Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3eJuil, mo cocTosiHuio Ha 11:30 18.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoil 3anucu: 187532;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MeaunuHcKoro uznenus: @C3 2009/04702 (EPYJII - '004-00110-
00/02927276);

4. Jlata mepBUYHOM rOCYIapCTBEHHON perucTpanuu meauimackoro m3aenus: 13.08.2009;
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 19.03.2025;

6. [lepuon nevictBus Bepcuu: ¢ 19.03.2025;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HameHoBaHue MeIMLIIMHCKOTO u3aenus: M3nenus MeuuuHCKre IOJTUMEpPHbIE 1TabopaTopHbIe
OJIHOPA30BHIE JIJIS B3ATHUS U HCCIEAOBAaHUS TPOO KPOBU

I. YcrpoiicTBa BakyyMmHbIe ¢ mopirHeM S-Sedivette® aiist onpeaeneHus: CKOPOCTH OCEIaHuUs
sputporutoB (COD) mo meroay Becreprpena ¢ uurpatom Hatpus (4NC).

II. YcrpoiictBo Microvette® amnis onpeaeneHus: ckopoctu ocenanus sputpounton (COD) mo meToay
Becteprpena ¢ uurparom Hatpus (4NC).

III. YcTpoiicTBa nis uccnenoBanus mpod KpoBu Microvette® ¢ KoaryastHTaMu U aHTHKOATYJITHTAMU
1. YerpoiicTBa Ui uccnenoBanus nmpod kposu Microvette® ¢ akTUBaTOPOM CBEPTHIBAHUS.

2. YcrpoiicTBa A1 uccieoBanus mpod kpoBu Microvette® ¢ akTMBaTOpPOM CBEPTHIBAHUS U
pa3eNUuTENbHBIM TeJIeM.

3. YcrpoiictBa [utst ucciaenoBanus mpod kpoBu Microvette® ¢ TUTHIA TeapuHOM.

4. YcrpoiicTa Juisl HicclieIoBaHus Mpod kpoBu Microvette® ¢ TUTHI TeTapuHOM U Pa3AeIUTEeIbHBIM
TEJIEM.

5. YcerpoiictBa amist uccaenaoBanus npod kpoBu Microvette® ¢ K3DATA uwnmu K23/ITA.

6. YcTpoiicTBa U1 uccaenoBanus mpod kpoBu Microvette® ¢ aHTUKOATryJISTHTOM U CTa0UIM3aTOPOM

TJIFOKO3EI.



IV. YcrpoticTBa 11 uccnegoBanus mpod kposu Multivette®, ¢ koaryassHTaMu ¥ aHTUKOATYJISTHTaMU:
1. YerpoiictBa s uccnegoBanust mpo0 kpoBu Multivette® ¢ akTHBaTOpOM CBEPTHIBAHUS.

2. YcrpoiicTBa Ay uccneaoBanus mpod kposu Multivette® ¢ akTHBATOpOM CBEPTHIBAHUS U
pa3eNUTENbHBIM TeJIeM.

3. YerpoiictBa st uccnenoBanus npod kposu Multivette® ¢ IuTHiA remapruHOM.

4. YcrpoiicTBa s uccliejoBanus mpod kpou Multivette® ¢ TUTHI renapruHOM | pa3IeIuTETHbHBIM
reJieM.

5. YcrpoiictBa st uccnenoBanus mpod kposu Multivette® ¢ K3DATA unu K23/ITA.

6. YcrpoiicTBa [iis uccaenoBanus npod kposu Multivette® ¢ aHTUKOAryJIIHTOM M CTaOUIM3aTOPOM
TJIFOKO3BI.

V. Kanwuisapse! AJ1si ra30B KPOBH.

VI. Kanunmisipel 1714 rI10K03bl KPOBH:

1. Kanuniapsel a5 TJIF0KO3bI KPOBU C aMMOHMS T€TTAPUHOM.

2. Kanunsipel 1u1st riroko3sl kpoBu ¢ K29/ITA.

VII. [IpoGupxku BakyyMHble V-Monovette a1 B3sITHSI U UCCIIEI0OBaHUs TPOO KPOBH:

1. [Tpobupku BakyymHbIe V-Monovette ¢ akTHBAaTOPOM CBEPTHIBAHHUSI.

2. Ilpobupxku BakyymHble V-Monovette ¢ K33/ITA.

VIII. YcrpoiicTBa BakyyMHBIE C TOPIITHEM JUTSl KCCIIEAOBaHUH pod kpoBu S-Monovette® ¢
KOAaryJIsIHTAaMU U aHTUKOATYJITHTaMU:

1. YerpoiicTBa BakyyMHBIE C IOPIITHEM JIJIsI KCCIIEA0OBaHMM MpoO KpoBu S-Monovette® ¢ akTuBaToOpomM
CBEPTHIBAHUS.

2. YcTpoicTBa BaKyyMHBIE C TIOPIITHEM ISl HicceloBaHui po0 KpoBu S-Monovette® ¢ akTHBaTOpOM
CBEPTHIBAHUS U Pa3/ICIUTEIbHBIM I'eJIEM.

3. YcrpoiicTBa BaKyyMHBIC C IOPIITHEM JIJIs1 UCCIIEIOBaHMM P00 KpoBH S-Monovette® ¢ uthii
rerapuHOM.

4. YcrpoiicTBa BaKyyMHBIE C TTOPITHEM ISl KiCCIIEI0BaHU po0d kpoBu S-Monovette® ¢ nmutuit
refnapuHOM U pa3AeUuTEIbHBIM ITeJIeM.

5. YcrpoiicTBa BakyyMHBIE C TIOPIITHEM JIJIS1 UCCIIEIOBaHMM P00 kpoBH S-Monovette® ¢ HaTpuid
relapuHOM.

6. YcTpoiicTBa BaKyyMHBIE C TIOPIITHEM IS KCClIeIoBaHui mpob kpoBu S-Monovette® ¢ aMMOHUIt
rernapuHOM.

7. YcTpoiicTBa BaKyyMHBIE C TIOPIITHEM JIJIsl UCCIIeI0oBaHmi Mpod kpoBu S-Monovette® ¢ K33/[TA
unu K29/[TA.

8. YcrpoiicTBa BakyyMHBIE C TIOPIIHEM JJIsI UCClIeoBaHmid po0 KpoBu S-Monovette® ¢ K2O/ITA u
pa3enuTeIbHbIM TeIEM.

9. YcrpoiicTBa BakyyMHBIE € TTOPIITHEM JIJIs1 UCCIIEIOBaHM MPoo kpoBH S-Monovette® ¢ uTparom
HaTpUSL.

10. YcTpoiicTBa BakyyMHBIE ¢ IOPIIHEM I UCCIIeA0BaHMi Tpood kpoBu S-Monovette® co CTAD.
11. YcTpoiicTBa BakyyMHBIE ¢ TOPIIHEM JUTSI HCCIIEAOBAaHMH 1Tpod kpoBu S-Monovette® ¢ propugom
Hatpus u D/{TA.

12. YerpoiicTBa BakyyMHBIE C MIOPIIHEM JJIsl UCCIIEOBaHUN TPoO KpoBU S-Monovette® ¢ dropuaom

HATpHs U TeIIapUHOM.



13. YcTpoiicTBa BakyyMHBIE ¢ TOPIIHEM JUTS UCCIIEAOBAaHMM Tpod kKpoBHu S-Monovette®
GlucoEXACT c ¢ropumom HaTpusi U HIATPATOM.

14. YcTpolicTBa BakyyMHBIE € TIOPIITHEM JTsl KiCClIeIoBaHui 1Tpo0 kpoBu S-Monovette® ¢ CPDAL.
15. YcTpoiicTBa BakyyMHbIE ¢ HOPIIHEM I UCClleA0BaHM pod kpoBu S-Monovette® ¢ ACD-A.
16. YcTpoiicTBa BakyyMHBIE ¢ IOPIIHEM JUIS UCCIIEAOBAaHMM Tpod kpoBH S-Monovette®
TromboEXACT.

17. YcTpolicTBa BakyyMHBIE € TIOPIITHEM JIsl KICCIIeIOBaHUM TTpo0 KpoBU S-Monovette® ¢ rupyInHOM.
18. YcTpoiicTBa BakyyMHbIE ¢ OPIIHEM JUIsSL UCCIIEA0BaHUM Tpo6 kpoBHu S-Monovette® ¢ nurparom
JUIs aHaNu3a PYHKIUU TPOMOOIUTOB.

19. YcTpoiicTBa BakyyMHBIE ¢ TOPIIHEM JUTSI HCCIIEAOBAHMM TPpoO KpoBH S-Monovette® st
orpezeseHus: TOMOLIUCTEHHA.

20. YcTpoiicTBa BaKyyMHBIE C ITOPIITHEM JIJIs1 UCCIIEIOBaHM P00 kKpoBH S-Monovette® ¢ uthii
renapuHOM JUIsl ONIPEIEIEHHS] METAJIOB.

21. YcTpoiicTBa BakyyMHBIE ¢ TOPIIHEM JUTS KCCIIEA0BaHM pob kpoBu S-Monovette® DNA
EXACT.

22. YcTpolicTBa BaKyyMHBIE C TTOPIITHEM JIJIS UCCIIeIOBaHMi P00 kpoBH S-Monovette® 6e3 100aBoOK.
23. YcTpoiicTBa ¢ MOpIIHEM AJIs UcciieqoBaHui npod kpoBu Monovette® ¢ Ca-cbamaHcupOBaHHBIM
mutuii renapuHoM (Blood Gas).

24. YcTpoiicTBa BaKyyMHBIE C TTOPIIHEM JIJIs1 MCCIIeI0OBaHui po0 kpoBu S-Monovette® ¢ KuIKIM
JUTHHA FeNapyuHOM ISl UMMYHOJIOTUYECKUX UCCIIeIOBaHUIA.

25. YcTpoiicTBa BakyyMHBIE ¢ TOPIIHEM JUIS HCCIIEA0BaHUM po6 kpoBH S-Monovette® ¢ nurparom
HATpUs JJI ONpeieNieHus: CKOpOoCTH ocenanus sputporutoB (COD) no meroay Becreprpena.

IX. [IpoOupku ams uccieaoBaHui Ipod KPOBU € KOAryJIIHTaMU M aHTUKOATYJISTHTAMMU:

. [IpoGupku 17151 viccnenoBaHuil TPoO KPOBU C AKTUBATOPOM CBEPTHIBAHUS.

. [Tpobupku 115t KcciieA0BaHUM TPOO KPOBU C aKTUBATOPOM CBEPTHIBAHUS U Pa3ACIUTEIbHBIM I'eJIEM.
. [TpoOupku 11t McclieA0BaHUM TPOO KPOBH C JIMTHIA T'EIaPHHOM.

. [Ipobupku nns uccnenoanuii mpod kposu ¢ K3DATA wm K25 ATA.

. [Ipobupku nist uccnenoBanuii mpood kposu ¢ propugom u DJTA.
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. ITpobupku 1151 Kccrie0BaHUM MPOO KPOBH € IIUTPATOM HATpPUSI.

7. IlpoOupku 11 Uccae10BaHUN PoO KPOBU C TEMOIM3UPYIOIIUM PAaCTBOPOM.
X. Ilpobupku st noacueTa koaudectsa TpomoounToB Thrombo Plus.

XI. ITpoOupku 1 IOICYETa KOJIMYECTBA PETUKYJIOIIMTOB.

XII. [TpucnocobneHus A OTAeNEHUs] CBIBOPOTKH B IpoOupkax Seraplas.
XII. [InaTens 11t OTAEICHUS CBIBOPOTKH.

XIV. YcerpoiicTBa 11 MPUTOTOBICHUS Ma3koB KpoBu Haemo-Diff.

XV. Kryrsl:

1. 2KryTsl 0o1HOpa30BEIE.

2. XryTbl MHOTOpPa30BBbIE.

XVI. IloacTraBku K ycTpoiicTBaM Ui B3SITHS U UCCIIEI0BaHUI TPo0O KPOBH.
XVII. KonTeitHeps! 1 akeThl st 0€301MacHON yTHIIM3AIIMN UTJI U YCTPONCTB UCCIEA0BaHUS TIPOO
KpOBU:

1. KonreitHeps! a5t 6€301aCHOM yTUIM3AMU UTJ U YCTPOMCTB UCCIIEAOBAHUS TPOO KPOBH.



2. IMakeTs! 11 6€30MaCHON YTHIIM3ALUHU YCTPOMCTB HCCIeI0BaHUS IPOO KPOBH.

9. HaumeHoBaHue opraHu3aliy - yIoJIHOMOYEHHOTO MPEACTaBUTENS POU3BOAUTENS (M3TOTOBUTEIS)
MeauIMHCKoro u3zaenus: O011IecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "Capirent";

10. MecTo HaxOKICHUS OPraHU3aINH - YIIOJTHOMOYCHHOTO TIPEICTABUTEIIS TPOU3BOTUTEIS
(m3roroBurenst) meauuHckoro m3aenus: 198510, Poccus, r. Cankr-IletepOypr, r. [leteprod, yi.
Hosslie 3aBogsl, a. 50, k. 5, ctp. 1, oduc 44;

11. FOpunnueckuii agpec opraHu3aluy - yIOJTHOMOYEHHOTO IPECTABUTENS IPOU3BOAUTENS
(m3roroBurenst) meauiuHckoro u3aenus: 198510, Poccus, . Cankr-IletepOypr, 1. [leteprod, yi.
Hosslie 3aBogsl, a. 50, k. 5, ctp. 1, oduc 44;

12. HaumeHOBaHME OpraHn3alliy - IPOU3BOAUTENS MEIULIMHCKOTO U3/ENINs WM OpraHNu3aluu
n3rorosutes MeguuuHckoro usnenus: "Capmrenr Al' u Ko. KI™,;

13. MecTo Hax0X/ICHUS] OpraHU3aIUH - TPOU3BOIUTEIS METUIIMHCKOTO M3/ICIHS WA OPTaHU3aI|H
WU3TOTOBUTEISI MeTUITMHCKOTO M3aenus: , ['epmanus, Sarstedt AG & Co. KG, Sarstedtstralle 1, 51588
Niimbrecht, Germany;

14. FOpunuyeckuii axpec OpraHu3alyy - MPOU3BOIUTENS METUIIMTHCKOTO U3/ HIIM OPTaHU3aIHH
W3rOTOBUTEISI METUITMHCKOTO M3aenus: , ['epmanus, JlanpHee 3apyoexne, Sarstedt AG & Co. KG,
Sarstedtstrale 1, 51588 Niimbrecht, Germany;

15. Crpana opranu3aiuu - IPOU3BOJUTENS] MEAULIMHCKOTO U3/I€TIUS WU OPraHU3aluy - U3TOTOBUTEIIS
MEIUITMHCKOTO u3enus: [ 'epmanus;

16. OKII/OKII/2: 946465/22.29.29.190;

17. Knacc moTeHIManbHOTO prUcKa MPUMEHEHHUS] MEAUIIMHCKOTO U3/IeNIs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccudukanued MeAUIMHCKIX U3JIEIHUH, yTBepkKaaeMoil MUHHUCTEPCTBOM

3npaBooxpanenus Poccuiickoit @enepauuu: 1;

18. Ha3nauenue MCIUIIUHCKOI'0 U3JCJIN, YCTAHOBJICHHOC ITPOU3BOAUTCIICM: |

19. Bux MeIuIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJTaCCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit @denepanuu: 293710;

20. Anpec mMecTa MPOU3BOACTBA WM U3TOTOBJICHUS MeuImHCKoro m3aenust: 1. Sarstedt AG & Co.
KG@G, Sarstedtstra3e 1, 51588 Niimbrecht-Rommelsdorf, Germany. 2. OOO "Capmrear", 198517,
Cankr-IlerepOypr, BH. I. MyHHIMIIaNbHOE 00pazoBanue Cankr-IlerepOypra r. [lereprod, yn. Hosbie
3aBoJIbL, 1. 58, k. 4, ctp. 1. 3. Sarstedt Inc., 1025 St. James Church Rd, Newton, NC 28658, USA. 4.
Vitrex Medical A/S, Vasekaer 6-8, 2730 Herlev, Denmark. 5. ASep Healthcare Ltd, 18 Tapton Way,
Wavertree Business Village, Liverpool, L13 1DA, United Kingdom. 6. Star-Plus Muanyagipari Kft.,
Sajoszigeti utca 2, 3527, Miskolc, Hungary;



21. CBG}IGHI/I?I O B3aMMO3aMCHICMbBIX MCIUIIMHCKUX HU3ACTIHUAX:

22. Monenu MeIUILIMHCKOTO U3AEIN:

Konx Buga HaumenoBanue Moaen

293710 null

Brimucka copmupoBana Ha odurinaabHoM caiite denepanbHOi ciry>kO0bI IO HaI30py B cepe
3npaBooxpaHeHus B cetn UHTepHeT: https://roszdravnadzor.gov.ru/.

AOKYMEHT ITIOATIMCAH
OJIEKTPOHHOU [TOANHNCBIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Kowmy Beinan: ®EJJEPAJIBHASI CJIYIKBA IO HA/I30PY B COEPE 3/IPABOOXPAHEHMUSI

JHeiictButenen ¢ 2025-08-18 o 2026-11-11
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