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MuHHCTepCTBO 31paBoOOXpaHeH s F'
Poccuiickoii @exepauun

OEJEPAJIBHAS CJIYXKBA 1O HAA30PY

B C®EPE 3/IPABOOXPAHEHMSI Cy0ObexTaM obpalieHus
(POC3APABHA/I30P) MEIUIIMHCKHUX U3JIeIui
PYKOBO/HUTEJIb
Cnassinckast . 4, crp. 1, Mocksa, 109012 PyKOBOI[I/ITeJ'IﬂM
Tenedon: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
www.roszdravnadzor.gov.ru TEPPUTOPHUATIBHBIX OPTaHOB
PocznpaBnanzopa
37.03. 406 N O~ .,a—}f/ NpaBHa 130D
Ha Ne oT

MeIII/IIII/IHCKI/IM OopraHusalusiM
O HenoOpokayecTBEHHOM |
MEIMLMHCKOM H3EIUH

Opranam ympaBieHHs
3IpaBOOXpaHeHHEM CyObEKTOB
Poccuiickoit ®enepannu

®enepanpHas ciryx06a no Haa30py B cdhepe 34paBOOXPAHEHUS HA OCHOBAHUU
orpunarenbHoro 3akioyeHuss PI'bY «BHUMNUMT» Poc3apaBranzopa coobimaer o
BBISBIICHHU B oOOpameHnu TepputopuaibHBIM oOpraHoM Pocs3apaBHanzopa IIo
CaparoBckoif ob6nact B oOpallleHHM HeI0OpPOKAUYECTBEHHOTO MeIUIIMHCKOTO
U3JIETHS:

«Habop pearentoB Tect-cucreMa uMMyHOpEPMEHTHAS [J1s OTHOBPEMEHHOTO
BBISIBJICHUSI aHTHUTEIl K BUPYCYy UMMyHoaeduiuTa yenoBeka tumnos 1 u 2 (BUY-1,
BUY-1 rpynmer O, BUY-2) u anturena p24 BHU-1 ATAT-BHU-1,2+0
Kommnext Ne 3y, maprus: 108, nara npousBoacTBa 2025.07.11, ucnoyip30BaTh 10
2027.07.11, npomsomctBa AO "DKOna6", Poccus pericTparmoHHOE
ynocroBepenue ot 14.10.2024 Ne P3H 2022/18755 (cM. NPHIOXKEHHE),
NPEACTABIAIOLIET0 Yrpo3y MpUYMHEHHs Bpea )U3HU U 3J0POBBIO IPaXIaH PH €T0
IIPUMEHEHUH.

CyObexTtam obpalleHnss MeAMUMHCKUX H3IeNuil MpeiaraeTcsi MpoBECTH
IPOBEPKYy HAaIW4YUsd B OOpAIleHHWH YKA3aHHOTO MEIMLMHCKOrO H3JeNIus, B
YCTAQHOBJICHHOM TMOPSAKE IPOBECTH MEPOIPHUSATHS IO MPEJOTBPALIEHUIO €ro
oOpallleHus, O  pesynbTaTax  NpOMH(GOPMHPOBATH  COOTBETCTBYIOLLHIL
TEPPUTOpUANIbHBIA oprad Poc3npaBHaa3opa.

TeppuropuansneiM opranam PocsnpaBHamzopa IPOBECTH MEPOIpPHSTHS B
COOTBETCTBUH C NEUCTBYIOIMM 3aKOHOAATeNIbcTBOM Poccuiickoit Menepanyu.

3a HapyuieHus B cdepe oOpalieHns MeUIMHCKUX H3IeUi IpeayCcMOTpeHa
aIMUHUCTPaTUBHAs OTBETCTBEHHOCTh corjacHo craTesaM 6.28 u 6.33 Konekca


http://www.roszdravnadzor.gov.ru

Poccuiickoit @enepannu 06 aMUHUCTPaTHBHAIX IPABOHAPYILIEHHSX, YCTAHOBIEHA
YrojJOBHasi OTBETCTBEHHOCTh coriacHo cTatbe 238.1 VYromoBHOro kojekca
Poccuiickoit @eneparum.

Ipunoxenne: Tabmuua comocTaBieHHs MApaMETPOB U XapaKTEPHUCTHK,

YKa3aHHbIX B KOMILJIEKTE peFHCTpaHHOHHOﬁ AOKYMEHTAIlUU, C IIapaMe€TpaMH U
XapaKTepHUCTUKaMHU 06pa3u013 BBISIBJIEHHOT'O MeUIIMHCKOTO U3eIud Ha 2 11. B 1 5K3.

A.B. Camoiinosa




[TpunoxxeHue k nuceMy Poc3npaBHagsopa

31. OF. LOLG
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No

O7u - 237 /6 .
/

Ta6m/m;a COIIOCTABJICHHUS MapaMETPOB U XapaKTCPUCTUK, YKa3aHHBIX B KOMIIJICKTC
peFHCTpaHHOHHOﬁ JOKYMEHTAIUH, C IIapaMeTpaMu U XapaKTEPUCTHKAMH

o6pa3u0B BBISIBJICHHOTO MECOHUITMHCKOI'O U3OECJTUSL

CpaBHuBaemblie KoMmuiexr O6pa3ubl BHISIBJIEHHOI'0
CBeJeHHSA perucTpanuoHHO MEIMI[HHCKOT0 H3/1e/IHs
/mapameTpbl AOKYMEHTAIIHH
(perucTpanHoHHOE
yIOCTOBepeHHe
ot 14.10.2024 Ne P3H
2022/18755)
Haumenopanue noTpeOUTENbCKAs yIIaKOBKa | nompebumenvcKkas ynakoeka
IIPOU3BOAUTEIS (MapkupoBKa) (mapxupoexa)
3A0 «9KOmnab» AO «2KOnab»
Mapxkuposka HauMeHoBanue  mpousBoauTens | (Ha obpasye)
(B PY or 14.10.2024 Ne P3H | Ilo 6onpocam, kacarouumcs
2022/18755 AO «3KOmnab» B | kauecmea nabopa, cneoyem
Marepuaiax KPJI 3A0 | obpawyamuvca : Akyuoneproe
«9KOnab». obwecmeo "IKOna6" (A0
- Konrakraas undopmanus (ITo | "DKOna6";); opuouveckuii aopec:
BOIIpOCAM, KacaromuMmcs kadectsa | 142530 Mockosckas 061, 2.o. Ilasno-
Habopa "AT'AT-BUU-1,2+0", | ITocaockuii, 2. Inekmpo2opck, Y.
crenyer obpamarecs 1o azapecy | byodewnoezo, o. 1.
142530 MockoBckas o00i., T.
OnexTporopck, yi. byaenHoro, 1.
1-1a, 3A0 "DKOmab"; Temx. 8
(49643) 3-23-11, 3-30-93, 3-30-
85, 8 (800) 333-33-47.)
Wuctpykimuss o | Jlata yTBepXIeHHS HHCTPYKIHMH | ¢ 06pa3yom npeocmasiena
IIPUMEHEHUIO 1o IIPUMEHEHHIO Habopa | uncmpykyus: okmsabpe 2024
06.10.2022

TV 21.20.23-294-704237

25-2021

. 1. Texunueckue
TpeOoBaHUS
m 1.1.

HaGop momxeH cOOTBETCTBOBATH
TpeOGoBaHUAM HACTOSLINX
TEXHUYECKUX YCIIOBHH

Tpebosanue ne svinonnero. Obpasyvl
He coomeemcmeylom mpeboanHuIM
nacmoswux TY 6 uwacmu pasmepa
naxkema umMmyHocopberma.

. 1.4. YnakoBka
m 1.4.1

NMMyHOCOpPOEHT HOmKeH OBITh
IFepMETHYHO YIAKOBaH B IIAKeT
pazmepoM  115x150 wmm wu3
noynmatTwienoBoit miuenku (I'OCT
10354) wnu B makeT W3
KOMOMHHPOBAaHHOTO  Marepuaa

(TTE/A1/TIET) ¢ zip-lock (dpupma

- Tpebosanue He svinonneno. Pasmep
nakema: 113x194 mm




CpaBHHBaeMble
cBeJeHHS
/mapameTpbl

KommiiexkT
perucTpanMoHHOMN
AOKYMEHTALMH
(perucTpanoHHOe
YAOCTOBEpEHHE
ot 14.10.2024 Ne P3H
2022/18755)

OO0pa3ubl BHISIBJEHHOI0
MeIHIHHCKOr0 H3/1e/THsA

000  «IIKD
TEXHOJIOTHIY).

CoBpeMeHHBIE

I'OCT P MCO 18113-2-2015 MeauuMHCKHe M3eJIUS A8 AHATHOCTHKH in vitro.
HNndopmanus, npegocras/isieMas H3roroputesieM(MapkupoBka). Yacte 2. PearenTsl st
JAHATHOCTHKH in vitro 1/si npogeccHoHaJILHOI0 NPHUMEHEHHS

-1. 7.19 JlutepaTypHbIE CCBUIKH - Tpebyemasn uHopmayus
JluteparypHsle JIOTDKHEI OBITH IPUBEEHBI CCBUIKH | omcymcmeyem 6 UHCMPYKYuu  no
CCBUIKH Ha UCTOYHUKY JIUTEPATYPHI. npUMeHeHUIo

IIpumeps! — Meton u3MepeHus,

Ouosoruueckue pedepeHTHHIE

MHTEpBAIBL
Ananutuyeckas Munumansias ~ aHamutudeckas | Co21acHo nony4enHvim pe3yibmamam,
9yBCTBHUTEIBHOCTD | YyBCTBHTEIBHOCTD IIPH | aHanumuyeckas 4y6cmeumenbHOCnb

BBISIBJICHMH aHTUTeHa p24 BUY-1 -
10 nr/ma B Tepmocrate u 4,5

nr/mja = Ha  lIeidkepe — mpu
HCCIEeIOBAaHUHU CBIBOPOTOK
CTaHJIapTHOM [IaHEJH,

coxepxamux anturex p24 BUY-1
B DPa3IMYHBIX KOHIIEHTpAIMSIX
(COIT" .p24B1u-1-043) WIH
KOMMEpYECKHUX CTaHIapTHBIX
o0pa3noB, coaepXalux aHTUTEeH
p24 BHUY-1 B  pasauuHbIX
KOHLEHTPALUSX U HE COJIEPXKaIINX
aHTHUTENA K BUY-1,2,

JOIYIIEHHBIX K UCIIOJIB30BAaHUIO B
P®.

Meouyunckozo  uzdenus  «Tecm-
cucmema UMMYHOQepMeHmHas Os
00HOBPEMEHHO20 BbISIGNEHUS AHMUMEIL
K 6UpPYCYy UMMYHOOeduyuma yenoeexka
munos 1 u 2 (BUY-1, BUY-1 2pynnol
O, BHY-2) u anmueena p24 BHY-1
AT'AT-BHY-1,2+0», Komnnexm Ne 3,

LOT 105, oama npouzeoocmea
2025.06.03, UCNONIb3068aMb 00
2027.06.03, npousgoocmea  AO
«9KOnaby, Poccus,

(unkybayus 8 peacume
«mepmocmamy)  cocmasura 20
ne/mia, umo He noomeepicoaem
3a561eHHYI0 aHanumMuU4ecKyro
Yy8CMBUMENbHOCMb

npou3BoouUmenem.




