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MHHHCTEPCTBO 31PAaBOOXPAHEHHS [—
Poccuiickoii Denepanuu

OEJEPAJIBHAS CJIIYKBA 110 HAA30PY

B COEPE 3IPABOOXPAHEHUSI CyGbexram obpareHus
(POC3IPABHAZI30P) MEIUITMHCKUX U3ICTITHU
PYKOBOJUTEJIb
Cnassnckas 1. 4, crp. 1, Mocksa, 109012 ‘ PyKOBOI[I/ITe.TIHM
reppUTOpHamHHX OpTHO3
7. 03. 046 N O1u -&63%% i

Ha Ne oT

O HenoOpoKaYeCTBEHHOM
MEIULIMHCKOM H3/eNHHU

MeauIHCKUM opraHu3alvsM

Opranam yIpaBiI€HUS
37IpaBOOXpaHeHUEM CyOBEKTOB
Poccuiickoit ®enepauu

denepanpHas ciry)x0a Mo HaA30py B cdepe 31paBoOXpaHeHNUsT Ha OCHOBAHHUH
otpurnarensHoro 3akmouenus ®I'BY «t BHUMMMT» Poc3npaBHanzopa coo0I111aeT 0
BBIABJIEHHH B oOpaineHur TeppuTopuanbHbiM opranoMm PocsapaBHanzopa 1o
CaparoBckoii obmactd B oOpalleHHH HEJOOPOKa4eCTBEHHOIO0 MEIUIIMHCKOro
U3IEIHST:

«Habop pearentoB TecT-cucteMa UMMyHO(QEpMEHTHAs JJIs1 OJTHOBPEMEHHOI'0
BBISIBJIEHHS aHTUTEN K BUPYCY UMMyHoze(uuura yenoseka tanos 1 u 2 (BUY-1,
BUY-1 rpynner O, BHUY-2) u anturena p24 BHY-1 ATAT-BUU-1,2+0
Kommiexkt Ne 3y, maptusi: 105, mata npousBoactsa 2025.06.03, rcnonb308aTh 10
2027.06.03, mnpomsomctBa AQO "DKOma6", Poccusi perucrpalroHHOE
yrnoctoBeperre ot 14.10.2024 Ne P3H 2022/18755 (cM. mpuiIOXEeHHE),
IIPEACTABIISAIONIEr0 Yrpo3y NPHYUHEHHS Bpeia )KU3HU U 30POBBIO IPakIaH MPH €TI0
IPUMEHEHHUH.

CybbexkTamM oOpallleHHUs MeIULUHCKUX H3IENUd MpeyiaraeTcsi NpOBECTH
IPOBEPKY Hanuuusi B OOpallleHHH YKa3aHHOTO MEAWIMHCKOrOo U3Jenus, B
YCTaHOBJIICHHOM TOPSIAKE IPOBECTH MEPOTPHUATHUSI 1O NPEeIOTBPALIEHUIO €T0
obOpaleHusi, O  pe3ynbTaTax  NPOUHGOPMHUPOBATH  COOTBETCTBYIOIIMM
TepPUTOPHAIBHBIN oprad Poc3apaBHaazopa.

TeppuropuansieiM opranam Poc3apaBHag3opa MPOBECTH MEPOIPUSTHS B
COOTBETCTBUH C IEHCTBYIOIIMUM 3aKOoHOAaTeabcTBOM Poccutickoit @enepanuu.

3a HapyleHHs B cdepe oOpalleHuss MEAMIIUHCKUX U3EIHi MTpeyCMOTpeHa
aIMUHHCTPATUBHAs OTBETCTBEHHOCTh corjacHo ctaThsaM 6.28 u 6.33 Konekca
Poccuiickoii @enepanuu 06 aAMUHUCTPATUBHEIX IPABOHAPYIIEHHUSX, YCTAHOBIIEHA


http://www.roszdravnadzor.gov.ru

yroJIOBHass OTBETCTBEHHOCTHh corjlacHo craTbe 238.1 VYromoBHOro kopekca
Poccuiickoit ®enepanumu.

[Ipunoxenne: Tabmuia comocTaBiieHUs MHapaMeTpOB M XapaKTEPHUCTHK,

YKa3aHHBIX B KOMIIJIEKTEC peFHCTpaHHOHHOﬁ JOKyMEHTalluu, C IapaMe€TpaMHu H
XapaKTCpUCTHKAMH o6pa3u013 BBISIBJIEHHOT'O MEJUILMHCKOI'O U3JICJIUS HA 2 1. B 1 3Kk3.

A.B. CamoiinioBa




[Tpunoxenue k nucbMy Poc3apaBHanzopa

31. A3 AOA6

OT

Ne OFu- LEJ /g,
7

Ta6mz1ua COIIOCTaBJICHUS IMapaMeETPOB U XapaKTEPUCTHUK, YKa3aHHBIX B KOMIIJIEKTEC
peFHCTpaHHOHHOﬁ JAOKYMEHTAIUH, C ITapaMeTpaMu U XapaKTEPUCTHKAMH
o6pa3u;013 BBISIBJICHHOTO MEAHUIITHHCKOI'O U34EJIUSL

CpaBHuBaemblie
CBeJeHHSA
/mapameTpsl

Komnuexkr
perucTpanHoOHHOM
AOKYMEHTAIlHH
(perucTpanHoHHOE
YAOCTOBEpEHHE
or 14.10.2024 Ne P3H
2022/18755)

O6pa3ubl BHIABJIEHHOI0
MEIHIMHCKOT0 U3e/Tusl

HaumenoBauue
MIPOU3BOAUTEIS

noTpeOHuTeNbCKas
(MapkupoBKa)
3A0 «9KOmnab»

yInaKkOBKa

nompebumenbcKas ynaKkoeka
(Mapxuposka)
AO «3KOnab»

MapxkupoBka

HaumeHoBaHHE  MPOU3BOIAMTENS
(B PY or 14.10.2024 Ne P3H
2022/18755 AO «DKOmnab» B
Marepuaiax KP/] 3A0
«9KOmad».

- KonraktHas undopmarnus (Ilo
BOIIPOCaM, KacaloIUMCsl KayecTBa
Habopa "AT'AT-BUY-1,2+0",
cienyer obpaimarscs MO aapecy
142530 MockoBckas 001., T.
OneKTporopek, yi. byaensoro, 1.
I-1a, 3A0 "DKOmna6"; Tten. 8
(49643) 3-23-11, 3-30-93, 3-30-
85, 8 (800) 333-33-47.)

(na obpasye)

I1o sonpocam, kacarowumcs
kawecmea Habopa, crneoyem
obpawamocs : AKyuonepHoe
obwecmso "IKOna6" (A0
"OKOna6";); opuouueckui aopec:
142530 Mockoeckas 06a., 2.0. Ilasno-
Iocaockuii, 2. nexkmpozopck, yi.
Byoennoeo, o. 1.

HucTpykius
IIPUMEHEHHIO

1o

Jlata yTBEpXXIEHUS WHCTPYKIMH
1o IIPUMEHEHHIO Habopa
06.10.2022

¢ 0bpasyom npeocmasiena
uncmpykyus. okmsaope 2024

TV 21.20.23-294-704237

25-2021

. 1. Texuuueckue
TpeboBaHuUs
m 1.1.

HaGop nomkeH coOTBETCTBOBATH
TpeOoBaHUIM HaCTOSIIINX
TEXHUYECKHUX YCIIOBHIMA

Tpebosanue ne evinoaneno. Obpaszywvi
He coomeemcmeylom mpeboBaHUAM
nacmoawux TY 6 uwacmu paszmepa
nakema UMMyHocopbenma.

. 1.4. YnakoBka
m 1.4.1

HNMMmyHOCOpPOEHT moimkeH OBITH
IE€pMETUYHO YMAKOBaH B IIaKeT
pasMepom  115x150 MM u3
nonusTHIeHoBol mineHku (I'OCT
10354) wimm B maker W3
KOMOMHHPOBAaHHOTO  MaTepHaa

- Tpebosanue He vinonneno. Pasmep
naxema: 114x195 mm

(ITE/A1/TIET) ¢ zip-lock (¢pupma




CpaBHHBaeMbIe Kommiekt
CBeeHHA perucTpanHoHHOMN
/mapameTpbl AOKYMEHTAILMH
(perucTpaiuoHHoOe
yaOCTOBepeHHne
ot 14.10.2024 Ne P3H
2022/18755)

OO6pa3ubl BbISIBJEHHOI0
MeIHIHHCKOTr0 H3/1eTHsA

000 «[IK®d  CoBpeMeHHBIE
TEXHOJIOTUNY).

I'OCT P UCO 18113-2-2015 MeauuuHCKHe H31eIHs IS JHATHOCTHKH in vitro.
HNudopmanns, npexocrabiisieMasi H3roroputeeM(MapkupoBka). Yacts 2. Pearenrsl ais
AHATHOCTHKHM in vitro 1/ npogecCHOHAIbLHOI0 NIPUMEHEHHS

-n.7.19 JIuTeparypHble CCHUIKH
JIuteparypHsble JIomKHBI OBITH IPUBEIEHBI CCHUIKH
CCBUIKH Ha UCTOYHUKHU JIUTEPATYPHL.

[Tpumepsr — Merton n3mepenwus,
O6uonoruueckue pepepeHTHHIE

- Tpebyemas ungpopmayus
omcymcmeyem 6 UHCMPYKYuu no
NpUMeHeHUIo

HHTEpPBAJIbL.
AHanutuueckas MunuMasnpHas aHaimuTHdeckas | Co2n1acHo nosyyeHHvIM pe3yibmaman,
YYBCTBHTEJIBHOCTD | YYBCTBUTEIHHOCTD NIPU | aHanumuveckas 4ye6cmeumenbHOCmMb

BBISIBJIEHUH aHTUreHa p24 BUY-1 -
10 or/ma B Tepmocrate u 4,5
nr/My1 Ha  Iedkepe  TIpH
HCCIIEJOBaHUHU CBIBOPOTOK
CTaHIapTHOH [TaHENH,
conepxxanmx antureH p24 BHY-1
B Pa3IMUHBIX KOHIICHTPAIHIX
(COIT" p24BHu-1-043) HIIH
KOMMEPYECKHX CTaHJApTHBIX
00pasIoB, coaepKalliX AHTUIEH
p24 BUY-1 B  pasaMyHbIX
KOHIIEHTpALUSIX U HE CONCPIKAIIUX

aHTHUTENA K BHY-1,2,
JIONYIIEHHBIX K MCIIOJIb30BAHUIO B
Po.

Meouyunckozo — uzoenus  «Tecm-
cucmema UMMYHOGepMeHmHas Ons
00HOBPEMEHHO20 BbIAGNEHUS AHMUMEI
K 8Upycy UMMYHOOeguyuma 4eioeexa
munos 1 u 2 (BU4Y-1, BUY-1 zpynnvi
O, BUY-2) u aumueena p24 BHY-1
ATAT-BHY-1,2+0», Komnaexm Ne 3,
LOT 105, o0ama npouzeoocmea
2025.06.03, UCNOJIL3068aMb 00
2027.06.03,  mpouzeéoocmea  AO
«IKOnaby», Poccus,

(unkybayus 8 pedcume
«mepmocmamy)  cocmasuia 20
ne/Ma, uYmo He noomeepicoaem
3a5671eHHYI0 AHANUMUYECKYIO
Yy8CMBUMENbHOCMb
npou3eo0umeiem.




