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Jlonatox Nel

TEXHIYHI, AKICHI, KIJIbKICHI XAPAKTEPUCTHUKU ITPEJIMETA 3AKYIIIBJII

Kox AK 021:2015: 33690000-3 Jlikapcbki 3acodu pi3Hi
Crtpok noctaBku ToBapy: A0 31 rpyausa 2026 poky.
Micue Hananus nocayr: 03126, m. Kui, np-t JIrobomupa ['y3apa, 3, ckiaa gikapcbKux 3aco0iB

VYci nocuiiaHHs Ha KOHKPETHI TOProBebHY MapKy 4 (GipMy, MaTeHT, KOHCTPYKIIiI0 a00 THII TpeaMeTa 3aKyIiBili, JHKepeao HOoro moxoKeHHs abo BUpOOHHKA,
BB@)XaTH TAKUMHU, 110 MICTSITh BUpa3 "abo ekBiBajgeHT".

HeBiamoBigHicTh 3aIpONOHOBAHOTO YYAaCHHUKOM TOBApy BCTAHOBJICHHM MEIUKO - TEXHIYHUM BUMOTAM PO3IIHIOETHCS K HEBIMOBITHICTD MPOIMO3MIIIi yMOBaM
TEHJIEPHOT TOKYMEHTallii.

[TomaHHs IPOIO3UITiH 32 OKPEMHUMH YaCTHHAMH TIPEMETY 3aKYITiBIII HE TIepei0adeHo.

1)

2)
3)

4)

5)

6)

7)

8)

I. Texniuni BUMOTH:
Y4YacHHK TOJIa€ MPOITO3UITI0 32 TOBHUM TEPeTiKoM mpoaykiii. He momyckaroThest Oy/b-sKi BIAXUIICHHS B HaBegeHoro B MTB nepeniky peareHris ta

BUTPATHUX MaTepiaiiB JJAOOPaTOPHUX, a TAKOXK MOPYIICHHS iX HyMepaLlii.

O06'emu (hacyBaHHS 3 peareHTaMH IMOBUHHI BIJMOB1IaTH MEIUKO-TEXHIYHUM BUMOTaM.

L{inn MaroTh OyTH 3a3HaveH1 13 BpaxXyBaHHSAM TpaHCIIOPTHUX BUTpaT. JlocTaBka ToBapy TpancnopTtoM [loctayanbHuka. [IpoBeaeHHs HaBaHTaXyBaJIbHO-
PO3BaHTAXyBaJILHUX POOIT 3a0e3neuyeThesi [locTayaabHUKOM BIACHUMH CHUJIAMHU.

3anponoHoBaHi BUpOOH MOBMHHI OYTH JJ03BOJIEHI /10 3aCTOCYBAaHHS Ha TepUTOPii YKpaiHu (Ha Ko>kHE HaiMEHYBaHHs HaJaTu JAeKJapalii BiAMOB1IHOCTI, a00
CBIJIOLITBO PO SIKICTh @00 1HII JOKYMEHTH, 1110 MiATBEPAKYIOTh MOXIIMBICTh 3aCTOCYBaHHS BUPOOY 3a pe3yJbTaTaMH NMPOXOKEHHS MPOLeTypH OLIIHKU
BIJIMOB1THOCTI 3T1THO BUMOT TEXHIYHOTO pErIaMeHTy).

VYyacHUK HaJla€ rapaHTIMHUN JIUCT, SKUM MIATBEPKYETHCSI MOXIIMBICTh CBOEYACHOTO IOCTAa4YaHHs TOBapy, L0 € MPEIMETOM 3aKYIIIBII IIUX TOPTiB Ta
MIPOTIOHYETHCS YYACHUKOM, Y KUTBKOCTI, 31 CTPOKaMH MPUIATHOCTI Ta B TEPMiHH, BU3HAYEH1 TEHJEPHOIO JIOKYMEHTaIli€t0. ["apaHTiitHu# JIUCT MOBUHEH
BKJIIOYATH JIaTy OTOJIOLIEHHS PO NMPOBEJCHHS BIJKPUTUX TOPTiB, ONPHIIIOJHEHOT0 Ha BeO-MopTali YTOBHOBaXEHOTO OpraHy, a TAKOX Ha3BY MpeAMETY
3aKyIiBIIi 3T1THO OTOJIOIIEHHS Ta Ha3By 3amoBHUKA (-1[30 abo -inimiatopa).

l"apanTiiinuii TUCT BiJ Y4acHUKa Npo Te, [0 HA MOMEHT MOCTayaHHs TOBapy 3aJIMIIKOBHM TEPMiH HOro MpUAaTHOCTI CKiIafaTuMe He MeHie 75 %
3arajlbHOTO TEPMiHYy IPUIATHOCTI.

V pasi nojgaHHs NpOMNO3ullii, iKa He BIANOBIIa€ MEAUKO-TEXHIYHUM BUMOTraM, TeHJEpHA IPOIO3ULis He Oy/ie pO3IJIsIaTUCh Ta OL[IHIOBATUCH 1 Oyie
BIJIXWJICHA SIK TaKa, 110 HE BIAMOBIAa€ BUMOTAaM T€HIEPHOI TOKYMEHTAITii.

JlokyMeHTanbHe MIATBEPKEHHS BIAMOBIIHOCTI 3alPOIIOHOBAHOIO TOBAPY L1010 KIIBKOCTI Ta MEAMKO-TEXHIYHUM BUMOTaM, 3allIOBHUBIIH (pOpMYy 1110
HUK4Ye HaBeJCHA:
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Koa Ta Ha3Ba

Ne Kon Biuﬂ(al;iiﬂzlg 2)130 HK Binn(())gif}zlg 2[2) HK ToBap On. BuM. I]f:ij:]: Blyfgzg::;m Komnuekramis :;‘:‘;:::fl Bm:g::lflz;“b

1 | AK 021:2015: 54386 - Tupeoinuuit W01020410 - Access TSH (3rd KOMILI 13 200 BU3HAYEHB: CyMicHicTb 3
33696500-0 — ropmoHn (TTT) IVD TUPEOCTUMYJIIOKO | IS) Habip 2 ynakoBku, 100 | aBTOMaTHYHUM
Jlaboparopsi (miarsoctuka in vitro ), | Y TOPMOH peareHTiB 11st TECTiB/yIakoBKa | IMyHOXIMIYHUM
peaKkTUBU HaOip, BHU3HAYEHHS aHaJi3aToOPOM

IMyHOXEMITIOMiHECTICH THPEOTPOITHOTO Access (Beckman
THHN aHaui3 ropMoHy Access Coulter)
(3rd IS)

2 | AK 021:2015: 38272 - Tupeorporamii | W0102152202 - Access TSH (3rd KOMILIT 1 S0-S5, CyMicHiCTb 3
336965000 — ropmoH (TTI) IVD MeIUYHI BUPOOH JJIst IS) Calibrators 2,5 mur/pakoH ABTOMAaTHYHUM
JlabopaTtopHi (miarHOCTHKA in Vitro ), | miarHocTHKH in vitro - | KamiOpaTtopu IMyHOXIMIYHUM
peaKkTuBH Kaibparop CTAHIOAPTU I TUPEOTPOITHOTO aHaIi3aToOpOM

KAJIIBPATOPU IJIS1 | ropmony Access Access (Beckman
I'OPMOHIB (3rd IS) Coulter)

3 | K 021:2015: 54417 - BinbHuii W 01020401 - Access FREE T3 KOMILI 5 100 Busnauens: | CyMmicHicTb 3
33696500-0 — Tpuitoatuponin [IVD BUIbHUIA HaGip pearenriB 2 ynakoBkH, 50 | aBTOMaTH4HUM
JlabopaTopHi (miarnoctuka in vitro ), | TPUMOJTUPOHIH JUTsl BA3HAUECHHS TECTiB/yIaKOBKAa | IMYHOXIMIYHHM
pCaKTHBH HaOip, BUJIBHOTO aHaJi3aToOpOM

IMyHOXEM1TIOMiHECIICH TPUHOITUPOHIHY Access (Beckman
THUM aHaji3 T3 Access Coulter)

4 | 1K 021:2015: 38261 - Binpanit W0102152202 - Access FREE T3 KOMILT 1 S0-S5, CyMicHiCTB 3
33696500-0 — TpuitontupoHin [VD MEIWYHI BUPOOH ISt Calibrators 2,5 mir/¢pakoH aBTOMATHYHIM
JlabopatopHi (miarHOCTHKA in Vitro ), | miarHocTWkH in vitro - | KamiOpaTtopu IMYHOXIMIYHUM
peaKTHBH Kaxioparop CTAHJAPTU I BUJTBHOTO aHaIi3aToOpOM

KAJIIBPATOPU IJIS1 | TpuiloATHPOHIHY Access (Beckman
I'OPMOHIB T3 Access Coulter)

5 | AK 021:2015: 54413 - Binbuuit W 01020402 - Access Free T4 KOMILI 8 100 Busnavyenb: | CymicHicTb 3
33696500-0 — tupokcut IVD BUIbHUIA HaGip pearenriB 2 ynakoBk#, 50 | aBTOMaTHYHUM
JlabopaTopHi (miarnoctuka in vitro ), | TUPOKCUH JUTsl BA3HAYECHHS TECTIB/yIIaKOBKAa | IMYHOXIMIYHHM
peaKTHBH HaOIp, BUJIBHOTO aHaJTi3aTOPOM

IMyHOXEMITIOMiHECIIEH THpOoKcuHy T4 Access (Beckman
THUH aHasi3 Access Coulter)

6 | JIK021:2015: 38259 - BinbHuit W0102152202 - Access Free T4 KOMILT 1 S0-S5, CyMicHiCTB 3
33696500-0 — tupokcut [VD MeJM4YHI BUpoOu Juist Calibrators 2,5 mu/hakon aBTOMAaTUYHUM
JlaboparopHi (miarHocTHKA in Vitro), | miarHocTHKH in vitro - | KamiGpatopn IMYHOXIMIYHUM
peaxkTuBU Kayioparop CTAHJAPTU I BLIBHOTO aHaJi3aTopoM

KAJIIBPATOPU I | tupokcuny T4 Access (Beckman
I'OPMOHIB Access Coulter)

7 | AK 021:2015: 58729 - W0102100301 - Access TPO KOMILI 2 100 Busnauens: | CymicHIcTb 3
33696500-0 — Tupeonepokcuaasa, MEIWYHI BUPOOH 15t Antibody Habip 2 ynakoBk#, 50 aBTOMAaTHYHUM
JlabopaTopsi antutina (aatu-TIIO, JIarHOCTHKH in vitro - | peareHTiB Ajst TECTiB/yIaKOBKa | IMyHOXIMIYHHM
peaKkTuBU MIKpOCOMaJIbHI THUPEOIIEPOKCHU/JIA | Bu3HaueHHS aHaJi3aTOPOM




anruTina) IVD 3A (BKJL AHTHUTLI 0 Access (Beckman
(miarHoctuka in vitro), | MIKPOCOMHI), TUPEOITHOT Coulter)

HaOip, AHTUTUIA MIEPOKCHUIA3U

IMyHOXEM1TIOMiHECIICH Access

THHUH aHali3

8 | 4K 021:2015: 55205 - W0102152202 - Access TPO KOMILT 1 S0-S5, CyMicHicTb 3
33696500-0 — Tupeonepokcuiasa, MEIWYHI BUPOOH ISt Antibody 2,0 mir/¢takoH aBTOMATHYHUM
Jlaboparopsi anrutina (AT-TIIO, niarHoctuku in vitro - | Calibrators IMYHOXIMIYHUM
peaKTUBU MIKpOCOMabHI CTAHJAPTU I Kani6paropu aHaJIi3aToOpOM

anrutina) IVD KAJIIBPATOPU JIUIS | auTwHTin 10 Access (Beckman
(miarnocTuka in vitro), | TOPMOHIB THPEOiTHOT Coulter)
Kaxibparop MIEPOKCHUIA3U

Access

9 | AK 021:2015: 61078 - ®epputun W0102070102 - Access Ferritin KOMILIT 15 100 BuzHaueHb: | CyMiCHICTB 3
33696500-0 — IVD (miaraoctuka in OEPUTUH Habip pearenris 2 ynakoBkw, 50 aBTOMATHYHIM
JlabopaTtopHi vitro ), HaOip, JUTS BU3HAYCHHS TECTiB/yIaKOBKa | IMYHOXiMidYHHM
peaKTHBH IMyHOXEM1TIOMiHECIICH tdepuruny Access aHaIi3aToOpOM

THUM aHaji3 Access (Beckman
Coulter)

10 | AK 021:2015: 41927 - deputun IVD | W0102152206 - Access Ferritin KOMILT 1 S0-S5, CyMicHicTb 3
33696500-0 — (miarHoctuka in vitro ), | KOHTPOJIbHI Calibrators 4,0 Mt/ (piakon ABTOMATHYHHUM
JlabopaTopHi Kajioparop 3HAYEHHA 1 Kamnioparopu IMYHOXIMIYHUM
peaKkTUBU KAJIIBPATOPU (eputuny Access aHaJIi3aTopoM

IOJ10 AHEMII/ Access (Beckman
BITAMIHIB Coulter)

11 | AK 021:2015: 54665 - 3aranbHuil W0102030115 - Access Hybritech KOMILT 5 100 Bu3HaueHp: | CyMicHiCTb 3
33696500-0 — MPOCTaTUIHUH [IOB’SI3AHUM PSA Hab6ip 2 ynakoBkw, 50 aBTOMATHYHIM
JlabopatopHi cnenu¢ivamii anturen | [IPOCTAT- peareHTiB i TECTiB/yIaKOBKa | IMYHOXiMi9HHM
peaKTHBH (IICA) IVD CHELDIYHUMN BHU3HAYCHHS aHaIi3aToOpOM

(miarHoctuka in vitro ), | AHTUT'EH mpocTarcrenupiaa Access (Beckman
Habip, Or0 aHTUTEHY Coulter)
IMyHOXEMITIOMiHECIIEH Access Hybritech

THUHM aHaji3

12 | AK 021:2015: 38208 - 3aranbauii W0102152205 - Access Hybritech KOMITT 1 S0-S5, CymMicHicTs 3
33696500-0 — MPOCTaTUUHHH CTAHJJAPTU I PSA Calibrators 2,5 mu/hnakon aBTOMAaTHYHUM
JlabopaTopsi cnenn¢iganit anturen | KAJIIBPATOPU Kamni6paropu IMYHOXIMIYHUM
peaKkTuBU (IICA) IVD IIYXJIMHHUX npocrarcnenupiaa aHai3aTOPOM

(miarsocTrka in vitro ), | MAPKEPIB Or0 aHTHUTCHY Access (Beckman

KasiOparop

Access Hybritech

Coulter)




13 | AK 021:2015: 54669 - Binpuuii W0102030114 - Access Hybritech KOMILI 3 100 Buznauens: | CymicHicTb 3
33696500-0 — (He3B's13aHMI) BUIbHUI free PSA Habip 2 ynakoBk#, 50 aBTOMATHYHUM
JlabopaTtopHi MPOCTaTHIHUI [MPOCTAT- peareHTiB i TECTiB/yIaKOBKa | IMYHOXiMid9HHM
peaxKTHBH cnenudivamii antures | CIIELIU®IYHUIA BHU3HAYCHHS aHaJIi3aTOpOM

(TICA) IVD AHTUT'EH npocraTcnenudiva Access (Beckman
(miarrocTHKa in Vitro ), Or0 aHTUTCHY Coulter)

HaOip, (BinbHA (paxiris)

IMyHOXEMITIOMiHECIICH Access Hybritech

THUH aHasi3

14 | 1K 021:2015: 38183 - BinpHuii W0102152205 - Access Hybritech KOMILIT 1 S0-5,0 CyMiCHiCTB 3
33696500-0 — (He3B's13aHMN) CTAHIOAPTU I free PSA MJ1/pIIaKoH, aBTOMATHYHUM
JlaGoparopHi TPOCTATHIHHH KAJIIBPATOPU Calibrators S1-S5, IMyHOXIMiYHHM
peaxKTHBH cnenn¢iganit anturen | [TYXJIMHHUX Kamni6paropu 2,5 mir/¢makoH aHaJi3aToOpOM

(IICA) IVD MAPKEPIB npocrarcnenudivn Access (Beckman
(miarHocTHKa in vitro ), OT0 aHTHTCHY Coulter)
Kaxibparop (BinbHA Qpaxiris)

Access Hybritech

15 | K 021:2015: 54484 - 25- W0102060309 - 25- Access 250H KOMILIT 12 100 BuzHaueHb: | CyMicCHICTb 3
33696500-0 — rizpokcusitamin D3 I'TJJPOKCUBITAMIH | Vitamin D Total 2 ynakoBkH, 50 | aBTOMaTu4HUM
Jlaboparopui IVD (niaraocruka in D HaGip pearenriB TECTiB/yNaKoBKa | IMyHOXIMIYHUM
pEaKTUBH vitro ), pearest JUISl BU3HAUCHHS aHaJIi3aTopoM

250H Bitaminy /| Access (Beckman
3aranbHOro Access Coulter)

16 | AK 021:2015: 41253 - 25- W0102152202 - Access 250H KOMILT 2 S0-S5, CyMicHicTb 3
33696500-0 — rizpokcuBitamin D3 MEIWYHI BUPOOH ISt Vitamin D Total 1,4 M/ prakon ABTOMATHYHUM
JlabopatopHi IVD (miaraoctuka in niarHoctuku in vitro - | Calibrators IMYHOXIMIYHUM
peaKTHBH vitro ), xamiopaTop CTAHJAPTU I Kani6paropu 250H aHaIi3aToOpOM

KAJIIBPATOPU U1 | Bitaminy /I Access (Beckman
I'OPMOHIB 3arajabHOro Access Coulter)

17 | AK 021:2015: 54237 - Tacymin IVD W0102060103 - Access KOMILIT 3 100 BuzHaveHb: | CyMiCHICTb 3
33696500-0 — (miarHOCTHKA in Vitro THCVYJIIH Ultrasensitive 2 ynakoBk#, 50 ABTOMAaTHYHUM
JlabopaTopHi ), HaOIp, Insulin  HaGip TECTIB/yIIaKOBKA | IMYHOXIMIYHHM
peakTuBH IMyHOXEMUTIOMIHECIICH peareHTiB st aHaJTi3aTOPOM

THHU aHasi3 BU3HAYECHHS Access (Beckman
iHCYITiHY Coulter)
(BUCOKOUYTIIHBOTO)
Access

18 | AK 021:2015: 42091 - Iucynin IVD W0102152202 - Access KOMILT 1 S0-S5, CyMicHicTb 3
33696500-0 — (miarHOCTHKA in Vitro ), | MEIUYHI BUPOOU JIIs Ultrasensitive 2,0 mir/¢rakoH aBTOMAaTHYHUM
Jlaboparopsi Kaioparop niarHoctuku in vitro - | Insulin Calibrators IMYHOXIMIYHUM
peaxkTuBU CTAHJAPTU I Kani6paropu aHaJi3aToOpoM

KAJIIBPATOPU IS | iHCYyniHy Access (Beckman
I'OPMOHIB (BHCOKOUYYTIIMBOIO) Coulter)

Access




19 | K 021:2015: 58731 - W0102069013 - Access PCT KOMILIT 5 100 Busnauens: | CyMiCHICTb 3
33696500-0 — Ipokanpuutonin IVD | IIPOKAJIBLHIUTOHIH Habip pearenris 2 ynakoBk#, 50 aBTOMaTHYHIM
JlabopaTtopHi (miarHOCTHKA in Vitro ), JUT BU3HAYCHHS TECTiB/yIaKOBKa | IMYHOXiMid9HHM
peaxKTHBH HaOip, MIPOKANBIUTOHIHY aHaJIi3aTOpOM

IMyHOXEMITIOMiHECIICH Access Access (Beckman
THHUH aHaui3 Coulter)

20 | AK 021:2015: 54314 - W0102152202 - Access PCT KOMILT 1 S0-S6, CyMicHicTb 3
33696500-0 — Ipokanpuuronin [VD | Meauyni BupoOH ajis Calibrators 2,0 mir/¢rakoH aBTOMATHYHUM
Jlaboparopsi (miarHocTuHKa in vitro ), | miarHoctukH in vitro - | KamiGpatopu IMYHOXIMIYHUM
peaxKTUBU Kanioparop CTAHJAPTU I NPOKAJIBIUTOHIHY aHaJIi3aToOpOM

KAJIIBPATOPU JIJISI | Access Access (Beckman
T'OPMOHIB Coulter)

21 | AK 021:2015: 53997 - Tpomonixn W01021306 - Access hsTn | KOMILI 14 100 BuzHauens: | CymicHICTb 3
33696500-0 — T/rpomonin I IVD TPOITIOHIH I/T Habip pearenris 2 ynakoBkw, 50 aBTOMATHYHIM
JlabopaTtopHi (miarHocTuHKa in vitro ), U BU3HAYCHHS TECTiB/yIaKOBKa | IMYHOXiMidYHHM
peaKTHBH HaOip, BHUCOKOYYTIUBOTO aHaIi3aToOpOM

(roopeciieHTHHI Tpononiny 1 Access Access (Beckman
IMYHOJIOTIYHHN aHai3 Coulter)

22 | 1K 021:2015: 53999 - TponoHin W0102152204 - Access hsTn | KOMILIT 2 S0-S2-1,5 CyMiCHICTB 3
33696500-0 — T/rpononin I IVD CTAHJJAPTU I Calibrators MIT/(hIT1aKOH, aBTOMAaTHYHHUM
JlabopaTtopHi (miaraoctrka in vitro ), | KAJIIBPATOPHU Kamni6paropu S3-S6 -1,0 IMYHOXIMIYHUM
peaKTHBH Kaioparop KAPJIOMAPKEPIB BHUCOKOYYTIUBOTO M1/ IIaKkoH aHai3aToOpOM

Tpononiny 1 Access Access (Beckman
Coulter)

23 | K 021:2015: 58236 - BydepHuuit W01029003 - meguuni | Access Wash KOMILIT 35 4*1950 mn CyMicHiCTB 3
33696500-0 — PO3YHH IS BHPOOH IS Buffer I Bydep aBTOMATHYHIM
Jlaboparopsi npomuBaHHa [VD JIarHOCTUKM in vitro - | nmpomuBHUI Wash IMYHOXIMIYHUM
pEaKTHBH (miarHoctuka in vitro ), | BY®EPU (HE Buffer II nns aHaJi3aTopoM

ABTOMATHYHI/ IMPUTTNCAHI 10 Access Access (Beckman
HaITiBABTOMATHYHI IMEBHOTI'O KJTIACY), Coulter)
cucTeMu JIOJIAT. PEAKTUBU,

TOIIO (IX)

24 | AK 021:2015: 58347 - JlromiHoiy W01029003 - mexuuHi Access Substrate KOMILT 10 4*30 mn CyMicHicTb 3
33696500-0 — cyoerpar [IVD BUPOOH 1115 CyGctpar Access aBTOMaTUYHUM
JlaboparopHi (niarHocTHKa in vitro ) | AiarHOCTHKH in vitro - IMYHOXIMIYHUM
peaKTUBH BY®EPU (HE aHaJi3aTopoM

TTPUITMCAHI 10 Access (Beckman
IMEBHOT'O KJIACY), Coulter)

JIOJIAT. PEAKTUBU,

TOLLO (IX)

25 | 1K 021:2015: 62225 - Mictkicte mmg | W01029004 - menuuni Access Reaction KOMILIT 15 16*98 CyMicHiCTB 3
33696500-0 — 71a00paTOPHOTO BUPOOU LISt Vessels ITIpoGipku aBTOMaTUYHUM
Jlaboparopsi ananizaropa IVD AiarHOCTHKHM in Vitro - peakuiitgi. (s IMYHOXIMIYHUM




pEaKTUBU (miarHoctuka in vitro ) | [IPOBIPKH I Access) aHaJIi3aTOPOM
I'PAHVIJIN 3 Access (Beckman
[MTOKPUTTSAM (HE Coulter)
BKJIFOYEHI O
IMEBHOTI'O KJTACY)
(IX)

26 | 1K 021:2015: 62225 - Mictkicts i | W01029004 - meauuni Access Sample KOMILT 2 1000 T CyMicHiCTb 3
33696500-0 — 71a00paTOPHOTO BHPOOH 151 Caps Yamku st aBTOMATHYHUM
JlaGopaTopHi ananizatopa IVD JIarHOCTHKHM in Vitro - 3paskiB (s iMyHOXIMI4HUM
PEaKTHBH (miarsocTuka in vitro ) | [TPOBIPKI 1 Access) aHaNi3aTopoM

'PAHVJIN 3 Access (Beckman
MOKPUTTSM (HE Coulter)
BKJIFOYEHI 10

ITEBHOTI'O KIJIACY)

(IX)

27 | 1K 021:2015: 63377 - 3aci6 mis W01029003 - mexuuni Access System KOMILT 2 6*4 M CyMicHiCTB 3
33696500-0 — OYHIICHHS IPUIIaay/ BUPOOH ISt Check Solution ABTOMAaTUYHUM
JlabopaTtopHi aHamizatopa [VD MiaTHOCTHKHM in Vitro - Pozunn IMyHOXIMIYHUM
pEeaKkTUBH (miarnoctuka in vitro) | BY®EPU (HE NepeBiPOYHUIA aHaJIi3aTopoM

IIPUITCAHI 10 Access Access (Beckman
MEBHOTO KJIACY), Coulter)

JIOIAT. PEAKTUBH,

TOLLO (IX)

28 | 1K 021:2015: 63377 - 3acib qus W01029003 - meauuni CONTRAD 70 LT 1 1n CyMiCHICTb 3
33696500-0 — OYHINECHHS TTpHIaLy/ BUPOOU J1Is KOHTPA]JL 70 aBTOMAaTHYHUM
JlaGopaTopHi ananizatopa IVD JiarHOCTHKHM in Vitro - iMyHOXIMIY4HUM
peaKTuBU (niarsocTuka in vitro ) | BY®EPH (HE aHaJi3aToOpoOM

IIPUTTCAHI 1O Access (Beckman
TIEBHOT'O KJIACY), Coulter)

JIOJIAT. PEAKTUBH,

TOLLIO (IX)

29 | AK 021:2015: 30213 - MHOXUHHI W01021521 - mexuuHi KonTpon HaKoB 0,5 12*5 mn CyMicHicTb 3
33696500-0 — (dhepMeHTH KITiHIYHOT BUPOOU J1Ist Lyphochek aBTOMAaTHYHUM
Jlaboparopui ximii IVD AarHOCTUKHM in Vitro - Immunoassay Plus IMYHOXIMIYHUM
peaKTHBH (miarrocruKa in vitro ), | MYJIBTUKOMIIOHEH | Control aHaIi3aToOpOM

koHTponbHuit Matepian | LHI IMYHOXIMIYHI Access (Beckman
KOHTPOJIBHI

MATEPIAJIN

Coulter)




30 | K 021:2015: 30213 - MHOXHHHI W01021521 - meauuni KonTtposb MTaKOB 1 12*5 M CyMmicHicTb 3
33696500-0 — (hepMEHTH KITiHIYHOT BUPOOU /1St Lyphochek aBTOMAaTHYHHM
JlabopaTtopHi ximii IVD JIarHOCTHKHM in Vitro - Immunoassay Plus IMyHOXIMIYHAM
PeaKTHBH (miarHocTuKa in vitro ), | MYJBTUKOMIIOHEH | Control aHaJTi3aTOpPOM

KkouTposbHuil Matepian | 1HI IMYHOXIMIYHI Access (Beckman
KOHTPOJILHI Coulter)
MATEPIAJIN

31 | AK 021:2015: 30213 - MHOXUHHI W01021521 - mequuHi Kontposb MIaKOB 1 6*3 M CyMicHicTb 3
33696500-0 — (hepMeHTH KITiHITHOT BUPOOH AT Liquichek™ aBTOMATHIHUM
JlabopaTtopHi ximii IVD JIarHOCTHKH in vitro - MiOKapianbHi IMyHOXIMIYHAM
PeaKTHBH (miarroctuKa in vitro ), | MYJIBTUKOMIIOHEH | vapkepu mmoc 3 aHaJTi3aTOpPOM

xonTponbhnmit Matepian | THIIMYHOXIMIYHI | yyspgnm BmicTom Access (Beckman
KOHTPOJIBHI TPOTIOHIHY, PiBEHb Coulter)
MATEPIAJIA 2.6x 3 M

32 | AK 021:2015: 30213 - MHOXUHHI W01021521 - mexuuni Kontpoib MaKOB 0,5 6*2 M CyMicHicTb 3
33696500-0 — (dhepMeHTH KITIHIYHOT BUPOOH AT Lyphochek® aBTOMAaTHYHUM
JlabopaTopHi ximii IVD JiarHOCTHKHM 1in Vitro - Specialty IMYHOXIMIYHUM
peaKTHBH (miarroctuKa in vitro ), | MYJIbTUKOMIIOHEH | |mmunoassay aHai3aToOpOM

xoHTpobHnmil Matepian | THIIMYHOXIMIYHI | Control Access (Beckman
KOHTPOJIBHI Coulter)
MATEPIAJIN

33 | AK 021:2015: 30213 - MHOXHHHI W01021521 - mexuyHi KouTponbHuii T 2 1*3 M CyMicHicTb 3
33696500-0 — (dhepMeHTH KITiHIYHOT BUPOOU J1Ist matepian Tumor aBTOMAaTHYHUM
JlabopaTopHi ximii IVD HiarHOCTHKHM in Vitro - Marker Control, IMYHOXIMIYHUM
PeaKTHBH (miarsoctuka in vitro ), | MYJIbTUKOMIIOHEH | pigens 2, 3 mn aHasTi3aTOpOM

konTponbHuii Matepian | LHI IMYHOXIMIYHI Access (Beckman
KOHTPOJIbHI Coulter)
MATEPIAJIN

34 | AK 021:2015: 30213 - MHOXHHHI W01021521 - menuuni | KoHTponbHuii T 2 1*3 M CyMicHicTb 3
33696500-0 — (hepMeHTH KITiHIYHOT BUPOOH ISt Mmatepian Tumor aBTOMAaTHYHUM
JlaboparopHi ximii IVD JiarHoctuku in vitro - | Marker Control, IMYHOXIMIYHUM
peaxkTuBU (miarHocTuKa in vitro ), | MYJIBTUKOMIIOHE | PiBens 1, 3 mn aHaJi3aTopoM

KOHTpoNbHMHI MaTepian | HTHI Access (Beckman
IMYHOXIMIYHI Coulter)
KOHTPOJIbHI

MATEPIAJIA




Y4yacHUK NOBHHEH HaJgaTu:
1. Inpopmariro B TOBITBHIN (GOpMi IIPO Te, 10 YUACHHUK MPOLEAYPHU 3aKYIIiBIII HE €:

— rpoMagssHuHOM Pociiicekoi Deaeparii/Pecriyomiku binopycs/Icnamcebkoi Pecriyoniku Ipan (kpiM TOro, mo ImpoKMBa€e Ha TEPUTOPii YKpaiHW Ha 3aKOHHHX
ITiJICTaBax);

— IOPUIUYHOIO 0CO00I0, YTBOPEHOIO Ta 3apeeECTPOBAHOIO BIJMOBIIHO /0 3akoHOJaBcTBa Pociiichkoi denepanii/Pecniyosniku bimopycs/Icnamcekoi Pecry6miku
Ipas;

— IOPHIUYHOI0 0CO0000, YTBOPEHOIO Ta 3apEECTPOBAHOIO BIMOBITHO J0 3aKOHOJABCTBAa YKpaiHW, KiHIEBHUM OcHedilliapHUM BJIACHUKOM, WIEHOM a0o
YYaCHHKOM (aKIIOHEpOM), II0 Ma€ 4acTKy B craTyTHoMy Kamitaimi 10 1 Oinbmie BincoTkiB (mami — akTuBH), sikoi € Pociiicbka ®eneparris/Pecrybiika
binopyce/Icnamcbka PecryoOmnika Ipan, rpomansauna Pociiicekoi @eneparii/Pecyoiniku binopyce/Icnamcbkoi PecryOumiku Ipan (kpim TOro, mo mpoXKMBa€e Ha
TepuTopii YKpaiHU Ha 3aKOHHUX ITiJICTaBaX);

— IOPUINYHOI0 0CO00I0, YTBOPEHOIO Ta 3apEECTPOBAHOIO BIAMOBIAHO 10 3akoHOoAaBcTBa Pociiicbkoi Dexneparii/Pecriybniku binopycs/Icnamcskoi PecryOmiku
IpaH, kpiM BHUMAIKIB KOJU aKTUBU B YCTAHOBIICHOMY 3aKOHOJABCTBOM TOPSAKY TepenaHi B yrpaBmiHHS HalioHaJIbHOMY areHTCTBY 3 IMHTaHb BUSBIICHHS,
PO3IIYKY Ta yIpaBIiHHS aKTUBAMH, OJICP>KAHUMU BiJl KOPYMUIHNHUX Ta IHIINX 3JI0YUHIB;

— MPOIOHYE B TEHJAEPHIM MpPOMO3ullii ToBapu MoxokeHHIM 3 Pociiicekoi @enepamnii/Pecrryomiku binopycs/Icnamcbkoi PecriyOmiku Ipan (3a BUHSATKOM
TOBapiB, HEOOX1THUX JJIS1 PEMOHTY Ta 00CIyroByBaHHS TOBapiB, MpUA0AHUX O HaOpaHHSA YUHHOCTI ocTaHoBoro Kabinery MinicTpiB Ykpainu Big 12 kOBTHS
2022 p. Ne 1178.

1-1. fxmo yuyacHuk 3akymiBii € rpomansHuHoM P®/PB/IPI, skuii mpoxuBae Ha TepuTopii YKpaiHM Ha 3aKOHHMX IIiJICTaBaX, KiHIIEBUM OeHediliapHUM
BJIACHUKOM, WIEHOM a00 Y4aCHMKOM (aK1lI0HEPOM), 1110 Ma€ YacTKy B cTaTyTHOMY Kamitaii 10 1 Ou1blie BiICOTKIB (fajii — akTUBH), € rpomajsiHnuH PO/PB/IPI,
SKUM MPOXKHMBa€E Ha TepUTOpii YKpaiHW Ha 3aKOHHMX MIJCTaBaX, YYACHUK HAJA€ Yy CKJIAAl TEHAEPHOI MPOIO3ULii JOKYMEHTalIbHE MiJATBEP/UKEHHS ITiJICTaB
nepeOyBaHHST Ha TepUTOpli YKpaiHW — IMOCBiJIKA HA TMOCTIHHE YW TUMYACOBE MPOKMBAHHS, MOCBIMYEHHS ODKEHIS YM JOKYMEHT, IO TOCBIAYY€E HaJIaHHS
IPUTYJIKY, TACIIOPTHUM JOKYMEHT Ta/ abo imirpariiiiHa KkapTka Towlo.

1-2. SIkmo ydYacHHWK 3aKymiBIi € IOPHUAWYHOI O0CO00I0, YTBOPEHOKO Ta 3apEeeCTPOBAHOIO BIAMOBIAHO a0 3akoHogaBctBa P®/PB/IPI, aktuBm sikoi B
YCTaHOBJICHOMY 3aKOHOJABCTBOM TOPSIKY MepenaHi B ympasiiHHS HallioHaJbHOMY areHTCTBY 3 NUTaHb BHSBIEHHS, PO3LIYKY Ta YIpPaBJiHHSA aKTHBAaMHU,
OJIep’KaHUMU B1Jl KOPYMUIMHUX Ta 1HIIMX 3JI0YMHIB, YY4aCHUK HAJa€ JOKYMEHT, L0 MiITBEP/XKYE Mepeiavy aKTUBIB B YIIPaBJIiHHS, @ caMe 3oy BJIaCHUKA a0o
BIJIMIOBITHY yXBaJly Ha Mepeady akTHBIB B YIPABIIHHS.

2. YyacHuK, Micue peectpaiiii ado MicIle IpOoKMBAHHS SIKOTO HAa TUMYACOBO OKYINOBAHUX TEPUTOPISAX, HAJa€ JOBIAKY B JAOBUIBHINA (opmi Mpo 3MIHY MicCIs
3IACHEHHS TiSUIBHOCTI / aJlpecu Ha MiJKOHTPOJIbHY TEPUTOPII0, a TAKOXK HaJla€ JOKyMEHTaJIbHE MIATBEP/KEHHS Takol 3MiHU (I0TOBip opeHau, nosinka BIIO,
1H(pOopMallisg PO 3MiHY MOJATKOBOI apecy TOLIO).

Tumuacogo oKkynoeanow mepumopiero € uacmunu mepumopii Vxpainu, 6 medcax sxux 30potini gopmysanns Pociticokoi @edepayii ma oxynayiiina
aominicmpayisn Pociticoxoi @edepayii cmanosuniu ma 301UCHIOIOMb haKmMuuHull KOHMpoab abo 8 medxcax aKux 30poini popmysanns Pociticoxoi edepayii
8CMAHOBUIU MA 30IUCHIOIOMb 3A2ANIbHUL KOHMPOb 3 MEMOol0 6CIMAHO08IeHHs OKynayilinoi aominicmpayii Pociticoxoi @edepayii.



