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3A JIOCTABKA HA JIEKAPCTBEHH IMTPOJYKTH

A 1.
Jnec. \A\"k\“ 20:1?.‘.‘- r., B rp. baaroesrpan , Mexay:

LICMII-BJIATOEBI'PA/L , ¢ anpec: rp. bnaroesrpan 2700 ya. ,bpars Munaannosu™ Ne 21, BYJICTAT
101045985 , Ten/®akc 073/886954 , npencrasnssato ot JI-p Kpacumup eoprues Muxaiinos -Jlupextop Ha
LICMIT —Bnaroerrpan 1 Ceetna Kupunopa Muuosa — rinaBeH C4eTOBOAUTEN , HAPHYAHO MO-107Ty 32 KPaTKOCT
»wJIEYEBHO 3ABEJIEHHUE — BB3JIOKHUTEJL” or enna cTpana
H
LPBOHUKC ®apma™ EQO/L, cbe cepanmme u anpec na ynpasienue: rp.Copus, ya. ,,OkonoBpbeTen meT”
Nel99A, EMK 203283623, npeacraenssano or Becenun Kyner u Kpacumup Hukoaes-mbaHOMOLIHHLM,
Hapuyano no-aoiy 3a kparkoct ,ASITBJIHHTEJ ot apyra crpana,

Ha ocHoBanue wi. 112 or 3akona 3a obmectsenute nopvuku (30I1), BLE BpB3ka ¢ npoBelieH BbTpPeLICH
KOHKYpeHTeH n3bop/iombanena odepTa no Pamkoso cnopasymenne Ne P/I-11- 163 /29.03.2021 r. OII Ne 1,
" JlekapcTBeHH NPOAYKTH OT aHATOMO-TepameBTHYHa rpyna A ,XpaHocMHJaTeqHA CHCTeMa H
Metaboanznbm, OII Ne 1
ce CKJIKOYM HACTOSALIMSA IOTOBOP 3a CJEIHOTO!

I. MPEAMET U CPOK HA JOI'OBOPA
Ya. 1 (1) JEYHEBHO 3ABEJAEHHUE - BB3JIOKHTEJ pr3nara, a M3INTBJIHHUTEJAT ce zanbiaxaga Ja
M3BBPIIH J0CTABKA HA CJIEHHTE JEKAPCTBEHH NPOAYKTH:
no Pamkoso cmopasymenne Ne PA-11- 163 /29.03.2021 r. OI1 Ne 1, " JlekapeTBeHH NPOAYKTH OT
aHATOMO-TepaneBTH4YHA rpyna A ,, XpaHocMuJIaTe Ha CHCTeMa H MeTafoanibm®,
O6ocobena nosuung Ne 1

Ne | Anatomo- MexayHapoaHo Jlekapersena Msapka /mg, HeoOxoaum dpoii
TepaneBTHYECH HENaTeHTHO dopma tabl., mL./ MSIPKH
Kkon /ATC-kon/ HanmMeHoBanne /INN/
1 A03BBO1 Butylscopolamine napeHTepanHa mg
80000
2 A03FAO1 Metoclopramide napeHTepantHa mg
36000
3 A12CC02 Magnesium sulfate napeHTepanHa mg
10095
B A02BAO3 Famotidine napeHTepanHa mg
100
5 Al0ABOI Insulin (human) napeHTepasiHa U
6000

(2) JloroBopbT BIH3a B CHJIA OT JIaTaTa Ha NOJMHCBAHETO MY OT /IBETE CTPAHH H € CbC CPOK 10 31.12.2021r., Ho
ne no-Kbcuo or 31.12.2021 r.
I1. IIEHH M OBIIA CTOHHOCT HA TIOCTABKHTE IO IOIOBOPA

Y. 2. (1) Uenara Ha ctokure 1o 4n.l e curilacHO UEHOBO MPEAN0AKEeHHE Ha HU3N'bJIHHUTEJIA, Hepasjeana
yacT OT A0roBopa.
(2) llenata BK/IKOYBA CTOHHOCTTA Ha CTOKATa, ONAKOBKA, 3aCTPaxoBKa W TPAHCNOPT A0 JEYEBHOTO
3ABEJIEHHE — BB3JIOKUTEJI npn MHHHManeH CPOK Ha FOAHOCT He no-kpathbk oT 40 % oT o0sBeHis 0T
NPOU3BO/IMTENS 32 JI€KAPCTBEHUTE NPOIYKTH WK HE M10-KPaThK OT 20 % ot o0sABeHHs OT MPOH3BOAMTENS 38
GHOMPOYKTHTE WAH GHONOIOOHHTE NPOIYKTH. MHHHMATHMAT CPOK HA FOAHOCT C& OMpEAe/is KbM Jatata Ha
BCAKA JIOCTABKA HA JIEKAPCTBEH TIPOAYKT.
(3) O61uaTa cToNHOCT HA JOCTABKATE N0 A0roBopa e 1o 5898.34 ( neT XWiisiau OCEMCTOTHH JIEBETIECET H OCEM
ae 0,34) nea 6e3 skmouer JUIC 1 a0 7078.01 ( cenem XUNAAH CEAEMOECET H OCEM JieBa (0.01) neBa ¢ BKINOYEH
JAAC.
(4) Llenara no 0roBopa e GUKCHPaHa, HE NOUIEKH Ha MPOMSHA 33 CPOKA Ha JEHCTBHE Ha 10rOBOPa, OCBEH B
cnydante Ha 116 ot 30IL
(5) B ciyyaid, e npe3 BpeMeTO Ha JIeHCTBUE Ha ChOTBETHHA JOrOBOP CTOHHOCTTA, KOATO ClEBa J1a Ce 3anaia
C l'[}’6I!HHHH CpelcTBa Ha JieKapCcTBEHH TMPOIAYKTH OT [To3uTHBHHS JIEKAPCTBEH CMHCBHK CTaHe TO-HHUCKa OT
JOTOBOpeHaTa, JeueGHOTO 3aBelielHe — Bb310KMTE] Ge3yCI0BHO 3aMaula JeKapeTBeHHTE TPOAYKTH HA MO~
HHUCKATa CTOHHOCT, CHHTAHO OT!

- JaTaTa Ha B/IM3aHe B CHlla Ha peLUCHHUETO Ha HaunuoHanHHs CbBET MO LEHH H PELiMﬁ}'pCiipaHf:_ Ha
nexapersennte npoaykti ( HCLIPJIT),

. JIaTATA HA AKTYATH3ALHMATA HA [T03UTHBHHA IEKAPCTBEH CIHCBK M0 peaa Ha 4. 57, an. 1 ot Hape
3a YC/IOBMATA, TIPABUIATA W PEa 3a peryiupaHe W PErMCTPUPAHC HA LCHMTE Ha NEKapCcTBEHHTE [TPO;



(HYTIPPPLUIIT) 3a iekapcTBeHuTE NPO/AYKTH ¢ HaMaleHa CTOHHOCT 3a OMaKOBKa, 3uncieHa Ha 6asa pedepenTha
CTOMHOCT.
B ciayuaute no npeaxomHOTO M3peuyeHHe, CTOHHOCTTA ce onpeaend KbM MOMEHTa Ha J10CTaBKATa
(noanMcBaHe Ha MPHEMO-NPE1aBaTe/IeH IPOTOKOII).
II1. VCJIOBHUS 1 HAYHH HA IIVTAIIIAHE

UYa. 3 (1) [1namaneTo no HACTOSILLMS JOTOBOP Ce OCHLIECTBABA Ype3 Gankos npesoa of cTpada Ha JIEHEBHO
3ABEJIEHUE — BB3JIOKHUTE o nocodenara B 4. 15, an. 3 6ankona evmetka na H3ITbJIHUTEJIA.
(2) 3annaiaHeTo HAa CTOKMTE 110 J0rOBOPA Ce M3BLPLIBA OTIOKEHO B cpok 10 60 /lwectaecerus/ aeH, cien
npeacTaBAHe Ha CIEAHHTE JOKYMEHTH:

1. JloctaBHa akTypa, CLCTaBeHA chrilacHO WinckeanusTa Ha 3JIJ1C n TTBIC:

2. TlpuemarenHo-npenasaTe/iHi TIPOTOKOJIH:
(3) B cayuail, Y€ MOCOYEHHUTE B “l. 3, ajl. 2 JIOKYMEHTH Ca HEPeIOBHH HIIH HE ¢d KOMIUIEKTOBAHH, CHLIMTE CC
ppbiuar Ha USMIBJIHUTEJS ¢ npuematenno — npejasatelied MPOTOKON 3a W3MIPABSHC HA HEPEIHOCTHTE.
CpoxsT 1o 4.3, an. 2. 3ano4ea jia Teue OT JaTaTa Ha NMPeACTaBIHETO HA MOC/IeIHNS H3UCKYEM CE JIOKYMEHT.
(4) Tpu daxTypHpaHe HA 3asBECHUTE KONMYECTBA JIEKAPCTBEHN MPOLYKTH, 0 BCAKA OT/E/IHA 3asBKa, LeHaTa Ha
OMAKOBKA He clielBa Aa HajBMllaBa onpeneneHarta B [lo3uTuBHUS nekapeTBeH cnucbk- Tlpunomwenne Ne 2,
pedhepeHTHa CTOHHOCT Ha ONAKOBKA 33 CbOTBETHHS JIEKAPCTBEH NPoAyKT. B ciyuaii Ha n34ucnaBane Ha CTOHHOCT
No-BHCOKA OT pedepeHTHATAa CTOHHOCT HA ONAKOBKA 33 CHOTBETHHS JIEKapCTBEH MNPOIYKT. CTOHHOCTTA ce
HAMAJIABA M 3a1l1alla 10 CTOHHOCTTA Ha OnaKkoBKa onpeseneHa B IT03UTHBHMUA IeKkapeTBeH Cinebk- [punokenne
Ne 2,

IV. CPOK HA TOCTABSIHE
Y. 4 (1) JEYEBHOTO 3ABEJJEHUE - Bb3JTOKHUTE 3asBs8a He0OX0AHMHTE MY KOJIHHECTBA C THCMEHA
saseka 10 WBITBJIHUTEJS. 3agekara ce spwusa nuuxo cpemy noamuc Ha W3IMTBJHUTEA wim
VIIBIHOMOLIEHO OT HETO JIMLE WIH Ce H3NPAlla ¢ NPenophbuaHo MMCMo ¢ ofparHa pasnucka, no (ake wim 1o
eJIeKTPOHEH IThT.
(2) Besika oTnienHa A0cTaBKa, cieapa [a Objae n0cTaBeHa B CPOK IO 7 KaleHJApHM JIHM Ciej nojiyvaBaHe Ha
sasskara or JEUEBHOTO 3ABEJAEHUE — Bb3JOKHUTEJ u 3a konudecTBaTa i onakorkuTe (Cho0pasHo
KOHKPETHHTE JEKAPCTBEHH NPOAYKTH, MOCOUCHH B TEXHMYECKOTO MPEUIOKEHHE HA WM3MBIHMTENS), TOUHO
ompese/ieHn B 3asekarta. B ciyuait, e ce Mpau NbpBa A0CTaBKa OT Ja/icHa NapTHAA HA JIEKAPCTBEH MPOJLYKT, Ce
npeacrass Ceprudukar 3a ocpobozk1aBaHe Ha NapTHAATA. H3aaeH OT kpasuuumnpano auue no 3JIIIXM na
eNIeKTPOHEH HOCHTEN HIIH 110 €/IEKTPOHEH BT Ha eNIEKTPOHHATA MOLIA, MOCOUEHA KATO apec 3a KOPeCMOHACHLHA,
MPHIPY:KEH C NPeBoL Ha OBITAPCKH 3HK 0T (PUPMa, CKIKYHITA J0TOBOP ¢ MUHHCTEPCTEO HA BBHIIHHTE pabotu
3a M3BbpUIBAHE HAa O(QHMUHATHH MpeBoan. M30poeHHTe AOKYMEHTH Ce MNpPEACTAaBAT B CHOTBETHOTO 3BEHO,
OMPEAEEHO OT 1e4eDHOTO 3aBe/ieHHe — Bb3N0KHTEN. [IpH ¢cieaBal JOCTABKH Ha CKAPCTBEHH NPOAYKTH OT
chllaTa mapTHaa, CepTHHUKATLT HE Ce Npe/IcTaBs.
(3) B cayuaii Ha Heo0OX0AMMOCT OT CMeIIHA 10CTaBKa, JEYEBHOTO 3ABEAEHHUE — BB3JIOKHTE]
MOCOYBA M3PHUYHO B 3asBKaTa, Ye € HeoOXoauMo Aa Obie W3BBPIICHA CMEIIHA J0CTABKA. B To3u cmyuait,
0CTABKATA CJ1e/Ba Ja Objie U3BbpLIeHa A0 6 yaca OT NoJjy4yaBaHe Ha 3a4BKaTa W 33 KOJMYECTBATA W OMAKOBKUTC
(cbOGPA3HO KOHKPETHHTE NIEKAPCTBEHH NPOAYKTH, [MOCOUEHH B TEXHHUCCKOTO NPCIIOKCHHE HA H3MBAHHTENS),
TOYHO OIpEJIE/IEHH B 3asABKATA.
(4) MBITBJIHUTEJIAT ce 3anbiokasa, 8 cpok 10 | paboTeH JeH, B ciydauTe no af. 2 ¥ B cpok a0 1 uac, B
cAayuadTe Ha an. 3, crea NONYYaBaHETO Ha BCAKA 3aABKA N2 YBEJOMH NUCMEHO WiH 10 dake JEHEBHOTO
3ABEJEHUE - BB3JIOKUTEJ & ciyuaii ue He MOXe 11a U3BbPLIK I0CTABKA HIH B clIyyail, ye He MoIe Ja
Cniasy CpPOKbT 32 H3BBPIUBAHE HA JOCTABRATA, MPEIMET Ha KOHKpETHaTA 3a4BKa.
(5) KM naTaTa Ha BesiKa 0CTaBKA, OCTATLUHHAT CPOK HA FOHOCT HA IEKAPCTBEHUTE MPOIYKTH, CIEIBA 1a Obae
He no-maabk oT 40 % /uernpuaecer Ha ¢To/ OT 00ABEHHS OT NPOU3BOAUTEIA.
(6) Kbm narata Ha Bcska A0OCTaBKa OCTATBYHHAT CPOK HA FOAHOCT HA Guonpoaykt uan GuonoaodeH NpoAyKT,
crenra na 6bae He no—Manbk ot 20 % /neagecet Ha ¢1o/ OT 00ABEHHS OT NPOH3BOIHTEN.
(7) 3a KonMuecTBa [AOCTaBEHH W3BLH 3afBKaTa Mno i 4, an.l, JJEMEBHOTO 3ABEJIEHHE -
Bbh3JIOKNTEJ Hava 3a1b/KeHHE 3a NaLllaHe.
(8) B cayuaute no wi. 10, an. 7 0T 20roBopa, CpPoKsT Mo afl. 2 u 3 3ano4ypa aa Teye OT 1aTaTa Ha NUCMEHOTO
cvrnacue na JEYEBHOTO 3ABEAEHHE — Bb3JIOKUTEJL
V. MsICTO HA JOCTABSHE
Y. 5. (1) 3a MACTO Ha 1OCTABAHE HA CTOKHUTE 10 TO3M I0TOBOP C€ ONpeie/i CIC/HNA alpec:
rp. baaroesrpaa 2700 ya. ,,bpats Muaagusosn® Ne 21 llenTpajieH cKIa) MeIHUHHCKH pe3epBH
(2) PucksT oT cAy4adHOTO MOPHBaHE WKW TOBPEKIAHE HA CTOKMTE NPEMHHABA BLPXY JEYEBHOTO
3ABEJAEHHUE — BB3JTOKHUTE or MoMeHTa Ha IPHEMAHETO UM HA MACTOTO Ha JOCTABAHC C MPUEMATETHO-
MpejaBaTeneH npoToKodl.
VI. JATA HA JOCTABAHE HA CTOKHTE

Yu1. 6. 3a naTa Ha JOCTABAHE CE CUHTA AATaTa, Ha KOATO CTOKMTE Ca A0CTABEHM /10 aapeca NoCoveH B Uil

npw yenoeusta na un. 9, an. 2.



VII. 3AIBJIKEHUS HA U3ITBJIHUTEJIA
Ya. 7. A3O'BJIHHUTEJIIT ce 3anbnxasa:

l. Jla noctaBu CTOKMTE B JIOTOBOpeHMsA cpok M aa ru npemane Ha JIEHMEBHOTO 3ABEJAEHUE -
BB3J0OXKHUTEJL
2. Jla npenane CTOKMTE, [AKETHPAHW M MAPKHPAHW B CHOTBETHHMS BHA, KOJHUYCCTBO M KAYECTBO Ha MACTOTO HA
JOCTaBAHE.

3. Tlp1 NOAMMCBAHETO HA 1OrOBOpA Aa NpeACcTaBu.

a) nokymenTts 1o ua. 112, an. 1 ot 30I1.

6) rapaHiis 3a M3MbLIHEHHE, B eHa 0T Gopmute, onpeneneHy B un. 111, an. 5 o1 3011, ¢be Cpok Ha BaTHAHOCT
60 aHM ciie W3THYAHE CPOKAa Ha JOrOBOpa, KOSTO ce ocsobokIaBa B ¢pOK 40 60 AHM Ciel M3ITbIHEHHE Ha
norosopa. B cayuail, uYe BalMAHOCTTAa HA rapaHIMATa H3THYA Mpead J0roBopa fa Obie M3MbIHEH,
M3 BJIHUTEJAT ce 3anbiizkasa 1a Y/AbIKH CPOKa Ha BAJIMAHOCT HA rapaHLHATa ¢ TOJKOBA [1HH, Taka 4e
rapaHIMATA 12 OKPHBA OYaKBAHUS CPOK 32 M3MBIHEHHE HA oroopa nioe 60 axu. lapanuusiTa e B pasmep
na 3% oT croiinocTTa Ha gorosopa Gez JJC u Bu3au3a na 176.95 nesa.

(4) Jla n0cTaBA NEKAPCTBEHH MPOIYKTH, KOMTO OTTOBAapAT Ha W3MCKBAHMATA HA 3aKOHA 3a JIEKAapCTBEHWTE
npoaykTH B XymanHarta Meanina (3JITIXM) — na npuTeskaBaT BATHAHO PaspeLICHHE 34 ynorpeda B cTpaHara,
w3nazneno no peaa Ha 3JIMXM wan Permament (EO) Ne 726/ 2004 r. va Esponeiickus napaamenT u CobBera /ui.
23, an.1 ma 3JIIIXM/.

(5) Jla nocTaBA JeKapeTBeHH NPOYKTH, KOWTO ca BKItoueHu B [Tpunoxenne Ne 2 Ha [To3UTHBHHA JIEKAPCTBEH
CTIHCBK.

(6) B cnyuaii, ye ce npaBu MbpBa JOCTaBKA MO JaleHa NapTHaa Ha JEKapcTBEH MPOAYKT, Na [pCACTaBsi
CepTudukat 3a ocBoGoA[aBaHe Ha NApTHAATA, H3AACH OT KBATH(HLMPAHO JHLE 110 3JIITXM Ha eneKkTpoHeH
HOCHTEJ HJIM 110 eNeKTPOHEH N'BT HA eJIeKTPOHHATA NOLIA, NOCOUEHA KaTo aIpec 3a KOPCCNOHACHUHS, TPHAPYKEH
¢ npesoa Ha OBATApCKM ezuk oT (upMma, CKIIOUMAA N0TOBOP ¢ MMHUCTEPCTBO Ha BHHUIHWTE paboTH 3a
H3BbPIIBAHE HAa OQULHATHHI NPEBOJIH.

VIIL 3AABJIKEHUS HA JIEYEBHOTO 3ABE/IEHUE — Bb3JIOJKHUTE

Y. 8. JEYEBHOTO 3ABEJIEHHE — BB3JIOXKHUTEJI ce sanbikasa:

1. Jla npueme JOCTABEHHTE B CPOK H HA MACTO CTOKM, CHOTBETCTBALLM MO BHA, KONHYECTBO M KAUECTBO HA
OMHCAHOTO B HACTOSANINSA 10rOBOD.

2. Jla 3annaTd JOCTABEHHUTE CTOKM MO pefa Ha 4. 3 OT HACTOALUHSA LOroBOp.

3. Cen MPUMKIIOUBAHE M3MbIHEHHETO HA JOTOBOPA Aa OCBOGOAM rapaHumsTa 3a H3MbIHEHHE, 0e3 1a Ab/KH
JMXBH 32 CPOKA, MPe3 KOMTO cpesicTBaTa 3aKOHHO ¢a NPECTOAIH Y HEro.

IX. MIPHEMAHE U IMPEJABAHE HA CTOKHTE

Y. 9. (1) [puemaneTo Ha CTOKHTE Ce W3BBLPLUBA HA MACTOTO Ha JIOCTABAHE MOCOUEHO B Il 5, an. 1.

(2) MBNBJHUTEJSAT uan ynbaHOMOUIEH OT HEro MpeicTaBuTe] M [pEICTaBUTEN Ha JEYEBHOTO
3ABEJEHUE - BDB3JIOKHUTEJ noanuceat MpHEMaTelHO-NPELABaTE/IeH [POTOKOA, yAOCTOBEPsIBALLL

NOJIYYAaBAHETO HA CTOKHUTE.

X. KAYECTBO, TAPAHIIUHU H CPOK HA TOAHOCT
Ya. 10. (1) CTokuTe, MpeaMeT Ha HACTOALINS JI0rOBOP, CNEBa Aa OTroBapaT Ha M3HCKBAHKATA HA ' 7.a1.4mn

3
(2) KbM aatarta Ha J0CTaBKaTa, OCTATHYHHUAT CPOK HA FOJAHOCT HA ICKAPCTBEHHTE NPOAYKTH, Clie1Ba 1a Gbae He
no-mManbk 0T 40 % /ueTHpHIeceT Ha cTO/ OT OOABEHHS OT NPOU3BOAHTENA.

(3) B cryuaii Ha 10CTaBKa HA JIEKAPCTBEHMs NPOAYKT ¢ MO — KPaThK OT JOFOBOPEHHS CPOK HA TOOHOCT,
JBIDKMMATa HEYCTOHKa Aa Oble NpoMeHeHa, KakTo creqsa:

ot 39.99% no 30% - 3 % BbpXY CTOMHOCTTA HA JOCTaBKaTa!
ot 29,99% no 20% - 5 % BbpXY CTOMHOCTTA HA N0CTABKATA!
ot 19,99% no 10% - 7 % BbpXy CTOWHOCTTA Ha NOCTABKATA;
noa 10% - 10 % pbpxy CTOHHOCTTA Ha JOCTABKATA.

(4) OcTaTbuHuAT CPOK Ha TOAHOCT Ha GHONPOAYKT /GHONOAVGEH NPOAYKT, ¢iieBa Aa Gbje HE N0 MaTbK OT 20
%, /nBajeceT Ha cTO/ OT 0OABEHHS OT NPOU3BO/INUTENA KbM JaTaTa HA BCAKA 10CTABKA.

(5) B cyuaii Ha aocTaska Ha GronpoaykT/6HonoaodeH NpOAYKT ¢ N0 — KPaThk OT I0TOBOPeHHs CPOK Ha FO/IHOCT,
ALAKMMaTa HE.‘}'CTOﬁKa € KakKTo cneaea:

ot 19,99% 10 10% - 2 % BbpXY CTOHHOCTTA HA JOCTaBKATA,

o1 9,99% 10 5 % - 4 % BBPXY CTOHHOCTTA HA I0CTaBKATA,

noa 5% - 6 % BbpXy CTOHHOCTTA Ha A0CTaBKATA.

(6) JEUEBHOTO 3ABEJAEHUE - Bb3JIOKUTEJ mozke 1a oTkake NPUEMAHETO Ha CTOKMTE, KO B ACHH
HA TAXHOTO MPUCTHTaHe UK NPHEMAHE 0CTAThYHKUA CPOK HA TOAHOCT € MO — MATBK OT OMNPEAC/ICHHA B 41, 10, an.
2.1 an. 4 MHHHMAJIEH CPOK Ha NOJAHOCT,

(7) JloctaBkaTa Ha JICKAPCTBEH TMPOJYKT ¢ OCTATBLUEH CPOK Ha FOJHOCT MO-MATbK OT 10 Ha cTo oT 00sBeH!
NPOM3BOAMTENS W HA GHONPO/YKT/GHONOA00CH NPOAYKT ¢ OCTATHYEH CPOK HA FTOAHOCT MO-MAIBLK OT Smac
00SBEHHA OT NMPOM3BOAHTE/A CE€ H3BBPLUBA CAMO € MHUCMEHO ChriacHe Ha JEYEBHOTO 3ABE/IEHI



BB3JOKHUTEJ 3a KOHKPETHO KOIMUECTBO, ONpeieneHo OT Hero. be3 W3pHuHO NHCMEHO ChrlacHe Ha
JEYEBHOTO 3ABEJEHUE - BB3JIOKHTEJ croknte Hama na 6baaT 3ariallaHy.
(8) MicKaHeTo 3a MUCMEHO Chracke, B CIyUanTe Ha ai. 7, ciie/iBa 1a MOCThH B JEYEBHOTO 3ABEJIEHHUE
—~ BB3JOKHUTEI & cpok 10 1 (enun) paboTen JieH OT NOjy4aBaHe Ha 3asBKaTa.
(9) B criyyanTe Ha CHeLIHM JOCTABKH NOCOMEHHTE B a. 3 W aJl. 5 HEYCTONKH He ce mpunarar.

XI. OTTOBOPHOCT 3A HETOYHO U3ITBJIHEHUE. PEKJIAMAIIANA
Yn 11. (1) JEYEBHOTO 3ABEJEHHME - BB3JIOXKHWUTEJ moxke na npeassaBa pekiamalin rnpe
H3I'bJIHHUTEJLA 3a:
a) KOMTMUECTBO M HEKOMILIEKTHOCT HA CTOKHTE MM TEXHWYECKaTa J0KYMEHTALUS (SBHH HEAOCTATBIN):
6) KauecTBO (CKPHUTH HELOCTATBLIM):
- NPH JIOCTABSHE HA CTOKH HE OT JOTOBOPEHMS BH/L, NOCOUEH B ui. |
- NIPH KOHCTaTHpaHe Ha aedektn npu ynorpeba Ha CTOKHTE.
(2) Pexiamaumy 3a $BHM HEJOCTAaTbUM HA CTOKMTE ce MpassT oT JEYEBHOTO 3ABEJAEHUWE -
BB3JOKHUTEL e MoMeHTa Ha MPeIaBaHeTo HM, 32 KOETO Ce ChCTaBs MPOTOKOM, MOAMUCAH H OT IBETE CTPAHHU.
(3) Pexnamaiiii 3a CKpPUTH HEJOCTATBLM CE NPaBAT MPe3 LEIUs CPOK HA FOAHOCT Ha AOCTABEHWTE CTOKH, Kato
pPeKjiaManuiaTa ce npyHapysKaBa FAABAKHTEIHO OT KOHCTATHBEH MPOTOKOI, H3ganaeH oT ManbnHuTeHaTa areHiHs
3a JleKapeTBaTa.

(4) JEMEBHOTO 3ABEAEHHUE — BB3JIOKHTEJ ¢ urbiHo 1a yBeA0OMH HCMEHO M3NBJIHHUTEJA 3a
yeraHoseHute aedextn B S (neT) AHeBeH CPOK OT KOHCTATHPAHETO HM.
(5) B pexsamaumuTe ce MOCOYBA HOMEPBT HA JIOrOBOPA, TOYHOTO KOJHHECTBO Ha MNOMy4CHHTE CTOKH C TEXHHA
napTHAeH HOMEp, OCHOBAHHETO 3a PEK/IaMallks U KOHKPETHOTO WCKaHe Ha JJEYEBHOTO 3ABEJEHHUE -
BH3JTOKHUTEJL
(6) B 5 (mer) aHeBen cpok ot moyuaane Ha pexnamaiwata, U3ITBJIHUTEJAT caenpa na otroeopk Ha
JEYEBHOTO 3ABEJAEHUE — BB3NOKHUTEIL nucMeHo M KOHKPETHO falid MpremMa pekiaMalunsaTa Hin s
OTXBBPIIS.
(7) Tipu peknamaums 3a sud vepoctatbun U3ITBJIHUTEJAT e amvxen B cpok OT 2 paGotHu aHH OT
MosydaBaHe Ha PeK/IaMalisTa 3a CBOS CMeTKA M PHCK Ja A0CTABHM Ha MACTOTO Ha JIOCTABAHE KOMHYECTBOTO
JIATICBALLM B AOCTABKATA / HEKOMTLIEKTHH JI0TOBOPEHH CTOKM.
(8) [pu pexnamauis 3a ckputn HenocTaThiy, B cay4ail te H3ITbJIHUTEJIAT e npuen peknaMalliiTa, Chunst
¢ nibiken B 10 (Jecer) AHEBEH CPOK OT TIOTY4aBaHEeTO i Ja 3aMEHH J0CTABEHHTE HEJOrOBOPEHH MO BHA /
nedeKTHH CTOKH 3a CBOA CMETKa M PHCK MM 1O [pelcHKa Ha JEYEBHOTO 3ABEJAEHHE -
BBH3JIOKHUTEJI na supHe CHOTBETHATA HaCT OT 3aIUIaTEHATA LIEHA, BEJTHO C AbJKHMHATE JIHXBH.
(9) M360pBT HA MOCOYCHHTE [10-TOPE BL3MOKHOCTH Ja Ce BbPHE CHOTBETHATA HacT OT MAATCHOTO MM Ja ce
nocTaBaT Hosu ctoku npuHaiean Ha JEYEBHOTO 3ABEJEHME — Bb3JIOKHUTE.I 1 ce ynpakussa ot
Hero moa hopmara Ha nucmero yeegomnenne 10 U3IMTBJIHHUTEJSA, kaTo pasxoanTe H PUCKOBETE 110 HOBOTO
nocTassite ca 3a cmerka Ha H3IMTbJIHUTEJIA.
(10) CrokuTe, npeamer Ha peknamauus ce cbxpausear o1 JEYUEBHOTO 3ABEJAEHUE — BB3JIOKUTE.
10 ypeskaaHe Ha peknamalimmre.

XI1. OTrOBOPHOCT NPU HEU3ITBIHEHNUE
Y. 12. (1) 3a HEU3NBIHEHHWE HA 3aTBIZKEHUATA CH 110 HACTOSALLMA 10TOBOP ¢ H3KJIFOUEHHE Ha TE3H 1O 41 10, an.
2w an 4, M3MBJIHATEJAT nbiau veyctoiika B pasmep Ha 0.5 % Ha ieH BbpXy CTOHHOCTTA HA KOHKPETHaTa
3afBKa, HO He nosede ot 10 % (1eceT MpoLIeHTa) OT CTOMHOCTTA HA KOHKPETHATA 3asBKa, KAKTO 1 obesuereHne
33 IPEThpIEHNUTE ASHCTBUTENHH BPE/IH B C/ly4anTe, KOTaTo T€ HAAXBBP.IAT A0TOBOPEHATA HeycTolika. B cnynaute
no un. 4, an 1 nocouenaTa B NPeAXONHOTO UipedeHne HEeVCTOHKA B pa3Mep Ha 0.5 % ce HaYMCNABA 24 BCEKH Hac
npocpouue, HO He nopeue ot 10 % (peceT npoueHTa) OT CTOMHOCTTa H@a KOHKpETHAaTa 3asdBKa, KakTO H
obe3lleTeHHe 3a MPETbPICHUTE ACHCTBHTENHNH BPEAM B CIlyuauTe, KOTaTto Te HAAXBBRPIAAT JOroBOpeHata
HEeYCTOHKA.
(2) Korato npu Hanuuue Ha pexiamaty, H3ITBJIHATEJIAT He usmb/iHK 3a1b/LKEHUATA CH 10 pasjies Xl ot
HACTOSLLMS LOTOBOP B CPOK, Chltnst Apizn na JEMIEGHOTO 3ABEAEHHE- BEBE3MOKHUTEJ neycroiika
B pazmep Ha 2 % OT LIeHaTa Ha CTOKWTE, 3a KOMTO Ca HANpaBeHH peKlavMaumuuTe.
(3) JEYEBHOTO 3ABEJAEHHME - BB3JOXKHUTEJ] ynopnerBopsea nNpeTeHUNHTE CH  OTHOCHO
HEM3IThIHEHHETO HA JIOTOBOPA. KAKTO H 3a 3arnalllaHe Ha HEYCTOHKMTE OT CTpaHa Ha M3NbJIHUTEJIS kato
3abprka rapaHLIMaTa 3a W3ObIHeHue 1o un. 7, an. 3, Oyksa “0” OT A0roBOpa, KaTo NpeanpHeMa JAeHcTBUS 32
HEHHOTO ycBoABaHe. B ciyuald, 4e cTOHHOCTTA HAa TAPAHLIMATA 33 H3MbJIHEHHE HE TIOKPHBA BCHUKI ALIKHMHU OT
W3IBJIHATESA neycroiikn, JEYEBHOTO 3ABEJAEHHE — Bb3JIOKHTEJ npuxsaiua abukuMure
cymu ot Hacpetnnu naawanus kKeM H3ITBJIHUTEJIA.
(4) Mpwu Tpu meTH BuHOBHA 3abapa va H3MBJIHHUTEJS. npoanmkuia ¢ nopeye OT MOTOBHHATA OT CRawe 27
MATTBIHEHHE HA ChOTBETHOTO 3aabikeHHe. B pamkute Ha Tpu meceua JJEYEBHOTO 3ABEJEL
Bb3JIOKHUTEJ uma npaso Ja NPeKpaTH A0roBopa ¢AHOCTPaHHO ¢ 15-IHEBHO NpeAnsBeCTHE.
(5) JJEUEBHOTO 3ABEJAEHME - BB3JOXKUTEJ nva npaBo na npekpatd CIHOCTPAHHO

MpeaH3BECTHE HACTOALLMA A0ropop B C.T[}"‘{ari Ha CHCTEMHO HETOYHO H3ITbJIHEHHC Ha 3al1b/CHE



U3I'bJIHUTEJS 1 npeassenn nopede oT TpW pekiamaumu B pamkute na 1pi meceta o1 JEHEBHOTO
3ABEJIEHUE - Bb3JIOKHUTEJI no pena Ha rnasa XI.
(6) B cayuait, ue no otHomerHe Ha UBMIBJIHUTEJSA nacrbnat oberoarencrsara no wi. 54, an. 1, w un. 55,
an. 1 or 3akona 3a obwecrennte nopsuky, JEYHEBHOTO 3ABEJAEHHME- BB3JIOKHUTEJ nma npaso 1a
NpEeKpaTH eJIHOCTPAHHO HACTOALINS JOTOBOP, 0e3 NUCMeHo npeausBecTre 1 €3 [1a Ib/KH HeYCTOMKH.
XIII. POPCMAKOPHH OBCTOATEJICTBA
Y, 13 (1) CrpanuTe O HACTOSUIMA JOTOBOP He AbJDKAT 00E3LIETEHHE 3a MOHECEHH BPEIM W 3arybu, ako
MOC/AE/IHUTE ca MPUYHHEHH B PE3YITaT Ha HENPEOAOIMMA CHIIA.
(2) Axo cTpanara, KOSTO € CIEBANO [a H3ITLIHH CBOE 3a0b/KEHHE 110 10roBopa ¢ Ouna B 3a0asa, T4 He MOKE /13
Ce M030BaBA HA HEMPEOAOIMMA CHIIA.
(3) “Henpeoaonuma cuaa™ no CMHChIa HA TO3H AOTOBOP € HEMPENBHUACHO M/WIH HETIPEAOTBPATUMO CBOMTHE OT
HM3BBHPCACH XapakTep, Bb3HHKHAIO CJIg] CRAHYMBAHCTO Ha AoToBOpa.
(4) Ctpanara, 3acerHara OT HENpeoAOIUMa CHAA, € JUTHKHA J1a MPeanpHeMe BCHUKH JCHCTBHA C IprKarta Ha
,5.06'1:\-]3 CTOMNAHMWH, 34 1a HaMa/li 10 MUHHMYM NMOHECEHHUTE BpeH H 3ar}'6n, KaKTO M J1a YBEAOMH NMACMEHO Apyrata
cTpaHa B 7-AHEBEH CPOK OT HACTBLIBAHETO Ha Henpeogoaumarta cuna. llpw neysenomsBaHe B MOCOUCHHS B
NPEAXOIHOTO M3peYeHHe CPOK e AbKH 00es3leTeHne 3a HaCThIIWIMTE OT ToBa Bpean. Henpeogonnmara cuna
ce I0Ka3Ba OT 3acerHarara crpaHa cbe ceprdukar 3a Qopemakop, W3aAeH MO CLOTBETHHS pel OT
KOMTETEHTHHS OPraH B IbpiKaBara, B KOSTO Ca HACTbIWIH (OPCMaKOPHATE 0OCTOATENCTBA.
(5) Jlokato Tpae HempeoaoaMMaTa CHNA., M3MBJIHEHHETO Ha 3a1bKEHHATa H CBLP3AHUTE € TAX HACPCIIHH
3aaB/DKEHUS Ce cnupa.
(6) He npencrasigBa “HempeoaonuMa cuna’ ChOMTHE, MPUUMHEHO MO HEOPEKHOCT WIH YPE3 YMHIULIEHO
neficTBHE HA HAKOA OT CTPAHWTE WIKM TEXHH MPeCTABUTENH W/ HIIH CYAKHUTE/IH, KAKTO H HEJ0CTHIA HA NAapHYHH
cpeactea va U3IMTBJIHATEJIA u JEHEBHOTO 3ABEJEHHUE — Bb3JIOKHTE.L
XIV. CIOPOBE
Yn.14. (1) Bu3uuknanure npe3 BpeMeTpaeHETO Ha JA0rOBOpa CrOPOBE W PA3HOITIACHS MEXTY CTpPaHWTE Ce
pelaBar upe3 mperopopy Mexay Tax. [loctursature norosopenHocTH ce odopMar B nucmena dopma u ce
NpEBPBILAT B HEPa3/le/iHa YacT OT JI0roBopa.
(2) B cayuaii Ha HenocTHraHe Ha JOTOBOPEHOCT MO MPEAXOAHMS 4ileH, BCHYKH CTIOPOBE. MOPOACHH OT TO3H
AOroBop HJIM OTHACHIOM CE 0 HETr0., BRIKYHTEIHO CMOPOBETE, MOPOJACHH OT HIH OTHacAKM ce 40 HErOBROTO
Th/IIKYBAHE, HEﬂeﬁCTBHTE.?1110CT, HEH3NBLAHEHHE WIH MpeKpaTaBaHC 1ie 611}1211’ paspeliaBaHH Criopen Gbnrapcmnc
MaTepHaHKH H NPOLIECYATHH 3AKOHH OT KOMIIETEHTHHS ¢b 1o peaa Ha I'TIK.
XV. CbOBIIEHUSA
Y,1. 15, (1) Beruku cboOLIEHHS MEHILY CTPAHNTE, CBBP3AHM € H3MBAHEHHETO HA TO3M N0TOBOP Ca Ba/IH/IHH, aKO
ca HaMpaBeHW B MHCMeHa gopma M ca MoANMcaH OT YNbIHOMOLUSHHTE MPCACTABHTEIN Ha HU3INTbJIHUTEJLA
win JJEYEBHOTO 3ABEAEHHUE - Bb3JIOKHTEJL
(2) 3a nara Ha cHOOLIEHUETO CE CMATA!

v J1aTaTa Ha NpeaBaHeTo — MPU PHYHO MPelaBaHe Ha ChOOLIEHHETO;
v J4TaTa HA NOLEHCKOTO KJaefiMo Ha ofpaTHaTa pasnucka — NPU W3MpatlaHe no nowara:
4 JaTaTa Ha MPHEMAHeTo — MPH H3Npalaxe no pakce uam e-mail.

(3) 3a BanuIHM agpecH 3a NpHeMaHe Ha ChLOOWEHNA W OaHKOBH CMETKH, CBBP3aHHM C HACTOALIMS JOTOBOP Cce
CMSTAT:

3A M3ITBJIHUTE.IA: 3A JJEYEBHOTO 3ABEJAEHHE- Bb3JIOKHUTEJL:
Cogus, yn.OkonoppueTeH 16T Nel199A [ICMII - Bnaroesrpan 2700ya. .bp. Munanurosu™ Ne 21
BGY91UNCR96601030899522 IBANBG96UBBS80023106091305UBBSBGSF

(4) ITpu mpomsiHa Ha nocouerns No ail. 3 aapec M DaHKOBA CMETKA ChOTBETHATA CTPAHA € AHIKHA 1a YBEIIOMH
Apyrara B TPHAHEBEH CPOK OT NpoMsAHaTa.
XVL APYI'H YCJIOBHUA
U, 16. (1) [Npasara u 3aab1KEHASTA IO HACTOSLIMS JONOBOP HE MOraT 1a C€ NPEXBBPIIAT €AHOCTPAHHO Ha TPETH
JMla 1 noaobHH akTOBE HE rnopaxiar npaBsHo nefcrene 0e3 NHCMEeHOTO ChIJIaCHE Ha Jpyrara cTpaHa, OCECH B
ciyuanTe Ha obesrneyasane (rapaHTHpane) Ha 3a1b/bKeHHs 110 OaHKOBH KPEIHTH.
(2) 3a HeypeneHuTe BHAPOCH B HACTOSLUMS 10FOBOP CE NpHiara AeicTBaIIOTO 011rapeKko 3aKOHOATEICTBO.
XVII NOAU3ITbJIHUTEJIN
(MPUTONHCUMO CAMO 6 CTyHaume, 6 KOUMo U30PanUs 3a UsNbIHUMEN YUACMHUK e NOCOYILT, He Ufe O136d
HOOUZNBAHUMENY, NPU CKUOYEANE HA PUMKOGOMO CHOPA3YMEHUE)
Y. 17. (1) TOJM3MTBJTHUTEJMTE tpatea fa OTrOBAPAT HA CHOTBETHHTE KPHTEPHH 32 Moa00p chodpasHo
BHIA W Jle1a OT MOphUKaTa, KOHTO L€ W3TBIHABAT, U 3a TAX /a HE ¢a HAMLC OCHOBAHHA 3a OTCTPAHABAHC OT
npoueaypara.
(2) JJEUEBHOTO 3ABEJEHHUE - Bb3JIOKUTEJ u3nckea 3amsHa Ha NOAU3IBJIHUTE
OTroBaps Ha yCJaoBHATA 1o all.l.



(3) Korato yactra o1 nopwukata, kosto ce u3nbanisa ot IOAUIMTBIHUTEL moxe na Obe npenaseHa KaTo
otaenen o6ekt na MIMBJHUTESA wnu na JEHEBHOTO 3ABEJAEHHUE - Bh3JIOXKHTEJ, nocneanus
3annatia pb3HarpaxieHne 3a tasu yact Ha MNOAUIIBJIHUATEJISL
(4) Paznnauianusra no an. 3 ce 0CbLUIECTBABAT Bb3 OCHOBA HA MCKAHE, OTNPABEHO OT MNOJAU3NBJHHUTEA no
JEYEBHOTO 3ABEJEHHE - BB3JIOKHUTEJ upe: U3MNBJHHUTEJIA, koiito e ambxken ga ro
NpeaoCcTaABH Ha B3NOKHTENA B 1 5-1HEBEH CPOK OT MOIY4aBAHETO MY.
(5) KuMm uckanero no an. 3 H3ITBJAHUTEJSNAT npesocras cTaHOBHIIE, OT KOETO Ja € BUAHO ¥ OCNopBa
MNALAHUATA WK Y4acT OT TAX KaTO HEbIKHUMMU,
(6) JEYEBHOTO 3ABEJAEHUE — Bh3JIOKHTEJ wma npaso oa oTKake MiallaHe no ai. 3, Koraro
MCKAHETO 3a MallaHe € OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHABaHe Ha NMPHYMHATA 32 OTKA3a.
(7) Hesasucumo ot u3noazearero Ha [TOJIU3IThJIHUTE/IM oTroBopHOCTTA 3a U3IIbJHEHHE HA 1OrOBOpa € Ha
H3IBJHUTEJIA.

XVIIL 3AKJTIOYUTEJHU PA3IIOPEAGH
Y. 18. (1) [pu cbhcTaBIHETO Ha HACTOALLWA AOTOBOP C€ NPEACTABUXA CACAHHTE NOKYMEHTH!
v JoxkymenTty no wi. 112 ot 3011
Jlexnapauus no 4i. 55, an. 6 o1 3JIITXM (Korato € npuaoKumo);
["apaHius 3a U3ITbIHEHHE!
Texuuuecko 1 LIeHOBO npenﬂomerme, HepasieiiHa 4acT OT A0rosopa.

NN X

(2) HacTosmsT D0roBOp ce ChCTABM B TPHM €AHOOOPA3HW ek3emmispa Ha OBATAPCKH €3HMK — elMH 34
M3MBLJHUTEA 1 a8a 3a JEYEBHOTO 3ABEAEHUE - Bb3JIOKWUTEJL

JEYEBHO 3ABE/JIEHHUE - Bb3JAOXKHNTE.1: M3IBJIHHUTE
HCMIT-BJATOEBI’

- - Lisinioasssnedihovgnontens "
/I-p Kpacumup Muxaiinos/ BecesHn I{yuenltl
Jupextop na LICMII : :

2.
/Ceetia Muuosa/ Disiviaiass /
I'1aBeH c4eTOBOANTE/] Kpacumu .

!

ﬁ Recoverable Signature

X CobrnacyBaHo

Eeredw Hanos
OpuckoHeyaT "OsoHMKe dapma” EOOL
Signed by evaeni.chalov@phoenixaroup.eu
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MexayHapoaHo | ma | Heobx | Eg uena | Eg uenwa | O6uwo | Obwo ¢
HenaTeHTHO |pKa| ogum 3a 3a Gea Anc
HaMMeHOBaHUe Gpoli | eguumy |eguHuua | A40C
JINN/ MAPKK | @ MAPKa | MAPKa €
6es ANC| AAC
"®bOHUKC PAPMA" EOOA
1|A02BA03 |Famotidine napeHTepanHa |mg 100| 0,0576| 0,069120 5,76 6,912
2|A03BBO1 |Butylscopolamine |napedtepanHa |mg | 80000| 0,03796| 0,045554| 3036,96| 3644,35
3|A03FAO01 |Metoclopramide napentepanHa |mg | 36000) 0,07552| 0,090629| 2718,86| 3262,64
4|A10ABO1 |Insulin (human) napentepanHa |IU 6000| 0,02143| 0,025720| 128,60| 154,318
5|A12CC02 [Magnesium sulfate |napentepanta |mg | 10095/ 0,00081( 0,000970 8,16| 9,78811
06wo 5898,34| 7078,01
3% 176,95




