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MMPOTOKO.I

1o 41.97, aix.4 or II30II
3a pasriIesKIAaHe H OLEeHKAa Ha oepTHTE H KJIacHpaHe Ha yYACTHHIUTE

OT JeffHOCTa Ha KOMHUCHS HazHadeHa chbe 3amoBeq Ne 0576 /22.08.2016r. Ha H3IBIHUTEIHUS
nupexTop Ha ,,MBAJI-XackoBo” AJl, BbB Bpb3Ka ¢ O0siBa 3a 00IIECTBEHA IOPHUKA Ha
croitrocT o wi.20, an.3 ot 30IT Ne 0548 / 03.08.2016r. ¢ mpenmer:

..Jdocmaska na oesungpexkmanmu 3a wyscoume na ,MBAJI - Xackoeo” A1 ”

Ha 22.08.2016 r. B 10:00 uaca, B rp.XackoBo B aIMHHHCTpaTHBHATa crpaxa Ha ,,MBAJI-
XackoBo” AJl , Haxonsama ce Ha 0y’ Creunerne “Ne49 ce crOpa KOMHCHS B ChCTaB!

Ilpedcedamen:
Crages ['eopruesa CraBosa — [1aBHa Meaunuucka cectpa B ,,MBAJI-Xackoso” A/l
Ynenose:

1.Kpacumupa Pymenosa HukomoBa — HKOHOMHCT ,,O0MIECTBEHH NOPBYKA~ B .MBAJI-
XackoBo” AJ]

2.Buonera bopuciaBosa Mopamsoa — 1opuckoncyar B ,,MBAJI-XackoBo” AJ]

IIpenceaaTeNaT Ha KOMUCHSTA TIOJy9H TOCTBIMINTE B cpok 3 (Tpu) odepru ¢ [IpoTokorn mo
u1.48, an.6 ot III130I1.
Crieq1 oNyyaBaHe Ha CRUCHKA € YHACMHUUME, TIPENICTABUIA OepTH:

1. ,.Exoma6” EOOJI — Bx.Ne 104 / 12.08.2016r. - 09:50 yaca;

2. . XurueHno — MmeauuuHcka unayctpus’ EOOJ — Bx.Ne 105 / 12.08.2016r. - 10:20
yaca,

3. Koonepanwus ,[Tanma” — Bx.Ne 109/ 16.08.2016r. - 15:25 yaca.

TIpeICceaTelIAT i WICHOBETe Ha KOMUCHATA IOIBJIHUXA ¥ IIOANKCaxa AeK/Iapaliy mo q1.103,
ain.2 ot 30I1.

Ha 3aceganueTo Ha KOMUCHTA HE IIPUCHCTBAXa MPEACTaBUTEIN HA YIaCTHUIIUTE.

OTBapﬂHeTO Ha IIOJIyYCHHUTE O(I)CpTI/I C€ M3BBPIIM II0 pela Ha TAXHOTO ITOCTBIIBAHE, KAKTO
cJIeaBa:



1. .. EKOJIAB” EOQJ - Y4acTHUKBT € IpeACTaBuiI odepTraTa CH B 3areyaraHa HeIpo3pavHa
OIAKOBKA, C TOCOYEHH BHPXY HEsl JaHHH B CHOTBETCBHE C M3UCKBAHHUSATA HA BBH3IOKUTEIIS.

2. XUTHEHHO — MEJUIIUHCKA HHJITYCTPUA” EOO/l — Y4aCTHUKBT € IPECTaBUII
opeprata cu B 3amedaTaHa HENpO3payHa ONAKOBKa, C MOCOYCHH BbPXY HEsd NaHHA B
CHOTBETCBHE C M3UCKBAHUATA HA BB3JIOIKUTEILS.

3. KOOEPALIUA ,JIAHJTA” — VY4acTHHKBT € IIpeJCTaBui opeprara Cu B 3ameyaTaHa
HETPO3payHa OMAKOBKA, ¢ IIOCOYEHH BBPXY Hes J@HHH B CHOTBETCBHE C M3MCKBAHHMATA HA
BB3JIOKHTEIS.

Cren orapsiHe Ha odepruTe OsXa ONOBECTEHH LIEHOBUTE MPEMTOKEHHA HA BCEKU OT
YYACTHMIIMTE ¥ BCHYKH WICHOBE HA KOMHCHSTA IOJNKMCAXa TEXHHYECKUTE W LEHOBUTC MM
[IPEUIOKEHHSL.

KoMmucusaTa Mpos/DKA CBOsITA paboTa Ha 3aKPUTO 3ace/laHue, KaTo U3BBPIIN CIIPaBKU B
Teprosekus peructsp, mo EMK Ha ywacTHHUIHMTE, KOMTO C€ IpHjararT KbM HACTOSIIHA
IPOTOKOJL.

1. .EKOJIABE” EQOJI — cbc cenamuine u aapec Ha ynpasienue: rp.Copus 1784, paiion
Muagocr, 6yi1. ,.Jlapurpancko moce” Ne 115 A, er.3, EMK 831235354, npencraBisBaHo OT
1-p Jumutsp XKemsskos Kones - Yrpasutel.

VyacTHHKA € IIPEJICTABHI CICJHHTE JTOKYMEHTH MOIMMCAHH M IOANEYaTaHH, CBIJIACHO
m3uckBanusaTa Ha 3011 u BB310KUTENA:



ECOLAB  coms oo
BonHu4yHa XuaueHa

Cocpusi 1784, 6yn. “Llapuepadcko woce” 115A, men.: (02) 9768040, ¢pakc:(02) 9768050,
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e-mail: Dimitar.Kolev@ecolab.com

NMPUNOXEHUA:

MUK Ne 1 “[okyMeHTH 32 noadop”

Onuc Ha TOKYMEHTHTE, ChAbPXKAIIY ce B ofeprara

AIMMHMCTpaTHBHHE CBeleHUs — obpaserr 1

Jexnapanus 1o wi. 97, ai. 5 ot INI130I1 3a oTcheTBHE HAa 00CTOSATENICTBATA IIO
y. 54, an. 1, 1. 1,2 u 7 or 3011 — obpazen 2 :

Jexnapanus o wi. 97, ain. 5 ot IIII30I1 3a 0TcheTBHE Ha 06CTOSITEICTBATA IO
1. 54, an. 1, 1. 3-5 ot 30I1 — ob6pazen 3

Jexmnapanus 1o wi. 66, ai. 1 ot 30I1- obpasen 4

Jleknmaparus 3a IpueMane yc/IoBHsTa B IPOSKT Ha OroBopa — obpaser 6
Jlexnapanust mo wi 3, T. 8 ¥ wi. 4 oT 3aKoHa 32 UKOHOMHYECKHUTE H
(UHAHCOBUTE OTHOLICHHS C JPYXKECTBATA, PETHCTPHPAHH B IOPHCIUMKIHAH C
npedepeHnHaled TaHBYCH DEXHM, CBBP3aHHTE C TIX JHMIAa H TEXHHTE
JEHCTBUTEHH COOCTBEHHIN — o0Opaser 7

Jlexmapanus 3a CpOK Ha BaIMIHOCT Ha opepraTa — obpasen 8

CrHChK Ha M3IIBIHEHH T0CTAaBKU — oOpasern 9

TexHHUECKO Npe/IOKEH)E 3a H3IIbJIHEHHEe Ha MophuKara - obpasen 10
Hexnapanus otHocHo CE mapka

JIOKyMEHTH OTHOCHO THPrOBCKO-IIPABHHUsI CTATYT:

e 3apepeHo Komue 0T yaocroBepenue 3a EMK.

e 3aBepeHO KOMHME OT paspelleHHe 3a ThProBHs HAa €IPO C MEIUIHMHCKH
H3JIEITHS.

e 3aBepeHO KOMHE OT pa3spelleHHe 3a MPOMsiHA Ha pa3pelieHHeTo 32
TBPrOBHUS Ha €p0O C MEJl. H3/EIHs.

JlokazaTencTBa 3a TEXHHYECKHTE BB3MOXKHOCTH M KBAIMQUKALHA 33
M3IBIHEHHE Ha ITOpbUKaTa.

e OmnucaHue ¥ MHCTPYKIMH 32 yIIoTpeOa Ha IpeiaraHuTe IpOIyKTH.

a. Jlauxu 3a 6e30MaCHOCT — HAYWH HA CHXPAaHEHHUE Ha IIPOTYKTHTE

3a cpeznctBara 3a Je3MH(EKIHS Ha MOBHPXHOCTH, PBLE M KOXKA: 3aBEPEHH

KOIMSI OT aKTYaJlHH pa3pelleHus 3a IIycKaHe Ha rasapa Ha OHOLMIHU IPOIYKTH,
W3JaJeHd Ha OcHoBaHwe Ha wi. 190 oT 3akoHa 3a 3amuTa OT BPEIHOTO
BB3IEHCTBIE HAa XAMUYHHUTE BEIIECTBA U IIPEMapaTy.

C.
- 2

3a cpezcTBaTa 3a Ne3MH(EKIUS Ha HHCTPYMEHTH
33 MEIUIIUHCKY U311
- 3aBEPEHH OT YYACTHUKA JEKJIapallii 3a CbOTBETCTBHE
- 3aBEpEHO OT YYAaCTHHKA KOIIHE OT CepTH(HHUKAT 32 BEBEXK/IaHE Ha CHCTEMA

3a yIpaBJieHHe Ha Ka4eCTBOTO, B ChOTBETCTBUE C U3MCKBAHHMATA HA IIPUIIOXKEHAE
II xem dupextusa 93/42/EEC



- 3aBepeHo OT YJacTHHKA KOMHE OT cepruuUKaT 32 BbBEK/IAHE HA CHCTEMA
3a yhpaBleHHe Ha KauyeCTBOTO, B CHOTBETCTBHE C M3UCKBAHMATA CHC CTaHAApT
DIN EN ISO 13485:2003 + AC 2009

- xorme ot etukerure ¢ CE MapKkupoBKa

e JIOKYMEHT yIOCTOBEPsIBAIl IOTOBOPHATE ornomenus Ha “Exonac” EOOJ]
u “Illenkep” EOO]] 0THOCHO BPEMEHHOTO ChXPAHABAHE H TPaHCIIOPTHPAHETO
Ha HAIIATE CTOKH Ha TepuTopusTa Ha PemyOmiKa bbiarapus.
e Jloxasarencrsa mo wi. 51, T. 41 5 ot 301IT:

» 3aBepeHO Komue OT cepTuuKaT 3a CHOTBETCTBHEC CBC craggaptd ISO
9001:2008,

» Pedepenuun

TUIUK Ne 2, IIpeniarana ueﬂa“i

1. IleHOBO MpPEMIOKEHUE - obpazeq] 11 -
2. TlpunoxeHue 2 - LeHA el j\(/\
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Cnen xato yCTaHOBH, Y€ O(bepTaTa ChAbp)Ka BCHUYKHA ITOKYMCHTH, IIOCOYCHU B 06$IBaTa,

KOMHUCHATA IIPUCTHIIA KBM:

IIPOBEPKA 34 CbOTBETCTBHE C YCIOBHATA 34 YYACTHE

B mpeacraBeHuTe KBM O(eprara JeKnapaluu € JCKIapupaHa  JiuIca Ha
o6crosiTencTaTa mo wi.54, a1, 1.1-5 u 7 ot 3011, KakTo U 4e APYKECTBOTO — YHACTHHK B
0OlIecTBEHATA TOPhUYKA HE € PErHCTPUPAHO W HE € CBbP3aHO C JMIa PeriucTphpaHd B
JOPHUCIMKIHH C TpedepeHHacH JaHbUCH PEIKAM.

JIPOBEPKA HA CBOTBETCTBHETO C H3HCKBAHHATA 34 TEXHHYECKH H
[IPO®ECHOHAIHH CIIOCOBHOCTH H HAJIHYHE HA H3UCKBAHHUTE or
BB3/IOKHUTEIIA CEPTUH®HKATH

Beuukd JOKYMEHTH Ca HAIMYHH, OKOMIUICKTOBAHH IO MPHIOKCHHA CIHCHK H
otroBapsT Ha u3uckBanuATa Ha 3011 1 BB3/IOKATES.

JIPOBEPKA 34 CBOTBETCTBHETO HA TEXHHYECKOTO ITPE/J/IOKEHHE C
H3UCKBAHHATA HA Bb3J10KUTEIA

Cresl Karo pasrieqa TEXHHYECKOTO MpPEUIOKEHHE, IIPEJICTaBeHO OT ydacTHHKA,
KOMHCHSITA YCTAHOBH, Y€ He € B I'BIIHO CHOTBETCTBHE C M3MCKBAHUATA HA BB3IOKHTCILL:
YYACTHHKBT HE € OCOYMI MIPOYKT 33 HOMEHKJIATYpHA CAMHAIA Ne 10:

\ 10 TabGneTk 3a CbXpaHEHHE Ha crepunuu | Gpoii | 1. [Tapadopmannexuasu TabneTku
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OGmecTBeHaTa OphUKa Ce Bb3Jara Bb3 OCHOBA HA HKOHOMHYECKH HaH-M3roNHA odepra
Ipu KpuTepuil ,Hal-HUCKA LEHa™. B ofsgBara, KakTO ¥ B YyKa3aHHATa 3a Yy4YacCTHC
BB3JIOKATENAT M3PUYHO € IMOCOYMJI, Y€ YYACTHHKBT 3aAb/DKHTETHO ClIEABA Ja odepupa
BCHUKM HOMEHKJIATYPHH €JMHHIM, KaTo Y/OBIETBOPH IIOCOYCHHUTES B TCXHMHECKATA
crierdUKaIKs 3a BCSKA HOMEHK/IATYPHA SMHALA M3UCKBAHHUSA U CICKTHP Ha JefcTBHE.

[{eHOBOTO Tpe/IoXKeHHe Ha ydacTHHKa € : 33,07:1B (TpumeceT U TpH Ji€Ba U CEAEM
crotunku), 6e3 JJIC 3a nuTbp paboTeH pasTBOp, Karo ydaCTHHKa HE € odepupain
HoMeHKIarypHa exuauna Ne 10.

[IpenBuj H3JIOKEHOTO IO-TOPe KOMHCHATA CUWTA, He opeprata Ha YYaCTHHKA
,EKOJIAB” EOO/] e 0TroBapsi Ha M3UCKBaHHMATA HA BB3JOXKUTEII H HE Io J0Iycka bi (o)
OIIEHKA U KjlacupaHe Ha opepTuTe.



2. JXHTHEHHO — MEJJUIIHHCKA HHAYCTPUA” EOO/ - cbe cefanuile u aapec Ha
yrpasienue: rp.Bemuko Trproo 5000, yi. ,,Hukosna ['abposeku™ Ne 81 A, EUK 814181757,
npencrasiassano ot Esrenn Kocraaunos KocranuHos - Yipasure.

VyacTHHKAa € MpPEICTaBHII CIEJHUTE JOKYMEHTH IIOANMCAHW W IOANCYATaHH, CBITACHO
m3uckpanusaTa Ha 3011 1 BB3J10KUTENS:



HYGIENE MEDICAL INDUSTRY Co,, Ltd.

81A N.Gabrovski st.; 5000 Veliko Turnovo; Bulgaria; tel./fax +359 /62/ 622 429; tel. +359 /62/ 634 609;
VAT No. BG814181757; email: head_officc@hmi-company.com; http:// www.hmi-company.com

CIIUCBHK HA JOKYMEHTHTE B O®PEPTATA

1. AIMUHUCTPATUBHH CBEICHHUS.

2. EMK

3. Jlexmapanus mo wi. 97, ain. 5 ot [1IT3011 3a orckcTBUE HA obcrositesnctrara mo wi. 54, an. 1, T. 1,
2 u 7 or 30IL

4. Nexnapamust 1o wi. 97, an. 5 ot [I13011 3a oTcheTBUE HA obcrosTencraara no wi. 54, an. 1, 1. 3 -
5 ot 3011

5. Jlexmapariusi 3a JIMIca Ha MOAU3IIBIHUTE.

6. Jlexnapanus 3a IpHeMaHe yCJIOBUSTA B IPOCKTa Ha J0roBOp.

7. Ilex1apaiust BbB BPB3Ka ¢ WI.3, T. 8 1 Wi. 4 OT 3aKOHA 32 HKOHOMUUECKHTE U (PHHAHCOBH
OTHOLIEHHS C JPY)KECTBATa, PETACTPUPAHH B FOPUCIUKINK C IIPEPEPEHIHANEH JAHBUCH PEIKUM,
CBBP3AHH C TSAX JIUIA U TEXHHUTE JeHCTBUTENHH COOCTBEHHIIM.

8. Jlexmaparius 32 CpOK Ha BaJIHIHOCT Ha odeprara.

9. CIIHCHK Ha OCHOBHUTE JOTOBOPH 32 IOCTABKHA HA MAaTEPHANU 3a N€3MH(PEKIAs, H3BBPIUICHH MPe3
MIOCJIEIHUTE TPH TOIMHH.

10. Vnocrosepenus/ pedepeHinm

11. TeXHUYECKO MPEIOXKESHIE 32 H3IBIHEHIE Ha OpBhUKATa.

12. I1eHOBO IpEUIOKEHHUE. :

13. Cepruduxar 3a kagectso 1SO 9001:2008.

14. Pa3pemenus 3a IlyCKaHe Ha rasapa Ha OHOLMIHH MpEenapary.

15. dexnapanus 3a Hanecena CE MapKipoBKa.

16. Paspelenne 3a THProBHs Ha €[pO ¢ MEIAMUMHCKH U3/CTIH S

17. Cepruduxar 3a ynpasienue Ha kauectsoto 1SO 13485:2003

18. Komue Ha feKiapans 3a CbOTBETCTBHE HA MEAMLUMHCKUTE H3/C/IHs C H3MCKBAHUATA HA
Jupextusa 93/42/EEC.

19. VindopmariHOHEH JIHCT 3a 6e30IacHOCT.

20. OnucaHue Ha IpelaraH|uTe Iperaparu.

21. Jlexnmapanus 3a CbOTBETCTBHE
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Crex Kato ycraHoBH, ue odeprata CbAbpKA BCHYKH JOKYMEHTH, IOCOYCHH B 00sBaTa,
KOMHUCHSITA IIPUCTHITA KBM:

ITPOBEPKA 34 ChbOTBETCTBHE C YCIOBHATA 34 YAACTHE

B mpeacrasenute KbM oeprata JieKiapaldd € JICKJIapupada JiMnca  Ha
obcrogTencrrara mo wi.54, an.1, 1.1-5 u 7 ot 30II, kakTo U 4e APYKECTBOTO — YyIaCTHUK B
OOIIECTBEHATA MOPHUKA HE € PErMCTPUPAHO U HE © CBBP3aHO C JML@A PETHCTPUPAHH B
IOPUCIUKIAE C Ipe(epeHInaIeH TaHbUeH PEKUM.

ITIPOBEPKA HA CBOTBETCTBHETO C H3HCKBAHHATA 34 TEXHHYECKH H
ITPO®ECHOHAJIHHU CIIOCOBHOCTH H HAJIHYHE HA H3HCKBAHHTE OT
BB3T0KUTE/IA CEPTUHDHKATH

Bcyukyd JOKYMEHTH Ca HAJIMYHH, OKOMIUIEKTOBAHH IO HPUIOKEHHS CIHCBK H
oTroBapsaT Ha u3uckBanusATa Ha 3011 1 BB3TOKHTENA.

IIPOBEPKA 34 CBOTBETCTBHETO HA TEXHHYECKOTO HPENIOKEHHE C
H3HCKBAHHUATA HA Bb3/IOKHTEIA

Criei Kato pasryieia TEXHUYECKOTO IPEUIOKEHHE, IPEJCTABEHO OT YYACTHUKA, KOMHCHATA
YCTAHOBH, e € B IIBJIHO CHOTBETCTBHE C M3UCKBAHMATA, CHIBPYKALIM CC B TCXHHYCCKATA
crienu(UKaNKs OT yKa3aHUATA 3 y4acTHe.

OGmiecTBeHaTa MOphUKa ce Bh3/lara Bb3 OCHOBA HAa NKOHOMHUYECKH Hal-H3ro/Ha otepTa npu
KpHTepHil ,,Hali-HuCKa IeHa”. B o0sBara, KakToO M B YKa3aHUATA 3@ yIaCTHC BBH3JIOKUTCIAT
M3PUYHO € IIOCOYMJ, Y€ YYACTHUKBT 3aJB/UKMTENHO ciiefBa Ja opeprpa BCHYKH
HOMEHKJIATYpHH €IAMHHIH, KaTO yJIOBJIETBOPH IOCOYEHUTE B TEXHHYCCKATA crierduKanys 3a
BCSIKA HOMEHK/IATYPHA €/IMHULA H3MCKBAHUS U CTIEKTHD Ha JCHCTBHE.

L{eHOBOTO TIpEeAIOKEHHE HA YyJYaCTHHUKA € : 57,9781nB / 57,9818 (meraeceT U ceaeM
JieBa U JieBeraeceT U oceM cToTuHkm), 6e3 JIJIC 3a muThp paboTeH pa3TBOp, KaToO y4aCTHHKA €
odepupal BCHIKH HOMEHKIIATYPHH €IHHHIIH.

IIpeBH H3I0KEHOTO IIO-TOPE KOMHCHATA CHUMTA, 1€ opepraTa Ha YYaCTHHKA
L XUITHEHHO — MEJHIJHHCKA HHJIYCTPHA” EOOJ otroBapst Ha U3HCKBaHHUsITA HA
BB3JIOKUTENS M TO JOITYCKa JI0 OlEHKa H KilacupaHe Ha oepTHTe.

3. KOOIIEPALIMA JIAHJA” - cbe cenammuie u aapec Ha ynpasinenne: rp.Copust 1784,
paifon Muanocer, Gy ,Llapurpancko moce” Ne 139, EWK 000885099, npencrasisBana OT
Enxa Hukonosa Kamenosa — I{ankoBa - IIpencenarer.

VyacTHHKA € MPEJCTAaBAJI CJCIHHTE JOKYMEHTH MOAMHMCAHH H MOANCYATaHH, CBIVIACHO
nm3uckBanusaTa Ha 3011 u Bb310KUTEIS:



mv

CIHNCBHK

Ha NPUJIOKEHATE KbM 0 epTaTa J10KyMeHTH.

1. Onuc na 0okymenmume, coOvpicamiu ce 6 oepmama.
2. Obpasey 1 - AIMUHNUCTPATHBHY CBEIEHUS C BKIIOUEHHU CJIEIHUTE TIPHIIOKEHUS:
3. Oopasey 2 - [lexnapanus 1o 4. 97, an. 5 or [1I130I] 3a obcrosTencTpara o wn. 54, an. 1, 1. 1

2u 7 or 30II; :
4. Obpasey 3 - Jleknapauus no 4. 97, an. 5 ot TITI30IT 3a o6cTosTENCTBATA IO WII. 54, an.1, 1. 3-

5 ot 30I1;

5. O6pasey 4 - Jleknapauus mo wi. 66, an. 1 ot 3011 OTHOCHO BHJIOBETE pabOTH, KOUTO IIE Ce
U3IBJIHABAT OT HOAU3IIBIHUTEI;

6. Obpazey 5 - [leknapanus ot MOAU3IHIHATE]IS Henpunoxicumo;

7. Obpasey 6 - [leknapauus 3a npuemane YCJIOBUATA B IIPOEKTA Ha JOTOBOP;

8. Obpasey 7 - Jleknapauus 1o 4. 3, T. 8 u i, 4 ot 3aKoHa 3a MKOHOMUYECKHUTE U (uHaHCOBUTE
OTHOWICHHMSI C IPYKECTBATA, PETUCTPUPAHH B FOPHCIMKIIMH C npeepeHnuaieH JaHbueH PesKuM,
CBbP3AHHUTE C TAX JMUA U TEXHATE JeHCTBUTEIHA COOCTBEHUIN;

9. Obpasey 8 - Jlexnapsianus 3a cpoka Ha BATHIHOCT Ha oteprara;

10. Obpasey 9 - CuuChK HA U3IBIHEHN JIOCTaBKY;

11. Oopasey 10 - TexHHYECKO NPEUIOKEHNUE 32 M3TBIHEHHE Ha MOphYKaTa;

12. Cepmugpuxam 3a ynpasnenue Ha kadecTBoTo 1SO 9001 :2008 i eKBMBaNCHT, W3NaAeH Ha
MIMETO Ha y4acTHUKA OT aKpeAUTHUpaHa HHCTUTYLMS WM areHIus 3a YIpaBlIeHHE Ha KAY€CTBOTO
I ApYTH NOKa3aTe/ICTBA 34 EKBUBAJICHTHH MEPKH 3a OCHTYpsIBaHE Ha KayecTBOTO;

13. Paspewenun 3a myckane Ha nmasapa Ha GMOIMTHH TIpenapaty, u3laieHn 0T MUHUCTEPCTBOTO
Ha 31paBeoIIasBaHeTO - 3aBEPEHN OT yJACTHHKA KOTHS - B IIPUIIOKUMHITE Cllyyaw;

14. /lexnapayus 3a nanecena ,,CE" MapKHPOBKa Ha IIPE/IJIaraHUTE U3MEIIHS;

15. Hugpopmayuonen nucm 3a 6e30macHoCT Ha M31e/MITA - 3aBEPEHH OT YyYaCTHHUKA KOIIHS,

16. Huempykuyuu 3a ynorpe6a Ha npe/utaranuTe u3aeins — 3aBEPEHHU OT yYaCTHUKA KOIHS.

LleHOBO mpetoxkenue O6pazeu Ne 11, mocraBeno B OTAeJIeH IUIHK ¢ Haamuc ,,[Ipexaaranu
LEHOBH MapaMeTpu*,;

Hata: 04.08.2016 1. u\r\
Codus -
AEKJIAPATOP: _ “
Enxa Hux > fixosa
Ipencene S C_Ia,éﬂa”

A,
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Crex KaTo ycTaHOBH, 4e oeprara ChIAbpKa BCHUKH JOKYMEHTH, MOCOYeHHM B 00sBara,
KOMHCHSTA IIPUCTHIIN KBM:

ITIPOBEPKA 34 CbOTBETCTBHE C YCIIOBHATA 34 YYACTHE

B nmpencraBenure KBM odepraTa JeKnapalMd € JeKIapupaHa JiMInca Ha
obcrosgTencrrara no wi.54, an.l, T.1-5 u 7 ot 30II, kakTo U 4e APYKECTBOTO — YYaCTHHUK B
obliecTBeHaTa MOpPHYKAa HE € PErHCTPUPAHO M HE € CBBP3aHO C JIMLA PErUCTPUPAHU B
IOPHUCIUKINK C TIpehepeHIaneH JaHEUYeH PEXKIM.

ITPOBEPKA HA CHOTBETCTBHETO C H3HCKBAHHATA 34 TEXHHYECKH H
ITPO®ECHOHATHH CIIOCOBHOCTH H HAJIHYHE HA H3HCKBAHHUTE OT
BbB3/IOKHTE/IA CEPTHOUKATH

BcHuKkM JOKYMEHTH Ca HAJIMYHH, OKOMIUIGKTOBAHM IO IPHUIIOKEHHUS CIUCBK H
orroBapst Ha u3uckBaHuATa Ha 3011 U BB3I0XKUTES.

ITPOBEPKA 34 CBOTBETCTBHETO HA TEXHHYECKOTO ITPE/VIOKEHHE C
H3UCKBAHHATA HA Bb3/IOZKUTEJIA

Crnen xaro pasriena TEXHUYECKOTO MPEUIOKCHHUE, IPEACTABCHO OT y4aCTHHKA,
KOMHCHSITA YCTAaHOBH, Y€ HE € B IIBJIHO CHbOTBETCTBHE C HU3UCKBaAHHUsTA HA BB3JIOKUTEIIA:

> YYacTHHKBT HE € [OCOYMII NPOIYKT 3a HOMeHKIaTypHa eaunuua Ne 10, a e

ITOCOYHMIL:
3abpaHeH 3a ynotpeba
NPOAYKT CbINacHo pelueHne
TabneTkn 3a  CbXpaHeHue  Ha Ha MUHUCTEPCTBO Ha
4 P 0.01 me. | 0.00%

CTEPWNHN MaTepuanm 3[paBonasBaHeTo

(NpUNoOXeHu Nucma Kbm

ocbeprara)

0.01 n..

OT NpWIOKEHHTE OT YYaCTHHKA ITMCMAa — KOPECTIOHJEHIHsS Mexk1y MHUHHCTBPCTBO Ha
3[paBeona3BaHeTo M Bbarapckn 3p00ieKapckd cpio3 ce mocousa 3amosex Ne PJU 15-
1292/15.05.2008r. Ha MHHHCTBPa Ha 3/pPABEONA3BAHETO, C KOATO Ca OTMEHEHU BCHYKH
u3gagenn Paspennenus 3a myckane Ha rasapa Ha GmoumaHus npenapar ,,[lapagopmaiiexun-
TabIeTKH .

KomucusTa oOpblia BHUMaHHe Ha YYacTHHKA, Y€ Ha Ila3apa Cce Ipejjiarar i I10J13Bar
napadopMasieXuIHu TabeTKH, KOHTO He ca Gmouma — Hanp. Asphalin B. Te ca paspemienu
3a cBoGoaHa mponaxba u ynorpeba B EC. Bbpxy Beska omakoska e mocrasena CE
MapKHUpPOBKA.




» Odepupanure 1o HoMeHKIaTYpHH exmunmd Ne 4; No 13 u Neo 14 [pernapaTy He
YAOBJICTBOPSIBAT IIOCOYECHHUTE B TEXHMYECKATA CIANM(DUKALMS H3HCKBAHHUSA HA

BB3JIOJKHUTEIIA U CIICKTHD Ha JIeHcTBHE:

INpenapar Ha rpanyiH 3a MOBBPXHOCTH, ¢ KOMGHHHMPAHO MOYHCTBALIO M
AC3MH(EKUMPALLO AEHCTBHE — C AKTHBEH XJIOp, 3a GONHUYEH WHBEHTap,
CAHUTAapHH  BB3NM, TOMIOTH, ONEpPaLUOHHH,

s i et -

4
| KOPHZIOPH, TOAJIETHH,
JIEKapCKU KaOMHETH, aCaHCBOPH U JIp.
13 IMpenapar 3a

KT

[1. Jla e ¢ wupok criekTbp

|Ha neicTue:
1 6aKTepHLHIHO (BKIL.
Tbe),  dyHruumaHo
BUPYCOLHMIHO (HBV,
HIV).

2. la e MpUIOKHM M B
| HHcKa paboTHa
i KOHLEHTpaIHs

/3. Ja e cBBMecTUM ¢
‘pa3nnqﬂm-e MaTepHaH,
| OT KOMTO Ca HarpaBeHH
MOBBPXHOCTHTE,

g e e R

[penaparst CAHU®OPT (oepupan 0T ydacTHHKA) — HsIMA [IOYHCTBAIIO ACHCTBHE.

XHTMEHHA M XMpYPruyHa Je3UH(EKLHUs Ha pble
— 6a3a cMec OT aKoXoJiH, §e3 XIOPXEKCHMH, [a € B ChbOTBETCTBUE C
esponeiickure Hopmu EN 1500 1 EN 12791 (onakoska 6yT. 0,750 11)

JIUTPU

1. Jla ca xunoanepruyuu
2. laca
IIUPOKOCIEKTbPHH -
GaKTepULHIHO,
(byHruuaHo,
BupycouuaHo (Polio,

| Adeno, Noro u HAV),
TYOEpPKYJIOLHMAHO
MHKOOAKTEPULIUIHO
JeficTBre

3. Jla ca c 6bp30
neiicteue 10 30 cexyHan
3a XUTHEHHa
ne3nHpexuus, 10 3
MUHYTH 33 XUPYPTHYHA
Je3uH(EeKus;

4. Jla He IpasHAT KoxKara
5. la cbabpikar
OMEKOTHUTEJIH

- Ilpemaparsr JXMBACEIIT (odepupan oT yuacTHHKA) — HSIMa JeHCTBHE crvo

BHpPYCHTE Polio, Adeno, Noro n HAV; HIMa B MUKOOAKTEpUIMIHO AeiCTBHE.
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| I KoKara

- Ipemaparst JI3® CKPYB  (odepupan OT y4yacTHWKA) — HAMS BUPYCOLUIHO
JefCcTBHE.

O6mecTBeHaTa OphUKa Ce Bh3jara Bb3 OCHOBA HA HKOHOMHYECKHU Hai-W3rofHa opepra
npu KpuTepuil ,Haii-HHCKa IeHa“. B oOsBaTa, KakTO M B yKasaHHsTa 3a YdacTHE
BB3TOKUTEIST H3PHYHO € TOCOUWN, Y€ YYAaCTHHKBT 3a[B/UKHTENHO cleisa Aa odepupa
BCHUKH HOMEHKJIATypHH CJUHULH, KaTO YIOBIETBOPH IIOCOUCHHUTE B TEXHHYICCKATA
crienEUKAIS 32 BCAKA HOMEHKIIATYPHA e/IMHUIIA H3MCKBAHNS  CIICKThP Ha JCHCTBHE.

[[eHOBOTO TNpEMIOYKEHHE Ha ydyacTHHKa € : 42,5678 (YeTHpHIeCeT W JBa JeBa U
neraeceT u imect crotuHku), 6e3 JJIC 3a nurhp paboTeH pa3TBOp, KAaTO ydaCTHHKA ¢
odepupain HomMeHKIaTypHa enuauia Ne 10, 6e3 1a mocodu mpoayKT.

IIpeaBu HM3I0XKEHOTO IIO-TOPE KOMHCHSTA CUHMTa, Y€ opeprata Ha YYaCTHHKA
KOOITEPAITHA ,IIAH/JJA” He oTroBaps Ha W3UCKBaHHATA Ha BB3JIOKUTENIL U HE TO
JIOTyCKa JI0 OLleHKa 1 KIacupaHe Ha opeprure.

KoMucHsITa KOHCTATHPA, Y€ eIMHCTBEHATa NOIyCHATa 0 OLEHKa M KilacupaHe odepra ¢ Ha
yuactuuka ,XUIHEHHO - MEJHITHHCKA HHJAYCTPHA” EOO/. Komucusra B3e
TpeBHI, Y OOABEHUAT KPUTEPHH 3a Bh3arate ¢ ,,Hal-HucKa LeHa'.

Bb3 0CHOBA HA U3BBPLICHOTO PA3IIICKIAHE, OLCHIBAHE U KJIACHPAHE Ha MOJIyYCHATS odeprn,
KOMHCHSTA TIpe/utara Ha BB3J0KUTENS 38 U3IBIHATET Ha obuecTBeHara mopbuka 1mo 4wi.20,
an.3, 1.2 or 30I1 ¢ mpemmer: ,JlocTaBka Ha NE3MH(EKTAHTH 3a HYXKIUTE HA ~MBAIJI -
XackoBo” AJl ” na onpelens :

JXUTHEHHO — MEJTHIIHHCKA HHAYCTPHA” EQO/ - cbe cefanyine U anapec Ha
yrpasnenue: rp.Benuxo Toproo 5000, yi. ,Hukomna ['aGposeku™ Ne 81 A, EWK 814181757,
npencrapissano ot Esrenn Kocranuuos KoctanuHos - YpaBuTe.

|
14 [Ipenapar 3a XUrMEHHA W XUPYPTrUYHA 1e3MH(EKLMA Ha PBLE - TEUEH | JINTPH l 1. laca
camyH, ChIbpIKaLll XJIOPXEKCHINH ITIoKoHatT 4 %, 1a ¢ B | | XUnoanepruyHu
choTBeTCTBHE ¢ eBponeiickuTe HopMu EN 1499 n EN 12791 : ‘ 2. Jlaca
(omakoBka 6yT. 0,750 1) | LIUPOKOCIEKTBPHU —
| | GaKTePUIIM/IHO,
’ | yHTMLUMIHO U
i BHPYCOLMIHO
; | neficTByE.

|3. lacacObp3ou
‘ i | ocTaThuHO HeiicTBHE
| ; 4. Jla He apasHAT

} 'S, Ma cpabpiKar
| | OMeKOTHTENH




Komucusita npukiroun cosita padora Ha 31.08.2016r., cien K0eTo HACTOSIIUAT IIPOTOKO,
3aeHO ¢ IpUIara JOKyMEHTalds II0 IophUKara ce IpelaBa Ha BB3JIOKUTENS 3a
yTBBpIXK/IaBane, cbriacHo wi.97, an.4 ot II30IL

Komucua 6 cocmag:

Ipedcedamen: Cnases I'eopruesa Crnaposa *..
Ynenose:
1.Kpacumupa Pymenosa Huxomosa * ..............

2.Buonera BopuciaBosa MopanHosa * ...........
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* Zaanuena nadopmauusi Ha ocHoBaHue Wi. 2 oT 33JI/1



