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rorosopr f.L 73

,[[Hec.‘jf.‘. .?ﬂ..Z[}IE}‘ ron. B rp. [loGpuvy, na ocuoBanne wi. 112 u ci1. ot 3akona 3a
obHIecTRERNTE MOPLYKH, Ce CKIIOuH HACTOALIHAT JIOTOBOP MEKITY:

"MHOTI'OTIPO®UITHA BOJIHULIA 3A AKTHUBHO JIEYEHHE-JIOBPHY" ALl
rp. JloBpry, ene cepanuue u 4Ipec Ha ynpasnesue: rp. JloGpuy, yn. “[Tanaijor Xuros" 24,
Ten.  058/600160, daxe: 058/600414, e-mail: oblb@bergon.net, EHK 124141302,
mpeicrasBano or [Jl-p Ceetosap Baiiuen Herpor ~ Wanunmurenen Hupexrop Ha
Apy#ecTBOTO, Hapuyana BB3JIOWUTE]]

"CODAPMA TPEMJIMHI™ AJI, cne cenanuuie B rp. Codus 1756, anpec na
ynpasnesue: yu. "Jlvuesap Cranues" S, Codapma Busuec T aybpc, Crpaga "A", er. 12. EMK
103267194, npencrasnssano ot Humursp leoprues AMMHTPOB, onpenenes 3a w3mbLaARETE
Pemenne No 11/ 01.04.2019 ron. na Hanbnunrenuus AMPEKTOP HA BRANOKNUTENH, Ccrej
IPOBE/ICHA NPOLEAYPA 33 Bb3JIAraHe Ha OOMecTBeHa Nopbuka THH "oTkpuTa", ¢ npemmer:
Hocraska Ha MeanmmHCcKN nsnesud, napuyan M3ITBJIHWTE]

Crpanure ce ciopasymsixa 3a CIIEIHOTO:

ITPEAMET HA JIOTOBOPA U LHEHH
Ynen 1.(1) U3MMBJIHUTENSAT Aocrasd na BB3JIOMUTENS memummucxute
H3ienna no cneanute obocobenn nosmmmm:
[To o6ocobena nosmuums No 18- Comnja 3a xpanene na HEJIOHOCEHH:
(2) Uennte na MemmumuCcKiTe winemns wa M3ITBJIHUTENS ca chraacko
HCHOBHTE NPE/UIOAKEHHA U Ce HEH3IMEHHA YacT oT JIOTOBOpA.
(3) Ilpornosuara croitnocr ma AOTOBOpa 3a Beska obocobewa mozumms e
OCOYEHA B LICHOBOTO NpeUIoKEHHE.
(4) Tlporuosuure kommuectsa. MOCOYEHH B NOKYMEHTAlHsTa 3a obmecTsena
TOphUKa He nopaniaT saismkenne 3a Bh3JIONKUTEN S J1a T'H 3aKyIH B MOCOYeHHs 06eM.

CPOKOBE M HAYMH HA TUTAIIIAHE

Yien 2. Cpoxsr na HacTosmus norosop e 12 Meceua oT gartata na MOATHCBAHETO
My. JloroBopsT npoaskaea neiicTeieTo cH AC CKMOYMBAHETO HA JIOTOBOP C APYT HATLIHHTE]
C/IEA npoBescane Ha oblecTBeHA NOPLYKa,

Hnen 3. Meaumuuckute mgemus me OBAAT JOCTAaBSHH OT W3ITBIIHUTEIS ua
BB3JIOKHUTEJISA & cpok mo 72 (cenempecer u aBa) yaca oT MoMmeHTA Ha 3as8BABAHETO OT
CTpaHa Ha BH3NOKHTEIA.

Ynen 4, Jumxumara ua H3ITBJIHUTENA cyma no sesxa OTAENHa AOCTABKA MIe
6tae miarena ot Bb3JIOWUTENS no Oankopata cMertka Ha WM3ITbJIHUTEJLS & Cpok Jio 60
(lecTeceT) Kanengapum K ciea majanauero Ha paxrypa or U3ITHJIHUTEILSL.

Unen 5. CpoksT Ha romHocT Ha AOCTABAHUTE MEAMLUMHCKH H3/IeIHA & He [o-
Manko ot 60 % ot obuara rogHoCT B MOMeHTS Ha J0CTaBK4.

MSICTO HA U3ITBJIHEHUE U [TPEMMHABAHE HA COBCTBEHOCTTA

HUnen 6. 3a macto ma mocrassme Ha MCIHLMHCKHTE H3leNns ce ompejens
“MEAH‘-,HDEPH‘I” All rp. NoGpuy, vi. “Tlanaiior Xutonr' Ne 24, sgeno . Bonanyna antexa’,

Unen 7. CoBereenoctra BEPXY JIOCTABAHUTE MEAHUNHCKH H3eIHs 1 PHCKBLT OT
IBJHO WIH HaCTHYHO HM TNOTHBAHE NpeMHHaBa BbpXy BB3JIOKHTENSA or momenta Ha
TPHEMAHETO MM Ha MACTOTO HAa IOCTAaBgHEe C [IPHEMO-TIpENaBaTe/IeH [IPOTOKON M apyr
PABHO3HAYEH NOKYMEHT.
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[IPABA M 3AITBJDKEHMS HA MU3ITBIIHHUTEINS

Unen 8. (1) M3ITBJHUTEIT € JIBKEH Jla CKMOYH I0roBop 3a
NOAMSMBIHCHHE, KOraTo € o0SBHA B 3asBleHHeTo o 4a YHacTHe NoM3BAHETO Ha
HoAusNLIHATEN. B epok 10 3 aum ot ckmousanero ya AOrOBOP 33 NONH3NBIHEHNHE HAH Ha
JOUBIHHTENHO CHOPA3yMEHHE 3a 3aMiHA HA [0COYEH B JAABJICHHETO MOAM3OLAHUTEN
H3NBIIHHTENST M3npalmia konue Ha AOroBOpa HIIM Ha JONBIHHTENHOTO CHOpa3yMeHHE Ha
EBLIJIOMHTENA 3ae/IHO C JOKA3ATENCTBA, Ye ca H3MLIIHEHH YCNOBHUATA 1O 4T, 66, an, 2 1 1] o
3011

(2) Hoansneannremre mgmar MpaBO 1 NpeBL3NAraT emHa WAH MoBeue o
JeHHOCTHTE, KOHTO ca BKIIOYEHH B NpeaMeTa Ha J0TOBOPA 34 MOAHA T bIHeH e,

(3) Hezaencumo or BB3MoMHOCTTA Ad  Ce  M3N0N3BAT MOMAMANBIHHTENM,
OTTOBOPHOCTTA 34 H3I'LTHEHHE HA JIOrOROPA 38 OGINeCTReHA nopwuxa e Ha U3ITbJIHUTEJLS.

(4) BBL3NIOKUTEIAT wmama sa H3BBPLUIBA  JHPEKTHH  pasmiamanus c
NOIU3ITBIHUTEHTE

Hnen 9. UITBJIHUTEIIAT e nrsiken A4 OCTaBs MEIHIMHCKH H3/IeiHs, KOHTO:

1. oTroBapsT Ha M3MCKBaHMATA HA . 82, an. 1 or 3MH;

2. ChOTBETCTBAT HA H3HCKBAHHATA Ha Hupextnpa na Esponeficins napilaMenT u
Cosera na Espona 98/79 EC 3a MCIAHUIHHCKATE CPEJICTBA 3a JAHATHOCTHKA (IVD) — camo 3a un
BHTPO THATHOCTHYHH MEIMIMHCKH H3AGIHA 10 CMICHIA Ha § 1. 1. 12 ot JIP na 3MU,

3. oTroBapar na H3UCKBAHHATA, NOCOMEHH B JIOKYMEHTALMATA 34 obmecTrena
NopLYKa,

Haen 10. UBITBJIIHUTEJIAT & CPOKA HA 10TOBOPA € UIbKeH J1a UMa pasperienie
W YIOCTOBEPEHHE 3@ TBProOBHA Ha CAPO C MEAHMUMHCKH H3JIeNus, W3AANCHO oT
Wanbannrenmus mapexrop na MAJT no pena Ha 3SMH.

Hnen 11. U3IIBJIHUTEJIAT & CPOKa Ha NOTOBOpa e JUTheH fia npujiara
HOLIbpika cHCTeMa 3a yripaBiente Ha kavectsoto EN ISO 9001 nmnn EN ISO 13485/13488.
H/WIIH EeKBHBAJNEHTHA, ¢ oBXBaT B obacTTa Ha NPOMIBOACTROTO Wiy TEProBHATA ¢
MEJMIHHCKH H3Jeua.

Hmew 12. M3ITBIHUTENST e mrwsen Aa wW3llane B cpox daktypa 3a
JOCTABEHHTE MEHIMHCKH H3e/ 14,

[IPABA W 3AJTBJDKEHMS HA BB3JIOKUTEILS

Hnen 13.(1) BB3JIOKUTEIAT mma NpaB0 fa NpoBepABa KOJMYECTROTO na
BCAKA OT/IRJIHA I0CTABKA, KATO NPH YCTAHOBABAHE Ha HECROTBETCTBHE € JUTBIKEH JIa YBEAOMH
M3ITBJIHUTEJIA 8 cpok ot 24 gaca.

(2) Tlpu ycranosseane mua HECLOTBETCTBHE B KaYeCTBOTO Ha JoCTaBeHuTe
MENHUHECKH u3fenus BB3JIOKUTENSNAT e wisicen Aa yseaomu M3ITBIIHUTENS & CPOK
0T 24 waca,

(3) Hecworsercrsiero mna KO/IMTIECTBOTO M KAYECTBOTO €€ YCTAHOBSBA C
TPOTOKOJI, CHCTABEH OT KOMHCHSI, ChCTABEHA OT ATBIKHOCTHHTE finita va BB3JIOWHUTEIISL,

(4) B enyuaii, we U3ITBJIHUTEJIAT & CPOK 10 24 yaca ciienl yBenoMaBaHETO 1o
an. 1 ocnopu nuemeno HechoTEETCTBHETO Ha KauecTsOTO, TOH MOME 1A HCKa IpoBepkara MYy
OT YNBJTHOMOIIEHa NabopaTopus, Ypes pieMaHe Ha KOHTPOIHH 00pasuu ot nocraskara, wm
4Pe3 CPABHABAHETO HA JOCTABEHHTE MEIMIMHCKH W3NCINA ¢ NpeicTaBeHHTe MOCTpH,
OMHCAHHE HIH CHAMKH IIPH Y4aCTHETO B 0DliecTReHaTa NopLyKa.

Unen 14. Bb3JIOKUTEJIST e mscen /14 3aI1aTH YroBOpeHaTa leHa B pasMepa,
MO Ha9HHA H B CPOKA, ONpe/ieieHH B HACTOALIIS JI0TOBOp.

HEYCTOHKH
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Wien 15.(1) Ipx 3a6asa na AOCTaBKA OT cTpana Ha U3ITBJIHUTEIS ¢ noseve o1
24 (npagecer u "9eTHpu) waca, BBINOXKUTENAT wuma paBoO Na moayyu ueycroiika g
pazmep ua 0.1 (uyna uano, enna ACceTa) Ha cTo oT cToliHocTTa Ha 3abaBenata gocraska a3
BCekH 24 yaca zaGasa.

(2) Mpw yeranosssane na HECBOTBETCTBHE B KOJIMYECTBOTO, W3ITBJTHUTEJIAT e
ATERCH 112 IOCTABH JIMTICBAIIOTO KONHYECTRO TIpH Cle/iBaliaTa 10CTABKa, a IPH NOHCKBaHe
OT cTpana Ha Bb3JIOMKHUTELS & CpOK 0T 24 waca. [1pu Hemsnsanenne na TOBA 3a1b/KeH e
BB3JTOKUTEIAT uma NpaBo ja nomy4n Heycroiika n pasMep Ha 5 (mer) Ha cro ot
CTOHHOCTTA Ha JIMICRAIIOTO KOMHYeCTRO,

(3) Tlpu ycranosssaue ma HCCBOTBETCTBHE B KAYECTBOTO, H3ITBJHUTENAT e
AUTBEH Jla JOCTABM MENHMIMHCKH H3jlens c JTOBOPEHOTO KauecTBO mpH clempamara
JIOCTABKA, & NPH NOMCKBaHe oT Crpana Ha BB3JIOKUTENS & CpoK oT 24 wuaca. [Ipu
HEHIIbIHEHNE Ha TOBA 3aabmkerne Bh3JIOKUTEIST HMa Nparo Jia Moay4yn HeyceToiika p
PasMep Ha 3 (I1eT) Ha CTo OT CTORHOCTTA Ha HEKa4ecTBeHaTa JocTaBKa.

(4) B caywawre mo amumen 2 y 3, axo MBITBJIHUTENAT ye NOCTABH
Aorosoperoto, BB3JIOXKUTEIAT nma NpaBO 1a 3aKyNH HeoOXoHMHTE MY MEIHITHHCKH
H3ACIHA OT JPYr QOCTaBYHK, KaTO pasmukara MY LCHATa MO JOrOBOPA W AelCTBHTENHO
JalllaTcHaTa uena e 3a eMetka va M3ITHJIHUTE 2

Hnen 16.(1) Ilpu orkasz ma H3ITBJTHUTENS na snocrasu IVIBEHATE My
MEAHUHHCKH H3IJICNIHA Wi npy 3abapa nopeue o1 48§ (dyeTHpuaecer u oceMm) wuaca,
BB3JIOKUTEIIAT uma HPABO0 J1a 3aKynu HeoOX0AMMUTE MY MeanimHCKy H3JIENHsA 0T Apyr
JIOCTABYHE,

(2) B enyuaure no lipelixonHara anuHen pazinkara MEHIY LieHaTa 1o 1ororopa i
ACHCTBHTENHO 3an/aTenaTa nena e 3a cMeTka Ha M3ITBJIHMTEIS.

Hien 17. BB3JIOKUTEJIAT uma Npaso fna ueka obesuerenne B niex pasmep
Ha BpEANTe, KOUTO € NpeThpIs B PE3YITaT Ha 3abaBeHata w/unn HekayecTrenara JlOCTaBKa.

Haen 18. Ipu 3a6ara na nuamane ot cTpana va BB3NIOKUTEJIS, nocnemust
Abjin Ha USITBIIHUTEJIS neyeroiixa, Pa3Mep Ha 3aKOHHATA THXBA.

Hnen 19. Ipu [IpeKpaTiEane Ha J0rosopa NOpajin HEM3NBIHEHHE HA HAKos OT
CTPaHHTE, BHHOBHATA CTpaHa Thjku HEycTOlKka B pasmep mHa 10 % (necer ma cro) or
NPOrHo3HaTa cTolHHOCT Ha AOroBOpa.

Hnen 20. Heyeroiikure. obesmeTenuaTa H neHoBHTE PA3IHKH 1o 4, 16, an. 2
MOTAT Jia ObAAT YALDKAHH OT BCAKO AvkiMo Ha U3ITBJTHUTEILS naamane.

[IPEKPATSBAHE HA JAOTOBOPA

Hien 21. Jlorosopst ce NpeKparaBa

l. ¢ u3THYane Ha CPOKa, 3a KOHTO € CKI0YeH, ocken m CiyHaute mo un. 2, uap,
BTOPO.

2. npr cucremMHO HEH3MBIIHEHHE HA N0CTaBKHTE 110 KOJIHYECTBO /MM KadecTro
OT ctpaka na HW3ITBJIHUTEJIS. [log CHCTCMHO HeH3NbIIHEeHHe ce paszbrpa Taxosa,
H3BLPLICHH JIBA HIH [TOBEYE MBTH B PAMKHTE Ha e/IHH KaleHIapen Mecerl, uim MOBEYe OT TpH
MLTH B pAMKHTE Ha CpoKa Ha JI0TOBOpA;

3. npu cw3nasanero ma YC/OBHA 3a NOCTABKA HA MeJMLMHCKHTE H3zenus,
HPEIMET Ha IOrOBOPA Cllefl NPOBEKANETO HA HEHTPAIH3HPAHH eleKTPOHHN TBProse.

4. B cnyuali, ye Gnue IPOMEHEHAa HOPMAaTHBHATA ypenba, B pesynrar Ha xoerto
OTHajiHe HeoOXOAHMOCTTA OT JoCTaRKaTa Ha MEIHUHACKHTE HI/ENHA, KOHTO ca OpeaMeT Ha
JloroBopa;

5. NpH HEBBIMOKHOCT ga ce OCHIYPH (MHaHCHpaHe 3a H3NBIHEHHETO Ha
MOPBUKATA N0 NpHYMH, Kouto Bh3JIOWKUT EJIAT ne e morsn na npeasmin,
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APYTH YCIIOBHS

Hnen 22. Crpaunre no AOrOBOpa He Morar ga ro H3MEHAT, ocBey B Clyyaure,
fMpeaButenn B un, 116 ot 3071,

Hnen 23. Crpanure mo AOTOBOPa 1UE PelIaBaT BL3HUKHAHTe MO H3MBIHEHKHETD
CIOpOBE Mo B3auMyo ChlUlacHe, a ako Topa e HEBLIMOXHO, 10 pena pa I'TIK npen pojloso
KOMIIETEHTHUAT Ch B rp, Hobpuy, ocsen g CIYHAHTE, KOraro npertenimira e NpesaBens no
PEAa Ha 3a10BeAHOTO Mpou3IBoNCTE,

HUnen 24. 3a seryky HEYPEJIeHH N0 HacTosmy AOTOBOp BROpOCH e ce npunarar
Pasnopedure Ha 30[], HII30I1, 331 u T3,

Hnen 25.(1) 3a BalHIHH alpecH 3a npuemane ua CROOLIeH S, CEBLP3IAHH ¢
HACTOALIMA NOTOROD ce cMsTaT 4IPECHTE, MIOCOYEHH B HAYANOTO Ha AOroBopa.

(2) Ipu [IpOMAHA Ha JaHHHTE no lipelixonHata anunes, CLOTBETHATA CTpaua e
AMBIHA 18 YBEOMH Apyrara s TPHAHEBEH CPOK OT NpoMaHaTa.

H],'JH CLLCTABAHE Ha HacToam AT HDFDBGP ce NPENCTARMXA oT HSHLJIHHTEJ‘IH
CHEIHHTE NOKYMEHTH 38 AOKa3Bane NHNCaTa Ha OCHOBAHMy 34 OTCTPAHARAHE | CBOTBETCTBHE
C KpHTEpHHTE 37 nonbop:

1. 3a obcroarencraara no 9154, am 1,1, 1 ot 3] = CBHOETENCTRO 33 CBAHMOCT:

2. 3a oberosrencrroro mo W54, an 1, 1. 3 or 3007 — YAOCTOBEPEHHE 3a fmnca
Ha nyGnuupp JANBIDKCHUA, M3AameHo of OpraHuTe no npuxoaure; YOocToBepenie ot
Dﬁugnna rpan JloGpuy 3a numeg Ha nyOmnyny JA0BIKeHH; YAOCTOBEpeHHe oT obumuara o

3. 3a obeTonTencTEoTO 10y . 54, an, 1, T. 6 - yhoocrosepenne ot OpraHuTe Hg

4. Ceprudurar, YAOCTOBEpsABaN] BHenpena CHCTEMa 32 ynpasnenue g KauecTsoro
EN ISO 9001 wumny EN ISO

lpunoxenus xum JoroBopa;
1. Lenoro npeanoienne;
2. Texuuuecko TIPEATIONKEHHIE 32 H3NEIHeHNE Ha nopwYkara,

Hactoanusg JIOTOBOp ce cheTaBy g TpH enHooGpazgn CK3eMIIAPE, enun g
M3ITBIHUTES 1 A8a 3a Bh3JIOXUTE]IS.
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Mpunosenue Ne 2 — 3adv/mkumenex o6pasey
lpedemaes ce no acsixa obocobera nosuyus, 3a kosmo ce ga{aea o#:-c—;mea

TEXHWYECKO MPEONOXEHWUE

Mognucakata TABPUENA XPUCTOBA AUMUTPOBA, ErH 72041 24099, 8 KauecTeoTo cU Ha
Pervonanen MEHWAXED npofabn BonHuuex nazap - KoHoymaTtuen u MenHoMoLLHKK ChrhacHo
MenHOMOWHO Ne7692 ot 20.12.2018 r. Ha NMioGka CoTuposa — HoTtapuye, per. Ne 400 wa Hotapuanxara
kamapa, Ha ,Cochapma Tpeaguur' Afl, cue Cefanuwe: rp. Cocun 1758, ¥yn. Jlvyesap Cranyes” No 5,
Codapma Busnec Taywpc, crpaga A, eT. 12, agpec Ha ynpaenedwe rp. Cochun 1756, yn. Jlevezap
CraHues” Ne 5, Codrapma Buanec Taywpe, crpapa A, er. 12, EVK 1032671 84,

1. Npegcraesm ogepTa 3a yyacThe no oBocobera noauuma Ne 18

(Mons nocoveme HOMepa Ha oGocobenama nosuyus, 3a Koamo npedemasame ogbepma)

2. fleknapupam CPOK Ha BAaNWAHOCT Ha odheprara: 3 (Tpu) Meceua ot AaTara, KoATO & NnocovyaHa
38 AaTa Ha nojasane Ha otheprarta.

3. Mpuemam cpoka Ha WINBMHEHWE Ha nopuukaTa: 12 (dBavagecer) MECEUa OT cKMoYeaHaTo
Ha gorosopa.

4. Mpuemam cpoka 3a nnawaxde: ao 80 (wectpecer) KaNEHAAPHW OHW OT WasbpwBaHeTo Ha
AocTaskata u w3gaeaHeTo Ha PaKTypa oT wansNHKTens,

3. Mpuemam cpoka Ha Aoctaeka: o 72 (cenemaecer u ABa) Yaca oT MoMeHTa Ha 3aABABaHETD
OT CTpaHa Ha exanoxuTens,

E. Mpuemam CPOKa Ha rogHocT, He no-manko or 60 % ot oBuwata rogHoeT B MOMEHTA Ha
AocTaska,

7. Oeknapvipam, ye com HENPaBWUN LUeHoBK NpegnoxeHus no BCWUYKW HOMEHKNATYPH, BRMIOYEHY
B oSocobenara noauums (korato oSocoGenara NO3WLUKMA BKNOYES HOMEHKNaTypu).

8. Mpuemam na wanvnHasam BCHYKM W3MCKBEHUA Ha BL3NOXUTENR, NocodYeHy g obaenequeTo
¥ ROKYMEHTaUMATa 23 yyacTue.

KpuTepum 3a noaGop:

10.1. 3a ofcrostencraara no un. 54, an. 1, . 1 or 300 - CBUgeTencTeo aa CeAMMOCT,
W3RaneHo B B-MeceyHns cpok Ha BANUAHOCT Npegu npeacTassHeTo:

10.2. 3a oBcrosTencrsoro no un. 54, an. 1, 1. 2 or 300 - YAOCTOBepeHue 3a nunca Ha
nyBnmyHm S3ABNMEHUA, W3gageHo oT UpraxuTe no npuxogute; yAocTosepeHue ot Ofwmua rpaa DobBpuv za
nunca Ha nyBnuyxm J2ABIKEHUA, YOOCTOBEREHME OT obumHaTa no ceganuuieto Ha YHaECTHUKE 33 Nunca Ha

« NYBNWYHM 3agsmxequs:

10.3. 3a obcTosTencreoto no un 94, an. 1, 1. 6 - YAOCTOBEpEHWE OT OpraHuTe Ha
Wanenuurenua areduua “I“nasﬁa WHCNeKkuus no Tpyaa"

10.4, Ceprudmkar, YAOCTOBEPASaLY BHEAPEHE CUCTeME 3a yopasnexue Ha kavectsoro EN ISO
9001 wmnm EN I1SD 13485/13488 wiunu EkBUBaneHTHa, ¢ obxear 8 ofnacTra wa NPOM3BOACTEOTO Mianw
TBPTOBUATE C MEAMLMHCKS anapatypa;

10.5. Oeknapauus no un. 58, an. 1, 1 3, LB BP. ¢ un. 53, an. 2 ot 3MWN ro 3a0bLMUTENHWE
oBpasey Mpunoxenne Ne 3 OT 0GpasyvTe JOKyMeHTH Ha ADKYMEHTaUWATE 3a yyactue.

Codius 1756, Cobapma Buaier Tavwpr, Ten: +35% 2 @133 660
¥ NMevezap Cranvea!s vrpaga A, et 12 thake: +35% 2 4733 664G
ww,snpharmatrading.bg




3abenexra: Ydocmoseperusma no mouky 10.2 u 10.3 mpatsa da ca usCadenu cned damam

Ha omKpusaHemo Ha npoyedypama.,

Noanue Ha NPEACTaBNABAWOTO NUUE U NevaT
laBpuena Xpucro
FermoHaneH menn
KoHcymaTtuem
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