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O6U.I€CTBGHHT6 MOPBYKH, CE CKJIOYM HACTOSIMUAT JOTOBOD

"MEJIMLIMHCKA TEXHHUKA NIHKEHEPUE
Codust 1750, oOmuH
285, EMK 831641
ompejeneH 3a HM3NBIHATEN CJEL IIpOBEIcHA mpoueaypa.
noptuka THN "orkpura' Ne 00083-2017-0004; ¢ mpe

MeIMIIMHCKH U3/Ie/IHd 38 HYXKIHTE Ha , MBAJI-Ilo6puy” A/, Hapu4an ITPOJTABAY U1

a CronvuHa, paion MiagocT, aapec Hi
528, mpencrapisisaHo oT Momka

"WMHOTOITPOO®UITHA BOJIHMIA 3A AKTH
rp. Jlo6puy, CBC CeJaMIIe 1 apec Ha YIPaBJICHUC: TP. Jlo6puy, yn. “ITamaior XuToB" 24,

ten. 058/600160,

NPENCTABIABAHO OT
IPYIKECTBOTO, HApUyaHa KVIIYBAUY.

CrpaduTe ce CopasyMsixa 3a CJICIHOTO:

ITPEJIM
Uen 1

daxe: 058/600414, e-mail: oblb

@Dbergon.net,

,

Z

v

(EKIY:

™" OOJl, cbe cenanumiie B IP.
1 ynpasienue: k.. "Manocr 1"
Xpucrosa ['eropa-XpuCTAHOBA,
3a BB3IAraHe Ha 0OLIECTBCHA

meT: Ilepwojuyna JOCTaBKa Ha

BHO JIEYEHUE-OBPUY" A/l

EUMK 124141302,

JI-p Tpudon Brnamumupos Vopaamor

ET HA JIO'OBOPA U LIEHA

oBocobera mosuums No 52: MeluIMHCKE M3/Ie/IHA 32 EKI
OTKpHTATA IPOLEYPa 3@ BE3JIAraHe Ha obmecTBeHa IOpbYKa.

(2) Uen

CPOKOBE M HAUMH HA TINTAIIIAHE
Unen 2
My. JJoroBopsT IPQ
cJiejl IPOBEKIAHe Ha OOLIecTBEHA II0PhUKa.
3. MenuIMHCKHTE H3Jenus IIe ObJaT IOCTaBSHM OT MpojaBada Ha
0 72 (ceneMzeceT W JiBa) daca OT MOMEHTa Ha 3asBIBAHETO OT CTpaHa Ha

Yjen

KyIyBaya B CpOK J1

!

[jaredHa OT KyllyBada IIO OaHxoBaTa CMETKa Ha IIpol

BB3JIOKUTEIIS.
Unen

KaJICHIApPHH JHH C
Yien
Masiko ot 60 % oT

MACT

Unen
“MBAJI-JJo6pra”
UieH
II'BJIHO MITH YaCTHY
MM Ha MICTOTO H
JIOKYMEHT.

D CpOK']bT Ha rOJAHOCT HA JOCTaBsgHH

7. Cob6CTREHOCTTa BBPXY MOCTABIHHTC
[HO UM TIOTHBAHE IPEMUHABA BBPXY K}
(a Jl0cTaBsiHe ¢ MpUEMO-TIpe/iaBaTeict

OCHORHHUTE KOJIMYECTBa, IIOCOUCHH B
y

CpoKBT Ha HACTOALIHS JIOTOBOP © 12
JBIIKaBA IEeHCTBHETO CH JI0 CKINOYBAH

,H;'LJI}KHMB,TE:I Ha IIponaBa4da cyMa 110

e p3maganeTo Ha dakTypa oT IPO/aB

— Wznenautened [JupexTop Ha

(1) TlpopaBausT INpo[aBa Ha Kylyhada METHIMHCKHTE W3IEeNusd [0

anapary., 3a KoiATO € yuacTBall B

MUTC HA MEIUIHHCKHTE U3ICIHATA oo ChOTBETHHUTC 000co0eHy MO3ULMH ¢a
CBIIIACHO LIGHOBOTO IPEIJIOKCHHC Ha y4YaCcTHHKA.

(3) Tlp
IIOpBYKa HE nopaxnaTr 3aILIDKEHMC 38 KyIryBaia na ryd 3aK

JOKyMEHTallHATa 3a o0ulecTBEHA

4 B [IOCOYEHUs 00eM.

fecena oT Jarara Ha IIOJAITHCBAHETO
eTO Ha JIOTOBROP C ApPYyr H3IIBJIHHTEIL

BCSKA OTHEIHA J0CTaBKa e Oble
apada B cpok 1o 60 (mectmecer)
aya.

Te MEIMLMHCKH H3JIeHs € He I10-

o01IIaTa TOAHOCT B MOMEHTA Ha JocTaBika.

O HA U3IThJIHEHUE U TTPEMHUHA
6. 3a MICTO Ha JIOCTaBsAHE Ha MCIH
AJL rp. obpuy, yi. “Tlanaifor XuTOB

BAHE HA COBCTBEHOCTTA

OUHCKUTE H3JCNHA CC onpenesis

> Ne 24, 3BeHO ,,BOJIHIYHA anTeKa’ .
MeIAITHHCKH M3/eNUs i PUCKBT OT
IyBaua OT MOMEHTa Ha MPUEMaHeTO

| IPOTOKOJ WM JIPYT PABHOZHAYCH
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TIPABA
Uneu 8.

Korato € 00OSBHII B 3
IHH OT CKIFOUBAHET
34 3aMgHA HA IIOCOY
OroBOpa WK Ha 10

ye ¢ca H3IBJIHCHH YC

(2) Ilox

NefHOCTUTE, KOUTO
(3) He
OTIOBOPHOCTTA 38 H

(4) Kymy

Yren 9.
1. o1ro

BHTPO JIH
3. ‘oTro
OpBYKa.
en 1
yZIOCTOBEPEHUE 32
mupextop Ha MAJL
ien 1
cHcTEeMa 3a YIIPAB]
eKBUBAJIEHTHA, C O
W3 IeITHsL.
UneH

[IPAB
Ynen
OTJIeJIHA JIOCTABK
npo/iaBada B CPOK
2) II
MeTULITHCKH U318
(3) H
IPOTOKOJI, ChCTaB
(4) B
OCIIOPH TTHCMEHO

yIIBJIHOMOIIEHA JlabopaTopus, Hpes B3EMaHe Ha KOHT[
ype3 CpaBHABAHETO HA JOCTABCHHUTE MEJUIIMHCKA B
OIMICAHKE WIH CHUMKH IIPY yJaCTHETO B ob1ecTBEHATA |

Unen

Ha4yHHA U B CPOKa,

HEY
Unen
(nBazecer U UeT

12. TlpojiaBaybT € MIBKEH Ad M313J
MEAMIMHCKH H3/ICIUA.

A Y 3AJIBJDKEHMS HA KYITYBAY
1, KaTo TP YCTAHOBSBAHE Ha HECH

825! YCTELHOBSIBB.HG HA HECBHOTBETCTBI
JIHs KyIlyBadbT € JUIBXKEH Ja YBCIOMH

eH OT KOMHCHS, ChCTaBeHa OT JTBAHOS
ciTyuai, ue IpoAaBadbT B CPOK A0 24

CTOUKA

upu) gaca, KynyBadypT uMa IPaBo n@

\JBIICHUETO CU 38 y4acTHC OJI3BAHET

JloBHATA 110 Wi, 66, am. 2 1 11 0T 30IL

3aBUCHMO OT BBE3MOIKHOCTTA [ad

0. TIpomasausT B CPOKa Ha JOrOBOPA
THPrOBHS Ha €JP0 ¢ MEIMIIMHCKH M3/
no pena Ha 3SMI.
1. TIpojaBaubT B CpOKa Ha [0rOBOPA

GxBar B 0oOnacTTa Ha IPOH3BOJACTBOT

13.(1) KymyBaubT nMa Ipaso [a I

oT 24 uaca.

eChLOTBETCTBHETO Ha KOIIHYCCTBOTO

HECHOTBETCTBHETO Ha Ka4decTBOTO, T

14, KynysaupT € JUIBXKCH [Jd 3allia]
OIpeJIeNeHH B HACTOSIIHS IOTOBOP.

15.(1) ITpu 3abaBa Ha AoCTaBKa OT C

1 3AJIBIDKEHMS HA HPOILABA‘IAr_
(1) TlpomaBaubT € JUIBXKCH Jia CKJTIO

0 Ha IOTroBOpP 34 TIOAH3ITBTHCHHAE WA
el B 3asABICHHETO TMOOU3IIBJIHHUTEI H
I'LJIHATEIHOTO CIIOPa3yMeHHE Ha BB3JI

J[IBJIHEHHE Ha JI0roBopa 3a 00IIECTECH
/BAYBT HAMA Ja U3BBPIIBA JUPECKTHA P
[IposiaBadbT € JUTBKEH J1a I0CTaBd MCT
apsT Ha M3UCKBaHUATA HA HIL. 82, an. 1
7. CHOTBETCTBAT HA M3MCKBAHUATA Ha JIMPEKT

Cpeera Ha EBpona 98/79 EC 3a MEIMIUHCKHTE Cpe/ICTBA 3
ArHOCTHYHY MEIHIIHHCKH H3JIENHs! [0 CMHCEHIA HA §1,1. 12 or /IP Ha 3MM.

apdaT Ha H3UCKBAHHATa, IOCOYCHH B

renue Ha KadecTBoTo EN ISO 9001 ¥

Yy JOrOBOP 3@ HMOAU3IBIHCHHE,
Ha TOAM3IBIHATEN. B CpoK 10 3
Ha JOIBJIHUTENHO CIIOpa3yMeHHe
JMIBIHATENAT H3Mpalia Komue Ha
O KHETeNd 3ae/IHO C J0Ka3aTeJIiCcTBa,

M3IGIHUTEINTC HAMAT npago Aa npeBb3Jiarar eaHa WIH IOBEHC oT
ca BKIIIOYEHH B IIpeAMeETa Ha Jorosopa

3@ TIO/IM3ITbIIHEHHE.

(e W3IOI3BAT IOJU3IIBIHUTCIIH,
/L TIOpBYKA € Ha [[pofaBada.
A3TIIALIIAHIS C TIOAM3ITBJIHUTEIUTE
UIHHCKH H3IETIHs, KOUTO!

ot 3MH;

B2 Ha EBponedckus mapiaMeHT 1
a nuargoctrka (IVD) — camo 32 HH

ILOKYMGHT&HI/IHTH 3a o0mecTreHa

. JUTHKEH JIa UMa PaspelIeHue Wil
Jus, M3aneHo oT VI3IbIIHMTCIHMA

o JUIBKEH Ja Ipuiara U noiibpia
/. EN ISO 13485/13488, W/ K
) W/WITE THPTOBHATA ¢ MEJMIHHCKH

. B cpok (haxTypa 3a JOCTABCHUTE

A
poBECpsBa KOJMYECTBOTO Ha BCIKA
TBETCTBHE € UIBXKEH Ja YBEIOMH

¢ B KadyecTBOTO Ha JOCTABCHHUTE
I1po/iaBada B CPOK OT 24 gaca.

M KauecTBOTO C€ YCTaHOBABA C
THUTE JHLA Ha KyIIyBa4a.

yaca clell YBEJOMABAHETO 10 ail. 1
i MOJXKe 1A UCKa IpoBepKara My OT
yOJIH¥ 00pasiy OT J0CTaBKaTa, HIIH
3enusl ¢ IPEICTABEHHTE MOCTIPH,
TOPBUKA.

{ yroBopeHaTa IleHa B pasmepa, IO

TpaHa Ha [pojaBada ¢ IoBede OT 24

[ONyuH HEycTOHMKa B pasMmep Ha 0.1

'
/
7 /

4

rFa



"MHOTOITPOPHAHA BOAHUIIA 3A AKTMBHO _AE‘-IEHHE ~ IOBPUY" ALL

JOBPHY 9300 B yn."[Manafkor Xyutop" 24 B 058/600488 darc 058/600414 H e-mail: oblb@bergon.net

(myna L0, eaHa ¢cera) Ha CTO OT CTOMHOCTTA Ha 3a6aBeHATA JIOCTaBKa 33 BCEKH 24 gaca

3a0asa.
(2) Tlps ycTaHOBsBaHE Ha HeChOTBETCTBHE | B KOJIMICCTBOTO, npojasavybT ©

JUTBKEH 113 10CTaBH JIUIICBAIIOTO KOJIHMYECTBO IPH creABalIaTa JOCTaBKa, a Ipy MMOUCKBAHE
yaya B CpPOK OT 24 uaca. [Ipy HEH3MbJIHCHHC Ha TOBA 3abIKESHHAE

OT CTpaHa Ha Ky
5 (meT) Ha CTO OT CcTOMHOCTTA HA

KYIIyBaYbT MMa IPaBo Ja MLy HeyCTOMKa B pasMep He

JTUIICBALOTO KOJIHUELCTBO.
(3) [lpy| ycTaHOBABAHE HA HECHOTBETCTRIE B KaueCTBOTO, MPOAaBadbT IUTBXKEH

J1a NOCTABH MEIMIAHCKY U3JICIHA © YLOBOPEHOTO KaueCTB() MPH clieIBaIlaTa 10CTaBKa, a lIpr
[oMCKBaHe OT CTpaHa Ha KynyBada B cpok 0T 24 uaca. [Ipy HewsNIbIHCHHE HA TOBA
3aTbIDKCHIE KyMyBaubT uMa IpaBo 1@ TIOJIydM Heycrolika B pasMep Ha 5 (met) Ha CTO OT
CTOMHOCTTE HA HEKAYECTBCHATA /I0CTABKA.

(4) B qmydawure 10 ATHHCH 2 u 3, ako MPOABAYBT HE NOCTABH JIOTOBOPEHOTO,
IpaBo Ja 3aKymy HEOGXOMMMHATE MY MEJMIIMHCKH  H3ACIHA oT Apyr

KynyBadbT HMa I
JOCTaB4HK, Karo p A3JIMKATE MY menara 1o JOroBOpa H ﬂeﬁCTBHTeHHO sariareHara neHa ©

33 cMETKA Ha IpoaasBaya.
Unen 16.(1) Tlpu oTKa3 Ha npojaBaya Ja JCTaBH 3asBEHUTE MY MEIMIHUHCKH

{3 71eNTHst MM TIpH $a0apa 1oBete ot 48 (qeTHpHIECET U oceM) gaca, KyIrypadbT UMa Ipaso /ia
3Ky HeOOXONHIMHUTE MY MeTUITHHCKHA H3/IeT1s OT APYT JIOCTaBYHMK.

(2) B ¢nygauTe 1O TPE/IXO/HATA aJHes! pasNiiKaTa MeKIy LeHaTa Mo JIoroBOpa u
JIeHCTBITENHO 3aIyiaTeHara IeHa © 33 cMeTKa Ha IIpo/iaBada.

Uren [17. KymyBausT ¥MMa TpaBo /d [cKa| obesieTenye B IBJICH pasMep Ha
BpEJIUTE, KOUTO € MPeTHPIis B pesynrar Ha 3a0aBeHATa Ji/1TM HeKayecTReHaTa JOCTaBKa.

Uyen 18. TIpu 3a0aBa Ha Mnaliane Ot cha}%a Ha KyITyBada, MOCICIHUIT J(b/DKH
Ha IpojaBaya HeY CTOMKa, B pa3Mep Ha 3aKOHHATA JIUXBA

Yney |19. HeycTOMKHTE, obesmneTeHuATa ¥ [ICHOBHUTE pasyIuKM M0 L. 16, an. 2
MOTAT Jia OBaaT YUbpIKaHH OT BCAKO JUBIDKAMO Ha TPOJaj3aya MlaliaHe.

[IPEKPATSABAHE HA JTJOT'OBOPA

Urren 20. JloroBOpbT ce NPEKpATABA
1. ¢ W3THuAHEe HA CPOKA, 38 KOHTO © CKTIOYSH, OCBCH B CJIydauTe MO il 2, U3D.

BTOPO.
2. TIpY CHCTCMHO HCH3MBIHEHHE Ha JIOCTABKATE 110 KOJHIECTBO H/HIIH KauecTBO

pJIaBayva. Tlon cHUCTEMHO HEeM3IIBIHEHAS CC paB6Hpa TAKOBa, H3BBPIIEHH JBad

OT CTpaHa Ha IIp
11, WUIM TIOBede OT TPH IIBTH B PAMKHITE

Y TI0BeYEC I'BTH B PaMKHTC Ha eguH KajieHJapeH MecC

Ha CpOKa Ha JI0roBOPa;
3, HpW CH3JABAHETO HA YCJIOBHA 3a JOCTABKA HA MEIMIMHCKUTC H3ICIHA,

[IpeaMeT Ha Jorosopa CIeL TIPOBEIKAHETO Ha [eHTpalH3upati e/IeKTPOHHH ThPTOBE.
4, B|cnyuait, ge Opae MPOMCHCHA nopmatuBHaTa ypeaoda, B pesyirar Ha KOETO

oTHagHe neo@xoguMocTTa 0T JocTaBKarTa HA MEeIUIIUHCKUTC A3Neusl, KOUTO ca npeaMeT Ha

JI0TOBOpA;
5. MpH HEBB3MOXKHOCT Ja CC ocuryp | uHancupane 3a M3IIBJIHEHUETO Ha

nopbpyKaTa o Hp{fl"-II/IHH:. KOHTO KyHYBaH’bT He € MOT'BJI| Ja IIpeaBHIH.

JIPYTU YCJIOBUA
Unen 21. CrpanuTe IO AOroBOpa HE MOT AT Jia TO W3MEHST, OCBEH B CIyJante,

IpeaBHACHH B WL 116 ot 301IL
Yjen 22. CTpanuTe 110 A0r0OBOpa MIE perapaT Bh3HUKHAINTE TIO H3IIHTHEHHETO
MO CBHIVIACHE, a aKO TOBa € HEBB3MONCHO, no pena #a ['TIK mpen poaoBo T

&/

CIIOPOBE TIO B3
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KOMIIETECHTHHAT CLJ

pena Ha 3armoBeIHOT(

Ynen 23.

pasrnopendute Ha 30
Ynen 24

HACTOSIIHS JIOTOBOP
(2) Tpu
JUIBXKHA J1a YBEIOMHU

Ilpu cbe

JOKYMEHTH 3a JO0Kd4

IIPEACTABEHH IIPH CK

[Tpumoxs
1. Texam
2. IleHon

Hacrosan

npoJasayva 1 1Ba 3a

B rp. JloOpr4, OCBEH B ClydawTe, KOT
IPOU3BOICTBO.

3a BCUYKH HEYPELEHH 110 HACTOSMIINS

I1, ITIT30I1, 33/ u T3.

Jpyrara B TpPHAHCBCH CPOK OT IIpOMIH

TaBgHEe Ha HACTOAIHAT JOT0BOP HE

CHHS KbM JOTOBOPA.
0 IIPEeAJIOIKEHHUC.

[MAT JOTOBOP C
KyIyBaua.

(1) 3a BamMAHH afpecd 3a TMpHEMY
Ce CMATAT aJIPECUTE, II0COYEHH B Hava)
pOMSIHA Ha J@HHHTE MO IPEIXOMHAT

3BAHE JIMIICATa Ha OCHOBAHHA 3a OT(
mousaHeTo Ha gorosop Ne 39 /29.09.2

YECKO HPEANOKCHNAC 38 H3IIBIIHCHHC He

ChLCTaBd B TpH €1

KVIIYBAYY £/

ITO MPETCHINATA € IPe/ABeHa 1Mo
[(OI'0BOP BBIIPOCH IIE CE IIpH/Iarat
IHE Ha CBHOOINEHHs, CBbp3aHH C
[(0TO Ha JOTOBOPA.

a ajiHes, CLOTBETHATA CTpaHa €
\Ta.

'e MpPEACTaBAXa OT H3IIBIHUTENA

TpaHsABaHe, ThH KarTo TaKHBa ca
017 ropx.

. IIOpLYKaTa,

-[006pa3HH CK3CMILISIPa, €IMH 3a

f &

(o1 4
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IIpeocmaen ce

TloAmHCaHIST/

.. Muagoer 1, 611 28b

Ha J0T0BOPA.

JOCTABKATA 1 H3/[ABAHCETO
5. Tlpuemam
3agBABAHETO OT CTPaHa H
6. TlpuemaM
JOCTaBKa.
7. Jexnmapup

& TexHmuecKaTa crerud

TOCTaBCHUTE ‘KpKTepHH

- 3a 006cTO
[IPUXOJUTE K YIOCTOB
y4acTHHKA;

- 33 0BCTOATEICTBOTO 1O 1L 54,

Ipunosicenue N

TIBIHOMOIIHEK ¢ HOTApHal
Texuuka VHKeHEPHHT” OO0/[T (usnucea ce

Muanoct 1, 6. 285 /yi. JavuTEp MOJIIoB

1. IlpencTaBam
(Mons nocoverne HOMED
2. lleKnapnpat; CPOK Ha BAIMJHOCT Ha O

ocoueHa 3a Jara Ha IoAa
3, Tlpuemam cpoKa Ha M3IBITHEHHE Ha MOPBUKaT

4 — 3a0bascumenen 00pasey
n

apata Jlusna Hapaaposa BruBapoBd,

fyi. ,,JJAMUETEP

a na o6ocobeHama no3UYUui,

aHe Ha ofepTara.

4, TlpmemMam CpoKa 3a mnamane: Ko 60 (1meCTAECeT)

Ha (axTypa OT H3IIBIHATEIL.
cpoka Ha MOCTABKA:
1 BL3JIOKATEIL.

cpoKa Ha TOJHOCT: He mo-Maiko oT 6

aM, u¢ CbM HampaByuil JIeHOBH IIPC

RTIOUeHY B 060co0eHaTA O3HIHA (koraro o6ocobeHaTa Mo3ull
8. Hpmemaa'a Ja M3IBIHABAM BCHUKH M3UCKE
OB SBIEHAETO U JOKYMCHTAIAATA 328 yyacTHe.
9, TIpemiaraiuTe KOHTIGHTPATH 38 XeMO/anu3a ¢
AKAIHSL,
10. JlexmapupaM ChriIacueTo ot ¢ KIay3uTe Ha TIPH
11. B cioyu4ait, 4e Onaa OmpeneseH 32 WATIBIIHIT
[IOJIIICBAHeTO Ha JOroBOpd 3
yJI0CTOBEPABAIII JIATICATE
3a ooop:
- 33 oOcToATEICTRATA IO L.
TEeJCTBOTO 10 YL 54, ai.
peHHe 0T ofmuHaTa 110 CelanymieT

a obuecTBeHA IMOPEHUKA,
Ha OCHOBAHMS 3a OTCTPaHABaHE OT

54, am 1,T.10T 3011
1, T. 3 o7
)

am. 1, 1. 6 - yooce

arennus "l aBHa HHC
- paspernie

JOKYMEHT, ym)c'romp'

KOMIIETEHTEH OpraH Ha CHOTBETHATA IBpPKaBA.
[IPOM3BOIUTEIHTE HA MeIUIIMHCKA A3 /eI, yCTAHOBEHH HA

33 IpHIAraHe U HOJUIBPIKAHC Ha CHCTR
Ha TIPOH3BOLCTBOTO W/Wn¥ THPrOBHAT ,{" .
rgoTo EN ISO 13485/13488 u/miu €K

- cepTr{uUKaT

ISO 9001 B obracrTa
yIpaBlieHHe Ha Kauec

Tlognuc H

JHara: 12.07.2017

eKIIFsL IO Tpyaa’;

qHe 33 THPTOBHI Ha eIpo ¢ MEIHUIHHC!
yBa C MeIUITMHCKH

3 MM YAOCTOBEPCHY
repuTOpHLTa Ha Penylyr

sBall IpaBoTo Ha y‘IaGTHHKa a TePI

a Hpe,H,CTaBJISIBaHLOTO JIMIIe ¥ IIedat:. ).

PazpelieHH

0 gcaKa 0bocobena no3uRA, 34 KOAW

TEXHUYECKO NPEAJ

HO — 3aBEPEHO IBJIHOMOIIHO (usnucsd
Mosos”/, ajpec Ha

»/, BUK 831641528,

othepra 3a y4acTue 10 obocobena 1103

(heprare.

a: 12

o 72 (cenen

o ce nooasa oepma

OXKEHHUE

st Ne 52

receT H

) % oT obmara roHoCcT

aHMg  Ha BB3IOKHATEIA,

€

a]I Ha ITOPBUKATa,

- CBUIETENCTBO 38 CHAUMOCT;
3011 - YHOCTOBEPEHME OT OPramuTe o
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