Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuIO Ha 14:25 12.02.2026 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 183864;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MmeaunuHckoro uznenus: P3H 2014/1416 (EPYJI - '004-00110-
00/02929409);

4. Jlata mepBUYHON rOCYIapCTBEHHON PETUCTPAIIMU MEIUIIUHCKOTO U3/CIIUS: |
5. Jlata BHeceHUs U3MEHEHUM B MeaunHcKoe uzaenue: 30.01.2025;

6. [lepuon neicTBUs BEpCHH: |

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HaumeHoBaHue MEIUIIMHCKOTO U3IEHs: Y BIIAXKHUTEINb JbIXaTelbHbIX cMeceit MR850 ¢
npuHaAe)KHOCTAME [. YBIaxuuTenpb npixateiabHbix cmeceidr MR8S50.

II. IIpuHagneKHOCTH:

1. TemnepaTypHbIil TaTUYUK JUIs yBIAKHUTENA, BapruaHThl ucnonHeHus 900MR860, 900MR861,
900MR863, 900MR868, 900MRS869 - He Gonee 20 miT.

2. Kab6enp rubkoro HarpeBatesnsi, Bapuantsl ucnosnenus 900MR805, 900MR806, 900MR8SS,
900MR859 - ne 60mnee 20 mT.

3. Kamepa yBnaxxuurens, BapuanTsl ucnoasenuss MR340, MR370.

4. JIpIxaTeabHbI KOHTYP, BapuaHThl ucnoiaHenust RT265, RT266, RT267, RT268, RT380, RT385,
900MR761, 900MR 780, 900MR781- ne 6omee 100 mrr.

5. Kabens msa kanuOpoBku, BapuaHThl ucronHenus 900MRE70, 900MRSE8S - ve 6onee 20 .

III. TTpousBoauTenu:

1. Fisher & Paykel Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, Auckland, New Zealand.
2. Fisher & Paykel Healthcare S. A. de C. V., Ave. Todos los Santos 12831, Parque Industrial
Pacifico, 22643 Tijuana, Baja California, Mexico.

IV. Mecto npousBoacTsa:



1. 15 Maurice Paykel Place, East Tamaki, Auckland, New Zealand.
2. Ave. Todos los Santos 12831, Parque Industrial Pacifico, 22643 Tijuana, Baja California, Mexico.

9. HanmeHoBaHMe OpraHU3alliy - YIIOJTHOMOUYEHHOTO TIPEICTABUTEINS IPOU3BOIUTENS (M3TOTOBUTEIIS)
MeAuIMHCKOTo n3nenusi: OOMEecTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO "Dutiep 3u11 [1hitken

Xenckap";

10. MecTo Hax0ICHHsI OPTaHU3AIIUHU - YIIOJTHOMOYEHHOTO TIPEICTaBUTEIS PONU3BOTUTENS
(u3roroBurensi) MmeauuHckoro uzaenus: 109428, Poccus, Mocksa, Psizanckuit ip-kt , 1. 10, ctp. 18,
oT. 10 xom. 7A;

11. FOpuanyeckuii aapec OpraHu3aIiiy - YIIOTHOMOYEHHOTO TIPEICTABUTEIS TPOU3BOTUTEIS
(u3roroBurensi) MmeauuHckoro u3aenus: 109428, Poccus, Mocksa, Psizanckuit np-kt , 1. 10, ctp. 18,
aT. 10 xom. 7A;

12. HaumeHOBaHKE OpraHU3aIluH - TIPOU3BOIUTEIS] MEIUIIMHCKOTO U3/ICNINS MIIK OpTraHU3aIin
M3TOTOBUTENSI MeAUIIMHCKOTO m3nenust: "Oumep 1 [eiiken Xenckap Jita.";

13. MecTo HaxOKICHHS OPraHU3allH - POU3BOIUTEIISI METUITTHCKOTO H3/ICIIHUS HIIH OPTaHU3aIHH
M3TOTOBUTENS MeTUIIMHCKOro u3aenus: , HoBas 3enanaus, Fisher & Paykel Healthcare Ltd., 15
Maurice Paykel Place, East Tamaki, Auckland, 2013, New Zealand;

14. FOpunnyeckuii aapec OpraHu3alliy - TPOU3BOAUTEIS METUITMHCKOTO W3NS HIIA OpTraHu3aIiu
U3rOTOBUTEINS MeUIIMHCKOTO u3zaenus: , HoBas 3enannus, lansHee 3apyoexne, Fisher & Paykel
Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, Auckland, 2013, New Zealand;

15. CTpaHa OopraHru3alru - IPOU3BOJUTEIA MECIUIUHCKOI'O U3ACIIUA NI OpraHu3alun - U3roTOBUTCIIA
MCIHUIIMHCKOI'O U3OCIHA: Hogas 3€HaHI[I/Iﬂ;

16. OKII/OKIIA2: 944460/32.50.21.129;

17. Kinacc moTeHIIMaIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNHs B COOTBETCTBUH C
HOMEHKJIaTypHOU Ki1accuuKanue MeJUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 2a;

18. HazHaueHne MEIUIMHCKOTO U3/IETUs, YCTAHOBICHHOE POU3BOIUTEIIEM: ;

19. Bua MeIUIIMHCKOTO U3/IETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiaccudukanmei MeTuImHCKUX
W3AeNHi, yTBepxkaaeMoii MunuctepcTBoM 3apaBooxpaneHus: Poccuiickoit deneparuu: 152090;

20. Axpec MecTa MPOU3BOJICTBA UM U3TOTOBIICHHUs MeauImHCKOTo u3nenus: 1. Fisher & Paykel
Healthcare Ltd., 15 Maurice Paykel Place, East Tamaki, Auckland 2013, New Zealand. 2. Fisher &
Paykel Healthcare S.A. de C.V., Ave. Todos Los Santos 12831 Parque Industrial Pacifico 22643
Tijuana, Baja California, Mexico. 3. Fisher & Paykel Healthcare S.A. de C.V., Blvd. La Encantada
No. 24352-A, Colonia Fideicomiso El Florido 22245 Tijuana, Baja California, Mexico;



21. CBG}IGHI/IH O B3aMMO3aMCHICMbBIX MCIUIIMHCKUX HU3ACTIHUAX:

22. Monenu MeIUILIMHCKOTO U3AEIN:

Koa Buga HaumenoBanue Mmojaeau

152090 VBnaxxHuTenb apIxaTesnbHbix cmeceil MR850 ¢ npuHagiexkHoCTAMU

Brimucka copmupoBana Ha odunuansHOM caiite DenepanbHoii Ciry)0bI IO HAA30pY B chepe
3npaBooxpaHeHus B cetu MuTepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT IIOJIITIUCAH
DJIEKTPOHHOM TTOITICHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Boinan: ®EJEPAJIBHASL CJ1YKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUS

JHeiicturenen ¢ 2025-08-18 mo 2026-11-11



https://roszdravnadzor.gov.ru/

