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TOB «®apmacko», SK YMNOBHOBRXCHHUU INpeICTaBHUK
Biochemica Ab, mnosimomisie npo mNpHAHATI BUPOOHUKOM K
MeauyHoro BupoOy TecT Ayisi BU3HaYEHHS TOTOBHOCTI IIIHHKH MaT
Partus (cBigourBo 1po aepxkaBHY peectpairo Ne14061/2014 Big 2
BUSIBJIEHMM MiIABUILEHUM HecneuuGiuHuM 3B’S3yBaHHIM HaIIp
tepmiHy npugatHocTi ACTIM Partus, 6yi1o ckopo4eHO TepMiH ip
BUpoOy 3 24 gno 13 wmicsuiB. [laHa mpobGieMa TiIbKH IIiABMII
XUOHOIO3UTUBHUX PE3yNbTaTiB, PU LIBOMY HETaTHUBHI pe3yNbTal
JIACHUMH.

XUOHONO3UTUBHUN pe3yJIbTaT HE CIPHYUHSAE PU3UK IS I
pesynbrar Actim Partus Bka3ye Ha miBHIIEHUH PU3KK TIepeaYacHH
IPaKTHL ITJBUINEHUNH pPU3HMK IepeAYacHUX IOJIOTIB rnependaya
MOHITOPMHTY 3a NAaIlieHTKOW. PillleHHA IIOA0 TaKTHKH B
NpUAMalOThCs TUTBKU Ha OCHOBI ITO3UTHBHOTO PE3yJIbTATy TECTYBA
OCHOBI IIOBHO1 KJIIHIYHOI KapTHHH.

3 npuBony HaHOI CHUTYyallil BUPOOHHMK 3BEPHYBCSA OO HE3
TakoX 10 Valvira, fep>kaBHOI KOHTPOJIEHO-HAIJISAOBOL CIIykOH ¢
000X CTOpiH, JaHa CHUTyallil He Migmagac B o0JacTh HAarjs;
HeoOXiTHOCTI ITOBIJOMIIATH SIK MPO IHIMIAEHT BiamoBigHo 10 MED

3MiHU IOAO CKOPOYEHHS TEPMiHY MPUAATHOCTI MEAUYHOTO
He NpU3BENYTh O 3MiHM MapKyBaHHs, OCKIJIBKM Ha BUPOOi BKaza
HOTPiOHO BUKOPUCTATH JAaHUH TeCT (CUMBOJI «BUKOPHUCTATH I0O»)
BKa3aHa iH(opMalis, 110 MeIUYHUH BUPIO Ci1ii BUKOPUCTATH O
yIaKOBLi.

Jlomarkm:

1. Koperyroun zii, po3po6ieni BI/IPOGHI/IKOM g

2. IHCTpYKILiA i3 3aCTOCYBaHHS.
3. MapkyBaHHs.
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NABOPATOPISt B KULLEHI

Tect ans BU3HAYEHHA roTOBHOCTI WHAKKM MaTKK 40 nonoris

3a6ip spasxy

B sakocti 3paska BUKODUCTOBYIOTL  LEPBIKANbHWA CEKpeT, sKuM eKCTparyloTh
Bycbephum  posunHom, Lo AOAZETLCA. LlepsikanbHui  cekper 3abupaioTb 3a
AONOMOIOI0 CTEPUINLHOIO BariHaNLHOTO A3ePKana 3 LUMIKK MaTky i3 3aCTOCYBaHHAM
CTEPUNLHOTO ROMIEPHOTO TAMNOHa (BXOAUTD B HabGip).

TaMnoH noBuHeH 3anuwaTics B wwitli Matkn 6nuabko 10-15 ceKkyHa, wob BiH
BBIGpaB AOCTATHIO KINbKICTL BUAINEHS.

Biakpwiite npoBipky ann excTpakuii npobu i Tpumalite i BeprukanbHo. Motim
NOMICTITb TaMNOH B PO3YMH i ekcTparyiwre npoby, eHepriiiHo obepraioun Jioro
NPOTAFOM NPUBNM3HO 10 CeKYHA B POaduMHi aAnst ekcTpakuii. MpuTucHiTL TamMnoH ao
CTilku NpoGipky, WoS BUAANUTM 3 HbOrO 3anvLLKN piaMHU. BukuHbTE TamnoH.
ExcrpaxT 3pasky cnig AOCNIAKYBATH HeralHo, y Oyab-AKOMy BUNaAKy, He nisHiwe
4 roAuH nicns B3IATTS. FKWio NpoTArom Lboro “acy TeCTyBaHHA He NPOBOAMNOCH, TO
3pa30K CNiA 3aMOPO3NTH. 3aMopOXeHNi 3pas’oK MOXHA A0CNIAXYBaTY niskilwe nicns
PO3MOPOXYBaHHS, SIK ONUCAHO HUXMeE. Mpu nposepenHi TECTYBAHHA NOTPiGHO
AOBECTYU 3pa3ok A0 KIMHATHOT TeMnepaTypy.

Exciparysanna

KBanichikoBaHAM MegUUHUM nepcoHanom.

leped nposedenram mecmy Actim Partus cnid
NepeKoHamucs, w0 nnidHi  o6onoHKU  He
NOWKOOXeHi (HeeamueHull mecm Actim PROM),
OCKiflbKU NPU NOWKOOXeHHI a60 po3pusi nniGHux
oborioHox mecm Actim Partus moxe 6ymu
NO3UMUBHUM.

MpucyTHicTs y 3pasky gomiwok ceyi a6o cnepmu
He BNnMBae Ha pesyneTaTy TeCTyBaHHs.

Benuka kinbkicts Kposi Y 3pasky MOXe NpuBecTH
RO  XMGHONOIMTMBHOTO peaynsTaty. Y  Takux
BUNAjKax  PeKOMEHAYETLCS  nmicns  3ynuHKu
KpogoTeui Bigibpatu npoby, ska He 3abpyaHeHa
KPOB'I0, T2 NPOBECTU TECTYBaHHS 3HOBY.
Peaynitar Tecty Brasye Ha puank nepeaYacHux
nororis y MomeHT 3abopy nNpo6u i 3min B CTaHi

< OAOM B a pe3yneTa

IHCTpyRUlA

Crpykrypa TecTosoi CMYXKH

3okHa pesynbTaty

TecTosa nikis

KoHTponbHa ninis

3aHypeHHs

Bukopucrannn

Actim Partus npeacraense coGow AKICHWA imyHoxpomarorpadiunnii Tect Ans
BUSHa4YEHHst B uepBikanbHOMyY cekpeti nig uvac sariTHoCTi thoceopunsosaroro
npoTeiky-1, wo 38'A3ye icyniHonogiGHUiA caxrop pocry (Pp3IdGP-1), 3 BidyanbHoO
iHTepnperauieio pesyneraty. Tecr npusHauenuit ans BUKOPUCTAHHA MEeANYHUMMU
npauisHuKammu 3 meTolo NPOTHO3YBAHHA PU3UKY NEpeA4aCHUX NONOFiB a60 rOTOBHOCTI
AO CBOEYACHWUX NONOriB, AKWO NMOAOBI OBONOHKW He yuwopxeHi. Heratmerui
Pe3ynLTaT TecTy uitko BKasye Ha Te, wo nauientka He HapoauTh npoTaArom 7-14 axie.

MpuHuun TecTy

®ocpopunvosanmii  M3IGP-1 NPOAYKYETECA  peunayansHUMM  KNiTUHaMU.
HaBkononnigHi soaun, a Takox CNpOBaTKa NNoAy Ta nnasma KPOBi BAriTHO! XiHkw,
HaBnakn, MICTATL Benuky KiNbKiCTb Hedbocopunbosanoro  M3IGP-1. MApn
HabnuxerHi Tepminy nonoris nnogoea obonoHka BiAWAPOBYETLCA Big AReuuayansHol
06orioHKw, B pesynsTaTi Yoro 3BiNLHIOETLCA HeBenuka Kinbkicts rN3IeP-1,

3 meroi0 nposeseHHs TECTYBAHHA 32 AONOMOIOID CTEPWAILHOMO BATIMANBbHOM
A3sepkana Ta noniecipHoro TamMnony nposoAsTs 3a6ip 3pasky uepeikanbHoro cexpery,
AKWA NOTIM excTparyiots 6ycbepHum posuuHom. HasemicTs @r3IOP-1 B posunHi
BUABNAIOTL 3a AoNOMOrolo TecTy Actim Partus.

Tect npauwe 3a NPUHUMNOM iMyHOXpOMaTorpagii 3 Bi3yanbHOIO iHTepnpeTavjicio
pesynetary. B Tecti BukopucTosyiots aea Pi3Hi TUNKU MOHOKNOHaNbHUX AHTHTIN Ao
GN3IOP-1 niogunm. Mepumin Tun awTuTin nos'ssanui 3 GnakuTHUMKU NaTekcHUMN
HacTUHKamu, APYrMiAi TUN 3aKpinneHui Ge3nocepeaHbo Ha MemGpaHi, Ae npu
NO3UTUBHOMY pesynbTaTi 3'SBnAeTbLCA BUAMMA TecToBa niHia. Ipu saHypemHi
TECTOBOT CMYXXKH B @KCTPaKT Npo6u piavHa nounHae nigHimaTucs B3Q0BX MeMGpaHn,
Akuo npoba mictute BMBIGP-1, ocranHin 3B'A3YETLCA 3 AHTUTINGMK, MIYEHUMU
NATeKCHUMU YacTUHKaMK, siki fig gicio KaninspHoT CUNM NPOCYBaIOTLCA NO membBpani
i 3axonnioloTbea iMOBinizoBaHnMu aHTUTINaMY Ha TECTOBIM AiNAHLI MeMBpanK. Takum
YUHOM, y BikHi pe3ynbTaty 3'ABnNSETLCS BnakuTHa NiHifA (NO3UTMBHMIA pesynurar), AKLo
npoBa MicTuTtb Ginblue PrI3IPP-1, Hix nesHe noporose sHaueHHs. HApyra 6nakutha
TiHis (KOHTPONbHA) CBIAUUTL npo Te, wo Tecr Gy BAKOHAHMA BipHO.

Komnnexrhicrs

* TecT-cmyxka

» CTrepunbHuis noniechipHuii Tamnown gns 3abopy apaaky
« NpoBipka 3 6ydbepom (0,5 mn) Ans excTpakyii

* IHCTpYKUin

MpoBeperns Jocnigxenns Ta iHTepnperauin pesynsrary

1. [loBeaiTb ynaKoBKy 3i CMyXKaMu 40 KIMHATHOT Temneparypy. [licranbre HeoBxigHy
KiNbKICTb CMYXOK. He TopKaiTec XOBTOi 30HM CMYXKK (posTawoBaHa Ha HIDKHbOMY
Ti kinyi). Mpu HeoBxigHocTi CMYXKy MOXHA NnignucaTn aAns igeHTudikauii nayiexta Ha
YacTuHi, Wo mae ionetosun konip. BuiHATy 3 ynakosku CMYXKY Cnig HeranHo
BUKOPUCTATH.

2. Ans TectyBaHhs 3pasok nosuHeH ByTu poBeAeHM 40 KIMHAaTHOI Temneparypu.
TMoTim 0BTy 30Hy cMyxKu (HWxHIW KiHeub) 3aHypIOIOTb B 3pa3ok i YeKalTh, JOKM B
TECTOBii 30Hi 3'ABUTBCA NPOCYBaHHS piawnn. TMicns uboro CMYXKY BUIAMAIOTb i
KNaayTb Ha ropu3OHTanbHY PiBHY | YMCTY NOBEPXHIO.

3. Pesynstath ouiHIOIOTD ApoTArom 5 xeunuH. TlosiBa 4BOX GnaKUTHUX NiHik y
PE3YNLTATMBHIA 30Hi CBIRYNTL NPO NO3UTUBHMI pesyneurar. kLo NpoTAroM 5 Xevnux
3'ABNAETLCA TiNbKK OfHA NiHIA, TO PesynsTaT BBAXAETLCA HeraTuBHuMm. JliHii, axi
I'ABUNNCA MisHilLe, HiX yepes 5 xBUNMH, He nNOBMHHI npuAMaTuca Ao ysaru.
4. Omxe, nosiza ABOX GnaxuTHux NiHil o3Hauae NO3UTUBHUNA pesynurar. Mossa
OfHIET GnakutHoT nimii (KOHTPONbHOT) O3Hauae HEFATUBHWM peaynurar.
BIOCYTHICTb  konTponbKoi niwii oswauae, wo peaynstar  HEQWACHWNA.

Xapakrepucruka recty
Moporosui piseHs BU3HaUEHHS $N3IOP-1 B €KCTparoBaHOMy 3pa3Ky CTaHOBWUTbL
10 mxr/n (kaniBpyetecs no OuMLIEHOMY adhiHHOIO XpoMaTorpadieio GMN3IeP-1 3
AeunayansHoro ekctpakty (=13,6)). [awa KOHUEHTPaLiA  po3UiHIOETbCR  AK
CnabonosuTUBHUA pesynuTaT. ko 3pa3ok MicTHTL Ginbiue 30 mir/n ¢N3IdP-1, 10
PesyntTat BBaXAKOTb ABHO NO3ATWBHMM. TlONTUBHMI pesynstar osHavae, Lo
nnogoea c6onoHKka nounMHae BiaLwaposyBaTUcs Big AeunayansHoi o6onoHky, i Tomy B
uepsikansHoMy CekpeTi 3'apuacst GN3IOP-1.

3a AaHUMK, OTPUMAHNMY 3 BaraThOX HE3ANENHUX ROCI/KEHD, NPOBEAEHMX B Pi3HUX
KpaiHax, yyTnusicTs Ta CneunditHICTL TECTY CkNaaaloTb:

- » g

93-100 %
74-81 %

M Cneuundiunicts

Koutpon sixocri
KoHTponsha ninist TECT-CMYXKN BUKOPUCTOBYETBCS B SIKOCTi BHYTDILLHBOrO KOHTPONIO
AKOCTi  pocnigkeHHs. B AKOCTi  30BHILUHLOrO KOHTPONIO  pexoMeHaYeTLCA
3aCTOCYBaHHs KOHTPONLHOIO TecTy Actim Partus.

36epiranusn i crabinbHicTe
Ynakosky 3 Tectom sGepiratu npu Temneparypi Big 2°p0 25°C
nicnA  3aKiHYeHHR TepMiHy NPUAAETHOCTI, BKA3aHOrO Ha 7
30epiratu nporsarom 2 MicsuiB npu Temnepatypi Ao 3QICY
NPUAATHOCTI He NoBKHEH ByTH NepeBuWeHWiA. I
Bci komnoneHTH Tecty 36epiratu Yy 3anevarasiit ynakosujix
i3 YNaKoBKM, TO BUKOPUCTaNTE ii HEraiHo. 5

O6MexeHHs TecTy

BarirHoCTi.

3acTepexoHHn

* Ana tectyBanHg HeobxigHo npnbnu3Ho 150 min
€KCTParoBaHoro 3pasky.

* Tectosy cMy»Ky cnig 3aHypiosaTh y npobipky i3
3paskom 3 oBepexHicTio. Kpanni pigunu Ha cTinkax
npoGipku He NOBUHHI 3BONOXYBATH KpaW TecToBoi
CMYXKW.

* He moxHa sukopucrosysaru BOMOrY TecTosy
CMYXKKY.

* SlKujo nepes BUKOPUCTAHHAM pesynsratusHa
AINSiHKA TECT-CMyXKW Mae GrakuTHWIA Konip, TO
TaKy CMYXKY BUKODWCTOBYBATM HE MOXHA.
* He 3sanuwatu Ttect y spasky Ha TpuBanui
uac. Ha gocroBipHicTs pesyneraris TECTYBAHHA BNNUBAEC HAAMMULIOK YK HEJOCTATHS
KinbKicTe agcopGosaHoro LiepBiKkansHoro cexpery.

* B pesynbrartueHii AINSHYI CMyXKMW NO3UTMBHA NiHIN 3HaxXOAWTBCR B HWXHMIK
NOMOBWHI, KOHTPONLHA — y BepxHil. Mosea KOHTPONbHOI Nikii CBiAUMTL Npo Te, wWo
TECT Npauloe BipHO. Y BUNagKy, aKLo KOHTpONbHa niHis He 3'ABunacs, pesynurar
BBaXAIOTL HENINCHUM | TecTyeaHHs cniig NOBTOPUTH, BUKOPUCTOBYIONU HOBY
TECT-CMYXKY.

* Akwo iHTepnpeTauis TECTy HesicHa (Hanpuknag, nyHKTUpHi abo RepepuevacTi nini),
TO TECTYBAHHA NPOBOAATL NOBTOPHO, BUKOPUCTOBYIONU HOBY CMYXKY.

¢ Pesyntrar moxHa ouiHioBath sk HeraTuBHuiA nuwe yepes 5 xsunuH. Ninil, wo
s'aeunmea yepes 5-10 xsunus, CBiAYaTL NPO HU3bKY KoHUeHTpauiio ¢N3IIPP-1, wo
3HaXOAUTHCA HIKYE BCTAHOBIEHOTO NOPOTrOBOrD 3HAYEHHS.

* 3aKnodHuiA ZiarHos nosuHeH GyTi BCTaHOBNEHWMA Nikapem nicna Beix HeobXigHux
KNiHiYHUX Ta nabopatopHux ROCHiAKEHD.

* MNosoasTecs i3 apaskamu i matepianamu sk 3 nOTeHUiiHO GioHeBesneuHumy |
YTURI3y#Te BUKOPHCTaHI BIAXOAM BiANOBIAHO A0 BCTAHOBNEHUX CaHiTapHUX HOpM.
* He Bukopucrosyiite Tecr, sikwo ynakoska NOWKOAKEHA.

InTepnperauin pesynkrary )

YnosHoBaxeHu# npeacrasuuk: TOB “®DAPMACKO”
Ykpaina, 01010, M. Kuis, syn. |. Maseny, 6ya. 11-A, odic 54,
Ten./pakc: +38 (044) 537 08 04,

www.pharmasco.com,

e-mail: contact@pharmasco.com.

actmPartus_instr_07.2014

Calouao o sepxasy poecrpa » Vepai
Ne 14061/2014 sig 27.06.2014

Bupo6rmi: Oy Medix Bicchemica Ab,

Tinbwm ans AiarHocTua in vitro

E 1406172014]
[27.06.2014]

3BepiraTh npK Temneparypi 2-25°C Asematie 13, FI-02700 Kauniainen, Fintand
He enkopirctosyaamm agiui Koa naprii
Nepeg TecTysakam
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Structure of dipstick

© Dip area @ Result area

Test line @ @ Control line

Test procedure and resuits
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Numbers € - €) refer to illustrations on inher cover.

Structure of dipstick
€ Dip area

€ Resylt area

©) Test line

@ Contiol fine

Intended use

Actim Partus test is a visually interpreted, qualitative
immunochromatographic dipstick test for detecting
the presence of phosphorylated IGFBP-1 {insulin-like
growth factor binding protein-1) in cervical secre-
tions.during pregnancy. The test is intended for pro-
fessional use to help predict the risk of preterm or
imminent delivery when fetal membranes are intact.
A negative test result is a clear indication that the pa-
tient will not deliver within 7-14 days.

Kit components

Actim Partus kit 31931ETAC contains 10 test packs

with instructions for use. The kit 31930ETAC contains

one test pack and instructions for use.

The components of ‘'each Actim Partus test pack

{31921ETAC) are:

*One sterile polyester

* One tube of Specimen Extraction Solution (0.5 mi).
This: phosphate-buffered: solution contains bovine
serum alburin {BSA), protease inhibi and pre-
servatives.

W, : 1t

i PARTUS Instructions for use

Storage

Store- the test kit at +2..:425 °C. Stored unopened,
each component can be used until the expiry date
marked on the component. The kit can also be stored
for 2 months at +2..:430 °C. Use-the dipsticks short-
ly after their removal from the aluminum foil pouch,

Principle of the test

Decidual cells synthesize the phasphorylated forms
of IGFBP-1-{(phIGFBP-1) while amniotic fluid contains
substantial quantities of non- and less phosphorylat
ed forms of IGFBP-1. When delivery is approaching,
fetal. membranes:begin to detach from the décidua
patietafis, and small 3mounts of phiGFBP-1 hegin to
leak into cervical secretions. in- Actim ‘Partus test a
cervical specimen sample is taken with a. sterile pol-
yester swab during sterile speculum examination and
extracted into'the Specimen Extraction Sofution. The
presence: of phIGFBP-1 in the solution is detected us-
ing a dipstick.

The test’is based on immunochromatography. it in-
volves two monoclonal antibodies to human IGFBP-1.
One-is bound to blue latex particles (the detecting la-
bel}. The other is immobilized on 3 carrier membrane
1o catch the complex:of antigen and latex-labeled an-
tibody and indicate 2 positive result. When the dip ar-
ea of the dipstick is placed in-an extracted sample, the
dipstick: absorbs fiquid, which starts to flow up the
dipstick.: if the sample contains phiGFBP-1-it binds to
the antibody labeled with latex particles: The parti-
cles are carried by the liquid flow and, if phiGFBP-1 is

TS One dipstick in a sealed aluminium foil pouch with

desiccant.
Actity Partus: Sample Collection kit 31935ETAC con-
tains 20 polyester swabs and 20 tubes of Specimen
Extraction solution,

= heumd-to thir, they-bind to the catching antbody K

blue fine {test line) will appear in the result area if the
concentration of phiGFBP-1 in the sample exceeds the
detection limit of the test. A second blue line {control
line) confirms correct performance of the test,

Performance of the test

The lowest detectable amount: of phiGFBP-1 in'the
extracted sample s approximately 10 pg/l-(affinity-
purified . .phosphoform - from - decidual. - extract,
A¥(280nm)}=13.6).

Limitations of the test
* The test is intended for in vitro diagnostic use only,

+ Before performing the test ensure that the fetal
membranes are: intact. {for example with Actim
PROM ‘test}, because with ruptured fetal mem-
branes Actim Partus test will also give a positive re-
sult.

 Patients with-moderate or heavy vaginal bleeding
should not be tested.' It is recommended that a
sample be taken when bleeding has stopped, and
the extract is essentially blood-free.

» The test result indicates the risk at the time of
sampling and changes in-the patient’s condition
may lateraffect the final outcome of the pregnancy.

Spéecimen collection

The specimen is cervical secretion that is extracted
inte the Specimen:Extraction: Solution provided. The
saimple should be collected prior to: performing dig-
ital examination and/or transvaginal ultrascund. A
cervical secretion sample is obtained using. a sterile
polyester swab (provided in the kit) from the cervical
os during 3 sterile speculum examination. Take care
not 16 touch anything with the swab before taking

‘the-sample.-The swab-shotid: be-left-in the cervieat -

os for 10-15 seconds to allow it to absorb the secre-
tion specimen©.

Open the Specimen Extraction Solution tube and put it
in-a vertical position. The specimen is extracted imme-
diately from the swab by swirling the swab vigorously

@



the swab against the wall of the Specimen Extraction
Solution tube to remave any remaining liquid from the
swab. Discard the swab.

Specimens should be tested as soon as possible after
extraction but in any case no more than:4 hours af-
ter specimen coflection and extraction. If a specimen
cannot be tested within this time it should be frozen.
After thawing; the specimens should be mixed and
tested as described below.

Test procedure and interpretation of the

results

1. 1f stored refrigeratad, -allow ‘the aluminum foil
pouch to:reach toom temperature. Open the foil
pouch containing the. dipstick by tearing. Do not
touch the yellow dip area at the lower part of the
dipstick. identifying marks may be written on the
upper purple part of the dipstick. The dipstick
must ‘be used shortly after its removal from the
fail pouch: )

2. Place the yellow dip area into the extracted sam-
ple @ and hold it there until you see the liquid
front enter the result area §). Remove the dip-
stick from the solution and place it in a horizontal
position:

3. The result can be interpreted as positive’ as'soon

astwo blue lines become visible in the result area:

Negative result should be read-at 5 minutes €.

Do not pay attention ta any lines appearing later

than 5 minutes.

1f two blue lines, the test line and control line, ap-

pear; the test result is positive.

If one blue line; the control line; appears; the test

resSult IS Regative. Y i

If the control line does not appear, the test is in-
valid.

»

in. the extraction solution for. 10-15.satonds. A@ Press Notes

*No interpr should be: made

based on the test resiilts.

* The test requires.about 150 ul of extracted sample
to ensure proper performance of the test.

» Care must be taken when placing the dipstick in the
sample tube, The upper part of the dipstick must
stay dry.

* Do not use a dipstick that has become wet before
use, because moisture damages the dipstick.

» Do not use a dipstick if you notice & blue colouring
in the result area before testing.

» Do not use the dipstick if its aluminium foil-pouch
or the seals of the pouch are natintact.

« tise only the swab:provided with the kit.

s improper sampling may {ead- to false negative re-
sult.

s When dipping, be careful to hold the dipstick in po-
sition (with the dip area in the sample extract) until
the ple liquid front hes the result srea.

+ if the control line does not appear, the test is inva-
tid, and should be repeated using another dipstick.

= if the test result cannot be interpreted clearly it is
recommended that the test be repeated.

* At five minutes the appearance of any faint-to-dark
blue test line along with:a.control line indicates a
positive result. However, do not pay attention to
any lines appearing after S’ minutes.

« If only the coritrol line is visible; the resuit should

- be interpreted as negative only ‘after 5 minutes
have efapsed.

o As with-all-diagnostic tests; resalts must be inter

preted in the light.of other clinical findings.

« Al biclogical specimens and materials must be
treated as potentially hazardous, and disposed of
in accordance with local authority guidelines.
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Use By Temperature limitation Manufacturer Batch code
Verwendbar bis Temperaturbereich Hersteller n:nwnnacnnn.n:-_::n
Fecha de caducidad Limite de temperatura Fabricante Codigo de lote
Utiliser jusque Limites de température Fabricant Code du lot
Utilizzare entro Limiti di temperatura Fabbricante Codice del lotto
Houdbaar tot Temperatuurtimiet Fabrikant Lot nummer

Valido até Limite da temperatura Fabricante Nimero de iote
Viimeinen kiytops PP Valmistaja Eri

Anvind fore #Eunqn:.}nn..m:m:_:n Tillverkare Lot nummer

Brukes fgr ,_.na__unBE-vnm_d:ms.:m Produsent Parti

Anvendes inden qns_.nae-wunﬂ:m:msn Producent Batchnummer

foaen po Xpanntb npn Temnepatype Mpouzsoautens Cepua vomep

Uzyé przed Przestrzegat zakresu temperatury Producent Kod partii

Catalogue number Contains sufficient for <n> tests In Vitro Diagnostic Medicai Device
Bestelinummer Ausreichend filr “n” Tests In vitro Diagnostikum

Nimero de catédlogo Contenido suficiente para “n” ensayos Producto sanitario para diagndstico in vitro
Référence du catalogue Contenu suffisant pour “n* tests Dispositif médical de diagnostic itro

Numero di catalogo
Catalogusnummer
Cédigo do produto
Tuotenumero
Katalognummer
Katalognummer
Katalognummer
Homep & karanore
Numer katalogowy

Contenuto sufficiente per “n” saggi
Irhoud voldoende voor “n” testen
Contelido suficiente para <n> exames
Sisaltd on riittava “n” testis varten
Riicker till "n” antal tester

Innehoider nok til “n” tester
Indeholder tilstraekkeligt til “n” test
Copep: A
Wystarczy na wykonanie <n> testéw

«n» TecTos

Dispositivo medico-diagnostico in vitro
Medisch hulpmiddel voor in-vitrodiagnostiek
Bicnnci ) >

ie van de symbol * Explicagao dos

© Whiadni boF

médicos de di ico in vitro
In vitro -di i rkof KRdkinna
Medici dukter fr in vitro di

Medisinsk utstyr for in vitro diagnaostikk
Medicinsk udstyr til in vitro-d i
TonbKo A/ia AKarHocTHKK in vitro
Wyréb do diagnistyki In Vitro

Specimen dilution buffer
vsvnaﬁa..,::::m%:anq
Tampén de dilu

Butfer om de monsters te verdunnen
Tampio para diluicio da amostra
Uuttopuskuri
vSERvm..E:nm.mw:.:m
Fortynningsbuffer
Fortyndingsbuffer

Bydep ann passegenun nNpo6bi
Bufor rozcienczalnikowy

®

Single use
Nicht wiederverwendbar
No reuti
Ne pas réutiliser

Non riutilizzare

Niet opnieuw gebruiken
De uso tinico
Kertakiyttdinen
Ateranvinds e

Ikke til gjenbruk
Engangsbrug
n,

ana e
Do jednorazowego uiytku
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Medix Biochemica

Actim Partus Pusux HPOAYKTY i MOXJIMBA BiITIOBi b

O006’ekr Inenrudixanis pusnxy

O6’€eKT OLiHKH pH3HKY Jlata Ornsapaui

Actim Partus nosigomnenns 20000321 04.12.2014 Esv, Kko, AnPe

Kareropis Homep Ornc pusnky Moxnusmii VMoipHicTs | Britus pH3HKy | Pisenb pusuxy | IpuiiaaticTs Hii

PH3UKY BILTHB noseH (1-5) | (1-5) (1-25)

36epiranns Tect- 1.1 Temneparypa 36epiranns XubHo 4 3 12 Hi TepMin 36epiranus

Habopy 3aHaITO BHCOKA, HO3UTHBHITIT NpoAykTy Oyne
XapaKTepHUCTUKH PpoOOTH pe3yabTar 3MCHLIEeHWIt 10 13
CMYXXKH HalpPHUKiHIi TepMiny MicsHiB
30epiraHHs MOXyTh
HOTipHIyBaTich

Ipu3navenns 2.1 3 HEBiZOMHUX MpHIuH Xubuno 4 3 12 Hi TepmiH 36epiranus

TECTY HaNpUKiHLi TepMidy MO3UTUBHHUH npoxykry Gyme
36epiraHHs MOXe TPaILIATHCH pesynbTar 3MeHILICHMI 10 13
HecrneuudivHe 38’ 43yBaHHSs MicsLiB
(micas 13 micsris 36epiranus)

CrabinenicTs 3.1 IpoaykT He € cTabinbHuUM Xnbxo 4 3 12 Hi TepmiH 36epiranns
TPOTATOM BKa3aHOTO Yacy NIO3UTHBHMI HpoaykTy 6yne
36epiraHus pesynsTat 3MEHIIEHH 10 13

Micsuis

Hpuunnu toro, womy tecr He COpUYHHSAE NIKOAM NAUIEHTOBI i peecTpanis BHIIAIKY HeNoTpPiGHa

HyMKa 30BHINTHBOrO €KCNepTa-KIHIIUCTA;
- HO3HTHBHMM pesynbTar Actim Partus Bkasye ma NiABHIIEHMH DH3UK NepefdacHMX moJoris, B KIIHIYHIA [pakTHIl HiABHIIEHHH PH3HK

TUIBKH Ha OCHOBi II03UTHBHOTO pe3yeTaty Tecty Actim Partus, a na ocHOBI moBHOT KitinigHO} KapTHHH.
- Xu6HO MO3MTUBHUIT pe3ynbTaT He CIPUYHHAE PUSHK JUIL NALIEHTKH. Bilblie Toro, BiH MOXe CTAaTH IIPHYMHOIO OCHJIEHOTO MOHITOPHHTY 3a
HaIlIEHTKOIO.

Kimmo Jlinnasyopi 3 Valvira takox OyB IPOKOHCYILTOBAHMIA BiHOCHO CHTYyalii, 110 CKJIaIach.
JKozna 3 cTopin He posrisaana o TOJIIO SIK TaKy, siKa noTpebye Harmusay.
JKonuux ckapr mono XM6HO MO3HTHUBHIX PE3YNBTaTIB IpH KIiHITHOMY BHUKODHCTaHHI OTPHMaHO He 6yI10.

[ PAPHACKO?

B (nenudpiavinnni 3




Medix Biochemica Actim Partus Product Risk and Response Log 1/1

Object Risk Identification
Object of risk evaluation Date

Actim Partus notification 210000321 4.12.2014 Esv, Kko, AnPe

Reviewers

Probability of  impact of )
) ) e Risk Level .
Category Risk number Risk Description Potential Impact (1 Risk (1-25) Acceptable Actions
- (1-5) ‘
) Storage temperature .noo.r_m?. the o Shelf life of the product will be
Kit storage performance of the dipstick might A false positive result 4 3 12 No
. . decreased to 13 months.
deteriorate over time.
. Nonspecific binding occurs over time (after Shelf life of the product will be
Test design 2.1 A false positive result 4 3 12 No
€ 13 months) due to unknown reasons. postt decreased to 13 months.
The product is not stable for the given shelf Shelf life of the productwill be
Stability 31 . P g A false positive result 4 3 12 No P
life. decreased to 13 months.

Reasons for why the test will not cause harm to the patient and an incident report is not needed:

Statement from external clinical expert:

- A positive result with Actim Partus indicates increased risk of preterm delivery. In clinical practice increased risk of preterm delivery means
increased follow-up of the patient. Patient management decisions are never made only based on the positive result with Actim Partus test but on
the whole clinical picture of the patient.

- The false positive result does not cause risk for the patient, and at most it can lead to increased patient monitoring.

Kimmo Linnavuori from Valvira has also been consulted regarding the situation.
Neither of the parties considered this to be a vigilance event.

No complaints of false positive results in clinical use have been received.




