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PEJEPAJIBHAS CNYXXBA MO HAL3OPY B CHEPE 3[[PABOOXPAHEHUA
(POC3PABHA/3OP)

PETMICTPALUVNOHHOE YAOCTOBEPEHWE

HA MEANUMHCKOE N3AEJINE
oT 15 aBrycta 2023 roga jy,, p3H 2023/20821

Ha meanumHCcKoe usgenue

Habop peareHTOB ANnsi onpefeneHnsa ctatyca mytaumin reHa EGFR metogom
NosIMMepPasHoON LIEMHOWN peakumy B peasibHOM BPEMEHW C FrMbpran3aLoOHHO-
thnyopecueHTHoN geTekumein (MLP-PB) B npobe cBo60AHO LnpKynmpyrowein AHK
(cuAHK) 13 06pasuos niasmbl KpoBu YenoBeka "TecT-EGFR-nnasma’™

no TY 21,20.23-053-97638376-2021

HacTosiLee perncTpaumoHHoe yL0CTOBEPEHME BbIfaHO
OO6LLECTBO C OrpaHNYEHHOM 0TBETCTBEHHOCTbIO ""TecTleH"
(OO0 "TectleH"), Poccus,

432072, r. ¥ NbAAHOBCK, 44-in NHXeHepHbI Np-4, 4, 9, odwuc 13

Mponssogntensb

OO6LLECTBO C OrpaHNYeHHOM OTBETCTBEHHOCTLIO ""TecTl eH"
(OO0 ""Tectlen™), Poccus,

432072, r. YNbSAHOBCK, 44-i1 VIH)XeHepHbIn np-4, 4. 9, odmc 13

MecTo Npon3BOACTBa MEAVULUHCKOIO U3aenus
OO0O "Tectlen", Poccus, 432072, 1. Y NbAHOBCK, 44- IHXXeHepHbIA Np-4,
A. 9, nomewt. 35,36,37

Homep peructpauunoHHoro gocbe Ne P/1-55945/29192 o1 12.05.2023
Knacc noTeHUManbLHOro pucka npuMeHeHna MefULMHCKOro nsgenmsa 26

Kop O6Lepoccniickoro KnaccumkaTopa NpogyKLunm rno BugaM 3KOHOMUYECKOM
fesatensHoctn 21.20,23.110

HacTosilee permcTpaunoHHoe yaocToBepeHe umeeT'|puno&Hpe Ha 1aucTe

npukasom Poc3gpaBHaasopa oT 15 aBrycrta 2021rpga,Ne §284
[ONyLLEeHO K o6paLleHno Ha TeppuTopumn Poccriickoi

PykoBoguTenb defepasnibHON CNyXobl
no Haz30py B cepe 34paBOOXpPaHEHNS \AY/ A.B. CamoitnoBa

0072980

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEM



®EOEPANBHAA CNYXBA MO HAA3OPY B CPEPE 3APABOOXPAHEHNA
(POC3APABHA/L3OP)

MPUNOXEHUWE

KPETMCTPAUMNOHHOMY YAOCTOBEPEHWIO
HA MEAVMUWMHCKOE N3AENNE

oT 15 aBrycTta 2023 roga p3g 2023/20821
Nuet 1

Ha meanumHckKoe nsgenmve

Habop peareHTOB Ans onpegesnieHnm ciaiyca mytauwii i eHa EGFR meTogom
NnosIMMepasHoi LEeNHOM peakuUumn B peasibHOM BPEMEHU C i M6pmnan3aLOHHO-
thnyopecueHTHo geTekumeii (MLP-PB) B npo6e cBo6oaHO umpKynupytowein AHK
(cuAHK) 13 06pa3yoB nnasmMbl KpoBu YesoBeka "TecT-EGFR-nnasma™"

no TY 21.20.23-053-97638376-2021. B chopmax KOMM/IEKTALNN:

I. ®Popma komnnekTauumn «TecT-EOEK-nnasma-12» Ha 12 onpefesieHNin, B cOCTaBe:
. MUP-cmecb Hopma: 1 npobupka, 192 Mk

. MUP-cmeck del: 1 npobupka, 288 MK

MLIP-cmeckb L858R: 1 npobupka, 288 MKn

. MUPrcmecs T790M:1 npobupka, 288 MKn

MKO 0,5%: 1 npo6upka, 400 MKn

. MKO 5%: 1 npobupka, 400 MK/

. MKO-1k 0%: 1 npobupka, 150 MKn

. MKO-10k 0%: 1 npo6upka, 150 mkn

. OKO: 1 npobupka, 2000 mMkn

10. Tag-nonnmepasa: 1npobupka, 110 mkn

11 dopma kKomnnekTaumin «TecT-ECEK-nnasma-24» Ha 24 onpefeneHuns, B COCTaBe:
1. MUP-cmecb Hopma: 1 npobupka, 384 MKn

. MLUP-cmeck del: 2 npobupkn, no 288 MK

. MUP-cmecb L858R: 2 npobupku, rno 288 mkn

MLLP-cmecb T790M: 2 npobupku, no 288 mMkn

. MKO 0,5%: 2 npo6upku, no 400 Mkn

. MKO 5%: 2 npo6bupkun, no 400 MKn

. MKO-1k 0%: 2 npobupkn, no 150 MK n
. MKO-10k 0%: 2 npobupku, no 150 MKn

9. OKO: 2 npobupku, no 2000 MKn

10. Tag-nonumepasa: 1 npobupka, 220 MK N
B KomMnnekT noctaBkM Habopa peareHToB «Tecr-EGFR-nnasma» BxognT:

- Habop peareHToB «TecT-EGFR-nnasma» - 1 wr.;

- IHCTpYyKUMa No NpUMeHeHuo - 1 wit.; KTt

- MacnopT KayecTBa - 1 WIT. Ha NapTuIo.
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