PETMCTPALUVMOHHOE YAOCTOBEPEHUE

HA MEAVNUNHCKOE N3AEJTNE
ot 03 aBrycta 2023 roga Ne P3H 2023/20733

_ Ha megununHckoe nsgenve

! JKCnpecc-TeCT MIMMYHOXPOMATOrpauyecKunii /i Ka4eCTBEHHOIO in Vitro ;
06HapyxeHus aHTuTen 1gG u/unun IgM K Bupycy renatuta A B Lie/IbHOW KPOBM, ;
CbIBOPOTKe uniu nnasme yenoseka "AHTUHAYCM-UMBUAH-NXA™
noTY 21.20.23-003-39271034-2022

HacTosLLee perncTpaLMoHHOe y0CTOBEPEHNE BblgaHO

O6LLECTBO C OrpaHUYeHHON OTBETCTBEHHOCTbLIO "MIMBUAH"

(OO0 * UMBUMAH ), Poccus,

630554, HoBocubumpckasn obnactb, M. p-H HoBocnbupckumia, ¢.n. bapblLeBcKuin

CeNbCOBET, C. bapbIweBo, yn. JleHVHa, 34. 247, K. 4, nomewy,. 1

lNpoun3soguTens

OO6LLIECTBO C OrpaHNYeHHON OTBETCTBEHHOCTLIO "IMBUAH”

(OO0 "MMBUWAH™), Poccus,

6305549 HoBocmbupckas o6nacTb, M. p-H HoBocmMbmnpckumia, ¢.n. bapbilweBcKuii

CeNbCoBET, C. bapbiweso, yn. JIeHVHa, 34. 247, K. 4, nomeLy. 1

MecTo npon3BoACTBa MeAMLNHCKOro U3aenus >,

000 "MMBWAH", Poccus, 630554, HoBocubupckasa 06nacTb, p-H HoBOCMOUPCKIUIA,

MO BapbILeBCKNIA CeNbCoBET, €. bapbIweBo, yn. JIeHUHa, 4. 247, K. 4, nomeLd,. Ne 1, ]
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24, Ne 25, Ne 26, Ne 27, Ne 30, Ne 33, Ne 34, Ne 35, Ne 36 - pacrnonioxxeHHble HaT-om

aTaxke 34. M Ne 1, Ne 2, No 3, Ne 4, Ne 5, Ne 6, Ne 7, Ne 8, Ne 9, Ne 10 - pacnosnio>xeHHble

Ha 2-0M 3Taxke 3[. ]

Homep perucTpaynoHHoro gocke Ne PA1-55194/19702 ot 17.03.2023 : i

Knacc noTeHunansHOro pucka npUMeHeHUs MeLUUMHCKOro nsgenns 3 C

Koz ObLiepoccuritckoro KnaccumkaTopa npogyKuum rno Buam 3KOHOMUYECKOM
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PykoBognTens deaepasibHON CryXobl
no HaA30py B cepe 34paBoOXpaHeHUs CawmolinoBa
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PLYIEPASTBHASA CITY)KBA no HAZSOPY B COEPE 3PABOOXPAHEHUS
Y. Y- - J1 IPOC3[PABHA/3OP)

MPUNOXEHWE

K PETUCTPALVOHHOMY Y1OCTOBEPEHWIO
HA MENLVHCKOE N3AENUNE

ot 03 aBrycta 2023 roga  jy,, p34 2023/20733
Jlnet 1

Ha megnupmHckoe vsgenve

DKCMpecc-TeCT MMMYHOXPOMaTOrpayecKunii 419 Ka4eCTBEHHOT O in Vitro
06Hapy>eHust aHTuTen 1gG u/mnn IgM K Brupycy renatmta A B LIe/IbHOM KPOBMU,
CbIBOPOTKe unu nnasme yenoseka *'AHTMUHAYCM-MIMBUAH-VXA™ no TY 21,20.23-
003-39271034-2022, BapvaHTbIl UCTO/THEHNA:

I. Komnnekt 1 'enatut A cymmapHble IgG + IgM, B cocTase:

-TecT-Kacceta - 1 Wwr.;

- ®driakoH-KanenbH1ua ¢ P (3 mn) - 1w,

- laHueTbl ogHopasoBble ICHECK: AUTO SAFETY 2.6 mm (PY Ne P3H2013/1213,
npomssoAcTea "HuH60 Kaames Meamkan Mpogakte Ko., ita", Kutaid) - 1w,

- CangeTka MHBEKLMOHHAA cnupToBas ogHopasoBas Inekta BapuaHTbl UCNONHEHUA: 2. 65X56
(PY Ne P3H 2013/822, npon3soacTea "HuH6o I'putmes Megukan MHctpymeHTe Ko., /114,",
Kutaid) - 1wr.;

- MMneTkn meguumHCKMe nonmmepHole MuunMeg no TY 32.50.56-028-29508133-2019:/
MuneTkn ans nepeHoca xugkocteid (Mactepa), 0,25 mn (PY P3H 2019/8912, npon3BoacTea
000 "MwuHuMepg", Poccus) - 1T.; o y
- VIHCTpYKUMA MO NPUMEHEHMIO - 1 LLT. n
Il. Komnnekr 2: 'enatnt A cymmapHble 1gG + IgM, B cocTase:

- TecT-KacceTa - 25 LUT.;

- dnakoH-KanenbHuua ¢ bP (3 mn) -1 wir.;

- NaHueTbl ogHopasosble ICHECK: AUTO SAFETY 2.6 mm (PY Ne P3H 2013/1213,
npoussoacTea "HuH60 Kaamen Meaukan MNpogaktc Ko., 114", Kntait) - 25 wr.;

- CaneTka MHBbEKLMOHHAA CnpToBas ogHopasosas Inekta BapnaHTbl UCNonHeHNs: 2. 65x56
(PY Ne P3H 2013/822, npoun3soacTsa "HuHbo Mputmes Meavkan VHcTpymenTe Ko., Jitg" -
Kwutait) - 25 wr,;

- MMneTkn mMeguLMHCKMe nonmmepHole MnHuMepg no TY 32.50.50-628-29568133-2019: -
MuneTkn Ana nepeHoca xuakocteli (Mactepa), 0,25 mn (PY Ne P3H 30I6/6[, , :
npoussogctea OO0 "MunHnMeg", Poccus)- 25 wr.;,

- UCTpyKUS MO NPUMEHEHNIO - 1 LWIT.

I1l. KomnnekT 3: M'enatut A Kom6o 1gG n IgM, B cocTase: My
- TecT-KacceTa -1 LWT.; . .
- ®n™oH-KanénbHuua ¢ bP (3 mn)- 1wr,; -~
- lTaHueTbl ogHopasosble ICHECK: AUTO 2013/1213, yN

npoussogcTea "HuH60 Kaamen Meaukan Mpopak'~1C6.M%4' T, /Atan 1wr.;’
- CanceTka MHbEKLMOHHasA cnvpToBas 0 Hopa3oB InektaBa”n i L
(PY Ne P3H 2013/822, npoussoacTsa ""HuH60 'p|T™MEL 1N eanKan MHCT|ymeHTC KoJ, JTra.™,

PykoBoanTenb ®efepasibHOM CNyXXobl V-1 vy
Mo Haj30py B chepe 34paBoOXpaHeHNs A.B. CawmoiinoBa
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PLIAEPMBHAS CYXKBA no HAA3OPY B COEPE 3[PABOOXPAHEHIS
(POC3PABHAL30P):

MPUNOXEHNE

K 30HHOMY YI0<
HA MEAVLUWHCKOE V3AENVE

oT 03 aBrycTta 2023 roga 1V, P3H 2023/20733
Jlnct 2

Kutaid) - 1wr.; "]
- MluneTkn MeanUMHCKMe nonmmepHsle MuHuMepg no TY 32.50.50-028-29508133-2019;;
MuneTkn gna nepeHoca xugkocten (Mactepa), 0,25 mn (PY Ne P3H 2019/8912,
npoussogcTea OO0 "MuHuMepg”, Pocens) -1 wmr.;A

- IHCTpyKUMA NO NPpUMEHEHMIO - 11T, /

IV. KomnnekT 4: 'enatut A Kom6éo 1gG n IgM, B cocTase:

- TecT-KacceTa - 25 Wrt.;

- ®dnakoH-kanenbHMua ¢ 6P (3 mn) - 1wr.; .

- lTaHueTbl ogHopasosble ICHECK: AUTO SAFETY 2.6 MM (PY Ne P3H 2013/1213,
nponssoacTea "HuH60 Kaamen Meaukan Mpoa”tc Ko., 1a", Kutait) - 25 wr.;

- CandpeTka MHbEKLMOHHAsA CnMPToBasi 0gHopasoBas Inekta BapnaHTbl UCMONHEHUS: 2, 65X56
(PY Ne P3H 2013/822, npoussoacTsea "HuH60 Mputmen Megukan MHcTpymeHTe Ko.. /114",
Kwutait) - 25 wr.;

- MlneTkn meguUMHCKUe nonumepHole MuHnMeg no TY 32.50.50-028-29508133-2019:
MuneTkn ana nepeHoca xuakocten (Mactepa), 0,25 mn (PY Ne P3H 2019/8912,
npoussoacTea OO0 "MununMeg”, Poccus) - 25 Wwr.;

- VIHCTpYKUMs NO NpYMeHeHuto - 1 L.

V. KomnnekT 5: N'enatut A IgM, B cocTaBe:

- TecT-KacceTa - 1WT,;

- ®nakoH-KanesnbHuua ¢ BP (3 mn) - 1wr,; \ ‘m
- NaHueTbl ogHopasosble ICHECK: AUTO SAFETY 2.6 mm (PY Ne P3H 2013/1213,
nponssoacTea "HuHb6o Ksamen Meaukan MNpogakte Ko., /ITa”, Kutan) - 1w T.;;

- CandeTka MHBLEKLMOHHAA cnupToBas ogHopasosas Inekta BapvaHTbl UCNOMHEHUS: 2. 65X56
(PY Ne P3H 2013/822, npounssoacTea "HuH60 Mputmes Meavkan |/|HCprMeHTe Ko., N1Ta.",
Kutait) - 1wr.; Vl
- MneTkn mefnUNHCKMe No/MMepHbIe MuHuMepg no TY 32.50.50- 028 29508133-2019:
MuneTkn ans nepeHoca xungkocteii (Mactepa), 0,25 mn (PY Ne P3H 2019/8912,
npoussogctea OO0 "MuHnMegq", Poccus) - 1wr.; -

- VIHCTpYKUMA NO NPUMEHEHMIO - 1 LWLT.
VI. Komnnekr 6: N'enatut A IgM, B cocTase:
- TecT-KacceTa - 25 WWT.; —

- ®niakoH-KanensHuua ¢ bP (3 mn) - 1 wr,;

- TaHueTbl ogHopasosble ICHECK: AUTO SAFETY 2013/1213,

npoussoacTea "HuH60 Kaamen Meankan MpogakTc nrp", . Kur LT.;

- CandpeTka MHbEKLMOHHasA cnupToBas ofHopa3oBa” Inekta Bapu,avlTLIxW‘" 65x56

(PY Ne P3H 2013/822, npoussogctaa "Hunbo Fpu'lneg Megakag MHCAAIA Ko, NTa'V

PykoBoguTtens ®efepanbHOR Cnyxobl \L..
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OENEPAJIBHAA CNY>KBA;NMO HAA30OPY B CPEPE 34APABOOXPAHEHUA
u, A .71 “Aa VA

MPUNOXEHUE

HA MEAMLMHCKOE U3AENVNE

oT 03 aBrycrta 2023 roga Ne P3H 2023/20733
Jlnct 3

KuTaid) - 25 wr.;

- MnneTkn MegnunHcKne nonmmMepHsle MuHuMepg no TY 32.50.50-028-29508133-2019:
MuneTkn ansa nepeHoca xxmakoctein (Mactepa), 0,25 mn (PY Ne P3H 2019/8912) - 25 wr;

- IHCTpyKUMA MO NPpUMEHeHMIO -1 wT. .
YT1. KomnnekT 7: 'enatnT A 1gG, B cocTaBe:

- TecT-Kacceta - 1 Wrt.;

- ®lakoH-KanensbHuua ¢ bP (3 mn) -1 wr;

- NaHueTbl ogHopasosble ICHECK: AUTO SAFETY 2.6 mm (PY Ne P3H 2013/1213,/ :
npoussofcTea "HuH60 Ksameg Meaukan Mpogakte Ko., /Ita™, Kutai) - 1 wr.;

- CanheTka MHBEKLMOHHAA CnvpToBas 04HOpa3oBas Inekta BapuaHTbl UCMONHEHUA: 2. 65X56
(PY Ne P3H 2013/822, nponssoacTtsa "HuH60 Mputmes Meaukan MHcTpymeHTe Ko |, /1Ta.",
Kutaid) - 1 wr,;

- MuneTkn meanumMHcKue nonvmepHole MnHnMepg no TY 32.50.50-028-29508133-2019:
MuneTkn ana nepeHoca xunakocTter (Mactepa), 0,25 mn (PY Ne P3H 2019/8912,
npoussogcTea OO0 "MuHuMeg", Poccus) - 1WT.; . al

- VIHCTpyKUMA NO NPUMEHEHNIO - 1 LWT.

VIIL Komnnekt 8: N'enatnt A IgG, B cocTaBe:

- TecT-KacceTa - 25 LWT.; -
- ®nakoH-KanensbHUUa ¢ bP (3 mn)-1 wr,; : ' |

- NaHueTbl ogHopasosble iICHECK: AUTO SAFETY 2.6 mm (PY Ne P3H 2013/1213y
npoussoAacTea "HuH60 Kaamen Meaukan Mpogakte Ko., JIta", Kutait) - 25 wr.;

- CandpeTka MHBbEKLUMOHHasA cnupToBast ogHopa3oBast Inekta BapmaHTbl UCNOMHEHNS: 2. 65X56
(PY Ne P3H 2013/822, npoussogctea "HuH60 Mputmes Megukan NHcTpymeHTe Ko., J1Ta.”, |
Kwutai) - 25 wr.; “-nr-y

- MuneTkn MeguumMHCKne nonnmepHole MmHnMeg no TY 32.50.50-028-29508133-2019: a
MuneTkn ana nepeHoca xunakocTeld (Mactepa), 0,25 mn (PY Ne P3H 2019/8912,
npomnssofctea; 000 "MuHnMepn”, Poccpu) - 25 wr.,; /1

- VIHCTPYKUMA MO NPUMEHEHWIO -1 L.

PykoBoanTenb deaepanbHOM CNyXobl
Mo Haa30py B cthepe 34paBoOOXPaHEHMS A.B. CamoiinoBa
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