",, bE^or .u u""oo #ffH, iJ"#?# 

"t.;T;i;J Jcryqaare, Koraro ce no.qaBa noBeqe or e.qr4' EEAon, 
"6.r;";;r;;;;;;,";#;;" "Kpareplzl4Te :a no46op, ce cr,rr'pxar carrro n EEIO11, uorfiucar] or Jrrzqe, (oero MoxecaMocro-{TeJrHo,{a [peAcraBnrBa cborBerHrrr cronancrr cy6exr.

3,2.10,2. Cntpsarocr c rpyr yracrunK B nporleAypara rro cMrrctJra na $ 2, r. 44

;:#l l#:i, uuu up'.nu c g 1, r. ij , 1t;; Ap ;u 5u1i.,u ,u ,,yorrzqHoro npeArrara,e Ha
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3 ,2.10,3 . llpevrcu 3a yqacrrze n o6rqecrnenra [op'q^r.r no v:r. 3, t. g or 3arosa gar'rKoHoM[qecKr4Te z $unancoerare or'orrreH* C 

^pyxecrBara, 
pen4crprrpaHr4 B ropr4c,plKqrruc npe$epenqr'raneu .qaHbr{g' pexr4M, cB6p3aHri" 

" ""* Jrrqa rz rexHrre 4eficrnzreanzco6crseuuuv.

- 
3 '2'10'4' flpe4nprzeu'rre MepKr 3a HarexrHocr no ,rr. 56 0r 30rI, Kofaro elplmoxr4Mo rrJrrr Ha,rr4r{Izero Ha r43KJIrOqeHrrt no .rr. 4 0r 3arona au 

"uor*ro"Jnrr" "$unauconr.rre orHorrre'r' c ApyxecrBara, penrcrprrpaH' B ropncAr,rKrl'a c npeQepeHqua.neH
'(aubqeu pe)Kr.rM, cB6p3aHI,ITe c rf,x nr4r{a u rexuure 4eficrnrzterau coOcrneuaqu;

3.2,11 . y\acruwlr.rre ca lJrr,xr{r4 Aa yBeAoMrr rrrrcMeHo B63Jrox,ure:r_r n 3_4aeeeHcpoK or Hacr'nBane na o6croxreJrcrBo no wt. 54, ast. f or:on, aeooapropano;;;;; fir"r,II u III Ha EEnOII.
3.12,13, B ,racm IV, 6yrcea ',A: loduocm,,B ToqKa l) Ha ra6lraqara yqacrn'Ktr[ocorrBa AoKyMeHTa, C KOfiro AoKa3Ba c60TBercrBr4ero cr4 no pa3AeJ] III.1.1) or o6ssreHraero3a orroBecrrBar{e ua o6rqecrse'ara [opbrrKa: pa:perueuue 3a raproBr', Ha e,qpo crreKapcrBe'rz rpoAyKra, rz3.uaAeHo no pera na 3JIIIXi4; pa.perue'rae iu nr**lo#" ,"'1r. 196, an. 1 or 3JIIIXM, B cryqavre Koraro yrracrHr,rK6T e npo3BoAr.rreJr rz [peAraraJreKapcrBeHr'rre npo.{yKTI4, Kotro npoa3Bexra; paspeuenae 3a BHOC nO un. ig6, u. 2 0.t

:J#fH;"t 
ar4re Koraro yqacrHr4Kbr 

" "rro."r",, 14 rrpelrrara rrerapcrBenrzre rpoAy(rr.r,

3.12.14. B qacm IV, 6yxea ,,8; Texnrz.recxz
rovr<a 10) na ra6:raqara yqacrnlzKtT rrocoqBa KaKBa
loplr{KaTa ule Bs3JrOrOr Ha noAr43n6JrHuTeJr.

u npo$ecnoua,rua cnoco6nocru,, s.{acr (npoueHTHo zspaNeur.re) or
3.3.15. B ,racm IV, ,yrcea ,'8,,: Texuu.recxu u npoeecuouanuu cnoco6uocmu,,nTor{(a 4) yqacr'rz*'T rrocoqBa AoKyMeHTa, c r<ofiro AoKa3Ba c'orBercrBaero cu no pa3AeJrIIL13) or o6'{nreHuero 3a o[oBecrrBarre ua o6ulecrneHara nop6qKa: ceprrzsurar saIlpl4raraHe Iz noAA6px(aHe Ha cl4creMa 3a yrpaBJreHr4e Ha (aqecrBoro EN ISO g001 rzlunu ENISo 13485/13488 u/uru eKBr,rBaJreHTHa, c o6xsar s o6racrra Ha npo'3BorcrB oro u/uruTbpfoBr.rrTa c JreKapcTBeHLr npoAyKTr.r,
3.2. 16. Vqacruur

rplr nperxoA'a ,,oou"orout'iu" 
d#i:#'"'"ffifi,.::t?1,;""ff"""::T"":;i":;#:"1:

fffrflTffilt" 
ce B Hero nHsopuaqur Bce orle e a.ryarlHa, npr ycrloBlrtra ua wr.-44, m.2

3.3. lorp.reuru no ul. 45, a-n. 2 or IIII3OII 3a AoKa3BaHe Ha npeArprrerureMepKr.r 3a Ha,qexruocr no r r. 56 or 3OfI, Koraro e npunoxr{Mo.
3.4, rlpu r{acrHr.Ir{r4 o6e4uuenax, *o"ro ,r" oa rcpr4rr4qecKit Jrrzqa _ Konr4e orAoKyMeHT, or KoftTo Aa e BrlAHo fipaBnoro ocHoBaHrre 3a c,

14 crer'ara rausoprr.rarlzx Brr,B Bpr,3Ka c KoHKper'ara Jrtfl::H:JJ;:HlH:T;#iJt;
3aA'Jr*eHrzrra Ha rracr'r4rrt4Te n o6e4auenrzero; pa3[pe.{eJre'v ero Ha orroBopHocrraMe)4Ay rrreHoBere na o6e4zueHuero; 4ertirocrurt", uor1o 1qe r43[srHsBa BceK' qJrefi Hao6e4zueuuero.

3,5, TexnuqecKo fipe,4JroxeHae, ctAtpxaqo:
3.5.1. Texuraqec*o [pelJroxe'r,re - rro 3albrx'Teleu o6pa-:eq llpranoNeurae Nl7.1 ulunu llpunoxeHrae j\i: 1.2 oi o6pasqur" oonvr"J"""u AoKyMeHTarlr.rra 3a ylracrr,reBrosr.r 4oxyr,reur yrracrHr4 K6T:
- AeKJrapapa cpo*a Ha BaJrr,Auocr ua o$eprara, rofiro He Moxe ra [o_Ma,T6K or 3Meceqa or larara, Korro e nocoqeHa 3a Aura ,ra ,rooyu*uue ua o$epra:ra.
- ,{exnapr.rpa nprzeMa}rero Ha cpoKoBere 3a: z3nGJrHeHve Ha .qoroBopa, nra laHe,AOCTaBKa I{ |oAI{OCT Ha.4OCTasSHr4Te reKapcTBeHV npoAyKTr4;
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[erlraprzpa, qe .4ocraBrHr4re JreKapcTBeHr.r [poA)'r(Tz oTroBapqT HaX3IICKBAHI.I'TA HA B63JIOXIiTCI.g.
- AerJrapvpa, qe IocTaBrHIrTe JreKapcTBeHrr [po.4yKTz oTroBap.sT HaH3LICKBaHI{flTa IIO OTHOmeHI,Ie Ha npe.4naxaHaTa ueEa.
-.{exnapzpa ctr:racrzero cr4 c KJray3rre Ha npuJroxeHlu npoeKT Ha AoroBop;

nA-^--..^ --^- {111uf"nu 4pyrr o6crorrlelar"u, ,rr"nuun, or Bt3rroxureru r4 rrocoqoHr{ Boopa3erla Ha AOKyMeHTa.
3.5.2, [or<yuenr 3a yn'nHoMorqaBaHe, Koraro J]r,ruero, Koero no4ana oSeprara,He e 3aJ{OHHI4'T npeAcTaslzTen Ha yqacTHLKa.
3 5'3' Korato yqacrHl'rK no4ana o$epra 3a rroBeqe or eAHa o6oco6esa [o3l4rrr.lr,3A BCSKA OT NO3IIIIHI,ITC CE NPEACTAS'T 

''OOTAENHO 
KOMITJIEKTYBA.III4 .{OKYMEHTI' 

',O 
'r.OqKI43 '5 'l u 3 '5 '2' Kor'rnlrenronanero Moxe Aa e B orAeneH rrJrrrK, rrarrKa, 4No6 :a 4orcyrre H.ru urJrrropraHrr3rzpaHo no Apyf Haqr4H' rO xoiiro Aa MOX. Aa ce ycra'roBr4 Sa KO.f, O60co6eua rro3lzqu.rrce oTHaCtT AOKyMeHTIITe,

3.6. I{euono [peAJroxetr_re 3a r.r3rr6-rrHeHr4e Ha rroplqKara, cbrlpxauorrperJroxeHr4ero Ha yqacr'r.rxa orHocHo r{eHara 3a npn4o6unane _;;-;;;;;;"rr"
o6pa:erq flpnnoxeuze Ns 2,1 n/uru nproo*r"r, Nn-"2.2 o, o6pusur;; ;;;;;;, ,"AOKyMeHTarIlrrTa sa y\acTvre.

Koraro yvacrnr4r [oAaBa o$epra sa rroBeqe or eAua o6oco6eu a rro3vuJur, 3a
";:;.1";:::;::eHI'Ire Iro3I'IqrIa ce npeAcraBr orrerrHo rreHoBo rpeAJroxenue tlpu:roxenze

I{euonoro npeAJro}KeHI{e Moxe Aa He ce ,,ocraBg B orAeJreH 3arreqara' rrJrr{K,rrfi xaro Bb3JroxnTe,,rsr e npeABHAr{.,,t pa3r_Jrer(AaHero Ha AoKyMeHTrrre Aa craHe [opeaa Ha 'r.r. 104, a,r, 2 or 30II.

Br:.noxflre.nsr He r{gHcKBa
6rAar nocrasenrr B orAe.lrnll nJrI{KoBe.
rpndna 4a 6r,Aar rcounleKToBauu no
ro.tKtl 3,5,3 H 3.6,

IrpeacTaBeHr{Te oT yqacTHurlr.rTe AOKyMeHTTT Aananxu uluttu Axo6ore 3a AoKyMeHTH, ocBeH aKo
o6oco6ent rro3t{qufi B c!,ryqar{Te, rocoqeur{ B

4. Pa:rnexgane ua or[eprure:
4'1' flony'renure osepr' ce ornapar na ny6rlrqHo 3aceAaHlre, Ha Koero Mofar AaupllclbcrBar ylIacrHI4IIIire B [poqerypara I'IJrr'r rexr 4 ylcJrHoMorrleHr'r rpeAcra3r.rrena, KaKToH npeAcTaBr.rTeJrrr Ha cpeAcTBaTa 3a MacoBo ocBe.4oMrBaHe.
4.2. Btsroxzrenrr rrle.4Br{tl<'Aa pa3rrer(Aarrero na o$eprure Aa ce r.r3Blspurz rropeAa Ha ql, 104, an. 2 o.t 3OII, npu no"ro orl"nnura Ha rgxHr4qecKare fi rIeHo.Br4TenpeAJIOXeHr4r Ha yqacTHrcrlHTe rr{e ce r,r3BrpIIIu npeAr.r npoBexIaHeTO Ha [peIBapr,rTenHrr_,rlo46op.
4'3' fieiac. nnxta Ha K.Mr'rcr4rra 3a r43B'prrrBa'e Ha [oA60p Ha KasAr4Aar]4.r€ ,nyqacr'Equre, pa3nrexaafie rz oqenr<a na o$eprure (r<ol,llrcllxra no qJr. io:, arr. l or:3011) ceIZ3B6pIJIBaT B CJIeIHaTa IIOCJIeAOBaTeJIHOCT:

4.3.1, r<ouracurra orBap, no peAa Ha rrxHoro rrocrhnBaHe 3afleqarariureHenpo3paq'Iz onaKoBKz I4 onoBecrtBa rtxHoro ccAbpxa'r{e, B(JIIoqIrreJIHo npe.qnoxeHlrsraHa yqacrHr4r{HTe no [oKa3arerur 3a oqeuxa ua o$epruie;
4.3.2. rexnuqecKoro r4 r{eHoBoro npe,qJroxeHue Ha Bcexr4 or yqacrHuql.rre cenoA[rzcBar naii-lranr<o or rpr{Ma rrJrerroBe nu no*r"""ru r4 ce npeAJrara no ear4H or



"MHOIONPOOI4AHA BO 3A AKTI4BHO AEIIEHZE * NOBPI4Ii"
9300I yn.,'naHalor XxroB' 24 I058/600488 QaKcoSeloooat+ E 

"_ln-it,O[[U"rg*I

rrpI4cbcTBaIIII4Te npeAcTaBr.rTeJrrz Ha Apyft4Te yrracTH[ur4 Ia |II nOIIIUIne, C (OeTO ny6IIZrrHaTar{acT oT 3aCeI r[eTo [puKrroqBa:
4.3i3. r<ouucra.rra pa3rJre)rqa

v36pa1t\fl npurepufi 3a B63Jrararre re3r4
o6rBeHr.rre ycroBr4r;

rrpeAcTaBeHr4Te OoepTrz u oqeHrBa cbrJracEo
oT Tfx, KorrTo cboTBeTCTBaT Ha npeABapr4TejrHo

4,3.4. t<outucusra pa3rJrexla AoKyMeHTIzre, cB:bp3aHr4 c JrI,IqHoro c'crorHr4e 14
Kpr4Teprar,rre 3a rrog6op, na yvacrHr,rqr.rre B Hr43xoArtrl pe, cnprMo noJryqe'r.rre oqgHKr{;4,3'5, Kofaro ycraxoBr4 rrvfica, He[bJrHora -firLr Hec'orBercrBr4e Ha
rzuQopuaqurra, BKJIIoqI'ITeJIrro HepeAoBHocr r4Jrrz $arrzvecxa rperrrra, r4rlrr Hec6orBercrBr4e c
U3I4CKBAH]{flTA K6M JII{IIIIOTO CGCTO.{HI,IE UJTI4 ](iPT4TEPLI:1{'IE :A NO46OP, KOMI,ICI{,TA TIHCMEHO
yBeAoMtBa yrlacTHr.rKa;

4'3'6' n cpon 4o 5 pa6ornr'r 4nr'r or noJr)r{aBaHelo Ha yBeAoMJreHr4ero yqacrHr.K'T
MOX. Aa rrpeAcraBr'{ noe EE{OI uluttu 4pyru roKyMe'l4, Korzro cbaspxar rrpoMeHeHa
u/uru 4onrnnera unsoprr.raqrax;

4'3 '7 ' t<owucusra pa3rJrexAa AoKyMeHTr4Te, cBr,p3aHrr c Jrrrq*oro c'cror'r{e 14
KPI,ITEP],'TE :A NO46OP AO YCTAHOB'BAHE HA CBOTB'TC''I4E C I,I314 CKBA]I .".TA HA ABAonAyqacrHl'lqE' KoETo (Jraczpa Ha nGpBo rr BTopo Mrcro; ocra'a,rr4Te r{acrHr4rlu, vuuro o$epra
ca orIeHeHIz, He ce KJracr,rDaT.



AOToBOP
,'{uec"""""...'...201g ro4. n rp.,{o6puu, Ha ocuoBaHr.re wr. 112ficr. or 3aroHasao6rqecrneur.rre rropr,rrKfi , ce crJrroqn Hacrorrqu.sr AoroBop Me]r(Ay:
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IIPOEKT

onpe.qerreH 3a r43ncrrHr.rreJr';'p;""""" ff::::::.. Tv 
Ha"""""""'

npouerypa 3a Bb3rrara'e ua o6rqe*neua,"prr*",r"';ol:rffif"rtffiffirffirl.i:::::::
npeAMer: flepzo4z'rHa aooraBKa Ha neKapcrBeHr4 rrpoAy*Tr.r 3a oHK.Jrorfiqr{r4 sa60tas:annx,Hapr4qax ilPOAABAT{ I4

"MIIOfOIIpOoznHA BOnHI4IIA 34. AKTI4B_HO nEr{EHI4E_AOEpt4rr,, Anrp. .{o6pzu, clc ceAarrrzrrle 
"-!5p"" 

Ha ynpalrreHr.re: rp. .{_o6puu, yn. ,.nu"u.il. ir-",, 2+,reJr' 058/600160, gaxc: 05s/600414, e-ma': oitr@ui.eon.rr"t, eux- 
- 

tii'iqnoz,rpeAcraBruBano or A_n fn1{91r.Bna4rzrr.rupon tZopffir _ q.*o;"r"o", 4"p"n up n uApyxecrBoro, uapu.rana KVlIyBAe.

Crpaazre ce cnoprByM.sxa 3a cJreAHoro:

IIPEAMET HA AOIOBOPA II UEHI4

9leu 1.(1) Ilpo4anavrr npoAala Ha Ky[yBaqa reKapcrBeHrrre npoAyKlr4, 3aKoI4To e no,{aJr o$epra n orKpr.rrara npoueAypa.u 
"urrruiage 

Ha 06 {ecrBega nop6rrKa:

(2) Ilenorzre npe.qroxeHr'r.tr Ha nporaBaqa ca rrocoqeHr4 B npeAxorHara aJrr.Her.(3) Ilporrosuara crofinocr Ha AocraBKara, locorrenr,r B AoKy]uenTaqrrrra ga

:3;x:*** 
flopcqKa He nopaxAar 3aAlrrxeHrze 3a KylyBaqa Aa rrz 3aKyl B nocoqeHru

CPOKOBE 14 HAIIPIH HA IINAIUAHE
lneu 2, Cporcrr ua Hacrortqfi, AoroBop e 10 (aecer) Meceqa or Aa.r.<rL_a Ha[oAlIlcBaHeTO My r4nz ao cs3AaBaHeTO 

"u 
y"rrour" 3a IocTaBKa cJreA [poBexIaHeTO HarlenTpaJrr.r3r{paHr4 eJreKTpoHHz r6proBe. [oronoprr [po.qT,DKaBa 4eficrnraero ca 4ocKJrroqBaHero Ha AoroBop c Apyf lr3n6Jrnr4t"n 
"o".4 "po""xAaue 

na o6rqecrn""u ,ropur-ou.9nen 3, llocoqeuure r.u. 1 riexapcru"", arpo4yor" rqe 6r4ar AocraBrHr4 ornporaBarra Ha KlrryBarra B cpoK or 24 (4na4ecer ra verrapr,r) uaca, creA 3a{BsBarero uM.Ynen 4. ,{rlNrzuara Ha npo,4aBarra 
"yra 

no uc"na orAeJrHa AocraBKa rqe 6lAelJrareHa or KylyBaqa no 6agronata cMerKa Ha npoAaBarra B CpoK .4O 60 (IIlecrgecer)KarleHrapHr.r AHr.r cJreA ,4ocraBra E r,r3raBanero ua $axiypa or npoAaBaqa.rlneu 5. Cpoxm Ha roAnocr Ha AocraBeHr,rre nexapcrBeHr4 npo,4ylcru rpr6na 4a eHe rIo-KpaGK o'r 60 o/o (ruecr4ecer npoqeura) or o6rqax cpoK Ha roAHocr K'M MoMeHl.a HaaocTaBKaTa.

MIICTO HA I43I]bJIHEHI4E LI TIPEMI4HABAHE HA COECTBEHOCTTA
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9nen 6. 3a Mscro Ha AocraBrHe Ha JreKapcrBeHI4Te npo,4yrTr4 ce olpgAeJu"MEAr-Ao6puq" An rp. .{o6pu.r, yr. "rlauaftor Xrroul :'ll 24, zneno,,Eomruvno anrer<a,,,{lren 7. Co6crneHocrra Bbpxy IocraBrHHTe JrcKapcrBeHr.r npoAylori r{ pucKlr orTI'J'HOTO I,IU qACTI.IqHOTO I4M 
''Ofl'BAHE 

NPEMI4HABA BIPXY KYNYBAqA OT MOMEI]TA HAnpr.reMaHeTo aM Ha MrcToTo Ha ,4OCTaB.f,He c [pueMo_npe,4aBaTeJreH IrpoToKOJr I{Jrr] IpyrpaBHo3HaqeH AOKyMeHT.

IIPABA 14 3AAbnxEHr4Jr HA TIPOAABATIA
r{nen 8' (1) flpoganaurr e ,ry*xeH ra cKrroq,. AoroBop 3a noAr43nGJrHeH].r e,Koraro e o6ssr4r s 3atBJIeHrZero cI'I 3a )^racrl{e noJl3Bt*rero Ha rIoAI,I3n6JIEI4rer. B cpox 40 3AHII OT CKnIOqBaIreTo Ha .qofoBop 3a noALI3II6JIHeHI4 e IIJrI

3a 3aM'Ha Ha rrocoqeH B 3af,Brre'rzero rroArz3rr'rrHr4rerr iffiffi#tr?.ilfrfffi#fff
AOIOBOPA UJIIZ I{A AOII'JIHI,ITEJIHOTO C''OP'BYMEHIZE HA B63JIO)K,ITEJUI 3AEAHO C IOI{A3ATCJTOTBA,qe ca r.r3rrbrneFrr4 yc;roBr.r{Ta no v:r. 66, an. 2 u 1 1 or 3OfI.

(2) llo4nsnrmurreJrr4Te HrMar npaBo Aa npeBtsJrarar eIHa r.rJrr,r [oBerre or4eitnocrure, Kor.rro ca Bxrroqenrz B npe,4Mera Ha AoroBopa 3a noAr43n6JrHeHae.(3) HESANlrCrrrrIO OT BB3MOXHOCTTA AA CE Iz3NOI3BAT IIOTI43III,JIHT.I TEJIH,orroBop'ocrra 3a r43rrsJr'e'rze Ha 40roropa sa o6rqecrBeHa ,,opbqKa e Ha rrpo.4aBaqa.
(4) Kynynavrt HtMa Aa ItBEprIBa.qr'rpe(T'r,r pa3[ rrafi]a'Lrfl,c fiorr3rr'Jr'r.rreuzre
9neu 9. llpo4anaq:r,T e ,4Jr6xe' Aa AocraB, JreKapcrBe'[ npo,qy*Trz, Kor.rro r,Marpa3perrre'rze sa yno'rpe6a zrrr yAocroBepeHr4e 3a perurcrpa.ru4{ Ha JreKapcrBeHr.r [poryKTr4 no,rn. 23, aL 1 or 3JIfIXM rr orroBaprr rra rueucxnaHr.rsra 3a KarrecrBo, 6egoflacuocr aeQraxacrocr no 3JIIIXM;

'reu 
10' L{enara ua reKapcrBe'rzre npoAyKrrr rpt6na pa orroBaps Ea crre,qHr4TeI,I3I,IC(BAHIZ':

1. llpeglarauara ue'a Ha Jre(apcrBe'r4Te [poAyKTr4, Kor4To ca Br{JrroqeHri Bflogrz'asuug neKapcrBeH c'rcbK r.r 3arrrrarr{aHrr c nyonu.iurz d"or;";,-;;;";;;:;;.;" 
",peryJrr4paEara r{e'a no flpunoxenae Nn 2 0r IJIC, nocouena B KOJTOHa M (crofiuocr naorral(oBra, zg.{rzcreua Ha 6a3a pe$epeuura croftHocr sa 4eEnuapanara 4uenna 4o:a).2. fTpe4tarauata rleHa Ha JreKapcrBenr.rre fipolyrTr.r, rr3BGH Te3u uo r. 10.1., 4a uee no-Br'rco(a or rrpeAenHara (rraxczuanuara fiporrDrffia J-reHa Ha 4pe6uo), rocoqeHa BPeruc'rpa Ha Maxcr4MrurHr'rre rrpoAaxHr4 rle'z Ha neKapcr.tscHrrre npoAy(Trr, ornycr<anu 6esNEKAPCKO NPETTII4CAHIIC I{ MAKCI4MAJIHI.ITE NPOAAXHI.I IIEBI' BA JICKAPCTBEHI{TE NPOIYKTII,or[ycraHr.I no JrerapcKo npeArrr.rcaHr4e (perzcmp Ha npeAerH[Te qeHn).tlneu 11. B c.nyvara:re, Koraro npoAaBaqtT AocraB, JreKapcrBerrlr npoAyKTrz,c6r6p)Ka'or4 HapKorr'rrrHr'r Be IecrB4 Te3r'r JreKapcrBe'i' npory*Tr4 rpr6na aa oraouup", ,uId3r.rcKBar[sra Ha qn. 68 or 3KHB|I.

llnen 12. Ilpo4a.nav:rr e IJIG)KeH Aa r4sra,te B
JreKapcTBeHr.r rlpoAyrff u.

cpoK QaKrypa 3a .4OcTaBeHu.1,e

IIPABA I4 3AA:bJ{XEHI4' HA KyIIyBAT{Ar{leu 13.(1). Kynynavrr rrMa rrpaBo Aa rrpotsep.f,Ba
oTAeJIHa AocTaBKa, KaTO IIpI4 ycTaHOBrBaHe Ha HeccoTBeTCTBI{e
npoAaBaqa B cpox or 24 uaca.

KOJII4qECTBOTO HA BC'KA
e .4JrBXeH Aa yBeAoMr4

(2)' rTpu ycraHoBrBaHe r{a Hec'orBercrBrze B KaqecrBoro Ha rocraBeHr4TeJlerapcrBeurz rrpo,4yxTr,r KylyBa,rGT e AJrcxeH Aa yBeAoMi4 npo.qaBarra B cpoK ot 24 \aca.(3)' HecrornercrBlrero Ha KorrqecrBoro n KaqecrBoro ce ycraHoBrBa cIIpOTOKO', CCCTaB.H OT K.Mr'cr4', crcTaBer{a oT AJr:bXHocTH,,Te Jrprrla Ha KylyBaqa.
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(4). B c:ry.rafi, qe [poAaBaq'T B cpo( ro 24 \acacJreA yBenoMrBauero no a,r. 1u/uttu 2 ocnopu rrl4cMeHo HcoborBercrBlrero Ha Kaqecrl
My or ynbJrHoMorrtreH opra' r4Jrrz tra6oparopux, 

loro' roii Moxe Aa l4c(a npoBepKara

llnes i4. Kynynavm e nJrBXeH ,{a 3alJrarl{ yroBopeHara rlena B pa3Mepa, nollAI{mHa u B cpoKa, olpeleJreHr4 B HaCTOTI{IZS AOTOBOp.

HEYCTOIZKI4

/--^_^^^^ jT: tt..ftl flpu:a6ara Ha AocraBr{a or crpaHa Ha rrpoAaBaqa c noseqe or 24(ABa'qecer u vertpu) qaca, KynyBaqbr rrMa npaBo ,4a troJryqu HeycroiKa n pa:r'rep ria 0.1g;ff :-", 
e4na 4ecera) Ha cro or croftnocrra na sa6a'e'ara AocraBKa 3a BceK' 24,taca

e) npu ycraroB.f,BaHe Ha HectorBercrBa(
AnSXeIl Aa AOCTaBT.I JrzlrcBi
or crpa'a Ha KyryBaqa ffi :? Ti1T"fi :":'##"#Hffi #iITT#ffi:,xT:#:KynyBaqsT r4Ma npaBo .4a 

''onyq,n 
neycrofixa B pa3Mep ua 5 (ner) 

"u ""o 
o, 

"roill"i.ru ,ruITzIIoBaIIIOTO KOJIIIqeCTBO.

(3) IIpu ycraHoBsBaHe Ha HectorBercrBrze B
Aa AocraBr rre*apcrBeHr4 npo.qvKrr4 c vroBopeHoro -"""lliltli,i"";ffiffifffiffi:;
rrpl4 nolzcKBaHe or crpaHa Ha KynyBar{a B cpo* or 24 \aca. rip" 

"ar.nunrari"- nl ,ouu3ar6nxeHr're K)myBaqsT r'rMa rrpaBo '4a fioryqr4 neycrofir<a B pa3Mep ua 5 (ner) Ha cro orcrofi Hocrra Ha HeKaqecrBeHara AocraBKa.
(4) B clyvaure no alrr4uer4 2 

_u 3, axo npoAaBarrlT He Aocralrr AoroBopeHoro,KynyBaqtT IrMa rrpaBo ra 3aryrru neo6xo4zuure My JreKapcrBenn rrpo4yKTr4 or ApyrAocraBr{I'IK' Karo pa3JII4Kara Mexly qeHara rro 4oaouopu t Aeficrs'rerHo 3anrareHara qeHa e3a cMeTr{a Ha npolaBar{a.
9leu 16.(1) IIpz orna.: Ha npoAaBaqa Aa AorrpoAyKrr4 rrrrv npuga6asa noneqe or 48 (.re'.rpu4;r;:::"*l ;ffi:ffi;#{JHt".fiH:

.qa 3aKyIIH ueo6:<o4zrurzre uy JreKapcrBeHr4 npolyrTz or rpyr locra3rl4K.(2) B c:ryualrre [o [peAxoAHara arlrHe_s piuj[4Kara Mex(Ay rleHara no AoroBopa vrefrcrBrzreruo 3alrarenara ueua e 3a cMerKa Ha ,rpolauaou.

_ 
rfueu 17.(1) IIpu AocraB*a Ha Jre.apcrBeHrr ,po.4yKrrz, cpoKBT Ha roAHos.f HaKofrTo e no-Kpar'K or cpo*a Ha v:r. 5, 

"rnunrr"r"o", 4ruo,, ,u B'3JIo)rurreJr{ HeycrorKa Bpa3Mep, KarTo cnelBa:
1. npu 4ocra.nna cbc cpoK Ha roAuocr or 59.99 4o 50 o/o or: o6rqul cpox Haro4nocr - 5 % (ner npoqenra) rspxy croftnocrra Ha AocraBKara;2. npr.r 4ocranr<a crc cpoK Ha roAHocr or 49,99 rc 40 %o or o6rqu.f, cpoK HaroAHocr - 10 % (4ecer npoqeura) nrpxy crofiuocma ua 40craBxara;3. nprz 4ocranxa c6c cpoK Ha roAuocr o.r 39.99 Oo ZO "1" or o6rqur cpox HaroAuocr - 30 % (tpu4ecer npoqeura) nspxy crofinocma Ha AocraBKara;4. npa 4ocrarna ccc cpoK Ha roAHocr or 29.99 ao Zi- i)" o:r o6rqur cpoK HaroAuocr - 60 0z (lrecr4ecer npoqeHra) nrpxy croftnoclra Ha AOCTaBKaTa;

5. lpra gocrarxa c6c cpoK Ha roAHocr rroA 20 %o or o6rqrr" 
"pon 

ua ro4nocr _ 900% (4erer4ecer npoqeura) nlpxy c.rofinocrru 
"u 

4or.u"nuru.
(2). flosralKara Ha JrexapcrBen rlpo4yrT ccc cpoK Ha ro,qnocr no_Kpartr o.t 40 yoor o6r4rz'a cpoK Ha roaHocr ce r€B'prrrBa caMo creA rorr"rpuno perrreHr4e Ha p'KOBOAr.rreJ'Ha KynyBarra 3a KoHKperHoro K'Jrr4qecrBo. Ee: uspuvnoro [rrcMeHo csfJracue Hap'KoBoAurer.f, Ha KynyBarra reKapcrBeHr4Te rrpoAyKTr4 n" ia .*nuoru" Ha npoaaBaqa.



"MHOtrOIPOOI4AHA BO 3A AKTIZBHO AETiEHI4E _AOBpI4r{" A,4
.4OEPLlq 9300 I yn "naHaftm XuroB'24 I 058/600488 oaKc 058/6004t4 E e_maitt oblb@bergon.net

tlneH 18, Kynynaurr r4Ma rrpaBo Aa ucta o6esrqereHr.re B nBJreH pa3Mep HaBPEAI,ITE, KOIZTO E IIPETbPN{JI B PE3YJITAT II A SAIABEHA'IA UI UJ]I.I HEKAqCCTBEHATA ,qOCTABKA.r{nen 19' rlpu sa.ara Ha finarqaHe or crpaHa Ha Ky,,yBaqa, [ocJreaHrzrr AT,J.)*,4Ha rrpo.qaBaqa Heycrofira, B pa3Mep Ha 3aKoHHara Jrr4xBa.

, 9nen 20. Heycrofirrne, o6esrqerenuara H rle'oBr.rre pa3rrrrKrr no ,m. 76, ur. 2uora'r 4a 6:r4ar ygbpxaHr.r or BcrKo AT,JDT$rMo Ha upoAaBaqa nJrarqaHe.

IIPEKPAT-{BAHE HA .4Of OBOPA

9leu 21.(1) [oroBopbr ce rrperparrBa:
1. c ras.ruqaue Ha cpora, au ooilro e c(JrroqeH, ocBeH B cnyqar.lre no vn. 2, us.BTOpO;

2. npn c63.4aBaHero Ha ycJroBr{, 3a ,qocraBKa cneA npoBexaaHero HarleHTpajrrr3r.rpar{r4 eJreKTpoHHr.r TBproBe;
3. r<oraro ca

o6'{e*neuara""p";":dff;".lfi'r"fi ffi;}*,,"ff Iff"#;"*XfrTJ"H:l"",ilroi He e MorlJr r4Jru ue e 6zr AJrr,xeH Au ip"Arrp r.rJru Aa rrpeAorBparr.r _ c llnoMeHoyBeAoMJrenrre or KynyBaqa, BeAHafa cneA HaCTGnBaEe ua o6croxrerrcrnara;
4. nplz Hacr;uBalre Ha HeBr.IHoBHa HeBb3MoxI

HenperBr4AeHo r.rrrr4 HenpeAorBparuuo cr6ra'ae o. ".urffilu"xiffi5J:ff.:,fffffi?:;cKJrroqBaHero Ha AoroBopa (,,nenpeogolralr a uma*) 3a cpoK rro_AtJrtr or 30 4ura.(2) Kynynavrr Moxe Aa npeKparr.r 4o.o"opi 6e: npe4lrsnecr"r,1-yu.oorn"nr",
r,r3lrpaTeHo ao npoAasaqa:

1 ' nprz cr'rcreuuo HeI43rrBJrHeHr4e Ha AocraBKrrre Ha JreKapcrBeHr4 rrpoAynrr4 noKoJrr4qecrBo v/rarz raqecrno or crparra Ha nporaBarra. rlo4 czcrel,auo n"raariil'"r"" 
"aP*'."PA TAKOBA, I43B6PI[EHO ABA VJIII NOBE'E II6TII B PAMKIITE HA EAI,IH KAIEHAAPEH MECEq,

t4rr.r noBerre-oT Tprl rrsTlr B paMKrrTe Ha cpoKa Ha AOTOBOpa;
2' n ctynir" qe npoAaBarrbr r'r3noJ*Ba noAv 3rr6JIHr4TeJr, 6es 4a e 4euaprrpan roBa

B AOKYMEHTIiTE 3A YI{ACTIIE, I,IJII{ TI3TIOJBBA TIOAI,I3NBJII{I,ITEJI, r<OftrO E PA.:IZVES Or iO:r,r, rOfttOe flocorreH' ocBeH B cryqal'ITe, B KoI4To gaMuQara, cGorBerHo BXJIIoqBaHero Ha

'.AI43rI6JIHI{TeJI 
e I43B6pIrreHo cGc c',frracfiero Ha KynyBar'a rr B cBorBercrBue cr,c 3ofl aHacTortru4s lofoBop;

- 
(3) Kynynaurr rrpe*parrBa AoroBopa B cnyqar-rre no vn. 11g, an. 1 or 3orl, 6es 4a4rlNrz o6*rqereHr4e Ha npoAalaria 3a nperlpneHr.r or npgKparrBaHero Ha AoroBopa BpeAr4,ocBen aKo [peKparsBauero e Ha ocHoBaur4e qn. 11g, an. 1, r. 1 or 3OfL

IPyfr4 ycJroBr4Jr
Hrc' 22,(1) Crpanure no ,4oroBopa He Mora.T Aa ro r43Me'sr, ocBeH B crfra'Te,

npeABr4AeHr.r n ql. 116, an. l, r.2 _ 6 or 3OII.
(2) B cryvaft, qe IIo BpeMe na 4eficrrze Ha rofoBopa, crorHocrra Ha Aoc1.a3sHJreKap'TBeH rrpoAy*T' OnpeAeJre'a 

''o 
pe,qa ua Hape46ara :a perynapaHe rz pe'4crpr,paHe HaIIeHIZTe Ira JleKapcrBeHlire [poIyKTn, yc[toBurTa, rrpaBvnara r.r Kpr.rrepr.rr4Te 3a BKJrroqtsaHe,[poMeHr'r u/r'inrz prs(rroqnaHe Ha JreKapcrBeHn npo.qyr*r4 0f rro3rzrr4BHr,' neKapcrBeH cnucsKv ycrroBLtsra r'r peAa 3a pa60ta ua KoMr.rcrrrra no rle'rc rz penlr6ypcrzpaH" 

"O' no p"au ,ruApyr HopMaTrzBeH aKT, CTaHe no_Hr.rc^a oT AOrOBOpeHaTa, KynyBarrBT aarrrrarqa oenap"r""nrn"lpoAyKT no fio-HlicKara ueHa' or Aarara Ha BJrrr3aHero B cL*ra Ha pe[reHr4ero HaperynaTopHr.rr opfaH.



9leu 23. Crpanure rto AofoBopa IrIe peruaBar Bb3Hr4KHaJILrre no Lr3ntJlueHrrero
cnopoBe rro B3arzMHo c6 racr,re, a aKo roBa e HeBtsMoxno no pe4a na flIK npeg lo6puvr<zr
oKp6xeH c6A.

H''en 24 ' 3a ncuqru Heype.qeHr,r 
''o 

Hacrorurr,fi AofoBop Bc.,pocr.r qe ce flpr'Jramr
pa-:nope46ure ua 3OII, 33[, T3 u gpyrlrre orHocliMra HopMarrzBHrr a(roBe.

9nen 25.(1), 3a na.urz4ur,r anpecv 3a npr4eMane na cto6rqenzr, cB6p3aHr,r c
HasTorrqzs .{ofoBop ce cMqTaT a,Apecnre, nocoqeHr4 B HaqaJroTo Ha AOrOBOpa.

(1, npu npoM.rrHa Ha Aa'rrr4Te no npeAxoA'a'a aJra*eq., c'orBerHara crpa'a e
AJrI>XHa .4a yBeAoMrc ApyraTa B TprzAHeBeH cpoK oT npoMsHaTa.

IIpu lo4nr.rcnauero Ha Hacrorrqfis .{oronop ce npeAcraBr.rxa cJre4HrzTe
TOKYMEHTI4:

- ga o6croqrercrBara rro qJr. 54, m. 1, r. 1 or 3ofl - cBr4AereJrcrBo 3a c6Ar4Mocr;
-:a o6cr:o'ercrBoro rro.r,r. 54, a,r. 1, r. 3 or 3OII , yaocronepeHr,re or opraHrrre

IIo flplxorr'rre n yAocroBepeHze or o6rquuara IIo ceAanr]qero Ha B63JrOXr4T ers. h Ha
KAH 

^r4 
naTa ulrr4 yqacTHr.rKa;

- sa o6crosrercrBoro rro ,tst. 54, ax 1, r. 6 _ yAocroBepeHr4e or opmrrrre Ha
ZsnrrHxrerna areuqux "l:ranua nngtreKrlI,ls no rpy4a";

- Ae*Jrapaqrr{ no vr. 6, an. 2 0r 3aroua sa MepKrrre cpeuy rz3nr.rpaHe Ha rrapr4 -IIo 3aAsJrxr'rreJren o6paseq flpnnoNeHue No 5 0r o6pa:qure Ao(yMeHTr4 r{a AOK}MeHTaq}r{Ta
3a yqacTfie;

- ceprrz$rzxar 3a rrplrraxaHe z [oAiq6pr(aHe Ha cr4creMa 3a ynpasJre'Ee Ha
KaqecrBoro EN ISo 9001 u/wtn EN Iso 13485/13499 u/utu etsusarrelrua, n o6:racrra na
lpor,r3Bo.qcrBoro u/uttu rt pronuxra c JreKapcrBenr4 npo4yKTn

- Pa-:perueHlre 3a rbproBrrr Ha eApo c JreKapcrBeHr,r npoAyKTrz, r{3AaIeHo no peAa
ua 3JIIIXM nnu ua PaspeIreHr.re 3a npor.r3BoacrBo no qn. 196, a,r. I or 3JIIIXM, B cJrywlure
Kofaro yrIacrHI'IK'T e rrpo3BoAaren I'I [peAJlara ne*apcrBgHl4Te npoAy(Tr.r, Kor4To
rrpor43Bexra, zru na Pa.:perueHve 3a BHoc no qn, 1g6, an.2 0"r 3IIIXM, B cJryqar4re Koraro
yr{acTHuKlbT e BHOCI4TeJT r,r [peaJrara JreKapcTBeHrrTe [poa].KTn, KOr.rTo BHacr;
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I\.:bM HaCTOrUIr4r ,qoroBop ca [pr4JroxeHr4:
1. Texnuqecror:o [peAJroxeHr.ie Ha fipoAaBarra;
2. I{enonoro lpe.qJroxeur4e Ha rpoAaBarra.

Hacroatrluxt AoroBop ce c6craBr4 n .rpu e4uoo6pa3Hrz eK3eMlrJrrp a, e;tvl ga
[poAaBarra rz aBa 3a KyrryBar{a.

rrPo[ABA9: KVIIYBAI{:


