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ELEPAJIBHASl C/TY)KBA MO HAZ30PY B COEPE
30PABOOXPAHEHUS
(POC3OPABHAL3OP)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEOVUUMHCKOE U3OENTUE

oT 29.05.2020 N2 P3H 2019/9175
Ha MepguumHckoe nspenue

NHCTpYMEHTbI 419 CNUHANBbHOM XMPYpPruK, ¢ npuHagnexHoctamu Polaris 5.5, Polaris 6.35,
Array

Hactosuiee perncrpauMoHHOe ya0CTOBEPEHME BbIAAHO
000 "3ummep CHI™"

MNpownsBoamnTens

“3ummep bruomet CnaitH, MHK."

MecTo Npou3BOACTBa MEAULMHCKOrO U34enus

CLUA, Zimmer Biomet Spine, Inc., 10225 Westmoor Drive, Westminster, Colorado, 80021,
USA

Homep peructpaumoHHoro gocke N2 P3H 2019/9175
Bupa MeguumnHckoro uspenua: 245410
Knacc noteHumanbHOro pucka NpUMeHeHUs MeguUMHCKOro usgenus: 1

Kon ObLwepoccurickoro knaccudukatopa NpoayKUmum ons
MeaunumHcKoro nspenma: 32.50.13.190

HacTosuwee perncTpaumMoHHOE yaoCTOBEPEHUE MMEET NMPUITOXKEHUE

MNprkasom PocsppasHaa3sopa ot 29.05.2020. N2

HonyweHo kK obpalweHuto Ha Tepputopumn Poccuinckon @epepaumn.

PykoBoguTenbs MenepanbHoM cnyxobl (neyatb)
Mo Haa30py B chepe 34paBOOXPAHEHUS
@®.1.0 _noanucb_



GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 29.05.2020 N2 P3H 2019/9175 Jner 2

Ha meaouumHckoe usgenve
MHCTpyMEHTbI ANsi CNMHANBHOM XMpYpruK, ¢ npuHagnexHoctamu Polaris 5.5, Polaris 6.35,

Array

B cocTaBe: 1. Anantep ang 6bictporo coeanHenus Polaris 5.5. 2. Anantep T-o6pa3Hoii
pykosTku Polaris 5.5. 3. Anantep yanvHeHHbIn ans pe3bbosoro peaykrtopa Polaris 5.5. 4. bop
KocTHbIM 5.5 Polaris 5.5. 5. bop kocTHbI# Polaris 5.5. 6. BTynka ans obecneyeHus potaumum
Polaris 5.5. 7. ['pebeHb ons coeamMHeHMs NpOTMBONOJIOXHbIX AepoTatopos, 30 cMm, Polaris
6.35. 8. [pebeHb oAns coeguMHEHUs NPOTUBOMONOXHbIX AepoTaTopos, 36 cM, Polaris 6.35. 9.
MHCTpYMEHT ons yCTaHOBKM BUMHTOB C dmkcaTtopoM Polaris 5.5. 10. lepxxaTtenb raek
ABYXCcTopoHHUM Polaris 5.5. 11. [lepxxatenb raek ¢ puKcMpoBaHHOM pykosTkon Polaris 5.5. 12.
[epxatenb Kpro4YKOB BepTUKanbHbIv - 5.5 Polaris 5.5. 13. lepxatenb ctepxHs Array. 14.
[epxatenb crepxHs Polaris 5.5. 15. [lep>xxatenb KptoukoB yrnosow - 5.5 Polaris 5.5. 16.
Lepotatop Polaris 5.5. 17. lepotatop 6onbLwon - 5.5 Polaris 5.5. 18. Aucrpaktop
napannenbHbii 6onblwon Array. 19. luctpakrtop napannencHbii Array. 20. JuctpakTop
packnunHumBatowmin 5.5 Polaris 5.5. 21. 3axxum ang crepxkHa 5.5 Polaris 5.5. 22. 3axum ans
CTEPXKHA BMAIKOOOpPa3Hbii Polaris 5.5. 23. 3axuM o CTepXKHS BUNKOOOPa3HbIM YAJMHEHHbIN
Polaris 5.5. 24. 30Ha n30rHyTbivi neamkynsapHoii Polaris 5.5. 25. 30Hp M30rHyThHIN
TOpakanbHbIM, 6onbwon Polaris

PykoBoguTenb MenepanbHon cayxobl (neyatb)
Mo Hag30py B chepe 34paBOOXPaHEHNS
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GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 29.05.2020 N2 P3H 2019/9175 Jlnct 3
5.5. 26. 30HA NOSICHUYHBIN NeaUKYNSaPHbIA M30rHYTbIM Polaris 5.5. 27. 30HA NOSACHUYHBIN
negukynapHoin npsmon Polaris 5.5. 28. 3oHg npamoi neankynsapHbii Polaris 5.5. 29. 3oHg,
npsamow TopakanbHbii Polaris 5.5. 30. 30H4 TopakanbHbIM NnegukynsapHbiv Polaris 5.5. 31.
30HA NeanKynspHbIi TopakanbHbiv Polaris 5.5. 32. 3oH4 2,3 mm Polaris 5.5. 33. Pumep, 4,0
MM Polaris 5.5. 34. 3oHa-pumep, 4,75 mm Polaris 5.5. 35. 3oHa-pumep, 5,5 mm Polaris 5.5. 36.
3oHA-puMep, 6,5 MM Polaris 5.5. 37. 3oHa-pumep, 7,5 mm Polaris 5.5. 38. N3rnbartens
rnonepevyHoro KOHHekTopa nesbii Array. 39. M3rnbatenb nonepeyHoro KOHHEKTOPa NpaBblIv
Array. 40. U3rnbatenb ctepxHs Polaris 5.5. 41. U3rmbatenb cTep>kHS natepanbHbli eBbin
Polaris 5.5. 42. Usrnbatenb cTepkHa natepanbHbli npaebli Polaris 5.5. 43. M3rnbatenb
cTep>kHs ne.bit Polaris 5.5. 44. M3rnbatenb ctepxxHs npasbiv Polaris 5.5. 45. Miameputens
nonepevyHoro KoHHekTopa Polaris 5.5. 46. IHCTPYMEHT BUNOYHbIN NS pELYKLUU CTEPXKHS
Polaris 5.5. 47. UHcTpyMeHT ang BBegeHus KptoukoB 5.5 Polaris 5.5. 48. MHcTpyMeHT ang
BBEAEHUS peayKUMOHHbIX YHUNAAHAPHbIX BUHTOB M3 TUTAHOBOrO criaea - 5.5 Polaris 5.5. 49.
MHCTpyMeHT ons 3axBata ctepxkHs - 5.5 mm Polaris 5.5. 50. MHCTpyMeHT an1s n3BneyeHus
BMHTOB Polaris 5.5. 51. IHCTpyMeHT ang Koppekuun nonoxeHus suHToB Polaris 5.5. 52.
NHCTpyMeHT ong

PykoBoguTenb MenepanbHon cayxobl (neyatb)
Mo Hag30py B chepe 34paBOOXPaHEHNS
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ot 29.05.2020 N2 P3H 2019/9175 Jlnct 4
No3MLMOHNPOBaHKUS BMHTOB Polaris 5.5. 53. IHCTpYMeHT 419 KoppeKuun Noa0XKeHUs
MOHOaKcHanbHbiX BUHTOB Polaris 5.5. 54. UHcTpymeHT ang potauum ctepxHs 5.5 Polaris 5.5.
55. UHCTpyMeHT ans peaykumm u potauuun ctepxHs Polaris 5.5. 56. IHCTpyMeHT ans
YCTAHOBKM NefuKYNspHbIX KPOUKOB Array. 57. HCTPYMEHT AN YCTaHOBKM peayKLUMOHHbIX
BMHTOB Polaris 5.5. 58. MHCTpYMeHT Ans yCTaHOBKM CpeAHMX NaMUHApPHbIX KPoUkoB Array. 59.
MHCTpYMEHT NS yCTaHOBKM TOPaKanbHbIX KPoukoB Array. 60. MHCTPYMEHT A1 YCTaHOBKM
Y3KMX NaMUHaPHbIX KPOYKOB Array. 61. MHCTPYMEHT Ang YCTaHOBKM WMPOKMX TAMUHAPHBIX
KproukoB Array. 62. Kntou wecturpaHHbii gna ctepxxHs Polaris 5.5. 63. Komnpeccop
napannenbHbii Array. 64. Komnpeccop napannenbHbii 6onbwoin Array. 65. Komnpeccop
napanfiefbHbi Manbiit Array. 66. MeTtumnk 4,0 mm Polaris 5.5. 67. Metuunk 4,75 mm Polaris 5.5.
68. Metunk 5,5 mm Polaris 5.5. 69. Metunk 6,5 mm Polaris 5.5. 70. Metunk 7,5 mm Polaris 5.5.
71. MeTtunk onsa noa3golwHoi koctn 10,5 mm Polaris 5.5. 72. MeTumk ans noaB3a0LLHON
koctn 5,5 mm Polaris 5.5. 73. MeTunk ang noas3noliHon koctu 6,5 mm Polaris 5.5. 74. MeTtunk
nna noas3goLliHon koctn 7,5 MM Polaris 5.5. 75. Metunk ang noas3aoLHon Koctu 8,5 MM
Polaris 5.5. 76. MeTunk onsa noas3gowwHomn koctn 9,5 mm Polaris 5.5. 77. MeTuuk, 4,0 MM
Polaris 5.5. 78. Metuuk, 4,75 mm Polaris 5.5. 79. MeTuuk,
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GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 29.05.2020 N2 P3H 2019/9175 Jinct 5
5,5 MM Polaris 5.5. 80. MeTuuk, 6,5 MM Polaris 5.5. 81. Metuuk, 7,5 mm Polaris 5.5. 82.
MeTuuk, 8,5 MM Polaris 5.5. 83. Hanpasutenb aHTutopcroHHbIn Polaris 5.5. 84. Ynop
AHTUTOPCMOHHbIM Polaris 5.5. 85. HanpaButenb aHTUTOPCMOHHBIM Ansi KOHHeKTOpoB Polaris
5.5. 86. OTBepTKa 419 NONEpeYrH C orpaHnyeHmem KpyTawero MoMeHTa Array. 87. OTBepTtka C
MHAMKauunen KpyTawero momeHTa Polaris 5.5. 88. OTBepTka C orpaHMyYeHMeM KpyTaLLero
MomeHTa Array. 89. MNMuH ang BpemeHHon dukcaumm, 11 cm Polaris 6.35. 90. INuH ong
BpeMeHHoM dukcaumun, 9 cm Polaris 6.35. 91. Nnockorybubl Ans peayKLMOHHbIX BUHTOB
Polaris 5.5. 92. Mo3numnoHep ronosku BuHTa Polaris 5.5. 93. Peayktop nepneHanKynsipHbii
cTepxkHer Polaris 5.5. 94. Peayktop ctepxHsi kopoTkuit Polaris 5.5. 95. PegykTop cTepxHs
pe3b60BoM AnnHHbIN Polaris 5.5. 96. PeTpaktop mMarkux TkaHew Array. 97. Pumep ons
NnoAB340LHOM KOCTU BbiCTpOro coeamHeHus, 5,5 mm Polaris 5.5. 98. Pumep ans noae3noLwHom
KOCTM BbICTPOro coefmHeHus, 6,5 mm Polaris 5.5. 99. Pumep ong noaB3noLwHoM KocTu
6bicTporo coegnHenus, 7,5 mm Polaris 5.5. 100. Pumep ong noaBs3poLWwHoOM KOCTM 6bICTpOro
coenmHenus, 8,5 mm Polaris 5.5. 101. Pykoatka T-obpa3Has Tonkatens crepxxHs Polaris 5.5.
102. PykoaTka pe3bboBOro AJMHHOIO peaykTopa CTepxHs, T-obpa3sHas Polaris 5.5. 103.
PykosTka T-o6pa3Has ¢ xpanoBbiM
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GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 29.05.2020 N2 P3H 2019/9175 Jlncr 6
mMexaHu3MoM Array. 104. PykosiTka ¢ xpanoBbiM MexaHu3MmoM Polaris 5.5. 105. Pykostka ¢
XpanoBbiM MexaHM3MoM npsamas. 106. PykosaTtka dukcupoBaHHas npamas Array. 107.
PykosTka dpukcupoBaHHas kannesugHas Polaris 5.5. 108. Pykositka dmkcmpoBaHHas T-
obpazHas Array. 109. CtabunmsaTtop peaykuMoHHbIX BUHTOB Polaris 5.5. 110. CtepxeHb ans
BblpaBHMBAHMS pOTUPYEMbIX CerMeHToB, 25 cm Polaris 6.35. 111. CrepxxeHb ans
BblpaBHMBAHMS pOTUPYEMbIX CerMeHToB, 38 cM Polaris 6.35. 112. CTepxxeHb ans
obbeanHeHns poTauMoOHHOM Taru, pasmep 2-3 Polaris 6.35. 113. CtepxeHb Ans 06beguHeHns
pOTaLMOHHOM Tarn, pa3smep 3-4 Polaris 6.35. 114. CtepxeHb ons o6beanHeHUS pOTaLuMOHHOM
Taru, pasmep 4-5 Polaris 6.35. 115. CTtep>keHb MHOrOYpOBHEBbIV 415 0O6begUHEHMUS
poTtaumoHHou Taru Polaris 5.5. 116. CtepxxeHb otBepTku Polaris 5.5. 117. CtepXeHb 0TBEpPTKM
NS YCTAaHOBKM MOHOAKCManbHbIX BUHTOB Polaris 5.5. 118. CTepxeHb OTBEPTKMU ANS YCTAHOBKM
noanakcmanbHbix BUHTOB Polaris 5.5. 119. CTep)keHb OTBEPTKM ANS YCTAHOBKM
NOAMAaKCManbHbIX BUHTOB € MydToM Polaris 5.5. 120. CTep>keHb OTBEPTKM ANS YCTAHOBKM
yHMNnaHapHbix BUHTOB Polaris 5.5. 121. CrepxkeHb OTBEPTKM 4191 YCTAHOBKM YHUMIAHAPHbIX
BMHTOB C MydTom Polaris 5.5. 122. CtepxxeHb npuMepouHbiv Array. 123. CtepxkeHb
NPUMEPOYHbIN NAACTUYHBIN ANUHHBIA Array. 124. Tonkatenb ctepxxHs npsmoi Polaris 5.5.
125. Tonkatenb ans crepxHsa npsMoi Polaris 5.5. 126. YpoBeHb 4515 BblpaBHMBaHWUA
NMO3BOHOYHMKA,
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GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 29.05.2020 N2 P3H 2019/9175 Nnctr 7
6onbuwoii 5.5 Polaris 5.5. 127. YpoBeHb A/ BbIpaBHMBAHMS NO3BOHOYHMKA, Manblii 5.5 Polaris
5.5. 128. ®ukcaTop cTepXHS Ang 06beanMHeHns poTaumoHHow Tarm Polaris 5.5. 129. lWuno
negukynapHoe Array. 130. LLlyn Polaris 6.35. 131. LLlyn rubkuin negukynapHbii Polaris 5.5.
132. lWyn neamnkynsapHbiv xxectkui, 1 mm Polaris 5.5. MNpuHagnexHoctu: 1. KoHTterHep A
Habopa MHcTpymMeHTOB ans aedopmMaumi Polaris 5.5. 2. KoHTeliHep B Habopa MHCTpyMeHTOB
ans nedopMaumit Polaris 5.5. 3. KoHTeliHep 6a3oBoro Habopa umnnaHTtoB Polaris 5.5. 4.
KoHTeiHep 6a30Boro Habopa MMNIAHTOB CO CKOMb3sLLMMM rofioBkamu Polaris 5.5. 5.
KoHTeiHep 6a3oBoro Habopa nHcTpyMeHToB Polaris 5.5. 6. KoHTelHep oi1g BUHTOB CO
ckonb3suwen ronoskon Polaris 5.5. 7. KoHTelHep ang nHcTpyMeHTOB 6a3080ro Habopa A
Polaris 5.5. 8. KoHTelHep ons MHCTpymMeHTOB 6a3oBoro Habopa B Polaris 5.5. 9. KoHTelHep
ans kptoukos Polaris 5.5. 10. KoHTeliHep ang Habopa koHHekTopoB Polaris 5.5. 11.
KoHTtenHep ans crepxHern CoCr 5,5 mm Polaris 5.5. 12. KoHTelHep ans yHMNAaHApHbIX
BMHTOB Polaris 5.5. 13. KoHTelHep ons MHCTPYMEHTOB Ans aepotaumi Polaris 5.5. 14.
KoHTelHep ans pefyKUMOHHbIX MHCTpyMeHToB Polaris 5.5. 15. KoHTelHep ai1g MHCTpYMEHTOB
ONs pefyKumm cTepykHer ¢ pe3bboi Polaris 5.5. 16. KoHTeliHep ons MHCTPYMEHTOB A4
yoaneHus ctepxxHen Polaris 5.5. 17. KoHTeliHep ans

PykoBoguTenb MenepanbHon cayxobl (neyatb)
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®EJEPAJIbHAS CTY)KBA MO HAZI30PY B COEPE
30PABOOXPAHEHUA
(POC3[IPABHA30P)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEONUNHCKOE U3OEJIVE

o1 29.05.2020 N2 P3H 2019/9175 Jlnct 8
 MHCTPYMEHTOB A9 YCTaHOBKM NeprieHaAMKYSPHbIX cTepskHelt Polaris 5.5. 18. KoHTeltHep noa
~ BUHTbI Ans aecdopmaumii Polaris 5.5. 19. KoHTeitHep ans suntos 4,0 MM Polaris 5.5. 20.

. KoHTeriHep ang BuHTOB 8,5 MM Polaris 5.5. 21. KoHTeliHep 415 BUHTOB CO CKOJ/b3SLLEN b ’ 4 ‘
ronoskov 4,75 mm Polaris 5.5. 22. KoHTelHep ang noaB3aowHbIX BUHTOB Polaris 5.5. 23.
KoHTelHep Ans NofB3A0LWHbIX BUHTOB CO CKONb3ALWMMM ronoskamu Polaris 5.5. 24. LR
KoHTelHep ans nonvakcmManbHbix BUHTOB 4,75 MM - 5.5 Polaris 5.5. 25. KoHTelHep ans ; " P 'Q o

<

S

penyKUMOHHbIX BUHTOB Polaris 5.5.
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