OEAEPAABHAS CAVJKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

PETMCTPALIMOHHOE Y10 CTOBEPEHMUE

HA MEJAWLIHHCKOE U3 AEJIUE
or 07 anpesns 2021 rona  Ne ®C3 2011/09956

Ha Memunnnckoe usnemme
HUznenun HIPOTE3HO-0pPTOlIeAUYECKHE

Hacrosmee perucrpammonsoe YAOCTOBEpPEHHE BBIIAHO

"OPJIMMAH C.JLIO.", Hcnanns,

ORLIMAN S.L.U., Calle Ausias March, Num.3, Pol. Ind. La Pobla L'Eliana, 46185,
Pobla de Vallbona (La) - (Valencia), Spain

Ipouzromurens

"OPJIMMAH C.JLIO.", Ucnanus,

ORLIMAN S.L.U., Calle Ausias March, Num.3, Pol. Ind. La Pobla L'Eliana, 46185,
Pobla de Vallbona (La) - (Valencia), Spain

Mecro npouseoacTBa MeumHECKOrO U3eNNs
ORLIMAN S.L.U., C/Ausias March 3, Poligono Industrial La Pobla - L'Eliana, 46185,
Pobla de Vallbona (V alencia), Spain

Homep perucrpanmonnoro nocse Ne PI1-40057/6456 ot 17.03.2021
Knacc noternunanssoro prucka [IPAMEHEHHSI MEAUITUHCKOTO W3ieus 1

Kox O6mepoccuiickoro KJIACCH(HKATOPa NPOAYKIMHY T10 BHAAM 5KOHOMHYECKOMH
AedrensHocty 32.50.22.126

Hacrosimee perucrpanuonnoe YAOCTOBEPEHHE UMEET IPHIIOKEHHE Ha 2 JTHCTAX

tprKasom Pocsnpariansopa ot 07 apens 2021 roxa No 2886
AOTYIEHO K ObpaleHuio Ha TeppuTopun Poccumitckoi Mosen

3amecTaTens pyKkoBoauTes DeepanbHoi CIyKGbL i
10 Hafi30py B cdepe 3apaBooxpanenus




OEAEPAABHASA CAVJKBA T1O HAA3OPY B COEPE SAPABOOXPAHEHIA
(POC3APABHAA3OP)

IMPHNIOXEHHUE

K PETHCTPALIHOHHOMY YZIOCTOBEPEHHUIO
HA MEAWLHHCROE H3AEJIUME
ot 07 anpeasn 2021 roaa Ne ®C3 2011/09956

Ha menununckoe u3zenme

Hzpenns nporesno-oproneamueckne:

L. Banpaxu: BE-240, BE-300, BEB-240, BE-170, BE-160, BE-165, BE-175, BE-245,
BE-305, CEB-400, T-420, T-421, CEN-410, EVM-100, EVM-200, EVM-1 10, EVM-210,
L-250, A-131, A-132, COL-245, COL-247, COL-249, COL-165, COL-167, COL-169,
COL-240, COL-160, LT-280, LTB-280, LT-283, LTB-284, LTN-284. LT-284, LTG-285,
LTG-305, FL-100, OM-6101D, OMB61011, LT-300, LT-290, LT-303, LTB-304, LTN-304,
LT-304, LT-310, LT-320, LT-330, 1300, 1310, 6211, 6212, 6213, 6214, 6215, FX-211,
FX-212, FX-213, FX-214, FX-215, EV-100, EV-200, EV-300, EV-101, EV-201, EV-301,
EV-203, EV-303, BB-100, BS-1 10, 0-104, B-110, D-111, I-112, BH-1 10, DH-11, IH-112,
B-150, D-150, I-150, B-155, D-155, I-155, S-120, S-121, BOD-100, BOD-100T, BOD-
100TVL, PF009, PF010, C-40, C-40N, C-41, C

EP-21G, EP-21V, 9301, 8301, SP 110, 8104, 9 5 : : 5
8102, 8103, TOB-500N, TOB-500B, 9401, 8401, ABOI, ABI12D, AB121, 4100, 5100, 4101,
5101, 4102, 5102, 4103, 5103, 4103-A, 5103-A, 4104, 5104, 4104-A, 5104-A, 4105, 5105,
4106, 5106, 4109, 5109, 4110, 411 1, 5111, 4201, 5201, 4202, 5202, 4203, 5203, 4204, 4205,
4300, 5300, 4301, 5301, 4302, 5302, 4303, 5303, 4400, 5400, 4401, 5401, 4402, 5402, 4403,
5403, 4404, 5404, 4406, 4500, 5500, 4800, 5800, 4600, 5600, 4601, 4602, 5601, 5602, 4603,
5603, 4607, 4604, 5604, 4801, 4802, 5801, 5802, 4803, 5803, 5501, 5502, 4119, 4405, 4200,
4304, 4302, 4600, 4603, 1000, 1001, 1002, 1003, 1004, 1004A, 1005, 1007, 1008, 1011,
1010, 1016, 1013, 1014, 1015, 1200, 1201, 1202, 1203, 1206, 1204, 1205, 4700, 5700, 4701,
5701, 4702, 5702, HV-30, HV-31, HV-32, HV-33D, HV-331, TN-210, TN-211, TN-230,
TN-240, TN-241, TN-260.

II. Pexmunarop: ET-210, IC-30, E-240.

III. Opre3sr: ESTERNAL/LSO, SD 100, SD 101, SD 103, SD 104, J0O1, J002, MP-D70,
MP-170, MFP-D80, MFP-I80, MF -D52, MF-I52, MF-D61, MF-I61, MF-62, MP-D72,
MP-172, MFP-D81, MFP-181. M 760, M 660, FP-D71, FP-171, FP-D74, F P-174, FP-D75,
FP-175, TP-6200, TP-6100D, TP-6100I, TP-6103D, TP-61031, TP-6101D, TP-61011,
TP-6102D, TP-61021, TP-6104D, TP-6104I, TP6400, TP6300, TP6301D, TP63011,
TP6500D, TP65001, 94300, 94301D, 943011, 94302D, 943021, 6102, 7102, 6103, 7103,
6103A, 7103A, 6104, 7104, 6104A, 7104A, 6112, 7112, 61 13,7113, 7117D, 71171, 6119,
7119, 6120, 7120, 94230, 94240, 94250, 94251, 94231, 94260, 94261, 6121D, 61211,
EST-080, EST-084, 2SSD, 2881, 1SSD, 1SSI, EST-085. EST-082, TP-2100, TP-2102 DM,
TP-2102 IM, TP-2102 D, TP-2102 I, EST-087, EST-088, ES 0867k

LSOC-B,TLSO-B. MF-D50, MF-150, MF-D60, MF-160. M (
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QEAEPAABHASA CAVIKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

NMPHJIOYKEHHUE

RPETHCTPALUUOHHOMY YAOCTOBEPEHHUIO
HA MEAULHHCKOE U34EJIUE
ot 07 anpeasn 2021 roga Ne ®C32011/09956

IR-7002, IR-5001 IR-6001, IR-7001.

IV. KoMmekTyromye U JOMOIHATEIbHBIE aKceccyapsl K opTe3aM B OaHgakaMm:

- PT-051 - mmactuna juis 6angaxa mogemu 1300;

- PT-051-P - mnactuna ans 6annaxka mogenu 1300:

- PT-050 - nnactuna nyis 6angaxa mogenu 1310;

- PT-050-P - nnactuna mis 6angaxa mogemnu 1310;

- J100, J101 - nononHuTeNLHEIE akceccyapsl IS opre3a Moaenu JOO01, J 002;

- SD110 - nnactina ¥3 TepMONIaCTHKA IS optesa Mogemu SD103;

-SD111 - nnactuna U3 TEPMOILTACTHKA JJIs opTe3a Moaenau SD104;

- SD112 - xoMnpeccHOHHas MOAyIIedKa I1s opTesa Mogeleit SD100, SD101, SD103,
SD104;

- SD113 - nnacTuHa U3 TepMoIUIacTUKa [1s opresa Mogemu SD100, SD101;

- TPA-2100.1 - nomonHuTENBHBIE aKcecCyaph! s opresa mozena TP-2100;

- KIT-TP 2102 - koMIuIeKT 3anacHbIX aeraneit Jis opTesa moaener TP-2102D, TP-21021,
TP-2102DM, TP-21021M;

- AB13, AB11, AB10 - KOMIITEKT 3amacHBIX AeTanei (Kprogok, MHYPOK, METI) IS
bannaxa Mozerneit ABO1, AB12D, AB12I:

- NP-050 - anatomuueckas [IOyIiedKa AJis MOSICHUIIBE 1711 6aHmaxei mogemu LT-280,
LT-290, LT-300, LT-320, LT-330 (6exxeBas);

- NP-051 - amatommyeckas NOJyIIeYKa 1A IOSACHUIIBI [id Oanmaxe mogemu LT-280,
LT-290, LT-300, LT-320, LT-330 (cunss);

- NP-052 - anarommdeckas nomynreuxa s OSCHUIBI IS 6angaxeit mogemu LT-280,
LT-290, LT-300, LT-320, LT-330 (uepHas);

- EVS-MD - nononuurensubie aKceccyaps! 1y 6annaxa Mogenmu EV-203, EV-303;

- AL-060 - anatomudeckas nojrymmeuxa s OSICHHIBT IS Gannaxeit mogemu LT-280,
LT-290, LT-300, LT-320, LT-330;

- LTG-105 - anatomuueckas HOAyIIeyKa AJisl MOSICHUIBI 1s Ganmaxet mogemu LTG-285:
- OM001, OMO002I, OM002D - [onoIHUTETbHbIE aKceccyapsl sl 6aHmaxa Moneneit
OM6101D, OM61011;

- 1100, 1101, 1102, 1103, 1104 - fomoTHUTEILHEIE aKceccyapsl A Mogeneit 1013, 1014,

1015.
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JEKJIAPAIIMST O COOTBETCTBHHA

O6uiectBo ¢ orpanudeHHor otBeTcTBeHHOCThIO « METHU3 UMITOKCy

HaMMEHOBaHHE OPraHU3alMU WK QaMUIIUS, UM, OTYECTBO HHIMBHUILYLHOTO MPEANPUHAMATE]S, MPUHIBLIMX JAEKIapalHio O
COOTBETCTBUH
3apeructpupoBan(a) Mexpaiionnas nacnekuus OenepanbHoN HaOroBo cmyx 661 Ne23 no MockoBcKoi
obaactu ot 12.11.2010, OI'PH: 1105029013693

CBEICHMS O PErHCTPALMK OPraHU3allMy WM MHIUBUYaJIbHOTO NPEANpPUHAMATENs (HAMMEHOBAHUE PETUCTPUPYIOLIETro Oprana, nara
pEerucTpalmy, perucTpalioHHbIH HOMEp)

Anpec: 141008, Mockosckas o6aacts, r. Meituiuy, yi. Konnakosa, ctp. 24A, oduc 6.01, 6.02, 6.03, 6.04, 8.01
tenedon: +7 (495) 215-53-82

anpec, TenedoH, dakc

B inne ['enepanbHoro aupekropa Epmamoxa Hukonas Bnaaumuposuua

(ILOJ'I)KHOCTB, (l)aMI/IHPlH, UM, OTHECTBO PYKOBOAMUTEJIA OpraH13alvii, OT HMCHH KOTOpOﬁ TNpUHUMACTCH ﬂeknapaum)
3asiBIsieT, YTo M3aenus npoTe3Ho-opToneanveckue.
I. bannaxu:
BE-240, BE-300, BEB-240, BE-170, BE-160, BE-165, BE-175, BE-245, BE-305, CEB-400, T-420, T-421,
CEN-410, EVM-100, EVM-200, EVM-110, EVM-210, L-250, A-131, A-132, COL-245, COL-247, COL-249,
COL-165, COL-167, COL-169, COL-240, COL-160, LT-280, LTB-280, LT-283, LTB-284, LTN-284. LT-284,
LTG-285, LTG-305, FL-100, OM-6101D, OM61011, LT-300, LT-290, LT-303, LTB-304, LTN-304, LT-304,
LT-310, LT-320, LT-330, 1300, 1310, 6211, 6212, 6213, 6214, 6215, FX-211, FX-212, FX-213, FX-214, FX-
215, EV-100, EV-200, EV-300, EV-101, EV-201, EV-301, EV-203, EV-303, BB-100, BS-110, O-104, B-110,
D-111,1-112, BH-110, DH-11, IH-112, B-150, D-150, I-150, B-155, D-155, I-155, S-120, S-121, BOD-100,
BOD-100T, BOD-100TVL, PF009, PF010, C-40, C-40N, C-41, C-42A, C-42B, C-43A, EP-20A, EP-20B, EP-
21G, EP-21V, 9301, 8301, SP 110, 8104, 9104, 8105, 9105, 8106, 9106, 8107, 9107, 8102, 8103, TOB-500N,
TOB-500B, 9401, 8401, ABO1, AB12D, AB12I, 4100, 5100, 4101, 5101, 4102, 5102, 4103, 5103, 4103-A,
5103-A, 4104, 5104, 4104-A, 5104-A, 4105, 5105, 4106, 5106, 4109, 5109, 4110, 4111, 5111, 4201, 5201,
4202, 5202, 4203, 5203, 4204, 4205, 4300, 5300, 4301, 5301, 4302, 5302, 4303, 5303, 4400, 5400, 4401, 5401,
4402, 5402, 4403, 5403, 4404, 5404, 4406, 4500, 5500, 4800, 5800, 4600, 5600, 4601, 4602, 5601, 5602, 4603,
5603, 4607, 4604, 5604, 4801, 4802, 5801, 5802, 4803, 5803, 5501, 5502, 4119, 4405, 4200, 4304, 4302, 4600,
4603, 1000, 1001, 1002, 1003, 1004, 1004A, 1005, 1007, 1008, 1011, 1010, 1016, 1013, 1014, 1015, 1200,
1201, 1202, 1203, 1206, 1204, 1205, 4700, 5700, 4701, 5701, 4702, 5702, HV-30, HV-31, HV-32, HV-33D,
HV-331, TN-210, TN-211, TN-230, TN-240, TN-241, TN-260. ]
II. Pexnunarop:
ET-210, IC-30, E-240.
II1. Opre3srl:
ESTERNAL/LSO, SD 100, SD 101, SD 103, SD 104, J001, J002, MP-D70, MP-170, MFP-D80, MFP-180, MF-
D52, MF-152, MF-D61, MF-161, MF-62, MP-D72, MP-172, MFP-D81, MFP-181, M 760, M 660, FP-D71, FP-
171, FP-D74, FP-174, FP-D75, FP-175, TP-6200, TP-6100D, TP-61001, TP-6103D, TP-61031, TP-6101D, TP-
61011, TP-6102D, TP-6102I, TP-6104D, TP-61041, TP6400, TP6300, TP6301D, TP63011, TP6500D, TP6500I,
94300, 94301D, 943011, 94302D, 943021, 6102, 7102, 6103, 7103, 6103A, 7103A, 6104, 7104, 6104A, 7104A,
6112, 7112, 6113,7113,7117D, 71171, 6119, 7119, 6120, 7120, 94230, 94240, 94250, 94251, 94231, 94260,
94261, 6121D, 61211, EST-080, EST-084, 2SSD, 2SSI, 1SSD, 1SSI, EST-085, EST-082, TP-2100, TP-2102
DM, TP-2102 IM, TP-2102 D, TP-2102 I, EST-087, EST-088, EST-086, EST-083, LSO-B, LSOC-B,TLSO-B,
MF-D50, MF-:150, MF-D60, MF-160, M700, M600, 4112, 4113, 5112, 5113, 4115, 5115, 4116, 5116, IR-4000,
IR-5000, IR-6000, IR-7000, IR-5002, IR-6002, IR-7002, IR-5001, IR-6001, IR-7001.
IV.KoMIIeKTyroLKe 1 JOTOIHUTEIbHBIE aKceccyapbl K opTe3aM U 6aHaaxaMm:
PT-051 - INnactuna mns 6anpaxa moxenu 1300
PT-051-P - ITnactuna mis 6annaxa monenu 1300
PT-050 - Inactuna ams 6angaxa moaenu 1310
PT-050-P - [Tnactuna ans 6angaxka mogenu 1310
J100, J101 — JlonmonuuTenbHBIE akceccyapsl uis opreza moaenu JOO1, JO02
SD110 — ITiracTiHa W3 TepMoIIIacTHKa Uit opre3a moaeau SD103
SDI111 - INnacTuHa W3 TepMoIUIacTHKa A opreza mozenu SD104
SD112 - KoMnpeccuoHHas noaymedk” 1s opreza mozeneit SD100, SD101, SD103, SD104 -
SD113 - [MnacTuHa U3 TepMoIUIacTHKa 11st opTesa mozaenu SD100, SD1C |
TPA-2110.1 - JTonosiHATEIbHBIE aKCeC yapsl Ulst opTe3a moaeau TP-2110
KIT-TP 2102 — KoMniekT 3anacHbiX [ -Taje wis opresa moxeneit TP-2 02D, TP-2102I, TP-2102DM, TP-
2102IM
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AB13, AB11, AB10 — KomruiekT 3anacHbIX aeTasneit (Kpro4oK, LHYpOK, NeTs) A 6anaaxa moaeneid ABO1,
ABI12D, AB121

NP-050 — anaToMHyeckas noaylneyka Jist oscHHULbI st Ganaaxeit moaenu LT-280, LT-290, LT-300, LT-
320, LT-330 (GexeBas)

NP-05 |- anaTomMuyeckas noayluedka /s noscHUubl st 6annaxei monenu LT-280, LT-290, LT-300, LT-320,
LT-330 (cunsas)

NP-052— anaTromuyeckas MoayLIeuKa Ajis MOsCHHULBI 1uist Ganaaxeit mogenu LT-280, LT-290, LT-300, LT-320,
LT-330 (uepHas)

EVS-MD - JlononHuTesbHble akceccyapsl i 6anaaxa moaenu EV-203, EV-303

AL-060 - anHaToMHuecKas MojyLIedKa Jis MoSACHULbI A1 6annaxe mogenu LT-280, LT-290, LT-300, LT-
320, LT-330

LTG-105 — anaToMuueckas noayiieyka /s nosicHuusl ans 6annaxeit monenu LTG-285

OMO001, OM0021, OM002D - JlonosHUTENbHBIE aKceccyaps i 6aHaaxa moaeneit OM6101D, OM61011
1100, 1101, 1102, 1103, 1104 - TononHuTenbHbIe akceccyapsl aas mogeneit 1013, 1014, 1015

(HaMMeHOBaHKe, THII, Mapka MPOLYKLUH, Ha KOTOPYIO PAcpOCTPaHseTCs JAeKlapalmsl,

Cepuiinbiii Boimyck, Kox OKIIJT 2 32.50.22.120, Kox TH B9J1 9021 10 100 0

CBEJICHHS O CEPUIHOM BBIYCKE MM MApTUM (HOMEp MapTHH, HOMEpPA H3EUMH, PEKBU3UTHI 10roBopa (KOHTpakTa), HaknanHas, koa OK
005-93 u (nan) TH BOJ] TC nnu OK 002-93 (OKYH)

Harorosurens: ORLIMAN S.L.
Anpec: Ausias March, 3 - Poligono Industrial La Pobla de Vallbona — L-Eliana, 46185, La Pobla de Vallbona
(Valencia), Mcnanus

HAWMEHOBAHUE U3TOTOBUTENS, CTPAHbI U T.I1.))

coorsercTByet Tpebosannsam [OCT P UCO 22523-2007, TOCT P 51632-2014 Paznen 4, TOCT P 57768-2017

(0603HauEHHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPXKAEHO JaHHOH JiekIapal1ei, C yka3aHHeM ITyHKTOB 9THX
HOPMAaTHUBHBIX JOKYMEHTOB, COIepKaluX TpeGoBaHUs Jis JaHHO#H POy KLIMH)

Jlexnapauus npuHsTa Ha ocHoBaHuK: CepTudukara cucteMsl MeHekMeHTa kayectsa ISO 9001-2015 (ISO
9001:2015) NePOCC RU.04MB®1.0C01.00580 ot 07.11.2018 no 06.11.2021 OC"Cepruduxar PB", arrecrar
akkpeaurauuu Ne POCC RU.32001.04MB®1.0C01, Peructpaunonnoro ynocrosepenus Ne ®C3 2011/09956
ot 21.06.2011 roaa, Beimannoro MenepansHoii ciryx6oii mo Hagzopy B cdepe 31paBoOXpaHEHHU
(PocaapaBHazazop)

(MH(OpMAaLMs 0 JOKYMEHTAX, SIBISIOLIMXCS OCHOBAHUEM JUISl IPHHATHS JeKIapaliin)

M Q%Knapaunn 23.01.2020 .
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“ROCCHSI, ropox Mocksa, yi. Cymésckuii Ban, 1. 9, k. 1, 0.513

( H\ﬁ@ Homep aekiapaimu o cootercTBud POCC RU JI-ES.AJ137.B.23987/20, ot 23.01.2020
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