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1. HaumeHoBaHWe MeLNLUHCKOI0 U3Lenma KOMMNAEKT NOCTaBKU:

«QKCMpPecc - TECT /19 ANarHOCTUKA in Vitro npexxaeBpemMeHHbIX pogoB (Actim Partus Test)» (ganee
Mo TEKCTY - TecT W Actim Partus Test)

BapviaHTb! 1CnosiHeHWA:

1 3Kcnpecc - TeCT /19 AMarHOCTUKM in Vitro NpexxaeBpemMeHHbIX poaoB (Actim Partus Test) Ha 1
TECT, B COCTaBe:

- TaMMoH CTepubHbIA NMONMAGIMPHDIV A/1s 3a6opa NpPobbI;

- TecT-nosocKa;

- MpoburpKa ¢ pacTBOPOM /151 IKCTPaKLmm nNpobbI (0,5 m);

- VHCTpYKUMA Mo NpUMEHEHWIO.

2. DKCMPECC - TeCT /19 AMarHOCTUKM in Vitro npexxaeBpeMeHHbIX pogos (Actim Partus Test) Ha 10
TECTOB, B COCTaBE:

- TamroH cTepubHbIA NONMAtMPHBIA 415 3a60pa Npobb! - 10 wir;
- TecT-nonocka - 10 wi,;

- MpobupKa ¢ pacTBOPOM /19 3KCTpaKuum npodbl (0,5 m) - 10 wir;
- VIHCTPYKUMSA MO NPUMEHEHWIIO.

2. Hthopmaumsa o paspaboTumKe, NPOU3BOANTENE N MECTE NPOU3BOACTBA

Mpounssoantens MI:

«QOy Medix Biochemica Ab», ®UHNAHNA
Klovinpellontie 3, FI-02180 Espoo, Finland,
Ten. +358 9 547 680, hakc:+35895053441,
medix@medixbiochemica.com»

PaspaboTunk MW:

«Qy Medix Biochemica Ab», ®PvHaHIWA
Klovinpellontie 3, F1-02180 Espoo, Finland,
Ten. +358 9 547 680, tharc:+35895053441,
medix@medixbiochemica.comy»

MecTo npoussoacTtea MI:
«QOy Medix Biochemica Ab», ®UHISHINA
Noljakantie 13,80130 Joensuu, Finland,

3. WHpopmauma 06 ynosTHOMOYEHHOM MpescTaBuTesie B PO
«O00 «MeankaHa Papm»,

115093, r. MockBa, 1-bW [MaBnoBckuiA nep., 4. 3,

Ten/dake 981-01-03, 937-21-26, 980-78-53,

E-mail - info@medicanapharm.ru»
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4. OnuncaHne MeaVLIHCKOTO U3enns

HasHaueHve TecT Actim Partus Test npeacTaBnsieT Co60M UHTEPMPETUPYEMbII
BU3Ya/TbHO, KaueCTBEHHbI UMMYHOXPOMATOrpatvyecKuiA TeCT Ha
Mo/I0CKax 19 06HapYyXeHVS B LIEPBMKa/IbHOM CEKPETE BO BPeMS
bepeMeHHOCTU (POCHOPUIMPOBAHHOMO MPOTENHA-1, CBA3LIBAOLLIErO
WHCYNMHOMNOA06HLIN tiakTop pocTa (MCU®DP-1). TecT npegHasHaYeH a5
1CMO/b30BaHUA MEAVILIMHCKAMW PaboTHUKAMM 1 NMOMOTraeT
MPOrHO3VPOBaTh PUCK NPEXAEBPEMEHHBIX POLOB WM FOTOBHOCTb K
CBOEBPEMEHHBIM POfam, /v M/1I0AHbIE 000/I0UKN AB/AKOTCA

HenoBPEXAEHHBLIMW.
O6racTb KnnHnyeckast nabopatopHas AuarHoCTUKa
NMPUMEHEHNS
MpefHasHaYeHHbIM  MeayuMHCKUIA paboTHYK
rosib3oBaTe/lb
lNokasaH\s PUCK HaCTYI/IeHA NMPUGIIVIKAIOLLIMXC WK NMPEXIEBPEMEHHBIX POAOB, Mpu

YC/OBWM, YTO MN/104HbIe 060/104KM He MOBPEXIEHb!
NpoTvBONOKasaHA Het
CrepuibHOCTL KOMMOHEHTbI U3AeNNA MOCTABIAETCA B HECTEPU/IbHOM BULE,
CTepUIn3aLMM NMoMb30BaATENIEM HE MOA/IEXUAT.
3a UCK/KO4EHEM TamInoHa CTEPUIIbHOMO MOMAMPHOIO /15 3abopa
Mpo6bI, Crocob CTepuM3aLIMM - OKCUAOM 3TWIeHa
WHdopmaupys o He cofep>XXuUT NTeKapCTBEHHbIX CPEACTB.
Ha/mumn
JIEKAPTCBEHHbIX ¢
cpeacTB
KpaTHoCTb 3penne ogHOKPAaTHOrO MPUMEHEHUSA
NpUMEHEHVA
TexHunyeckoe He nprMeHMMO, Tak KaK U3aenine 0AHOKPaTHOro NpyMeHeHUs.
obcnyxvBaHe 1
PEMOHT
Knacc 1
MOTEHLIMAIbHOrO
prcKa MPUMEHEHUA
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PucyHoK 1 KOMMOHeHTbI TecTa (CBepXy BHU3):
- NPO6UPKa C PacTBOPOM /151 IKCTpakLmm npodbl (0,5 m).
- TECT-NO/MOCKA
- TAMMOH CTEPWIbHbIA NMONMAGMpPHBIV 415 3a60pa NpPodb!

7 30Ha norpy>keHus 7 30Ha pe3ynbraTta

TecToBasA NMHUA KOHTpOsibHasA NnHUA

Pu1cyHOK 2. KOHCTpYKUWA TECT-MOJIOCKM

6. OnuncaHue N NPUHLUN AeACTBUA U3aeNNSA

DKCnpecc - TeCT 419 AMarHOCTUKK N Vitro npexxaeBpeMeHHbIX pofoB (Actim Partus Test) - aTo
KaYeCTBEHHbI  MMMYHOXPOMATOrpatMyecKUiA - TecT, MO3BONSIOLLMIA - BU3yasIbHO  OMPeae/inTb
Harmuve  dhocthopunmpoBaHHoro MCU®P -1 (MpoTenH, CBSA3bIBAKOLUMIA - MHCYIMHMOAOOHb I
(paKTop pocTa-1) B CEKpeTe M3 LEPBUKAIbHOIO KaHasia BO Bpems OGepemMeHHOCTW. TecT
npegHasHayeH A1 NpPYMEHeEHNA CrieLyasMcTaMmn 1 Mo3BOMSET ONPefe/IUTb PUCK HaCTYIVIeHUA
NPUBIVIKAIOLLWIXCA WA MPEXAEBPEMEHHbIX POAO0B, MPU YC/I0BUM, YTO M/I04HbIE 0B0I0YKN He
noBpeXxaeHbl. OTpULaTe/IbHbIA Pesy/ibTaT SB/SETCA TOYHbIM MOKasaTesieM TOro, YTo pogbl Y
MaLWIEHTKM He HaCTYNAT B TeyeHue 7-14 fHei.

WM3genvie npenctaBnsieT co60iM abopaTopHbIA  AVAarHOCTUYECKUIA  3KCMPeCC TecT-Habop /A
OLIEHKW prCKa MPUO/IMKAOLLIXCA WM NPEXAEBPEMEHHbIX PogoB. [aHHbIA TeCT npeLyCMOTPeH
1S NPUMEHEHVS CreLpaiCTaMM M MOXKET  MCMO/b30BaTbCA KaK B K/IMHUKO-1200paTOPHbIX
YCMOBMSIX, TaK WU B APYroM MeCTe HaxOoXaeHus naupeHTa. W3genve npeactaBnisieT co60i
YCTPOCTBO OAHOPA30BOr0 UCMosb3oBaHMsA. Cam TeCcT-Habop He SBMSETCA CTepWibHbIM, 3a
UCKJ/TOHEHMEM MOMAPUPHONO TaMIOHa, € MOMOLLIbKO KOTOPOro MPOVCXoauT 3abopa obpasua.
[JeunnyanbHble KMETKA CUHTE3MPYIOT iopMbl dhoctopunmpoBaHHoro MNCADP -1 (¢ MCUNDP -
1), B TO BpeMsi Kak B OKO/IOMN/I0AHbIX Bogax hopMbl thocopunmpoBaHHoro NMCUPP -1 nmbo
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OTCYTCTBYIOT BOBCE, NHOO MX KOHUCHTpaUMA oueHb Mana. [Ipy npubanxenun poaos nnoanuie
0GO/IOYKH HAYHHAIOT OTCOSAMHATECA OF AeuuAyansHoit obonoukn W HeGonbiine KoauuecTsa
docoprnnporannoro NCHUPP-] HauuHaloT NOCTYNatTh B uepsukanbiuili cexper. B xone Tecta
obpazell #3 UEPBHKANLHOrO KaHaNa 3a0MpacTCA ¢ TMOMOIWNBIO CTEPHIALHOIO NOAHIUPHONO
TAMNOHA 80 BPEMA OCMOTPA C HCNONB30BAHMEM 3¢PKAJl M TOMCINASTCA B PacTBOp ANA
axcTparvposaius ofpasua. Haawuue docdopunuposannoro TICUOP-1 @ pacreope
ONPEeneNseTcs C TOMOWIBIC TECT-NONOCKH. TeCcT NO3BOASET BLIABRAATE NOBLILEHHYIO
konuentpaumio PIrICHOP -1 (Gonee 10 Mxr/n 8 obpasue, npoluemmeM 3KCTparkpoBaHue).

TecT ocnosan Ha HMMyHOXpoMaTorpaguueckoM aHanuse. Ha TecT-nonocky HaHeceHo ABa THRa
MOHOKNOHANLHKX anTHTena Kk yeaobeuegkoMy TNCHUOP-1. OaHo M3 HHX NPHBA3KIBAETCA K
roayonmM NATeKCHMM YaCTHLIAM (NPOABNAN, TEM CAMBIM, METKY HAa TecTe). A BTopoe
¢ukcupyercs Ha mMemOpaHax Jis 3aXBETR COBOKYNHOCTH AHTHNCHOB M NATEKCHHX AHTHTEN, YTO
ARET MonoxuTenbuuit pesyavrar Tecta. Ilpy noMeuieHur JOHE! NOTPYKEHHA TECT-NONOCKH (Ha
PHCYHKE 2 NO3HLKA - 1) B 06pasen, npouweamunii IKCTParupoBaHue, OHS BITUTLIBAET KHAKOCTS, B
obpaseu MHrpupyer BBepX Ba0ab MeMOpankl noa acticterem xanunnsprux cin. Ecau B o6pasue
npucyrereyetr ¢ochopuanpopannniit [ICHOP-1, T0 0oH CBAILIBACTCA C AHTHTECNIOM, KOTOpOE
0003HAYCHO NATEKCHHIMM 9acTHUAMHM. YacTHLBI NEPeHOCATCA MOTOKOM JKHAKOCTH, echn
GIICHOP-1 cBazan ¢ HHMH, TO OHM MPHKPENAMOTCE K 3axBaThiBaronieMy aHTureny. [onyGas
NOROCKA (TECcTOBAt NHHHA — NO3HUHA 3 HA PUCYHKE 2) NMPOABHTCA B OKHE PE3YABTATOB, €CIH
xonuearpauns GIICH®P -] B oGpasue npesricHT noporosoe 3HaueHHe Tecra. Bropan rony6as
nonocka (KOHTPORAbHAA JMHWA — NO3HUMA 4 HAa PHCYHKe 2) MOATBEPXABET MPABUALHOCTD
BLIMOJHEHHA TECTA.

7. OrpannueHing Ang TeCTA

¢ JlanHuii TeCT NpeAHa3HAYEH TOALKO ANA AUATHOCTHKH B 1a0OPaTOPHBIX YCNIOBHAX.

Tlepea nauanom TecTa yGeanrech, HTO NAOAHLE 000J0YKU He NOBPEXACHN (K MPHMEPY, ¢
nomomeio Tecta Actim PROM Test), nockoneKky npu ux HapymeHHH TecT Actim Partus Test
ASCT NONOKUTENBHHE pesyaLTaT.

o Ilpy ymepeHnoM uAH OOHMIBHOM BArMHANLHOM KPOBOTCYEHHH TECT HE MNPOBOAMICK.

PexoMenayeTCH NPOBOAUTL TECT MOCE TOTO, Kak KPOBOTEYEHHE OCTAHORMEHO, NPH ITOM ofpasen he
AONXKEH COAEPRKATD KPOBb.

o Pe3ynbTaT TecTa YKa3MBAET HA PHCK POAOB B MOMEHT 3alopa ofpasua H MIMCHEHHA B

COCTORHNH NAWHCHTKH, KOTOPhIC MOTYT NIORNHATH HA KOHEYHRIH pe3ynbTaT GepeMeHHOCTH.

8. Meput npesocTopokHOCTH

¢ Tonbko AR HAPYKHONO NPHMEHEHHS

¢ YTHAU3NPOBATH NOCAE Henoab3osanus. TecT Heb3a HENONL3OBATL Gonee 0AHOrO pasa.
¢ He ncnoan3oBaTs NOCAE HCTEYCHHUA CPOKA FOAHOCTH

¢ He ncnoab3oBarh, €C/iH NakeT MPOKONOT HAH HE 3aMeYaTal COOTBETCTBYIOWUM 00pasoM.
o XpaHuThb B HEAOCTYNHOM JUIs aAcTell MecTe.
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AHBIC
eCTBa Baumanne!
TeCTa * He cnegyeT npoBOAKHTH KONMYECTBEHHYIO OUEHKY, OCHOBHIBAACH HA PE3YNLTATAX TECTA.
JHOMO ¢ C 1leBi0 HAMNCKAIETO NPOBEACHHA TecTa A HCCAEA0BaHUA HEOOX0ANMO NpUMEPHO 150 MK
- Ans IKCTParHpoBaHHOH MpoOn
rBOpe * TecTOBYIO NONOCKY ClEAYET NOTPyXarTh B NpoGHpKy ¢ npoGol ¢ 0CTOPOXHOCTLIO. Bepxuas
HHY10 YacTh NOJIOCKH A0/IKHA OCTAaBATLCS CYXO#H.

* Henb3s HCMOJNB3OBATE TSCTOBYIC MONOCKY, CTABUIYIO BIAXHOH N0 MCMONLIOBAHMA, TAK KAK

BARXHOCTD NMOBPEXAAET NONOCKY.
THNa  Ecnu nepes HCTIONB30BAHMEM TECTOBOH NOMOCKM 30HA PE3yNbTATR HMMECT roayboe
Cq K OKpAMKBAHKE, TO TAKYIO NOJOCKY HCAONL30BATH HEJL3N
opoe *» He ncnonn3yiiTe TeCTOBYIO NMONOCKY, €CIH NaKeT W3 AMOMHHHEBOH (OJILIH NOBPEXKACH AU
» 4TO HEPEPMETHIHO 3aKpHIT.
i (Ha * Hcnons3yiiTe TONBKO TAMAOH, MOCTaBNSEMEi B Habope.
b, H ‘ * Henamnexamni 3a6op npo6s MoxeT NPUBOAKTD K JOXKHOOTPHLUATENLHLIM PEIYIETATAM.
a3sue » Bo BpeMA MOIPYXEHHA TECTOBOH FONOCKH ACPAXMTE €€ B HYMHOM MonoxeHun (¢ 30HOA
dpoe NOTpyXeHHA B IKCTPAKT NpoOH) A0 TeX Mop, MOKA (POMT XKHAKOCTH HE AOCTHFHET 30HM
*CIH pe3ynbTaTa.
rbas *» Ecnx KORTpONbHAA IHHHA HE TIOABHAACH, TO TECT CYHTAIOT HeAeHCTBHTENEHEIM H NIOBTOPAIOT C
CNH HoBoit nonockoi.
Gas « Ecau TecT He MOXeT GRITh ACHO WHTEPNPETHPOBAH, TO TECT PEKOMEHAYETCS MOBTOPHTE € HOBOH
XTh NOAOCKOMH.

» [loABnesine B TCUCHHE 5 MHAHYT JIHHWH OT CBETAO-TOJIYHOTO I0 TEMHO-rONYyGOro UBeTa Hapaay ¢
KOHTPONLHOH NUHKell cneyeT UHTEPNPETHPOBATH KAK NOAMKHTENbHEIA pesynrTar. OnHAKO He
NPUHUMAaHTE BO BHUMaHKe NI00KE NTHHHH, IOABHBIIHECK NO3XKE, YEM YEpes 5 MUHYT.

« Ecay BHAHA TONBKO KOHTPOMBHAA JUHHUA, PE3Y/NLTAT TecTa CICAYCT HHTCPNPETHPOBATH KAk
OTPUUATENLHBIH TONLKO MO HCTECYCHHAH 5 MHUHYT.

e Kak ¢ B cnyuae JuoOkIX AMArHOCTHYCCKHX TECTOB, PE3yJLTATH CleAyeT HHTEPIPETHPOBATD B
KOHTEKCTe APYTVX KIHHHICCKHX HOCASA0RAHHNA,

5 ¢ * Bce 6uonoruueckne npofnl H MaTepHankl CIERYET PACCMATPHBATH KAK NOTEHUMANLHO ONAacHkLIe

est H YTHOH3HPOBATE B COOTBETCTBHH C HAUHOHANBHHIMK HOPMAMH.
\
cst .
He 9, Tan aHaan3rpyemoro ofpana u ero 3abop
O6pasen npeacraenser coGoli ucpBMKaNbHbIA CEXpeT, KOTOPHH NOMEMAIOT B PacTBOp AN
B 3KCTparupoBanns obpasua. 3abop obpasua AOMKEH NMPOBOANTHCA IO HANBLUCBOTO HCCNEA0RAHHA

| H/HIH TPAHCBAMMHANBHOTO YABTPA3BYKOROTO' HecneaoBannsa. Ofpaszel LEPBHKANLHONO CeKpeTa
NONYYAIOT ¢ NOMOLLLIO CTEPHABHOTO NONH3pMpHOrO TammoHa (npeacTanneH B Habope) H3
UEPBHKANLHOTNO KEHANA B XOA€ OCMOTPa C MPHMEHEHHEM CTEPUABREX 3¢pKal. YieauTecs, 4Tobu
TAMMNOH HE CONpPHKACAACA C APYTHMH NMOBEPXHOCTAMH A0 3a0opa Matepuana. TaMnoH cheayert
OCTaBHTh B LEPBHKANLHOM KaHane Ha 10-15 cexyna, 4TO MO3BOAMT €MY BITHTATH CEKpeT AN
IKCTParnpoBaHus obpasua (mo3mima 5 Ha pHCyHKe 3).
Orxpoitre npolGHpKy ¢ pPacTBOPOM JUIA IKCTParHpoBaHWs o0pasua M MOCTaBLTE €¢ B
BepTHKansHOe nonoxenue. HeobOxoaumo cpaly oraenwTs 00pajeu  MHTEHCHBHLIMM
BPALLATENLHUMH ABIKCHUAMM TaMnoHa B pacteope B Teuenue 10-15 cexyHa (nosuuma 6 Ha
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pucyHKe 3). MpykMMTe TaMMOH K CTEHKE MPOBMPKA C PacTBOPOM 151 SKCTParpoBaHust o6pasLia
151 TOFO YTOObI BbDKATH U3 TAMIMOHA BCHO OCTABLLIYHOCS XKUAKOCTb. YTUM3MPYIATE TaMIIOH.
O6pasLibl A0/MKHbI ObITb MPOTECTMPOBaHbI CPasy XKe MoC/e UX SKCTPArypoBaHusi, HO He Mo3aHee,
ueM uepe3 4 uyaca rocrie UX 3abopa M IKCTparvpoBaHUsl. EC/m obpasel, He MOXET 6biTb
MPOTECTUPOBaH B TeYeHMe YKa3aHHOro BPEMEHW, ero CriefyeT 3amMoposvTb. ocsie oTTavBaHus
06paseL, Jo/HKeH GbITb NepemeLLIaH 1 NPOTECTUPOBAH, KaK OMMCAHO HIDKE.

10. Mpouenypa npoBegeHNsa TecTa U UHTepnpeTayna pesynbTaTos

m Ec/M TecT-Habop XpaHUTCA B XONIOAWIbHUKE, CrefyeT MOAOXKAATb TOKa YrakoBKa W3
OMUHNEBOA (hO/bIMA 1 NPOGMPKa C PaCcTBOPOM [/151 AKCTparMpoBaHms obpasLia HarpetoTes o
KOMHaTHOW TemrepaTypbl.

m Pa3opBuTe (hO/broByO YMakoBKy C TeCT-HabopoM. He npuKacaiiTeCb K Ke/TOli CTOPOHe B
HDKHE 4acTu TecT-Habopa. MOXHO CTaBUTb WAEHTUMKALMOHHbIE OTMETKA B BEpXY
(hMONETOBOI YacTy TECT-Habopa.

ml/Icnonb3yiiTe TecT-Habop cpasy Moc/e BCKPbITUSA YMakoBKW U3 (hosbr.

m[loMecTuTe XeNTyto YaCTb B 00paseLl, NPOLLEALINIA SKCTparnpoBaHve (Mosvums 7 Ha pUCYHKe
3), 1 JepXuvTe ee TaMm, MOKa He YBUAUTE, YTO (PPOHT >KUAKOCTU AOCTUN OKHa pesysibTara
(nosvupa 8 Ha pucyHke 3). JlocTaHbTe TECT-MOSIOCKY M3 pacTBOpa W TMOMIOKUTE ee Ha
FOPV30HTA/TbHYHO MOBEPXHOCTb.

W TeCT CuUMTaeTCA MOSIOKUTENBHBIM, Kak TO/IbKO B OKHE pesy/ibTata Bbl yBUAWTE ABe ronyoble
MosIocKW. Yepe3 NATb MUHYT MOXKETe YOeauTLCA B TOM, YTO pesy/ibTar oTpuuaTesbHbId. He
CNefyeT yUnTbIBaTH STH0ObIE MOSIOCKW, KOTOPbIe MOSBWIMCH MO MPOLLECTBUN 5 MUHYT.

m [losiBMeHMEe B TeYeHne 5 MUHYT [ABYX /HWIA OT CBET/I0-F0/ly60ro 40 TeMHO-ro/y6oro Lgeta
CnefyeT WHTEPNPeTUPOBaTb Kak MOMOXUTENbHBIA  pesynibTar. Ecim B TedeHVe 5 MUHYT
MosiBWIaCh TOMbKO OfiHA KOHTPO/IbHas rosly6ast IMHWUA, TO pesy/ibTaT CUHUTAETCH OTpULATE IbHBIM
(nosvums 9 Ha prcyHke 3)

m [py OTCYTCTBUM KOHTPO/IbHOM MOIOCKU WM MO/IOCOK BOOGLLE MO MCTeYeHWe 5 MUHYT TecT
CUMTaAETCA HefencTBuTEIbHbIM (Mo3numst 10 Ha pucyHke 3). B aTom criydae Heob6Xxoaumo
MOBTOPUTL UCC/Ef0BaHME C HOBbIM TECTOM
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PucyHok 3. Cxema TecT1poBaHUA

. TeXHNYECKNE XapaKTEPUCTUKIN M3aENUS:

XapaKTepucTmKa
[mHa TamnoHa, Mmv
Macca TamnoHa, r

XapakTepucTnka

MabapuTHBbIE pasMepbl MPOOUPKK (BbICOTa X
AViaMeTp), MM

MabapnTHbIe pasmepbl KPbILLKA NMPOOVPKA
(BbicoTa XavameTp), MV

Macca npobrpKY € KPbILLIKOA 1 pacTBOPOM, I
O6bem pacTBopa B NPodMpKe, M1

pH pacTBopa

BHewuHWiA BMg, pacTBopa

TecT-nonocka
XapakTepucTnka

[ MHa TeCT-MoN0CKN, MV
LLInprHa TeCT-rnonocku, Mv
To/yHa TeCT-NOMOCKU, MM
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3HayeHue
\50+2

\nton

3Ha4yeHue
(65x 11)*1

(9x 14) +1

2.8+0.1
0,50+0,05 n
6,0+0,1
BecuBeTHasi Npo3paYHast XXMLKOCTb 6e3
NMOCTOPOHHMX MpUMeECeid, 6e3 3arnaxa

3Ha4veHne
120+1
6+1
0,8-2,0



Macca TecT-nosiocku, r 0.740.1

AHanuTn4yeckasd HyBCTBUTENBHOCTb

AHa/ITNYECKAsA YyBCTBUTE/TbHOCTL (MOPOroBOe 3HaYeHWe) TecTa OMnpefesisfiacb MyTeM OLEHKU
Pa3IMUHbIX  KOHLEHTpauuin  chochopunmpoBaHHoro TMCDP-1 B o6pasuax, npoLueaLmx
9KCTparnpoBaHve, B TPEX pas/iMdHbIX MapTuaxX TecTa. [lpa onepartopa Mo OTAENbHOCTU [a/n
TO/IKOBaHME [ecATU TeCcTOB, MPOBOAMMBIX C KadKOOM KOHUEHTpauveli B pasHbIX YC/IOBUSX
OCBeLLIEHNS1 B 06beMe 60 3HaYeHWn 411 Kakaoro ypoBHS. MNpefen obHapy>keHUA TecTa B 06pasLg,
npoLLesLLieM SKCTparnpoBaHvie, NpUGM3nUTeNbHO cocTasnseT 10 MK/, JuanasoH 3HaueHWi Tecta
B 00OpasLie, NpoLLeLLieM 3KCTparnpoBaHve, NpubnmsnTesibHo coctassseT 10-10000 mKr/n.

AHannTnyeckas crneunpuyHocTb

AHanMTM4eCKas CreLmprUUHOCTb (MepeKpecTHas PeaKTVBHOCTbL) TECTUMPOBa/TaCh C HesI0BEUYECKUMA
6enkamn MCNDPP-1 ¢ KoHueHTpauwmen 6enxkos NMCUDP-2, -4, -5, -6, a Takke NCUNPP-3 B 5000
MKI/N C NPUMEHEHVEM OAHOM MapTum TecTa. Mpy UCronb30BaHMN YesioBeYecKux 6enkos MCNDP-

2, -3, -4, -5 1 -6 NEpPeKPeCTHON PeaKTVBHOCTM He Habmogasiocb. TecT crneuydmyeH K
yenoseyeckomy NCPP-1.

MexcepuitHaa 1 BHyTpUcepuinHas BOCNPOU3BOANMOCTb

Bo Bpems VCMbITaHWiA TeCTUPOBA/IMCL TPY MapTmn TecToB Actim Partus Test, 4BymMsi ornepaTtopami,
KKObIA 13 KOTOPbIX fan TO/IKOBaHVe OfHOM MaHe m o6pasuoB ¢ 10 KONMSIMM B OAMH U TOT Xe
[EHb C MCMO/b30BaHNEM TPEX PasHbIX NapTuiA TecTa B 06beMe 60 3HaYEeHWI 11 KXKOO0MO YPOBHS.
B vTOre 6bM NosyyeHbI CXOAHbIE Pe3y/bTaTbl.

Ona o6pasuoB ¢ KoHueHTpaumen prCUPP -1 0 1 10 - 30 MKI/A MpOLEHT COOTBETCTBUS
coctaBwn - 100% 4JTO COOTBETCTBYET OMNPEAESIEHHbIM  KPUTEPUSM  MPYeM/IEMOCTN  Ge3
CYLLIECTBEHHOM pasHULbI B MOKa3aTe/saX NMPOLEHTa BbISIBEHVS M0 MapTUsM WK M0 orepaTopam.

VHTepepumpyloLme BeLlecTBa

CnepyroLLme BELLECTBA, COCTOSHUA U MUKPOOPraHv3Mbl 6bUM NMpPoBepeHbl COBMECTHO C TECTOM
Actim Partus Test, 1 6bU10 YCTAHOB/IEHO, YTO OHX He B/MAKOT Ha NpoBedeHVe Tecta Actim Partus
Test.

MPOBEPAEMAA VHTEPPEPEHUVA BELECTBA / COCTOAHVA / MNKPOOPIrAH/3MA

(HET/OA)

CemeHHas YXMAKOCTb Het
Moua Het
XUPYPruyeckuii nyopuKaHT Het
MoBWAOOH-¥i0f Het
VIHTUMHB I renb-cMaska Het
"excaxnopodeH Het
Masb Ha 0CHOBe rekcaxsiopodeeHa Het
Ma3b SKoHas30/ Het
MpocTarnaHonH E2 Het
AMNLWIIVH Het
SpUTPOMULINH Het
[JekcameTasoH Het
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BeTtamveTasoH Het

HanpokceH Het
HudeamnnH Het
Cynbhar MarHms Het
OxkcuroupH Het
TepbyTanuH Het
17-anbtha-rmapoKC1NPorecTepoH Kanpoar Het
lMporecTepoH B Karicynax (nepopasibHo) Het
[MporecTepoH B Karicy/ax (MHTpaBariHa/1bHO) Het
WHpgoveTaumH Het
BunpyounH HeT
Cpeactsa ans gyLla v BaHH Het
JeTckoe macno Het
JeTcKan npucbInka HeT
[e300pVpyHoLLMIA CyNMO3UTOPUIA A9 XKEHLLWH Het
BarvHasibHbIA refb Het
[Je3opopuypytoLLiee CPeacTBO /1 KeHLUWH Het
Candida albicans (KaHgnaa anb6mkaHc) Het
Gardnerella vaginalis (BarvHanbHas rapgHepenia) Hert
Neisseria gonorrhea (I"oHopest) Het
Chlamydia trachomatis (Xnamngnn) Het
Bupyc npocToro reprieca nepeoro Tmna Het
Bupyc npocToro reprieca BTOPOro Tvna Het

KnunHnyeckass (gunarHoctmyeckas) 4yBCTBUTE/IbHOCTb W K/AMHMYecKas (gMarHocTmyeckas)
crneynmurUYHOCTb

Tect Actim Partus Test paccMaTpuBasicsl B HEKOTOPbIX MCCMeA0BaHNSX B KaYeCTBe MHCTPYMeHTa /1A
[VarHoCTUKN MPEeXOEBPEMEHHBLIX POAOB. B xofe vccnegoBaHWin KIMHUYECKast YyBCTBUTENTbHOCTb U
CNeLmprYHOCTL TeCTa OLEHMBaIaCh OT KOHEYHOr0 MoKasaTtensi (poabl B TeyeHue 48 Yacos, 7 AHeN Win
npeXxaeBpeMeHHbIe PoAbl B CPOK <35 wWin <37 Heflerb).

K/IMHUYeCcKme 1ccnesoBaHus
TeCT OLIEHNBA/ICS B XOfle HECKOSTbKMX KTMHUYECKIX VICCTIEJOBAHNIA.

12. icxogHble maTepuansl
TecT-nosnocka:
HanmeHoBaHWe cOCTaBNSAOLLMX Martepuan
MNacTKOoBb I KapKac AIN3T, nonmaup
MoayLika ans o6pasua / Moaylika KoHbtorata — MapodwibHBIA NMOPUCTBIN NOMMSTUIEH,
COAEPXKALLMA 0KOMO 1-3  MKT MbILLMHbBIX
MOHOK/IOH&/TbHbIX aHTUTEN M0 OTHOLLIEHUIO K
0enKy, CBA3bIBAOLLEMY VHCY/IMHOMOLOOHbIN
thakTop pocTa-1 (MCNDP-1), NONOKEHHbIA
Ha SlaTeKc.

MembpaHa HuTpouentoniosHasa aqwmpHas MembpaHa,
KOTOPYH HAHOCAT Ha NO/SMPHBLIA KapKac.
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¢ CoAepXKaLLmin OKo/0 1-3  MKI MbILLMHBIX
MOHOK/TOH&/TbHbIX aHTUTES MO OTHOLLIEHUIO K Hai
6enKy, CBSA3bIBAOLLIEMY VHCY/IMHOMOAOOHb I NH;
hakTop pocTta-1 (MCUNDP-1) TecT
['Urpockonmnyeckas NpoK/iagka Llenntonosa
['oKpbLIBAIOLLYE JIEHTDI M3, MonuatuneH By
H
AHTUTeNa, UCMOo/b3yeMble B TECT-MOSOCKE; Bl
Konnuectso
AHTUTENA DyHKUNA KOMrIOHEHTA, OHCZ
HaHeceHHoe Ha
MO/I0CKy Oc
IMOHOK/IOHa/IbHOe aHTUYe/I0BEYECKOe 1-3 mKr
MbILLIMHOe aHTuTeno MNCDP-1 TecToas rioriocka
IMOHOK/I0Ha/1bHOE aHTUYETOBEYECKOe 1-3 mKr
MbILLIMHOE aHTUTeNo (TTT) KOHTpOnbHas rorocka
KoHblormpoBaHHoe ¢
MOHOK/I0Ha/IbHOE aHTNYE/I0BEYECKOE TIATEKCHBIMIA HacTvLaMA 1
MbILLMHOe aHTUTes10 MNCIDP-1 PacrpeAeneHHoe o 0,515 mkr
MoAyLLUKe [/151 obpasua/
KOHbIOraTa
PacTBop 19 06pa3Lia, NpoLLeLLEro SKCTparpoBaHue:
HavmeHoBaHwe vacTeit MaTtepuan
MnacTvkoBast NPobMpKa MormnponueH (Sarstedt)
KpbliLLKka MonmnponuieH BbICOKOM M/I0THOCTK (Sarstedt)
PacTBop 419 aKCTparnpoBaHus PactBop (hoctpata Hatpusa (Na2P04 x H20) 3.5 mr
o6pasua (pH 6.0) Xnopwug Hatprst (NaCl) 1.5 mr 13
STuneHaaMnHTETPayKeycHas kucnorta (34TA) 1.9
Mr 13
KoHcepsaHT: IMpokvH 300 (Proclin 300) 0,5 mn M
Monmcopbat: TeuH-20 (Tween-20) 0,15 mn
AnbOYMMH 6bIMbEN CbIBOPOTKN 5 Mr)
ANpoTUHMH 25 KLU
CTepunbHbIii TaMMNOH AnA 3abopa obpasua:
HanmeHoBaHWe yacTeii MaTtepuan "
Jepxarens MonmcTypon (NponsBoACTBa KoMMaHun Puritan
Medical Products Company LLC, MsH, CLLIA)
Pabo4as yacTb - TamroH MonmathnpHoe BOSIOKHO (IMPOV3BOACTBA KOMMaHWN o

Puritan Medical Products Company LLC, MaH, CLLIA)
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MaTtepurasibl yNaKoBKM

HavnwveHoBaHve Martepuan
WHavBmayansHas atioM/HNEBAA YNaKOBKa SC 50 /v
TECT-M0/I0COK PE/LD 12r/m™
ALU 9 Mkv
ION23 v
BHyTpeHHAS yrnakoBKa PET 12 + PE 50
BHeLLHAA ynakoBKa KaptoH 410 riv®
OcyLumTenb
HavmeHoBaHWe Martepuan
OcyLmTenb Cvwkarens 0,5 1

MepeyeHb MaTeprasioB XXMBOTHOMO U (M) YeI0BEYECKOTO MPOUCXOXKIIEHMS]

Martepuasibl He/I0BEHECKOr0 MPOVICXOXIEHUS: He UCTIONb3YHTCH

Martepriasibl YXMBOTHOMO MPOUCXOXKAEHIS;

VcxogHbIMM - MaTepriaiaMn YKMBOTHOMO  MPOVICXOXKAEHWS, WCMO/b3yeMbIMA /11 U3rOTOB/IEHNSA
NPoAyKTa, SIBASHOTCSH MOHOK/IOHa/IbHbIE aHTUTE/a MbILLMHOMO MPOUCXOXKAEHWS, MO/TMKIOHA/IbHbIE
KpPO/MYbM atutesia v 6bIumii aibbyMyH.

Vcronb3yemblid  f191 Mpou3BoAcTBa  M3e/mMA  OblMMA - anibOyMUMH  MOSTyYeH M3 UCTOYHMKOB,
cepTUmumMpoBaHHbIX Ha oTcyTcTBMe [TOKPC (rybuatoii sHUedaionaTm KpynHOro poraroro
CKOTa).

MOHOK/IOHa/bHbIE aHTUTENA MbILLMHOIO MPOVICXOXAEHNSA W MOMMKIOHa/TbHbIE KPOIMYbM aTuTeNa
NpVoBpeTatOTCA 13 6e30MacHOro NCTOUHMKA, MaTepuan COOTBETCTBYET TPeboBaHNAM.

Cblpbe 06pabaTbIBacTCA B COOTBETCTBUM C HAL/IEXKaLLIEN N1aboPaTOPHO MPaKTUKOM.

13. MapkupoBKa

131 MapKVIpOBKa Ha BHELLIHE YraKOoBKE:
I\/Iap|<|/|p0|3Ka KaXK0 KOPOOKM (BHELLHEN YNAaKOBKM) COLEPXKUT CefyHOLLYO MHGOPMaLWO:
HavIMeHoBaHVe, afpec, afpec B VIHTepHET Nnpou3BoauTeNs,;
- afpec MecTa Mpon3BOACTBA;
- HauMeHoBaHVie V3aenvs;
- KO/IMYECTBO TECTOB, Ha KOTOPOe paccuMTaHa fjaHHas YrakoBKa,;
- Howmep no karanory (REF) B 3aBUCUMMOCTY OT BapyviaHTa UCMOHEHNA MEAULMHCKONO W3aens
REF 31930ETAC 1 «9QKCrpece - TeCT A4/15 AUarHoCTUKM in Vitro npexxaeBpemMeHHbIX POAoB
(Actim Partus Test) Ha 1TecT»
wm
REF 31931ETAC f/159 «KCrpecc - TeCT A/19 AUarHoCTUKM in Vitro npexaeBpeMeHHbIX POLoB
(Actim Partus Test) Ha 10 TecToB»;
- kog naptvm (LOT);
- LUTPWX-KOL;
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- cumBon «Meoum™ CKoe M3fenve A1 AUarHoCTUKK N Vitroy,
- cMBON «OBPaTUTECH K MHCTPYKLAM MO MPUMEHEHWIO,

- CVMBOJ1 COOTBETCTBMS OCHOBHbIM TpeboBaHNAM AnpekTvB EC;
- CVMBO/T «3arpeT Ha NMOBTOPHOE MPUMEHEHNEY

- YCI0BUSA XPaHEeHNs - CUMBOJ/T « TeMrepaTypHbI AyianasoH»;

- CPOK rofHOCTY - cMBON «Mcnonb3oBaThb A0 ...»;

TaKKe Ha BHELLIHIOH YMaKOBKY HaK/EVBAeTCs STUKETKA /19 06paLLEHMs Ha Tepputopumn Pd,
CoAEPXKaLLIAS MapPKMPOBKY:

- MOMTHOE HAVMIMEHOBAHWE U3OENNS;

- KOJMYECTBO U3AE/NIA B YTAKOBKE;

- COCTaB V3AeNsT;

- YC/I0BMS TPAHCMOPTMPOBaHUS,

“ MepbI MPENOCTOPOXKHOCTY;

- YC/I0BUST XPaHEHWS;

- HaMMeHOBaHVie MPOV3BOAMTENS;

- HaMeHOBaHVie U TenedioHbl AUCTPUGLIOTOPA B Poccuu;
- HOMep ¥ JaTa PerncTpauyioHHOr0 Y0CTOBEPEHUS;
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PUCyHOK 4. BHeLLIHAA yNakoBKa Ha npuMepe «KCMpecc - TeCT /19 ANarHoCTMKK in Vitro
npexaespemMeHHbIX pogoB (Actim Partus Test) Ha 10 TecToB.
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Tato
PD,

PucyHoK 5. MapKmpoBKa /151 00paLLIEHNS Ha TePpUTOpUM PD Ha BHELLIHEI YraKOBKe MeAVLIMHCKOIO
n3aennsA Ha npumepe «IKCMPecc >TeCT A/1A AMarHOCTUKM in Vitro npexxaeBpeMeHHbIX pogoB (Actim
Partus Test) Ha 10 TecToB»

13.2 MapKupoBKa Ha BHYTPEHHeli yNaKoBKEe:
Ha BHyTpeHHe YNnakoBKe 3KCMpecc-TecToB (MaKeTe) COAEPXKMTCA CrefytoLasn MHOpMaLS:
- HaUMeHOBaHWe, afjpec, afpec B VIHTepHET npovsBoaUTeNs;
- afipec MecTa Npou3BOACTBA;
- HAUMEHOBaHVie 30/,
- KO/IMYeCTBO TECTOB, Ha KOTOPOe paccymTaHa JaHHas YNakoBKa;
- Homep o Katasory (REF);
- kog naptum (LOT);
- OMnKMIcaHVe COAEPXKMMOr0 YTaKoBKU;
- CXeMaTnyHas UHCTPYKLMA MO MPUMEHEHWIO;
- CMMBO/ «MeauLIMHCKOe M3aenve i AMarHOCTUKK in Vitrow;
- cMMBO/T «OBPaTUTECH K MHCTRYKLIMM MO NMPUMEHEHIIOY,
- CVIMBOJ1 COOTBETCTBMSA OCHOBHbIM TPeboBaHVSIM AnpeKTvB EC;
- CUMBOJT «3arpeT Ha NOBTOPHOE NPUYMEHeHe»
- YCIOBUSI XpaHEHUS! - CUMBO/ « TemnepaTypHbIA AnanasoH»;
- CPOK roAHOCTY - cMBOoA «lcrnonb3oBathb Ao ...»;
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Tarore Ha BHYTPEHHIOK YMaKOBKY M3eNMSA HaKMNENBAETCA 3TUKETKA /151 0OpaLLIEHNA Ha TeppUTOpUI
Pd, cogepraLLigs IHpOPMaLKO:

- MO/HOe HaMMeHOBaHWe V3ae/ns;

- COCTaB W3Menns;

- YC/I0BVS1 TPAHCTIOPTUPOBaHNIS,

- MepbI MPeLOCTOPOXHOCT;

- YC/IOBUS XPaHEHNS;

- HAMMeHOBaHVie NPOV3BOAUTESIS;

- HaMVeHOBaHWVe Y TenehoHbI AUCTPUbLIOTOPa B Poccuu;

- HOMep ¥ faTa PerncTpauioHHOro Ya0CTOBEPEHS;
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PricyHOK 6. MapKvpoBKa Ha BHYTPeHHe YnakoBKe MeVILMHCKOrO M3Lena Ha Npuvepe «OKCMpPece -
TECT /19 ANarHOCTUKK N Vitro NpexxaeBpemMeHHbIX podoB (Actim Partus Test) Ha 10 TecToB»

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



13.3 MapKupoBKa Ha MHAVMBUAYa/IbHOW YNaKOBKe TeCT-MOIOCKN:

Ha nHavBUAYanbHOM YNakoBKe TECT-MOIOCKM COAEPXKMUTCA CMEAYHOLLAs MHGhopMaLINS:
- HaMMeHOBaHVe NPOV3BOAUTESS;

- KpaTkoe HammeHoBaHue n3genmsa ((Actim Partus);

- Howmep no karanory (REF);

- kog naptum (LOT);

- CcMBON «MeuUMHCKOe 13aenne 419 AMarHOCTUKNA in vitro,

- CUMBOJ1 COOTBETCTBUS OCHOBHbIM TpeboBaHWsIM avpekTue EC;

YC/I0BVS1 XPaHEHVS! - CUMBO/T « TeMMepaTypHbIlA AvianasoHy;

CPOK roAHOCTW - cUMBON «lICNo/b3oBaTh A0 ...»;

Tarke Ha NHAVBYya/IbHYHO YMAKOBKY TECT-MOMOCKM  HaK/IEMBAETCH 3TUKETKA /19 00paLLIeHNs Ha
Tepputopyn PP, copepxaLlias HOpMaLIHO:
- HavMeHoBaHVie n3genusa ( TecT-nosocka- 1ur.)

PucyHok 7. IHgyBnayarbHas ynakoBKa TeCT-M0/I0CKU

13.4 MapKupoBKa Ha NHANBUAYA/IbHON YyNaKoBKe TaMMoHa CTEPUIbHOIO NONM3MUPHOro A1
3abopa npoobbI:
Ha HavBUaYyanbHOM yrakoBKe TaMroHa CTEPUILHONO NOSIMAPUPHOIO A1 3a60pa Npodbl COAEPKUTCA
cnepyrow,aﬂ MHpopMaLVIS:
HavMeHOBaHWe, afipec, agpec B VIHTEPHET Npou3BOAUTENS;
- HauMeHOBaHWEe U3aenuns;
- Homep no Karasory (REF);
- kog naptmm (LOT);
- CPOK rogHocTu - cumBon «licnons3osarb J0 ...»;
- CMMBO/1 «3arpeT Ha NMOBTOPHOE MPUMEHEHME»
- C1MBOS «He 1Cronb30BaTh NPV MOBPEXIEHHON YNaKoBKe»
- CUMBO/ «CTepUN3LIMA OKCUAOM STUTIEHa»
- LLUTPUX-KOf,;
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- CTpaHa V3roTOB/IEHNS;
- CVMBO/1 COOTBETCTBUS OCHOBHbIM TPeGoBaHMSIM AVpeKTUB EC;

Takke Ha HAVBUYanbHYH YNaKoBKy TamroHa A/1s 3a60pa Mpobbl HAKMEVBAETCS STUKETKA /1]

obpaLLieHVs Ha TeppuTopUn Pd, cofepyxaLLian MH(OPMALINIO:
- HavIMeHOoBaHVe m3genms (TamroH CTepwIbHbIM MOMAMPHBLIN A4 3a6opa NPobb! - 1 L)

PUCYHOK 8. HOVBIya/bHast yrakoBKa TamrioHa CTEPU/IbHOIO MonatvpHOro A/ist 3a6opa npotbl

13.5 MapkunpoBKa Ha NpobupKe ¢ pacTBOPOM A/15 IKCTpaKuum npobbl (0,5 M)

Ha npobupke ¢ pacTBOpOM A/11 SKCTPaKLmKM Npobbi (0,5 M) coaepykUTea crefyroLast MHopMaLys:
- HavMeHOBaHWe Nnpov3BoAUTeNS,;

- HavMeHOBaHWe W3enns, A1s MPUMEHEHMSA C KOTOPbIMM NpeaHasHadveHa («Actim Partus / PROM
Test»)

- Homep o Katanory (REF);

- Kog naptvm (LOT);

- CPOK rogHocTu - cumBon «l/Icnonb3oBath [0 ...»;

- cMBON «MeMLIMHCKOe 13aenve A1 AVarHoCTUKA in Vitroy;

- YCNOBUS XpaHEHUs - CUMBOJT « TeMMepaTypHbIA AnanasoH»;

CUMBOJ1 COOTBETCTBUA OCHOBHbLIM TPeboBaHMAM AnpeKkTus EC;

- 06bEM COIEPXKUMOTO MPOOUPKM;

Takke Ha NHAVBUAYaIbHYHO YNakoBKy TamroHa /19 3abopa Mpobbl HAK/MEMBAETCA STUKETKA /15
obpaLLleHVs Ha TeppuTopun P, cofepykallan MHpopMaLito:
- HavmeHoBaHwVe n3aenms (Mpobrpka ¢ PacTBOPOM /151 SKCTpaKUmm npobb (0,5 M) - 1 wir.)
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PucyHok 9. MpobrpKa ¢ pacTBOPOM 47151 SKCTpaKLmm npobbi (0,5 m)

Cunmson PacLumposka
Vcnonb3osarth Ao...

CofiepXKMMOro IOCTATOUHO /715 MPOBEAEHMIS M-KO/MYeCTBA TECTOB

MeauLMHCKOe 13aenve /151 ANarHoCTUKA UH-BUTPO

IVD
3anpeT Ha MOBTOPHOE MPVIMeHeHVie
Kog naptim
o T
KaTanoxHbI/i HOMep v3aenvs
BEP
NpoussoauTenb
«1l
$ O6paTUTECh K VHCTPYKLWV MO MPUMEHEHMIO
C::€ CVMBO/1 COOTBETCTBUS OCHOBHBIM TPeboBaHUsM AvpeKTvs EC
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TemniepaTypHbIi AvanasoH XapHeHis
( § ) He 1crionb30BaTh Mpy MOBPEXKAEHMN YNIAKOBKM

JeTEMLEM  Crepwmsuma OKCULOM 3TW/eHa

14. YnakoBKa

14.1 3kcnpecc - TeCT 4719 AMArHOCTMKM in Vitro npexaeBpeMeHHbIX pogos (Actim Partus Test)
Ha 1TecT:

VIHavBMayaribHast yrakoBKa TeCT-M0I0CKU: OffHa TeCT-MO0/0CKA BMECTE C OCYLLMTESIEM (CUMKaresiem)
MOMeLLIEHa B FepMETUYHDIA MaKeT 13 a/IFOMUHMEBOM MVIEHKU (PUCYHOK 7).

ViHovBuayaibHasn yrakoBKa TaMroHa CTepusIbHOMO MOMMaUPHOIO /15 3a60pa npobbI: 0AWH
CTePWIbHbIA TAMMOH MOMELLEH B OyMaXKHbIN MrepMETUYHO 3aKPbITbIA NaKeT (PUCYHOK 8);

PacTBOp /19 3KCTpaKLym Npobbl B 06beMe 0,5 M1 MoMeLLIEH B MPOOUPKY C KPbILLKOA (PUCYHOK 9);

B 04HY BHYTPEHHIOK YNakoBKy (MakKeT - PUCYHOK 6) MOMeLLIEHbI:

- TaMroH CTepU/IbHbIA NONMAPMPHBIN 419 3a60pa MPobbl B MHAVBMAYa/IbHON YaKoBKe - 1 LLT;
- TecT-nonocka B UHANBULAYa/IbHOM YakoBKe - 1 LT

- Mpobrpka ¢ pacTBOPOM /19 3KCTpaKLym npodbl (0,5 mn) - 1u;

B 0iHY BHELLIHIOIO YMaKOoBKY (KapTOHHYHO KOpPOOKY) MOMELLEHbI:
- BHYTPEHHSASA YNaKoBKa C 13fenvsMn (Maket) - 1w,
- VIHCTpYyKUMSA MO NpYMEHeHWo - 1.
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PucyHok HOBHeLLHSS ynakoBKa Ha nprmepe «QKCIMPeCC - TeCT /19 AMarHOCTUKA in Vitro
npexXaeBpeMeHHbIX poaoB (Actim Partus Test) Ha 1 Tect»

14.2 JKCnpecc - TecT AN ANarHOCTMKM in vitro NpeXxxaeBpeMeHHbIX PoAoB (Actim Partus Test)
Ha 10 TecToB:

ViHovBmayanbHan ynakoBKa TeCT-MOSOCKN: OfiHA TECT-MO/I0CKA BMECTE C OCYLLIMTENIEM (CWIMKaresiem)
MOMeLLIEHa B repPMETUYHBIN NaKeT 13 a/ItOMUHVEBO M/IEHKN (PUCYHOK 7).

ViHavBuayanbHasa ynakoBKa TaMroHa CTepU/IbHOIO MosIMaUPHOro 1 3a6opa npobdbI: oavH
CTEPWIbHbIA TAMIMOH MOMELLIEH B OyMaKHbIA repMETUYHO 3aKPbIThIA NaKeT (PUCYHOK 8);

PacTBOp [/151 aKCTpaKLum Npobbl B 06beMe 0,5 M1 MOMeLLIEH B MPOBUPKY C KPbILLIKOA (PUCYHOK 9);

B ogHYy BHYTPEHHIOK YNaKOBKY (MaKeT - PUCYHOK 6) MOMELLIEHbI:

- TamroH CTepu/ibHbIA NOMAUPHBIA 419 3a60pa NPo6bI B UHANBAYa/TbHOM YNaKoBKe - | LU,
- TeCT-nosocKa B MHAVBWAYa/TbHOM YMakoBKe - 1 LUT.;

- [Mpobypka ¢ pacTBOPOM A5 IKCTPaKLym NpobbI (0,5 mn) - 1 wr;

B 04HY BHELLHIOH YrakoBKY (KapTOHHYH KOPOOKY - PUCYHOK 5) MOMELLIEHbI:
- BHYTPEHHVe YMNakoBKU C M3aenmsamMn (NakeTobl) - 10 wr;
- /HCTpYKUMA MO NPUMEHEHWIO - 1 LT,
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XapakTepuctuka 3HaueHue

BHelLHsA ynakoBka Actim Partus Test Ha 1 TecT 236 X110x70
(OXLIXB), Mm

BHeLHAs yriakoBka Actim Partus Test Ha 10 236 X110x70
TecToB (AXLLIXB), Mm

BHyTpeHHAA yriakoBKa (rMakeT) (AXLLI), Mmv 233 X99
VIHoviBMayanbHas ynakoBka TamnoHa (AXLL), mv 193x40
WHavenayanbHasa yrnakoBKa TeCT-M0I0CKM 170x55
(OXLLD), Mm

15. ¥cnoBusa xpaHeHus

XpaHuTe um3genve npu Temneparype +2..+25 °C 1M OTHOCUTENIbHOM B/I@XKHOCTU BO3AyXa He
6onee 80% B HEBCKPLITON YMaKOBKe M3rOTOBUTESA 0 UCTEHEHMS CPOKa MOAHOCTM, YKa3aHHO Ha
yrnakoBke. Ec/m TecT-Habop pacrakoBaH, TO KadKiblid KOMIMOHEHT [O/DKEH WMCMO/b30BaTLCA A0
UCTEYEHNS CPOKa [eNCTBUSA, YKa3aHHOMO Ha CaMOM KOMIOHEHTE.

Vicrionb3yiiTe m3genve cpasy nocsie BCKPbITUA YNaKoBKU 113 (HOSTbIW.

[Mpn HeCO6NKOAEHM YCMOBUIA XPaHEHS MEAVLMHCKOE U3AeNe He MOLIEXUT UCTIONb30BaHWIO.

CpoK rogHocTn - 24 mMecsLa. v
ISi
16. TpaHcnopTupoBaHue
Vsgenve cnegyeT nepeBO3UTb B OpPUrMHAIbHON YMakoBKe MPOM3BOAUTENS, 3alLMLLAIOLLIER
NPOAYKUMIO OT BHELLHMX BO3AENCTBUIA, Ha BCEX BUAAX TPaHCMopTa B KPbITbIX TPAHCTOPTHBLIX isi
CpefcTBax B COOTBETCTBUWM C MpaBWIaMA MEPEBO30K, AUCTBYHOLLIMMKM Ha TpaHCropTe JaHHOro
BUJA.
YcnoBus TPaHCNOPTUPOBaHMS: MpK Temnepatype +2..+25 ®C 1 OTHOCUTENIbHOM BAKHOCTU
BO3ayxa He 6osee 80% E
Mpy NpoBefeHN MOrPYy304HO-Pa3rPy30UHbIX PaboT M TPaHCMOPTUPOBaHUM CedyeT CTPOro AC
BbINO/HATL TPe60BaHMA MaHUMYNALMOHHBIX 3HAKOB, HAHECEHHbIX Ha YMaKOoBKe 1 TPaHCMOPTHOM BN
Tape. EN
Mpn  HeCO6/HOAEHN  YCIOBUIA  TPAHCMOPTMPOBAHNA MEAULIMHCKOE U3LeNNe He  MOLNEXUT
NCIO/Mb30BaHWIO.
EN
17. ¥Ycnosua akcnayataymm
W3penvie skcnyatnpoBaTthb B MOMeLLEHN Npu TeMepaType +18...+25 °C 1 0THOCUTE/IbHOI
BNaXKHOCTW BO3Ayxa He 6oniee 80%
EN
18. YTtunmnsauymsa
CornacHo NPoToKo/1laM MEAULIMHCKOI0 YUPEXKAeHWS, a Takoke HopMam MeCTHOro EN
3aKoHOJaTeNLCTBA. 20C

Mo Kraccy OnacHOCTY MEAULIMHCKMX OTXOZI0B MK YTUIM3ALIMM UCXOAS M3 XapaKTePUCTVKA
MOPO/I0rMHYECKOro COCTaBa MOryT BbITb OTHECEHbI K 3MMAEMMONONMYECKI OMACHbIM OTX0AaM
(VIHMLppoBaHHbIe U MOTEHLWANIbHO MHAMLIMPOBAHHbIE 0TX0Abl. MaTepuaribl U MHCTPYMEHTI.
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NpPeaMeTbI 3arPsi3HEHHbIE KPOBBHO W/ APYTrMA B1O/I0r MHECKMA YKMAKOCTAMM) - Krace b B
cootBeTcTBUM € CaHlnH 2.1.7.2790-10.

19. lapaHTUK
MpouisBoauTENb  rapaHTVPYeT  COOTBETCTBME  XAPAKTEPUCTUK  MEAULIMHCKOrO  M3Ae/vA

3a8B/IEHHbIM B 3KCI/TyaTaLMOHHON AOKYMEHTaLWMW MpU YC/IOBUM MPUMEHEHVSI V3AeNnst B
COOTBETCTBUM C WHCTPYKLUMEA W MO Ha3HAYeHWto, MpefyCMOTPEHHOMY NpPOW3BOAUTENEM, B
TeyeHMe YKa3aHHOro CPOKa roAHOCTH.

Mo Bcem Bornpocam, /11 MOSTyYeHUst KOHCY/bTauuiA M MOAAepKKW CreayeT obpalliaTbCs K
YMO/IHOMOYEHHOMY MPEACTaBUTE/HO MPOM3BOAUTENS Ha TeppuTopun PA:

«O00 «MegrkaHa Dapm»,
115093, r. MockBa, 1-bW MaBnoBcKWiA Nep., 4. 3,

:2 Ten./cpakc 981-01-03, 937-21-26, 980-78-53,
1o E-mail - info@medicanapharm.ru»
I\vVDD 98/79/EC MeOuUMHCKMe cpeacTBa W 060pyAoBaHWE /11 1abopaTopHON
AMarHoCTUKM in vitro
I1ISO 15223-1:2016 M3penna  meguumHekre. CUMBOMLL,  MPUMEHsEMble  Mpnt
reu MapKIPOBAHM  Ha.  MEIVILMHCKUX  U3MIE/INAX, JTUKeTKaX W B
. COMpOBOAVTE/TbHOM OKyMeHTauun. Yactb 1. O6Lupe TpeboBaHMs
I1SO 15223-2:2010 M3penna megmumHeKme. CUMBO/IbI, NMPUMEHSEMbIE MPU
ro MapK1POBaHUM Ha MEAVLIMHCKUX U3NENNSAX, ITUKETKaX N B
COMpPOBOAMTENbHOM JOKYMeHTaLmK. YacTb 2. Pa3paboTka, BbI6op 1
)TV Ba/MaALMA CUMBO/I0B
EN ISO 13485:2016 W3penna meamumHeKme. CUCTeMbI YNPaB/ieHUA KaueCcTBOM.
)ro AC2016, AC2018 TpeboBaHMA K perynMpoBaHmio
1Ol EN 1SO 14971:2012 M3penna  mMegyumHCeKue.  TpyMeHeHWe MeHe[DKMEHTa PUCKOB K

MeVILMHCK/M YCTPOCTBaM

ENISO 18113-1:2012 M3aenvs MenUMHCKME /11 AMarHOCTUKK ““in vitro”. IHhopmMaums,

o rocTaB/isiemMast NPoV3BoAUTeNIeM (3TUKETMPOBaHKE). YacTb 1
TepMuHbI, onpeaesieHrs 1 06LLme TpeboBaHNA

EN ISO 18113-2:2012 M3penua MegmumHCKME 18 AvarHoCTUKKM “in vitro™. VHgopmMauys,
rocTaB/Iiemast Mpou3BOAUTENIEM (3TUKETUPOBaHKE). YacTsb 4.
PeareHTbl! /19 IMArHOCTUKN in Vitro A9 NpogeccroHaibHOro
NMPUMEHEHNS

EN 1SO 23640:2015 V3oenuss MeguuyHCKVe s AMarHocTvKM ““in vitro”. VcnbimaHus
Ha CTabW/IbHOCTb PeareHToB /151 AMarHOCTUKM “in vitro”

EN 13612: 2002 / AC: OueHKa apheKTUBHOCTM M3AENMIA As in Vitro AvarHoCTUKK

2002
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21. YnpaBneHune pnuckamu
Bce cnydan pycKoB, MAEHTUULIMPOBaHHbIE B XO/€ OLIEHKM PUCKOB, 6bII MUHUMU3MPOBaHbI [0
NPUemMsIEMOro ypoBHA.

22. Hhopmaums o pa3paboTke 1 NponN3BOACTBE

Cuctema YnpasneHuss KauecTBom, oObecreumBarolLias  paspaboTKy W MPOM3BOACTBO,
CepTMMLIMPOBaHa B COOTBETCTBMM C TpeboBaHMAMM EN 180 13485:2016..
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1. Name of medical product and Contents of delivery:
Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim Partus Test) (hereinafter “Test” or
“Actim Partus Test”)

Package options:

1 Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim Partus Test) for 1test, comprised
of:

- one sterile polyester swab for specimen collection;

- one dipstick;

- one tube of Specimen Extraction Solution (0.5 ml);

- Instructions for Use.

2. Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim Partus Test) for 10 tests,
comprised of:

-10 sterile polyester swabs for specimen collection;

-10 dipsticks;

-10 tubes of Specimen Extraction Solution (0.5 ml);

- Instructions for Use.

2. Developer, manufacturer, site of manufacture

Medical product manufacturer:

Oy Medix Biochemica Ab

Klovinpellontie 3, FI-02180 Espoo, Finland,

Tel.: +358 9 547 680, fax: +35895053441, medix@medixbiochemica.com

Medical product developer:

Oy Medix Biochemica Ab

Klovinpellontie 3, FI1-02180 Espoo, Finland,

Tel.: +358 9 547 680, fax:+35895053441, medix@medixbiochemica.com

Site of manufacture:

Oy Medix Biochemica Ab

Noljakantie 13,80130 Joensuu, Finland,
medix@medixbiochemica.com.

Tel.: +358 9 547 680, fax: +35895053441

3. Authorized representative in the Russian Federation:
LLC Medicana Pharm,

3, P’Pavlovsky Side-Str., Moscow, 115093

Tei./fax: 981-01-03, 937-21-26, 980-78-53,

E-mail - info@ medicanapharm.ru
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Purpose 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 secretions during pregnancy. The test is intended for professional
use to help predict the risk of preterm or imminent delivery when fetal
membranes are intact.

Domain of usage Clinical laboratory diagnostics

Intended user Medical worker

Indications Risk of preterm or imminent delivery when fetal membranes are intact.
Contra indications  No

Sterility Product components are supplied non-sterile, not subject to sterilization by

user, except for the sterile polyester swab for specimen collection, to be
sterilized by ethylene oxide.

Content of Does not contain medicines
medicines

Number of uses Single-use product

Maintenance and Not applicable to a single-use product
repairs

Potential risk class 1
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Fig. 1 Test components (top to bottom):
- tube of Specimen Extraction Solution (0.5 ml);
- dipstick;
- sterile polyester swab for specimen collection.

3cka norpy>xeHus 30Ha pesynbTaTta

TecToBas IMHUSA KoHTpo/ibHas nmHuA

Fig. 2. Dipstick design
(1) - Dip area; (2) - Result area; (3) - Test line; (4) - Control line

6. Product description and principle

Rapid Test for In Vitro Diagnostics of Preterm Delivery (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 secretions during pregnancy. The test is
intended for professional 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 patient will not deliver within
7-14 days.

The product is a laboratory diagnostics rapid test pack for assessment of the risk of imminent or
preterm delivery. The test is intended for professional use and can be applied both in clinical laboratory
conditions and at any other place where a patient is located. It is a single use product. The test pack is
not sterile, except for the sterile polyester swab for specimen collection.

Decidual cells synthesize the phosphorylated forms of IGFBP-1 (phlGFBP-1) while amniotic fluid
contains substantial quantities of non- and less phosphorylated forms of IGFBP-1. When delivery is
approaching, fetal membranes begin to detach from the decidua parietalis, and small amounts of
phIGFBP-1 begin to leak into cervical secretions. In the Actim Partus Test a cervical specimen sample is
taken with a sterile polyester swab during sterile speculum examination and extracted into the Specimen
Extraction Solution. The presence of phlIGFBP-1 in the solution is detected using a dipstick. The text

-
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makes it possible to detect enhanced concentrations of phlIGFBP-I (above 10 pg/l in the extracted
sample).

The test is based on immunochromatography. It involves two monoclonal antibodies to human IGFBP-1
spread on the dipstick. One is bound to blue latex particles (the detecting label). The other is immobilized
on a carrier membrane to catch the complex of antigen and latex-labeled antibody and indicate a positive
result. When the dip area of the dipstick (designated as (1) on fig. 2) is placed in an extracted sample, the
dipstick absorbs liquid, which starts to flow up the dipstick. 1fthe sample contains phlIGFBP-1 it binds to
the antibody labeled with latex particles. The particles are carried by the liquid flow and, if phIGFBP-1 is
bound to them, they bind to the catching antibody. A blue line (test line - designated as (3) on fig. 2) 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 - designated as (4) on fig. 2) confirms correct performance of the
test.

7. Limitations of the test

» The test is intended for laboratory diagnostic use only.

» Before performing the test ensure that the fetal membranes are intact (for example with Actim
PROM Test), because with ruptured fetal membranes Actim Partus Test will also give a positive result.

» 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 later affect the final outcome of the pregnancy.

8. Precautions
» Forexternal use only.

Dispose of after use. A test cannot be used more than once.
Do not use after shelf life expiry
Do not use if a pouch is pierced or is not sealed properly.
*Keep away from children.

NOTES

* No quantitative interpretation should be made based on the test results.

* The test requires about 150 pi 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 a blue coloring in the result area before testing.

« Do not use the dipstick if its aluminum foil pouch or the seals of the pouch are not intact.

« Use only the swab provided with the kit.

« Improper sampling may lead to false negative result.

« When dipping, be careful to hold the dipstick in position (with the dip area in the sample extract)
until the sample liquid front reaches the result area.

« If the control line does not appear, the test is invalid, and should be repeated using another
dipstick.

« Ifthe test result cannot be interpreted clearly it is recommended that the test be repeated.
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» 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 5 minutes.

« Ifonly the control line is visible, the result should be interpreted as negative only after 5 minutes
have elapsed.

* As with all diagnostic tests, results must be interpreted in the light of other clinical findings.

« All biological specimens and materials must be treated as potentially hazardous, and disposed of
in accordance with local authority guidelines.

9. Specimen type and collection
The specimen is cervical secretion that is extracted into the Specimen Extraction Solution provided.
The sample should be collected prior to performing digital examination and/or transvaginal ultrasound.
A cervical secretion sample is obtained using a sterile polyester swab (provided in the kit) from the
cervical os during a sterile speculum examination. Take care not to touch anything with the swab
before taking the sample. The swab should be left in the cervical os for 10-15 seconds to allow it to
absorb the secretion specimen (stage 5 on fig. 3).
Open the Specimen Extraction Solution tube and put it in a vertical position. The specimen is
extracted immediately from the swab by swirling the swab vigorously in the extraction solution for
10-15 seconds (stage 6 on fig. 3). Press the swab against the wall of the Specimen Extraction Solution
tube to remove any remaining liquid from the swab. Discard the swab.
Specimens should be tested as soon as possible after extraction but in any case ho more than 4 hours
after specimen collection 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.

10. Test procedure and interpretation of the results

mIf stored refrigerated, allow the aluminum foil pouch and the Extraction Solution tube to reach
room temperature.

mOpen the foil pouch containing the dipstick by tearing. Do not touch the yellow dip area at the
lower part of the dipstick. ldentifying marks may be written on the upper purple part of the
dipstick.

mThe dipstick must be used shortly after its removal from the foil pouch.

« Place the yellow dip area into the extracted sample (stage 7 on fig. 3) and hold it there until you
see the liquid front enter the result area (stage 8 on fig. 3). Remove the dipstick from the solution
and place it in a horizontal position.

mThe result can be interpreted as positive as soon as two blue lines become visible in the result
area. Negative result should be read at 5 minutes. Do not pay attention to any lines appearing
later than 5 minutes.

m If two blue lines, the test line and control line, appear within 5 minutes, the test result is
positive. Ifone blue line, the control line, appears, the test result is negative (stage 9 on fig. 3)

m [ f the control line does not appear, the test is invalid (stage 10 on fig. 3). In this case, the study
should be repeated using a new test.
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Fig. 3. Testing outline

11. Product specifications:

Specification
Swab length, mm
Swab weight, ¢

Specification

Tube dimensions (height x diameter), mm
Tube lid dimensions (height x diameter), mm
Tube weight with the lid and solution, g
Solution volume in the tube, mi

Solution pH

Solution appearance

Specification

Dipstick length, mm
Dipstick width, mm
Dipstick thickness, mm
Dipstick weight, g
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Value
150+2
1.4+0.1

Value

(65x 11)+1

(9x 14)x1
2.8+0.1

0.50+0.05
6.0+0.1

Colorless transparent liquid free from foreign
matters, odorless

Value
120tl
6+1
0.8-2.0
0.7+0.1



Analytical sensitivity
The analytical sensitivity (detection limit) of the Actim Partus Test was identified by evaluating
different concentrations of IGFBP-1 in extracted samples on three different lots of the Actim Partus
Test. Two different operators each interpreted ten devices run at each concentration under various
lighting conditions for a total of 60 determinations per level. The Actim Partus Test limit of detection
is approximately 10 pg/l in the extracted sample. The measuring range of the Actim Partus Test is
approximately 10- 10000pg/1in the extracted sample.

Analytical specificity
Analytical specificity (cross-reactivity) was tested with human IGFBP proteins at a concentration level
0f 5000 pg/l of IGFBP-2, -4, -5 and -6 proteins, and at 50000 pg/l of IGFBP-3 protein using one lot of the
Actim Partus Test. No cross-reactivity was seen using human IGFBP-2, -3, ~4, -5 and -6 proteins. The
Actim Partus Test is specific to human IGFBP-1.

Inter- and intra-assay reproducibility

Two panels of specimens consisting of samples of different IGFBP-1 concentration levels were evaluated
for intra-assay precision. Two different operators each interpreted one panel of specimens with 10
replicates during the same day using three different lots of the Actim Partus Test for a total of 60
determinations per level. Repeatable results were obtained.

For specimens with phIGFBP-1 concentrations of 0 and 10-30 pg/l, repeatability was 100%, which
corresponds to defined acceptance criteria without a significant difference in the detection rate by runs
or operators.

Interfering substances
The following substances, conditions and micro-organisms were tested with the Actim Partus Test and
were found not to affect the Actim Partus Test performance.

TESTED SUBSTANCE/CONDITION/ INTERFERENCE
MICRO-ORGANISM (NO/YUS)
Semen No
Urine No

£  Surgical lubricant No

e Betadine No
Personal Lubricant No
Hexochlorophene No
Hexochlorophene cream No
Econazole cream No
Prostaglandin E2 No
Ampicillin No
Erythromycin No
Dexamethasone No
Betamethasone No
Naproxen No
Nifedipine No
Magnesium sulfate No
Oxytocin No
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Terbutaline No AntU

17-alpha hydroxyprogesterone cgDroate No

Progesterone capsule (oral use) No

Progesterone capsule (vaginal use) No Mon(
Indomethacin No IGFI
Bilirubin No Mon
Shower and bath products No (TSt
Baby Oil No Mon
Baby Powder No IGF]
Feminine Deodorant Suppositories No

Vaginal Gel No

Feminine Deodorant Film No

Candida albicans No Spe
Gardnerella vaginalis No Cc
Neisseria gonorrhea No | Hi
Chlamydia trachomatis No u
HSV-1 No Si
HSV-2 No 6.

Clinical (diagnostic) sensitivity and clinical (diagnostic) specificity

The Actim Partus Test has been evaluated in several clinical studies as an instrument for predicting of
preterm labor. In these studies, clinical sensitivity and specificity of the Actim Partus Test was evaluated
based on the final outcome (labor within 48 hours, 7 days and or preterm labor before 35 or before 37
weeks).

Clinical studies
The test has been evaluated in several clinical studies.

12. Source materials

Dipstick;
Component Material
Plastic frame APET, polyester
Sample pad / Conjugate pad Hydrophilic porous polyethylene, containing

about 1-3 pg of murine monoclonal
antibodies to IGFBP-1 (insulin-like growth
factor binding protein-1), put on latex.
Membrane Nitrocellulose ethereous membrane put on a
polyester frame containing about 1-3 pg of
murine monoclonal antibodies to IGFBP-1
(insulin-like growth factor binding protein-

1
Absorbent pad Cellulose
Capping tapes Polyester, polyethylene
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Antibodies used in the dipstick:

Amount of component put

Antibody Function on the dipstick
Monoclonal antihuman murine antibody Test line 1-3 mkr
IGFBP-1
Monoclonal antihuman murine antibody Control line 1-3. MKr
(TSH)
Monoclonal antihuman murine antibody Conjugated with latex 0,5-1,5 mkr
IGFBP-1 particles and spread over the
sample / coniugate pad
Component Material
é Plastic tube Polypropylene (Sarstedt)
Lid High density polypropylene (Sarstedt)
Specimen extraction solution (pH Sodium phosphate solution (Na2P04 x H20), 3.5 mg
6.0) Natrium chloride (NaCl), 1.5 mg
Ethylenediamine tetraacetic acid (EDTA), 1.9 mg
Additive: Proclin 300, 0.5 mg
'(e)cI Polysorbate: Tween-20, 0.15 ml
57 Bovine serum albumin, 5 mg

Aprotinin 25 KIU

Sterile swab for specimen collection:

Component Material
Grip Polystyrol (made by Puritan Medical Products
Company LLC, Maine, U.S.)
Body Polyester (made by Puritan Medical Products
Company LLC, Maine, U.S))
Title Material
Individual aluminum dipstick pouch SC 50 g/sq.m
PE/LD 12 g/sgq.m
ALU 9 pm
ION 23 g/sq.m
Inner pack PET 12 + PE 50

Outer container

Title
Dryer
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Cardboard 410 g/sg.m

Material
Silicagel 0.5 g



Materials of human origin: not used

Materials of animal origin;

Source materials of animal origin used for product manufacture are murine monoclonal antibodies,
polyclonal rabbit antibodies, and bovine albumin.

Bovine albumin used for product manufacture is obtained from sources certified as free from BSE
(bovine spongiform encephalopathy).

Murine monoclonal antibodies and polyclonal rabbit antibodies are procured from a safe source,
the material corresponds to requirements.

Raw materials are processed in line with proper laboratory practices.

13. Labeling

13.1 Labeling on the outer container:

Label on every box (outer container) contains the following information:

- name, address and website of the manufacturer;

- address of the site of manufacture;

- product name;

- number of tests for which the package is intended,;

m catalogue number (REF) depending on product version:
REF 31930ETAC for Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim Partus Test)
for 1 test,
or
REF 31931ETAC for Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim Partus Test)
for 10 tests;

- batch code (LOT);

- barcode;

- “In Vitro Diagnostic Medical Device” symbol;

- “Consult instructions for use” symbol;

- symbol of compliance with primary EU directive requirements;

m “Single use” symbol;

- storage conditions - “Temperature limitation” symbol;

- shelflife - “Use By” symbol;

In addition, a label for circulation on the territory of the Russian Federation is attached to the outer
container. This label contains the following:

- full product name;

- number of products in the package;

- list of components;

- transportation conditions;

- safety precautions;

- storage conditions;

- name of the manufacturer;
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name and telephones of the distributor in Russia;
number and date of the Registration Certificate;

)dies,
BSE

urce,

Fig. 4. Outer package as in the case of Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim
Partus Test) for 10 tests
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Fig. 5. Label layout for circulation on the territory of the Russian Federation on the outer package of
the product as in the case of Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim Partus
Test) for 10 tests

13.2 Labeling on the inner pack:

The inner pack of rapid tests carries the following information:
- name, address and website of the manufacturer;

- address of the site of manufacture;

- product name;

- number oftests for which the pack is intended;

- catalogue number (REF);

- batch code (LOT);

- contents description;

- diagrammatic instructions for use;

- “In Vitro Diagnostic Medical Device” symbol;

- “Consult instructions for use” symbol;

- symbol of compliance with primary EU directive requirements;
- “Single use” symbol;

- storage conditions - “Temperature limitation” symbol;

- shelflife - “Use By” symbol;

In addition, a label for circulation on the territory of the Russian Federation is attached to the inner
pack. This label contains the following:
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- full product name;

- list of components;

- transportation conditions;

- safety precautions;

storage conditions;

name o f the manufacturer;

name and telephones of the distributor in Russia;
number and date of the Registration Certificate;
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Fig. 6. Labeling on the inner pack as in the case of Rapid Test for In Vitro Diagnostics of Preterm
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13.3 Labeling on the individual dipstick pouch:

The individual dipstick pouch carries the following information:

- name of the manufacturer;

- abbreviated product name (Actim Partus);

- catalogue number (REF);

- batch code (LOT);

“In Vitro Diagnostic Medical Device” symbol;

- symbol of compliance with primary EU directive requirements;
- storage conditions - “Temperature limitation” symbol;

- shelf life - “Use By” symbol,

In addition, a label for circulation on the territory of the Russian Federation is attached to the individual
dipstick pouch. This label contains the following:
- product name (dipstick - 1 pee)

Fig. 7. Individual dipstick pouch

13.4 Labeling on the individual pouch of the sterile polyester swab for specimen collection:
The individual pouch of the sterile polyester swab for specimen collection carries the following
information:

- name, address and website of the manufacturer;

- product name;

- catalogue number (REF);

- batch code (LOT);

- shelf life - “Use By” symbol;

- “Single use” symbol;

- “In Vitro Diagnostic Medical Device” symbol;

m “Do not use if package is damaged” symbol;

“Sterilization by ethylene oxide” symbol;

- barcode;

- country of manufacture;

- symbol of compliance with primary EU directive requirements;
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In addition, a label for circulation on the territory of the Russian Federation is attached to the individual
pouch of the specimen collection swab. This label contains the following:
- product name (sterile polyester swab for specimen collection - 1 pee)

Fig. 8. Individual pouch of the sterile polyester swab for specimen collection 13
13.5 Labeling on the tube of Specimen Extraction Solution (0.5 ml)
The tube of Specimen Extraction Solution (0.5 ml) carries the following information:
- name of the manufacturer;
- name oftests for which the tune is intended (Actim Partus Test/ Actim PROM Test)
- catalogue number (REF);
- batch code (LOT);
- shelflife - “Use By” symbol;
- “In Vitro Diagnostic Medical Device” symbol;
- storage conditions - “Temperature limitation” symbol;
- symbol of compliance with primary EU directive requirements;
- tube contents volume;

In addition, a label for circulation on the territory of the Russian Federation is attached to the tube of

Specimen Extraction Solution. This label contains the following:
- product name (tube of Specimen Extraction Solution (0.5 ml) - 1 pee)
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Fig. 9. Tube of Specimen Extraction Solution (0.5 ml)

Symbol Definition
Use By...

Contains sufficient for <n> tests

In Vitro Diagnostic Medical Device

VD

Single use

Batch code
LOT

Catalogue number
REF|

Manufacturer

m Consult instructions for use

(::€ Compliance with primary EU directive requirements
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Temperature limitation

( § ) Do not use if package is damaged

lbteh1”™io| Sterilization by ethylene oxide

14. Packaging

14.1 Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim Partus Test) for 1 test:
Individual dipstick package: one dipstick with the dryer (silica gel) is placed in a retort pouch of
aluminum film (fig. 7).

Individual package of the sterile polyester swab for specimen collection: one sterile swab is placed in a
paper retort pouch (fig. 8);

Specimen Extraction Solution (0.5 ml) is put in a lidded tube (fig. 9);

An inner pack (fig. 6) contains:

- one sterile polyester swab for specimen collection;
- one dipstick;

- one tube of Specimen Extraction Solution (0.5 ml).

An outer package (cardboard box) (fig. 5) contains:

- one inner pack with products;
mInstructions for Use.
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Fig. 10. Outer package as in the case of Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim
Partus Test) for 1 test

14.2 Rapid Test for In Vitro Diagnostics of Preterm Delivery (Actim Partus Test) for 10 tests:
Individual dipstick package: one dipstick with the dryer (silica gel) is placed in a retort pouch of
aluminum film (fig. 7).

Individual package of the sterile polyester swab for specimen collection: one sterile swab is placed in a
paper retort pouch (fig. 8);

Specimen Extraction Solution (0.5 ml) is put in a lidded tube (fig. 9);

An inner pack (fig. 6) contains:

- one sterile polyester swab for specimen collection;
- one dipstick;

- one tube of Specimen Extraction Solution (0.5 ml).

An outer package (cardboard box) (fig. 5) contains:

- 10 inner packs with products;
- Instructions for Use.
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Package dimensions:
Maximum dimensional inaccuracies are + 5%

Specifications Value
Outer container of Actim Partus Test for 1 test 236 X110x70
(length x width x height), mm

Outer container of Actim Partus Test for 10 tests 236 X110x70
(length Xwidth x height), mm

Inner pack (length x width), mm 233 x 99
Individual swab pouch (length x width), mm 193x40
Individual dipstick pouch (length x width), mm 170x55

15. Storage conditions
Store the product at the temperatures of +2...+25 °C and relative air humidity of up to 80% in the
unopened manufacturer’s original container until the “Use By” date indicated on the package. Ifthe test
pack is opened, each component must be used until the “Use By” date indicated on the specific
component.
Use the product immediately after opening the foil pack.
If storage conditions are not observed, then the medical product is unfit for use.

Shelf life: 24 months.

16. Transportation
The product should be transported in the manufacturer’s original container that protects the product
from external impact using all types of transport in closed vehicles in line with transportation rules
applicable to the specific type of transport.
Transportation conditions: temperature of +2...+25 °C and relative air humidity of up to 80%
Handling instructions on the container and transport pack must always be observed in the course of
handling operations and transportation.
If transportation conditions are not observed, then the medical product is unfit for use.

17. Usage conditions
Use the product indoors at the temperature o f+18...+25 °C and relative air humidity of up to 80%

18. Disposal
In line with clinic protocols and local legislation requirements.
For the purposes of disposal, based on the morphological composition, the product can be classified as
medical waste of epidemiological hazard (Infected and potentially infected waste. Materials and tools,
items contaminated with blood and/or other biological liquids) —Class B according to Sanitary
Regulations and Norms 2.1.7.2790-10.

19. Warranties
The manufacturer guarantees the compliance of the medical product performance to that stated in the
operational documentation, subject to the use in accordance with the instructions and intended use,
provided for by the manufacturer, by the indicated “use by” date.
For all questions, technical advice and support contact the authorized representative of the manufacturer
in the territory of the Russian Federation:
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LLC Medicana Pharm,

3, r “ Pavlovsky Side-Str., Moscow, 115093
Tel./fax; 981-01-03, 937-21-26, 980-78-53,
E-mail - info@ mcdicanaDharm.ru

20. Applicable standards
IVDD 98/79/EC In Vitro Diagnostic Medical Devices Directive
ISO 15223-1:2016 Medical Devices - Symbols to be used with medical device labels,
labelling and information to be supplied Part 1 general
requirements.

ISO 15223-2:2010 Medical Devices - Symbols to be used with medical device labels,
labelling and information to be supplied Part 2: symbol
the development, selection and validation.
test EN 1SO 13485:2016 Medical devices —Quality management systems —Requirements
ific AC2016, AC2018 for regulatory purposes
EN I1SO 14971:2012 Medical devices - Application of risk management to medical
devices
ENISO 18113-1:2012 In vitro diagnostic medical devices —Information supplied by the

manufacturer (labelling) - Part 1. Terms, definitions and general
requirements

EN ISO 18113-2:2012 In vitro diagnostic medical devices. Information supplied by the
ict manufacturer (labelling) - Part 4: In vitro diagnostic reagents for
es professional use
EN 1SO 23640:2015 In vitro diagnostic medical devices. Evaluation of stability of w

vitro diagnostic reagents
EN 13612: 2002 / AC: Performance evaluation ofin vitro diagnostic medical devices
2002

21. Risk management
All risks detected in the course of risk assessment were reduced to an acceptable level.
22. Information on development and manufacture

The quality management system that supports development and manufacture is certified in accordance
with ENISO 13485:2016.
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MepeBopgunk BopopguHa O nua AnekceesHa
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[lopog MockBa.
MAaTHaguaToro mMad Ase TbiCcA4YM ABaALAaToro roga.
A, KoznaukoB Anekceil AHApPeeBMY, BPEMEHHO UCMONHAKOWMNIA 0653aHHOCTM HOTapuyca ropoga MocKBbl

3yboBcKkoli BaneHTWHbI ANEKCEeeBHbI, CBUAETENbCTBYIO MOANMHHOCTL NOAMMCK MepeBofynka BopogmHoli HOmum
ANEKCEEBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN,
JINYHOCTL NoAMMCaBLLEro AOKYMEHT YCTaHOB/EHa.

3apeructpupoBaHo B peectpe: Ne 77/732-H/77-2020-5-758

B3blCcKaHO rocyAapCTBEHHOIN NoLWMHbI (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue ycnyr npasoBoro
N TEXHNYECKOT 0 XapakTepa: 300 py6. 00 kon.

A.A. Ko3na4ykos

BCOI'0 npow HYypoBaHO
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