HaiiMeHyBaHHS 3aMOBHUKA:

KomyHnanbHe HekomepuiitHe nignpuemcTBo «Jlikapusa Ce. MapTuna»

Kona 3rigno 3 €EAPIIOY 3amoBHuka: 01992831

Micue3HaxoaKeHHs 3AMOBHHKA:

ByJ. HoBaka Aunapis, 8-13, M. MykaueBo, 3akapnarcska 00.1., Ykpaina, 89600
Kareropist 3amoBHuMKa:

IOpuau4yna ocoda, sixa 3a0e3neuye noTpedu aep;kaBu a00 TePUTOPiaILHOI TPOMAaaHN

OO0rpyHTyBaHHs
TeXHIYHUX Ta AKICHUX XaPaAKTEPUCTHK MpeaMeTa 3aKyNiBJi, po3Mipy 010/1:KeTHOT0
NPU3HAYEHHS, 04iKyBaHOI BAPTOCTI NMpeaMeTa 3aKyIiBJIi

3akymiBjasi_3a _mpeaMeroM: PeareHT M TPaHCHOPTYBAHHAA Ta 30epiraHHsl KJIHIYHOIO
Marepiany (ynmakoBka Ha 100 mpo6ipoxk mo 1,5 mur) (HK 024:2023: 61164) (33696200-7); PearenT
JJIsl TPAHCTIOPTYBAHHS Ta 30epiranHs KJIiHIYHOro MaTepiajay 3 MyKoJdiTHKoOM (ynakoska Ha 100
npo6ipok mo 1,5 mu) (HK 024:2023: 61164) (33696200-7); Habip peareHTiB ajisi BUSIBJI€HHS
PHK gipycy renatuty C (HCV) meToaom noJiimepa3Hoi JTaHIIOT0OBOI peakiii y peajbHOMY Yaci
96 Busnavenb (HK 024:2023: 48374) (33696200-7); Haoip pearentiB nuas Busisjenns JHK
Bipycy renatuty B (HBV) metoaom mostiMepa3Hoi JIaHIIOroBoi peakuii y peajbHoMy 4aci 96
BusHaveHb (HK 024:2023: 48321) (33696200-7); Ha6ip pearenTiB ais BusijeHns JJHK Human
papillomavirus 16, 18 mMeroaom mnoJiiMepa3Hoi JAaHUIONOBOI peakuii B peajbHoMy 4aci 96
BusHaveHb (HK 024:2023: 49994) (33696200-7); Ha6ip pearenTis s BusiBjiennsi JHK Herpes
simplex virus 1 Ta 2 TMIly MeTOI0M I0JIiMepPa3HOI JAHIIOI0BOI peakuil B peajabHoMy 4aci 96
Bu3Hauenb (HK 024:2023: 49539) (33696200-7); Haoip pearentiB aisi BusiBjennsi /JHK
Cytomegalovirus MeTo/10M 1oJ1iMepa3HoI JTAHIIOT0OBOI peaKuii B peaabHOMY 4aci 96 BU3BHaYeHb
(HK 024:2023: 30798) (33696200-7); Haoip pearenTiB nis BusiBiaennsi JHK Epstein-Barr Virus
(EBV) meronoM moaiMepa3Hol JTaHIIOrOBOI peakuii y peajabHomy 4aci 96 Busnauens (HK
024:2023: 49653) (33696200-7); Habip nis BusiBiaenHns BipyciB rpuny A/B, 100 peakuiii (HK
024:2023: 47277) (33696200-7); Habip pearentiB nis excrpakuii THK ta PHK 3 6iosioriunoro
marepiaay 100 sBusnauens (HK 024:2023: 52521) (33696200-7); HaOip pearenTiB nJs
excrpakuii JTHK ta PHK 3 Oiosoriynoro marepiajay mMeTofaoM NpenumiTanii HyKJIeiHOBHX
kucjaor 100 Busnavyenr (HK 024:2023: 52521) (33696200-7) (AK 021:2015:33690000-3
Jlikapcbki 3aco0u pi3Hi)

Bua ta inentudikarop npoueaypu 3aKymiBJli: BIIKPUTI TOPTH 3 OCOOTUBOCTSIMU (BIAMOBIIHO J10
[ToctanoBu KMV Nel178 Bix 12.10.2022 poxky 3i 3miHamn), 3a Homepom orojorienns UA-2025-06-
20-007629-a

OOcsiru: BU3HAYEHO BiAMOBIIHO /10 piuHOi moTpedu Ha 2025 pik as KT

Po3paxyHOK 04iKyBaHOI BapTOCTI MpeIMeTa 3aKyIiBJl IPOBEJACHO 3 JOTPUMAHHSAM IPUHIIHITIB
3/11HCHEHHS 3aKYIiBeJIb, 30KpeMa MaKCUMaJIbHOI eKOHOMII Ta epeKTUBHOCTI. POo3paxyHOK o4iKyBaHOT
BapTOCTI MNpeaMeTa 3aKyMiBii 3AIHCHEHO METOJOM IOpIBHSAHHS PHUHKOBUX ILiH. 3aMOBHHKOM
3/11ACHIOBABCS MONIYK, 301p Ta aHali3 3araJibHOAOCTYIIHOI IIIHOBOI 1H(opMallii, 70 SKOi BITHOCUTHCS
1 iHpoOpMaLlis IPO LiHU, IO MICTATbCA B Mepexi [HTepHET y BIAKPUTOMY JOCTYIIi, B €JIEKTPOHHIN
cucTeMi 3akymniselnb [Ipo3opo, Ta Ha aHaJIOTTYHUX TOPTiBEIbHUX €IEKTPOHHUX MalJaHunKax, 301p Ta
aHaJIi3 KOMEpLiHUX MPOIO3UIIiH TOLIO.

OuikyBaHa BapTicTh npouenypu 3akymiii —138 182,00 rpw. 3 TI/B.

Jokepeno piHAHCYBAHHSA 3aKYHIBJIi - BJACHUH 0101KeT (KOUITH BiJl rOCN0IaPCHKOI NifIbHOCTI
NiANPUEMCTBA).




TexHi4Hi Ta AKICHI XapaKTePUCTUKU:
1.3AT'AJIBHI BUMOTHX 10 IPEJAMETY 3AKYHIBJII

TEXHIYHI BUMOI'
Indopmanis npo HeoOXiaHI TeXHiYHI, AKiCHI Ta KiJIbKICHI
XapaKTePUCTUKHU MO MpeAMeTy 3aKyHiBJIi:

PearenT nis TpaHcmoOpTyBaHHs Ta 30epiraHHsi KJiHiYHOro Mmarepiajay (ymakoska Ha 100
npodipok mo 1,5 mur) (HK 024:2023: 61164) (33696200-7); PearenT Ajsi TpaHCNIOPTYBAHHSA Ta
30epiraHHs KJIiHIYHOro MaTepiajay 3 MyKoJiTHKOM (ynakoska Ha 100 npo6ipox mo 1,5 mur) (HK
024:2023: 61164) (33696200-7); Haoip pearentiB maas BusisjienHss PHK Bipycy rematury C
(HCV) metoaom mnoJiiMepa3Hoi JIAHIIOTOBOI peakuii y peajbHomy 4aci 96 BusHauenbs (HK
024:2023: 48374) (33696200-7); Haoip pearentiB nis BusiBaennss JHK Bipycy rematuty B
(HBV) meronoM mosiMepa3Hoi J1aHIIOroBOI peakuii y peanbHoMy 4aci 96 Busnauens (HK
024:2023: 48321) (33696200-7); Haoip pearenTiB 115 Busiiaensss JHK Human papillomavirus
16, 18 meTogom mosiMepa3Hoi JAHUIOTOBOI peakuii B peajbHoMy 4Yaci 96 Buznauenb (HK
024:2023: 49994) (33696200-7); Habip pearentiB nis Busijiennsi JJHK Herpes simplex virus 1
Ta 2 THILy MeTOJ0M IOJIiMePa3HoI JAHIIOI0BOI peakiii B peaJbHoMy 4aci 96 BusHavyens (HK
024:2023: 49539) (33696200-7); Habip pearentiB mas BusiBieHHss JJHK Cytomegalovirus
METO/I0M MOJIIMePa3Hol JIAHIIOT0BOI peakuii B peajbHoMy 4aci 96 Busnavyens (HK 024:2023:
30798) (33696200-7); Habip pearentiB aasi BusBiaennss JTHK Epstein-Barr Virus (EBV)
METO/I0M MOJIIMEepPa3HOi JJAHIIOT0BOI peakuii y peanbHomy 4aci 96 Busnavyens (HK 024:2023:
49653) (33696200-7); Ha6ip nJis BusiBjeHHs BipyciB rpumy A/B, 100 peakuiii (HK 024:2023:
47277) (33696200-7); Haoip pearenTi ais excrpakuii JJHK ta PHK 3 6iosioriunoro marepiaiy
100 Buznavennb (HK 024:2023: 52521) (33696200-7); Haoip pearenTiB nis ekcrpakuiii JJTHK ta
PHK 3 Oiostoriynoro martepiajry MeTogoM npeuumnitamnii HykJeiHoBux kucaor 100 BusHavyeHnn
(HK 024:2023: 52521) (33696200-7) (AK 021:2015:33690000-3 JlikapcbKi 3aco0u pi3Hi)

Taoauns 1
Nesz/n HajimenyBaHHs
TOBapy
e s Mo | Jeon HK Texuiuni BUMorn @opma KisabkicTs
cyMicHi 3 mpujaaaom .
Rotor-GeneQ (5 plex) B 024:2023 BHITyCKY
pe:kuMi peasibHOrO
yacy)
1 Pearenr g | 61164 [IpuznauaeTncs JUTS T 4
TPAaHCIIOPTYBaHHS  Ta TpPaHCIOPTYBaHHS 1  30epiraHHs
30epiraHHs KIIHIYHOTO 3pa3kiB  Oi0JIOTIYHOTO MaTepiany
Mmarepiany (ynakoBKa JIOVHH (3ikpiOn/mMa3ku
Ha 100 mpobipox mo eniTeianbHuX KIIITHH 3
1,5 mu) YPOTEHITaIbHOTO TPaKTy,

POTOTJIOTKH, HOCOTJIOTKH, MPSIMOi
KHIIKH, KOH FOHKTHBY OKa, IIKIpH) 3
METOI0 KYJIbTHBYBaHHS, aHAII3y
Ta/a00 1HIINX JTOCIIIIKEHD.
TpancnoptHe cepenosuiie STM -
Mae OyTH FOTOBUM JI0 BUKOPUCTAHHS
130TOHIYHUI BOJHO-COJILOBHH
PO34HH 3 J0J]aBaHHIM KOHCEPBAHTY,
SIKUH TIEPEIIKODKAE PO3MHOXKEHHIO
MIKpPOOpPTaHi3MiB.

100 mpobipok THIy «enmneHaopd»
o6’emoM 1,5 M, sKI [OBUHHI
MICTHTH | MJI peareHry.




o CKIamy TPaHCIIOPTHOTO
cepeIoBHIIa Mac BXOINUTH
KOHCEpPBaHT  a3ujJ  HATpilo B
koHIeHTpari 0,1.

Pearent IS
TPaHCTIOPTYBaHHSI  Ta
30epiraHHs KIiHIYHOTO
Marepiany 3
MYKOIIITHKOM
(ymakoBka Ha 100
npodipok mo 1,5 mu)

61164

[IpuszHavaeTbes JUIst
TPaHCIIOPTYBaHHA 1  30epiraHHs
3pa3kiB  OiOJIOTIYHOTO MaTrepiany
JIIOINHA (31K piOu/Ma3ku
emiTeNniaTbHIX KITITHH 3
YPOTEHITaTHbHOTO TPaxTy,
POTOTJIOTKH, HOCOTJIOTKH, TPSIMOT
KHUIIIKH, KOH FOHKTHBH OKa, IITKIpH) 3
METOI0  KYJIBTHBYBAaHHS, AaHANI3y
Ta/a00 IHMINX JOCHTiIKEHb.
TpancnoprtHe cepenosumie MTM 3
MYKOIIITUKOM — Ma€ OyTH TOTOBHUM
0  BHKOPWCTAHHA  130TOHIYHHIA
BOJIHO-COJIbOBUH pO34uH 3
JOIaBaHHSAM  KOHCEPBAHTY, SKHH
MePeIIKOKae PO3MHOKEHHIO
MIKpOOpTaHi3MiB Ta MyKOJITHYHOTO
are’ry JUIS PO3pLIKEHHS
MOKPOTHHHSL.

100 mpobipok THIy «enmeHaopd»
o0’emom 1,5 w1, sKi TOBHHHI
MicTaTH | M peareHry.

Ho CKIIaay TPAHCIOPTHOTO
Cepe/ioBHINA TOBHHEH  BXOAUTH
KOHCEPBAaHT  a3WjJ  HATpilo B
koHmneHrparti 0,1.

Habip pearenTiB mns
BusieneHHst PHK Bipycy
rematury C (HCV)
METOJIOM MOJTiMepa3Hol
JAHIIOTOBOI peakiii y
peasibHOMy 4aci 96
BH3HAaYeHb

48374

[Mpu3HavyaeTbcss Ui NPOBEICHHS
peakiii 3BOpOTHOI TPaHCKPHIIIIT Ta
IUIP y peampHOMY d4aci 3
riopuan3amiitHo-PIryopecieHTHOO
JETEKIIIETO.

Peecrtpanis peakirii -
GbiryopuMeTpuIHUN METOZ Mae
BiIOyBaTUCh 1O JBOM KaHaJlaM:
FAM/Green Ta KOHTPOJTh
Oiomarepiany 1o KaHay
HEX/Yellow.

®opmart: Ha 96 peakmiii.
3arajgpHHUNA Yac MPOBEJCHHS PeaKIlil
npubimzHo 120 XBHUIHH.

B pe3ybTaTi MIPOBEICHUX
JOCJIIDKEHb aHATITUYHA YyTJIMBICTh
Habopy MMOBHHHA CKJIQ/IaTh

75*Komii/MI1.

Habip peareHTiB Mae JO3BOJATH
Busisutn PHK Bipycy rematury C
cyorunu la, 1b, 2a, 2b, 2c¢, 2i, 3, 4,
Sa, 6. IloBuHHI OyTH BiACYTHI
MEPEXPECHI peakilii Mpy TEeCTyBaHHI
3paskiB JIHK/PHK nronaunu i nmanemni
spaskie  JIHK/PHK  nactymHmx
MIKpOOpTaHi3MiB 1 BipyCiB:
Escherichia coli, Staphylococcus
aureus, Streptococcus pyogenes,
HSV 1 ta 2 tuny, HIV 1 Ta 2 tuny,
HBV, HDV, HAV, CMV, EBV,
HHV6, HHVS, mnapeosipyc BI19,
Bipycu T1puny A, B, C, D.




JiarHocTruHa cnernudivHICTh
Habopy He MeHIIe 98%.

3pa3ok A aHamizy: IUla3Ma KpoBi
JIIOJMHU.

06’em mocmimkyBaHoro 3paska: 10
MKIL.

Bydep, rotoBuii 10 BHKOpUCTaHHS
(1.5 wm), mnpo3opa piguHa Bixg
0e30apBHOTO IO POKEBOTO KOIBOPY.
3T-nmonimepasa, roToBa JI0
Bukopuctanus (0.12 mu), mpo3opa
Oe30apBHa piguHa.

BK3 — BHyTpimHI# KOHTPOJBHHN
3pa3oK, TOTOBHH O BHKOPUCTAHHS
(0.5 mur) mpozopa Ge3bapBHA pinnHA.
IIK3 — Mmo3WTHBHHMI KOHTPOJILHHMA
3pa3oK, TOTOBHH O BHKOPUCTAHHS
(0.25 ™) mpo3opa Oe30apBHA
piouHAa.

HK3- HeratuBHUIT KOHTpOJBHUN
3pa30K, FOTOBUH 10 BUKOPUCTaHHS
(0.25 ™) mposopa Oe3dapBHa
pigvHa.

Habip pearenriB amns
BUSIBJICHHS JHK
Bipycy rematuty B
(HBV) METOIO0M
moJIiMepa3Hoi

JAHIFOTOBOI peakmii y
pearbHOMY daci 96
BHU3HA4Y€Hb

48321

IlpusHayaeTbecst Juisi  NPOBEICHHS
moHoriekcHol [IJIP y peanpHOMy

gaci 3 riopuan3amiiao-
(bITyOpecCeHTHOIO IETEKIIIETO.
Peectpanis peakuii -
GbiryopuMeTpuIHUI METOZ Mae
BiOyBaTUCh TIO JBOM KaHaJaM:
FAM/Green Ta KOHTPOJTh
OiomMerepiany o KaHaIy
HEX/Yellow.

®opmart: Ha 96 peakmiii.
3aranbHHUN Yac MPOBEACHHS peakilii
puban3Ho 100 XBHIHH.

B pe3yibTaTi MPOBEICHUX
JIOCJTI/DKEHb aHATITHYHA YyTJIMBICTh
Ha0oOpy TOBWHHA CKJIamaTa 75
KOTTiH/ M.

Habip peareHTiB Mae 103BOJIATH
BUSIBUTU KJIIHIYHY YyTJIUBICTH Ta
crenu(igHOCTI  BUKOPHUCTOBYBATH
3pa3ky, MmO Oydu OTpUMaHi BiJ
MaIiE€HTIB 3 J1arHo30M IH(EKIHHEe
3aXBOPIOBaHHS BipycoM renaruty B
Ta 3pa3kl KIIHIYHO 3J0POBHX
JIOHOPiB  (HETaTUBHUX  CTOCOBHO
BipyCy

renatuty B). Kniniuna uyTnusicTb
IMOBHHHA CTaHOBHUTH 86,67%,
kiiHiyHa cnenmdivnicts - 100%.
[lo3uTnBHA MPOTHOCTHYHA LiHHICTH
- 100%, HeraTMBHa HpPOrHOCTHYHA
iHHICTE - 97,7%.

[loBunHi OyTH BiACyTHI nepexpecHi
peakmii TpM TecTyBaHHI 3pa3KiB
JHK/PHK mroaunu i maHem 3pa3KiB
JTHK/PHK HACTYITHUX
MIKpOOpraHi3MiB i BipyCiB:
Escherichia coli, Staphylococcus
aureus, HSV 1 ta 2 tuny, HIV 1ta 2




tuny, HCV, HDV, HAV, EBYV,
HHV6, HHVS, VZV, B19V, Bipyc
KIIIIOBOTO eHIedimiTy (300HOCHE
3aXBOPIOBAaHHS), BIpYC JMXOMaHKHU
3axigHoro Himy WNV, agenosipyc
™I 2, 3, 7.

3pa3ok Ui aHami3y: Iiia3Ma KpOBi
JIOAUHU

06’em mocmimkyBaHoro 3paska: 10
MKIJI.

Bydep, rotoBuii 10 BHKOpUCTaHHS
(1.5 ™), mpo3opa pigumHa Bif
06e30apBHOTO IO POKEBOTO KOIBOPY.

[Monmimepa3a, roTOBa bi o)
Bukopuctanas (0.12 mur), mpo3opa
Oe30apBHa piguHa.

[IK3 — mo3uTuBHUII KOHTpPOJBHUN
3pa30K, FOTOBUH 10 BUKOPUCTaHHS
(0.25 ™) mpozopa Oe3dapBHA
piauHa.

HK3— HeratuBHUIT KOHTpOJBHUN
3pa30K, TOTOBUH O BHKOPUCTAHHS
(0.25 ™) mpozopa Oe3dapBHA
piauHa.

Habip pearenriB amns
BUSIBIICHHS JHK
Human papillomavirus
16, 18 METOJIOM
moJIiMepasHoi
JAHIFOTOBOI peakmii B
peasibHOMy 4aci 96
BHU3HA4Y€Hb

49994

IIpu3HauaeTscss Uil IIPOBEIEHHSA
moHomiekcHoi IIJIP y peanpHOMY

gaci 3 ribpuamn3amitao-
(bIIyOpECIICHTHOO ICTEKIIIENO.
Peectpartis peaxii -

(GIIyopuUMeTpUYHUN  METOJ METOX
Ma€ BijOyBaTUCh 1O JJBOM KaHAJaM:
FAM/Green gns nerekmii HPV 16,
ROX/Orange nns nerekii HPV 18
Ta KOHTPOJb OloMaTepiany 1o
kanamy HEX/Yellow.

®dopwmar: Ha 96 peaxiriii.

3arajgpHHUNA Yac MPOBEJCHHS PEaKIlii
npubim3Ho 120 XBHIHH.
AnamitnyHa  uyTinuBicte  1*103
Komii/mn  ( Komik  crenudivaoi
JIHK-mimreni Ha 1 M Gi0JIOTIYHOTO
3pazka ).

[loBuHHI OyTH BiIICYTHI NEepexpecHi
peakuii mTpM TecTyBaHHI 3pa3KiB
JHK monuam Ta maHeni 3paskKiB
JHK nHacTynHHMX MIiKpOOpraHizmiB i
BipyciB: VZV, CMV, HHV6, EBV,
Mycoplasma hominis, Mycoplasma
genitalium, Ureaplasma urealiticum,
Gardnerella vaginalys, Neisseria
gonorrhoeae, Chlamydia
trachomatis, Trichomonas vaginalis,
Candida albicans, IHK Bipyca HPV
pooy «: BHCOKOTO OHKOT'€HHOI'O
pm3uky (tamm 31, 33, 35, 39, 45, 51,
52, 56, 58, 59, 68, 73, 82) Ta
MO>KJIMBOTO BUCOTO PU3UKY (THITH 0,
11, 26, 53 Ta 66).3pazok mis
aHamizy: ekcrpakmis  JIHK  3i
CIIN30BHUX 000JIOHOK
YPOTEHITAIBHOTO TPAKTY.




06’em pocnimpxysanoro 3paska: 10
MKIJL

Bydep, roToBmii 10 BHKOPUCTAaHHS
(1.5 wi), mnpo3opa piguHa Bixg
6e30apBHOTO IO POKEBOTO KOIBOPY.

[Tomimepa3a, roToBa bi (o)
Bukopuctanus (0.12 mu), mpo3opa
0e30apBHa piuHA.

IIK3 — Mmo3WTHBHHMI KOHTPOJILHHMA
3pa3oK, TOTOBUI 10 BHKOPUCTAHHS
(0,25 ™) mpo3opa Oe30apBHA
pimuHa.

HK3- wneratuBHUIT KOHTPOJILHHMA
3pa3oK, TOTOBUI 10 BHKOPUCTAHHS
(0,25 wir) mposopa OezbapBHa
pinvHa.

Habip pearentiB mis
BUSIBJICHHS JHK
Herpes simplex virus 1
Ta 2 TUIYy METOAOM
moJIiMepa3Hoi
JIAHIFOTOBOI peakiii B
pearbHOMY daci 96
BHU3HAYEeHb

49539

[Ipu3HavaeTbcss A8 NPOBEAEHHS
moHoriekcHol [IJIP y peanpHOMy
gaci 3 riopuan3amiao-
(bITyOpeceHTHOIO IETEKIIIETO.
Peectpanis peakuii -
¢dyopuMeTpuIHUit METON Mae€
BiOyBaTUCh TIO JBOM KaHaJaM:
FAM/ Ta koHTpOJIb OiOMaTepiany 1o
kanamy HEX/Yellow.

®opwmar: Ha 96 peakiiii.

3arajgpHUNA 9ac MPOBEICHHS PEeaKIlii
npubimzHo 100 XBHIHH.
AnamitnyHa  gyTinuBicte  1*103
KOTTH/MIT

JiarHocTHYHA Yy TJIMBICTH HE MEHIIIE
98%.

HiarHocTHuHa crnenuQivHICTE HE
meHie 98%.

[loBuHHI OyTH BifICyTHI TIepexpecHi
peakmii TpHM TeCTyBaHHI 3pa3KiB
JHK mroguan Ta

nanem 3paskie JIHK HacTynmHux
MiKpOOpIaHi3MiB: Chlamydia
trachomatis,

Chlamydia pneumoniae, Gardnerella
vaginalis, Lactobacillus crispatus,
Enterococcus faecium, Escherichia
coli, Staphylococcus aureus,
Streptococcus

pyogenes, Candida albicans,
Mycoplasma hominis, Mycoplasma
genitalium,

Neisseria gonorrhoeae, Neisseria
flava, Neisseria subflava, Neisseria
sicca,

Neisseria  mucosa, Treponema
pallidum, Trichomonas vaginalis,
Toxoplasma

gondii, Ureaplasma urealyticum,
Ureaplasma parvum, CMV, HPV
(tumu 16, 18,

31, 33, 35, 39, 45, 51, 52, 56, 58, 59).
3pa3zok IS aHamizy:  3IimKpio
EMITENII0 3 YPOTreHITaIbHOTO TPAKTY,
Ma30K 3 POTOIVIOTKH, BUIUIEHHS 3
€pO3UBHO-BUPA3KOBUX ypaxxeHb




WKIpK Ta CIU30BUX OOOJIOHOK,

MOHOHYKJICapHI KIIITHHA
nepuepuIHOro KpPOBOOOIry,
JIKBOP.

06’em mocmimkyBaHoro 3paska: 10
MKIJI.

Bydep, rotoBuii 10 BHKOpUCTaHHS
(1.5 wm), mnpo3opa piguHa Bixg
0e30apBHOTO IO POKEBOTO KOIBOPY.
[Monimepasa, roTOBa 10
Bukopuctanus (0.12 mu), mpo3opa
Oe30apBHa piguHa.

IIK3 — MmOo3WTHBHHMH KOHTPOJILHHMA
3pa3oK, TOTOBHH O BHKOPUCTAHHS
(0,25 wir) mposopa OezbapBHa
pimuHa.

HK3—- mHeratuBHuIi KOHTpOJBHUI
3pa30K, FOTOBUH 10 BUKOPUCTaHHS
(0,25 ™) mpozopa Oe3dapBHA
pianHa.

Habip pearenriB amns
BUSIBJICHHS JHK
Cytomegalovirus
METO/IOM TOJTIMepa3Hol
JIAHIFOTOBOI peakiii B
pearbHOMY daci 96
BH3Ha4YeHb

30798

[lpusHavaeTbcs AN MPOBEACHHS
moHoriekcHol [IJIP y peanbHOMY
gaci 3 riopuan3amiifao-
(bIyOpECIICHTHOO JICTEKIIIENO.
Peectpanis peakuii -
GbiryopuMeTpuaHII METOZ Mae
BiIOyBaTUCh TIO JBOM KaHaJaM:
FAM/ Ta koHTpOJIb OiOMaTepiany 1o
kanany HEX/Yellow.

®opwmar: Ha 96 peakiriii.

3aranbHHUN Yac MPOBEACHHS peakilii
npubimzHo 100 XBHIHH.
AnamitnyHa  uytinuBicte  1*103
KOMii/ M

JiarHocTHYHA Yy TIIMBICTH HE MEHIIIE
98%.

HiarHocTuHa crnenudivHICTE HE
menIe 98%.

[loBuHHI OyTH BiIICYTHI IEepexpecHi
peakuii TpW TeCTyBaHHI 3pa3KiB
JHK monuny i naneni 3paskis JTHK
HACTYITHUX MiKpOOpraHi3MiB:
Chlamydia trachomatis, Chlamydia
pneumoniae, Gardnerella vaginalys,

Lactobacillus crispatus,
Enterococcus faecium, Escherichia
coli, Staphylococcus aureus,

Streptococcus pyogenes, Candida
albicans, Mycoplasma hominis,
Mycoplasma genitalium, Neisseria
gonorrhoeae,  Neisseria  flava,
Neisseria subflava, Neisseria sicca,
Neisseria  mucosa, Treponema
pallidum, Trichomonas vaginalis,
Toxoplasma gondii, Ureaplasma
urealyticum, Ureaplasma parvum,
HSV 11 2 tuny, HPV (tumu 6, 11,
16, 18, 31, 33, 35, 39, 45, 51, 52, 56,

58, 59).
3pa3ok I aHaJTi3y: TUIa3Ma KpoBi Ta
MOHOHYKJICapHIi KITITHHA

riepudepuIHOro KpoBooOiry, ceda (




ocaZ ), YpOTCHITAIbHUH 3iMIKpi0,
CiTIoHa, 610TITaT, JIIKBOP.

0O6’em nocmimpkyBaHoro 3paska: 10
MKIL

Cxutag Habopy:

Bydep, roToBmii 10 BHUKOpPHCTaHHS
(1.5 wim), mnpo3opa piguHa BiAg
0e30apBHOTO A0 POKEBOTO KOJIBOPY.

ITomimepa3a, roToBa bi (o)
Bukopuctanus (0.12 mu), mpo3opa
0e30apBHa piuHA.

IIK3 — MmOo3WTHBHHMI KOHTPOJILHHMA
3pa3oK, TOTOBHH JIO BHKOPHUCTAHHS
(0,25 ™) mpo3opa Oe30apBHA
pimuHa.

HK3- wneraruBHUIT KOHTPOJILHHMA
3pa3oK, TOTOBHI 10 BUKOPUCTAHHS (
0,25 mu1) npo3opa 6e30apBHa piiuHA.

Habip pearenTiB mns

BUSIBIICHHS JHK
Epstein-Barr Virus
(EBV) METOZ0M
moJIiMepasHoi

JAHIIOTOBOI peakii y
peasibHOMy 4aci 96
BH3HAaYeHb

49653

[IpusHavaeTbcss A NPOBEACHHS
moHomiiekcHoi IIJIP y peanpHOMY

yaci 3 riopuam3anifHo-
(bIIyOpECIICHTHOO JICTEKIIIETO.
Peectpartis peaxiii -
¢dyopuMeTpuIHUi METOJ Mae
BiIOyBaTUCh IO JBOM KaHaJlaMm:
FAM/Green Ta KOHTPOITb
Oiomarepiany o KaHaIy
HEX/Yellow.

®opwmar: Ha 96 peakiriii.

3arajgpHHUNA 9ac MPOBEICHHS PEeaKIlii
npubimzHo 100 XBHIHH.
AmnamitiuHa — 9yyTiuBicte  1%103
Komii/mn  ( Komid crenudivaol
JIHK-mimreni Ha 1 M Gi0JIOTIYHOTO
3pazka ).

JiarHocTHYHA Yy TIMBICTH HE MEHILIE
98%.

HiarHocTryHa crenudivHicTh He
MeH1ie 98%.

[loBuHHI OyTH BiIICYTHI IEepexpecHi
peakmii TpHM TecTyBaHHI 3pa3KiB
JHK monuny i naneni 3paskis JJTHK
HACTYITHUX MIKpOOPTaHi3MiB:
Chlamydia trachomatis, Chlamydia
pneumoniae, Gardnerella vaginalis,

Lactobacillus crispatus,
Enterococcus faecium, Escherichia
coli, Staphylococcus aureus,

Streptococcus pyogenes, Candida
albicans, Mycoplasma hominis,
Mycoplasma genitalium, Neisseria
gonorrhoeae,  Neisseria  flava,
Neisseria subflava, Neisseria sicca,
Neisseria  mucosa, Treponema
pallidum, Trichomonas vaginalis,
Toxoplasma gondii, Ureaplasma
urealyticum, Ureaplasma parvum,
CMV, HPV (tunu 16, 18, 31, 33, 35,
39, 45, 51, 52, 56, 58, 59).

3pa301< JIA aHaJ'Ii3y2 CJIFOHa, Ma30kK 3
POTOIJIOTKH, mia3Ma/cupoBarka
KpOBi, MOHOHYKJICApHI KJIITHHH




nepupepuIHOro KpPOBOOOIry,
aMHIOTUYHA pirHa, JTIKBOP.

0O6’em nocmimpkyBaHoro 3paska: 10
MKJI.

Bydep, roToBmii 10 BHUKOpPHCTAaHHS
(1.5 ™), mpo3opa pigumHa Bif
0e30apBHOTO JI0 POKEBOTO KOJIBOPY.

[Monimepa3a, roTOBa bi o)
Bukopuctanas (0.12 mur), mpo3opa
0e30apBHa piguHA.

[IK3 — mo3uTuBHUI KOHTPOJBHUN
3pa30K, TOTOBUH O BUKOPUCTAHHS
(1.0 mur) mpozopa 6e3bapBHA pinnHA.
HK3- mHeratuBHUII KOHTpONBHUH
3pa30K, TOTOBUH O BHKOPUCTAHHS
(1.0 mur) mpo3opa 6e30apBHA piIHHA.

Habip mns BUSABICHHS
BipyciB rpuny A/B, 100
peaxiiit

47277

[Ipusnavenusmis  xiinigaoi T1JIP-
JiarHOCTHKH pecripaTopHuX
3axBoproBaHb. Habip mae mo3Bossatu
poBoAWTH in vitro merekmito PHK-
MOCTITIOBHOCTEH, XapaKTepHUX IS
30yTHHUKIB BipycCy TpUIy A Ta TpUILy
B, y 3pa3kax i3 quxaiapbHHUX HUIAXIiB
OpraHizmy narfienTa. Cdepa
BUKOPHUCTaHHsI PeareHTHOrO Habopy
Mae BKIIOYA€ in Vitro JiarHOCTHKY
(IVD), emrizeMioIOTiYHIIA CKPUHIHT i
HAYKOBO-AOCIiHI POOOTH.
BusiBnenns BipycHO1 PHK
3IIMCHIOETHCS IIUIIXOM TOCTaHOBKH
OJTHOKPOKOBO{ RT-ILJIP 3i
3BOPOTHOIO  TpaHckpumiie. Jlo
Ha0Opy TOBHHHI OYyTH BKIJIFOYEHI
peBepTasa BipyCy MUIIIAYO0i JIeHKeMii
M-MLV i repmocritika JIHK-
roJriMepasa Taq. Banignicts
OTPUMaHUX  pe3yJIbTaTiB Mae
3a0e3nevyBaTuch
MYJIBTUTAPTETHICTIO cymimri
mpaiiMepiB, a TaKOX HAaSBHICTIO
BHYTPIllTHHOTO €H/IOT€HHOTO
koHTpomo (IC) Ta mO3UTHBHOTO
KOHTpOJbHOTO 3paska (PC).
®opmart: Ha 100 peakuiii
Uytnusicts: 95.5 %
Crnenudiunicts: 96.1 %

Hwoxust MeKa aHATITHYHOT
gyTimBocTi: 10 Komiii / peaxiiito

Bci  peareHTH, 1110 BXOIATH 10
CKIagy Habopy, TOBHHHI OyTH
MpU3HAYEHI IS JIarHOCTUKU «in
vitro».

10

Habip pearenrtiB st
exkcrpakmii  JTHK Ta
PHK 3 o6ionoriuHoro
Marepiany 100
BH3HAaYeHb

52521

[MpuzHavyeHHs IPYHTYEThCS Ha
000OpOTHOMY 3B'SI3yBaHHI MOJIEKYI
HYKJIETHOBUX KHCIOT Ha TOBEPXHI
Mar"iTHUX YacTOK.

bBionoriuanit marepian: (kiHiYHI
3pa3k), y TOMYy 4YHCIi: Ma3KH,
3K piowH, MOKpOTa, CJIMHA,
nerKouuTapHa  ¢Qpakdis  OiIbHOT
KpoBi, ceua (ocaxm), (ekauii,
SSIKYJISIT, CEKpPET NPOCTaTU TOLIO 3

10




BMictoMm kiiTiH Bix 100 mo 106 B
3pasKy.

3araapHul Jac MPOBECHHS
npouenypu Buninenss JHK/PHK 3
1 3pa3ka pydyHHMM = METOAOM

CTaHOBUTh 40-50 XBUJIMH,
HaIiBaBTOMaTHYHUM - 35-40
XBUJIVH.

Habip pearenriB Mae 3abe3neuyBaru
BU/IIICHHS JHK/PHK 3
010JI0TYHOT0 MaTepiaty 3 YUCTOTOO
BUJIIICHHSI 3a MOKAa3HUKOM

crmiBBigHomieHHs  A260/280  He
meHme 1,7.

EdexTuBHicTh BUIUJICHHS
JHK/PHK cranoBute Bim 30 1m0
70%.

Cxian:

1. Po3unH 3  MarHiTHUMH
yactkami, 1.1 M1, cycrieHsis 0yporo
a00 YOPHOTO KOJILOPY

2. bydep mna mizucy, 45 wmu,
mpo3opa 0e30apBHa pigrHa

3. Bydbep mis npoMuBaHHS
Nel, 80 wmu, mpozopa O6e3dapBHa
pinuHa

4, Bybep nmnms npomuBaHHA
Ne2, 80 w1, mposopa Oe30apBHa
pinuHa

5. Bydep ans emonii, 12 mi,

po3opa 6e30apBHA piuHa

11

Habip pearenriB mns
excrpakmiii  JIHK Ta
PHK 3 6iomorigaoro
MaTtepialy  METOJIOM
MPETHITITaIi ]
HYKJIETHOBUX  KHCIOT
100 BM3HAYEHDL

52521

[MpusnauenHss Habopy peareHTIiB
IPYHTY€ETHCS Ha METOAl
MpeLMITI TaIil

MOJIEKYJT HYKIETHOBUX  KHCIOTH
(HK) y cmmptoBOMYy poO34nHi B
MIPUCYTHOCTI KOTIPEIUITITaTopa.
MarepianoM  uii  TPOBEACHHS
mpoueaypu excrpakmii JJHK/PHK
CIIyTy€ IU1a3Ma KpOBi JIIOIUHH...
3aranbHUAN yac [IPOBEICHHS
nponenypu Buninenss JJHK/PHK 3
1 3pa3ka cranoBuTh 30-40 XBUIIKH.
Habip peareHTiB mae 3a0e3nednTu

BH/IIICHHS JIHK/PHK 3
010JI0Tr1YHOr0 MaTepiaty 3 YUCTOTOO
BU1JICHHS 3a MOKa3HUKOM

crmiBBigHomreHus  A260/280  He
mene 1,7.

EdexTuBHiCTD BUAICHHS
JHK/PHK cranoButs Big 30 g0
70%.

Cknan:

1. KommonenT mns mizucy, 0,5
MJI, ITpo30opa 6e30apBHa piauHa

2. Bydep mna mizucy, 30 mo,
mpo3opa 6e30apBHa piguHa

3. Bydep misa npeuumitarii, 45
MJI, TIpo3opa 6e30apBHa pinnHa

4, Bydep nmns npomuBaHHA
Nel, 75 wu, mpo3opa OezbapBHa
pinyHa




5. Bydep nmns npomuBaHHA
Ne2,75  wmu, mpo3opa 0OezbapBHa
pinuHa

6. Bydep mns enrorrii, 12 wmur,
po3opa Oe30apBHa piTuHA

*[locunanna 6 OOKymenmauii meHOEPHUX MOpPZi6 HA KOHKPEMmHi MOp2ieebHYy Mapky uu Qipmy, namenm,
KOHCMpPYKWil0 ad0 mun npeomMema 3aKynieni, 0)cepeno 1020 NOX00)HCEHHA afo GUPOOHUKA yumamu AK «aoo
eKeisaienmy.

Bumoru 1o npeamery 3aKymiBiIi:

1.

10.

Toap, 3anporoHOBaHUN YYaCHUKOM, MTOBUHEH OyTH BHECEHUH 10 JlepkaBHOTO peecTpy
MEIMYHOT TEXHIKM Ta MEIMYHUX BUPOOIB Ta/ab0 BBeACHUU B OOIT BIAMOBIAHO M0
3aKOHOJaBCTBA y cdepl TEXHIYHOTrO PEryJIOBaHHS Ta OIIHKKA BIAMOBIAHOCTI, Yy
nependaueHoMy 3aKOHOJaBCTBOM mnopsiaky. Ha migTBepakeHHs Y4YacHHUK y cKJiafgi
npono3uuii NMOBHHEH HAJATH KONl Jekjapanii ad0 Komil JAOKyMEHTIB, IO
NiATBEPAKYIOTh MOMJIMBICTH BBeJleHHSI B 00ir Ta/ad0 ekcmiyaTaunilo (3aCTOCYBaHHA)
MeIMYHOr0 BUPOOyY 32 pe3yibTATAMHU NMPOXO/KEHHS NMPOLeIYPH OLIHKH BiNMOBiAHOCTI
3riZilHO BUMOT TEXHIYHOT'0 perjiaMeHTy.

V pasi axwo 8ionogioHo 0o 3akoHOO0ascmea 66edenHs 8 0bie (ekcniyamayiio) moeapy, AKutl
NPONOHYEMbC  YUACHUKOM, He RnOMpeodye oOuiHKu  6i0n08IOHOCMI  MeEeXHIYHUM
peznamenmam, 8 moMy YUCIL NPOMA2OM NepexiOoHo20 nepiody, YHACHUK 3A3HAYAE NPO ye 8
OKpeMoMy OOKyMeHmi 008L1bHOI (opmu (nucmi, NOSACHEHHI, 2apaHmMitiHOMy AUCI MOWo0),
AKULL NOOAEMbCA HUM Y CKIAO0l MeHOepHOi npono3uyii, i3 0O0IpYHMYBAHHAM 6i0NOGIOHUX
3AKOHO0ABUUX NIOCMAB | 3 NOCUIAHHAM HA 8I0N0BIOHI HOPMAMUBHO-NPABOGI AKMU.

[Ipy mocTaBIi KOXKHAa TapTis TOBapy Mae CYNPOBOJDKYBAaTUCS JOKYMEHTaMH, IO
MIATBEP/KYIOTH 1X SKICTh (CepTU(IKAT SIKOCTI, MOCBIIYEHHS SIKOCTI TOIIO) 13 3a3HAYEHHSIM
JAHUX, 1110 BUMAraloThCsl YNHHUM 3aKOHOJIaBCTBOM Ykpainu. Ha minTBepa:keHHs1 YyacHHUK
y CKJIa/i Npono3uuii NOBMHEH HAJaTH rapaHTIiiHUIA JHCT.

CTpok MpUIaTHOCTI TOBapy Ha MOMEHT IOCTAaBKH Ha CKJIAJ 3aMOBHHUKA [TOBUHEH CTAHOBUTU
ue merire 80% Bix nependaueHOTo (HaAdamu apanmistHull Aucm).

[ToctraBka TOBapy MOBHUHHA 3A1MCHIOBATHCS TPAHCTIOPTOM yYaCHHUKA J0 MICI[b BUKOPUCTAHHS
TOBapy, CHeIlaTi30BaHUM TPAHCIIOPTOM, 1110 3a0e31euye 30epiraHHs, KOMIUIEKTHICTb 1 SIKICTh
TOBapy, Ta AKUI 001aJHAHUN y BITOBITHOCTI 3 BAMOI'aMU 3aTBEPKEHUMHU Y B1IOBITHOMY
MOPSAJKY 1100 TPAHCHOPTYBAHHS JIKApCHKUX 3ac001B 3 ypaxyBaHHSAM (I3MKO-XIMIYHHMX
BJIACTUBOCTEH Ta TEMIIEPAaTypHOI'O PeXHUMY TPAHCIOPTYBaHHS. Po3BaHTaXeHHS TOBapy IO
MICLO TPU3HAYEHHS TPOBOJAUTHCS OCTAYATIbHUKOM (Hadamu 2apanmittHuil iucm).

Micue nocraBku: 3akapnarcbka o0Jactb, M. MykadesBo, ByJ. HoBaka Anapis, 8-13.
ToBap moBuUHEH mocTayaTucs 3aMOBHHKY Yy Tapi, sika 3abe3neuye 30epiraHHs Mpu
TPaHCHOPTYBaHHI Ta BiJIMOBIIa€ YCTAHOBJICHUM CTaHIapTaM. ToBap MOBUHEH NEpeaaBaTUCs
3aMOBHUKY B yIaKOBIIl MIANPUEMCTBA BUPOOHUKA, sIKa HE MOBUHHA 0yTH J1ehopMOBaHOO 200
MOIIKO/KEHOIO.

Skmo YuyacHUK 1mojga€e ToBap, 10 € eKBiBaJeHTOM BiH 3000B’AA3aHUI NMOAATH Y CKJaAI
CBO€I MpOno3uuii MOPiBHSUIbHY TA0JHLI0 B PO3pPi3i yciX TeXHIYHHX XAPaKTePHCTHK
3a3HauyeHuX Yy TexHiuHoMy 3aBiaHHi, Ta JIMCT-MOSICHEHHsI NP0 BiANMOBIAHICTH
3aMpoNOHOBAHOI0 Y4YaCHMKOM TOBAapy BUMOIraM 3aKyHiBJIi.

VY X0/l BUKOHaHHSI JOTOBOPY MPO 3aKYIIBIII0 HEOOX1THUM € 3aCTOCYBaHHS 3aX0/IiB 13 3aXUCTY
JOBKULIS, SKI mepeadadyeHi YWHHUM 3aKOHOJABCTBOM Ta HAJIEXKHOK IMPAKTHKOIO
MIPOBAIKEHHSI TOCIOIAPChKOT ISIIBHOCTI Y cdepi peanizalii ToBapy (poOiT uu MOCIyr), sKi
CTAHOBJIATH MPEAMET 3aKyMiBIl (Hadamu apanmiitnuil aucm,).

VY ckmani MOKYMEHTIB TEHIEPHOI MPOMO3WIlii, YYaCHUK HaJa€ TrapaHTiiHUH JMCT Mpo
JOTPUMaHHS yCiX TeXHIYHUX BUMOT Jlo1aTKy 3 TeHAEPHOI JOKYMEHTAI].






