®EAEPAABHAS CAYIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHWS
1 COUMAABHOTO PA3BUTWA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

PET HCTPAI.IPIOHHOE YAOCTOBEPEHHE
REGISTRATION CERTIFICATE

Ne ©C3 2009/03876

ot 4 mapra 2009 roxa Cpoxk JeiicTBHS: He OrpaHHYeH

Hactosiee y10cTOBEPEHHE BELIAHO

"Hupuwons Maitnapait Buo-Meaukan 3nexrponnxe Ko., JIta', KHP,

Shenzhen Mindray Bio-Medical Electronics Co., Ltd., Mindray Building, Keji 12th Road
South, Hi-tech Industrial Park, Nanshan, 518057 Shenzhen, People's Republic of China
W TOATBEPKIACT, UTO H3/EIHE MEAMLIMHCKOTO Ha3HaueHus (M3e/Me MeAMIMHCKON TEXHIKH)
Annapat Hapko3Ho-aAbixaTeabHblii WATO EX-65 ¢ npunaaiexnocTamMn

(cm. [pnioxenue Ha 5 HcTax)

MPOU3BOJICTBA

"[usuacons Maiinapaii Buo-Meaukan Inexrponnke Ko., Jita.", KHP,

Shenzhen Mindray Bio-Medical Electronics Co., Ltd., Mindray Building, Keji 12th Road
South, Hi-tech Industrial Park, Nanshan, 518057 Shenzhen, People's Republic of China.

KJacc MOTEHNHAILHOTO prcKa 26 OKII 94 4460
COOTBETCTBYIOIIEe KOMIUIEKTY PErHCTPAHOHHON TOKYyMEHTAIlHH

KPJI Ne 4517 ot 30.01.2009
npukaszom Pocsapasuayzopa ot 04.03.2009 Ne 1549-11p/09
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PyxoBoaurens Denepanbnoii cryxobi
10 HA3OPY B cdepe 3APABOOXPAHEHHSI
H COLHAJBLHOI0 PA3BHTHS

AAD) wOFTLIACHs [ oew W D5-03-07,/003 DHC S, rmhl] BOTO8Op nuom\ ea [495) & L 800 7417, . Macuna, T008



-

OEAEPAABHAS CAYXKBA TIO HAASOPY B COEPE 3APABOOXPAHEHWA
1 COLIMAABHOTO PA3BUTIAA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

[MPHJIOXXEHHUE

KRPETHCTPALHUOHHOMY YAOCTOBEPEHHIO
ATTACHMENT 2 2,
Ne @C3 2009/03876
[TpuHaUIeKHOCTH:
. Iarpy6ok JononHUTEIbHEI cTaH apTHBI ra3oBblit (Auxiliary Common Gas Outlet
(ACGO)).

2. ®roymerp snexrponnstii (Electronic flowmeters).

3. Benrmwmsitop (Ventilator).

4, Slukn BeiaBwKkHbIe (Drawers).

5. Unmakatop ceeroauoansiii (LED light).

6. Jlamna asapuitnoii curnanusauuy (Alarm light).

7. Barapes (Battery).

8. A6eopbep s CO2 (CO2 canister).

9. Jlarauku notoka (Flowsensors).

10. ManomeTps! uist n3mepenus jasinenus (Pipeline pressure gauges).

11. PykoBozcTso 1o sxcmnyaranuy (User manual).

12. MHeTpyXITHS IO 06CITy KUBAHHIO Ha aHTIHicKoM a3bike (Service manual (English)).

13. Jlucneii TFT 8.4 moitmos (8.4 inch screen, TFT).

14. Jlucrureit TFT 10.4 moiimos (10.4 inch screen, TFT).

15. IHInypet nuranns, crangapter: Europe, UK, US, China (Power cords: Europe, UK, US,
China).

16. Ananreps! uaentudumapyromme (110-240B English. 220-240B English, 100-127B English)
(Identifications (110-240B English. 220-240B English. 100-127B English).

17. Pozetka nononaurensaas (110-240B) (Auxiliary socket (110-240V)).

18. PoseTku ONOTHHTENBHBIC ¢ TpanchopmaTopoM H3oamposaHHbM (220-240B, 110-127B)
(Auxiliary sockets, w/ isolated transformer (220-240V, 110-127V).

19. droyMeTpsl KHCIOPOJIA H 3aKHCH a30Ta, C BEHTHIIEM €BPOTICHCKUM KHCTIOPO/IHBIM (02 &
N20 flowmeters (Europe, O2 drive)).

20. doyMeTPEI KACIOPOJIa C BEHTIEM eBpONeHCKIM KienopoHbm (O2 flowmeter (Europe,
02 drive)).

21. ®oyMeTphl KHCJIOPO/Ia M BO3/lyXa, C BEHTHIIEM CBPONCHCKAM KHCIOPO/AHBIM (02 & Air
flowmeters (Europe, O2 drive)).

Pyxosouteas Deaepanbuoii ¢yxob1 1o
paxzopy B cdepe 31paBoOXpaHeHUs H
CONHAJILHOTO PA3BHTHS
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®EAEPAABHAS CAVXBA T10 HAA3OPY B COEPE 3APABOOXPAHEHWUA
. 1 COOMAABHOTO PA3BUTIA
FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

[MPUJIOXXEHHUE
RPEITHCTPALIHOHHOMY YAOCTOBEPEHHIO

ATTACHMENT ABER ¥
Ne @C3 2009/03876

22. OioyMeTph KHCIOPO/ia H BO3JYXa, ¢ BEHTHIIEM eBponeickum Bo3aymHbv (02 & Air
flowmeters (Europe, Air drive)).

23. droyMeTpsl KHCI0pO/ia, 3aKHCH a30Ta, BO3/yXa, C BEHTHIIEM EBPONEHCKIM KHCIOPOAHBIM
(02 & N20 & Air flowmeters (Europe, O2 drive)).

24. B0yMETPHI KHCIOPOIA, 3aKUCH a30Ta, BO3/yXa, C BEHTHJIEM eBPOTIEHCKIM BO3ymHEM (02
& N20 & Air flowmeters (Europe, Air drive)).

25. doyMeTphl KHCIOPOa | 3aKHCH a30Ta, ¢ BEHTUIIEM €BPONEHCKHM KHCJIOPOJHBIM, C

o umuIEIKOBEIM coearaerneM (02 & N20 flowmeters (Europe, supporting cylinder yokes, O2
drive)).

26. ®oyMeTphl KUCJI0POJa, 3aKHCH a30Ta, BO3/IyXa, C BEHTHIIEM CBPONISHCKHM KHCIOPOAHKIM, C
nomunHIKOBEIM coemurennem (02 & N20 & Air flowmeters (Europe, supporting cylinder
yokes. O2 drive)).

27. MioyMeTphl KHCIOPO/IA, 3aKHCH a30Ta, BO3/yXa, C BEHTHIEM €BPONCHCKHM BO3JIYIIHBIM, ¢
noammHEKOBEM coeiernem (02 & N20 & Air flowmeters (Europe, supporting cylinder
yokes, Air drive)).

28. ®roymerp Kuciopoa jononauTenbubii (Auxiliary O2 flowmeter).

29. [1lanrs Ut ra30B; I8 KHCIOPOo/a, JUIs KMCIOPo/ia H 3aKHCH a30Ta, JUIA KHCIopo/ia u
BO3/LyX4, IS KHCIIOPO/d, 3aKHCH a30Ta U BO3/lyXa (02 hose, 02 & N20 hoses, 02 & Air hoses,
02 & N20 & Air hoses).

30. Ucnapuress s n3opaopana (Isoflurane vaporizer).

31. Wcnaparens s cesodmopana (Sevoflurane vaporizer).

32. Mcnapureis juist sudunopana (Enflurane vaporizer).

33. Wicmaputens aus rajnortana (Halothane vaporizer).

34. Vicnapuress st aecdmopana (Desflurane vaporizer).

35. Habop i MOHUTOPHHTA KOHIIEHTPAIMH KACI0PO/Ia: AaTHHK KHCIIOPOJIHEIH, Kabels JUIs
jaTaika kucsiopozHoro (Oxygen monitoring Kit, including: oxygen sensor. Oxygen sensor
cable).

36. Croiiku MpuOOpHBIE: MOJY/IbHASL M HEMOYJIbHAs (Module rack, non-module rack).

37. Kontyps! apixareibabie, ¢ 1 6e3 06Bona CO2 (¢ MaHOMETPOM, nepxkaresnem) (Breathing

circuit w/CO2 bypass and w/o CO2 bypass (include pressure gaugg, support arm).
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OEAEPAABHASA CAVXEBA ITO HAA3OPY B COEPE 3APABOOXPAHEHWU
1M COLIMAABHOTO PA3BUTIAA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

NMPHJTIOXXEHHUE
KRPETMCTPALHIHOHHOMY YAOCTOBEPEHHIO

ATTACHMENT gL
Ne ®C3 2009/03876

38. Ha6op /11 0HOPa30BOro HCMOIB30BAHMS, BKIIOYAET: JaTYMKH pacxojia (HHCIHPaTOpHLIe,
IKCMHPATOPHBIE); KOHTYPhI TAIAEHTA U alalTePhl, U AETei 1 B3pOCIIBIX: MacKa DOJIbIIAs UL
B3POCIBIX; Macka juis zeteii) (Disposable accessory kit, including: flow sensors (inspiratory and
expiratory); patient circuits and adaptors, adult and pediatric; large adult mask; child mask).

39. Habop /1 MHOTOpPa3oBOro HCMOMb30BAHNSA, BKINOYAET: IaTYHKH PACX0/1a (MHCINPATOPHBIC,
IKCIUPATOPHEIE); KOHTYP MAIIHEHTA JUIsl B3POCIOTO CUIMKOHOBBIH; afarTep ¢ 3alliUTHBIM
PYKABOM; MEIIOK J(bIXaTe IbHbIH CIIIMKOHOBBIH; Macka 5oibmast JUls B3POCIOro CHIMKOHOBAs
(Reusable accessory kit, including: flow sensors (inspiratory and expiratory); patient circuit,
silicone, adult; adapter, durable elbow: breathing bag, silicone; large adult mask, silicone).

40. CoemHenHe MOABIWKHOE JUIs TOTOKA KHCIOPOJIa 1 3aknen azota, 6es muwmnzipa (Cylinder
yokes, 02 and N20, w/o cylinder).

41, Coenuuenme NOABIKHOE JUTS 1T0TOKa kucaoposa, 6es mmaapa (Cylinder yokes, O2 only.
w/o eylinder, w/o cylinder).

42. Penbe Hanpasistiomuii (Hkree nonoxenne) (Side rail (low position)).

43. Crerema yJaneHns aHecTe3noN0THYecKuX razon aktueHas (Active AGSS system).

44. Mojyas CO2 B G0KOBOM HOTOKE, J1jist B3pOCBIX, ¢ HabopoM npuHaIexKnocTei (Sidestream
CO2 module, adult with accessory kit).

45. Mostyms CO2 B 60KOBOM MOTOKE, /1S HOBOPOKICHHBIX, ¢ HAOOPOM HPHHAIICKHOCTEH
(Sidestream CO2 module, neonate with accessory kit).

46. Mosyns CO2 MUKpOTIOTOKE, ¢ Habopom npuHauiexHocTeii (Microstream CO2 with
accessory kit).

47. Moy CO2 B 0OCHOBHOM TIOTOKe, ¢ HaGopom npunaiekHoctei (Mainstream CO2 with
accessory kit).

48. Monys BIS, ¢ mabopom nprrauiexnocteii (BIS module with accessory Kit).

49. Mosys Myssruras ¢ BIS ¢ naGopom npunauiexsoctei (Auto ID Multi-Gas/O2/BIS
module with accessory Kit). _

50. Mojtysis Myaisraras ¢ Habopom npusauiexuocreir (Auto ID Multi-Gas/O2 module with
accessory Kkit).

51. Habops! s kpenyienns MounTopos: Beneview T5, Beneview T8. PM9000E, PM7000,
PMSO0OE/MEC 1200, PM6000 (Mounting kit: Beneview TS, Beneview T8, PM9000E, PM7000,

Pyxosoaurens Perepanbuoii cayxobl 1o

HA/I30py B cdepe 3ApaBOOXpaHEHHs H H.B. IOpreas
COUHAJILHOIO paiBHTHI
4 maj ra 2009 roaa
00¢€ 334

F2( (

N




tl X _ N ._‘_- .

GOEAEPAABHAS CAYVKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHWA
W COUMAABHOT'O PA3BUTIAA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

NMPUJIOXXEHHUE
KRPETHCTPALHHOHHOMY YAOCTOBEPEHHIO

ATTACHMENT i 2
Ne ®C3 2009/03876

PM8000E/MEC1200, PM6000).

52. A6copbep CO2 nopsiutenno# npounocta (CO2 canister, durable).

53. Jlaruuk kucnopoausii (Oxygen sensor).

54. Jlarauku n0oTOKa (HHCTIHpATOpHEIE, 2kcimparophbie) (Flow sensor (inspiration,

expiration)).

55. Habop npunajuiexnoctei s Moayis 6okosoro notoka CO2, juts B3pOCHBIX/ICTEH,
BKJIIOYAET: HHCTPYKIMA 110 Habopy /uis Mozyns Gokosoro noroka CO2; tpyOka yTHHATENbHAs
¢ afanTepOM; ajianTep BO3/IYIIHEINA; BOAOOTICIHTE b, B3POCIbIH/AETCKHI; TPyOKa
npobooTéopHast st B3pocaex/aereit) (Sidestrem CO2 accessory kit, adult/child, including:
Sidestream CO2 accessory manual; exhaust tube with adaptor; airway adaptor: water trap,
adult/child; sampling tube, adult/child).

56. Habop npunajuie;xuocTei s Moyt mukpornotoka CO2 juist B3poCIIbIX/AeTel, BRINoYaer:
MHCTPYKIWs 110 Habopy U1t Moty ist MakporioToka CO2; TpyOka y/UIMHHTEIbHAS C analTepoM:
Tpy6ika npo6ootGopHas s B3pociex/eteit) (Microstrem CO2 accessory kit, adult/child,
including: Microstrem CO2 accessory manual; exhust tube with adaptor; sampling tube,
adult/child).

57. Ha6op npuHaaie;KHOCTel JUist MO/yJist OcHOBHOTO noToka CO2 Juist B3pOCTBIX/ICTEH,
BKJTIOYAET: HHCTPYKIHS! 10 HAGOPY JUIsS MOJLYJIsi OCHOBHOIO MOTOKA, a/IAITep BO3/I IIHBIH
OJTHOPA30BBIH JUIS B3POCIIBIX/ICTEH; a/[anTep BO3/y HBIH OJIHOPA30BBIH, JUISt IeTeH,
HOBOPOXCICHHBIX; AaTuuk noToka Capnostat CO2; nabop Ut yCTAHOBKH JaTYAKa NOTOKA C0O2)
(Mainstrem CO2 accessory kit. adult/child, including: Mainstrem CO2 accessory manual; airway
adapter, adult/child, disposable; Airway adapter, child/neonate, disposable; Capnostat cO2
sensor; CO2 sensor mounting kit).

58. HaGop npuHaiexHOCTeH Ui Moy st MyJibTHras, BKIIOYACT: HHCTPYKIWMA 110 nabopy juisd
mojtyiist AG; ananrepbl BO3AYIIHEIC, BOJIOOTACIHTEIb, B3POCIIBII/IETCKHI, HOBOPOKACHHBIH;
Tpybka mpobooTOOPHAst UL B3pOCIBIX/HOBOpoKAeHHBIX (AG accessory kit, including: AG
accessory manual; airway adapters; water trap, adult/child, neonate; sampling tube,
adult/neonate).

59. Habop KoHTYpa JUls B3pOCIIOro, BKIIOYACT: KOHTYP MAlHeHTa CHJIMKOHOBBIH, Ui B3POCIIBIX,
1000mm; ajtanrep Y-06passiif. 22/15mM; ananTep ¢ pykaBoM, 22/15MM; MEIOK JIBIXaTebHbLH

Pykosoaureas ®eiepaibHoil ciyKObI 110
Hazopy B cepe 3ApaBooXpaHeHnst H
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OEAEPAABHASA CAYKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHWMS
11 COLIMAABHOTO PA3BUTUA

FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL

[MPHIIOXEHHUE
KRPETHCTPALUOHHOMY YAOCTOBEPEHHIO

ATTACHMENT Ly
Ne @C3 2009/03876

CHIMKOHOBBIH caMopacnpassuonuiics, oobemom 31 (Adult circuit kit, including: patient circuit,
adult. silicone, 1000 mm; adapter, wye. 22/15 mm; adapter; elbow, 22/15 mm: breathing bag,
silicone with loop, 3L).

60. HaGop kouTypa Juist JeTeii, BKIIOYaeT: KOHTYp MaieHTa CHINKOHOBBIH uis aeteii, 1000mv:
anantep Y-06pasusrii, 22/15mm; ajganrep ¢ pykaBoM, 22/1 5MM; MEIIOK JIbIXaTesbHbIH
CHIMKOHOBEI caMopachpasjisiotmmiics, o6semom 11 (Adult circuit kit, including: patient cireuit,
child, silicone, 1000 mm; adapter, wye, 22/15 mm; adapter, elbow, 22/15 mm; breathing bag,
silicone with loop, 1L).

61. AKKyMyISTOp 715 aBTOHOMHOI nomuTky Li-ion (Backup battery Li-ion).

62. Kontypsl nammenTa Juisi B3poCnbiX, CHIHKOHOBBIE, Pa3Mepbi: 1000MMm., 450MmMm (Patient
circuits silicone, adult: 1000 mm, 450 mm).

63. KoHTypb! matmenTa yis feteil, crmKkonoBbie, pasmepsi: 1000mm, 450mm (Patient circuit
silicone, child: 1000 mm, 450 mm).

64. Macky CHIIMKOHOBBIE: JUTS MITajieHneB, 6omnbmas, pasmep 1, 15mMm; juis jeteid, pasmep 2,
22nM: Juist feteit, Gosbinasi, pasmep 3, 22MM; JUIA B3pOCIbIX, pazmep 4, 22MM; JUIs B3POCIIBIX
Gossimas, pasmep 5, 22mm (Masks, silicone: size 1, infant large, 15 mm; size 2, child, 22 mm;
size 3, child large, 22 mm; size 4, adult, 22 mm; size 5, adult large. 22 mm).

65. Macku Air-soft, ¢ KnamaHoM: Ui MIaJienies, 6ombinas, pasmep 2, 1 5MM; 11t IeTeid. pasMep
3, 22mm; T neteid, Gosbiast, pasmep 4, 22Mm; Juis B3POCIIBIX, Pa3Mep 5, 22mm, Ui B3POCIBIX
Gosbimas, pasmep 6, 22vmm (Masks, Air-soft with valve: size 2, infant large, 15 mm: size 3, child.
22 mm:; size 4, child large, 22 mm: size 5, adult, 22 mm; size 6. adult large, 22 mm).

66. Menikn IxaTelTbHbIe 1S B3pOCibX 1 ieTeil, B Habopax (Breathing bag kit, adult; breathing
bag kit, child).

67. Memkn ApIxaTenbHbie CHIMKOHOBEIE, oObemoM: Lit, 2:1, 311 (Breathing bags, silicone: 1L , 2L,
3L).

68. Mermii IpIxaTebibie, 6e3 cojiepikanus natekca, oosemom: 1, 211, 31 (Breathing bags, latex-
free: 1L , 2L, 3L).

Pykosoparens Dexepanbnoii cryx0b1 1o
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