Obuecmeo c ozpanuyiennoil omeemcmeeHHOCHbIO

«I|6HTD COPTUHMKALMM U ASKNAPUNOBAHMA »

FOpuduueckuir adpec: 123308, Mockaa, YA. Mnesnuxu, 9. 3, kopn. 1
Ammecmam axxpedumayuu: RA RU.11MII18

IIo mecTy TpeGoBanus
Hcx. No J f
ot "24" uronst 2019

B coorBerctBuM ¢ nokymenToM: «HMHQOpMalMAs O POLYKLMH, MOAUIeKALIeH o0s3aTeIbHOMY
TIOATBEPIKACHHUIO COOTBETCTBUSA, C YKa3aHWEM HOPMATUBHBIX IOKYMEHTOB, YCTAHABIUBAIOIIHX 00f3aTebHbIC
TpeGoBanus B pamkax Cucrembl ceprudukamuu ['OCT Py, MNOAroTOBIEHHBIM @enepaabHBIM areHCTBOM [10
TEXHUYECKOMY PEryJIupOBaHUIO M MeTponoruu Bo ucnonHenue Ilocranosiennsi Ipasureancrsa Poccniickoii
®enepanun ot 01 xexabps 2009 roxa Ne 982 «O6 yTBep:KIeHHH eJHHOr0 nepeYHst NPOAYKIMH, NOdJIexKAIel
00s13aTe/TbHON CePTHQUKANMH, €IHHOr0 NePeYHs NPOJYKIMH, HOATBEPKIACHHE COOTBETCTBHSI KOTOpOii
OCylecTBJsieTcsi B (opMe NPHHATHA JEKJIAPANHH O COOTBETCTBHH» (C H3MEHEHHAMH, BHECECHHbIMH
ITocranosnenusimu IlpaBurenscta ot 17.03.2010 No 149, or 20.10.2010 Ne 848, or 13.11.2010 Ne 906, ot
21.03.2012 Ne 213, ot 04.05.2012 Ne 435, ot 18.06.2012 Ne 596, ot 04.03.2013 No 182, ot 04.10.2013 Ne 870, or
11.11.2013 Ne 1009, ot 21.07.2014 Ne 677, ot 31.07.2014 Ne 737, ot 02.10.2014 Ne 1009, ot 20.10.2014 Ne 1079,
ot 02.04.2015 Ne 309, ot 03.09.2015 Ne 930, ot 04.03.2016 Ne 168, ot 14.05.2016 Ne 413, ot 26.09.2016 Ne 964, ot
17.06.2017 N 717, ot 17.07.2017 N 844, ot 19.01.2018 N 31, 01 21.02.2018 N 178), He moaJieskNT 00S3aTEILHOIM

cepTHGUKANME M JEeKJAPHPOBAHUIO COOTBeTcTBHS B CHCTeMe ceprupukanun 'OCT P caexyromas
NPOAYKIMS:

HanmenoBanue npoaykuuu Kox OKIT/I2
KonTH BS]]
[TpoGupku BakyymHbIe JUIs B3sTHS KpoBH Improvacuter, BapuanThkl ucronHenus:: | 32.50.50.000

9018 90 5009
LTTpoGupku BakyymHBIe JUISI B3siTHS KpoBu Improvacuter 63 HanomHuTe s

(Marepuail KoJObl: CTEKIIO Wit TIacTuK) (Bujt 293370): - pasmep: 13%75 Mm;
obwbem Bakyyma: 1 mi, 2 mir, 3 mut, 4 mut, 5 mit; - pasmep: 13%100 Mm; 06beM
Bakyyma: 3 mi1, 4 mj1, 5 MiI, 6 M1, 7 Mit; - pasmep: 16%100 Mm; 06bem Bakyyma: 4
ML, 5 ML, 6 M, 7 mut, 8 mut, 9 mut, 9.5 mu, 10 Mt - pasmep: 16%125 mMm; 00beM
Bakyyma: 10 mim, 13 M, 14 mu1, 15 M.

[L.IIpoGupxu BakyymubIe utst B3aTUs Kposu Improvacuter ¢ AKTUBATOPOM
CBEPTHIBAHHUS (MATEPHAT KOOI CTEKIO MM I1acTuk) (Bum 293570): - pasmep:

3*75 mm; o6beM Bakyyma: 1 M, 2 M, 3 ML, 4 M1, 5 ML - pasmep: 13*100 mm;
o0beM Bakyyma: 3 M1, 4 ML, 5 mit, 6 mit, 7 Miut; - pasmep: 16%100 Mm; 06bem
Bakyyma: 4 My, 5 M1, 6 Mut, 7 mut, 8 mut, 9 mur, 9.5 mut, 10 mor.

[1L.IIpoGupku BakyyMHBIE 7151 B3STHs KpoBK Improvacuter ¢ AKTUBATOPOM
CBEPTHIBAHMS U IeIeM (MaTepual Kojilbl: CTCKIO0 Wik niacTuk) (Buz 293640): -
pasmep: 13*75 mm; o6bem Bakyyma: 2 Mit, 3 MiL, 3.5 mut, 4 mim; - pasmep: 13%100
MM; 00BbeM Bakyyma: 3 ML, 3.5 Mut, 4 MiL, 5 Mut, 6 MiT; - pasmep: 16%100 mm; 06bem
Bakyyma: 4 mMi, 5 mur, 6 mit, 7 M1, 8 mut, 8.5 M, 9 Mot

IV. ITpoGupxn BakyymHEBIe 1st B3sTHS KpoBH Improvacuter ¢ DJITA K2
(MaTepHat KOJIObI: CTEKIIO WK TIACTHK) (Bu 293500): - pasmep: 13*50 mm;
obbem Bakyyma: 0.5 Mit, 1 mut; - pasmep: 13%75 Mum: 06bem Bakyyma: 1 mi, 2 v, 3
MIL, 4 Mit, 5wt - pasmep: 13%100 mm; 06beM Bakyyma: 3 mi, 4 mir, 5 M, 6 ML, 7
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Mt - pasmep: 16%¥100 mm; o6beM Bakyyma: 8 M1, 9 mii, 10 M.

V. Ilpobupku BakyymHubie 175 B3sTHs Kposu Improvacuter ¢ DITA K3 (martepuar
KONOBL: CTeKII0 Wil maacTuk) (Bug 293660): - pazmep: 13*50 mM: 00bem
Bakyyma: 0.5 mii, 1 mi1; - pasmep: 13*75 mym; 00bem Bakyyma: 1 mi, 2 mi, 3 mi, 4
ML, 5 M, - pasmep: 13%100 mm; o6beM Bakyyma: 3 ML, 4 ML 5 MJT, 6 MJI, 7 MJT; -
pazmep: 16%100 mm; oObem Bakyyma: 8 mu, 9 mu, 10 ML

V1. IIpoOupku BakyyMHBIC Ul B3STHS KpoBH Improvacuter ¢ UTpaToM HaTpUst
(0.109 mons/m, 3.2%) (Marepuan KoJObI: CTEKIO AN TacTuk) (Bua 293540): -
pazmep: 13*75 mMm; o6bem Bakyyma: 0.9 mu, 1.8 mi, 2.7 M, 3.6 mit, 4.5 Mut; -
pasmep: 13*100 mm; o6bem Bakyyma: 1.8 v, 2.7 mir, 3.6 mit, 4.5 MIT; - pazmep:
16*%100 mm; 06bem Bakyyma: 8.1 M.

VII. TTpo6Gupku BakyyMHBIE [Ulsl B3ATUsA KPOBU Improvacuter ¢ ATpaTOM HaTPHUs
(0.129 mons/n, 3.8%) (Marepuan KOJIOBI: CTEKIO WIH IIacTuk) (Bux 293540): -
pasmep: 13*75 mm; 06bem Bakyyma: 0.9 v, 1.8 mur, 2.7 mit, 3.6 M, 4.5 mu; -
pasmep: 13*100 mm; o6bem Bakyyma: 1.8 mut, 2.7 M, 3.6 i, 4.5 mut; - pasMep:
16%100 mm; oObem Bakyyma: 8.1 mut.

VIIL TIpobupku BakyyMHBIE [UIsl B3ITHs KPOBH Improvacuter ¢ UTpaToM HATPH
COD (0.109 mouw/i1, 3.2%) (MaTepuail KOJObl: CTEKJIO WU IIACTUK) (BH/L
293710): - pasmep: 9%120 mm; oObem Bakyyma: 1.28 mu, 1.6 mur; - pasmep: 13*75
MM; 00beM BakyyMma: 1.28 mu, 1.6 M, 2 mut, 2.4 M1, 3 mut, 4 Mit, 5 mit; - pasmep:
13*100 mm; 0ObeM Bakyyma: 3 mit, 4 mit, 5 mit, 6 MiL

IX. ITpoGupku BakyyMmHBIe IS B3THs KpoBU Improvacuter ¢ iATpaToM HaTpust
COD (0.129 Mo/, 3.8%) (Marepuai KOJObI: CTEKIIO WIIN IJIACTHK) (BHL
293710): - pasmep: 9%120 mm; o6bem Bakyyma: 1.28 mu, 1.6 mit; - pasmep: 13%75
MM; 00beM Bakyyma: 1.28 mu, 1.6 M, 2 M, 2.4 Mi1. 3 M1, 4 M1, 5 MiI; - pasMep:
13*#100 mm; 06beM Bakyyma: 3 MiL, 4 Mi, 5 M1, 6 MJL.

X. TIpoGupKku BaKyyMHBIC JUIsl B3ATUSI KPoBU Improvacuter ¢ IMTHH renapuHoM
(MaTepuan Koabbl: CTeKI0 Witk wiacTuk) (Bug 293760): - pasmep: 13*75 mm;
o6beM Bakyyma: 1 mi, 2 mit, 3 mit, 4 mit, S min; - pasmep: 13%#100 mm; 00bem
Bakyyma: 2 M1, 3 mit, 4 M1, 5 M1, 6 mut, 7 Mt - pasmep: 16100 mm; 00nem
Bakyyma: 6 mu, 7 mu, 8 mi, 9 mi, 9.5 mu, 10 M

XI. IIpoOupku BakyyMHBIE IS B3TUS KPOBH Improvacuter ¢ HaTpui renapuHoM
(MaTepuan KoJIOBI: CTEKI0 Witk miacTuk) (Bua 293420): - pasmep: 13*75 mwm;
o6wem Bakyyma: 1 mir, 2 M, 3 mit, 4 i, S miT; - pasmep: 13*100 mm; 06bem
Bakyyma: 2 mi, 3 mit, 4 mun, 5 vty 6 mot, 7 it - pasmep: 16%100 Mm; 06bem
Bakyyma: 6 M, 7 M1, 8 mur, 9 mit, 9.5 mur, 10 mun.
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XII. Ipobupku BakyyMHBIC ULl B3ATUSA KPOBU Improvacuter ¢ JIMTHIA renapuaom
U rejieM (MaTepuai Kouobl: CTeKIo Wi miactuk) (Bun 331370): - pasmep: 13*75
MM; 00beM Bakyyma: 2 mit, 2.5 mi, 3.5 mut, 4 vty 5 mut; - pasmep: 13*100 mM;
obweM Bakyyma: 3.5 mit, 4 i, 5 mit; - pasmep: 16%100 mm; 06bem BakyyMma: 8.5
MJL, 9 MIL

XIII. ITpobupku BakyyMHBIE JJIs B3STHSI KpoBU Improvacuter ¢ marpuit
reHapruHOM M rejieM (MaTepuat KoJIObl: CTeKII0 Win Tiactuk) (Bux 293590): -
pasmep: 13*75 mm; o6beM Bakyyma: 3.5 mi, 4 mit, S mit; - pasmep: 13%100 mm;
o0wem Bakyyma: 3.5 miL, 4 M1, 5 M1, 6 MT; - pazmep: 16%100 mm; 00beM Bakyyma:
8.5 M1, 9 MII.

XIV. Ilpobupku BaxyymHbIe 714 B3sTUST KpoBu Improvacuter ¢ DJITA K2 u renem
(Marepuan KoIOBL: CTEKIIO WM IAcThK) (Bua 293630): - pasmep: 13*75 Mum;
00BeM Bakyyma: 3 mit, 3.5 ML, 4 MIT; - pazmep: 13*100 MmM; 06bem Bakyyma: 4 Mo,
5 M1, 6 mut; - pasmep: 16%¥100 mm; oObem Bakyyma: 6 mit, 7 M1, 8 mut, 8.5 Min.

XV. IlpoGupku BakyyMHBIE 1JIsI B3SITHSE KpOoBH Improvacuter ¢ pTopugiomM Hatpust
H OKCalIaToM Kajus (MaTepHas KOJObL: CTeKIIO WK tutacTuk) (Bum 293400): -
pasmep: 13*75 mm; oObem Bakyyma: 1 mir, 2 M, 3 M, 4 Mit, 5 Mit; - pasmep:
13*100 mm; 06bem Bakyyma: 2 mir, 3 mMit, 4 mut, 5 mit, 6 Mit; - pasmep: 16%100 mu;
obbeM Bakyyma: 6 mut, 7 mir, 8 mut, 9 mi, 10 min.

XVI. IIpobupku BakyyMmHble Juis B3siTust KpoBu Improvacuter ¢ DJITA K3 u resiem
(Marepua KoJObI: CTeKIIO Wil ruacTuk) (Buj 334330): - pazmep: 13*75 mum;
00bem Bakyyma: 3 MiL, 3.5 mur; - pasmep: 13*%100 mMm; 06bem Bakyyma: 5 M1, 6 MiI;
- pasmep: 16%100 mMm; 06bem Bakyyma: 6 mit, 7 v, 8 mur, 8.5 M1, 9 mul.

XVIL Ilpobupku BaxyyMHbI€ JUist B3sTHsI KpoBu Improvacuter ¢ ¢propumaom
narpust u OJITA K2 (matepuan konbbl: crexsio wim ruactuk) (Bug 293650): -
pasmep: 13*75 mm; oObem Bakyyma: 1 i, 2 M1, 3 mut, 4 mi1, 5 mit; - pasmep:
13%100 mm; 0Obem Bakyyma: 2 mit, 3 Mit, 4 mit, 5 mit, 6 Mit; - pasmep: 16%100 My
obbem Bakyyma: 6 mu, 7 mut, 8 mi, 9 mi, 10 M.

XVIIL Ilpobupku BakyyMHbIE 1714 B3STUS KpoBH Improvacuter ¢ ¢propumom
Harpust U Hatpui-JJITA (Matepuan konObl: CTEKI0 Wi mwiactuk) (Bug 293680): -
pasmep: 13*75 mm; 06bem Baxyyma: 1 mu, 2 mu, 3 mit, 4 mit, 5 mut; - pasmep:
13*100 mM; oObem Bakyyma: 2 M, 3 mi, 4 mit, 5 i, 6 Mt - pasmep: 16100 My
obbeM Bakyyma: 6 mi1, 7 mit, 8 wut, 9 mur, 10 mot.
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XIX. IIpobupku BaxkyymHbIe 1JIs B3sTHS KpoBH Improvacuter ¢ TpoMOUHOM
(Marepuan KonOwI: cTeks10 win macTuk) (siux 293700): - pasmep: 13%75 M
o0beM Bakyyma: 5 MiT; - paszmep: 13*100 Mm; 06beM Bakyyma: 5 M1, 6 MiT; -
pasmep: 16%100 mm; 0o0bem Bakyyma: 6 mir.

XX. Ipobupkn BaKyyMHBIE IS B3SITHsI KpoBH Improvacuter ¢ ACD (matepuan
KOJIOBI: CTEeKII0 MM IIacTHK) (Bux 293440): - pasmep: 13*75 mm; 06bem
Bakyyma: 2 My, 3 M1, 4 MiI; - pa3Mep: 13*100 mm; oGpem Bakyyma: 4 ML, 5 M1, 6
MiL; - pasmep: 16*100 mm; 00bem Bakyyma: 8 mir, 9 mir.

XXI. IIpobupku BakyymHBIe [UIsl B3sTHsI Kposu Improvacuter ¢ JIHK u
k1eTo9HbM KoHcepBaHTOM (Cell Free DNA) (Marepuai koa0bl: CTEKIIO HIIH
mwiacTuk) (B 349770): - pazmep: 13*75 mm; o0bem Bakyyma: 1 mir, 2 mit, 3 M, 4
MJL, 5 MJI; - pazMep: 13%100 mm; oO6bvem Baxyyma: 4 mur, 5 mut, 6 mut, 7 mut; -
pasmep: 16100 mm; oObem Bakyyma; 6 mit, 7 mut, 8 mut, 9 mut, 9.5 mur, 10 mut.

XXII. IIpobupxu BakyyMHBbIe IJIsl B3sTHsE KpoBu Improvacuter ¢ DJITA K2 u
crabuimsaropom Kiietok (CTC Tube) (Matepua KoJAObI: CTEKIIO WM MJIACTHK)
(Buz 349690): - pa3mep: 13*75 mm; o6bem Bakyyma: 1 mur, 2 M1, 3 Mi1, 4 M1, 5 ML,
- pazmep: 13%100 mm; 0Obem Bakyyma: 4 mit, 5 mu, 6 mut, 7 mur; - pasmep: 16%100
MM; 00beM Bakyyma: 6 mur, 7 mut, 8 mur, 9 M, 9.5 mur, 10 mot.

npoussoautens Guangzhou Improve Medical Instruments Co., Ltd., No. 102, Kaiyuan

Avenue Science City, Guangzhou Economic & Technological Development District,
510530, Guangzhou, China
Ten: +86 20 32218203
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