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PEFI/ICTPALIHOHHOE YAOCTOBEPEHHE
- HA MEAIMLIMHCKOE HB,GEHI/IE
OT 01 HIOHS 2021 roia ,:-1'- No P3H 2021/14 479

 Ha Mezmnm{crcoe PIB,HCJIPIG / : , :

~ Ha0op peareHTOB /151 KA9€CTREHHOTO onpe,ae.nemm MyTaunH B reHax qeﬂonexa. 22

EGFR (3x30n51 18, 19, 20, 21), KRAS (3K30HBI 2 (¢.12,13),3 (c.59,61), 4 (e117, 146)), =
NRAS (amonm 2 (c.12 13), 3 (c.59 61), 4 (c 117 146) " BRAF (3k30H 15 (c.600)) :

Hacrosm:[ee pemcmaunonﬂoe y,zrocmBepeHHe BbI,L'[&HO sy
O0mecTBO C OIDAHNYCHHOI 0TBETCTBEHHOCTHIO "Honme Mo.]lelcynapﬂme =iz
rexnoiaornu” (00O "HOMOTEK"), Pocenst, =t S =5
,719421 Mocmsa .JIemmcxﬂn np-m, JI' 111"1{. 1 uomem 34 TP SR S

: Hpon:mo:m:reﬂb i. BN 2 cEz o
ObmecrTBO ¢ orpafmqennon ornercraennocn.lo "Honble MO.J'IBKy.TIﬂpHBle e
Texnojorun' (000 "HOMOTEK"), Poccusi, AL T T
119421 MocKBa, .JIeﬂmicmm np KT, e 111 K. 1 nomem. 34 3T. 3

Mecro HpOHSBO,[[CTBa MB,IIKHI/IHCKOFO HS,HeJIHSI - "f -,l '
: 000 "HOMOTEK" , Poccus, 117997, Moccha, y.n Mnmyxo-Malmaﬂ, . 16/10
Kopn. 16 3T.3 l'IOM.I KOMH. .Ni! 17, 18, 31".6 TIOM. IKOMH. Ne 13-17, 24 23, 36

HOMep perHCTpauHOHﬁom ,I[OCI:E: No P)I—39053/99639 OT 27 01 2021

’;-_LKJIacc rfoTeHuKaJILHOIO pHCKa HpHMBHeHHﬂ MemmHHcKoro H3,uemm 26

KO,I[ OGIuepocchCKoro Knaccmbmca'ropa npo,zxyfcunn HO BH,I(aM BKOHOMI/I‘ICCKOH 23
I[ea’rem,ﬂocm 21.20.23 110 it . :

HaCTOHIHee pGI‘HCTpaHHOHHOC yHOCTOBep»?HHE AMEET It 0KEHHE Ha 2 JIHCTaX s
npnxasowr Poc3npaBHa,a30pa ot 01 mrons 2021 rozxa Ne 35% _
;-fﬂonymeﬂo K oﬁpameﬂmo Ha TEppHTOpHH Poccnﬂcxon D

'_;PyKOBOIlHTEJIB (Denepam:aon Cﬂymﬁm St s
“0 l:lamopy B Cillepe 3Ilpanooxpanermﬂ




'-ﬁ-PHﬁ'omEHME

: oT 01 m{mﬂ 2021 m;la Nn P3H 2021/14479

s FEPE-britikon, R IRarmoeri i vites ("H‘*ca“ﬂep")

= ~mo TV 21.20.23-018- 11248074-2018 B cocTage:
-1 Ha60p PCAreHTOB, B COCTABE:

= 1 i MOJIYJIB EGFR B cocraBe

ff- Bona ,HGHOHHEHPOB&HH&H 14 npo6np01< 1o 1 5 M1 (21 MJI)

- - Omaro-cmecs M EGFR ex18 G719X - 1 npobupka (0,55 M.'II), ;
= OJIP]I‘O-CMGCI: M EGFR ex19 delX - 1 npo6upka (0,55 mi);
~ - Ommro-cmecs M EGFR ex20 T790M 1 mpobrpka (0 53 Mﬂ)
- Omaro-cmecs M EGFR ex20 S7681 - 1 npobupka (0,55 MID);

- OIIHI?O-CMGCB M EGFR ex20 C797X - 1 npobupka. (0 55 Mn)

- Omaro-cmeck M EGFR ex20 D770 N771insG - 1 npoGupxa (0 55 MJI) e

- Omaro-cyecs M EGFR ex21 L858R - 1 npotupia (0,55 w);.

- - Omaro-cmecs M EGFR ex21 L861Q - Inpoﬁnp{ca o, SSMJI), =

- OJIKI‘O-CMGCL 0 1 npo6ﬂp1ca (O 55 MJI), -

--,1 2 MO,IJ;YJIB FullRAS B COCTaBe = :
S HlIP -CMECh II’lSIdel‘ 6 up061»1p01c 1o l 1 MJ'I (6 6 Mn)

--j—-OJIHTO-CMeCBMKRAS ex 339,61~ 1Hpo6HpKa (0 55 MH) sono oo

- Onnro—cmecb M KRAS ex 4 c. 117 1 Hpoﬁnpfca (0 55 Mﬂ)

= OJ‘II/LI‘O CMeCLMNRAS ex 2 c. 12 13 F npoﬁnplca (0 55 MJI)' e
- - Omaro-cvecs M NRAS ex 3 ¢.59, 61 - 1 npobupxa 0,55 mm);
- Onuro-emecs M NRAS ex 4 ¢.117 - | mpobupxka (0,55 MIL);
= Omaro-cmecs M NRAS ex 4 ¢.146 - 1 npoGupka (0, 55
- Onuro-emecs M BRAF ¢.600 - 1 TpobHpKa (o 55 M)

e Omuro-cmecs O - 1 npobupka (0,55 m);

TPyKOBO,ElHTEth @enepanbnon cﬂymﬁu = -7 _'
10 HAJB0PY B cdepe 3ApaBoOXpaHeHHs
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