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MUHHCTEPCTBO 3IPABOOXPAHEHHUA [’
Poccuiickoit ®eaepauun
®EJTEPAJIBHAS CJOYXKBA 10 HAI3OPY
B COEPE 3IPABOOXPAHEHMSI Cy0bexTam obpaleHus
(POC3APABHAZI30P) MEIUIIMHCKHIX U3IeTui
PYKOBOJIUTEJIb
Cunassnckast . 4, crp. 1, Mocksa, 109012 PYKOBOI[I/ITeJ'ISIM
Tenedon: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
www.roszdravnadzor.gov.ru TEPPUTOPHUATIBHBIX OPI'aHOB
Poc3npaBHagzopa
37.03.LOA6 Ne o/upo%y/z,g APaBHAI30p
Ha Ne oT /
i — MeIUIUHCKIM OpraHU3aLusaM
O Hen00poKauECTBEHHOM OpraH aM yIpaBIIeHHs

MCIUIUHCKOM U3ACTIUU
3paBOOXpaHeHHEM CyOhEKTOB

Poccuiickoii ®eneparuu

®enepanbHas ciyk6a o Hax30py B cepe 3ApaBOOXpaHEHHS HA OCHOBAaHUM
oTpunatenbHoro 3akmoueHus PI'bY «BHUMMMT» Poc3apasraanzopa coobiaer o
BBISIBICHWM B oOpamenun TeppuropuansheiM opranom PocsipaBHanzopa 1o
CapatoBckoif o6nactd B 06paIeHHH HeJ0OpOKAYECTBEHHOI0 MEAULIMHCKOTO
U3IEUs:

«Habop pearenToB TecT-cuctema mMMyHOMEpMEHTHAS VTS OJTHOBPEMEHHOTO
BBISBJICHUSI aHTUTEII K BUPYCYy UMMyHoJepuIuTa YenoBeka Turmos 1 u 2 (BHUY-1,
BUY-1 rpynmer O, BUY-2) u amturena p24 BUU-1 AT AT-BNY-1,2+0
Komnnext Ne 3», maprus: 111, nara npousBoacTsa 2025.07.14, ucnone3o8aTh 10
2027.07.14, nmpoussomctea AO  "DKOna6", Poccus PETUCTPALIMOHHOE
yrocrosepenue ot 14.10.2024 Ne P3H 2022/18755 (cM. mpuioeHHe),
MPEACTABIIAIOIIETO yrPO3y NPUINHEHHS BPeJa )KU3HH U 310POBBIO MPaXK1aH [IPH €T0
IIPUMEHEHUU.

CyObexTaM oOpameHuss MeauIuHCKIX U3JEIMA TIpeasaraeTcsl MpoBeCTH
NIPOBEpKY HAIM4Us B OOpAIlleHHH YKa3aHHOIO MEMIMHCKOTO W3JIeNHs, B
YCTaHOBJICHHOM TIOpAJIKE INIPOBECTH MEPONPHATHS I10 MNPENOTBPAIIEHHUIO €ro
obparenus, O  pesyibTaTax IPOUH(YOPMHPOBATE COOTBETCTBYIOUTUMH
TeppUTOpHaNbHbINA opran Poc3npaBHansopa.

TeppuTopnaneasiM opranam PocspaBHaszopa mpoBeCTH MeponpHUATUS B
COOTBETCTBUH C JEHCTBYIOIIHUM 3aKOHOATEILCTBOM PocCUiiCKO Qenepaunm.

3a HapymeHus B cdepe obparueHus MeaUITTHCKHX U3JIEJIMH TIpeyCMOTpeHa
aIMUHUCTPAaTUBHAs OTBETCTBEHHOCTh COIVIACHO CTaThsIM 6.28 u 6.33 Konekca


http://www.roszdravnadzor.gov.ru

Poccuiickoii @enepannu 06 aAMUHACTPATHBHBIX IPABOHAPYIIEHUAX, YCTAHOBJIEHA
YTOJIOBHAasi OTBETCTBEHHOCTh coriacHo ctathe 238.1 VYromoBHOro koaekca
Poccutickoit ®eneparium.

IIpunoxenue: Tabnuma comoCTaBlIeHHs IApaMETPOB H XapaKTEPUCTUK,

YKa3aHHBIX B KOMIIJIEKTE peFHCTpaHHOHHOﬁ JOKYMEHTAallu, C IIapaMe€TpaMHu H
XapaKTEPUCTUKAMU 06pa3u013 BBISIBJIEHHOI'O MEQUIIMHCKOT'O U3J1eJIUS HA 2 1.8 15K3.

~

@(/ﬁ/(/ /C//A.B. CamotiinoBa




[Tpunox

oT 37. O3. Lale

€CHHUEC K ITHCBbMY PocsnpaBHa,u pa

No oS —AEYP /4.
/

Tabnuua conocTaBneHus napaMeTpoB U XapaKTEPUCTHUK, YKA3aHHBIX B KOMILIEKTe
PETUCTPallMOHHON JOKYMEHTALlUH, C TapaMeTpaMy U XapaKTepPUCTUKAMU

o6pa3110B BBIAABJICHHOT'O MCAHIIMHCKOI'O U3CJIUA

CpaBHuBaemblie Kommuexr OO6pa3ubl BbISIBJIEHHOTO
CBeIeHHSA perucTpanMoHHO MEIHIMHCKOr0 H3/e/THUsA
/mapameTpsbI AOKYMEHTAIlHH
(perucTpanuoHHOE
YIOCTOBepeHHe
ot 14.10.2024 Ne P3H
2022/18755)
Haumenoanue NOTpeOUTENbCKAs yIIaKOBKa | nompebumenvckas ynakoeka
IIPOU3BOIUTEIS (MapkHpoOBKa) (mapxupoeka)
3A0 «9KOmnab» AO «9KOnab»
Mapxkuposka HaumenoBanme npowusBoautens | (Ha o6pasye)
(B PY or 14.10.2024 Ne P3H | I1o sonpocam, kacaowumcs
2022/18755 AO «DKOmnab» B | kauecmsa nabopa, credyem
Marepuaiax KPJI 3A0 | obpawyamucs : AkyuonepHoe
«9KOmaby. obwecmeo "IKOnab" (A0
- Konrakxtnas unpopmaius (ITo | "OKOna6";), opuouueckuii aopec:
BOIIpOcaM, Kacaromumcs kadectsa | 142530 Mockosckas o6a., 2.0. Ilasno-
Habopa "AT'AT-BUY-1,2+0", | Ilocaockuii, 2. Snexkmpozopck, yi.
cienyer obpamarkcs 1o anpecy | byoewnozo, o. 1.
142530 MockoBckas 00m1., T.
Onekrporopck, yi. byaennoro, 1.
1-1a, 3AO0 "DKOmna6"; Tten 8
(49643) 3-23-11, 3-30-93, 3-30-
85, 8 (800) 333-33-47.)
Wuctpykimsa 1o | Jlata yTBepXKIeHHS HMHCTPYKIHH | ¢ 06pasyom npedcmaeiena
IIPUMEHEHHUIO 1o IIPUMEHEHHUIO Habopa | uncmpykyus.: okmsabps 2024
06.10.2022

TV 21.20.23-294-704237

25-2021

. 1. Texuuueckue
TpeOoBaHHUS
m 1.1.

HaGop momkeH COOTBETCTBOBATH
TpeOOBaHUSIM HACTOSIINX
TEXHHUYECCKHUX YCIOBUM

Tpebosanue He svinoanerno. Obpaszywi
He coomeemcmeylom mpebosaHuIM
Hacmoawux TY 6 uwacmu pazmepa
nakema umMmyHocopbenma.

. 1.4. YmakoBka
m 1.4.1

HNMMmyHOCOPOEHT MO/DKEH OBITH
TePMETHYHO YNAaKOBaH B IIaKeT
pasmepom  115x150 MM  u3
nonudTHIIeHOBOU meHku (["OCT
10354) wmm B maker M3
KOMOMHHPOBAaHHOTO  Marepuana
(ITE/A1/TIET) ¢ zip-lock (dbupma

- Tpebosanue ne evinonnero. Pasmep
naxema. 113x196 mm




CpaBHHuBaembie
CBeJeHHA
/mapameTpsl

Komnuiexkr
perucTpauHoOHHON
AOKYMEHTalUH
(permcTpanoHHOE
YAOCTOBEpeHHe
ot 14.10.2024 Ne P3H
2022/18755)

OO6pa3ub! BbISIBJEHHOI0
METHIHHCKOr0 H3e/H

000  «IIK®
TEXHOJIOTHNY).

CoBpeMeHHBIE

I'OCT P MCO 18113-2-2015 MeauuuHcKHe H3eJus A8 JHATHOCTHKH in vitro.
HUndopmanus, npenocrapiseMas u3roropuresieMm(Mapkuposka). Yacre 2. Pearentsr aiis
JAMArHOCTHKHM in vitro aJsi npogeccHoOHAIbHOI0 NPUMEHEHHU S

-m. 7.19 JIureparypHbIe CCBUIKU - Tpebyemasn uHghopmayua
JIurepartypHbie J1oJKHBI OBITH TPUBEIEHBI CCHUIKU | omcymcemeyem 68  UHCMPYKYuu  no
CCBUIKH Ha UCTOYHHUKY JINTEPATYPHIL. NPUMEHEHUIO

ITpumepsl — Meron namepenus,

Ouonoruyeckue pegepeHTHbIE

HUHTEPBAJIBL.
Ananuruueckas MuuumansHas — aHanutudeckas | Co2nacHo nony4eHHbIM pe3yibmaman,
YYBCTBHTEJILHOCTD | YyBCTBUTEIBHOCTh IPU | aHaIuUmMuyeckas 4y6cmeumeibHOCmy

BBISIBJICHUH aHTUTeHa p24 BUY-1 -
10 nr/ma B Tepmoctate u 4,5

nr/Mma = Ha  Imeiikepe — Opu
UCCIIeIOBaHUH CBIBOPOTOK
CTaHJIapTHOU MaHeH,

conepxamux aHtured p24 BNUY-1
B pa3IMYHBIX  KOHIEHTPAIHIX
(COIT" .p24B11u-1-043) WIN
KOMMEPUYECKHX CTaHAAPTHBIX
00pa3IoB, COAEp)KAIIUX AHTHUICH
p24 BUY-1 B  paznuuHBIX
KOHLIEHTPALUSAX M HE COZIepIKaliX
aHTHTENa K BHUY-1,2,
JOMYIIEHHBIX K UCIIOJIb30BAHUIO B
PO.

meouyunckozo  uzoenus  «Tecm-
cucmema UMMYHOpepMeHmHas ONis
00HOBPEMEHHO20 BbIAAGNIEHUSL AHMUME]L
K 8UPYCY UMMYHOOeduyuma Yeiosexa
munog 1 u 2 (BUY-1, BUY-1 epynnv
O, BUY-2) u anmuzena p24 BHY-1
ATAT-BHY-1,2+0», Komnnexm No 3,

LOT 105, o0ama npouszsoocmea
2025.06.03, UCNONIL308aMb 00
2027.06.03, npousgoocmea  AO
«9KOnaby, Poccus,

(unxybayus 8 pegicume
«mepmocmam»)  cocmasuna 20
nz/mMan, umo He noomeepycoaem
3a56/1eHHYIO AHATUMUYECKYIO
Yy8CMBUMENbHOCHTb

npou38o0uUmenem.




