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PIGF CalSet

REfl 05144701190

Pycckuid

HasHaueHve

Ha6op kannbpatopos PIGF CalSet npeaHasHadeH Ans kanmbposku
KoryecTeHHoro Tecta Elecsys PIGF Ha IMMYHOXUMUYECKUX
aHasnsaropax Elecsys v cobas e.

TeopeTuyeckoe 060CHOBaHWe

PIGF CalSet npeactasnsieT coboit IMounnsnpoBaHHyto MatpuLy
IOLIAZVIHOI CbIBOPOTKN KPOBY C A06@BNEHHBIM B HEE PEKOMOUHAHTHBIM
yenoseyeckum PIGF-1 B 1BYX KOHLEHTpaLUsX.

CalSet MOXHO UCnob30BaTh CO BCEMM /IOTaMm peareHTa.

PeareHTbl — pabouvie pacTBOpbI
* PIGF Call: 2 dhnakoHa, no 1.0 mn kannbpatopa 1 B kaxgom

m PIGF Cal2:2 chnakoHa, no 1.0 mn kanmbparopa 2 B Kaxgom

PIGF-1 (4enoBeyeckuii, pekoMOUHaHTHbIA, E. coH) B 4BYX KOHLEHTpaLmsIX
(okono 5 nr/mn nokono 1200 nr/mn) B 6ychepe MaTpULbl NOLIAANHOI
CbIBOPOTKW KPOBMU.

Ananunsatop cobas e 801: TouHble 3Ha4YeHMs KanMbpaTopoB 4ia
OnpezeneHHoro /0Ta 3aK0ANPOBaHbI B 31EKTPOHHbIX LUTPUX-KOAAX U
[OCTYNHbI Yepes coefinHenne cobas link. Bce npoune aHanusartopsl;
To4Hble 3HaYEHUA KasMBPATOPOB /19 ONpejeeHHOro 10Ta 3aK04MpPOBaHbI
B LUTPUX-KOZAX U INCTE CO LUTPUX-KOLAMI KainbpaTopoB, BIOXEHHOM B
YNaKoBKY (Takxe JOCTYNHOM B 3/IEKTPOHHOM BUZE).

3HaueHna Kanubparopa

MpocnexusaemocTb: TecT Elecsys PIGF cTaHAapTU3MpoBaH OTHOCUTE/NbHO
“metoLLerocsa B npogaxe tecta PIGF.

Mepbl NPeLOCTOPOXHOCTY 1 NPeAYNpexaeHus

[LLnst in vitro AnarHoCTMKM 4Ns NCNo/b30BaHUS KBAIM(IMLMPOBAHHbIM
MeauLMHCKUM nepcoHanom. CoGntodalite cTaHaapTHbIe Mepbl
MPeOCTOPOXHOCTH, TpeByeMble Npu 06paLLeHM CO BCEMM
NabopaTopHbIMK peareHTamu.

OTX0fibl M3 MH(EKLMOHHBIX OTAENEHMIA WM MUKPOBUOOTMUYECKUX
naboparopuit:

Mpeaynpexaexne: o6paLLaiiTech ¢ 0TX0AaMM Kak ¢ NOTEHLMANBHO
GMO/IOrMYECKN OMacHbIM MaTepUasioM. YTUInanpyiite oTxofpl B
COOTBETCTBUN C YTBEPXKAEHHBIMU UHCTPYKLMAMN 1 METOAAMM.

BpeaHoe Bo3aeNCTBIE Ha OKPYXaOLLYI0 cpesy:

lpuMeHsiiTe BCe COOTBETCTBYIOLLME MECTHbIE NpaBuia 6e3onacHoii
yAnusauuu.

Macnopt 6e30nacHOCTI NpeaoCcTasnseTcs NPodeccMoHanbHOMY
1n0/1b30BaTE0 M0 3anpocy.

3TOT HAaGOP COAEPKUT KOMMOHEHTBI, KNacCUiMLMPyeMble CrieytoLLm

06pasom B cooTBeTCTBAN C Pernamertom (EC)  1272/2008:

Mpepynpexaexve

H317 MOXET BbI3bIBaTb a/I/IEPrUYECcKy0 PEAKLIMI0 KOXN.

H412 BpeaHo 4na BOAHbIX OPraHN3MoB C A0NTOCPOUHBLIMM
NXIeACTBUAMN.

Mepbl NPesoCTOPOXHOCTY:

p261 CrapaiiTech He BAbIXaTb Mblb / AbIM / ra3/ TymaH / napsl /
a3po3onu.

p273 He gonyckatb nonagaHusa B OKpyXaloLLUyo cpegy.

P280 HocuTe 3alLuTHbIE NepyarTky.

OTBeTHbIe AeicTBuS:

P333 + P313 [lpu nosiBNeHMN pa3gpaxeHns KoxXu uim ceinu: ObpatuTses
33 MEeAMLMHCKOI KOHCYbTauMeid / MoMOLLbHO.
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P362 + P364 CHumuTe 3arpssHEHHYI0 OeXAy U NXTupaiite ee nepes
CefyoLM 1CMOMb30BAHUEM.

Mepbl NPeA0CTOPOXHOCTY NPY YTUAN3ALMN:

P501 YTUAu3npoBaTh CoAepxUMoe/KOHTEHep Ha
COOTBETCTBYIOLEM 3aBO/IE NO YTUNU3ALIN OTXO/0B.

MapkupoBka 0 6e30MacHOCTU NPOZYKTa COOTBETCTBYET PyKOBOACTBY EU
GHS.

KoHTaKTHbIA TenedoH Ans Bcex cTpaH: +49-621-7590

Cnepyert n3beratb 06pa3oBaHis NeHbl 415 M06bIX TUNOB PEareHToB 1
06pa3LioB (06pa3ubl, kanMbpaTopsbl U KOHTPO/IbHLIE MaTepUasbl).

MpurotoBneHne paboyero pacTsopa

PacTBopuTe CofiepXMMOe OAHOTO thiakoHa, 0CTOPOXHO A06aBI1B POBHO
1.0 M1 AMCTUANNPOBAHHON NN [AEUOHN3NPOBAHHOI BOfbI 1 XTABUB
(h/1aKoH B 3aKPLITOM BIAE Ha 15 MUHYT 1O NOJIHOTO PaCcTBOPEHMA.
AKKypaTHO nepemeLuaiite, n3beras 06pasoBaHNs neHbl.

Mepeneiite aMMKBOTbI PACTBOPEHHBIX KAMBPATOPOB BO BXOASALLE B
KOMM/IEKT MOCTaBKM MyCTble (DIaKOHbI C 3TUKETKAMU 1 3aKpPbIBAOLLMMUCA
Kpbiwkamu (CalSet Vials). Haknelite Ha 3Ti A0NOAHUTENbHbIE (DAKOHbI
ITUKETKM, BXOAALLME B KOMM/IEKT NOCTaBKW. Kak MOXHO CKOpee noMecTuTe
aNMKBOTbI B MOPO3W/IbHYI0 Kamepy v xpaHuTe npu -20 BC (x5 RC).

Ha Kaxqy'o annkBoTy BbINOHAETCS TOMBKO OfHAa KanMbpoBoyHas
npoieaypa.

O6paTtuTe BHUMaHWe B OTHOLLEHWUM aHan3aTopoB cobas e 602 u cobas e
801: Kak aTUKeTKM (h1akoHa, TaK W OMOMHUTE IbHbIE ITUKETKM (ec/u
JOCTYNHbI) COAEPXAT 2 Pa3NNYHbIX LTPUX-KOAA. MOBEPHUTE KPbILLKY
(hnakoHa Ha 180 ®B npaBuIbHOE NOMOXEHNE, YTOBbI CUCTEMA NpoUnTana
LUTPUX-KOZ, MEXAY XenTbiMi Mapkepamu. MomecTuTe dakoH B Npubop kak
06bI4HO.

XpaHeHWe 1 cTabunbHOCTb

Xpanutb npu 2-8 °C.

JinodpunuanposanHble kambpaTopsbl CTabusibHb! 10 OKOHYAHUSA YKa3aHHOTo
Ccpoka rogHocTw.

CTabunbHOCTb PACTBOPEHHBIX KasMGPaTopoB:

npun -20 “C (£5X) 1 mecs, (gonyckaeTcs TONbKO

0JHOKpaTHOE 3aMOpaXiBaHIe)

[0 2 4acoB (1CMoNb30BaTh TO/bKO
OfiH pa3)

Ha 6OpTY aHaNM3aTopoB Mpy
20-25 °C

XpaHuTe KannGpaTopsl B BEPTUKAILHOM MOMOXEHUH, UTOBLI 3GEXaTh
ronagaHns pacTeopa kanmépaTopa Ha BHYTPEHHIOW MOBEPXHOCTb KPbILLKIA.

CocTtaB Habopa

m PIGF CalSet, kapToyka CO LUTPUXKOAOM, /INCT CO LUTPUXKOAOM
kanmbparopa, 4 nycTbix (p1akoHa C 3aKpbIBAILMMUCA KpbILLKaMK 1
ITUKETKaMK, 2X 4 3TUKETOK /19 (hNaKkoHOB

HeobxoayMble maTepuasbl (He BXOAAT B HA6op)

m [l ] 11776576322, CalSet Vials, 2 x 56 nycTbix pnakoHOB ¢
3aKPbIBAIOLLMMICA KPbILLIKAMM

* AMmyHOXMMUYeCKMe aHanm3aTopbl cobas e v peareHTsl TecTa
Elecsys PIGF

m [lCTUNNMPOBaHHAs WK AEeNOHN3MPOBAHHAA BOLA

[lns 6osee nogpo6HON MHAGOPMALMN KacaTeNlbHO JOMOMHUTENbHBIX

Heo6X0AMMbIX MaTepuanos 0bpaLyaiiTech K COOTBETCTBYHOLMM

WHCTPYKLMAM MO MPUMEHEHNIO TECTOB W PYKOBOACTBY NO/b30BATENSA HA

aHasnu3arop.

AHanm3

YcTaHoBUTE pacTBOpeHHbIe KaninbpaTopb! (B COBMECTUMBIX C CUCTEMOIA
thnakoHax ¢ 3TUKETKaMI CO LUTPUX-KOZOM) B 30HY /15 06pas3LioB.
CuuTaiite BCHO HEOOXOANMYHO MHKDOPMALMIO AN KANMOPOBKM TeCTa.

[lo Hauana npoBefieHNs 3MepeHui ybeauTeck B TOM, YTO Temneparypa
kanmbpartopos cooTeTcTBYeT 20-25 X .
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PIGF CalSet cobas"™

[laHHbIl NPOAYKT WAk ero 4acTu NPOU3BOAATCS N0 MLEH3UM
ThromboGenics n Geymonat Ha 0CHOBaHWUW €BPONEIACKOro naTeHTa
Ni 550519 1 naterTa CLUA N# 7314734, a Takxe 3apybexHbIx
IKBUBAUIEHTOB 3TUX NATEHTHBIX MPaB.

[ins 6onee noapobHoit MHopmaLn obpalLaiiTecs K PyKOBOACTBY
onepaTopa COOTBETCTBYHOLLMX aHA/IM3ATOPOB W UHCTPYKLMSM MO
MPUMEHEHIIO KO BCEM HEOOXOANMBIM KOMNOHEHTaM, UCNO/b3yeMbIM B
paborte.

Touka B aHHOI UHCTPYKLMM BCEraa UCNoNb3yeTcs A5 pasaeneHns
LECATUYHBIX PA3pPsA0B, YTOBI OTMETUTh FPaHLLY MeXZy LebiMu 1
APOBHBIMYM YacTAMM AECATUYHOTO Yncna. PasfenuTenn 4s rpynn paspsaos
He 1Cnosnb3ytoTes.

O M06OM Cepbe3HOM NMPOUCLIECTBUN, CBA3AHHOM C U3AE/MEM, HEOBXOAUMO
COOBLUMTH MPOM3BOANTEIKO 11 B KOMNETEHTHBIA OPraH rocyAapcTBa — uneHa
EC, B KOTOPOM HaxoauTCA M0Mb30BATEb W/M/IN NALIMEHT.

CBOLHbIii OTYET 0 6e30MACHOCTI M TEXHUYECKUX XapaKTepucTiKax
npeAcTaB/eH No CChlKe:
https:/lec.europa.eLiAools/eudamed

CvmBO/IbI

B gononHeHue k nepeuncnenHbiM B cTaHgapte |S 0 15223-1, Roche
Diagnostics npumeHsieT criegyiole cumsosibl v 3Hakm (ana CLUA: ow.
dialog.roche.com gns onpegenexus UCnosb3yeMblX CMBOJIOB):

|CONTENTI Cocras Habopa

[system! AHanu3aTopbl/Npuopbl, Ha KOTOPbIX MOXHO
1CNO/b30BATL PeareHThbl

[reagent! PeareHt
[calibrator! Kanu6patop
_ > O6bem nocne pacTBOPEHNS WK CMELLMBAHNS

[GTIN[ Homep B cuCTEME MEX[YHAPOAHOI TOProB/N

[lanonHeHus, yaaneHns un usMeHeHus 0To6paxaloTca Ha MHAVKATOpe U3MeHeHMit a nonsx
02021, Roche Diagnostics

N £
0123
d Roc"e Diagnostics GmbH, Sandhoter Strasse 116, D-eesOS Mannheim
www.roche.com
<~Roche”

+800 55056606

212 2022-06, V 6.0 Pycckuii
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PIGF CalSet

cobas

Mpunoxexnue 1 (Pasagen cneumnanbHo NpefHa3HaueH A1 MHCTPYKLUKAW MO NPUMEHEHUIO HAa PYCCKOM Si3blKe.)

MokasaHunA

Habop kannépatopos P1GF CalSet npegHasHaueH 415 KanMbGpPOBKM
KonnyecteeHHoro Tecta Elecsys PIGF Ha MMMYHOXMMWUYECKUX
aHanm3atopax Elecsys u cobas e.

MpoTuBonokasaHna
He npumeHumo. W3genve npegHasHauyeHo Ans I'Ia60paT0pH0l7I
[ONarHoCTUKK.

Mo6o4Hble feiicTBUA
He npumeHvWmoO, T.K. MeAMLMHCKOE W3fenve npefHasHayeHo ans
NabopaTOpHOIA AMarHOCTUKN.

Bpemsi pacTBopeHus kanubpatopa 1 (PLGF Call) - He 6onee 15
MUHYT
Bpemsi pactBopeHus kanubpatopa 2 (PLGF Cal2) - He 6onee 15
MUHYT

MoaTBepXaeHne METPO/IOTYECKOIA MPOCNEXMBAEMOCTH
KanmGpoBKM, JONYCTUMbII NPOLEHT OTKIOHEHMUS B npeaenax 5%.

pH
PLGF Call 6.7- 73
PLGF Cal2 6.7- 73

CpoK rogHocTun
JNnothununsnpoBaHHble  KanmbpaTopbl CTabubHbl O OKOHYaHWS
YKa3aHHOro CpoKa rofHocTu, MakCUManbHO 18 mecsiueB ¢ MOMEHTa

npou3BOACTBa, MpW TemrepaType XpaHeHus 2-8 @®C (gaty
MPOV3BOLCTBA CM. Ha YMaKoBKe).

KomnnekT nocTtaBKu

B KOMMEKT NOCTaBKW BXOAUT:

Habop KanmMbpaTtopoB [ANs  KOMWYECTBEHHOTO  OMpefesneHus

nnaueHTapHoro aktopa pocta (P1GF) B CbIBOPOTKE KpOBU
VIMMYHOXEMUIIOMUHECLIEHTHLIM  METOZOM Ha aHanu3aTopax W
MOLYNAX MMMYHOXMMUMYecKnx cobas e (P1GF CalSet Elecsys and
cobas e analyzers), B cocTase:

1 Kannbpatop 1(PLGFCall), dhnakoH, o6bem 1,0Mn-2wWwT.;
2. Kanubpatop 2 (PLGF Cal2), ¢nakoH, 06vem 1,0 M- 2 wr,;
3. Kapra co wrpux-kogom - 1wr.;

4. ®nakoH nycToi - 4 nrr.;

5. OTuKeTKa Ana nakoHa- 8 wT.;

6. VIHCTpyKLWA N0 NPUMEHEHWIO.

YnakoeKa

Kannopatop 1(PLGFCall), dnakoH, o6bem 1,0MNn-2wWwT.;
Kannépatop 2 (PLGF Cal2), chnakoH, 06bem 1,0 M - 2 Wwr..

MapameTpbl (h1akoHOB ¢ Kanubpatopamu 1, 2

MepBMYHas ynakoska: r1akoH

Matepuan: (nakoH CTEKNAHHBI, KpbILLKa - NOAN3TUNEH

Pa3mepsb! (anameTp / BbicoTa): 17,5mMm £0,3MM/39,5MMm+ 0,1 MM
TonwwuHa cteHku -0,5 mm+10%

Tvn pasmelleHns Ha Npuoope: NoMeLLaeTca B AWUCK 41 06pasLoB
(415 AUCKOBbLIX aHANM3aTOPOB) MW B LUTATUB 419 KannbpaTopos
MeTog 3abopa: acnvpaums

[abapnTHble pasmepbl Kpbiwek (nakoHoB (PLGF Call 6enas u
PLGF Cal2 yepHas KpbILLKW):

BHeLwHWA gnameTp ¢ Hacedkamu: 17,4 mm + 0,15Mm

BbicoTta 12,0 MM = 0,15 mm

b nakoH NyCTOW:

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Martepuan: 1akoH NONM3TUIIEH, KPbILLKA NOANUMNPONWUIEH
Pa3mepsbl (BbicoTa/ gnameTp): 53 mmt 0,3 Mm/18mm £0,1 Mm
Bec: 2,3r+ 0,2r

TonwwmHa cteHkn -0,5 MmM+10%

"abapuTHbIe pasmepbl Kpbillek nycTbix gnakoHos (PLGF Call 6enas
1 PLGF Cal2 yepHas KpbILLKWN):

[JnvHa (ceit Kpbiwwkun) 17,6 MM £ 0,2MM

LLnpunHa (Bceii Kpbiwkm): 17,6 MM + 0,2 MM

BbicoTa (BCeli KpblwkK): 13,6

Bce pasmepHble 4OMYCKM BbIMO/HEHbI corlacHo 1SO 2768-mk, 1SO
8015 n DIN 16901-150.

W3aenve ynakoBaHo repmMeTuyHo.

BTopuyHas ynakoBka: KapTOHHas KOpoGKa, pasmepbl (A4AMHa X
LIMpPUHaX BbicoTa): 123 MM+10%Xx 88 MM+10%x66MM+10%
Bec: 100 r+10%

YnakoBka um3genuii obecrieumBaeT JOCTATOMHYH 3aWuTy OT
MEXaHMYECKMX,  K/IMMATUMYECKUX BO3AEACTBUIA  MpU  yCrnoBuu
COOMI0AEHNS NPaBWA TPAHCMOPTUPOBKM U XPaHEHNS.

Mapkuposka
B cooTBetcTBUM € PernameHTtom EC Roche Diagnostics ucnonbsyet
CliefytoLLme CUMBObI U 3HaKK:

Onpeamente
Bikhmuiiic, cm. HHCTPYKUIO 0 NO

ThimBent Onoegenemue

Homep nota

Cumson

&

noweBexoo

KatanoxHselii Homep

i |J MpoHMosUTE.Th | Cpok roaHocT
CEos arrmmancomstmsamn

T TemneparypHbli gkanaTon i :::rauaan::m HOMep npeameTa
—~ W QR-kog Aata HTrotosaeHuna

— COMG::TI::;ETA: BOCCTAKOANEHHA K OnacHocTb ANA TAOPOBLA

LLBI_' YwncanbHelil nageHTUdUKaTop ToBapa
MapknpoBKa KapTOHHOW ynakoBKM Habopa Kanmb6patopos
1 HanmeHoBaHvie
2. KaTanoxHsblii Homep
3. Cofiepxvmoe
4. O6bem nocne BOCCTaHOB/EHUS
5. HasBaHve v afipec npou3BoauTena
6.  CTpaHa NpoucxXoxaeHus
7. TonbKo ANS AMArHOCTUKK in vitro
8.  CE-mapkmpoBKa C YyKaszaHWeM HOMepa YMnO/HOMOYEHHOro
opraHa
9.  TemnepaTypHblii AuanasoH
10. MpegpynpexgeHune: ObpaTuTech K WHCTPYKUMM 1o
MPYMeHEHUIO,  CCblIKA  Ha  Pecypc C  3KCryaTauoHHOA
[OKyMeHTaLmei
11. Howmep nota
12, Cpok rogHoctu
13.  Jarta usrotoeneHus
14. QR-kopg
15.  JloroTtvin M3rotosutens
16. TnobasbHbIA HoMep npeamMeTaToprosan (GTIN)
17. TpepynpexaeHve: ONacHoOCTb A1 340P0BbA
18. KopgoBoe 0603HaueHne onacHocTn: H317, H412
19. Kogbl Mep npefocTopoxHocTu: P261, P273, P280, P501
20. Kopgbl oTBETHbIX Mep: P333+P313, P362+P364
21.  YHUKanbHblA MaeHTU(MKATOP TOBapa

MapKupoBKa (h1aKoHOB

2022-06, V 6.0 Pycckwii
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MpunoxeHue 1 (Pasgen cneynanbHO NpefHaszHaueH 418 UHCTPYKLMM MO MPUMEHEHUIO HA PYCCKOM si3blKe.)

HavmeHoBaHWe kanubparopa

LLITpnx Kog

KaTanoxHsblii Homep

ToNbKO ANa AUarHoCTUKK in vitro
MpenynpexaeHune: ONacHOCTb 415 340POBbA
O6bem nocne BOCCTaHOBNEHNS
TemnepaTypHbIii AnanasoH

Howmep nota

Cpok rogHoctu

JloroTvn nM3roToBuTens

©OND AR WN

=
o

MapKupoBKa NycTbIX (TAaKOHOB

1 HavmeHoBaHue

2. KaTanoxHblii HoMep
3 Cpok rogHocTtu

4. Homep nota

5. LLTpuxKog,

MaKeT MapKMpPOBKMU Ha PYCCKOM 5i3blKe

Habop kannbpaTopoB ANS KOAMYECTBEHHOTO OMpefeneHuns
nnaueHTapHoro aktopa pocta (P1GF) B CbIBOPOTKE KpOBU
UMMYHOXEMUTIOMUHECLEHTHBIM METOOM Ha aHanusaTopax u
MOAYyNaxX HMMyHoxumMmmyeckux cobas e (PIGF CalSet Elecsys and
cobas e analyzers), B cocTase:

1  Kanu6patop 1 (PLGF Call), dnakoH, obbem 1,0 mn - 2

LT,

2. Kanubpatop 2 (PLGF Cal2), dnakoH, o6bem 1,0 mn - 2
LUT.;
KapTa co WTpnx-kogom - 1 wr,;
®dnakoH nycTom - 4 wr.;
3TukKeTKa AN (hnakoHa - 8 wr.;
VIHCTPYKUMSA NO NPUMEHEHWIO.

o 0k W

PerncrtpaunornHoe yaoctosepeHue Ne oT

CpOK rofiHoCTH CM. Ha ynakoBKe

Temnepatypa XpaHeHusi CM. Ha YnakoBKe

Howmep f1oTa cM. Ha ynakoske

Mpomssogutens:  «Roche  Diagnostics  GmbH»  ("Poww
[narHoctnke T'M6X™), Sandhofer Strasse 116, 68305 Mannheim,
Germany, NepmaHus

M3aenve npefHa3HauyeHo TONLKO ANA [UATHOCTUKK in Vitro

Y NOMHOMOYEHHbI npegcrasuTens npon3BoAMTeNA Ha
Tepputopun P®: O6LIECTBO C OrpaHWYEHHON OTBETCTBEHHOCTbIO
«Poww AnarHoctuka Pyc» (OO0 «Pow AuarHoctuka Pyc»), 107031,
Mocksa, Tpy6Has nnowagb, 4.2 Ten: +7 495 229-69-99, takc: +7 495
229-62-64. E-mail: moscow.reception2_dia@roche.com

Kart. Homep 05144701190

Tpeb6oBaHUs K MapKuMpoBKe rpynnosoi ynakoBKwu

(TpaHCMOpPTHOV Tapbl), YCTAHOBNEHHbIE N3TOTOBUTENEM

ToBap C TpaHCMOPTHOW (FPYNMoBOi) MapKMPOBKOM YNaKoBKM
UCMONb3yeTcs  TONMbKO  ANA  MepeMellieHns  usgenus  C

MPOW3BOACTBEHHOV  MIOWAAKA A0  COBCTBEHHOrO  CKnaga
MPOU3BOAWTENSA Ha TEPPUTOPUM CTPaHbl M3roToBUTENS. T.0. TOBAp C
TPaHCMOPTHON MapKMPOBKOI He MOCTaB/ISAETCA Ha TeppuTopuio P.
Ha TpaHCcnopTHO MapKVpOBKe yKa3aHbl CBEAEHNS, VMEIOLLMECH Ha
perynspHoii MapkupoBKe, B TOM Yu1C/e faTa MPOM3BOACTBA NPOAYKTa
(hrKcmpoBsaHa.

YCcnoBua TPaHCNOPTUPOBKMU

Mepen oTNpaBKoi C 3aBoja MPOAYKT MPOXOAWUT KOHTPO/bHbIE
npoBepku. MexxayHapoHble CUMBO/Ibl Ha YMaKoBKe U crnelunasibHble
WHCTPYKLMMW MO 00paLLeHNIO YKa3blBalOT TPAHCMOPTMPOBLLMKY, Kak
cnefyet 06pallaTbea ¢ 3TUM NPOAYKTOM. Mpu nonyyeHnn npogykra
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BHMMaTEe/IbHO OCMOTpWTE YNakoBKy. Mpn Hannuum nobbix cregos
HEMpaBWLHOTO  O6palLeHns WKW  MOBPEXAEHUA  HEMeL/IeHHO
obpaTuTecb B OTAeN 0OCNYXMBAHMA KAMEHTOB KOMMaHuu «Roche
Diagnostics GmbH» ("Pow, [AuarHoctuke [I'M6X") wuam K
pervoHanbHOMY NOCTaBLLMKY.

TpaHCNopTUPOBKa OCYLLECTBNSETCA BCEMWM BMAaMWU TpaHcropTa B
KPbITbIX TPAHCMOPTHLIX CPeAcTBaX B COOTBETCTBUAM C Mpasuiamui
MepeBO3KW rPy30B, AE/CTBYIOLMMM Ha KaKLOM BuAe TpaHcropTa.
Temnepatypa npu TpaHcnopTnposke 2-8°C.

CTepunusaymsa
M3genvie noctaBnseTca HeCTEPU/bHLIM. He NoAneXxuT noBTOpHOMY
MCMONb30BaHMIO U/nnn crepunusaynm nonb3oBaTenem.

Tpe6oBaHWs K OXpaHe OKpyxXatw e cpeabl

MeauUMHCKoe W3aenve Mpu MUCMob30BaHWM, TPAHCTOPTUPOBKE U
XpaHeHUM He OKa3blBaeT HEraTUBHOIO BO3AEMCTBUA Ha YenoBeKa U
OKPY)KAIOLLYHO Cpedy Mpu COBMIOLEHUN YCNOBUIA MPUMEHEHUS U Mep
MPefoCTOPOXKHOCTH, YKa3aHHbIX B UHCTPYKLMN.

YTtunusaunsa

Bo u36exaHvne BO3MOXHOrO 3arps3HeHWst OKpyXatolleid cpefbl
Habop KanubpaTopoB [A/11  KOMMYECTBEHHOrO  OMNpeaeneHus
nnaueHTapHoro akTtopa pocta (P1GF) B CbIBOPOTKE KpOBU
MMMYHOXEMUIIOMUHECLIEHTHBIM ~ METOAOM Ha aHaau3aTopax W
MOAYNSaX UMMyHoXMmMu4yecknx cobas e (P1GF CalSet Elecsys and
cobas e analyzers), ¢ NCTEKLIMM CPOKOM FOAHOCTU, & TAKXKE OTXOAb,
MCMO/Mb30BaHHbIX ~ PeareHToB,  AO/MKHbI  YTUAW3MPOBATLC B
COOTBETCTBMM C  MECTHbIMWA  FOCYZApCTBEHHbIMW U/ WK
60NbHUYHBIMU HOPMATUBHLIMU TPE6OBAHUAMM.

MpaBUbHOE YHUUTOXEHWE W yTunuzauus GyaeT MOAAEPXKMBATh
COXpaHeHWe MNpUPOAHLIX PEecypcoB W COAEACTBOBaTb  3aLiuTe
3[0pOBbS YeN0BEKA U OKpYXKatoLLeli cpefbl.

YTnnnsaunsa oTXoA40B yNakKoBKW.

YnakoBka npogykuum «Roche Diagnostics GmbH»  ("Pow
[wnarHoctrke M'm6X") paspaboTaHa C LieNbio CBEAEHUA K MUHUMYMY
3arpsisHEHNS OKPYXKatoLeil cpefbl MpW COXPaHEHWWU LIENOCTHOCTU
npogyKTa BO BpPeMs TPaHCMOPTUPOBKM 1 XpaHeHUs. YNakoBOYHbIe
0TX0A4bl AO/MKHbI YTUNU3NPOBAaTbCA B MECTHbIX MNYHKTax c6opa
YMaKoBKK, B CMELMaNN3MpoBaHHbIe KOHTEHEPbI, PaCMNON0XKEHHbIE B
MyHUUnnanuTeTax.

YTVIﬂI/I3aLI,I/1ﬂ n3genna ¢ ICTeKW UM CPOKOM FogHOCTU M OTX0A0B,
MCNONb30BaHHbLIX peareHToB.

Mpy yTUAK3aLMN U YHUUTOXEHUN W3LENNIA C UCTEKLIMM CPOKOM
roOHOCTM, a Takke OTXOAOB, WCMOMb30BaHHbLIX peareHToB,
HeobXxoaumo [elicTBOBaTb B COOTBETCTBUM C TUFMEHWNYECKMMM
HOpMaTMBamMu W CMefoBaTb OMUUMANBHBIM - MHCTPYKLMAM MO
YTUAN3aLUMA N YHUUTOXEHWIO MOTEHUMANbHO WHBEKLMOHHOIO
XMMMYECKOTO MaTepuana, MPUHATLIM Ha TeppeTopuu Poccuiickoi
degepaumu 1 B gaHHom J1M1Y.

KntouyeBbiMy  BOMpocaMu B CTpaTerun ynpasfieHWss OTXodamu
ABNISETCA ONTUMMU3ALMA TAKTUK U NOAXOAO0B K KOHEYHbIM NPOAYKTaM,
a TakkKe MWHUMW3ALMS BO3MOXHOFO 3arpA3HeHus OKpy>atoLei

cpegbl.
bonee  MoApobHY  MHGOPMAUMIO  MOXHO — NOAyYnTb Y
npou3BoAUTENS / YMO/IHOMOYEHHOr 0 npeAcTaBUTENS
npou3BoanTeNs.

YTuamsaums [Jo/mKHa NpOBOAWTLCS B COOTBETCTBUM C MECTHBIMU
HOpMaMmy  3aKOHOAATENbCTBA, @ TaKKe B COOTBETCTBUMM C

NPOTOKOMaMM  MEAVLMHCKOTO  YUPEXAeHNs,
[JaHHble MeNLMHCKIE U3aenus.
He yT1131poBaTb COBMECTHO C 6bITOBLIMU OTXOAAMN.

rae  mncnonb3yrTcA

FapaHTuiiHble 06s13aTenbCTBA
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PIGF CalSet

cobas”

MpunoxeHne 1 (Pa3aen cneynanbHo npegHasHadeH 4ns UHCTPYKLMMW NO NPUMEHEHUIO HA PYCCKOM si3blKe.)

Mpoussogutens (komnaHma «Roche Diagnostics GmbH» (“PoLu
[JvarHocTtuke Mm6X")) rapaHTupyet, 4yto Ha6op KannépaTtopos s
KONWYECTBEHHOTO OMpefie/IeHns NnaLeHTapHoro akTopa pocta
(PIGF) B CbIBOPOTKE KPOBU MMM/ THOXEMWUTHOMUHECLIEHTHBIM
METOAOM Ha aHa/m3aTopax v Mogynsx MMMYHOXMMUYECKUX cobas e
(PIGF CalSet Eleesys and cobas e analyzers), cooTBeTCTBYeT
cneumuKaumam, 3asBNeHHbIM Ha  3TWKeTKe. [lpowssofuTenb
rapaHTvpyeT 6e30MacHOCTb MEeAULIMHCKOTO W3fenns, OTCyTCTBUE
HeJoMyCTUMOrO puUCKa MPUYMHEHUS BPefa >KW3HW, 3[0pOBbIO
uenoBeka W OKpYXatolleid cpefe Mpy WCMO/Mb30BaHUM Habopa

peareHToB MO Ha3HaueHU B  YCMOBUAX, MNPEeLyCMOTPEHHbIX
NpPOV3BOAUTENEM.

MpoussoauTeNnb  rapaHTMpyeT  CTaGWIbHOCTb — PeareHToB [0
OKOHYaHMs  CpoKa TFOAHOCTM  MPW  COGMIOLEHWM  YCNOBWIA
TPaHCMOPTUPOBAHWS, XPaHEHWs U MPUMEHeHWs, YKa3aHHbIX B
VHCTPYKLUMM.

M3genvsa [OMKHbI UCMO/Mb30BATLCA TOMLKO [0 WUCTEYEHUS CpoKa
FOHOCTY, KOTOPbI YKa3aH Ha YMakoBKe.

HACTOAWAA OrPAHUYEHHAA TAPAHTUA 3AMEHAET
COBOW MHBIE FAPAHTUW, OAHO3HAYHO BbIPAYXEHHbBIE
N NMOAPA3YMEBAEMBIE, BKJ/THOYAA NNMIOBYHO
MOAPA3YMEBAEMYIO TAPAHTUIO MPUITOAHOCTW ANA
KOMMEPYECKOIO NCMNOJ/Ib3OBAHNA NN ONA NHOBON
MHOW LENN. KOMMNAHWA ROCHE DIAGNOSTICS GmbH HE
HECET OTBETCTBEHHOCTWN 3A CNYYANHBIE,
HEMPAMBbIE, CNEUMANBHBLIE NN KOCBEHHLIE YBEbITKW.
Mo Bompocam, CBA3aHHbIM C KAYeCTBOM M3AeNuiA, a Takke C UX
paboToi, HYXKHO 06paLLaTbes K Y MOMHOMOYEHHOMY NPeACTaBUTENO
NPOV3BOAUTENS Ha TeppuTopumn Pd:

O6LLEeCTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO «PoL narHocTvKa
Pyc» (OO0 «Pow [AunarHoctuka Pyc»), 107031, Mocksa, Tpy6Has
nnowgagp, 4.2, Ten.: (495) 229-69-99, axc: (495) 229-62-64

MpeTeH3uKn Mo KavecTBy (peknamayus)

Mopsagok  nmpeabsBneHWs  peknamauuin OTBETOB HAa HWX
perynmpyeTcs  rpaXAaHCKMM  MpaBoM.  Peknamaums — MOXeT
NpeabaBATLCA TOBKO MO TaKMM BOMPOCaM, KOTOpble He SBAS/NCH
npesMeToM NprYeMKWM TOBapa, MPOM3BEAEHHOW B COOTBETCTBUM C
YCNOBMSIMW [OTOBOPA.

Mo Bcem BOMpocam, CBs3aHHLIM C OBCAYXMBaHUEM U3LeNws,
Heo6Xx0AMMO 06paTUTbCA K YMOAHOMOYEHHOMY MpPeACTaBUTENH0
Npou3BOANTENS.

B cnyyae peknamauuu 06pallatbCsi K MPOU3BOAUTENO U [ WM
YNOMHOMOYEHHOMY NPeACTaBUTENIO MPOU3BOAUTENS.

"

MpumeyaHme:
AHann3aTopbl 1 MOAY/M UMMYHOXMMUYECKME cobas e:

cobas e 411: AHanusarop VIMMYHOXUMUWNYECKMNA
3NEKTPOXEMUMIOMUHECLEHTHBI  Cobas e 411  (rack/disk) ¢
NpUHaANeXHoCTAMKY, npom3sBoAcTBa "Pow [uarHoctnke IM6X",
epmaHus, permctpaumoHHoe ygoctosepeHre Ne ®C3 2007/00478.

cobas e 602: MnaTdopma mMogynbHas Ans GUOXMMUYECKOTO W
MMMYHOXMMMWYECKOr0 aHanm3a "kobac" (cobas) B pasnnyHbIX
KOH(Urypaumsax, C MpUHALNEXHOCTAMU, BapuaHT WCMONHEHNS:
"kobac 8000" (cobas 8000), npousBoacTBa "Pow [uarHoctuke
'm6X", TepmaHusi, perncTpaunMoHHoe ypocToBepeHune Hz ®C3
2012/12764 (coctouT M3 Mmopgyneii cobas ¢502/701/702 wn cobas
€602/e801).

cobas e 601: MMnatchopma MOAynbHas 19 OGUOXMMWYECKOTO W
MMMYHOXUMMYeCKoro aHanmsa "Kobac 6000" (cobas 6000) B
pasnMYHbIX KOH(Mrypaumsax, ¢ NpUHAL/IEXHOCTAMM, NPOU3BOACTBA
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"Pow [uarHoctuke [M6X", [epmaHusi,  perncrpaumoHHoe
ypocToBepeHne Ne P3H 2015/3050 (cocTouT 13 Mogyneii cobas ¢ 501
1 cobas e 601).

cobas e 801: lMnatdopma MogynbHas A1 GUOXMMUYECKOTO K
UMMYHOXMMUYECKOr0 aHanm3a “"Kobac" (cobas) B pasnnuHbIX
KOHUrypaumsx, € MPUHALNEXHOCTAMM, BapuaHT WCMOMHEHNS:
"kobac 8000" (cobas 8000), mpowmssozacTBa "Pow [umarHocTuke
'm6X", [epmaHus, perucTpauuoHHoe ypgoctoBepeHne Ne @C3
2012/12764 (cocTouT M3 moaynein cobas c¢502/701/702 wn cobas
€602/e801).

Mnatchopma MOAYNbHas ons 6MOXMMUYECKOTO "
UMMYHOXMMMYECKOTO aHanu3a '“kobac" (cobas) B pasUyHbIX
KOH(Mrypaumax, ¢ NPUHAGIEXHOCTAM, Bapuarrr  WCrMOMHEeHWS:

"Kobac npo" (cobas pro), npoussogcTtea "Pow AunarHoctuke MvoX",
[epmaHus, peructpaunoHHoe ygoctoBepeHne Xa ®C3 2012/12764
(cocTouT 13 mogyneii cobas ¢ 503 u cobas e 801).

cobas e 402; MnaTtchopma MoLyNbHas «k0obac Nblop» 415 NPOBeAeHNs
UMMYHOMOTMYECKUX U (DOTOMETPUYECKUX  aHanmsoB,  C
npuHagnexHoctamn  (cobas ® pure integrated  solutions),
npomnssoacTea "Pow AuarHocTnke MmM6X", F'epmaHus (COCTOUT 13
mogynein cobas ¢303, cobas e402).

Mcnonb3yeTcs COB.MECTHO C:
- PeareHTbl B KacceTe Anf KOAWYECTBEHHOrO OMpeAeneHus
nnayeHTapHoro (aktopa pocta (P1GF) B CbIBOPOTKE KpOBU

NMMYHOXEMUTHOMUHECLIEHTHbBIM MeToA0M Ha MoAaynax
UMMyHOXUMUYeckmx  cobas e  (Eleesys PIGF cobas e
analyzers/PLGF), npoussoactea "Pow [AwuarHocTuke [mM6X",

"epmaHms, Roche Diagnostics GmbH, Sandhofer Strasse 116,68305
Mannheim, Germany.

Ha6op  peareHTOB Ye/I0BEYECKOro

ana - onpegeneHus
nnaueHtapHoro akropa pocta (PIGF Eleesys, cobas e),
npoussoacTea "Pow [AwarHoctwuke IM6X", [epmaHus, Roche
Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim,

Germany. PeructpaunoHHoe ygoctoBepeHue X» ®C3 2009/04419.
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MepeBOA C aHFIMINCKOTO Y HEMELLKOTO AI3bIKOB Ha PYCCKUIA S13bIK

3eenep 3HA Ap. Pennmet (Seder & Dr. Fellmeth)
HoTapmnanbHaa KoHTopa
HoTtapunanbHas koHTopa 3eenep aHa Ap. Pennmet (Seeler & Dr. Fellmeth) No7* 23*68161 MaHHxaiim

YpocToBepeHUe Konnm

HacToAwym cerogHs NOoATBEPXAAETCA BEPHOCTb KOMNMMn C npeactaB/€HHOro opurnHasia JOKyMeHTa.

r. MaHHxalim, [LLtamn: 23 gekabps 2022 r.]

[Moanuce]
Knayaus 3eenep (Claudia Seeler)
HoTtapuyc B r. MaHHXxaiim

[Fep6oBas nevatb: Knayamna 3eenep (Claudia Seeler)
HoTtapuyc B r. MaHHxalim]

HoTapuanbHas KoHTopa 3eenep aHA Ap. ®ennmet (Seeler & Dr. Fellmeth)*Ne 7,23*68161 MaHHXaiiM * NAEHTU(HUKALMOHHbLIA HOMEP NnaTenblinka
HAC DE308834223
Ten. +49621860862-0 * dakc +49 621 860 862-89 * KANZLEL@NOTAR1AT-07.DE * WWW.NOTAR1AT-07.DE
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PIGF CalSet

TeKkcT Ha PYCCKOM A3blKe |/|HCprKL|,l/II/I no MPUMEHEHUK Ha MeANMUWNHCKOE Wuns3genne: Ha6op
KanmbpaTopoB [N KOMIMYECTBEHHOr0 OnpeaenieHnst nnaueHTapHoro daktopa pocta (PIGF) B
CbIBOPOTKE KPOBM  MIMMYHOXEMWU/IIOMUHECLEHTHLIM ~ METOAOM Ha aHanmMsaTopax W MoAynsix
nMMyHoxmmmnyeckmx cobas e (PIGF CalSet Elecsys and cobas e analyzers)

nponseoacTea «Pow AunarHoctuke F'm6X» (Roche Diagnostics GmbH), CaHgxodep L Tpacce 116, 68305
MaHHxaim, MepmaHua (Sandhofer Strasse 116, 68305 Mannheim, Germany)

PA3PABOTUMK
«Poww AnarHoctuke Mm6X» (Roche Diagnostics GmbH), MepmaHus.
Canpxodep LLTpacce 116, 68305 MaHHxaiMm, MepmaHns
(Sandhofer Strasse 116, 68305 Mannheim, Germany)

YT1BepXaeHo

«Pow AunarHoctuke M'm6X» (Roche Diagnostics GmbH)

[ata: 22 pekabpsa 2022 r.

OT nmeHn

[moanucs]

AHppea Bebep (Andrea Weber)

MeHexep oTaena rno6anbHOro HOPpMaTMBHO-NPaBOBOr0 PErY/MPOBaHUS

WTamn [WTamn: «Pow AuarHocTtuke MM6X» (Roche Diagnostics GmbH)
CaHpxothep L Tpacce 116

D-68305 MaHHXxaim

(Sandhofer Strasse 116, D-68305 Mannheim)]

2022

«Pow AunarHoctuke MM6X» (Roche Diagnostics GmbH); CaHaxodep LLUTpacce 116; 68305 MaHHxalim (Roche Diagnostics GmbH; Sandhofer
Strasse 116; 68305 Mannheim); Ten.; +49 621 759 0; dakc: +49 621 759 2890

MecTo HaxoXzeHus opraHa ynpasneHus: r. MaHHxaiim - PerncTpaumoHHbIi cys; CyA nepBoii MHCTaHUuK 1. MaHHxalima, Ne B TOproBom
peecTpe: 3962 - lMpasneHve: Knayc Xabepga (Claus Haberda); KnemeHc LLmna (Clemens Schmid)

Mpeacenatens HabnoaaTensHoro coeeTa: A-p Tomac LnHekep (Dr. Thomas Schinecker)
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[Fep6oBas nevatb: Knayaus 3eenep (Claudia Seeler)
HoTtapuyc B r. MaHHxalim]

MepeBog BbINOMHWMA NEPEBOLUNK

["paveBa BepoHnka AnekcaHLpoBHa
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Poccuiickasa ®egepayms
Nopog MockBa
JBaguaTtb NepBOro MNA aBe ThiCAYN ABajLaTb TPETbero roga

A, TymunHa Bepa AHApeeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYK MNOAJMHHOCTb
noanucu nepeBoaymka IMpayeBoin BepoHMKKM AneKcaHApOBHbI.

Moanuckb caenaHa B MOEM NPUCYTCTBUMN.
JInyHOCTb NognucaBLLero JOKYMEHT YCTaHOB/IEHA.
3apeructpupoBaHo B peectpe: No 77/2347-H/77-2023-

YnnayeHo 3a coBepLUeHMe HoTapranbHoro geicteus: 400 py6. 00 Kon.

B.A. TymMnHa

MpoLwHypoBaHo, NPOHYMepoBaHO
1 cKpennaeHo nevatbto 10 (gecsaTb) SINCTOB.

B.A. TymuHa
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