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1 HanmeHoBaHWe MeAULIMHCKOIO N3LeNNA U KOMI/IEKT MOCTaBKW:
«3KCMpecc - TeCT A5 ANAarHOCTMKM in Vitro pa3pbiBa N1oaHon 06onovkn (Actim PROM Test)»
(nanee no TekcTy - TecT um Actim PROM Test).

BapI/IaHTbI MCNOMHEHNA.

1 Okcnpecc - TeCT 419 AMarHoCTUKM in vitro paspbiBa NnoaHoin 060104kn (Actim PROM Test) Ha 1
TECT, B COCTaBe:

" TaMroH CTepUbHbBIA NONAPUPHBIA 4N 3abopa NpoobI;

- TecT-nosnocka,;

- Mpobupka ¢ pacTBOPOM /151 SKCTpaKLmmn npobel (0,5 mn);

- VIHCTpYyKUMS NO NPUMEHEHNIO.

2. JKCnpecc - TeCT NS AMarHoCTMKK in vitro paspbiBa NN0AHON 060104kM (Actim PROM Test) Ha
10 TecTOB, B cOCTaBe:

- TamnoH CTepW/IbHbIA NONUAPUPHBIN Ans 3abopa Npobb! - 10 w.;

- TecT-nonocka - 10 wr.;

- Mpobupka ¢ pacTBopoM Ans aKcTpakuuy npobsi (0,5 mn) - 10 wr;

- IHCTpyKUMS N0 NpYMEHEHWIO.

3. JKenpecc - TeCT ANd AUarHOCTUKM in Vitro paspbiea naogHoi 060n04kn (Actim PROM Test) Ha
20 TecToB, B COCTaBe:

- TamroH CTepubHbIA NONIPUPHBIA 418 3a6opa Npobbl - 20 WT.;

- TecT-nonocka - 20 wr.;

- Mpobupka ¢ pacTBOPOM [/15t SKCTpaKumm npobbl (0,5 M) - 20 wir.;

- VIHCTPYKUWS NO NPUMEHEHWIO.

2. VHopMaums o paspaboTumke, MPOV3BOAUTESE U MECTe NPOM3BOACTBA

MpownssoguTens M.

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

PaspaboTumk MW:

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

MecTo npounssogcTBa MU:

«Qy Medix Biochemica Ab», PuHAAHAWA
Noljakantie 13,80130 Joensuu, Finland,
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3. VHdopmaumsa 06 ynosHoMmodeHHOM npeacTaBuTesie B PP
«O00 «MeamkaHa dapmy,

115093, r. Mocksa, 1-bii1 MaBnoBcKwmiA nep., 4. 3,

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

E-mail - info@medicanaDharm.ru»

4. OnvcaHne MeULIMHCKOrO 13aenms

HasHaueHve Tect Actim PROM Test npescrasniseT coboin UHTepnpeTUpyeMblii
BM3YaslbHO, KayeCTBEHHbI MMMYHOXPOMATOrpauyeckuii TecT Ha
MO/0CKax 1 06HapY>XeHNs OKOIONIOAHbIX BOZ BO BNarainlLiHoOM
OTAeNsieMOM BO Bpems 6epeMeHHoCTM. TecT Actim PROM Test
o6Hapy>xmBaeT MNCDP-1, KoTopbIn NpeacTaBNSeT CO60i OCHOBHOM 60K
B @MHMOTUYECKOM XWAKOCTN U SABNSETCA MapKepOM aMHUOTUNYECKON
YXMOKOCTY B NPpobe BNaraIMLLHOro 0TAensemMoro. TecT npegHas3HaueH as
MCMO/Mb30BaHMA MEAVLIMHCKUMUN PaboTHUKaMU U CIYXXWUT A1 MOMOLLY B
MOCTaHOBKeE [yarHo3a npexaeBpeMeHHOro paspbisa nao4HbIX 000/104eK Y

BepeMeHHbIX YKEHLLYIH.

O6nacTb KnuHnyeckas nabopatopHas AMarHocTuka

NpPVUMeHeHNA

MpeaHasHaueHHbIi  MefULUHCKMIA pabOTHUK

NoNb30Bare/lb

MokasaHus Mofo3peHre Ha paspbiB N/I0AHOK 060/104KN Y GepeMEHHbIX YKEHLLMH.

MpoTnBonokasaHna Het

CTepunbHOCTb KOMMOHEHTbI M34enns NoCTaB/ISeTCsA B HECTEPUILHOM BULE,
CTepWnM3aLMm Nob30BaTeIEM He MOLMEXUT. 33 UCKNHOYEHNEM TaMMoHa
CTEPW/ILHOIO NOMMAMMPHOro Ana 3abopa NpPobbl, CrNocob cTepunsauun -
OKCWOM 3TW/IeHa.

WHdopmaumsa O He copepXuT leKapCTBEHHbIX CPELCTB.

Ha/IMunm

NeKapTCBEHHBIX

cpeacTs

KpaTHoCTb 3penve 0JHOKPaTHOro NpUMeHeHNA

NpPUMeHeHNA

TexHnyeckoe He npumeHMO, TakK Kak 13fenine 0gHOKPaTHOrO MPUMEHEHNS.

06CnyXunBaHne U

PEMOHT

Knacc 1

MOTEHLUMAIbHOr 0

prCKa NPUMEHEHNS
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5. BHEWHWA BUA ¥ KOHCTPYKLMA U3[eNuns:

PucyHOK 1 KOMMOHEHTLI TecTa (CBepXy BHU3):
- Mpobupka ¢ pacTBOPOM /15 3KCTpaKLmmn npobel (0,5 mn);
- TecT-nonocka
- TamroH CTepu/IbHbIA NONM3MPHLIA Ana 3a6opa npoosbl

- Mi-rss A Lo

A 30Ha NOTpyXeHus A 30Ha pesynbTata

TectoBaf NUHNA KoHTpOonbHaa NUHKA

PrCyHOK 2. KOHCTPYKLWS TECT-MOOCKN

6. OnucaHne N NPUHLMN AeACTBUA U3LeNns

JKcnpece - TeCT ANA AUarHOCTUKM in vitro paspbiBa NnogHo 060n104ku (Actim PROM Test) - 310
Ka4yeCTBEHHbIA ~ MMMYHOXPOMATOrpaUUeCcKMin ~ TECT-MOMOCKA,  MO3BONSAIOWMIA  BU3YasIbHO
ONpefennTb  HaMuMe aMHUOTUYECKOA >KUAKOCTM BO Bara/MWHOM CekpeTe BO  Bpems
GepeMeHHOCTW. TecT o06Hapy>uBaeT MCU®P-1, KTopbli SABNSETCA OCHOBHbIM 6GefKOM B
aMHVOTUYECKOM XMAKOCTM B 06pasue BarMHa/lbHOro Ccekpeta. TecT npefHasHadeH Ans
NPOheCCMOHaNIBHOMO MCMO/b30BaHMA B LIEMISIX AMarHOCTMKI pa3pbiBa NaogHon o6ono4ukm (ROM) y
OepeMEHHbIX YXEHLLMH.

W3penve npeacTaBnsieT co6Oi TECT-CUCTEMY NSt ObICTPOW AMArHOCTUKWM in Vitro B Uensx
06Hapy>eHs pa3pbiBa 060/104KN N104A Y GepeMeHHbIX dXeHLMH. [aHHbIA TeCcT npeaycMOTpeH
ONA MPUMEHEHMS CMeuyanmncTammM U MOXET WCMO/b30BaTbCA KakK B K/IMHUKO-/12a60PpaTOPHbIX
YCNOBUSAX, TaK M B [APYroM MeCTe HaxOX[eHus naumeHTa. W3genvie ABNSETCA YCTPOMCTBOM
0/HOPAa30BOr0 MCMO/b30BaHUS.

KoHueHTpaums MCU®P-1 (6enka, CBS3bIBAOLLENO WHCYNMHONOAOOHLIA (hakTop pocTa-1) B
aMHMOTMYECKOM XmnakocTy B 100 - 1000 pa3 BbilLe, YeM B MaTEPUHCKON CbiBOpPOTKe. MCNDP-1 Kak
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MpaBwWIo0 He MPUCYTCTBYET BO Bfara/Mlle, HO Moc/e paspbiBa 000M0YKM M/104a aMHUOTUYECKas
XMAKOCTb C BbICOKOW KOHUeHTpauueir NMCUDP-1 cmelunBaeTcs C OTAENsEMbIM Bnaraiviula. B
TecTe ob6paseL, OTAenseMoro Braraimwa 6eperTcs MpY MOMOLUM CTEPUbHOrO  MOMMAUPHOro
TaMrnoHa, W ob6pasel, 3KCTparupyetcs B pacTBOP [A/11 3KCTparvpoBaHus 06pasuoB. Hammuve
MNCNDP-1 B pacTBope onpefenseTca MNpv MOMOLUM TECT-NMOMOCKWA. TeCT MO3BOMAET BbIABIATL
MOBbILLEHHYK  KOHUeHTpaunto TMCUDPP -1 (6onee 25 MKr/n B 06pasue, npoLueaLlem
3KCTparvpoBaHue).

TeCT OCHOBaH Ha MMMYHOXpOMaTorpaMuyeckoMm aHasmse. Ha TecT-nosiocKy HaHeceHO [Ba Turna
MOHOK/IOHa/IbHbIX aHTUTeN K yenoeyeckoMy MNCUPP-1. OAHO 13 HUX NPUBA3LIBAETCSA K royobIm
NaTeKCHbIM yactuuam (Nposienss, TeM CambIM, METKY Ha TeCTe). A BTOpOe (MKCUpYeTCA Ha
MembpaHax [fi1 3axBaTa COBOKYMHOCTW aHTWreHOB W JIaTEKCHbIX aHTUTEN, 4YTO [JaeT
NONOXUTENbHbIA pe3ynbTar TecTa. Mpy NOMeLLEHUM 30HbI NOrPYXXeHWs TeCT-MONOCKU (Ha PUCYHKe
2 nosvums - 1) B obpaseL, MPOLEeALIMA SKCTparnpoBaHne, OHa BMUTBLIBAET XMAKOCTb, U 0bpasel,
MUTPUPYeT BBEPX BAOMb MemOpaHbl MOL AECTBUEM KanWAMSApHbIX cwil. Ecim B obpasue
npucytcteyeT MNMCUN®PP-1, ToO OH CBA3LIBAETCS C aHTUTENIOM, KOTOPOE 0603HAYeHO /aTEKCHbIMU'
yactmuammn. Yactuupbl NepeHoCcATCs MOTOKOM Xuakoctu, ecim MNMCAPP-1 ceasaH ¢ HUMK, TO OHK
MPUKPENIAIOTCA K 3axXBaTblBatOLLeMy aHTWUTeny. Foy6as nosocka (TectoBas NMHWUA - Mo3vuma 3
Ha PUCYHKE 2) MNPOSIBUTCA B OKHE pPe3ynbTaToB, €c/ KOoHUeHTpaums TCU®P-1 B obpasue
MPeBbLICUT MOPOroBoe 3HayeHMe Tecta. BTopas rony6as nonocka (KOHTPObHaA MHKS - no3uums 4
Ha PUCYHKe 2) NOLTBEPXAaeT NPaBWU/IbHOCTL BbIMO/IHEHNS TeCTa.

7. OrpaHunyeHns TecTa

o [laHHbIVi TECT NpefHa3HaueH TOMbKO ANs AMarHOCTMKM in vitro.

* B cnyyae pa3pbliBa 060/104KM M/104a, ECN YTeUYKa aMHUOTMYECKON XXMAKOCTY NpekpaTtunnach 6onee
YeM 3a 12 yacoB 10 B3ATUSI 06pasLa, T0 ypoBeHb NCUPDP-1 MOXeT 6bITb CHUXKEH 13-3a NPOTEasbl
BO Bnara/iuLLe, v TeCT MOXKET MPUBOAUTL K OTpULLATeNIbHOMY pe3y/bTaTy.

e OTpuuaTenbHbIi pe3ynbTaT TecTa - 3TO MOKasaTe/lb TEKYLLEro COCTOSIHUS M OH He MOXET

CNO/Nb30BaTLCA [/ MPOrHO3MPOBaHWS ByayLLEein CUTyaL K.

8. Mepbl NpefoCTOPOXHOCTHU
e TONbKO 4/11 HAPY)XXHOIO NPUMEHEHUA

YTUnn3nposaThb Moc/e UCNosb30BaHNA. TECT HeMb3dA UCMOo/b30BaTh 60/ee OAHOMO pasa.
He ncnonb3oBaTb Nocse NCTeYeHUs CpoKa rogHOCTU

He ncnonb3oBath, €CAN NaKET MPOKO/IOT WK He 3arevaTaH COOTBETCTBYHOLLMM 06Pa3oM.
XpaHUTb B HEAOCTYMHOM A9 AeTei MecTe.

BHumaHwe!

* He cneflyeT npoBoAWTL KOMMYECTBEHHYHO OLIEHKY, OCHOBbLIBAACH Ha pesy/bTaTax TecTa.

» C Lenbio Haanexallero npoeefeHnst Tecta 4is UccnefoBaHUs Heo6XoAMmo npumMepHo 150 mKn
3KCTparnpoBaHHON Npo6bl.

* TeCTOBYHO NONOCKY CNeayeT Norpy>atb B MPO6GMPKY C NPOBGOI C OCTOPOXHOCTLI0. BepxHAs YacTb
MOMOCKMN [OMKHA OCTaBaTbCS CYXON.

* Henb3s MCNoMb30BaTh TECTOBYH) MOMOCKY, CTaBLUYH) BMXHOM [0 WMCNOMb30BaHWA, TakK Kak
B/IXKHOCTb MOBPEXAAET MO/OCKY.
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* Ecnv nepef “cnonb30BaHWeM TECTOBOW MOJSIOCKM 30Ha pesy/ibTaTa MMeET roslyboe okKpaluvBaHue,
TO TaKyto MOJIOCKY WCMO/b30BaTh Hemb34.

* He ncnonb3yiiTe TeCTOBYHO MNOMIOCKY, €CM NakeT U3 atOMUHMEBOW (DOMbIMM MOBPEXAEH WK
HErepMeTMYHO 3aKpbIT.

* /Icnonb3yiTe TOMbKO TaMroH, NOCTaB/IsieMblid B Habope.

* HeHapnexalyin 3a6op Npobbl MOXET NPUBOAUTL K JIOXHOOTPULATEbHBLIM Pe3y/ibTaTaMm.

* Bo Bpems MOrpy>eHWst TeCTOBOW MOMOCKA [EePXKUTE ee B HY)KHOM MOJIOXEHUN (C 30HOM
MOrpy>XeHnst B 3KCTPaKT npobbl) A0 Tex Mop, Moka (OPOHT XXMAKOCTM He [AOCTUrHET 30HbI
pesynbTara.

* ECM KOHTPO/bHAsA NIMHMA He MOSBWMACh, TO TECT CUMTAIOT HEAeCTBUTEIbHLIM U NMOBTOPSIOT C
HOBOW MOJIOCKOIA.

 EC/M TeCT He MOXET ObITb ACHO UHTEPMPETMPOBAH, TO TECT PEKOMEHAYETCA MOBTOPUTL C HOBOM
MOJIOCKONA.

* [losiBNeHVe B TeYeHMe 5 MUHYT IMHUM OT CBET/IO-ro/1y60ro [0 TeMHO-rony6oro LseTa Hapsgy
KOHTPO/SIbHON NUHWEN CneflyeT MHTEPNpPeTUPOBaTh Kak MOSIOKMUTENbHBIA pe3ynbTaT. OfgHako, He
NPUHUMaKTe BO BHUMaHWE 00ble IMHUW, NMOSABMBLUMECS MO3Ke, YEM Yepe3 5 MUHYT.

* ECcnv BMAHA TONBbKO KOHTPOMbHAA NIMHWA, pesy/bTaT TecTa CredyeT WHTEPnpeTvpoBaTb Kak
OTpULATENbHbI TONBKO MO UCTEYEHUN 5 MUHYT.

e XOTA MONOXWUTENbHBIA pe3ynbTaT TecTa Actim PROM Test CcBMAETENLCTBYET O HanMymu
OKOJI0M/I04HbIX BOA B MP06e, OH He YKa3bIBAeT HA MECTO pa3pbisa.

* Kak 1 B cny4yae NH0ObIX AMArHOCTUYECKMX TeCTOB, pe3y/ibTaTbl CleAyeT WHTEPnpeTupoBaTb B
KOHTEKCTe ApYrnx KIMHUYECKMX NUCCNe0BaHuM.

* Bce 6uonornyeckme npobbl U MaTepuasbl CneayeT paccmMaTpuBaTh Kak NOTEHLMaIbHO OnacHble 1
YTWUAN3NPOBATL B COOTBETCTBUW C HALMOHa/IbHBIMU HOPMaMK.

9. Twn aHanu3npyemoro obpasua 1 ero 3abop

O6pasel, npeAcTaBnseT COO0W BNara/MLLHLIA CEKPET, KOTOPbIA MNOMELLatoT B pacTBOp A1
3KCTparvpoBaHus obpasua. ObpaseL, nonyyaroT C NOMOLLBIO CTEPUIBHOMO MON3NPHOrO TaMnoHa
(npeactaBneH B Habope). O6pasey, HeoOXOAUMO MOMYYMTb [0  BbINOSHEHUS  LMGPOBOro
1CCNefoBaHUA WU TpaHCBarMHaIbHOrO Y/bTPa3BYKOBOrO WCCNeAoBaHus. Y6eauTech, 4ToObI
TaMMOH He conpuKacaics C ApYruMu MoBepXHOCTAMWU [0 3abopa Matepuana. Passegute Masible
Mo/oBble rybbl M OCTOPOXHO BBEAMTE KOHYUMK TamroHa BO Bfara/Mlie B HanpaBneHWn 3afHei
cnavikn go ynopa. Kak BapuaHT, o6pasel, MOXeT OblTb MOMyYeH C 3afHei Cnaikm BO Bpems
CTEPUNBHOIO UCCNEe0BaHNSA C NMOMOLLILHO 3epKasl. TaMroH CrieflyeT 0CTaBUTb BO Bnaramiie Ha 10-
15 ceKyHA, 4ns BNUTbIBaHWS BarvHa/IbHOro cekpeta (Mo3vums 5 Ha pucyHke 3).

OTKpoliTe NPOGUPKY C pacTBOPOM /1 IKCTparnpoBaHus obpasla v noctaBbTe ee B BePTUKa/IbHOe
nonoXeHve. HeobxoamMmMo cpasy OTAeNnTL 06paseL, MHTEHCUBHBIMM BpaLLaTe/ilbHbIMU ABVXEHUSMU
TamroHa B pacTBope B TeueHue 10-15 cekyHA (no3vumst 6 Ha pucyHke 3). MpuKmuTe TamnoH K
CTeHKe MpO6WPKM C pacTBOPOM /18 3KCTparvpoBaHus o6pasua Ans TOro 4Ytobbl BbbKaTb W3
TaMrnoHa BCHO OCTaBLLYHOCS XXUAKOCTb. Y TUNU3NPYIATE TaMMOH.

O6pa3sLp! LOMKHbI BbITb MPOTECTMPOBaHbLI CPasy ke Moc/e MX 3KCTparMpoBaHUs, HO He MO3[Hee,
YyeM uepe3 4 yaca nocfie MxX 3abopa W IKCTparvposaHus. Ecnu obpasel, He MOXeT OblTb
MPOTECTMPOBaH B TeYEHME YKa3aHHOro BpeMeHW, ero criefyet 3amopo3uTb. locnie oTTavMBaHUs
o6paseL, JOMKeH ObITb NepeMeLLaH 1 NPOTECTUPOBAH, Kak OMM1CaHO HIDKe.
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11. Te:

10. Mpoueaypa NpoBeAeHNs TecTa 1 MHTepnpeTauns pesybTaTtoB TamLL
- Ecnm TecT-Habop XpaHWTCA B XOMOAWbHMKE, CreAyeT MoAokKaaTb MOKa YMakoBKa K :
MOMUHNEBON (hOMbIM 1 MPOBMPKa C pacTBOPOM As1 9KCTparnpoBaHust obpasua Harpetotcst A Xapal
KOMHaTHOI TemnepaTypbl. N N : f‘/lnamct:
- PasopBnTe (hOMbrOBYH YMakOBKY C TeCT-HabOpoM. He mpuKkacaiiTech K >KENTOR CTOPOHe

HWXXHEN YacTn TecT-Habopa. MOXHO CTaBUTb MAEHTU(MKALIMOHHbIE OTMETKMN B BepXy (OVONETOBON

4acTu TecT-Habopa. Mpo6]
ml/lcnonb3yiiTe TeCcT-Habop cpasy Moc/ne BCKPbITVS YNaKkoBKY U3 (hOsTbI .

m[ToMecTVTe XKeNTyHo YacTb B 06paseLl, NPOLLEALLNIA IKCTparMpoBaHue (NO3ULWS 7 Ha pUcyHKe J),

W IEPXKUTE ee TaM, MOKa He YBUAWTE, YTO (DPOHT XKMIKOCTU [OCTUT OKHa pesyrbTara (nosuuma 81 Xapra
pucyHKe 3). Jl0CTaHbTe TECT-MOMOCKY U3 PACTBOPA 1 YCTAHOBMTE €8 B FOPU3OHTANIbHOE MONOXeH e, 1 a0l
- TecT CuMTAETCH MONOXUTENbHLIM, KaK TOMbKO B OKHE pesy/ibTara Bbl YBAZMTE ABe ronyGbe —AVaM
NoMocky. Yepes MATb MUHYT MOXeTe YGEAUTbCS B TOM, YTO pesynbTal OTpuuaTenbHbiid. H  Faotal
CneflyeT yumnTbIBaTb Nt06ble NOMOCKM, KOTOPbIE MOSIBUMCH MO MPOLLECTBUN 5 MUHYT (BbIC(
m [osiBNEHNe B TeueHre 5 MUHYT ABYX NMHWIA OT CBETNIO-FoNy6oro 40 TemMHo-rony6oro upera — Macc
C/leflyeT MHTEPNPETUPOBATL KaK MONOXKMUTENbHBIA pesynbTaT. ECM B TeueHne 5 MUHYT noseiiace  O0be
TONbKO OfAHA KOHTPO/bHast rony6as MMHWA, TO pesynbTaT CUATAETCS oTpuuaTeNibHbIM (Mo3uums 5 pH pi
Ha_pucyHke 3) . g Brew
m [0V "OTCYTCTBUAN KOHTPO/BbHOW MOMOCKM WM MOIOCOK BOOOLLE MO UCTEYEHMEe 5 MWHYT, TecT
cumTaeTcs HeaeicTBuTENbHbIM (Mo3uums 10 Ha pucyHke 3). B 3TOM ciyyae HeobXoayMo
MOBTOPUTb MCC/eA0BaHMe C HOBbIM TECTOM Tecs

PucyHok 3. Cxema TeCT1poBaHus
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11. TexHWYeCKMe XapaKTepUCTUKU N3[eNns:

XapaKTepucTmka 3HaueHne
[/vHa TamnoHa, Mm 150+2
Macca TamroHa, r 14401

Npo6MpPKa ¢ PacTBOPOM A/1s1 IKCTPaKLyKW Npobbl

XapakTepucTrKa 3Ha4veHuve

["abapuTHbIe pa3mepbl NPOOMPKK (BbICOTa X (65x 11)+1

[ViameTp), MV

rabapuTHbIe pa3Mepbl KPbILLKY NPOBUPKN (9x 14 #1

(BbicoTa XAnameTp), Mm

Macca Npo6bUPKM C KPbILLKO M PacTBOPOM, I 2.8+0.1

OGrem pacTBopa B NPo6UpKe, M 0,50+0,05

pH pacTBopa 6.0+0.1

BHeLUHWIA BUA, pacTBopa BecLBeTHas Npo3payvHas >XMLKOCTb 6e3

MOCTOPOHHMX NpUMecel, 6e3 3anaxa

TecT-nonocka

XapakTepucTnka 3HayeHue
[nHa TecT-nosockn, Mm \20+\
LLnprHa TeCT-nonockn, MM 61
To/LLyHa TeCT-MOIOCKK, MM 0,8-2,0
Macca TecT-nonocku, r 0.7£0.1

AHaIMTUYeCKasa YyBCTBUTE/IbHOCTb

AHaMTMYeCKas 4yBCTBUTE/ILHOCTL (NOpPOroBoe 3HayeHune) Tecta Actim PROM Test onpegensnach
MyTem OLEHKM pa3nyHbIX KoHUeHTpaumin MCANPP-1 B obpasuax, NpoLLeaLnX 3KCTparuposaHue, B
Tpex pasnnyHbIX naptuax Tecta Actim PROM Test. [pa onepatopa MO OTAENbHOCTM Aau
TO/IKOBaHWe [eCATN TECTOB, NPOBOAVMBIX C K&XK/A0N KOHLEHTpaLmWel B pasHbIX YCMIOBUAX OCBELLEHNS
B 06beme 60 3HaYeHWIn 41 Kaxxaoro yposHs. Mpegen o6HapyxeHns Actim PROM Test B o6pasLe,
MpoLUeLieM 3KCTparupoBaHve, NpubAn3UTeNbHO cocTaBnseT 25 MKr/n (KaimbpoBKa BbIMOHEHA B
cooTBeTCTBMN C TpebosaHuAMM Behring Institut IGFBP-1 (PP12) nogrotoBka naptum 307/323).
OvanasoH u3vepeHuii  Actim PROM Test B o06pasle, MpOLLeALeM 3KCTparMpoBaHue,
npnbn3nTeNbHO coctaenseT 25-500000 mKr/n.

AHanuTnyeckas cneunpuUHoCTb

AHanMTMYecKas CrneunnUYHOCTb (MepeKkpecTHas PeakTUBHOCTb) TECTUPOBAIACh C YelIOBEYECKMMM
6enkamm MCUDP-1 ¢ koHueHTpaumeir B npepenax oT 10 go 5000 mkr/n Kaxporo 6enka B
3KCTparnpoBaHHOM 06pa3le, C NPUMEHEHMEM Tpex pas3HbiXx napTuii Actim PROM Test. [Mpn
CNO/b30BaHWN YenoBeveckmnx 6enkos MCUDP -2, -3, -4, -5 1 -6 nepeKpecTHOM pPeakTUBHOCTU He
Habnoganock. Actim PROM Test cneuudmyeH K yenoseyeckomy MNCUOP -1.
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MexkcepuiiHaa 1 BHyTpUCepUiAHas BOCMPON3BOAMMOCTb KnnH
MaHenb 06pa3LoB, COCTOAWMX U3 NPO6 C pasHbiMK KOHUEHTpaumsmm NMCU®OP -1, oueHmBanacb H  cneT
npeaMeT  BHYTpWiabopaTopHo/ (MOBTOPSIEMOCTb) M MEXNabopaTOpHO  (BOCMPOM3BOAMMOCTL  Actim
NPeuM3MOHHOCTK. [NA MpOBEpPKM MOBTOPSAEMOCTU Gbl NPOTECTMpoBaHbl 10 KOMWIA B TEMEHW  MMpose
OAHOrO AHS C WUCMO/b30BaHMEM TpeX pasHbiXx napTuii Actim PROM Test. Bbiin nomydeHs  Kccnc
NoBTOPsEMble pe3ynbTaTbl. [1s NpoBepKM BOCMPOM3BOAVMMOCTM OblNO MPOBEAEHO WCCMEfOBAHW  YyBCT
Actim PROM Test B Tpex pa3HbIX LeHTpax. Ornepatopbl, MNpoBoaswime wuccnegosaHve (r=9)

NPOTECTUPOBA/IN KaXKAbIA YPOBEHb B NSATb PasHbIX AHEN, MCMOMb3ys oAHy nmapTuio Actim PRON  Knus
Test. Bcero 6b110 BbinonHeHo 360 TecToB (120 Ha LEHTP) € 06LWWM KonmyecTBOM 45 TecToB HA T TecT(
obpasua. O6uas BocnpomsBoanMocTb Actim PROM Test coctasnsier 97 % (350/360) Gs

CYLLIECTBEHHbIX pas3niMunii B cepusix (KOnuu, npoBepsieMble OAHWM OrepaTopoMm), Mexay cepysvm 12, V/
(NATb  pasHbIX AHeRn), Mexay UeHTpamy (TpU LUEHTpa) WaM Mexay onepatopamun  ([esTb

orepaTopos). TecT-

Haw
MHTepdeprpytoLLme BeLLecTBa MNna
Crefytolive BeLLecTBa, COCTOSAHUA M MUKPOOPraHuW3Mbl OblIn MPOBepeHbl COBMECTHO € Actini Moa

PROM Test, 1 6b1710 YCTAHOB/IEHO, YTO OHX He BAMAKOT Ha nposefeHre Actim PROM Test.

MPOBEPAEMAA WHTEP®EPEHLINA BELWWECTBA / COCTOAHUNA / MMNKPOOPIrAH/3MA

(HET/BA)

Mei
LlenbHasA KpoBb Het
CeMeHHas XnAKoCTb Het
Moua Het
pH 3.5-8.5 Het
"enb AN yNbTpa3ByKOBOro UCC/ef0BaHNA Het
MeBapun (aKTUBHbLIA KOMMOHEHT:
9KOHa30/1.HATpaC) Het rur
I"mHo-Tpocug, (TMOKOHA30/) Het Mo
®narnn (MeTpoHMaa3on) Het
KaHecTeH (KnoTprmason) Het AHT
WHTUMHBIN renib-cMaska Het
LJeTckoe macno HeT
[JeTckaa npucbinka Het
[le300pUpyoLLMiA Cynno3UTOPUIA A1 XKEHLLIMH Het
BarnHasbHbIA renb Het Mo
CpepcTsa 415 AyLla v BaHHb! Het Mb
Candida albicans (KaHanaa anbbukaHc) Het Mo
Gardnerella vaginalis (BarmHanbHas rapgHepenna)  Her A
Neisseria gonorrhea ("oHopes) Het
Chlamydia trachomatis (Xnamnaun) Het Mc
HSV-1 Het Mb|
HSV-2 Het
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KnuHnyeckan  (guarHocTmyeckasl) 4yBCTBUTENIbHOCTb U K/IMHWYECKas  (OWarHOCTUYecKas)
flanacb i  CcreumgrUUHOCTb
aumoctb)  Actim PROM Test paccmatpviBaniC B HEKOTOPbIX MWCC/Ef0BaHMAX B KayecTBe WHCTPyMeHTa [A/1A
TEUEHNE  MPOBEPKY MPEXAEBPEMEHHOI0 Pa3pbiBa MI0AHbLIX 060/0YEK.
lONyyeHbl  lAccriefioBaHn A MOKasain, YTO MOKasaTenn YyBCTBUTENIbHOCTU U CMEUmUUYHOCTA TecTa OYeHb BbICOKM:
rfgoBaHve  yyBCTBUTENMBHOCTL 86 - 100%, cneunduyHocTb 74 - 100%.
le (n=9),
n PROM  KnuHuyeckvie UccnefoBaHus
8 HA TN  TeCT OLLeHMBASICS B XO/E HECKO/BbKNX KMHUYECKMX UCCIEL0BaHWIA.

i60) 6e3
cepuamm 12 KcxofHble Matepuasibl
(peBaTb
TecT-nonocka:
HavmeHoBaHWe COCTaBNAOLLLNX MaTtepuan
MnacTUKOBLIA KapKac AN3T, nonnatup

¢ Actim Moaywika ans obpasua / Moayluka KoHbloraTa MAPOULHBIA MOPUCTLIA NOMNITUNEH,
coZiepXKaLLpii OKono 1-3 MKI MbILLUHbBIX
MOHOK/I0Ha/TbHbIX aHTUTEN MO OTHOLLEHWIO
K 6enKy, CBA3blBaLOLLEMY

H3MA WHCYNMHONOAOG6HbIN (hakTop pocTa-1
(MCUDP -1), NONOXEHHBII Ha NaTekKc.

MembpaHa HuTpouenntonosHas agmpHas MembpaHa,

KOTOPYHO HAHOCAT Ha NOMAUPHBIA Kapkac,
cogepxawpin okono 0,5-1,5 Mkr
MbILUMHBIX MOHOK/TOH&/IbHbIX aHTUTEN Mo
OTHOLLIEHWIO K BesKy, CBA3bIBaIOLLEMY
WHCYNMHONOAOGHbIN (hakTop pocTa-1

(NMCHNDP-1)
["'Mrpockonuyeckas Npokiagka Llenntonosa
[MOKpbIBAKOLLYIE NEHTBI M3, MNonuatunex
AHTUTENA, HAaHECEHHbIe Ha TeCT-MOIOCKY
Konnuectso
KOMMOHEHTAa,
AHTUTENA DyHKLMA HaHeceHHoe Ha
MOMOCKY
MOHOK/MOHa/IbHOE aHTUYE0BEYECKOe TecToBasi nonocka 0,5-1,5 mkr
MblLLKHOe aHTUTEeNo NMCUOPP -1
MonmKnoHabHoe KpO/muybe 1-3 mkr

KOHTpo/bHas nonocka
aHTUMbILLNHOE aHTUTENo 1gG

KoHborpoBaHHoOe € NaTeKCHbIMU
yacTmLammn ¥ pacnpegenieHHoe Mo 1-3 MKr
nofyLuke and obpasya/ KOHbHoraTa

MOHOKMOHa/IbHOE aHTUYEI0BEYECKOE
MbILLWHOE aHTUTEeNo NCUNDP -1
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PacTBOp /151 06pa3Lia, npoLueay Iero 3KcTparnposaHye:

HanmeHoBaHwWe yacTeii Martepnan

MnacTvkoBas Npobupka MonvnponuneH

KpblLKa MonmnponuneH BbICOKOI MIOTHOCTM
PactBop thoctpata Hatpus (Na2P04 x H20) 3.5
Mr

Xnopug Hatpusa (NaCl) 1.5 mr
PacTBOp [/19 3KCTparnposaHna  STWNEHANAMUHTETPAYKCYCHas KMC/oTa
o6pasua (pH 6.0) (3ATA) 19 wmr
KoHcepsaHT; MpoknmH 300 (Proclin 300) 0,5
M1
Monucoo6ar: TenH-20 (Tween-20) 0,15 mn
AnbbyMWH BblYbeil CbIBOPOTKM 5 Mr)
ANpoTuHuH 25 KIU

CTepwnbHbIA TaMMNoH A/1a 3abopa obpasLia:
Moown3eepeHo Puritan Medical Products Company EEC, MaH, CLUA

HavimeHoBaHWe YacTeit Martepuan _

[lep>xatens Monuctupon (NPoV3BOACTBA KOMMaHMKM Puritan
Medical Products Company EEC, MaH, CLLIA®

Pabouast yactb - TamMnoH HOHVIS(*)VIDHOG BOJIOKHO (I'IpOI/I3BO,CIICTBa KOMMNaHnn

Puritan Medical Products Company EEC, MaH, CLLA)

HavnmeHoBaHwue Matepuan
VHanBuayanbHas atoMUHMEBAsA YNaKoBKa SC 50 riv®
TeCT-Mo0COK PE/ED 12r/m*
AEU 9 MKm
ION23 r/iv*
BHYTpPeHHs ynakoBka PET 12+ PE 50
BHeLLHAS ynakoBKa KapTtoH 410 rim®
HanmeHoBaHue MaTtepuan
OcyLumTenb Cunukarens 0,51

MepeyeHb MaTepPUanoB XUBOTHOIO U (M/11) Ye/I0BEYECKOT 0 MPOMCXOXKIEHMS

MaTtepuasnbl YenoBeYECKOrO NPOUCXOXKAEHNS; HE UCMO/b3YHOTCS

Martepuabl XXMBOTHOIO NMPOUCXOXAEHNS;

WcxogHbiMm - MaTepuaiaMii XKMBOTHOTO  MPOUCXOXAEHMS, UCMOMb3YyeMbIMA OIS U3TOTOB/IEHLL
NPOAYKTa, SBAAKTCA MOHOK/IOHAbHbIE aHTUTENa MbILUMHOMO NPOUCXOXAEHUS, MOMMKIOHAbHbIE
KpO/nybW atuTena n 6bl4mnii anboymuH.
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MOHOKTIe
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Chblpbe of

13. Mapkup

13.1 Mapku]
MapK1poBKa
- HaMMeHoB)
- afpec Mec
- HauMeHOB
- Konnyect!
- HOMep o

REF 3083
(Actim PRO

nnm

REF 308;
(Actim PRO

nnm

REF 308:
(Actim PRO
- Kof napt
- LUTPUX-K(
- CUMBON *
- CUMBON ¢
- CUMBO C
- CUMBOI *
- ycnosus

- CPOK o

TakK)Xe Ha E
COAEpKaLLr
- nonHoe H
- KONNYeCT
- COCTaB 3
- YCNOBMA |
- Mepbl Mpé
- ycnosus
- HanmeHo!
- HaMMeHo!
- HOMep U



)B/IEHNS
aNbHble

Kcnonb3yemblii  gns NPOM3BOACTBA M3AenMs  OblMMid - albOYMUH  MOMyY4eH W3 UCTOYHMKOB,
cepTMUMPOBaHHbIX Ha oTcyTcTBMe [TIKPC (ry6yaTtoil aHuUedanonatm KpPynHOro poratoro

CKOTa).
MOHOK/IOHa/IbHbIE aHTWUTENA MbILLMHOIO MPOUCXOXAEHNA U NOMMKIOHA/IbHbIE KPOMMYbM aTuTena

npuoGpeTatoTCca 13 6e30MacHOro NCTOUHKKA, MaTepua COOTBETCTBYET TPeGOoBaHMAM.
Cblpbe 06pabaTbIBAaeTCA B COOTBETCTBUW C HAZ/IEXALLEN NabopaTOPHON NPaKTUKOMN.

13 MapKnpoBKa

131 MapKunpoBKa Ha BHELLHEN YNaKOBKe:
MapK1pOBKa KaXKA0N KOPOOKM (BHELLHEN YNakoBKM) COAEPXKUT CELYHOLLYHO UH(OPMALMIO:
- HavMeHoBaHVe, afipec, afpec B VIHTEPHET Npon3BOAUTeNS;
- afipec MeCTa NnpoV3BOACTBA;
- HauMeHoBaHWe 13aenus;
- KO/IMYeCTBO TECTOB, HA KOTOPOE paccymTaHa [aHHas yrnakoBKa,;
- Homep no katanory (REF) B 3aBMCMMOCTM OT BapuaHTa UCMOMHEHUS MeAVLMHCKOrO U3Lenus
REF 30830ETAC ansa « JKenpece - TeCT AN AMarHOCTUKM in Vitro paspbiBa MI0AHON 060/104KM
(Actim PROM Test) Ha 1TecT»
Wi
REF 30831ETAC ansa «3kcnpecc - TeCT AN1s ANarHoCTMKM in vitro paspbiBa NN0AHOA 060/104KM
(Actim PROM Test) Ha 10 TecToB»;
Wi
REF 30832ETAC gnis «3Kcnpecc - TeCT 419 AMarHOCTMKK in Vitro pa3pbliBa NI0AHON 060104KM
(Actlm PROM Test) Ha 20 TecToB»;;
Kog naptum (LOT);
- LUTPUX-KOA;
* cvMBON «MefuLMHCKOe U3enne 4ng AMarHOCTUKK in Vitro;
- cumBoN «O6paTUTECh K MHCTPYKLMM MO NPUMEHEHNIOY;
- CVMBO/1 COOTBETCTBUA OCHOBHbIM TpeboBaHMsAM aupekTus EC;
- CMMBO/ «3arnpeT Ha NOBTOPHOE NMPUMEHEHKE
- YCNOBUSA XPaHEHWs - CUMBO/T « TeMnepaTypHbI AuanasoH»;
- CPOK FOAHOCTM - CMBON «/Icnonb30BaTh 10 ...»;

Takke Ha BHELLIHIOK YNaKOBKY HaKeMBAeTCA 3TUKETKA [/ 06pallieHUs Ha Tepputopun P,
CO/IEPXKALLIAS MAPKUPOBKY:

*0/THOE HAaMEHOBAHMWE W3AENNS;

- KOJMYECTBO M3aeNWiA B YTAKOBKE;

- COCTaB M3eNus;

- YCNOBYS TPAHCTIOPTUPOBAHUS;

- MEpbI MPeOCTOPOXKHOCTMY;

- YCIIOBYSt XpaHEHUS;

- HaVMEHOBaHVIE NPOU3BOAMTENS;

-HaMMeHOBaHMe 1 TenetoHbl ANCTpKBLIOTOPa B Poccuu;
- HOMep 1 fiaTa PerncTpaLyoHHOro yA0CTOBEPEHUS;
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Actim PROM
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PrcyHOK 4. BHeLLHss ynakoBKa Ha npumMepe «3KCMpPece - TECT A/ ANAarHOCTUKK in Vitro paspbiBa
nnogHoi o6onoukm (Actim PROM Test) Ha 10 TecToB».
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PucyHoK 5. MapkupoBka ans o6patleHns Ha Tepputopmumn P® Ha BHeLLHel YNakoBKe MeAULMHCKOrO
VBLEMA Ha NpuMepe «OKCMpPece - TeCT AN AUarHOCTUKM in Vitro paspbiBa MAI0AHON 060104kK (Actim
PROM Test) Ha 10 TecToB».

132 MapKunpoBKa Ha BHYTPeHHEN YNaKoBKe:
Ha BHYTpeHHeli ynakoBKe 3KCrpecc-TecToB (MakeTe) COAePXXUTCA crieaytoLas nHhopMauys:
- HaMmeHoBaHVe, afpec, agpec B VIHTepHET Npou3BOAUTENS;
- 3Apec MecTa NpPomn3BOACTBa;
- HAVIMEHOBaHWe U3aenus;
- KO/IMYECTBO TECTOB, HAa KOTOPOE paccumMTaHa AaHHas yrakoBKa;
- HoMmep no Katanory (REF);
- Kog naptum (LOT);
- ON1caHne CoAePXXMMOro YNaKoBKY;
* CXeMaT1yHasA MHCTPYKLMA MO MPUMEHEHWIO;
- cMMBON «MeanUMHCKOe n3fenve 418 AUarHoCTUKN in Vitroy,
3pbiBa - cMBON «OBpaTUTECH K MHCTPYKLMW MO NMPUMEHEHNIO,
- CMBOJ1 COOTBETCTBUSI OCHOBHbIM TpeboBaHNAM anpekTus EC;
- CMBOJT «3anpeT Ha NMOBTOPHOE MPUMEHEHVE»
-YCNOBMSI XPaHEHUS - CUMBOJ «TeMMepaTypHbIiA AnanasoHy;
- CPOK rOf|HOCTM - CUMBON «lcnonb3oBatb Ao ...»;
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TalioKe Ha BHYTPEHHIOKD YMaKOBKY W3/Je/NA HaK/evBaeTCs 3TUKETKa 419 06pallieHi s Ha Tepputopum pl, B,
COfiepKaLLast UH(hopMaLMIo:

- MO/IHOE HaVIMEHOBAHVIE V3AENNS;

- COCTaB W30S

- YC/NOBWS! TPAHCMOPTVPOBAHNS;

- Mepbl NPeA0CTOPOXHOCTY;

- YCNOBWSI XPaHEHUS;

- HaMMEHOBaHWe NPOU3BOAMUTENS;

- HaMeHoBaHKe ¥ TenedioHbl ANCTPKBLIOTOPa B Poccuu;

- HOMep ¥ AaTa PerncTpaLyoHHOro Ya0CTOBEPEHUS;
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PucyHoK 6. MapK1poBKa Ha BHYTPEHHE YNakoBKe MeAULMHCKOrO U3AeNNsS Ha npumepe «AKCrpecc
-TECT AN AnMarHoCTUKM in vitro paspbiBa NiogHou 06o0n04kun (Actim PROM Test) Ha 10 TecToB».
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13.3 MapKMpoBKa Ha MHAVBUAYaIbHOI YNaKoBKe TECT-MONOCKN: - CUMEC
Ha nHavBmayanbHoi ynakoBKe TECT-MOMOCKMN COAEPKUTCA CreaytoLas MHAopMaLms:

\
TakKe -

- HavMeHOBaHM1e NpPOou3BOAUTENS, |
. ) obpalLe!

- KpaTkoe HavMeHoBaHue n3gennsa ( Actim PROM); - Hadivie
- Homep no Katanory (REF); '

- Kop naptun (LOT);

- cumMBon «MeamuUMHCKoe nsgenune Ans AMarHOCTUKK in Vitro,
CYMBO/ COOTBETCTBUS OCHOBHbIM TPeboBaHMAM AnpeKTuB EC;
YCMOBMS XpaHEHUS - CUMBO/ « TeMMepaTypHbIiA AUanasoH»;

CPOK rogHoCTU - cumBon «/cnonb3oBatb [0 ...»;

TakKe Ha UHAMBUYaNbHYHO YaKoBKY TECT-MOMOCKN HAaKNEMBAETCS STVUKETKA A1 06PaLLeHNs Ha
TeppuTopun P, cogepxkallias MHpopMaLML:
- HaumeHoBaHWe u3genns ( TecT-nonocka - 1w.)

Pn

135~

Ha mps

- Hau

- Hau!

Test»)

- HO"

- KO;

PucyHok 7. IHamBuayanbHas ynakoBKa TECT-M0JIOCKN - o

- Ch

13.4 MapKupoBKa Ha NHANBMAYa/IbHOW yrNaKoBKe TaMrnoHa CTEPU/IbHOIO MNONN3PUPHOro Ans - yej

3abopa npobbl: - UV

Ha vHAMBMAOYya/IbHON YNakoBKE TaMMoHa CTEPUIbHOIO MOMM3UPHOro Ans 3abopa npobbl coaepxuTel - 06bl
creqyroLas MHpopMaums:

- Hav“MeHOBaHWe, afpec, aapec B IHTEpHET NPOU3BOANTENS; TakxK

- HavMeHOBaHWe n3genns; o6pait

- Homep no Katasory (REF); - Ham

- Kog naptum (LOT);

- CPOK rogHoctu - cumBon «licnonb3osathb [0 ...»;

- CMMBO/T «3anpeT Ha NOBTOPHOE MPUMEHEHNE»

- CMMBON «He 1Ccnonb30BaTh NpY NMOBPEXAEHHOM YNaKoBKe»
- cumBON «CTepunmnsLmMsa OKCUAO0M 3TUeHa»

- LUTPUX-KOA,;

- CTpaHa M3roToB/IeHs,

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



nA

EePXKNTCA

* CMBO/1 COOTBETCTBMA OCHOBHbLIM TDGGOBaHVIFlM anpekTtus EC;

Taiore Ha MHAVBYAYaNbHYHO YNakoBKy TaMroHa 41 3a60pa npobbl HakK/eMBaeTCs 3TUKETKA /1A
obpaLLeHs Ha TeppuTopun PO, cofiepxalliasn MHGopMaLmio:
* HavMeHoBaHVe n3aenunsa (TaMmoH CTepusbHbIN MNONM3MUPHBIA 415 3a6opa Npobbl —1 LWT.)

PucyHoK 8. MIHaMBMayanbHas yrakoBKa TaMroHa CTEPUIbHOTO NOAMAUPHOro Ans 3a6opa Npoobl

135 MapKunpoBKa Ha NPobupKe C pacTBOPOM /18 IKCTpakuumn npobsl (0,5 mn)

Ha npobupke ¢ pacTBOPOM A/1s1 aKCTpaKummn npobbl (0,5 M) cofepXXmTCs cneaytoLlas MHpopmaLms:
W HaMMeHOBaHVie NPOU3BOAUTENS;

- HAVMeHOBaHWe U3Lenns, [ANA NpPUMeHeHWUs C KOTOpbIMU MpeAHasHadeHa («Actim Partus / PROM
Test»)

- Howmep no Katasory (REF);

* Kog naptum (LOT);

- CPOK rOAAHOCTM - CUMBON «/ICNonb30BaTh 0 ...»;

* cMBON «MeanUMHCKOe M3fenne 418 AMarHoCTUKK in Vitroy,

- YCNOBUSI XPaHeHUs - CUMBON «TeMnepaTypHbIii AnanasoHy;

WCVIMBO/T COOTBETCTBUS OCHOBHbIM Tpe6oBaHUAM anpekTvB EC;

*06bEM COZEPXXMMOTO MPOBUPKN;

TaloKe Ha HAVBMAYa/IbHYHO YNakoBKy TaMnoHa ans 3a6opa Npobbl HaKNeMBaeTCcs STUKETKA [N
obpaLLeHUsA Ha TeppuTopumn P, coaepxkallast MHoOPMaLmIO:
- HarmeHoBaHVe n3nenusa (Mpobrpka ¢ pacTBOPOM AN 3KCTPaKuum npobbl (0,5 M) - 1 w.)
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PucyHok 9. Mpobupka ¢ pacTBOpOM A/18 aKCT akyw I Tpo6™»

ik--— “se*IVpUVKM
................ Pacwimngpposka

Kcnonb3oBathb f0...

COAEPXXNMOro AoCTaTo4HO A/14 NpoBeAeHUA M-KONYECTBa TECTOB

McaniAinHeKoe U3aenue Ans AMarHoOCTUKA UH-BUTPO

3anpeT Ha NOBTOPHOE NMPUMEHeHMe
LOT Kog maptim e
KaTanoxHblin HOMEP M3gens -
ref| P s
llpomsBoguten e
|7| MOPATUTECH K MHCTPYKLMW MO NPUMEHEHUIO
1
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@ CWMBON COOTBETCTBUS OCHOBHbIM TpeGoBaHUAM AnpeKTuB EC

TemnepaTypHbIiA Arana3oH XapHeHs
He 1cnonb3oBaTh NPY NOBPEXAEHNMN YNAKOBKM

leiaLEiO Crepunmsuma oKcMaoM aTuneHa

14 YnakoBKa

141 Dkcnpecc - TeCT ANst AMarHOCTUKM in vitro paspbiBa niogHo 060104Kn (Actim PROM Test)

HL 1 TecT:

VHavBrayanbHas ynakoBka TeCT-MOJIOCKW: OfHa TECT-N0JI0CKa BMECTe C OCyLUMTeNeM (Cunmkareniem)
MoMeLLEHa B FEPMETUYHBIV NaKeT U3 a/IlOMUHUEBOI MEHKW (PUCYHOK 7).

HavBuayanbHas ynakoBKa TaMroHa CTepUIbHOro NoN3gMpHOro s 3abopa Npobbl: OAnH
CTEPWIbHBIA TAMMOH MOMELLEH B BYMaXXHbIN repMETUYHO 3aKpPbITbIA NaKeT (PUCYHOK 8);

PacTBOp /15 3KCTpaKLummn npobbl B 06beMe 0,5 M1 MOMeLLEeH B NPOBUPKY € KPbILLKOW (PUCYHOK 9);

BoaHy BHYTPEHHIOI YMakKoBKY (MakeT - PUCYHOK 6) MOMELLEHbI:
-TaMmroH CTepUbHbIA NONMAUPHBIN 415 3a60pa NPo6dbl B MHAMBUAYA/IbHOW YNaKoBKe —L LUT;

-TecT-nosocka B UHAVBUAYaNbHON YNakoBke - 1 1T.;
*[MpoburpKka ¢ pacTBOPOM AN 3KCTPakUmm npobbl (0,5 mMn) - 1 wr;

BogHy BHELLIHIOHO YMaKoBKY (KapTOHHYHO KOPOBKY) MOMELLIEHbI:

EBHYTPEHHAS YMaKoBKa C n3genmamuy (naker) - 1w,
-HCTpYKLUVMA MO NPUMEHEHMIO - 1 LuT.
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PucyHok 10. BHelUHAS ynakoBKa Ha npumepe «3KCMpecc - TeCT 419 AMarHOCTUKK In Vitro paspbisa
nnogHoin o6onoukn (Actim PROM Test) Ha 1TecT»

14.2  3Kcnpece - TeCT Ans AUarHoCTUKY in vitro paspbiBa niogHoi 060104k (Actim PROM Test)
Ha 10 TecTOB:

VHamBmayanbHas ynakoBKa TeCT-MOMOCKM: 0fHa TeCT-NO/0CKa BMeCTe C ocyLUMTeneM (Cunmkaresnem)
MoMeLLieHa B repMETUYHBIN NakeT W3 a/ItOMUHIEBON NEHKM (PUCYHOK 7).

VHamBmayanbHas yrnakoBka TaMrnoHa CTepUIbHOMO NOMM3atMPHOro 415 3abopa npoobbl; 0AnH
CTEPU/bHBIA TaMMOH NMOMELLEH B OYMaXKHbIA repMETUYHO 3aKPbITbIA NaKeT (PUCYHOK 8);

PacTBOp A4/191 3KCTpaKLmmn nNpobbl B 06beMe 0,5 M MOMELLEH B MPOBUPKY C KPbILLKOW (PUCYHOK 9);

B 0aHYy BHYTPEHHIOK YNakoBKy (MakeT - PUCYHOK 6) NMOMELLEHbI:

- TamMMoH CTepUbHbI nonmeqomprm Ans 3ab6opa Npobbl B MHAMBMAYa/IbHON ynakoBke - 1 mr*
- lecT-nonocka B MHAVBUAYaNbHON YNakoBKe —1 LUT.;

- MpobypKa ¢ pacTBOPOM A1 IKCTpakumm npoodwl (0,5 mn) -

B 0iHY BHELLHIOH YrakKoBKY (KapTOHHYH KOPOOKY - PUCYHOK 5) NOMELLEHb!:
- BHYTPEHHWE YNaKoBKW C n3genmamn (naketbl) - 10 wr;
“WHCTPYKUMA NO NPUMEHEHMIO —1 LT,
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143. 9Kkcnpecc - TeCT ANA LMATHOCTUKMK in vitro paspbiBa NnNogHOW o60nouykm (Actim PROM Test)

Ha 20 TecTOB:
MHupnBnpgyanbHaa ynakoBKa TeCT-MONOCKWN: 0fHa TeCT-N0ONOCKA BMeCTe C ocCylWw ntenem (cmnukarenem)

nomeuw,eHa B repMeTMYHbIA NakKeT U3 aNtOMUHNEBON NNeHKN (PUCYHOK 7).

WHauBugyanbHas ynakoBka TaMNoOHa CTEPUIbHOTO MONM3UpPHOTo ANA 3a6opa Mpo6bl: Of4UH
CTePUbHbIA TAaMMNOH NOMELW, eH B BYMaX Hblii TepMeTUYHO 3aKpbITbii MakeT (PUCYHOK 8);

PacTtBop Ans akcTpakyuum npobbl B o6beme 0,5 Mn noMeu,eH B NPO6GUPKY C KPblW KOA (PUCYHOK 9);

BoAHY BHYTpeHHIO yNnakKoBKY (NakKeT - pPUCYHOK 6) NOMELLeHbI:
eTaMnNOH CTePUNbHbLIA NOAM3IPUPHLIK ANns 3abopa Npobbl B UHAUBUAYAaNbHOW ynakoBKe - 1 wT,;

eTecT-noNnocka B UHAWBUAYANbHOW ynakoBke - 1 WT.;
m[lpobupka c pacTBOpPOM ANg aKcTpakumum npo6bbl (0,5 mn) - 1 wrT;

BOoLHY BHEWHIO ynakoBKY (KapTOHHYI KOPOOGKY) MOMEL, eHbl:
-BHYTpPEHHMWE YNAaKOBKMW C n3gennaMmm (naketbl) - 20 wrT;
I eWNHCTPYKUMUA NO NPUMEHEHUIO - 1 WT.

pbiBa

4 Test)

Ewm)

PucyHok 11. BHewHAs ynakoBKa Ha npumepe «9Kcnpecc - TeCT ANA LUAarHOCTUKM in vitro pa3pbiBa
nnogHoh o6onoukyu (Actim PROM Test) Ha 20 TecToB»
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Pa3mepbl YNaKoBKU:

XapaKTepucTmka 3Havewy!
BHewwHss ynakoBka Actim PROM Test Ha ] TecT 112x16 35
(OXLLIXB), Mm X10X
BHewwHas ynakoska Actim PROM Test Ha 10
TecToB (MXLLXB), Mm 236 X 110x 70
BHeLLHAA ynakoBka Actim PROM Test Ha 20
TecToB (OXLLIXB), Mv 235 x 121 x70
BHyTpeHHss ynakoBka (naket) (AxLL). Mmv 233%99
MHamBmnayanbHas ynakoska TaMnoHa (AXLY Mm 193 x 40
NHAMBUAYAIbHAA YNaKOBKa TECT-MOIOCKM

LL1). ‘Wama 170x55

15. YcnoBua xpaHeHUs

1 he"eT 0o/TM"“®™ +2..+25 »C N OTHOCUTE/bHOWN BAXHOCTW BO3MyXa
ynak” k! fammiprTM N3roToBUTENSA JO WUCTEYEHUA CPOKa roAHOCTM, YKa3aHHO

Ecnm TecT-Habop pacnakoBaH, TO KaX/bliAi KOMMOHEHT JOMKEH MCMO/b30BATLCS [0 UCTEYEHNs
CPOKa [eViCTBYS, YKa3aHHOTO Ha CaMOM KOMIMOHEHTE. CTeYeHVs

Mpy HECOB/IOAEHIN YCIOBUIA XPAHEHNS MEAVLIHCKOE M3AENME He NOANEXMUT UCMOMb30BaHMIO.

CMo/b3ywnTe TECT-MO/OCKY Cpa3y Moc/e BCKPbITUSA YNakoBKN U3 (hO/brv
CpoK rogHocTu - 24 mecaua.

16. TpaHcnopTupoBaHue
W3penve cnepyeT NepeBO3UTb B OPUTrMHAbHOM  YNMakoBKe MPOW3BOAMTENS,  3alLMLLIAHOLLY

MPOAYKUMIO OT BHELUHMX BO3[ENCTBMIA, Ha BCEX BWAAX TPAHCMOPTA B KPbITbIX TPAHCMOPTH»
CpefCcTBaX B COOTBETCTBMM C MpaBWaMi MEPeBO30K, AEACTBYHOLMMI Ha TPAHCMOPTe JaHHON

YcnoBms TpaHCNOPTMPOBaHMA: MNpu Temnepatype +2..+2S “C M OTHOCWUTE/IbHOW  B&KHOCTb
BO34yxa He 60nee 80% |

Mpy NpoBeAeHUM MOrPY304HO-PA3rPy30UHbIX PaboT M TPaHCMOPTUPOBAaHWM CNeAyeT Cipom»
BbIMO/HSATL TPEGOBAHMS MAHUMYNALMOHHBIX 3HAKOB, HaHECEHHbIX Ha YMakOBKE W TpaHCMopTHO!:

Mpn HECOﬁﬂPO,D,EHVIVI yCHOBMVI TpPaHCMoOpPTUPOBaHNA MeAULMHCKOe Wu3fenne He nogewr!
MCNonb30BaHUIO.

17. Ycnosusa akcnnyataumn

3penve akenn aTVIpOB%Tb B I'g)d\é;LIJ,EHVIVI npn Temnepatype +18...+25 °C 1 0THOCUTENbHOW
B/T’KHOCTW BO3flyXa He bosnee 80% OTHOCUTE/ILHOU

cnonb3yiiTe TeCT-MONOCKY Cpa3y MOC/e BCKPbITVS YMAKOBKU 13 hOMbIW.
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18. YTunusaums

CornacHo NpoToKoMaM MeAULMHCKOrO YUpeXXaeHns, a Takke HopMaMm MeCTHOro
3aKoHOAAaTe/bCTBA.

Mo Knaccy onacHOCTU MeAMLMHCKMX OTXOA0B NP YTUIU3aLMUM NUCXOAA U3 XapaKTEPUCTUKM
MOPEO/IOrMYECKOro coctasa MOryT ObITb OTHECEHbI K 3MUAEMUONOrMYECKIN OMacHbIM 0TX04aM
(MHMLMpoBaHHbIE 1 NOTEHLMAILHO MH(IMLMPOBaHHbIE 0TX0AbI. MaTtepuanbl U UHCTPYMEHTHbI,
npeaMeTbI 3arPs3HEHHbIE KPOBLIO WU/UNK APYTrMMIA G0N0 MYECKMU XMAKOCTSMI) —Kace b B
cooTBeTcTBUU ¢ CaHllMuH 2.1.7.2790-10.

19. NapaHTUN
Mpou3BoaunTeNb rapaHTUPYeT COOTBETCTBME XapaKTepUCTUK MeAULMHCKOrO WU3Aenna 3asBieHHbIM

B 9KCM/yaTaLyOHHOM AOKYMEHTAUMU MPU YCNOBUM MPUMEHEHUS W3AENMsl B COOTBETCTBUM C
VHCTPYKLMEA M MO Ha3HAuYeHWIo, MpedyCMOTPEHHOMY MPOU3BOAUTENEM, B TEUEHME YKa3aHHOro

;D,yxa He CPOKa roaHoCTW.

(aHHO Ha Mo Bcem BonpocaMm, AN MOMYYEHWs KOHCYNbTauuiA WM MOAAEPXKKM credyeT obpawjatbCs K
YMNOSIHOMOYEHHOMY NPeACTaBUTESO MPON3BOANTENSA Ha TeppuTopun Pd;

a%: «000 «MegmnkaHa dapm»,
115093, r. MockBa, 1-bii1 MaBnoBCKuMiA nep., 4. 3,

1110, Ten./qakc 981-01-03, 937-21-26, 980-78-53,
E-mail - info@medicanaDharm.ru»

flatoLLEl

FOPTHBIX

[laHHOr O

1KHOCTU

CTporo
tOPTHOW
>[NeXNT

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



VDD 98/79/EC MeauumHCKMe cpefctBa M 060pyfoBaHVe And  labopaToOpHON
[NarHoCTUKM in vitro
ISO 15223-1:2016 N3pgenms  meguumHckme.  CUMBOMbI,  MPUMEHsieMble  MpU

MapKUPOBaHUM Ha MEAULMHCKUX U3NeNUsX, 3TUKETKaXx U B
COMpPOBOAMTENBHOM AOKyMeHTaLmK. YacTb 1 O6Luye Tpe6oBaHMs

ISO 15223-2:2010 W3penns meauupmHckme. CUMBO/bI, MPUMEHSIEMbIE NPU
MapKUPOBaHWM Ha MeAULMHCKUX U3AENMNSIX, STUKETKAX 1 B

COMpOBOAMTENBHOM AOKYMeHTaLMK. YacTb 2. Pa3paboTka, BbIGOp W
Ba/MAaLMs CUMBO/IOB

ENISO 13485:2016 N3penua mMeguumHckue. CUCTeMbl yNpaBieHNa KauecTBOM.
AC2016, AC2018 TpeboBaHVA K perynnpoBaHuio
ENISO 14971:2012 N3penvs meguumHckvie. TpUMeHeHWe MeHemKMeHTa PUCKOB K

MeAMLMHCKUM YCTpolicTBam

ENISO 18113-1:2012 W3penvsa MefuUmMHCKVE 418 AMarHOCTUKKM “in vitro”. VIHdopmaums,
rocTas/fsemas nponssoauTesieM (3TUKETUPOBaHKE). YacTb 1
TepMuHbI, onpegenieHns n obume TpeboBaHms

EN 1SO 18113-2:2012 N3nenvs MeauLMHCKME Ans AMArHOCTMKM “in vitro”. VIHdopMaLms,
nocTaB/fgeMas NPOV3BOAUTeNEM (3TUKETMPOBaHKE). YacTb 4.
PeareHTbl [19 AMarHOCTUKM in Vitro gns npogecCMoHaIbHOro
NpPYMeHeHMA

EN 1SO 23640:2015 N3penvs MeauuyHCKWE g AMarHoCTMKM “in Vitro”. WcnbitaHus
Ha CTabu/IbHOCTb peareHToB A4 AMarHOCTUKKM “in vitro”

EN 13612: 2002 / AC: OueHKa 3iheKTUBHOCTM U3AENMIA 471 in Vitro AUarHOCTVKY
2002

21, YnpaBneHue puckamu

Bce cnyyam puckoB, MaeHTUNLMPOBaHHbIE B XO/E OLIEHKN PUCKOB, BblI MUHMMMW3MPOBaHbI [0
NPUEMNIEMOTO YPOBHS.

22. N'Hhopmaumsa o pa3paboTke 1 NPON3BOACTBE
Cuctema YnpaBnenus  KauyecTBoM, oObecrieuvBarollas  pas3paboTKy M MPOM3BOACTBA
cepTMmLmMpoBaHa B COOTBETCTBUM € TpeboBaHnAMM EN 1SO 13485:2016.
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SeAnnex 1 Analytical studies and Clinical evidence
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1 Name of medical product and Contents of delivery:
Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal Membranes (Actim PROM Test)
(hereinafter “Test” or “Actim PROM Test”)

Package options:

1 Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal Membranes (Actim PROM
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 Premature Rupture of Fetal Membranes (Actim PROM
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.

3. Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal Membranes (Actim PROM
Test) for 20 tests, comprised of:
- 20 sterile polyester swabs for specimen collection;
- 20 dipsticks;
- 20 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, FI-02180 Espoo, Finland,

Tel.: +358 9 547 680, fax:+35895Q53441. 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
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3. Authorized representative in the Russian Federation:
LLC Medicana Pharm,

3, ®Pavlovsky Side-Str., Moscow, 115093

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

E-mail - info@ medicanapharm.ru

4. Medical product description

Purpose Actim PROM Test is a visually interpreted, qualitative
immunochromatographic dipstick test for detection of amniotic fluid in
vaginal secretions during pregnancy. Actim PROM Test detects IGFBP-1,
which is a major protein in amniotic fluid and a marker of the amniotic
fluid in a vaginal sample. The test is intended for professional use to help
diagnose the premature rupture of fetal membranes (PROM) in pregnant

women.

Domain of usage Clinical laboratory diagnostics

Intended user Medical worker

Indications The premature rupture of fetal membranes (PROM)

Contra indications  No

Sterility Product components are supplied non-sterile, not subject to sterilization by
user, exeept for the sterile polyester swab for specimen collection, 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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5 Product appearance and design:

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

30Ha MOTPYyXeHus 30Ha pesynbTaTa

TectoBasd NuHN4A KoHTpOnbHaa NUHNA

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

6. Product description and principle

Actim PROM Test is a visually interpreted, qualitative immunochromatographic dipstick test for
detection of amniotic fluid in vaginal secretions during pregnancy. The Test detects IGFBP-1, which is a
major protein in amniotic fluid and a marker of the amniotic fluid in a vaginal sample. The test is
intended for professional use to help diagnose the rupture of fetal membranes (ROM) in pregnant women.
The product is a test system for rapid in vitro diagnostics of ROM in pregnant women. 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 concentration of IGFBP-1 (insulin-like growth factor binding protein-1) in amniotic fluid is 100 to
1,000 times higher than in maternal serum. IGFBP-1 is not usually present in the vagina, but after rupture
of fetal membranes, amniotic fluid with a high concentration of IGFBP-1 mixes with vaginal secretions. In
Actim PROM Test, a specimen of vaginal secretion is taken with a sterile polyester swab and the specimen
isextracted into Specimen Extraction Solution. The presence of IGFBP-1 in the solution is detected using a

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



dipstick. The -makes it possible to detect enhanced concentrations of IGFBP-1 (above 25 pg/l ini
extracted sample).

The test is based on immunochromatography. It involves two monoclonal antibodies to human IGER
One is bound to blue latex particles (the detecting label). The other is immobilized on a carrier membrane
catch the complex of antigen and latex-labeled antibody and indicate a positive result. When the dip aes
the dipstick (designated as (1) on fig. 2) is placed in an extracted sample, the dipstick absorbs liquid, i
starts to flow up the dipstick. If the sample contains IGFBP-1 it binds to the antibody labeled with ki
particles. The particles are carried by the liquid flow and, if IGFBP-1 is bound to them, they bind \oi
catching antibody. A blue line (test line - designated as (3) on fig. 2) will appear in the result area ift
concentration of IGFBP-1 in the sample exceeds the detection limit of the test. A second blue lire, 1
control line (designated as (4) on fig. 2), confirms correct performance of the test.

7. Limitations of the test
* The test is intended for in vitro diagnostic use only.
If rupture of fetal membranes has occurred but the leakage of amniotic fluid has ceased moret!j|
12 hours before the specimen is taken, IGFBP-1 may have been degraded by proteases in the vagina ax
test may give a negative result.

* A negative test result is an indication on the present condition and cannot be used to predict th
forthcoming.

8. Precautions

For external use only

Dispose of after use. A test cannot be used more than once.
Do not use after shelf life expiry
Do not use ifa 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 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 dipstid
must stay dry.

* Do not use a dipstick that has become wet before use, because moisture damages the dipstick. 1
* 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 ofthe 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 edrat)]
until the sample liquid front reaches the result area.

« Ifthe 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.

» 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.

« If only the control line is visible, the result should be interpreted as negative only after 5 minutes!
have elapsed.
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* A positive Actim PROM Test result, although detecting the presence of amniotic fluid in the sample,
does not locate the site of the rupture.

* 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 vaginal secretion that is extracted into the Specimen Extraction Solution provided. A
sample is obtained using a sterile polyester swab (provided in the kit). The sample should be collected
prior to performing digital examination and/or transvaginal ultrasound. Take care not to touch anything
with the swab before taking the sample. Separate the labia and carefully insert the tip of the swab into the
vagina toward the posterior fornix until resistance is met. Alternatively the sample can be taken from the
posterior fornix during a sterile speculum examination. The swab should be left in the vagina for 10-15
seconds to allow it to absorb the vaginal secretion (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 no 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

m If stored refrigerated, allow the aluminum foil pouch and the Extraction Solution tube to reach
room 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 turquoise part of the
dipstick.

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

mPlace 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 the control line, appear, the test result is positive. If one blue
line, the control line, appears, the test result is negative (stage 9 on fig. 3).

mifthe control line or any lines do not appear at 5 minutes, 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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M RESULT

Fig. 3. Testing outline

11. Product specifications:

Specification Value

Swab length, mm 150+2

Swab weight, g 14401

Specification Value

Tube dimensions (height x diameter), mm (65x 11)+1

Tube lid dimensions (height x diameter), mm (9x 14)+1

Tube weight with the lid and solution, g 2.810.1

Solution volume in the tube, ml 0.50+0.05

Solution pH 6.0+0.1

Solution appearance Colorless transparent liquid free from foreign

Specification

Dipstick length, mm
Dipstick width, mm
Dipstick thickness, mm
Dipstick weight, g
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Analytical sensitivity

The analytical sensitivity (detection limit) of the Actim PROM Test was identified by evaluating different
concentrations of IGFBP-1 in extracted samples on three different lots of the Actim PROM 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 PROM Test limit of detection is approximately 25 pg/I
in extracted sample (calibration in accordance with Behring Institut IGFBP-1 (PPI2) requirements,
preparation of Batch 307/323). The measuring range of the Actim PROM is approximately 25-500,000
pg/l in extracted sample.

Analytical speciflcity
Analytical specificity (cross-reactivity) was tested with human IGFBP-1 proteins at concentrations ranging
from 10-5,000 pg/l of each protein in extracted sample using three different lots of the Actim PROM Test.
No cross-reactivity was seen using human IGFBP-2, -3, -4, -5 and -6 proteins. The Actim PROM Test is
specific to human IGFBP-1.

Inter- and intra-assay reproducibility

A panel of specimens consisting of samples of different IGFBP-1 concentration levels was evaluated for
intra- (repeatability) and inter- (reproducibility) assay precision. For repeatability the samples were tested
with 10 replicates during the same day using three different lots of the Actim PROM Test. Repeatable
results were obtained. For reproducibility a study of Actim PROM Test was conducted at three separate
sites. Test operators (n=9) tested each level on five different days using one lot of the Actim PROM Test. A
total of 360 tests were performed (120 per site) with a total of 45 tests per sample type. The overall
reproducibility of the Actim PROM Test is 97 % (350/360) with no significant differences within runs
(replicates tested by one operator), between runs (five different days), between sites (three sites) or between
operators (nine operators).

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

Ll TESTED SUBSTANCE/CONDITION/ INTERFERENCE
MICRO-ORGANISM (NO/YES)
Whole blood No
Semen No
Urine No
pH3.5-8.5 No
Ultrasound Transmission Gel No
Pevaryl (active ingredient:
econatzol.nitras) No
Gyno-Trosyd (tioconazol) No
Flagyl (metronidazole) No
Canesten (clotrimazol) No
Personal Lubricant No
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Baby Qil No

Baby Powder No ]
Feminine Deodorant Suppositories No Specim
Vaginal Gel No Comp”
Shower and bath products No Plastic
Candida albicans No Lid
Gardnerella vaginalis No Specirr
Neisseria gonorrhea No (pH &C
Chlamydia trachomatis No

HSV-1 No

HSV-2 No

Clinical (diagnostic) sensitivity and clinical (diagnostic) specificity

The Actim PROM Test has been evaluated in several clinical studies as an instrument for detection
premature rupture of fetal membranes.

The studies showed that sensitivity and specificity of the test are very high, namely, sensitivity is &

100%, and specificity is 74 - 100%. Sterile
Madk t
Comu
12. Source materials Grip
Dipstick; Body
Component Material
Plastic frame APET, polyester
Sample pad / Conjugate pad Hydrophilic porous polyethylene, containing Packal
about 1-3 pg.of murine monoclonal Title
antibodies to IGFBP-1 (insulin-like growth Indivi
factor binding protein-1), put on latex.
Membrane Nitrocellulose ethereous membrane put on a

polyester frame containing about 0,5-1,5 pg
of murine monoclonal antibodies to IGFBP-

Inner
1 (insulin-like growth factor binding Outei
protein-1)
Absorbent pad Cellulose Dryer
Capping tapes Polyester, polyethylene Title
Drye
Antibodies used in the dipstick: i
Amount of
Antibody Function component putm
the dipstick
Monoclonal antihuman murine antibody , 0,5-1,5 pg
IGEBP-1 Test line
Irgoclayclonal rabbit antimurine antibody Control line 1-3 ug
Monoclonal antihuman murine antibody ~ Conjugated with latex particles and 1-3n
IGFBP-1 spread over the sample / coniugate g
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pad

Specimen Extraction Solution:

Component Material

Plastic tube Polypropylene

Lid High density polypropylene

Specimen extraction solution Sodium phosphate solution (Na2P04 x H20),
(pH 6.0) 3.5mg

Natrium chloride (NaCl), 1.5 mg
Ethylenediamine tetraacetic acid (EDTA), 1.9
mg
Additive: Proclin 300, 0.5 mg
_ Polysorbate: Tween-20, 0.15 ml
ection of Bovine serum albumin, 5 mg

_ | Aprotinin 25 KIU
y is 86 -
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.)

Packaging materials

Title Material
Indiyidual aluminum dipstick pouch SC 50 g/sq.m
PE/LD 12 g/sg.m
ALU 9 pm
ION 23 g/sqg.m
Inner pack PET 12 + PE 50
Outer container Cardboard 410 g/sg.m
)rver
Title Material
Dryer Silicagel 0.5 ¢
nt of List of materials of human and/or animal origin
it put on
St'_Ck Materials of human origin: not used
Slig Materials of animal origin;
. Source materials of animal origin used for product manufacture are murine monoclonal antibodies,
g polyclonal rabbit antibodies, and bovine albumin.
Bovine albumin used for product manufacture is obtained from sources certified as free from BSE
A (bovine spongiform encephalopathy).
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Murine monoclonal antibodies and polyclonal rabbit antibodies are procured from a safe source,*
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;

catalogue number (REF) depending on product version:

REF 30830ETAC for Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal Membranes
(Actim PROM Test) for 1 test,

or

(Actim PROM Tesf%‘ for 101tests, of Premature Rupture of Fetal Membranes
or

(Actim PROM Test) for 20 tests; of Premature Rupture of Fetal Membranes
batch code (LOT);

barcode;

“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;

shelf life - “Use By” symbol;

In addition a label for circulation on the territory ofthe 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;

- name and telephones of the distributor in Russia;
- number and date of the Registration Certificate;'
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Fig. 4. Outer package as in the case of Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal
Membranes (Actim PROM 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 te
product as in the case of Premature Rupture of Fetal Membranes (Actim PROM Test)

13.2 Labeling on the inner pack:
The inner pack of rapid tests carries the following information:
- name, address and website ofthe 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,
- shelf life - “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 of the manufacturer;

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

e ofthe

pack.
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Fig. 6. Labeling on the inner pack as in the case of Premature Rupture of Fetal Membranes (Actim PROM
Test)

13.3 Labeling on the individual dipstick pouch:
The individual dipstick pouch carries the following information:
- name of the manufacturer;
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ROM

abbreviated product name (Actim PROM);

product name;

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 ofthe Russian Federation is attached to the individual
dipstick pouch. This label contains the following:
- product name (dipstick - 1pee)

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;
“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;

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

mll'*0o33

Fig. 8. Individual pouch of the sterile polyester swab for specimen collection

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 of tests for which the tune is intended (Actim Partus / 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;

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



Inaddition, 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 (0-5jn)*J_pce]

Fig. 9. Tube of Specimen Extraction Solution (0.5 ml)

Symbol Definition
Use By...

Contains sufficient for <n> tests

\Y
In Vitro Diagnostic Medical Device
VD
Single use
Batch code
LOT
Catalogue number
REF
Manufacturer
« ]
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Consult instructions for use

C:€ Compliance with primary EU directive requirements

Temperature limitation
( § ) Do not use if package is damaged

BTBULE 10  Sterilization by ethylene oxide

14. Packaging

14.1 Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal Membranes (Actim PROM
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 ofthe sterile polyester swab for specimen collection: one sterile swab is placed ina
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;
- Instructions for Use.
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dina

Fig. 10. Outer package as in the case of Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal
Membranes (Actim PROM Test) for 1 test

14.2 Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal Membranes (Actim PROM
Test) for 10 tests:

Individual dipstick package: one dipstick with the dryer (silica gel) is placed in a retort pouch of
aluminum film (fig. ]) . je
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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14.3. Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal Membranes (Actim PROM
Test) for 20 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 ina
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:

- 20 inner packs with products;
- Instructions for Use.

Fig. 11. Outer package as in the case of Rapid Test for In Vitro Diagnostics of Premature Rupture of Fetal
Membranes (Actim PROM Test) for 20 tests
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1 PROM Package dimensions:

dina

of Fetal

Specifications Value
Outer container of Actim PROM Test for 1test 112x16x35
(length Xwidth x height), mm

Outer container of Actim PROM Test for 10 tests 236 x 110x70
(length X width x height), mm

Outer container of Actim PROM Test for 20 tests 235 x 121 X70
(length Xwidth x height), mm

Inner pack (length x width), mm 233 X 99
Individual swab pouch (length x width), mm 193 x40
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. If the test
pack is opened, each component must be used until the “Use By” date indicated on the specific
component.
If storage conditions are not observed, then the medical product is unfit for use.
Use the product immediately after opening the foil pack.
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.
Iftransportation 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%.
Use the dipstick immediately after opening the foil pouch.

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
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operational documentation, subject to the use in accordance with the instructions and intended use, provided Literati
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 Erde_nn
the territory ofthe Russian Federation: CEIVICE
LLC Medicana Pharm, Obstet

3, WFPavlovsky Side-Str., Moscow, 115093 )
Tel./fax: 981-01-03, 937-21-26, 980-78-53, Jain K
E-mail - info@medicanapharm.ru labour
20. Applicable standards Kuibol
forrup
VDD 98/79/EC In Vitro Diagnostic Medical Devices Directive _
ISO 15223-1:2016 Medical Devices - Symbols to be used with medical device labels, R‘?‘QOS'
labelling and information to be supplied Part 1. general Diag-
requirements. _
ISO 15223-2:2010 Medical Devices - Symbols to be used with medical device labels, F{utam
labelling and information to be supplied Part 2: symbol diagnc
development, selection and validation. _
ENISO 13485:2016 Medical devices —Quality management systems —Requirements Run
AC2016, AC2018 for regulatory purposes Cenic
ENISO 14971:2012 Medical devices - Application of risk management to medical rslﬁjar

EN ISO 18113-1:2012

EN ISO 18113-2:2012

ENISO 23640:2015

EN 13612: 2002/AC:
2002

21. Risk management

devices

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part I: Terms, definitions and general
requirements

In vitro diagnostic medical devices. Information supplied by the
manufacturer (labelling) - Part 4: In vitro diagnostic reagents for
professional use

In vitro diagnostic medical devices. Evaluation of stability of in
vitro diagnostic reagents

Performance evaluation of in vitro diagnostic medical devices

Al 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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See Annex 1 Analytical studies and Clinical evidence
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MepeBOA C aHTIMIACKOTO A3blKa Ha PYCCKUI A3bIK

Norotun; «Megnke bruoxeMuKa»

Oto Meaunke bBrioxemuka A6, PUHAAHANSA
UneH CoseTta [inpeKkTopos

Teemy Anaxyxta

Mognuck

(nognuce)

LLiTamn: Meauke Brnoxemnka A6
KnosuHnennoHtn 3, F1-02180 3cnoo, ®UHNAHAMA

HacToAwwmm yaocToeepseTcs, 4To Teemy Anaxyxta efMHONYHO YMOSHOMOYEH MOAMNUCLIBATbL
[AOKYMEHTbI OT UMeHN «Ot Meguke broxemuka Ab», PUHNAHANS

acnoo, duHnaHama, 04.05.2020 .

B cuny 3aHMMaemoii AOMKHOCTK:

Mopgnuck

CATY CNOAHTANBU
CrapLunii coTpyaHuk, HoTtapnyc
Crapwmin coTpyaHuk. Hotapuyc
Crapwmin coTpyaHuk, Hotapuyc

MeyaTb: AreHTCTBO LIMPOBbIX 1 AEMOrpatuecKmX AaHHbIX
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WHCYNMHOMOAOOHLI  (akTop pocTa-1, B LepBMKOBarMHaibHOM CEKpeTe: CpaBHEHWe ¢
HUTPA3NHOBbLIM TECTOM M OLEHKOW 0O6beMa aMHUOTMYECKON XUAKOCTU. XXypHan akyllepcTsa 1
rmHekonorum CkaHgnHasum (2004) 83: 622-626.
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n heTanbHblil PUOPOHEKTUH B AMATHOCTMKE MPEXAEBPEMEHHOIO pa3pbiBa MAOAHOW 060M0UKMN.
KnnHMKa rmHekonormyeckoin/nnactmueckom xupyprum (1996) 56: 1-6.

PytaHeH E-M. u coaBT. OUEHKa 3KCMPecc-TecT-MoSIOCKM Ha MPOTEWNH, CBA3bIBAOLW WA
MHCYNNMHONOAO06OHBIN (hakTop pocTa-1, B fMarHOCTUKe paspbiBa NNOAHON 060M104KKW. XKypHan
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PytaHeH E-M., TllekoHeH ®., KapkkauHeH T. W3MepeHue nNpoTenHa, CBA3bIBAOLLErO
WHCYNUHONOAOGHBLIA (hakTop pocTa-1, B UepBUKaNbHOM/BarmHaibHOM CeEKpeTe: CpaBHeHMWe C
MMMYHOXpOMaTorpagMuyeckum TeCTOM Ha paspbiB NA0AHOKW 060/04YKM MNpU  AUArHOCTMKe
pa3pbiBa N10AHON 060n104KK. XXypHan «KnnHuyeckasa xumusa» (1993) 214; 73-81.

Cwm. MpunoxeHue 1. AHANNTUYECKME NCCNEL0BAHUA U KNNHUYECKNE JaHHbIE.

[eyaTb: AreHTCTBO LUN(POBbLIX U AemMorpadinyecknx AaHHbIX

LLTamn: Meguke Buoxemunka A6
KnosuHnennoHutn 3, FI-02180 3cnoo, ®uHnaHama

MepeBOAYNK bopoguna KO nua AnekceesHa

Poccuiickaa degepauns

["opos MockBa.

MaTHaguaToro masi ABe ThbiCA4YM ABaALATOrO roja.

A, Kosnaukos Anekceid AHApeeBNY, BPEMEHHO UCNONHAKOW A 06A3aHHOCTM HOTapuyca ropoja MOCKBbI
3y60BCKOW BaneHTWHbI ANEKCEEeBHbl, CBUAETENLCTBY MOANMHHOCTL MOANMCK nepeBofYMKa bopoanHod O nuu
ANEKCeeBHbI.

Mognucy cAenaHa B MOEM MPUCYTCTBUM.

JIN4HOCTbL MOAMNMCABWEr0 SOKYMEHT YCTAHOBEHA.

X A
VIBA
Japeructpuposano B peectpe: No 77/732-H/77-2020-5-759
B3biCKAHO FOCYAapCTBEHHOM NOWNMHL (N0 Tapuady): 100 py6. 00 - -00
YnnayeHo 3a okasaHue ycnyr npasosoro 5./ "

W TEXHUYECKOTO XapakTepa; 300 py6. 00 «L”
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