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NPoAYKLMM AN in Vitro AUarHoCTUKY,

doTorpaduueckme N306paKeHNs MeAULMHCKOTO U3AenUs A1 AUarHoCTUKK in vitro

PeareHTbl in vitro Ang UccnefoBaHna remocTasa B Habopax v OTAe/NbHbIX YNakoBkax
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PucyHok 1 Paz6aBuTens 06pasuoB «BepoHanoBblii Bythep OypeHa feiig» (Dade Owren's Veronal Buffer) - o6wuii Bug
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< 000 LWHPMI (&) INFU@CIRMI.RU@WWW.GUSZI]RAVN'RHZAU‘F'{I.I{IT( 2 PasbaButenb o6pasuoB «BepoHanoBbin Bydep OypeHa [elig» {Dade Owren’s Veronal Buffer) - oTkpbiTas ynakoBska.
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PyCyHOK 3 Pas6aBuTenb 06pasLoB «BepoHanoBblii Bygep OypeHa [eiig» (Dade Owren's Veronal Buffer) - ynakoBka c60Ky
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10445724 PeareHTbl in vitro ansg uccnefoBaHna remocrta3a B Habopax
N oTAeNbHbIX yNaKoBKax B cOCTaBe; pa3baBunTtesib 06pas3LoB
«BepoHanosbin Bygep OypeHa fena» (Dade Owren's

Veronal Buffer)

MHpopmMaLuma o npoussoauTesnie U cTpaHe Npon3BOACTBA: PerI/ICTpaLI,I/IOHHoe yaoctoBepeHne.

CM. Ha ynakoBke Ne ®C3 2012/13274 ot 17.11.2020

TONbKO ana ANATHOCTUKW IN VITRO
Koa naptvu, cpoK roqHOCTU, YC/IOBUA XPaHEHUS U IP. CUMBO/Ibl YKa3aHbl Ha

OpUrMHasibHOWN yrnakKoBKe

CocTaB: yKa3aH Ha OpuUrnHanbHOW ynakoBKe M B UHCTPYKLUMKW NO MPUMEHEHUIO
ABTOPU30BaHHbI NMpeAcTaBuUTelb NPON3BOAUTENE HA TEPPUTOPUN Poccuiickoii deaepaumm

OO0 «CnmeHc 3apaBooxpaHeHne», 115093, Mocksa, yn. lyouHmnHckas, 96

PUCYHOK 4 PaszbaButenb obpas3yos «BepoHr™oBbili bythep OypeHa [eiig,. (Dade Owren's Veronal Buffer): makeT pyccKosi3bIUHOW MapKUPOBKA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 5 Ha6op peareHToB 4151 onpeAeneHus sHAOreHHOro noTeHLMana TpoMomHa «/HHoBaHe» (INNOVANCE ETP)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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IO 440023 Pearentnl in vitro I/ICCI'Iep,OBaHI/IA‘r'I rennocrtass B Habopax wu
OTAENbHbLIX YNaKOBKax. Ha6op peareHToB And onpeneneHns

9HAOreHHOro noTeHumnana TPOM6GUHA «/IHHOBaHC»
(INNOVANCE ETP)

MHpopmayma o npoussoauTenie n ctpaHe Npon3BOACTBa: PernctpaynoHHoe ygqoctoBepeHue:
2012/13274 0oT117.11.2020

CM. Ha ynakoBke

Tonbko ana ANATHOCTUKW IN VITRO
Koa naptnun, cpoK rogHoCTW, YCI0BUS XPaHEHUA U AP. CUMBO/IbI YKa3aHbl Ha

OpUrMHasIbHOMN ynakKoBKe

CocTaB: yKa3aH Ha OpUrMHanbHOM YNakoBKe N B MHCTPYKLUMW MO NPUMEHEHUIO

YNONHOMOUYEHHbI NpeacTaBUTEeNb NPONU3BOAUTENA Ha TeppuUTopun Poccuiickoin ®epgepaumnn:
OO0 «CumeHc 3apaBooxpaHeHune», 115093, MockBa, yn. yobuHunHckas, 96
Ten.: 8(800) 550-50-22

PucyHok 6 Habop peareHTOB gns onpegeneHns 3HL0reHHOro noteHuymana TpoMéuHa «MHHoBaHe» (INNOVANCE ETP): makeT pyccKOs3bI4YHOW MapKUPOBKU

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PUCYHOK 7 Ha6op peareHTOB /11 onpejeneHns akTmBHocTv hakTopa BunnebpaHaa Ac «MHHoBaHe» (INNOVANCE VWF Ac)
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10440023 PearenTsb! IN vitro ANAa mccnegoBaHuUa rennocrasa B Habopax u
OTAE/IbHbIX YMNaKOBKax: Ha6op peareHToB Asid onpeaeneHuns

aKTMBHOCTM  (hakTopa  Bunne6bpaHga Ac  «MHHOBaAHC»
(INNOVANCE VWF Ac)

MHpopmayuma o nponssoguTesie U cTpaHe Npou3BOACTBA, PerVICTpaLI,VIOHHoe yAOCTOBEPEHUE.
2012/13274 o1 17.11.2020

CM. Ha ynakoBkKe

TonbkKo ana ANATHOCTUKKA IN VITRO

Koa naptmun, CPOK rogHOCTU, YCNOBUA XPaHEHUNSA N AP. CUMBO/Ibl YKa3aHbl Ha
OpUTrMHarbHON yrnakoBKe

CocTaB: yKa3aH Ha OpUTrnMHaNbHOW YNakoBKe M B MHCTPYKLUMW MO MPUMEHEHUIO

YNONHOMOUYEHHbIV NpeacTaBUTENb NPONU3BOANTENA Ha Tepputopumn Poccuniickon depepaymnn:
00O «CnmeHc 3gpaBooxpaHeHue», 115093, MockBa, yn. Aly6bmnHnHckas, 96
Ten.: 8(800) 550-50-22

PucyHok 8 Habop peareHTOB s onpejeneHns akTmBHocTU taktopa BunnebpaHpa Ac «MHHoBaHe» (INNOVANCE VWF Ac): MakKeT pycCKOSI3bIYHON MapKMPOBKM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PrucyHok 9 Kanm6patop HU3KOMONEeKyNspHOro renapunHa «bepmxpom» (Berichrom Heparin LMW Calibrator)
KOHTPO/Ib HU3KOMONEKYNAPHOrO renapuHa, yposeHb 1 «bepuxpom» (Berichrom Heparin LMW Control 1)

@ 000 LMPMM 2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU KOHTPO/Ib HU3KOMONEKYNAPHOTO renapuHa, yposeHs 2 «bepuxpom» (Berichrom Heparin LMW Control 2)
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PrucyHok 10 ®nakoHbl: Kannbpatop HU3KOMONEKYNSPHOro renapuHa «bepmnxpom» (Berichrom Heparin LMW Calibrator)
KOHTPO/Ib HU3KOMOEKYNAPHOTO renapuHa, yposeHb 1 «bepuxpom» (Berichrom Heparin LMW Control 1)
& 000 LWPMH &1 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU KOHTPO/Ib HU3KOMO/EKYIAPHOTO renapuHa, ypoBeHb 2 «bepunxpom» (Berichrom Heparin LMW Control 2)



10445987 PearenTb!l IN VItro Ang mccnegoBaHuMa remocrtasa B Habopax u
OTAENbHbIX YynakoBkax: Kaimbpatop HWU3KOMOMEKYNAPHOro
renapuHa «bepunxpom» (Berichrom Heparin LMW Calibrator)

NHpopmauma o nponssoauTesie U ctpaHe NpoM3BoACTBa: PerncrtpaynoHHoe ygoCcToBepeHune;

2012/13274 o7 17.11.2020

CM. Ha ynakKoBKe

TonbkKo ana AVNATHOCTUKI IN VITRO
Koa napTtun, CpoK roaHOCTU, YCNOBUA XPaHeHUs U Ap. CUMBO/IbI YKa3aHbl Ha

OPUrMHa/IbHOW YNakoBKe

AHTuTena K BVY 1,2 v Bupycy renatnta C n HBSAg OTCyTCTBYHOT

CocTaB: yKa3aH Ha OpUIMHa/IbHOW YNaKOBKE U B MHCTPYKLMM MO NPUMEHEHMIO

YNonHOMOYEHHbIV NpeacTaBuUTeNb NPOM3BOAUTENS Ha Tepputopumn Poccuinckon depepayni:
00O «CumeHc 3gpaBooxpaHeHue», 115093, MockBa, yn. ly6buHuHckas, 96
Ten.: 8(800) 550-50-22

PucyHok 11 KannbpaTtop HM3KOMOJEKYNAPHOrO renapuHa «bepmxpom» (Berichrom Heparin LMW Calibrator): makeT pycckos3blUHOW MapKUpOBKU

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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10445990 PeareHThbl In vitro ana wmccnepgosaHuda remocrtas™~sli*oopa”

OTAe/IbHbIX  YNakoBKax: KOHTPO/Ib  HWU3KOMOJIEKYNAPHOrO
renapunHa, ypoBeHb 1 «bepuxpom» (Berichrom Heparin LMW
Control 1)

MHpopmaums o nponsBoauTesne 1 cTpaHe npousBoACTBa: Perl/ICTpaLl,I/IOHHoe yYAOOCTOBEPEHNE!

2012/13274 ot 17.11.2020

CM. Ha ynakKoBke

TonbkKo ana ANATHOCTUKWA IN VITRO
Koa naptnun, cpoK roagHoCTK, YCNOBUA XPaHeEHUA 1 AP. CUMBO/IbI YKa3aHbl Ha

OpUrHaIbHON YynakoBKe

AHTUTENna K BY 1,2 v Bupycy renatuta C n HBSAg OTCYTCTBYHOT

CocTaB: YKa3aH Ha OPUrMHa/IbHOM YMaKOBKE W B MHCTPYKLIMW MO MPUMEHEHMIO

YNONHOMOYEHHbIN NpeacTtaBuUTeNb NPONU3BOAUTENS Ha Tepputopum Poccuitickon deaepauunn:
00O «CumeHc 3apaBooxpaHeHue», 115093, Mocksa, yn. y6bnHmnHckasa, 96
Ten.: 8(800) 550-50-22

PucyHoOK 12 KOHTPO/Mb HU3KOMOJEKYNISIPHOTO renapuHa, ypoeeHb 1 «bepuxpom» (Berichrom Heparin LMW Control 1): MakeT pyccKOsi3bIYHOM MapKUPOBKU

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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10445988 PeareHTbl In vitro and I/ICC]'Ie,CI,OBaHI/IFIr remocrasa B Habopax ¥
OTAENbHbIX  YynakoBkax: KOHTPO/Mb  HWU3KOMOJEKYNSAPHOIO
renapuHa, ypoBeHb 2 «bepuxpom» (Berichrom Heparin LMW
Control 2)

NHdopmauua o npomnssoguTtesie n ctpaHe Npons3BoacTBa: PerncrtpaynoHHoe yg0CTOBEPEHMUE;

CM. Ha yrnakoBke 2012/13274 or 17.11.2020

TOJIbKO ANnAa ANATHOCTUKN IN VITRO
Kog napTun, Cpok rogHOCTW, YCNOBUSI XpaHEHMS U AP. CUMBO/IbI YKa3aHbl Ha

OpPUrHa/IbHOW ynakoBKe

AHTuTena K B4 1,2 un Bupycy renatmuta C n HBSAg oTcyTCTBYHOT

CocTaB: YKa3aH Ha OpUIrMHa/IbHOW YMakoBKe Y B MHCTPYKLUUKW MO NMPUMEHEHUIO

YNONHOMOUEHHbIV NpeacTaBuTeNb NPOU3BOANTENSA Ha TeppuTtopmmn Poccuinckoin degepaumn:
00O «CumeHc 3gpaBooxpaHeHune», 115093, MockBa, yn. Jly6nHuHckaa, 96
Ten.: 8(800) 550-50-22

PucyHok 13 KOHTpOnb HU3KOMOMEKYISPHOTO renapuHa, ypoBeHb 2 «bepuxpom» (Berichrom Heparin LMW Control 2): makeT pyccKOsi3bIYHOM MapKUPOBKY

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PrucyHok 14 Kannbpatop He (hpakumoHMpOBaHHOrO renapuHa «bepuxpom» (Berichrom Heparin UF Calibrator)
KOHTpO/Ib HehpaKLMOHMPOBAHHOIO renapuHa, ypoBeHs 1 «bepuxpom» (Berichrom Heparin UF Control 1)
& 000 LMPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU KOHTpO/Ib HehpaKLMOHMPOBAHHOIO renapuHa, ypoBeHs 2 «bepuxpom» (Berichrom Heparin UF Control 2)
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PucyHok 15 ®nakoHbl: KannbpaTtop He hpakuMOHNPOBaHHOIO renapuHa «bepuxpom» (Berichrom Heparin UF Calibrator)
KOHTpO/b HethpakKUMOHNPOBAHHOTO renapuHa, yposeHb 1 «bepuxpom» (Berichrom Heparin UF Control 1)
& 000 LWMPMi (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU KoHTpOnb HehpakLMOHMPOBAHHOTO renapuHa, yposeHb 2 «bepuxpom» (Berichrom Heparin UF Control 2)



10445989 PeareHTbl in’vitro Ans uccnefoBaHWs remocTasa B Habopax v
OTAeNbHbIX yrnakoBKax: Kannéparop He hpakUMOHMPOBAHHOIO
renapmHa «bepmnxpom» (Berichrom Heparin UF Calibrator)

MNHhopmauma o nponssoanTesie n ctpaHe Npon3BoAcTBa: Pel'l/lCTpaLI,VIOHHoe yaAoCtoBepeEHUE!:

CM. Ha ynaKoBKe 2012/13274 o1 17.11.2020

TOJIbKO And ANATHOCTUKKN IN VITRO
Ko napTumn, CpOK rogHOCTW, YCNOBUSA XPaHEHUS N ApP. CUMBO/bI YKa3aHbl Ha

OpPUrMHaNIbHOWN YNakoBKe

AHTUTena K B4 1,2 v Bupycy renatmta C n HBsAg oTcyTCTBYIOT

CocTaB: yKa3aH Ha OpUrnMHanbHO YNakoBKe W B UHCTPYKLUMW MO NPUMEHEHUIO

YNONHOMOYEHHbIN NpeacTaBUTENlb NPON3BOAUTENS Ha TeppuTopun Poccninckon degepaunu;
000 «CumeHc 3gpaBooxpaHeHmne»”™ 115093, MockBa, yn. ly6bunHnHckas, 96
Ten.: 8(800) 550-50-22

PucyHok 16 Kanm6partop He thpakuMoHMpoBaHHOro renapuHa «beprxpom» (Berichrom Heparin UF Calibrator): makeT pyccKkosA3bl4HOW MapKMPOBKU

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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10445985 PeareHTb! in vitro Ang uccnefoBaHUs remocrasa B Habopax u

oTAeNbHbIX YynakKoBKax: KOHTPO/b HeppakLMOHMPOBAHHOIO
renapunHa, yposeHb 1 «bepuxpom» (Berichrom Heparin UF

Control 1)

MHgopmayma o nponsBoguTesne U ctpaHe NpomM3BOACTBA: Pel'l/lCTpaLI,l/IOHHoe yOoOCTOBEPEHUNE!

CM. Ha ynakoBKe 2012/13274 oT 17112020

TonbkKo ana ANATHOCTUKI IN VITRO
Kopg naptnmn, cCpoK rogHOCTH, YCNOBUA XpaHeHUa U AP. CUMBO/Ibl YKa3aHbl Ha

OPUrMHaIbHOW YMaKoBKe

AHTuTena K B4 1,2 n supycy renatnta C n HBSAg OTCyTCTBYIOT

CocTaB: yKa3aH Ha OpUrMHa/IbHOWM YNaKoBKe W B MHCTPYKLMN MO MPUMEHEHNIO

YNO/THOMOYEHHbIN NpeAcTaBUTEeIb NPON3BOAUTENS Ha TeppuUtopmun Poccuiickon ®eagepaumnn:
000 «CumeHc 3apaBooxpaHeHue», 115093, MockBa, yn. ly6buHmnHckas, 96
Ten.; 8(800) 550-50-22

PucyHok 17 KoHTponb HethpakLMOHMPOBAHHOTO renapuHa, ypoeeHs 1 «bepuxpom» {Berichrom Heparin UF Control 1): MakeT pyccKOsi3bIYHOM MapKUPOBKU

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



10445986 PeareHTbl In vitro aAna wuccnegoBaHMs remocta3a B Haoopax W
OTAENbHbIX YNakoBKax: KOHTPO/b He(pakuMOHMPOBAHHOIO
renapuHa, yposeHb 2 «bepuxpom» (Berichrom Heparin UF

Control 2)

NHpopmaymsa o nponssogntene n ctpaHe Npou3BoOACTBa: PerncrtpaunoHHoOe yaocToBepPEHUE:
CM Ha ynakoBke 2012/13274 01 17.11.2020

TonbkKo ana ANAITHOCTUKW IN VITRO
Koa naptumn, CpoK rogHOCTU, YC/IOBUA XPaHEHUS U AP. CUMBO/IbI YKa3aHbl Ha
OPUrMHaNbHOW YNaKoBKe

CocTaB: yKa3aH Ha OpUrMHaNbHOWM yNakoBKe M B UHCTPYKUUM MO MPUMEHEHULO

YNO/THOMOYEHHbIW NMpeacTaBuUTeNb NPOU3BOAUTENSA Ha TeEPPUTOPUN Poccuinickoin ®epepaymnn:
00O «CumeHc 3apaBooxpaHeHue», 115093, MockBa, yn. lybnHuHckas, 96
Ten.: 8(800) 550-50-22

PncyHok 18 KoHTponb HehpakLMOHMPOBaHHOIO renapuHa, ypoBeHb 2 «bepuxpom» (Berichrom Heparin UF Control 2): MakeT pycCKOS3blUHOW MapKMPOBKM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 19 Pasbasutens 06pasLoB «/HHoBaHC O-auvep ayntoeHT» (INNOVANCE D-Dimer sample Diluent)

DOmei
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10487039 PeareHTbl in vitro And uccnefoBaHUA remocTasa B Haoopax U
OTAe/IbHbIX yrnakoBkax: Pa3zbasutenb 06pa3uoB «lHHOBaHC /-

anvep annoeHT» (INNOVANCE D-Dinner sample Diluent)

VHpopmauusa o nponssoantene v ctpaHe npous3BoACTBa, PerncrtpaymnoHHoe ygoctoBepeHue:
CM. Ha ynakoBke »("™32012/13274 0T 17.11.2020

Tonbko aona AVNATHOCTUKW IN VITRO
Koa naptnu, CpoK rogHOCTW, YCNOBUA XPaHEHUS U AP. CUMBO/IbI YKa3aHbl Ha
OPUTMHa/IbHON yNakKoBKe

CocTaB: yKa3aH Ha OPUTMHa/IbHOM YNaKOBKE U B UHCTPYKLUM MO MPUMEHEHUIO

YNONMHOMOUYEHHbIV NpeacTaBUTENb NPONU3BOANTENSA Ha TeppuTopumn Poccuiickoin depepayunm;
000 «CumeHc 3apaBooxpaHeHumne», 115093, MockBa, yn. ly6uHunHckasa, 96
Ten.: 8(800) 550-50-22

PucyHok 20 Pa3baButenb 06pa3yoB «/HHOBaHC 4-aumep auntoeHT» (INNOVANCE D-Dimer sample Diluent): MakeT pycCKOA3bIYHON MapK1pOBKY

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 21 CraHAapT sHAOreHHOro noTeHupyana TpomorHa «MHHoBaHe» (INNOVANCE ETP standard)



N q
10446024 PeareHTbl In vitro aAna wuccnefoBaHWs remocra3a B Habopax u
oTAeNbHbIX ynakoBkax: CrtaHOapT 3HAOreHHOro noTeHuwnana

Tpomb6uHa «MHHoBaHC» (INNOVANCE ETP standard)

MHpopmauua o nponsBognTene n ctpaHe NponsBoAcTBa: PerncrtpaymoHHoe yagoctoBepeHue:

2012/13274 o1 17.11.2020

CM. Ha ynakoBKe

TonbkKo agna ANATHOCTUKW IN VITRO
Koa naptun, CpOK rogHOCTU, YCNOBUA XPaHEHUS U AP. CUMBO/Ibl YKa3aHbl Ha

OPUTMHa/IbHON yNakKoBKe

AHTnTena K BVY 1,2 n supycy renatmta C n HBSAg oTcyTCTBYHOT

CocTaB: yKa3aH Ha OPUTMHA/IbHOW YNakKoOBKE U B UHCTPYKLUM MO MPUMEHEHUIO

YNONHOMOUEHHbIV NpeacTaBUTENb NPOU3BOAUTENS Ha Tepputopun Poccuiickoi ®egepaunu;
000 «CumeHc 3apaBooxpaHeHune», 115093, MockBa, yn. ybnHmnHckasa, 96
Ten.: 8(800) 550-50-22

PucyHOK 22 CtaHZapT sHAOreHHOro noTeHumana TpoM6uHa «HHoBaHe» (INNOVANCE ETP standard): MakeT pycCcKOsi3bIUHOW MapK1poBKM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



BCEro NPOLIUTO M MPOHYMEPOBAHO

J’o nwucta (oB).

JV OOO «CumeHC 3apaBoOXpaHeHne»
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