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npOTOKOA 
3a pa3rAe:>K,L(aHe, OueHHBaHe H KAaCHpaHe Ha nOCT'hnHAHTe OcpepTH 3a 


,L(OCTaBKH Ha 3a HY:>K,L(HTe Ha "MEA1\. - Eyprac" AfJ." 


,llHec, 11.05.2016r., B 11:00 B MMHHHcTpaTHBHHH Kopnyc Ha "MEA1\. - Eyprac" 
B rp. B H3nbAHeHHe Ha nOKaHa H3X. NQ4514/13.04.2016r. Ha 

H3nbAHHTeAHHH ,L(HpeKTOp Ha "MEA1\. AfJ., 3a npOBe:>K,L(aHeTO Ha npoue.nypa no 
pe,L(a Ha '-IA. lOla OT 30TI C npe,L(MeT: "TIepHo,L(H'-IHH ,L(OCTaBKH Ha 3a 

3aMecTHHK-,L(HpeKTop Ha "MEA1\. 

Y.AeHOBe: 1. fA.M.C. TaTHHa TIeH'-IeBa - rAaBHa Me,L(HUHHCKa cecTpa Ha "MEA1\.-

HY:>K,L(HTe Ha "MEA1\. ­ , KOMHCHH B CbCTaB: 

AfJ., 

2. M.C. MapHH BbTeBa- 3,L(p. HHcneKTop npH 	 AfJ.; 
3. MaH EaH'-IeBa C'-IeTOBO,L(HTeA npH 
4. ,ll)KeMa MlOMlOHOBa - lOPHCKOHCYAT npH "MEA1\.-Eyprac" 

B H3nbAHeHHe Ha NQ VI - P - 180/13.04.2016r. Ha H3nbAHHTeAHHH 
,L(HpeKTOp 	Ha "MEA1\. - Eyprac" AfJ., ce pa3rAe,L(a, oueHH H KAacHpa, nO,L(a.ueHHTe 

3a "flepHo,L(H'IHH ,L(OCTaBKH Ha 3a HY:>K,L(HTe Ha "MEA1\. 
AfJ." 

B Ha'-lMHHH qac Ha npOBe:>K,L(aHeTO Ha 3aCe,L(aHHeTO Ha KOMHCHHTa OT 
,L(eAOBO,L(CTBOTO Ha "MEA1\. - AfJ. 6eme npe,L(CTaBeH cnHCbK Ha nO,L(a.ueHHTe ocpepTH, 
nO,L(nHCaH OT KaKTO H 4 6p. OT CAe,L(HHTe Y'lacTHHUH: 

1. 

2. 
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Ha 3aCe)J.aHHeTO Ha KOMHCHHTa He npHC'bCTBaxa ynbi\HOMOmeHH npe)J.CTaBHTeAH Ha 

Y'iaCTHHLI.HTe. 

)J.a npHCT'bnHT K'bM OTBapsme Ha 'iAeHOBeTe Ha KOMHCHHTa 

nO)J.IIHcaxa )J.eKAapaLI.HH, y)J.OCTOBepHBamH MlTICa Ha nh,t'T'n",!'T'P npe)J.BH)J.eHH B 'i/\. 

aA.3 OT 30I1. 

KaTO npH YCAOBHHTa Ha H3B'bpmeH orAe)J. KOMHCHHTa KOHCTaTHpa, 'ie BCH'iKH 

ca nO)J.aJLeHH B paMKHTe Ha cpOKa, 06HBeH C B caHTa Ha AOI1 

nOKaHa 3a npOBe,iK,ll.aHe Ha npOLI.e.LJYpa no qA.I0 I a OT 30I1 3a B'b3AaraHe Ha 

nOp'bqKa, KaTO B'bpxy C'bmHTe C'bOTBeTCTBaT Ha H3HCKBaHHHTa 

Ha C'bmaTa, KaTO B'bpxy nAHKOBeTe e 0603HaqeHO HMeTO Ha C'bOTBeTHHH yqaCTHHK, aJLpec 3a 

KopecnoH)J.eHLI.HH, 3a Bp'b3Ka, npe)J.MeT Ha npOLI.e.LJYpaTa, HOMepaTa Ha o6oco6eHHTe 

n03HLI.HH, 3a KOHTO BHaCH npe)J.AO)KeHHe, KaKTO H BXOMm HOMep, C qac Ha nOCT'bnBaHe Ha 

C'bOTBeTHOTO npe)J.i\O)KeHHe B )J.eAOBO)J.CTBOTO Ha B'b3AO)KHTei\H. 

I1pe)J.ce)J.aTei\HT Ha KOMHCHSna npHCT'bnH K'bM oTBapHHe Ha ocpepTHTe no pe)J.a Ha 

THXHOTO nO)J.aBaHe. 

1. IlABK C BX. N!!5466/04.05.2016 r. B 11,30 '<I., nO)J.a)J.eH OT HEKOAAB" EOO,lt 
EI1K 831 C'bC ce)J.<Lmme H aJLpec Ha ynpaB1\eHHe: rp. MAaJLOCT, 

)K.K. KB. I1oAHroHa, 6YA. nQapHrpaJLCKO moce", lISA, npe)J.CTaBi\HBaHO OT 

KOAeB ynpaBHTe1\ c'b)J.'bp:tKa 2 nAHKa: nAHK A - 3a nO)J.6op" H ll1\HK B 
. I1pe)J.H )J.a npHCT'bnH K'bM oTBapHHe H npoBepKa Ha )J.oKYMeHTHTe, 

npe)J.CTaBeHH C ll1\HK qeTHpHMa OT q1\eHOBeTe Ha KOMHCHHTa nO)J.rmcaxa nAHK 

nperAe)J. Ha )J.oKYMeHTHTe 6eme YCTaHoBeHo, qe KaH)J.H)J.aT'bT e BHeC'bA 

npe)J.i\O:tKeHHe 3a o6oco6eHH HOMeHKAaTypHH e)J.HHHLI.H NQ 1.1, 1 1 1 
1.5, 1.7, 2.1, 3. 3.3,4.1 OT CneLI.HcpHKaLI.HHTa, KaTO nAHK A ",llOKYMeHTH 3a nO)J.6op" 

c'b)J.'bp:tKa CAe)J.HHTe )J.oKYMeHTH: 

1. CnHC'bK Ha )J.oKYMeHTHTe, c'b)J.'bp)KaI.IJ,H ce B ocpePTaTa, nO)J.nHcaH OT yqaCTHHKa; 

2. Y)J.oCToBepeHHe 3a aKTYaAHO npaBHo C'bCTOHHHe, c'b)J.'bp:tKamO EI1K HOMep­

3aBepeHo KonHe; 

3.AJLMHHHcTpaTHBHH CBe)J.eHHH 3a yqaCTHHKa - NQ 1 
4. JleKAapaLI.HH 3a AHnca Ha 06cToHTeACTBaTa no qA. 47, aA. SOT 30I1-06pa3eLI. NQ2; 

S.KonHe Ha CBH)J.eTeACTBO 3a C'b)J.HMOCT Ha ynpaBHTei\H; 

3a npHeMaHe Ha YCAOBHHTa B npoeKTa Ha )J.OroBOP 06pa3eLI. NQ3; 

''''fJ(.u-<,nfL 3a OCTaT'bqeH CpOK Ha ro)J.HOCT Ha )J.e3HHcpeKTaHTHTe, KOHTO me ce 

)J.OCTaBHT; 

8. OnHcaHHe Ha BCHqKH npo.LJYKTH; 

9. 3a )J.OKa3BaHe Ha C'bOTBeTCTBHeTO Ha npe)J.AaraHHTe 

npenapaTH C H3HCKBaHHHTa Ha 3aKoHa 3a 3amHTa OT Bpe)J.HoTo 

BemeCTBa H CMeCH ce npe)J.cTaBHT CAe)J.HHTe )J.OKYMeHTH: 

3a 	nycKaHe Ha na3apa Ha 

no qA.76 OT 3aKOHa 3a 3aI.IJ,HTa 

OT yqaCTHHKa KonHH Ha eTHKeTH; 

3a MHHHMaAHaTa npenop'bqHTeAHa KOHLI.eHTpaLI.HH Ha pa60TeH 

pa3TBOp, Be)J.HO C onHcaHHe Ha )J.03HpamaTa CHCTeMa H HeHHaTa nOMp'b:tKKa; 

·CHHMKa Ha )J.03HpamaTa CHCTeMa; 

.YKa3aHIUI 3a Un'A'T''''''''',",''' 

• KonHe OT I'Pn'T'VUnYA 

-TeXHHqeCKa BH)J. 3a )J.OKa3BaHe Ha C'bOTCTBHeTO Ha 

npe)J.i\araHHTe npo.LJYKTH 

10.3a )J.OKa3BaHe Ha C'bOTBeTCTBHeTO Ha npe)J.i\araHHTe npo.LJYKTH-Me)J.HLI.HHCKH 

H3)J.eAHH ce npe)J.cTassIT CAe)J.HHTe )J.OKYMeHTH: 

IJQW-¥1J'l 3a C'bOTBeTCTBHe -3aBepeHH KonHH; 

3a HaHeceHa nCE" MapKHpoBKa B'bpxy MeAHLI.HHCKOTO H3AeAHe, B 

C'bOTBeTCTBHe C H3HCKBaHHHTa Ha '11\.8 H qA.15 OT 3MM; 

-	 Ha npe)J.i\araHOTO MeAHLI.HHCKO H3AeMre Ha 

http:KOHLI.eHTpaLI.HH
http:JleKAapaLI.HH
http:nO)J.a)J.eH
http:n03HLI.HH
http:KopecnoH)J.eHLI.HH


• KonMe OT eTMKeTM, C r<n<>n",,,,cruA 1A'~""n·:-I 

HOCMTeA-3aBepeHM KOnMH; 

OT yqaCTHMKa KOnMe OT 3a BbBe)K,[l,aHe Ha CMCTeMa 3a 

ynpaBAeHMe Ha KaqeCTBOTO, B C'bOTBeTCTBl1e C M3MCKBaHMHTa Ha np¥!AO:>KeHMe II KbM 

93/ 

LU'c-nn" 3a T'bproBMH Ha e,ll.po C Me,ll.MQMHCKM M3,ll.eAMH 3aBepeHO KonMe; 

- Pa3peWeHl1e 3a npOMHHa Ha pa3peweHMeTO 3a T'bprOBMH Ha e,ll.po C Me,ll.MQMHCKM 

M3,ll.eAMH-3aBepeHO KonMe; 

-OTOpM3aQMOHHO nMCMO; 

OT yqacTHMKa, "Ie 3a npenapaT, KOHTO e Me,ll.MQMHCKO 

M3,ll.eAMe, 	He e M3,ll.B,ll.eHO pa3peweHMe 3a nYCKaHe Ha na3apa Ha npenapaT; 

KonMe OT 3a CbOTBeTCTBHe CbC CTaH,ll.aPT EN ISO 

1 
MHcpopMaQMOHeH 	AHCT 3a 6e30nacHoCT no qA.76 OT 3aKOHa 3a 3alQl1Ta OT 

Bpe,ll.HOTO Ha XMMMqHMTe BelQeCTBa M npenapaTM; 

-TIpenOpbKa OT OAHMnyc; 

-TeXHMqeCKa cneQMcpMKaQHH-B Ta6AMqeH BM,ll. 3a ,ll.OKa3BaHe Ha C'bOTBeTCTBHeTO C 

npe,ll.AaraHMTe Me,ll.MQMHCKM M3,ll.eAMH; 

11. PecpepeHQMM 3a T'bproBcKa 6p., 

12. )leKAapaQMH OTHOCHO CKAB,ll.OBMTe 6a3M, MOTopHMTe npeBo3HM Cpe,ll.CTBa, 3a 

nepcoHM BbB cpMpMaTa; 

13. )leKAapaQMH OT cpMpMa B KOHTO ,ll.eKAapMpa, "Ie C'blQaTa M3BbpwBa 

Cne,ll.MQMHTa Ha npO,ll.aBaHMTe OT EKoAa6 npenapaTM-3aBepeHo KonMe; 

14. 9001 
15.TexHMqeCKO BCMqKM 

n03MQMM. 

fIAMK -Cb,ll.bP:>Ka 4 6p. nMIKOBe 3a BCHKa OT,ll.eAHa 

o6oco6eHa n03MQMH, 3a KOHTO KaH,ll.M,ll.aTa Y"IaCTBa. 

2. IlABK C BX. N!"!5572/09.05.2016 r. B 10,00 ~ •• nO,ll.B,ll.eH OT "MEllHUHHCKA 
TEXHHKA HHlKEHEPHHr" OOll, EI1K 831641528, C'bC Ce,ll.MMlQe M B,ll.pec Ha 

ynpaBAeHMe: rp. COCPMH, paHoH "MAB,ll.OCT", :>K.K. "MAB,ll.OCT 1 ", 6A. 285, npe,ll.CTaBAABaHo OT 

ynpaBMTeAA MOHKa XpMCToBa XpMcTaHoBa C'b,ll.bp:>Ka 2 nAMKa : nAMK A ".llOKYMeHTM 3a 

nO,ll.6op" M nAMK 5 "UeHoBo npe,ll.AO:>KeHl1e". TIpe,ll.11 ,ll.a npl1CT'bnM KbM oTBapHHe M 

npoBepKa Ha ,ll.oKYMeHTMTe, npe,ll.CTaBeHM C nAMK A, qeTMpMMa OT qAeHOBeTe Ha KOMI1CMHTa 

nO,ll.nl1caxa nAI1K TIPM nperAe,ll. Ha ,ll.oKYMeHTI1Te 6ewe 

YCTaHoBeHo, "Ie KaH,ll.M,ll.aT'bT e BHeC'bA npe,ll.AO:>KeHl1e 3a o6oco6eHM 

HOMeHKAaTypHI1 	e,ll.MHMQI1 NQ, NQ 1.1,1.2,1 1. 1.6,1 2.2,3.1,3.2,3.3, 

KaTO nAMK A 3a nO,ll.6op" Cb,ll.bp:>Ka CAe,ll.HMTe 

,ll.0KYMeHTI1: 

1. )leKAapaQIUI 3a EI1K / OpHTMHM/; 

2. MMMHI1CTpaTI1BHM CBe,ll.eHMH 3a yqaCTHMKa -no 06pa3eQ /opMrMHM/; 

3.)leKAapaQmr no qA.47 OT 30TI-no 06pa3eQ /opMrMHM; 

4. CBI1,ll.eTeACTBa 3a C'b,ll.MMOCT /KonMH, 3aBepeHM OT yqaCTHMKa/; 

5. 3a OCTaT'bqeH CpOK Ha ro,ll.HOCT / opMrMHM/; 

6. 3a npMeMaHe YCAOBMHTa Ha ,ll.oroBopa-no 06pa3eQ /opMrI1HM/; 

7. 3a nYCKaHe Ha na3apa Ha 6MOQM,ll.M, I1HcpopMaQMOHHM AMCTM M YKa3aHMH 

3a npO,ll.JKTMTe CbC CTaTYT Ha 6MOUI1,ll.M /KOnMH, 3aBepeHM OT yqaCTHMKa/; 

8. MHcpopMaQMH 3a MMHMMMHaTa npenopbqMTeAHa KOHQeHTpaQMH M ,ll.03MpaHe / opMrMHM/; 

9.)leKAapaQMH 3a C'bOTBeTCTB11e, AMCTM 11 YKa3aHMH 3a npo,ll.JKTMTe CbC 

CTaTYT Ha Me,ll.MQMHCKM M3,ll.eAMH /KOnMH, 3aBepeH11 OT yqaCTHI1Ka/; 

1 3a HaHeceHa Ha ocpepMpaHMTe npo,ll.JKTI1 / Opl1rMHM/; 

11. OTOpM3aQl10HHM nMCMa / KonMH, 3aBepemr OT yqaCTHI1Ka/ CePTl1cpMKaTI1 3a Ka"IeCTBO 

ISO 	 Ha np0I13BO,ll.MTeAI1Te /KOnI1H, 3aBepeHl1 OT yqaCTHMKa/ CE B C'bOTBeTCTBMe C 

93/42/EEC /KOnMH, 3aBepeHl1 OT yqaCTHI1Ka/; 

http:TIpe,ll.11
http:nO,ll.B,ll.eH


12. lleKAapall.M.H, 'Ie 3a ocpepMpaHMTe npenapaTM HHMa M3,[(a,neHO pa3perneHMe 3a nycKaHe 
Ha na3apa C'brAaCHO 33BBXBll, B KOeTO ,[(a ce npe,[(BM)K,LI.a M ,[(p. npMAO)KeHMe OCBeH 3a 
lle3MHcpeKU,M.H Ha Me,[(Mll.MHCKl1 M3,[(eAHH 

3a T'bprOBl1.H Ha e'[(po C Me,[(l111,MHCKl1 M3,[(eAM.H + llpoMeHM 
3aBepeHM OT 
14. OnMcaHMe M TeXHM'IeCKMTe C'bop'h)KeHl1.H (MllC) , C KOMTO KaH,[(l1,[(aTa 

pa3nOAara 3a M3n'bAHeHl1e Ha nOp'h'IKaTa, BKA. 11 CKAa,nOBl1 nOMelU.eHl1.H 

15. 113,[(a,neH OT axpe,[(l1Tl1paHl1 Al111,a 3a CepTl1cpl1Ka11,HH Ha CMCTeMl1 3a 

ynpaBAeHl1e Ha Ka'IeCTBOTO ISO 9001-2008 Ha Y'faCTHl1Ka; /KonMe, 3aBepeHl1 OT 

Y'IaCTHl1Ka/ ; 

16, PecpepeHll.l1M 3a ,[(o6pa T'bproBcKa penyTa11,HH /HoTapl1aAHO 3aBepeHM KOnM.H/; 

17. TeXHM'IeCKa ocpepTa - no /opMrMHaA/; 

18. TeXHM'feCKa Cnell.McpMKalJ,M.H 3a C'bOTBeTCTBMe /opMrMHaA/, 

llAMK B: 

1 
2. 

3. IIABK C ax. N!!5574/09.05.2016 r. a 10,20 "I., no,[(a,neH OT "fipo cz,apMaIuls" 
EOOA. EI1K 131249698, C'bC ce,[(aAl1lU.e M a'[(pec Ha ynpaBAeHMe rp. COCPl1.H 1303, paMoH p­
H B'b3pruK,ll,aHe, 6YA. "MH)K. I1BaH I1BaHoB" NQ70B, npe,[(CTaBAHBaHO OT ynpaBMTeAH 
feoprM BeceAHHoB llacKoB c'b,[('bp)Ka 2 nAMKa : nAMK A - ",llOKyMeHTl1 3a no,[(6op" M nAMK B 
"UeHoBo . llpe,[(M ,[(a npMCT'bnM K'bM OTBap.HHe M npoBepKa Ha ,[(oKyMeHTMTe, 
npe,[(CTaseHM C nAMK A, 'IeTMpMMa OT 'fAeHOBeTe Ha KOMMCM.HTa no,[(nMcaxa llAMK 

nperAe,[( Ha ,[(oKYMeHTMTe 6erne YCTaHoseHo, 'Ie KaH,[(M,[(aT'bT e BHeCnA 
npeMO)KeHMe 3a o6oco6eHM HOMeHKAaTypHl1 e,[(MHMll.M NQ, NQ 1 1.6, 2.1, 2. 
3.1, 3.2, 3.4 M 4.1 OT KaTO nAMK A C'b,[('bp)Ka 
CAe,[(HMTe ,[(oKyMeHTH: 
DauKa N!!l: 
1. CnMC'bK Ha ,[(oKYMeHTMTe, c'b,[('bp)KalU.M ce B ntT\prVT'Q,'T'<::I 


<.n;,ro..,'n<>'l"l,rOUU cse,[(eHM.H NQ 1/ ; 

3.I1HCPOPMall.M.H 3a 

4. lleKAapa11,M.H no 'IA.47, aA.5 OT 30ll /o6pa3e11, NQ2/; 

5. 	CBM'[(eTeACTBO 3a C'b,[(MMOCT-3aBepeHO KonMe; 


3a npMeMaHe YCAOBM.HTa B npoeKTa Ha ,[(orOBOp /o6pa3e11, NQ3/; 


3a OCTaT'b'IeH CpOK Ha ro,[(HOCT; 


,[(oKYMeHTM 2 6p. 0pMrMHaA; 


9. EO 3a Ka'IeCTBO Ha npoM3Bo,[(MTeAH-3aBepeHo KonMe; 

10. 3a T'bproBl1.H Ha e,[(po C Me,[(Mll.MHCKM 113,[(el\H.H Ha yqaCTHl1Ka-3aBepeHo 

KonMe; 

11. lleKAapa11,M.H pa3perneHl1e 3a nycKaHe Ha na3apa C'brAaCHO 3aKoHa 3a 3alU.MTa OT 

Bpe,[(HOTO OT XMMM'IHM SelU.eCTSa M CMeCM; 

12. ,-",Jnun¥! OT ,[(pyrM B'b3AO)KMTeAM-3 0pMrMHaA; 

13. ISO 9001:2008 Ha Y'IaCTHMKa-3asepeHo KonMe; 

14. TeXHM'IeCKa ocpepTa C TeXHM'IeCKa 

fiauKa N!!2- 3a o6oco6eBB U03BJI.BB NSlNSl1 B 2 ca upe,ACTaaeBB 3aaepeBB KOUBS Ba 

CAe,ABBTe ,AOKYMeBTB: 

1. 	 AMCT 3a oe30na.CH[OC 

2. 	 3a C'bOTBeTCTSMe; 

3. I1HCTPYK11,MM 3a ynOTpe6a; 

4. 
3a o6oco6eHM 	 n03M11,MM N2NQ3 11 4 ca npe,[(cTaseHM 3asepeHM KOnM.H Ha 

http:U03BJI.BB


1. I1HCpopMaUYlOHeH AHCT 3a 6e30nacHoCT; 

2. Pa3perneHHe 3a nycKaHe Ha na3apa 3a 6HOUH.Ll.; 

3. I1HCTPYKUHH 3a 

4. 

fIAHK B 

4. IlABK C BX. N.25576/09.05.2016 r. B 10,20 'lI., nO.Ll.MeH OT 
ME.llHUHHCKA HH.llYCTPHSI" EOO.ll, El1K81418 C'hC Ce.Ll.aAHll.l.e H Mpec Ha 
ynpaBAeHHe: rp. BeMIKo 5000, 06A. BeAHKo yA. 
NQ81 a, npe.Ll.CTaBAHBaHO OT EBreHH ynpaBHTeA c'h.Ll.'hp)Ka 2 nAHKa: 
nAHK A - 3a H nAHK B - »LleHoBo .Ll.a npHCT'hnH 
K'hM OTBap5iHe H npoBepKa Ha .Ll.oKYMeHTHTe, npe.Ll.CTaBeHH C nAHK A, qeTHpHMa OT 
qAeHOBeTe Ha KOMHCH5iTa nO.Ll.nHcaxa nAHK B-»LleHoBo npeMO)KeHHe". rJpH nperAe.Ll. Ha 

.Ll.oKYMeHTHTe 6erne yCTaHoBeHo, qe KaH.Ll.H.Ll.aT'hT e BHeC'hA npe.Ll.AO)KeHHe 3a 060c06eHH 
HOMeHKAaTypHHe.Ll.HHHUH 	 NQ, 1 1 2.1,2 3.1, 3.4H 

KaTO nAHK A 3a nO.Ll.60p" c'h.Ll.'hp)Ka CAe.Ll.HHTe 
.Ll.0KYMeHTH: 

CnHC'hK Ha .Ll.oKYMeHTHTe, c'h.Ll.'hp)Kall.l.H ce B nrt'PYVT'<:'''T'Q 

1. 	 3a BnHCBaHe B T'hproBCKH5i perHCT'hp OT no BnHCBaHH5iTa; 
2. 	 CBe.Ll.eHH5i 
3. -,-,-,-,n.n,u. 3a OTC'hCTBHe Ha 06CT05iTeACTBaTa no qA.47 aA.5 OT 30Il 
4.KonHe Ha CBH.Ll.eTeACTBO 3a C'h.Ll.HMOCT 
5. 3a npHeMaHe Ha YCAOBH5iTa Ha npOeKTO-.Ll.oroBopa 
6. 3a OCTaT'hqeH CpOK Ha ro.Ll.HOCT 
7. 3a nycKaHe Ha na3apa Ha 6HOUH.Ll.HH npenapaTH, H3.Ll.a.Ll.eHH OT M3 
8.l1mpopMaUHoHHH AHCTH 3a 6e30nacHocT Ha npeMaraHHTe npo.LJ.YKTH 
9. ETHKeTH Ha npeMaram1Te npo.LJ.YKTH 
10.0nHcaHH5i Ha npe.Ll.AaraHHTe npo.LJ.YKTH 
11. I1HcpopMaUH5i 3a MHHHMaAHa npenop'hqHTeAHa KOHueHTpaUH5i Ha pa3TBop 3a 
nepnapanITe OT 060co6eHa n03HUH5i NQ 1 
12. OnHcaHHe Ha .Ll.03Hpall.l.aTa CHCTeMa 3a npHroTBS'me Ha pa3TBopH 
13. 3a B'hBe.Ll.eHa CHCTeMa ISO 14001:2004 
14. TeXHHqeCKa B Ta6Aw-reH BH.Ll. B nAHK N22 3a H3n'hAHeHHe 
Ha 
15. 3a C'hOTBeTCTBHe Ha Me.Ll.HUHHCKOTO H3.Ll.eAHe 
16. 3a HaHeceHa CE MapKHpoBKa 
17. 3a Ha Me.Ll.HUHHCKOTO H3.Ll.eAHe 
18. 3a T'bprOBH5i Ha e.Ll.po C Me.Ll.HUHHCKH H3.Ll.eAH5i 
19. LlCl'V"" 

20. 	 3a ynpaBAeHHe Ha KaqeCTBOTO ISO 13485:2003 
21. KonHe Ha .Ll.eKAapaUH5i 3a C'hOTBeTCTBHe Ha Me.Ll.HUHHCKHTe H3.Ll.eAH5i C H3HCKBaHH5iTa Ha 

93/42/EEC 
3a T'hprOBCKa penyTaUH5i 
3a TeXHHqeCKOTO 	 CKAMOBeTe H MrJC 
3a KaqeCTBO ISO 9001:2008 

25. TeXHHqeCKO npeMO)KeHHe 
qe H5iMa .Ll.a nOA3BaT nO.Ll.H3n'hAHHTeAH 


npe.Ll.AO)KeHHe-rIAHK 


KOMHCH5iTa YCTaHoBH, qe yqaCTHHUHTe ca npe.Ll.CTaBHAH H3HCKBaHaTa TeXHHqeCKa 
K05iTO ueAH .Ll.OKa3BaHe C'hOTBeTCTBHeTO Ha npe.Ll.AaraHHTe .Ll.e3HHcpeKTaHTH C 

onHcaHHTe TaKHBa B TeXHHqeCKaTa 	 Ha B'h3AO)KHTeAH. C'hrAaCHO 
H3HCKBaHH.Sna, C TeXHHqeCKaTa 	 ce npe.Ll.CTaB5i C .Ll.oKYMeHTHTe 3a 

C ueA oueHKa C'hOTBeTCTBHeTO Ha npeMaraHHTe OT ),,-{aCTHHKa npo.LJ.YKTH, KOeTO ce 
5iB5iBa OCHOBaHHe 3a .Ll.OnYCTHMOCT Ha npeMO)KeHHeTO, HaAHUe e H H3HCKBaHe C'hC 

.Ll.a ce npHAara KaTO npHAO)KeHHe K'hM TeXHHqeCKaTa H B'hnpeKH, 
qe He e npe.Ll.MeT Ha oueHKa, C'hll.l.OTO e HaAO)KeHO OT B'h3AO)KHTeAH C UeA 

http:6HOUH.Ll.HH
http:nperAe.Ll
http:6HOUH.Ll


,uOKa3BaHe C'hOTBeTCTBl1eTO Ha ,uaHHI1Te, nOCOqeHI1 B TeXHl1qeCKaTa Ha 

npe,L':(AaraHI1Te 11 ,uaHHI1Te OT I.I,eHOBOTO npeMO>KeHl1e. 

KOMI1CI1HTa npl1CT'hnl1 K'bM pa3rAe>KAaHe Ha C'hOTBeTCTB11eTO Ha npeMaraHI1Te OT 

YQaCTHI1I.I,I1Te C Onl1CaHI1Te TaKI1Ba B TeXHI1QeCKaTa CneI.I,I1¢I1KaI.I,I1H Ha 

B'b3AO)KI1TeAH,C'brAaCHO npe,uCTaBeHaTa B Ta6AI1QeH BI1,u TeXHI1QeCKa CneI.I,I1¢I1KaI.I,11H 

uvnnu.u. C nOn'bAHeHI1 ,uaHHI1 3a O¢epl1paHI1Te OT yqacTHI1I.I,I1Te, a I1MeHHO: 

HOMep 11 Hal1MeHOBaHl1e Ha 

T'bprOBCKO HaI1MeHOBaHl1e, 

KOHI.I,eHTpaI.I,I1H Ha pa3TBOp B % 11 eKCn03HI.I,HH, OKOHQaTeAHa OnaKOBKa 

I , npe,uHa3HaQeHa 3a T'bproBcKa e,uI1HHI.I,a MHpKa, 

KOAHQeCTBO OT e,uI1HI1I.I,a MHpKa (12 MeCeI.I,a). 

3a I.I,eATa Ha npoBepKaTa Ha npeMO)KeHI1HTa 3a C'bOTBeTCTBl1eTO HM C 113HCKBaHHHTa 

Ha 

nOCOQeHI1 B TeXHHQeCKaTaB'b3AO>KHTeAH no OTHOllleHl1e Ha 

I1QPI1Kl'lI.I,I1H KOMI1CI1HTa 113roTBH CAe,uHaTa 

eAHHCTBeHO H CaMO 3a cneUHcPHKaulBlTnHiOKCaJl 
Jle3HHcPeKUlBl Ha 110B'hPXHOCTH; a 
./ Lla ca C'bBMeCTHMH C 


pa3AU'lHHTe MaTepUa-\H,OT KOHTO 


ca HanpaBeHH rrOBbpXHOCTHTe. 


./ Lla ca c llmpOK cneKTbp Ha 


JleiICTBHe: 


6aKTePHUHJlHO,BKA.ry6epK)'AOUH 


JlHO, 


JlOKa3aHO npH rrOB'hpXHOCTH; 

./ Lla ce npeJlCTaBH Jl03Hparua 


CHCTeMa,3a rrpHroTBHHe Ha 


pa60THH pa3TBopH B 


Heo6xoJlHMaTa KOHueHTPaI.lKH: 


Y'IaCTHHK 

nPEIIAPATH 3A ,llE3HH4;)EKUWI HA nOB'bPXHOCTH 
BOAHH'leH HHBeHTap. KOpHJlOPH. CaHHTapHH Bb3AH, rrOJlAOrH, 

orrepauHoHHH 3aMI, AeKapCKM Ka6HHeTH, aCaHCbOpH H 

"MTH" OO,ll "npo "xMH"EOO,ll 

1.1. C 3JUleXHLUI H3 

BOLlH3 OCHOB3 C Jle3HHcPeKUHparuo Jlei:%CTBHe. 

r.1YT3pOB ,ilH3Jl,ileXH,il If 

C'b'leTaBaT rrO'lHCTSaruo H 

Lla ca rrpeJlHa:lHa'leHH 

HHIUlAHH 

panHD; 

npenapaTbT 

onoBapH Ha 

H3HCKBaHlBlTa B 

Deconex 50 FF­
:HeCbOTBeTCTBHe, 

~pMaUHII" 
EOO,ll 

rOBapH Ha 

3HCKBaHlBlTa B 

neUHcPHKaulBlTa 

./ Lla ce npeACTaBHT B 


onaKOBKH OT Ty6H AO 10 AHTpa; 


Antos Oxi Floor­

nOMelJJ,eHHH: H 3a 

1.2. 3a PHCKOBH He C'bAbp)!{aT HHIUI.!I;HH 

panHD; nperrapaTbT 


Ae3HH4IeKUHII 
 ./ Cb'leTaBaT rrO'lHCTBaruo H oTrosapl'l Ha 

Ha nOB'J.pXHoCTH 

nperrapaTbT 

H3HCKBaHHHTa B 

./ Lla ca c llmpoK cneKTbp Ha 

Jle3HH!:peKl(Hparuo Aei:ICTBHe. OTroBapH Ha 

H3HCKBaHlBlTa B cneUHcpHKaulBl 

Jlei:%CTBHe :6rucrepH1..\HAHO Ta 

(BKA.Tbc,MRSA),cP)'HrHUHJlHO,BH 

cneUHcPHKaulBlT a 
a 

pycoUHJlHO 


(Adeno,Rota,Vaccinia,Polio) H 


(HBV, 


./ Lla npHTe)!{aBaT cnOpOUHJlHH 


c8oi:%CTBa eKcn03HUlBl JlO 60 

MHHyTH; 


./ Lla ca CbBMeCTHMH C 


pa3AH'lHHTe MaTepHaAH,OT KOHTO 


ca HanpaBeHH nosbpXHOCTHTe. 


./ Lla ce Jl03HpaT AeCHO H Jla ce 


npeJlCTaBl'lT C'bOTBeTHHTe 


,I..J,\J' ••mp0lW.l1 YCTpoi:%cTsa 


eKCIl03HWffi H HHCKa 


a60TIfa KOHueH1 aulBl; 


Ha 

B 

http:mp0lW.l1


nPEIlAPATH 
AEP030AHO 
npHAAI'AHE 

3A 

1.5. C aep030AHO 
IIpHAa'l'aHe 3a Tpy.D.HO 
AOCT'I>IIHH IlOB':bPHOCTH 
H S':bp3a 
Ae3BBq,eKIlHH(roTO B 
pa3TBopi 

1.6. 3a MeAH1I,HBCKH 
H3Jl,eAHR C 
'1YBcTBBTeAHH 
IlOB':bPXHOCTH(roTOB 
pQ3TBopl DOA q,opMaTa 
Ha IlRHa 

,( 11a ca npHhOJKHMH 3a 

.ne3HHcpeKlJJlSI Ha nOffbpXHOCTIl B 

HeOHaTOhOrYlSI (KYBb03Hj H 

HHTeH3HBHH OT.neheHIDL 

,( 11a Cb'!eTaBaT nO'!HCTBaw.O II 

.ne3HHcpeKUHpaw.O .netiCTBlIe. 
,( 11a ca CbBMeCTIlMH C 

pa3hll'IHHTe 

KORTO ca 

MaTepHai\H,OT 

HanpaBeHH 

nOffbpXHOCTlITe; 

,( 11a ca C npH>lTeH,He.npa3Hem 

C HlICbK Hi\lI i\HnCBaw. 

npurOTBHHe 

aBTOMaTll'!Ha 

CHCTeMa 3a 

Ha pa60nill 

pa3T80pH B Heo6xoAHMaTa 

KOHueHTp8UlUI; 

a ce npe.nCTaB>lT B OnaK08KH OT 

6H.nO 10 h; 

,( 11a ca C mupoK CneKTbp Ha 

.neHcnme: 

6aKTepIlUllAHO(8M.Tbc), 

CPYHrHIUiJl,HO, 8HpyCOUHJl,HO H 

8HpycHeyrpai\H3Hpaw.O 

(HBV /HIV) H CnOpOUHAHO 

.neHCTBlIe; 
if 11a ca c 

KOHueHTp8UlUI 

HHCKa 

II 

pa60THa 

KpaTKo 

eKcn03HUHOHHO BpeMe; 

11a ca B Ta6t1.eTHpaHa cpopMa 3a 

.na ca y.n06HII H tl.eCHH 3a 

.no:m aHe; 

11a ca Ha MKOXOi\Ha 

OCHOBa; 

11a oCHryp5!BaT 6bp3a 

.ne3HHcpeKUlUI / OT 1 
MHHyTa/; 

11a ca C mHpoK cneKTbp 
Ha .nell.CTBHe 

6aKTepHUH.nHO 

(8M.Tbc), 

CPj'HrHUH.nHO,8HPYCOUH 
.nHO 

Rota,Noro) H 

8HpYCHeyrpai\H3HpamO 
(HBV,HCV,HIV) 

if 11a ce npeMara H 8 

OnaKOBKa CbC cnpeJ! 

nOMna. 

if 11a ca Ha MKOXOi\Ha OCHOBa; 

if 11a He Cb.nbpmaT 

X1\OpXeKCH.nHB: H ryaHHAU; 

HH1I.HJlHH npo­
npenapaTbT 

OTroBap>l Ha 

H3HCKBaHH>lTa B 

cneUHcpHK8UH>lT 

a 

eAHK8.pHH­
i\lInCBa 

cpYHrHUHJl,HO II 

CI'lOPOUH.nHO 

.nel1cT8He 

npenapaTbT He 
oTroBa~R Ha 

H3HCK8aHflSlTa 8 

cneuncpnK8Ururr 

a 

HHUH.D.HH 
AHxyHA­
npenapaTbT 

OTrOBap5! Ha 

H3HCKBaHlUITa B 

cneUHcpHKalUffiT 

a 

Sudanios 
Premium 
CbOTBeTCTBHe C 

H3HCKBaHH>lTa 3a 

npenapaTa, HO 

i\lInCBa .n03Hpaw.a 

aBTOMaTII'!Ha 

CMeCIITei\Ha 

CIICTeMa He 
oTrosapll Ha 

II3HCKBaHH>lTa B 

cneUHcpHK8UH>lTa 

orkleen­
npenapaTbT 

OTroBapH Ha 

H3HCKBaHH>lTa B 

cneUHcpHKauHSlTa 

Aniospl'ay Quick­
npenapaTbT 

OTrOBap51 Ha 

H3HCKBaHlUITa 8 

cneUHcpHKaulUl 

a 

Surfasafe­
lUIMa .naHHH 3a 

Ta Ha 

npenapaTa 

npenapaTbT He 
oTroBaRR Ha 

H3HCKBaHHHTa E 

cneUHcpUKatUlSITa 

MeAHCeIITOA 
HOBa 
<i>oPMYAa 
npenapaTbT 

oTroBap.ll Ha 

H3HCK8aHlUITa 

B 

cneUHcpHK8UH 

l'l 

Ta 

MeAHCelITOA 
CZl>0YM nlO':bp 
npenapaTbT 

OTrOBap>l Ha 

H3HCKEaHl-lSITa 

B 

cneUHcpHK8UH 

l'l 

Ta 

KM-

Ha 

B 

Mi Tabitez 56­
npenapaTbT 

OTroBapl'l Ha 

H3HCK8aHlUITa 8 

cneUHcpHK 8UH>lT 

a 

_____ m .. ________ 

Ha 

B 



virus,Papova virus,Polioma 

virus, Rota virus,Vaccinia 

virus,Adeno virus,AlITHBHH 

cpewy KancYAHp81Ui 

BHPYCH) 

./ KpaTKa eKCI103HUH.H : jlO 1 
MlIH'Ta. 

1.7. 3a MeAHIlHHCKH 
H3AeAHJI C 
"I:YBcTBHTeAHH Ha 
aAHOXOA nOB'hpXHOCTH -
nO"l:HCTBam.H H 
Ae3HHljJexIlHpam.H 
K'hpnH"IXH 3a 
eAHoKpaTHa ynoTpe6a 

- Be3 C'bjl'hp:lKaHHe Ha aAKOXOh; 

[OTOBH 3a ynOTpe6a; 

AKTHBHH cpewy 6aKTepl{I{ 

(BKA.Tbc), jlP0)KjlI{, rb6H, 

BHPYCH: (HBV,HIV,HCV); 

OUaKOBKaTa jla C'bjl'hp:lKa 

MHHlIMJM 120 6p. K'hpnH'{KH 

Ca8H KAOT 
ArrHB 

I1pel1apaT'hT 

OTrOBap5! Ha 

H3HCKBaHH.HTa B 

cneum:pHKanH.HT 

a 

Wipanios­
OnaKOBKaTa 

c'hjl'hp:lKa 100 6p. 

K'hpnW!KH­

I1pel1apaT'hT He 
OTl"OBapJI Ha 

H3HCKBaHH.HTa B 

Cl1eum pHKanH.HTa 

OBOCOBEHA n03HUIDI :H!! 2 .llE3HH4>EKUIDI HA 
ME.llHUHHCKH HHCTPYMEHTAPHYM H 

TEPMOAABHAHH MATEPHAAH 
lla ca npejlHa3Ha"leHH caMO H ejlHHCTBeHO 3a 06pa6OTKa Ha 

HHCTpYMeHTH (CE-MapKHpOBKa). 

,/ 	 lla XeAHnyp X HAD CROll CE­CeKYcenT 
He jlOCTI1TaaHTliKOP03110HHlI 4>0pTe­	 Jl.I\lOC H 

2.1. npenapaT8 :sa IIHXH611ToplI; HHIlHAHH -npenapaT'hT cnOpHUHjlHO 

Ae3HHljJeKIlHH Ha ,/ lla C'bjl'hp:m:aT MHHHMJM 2,5% panHA He ce jleilCTBHe jlO 60 
MeAHIlH8CKH PhYTapoB aAileX.Hjl; I1pel1apaT'hT IBI10h3Ba 3a MHH., a e 120 
HHcTpYMeHTapHYM, ,/ lla 6"bjlaT C KpaTKa OTfOBap5! Ha CTYjleHa MHH.­

eKcn0311UHlI- jlO 10 MHHyTII; H3HCKBaHIUITa B XHM.CTepIlAH3 rrpenapaT'hT He 
CT'hKAaPHH, ,/ 3a BHCOKOCTeneHHa c l1eu m pHKaIllUlT al{H.H­ OTl"OBapH Ha 

eHAOCKOIlCKa jle3HHcj:leKUH.H/CTYjleHa a rrpenapaT'hT H3HCKBaHH.HTa B 

anapaTypa H ApyrB XHMH"'{eCKa cTeplIAH3allHlI; He OTl"OBapH cneUIlcj:lHKaUH.HT 

TepMOaa6BAHH ,/ lla ca c WIlPOK cneKT'hp Ha Ha a 
MaTepBaAH, Ha jlefiCTBHe: 6aKrepHUHjlHO H3I1CKBaHH.HTa 

OCHaBaTa Ha rAYTapoB (BKA. B 

aAAeXHA(re"leH !jJYHPHUHjlHO, Cl1eumpHKalXH 

5!TaKOHueHTpaT) 

CI10POUHjlHO jlefiCTBlle; 

,/ 	 n'hAHO crrOpOUHjlHO jlet\CTBHe 

jlO 60 MIIHJTIi; 

,/ 	 C TPailHOCT 

Ha I1penapaT. 

,/ 	lla C'b'leTaBaT 110"lHCTBaIUO H 

jle3IiH!jJeKUHpa.J.Uo jlefiCTBHe; 

HMI llepocTep,/ 	lla C'b'leTaBaT 110'lHCTBa.J.UO Ii CeKYcenT niosept activ­ CTa6uMeA2.2. npenapaTH 3a 
Ae:SHHljJeKIlHH Ha jle3I1H!jJeKIlHPa.J.Uo jleHCTBHe; 

MeAHIlHHCKH ,/ lla ca C l.ll.HpOK CneKT'hp Ha 

HHcTpYMeHTapHYM, jleUCTl'lHe: 6axrePHUlijlHO 

aa6opaTopHa (SKA. Ty6ePKYAOUHjlHOJ, 

CT'hKAaPHH, 
eHAOCKOnCKa 
anapaTYpa H ApyrH 
TepMOaa6BAHH 
MaTepHaAH C aKTHBeH cnOpOUHjlHO jleUCTBlie; 

,/ lla He YBpe:lKjlaT 

MaTepliaAHTe,OT KOIiTO ca 

HanpaBemI 06eKTHTe Ha 

CTepHfI.H3anl-ffi ; 

,/ 	 npHAaraHeTO liM jla He e 

CB'hP3aHO c jlOll'hAHHTeAHIf 

YChOBH.H: 

TeMneparypa,jlo6aH51He Ha 

aKTliBaTOp Ii jlp. 

,/ EKCn03liUHlI jlO 15 MHHJTH; 

./ lla C'bjlbp:m:aT lIHXII6HTOPH Ha 

KOp03H.HTa; 

,/ lla ca npllhO:lKHMlI 3a CTYjleHa 


XlIMH"leCKa CTepHAH3aJ.l.1ffi; 


3a eHjlOCKOnU jla ce 


AXTHB­ pel1apaTbT YATpa 
I1penapaT'hT TfOBaplI Ha npenapaT'hT 

oTroBapH Ha 3HCKBaHH.HTa B OTI'OBap5! Ha 

H3HCKBaHH.HTa B neum:pHKawUITa H3IiCKBaHH.HTa 

BcneUIicj:lHKalUUIT 

cl1eU Hcj:lnKaUH 

$ITa 
a 

CE­
HeC'bOTBeTCTBHe 

nopMH HaAll"lHe 

Ha U3HCKBaHH.H 

3a TeMnepaTypa 

(35°C) Ha 

BOjlaTa­

rrpellapaT'hT He 
OTl"OSapH Ha 

1i3HCKBaHHlITa B 

crreUII !jJHKanH.HT 

a 

http:jJHKanH.HT
http:jle3I1H!jJeKIlHPa.J.Uo
http:110'lHCTBa.J.UO
http:jle3IiH!jJeKUHpa.J.Uo


11a 

rrpenCTaBHT nperropbKH 3a 

H3rrOA3BaHeTO HM OT BOneIIJ;H 

rrpOH3BOnHTei\.H Ha eHnOCKorrCKa 

TeXHHKa. 

2.3. TIpenapaTH 311. 
npeACTepHAH3aunoHHa 
o6pa6oTKa Ha 
HHCTpYMeHTH H 
TepMOAa6HAHH 
MaTepHaAH,6e3 
aAAexHAH,HHnaUHA, 
cpeHoAH,6HryaHHAHH 
(TeqeH KOHueHTPaT) 

OBOCOBEHA TI03HUIDI N~3 TIPEIIAPATH 3A 

XHf'HEHHA H XHPYFf'WlHA .llE3HHcz,EKUIDI HA P'bUE 


3.1. TIpenapaTH 
XHr&eHHa H 
XHpyprH'IHa 
Ae3HHcpexUBR Ha p'loue 
Ba 6a3aTa Ba 
xOM6HHaunH OT 2 
I!.AHoXOAa,6e3 HaAH'lHe 
Ha '<lAC H 
6eH3aAHOHHeB XAOPHA 

3.2.TIpenapaTH 3a 

XHrHeHBa H 

Ha p'loue 
H npeAonepaTHliHO 
H3MHIBaHe /H:hnaHe/ 
Ha TJLII.O,c'loA'loplKamB 4 
% XAopxeXCHAHH, 
rOTOli pa3TlIOp 

3.3. TIpenapaTH 3a 

XHrBeHBa H 
XH rB'iHa 

./ lIa Cb'leTaBa rrOqHCTBaruo H 

neftCTBHe; 

./ lIa e C umpOK crreKTbP Ha 

neftcTBHe OaKTepHUHnHO 

UHnHO,BHpYCOUHnHO 

neiiCTBHe (HBV,HIV,HCV 
Poliovirus,Adenovirusj; 

./ lIa Cbnbp)Ka HHlrnOlITOPH Ha 

KOp03H.lITa; 

./ lIa He yBpe~a 
MaTepmlAHTe,OT KOlITO ca 

HanpaBeHH lrnpyprHqlU!Te 

HHCTpYMeHTH H 

TepMOAaOHi\.HHTe MaTepHai\.H; 

./ Ee3 nonbAHHTei\.HH 

H3HCKBaHIDI 3a nOOaBKa Ha 

aKTHBaTOpH; 

./ lIa npHTe)KaBaT npH>!THa 

H3MaMH 

XAopxeKCHJUIHrA1OKOHaT; 


./ lIa ca c crreKTbp Ha 


if lIa ca XHnOaAepreHHH,na He 

OKa3BaT HeraTHBHO BAHHHHe 

BbPXY KO)KaTa Ha pbUeTe; 

./ 	lIa ca HaooraTeHH c 

OMeKOTHTeAH 3a KO)Ka; 

./ 	 C .n.OKa3aHO 1T'J"A"rIT1"l'l!;ll'1() 

OCTaTb'IHO I!f'tiCTBHf' 

MHH}'TH; 

./ 	 C ObP30 neHCTBHe no 2 
MHHyTH 3a XHpypl'H'IHa 

.n.e3HHcpel.li\HH, .n.o 30 ceK)'HnH 

3a XHrHeHHa .n.e3HHcpeKUIDI; 

./ 11a Cb'leTaBaT MHelUO c 

ne3HHcpeKL\Hparuo .n.eHCTBHe 
./ 	11a npHTe)KaBaT lllHpOK 

cneKTbp Ha .n.efiCTBHe-

OaKTePHL\HlUW, 

ryoepXYAOUHnHO, 

cpYHrHL\HnHO H 

BHpycHeYTPai\H3Hparuo 

neHCTBHe (HBV, HIVj 
./ 11a ca lrnrrOaAepreHHH,na He 

OKa3BaT HeraTHBHO BAH5IHHe 

B'hpxy KO)KaTa 
./ lIa ca C KpaTKa eKcn03HUIDI 

./ 

H 

He 
Ha 

B 

HeCbOTBeTCTBHe 

rrOpB.D.H TOBa, 'Ie 

npenapaTa He e 

KOMOHHaI!.IDI OT 2 
aAKOXOAa­

npenapaTbT He 
oTroBapR Ha 

CTa6HMeA 
cz,pem 
npenapaTbT 

oTroBapH Ha 

H3HCKBaHIDITa 

B 

cneUHqmKaI!.H 

HTa 

HMI Skrub NPCOcpTa-MaH 
I1perrapaTbT HeCbOTBeTCTBlie 

OTroBapH Ha nopB.D.H 


ll3llCKBaJIHHTa 
 eKCl103HUIDITa 3a 

B xHpyprH'lHa 


ClleUHcpHKaI!.H 
 ne3HHcpeKL\HH 

>ITa (H3HCKBaHeTO e C 

6bP30 neHCTBHe 

H3HCKBaJIHHTa B 

Cl1eUlicpHKaUH£lTa 

no 2 MHH., a 3a 

npenapaTa e 
nOCO'leHO 3 
MHH.)­

npenapaTbT He 
oTroeapn: Ha 

H3HCKBaHHHTa B 

crreUHcpHKamrnT 

a 

Dermanios Skrub Cxpy6 
chlorhexidin 4%- rrperrapaTbT 

rrperrapaTbT OTroBap~ Ha 

OTrOBap>l Ha 

H3llCKBaHHHTa B 

cneUHcpHKaI!.IDITa 

Decosept-

H3HCKBBHHHTa 

B 

Cl1eUHcpHKaI!.H 

HTa 

HMI Q Skrub­
nperrapaTbT 

OTI'OSa >I Ha 

http:nonbAHHTei\.HH


p,e3HHIPeKIJ.Hl'I HQ p"hIJ.e, 

KOM6HHaIJ.Hl'I OT 

QII.KOX01l. H ~C,6e3 

X1I.OpxeKCHp,HHrMOKOXa cperny MRSA); 
T(roTOB pa3TBopi 	 lla ca XH110MepreHHH: 

lla He OKa3BaT HeraTHBHO 

BA.lffiHHe B'bpxy KO:lKara Ha 

,/ lla npHTe:lKaBa umpOK 

Cl1el<1'hp Ha AenCTBHe: 

Ha XQ 

QlI.KoX01l.,6e3 cPYHrHUHAHO H BHpyCOUHAHO 
C"hP,"hplKaHHe XQ AenCTBHe; 
BOP,opop,eH llepOKCHP. ,/ C AeHCTBHe AO 30 
H1I.K X1I.OpXeKCHP.HK 3a XHrHeHHa 

AO 3 MHHyrH 

3a XHpyprwfHa 

Ae3HHcPeKUl!5I; 
,/ lla OTroBapH Ha EN 500 EN 

279; 

nOSHIlFm Ne 4 -nPEllAPATH SA 

---••••••---- ••••• ­

pel1apaT'bT 

roBapR 

3HCKBaHllHTa 

; l1eUHcPHK~HTa 

Ha 

B 

H3HCKBaHH>lTa B 

Cl1eUHcPHKarrH>lT 
a 

COIPTa-MaH 

BHCKO h6 illpemapl1TI.r 

(CoIPT a1l.HHP,) Ha 

l1pel1apaT'bT B 

OTrOBapH Ha tl1eullq)Hl~rulH~~a 
H3HCKBaHH>lTa 

B 

Cl1eUHcPHK~ 
Ina 

.uE3HH~EKU.Fm HA 

4.1. DpellapaTH 3a 

p,e3HKIPeKIJ.Hl'I Ha 

ollepaTHBKo II01l.e H 

KOlKa Ha a1l.Koxo1l.Ka 

oCHosa,6e3 HOP, H 

X1I.OpXeKCHP.HH(roTos 

pa3TBopi 

,/ 

,/ 

,/ 

onEP

lla ca C um:pOK cl1el<1'hp Ha 

AeRCTBHe 6aKTepHUHAHO 

Heyrpa,\H3Hpalllp (HBV,HIV); 
lla MapKHpaT Ao6pe 
onepaTHBHOTO nOAe; 

lla pa3TBapHT Ao6pe 
110B'bPXHOCTHH>I AHl1HAeH 

ATHBHO nOAE H KO 

KHHcenT Ko1l.op 

l1penapaT'bT 

TroBapSI Ha 
3HCKBaHH>lTa B 

l1eUHcPHKarrl!5lTa 

Co4lTacenT H 
(OIJ.BeTeH) 

npenapaT'bT 

OTroBapH Ha 

H31KKBaHIllfTIl 

B 

cneuHcPHKarrH 
HTa 

CAOt:! Ha KO:lKaTa; 

,/ 

,/ 

lla ca XHnoMepreHHH; 

lla ca C KpaTKO 

eKC1103HUHOliHO BpeMe (15 
ceKYHAH) H A'bArOTPaHHO 
AeHcTBHe; 

H <paKTa Ha YCTaHoBeHO HeC'bOTBeTCTBHe 

C H3HCKBaHltil:Ta Ha B'b3AO)KHTeASI no OTHoweHHe Ha 

B TeXHHy:eCKaTa 

Ha OCHOBaHHe Y:A. 

KOMHCH5ITa npe,ll;Aara Ha 

H3nbAHHTeAHH5I ,n;HpeKTop Ha "MBM -- 69, M.1, T.3 OT 

,n;a oCTpaHeHH OT yy:aCTl1e B npoue,n;ypaTa CAe,n;HHTe npe,ll;AO)KeHH5I: 

Ha 	 B Y:aCTTa Ha Ci\e,n;HHTe 060c06eHH 

060c05eHa n03HUH5I / HOMeHKAaTypHa e,n;HHHua Nil 1.4, Ha 

HeCbOTBeTCTBHe Ha 

HOMeHKAaTypHa 

C 113HCKBaHH5ITa no TeXHH"leCKTa 

06oco6eHa e,n;HHHua NQ3.2, nopa,n;H Ha 

HeCbOTBeTCTBHe Ha C H3HCKBaHltil:Ta no TeXHI1y:eCKTa CneUI1<pHKaUI15I; 

B "laCTTa Ha 

CAe,n;HHTe 060c06eHH n03HUHH / HOMeHKAaTypHH e,n;HHHUH: 

Ha 	 TeXHI1Ka 

ropeI13AO)KeHOTO, 

nocoY:eHH 

HOMeHKAaTypHH e,n;HHHUH: 

060c06eHa e,n;HHl1ua NQ 1.1, 
HeC'bOTBeTCTBl1e Ha 

060co6eHa 

HeCbOTBeTCTBHe Ha 

06oc06eHa 

HeCbOTBeTCTBHe Ha 

060c06eHa 

HeC'bOTBeTCTBHe Ha 

C H3HCKBaHH5ITa no TeXHHy:eCKTa 

e,n;HHl1ua NQ1.3, 

C H3HCKBaHH5ITa no TeXHHy:eCKTa 

e,n;HHHua NQ 1.7, 
C H3HCKBaHH5ITa no TeXHH"leCKTa 

Ha 

Ha 
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06oco6eHa eJ(HHHQa N23.1, nOpaJ(H cpaKTa Ha 

HeCbOTBeTCTBHe Ha C H3HCKBaHHHTa no TeXHH'-IeCKTa 

Ha B '-IaCTTa Ha CAeJ(HHTe 

HOMeHKAaTypHH eJ(HHHQH: 

06oco6eHa n03HQHH / HOMeHKAaTypHa eJ(HHHQa N22. 1 , 
HeCbOTBeTCTBHe Ha C H3HCKBaHHHTa no TeXHH'-IeCKTa 

4 

Ha 

Ha 

Ha 

Ha 

CAeJ(HHTe o6oco6em1 

06oco6eHa 

HeCbOTBeTCTBHe Ha 

06oco6eHa 

HeCbOTBeTCTBHe Ha 

06oco6eHa 

HeCbOTBeTCTBHe Ha 

06oco6eHa 

HeCbOTBeTCTBHe Ha 

Ha "XHrHeHHo MeJ(HQHHcKa HHJJ.YCTplliI" 

eJ(HHHQH: 

eJ(HHHQa N22.1, 

C H3HCKBaHHHTa no TeXHH'-IeCKTa 

HOMeHKAaTypHa eJ(HHHQa NQ4.1, 

C H3HCKBaHHHTa no TeXHH'-IeCKTa 

cpaKTa 

Ha CAeJ(Balll.HH eTan OT CBOeTO 3aceJ(aHHe KOMHCHHTa H3B'bpWH pa3rAe.lK,AaHe H 

OQeHKa Ha npeJI.AO~eHHHTa 3a H3nbAHeHHe Ha nOp'b'-IKaTa, npeJ(cTaBeHH OT J(onycHaTHTe 

Y'-IaCTHHQH no npeJ(BapHTeAHo onpeJ(eAeHlliI nOKa3aTeA K2 - CpOK 3a H3n'bAHeHHe Ha 

J(OCTaBKaTa, H3pa3HBalll.a ce C npeJ(CTaBAHBalll.a C'bOTHOWeHHeTO Me~ 

npeJ(Ao~eHHH CpOK OT yqacTHHK B npoQeJJ.YpaTa K'bM npeJI.AO~eHHH CpOK OT 

C'bOTBeTHHH Y'-IaCTHHK, yMHo~eHa C TerAOBeH 30T. 

3a QeATa KOMHCHHTa H3rOTBH cpaBHHTeAHa C QeA H3BbpwBaHe Ha 

C'bnOCTaBKa Ha npeJI.AO~eHHHTa no OTJ(eAHHTe o6oco6eHH n03HQHH / HOMeHKAaTypHH 

eJ(HHHQH. 

130t\HH'leH HHBeHTap. KOpHLlOpH. 

CaHHTapHH Sb3t\H. nOLlAOI'H, 

onepauHoHHH 3aMI, lIeKapCKH 

Ka6HHeTH, aCaHCbOpH H 

Ll I'H,KaKTO C/leLlsa: 

CpOK 3a LlOCTaBKa· 

48 'iaca 
1.1. C aSl,fleXH,flH fla BO!lflll CpOK 3a LlOCTaSKa­

1 'iac
OCHOBa c rSlYTapoB llHaSllleXHll H 

2=3Or.K2~O,62T. 
rSlHOKcaSl 

CpOK 3a LlOCTaBKa­

48 'iaca 'iaca 

CpOK 3a LlOCTaSKa- CpOK 3a LlOCTaBKa­1.2. 3a PHCKOBH nOMemeflHH H 
1 'iac

33 KpaAHll lle3HHcfleKUHH Ha 
K2=3Or.K2=O,62T. r2=15T. 

nOBh XHOCTH 

CpOK 3a LlOCTaBKa­

1 'lac 

K2=3Or. 
CpOK 3a LlOCTaBKa­

1.3. lie3 8JllleXltllH H qAC 

CpOK 3a LlOCTaBKa­

'iaca 
1.4. 

1 'iac 

K2=15T. 2=3Or. 

3a LlOCTaBKa- CpOK 3a LlOCTaBKa­

'iaca 

Ja LlOCTaBKa· 

K2=7,5T. 
fihP38 !le3HHcpeKUHSI(rOTOB 

panBOp) 

CpOK 3a LlOCTaBKa·1.6. 38 MellHUHHCKH H311eSlHH C 

CpOK 3a LlOCTaBKa­

1 'lac 

2=3Or. 
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qaca 

K2=3OT. 
'-IyacTBHTeJTHH nOBbpXHOCTH 

(rOTOB palTBOp) nOJl !jJopMan 


fla mlHa 


CpOK 3a IlOCTaBKa­

48 qaca 
1.7. 3a MeJlHUHHCKH HJllenHH C 

'-IYBCTBHTeJTHH Ha anKOXOJI 
K2=3OT. 

nOBbpXHocnl -nO'-lHCTBalllH H 


lleJIIH!jJeKUllpaWII KbpnH'-IKH 3a 


ellHOK IHfla nOT coa 


OBOCOBEHA n03HUHSl Ng2 
nPEIlAPATH 3A llE3HH4>EKUHSI 
HA MEllHUHHCKH 
HHCTPYMEHTAPHYM H 
TEPMOAABHAHH MATEPHAAH 

: 	Jla ca npe,1lHa3HaQeHH caMO H 

C)l.HHCTBCHO 3a o6pa6OTKa Ha 

HHCTPYMCHTH 

CpOK 3a )l.OCTaBKa­

48 qaca 
2.1. npenapanl 3a llCJHH!jJCKUHH 

Ha MeJlHUHHCKH 
K2=3OT. 

HHCTpYMcHTapHYM, 

.'laOOpaTopHa CTbKJIaPHSI, 

CHllOCKonCKa anaparypa II JlPyrll 

TepMo.'laoll.'lHH MaTcpu3nu, Ha 

OCHaa3Ta Ha rnyT3poa 

MCllH UU IfCKU 

CpOK 3a )l.OCTaBKa­ CpOK 3a IlOCTaBKa­

qacaqaca 

K2=15T.2=3OT. 
HHCTpYMcHTapuYM, 

CTbKJl3PHSI, 

CHJlOCKOnCKa anapaTypa H 

llpyru TCpMOJlaoH.'lHH 

MaTepUaJlH C aKTHSeH 

KHCJlOPOJl 


4AC) 


"' ...... -----------­-~-.......------"'.., ,-""""....-------"' ..... -----
 CpOK 3a )l.OCTaBKa­

~ qaca 
2.3. npcnapaTH 3a 

npeJlCTepHJlHJaUHOHHa 
K2=3OT. 

oopaooTKa Ha UHCTPYMCHTII II 


TCpMOJla611JlHH MaTCpHaJlH ,OC3 


aJlJleXHJlH, HHnaUHll, 


!jJCHOJlH,oHryaHHJlHH 


KOHueHTpaT) 


I 
OBOCOBEHA n03HUHSI N2 3 


nPEllAPATH 3A XHrHEHHA H 

II XHPYFrH'lHA llE3HH4>EKUHSI 

HA P'LUE 



~.1. npenapaTH 3a XHrHeHHa H 

IxHpyprH"IHa lIe3HH<lJeKuHSI Ha 

pbUe Ha 6a3aTa Ha KOM6HHaUHSI 

~T 2 aJIKoxoJIa,6e3 HaJIH'IHe Ha 

tyAC H 6eH3aJIKOHHeB XJIOPHlI 

----­---- ................ -­ ------------------------ CpOK 3a .ll.OCTaBKa­
4 'laca 

K2=3OT. 

-------_.... --_ .. ------­

3.2.npenapaTH 3a XHrHeHHa H ----------_ ........ --- ... - CpOK 3a ,nOCTaBKa- CpOK 3a ,nOCTaBKa- CpOK 3a .ll.OCTaBKa­

xHpyprH'IHa lIe3H H<lJeKuHSI Ha ~ 'laca 4 'laca 1 'lac 

pbUe H n pelIonepaTHBHO 

H3MHBaHe /KbnaHe/ Ha 

TSlJIO,CblIb pIKa IllH 4 0/0 

XJIOpXeKCHlIHH, rOTOB pa60TeH 

pa3TBop 

K2=15T. K2=7 .5T. IT<2=3OT. 

3.3. npenapaTH 3a XHrHeHHa H CpOK 3a ,nOCTaBKa- CpOK 3a .ll.OCTaBKa­ ------------- CpOK 3a .ll.OCTaBKa-

XH pyprH'IHa lIe3H H<lJeKUHSI Ha 48 'laca 2 'laca 1 'lac 

pbue , KOM6HHaUHSI OT aJIKOXOJI 

H lJAC,6e3 

XJIOpXeKCHlIH H r JIIQKOHaT(rOTOB 

pa3TBop) 

K2=O ,62T. K2=15T. K2=30T. 

3.4. feJI 3a XHrHeHHa H -­-­ .. -------------- CpOK 3a .ll.OCTaBKa- CpOK 3a .ll.OCTaBKa- CpOK 3a .ll.OCTaBKa­

xHpyprH'IHa lIe3HH<lJeKuHSI Ha 

pbue Ha Ga3aTa Ha aJIKoxoJI,6e3 

CblIbplKaHHe Ha BOlIopOlIeH 

nepOKcHlI HJIH XJIOpXeKCHlIHH 

~ 'laca 
1K2 =15T. 

i4 'laca 
K2=7 ,5T 

1 'lac 
~2=3OT. 

OBOCOBEHA II03HUIUI N24 
IIPEIIAPATH 3A .llE3HHcZ>EKUIUI 
HA OIIEPATHBHO IIOAE H KOlKA 

4.1. npenapaTH 3a lIe3HH<lJeKUHSI CpOK 3a .ll.OCTaBKa­ ---------- CpOK 3a .ll.OCTaBKa­ ------­ .. -­ ----­---------­
Ha onepaTHBHo nOJIe H KOlKa Ha kl8 'laca 4 'laca 

aJIKOXOJIHa OCHOBa,6e3 "011 H 

XJIOpXeKCHlIHH (rOTOB pa3TBOp) 

K2=2,5T. K2=3OT. 

B 3aKAlO'HfTeAHaTa "IaCT Ha 3ace)J.aHIfeTO, "IAeHOBeTe Ha KOMIfCIf5!Ta B3exa peweHIfe 

3ace)J.aHIfeTO Ha KOeTO w.e ce If3B'hPWIf pa3rAe)K,ll.aHe If ou.eHKa Ha npe)J.AO:>KeHIf5!Ta, 

npe)J.CTaBeHIf aT )J.onYCHaTIfTe Y"IaCTHIfQIf, )J.O OQeHKa Ha o¢epTIfTe no npe)J.BapIfTeAHO 

onpe)J.eAeHIf5! nOKa3aTeA K 1 - QeHa 3a If3n'hAHeHIfe Ha nOp'h"lKaTa )J.a ce If3B'hPWH Ha 

21.07.2016r., B 10.00"1. 

n pe)J.ce)J.aTeA: .................. .•. . . 

()J. - p C.feopmeB) 

3 .. ~ ... . 


