J1OTOBOP
3A JIOCTABKA HA JIEKAPCTBEHM NIPOJIYKTH

Huec, “?'D'E? 20Adr 81 p Codma. mesay:

“IlenTop 3a nenxnuno sapase Hpod.a-p Hean Temkos - Byprac” EOOJL ¢ anpec: rp.byprac, s-c
TMasvp, MNMapk esepo, EMK 000053202, npeacrapiasano ot A-p Haas Kuposa Weanskosa - ynpagurei,
HapHuano no-10ay 3a kpatkoct LJIEYEBHO 3ABEJIEHHE — BB3JTOKWTENT 01 cana crpana

"

"OLOHHKC ®APMA" EQOJL, cue ceaannume w aapec Ha ynpasaenne: rp.Codua, Paion p-u
Cryaentekn, ya. Oxonospweren nwet No 199A, EMK 203283623, npeacrasiasabo o1 Becennn
Beanukos Kynes - yopasuren v Kpacumup Hakoaacs HUKONACE - MBAHOMOUHHE HAPHYAHD NO-100Y
1a kpatkoet ZWMHTBJIHHTEN™ ot apyra crpana.

na ocHosadue #. 112 o1 Jaxona 3a oGuecteennTe nopeyin (300, BEE BPB3KA ¢ NPORCIEH BhTPELLEH
KoHKypenTen wibop/aonstanesa oepra no Pamkopo cnopazymenune Ne PJ-T1-151 ce cmoun
HACTOAWNA JOTOROP 38 CAEIAHOTO!

L NPEJOMET H CPOR HA JIOT'OBOPA

Ya, 1 (1) JEHEBHO 3ABEJAENNE — BLITOKHUTEN srsnara. a WITEJANHTEAST co
JANLIKARA 13 HIBLPIH A0CTARKS HA CNEAHMTE NERAPCTECHH NPOAVETH!

Odocodena notuuna N1

Auaromo- | Mewmaynapoano LLasmn na | Muapia Kommaee o
TCPANEBTHYEH KO | nenaTenTHo HPHIOARCHIE fmg,
IATC-kop/ nmanmenosanne [INN/ tabl., ml

i - ! _jmap./ =
NO3IAGDI ) Walproic acid nepopanna TELpAa | mg | 43005000 .
NOZAXTO Pregabalin NepopaiHa TeLpaa | mg 23100 |
NO4AANZ Biperiden Nepopaiia TELpAa | mg 176700 |

| NOSABO2 Fluphenazine napeHTepaiia mg 3750 o

| NOSAHO3 Olanzapine napenrepanta mg 4530

E_H{F{:A B8 Fluvoxamine | nepopanna TeLpaa | mg 9000

{2] ILU['{}BG[J'I{I' BW3E B CHAA O Jarard g NoJNHCRAHETD My OT JBETE CTpald B« Cho OOk 0
3122020 1

IL HEHH 1 OBIHA CTORHOCT HA JIOCTABKUTE 110 JIOTOBOPA

Ya. 2. (1) Lenara na croknte no wil ¢ curaacho ueHoro npeanoxenne ha H3ITBJHHTEILS,
HEPaiaeHa HacT OT J0ToBOpA.

(2} Llenara BEI0OUBA CTORHOCTTA Ha CTOKATA, ONAKOBKA, 3ACTHNOBKA W TPANCOGPT A0 JEHEBHOTO
JABE/IEHHE — BB3JIOKHTEI npy MunuManed Cpok Ha roasoct e no-gparbk o1 40 % o1
OGSBEHUA OT NPOHIBOANTENN 38 AEKAPCTBECHNTE NPOIYKTH WM HE NO-KpaThk o1 20 % o1 obasenna o1
NPOMIBOANTENN 38 DHONPOAYKTHTE WK BHonoA0GHHTE NPOAYKTH. MUHHMATHHAT CPOK HAa TOAHOCT Lo
ONPEAEIs KbM A3TATa HA BCHKA JOCTABKA HA TICKAPCTBCH TIPOJAYVKT.

(3) Ofwara croinoecT Ha aocraskute no aorosopa € a0 19502,73 (aseTHateceT XMASAN NETCTOTHH W
ABa JERa M ceaeMaeceT u TpH or.) nesa Ges swoved JUIC v ono 2340328 (asanecet uoTpR XMARAN
HEHHMPHCTOTHH 0 TPH JICBA W BATeCeT W ocem ¢1,) Jesa ¢ ekmoven JUIC.

(4) LleHaTa no Ao0rosopa ¢ pMECHpatia, HE NOANEHKN Ha NPOMAHA 38 CPOKD Ha ACHCTRIC Hi QOTOBOPI,
oceel B cayuante Ha |16 o1 30T



(5) B cayuaii, we npes BpeMero Ha ASHCTBHE HA CLOTBETHHA JOTOBOP CTOHHOCTTA, KOATO Caeika 1 o
TANMALLE C NVOAHMHH CPEACTEA HA JCKAPCTREHH NPOAYKTH 0T [TOIMTHEHHA NEKAPCTECH CIUCLK CTaHe
[O-HWCKA OT A0TOBOPEnaTa, 1enelHOTO HEeICHHE — BLII0MATE Ge3yCoBI0 3aM1ata NeKapcTBcHiTe
NPOAYKTH HA NO-HHCKATA ¢ TORHOCT. CHHTAHD 0T

- JATATA HA BAMIAHE B CHAA HA pelienne 1o Ha HalMOHATHHA CLECT N0 HEHN 1 PEHMOYPCHpane
Ha fexkapeTeendTe npoaysrn ( HOLIPIT):

- JaTaTa Ha akTYAnMIALMATA Ha [lOIMTHBHHA IEKAPCTEEH CAMCHK No pena Ha un. 57, an. | o1
Hapenbara 2a yCrosuaTd. NpaBiniata W peaa 33 perylupaHe u perncipHpaie Ha LeHHTe Ha
nekapersenute npoaykrn (HYTIPPPLUIT) 32 A¢KapeTECHHTE NPOAYKTH ¢ HAMANSHA CTORHOCT 34
ONAKOBKL. HAMRCACHA HA Gala pedepedTHa CTeRHOCT,

B cnygante no npeixoiHoTo HIpeYenne, CToifHOCTTa ce onpeaeis KbM MOMEHTA Ha JOCTaBKITA
(MOJINUCEAHE HA NPHEMO-NPLEAARATENIEH TIPOTOKONL).

I YCJIOBHS 1 HTAYHH HA TUIATITANE

Ua, 3 (1) lNaawadero no HACTORUMA 10TOBOP C8 DCBLUIECTRARA Mpe? DAHKOB NPEROI OT CTPand Hi
JEYEBHO 3ABEJIEITHE — BB TOKNATEI no nocodecnara s . 150 an 3 GAaHKoBA CMeTKL Ha
HIITBJIHWTEA.
(2) 3anAauaneTo Ha CTOKHTE N0 J0FOBOPA CE HIBLPILER OTHKEHO B ¢pok 10 60 fectaccernn! aen,
Cleq NPeCTaBAHE HA CACIHUTE TOKYMEHTH!

1. JocTtagHa akrypa. cheragena curaacno nincksanmnata va 3JU1C w TITJUIC:

2. TlpuemaTenno-npeiasaTeini NpoTeRaIH,
(3) B cayuail, ve nocosennTe B v, 3, a0, 2 A0KYMEHTH Ca HEPEOBHE WIN HE ¢4 KOMTICKTOBAHN,
erure ce spuiat va U3ITLJIHHTEJA ¢ npuemarenno — npeaasatenes NpoTokoi 3a Winpassite Ha
nepeanocTate, Cpoker no 4.3, an. 2, anousa Ja Teue OT JaTaTta Ha PCICTABAHCTO HA NOCICIHNY
HIHCKYEM €€ IOKYMEHT,
(4) Tlpn hakTypupane Ha 3aABCHHTE KOAHYCCTEA JICKAPCTECHH NPOAYKTH. N0 BCAKD OTACHHG SANBKL.
HEHATA HA ONAKOBKA HE Cheisa Aa Haisuiiasa onpenencHara B [TO3NTHEHUS JCKAPCTECH CTIMCRK-
[Mpuaoskenne No 2, pedhepenTia ¢TofHOCT Ha ONAKOBKA 38 CHOTRCTHHA NCKAPCTECH NPOAYKT. B coivuai
Ha W3YMCARBAHE HA CTOMNOCT NO-BHCOKA OT pedpepenTHara CTORHOCT HA ONAKOEKA 3a CROTECTHHH
AEKAPCTBEH TPOAYKT, CTOHHOCTTA € HAMAIABA M 3AMUIANE 10 CTOMHOCTTA HA ONAKOBKA ONpeic/icHa B
[Mosurnenna NekapcTeed cnueki- Tpuaomenne Ne 2,

IV, CPOK HA JTOCTABHIE

Yo 4 (1) JEYEBHOTO 3ABEJAEHHE — BhLIOKHTE sansnna HCOOXOINMUTE MY KOIHHCCTEY
¢ nuemena sasera o M3IFBJIHWTENS. 3asexara ce BpbMBa AMHAG Cpeuly  NOANHE  Hd
M3IMTLJAMHTENSN win ¥OLIHOMOUMIEHD OT HETU JHUE WIH CE W3NPaIa ¢ NPEnophtans nuemo L
0OpaTHA PAINUCKD. NO PAKE WK N0 CACKTPOHEH MBT.

(2) Beaka oTAenHA 10CTABKA. Clleata 13 ObE Q0CTAREHE B CPOK [0 7 KATCHAAPHA JHH COe NIy IaRaHe
pa aaankara o1 JEYEBHOTO 3ABEJIEHHE — BL3JTOMHATE # 3a konnqecTsara v onakorkHTe
(CLOOPAIHO KOHKPETHMTE JNCKAPCTREHH APOIYKTH, NOCOYEHH B TEXHHUCCKOTO NPeilomenie na
WINLAHMTEAR), TOMHO onpeaeacnn B zasskara. B coyuail, ve ce npagyn MbpBa Q0CTABKA OT JIdIH
NAPTHIL HA JEKAPCTBEH NPOAYKT, ce npeacrass Ceprudurar 3a 0cBo00HIABAHE HA NAPTHIATI. HilaAeH
of keanwuumpano Jmue no 3ATIXM na enekTpOHeH HOCHTED WM DO COCKTPOHSH LT Hi
CAEKTPOHHATA NOWE, NOCOMEHA KATO AJPEC 3a KOPECNOHACHUMA NPUIPYKCH ¢ NPEBO Ha OLArapeKn
ek 0T hUpMa, CIOUMAE A0r0BOP ¢ MHUHHCTEPCTEO HA BLHIHUTE Palorn 3a WIBLpuiBaie Ha
otpuumasnn npesoan. HalpoeHnme J0KYMEHTH Ce NPEICTARAT B CROTBETHOTO 3BEHO. ONPLILICHD O
AeqeDHOTO 3aseaenne — BLanoauTen, Tpn cheipaiy 10CTARKH HA TEKAPCTBCHN NPOAYKTH OT ChiiiTa
MAPTHIAA. CEPTHIPHEATLT HE €€ NPEICTABR,

(3) B cavuait na peobaoammoct of  enemna  aocragka, JEHEBHOTO JIABEJIEHNE -
BLIJOARHUTEN nocouss wipuino B jaserdrg, e e HeoDXoanma i OB WIBLPUICHE Coeiiia
aocTaska, B 1o cayuai, 10CTankata caeara 14 ObAe HIBLPIIEHA 0 6 48t 0T NOYIABAHE HA JNERITY

-



M 33 KOMMMECTBATA M ONAKOBKWTE (CLODPAIHO KOHKPETHHTE NEKAPCTECHM NPOAVETH. MOCOMCHW B
TEXHHUECKOTO NPEAIOKEHHE HA WINBIHUTENA ). TOUHO ONPEJEAeHN B 3asBKaTa.

(4) HBBJIHUTEJAT ce saanmkasa. 8 ¢pok 40 | paboten aen, 8 caywante no at 2 » B cpok jo |
yac, B CAYYAWTE Ha al. 3. CAed NOAYMABAHETO HA BCHKA 3A8BKA [1a YBEAOMH NHCMEHO WK 10 i
JEUYEBHOTO 3ABEJAEIHE — BL3JOMNRHTEN g cayuail ye e MOIKE 1@ MIBLPLIM JOCTALKD WK
B CAYYAH, Y€ He MOUKE 18 CNasi CPOKET 38 HIBLPIIBAHE HA JOCTABKATA, NPLAMET HA KOHKPETHATA JadBI.
(5) KbaM faTtata Ha BCAKa Q0CTABKA, OCTATEUYHUAT CPOK HA TOAHOCT HA NEKAPUTBCHUTE NPOAYKTH. ClICiIka
na OLae He no-—Marbl or 40 % faerHpuaecet na ¢rod o7 ODABSHHA OT NPOHIBOAHTENA,

(6) KbM gatara Ha BCAKA AOCTABKA OCTATLUHHAT CPOK HA TOAHOCT Ha OHONPOIYKT Wi GHoNoaoden
NPOAYKT, CheldBa aa Osae He no—mansk or 20 % [asageceT na cro/ o7 00ABCHHA OT TPOHIBOANTEAY,
(7) 3a koauvecTBa QoCTaeHn wimkH anukara no un 4 anl, JEHEBHOTO 3ABE/JAEHHE
BLIAOGKHTE namMa 32Tk HHE 32 NAalany.

(8) B cayuanre no ua, ML an, 7 o1 aorosopa, ¢pokeT no an 2 W 3 3anousa 1a Tede o1 i va
nuesenoTo ceraacke Ha JEUYELITOTO 3ABE/IEHHE - BhATOMHTEL

V. MSICTO HA JIOCTABAHTE

Ui, 5, (1) 32 MACTO HA J0CTABRHE Ha CTOKMTE 110 TO3H JOFOBOP €€ GNPEACHA CNeIHMA ajpec: crpaiara
va Bonununa antexa wa YMbBAL Byprac. 0va.Credan CramGonos Ne 73,

(2) PHCKBT OT €AyHaiiHOTO NOTMBAKE Wi NOBPEKIAHE HA CTOKHTE npemunasa supxy JEHEBHOTO
JABEJAEHHE — BhIJNOKHTE o1 MoMeHTa HA NPHEMAHETO MM Hd MACTOTO HA JOCTABRRHLC ©
NPHEMATENHO-NPLIEBATEACH NPOTUKOIL.

VL JATA HA JIOCTABSHE HA CTOKHTE

Yo, 6. 34 Jara Ha J0CTABAHE ¢& CHUTE JATATA. HA KOATO CTOKKTES Ca JOCTABCTIN 10 a/1peca NocuicH B .

5, an. L. npu yeaorusTa Ha . Yoan. 2

VI, ALK EHBST HA W3ITBJTHHTE S

U, 7. HBMTLJHMTEST o sinnkana:

1. Jla focTaBd CTOKNTE B A0TOBOpeHnd ¢pok B aa ru npeaate na JEHEBHOTO 3ABEJAEHHE —
BLAMODAHTE.L

2, Ja npeaaae cTOKMTE, NAKETHPAHK M MAPKUPAHK B CHOTBETHHN BHI, KOJWHMECTBO M KAUCCTED Ha
MACTOTO HA AOCTABAHE,

3. [1pn noANMCBAKETO HA 0TOBOPA 1A MIPCACTABY,

a) norymentn no 4 12, an, 1 or 301L

) rapaHuma 33 HITEAHEHNC, B cana oT Gopmure, onpeaeienun g ua. T an. 5 07 3011 ¢we cpok na
BANHIHOCT 60 AHK Ce MAITHUANES CPOKA HA JIOFOBOPA, KOATO c& oceobonacIaa B CpoK 10 OU aHl cicl
H3INLAHSHHE 1a A0rosopa, B cayuail, qe BAIAHOCTTA HA FAPaHULHATAE WITHUA TIPEAN A0T0B0pa 1a Ok
manbanen. HIMBJNHTEAT ce saiuukasa 138 YIBIHH CPOKA HA BAIHIHOCT HQ rapadinaTa o
FOMIKOBA JIHH, TAKA ¢ TApauipsiTa 14 NOKPHBA D¥AKBAHNA CPOK 33 W3NBIHCHIE HA QOTOBOPA Hoe Ol
ann, Papanmnsita e s pasvep na 3% o1 croiinoerra na aorosopa Oes /ULC s i na 585,08
JeBd.

(4) Ja gocrass nekaperBenn NPOAYKTH. KOHTO  OTTORAPAT HA WINCKBAHMATA WA Jakona i
ACKAPCTBEHNTE NPOAYKTH B XyMannata meanunna (3JITIXM) — Jia npuresanat sainine paspeticime
1a ynotpeba B crpavara, niaageno no peda na 3AHXM wan Pernasent (EQ) Mo 726/ 2004 1. Ha
Erponeiickus napiasment n Cepera /ua. 23, an. | wa 3JTTXMY/.

(5) Ma nocrass NEKAPCTECHH NPOUAVKIH, KOHTO ¢4 BERIODYCHK B [Mpuaomcnne Ne 2 na [lotwreeius
JEKAPCTREH CIHCEK.

(6) B cayuaii, 4e ce npasn Nbpsa JOCTABKA N0 JAJCHa NAPTHAA HA NCKAPCTECH NPOAYKTY, 14 Npeiciaki
Ceprudmkar 3a 0CBOGOAAABANE HA NAPTHAATA, HAIANEH 0T KBANHMIMPAHO Jule 1o FANXM na
CACKTPOHEH HOCHTEN MAW MO0 CACKTPOMEH NBT HA eACKTPOHHATA NOWA, NOCOUCHA KATO iped i

1
:



KOPSCTIOHACHLUHA, TNPHARYACH © [Opepol Ha R_}'IJ.'IJ'HPL'KH CIHK 01 q}IrI[J.'\Iﬂ. CEANMAIR AQrosop o
Mu HHCTEPCTED HA BLHILHHATY pIiGU'['H A3 HIRLPILELHS HA U{IJIII[IIR.L'II-]I[ MNPEBOIH.

VIIL 3AJUBJGKENNS HA JIEHEBHOTO 3ABE/IEHHE - Bh3/JIOKHTE

Un. 8 JEUYEBHOTO JABE/IEHHUE - BBAJTOKHTE ce sannnmaea:

. Ja nprese Q0CTABCHHTS B UK 0 HA MACTO CTORH, ChOTBETCTEALLM N0 BHIL, KOIHYCCTRO HKHHCC TEY
Ha ONHCAHOTO B HACTORLLHA _EUI'I.]HUF].

2. Jla zannmari QOCTaBEHMTE CTOKM MO Pefa Ha . 3 0T HACTOALLHA JOroBOp,

3. Cneps npuEIKUBAHE WAMTBIHEHHETO HA J0TOBOPE 18 0cBo0OIH TAPAHUMATA 33 WANKIHeHNE, Do 1
ILJIACH THXBH 33 CPORA, ped KOAT0 CPeacTBATA JAKOHHO Ca NPSCTORIR ¥ HEro,

IX. HPHEMAHE H HPEJABAHE HA CTOKHTE

Un. 9. (1) MNpneManeto Ha CTOKHTE C¢ H3BLPLIBA HA MACTOTO HA OCTABAHE NOCOYEHO Bl Boam |
(2) HITLJAHHUTEJIST wim  YOBAHOMOLWEH 07 HErQ  NpejCTaBuTe] W NPecTapuTe]  Ha
JEYEBHOTO 3ABEJEHHE - BbBIUIOWHTE noanucear npueMareiHo-npelasareict
MPOTORO, ¥I0CTORBEPABALL NOAYHABAHETE HA CTOKHTE.

X. KAYECTBO, FAPAHIHH W CPOK HA FOJLITOCT

Yo L. (1) Crosmre, npeaMer Hi HacTodiag 10rosop, COeisd 18 OTrOBAPAT HA HIHCKBAHUATA Ha 1.
T.oan.4n 3,
{2) K'bM Jarata va J0C TAaBKATA, OCTATEMHNAT CPOK HA FOAHOCT HA ACKAPCTBCHUTE IPOAYKTH, COCABA 14
Obae He no—manbk 01 40 % MMernpuaceer na crod 0T 00BEHHA OT NPOHIBOIANTEIN,
(3) B cny4ail Ha JOCTABKA HA JICKAPCTHEHMA NPOAYKET C 110 — KPATHK OT JOTOBOPEHUS CPOK Hil TOLHOCT.
ABJAHMATAE HEYCTOMRKA 14 Ohje NPOMEHEH. KAKTO ClleaBa:

o1 39.99% a0 30% - 3 % REPXY CTOHROCTTA HA A0CTABKATA:

o1 29,99% o 20% - 5 % BupRy CTOHHOCTTE Hi A0CTaBKaT

o1 [9.99% a0 10% - 7 %% pupxy CTORHOCTTAE HA A0CTABKATA;

non 10% - 10 % sEpxy CTORHOCTTA Ha JOCTABRATA,
(4) OcrarvunusaT CpoK HA TOAHOCT Ha OHONPOAVKT /OHonoaoben NpoAYKT. CleaBa 1a Obae He No
matsk 0T 20 % /apanecer na cro/ 07 ODAREHUA OT NPOMUIBOJHTENR KbM JATaTd HA BCARA QOCTABN,
{5) B cayuait Ha Q0CTaBKd HA GHONPOAYKTOHON0A00EH NPOAYET ¢ NO — KPATHE OT JOTOBOPCHHI CPOK
H TOHOCT, ARDBKHMATA HEVCTONKY € KAKT0 Chaeasa:

or 19.99% no 10% - 2 % mupxy cTOHOCTTA Ha JocTaBKaTa;

OT 99% a0 3 % -4 % anpay CTGRHOCTTA Ha OCTABKATAL

o4 5% - 6 %0 pLpxy CrofiHocT i Ha JOCTaRKaTa,
(G AEYEBHOTO 3ABE/IEHHE - BL3TOWMRHTE sose 1@ 0 TKOGHS NPHEMAleg i CrORHTE, G0
B OJIEHS HA THXHOTO NPHCTHIAHE WM NPHEMAHE OCTATLUHMS CPOK HA TOAHOCT ¢ 00 — MATLK o1
onpeaenennd B un [0 an, 20w an, 4 MHHHMAICH CPOK Ha TOAHOCT.
(7) Moctaskara Ha ACKapcTBeH NPOAYKT ¢ OCTATHMEH CPOK HA FOAHOCT no-matek o1 10 na cro od
OOABSHUA OT NPOMIBOAHTERR 1 HA DUONPOAYET/OHONOI00EH NIPOAYET ¢ OCTATHYESH CPOK HA FOAHOCT (10~
MATEK OT 5 Ha CT0 0T ODABCHHA OT NPOHIBOAHTCAA CC HIBBLPIBA CAMO ¢ MHCMEHD ChETAcHe Hi
JEMEBHOTO SABEJIEHHE — Bb3JIOKHTE 2a KOHKPETHO KOANUCCTBO, ONPEALIEHO OT HETO.
bes wapnuno nuemeno cuiaacke na JEUYEBHOTO 3ABE/IEHHE — BL3JIOARHTE croknre nama
Ja GhIAT 3aniaann.
(8) Mckanero 3a nUCMEHO ChINacHe, B cayuauTe Ha an. 7. caeasa ga nocrknn B JJEHMEBHOTO
JABEAEHHE - Bb3JOMKHTEN & cpok a0 | (eann) padoTeH AeH 0T NONYYABAHL HI 3asBKara,
(%) B cayuanTe HA CHISIHMN JIOCTABKY NOCONCHHTE B 2l 3 W @l 3 HEYCTOHKN HE Ce npriarar.




XL OTTOBOPHOCT 3A HETOUHO H3ITLANEHHE, PEKJIAMAILINH

Ha 1L (P JIEYEBHOTO SABEJIEHHE — BBIJTOMHTEI soske 1 npeaasa pekiavMainmy npel
HAITEJITHUTEJ sa:

@) KOAHYECTEO W HEKOMITACKTHOUT Hil CTOKHTE MIIN TEXHHMECKATAa AOKYMEHTALLNA (SRHH HEA0C TATLIM);
0} KauecTRO (CKPHTH HEAOCTATLUM):

- [PH JOCTABAHE HA CTOKW HE 01 JOTMOBOPCHNRA B, NOCOYeH B Y. |

- MPH KOHCTATHPAHE Ha AehekTu Npu ynoTpeda Ha CTOKUTE.

(2) Pexnamaumu 3d sBin HEAOCTATEUM Ha cTokiTe ce npasat or JEUELHOTO 3ABE/JEHHE —
BBEIJNOMKHTEIL & moMenTa na npei1asanero Ha, 33 KDETO €8 ChCTaBA NPOTOKOL, NOATHCAH W OT 1BeTe
CTPaHH.

(3) PexnaMalinm 3a CKPHTH HEIDCTATEIMN CE NPARAT NPE3 UENHA CPOK HA TOAHOCT HA A0CTABCHHTE CTOKN,
KATO PERNAMALIMATAE ¢ NPHAPYAKABD 3a0LEKHTENHC 0T KOHCTATHBEH NPOTORGI. MI1AJEH  OT
Hanenunrennara areHuns 3a Iekapersata,

(4) JEYHELHOTO 3ABEJEHHE - BLIIOKHTEN e annmuo 1a  YECA0MH DHCMEHD
HIITLJHHTEJLH 3a yeranosennte Jedekry B 5 (0eT) AHEBEH CPOK OT KOHCTATHPAHLTO HM.

(5) B pexaaMaunute ce nocouBa HOMEPET HA AOTOBOPE, TOMHOTO KOAHUYECTEO HA NONYHEHHTE CTOKH ©
FEXHMA NAPTHIACH HOMUP. OCHOBAHNETD 33 PEKIAMALNA U KoagpeTHoTo nekane va JIEYEBHOT(O
JABEJIEHHE - BL3TOMWHTEL

(6) B 5 (ner) avesen cpok o1 noayuasane va pesaasannata, HINTBJIHHTEJNHT cacasa na ortrosopn
Ha JEYEBHOTO 3ABE/LEINHE BB IOWHTEN nucsens B KOHKPETHO a0 Opiesi
PEKAAMALIHATA HITH S OTXRBPIH,

(7) Hpn pexaamanna 3a sean veaocrarsun HITBJIHHTEIST ¢ ansaen & ¢pok 01 2 palotnn anw
OT TOAYHABAHE HA PERKAAMILMATA 33 CBOA CMCTKA W PUCK 8 J0CTABM Ha MACTOTO HAa JA0CTABAHE
ROUTHHECTBOTO JIHICBAILH B IOCTABRATE [ HEROMIEKTHNA OTOBOPCHH CTORH.

(8) Tlpn pexnamanns 3a ckpurn Henocrtarebun. B cayuain we H3ITBJIAHHTEJSIT ¢ npuen
PCRIAMALMATL CHILMAT € ATbikeH B [ {1e0eT) IHERCH CPOK OT NONYHABANCTO A 18 SAMEHH Q0OCTABEHHTE
HESOTOBOPEHH 110 BHLS BeleRTHH CTOKH 33 CRO% CMETKE B pHeK 1 no npeuenka na JEHYELBHOT
JABEJEHHE — BLIJOKHUTEN ja wepue CROTBETHATE HacT OT 3aniateHa’a ueHa, Belno o
ALAKHMHTE JTHXBH,

(9) H300peLT Ha NOCOMCHUTE NO-TOPE BRIMMKHOCTH /18 C€ FhLPHE CHOTBETHATA YaCT OT NAATEHOTY WK
a@ce Jocerasdat noen crokn npupainexn Ha JEHEBIOTO SABE/JENHE — BB3JOMKHUTE u ce
YOPAHKHARA 0T HErD noa Popmara na nuemeno yveeaomienne 10 HIITBITHHTEJS. karo paixoanre o
PHCKOBETE N0 HOBOTO A0 Tasane ca s eaeria Ha H3IThLJIHH TE LS.

(10) Croxure, npeamer wma pekaamauns ce cwxpanaeat o1 JIEYELHOTO 3ABEJIEHHE -
BhIJTOWHTEN 1o vpekaane na pekaamalnnie,

XL OTTOBOPHOCT HPH HEMZNTLJANENTNE

W, 12, (1) 3a HensiibIHeHne Ha 3aTh/BKEHHATA CH N0 HACTOALLMA JOTOBOP ¢ HAKAIOUSHHE HA TEIH N0
wio 1 an 2 nans 4 HMTBJINUTEST awaskn veyeroiika e pasmep va 0.5 % #a aen Bupxy
CTORHOCTTE HA KOHKPETHATA 3asBka. Ho He noeede o1 10 % (AeceT npouenTta) o1 CToRHOCTTa na
KOHKPETHATA Ja9BKa. KAKTO M 00CILETEHHE 38 NPETHPNEHHTE NSHCTRRTEIHN BPEIH B CIVIANTE, KOraTo
¢ HAAXBLPAAT J0rOBOPEeHard neyeroika, B cavuante no un. 4 am 3. nocodeHara 8 npeaxoiHoTo
H3PEHEHHE HEYCTOKA B pasmep na 0.3 % oo Hauueaasa 34 BCEKH 4ac NPOCPoYME, HO He nokese o1 10
Yo (NeceT npoucHTa) O CTORHOCTTA HA KOHKPETHATA 308BKA. KAKTO W 0DE3LIETRHNE 38 NPEThPICHNTE
AEHCTBHTEAHH BPCAH B CAYHANTE, KOTATO Te HAAXELPAAT J0TOBOPEHATA HEYCTOKA,
{2) Korato npu wanuame na peknamaann, H3ITLJIHHTENT ne winbinn 3a1smKeHsITa ¢n no
paziaen X1 o7 HACTOAUMH J0T0BOp B CpOK, Chnat awamn wa JIEMEBHOTO 3ABE/IENHE-
BLINOAKHUTEN weverodikn v pasyaep uia 2 % 07 USHATA HI CTOKWTY. 38 KOMTO ¢l HAOPARe M
PEKIAMALHNTE,
(3) JEHYEBHOTO 3ABEJIEHHE — Bh3JIOKHTES yaorieTsopasa Npetediinie €0 0THOCHD
HEHAITHIITHEHHETO Hi .'ll]|l"l’p{]!“l. RaKTD H i FAnauaHe Hit H-L':n L'I'Uiih'l.lll..' il L'Irlfli‘l."l Fiit
H3TTLJHHTEJES ka0 saippoka rapanunsTa 38 n3nsAneHne 1o 4n. 7, a3, Oykea 07 01 2010Bopa,
KATO npeanpuema achicTers ta nelinoto yeronsane. B cnyuall, ve CTORHOCTTA Ha rapaliusra s
]



WIMBAHeHHe He nokpusa sondkn aeiaaymin of W3ITHBJIHHTES neycroiixn. JEMELHOTO
FABEJIEHHE — BL3JOMHUTEl npuxsala QuGKAMHTE CYMH 0T HACpeiiy NAALAHHE KbM
HAILJAHHTELA.

(4) Mpu tpu meTit Bunoena 3abasa na U3IFBJIHHTELS. npoaeknig ¢ nosede o1 NOJ0BHIET 01
CpOKa 33 MAMBLAHCHME HA CHOTEETHOTO HA0LKCHHE, B PAMKATE HA Tpn Mecela AEUYELHOTO
BABEJIEHUE — BB3JOXKHUTE wma npaso ja npekpard A0rosopa CAHOCTPAHHY L | 5-AHeBHG
Npean3BecTHE.

(5) JEYELHOTO 3ABE/IEHHE — BEIJOKHTE uma npaso Qg npekpary CAHOCTRIHHD | (§0a)
[PeARIBECTHE HACTOALLMA JAOTOROP B CAYHAT HA CHCTEMHO HETOYHO WIMBAHSHHE HA 3TLIKCHIAT O
HIBJHUTENS w npeasseHd DOBCHC OT TPH PEKNAMALMN B PAMKHTC Ha TPH Mecceld ol
JEYEBHOTO 3ABEJIEHHUE — Bh3 1OKHWTE no peaa na riasa X1

(6) B cayuait. ve no ornowenne va H3ITBJIHATENSA nacruust 0GeToaTencpata no wi. FMyan. |, w
w535, an | o7 Jakona sa otwecreennte noprakn, JEYEBHOTO 3ABE/JIEHHE- BB TOWHTE. ]
MMA APABO 18 NPEKPATH CAHOCTRAHND HACTOAUMA AOTOBOP. D3 NHCMEND TIPCNIBECTHE 1 G 1A U b
HEYCTOHKN.

XL OPCMAKOPHH OBCTOATEACTBA

W, 13 (1) Crpannte N0 HACTORMMA A0TOBOP HE ALIKAT 0DEIMETEHNE 3a NOHECEHT Bpeain i ryoi.
AKO NOCAEAHHTE CA NPUMHHEHN B PEIVATAT HA HENPLOAOIHMA CHAA.

(2) AKO CTPANHATA, KOSTO € CACABAN0 A HATLIAHM CBOE 3ATBIACHUE N0 0TORO P ¢ DHA B waiasa. 19 He
MOBKE I CC NO30RARA HA HETIPeOAOIHMA CHIE.

(3) “Henpeogoanma chaa’ 10 CMHCLIA HA TO3M JOTOBOP € HENPEABUACHD WA HENPEAOTEPITHMO
CLONTHE OT MIBLHPCACH XAPAKTEP. Bb3HHKHANO LA/ CRIOYBAHCTO HAa 10roBoOpa.

{4) Crpanara, 3aCErHaTa 0T HENPEOIOINMA CHA. € THAHA 18 NPEATIPHEME BCHYKH STICTRI C Ipkara
Ha 200bP CTOMAHMHE, 31 43 HAMAAN [0 MHHMMYM NOHECEHHTE BRI M 301 y0n. KAKTO M 14 YECI0MA
MUCMEHO JIPYFaTa crpana B 7-AHCREH CPOK OT HACTLIBAHETO HA HONPEOAOIHMATA CHIA. [pw
HEYBECAOMABAHE B NOCOMEHHA B 1PEIX0THOTO WIPENEHHE CPOK Ce TRIKN O0CIIETEHNE 38 HaC LI
o7 ToBa mpean. Henpeogoammara cuii co A0Kaika 0T JACCTHATATA Crpana oh ceprudmKar
(POPCMAAOP, HIAAAEH 10 CHOTECTHHS PEALOT KOMICTCHTHHA OPIan B ALKABATE, B KOATL C3 HACTLIRIN
JIOPCMAKOPHHTE ODCTORTEAC T

(5) Jlokato Tpae HenpeoaLIHMATA CHAA. HIMHIHEHHETO HA 3A0BIKCHUATA W CELPIAHNTC © DX
HACPELLHH 3TLIHECHA CC CTINpL,

(6) He npeactannspa "Henpeoaoinma cnaa’ ChONTHE, NPUUHHEHD 110 HCOPERHOCT MUK MPE VMULLICHO
ACHCTEHE HA HAKOA OT CTPAHWTE WK TEXHH NPEACTABNTENHN WHAN CIYRUTCIH, KAKTO W HEAOCTHIR
papiany cpencrea na M3NBJINUTENS 1 JEMEBTOTO 3ABEJIEHHE - BhITOWKHTEL

X1V, CHOPOBE

Yo 14, (1) BranukpannTe npes speMerpacHero na 10rosopa Cnopoie i pastHoriacis MKy cipanmic
Ce PEIABAT HPes NPErOBOpH MEALY TAX. [TOCTHIHATHTE IOTOROPEHOCTH CE oepopMsl B He e opai
W CE MPEBPLLIAT B HEPATASIHA HaCT U1 J0F0BOPaA.

(2) B cayuail Ha HENOCTHIAHE HA J0T0BOPEHOCT 110 MPEANOARIA YACH, BCHIKN CHOPUBE. NTOPOIACHT UT
TO3H AOTOBOP WK OTHACALLN ¢€ /10 HEMO. BRIFOUUTENHO CHOPOBCTE. NOPOACHI OT HAM OTHACALLN Le 10
HETOROTO TRIKYBAHE, HEACHCTEHTCAHOUT, HEHINEIHCHIE HAH NpeKpaTaBane i OnaaT paipelnasiHn
cnoped OBArapCKNTe MATEPHATHI M NIPOLECYATHH JAKOHH 0T KOMICTCHTHHA Chi N0 P/ Ha ITIK.

XV, ChOLHLENNS

Ua, 15, (1) Benuky choDiienns Meway CTpanuTe, CBLP3aH ¢ HINLIHEHHCTO HA TOSH JOTOROP L
BAIHH, AKD €A HANPABEHH B NUeMena (popMa 1 ¢a NOANHCAHT OT YILIHOMOUCHHTE NPCACTARH AN
pa H3NBJIHUTES wan JEMELHOTO JABEJIEHHE - BL3JIOKWTEL
(2) 3a gara na CLOODMIEHHETO Lo CMaTal
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v OATaTa HA NPEAABANCTO — NPH PhUHHO TIPETa BaHC Ha CHODLIIEHHETO!

v JATaTa Ha NOUIEHTEQTO KJCHMO Ha Uﬁpﬂ'l}{ﬂ]ﬂ PAIIHCKD — MPH HENPaUians Mo NOWATAL

v OATATA HA MPUEMAHCTO — NPH MNPl (1[%] lbi!.‘r{i‘ wnn e-mail.

{3‘} 3a panuaHu AAPECH 33 NPUeMaHe Ha CROOLICHHA W OAHKOBW CMETKH. CRLPESHE C HACTORLLHH A rORA
CC CMATAT,

3A M3NBAHWTES: A NEYEBHOTO 3ABEIEHHE- BB3JIOWHTEL:
rp.Codma. Paiion p-n CryvienTekn, rp. Byprac. k-¢ Jlazyp, Hapk ezepo

v OKonoBpLLeTeH BT Ne [YYA

officei@phoenixpharma.bg ¢cpz burgasi@aby.bg

BIC:; UNCRBGSF BIC: UNCRBGSF,

IBAN: BGTOUNCR9660 1030899501 [IBAN: BG7T4UNCRT70001523809180.

BAHKA:  Yuukpeant byvadanx™ AJl BAHKA: Vuukpeanr Byvnbank™ All

{'-” n]}ﬂ NPOMAHD Ha HOCHEHAH no an. 3 aped 1IN OAHKORAR CMETKA CLOTBCTHATA FriHa & b Hal 14
YMBCAOMH ApYrard B TPHAHCECH GO OT IPOMAHDTA.

XVLJIFYIH YCITOBHA

Ua. 16, (1) [pasata i 300L1MEHUATA N0 HACTOALULNA A0TOBOP HE MOTAT 14 CC NPEXBLRAAT SAHOCTPAHIO
HaE TPETH JIMUa W 10100 HI AKTOBS HE NOPAHIAT NPABHO AeicTRHE De3 NHCMEHOTO CHITIACHE HA ApYIaTa
CTPAHA. GCBCH B CAVHANTE HA ODCTIEIARIHE (FAPAHTHPAHE]) HA 38 THIKEHNA N0 DAHKOBN KPeanTH.

(2)  3a HeVpeASHMTE BLUIPOUH B HACTOSIMA J0TOBOR ¢ Npuaara Qelcrranoto  Ouarapeso
FAKOHOJATEACT RO,

XVIL HOJIHNT LI HHTEH
(RPIAGHCUMG M 6 CUVIAIIIE, § KOURO  WI0POREA 30 WATOIREMET VHQUIHEK ¢ RUCoNIen Be tije
MR ROOUTRRAN N, T CROYGENE 1 OVKOGOMO Cmapievaieniie

U, 17. (1) HOJM3NTGJAHHTEUTE 1pabea 13 0TrosapaT HA CBOTBCTHHTE KPHTEPHK 44 noadop
CLOGPAIHO BHAA W 1803 OT NOPLYKATA, KOHTO LI WINBAHABAT, H 38 TAX 13 HE G4 HLIHLEC OCHOBANA 50
OTCTPaHABAHE OT NpoLEaYpaTa,

(2) JEHELHOTO 3ABE/JIEHHE — BBINOKWTEN winckea samina Hi HOJM3TTRJIHHTEN,
KOHTO HE OTTOBAPM Ha VCAoBNsTa no an, |,

(3) Koraro uacrra o7 NOPLUYKATA, KOATO Ce HINBLINABA OT NOJUSITLHHTENL smowe g Onae
npeaagena kato otiaened odert na WIHTBANHTEH wan na JAEUMEBHOTO IABLEINEHNE -
B'b3JIOMKN TEIL nocae s samiana suinarpascienme sa vasm sact va HOJAHSINL THITE. 151,
(4) Pasngamanmara no  an. 3 ce OCBLUICCTBABAT  BL3  OCHOBA  HA  HCKAHC.  OTNpaseHd ol
HOJM3ITBJAHHATENS a0 JEHEBHOTO  3ABEJAENIHE - BL3IOARHTENL  upes
MIITBJHHTESL. koil1o ¢ 6KeH 18 1o npeioctasy Ha BRINOEHTCNN B | S-IHEBEH CPoK Ol
NONYHABAHETO MY,

(5) Kum nowanero no an, 3 HIITHBJHHTEJHT npeaocTaps cTAHOBHILE, OT KOSTO 13°C BHANG A/l
CCTIOPEA NIAILAHKATA MK 30T OT 19X KAT0 HEALIRHMA,

(6) JEUEBHOTO 3ABEJIEHUE - BbIJOWHTEN uma npaso 13 OTKGKC Djallase no at. 3.
KOTATO HCKAHETD 38 MUJIAUEAHE € OCIOPEHO, 10 MOMEHTA HA OTCTPAHABAHE. HA TIRHYHHATI 34 0TRASA,

(7)) Hezasucnmo o1 mznoassanero Ha THOJH3MTBIHHTEIN otrosopnociia sa nimsanchine Ha
acrosopa ¢ va H3NTLJIHHTE LS.

XVIHL 3SAKTOUMHTE THH PASHOPE/ILH

Wor, 18, (1) [lpy cheTagaieTo Ha HACTORIINA JJOFOBOP C¢ IPCACTABNXA CHCAHNTC JORKYMEHTH!
v Hokymentn no v, 112 ar 30101

v Heknapauua no w550 a0, 6 or 3ATIXM (Rorato e npuaoikumo),

¥ lapaning 3a WINLINCHUE:



i Texuuuecko 1 LIGHOBO NpeioaeHie, HEPAZIEIHE YacT 0T J0TOBEO P,

v Hexaapaunu no 3MHALL

(2) HacTosmnar A01080p C& ChUTann B TPH SAHOODPATHI CKIEMNIIPL Ha ObLArapeKkil €K — ANH 34
W3ITLJIHUTES u apa sa JAEHEBHOTO 3ABEJIEHUE — BHIJAOWHTEL

JEYEBHO 3ABEJIEHHE - Bh IO TEL

J-p Haasn HKeanikopsa - yupasurea
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