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1. HanmeHoBaHVe MeANLMHCKOIO MU34e/IUS U KOMMNJIEKT MOCTaBKU:
«JKCMpecc - TeCT 419 AMarHOCTUKK in vitro ocTporo naHkpeatmta (Actim Pancreatitis)» (fanee no
TeKcTy - TecT uam Actim Pancreatitis)

BapVIaHTbI NCNO/THEHNA:

1 3kcnpecc - TeCT 419 AMarHOCTUKK in vitro ocTporo naHkpeartuTta (Actim Pancreatitis) Ha 10
TEecTOB, B COCTaBe:

- TecT-nonocku - 10 wr;

- IHCTpYKLUMA NO NPUMEHEHMIO.

2. JKcrpecc - TeCT A4/ ANarHOCTUKMK in vitro ocTporo naHkpeatuta (Actim Pancreatitis) Ha 20
TEeCTOB, B COCTaBe:

- TecT-nonocku - 20 wr;

- IHCTpYKLMS MO NPUMEHEHWIO.

2. uchopmaums o pa3paboTymKe, NPOM3BOANTENE U MECTE MPOM3BOACTBA

Mpowunssogntens MI:

«Qy Medix Biochemica Ab», ®uUHNAHAMA

Klovinpellontie 3, F1-02180 Espoo, Finland,

Ten. +358 9 547 680, hakc:+35895053441, medix@medixbiochemica.com»

PaspaboTumk MW:

«Qy Medix Biochemica Ab», ®uHnaHANA

Klovinpellontie 3, FI-02180 Espoo, Finland,

Ten. +358 9 547 680, thakc:+35895053441, medix@ medixbiochemica.com»

MecTo npoussoactea MI:

«Qy Medix Biochemica Ab», ®UHNAHANSA
Noljakantie 13,80130 Joensuu, Finland,
medix@ medixbiochemica.com,

Ten.:+358 9 547 680, (akc:+35895053441»

3. WHpopmayma o6 ynosiHOMOYEHHOM npeacTaButene B PP
«O00 «MepgunkaHa Papm»,

115093, r. Mocksa, 1-biii [aBnoBckuin nep., 4. 3,

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

E-mail - info@ medicanapharm.ru»
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4. OnncaHne MeguULMHCKOro n3genns

HasHaueHue TecT Actim Pancreatitis npegctaBnseT cob60l OLeHNBaeMblil BU3yasibHO
KayeCTBEHHbIi MMMYHOXPOMAaTOrpatMyecKnii 3KCNPecc-TeCT Ha MOOCKaXx,
MCNONb3YeMbI MPU NOAO3PEHMMN Ha OCTPbIA MaHKpeaTUT. TeCT OCHOBaH Ha
06Hapy>XeHWUW NOBbILLIEHHOT0 YPOBHSA TPUMNCUHOMEHa-2 B MOUYE.

O6nacTtb KnnHnyeckas nabopatopHas AMarHOCTMKa

NpUMeHeHus

MpeaHasHayeHHbIi  MeanUMHCKNIA paboTHMK

nosib30BaTeNb

MokasaHus MOA03peHNe Ha OCTPbIA NaHKpeaTuT

MpotuBonokasaHua Hert

CTepuibHOCTb N3penve noctaBnseTcs B HECTEPWU/ILHOM BuUAe, CTEPUIN3aLMN
nosib30BaTeNIeM He MOLMEXMT.

WHpopmayus O He coiep>XnT neKapCTBEHHbIX CPeACTB.

HaM4nm

NeKapTCBEHHbIX

CpeLCcTB

KpaTHoCTb 3pnenve ogHOKpaTHOro NpUMeHeHUs

NpUMeHeHuns

TexHuveckoe He npumeHnMo, TakK Kak n3genune 0LHOKPaTHOro npYMeHeHMs.

obcnyxuBaHue K

PEMOHT

Knacc 1

NOTeHLNaNbHOro

pucka

5. BHeWHN BUA U KOHCTPYKUMS U3LeNns:

30Ha norpyxeHus 30Ha pesynbTata

TecToBas NMNMHUA KOHTponbHaA nuHuA
PUCyHOK 1 BHELWHNA BUA N KOHCTPYKLMA TECT-NONOCKN

6. OnucaHne 1 NPUHLUNN JeRCTBUA N3LeNns

JKcnpecc - TecT [Ana [MarHocTMKM in vitro ocTporo naHkpeatuta (Actim Pancreatitis)
npeAcTaBnseT COO0M KayeCTBEHHbIW TecT [Ans ObICTPOM [AMArHOCTMKM in  Vvitro 0CTporo
naHkpeaTuTa no obpasuam mouun. M3genne npegHasHayeHo 418 NPUMEHEHUS crieuuanucTamun u

MOXET MCMOoNb30BaThCs, KakK B K/MHWUKO-NabopaTOPHbIX YCNOBUSX, TaKk M B APYromM MecTe
Hax0X[eHWs naLmeHTa.

BbINO yCTAHOB/EHO, YTO YPOBHM TPUMCMHOrEHa-2 MOBbLILIAOTCA B MOYE MaLMEHTOB C OCTPbIM
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HO

5CKax,
aH Ha

NaHKpeTaTUTOM.
TecT MO03BONIAET BbIABNATL MOBbIWEHHYHO KOHLEHTpauui TpUrncuHoreHa-2 B mouye (6onee 50
MKr/1).

MpUHUMN LeACcTBUSA TeCcTa OCHOBAH Ha MMMYHOXpPOMATOrpagMyeckom aHanmse. Ha TecT-nonocky
HaHeCeHO ABa T1MNa MOHOK/IOHA/IbHbIX aHTUTEN K Ye/I0BEYECKOMY TPUMCUHOTeHY-2. MepBblid TUN
aHTWUTEeN CBA3aH C roflybbIMK IaTEKCHbIMU YacTuuammn (MposBAss, TeM CaMbIM, METKY Ha TECTe).
BTopoli TMn aHTUTeN (MKCUPYeTCH Ha Hecylleld MembpaHe A4N1s 3aXBaTa MapKMPOBaHHbIX YacTuL,
¥ NOKa3blBAET Ha MOJIOKMUTENbHbIA pe3ynbTar.

Mpy NOMELLLEHUW 30HbI MOrPYXEHUs TECT-MOMIOCKN (Ha pucyHKe 1 no3uums - 1) B o6paseL, Moun
naumeHTa, KOTOpas BMNWUTbIBAeT XWAKOCTb, MO4Ya MUTpupyeT BBepX BAO/Ib MeMOpaHbl MO
JeicTBMEM KanunnspHbiX cun. Ecnu B o6pasue npucyTCTBYET TPUMNCUHOrEH-2, TO OH
CBA3bIBAETCA C aHTUTE/IOM, KOTOpPOe 0003HAYeHO JflaTeKCHbIMU  YacTuuamu. Yactuubl
MepeHoCATCA MNOTOKOM XWUAKOCTW, eCli TPUNCUHOTEH-2 CBSA3aH C HUMW, TO OHW MPUKPennsaTCs
K 3axBaTblBaloLleMy aHTUTeny. Monybas nonocka (TectoBas NosOCKa - NO3UUKUA 3 Ha pUCyHKe 1)
MPOSIBUTCA B OKHe pe3ynbTaToB, eC/M KOHLEHTpauus TPUMCUMHOreHa-2 B 06pasue MpeBbICUT
noporoBoe 3HayeHue Tecta. BTopas ronybas nonocka (KOHTPONbHas NMHUA - NO3uuMa 4 Ha
pucyHke 1) nogTBepXAaeT NpaBubHOCTb BbINO/HEHUA TeCTa.

7. OrpaHnyeHuns ansa tecra
[JaHHbI TecT npegHasHayeH Ans NpoeccroHanbHOIO MCMOMb30BaHMS B LENAX AUArHOCTUKM in
vitro.

8. Mepbl NpefoCTOPOXHOCTH

e To0NbKO AN15 Hapy>XXHOro NMpPUMeHeHuns

*  YTnnu3mposartb Moc/e UCMonb30BaHNA. TecT Henb3s 1Cnosb3oBaTb 60/1ee 04HOro pasa.
* He ncnonb3oBatb Nocne UCTEUYeHUs CpoKa rofgHOCTH

* He ncnonb3oBatb, ecny NakeT NPOKONOT WM He 3arneyaTaH COOTBETCTBYHOL MM 06pasoMm.
*XpaHUTb B HEAOCTYMHOM A/ AeTell MecTe.

BHumaHwue!

«Ha ocHOBaHWW pe3ynbTaTOB TECTa He ciefyeT NPOBOAUTL KOIMYECTBEHHYIO MHTEPNpEeTaLuto.

» TecTOBYIO MOMIOCKY B Mpoby cnefyeT Norpyxarb C OCTOPOXXHOCTbIO. BepxHAA 4acTb MOSIOCKK
[O/MKHA 0CTaBaTbCsA CYXOiA.

* He wucnonb3yiiTe TecToBYH MOMOCKY, CTaBLUYK B&XHOW nepes WUCMNOMb30BaHUEM, T.K.
B/IXKHOCTb NOBPEXAeT TECTOBYIO MO/OCKY.

* He ucnonb3yinTe TeCTOBYK MOJSIOCKY, €CX Mepes NpoBefeHMeM TecTa Bbl YBUAENN TFony60e
OKpalunBaHMe B 30He pesyfbTaTa.

* He wcnonb3yiiTe TeCcTOBYIO MOMOCK Yy, eCnv MakeT W3 aNlOMUHWEBOW MNEHKWM NOTepss
LLeNOCTHOCTb.

* bygbTe BHMMaTe/IbHbl MPU OMYyCKaHWM TECTOBOW MOJIOCKM B MpoOY, AEPXWUTE ee B HYXXHOM
NOMOXeHNUN (30Ha NOrpyXXeHWs - B Npobe Mo4yn) A0 TeX Mop, NoKa POHT XUAKOCTU Npobbl He
LOCTUTHET 30HbI pesynbTara.

* ECN KOHTPONbHAsA NMMHUSA He NOABNSETCH, TO TECT CUMTAIOT HEAeNCTBUTENbHBIM U MOBTOPSAIOT C
MCNONb30BaHWEM HOBOW MOMOCKW.

* V36bITOYHOE KONMMYECTBO OWOTMHA B MPOGE MOYM MOXKET MNOMeLWaTb (OPMUPOBaHUIO
KOHTPObHOW NNHWK.

» Ecnn pesynbTaT TecTa He MOXeT 6biTb ICHO MHTEPNPETMPOBaH, TO PEKOMEHAYeTCA NMOBTOPUTb
TecT.
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* MMosBneHne Yepes 5 MUHYT NIMHUN OT CBETNIO-roNy60ro A0 TEMHO-rofyboro LBeta BMecTe C
KOHTPO/NIbHOM NMHWER cneflyeT MHTEPNPETUPOBaTb KaK MONOXMTENbHbIA pe3ynbTaT. OfHaKo, He
obpalyaiiTe BHUMaHWE Ha /106ble IMHUK, MOABNAIOWMECS MO UCTEYEHUN 5 MUHYT.

e Ecm BMAHa TONbKO KOHTPO/bHAs NWMHUA, TO pe3ynbTaT CneayeT WMHTepnpeTupoBaTh Kak
OTpULaTENbHbIV TOMbKO MO UCTEYEHUN 5 MUHYT.

* Kak 1 B cnyyae BCeX AMArHOCTUYECKUX TECTOB, pe3ynbTaTbl CneAyeT MHTeprnpeTupoBaTb B
KOHTEKCTE APYrMX KNMHUYECKNX UCCNEeA0BaHUIA.

* Bce 6nonornyeckune npobbl M MaTepuanbl CneayeT paccmMaTpuBaTh Kak NOTEHLMANbHO OMacHble
M YTUNN3NPOBATb B COOTBETCTBUN C HALMOHA/IbHbIMW CAaHUTaPHLIMU HOPMaMW.

9. Twn aHann3npyemoro obpasua

Vcnonb3ytotea o6pasubl moun. O6pasubl MOYM AO0/MKHbI NMPOBEPSTLCS Cpasy ke nocne c6opa.
O6pasybl MOTYT XpaHUTbLCA B X0N0A4UNbHUKE Npn +2...+8 °C B TeueHue 24 yacos. Ecnm obpasel,
[JO/MKEH XpaHWUTCS [onblie, TO ero Heob6xoAMMO 3aMopo3uTb. O6pasel, AO0/MKEH WMETb
KOMHATHYI0 TeMnepaTypy, npexzie YeM HauuHaTb NPOBeLeHNEe UCMbITaHWA.

10. lMpoueaypa NpoBefeHUA TecTa U MHTeprpeTaLmsa pesynbTaTos

mEC/nn TecT XpaHWUTCA B XONOAWNbHUKE, CrefyeT NojoXAaTb Noka ynakoBka U3 antoMUHUEBOM
(honbrn HarpeeTcs O KOMHATHOW TeMnepaTypsbl.

m Pa3opBuTe ynakoBKy W3 (onbrnm ¢ TeCTOM. He npuKkacaiiTeCb K XKeNTOW CTOPOHE B HWDKHEN
4aeTun TecTa.

m [1py Heo6XOAUMOCTU MOXHO MNPOCTaBNATb WAEHTU(MUKALMOHHbIE OTMETKN B BEPXY PO30BOWA
yacTu TecTa.

ml/Icnonb3yiTe TECT cpasy Moc/ie BCKPbITUSA YNakOBKU 13 OSbIH.

m [lorpy3uTe XeNTyt YacTb TecTa B obpasel, W [LepXute ee Tam, Noka He yBUAWUTE, YTO (PPOHT
XWUAKOCTU AOCTUT 30HbI pe3ybTara.

ml/13BN1eKMTE TECT-NONOCKY W3 pacTBOpa MU NMOMECTUTE ee Ha FOPU30HTa/IbHYHO MI0CKOCTb.

W TeCT cuMTaeTCs NONMOXUTENbHbIM, KakK TONbKO B OKHE pe3ynibTaTa Bbl YBUAWUTE [Be rony6ble
nonocku. Ecnu B TeyeHmMe 5 MUHYT NosBUNACh TOMIbKO OfHA KOHTPONbHasA ronybas NUHWSA, TO
pe3ynbTaT CUMTAETCH OTPULLATENbHBIM.

mHe cnefyet yunTbiBaTh /106bIE MNONOCKM, KOTOPbIE MOABUIUCH MO NPOLLECTBAN 5 MUHYT.

m Pe3ynbTaT TecTa CUYMATAeTCA MOMOXUTENIbHbIM MNP NPOSBAEHUN ABYX r0My6blIX MOMOCOK -
TECTOBOW M KOHTPONbHOW. Ecnn nposiBunacb OfHa rony6as NofocKa - KOHTPONbHasA, TecT
cumTaeTca oTpULaTeNbHbIM.

m [1pn OTCYTCTBMM KOHTPOJSIbHOM MOMOCKU TeCT CUMTAETCA HeAeNCTBUTE/bHbIM. B 3aTOM cnyuae
Heo6X04MMO MOBTOPUTL UCC/EA0BAHNE C HOBbIM TECTOM
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Morpysute B Npoby
XENTyIo YacTb

KoHTponupyiiTe ppoHT
XWUJKOCTU B 30HE
pesy/nbTaTa

XapakTtepuctmnka

[NnHa TeCcT-nonockun, mm
LLinprHa TeCT-N0A0CKU, MM
TonwmnHa TecT-nonoCKn, Mm
Macca TeCcT-nosiocku, 1

OueHunTe pesynbTar B
TeYeHue 5 MUHYT

PesynbTar
HeleiCTBUTENEH, €CNN
nocne 5 MUHYT
OTCYTCTBYET KOHTPO/IbHaA
NIMHWS U TMHWIA BOOGLLE

3HaueHune
120+1
6+1
0,8- 2,0
0,7+0.1

AHanuTnyeckas 4yBCTBUTE/IbHOCTb

AHanMTUYeCKas YyBCTBUTENbHOCTb (Mpeaen obHapyXXeHus) TecTa Actim Pancreatitis
onpegensnack NyTem OLEHKN pPasfINyHbIX KOHLEHTpaLWiA 4eN0BeYeCKoro TpMNCMHoreHa-2 B
obpasuax, B Tpex pasHbIX napTuax Tecta Actim Pancreatitis. Mpeaen o6HapyXeHus Tecta
Actim Pancreatitis npn6nn3nTensHo 50 MKr/n 4enoBeyeckoro TpUNCUMHoOreHa-2 B obpasye, u
pe3y/nibTaTbl OCTAKTCA NOMOXUTENbHBIMU KakK MUHUMYM Ao 100 000 mKr/n.

MoBTOpsieMocTb. MexcepuitHass 1 BHyTpUCePUitHasA BOCMPOU3BOANMOCTb

BHyTpu- (MoBTOPAEMOCTb) M MeX- (BOCMPOM3BOAMMOCTL) JflabopaTopHas Mpeuu3vioHHOCTb
OLleHMBanacb € MCMNonb3oBaHWeMm 06pasLos, cogepxawmx 0 - 100 000 MKr/l 4esl0BEYECKOrO
TPUNCUHOreHa-2 B Mo4e. s OLEHKN NOBTOPSEMOCTM 06pasLibl O6blM MPOTECTMPOBAHbI B TOT
e [JeHb, UCMOoNb3ys [ecaTb KON € KOoHueHTpaumsmum O - 100 MKr/n m Tpu Konum C
KoHueHTpauuamu 30 000 n 100 000 mkr/n. MNpoBepka NPOBOAMMACH HA TPEX PasHbIX MapTUaX
Tecta Actim Pancreatitis, obliee KonM4ecTso cocTtasuio 198 TecToB B AeHby. [119 MPOBEpKM
BOCNPOU3BOAMMOCTM 06paslbl NPOBepsANCb B MNATb MOC/NEA0BATENbHbIX pabounx [Hei,
ncrnonb3ys ABe Konuu Ha obpasel, B Tpex pasHbix naptuax Tecta Actim Pancreatitis, obuee
KO/MYecTBO cocTaBuno 240 TecToB 3a nNATb  pabounmx AHeil. [loBTopsieMOCTb U
BOCMPOM3BOAMMOCTb Ha OCHOBaHWW AaHHbIX UcnblTaHWUiA coctasunu 100 %.

XyK-3heKT (3pheKT BbICOKOWN [03bl):

O6pa3sybl MOYM C BbICOKOM KOHLUEHTpauuein TPUMCMHOreHa-2 Oblin MPOTECTUPOBAHbI MpK
noOMOLWKN [BYX Cepuii TecT-nosfocok Actim Pancreatitis. KOHUeHTpauusi TpUNCUHOreHa-2 B
obpasuax MouM TakKxe M3Mepsnacb Mpy NOMOLLM TecTa Ha TpuUncuHoreH-2 1EMA dupmbl
Medix Biochemica.
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Bo Bcex cepusx TecT-nosocku Actim Pancreatitis nNpofeMOHCTPMPOBaNIN  KOPPEKTHbIN
pesynbTaT AaXKe MPU O0YEeHb BbICOKMX KOHLEeHTpauuax TPUMCUHOreHa-2 B modye: o 348390

MKr/n. Tecs

Hai
NHTepdhepupytowme BellecTsa Mnn:
Cnepytowme nHTepdepupyroLlme BelllecTsa Obl11M NPOTECTUPOBaHbI COBMECTHO € TeCTOM Actim Mo,

Pancreatitis. bbl/0 YCTAHOB/MEHO, YTO OHM He BUAKOT Ha NpoBeaeHMe TecTa Actim Pancreatitis.

NWHTEP®EPUPYHOLWEE BELWWLECTBO I MHTEP®EPUPYHOLWNE YCNOBUA (HET/AA)

noKo3a Het Me

Anb6YMUH Het

remornobuH Het

AueTtuncannumnnosas Kucnora Het

AckopbuHoBas Kucnora Het

Cannuunosas Kucnora Het (Y

Bunupy6uH Het Me

BuoTuH Het

pH 5.0-9.0 Het AH'
lMepeKpecTHbIe peakumn:
TpuncuH-2 BCTYMaeT B MepeKpPecTHYH peakLuuto ¢ TeCTOM Ha NnaHKpeaTuT B KoHUeHTpauun 2000 Mo
MKr/1. Mbl

KnnHuyeckaa (guarHoctmyeckas) YyBCTBUTE/IbHOCTb U K/IMHUYECKas (guarHoctuyeckas)
CneLnpuUHOCTb Mo
TecT Actim Pancreatitis paccmaTpuBancs B NpoLecce KAMHUYECKUX WUCCNeAoBaHWUiA B KayecTBe Mbl
WHCTPYMEHTA A4/18 ANarHOCTUKM OCTPOro naHkpeaTura.

KnnHuyeckaa rpynna skntovana 500 npon3BonbHO 0TO6paHHbIX nauneHToB (306 MyXunH n 194

XEHLLMH), NOCTYNVBLINX B OTAE/NeHNe peaHuMauny LieHTpanbHOM 601bHULLI NPU XeIbCUHCKOM :n/l:l
YHUBEPCUTETE WU/N B OTAENEHME peaHUMaL M XelbCUHCKOW ropoACKOM 60NbHULbI.

Kputepusamyn NS NOCTaHOBKM AMarHo3a «OCTPbIA  NaHKpeaTUT» ABAMUCL  XapaKTepHble m
KNUHNYeCKMe NPOSB/IEHNSA U 04YeHb BbICOKME KOHLEeHTpauun amunassl (B cbiBopoTke > 900 EA/N, 3i
B Mouye > 6000 E/A/n), KAMHUYECKMe NPOAB/EHUA BKyMe C MOBbILEHHOW KOHLEHTpaLuel n
amunasbl (> 300 EA/n B cbiBOpOTKe mam > 2000 Efl/n B Moue) v pe3ynbTaTbl KOMMbOTEPHOW e
Tonorpagun WAM ynbTPasBYKOBbIX MCCNefOBaHWMN, MOKa3blBalOLWMX OCTPbIA MaHKpeaTwuT, uiu
XapakTepHas KIVHUYecKas KapTuHa 1 MoIoXKMTeNbHble Pe3y/ibTaTbl KOMMbIOTEPHOWN Tonorpagpun

C KOHTpPacTMpOBaHWEM Yy MauueHTOoB, Yy KOTOPbIX Ha MOMEHT MOCTaHOBKWM AuarHosa He 6bls10 B
MOBbLILEHHOr0 YPOBHA KOHLEHTPaLUNN aMmunassbl.

VccnepgoBaHus nNpoAemMOHCTPUMPOBannM, 4YTO TECT Ha ornpejefieHne TPUMCMHOreHa-2 B MOYe C
MOMOLLbIO TECT-MOMIOCOK MOMOr AMarHoCTUpOBaTb OCTPbIA NaHKpeaTUT 60/7ee TOYHO, YeMm
KOJ/INYEeCTBEHHOE OMpefesieHne CoLepXKaHnsa aMmuasbl B CbIBOPOTKE WM MOUYE. Oc
WccneposaHus NPOLEMOHCTPUPOBANU cnegyroume pe3ynbTaThl: JAnarHocTunyeckas d
4yBCTBUTENBHOCTb TecTa cocTaBunia 94%, anarHoctmyeckas crnelunuuHoctb 95%. 0

KnuHun4yeckune nccnegoBaHms
TecT oueHMBaCA B Xofle KNMHUYECKUX UCCNef0BaHNA.
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HbIV 12. cxoaHble maTepuansl

7390
HanMeHoBaHMe COCTABAAR L UX MaTepunan
MNacTMKOBbIN Kapkac AN3T, nonuagpmp
ctim MopyLuka Ans 06pasya / Mofyluka KoHblorata | MAPOMNILHBIA MOPUCTbIN NONUITUNEH,
tis. cofepxaliuii 0Kono 1-3 MKr MbILMHbIX
MOHOK/IOHA/bHbIX aHTUTEN K
4yenoseyeckoMy TpUMNCUHOreHY-2,
MONOXEHHbIN Ha NnaTekc.
Mem6paHa HuTpouenntonosHas atupHas MembpaHa,
KOTOPYH HAHOCAT Ha NONM3AMUPHBINA Kapkac,
cCoepXallnin 0KONO 1-2 MKI MbILLWHbIX
MOHOK/OHA/bHbIX aHTUTEN K
4yenoseyeckoMy TpUNCUHOreHy-2
'Mrpockonnyeckas npoknagka Lienntonosa
[MOKPbIBAIOLLME NEHTHI M3, Monnatunen
J\H 11 nCIIV .)ID>>y AITIOIV D
KonnyecTtBO KOMMOHEHTA,
AHTNTENa PyHKyus HaHeCeHHOe Ha MOMoCKy
a0 MOHOK/NOHabHOE aHTNYeN0BeYecKoe MembpaHa 1-2 mkr
MbILUMHOE aHTUTeNo TPUNCUHOTeH-2
KOHbIOrMpoBaHHoe ¢ 1-3 mkr
as) NaTeKCHbIMK YacTuLaMmn U
MOHOK/IOHa/IbHOE aHTWYENI0BEYECKOE pacnpeaeneHHoe no
rBe MbILLMHOe aHTUTeNo TpUNcuHoreH -2 noayLuKe AnA 06pasual
KOHBbIOraTa
194 MOHOK/OHaNbHOE aHTNYENI0BEYECKOE KoHTponbHas nonocka 1-2. mkr
oM MbILLUMHOE aHTuTeno (TTI)
ble
n, HaumeHoBaHuWe Matepuan
le'f NHavBuayanbHas antoMUHeBast yrnakoBka SC 50 r/im*
ou TEeCT-NON0COK PE/LD 12 rim*
m ALU 9 Mkm
n 10N23 r/m®
o BHeLLHAA ynakoBKa KapToH TVK 310 r/m*
c
M Ocywurensb
- HaumeHoBaHue MaTtepunan
OcyLlJVITeﬂb Cunukaresnb

MepeyeHb MaTeEpPUanoB XMBOTHOIO W (MIN) YE0BEYECKOTO MPOUCXOXAEHUSA
Martepuasbl YesI0BEYECKOTO NPOUCXOXAEHNS: HE UCMOMb3YHTCA

MaTepmanbl XXMBOTHOTO NPOUCXOXAEHWNA;
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NcxofgHbIMU  mMaTepuanaMm XXUBOTHOFO TMPOUCXOXKAEHUSA, WCNOMNb3YEMbIMU NS WU3rOTOBNEHUS
NPOAYKTa, ABNAIOTCA MOHOK/IOHa/IbHbIE aHTUTE/1a MbILUMHOIO NMPOUCXOXAEHUS.

MOHOK/OHa/bHbIE aHTWTeNa MbIWMHOFO MPOUCXOXAEHNS npuobpeTaloTcs M3  6e30MacHOro
NCTOYHMKA, MaTepuan COOTBETCTBYET TPeO6OBaHMAM.

Cblpbe 06pabaTbiBaeTCA B COOTBETCTBUMN C HaA/IeXalleilt NabopaTopHOW NPaKTUKOA.

13. MapkunpoBKa

13.1 MapKnpoBKa Ha BHeLLHel yNaKoBKe:

HavMeHOBaHuWe, afpec, agpec B VIHTepHeT Nnpou3BoauTeNs;

aZipec MecTa npomn3BOACTBa,;

HavMeHOBaHVe U3aenus;

KO/IMYECTBO TeCTOB, HA KOTOPOE paccyMTaHa fiaHHas ynakoBKa,;

Homep no kartanory (REF) B 3aBMCMMOCTM OT BapuaHTa UCMOMIHEHNSA MeLULMHCKOI0 1U3aenms
REF 32731ETAC ana «9KCnpecc - TeCT ANa AMarHoCTMKK in vitro octporo naHkpeatuta (Actim
Pancreatitis) Ha 10 TecToB»

nm

REF 32732ETAC ana «3Kcnpecc - TeCT 419 ANarHOCTMKM in vitro 0CTporo naHkpeatuta (Actim
Pancreatitis) Ha 20 TecToB»;

kog naptum (LOT);

LITPUX-KOL;

cumBOS «MefuLUMHCKOe n3fenue ana AUarHoCTUKKM in vitro»;

cnumBon «O6paTUTECh K UHCTPYKLMUN MO NMPUMEHEHUIO;

CUMBOJ/1 COOTBETCTBUA OCHOBHbLIM TpeboBaHUAM AnpekTus EC;

CUMBOJT «3arnpeT Ha NOBTOPHOE MPUMEHEHMEY

YCNOBUS XpPaHEeHMA - CUMBON «TemnepaTypHbIi AnanasoH»;

CPOK rogHocTu - cMMBoA «l/cnonb3oBaTh [0 ...»;

TakXe Ha BHELLHIOK YNakKOBKY Hak/ienBaeTCsi 3TUKeTKa AN 06palleHns Ha Tepputopun PO,
cofepxkallas MapKUPOBKY:

MOJSIHOE HaMMeHOBaHWe U3fenus;
KONIMYECTBO M3JeNnid B yNakoBKe;

COCTaB M3fenus;

YCNOBUSA TPaHCNOPTUPOBAHUS;

Mepbl NPeAOoCTOPOXHOCTH;

YCNOBUS XpaHeHus;

HavMeHOBaHWe NPON3BOAUTENS;

HavMeHOoBaHWe U TeflethoHbl AucTpubbroTOpa B Poccuu;
HOMep ¥ farta PerncTpauyoHHOro yoCcToBepeHus;

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



eHnA

HOro

PucyHok 2. BHelLHAS yNaKkoBKa Ha npumepe «3KCMPecc - TeCT A4/ ANarHOCTUKN LW Vitro ocTporo
naHkpeatuta (Actim Pancreatitis) Ha 20 TecToB»

JKcnpecc - TeCT ANSA AMArHOCTUKM in vitro ocTporo naHkpeatuta (Actim Pancreatitis) Ha 20
TECTOB:

- TecT-nonockn - 20 wWT;

- IHCTPYKUMA N0 NPUMEHEHUIO.

Kon-Bo: 20 akcnpecc-TecToB;

XpaHuTb nNpu oT +2 °C go +25 °C

TpaHcnopTupoBaTb Npu oT oT +2 °C pgo +25 °C, BnaxHoctn < 85%
Mpounssoantenb: Oy Medix Biochemica Ab( Ot Meagnke Bnoxemmka A6™)
Klovinpellontie 3, F1-02180 Espoo, Finland, ®uHnaugus

OuctpubbroTop B Poccun: OO0 «MepnkaHa dapm»

115093, Poccus, r. MockBa, 1-bii MaBnoBckuii nep., g. 3, nom. 1, odhuc 2
info@ medicanapharm.ru

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

PY Ne®d C3 2010/07124 ot

ToNbKO A5 HAPY)XXHOT0 MPYMEHeHWs!
He 1cnonb3oBaTh Mo UCTEUEHUU CPOKaA FOAHOCTM
XpaHWTb B HEAOCTYMHOM A/1s1 fieTeil MecTe

PUCYHOK 3. NPOeKT MapKUpPOBKMK A/11 06paLleHns Ha TeppuTopun P® Ha BHeLLHei yrnakoBKe
Me[MLMHCKOro U3fenna Ha npumepe «3KCMpecc - TeCT ANA ANArHOCTUKK in Vitro oCTporo
naHkpeatuTa (Actim Pancreatitis) Ha 20 TecToB».
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MefunuUMHCKoe n3aenve Ans AUarHoCTUKN UH-BUTPO

VD

3anpeT Ha NOBTOPHOE MPUMEHEHMNE

Koga naptuu

LOT

REE KaTanoxHsblii HOMep n3genums

T MpownssoguTens

O6paTnUTECh K MHCTPYKL MM MO NPUMEHEHNIO

O3

C € CrMBON COOTBETCTBUA OCHOBHbLIM TpeboBaHusAM anpektus EC
_n. ________

TeMmnepaTypHbIi A1Mana3oH XapHeHUs

14. YnakoBKa

141 3Kcnpecc - TeCT 4N1a AMarHoCTUKM in vitro ocTporo naHkpeatuTa (Actim Pancreatitis) Ha
1UTecTOB: ’
VHavBugyanbHas yrnakoBka TeCT-NOJIOCKN: OfHA TeCT-M0JI0CKa BMeCTe € OcyLUmMTesieM (Cunmkarenem)
noMelLeHa B repMeTUYHbIA NakeT U3 atoMUHUEBOIN NMEHKN (PUCYHOK 4).

B 0iHY BHELUHIOO YNaKOBKY (KapTOHHYH KOPOOKY) MOMELLEHbI:
- TecT-nonockn B MHAUBMAYaNbHOW ynakoBke —10 Wr.;
- IHCTPYKUMA N0 NPUMEHEHNIO - 1 LWT.

T 20 Te WTEeCT A1 AMarHoCTUKK in vitro ocTporo naHkpeatuta (Actim Pancreatitis) g

NHanBMAayanbHas ynakoBKa TECT-MONOCKN: OfHA TECT-NO0CKA BMECTe C OCYLUUTENEM (CUMKarenem)
MoMeLL,eHa B rTepMETUYHBINA NakKeT U3 aloOMUHUEBON MNEHKN (PUCYHOK 4).

B 0fjHy BHELUHOI YNaKoBKY (KapTOHHYI KOPOOKY - PUCYHOK 2) NOMELLEHbI:
- TecT-nof0CKN B UHAMBUAYaNbHOM ynakoBke - 20 WT.;
- IHCTpYKUMS NO NMPpUMEHEHUo - 11T,

14.3 Pa3mepbl ynakoBKK:

BHewHaa ynakoBka Actim Pancreatitis Ha 10 180x60x60
TecToB (OxLUXB), MM

BHewwHAa ynakoBka Actim Pancreatitis Ha 20 180 x 60 x 60
TecToB (OXLUXB), Mm

NHavBmAayanbHas ynakoBKa TeCT-Mos0CoK 170 x 55
(AxLL), mm
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15. YcnoBusa xpaHeHus

XpaHuTte nsgenvie npu temnepatype +2...+25 °C 1 0THOCUTE/IbHON BNXHOCTU BO3AyXa He
6onee 80% B HEBCKPbITON YMakoBKe M3roTOBUTENSA [0 UCTEYEHUS CPOKA rOAHOCTU, YKa3aHHO Ha
YNaKOoBKe.

Mpy HecobNOAEHUN YCNOBUIA XPaHEHNS MeAULMHCKOE U3LeNnne He MOANEXUT UCMOb30BaHUIO.
cnonb3yitTe TeCT-noM0CKy cpasdy Nnocse BCKPbITUS BHYTPEHHEN YMaKOBKMU.

Cpok rogHoctu - 24 mecsua.

16. TpaHcnopTupoBaHue
N3penue cnepyeT nepeBo3NTb B OPUTMHANbHOM YMNakoBKe MPOW3BOAWTENS, 3alluLiatoLeit

NPOAYKUMIO OT BHELIHUX BO3AEWCTBUIA, Ha BCeX BMAax TPaHCNopTa B KPbITbIX TPaHCMOPTHbIX
CPeACTBax B COOTBETCTBMM C MpaBu/iaMu NepeBo30K, AENCTBYHOLWMMM Ha TPaHCMOpPTe LAHHOrOo
BUAA.

Ycnosua TpaHCNopTMpoBaHMA: npu Temnepatype +2..+25 °C M OTHOCUTENbHOW BA@KHOCTM
BO34yxa He 6onee 80%

Mpy npoBefeHNV MOrpy304HO-Pasrpy30yHbIX paboT M TPaHCMOPTMPOBAHUWM ChefyeT CTPOro
BbINONHATb TPeOOBaHWUA MaHWUMYNALMOHHbIX 3HAKOB, HAHECEHHbIX Ha YNakoBKe W TPaHCMNOPTHOM
Tape.

Mpn Heco6NO4eHNN YCNOBUM TPAHCMOPTUMPOBAHUA MeLULMHCKOE W3LeNNe He MOANEXMUT
1CNONb30BaHWIO.

17. ¥Ycnosuga akcnnyaTaumu
WN3penune akcnnyaTnposatb B NOMeLLLEHMI Npu TeMmnepatype +18...+25 °C 1 0THOCUTE/IbHOM
BNIXKHOCTU BO3Ayxa He 6onee 80%

18. ¥YTunusauymsa

CornacHo NpoToKOo/aM MeAMLMHCKOrO YUpexaeHus, a Takxxe HopMaM MEeCTHOro
3aKoHoAaTeNbCTBA.

Mo knaccy onacHOCTU MeAULMHCKUX OTXOAO0B MpY YTUAN3aLUN UCXOAS U3 XapaKTePUCTUKN
MOP®ONOrMYEeCKOro cocTaBa MoryT 6biTb OTHECEHbI K 3NMAEMMOIOrMYECKM ONacHbIM 0TX04aM
(MHMULMpoBaHHbIe U NOTEHUWAIBHO UH(ULMPOBAHHBIE O0TX0Abl. MaTtepuansl U UHCTPYMEHTSI,
npeameThbl 3arps3HeHHbIe KPOBLIO M/MAN APYTrUMN 6MOM0rMYECKUMM XKULKOCTAMN) - Knacc b B
cootBeTcTBUM ¢ CaHlluH 2.1.7.2790-10.

19. TapaHTUK

Mpons3BogMTeNb  rapaHTUpyeT  COOTBETCTBME  XapaKTEPUCTUK  MELULMHCKOro  M3fenvs
3adBMIEHHbLIM B 3KCM/yaTaUMOHHOW [LOKYMEHTauuu npu YCNOoBUW MPUMEHEHUS W3Lenns B
COOTBETCTBMM C WHCTPYKUMENW W MO Ha3Ha4YeHWO, NPesyCMOTPEHHOMY MpPOU3BOAUTENEM, B
TeyeHne yKasaHHOro CpoKa rogHoCTu.

Mo Bcem BoMpocam, ANS MOMlYYEHUS KOHCYNbTauWii W NOALEPXKKM cnefyeT obpawatbcs K
YNONHOMOYEHHOMY MpPeLCTaBMTeN0 NPOM3BOANTENS HA Tepputopun PO:

«000 «MegmnkaHa Papm»,

115093, r. Mocksa, 1-biii MaBnosckuii nep., 4. 3,

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

E-mail - info@ medicanapharm.ru»
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1VvDD 98/79/EC MeguumnHckme cpeactea WM 06opyfoBaHWe Ans  nabopaTtopHOi

JMarHoCcTUKK in vitro

ISO 15223-1:2016 N3pennsa MeLULUNHCKME. CumBonbI, npuMeHsaemble npu

MapKMPOBaHUN Ha MEAULUUHCKUX U3[ennax, I3TUKeTKax U B
COMPOBOAMTENbHOM AOKYMeHTaummn. Yactb 1. O6uine TpeboBaHMS

ISO 15223-2:2010 N3penua meanuuHckue. CUMBOJIbI, NMPUMEHAEMbIE MPU

MapKnpoBaHWN Ha MeAVNLMHCKNX U3LeNuax, aTUKeTKax 1 B
COMpPOBOAUTENIbHON AOKYMeHTauun. Yactb 2. Pa3paboTka, Bbi6op 1
Ba/Mgauus CMMBOJIOB

ENISO 13485:2016 N3penna megnuuHckue. CUCTEMbI YpaBieHUs KayecTBOM.
AC2016, AC2018 TpeboBaHWA K perynMpoBaHuio
ENISO 14971:2012 N3pgenna wmeguumHckue. TIprMeHeHUe MeHe[XXMeHTa PUCKOB K

MEeAMLMHCKMUM YCTPO/CTBaM

ENISO 18113-1:2012 N3penna meguumMHCKue and AnarHoCTUKM “in vitro”. MHdopmayms,

nocrtae/fisemMas Npon3BoauTeneM (3TUKeTUpoBaHue). YacTs 1
TepMuHbI, onpegeneHns n obwune TpeboBaHMS

ENISO 18113-2:2012 M3nenusa meguUnMHCKKUE Ana AMarHoCTUKK “in vitro”. MHdopmauus,

noctaensemMas nNpousBoanTesieM (3TUKeTUpOBaHMe). YacTs 4.
PeareHTbl ona AMarHOCTMKK in vitro gna npogeccMoHanbHoro
NMpUMeHeHus

EN 1SO 23640:2015 M3penus megmuMHCKME ANs AMArHOCTMKKM “in vitro”. McnblTaHus

Ha CTabuNbHOCTbL peareHToB A4/ AMarHOCTUKK “in vitro”

EN 13612: 2002 / AC: OueHKa a)(heKTUBHOCTU U3LeNniA 418 in Vitro AuarHoCTUKK

2002

21. YnpaBrieHne puckamu
Bce cnyyan pucKoB, NAEHTUMMLMPOBAHHbIE B XO4e OLEHKW PUCKOB, ObIIN MUHUMU3NPOBaHbI 0
NprYemsIEMOro YpOoBHS.

22. H(hopmaunsa o pas3paboTKe M NPON3BOACTBE
Cuctema Ynpasnenums KayectBoMm, ob6ecneuyvBatowjas paspaboTKy U NPOU3BOACTBO,

cepTmuduLMpoBaHa B COOTBETCTBUY C TpeboBaHmaMmM EN 1SO 13485:2016.
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1. Name of medical product:
Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis) (hereinafter “Test” or
“Actim Pancreatitis”)

Package options:

1 Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis) for 10 tests,
comprised of:

- 10 dipsticks;

- Instructions for Use.

2. Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis) for 20 tests,
comprised of:

- 20 dipsticks;

- 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:+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:
EEC Medicana Pharm,

3, UrPavlovsky Side-Str., Moscow, 115093

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

E-mail - info@ medicanaDharm.ru

4. Medical product description

Purpose Actim Pancreatitis test is a visually interpreted, qualitative,
immunochromatographic dipstick test for use when acute pancreatitis is
suspected. The test is based on detection of elevated levels of tripsynogen-2
in urine.

Domain of usage Clinical laboratory diagnostics
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Intended user Intended for a professional user: clinical laboratory diagnostician or
laboratory technician (medical technologist)

Indications Suspected acute pancreatitis

Contra indications  No

Sterility The product is supplied non-sterile, not subject to sterilization by user.
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

5. Product appearance and design:

A 30Ha NOrpyXxeHusi A 3oHa pesynbTaTa

TecToBas NuHUA KoHTponbHasA nnHusa

(1) - Dip area; (2) - Result area; (3) - Test line; (4) - Control line

Fig. 1 Dipstick appearance and design

6. Product description and principle

Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis) is a qualitative test for
rapid in vitro diagnostics of acute pancreatitis on the basis of urine samples. The product is intended for
professional use and can be applied both in clinical laboratory conditions and at any other place where
a patient is located.

Levels of trypsinogen-2 have been shown to increase in the urine of patients with acute pancreatitis.
The Test makes it possible to detect enhanced concentration (more than 50 pg/1) of trypsinogen-2 in
urine.

The Test is based on immunochromatography. It involves two types of monoclonal antibodies to
human trypsinogen-2 spread on the dipstick. One is bound to blue latex particles (the detecting label).
The other is immobilized on a carrier membrane to catch labelled particles and indicate a positive
result.

When the dip area of the dipstick (designated as (1) on fig. 1) is placed in a urine sample, the dipstick
absorbs liquid, which starts to flow up the dipstick under the impact of capillary forces. If the sample
contains trypsinogen-2 it binds to the antibody attached to the latex particles. The particles are carried
by the liquid flow and, if trypsinogen-2 is bound to them, they bind to the catching antibody. A blue line
(test line - designated as (3) on fig. 1) will appear in the result area if the concentration of trypsinogen-2
in the sample exceeds the cut-off value for the test. A second blue line (control line - designated as (4)
on fig. 1) confirms correct performance of the test.
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7. Limitations of the test
The test is intended for professional in vitro diagnostic use only.

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 if a pouch is pierced or is not sealed properly.
*Keep away from children.

Attention!

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

» Care must be taken when placing the dipstick in sample. 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 is not intact.

» When dipping, be careful to hold the dipstick in position (with the dip area in the urine sample)
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.

» Excessive amount of biotin in urine sample may interfere for the formation of control line.

* If the test result cannot be interpreted clearly it is recommended that the test be repeated.

* At 5 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.

» 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

or of in accordance with local authority guidelines.
or
re 9. Specimen type

The specimen is urine. Urine samples should be tested as soon as possible after collection. Samples
may be stored in a refrigerator at +2...+8 °C for 24 hours. Ifthe sample needs to be stored for longer, it

m should be frozen. The sample should be brought to room temperature before testing.

to 10. Test procedure and interpretation of the results

I). mif stored refrigerated, allow the aluminum foil pouch to reach room temperature.

ve mOpen the foil pouch containing the dipstick by tearing. Do not touch the yellow dip area at the
lower part of the dipstick.

'k mif necessary, identifying marks may be written on the upper pink part of the dipstick.

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

id * Place the yellow dip area into the sample and hold it there until you see the liquid front enter the

le result area.

2 mRemove the dipstick from the sample and place it horizontal.

4) mThe result can be interpreted as positive as soon as two blue lines become visible in the result
area. If only one blue line, control line, becomes visible at 5 minutes, the result can be interpreted
as negative.
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» Do not pay attention to any lines appearing later than 5 minutes.

m|ftwo blue lines, the test line and the control line, appear, the test result is positive. If one blue
line, control line, appears, the test result is negative.

mIf the control line does not appear, the test is invalid. In this case, the study should be repeated
using a new test.

0o -
INVALID
RESULT
:mh:
Place the yellow dip Control the liquid front in Assess the result at 5 The test is invalid if the
area into the sample the result area minutes. control line does not
appear or no lines appear r
at 5 minutes
11. Product specifications;
Specification Value
Dipstick length, mm 120+1
Dipstick width, mm 6+1
Dipstick thickness, mm 0.8-2,0
Dipstick weight, g 0.7+0.1

Analytical sensitivity
The analytical sensitivity (detection limit) of the Actim Pancreatitis test was evaluated using samples
with different concentrations of human trypsinogen-2 on three different lots of Actim Pancreatitis test.
The detection limit of the Actim Pancreatitis test is approximately 50 pg/l of human trypsinogen-2 in
sample and the results remain positive at least to 100 000 pg/1.

Repeatability. Inter- and intra-assay reproducibility

Intra- (repeatability) and inter- (reproducibility) assay precision were evaluated using samples containing
0-100 000 pg/1 of human trypsinogen-2 in urine. For repeatability the samples were tested on the same
day using ten replicates at the concentrations of 0 - 100 pg/l and three replicates at the concentrations of
30 000 and 100,000 pg/l. The testing was done on three different lots of Actim Pancreatitis test, the total
amount being 198 tests in one day. For reproducibility the samples were tested on the five consecutive
workdays using two replicates per sample on three dilferent lots of Actim Pancreatitis test, the total
amount being 240 tests in five days. Repeatability and reproducibility were at 100% based on results of
those evaluations.

High dose hook effect:
Urine samples with a high trypsinogen-2 concentration were tested using two series of
PANCREATITIS dipsticks. Trypsinogen-2 concentration in urine samples was also measured using the
Trypsinogen-2 IEMA test of Medix Biochemica Oy.
PANCREATITIS dipsticks of all series produced a correct result event at very high trypsinogen-2
concentrations in urine: up to 348,390 pg/l.
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Interfering substances
The following interfering substances were tested with the Actim Pancreatitis test. No interference of the
tested substances was observed with the performance of the Actim Pancreatitis test

INTERFERING SUBSTANCES INTERFERENCE
OR CONDITIONS (NO/YES)
Glucose No
Albumin No
Hemoglobin No
Acetylsalicylic acid No
Ascorbic acid No
Salicylic acid No
Bilirubin No

Biotin No

pH 5.0-9.0 No

Cross reactions;
Trypsin-2 enters into cross reaction with the pancreatitis test at the concentration of 2,000 pg/I.

Clinical (diagnostic) sensitivity and clinical (diagnostic) speciflcity
The Actim Pancreatitis test was reviewed in the clinical research process as a tool for acute pancreatitis
diagnostics.
The clinical group consisted of 500 randomly selected patients (306 males and 194 females), who were
admitted to the intensive care unit of Central Hospital under the Helsinki University or to the intensive
care unit of the Helsinki City Hospital.
The criteria for diagnosing acute pancreatitis were distinctive clinical signs and very high
concentrations of amylase (over 900 w1 in serum, over 6,000 u/l in urine), clinical manifestations
coupled with enhanced concentration of amylase (over 300 u/l in serum or over 2,000 u/l in urine) and
results of computer tomography or ultrasound research indicating acute pancreatitis, or a distinctive
clinical picture and positive computer tomography research contrasting to those of patients who did not
have enhanced amylase concentrations at the time of diagnosing.
The research showed that the test for trypsinogen-2 detection in urine with the help of dipsticks helped
diagnose acute pancreatitis more precisely that measurement of amylase content in serum or urine.
The research brought the following results: diagnostic sensitivity of 94%, diagnostic specificity of
95%.

Clinical research
The test was estimated in the course of clinical research.

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

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



Membrane

Absorbent pad
Capping tapes

/\1111UUU1C» USCU 111 iii™ uipativiv.

Antibody

Monoclonal antihuman murine antibody
Tryosinogen-2

Monoclonal antihuman murine antibody
Trypsinogen-2

Monoclonal antihuman murine antibody
(TSH)

Packaeine materials

Title
Individual aluminum dipstick pouch

Outer container

Drver
Title
Dryer

antibodies to human Tripsynogen-2, put on

latex.

Nitrocellulose ethereous membrane put on a
polyester frame containing about 1-2 pg of
murine monoclonal antibodies to human

Tripsynogen-2
Cellulose
Polyester, polyethylene

Amount of component put

Function

Membrane

Conjugated with latex
particles and distributed
over the sample / conjugate
pad

Control line

on the dipstick
1-2 pg

1-3 pg

1-2 pg

Material

SC 50 g/sg.m

PE/LD 12 g/sq.m

ALU 9 pm

ION 23 g/sq.m

Cardboard TVK 310 g/sg.m

Material
Silica gel

List of materials of human and/or animal origin

Materials of human origin: not used
Materials of animal origin;

Source materials of animal origin used for product manufacture are murine monoclonal antibodies.
Murine monoclonal 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:

- name, address and website of the manufacturer;

- address of the site of manufacture;
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- product name;

- number oftests for which the package is intended;

- catalogue number (REF) depending on product version;
REF 32731ETAC for Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis)
for 10 tests,

REF 32732ETAC for Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis)
for 20 tests;

- 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;

- shelflife - “Use By” symbol,

mt

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;

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

to
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Fig. 2. Outer package as in the case of Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim
Pancreatitis) for 20 tests
Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis) for 20 tests:
- Dipsticks - 20 pcs.;

- Instructions for use.

Number: 20 rapid tests;

To be stored at: +2 °C.... +25 °C

To be transported at: +2 °C.... +25 °C, humidity <85%

Manufacturer: Oy Medix Biochemica Ab

Klovinpellontie 3, FI1-02180 Espoo, Finland

Distributor in Russia: LLC Medicana Pharm

3, block 1, office 2,  Pavlovsky Side-Str., Moscow, 115093

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

Registration Certificate: No. FSZ 2010/07124 dd.

For external use only 13
Do not use after shelf life expiry
Keep away from children

Fig. 3. Label layout for circulation on the territory of the Russian Federation as in the case of Rapid
Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis) for 20 tests
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13.2 Label on individual dipstick pouch:

The individual dipstick pouch carries the following information;

- name ofthe manufacturer;

- product name (Actim Pancreatitis);

- 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;

- shelflife - “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. 4. Individual dipstick pouch

Fig. 5. Dipstick without an individual pouch.

Symbol Definition
Use By...
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V Contains sufficient for <n> tests

In Vitro Diagnostic Medical Device

VD
® Single use

Batch code
LOT

Catalogue number
REF

Manufacturer
mJ

Consult instructions for use

(£ Compliance with primary EU directive requirements

Temperature limitation

14. Packaging

14.1 Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis) for 10 tests:
Individual dipstick package: one dipstick with the dryer (silica gel) is placed in a retort pouch of
aluminum film (fig. 4).

An outer package (cardboard box) contains:
- Dipsticks in individual packages - 10 pieces;
- Instructions for use - 1 piece.

14.2 Rapid Test for In Vitro Diagnostics of Acute Pancreatitis (Actim Pancreatitis) for 20 tests:
Individual dipstick package: one dipstick with the dryer (silica gel) is placed in a retort pouch of
aluminum film (fig. 4).

An outer package (cardboard box) contains:
- Dipsticks in individual pouches - 20 pieces;
- Instructions for use - 1 piece.

14.3 Package dimensions:

Outer container of Actim Pancreatitis for 10 tests 180 x 60 x 60
(length Xwidth x height), mm

Outer container of Actim Pancreatitis for 20 tests 180 x 60 x 60
(length x width x height), mm

Individual dipstick pouch (length x width), mm 170x55

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



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 storage conditions are not observed, then the medical product is unfit for use.

Use the dipstick Immediately after opening the individual pouch.
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 ofthe Russian Federation:

LLC Medicana Pharm,

3, UrPavlovsky Side-Str., Moscow, 115093

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

E-mail - info@ medicanapharm.ru
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IVDD 98/79/EC In Vitro Diagnostic Medical Devices Directive

EN 980:2008 Symbols to be used with medical device labels

EN 1SO 13485:2003 Medical devices —Quality management systems —Requirements
for regulatory purposes

ENISO 14971:2013 Medical devices - Application of risk management to medical
devices

EN ISO 18113-1:2011 In vitro diagnostic medical devices —Information supplied by the

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

EN ISO 18113-2:2011 In vitro diagnostic medical devices. Information supplied by the
manufacturer (labelling) - Part 4: In vitro diagnostic reagents for
professional use

EN 13641:2002 Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

EN 13640:2002 Stability testing of in vitro diagnostic reagents

EN 13612:2002 Performance evaluation of in vitro diagnostic medical devices

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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MepeBof C aHTIMIACKOTO A3blKa Ha PYCCKUIA S3bIK

Norotun: «Meguke bruoxemmka»

Ot Meauke buoxemnka A6, PUHASHANS
YneH CoseTta [AnpekTopoBs

Teemy AnaxyxTta

Mognucb

(nognwuce)

Wramn: Meanke buoxemmka Ab
KnosuHnennontn 3, FI-02180 3cnoo, ®uHAAHANA

HacTtosuwmm ynoctoBepseTca, 4to Teemy AnaxyxTa e4MHONMYHO YNOJHOMOYEH MOAMUCHIBATH
LOKYMEHTbI OT UMeHn «Ow Megunke brioxemunka Ab», PUHNAHANS

acnoo, dunHnaHgmsa, 04.05.2020 .

B cuny 3aHUMaeMoi fOMKHOCTMK:

Mognuck

CATY CWOAHTANBW
Crapwuii coTpyaHuk. Hotapuyc
Crapwuii coTpyaHuk. Hotapuyc
Crapwuii coTpyaHuk. Hotapuyc

MeyaTb: AreHTCTBO LUPPOBLIX 1 AeMorpaduyecknx gaHHbIX
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NnTeparypa:

YeH 1 coaBT. TecT-nosiocka Ha onpegenieHne TPUMNCUHOreHa-2 B MOYe B AMArHOCTUKE OCTPOro
naHkpeatuTta. XXypHan «lMogxenygo4yHas xenesa» (2005) 30. 243-247.

[LenceHcepn n coaBT. [JMarHOCTUKa OCTPOro mMaHKpeaTMTa No 0OHapy>XeHUto TpuncuHoreHa Il B
Moye (TeCT Ha MaHKpeaTuT). BbicTynneHue: ®paHUy3CKuid Kny6 no Bonpocam MOMKenynoUHOM
enesbl (1999).

XeAcTpéM M coaBT. TPUNCUHOreH-2 B MOYe KaK MapKep OCTpOro naHkpeatuta. >XypHan
«KnuHuyeckas xmumus» (1996) 42: 685-690.

YaH T. n coaBT. AHanM3 TPUMCUHOrEHa B MOYM Ha MecTe ANA AMArHOCTMKMW MaHKpeaTuTa.
XXypHan «AKageMmuyeckas HeoT/I0XKHaa meanumnHa» (2007) 14: 29-34.

Ktonannsasa-bak M-J1. n coaBT. HageXHblli CKPUHUHT Ha OCTPbIA MaHKpeaTUT C dKCnpeec-TecT-
MOMIOCKOM Ha onpefeneHne TPUMNCUHOTeH-2 B Moye. BpUTaHCKWUI XUPYPruyeckuii >XypHan
W (2000), 87: 49-52.

KronaHnaga-bak M-J/1 n coaBT. CpaBHeHMe TeCT-MOJIOCKN Ha OnpefesieHWe TPUMNCUHOreHa-2 B
MOYe C CbIBOPOTOYHOW /fIMMA30i NpWM  [AMarHOCTMKe OCTPOro naHkpeatuta. >KypHan
«["enaToracTpoaHTeponorua» (2002) 49: 1130-1134.

KemnnaiiHeH E. n coaBT. BbiCTpOe M3MepeHWe YpPOBHA TPUMNCUHOreHa-2 B MOYe B KayecTse
CKPUHUHI-TECTa Ha OCTPbIA NaHKpeaTUT. MeAWUMHCKUIA XypHan Hosoi AHrnum (1997) 336:
1788-1793

MeuaTb: ATEHTCTBO LU(POBLIX N AEMOTPAUUECKUX AaHHbIX

LW ramn: Meaunke bnoxemuka Ab
KnosuHnennoHtu 3, FI-02180 3cnoo, ®uHnaHAnA

ANEKCEEBHbI.
Mognuck cienaHa B MOEM NMPUCYTCTBUN.
JIN4HOCTbL NoAnucaBLLEro AOKYMEHT yCTaHOB/eHa.

3apeructpupoBaHo B peectpe: Ne 77/732-H/77-2020-5-757
B3biCKaHO roCyapCTBEHHOM MOLLAUHBI (MO Tapudy): 100 py6. 00 on.
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