00O «KomnaHua Ankop brno»
r. CaHkT-IeTepbypr, XKenesHoAopoXHbIiA Np., 4. 40, 1T, A
TeneoH/daxc: (812) 677-87-79

MACMOPT NeE004

Ha6op peareHToB /11 KOHTPOJ/14 KadeCTBa aHa/ln3a «KOHTpOJ‘IFl
MagnoLIA 3cTpagunon», no TY 21.20.23-620-98539446-2022
b 1400201 Cenusa Ne E004 doommooBaHme Ne 1 Konnuectso 100 .

CooTBeTCT-
o BME KOH-
HanmeHoBaHuWe peareHTa BHeL”H:E“_?Mf'KZ (hopma KOM”S; KTa- gr%ﬂia Tpo/in-
y 4 P pyemoro
napameTpa
CocTtaB Habopa
KOHTpOmb 1 [Mpo3payHble Un 1 ¢on. £004 COOTBETCT-
MYTHble XXWAKOCTU OT (1 mn) ByeT
becugeTHoro A0 1din COOTBETCT-
KoHTposb 2 CBET/I0-KOPUYHEBOTO a MJ'I') E004 BVeT
LBeTa y
Macnopt 1wr. :
WHCTpYKUMA NO NPUMEHeHNIO 1wr. -

MapameTpbl KOHTPO/S Ka4yecTBa

HanmeHoBaHWe KOHTPOAMPYemMoro 3Ha4yeHne KOHTpompye-

napameTpa Hopwma MOro napamerpa*
KoHLUeHTpauma acTpagnona B i
KoHTporne 1, nr/mn 63-117 COOTBETCTBYET
KoHUeHTpaums acTpaguona B i
KoHTporse 2, nr/mn 210-390 COOTBETCTBYET

®nakoHbl 3 M1 13 NPO3pPayYHOro
CTek/a (C 3aBUHUYMBAOLLMMUCA

KPbILLIKamMi). TUKETKN U3 NIEHTHI COOTBETCTBYET
KNeeBoi Ha 6yMaXXHOI OCHOBe

YnakoBKa 1 MapK1poBKa

Xo E004
Macnopt BblgaH «03» ntoHsA 2022 T.

Cpok rogHocTi Habopa Ao «03» noHs 2023 .

YcnoBus xpaHeHnsa +2...+8 °C

Ycnosusa TpaHcnopTupoBaHua +2...+8 °C. [lonyckaeTcs TpaHcnopTuposaHme Ha
[0 +25 ®CHe 6onee 15 cyToK, B TOM unce npu Temnepatype +37 °C He 6¢
TONbKO Ana ANArHOCTUKN IN VITRO

[ns npodeccoHaIbHOro NPUMEHEHS

Ha6op cooTBeTCTBYET

TY 21.20.23-620-98539446-2022

PYXo

nepartype

BbinonHun AyweHbknHa Al Mposepun Kasap

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALMI MEAHLMHCKWX H3OENHI

Cmp. 1m3 1



000 «KomnaHusa Ankop brno»
r. CaHkT-leTepbypr, XXene3HogopoXHbIin np., 4. 40, nut. A
Tenedon/dakc: (812) 611-FO-19

MACTIOPT Ne E005

Habop peareHTOB A/19 KOHTPO/IA KayecTBa aHa/n3a «KoHTpond
MagnoLIA 3ctpagnon», no TY 21.20.23-620-98539446-2022

CooTBeTCT-
BHewHwin Bug n popma  Komnnekta-  Cepus BUE KOH-
HanmeHoBaHwue peareHTa Tponu-
BbINyckKa ums peareHTa
pyemoro
napameTpa
CocTtaB Habopa
Mpo3payHble nm 1on. COOTBETCT-
KowTpons 1 MYTHble XXNAKOCTU OT (2 mm) E005 BYET
GecygerHoro A0 1n COOTBETCT-
KoHTposib 2 CBET/N0-KOPUYHEBOTO a MI'I.) EO05 BVeT
LeTa Y
MacnopT 1. : -
VHCTPYKUMSA MO NPUMEHEHWIO 1wr. - -

MapameTpbl KOHTPO/S KavecTBa

HanmeHoBaHVe KOHTPOIMPYEMOro 3HayeHue KOHTpPONunpye-

napameTpa Hopma MOro napameTpa*
KoHueHTpauma acTpagmnona B 63-117 COOTBETCTBYET
KoHTpone 1, nr/mn
KOHLEHTPaLA scTpajvona 8 210-390 COOTBETCTRYET

KoHTpone 2, nr/mn

®nakoHbl 3 M1 U3 MPO3PaYHOro
cTek/a (C 3aBMHUYMBAOLLMMUCSH
KpbILLKamW). STUKETKN U3 NIEHTI
K/1eeBoii Ha 6YMaXXHOI OCHOBe

* [laHHble aTTecTaluMu NpU COBMECTHOM MCNonb3oBaHUM ¢ MW «MagnoLIA 3cTtpagunon», cepus
Xo E005

MacnopT BblgaH «06» UoHA 2022 T.

Cpok rogHocT Habopa Ao «06» noHa 2023 .

Ycnosus XpaHeHus +2...+8 °C

Ycnosus TpaHCnopTMpoBaHua +2...+8 °C. [lonyckaeTca TpaHCNopTMpoBaHne Habopa npv Temnepatype
[0 +25 °C He 6onee 15 cyTOK, B TOM ymcne npu temnepatype +37 °C He 6onee 1 cyToK

TOJIbKO A1 ANATHOCTUKW IN VITRO

[N npogeccnoHaIbHOro NpYMeHeHus

Habop cooTBeTCTBYET

TY 21.20.23-620-98539446-2022

PY X«

¥YNakoBKa 1 MapKMPOBKa COOTBETCTBYET

BbinonHun AyweHbknHa Al

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



00O «KomnaHua Ankop bro»

r. CaHKT-TeTepbypr, XKene3HoaopoXHbIin np., A. 40, nut. A

TenetoH/dakc: (812) 677-87-79
MACIMOPT Ne E004

Habop peareHTOB A/19 KOHTPO/IA KayvecTBa aHanmn3a «KoHTpons
MagnoLIA 3ctpaguon», no TY 21.20.23-620-98539446-2022
0 1400205 Cenua NeE004 doomumooBaHume Ne 1 Konumyectso 100 LiT.

HaumeHoBaHWe peareHTa
BbiMyCKa Lms

CocTtaB Habopa
Mpo3payHble nn 5 .

KoHTposnb 1
MYTHbIE XWAKOCTWN OT (no 1mn)
6ecLIBETHOIO A0 5
KoHTposnb 2 CBET/10-KOPUYHEBOIO (o an)
LBeTa
MacnopT 1wr.
VIHCTPYKUMA MO NPUMEHEHMNIO 1wr.

MapameTpbl KOHTPONS KavecTBa

HanmeHoBaHWe KOHTPOMPYeMOro
napameTpa
KOHLUeHTpaLmsa acTpagnona B
KoHTpone 1, nr/mn
KoHUeHTpaLma acTpaamona B 210-390
KoHTpone 2, nr/mn

Hopwma

63-117

®nakoHbl 3 M1 U3 NPO3PayYHOro
cTekna (C 3aBUHYMBAIOLLMMUCS
KpbMnKamu). STUKETKN U3 NIEHTbI
KNeeBoi Ha 6yMaXKHOI OCHOBE

YnakoBKa 1 MapKMpoBKa

BHewHwuii Bua n thoopma  Komnnekra-

CootBeTcT-
BME KOH-
Tponu-
pyemoro

napametpa

Cepua
peareHTa

COOTBETCT-
BYET

E004

COOTBETCT-

E004 ByeT

3Ha4yeHVe KOHTponnpye-
MOro napameTpa*

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

* [aHHble aTTecTauMn npyv COBMECTHOM Mcnonb3oBaHUM ¢ MW «MagnoLIA 3cTtpaguon», cepus

Ko EO04
MacnopT BblgaH «03» ntoHA 2022 T.

Cpok rogHocTn Habopa Ao «03» ntoHsa 2023 T.
Ycnosus xpaHeHus +2...48 °C

YCcnoBusi TpaHCNOPTMPOBaHNA +2...+8 °C. [lonyckae'rcs TpaHCNopTUpoBaHMe Habopa npu TemnepaType
[0 +25 °C He 6onee 15 cyToK, B TOM yncne npu Temnepatype +37 °C He 60nee 1CyToK

TONbKO ANnA ANATrHOCTUKW IN VITRO
[na npodeccMoHaIbHOro NPUMEHeHNs
Habop cooTBeTCTBYET

TY 21.20.23-620-98539446-2022

PY No

BoinonHun JlyweHbknHa Al Mposepun Kasap
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000 «KomnaHnsa Ankop brno»

r. CaHKT-TeTepbypr, YXXenesHoaopoXKHbIin np., 4, 40, nut. A

TenedoH/dakc: (812) 677-87-79
MACIMOPT Ne E005

Habop peareHTOB AN15 KOHTPONA KayecTBa aHanmsa «KOHTPON
MagnoLIA 3cTpagnon», no TY 21.20.23-620-98539446-2022

HavmeHoBaHWe peareHTa
P BbIMyCKa umA

CocTtaB Habopa

Mpo3payHble nnn 5 .
KokTpone 1 MYTHbIE XXULKOCTU OT (no 1 wmn)
6ecLIBETHOIO A0
5 ¢on.
KoHTposnb 2 CBET/10-KOPUYHEBOI0
(mo 1mn)
LBeTa
Macnopt 1w
VHCTpYKUMA MO NPUMEHEHUIO lwr.

MapameTpbl KOHTPO/SI KavecTBa

HavnmeHOBaHWe KOHTPO/IMPYEMOro

Hopma
napametpa
KOoHLUeHTpauma scTpagnona B 63-117
KoHTpone 1, nr/mn
KOHLeHTpauns acTpagnona s 210-390

KoHTporne 2, nr/mn

®dnakoHbl 3 M1 U3 NPO3pavYHOro
cTekna (C 3aBUHYMBAOLLMMUCSA
KpbMnkamu). STUKETKM U3 NIEHTbI
KeeBoil Ha 6yMaXXHOW OCHOBE

YnakoBKa 1 MapK1poBKa

BHewwHuiA Bua n opma  KomnnekTa-

CooTBeTCT-
BUE KOH-
Tponu-
pyemoro
napameTpa

Cepua
peareHTa

COOTBETCT-
BYET

E005

COOTBETCT-
BYET

EO005

3Ha4yeHVe KOHTpoNunpye-
MOro napametpa*

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

* [aHHble aTTecTauun nNpu COBMECTHOM MCNonb3oBaHun ¢ MW «MagnoLIA 3cTpaguon», cepus

Ko E005
MacnopT BbLUaH «06» noHa 2022 T.

Cpok rogHocTtn Habopa A0 «06» noHa 2023 T.
Ycnosus XpaHeHusa +2...+8 ®C

YCnoBus TpaHCNoPTMPOBaHuA +2...+8 °C. [lonyckaeTcs TpaHCMOpTUpOBaHMe Habopa npu TemnepaType
[0 +25 ®CHe 6onee 15 cyTOK, B TOM ymcne npu Temnepatype +37 °C He 6onee 1 cyToK

TOMIbKO ANA ANAFHOCTUKW IN VITRO
[na npotheccnoHanbHOro NPUMeHeHNs
Habop cooTBeTCTBYET

TY 21.20.23-620-98539446-2022

PY Ne

BbinonHun AyweHbknHa ALl MNposepun Kasap
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00O «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, XXenesHoaopoxXHbIi Np., 4. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACTIOPT Ne E004

Habop peareHTOB A/19 KOHTPO/IA KayecTBa aHa/mn3a «KoHTpons
MagnoLIA 3ctpagnon», no TY 21.20.23-620-98539446-2022

CooTBeTCT-
o BUE KOH-
HanMeHOBaHMe peareHTa BHewHunin Bua n gopma  Komnnekta-  Cepud TpONM-
BbINycKa Lms peareHTa
pyemoro
napameTpa
CocTtaB Habopa
KoHTporb 1 Npo3payHble nnn 10 . £004 COOTBETCT-
MYTHbIE XWAKOCTU OT (no 1 mn) ByeT
6ecuBeTHOro 0
KoHTponb 2 CBET/10-KOPUYHEBOTO 10 . E004 COOTBETCT
(no 1mn) ByeT
LBeTa
MacnopT lwr. : :
WHCTpyKUMA MO NPUMEHEHNIO 1wr. - -

MapaMeTpbl KOHTPO/IA KayecTBa

HanMeHoBaHWEe KOHTPONMPYEMOr0 3HauyeHMe KOHTponmpye-

napameTpa Hopwa MOro napameTpa*
KOHLEHTpaLA acTpajuona 8 63-117 COOTBETCTBYET
KoHTpone 1, nr/mn
KOHLIeHTpaLuA scTpaauona 8 210-390 COOTBETCTBYET

KoHTpone 2, nr/mn

®nakoHbl 3 M U3 NPO3pPayYHoro

cTekna (C 3aB1HYMBAIOLLMMMCS
KpbILLKaMK). STUKETKN U3 NIEHTbI

KNeeBoi Ha 6yMaXKHOW OCHOBE

* [aHHble aTTecTaluMn npu COBMECTHOM ucnonb3oBaHMn ¢ MW «MagnoLIA 3ctpaguon», cepus
Ko EO04
Macnopt BbigaH «03» ntoHsA 2022 T.

Cpok rogHocTn Habopa Ao «03» ntoHs 2023 T.

Ycnosus XpaHeHus +2...+8

Ycnosus TpaHcnopTuposaHus +2...+8 °C. [lonycKaeTca TpaHCNopTUPOBaHNe Habopa npv TemnepaType
Ao +25 °C He 6onee 15 cyToK, B TOM uncne npu Temnepatype +37 °C He 60nee 1CyToK

TOJIbKO 4N1A ANATHOCTUKK 1IN VITRO

[ns npodecCMoHaIbHOrO NPUMEHEHWS

Habop cooTseTcTBYET

TY 21.20.23-620-98539446-2022

PY Ne

YnaKkoBKa ¥ MapKMpoBKa COOTBETCTBYET

BbwonHun JlyweHbkuHa Al

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



OO0 «KomnaHusa Ankop bro»
r. CaHKT-TeTepbypr, XXenesHoaopoxXHsbIii np., 4. 40, nut. A
Tenedon/dakc: (812) 611-FO-19

MACTIOPT NeEOO05

Habop peareHTOB f/19 KOHTPO/IA KadecTBa aHam3a «KoHTponu
MagnoLIA 3cTtpagmon», no TY 21.20.23-620-98539446-2022

CooTBeTCT-
o BUWE KOH-
HavmeHoBaHve peareTa BHewHu Bua n hopma  Komnnekta-  Cepus Tponu-
BbTYyCKa LS peareHTa
pyemMoro
napameTpa
CocTtaB Habopa
Mpo3payHble nnn 10 ¢pn. COOTBETCT-
KokTpons 1 MYTHbIE XWAKOCTN OT (no 1mn) E005 BYET
6ecuBeTHOro Ao
10 aon. COOTBETCT-
KoHTposnb 2 CBET/10-KOPUYHEBOI O (o 1 mn) E005 ByeT
LBeTa
MacnopT 1wr. - -
VHCTPYKUMA MO NPYMEHEHUIO 1wr. - -

MapamMeTpbl KOHTPO/S KayecTBa

HanmeHoBaHme KOHTPONMPYEMOro Hopma 3HauyeHve KOHTponupye-
napametpa MOro napamerpa*
KoHuUeHTpaums acTpagmona B
KoHTpone 1, nr/mn
KOHLEeHTpauma acTpagnona B
KoHTporne 2, nr/mn

63-117 COOTBETCTBYET

210-390 COOTBETCTBYET

®nakoHbl 3 M/ 13 MPO3PaYHOro
cTekna (C 3aBMHYMBAOLLMMMCS
KpbILLKaMM). STUKETKUN W3 NEHTBI
KNeeBoW Ha 6yMaXKHO OCHOBE

* [laHHble aTTecTauuMn npu COBMECTHOM Mcnonb3oBaHUM ¢ MW «MagnoLIA 3ctpagnon», cepus
Ne E005
MacnopT BblgaH «06» noHA 2022 T.

Cpok rogHocT Habopa Ao «06» noHs 2023 T.

YcnoBua xpaHeHna +2...+8 ®C

Ycnosus TpaHcnopTuposaHus +2...+8 °C. [JonyckaeTcs TpaHCMopTUPOBaHue Habopa Npy TemMnepaType
[0 +25 ®C He 60nee 15 cyTOK, B TOM uncne npu temnepatype +37 °C He 6onee 1cyTok

TOJIbKO ANAd ANATHOCTUKW IN VITRO

[na npoeccroHabHOro NPUMeHeHNs

Habop cooTBeTCTBYET

TY 21.20.23-620-98539446-2022

PYX2

YnakoBKa 1 MapKVpoBKa COOTBETCTBYET

BbwonHun AyweHbkuHa Al

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



MPOLIMTO, MPOHYMEPOBAHO, CKYMJIEHO MeyaTbio
)ancth

bro»
MNonbiHUEB
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S

«Kortpona MagnoLIA 3crpaanom»
JTBEPXKIAIO»
Hit THpEKTOD
" xop bao»
sEnes LT,
2022 r.
HHCTPYKLIUA 110 ITPUMEHEHHIO

MeaunuACKOro H3ACAHA A8 AHATHOCTHKH in vitro
«HaGop peareHToB A1 KOHTPOJIN KAYMECTBA ARAJIH3N
«Konrpoan MagnoLIA Jcrpaauon», no TY 21.20.23-620-98539446-2022»

1. HAIHAMEHME

1.1, «<Habop pearenTOB M1 KOHTPO/A KadecTsa anamm3a «Koxtpomu MagnollA 3crpaguony, no TY
21.20.23-620-98539446-2022» (manee «Komtporm MagnoLIA Ocrpammon») npeanasHade” s
NOATBEPRACHAA UPABHALHOCTH AHANM3A NpPH KOJHYCCTBCHHOM ONPCAC/ICHHM ICTPAHONA B CHIBOPOTKE M
nAASMe KPOBH (THTHEBAX CONb remapuHa, xamienas comb JITA (K23/TA, KsD/ITA))! uenonexa MeromoM
XCMHIIOMMHCCICHTHONO HMMYHOAHANN3A HA [APDAMATHATHRIX MHKDOYACTHIAX C HCHONb3OBAHHEM
ABTOMATHICCKOr0 aHamuzaTopa «MagnoLIA».

Habop «Kontpomt MagnoLIA Scrpamiton» NpAMEHNCTCS COBMECTHO ¢ MERHUIMHECKHMH M3ACHHAMHA
(nanee M) «MagnolLIA Dcrpammon» n «KamrGparops: MagnoLIA 3crpamony.

1.2. IMoarsepxacHEe NPaBMIBHOCTH AHANWIA IpH Mcnoan3oBaHuH HaGopa «Kontpoms MagnoLIA
ScTpamiony JOMEKHO BLTIONHATECS B KaxI0# ananuTuacckol ceccun, Ilpa npoaorsuTebHOCTR ceccun Gonee
CYTOK, Onpeie/ieHHe KOHUEHTPAMA KORTpoae! KOMKHO GKITH MPOBEASHO MOBTOPHO 10 HCTEYeHHH 24 4acoB
or Hauana ceccuu. IloATBepkACHHE MPABUNBHOCTH AHANM3A BENIONHACTCS KAK  PYTHHHHIN
BHYTpUIAOGOpaTOPHLIE KOETPONE KAYeCTsa, U, eCH PE3YNLTAT aHATH3A XOTH OH 0ZHOro KOHTPOAS H3 HaGopa
«KorTpomz MagnoLIA OcTpamson» BEXOAHT 38 NpeEACiHl YCTARHOBICHHOTO MHANA3OHA, HA0OP OCHOBHEIX
pearenToB «MagnoLIA Dcrtpamuon» momken OHTH 3aHOBO OTKAMHOpOBaH C WMCTONE30BAHMEM HaGopa

«KanuGparoprt MagnoLIA Jctpammonn.
1.3. Qdyaxmmonarsaoe masHascare MU «MagnoLIA 3cTpaguon» npH cOBMECTHOM NPHMCHEHHH ¢

MM «KamabSparopst MagnoLIA Octpammon» w/mne «Kontponn MagnoLIA 3erpamsony — KOTHYSCTBEHHOS
OIpPEACCHAE CTPAAHONME B CRIBOPOTKE H ILTA3ME KPOBH HEJIOBEKA NMPH OlleHKe HYRKIHOHANLBOTO COCTOSHAA

I3XBHBANCHTHOCTS OOPAILOD CHIBOPOTKM H MAAIMB XPOBH HEOBEKA, COACPRAMEH SHTHKOATYANHTM (THTHERAS COAbL remapHMa,
xuimesan coms IATA (KaDATA, KsDHATA)), noarsepxacHa Ha 25 ofpasuax kmxaoro Bajs AHTHKOATYIAKTA ¢ PasHMMM
KOHIISHTPALMAMM SCTPAAEOAS B AHANANE NPH BCIONLI0BARRH Habopa «MagnoLIA Scrpaauony,

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



orTponu MagnoLIA Jcrpammon»

SIYHUKOB, NPH BLINBJICHHM NpPHYHH HApYIICHHA MEHCTPY&ILHOIO LMKIA, NPH AMarHoctuke Gecruiomus u
HEIOCTATOYHOCTH (PYHKUHUM NOJIOBBIX XKeJle3, IPH NMOAO03PEHHH Ha 3CTPOreHNPOXYUHPYIOUIHE OMyXOJIH.

14. OQO6nacts npumMeHeHns Habopa — KIHHKHYecKas JabopaTopHas AMarHOCTHKA.

1.5. Halop npeana3HadueH TONBKO U QUATHOCTHKH in vitro, s npopecCHOHAILHOTO MPUMEHEHHS
IEPCOHANIOM, HMEIOIMNM KBATH(HKALMIO IUIA BAIMOJHEHHS AMArHOCTHYECKMX HWCCICZOBAHUM in vitro B
pesyibTaTe cnemmantbHoro obpasoBaHus M oOydeHusa. MccrnenoBaHHS MOTyT BBINOJIHATH CHELHATHCTHL HE
MoJioxe 18 neT ¢ BRICIIHM ¥ CPEAHHM MEAHMLMHCKUM, GHONOrHYeCKHM WIH HHBIM 06pazoBannen (Bpad KJIJ],
6uosnor, MemMIMHCKKYA TEXHOOT).

Uccnenosanusa mpoBOAAT B KIMHHKO-AHAarHOCTHUECKHX JlaGopaTopusx, o6iacTHBIX, TOPOACKHX HIIH
paltOHHBIX, NOCYAaPCTBEHHBIX WIIH YacTHBIX GopHMIAxX 1 apyrux JITY.

1.6. Ha6op «Kontponu MagnoLIA Dctpaauon» He HMEET MPOTHBONOKAa3aHHii K IPHMEHCHHIO.

1.7. Habop npeamasHadeH i obcnenoBaHMs BCEX Ipynn HacejieHHEA moboro Bo3pacta 6e3
rpajalus no aeMorpadH4ecKoMy Wi NOMY/IAIHOHHOMY NPH3HAKY.

2. XAPAKTEPHUCTHKA HABOPA

2.1, Ilpunuun aelicreas

Ha6op «Konrpomn MagnoLIA Octpagnon» npencraBnser coGoff KOMIUIEKT H3 IBYX KOHTPOJIBHBIX
CBIBOPOTOK, COJICpXallMX H3BECTHRIC KOJIH4ECTBa 3cTpaanoia B caoxnoit Marpuue ('OCT P 53133.3-2008) u
aTTeCTOBAHHEIX 10 BHYTPEHHEH METOJTHKE IPEAIPHATHA?.

Ilpn BemonHenun TecToB «MagnoLIA Ocrpaguon» Ha 6OpTy aBTOMATHYECKOro aHalMHM3aTopa
«MagnoLIA» Heo6xoauMo NOATBEPKAATh BATHAHOCTD MOTydaeMbIX H3MepeHEH. KonutiecTBeHHOE H3MEpEHHE
KOHLCHTpalMH 3CTPaaHoia B KOHTposiX Habopa «KonTpomn MagnoLIA Dcrpaguon» no3ponser OLCHHBATD
NPaBIWILHOCTh H BOCIIPOM3BOJMMOCTD PE3Y/ILTAaTOB KOJMYCCTBEHHBIX JIaGOpaTOpHBIX HCCNEAOBaHWHA ITOroO
aHanMTa B 06pa3nax CHIBOPOTKH H IUTa3Mbl KPOBH HAlACHTOB.

IIpn ofpameHHn ¢ KOHTPOJAMH KaK C HCCICAYCMhIMH 00paslaMH, NMOJydeHHbIC B aHATHTHYCCKOR
CECCHH pe3y/IbTaThl CPABHHBAIOTCA C NONYCTHMBIMH AHANa3’OHaMH ONpeEleicHHA 3HAYCHHI KOHIECHTpaLHH
3CTpajiHoia, YKa3aHHbLIMH B nacnopre K HaGopy H 3aKOAMpOBaHBIMHM INTPHX-KOXOM Ha Kopobke Habopa
peareHToB. Ecii pe3yneraT aHann3a xota Ol oqHoro KoHTposs 13 Habopa «Kortporm MagnoLIA Octpammon»
BBIXOQHUT 3a NMpeleibl YCTAHOBJCHHOIO aManasoHa, Habop OCHOBHEIX peareHToB «MagnoLIA Jcrpammon»
IOomKeH ObITh 3aHOBO OTKaIMOpoBaH ¢ ucnoib3oBaHHeM Habopa «KanuGparopni MagnoLIA Jcrpagmon».
3arem ciesyeT NOBTOPHTD aHAIN3, HCNOb3YA HOBhIE &JIHKBOTHI HCCIIENYEMBIX 06pa3iioB.

Bapuaumsa pe3ynbTaToB, MONYYEHHBIX IIPH HCCIENOBAHMHM KOHLECHTPALHM 3CTPagHoNIia B KOHTPOJIAX
Habopa «Kontpomu MagnoLIA Ocrtpamuon» MeTONOM XEMH/IOMHHECLEHTHOrO HMMYHOAaHAaIH3a Ha
napaMarHHTHBIX MHKPOYACTHIIaX C HCIOJIb30BAHMEM ABTOMAaTHYECKOro aHamm3aTopa «MagnoLIAy, nono6xa
pe3ybTaTam, Noy4aeMbIM PH HCCAEAOBAHUAX ITHMH METOAAMH 4e/IOBEUECKOH CBIBOPOTKH H ITa3Mbl KPOBH
YeJI0BeKa.

2.2. CocTaB H KoMniexTanns HaGopa

B cocras Habopa «Konrpom MagnoLIA Jctpamion» BXOAAT CAEAYIOUMHE KOMIIOHCHTEI:

- KOHTpOJIbHaA CLIBOPOTKa Ne 1 Ha OCHOBE CEIBOPOTKH KPOBH XHBOTHBIX C KOHCEPBaHTOM, COAcpammas
H3BECTHOE KOJIMYIECTBO CTPafHoia (ROMyCTHMBIN JHANAa30H ONpEAcIcHUS 3HAYCHUSA KOHLECHTPAlMH YKa3aH B
nacmnopTe W 3aKOAMpOBAaH INTPHX-KOAOM Ha KopoOke HaGopa peareHtoB). XKuaxocts, 1 ma, 1, 5 mwm 10
¢naxonos®, Mapkuposana «KouTposs 1»;

- KOHTpOJIbHAA CRIBOPOTKa Ne 2 Ha OCHOBE CHIBOPOTKH KPOBH XHBOTHBIX C KOHCEPBAHTOM, CoOAepxatnas
H3BECTHOE KOJ/IMYECTBO 3CTpaaHosia (ONyCTHMBI JHana3oH ONpee/eHHs 3HAYCHHA KOHLCHTPAlMH yKa3aH B

2Qcnosana Ha TOCT 53133.3-2008, 53133.1-2008, TOCTP UCO 5725-2-2002, FOCT ISO 17511-2011.

raGaputHsle pasMephl ¢prnakoHa (IB): 16,25mMm x 36,0 Mm; kpuinku (JIB): 16,2MMx12,5MM.
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OpTe K 3aKOZMPOBAH INTPUX-KOAOM Ha KOpoOke HaGopa pearcuros). Xmaxocrs, 1 mu, 1, 5 wm 10
¢naxonos®, Mapkuposana «KorTpos 2».
Kaxnuii ¢naxoH, cogepxamutt Kortposs 1 m KorTpons 2, paccuuran Ha 20 onpeaeneHmit npu

NOCTaHOBKC B MOHOIUIHKATAX.

Tabmaua 1
BapmasT Haspauue KOMIIOHEHTa
ncnx?rnﬁm, Bremnuit Bug koMmoneHTa Ko 1 | Ko 2
1002 Ipospaunas WM MyTHAS KHAKOCTE OT GeCIBETHOTO
1 01 JO CBETIO-KOPHYHEBOTO IBETA 1 mr. 1.
ITpospavHas WM MyTHAS KHIKOCTD OT GeCUBETHOTO
1400205 2O CBETIIO-KODHYEEBOTO S mr. S m.
TIpospavunas HITH MyTHAS KHIKOCTS 0T GecuipeTHOrO
1400210 RO CBETNO-KOPHIHEBOTO LBETA 10w, 10 mr.

B xommnext nocraski Habopa «Kontpomu MagnoLIA Octpazmon» sxoasr: maGop pearcHTOB,
HHCTPYKIMA [0 IPHMCHCHHIO, BACTIOPT.

3. MEPH IIPEAOCTOPOXHOCTH

3.1. lTorennuamaLIt pHCK mpuMeHenus Habopa — kmace 2a (cornmacuHo Ilpuxasy Mummcrepcrsa
aapasooxpanenus PO Nedn ot 06.06.2012 r.).

3.2, Bce xoMnoHeRTH Habopa B HCTIONE3YEMBIX KOHICHTPAIMAX SRAMOTCH HETOKCHIHLIMHA.

33.1lpn pabore ¢ mHabopom cnemyer cofmopars TpeGopamma I'OCT P 52905-2007 =
CanllInH 3.3686-21.

3.4. lomyckats Kk pabore ¢ HaGOPOM TONBKO CemEansHO 00YUeHHER ICPCOHAT.

3.5. Ilepen mauaoM pafoOTH OSHAKOMHTHCH ¢ HHCTpYKIHCH H NpHMCHATL HaGop cTporo no
Ha3HAYCHHIO.

3.6.Tlpu paGore ¢ HAGOpOM CleAyeT HCHONB3OBATH cCHCNOACANy (MemmmmHCKnii XanaT WM
KOMOHHC30H, WANOYKY) H CPEACTBA MHAMBMAYANBHOM 3AIMMTH (MAcKy, 3aIMTHHIC OYKH, OJHOPA30BLIC
PE3HHOBLIC WK IVIACTHKORSIE NIEPUATKH, Pa3peINeHHLIC X NPIMEHEHHIO Ra TeppATOpHHE PO).

3.7. Baamanme! B cocras KOMIOHEHTOB Rabopa BXOANT KOHCEpBAHT B KORNCHTpanuK Mcaee 0,05%,
40 gBnsercs GesonmacHEd Ane wenoBexa. IIpH HCHONB3OBAHHM 1O HASHAYCHMIO B COOMIONCHMH Mep
OPEAOCTOPOXHOCTR KOHTAKT C OPraHU3MOM YeIOBeKa HCKMoueH. IIpH apapuilHEIX CHTyauHsX BOIMOXHO
paIApakeHne KOKN H CIM3UCTOH 050104KH 7183 Y YYBCTBUTEABHAIX JIl, ITpH KOHTAKTE MPOMEITE HOpaXCHHOE
MECTO BOZOM B 06paTHTECS 33 MeAMLMHCKO] oONOIIEIO.

38. Xmmmzecxas nocysa u 0SopyAOBaHHE, KOTOPHIC HCTIONL3YIOTCH B paboTe ¢ HaGOPOM, NOMKHML
GHITH COOTBETCTBYIOMMM 06Pa3oM MapPKHPOBAHK ¥ XPAHHTHCH OTASILHO,

3.9, [Jax ofpalorkr mocyan u 06opynoBaHHA peKOMEHAYETCA HCROJBIOBATH ACIMHGHIMpYIOMMe
CPEACTRA, HITOTOBJCHHAE HA OCHOBE TPETHUHBIX AMHHOB, NETBEPTHIHBIX AMMORHEBLIX coeaunenuit (MAC)
HIH CNHPTOB M paspeieHHHE X NpuMeHeHu1o Ha Teppuropu PQ. Hcnonssosamme aesmRGAIEpPYIOMBX
CPEACTE Ha OCHOBE AKTHBHOIO KMCJIOPOAA M XNOPA BO3MOXKHO JNMINEL HA MPEACTCPHAH3ALHOHHOM 3Tane, ¢
MOCYICAYIOMEH TepMIISCKO#H crepum3alinedi.

3.10. 3anpemaeTca npUEM IHINH, ACHONE30BAHAE KOCMCTHIECKHX CPC/ICTB H KYPCHHEC B NIOMEIICHHAX,
npeAna‘HaYeRHBIX 1N paGoTH ¢ BabopoM,

3.11. V6upars m fac3uRAUMPOBaTh palmMTHe ofpasmbl HAH KOMIOHEHTH Halopa, HCMONb3YS
JAe3uBHIMpPYIOmHEE CpeACTEa B COOTBeTCTBHE MY 287-113.

3.12. Vaanats HeucnonLb3oBaHHHE peakTHBH Hafopa B COOTBETCTBHM ¢  TpeGoBaMmAMH
CanlluH 2.1.3684-21.
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3.13. Ilocne WCHONB30BAHHA BCS KONTOHERTH HabOpa, OOpasubl, KOHTPONBHEEC NATEPHANH,
PACXOMHEIC MATEPHATH R JPYTHE PeareHTH, KOTOpHE KOHTAKTHPOBAIH ¢ ofpasuamu Bo Bpens o6paboTxm,
XpaHeHHs BN SHAMH33 (B TOM 9HC/C: NCPYATKH, HAKOHCYHHKH H T.J.) ROKHE COOHpaThCA OTACTLHO H
CTEPIIH3OBATECE B ABTOKIABE ¢ mocieAyiomed yramasamuesi 8 coorsercTeuE ¢ TpefosaHmaMu CarllxH
2.1.3684-2]1. BmecTo aBTOXIABHPOBAHHA OTXOAH MOIYT OLITH CTCPWIM3OBARL RE3HHPALEPYIOUIAM
CPCACTBOM, DOCJC YTHIN3HPOBAHK B COOTBETCTBIM ¢ TpeGopanAanu CanlInH 2.1.3684-21.

3.14. He ucnoms3osars Habop N BCTEICHAR CPOKA FTOSHOCTH.

4. OBOPYJIOBAHHE H MATEPHAJIbLI, HEOBXOAMMBIE A IPOBEJAEHHA
AHAJIM3A

- ¢AHANMWIATOP ABPTOMATHYCCKMN WMMYHOXHUMHYECKHN xemumoMmuHecHentHuit «MagnoLlA» ¢
npuHaaneasocramu mo CHAB 421457.002 TY («MagnoLIA») (mpoussomurens OO0 «Komnanus Asxop
Buo», Poccns, PY NeP3H 2019/9282);

- «Habop peareHTOR UL KOJIRIECTBEHHOTO HMMYHOXEMHMOMHHECICHTHOTO ONPEACACHHES SCTPAHONA
«MagnoLIA Ocrpamion», mo TY 21.20.23-618-98539446-2022» (mponssoaurens QOO0 «Koumanns Anxop
Buo», Poccusg, kar. Ne 1400001, 1400002);

- «Ha6op pearenTos ana kamuGposkn «KamuGparopn MagnoLIA Sctpammon», no TY 21.20.23-619-
98539446-2022» (mpon3ssomures OO0 «KoMmanua Anxop buo», Poccns, kat. Ne 1400101, 1400105);

- Bono-coneBoft pacTBOp IS NPOMBIBKH PeakiHOHHEIX kioeer MagnoLIA «Bydep Wln
(nponssoaurens Q00 «Kounaaus Anxop Bron, Poccus, kat. Ne0000405);

- O1penbaBe XanaT, manodka, o0yBb B OZHOPA3OBLIC IEPUATKH, PaspCOICHHHC K NPAMCHCHHAIO Ha
TepprTopax PO (amu cooreercTayronme 'OCT P 52239-2004).

5. ODPOBEJEHHE ITPOLIEXYPHI BATHAAITUH AHAJTH3IA

Onucexnad B JarHOH HECTpYXIEE HHOOPMAIME COACPART o0IMe CRCACHAL 0 NOPAIKC MPOBCICHHN
TpoleAyYPH BANHAAUMH aHanuia, Jns nomydeHrs AeramsHod HEGQOpMaMHM nepes HAYANIOM PpaboTH
O3HAKOMETCCH C PYKOBOACTBOM 110 SKCIUTyaTauH aHanu3aropa «MagnoLIA».

5.1. IloaroToBKa pearenToB

§.1.1, Bxmouure aBTOMaTHueckuit anamusatop «MagnoLIA » cornacHo pykoBOACTBY IO IKCILTYATAIHH.

5.1.2. KOHTpO/IH FOTOBH K HCNONL30BAHMIO.

DnaxoHH ¢ KOHTPONSMH HEOOXOMMMO BRICPXATH MPH KOMHEATHON TeMmepaType He Menee 30 MHRYT
A0 HAZANA aHATHTHYCCKON ceccHu,

5.13. Ilepememare conepkuMoe ¢uakoHOB, maberas neHooOpasopaHHA. OTKPHTS GnaxkoHH H
NOJIOXHATD KPLINIKH NCPEBEPHYTEIMH Ha CYXYI0 OBEPXHOCTE,

$.1.4. HaGop «Kontponu MagnolLIA Jcrpasuon» pasMecTHTE B INTATHBAX, NPEAHA3HAYECHHKX g
KanmHGpaTopoB B KOHTpONCR.

S.1.5.1lepen 3arpyskoit peareHToB, HEOOXOMUMEIX M4 NPOBCACHHA QHANH3A, B COOTBCTICTBYIOLIHE
610XH aHANM3ATOPA NPOBCPHTH BCE PACTBOPH HA OTCYTCTBHE MY3HIPHKOB BO3AYXA. YAQIHTH My3HIPEKH HO
NPOBCACHHS AHANN3A JICTKHM NOKAUMBAHNEM, HE JONMYCKak NeHoo0pa3zoBaHkA.

S.1.6.ITepen sarpyskoli xaptpumxa «MagnoLIA Ocrpammon» » Onok peareHToB HCOOXOAEMO
MPCABAPUTEIIEHO YOCAHTHCE, 9YTO NAPAMATHATHEIC MHKPOYACTHIE HAXOAATCE B PECYCHCHAMPOBAHHOM
COCTOSHHH, & CAMA CyCTICH3HS roMorenna. Ecm MukpouacTams ne pecycnenaupyiores, HE HCTIOJIB3YATE
HABOP 1 ofparerech X MECTHOMY BpeAcTaBuTeNo mpomssoaureis. Jiis momydcHEs Gonee noapobHOR
nEdopManvy ofpaTuTech K HHCTPYKIIUH 110 npuMeHermo Habopa «MagnoLIA Dcrpamaony.

§.1.7.3arpy3uTe NOATOTORNCHHBS PeareHTH H NMPHHANICAHOCTA Ha 6opT aHamasaropa «MagnoLIA»
COTJIACHO PYKOBOACTRY IO SKCILIYATALIUE.
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5.1.8. 3arpy3uTe qaHHEIE O peareHTax B IaMsTh aBTOMaTHYECKOro aHanu3aTopa «MagnoLIA» cornacro
OBOJICTBY IO KCILTyaTalLlHH.

5.2. KoHTpoab kadecTBa aHAIH3A

Anammsatop «MagnoLIA» MOXeT OCYWIECTBAATh MpPOUEAYPY BalIHJAUMH aHAIN3A B OTHCILHO
BRUICJICHHON CECCHH WIM OXHOBPEMEHHO ¢ oOpasliaMu B paMKax OmHOM aHatuTHYecKoH ceccun. KoHTpomb
KA4YeCTBa QHAIN3a BBINOJHACTCA Mpexae MoOhIX Ha3HaUYEHHBIX TECTOB HE3aBHCHMO OT MOMCHTA pa3MEIEHUA
Habopa KoHTpoeit Ha 6opTy.

BHUMAHHE!

KomnonenTs Ha6opa «KoHTpoiu MagnoLIA Ocrpaanon» He JOMKHB HAXOAUTHCA Ha GopTy mpubopa
Gonee S yacos, CyMMapHO B ABAALATH CECCHAX, HEOOXOAUMO YYHTHIBATh 3TO NMPH BLINONHEHHH NPOLEAYpPhI
BaTHIAUMH OJHOBPEMEHHO C o6pa3siiaMu B paMKax OHON aHAIMTHYECKOH CECCHH. PexoMeHTyeTcd BRIrpyXaThb
IITATHBB C KOHTPOJIAMHM MO MCTCYEHHH MHHMUMAQILHOTO BPEMEHH C MOMEHTa 3aBEDIICHHS pacKanbIBaHHA
COZIEP>)KHMOr0 Bcex (r1akoHOB KaTHGpaTopoB ¥ KOHTPOEH.

Ana npedomepawienun ucnapenun 3cudKocmu cpazy nocae ucnonb306aHus Gaakonst Heobxodumo
3GKpHIMb KPHIUIKAMU 6 COOMEEMCMEUN C UX MAPKUPOBKOU, NOMeEcCmums 6 YnaKkoeKy npeonpusmus-
U320moeumenn 6 6epmuKanbHOM noaodceHuu u obecneyums xpanenue npu memnepamype om + 2 do + 8
°C 6 X0M00UNBHBIX KaMepax WIU 6 XONOOUNbHUKAX, 00ecneuusalou(ux peiamesmuposaniblii
memnepamypHuii pexcum.

5.2.1.Ins nobGaBneHns paHHBIX 0 HOBO# cepuH (Jote) Habopa «Konrpomu MagnoLIA Dcrpanuon»
nepefinure B Merio KOHTPOJIH.

Haxovmre xnonky JJOBABUTL - HOBAIH KOHTPOJIb.

B oTKphIBIIEMCS OKHE 3aNOJIHUTE MyCThie rpadbl BpYYHYIO AaHHBIMH, COAEPXKAUIHMHCA B NAcMopre,
60 nyTeM CYMTHIBAHAA IITPHX-KOZA CO BTOPUYHOM ynakoBKH (KOpoOKH) H3eus.

I coxpaHCHHS MaHHBEIX O Habope ONHOKDATHO INCIKHHTE JEBOH KHOMKOM MHINM MO 3HAYKY
ITPHUMEHHTH (8 cmydae HeoOXOANMOCTH NMPOAOMKHUTH paboTy B JaHHOM OkHe) WiH 3Hauxy 'OTOBO (ans
COXpaHEHHSA NAHHbIX ¥ 3aKPLITHA OKHA).

5.2.2. ina 3anycka B pabotry HOBOI'O KOHTPOQJIA, nepeitnure B Merio KOHTPOIJIH.

B MeH10 oTKpOeTcs Tabnula, rie B CTPOKax cleBa 0ToOpaxaloTcs JOCTYNHBIE KOHTPOJH, B CTONOHax
CBEpXy — Ha3BaHHA TecTOB. KUIMKHHTE OJHOKpaTHO Mo sueftke, Haxoasuelica Ha mepeceyeHHH TpebyeMux
CTPOKH (KOHTPOJIb) K cTon0Na (TecT). B BHGpanHo# sueiike noaBuTcs 0603HageHne «X».

BHUMAHHE!

Habop «KonTposm MagnoLIA JcTtpaanon» NpUMEHAETCS TOIBKO JUIA NOATBEPXKACHHA IPAaBHILHOCTH
pesynbraToB aHam3a «MagnoLIA Dctpagnon». OGparuTe BHHMaHHE Ha TO, YTO HACHTH(HKAHMSA aHAIATA B
CTPOKE KOHTpOJB M B cTON01E TecT RomkHK coBnanath (ACTP-OCTP/ E2-E2).

KonTpons, oTo6paxaeMulit B Tab/uie CHHHM LBETOM, MOXET OBITh 3aITyIIcH.

§.2.3.3anycTHTe aHANMTHYECKYIO CECCHIO aBTOMaTH4yeckoro aHamusaropa «MagnoLIA» cornmacho
PYKOBOJACTBY MO KCILTyaTallMH.

§.2.4.TlporpaMma mpHGopa NO3BOJNAET ABTOMAaTHYECKH BRIIONHHTL BCC CTanMA aHamm3a Oe3
BMEIIATEILCTBA MO/Ib30BATENS.

53. Pesyabrarni

ITo oxoxuanuu aHaMTHYEeCKOH ceccuu nepeitaute B MeHio KOHTPOJIU. Haxvute kHonky B APXHUB
KK. Haxxmuure xnonky PE3VJIbTATHI.

Jina BRIBOAA Ha 3KpaH KOHTPOJBLHOM KapThl B OTKPLIBIIEMCS OKHE NOC/IEIOBATENHHO BHIGEpHTE THIN
TECTa, THII KOHTPOJIA K CEpHIO (110T) KOHTpoA. 3ateM Haxkmute kHonky [TPOCMOTP.
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6. TPAHCIIQPTHPOBAHHE H XPAHEHHE

6.1. TpascnopruposanHc HaGOpOB ClEAyeT NPOHIBOAHTH BCEMH BHAAMH XPHITOTO TPaHCIOpTa OpH
reMneparype oT + 2 xo + 8 °C.

6.2. Tpancnoprrpobanve m3femali npH Temneparype oT + 2 jo + 8 °C A0KHO NPOU3IBONATECA B
CMKOCTEX HIM NPH NOMONIA XOJOMHABLHBLIX YCTAHOBOK, O0ECTICYMBAIOIMX PCTIAMCHTHPOBAHHELHN
TCMIECPATYPHEIR pexuM,

6.3. Jlomycxaerca TpaHCHOPTHPOBaHHE HaGOPOB Ipu TeMnepatype Ao + 25 °C re Goitee 15 cyrok, B
TOM wHcHe npH Temmeparype + 37 °C ne Gonee 1 cyTok.

6.4. HaGophi, TpaHCHOPTHPORAHHBIC C HAPYIWIEHHEM TEMIICPATYPHOTO PEXKHMA, NPHAMCHCHHIO HE
NONNCKAT.

6.5. Cpox rogrocTu Eabopos — 12 Mecanes OT AATH NPOH3BOACTEA.

6.6. Xpanenue HaGOpOB AODKHO NPOBOAMTECA B YNAKOBKE NPEANPHATHA-HITOTOBHTC/IA IpH
TeMneparype or + 2 A0 + 8 °C B TeueHMe BCEro CpOKa IOJHOCTH B XONOAMALHLIX KaMEpax WIH B
XONOAANLHEXAX, 00CCTICTHBAIONTHX PETIaAMCHTHPOBAHELIN TEMICPATYPHRIH PEXHM.

6.7. HalopH ¢ BcTeximaM ¢pOKOM TOHOCTH NPHMEHEHHIO HE OJUICHKAT.

68. Ilpa apofHOM HCIONB3OBAHMH KOMIOHCHTH Ha(Opa XpaHATCE B YNAKOBKE NPEHIIPHATHS-
H3TOTOBHTEJIA B BEPTHXANLHOM NONOXKCHMH MPH TeMnepatype oT + 2 1o + 8 °C B X0N0AMNLHEIX KaMepax WK
B XOJIO/IAIBHYKAX, 00SCTIeTHBAIONIHX periaMeHTHPOBAHHEI TEMICPATYpHEI peXuNM, B TeYcHre | Mecana co
JoS BCKPRITAS NEpBITHOH YIaKoBKH. KOMIOHEHTR! He AOMKHK HAXO/MTECH Ba Gopry mprGopa Gonee 5 yacos,
CYMMapHO B Apaxuatd ceccHsX. Ifocne mcnmonklopanus (UIAKOHE BCOOXOAMMO 3AKpPHITH KPHLINKAMH H
obecneunts pernanenTHPOBARELUA PEXHM XpaHeRN.

7. TAPAHTHHHBIE OFA3ATEILCTBA
Taparmaiitasil cpox rogrocTr Rabopa 12 Mecanes ot AaTh! npon3soAcTea. Habop npeanasHaten ana
OHOKPATHOIO NPHMEHEHHAS H HE NIOUICXKT PEMOHTY R 00CITy RHBAHHIO.

8. BE3ONIACHAA YTHIM3AIIMS
Ilpu Hcnoms3oBaEAM Habopa o0pasyloTcs OTXOAM KmaccoB A M B, KOTOphie yTHNH3HDYIOTCS B
coorsercTBrn ¢ CanlTuH 2.1.3684-21 mw MY 287-113. (Tabnuna 2).

Tabmana 2
Omxomm Kinace OnacHOCTH
Bropuwumas '
(rpynmosas) Kopo6ka u3 MOHOKapTOHA
YTaKkoBka Orxons Knacca A
OKCIUTYaTAHOHHA HECTpyXmHS N0 NPHMEHSHHIO
AOKYMCHTAIHS ITaciropr
Bce xoMnonenTs! Habopa, KOATPOJILHEIE
MATCPHAIH, PACXOAHEIE MATEPHANE B PEAreHTH,
Jpyrue xoMnonenTH! KOTOPAIE KOHTAKTHPOBANH ¢ 00pasLaMu BO BpeMa
o5paboTKH, XpARCHHS WITH AHATH3A
Tlepauunas ynagosxa DraroHH, COXCPXABIIIC PACTBOPH KOHTpONEH Orxonet xnacca b
He ucnonp3osaHBse
KOMIIOHEHTH ¢
FCTEXIIHM CPOKOM OnaxoHK, CORCPRAUME PACTBOPLI KOHTpONEH
TOJTHOCTH

9, HHO®OPMAIMA O NIPOU3BOAUTEJIE

TTo Bonpocan kauectsa MU «HaGop pearcEToB At KOHTpons kauecTsa aHanisa «Kontpomu MagnoLIA
Sctpaaron», 1o TY 21.20.23-620-98539446-2022» ofpamarsea B 000 «Kommanns Amkop Bruo» no anpecy:

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MagnoLLIA Ocrpamson»

148, r. Canxr-ITerepSypr, XKenesnogopoxmeii npocnext, A. 40, ymr. A, Ten/darc: 8(812) 677-8779,
edon «ropaeit manun»: §-800-234-37-79,

10. CHMBOJIbI, HCTIOJNB3YEMBIE HA 9THKETKAX
Meauuancxoe nigenme A8 V ConepaaMoro AOCTATOUHO AR
ARArHOCTHXH in vitro TIPOBE/ICHUA 1 TCCTOB
Howmep no xaranory & Octopoxsao!
LOT Koa naprus (HoMep cepun) Hcnoms3obats A0
ad HarotosnTens _I‘ Ipenen Temneparypu
d Jlata H3roTORNCHNBS & Buonoruyeckuts puck
3 OGpaturech k KHCTPYKOHH IO
NPHMEHEHHIO

Huctpyxuus paspaborana B cooraerceau ¢ TY 21.20.23-620-98539446-2022.
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