JIOTOBOP /l/ﬂ? ////’ {104 //%7‘/%9,”

3A TOCTABKA HA JJEKAPCTBEHU ITPOAYKTHU

Huec, /(?DY ........ 20.&{ T., B rp. Codus, Mmexny:

MHOI'OITPO®UJIHA BOJHHIIA 3A AKTHBHO JIEYEHUE *ITPO®. J1-P IIAPACKEB
CTOSIHOB” AJl - JIOBEY, npencraenasana ot a-p.Pymana Hawoscka — M3nsHATEIEH TUPEKTOP
na MBAJI“npod.n-p.ITapackes CrosmHor“AJl, Jeremmna I'eoprmeBa -IJI.CHETOBOTHUTEN, C aIpec
rp.Jlosey, yn. “Csitko Cre” Ne27, EUK mo BYJICTAT 110503990, HapuyaHo mo-IOJy 32 KPaTKOCT
»IEYEBHO 3ABEJEHUE — BB3JIOXUTEJI”, HapudaHo MO-I0Iy 32 KpaTKocT , JIJEUEBHO
3ABEJEHUE — BB3JIOKUTEJI” ot eqna crpasa

u

»Menekc” OOJl, cbc cemammmie u ampec Ha ympasieHue: obmact Codusa (cromuma), oOmuHa
Cromuuna, c. CeroBpauene 1252, yiu. ,,Uasmap Boitsoma“ Ne 48, EMIK 131268894, nmpencTaBinssaHo
oT O-p Emun Anekcamapor [laneB Hapmuano mo-moiy 3a kparkoct ,HASIIBJIHHUTEJ” ot mpyra
CTpaHa,

Ha ocHOBaHHe wiI. 112 or 3axoHa 3a obmectBerute Hmopbuku (30IT), BB BpB3Ka C IIPOBEIEH
BBTPEMIECH KOHKYypeHTeH wu30op/monmbiHeHa odepra mo Pamkoeo cmopasymenwme Ne PH-11-102 ot
25.02.2021r. ce ckFOYM HACTOSAIMHS JOTOBOP 3a CIEIHOTO:

I. IPEAMET U CPOK HA TOI'OBOPA

Ya. 1 (1) JIEUEBHO 3ABEJEHUE - BB3JIOXHUTEJI Bw3nara, a U3IIBJIHUTEJIT ce
3aabJDKaBa 1a M3BBPINM JOCTaBKa HA CICOHUTE ICKAPCTBEHHE IIPOYKTH:

O6ocobena mozumua Ne 1
Amnaromo- Me:xayHApOaHO Hauun Ha | Msapka KommgecrBo
TepaneBTHYeH KOJ | HENMATCHTHO IPUIOKEHHE /mg,
/ATC-xon/ HaumeHoBaHue /INN/ tabl., ml
u ap./
HO5BX01 Cinacalcet nepopanHaTBbpAa | mg 18000

(2) oroBopbT BIM3a B CHJa OT JaTaTa Ha MOJIMCBAHETO My OT JBETE CTPAHH M € ChC CPOK IO
31.12.2021r., 5o He mo-kbcHO OT 31.12.2021 r.

II. IEHHA ¥ OBIIA CTOVHOCT HA JOCTABKHUTE IIO IOT'OBOPA

Ya. 2. (1) Lenara ma croxure mo wi.l e cbriacuo ueHoBo npemtoxkenue Ha M3ITBJIHUATEJISA,
HepasJenHa 9acT OT JOroBopa.

(2) Llenara BKIIO9YBa CTOMHOCTTA Ha CTOKATA, ONAKOBKA, 3acTpaxoBKa u TpaHciopt xo JJEUEBHOTO
SABEJAEHUME — Bb3JIOXKHWUTEJI npyn MEHAMATEH CPOK Ha TOXHOCT HE MO-KpaThK oT 40 % or
00sBEHMS OT IPOM3BOIUTEILI 32 JIEKAPCTBEHUTE IPOXYKTH HIIH He IO-KpaTeK 0T 20 % 0T 0GsIBeHHS OT
NpOA3BOIMTENL 32 OHONPORYKTHTE UIH GHONONOOHHUTE MPOXYKTH. MUHIMAIHUAT CPOK Ha TOJHOCT CE
ompezensa KbM JaTaTa Ha BCKa JOCTaBKa Ha JIEKApCTBEH MPOIYKT.

(3) O6mara cToMHOCT Ha MJOCTABKHTE IO oroeopa € a0 2775,80 (mBe XHIAMM CEXEMCTOTHH
cememruecer u net nepa u 80 cr.) nesa Oe3 sxmouen NJIC u mo 3330,95 (Tpu xmisimm TpuCTa U
Tpusecer nesa u 95 cr.) nepa ¢ xmoder JJJIC. o

(4) Llenara no norosopa e (puKcHpaHa, He NOMLIEKH Ha IPOMSIHA 3a CPOKa Ha JeHCTBHE Ha ﬁiﬁﬁ%
ocBeH B cirydaute Ha 116 ot 30I1. 7 Il N \

(5) B cnyugaii, ue npe3 BpeMeTO Ha JEHCTBUE HAa CHOTBETHHUS IOIOBOP CTOMHOCTTA, KOATO (3alIN4EHa
3amama ¢ OyGIHYHH CpeiCcTBa Ha AEKapCTEEHH THOAYKTH OT I103UTUBHMA IeKapCTBEH c[MH(opmaums Ha
- . OCHOBaHue 4n.37

7 oT 300
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IO-HHCKA OT JOTOBOpEeHaTa, JIe4eOHOTO 3aBEeleHHEe — BB3JIOXHTEN Oe3yclOBHO 3amaila
JICKApCTBCHUTE NPOAYKTH HaA MO-HUCKATa CTOfIHOCT, CUHUTAHO OT:

- jAaTaTa Ha BJH3aH¢ B CHJIa Ha pEUICHHCTO Ha Ha_III/IOHaJIHHﬂ ChBET IIO ILICHHU H
peuMmbypcupaHe Ha jekapcTBeHuTe npoayktd ( HCIIPJII);

- JaTaTa Ha aKTyanu3anmusra Ha [103uTHBHES JIEKapCTBEH COUCHK M0 peaa Ha wi. 57, an. 1 ot
Hapenbara 3a ycnoBmaTa, mpaBUnaTa M pela 3a peryqdpaHe H PETHCTPHpaHE Ha LEHHTE Ha
nexapcTBennTe npoxykta (HVYTIPPPLUIIT) 3a nexkapcTBeHWTE MPOXYKTH C HaMajleHa CTOMHOCT 3a
OIIaKOBKa, M34MCiIcHa Ha 6a3a pedepeHTHA CTORHOCT.

B cmydamte mo mpeaxomHOTO H3peUeHHE, CTOMHOCTTa ce OmpeAcis KBEM MOMEHTa Ha
JocTaBKaTa (IIoANKCcBade Ha IPHEMO-IIPeAaBaTENCH IPOTOKOI).

II1. YCJIOBUS 1 HAYMH HA IVIAIITAHE

Y. 3 (1) Ilnamasero mo HacTOSIIMs JOTOBOP C€ OCHIIECTBABA Upe3 OaHKOB IIPEBOA OT CTpaHa Ha
JIEYEBHO 3ABEJIEHUE — BB3JIOKHUTEJI no nocodenara B wi. 15, an. 3 6aHKoOBa cMeTKa Ha
M3ITBJIHUTEJIA.
(2) 3amnamaneTo Ha CTOKHMTE IO JIOTOBOpA C€ M3BBPIIBA OTIOKEHO B CPoK 10 60 /mectaeceTHs/ aeH,
CIeN MPpEeACTABIHE Ha CIICHUTE JOKYMEHTH:

1. Hocraena ¢pakTypa, ChCTaBeHa chIiacHo usnckBanmsTa Ha 3/[JIC u THI3JIC;

2. IlpuematenHo-mpenaBaTeNHH POTOKOIIH;
(3) B ciyuaii, 9e mOCOYEHHTE B WI. 3, all. 2 JOKYMEHTH ca HEPEIOBHH WJIM HE Ca KOMIUICKTOBaHH,
cemure ce Bpbinar Ha U3ITBJHUTEJIS ¢ npuemaTtenso — npefaBaTelleH IIPOTOKOJ 3a H3NpaBsHE
Ha HepenHocTute. CpoKsT 1o i3, aj. 2. 3amoysa Jia Tede OT Aarara Ha IPEACTaBAHETO Ha MOCIeAHNS
H3UCKYEM C€ JOKYMEHT.
(4) Ilpu ¢axTypupaHe Ha 3asIBEHUTE KOJIMIECTBA JIEKAPCTBEHH NMPOTYKTH, 110 BCAKa OTAE/IHA 3aigBKa,
neHaTta Ha OTNaKoBKa HE CIelBa Ja HaaBHINaBa onpeacicHaTa B II03MTHBHMA JIEKapCTBEH CIHCBK-
[Tpunoxerue Ne 2, pediepeHTHA CTOMHOCT Ha OIAKOBKA 3a CHOTBETHHS IEKapCTBEH MPOAYKT. B
Cliy4aii Ha H3YHC/IABaHE Ha CTOMHOCT ITO-BHCOKa OT pedepeHTHaTa CTOMHOCT Ha OIakoBKa 3a
CHOTBETHHSA JIEKapCTBEH MPOAYKT, CTOMHOCTTAa C€ HaMaIiBa M 3alllamia J0 CTOMHOCTTa Ha ONaKOBKa
onpeneneHa B [I03UTHBHUA JIeKapCTBEH COIUCHK- IIpmnosxerne Ne 2.

IV. CPOK HA JIOCTABSHE

Yn. 4 (1) JEYEBHOTO 3ABEJAEHMUE — BH3JIOKHUTEJI 3aaBs1Ba HE0OX0QUMHUTE My KONHYECTBA
¢ nmcmeHa 3agska o M3ITBJIHUTEJISAA. 3asskata ce BpbhYBa JHUYHO Cpelly MOANHC Ha
M3ITBbJIHUTEJIS wm yosJIHOMOIIEHO OT HETO JIMIle WIH CE H3Ipalja ¢ IPENopbhbYaHO IMUCMO C
o6paTHa pasmucka, Mo $pakc KIN IO €eKTPOHEH IbT.

(2) Bcesika oThenHa nocTaBka, cieBa Aa ObAc JOCTaBeHAa B CpOK A0 7 KaleHAapHH OHH Cleld
nony4asade Ha 3agBkata oT JIEUEBHOTO 3ABEJAEHUE — BB3JIOKUWUTEJI u 3a xonu4ecTsara 4
OOaKoOBKHUTE (CHOOpa3sHO KOHKpPETHHUTE JIEKAPCTBEHH IIPOAYKTH, IIOCOYEHH B TEXHHYECKOTO
IpeJIOKEHNEe Ha HM3MBIHUTENS), TOYHO ONpedelieHH B 3asBKaTa. B ciydail, 4e ce mpasd IbpBa
J0CTaBKa OT AajieHa MapTUla Ha JIEKapCTBEeH MPOAYKT, ce npencTass Ceprtudukar 3a 0ocBoOOXK1aBaHe
Ha mapruaara, ¥3jafeH oT kBammbwmmupaHo ymne no 3JIIIXM Ha eneKTpOHEH HOCHTEN MM MO
€lICKTPOHEH I'BT Ha €JIEKTPOHHATa IOmia, HOCOYEHA KaTo agpec 32 KOPECIOHACHILHA, HPUIPYXKEH C
IIpeBOJ] Ha OBNTapCKH €3UK OT QHpMa, CKIIOYHIA JOTOBOP ¢ MHUHHCTEPCTBO Ha BHHIIHHTE paboTu 3a
M3BBPIIBaHE Ha OQHIUATHU OpeBoad. M30poeHNTE JOKYMEHTH C€ MPEACTaBAT B CHOTBETHOTO 3BEHO,
OlpesiefIeHO OT JIe9eOHOTO 3aBeieHME — BB3IOXUTeNl. Ilpw cnemsamy JOCTaBKH Ha JIEKAPCTBEHH
IIPOAYKTH OT ChIlaTa DapTHAA, CEPTHPHUKATHT HE Ce NPEACTaBS.

(3) B cnywait Ha HeobxomuMoCT oOT cmemHa gocraska, JIEYEBHOTO 3
Bb3JIOKHTEJI nocousa M3pHYHO B 3adBKara, 4e € HeoOxoamMmo na Obae

nocraBka. B To3m ciydait, mocraBkata creiBa da Oble HU3BBpIIEHA OO0 6 dac
3asBKaTa M 3a KOJIHYECTBaTa M OHAKOBKUTE (CHOOpa3sHO KOHKPETHHTE JIEK
[TIOCOYEHH B TEXHHYECKOTO NPEIOKEHAE HA H3MBITHUTEIS), TOYHO ONpEIC/ICHU B

3annyeHa
‘Mchopmame Ha
OCHOBaHue 4n.37
ot 30I1
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(4) IBIBJIHUTEJIAT ce 3agpmKkaBa, B cpok A0 | paboreH feH, B ciydanuTe MO al. 2 U B CPOK [J0 1
gac, B CJIyUaWTe Ha aj. 3, cje] IONydYaBaHeTO Ha BCSKa 3asBKa [1a YBEXOMH IMCMEHO WX IO (akc
JIEYEBHOTO 3ABEJAEHMUE — BbB3JIOKUTEJI B ciydait 4e He MOXE Ja U3BBPIIU JOCTABKA HIH
B CJy4ali, ye He MOXKe Ja CHa3H CPOKBHT 3a M3BBPIIBAHE HA JOCTAaBKaTa, IpeIMeT Ha KOHKpeTHaTa
3asBKa.

(5) KvMm nmarara Ha BcsKa JOCTaBKa, OCTATHUHHUAT CPOK Ha INOJHOCT Ha JIEKAPCTBEHUTE NMPOAYKTH,
cnensa na 6buae He no—Mansk oT 40 % /aernpunecet Ha €10/ OT OOSBEHHS OT ITPOU3BOIUTEN.

(6) KpMm marata Ha BCfAKa JTOCTaBKa OCTATHYHHUAT CPOK Ha I'OJHOCT Ha OHONPOIYKT Wi OuomnomobeH
TIPOJTYKT, cie/iBa Jia 6bae He To—ManbK oT 20 % /aBageceT Ha ¢T0/ OT 0OSBEHUS OT IPOU3BOJUTE LS.
(7) 3a kommyecTBa MOCTaBeHHM W3BBH 3agBkara mo wi. 4, an.l, JEUEBHOTO 3ABEIEHUE -
BB3JIOKUNTEJI HMma 3a0BDKEHHE 32 IUTAIIAHE.

(8) B cnywaurte no wwi. 10, an. 7 ot JoroBopa, CpOKBT IO al. 2 ¥ 3 3amoysa [ia Te€4ye OT Jarara Ha
mucMmenoto ceriacue Ha JEUEFHOTO 3ABEJAEHUE — Bb3J1OXUTEJL

V. MsACTO HA JOCTABSHE

5. (1) 3a mscto Ha JIOCTaBsIHE HAa CTOKHUTE 110 TO3W IOTOBOP CE€ OIpeAejs CIeIHUS ec;

ot AT Lo MG 2gpee), 2. . s
2) PucksT oT CJIyT-IaI/IHOTO TIOTHBAHE MJTH ITOBPEXkAaHe Ha cTOKUTE IpétuHapa Bepxy JIEUEBHOTO
3ABEJEHME — BB3JIOKHUTEJI ot MoMeHTa Ha MpUEMAHETO MM Ha MSCTOTO Ha JOCTaBSHE C
TIpHEeMAaTEHO-IIPEIaBaTeIeH ITPOTOKO.

VI. IATA HA TOCTABAHE HA CTOKHUTE

Y. 6. 3a gara Ha JOCTaBAHE C€ CUMTA Jarara, Ha KOSTO CTOKUTE ca JOCTaBEHH 10 afpeca IOCOYEH B
. 5, an. 1, npu ycnopusita Ha WwiI. 9, an. 2.

VII . SAABJIKEHUA HA U3ITBJIHUTEJIA

Yn. 7. ASIITBJHMUTEJIIAT ce 3agbikasa:
1. la moctaBu CTOKHTE B JOrOBOpeHHWs cpok u ma ru npexane Ha JIEUEBHOTO 3ABEJEHHE —
BBH3JIOKUTEJL

2. Jla mpegane CTOKHTE, HaKETHPAHW W MAapKUpaHU B CHOTBETHHS BHJ, KOJIMYECTBO U KAauyecTBO Ha
MSCTOTO Ha JOCTaBSHE.

3. Ilpu mogumCcBaHETO Ha AOTOBOPA Aa HNPEICTaBH:

a) goxymeHTH o 4. 112, an. 1 ot 30I1.

0) rapaHIds 3a U3IIBIHEHUE, B €Ha oT Gopmute, onpenenenu B wi. 111, an. 5 or 3011, cbc cpok Ha
BasuAHOCT 60 JHU cel u3THUaHE CpoKa Ha JOrOBOpa, KOSTO ce 0CBOOOXKIaBa B Cpok 10 60 aHH ciex
U3IIBIHCHHE Ha JOTOBOpa. B ciydait, ye BamuaHOCTTa HAa rapaHIUsTa H3THYa [IPeaX Jorosopa Aa Obvae
mneiaHed, USITBJIHUTEJAT ce 3angpmxaBa Ja yABIDKE CpOKa Ha BAIMAHOCT HA rapaHlMATa C
TOJIKOBA JTHH, TaKa Ye TapaHIUATa Ja MOKPHBa OYaKBaHHS CPOK 3a M3IIBJIHEHUE Ha J0roBopa rrmoc 60
nuau. I'apannusara e B pa3mep Ha 3% ot croiiHocTTa Ha norosopa 6e3 JI/IC n Bb3am3a Ha 83,27
Jesa.

(4) Jla mocraBs JeKapCTBEHH MPOAYKTH, KOWTO OTIOBapAT Ha H3WCKBaHWATAa Ha 3aKoHa 3a
JIEKapCTBEHUTE IPOAYKTH B XymanHara menunusa (3JIITXM) — na npurtexaBaT BaIHAHO pa3pelieHHAE
3a ynotpeba B cTpaHata, uznageHo nmo pena Ha 3JIIIXM wmu Permament (EO) Ne 726/ 2004 r. Ha
EBponeiickus mapnament ¥ Cpeera /ai. 23, an.1 Ha 3JITIXM/. .
(5) la nmoctaBs jeKapCTBEHM IPOAYKTH, KOUTO ca BKIo4YeHU B [Ipumoxxenue Ne 2 )
JIEKapCTBEH CIUCBHK.

(6) B ciryuaii, ue ce npaBu I'bpBa AOCTaBKa 10 JaficHa MapTHIa Ha JIEKapCTBEH MPO
Ceprudukar 3a 0cBOGOXIABaHE HA MAPTHAATA, H3JANCH OT KBATU(DHIMPAHO IHIE

3annyexa
MHGOpMaLnS Ha
OCHOBaHwue 4sn.37
ot 30T
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€JIEKTPOHEH HOCHTENl MM HO eJNeKTpPOHEH IBT Ha eJIEKTPOHHAra IIOINa, ITOCOYeHa KaTo alapec 3a
KOPECIIOBACHITNA, OPUAPYKEH C MpEeBOJ Ha OBJTapCKH €3MK OoT (HUpMa, CKIIOYMIa IOOroBOp C
MuHHUCTEPCTBO Ha BHHINHUTE pabOTH 3a H3BBPINBaHE Ha O(HUIMATHY IPEBOIY.

VIIL. 3BAABJDKEHMS HA JIEHEBHOTO 3ABEJEHUE — Bb3JIOKHUTEJX

Y. 8. JEYEBHOTO 3ABEJIEHHUE — Bb3JIOKUTEJI ce 3axp/KaBa:

1. la mpueme OCTaBEHHTE B CPOK M Ha MACTO CTOKH, CHOTBETCTBAIIM 10 BHJI, KOJITIECTBO M KAYECTBO
Ha OITMCAHOTO B HACTOSINHUA AOrOBOP.

2. Jla 3anaTi TOCTaBEHHTE CTOKH IO peJia Ha Wi. 3 OT HACTOSIIHUS TOTOBOD.

3. Cien mpHKIOYBaHE M3IBIHEHHETO Ha JOrOBOpa Aa O0cBOOOIM rapaHIHATa 3a U3NBJIHEHHUE, Oe3 na
IbJDKHU JIMXBH 3a CPOKa, IIpe3 KOHTO cpelcTBaTa 3aKOHHO Ca MPECTOSIH Y HETo.

IX. IPUEMAHE U IIPEJABAHE HA CTOKHUTE

Y. 9. (1) Ilpuemanero Ha CTOKHTE Ce U3BBPIIBA HA MICTOTO Ha JOCTAaBSHE ITOCOYEHO B 4. 5, an. 1.
2) MBOBJNHHUTEJ/IAT wiM YOBIHOMOIIEH OT HEro IPEACTaBHTENl M IPEICTaBUTEN Ha
JEYEBHOTO 3ABEJAEHME - BB3JIOXWUTEJl noamuceaT NpHEMaTeHO-IpeJaBaTeeH
IIPOTOKOJI, YAOCTOBEPSBALI HOIyIaBaHETO HA CTOKHUTE.

X. KAYECTBO, TAPAHITMM 1 CPOK HA TOOHOCT

Y. 10. (1) CroxuTe, IpeaMeT Ha HACTOSIIHSA JOrOBOP, CIEABA a OTrOBapAT Ha U3UCKBAHMATA HA 4Il.
7,am.4uSs. :
(2) KpM jatata Ha AOCTaBKara, OCTaTHYHHUSIT CPOK Ha FOJHOCT Ha JIEKAapCTBEHHMTE MPOAYKTH, CIeiBa
na 6b1e He no—Manbk ot 40 % /deTHpHaeceT Ha CTO/ OT OOABEHUS OT IPOU3BOIUTEIA.
(3) B ciryqaif Ha JocTaBKa Ha JIeKapCTBEHHS IIPOAYKT C II0 — KpaThK OT JOMOBOPEHHSA CPOK Ha rOJHOCT,
IBIDKMMaTa HeyCcToMKa 1a Ob/ie mpoMeHeHa, KakTo ClieBa:

oT 39,99% 1o 30% - 3 % BBpXy CTOMHOCTTA HAa JOCTABKATA;

ot 29,99% no 20% - 5 % BBpXY cTOHHOCTTAa Ha IOCTaBKaTa;

o1 19,99% no 10% - 7 % BBpXy CTOMHOCTTa Ha JOCTaBKATa;

mox 10% - 10 % Bepxy cToMHOCTTa Ha AOCTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha TOAHOCT Ha GHONPOAYKT /6Mononobed mpOIyKT, ciaeiBa Aa Obae He mo—
manbk 0T 20 % /mBaneceT Ha cTo/ OT OOsSBEHHS OT IPOM3BOAMTENL KbM JaTaTa Ha BCIKa JOCTaBKa.
(5) B ciryqait Ha noctraBka Ha 6HOIPOAYKT/OHOnoA00eH MPOAYKT C IO — KPaThK OT JOTOBOPEHHUS CPOK
Ha FOJHOCT, IbJDKAMAaTa HEyCTOMKa € KakTo CIIeABa:

oT 19,99% 1o 10% - 2 % BBEpXY CTOMHOCTTa Ha JOCTaBKaTa;

0T 9,99% 1o 5 % - 4 % BBPXY CTOHHOCTTA Ha JOCTAaBKATa;

ox 5% - 6 % BppXy CTOMHOCTTA Ha JOCTaBKaTa.
(6) IEYEBHOTO 3ABEJIEHHME — Bb3JIOKHUTEJI Moxe Oa OTKaXe NPUEMAHETO Ha CTOKHUTE,
aKo B JeHS Ha TIXHOTO IPHCTHraHe WM IpHEeMaHe OCTaThYHHA CPOK Ha IOJHOCT € II0 — MalbK OT
ompenenedds B wi. 10, an. 2. u ai. 4 MUHAMAaJICH CPOK Ha FOJHOCT.
(7) HocraBkara Ha JeKapCTBEH IPOAYKT C OCTAaThYeH CPOK Ha TOAHOCT Io-Manbk oT 10 Ha cro or
00sBEHUA OT HPOU3BOIUTENI B Ha OHOIPOAYKT/6monono6eH IpOAYKT ¢ OCTaTh9€H CPOK Ha TOAHOCT
HO-MIBK OT 5 Ha CTO OT OOSBEHHWS OT IPOU3BOIUTEI C€ H3BBHPINBA CAMO C ITMCMEHO CHIJIaCHE Ha
JEYEBHOTO 3ABEJIEHUE — BB3JIOKHUTEJI 32 KOHKPETHO KOJTHYECTBO, onpeneneHo OT HEro.

HsAMa Ja 6baT 3ariamani. ‘
(8) Hckanero 3a mucMeHO CBITIACHE, B CIIydadTe Ha al. 7, CIeBa Ja IOCTHIH B a J'II/ILI eHa

3ABEJEHME —- BB3JIOXUTEJI B cpox no 1 (enus) pabOTEH AEH OT IOIYIaBaHE H MHOPMALINS Ha
(9) B cinyyauTe Ha cOemmHY ZOCTaBKH MOCOYEHHTE B all. 3 ¥ all. 5 HEyCTOHKH He ce IpH

ocHoBaHue 4n.37
ot 30I1
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XI. OTTOBOPHOCT 3A HETOYHO M3ITBJIHEHUE. PEKJIAMAIINA

Yua. 11. (1) JEYEBHOTO 3ABEJEHHE - BB3JIOKHTEJI moxe na mpensdBsiBa peKilaMallld
npex U3IMIBJIHUTEJIA 3a:

a) KOJINYECTBO M HEKOMILTIEKTHOCT Ha CTOKATE WJIM TEXHUYECKaTa JOKyMEHTAIW (SIBHU HENOCTAThIIN);
0) xauecTBO (CKPUTH HENOCTATHIIN):

- IPH IOCTaBAHE HAa CTOKH HE OT JOTOBOPEHHS BHJ, IOCOYEH B 4II. 1;

- IpY KOHCTAaTHpaHe Ha JieeKTr Ipu ynorpeba Ha CTOKUTE.

(2) Pexnamanuu 3a sSBHH HemoctarThild Ha ctokute ce npaeiar or JIEYEBHOTO 3ABEJAEHHUE —
BB3JIOKHUTEJL, B MOMEHTa Ha MpeJaBaHETO UM, 3a KOETO C€ ChCTaBsl MPOTOKOJ, IOAIKMCAH U OT
JIBETE CTPaHHU.

(3) Pexnamanuy 3a CKpUTH HEAOCTAThLM C€ IpaBsiT Ipe3 LEIusl CPOK HAa FOJHOCT Ha JAOCTABEHMTE
CTOKH, KaTO peKJIaMalluATa Ce IpUApY’KaBa 3aJBJDKUTEIHO OT KOHCTATHBEH NMPOTOKO:], H3LaleH OT
W3nbiHuTENHATA areHIUs 34 JIeKapCcTBaTa.

(49) JEYEBHOTO 3ABEJEHHUE - BDbB3JIOKUTEJI e miexHO Ja YBEIOMH HHCMEHO
MU3IIBJIHUTEJISA 3a yctanoBeHUTE AePekTH B 5 (TI€T) QHEBEH CPOK OT KOHCTATHUPAHETO HM.

(5) B pexiamanuuTe ce Moco4YBa HOMEPHT Ha AOTOBOPA, TOYHOTO KOJIWYECTBO HA IOTyYEHUTE CTOKH C
TEXHUS IMapTHACH HOMEp, OCHOBAHHETO 3a peKiamanus ¥ KoHKpeTHoTOo MckaHe Ha JIEUEBHOTO
3ABEJIEHUE - Bb3JIOKUTEJL

(6) B 5 (mer) nmeBeH cpok ot moiydaBaHe Ha pexnamanuara, USIITBJIHUTEJIAT crnexsa na
orroopu Ha JIEYEBHOTO 3ABEJEHHUE - BB3JIOKMUTEJI nucMeHO M KOHKPETHO AAIH
MpHeMa pexiaMalusaTa Wi s OTXBbPIIA.

(7) [pu pexnamanus 3a sseHU Hegoctarsiy UITBJIHUTEJAT e mibxer B cpok OT 2 pabOTHH JHH
OT NOJy4aBaHE HAa peKjlaManusara 3a CBOS CMETKa M PHUCK Ja JOCTaBM Ha MSICTOTO Ha JOCTaBsHE
KOJIMYECTBOTO JIMIICBAINM B JOCTaBKaTa / HEKOMIUIEKTHH JOTOBOPEHH CTOKH.

(8) Ilpu pexnamars 3a ckputd Hemocrarbli, B ciaydad ge HUIIIBJIHUTEJIAAT e npuen
pexiiamanusaTa, ChumAaT € JuekeH B 10 (aeceT) IHEBEH CpPOK OT INOMy4aBaHETO H Ja 3aMEHHU
JIOCTaBEHUTE HEJIOTOBOPEHH 1O B / Je(eKTHH CTOKH 3a CBOSI CMETKa M PHCK WX IO NMpeleHKa Ha
JJEUEBHOTO 3ABEJIEHUE — BbB3JIOXUTEJI na BbpHE cHOTBETHaTa 4acT OT 3aruiaTeHara
[[€Ha, BEAHO C ABDKAMHUTE JIUXBH.

(9) H360pbT Ha TOCOYEHUTE TIO-TOPE BBE3MOKHOCTH Ja C€ BEPHE CHOTBETHATA YacT OT IUIATEHOTO MU
na ce moctassaT Hou croku npuHamiexu Ha IEUEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI u ce
yIpaXkHsBa OT Hero noja gopmara Ha nrcMeso yBegomiienue 10 U3ITbJIHUTEJIS, xato pazxoaure
¥ PHCKOBETE IO HOBOTO JlocTaBsHe ca 3a cmetka Ha USITBJIHUTEJIA.

(10) Crokure, mpeamer Ha pekiamanus ce cbxpamsBar oT JIEHUEBHOTO 3ABEJIEHHUE -

BB3JIOXKUTEJI no ypexxnane Ha peKiIlaMaluTe.

XII. OTTOBOPHOCT IIPU HEU3IIBJIHEHUE

Ya. 12. (1) 3a Heu3IBJIIHEHNE HA 33bJDKEHUATA CH 110 HACTOSIIMS JOTOBOP C U3KIIIOYEHHE HA TE3H 110
wr. 10, an. 2 u an. 4, UBSIIBJIHUTEJISIT npmxu Heycroiika B pasmep Ha 0.5 % Ha geH BBpXY
CTOHHOCTTA Ha KOHKpETHaTa 3adBKa, HO He moBeue oT 10 % (mecer mpoueHTa) OT CTOMHOCTTA Ha
KOHKpEeTHaTa 3asBKa, KakTO M 00e3IMeTeHHe 3a IPETHPICHUTE ACHCTBUTEITHW BPEIU B CIIy4auTe,
KOTaTo Te HAIXBLPIIAT JOTOBOpeHaTa HeycToika. B cimywamTe mo wi. 4, an. 3, mocodyeHara B
TIPEAXOMHOTO H3peUeHHe HeycTolKa B pazmep Ha 0.5 % ce HadWcsaBa 3a BCEKU Yac IPOCPOYHE, HO HE
noseue oT 10 % (mecet mpomeHTa) OT CTOMHOCTTAa Ha KOHKpETHATa 3asBKa, KakTo U 00e3uIeTeHHe 3a

OPETHPIEHUTE ACACTBUTEHN BPEAU B CIIyJanuTe, KOTaTo Te HaIXBBPILIT JOTOBOPEHATA HEYCTOHKA f‘f\
(2) Koraro npu Hammume Ha pexinamanvd, USITBJIHUTEJDIT He u3nbiaHU 3aXbJDKEH ?;a’é”ﬁw \

pasaen XI OT HacTOAIOUSA AOTOBOP B Cpok, chimusT nepku Ha JIEHEBHOTO 3A1§F/f1EHH
BB3JIOJKUTEJI ueyctoiika B pasMep Ha 2 % OT IleHaTa Ha CTOKHTE, 3a KOHWTO |3allnyeHa

peKIaMaIuuTe. MHdopMaunsa Ha
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(3) IEYHEBHOTO 3ABEJAEHHUE - BB3JIOXKUTEJI ynosierBopsiBa MPETEHIMUTE CH OTHOCHO
HEM3IBIHEHHETO Ha [OOroBopa, KakTO H 3a 3ajaljaHe Ha HEYCTOHKATE OT CTpaHa Ha
M3ITBJIHHUTEJIA kato 3aappxa rapasnysTa 3a H3IbaHeHne no wi. 7, an. 3, 6yksa “6” oT norosopa,
KaTo IpeAnpueMa AEWCTBUS 3a HEMHOTO YCBOsBaHE. B cioydal, 4e CTOMHOCTTa Ha rapaHuusAra 3a
U3OBIHEHAE HE TMOKpHBa Bewukd AbokuMH oT USITBJIHUTEJISA smeycroiixu, JIEUEBHOTO
3ABEJIEHUE - BB3JIOXKHUTEJl npuxsama ALDKAMHTE CyMH OT HAaCpeIlHH IUIAlaHUsd KbM
N3N bJIHUTEJIA.

(4) Ilpu Tpu osTH BuHOBHA 3a0aBa Ha USITBJIHUTEJIS, npoob/pKuia ¢ MoBede OT MONOBHHATA OT
CpOKa 3a M3IBJIHEHHME HA CHOTBETHOTO 3anbiDkenue, B pamkure Ha Tpu Mecena JIEHEBHOTO
3ABEJAEHUE - BB3J/IOKHUTEJI uma npaBo a mpeKpaTH AOroBOpa eXHOCTPAHHO C 15-OHEBHO
IIpeIU3BECTHE.

(5) JEUEBHOTO 3ABEJIEHME — BB3JIOJKHUTEJI uma npaBo Ja IpeKkpaTd eqHOCTPaHHO H Oe3
Npear3BeCTHE HACTOSIINA JOTOBOP B CiIydail Ha CHCTEMHO HETOYHO H3IBJIHEHHE Ha 3ab/DKEHHATA OT
M3IOBJHAUTEJIS u mpensseHd moBede OT TpH peKilaMalliM B paMKHMTE Ha TPHM Mecena oOT
JIEUEBHOTO 3ABEJIEHUE — BH3JIOXKUTEJI no pexna Ha rnasa XI.

(6) B cnyuait, e no otaomenue Ha U3MIBJIHUTEJIA nactenat obcrosTencTBara o 1. 54, an. 1,
v 91 55, am 1 or 3akoma 3a obmecrsenure nopsuxd, JIEYEBHOTO 3ABEJAEHHE-
BB3JTIOXUTEJI mMma npaso ha OpeKpaTH €THOCTPAHHO HACTOSIMMS JOTOBOp, 6e3 IIHMCMEHO
npeau3RecTre U 0€3 Ja IbIDKA HEYCTONKH.

XIII. @OPCMAXKOPHH OBCTOATEJICTBA

Y. 13 (1) CrpanuTe 00 HACTOAIMMA JOTOBOD HE JBJDKAT O6e3IeTeH e 3a IOHECEHH BpeIH M 3arybwu,
aKo MOCIEIHATE Ca IPAYUHEHH B PE3yIITaT Ha HEMPEOI0IHMa CHIIa.

(2) Ako cTpanarta, KOATO € CJeABajo /a M3MEIHH CBOE 3alb/DKEHHE IO A0roBopa e Ouna B 3abasa, T
He MOXe€ f]a CE I030BaBa Ha HEMPEOAOIMMa CHIa.

(3) “Henpeonomima cuia” Mo CMHCHIIA Ha TO3H JOrOBOP € HENMPEABHIACHO M/MIH HEIPENOTBPAaTHMO
CHOUTHE OT U3BBHPEACH XapaKTep, BE3HUKHAIO CJIe]l CKIIFOYBAHETO HA JOTOBOPA.

(4) Crpanara, 3acersara OT HENpPEONOJMMAa CHJIA, € JUTBXHA Jla OpEeJUpHEME BCHYKH NCHCTBHA C
rprKaTa Ha JOOBp CTONAHHH, 332 Ja HaMalld [0 MHHHUMYM IIOHECEHHTE Bpemu H 3aryOH, KakTo H Ha
yBEIOMM IMUCMEHO ApYrara CTpaHa B 7-JHEBEH CPOK OT HACTHOBAHETO Ha HEIpeojaoauMaTa cuia. [lpu
HeyBE/OMABaHE B I[OCOYCHHS B NIPEAXONHOTO H3DEYEHHE CPOK ce OB/DKHM obesmereHue 3a
HaCTBIMJIMTE OT TOBa Bpeauw. Hempeomonmmara cmia ce [0Ka3Ba OT 3acersarara CTpaHa CbC
cepTHdHKaT 3a PopcMakop, H3AAIAECH 110 CHOTBETHHS Ped OT KOMIIETEHTHHS OpraH B Ibp)KaBaTa, B
KOSTO Ca HaCTBIIIHA (POPCMaKOPHHTE 0OCTOATENCTBA.

(5) HMokato Tpae HeNpeoOJHMATa CHJA, M3ILIHCHUETO Ha 3aJbIDKEHMATA M CBBP3aHUTE C TAX
HaCpEIHM 3aIbJDKEHUA CE CIHpa.

(6) He mnpencraBigBa “HenpeomoimMa CHna” ChOHTHE, NPHIHHEHO IO HEOPEXHOCT HIH 4pes3
YMHUIIIEHO JEACTBHE HA HAKOS OT CTPAHHUTE HJIM TEXHH MPEACTABHTENH H/WIM CIY>KMTEIH, KaKTO U
Hepoctura Ha mapudHu cpeactsa ma M3ITBJIHUTEJISL u JIEYEBHOTO 3ABEJEHME -
BB3JIOKUTEJL

XIV. ClIOPOBE

Ya.14. (1) Be3rukHaIHMTE Ipe3 BpeMETPaeHEeTo Ha JOr0BOPA CIIOPOBE U Pa3sHOITIACHI MEXKIY CTPaHHTE
Ce pellaBaT 4Ype3 MPEroBOPH MEXAY TAX. ]IoCTUrHaTHTE NOrOBOPEHOCTH ce OQOpMAT B IHCMEHA
¢dopma H ce IpeBpbHINAT B HEpasAeIHa YacT OT JOrOBOpa.

(2) B ciyyait Ha HenmocTrrane Ha ZOTOBOPEHOCT IO IIPEIXOJHAS WIEH, BCHIKHA CIOPOBE
TO3W JOTOBOP HJIM OTHACAINH CE A0 HETO, BKIIOYUTETHO CIIOPOBETE, IIOPOJICHH OT MM Of
HEroBOTO THJKYBaHe, HENCHCTBHTENHOCT, HEM3TBIHEHHE WM IIpeKpaTsaBaHe me O0baa
crnopen OBIrapcKUTe MaTEPHATHY U IIPOLECYAIHH 3aKOHHM OT KOMIIETEHTHHS CBJ{ ITO Py
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XV. ChbOBIIEHNUSA

Y. 15. (1) Benuku choOImeHHST MEXIYy CTPaHUTE, CBHP3aHU ¢ H3ITBIHEHHWETO HA TO3H JOTOBOp Ca
BAJIMJIHY, aKO Ca HAIlPaBeHW B MHUCMeHa (opMa U ca MOANUCAHH OT YI'BIHOMOIIEHUTE IPEACTaBUTEN

va U3IITBJIHUTEJISA v JIEYEBHOTO 3ABEJEHUE — BH3JIOKUTEJL
(2) 3a mara Ha CHOOIIEHUETO CE CMATA:

v JlaTara Ha IIpelaBaHeTo — IIPH PHYHO IIpeJjaBaHe Ha CHOOIIEHHETO;
v JaTara Ha IMOIIEHCKOTO KileiiMo Ha oOpaTHaTa pa3nicKa — IpH U3Npalnase 1o [MoInara;
4 JlaTaTa Ha TIpHEeMaHeTo — IIpH |3Ipalnane o ¢axc umy e-mail.

(3) 3a BaymmHW aapecw 3a MpUeMaHe Ha CHOOIMEHHS U OaHKOBU CMETKH, CBBP3aHM C HACTOALIHS
JIOTOBOP C€ CMATAT:

3A N3ITBJIHUTEJIA: 3A JJEUEBHOTO 3ABEJJEHUE- Bb3JIOKUTEI:

obnact Codus (cronuna), obmuna Cronuyaa 5500 JIoseu, yn.Criiko CpeB Ne27

c. Ceerospauene 1252, yi. ,,YaBnap BoiiBoga“™ Ne 48 e-mail : mbal lovech@abv.bg
e-mail: office@medex.bg

BarkoBa cMeTka Bankosa cmeTka :

banka OBb AJl, xion Tpuanuna ITbPBA UHBECTUIIMOHHA BAHKA Al Jloeeu
IBAN BG02UBBS88881000874394 IBAN : BG 73 FINV 9150 1017 4489 81

BIC xon UBBSBGSF BIC : FINVBGSF

(4) TIpu mpomsHa Ha TOCOYEHMs IO ai. 3 aapec Wi OaHKOBAa cMeTKa CHOTBETHATA CTpaHa € UThKHA
Jla YBEJIOMH Ipyrara B TPHJAHEBEH CPOK OT MPOMSHATA.

XVI. IPYTH YCJIOBUSA

Yia. 16. (1) IlpaBata u 3aibDKeHHMSITAa II0 HACTOSINMSA JOTOBOpP HE Morar [Ja ce HpEXBBPIAT
€IHOCTPAaHHO Ha TPEeTW JHIAa W MONOOHM aKTOBe HE IOpaXAaT NpaBHO IeiicTBHE Oe3 MHCMEHOTO
chIJIacHe Ha Jpyrara CTpaHa, OCBEH B CIIy4aHWTe Ha obesnedaBaHe (IapaHTHpaHE) Ha 3a0b/DKEHHS 110
0aHKOBH KpPEAUTH.
(2) 3a HeypeneHWTe BBIPOCH B HACTOSIOWS JOrOBOp ce Ipuiara IeHCTBAammoTo OBArapcko
3aKOHOJIATENCTBO.

XVIIL. IOAN3ITBJIHUTEJIN
(MPULOAHCUMO CAMO 6 CAyHaume, 8 KOUMO UIOPAHUSA 3G USNBIHUME] YUACMHUK € NOCOYUT, Ye uje
N0A364 NOOUSNLIHUMENU, NPU CKIIOYBAHE HA PAMKOBOMO CROpA3yMeHuUe)

Yu. 17. (1) HOAUSITBJIHUTEJUTE Tps0Ba na oTroBapsT Ha CHOTBETHUTE KPUTEPHHU 34 110AOOD
chOOpa3HO BUJIA U [IeNIa OT IOphUKaTa, KOUTO Ie U3ITbJIHABAT, U 3a TAX Jla He ca HaJIMIle OCHOBAHMA 3a
OTCTpaHsBaHE OT NpoUeaypara.

(2) JEYEBHOTO 3ABEJAEHME — Bb3JIOKHUTEJI uzncksa 3amaHa Ha [IOJU3ITBJIHUTEI,
KOHTO HE OTroBaps Ha yCJIOBHTA IO al. 1.

(3) Koraro wactra or moppukara, kosto ce m3nbiaHssa oT IIOAM3ITBJIHUTEJL, moxe na Ovae
npenanena karo otaesneH obexkr ma U3INBJIHUTEJIA wm Ha JJEYEBHOTO 3ABEJAEHMHE -
BB3JIOXKHUTEJL, nocienuus 3amiama Bp3HarpaxaeHue 3a ta3u yacT Ha [IOJAU3ITbJITHUTEJISL.
(4) Pasmpamianusta mo an. 3 ce OCBHINECTBIBAT B3 OCHOBA HA MHCKaHE, OTNPABEHO OT
IHOMM3INBJIHUTEJSL 10 JIEYEBHOTO 3ABEJAEHUE -~ BB3JIOXUTEJ  upes
MU3IIBJHUTEJISL, xoiiTo € ITbXKeH a ro NpefoCTaBH Ha BBINOXHUTENS B 15-mHeBe

MOJyYaBaHETO MY.
(5) KeM mckanero no an. 3 USHNBJIHUTEJIAT npenocrass cTaHOBHUINE, OT KOETO J
OCITOPBA IUTANAHUATA WM 9acT OT TSIX KaTO HEABIDKIMH.

3annyeHa
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(6) IEYEBHOTO 3ABEJAEHHUE - BB3JI0KUTEJ uma IpaBO Ja OTKaXe ILIalaHe mo ai. 3,
KOraTo HCKaHeTO 3a MIAaIIaHe € OCIOPEHO, 10 MOMEHTA Ha OTCTpaHsIBaHE Ha MpHYHMHATA 32 0TKa3a.
(7) He3saBucumo ot umsmonspamero Ha ITOJJUSITBIIHUTEIIMA oTroBopHOCTTa 3a M3NBIHEHUE Ha

noropopa ¢ Ha U3ITBJIHUTEJIA.
XVIIL SAKVIIOYUTEJIHHA PA3SIIOPEJIBHA

Yn. 18. (1) [Ipu cbcTaBsHETO Ha HACTOSINAS JOTOBOP CE IIPEACTaBAXa CICTHUTE JOKYMEHTH:
v Hoxymentu mo wi. 112 ot 3011,
v Hexnapanus o 4. 55, an. 6 ot 3JIIIXM (koraTo e IpHI0oKHAMO);
v Tapanis 3a H3MbIHEHAE;
v Texaudecko u L{eHOBO npemioskeHye, HepasAenHa 4acT OT AOrOBOpa;
Hexnapamuu mo SMUIL
(2) HacrosammaT ZOTOBOP C€ CHCTaBH B TPH €IHOOOpa3HH eK3eMIULIpa Ha 6B/Irapcky €3uWK — €OUH 3a
N3NbJHUTEJIA 1 n8a 3a JEYEBHOTO 3ABEJIEHUE — BH3JIOXKUTEJL.

AN
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0O6ocobeHa no3muyumsa 1

Bpb3ka
Heobx KbM
oaum BONBAHUT Konwnvecr OKoHu4a
Nekapct{6por |Msapka enHa Tovproscko|so TenHa {Hann
BeHa  [mApku |/mg,tabl|3a6en|Cratyc |MU36paH MHPOPMa |HAaUMEHOB {aKTUBHO onakoe |yeH B |Ep.ueHa |Ea.ueHac
ATC |INN ¢dopma [Ha 13 |,ml/ exka (N/1C Py Py uma aHue BewecTBo |Msapka Ka nnc |6es ac |Aac
Accord
Health
care
nepopa Polska
HOS5B |Cinacalce |nHa Sp.
X01 |t T8bpAa | 18000|mg BanuaeH {He 2.0.0,, 0,154365| 0,185238
https://ec.
europa.eu
/health/d
ocuments
/communi
ty-
Amgen|register/2
Europe|021/2021
B.V., 01211505
Huaep |92/anx_1
navam {50592 _bg.
Aa A pdf Mimpara (30 mg 28 Hanwuen 8 NNC
https://w
ww.bda.b
g/images/
stories/do
Heato [cuments/
nk.s., |bdias/201
Yewska |9-03-11-
peny6 [114043.p [Cinacalcet
ha nvka  |df Heaton 30 mg 28 Hanwuen 8 NNC



https://ec
https://w

Teva
B.V.,
Huaep
He NaHau
AbbVie
nepopa Spain
HO5B {Paricalcit |nHa S.L.U.,
X02 ol T8bpaa | 1000|mcg BanngeH |He UcnaH 3,455058| 4,146070
https://w
ww.bda.b
g/images/
stories/do
Teva [cuments/
B.V., |bdias/201
Hugep |8-07-25-
naHgm |111326.p |TevaPariVi
Aa f df t mcg 28 Hanunuen 8 NIC
I'Ipep,naral-m ueHoBu napameTpun
HauuH
Ha
ripunox |3aben Craty {Ep.ueHa |Ep.ueHac
ATC |INN eHne |exka |Mapka |c 6es A4C (AAC
nepopa
HO5B |Cinacalce |nHa Banu
X01 |t TBbpAa mg AeH 10,154365] 0,185238
nepopa
HOSB |Paricalcit |nHa Banwm
X02 ol TBbPA3 mcg aeH 13,4550581 4,146070

U3sagka cbrracHo cuctemara Ha TexHunuecko u LieHoso npegnoxene MEAEKC OOA no npeanoxenue ¢ N2 "0 4639" no npoueaypa ,[L0CTaBKa Ha NeKapCTBeHN
npoAyKTH no Pamkoso cnopasymexue PA-11-102/25.02.2021r. 33 HykanTe Ha MBAA “NPO®.A-P.Napackes CroaHos” AJ] /losey'
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