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HWHCTPYKLIUA I10 IIPKMEHEHHIO
MeaHUHHCKOr0 H3JeUA A8 AHATHOCTHKH in vitro
«Ha6op pearenToB ANS KON4ECTBEHHOr0 HMMYHOXEMHIIOMHRECHEHTHOTO

Onpeae/ieHNA ACCOUHKPOBAHHOTO ¢ fepeMeHROCTHIO NPOTeHHA A MIa3MBbl
«MagnoLIA PAPP-A», no TY 21.20.23-676-98539446-2023»

1. HASHAYEHHE ‘

1.1, «HaGop peareHTOB 1% KOMYECTBEHHOTO HMMYHOXEMIIOMAHECLICHTHOTO ONpEACIeHHA
aCCOLHMPOBAHHOTO ¢ GepeMeHHOCTIO npoTerHa A rtasMel «MagnoLIA PAPP-Ay, o TY 21.20.23-676-
98539446-2023» (manee «MagnoLIA PAPP-A») npegnasHa%“eH AIA KONHYECTBEHHOTO ONpPEACNICHHA
accolMMPOBAaHHOrO ¢ GepeMEeHHOCTBIO NpoTeMHa A mnasMm (manee PAPP-A) B CHIBOpOTKE KpOBH
YenoBeKa METOAOM XEMATIOMAHECHCHTHOIO HMMYHOQHANN3a HA NMapaMarHHTHEIX MHKPOYACTALEX
HCIO/IE30BAHUEM aBTOMATHYECKOro anamm3aropa «MagnoLIA»,

Habop «MagnoLIA PAPP-A» npensasHayueH AIf NCTIONB30BAHMA COBMECTHO ¢ MCHMIIHHCKHM
n3nemueM (nanee MU) «Kamu6paroprt MagnoLIA PAPP-A» w/umi «Kontporma MagnoLIA PAPP-Ay.

1.2, dynxumonansHoe HazHaueHne MU «MagnoLIA PAPP-A» npn coBMeCTHOM NPAMEHEHHH ¢
MU «KanuGparopst MagnoLIA PAPP-A» n/unu «Kontponu MagnoLIA PAPP-A» — xonuaecTseHHOS

-ONpeaesIeHne aCCOIMUPORAHHOTO ¢ GepeMEHHOCTHIO MPOTEHHA A IUTa3MBl B CHIBOPOTKE KPOBH ITAHEHTOB

NPH MOHHTOPHHTE COCTOAHHSA PENpOAYKTHRHON CHCTEME! 4YejioBeKa H IIPCHATAIBHOM CKPHHHHIE.
YcTaHORNEHO, YTO KOMOMHAIMSA JaHHOIO TecTa ¢ ompeneneHueM ceoGoauoit XIa (cBoGoano# P-
CyOBEAMHHLIEI XOPHOHHYECKOrO 'OHAI0TPONHHA YeIOBEeKa) H JAaHHEIME Y 3H, a Takke ¢ OLICHKON NpoIAX
($aKToOpoB pPHCK2 ABNACTCA ONTHMAIBHEIM METOJOM ANA IIPEHATATLHOIO CKPHHHHTA XPOMOCOMHBIX
anoManuili mnoga (Takux kxak cuHapoM JlayHa, cuHAapoM Jxpapaca M cuuapom Ilatay) B mepeoM
TPEAMECTpe OEpEMEHHOCTH.

1.3. PAPP-A saBiiseTcA reTepoOTETPAMEPOM, COCTOAINMM M3 ABYX CYOLEAMHHIL C MONEKY/IspHOH
Maccoii 250 x[{a kaxaas ¥ JByx cyGbeauuur proMBP (ocHoBHOM Genok 303uHOGHIOB) C MONCKYAPHOMH
Maccoii no 50-90 kJla. B nepeoM TpuMecTpe GepeMeHHOCTH npH cuHApoMe JlayHa y IUI0A2 B CHBOPOTKE
KpoBY MaTepu HaGmoznaerca cHuxeHHe ypoBHS PAPP-A, ocne 14-# Heaem GepeMEHHOCTH pasyus
Mexny yposHem PAPP-A B CHIBOpOTKe KPOBH MaTepH npH cuHApome JlayHa B HOpMOH BeyesaioT.

1.4. OG6nacts npuMeHeHHs Habopa — KIMHHYCCKas naGopaTopHas JHATHOCTHKA.

1.5. HaGop npeauasHauyeH TONABKO A4 AHATHOCTHKE in Vifro, AMA NpodecCHOHANLHOro
NpPHMEHEHAA IEPCOHANOM, HMCIOMMM KBATHOHKALUMIO JUIS BHOIONHCHAX JAMATrHOCTHYCCKHX
ACCIEJOBAHEI in vifro B pesyibTaTe clielMansHoro obpasoBanna u obyuenus. Hccnenosanus Moryr
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BLITIOJIHATE CHEIHATHCTH HE MOJoAe 18 JIeT ¢ BEICIIMM M CpefHAM MEAUIHHCKHM, GHONOTHIECKAM AITH
AEsM oOpasoBanmeM (Bpa4 KJLI, 6uosnor, MeMIMHCKHNR TEXHOOT).

HcconenoBanns MpOBOJAT B KIMHAKO-AUATHOCTHYECKHX Naboparopusx, 001acTHRIX, NOPOACKHX
HJH paliOHHEIX, FOCYAaPCTBEHHBIX WM YacTHEIX OoneHunax u Apyrax JIITY.

1.6. Habop «MagnoLIA PAPP-A» He HMeeT NPOTHRONMOKA3aHUI K NPUMEHEHHIO.

1.7. Habop «MagnoLIA PAPP-A» npeanassavder in obcefoBaHNA BCeX FPYNI HACENEHUS
moboro Bo3pacra 6e3 rpafaiuy No feMorpaduteckoMy HIH NOMYNAIHOHHOMY IIPH3HAKY,

2. XAPAKTEPMCTHKA HABOPA

2.1, Npuaaun peficrans

2.1.1. Apamms

B mnaGope «MagnoLIA PAPP-A» mncnonssoBan ABYXCTAZMHHEIN — «COHABAYN-BAPHAHT
TBepAO(Ha3HOr0 HMMYHOXEMHITIOMHHECIIEHTHOTO anamu3a. JUia peaiu’aniH TOr0 BaPHAHTa AHAIH3A
HCIONL30BAHEI /B8 MOHOKJIOHANBHEIX AHTATENA ¢ pasnuyHol snuTonHol cneurdHIHOCTHIO K PAPP-A.
OaHO 13 HUX NMMOGHIK30BAHO Ha TREpAOH dasze (MOBEPXHOCTH NAPaMArHUTHEIX MHKPOJACTHIL), BTOpOeS
— KOHBIOTHPOBAHO ¢ AKpHANHOBOH MeTKoH (konbioraT aHTH-PAPP-A ¢ axpHaHHOBOK METKOH).

Bo BpemMa mnepBoif uHKyOauuu nNpHCYTCTBYlOmM#t B HcciaemyemMom ofpasne PAPP-A
crieunduUecKH CBA3LIBACTCR ¢ AHTHTENAMH, HAXOAAIMMHUCA Ha TBepmokt ¢asze. Bo Bpems BTopoii
HHKyGauuMu KoHbiorar aHTH-PAPP-A ¢ akpuanHOBOHR MeTkolf B3aHMOACHCTBYeT C KOMIUICKCOM,
o6pazoBaBIIAMCA HA NEPBOH CTAXHH,

AHamM3 NpOBOIMTCA HA aBTOMATHYecKOM amammsarope «MagnoLIA» (npomseomurens OO0
«Komnanus Anxop Bro», Poccus). KommonenTs! maGopa «MagnoLIA PAPP-A» (napaMarHHTHbIC
MHKPOSACTHIL! M XOHBIorar aHTH-PAPP-A c akpuumHOBOH Merkolf), xanubpaTopsl H/WIHM KOHTPOJH,
AcCeayeMuie 06pasilEl CHIBOPOTKH KPOBM YCJIOBEKA ABTOMATHYCCKHM JO3MPYIOTCA B PCAKIHOHHBIC
kioeThl mpuGopa. Ilocne muKyGaumu KiOBeTHl MOMEINAIOTCA B MAarHHTHOE MOJiC JUIA NPOMBIBKH
MMKPOYACTHIl ¥ YAANCHAA KOMIOHEHTOB PEAKIMOHHOM CpeAbl, He CBA3ABIIMXCA ¢ ThepAoH dasoft
(«Bydep W1, nponssomurens OO0 «Komuanus Ankop Buo», Poccus). [1o okoH4aHHH aHANH3a, IOCHE
MPOMBIBKH, KIOBETA NepeMemaeTcs B OMOK CUMTHIBAHHA, M B HE¢ ABTOMATHYECKH JO3HDPYIOTCH
«Iperpurrep» u «Tpurrep» (mpor3soautems 000 «Komnauns Anxop Bio», Poccns). [Ipa okucnennn
METKH [OJ] ACHCTBHEM TPHITEPOB NPOMCXOAUT H3NMydeHHe HOTOHOB, KOTOpoe PHKCHPYETCA BCTPOCHHBIM
XEMRIOMAAOMETPOM. MIHTEHCHBHOCTh CHTHANIA, M3MEPCHHAA B OTHOCHTENBHBIX CBETOBBIX eIWHHIAX
(relative light units, RLU), npamo nponopuroHankHa KoHIeHTpauun PAPP-A.

AHa/M3aT0p CAMOCTOATEIBHO BhILIOIHACT CACAYIOMHKE AeHCTBH:

® BHOCHT B PeakIHOHHYIO KIOBETY CYCHCH3HIO IIapAMArHUTHAIX MHKPOUACTHIL;

* BHOCHT B HEKYOallHOHHYIO cpeay 50 Mxn obpasiua/xanmbparopa/KORTpOILT;

¢ HHKYOUpYET 3alONHEHHYIO PEaKUMOHHYIO KioBety B Teuemme 10 mummyr npr +37 °C ¢
NEPHOAHUECKHM TIEpEMelIHBAHHEM;

¢ IPOMBIBAET NPOMBIBOYHBIM PACTBOPOM PEaKIMOHHYIO KIOBETY M CYCIIEH3HIO IApaMarHHTHBIX
MHKPOYACTHI;

# BHOCHT B PeaKIIHOHHYIO KIOBETY KOHBIOT2T ¢ aKpHARHOBOH METKOH;

e HHKYOHpYET 3alOJIHEHHYIO PEaKUHOHHYW KioBery B TedeHHe 10 mumyr mpu +37 °C ¢
NEPAOAKYCCKHM NEpeMEIIHBAHUEM;

¢ IPOMBIBAET NPOMLIBOYHBIM PaCTBOPOM PEAKUHOHHYIO KIOBETY M CYCHEH3IHIO NapaMarHUTHBIX
MHKpPOYaCTHII;

e noGaenger K MukpodactunaM [Iperpurrep m Tpurrep u ¢uxcupyeT YpOBEHb CHTHATA
XEMH/TIOMHHECIICHIVA,

¢ RHGOPMHpYET O NOTYYCHHOM PE3YNBTATE.
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2.1.2. Kanubposxa

3HayeHHWs CHIHAIOB XEMHIIOMMHECHEHIMM B KIOBeTaX, COJCPXAIMX KamHOpaTopul
(«Kamubpatope: MagnoLIA PAPP-A»!, npomspomurens OO0 «Kommanua Anxop Bmo», Poccms),
HCHONB3YIOTCA B K8Y€CTBE ONOPHBIX TOYCK. C MOMOWBIO AAHHEIX TOYEK MPOHCXOAMT KOPPEKTHPOBKA
KammbpoBouHoro rpadmke, 3akogupoBaHHOro B mnamaTH npuGopa. Ha ocHoBe mnpHASTOrO
KamrOPOBOYHOro rpadHKa pacCuUnTHBACTCH KOHUEHTpaius PAPP-A B anamasupyemex obpasuax.

2.1.3. Kontpoas xasecTBa

Konnentpauus PAPP-A, onpeneneHHas B KOHTpoNnbHEX MaTepnanax («Komtpomu MagnoLIA
PAPP-A», npouszsoautens 000 «Komnanna Ayxop Bro», Pocens), nomkHa nonanars B AOMYCTAMBIH
AMaNna3oH onpeJeNeHH, YKa3aHHEIN B IACNOPTE B 3aKOAHPOBAHHBIA B IITPAX-KOAS. JlaHHLIC 3HAYECHHA
KOHIIGHTpallHif HMCNONB3YIOTCS B PYTHHHOM KOHTPOJC KaueCTBa aHAmH3a Uid TOATBEPKACHHA
NPABHALHOCTH BHIMONHEHNA U3IMCPEHHHA.

2.2. Cocrap HaGopa H KOMIIEKT MOCTABKH

B cocTas Habopa peareHTOB BXOJAT CICAYIOIHE KOMIIOHEHTH, pasMEIICHHEIS B Pa3HEIX OTCeKax
CIeNUANH3HPOBAHHOTO KAPTPHIKaZ, MapkupoBaHHoro «MagnoLIA PAPP-Axw:

- napaMarHHTHbIE MHKPOYACTHIE ¢ MMMOGHIH3OBaHHBIMHM aHTHTeNaMH Kk PAPP-A (MY).
Cycnensus, 15 mn, oTCeK KapTpHDKa; )

- KoHsioraT aHTH- PAPP-A ¢ axpuaunoBoii meTkoli (A*). JKuakocts, 20 M1, 2 0TCEKA KAPTPAAXKA
no 10 ma.

B KOMIUIEKT MOCTABKH BXOAAT: Habop peareHToB, HECTPYKITHA 110 NPHMECHEHHIO, Nacnopr.

Habop paccuuran Ha 100 m 500 onpeaencHuii (B 3aBHCHMOCTH OT BapHaHTa HCTIONTHEHHS,
Tabnuua 1), mpu HCNONB30BAHHE BCEro 00BEMA OCHOBHBIX KOMNOHEHTOB OAHOBPEMEHHO.

Tabmmna 1
BapuanT ncnionHerus, | Kommuectso KomugectBo
KarT. Ne KapTpHuxe onpeAcIcHA
1370001 1 mT. 100
1370005 S mr. 500

3. AHAJIMTHYECKHE H JUATHOCTHYECKHE XAPAKTEPHCTHKH

3.1. ABaIHTA9SCKAS MYBCTBATENbLHOCTD, HHKHHE NPEAEAL] H3MEPEHHSA

ARanuTHYecKad JyBCTBHTENLHOCTS Habopa «MagnoLIA PAPP-A» B coorsercreun-¢ 'OCT P
51352-2013 cocrasnger 0,004 MEx/mn.

Onpenencayne HIDKHEX NpeAenoB uaMepenus HaGopa «MagnoLIA PAPP-A» mposoauaock B
COOTBETCTBHH ¢ MOAHOHIHPOBAHHEM npotokonom EP17 CLSP.

IMpenen (mopor) «xonocro#» mpobu (LoB) COOTBETCTBYET KOHIEHTpALmH, HIKE KOTOPOH ¢
BEPORTHOCTEIO 95 % GyayT oGRapykeHH mpobkl, He coacpaamue PAPP-A. LoB saGopa «MagnoLIA
PAPP-A» cocrarnser 0,004 MEa/mn.

Tpenen (mopor) ofuapyxenus (LoD) COOTBETCTBYeT MHHHMANbHOH KOHUEHTpauun PAPP-A,
KOTOPYIO MOXHO oOHapyXHTb (3HAUCHHE BHIIE NIpeAcia (TIopora) «xonocTol» npodhl ¢ BEPOATHOCTHIO
95 %). LoD na6opa «MagnoLIA PAPP-A» coctasnser 0,008 MEa/mn.

3.2, AHATHTHYCCKAS CHEHHOHIHOCTL

! KannGparopsl, EXoAAuIKe B HAGOD, ATTCCTOBAHL N0 BHYTpeRHEA METOAMKE NPEANPMATHA NPH HCNONBIOBAHHH PaGoumx
cTauzapror npeanpustha (PCII).

2 FaGapHTHbie pasMepsl kaptpumka (JILLIB) :170,2mmx 17,5MMx49,8mM.
3 Clinical and Laboratory Standards Institute, UHCTHTYT KIHHIMECKNX H 1a0OPETOPHLIX CTAHRAPTOR,
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Onpenenserca xak cnocobrocTs HaGopa o6HAapYXHBATL MHIIbL TOT AHANHAT, U1 KOTOPOTO OH
NpeAHa3HAYeH, B MPHCYTCTBHH APYTHX BENHYHH, NPEACTABCHHEIX B npoGe.

Hurepdepenutnn

DHAOTeHHEIE HHTEPEPEHTH

VCTaHOBJICHO B COOTBETCTBUHM ¢ MojudmmuposanHsmM nporokonoM EPO7 u EP37 CLSP, gro
IOBHINICHHE KOHNEHTpamuu remornobuna nmo 10 r/n, GwmpyGuua (KOHBIOIMPOBAHHOIO)  JO
475 MxMons/1, GENMpYOHHA (HEKOHBIOTHPOBAHHOTO) 10 684 MKMOJB/JI, TPHFTHUCPHAOB 10 17 mMons/n
WIH ChIBOpoTOYHOro ansGymMuHa #0 60 r/n B mpoGax HE OKa3HBACT HETaTHBHOIO Bo3AcHcTBHA Ha
pe3y/LTATH aHANH3a IPH ACNONE30BAHAH HaGopa «MagnoLIA PAPP-A», HO HE C/ISAYCT HCTIOJIB3OBATE
TEMOJTH3HPOBAHHEIE HITH MyTHEIE OOPA3ILEL.

DK30TeHHEIC HHTEPQEPEHTR

ITpuem rexapcmeennuix cpedcme cnocole HenpeockasyemMo uckasums Pe3yRLMAaNvl QHARYUSA NPU
ucnonvsoeanuu nabopa «MagnoLIA PAPP-A» u doncen Goimb ommenen 36 2 — 3 duz 0o sabopa xposu.
Ecu omMena nexapcme HeO3MONCHA, CRedyem y4umoleams 6ePOAMHOCb UCKANCERUR Oannbix npu
uHmepnpemayuu NORYNeRHO20 pesyabmama,

TlepexpecTas peakTHBHOCTD

Hanudne nepexpecTHhX peakupit B ofpasiax, conepXamyx NOTCHIMATEHEIC KPOCC-PEAKTANTHL:
ans(a-GeTonpoTerH, XOPHOHHIECKHH rOHAKOTPONHH H MPONAKTHH, HE BHABICHO.

33.  Xyx-3¢dexT BoICOKHX KORIeHTpaIni

B HafopaX pEAareHTOB, OCHOBAHHEIX HAa «COHABA'D-NpPHHIMNE aHATA3A, NPH BLICOKHX
KOHLEHTPALHAX AHANATA 3ABHCHMOCTh BEIWYHHE! CHTHANA OT KOHICHTPAITMH CTAHOBHTCHE' 00paTHO
MpONOPIMORATLHOH (TAK HA3LIBAEMBIH Xyk-oddext Bhcokmx Kounentpauuii). Ilpn ucnons3oBaHAH
naGopa «MagnoLIA PAPP-A» xyk-ddexr He obHapykeH BIUIOTE 0 KOHLCHTpALMHM PAPP-A 420
MEa/mr.

34. IloBTOpseMOCTH H BOCHPON3BOAHMOCTD

Koaddunuent sapuanmu xonnenTpanun PAPP-A B otHOM B TOM %€ o6pasne py KCOIE30BAHIH
nabopa «MagnoLIA PAPP-A» ne npessinaer 8%.

3.5. JImanazon msmepennti

JTuueHHEIt AManasoH u3Mepenuii HaBopa «MagnoLIA PAPP-A» cocrapnseT 0,004 — 10 MEn/Man.
JHaveHns HIKE AHATHTHUCCKOH YYBCTBHTENBHOCTH oTofpaxcatorca kax < 0,004 MEn/mi. 3HaueHHs
BLIIE MAaKCHMANLHOTO 3HAYEHAA MacTep-KpuRo# oToGpaxaioTca Kax > 10 MEn/Man.

Inn monyuenus HEQOPMALMM O PE3YNSTATAX, HAXONALMXCA 34 TPEACIaMH YKAsaHHOIO
[HAMA30HA W3MepeHMii, creayer passectd ofpasuml «JIHIIOCHTOM 1» B coornomennu 1/10 (¢
HCNIO/ILIOBAHAEM AHANHIATOPA WIH BPY9YHYIO) H MOBTOPHO HX HCCIEROBATH. B cnyuae pa3peicHHUA
obpa3na BpyuHYIO H3MEPEHHYIO KOHIICHTPALHIO PAPP-A HeoGxoauM0 YMHOXHTE Ha $axTop pasBeAcHNA
(10).

3.6. mana3oH 0XHAAEMBIX JHAMCHAN

Konnenrpamuio PAPP-A usmepsamm B oGpasiax KposH 971 GepeMeHHOMN XKEHIMHK ¢ 9-i no 13-
10 Henemo GepeMEHHOCTH, MOJTyICHHBIE 3HAUCHHA NPCICTAB/CHE B Tabnuue:

Munumanbroe/
Cpok Gepemenrocrn | Mezanana PAPP-A MaKCHMAIHHOC 3HAYCHUE Yucno 06pasios B
(NONHBIX HEACHD) (MEa/mn) xonneHrpaiuu PAPP-A B rpynme
rpynme (MEn/mi)
9 0,65 0,09/5,4 112
10 1,2 0,04 /8,0 202
11 1,7 0,19/17,1 256
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12 2,8 0,27/16,8 308
13 39 1,02/17,8 93

3Hauenne MeAMAHE], PACCYMTAHHOE A KAXAOr0 Cpoka GEpeMEHHOCTH, 3aBUCHT OT MHOTHX
dakTopoB: cnemHPUYHOCTH MeToja, O0COOEHHOCTEH HCCneayeMol MOMYMAIMH, TOYHOCTH METOAA B
xoHkpetHolt naGoparopun. [To 3ToY mMpuuMHe pexoMeRAyercs Kaxnoi naoparopmu HCMONB3OBATH
NPEAOCTaBNCHHbIE H3TOTOBHTENEM 3HAYEHASA TONBKO JIO TEX 10D, NOKa CNeLUATHCTaMy lalopaToprl He
6yAyT onpeneneHs AHANA3OHE! OXHIACMBIX 3HA49CHHHN, XapaKTepHRIX JUI KOHKPETHON NOMyNALMA B
MecTe pacionoxenus nabopaTopuy.

3.7. OrxpriTHE

Tect Ha «OTKpHITHE» — 3TO NMPOBEPKA COOTBETCTBHA 3HAYCHHA ONpeenseMol KOHUESHTpAIlaH
PAPP-A pacuerHoit Benmuune. ITponenT oTkphiTaa A1x Habopa «MagnoLIA PAPP-A» cocrasmser 90-
110%.

4. MEPHI NIPEAOCTOPOXHOCTH

4.1, Tlorenmmanshuii puck npuMmenenns HabGopa - wmacc 26 (cormacHo [Iphkasy
Munrcrepersa 3apaBooxparerns PO Nedn ot 06.06.2012 1.).

4.2, Bce xkoMnoHeHTH HaGopa B HCNONBE3YEMBIX KOHLEHTPAURAX AB/LIOTCA HCTOKCHTHBIMH.

4.3, TlIpu paGore ¢ HaGopoM cneayer cobmonars TpeGoparus 'OCT P 52905-2007 u CaullnH
3.3686-21.

4.4, Jlomyckats X paGoTe ¢ HaGOpOM TONEKO CIENHANBHO O0YUCHHBIA nepcoHan.

4.5. Tlepen nauanom pabOTH! O3HAKOMHUTHECA ¢ HHCTpYKUMEH K NpHMEHSTh Habop crporo mo
Ha3HAYEHHIO.

4.6. Ilpu paSore ¢ HalopoM ciiefyeT HCHONB3ORATh CHEMHANHSHPOBAHHYIO ORCKAY
(MeIMUMHCKMI XanaT WIM KOMOMHE3OH, INAMOYKY) H CPeACTBA MHAMBHAYAILHOM 3aUmMTHI (MacKy,
3AIMTHEIE OYKH, OAHOPA30BEIC PE3WHOBEIE HITH ILTACTHKOBLIC ICPYATKH, PaspelICHHbIC K TPHMCHEHHIO
Ha TeppaTOpRN PO).

4,7. Buumanme! B cocTaB KOMNOHEHTOB Habopa BXOAUT CONSHAA KHCJIOTa B KOHICHTPAllHH
0,05% B KOHCEpBaHT B KoHIeHTpaunn Menee 0,05%, uro sBagerca GesomacHeM s venoseka. IIpn
HCMOMB30BAHHHE 110 HAHAYCHHIO H COOMOACHHM MEP MPEAOCTOPOXHOCTH KOHTakT € OPraHH3MOM
qesioBeKa HCKMoSeH, [TpH apapuiiHEIX CHTYaIUAX BOSMOKHO Pa3fipaXCHHE KOXH H C/IM3HCTOH 060/M04KH
a3 y SyBcTBATENbHBIX nuu. TIpH KOHTaKkTe MPOMEITH MOPWKEHHOE MECTO BOAOH ¥ oOpaTuTLCA 38
MCIHIMHCKOMN MOMOLIBIO.

4.8. Xumuyeckas NOCYHa H oGOpYJOBaHHE, KOTOphIE UCTONB3YIOTCA B pabote ¢ HaGopom,
NOJDKHEBI GBITh COOTBETCTBYIOIMMM 00pa3oM MapKHPOBaHH H XPaHATECA OTAC/IBHO.

49. Jina ofbpaGotky mocyA M OOODYZOBAHHS  PEKOMCHAYETCS  HCIOJb3OBATH
AC3HH(UUMPYIOMHE CPEACTBA, H3TOTOBJICHHHE HA OCHOBE TPETHYHBIX AMHHOB, HETBEPTHWHBIX
amMmonneBsx coezuneanit (UAC) HWIM CIMPTOB H paspellleHHBIEC K MPUMEHCHKIO HA Tepputopuu PO,
Hcnons3obanue Ae3HHGHLEPYIOMHMX CPEACTE HAa OCHOBE AKTHBHOTO KHC/IOPOJa H XJIOpa BO3MOXHO JIHIIb
Ha NPSACTEPHIIH3ALHOKHOM 3TaNe, ¢ NocaeAyiomelt TEPMHISCKOR CTepHIH3aLHe.

4.10. 3anpemaercs NpHEM NHINH, HCNONB3OBAHHE KOCMCTHMECKHX CPEICTB M KYPeHHC B
TIOMeIeHMAX, MpeHA3HAYCHHBIX U1 paboTE ¢ HaGopoM.

4.11. Y6mpats ¥ Ae3HHGUIMPOBATH PAsTHTEE OGPA3LE! WM KOMIOHEHTH! Hab0pa, HCNIONE3YA
Ne3uHAIMpYIOMKE CPEACTBA B COOTBeTCTBHE MY 287-113.

4.12. Vianats HEHCUONB3OBAHHHE DPEAaKTHBE Habopa B COOTRETCIBME ¢ TpeGoBaHHAMH
CanlluH 2.1.3684-21.
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4.13. Tlocne mcnons30BAHAA BCe KOMIOHEHTH! HaGopa, oOpa3subl, KOHTPONBHBIC MaTEPHAJILI,
PACXOAHBIE MATEPHANL H JADYTHC PEalrcHThl, KOTOpble KOHTaKTHpPOBWIH ¢ ofpasiaMu BO BpeMms
06paGoTKH, XPaHECHHA WK aHANH3A (B TOM YHCIIE: IEPIATKA, HAKOHCYHHKY H T.A.) AOJDKHE! COOUpaThCH
OTHENBHO M CTCPHIH30BATHCA B ABTOKIABE € MNOCHCAYIOmMEH yTHIM3aLMed B COOTBETCTBHH C
rpeGobannamu CanllnH 2.1.3684-21, BMecTo aBTOKNaBHPOBAHHA OTXOABI MOTYT OHITH CTEPHNIH30BAHE
Ae3RHQHOMPYIOUAM CPEACTBOM, NMOCHTE YTHIH3HPOBAHE! B COOTBETCTBHH ¢ TpeGoBamnsmu CanlluH
2.1.3684-21.

4.14. He ucnomp3oBars Habop MO HCTCUCHHH CPOKA FOHOCTH.

s, OBOPYIOBAHHE ¥ MATEPHAJIBI, HEOBXOAUMBIE JJIA NMPOBEJAEHUA
AHAJIM3A _

- (AHAIH3ATOp ABTOMATHYCCKHN HMMYHOXHMUYECKHH XeMIIOMAHECUCHTHEH «MagnoLlA» ¢
npuHagnexHocTaMu no CHAB 421457.002 TY («MagnoLIA») (npomssoyurens OO0 «Komnanns
Anxop Buo», Poccus, PY NeP3H 2019/9282);

- «Ha6op pearenros musa kam6posku «KanuGparops MagnoLIA PAPP-Ax, no TY 21.20.23-677-
98539446-2023» (mpoussoaurens 000 «Komnanua Anxop Broy, Poceus, xat. Ne 1370101, 1370105);

- «Habop peareHTOB AN KOHTPONA KayecTra ananu3a «Kontponu MagnoLIA PAPP-A», o TY
21.20.23-678-98539446-2023» (Poccusa, mpomssogutens: 000 «Komnanms Anxop BHo», kar. Ne
1370201, 1370205, 1370210);

- «BomHo-coneBoit pacTBOp ANA NPOMEIBKA PEAKIMOHHBIX KioBer MagnoLIA -«Bydep Wi»
(npoussomrrens 000 «Komnanns Ankop Buon, Poccua, kat Ne 0000405); .

- Berpaxupatests naGopaTopHbiit MERIMHCKHH;

- [IEneTka nonyaBTOMATHYECKas ONHOKAHANIBHAA CO CMCHHBIMM HAKOHEYHHKAMH C H3MCHACMBIM
o6beMom or6opa xuaxocteli: Ha 200-1000 MKn, aTTecToBaHHAad MO 3HAYECHHAK) CpefHed AO3H M
CXOMHMOCTH Pe3yNILTATOB MUNETHPOBAHNA, IOTPEIMHOCTS He Gosee 3%;

- XonoaunsHUK;

- MHoOronenessie NoMMnponnieHoBEE NpoGupku 12x75 MM BMecTAMOCTHIO 5,0 M, «ipobupkn
ans o6pasuos» (nponssogutens 00O «I'em», Poccra);

- OTAenBHEIE XanaT, mano4ka, 00yBs ¥ OAHOPA3OBHE NICPUATKH, PA3PEIICHHBIC K MPHMCHCHHIO
Ha TeppuTopuu PO (umn cooteercrpytomue I'OCT P 52239-2004);

Hpu neobxodumocmu! Bomuo-conesoli pacTBop ANA passeleHus oOpanos MagnoLIA
«Jlnmoent 1» (npomsoaurens 000 «Kommannsa Ankop Bro», Poccast, kat. Ne 0000301 xapTprmk wim
kat. Ne 0001001 duaxon).

6. AHAJTU3UPYEMBIE OBPA3IIbI

6.1. 3aGop KpoBM H3 BEHEl OCYIIECTBAMIOT ¢ coGmoaeHneM npasun acentukd. Ilocme
GOpMHPOBARNA CTYCTKA CHBOPOTKY OTAENSIOT NyTeM LenTpudyruposanus (npu 800-1600 g B TeueHue
10 Mun. npm xomHarHo#t Temneparype). Ilocne neHTpuQYrHPOBAHHA CHIBOPOTKY NEPCHOCAT B
OT/ENBHYIO NPOGHpPKY, PH HEOOXOXHMOCTH.

6.2. Cucrema aBTOMaTHuecKoro aHamusaropa «MagnoLIA» He MO3BONSET MPOBEPHTH THII
obpasna. [TpoH3BOMTENH He HECET OTBETCTBEHHOCTH 33 NMPOBEPKy THNA ofpasna, HCNOMb3yeMoro mpi
anamize «MagnoLIA PAPP-A».

6.3. Jlng npoBefeHHs aHanM3a He CHEAYET HCNONL3OBATH MEMONM3MPOBAHHYIO HIIH MYTHYIO
CHIBOPOTKY KPOBH.

6.4. JIna npopenenus ananusa HeoGxomuMo He Meree 300 Mxu ofpasua /s NOCTAHOBKH B
MOHOMIHKaTax. Jig aHANH3a B OMHOM MOBTOpeHHH JocTaroyHo 50 M obpasua, AONOAHHTEIBHO 250
MXJI IOJDKHO 3aK1a/BIBATECA KaK MEPTBLIH 00beM, 14 cpabarniBaing JaTYHKA YPOBHS HIJIEL
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6.5. Wccnemyemas anmksoTa 06pasua He [O/MKHA HaXoaUTbCs Bonee Tpex 4acoB Ha 6opTy
aHanmsaropa.

6.6. O6pa3Lbl CbIBOPOTKM KPOBU pa3peLLaeTcs XpaHUTb npu Temnepatype +2...+8 °C He 6onee
6-T CYTOK B XOMIOAW/IbHBIX Kamepax Wan B XONMOAWSIbHUKAX, 06eCneymBaroLyx pernaMeHTUpOBaHHbIN
TeMMepaTypHbIi  pPeXxuM; Mnpu  HeobXoAaMMoCT  60niee  A/MTENbHOMO  XpaHeHWsi  peKOMeHAyeTCs
/IMKBOTMPOBAaTL 00paseL, U XpaHUTb B 3aMOPOXXEHHOM Buie npu Temnepatype -20 °C v Huxke. He
[0MYCKaeTCs NMOBTOPHOE 3aMOpaXK1BaHve obpastia.

6.7. O6pasubl C KOHUeHTpaumnen PAPP-A, HaxodsLencs 3a BEPXHUM MNpeaenioM AuanasoHa
N3MepPEHNIA, [O/MKHbI ObITb pasBefeHbl «AuntoeHTom 1» B 10 pa3 (C UCronb30BaHWEM aHanmsaTopa um
BPYYHYIO) W WCCefoBaHbl MOBTOPHO. [py HEO6XOAMMOCTWU MOBTOPUTHL aHaIM3 [n1s pa3BefeHHOro
o6pasLa creflyeT BbINONHUTbL ero pa3sefeHve 3aH0BO.

7. MNPOBEAEHVNE AHATMUTUUECKOW CECCUN

OnucaHHast B [AaHHOM WHCTPYKUMU WH(OPMaLUS COAEPXKMT 0bOLMe CBefeHWs O MOopsiaKe
NPOBeAEHNSI aHa/IMTUYECKON ceccum Ha aHanmsatope «MagnoLlA». [ns nonyyeHns AeTabHOM
NHopMaUmMKn nepes Ha4yasiomMm paboTbl 03HAKOMbTECH C PYKOBOACTBOM MO 3KCMyaTauMu aHasimsaTopa
«MagnoL|A».

7.1. TloAroToBKa peareHToB

7.1.1. TMepep pa3meLleHMeM HOBOro (3aneyataHHOro) kaptpumka «MagnoLIA PAPP-A» B 6/10K
peareHTOB aHanM3aTopa HeOO6X0AMMO NpeaBapUTeNbHO NepeMeLLaTb ero COAEPXMMOE BPYUHYH). BaxHO
n3beratb 06pa3oBaHNA NeHbl NPU nepemeLLBaHUN. He criegyeT BCTPAXMBATL KapTpUaK. Jns pyvyHoro
nepemMeLLMBaHNSA BbIMOSHUTE CMeaytoLLMe onepaumn:

1) CopueHTUpyinTe KapTpUmK rOPU3OHTaIbHO, OTBEPCTMSIMW C 3alMTHOM MNEHKOW BBEPX W
BO3bMUTE C MPOTMBOMOMOXHBIX KpPaes.

2) MnaBHO NOAHMMUTE OAMH M3 KpPaeB TakMM 06pa3oM, YTOObl KapTpUOPK OKasasicsl NOBEPHYT Ha
90 rpagycos (T.e. 3aHA/ BEPTUKa/IbHOE MOJIOXKEHNE).

3) MnaBHO NOAHMMWUTE APYrOi Kpai, OAHOBPEMEHHO OMyCKast NepBbli, TaKUM 06pa3oMm, YTOObI
KapTpumpK pasBepHynca Ha 180 rpagycoB B BEPTUKAIbHOW MIOCKOCTU.

4) TNaBHO BEPHUTE KapTPUIK B FOPU30HTa/IbHOE MOJIOXKEHME.

5) MosTopuTe wWwarn 2-4 He meHee 20 pa3 UM [0 BbLUOMHEHMS CNEAYHOLLMX YCNOBWIA:

- Ha [lHe KapTpuaka OTCYTCTBYHOT CKOM/EHNA C/eXaBLUMXCA MUKPOYaCcTuIL,

- B CYCMEH3MM OTCYTCTBYIOT KOHI/IOMEPAaThbl MUKPOYaCTuL,

[ns KapTpUmKeRn, XpaHsLLMXCcs B 3arpy304HOM 6/10Ke aHann3aTopa, pyYHoe nepemeLliBaHne He
TpebyeTcs, nepef 3anyCKOM aHa/IMTUYECKON Ceccum MNpPOM3BOAMTCS aBTOMATMYECKOE MOKayMBaHue
KapTpuapkeid, HE06XoAMMOe ANs PecycneHAnpPoBaHNsS MUKPOYacTULL.

BCKpbITble KaPTPUMKM, XpaHALMECS B XONOAWUNbHMKE B 3aBOACKOI Tape, nepef pasMeLLEeHNeM B
O6NOK peareHTOB, TPeOytOT TLIATENILHOrO, HO OCTOPOXHOrO MepeMeLllBaHMs  napamarHUTHbIX
MUKpoYacTuL,. 36eraTb BbIMIECKMBaHMS XXUAKOCTEN U NEHO06Pa30BaHUS.

ECnM MMKPOYACTMLbl He Y/aeTcsl MepeBecT B FOMOreHHyto cycrieHsuio, HE UCMOJb3YUTE
HABOP.

7.1.2. Bce ocTa/lbHble peareHTbl FOTOBbI K UCMO/b30BaHUIO.

7.1.3. TMepep pa3meLleHEM peareHTOB B COOTBETCTBYHOLLME 6/10KM aHaIM3aTopa NpoBepuTb BCe
pacTBopbl Ha OTCYTCTBME MY3bIPbKOB BO3AyXa. Y AannTb My3blpbKWM A0 MPOBEAEHUA aHanM3a Nerkum
noKauvBaHWEM, He ONyCcKasi NeHO06Pa30BaHNS.

7.1.4. O6pasubl KpoBM ANS aHanm3a A0/MKHbI ObITb A0BEAEHbI 40 KOMHATHOW TeMnepaTtypbl.
O6pasubl nocne ottaMBaHua Heobxogumo TLLATEJ/IBHO nepemewiats ¢ nomouibto MEO/TIEHHbBIX
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BpallaTe/lbHbIX  ABVKEHWA WAM  OCTOPOXHOIO  NepeBopayvBaHvs UM Nepej  Menonb30BaHUEM
LeHTpUYr1poBaTh 4N8 YAaleHUs LUCMEPCHOr0 BeLLeCTBa.

Yb6eautecb B OTCYTCTBMM My3blpbKOB BO BCEX 00pasuax. Yaimte ny3blpbKu [0 MPOBeLeHS
aHanm3a.

7.2. Tpoueaypa KaiMbpoBKM

MpeaBapuTensHO  MOMyYeHHas  pediepeHCHas  KasMbpoBoYHas  Kpueas  (MacTep-KpvBas)
agjantupyetrcad ana aHanmsa «MagnoLIA PAPP-A» npy ucnonb3oBaHUM Habopa «Kanmbpatopbl
MagnoLIA PAPP-A».

KanmbpoBka npu ucnonb3oBaHnM Habopa «Kannbpatopbl MagnoLIA PAPP-A»  aomkHa
BbIMOJIHATLCA B CNEfYHOLLMX CyyasnX:

- Mpu 3anycke ceccun Ha aHanmsatope «MagnoLIA» ¢ ucnonb3oBaHmeM KapTpuaxka «MagnoLIA
PAPP-A», KannbpoBKa KOTOPOro paHee He NPOBOANACh;

- OQVH pa3 B 7 [Hei ans Kaxaoro kaptpumpka «MagnoLIA PAPP-Ax;

- MpK 3anyckKe ceccun Ha aHanmsaTope «MagnoLIA» ¢ ucnonb3oBaHMeM KapTpuaka «MagnoLIA
PAPP-A», KanmbpoBKa KOTOPOro npocpoyeHa (0T MOMEHTa MocneHen KanmbpoBKu npowwsio 6onee 7
fHed);

- €CNN pe3ynbTaT aHaM3a XoTs Obl 0AHON0 KOHTPONS 13 Habopa «KoHTponn MagnoLIA PAPP-
A» BbIXOAWT 3a Npefesibl yCTaHOBIEHHOI0 A1ana3oHa.

AHanuszatop «MagnoLIA» MOXeT OCyLLeCTBNATL Ka/IMOPOBKY B OTAENbHO BblAENEHHON ceccum
W OHOBPEMEHHO C 06pa3Lamy B pamMmKax OfHON aHa/IMTUYECKON CECCUN.

BHUMAHWE!

KomnoHeHTbl Habopa «Kanmbpatopsl MagnoLIA PAPP-A» ABAIOTCA MHOrOpa3oBbIMW, O4HOI0
Komnnekta Kannbéparopos 1-4 goctatouHo ans 10 npouesyp KanmbpoBKM.

Ana npegoTBpalleHns UcnapeHus >KMAKOCTW® cpasy Nnocre WUCMnoNb30BaHUA (PNaKOHbI
Heo6X0AMMO 3aKpbITh KpbllWKaMn B COOTBETCTBUN C UX MApPKUPOBKOW, NOMECTUTb B yNakoBKY
NPesnpuUATUA-U3rOTOBUTENA B BEPTUKAILHOM MOMOXKEHUM U XPaHUTb Npu TemnepaType oT +2
[0 +8°CB X0N04UNbHbIX KAMepax Wu B X0N0AUIbHUKAX, 06ecneymBaroLmx pernaMeH TUPOBaHHblii
TemnepaTypHbIi pedKuM.

®nakoHbI C KaibpaTopaMm He JO/MKHbI HAX0AMTLCA Ha 6opTy npubopa 6oee 3 4acos, CyMMapHO
B [ecATn ceccusiX, HEeoOXOAMMO YUWUTbIBATb 3TO MNPU  BbIMO/HEHWM MPOLEAYPbl  KalMbpOBKY
OAHOBPEMEHHO C 06pasLiamu B paMKax OAHOM aHa/IMTUYECKOI ceccun. s nony4veHms 6onee nogpooHoi
MH(opMaLn 06paTUTECh K MHCTPYKLMK NO NprMeHeHnt0 Habopa «Kanmopatopsl MagnoLIA PAPP-A».

7.3. Tpouesypa KOHTPONA KayecTBa

MoATBEPXKAEHVE MPaBW/ILHOCTM aHasM3a Mpy UCNosb3oBaHUM Habopa «KoHTponm MagnoLIA
PAPP-A» OMKHO BbIMOMHATLCA B KaXKON aHaIMTUYECKOW ceccun. TMpu NpoAomKUTENbHOCTU Ceccum
6onee CyTOK, onpeaeneHre KOHLEHTPaL KOHTPOsel A0MKHO ObiTb NPOBEAEHO MOBTOPHO MO UCTEUYEHWUN
24 4yacoB OT Havasa ceccun. MNoATBepXKaeHME NPaBUIbHOCTU aHa/IN3a BbIMOMHAETCA B paMKax PyTUHHOIO
KOHTPONSA KayecTBa, rAe KOHTPO/M M3 Habopa pasMellaroT B LUTaTMBax, MpegHasHauYeHHbIX ANs
Ka/IMbpaTopoB 1 KOHTPO/eiA, 1 06pabaTbiBatOT UX pe3y/bTaTbl Tak Xe, Kak 06pasLibl NayneHToB.

BH/MAHWE!

KomnoHeHTbl Habopa «KoHTposiv MagnoLIA PAPP-A» aBAAOTCA MHOropasoBbiMW, OLHOMO
Komnnekta KoHTponein 1 n 2 goctatouHo ana 20 npoueayp KOHTPONS KavecTsa.

Ana npefoTBpaleHns WUcnapeHus >KUAKOCTW, cpasy nocine WUCNoNb3oBaHWUA (h1aKOHbI
HEO6X0ANMO 3aKpbITb KpbILKamMy B COOTBETCTBUN C UX MapKUPOBKOW, NOMECTUTb B YNakKoBKY
NpeanpuUATUA-UITOTOBATENA B BEPTUKAILHOM MONOXKEHUN U XPaHUTb NpU TemnepaType oT + 2
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/ 00 + 8 °C 6 XON0OUAbHHIX KAMEPAX HAYU 8 XONOOUNBHUKAX, OBECRENUSAIOUUX PELIAMERMUPOSAHN I
memnepamypHstii peicum.

DnakoHE ¢ KORTPOJLIMH He JOJDKHB HAXOAKThCA Ha Gopry nprGopa Gonee S5 wacos, cyMMapHO B
ABAAIATH CECcCHAX, HEOOXOAMMO YYHTHIBATH 3TO NPH BLIUIOJHEHHH MPOUEAYPH BaTHAAIHH
OZHOBPEMEHHO ¢ 0GPa3LAMH B paMKaX OAHON aHanuTHYecKoH ceccut. Jina nomysenns 6onee noapoGHoit
unopMani® oGpaTATECH K HECTPYKIWH N0 IpHMeHeruio HaGopa «KonTpome MagnoLIA PAPP-A».

7.4. 3anyck anannTugecioil ceccHr
7.4.1. Bxmounre aproMaTHueckmit aHammsatop «MagnoLIA» cornacHO pYKOBOACTBY IO
IKCIUTYaTalMH.

7.4.2. 3arpysuTe NOATOTORIEHHHE peareHTs Ha Gopr anamusaropa «MagnoLIA» cornacko
PYKOBOACTBY IO 3KCIUTYATALlMH. )

7.4.3. 3arpysmre naHHBe 06 ofpa3iax K peareHTaX B NaMATH aBTOMATHYCCKOro aHANH3aTOpa
«MagnoLIA» cornacHo pyKOBOACTBY 1O SKCIUIyaTalldH.

7.4.4. Cosgalite CORCOK 334, KOTOPHIC JO/DKHE! OBITE BHIOJHEHE! B AAHHON aHAATHYECKOH
CECCHH, COTTIACHO PYKOBOJACTBY 10 IKCINTYaTallHH,

74.5. 3anycTHTe AHANHTHYECKYI0O CECCHIO ABTOMATHHYECKOrO aHANM3AaTopa COrnacHo
PYKOBOACTBY 11O 3KCILTYaTallHH. '

7.4.6. TlporpamMma mpuGopa NO3BOJSET aBTOMATHYCCKH BHINOMHHTH BCE CTAAMM aHamu3a Ge3
BMEIATENLCTBA NONB30BATENA.

7.5. Ioxyvenue pelysILTATOB

7.5.1. Iepetiaure B Menio HASHAYEHHA. '

7.5.2. Jina oroGpakeHHA KOHKPETHOTO Pe3y/IbTaTa Ha Jkpae, BHGepHTe B Tabnuue pesy/iTaros
A4eliKy, COOTBETCTRYIOIIYIO NAIHeHTy (IpaBEik cTonben) K TecTy (BEpXHSA CTPOKA).

7.53. Jlna mMeuaTH pesyNbTaTOR amamMTHYecKolf ceccuw, Haxmmre Kronky ITEYATH
BLIGEPUTE H3 OTKpRIBINEroca CIHcKa Heobxoaumoe achcTHE.

AHaH3aTOp NMO3BOJNACT Pacnicyararh:

- CIIHCOK 3a/1a4, 3aJaHHBIX JUIS AaHHON aHAMITHYECKOH CECCHH;

- pe3yNbTATH NAlMEHTa, BHIGPAHHOTO ONIEPaTOPOM;

- BCE pe3y/LTaTH, IONY9CHHEIE B JAHHOHA aHANHTHYECKOH CECOHH,

- Pe3yNBTATHL, HATHHAA ¢ WK 3aKAHYNBAA [ALMEHTOM, BHIOPAHHEIM ONCPATOPOM.

HNpuMeaanne: U9 pacyeTa PUCKa B HPERATAILHOM CKPHHHHIC Pe3y/ILTAThl HIMCPCHHA PAPP-A
ykassiBatores B MOM (multiple of medians) u serucnsiorcs no gopmyne:

MOM = Uamepennas kouuentpaius (PAPP-AYMennana (PAPP-A)

Jlns aBTOMATH3HPOBAHHOTO PACUETa PHCKA XPOMOCOMHBIX aHOMANHH MOXHO BOCIO/IE3OBATHECA
ClienHaNBHEIM IPOrpaMMHEIM oGecnedenmen’,

7.6. Orpaunvgenne TecTa

B IMAarHOCTHYECKHX LENAX pe3yN-TATHl, NONYYCHHEIC NpH NpHMCHEHHM Halopa «MagnoLIA
PAPP-A», cieayer MCHONB30OBATH COBMECTHO C Pe3yNBTATAMH APYFHX JHArHOCTHYECKHX MCTOROB:
XIHHHUECKHX (CYOneKTHBHOE K OGBLEKTHBHOE OGCIE0BAHNE), HHCTPYMEHTANLHBIX, NaGOPATOPHBIX U
npogee.

OG6pasibl, BIATEIE Y NALHEHTOE, KOTOPHIE B IMATHOCTHYECKAX WM JICYCGHEIX LENAX NPHHUMATH
IpenapaThi MOHOKIOHANBHEIX MBIIIMHEIX AHTHTEJ, MOTYT COACPHKATH HENOBEHUECKHE AHTHUTEA OPOTHS
MEIIBHEX anTrTen. Taxne ofpasusl MOTYT NPHBOAMTE K OMIHOOYHO 3aBRIMICHHEIM W/IH 3aHHMCHHEIM

4 33 ponommuTensHON HHpOpMaLMER OTHOCHTENLHO PEXOMEHAYEMOTO X HCMOARIOBAHHIO MPOrPAMMHOrO obecnieueHnn
ofpauaiirech K npoHsBozuTeNo Habopa «MagnoLIA PAPP-A» B 000 «Komnauna Anxop Buo», Tenedon ropsaeh susmin

8-800-234-37-79, email support@alkorbio.ru.
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/ 3HaveRHaM. Moxer noTpeGoBaTheA NONONHUTENbHAA KIHHEYECKas WIH JHATHOCTHYECKAd HHpOpMaLHs
IS OIPSHCNCHHUA CTATYCa NAllMeHTa.

Haxonsusecs B CHBOPOTKE reTepoGRIbHEIEC aHTHTENa, KOTOPEIC MOIYT B3aUMONEHCTBOBATE C
AMMYHOTI0GYTHHAMH, BXOAAIMMH B COCTAaB PEATeHTOB, 00IAAI0T CIOCOOHOCTHIO CO3AABATE NOMEXH
MMMYHOXAMHYECKOMY aHaNH3y in vitro, OOpasnel, B3ATHE Y MALMEHTOB, MOCTOAHHO BCTYNAIOIEX B
KOHTAKT C XHBOTHHIMH BNM IPONYKTAMH HA OCHOBE CHIBOPOTKH AHMBOTHBIX, MOTYT OLITh NMOABEPKCHEI
HETEP(EPEHINH, B B HHX MOTYT HaOMOAATECA aHOMANBHEIE 3HAYCHUA, B TaKuX Cryuasx A4 NOCTAHOBKH
AKArHO3a MOXET NoTPeOOBATEC AONONHHTENbHAA HHGOPMALHA.

8. TPAHCITIOPTUPOBAHHE N1 XPAHEHHE

8.1. TpaucnopTHpoBaEHE HAGOPOB CEAYET MPOH3BOAMTH BCEMH BHIAMH KPEITOT'O TPAHCIOPTA
npu Temneparype ot + 2 no + 8 °C. '

8.2. TpancnopTapoBanve H3AE/HI PH Temneparype oT + 2 a0 + 8 °C J0INKHO BPOH3BOAUTLCA
B EMKOCTAX WIH IIPH TOMOIIM XONOAMIBHBIX YCTAHOBOK, 0fccIedmBaiolaX perjiaMeHTHpPOBAHHBIA
TeMIePATYPHEIH peXUM.

8.3. Jlonyckaercs TpaHcmopTupoBamue HaGopoB mpA TeMmepatype o + 25°C He Gonee
15 cyTok, B TOM uncne npn Temueparype + 37 °C e 6onee 1 cyTox. :

8.4. Habopsl, TpaHCIIOPTHPOBAHHBC ¢ HAPYIIEHHEM TEMIEPATYPHOTO PEXNMa, NPUMCHEHHIO
He NOJUIeXKaT.

8.5. Cpok roaHocti HaGopos — 12 MecAIEB OT AATH OPOH3BOACTRA.

8.6. Xpanenue HaGOPOB AOMKHO NPOBOAUTECA B YIAKOBKE NPEANPHATHA-NITOTOBATENSA NPH
temmeparype oT + 2 Ao + 8 °C B TedeHHe BCETO CPOKA FOAHOCTH B XOJNONHIBHBIX Kamepax Wid B
XONIOMABHHKaX, 0GECTICTHBAIONMX Per/IaMEHTHPOBAHHBIH TeMIICPATYPHBIH PEKHM.

Halopbi ¢ HCTEKIIHM CPOKOM FOHOCTH MPHMCHCHHIO HE NOJUICHKAT.

8.7. Ipu apo6EOM HCHONB30BAHHH KOMIIOHEHTH HaGopa XpaHATCA B YIAKOBKE NPENPHATHA-
HIrOTOBHTENR (4rOGH He NONYCTATh ONPOKMABIBAHMA) MpH TeMmeparype oT + 2 zo + 8 °Cs
XONOMHNBHHAKE WIK B XOJOAMIBHBIX KAMEpaX, 06ecne HBaloNyX PerIaMeHTHPOBAHHEIA TeMIIePaTyPHBIH
pexuM, B TeYeHHe | Mecalla cO JHA BCKPHITHS NEPBHYHOR YNAKOBKH. PexoMmeHAyeTcs 3aK/ICHBATh
CKOTHEM BCKDHITHIH KapTpHAX 14 yMEHbIIeHHA HenapeHud. IIpn XpaHCHHM B XONOZMIBHHKC NEpen
KOKABIM HCIOB30BAHACM JUIA PECYCMEHAHMPOBAHMA NapaMarHATHHX MHKPOYACTHI COACPKHMOC
KapTPHAUKA CIEAYeT TINATENBHO NEPEMELIATD MO BH3YaNbHLIM KOHTPONEM, n3berag nesooOpasopanng H
BHITUICCKHBaHHA KUAKOCTEH.

88. Jlomyckaercs XpaHeHme Kaprpuika Ha Gopry mpuGopa B TedeHue 1 Mecaua co AHR
BCKPHTHA MEPBHUHOR YTIAaKOBKH.

9, I'APAHTHHMHBIE OBSI3ATEJILCTBA
TapaHTRARBIH CPOK roiHOCTH HaGopa 12 MecaleB OT JaTH OPOH3BOACTEA. HaGop npeaxassaueq
JUIA OAHOKPATHOTO NPEMEHEHN: H HE TIO/UICKHT PEMOHTY H 0GCTy KHBAHHIO.

10. BE3ONMACHAS YTHJIH3AIIAA
Tpu ucions3opanan Habopa 06pasyloTcs OTXOAH KNaccoB A B B, KOTOpHE yTHIM3HPYIOTCH B
cooreercrsuu ¢ CanlTuH 2.1.3684-21 u MY 287-113 (Tabmuna 2).

Tabmuua 2
Knacc
Orxoma ONaCHOCTH
Bropuunas (rpynnosas) Orxonst
VIIKORKS KopoGka u3 MOHOKapTOHA a A
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«MagnoLIA PAPP-A»
SKCIUTYaTAHOHHAA HHcTpyKuns 0o NPAMCHSHHIO
AOKYMCHTALMA [Tacoopr
[leppruHad ynakoBka Kaptprax, coaepakabllinii MEKPOYACTHIIE H KOHBIOraT A*

Bce koMIIOREHTH Habopa, KOHTPONBHEIC MATEPHUATEL,
PacXOAHBIE MATEPHATHI K PEareHTh], KOTOpEIe

Apyrue KOMMIOHEHTEL KOHTAKTHpOBaNH ¢ 06pasiiaMa BO BpeMs 00paboTka, Orxoant
XpaHeHHs WM aHanu3a xnacca b
He ucnons3obanHkIe
KOMIIOHEHTH! ¢ HeTexinuM | KapTpumx, cofepXampii MEKpOYaCTHIIBI H KORBIOTAT A*
CPOKOM IMOHOCTH
11. HHOOPMAIIMA O ITIPON3IBOAUTEJIE
o mompocaM  kazectea MM  «HaGop  pearemroB  Amt  KOAHYECTBEHHOTO

HMMMYHOXCMUMIOMAHECUEHTHOIO ONpe/cNieHU aCCOLMHPOBAHHOTO ¢ GEepeMENHOCTHIO NpOTeHHA A
nnasMe! «MagnoLIA PAPP-A», mo TY 21.20.23-676-98539446-2023» o6pamarscs B 000 «Komnansns
Anxop Bro» mo agpecy: 192148, r. Cauxr-TlerepGypr, XKenesnoaopoxueii mpocnekT, A. 40, mt. A,
Ten/daxc: 8(812) 677-8779, Tenedon «ropauelt nunun»: 8-800-234-37-79,

12. CAMBO.IbI, HCITOJIb3YEMAIE HA 9THKETKAX

@ MeARUHHCKOe H3ASNHE Ans W ComepXHMOro ROCTATOYHO JUIA
IHATHOCTHKH in vifro MPOBEACHHUA 1t TECTOB
REF HoMep 1o kararnory & Octopoxuo! *
LOT] Koz naprau (Homep cepun) g Hcnone3osats 10
u HsroToBHTENB J’. [Ipenen Temnepatyp
d JlaTa H3rOTORJCHUNA & BHolorH9ecKui PHCK
Dz] O6pataTech K HHCTPYKIAH IO + 5 oT
INpHMEHEHHIO I
" Bepx :}‘,(\\ He nomyckats Bo3aeiicTBHS
115 COJIHEYHOTO CBeTa

HUnctpyxmus paspaGorana B cooTsercTsuy ¢ TY 21.20.23-676-98539446-2023.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MPOLWNTO, MPOHYMEPOBAHO, CKYM/IEHO MeYaTbio
3 mC!

no»
MonbiHUeB
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000 «Kommnanusa Anxop buo»
r. Canxr-ITerepGypr, XKenesnonopoxHsiii np., A. 40, aut. A
Tenedpon/daxc: (812) 677-87-79

IIACIHOPT Ne E003

HaGop pearenToB 418 KOJHYeCTBEHHOr0 HMMYHOXEMHIIOMHHECHEHTHOrO
onpeneieHRA aCCONAMPOBAHHOTO ¢ (ePeMEHHOCTLIO MPOTEHHA A TUIA3ME]
«MagnoLIA PAPP-A», no TY 21.20.23-676-98539446-2023

Kar. Ne 1370001 Cepusa Ne E003 ®opmuposanue Ne 1 Komruectso 100 .

CooTBercrpue
Buemmuuit sua u Cepus KOHTpO/H-
HanmeHoBanne pearcHra dopMa BEmyCKa KoMnnexramnus pearexTa pyeMoro
napaMerpa
KoMniexkT nocraBkn
MenkoaucnepcHbi
0CaOK KOPHUHEROTO
TMapaMarHuTHEIE LBETA, NEpeXoAAmumi
MHKPOUACTHIEI B CYCHOERAHPOBAHHOE 1 KapTpHIK
¢ HMMOOHJTH30BAHHBIMA COCTOSHHE MpH (cootBercrByromy | E003 COOTBETCTBYET
anTHTeNnaMu K PAPP-A BCTPAXHBAHKY, B Hif oTCeK, 15 Mn)
Mu) npo3pavHoit
Gecusernolt
WHIKOCTH
1 kapTpuzx
Konsiorar antu-PAPP-A ¢ Ipospavnas (cooTBETCTRYIOM
aKpuaMHOBOH MeTKol (A*) | GecnBerRad XuIKOCTL | He 2 oTceka, 20 E003 COOTBETCTBYET
M)
Tlacnopr 1 mT. - -
WHCTpYKUAA 10 NPHMEHEHHIO 1 wr. - -
ITapaMeTpbl KOHTPOJIA KauecTBa
HaumenoBanse KORTpoIHpyeMoro Hopma 3HavueHne KOHTPOIHpYe-
mapaMeTpa P MOTO napaMeTpa*
AHameTHYCCKHH CHrHAN Ka:mﬁpa'ropa
4, OTH. CBET. &11., HEe MeHee 200 000 COOTBCTCTBYCT
CoOTHOIICHNE aHANATUYECKHX
CHIHANOB KAMRGPATOOB Bl <B2<B3<B4 COOTBETCTBYET
HoMuRaNIEHOE 3HAUCHHE 0.5 o/
KamuGparopa 2, MEa/mn ? A
HoMuHanbHOe 3HaueHHe 55 o/
KanuGparopa 3, MEx/Mn ’ A
OT1KNnoHeRHe KOHICHTPALMH
Kanu6paropa 2 u Kanubparopa 3 ot + 20 COOTBETCTBYET
HOMHHAIBHOTO 3HAYEHHS, IPOLICHT

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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KapTpuapk (CooTBeTCTBYHOLLME
OTCeKM CneLuann3npoBaHHOro
KapTpumxa 13 nonMaTuieHa
YnakoBKka 1 MapK1poBKa HW3KOr0 AAaBNEHNS C 3anasiHHbIMY COOTBETCTBYET
OTBEPCTUSAMM), ITUKETKU U3
NeHTbI KNIeeBOi Ha 6yMaXKHOIA
OCHOBE

*[laHHble aTTecTauMmn npyM COBMECTHOM Mcnonb3oBaHun ¢ M «Kannbpatopsl MagnoLIA PAPP-A»,
cepma Ne EOCG.

[ata n3rotosneHus Habopa «16» mapta 2023 T.

Cpok rogHocTv Habopa [0 «16» mapTa 2024 .

Ycnosua xpaHeHus +2...+8 °C

YCnoBusi TPaHCNOPTMPOBaHKA +2...+8 °C. [JonyCcKaeTcs TpaHCMopTUPOBaHKe Habopa npu Temnepartype
Ao +25 °C He 60nee 15 cyToK, B TOM umcne npu temnepatype +37 °C He 60nee 1cyTok

TOJIbKO and JNArHOCTUKW 1N VITRO

[ns npodeccnoHanbHOro NprMeHeHus
Hab6op cooTBeTCTBYET
TY 21.20.23-676-98539446-2023

’KomnaHus

PY Ne Ankop Bno”
"AlkorBio
BbinonHun AylwieHbknHa Al Mposepun KasaplLUos”3”|Aparty"

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



000 «KomnaHusa Ankop bro»

r. CaHkT-INeTepbypr, XXenesHogopoXHbIA Np., 4. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACITTIOPT Ne EO004

Habop peareHTOB 4719 KO/INYECTBEHHOINO MMMYHOXEMUTFOMUHECLIEHTHOIO
ornpesenieHnsa accoLMmMpoBaHHOIO ¢ 6epeMeHHOCTLIO NpoTenHa A niasmbl
«MagnoLIA PAPP-A», no TY 21.20.23-676-98539446-2023

Kat, No 1370001 Cepua Ne E004 dopmumposaHmne Ne 1 Konndectso 100 LuT.

HaunmeHoBaHuWe peareHTa

MapamarHUTHbIE
MMUKpPOYacTMLbI

C UMMOBMNN30BaHHbLIMM
aHTUTeNnamn K PAPP-A
(MY)

KoHbtorat aHTu-PAPP-A ¢
aKpUAMHOBOIN METKON (A*)

Macnopt
VIHCTpYKLMA NO NPUMEHEHWIO

I_IapaMeprI KOHTPO/1A4 Ka4yeCcTBa
HanmeHoBaHMe KOHTPONNPYEMOro

napameTpa

AHanutnyeckmin curtan Kannéparopa

4. OTH. CBET, efl., He MeHee
COOTHOLLIEHME aHANTUTUYECKINX
CUTrHAJIOB KaimbpaTopos
HomMuHanbHOe 3HayeHne
Kannbpatopa 2, MEL/mn
HoMu1Ha/IbHOe 3HayeHve
Kannéparopa 3, MEa/mn
OTK/NOHeHVEe KOHLIeHTpaLMK

BHewwHWI B1g v

Komnnekrauusa
(hopma BbIMycKa

KomMmnneKT noctaBKU
MenkoaucnepcHblii
0CafoK KOpN4HEBOI 0
LIBETA, NEPexXoAsLLii
B CyCNeHAMPOBaHHOE
COCTOAHME MPU
BCTPAXMBaHUN, B

1 KapTpunox
(cooTBeTCTBY!HOLL
M oTcek, 15 mn)

Npo3payHol
6eCLBETHOM
YXUAKOCTH
1 KapTpnax
Mpo3payHas (cooTBeTCTBYIOLL
becuBeTHas Xunakoctb e 2 otceka, 20
M)
1wr.
lwr.

Hopma
200 000
Bl <B2<B3 <B4
0,5

2,5

Kannbpatopa 2 n Kanmbépatopa 3 ot
HOMUWHA/IbHOTO 3HAYeHUS, NPOLEHT

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

CooTtBeTCTBME
Cepua KOHTpO/N-
peareHTa pyemoro
napaveTpa
E004 COOTBETCTBYET
E004 COOTBETCTBYET

3HayeHne KOHTposimpye-
MOro napamerpa*

COOTBETCTBYET
COOTBETCTBYET
H/0

H/p,

COOTBETCTBYET

Crp. 1n32
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KapTpumk (CooTBETCTBYHOLLME
OTCeKM Crneuyann3MpoBaHHOro
KapTpumpka 13 nonuaTuneHa
YnakoBKa 1 MapKMpoBKa HW3KOr 0 AaBNEHNA C 3anasHHbIMM COOTBETCTBYET
OTBEPCTUAMU), ITUKETKN U3
NEHTbI K/1eeBO Ha ByMaXKHOM
OCHOBe

*[laHHble aTTecTauuy Npyv COBMECTHOM Mcnosb3oBaHun ¢ MU «Kannbpatopbl MagnoLIA PAPP-A»,
cepus Ne E004.

[ata n3rotosneHuns Habopa «21» mapta 2023 T.

CpokK rogHocTn Habopa o «21» mapTa 2024 T.

Ycnosua xpaHeHusa +2...+8 ®C

YcnoBusa TpaHCcnopTuposaHus +2...+8 °C. [lonyckaeTcsa TpaHCNOPTUPOBaHMe Habopa npu TeMnepaType
[0 +25 °C He 60niee 15 CyTOK, B TOM Ymncie npu Temnepatype +37 °C He 6onee 1 CyToK

TOJIbKO ANnA ANATrHOCTUKW IN VITRO

[na npoeccroHanbHOro NPpUMeHeHNs
Hab6op cooTBeTcTBYET

TY 21.20.23-676-98539446-2023
PYNeo

BbinonHun AyuweHbknHa ALl MpoBepun Kasap

000 «kKOMAIH

& 000 LIUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
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OO0 «KomnaHusa Ankop bro»
r. CaHkT-lNeTepbypr, XKene3HoAopoXHbI np., 4. 40, nut. A
TeneoH/akc: (812) 611-bl-19

MACITTOPT Ne EOG3

Ha6op peareHToB gn1d KOnM4eCtBeHHOro MMMYHOXEMU/TIOMUWHECUEHTHOTI O

onpejeneHns accouMMPOBAHHOTIO C 6ePEMEHHOCTbLI0O NPOTeMHA A NaasMbl
«MagnoLIA PAPP-A», no TY 21.20.23-676-98539446-2023

KaTt. Noe 1370005 Cepuna Ne EOO3 ®opmmpoaHme Ne 1 Konnyectsp 100 L.

CooTBeTcTBYE
BHelwHWiA BUA v Cepus KOHTpONN-
HanmeHoBaHve peareHTa (hopMa BbINyCka Komnnekrauus peareHTa DYEMOrO
napameTpa
KoMnnekT nocTtaBkU

MenkoaucnepcHblii

0Ca/loK KOPUYHEBOro
MapamarHUTHble LiBETa, Nepexoaamii
MUKpoYacTumLpbl B CyCMeHAMPOBaHHOE 5 KapTpuken
C UMMOGWNIN30BaHHbIMM COCTOSIHME NpK (cooTBeTCTBYHOLL, =0 0¢] COOTBbTCTBYET
aHTuTenamn K PAPP-A BCTPAXUBaHWUN, B ui otcek, 15 ms)
(MY) Mpo3payHoli

6eCLBETHOM
XNLKOCTK
5 KapTpugkeit
KoHbtorat aHTu-PAPP-A ¢ Mpo3payHas (cooTBeTCTBYHOLL, EOO3 COOTBETCTBYET
aKpPUMHOBOI METKO (A*)  0ecLBeTHas XWUAKOCTb  We 2 oTceka, 20
M)

Macnopt 1 LT, - -
VHCTpYKLMA MO NPYMEHEHWNIO 1 L. - -

MapameTpbl KOHTPONS KayecTBa
HavMeHOoBaHVe KOHTPOMPYEMOTO Hopa 3HaueHVe KOHTponnpye-
napameTpa P MOro I'IapaMETpa*
AHanuTuyecknin curnan Kanmnépatopa 4,

200 000 COOTBETCTBYET
OTH. CBET, efl., He MeHee
COOTHOLLEHME aHIMTUYECKUX CUTHAI0B B] < B2< B3< B4 COOTBETCTBYET
KannbpaTopos
HomunHanbHoe 3HaveHre Kanmbpatopa 2, 05 H/g
MEZL/MN
HomunHabHoe 3HaueHve Kanmbparopa 3, 25 Hig
MEA/mn
OTK/IOHEHWE KOHLEHTpaLunn
Kann6patopa 2 n Kanmépatopa 3 ot +20 COOTBETCTBYET

HOMWHa/TIbHOI 0 3Ha4eHUA, NMPOLUEHT

& 000 LIUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
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KapTpuax (cooTBeTCTBYHOLLME
OTCEKM Creuuanm3mpoBaHHOro
KapTpuaKa 13 nonmaTuieHa
YnakoBKa 1 MapK1poBKa HWU3KOrO [aB/IeHNs C COOTBETCTBYET
3anasHHbIMW OTBEPCTUAMM).
STUKETKMN M3 NEHTbI KNeeBoiA
Ha 6y MaXKHOI OCHOBe

*[laHHble aTTecTauum npy COBMECTHOM UCMOb30BaHUM ¢ MW «KannbpaTtopsl MagnoLIA PAPP-A»,
cepmsa Ne EOCS,

[ata n3rotosneHms Habopa «16» mapTa 2023 T.

Cpok rogHocT Habopa 10 «16» mapTa 2024 .

Ycnosus XpaHeHus +2...+8 ®C

Ycnosus TpaHCcnopTUpoBaHua +2...+8 °C. [lonyckaeTca TpaHCMopTMPOBaHe Habopa Npu TeMneparype
[0 +25 °C He 6onee 15 cyTOK, B TOM umcne npu temnepatype +37 °C He 6onee 1cyTok

TONbKO And AMArHOCTUKIK /N VITRO

[n9 NpogheccMoHaIbHOro NpYMeHeHUs
Hab6op cooTtBeTcTBYET

TY 21.20.23-676-98539446-2023
PYNe

BbinonHun OylweHbknHa ALl Mposepun KasapnHClua

fEHEPATbHBIA [PLLIOP

0 0 O «<KOMMAHMA KAKOY1MO™*
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000 «Komnauus Ankop buo»
r. Canxr-Ilerep6ypr, XKene3Hoaopoxasii np., 4. 40, nut. A

Tenedon/daxc: (812) 677-87-79

NMACIIOPT Ne E004

Haﬁop pearesToB A KOJAHYECTBCHHOI0 HMMYHOXCMHJIIOMHHECLICHTHOT'O

onpejeieHHs acCONHUPOBAHHOrO ¢ GepeMeHHOCTHIO NPOTEAHA A NJIa3MbI
«MagnoLIA PAPP-A», no TY 21.20.23-676-98539446-2023

Kar. Ne 1370005 Cepus Ne E004 ®opmmposanue Ne 1 Komgectso 100 mrr.

CootsercTBHE
H Bremmnni sua u Cepus KOHTpOJIH-
CHOBAHMHG pearciTa ¢opMa BHTYCKa Kommnexram pearcHTa pyemMoro
napaMcTpa
KoMniexT nocTaBKH
MenxoaucnepcHIii
OCAJIOK KOPUYHEBOTO
TlapaMarHuTHEIC LBeTA, Depexonanuit
MEKPOYACTHI(LI B CYCNIeHAMPOBaHHOE | 5 KapTpHKel
¢ HMMOOR/TH30BaHHEIMH COCTOSHHE ITpA (cootsercrByrom | E004 COOTBETCTBYET
antutenamu K PAPP-A BCTPAXHBAHUH, B uit orcek, 15 M)
M) npospagnoit
GecuperHol
HKHAKOCTH
5 xapTprKeH
Konsiorar anTu-PAPP-A ¢ IIpo3paunas (cooTBeTCTBYIONT SOOTBETC
axpuAKHOBOM MeTxOM (A*) | GecupeTHas KHAKOCTL | He 2 orceka, 20 E004 TBYeT
M)
Iacnopt 1 nIT. - -
HucTpyxuus no NpuUMEHEHAIO 1 . - -
IMapaMeTpbl KOHTPOJIS Ka4eCTBA
HaumMeHOBaRHE KOHTPOIHPYEMOro Hopma 3HaucHAe KOBTPOIMpYye-
TapaMeTpa PM Moro napamerpa*

Ananvruvecknii curnan KanmGparopa 4, 200 000 c yer
OTH. CBET. €/, HE MeHee COTRETCTR
CooTHOLICHNE AHATATHYCCKHAX CHTHANIOB B, <B;<Bs<Bi COOTB yet
KaTHOpATOPOB
Homunanenoe 30a4enne KanuGparopa 2, 0,5 wa
MEn/Mn
Homunanbroe 3Havenne Kamibparopa 3,
MEz/r 2,5 H/n
OTk0HEHAE KOHICHTPAIHH
Kanu6paropa 2 u Karmbparopa 3 ot +20 COOTBETCTBYET
HOMHHAJTBHOTO 3HAYEHHUA, NPOLICHT

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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KapTpnmk (CooTBETCTBYHOLME
OTCEKM CNeLanm3npoBaHHOro
KapTpuaxa 13 NonaTuieHa
HW3KOr0 AaBNEHNS C
3anasiHHbIMI OTBEPCTUSMM).
DTNKETKUN W3 NEHTbI K/IEEBOIA
Ha 6yMaXXHOW O0CHOBE

*[laHHble aTTecTauuy Npyu COBMECTHOM Mcnosb3oBaHun ¢ MU «Kannépatopel MagnoLIA PAPP-A»,
cepua Ne E004.

[ata n3rotosnieHns Habopa «21» mapTa 2023 T.

Cpok rogHocTn Habopa Ao «21» mapTa 2024 T.

Ycnosua xpaHeHus +2...+8 °C

YCnosus TpaHCNOPTUPOBaHUA +2...+8 °C. [lonycKaeTca TpaHCNOPTUPOBaHWe Habopa Npu TemnepaType
[0 +25 °C He 60nee 15 cyTOK, B TOM ymncie npu Temnepatype +37 °C He 6onee 1 CyToOK

TOTbKO ANA ANATrHOCTUKW IN VITRO

151 NPOheCCMOHAIBHOTO MPUMEHEHNS
Ha6op cooTBeTCTBYET

TY 21.20.23-676-98539446-2023

PY Ne

BbinonHun AyuweHbknHa Al Mposepun KasapuH
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npoLunTo,(“POHYMEPOBaHO, CKPEMN/IEHO NeyaTbto

b ( )ancTtA
["eHepanbHbIl
000 «Kom
bIHLEB
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