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aAorosorp sl

ﬂuec.{.ﬁt.f,.:miﬂlg roa. B rp. Jo6puy, ua ocrosanye 4. 112 # cn. o 3axona 3a
obilecTreHuTE TOPBYKH, C& CKMOUH HacToRIHAT HOTOBOP MeMy;

"EN EHJT T1 ®APMA" EAJl cve cenanmme g rp. Codms 1271, anpec Ha
JipaBiiedye: Gyn. ,Powen” 24, EUK 131107072, NpeacTasnaBano ot Anexcannp
AJlexcanapos MapuHonrq 4lIpec 3a KopecloHAHIHY: rp. Codus, 1700, ks, Crymentciu rpajm,
yn. JIpod. Anexcannsp don™ 2, px, B, er. 7, onpeneney 3a H3NbIHuTen ¢ Pemenne No 7/
19.03.2019 roa. ua BBIOKHTENR clen npopenena Npoueaypa 3a Beanarage ya obecTrena
NopL4ka THO "oTkpmra" No 00083-2018-0022, ¢ fipeamer: Tlepwomuuna pocrapka Ha
fIEKAPCTBENH NPONYKTH, HapHuay INMPOJIABAY g

"MHOT'OITPODHITHA BOJIHMIIA 3A AKTHUBHO JIEYEHUE-TOEPUY" Al
rp. Ho6puu, cne Celanuie 1 anpec Ha ynipaenenne: rp. Ho6puuy, yn. “Tlanaiior Xutog" 24,
Ten.  033/600160, thake: 058/600414, e-mail: ﬂblb@bergan,net, EHK 124141302,
"peactanniasano ot Jl-p CBETO3AP BAMURER [IETPOB - Manmanurency Hupextop ua
ApyecTBOTO, Haphuana KYTTYBAY,

Crpanure ce CIIOpazyMaxa 3a clIeHoTo:
[TPEJIMET HA HAOI'OBOPA Y LIEHHK

HUnen 1.(1) [Tponapaunr Npojasa Ha Kynyeaya ACKAPCTBEHHTE NpoayKTH, 18
Kouto e nogan odepra g OTKpHTaTa npouenypa sa Bwinarame Ha obwmecTeena [opbuka,
focouenn B [punomenne kuym J0TOBOpa.

(2) LlenonuTe NpeluoxeHna Ha npotasaya cqg TlocoueHn B npenxoanata anpies.

(3) Iporxosuara CTOHHOCT Ha AOCTaBKaTa, MocoyeHy g AOKYMEHTalMaTa 233

ofecrrera NopsYKa He MOPaXIaT 3aILmKeHHe 3a KynyBaya na rg 3AKYIIH B NOCOYeHHy
obem,

CPOKOBE M HAYMH HA ITNAIAHE

Hnen 2. Cpokst Ha HacToxums noromop e 12 (1Bananecer) mecena or narata ua
MOANHCBAHETO MY MM no Ch3ABAHETO HA YCNOBHA 1a AOCTABKA clen nposesnatetTo ua
HCHTPANIHIHPAHH  eneKTpoHKHK Tbprose. JlorosopsT npoasmkasa HeHicTBHeTO cn o
CKTOYBAHETO HA MOroBop ¢ APYT H3MBLIHHTEN Clle NpoBex ke Ha obuecTrena NOpbYKa.

Ynen 3. [Tocouennre g yj. | nexapcraenn NpoaykTH 1we Gppar HOCTABAHK OT
liposiaBa4a Ha Kynyeaua g Cpok ot 24 (npanecer HETHPH) Yaca, cren JAABABAHETO UM,

Unen 4, Mumxumara Ha Npojasaya cyma no mesxa OTHenHa jloctaBka uie Gmye

Hnen 6. 3a mscro ua AOCTaBfHe Ha nekapcTeenuTe MPOAYKTH ce onpemens
“MBAJI-Io6puy™ Al rp. JoGpuy, yi. “llanaiior Xutos™ No 24, 3seno ,,Bonmuiyno anrexa’,

Uiten 7. Cobersenocrra BBPXY NOCTaBsHUTE NekapeTReny MPOAYKTH H PHCKBT OT
OBMHOTO HITH HACTHYHOTO HM nNorusame npeMHHaRa BEpXy Kynyeada ot MOMEHTa Ha
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Hren 8. (1) lMponasaust e anpyen Ad CKIlouM norosop 3a NOAH3INbIHEH e,

(3) Hezasueumo OT  BBIMOXKHOCTTA ga ce HANON3BaT NOMU3NBIHHTE N,
OTTOBOPHOCTTA 38 M3NBIIHEHHe 1 Al0roBopa 34 obinecTrena MOPLYKA € Ha npojasaya,

(4) Kynysaust nama lld H3BBPINBA JUpeKkTH} pasmananus ¢ NOAH3NLAHKTENHTE

Hien 9. Mpogapayst € JUTBXEH Ja JlocTasy ICKAPCTBEHH MPOAYKTH, kouTo HMar
PaspeiieHue 3a ynorpe6a wny YIocToBepeHne 3a PETHCTPALHS Ha nekapeTpeny NPOAYKTH Mo
40, 23, an. 1 or 3JI[IXM g OTFOBAPAT Ha M3HCKBaHuaTa 34 Kauecrso, Gesonachoer g
ethukacHoeT no 3JITIXM;

Unen 10, Lenara ua TeKapeTReHyTE PONYKTH Tpabea ma OTroBaps Ha chiejHuTEe
H3HCKBAHMA:

I. Tlpennaranara LIEHa Ha nekapcTBeHmTE NPOOYKTH, kKOHTO ca BKIIIOYEHH B
loswrnpnng TEKAPCTREH CITHCRHK | Jannamaxy ¢ nyfanypy CPEACTBa, f1a He e no-Bucoka oT
Peryiipadarta nena mo Ipunoxenne Ne 2 or [TIC, nocouena » KOioHa M (croiinoer pa
ONaKoBka, ¥3ynchena Ha Gasa pedepenTHa cTolinocT 34 neduupanara auepna no3a).

2. Mpeanaranara yeyy Ha JIEKAPCTBEHUTE IPOIYKTH, H3nhy Tesuno 1. 10.1., na ne
¢ T0-BHCOKA OT npegenuara (MaxcuManuara NponaxHa IleHa Ha ApebHo), nocoyena
Perucripa na MAKCHMANHHTe nponaHn ey Ha NleKapeTReHKTE NpOAYKTH, oTycKany Ges
AEKApCKO npeanucanme y MaKCHMAHHTE Npomakuy nepy BA JIeKapcTBeHHTe MPOOYKTH,
OTOYCKaHH 110 fiekapcko fpeanucanne (Pernersp ua NpelennuTe teHn),

Hnen 11. B CIIy4auTe, KOrato npopasawsnt A0CTaBA JekapcTReny NpOAYKTH,
CBABPIKAINN HAPKOTHYHY BCUICCTBA, Te3n JiekapeTBeny NPOAYKTH Tpabpa na OTrOBapAT Ha
H3HCKBAHMATA Ha i1, 68 o 3KHRBII,

Ynen 12, Iponasayrr e ATBKEH 1a M3gane g Cpox haxTypa 1a JocTaBeHuTe
JICKapCTBEHH NpoyKTH,

[IPABA U SAIBIDKEHWS HA KVTIVBAUYA

Unen 13.(1) Kynysaubt umg paBo na nposepssa KONMYeCTBOTO Ha peaxa
OTHeNHa nocTaBka, katg NPH YCTAHOBHBaHe Ha HECLOTBETCTBHE € fipien ha ysenomu
MPOJiaBaya B CPOK 0T 24 yacq,

(2). Hpu ycranosssage Ha HeCBOTBeTCTEME B KawecTmOTO Hd JlocTaBeHnTe

MY OT ynuIHOMOIEH Opray iy naboparopus,
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Hren 14. Kynysaupr e ATBHEH 1A sannmati yropopewara lieHa B pasmepa, no
HauiHa U B cpoka, onpegeneny p HAacToALmA norosop,

HEYCTOMKH

(ABagecer u HETHPH) Yaca, KynyBaynT uma MpaBo Jia monyun meycroiixa n pasMep Ha 0.]
(Hyna uano, egua ACCETA) Ha CTO OT cTolHoCTTA Ha 3abaBeHara joctapka 3 BCeKH 24 ugeg
3abana.

OT CTpaHa Ha Kynysaua g CPOK 0T 24 wyaca. [lpu HEH3N'bIIHEHHE HA Topa 3anninKeHye
KYNyBau®T HMa npaso na IIOJIYYH Heycrolika B PasMep na 5 (ner) Ha cto ot CTOHHOCTTA Ha
JHMCBAMIOTO KOJIHYECTRO,

(3) Tpn yeranossmane ma HECLOTBETCTRHE B KavecTBOTO, NPONaBAYLT € anbken
A& NOCTABH JleKapeTBeHy POLYKTH ¢ yroBopenoTo Kauectso 1ph cieasamara nocraska, a
MIpH MOHCKBaHE OT cTpana wa Kynysaua B cpox or 24 yaca. IIpu Hemannamenne Ha TOBa
JANBIKEHHE KYNYBAYLT nma fpaBo na nonyuu weycroiika g PasMep Ha 5 (ner) Ha cro ot
CTOIHOCTTA Ha HeKauecTBenaTa nocrapka,

(4) B cnyuaure mo aHHeH 2 g 3, ako MPONaBaYbT HE NocTapy JIOTOBOPEHOTO,
KYMYBAYBT MMa npaso ja 3AKYNH  HeoOXomuMuTE MY JIeKapeTBeHK MPOAYKTH oOT npyr
AOCTABYHK, KATO pa3nukaTa MEHY LleHaTa 1o AOTOBOpa H neficTeHTeNHO 3AIIaTeHATa LeHa e
34 CMETKA Ha nponapaya.

Hnen 16.(1) [lpn otxas na TponiaBaya jia jloctasy 3assenuTe MY JeKapcTBeHy
NMPOOYKTH Hix 1py 3adasa noseue ot 48 (YeTHpuuecer u oceMm) yaca, E¥YNYBaYsT Mma Mpaso
Aa 3aKynn Heobxoaumure MY JekapcTreny OPOAOYKTH OoT apyr AdOCTaRYHE,

I. npu nocraska cne CPOK Ha rogHoct ot 59.99 o 50 o 0T 0bmua cpox Ha
rogxoct - 5 % (ner pOLEHTa) BLPXY cToiHOCTTa Ha AOCTaBKarTa;

2. mpu mocraska ene CPOK Ha ronHoer ot 49.99 no 40 9 OT obmms cpok ua
rontocer - 10 % (necer TPOLEHTa) BBPXY cToiHOCTTA Ha JOCTABKATA;

3. npn nocraska cne CPOK Ha rogHocT oT 39,99 no 30 ¥ oT o6iuug CPOK Ha
ronnocr — 30 % (Tpugecer MPOLEHTA) BLPXY cTOMHOCTTa Ha JlocTaBkaTta;

4. npu focraska cne CPOK Ha romuoct or 29.99 j0 20 % oT o6ums CPOK Ha
roauoct - 60 % (mectaecer NpoueHTa) Bepxy CTOHHOCTTA Ha JOCTaBKaTa;

J. 1IPH JI0CTaBKA CLe CPOK Ha roaxocT nox 20 % or 00MmHa cpok Ha roguoeT — 90
% (neBernmecer fponenTa) BLpxy cToiinocTTa Ha nocraekara.

(2). Hocraskara na IEKAPCTBEH NPOAYKT Che CPOK Ha TOAHOCT Mo-KpaThk ot 40 %
OT 06uiua cpok Ha rogmoer ce H3BBPLIBA camo crep MOTHBHDAHO pellienne Ha PBKOBOAHTENS
Ha Kynypaua 3a KOHKPETHOTO KommuecTro, Bes WIPHYHOTO [IMCMEHO ChIlacHe pa
PEKOBOJIATENS Ha kymyBaua JICKAPCTBEHHTE IPOAYKTH He ce 3allnalnar Ha npofaeaya,

Hner 18. Kynysawst mva MpaBO Ja ucka ofesiuertenne g UBJICH pasmep na
BPEnTe, KoHTo e MPETBPAN B pesyntar na 3abaBeHata w/uny HEKa4YeCTBEeHAaTa NoCTaRky,

Hner 19. Mpu 3a6apa Ha Nialane ot crpasa na Kynysaua, nocneguusr mnmy
Ha npoaasava Heycroiika, g Pa3Mep Ha 3aKOHHATA MHxREA.
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Ynen 20. HE},-’I::TDHI{HTE, obeswerennsta u UCHOBUTE pasiiuku no yj, 16, an, 2
Morar ga Geaar YABPIKAHH OT BCAKO IBIBKHMO Ha Nnponapaya nnaiaye.

[MPEKPATSIBAHE HA HOI'OBOPA

Hnen 21.(1) Horogoptr ce lpexKpartsaea:

l. ¢ u3Tnuane ua Cpoka, 3a KoiTo e CKIIOYeH, OCBEH B clyuauTte mo un. 2, us.
BTOpO;

2. npu cw3pmamanero Ha yCNnoBHA 3a gdocraska Clell npoeewgaseTo na
HEHTPANTHIHPAHH eJIeKTPOHHK Thproge;

3. Korato ca HACTBITHIH  CLIleCTBeNH MPOMEHH BLE (hunaucupanero na
ofmecrsenara MOPBYKA ~ npeamMer ya AOTOBOPA, H3BLH NPABOMOIIHATA Ha KYIyBaya, KouTo
TOH HE & MOILJI WM He e Oun antken ga NpeABHAN UM na OPENOTBPATH — ¢ nHeMeno
YBEOOMieHHe oT K}"H}"Bﬂ"iﬂ, BenHara ClIEel HACTBIBAHE Ha ﬂﬁCTDHTEHCTBﬂTa;

4. NpH HacTwNBane pa HEBHHOBHA HEBB3MONHOCT 33 H3NBIHEHHE B pe3ynTaT na
HENPEABHACHO HiH HENPENOTEPaTUMO ChBHTHE OT H3BBHPENEH XapakTep, BRIHHKHATO cnen
*) 3a CpoK No-ABAEr o 30 IHH.

(2) Kynysaust mose Aa npekpartu forosopa Ges npennssecthe, c YBEIOMIeHHe,
H3NPaTeHo 10 nposaraya:

. npu cucremuo HEH3NBLIHEHHE Ha JOCTABKHTE Ha NIEKAPCTBEHE NPOAYKTH o
KOMHYECTBO W/Mmn kavecTno o CTpaHa Ha nponasava. [Top CHCTEMHO HeM3NLiHeHMe ce
pasdupa takoea, H3BBPIUEHO JIBa WM NOBEYe NbTH R PAMKHTE Ha equy KaneHnapen mecen,
HIIIt IOBEYE OT TPH IBTH B PAMKHTE Ha CpoKa Ha foroBopa;

2. B cayyaii, ye NpoaapaysT HANON3Ba MOAM3TBIHATEN, Ges na e NeKnapHpan toga
B IOKYMEHTHTe 3a yuactie, miy H3T0JI3BA NOAM3NBAHKUTEN, KOliTO @ PalIHYEH 0T TO3M, KoiiTo
€ [OCOYeH, OCBeH g CIY4aHuTe, B KouTO JaMAHATa, CBOTBETHOD BKIMOYBAHETO Ha
NOAHSNBIHATEN € H3BhpPUICHD Che CBRIIIACHETO Ha Kynysaua p p ChOTBETCTBHE che 30[] i
HACTOAMIHA loroBop;

(3) Kynysaunr TIPEKpaTABA 10roRopa B ciyyante no 4. 118, an. 1 or 3011, Ges aa
Ibkn obesnerenue Ha Mpolasa4a 3a nperspnenu or NpPEKpaTaBaHeTo Ha J0roBOpa Bpesn,
OCBEH aKo npekpataRaeTo e pa OCHOBaHmue un. 118, an. 1, 1. | or 30I1.

APYT'U YCIIOBMS

Hnen 22.(1) Crpanure no AIOroBopa He Morat jga ro H3IMCHAT, OCBEH B C1yyanTe,
fpensunesu B um, 116, an. 1, 1.2 -6 01300

(2) B caywait, ue no BpEME Ha JeiicTBHe Ha Aoroeopa, crofiHocTTa Ha JNOCTaBay
fIEKAPCTBEH NPONYKT, onpeneiena mo pena Ha Hapenfara 3a perynupase u PErHCTpHpaHe Ha
IEHHTE Ha NexapcTeeHyTe MPONYKTH, ycnoBHsTa, npasuiara u KPHTEpHHTE 3a BKmouRane,
TMPOMEHH H/HIH M3KMOYBAHE 1 JICKAPCTREHH NPOAYKTH OT MOSHTHEHHA JIEKapCTBEH Clilchy
" YCI0BHATA M peaa 3a paBoTa ma KOMHCHATA M0 lEHH | peumOypeupare wm o pena Ha
APYT HODMAaTHBEH akT, cTane IT0-HHCKA OT JloroBopeHara, KYIyBa4sT 3annama JIeKapcTBeHus
NPOAYKT N0 no-Huckara UCHA, OT pnarata Ha mim3amero g CHIa Ha pemeHHeTo ug
PErYNaTopHusa opran,

Unen 23. Crpauure no /lOTOBOpA 1le pemaBar Bh3HuKHATHTE 110 H3NBIAHEHHETO
CNIOpPOBE 10 BraHMEO ChIlACHE, a 4KO TOBa e HEBBIMONHO N0 pena ua [TIK npen HoGpuykus
OKPBHEH Ch/I.

HUnen 24. 3a newukn HEYpenenn no Hactogumg AOTOBOP BBNpocH me ce npunarar
pasnopenbure na 3077, 3311, T3 u APYTHTE OTHOCHMH HOPMATHBHN aKToBe,
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Hnen 25.(1). 3a BAIMOHM aipecH 3a MpHemane Ha CBOOIIEH s, CBBp3any ¢
HACTOALIHA IOrOBOD Ce CMATAT AIIpecHTe, NOCOYEHH B HAYANOTO Ha Jorosopa.

(2). Tlpu npomsna Ha AQHHHTE [0 NpeaxofHaTa anuHes, CLOTBETHATA CTpaHa e
AUTBIHA 12 yBENOMM JIpyraTa B TpHHeReH CPOK OT npoMsHara.

[lpy  noanwuceasero na Hactoamua  Jlororop ce NpencTapuxa chennuTe
JAOKYMEHTH:

- 32 obcToATeNCTBATA MO Wit. 54, an, I, 7. 1 07 30I1 - cunerencro 38 CBAMMOCT:

- 38 oBcToATENCTBOTO Mo U, 54, an. 1, 1. 3 ot 3017 - YIOCTOBEpeHUe 3a NMmnca Ha
NYOIHYHE 3abmKenus, H3LA/EHO OT opra’uTe mo TIPHXOANTE; ynocToBepenne ot OBuuya
rpan [Jlobpuy 3a numca wa nyGnuuny JAMLIDKEHNA; YAOCTOBEPEHHE OT obwnara mo
CCAAMHIIETO HA Y4ACTHHKA 38 funca Ha nyGIHYHY JanbmKeHus;

- 38 00CTOATENICTROTO Mo yj, 5, an. 1, 1. 6 - YAOCTOBEPEHHE OT OpraHuTe Ha
M3nenuurenna arepnus "T'naBua uHCmekima o Tpyaa";

- Cepruduxar 3a IpWIAraHe W NoAmbpikane Ha cHeTema 3a yupasieHHe Ha
Kadecrsoro EN ISO 9001 w/mnu EN ISO 13485/13488 w/umy CKBHBANICHTHA, B 00nacTTa Ha
MPOH3BOACTBOTO H/HIIH THProBuATA ¢ JIEKAPCTBEHH MPOAYKTH;

- Paspewenue 3a npoussoserno 1o un. 196, an. 1 or 3JIIMXM, & CILy4YaHTe Korato
YUACTHHKBT € NpPO3BOANTEN | Npeilara JexapcTeenuTe MPOAYKTH, KOHTO NPOM3BEMIa, Wi
Ha Pajpewenue 3a snoc no 41, 196, an. 2 or 3JIIIXM, B cnyuanre KOraT0 YYacTHHKBLT e
BHOCHTEN K Npesnara nekapersennte NPOJIYKTH, KOHTO BHacs:

- Hexnapauus no ui. 59, an. 1, 1. 3, pus Bp. ¢ un. 53, an. 2 or 3MMII no
SAIbIKHTENHIS 06pasen [punoxenue Ne 3 ot obpasiure AOKYMEHTH HA NOKYMEHTALUATA 33
y4acTHe,

KsM Hactosmug AOrOBOp ca NPUNoHKEHH:

I. lpunoxenue kpm A0TOBOpa;

2. TexHuueckoto Npennokenne Ha nponasaya;
3. Ueroroto npeanoxenue ua npojasaya.

\ KVIIVBAUY:
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TEXHHYECKO NPEIJOXKEHHE
ITo ofiocobena mosmmis Nol: Jlexkapereenn NPOAYKTH - 061mn

INoanucanara Mpena Januosa Lanoea-Ksuosa, ETH “r, B KAYECTBOTO CH Ha
YnnaHomoulen npeacrasuren va ,EM EHJT IM ®APMA B'bJITAPUS* EAJL cue cenanuume: rp.

Codms, anpec Ha ynpasienue rp. Codus, ya. .Ipod. Anekcananp don* Ne2, Bx. B, er. 7, EMK
131107072,

NMPEJIATIAM CIIEJHWTE YCIIOBUS:

I. leknapupam cpok Ha saaumHocT Ha otepTara, HO HE MO-KPaThK OT 3 (TpH) meceua
OT JlaTaTa, KOATO e nocoyeHa 3a Aata Ha nojasake Ha odeprara:

3 (tpu) Mecena.

2. TlpuemaM cpoka Ha H3NBAHEHME Ha nopwukara: 12 (mBanapecer) mecema ot
CK/IIOYBAHETO Ha 10TOBOpA.

3. Ilpuemam cpoka 3a niaiane: 1o 60 (wectaecer) kasenmapHu auy ot H3BBPIIBAHETO
Ha I0OCTABKATA M U3/1aBAHETO Ha (JAKTYpA OT MANBINKTENS.

4. lpuemam cpoka Ha gocTapka: Jo 24 (nsapmecer u YETHPH) Yaca OT MOMEHTa Ha
JAABABAHETO OT CTPAHA HA BH3NOWHTENS.

5. lNpremam cpoka Ha roaxoct: He no-manko ot 60 % or obulata rogHocT B MoMeHTa
Ha JI0CTABKA.

6. IEKJIAPUPAM, ue nocrassunte AIEKAPCTBEHH MPOAYKTH:

6.1, uMaT paspewmenue 3a ynotpeba wau ynocrosepenue 3a perucTpauns Ha
JIEKapCTBEHH NMPOAYKTH Mo 4. 23, an. | ot 3JITIXM;

6.2. OTroBapAT Ha M3MCKBamMATA 3a KauecTBO, DesomacHocT M edmkacHocT mo
3JIITXM.

7. JEKJTAPUPAM, ue npeanaranata uexa Ha JCKAPCTBEHHTE NPOAYKTH, KOMTO ca
BKMOUEHN B [103HTHBHUA NeKapcTBEH CIMCHK M 3amIalany ¢ MyOIUYHH CPENCTRA, HE € N0-BHCOKa
OT perynipanara uesa no [Npunoxenne Ne 2 ot IJIC, nocoyena B Konowa M (croiiHocT Ha
OMNakoBKa, H34HCIeHa Ha Ga3a pedepenTHa cTofiHocT 2a e HHHpaHaTa AHeBHa [03a).

8. TlpHemam fa M3NBAHABAM BCHYKM H3NCKBaHMA Ha BB3N0IKHTENS, NOCOYEHH B
ODABNEHHETO M NOKYMEHTALIMATA 38 yuacTHe.

9. Jlexnapupam chriacueTo cH ¢ Kiaysute ua MPHIOKEHUA TPOEKT HA AOTOROP,

10. B cayuaii, ye 6baa onpesenes 3a winsauuTen na NopBHKaTa, Ce 3a1b/KABAM, NPH
MOANHCBAHETO HA [J0roeopa 3a ofluecteHa MOpLYKA, Ja NpEeNcTaBs aKkTYalIHH NOKYMEHTH
JAOCTOBEPABAINM  JIWNCATA HA OCHOBAHWA 33 OTCTpaHABaHe OT npoueaypara, _Kakto_u
CEOTBETCTRHETO C MOCTABEHHTE KPUTEPHH 33 nojabop: ; /\l

.



10.1. 3a oberoarencTeara no un. 54, an. 1, 1. 1 ot 3011 - cBHAETEACTBO 38 CHIAMMOCT,
H3/a/IEHO B H-MECeYHMA CPOK HA BANTMIHOCT NpelH NpeicTaBaAHEeTO;

10.2. 3a obcroarencTroTo Mo un. 54, an. 1, 1. 3 ot 3001 — yaocToBepeHusa 3a JIHICA HA
nyOnHUHK 3ab/KEHHA, M3JaJIeHH OT OpraHuTe no npuxoaute, ot OBwmua rpag Hobpuy u or
ODUIHHATA M0 CENaNNUIETO HA YYaCTHHKA;

10.3, 3a obcrostencreoTo no un. 54, an. 1, T. 6 - ylocToBepeHHe OT OpraHHTe Ha
HMansnuurenna arenuua "["napna MHCnexuua no tTpyga";

10.4. Ceprudmkar, yiocToBepaBall BHEAPEHA CHCTEMA 33 YNIPABIEHHE HA KAYECTBOTO
EN [SO 9001 wwmmu EN ISO 13485/13488 w/unu exeupanentHa, ¢ obxear B objactra Ha
MPOU3BOACTBOTO H/HIM ThPTOBHATA C IEKAPCTBEHH NPOAYKTH;

10.5. Paspemenue 3a npoussoacteo no yn. 196, an. | or 3JIMTXM, & cayyaute Korato
YHACTHHKET € NMPOM3BOINTEN W MPEANara NeKapcTBEHUTE MPOAYKTH, KOHUTO MPOH3BEHId, HIH Ha
Paspewenue 3a sHoc no 4. 196, an. 2 or 3JIITXM, 8 cayyanTe KOraTo YYACTHUKET € BHOCHTEN
npennara neKapeTBeHUTe NPOAYKTH, KOMTO BHACS,

10.6. leknapauusa no un. 59, an. 1, 7. 3, BB Bp. ¢ i 53, an. 2 or 3MHMII no
sanbiauTenHuA obpasel [Ipunoxenne Ne 3 ot obpasumre DOKYMEHTH Ha JOKYMEHTALMATA 3a
yyacrue.

Jabenexcka: Vioemosepenuama no mouxu 10.2 w 10.3 mpatea oa ca usdadenu cneod
damama Ha OMKPUEAHEMO KA Npoyedypama.

[Mopnuc Ha npeacTaBNABALLOTO NHULE H NeYs
Hpena Han4osa Llanosa-KnHosa

Y iibAHOMOLLIEH NPEIcTABHTEN

+EH EHJI 11 ®APMA BBIITAPHS" EA

A&D Pharma Bulgaria EAD

Address per tax registration:

24, Rozhen Blvd,

1271 Sofia, Bulgaria \
Company number 131107072
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