MPOTOKOJI Ne 1

Ha 07.04.2016 r. or 11.00 waca ce npoBeje nyGJMYHO 3aceflaHMe Ha KOMMCHSA
HasHayeHa ' ¢bc 3anoBeny Ne P/-11-136/07.04.2016 r. Ha a-p lletsp MockoB -
MHUHHKCTBD Ha 3/[paBeona3BaHeTo, 3a POBeXAaHe Ha 061 ecTBeHa NopbYKa C npeAMeT:
»/l0CTaBKa Ha peaKTHUBU M KOHCYyMAaTHUBH 3a JeilHocTH no HapenGa Ne '26/2007 r.,
32 NpejoCTaBsAHe HAa aKyllepcKa NOMONL Ha 3/paBHO HEOCHTYPEHM XEeHHM M 3a
H3BbpIUIBAHE HA M3CJEJBaHMA H3BBH 00XBara Ha 3a4Bb/LKHTEJHOTO 3APaBHO
OCHMrypsiBaHe Ha iela U 6peMeHHY xeHHu" 110 337 060COGEHH NO3UIUA

I. CbcTas Ha KOMHCHATA:

Ilpeaceparten:
npod. UBo KpemeHckyu - KOHcynTaHT no ~MeQHUUHMHCKa FeHeTHKa", eKcrnepT ¢
npodecuoHaHa KOMNETEHTHOCT; :

YieHose: . .
1. pou. Hsanka JumoBa - Kateapa ,,Me;muuﬂcxa reHeTUkKa“ B Me,qnuuﬂcxu
yHuBepcuTeT rp. Codus, excrepT ¢ npodecHoHanHa KOMIIETEHTHOCT; .

- 2. pou. Anekceit CaBoB - '3asex<,aaiq nabopatopus no ,MonekynspHa
auartoctuxa’ B CBAJIAT +MaituuH gom” rp. Codus, ekcnept ¢ npod)eCHOHa)IHa
KOMIIETEHTHOCT; ' ' o

3. Kata CnaBueBa - Crapuid excrepT, Jaupekuus ,MJI° excnepr c
npodecHoHaNHA KOMIIETEHTHOCT; :

4, BaneHTHHa PaneBa - ry1aBeH excnept, aupexuus ,LCAYCY;

5. EBesivnHa BacunkoBa ~ r1aBeH ekcriepT, QThen .,Ol"l“'nupexmm +~HPOII3“;

6. llena# EMMHOBa ~ CTapIlK WPUCKOHCYAT, OTAEN ,,OI]" ARPEKUNS +HPOI3"
(npaBocnocobeH HpHUCT);

Pe3epBHH 4/IeHOBE:
Jlpyesap JlazapoB.- r1aBeH WPUCKOHCYIIT, omen ,,OI'I“ ,qnpexupm »,HPOTI3%;
Baus MuTKOBa - r1aBeH ekcnept, otaen ,0M°, aupexuua ,HPOM3".

[lpeay Hauan0TO Ha 3acefaHHETO W CJell 3ano3HaBaHe CbC CINHCBKA Ha
NOCTBIUIUTE 0PepTH, BCHIKH YEHOBE Ha KOMUCHATA MOANHKCAXa AeK/Iapal{y 110 4.
35, an. 3 0T 3aKOHa 3a OGLIECTBEHNTE NOPBYKH (o™, AB 6p. 13 07 16.02.2016 1., B cH1a
or 15.04.2016 r.), BbB Bpb3Ka € § 18 o1 I13P 1a 301 (06H. B 6p. 13 oT 16.02. 2016 ., B
cuna ot 15.04.2016 r.). llpeau orBapsaHe Ha odepTHUTE, KOMHCHATA ce .3al03HA C
YTBbpAEHaTa OT BbanoxuTens AoKyMeHTauus 3a yyacTMe B TpolejypaTa 3a
Bb3JlaraHe Ha OOIIECTBEHATa IOPBYKA. '

IL. Coucopk Ha odeprHTe Ha yYaCTHUHUTE B NPOLEAypaTa 3a Bb3jiaraHe Ha
o6ulecTBEeHa MOPBYKA, NO peja Ha TAXHOTO noaaaane B p;enonoac"mm'o Ha
MMHHECTEpPCTBO HA 3paBeona3BaHeTo

KoncraTtupaHno Ge, 4e B ompeZesieHMA CPOK €3 NOCTuNMAM 15 (meTHagecer)
odepTH N0 pesa Ha TAXHOTO NOCTbIIBaHE, KAXTO Ce/iBa:

1. Oc])ep'ra cBx. N2 26-01- 67/01 04.2016 r., noganeHa B 14,07 yaca ot ,,I‘PHH
l‘" 00/, no 060cobeHH’ noauum{ NaNe103, 214, 285, 297, 298, 305.



2. OQ)epTa ¢ Bx. Ne 26-01-73/06.04.2016 r., nogaznena 8 11,11 vaca ot ,EC
JXKH IIU BHO AAHHAMHKC“ 00L, no 060c06€eHH no3uuum NeNe63, 64, 65, 67, 69, 71,
75 100, 120, 308, 309. '

3. Odepta ¢ Bx. No 26-01-74/06.04.2016 r., nojageHa B 11, 46 yaca oOT
JLK.B. -BbJITAPUA“ EOOJ, no o6ocobenu nosunuu NeNel, 16, 17, 18, 19, 20, 21, 22,
23,24, 25,26, 27,28, 35, 36,37, 39, 154, 330, 331, 332, 333, 337.

4, .Odepra ¢ Bx. Ne 26-01- -75/06.04.2016 r., nogageHa B 12,42 yaca oT
~CABUMEZA“ EOOJ, no 060co6eHu nosuuuu NeNe196, 229, 230, 236 237,239, 243, 245,
248, 249, 252.

5. Odepra ¢ Bx. Ne 26-01-76/06.04.2016 r., nojageda B 13,15 4aca ot
+XHUMTEKC" 00/, no o6ocobenu nozunuu NeNe60, 70, 75, 105,107, 111, 112, 114, 118,
119,121, 122, 123, 124, 125, 126, 128, 129, 130, 131, 132, 133, 134, 135, 138, 140, 141,
142, 143, 144, 146, 147, 148, 149, 150, 151, 152, 155, 156, 159, 160, 161, 162, 163, 164,
176,177, 178, 181, 183, 185, 190, 192, 193, 194, 195, 196, 198, 199, 200, 201, 202, 203,
204, 205, 206, 207, 208, 209, 210, 211, 212, 213, 214, 222, 223, 224, 225, 226, 227, 228,
229, 230, 231, 232, 233, 234, 235, 236, 237, 238, 239, 240, 241, 242, 243, 244, 245, 246,
247, 248, 249, 250, 251, 252, 253, 261, 262, 263, 264, 265, 266, 267, 268, 269, 271, 272,
273,274, 275, 276, 277, 278, 279, 280, 281, 282, 286, 288, 289, 290, 291, 292, 293, 294, .
295, 296, 300, 306, 320, 321, 322,323, 324,326, 327, 328, 336.

6. OdepTa c BX. N 26-01-77/06.04.2016 r.,, nogazena B 13,29 vaca ot ,AA
MEAUKDBJI BbJTAPUA“ OO, no o60ocobena no3unua Nel154.

7. O¢epra ¢ Bx. No 26-01-78/06.04.2016 r., nojazeHa B 13,58 yaca oOT
LAKBAXUM“ AA, no o6ocobeHu noguuum NeNe3, 4, 61, 63, 64, 73, 75, 76, 81, 82, 83 84,
100.

8. Odepra C BX. NQ 26-01-79/06.04.2016 r., nofazeHa B 14,09 yaca ot ,JJAHC
®APMA“ EOOJ, 1o o6ocobenu nosuuuu NeNe3, 4, 29, 30, 32, 33, 34, 41, 42, 43, 45, 65,
75,98, 196, 197, 198, 199, 200, 201, 202, 203, 207, 224, 225, 226, 227, 228, 229, 230,

231,232, 233, 234, 235, 236, 237, 238, 239, 240, 241, 242, 243, 244, 245, 246,247, 248,
249, 250, 251, 252, 253, 265, 266, 267, 268, 271, 272, 273, 274, 275 277,278, 279, 280,
295, 306, 320, 321, 326.

A 9. Odepta ¢ Bx. Ne 26-01-80/06.04.2016 r., noaaaeHa B 15,03 ‘yaca or
~AHAMEZ" 00/, no o6ocobenu nozuuumn NeNe3, 75,76, 79, 80, 81, 82, 83, 85, 86, 88,
89, 92,93, 96,97, 98, 114, 120, 130, 183, 215, 216, 217, 218, 219, 220, 221.

. 10.  Odepra cBx. N2 26-01-81/06.04.2016 r,, nofasgexa 8 15,39 yaca ot ,EJITA
90 M“ 00, no 060Cco6eHU NTO3ULUH NQ‘NEAZ, 8,9,10,11,12, 13, 14, 15, 58, 59, 60, 72, 73,
74,76,77,78,79, 80,81, 82, 83, 84, 85, 86, 87, 88, 89,90, 91,92, 93, 94, 95, 99, 100, 120,
166,167,168,171, 175,184, 191, 285, 334.

11. Odepta ¢ Bx. N2 26-01-82/06.04.2016 r., nojaseHa B 16,28 4aca oT
LEJINMAK JIMN3UHT“ EOOJ, no o6oc06em« MO3ULHHU N°N°225 234 237, 241, 243, 254,
255,256, 257, 258, 259, 294

12. Od¢epta ¢ Bx. N2 26-01-83/06.04.2016 r., noaaneHa B 16,43 vaca or
~BUOMEJl ®I0YAP” EOO/I, no o6ocobenu nosuuuu NeNe3, 4, 60, 61, 65, 80, 81, 82, 83,
84, 85, 86, 87, 88, 89, 92, 93, 95, 100, 120, 130, 160, 176, 183, 194, 199, 201, 202, 203,
211,212, 213, 224, 225, 226, 227, 228, 230, 231, 232, 233, 234, 235, 236, 237, 239, 240,
241, 242, 243, 244, 245, 246, 247, 248, 249, 250, 251, 252, 253, 292, 294, 300, 303, 305,
326. '



13.  Od¢epTtacBx. N2 26-01-84/06.04.2016 r,, nogaseHa B 16,51 yaca ot ,,®0T" -
00/, no o6ocobenu no3uiuu NeNe50, 51, 54, 55, 60, 61, 63, 64, 65, 70, 72, 74, 75, 80,
83,92, 98,99, 102, 104, 105, 106, 107, 109, 110,111,112, 113, 114, 115, 116, 117, 118,
119,120,121, 122, 123, 124, 125, 126, 127, 129, 130, 132, 133, 134, 135, 138, 140, 141,
142, 143, 144, 145, 146, 147,148, 149, 150, 151, 152, 155, 156, 157, 158, 159, 160, 161,
162, 163, 164, 165, 171, 172 176,177, 178,179, 180, 181, 182, 183, 185, 189, 190, 192,
193,194, 195, 196, 198, 199, 200, 201, 202, 203, 205, 206, 207, 208, 209, 210, 211, 212,
213,214, 222, 223, 224, 225, 226, 227, 228, 229, 230, 231, 232, 233, 234, 235; 236, 237,
238, 239, 240, 241, 242, 243, 244, 245, 246, 247, 248, 249, 250, 251, 252, 253, 261, 262,
263, 264, 265, 266, 267, 268,269, 271, 272, 273, 274, 275, 276, 277, 278,279, 280, 281,
282,283, 284, 286, 287, 288, 292, 293, 294, 295, 296, 299, 324, 326, 327.

14. Odepta c Bx. Ne 26-01-85/06.04.2016 r., nogagena B 16,58 uyaca ot
~PHAAKOM“ ECOJ, o o60cobenu nosunum NeNe3, 5, 60, 109, 110, 131, 134, 142, 150,
151,152,168, 171, 173,176,177, 181, 182, 183, 186, 187, 189, 194, 196, 199, 211, 212,
213,261, 264,306, 337.

15. Odepra c Bx. N2 26-01-86/06.04.2016 r., noganeHa B 17,03 yaca orT
+AHTHUCEJI BBJTAPUA" O0J, no o6ocobenu nmosunuu NeNe3, 4, 7, 46, 47, 48, 49, 60,
64, 65, 66, 67, 68, 69, 71, 72, 73, 83, 84, 85, 89, 98, 99, 100, 109, 110, 120, 150,152, 166,
168,169, 170,171, 172,173, 176, 181, 182, 186, 188, 196, 198, 199, 201, 202, 225, 226, -
254, 255, 256, 257, 258, 259, 261, 262, 263, 264, 283, 284, 286, 293, 294, 297, 298, 301,
302, 303, 306, 308, 309, 324, 327. _ .

lTopanenuTe odepTH ca NpeAcTaBeHM B 3anevyaTaHH, HaAlMCaHH, HEMPO3payHH
MJIMKOBe C HeHapyilueHa UusaaocT. OdepTH, NOCTBIUAY cie] KpaHHHS CPOK HAMa.

Il OTBapsHe Ha odepTHTE

KomucHATa TNOKaHH 3aKOHHHTE M YI'BJHOMOLIEHHM TMpeACTaBHUTENH Ha
Y4aCTHHIHTE, N0JaJH 0QEpTH, ja MPUCHCTBAT NpPH OTBapsHETO MM, KaTo I'M 3aMo3Ha.
CbC CbCTaBa Ha KOMKCHSITA, BB3/I0KEHHTe H 3a[ja4H 1 onpe/ie/IeHHAT CPOK 3a paboTa.

Ha ocHoBaHMe 4. 68, an. 3 ot 3011 npu gercTBUATAa HAa KOMUCHUATA 110 4J1, 68 ai.
4 1 5 ot 3011 oT NpaBoOTO CH Jja MPUCHLCTBAT Ha NyGJIHYHOTO OTBapsiHe Ha odpepTUTE ce
B'b3M0JI3Baxa CJeAHHTE NpeCTaBUTENH Ha YYaCTHULUTE:

1. Hopaan MnaneHoB ~ ynbiHOMOUeH npejcrasuTes Ha ,JJAHC ®PAPMA" EOO/;

 2.Trondue HMaMOBa - yI'b/IHOMOILEH npe/CTaBUTE HA LAUAMEL" O0[;

‘3. TleTbo [eTKOB = yI'bJIHOMOILIEH npeacTasuTen Ha ,JI.LK.B. -BBJITAPUA” EOO/,.

Ha ny6iM4HOTO 3acefiaHie Ha KOMHCHATA He NPHCHCTBaXa MpPEJCTaBUTENH Ha.
cpejcTBaTa 3a MaCOBO OCBe/JOMsIBaHE M IOPHMYECKH JIMIA C HECTONRHCKA LeJl.

KoMHCHATA TPUCTBIK KbM OTBapsiHe, Ha OGEpTHUTE CbIJIACHO IMOpeJHHUTE
HOMepa M Yac Ha. MOCTBbIBaHe, KaTO NPOBEPH TAXHATa UAJOCT M HaJH4YME Ha TPH
OTZAeJIHM 3areqyaTaHH IJIMKa, CJief, KOeTO.Ha OCHOBaHHe YJI. 68, azn. 4 ot 30I1, TpumMa oT
HellHuTe 4neHose nojnucaxa Inmk Ne3 ,llpepnarana yeHa® Ha BCHYKH YYacTHHLH.

KoMucusaTa NnpenoXyu no e€4JvuH HPEACTHBHTEH oT HpHC'bCTBaLuPITe Y4YaCTHHIH Ja - -

noanuue Iiuk N23 Ha ocTaHa/IUTe YYaCTHULH.

B wu3nbiHeHHe Ha pasnopefbara Ha 4a. 68, an. 5 ot 30Il, KomucusTa B
NPUCHCTBHETO Ha NNPEACTAaBUTENHUTE Ha yYacTHULMTE OTBODPH [liuk Ne2 ,Tipeasioxenue
3a M3M'bJIHEHWE Ha MOpBYKATa® Ha BCHYKM YYaCTHHLH M TPHUMa OT 4YJIeHOBeTe M
NOJMUcaxa BCHYKK AOKYMEHTH, ChAbPKAILH ce B Hero. KOMHCHATA NIPe/INIONKH 10 eHH
MpeACTaBUTeN OT NPUCECTBAUIUTE YYaCTHMLM Ja noanuile JokyMeHTHTe B [Inuk Ne2
Ha OCTaHa/lHTe y4acTHHLH. Komucuara ciaes Tosa oTtBopu Iliuk Nel ,/JlokyMeHTH 3a
noa6op“ Ha BCeKH eJHH YYaCTHHK B MpoleaypaTa, ONOBECTH JAOKyMEHTHTe H
“HPOPMALUATA, KOUTO TOH CbADBPKa, W NMPOBEPH CHOTBETCTBHETO ChC CIHCBKA Ha
JIOKYMEHTHUTe U HHOPMAlUATa, ChbABPXKALlA ce B opepTaTa. -



C H3BDbpIlIBaHe Ha TOpPHHUTE AeﬁCTBI/IH NPHKIKYH 7HY6JII/I‘<IHaTa 4acT OT
3acelaHueTO Ha KOMHUCHATA H TA NPOABLJIXKH CBOATA pa60'ra Ha 3aKpHUTH 3aCEeaHHUA.

IV. KoHCcTaTanuu OTHOCHO Ha/INYMETO Ha NOCTHIU/IM 0QepTH 110 060c06eHH
03U U -
I[Ipu u3BbplleHaTa NpoBEpPKa OTHOCHO HAJMYHMETO Ha NMOCTbIUIH od)epm no
-060C06eHH NO3UIUH, KOMHCHATA YCT2HOBH CJIELHOTO:

Ilo o6ocobenu nosuuuu NeNe31, 38, 40, 44, 52,53, 56,57, 62,101, 108, 136, 137,
139, 153, 174, 260, 270, 304, 307, 310, 311, 312, 313, 314, 315, 316, 317, 318, 319, 325
329, 335 HAMa NOCThHNHIH od)ep'm
[Topazy ropHoTO ¥ Ha OCHOBaHHe 4. 39, an. 1, T. 1 ot 3011, KOMHCHSTA npejJjara Ha
BbanoxuTens obljecTEeHaTa MOpBYKAa C npeaMeT: ,/lOCTaBKa Ha PEaKTHBH M
KOHCyMaTHBH 3a JAedHocTn no Hapepda Ne 26/2007 r., 3a npejocraBsiHe Ha
aKymepcka NOMOLL Ha 3/ApPaBHO HEOCHIYPEHHM KEHH M 3a H3BbLpIIBaHE Ha
M3C/leABaHUA U3BBH 0GXBATa Ha 3a4b/DKMTETHOTO 3/iPABHO OCHIyPABaHe Ha Jena
U 6peMeHHH xKeHH" no 337 060c0GeHH NO3NNMHY, B YacTTa i 1o 060co6eHH NO3HLHH '
NeNe31, 38, 40, 44, 62, 101, 108, 136, 137, 139, 153, 174, 260, 270, 304, 307, 310, 311,
312,313,314, 315,316,317,318, 319, 325, 329, 335 aa 6'b/i€ NpeKpaTeHa.

V. KoHcTaTanMu Ha oCHOBaHHe 4. 68, asn. 7 or 3011 OTHOCHO HAIMYHUETO H

pesO0BHOCTTA Ha NIpeACTaBeHUTE JOKYMEHTH B IUIMK Ne 1 ,,/loKkyMeHTH 3a noj60p”
“Ha 09.05.2016 r. Ha 3aKpUTHUTe 3aceflaHUsl Ha KOMHUCHATA Ce MPHUCHeJHUHH

pe3epBHHMs 4jeH BaHa MuTkoBa, kaTo npeAu HayajoTo Ha paboTaTa MNONBLJIHH

aeknapauus mo wi. 35,an. 3 or 3011, ' A

' Ilpy wu3BbpUIEHATa MpOBEpKa OTHOCHO HaJIMYHETO K pEJOBHOCTTa Ha

npeAcTaBeHUTe B IJMK N2 1 AOKyMeHTH 3a noa6op, Ha 3aKpUTHTe 3acefaHus,

KOMMCHATA YCTAHOBH C/I€HOTO:

1. B odepraTa nofaseHa ot yqaCTHmca T PUH Br* 00/} 16 060CO6€HH NO3ULHH
NeNe103; 214, 285, 297, 298 u 305 vmMa HIECT MJIKKa ¢ HaAnuc “JlokyMeHTH 3a noj6op”.
npe,f.I,CTaBeHH ca M mecT IJMKa ¢ Hagnuc “TIpeAsioxeHMe 3a H3MbIHEHHE Ha
nop'quara 3a chca MO3HIHUA NOOTAEHO. [IpeacTaBeHu ca M 1eCT NJIKMKA C HAAIHUC

“[lpepnaraHa neHa”.

Odeprara Ha yqaCTHnKa He OTroBaps Ha H3UCKBaHMATA Ha 4. 56 oT 3011 u Ha
JloKyMeHTauMsaTa 3a y4acTHe B 061 eCTBEHATA OpBYKa:

1.1. 3a o6ocobena nosunua Ne285 y4acTHUKBT e ﬂpeACTaBHH cepTucanaT ISO
9001:2008, usgagzeH Ha VWR INTERNATIONAL EUROPE BVBA, koHTO He e ¢ 06XBaT
,IDOM3BO/CTBO", CbIIACHO NpeMeTa Ha 060co6eHaTa NO3UIHA.

Ha ocHoBanue T. 3.1.1.6.3. oT JOKyMeHTauudaTa [a ce NpefCcTaBH 3aBEPEHO
konMe Ha ceptudukar ISO 13485:2003/ISO 9001:2008 wuiu exBUBaNeHTEH
cepTHdHKAT, KAKTO W APYrH J0Ka3aTe/CTBa 3a eKBUBAJIEHTHH MePKH 3a OCHUTypsIBaHe
Ha KayeCTBOTO Ha npousBoauTens ,VWR INTERNATIONAL EUROPE BVBA”, s 06XBaT

“NPOM3BOACTBO”, CbrJIACHO NpeAMeTa Ha 060cobeHa No3xuLHA N2285.

1.2. 3a o6ocobeny mosuuuu NeNe297 u 298 y4yacTHHUKBT € TpefCTaBHI
ceptudukar ISO 9001:2008, uagaseH Ha UMeTO Ha npousBogutesa ,Thermo Fisher
Scientific”, Koﬁfro He e C 06XBaT ,IPOM3BO/CTBO", CHI/IACHO NPeAMeTa Ha 060coGeHHTe
TIO3UIIUH.

Ha ocHosanue T. 3.1.1.6.3 ot lokyMeHTayusTa Aa ce rIpeACTaBI/I 3aBepeHo KoIHe
Ha cepTHdHKaT ISO 13485:2003/1SO 9001:2008 wuu eKBHBa/leHTeH cepTHHKAT,
KaKTO W IPYTH J0Ka3aTesICTBA 3a EKBUBAJIEHTHH MEPKH 32 OCHIypsABaHE Ha KayeCTBOTO
Ha npoussoguTens ,Thermo Fisher Scientific’, ¢ o6xBaT “npoH3BOACTBO”, CBIJIAaCHO
npeaMeTa Ha 060cob6eHHTe no3unuu NeNe297 u 298.




1.3. 3a o60co6enu no3unuu NeNe103, 214, 285, 297, 298 u 305 mmcsa npeBojA
Ha 6'bJIrapCKH e3UK Ha Mpe/iCTABEHUTE U3BAKH Ha KaTaJ I03H.

Y4acTHUKBT. ClefBa Ja_1NpeAcTaBH MpeBOJ, Ha OBJArapckd €3MK Ha
npeAcTaBeHUTe M3BaJKH OT KaTaso3M 3a 060cobeHu nmosuuu NeNe103, 214, 285, 297,
298 wu 305. CbrsiacHo H3uckBaHMATa Ha T. 3.1. “Heo6X0AMMH [OOKYMEHTH  OT
JlOKyMeHTaluATa 3a y4acTHe - JOKyMEeHTUTe B MUK N2 1 ce NpeACTaBAT B OpPUTHMHAJ
_ HJIM 3aBEPEHO OT YYaCTHHUKA Komnue. BCMUKY JOKYMEHTH NpeJCTaBeHHU Ha YYXK] e3HK, Ce
NPeACTaBAT U B IPEBOJ Ha 6bJITapCKHU €3HK,

1.4. B npeacTaBeHHTe OT y4acTHHKA /{Be ieKJIapal1y no Y. 47 an. 9 or 3011, ne
e Non'bJIHeHa HHopMalUATa B T. 9.

Y4YacTHHKBT cnefiBa Aa NpeACTaBH NONMb/JIHEHH AeKJiapalyH 1o 4. 47 an 9 oT
3011, cprnacHo u3MCKBaHWATa nocodeHy B T. 3.1.1.3. ,,Heo6xo,zmMH JOKYMEHTH" OT
JIOKYMEHTaLUATA 3a y4acTHe;

1.5. CbriacHo U3MCKBaHHMATA Ha JOKyMEHTAalUMATa /yKa3aHHe 3a NOM'b/JIBaHe HA
T. 3.1.1.10. oT AOKyMeHTaUMATa/, JeKaapauMHTe no 4. 3, T. 8 or 3akoHa 3a '
MKOHOMHMYECKHTe ¥ (QHHAaHCOBUTE OTHOWIEHHS C JApYXKecTBaTa, PeTMCTPHpaHK B
IOPHCAMKIMH C IpedepeHIHanes JaHbYeH PeXUM, CBbpP3aHUTe C TAX JMIA H TeXHHUTe
JleCTBUTENHH COOCTBEHULH CNeBa Aa Ce MOJMUUIAT W NPEJACTABAT 3a BCAKO €JHO OT
nMnarTa, KOMUTO MOraT Jla npejcTaBjsABaT KPUAUYECKOTO MLe B ChOTBETCTBHE C
W3HCKBaHHUATA Ha 4. 47, an. 4 ot 30I1.

Y4acTHUKBT e NpeACTaBUJ JeKJapalus 3a JIUIca Ha 06CTOATECTBE, ChIIacHO
4. 3, T. 8 oT 3aKOHa 3a UKOHOMHUYECKHTe U PUHAHCOBUTE OTHOIIEHHUS C APYKECTBATa,
PEerucTpUpaHH B IOPHCAHKLHH ¢ TpedepeHIiHaNeH JaHbYeH PeXUM, CBbP3aHUTe C TAX
JIMLIa M TeXHHUTe JeHCTBUTEJIHW COOCTBEHHULM 3a ynpaBuTens - Jluausa XpHCToBa
Huxonosa-TllpamatapoBa, NpejcTaBiasBall y4acTHHKA. Cje[i H3BBbpIUEHa CpaBKa B
Toproscku peructsp (TP) Ha AreHuMaTa nMo BNHUCBaHMUATA, KOMHCHATA YCTAaHOBH, e
HayMHa Ha NpeJCTaB/lsBaHE Ha APYXKeCTBOTO € 3aeAHO M MOOTAENHO OT ABaMa
yIpaBUTENH, KATO CbrJacHO HHGOpMaUHUATa B ThPrOBCKUSI PETUCTbp, YIIPaBUTeEN Ha
APYXKECTBOTO e cbllo M JaMuero Hopaanka Benukosa leToBa, 3a KOeTo JIMICBa
npejcTaBeHa JeKjiapaLus. ‘ ‘

BbB Bpb3Ka C TOPEH3JI0KEHOTO, YYaCTHUKBLT CJlefiBa [a NpeJCTaBH [leKapalus
mo 4r 3, T. 8 oT 3akoHa 3a MKOHOMHYECKHTEe H QHMHAHCOBUTE OTHOLIEHHA C
ApYXecTBaTa, PerMCTPHpPaHU B }opnc,zmxumd ¢ npedepeHuHraneH AaHbyeH PEKUM,
CBBbP3aHUTE C TAX JIMLA ¥ TEXHUTE AeHCTBUTENHHU COOCTBEHHIU H 3a JIULIETO Hoppanka
BenukoBa 'eToBa, B kKa4eCTBOTO M Ha Npe/iCTaB/IABalll yYaCcTHHKa.

» lpeABUJ rOpHUTE KOHCTATalMM M Ha OCHOBaHue 4J. 68, an. 8 u an. 9 ot 3011,
cnepBa yyacTHuksT ,JPHH BI* 00/ B CpAdK OT 5 pabOTHHM AHHM OT IOJyYyaBaHe Ha
HaCTOSIIMA TPOTOKOJ [a OTCTPaHW YCTAHOBEHHTE OT KOMHMCHATa HEeCbOTBETCTBHS,
KaTo NpeJCTaBy NOCOYEHUTE NO-rope J0KYMEeHTH U HHOpMaLHH. :

2. B odepraTa nopageHa ot yyactHuka ,EC J3KHU I[TH BHO lIAl/lHAMI/lKC" 00A4,
no o6ocobeHu nmo3uuu NeNe63, 64, 65, 67, 69, 71, 75, 100, 120, 308 1. 309 uma euH -
MJIMK ¢ Haanuc “JlokymeHTH 3a nozf6op”. llpescTaBenu ca eAUHazeceT MJIHKA C HAAUC
“lipepsioxxeHre 3a M3NbJIHEHME Ha MNopbkYyKaTa’, 3a BCAKa MO3ULHA TOOTAENHO.
[peAcTaBeHH ca U eAUHAZECET NJIMKA ¢ Hagnuc “[IpejiaraHa neHa”.

OdepTaTa Ha y4aCTHHKA He OTrOBapA Ha M3UCKBAaHHATA Ha 4. 56 ot 301l u Ha
JlokyMeHTalMATa 38 yYacTHE B oblLlecTBEHATa MOPbYKa: '

2.1. 3a o6ocobeny nosuuuu NeNe63, 64, 65, 67, 69, 71, 75, 100, 120, 308 u 309,
YYaCTHHKBT € IpeAcTaBH 061 ik Ne 1 ¢ HagnHc “[loKkyMeHTH 3a No60p” € KOETO He
e CasHJ U3MCKBaHHMATA Ha 3aKOHa 3a O6LIECTBEHHTE MOPBYKH U JOKYMEHTALMsATa 3a
yyacTHe B ipoliejlypaTa. Chbr/iacHO MMIIepaTUBHATa pa3nopes6a Ha wi. 57, an. 3, u3p. 2




~ ot 30I1, KoraTo JOKyMeHTH ¥ HHPOPMALMS, ChABPHKALIHK Ce B MIKHK N2 1, ca eAHAKBH 3a
ABE/W/K NIoBeYe B IPHUIIOKHUMHTE CIy4an/ 060Co6eHH NO3HLKH, 10 KOUTO YYaCTHUKDT
nojaBa 0depTa, ChLUIMTE Ce MOCTABAT caMO B UMK N 1 Mo mosuuMATa C Hal-MajbK
nopejieH HOMep, KaTO TOBa CHCTOATECTBO Ce OTBEJIA3BA B CIIUCHKA HA JOKYMEHTHTE,
CbA'bPKall Ce B JIMKOBETE Ha OCTaHaAHTe NO3HLHH. ‘ V

Y4acTHHKBT ClefBa Aa NpeACTaBH OTAEJHH MJIKKOBe ¢ Haanuc: “JlokyMeHTH 3a
- moa6op” 3a o60co6enu nosuuuu NeNe63, 64, 65, 67, 69, 71, 75,100, 120, 308 u 309.

2.2. B npeAcTaBsAHeTO CH Yy4acTHUKBT e 3asiBUJI, Ye Lie y4acTBa no 060Co6eHH
nosuuru NeNe 11 u 12. CwlueBpeMeHHO e nojajeHa odepTa N0 060CO6EHH TO3ULMH
NeNe63, 64, 65, 67, 69, 71, 75, 100, 120, 308 u 309. B cnyyaii, 4e e JomycHaTa
TeXHU4YecCKa rpelllka, Ha OCHOBaHHWe 4J. 68, an. 8 ot 30I1 yyacTHHKBT Aa npeAcTaBH
nonbiHeHo IlpeacrassHe no . O6pasen 3a BCHYKH o6oco6e1-m NMO3HLUH, TI0 KOHUTO
y4acTBa.

2.3. 3a o6ocobenu mno3uumuu NeNe63, 64, 65, 75, 100 120 Y4aCTHUKBT €
" npeactasua ceptudrkar I1SO 9001:2008, usganen Ha VWR INTERNATIONAL EUROPE
BVBA, xoiTO He e ¢ 06XBaT ,MPOM3BOACTBO", ChI/IACHO NpeZMeTa Ha 060CO6eHHTe
MO3ULHH. ’ ' ’ : '

Ha ocrosanme 1. 3.1.1.6.3. ot [loKyMeHTauuATa Aa Ce NpEACTaBH 3aBEPEHO
konue Ha ceprHdukar I[SO 13485:2003/ISO 9001: 2008 HWJAU EeKBHBaJIeHTeH
CepTHHUKAT, KAKTO U APYTH J0Ka3aTe/ICTBA 3a eKBHBaJIEHTHH MEpKH 33 OCHTypsBaHe
Ha KayeCcTBOTO Ha npoussoaurens ,VWR INTERNATIONAL EUROPE BVBA”, ¢ o6xBaT
“NIpou3BOACTBO”, CBIIACHO NpejMeTa Ha 060co6e}m noszunuu NeNe63, 64, 65, 75, 100,
120.

2.4. 3a 060C06EHH nosunuuu NeNe67, 69 u 71 y4acTHMKBT e TNpejCTaBH
ceprudukar 1SO 9001:2008, u3JaZeH Ha uMeTo Ha npoussoauTtens ,THERMO FISHER
SCIENTIFIC, koWTO He e ¢ 06xBaT ,IPOHU3BOACTBO", CbrJaCHO MNpejMeTa Ha
060C0BEHHUTE NO3UIHH. : : ‘

Ha ocHoBaHue T. 3.1.1.6.3. or JoKyMeHTauudTa Aa ce.IlpeAcTaBH 3aBepeHo
konue Ha cepruoukar ISO “13485:2003/1SO 9001:2008 MM ~ eKBMBaJIEHTEH
cepTHOHUKAT, KAKTO ¥ PYrd JOoKasaTe/CTBa 33 eKBUBaJeHTHHU MEePKH 3a OCHTypsBaHe -
Ha KavyecTBOoTo Ha npousBogutens ,THERMO FISHER SCIENTIFICY. c o6xsar
“NpOU3BOACTBO”, ChIJIAaCHO Npe/iMeTa Ha 06ocobenuTe no3vuuuu NeNe67, 69 u 71,

- 2.5. B Jlexnapayuarta no 4. 56, an. 12 ot 30I1 3a npMemaHe Ha yC/lIOBUATA B
MpOeKTa Ha JIoroBopa, Y4aCTHUKBLT € 3asiBHJI, e y4yacTBa no o6oco6eHu nosyuuu NeNe
11 u 12. CsueBpeMeHHO e nojajgeHa odepTa no odocobenu nosuumuu NeNe 63, 64, 65,
67,69,71,75,100, 120,308 u 309.

B cnyuail, 4e e fonycHaTa TexHHYecka Ipellka, Ha OCHOBaHHe 4. 68, al. 8 or
30Tl y4acTHMKBT Aa NpeACTaBH NONbJHeHa [Jieknapauusa no 4i. 56, an. 12 or 30H no
O6pasel 3a BCHYKH 060C06EHH NO3KIIUHY, 110 KOUTO y4acTBa.

llpeaBus rOpHHUTE KOHCTAaTallHM M Ha OCHOBaHMe 4J. 68, an. 8 ¥ an. 9 or 30I],
cnenBa yqacTHHKBT ,EC KM ITH BUO JAMHAMUKC” 00/, B cpok oT 5 paboTHH AHH
OT TMoJyyaBaHe Ha HacTOALMA NPOTOKQN Jla OTCTPaHH YCTAaHOBEHHUTE OT KOMHCHATA
HeCHOTBETCTBHS, KaTo MPeiCTaBH NOCOYEHUTE I0-rope AOKYMEHTH ¥ HHGOPMALIHH, "

3. B odeprata mogaseHa ot yyactHuka ,JLK.B. -BBJTAPUA“ EOOJ, no
obocobenu nosuuuu NeNel, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 35, 36, 37,
39, 154, 330, 331, 332, 333 u 337 uMa ABajieceT U YeTHPH IJIMKA C HAANHUC “JIOKyMEHTH
3a noAGop”, 3a BCAKA NO3ULMA NOOTAENHO, [IpeacTaBeHH ca 1BaJeCeT ¥ YeTHPH TJIHKa C -
Hagnuc “TlpenJioxkeHne 3a U3I'bIHEHHE Ha NIOPBYKATa”, 32 BCAKA O3ULMs TIOOTAENTHO.
. TlpeacTaBeHH ca ¥ ABajieceT M YeTHPH MIMKa ¢ Hagnuc “lIpesnaraHa yexa’.




OdepTraTta Ha yyacTHHKA He OTroBaps Ha M3MCKBaHHMATA Ha 4. 56 ot 3011 u Ha
JloKkyMeHTalHATa 33 y9acTHe B 001eCTBeHaTa NOPbYKa:

3.1. 3a o6ocobenu nosuumu NeNel, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25 u 26
YYaCTHHKBT He e NpeACTaBH/ 3aBepeH0 KOINHWe Ha Jlexnapanus 3a CbOTBETCTBHE C
,[lnpexTuBa 98/79/EC, u3nazeHa oT NPOU3BOAUTENS Ha H3/Ie/THATA,

Ha ocHoBaHMe 3.1.1.6.8. ot JJokyMeHTaLMATa, 3a 060cobeHu nosuuuu NeNel, 16,
17,18, 19, 20, 21, 22, 23, 24, 25 1 26 fa ce npeAcTaBy 3aBepeHO Konue Ha Jeknapauus
3a cpoTBeTCTBHE ¢ [lupexTrBa 98/79/EC, n3sazeHa oT NpOU3BOAUTES.

3.2. 3a obocobeHa no3uuua N2154 y4yacTHUKBT He e NpeACTaBHJ KONHE Ha
obHLHaNeH AOKYMEHT, U3JajeH.oT UsnbiAHMTENHATA areHuus IO JIeKapcTBaTa OT
KOHTO J1a € BUJIHO, Ye 3a ' KOHKPETHOTO MeUIIMHCKO H3/leJiMe 3a KOeTO ce y4acTBa HAMa
peructpupaHd JaHHd B HAJl u/uau EUDAMED 3a uWHUMZEHTH/NOTeHLHaTHH
MHIMAEHTH Npe3 NOC/JefHUTE ABE FOAMHH, KAKTO W 32 GJIOKHpaHHM WM H3TerjJeHH
NapTHAH OT CHLIOTO MEAHLMHCKO U3AeNHE IPe3 NOCAeJHUTE /{BE FOAWHH.

Ha ocHoBauue T. 3.1.1.6.5. oT JIokyMeHTanuATa, 32 060co6eHa no3uua Ne154 na
ce NMpe/ACcTaBH KoNHe Ha odHIHaleH JOKYMEHT, usjlafieH oT UsnbjHUTeNHaTa areHyus
[0 JiekapcTBaTa OT KOHWTO Jla € BUAHO, Ye 338 KOHKPETHOTO MeAHUHUHCKO H3Jeue 3a
KOeTO ce y4yacTBa HsMa perucrpupaHd fAavHu B HAJ u/unu EUDAMED 3a
MHUMJEHTH/NOTEeHHA/IHU WHLUJEHTH Npe3 NoclefHUTe [ABe TOJUHM, KAKTO M 3a
6JIOKMpAaHH MJM U3TerJieHH NapTHAH OT ChUIOTO Me,anupmcxo u3jesne Tmpes
NoCcnelHUTE JBe F'OAUHH.

3.3. 3a o6ocobena nosuyusa Ne154 _Y‘-IaCTHHK’_bT He e ppe,acTaBnn qemapaum{, B
KOATO Ce I0CoYBa MEJMLMHCKOTO H3Je/iMe 3a KOeTO Ce y4yacTBa W KOHKPEeTHHAT
obuectBeH GOHA, NO KONTO ce 3amjalia, Ha CbOTBETHaTa [bpXaBa - 4YJeHKa Ha
EBponeiicky cb103. ' '

Ha ocHoBanue T. 3.1.1.6.6. 0T JloKyMeHTaLHATA, 33 o6oco6eHa nosuuus Ne154 aa
ce NpeACTaBAT AeK/IapalHH OT YYaCTHHKA, B KOMTO Ce N0CoYBa MEAHLIHHCKOTO H3AeNne
3a KOETO Ce y4acTBa H KOHKPETHHAT o6iecTBeH GOHA MO KONTO ce 3amjalma, Ha
ChOTBETHATA AbPXaBa - YeHKa Ha EBponedckH cbio3. '

3.4. 3a o6ocobenn nosunuu NeNe330, 331, 332 n 333 yqac'runx'b'r e npe,aCTaBun
3aBepeHO KONHe Ha HHCTPYKI{HA 3a paboTa Ha O'bJITaPCKH €3HK.

Y4acTHHKBT cnefBa fa  NMpPeACTABH 3aBEPEHO KomHe Ha OpWMIMHala Ha
MHCTPYKUHMATA 33 paboTa 3a 060co6eHH MOSHLHHU N°N°330 331, 332 u 333. CbrsacHo
u3uckBaHUATa Ha T. 3.1. “HeobxoauMu sokyMeHTH” 0T JloKyMeHTauuATa 3a y4acTHe -
JOKYMEHTHTe B MJAHK N2 1 ce MpejcTaBaT B ODUIMHA/A WJIM 3aBepeHO OT y4acTHHKa
KonHe. BCHYKH JOKYMEHTH MpPeACTaBeH! Ha UyXK/ €3MK, Ce NPeJCTaBAT U B NPeBOJ Ha
OBATaPCKH €3HK. -

[Tpensup I‘OpHPITe KOHCTaTauHH ¥ Ha OCHOBaHHME 4J1. 68, an. 8 u aJl. 9 OT 3011,
cnepBa yyactHHkbsT ,LJLKB. -BBJATAPUA“ ECOJ B cpok oT 5 paboOTHH AHH OT
nojiyyaBaHe Ha HaCTOAWMA TMPOTOKOJA Ja OTCTPAHH YCTAaHOBEHMTE OT KOMHCHATA
HECbOTBETCTBHS, KATO NPe/iCTaBH NOCOYEHHTE I0-TOpe AOKYMEHTH anbopmauun

4. B odeprara, nojasena ot ydacruuka ,CABUMEJ" EOOJ, no o6ocobeHu
nosuuuu NeNe196, 229, 230, 236, 237, 239, 243, 245, 248, 249 u 252 uMa e[UH IJIHK C
Hagnuc: “JJoKyMeHTH 3a noj60p”. YHYacTHUKBT e NpejACTaBH/L M eJMH NJHUK C HaJIHC
“Iipei/ioXKeHHe 32 U3M'bJIHEHUE HA nopbykaTa”. [IpeJcTaBeH e M eAMH MK C HaJIHC
“IlpepnaraHa LeHa”.

Y4aCTHHKDBT e NMpejCcTaBH/ odepTa, KOATO HE OTroBaps Ha M3WCKBAaHUATA Ha
3011 1 Ha JIoOKyMeHTalUsTa 3a y4acTHe B nopweyukarta. CbriaacHo 4. 57, an. 3 or 3011 u
tToukH 3.1.2. u 3.1.3. oT JJoKyMeHTalKsTa, KOraTo.y4yaCTHHK nojaBsa odepTa 3a rnoseye
OT efiHa 060cobeHa no3uuus, IIMKose N2 2 ¥ 3 ce npeficTaBAT 3a BCAKa OT NO3HIUHTE.




CBriacHo U3/I0XKEHHMTE NO-Trope 06CTOATE/NCTBA U HAa OCHOBaHHe Wi. 69 an. 1 T. 4,
BbB Bpb3Ka C WI. 57, an. 2, BbB Bpb3Ka ¢ an. 3 ot 30II, Komucuara npeasnara Ha
Bb3/M0XHUTEeNs1 Aa oTcrpaHu ,CABUMEJ“ EOOJ or yyacTue B mnpoueaypaTta Io
o6ocobeHy no3unuu ¢ NeNe196, 229, 230,236, 237, 239, 243, 245, 248, 249 u 252.

(TopHoTO npeasioxxeHue 3a oTcTpanseaHe Ha ,CABUMEZA“ EOO/l e 1 BLB Bpb3Ka
c mpakthkara Ha K3K u BAC B Tasu Hacoka. 3a mpumep: -Pemenne Ne 7528 ot
03.06.2014 r. Ha BAC, Pemmenne Ne 4255 ot 27.03.2014 r. Ha BAC, Pemenne Ne 1440 ot
11.11.2014 r. Ha K3K, Pemrenue Ne 463 oT 03 06.2015 r. Ha K3K no npenucka Ne K3K-
276/5.05.2015r.).

5. B odeprara mogageHa ot ydyactHuka ,XUMTEKC" OO/, no o6ocobenu
nosunuu NeNe60, 70, 75, 105,107, 111, 112, 114, 118, 119, 121, 122, 123, 124, 125, 126,
128,129,130, 131, 132, 133, 134,135, 138, 140, 141, 142, 143, 144, 146, 147, 148, 149,
150, 151, 152, 155, 156, 159, 160, 161, 162, 163, 164, 176, 177, 178, 181, 183, 185, 190,
192, 193, 194, 195, 196, 198, 199, 200, 201, 202, 203, 204, 205, 206, 207, 208, 209, 210,
211, 212, 213, 214, 222, 223, 224, 225, 226, 227, 228, 229, 230, 231, 232, 233, 234, 235,
236, 237, 238, 239, 240, 241, 242, 243, 244, 245,246, 247, 248, 249, 250, 251, 252, 253,
261, 262, 263, 264, 265, 266, 267, 268, 269, 271, 272, 273, 274, 275, 276, 277, 278, 279,
280, 281, 282, 286, 288, 289, 290, 291, 292, 293, 294, 295, 296, 300, 306, 320, 321, 322,
323,324, 326, 327, 328, 336 Ma CTO YeTHPHALCET ¥ OCEM MJIMKA C HaANHKC “JlOKyMeHTH
3a noz6op”. TIpeAcTaBeHy ca CTO YeTUpHAECeT U 0CeM MJMKa ¢ Haanuc “TlpeanoxeHue
3a U3N'bJHEHHe Ha nop’quaTa 3a BCAKa MO3HLKA noomejmo npeACTaBEHPI ca U CTo
. YeTHUpHJeCeT U 0CeM IJIMKa C HaJMHC Hpe,rmaraaa neHa”.

‘OdepTaTa Ha y4aCTHHKA He OTFOBapsl HAa U3WCKBaHHUATA Ha Wl. 56 ot 3011 u Ha -
JloKkyMeHTaluATa 3a y4acTHe B 061ecTBEHaTa MOpbYKa: '

5.1. 3a o6ocobenu nosuyuu NeNe6O, 75, 105, 107, 111, 112, 114, 118, 119, 121,
122,123, 124, 125,126, 128, 129, 130, 131, 132, 133, 134, 135, 138, 140, 141, 142, 143,
144, 146, 147, 148, 149, 151, 152, 155, 156, 159, 160, 161, 162,163,164, 176,177,178,
181, 183, 185, 190, 192 u 193 YYacCTHHKBLT He e npejctaBun ceptuduxar SO
13485:2003/1SO  9001:2008 wau exBWBaJEHTEH CepTHHUKAT, KaKTO W [pyru
JlOKa3aTeJCTBA 3a EKBUBAJEHTHH MepPKM 3a OCUIypABaHe Ha KauyecTBOTO Ha
npoussoauTens PanReac AppliChem, cbriacHo npegmMeTa Ha 060C0OeHHTe TO3ULHH.

‘Ha ocnosanue T. 3.1.1.6.3. ot [JokymeHTauusATa JAa Ce NpeACTaBH 3aBEPEHO

Konue Ha cepTudoukar ISO 13485:2003/1SO 9001:2008 uAM eKBHBaJIEHTEH
cepTHOHKAT, KAKTO M APYTH J0Ka3aTe/NCTBa 33 eKBUBAJEHTHH MEpPKH 3a OCHTypsiBaHe
Ha Ka4yeCTBOTO Ha npoussoauTensa PanReac AppliChem, ¢ o6xBaT “npoM3BOACTBO",
CBIJIAaCHO npeAMeTa Ha 060cobeHH no3uMumuu NeNe6(, 75, 105, 107, 111, 112, 114, 118,
119, 121, 122,123, 124, 125, 126, 128, 129, 130, 131, 132, 133, 134, 135, 138, 140, 141,
142, 143, 144, 146, 147, 148, 149, 151, 152, 155, 156, 159, 160, 161, 162, 163, 164, 176,
177,178,181, 183,185, 190, 192 1 193.

5.2. 3a o6ocobeny nosunuu NeNe70, 150, 196, 222, 223, 224, 227, 232, 233, 236,
240, 251, 253, 286, 327 u 336 y4acTHMKBT He e NpeACTaBHI cepTHdukar ISO
13485:2003/1SO 9001:2008 wuau exBHBajJleHTEeH CepTHHKAT, KaKTO H JpYrH
J0Ka3aTe/jCTBa 32 eKBHUBAJEHTHU MepKM 33 OCHrypsiBaHe Ha KayecTBOTO Ha
npoussoauTensa VWR INTERNATIONAL EUROPE BVBA, cbfnacHo npejMeTa ‘Ha
060CO6EHHTE NO3UIHH. .

Ha ocHoBaHue T. 3.1.1.6.3. oT [oxkyMeHTauusaTa ha Ce NpPeACTaBH 3aBEePEHO
konve Ha ceprtudukatr ISO 13485:2003/ISO 9001:2008 wnnu exBUBaJeHTEH

' cepTHQHUKAT, KAKTO M APYTH AOKa3aTe/ICTBA 33 eKBUBAJEHTHH MEDKH 3a OCHTypsiBaHe
Ha KayecTBOTO Ha npouspoauTenss VWR INTERNATIONAL EUROPE BVBA, ¢ o6xBaTt
“NpOM3BOJCTBO", CBrJIACHO fpejMeTa Ha ob6ocobeny nosuuuu NeNe70, 150, 196, 222,
223,224,227,232,233, 236, 240, 251, 253, 286, 327 n 336. '




5.3. 3a 060co6enu nosunuu NeNe194, 195, 198, 199, 200, 201, 202, 203, 204, 205,
206, 208, 209, 211, 212, 213, 225, 226, 228, 229, 230, 231, 234, 235, 237, 238,.239, 241,
242,243, 244, 245, 246, 247, 248, 249, 250, 252, 261, 262, 263, 264, 265, 266, 267, 269,
281, 282, 292, 293, 294, 296, 300 u 328 y4acTHUKBT He e NpeAcTaBuI cepTudUkaT ISO
13485:2003/ISO  9001:2008 uauM eKBUBaJEHTEH CepPTHPHKAT, KaKTO H Jpyru
[OKa3aTeJCTBA 3a EKBMBAJEHTHM MepPKH 3a OCHTypABaHEe Ha KayeCTBOTO Ha -
npoussoauTens ,Dentalab”, cbriiacHo npegMera Ha 060CC6EHHUTE TO3HLIUH.

Ha ocHoBanue 1. 3.1.1.6.3. oT JloKyMeHTalMsATa Ja Ce NpeJCTaBH 3aBEPEHO
konue Ha cepTuoHukaTt ISO 13485:2003/I1SO .9001:2008 HAM eKBHMBaJeHTeH
cepTHQHKAT, KaKTO M JpPYrH JOKa3aTeJCTBA 33 eKBUBAJEHTHH MEPKH 3a OCUTYpsIBaHE -
Ha KayecTBOTO Ha npoussojuTend ,Dentalab“, ¢ ob6xBat “nponsBojcTBO”, ChriacHo
npeaMeTa Ha 060cobeHu nosuuKK NeNe194, 195, 198, 199, 200, 201, 202, 203, 204, 205,
206, 208, 209, 211, 212, 213, 225, 226, 228, 229, 230, 231, 234, 235, 237, 238, 239, 241,
242,243, 244, 245, 246, 247, 248, 249, 250, 252, 261, 262, 263, 264, 265, 266, 267, 269,
281, 282, 292, 293, 294, 296, 300 1 328.

5.4. 3a o60cobenu NO3ULHH N°N°207 210, 214, 268 288, 289, 290, 291, 295, 306,
320, 321, 322, 323, 324 u 326 y4yacTHUKBT He e MpeACTaBUJ cepTu(anaT ISO -
13485: 2003/1SO 9001:2008 wunM ekBuBajleHTEH CepTUPHKAT, KAaKTO. M ApYTH
JlOKa3aTe/CTBa 33 eKBHUBAaJeHTHHM MEpKM 3a OCHUrypsABaHe Ha KayeCTBOTO Ha
npoussoauTena ,Kapn Xext - AcucteHT [epMaHHA“, Cbr/IacCHO TnpegMeTa Ha
060c00E€HHUTE NO3HIHH.

Ha ocHoBanue T. 3.1.1.6.3. oT [JJoKyMeHTauusTa ,qa ce Hpe,L],CTaBH 3aBepeHo
KonHe Ha ceptudukar ISO 13485:2003/ISO 9001:2008 wund eKBHBaJEHTEH
- cepTHOHKAT, KAKTO H JPYTH J0Ka3aTe/NCTBa 3a eKBUBAJIEHTHH MepKH 3a OCUIypsBaHe
Ha Ka4yeCTBOTO Ha mpousBoguTens ,Kapn Xext - AcucreHT lepmanua“, ¢ 06xBaT
“npou3BOACTBO”, ChIJIACHO NpeAMeTa Ha o6oco6eHu no3uuuu NeNe207, 210, 214, 268,
288, 289, 290, 291, 295, 306, 320, 321, 322,323,324 u 326. -

5.5. 3a 0o6ocobenu nosuuuu NeNe271, 272, 273, 274, 275, 276, 277, 278, 279 u
280 y4acCTHUKBT He e npejcTaBua cepTudukaT ISO 13485:2003/1SO 9001:2008 unu
eKBUBA/JIEHTEH CepTHOHKAT, KAKTO U APYTH AOKa3aTeJCTBa 3a eKBHBa/IEHTHH MEePKH 33
OCHUTypsiBaHe Ha KauyeCTBOTO, H3ﬂaAeH Ha UMEeTO Ha NNPOU3BOAUTENS C 06XBaT CBIJIACHO
" IpeAMeTa Ha 060COBEHHTE O3HLIUH.

Ha ocHoBaHMe T. 3.1.1.6.3. oT [loKyMeHTaUusATa Aa Ce NpeACTaBU 3aBepeHOo
konue Ha ceprudukar ISO 13485:2003/I1SO 9001:2008 unAM eKBHUBaJEHTEH
cepTUOHKAT, KAKTO M [JPYrH JI0OKa3aTe/ICTBA 38 eKBUBAJIEHTHH MEPKH 33 OCHTypsiBaHe
Ha KayeCTBOTO, ¢ 06XBaT CBbIJIAaCHO mpeaMeTa HAa 060co6eHH nmosuuuu NeNe271,-272,
273,274,275,276,277, 278, 279 u 280, u3naneH Ha UMETO Ha IIPOU3BOAUTEIISL.

5.6. Y4aCTHHMKDBT He e [ipeICTaBUJI 3aBepEHO KOMHUeE Ha JleK/lapalHs, u3ZiafieHa oT
NPOU3BOANTEIA, Ye ChOTBETHOTO H3ZeNHe no o6ocobenu nosuuuu ¢ NeNe60, 75 e 3a -
Hay4YHO-H3C/IeJOBATENCKH LIEJH. : )

Ha ocHoBanue T. 3.1.1.6.11. ot JlokymMeHTaLuATa Aa Ce NpeACTaBH KOMHE Ha -
[eKJapauus, usjajileHa OT.NPOU3BOAUTES, 4e ChOTBETHOTO H3/ejd no 06ocobeHH
no3uuuu ¢ NeNe60, 75 e 33 Hay4HO-H3CJ1e/[0BATEJICKH LEIH.

lpeaBU)| TOPHUTE KOHCTATallMd U Ha OCHOBaHHWe 4. 68, al. 8 1 an. 9 ot 301,
cneasa yyacTHUKBT , XUMTEKC" OO, B cpok OT 5 paGOTHH JHHM OT MOJy4yaBaHE HA .
HaCTOALIMS TPOTOKOJ Ja OTCTPAaHH YCTAaHOBEHHTE OT KOMHCHSITa HeChOTBETCTBHS,
KaTo Npe/iCTaBU [I0COYEHUTE NO-TOPe JOKYMEHTH M HHPOPMALHH. '

6. B odepTaTa noganena ot yyactuuka ,AA MEAUKDBJ BbJITAPHA“ OO, no
o6ocobeHa mosuuusa Nel154 MMa eAMH NIHK ¢ Hagnuc “JlokyMeHTH 3a mnoabop”.
MpeacraBeH e eauH MK ¢ Hagnuc “[lpeasoxeHHe 3a U3NbJHEHHe Ha NMOpbYKaTa”.
HpeACTaBéH e U eJUH IJIMK ¢ Haanuc “[Ipeanarada nexHa”.



Od)epTaTa Ha y4acTHHKa He OTrOBaps Ha M3UCKBAHMATA Ha YL 56 ot 301 ¢ Ha
JloxyMeHTaLusTa 33 yJacTHe B 06IeCTBEHATa OpbYKa:

6.1. 3a obocobeHa nosuuusa N2154 suncea npeBoj Ha 6BJIArapCcKH €3UK Ha
M3BaJKa OT KaTasora. CbriacHO H3UCKBaHHUATa Ha T. 3.1 “Heo6xoauMHU JOKyMeHTH” OT
[lokyMeHTalHsiTa 3a y4acTHe, JOKYMEHTHTe B IJIMK Ne 1 ce npeAcTaBAT B OPUIHHA
HJIK 3aBEPEHO OT YYaCTHHKA KOIKe. BCHUKH JOKYMeHTH NpeiCTaBeHU Ha YyKJ €3HK, ce
NpeJCTaBAT U B IPEBOJ, HA O'bJITaPCKH €3HK.

Y4acTHUKBT CJle/iBa Ja NpeJiCTaBy NMpPeBoJ, Ha G'bJrapcKy. e3MK Ha M3Bajka OT
npejcTaBeHUs KaTaJor 3a 060cob6eHa nmo3uuusa Ne154.,

[lpexBUA rOPHUTE KOHCTAaTallM¥ W Ha OCHOBaHHe 4j. 68, au. 8 ¥ azn 9 ot 30I],
cneaBa ydyactHUKBT ,AA MEJUKDBJ B'bJITAPUA“ OO0/l B cpok 0T 5 paGoTHH AHHU OT
noJjiyyaBaHe Ha HACTOSAIMSA MPOTOKOJ Ja OTCTPaHM YCTAHOBEHUTE OT KOMMCHATA
HEeCbOTBETCTBUA, KaTO NPeJCTaBH IOCOYEHHUTE N10-Tope JOKYMEHTH U HHPOpMaLHH.

7. B odepraTa, nmoAageHa OT y4aCTHHKa +LAKBAXUM“ AJl, no o6ocobeHu
no3uuuu NeNe3, 4, 61, 63, 64, 73, 75, 76, 81, 82, 83, 84, 100 uMa equH NJIUK C HaATUC:
“JlokyMeHTH 3a noA6op”. YYacCTHUKBT € NpPeACTaBWI M eJWH IUIHK C HaAIHC
“IlpepsioxeHue 3a U3MbJIHEHUe Ha nopbykaTa’. [IpejcTaBeH € U eJHH MUK C HAAMHUC
“IIpepnaraHa 1ieHa”. '

Y4acTHUKDBT e mpejcTaBu] odepTa, KOSITO He OTroBapsl Ha W3UCKBAHHUATA Ha
30I1 1 Ha JlokyMeHTaUMATa 3a y4yacTHe B nopbykaTa. CbriacHo . 57, an. 3 ot 3011 u
To4kH 3.1.2. 1 3.1.3. oT /lokyMeHTauKATa, KOraTo y4aCTHUK NoAaBa odpepTa 3a noseye
oT efHa 060co6eHa mo3uuus, naukose N2 2 u 3 ce mpeCTaBAT 3a BCSIKa OT MNO3HLUHUTE. -

Cbry1acHO U3/10KeHHUTe MOo-rope 06CTOATEICTBA ¥ Ha OCHOBaHMe 4. 69 an. 1 1. 4,
BBB Bpb3Ka C Wi 57, an. 2, BB Bpb3Ka ¢ ana3 ot 30Il, Komucusta npegsiara Ha'
Bb3JIOXKHUTEA fa oTcTpank ,AKBAXUM" Al oT yyacTue B npolejypaTta 1o 060co6eHn
no3uuum c NeNe3, 4, 61, 63, 64, 73,75, 76, 81, 82, 83, 84, 100. '

. (TopHoTO npeanoxenue 3a orctpaHasaHe Ha ,AKBAXHUM" A/l e v BB Bpb3Ka C
npaktukata Ha K3K v BAC B Ta3u Hacoka. 3a npuMep: Pemienure N2 7528 ot 03.06.2014
r. Ha BAC, Pewenne Ne 4255 ot 27.03.2014 r. Ha BAC, Pemenue Ne 1440 ot 11.11.2014
r. Ha K3K, Pewenue N2 463 ot 03.06.2015 r. va K3K no npenucxa Ne K3K-

'276/5.05.2015 r.).

8. B odepTara, noAajeHa oT yyactHHKa ,JAAHC ®APMA" EOOA 1o 060co6eHHU
nosunuu NeNe3, 4, 29, 30, 32, 33, 34, 41, 42, 43, 45, 65, 75, 98, 196, 197, 198, 199, 200,
201, 202, 203, 207, 224,225, 226, 227, 228, 229, 230,231, 232, 233, 234, 235, 236, 237,
238, 239, 240, 241, 242,243, 244, 245, 246, 247, 248, 249, 250, 251, 252, 253, 265, 266,
267, 268, 271, 272, 273, 274, 275, 277, 278, 279, 280, 295, 306, 320, 321 u 326 uMa
cefieMAeceT M eAMH IJIMKa .¢ Haanuc “JloKyMeHTH 3a MoAGop”, 3a BCSKA MO3MLHUSA
nootzenHo. MpeacTaBeHy ca ceeMAeceT H eJUH IIMKa ¢ Haanuc: “[IpeanoxeHue 3a
H3N'bJHEHHE Ha MNOpbYKaTa®, 3a BCSKa NO3WUUA nooThenHo. IlpeicraBeHHM ca M
ceaeMpaeceT U eUH IJIKKa C Hazumc “IlpeanaraHa ueHa”. [ipecTaBeHUTe JOKYMEHTH
3a noJ00p OTroBapsAT Ha M3UCKBaHHUATa Ha Bb3noxuTensa u 3011 Komucuara Aonycka
yyactHuka ,JIAHC ®PAPMA“ EOO/L 1o no HaTaTbUIHO y4acTHe.

9. B odeprara nofageHa ot yyactuuka ,JJUAMEA" OO/ no 060cobeHH MO3SHLIMK
NeNe3, 75, 76, 79, 80, 81, 82, 83, 85, 86, 88, 89, 92, 93, 96,97, 98, 114, 120, 130, 183, 215,
216, 217, 218, 219, 220 u 221 uMa fBajeceT H oceM IUIMKa ¢ HaAIIMC “/lokyMeHTH 3a
nox6op”. lpeacraBeHu ca W ABazieceT W oceM miuKa ¢ Haanuc: “llpepsoxeHue 3a
M3M'b/IHEHHe Ha TopbykaTa”, 3a BCAKAa NO3MUMA MOOTAesHO. IlpeicTaBeHu ca M-
ABajieceT U 0CeM IJIMKa ¢ Haanuc “llpeAnaraHa yeHa", 3a BCSIKa M03MLHSA OOT/AENHO.

OdepraTa Ha y4acTHUKA HE OTrOBaps Ha M3HCKBaHHMATA Ha 4. 56 ot 3011 1 Ha '
JlokyMeHTauM1sATa 3a y4acTre B obLiecTBeHaTa nopbyKa:



_ 9.1. B NpeACTaBAHETO CM YYAaCTHHKDBT € 3asBHJ, 4e lile yyacTBa o 060c06eHH
no3uuuu NeNe3, 75, 76, 79, 80, 81, 82, 83, 85, 86, 88, 89, 92,93, 96,97, 98, 114, 120, 130,
183, 215, 216, 217, 218, 219, 220 n 220. CbiyeBpeMeHHO € nojajeHa odepTa Mo
obocobenu no3uyuuu NeNe3, 75, 76, 79, 80, 81, 82, 83, 85, 86, 88, 89, 92, 93, 96, 97, 98,
114,120,130, 183, 215, 216, 217, 218, 219, 220 u 221. :

B cayyay, 4e e ,qonyCHaTa TeXHU4ecKa rpellka, Ha OCHOBaHHe 4JI. 68 as 8 or
3011 yyacTHHKBT /Jja NIpeAcTaBu nombjHeHo IlpefcraBsine no O6pasel 3a o6ocobeHa
nosuuus Ne221, 3a kosto uma nogazgenu [nuk Ne1, Mauk Ne2 u Iauk Ne3. -

9.2. B JleknapauusaTa no 4a. 56, an. 12 ot 30I1 3a npHeMaHe Ha YCJOBUSATA B
NpoeKTa Ha [0roBOpa, YYAaCTHHKDBT € 3agBUJ, Ye y4acTBa -0 000COOEHU MO3ULUHU
NeNe3, 75, 76, 79, 80, 81,82, 83, 85, 86, 88, 89, 92, 93, 96,97, 98, 114, 120, 130, 183, 215,
216, 217, 218, 219, 220 u 220. CbuieBpeMeHHO € nojajeHa odepra Mo 060Co06eHH
‘no3unuu NeNe3, 75, 76, 79, 80, 81, 82, 83, 85, 86, 88, 89,92, 93, 96,97, 98, 114, 120, 130,
183, 215, 216, 217, 218, 219,220 u 221. '

B cayuait, ye e gonycHaTa TexHMYecKa rpelilka, Ha OCHOBaHMe 4. 68, an. 8 or
3001 yyacTHHKBT Ja MpeAcCTaBH NnonbiaHeHa Jeksapauus no 4. 56, an. 12 ot 3011 no
O6pasern 3a o6ocobeHa nosuuusa Ne221, 3a koaTo uMa nojageHu Ilauk Nel, Iauk No2 u
ITnuk Ne3. '

9.3. B JeknapapusAta no 4ia. 3, T. 8 oT 3aKoHa 3a MKOHOMHYECKHTE H
GUHAHCOBUTE OTHOWIEHHS C JpPYXKeCTBaTa, PErHCTPHUPAaHH B OPHUCAUKIHH C
npedepeHlManeH JaHb4YyeH PeXHUM, CBbP3aHUTe C TAX JIMLA W TEXHUTE AeHCTBUTEJHHU
co6cTeenuum, Mapuo TpbnkoB TaHes, NpeAcTaBisABall y4YaCTHHKA € 3asBHJ, 4Ye
ydacTBa no o6ocobenu nozuuuu NeNe3, 75, 76, 79, 80, 81, 82, 83, 85, 86, 88, 89, 92, 93,
96, 97, 98, 114, 120, 130, 183, 215, 216, 217, 218, 219, 220 u 220. CblieBpeMeHHO €
nopazeHa odpeprta no 060co6eHU nosunuu NeNe3, 75, 76, 79, 80,.81, 82, 83, 85, 86, 88,
89,92,93,96,97,98, 114,120, 130, 183, 215, 216, 217, 218, 219, 220 u 221.

B chyqaﬁ Ye e JONyCHaTa TeXHHYeCKa I'pelliKa, Ha OCHOBaHHe 4Jj. 68, an. 8 oT
3011 y4aCTHHKBT [ja IpeACTaBH NOM'bJHEHA ,Ilexnapaupm no 41 3, T. 8 oT 3aKoHa 3a
MKOHOMHYECKHTE ¥ GHHAHCOBHTE OTHOIIEHWS C JAPYXKECTBaTa, PETrMCTPHPaHH B
IOPUCAUKIHUHU ¢ NpedepeHLHaeH AaHbYeH PeXKUM, CBbP3aHHUTE C TAX JIMLA M TEXHHTE
JeHCTBUTEJNHH COBCTBEHUIIH 3a 060cobeHa no3upua Ne221, 3a KoATO MMa NMOAAJEHH
Mauk Nel, ITauk Ne2 u Iiuk Ne3. .

9.4. Cbr/1acCHO M3MCKBAaHHATA Ha JOKYMeHTaUusATa /yKasaHHe 3a NOI'bJBaHe Ha
T. 3.1.1.10. oT [OOKyMeHTauuaTa/, AekjapauuuTte no w1 3, T. 8 or 3akoHa 3a
MKOHOMHYECKHTe ¥ OUHAHCOBHTE OTHOMIEHHS C JAPYXKeCTBaTa, PErucTpUpaHH B

IOPHCAMKIMHY C TpedepeHnyaneH JaHbuyeH PexHuM, CBBP3aHMTE C TAX JHUA U TEXHHUTE.
[AeHCTBUTEIHA COGCTBEHUIM C/e/iBa /ia ce MOANMIIAT ¥ NMPEJACTaBAT 3a BCAKO eaHo OT -
JIMLATa, KOMTO MOTaT Ja NpeACTaBAABaT IOPHAMYECKOTO JHLE B CbOTBETCTBHE C
M3HWCKBaHHUATA Ha 4. 47, an. 4 ot 30I1. ~

Y4YacCTHUKDBT e NpeACcTaBUJI Aexﬂapaum{ 3a JIMTCa Ha 0GCTOATE/ICTBA, ChI/IACHO
4. 3, T. 8 oT 3aKOHa 3a HKOHOMHYECKUTe U GQUHAHCOBUTE OTHOUIEHHSA C APYKECTBATa,
pErucTpUpaHy B IOPUCAUKLHHM. C pedepeHiHaleH AaHbYeH PEXHM, CBbP3aHUTE C TAX
JIM1la W TeXHUTE AEHCTBUTENHU COOCTBEHUIIM 3a ynipaBuTess — Mapuo Tpbpnkos Tawes,
npezcTaBABall yyacTHHKA. Cyies u3BbplieHa cnpaBka B Tbprobcky peructsp (TP) Ha
AreHUMsTa 110 BNMCBAHMATA, KOMUCHATA YCTAHOBH, Ue HauMHA Ha NpeJCTaB/saBaHe Ha -
JPYXKeCTBOTO € 3aeJHO M TOOTAEJHO OT JBaMa YNpaBUTENH, KaTo. CBIVIACHO
HHOpMaLHMATa B THPrOBCKHUSA PErUCTBD, YIIPaBUTE] Ha APYKECTBOTO € ChIO U JIULETO
JuMuTbp MaprHoB MapHH4eB, 3a KOeTO JIMIICBa NpeJcTaBeHa AeKlapayusl.

BB Bpb3Ka € FOPEH3/I0KEHOTO, YYaCTHUKBT Cle/iBa Aa Npe/CTaBH JeKnapanus
no yia. 3, T. 8 oT 3aKoHa 3a HMKOHOMHYECKHUTe U ~QHHAHCOBHTE OTHOIUNEHHUS C
JPY’KecTBaTa, PerdCTpUpaHM B IOPHCAMKUMH ¢ npedepeHlUMaleH [JaHbYeH DEXHM,



CBbP3aHHUTE C TAX JIMLA U TeXHUTE JeMCTBUTENHH COBCTBEHHUIM H 32 THLETO JUMHTBP
MapuHoB MapHHueB, B Ka4eCTBOTO My -Ha Npe/iCTaB/IABaLl y4acTHHKa.

9.5. 3a o6ocobeHa nozvuus Ne216 y4aCTHUKBT He e NpeJCTaBH/] 3aBEPEHO
KonMe Ha /Jleknapauus 3a. CBOTBETCTBHE C JlupexTuBa 98/79/EC H3JlaseHa oT
NpOM3BOAUTENA HAa U3AENUATA,

Ha ocHoBanue T. 3.1.1.6.8. oT jlokymeﬂfrauuma 3a 060cobeHa No3HUHUA Ne216 na
ce TnpeAcTaBH 3aBepeHo Konde Ha J[lekjapauus 3a CbOTBETCTBHe C JlHpeKTHBa
98/79/EC, u3gazieHa OT IPOU3BOUTES. :

9.6. B [leknapauuaATa, C NpUJIOXKeHOo U3B/IedeHue oT Cnucebka no 4i. 1, 1. 1, 6ykBa
.6 oT Hapen6aTa 3a ycsioBHATa M pejla 3a ChCTaBAHe Ha CMHMCBK Ha MeAHLMHCKHTE
u3genus mo 4. 30a ot 3MHU u 3a onpesessiHe Ha CTOMHOCTTA, 10 KOATO Te Ce 3allJallar,
OT KOeTO HM3BJledeHHe Jla e BUJHA NPoJjaXKHATa LeHa o cMUchiaa Ha § 1, T. 29a ot 3MHY,
BbB Bpb3Ka C § 1, T. 4 oT Jlonb/IHUTENHUTE pasnopes6y Ha Hapenbara, y4acTHHKBT €
3asiBMJI, Ye y4acTBa 1o 060cobenu nosunuu NeNe215, 216, 217, 218, 219, 220 u 220. B
Clyyai, ye e JONycHaTa TeXHHYecKa rpeillka, Ha OCHOBaHHUe 4. 68, an. 8 or 30II
YYacTHHUKBT [a npefcTaBu Jlekiapaluara, ¢ NpHJI0XeHo u3BjeyeHHe oT CnucbKa No
un. 1, T. 1, 6ykBa 6" ot HapenbaTa 3a yc/0BHAITa M pelia 3a ChCTaBsAHE Ha CIIMCBK Ha
MeAULHMHCKHTE u3gesnud rno 4. 302 or 3MHU u 3a onpé,aenﬂﬂe Ha CTOHHOCTTA, 10 KOSATO
Te ce 3aMjallaT, OT KOeTO W3BJIeYeHHe /a € BUHA NPoJaxKHaTa LieHa 10 CMHCh/a Ha §
1, T. 29a ot 3MH, BBB Bpb3ka ¢ § 1, T. 4 oT JoNbJHUTENHHTEe pasnopeAbH Ha
Hapenbara 3a obocobeHa no3uuua Ne221, 3a KOATO UMa TTOJaflEHH Hnmc Nel, ITnuxk Ne2
u [lauk Ne3.

9.7. B lexnapauudara no T. 3.1.1.6.6. ot JJokyMeHTalUATA, YYaCTHUKBT € 3aABUJI,
ye y4acTBa 1o o6oco6eru nosuuuu NeNe215, 216, 217, 218, 219, 220 u 220. B ciyya#,
ye e foflycHaTa TexHUYeCcKa rpellka, Ha OCHOBaHKe 4. 68, aj1. 8 oT 3011 y4acTHHKDBT Aa
npejcTaBd Aeknapanus mo T. 3.1.1.6.6. or JIOKyMeHTauuATa, B KOATO Ce 0Co4Ba
MEeAMLMHCKOTO H3Je/iHe ¥ KOHKPETHHUAT obuiecTBeH GOHJ, 110 KOKHTO ce 3amjamia, Ha
CbOTBETHATa AbpxkaBa 3a obocobeHa no3ULMs Ne221, 3a xosTo HMa nojajieHu [Tnuk
Nel, ITauk Ne2 u [k Ne3.

9.8. B Jeknapanusartano 1. 3.1.1.6.7. ot ,lloxymeHTaum{Ta yqaCTHnK'bT € 3as8BHJI,
ye yyacTea 1o o6oco6eHu mosunuy NeNe215, 216, 217, 218, 219, 220 u 220. B ciyya#,
ye e JIONyCHATa TeXHUYECKa TPellKa, Ha OCHOBaHHUe W1, 68, azt. 8 ot 3011 y4acTHHKBT Aa
npeacraBy Jeknapauus no T. 3.1.1.6.7. ot JIOKyMeHTalHATa, 'Ye NpeasaraHuTe
MeMLHHCKH W3/e/us npuTexaBaT CE-mark, 3a o6oco6eHa no3uyus Ne221, 3a KoATo
nma nopazenu [lnuk Nel, [Tauk Ne2 u [Tauk Ne3.

[IlpeaBu/ rOpHUTE KOHCTATALMH M HA OCHOBaHMe 4J1. 68, as. 8 u an 9 or 307,
caeasa y4acTHUKBT ,JUAMEZR” OO/ B cpok oT 5 paGoTHH JHH OT fojy4aBaHe Ha
HaCcTOAWHSA NPOTOKOA [Ja OTCTPAHH YCTAaHOBEHUTE OT KOMMCHATA HECHOTBETCTBHA,
KaTo NpeJCcTaBH nocoqeﬁme 1no-rope JOKyMeHTH H HHQODMALUH.

10. B odepTaTa nojajgeHa ot y4yactHuka ,EJITA 90 M" OOJ no o6ocobeHu
mo3unuu NeNe2, 8,9, 10, 11, 12, 13, 14, 15, 58, 59, 60, 72, 73, 74, 76, 77, 78, 79, 80, 81,
82, 83, 84, 85, 86, 87, 88, 89,90, 91, 92, 93, 94, 95, 99, 100, 120, 166, 167, 168, 171, 175,
184, 191, 285 ¥ 334 vMa 4YeTHPHAeCeT W cefleM MAMKa ¢ HaAanuc “JlOKyMeHTH 3a
noa6op”. [peacraBeHy ca ¥ YeTHPHAECET U ceJeM MauKa ¢ Haanuc: “TlpeasioxeHue 3a
M3Mb/HEHHe Ha NopbYyKarTa’, 3a BCAKa NO3KMUMA MOOTAenHo. [lpeacraBeHW ca H
yeTHpHUJECeT U cefleM IIMKa ¢ Hagnuc “flpepnaraHa LeHa”, 3a BCAKA NO3MLKUA
NOOTAEHO. '

OdepTaTa Ha y4acTHHKA He OTTOBaps Ha M3UCKBaHUATA Ha wi. 56 oT 301 u Ha
JOKyMeHTaLHATA 32 yJacTHe B 061eCTBEHATa NOPbYKa:



10.1. 3a o6oco6eHa no3uuusa Ne8 yyacTHHKBLT He e Npe/ICTaBHI 3aBEPeHO0 Konue
Ha EC cepruduxar 3a cworBercrBMe ¢ [upektuBa 98/79/EC, wu3aageH oT
HOTUHLMPAH OpraH 1o CMUCHJA Ha 3MU. o :

Ha ocHoBanue 1. 3.1.1.6.8. oT JoKyMeHTalHsTa, 3a 060co6eHa no3uuusa Ne8 aa ce
npeAcTaBH 3aBepeHO KonHMe Ha EC cepTHdukaT 3a choTBeTCTBHe C /lMpeKTHUBa
98/79/EC, u3naseH oT HOTUPHULHUPAH OpPraH 110 CMHUCHIa Ha 3MU.

10.2. 3a obocobenu nosupun NeNe166 u 168 yHacCTHHKDBT He e npe,ac*raBpm
cepTudHkaT ISO 13485:2003/1SO 9001:2008 MM eKBHBaNEHTEH cepTUPUKAT, KAKTO K
JApYyrd J0Ka3aTe/ICTBA 3a €KBHBAaJIEHTHH MEPKHM 3a OCHTypsiBaHe Ha KaueCTBOTO Ha
npoussoguTens ,Cytogen”, cbriacHo npesMeTa Ha 060CO6EHHUTE MO3UIHH.

- Ha ocHoBanue T. 3.1.1.6.3. ot JokyMeHTauusATa Ja Ce NpeACTaBH 3aBEPEHO
Konue Ha cepTHdukat ISO 13485:2003/1SO 9001:2008 " uau . eKBUBa/JEHTEH
CepTHQHUKAT, KaKTO H ApYTH JOKa3aTe/ICTBa 3a eKBHBAJIEHTHH MepKH 3a OCHTypsiBaHe
Ha Ka4yecTBOTO Ha npousBoauTens ,Cytogen“, ¢ o6xsaT “NpOM3BOACTBO”, CBIJIACHO
npeAMeTa Ha 060co6eHUTe nosuuuy NeNe166 u 168.

10.3. 3a obocobenn mosuuuu NeNe58 u 59 y4acTHHUKBT He e NpeACTaBHIJ
AeKyapauus, ¢ NpUIoKeHO u3Baedyenue oT Cnucbka mo wi. 1, T. 1, 6yksa ,6" or
Hapezn6ara 3a ycsioBusATa M pejia 3a ChCTaBAHE Ha CIIMCHK Ha MEJHLUHCKUTE HU3/e/Hs
no 4. 30a ot 3MH v 3a onpesesnsHe Ha CTOMHOCTTA, 0 KOAATO Te Ce-3alJIaLiaT, OT KOeTo -
H3BJleYeHHe [la e BHJIHA NpoJa)KHaTa LeHa no cMHMchia Ha § 1, T. 2%a ot 3MHU, BBB
Bpb3Ka c§ 1, T. 4 oT lonbaHUTENIHUTE pasnope oy Ha Hapen6ara.

Ha ocHosanue T. 3.1.1.6.4. ot JlokyMeHTauHATa [a Ce NPeACTaBAT AeKaapaLHy, ¢
NpHJIOKEHO H3BjedeHue oT Cmucbka mo ui 1, T. 1, 6ykea ,6“ or Hapepbara 3a
YCIIOBUSITA M pefia 32 ChCTABAHE Ha CIIMCHK HAa MEMIMHCKWTE H3Aeaus no 4. 30a oT
3MH u 3a onpejensHe Ha CTOMHOCTTS, A0 KOATO Te Ce-3aMjalaT, OT KOETO U3BJIeYeHHe
[ia e BUJHa Npoja)cHaTa LieHa 1o cMucbhaa Ha § 1, T. 29a ot 3MU, BBB Bpb3kac§ 1, T. 4
oT JJon'bJIHUTETHUTe pasnopenbu Ha Hapenbara, 3a 060cobenu no3undy NeNe 58 u 59. ‘

- 10.4. 3a o60cobenu no3uumu NeNe58 u 59 y4acTHUKDBT He e NpeACTaBU KOMHe
Ha opHLMaNeH JOKYMEHT, U3[aJeH OT W3NbJHUTe/HATa areHLHUs 10 JleKapcTBaTa OT
KOHMTO Aa € BUAHO, 4e 332 KOHKPETHOTO MeAULMHCKO U3/e/IHe 3a KOETO Ce y4acTBa HAMa
peructpupadd JgaHHu B HAJl u/unn EUDAMED 3a HMHUMAEHTH/NOTEHLMaNHH
MHLH/IEHTH IIpe3 NOoC/NefHHTe ABe TMOJWUHH, KaKTO M 3a GJIOKMpaHH HJIH U3TerJeHH
napTHAM OT ChIOTO MEJULIMHCKO U3Je/IMe Npe3 OCAeAHHUTE JBe MOJHHH.

Ha ocxoBanue T. 3.1.1:6.5. oT JokymeHTalUsATa, 32 060co6eHy nosuyuu NeNe 58
u 59 fa ce npeACTaBY KonKe Ha oQHUHaNEH JOKYMEHT, H3[a/ieH OT U3nbIHHUTe/HaTa
areHUUs MO JIeKapCTBaTa OT KOWTO Za e BM/HO, 4e 332 KOHKPEeTHOTO MEeJMLHUHCKO
H3/leiMe 3a KOETO Ce y4acTBa HsiMa perucrpupaHu faHHU B UAJI u/uau EUDAMED 3a
WHIU/EHTH/MOTEHIIMAJHU MHUMAEHTU Npe3 MocjJeAHHTe ABe TOAMHH, KaKTO H 3a
6/10KHpaH¥ MJIH M3TerJIeHM MNapTHAY OT CbUOTO MEAMLHHCKO H3JenHe mpes
nocjeHUTe JBe FTOJHHHU.

10.5. 3a o6ocobenu mosunuu NeNeS8 M 59 y4acTHMKBT He e npe,ac*raspm
,ZleKJlaan,HF{, B KOAITO Ce MOCOYBAa MEJMUMHCKOTO M3Je/ihe 33 KQeTo Ce y4yacTBa H
KOHKpPeTHHAT 06uecTBeH QOHJ, N0 KOWTO ce 3arlalia, Ha CbOTBETHATa AbpKaBa -
YyJeHKa Ha EBponeicku cbio3. ‘

Ha ocHoranue T. 3.1.1.6.6. ot JJokymeHTalKATa, 3a obocobeHH nosuuuu NeNe 58
¥ 59 []a ce NpeACTaBAT JleKJapalMy OT YYaCTHUKA, B KOMTO Ce NOCOYBAa MELHIIMHCKOTO
13/e/IHe, 33 KOETO Ce Y4aCTBa U KOHKPETHUAT 061ecTBeH GpOH/, 0 KOKTO ce 3amaua,
Ha CbOTBETHATa AbpPXaBa - YeHKa Ha EBponeliCKH Cblo3.

10.6. 3a obocobenu mo3uuuu NeNe58 u 59 YYaCTHUKBT He € TMpeACTaBHJ
AeKJIapaluu, 4e npejlaraHuTe MeIMIMHCKY H3ge/usa npuTtexasat CE-mark. :



Ha ocHoBaHHe T. 3.1.1.6.7. oT JlokyMeHTauuATa, 32 060co6eHH no3uiuu NeNe 58
¥ 59 fa ce NMpeAcTaBAT AeKJapally OT YYaCTHHUKA, Ye NpejJaraHUTe MeMLHHCKHY ,
usgenus npurexansaT CE-mark.

10.7. 3a obocobenn mnosuuuM NeNe58 u 59 y4yacTHHKBT. He e NpeACTABHJI
3aBepeHO KONHe Ha Heknapayus 3a cboTBeTCTBHe ¢ JupexTuBa 98/79/EC, Hs,aa,aeﬂa
OT NMPOHM3BOJHUTENS HA U3/IE/TUATA.

Ha ocHoBanue 3.1.1.6.8. ot loKyMeHTalUAT], 34 060C066HH nosuupm NeNe 58 u -
59 fAa ce npejCTaBH 3aBEPEHO, Konde Ha /leksapauus 3a CbOTBETCTBHE C /JMpeKTHBa
98/79/EC, u3gaaesna ot npousso,am*em

10.8. 3a o6ocobenu noszunuy NeNe2, 8, 9, 10, 166, 167 168, 171, yYdCTHUKDBT €
TMIpeJCTaBUJI KonKe Ha obuiMaseH JOKYMEHT, H34aJleH OT UanbaHWTEIHaTa ATeHLHs
10 JIeKapCTBaTa OT KOWTO € BUJAHO, Ye 32 MeJML{MHCKHUTE U3Je/IHA HAMa PErHCTPUPaHH
AanHn B HAJl n/uam EUDAMED 3a MHUMAEHTH/NOTeHUMAJHM HHLHJEHTH Mpe3
nocjaeHUTe JiBe O HHH. :

Ha ocroBaHue T. 3.1.1.6.5. ot ,ﬂoxymemauuma Ja ce nMpeacCTaBH KONMe Ha

obuLManeH NOKYMEHT, U3faZieH oT W3nbjHuUTe/HaTa AreHuMst Mo JieKapcTBaTa OT -

KOWTO Aa e BU/HO, Ye 32 MeJJULIMHCKUTe U3Jie/IuA HAMa perdcTpupaHu AaHHu B UAJT -
u/unu EUDAMED 3a HHUHUJEHTH/MOTeHIMaJHH HHUHZEHTH Npe3 IOC/IeJHUTE [Be
roAWHY, KaKTO H 3a Gnoxupalm WJIH M3Ter/IeH: NapTHAH OT CBHINOTO MEeAMIHHCKO |
H3je/Me npe3 NoC/JeJHHTE ABEe FOAHHHU 3a 060co6eHH nosunuu NeNe2, 8, 9, 10, 166, |
167,168, 171. :

Mpe/BH/ FOPHUTE KOHCTATallMK M Ha OCHOBaHHe 4. 68, an 8 u an. 9 ot 30II,
cresBa ydacTHUKBT ,EJITA 90 M OO/ B cpok oT 5 paboTHHM [JHHU OT NoJiyyaBaHe Ha -

_HAacTOSILLMS MPOTOKOJ A4 OTCTPaHM YCTaHOBEHHTEe OT KOMHCHSITa HEChOTBETCTBHS,
KaTo Npe/CTaBH NOCOYEHHUTE N0-rope AOKYMEHTH U UHGOPMaLHH. ‘

11, B odeprara nomaseHa ot ydactHuka ,EJIMAK JIM3UHT EOOJ, 1o
o6ocobenu nosuuum NeNe225, 234, 237, 241, 243, 254, 255, 256, 257, 258, 259 u 294
MMa eZMH IJIMK C Hagmuc: “JloKyMeHTH 3a NoA60p”. YHaCTHUKBT e NpeJCTaBua U eIuH
MIMK ¢ Hagnuc “TipefJioXkeHHe 33 U3M'bJHEHHE Ha mopbukaTa”. [IpejcTaBeH e ¥ eHH
nauk ¢ Hagnuc “lIpeanarana yeHa”.

Y4aCTHUKBT e NpeAcTaBHa odepTa, KOATO He OTroBaps Ha M3UCKBaHHATA Ha
30I1 v Ha JJoKyMeHTauuATa 3a y4acTHe B nopbukarta. CbryacHo ui. 57, an. 3 ot 30 u
Touku 3.1.2. 1 3.1.3. ot JloxyMeHTaLHATa, KOTaTo y4aCTHHUK NojaBa odepTa 3a noseye
0T efjHa 060cobeHa no3uLus, nankose Ne 2 u 3 ce npefcTaBAT 3a BCSAKA OT NO3HLHHUTE.

Cbr/1acHO M3JI0XEHHTE N0-rope 06CTOsITE/NCTBA M Ha OCHOBaHHe 4. 69 an. 1 T. 4,
BbB Bpb3Ka € 4i. 57, an. 2, BbB Bpb3ka ¢ aa. 3 oT 30I1, KomucuaTa npejaara Ha
BBb3/NI0XUTeNsA Aa oTcTpaHu ,EJIMAK JIM3UHT EOOJ oT yyacTHe B mpoleAyparta Mo
o6ocobenu nmosunuu c NeNe225, 234, 237, 241, 243, 254, 255, 256, 257, 258, 259 u 294.

(TopHOTO MpeasokeHUe 3a oTcTpaHsaBaHe Ha ,EJINAK JIN3UHT EOO/J e v B1B
Bpb3Ka ¢ npakTHkaTta Ha K3K u BAC B Ta3u Hacoka. 32 npuMep: PeieHne Ne 7528 ot
03.06.2014 r. Ha BAC, Pemtenue Ne 4255 ot 27.03.2014 r. Ha BAC, Pewtenue N2 1440 ot
11.11.2014 r. Ha K3K, Pemenue Ne 463 ot 03.06.2015 r. Ha K3K no npenucka Ne K3K-
276/5.05.2015r.). :

12. B odeprata nojasera orT ydyactHuka ,BHUOMEJ] @HOYAP“ EOOZl, no
o6oco6enu no3unuu NeNe3, 4, 60, 61, 65, 80, 81, 82, 83, 84, 85, 86, 87, 88, 89, 92, 93, 95,
100, 120, 130, 160, 176, 183, 194, 199, 201, 202, 203, 211, 212, 213, 224, 225, 226, 227,
228, 230, 231, 232, 233, 234, 235, 236, 237, 239, 240, 241, 242, 243, 244, 245, 246, 247,
248, 249, 250, 251, 252, 253, 292, 294, 300, 303, 305 u 326 uma ejUH NJIMK C HAAITUC:
“JIOKyMEeHTH 3a mnofa6op”. YYacCTHUKBT € NpeAcTaBua M -eJUH MNJAHK C HagNHuc
“TipeasioxkeHue 3a U3M'bJHEHHe Ha nopbyKaTa”. [IpeAcTaBeH e ¥ eHH MJIHMK c,Hap,anf
“IlpegnaranHa yeHa”.




Y4acTHUKBT € npeacrtaBun od)epTa, KOATO HE OTroBapA Ha HU3HWCKBAHHUATA Ha

30I1 v Ha JlokyMeHTalHATa 3a y4yacTHe B nopbykaTa. CbraacHo 4. 57, an. 3 ot 3011 u
touykH 3.1.2. 1 3.1.3. ot JloKyMeHTaLHATa, KOraTo YYaCTHUK Nojapa odepra 3a noBeye
oT ejHa 060co6€eHa NO3ULMs, IIMKOBe N2 2 ¥ 3 ce pe/ICTaBAT 3a BCAKA OT MO3HLMHTE.

CbryiiacHO U3/10KEHHUTE N10-rope 06CTOATEJICTBA U Ha OCHOBaHUe UJl. 69 an. 1 T. 4,
BLB Bpb3Ka C Wl 57, an. 2, BB Bpb3ka ¢ an 3 or 30I, KomucuaTa npeanara Ha
BB3/10XkHTENA Aa oTcTpany ,BUOME/]] ®IOYAP” EOOJZ oT yyacTHe B npoueaypaTa no
obocobenu nosuumu ¢ NeNe3, 4, 60, 61, 65, 80, 81, 82, 83, 84, 85, 86, 87, 88, 89, 92, 93,
95, 100, 120, 130, 160, 176; 183, 194, 199, 201, 202, 203, 211, 212, 213, 224, 225, 226,
227,228, 230, 231, 232, 233, 234, 235, 236, 237, 239, 240, 241, 242, 243, 244, 245, 246,
247,248,249,250, 251, 252, 253, 292, 294, 300, 303, 305 u 326. '

(TopHOTO NpeasioeHue 3a OTCTpaHABaHe Ha ,BUOMEJ] ®I0YAP" EOO/I e 1 B1E
Bpb3Ka ¢ npakTHkaTa Ha K3K 1 BAC B Tasy Hacoka. 3a npumep: Pemenne Ne 7528 ot
03.06.2014 r. Ha BAC, Pemtenne Ne 4255 ot 27.03.2014 r. Ha BAC, Pemienne Ne 1440 ot
- 11.11.2014 r. na K3K, Pemenne Ne 463 ot 03.06.2015 r. Ha K3K 1o mpemnucka Ne K3K-
~ 276/5.05.2015r.).

13. B odepraTa nogazend or yyactHuka ,,®0T“ OO/, no 060c06eHH NO3ULHHU-
NeNe50, 51, 54, 55, 60, 61, 63, 64, 65, 70, 72, 74, 75, 80, 83, 92, 98, 99, 102, 104, 105, 106,

107,109, 110, 111, 112, 113, 114, 115, 116, 117, 118, 119, 120, 121, 122, 123, 124, 125,
126,127,129, 130, 132, 133, 134, 135, 138, 140, 141,142, 143, 144, 145, 146, 147, 148,
149, 150, 151, 152, 155, 156, 157, 158, 159, 160, 161, 162, 163, 164, 165, 171, 172,176,

177,178,179, 180, 181, 182, 183, 185, 189, 190, 192, 193, 194, 195, 196, 198, 199, 200,

201, 202, 203, 205, 206, 207, 208, 209, 210, 211, 212, 213, 214, 222, 223, 224, 225, 226,
227,228,229, 230, 231, 232, 233, 234, 235, 236, 237, 238, 239, 240, 241, 242, 243, 244,
245, 246, 247, 248, 249, 250, 251, 252, 253, 261, 262, 263, 264, 265, 266, 267, 268, 269,
271,272,-273, 274, 275, 276, 277, 278, 279, 280, 281, 282, 283, 284, 286, 287, 288, 292,
293, 294, 295, 296, 299, 324, 326 u 327 uMa CTO LIECTAECET M WeCT MJIKKa ¢ HaAMUC
“JlokyMeHTH 3a no6op”. [IpeAcTaBeHH ca ¥ CTO LIECTAeCeT M WeCT IJIMKa C HaJIuC:
“IlpepnoxxeHHe 3a H3MbJHEHHMe Ha IopbykaTa”, 3a BCAKA MO3ULHA noo*mem{o
llpeAcTaBeHH ca ¥ CTO WeECT/AECeT U WeCT NJIMKa C HaJIUC Hpeanaraﬂa yeHa", 3a BCska
MO3ULUA NOOTAEJHO.

B odepraTa Ha y4yacTHHKa JHMNCBAT OJAMK ¢ Hazanuc: “llpeasioxxeHHe 3a
U3I'bJIHEHHe Ha MopbykKaTa’ ¥ MAMK ¢ Hajnuc “llpepsnaraHa neHa’, 3a o6oco6ex~m
TO3MLHH NeNe74 u 172.

CbI/IaCHO H3JI0KEHHTE [0 rope 06CTOATE/NCTBA K HA OCHOBaHHe W1 69 an. 1 T. 4,

BBLB Bpb3Ka C 4. 57, an. 2 ot 3011, KomMucusaTa npeasara Ha Bb3JIOKUTENs a OTCTPAHH

,®0T“ 00J1 oT y4acTHe B nmpolieaypaTa no o60cobeHu mosuuuu ¢ NeNe74 p 172,
KoMHucHsITa KOHCTATHPA, Ye UMa NoJjaieHH JOKYMEHTH 33 noa6op, KaKTO U NJHK
C HajMHC: Hpennomeﬂne 3a M3MLJHEHHe. HA MopbYKaTa’ M IUIMK C HajAMKC

“IlpepnaraHa ueHa”, 3a 060c06eHU MO3HLUH NeNe73 u 95. Komucusita 1re. pasmeaa_

JIOKYMEHTHTe 332 060c06eHH no3uuuu NeNe73 u 95..

BbB Bpb3Ka C TOPHOTO YYacTHHKBT C/efiBa Ja TNpeACTaBd 3a 060cobeHH
no3uuuu NeNe73 u 95 ciiefHUTe JOKYMEHTH:

- [IpefcTaBAHE Ha YYaCTHHKA - TOCOYBAHe Ha eJMHEH HAEHTH(I)I/IKBLLHOHGH Koz
no 4 23 or 3akoHa 3a Tbproeckusa perucrsp, BYJICTAT w/wnn  ppyra
uaeHTHOKLMpamia HHGOpMaUMA B CbOTBETCTBHE ChC 3aKOHOAATE/ICTBOTO: Ha

A'bpXaBaTa, B KOATO YYAaCTHHKBT € YCTAHOBEH, KaKTO H ajpec, BKJIIOYHUTE/THO

e/IeKTPOHEH, 3a KOPECTIOH/IeHIIHs NPH NPOBEeX/aHeTo Ha NPOoLeAypaTa;
- Jexnapauus no 4na. 56, an. 1, 7. 12 ot 30Il 3a npveMaHe Ha yCJIOBHATA B
NpPOeKTa Ha 0roBopa, NON'bJIHEH Obpasel; OT HACTOoAIaTa JOKyMeHTalks.

i



- Jleknapauus 1o 4. 3, T. 8 oT 3aKOHa 3a MKOHOMHYECKHTe H dUHAHCOBHTE
OTHOIUEHHA C [DPYKeCTBAaTa, PEerHcTpHpaHW B KWOPUCAMKLHUH C TOpedepeHLManeH
[aHbyYeH pEeXWM, CBbp3aHHTe C TAX JIMIA M TeXHUTe JeHCTBHTENHH COGCTBEHMLH,
nombjiHEH obpasell OT HACTOSALATa JOKYMEHTAlMs, CbrJIaCHO H3HCKBaHMATa Ha
JOKyMEHTaLUsTa 32 y4acTHe. ' . '

OdepTraTa Ha yYyacTHHKA He OTTOBapsl Ha U3UCKBAHMATA Ha 4. 56 OT 30H M Ha
JlokyMeHTauusaTa 3a’ y4acTHe B o6LiecTBeHaTa OpbYKa:

13.1. CbryiacHO U3KHCKBaHHUATA HA JOKYMEHTalLUATA /yKa3aHHe 3a NOoM'bJBaHe Ha
T. 3.1.1.10. oT JoKyMeHTauusTa/, AexkJapauuuTe Mo 4. 3, T. 8 OT 3aKOoHa 3a
MKOHOMHYECKHTe H (HHAHCOBHUTE OTHOLIEHUSI C APYXEeCTBaTa, PErucTPHpaHHU B
IOPUCAUKIHUH C npe(bepeHuHaneH A3aHBYEH PEXHM, CBBP3aHUTE C TAX JIMLA U TEXHUTE
AeHCTBHUTEIHH COGCTBEHHIH cne,zusa Jla ce NMOANKIUAT ¥ NpeACTaBAT 3a BCIKO eHO OT
JIMLaTa, KOMTO MoraT JAa NpeAcTaBAABaT ropu,nmecm'ro JIMLie B CbOTBETCTBUE C
HM3HCKBaHUATA Ha 4. 47, an. 4 ot 30]L

y‘laCTHHK'bT € NNpeAcCTaBHuJ AeKiapallida 3a JIUICa Ha 06CTOATEJICTBA, C'bI'JIaCHO .

Y. 3, T. 8 OT 3aKOHa 32 HKOHOMHYECKHTE U GHHAHCOBHUTE OTHOIIEHHS C JPYKECTBATa,
perucTpupaHy B OPUCAUKUMH C NpedepeHHaleH JaHbYeH PeXXUM, CBbP3aHHUTe C THX
JIMUA ¥ TEXHUTE NEHCTBUTEJNHHM COBCTBEHMIM 3a ynpaBuTens - Enena /luMHTpoBa

Kaguicka, npencrasisBanl yyacTHuka. Cnef . M3BbplieHa cnpaBKa B ThpProBCKH

peructbp (TP) Ha AreHuuATa MO BNHCBAaHHATA, KOMHCHATA YCTAHOBH, Ye HayHHA Ha
_NIpeAcCTaBJisiBaHe Ha APYXECTBOTO e 3aeJHO U MOOTAENHO OT ABaMa YNpaBUTE/H, KaToO
CbIJIaCHO HHPOpMaLMATa B ThPrOBCKHSA PETHCTBP, YIPaBUTEN HAa APYKECTBOTO € ChLI0
v anneto Ocyd Papyk Kyrali, 3a koeTo suncsa npe,uc'TaBeHa AeKyapalus.
BB Bpb3Ka € TOPEU30KEHOTO, YYaCTHUKBT C/le/iBa.Aa n_pezic_'rasn JleKapauus
no 4i 3, T. 8 oT 3aKoHa 3a WKOHOMHYECKMTe W (QHUHAHCOBUTE OTHOUIEHHSA C
JAPYKeCcTBarTa, perkCTpupaHu B IODHUCAMKUMH C npedepeHliHaleH AAaHBbYEH DEXHUM,
CBBP3aHUTE C TAX JHLA U TEXHHTE AeHCTBHTE/HH cobcTBeHHUM M 3a auueto 0cyd
®apyk KyTa#, B kauecTBOTO My Ha npeJAcTaB/sABall y4acTHHKA.
13.2. Y4acTHHKBT He e Npe/CTaBUJI 3aBepeHOo KOoNHe Ha JieKJapalius, usjaseHa

OT MMPOU3BOJAMTEA, Ye CbOTBETHOTO U3Jenue nno o6ocobeHu no3uumu c NeNe60, 61, 64,

65,72,73,75,80, 83,92, 95, 98, 99 e 3a Hay4HO-U3C/IeJOBATEJICKH LieJIH.
Ha ocHoBanue T. 3.1.1.6.11. ot JloKyMeHTaLuATa ja ce’ NpeJCcTaBU KOMHE Ha

Aekapauus, U3afieHa OT NMPOU3BOAUTENS, Y€ CBbOTBETHOTO H3Je/H N0 060CO6eHH
nosunuu ¢ NeNe6O, 61, 64, 65, 72, 73, 75, 80, 83,92, 95, 98, 99 e 3a Hay4HoO- '

H3C/e0BaTe/ICKH LIeJH.

13.3. 3a o6ocobenu no3unuu NeNel115, 117, 130, 134, 138,.144, 145, 151 152
156, 161, 162, 164, 165, 178,179, 180, 181, 183, 189, 190, 192, 193, 224, 233, 240, 241,
250, 265, 266, 267, 268, 269, 275, 276, 277, 278, 279, 280, 281, 282, 286, 292, 293, 295,
299, 324, 326, 327 y4acCTHUKDBT He e MpelCcTaBu 6poulypH, KaTaJIo3M . H/HUJIH
doTorpadcku CHUMKH Ha CTOKHTE, OT KOMTO CHO [ia Ce BIX/a KaTa/l0XHUA HOMep Ha
U3/le/IMsITa, KOUTO ce opepupaT U KOUTO Lile ce JOCTaBAT.

Ha ocHoBanue T. 3.1.1.6.14. oT JOKyMeHTaUHATa, 3a 0G0OCOGEHH MO3MIHH
NeNe115, 117, 130, 134, 138, 144, 145, 151, 152, 156, 161, 162, 164, 165,178, 179, 180,
181, 183, 189, 190, 192, 193, 224, 233, 240, 241, 265, 266, 267, 268, 269, 275, 276,277,
278, 279, 280, 281, 282, 286, 292, 293, 295, 299, 324, 326, 327 na ce npeacTaBAT
- 6polypH, KaTano3u HU/UaH PoTorpadcky CHUMKH Ha 'CTOKHTE, OT KOMTO SICHO JAa ce

BHX/1a KaTaJIOXXKHUA HOMED HAa U3 EJIUATA, KOHUTO Ce od)épupaT H KOHTO je ce 4OoCTaBMT. *

13.4. 3a obocobenu mosuuuu NeNe146, 150, 283, 284, 287 siuncea npesoj Ha
O6bATAPCKH €3UK Ha npe,uc*raBeHH're H3Ba/IKM OT KaTa03H.



Y4acTHUKBT C/efBa Ja MpeACTaBM TNpeBoJ Ha ODBArapckH e3dK Ha
npeficTaBeHUTE U3BAJAKH OT KaTas03M 3a oGocoberH nosuuuu NeNe146, 150, 283, 284,
287. CbrnacHo M3MCKBaHHMATA Ha ' T. 3.1. “Heobxoaumu JoKyMeHTH OT
. [lokyMeHTauHATa 3a y4acTHe - JOKYMEHTHUTe B MJAMK Ne 1 ce npeAcTaBAT B OPMIHHAN
WJIM 3aBEPEHO OT YYaCTHHKA KOTHe. BCHYKM JOKYMEHTH NpeiCTaBeHH Ha YyK/ e3HK, Ce
NpeACTaBAT U B IPEBO/ Ha 6'bJIFapCKH e3UK.

13.5. 3a 060cobeHu no3uuuu NeNe166 m 171 y4YacTHUKBT He e npefcTaBUI
fieKnapaliys, ¢ NpHJIOKeHO H3BiedyeHue oT Cnucbka no 4ia 1, T. 1, 6yksa ,6° oT -
Hapepn6aTa 3a yc/0BHATa ¥ pefia 3a CbCTaBAHE Ha CIHCDBK Ha MeJULMHCKUTE U3Je/Hs
no 4n. 30a ot 3MU u 3a onpenengHe Ha CTOMHOCTTA, O KOSITO Te Ce 3aMnJailaT, OT KOeTo
H3BJIeYeHHe [la € BH/JHA NpoJa)kHaTa IjeHa no cMHUCbhJa Ha § 1, T. 29a ot 3MHY, BBB
Bpb3kac§ 1, 1.4 oT Aou'anHTejiHuTe pasnopenou Ha Hapeg6ara.

Ha ocHoBanwue T. 3.1.1.6.4. 0T JlOKyMeHTalMATa ia Ce NPeJCTABAT AeKIapalHH,
NpUoXKeHo u3BjeveHHe oT Cnuceka mo 4a 1, t. 1, 6yksa ,6“ or Hapeabara 3a
YC/IOBHATA H pe/la 3a CbCTaBsAHE Ha CIIMCBK Ha MEeAMUHHCKHTe H3geaus no 4. 30a ot
3MH u 3a onpefiesigHe Ha CTOMHOCTTA, 10 KOSITO TE Ce 3an/allaT, OT KOETO U3BJIeYeHHe
Jla e BUAHA NpoJaXHaTa LeHa o cMUcbkaa Ha § 1, T. 29a ot 3MHU, BuB Bpb3kac§ 1, T. 4
© oT Jlomb/IHHTe/IHUTE pasnopes6u Ha Hapeq6aTa 3a ob6ocobeHH nosuuuu NeNel66 u
171.-

13.6. 3a060co6eHH NMO3ULIUH N°N°166 ¥ 171 y4acTHHKBT He € NpeJCTaBHI
KonMe Ha odHUHaNeH JOKYMeHT, H3AajeH OT HsmbiHMTeNHaTa areHuuMs no
JleKkapcTBaTa OT KOMTO Jla e BUZJHO, Ye 32 KOHKPETHOTO MEJHLIMHCKO H3/ie/iHe 3a KOeTo
ce y4yacTBa HAMa perucrpupasu gavHd B HAJT u/unm  EUDAMED 3a
MHLUHWAEHTH/NOTEHHA/IHU HHIMJEHTH Tpe3 INOCAeJHHUTe JABe TOAWHM, KaKTOo ¥ 3a
6MOKMpaHHM MM M3TErJIeHH NapTHAH OT c"bum’ro MeJIMIIMHCKO . U3JleIHe Tpes3
nocjaeHUTe Be rOAHHU. . : .

Ha ocHoBanue T. 3.1.1.6.5. oT lokyMeHTaLUATa, 32 060co6eHu nosuuun NeNe166
¥ 171 fa ce npeAcTaBM Konue Ha opuuManeH AOKYMEHT, H3JjafleH oT UsnbaHuTeHaTa
areHl{dsa Mo JieKapcTBaTa OT KOWTO Ja € BH/HO, Ye 32 KOHKPETHOTO MeIUUHHCKO
H3Jesive 3a KOeTo ce y'qaCTBa HiMa perucTpupanu JaHHu B UAJT u/unn EUDAMED 3a
MUHIHM/JEHTH/NMOTEeHIMAaJHH HHUMIAEHTH Tpe3 NOCJeAHHTE [Be TOAMHM, KaKTO M 3a
6JIOKUPAaHU MJIW HM3TErJIeHW MNapTHAM OT CbLUIOTO MEAUUMHCKO H3Zeve Mpe3
nocAeAHUTe fBe TOAHHH. )

13.7. 3a o6ocobenu nosuuuu NeNel199, 202, 210, 214, 226, 232, 235, 238, 242,
244, 250, 253, 265, 266, 267, 268, 269, 294, 295, 324 y4acCTHHUKDBT € NpPeACTaBHJI
cepruduxat ISO 9001:2008, usnazen Ha ,Lab Logistics Group GmbH", xoiTo He e ¢
06XBaT ,IPOU3BOJCTBO", CHIIACHO NpeAMeTa Ha 060co6eHaTa MO3ULIHA.

Ha ocnoBanue T. 3.1.1.6.3, ot [JlokyMeHTayuaTa fAa ce NpeACTaBH 3aBEepeHO
Kornue Ha ceptudukar ISO 13485:2003/I1SO 9001:2008 wunu exBUBaJEeHTEH
cepTHOHUKAT, KaKTO M APYrH [0Ka3aTe/NCTBA 3a €KBUBaJE€HTHH MEPKH 3a OCUTypsiBaHe
Ha KaquTBOTo Ha mnpousBojuTens ,Lab Logistics Group GmbH“, ¢ o6xBaT

“IIPOM3BOJCTBO”, CBIIACHO TIpEAMETa Ha ob6ocobenu mosunuu NeNe199, 202, 210, 214,
226,232, 235, 238, 242,244, 250, 253, 265, 266, 267, 268, 269, 294, 295, 324.

13.8. 3a o6ocobenu nmo3unuu NeNe194, 201, 203, 205, 206, 207, 209, 211, 212,
213, 225, 234, 241, 243, 271, 272, 273, 274, 275, 276, 277, 278, 279, 280, 281, 282, 288,
292, 293, 296, 299, 326 y4acTHUKBT e npeActaBus cepTudukar ISO 9001:2008,
u3gased Ha ,ISOLAB Laborgerate GmbH", ko#iTo He e c 06XBaT ,IPOM3BOACTBO",
CbIJIACHO NMpeAMeTa Ha 060cobeHaTa NO3HLUS.




Ha ocHoBanue T. 3.1.1.6.3. or JlokyMeHTaUusATa Ja C€ NpeACTABH 3aBepeHO
KOMHE Ha CepTHQHKAT ISO 13485:2003/1SO ~ 9001:2008 uIM €KBUBaJEHTEH
cepTHHKAT, KAKTO U APYrH JOKa3aTe/CTBa 32 €KBUBAJIEHTHH MEPKH 3a OCHUTypsiBaHe
Ha KayecTBOTO Ha npousBogurens ,ISOLAB Laborgerate GmbH“, ¢ o6xBaT
“pOW3BOACTBO”, CHIJIACHO NpejaMeTa Ha 060co6eHH nosuuuyn NeNeNeNe194, 201, 203,
205, 206, 207, 209, 211, 212, 213, 225, 234, 241, 243, 271, 272, 273 274,275, 276,277,
278,279, 280, 281, 282, 288, 292, 293, 296, 299, 326.

13.9. 3a o6ocobenu nosuuum NeNel194, 198, 199, 208 YYaCTHUKBT He e
npeACcTaBUJI MOCTPa Ha U3/JeJTHETO.

Ha ocHosanue T. 3.1.1.6.13. o1 “JlokymeHTaluATa Aa ce NPeACTaBH MOCTpa Ha
u3zeaueTo 3a o6ocobenu nosuyuu NeNe194, 198, 199, 208. :

13.10. 3a oBocobenu nozunuu NeNe195, 196, 198, 200; 222, 223, 224, 227, 228,
229,230, 231, 233, 236, 237, 239, 240, 245, 246, 247, 248, 249, 251, 252, 261, 262, 263,
264, 286, 327 yyacTHHKBT € NPEACTaBH/ cepTuduKaT ISO 9001:2008, usgageH Ha
,Corning B.V.", koiito He e ¢ 06XBaT ,HPOU3IBOACTBO", CBIVIACHO TNpeAMeTa Ha
o6oco6eHaTa No3HLHUA. '

Ha ocHoBauue T. 3.1.1.6.3. or [okyMeHTauusATa fa ce NPEACTABY 3aBEPEHO
konue Ha cepTuduxkar (SO 13485: 2003/[80 9001:2008 wu/sM exBUBaJIEHTEH
cepTHQHKAT, KaKTO ¥ APYTK [0Ka3aTe/IcTBa 32 eKBUBAJEHTHH MEPKH 33 ocwrypﬂBaHe
Ha KauecTBOTO Ha npousBoAuTess ,Corning B.V.", ¢ 06xBaT “pOU3BOACTBO”, CHIJIaCHO
npeAMeTa Ha o60co6enu no3unum NeNe195, 196, 198, 200, 222, 223, 224, 227, 228, 229,
230, 231, 233, 236, 237, 239 240, 245, 246, 247, 248, 249, 251, 252, 261, 262, 263, 264,
286, 327.

Tlpensun I‘OpHATe KOHCTATalldM ¥ Ha OcHOBaHHe . 68, aa. 8 u an. 9 or 301,
cneppa ydactHukbT ;;®O0T* O0[ B cpok or 5 pa60THu AHH OT nojyyaBaHe - Ha
HaCTOSILLMA NPOTOKOJ Aa .QTCTPaHM YCTAHOBEHUTE OT KOMHCHATA HECHOTBETCTBHS,
KaTo NpejCTaBH MI0COYEHHUTE NO-TOPE JOKYMEHTH U MHMOPMAaLHH, '

14. B od)ep'ra'ra nejazeHa ot y4actauka ,PHHAKOM® EOO/, no oBocobenu
nosuyuu NeNe3, 5, 60, 109, 110, 131, 134, 142, 150, 151, 152, 168, 171, 173, 176, 177,
181, 182,183, 186, 187, 189, 194, 196, 199, 211 212, 213, 261, 264, 306 u 337 uma
e/IUH MJIHK ¢ Hagnuc: “JlokyMeHTH 3a noabop”. ancmum;'r e MpeJICTaBK/ ¥ eAHH TUIUK
¢ Hagnuc “TpeAnoxerue 3a U3MBIHEHNE Ha nopbykara’. TIpeAcTaBeH € ¥ eJJUH MJIHK C
Hazanuc “Tipegnarana yexa”,

Y4aCTHHKDBT € npencTagHl Q@@pm KOATQ HE QTPOBaps Ha M3MCKBAHMATA Ha
300 u Ha [loxyMeHTaLyATa 33 y4acTHe B NopbikaTa. Cbraacko i, 57, an 3 or 3001 u
Touky 3.1.2. 1 3.1.3.-0T AOK‘]MCHTQQI’HTQ, KOraTe YYacTHHUK NoAaBa opepra 3a rosede
OT ef{Ha 060coBeHa no3uuKs, niMKoBe Ne 2 M 3 ce npeJCTaBAT 3a BCSKA OT MO3HLHHUTE.

C'br1aCHO M3J103KEHHTe NO-Tope 06CTOATeACTBA U Ha OCHOBaHHKe Wi, 69 an. 1 1. 4,
BBB Bpb3Ka. ¢ Wi 57, an Z, BBLB BpB3Ka C al. 3 OT 30I1, Komucusita npeasara Ha
Bb3NOKUTeNA Ja oTcrpanu ,PHJAAKOM“ EOCQOJ ot yqacme B Mpouejypara To
o6ocobenn mosuuuu ¢ NeNe3, 5, 60, 109, 110, 131, 134, 142, 150, 151, 152, 168, 171,
173,176,177, 181, 182, 183, 186, 187, 189, 194, 196, 199, 211 212, 213, 261, 264, 306 .
u 337.

(TopHOTO mpejJioxeHHe 3a OTCTPAHABAHEe Ha .,PHAAKOM“ EOOJ e u BBB
Bpb3Ka ¢ npakTHkaTa Ha K3K u BAC B Tasu Hacoka. 3a npumep: PeeHne Ne 7528 oT
03.06.2014 r. na BAC, Pewrenive Ne 4255 ot 27.03.2014 r, na BAC, Pewenue Ne 1440 or
11.11.2014 r. Ha K3K, Pewenue Ne 463 ot 03.06.2015 r. na K3K no npenucka Ne K3K-
276/5.05.2015r.}).

15. B odepraTa nojazeHa 0T Y4aCTHHKA JAHTHUCEJI BBJATAPHA" 00/, no
060c06eHH nosuuuu NeNe3, 4, 7, 46, 47, 48, 49, 60, 64,65, 66, 67, 68, 69, 71, 72, 73, 83,
84, 85, 89, 98, 99, 100, 109, 110, 120, 150, 1:4, 166, 168, 169, 170, 171, 172, 173, 176

[ §




181, 182, 186, 188, 196, 198, 199, 201, 202, 225, 226, 254, 255, 256, 257, 258, 259, 261,
262,263, 264, 283, 284, 286, 293, 294, 297, 298, 301, 302, 303, 306, 308, 309, 324, 327
¥Ma cejleMJieceT ¥ TPM IJIMKa ¢ Hagnuc “JlokyMeHTH 3a nozbop”. TlpejcTaBeHH ca H .
cezeM/ieceT M TPH NJIKMKa ¢ HaAnHuc: “Ilpe/iioKeHHe 3a U3N'bJIHEHHE Ha NOpbYykaTa’, 3a
BCAKa NO3UIMA NOOTAe/HO. [IpeAcTaBeHd €a U cefeMAeceT M TPU TUIMKaA C HAAMHC
“IlpepnaraHa LieHa”, 3a BCSIKa MO3HLUA 1TOOTAEHO. -

OdepTraTa Ha y4acTHHKa He QTT0Baps Ha M3UCKBaHHATA Ha u/. 56 ot 3011 1 Ha
JloKyMeHTaLHATa 38 y4acTHe B obulecTBeHaTa NOpBYKa:

15.1. 3a o6ocobenu nosuuuu NeNe46, 47, 48, 49, 254, 255, 256, 257, 258, 259,
301 y4aCTHHKDT He e TIpe/ICTAaBHJ leK/Iapatius, ¢ IPUII0KeHO UsBjeyeHue ot Cnucbka
noyn 1, T. 1, 6yxBa ,6” o Hapea6ara 3a ycnoBuATa H pe/ia 3a ChCTaBsAHE HA CNKCBK Ha

. MEAULMHCKHTE Uzzenus no 4. 30a or 3MHU u 3a onpefensgHe Ha CTOHHOCTTA, A0 KOATO

Te ce 3aMjailaT, OT KOeTo K3BJIeUeHHe 1a € BHAHA NpoJaXkHaTa LeHa Mo CMHCBJA Ha §
1, 7. 29a or 3MH, BbB BpB3ka ¢ § 1, T. 4 oF [onmbAHMTE/IHHMTe pasnopejfy Ha
Hapepnbarta. N

Ha ocHoBanue T. 3.1.1.6.4. ot JoxyMeHTaLMATA A2 Ce NPEACTABAT AeK1apaLluy, C
NpUOXKEHO M3BJedeHHe 0T Crmebka fno €i. 1, 7. 1, 6ykea ,6° or Hapenbara 3a
YC/IOBHATA ¥ Pefa 3a ChbeTaBAHE Ha EIUCHK HA MeJHLUHCKUTS H3Jenus no 4/, 30a oT
3MU u 32 onpejenaxe Ha cTORHOCTTA, [0 KOATO TE Ce 3arianiar, OT KOeTO H3BJ/IeHeH e
Ja e BUAHA NPOJAXKHATA lieHa o cMUchaa Ha § 1, T. 29a or 3MU, bE Bph3kac§ 1, T. 4
oT loN'bJIHHTE/IHUTE pasfiope/ibH Ha Hapemia'ra 3a’ 060c06e}m no3uuku NeNe4e6, 47,
48, 49, 254, 255, 256, 257, 258, 259, 301. .

15.2. 3a 060co6eHH nosunuu NeNe166, 168, 169, 170, 171, 172, 173, 186, 301
YYacTHHKBT He € JIpe/CTaBHJi 3aBEePEHO KoMHe Ha JleksapauHs 3a ChOTBETCTBHE C
Jlupextrsa 98/79/EC, uzaafeHa OT TPOM3BOANTE/ A Ha U3/Je/THATA.

Ha ocnosauue 1. 3.1.1.68. ot [exymexrauusra, 3a 000COGeHM NO3MLHH
NeNe166, 168, 169, 170,171, 172, 173, 186, 301 pa ce npejcTaBH 3aBepeHO KONHE Ha
Jleknapauus 3a ceoTBeTcTBUE ¢ JupexruBa 98/79/EC, usfaneHa ot npoUsBouTeN .

15.3. 3a o6ocobenn mosupuu NeNeZ54, 255, 256 257, 258, 259, 260, 301
VYaCTHHKBT He € TNpeJCTaBHA - KONKe Ha thnunaneﬂ JOKYMEHT, H3J2ajeH OT
UsnbaHMTEIHATa areHIys 110 JIeKapcTBaTa 0T KOWTO Jla € BUJHO, Ye 3a KOHKPEeTHOTO
MeMIMHCKO H3Zee 33 KOeTO ce y4acTBa HsAMa PerucTpupanyu jJaHHu B MAJI u/unu
EUDAMED 3a HHL};HAGHTH/I}OTEHuﬁaﬂH?X HHUMAEHTH Npe3 NOCNeJHHTEe [ABe IOJIMHY,
KaKTO ¥ 32 6JIOKHPaHK WM H3TEr/IeHH NapTUAHM OT CBLIOTO MEAUIIMHCKO H3/e/He Npes
noc/jefHUTe JBe TQAMHH, A

Ha ocuosamme T. 3.1.1.6.5. oT JoxyMmenrauusra, 33 0GOCOGEHH NOBULMH
NeNe254, 255, 256, 257, 258, 259, 260, 301 nma ce npeJcTaBy konHe Ha oduuuaneH
[IOKYMEHT, u3gajed oT ManeiHuTesnHaTa areHuMs Mo JiekapcrsaTa oT KOHTO fa e
BHJHO, Ye 3a KOHKPETHOTO MEJAMUWHCKO HM3Je/Me 3a KOeTo ce y4acTBa HAMa
perucrpupand pAauHu B HMAJ/l wu/unu EUDAMED 3a MHUMAEHTH/NOTEHLHANHH
WHIMASHTY Npes NOC/Ae[HUTE JBe FOAMHM, KAaKTO M 3a GNIOKHDaHHM WJM H3TerJeHH
NapTHAM OT ChIOTO MEJUIMHCKO H3/le/THe Npes NoCNeAHNTe [{Be FOHHH.

llpeABH/ ropHUTE KOHCTATAlUKH ¥ Ha OCHOBaHHKe 4JL. 68, an. 8 u an. 9 or 301,
cnepsa yyacTHuksT L,LAHTUCEA BBJATAPUA” OCH B cpok oOT 5 paGOTHM AHM OT
noJiyyaBaHe Ha HACTOALIMS NPOTOKOJ Ja OTCTPAHK YCTaHOBEHHUTE OT KOMHCHATA
HEChOTBETCTBHS, KaTO NPEACTaBY MOCOYUEHHTE NO-TOpe JOKYMEHTH H HHGOpMaLHH.

TIpeABM/ FOPHHTE KOHCTATAUMM ¥ Ha OCHOBaHHMe uJl. 68, au. 8 u an. 9 or 30I],
clefBa B CpPOK OT 5 paGoTHH [HH OT roMydapaHe Ha H&CTOALIMA NpoTOKON Ja
OTCTPAaHHUTE YCTAaHOBEHUTE OT KOMMCHSATA HeChOTBETCTBMA, KaTo MNpeJcTaBuTe
NOCOYEHHTE NOo-rope JOKYMeHTH.




YyacTHMUMTe c/eJBa A NpPeACTaBAT U3WCKAHUTE OT KOMHUCHUATA AOKYMEHTH B
CPOK OT 5 paboTHM JHH, BCeKH pa6oreH JAeH oT 17:30 '4y. Ha mNOCOYEHHS B
AIOKyMEHTallHATa 3a y4acTHe ajpec, B 3ameyaTaH, HENpospayeH IJIMK C HAAMHC:
+AOI'bJIHUTE/IHA JOKYMEHTH KBM 0PepTa N2 ...ccovvirnmnnvninnanesnrine . 32 OTKpHTA
npoueaypa 3a Bb3JlaraHe Ha OO6liecTBeHa nop'bq!(a c npe,mvleT. ,,ﬂocmaeka Ha
peakmusu u KoHcymamuseu 3a deiHocmu no Hapedéa Ne 26/2007 2., 3a
npedocmaesHe HA aKywepcKa nNomow Ha 30pasHO HEOCUZypeHU JMCeHUu U 3a
u3espuleaHe Ha u3caedeaHusi U38sH 06xeama Ha 3adsANCUMEAHOMO 30PAGHO
ocuzypsisaHe Ha deya u 6pemeHHU dceHU” no 337 o6oco6eHu no3uyuu om
VUACTIHUK: oo cvv s sisvacssssssosassssssossencon o (UZNUCEA €€ HAUMEHOBAHUEMO HA YYACMHUKQ).

MipeacenaTen:
npo¢. HBo KpeMeHCKkH - KOHCyaTaH

no ,MeauUMHCKA reHeTHKAa"“, eKkcnepT ¢
npodecHOHaIHa KOMIETEHTHOCT; ‘

YneHose:
1. nou. HBaHxa JIHMOBa - Karegpa ,MeguuuHCcKa reHeTHka“ LIIUHCKH
yHnBepcme'r rp. Codus, emnep*r ¢ NpodeCcHOHaIHA KOMIIETEHTHOCT; W

2. nou, Anekceit CaBoB ~ 3aBex/Jall naboparopusa no ,,MoneKynﬂpHa A amocmxa//
CBAJIAT ,Maituuu qoM“ rp. Codus, excriepr ¢ npocbecuouanﬂa KOMMETEHTHOCT;

3. Kata CnaBueBa = cTapu-exkcnepT, Aupexuua ,MJ", excrnept ¢ npocbe
KOMNETEHTHOCT; %?%ﬁ

4. BaneHTuHa PaseBa - r/1aBeH eKcnepT, AUpeKLus !,‘JDCILYC“ W

5. Erenvina Bacunkosa - rnaseH exkcnepT, otaen , 0", aupexuus ,HPOTI3Y; £

6. lllenaii EMHMHOBA - cTapuu IOPHCKOHCYAT, OTAen LOTTY, - Aupexuuﬂ ,,HPOI‘!S
. (nmpaBocnoco6eH 1pHUCT);

7. BaHst MHTKOBa - rJ1aBe r, otaen 00 gupeknus ,HPOI3® /npucacmecma Ha
3aKkpumume 3acedanus Ha omucusma, CCMoANU ce 8 nepuoda om 09.05.2016 2. do 20.05.2016
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