IMPOTOKOA Ne3/09.07.2018r.
oo 9A. 54, aa. 7 ot NIII30I1
3a KOHCTATAILIHH HaA KOMHCHATA ‘

Huec, va 09.07.2018 roa. B 11:00 yaca, KoMHUcHATa 3a [TPOBEKAAHE Ha
OTKpHUTa npoueaypa mo 30I1 3a Bb3sarade Ha ODIECTBEHa IIOPBYKA C
npenmet: LJlocTaBra Ha AabOpaTOPHU pPeakKTHBH, XUMHUKAAM ¥ KOHCYMATHBH,
HeoOxoammu 3a KamHiuna aaboparopus u aabopartopusi 1o Mukpobuoaorusg
za melinocrra Ha YMBAA Ilpod. O-p Cr. KupkoBud” A/l rp.Crapa 3aropa”,
HazHadcHA cbC 3anoBen No P/1-10-423/05.06.2018 rop., B CAGITHUS CHhCTAB!

IIpencenaTteAa:

1. o-p XKupko Xeaazkos — 3am. - [uperrop ,MeaAUIIMHCKHA
nerHHoCTH

JaeHORBE!

2. pity Kpacumupa HanueBa-Koaepa — Hawvaanwmk ,KaumHHIHA
P »
Aa60paTOpI/IH”

3. [Ipodh. a-p 'posmanka Aazapora — HauaasHKk ,AabopaTopus 110
Muxpobuoaorus”

4. Ans. Tarana KekeBcka

5. Muma KoaeBa — xuMux

Pe3epBHEH 4ACHOBE:

1. agB. Xpucro Ilanatioros

2. n-p Crosuka Tarera -~ BpHM.[d. Havaauuk ,KauHu4Ha
Aabopartops — HAPaBACHHE CIIENTHU U3CACIBAHULA

3. a-p Haamena I'eopruesa - opauHaTOpP

4. PagocTuHa XpHCTOBA- MEIUIIHHCKH AabopaHT — OTTOBOPHUK

IIPOBEAC CBOCTO TPETO 3aCCIaHucE.

I[lopagu orcoerBue uHa llpod. A-p posmanka Aazapora, cbllara 06e
3aMEHeHa Ha pe3epBHUA YaeH I-p [laameHa ['eopruesa.

I. TlpencenareasT Ha KOMHCHSTA JO0KAaaBa, de po 06.07.2018r. B
IEADBOJICTBOTO Ha AeYcOHOTO 3aBelEHHE Ca TIOCTBIIMAH YETUPH IIAHKa C
JOKYMEHTH OT YYaCTHUIIMTE:

JEATA 90M* QO[1

_EC IKU [I1 BUO JATHAMUKCY OO
_JIEPOEKT ME/IMKA“ OO/

JEAUT MEZIUKAA“ OO/

KomucusaTa HPHUCT'BEIHY KbM OTBAPIHE Ha ITOCTBIIMAHTE JOKYMEHTH IIO
pcia UM Ha ITIOCTBEIIBAHE.



1. Pasraemaxa ce MOKyMEHTHTE Ha y4yacTHHKa ,EATA 90M“ OO/,
OCTBIIHAM B JEAOBQJICTBOTO Ha AcuedbHOTo 3aBenenue ¢ Bx.NolI/1-03-
150/02.07.2018r., ceappxatty eEEJOIl Ha OnTHYEH HOCUTEA, TOAMHUCAH C
eA. IoMIIHC oT yupaBuread Teomop MBanoB 3amdbupoB ¥ OT CBAPYKHHLINTE
Xpucro 3apaskoB XpucroB, Tomop HeneaueB Tomopon, Panocrun lllepes
PaneB, 3opHuna MuHyera IlerpoBa u Mapuneaa Papgesa HWBawnoia,
3aIbAXKEHH AHIIA II0 CMHCBAZ Ha YA.O4, aa.2 ¥ 9A.5), aa.3 or 30II.

Komucusara mnpuema, 4de y4acTHUKET ,EATA SOM“ OO/l e H3IrbAHHA
yKazaHugara Ha Bmb3aoxkureasa, ganenn B Ilporokoa 2/18.06.2018r. u
QTrOBApPd Ha HW3HUCKBAHHSITA HA BbBIAOKUTEAS 34 AUYHO CBCTOAHHC U
KPHUTEPHH 3a TIOA0OP, IOCTABEHU OT BB3AOKHUTEAL.

KoMmucuara gomycka [0 II0-HATaThIIHO YyYacTHE B HOpollegaypara
yyacTHuka ,EATA 90M* OO/I.

2. Pasraepaxa ce AOKyMeHTUTEC Ha ydacTHEKa ,EC JXH IIH BHO
I[AFIHAMHKC“ OO0/, rToCTRIIMAH B JIEAOBOJCTBOTO Ha A€UeOHOTO 3aBeacHHe
c Bx.Ne TI[-03-151/03.07.2018r. B mauka ce HaMepH MOHCK C HAJIIIHC
»CEEMOII-K.KoucrantunoBa u [. T'eopuep, ,Ec [Ixn u Buo dalfiHamurc”
004". Ha pucka ca 3anucapu aBa eEE/IOIl-a B PDF copMar BCeKH
ODoAmHcan 1ooTneano or Jumurep I'eoprueB u Kuaa KoHcTaHTHHOBA,
3abASKCHH AHIIA II0 CMHCHAA Ha 9A. 54, aa. 2 B ya, 55, aa.3 or 3011,

Komucuara npuema, de ygactHUKET ,,EC [12KU [T BUO OAMHAMUKCH
00/l e HU3MBAHMA YyKazaHUATA Ha Bb3aoxuTead, AajeHu B IIpoToxoa
2/18.06.2018r. u oTroBaps Ha H3UCKBAHHATA HA BB3AOKHTEAS 34 AWYHO
CBCTOSTHHE ¥ KPHUTEPHH 3a I10A00P, IIOCTABEHH OT Bb3AOXKHTEAS.

KoMmucugara momycka [0 TO-HATATBITHO Vy4YacTHe B IIpolLeaypaTta
yaacrauga ,EC KU ITH BUO JAMHAMHUKC OO/I.

3. Pasraegaxa ce HOKyMcHTHTE Ha viacTHHKA ,JIEPPEKT MEIHKA“
OO0/, TOCTLIIHAH B AEAOBOACTBOTO Ha aeuebHOoTO 3aBeieHue ¢ Bx.Ne I1/1-03-
152/03.07.2018r. B nauka ce crabpxKa Jlekaaparus o 4a. 40, aa. 1, 7. 1 u
T. 3 IIII30I1 3a Ammnara, KOMTO MOTaT [a BAWGAT BBPXYy MACHHOCTTAa HA
JPYZKECTBOTO .

Yupasuteaar uHa ,llepdext Memmka“ OO/ Aaexcanmesp CredaHoB
HengakoB Jekaapupa, de:

o cpapyxuuinTe [eprana Benuesa JlekoBa u Eaena benuera
HekoBa — HensaakoBa He IIPUTEKABAT EACKTPOHHHU [IOITHUCH;

¢ chApyxHuLUUTe I'eprana BenueBa [lekoBa u EaeHa Dbenuesa
[exora — HepsgakoBa He ce aBgaBaT AuIa 1o 4a.40, aa.1, 1.3 or IIMI30II, T
KaTo C TOpUTeXaBaHHUTe OT Tax oburo 8% [pyKEeCTBEHH HASAOBE HE ca B
IIO3UIHUSA JAa BAMSAT BBPXYy [AeHHOCTTAa Ha IIPEOIIpUATHETO II0 HAYHH,
eKBHUBAAEIITEH HA TO3H, BAAUEH 3a YupaBuTeas Ha ,Ilepdexr Meaura“ OO0
— Aaekcangbp Hepdgakop u maskopaTapHus cobctBeuk bBeHuo J[lekos
(mpuTexaTea Ha 92% OT APYKECTBEHUTE OAAOBE);

¢ JOITBAHMTEAHO TMIpeACTaBeHHAT OT apyxecTBoro EENOII Ha
15.06.2018r e HamAexKHO IIQIIMCAH C €A.ITIOAIIHCH HA BCHYKH AHIIA O
cMHCBAA Ha 4A. 40, aa. 1, 7. 1 1 1. 3 or IIII30I1 - Aaexkcauarp Henaakos u
Bernuo [JekoB.

Komucudara p[omoycka A0 I[I0-HATATBHIUHO y4dacThe B IIpoleaypaTa
yuactuuga ,J[IEPOEKT MEAVMKA® OO/, kaTo y4acTHHK, KOHTO OTroBapd Ha



HW3HCKBAHUATA Ha BB3AOKHUTEAS 38 ANYHO CBCTOAHHE M KPUTEPHH 3a I10A00p,
TMTOCTABEHH OT BB3AOKHTEAL '

4. Pasraegaxa ce AOKYMEHTHTC Ha y4dacTHuka ,EAHUT MEIHKAA“
OO0, 1oCTBIHAHM B ASAOBOIACTBOTO Ha AeueOHOTO 3aBenenue ¢ Bx.No IT/1-03-
158/06.07.2018r. B mauka ce cpabpaka eEE/OIl Ha MarHHUTEH HOCHTEA H
EEAOII pasneuaTaH Ha XapTHEH HOCHTEA, IIOAMHCAH OT CHAPYXKHHKA [laBea
PyceB, 3aabAKEHO AMIIE TI0 CMHCDAA HA 4YA. 54, aa. 2 11 9a. 55, aa. 3 ot 30I1.

Komucuara mnpuema, ue y4uacTHUKET LEAWUT MEIWMKAAY OO e
HUBIIBAHHA YKa3aHUATA Ha Bu3aoxuread, fanedn B Ilpotokoa 2/18.06.2018r.
M OTroBapsd Ha H3UCKBaHHATA Ha BB3AOKUTECAd 3a AMYHO CBCTOSHHE U
KPUTEPHHU 3a NIOADOP, HOCTABEHM OT Bb3A0KUTEAS.

Komucuara pgomycka OO TII0O-HATaTBIIHO YVYACTHE B [IpoleaypaTa
yyactHuka ,EAUT MEIHMKAA“ OO/I.

Paborara Ha KoMHcHATA IpukaodH Ha 09.07.2018r.

II. Ha 11.07.2018r., B 3aKpuTO 3acefaHne, KOMHCHATA IPOABAXKI CBOATA

paboTa 110 pasrAeXiaHe Ha TEXHHYECKHTE IIPEIAOKEHH Ha YYaCTHUNIHTE II0
peZia Ha nocTeIBaHe Ha odepTUTe UM.

KoMucusaTa yCTaHOBH CAE/THOTO:

1. Yyactuukesr ,MAPBEHA IJHATHOCTHEKA" EOOIO e unozaaa
TIPEAAOKEHHS 3a U3TTbAHEHNE Ha II0PhYKaTa 34a:
- obocobena mo3uitma No 18 ,PeakTWBM H KOHCYMaTUBH 3a
KPBBHOra30B aHaAH3aTop":

» Homenkaatypa Ne 18.1 - “RAPID Point 350 REAG MODUL”.

B DmpenaoKEHHETO CH 3a H3I'bAHEHHE Ha MopbykaTta 3a obocobena
nosurysa Ne 18 ygacTHUKET € npencTaBua Ilpuacxenne No2 u llpuaoxkenue
No2A KBM HAoKyMeHTaumdara /u Ha CD/, momrbaHeHn rio obpasuure Ha
BBE3AOKHTEAS; [lekaapaliud 3a AHIICATa Ha CBLP3AHOCT C APyl y4acTHHK
(O6pazerr Ne3); [Jdekaaparnyss 3a KOH(HACHIUHAAHOCT 3a HH(opManusara,
cpabpxKalia ce B CE nexkaapamuara 3a ChOTBETCTBHE OT [POU3BOIMUTEAS,
Katasor or npousBomuread H OTOPHIANMOHHO NHCMO OT IIPOHU3BOAHTEAL
(Obpazerr Ne 4); [ekaapaliug 3a OTCECTBHE Ha 0BCTOdTEACTBA TI0 4A.3, T.8 U
a4 or SUPOAPIOIIZAPKAIC (OCpazery Ne 5); [dekaapaliya 3a croasBare
3abAJKEHHATA, CBBP3aHM ¢ AAaHBIM U OCUI'YPOBKU, Olla3BaHE Ha OKOAHATA
cpejia, 3aKpHAa HA 33€TOCTTA U YCAOBHATA Ha TPYZA 110 49A. 39, aa. 1, T. 1,
oykea ,a° ot MTI30II{Obpazert Ne 5A); HorapuasHO 3aBepeHO ITBAHOMOIIHO
Ha yupasureada Ha ,Mapsena [uaronoctuka“ Haga EscraTtuesa [paroesa, ¢
Koero yirbaHoMomaBa CuaBua KwpoBa pma 1nipeacrasa ,MapseHa
[uarnocruka“ EOG/ B nipouenypu 1o 3011; [IpenaoxkeHue 3a H3IIbAHEHHE HA
noppukata ([Ipuaoxenue Ne 2); [eraapaliysg 0T IPOHU3BOAUTEAS, C KOATO
OTOPH3Hpa [PYKEeCTBOTO ,MapsBenHa [uarHoctuka®;, [eraapamusa 3a
CBOTBETCTBHE OT IIPOU3BOUTeAd; KaTaaor Ha peakTHBU M KOHCYMaTHBH 34
KP'bBHO-TA30BH aHaAu3aTopy; Jlekaapalgwisa 3a Cbraacle C KAAy3UTE Ha
Jorosopa; [lekaapaiuda 3a CpoKa Ha BAaAWJTHOCT Ha odeprarta.



2. YH9acTHUKET ,AKBAXHM?”

H3MTBAHECHHUC Ha MMophuKara 3a:

2.1. obocobena mospima Ne 14 - “PeakTyiBM M KOHCYMAaTHBH 3a
6uoxuMHuyeH aHaausaTop Beckman Culther AU480”:

HOMeHKAaTypa 14.1 - ASAT/IFCC
HOMEHEAATYDA 14.2 -ALAT/IFCC
HOMeHRaaTypa 14.3 -ALP-IFCC
HoMeHKAaTypa 14.4 -CK- NAC /IFCC
HoMmeHKAATypa 14.5 - CK-MB
HOMEHEAATYPA 14.6
calibrator,6x1 '
HoMmeHRAaaTypa 14.7-CK-MB control Lev
1 (9% 2 mi)

HomeHEAaTypa 14.8- CK-MB control Lev
2 (9% 2 ml)

HOoMeRKaaTypa 14.9 -LDH -SCE P-L
HOoMeHKaaTypa 14.10 -Lipase
HoMenkaaTypa 14.11- GGT- SZASZ
HoMeHKaaTypa 14.12  -AMS/PNPG3-
IFCC

HoMeHRaaTypa 14.13 -aAmylase (IFCC -
EPS)

HOMEHKAATYPald. 14 -
Glucose/Hexokinase
HOMeHKAATYpal4.15-Urea/Urease-UV-
GLDH

rHOoMenraaTypal4.16-Uric Acid/Urikase-
PAP

HoMeHKaaTypa 14.17- Bilirubin-Total
HoMeHKAaTypa 14.18- Bilirubin-Direct
HoMeHKAaTypa 14.19- Creatinin-Kinetic
Jaffe

-CK-MB

HOMEHKAATYpPa 14.20- Cholesterol
/CHOD/PAP

moMmeHKaaTypald4.21 - Triglicerides/
GPO/ PAP

nomenkaatypa 14.22- LDL Cholesterol
direct
HoMeHKAaTypa 14.23- HDL Cholesterol
Direct
HOMEHKAQTY DA 14.24-HDL/LDL
Chotlesterol Control Serum, B orr. 3 x 5
conirol normal + 3 x 5 ml control
abnormal

HOMeHKAaTypa 14.25- HDL
Cholesterol calibrator

HoMeHKaaTypa 14.26- LDL-
Cholesterol calibrator

Homenxaarypa 14.27- Calcium
Aresenazo

Homenraarypa 14.28- Calcium  {o-
CRESOLPHTALEIN)
Homenraarypa 14,29- In
Phosphate/ UV phosmol
Homerxkaatypa 14.30- Iron
HoMmenraatypa 14.31- UIBC

Al ¢ nonasn TIPENAOKEHHS 34

HoMeHKAaTtypa 14.32- Magnesium
HOMeHKAaTypa 14,33- Albumin
(Bromocresol Green)
HoMmerkaatypa 14.34- Total Protein
Biuret
HOMeHKAaTypa 14.35-
reagent
HOMeHKAaTypa 14.36 - hsCRP
control serum level 1 1 2 /2x3ma/
HoMeHKaaTypa 14.37- hsCRPLatex
calibrator highly Sensitive 5 point
Homerraatypa 14.38- HbA1C-
PEeaKTHB 1 Kasnbpartop
Homenraatypa 14.39- HbAIC
control  control.1/control 2, reconstit.
Fluid
Homenraatypa 14.40- HbA1C-
JAeHaTypaHT, B o, or 1000 ml
HOMEHKAATYpPa
Immunoglobulin A

HoMeHKaarypa 14.42- Immunoglobulin
G

hsCRP

14.41-

HOMEHKAATY DA 14.43-
Immunoglobulin M ‘
HOMeHKAaTypa 14.44- C3
HoMeHKAaTYpa 14.45- C4
HOMeRKAaTypa 14.46- RF Latex
HOMEHEKAATYpa 14.47- RF Latex

calibrator

HOMEHKAaTYpa 14.48- Control serum
level 1 normal, g on. 20 daakona x 5 ml
Homenraatypa 14.49- Control serum
level 2 abnormal, B omr. 20 ¢haakona x 5
ml

HoMeHKAaTYpa 14.50- System Serum
Calibrator (20x5 ml)

Homenraarypa 14.51- Serum Protein
Multi Calibrator lev 1

Homenraarypa 14.52- Serum Protein
Multi Calibrator lev 2

Homenrasarypa 14.53- Control serum za
uspuBHAyasHu bearsuwm [ ITA 1/
Homenraarypa 14.54- Control serum
3a HHAUBHyasHu Geatsim [/ ITA 2/
Homenkaatypa 14.55- Control serum
38 MHAUBHAYVAAHY OeaTsnu [/ ITA 3/
Homenxraarypa 14.56- Urine calibrator,
B om. 6 (paakoHa X 8 ml
Homenraarypald.57-
LiquichekURINEChemistry control /
2levels x 10 ml



Homenxaarypal4.58-
Proteinn + calibrator

URINARY/CSF

Homenraatypa 14.59- Microalbumin
reagent
Homenraarypa 14.60- Microalbumin

calibrator 5 point, B omn. 5 thaakoHa
Homenraatypa 14.61- CRP

Homenwkaarypa 14.62- CRP Latex
Calibrator Normal set
Homenraatypa 14.63- CRP Latex

Control Serum

HomenkaaTypa 14.64- Ddimer
Homenraatypa 14.65- Ddimer
calibrator(L1) 2x2.5 mL, (L2) 2x0.5 mL
Howmenkraatypa 14.66- D Dimer Control
(lev2)2*0,5 ml

Homenxraarypa 14.67- ASO
Homenkaarypa 14.68- B - 2
Microglobulin

Homenraatypa 14.69- Haptoglobin
Homenraarypa 14.70- Apolipoprotein
Al

Homenkaatypa 14.71 -Apolipoprotein B
Homenxaatypa 14.72- Apolipoprotein
calibrator 5 point ‘
Homenxaatypa 14.73- Transferin
Homenxkaarypa 14.74- Lactat
Homerraatypa 14.75- Cholinesterase
Homenraarypa 14.76- Valproic Acid
Homenraatypa 14.77- Core TDM
MULTI- Calibrator

HoMmengraarypa 14.78- CSF control
Homenraatypa 14.79- Wash solution
B oIl 6 Ty6u x 2000 ma

Homenxraatypa 14.80- TloumcTBally
pastrop Cleaning solution Ge3 kaamuii 3a
ISE mMoznyaa om. 6x 450 ma
HoMmenxraarypa 14.81-1SE Low Serum
Standart

Homenraarypa 14.82- ISE High Serum
Standart '

Homenkaatypa 14.83- ISE Low/ High
URINE Standart

HoMmerxraarypa 14.84- ISE Buffer 3alSE
MoziyAa B o1, 4x 2000

Homenxaarypa 14.85- ISE Mid
Craggapr 3a ISE momyaa B om. 4 x
2000 ma

Homenraarypa 14.86- ISE pedepenrten
pasTeop B om. 4 Tv6u x 1000 Ma
HoMmenxaartypa 14.87- ISE
pedbepeHTEH WHT. PA3TBOpD 34 ISE
MOAyAd B oI, 2 X 25 Ma

Homenkaarypa 14.88- ISE ceaexT 4ek
B OIL 2 X 25 Ma

Homenraatypa 14.89-Rack ID Labels!-
100

Homenkaatypa 14.90-Rack ID Labels 1-
20

Homenxaarypa 14.91- Statcup large 250
Stck.

Homenraatypa  14.92- HaGop 3a
PYTHHHO OCHTYpPsABaHe Ha Ka9ecTBOTO
Homenkaatypa 14.93- Cleaning Solution
ODR20067 {4x54 ml)

Homenkaatypa 14.94- Cleaning Solution
66039 (6x 450Mal)

Homeuxraarypa 14.95- MU8092
FLEXIBLE WHITE RACK 10P
Howmenraarypa 14.96- MU8093

FLEXIBLE BLUE RACK 11,5
Homenkaarypa 14.97- MU 8094
FLEXiBLE GREEN RACK

Homenkaatypa 14.98- MU8095
FLEXIBLE RED RACK 11,5-

HomenraaTypa 14.99- MUB096
FLEXIBLE YELLOW RACK
Homerrasarypa  14.100- MUB097

FLEXIBLE ORANGE RACK
HoMerxaatypa 14.101- T TUBE B
Homenkaarypa 14.102- TlpucraBxn
BETPEIIHE 15 MA KOHTEHHED
HoMmenkasarypa 14.103- IlpucraBru
BBHUIHHE 15 MA KOHTeHHep

2.2. Obocobera nosuuus Ne 15 ~ “CucreMa 3a AcHOHU3MpaHa BOAA
Osmoseur plis™:

Homenwxaarypa 15.1 -

standart sediment - 1p
Homengaatypa 15.2 - Demineralizing

resin with mixed beds{bag with 251)

Cartridge 10"

2.3. Obocobeua nozuiya No

agaauzs”:

¢ HomeHKaaTypa
filmtec TW30-1812-75 GPD (dry)

s HomenkaaTtypa 15.4 - Blue flow
restrictive 75 GPD

15.3 - Membrane

“KoHCcymMaTHBU 3a OHOXHMHYEH



¢ Homenraarypa 16.1- K eaexTponm 3a » HoMmenkaaTypal6.7- Mapky4u 3a

ISE monyaa . nepucTasTH4Ha 11omna 3a ISE Moxya
¢ Howmenraarypa 16.2- Na eaextponm 3za * Homengaarypa 16.8 -Lamp 3a Oapmunyc
ISE momyaa AU 480
» Homenwaarypa 16.3- Cl eaexTpom 3a ¢ HomenraaTypa 16.9- S syringe
ISE Monyaa » Homenkaarypa 16.10- R syringe
s HomeHrAaTypa 16.4-  PediepenTeH e Homeuraatrypa 16.11- Tube Set for
eaeKTpof 3a ISE moayaa : ISE(D Pol Electrodes)
s Homeuxaarypa 16.5- Sample probe » Homenkaatypa 16.12- Water Filter
needle za ISE momyaa s Homenkaatypa 16.13- MIXING ROD
* Homenxkaarypa 16.6- Reagent needle za (BPCS/ SET) - L SHAPE
ISE Monyaa * Homerkaarypa 16.14- Mixing Bar,

Spiral (pkg of 3)

3a obocobena mosuimg Ne 14 yuyacTHHKLT € mpeacraBua Omuc Ha
HokymeHTHuTe; Ipusoxkenue No2 u Ipracxkenue Noe 2A KBM JOKYyMEHTAIULTA
/u Ha CD/, nomeaHeHH TI0 00pa3LMTC Ha BB3AOKUTEAs. MHCTPYKHMH 3a
yrorpeba 3a CD; [eraapaliusi 3a AWIICaTa HA CRBP3AHOCT C APYTH AHUIA;
Jleraapaius 3a cia3BaHe 3a/bAXKEHUATa, CBBP3aHH C JAHBITH U OCUTYPOBKH,
OlIa3BAHE HA OKOAHATA Cpejia, 3aKpyia Ha 3a€TOCTTa H YCAOBHSATA HA TPYA 10
14.39, aa.l, 1.1, OykBa ,n° ot IITI3OIl (OGpaserr Ne SA); Horapmasmo
3aBEPEHO ITBAHOMOIHO Ha HambAnuTeAaHMA [UpeKTop U llpencematea Ha
CoBeTra Ha aupekTopure Ha ,AkBaxuMm“All Kameausa Tpencaduaosa IlaHkoBa,
¢ KoeTo yobaHOMOIIaBa Eauna TlerpoBa PyceBa pa mpencTaBasBa
ApyxecTBoTo B npoueypH 1o 3011, OropusalilioHHO NUCMO, B IIPEBOJ Ha
OBATApCKH H OpHruHas, oT bexman Kyarep HUurepmeursuna C.A, ¢ KoeTo
OTOpH3Hpa ,AKBaxUM A/l 3a €KCKAY3HBEH MUCTPHOYTOp Ha TEPHUTOPHUATA Ha
Pernrybauka Bbarapws, Heraapanusa ot Eawuna IlerpoBa Pyckoba, B
Ka4eCcTBOTO H Ha IBAHOMOIHWK Ha Kameamss Tpenpadmaoa llaHkosa —
HamrpanuteaeH aupekTop U npenceaatea Ha CI Ha ,AxBaxum® All, ue
U3OEAHUSTa OT HOMEHKAATYPH 14.89 - 14.92 u 14.95 ~- 14.103 ca peszepBHH
JacTM W KOHCYMaTHBH M 3a TAX He ca IIPHACKHMMH [AeKAapaldn 3a
CBOTBETCTBHE W WHCTPYKIMH 3a yrorpebda; [Jekaapaiiii 3a CBOTBETCTBHE OT
Bexman KyaTwhp 3a odpepupanuTe peakTHBH M KOHCYMATHBH OT obocobeHa
nozunpa Nold; [ekaapanus 3a CbrAaCHe ¢ KAAy3HTE Ha JA0T0BOPA,
Jerkaapalpst 3a cpoKa Ha BaAHJHOCTTA Ha odiepraTa; [lexkaapaiwusa, dqe
npousBonuteaa Beckman Coulter e ,3eacHa dupMa“ M HAMA aKTyascH
KaTaAol Ha XapTHEH XOCHTCA 3a IIpefaaraHuTe AabopaTopHH peakTHBH,
XHUMHUKaAH M KOHCYMATHBY U B TA3U BPB3Ka IPEACTABAT MTOCAEIHOTO U3NaHNe
Ha XapTHEH HocHuTea;, KpaTko ppKoBoACTBO Ha AU peakTHsH,

3a_obocobeHa mosvupa Ne 15 yJacTHUKEBT € NipeficTaBHAa IlpuacxkeHHe
No 2 u IIpusoxenne Ne 2A KM HoKyMeHTanHATa /U Ha CD/, NOITbAHEHH 10
obpasuyre Ha Bb3A0KHUTeAd; [IbaHomouto ot Kameams TpeHnadguaora
IfarkoBa, ¢ KOeETO ymrbanioMonasa Eamnia Ilerpopa Pyckosa fa ydactBa H
npeqacraBagBa ,AxBaxuM‘ A/l Ipu yJacTHe Ha APYKECTBTOTO B IIPOLEAYPH I10
30I1; OropuszanmoHHO nHCMO OT Jdwmacuc JduarHoctur Cucremc I'M6X“, ¢
KOeTo TIOTEHPIK/ABA, Y€ ,AKBaxuM‘ All € TeXeH H3KAYHTEAEH AUCTPUOYTOP
Ha TepUTOpHATA Ha DBbarapus; J[leKaapallisa 3a ChOTBETCTBHE OT JIHMACHC
JHarHOCTHYHH CHCTeMH; [lekaapanus 3a ChIAACHE C KAQy3HTE Ha JA0TOBOpPA,
Jlekaapaiiusg 3a CcpoKa Ha BaAHAHOCTTa Ha odeprara; TeXHHYECKO
PBKOROACTBO 3a Cucrema 3a 06paTHO 0CMO03a;




3a obocobena mosuiinga Nel6 yIaCTHHUKSBT € IIpefcTaBHA IIpHAOXKeHMe
Ne 2 u [Ipuaoxkenne No 2A KM fokyMeHtauuaTta /U Ha CD/, moirbAHEHH II0
obpasuuTe Ha BB3A0KUTEAHd; MHCTpYyKIMK 3a yiiorpeba 3a CD; ITEAHOMOIIIHO
or Kameaus Tpenmaduaora [lankosa, ¢ XK0eTO yIrbaAHOMOABa Eauna
IlerpoBa PyckoBa ga yJacTBa U IpeACTaBAfBaA ,ARKBaxum® Al Ipy ydacThe
Ha APYXKECTBTOTO B 1npouenyp# no 30I1; OroprusaiiioHHO HUCMO, B OPUTHHAA
U npesold Ha Oparapcku, ot ,Bekman Kyarbp UarepHenrsaba C.A, ¢ KOETO
oTopusupa ,AKBaxUM“Al]l 3a €eKCKAY3HUBEH OUCTPUOYTOp HA TEPHTOPHSTA HA
Pbparapuga; ekaapauua or Eauna [lerpopa PyckoBa, B KayeCTBOTO H HA
OLAHOMOIIHKMK Ha Kawmeaus Tpennadcgusopa LapkoBa - HamrbanwreaeH
nupekTop U nupenacegarea Ha CI Ha ARBaxuMm All, 4e 3a HOMeHKAATypH 16,5 —
16.14 ca pe3epBHH YacTH M KOHCYMAaTHBH U 3a THX HE Ca HPHAONKHMH
AeKAapalliy 3a CHOTBETCTBHE W HMHCTPYKIIMH 3a yrnorpeba; dexaapamuu 3a
CBOTBETCTBHE, B OPHTHHAA U [IPEJOB Ha OBATAPCKH €3MK, 0T Bexman Kyarsp
3a obepHpaHUTE PEAKTHBH H KOHCYMATHBH OT ofocobeHa mosunms Nol69;
Jexkaapauysa 3a CbrAacHe ¢ Kaay3urTe Ha AoToeopa; Jekaapalius 3a CpoKa Ha
BasHHOCTTA Ha oOodpeprara; J[lekaapanuda, de NpomsBoiuTead Beckman
Coulter e ,3eaena pupma“ U HAMA aKTYAAEH KATAAOT Ha XapTHEH XOCHTEA 34
HpegaaraHuTe AafOpaTOPHU PEAKTURH, XUMUKAAM H KOHCYMATHEBH H B TasH
BPB3Ka Ce IIPEJICTABS ITIOCACIHOTO H3AAHMC Ha XapTHEH HOCHTEA;

3.YuyactHUKGT "[IEPPEKT MEOHKA" OO e nionaA ITpelAOXeHHs 3a
H3MIBAHCHYE Ha NOPBYKaTa 3a.

- Ob6ocobena nmozuuuga Ne 20 ~ TepMoxapTust 38 IPUHTEPH.

- obocobena rozuims No 26 — PeakTHBY 32 HMYHOAOTHYEH aHAAH3ATOR
Tosoh AIA 360.

- obocobena mo3mmust No 27 - KoncyMaTwBH 3a aBTOMAaTHYEH
koaryaoMeTsp Compact X.

YuactHUKET llepdert Memuka” OO e npexncraeua Jekaapanys 3a
AWTICA HAa CBBP3AHOCT ¢ Apyr ydacTHHK /[Obpasen Ne 3/; Jewxnapayus 3a
KoHgudenyuanvocm no un. 102, an. 1 u an .2 om 30IT /o6pasey Ne 4/
OTHacAIMA Ce 3a ChABPKAHHETO B KoaoHa 7, 8,10 u 11 or [Ipuaoxenue 2A u
B KOAOHH 7, 8, 9 1 11 ot Ilpuaoxkenue 3A, undoManiyaTa, CpIbPXKAIIA CE B
OTOPH3ALMOHHHUTE IIHCMa H JEKAAPAIIMHUTE 3a CBHOTBETCTBHE (MMe, afpec H
T.H.), Kacaelld NOPOU3BOLUTCAHTC HA PCAKTHBHTE M KOHCYMaTHUBHTE B
opepupanuTe 060cobeHU 1103uUMH; [eKAapanys 3a 3alliiTa Ha AWYHUTE
IaHHH; [legaapaiud 3a 0TCHCTBHE HA 00CTOATEACTRA IO YA, 3, T. 8 ¥ 9A. 4 OoT
SUPOAPIOIIAPKALC /Obpazern NeS /; Heraaparusa 1o 4a.39, aa. 1, 1.1,
6yxBa 4" or III130I1 /O6paszerr SA/ U e MOZAA IPEAAOKEHHS 38 HIITbAHEHUE
Ha OPBYKATa 3a:

B 1npensoxkeHneTo cH 3a H3TBAHEHWE Ha Iopbukara 3a obocobena
nosua Noe 20 y9acTHHKBT € HPEACTABHA [FBAHOMOIIHO OT AAeKCAHIBD
Credanos Hemaakop, YnpaButea ¥ 3aKOHeH iipefcTaBures Ha llepdekt
Memuka®“ OO, ¢ KoeTo - yIrbAHOMOIIABA Bendo P'IOp;LaHOB HeroB a
[IpeacTaBAgBa K TIOAIIMCBA APYKECTBOTO IIPH ydacTHe B nIpoueaypH o 3011,
BaauaHo zo 31.12.2018r.; [Npuasocxkenue Ne2 u Ilpuaoxkeume Ne2a KbM
JoxymenTanudara /U Ha CD/, nombaHeHH 1o 00pasiuTe HA Bb3AOKHUTEAS
Heknapaiusa 3a cpoka Ha H3ITbAHCHHE Ha NophuKata; [Jdekaapalmsa 3a cpoka
Ha JocTaBKHTE; Jlekaapaliia 3a OCTATh4YHHHA CPOK Ha TIOJHOCT Ha
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MEIUITHUHCKUTE M3/ICAUS K BH/IA Ha oNakoeraTa uM; [lekaapaiiud 3a CPoKa Ha
OTAOKEHO maamiaHe; J[lekaapallisi 3a CBBMECTHMOCT Ha IIPEJAATAHUTE
koncymMaTuey; CE [exaapauysd 3a CBOTBETCTBHE OT ITPOU3BOAMTEAd B €IHO
CbC CIMCBK Ha IIPUAOXKCHHUTE cTaduaptH; [ekaapauus 3a EC -
CrworrercrBUe; 2/aBa/ OGpoa OTOpH3allMOHHH TTHUCMA OT IIPOU3BOJHTEAS,
Jeraapanus 3a ceraacHe ¢ Kaay3uTe Ha JOTOBOpa; [ekaaparisa 3a CpoKa Ha
BaAUZHOCT Ha odepraTta; Karaaor;

B 1pefa0:KeHHETO CH 3a H3II'BAHCHHE Ha IIopbyKara 3a obocobeHa
mo3uig Ne 26 y4acTHUKEBT € TPEACTABHA IIBAHOMOIIHO OT AAEKCAHIBP
CredatioB HengakoB, YmpaBHTEA H 3aKOHCH IIpPEACTaBHUTEA Ha ,llepdekr
Memuxka“ OO/, ¢ KoeTo " ynmbaHOMOLI@Ba beH4O0 ﬁopﬂaHOB HerxoB aa
IPEACTABAIBA M TIOIINCBA APYXECTBOTO IIPH y4acTHe B npouenypu mo 3011,
BaaugHo no 31.12.2018r.; Ilpuaoxxenue Ne2 u Ilpuaoxkenne No2a KM
AokyMmeHTanusaTa /U Ha CD/, nolrbAHeHH 110 00pasiuTe HA Bb3AOKUTEAS,
Jexaapanus 3a cpoKa Ha M3ITbAHCHHUC HA [MOPBYKATA; [lekaapailig 3a CpoKa
Ha JocTtaBKHUTe; Jlekaapamyss 3a oCcTaThYHHSI CPOK Ha TIOAHOCT Ha
MEIHIHHCKHUTE H3NCAHS M BH/(a Ha ONaKoBKaTa UM; JleKkaapalus 3a cpoka Ha
OTAOXKEHO TIaaulaHe; Jlekaapanusa 3a CbBBMECTHUMOCT Ha TIPEJAATaHHUTE
KoHcymatubH; 4/4erupu/ Opoa EC [exaapauus 3a CBOTBETCTBHE OT
IIPOU3BOAUTEANTE M CIHCBHK C IIPHACKHMHTE craHaaptd; OTOpH3allHOHHO
HCMO OT NPOH3BOAUTeAd; J[leKaapaliuga 3a AOCTBI1 A0 HHCTPYKIHMH Ha
IpefsaraHATE pPEeakTHBH M KOHCyMaTHBH, Komnwe Ha MHCTPYKIHH 3a
ynorpeba; [Jekaapaliyia 3a cbraacHe Cc Kaay3uTe Ha Aorosopa; [lekaapanug 3a
CpOKa Ha BAAHIHOCT Ha odepTara;

B IpenaokeHHETO CH 3a H3ITBAHEHHE Ha IIopbuykaTra 3a obocobeHa
no3uips Ne 27 y4acTHUKBT € NpeAcTaBHA [IBAHOMOIIHO OT AAEKCaHIABP
CredbanoB HepaskoB, YmpaBuTea U 3aKOHEH mpeAcTaBuTeA Ha llepdekTr
Menuka“® OOJl, ¢ KoeTo VI'bAHOMOIIABA DBeH4Oo ﬁopnaHOB Heron aa
[IpEACTARAGIRA U NOAIIHCRA JAPYXKECTBOTO MPU yiacTHe B pouenyps no 3011,
Baauauo mo 31.12.2018r.; Ilpwaoxkenue Ne2 u [Ipuaoxmenme No2A kbM
NoKyMeHTanudra /v Ha CD/, IoIrbAHEHH IO 00pasluTe Ha BB3AOKHUTEAL;
Jerkaapamusa 3a cpoka Ha HU3IbAHCHHE HA MMOPBLYKATa; [ekaapaiiua 3a CpokKa
Ha JocTaBkuTe; [lekaapaliia 3a OCTAaThUYHHA CPOK Ha TONHOCT Ha Me.
H3/IeAUsT U BHAA Ha ONaKOBKUTE HM; [eKaapalpg 3a cpoKa Ha OTAOXKEHO
naamaxe; [lekaapanyga 3a CbBMECTHMOCT Ha lpelaaraduTe peakTtuBu; CE
Jlekaapanys 3a CHOTBETCTBHE OT IIPOH3BOAMTEAS; OTOPH3AITHOHHO IIHCMO OT
OPOH3BOAMUTEAS CBC CIIMCHK HAa IIOAYABTOMATHYHU CUCTeMH; [lekaaparusa 3a
CBraacHe ¢ Kaay3uTe Ha goroBopa /Obpaserr Ne6/; [lekaapalld 3a CpoKAa HA

BaaHMAHOCT Ha odeprata /Ob6pasery Ne7/; Korne Ha eTruker ¢ HaHeceHa CE
MAapKHPOBKA.

4. YuacTHHKET ,XPOHO” QO[ e nojas mpegaoReHUS 3a U3ITbAHECHHE
Ha [IOPBIKaTa 3a:

- obocobera no3unua Ne 19 — PeakTUBY 33 UMyHOAOTHYEH aHAAU3ATOD
ELECSYS 2010.

o Homenkaarypa Ne 19.1 — Anti-TPO ¢+ Homeuraarypa Nel9.6- Thyroglobulin
o Homenxaarypa Ne 19.2 — Anti TG + HoMmeHRAZTYDA No19.7- TG
¢ Homenkaatypa Ne 19.3 — Anti-TSHR Confirmatory Test

* Howmeursatypa No 19.4 - FT3 s Homenraarypa Ne 19.8- TSH

¢ Howmenraatypa Ne 19.5 - FT4 ¢ HomeHkaarypa Nel9.9 - Digoxin
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HomeuraaTypaNel19.10 - Myoglobin

Homenkaatypa Nol9.11 - proBNP
HomenkaarypaNel9.12- Troponin T
Homenkaatypa Nel9.13 - ACTH
Homenkaatypa Nel9.14- AMH
HomenxaaTtypa Nel9.15 - C-Peptide
Homenxraatypa Nol19.16 - Cortisol
Homenkaarypa Nel9.17- DHEA-S
Homenraarypa No19.18 - Estradiol
Homenkaatypa Ne19,19- FSH
Homenkaatypa No19.20 - Total HCG
Homenxaatypa Nel9.21- Insulin
HomenraaTypa Nel9.22 - LH
HomMenraaTypa Ne19.23 - Progesterone
Homerkaatypa Nel9.24 - Prolactin
Homenxaarypa Nel9.25 - SHBG
Homenkaatypa Ne19,26- Testosterone
Homerraarypa Nel19.27 - AFP
Homenxaatypa Nel9.28 - CA 12511
HomeHxraarypa Nel19.29 - CA 15-3 11
Homenxkaatypa No19.30 - CA 19-9
Homenraatypa Nel19.31- CA 72-4
Homenraarypa Nel19.32-CEA Small
HoMenraarypa Nel9.33 - Cyfra 21-1
Homenxkaarypa Nel9.34 - Free PSA
Homenkaarypa Nel19.35 - HE-4
Homenxsatypa Nel19.36 - NSE
Homenraarypa Nel19.37 - S100
HoMmenraatypa Nel19.38 - Total PSA
Homenkaatypa Nel19,39 - Ferritin
Homenknaarypa No19.40- Folate
Homenraatypa Nel9.41-RBC Folate
HomMmenxkaatypa Nel9.42 -Vitamin B
HomenraaTypaNo19.43-B-CrossLaps
/serum
HomenxraatypaNel19.44-N-MID
Osteocalcin

HoMmenrkaatypa Ne19.45 - PTH
Homengaarypa Nel9.46 - Vitamin D
total

Homenraarypa Nel19.47 - IgE
Homenraarypa Nel9.48 - Anti-HCV
Homenkaarypa No19.49- HBsAg
HomenraarypaNe19,50-
quantitative

Homenkaarypa Ne19.51 - HIV Ag
Homengaatypa Ne19.52 - HIV combi
Howmenraatypa Nel9.53 - Syphilis
Homenxaarypa Ne19.54 - PCT Brahms
Homenraatypa Ne19.55 - IL-6
HomerraaTypaNel9.56 - Universal
Diluent Small

Homenkaatypa Ne19.57 - Folate RBC
Hemolyzing Reagent

Homenraarypa Nel9.58 - Estr./Prog.
Diluent

HbsAg
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HoMerkraatypa Nol19.59- ISE cleaning
solution Sys Clean

Homenraarypa Nel19.60- Sys Wash
Homenkaatypa Nel9.61- ProCell
Homenraarypa Ne19.62- CleanCell
Homerkaarypa Ne19.63- Assay cups
Homerraarypa Nol19.64- Assay tips
Homenxaarypa Nel9.65- Clean liner
Homenkaarypa Nel9.66- PreciControl
Anti-HCV
HomenkaaTypaNel9.67-PreciControl
Cardiac ‘
Homerraatypa Nel9.68-PreciControl
HBsAg

Homenraarypa Nol9.69- PreciControl
HE-4 _

Homenraarypa Nel9.70- PreciControl
HlHomeuxaarypa Nel19.71 -
PreciControl Universal

Homengaarypa Nel9.72- PreciControl
Syphilis

Homenkaatypa Nel19.73 - PreciControl
Troponin

Homenraarypa Nel9.74 - PreciControl
Universal

Homengaarypa Nel9.75- PreciControl
Tumormarker

HomenkaaTypa Mol9.76- PreciControl
Universal

Homenxaarypa Nol9.77- PreciControl
Varia

Homenkaatypa Nel9.78- Precicontrol
Multimarker

HoMenxkaarypaNel9.79-  Precicontrol

Thyro '

HomenraaTypa Nel9.80- ACTH CS
ECL

HomenkaaTtypa Nel9.81- AMH CS
HomerxaaTypa Nel9.82- AFP CS
HomerkraaTtypa Ne19.83- Anti-TPO C
HoMerkaatypa Nel19.84-Anti-Tg CS
HomenkaatypaNe19.85-B-
CrossLaps/serum CS

Homenraatypa Nel9.86- CA 125 C
Homenkaarypa Nel9.87- CA15-3 C8
Homenkaarypa Nel9.88- CA 19-9 C
Homenraatypa Nel9.89- CA 72-4 C
HoMenraarypa Ne19.90 - CEA CS
Homenxaatypa Nel9.91- Cortisol CS
Homenxkaatypa Nel9.92- C-Peptide CS
Homenxkaatypa Nel9.93- Cyfra 2i-1
Cs

Homenkaatypa Nel9.94-DHEAS CS
Homenraatypa Ne19.95- Estradiol CS
HomenkaarypaNo19.96-Ferritin Cs
Gen.2

Homenraarypa Nel19.97- Folate CS



o Howmenxaarypa Nol9.98- Folate RBC o HomenraarypalNel19,113-Progesterone

CSs CS
¢ Homengraarypa Nel9.99- free PSA CS * Homenraatypa Nol9.114 - Prolactin
e Homenkaarypa Nel9.100 - FSH CS CS
» Homenraarypa Nel19.101 - FT3 CS e Howmenxraarypa Nel9.115 - PTH CS
» Homenraarypa Nel9.102 - FT4 CS ¢ Homenkaatypa Nel9.116 - 5100 CS
¢ Howmerraatypa Nel19.103 - HCG CS ¢ Homenkaarypa Nel19.117 - SHBG CS
» Homemraatypa Nel9.104 - HE4 CS s Homenxaarypa No19.118 -
e Homenkaatypa Nol19.105 - IgE CS Testosterone CS
* Homenraatypa Nel9.106 - [L-6 CS s Howmenraarypa Nel19.119 - Tg CS
+ Homeuxaarypa Nel19.107 - Insulin CS s Homenkaarypa Nol9.120 - total PSA
» Homenraarypa Nel9.108 - LH C3 Cs
» Homenknatypa Nel9.109 - Myoglobin * Homenkaarypa Ne19.121 -Troponin T
CS hs CS
¢ Homemraarypa Nel9.110 - N-MID ¢ Homenraarypa No19.122 - TSH CS
Osteacalcin CS ¢ Homenraarypa Nel9.123 - Vitamin
Homenxaatypa Nel9.111 - NSE CS B12 CS
Homenraatypa Nel9.112 - proBNP » Homenkaarypa Nel9.124 - IgE C3
(O] ¢ Homenkaatypa MNel9.125 - Vitamin D
total CS
YuyactHUKET LXPOHO” OO/ e npencraRua Hekaapaiua  3a

pazpaborenHa u BHezpeHa CHcreMa 3a VIIpABACHHE Ha KadecTBOPO Ha Haza
EN IS0 9001:2015r.; [dekaapaiiis 3a AHMICA HA CBLP3aHOCT ¢ APYr YYACTHUK
/Obpaszens Ne 3/; [deraapaliys 3a OTCBCTBHE HA OGCTOATEACTBA II0 HA. 3, T. 8
H 4A. 4 ot 3UDPOOPIOTLAPKALC /O6pazert No 5/; dekaapamnug 110 uHa. 39, aa.
1, . 1, bykBa ,a° ot IIII30OII /O6Gpaszer; SA/; IIpanomomiHo ot Ilaamen
Tlaamenor KoctoB, Yrnpasutea Ha ,,XPOHO®“ OO/, ¢ KoeTo yI'bAHOMOIUABA
Anpuasna IleTpoBa [JJUMHTpOBaA Oa IPEACTABAABA [PYKECTBOTO B HACTOAIIIATA
npoueaypa o 306 ua YMBAA ,IIpod. [-p Croau Kupxoua“AlLl;

B mnpenaoxeHwero CU 3a H3MbAHEHHE HA NophYKaTa 3a 00ocobeHa
no3uig Nel9 yyacTHUKET € npencrasHa IIpuaoxkenue No 2 u Ilpuaomxenue
Noe 2A x®BM pokyMmeHTanudara /u Ha CD/, mombaHeHH O oOpasmHTe HA
BB3AOKUTEAS; [leKaapaliya 3a cpoKa Ha H3bAHeHUe; [lekaapaliga 3a Cpoka
Ha pocTtaBkKa; [deraapanmd 3a HaHeceHa CE mapkupopka; [leksapalig 3a
OCTaThYHMA CPOK Ha TroAHoCT; J[lekaaparus Cbraache 3a OTAOXKEHOTO
naamniafe; dekaapanuda 3a CbBMECTHMOCT Ha KOHCYMATHUBUTE U PEAKTHBHTE C
anapatr ELECSYS 2010; 12 6pos EC [lekaapanuu 3a CBOTBETCTBHE OT
riporseoanTeas Pomr Jluarmoctuke I'm6X, TepMadus — ¢ NPUAOKEH CIIMCBK
CBC CHLOTBCTHHTE HOMEHKAATYPH; HuHCcTpyKimu 3a ynorpeba Ha CD HocuTea,
Leraapaliua 3a CbraacHe ¢ KAay3HuTe Ha A0roBopa; [deksapalysa 3a CPoKa Ha
BaAMTHOCT Ha octhepraTa, Katasor; QTOpU3AITMOHHO TTHCMO OT IIPOH3BOIUTEA
- 3aBEPEHO KOIIHE.

5. VYwactuuksr ,TOII AHATHOCTHKA” OO0/ c nonas IpefAOKeHNd
3a U3IT'bAHEHHE Ha IIOPBYKATA 34!

- obocobena mosuiimag Ne 1 - PeakTHBH 3a OHOXUMHYEH aHaAHU3aTOPR
MINDRY BS300. ‘

Homenxkaarypa 1.1 - AST. IFCC. - UV. ¢ Homenraarypa 1.5 - SPINTROL "H"
HoMmenkaarypa 1.2 - ALT. IFCC. - UV, CALIBRATOR.

Homeskaatypa 1.3 - CK-NAC. Kinetic- s Howmeuraarypal.6-CK-NAC/CK-MB

uv. CONTROL.

Homenraarypa 1.4 - CK-MB . Kinetic * Howmenxaarypa 1.7 - AMYLASE
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Homenkaatypa 1.8 - AMYLASE CNPG3.
HomenxaaTypa 1.9 - ALP AMP, IFCC.

Homerxaarypa 1.42 - TOTAL PROTEINS.
Red Pyrogallol. Color

Kinetic * Homemxaarypa 1.43 - CRP TURBIL
Homenkaarypa 1.10 - g-GT Turbilatex
Homerkaatypa 1.11- LDH.DGKC. Kinetic e Homenraarypa 1.44 - CRP TURBI
- Uv, CALIBRATOR
Homenkaatypa 1,12 -LIPASE ¢ Homenkaatypa 1.45 - CRP CONTROL.
Homenkaatypa 1.13 - ACP. Colorimetric. + Howmenxkaatypa 1.46 - CRP LATEX.
HomenkaaTypa 1.14 - G-6-PDH. ¢ Homenraatypa 1.47- CRP ULTRA.
Enzymatic - UV. * HomeHEaAaTypa 1.48 -ULTRA
HomernxaaTypal.l5 - CHE. CALIBRATOR
Butyrylthiocholine. o Homenraarypa 1.49 - CRP ULTRA
Homenraatypa 1.16 - GLUCOSE CONTROL
Hexokinase. » Howmenraatypa 1.50 -
Homenraarypa 1.17 - GLUCOSE -TR. IMMUNOGLOBULIN A (IzA).
Homenkaarypa 1.18 -CREATININE Immunoturbid.
Jaffé. Colorimetric o HoMmeHKAaTYpa 1.51 -
Homenraarypa 1.19 - UREA -UV. IMMUNOGLOBULIN G (IgG).
Homenkaatypa 1.20 - URIC ACID. Immunoturbid
Homenkaatypa 1.21 - BILIRUBIN Total. » Homenkaarypa 1.52 -
Colorimetric. IMMUNOGLOBULIN M (IgM)
Homenraarypa 1.22 -BILIRUBIN Direct. Immunoturbid
Colorimetric., s Howmenraarypa 1.53 -
HomenkaaTypa 1.23 - CHOLESTEROL. IMMUNOGLOBULIN CALIBRATOR
CHOD-POD, ¢ Homenkaarypa 1.54 -
Homenxaatypa 1.24 - HDLc -D. Direct. IMMUNOGLOBULIN CONTROL.
Homenkaatypa 1.25 - HDLc -P. * Howmenraatypa 1.55 - mALB TURBI.
Precipitating Method. . Turbilatex
HoMmeHRAQTYpa 1.26 - HDL s Homenraarypa 1.56 - mALB TURBI
CALIBRATOR,. CALIBRATOR
Homenkaatypa 1.27- LDLe -D. Direct. ¢ Homenkaatypa 1.57 - mALB TURBI
Homerkaatypa 1.28 - LDL CALIBRATOR. CONTROL
Homengaarypa 1.29 - TRIGLYCERIDES. ¢ Homengaarypa 1.58 - HbAlc -d.
GPO Glycated hemoglobin.
Homenkaatypa 1.30 - LIPIDIC CONTROL * Homenkaatypa 1.59 - HbAlc -d
HoMmenkaarypa 1.31- IRON -FZ. CALIBRATOR
Ferrozine. e Homenkaarypa 1.60 - HbAlc -d
Homenraatypa 1.32 - UIBC. Ferene CONTROL
Homenraatypa 1.33 - TIBC ¢ Homenkaarypa 1.61 - LACTATE.
HOMCHKAaTypa 1.34 - CALCIUM. . HOMCHKAaTypa 1.62 -SPINTROL "H"
HoMmenraarypa 1.35 - PHOSPHORUS. CALIBRATOR
uv ¢ Homenraatrypa 1.63 - SPINTROL "H”
Homenxaarypa 1.36 - MAGNESIUM, NORMAL
Color ¢ Homenraatrypa 1.64 - SPINTROL "H"
Homenrsatypa 1.37 - CHLORIDE, Color PATHOLOGICAL .
Homenkaatypa 1.38 . ZINC + Howmenkaarypa 1.65 - SPINTROL "L
Colorimetric s Homenraarypa 1.66 -SPINTROL "U"
Homeunraatypa 1.39 - COPPER . Color ¢ Homenraarypa 1.67 - AMMONIA
HOMCHKAaTypa 1.40 - TOTAL PROTEINS. . HOMEHKAaTypa 1.68 - AMMONIA Control
Biuret, : _ ¢ Howmenkaatrypa 1.69 - AMMONIA
Homerxaatypa 1.41 - ALBUMIN. BCG. CALIBRATOR

- obocobena no3uiud No 10 — ABTOMATHYHH ITHIIETH:
Homenkaatypa 10.1 -  ‘Adjustable e Homenraatypa  10.2 -  Adjustable

Micropipette (Vol. 20-200 mcL);

Micropipette (Vol. 200-1000 mcL);
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HoMmenkaarypa 10.3 - 'Fixed volume Homenkaatypa 10.6 - 'Fixed volume
Micropipette {Vol. 20 mcL} Micropipette (Vol. 500 mcL);
Homenraarypa 10.4 - Fixed volume Homenkaatypa 10.7 - 'Fixed volume
Micropipette (Vol. 50 mcL); Micropipette (Vol. 2000 mcL);
Homenkaatypa 10.5 - Fixed volume Homenraatypa 10.8 - Fixed volume

Micropipette (Vol. 100 mcLj;

Micropipette .(Vol. 5000 mcL);

Y9acTHUKBT € npencraBia Oumnc Ha npeAcTaBeHHTE MOKYMEHTH;
Jekasapallisg 3a AWMIICA Ha CRBP3AHOCT C Apyr yyacTHHK [O6pazery Ne3/;
Jekaapaiiysa 3a OTCBCTBHE Ha obcTogTeACTBA 10 4A.3, T. 8 B YA, 4 oT
SUPOAPHOIIAPKALC /O6pazen NeS /; [deraapanust mo 4a.39, aa. 1, 1.1,
6yxsa & ot IIII30TI /O6pazert SA/; [lekaapauyst 3a Cbraacue ¢ KAAy3UTE
Ha gorosopa [O6pa3zer Neb/;

B npensoxKeHHETO CH 3a H3I'bAHCHHE Ha IopbdKaTta 33_oGocobeHa
nosunyg No 1 yyacTHHKBT € npencrasua [Ipuaoxenue No 2 1 ITpuaoxkenue No
2a KBM pHoKyMeHTauuwaTra /v Ha CD/, nomreaHeHHW 10 obpasuuTe Ha
BB3A0KHTeAA; [eKaapalyd 1o 4a. 14, aa. 2 or 3MU; IT'eaHOMONIHO OT [J30aH
Bearpan, obaacren MeHUABLp Ha Spinreact, S.A., Hcrammga, c koerto
yreaHoMow@sa , TOII AUATHOCTHKA* OO/ pa y4yacreBa B LpOUeaypd 10
30I] B Ka4ecTBOTO CH Ha H3KAIOYHTCACH TBPrOBCKH IIPEACTAaBHTEA HA H
aucrpubyrop Ha Spinreact, S.A., Ucnanus; EC Jekaapaliuu 3a CbOTBETCTBUE
OT npousBoauTeAas Spinreact, S.A., Mcnanmus — ¢ IpHAOKEHHE CHHUCBK C ME.
H3[eAus; YaocToBepeHre ot HMcnaHckara arHeuusi [0 AeKaperBara U
3apaBHY IIPOrpaMH, 4de Spinreact, S.A., Mcnanug pasmoaara ¢ AHIEH3 3a
IIpOU3BOACTBO Ha 34ApPaBHH NPOAyKTH; [lekaapauyusa or Spinreact, S.A. za
HaHeceHa CE MapkUpoBKa HMH 3a HaAHM4YHeTO Ha cepTtUTH(HKaTH EN ISO
9001:2008 u EN ISO 13485:2003; Karaa03u U MHCTPYKIIHH 3a yIoTpeda.

B mpenaoxkeHHMETO CH 3a HIITBAHEHHE Ha MOpbYKaTa 32 0bocobeHa
no3unps Ne 10 yuacTHHKET € npeacTaBHA [IpuaoxkeHue Ne 2 u [Ipuaoxkenue
Ne 2a x®BM pgoxyMmeHTauusdtra /u Ha CD/, mombaHeHU o o0pasiure Ha
BB3AOKUTEAA; [IbaHOMOLIHO oT [xoaH Dbearpan, obaacreH MEHHUALP Ha
Spinreact, S.A., Ucnanug, ¢ Koeto ymeaHomoiuasa ,TOIT JUATHOCTUKA
00/l na yuaatBa B mnpoleaypu o 3011 B Ka4ecTBOTO CU HA HU3KAWYHTCACH
TBProBCKH IIPEJICTABHTEA Ha U AUCTpHOyTOop Ha Spinreact, S.A., Ucnanug;
Hexaapauusa 110 49a.14, aa.2 or 3MH; EC [ekaapanun 3a CbOTBETCTBUE QT
nnpousBoauTeAd Spinreact, S.A., McnaHua - ¢ npuaokeH cnucbK; Karasor
JlekAapaliys 3a ChrAACHE C KAAY3UTE HA J0roBopa; [Jekaapaliyd 3a cpokKa Ha
BaAWJTHOCT Ha odepraTa;

6. YuacTHukET ,EART MEIAHKAA” OO e nomas NpefAoKeHHS 3a
HM3ITBAHEHHE Ha IIOpPHLYUKATa 3a:

- obocobena mozunma Ne 1 - PeaxTusy 3a GHOXHUMHYEH aHAAM3ATOP
MINDRY BS300

e Homenrnarypa 1.1 — ACAT (reucr}); e Homenraatypal.6 - KoHTpoaa 3a
e Homeuxraatypa 1.2 — AAAT (Teuen); fuoxumua HopmaaHa/CKMB koHTpoa
o Howmenxkaarypa 1.3 - Kpeartun (anoduansNpan);

KHHa3a (TeyeH); s  Homenkaatypa 1.7 -~ Amusasza EPS
s Homeuraarypa 1.4 - Kpearun (Teuen);

kuHasza MbB (Tteuen); ¢+ Homenxaatypa 1.8 - AwmmHaasza
»  HomeHkRaaTypa 1.5 - (reuen);

MyatuxkaanbpaTtop / CKMB ¢ Homenraarypa 1.9 -~ Askasna

KaaubpaTop (AnoAnsHpaH); thocchaTasa (TeucH);

s Howmenraarypa 1.10 - I'T'T (Teuen);
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* Howmenrsarypa 1.11 - AIX {reuen);

* Homenxaarypa 1.12 - Awumasa
(Teuen);
s Homenkaatypa 1.13 - Kuceaa

docharasa (tegen);
*  Howmenraarypa 1.14 -~ Tamwgoso 6
docthar gexunporenasa (Tevyen);

* HomeHraaTypa 1.15 -
XoannrecTepasa (Teues);

+ Homenraarypa 1.16 - Taioxosa
XEKCOKHHasa (TeveH);

¢ Howmenkaatypa 1.17 - Taokosa
TEueH);

* Homeukaatrypa 1.18 - KpeaTunuu
TedeH);

* Homenkaarypa 1.19 — ¥pes (reuen);
¢ Homenraarypa 1.20 - - [lukouma
KuceauHa {TedeH);

e Homemraarypa 1.21 -  O6w
duaupybuH (Teden);

. Homenraarypa 1.22 - [lupexren

Suaupybun (TeueH);

s  HoMmeHRAaTYpa 1.23~XoaecTepoa
(Teuen);

e Homeuraarypa 1.24 - HDL
XOAECTEPOA JUPEKT (TedeH);

* Homewmrsarypa 1.25 -  HDL
XOAECTEPOA -IIPEIUIHT
{anoduansupan);

» Howmenxsarypa 1.26 - HDL/LDL
KaAnOPATOD (AHO(HARZHPAH);

e Homerraatypa 1.27 -~ LDL
XOAECTEPOA JHUPEKT (TedeH);

e Homerkaatypa 1.28 - HDL/LDL
kasubparop {anocnansnpany;

e Homenraarypa 1.29 -
Tprraunepnny (Tedew);

* Homengraarypa 1.30 ~ Konrpoaa 3a
bHoxmMMMsT HOpMaaHa  serutn  HN
(amodbrauzupan);

*» Homenraarypa 1.31 - XKeasso
(Teuen);
» Homenkaarypa 1.32 - UIBC
(Teaen);
* Homemkaarypa 1.33 - ¥KCK
(reuen);
* Homenxaatypa 1.34 - Kaammii
(reaen);
* Homenxaatypa 1.35 - Docdop
{Teuen);
e Homeuraatypa 1.36 - Margesuii
{reqen);

e Homenraarypa 1.37 - Xaopmmm
(Teuen);

¢+ Homerxaarypa 1.38 - [unk
(reueH);
¢ Homenxraartypa 1.39 - Mej (reuen);

e  Howmenrsatypa 1.40 — OBy 6eaTsx
{Teqen); :

e Homeuxnarypa 1.41 ~ AaGymun
(Teuen);

* Homensraarypa 1.42 -~ Ypun
IIpOTEHRH (Te4deH);

¢+ Homenraatypa 1.43 - CRP (reuen);
¢ HomengRaaTypa 1.44- CRP
KasuOparop (reden);

s Homemkaatypa 1.45 — CRP kouTpoa
(aAmodHAM3HpAaH),

e Homeuxraatypa 1.46 - CRP latex
TedeH);

¢ Homenxaatrvpa 1.47 — CRP ultra
TedeH);

+ Homenmxaatrypa 1.48 - CRP ultra
KaanGparop (anoduausupan);

¢ Homenraarypa 1.49 - HWmyro
KOoHTpoA I (amodmavznpan);

¢ Homenraarypa 1.50 -
Hmymoraobyans A (reuen);

s HomerkaaTypa 1.51 -
WmyBsoraobyaun G {Tewen);

* Howmenraarypa 1.52 -
HuyHorA0OyanH M (Teuew),

* HowmeHraarypa 1.53 - HWmyso
MYyATH KaanGpaTop (aAnoduansmpan);

* Homesraarypa 1.54 -~ WwmyHo
worTpoa I {anoduanzupan);

* Howmenraarypa 1.55 -
MuxpoasbymuH (Teden);

¢ Homenraarypa 1.56 -
MukpoasbyMuH kaaubpartop
(artochuanm3ampan);

s Homerkaarypa 1.57 -
Mukpoasbymiu KOHTPOA
(Amothvianswpan);

» Howmengraatypa 1.58 - [dupexrteH

TAHKEHMpAaH xeMmoracbuaHbAle {reuen);

o Homerkaarypa 1.59 — KasubGpatop
3a JHpeKTeH TAMKHpaH
xemoraodbraHbAlC (Teven);

e Homenraarypa 1.60 — KonTpoa 3a
JAHPEKTeH TANKApPaH xemoraobwaHbAlc
{reuesn);

* Homenmraarypa 1.61 - Aaxrtar
{reuen);
* Howmenxraarypa 1.62 -

MyaTuxaanbpaTop (AHODHEANZUPAH);

¢ Homeuraarypa 1.63 ~ Konrpoaa za
Ouoxumug  HopMmaaHa  serum  HN
{(anodpuan3mpan);

» Homenraarypa 1.64 — Konrpoaa 3a
BHoXmHMHA naroaorHdHa serum HP
(Aroduanzupas],

» Howmenraatypa 1.65 - Ypun
KOHTPOA (AModHam3Hpan);
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e Homerksarypa 1.66 - Ypuu s Howmenraarypa 1.68 — KouTpoaeH
KOHTPOA {AMo(pUAH2HpaH]}; MaTepras aMOHAK (ARO(HAH3HpAH);

¢ Homenraarypa 1.67 - AMOHAK * Homenkaatypa 1.69 - Kaaubpartop
{TeueH); AMOHSAK (AMOpHAMSHpPAH).

Yaactuuksr L,EAUT MEIMKAA” OOl e npeancraBua Ommc Ha
JDOKYMEHTHTE; Jlekaapallus 3a AWIICA HA CBBP3AHOCT C APyl yV4IaCcTHUK
/Ob6paszerr Ne3/; [dexkaapalyg 3a OTCECTBHE Ha 0BCTOATEACTRA IO ya.3, T. 8 u
ga. 4 ot SUPOAPIOITAPKAAC /Obpaszen NoS /; [deraapanusa 1o 4a.39, aa. 1,
1.1, 6bykBa ,a° ot IITI30I1 /O6paszer; SA/;

B mpemaokeHHETO CH 3a H3I'bAHEHHE Ha IOpBIKara 3a obocobeHa
no3ulyd Ne 1 y9acTHURET € mpeactasra [Ipuaoxkenne No 2 u lIpuasokenue No
2A k®BM pogyMmentrauugara /u Ha CD/, nombaHeHu no obpazuuTe Ha
BB3AOEMTEAs; [eraapanuda 3a HaHeceHa CE mapkupoexka; 7 /cemem/opost EC
[exaaparyyu 3a CBHOTBETCTBHUE Ha MEIHIIMHCKH H3ICAUS OT IIPO3HBOHTEAS
P.Z. CORMAY S.A., Tloama; Cepruduxkar 3a cpobomua mnpogaxba oT
Komucuara 3a aAeKapcTBeHM cpejicrBa B Hpaanaus, uziaaeH Ha Audit
Diagnostics, Upaanausa ¢ IPHAOXKCH CIMCHK C MeJ. H3ACAHA W arapaTu.;
YBEAOMHTEAHO TTHCMO, AEKAAPUpALI0 MTpUchkeauHaBaHetTo Ha P.Z. Cormay SA
u AUDIT DIAGNOSTICS B komnaumsrra Cormay Group; [lexaapaumsa 3a
CBrAACHE ¢ KAAY3HUTE Ha AOTroBopa; [lekaapalisa 3a BaAHAHOCTTA IHa odeTaTa;
Kataaor Ha npoussomuteas Cormay Group, Iloama; [exkaapanua OT
Kpacumup Acrniapyxor Kupkos, ynpasutea Ha ,Eant Memmkaa“ OO/, ¢ xoaTo
aeraapupa, 4e PeaktusuTe 3a 6moxumirden anaausarop MINDRAY BS300, ot
HOMeHKAaTypH Nel.62, 1.63, 1.64, 1.65, 1.66 orroBaparT Ha H3HUCKBAHUSATA
Ha Bbaaoxkureas; Iloreepxaenue ot P.Z. Cormay SA, 4e OpoH3BEXIAHUTE OT
hrpMaTa pecaKTHBH, KOHTPOAH U KaAHOpaToOpH CBOTBETCTBAT ¢ m3bpoenHwute,
B JOKYMEHTa OHOXUMHUYHH AHAAH3ATOPH; IIOTBBpPKACHNE OT [IPOU3BOAUTEAS
Audit Diagnostics, ue DpousBexgaHuTe OT (pHUpPMaTa PCAKTHBH, KOHTPOAH U

KaAuOpaTopu ChoTReTcTBaT ¢ H3bpoeHuTe, B JOKyMeHTa OHOXHMWYHU
aHaAu3aTOpPH

7. Y4acTHUKBT LEATA 90M” OO e 1mnomaa IIPEeJAOKEHUS 34
H3TBAHEHHE HA OPLYKATA 34!

- obocobena mo3umua Ne 4 -TIOAYKOAMYECTBEHH TECTOBE 34
dhubprHOAN3A:

¢ Howmenraarypa 4.1 - FDP Plasma qpea AQTEKC arayTHHALHug
e Homeuxraarypa 4.2 - D-dimer AaaTeKc arayTHHAIIHUA

- obocobena mo3mmus Ne 43 - KurToBe 3a QUATHOCTHKA HA BHPYCHH
XernaTHTH:

Homenkaatypa 43.2 — Obpz Tect HAV
IeM

HoMmernraarypa 43.3 - ELISA HbsAg
Homenxaarypa 43.4 - 6Obp3z TecT
HBsAg, 50 Tecta

Homenkaatypa 43.5 - ELISA HBE
Ag&Ab

e Howmemraarypa 43.1 — ELISA HAV IgM s  Homeuxaarypa 43.6 - ELISA HBE

Ag&Ab

Homenraatypa 43.7 - ELISA Hbcor
lgM :

Homenkaatypa 43.8 - ELISA HCV
Homeugraarypa 43.9 - 6up3 Tect HCV
Ab, 50 recra _
Homeuraatypa 43.10 - ELISA HDV Ab

14



¢ Homewmxaarypa 43.11 - ELISA Hbcor e HoMmeHraatypa 43.13 - ELISA anti-
total Ab HBs Ab

s Homenraatypa 43.12 - ELISA HEV
IeM

- obocobena mozmuima Ne 44 — KuroBe 3a AMATHOCTHKA HA IIOAOBO-
npeaaBaHu WHPEKITHH:

» Howmenraarypa 44.1- ELISA HIV + Homenraatypad4.4 -ELISA
1&2Ag&ADb C.trachomatis IgG

» Homenraarypa 44.2-Anti HIV1/2 ¢ Homenkaarypa 44.5 — TPHA kit
rapid test kit + Homenxaatypa 44.6 — Syphillis test

s Homeuraatypa 44.3 -ELISA ‘

C.trachomatis IgM

- obocobena mosmuusa Ne 45 -KwuToBe 3a HMATHOCTHKA Ha BPOHAEHH
HH(EKIIHNH:

e Homemrkaarypa 45.1 - ELISA EBV CA + HoMmenkaatypa 45.3 — ELISA CMV IgM
IeM + Homenxaatypa 45.4 - ELISA CMV IgG
e Howmenraarypa 45.2 - ELISA EBV CA
1gG

- obocobena mosmiust Ne 48 - [pyrH KWUTOBE 3a [AHATHOCTHKA HA
OaxkTepHaAHU ¥ BUPYCHU uHQEKIIU:

» Howmenxaatypa 48.1 - Rotavirus Ag ¢ Homenkaatrypa 48.3 — ASO latex 100
test tests
+ Homenraatypa 48.2 — H.Pylori Ag test ¢ Homenxaatypa 484 -RF latex
100tests

YyacTHUKET € TIpeacraBHa ONHUC Ha OPEACTABEHHUTE MOOKYMEHTH,
Hdekaapanus 3a AUICa Ha CBBP3AHOCT ¢ Apyr viactHuk [O6paszern; Ne 3/;
Heraapanmda 1o 4a. 4, aa, 7 ¥ 110 49a. 6, aa. 5, T. 3 3MUII /TIpusoxkenue No
4/; Hekaapainda 1o 49a. 6, as. 2 3MUII /I[Ipusoxenne No5/; Jekaapaiusa 3a
OTCBCTBHE Ha OOCTOSTEACTBA 10 49A. 3, T. 8 1 4. 4 ot 3UDOAPHOILIPKAIC
/Obpazerr No5/; [leraapaiusi 3a crla3BaHe 3aJbAXKEHHUATA, CBBP3aHH C
J[aHBLUY 1 OCHUTYPOBKY, OTIA3BAHE HA OKOAHATA CPEAA, 3aKPHAA HA 3aeTOCTTa
H YCAOBMATA Ha TPy 1o 1a.39, aa. 1, 1.1, 6ykea " ot IITI30TII /O6pazery SA,
[eraaparma 3a cbraacHe C KAAy3WTe Ha JOroBopa, [lekaapaius 3a CpoKa 3a
BaAMJHOCT Ha odeprara.

B mpenAoXeHHETO CH 34 H3MbAHEHHE Ha HOphYKaTa 3a 00ocobeHa
mozuia No 4 y9acTHHKET € npencraBya Ilpnaoxenne Ne2 u Ilpuaoxenne Ne
2A kB M gokyMeHtaimmara /um Ha CD/, nombAHEeHH TIO 00pasuuTe Ha
BL3A0KNTEAS; Oropr3anyonHo nucMmo oT DIAGNOSTICA STAGO, ®paunnug, c
KOeTo oropHusupa ,EATA 90M“ na ygacrBa B TPBXKHH [IPOIEAYPH, BAAHIHO [0
31.12.2018r; 2 6poss EC [exkaapanug 3a CBLOTBETCTBUEC; HHCTPYKIIMH 3a
yrotpeda;

B npenaokeHHETO CH 3a HAIBAHEHHE Ha mophdkara 3a obocobena
no3uuydg Ne 43 yyacTHHKEBT € tipeacraBua IIpuaoxenue Ne 2 u TlpraoskeHue
Ne 2A k®BM pokyMeHTamusaTa /H #Ha CD/, monbaHeHHM IIo oOpasnmTe Ha
BB3A0KHTEAS; OTOPH3ALMOHHO HHCMO OT Itpom3BoauTeas Koroglu Medical
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Devices Ltd., Typumsa; OrTopH3allMOHHO IHCMO OT IIPOH3BOAMUTEAS
IMMUNOSPARK S.r.1.,Mraausi; OTOpU3ALIMOHHO IIMCMO OT IIPOH3BOJIUTEAS
Dia. Pro Diagnostic Bioprobes S.r.l., Utaana; EC ceprucdukar 3a crucrema 3a
ocurypgBaHe Ha KadecTBOTo Ha Dia. Pro Diagnostic Bioprobes S.r.l., Uraaus,
BCAHO C TIpHAOXKEHHEe Ha odepHpaduTe MeIUIHHCKHE H3eaud; EC
Hexaapamus 3a ceBMecTEMocT oT IMMUNOSPARK S.rl.,, Hraana 3a
usneaero RAPID HAV IgM TEST CARD; 2 6poa EC Ceprudwurar 3a
U3NUTBAHE Ha MEAULWHCKHA uzdeaus Ha Koroglu Medical Devices Ltd.,
Typuus; 8 6poa EC [erkaapamua 3a crorBeTcTBUe Ha Dia. Pro Diagnostic
Bioprobes S.r.l., Htaaus; UHcTpyKIu 3a ynoTpebda;

B mpenaoxkeHHETO CH 3a U3ITbAHEHHE Ha HopbydKaTa 3a obocobeHa
nosunug No 44 yaacTHUKBT e npencTrasua llpuaoxkemnue Ne 2 u IpuaoxeHne
Ne 2A xpM gmokyMeHtanmara /u Ha CD/, nombaHeHH 110 06pasnpTe Ha
BL3A0KNTeAd;, OTOpHU3AaIlMOHHO IIHCMO OT TpousBoauteas Koroglu Medical
Devices Ltd., Typuus; OropuzallioHHO IIMCMO OT IIpou3BoauTeas ulti med
Products, Bearus, 3a #HoOMeHKaarTypa 44,6; OTropH3alMOHHO IIHMCMO OT
rponzBoguTeas Lab 21 Healthcare Ltd, Auramga; OTopu3allMOHHO HIHCMO OT
npouzoauTeas EUROIMMUN Medizinische Labordiagnostika AG, T'epmanus,
OTtopusanlioHHO mHCMO OT npowssogureas Dia. Pro Diagnostic Bioprobes
S.r.l.,, Uraaus; 2 6posa EC Ceprudmrar 3a cucreMa 3a OCHIYVPsBaHE Ha
KadecTBo Ha Dia. Pro Diagnostic Bioprobes S.r.l.,Mraaua, Beaso c
IIpUAOKEHME Ha odepHupaHuTe MeOHIIMHCKH Hineausda;, EC Cepruduxartr Ha
EUROIMMUN Medizinische Labordiagnostika AG, Tepmanmsa, BaaHIEH 10
17.05.2022r, Bexnuo ¢ 4 npuaoxkeHuda; CE [lexkaapaliisa 3a CbOTBETCTBHE Ha
EUROIMMUN AG, Tepmanusi; EC Ceprudukar 3a HaHeceHa CE MapKUpoOBKa
ot Koroglu Medical Devices Ltd., Typrms; EC Jekaaparpsa 3a CBOTBETCTBHE
Lab 21 Healthcare Ltd.; EC [ekaapammsa 3a croTBeTcTBHE ulti med
Products,I'epmannsg; MuacTpyKkimuy 3a ynorpeda.

B OpemAoKeHHETO CH 34 HAITbAHCHHE Ha MIopbhdkaTa 3a 00ocobeHa
oosunug No 45 y9acTHUKET € npeacrasua lIpuaoxenue Ne 2 u [IpuaoxkeHHe
Ne 2A KBM oKyMeHTalpstTa /v Ha CD/, momrbaHeHM no obpasmuTe Ha
BB3AOKHUTEAd; [leKAaapaiid 3a ChraacHe ¢ Kaay3urte Ha aoroBopa/ Obpasery
No6 /; OropuzaimoHHo nHcMo oT npousBogutTeas EUROIMMUN Medizinische
Labordiagnostika AG; wuHCTpyKIIMM 32 yroorpeba; [lekaapandd 34
CBOTBETCTBHE  OT  HpousoauTeas  EUROIMMUN Medizinische
Labordiagnostika AG 3a namneceHa CE wmaprupoeka; EC Ceprudgukar 3a
cHCTeMa 3a I'bAHO OCUTYpsSIBaHe Ha KadecTBO, BaauaeH Ao 17.05.2022, segno
c 4 mnpuaoxenud; [lekaapanysg 3a CBraacle C KAQys3WT€ Ha JOTOBOPA;
Jexraapaltus 3a BaAuHOCT Ha odeprara;

B mpepaoxeHHeTo CH 3a H3MBAHCHHE Ha IOpbuKata 3a obocobeHa
nozuid Ne 48 yyacTHUKET € npeactaBua [Ipuasoxenue Ne 2 u Ipuaoxkenne
Ne 2A kBM pokyMmeHTarusatTa /U Ha CD/, nompaHenu mno obpasnuTe Ha
BB3A0KHTeAsS; OTOPH3AIMOHHO MHCMO oT npousBoauTeass Certest Biotec S.L.,
Hcnanus; OTOpU3allMOHHO THCMO OT mnpomsBoauteas Coris BioConcept,
Bearusi; OTOpHM3allMOHHO MHCMO oT IpousBoguteass Lab 21 Healthcare Ltd.;
EC [dekaapauuu 3a COTBETCTBHE 0T ITpousBoauTeas Certest Biotec S.L.; EC
Herrapariuy 3a cwhoTBeTcTBHE OT mpomnsponuteass Coris BioConcept; EC
Hexkaapaimuu 3a cpoTBeTCcTBHE OT InpousBoauteas BIOTEC Laboratories
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Limited; EC [ekaapaiyn 3a CBOTBETCTBHE OT IIpoH3BoauTeas Lab 21
Healthcare Ltd.; Macrpykituu 3a ynorpeba;

8. YuactuukbsT n,Ec Hdxm Ilm Bro Hafimamaxc ” 00O e momaa
IIPENAOKEHHS 34 M3ITbAHEHHE HA NOPLYKATA 34!

- obocobena nozunuda Ne 35 — [pyru AUaTHOCTHKYMH.
o Howmenraatypa Ne35.1 - Clostridium difficile GDH (cassettes)

- 0bocobeHa mozuImda No 39 - ARTHOHMOTHYHH AHMCKOBE!

¢  Homenxaarypa Ne39.1 - Ampicillin 10 s  Homenraarypa Ne39.17 - Vancomycin
e HomeHkaarypa Ne39.2 - Penicillin G 30
10 ¢ Homenkaatrypa Ne39.18 - Cefotaxime
Homenraatypa Ne39.3 - Oxacillin 1 30
e Homenkaatypa Ne39.4 - Erythromycin *» Houmenkaarypa Ne39.19 - Cefoxitin
15 30
» Homenxraatypa Ne39.5 - Tetracycline ¢ HomeHraaTypa Ne39.20 -
30 Cotrimoxazole 23,75/1,25
Homenkaatypa Ne39.6 - Bacitracin 10 ¢ Homenkaatypa Ne39.21 - Kanamycin
e  Homenkaarypa Ne39.7 - Rifampicin 5 30
»  Homenxaarypa Ne39.8 - Piperacillin s HomenkaatypaNe39.22- Ampicillin/
30 Sulbactam 10/10
» Homemkaarypa Ne39.9 - Gentamicin ¢ Homenraarypa No39.23 - Cefepim 30
30 s Homenkaarypa Ne39.24 - Aztreonam
s Homenraarypa Ne39.10 - Gentamicin 30
10 + Homenraartypa Ne39.25 -
s Howmenkaatypa Ne39.11 - Novobiocin Doxycycline 30
30 s Homenraatypa Ne39.26 -
e  Homeuxaarypa No38.12 - Cefiazidime Tobramycin 10
10 s Homenxaatypa Ne39.27 - Ceftriaxone
» Homenraatypa Ne39.13 - Amikacin 30 30 :
¢  HomenxaaTypa Ne39.14 - Cephalothin ¢ Homengaarypa Me39.28 - Nalidixic
30 Acid 30
e Homenxaarypa Noe39.15 - Cephazolin ¢ Homenraatypa N239.29 -
30 Chloramphenicol 30
. HoMeHKaaTypa Ne39.16 - » Homeuraatypa Ne39.30 -
Ciprofloxacin 5 ' Moxifloxacin 5

- obocobena mozuitua Ne 48 — [pyru KUTOBE 34 JAHATHOCTHKA Ha
DakTepUaAHU U BUPYCHY HMH(EKITHH:

e Howmenkaatypa Ne 48.1 - e Homenxaatrypa Ne 48.3 - ASO Latex
ROTA/ADENO VIRUS Ag (cassettes) + controls

s HomMmenxaatypa Ne 48.2 - HELICO o Homeursatypa Ne 48.4 - RF Latex +
(H.pylori Ag) (casseties) controls

YaactHuksT Ec [xu IIm Bumo [Jdaiinamukce” OO/l € npencraBua
Jlekaapalisa 3a AWIICA Ha CBBP3AaHOCT ¢ ApYr y4acTHUK [O6paszen Ne3/;
Jlekaapaisa 3a OTCBCTBHEe Ha obcrodTeacTBa mo 4A.3, T. 8 H d9A. 4 OT
BUPOOPIOITIPKALC /Obpaser; No5/; eraapanua mo 4ga. 39, aa. 1, 1.1,
oykra ,a° ot IIII30I1 /Obpazer; SA/; [ekaapaliysa 3a CbrAacHe C KAAy3UTE
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na jgoroeBopa /Obpazen Ne 6/; [exkaapaiius 3a CPoKa HA BAAHAHOCT Ha
ocpeprata /Obpaszer; No7/;

B mpenaoxkeHHeTo cu 3a HM3NBbAHEHHE HA MOphLUKata 3a obocobeHa
r1o3ulEda No 35 yYaCcTHHKET €, VHACTHUKET € IpencraBua Ilpuaoxkenne No 2 u
[Ipraoxenue Ne 2A wepM poxkymeHTamuara /u Ha CD/, nombaHeHW TIO
obpasnure Ha BB3A0KUTeAd; OTOPHIAIMOHHO THUCMO OT I[IPOM3BOAUTEAS
BuoMmarcuma Afl, Tloama; CepruduraT 3a cHCTEeMa 3a VIIPaBACHUC Ha
Ka4ecTBO ChraacHo craHmaprT EN ISO 13485:2003, BenHo ¢ IpHAOXKEHUE,
BaauaeH o 28.02.2018r.; [lekaapalldl 3a CHOTBETCTBHE 33 UH BUTPO

AMATHOCTHUYHUE MEIHIHMHCKY H3CAeABaHHH; KaTas03H M HHCTPYKIHH 34
yiorpeoda.

B mnpenaoxkeHHETO CH 3a H3ITbAHEHHWE Ha Ioppdkara 3a obocobena
nosurd No 39 y9acTHUKET € npencraBua [IpuacxkeHve No 2 1 TIpuaoxeHUe
Ne 2A xBpM foKymeHTanuara /u Ha CD/, nombaHeHH No obpa3nuTe Ha

Bb3s0XKHUTeAd; EC [lekaapalli 3a CpOTBETCTBUE; KaTaro3u U HHCTPYKIIMH 3a
ynorpeba.

B mpenmaomxeHMETO €M 3a H3I'BAHEHHE Ha NopbYyKaTa 3a obocobeHa
rosurips Ne 48 y9acTHHKBT € IpeAcTtaBHA [IpHaoxkeHHe Ne 2 u TIpHaoxkeHHE
Ne 2A r®BM goxkymentaimsita /u Ha CD/, mombaHeHH oo ofpasiure Ha
BB3A0KHNTEAS], HHCTPYKLIMH 3a yrioTpeba;

9. Y49acTHHKET R,JAdramen” OO e 1101aA IIPENAOKEHHS 38 H3II'BAHECHUE
Ha IIophuKarTa 3a:

- obocobena mosummsa Ne 32 - AnmapaTHH XEMOKYATYPH 3a 3aTBOpPEHA
cucrema Bactec:
e Homenraarypa Ne 32.1 - BD BACTEC™ Standard/ 10 Aerobic/F
s Howmenraarypa No 32.2 - BD BACTEC™ Standard Anaerobic/F
o Homenkaatypa Ne 32.3 - BD BACTEC™ Peds Plus™/F

- obocobena mosumua Ne 33 — [loAyaBTOMATHZHPAHH IIAHEAH 34
OHOXUMUYHA WAECHTHDHUKAITHS:

o Homenkaatypa Ne 33.1 - BD BBL™ Crystal™ GP
¢ Homenkaarypa Ne 33.2 - BD BBL™ Crystal™ E/NF

Y4YacTHHUKELT € MIpeiocTaBHA OIHC Ha AOKYMEHTHUTE, ChIABPKAIlY CE B
ocheprara.

B mpenaoikeHHETO CH 3a M3bAHEHHE Ha MHopbukKata 3a obocobena
nosunyg No 32 y49acTHHKET € npeactasua Ilpuaoxkenne No2 u [Ipmaoxenue
No2A x®BM pokymeHTaumara /u Ha CD/, nombaHeHu 10 obpasiyTe Ha
BL3A0KHTEAA, [IbaHOMOIIHO oT Mapuo Tpwnkor TaHes, yIpasBUTeA Ha
Suamen” OO0/, ¢ KoeTo yrbaHoMOIaBa lisereanna Yapnaposa ExaeHOBa na
npeacraBagBa [pyxecTBoTo B y4dacTue B npoueaypu no 30II; Hekaapaiua
3a CBrAacHe C KAay3uTe Ha JoroBopa, Jlekaapalys 3a CpoKa Ha BaAWAHOCT Ha
odeprara; OTOPHU3ALMOHHO MMHUCMO OT BeKThH [IUKWHCBEH HMHTEPHEIIBHSDA,
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Pepmanug; [ekaapanpsd 3a CBOTBETCTBHE Ha MEAHITMHCKOTO H3IEAHE OT
HOMEHKAaTypa 32.1, 32.2 u 32.3; UHcTpyrLmHU 3a yrorpeba.

B mpenaokeHMETO CH 3a H3ITBAHEHHE Ha IIopbuKaTa 3a obocobena
nozurpg No 33 mpeacraBua [Ipuaoskenme Ne 2 u Ilpuaoxenme No 2A KbpM
HokyMmeHTaupara /u Ha CD/, molrbaHEHH IO 00paz3luTe Ha BB3AOIKHTEAL;
ITeanoMmomo ot Mapuo TpornkoB Taues, yipaBurea Ha Jduamen” OO0, c
KoeTo yIrbaHOoMoUIaBa ![Bereamna YaspapoBa ExaeHoBa Oa IIpeacTaBAABa
dpyxecTBoro B yuactue B npoueaypu no 30I1; Jdekaapalug 3a cbraacue c
KAay3uTe Ha norosBopa /Obpaserr Neb/; Hdekaapanyd 3a CpoKa Ha BaAWgHOCT
Ha odgpeprata /OCpazernr No7/; OTopH3aIMOHHO IMHUCMO OT IIPOM3BOAMTEAS
BEKTBH AMKMHCDBH HurepHenrpHbA; EC [Jeraapaliny 3a CBOTBETCTBHE 32
obocobeny mmosu 1uH 33.1m 33.2.

10. VYwactuwrrsr ,PHIOAKOM * EOOM ¢ 1nofaA IIPEeSACKEHUH 3a
U3I'BAHEHHE HA [MOPBYKATA 34

- obocobena mmozunma Ne S5 — YpHUHHM TECT ACHTH
¢ HoMeHKAaTypa Ne 5.1 — TecT AeHTH 3a ypHHA: [AI0K03a U KOTOHH

B IpenAoKEHHMETO CH 3a HIIThAHCHHE Ha TOphYKaTa 3a obocobeHa
nosunuga Ne 5 ygacTHHKBT € npeacraBua lIpuaoxenue No2Z2 u [ipusoxenue
Ne2a xk®BM pokymeHtalnustTa /u #Ha CD/, momrpaHeHH 1o obpasuuTe Ha
BB3A0KWTEAd;, J[leKaapallusd 3a AWICA Ha CBBP3aHOCT C JAPYT YYacTHHK
/O6pazerr No3/; [lekaapaiyis 3a ChraacHe ¢ KaaysurTe Ha gororopa /O6pazern
No6/; Hderaapallus 3a Cpoka Ha BaAMAHOCT Ha odpeprara /O6pazen No7/;
Oropulaid oT mpouaBonuTeasd nal von minden GmbH, TIepmauud; EC
IeKAapaims 3a cporBeTcTBHE OT nal von minden GmbH, epManns,
Ceptuduxar 3a kKauectBo EN ISO 13485:2012, Baanaen o 01.12.2018r. u
EN I[SO 13485:2012/AC: 2012, Baanaen oo 01.12.2018r; Kataaor.

- obocobena mo3uiig Ne 10 - ABroMaTHUYHH THIIETH.

* HomMmeHKAaTypa NolO.1 - ArToMaTudHa s  gomeHraaTypa Nel0.5 - AproMmaTudHa
muneta 20-200 ma; nuneta 100 Mra,,

e HomMmeHKaarypa Nel0.2 - ApromarTudHa » pomeHraaTypa Nel(.6 - ABTomaTH4HA
nunetra 200-1000 ma; murera 500 MKA.,

o poMmeHKaaTypa NelO.3 - ABTOMaTH4HA s npoMeHKaaTypa Nel(.7 - ABTroMaTHYHA
nunera 20 Mra nuneta 2000 Mxa.

¢ HomeHgaaTypa Nol0.4. - ABToMaTHYHA e uoMmenkaarypa Nol(0.8 - ABToMaTHIHA
nunera 50 MEa oaneta 5000 Mra

B mupemaoxeHHMeTOo CH 3a H3I'bAHEHME Ha NOpbYKaTa 3a obocobeHa
rnozuips Ne 10 yuacTHHKET € npencraBuA [Ipraokerne No 2 u IIpHaoXeHue
Ne 2a kBM pokyMmewraliusita/u wa CD/, momrbaHeHHM Ho 00pasnuTe Ha
BB3AOKHTEAA; JlcKAapalusa 38 CbhLAACHE C KAAY3WTe Ha JoroBopa [Ob6paseil
No6/; [eraapalms 3a CpoKa HA BasHAHOCT Ha odgeprara/Obpasen No7/;
OTOpH3AIMOHHO TTHCMO OT poudBoautead Capp Aps, HaHHS — BaAHAEH [0
24.01.2019r; Ceprudurar 3a KaA4decTBOTO Ha Ipoussoauresd Capp Aps;
Ceprudukar 3a cHCTEMa Ha VIpaBaenwe Ha KatdecrBoTo DS/EN ISO
2001:2008 — BaauneH oo 15.09.2018r.

19



- obocobena nosunusa Ne 25 — EfHOKpaTHH KOHCYMaTHBH:

e poMeHKaaTypa Ne 25.1 - Enpyeerru * HomeHraarypa No 25.4 - IlaacrmacoBu
T Enennopd enpyeergy 16/ 100,

* HOMEHKAATypa Ne 25.2 - ¢+ noMeHKaaTypa Ne 25.5 — CratuBu 3a
LerTpodyKEN enpyBeTKR €IIPYBETKH

s HoMmeHKaarypa Ne 25.3 - CreracHH

enpyseTku 12/100

B mnpenaoxkeHHETO CH 3a H3IILAHEHHE Ha nophdKata 3a 0DocobeHa
nozunyd No 25 y4acTHHUKBT € npeactaBia [Ipraoxkenue No2 u [Ipuaoxkenme
No2a r®BM pokymeHTauuara /u Ha CD/, monbaHeHH o oOpasiptre Ha
BB3A0OKHTEAd; [lekaapaliyd 3a CbrAacHe ¢ KAAay3uTe Ha gaoroBopa /Obpasery
Ne6/; [dexaaparmsi 3a CpoKa HA BaAMAHOCT Ha odpeprara /OOpaszeir No7/;
OTopH3allMOHHO HHCMO OT npouspoauTeas Capp Aps, [JaHuda -KolmHe Ha
OPHUTHHAAA U NpeBoj Ha Obarapckyn e3uk; CepTudukar 3a MOTBBPXACHUE Ha
Ka4deCcTBOTO Ha npoussoiureas Capp Aps, [lanua - KOIIHEe HA OPUTHHAAA U B
npeBod Ha Owarapcku es3rk; CeprudukarT 3a cucTeMa Ha yIpaBACHHE Ha
KauecTBoTo o cragaapr DS/EN ISO 9001:2008 ma Capp Aps,lanudg
BaauieH n[015.09.2018r.; CeprudwmkaT 3a cHcTeMa 3a yIpaBacHHe Ha
RKadecTBOoTO [SO ©9001:2008 nHa npousroguteas F.L.LMEDIKAL SRL
UNIPERSONALE, Utaaus — BaauzeH no 14.09.2018r; OTopu3allMOHHO ITHCMO
ot npoussoaureas F.L.MEDIKAL SRL UNIPERSONALE, Hraausi- xouue Ha
OpHIHMHaAa U IIPeBOJ Ha GLATAapCcKH e3HK; [eRaapallida 3a ChLOTBETCTBHUE OT
F.L.MEDIKAL SRL UNIPERSONALE, HMTaaus; Kataaor.

- 0bocobena nozuiys Ne 28 — [lexuapaTHpaHu XPaHUTEAHH CPe/Ii:

¢ HOMeHRAATYpa No28.1 - Basza 2za e HoMmMeHEAaTypa Ne289 - Cpema =Ha
KpBEEH arap Kauraep

s HOMeHKAATYpa Nu28.2 - Basa 3a KpoBeH s goMmenkaarypa Ne28.10 - Cpena =Ha
arap - No2 3a BaucKaTeAHH GakTepun TurCcheia

s HoMeHEKAaTypa Ne28.3 -~ Max Kouku e HoMcHKAATYpa No28.11 - Cpenma Ha
arap - baza Cabypo - 6aza

s HoMcHEAaTYpa No28.4 - Mak KoHKH e HoMeHRAaTYpa Ne28.12 - TpuncudeH
arap - Dasa - Ne3 BYABOH

e HOMeHKAaTypa No28.5 - Empo - arap - s HoMmeHKAaTypa No28.13 - Brain-Heard
basza infusion broth

¢ HOMeHKAaTypa Ne28.6 - AeBuH - arap - s HoMmenkaarypa No28.14 - CeaeHHTOB
Gasza GyABOH

* HOMCHEAATYPA Ne28.7- s HoMeHRAATYPA Ne28.15 - Cpema za
[e3zokcuxoaariimrpararap - 6asa TTOABHIKHOCT M HHIOA

s HOMeHKAaTypa Ne28.8 - Mioaep XuHTOH s HoMeHKaaTypa No28.16 - Anaepoben
arap B6yasoH

B mOpenaoxkeHHETO CH 3a HM3NBAHCHUE Ha Topbuykata 3a obocobena
nosursg No 28 ygacTHHKET € npeacraBua [Ipusoxenue No2 u IlpHaoxeHue
Ne2a BM pmokymenTauusita /u Ha CD/, nomrbaHeHW IIo o6pasuuTe Ha
BB3AOKUTEAd; [leRaapaliis 3a ChraacHe ¢ KAay3uTe Ha moropopa /Obpaszert
Ne6/; Jlexaapanusa 3a cpoka Ha BaaugHocT Ha odeprata [OO6pazern No7/;
OTopu3allOHII0 THCMO OT mpouspomurTead HiMedia Laboratories Pvt. Ltd-
KOIIME — OpPUTMHAA H [PeBOJi Ha ObArapcku esuK; Jlekaapalud 3a
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choTBercrBue ¢ HoMmep DoC2012 vs.03; Ceprudukar 3a yrpaBaeHHE Ha
KadecTBOTO cTaHaaptT EN ISO 13485:2012, Baauzen ao 31.03.2019r. - Komnue

Ha OpUIMHAaAa M lpeBoJ Ha Obarapcku; [lekaapainus 3a ChOTBETCTBHC;
Karaao3u ¥ HHCTPYKIHA 3a yroTpeda.

- obocobena mozuiya Ne 29 — [Ipyru AeXuApaTHPAHY CPEIU:

. HOMEHKAATYpa No29.1 - o HoMeHKAATYpa Ne28.2 - Arap 3a JJHK-
CeACKTHBEH arap 3a KoMnuaobakTep- 3HA aKTHBHOCT
dasza+ CymaBEMeHT

B mpemaoxkeHweTo CH 3a HIMTBAHEHHWE Ha IIOpBYKaTa 3a o0bocobeHa
nosunyg Ne 29 ygacTHUKET € npencraBua ITpuaoxenne No 2 u Ilpuaoxenue
Ne 2a kBM gokymeHTaupaTra /u Ha CD/, nombaHeHH II0 O0pa3lMTe Ha
BB3A0KHUTEAd; [IeKaapanusa 3a CbLraacue ¢ Kaaysute Ha porosopa/ Obpaselr
N6/ ; [eraapaiys 3a Cpoka Ha BaaugHocT Ha odeprata [O0pazer; No7/;
OropusauuoHHo nucMo ot npouspoguteas HiMedia Laboratories Pvt. Ltd,
Humua -paaujieH g0 31.12.2019r.; [eraapamusa 3a CLOTBETCTBHE OT
npousBogutead HiMedia Laboratories Pvt. Ltd, Wuawg; Ceptudukar 3a
CHCTEMA 3a VIPaBAEHHE Ha KadecTtBoTo o crangapt EN [SO 13485:2012
BaangeH a0 31.12.2019r.; KaTaso3u 1 HHCTPYKIHA 3a yIioTpebda.

- obocobeHa nmo3unpa No3 1-KOHBEHITMOHAAHH XEMOKYVATYPU:

e noMeHKaaTrypa Ne3l.1 - Coeso- ¢ momenraatypa Ne31.2 - Tuoraukoaar
Ka3eHHOBA CPEIa 38 XEMOKYATYPH Ha CPela 38 XEeMOKYATYDH

B npemaoxkeHHETO €U 3a H3IbAHEHHE HA TOphYKaTa 3a 00ocobeHa
mosuirdg Ne 31 yuacTHUKET npeacraBya [lpuasoxenue Ne 2 ¢ [Ipuaoxenne Ne
2a KBM JoKyMeHTanmara /u Ha CD/, nonbanenn o obpasimuTe Ha
BL3A0KHTEAs; Jlekaapalysa 3a CBLAACHE C KAAy3HTe Ha joroeopa /O6paszert
No6/; Hdekaapamus 3a CpoKa Ha BaauaHocT Ha odeprara /Obpazem No7/;
OTopH3alMOHHO TTHCMO oT mpousBoauTcas HiMedia Laboratories Pvt. Litd,
Wnnua -Baauwaen a0 31.12.2019r.; [lekaapaipia 3a CBOTBEICTBHE OT
npousBoauteas HiMedia Laboratories Pvt. Ltd, HUunusa; Ceprudurar sa
CHCTEMA 3a VIIpaBAeHHe Ha KadecTBOTe o cranmapt EN ISO 13485:2012 -
BaaugeH a0 31.03.2019r; KaTaaor u MHCTPYKIHG 3a yrnorpeba.

- obocobena nozurms Ne 35 — [lpyru JHArHOCTHKYMH.
e HoMeHKAATYpa Ne35.1 - JuarHoctukyM 3a C. Difficile

B IpelAOKEHHETO CH 3& HU3I'bAHEHHE Ha Iophukara 3a obocobeHa
nosnnusa Ne 35 yyacTHHKET € npencTaBHA Ilpuaoxkenne No 2 u [IpuaoxkeHue
Ne 2a keMm gokymeHrtanusara /u ma CD/, nombaHeHu 1o obpasuure Ha
BB3AOKHNTEAST; JleKAApaliug 3a ChrAACHE C KAay3WTe Ha aorosopa /O6pazenn
Ne6/; Hekaapalus 3a CpoKa Ha BaauaHOCT Ha odeprara /ObGpasen No7/;
Oropuzaima or npousBomuread nal von minden GmbH, Tepmanus;
Ceptuchurar 3a KavectBo EN ISO  134853:2012 mu EN ISO
13485:2012/AC:2012, Baaumzmen no 01.12.2018r; EC [leraapamua 3a
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CBOTBETCTBHE OT IrpousBomuTeas nal von minden GmbH; Karaaor w
HHCTPYKHHUS 3a yrnoTpeda.

- obocobena nozuimd Ne 39 - AHTHOMOTHYHH JUCKOBE:

e  HoMepksaTypa Ne39.1 — AMIUITHANH o mHoMeHrAaTypaNe39.17 - BankommuiuH

e  moMmeHEaatTypa Ne39.2 - Ilemumnuany + moMeHKAaTYpaNe39.18. - ledorakcum

e HomeHKAaatypa Ne39.3 - Orcaiyiang o HOoMeHRAaTYpa Ne39.19 - HedoxcHrua

*  HoMeHKAaaTypalNe39.4-EpuTpoMHIIUR * moMmenraaTypa Ne39.20 - Bucenroa

s  HoMmesKEaarypa Ne39.5 -Terparukaun s HOMeHEAQTypa Ne39.21 - KaMaHWIIMH

s  HoMeHraarTypa Ne39.6 - Bamwrpainsa * HoMeHKAaTypa Ne39.22 - Sulbactame/

+  goMeuKaaTypalNe39.7 -PudamMmuiiH Ampicillin

o  poMeHKAATYPaNe39.8 -lTunepauyang ¢ HoMmeHkaaTypa Ne39.23 - Cefepime

e  HOMEHRAATYPaNe39.9-I'eHraMuMH s HoMeHrRAaTypa Ne39.24 - Aztreonam
30 s HOMeHKAaTypa Ne39.25 - Doxycyclin

s  HOoMeHKAATYpPaNe39.10 -lemraMuuyx » HOMeHKAaTypa Ne39.26 - Tobramycin
10 e nomeHrRAATYpa No39.27 - Ceftriaxone

e HoMeHKAaTypalNe39.11 -Hosobuonma ¢ ©HoMmeHKAaTypa Ne39.28 - Haaunmukce

s  uomeHKaaTypalNe39.12-UHedrasuoum o HoMeHKAATYpaNe39.29 -

+ HoMmeHKaaTypa Ne39.13 - AMHKalMH XAopaM(PEeHHEOA

*  mHOMeHKAaTypa Ne39.14 - liedasorun » HoMmeHKAaTypaNe39.30-

MokcudiaoKcarinia

HoMeHKRAaTypa Ne39.15 - Hedazsoaun

HOMeHKAaTypaNe39. 1-
LinnpochaoxcaumH

B IIpegAOKEHHMETO CH 3a H3ITbAHEHHE Ha IophuKaTa 3a 0bocobeHa
no3uting No 39 yuacTHUKEBT e npeacTasua [Tpmaoxenue Ne 2 u IIppaokenue
Ne 2a kbM fokymeHTaliumgaTa /u Ha CD/, mombaHeHH 110 o0pasuyTe Ha
BB3A0KUTEAS;, [leKaapaliis 3a CBIAACHE C KAAY3HTE Ha JIOTOBOpAa / Obpazeny
Ne6/; Jeraapauusa 3a Ccpoka Ha BaauaHocT Ha odeprara /O6pasen Ne7/;
OTopHU3allMOHHO MHCMO oT IpousBoauTesst HiMedia Laboratories Pvt. Ltd,
Hupuss ~ Baampaao o 31.12.2019r; deraapanys 3a CLOTBETCTBHE OT
npoussonyuresss HiMedia Laboratories Pvt. Ltd; Cepruduxar sa ylipaBAeHHE
Ha KadecTroro 110 cragaapt EN ISO 13485:2012 - BaauaeH mo 31.03.2019r.;
HHcrpykumda 3a yrorpeba.

- obocobena nozurys Ne 40 — [dpyru HaToOBApEeHH JHMCKOBE:

HoMeHKAATYPA Ne 40.1 - Kamanamunus ¢ HoMmeHRAaTYpa No 40.11 - Meropeneme
* HOMEHRAATYDA Ne 40.2 - e pomenkaaTypa Ne 40.12- Doripenem
AeBodiroKcallHH + HOMenKaaTypa Ne 40.13 - Teicoplanin
s uomearaatypa Ne 40.3 - IToammukcua B * HOMEHKAATYpAa No40,14 -
s poMeHRaaTypa Ne4(.4 -Kawamumigig 1 Keunonpucras/ JasdonpucTusn
MT/ IUCK {34 aHaepobn) o HomenraaTypa Ne 40.15 - Onroxun
o HoMeHKAaTypa Ned0.5 - Cefotaxime/Cl « uoMmerkaatypa Ne 40.16 - llecunaza
avulanic acid + HomenraaTypa Ne 40.17 - Linezolid
e HomeHkaarypa No40.6 - Ceftazidime/ + moMeuraatypa Ne 40.18 - Cefpodoxime
Clavulanic acid _ * HOMCHEKAATypa No 40.19 -
s pomeursatypa Ned(0.7 - Cefoperazone/ Nitrofurantoin
Sulbactame o HOMeHKAaTypa Ne40.20 - Piperacillin/
e HOMeHKAATYpa Ne40.8 - Amoxicillin/ Tazobactam
Clavulanic acid e momeukaatypa No 40.21 - Cefixim
* noMeHKaaTypa No 40.9 — Imipeneme s uHoMeHKsaTypa Ne 40.22 - Fusidic
*» uHoMmeHKAaTypa No 40.10 - Etrapenem acid
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*  HOMeHEKaaTypa Ne40.23 - ONPG *  HOMCHKAAQTYDA No 40.27-

OHCKOBE Ledporcum

*  HOMEHKAATypa Ne 40.24- s HoMmeHKaaTypa Ne40.28- Carba
Ceftaraline plus confirmation kit

*  HOMEHEAATYPa N 40.25- s HoMeHKaaTypa Ne  40.29 -
Fosfomycin Fluconazole

+ HoMeHEaaTypa Ne 40.26- Azlocillin s HOoMeHKaaTypa Ne 4030 -
75 Voriconazole

B mpenaozkeHHeTO CH 3a H3MBAHEHHE Ha [OPBHYKaTa 3a 000cobeHa
nozutug Ne 40 ygacTHUKET € npenctasma Ilpuaoxkenue Ne 2 u ITpusoxkeHue
Ne 2a keM pokymeHTanmdara /U Ha CD/, nombaHeHH To o0pas3nuTe Ha
BB3AOKNTEAd; JleKaapaniusa 3a CbhrfaacHe ¢ Kaay3uTe Ha poroBopa /O6pasers
Ne6/; Hderaapaiyst 3a CpoOKa Ha BaAH[AHOCT Ha ogeprara [O6paszer; No7/;
OropH3allioHHO THCMO OT IIpou3BoamTeads Mast Group Ltd.- konme Ha
OpHTHHAaAa U 1IPeBOX Ha Oparapcky esuk; EC [Jekaapallus 3a CbOTBETCTBHE
za MASTID wuaentTudHKAITHOHHM XapTHEHHM TECTOBe Ha d¢upmMara
npouseogurea Mast Group - BaaumgeH mo 31.05.2018r; Cepruduxar 3za
yHOpaBA€HHE Ha KadecTBOTO 1o cradiapt EN ISO 9001:2008 m EN ISO
13485:2012 ua dupmara npoussonuresa Mast Group, AHrana - BaaWIeH A0
31.05.2018r; OTOPH3AIMOHHO [INCMO OT Tpou3BojuTeass HiMedia
Laboratories Pvt. Ltd, Unausa - KollMe Ha OPUTMHAAA U [IPEBOJ, Ha GBATAPCKHU
e3uK; Jlekaapanus 3a ChOTBETCTBHE oT npousBoautead HiMedia Laboratories
Pvt. Ltd, Ungus; CepTudukar 3a yIrpaBAeHHE Ha KadeCcTBOTO € IO CTAHAAPT
EN ISO 13485:2012 na npousBojureasa HiMedia Laboratories Pvi. Ltd,
Wupna, Baanpen no 31.03.2019r.; UucTpyKUMd 3a yrioTpeda.

- obocobenia moauiug No 41 - MIC:

e HoMeHRaaTypa Ne 41.1 - MIC- s moMeHraaTypa Ne 41.9 - MIC-
Ceftazidime Meropenem

¢ HOMeHKaaTypa Ne 41.2 - MIC- s HoMeHKAATYpa Ne 41.10 - MIC-
Cefotaxime Ciprofloxacin

s HOMEHKRAaTYpa MNe 41.3 - MIC- s HOMeHKaaTypa Ne 41.11 - MIC-
TMEeHULIAHH Rifampicin

® HoOMeHEaaTypa No 414 -~ MIC- e HoMeHKsaTypa Ne 41,12 - MIC-
e TPHUAKCOH COLISTIN

s HOMEHEKAaaTypa Ne 415 - MIC- ¢ HoMeHKaaTypa Ne 41.13 - MIC-
BAHEOMMINHH Clarithromycin

e HOMeHKaaTypa Ne 416 - MIC- s poMmeHKaaTypa Ne 41.14 - MIC-
1ehOKCHTHH AMITUITAAUH
"HoMeHKAaTYpa Ne 41,7 — MIC-Imipenem s HOMmMeHKRAaTYpa Ne 41.15 - MIC-

¢ HOoMeHKaaTypa Ne 41.8 - MIC- Fluconasole '
Teicoplanin ¢ HoMeHKAATYpa Ne 41.16 - MIC-

Voriconasole

B TpesiAOKEHMETO CH 34 U3I'bAHEHWE Ha I[oppukKaTa 3a 06ocobeHa
noszuiug Ne 41 y9acTHHKET € mpeAcTaBua Ilpuaoxkenue Ne 2 u [IpuaokeHHe
Ne 2a kbpM goRyMeHtanmgara /u Ha CD/, nonbkaseHH mo ofpasuuTre Ha
BB3AOKHUTEA]; [leKaapallug 3a ChAaCHe ¢ Kaay3uTe Ha jgoroBopa [Obpasery
Ne6/ ; Ileraapauus 3a CpoKa Ha BaaujHocT Ha odeprara /Obpaser No7/;
OropHusarionio mucMo oT IpousBoauTead HiMedia Laboratories Pvt. Ltd,
Nanma - Baanzmern po 31.12.2019r; [eraapaliug 3a CBOTBETCTBHE OT
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npoussoguteass HiMedia Laboratories Pvt. Ltd, Ungusa; Cepruduxar 3a
VIIpaBAEHHE Ha KadecTBOTO II0 cTaHZapr EN ISO  13485:2012 wna
npousBoiuTesass HiMedia Laboratories Pvt. Ltd, WUumgua - BaauaeH o
31.03.2019r.; UncrpyxIua 3a yrorpebda.

-obocobeHa r103unus Ne 42 — ATAyTHHHpAIIH CEPYMH H GHOIPOIYKTH:

e HoMeHEKAaTypa Ne 42.1 - 3aemka » HOMeHrRAraTYpa No 42.20 - Caamonesen
TIAa3Ma, AMITYAN HachTeH arayruaupam Hgm, 1 wa
e HOMeHKaaTypa Ned42.2 - Illureaa CT'BRAO
AnseHTepHace 2, 1 MA CT'BKAO | * noMmeHKaaTypa No 42.21 - CaaMoHeAceH
¢ HoMeHEKaaTypa Ne 42.3 - Ulureaa HacuTeH arayTuHupan Hi, 1 MA cTBRAC;
daercHepH 1, 1MA CTBKAO e HoMeHrAaaTypa No 42.22 - Caamonesen
* noMeHrAaaTYpa Ne 42,4 - Illureaa HacuTeH araytuaupamn Hk, 1 wma
thaercHepH 2, 1MA CTBKAO; CTBKAO;
s HoMeHKAaTypa No 42,5 - MHlureaa s HOoMeHKAaTypa No 4223 - CasMoHeseH
thaercHepr 3, 1MA CTBKAQ; HACHTEeH arayTuHmpan; Hiv, 1 wma
s HOMeHKaaTypa Ne 42,6 - Illureaa CTBKAC;
dhaekcHEPH 5, 1MA CTEKAQ; * HOMeHKaaTypa Ne 42.24 — CasMoHeseH
» poMmeHkaaTypa No 42,7 — Ilwureaa HacHTeH arayTHHHpal Hr, 1 MA CTEKAOC;
_thaekcuepn X, 1Ma CTBERAC, ¢ HoMeHKAaTypa Ne 42.25 — CaaMoHeaeH
* HoMeHKaaTypa Ne 42.8 - [Muresa HacuTen arayrmaumpaw; H-1, 1 ma
daercHepr Y, 1MA CTBRAO; CTBKAO;
s nomeHEaaTypa Ne 42.9 - [Illuresa s HomeHkaaTypa Ne 42.26 — CaaMoHeseH
dhaekcHepH Z, 1MA CTBKAO, HacuTeH arayrumpmpany H-7, 1 wMa
* HOMeHKaaTypa Ne 42.10 - Hlureaa CTBEAO;
haeRCHepH  noamBasemTed, 1 Ma. * HoMeHKAaTypa Ne 42.27 ~ CasMoHeaeH
CTEBKAO; TPYIIOB HACWUTeH arayTHH. B, 1 mMa
s HoMeHKAaaTypa No 42.11 - Illkreaa CTERAO;
30Hell, 1 MA CTBKAO; s noMmeHrAaTypa Ne 42.28 - CaamoHeseH
+ HoMeHKAaTypa No 42.12 — E koau 020, IPYHOB HaCHTeH arayTuH. C, 1 Ma
1 MA CTBKAO; ‘ CTBKAO
* HOMeHRAaTYpa Ne42.13 - E koam I » HOMeHEKaaTypa No 42.29 — CasMoHeaeH
NMOAHBAACHTEH, IPYIIOB HacHTeH arayruH. D, 1 wma
s HoMeHKaaTypa Ned2.14 - E xoam 11 CTBRAQ;
HOAHBAASHTEH e HomeHrAaTypa No 42.30 - CasmoHeaeH
e upoMeHKaaTypa Ne 42.15 - E koam IlI rpynos HacuTeH arayTuH. OA-OE, 1 ma
TIOAVBAACHTEH CTLKAO;
» HoMeHKAaaTypa Ne 42.16 — CaaMoHeaeH » HomenkaaTypa Ne 42.31 - Cepym
HACHTEH arayTuaupani 05, 1 Ma cTbKAO Anardoctuden-0 aucrepuded 1 rpymna,
o HOMeHKaaTypa No 42.17 - CaaMoHeseH baaxow;
Hacuren arayraaupany 07, 1 Ma c1TpRAO0 + HoMmeHKaatypa No 42.32 - Cepym
s HOoMeHksaTypa Ne 42.18 — CasMoHeseH AuarsocTuien-O aucrepuren Il rpyna,
HacHTeH arayTHHEpam O8, 1 Ma cTBKAO thaakoH

e poMeHEaaTypa No 42.19 — CaamoHeaeH
HacureH arayrHHHpany Henx, 1 ma
CTBRAO

B npemaoxeHMeTO CH 3a H3I'bAHEHHE HA IOpbUKara 3a 0bocobeHa
nosuima No 42 y9acTHHKBT € IpeacTaBua llpuaoxenune Ne 2 u IIpuaoxenue
Ne 2a wwBM mokyMeHTarusita /u Ha CD/, nombasens 1o obpasumre Ha
BB3AOKUTEAH; [leKaapala 3a Cbraacue ¢ Kaay3uTe Ha gorosopa /Obpasert
No6/; Adexaapaliyid 3a CpoKa Ha BaAMAHOCT Ha odeprara /O0paszern No7/;
OtopusalioHHo 1ECcMO oT nponsBoguTead SIFIN  diagnostics dmbh,
T'epmanus;, Jeraapamus 3a croreercTBre HA EC or SIFIN diagnostics dmbh,
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lepmannsa — BaampeH go aekeMmBpu 2016r.; Ceprmdurar 3a cucrema 3a
yIpaBacHHE Ha KauecTBOTO 110 cramaapt EN ISO 13485:2012, uananeH Ha
SIFIN diagnostics dmbh, 'epmanuga- Baanger mo 22.10.2018r.; Jderaapaius
3a cporBercTBHE OT npoussomutead DENKA SEIKEN CO., LTD., dnoxus 3a
rpuaararie Ha cragmapta EN ISO 9001:2008 a1 EN ISO 13485:2003;
OropusaiimoEHO ncMo oT OpousBomuteas DENKA SEIKEN CO., LTD.,

fAnonus; CE MapKHpOBKa ~ B OPUTHHAA Ha AHTAMHCKY e3HK; HMHCTPYKIIN 3a
yriotpeda.

- obocobena mozuiua Ne 48 - [pyru KUTOBRE 3a JJ;HarHOCTHKa Ha
DaKTepUaAHU U BUPYCHU MH(EKITHH:

+ HoMeHKaatypa No 48.1-Rotavirus Ag + HoMmeHKaaTypa Ne 48.3 - ASO latex
BEBE (peliec 100 tests

* HOMEHKAATYPA No 48. 2 - ¢ HoMmeHEKAaTypa Ne 48.4 — RF latex 100
HuarsoctukyMm 3a H. Pylori Ag tests

B mpemaoKeHHMETO CH 3a H3ITBbAHCHHE Ha TOpbhYKaTa 3a obocobena
nosuiud No 48 y1acTHHKBT € npeactaBHA [lpusoxenuie Ne 2 u Ilpuaoxkenue
Ne 2a KBbM JIoKymeHTaumsTa /1 Ha CD/, nomreaHend mo obpas3iurTe Ha
BBE3AOKUTeAd; [lekaapanusa 3a CBraacHe ¢ Kaay3uTe Ha goropopa /OO0paszer
Ne6/; Hekaapaiusa 3a CcpokKa Ha BAAMAHOCT Ha odpeprara [OOpaszery No7/;
Jekaapauud 3a CBOTBETCTBHE € H3HCKBaHHATa Ha EQO oT npousBoauTeAd
Chemelex, S.A., Ucnanus; Ceprudpukar 3a ylnpaBAeHHEe HA KadecTBOTO 10
cragmapt EN [SO 13485:2003 Ha Chemelex,S.A. Hcnanus - BasmiaeH 40
13.05.2018r.; OropuzauyonHo micMo ot TnpousBoaurcad Chemelex, S.A,
Hcnanna; CepTudHKaT 3a yIIpaBACHHE Ha KadecTBOTO IIo cTranpaptT ISO
13485:2012 u EN ISO 13485:2012/AC:2012 za men. usgeamsa or nal von
minden GmbH,lepmanua - Basupern po 01.12.2018r; [deraapaiua 3a
CBOTBETCTBUE OT Ipou3BomuTeas nal von minden GmbH, Tepmanus;

Oropuzauusa oT nponsBogutead nal von minden GmbH, T'epmanus; Katasor
M HHCTPYKIHG 3a yroTpeba.

-06ocobena nozunus Ne 51 — ITaacTMacoBH ¥ JIPYTH KOHCYMaTHBH 3a
BCHYKH Aab0paTOpPHI:

"HoMeHKAaTypa Nebl.1 - Ilerpu PVC
/crepuanu /90
HoMeHKAaTypa No51.2 - Ilerpm PVC
[crepuarn /55

HoMeHKAaTYpa Ne51.3 - Tammorm ¢
naMydeH Kpal / CTepHAHH/
HOMeHKAaaTypa NeS51l.4 - Tawmnonu

/cTepuArK/ © TPAHCIIOPTHA Cpeia
HOMeHKAaTYpa NoS 1.5 — KonTelinepn 3a
XpavKa, CTePHAHH;

HoMmeHEAaTypa Neb1.6 — Kourelinepu 3a
VPHHA, CTEPHAHH;

HOMEHKAATypa Ne51.7 - Hoze
/ AR THHOBA opuMKa/ 3a

MHKpPODHOAOTHYHM mocsiBky 2 MKa Ges
ABPIKad;

HOMEHKAATYPA Ne51.8 - Hoze
/maaTunoBA opumxa/ 3a
MHKPOBUOAOTHYHE MOCHBEM 5 MKa Ge3
ABPHKAT;

HOMeHKAaTYypa Ne51.9 — EnpyBerku Tl
Eneupopd, 1.5 Ma;

HoMeHKaaTypa Ne51.10 - Tumgera 3a
ODHIeTH ¢ pasMep 2-200 ul ;
HoMengaaTypa Nobl.11 - Tundgera za
nurnetu ¢ pazmep S0-1000 pl ;
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B npenaoxkeHmneTo cH 3a HM3IIBAHEHHWE Ha TOpbYKara 3a 06ocobeHa
nosuitrg No 51 yyacTHUKET € npencrarua [Ipusoxenue Ne 2 u [TpusoxeHue
Ne 2a xpMm joxymentauudra /u Ha CD/, nomeanenu mno obpasuure Ha
BB3AOKHTEA; [leKaapallyid 3a Chraacue C KaaysuTe Ha goropopa /Obpazert
No6/; Hdekaapaliusa 3a CpoKa Ha BaAuMHOCT Ha odeprara /O6pazer; Ne7/;
Jlexaapaiidsa 3a CHOTBETCTBHE C H3HCKBaHuara Ha EQO or npownsBoamTeasd
BIOLAB Inc., Yurapus; Ceprucguxkar 3a yOpaBACHHE Ha KadecTBOTO IIO
craggapr [SO 9001:2008 wa BIOLAB Inc.,YHrapusi, BaAHAEH [0
06.10.2018r.; OtopusanmonHo nucMo oT OpousBogureas BICLAB Inc.,
Yurapug; OTopH3allMoHHO IMHcMO oT npousBomuteas Capp Aps, Hanus;
Ceptudukar 3a kadecTBo 1o crangapt EN ISO 9001 wa Capp Aps, [dauug;
Ceprudukar 3a CHUCTEMA 3a yIpaBAcHHEe Ha KadectBoTO SO 9001:2008 nHa
npousBonuteass Capp Aps, [MHanus - BaaugeH mo  15.09.2018r;
Otopusaumonno nucmo ot npouseogutesss F.L.MEDICAL s.r.l. Unipersonale,
Wraaus; [lekaapaiiys 3a CHOTBETCTBHE 0T npousBoauteas F.L.MEDICAL s.r.l.
Unipersonale, Wraaug; Ceprudukar 3a cHCTeMa 3a yIpaBACHUE Ha
kadectBoTo 1SO 9001:2008 na F.L.MEDICAL s.r.l. Unipersonale, BaanzeH #o
14.09.2018r.; Oropu3alMOHHO ITHCMO OT IpousBouuTeas; exkaapanud 3a
cpoTBeTcTBUEC OT HiMedia Laboratories Pvt. Ltd., Uugua; Ceprudukar 3a
CHCTEMA 3a VIIPaBACHHE HA KA4yecTBOTO Mo cTaHmapt 13485:2012, uspanen
Ha HiMedia Laboratories Pvt. Ltd., Uuqua; Karaaor.

Komucuara ycraHoBu, dUe V4HacTHHUKET HPHIOAKOM” EOOO ¢
nperacTapua 3a 0bocobena nosurs Ne 40 - EC Jeraapaliud 3a CHOTBETCTBHE
3a MASTID wumenTudHKAITHOHHE XapTHEHH TECTOBE Ha dupMara
ripousBoyireA Mast Group - Basaugua gm0 31.05.2018r. u 3a obocobena
no3utus Ne 42 - /lekaapars 3a crorBercTBHe Ha EC Ha SIFIN diagnostics
dmbh, T'epmanua— BaaugHa 0o nekemepu 2016r.

Ha ocmoBamHe 4a. 104, aa. 5 or 30II maBa BB3MOKHOCT HA
YYacTHHKA A3 IpeACTABH AKTyYaAHH [eKaapamHa 3a CROTBETCTBHE HA
IOCOYEHHTE NO-TOPE MEAHIHHCKE H3ACAHS B CPOK OT NeT paGoOTHH AHH
OT moAyJaBaHe Ha HACTOAIIHS OIPOTOKOA.

KoMHECHATA CYHTA, U€ HCKaHATA HHE(QOpPMAIHA HAMA Aa AOBeAE
A0 NOpoMAHA B TEXHHYECKOTO MNOPEAAONKEHHE HA YJYacTHHKA H
IpeacTaBAfBa EAHHCTBEHO H CaMO HCEKaHEe 3a IpeAcTaBsAHe HA
AON'BAHHTEAHO AOKAZATEACTHBO 3a AAHHH, NOCOYeHH B odepTara Ha
YJaCTHHEA.

11. Yyactuuksr ,EAIIAK-AHSHHAI” EQO/ e niofas NpeiAOXKEHHS 38
U3ITbAHEHME Ha MOPLIKATa 3a:

- 00ocobena nozunua Ne 10 - ABTOMATHIHH ITHIIETH:

. Homenrsatypa No 10.1 - . HomMmesraaTypa No 10.4 -
ArToMaTuuna rtunmera 20-200 ma. ApToMaTidHa nunera 50 MKa

. Homenkaarypa No 10.2 - e Homenxaatypa Ne 10.5 -
Apromaruuna nuneta 200-1000 MrA AproMarrupa untera 100 MrA.

. HomenxaaTypa No 10.3 - « Howmeuraarypa Ne 10.6 -
Apromaruyna nuiteta 20 MKA. ApToMaTaHa nmHiteTa 500 Mra
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e Howmenxaatypa Ne 10.7 - ¢  Homenxaatypa No 10.8 -
ApToMaTuna nunera 2000 mra Apromarrysa nmuoera 5000 mxa.

B mpenaoxeHHETO CH 3a HM3ITbAHEHME Ha NopbyYkara 3a obocobeHa
nosuuud Ne 10 y9acTHHUKET € npeacraBHa llpmaoxenne No 2 u [IpuaoxkeHue
Ne 2a k®BM pokyMmeHTarusTa /u Ha CD/, mombaHenH Tio obpasiure Ha
BB3AOKUTEAd;, [leRaapalyd 3a AWIcA HA CBBP3AHOCT C APYr YYacTHHK
/Obpazer Ne3/; [lekaaparus 3a OTCBCTBHE HA 00CTOATEACTBA IO 4A.3, T. 8 U
1a. 4 ot 3UGCAPKOIIIPKAIIC /O6pasen Ne 5 /; Jdexkaapaiug mo t1a. 39, aa.
1, 7.1, 6ykea ,n° ot IIII30Il; [dersapamms 3a CBrAACHE C KAay3HTE Ha
gorosopa/ Obpasenr NeSA/; [lexaapaiivss 3a CpoKa Ha BAAMAHOCT Ha
opeprata /O6paszer; No7/; YI'BAHOMOILIMTEAHO IMHCMO OT IIPOHU3BOAUTEAS
Accumax Lab Tehnology, Unnmsa; [Jexaapaiiydg 3a CHOTBETCTBHE 34 HAHECEHA
CE mapkupoBKa Ha IHIETH C MPOMEHAMB M (pUKCHpaH obem ¢ obxXBaT oT
0,1MEA 10 10 O00MKA, HakpalHHLE 3a IIMIIETH M CTOMKH 3a TIMIIETH;
Heraapanua 3a chOTBeTcTBHE 3a HaHeceHa CE mapkupoBka 3a BCHUKH
IIPOAYKTH, IpousBeaenu or Accumax Lab Tehnology, Unausa; Uncrpykuusa 3a
exkcraoaTarys Ha apromatuusn numnetu ACCUMAX; Karaaor, '

- obocobena mosurg No 39 — ANTHOMOTHYHN JUCKOBE:

*  Howmenxaarypa Ne 39.1 — Ampicillin 10 . HGMCHmaTypa Ne39.17 - Vancomycin
Homenkaatypa No39.2 - Penicilin G 5
1G units : * HomenkaaTypa Ne39.18 — Cefotaxim 5
e  Homemraarypa No39.3 - Ozxacillin 1 « Howmenkaatypa Ne39.19 - Cefoxitin 30
¢ Homenraatypa Ne39.4 — Erythromycin ¢ HowmeHkaatypa No39.20 -
15 Sulphamethoxazole/Tnm eth.
* Howmenraatypa Ne39.5 — Tetracycline 23,75/1.25 s.Cotrimoxazol
30 - s  Homeursarypa No39.21 - Clindamycin
¢  Homenraatypa Ne39.6 — Bacitracin 10 2
* Homerraarypa Ne39.7 — Rifampicin 5 . * HomeHRAaTypa Ne39.22 -
] Homenraarypa Ne39.8 - Piperacillin Ampicillin/Sulbactam 10/1
30 ¢ Homeukaatypa Ne39.23 — Cefepim 30
¢ Homenraarypa Ne39.9 - Gentamicin s  Homeuxaatypa Ne39.24 — Aztreonam
30 30
e Homewraarypa Ne39.10 - Gentamicin s Homenraarypa Ne39,25 — Doxyeycline
10 : 30 :
¢ Howmecukaatypa Ne39.11 - Novobiocin s  Homengaarypa Ne39.26 — Tobramycin
5 10
e HowmenkaaTypa Ne39.12 - ¢« Homenkaatypa Ne39.27 - Ceftriaxone
Ceftazidime10 30
Homenraarypa Ne39.13 — Amikacin 10 * Howmenkaarypa No39.28 - Nalidixic
e  Howmenxaarypa No39.14 — Cephalothin Acid 30
30 + HomeHraaTypa Ne39.29 -
s Homenkaatypa Ne39.15 - Cephazolin Chloramphenicol 30
30 e Homenraarypa Ne39.30 - Moxifloxacin
s Homenxaatypa Ne39.16 - 5
Ciprofloxacin5

B TIpesaOKEHUETO CH 34 H3I'bAHEHME Ha NOopBIKaTa II0 06ocobeHa
nosunug Ne 39 yuyacTHUKET € npeacraBHa IIpuaoxenne No 2 u IlpuaoxeHue
No 2a xbM mokymenrtaupara /v Ha CD/, nombaHeHW II0 oOpas3nuTe Ha
BB3A0KUTEAD, YIIBAHOMOIIHMTEAHO IIHCMO OT IIpou3sBoauTeAad BioMaxima S.A.,
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lMoama — KonMe Fd OPHIHHEAA H TPeBOST HA DRATUPUKY ¢34K; JeKAapalInm 3a
CROTBETCTEMES 3d HaHscera CHE MApPKRHPORKA - KOTTHE HA ODHTHHAAA C MPEBROO
HAa AHTAMECKH €3MK 1 Ha ORATAPCEN e3uk, BedHo ¢ lpaaoskenue 1,
AcrAaapaliia  aa CcLUAACIIC © KAAY3UTe Ha foropopa [ O6pazeir MNeb/;
Jekaapaling 3a CpoXa Ha BasaumHooT Ha ogeprara [/(OOpaserr NaT/:
HH{!TP}"KILHH 24 eRCITAARETATIAA W CLKPHHEHHE; KETE?IA(']F; i HA
,EDK}'MEH.THTE;
KoMHCHATA CHHTA, YC IPCIAOKEIIATA Ha VIACTIIHINHTC, ¢ H3KAKYCHHC
HE NPEeJACKEHHATE M8 YYACTHHER L PHIAKOM® EQO] 33 H3nbaAHEHHe HA
MOPEIRATA Tie 000coDeHr Togwiie Ne 40 M No 42 oTrosBapsaT Ha yCaOEWATE
Ha BR3A0KHTEAH H TEXHMYECKATE CIOeTHI KA.
Ha ocRoBaEHEe 9a. 104, aa., § or 30II, romEcHEATa aaBa

RLIMOMKACCT Ha yyacTHHEES  PHIAKOM” EOOA aa IpeZcTapH
AKTYVAAHA Hdexrapanuna aa CEBOTRETCTBHE 33 MASTID
HACHTHGEEADHOHHE XAPTHEHH TECTOBE HA HHpMATA NpPOBR3IBCIAHTEA
Mast Group — mo obocobena pmosamma Noe 40 ® Jdegasapanmsa 2a

ceoTBeTCTEEe HA EC ma SIFIN diagnostics dmbh, lepmapEs - oo
obocoBena mosuusn Ne 42 Ha MeIZANHWACKHTE HINCAHS IO Te3H
obocofesd MOSANHE, B CPOK OT neT paloTHH THH OT NOAYIABAHE Ha
HACTOAULHA IPOTOKOA,

KoMECHEATA COIHTA, M€ HCHaRHaTA nnq:opuan.na HAMSA Aa n0oBCoe
AQ IPOMAHA B TeXHAYSCHOTO HpelAOmeHEES HA VYUYACTHHEA H
TpeacTABAARS EAHHCOTBEHO H CAMO HCHAHE 3a UTPSIACTIEAHE HA

AONBAFAETEAHD JORKAZATCACTED 34 JAHEH, IDOCOYNECHH B ﬂ*ﬂp‘l‘ﬂ.’l"ﬂ. Ha
YHaCTHHEA.

Kumucusira LIPUKarods caodta pabora na 10.08.2018r.
KoMucHaTa e IpogLAKH CROSTa paboTa CASH M3THYEHE HA CPoKa o7

ner padoTiid AHM, CUHTAIID OT JATATA Ha KOoATe yuacTaurskT PHIAAKOM
EQQ ¢ oAy IHA IIACTOANTHE TTPOTOKOA.

TIperuc or HacTusIHA  LUPOTOROA Ja p0C H3IPATH Ha YIACTHHEA
+PHMAKOM“ EQOOA » 2 oc 1TyDAMKYDa B ID a Ha KyIIVBada.

KITMEICIeT: . P
3ANMYEHD ChrAacHo Un 2 ot 337110
1. j-p Eusko Keaaakon — BbEEPB3KAC un.d2 an.s ot 300N

2. o-p Kpacumiupa Hagrera — Koa =mre

_ 3anuMHeHo cernacHo 4.2 ot 3310
3. i-p Tasmens TeOPTHEBA wyg gnvaka ¢ w42 4.5 o7 307

4. Anm, Tartsada Kexkesoka 5

[

, Munta MoacBa — i b v s
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