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n doTorpadimueckme N306paxeHNst MEAULIMHCKOTO 13aenust Ans AMarHoOCTUKN in vitro

I- Habop peareHToB A/15 onpegeneHus nmmyHornobynuHa G (IgG) Ha aHasmsaTopax droxummyeckux cepum Atellica
(Atellica CH Immunoglobulin G_2 (Atellica CH 1gG_2))

2021

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



PucyHok 1. Habop peareHToB gs1a onpegeneHns nmmyHornobynmHa G (IgG) Ha aHanusatopax 6roxnmmyeckmx cepun Atellica {Atellica CH Immunoglobulin G_2 (Atellica CH IgG_2)):
obwuii BUg n3nenus
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PucyHok 2. Habop peareHTOB s onpegeneHns umMmyHornobynmnHa G (IgG) Ha aHanusatopax 6uoxummndeckux cepum Atellica (Atellica CH Immunoglobulin G_2 {Atellica CH igG_2)):
nakeT ¢ peareHTamu, o6wWumii BAg, ynakoBka 1
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PucyHok 3 Habop peareHTOB g1 onpegeneHma nmmyHornobynmHa G (IgG) Ha aHanusatopax 6uoxummndecknx cepum Atellica {Atellica CH Immunoglobulin G_2 (Atellica CH IgG_2)):
nakeT c peareHTamu, o6LMiA BUA, ynakoska 2.
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October, 2020
To Whom it May Concern:

This is to certify that the attached document is the labels of the medical device:

Atellica CH Immunoglobulin G_2 (Atellica CH IgG_2)

For and on behalf of
Siemens Healthcare Diagnostics Inc.
Siemens Healthcare Diagnostics, Inc.

511 Benedict Avenue

n > Tarrytown. NY 10591 USA

Idrissa Sparks-Tillman
Senior Manager, Regulatory Affairs

Tammy Cave
Notary Public, State of New York
Registration No. 01CA6384044
Qualified in Westchester County
My Commission Expires December 3, 2022

Siemens Healthcare Diagnostics Inc. 511 Benedict Avenue 914 631-8000
Tarrytown, NY, 10591, USA www.siemens.com/diagnostics

r.Motci™
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The labels of the medical device:
Atellica CH Immunoglobulin G_2
(Atellica CH 1gG_2),

Siemens Healthcare Diagnostics Inc.
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The example of the labeling of secondary package - Variant 2
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The additional label for Russia which Is pasted on the external box

11097616 Habop peareHToB 111 onpefeneHns UMMyHorno6ynuHa G
(IgG) Ha aHanM3aTopax Groxmmmyeckmx cepum Atellica

(Atellica CH Immunoglobulin G_2 (Atellica CH IgG_2))

WHhopmaLusi 0 npon3BoguTene n cTpaHe Npon3BoACTBa: PernapauynoHHoe yjoaoBepeHue:

CM. Ha ynakoBke NO

TONbKO ana AMATHOaWKW IN VITRO

oT

Kog napTum, CPOK rogHoau, yCioBUst XpaHeH!st 1 Ap. CUMBO/IbI YKa3aHbl Ha
OpUrMHaNbLHOM ynakoBke

0 VHapyKumna no npMMeHEeHU0 Ha pycckoM A3blke Rev. 03

Coaas: YKa3aH Ha OpVIFI/IHEiI'IbHOVI ynakKOBKe U B MHCTPYKUMKX NO NPUMEHEHUID

ABTOPU30BaHHbIW NpeAcTaBUTENb MPOVN3BOANTENS HA TeppUTOpuM Poccuiickoil ®egepaunn:

000 «CumeHc 3apaBooxpaHeHue», 115093, Mocksa, yn. ybuHuHckas, 96
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The example of the labeling of primary package

IgG2 Pl
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Siemens Heallhcwe Diegnostlcs Inc.
Tanyom), NY W 1 USA

1111445 Rev. 03

KXXX XXXX WaX XXXX XXXX XXX
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MepeBof C aHrINIACKOro A3blKa Ha PYCCKMUI A3bIK

/Norotvr/:
SIEMENS
Healthineers

OkT516pb 2020 T.

Mo MecTy Tpe6oBaHus:

HacToAwWwMM yAooCTOBEPSIETCS, UTO MNpuU/araemMblii  [IOKYMEHT SABMASETCS MakKeTaMu  MapKUpOBKU
MEeAMLIMHCKOrO U3Aens:

Habop peareHToB An1sa onpegenexHms uMmmyHornobynuHa G (IgG) Ha aHannsaTopax 6UOXMMUYECKNX CEPUM
Atellica (Atellica CH Immunoglobulin G_2 (Atellica CH 1gG_2))

OT YMeHM 1 No NopYYEHUIO
«CnmeHc Xesnckea AnarHoctuke VHK.»
O {Siemens Healthcare Diagnostics Inc.)

/Moanunce/
Wapucca Cnapke-TunnsmaH
Beaywwimnii pykosoautens, 0TAEN perncTpaummn 1 ceptugukaumm

/Mevars/:

«CumeHc Xenckea JuarHoctuke VHK.»
511 Benedict Avenue

Tarrytown, NY 10591 USA (CLUA)

/Mopgnuce/
HoTapuyc

/Mevars/:
TEMMW KEWB
HOTAPUYC, WTAT HbIO-NOPK
JnueHsna Ne01CA6384044
Monyynna MMUEH3NI0 Ha OCYLLEeCTB/IEHME
HOTapVasibHOW AesATe/IbHOCTU Ha Tepputopun
OKpyra YacTtyecTep
CpoK MOUX MOMHOMOUMA NcTeKaeT 3 Aekabps
2022 .

«CumeHc Xenckea inarHoctuke NHK.» 511 Benedict Avenue 914-631-8000
Tarrytown, NY 10591 www.siemens.com/diaQnostics
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MakeTbl MapKUPOBKM MeaNLMHCKOTO U3AENNS:

Habop peareHToB g1 onpegenenuns ummyHornobynuHa G (IgG) Ha aHannszatopax
onoxummuyeckunx cepum Atellica (Atellica CH Immunoglobulin G_2 (Atellica CH IgG_2)),

Mpoussogctea «CuMeHc Xenckea AnarHoctuke UHk.»
(Siemens Healthcare Diagnostics Inc.), CLLA
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Mpumep MakeTa MapKMpoOBKW BTOPWUYHOIW yNakoBKKU - BapuaHT 1

r“96|
HOOBlliaw
$raLiv)iDoH

SN3M3IS

: SIEMENS
IgG 2 Healthineers
Atellico® CH

IgG 2

Wm...

HM DX siemens unVikevTvrrthiery

emCliu RxOnly
[Lnsaseraen«s r v*o 5)icnojHSf«tcajvn (B/MUMuecTMAMOro ohe/iBNBHM KoH-
LieHTpaLym uHMyHormoGyniHaG (Ig0) i uiio” im uorww (hoeu Yenonka k-
n’\KeneEMH) C IOMUPI0 aHanHastTopoe 6|OcuHvecut:1 cepia AsblisjAielka CH
CecTm.

1 [MBnmmnen(T)Mlams |1 Gychep (pH74) (20mon»/M| <no-
pAn Hatpya (100«wbln), $T »TpTIOW Y] P3 (MenvwTmuHrMBNe (64 ]
OpPep1PHEMCI (pH 7 4) (20 HHOMW/N) HHTPABMMPM [100 MMAK L. «TKTENb ¢
yfi{nm}, ¥BBaknHmMn oT cepm MMB Hapusi (009

SIEMENS
Heolthineers

Atellico* CH
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Mpumep makeTa MapKUPOBKM BTOPUYHON yNakoBKY - BapunaHT 2

IgG 2 SIEMENS

Heolthineers

AtcUica* CH

lgG_2
P 11097616 rrA/
/ \ 1IVDI [T~ vemenvioTiwfu

ANACLUA RxOnly
QMavarHoCHKMT VO » KIO/IYBTCHA o F* SOMMECTMAVONO OB 10H-
VenTPBLM ivvyvocrioByniva Q (100) b bbiaooTn H<11bIM Ly 10 H YBOOCEM (-
TVKefHpVHft, nononm aHaMmMTopoB Guoku»r«cNe cepsi) AM M IAM u CH
AW/A)
CesT«® P1 [1Unotneurncno;s {6 GyddTpcNeCl M) (30 mion™n)
(nopth HaTpVA (160 y M 1~ . <@ms uBTPRa (0,00%)]. P2 [Mormms I wwns (6
Byt rpHOKC! (K 7 4) (20MUAN/A] naTpT xndsa (150 T$or1) Buarvrena
\ ) 119¢ BMEKAMOCTY OT CepXM a3sia HaTpoa (000
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MakeT AONONHUTENbHOW MapKMPOBKN Ans Poccuu

11097616 Habop peareHToB Ansi onpeaeneHns UMMyHorno6ynmHa G

(IgG) Ha aHanmsaTopax Groxummyeckux cepum Atellica

(Atellica CH Immunoglobulin G_2 (Atellica CH IgG_2))

VHdopmaums o npon3soguTese U apaHe Npou3BoACTBa: PernapauvnoHHoe yfnoaoBepeHue;

ou. va ynakome No or
TONbKO )11 ANATHOAMKM IN VITRO

Ko,q napTunmn, CPOK roaHoOCTH, yCnoBmnAa XpaHeEHUA U Ap. CUMBOJIbl YKa3aHbl Ha
opmrleaanon ynakoBke

MHapyKuus No NpUMEHEHNI0 Ha PyCCKoM si3blike Rev. 03

CoaaB: yKasaH Ha OpWUIMHa/bHOW YMAaKOBKE M B MHAPYKLUW MO NMPUMEHEHMIO
ABTOpPM30BaHHbIA NpefaaBnTens NPON3BOANUTENA Ha TeppuTOopumn Poccuiickoii degepauuu;

000 «CumeHc 3apaBooxpaHeHne», 115093, Mockea, yn. lybuHnHckas, 96
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Mpumep MakKeTa MapKMPOBKMW MEPBUYHON yNaKOBKMU

Atellico® CH
IgG_2 P1
[1ot] |
XXXXXX

2 SIWe VI

YYYY-HM-OD  2"ctt?T

Siemens HeaAhcsra DiagnosDcs Inc.
Tarrylowi. NY 10591 USA

11111445 Rev. 03
XXXXXXU XXXX XXXX XXXX XXX
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2 v180

YYYY.MM-DD rciipT

Siemens HeiHIkme Diagnostlo Inc.
Taftylotm, NY 1069UJSA

11111446 Rev. 03
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nepesogunk CaHaa AHaunT JIeBOHOBHA

Poccuiickas dPegepaums
"opoz MockBa
[BaauaTtb AeBATOrO SAHBapSA [ABe ThbiCAYM ABaAUaTb MepBoro roga

A, 3BepeBa EkaTepuHa BanepbeBHa, BPEMEHHO WCMONHAOWaA 0643aHHOCTM HoTapuyca
ropoga Mocksbl Jygapesa AnekcaHapa Bnagumumposuya, CBUAETENLCTBYO MOAMIMHHOCTL NOANUCHU
nepesogymka CaHad AHauT JIeBOHOBHHI.

Moanuch caenaHa B MOEM MPUCYTCTBUN.

JTnyHoCTb Nognuca/6wero JOKYMEHT yCTaHOB/EHA.

3apeructpuposaHo! peectpe: Ne 77/178-H/77-2021-9-511.

YnnayeHo 3a COBET

Bcero npouwHyposaHo,
NPOHYMEPOBAHO W CKPENJIeHO
nevyatb------ z_"Vz_nHCToe

BPVO HoTapuyca

lavMinE»»a e m
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Ba

Poccuiickasa depaepaums
["opog MockBsa
Tpuauate NepBoro AHBapSA ABe ThiCAYN ABaALUaTh NEPBOro roga

A, Haxaes Marames Ka36ekoBu4Y, BPEMEHHO MCNONHAKL WK 06A3aHHOCTU HOTapuyca
ropoga Mockebl Oypapesa AnekcaHapa Brnagumuposuya, CBULETENbCTBYH BEPHOCTb KOMUU C
npeLCTaBNeHHOTO0 MHe JOKYMeHT X -

AN

3aperncTpuposaHo  )egcex-p,A Ne 77/17 /77-2021-9-659.

YnnaueHo 3a cose8wen%eiigaT8 M M bH (~o|lkiicteua: 900 py6. 00 kon.

Bc3ro npolHypoBaHo,
NPOHYMepPO” 0 1 CKpenseHo
neyarbto NINCTOB

BPWVO HoTap/ica

LipO10mpuacll [#3Yipoct
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