Komynaiibne mignpaemerso
«KpuBopizbKkuii 0HK0IOTIIHIIH pucnancep» {ninponerpoBcbkoi 061acuol paam»

IMPOTOKOJIBHE PIIIEHHS (ITPOTOKOJT)

24 ciunn 2024 p micro Kpuswuii Pir Ne JI-5/2

YIOBHOBakeHOi 0co0u — Jlyuku Oxcanu €Brenisan

Hopsagox nennmii;

1. TIpo BHECEHHS 3MiH 0 TeHIEpHOI JOKyMeHTaIi] Ha sakymismo JIK 021:2015 — 33690000-3 -
"Jlikapceki 3aco6u pisi" (33696500-0 «JlaGoparopsi peaxtuBm»), Ne UA-2024-01-19-006324-a.

2. Ilpo ompmwrOmHEHHS HOBOY penaxmii TeHmepHOI JOKyMEHTaIlil JONATKOBO II0 TIOYATKOBOIL
penakmii TeHNEpHOI NOKyMEHTAaNii Ta mepemik 3MiH, IO BHOCSTHCS B OKPEMOMY JOKYMEHTI
BiZIMOBi/THO 110 BUMOT 3akoHy Ypainu «ITpo myGigsi 3aKyMiBII» (Oani — 3aKoH) 3 ypaxXyBaHHIM
OcobmuBocredt 3ajlicHeHHs MyGIiYHEX 3aKyIiBeNs TOBapiB, pobiT i mociyr ans 3aMOBHMKIB,
nepenbadenux 3akonoM Ykpainu «[Ipo my6nivni 3akymismi», Ha Tepiof i IPaBOBOTO PeXUMY
BOEHHOTO CTaHy B YKpaiHi Ta mporsroM 90 IHiB 3 mHs #foro mpHImHEHHS a60 CKacyBaHHS,
3aTBEPIDKEHOMY HocTaHOBOO Kabminy «IIpo 3arBepmieHHS ocoGmMBOCTEN 3ilCHEHHS
yOMiYRKX 3aKyIIiBeNh TOBAPiB, po6iT i MOCIYT IS 3aMOBHHUKIB, nependadeHux 3akoHoM YkpaiHu
“IIpo myGmiuni 3akymiBni”, Ha Iepiox Aii MPaBOBOTO PEXHUMY BOECHHOTO CTaHy B YKpaiHi Ta
npotsiroM 90 mHiB 3 H Horo IpHNMHEHHS 260 ckacyBaHHSY Bix 12.10.2022 Ne 1178 (31 3mMiHaM™u)
(mami — OcobmuBoci).

ITin wac po3risxy| Nepmoro NUTAHHS HOPSAKY JEHHOIO:

3aMOBHMK Mae PaBo 3 BIIACHOI iHiliaTHBY a60 y pasi yCyHeHHs MOPYIIeHb BUMOT 3aKOHOIABCTRA
y cdepi my6nignux 3aKymiBemb, BEKI4JCHHX y BHCHOBKY OpPTaHY JIEpIKaBHOIO (hiHAHCOBOTO
KOHTPOIIO BimmoBinHo no crarri 8 3axoHy, aGo 3a pe3yisTaTaMu 3BepHEHb, aG0 Ha IN/CTaBi
PIIICHHS OpraHy OfKap)KeHHs BHECTH 3MiHH JO TEHIEPHOI JOKYMeHTalli. Y pasi BHECEHHS 3MiH
J0 TEHJEPHOI JOKYyMEHTAllil CTPOK /Ui ITONAHHS TEHIEPHHX IIPOMO3MIIiH MPOJOBKYETHCS
3aMOBHHKOM B ENICKTPOHHIM CHCTEMi 3aKyIiBelb, a caMe B OTOJIOIIEHHI IPO MPOBEIEHHS
BIIKDATHX TOPTiB, TaKAM IMHOM, 06 3 MOMEHTY BHECEHHS 3MiH 10 TEHAEPHOT TOKYMEHTALil 110
3aKiHYEHHS KiHIIEBOTO CTPOKY ITOJaHHS TEH/IEPHUX IIPONO3MIIiH 3ATHINATIOCS He MEHIIIe YOTHPBOX
JIHIB.

V 3B’43Ky 3 HaAXOMKCHHSIM BHMOTH Bijl yYaCHHKA 3aKyIiBIIi BUHHKIA HEOOXiAHICTH BHECEHHS
3MiH JI0 TeHIEPHOI | TIOKYMEHTAIii B YACTHHI:

Ne 2 «Imdopmaniss mpo HeoOximHi TexHidHi, sKiCHI Ta KiIBKiCHI
XapaKkTEPUCTHKH IPeMETa 3aKyIIiBlli — TEeXHIYHi BUMOTH [0 IPEIMETA 3aKyIIiBIIi», .63

2 Ilepmmie peuenns 1.1, po3niny 4 TeHIEpHOI JOKyMEHTAII]

Hosa pemaxiris TegaepHoi moxymenrarnii Bukinanena y Jomarky Ne 1. JTogaTtkoBo mepemik 3MiH
Buknanennid y Jlomatky Ne 2. BHeceHHS 3MiH 10 TeHHEpHO! JOKYMEHTAIlli ILUIAHYETHCS
24.01.2024p. BiAIOBiAHO [0 KiHIEBOTO CTPOKY MOJAaHHS TEHIEPHHUX IIPONO3HIIN 3aIHIIAETHCS
MEHIIEe YOTHPHOX JHiB, TOMY CTPOK IIOJaHHS TCHACPHHUX HMPOIO3MIii HEOOXiIHO MPOJOBKUTH B
€NIEKTPOHHI! CHCTEMI 3aKyIiBelb, a CAME B OTOJIONIEHH] PO IPOBEIEHHS BiJIKPUTHX TOPIiB, 0
29.01.2024 p.

Iix 9ac po3mIsAy APYroro NUTAHHS MOPAIKY AEHHOIO:

BigmoBigao mo a6zamy 4 myHkty 54 OcobnuBocTel 3MiHM, IO BHOCSTHCS 3aMOBHHKOM IO
TEHIEPHOI JOKyMEHTaIlli, pO3MIIIYIOTHCS Ta B1IOOPaXKatOTECS B €IEKTPOHHIN CHCTEMI 3aKyTIiBEIb
y BHIISIII HOBOI pejlaKilii TeHAepPHOI JOKYMEHTAIIil JOJaTKOBO A0 MOYAaTKOBOI peakIiii TeHAepHOl



JOKyMEHTaIlii. 3aMOBHHK Pa30M i3 3MiHAMH JI0 TeHIEpHOT JDOKYMEHTAIlil B OKPEMOMY HOKyMEHTi
ONPHIIONHIOE TePeNik 3MiH, INO BHOCATECA. 3MIHM [0 TeHAEPHOI JOKyMeHTamii y

MAIIMHO39UTYBATRHOMY OpMATi PO3MIITYIOTECS B €IEKTPOHHIM CHCTEMi 3aKymiBes IIPOTATOM
OIHOTO JHS 3 NATH|IPUAHATTS PiIIEHHS PO X BHECEHHI.

Ha Buxomanns u

€[ICHO1 BHINE HOPMH HEOOXiIHO ONIPHIIIONHATH B €JIEKTPOHHIN cHucTeMi

3aKyIIBeIb IPOTATOM OJHOTO JHsI 3 JATH MPUMHATTS JAHOTO PIlCHHS:
® HOBY PeJIaKIIiio TeHAEPHOI JOKyMeHTalli 3 ycima momarkamu (Jomarox Ne 1);
" mepelik 3MjH, Mo BHocAThes (JlomaTok Ne 2).

BUPIIINJIA:

1. 3arBepnuTH HOBY pelaKIlifo TeHAEPHOI JOKyMeHTarii Ha 3axymisimo JIK 021:2015 — 33690000-
3 - "Jlikapceki 33cobm pisHI" (33696500-0 «JIaGoparopri peaxtmBm»), Ne UA-2024-01-19-
006324-a Ta mepeik 3MiH, IO BHOCATECS B OKPEMOMY JOKYMEHTI.

2. OnpumonHuTH
33690000-3 - "JTik:

HOBY DPENaKIilo TEHJEpHOI NoKyMeHTamii Ha 3akymismo JK 021:2015 —
pebKi 3acobu pisHI" (33696500-0 «JlaboparopHi peakTuBm» ), Ne UA-2024-01-

19-006324-a Ta mepemnik 3MiH, IO BHOCATECH B OKPEMOMY TOKYyMEHTi IPOTATOM OJHOIO JHS 3
JlaTy IPUANHATTS JaHOTO PillIeHHS.

3acTynHMK reHepaJILHOr0 TUPEKTOPa o
3 €eKOHOMIYHHMX IHTAHb, YIIOBHOBAXEHA 0c00a (

Hopatku:

iz Oxcana JIYUYKA
T

Jonarok Ne 1 B 1 mpumipHUKY Ha 36 apKyImax;
Honarok Ne 2 B 1 mpumMipHUKY Ha 1 apKymi.




HJomatox Ne 2

MEPEJIIK 3MIH

3arBeprkeni mporokooM ynorHoBasxkeHoi oco6u Ne JI-5/2 Bix 24.01.2024 p
o 3akymisi 3a IK 021:2015 — 33690000-3 - " Jlikapceki 3aco6u pizni"
(33696500-0 «JIaGopaTopui peakTuBmH»), Ne UA-2024-01-19-006324-a

Byao

Crajo

Ilepme pevenns n.1, posxiny 4 TennepHoi JoKyMeHTANIT

KiHueBuii cTpok MofaHHs TeHIEPHIX NPOIO3HIIiH
—27.01.2024 poxky, 00:00 rox,.

Kinnesnit CTpOK IONaHHSA TEHIEPHMX IIPOMO3HMIEL:
29.01.2024 00:00

Aoxarok Ne 2 « Inpopmanin npo neobxinni Texnigni, axicui Ta xiapkicai XapaKTePHCTHKH NMPeIMETa
3aKymiBJIi — TexHiuHi BEAMOIrH 10 mpeaMera 3aKymiBJIi», .63 Z0NOBHATH MeIAKO-TeXHIYHAMH

BHAMOTIraMH

63. 12000151 I'mixoBauuii remoro6in HbAlc; JIK
021:2015 - 33690000-3 - "Jlikapceki 3acobu pizHi"
(33696500-0 «JIaGoparopui peaxTusm»); kox HK
024:2023 -61010- Ilmiko3unsOBaHMN TreMOIIOOIH
(HbAlc) IVD (miarHoctuka in vitro ), Ha6ip,
IMyHOXeMLTIOMiHe CLIEHTHHI aHaIi3

63. 12000151 TI'mixoBaHwmii remorio6in HbAlc; JIK

021:2015 — 33690000-3 - "Jlikapceki 3acobu pisHi"

(33696500-0 «JIaboparopHi peaxrtuBm»); kox HK

024:2023 -61010- Tmiko3wIbOBaHMI TIeMODIOGIH

(HbAlc) IVD (miarHoctHka in vitro ), Ha6ip,

iMyHOXeMITIOMiHECLIEHTHHH aHaJIi3
Menuko-TexHiuHi BUMOTH

@acysanHs: He MeHmre R1: 1 x 24 min, R2a: 1 x 8 mu,

R2b: 1 x4 mm, R3: 2 x 50 Mt

InikoBanwmit reMonto6iH (TnikoremMoroGin)

YTBOPIOETECSA MiJ 4Yac He(hepMEHTATHBHOI peakilii

nnoko3d i remonmobidy. IIlBuakicTe DiiKyBaHHS

reMorno6iny (BimHOCHA KiJIbKiCTB HbA,

nmeperBopeHoro Ha HbAlc) B epurpormrax

BH3HAYAETHCS CEPENHBOIO KOHIIEHTPAIIIEI ITFOKO3H Yy

KPOBI IIPOTATOM Hacy >KUTTS €PUTPOLMTIB.

Crutag peareHTie:

R1: Bydep 20 mmoms/n

JlaTexcHi yactuHkH 1,5 %

R2a: Bydep 10 mmomns/n

Murmaui MOHOKJIOHATEHI aHTHTIIA

1o HbAlc momunwm 5,5 Mr/min

R2b: Bydep 1 mmomnb/n

Kozsui momixionaneHi antutina go IgG mumeii 67

MI/ T

Crabinizaropu

R3: T'emomnizyrounii po3unH

Po6oui xapakTepHCTHKH He ripiue 3a:

Uytnueicte: Hwkwili mopir pusHaueHHs: 1,84 %

NGSP HbAlc.

MHianazon BumiproBanb HbAlc 4,90-15,87 % 3rigHo

DCCT/ NGSP, 3-15 % sriguo IFCC (Big 30 mo 150

MMOJTB/MOJTB). YMOBH 36epiranns Big +2 go +8 °C.

3acTynmHHK reHepaILHOrO JUPEKTOpa

3 eKOHOMIYHHX I TaHb, YIIOBHOBAKCHA ocoba

Oxkcana JTYUKA




