JAOroBop V7 W
3A TOCTABKA HA JJEKAPCTBEHH IIPOJAYKTH

Huec, ......... ol 2021 r., B rp. Kpproxanu, Mexnay:

JbpixaBHa meuxuaTpuyna Goanuna - Kepmxanu, ¢ aapec: rp. Kspokamy, yi. »Jho0pua” Ned4,
BVJICTAT 000234067, npencrasnsapana ot a-p Bemun [eoprues Wirues — lnpextop, 1 TarsHa
TomopoBa — riiaBeH c4eTOBOAMTEJ, HAPHUYAHO HO-JONY 32 KpaTkocT ,JIJEUEBHO 3ABEJIEHUE —
BB3JIOKHUTEJ” ot enna cTpaHa
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SMEJIO®APMA” EOOJ, EVIK 121578346, cbe cepamume 4 aapec Ha ynpasienue: rp. Cousi, ..
1784, p- Mnagnocr, x.K. ,Mnagoct 17, 61. 385 oduc crpama , npezcrasnssano Axuieac Llanrapuc -

yrpaBuTel, ype3 ['eopru KaTHHOB —YI'BIHOMOIIEH IPEACTaBUTEN, HAPHIAHO MO-JOIY 3a KPaTKOCT
HSASHBJHHUTEJ” ot npyra cTpasa,

ga ocsoBanme wi. 112 or 3akoHa 3a obwecrBenute nopsukd (30II), BEE BpB3Ka ¢ MPOBENCH
BHTPELIEH KOHKYPEHTeH u3bop/monbiHeHa opepra no Pamioso cnopasymenne Ne PJI-11-163 ot
29.03.2021r. ce CKJIIOYM HACTOSLIMS JOTOBOP 3a CICAHOTO:

1. IPEIMET M CPOK HA TOI'OBOPA

Yy 1 (1) JEUYEBHO 3ABEJIEHUE - BB3JIOXKUTEJL srinara, a U3IIBJIHUTEJBIT ce
3a/1bJDKABa Ja U3BHPIIM TOCTABKA HA CIECIHUTE JEKApCTBEHH IPOAYKTH!

O60co6ena mo3umus Ne 1
AHaToMo- MexayHapoaHO Hauun Ha | Mapka KoanuyectBo
TepaneBTHYeH KOJ | HEMATEHTHO NPHJI0KEHHE /mg,
/ATC-xopn/ HaumenoBanue /INN/ tabl., ml.

u ap./
A03BBO1 Butylscopolamine napeHTepanHa mg 1600
AO3FAO01 Metoclopramide napeHTepanHa mg 1000

¥)) I[OI“OBO))'I)T Bnnsa B CHJA OT Jarara Ha [OAIHCBAHETO My OT JBETE€ CTPaHH U € ChC CPOK [0
................. 2024 1. Ho me mo-xbeHO oT 31.12.2021 .

IL. IEHU U OBIIA CTOHHOCT HA JOCTABKHTE ITO IOI'OBOPA

Y. 2. (1) Lenata Ha cToKMTe MO Wil € CBITIACHO IEHOBO NPEATIOKEHHE Ha N3NNbJIHUTEJISA,
HepasJleJIHa 4yacT OT JOroBopa.

(2) Llenara BKI10YBa CTOMHOCTTA HA CTOKATa, OIaKOBKa, 3aCTPaxoBKa K TPaHCIOPT 10 JJEUEBHOTO
3ABEJEHHUE — BB3JIOJKUTEJI npy MuHHManeH CpoK Ha TOJXHOCT HE HO-KpaTbk or 40 % ot
0GABEHNS OT IPOHU3BOIUTEIIS 34 JIEKAPCTBEHATE NPOYKTH HIIH He I0-KpaThk oT 20 % oT 0OsIBEHMS OT
IPOM3BOUTENS 38 GHOMPOIYKTHTE MM GHOON00HNTE IPOAYKTH. MUHMMAITHUAT CPOK HA TOIHOCT Ce
onpeness KbM JaTaTa Ha BCsKa JOCTaBKa Ha JIEKapCTBEH MIPOJYKT.

(3) O6marta cTOMHOCT Ha JOCTABKHTE IO HOToBopa € ;o 12594 nB (CTO ABajeceT M IET J€Ba H
JIeBET/IECET H YETHPH CTOTMHKH) Jiea Ge3 Bkmoden JIJIC u no 151,13 1B (cTO meTaeceT ¥ €UH JIEB U
TpHHAIeCET COTHHKY) JieBa ¢ Bkmouen JIJIC. '



(4) Llenara no norosopa e puKcHpaHa, He TOIIEKH Ha NpoM:AHA 32 CPOKa Ha AEHCTBHE Ha JI0TOBODA,
OCBEH B ciiydauTe Ha 116 ot 30I1.

(5) B ciyuaii, ye nipes BpeMeTo Ha JeiCTBHE HAa CHOTBETHHUS JIOTOBOP CTOMHOCTTA, KOATO CJEABA JAa Ce
3amnama ¢ myONMYHy CPENCTBa Ha JIeKapCTBEHH NPOLYKTH 0T JI03HTHBHES JICKapCTBEH CHUCHK CTaHE
TI0-HUCKa OT JOTOBOpEHATAa, JICYeOHOTO 3aBENCHHE — BB3JOKHTEN OE3YCIOBHO 3amiarma
JICKapCTBEHUTE NIPOAYKTH Ha IIO-HUCKAaTa CTOMHOCT, CUMTAHO OT:

- JlaTaTa Ha BIM3aHC B CHWIA Ha pelueHHeTo Ha HanwoHanHus ceBeT Mo ILEeHH H
permOyperpane Ha JIeKapCTBEHUTE TPOAYKTH ( HCLPIIID);

- JlaTara Ha aKTyanusalusaTa Ha [J03UTUBHHS JeKapCTBEH CIHCHK 1O pefa Ha wi. 57, am. 1 oT
Hapenbara 3a ycmosusita, npasmnara m pega 3a perynupane H pErHCTpUpaHe HA ILEHUTE Ha
nexapeTsenuTe npoxyktd (HYIIPPPLJIIL) 3a nexapcTBeHHMTE IPOAYKTH ¢ HamajieHa CTOMHOCT 3a
OIIaKOBKa, U34KCiIeHa Ha 6a3a pedepenTHa cToHHOCT.

B cny4amTe no HpesxoiHOTO H3pedeHMe, CTOMHOCTTAa ce OIpeNe/d KbM MOMEHTa Ha
JOoCTaBKaTa (IIONKUCBAHE HA PHEMO-IIpeiaBaTeNieH IPOTOKOII).

IIL. YCJIOBHSI M HAYUH HA IUIAIIIAHE

Ya. 3 (1) [InamaneTo MO HACTOANMA TOTOBOP CE OCHINECTBSBA 4pe3 GaHKOB IHPEBOJ OT CTpaHa Ha
JEYEBHO 3ABEJAEHHUE — BB3JIOXKHUTEJ no mocoyeHara B il 15, an. 3 GankoBa cMeTKa Ha
U3II'bJIHUTEJISL.
(2) 3amramaneTo Ha CTOKHTE IIO JOTOBOpA C€ M3BHPIIBA OTIOKEHO B cpok a0 60 /Ilectaecer/ nen,
CIIe/l IPEACTABIHE Ha CICIHUTE JOKYMEHTH:

1. Hocrasua dakTypa, chcTaBeHa ChIIacHO M3ucKBanusTa Ha 3IJIC 1 HIIB3AJC;

2. IlpueMaTenmHO-TIpeiaBaTEIHH IPOTOKOIH;
(3) B cnyyaii, ye mocoyeHuTe B Wi. 3, a. 2 JOKYMEHTH ca HEPEIOBHH WM He ca KOMILIEKTOBAHH,
cbumte ce Bppmar Ha U3ITBJIHUTEJIIA ¢ npuematento — npegaBaTesieH HPOTOKOT 32 U3OpaBsiHE
Ha HepepHocTuTe. CPOKBT 10 W3, all. 2. 3aI104Ba ja Tede OT aTaTa Ha NPECTaBSIHETO HA MOCITEHHS
H3HUCKYEM CE IOKYMEHT.
(4) Tpu daxTypupane Ha 3asBEeHHTE KOTHUECTBA JIEKAPCTBEHH NPOIYKTH, IO BCSKA OT/IENHA 3asBKa,
[ICHaTa Ha ONAKOBKa HE CJi€/Ba Aa HaJBUINABa ompenencHata B I103WTHBHUS JIeKapCTBEH CITHCHK-
Hpunoxenne Ne 2, pedepenTHa CTOHHOCT Ha ONAKOBKA 32 CHOTBETHHS JEKAPCTBEH Ipoaykr. B
Cly4adl Ha HM3YHCIABAHE HA CTOMHOCT IO-BHCOKAa OT ped)epeHTHATa CTOMHOCT HAa ONaKOBKA 3a
CBHOTBETHHA JICKAPCTBEH IIPOJIYKT, CTOMHOCTTA Ce HaMalgBa W 3alljiaiia [0 CTOMHOCTTA HA OINAKOBKA
onpezenera B [TosutuBHMA TeKkapeTBeH cuchK- Ipunoxernune Ne 2.

IV. CPOK HA TOCTABSHE

Y. 4 (1) JEYEBHOTO 3ABEJXEHUE — BH3JIOKHUTEJI 3asBs8a HEO6XOAUMHTE MY KOJIHYeCTBa
¢ nucmeHa 3asBka a0 H3ITBJIHUTEJIA. 3asBkara ce BpbhuYBa IMYHO Cpely NONINHC Ha
VBITBJIHUTEJIS unn ymsIHOMOIIEHO OT HEro JIMUE WM CE M3Mpalia ¢ IPelophyaHo MHCMO C
oOpaTHa pasnucKa, Mo (aKc MM 1O eEKTPOHEH IIBT.

(2) Beska ornenna nocraBka, criefBa na ObJe HOCTaBeHa B CPOK A0 7 KaleHIAapHHM XHH CIC
nony4yasane Ha 3agBkaTa oT IJEUEBHOTO 3ABEJAEHUE — Bb3JIOYKHUTEJI u 3a xoxuecTBaTa v
ONaKOBKHTE (CHOOPa3sHO KOHKPETHHTE JIEKAPCTBEHH MPOAYKTH, IIOCOYEHH B TEXHHUECKOTO
NPEIUIOXKCHIe Ha M3IBIHHUTENS), TOYHO ONpENeNeHH B 3asdBKara. B ciyuail, de ce mpaBu mbpBa
JI0CTaBKa OT JaJieHa MapTUAa Ha JIEKapCTBEH MPOAYKT, ce mpeactans CepTudukar 3a 0cBOOOKIaBaHEe
Ha maprtuiara, u3faned or KBanudumupaHo suie nmo 3JIIIXM Ha eneKTPOHEH HOCHTEN MIM IO
€JIEKTPOHEH BT HA €NEKTPOHHATA TIOINA, IOCOYEHA KaToO afpec 3a KOPECHOHACHIHS, MPUIPYXKEH C
NpeBo] Ha OBIrapcky e3uK oT GUpMa, CKIIFOYMIIa JOTOBOP ¢ MHEHHCTEPCTBO Ha BBHHIIHKMTE PaboTH 3a
M3BLPIIBaHE Ha OHIUATHH npeBou. M36poeHuTe MOKYMEHTH Ce MPEACTABAT B CHOTBETHOTO 3BEHO,



OmpeneseHo OT JeueOHOTO 3aBefieHHEe — Bb3NOXuTEN Ilpu cheapaiiy HOCTaBKH Ha JICKapCTBEHH
IPOAYKTH OT ChIllaTa apTUAa, CepTHPHKATHT HE ce MIPEICTaBs.

(3) B cayuaiti ma Heobxomumoct oT cmemHa nocraska, JIEHEBHOTO 3ABEJIEHHUE -
BL3JIOXKHTEJI mocoyBa M3pH4HO B 3asBKara, 4e € HeoOXoaumMo Ja ObAe M3BBPIIEHA CIELIHA
JOCTaBKa. B To3m ciyuait, moctaBkara cliefiBa Jia ObJie M3BBpIICHA 10 6 yaca OT IOJydyaBaHE HA
3asgBKaTa M 3a KOJHYECTBATa M OMAaKOBKUTE (CHOOpa3sHO KOHKPETHUTE JIEKapCTBEHH HPOIYKTH,
MOCOYEHH B TEXHHYECKOTO NPEANIOKEHUE HA U3IBIHUTENS), TOYHO ONPEACIICHH B 3a4BKaTa.

(4) UBI'BJIHUTEJIIT ce 3anbmxasa, B cpok 1o 1 paboTeH JeH, B crydauTe 1Mo ajl. 2 U B ¢pok 10 1
yac, B CIlyYauTe Ha al. 3, Clie/l mMOJy4aBaHeTO Ha BCSAKA 3asiBKa Jia YBEIOMH IIMCMEHO WiH 1o (akc
JIEUEBHOTO 3ABEJEHHUE — Bb3JIOKHUTEJI B cnyuaii ye He MOXe J1a U3BBPIIM AOCTaBKa HIIH
B ClIydail, 4ye He MOXe Ja CIa3d CPOKBT 3a M3BBPIIBAHE Ha JIOCTAaBKara, MpeIMET Ha KOHKpeTHara
3agBKa.

(5) KoM parara Ha Bcska JOCTaBKa, OCTaTHYHHUAT CPOK Ha TFOJHOCT Ha JIEKAPCTBCHUTE IPOAYKTH,
cnenBa 1a 6v11e He mo—Mainbk oT 40 % /aermpuaecer Ha cTo/ OT 0OSBEHNS OT IPOU3BOAUTEIS.

(6) KpM narata Ha BCsAKa JTOCTaBKa OCTAaTHYHUAT CPOK HA TOJHOCT Ha OHMOMPOAYKT WM OuononodeH
NPOIYKT, clefBa aa Obae He no—MarsK ot 20 % /nBagecet Ha cTo/ 0T 00ABEHUS OT IPOU3BOIUTES.
(7) 3a xoymuecTBa JOCTaBeHHU M3BBH 3asBkara no wi. 4, an.l, JEYEBHOTO 3ABEJIEHUE -
BB3JIOKUTEJI usma 3aibKeHUE 32 IIIAINAHE.

(8) B ciywaute no wi. 10, an. 7 oT moroBopa, CpoKbT IO ajl. 2 U 3 3amoyBa Jia Te4ye OT Jarara Ha
nucMenoto ceriacue Ha JEYUEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJL

V. MACTO HA TOCTABAHE

Ya. 5. (1) 3a MscTO Ha JOCTaBIHE HAa CTOKUTE IO TO3W JOTOBOp CE€ OIpejens CICAHUS alpec:
rp.Kepmxam, yiu. , Jlo6pua” Ned4, IvpxaBHa ncuxuarpuysa OonHuna - Kepmoxam - 6onHu4Ha
anTeka.

(2) PuckbT OT ClIy4aifHOTO IOTHBAHE MIM MOBPEXIaHe Ha cToKuTe npemunasa Bepxy JEUEBHOTO
3ABEJAEHHUE -~ BB3JIOKUTEJI or MOMeHTa Ha NMPHEMAHETO MM Ha MACTOTO Ha JOCTaBSHE C
pHeMaTeNHO-IpeAaBaTesIeH MPOTOKOI.

VI. JATA HA TOCTABAHE HA CTOKHUTE

Y. 6. 3a mata Ha JIOCTaBSHE CE CUHMTA Aarara, Ha KOSTO CTOKUTE ca JOCTAaBEHHU O aJpeca IOCOYCH B
L. 5, an. 1, opu ycnoBusTa Ha Wwi. 9, ai. 2.

VII . 3AABJIKEHUSA HA N3ITBJIHUTEJIA

Yn. 7. ASIBJHUTEJIST ce 3anpmkaBa:

1. Jla moctaBu CTOKHTE B JOoroBopeHus cpok u ja ru npejgane Ha JEUEBHOTO 3ABEJEHUE —
BB3JIOKHUTEJL

2. Jla mpenane CTOKWTE, TAKETHpaHW M MapKUpaHU B CHOTBETHHUS BHUJ, KOJMYECTBO M KadyeCTBO Ha
MSCTOTO Ha JIOCTaBsHE.

3. Ilpu noanucBaHETO HA JOTOBOPA J1a IIPEACTABH:

a) moxymeHTu o wi. 112, an. 1 ot 3011,

6) rapaHnus 3a W3MBJIHEHHE, B €1Ha OT GopmuTte, onpenenenu B wi. 111, an. 5 ot 301, cbe cpox Ha
BauAHOCT 60 JTHYU ciiell U3THYAHE CPOKa Ha JOTOBOPa, KOATO ce 0cBOOOXKIaBa B cpok Ao 60 nuu ciex
U3NBIHEHHE Ha JOTOBOpa. B ciryyaii, ue BaMIHOCTTA HA rapaHIUsiTa H3THYA peau JOoroBopa fa O0b1e
mneiaeH, USITBJHUTEJIAT ce 3agpimxaBa Aa yABIKM CPOKa HA BaJUAHOCT Ha rapaHuuara C
TOJIKOBA JIHHU, TaKa Ye rapaHiusaTa Jia MOKPHBa OYaKBaHUs CPOK 32 H3NBIIHEHHE Ha Jorosopa mnoc 60
nun. Tapannunara e B pasmep Ha 3% ot croiiHocTra Ha AoroBopa 6e3 JIJIC u Bb3au3a na 3,78
JieBa.
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(4) [la nmocraBs JIeKapCTBEHH NPOXYKTH, KOHMTO OTTOBAapAT Ha M3UCKBaHUATA Ha 3akoHa 3a
JICKApCTBECHUTE NPOAYKTH B XyMaHHaTa Meauuuna (3JIIIXM) — na nputexasar BamumHO paspenieHue
3a ynotpeba B CTpaHaTa, H34aqeHo mo pexa Ha 3JIIIXM unm Periament (EO) Ne 726/ 2004 r. Ha
Esponefickus napnament u Cheta /. 23, an.1 ma 3JIIIXM/.

(5) Ha noctaBs nexapcTBEHH MPOLYKTH, KOHTO Ca BKIIOUCHH B IIpunoxenue Ne 2 na ITosuTHBHES
JIEKapCTBEH CITUCHK.

(6) B ciyuaii, e ce mpaBH IrbpBa JOCTaBKa 110 Ja/icHa HapTH/IA Ha JICKapCTBEH IIPOAYKT, 1a IPEACTaBs
Ceprudukar 3a 0cBOGOXKaBaHe HA NMAPTHAATA, U3HATEH OT kBanuduimpano ymne no 3JIIIXM Ha
C/ICKTPOHEH HOCHTEN HJIM IO €NEKTPOHEH IBT Ha ENEKTPOHHATA IIOINd, IOCOYEHA KAaTo ajpec 3a
KOpCCIIOHACHIMA, NPUIPYXEH C NpPEBOX Ha OBIArapCcKH €3uK OT (HpMa, CKIOYIA JOTOBOP C
MUHHCTEPCTBO Ha BRHIMHUTE PaCOTH 32 H3BLPIIBAHE HA OUIHATHA MIPEBOIH.

VIIL 3AABJDKEHUST HA JIEYEBHOTO 3ABEJIEHUE — Bb3JIOXKHTEJ

Yn. 8. JEHEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI ce 3aapmKaBa;

1. Jla ipueme nocTaBeHnTE B CPOK M HA MSCTO CTOKH, ChOTBETCTBALIM IO BHJI, KOJHUECTBO H KAYECTBO
Ha OTIHCAHOTO B HACTOSINHS JOTOBOP.

2. Jla 3anyiaTH JOCTaBEHUTE CTOKH 110 peJia Ha WI. 3 OT HACTOSIIHS JOTOBOD.

3. Criex npuKIOYBaHE U3MBIHCHHETO HA JJOTOBOPA a OCBOOOM rapaHIyATa 3a U3IIBJIHEHHE, 0e3 na
ABJDKH JIMXBHU 32 CPOKa, NPe3 KOKTO CPEACTBATa 3aKOHHO Ca IPECTOIH Y HETO.

IX. IPUEMAHE U IIPEJABAHE HA CTOKHTE

Ya. 9. (1) llpuemaneTo Ha CTOKUTE Ce H3BBPIIBA HA MACTOTO Ha JOCTABSHE HOCOYEHO B WL 5,an 1.
(2) MBIOBJHUTEJST umyM yobIHOMONIEH OT HEro INpEeICTABHTEN H IpeACTaBUTENl Ha
JEYEGHOTO 3ABEJEHHE - BB3JOXUTEJ noamwcear IIpHEMaTeNHO-TIpeaBaTeNIeH
IPOTOKOJI, yIOCTOBEPSBAII MOJyYaBAHETO HA CTOKHUTE.

X. KAYECTBO, TAPAHIIMUA U CPOK HA TOJJHOCT

Y. 10. (1) Crokure, npeaMeT Ha HACTOSILMS JOTOBOP, CI€BA Na OTTOBAPST HA H3HCKBAHMATA HA WL
7,an.4u5.
(2) KbM narata Ha ocTaBKaTa, OCTATBYHUAT CPOK Ha TOXHOCT Ha JIEKAPCTBEHHTE MPOXYKTH, ClE/ABA
Aa 6bzie He mo-Manek oT 40 % /yeTHpuieceT Ha CTO/ OT OGABEHHMS OT IIPOU3BOLMTEILS.
(3) B ciyuali Ha HocTaBKa Ha JIEKapCTBEHHS IPOIYKT C [0 — KPATHK OT IOTOBOPEHHS CPOK HA OJHOCT,
IbJDKMMaTa HeycTolKa f1a Obie mpoMeHeHa, KakTo Clle/Ba:

ot 39,99% 1o 30% - 3 % BBPXY CTOMHOCTTA HA JOCTABKATA,

ot 29,99% 1o 20% - 5 % BBPXY CTOMHOCTTA Ha JOCTABKATA,

ot 19,99% 1o 10% - 7 % BBpXy CTOMHOCTTA HAa JOCTABKATA,

noz 10% - 10 % Bppxy CTOHHOCTTA Ha IOCTABKATA.
(4) OcTaTpyHHAT CPOK Ha TOAHOCT Ha GHOMPOIYKT /OHONONOOEH IPOAYKT, CIEABa Aa OBIe HE [o—
Mansk oT 20 % /nBaneceT Ha cTo/ OT OOABEHHMS OT IPOM3BOAUTEIS KbM JATaTa Ha BCIAKA HOCTABKA.
(5) B ciyuait Ha noctaBka Ha 6HOIPOAYKT/GHONONOGEH IPOAYKT C IO — KPAThK OT JOTOBOPEHHS CPOK
Ha roHOCT, ABDKHMAaTa HEYCTOMHKa € KaKTO ClICABa:

ot 19,99% mo 10% - 2 % BepXy CTOMHOCTTA HA OCTABKATA,;

oT 9,99% 10 5 % - 4 % BBPXY CTOMHOCTTA Ha JOCTABKATA,

nox 5% - 6 % BBPXY CTOMHOCTTA Ha JOCTABKATA.
(6) IEYEBHOTO 3ABEJEHMUE — BB3JIOKHUTEJI Moxe ja OTKaXe NPHEMAHETO HAa CTOKHUTE,
aKko B JI€H] HA TAXHOTO IPUCTHIaHe MM IpHEMaHe OCTAThYHHUSA CPOK HA TOMXHOCT € IO — MaIbK OT
ompeneneHus B wi. 10, an. 2. 1 an. 4 MHHUMAJIEH CPOK Ha FOIHOCT.



(7) JocraBkaTa Ha MeKapcTBEH IPOAYKT ¢ OCTAaThYEH CPOK Ha TOJHOCT mo-Manbk oT 10 Ha cTo OT
0OSIBEHHs OT IPOM3BOIUTENS U Ha GUONPOAYKT/OMONOA00EH NPOAYKT C OCTATH4EH CPOK HA TOJHOCT
HO-MaJBK OT 5 Ha CTO OT OOABEHHS OT IPOU3BOAUTENS CE M3BBPIIBA CAaMO C IMCMEHO CHITIACHE HA
JIEYEBHOTO 3ABEJAEHUE — BB3JIOXWUTEJI 33 KOHKPETHO KOJHYECTBO, ONIPEIENICHO OT HETO.
Bes m3puuno mucMeno cbriacke Ha JJEUEBHOTO 3ABEJEHHUE — BbB3JIOKUTEJ crokure
HsaMa Ja ObJaT 3aniaiaHy.

(8) Vckanero 3a MMCMEHO CBIVIACHE, B CIydauTe Ha ail. 7, Clie[iBa /ia IOCTHIHU B JIEHEBHOTO
3ABEJIEHUE — BB3JIOXKHUTEJI B cpok 10 1 (enun) paboTeH [eH OT nojiy4yaBaHe Ha 3asBKaTa.

(9) B ciiyuamTe Ha Crienmisgy JOCTABKY MOCOYEHHTE B all. 3 U all. 5 HEYCTOUKY He Ce Npuiarar.

XI. OTTOBOPHOCT 3A HETOYHO M3IIbJJHEHHUE. PEKJIAMAIIUA

Ya. 11. (1) JEYEBHOTO 3ABEJAEHUE — BB3JIOXKHUTEJI moxe a mpelsaBsBa pexnaManyu
opex USITBJIHUTEJIA 3a:

&) KOJIMYECTBO M HEKOMILIEKTHOCT Ha CTOKHTE HIIM TEXHHYECKATa JOKYMEHTAIWs (SBHY HENOCTAThIN);
6) kayecTBO (CKPUTH HENOCTATHIH):

- IIPH IOCTABSIHE HAa CTOKH HE OT JOTOBOPEHHMS BHJ, IIOCOYEH B WL 1;

- IpH KOHCTaTHpaHe Ha AedeKTH IpH ynoTpeda Ha CTOKHTE.

(2) Pexnamanuu 3a sBHM HexocTarbl Ha crokuTe ce npaear oT JEUEBHOTO 3ABEAEHHUE —
BBE3JIOKHUTEJL B MoMeHTa Ha MpeNaBaHETO MM, 3a KOETO €€ CHCTaBs IPOTOKOJI, IMOANHUCAH U OT
JBETE CTPaHHU.

(3) Pexnamaruu 3a CKpUTH HENOCTATBIM CE NPaBAT Ipe3 [ENUs CPOK Ha TOJHOCT Ha JOCTABEHMTE
CTOKH, KaTO peKjaMalusaTa ce NPUAPYKaBa 3aJBIDKATENHO OT KOHCTATHBEH IPOTOKOIN, U3A3AEH OT
W3npaHuTeIHAaTa areHIys 3a JIeKapcTBaTa.

4 JEYEBHOTO 3ABEJAEHHUE - BDB3JIOKHUTEJ e rbxHO [a yBEIOMH IHCMEHO
M3IT'BJIHUTEJIA 3a ycranoBeHuTe AeeKTH B 5 (IIET) AHEBEH CPOK OT KOHCTATHPAHETO M.

(5) B pexiiamanuute ce H0CO4YBa HOMEPHT Ha JIOTOBOPA, TOYHOTO KOJMYECTBO HA IOTYyYEHUTE CTOKH C
TeXHHUs apTHACH HOMEp, OCHOBAHMETO 3a pekiamarus u KoHkperHoro uckane Ha JIEYEBHOTO
3ABEJIEHUE - Bb3JIOKUTEJL

(6) B 5 (mer) mHeBeH CpOK OT moiy4apaHe Ha pexnamanusra, USITBJIHUTEJDAT crexsa na
otrosopu Ha JIEYEBHOTO 3ABEJEHHUE - BBb3JIOKHUTEJL micMeHO M KOHKDETHO Al
IpHeMa pexiiaMalyaTa Wik S OTXBbPIIL.

(7) lpu pexnamanus 3a ey Hepocrarsiy M3ITBJIHUTEJIAT e nibxked B CPOK OT 2 pabOTHH THH
OT NOJIy4aBaHe Ha peKiaMaiyATa 3a CBOS CMETKAa M DHUCK Jia JIOCTaBH Ha MSICTOTO Ha JOCTaBAHE
KOJIMYECTBOTO JIMIICBALNY B OCTABKATa / HEKOMIUIEKTHH JIOTOBOPEHYU CTOKH.

(8) Tlpu peknamanms 3a ckputd Hemoctarblm, B cinydad gwe MBIIBJIHUTEJIAT e npuen
peKnaManusaTa, ChUMAT € JTBxkeH B 10 (leceT) NHEBEH CPOK OT IMOJyYaBaHETO # Ja 3aMEHH
JOCTaBEHHUTE HEAOTOBOPEHH IO BHUI / Ne(GEKTHH CTOKH 3a CBOS CMETKA M PHCK HJIM IIO NPELCHKa Ha
JIEUEBHOTO 3ABEJEHUE — BB3JIOKUTEJI na BepHE CHOTBETHATa 4acT OT 3alljlaTeHaTa
I[eHa, BEHO C ABDKUMHUTE JINXBH.

(9) Y360pBT HA IIOCOYEHUTE MTO-TOPE BE3MOXKHOCTH Jia C€ BbpHE CHOTBETHATA YACT OT ILIATCHOTO HIIA
na ce focraBsT HoBH cToku npuHamiexu Ha JEYEBHOTO 3ABEJEHHE — Bb3JIOKHUTEJ u ce
yIpaxkHaBa oT Hero noj Gopmara Ha nucMeHo yeenomnenue g0 USITBJIHUTEJDI, xaro pasxomure
1 PUCKOBETE 110 HOBOTO JocTaBsHe ca 3a cMeTka Ha U3ITbJIHUTEJISL.

(10) Croxute, mpenmer Ha pekiamanus ce cexpansar oT JIEUEBHOTO 3ABEJEHHE -
BDB3JIOXKHUTEJI no ypexaaHe Ha peKiIaMalluuTe.

XII. OTTOBOPHOCT NP HEM3ITBJIHEHHUE

Y. 12. (1) 3a HeusIbIHEHHE Ha 3abIDKCHUATA CH [0 HACTOSIIHS JOTOBOP C U3K/IIOYCHHE Ha TE3H TIO
wr. 10, an. 2 u an. 4, M3IIBJIHUTEJSAT nomxu neycroiika B pasmep Ha 0.5 % Ha neH BBpXY
CTOMHOCTTa Ha KOHKpETHaTa 3asBKa, HO He moBede oT 10 % (meceT mpomeHTa) OT CTOWHOCTTa HA
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KOHKpeTHATa 3asBKa, KaKTO M OOE3IICTEHHE 32 MPETHPIICHATE NEHCTBUTENHH BPEd B clydaure,
KOrato T€ HaAXBBPJLAT IOrOBOPEHATa HEyCTOHWKAa. B ciydaure mo win. 4, an 3, mocouyeHara B
TIPENXONTHOTO M3PEYCHUE HEYCTOHKa B pasMep Ha 0.5 % ce HaumCIIsIBa 3a BCEKH Yac IPOCPOUHe, HO He
nosege oT 10 % (mecer mpouenTa) OT CTONHOCTTA Ha KOHKpETHATA 3aiBKA, KAKTO H 0OE3MICTEHHE 32
NPETHPIEHATE NCHCTBUTEIIHY BPE/IM B CITy4auTe, KOraTo Te HaaXBBPIAT JOTOBOPEHATA HEeyCToKa.

(2) Koraro npu manmuune Ha pexnamanun, M3ITBJIHUTEIST He w3mbiau 3a7bJDKEHUATA CH IO
paszen XI OT HacTOAIMSA JOTOBOP B CPOK, CHINMAT AbkH Ha JIEUEBHOTO 3ABEJAEHUE-
Bb3JIOXKHUTEJI neycroiika B pasmep Ha 2 % OT IleHaTa Ha CTOKHTE, 32 KOHTO Ca HamlpaBeHH
peKaManuunTe.

(3) IEYEBHOTO 3ABEJIEHHUE - BBH3JIOKUTEJ YZIOBJIETBOPSIBA NIPETEHIHUTE CH OTHOCHO
HCUSIBIHCHHCTO Ha JOTOBOpa, KaKTO M 33 3alUlallaHe Ha HEYCTOWKMTE OT CTpaHa Ha
M3ITBbJIHUTEJIA xaTo 3aabpska rapaHysTa 3a H3MBIHEHHE 10 WL, 7, al. 3, 6ykBa “6” oT HOTOBODA,
Karo HpeAnpueMa JEHCTBUS 3a HEHHOTO ycBosBaHe. B cirydai, e croifHOCTTa Ha rapaHuusTa 33
U3IBIHCHUC HE TIOKpHBa BCHYKH ABIDKUMH oT M3ITBJIHUTEJIA wmeycroiiku, JEUEBHOTO
3ABEAEHHUE - BB3JIOKHUTEJI npuxpama IbIOKAMHTE CyMH OT HAaCpeIHH IUIAINAHHS KbM
MU3ITBbJIHUTEJISL.

(4) llpu Tpu meTH BHHOBHA 3a6aBa Ha M3IThJIHUTEJIS, MPOABIDKKIIA C TIOBEYE OT IOJIOBHHATA OT
CpOKa 3a H3NBIHCHUC Ha CBOTBETHOTO 3aIbIDKEHME, B paMkute Ha Tpu Mecena JIEUEBHOTO
3ABEAEHHUE — Bb3JIOXUTEJ uma mpaso na NPEKpaTH JOroBOpa €THOCTPaHHO ¢ 15-mHEeBHO
IIPEJU3BECTHE.

(3) JEYEBHOTO 3ABEJAEHHE - Bb3JIOXKUTEJ uma npaso 1a IIPEKpaTH €AHOCTPAaHHO U Oe3
MPEAU3BECTHE HACTOALIMS JOTOBOD B ClIyyal HAa CHCTEMHO HETOUHO M3IIBIHEHHE HA 3315 DKEHHSITA OT
M3ITbJIHUTEJISl n mpensseHHM NOBede OT TPH peKiaMalid B DaMKHTE Ha TPH Meceua oT
JEYEBHOTO 3ABEJEHUE — Bb3JIOXKHUTE.JI o pena Ha riasa XI.

(6) B cnyuait, ye o otromenne Ha UBITBJIHATEJIS HacTsuaT o6CTOSTEICTBATA O WL, 54, am. 1,
u ui 55, amr 1 oT 3akoHa 3a ofbmecrBeruTe nopkukd, JIEYEBHOTO 3ABEJIEHHE-
Bb3JIOKUTEJI mma OpaBo ja NpPEKpaTH €JHOCTPAHHO HACTOSIIHS Ioropop, 6e3 mHCMEHO
npeausBecTre U 0€3 1a ThIDKH HEYCTOMKH.

XIII. POPCMAXKOPHHU OBCTOSTEJCTBA

Y. 13 (1) CtpanuTe o HacTOAMIKS HOrOBOP HE IBIKAT 06E3INETEHNe 3a IOHECEHH Bpenu U 3aryOu,
aKo NOCJIEHUTE Ca MPHYMHEHH B PE3YJITAT Ha HEMPEOA0IUMA CHJIA.

(2) Axo crpanara, KOSITO € CIelBaNo Jia M3IIBJIHHA CBOE 3aB/DKEHHE IO JIOroBopa ¢ Ouia B 3a6aBa, T
He MO2€ Jia Ce I1030BaBa Ha HEIPEeoI0IuMa CHIIA.

(3) “Henpeononuma cuia” 0 CMHCBIA Ha TO3H JOTOBOD € HENPEABHACHO W/HIH HENpea0TBPaTUMO
CBOUTHE OT U3BBHPENEH XapaKTep, BE3HUKHAIO CIIe]l CKIFOYBAHETO HA JIOTOBOPA.

(4) Crpanara, 3acerHaTa OT HEIpPEOJONMMA CHJIA, € JUIBKHA Ja HpEeJNpHeMe BCHUKH NEHCTBHS ©
TpHXaTa Ha A00BD CTONAHMH, 3a Ja HaMald 10 MHHMMYM [OHECEHHTE Bpe[u U 3arybH, KaKTo H ja
YBEIIOMHM IIHCMEHO JpyraTa CTpaHa B 7-IHEBEH CPOK OT HACTHIBAHETO Ha HENpPeoaonuMaTa cuia. [lpu
HEYBEJIOMsIBaHE B IIOCOYECHMsS B MNPEAXOJHOTO H3PEYCHHE CPOK C€ IBIDKH OOe3leTeHHe 3a
HACTBIIMIUTE OT ToBa Bpeau. Hempeomonmmara cuna ce JoKa3Ba OT 3acerHarara CIpaHa ChC
ceprupukar 3a GopcMaxop, M3AANEH IO CHOTBETHHS Pel OT KOMIETEHTHHS OpraH B Ibp)KaBaTa, B
KOSTO Ca HaCTBIIIH (OpPCMaKOpHUTE 0OCTOATENCTBA.

(5) Moxato Tpae HempeomoNHMMaTa CHJA, W3MBJIHEHHETO HA 3aJbIDKEHMATA M CBBP3AHHTE C TAX
HACPELIHHU 3aBJDKEHHUS Ce CITHpA.

(6) He mnpencraBnasa “HempeomonuMa cuia” CBHOMTHE, NPUYMHEHO IO HEOPEXHOCT MM uUpes3
YMHUILICHO NEACTBHE HA HAKOSA OT CTPAaHHTE MM TEXHH IPEACTABHUTENH H/HMIM CIYXKHUTEIHM, KaKTo H
Hepoctura Ha mnapuynu cpeacrtsa Ha HM3ITBJHUTEJIA w JIEUEBHOTO 3ABEJEHUE -
BBb3JIOXKHUTEJL

XIV. ClTIOPOBE



Y1.14. (1) Be3uukHanuTe Ipe3 BPEMETPAcHETO Ha JOroBopa CIIOPOBE M pa3HOIIIaCHA MEXAY CTPAHATE
ce pellaBaT ype3 IPEroBOPH MEXJY TAX. [IOCTHTHATHTE JOTOBOPEHOCTH ce O(OpMAT B IHMCMEHA
¢dopMa ¥ ce IpeBpBINAT B HEpasAeIHa 4acT OT JOroBopa.

(2) B ciyuait Ha HemocTUraHe Ha JOTOBOPEHOCT II0 IIPEXOAHHMS YICH, BCHYKH CIIOPOBE, MOPOACHU OT
TO3H JOTOBOD HJIK OTHACAIIY CE JIO HEr0, BKIIOYUTENHO CIOPOBETE, IOPOACHH OT MM OTHACAIIH C€ 10
HETOBOTO THIIKYBaHE, HEACHCTBUTENHOCT, HEM3NBIHEHNE MM IPEKpaTaBaHe e ObaT paspemaBanu
croper 6BIrapcKUTe MATEPUAHY M IPOLIECYAIHH 3aKOHH OT KOMIIETEHTHMS ChJ 110 pena Ha [TIK.

XV. ChOBIEHHS

Ya. 15. (1) Beuuku choOIEeHns MEXIy CTpPaHHWTE, CBBP3aHM C H3IIBJIHCHHCTO Ha TO3H JOTrOBOP Ca
BaJIMJIHH, aKO Ca HalpaBeHH B MECMEHa GopMa M ca NMOJIHMCAHM OT YIbJIHOMOIICHUTE IIPEACTABUTEIN
ga M3BJIHUTEJIA win JEYEBHOTO 3ABEJEHHUE —- Bb3JIOXKUTEJL

(2) 3a nata Ha CHOOIIEHUETO CE CMATA:

v Jarara Ha IpefaBaHeTo — IPH PBYHO Ipe/iaBaHe Ha ChOOIIEHHETO;
v Jarara Ha [DOLIEHCKOTO KiIeiMo Ha oOpaTHaTa pasnucKa — IIpH H3Ipalliade o 110Inara;
v JaTaTa Ha IPUEMaHEeTo — IIPH M3Mpalase no ¢axc uiu e-mail.

(3) 3a BanuOHU ajpecH 3a MpUeMaHEe Ha ChOOLIEHHMS M OAHKOBM CMETKH, CBBP3aHHM C HACTOSIIHS
JIOTOBOP CE CMSATAT:

3A M3IIBJIHUTEJISL:
rp.Cocua
xk.Mnapocr 1, 6n1. 38b
Ten.02/74 37 09
en.agpec:lvailo.ganev@medochemie.com
BaHkoBa cMeTKa:
IBAN: BG95UNCR70001523780090
BIC: UNCRBGSF

3A BbB3JIOKHUTE:

HIIb - Kepoxanu

Banka: OGenunena Gbarapeka 6anka, xoH Kepmxanu
Bankos xoj (BIC): UBBSBGSF

Banxosa cMeTka (IBAN): BG97UBBS80023300154337

(4) Tlpu mpoMsHa Ha MOCOYEHHS IO al. 3 ajpec Uy OaHKOBAa CMETKa CHOTBETHATA CTPaHa € JUIbXHA
Ja yBEIOMH Apyrara B TPHIHEBEH CPOK OT IPOMSHATA.

XVL APYT'A YCJIIOBHUA

Ya. 16. (1) IlpaBara ¥ 3agb/DKCHHATA IO HACTOSIIMA JOTOBOPp HE MOrar Ja €€ IpeXBBPIAT
eHOCTPAaHHO HA TPETH JIMIA W NMOJOGHH aKTOBE HE IIOPaXAAT IPAaBHO JeHCTBHE O€3 IHCMEHOTO
ChIVIACHE Ha Jpyrara CTpaHa, OCBEeH B cIydauTe Ha obeslicyaBaHe (IapaHTHPAHE) Ha 3albIDKCHHS IO
0aHKOBH KPEIUTH.
(2) 3a HeypeleHHTE BBIPOCH B HACTOSIMSA JOTOBOP Ce Ipuiara JAeicTBamoTo OBIrapcko
3aKOHOAATEJICTBO.

XVII TOAN3IIBJIHUTEJIN
(MpuUnOACUMO CAMO 6 Cryuaume, 8 KOUMo U3OPAaHUA 30 USIBAHUMENL YUACHHUK € NOCOYUT, Ye uje
nO36a NOOUSNBIHUMENY, NPU CKIIOUBAHE HA PAMKOBOMO CROPA3YMEHUE)



Y. 17. (1) HOAUBIOBJIHUTEJIATE 1psatea na OTroBapAT Ha CHOTBETHHUTE KPHTEPUH 3a HOAOOP
CBOOpPa3sHO BHAA U JIEIa OT NOPhUKaTa, KOWTO Il M3IIBIHSBAT, ¥ 3a TAX 14 He ca HaJTHIEe OCHOBAHUS 32
OTCTpaHsABaHE OT IIpOLieAypara.

(2) JIEYEBHOTO 3ABEJEHUE — BB3JIOXKUTEJ usuckpa 3aMsHa Ha HOIU3ITBJIHUTEL
KOHTO He OTroBaps Ha YCJIOBHSATA IO al.l.

(3) KoraTto gactta oT mopmukara, KOSTO Ce€ M3IBIHABA OT HOJU3IIBJIHMTEJL moxe na 6nae
npenaneHa karo oraeneH obekr Ha UIIMNBJIHUTEJIA wim na JEYEBHOTO 3ABEJIEHUE -
Bb3JIOKUTEJI, nociensus 3amama Bb3HarpaxacHie 3a Ta3| YacT Ha HOAN3IIbJIHUTEJIA.
(4) Pasnmamanmsara mo an. 3 ce OCHIIECTBSBAT BB3 OCHOBA Ha HCKaHe, OTIPaBEHO OT
HOAMBIBJHUATEJISL 1o JEYEBHOTO 3ABEAEHME - BB3JOXKHUTEI 4ype3
MBI'BJIHUTEJIS, xofito e IIbXeH Ja TO NPeJOCTABH HA BH3JIOKHTEIS B 15-nueBen cpox ot
IIOJIy4aBaHETO My.

(3) Kem nexanero no an. 3 H3ITbJIHUTEJIAT npeocTaBs CTaHOBUINE, OT KOETO A € BHIHO Jlasu
OCTIOpBA IUTAIAHUATA WM YacT OT TAX KaTO HEABIDKUMH.

(6) IEYEBHOTO 3ABEJEHHME — BB3JIOXHUTEJ nma IIpaBo Ja OTKaXe IUlalaHe mo aji. 3,
KOraTo HCKaHeTO 3a IJalaHe € OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsBaHe Ha IPMYMHATA 32 OTKa3a.

(7) HesaBucumo ot msmomssaneto Ha INOJU3ITBIHUTEIIN OTTOBOPHOCTTA 3a H3M'BJIHCHHE Ha
norosopa € na UBITbJIHUTEJIS.

XVIIL 3AKVIIOYUTEJIHUA PA3IIOPEJIBU

Y. 18. (1) Ilpu crCTaBIHETO HA HACTOSIIUS IOTOBOP C€ TIPEICTABHXA CIIEHHTE JIOKyMEHTH:
v JoxyMentu mmo wi. 112 ot 3011;

v Hexnapatus mo wi. 55, an. 6 ot 3JIIIXM (xorato € NpuUIoKIMO);

v I'apannus 3a u3neiHenue;

v Texunyecko u LeHOBO NpeanoKeHHe, HEPa3IENHA YacT OT JOTOBOPA;
v Hexapanunu no SMUII.

(2) HacTosiuuaT D0ToBOp CE CHCTaBH B TPH SAHOOOPA3HH €K3EMILIIpa Ha OBITApCKH €3HK — eIMH 3a
WBITbJIHUTEJIA u n8a 3a JEYEBHOTO 3ABEJEHUE — BB3JIOXKUTEJL.

H3ITbJIHUTEJL:
I'eopru KaTuHOB-YIIBITHOMOIIEH NIPEACTABATEN

BBb3JIOKUTEJIL:

s

/ n-p beman maen/ s
Mupexrgp na JIIIB - Kbpmxaiu:

/Tarssa Toxoposa/
I'naBen cueroBoamTeN

Creriacysan:

Excnept o01gCcTBEHE TOPBUKH



LleHoBO npunoxexHmne Megodapma EOO[]

AHaTtomo- : Mspka : : : :
06.no3u | TepanesTueH Kog| MeXxayHapoaHO HENATEHTHO HauuH Ha /mg, tabl.,] Heobxogum 6poir - Ea ueHa 32 eauHuua |Ef yeHa 3a eauHMUa
uua Ne /ATC-kon/ HaumeHoBaHue f/INN/ nApUnoXeHne ml./ MAPKY “YyactHUUM mapka 6e3 4C “mApKa c AAC
1.Mepocapma EOO[
1 A03BBO1 Butylscopolamine napeHTepanHa mg 1600 0,035684 0,042821
1.Megodapma EOO[]
1 AO3FAQ1 Metoclopramide napeHTepanHal mg 1000 0,06885 0,08262
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Meopru KatnHos
Mepodapma EOOL







TexHuuecko npegnoxkeHune Megodapma EOO/[]

®dopma Ha Tuprosecko K-Bo aktBHO | OKOHuYaTeNHa
ATC-kop INN npunoxexnue | Msapka ney HaumeHoBaHue B-BO ONaKOBKa
A03BB01 | Butylscopolamine napeHTeparnHa mg Medochemie Buscopamin amp. 20mg/ml 10
AO03FAOD1 Metoclopramide napeHTepanHa mg Medochemie Elitan amp. 10mg/2ml 100

leopru KatuHos

Mepodapma EOOL
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