W3NCHYERW OOKYMEHTHW - Jocraska Ha nabopaTopHy peakTUBYM ¥ XuMMKanu

NPUNOMKEHWE Ne1 ksm Mpotokon Net v MpoTokon Ne2

Dupma yHaCTHUK

Besika oepra 32 bNAHTENHO ChAbDKA: 1 2 3 4 5 6 7 8 9 10 11 12 13
MEJIHIH
KannukalmoHHn H3MCKBAHKS KbM KaHIWIATHTE-ObArapCKy U YYHCIECTPAHHH HCKA ol EKOC MAPBEHA EJIUT EJINMAK NEP®EKT
= - I
B XHMTEKC| XPOHO |TEXHWKA| BI'MEA |JIHAIHO MAPBEHA AKBAXHM| EJITA 90 =
GU3MYECKN W IOPHAMYECKYU JULA. perucTpupany no ThproBCkus 3aKOH, KOUTO NP ME/IMKA JHATHOCTH| MEJIMKAN JIU3UHI ME/ITHKA
0ooa 001 HHIXEHE 00/ CTHKA M 001 Al [010)1 §
1nonasate Ha odeprara CiIe/iBa J1a MPEICTABAT PHHT 0011 001 KA 001 (0101} E0O0] 001
001
1. Odepra
7 T 7
- KOMHE OT NOKYMEHTA 33 PETHCTPALMA WIH EIHHCH HICHTHQUKAUHOHEH KOA ChIIacHo wi.23 o1|
3akoHa 33 THPrOBCKMA PEFUCTHP - KOTATO YHACTHHMKBT € IOPHIHYECKO JHMIE MW eIHOIHYEH|
TEPrOBEL; KOMME OT JOKYMEHTA 33 CAMONMYHOCT, KOTaTO YHaCTHMKBT ¢ (pH3uuecKo Jnue —|
3ABEPCHH OT YHACTHHKA KOTTHA. Aa a3 a2 aa A3 Aa Aa Aa Aa Aa A2 aa aa
NPH YSACTHHUM OOe/HHEHWA - JOKYMEHT, MOMNMCAH OT NMUATa B 0OC/IMHCHHETO, B KOHTO|
3/IBDKHTENTHO CE MOCOYBA MPEACT T
DROKYMSHT 32 IapaHLHA 38 Y4aCTHE-OPHIHHATL, aa aa aa aa aa Aa aa aa aa Aa a2 aa a3
Aexazarencrea 3a jeckoTo M ¢ TO  CBCT nocoseHn o7l
Buiagoxutens B ofsisaennero 3a ofulecTBeHa NopbYKa, KAKTO cieasa:
- romimen Gananc # OTYET 33 NPHXOAMTE H PA3XONMTE 33 NPEAXONHATA TOAHHA, Cf
H3KOYEHHE HA HOBO PErHCTPHPAHH QHPMH- KOITHE 3aBEPEHO OT YHACTHHKAL aa aAa Az aa aa J:t) 4a Aa aa aa Aa aa 4a
- undopyais 3a obmus 00opoT # 3a 06OpoTa HA CTOKATA, KOHTO ca 00eKT Ha MophYKara, 3a|
TOCHSHHTE TDU TOMMHH, B 3ABHCHMOCT OT NATATA, HA KOATO YYACTHHKBT € YUPCAEH WIH ¢
3aN04HAA ACHHOCTTA CHI A3 A3 Aa Aa Aa Aa A2 A2 A3 A3 Aa Aa A3
JIOKA3aTENCTBA 32 TEXHHYECKUTE Bb TH # kBand no un. 51 30I1
NGCOMEH! 0T BLIIOAUTEN B I0KYMEHTAUHSITA~ [ 0T YYACTHHKA KOTIH#A;
JlokyMeHTH, VIOCTOBEpABAUIM 00pasoBatenHa u npodecHoHanua ksasuukanms Ha
KAHULIATE, B YACTHOCT HA JIHUETO/T, KOMTO OTIOBapsT 33 H3BH HA NOPBYKATA na aa .t} a3 aa aa aa aa aa A2 aa aa na
Jlekiiapaius CHABPAKALLA CIHCEK HA OCHOBHMTE HOTOBOPH CBC CHUIMA WM CXOJCH MpEIMET,
W3ITBITHEHH NPE3 NPCAXOAHMTE TPH TOIWHHK MO CTOAHOCTH, JATH M MONYHATENH, NPHIPYKEHH OT]
MPENOPBKH 3a 100PO M3ITLIHEHHE
- paspeiliedre Ha YYacTHHKA, Y€ MMa Npasd [a M3BLPWIBA THPrOBHA HA €APO CHITIACHO) Aa Aa A3 Aa Aa Aa Aa Aa Aa Aa Aa Aa Aa
n3uckaumata va 3JIAXM.
- OTOPH3AIMOHHH THCMA 0T NPOH3BOIMTENS MIIH HEroB O(HIMANEH NPEACTABMTEN, B T10JI3a Hal
YHACTHWKA, YAOCTOBEPABALLY BAJHIHH PABA 3 MPEJACTABHTENICTBO B Npoaaxksa Ha odepupannTe|
HPOIYKTH.
IeKJApaLHs 33 OTCheTBHE Ha obcroaTencTata no wi 47, an. 1 u 2 30I1- opurunan; Aa Aa Aa Aa Aa Aa Aa Aa Aa Aa A8 . Aa Aa
JIEKapalkA 3a OTChCTBAE Ha obcTosTencTeara no wi. 47, an. 5 3011 - opuruaan; aa aa Aa aAa aa A3 Aa A2 A3 Aa aa aa Aa
nexnapauus 3a TloMM3mbIHATEMTe, AKO YMACTHHKBT NPEABKJA TAKHBA, KAKTO H BHIA HA
paboTHTE, KOMTO i M3BBLPIIBAT. M Jela HA THXHOTO YHACTHE, 4KO YHACTHHKBT MpPEIBHKIA
MoAM3TBIHATENH ChiL 9156 an.l 1.8 30[1, unu g3 neknapupa, He YHaCTHHKBT HAMA A 1038
0JH3TBIHHTENIM — OPHTHHA Ha ASKIap Ta Aa Aa Aa Aa aa Aa Aa A3 A3 A3 Aa A3 Aa
NPEIAraHa LeHa;
CPOK Ha BAHAHOCT Ha odeprara 180 aHm 180 g 180 AHn 180 gHu 180 gxu 180441 180 gHu 180 guu _ 180 gHun 180 gHun 180 anu 180 gHum 180 gHu
KBHTAHLIAA 32 3AKYTICRH KOHKYPCHH JOKYMEHTH - KOITHE 3ABEPEHO OT YHACTHHKA aa na Aa aa Aa aa Aa Aa aa aa Aa Aa A2
AKTyannn cepTH(HKATH 32 KAUCCTBO H3AAICHH OT aKPEIHTHPAHK HHCTHTYLIHH HIIH arcHIMH 3a
BBBCACHA CHCTEMA 33 ynpaBichHe Ha kaqectsoTo/ISO 9001, ISO 13485 Hin exsHBAIEHTHH HA
THX/, YAOCTOBEPABANIH CHOTBETCTBHETO Ha CTOKUTE ChC CHOTBETHHTE CrieuHAKALMH WM
CTAHIAAPTH Aa Aa Aa Aa Aa a3 Aa Aa [a Aa Aa Aa Aa
3asepenHy OT YMACTHWRE KOIMMA Ma naeHTHduxkaumoned womep no JUIC s coyuan, e
YHACTHHUIBT € PETHCTDHPAH 1O Peia Ha 3aKOMa 33 JAHEX BEPXY J00ABEHATA CTORHOCT. aa aa aa aa na £a na aa aa aa aa aa
CHHCHY HA AOKYMEHTH [T, CHABPMALE CC P ODEPTATE, HOIMUCAH OT YUSCTHHKA. el 23 A2 ra Aa A3 Aa aa Aa aa Aa Aa aa aa
JCKAGDAUMZ 32 MPUCAIAHE Ra YCIORAATA B NPOLKTA HA 2UI0S00 na 4a 23 43 aa 43 Aa a A4 Aa na Aa
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HPOSAEKTI 24 KOMTPONKMTE MAVEPHANF U KaMODATOPH, APOCHCKTH 38 PCKTEBHTE MY
ANYROTYPESBIMETPINEH TPARLMI no obocobern mosmwn Ne 23, 24, 25, 26. 27, 29, 30, 31. 32
33. Aa a2 HE A2 He Aa A3 Aa HE a3 Aa A3 Az
ITuermo-eknapaiia OT NPOM3BOAHTENS HA KOHCYMATHBE H PEAKTHBA OTHOCHO ChBMECTHMOCTTA
MY € anapara, 3a KOWTO ¢ npejuara. aa Aa aa aa Aa He a2 Aa aa A3 aa He aa
Jlokazatencrea 3a Hamiaue Ha ,.CE” mapka 3a npejuiaraniTe nmpoiyKTH Ha NPOH3BOIUTEN; na A2 aAa na Aa Aa A3 Al Aa Aa aa A2 aa




