OEAEPAABHAST CAVIKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP) :

| PETHCTPALIHOHHOE YAOCTOBEPEHMUE
HA MEAWUHWHCROE U3AEJIUE
ot 06 HosiGpst 2024 rona  Ne P3H 2021/13204

Ha menmmnckoe uznenue
KonTposnubrii PacTBop rawoxossl "Axky-Yex® Hucrant' (Accu-Chek® Instant)

Hacrosimee perucrpanuonnoe YAOCTOBEPEHHE BBIIAHO
O6mecTBo ¢ orpannyennoii OTBETCTBEHHOCTHIO "'Pom lnarnocruxa Pyc"
(00O "Pom /Inarnocruxa Pyc"), Poccusn, 107031, Mocksa, Tpy6uas mi., 1. 2

IIpoussomurens
"Pom [lnaGerc Kea I'm6X", I'epmanus,
Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

Mecto npoussoacTa MemIHHCKOrO H3/IEITHs
Bionostics, Inc., 7 Jackson Road, Devens, MA 01434, USA

Homep peructpanmonnoro nocse Ne PJ1-65050/73143 ot 28.10.2024
Kirace norennuansuoro pucka IIPUMEHEHH S MEIUIIHHCKOTO H3eius 26

Koz O6uiepoceniickoro KJIacCH(HUKATOPA MPOIYKIIAH TI0 BUIAM 3KOHOMHUYECKOH
aesrensuoct 20.59.52.195 '

Hacrosuuee perucrpanuosHoe YAOCTOBEPEHHE UMEET NpHIIOKEHHE Ha 1 aHcTe




®EAEPAABHASL CAVIKBA T10 HAA3OPY B C®EPE 3APABOOXPAHEHIS
(POC3APABHAA3OP)

RPETHCTPALIMOHHOMY YOCTOBEPEHHUIO
HA MEAWLMHCROE U3EJIUE

ot 06 Hos16ps 2024 roaa Ne P3H 2021/13204

Ha memununckoe u3nenue

Koutpoasusiii pacrop riaroxossr "Akky-Uex® Hncrant" (Accu-Chek® Instant),
B COCTaBe:

1. KoHTpoasHbiit PAacTBOp [NIIOKO3BI HU3KOTO ypoBHS "Axky-Uek® Uncrant”
(Accu-Chek® Instant) (Control 1) - 1 mr.

2. KouTposnbakrit PacTBOp TIIFOKO3BI BRICOKOTO ypoBHS "Akky-Uek® Uucrant"
(AccuChek® Instant) (Control 2) - 1 1.

3.Z HHCTpyKIL¥s 0 npuMeHeHno (Package insert).

3amecTHTEb PYKOBOAMT eI DenepaabHoii ciryxObI b Y
N0 Hax30py B cdepe 35paBooXpanHeHus




