AEKJIAPAIINAS O COOTBETCTBUU
O6mecTBO ¢ OrpanHYeHHOM oTBeTcTBenHOoCcThIO "' OUJIMIIC"
(000 "®NJIMIIC")
(HAUMEHOBAHHE OPraHM3AUNH KK GaMHNKS, HMA, OTYECTBO HHANMBMAYANBHOTO NPCANPUHHMATENA, NPHHABIIHX ACKIAPALHIO O COOTBETCTBHH)
Wncnexuus PenepanbHoil Hanoroso# ciryk061 Ne 3 mo r. Mockse , 02.02.2012
CBCACHHUA O PErHCTpaALMH OPraHM3aUMH HAY HHAWBHIYANBHOIO NPCANPHHAMATENS

OI'PH 1027700044074
(HanMCHOBAHHC PETHCTPHPYIOLIETO OPIaHa, AT PErHCTPAUNH, PETHCTPALMOHHBIH HOMED)
Axpec: 123022, r. Mockea, yi. Cepres Makeesa, a. 13, renedon: +7(495) 937 93 00, dakc: +7 (495) 937 93
59

(anpec, TenedoH, dakc)
B nune  TI'enepanbrHoro mupexropa Kysnenoba Makcuma Esrenpesnya
(HODKHOCTD, PAMMHIHA, UM, OTHECTBO PYKOBOAHTENA OPFaHH3ALMK, OT HMEHH KOTOPO# MpHHHMAETCA ACKNapalia)
3asBIA€eT, YTO Tpenaxep auixareapHblil Threshold ¢ npunagiexnocTamu
(HauMEeHOBaHHe, THN, Mapka NPOAYKLKMH (YCIYTH), Ha KOTOPYIO pacnpoCTPaHAETCA AeKapalius)

Koax OKIIJI2 26.60.12.119 Kox TH B3/ 9019 20 000 0
kox OKIIA2 u (unu) TH B3 CHI uau OK 002-93 (OKYH), cBeneHNs 0 CEpHITHOM BHITYCKE WK NAPTHK

CepuiiHblii BEITYCK
(HoMep MapTHH, HOMEPA W3NENUH, PEKBH3HTHI JOTOBOPa (KOHTPAKTA), HAKAAnHAN)
"Pecnuponnkc Pecnmuparopn Jpar Jennsepu (FOK) Jlta.", BenuxoGpuranus,
Respironics Respiratory Drug Delivery (UK) Ltd., Chichester Business Park, City Fields Way,
Tangmere, Chichester PO20 2FT, UK
HaHUMCHOBAHKE H3rOTOBHUTENA, CTPAHBI U T.I1.
coorBercTBYeT TpeGoBaHusaM: T'OCT P 50444-92 (Pazg. 3,4)

(0603HaYEHHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPHIM NOATBCPIKACHO RAHHOH AeKknapauMedt, ¢
YKa3aHHEM NYHKTOB ITHX HOPMATHBHbIX JOKYMEHTOB, COACPIKAILMX TPeGOBaHUA QA JAHHOM NPOAYKUMH (YCIYTH))

Hexnapanus npyHATa Ha OCHOBAHMHK: TIPOTOKOJA TEXHHYECKUX HcmbITanui Ne 2017.TD-37.03CD ot

09.03.2017 OO0 HJIL "MeanTectIIpubop", art.axkx. Ne POCC RU.0001.21MI126 ot 22.07.2015;

Perucrpaunonnoe ynocroseperne denepanbuoit ciyx6rl 10 Han30py B chepe 3ApaBOOXpaHEHHS
_(POC3TPABHAI30P) No ©C3 2011/09168 ot 12.02.2014

(Mudopmalms 0 NOKYMEHTAX, ABMAIOLIMXCA OCHOBAHMEM AN NPUHATHUA J€KNAPaLny)

Hara npunarnsa gexnapanmn  11.03.2020
Jlexnapauus 0 COOTBETCTBHH NSHCTBHTEIbHA JI0 11.03.2023
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Baxeanogea
B"nﬂMMMpoBHa
Qr0aaTens Otpena

1CHW Kavyecraom
Lo

S0 novenon Ky3uenos Makcum Esrenpesuu
(ununmansl, paMunus)

\ PTUOUKATIVUU Y IEKJTAPUPOBAHM I», Ne RA.RU.11MIT18

(HaHMEHOBAHHE H aopec OpraHa No cepTHHKaLHH,

A Muésruxn, nom Ne 3, xopryc 1, atax 3, mom.1, xom. 26 Tenedor: +7 (495) 783-42-17

3apETrHCTPHPOBABIIErO NIEKNAPALIHIO)

-GB.MI118.8.02538/20 ot 11.03.2020 geiicrayeT ao 11.03.2023

(maTa peruCTPAIMH N PETUCTPALMOHKEIY HOMEp Aekiapauun)

A . Noxo

(noanwucs, MHKUHMANE!, GaMHUNHR PYKOBOAHTEAA OpraHa no cepTudukaumm)




Tperaxep apxarenpusiit Threshold, BapuanTts! nenonnenns: Threshold PEP, Threshold IMT; B cocrage:
1. Yerpoiicto Threshold PEP/IMT.

2. MyBITyK.

3. 3axAM HOCOBOH.

IpurannexHocTH:

1. IneBHUK TepaneBTHYCCKHIA.

2. Kucnopomusle ananreps! (ot 1 1o 10 mTyk).

TIpousBopureny:

1. Respironics Respiratory Drug Delivery (UK) Ltd., Chichester Business Park, City Fields Way, Tangmere,
Chichester PO20 2FT, UK

2. Respironics Medical Products (Shenzhen) Co., Ltd., Block 6&7, Tong Xi Chong 2nd Industrial District,
Tong Xi Chong Village, Bao An District, Shenzhen, 518105, China

Mecro mpon3BoaCTBa:

1.Chichester Business Park, City Fields Way, Tangmere, Chichester PO20 2FT, UK

2. Block 6&7, Tong Xi Chong 2nd Industrial District, Tong Xi Chong Village, Bao An District, Shenzhen,
518105, China
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Onpra BanagnmMuposHa
YKOBOR:ITESib OTgena !
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no poeeperiofynenos MakcaM EBrenbeBay
JIITUCH) (uHHLHAITE], GaMUIIH)

C CTHCTPallAX JCKIIapanHy 0 COOTBETCTBHH
EPTUOUKAIIIN U JEKJIAPUPOBAHM I», Ne RA.RU.11MIT18
AunR ‘7¢ (nanMeHOBaHME M aIpec OpraHa no cepruduxaumy,

3 . Maépauxu, noM Ne 3, kopnyc 1, stax 3, mom.1, xom. 26 Ttenedon: +7 (495) 783-42-17
§ ‘s o 32pErHCTPHPOBABLIETO ACKAAPALIHIO)
) -GB.MIN18.B.02538/20 ot 11.03.2020 gevcreyeT o 11.03.2023

O #4 < o QQ'\ (maTa perucTpauMM H PErHCTPALMOHHBIN HOMEp ACKIapaLHK)

1.?:;‘1 (Y A.ZL HOKO

> MO V (NOADHUCH, HHUUMANDI, (PaMHUAHA PYKOBOJHTCA OPraHa Mo CEPTHHHKAINK)



