NPOEKT NOTPe6UTENbCKOM YNaKoBKN MeAULIMHCKOTO U3aenus
«3aenns NnpoTe3Ho-opToneaMYecKme: opTesbl Ha BePXHNE KOHEYHOCTH, KOPCETbI
opToneAnYeckne, KOPPeKTOPbl OCaHKU, PEKNNHATOPbI»

(PY Ne ®C3 2011/09549 ot 17.12.2021)

N3nenna npoTe3Ho-OpTOMeAuYeckue: OpTe3bl Ha BEPXHUE  KOHEYHOCTW, KOpceTbl
opToneAnYecKre, KOPPEKTOPbI 0CAHKMW, PEK/TIMHATOPSI

I. OpTe3bl Ha BepxHWe KoHeyHocTK: 1. Ha nokTesoi cycTtas: DEL-204, DEL-204(P), HES-304,
TEL-304. 2. Ha nyu4esanacTHblin cyctaB: DWR-202, WRS-202, WRS-202(P), WRS-302,
WRS-302(P), WRS-306, WRS-308, WRS-310, WRS-402. 3. Ha nneueBoli cycTaB 1 pyKy: DS-
205, DS-205(P), RS-129, SA-209, SA-300, SI-130, SI-311. 4. Ha nAcTHO(hanaHroBbI CyCTas:
FG-100, WFG-100, WFG-100(P), WRS-305, WRS-305(P). Il. KopceTbl opToneanyeckue:
BS-222, BS-224, DBS-4000, DBS-4000(M), DBS-4000(W), DLSS-4000(F), HEB-995, HEB-
997, HEB-998, HEB-999, HEB-999(P), I1BS-1004, 1BS-2004, 1BS-3006, LSO-981, LSO-991,
LSS-114, LSS-114(P), LSS-124, NLSS-156, OBS-100, OBS-200, OBS-300. Ill. KoppeKTopsl
ocaHku: TLSO-250(A), TLSO-250(P), TLSO-251(F), TLSO-360(A), TLSO-360(P), TLSO-
361(F). IV. PeknuHaTtopsbl: CS-150, CS-160, CS-160(P).

3aMecTuUTe b reHepanbHOro
AnpekTopa no passutuio OO0
«HUKAME[» A.A. laxMOTKO

3NEKTPOHHAS KONHA 0GOPMAIEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



ApTtukyn DEL-204

enerey ORLETT

BEPHET PALOCTHBb ABUWXEHMWA

OPTE3 HA NIOKTEBO
CYCTAB / ELBOWFLEX

M/TOCKAA TPEXMEPHAA BA3KA

BASKO3/TACTUNYHBIE BCTABKA
B OB/IACTV HAOMBILLIEE/TKOB

N3penne KOMMOPTHO U HAZEXKHO, €r0 IEFKO UCNOMb30BaTh.
He TpebyeT cnennanbHbiX METOL0B CTUPKMU U yX0Aa.

N3penua npoTe3Ho-opToneAnyeckne: opTesbl Ha BEPXHUE KOHEYHOCTH,
KopceTbl opTONeAnyeckne, KOPPeKTopbl OCaHKU, PCX/TMHATOPSI :
OpTe3bl Ha BEPXHUE KOHEYHOCTU: Ha IOKTeBOW cycTas, apT. DEL-204.
ToBap ABNAeTcA MeANLUHCKUM nsgenvem PY Ne @ C3 2011/09549 ot 26.06.2014 r.
BbljaHO Poc3paeHaf30pOM. CPOK eiicTBUA HeorpaHnyeH. CpoK rogHOCTU He yCTaHOB/EH.

NmnopTep: MpoussoanTens MpeTeH3nn HanpasnATh;
000 «OpT1o Meaukn Fpynn* Pexapg TexHonogyxuc Mv6X. Poccua. 127220. Mocksa,
Poccus. 1434065. FepmaHus. 10785. bepnuH. a/a M>58. 000 «<HUKAME»
MockoBckas 06nacTb, MoTtcpamep nnpacce. 92. npegcrtasuTens B Poccumn n CHI .
r. KpacHoropck. inbuHckoe Ten;8 800 33-33-112.
wocce, g 16. kopn. L e'lllal; 3kkdprakanTteP ru

ISO cv 1

MecTo npomnssoacTtTea
1. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
10785 Berlin, Potsdamer Strafe Gonzalez 15, P.I. | 28938
92, Germany. Mdstoles. Madrid, Spain.
2. Arden Medikal Saglik i? ve di§ 4. OOO "Tpenakc", 125239, .
TicaretA.§., Saray Mah. I0O0OYil MockBa, npoe3g YepenaHoBbIX
Blv. No: 16 Aa.e, cTp.1, aTax 5, nomeleHmne

Kahramanlkazgn/Ankara/Turkey. ! komHaTa 1, Poccusq.
@ 000 LUPMH () INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU urkey Komrat mA



Aptukyn DEL-2Q4(P)

energy line » O

BEPHET

RLETT

PALOCTE®Db ABWXEHMWNSA

OPTE3 HA IOKTEBOW CYCTAB

N3penve KOMGOPTHO M MaANHO. eroierko ucnosb3osatb (le TpebyeT
cnenmagbubiX METOL0B CTUPKN U yxoaa

N3penva rpoteaHo-opToNeanyeckre. opTesbl Ha BEPXHE KOHEYHOCTW, KOpCceTbl opToneanyeckue,
KOPPEKTOpPbl 0CaHKU, PEKMIUHATAM OpTe3bl HA BEPXHME KOHEYHOCTU, Ha JIOKTEBOW cycTas, apT DEL-204 (P).

ToBap ABNseTcA negUUUHCKUM nsgennem. PY Ne ®C3 2011/09549 o1 26.06.2014 r. BblfaHO
Poe3gpaBHaA30poun, CPOK AelicTBUS HeorpaHMyeH. CpoK rof4HOCTU HE YCTaHOB/EH.

NmnopTtep:

000 «OpTo Mesaunka Mpynn»
Poccus, 145405.
MockoBckast 061acThb,

r KpacHoropck. nbuxkoe
wocce, A 16. kopn. 1

I 1. Rehard Technologies GmbH,
j 10785 Berlin, Potsdamer Strape
1 92, Germany.

1 2. Arden Medikal Saglikis vedi§
1 Ticaret A.8., Saray Mah. 100 Yil
1 Blv. No; 16
| Kahramankazan/Ankara/Turkey.

& 000 LMPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU

MpounasoAutesas.
PexapaTexHonoAkuc Mm6X. Poccus. 127220. Mocksa,
FepmaHwii. 10785. BepnvH.
MoTtcaamep torpacce. 92

MpeTeH3nn HanpasBNATb:

a/aM 58.000 «HUKAME»
rpegcrtasuTesnb B Poccum u CHI.
Ten 8-800-53-35'112.

e-mail ikfcpnikamed.fu.

0 wu

DEL-204

3. PRIM, S.A., C/Yolanda |
Gonzalez 15, P.I. 1 28938

Mdstoles. Madrid, Spain. i
4. OO0 "Tpenakc", 125239, r. i
MockBa, npoe3g YepenaHoBbIX \
4.6, CTp.1, aTax 5, nomelweHune |
I, kKomHaTta 1, Poccus. |



ApTtnkyn HES-304

O R

BEPHET

OPTE3
HA NIOKTEBOI
CYCTAB

HES-304

« CTIOCOBCTBYET
BbICTPOMY BOCCTAHOB/TEHVIO
MIOCTIE TPABM V1 OMEPALIAIA
*TIO3TAMHO PACLLIPSET
OFbEM [IBVDKEHNIA
«/IETKOE
W BE3O/TESHEHHOE
HAZEBAHVE

* Oo'e3 Orlcti IU S-i0nt
nepemMeHHomn
*'pe'ynKpyemMoin)
cTereHu mkcalmm
3a CYET LUAPHMPHOIA
KOHCTPYKLUM
NO3BONSET NO3TAMHO
(c watom B 10°)
pacLmpsiTa
ob6bem ABUHET U
B JIOKTEBOM CyCTaBe
B MEPVOA, PaHHETO
OyHKLMOHa/IbHOTO
neyeHus
B MOCTTPanMaTu4ecKom*
W nocneonepawLmoHHOM
nepvioge.

MmMmo6unnsauma noKTeBoro
cyrnasa Tion .3a4aHHbIM YT/I0M
no3sosnse" r:penorspatutrs
pasBUTUE OCIIOXKT-ENNIA
no6ne'un”b pa3paboTky
cyeTasa B nocieonepaymoHHOM
nepvoge.

MIPKIAYNGIUTARIlYiP? MTHCE.
CHHOMWE YEPEERI JI0HCBTPHE PILYEIGH

PIRYEPYHGEP, [ bHbIA

PALOCTHDb

LETT

ABWXEHMWNSA

VmraTCel-caatke DT Qi pRarursro v Kt 1golacAioi<

«opofK-jpe.

pey.-knatop» Or’«jm "[ repiM*-» KOHEYHOCTW HA NOKTEBON cyois. «pr.J-ti FOY

"o»»p «e/iaeicy «/cauHckum Uige-nem PYM @®C3 P011/09549 o126 06 2014 r
SMiiBo PocIAPA*yaaKk>pomM Cpok aencumn» HetypiMUHeH. CpCKroAHOC'M HC ycTaHOBNEH

WvnopTep J
000 *Op'0 Me”uknlpyrr -

Porcuu 143405 Yackoacuas
o6naet» r KpacHolopc»

MnkunHckoc aocce a 16 uept |

Peuam lekHonoiimmuc MoX.
Fepmanus, 10756, bepauH,
floicMMep uiipacce. 92

ace 106N 50 13485 (0]

MpeTeHauun Hanpasne*s

Poccus. 127220 Met 71
000«YUKAM(]*
rpeactasHren» CHI
Ten 8-800-33-3j

e-mail' iKK~n-umed"J

MecTo npou3BoAcTBa

1. Rehard Technologies GmbH,
10785 Berlin, Potsdamer Strape
92, Germany.

2. Arden Medikal Saglik i? ve di§
TicaretA.§., Saray Mah. 100 Yil
Blv. No: 16
Wahramanlazgn/Ankara/Turkey.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

C/Yolanda
28938

3. PRIM, S.A,
Gonzalez 15, P.l. |
Mé6stoles. Madrid, Spain.
4. 000 "Tpenakc”, 125239, r.
Mocksa, npoe3g YepenaHoBbIX
0.6, cTp.1, 3Tax 5, nomeweHne
|, komHaTa 1, Poccus.



ApTtukyn TEL-304

energy line " O R L E T T

BEPHET PAOOCTES®b ABWXEHMNA

OPTE3 HA JIOKTEBOW CYCTAB

N3penve «<omcopnio U HaAeMHO. ero nerko ncnonb3osate He Tpebyet
cneyvanbHbIX METOA0B CTUPKU N yXo4a.

M3penua npoTe3Ho opTonegnyeckne' optesbl Ha BEpXHME KOHEYHOCTU, KOpPCeTbl opToneanyeckue,
KOPPEeKTOPbl 0OCaHKMW, peknHaTopbl' OpTe3bl HA BEPXHME KOHEYHOCTU: Ha /IOKTEBOW cycTas, apT. TEL 304.
ToBap ABnAeTCA MeAULUHCKUM n3gennem. PY N*4>C32011/095490t 26.06.2014 r. BbIfaHO
Poc3apaBHaA30pOM. CPOK AENCTBUS HEOTPaHUYeH. CPOK FO4HOCTU He YCTaHOB/EH.

mnopTep: MponssoauTesb: npeTeH3Mn Hanpae/siTb;
000 «OpTto Meaukn Mpynn». Pexapp TexHonomkuc M6X. Poccus. 127220. Mocksa,
Poccua. 143405. Fepmanusa. 10785. bepnuH. a/a f# 58. 000 «<HUKAMEO»
Mockosckas obnacTb, Motcpamep wrpacce, 92 npeactaesuTenb B Poccun n CHI.
r KpacHoropck, MinbuHckoe Ten. B-800-33-33-1L.
wocce, g4 16. kopn L e-matl skk”nikamed.ru

ISO

Quality Maragemer* System DEL-204
Kc. to ENISO 11405

1 I. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda !
j 10785 Berlin, Potsdamer Strape Gonzdlez 15, P.l. 1 28938 i
1 92, Germany. Mé6stoles. Madrid, Spain. i
j 2. Arden Medikal Saglik i? vedi§ 4. OOO "Tpenakc", 125239, r. i
1 Ticaret A.§., Saray Mah. 100 Yil Mocksa, npoe3ss YepenaHoBbIx \
1 Blv. No: 16 p4.s, CTP.1, aTaX 5, nomeLleHue i

! L nhenmanlag - |, KomHaTa 1, Poccus. \
@ 000 LIHPMI (7 INFO@CIRMIR & WWWSOSTORAVNADIOR RO 2/ Ankara/Turkev- 1, KOMHaT ”



ApTtukyn DWR-2Q2

Y

ORLETT

energy line

OPTE3 HA IYYE3ANACTHbI
CYCTAB / MANUFLEX

MOCKAA TPEXVEPHAA BASKA

MPEMQIF VPOBAHHAA LLVHA

NaVKO/PHALW PEvEb

M3penvie KOMMOPTHO U HAAEXHO, ero 1erKo UCMOMb30BaTh.
He TpebyeT cneyumnanbHbiX METOLOB CTUPKN M yXoga

N3penvsa npoTe3Ho-opToneAnYeCcKne: opTesbl Ha BEPXHUE KOHEYHOCTH,
KopceTbl OpTONeAnYeckne, KOPPeKTopPbl 0OCaHKN, PEKIMHATOPbI:
OpTe3bl Ha BEpXHNE KOHEYHOCTU: Ha Nyye3ansacTHbIA cycTas, 3pT. DWR-202.
ToBap ABNAeTcA MeaANUNHCKUM nsgenvem. PY N*®C3 2011/09549 01 17.12.2021 r.
BblAaHo Poe3paBHaA30pOM, CPOK AelicTBMA HeorpaHnyeH. CPOK roAHOCTN He yCTaHOB/EH

MpounsBoanTens;
Pexapp TexHonomxuc
m6X, FepmaHus.
Rehard Technologies
GmbH, 10785 Berlin,
Potsdamer Str. 92,
Germany.

MmnopTep/ynonHOMOYEHHbI
npepcrtasutens B P®;

000 «HUKAME>»,

Poccus. 127015. Mocksa.

ByMakHbIi npoess. B, 14, cTp. 2.

MecTo nponssoacTea

MpeTeH3Un HanpaBnATb:
Poccusa, 127220, Mocksa,
3/ Ne 58, 000 «HUKAMEX
Ten:8-800-53-33-112.
e-mait skk@nikamed.ru.

ISO

Quality Management System
acc. to EN ISO 13485

DWR-202

N

1

j 1. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzdlez 15, P.. 1 28938
1 92, Germany. Mdstoles. Madrid, Spain,

j 2. Arden Medikal Saglik i? vedi§ 4. OOO "Tpenakc", 125239, r.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3g YepenaHoBbIX
1 Blv. No: 16 p.e, CTP.1 3aTax 5, momeLleHue
| Wahramanlazgn/Ankara/Turkey. |, KOMHaTa 1, Poccus.

000 LMPMH (@] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU



Aptukyn WRS-202

ORLETT

OPTE3 HA JIYYE3ANACTHbIN CYCTAB

WRS-202

N3penua npoTte3Ho-opToneAnyeckue: opTesbl Ha BEPXHME KOHEYHOCTU, KOPCEeThbI
opToneAnyecKkne, KOppeKTopbl 0CaHKN, PEKIMHATOpPbI:

OpTe3bl Ha BEPXHME KOHEYHOCTW' Ha yye3ansicTHbI cycTas, apT, WRS-202.

ToBap saBnsfeTca MegULUUHCKUM n3genvem. PY No ®C3 2011/09549 ot 17.12.2021 1.

Bbl4aHo PocagpaBHaf30poM, CPOK AeiCTBMA He orpaHuyeH. CpOK roAHOCTN He YCTaHOBJ/IEH.

NmnopTep; MpounssognTens: MpeTeH3nn HanpaBnATb:
000 «OpT0 Megukn Mpynn». Pexapp TexHonogyuc Mviéx, Poccusa, 127220, MockBa.
Poccus, 143405, FepmaHus, a/a Ne 58, 000 «HUKAMEL»,
MockoBcKkas o6nacThb, Rehard Technologies GmbH, Ten.: 8-800-33-33-112,

r. KpacHoropck, nbuHckoe 10785 Berlin, Potsdamer e-mail: skk(anikamed.ru.
wocce, 4. 16, kopn. 1 Str. 92. Germany.

YNONHOMOUYEHHbI Quality
npegctasuTens B PO: ISO Management System
000«HUKAMEL», acc. to EN 1SO 13485

Poccusa, 127015, MockBa,
ByMaXkHbIl npoesg,
n. 14, c1p.2,

| MecTo npon3BoacTBa

1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Stra|]3e Gonzalez 15, P.I. 1 28938
1 92, Germany. Mostoles. Madrid, Spain,

j 2. ArdenMedikalSagliki?vedi§ 4. OOO "Tpenakc", 125239, r.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3gs YepenaHoBbIX
1 Blv. No: 16 A.6, cTp. 1, aTax 5, nomelieHue

I Wahramanlaz
000 LHPMH () INFO@CIRMLRU @ WWWE0STORMNADIOR AU 2 /Anara/Turkey. 1, komHara 1, Poccus.

G- r—



rline junior line O R I_ E TT

OPTE3 HA NIYYE3ANACTHBI CYCTAB

WRS-302[P] WRS-2021P]

N3penusa npoTe3Ho-opToneAnMyecKme: opTesbl Ha BEPXHUE KOHEYHOCTU, KOpCeTbl opToneanyeckue,
KOPPEKTOpbl 0CaHKU, peknmHaTtopbc OpTe3 Ha yvye3anscTHbIi cycTa, apT. WRS-302/WRS-302(P).
ToBap aBnseTca meAuUUMHCKUM mnsgennem. PY Ne #C3 2011709549 ot 17.12.2021 1.

Bbl4aHO Poc3apaBHaA30pOM, CPOK AeACTBUA He orpaHuyeH. CpOK rogHOCTU He yCTaHOB/IEH.

MmnopTep: MponssoanTens: MMpeTeH3nn HanpaBNATb:
000 «OpTo Megukn Mpynn», Pexapg TexHonomxuc MvoX, Poccua, 127220, MockBa,
Poccusa, 143405, FepmaHusa, 10785, bepnuH, a/s Ne 58, 000 «HUKAME».
MockoBckasi o6nacTb, Motcpamep wTpacce, 92. Ten.: 8-800-33-33-112,

r. KpacHoropck, nbnHckoe e-mail; skk@nikamed.ru.

wocce, A. 16, kopn. 1. ZS0 erto 150 19485
YNOMHOMOYEHHbI

npeacrtasnutens B PO:

000 «HUKAMELA»,

Poccusa. 127015, MockBa,

BymarkHbIl npoe3g,

a. 14, ctp. 2.

MecTo nponssoacTsa
j I. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.l. | 28938
1 92, Germany. Mostoles. Madrid, Spain,
j 2. Arden Medikal Saglik i9vedi? 4. OO0 "Tpenakc", 125239, r.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3gs YepenaHoBbIX
| Blv. No: 16 Aa.6, CTp.l, atax 5, nomeLieHue

I Wahramanla
000 LHPMH () INFO@CIRMLRU @ WWWS0STORANADIOR RU 2 ~\"Kara/Turkey. 1 komHara 1, Pocous.

G- n— ———



Aptnkyn WRS-302

ORLETT

OPTE3 HA NYYE3ANOCTHbI CYCTAB

WRS-302

©

I/Ia,u,envm npoTe3HoO-OpTONEeAnYecKMe opTe3bl HA BEpXHNEe KOHEYHOCTN, KopceThbl opTonegnyeckue,
KOPPEKTOPbl 0OCAHKWN, PeKNMHATOpPbl OpTe3bl HA BEPXHUE KOHEYHOCTH

Ha ny4yes3anAacTHbIl cycTas, apT WRS 30?

ToBap sBnseTca MeAuULUNMHCKUM usgenmem. PY N* ®C3 2011/09549 o1 17 12 2021 r

BbljaHO Poc3apaoHa30p0.M. CPOK AENCTBMSA HC orpaHnyeH. CpOK rofHOCTM HC YyCTAHOBJ/IEH.

MmnopTep: MponssoanTens: MpeTeH3nn HanpaBNATb:
000 «OpTo Meaukn Fpynn». PoxapaTexHonogxuc Mvex, Poccua, 127220. Mocksa,
Poccusa, 143405, MockoBckas Fepmanus, 10785. bepnuH. a/a N* 58, 000 «HUKNMEA»
o6nacTb, r KpacHoropck, MoTcpamep wTpacce, 92. Ten :a 800-33-33-112.
WnbuHckoc Liocce, g 16, kopn 1 e-mail: sl<k(3nikamed.ru.

Ojality Management System
1ISO il y g Y

YNONHOMOUEHHbI ace to EN ISO 13485

npeacrtasuTens B PO;

000 «HUKAML».
Poccusa, 127015, Mockea,
6ymMaxHblil npoess, 4. 14. cTp. 2

MeTt»npoun3soacTea
1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzdlez 15, P.I. | 28938
1 92, Germany. Mostoles. Madrid, Spain,
j 2. Arden Medikal Saglik if vedi$ 4. OOO "Tpenakc", 125239, r.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3g YepenaHoBbIX
1 Blv. No: 16 a.s, CTP. 1, 3Tax 5, nomelleHue

| Kahramanlkazan/Ankara/Turkey. |, komHata 1, Poccus.
000 LIMPMH (27 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

G_ = e



ApTtunkyn WRS-3Q2(P

rline junior line

ORLETT

OPTE3 HA nyuesansactHbi it CYCTAB

WRS-302[P]

WRS-202[P)

N3penusa npoTte3Ho-opToneAnyeckne; opTesbl Ha BEPXHME KOHEYHOCTU, KOPCEeTbl opToneguyeckue,
KOPPEKTOPbl 0CaHKW, peknHaTopbl: OpTe3 Ha yye3ansacTHbI cycTas, apT. WRS-302/WRS-302(P),
ToBap siBAsieTca MeguUMHCKUM nsgenvem, PY Ne #C3 2011/09549 ot 17.12,2021 1,

BblAaHO Poc3apaBHaA30pOM, CPOK AeCTBMSA He orpaHuyeH. CpoK rogHOCTW He yCTaHOBJ/IEH.

MmnopTtep:

000 «OpT1o Megukn pynn»,
Poccusa, 143405,
MockoBckas obnacTb,

r, KpacHoropck, WnbnHckoe

wocce, 4. 16, kopn. 1. I1SO

YNONHOMOYEHHDbI
npegcrasuTenb B PO:
000 «HMKAMEL»,
Poccusa, 127015, Mocksa,
BymaxHblii npoesn,

a. 14, cTp. 2,

MpounssoanTens;

Pexapa TexHonogxunc MvoxX,
FepmaHua, 10785, bepnuH,
MoTtcaamep wrpacce, 92.

Quality Management System
ace. toEN 1SO 13485

MpeTeH3Un HanpaBNAThb:
Poccua, 127220, Mocksa,
a/a Ne 58, 000 «HUKAMEL»,
Ten,: 8-800-33-33-112,
c-mail: skkonikamcd.ru.

MecTo npoussoacTea

1 Rehard Technologies GmbH,
10785 Berlin, Potsdamer Strape
92, Germany.

2. Arden Medikal Saglik i? ve di§
Ticaret A.8., Saray Mah. 100 Yil
Blv. No: 16
K ahramankazan/Ankara/Turkey.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

3. PRIM, S.A, C/Yolanda
Gonzalez 15, P.. 1 28938
Mdstoles. Madrid, Spain.

4. OO0 "Tpenakc", 125239, T.
MockBa, npoesq YepenaHoBbIX
[.6, CTp.1, aTax 5, nomeLleHme
|, KomHaTta 1, Poccus.

10



Aptukyn WRS-306

Q- — —

medical fine O R L E T T

OPTE3 HA NIYYE3ANACTHBI/ CYCTAB
W IPEANNEYLE

WRS-308 WRS-306
©) €

N3penuna npotesHo-opTonegnyeckne: opTesbl Ha BEPXHUE KOHEYHOCTU, KOPCETbI opToneAunyeckue,
KOPPEeKTOpPbl 0CAHKN, pCKNNHATOpPbl: OpTe3bl HA BEPXHNE KOHEYHOCTU:

Ha nyye3ansicTHblli cycTaB, apT WRS-306/WRS-308.

ToBap ABNsieTca MeAULUHCKUM n3gennem. PY Ne ®#C3 2011709549 o1 17.12 2021 r.

BbllaHO Poe3apaBHa30pOM, CPOK AeliCTBUSA HO orpaHuyeH. CpoK rogHOCTU He YCTAHOBJ/IEH.

MmnopTep: MpounssoanTens; MpeTeH3nn HanpaBnaTh;
000 «OpTo Megukn Ipynn». | J Pexapp, TexHonogxunc MmoX, Poccua, 127220, Mocksa,
Poccusa, 143405, MockoBckas repmaHus, a/fl N? 58, 000 «HUKAMEQ»
obnactb, r. KpacHoropck. Rehard Technologies GmbH. Ten,: 8-800-33-33-112,
MnbuHcKoe wocce, A. 16, kopn. 1 10785 Berlin, Potsdamer Str. 92, e-mail: skk@nikamed.ru.
Germany. =
YNONHOMOYEHHbI I OuaiiCy
npeacrtaeuTens B PO: ISO Management System

000«HUKAMEQ, acc. to EN ISO 13485
« ».

Poccus, 127015. Mocksa,
BymaxHbIll npoesn, 4 14. cTp. 2.

MecTojipou3BogcTea

1 I. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzdlez 15, P.. 1 28938
1 92, Germany. Mdstoles. Madrid, Spain,

J 2. ArdenMedikalSagliki?vedi§ 4. OOO "Tpenakc", 125239, r.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3s YepenaHoBbIX
1 Blv. No: 16 4.6, CTp. 1, atax 5, momMeLleHue
| Kahramanlkazgn/Ankara/Turkey. |, komHata 1, Poccus.

000 LIMPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU _— =



ApTtukyn WRS-308

ORLETT

OPTE3 HA YYE3ANACTHbI/ CYCTAB
W HPEANNEYBE

WRS-308 WRS-306
THIMIMI VUM T My - M]M]MWKmI((
) («)

N3penna npoTte3Ho-opToneanuyeckne: opTesbl Ha BEPXHUE KOHEYHOCTU, KOPCeThl opToneanyeckue,
KOPPEeKTOpbl OCaHKN, peKnnHaTopbl: OpTe3bl Ha BEPXHUE KOHEYHOCTH,

Ha nyJyesansicTHblli cycTas, apT. WRS-506/WRS-308.

ToBap ABNsieTCA MeAULUHCKAM n3gennem. PY N» ®C3 2011709549 o1 1712.2021 1.

BblaHO Poc3npaBHaA30pOM, CPOK AeCTBMSA He orpaHnyeH CpPOK rOAHOCTU He yCTaHOB/EH.

WmnopTep’ npounssoAnTenb: MpeTeH3UN HaNPaBNATh:
000 «OpT0 Megukn pynn», j-l Pexapg TexHonomxuc Mvoéx, Poccusa, 127220, Mocksa,
Poccus. 143405, MockoBcKas lepmaHus, a/aN» 58, 000 «HUKAME[L»
o6nactb, I KpacHoropck. Rehard Technologies GmbH, Ten.: 8-800-33-33-112,
MnbuHckoe wocce, 4. 16, kopn. L 10785 Berlin. PotsdamerStr. 92. e-mail' skk@nikamed ru.
Germany. .

YMOMTHOMOYEHHbI i Quality

ISO Management System

npefcrasuTens B PO;

000 «HUK/IMED».

Poccus, 127015. Mocksa,
BymaxHbIi npoesg, 4. 14, c1p. 2.

acc. to EN ISO 13485

MecTo nponssoacTBa
1. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
10785 Berlin, Potsdamer StraPe Gonzalez 15, P.l. 1 28938
92, Germany. Mostoles. Madrid, Spain.
2. Arden Medikal Saglik i? ve di8§ 4. OOO "Tpenakc", 125239, T.
Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3g YepenaHoBbIX
Blv. No: 16 pa.6, cTp.1, aTax 5, NnoMeLeHme

1 Wahramanlazan/Ank /Turkey. | 1P .
& 000 UUPMU @] INFO@CIRMI.RU @WWW.Gl‘]SZl]RAVNA[]Z[]R.RUQn nararturkey » KOMHaTa 2, Foceha



Aptnkyn WRS-310

—_— -

= r—

1

ORLETT

OPTE3 HA IYYE3ANACTHbI/A CYCTAB

C CICTEMOW ®UKCALMI BOA

WRS-310

®

W5BC/INA NnpoTe3aHo OpTOroAMYecKnc: opTesbl HA BEPXHUE KOHEYHOCTU, KOPCEeTbl opToneanyeckue,
KOPPEKTOpbl OCaHKW, peKruHatopbl OpTesbl Ha BEPXHUE KOHEeYHoe Tu-

Ha Ny4ye3anscTHbIi cycTaB, apT WHS-ilO.

Tooap ABnseTca (MeauUMHCKUTY nsgennem PY N- ®C3 ?7011/09579 ot J712 2021 r
BblJaHO Poe3/ipaBMaj30poM, CPOK AeliCTBUA HC OrpaMUHCH CPOK FOAHOCTU He yCTaHOBNEH

UmnopTep; MpounssoanTenb: MpeTeH3nn HanpaBNATL-
000 «Op'o Meguka lpyn< -, Pexapg TexHonomkuc. MoX, Poccua, 127220. Mocksa.
Poccus. 1°340$. MockoBckas FepmaHus, a/k N»58. 000 «HUKNIMb[«
06r3eTb, ' KpacHoropck. Rehord Technolog es GmbH. Ten :8 800 33 55 112,
VinbuHckoe nccce, A 16, koon, 1. 10/8t) Befln. Potsdame'Sir 92, e-mail- skk<?in’kamed.Tu.

MecTo Npon3BOACTBa

1 1. Rehard Technologies GmbH,
j 10785 Berlin, Potsdamer Strape
1 92, Germany.

j 2. Arden Medikal Saglik i? vedi§
I Ticaret A.8., Saray Mah. 100 Yil
1 Blv. No: 16
| Kahramanlkazgn/Ankara/Turkey.

1
& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. PRIM, S.A., C/Yolanda
Gonzalez 15, P.l. 1 28938
Mostoles. Madrid, Spain.

4. OO0 "Tpenakc", 125239, T.
Mocksa, npoesfs YepenaHoBbIX
4.6, CTp.1, aTax 5, nomelleHne
I, KomHata 1, Poccus.



ApTtnkyn WRS-402

medical line O R L E TT

OPTE3 HA nyuesanactubiit CYCTAB

LI -402

M3penna npoTe3Ho-opTonegnyeckne; optesbl Ha BEpPXHUE KOHEYHOCTU, KopceTb!

opToneAnYeckne, KOPPEKTOPbI OCaHKN, peknuHaTopbl: OpTessbl
Ha nyyes3anscTHbI cycTaB, apT. WRS-402,

Ha 0epXHMne KOHEe4YHOCTu:

ToBap sBnsieTcss MeAnLMHCKUM nsgenvem, PY No ®C3 2011709549 ot 17.12.2021 r.
BblJaHO Poe3apaBHaf30pOM, CPOK AECTBMA He orpaHnyeH. CpoK rogHOCTU He YCTaHOB/EH.

NmnopTep: MponssogunTens:

000 «OpT0 Megukn pynn», Pexapa TexHonomxmc MoX,
Poccus, 143405. lepmaHua,

MockoBckas obnacTb, Rehard Technologies GmbH,
r KpacHoropck, WnbnHckoe 10785 Berlin, Potsdamer
wocce, A. 16, kopn. 1. Str. 92, Germany.

YNOMHOMOYEHHbI
npepcrtaButens B PO:
000 «HMKAME»,
Poccusa, 127015, Mocksa,
BymMakHbI npoess,

0. 14, cTp.2.

v4

MecTo npou3BoAcTBa
1 Rehard Technologies GmbH, 3. PRIM,

MpeTeH3nn HanpaBNATb:
Poccusa, 127220, Mockea,
a/aN“58, 000 «HUKAMEL»,
Ten.: 8-800-33-33-112,
e-mail: skk@nikamed.ru.

Quality
Management System
ace. to EN 1SO 13485

S.A., C/Yolanda |

10785 Berlin, Potsdamer Strape Gonzalez 15, P.l. 1 28938 |
92, Germany. Mbstoles. Madrid, Spain. |
2. Arden Medikal Saglik i?ve di8 4. OOO "Tpenakc", 125239, T. |
Ticaret A.8., Saray Mah. 100 Yil Mockga, npoesf YepenaHoBbIX |
Blv. No: 16 a.6, CTp.1, aTax 5, nomelLeHMe |

Kahramankazan/Ankara/Turkey. |, koMHaTa 1,

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Poccus. !

14



Aptnkyn DS-205

medical Tine ORLETT

B CPHEFT PAAOC"1"b n B unWX-PHMUWA

OPTE3 HA MNIEYEBOIA CYCTAB 1 PYKY

N3penna npoTe3Ho-opToneanyeckne: opTesbl HA BEPXHME KOHEYHOCTN, KOpCeTbl opToneanyeckme, KOPPeKTOPbl OCaHKu,
peknmHaTopsl: OpTe3bl HA BEPXHME KOHEUYHOCTW; Ha NeYeBoii cycTaB v pyKy, apT. DS-205. DS-205(P)

ToBap fiBNseTcA MeAULMHCKMM nsgenviem. PY Ne ®C3 2011/09549 ot 26.06.2014 r BblfaHo Poc3gpaBnag3opoM, CPOK AelicTBUS
He orpaHnyeH CpOK rogHOCTM He YCTaHOB/EH.

MmnopTep: MpoussoanTenb: MpeTeH3nn HanpaBnATh:

000 «OpTo Megukn Mpynn», Pexapg TexHonomkuc Mex, Poccus, 127220. MockBa, a/a Ne 58,

Poccua. 145405, MockoBcKas lepmanusa, 10785. bepnuH. 000 «HUKAME» npeactaButens B Poccum n CHI.
0651acTb, I. KpacHoropck, MoTcpamep wrpacce, 92. Ten.: 8-800-33-33-112, e-mail: skk@nikamed.ru.

WnbuHckoe wocce, A. 16, kopn. L

ISO

Qua i(y Managen-"-'l Syb;rrr
ACC toi.MSO IV*Sb

/m

G- P ——

\ MecTo npousBogcTBa

1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzdiez 15, P.1. 1 28938
1 92, Germany. Mdstoles. Madrid, Spain.

j 2. ArdenMedikalSagliki?vedi§ 4. OOO "Tpenakc", 125239, r.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3f YepenaHoBbIX
i Blv. No: 16 A6, CTp.l, atax 5, nomelyeHune

I Kahramankazan/Ankara/Turkey. |, komHata I, Poccus.
000 LIMPMH @7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



ApTtnkyn DS-205(P)

medical line O R L E T T

B £ P H 1t - P AL OCTS@®B A B W X EH W A

OPTE3 HA MNIEYEBON CYCTAB U PYKY

N3penva npoTe3Ho-opToneanyeckne: opTesbl Ha BEPXHME KOHEYHOCTU, KOpCeTbl OpToneAnyeckne, KOppPeKTopbl 0CaHKH,
peknuHaTopbl. OpTe3bl Ha BEPXHME KOHEUYHOCTM: Ha NeyeBoli cycTaB 1 pyKy, apT. DS-205, DS-205(P).

ToBap sfiB/IAeTCA MeNUUUHCKUM n3gennem. PY N* ®C3 2011/09549 ot 26 06.2014 r. BbiaHO Poe3gpannaf3opomM, CPpoK AelicTBUS
HC orpaHnyeH. CpoK ro4HOCTU HEYCTaHOE/IOH.

WmnopTep: MpownssoauTens: MpeTeH3nn HanpaBnATb:

000 «OpT0 Megukn Mpynny, Pexapg TexHonogxuc MvoxX, Poccus, 127220. Mocksa, a/s Ns 58,

Poccus, 143405, MockoBcKas F'epmanus, 10785, bepnvH, 000 «HMKAME» npepctasutens B Poccumn n CHI.
o6nactb, r. KpacHoropck, Motcpamep wrpacce, 92. Ten.: 8-800-33-33-112, e-mail; skk(Pnikamed.ru-

MnbuHcKoe wocce, 4 16. kopn. 1

1ISO

i-.y System
»cc ;0FN SO 15485

MecTo nponssoacTBa
I 1. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer StraPe Gonzalez 15, P.. 1 28938
I 92, Germany. M6stoles. Madrid, Spain.
J 2. Arden Medikal Saglik i? ve di§ 4. OOO "Tpenakc”, 125239, r.
I Ticaret A.8., Saray Mah. 100 Yil MockBa, npoe3g YepenaHoBbIX
Blv. No: 16 a.s, CTP.1, aTaX 5, NOMeLleHUe

1 Kahramankazgn/Ankara/Turkey. |, komHaTa 1, Poccus.
& 000 LMPMU 2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU

16



|"1K8-129

o RLETT

B EPHET P AL OCT®b A B U X E H 1N 4

OPTE3 HA MNIEYEBOI CYCTAB W PYKY

RS-129

e 0pTe3 Ha nsaeyeBoli cyctaB n pyky Orletl RS-129 ¢ orpaHnyeHnem oTBeAEeHNSA 6€3 NCMONb30BaHMSA
huKcupylouero pemHa obecneuynBaeT CpeAHIOK CTeNeHb rUKcauum naevyeBoro cycrasa.

e CbeMHblil PUKCHpyloWwmnii peMeHb NO3BO/ISIET YCTAHOBUTbL AOMNOMHUTE/IbHOE OFpaHNYeHne oTBeaeHus
B N/Ie4E€BOM CyCTaBe.

M3penva npoTe3Ho-opTonegnyeckne: opTesbl Ha eCPXMUC KOHEYHOCTWN, KOPCeTbl opToneAnyYeckne, KOPPekTopbl 0CaHKu,
peknuHaTopbl: OpTe3bl Ha NEPXHME KOHEYHOCTU: Ha NjeyvyeBoli CycTaB M pyKy, apT. RS-129.

ToBap HBAHETCA MefULNHCKUM nsgenmem. PY N*®C3 2011/09549 ot 26.06.2014 r. BbifaHO Poe3apaBHaA30poOM, CPOK AeiicTBUA
He orpaHunyeH. CpoK rogHOCTU He yCTaHOB/EH.

NmnopTep: MpounssoaunTens: lMpeTeH3nn HanpaBnATb:

000 «Opto Meaukn 'pynn». Pexapg TexHonomkuc MvX. Poccus, 127220, MockBa, a/a Ne 58.

Poccus, 143405, MockoBCKast F'epmanus, 10785, bepnvH. 000 «HUKAMEO» npeacTtaButens B Poccumn n CHI,
obnacTb, r KpacHoropck, Motcaamep wrpacce. 92 Ten 8-800-33-33-112. e-mail: skk@nikamed.ru.

MnbuHckoc wocce, 4. 16, kopn. 1

ISO

Quality Ma'-agerteni System
acc.toIMS0:M8S

r 1 1. Rehard Technologies GmbH, 3. PRIM, S.A., CA'olanda !
j 10785 Berlin, Potsdamer Strafe Gonzdlez 15, P.. 1 28938 i
1 92, Germany. Mostoles. Madrid, Spain. !

j 2. Arden Medikal Saglik i? vedi§ 4. OOO "Tpenakc", 125239, r. !
1 Ticaret A.$., Saray Mah. 100 Yil Mocksa, npoe3ss YepenaHoBbiX |
1BIv. No: 16 4.6, cTp.1, aTax 5, MoMelLeHue j

| Kahramanlazgn/Ankara/Turkey. KoMHata 1, Poccus.
& 000 LIMPMK @7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU y L |
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ApTtnkyn SA-209

ORLETT

CPIE3 HA\ngeLleBof/’l CYCTAB NPYKY,
OB

SA-209

 OBJIETYAET PA3PABOTKY MNEYA MOCNE TPABM A OMEPALIA
e MPEQYMPEXJAET OC/OXHEHIA MOC/E TPABM 11 OMEPALIMIA
« PETYINPYETCA MO ®UTYPE

WHCTPYKUMA HAXOAWUTCA BHYTPU YNAKOBKU.
COBMOZEHUE MEP BE3OMACHOCTI HE TPEBYETCH.

TABJINLA NOJB0PA PASMEPOB

PA3MEP SIM L/XL

OKPYXHOCTb TA/AK. CM <80  80-120

N3penna npote3Ho-opToneAnyeckme: opTesbl HA BEPXHME KOHEYHOCTU, KOpCeTbl opToneguyeckue,
KOPPEKTOPbl 0CaHKN, peknanHatopbl; OpTe3bl Ha BEPXHME KOHEYHOCTU: Ha N1e4YeBOi cycTaB n pyky, apT. SA-209.

ToBap ABNAeTCA MegULNHCKNUM n3genvem. PY No ®C3 2011/09549 o1 17.12.2021 1.
BblfaHo Poc3apaBHaA30pOM, CPOK AENCTBUA He orpaHMyeH. CpOK rogHOCTU He YCTaHOBJ/IEH.

MMmnopTep/ynonHOMOUYEHHBI nponsBoAuUTENb: MpeTeH3nn HanpaBnATb:

npepcrtasutens B PO; Pexapa TexHonogxuc rméx, Poccua, 127220, Mocksa,

000«HUKAMEL», FepmaHuna, 10785, bepnuH, a/sa Ne 58, 000 «HUKAMEL»,

Poccua, 127015, Mocksa, NMoTtcpamep wTpacce, 92. Ten.: 8-800-33-33-112,

BymaxkHbln npoe3q, 4. 14. cTp. 2. e-mail: skk@nikamed.ru.
Quality

S016-01-SA-209-N4_04/22 SO Management System

ace. to EN ISO 13485

1 MECTO_I'IDOI/ISBO,IJ,CTBa

1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Polsdamer Strape Gonzalez 15, P.. 1 28938
192, Germany. Mdstoles. Madrid, Spain,

j 2. Arden Medikal Saglik i? ve di§ 4. OOO "Tpenakc", 125239, T.
1 Ticaret A.§., Saray Mah. 100 Yil Mocksa, npoe3s YepenaHoBbIX
1 Blv. No; 16 .6, CTp. 1, aTax 5, nomelleHue

I Kahramanlkazgn/Ankara/Turkev. 1, KomHaTta 1, Poccus.
000 LIUPMH @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

G- — ==



ApTtukyn SA-300

G- P — =

1

ORLETT

OPTE3 HA MINIEYEBOV CYCTAB V1 PYKY,
OTBOAALLYIA
SA-300

« OB/IETYAET PA3PABOTKY M/IEYA TOC/E TPABM 1 OMEPALIIA
« TPEAYMPEXIAET OCIOMHEHUA NOC/E TPABM M OTEPALAV
* PEMY/IVPYETCA IO ®UIYPE

. iCPY/MIR bIX:A]1'CA BYYp!* YNIAKOBK.!
CO&TI0AEHNC MEr bE3ONIACHOCK' Hf- ‘PEBYNCA

Urge'»'B «pof«jNO»O0 TOP*A-"HcC"»“t cptcj*» Hipe p « K 0 p € « T u opTon«/IEr-ecnme.

4oppcH'Opm PC</»»«00bI n.) B KN KIS TIE A nd Aycrac «oy»y dpt SA
‘oHjpw«er:« Aiir-um CVNe OC57CII‘09$49 v~ 17,12 2021 1
MbIPABO A)EpAinaa)Ccpam . CPOK«:CTPS -f« crpiH ™1 Cpo« MOAMOCTU KC yciMcarrs-
Munoptep/ynonmomouemMumu J rm-l\M'ﬂle, IpeTeHMu kanpaasa'’k

" Ql )\0: Pf-aya 'e»Ho"0-«nt M6X, Pocc.u» 127220 MotKud,

. eDVjMMIt Baprum. a/«Ne SS 000 .HUKAMr[.

P<xc.*A 12;01& MocaM Mo”Ca*»*ro-.1A*cce 92 «c/716 800-J3-J3 112
ByU|DkHb 1 r>poklf, 4. .4 (Tp 2 e-rraK skkitnlkomea rm

$016-01-SA-209-W_04/22 1

n Mjnagifnenl System

- ace IstNiSOU-ia$

MecTo npoussoacTsa

1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer StraPe Gonzdlez 15, P.. 1 28938
1 92, Germany. Mostoles. Madrid, Spain,
{ 2. Arden Medikal Saglik i? vedi§
1 Ticaret A.§., Saray Mah. 100 Yil
1 Blv. No: 16 4.6, cTp.l, aTax 5, nomeLleHne

I Kahramankazan/Ankara/Turkey. |, kKomHaTa 1, Poccus.

000 LIMPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

4. OO0 "Tpenakc", 125239, .
Mocksa, npoe3sg YepenaHoBbIX
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ApTtnkyn SI-130

medical line

§ }

ORLETT

OPTE3 HA nneuesoii CYCTAB

PYKY
S1-130

« OB/IETYAET PA3PABOTKY M/IEYA NOCAE TPABM 11 ONEPALIIA
* NIPELYNPEX/AET OC/OXHEHNA NOC/E TPABM 11 OMEPALIAI

* PETY/IPYETCA MO ®UTYPE

NHCTPYKLUMA HAXQOACABYTAAYNAKOaki
QCENQIEHE MP 3530 AHICTVHE TRERETCH

N3cenns ra3oT«}Ho-coTore*nyeck/e opressl ha BepxHue koiichhocth KOPCeTbl OPTONOANYOCKS-€.
KOPPEKTOPbI 0CaHKa, PeKAUHATOPbl Op*e3bl HaBEPTK'ME KOKENHOCTU KO Mb-eKeBOW CYCTIB U PyKy apT S
ToBapuBnBeTra MeAK.MHCXM usgennem PY  ®C3 ?011/09W9 ot 171?720%1 r

Bbljario PoCc3ApaBuo/30pOM, CPOK AEKC/IB-'S Ue OrpaukneH CpoK roAr-ocra He yCTaHoB/EH

ViMnopTep/ynosiHOHOYEHHbI Mpon3BoanTenk. MpeTeH3un HaNpBBAATK
npcActakuTcnn s P®. Pexapp TekHonompkuc Mex, Poccus. 177270. Mocksa,
000-HUKAMEL-. FepmaHHe 1078S. 6cpcuH a/«N*58 ClO OkMUKAMEL.
Poccua 127017, Mocksa Hotcaamep wrpacce. 97 ren..8 800-33-J3 112,

SavenbiVinpoesa- H, cip 2

Quality

e-mail. skk@niKamcO rj

S016-01-5A-209-N4_04/22 ISO Managerers: syitem
- ace to £N 1SO 15405

MecTo Npou3BoACTBa

1 Rehard Technologies GmbH,
10785 Berlin, Potsdamer StraPe
92, Germany.

2. Arden Medikal Saglik i? ve di§
Ticaret A.8., Saray Mah. 100 Yil
Blv. No: 16
Kahramankazan/Ankara/Turkey.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. PRIM, S.A., CA”olanda
Gonzalez 15, P.I. | 28938
Mdstoles. Madrid, Spain.

4. 000 "Tpenakc", 125239, .
MockBa, npoesg YepenaHoBbIX
[.6, cTp.1, atax 5, nomelleHue
I, KomHata 1, Poccus.
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Aptnkyn SI1-311

ORLETT

OPTE3 HA MNEYEBOW CYCTAB 11 PYKY

SI-311

TABANLA MOJIEOPA PASMEPOB

PA3SMEP XS S M L XL XXL

OKPY)XHOCTb PYIHOM KNETKM, CM 72-81 81-89  89-97 97-105 105-113 113-122

M3penna npoTe3Ho-opTONeAMYECKMEe: OpTe3bl HAa BEPXHME KOHEYHOCTM, KOPCeTbl opToneanyeckue,
KOpPEeKTOpbl OCaHKW, peknanHaTopbl: OpTe3bl HAa BEPXHNE KOHEYHOCTW: Ha Mae4yeBON cycTaB U pyky, apT. SI-311.
ToBap aBndeTcs MeguuMHCKUM nagenvem. PY Noe ®C3 2011/09549 ot 17.12.2021 .

BblfaHO Poc3gpaBHaA30pOM, CPOK AeACTBUA He orpaHMyeH. CPOK rO4HOCTU HE YCTaHOBJ/IEH.

Mmnoptep: OO0 «OpTto Megukn Ipynn», MpounsBoputens: MpeTeH3un HanpaBnAaThb:
Poccus, 143405, MockoBckas o6nacTb, mJ Pexapg TexHonogxuc MméxX, Poccus, 127220, MockBa,
r.KpacHoropck, WnbuHCKOe lWocce, epmaHus, alsa Ne 58,

4. 16, kopn. 1. Rehard Technologies GmbH, 000 «HUKAMEL»,
YNoNnHOMOUYeHHbI# NnpeacTaBuTens B P: 10785 Berlin, Potsdamer Str. 92, Ten.: 8-800-33-33-112,
000 «HUKAMEL», Poccusa, 127015, Germany. e-mail: skk@nikamed.ru.

MockBa, bymaxHblil npoe3g, 4. 14, cTp. 2.

Quality Management System
INO16-04-S1-311-N6_04/2S acc. to EN I1SO 13485

MecTo npoussogcTBa
1 Rehard Technologies GmbH, 3. PRIM, S.A, C/Yolanda
10785 Berlin, Potsdamer StraPe  Gonzdiez 15, P.. 1 28938
92, Germany. Mdstoles. Madrid, Spain.
2. Arden Medikal Saglik \qve di§ 4. OO0 "Tpenakc", 125239, r.
Ticaret A.8., Saray Mah. 100 Yil MockBa, npoe3g YepenaHoBblx
Blv. No: 16 4.6, cTp.1, atax 5, nomelleHne

W ahramanlkazgn/Ankara/Turkey. KOMHaTa 1, Poccus.
& 000 LMPMU (2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU urkey L



Aptnkyn FG-100

ORLETT

OPTE3 HA NACTHO-®ANAHTOBbIN CYCTAB
FG-100

*1ndn«lTm»Inrnc

e OpTe3 nosiHoW cTeneHn gonkcauymm Orlett
FG-100 npegHasHayeH Ana mexdanaHroBbIX
CyCTaBOB MasibLEB KUCTMU.

e OpTe3 U3roToB/MEH U3 COBPEMEHHbIX
MaTepuasioB, O4YeHb JIerkuii, o6ecneymBaeT
BbICOKUI KOMPOPT B NpoLEecce eveHuns.

= duykKcauua gocturaetcs ABYMA TMPOYHbIMA
nAaaHkaMn 1 3aCTeXXKKaMn «BeEJTKPO».

e OpTe3 peHTreH-HeraTMBeH. BHyTpeHHWi
MSATKWIA MaTepuan opTesa NpuieraeT K Koxe
N NpeaoxXpaHsAeT OT TPaBM U NPOJIEXHENA.

= B npouecce aKcnayaTauuy opTes He TepsieT
CBOEro BHELIHEro Bu1aa, 3a HUM NIETKO
yXaKuBaTh.

TAB/INLA NOL5OPA PASMEPOB

PA3MEP S M L XL
JNWHA NAMBLA. CM 4,555 5565 6575 7,590
JJIMHA OPTE3A, CM 4.9 6.2 7,4 8.7

N3penua npotesHo-opToneanyeckne; opTesbl Ha BEPXHME KOHEYHOCTU, KOPCEThbl OpToneguyeckne, KOppekTopsbl
0CaHKW, peknnHatopbl: OpTe3bl Ha BEpPXHME KOHEYHOCTU: Ha NACTHoanaHroBelii cyctas, apT. FG-100.
ToBap ABNsieTCS MegUUNHCKUM nsgenvem. PY No ®C3 2011709549 ot 17.12.2021 r. BbigaHO Poc3gpaBHag30pom,

CPOK AelicTBUA He orpaHnyeH. CpoK rogHOCTW He YCTaHOBJIEH.

MmnopTep: MponssognTens; MpeTeH3nn HanpaeBnAaThb;

000 «OpTo Megukn pynn», Pexapa TexHonogxuc MvéX, Poccua, 127220, MockBa,
Poccusa, 143405, MockoBcKkas - FepmaHusa, 10785, bepnvH, a/aNe 58, 000 «HUKAMEL»,
o6nacTb, I. KpacHoropck. | \] MoTcaamep wTpacce, 92. Ten.; 8-800-33-33-112,

MnbnHckoe wocce, 4. 16, kopn. 1. e-mail; skk(anikamed.ru.
YNONHOMOYEHHbIN

npeacrtasuTenib B PO:

000 «HNKAMEA», Poccusa,

127015, MockBa, BymaxkHbli 1SO
npoesj, 4. 14, ctp. 2.

Quality Management System
ace. to EN ISO 13485

MecTo nponssoacTBa

1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
10785 Berlin, Potsdamer StraPe Gonzdlez 15, P.l. 1 28938
92, Germany. Mé6stoles. Madrid, Spain.

2. Arden Medikal Saglik lIqve di§ 4. OOO "Tpenakc", 125239, T.
TicaretA.§., Saray Mah. 100 Yil Mocksa, npoe3g YepenaHoBbIX
Blv. No; 16 4.6, cTp.l, stax 5, nomeLeHne
KArarnankazN/Ankara/Tt"M I, komHata I, Poccus.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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ApTtukyn WFG-100

ORLETT

OPTE3 HA nacTtHo-hanaHroBbliit cycTas

WFG-100

M3penna npoTte3Ho-opToneanyeckne' opTesbl Ha BepXHME KOHEYHOCTU, KOpCceTbl opToneAunyeckue,
KOPPEKTOPbLI 0CAHKW, PEK/NHAOPbl Ha MHCTHO(anaHrouslii cyctas, api. WFG-100.

loaap ABnaeTcs meanuUUHCKUM nsgennem PY Ne ®C3 2011709549 ot 1/12 2021 T,

BblJaHO POC3/ipaBHO430pOM, CPOK A€ICTBNA He orpaHnyeH. CPOK rofHOCTN He yCTaHOB/IEH.

UmnopTep: MponsBoanTENb: MpeTeH3nn HanpaBNATb:

000 «OpTto Meauksa Mpynn > Pexappa TexHonoaxuc I.mox, Poccua, 127220. Mocksa,

Poccusi, 143405, MockoBckas FepmaHusa. a/aN*58, 000 «HUKAMEL»

o6nact!.. r. KpacHoropck, Rehard Technologies GmbH, Ten 8-800-33-33-112,

UnbuHckoe iLOCce. 4 16, kopn 1 10785 BeKin. Potsdamei Sir, 92, e-mail skk®nikamed.ru.
Germany.

YNONHOMOYEHHBbI
npepcrtasutens o Pd:
000«HUKAMEL»,

Poccus, 127015, MockETa.
BymaxHblii npoesg, g 14, cTp 2.

1

Quality
I1ISO Management System
acc. to EN I1SO 13485

MecTo npounssoacTBa

1. Rehard Technologies GmbH,
10785 Berlin, Potsdamer Strape
92, Germany.

2. Arden Medikal Saglik {9 ve di8§
TicaretA.§., Saray Mah. 100Yil
Blv. No: 16
K "~ ramankazan/Ankara/Turkey.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. PRIM, S.A., C/Yolanda
Gonzalez 15, P.I. 1 28938
Mdstoles. Madrid, Spain.

4. 000 "Tpenakc", 125239, r.
MockBa, npoesq YepenaHoBbIX
Ae, cTp.1, atax 5, nomelleHve
I, KoMHaTa 1, Poccus.

23



ApTu K<1 WFG~

ORLETT

OPTE3 HA MACTHO-®ATIAHTOBb A CYCTAB

WFG-10Q[P)

©

V3genuns npoTesHo-opToneanyeckue: opTesbl Ha BEPXHUE KOHEYHOCTW, KOPCeTbl opToneAnyeckue,
KOPPEKTOPbI 0CaHKM, PeKNnHaTopbl: OpTe3bl Ha BEPXHUE KOHEYHOCTH:

Ha nAcTHoanaHrosbli cyctas, apT. WFG-IOO(P).

ToBap ABnAAeTCA MeAUUUHCKUM nsgenvem, PY Ne ®C3 2011709549 ot 17.12.2021 .
BblfaHo Poc3fpaaHaA30poM, CPOK AeiicTBUA He orpaHuyeH. CPOK rogHOCTN He YCTaHOB/EH.

NmnopTep: NMponssoanTens: MpeTeH3nn HanpaBNATb:
000 «OpTo Meaukn pynn» Pexapa TexHonogxuc Mvoéx, Poccus, 127220, MockBsa,
Poccusi, 143405. MockoBckas FepmaHus, a/aN* 58, 000 «HUKAMEL>»,
obnacTb, I, KpacHoropck, Rehard Technologies GmbH, Ten.: 8-800-33-33-112,
MnbuHckoe wocce, 4. 16, 10785 Berlin, PotsdamerStr, 92. e-mail, skkfinikamed.ru.
kopn. 1 Germany.

Quality

YNO/STHOMOYEHHbI
npejcrasuTesnb B PO:

000 «HUKAMEQL», Poccus,
127015, MockBa, BymaxHblii
npoesn, A-14, ctp, 2.

7l

ISO Management System
acc. to EN I1SO 13485

i MecTo npon3BoacTBa

1 1 L Rehard Technologies GmbH,

j j 10785 Berlin, Potsdamer Strape
| 1 92, Germany.

{ j 2. Arden Medikal Sagliki? vedi§
1 1 Ticaret A.§., Saray Mah. 100 Yil
1 1 Blv. No: 16

] I Kahramankazan/Ankara/Turkev-
& 000 LMPMU (2] INFO@CIRMI.RU €3 WWW.GOSZDRAVNADZOR.RU

3. PRIM, S.A. C/Yolanda
Gonzdlez 15, P.J. 1 28938
Mdstoles. Madrid, Spain.

4. 000 "Tpenakc", 125239, .
Mocksa, npoe3q YepenaHoBbIX
0.6, CTp. 1, aTaX 5, NnomeLLeHne
1 komHaTa 1, Poccus.
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ApTukyn WRS-305

ORLETT

OPTE3 HA nepsbiii NACTHO-OANAHIOBbI/ CYCTAB

WRS-305

S N

000 LMPMH @] INFO@CIRM

N3penva npotesHo-opToneuyeckne: opTesbl Ha BEPXHUE KOHEYHOCTU, KOPCETI
opTonefuyeckne, KOppPeKTopbl 0CaHKM, peknnHaTopbl: OpTesbl Ha BEPXHWE KOHEYHOCTK:
Ha nsicTHothanaHroBbli cycTas, apT. WRS-305.

Tosap aBnseTca MeguUUHCKUM n3genvem. PY

®C3 2011709549 ot 17.12.2021 r.

BblAaHo Poc3gpaBHag30poM, CPoK ,D,eVICTBVIFI He OorpaHn4YeH. CpOK rogHoOCTN He yCTaHOB/1EH.

MmnopTep:

000 «OpTo Megukn Mpynn»,
Poccusa, 143405,
Mockosckas o6nacTb,

r. KpacHoropck. MnbuHckoe
wocce, . 16, kopn. 1,

YNOMHOMOYEHHbI
npeacrasutens B PO:
000«HUKAMEQL»,
Poccusa. 127015, Mocksa,
BymakHbI npoe3g,

n. 14, cp. 2.

MponsBoauTensb;

Pexapp TexHonogxnc Mviex,
FepmaHus,

Rehard Technologies GmbH,
10785 Berlin, Potsdamer

Str. 92, Germany.

MecTonpown3soacTea

1 1 Rehard Technologies GmbH, 3. PRIM,
j 10785 Berlin, Potsdamer Strape Gonzdlez 15, P.l. 1 28938
Mdstoles. Madrid, Spain.

1 92, Germany.

j 2. ArdenMedikalSagliki*vedi?
1 Ticaret A.8., Saray Mah. 100 Yil

1 Blv.

| Kahramanlkazan/Ankara/Turicey.

I.RU €5 WWW.G0SZDRAVNADZOR.RU

NMpeTeH3nn HanpaBnATh:
Poccusa, 127220, Mocksa,
a/aNe 58, 000 «HUKAMEL)
Ten.: 8-800-33-33-112.
e-mail: skk@nikamed.ru.

Quality
ISO Management System
acc. to EN 1SO 13485

S.A., ClYolanda

4. 000 "Tpenakc", 125239, .
MockBa, npoesf YepenaHoBbIX

16 p.e, CTp. 1, aTax 5, nomelleHne

1, komHaTta |, Poccus.
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Aptukyn WRS-3Q5(P)

ORLETT

OPTE3 HA nepsbiit MTACT HO-®AAHIOBBLIA CYCTAB
WRS-305(P)

N3penus npoTte3Ho-opTonegunyeckre' opTesbl HA BEPXHME KOHEYHOCTU, KOpPCeThbl
opTonenyeckme, KOPPEKTOPbl OCAHKW, PCKANHATOPbI: OpTe3bl HA BEPXHME KOHEUYHOCTU: Ha
nAcTHodganaHrosblli cyctas, apT. WRS-305 (P).

ToBap ABnseTcA MegUUUHCKUM un3genvem. PY N' ®C3 2011/09549 ot 17,12.2021 r.

BbljaHO Poe3apaHHa30pOM, CPOK AENCTBUA He orpaHMyeH. CpoK rogHOCTU He YCTAaHOBMEH

MmnopTep: MponssoaunTens; MpeTeH3nn HanpaBnATh;
000 «OpTo Meaukn Mpynn». Pexapg TexHonomxunc Mvex. Poccus, 127220, Mocksa.
Poccusa. 143405, FepmaHmns. a/a 58, 000 «HUKAMEO».
MockoBckas o6nacTb. Rehard Technologies GmbH, Ten,. 8-800-33-33-112,

r. KpacHoropck, VinbuHckoe 10785 Berlin. Potsdamer e-mail: skkO nikamed.ru.
wocce, 4-16, kopn. 1 Sir 92. Germany.

YNONHOMOUYEHHbI Quality
npeactasuTenb B PO: ISO Management System
000 «HUKAME[», acc. to EN ISO 13485

Poccusa, 127015. MockBa.
BymaxKHblii npoesa,
n. 14,cT1p.2.

MecTo npousBoacTBa

j 1 1. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.. 1 28938
1 1 92, Germany. Mdstoles. Madrid, Spain,

j j 2. Arden Medikal Saglik igvedi§ 4. OOO "Tpenakc", 125239, r.
1 1 Ticaret A.8., Saray Mah. 100 Yil MockBa, npoe3a YepenaHoBbIX
1 1 Blv. No: 16 ga.e, CTp.l, aTaX 5, nomelleHne
Glﬂ I Kahramankazan/Ankara/Turkey. |, KomHaTa 1, Poccus.

000 LIMPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



ApTukyn BS-222

ORLETT

KOPCET OPTOMEANYECKMNIA NOACHWYHO-KPECTLIOBBI
BS-222

N3genua npoTesHo-opToneanyeckue, opTesbl Ha BEPXHUE KOHEYHOCTU, YOpCeThl OpTonejuyeckme, KOPPEKTOPbl OCAHKWU, PEKNNHITOPHI.
OpTesbl Ha BEPXHME KOHEYHOCTU, KOPCeT opTone/-'Yyeckuii. apT. 35-222.

ToBap siBNseTcs MeAULUHCKUM usgenvem PY No ®C3 2011/09549 or17.12 2021 r. BbijaHo Poc3apaoHaa30poM, CPOK AeCTBUA He OrpaHuYeH
CpoK rogHOCTN He yCTaHOBNEH

MpoussoauTens; MmnopTtep/ynosIHOMOYCHHbI MpeTeH3un HanpaBnATh:
PexapsiTexHonomkuc Méx, npeacTtasuTens B PO: Poccus, 127220, Mocksa, a/s N" 58,
l'epmanus, 000 «HUKAME.[», Poccus, 000 «HWKAMBA», Ten 8-800-i3-33-U2,

Regard Technologies GtrcH,
10785 BeryYn, Potsdanrer Str. 92.
Germany

127015, MockBa. bymaxHblii e-mail skk(dnikamed,ru
npoe.Ta, 4. 14. cTp. 2,

ISO Quality Management System
acc, to EN I1SO 13485

| MecTo npoussogcTsa

1 I. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.. 1 28938
1 92, Germany. Mé6stoles. Madrid, Spain,

j 2. ArdenMedikalSaglikifvedi? 4, OO0 "Tpenakc", 125239, T.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoesg YepenaHoBbIX
| Blv. No: 16 n.6, CTp.l, 3TaX 5, nomeuleHne

I Wahramanl/ao
000 LUPMH [ INFO@CIRMLRU & WWW S0SZORAVNADZOR Ru 2/ AAnKara/Turkev. 1, komHata 1, Poccus.
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ApTukyn BS-224

ORLETT

KOPCET OPTOMEANYECKNIA NOACHNYHO-KPECTLIOBHI

BS-224

N5pe<iua npoTte3HO'Oplonegunyeckne. opTesbl HA HEPXHWE KOHEYHOCTH,
KopceTbl OpTOHEeNnMYyeckne, KOppek lopbl 0OCaHKU, peknnHaTopbl OpTesbl
Ha BEPXHME KOHeYHOCTN KopceT optonesninyeckuu, apt. 0S-27».
ToBap KanMeTcH MeuuMHCKU.~ nsgenvem PY Ne ®C3 P011/09549
oT 1/1?7.20%1 r HbfaHO Poc3npaBMaj30poM, CPOK AECTBUN HE OTPaHUYEH.

Mpownssogutens

Pexapa TexHonoiimmc MoX.
[epmanms,

Peha'd locvoiooes GmbH.
10785 Bertn, Polsdamer Sv 92.
Germarry.

CpOKroAHOC'M He yCTaHOB/NEH

VIMrioprep/ynonHoMoueHHbIi MpeTeHs3nn HanpasnsTh;

npejcrasuTe b B PO- Poccus, 127220, Mocksa, a/B N* 58,

000 «HUWKAMEA», Poccus, 000 kHUKAMEAO», Ten.; 8 800 33-33 112.
127015. MockBa. BymaxHblii e maii skkenikamed.ru.

npoesg, A 14.ctp. 2
Quality Management System
acc to EN ISO 13485

MecTo Npou3BOACTBa

1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
10785 Berlin, Potsdamer Strape Gonzdiez 15, P.. 1 28938

92, Germany.

Mé6stoles. Madrid, Spain.

2. Arden Medikal Saglik 19ve di§ 4. OOO "Tpenakc", 125239, .
TicaretA.?., Saray Mah. 100 Yil MockBsa, npoe3s YepenaHoBbIX

Blv. No;

16 a.s, CTP.1, aTaX 5, nomeLleHne

Kahramanlkazan/Ankara/Turkey. |, komHaTa 1, Poccus.

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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ApTtukyn DBS-4000

ORLETT

KOPCET HA MOSCHWYHbIA OTLEN
[NO3BOHOYHWKA / LUMBOSTAT

TMBKVIE PEBPA XXECTKOCTW

Pasrpy>arwT MblLLbl NOSACHUYHOM’
TVI0CKAA TPEXMEPHAA BA3KA

061acTn, COXpaHAA UX aKTUBHOCTb
O6ecneunBaeT MakcuMasnbHoe YBENUUUBaloT cTeneHb ukcaymm,
aHaTOMMYeCcKoe npuneraHne He Tpe6ys fONONHNTENbHOM

noAroHKM KopceTa no durype
OkasblBaeT neyebHOe MUKPO- a p turyp

Maccaxuoe Bo3gaeiicTene

WN3penve lcomopTno 1 HaAeXHo, ero Nerko ncnosb3osatb. He TpebyeT cneyunanbHbIX MeTO40B CTUPKM 1 yxoaa.
NMoapo6Hee o TexHonorum PROPRIOPRCSSION' MOXHO y3HaTb Ha orlelLru.

N3pgenus npoTe3Ho-opTonegnyeckne: opTesbl Ha BEpXHNE KOHEYHOCTUN, KOpPCeTbl OpTornea»e>eckne. KOPPeKTOPbl OCaHKN, PeKIMHaTOpbI
OpTe3bl Ha BEPXHME KOHEYHOCTW; KOpCeT opToneA3McCcKuii. apT. DBS-4000
ToBap siBNseTcs MeAUUMHCKUM n3genvem PY N>®C32011/09S49 ot 17.12.2021r
BblJaHO POC3LUMBHA/30POM. CPOK [leiiCTBUS He orpaHnyeH CpoK rofHOCTW He yCTaHOB/EH

MpoussoanTesib: NnnopTep/ynonHoOMo4YenMbIii npeacTaBuTeNs B PO: MpeTeH3nn HanpasNAThb:

Pexapa TexHonogxuc MméX. MrepmaHus. 000 «HWKAMEAb. Poccus. 127015. MockBa. Poccus. 127220. Mocksa, a/s N>58.
Rehard Technologies GmbH. 10765 BymaxHbIii npoe3a, g 14. cTp 2 000 «HUKAMEA». Ten. 8-800-35-53-112,
Berfin, Potsdamer Str. 92. Germany. e-mail skh”~nikamed ru.

TCft Mg ?ﬁm
cc *cc i0EHrSOIMS

DBS-4000

i MecTo npon3BoAcTBa

1 1. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer StraPe Gonzalez 15, P.. 1 28938
I 92, Germany. Mdstoles. Madrid, Spain,

{ 2. ArdenMedikalSagliki9vedi5 4. OO0 "Tpenakc", 125239, r.
1 Ticaret A.§., Saray Mah. 100 Yil MocELwwua, npoe3f YepenaHoBbIX
} Blv. No: 16 na.6, CTp.l, atax 5, nomewieHne

| Wnahramanlaz _
000 LPMH () INFO@CIRMLRU & WWW S0SZORAVNADZOR RU 2 AAnkara/Turkev- I, komHaTa 1, Poccust

G— = —



Aptukyn DBS-4000(M)

ORLETT

KOPCET OPTOMEZVHECK/A MOSICH/HMHO-KPECTLIOBb A LUMBOSTAT
DBS-4Q0M DBS4000(WM

M3penns npote3Ho*opTOlIO AnUecKne:opio3bl Ha BEPXHUE KOHEYHOCTN, KOPCeThl OpTONeANYecKue, KOpPeKTopbl 0CaHKWU, PCKANHAropbl:
OpTe3bl Ha BEPXHME KOHEYHOCTW: KopceT opToneaunyeckuii, apt. OBS-4000;M1/DBS-4000(W)

ToBap fiBnaeTca MefuLNHCKUM nsgenvem. PY N* ®C3 2011709549 ot 26,06.2014 r. BbigaHo Poc3gpaeHaf30pomM, CPOK AeiCTBUA He OrpaHnyeH.
CpOK rogHOCT/ He yCTaHOBJIEH.

NmnopTép:

MpoussoauTens; MpeTeH3un HanpaBnsaTb: Poccus, 127220. Mocksa, a/a N* 58.
000 «OpTo Meaunkn Ipynr», Poccus, 143405, Pexapa TexHonomxuc FM6X. Fepmanuns. 000 «HUKAME[» npeactasntens 8 Poccum u CHI,
MockoBckas 06nacTs, r. KpacHoropck. 10785. bepnuH, MoTcaamep wrpacce, 92. Ten.: 8-800*33*33-112, e-mail. skkGInikamed.ru.

Wnbumckoe wocce, a. 16. kopn. 1

Quality Management System
ace. to EN 1SO 13485

MecTo nponssoacTBa
1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda |
10785 Berlin, Potsdamer Strape Gonzdiez 15, P.l. 1 28938 |
92, Germany. Mdstoles. Madrid, Spain. |
2. Arden Medikal Saglik i*ve di§ 4. OO0 "Tpenakc", 125239, r. |
TicaretA.8., Saray Mah. 100 Yil Mocksa, npoesf YepenaHoBbIX j
Blv. No: 16 na.s, CTP.1, atax 5, nomewieHue i

[V N Y 1
@ 000 LPMH () INFO@CIRMIRU € WWW GOSZORAVNADZOR Ry 22"/Ankara/Turkey. I, komHara 1, Poccus. '



Aptukyn DBS-4000(W)

oy ORLETT

KOPCET opTtoneanueckuii nosicHMuHo-KpecTuoBbIi lumbostat
DBS4000(M) DES400Q\\8

Magenus npoTe3Ho-opToneAnyeckme, opTesbl Ha BEPXKME KOHEYHOCTU, KOpCeTbl opToneanyeckne, KOppPekTopbl OCAHKN, PeKINNaTopbl:
OpTesbl Ha BEPXHMWE KOHEYHOCTU: KOpPCEeT opToneaunyeckuii, apt. DBS-4000(M)/DBS-40001W).

ToBap aBnsieTcs MeguLUMHCKUM nsgenvem PY N<®C3 2011/09549 o1 26 06.2014 r. BbigaHO Poc3gpaoHaA3npoM. CPOK AEWCTBMSA HE Orpavmnycm.
CpoK rofHOCTW He YCTaHOBJIEH.

VimnopTep; MNpounssogutens MpeTeH3nn HanpaBnsaTb: Poccusa, 127220. Mockea, a/a N» 58,
000 «OpTo Megukn Mpynn», Poccus, U306, I J PexapaTexmonogxuc FM6X, Fepmanus, 000 «HUKAMEQL» npegc raButens B Poccuu u CHI,
MockoBckas o6acTb, I KpacHoropck, 10785, bepnuH, Morcaamep xTpacce. 92. Ten *8-800-33-33-112, e-mail; skk{dnik.imed.ru.
Wnbuuckoc wocce, 4 16, KopH 1

LATEX/ ~(

Quality Management System
ace. to EN I1SO 13485

MecTo npousBoacTBa
1. Rehard Technologies GmbH, 3. PRJM, S.A.,, C/Yolanda
10785 Berlin, Potsdamer Strape Gonzalez 15, P.I. 1 28938
92, Germany. Mostoles. Madrid, Spain.
2. Arden Medikal Saglik i? ve di§ 4. OOO "Tpenakc", 125239, r.
TicaretA.§., SarayMah. I00Yil Mocksa, npoe3g YepenaHoBsblX
Blv. No: 16 4.6, CTp.l, 3TAX 5, NOMeLLeHMe

Kahramankazan/Ankya/T .|, KomHaTta I, Poccus.
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



ApTnkyn DLSS-4000(F)

G-~ = ==

ORLE

KOPCET opToneguueckuii NOACHMUYHO-KPECTLOBbI

MEPEMEHHOW CTEMEHU ®UKCALMM
0LSS4000[F)

ripoiejMo-opioiieAH«ecKHe optejbi nepxuve KoHeyHoe!»*, kopce!M oploHennYeckne. KOpPeKTopbl OCAHK»», peK/>KnaTopsbl
OpTe3bl Ha BEPXHME KOHEYHOCTH' KOPCET 00TOHENMYeeKK-i, apT DL SS-4000(F;
ToBap sBnAB!CM MegNLMHCKUM n3genuem. PY N* ®C3 2011/09549 o' 17 12.2021 r BbigaHO Poe3apaBHaA30pPOM. CPOK AeiC TBUH He OTpaHNYeH.
CpOK 0 JHOCTW He yCTaHOB/EH

Wmnoptep: 000 «OoTo Megukn Fpynn’.Poccua 143405. MpoussoanTeNb: MpeTeH3nn HanpaBnNAaTb:

MockoBckas 06n1acTb, r KpacHoropck, MnunHckoe wocce, 1 J Pexapg TexHonogxunc Mméx, Poccus, 127220, Mocksa, a/s Ne 58,

4. 16, kopn. L I Fepmanus, 10785, BepauH, 000«HWKAME[«,

YNonHoMOYeHHbIii npeacTasuTeb B PO: 000 «HUKAMEA". rotcpamep wrpacce. 92. Ten 8*800-33-53-112, e-mail' bkkCdnikamed,ru

Poccusa. 127015. MockBa. bymaxHb 1 npoesg, A 14, cTp 2

WM m Quality Managemefii Syste-r
ace. to £N ISO 13485

MecTo npoun3BogcTBa
1 1. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzdlez 15, P.I. 1 28938
1 92, Germany. Mdstoles. Madrid, Spain,
j 2. Arden MedikalSaglik ig vedi§ 4. OOO "Tpenakc", 125239, r.
I" Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3g YepenaHoBbIX
1 Blv. No: 16 n.s, CTP. 1, aTax 5, nomMeLyeHue

| Kahramanlkazgn/Ankara/Turkey. |, KomHaTta 1, Poccus.
000 LIUPMH @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU y
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ApTtukyn HEB-995

ORLETT

BEPHET PALOCTHSHB OB WXEHMWA

KOPCET OPTOMEJMYECKMN

HEB-995

ToBap ABAsieTCA MeANUMHCKUM n3genmem, PY Noe #C3 2011/09549 o1 26.06.2014 r. BbIgaHo Poc3gpaBHag3opom,
CPOK LlefiCTBUA He OrpaHuyeH.

NMmnopTep: MpounssoauTenb: MpeTeH3NN HanpaBNATb:

000 «OpTo Meaukn pynn» Pexapg TexHonoaxuc Mmox. Poccus, 127220, MockBa,

Poccus, 143405, MockoBcKast nJ FepmaHus. 10785, BepnuH, als Ne 58, 000 «HUKAME/L»
MoTcpamep wTpacce, 92. npeacrasutens B Poccum n CHT,

obnactb, . KpacHoropck.

WnbuHckoe wocce, 4. 16. kopn. 1. Ten.: 8-800-33-33-112,

e-mail: skki®*nikamed.ru.

CE

Quality Management System
acc.toEN ISO 13485

MecTo nponssoacTBa
1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda |
10785 Berlin, Potsdamer Strape Gonzalez 15, P.. | 28938 |
92, Germany. Mdstoles. Madrid, Spain. j
2. Arden Medikal Saglik i?ve di§ 4. OOO "Tpenakc", 125239, r. i
Ticaret A.8., Saray Mah. 100 Yil MockBa, npoe3g YepenaHoBbIX |
Blv. No: 16 Oe cTp.l, atax 5, NoMeLleHue i

Kahramankazan/Ankara/Turkey. |, KomHaTta 1, Poccus. !
& 000 LIMPMK (@7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Aptukyn HEB-997

ORLETT

BEPHET PALOOCTG®D OB WXEHMWA

KORCET CPTOT EL/HECKA

HEB-997

Mi1»1llvmmTinme«

PoBap aBnaetca meguumnHckum mnsgenmem, PY Noe ®C3 2011/09549 o1 26.06.2014 r. BbIfjaHO Poc3gpaBHaL30pomMm,
CPOK AeiCTBUSA HE OTPaHMNYEH.

NmnopTep:

000 «OpTo Mepgukn Fpynn»
Poccus, 143405, MockoBcKas
o6nactb, . KpacHoropck,

Mpon3BoAUTENb: MpeTeH3Wn HANpPaBATh:

Pexaps TexHonoaxuc rmeéx, Poccusa, 127220, MockBa,
J Fepmanus, 10785, bepnuH, ala No 58, 000 «<HUKAMEL»
m MoTcgamep wrpacce, 92, npegcraeutensb B Poccumn n CHI

MnbuHckoe wocce, 4. 16, kopn. 1.

CE

Ten.: 8-800-33-33-112,
e-mail: skkonikamed.ru.

C

Quality Management System
ace.to EN ISO 13485

MecTo Npou3BoACTBa

1 Rehard Technologies GmbH,
10785 Berlin, Potsdamer Strape
92, Germany.

2. Arden Medikal Saglik i? ve di§
TicaretA.8., Saray Mah. 100 Vil
Blv. No: 16
Kahramankazan/Ankara/Turkey.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. PRIM, S.A., C/Yolanda
Gonzdiez 15, P.I. 1 28938
Mostoles. Madrid, Spain.

4, 000 "Tpenakc", 125239, T.
Mocksa, npoesz YepenaHoBbIX
4.6, CTp.1, aTaxk 5, nomeLleHne
I, komHaTa 1, Poccus.
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Aptnkyn HEB-998

ORLETT

BEPHET

KORCET CPTT EIHECKA

HEB-998

PAJOCTHSDb

OB WXEHWA

NoBap fBnAetTcA meguunHckum nsgenuem. PY No ®C3 2011/09549 ot 26,06.2014 r. BbIgaHo Poc3gpaBHag3opom,
ftpoK geiicTBnNSA He orpaHuyeH.

MmnopTep:

000 «Opto Megukn Mpynn»
Poccus, 143405, MockoBcKas
obnactb, . KpacHoropck,

MnbuHckoe wocce, g. 16, kopn. 1.

MpoussoaunTens:

Pexapg TexHonogxuc rméx,
MepmaHug, 10785, bepnuH,
MoTtcpamep wrtpacce, 92.

MpeTeH3nn HanpaBNATh:
Poccusa, 127220, MockBa,
ala No 58, 000 «HUKAME[»
npeactasuTenb B Poccun n CHI,
Ten.: 8-800-33-33-112,
e-mail: skk~"nikamed.ru.

a

)

Quality Management System
acc.toEN SO 13485

MecTo npon3BoAcCTBa

1 Rehard Technologies GmbH,
10785 Berlin, Potsdamer Strape
92, Germany.

2. Arden Medikal Saglik i? ve di§
TicaretA.8., SarayMah. 100 Yil
Blv. No; 16
Kahramanlazan/Ankara/Turkey.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

3. PRIM, SA. C/Yolanda
Gonzalez 15, P.. 1 28938
Mostoles. Madrid, Spain.

4. 000 "Tpenakc", 125239, T.
Mockga, npoess YepenaHoBbIxX
a.6, CTP.1, aTak 5, NomeLLeHme
|, KomHaTa 1, Poccus.
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ApTtukyn HEB-999

ORLETT

BEPHET

PALAOOCTH®DB

KORCET CPTT E/HE M VT BPKCTRHR/CHHB

HEB-999

OB W XEHWMA

ToBap siBNAeTca MeguuMHCKUM nsgenmem. PY No ®C3 2011/09549 07 26.06.2014 r. BbiaHo Poc3gpaBHaA30poOM,
CPOK A€NCTBUA HE OTPaHUYEH.

Mmnoprep:

000 «OpTo Megukn pynn»
Poccusa, 143405, MockoBckas
o6nactb, I. KpacHoropck,

MpousBoAnTeNb:
Pexappg TexHonopxuc MméX,
[epmaHuna, 10785, bepnuH,
MoTtcpamep wrpacce, 92.

| J

MnbuHCckoe wocce, 4. 16, kopn. 1.

a

Ten.:

MpeTeH3MN HanpaBNATb:
Poccua, 127220, MockBa,
ala Ne 58, 000 «HUKAMEL»

npeactasutenb B Poccun n CHI,

8-800-33-33-112,

e-mail: skkcanikamed.ru.

©

Quality Management System
ace.to EN ISO 13485

MecTo nponssoacTBa

1 Rehard Technologies GmbH,
10785 Berlin, Potsdamer Strape
92, Germany.

2. Arden Medikal Saglik i? ve di§
Ticaret A.8., Saray Mah. 100 Yil
Blv. No: 16
Kahramankazan/Ankara/Turkey.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. PRIM, SA. C/Yolanda
Gonzalez 15, P.I. 1 28938
Mostoles. Madrid, Spain.

4. OO0 "Tpenakc", 125239, T.
Mocksa, npoe3s YepenaHoBbIX
a.6, CTP.1, aTax 5, nomelLeHWe
|, komHaTa |, Poccus.

1
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ApTtukyn HEB-999(P)

ORLETT

BEPHET PAAOOCTH®b OB WXEHMWA

KORCET CPTOT ELVHECKAM

HEB-999(P)

ToBap aBnsetca MeguuMHCKUM nsgenmem. PY No @C3 2011/09549 ot 26.06.2014 r. BbIgaHo Poc3gpaBHag30pom,
CPOK AEeNCTBUSA HE OrpaHNYeH.

MwmnopTep: Mpon3BoguTeNb: MpeTeH3Wn HanpaBNAThb:

000 «Opto Megukn Fpynn» Pexapg TexHonoaxuc Mmox, Poccua, 127220, MockBa,

Poccus, 143405, MockoBcKas I J lepmanusa, 10785, BepnuH, als Ne 58, 000 «HUKAME»
MoTcaamep wTpacce, 92. npeacrtaButenb B Poccun n CHI,

obnactb, 1. KpacHoropck,

MnbunHckoe wocce, 4. 16, kopn. 1. Ten.: 8-800-33-33-112,

e-mail; skkOnikamed.ru.

a
Quality Management System
ace. to ENISO 13485

MecTo nponssoacTBa
1 Rehard Technologies GmbH, 3. PRIM, SA. C/Yolanda
10785 Berlin, Potsdamer Strape Gonzalez 15, P.l. 1 28938
92, Germany. Mestoles. Madrid, Spain.
2. Arden Medikal Saglik igve di8 4. OO0 "Tpenakc", 125239, T.
TicaretA.8., Saray Mah. 100 Yil MockBa, npoe3a YepenaHoBbIX
Blv. No: 16 5.6, CTP.1, aTaxk 5, NOMeLLIEHEe

WK ahramanlra7zq
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU nAnkara/Turkey. 1, KOMHara 1, Poccs.



ApTukyn 1BS-1004

ORLETT

KOPCET OPTOMEVMECKA

IBS-1004 IBS-2004

' YnakoBka COAEPXUT «aerne. a0OTUKYN U XapakTepucTukKM KOTOPOro yKaBaHbl ba nakneiike co WTpUX-kKogom

.'3eNMLLIPore3no oproYeanyeckne op-Babl Ha BEPXHME KO-eYMOON KOOCE W OpTOMeAnyeckine KOPPCKIopbl OCAHKM PeKAnMalopn KopceT opToneAnyeckuit
apT 1BS-1004 »1BS-2004 ‘ tBS-3006
03ap KasiiBTOT MBANUUKKUM mTaP' Hem W ~*OC3 2011;09540 ot 1712 2021 < Bblfja-0 “0C3ApaBYa/ItOiCM, CPOK IBUCTHMA He orpaHnyeH. CpoK rofHCKAN HUYCaHOaneH.

Wmnoptep: OO0 «Op’ OMeaykn Fayr,- , 14Tcom 145405, Mpon3sBogNTENb: IMpeTeH3nn H3NpamATb: Poccus. 12/220 Mocksa.
Mockoackas 06.7acTb, I Kpac-0TOXK. Anbuuckoe gocce Pcxapg TexHcsomkue MV6X, ;epMT ws, n/s Ns58.00 0 KHUKAMES,

/116, voor 1 Behatri Techrolcgies GmbH, 10785 Ten :8-800-33-55 112. e-mail- 3kkarukeTeO ...
YnonmomMouekHbiii npeacTasuTtens B P®. 000 «VI/KAM Berlin. Potsoanie'Sir 92 Gern'a-'y

Poccus, 12/015 Mocksa byTKaxHunx -Tpoesg. 4 14. cTp 2

QuaUy MaiTage-neni System (1atex) v
acc to EN :SO 13485 \ y

Zl

MecTo NPoM3BOACTBA
1 Rehard Technologies GmbH, 3. PRIM, SA. C/Yolanda
10785 Berlin, Potsdamer Strape Gonzalez 15, P.l. 1 28938
92, Germany. Mostoles. Madrid, Spain.
2. Arden Medikal Saglik i? ve di§ 4. OO0 "Tpenakc", 125239, T.
Ticaret A.§., Saray Mah. 100 Yil  Mocksa, npoesa YepenaHoBbIX
Blv. No: 16 p.6, CTP.1, 3TaX 5, NoMeLLEeHMe

1 Wahramanlas
< 000 LHPMI () INFO@CIRMLR @ WWWGOSIDRAVNADZOR Ry~ \Kara/ Turkey. 1, komHara 1, Poccus.



ApTukyn 1BS-2004

ORLETT

KOPCET OPTOMELVMECKAA

IBS-1004

« YnakoBKa COAEPHUT ~M3fenve. apTUKY U XapakTePUCTUKN KOTOPOTo yKasaHbl Ha HaKNelKe Co WTPUX KOLOM.

V3penvs r{Te3Ho opToneauyeckme opTesb; Ha BEPXHUE KOHEYHOCTW, KOOCCTb OpTOMeAnYeckne, KoppekTopsl OCaHKU, PEK/IMHATOObI KopceT op-onefuyeckuu
3pT. IBS*1004 ! inS-?004 /1B5'3006

ToBap PBrisicTcs MEAUMUHCKUM n3genuem PY N- OX32011/09549 ot 1712 2021 r BbAaHO Poe3apaBHaA30pOM, CPOK AeCTBUA He orpaHnyeH Cpok FOAHOCTM He yCTaHOBMeH.

VmnopTeprO00«OproMegukn 1py in», Poccin, 145405. NpownssoguTens: MpeTeH3un HanpaensTb: Pocenst, 127220. Mocksa
Mockoackanobnac-b, i KpacHoroock. Urbmyckoe Liocce. Pexapn lexHonogkuc IMBX. (ep.MaHuK a/fIN-Se.O00OXHMKAMEil".

7116, kopn 1 Peha'd lechnologies GmbH, 10/85 Ten 8-800 33 33 112, e mail, skkpnik.imod.rc
YnonHomoueHHsblin npeactasutesib 8 PO. 000 «HUKAMcC», Bedin. Potidemer Sir 9?, Germany. ’ ’

Poccus. 127015, MockBa, by.MaxHb i rpoesa. A 14. ctp 2

\Y Quality Management System
acc. to EN ISO 13485

MecTo nponssoacTBa
1 Rehard Technologies GmbH, 3. PRIM, SA., CA”olanda
10785 Berlin, Potsdamer StraPe Gonzalez 15, P.l. 1 28938
92, Germany. Mdstoles. Madrid, Spain.
2. Arden Medikal Saglikio ve di§8 4. 000 "Tpenakc", 125239, T.
Ticaret A.8., Saray Mah. 100 Yil  Mockaa, npoess, YepenaHoBbix
Blv. No; 16 n.6, cTp.1, stax 5, MOMeLLEHME

1/ Alhvanmannl.A A
@ 000 LHPMH () INFOGCIRMIRU @ WWW S0SZDRAVNADZ0R R V/Ankara/Turkey. 1, KomHaTa 1, Poccus.

39



ApTtukyn 1BS-3006

ORLETT

KOPCET OPTOEVMECKA/

IBS-1004

= ¥YNaKoB-d) COAEPXKUT U3fenne, apTUKyN N XapakTEPUCTUKM KOTOPOTO yKasaHbl Ha HaKelike CO WTPUX-KOL0M

M3penvsi rpoTe3yo opTCneauHECKUE OpTE3bl HA BEPXHME KOHEUHOCTM, KOPCEThI OPTONEANYECKME, KOppeKTopa!l 0caHKM, PCKIMHATOPLI' KOpceT oponeanyccKuii
apt. 1BS-1004 /135-2004 / 1BS-3006
ToBap sBnsieTcss Me AN MKKUM n3genuem PY N* ®C3 201'./09549 ot 1712 2021 r Bauito Poc3apaBnag3opoM, CPOK AeNCTBUS He orpaHnyeH CpoK "04HOCTU He yCTaHOBUB'

NmnopTep: 000 «Opto Megukn Mpynn», Poccus, 143405, MpownssoanTens' MpeTeH3un HanpasnaTb: Poccua 127220, Mocksa.
MockoBckas 06nacTs, T, KpacHoropck, UnbuHcyoe wocce, Pex3paTexHonomxuc Mv6X, Fepmanns, 3/sNe 58, 000 «HUKAME[»,

4. 16. kopn 1 Rehard Tcchno.ogies GmoH, 10785 Ten. 8-800-33-33-112, c-mail: skkoniKamed rb
YNonHoMOYeHHbI npeacTasuTess B PO-. 000 «H/1KA.ME/D, Qerl r, Potsdafror Str 92. Germany

Poccus, 127015, MockBa, bBymaxkHblii npoesa, g, 14. c~p 2

I’S< Quality Mandgcment System
acc. to EN ISO 13485

Foommmmmmes 1 1 Rehard Technologies GmbH,
j 10785 Berlin, Potsdamer Strape
1 92, Germany.
j 2. ArdenMedikal Sagliki? vedig§
1 Ticaret A.$., Saray Mah. 100 Yil
1Blv. No; 16

| Wahramanla- 1
< 000 LHPMI () INFO@CIRMIRU @ WWW G0SIDRAVNADZ0R RU 7 VIKara/ TuriceY.

3. PRIM, SA, C/Yolanda |
Gonzalez 15, P.l. 1 28938

Mostoles. Madrid, Spain. J
4. 000 "Tpenakc", 125239, T. |
Mocksa, npoesz YepenaHoBbIX

0.6, CTp.I, 3TAK 5, NOMELLEHME |
I, KomHaTa 1, Poccus. J
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Aptukyn LSO-981

G—H o =

ORLETT

KORCET GPT ELHECKADHECTKAY
1.50-981

MINIMMIWMMINL

3penua npoTe3Ho-opToneAnyeckne: opTesbl Ha BepXHUE KOHEYHOCTUW, KOPCETbl OpTONeaMYecKkmne, KOppeKkTopbl
OCaHKMW, PeKNMHaTOpbl: KOpCceT opToneanyecknii, apt. LSO-981.
ToBap aBnsdeTca MeguLUUHCKUM nsgenvem. PY Noe ®C3 2011/09549 ot 17.12.2021 r. BbIfaHO Poc3apaBHaA30poM,
CPOK AeicTBUSA He orpaHnyeH. CpOK ro4HOCTU He YCTAHOBJIEH.

WmnopTep: MponsBoguTeNb: MpeTeH3UW HanNpaBNATb:

000 «OpTto Megukn pynny», Pexapa TexHonogxuc MvoX, Poccua, 127220, MockBa, a/s Ne 58,
Poccusa. 143405. MockoBcKas FepmaHnus, 000 «HUKAME»,

o6nactb, I. KpacHoropck, w1 Rehard Technologies Ten.; 8-800-33-33-112,

MnbuHckoe wocce, 4. 16, kopn. 1. GmbH, 10785 Berlin, e-mail: skktanikamed.ru.
YNONMHOMOUYEHHbI I Potsdamer Str. 92. Germany.

npeacrasuTenb B PO:
000 «HUKAMEL», Poccus,

127015, MockBa, ByMaxHblii 1SO Quality Management System
npoesa, a. 14, cTp. 2. acc. to EN [SO 13485

MecTo npon3soacTBa
1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.J. 1 28938
1 92, Germany. Mostoles. Madrid, Spain,
j 2. ArdenMedikalSaglikis vedis 4. OO0 "Tpenakc", 125239, r.
1 TicaretA.§., Saray Mah. 100 Yil Mocksa, npoe3g, YepenaHoBbIX
1 Blv. No: 16 p.6, cTp.l, aTaxx 5, nomeLLeHve

I Kahramanlkaz
000 LIUPMH @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU an/Ankara/Turkey. 1, komHaTa 1, Pocc/s.

R S—

4



ApTnkyn LSO-991

ORLETT

KORCET CPTO BB TPY I OAHAHHS M
1.50-991

N3penuns npoTe3Ho-opTONeanUYecKkne: opTesbl Ha BEPXHNE KOHEYHOCTM, KOPCETbl OpTONeanyYeckne, KOpPeKTopbl
0ocaHKu, peknuHatopbl: OpTe3bl Ha BEPXHUE KOHEYHOCTW: KOpCeT opToneamnyeckuii, apt. LS0O-991.

.ToBap sBnseTcA MeguLMUHCKUM nsgenvem. PY No ®C3 2011/09549 ot 17.12.2021 r. BbIfaHO Poc3apaBHaj30pom,
CpOK AeiicTBNUS He orpaHMyeH. CpoK rogHOCTW He YyCTaHOBJEH.

WmnopTep/ynoNHOMOUYEHHbIN MpoussoauTens: MpeTeH3UW HanpaBNATb:

npefncTasuTens B P&: Pexappg TexHonogxuc rmoéx, Poccua, 127220, MockBa,

000«HWKAMES», mJ Fepmanuna, Rehard ala Ne 58, 000 «HUKAME»,

Poccua, 127015, MockBa, Technologies GmbH. 10785 Ten.: 8-800-33-33-112,

BymaxHbIil npoes3g, 4. 14, cTp. 2. Berlin, Potsdamer Str. 92, e-mail: skk@nikamed.ru.
Germany.

Quality Management System
ISO acc.toEN I1SO 13485

i MecTo_npou3BoAcTsa

1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.l. 1 28938
v 92, Germany. Mdstoles. Madrid, Spain.

j 2. Arden Medikal Saglikip vedi§ 4. OO0 "Tpenakc", 125239, r.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3g YepenaHoBbIX
1 Blv. No: 16 pn.6, CTP. 1, aTaXk 5, nomeLleHve

I IZAahvarmanl A=
000 LUPMI (9 INFO@CIRMLRU @ WWW 60SI0RAMNADZOR Ry "/ Ankara/ Turkey. 1, komHara 1, Poccus.
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ORLETT

KOPCET opToneanueckunii NOACHUYHO-KPECTLOBbI

LSS-114

Mapenus npoTe3Ho-opToneanyeckne, opTesbl Ha BEPXHME KOHEYHOCTN, KOPCeTbl OpToneAnyeckne, KOPPeKTOPbl OCaHKN, PEKIMHATOPSI.
KOpCeT opToneanYeckuii, apt. LSS-114.

ToBap ABANETCH MeAuLNHCKUM usgennem PY N« ®C3 201170954901 1712.2021 r. BbI4aHO PoC3ApaBmMan3opom, CPOK [eiiCTBUN HeorpaHuyeH
CpOK roiHOCTU He ycTaHOB/IEeH

Mmnoptep: 000 «OpTo Meaukn pynn». Poccust, 143405, MpoussoanTens: MpeTeH3un HanpasATb:

MockoBsckas obnacTtb, r KpacHoropck. MnbnHckoe wocce, Pexapg TexHonomxuc MM6X, Fepmanus, Poccus, 127220. Mockea, a/a 58,

4. 16, kopn. 1 Rehard Technologtes GmbH, 10785 000«HUKAME», Ten. d 800 33-33 112,
YnonHomoueHHbI npeactasnTens B PG: 000 «HUKAME/», Berlin, Potsdamer Str. 92. Germany e-mail' skk@rikamed.ru

Poccusi. 127015. MockBa. BymaxkHblii npoe3g, 4 14, cTtp 2

Quality Management System
acc to £N ISO 13485

r 1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzdlez 15, P.I. 1 28938 j
1 92, Germany. Mostoles. Madrid, Spain. |

i 2. Arden Medikal Saglik vedi§ 4. OO0 "Tpenakc", 125239, r. !
I Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoesg, YepenaHoBbIX |
1 Blv. No: 16 a.6, CTP.1, aTaX 5, NOMeLLEeHWe |

@ 000 LWPMH () INFO@CIRMIRU € WWW G0SZORAVNADZoR Ry YVAnkara/Turkey. I, komHata 1, Poccus.



Aptukyn LSS-114(P)

G-H A =

ORLETT

KOPCET OPTOHE,D,I/IHECKI/IVI ﬂOFlCHI/ILIHO-KPECTLI,OBbIVI
LSS-114(P)

N3penuii npoTe3Ho-opToneAnYeckue, opTesbl HA BEPXHWE KOHEYHOCTM, KOPCETbI OPTONEANYECKUE, KOPPEKTOPbLI OCAHKU, PEKINHATOPbI
KopceT opToneguyeckuit, apt. LSS-114(P)

ToBap ABnseTCcs MegUUNHCKUM n3genvem. PY N* ®C3 2011709549 ot 17.12.2021 r. BbijaHO Poc3gpaeHaf30poM, CPOK feliCTBUA He OrpaHuyeH.
CpOK FOHOCTN He YCTaHOB/EH.

Mmnoptep- CtOO «OpTo Meaukn Mpynn». Poccus, 143405. Mpoussogntens: MpeTeH3nn HanpaBnsATb:

MockoBckas o6nacTb, r. KpacHoropck. MnbuHckoe wocce, Pexapg TexHonomxkuc Mm6X, Frepmanns. Poccus, 127220, Mocksa, a/sa N* 58.

4. 16, kopn. 1 Rehard Technologies GmbH. 10785 000 «HUKAMEA», Ten .8-800-33-33-112,
YNonHoMoueHHbI npeactaBuTenb B PO; 000 «HUKAME/», Berlin, Potsdamer Str. 92. Germany. e-mail: skki*nikamed ru.

Poccus. 127015, MockBa, BymaxHbiii npoesa, o 14, ctp. 2.

Quality Management System
ace. to EN ISO 13485

1 MecTo npou3BoacTBa

1 1. Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.l. 1 28938
1 92, Germany. Mdstoles. Madrid, Spain.

J 2. ArdenMedikalSaglikio vedi8 4. OO0 "Tpenakc", 125239, T.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3s YepenaHosbIx
1 Blv. No: 16 n.6, cTp. 1, atax 5, nomeLLeHve

1 IZAahvarmranliae
000 LPMH (7 INFO@CIRMIRU € WWW G0STORAVNADZ0R R &/ Ankara/ Turkey. 1, komkara 1, Poccw.
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ApTukyn LSS-124

ORLETT

KOPCET OPTOMEAVYECKA MOMCHAYHO-KPECTLIOBBIIA
LSS-124

13nenn3npoieiMu o p T o n e g / opnci'

KOpC efAnHe--r - . -3S-121
'Cﬁf- fmm 'y . poK ge.

Cpo«.'Ol-"“-n ye yc aycrmnu

Wmnoptep C i X ) ' Megu»- s n 1 lpoussoauTens MpeTeH3un HrmraansTk

S Oi“oec.-n 06/-TcT,, up'-'--opc» " -cy- me» ‘ep- Pc. cua. 1 >>m= Moc-' - -'1-63.
A 16 kopn 1 liecn-iTt.-.,-/.r..-,1C74- cjvOO '-cHKi-'“n. 1. T
YnonvovoyeHHsIi npeactasutene B Pe C™': > ‘bl Ger:(1 P ( , ilr9l

e-;-ms IN-/01t “r- e by---T: I:

Quality ManagcTent 3yseTT
1ISO "y

! MecTo npou3BoacTBa

[ L Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.I. | 28938
1 92, Germany. Mdstoles. Madrid, Spain.

J 2. Arden Medikal Saglik i?vedi§ 4. OOO "Tpenakc", 125239, T.
1 TicaretA.8., Saray Mah. 100 Yil Mocksa, npoe3z YepenaHoBbix
{ Blv. No: 16 n.6, CTP.1, 3TaX 5, NOMeLLeHWe

1 I/ZAahvarmnranl ae
000 LPMH (9 INFO@CIRMIRU & WWW.G0SZRAVNADIOR R XV Ankara/Turkey. . komkara 1, Poccws.

G- P Ay B



ApTtukyn NLSS-156

G- N T

KOPCET OPTONMEANYECKMI
NSS1%

ORLETT

Vi3fenus npoTe3Ho-oproneanyeckune; optessl Ba BepxHNe KOHEUHOE . KOPCeTbl OPTONeAUUECcKkne, KOPPEKTOPbLI 0CAHKU, PeKINHATOPbI.

OpTesbl H» BEPXHWE KOHEYHOCTU: KOPCEeT optonenunyeckuii, apt. NL.SS-156.

ToBap ABnsie’CH MegUUNHCKUM nsgenvem PY No ®C3 2011/09549 ot 17.12.2021 r. BblfaHO Poc30aBHA30pOM, CPOK Ae/CTBUN HE OrpaHnyeH.

CpPOK FrOAHOCTN HE YCTaHOB/IEH.

Wmnoptep: 000 «OpTo Meaukn Mpynn». Poccus. 143405, MponsBoanTens: MpeTeH3nn HanpaBnsATb:

MockoBsckast 06nacTb, r KpacHoropck. WnsuHckoe wwocce, Pexaos lexHonogyuc Mv6X. Fepmanus, Poccusi. 127220, MockBa a/s N* 58.

4 16, kopr. I. Hehard leciirologiesGirbh. 10/85 000«HUKAMbA» Ten. 8 800 Si-SS 112,
YnonHomoueHHsbIli npegcTtaBuTens B PO: 000 «HUKAMESIX. Berlm. Polsdamer Sir, 92, Germany e mail. skk(Jinikamed.ru

Poccus, 127015, MockBa, BymaHHbIii npoesg, A 14, cTp. 2.

Quality Management Systerr
ace. to EN (SO 13485

i MecTo npou3BoacTBa

1 1 Rehard Technologies GmbH,
j 10785 Berlin, Potsdamer Strape
1 92, Germany.

} 2. Arden Medikal Saglik i? ve di§
1 Ticaret A.8., Saray Mah. 100 Yil
I Blv. No; 16

LI D Ny

000 LYPMH 7 INFO@CIRMLRU @ WWW.G0SZDRAVNADZ0R RU 21/ Ankara/ Turkev.

3. PRIM, S.A, C/Yolanda
Gonzdlez 15, P.. 1 28938
Mdstoles. Madrid, Spain,

4. 000 "Tpenakc", 125239, T.
Mocksa, npoesg YepenaHoBbIX
4.6, CTP. 1, aTaxx 5, nomeLleHmne
I, komHata 1, Poccus.



medical line O R L E T T

" EPHET P ALOOCT Db A B W X E H U A

KOPCET HA TA3OBOE KO/1bLIO
0BS-LLO

ToBap ABNAeTCcA MeAUUUHCKUM nsgennem. PY N*®C3 2011709551 o1 26.06.2014 r. BbigaHo Poc3apaBHag30poOM.
CpOK AelicTBUSA He orpaHMyeH. CPOK FOAHOCTU HEe YCTAHOBJ/EH.

NmnopTep; MpoussoanTens: MpeTeH3Un HanpaBNATh:

000 «OpTo Megukn Fpynn», Pexapg TexHonogxuc rméx Poccus, 127220. MockBa, a/s Ne 58.

Poccus. 143405. MockoBcKas Fepmanus, 10785, bepnuH. 000 «HUKAME/L» npepctaBuTens 8 Poccuu n CHI.
o6nactb, r. KpacHoOropck. Motcpamep wTpacce. 92. Ten.: 8-800-33-33-112, e-mail: skk@nikamed.ru.

MnbnHckoe wocce, 4. 16, kopn. 1.

Ou*1*y M*fingenien* Syitem
see toENIS0134SS

1 MecTo npou3BoLCcTBa
1 1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j j 10785 Berlin, Potsdamer StraPe Gonzalez 15, P.1. 1 28938
1 1 92, Germany. Mdstoles. Madrid, Spain,
j [ 2. Arden Medikal Saglik i*ve di§ 4. OOO "Tpenakc", 125239, r.
j 1 Ticaret A.§., Saray Mah. 100 Yil Mocksa, npoe3g YepenaHoBbIx
| 1 Blv. No: 16 pn.6, cTp.1, 3TAK 5, NOMeLLEHME

1 L/ Ahvrarmanl A=
000 LWHPMH () INFO@CIRMIRU @ WiW S0SZDRANADIOR RU 2 Ankara/Turkey. 1, komHaTa 1, Poccus.
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ApTtukyn OBS-200

medical line O R L E T T

B EPHET P AL OCTSH®B A B W X EH W A

KOPCET OPTOTMEAVYECKAA PEFYNIMPYEMBIV
M)

—.

e ——— -—

M3penua npoTte3Ho-opTonegnyeckne opTessbl Ma BEpXHME KOHEYHOCTHU, KopceTe! opToneanyeckne, KOPPEeKTopbl OCaHKKU, peysinHaTops!
OpTe3bl Ha BEPXHUE KOHEYHOCTU, KOpPCEeT opToneanyeckuii, apt. 0BS-200

ToBap BasifieTca MeANLMHCKUM n3genvem PY N* ®C3 2011709549 ot 26 06-2014 r BbigaHo PoospaBuaj.30poM, CPOK LEiiC i HU» He orpaHuyeH.
CpOK roiHOCTU He yCTaHOBNEH

Vimnoptep: MponssoanTens: MpeTeH3uun HanpaBnATb: Pocews. 12/220. Mocksa, a/a S' 58
000 «Op:0 Meaukn Mpyr /», Poceus. 143405 Pexappa TexHosiomkuc Mv6X, Fepmans, 000 «HWKAME[» npegctasutens B Poccun n CHF,
MockoBckas 06/1acTb, I. KpacHoropek, 10785, BepnuH, MoTcnamep wrpacce, 92.  Ten 8-800-33-33-112, c-mail sl<k@rikamcc) ru

WnouHckoc wocce, 4 16. kopn. 1

« M M Dual ty Management System
acc to FN ISO 13485 ©

MecTo npousBoacTea
1 Rehard Technologies GmbH, 3. PRIM, S.A. CA'olanda
10785 Berlin, Potsdamer StraPe Gonzalez 15, P.l. | 28938
92, Germany. Mestoles. Madrid, Spain.
2. Arden Medikal Sagliki?vedi§ 4. OOO "Tpenakc", 125239, r.
Ticaret A.8., Saray Mah. 100 Yil MockBsa, npoe3a YepenaHoBbIX
Blv. No; 16 a.s, CTP.1, 3TaX 5, NoMeLLeHVe

I/ Aalhvrarmanl ao
& 000 LHPMH 57 INFO@CIRMIRU @ WWW s0SDRAMADTOR Ry "/ Ankara/ Turkey. I, komHata 1, Poccust



ApTtukyn OBS-300

ORLETT

KOPCET OPTOMELVYECKIA
OBS-300

3oenna npoTte3Ho-opTonegmnyeckue: opTesbl HA BEPXHME KOHEYHOCTH,
KOpcCeTbl opToneanyeckne, KOPPEKTOpPbl OCaHKU, PEeK/IMHATOPbI: KOPCEeThI
opToneandeckue: apt. OBS-300. ToBap ABnseTca MeguUUHCKUM U3ae/IMeM.
PernctpaunoHHoe ygoctoBepeHue No ®C3 2011/09549 ot 17.12.2021 r. BblAaHO

u | Noc3apaBHaA30pOM, CPOK AENCTBUS HE OrpaHUYEH.

MmnopTep: MpounssoaunTens: MpeTeH3nn HanpaBNAThb:

000 «OpT0 Megukn Mpynn». Pexapp TexHonogxkmc MvoX. Poccus, 127220, Mocksa, a/a N* 58,

Poccus. 143405, MockoBcKas Fepmanusa. 10785. bepnuH. 000 «HUKAME» npepctaButens B Poccun n CHI,
o6nacTb . KpacHoropck. MoTtcpamep wrpacce, 92. Ten.: 8-800-33-33-112. e-mail: skkCinikamed.ru.

MnbuHckoe wocce, 4. 16, kopn. L

a

Quality Management System
«ce t«EN1S0134eS

I MeCTO_FIpOVISBO,qCTBa

1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
J 10785 Berlin, Potsdamer Strape Gonzalez 15, P.l. 1 28938
1 92, Germany. Mostoles. Madrid, Spain,

J 2. ArdenMedikalSaglikifvedi? 4. OO0 "Tpenakc"”, 125239, r.
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3s YepenaHoBbIX
{Blv. No: 16 4.6, cTp.l, aTaX 5, NoMeLLeHNe

1 I/Aalhvanrmsannliae
000 LPMH () INFO@CIRMLRU & WWW G0SZORANADZOR Ru 2"/ Ankara/Turkey. |, komHaTa 1, Poccus. 45
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ApTtukyn TLSO-250(A)

ORLETT

KCPFEKITCP QO CPTOT ELVHECKAM

TLS0-250[A]

M13nenms npoTe3Ho-opToneanMueckre: opTesbl HA BEPXHWE KOHEYHOCTU, KOPCeTbl OpTONeAnYecKUe, KOPPEKTOPbI 0CAHKN, PEKTMHATOPbI:

OpTe3bl Ha BEPXHME KOHEYHOCTU: KOPPEKTOP 0CaHKu, apT. TLSO-250(A).
ToBap ABnseTca MeauLMHCKUM nsgennem. PY Ne ®C3 2011/09549 ot 17.12.2021 r. BbigaHO Poc3apaBHaA30pOM, CPOK AENCTBUSA He OrpaHUYeH.

CpOK FroAHOCTW He YCTaHOBJ/IEH.

Vmnoptep: 000 «OpTo Megukn Mpynn», Poccus, MponssoanTens: MpeTeH3nn HanpasnsATh:

143405, MocKoBcKas 061acTb, I. KpacHOropck, Pexapg TexHonomxuc Mvox, Poccus. 127220, MockBa, a/a 58,
MNnbuHckoe wocce, 4. 16. kopn. 1. lepmaHus, 000 «HUKAME»,
YNONHOMOYEHHbIN npegcTaBuTENDb B PO: Rehard Technologies GmbH. 10785 Ten.: 8-800-33-33-112,

000 «HWKAME[». Poccusi. 127015. Mocksa. Berlin, Potsdamer Str. 92, Germany. e-mail: skk@nikamed.ru.

BymaxHsbIii npoe3a, A. 14, cTp. 2.

Quality Management System
acc, to EN ISO 13485

MecTo nponssoacTBa
1 Rehard Technologies GmbH, 3. PRIM, S.A., CA'olanda |
10785 Berlin, Potsdamer Strape Gonzalez 15, P.I. 1 28938 |
92, Germany. Mdstoles. Madrid, Spain. i
2. Arden Medikal Saglik i?ve di§ 4. OO0 "Tpenakc", 125239, T. i
Ticaret A.8., Saray Mah. 100 Yil MockBa, npoe3p, YepenaHoBbIX |
Blv. No: 16 n.6, cTp.1, atax 5, nomeLleHve |

I/ AalhvAarnaanl ag
@ 000 LUPMH () INFOGCIRMIRU € WWWG0SZORAVNADZOR RU & /Ankara/Turkey. 1, komHata 1, Poccus. | "



Aptukyn TLSO-250(P)

- e —

junior line

N

ORLETT

KOFFEKTCP COAHK CPTA EIVHECKA

TLS0-250(P)

OpTe3bl HA BEPXHNE KOHEYHOCTMN: KOPPEKTOP OcaHKu, apT. TLSO-250(P).
ToBap ABnseTCcs MeAULMHCKUM nsgenmem. PY N» ®C3 2011/09549 ot 17.12.2021 r. BbIAAaHO Poc3apaBHaA30pOM. CPOK AecTBUSA
He orpaHnyeH. CpoK rogHOCTU He YCTaHOB/IEH.

MmnopTtep: 000 «OpTto Megukn Ipynn», Poccusa,
143405, MockoBcKasi o6nacTb, r. KpacHoropck,
MnbnHckoe wocce, 4. 16, kopn. 1
YNONHOMOUYEHHbIV NnpeAcTaBuUTENb B PO:

000 «HMKAMEQL», Poccusa, 127015, MockBa.
BymaxHblli npoes3g, a. 14, cTp. 2.

1SO

NPON3BOAUTEND:
Pexapp TexHonomxuc Mvox,
lepmaHus,

Rehard Technologies GmbH,
10785 Berlin. Polsdamer

Str. 92. Germany.

Quality Management System
acc.to EN I1SO 13485

ANenna npoTe3Ho-opToneanyeckne: opTesbl Ha BEPXHNE KOHEYHOCTU, KOPCeThbl opToneanyeckne, KoOppeKTopbl OCaHKK, peKnnHatopbl:

MpeTeH3un HanpaBnAaTh:

Poccusa, 127220, MockBa, a/s N* 58,
000 «HUKAMEL>,

Ten.: 8-800-33-33-112,

e-mail: skkonikamed.ru.

* YNakKoBKa COAEPXUT U3fenne, apTUKy/ U XapakTEPUCTUKN KOTOPOTO YKa3aHbl Ha Hak/eike CO WTPUX-KOAOM.

MecTo npon3BoACTBa

1 1 Rehard Technologies GmbH,
j 10785 Berlin, Potsdamer Straj3e
t 92, Germany.

j 2. Arden Medikal Saglik vedi§
1 Ticaret A.8., Saray Mah. 100 Yil
1 Blv. No: 16
SOSTDRAVNADZOR Ry AVANKara/ Turkev-

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.R

3. PRIM, S.A., C/Yolanda
Gonzalez 15, P.I. 1 28938
Mestoles. Madrid, Spain,

4. 000 "Tpenakc", 125239, r.
Mocksa, npoesg YepenaHoBbIX
[.6, CTp.l, aTaX 5, nomeLleHne
K KOMHaTa 1, Poccus.



Aptukyn TLSO-251(F)

ORLETT

KOFPEKTCP QO CPTT EI-ECKA

TLS0-25KF]

N3penuii npoTe3Ho-opToneanyeckne: opTesbl HA BEPXHNE KOHEYHOCTU, KOPCeTbl opToneanyeckne, KOPPeEKTOPbl OCAHKU, PEKNHATOPbI:
OpTe3sbl Ha BepXHME KOHEYHOCTUN: KOPPEKTOpP 0CaHKu, apTt. TLSO-25KF).

ToBap fBnseTca MmeAnUUHCKUM n3genvem. PY Ne ®C3 2011/09549 o1 17.12.2021 r. BblaHO Poc3apaBHaf30poM, CPOK AeicTBus

He orpaHnyeH. CpoK rofHOCTU He YCTaHOBJ/IEH.

Nmnoptep: 000 «OpTo Meaukn pynn», Poccus, MpovsBognTeb; MpeTeH3nn HanpaBnATh;

143405, MockoBcKas 06nacTb, I. KpacHoropck, Pexapg TexHonomxkuc Mvex, Poccusa, 127220, MockBa, a/a Ne 58,
MNnbnHCKoe wocce, 4. 16, kopn. 1. epmaHus, 000 «HUKAMEL»,
YnonHOMOYEeHHbIi NpeacTaBuTens B PO: Rehard Techtx)logies GmbH, Ten.: 8-800-33-33-112,

000 «HUKAMEQL», Poccusi, 127015, Mocksa, 10785 Berlin, Potsdamer Str. 92, e-mail: skk@nikamed.ru.
BymaxkHbIli npoesa, 4. 14, cTp. 2. Germany.

I SO Quality Management System
acc. to ENI1S0O 13485

1 MecTo npor3BoaCcTBa

r } L Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.l. 1 28938
1 92, Germany. Mestoles. Madrid, Spain.

J 2. Arden Medikal Saglik igve di8 4. OO0 "Tpenakc", 125239, r.

1 Ticaret A.§., Saray Mah. 100 Yil Mocksa, npoe3g, YepenaHosbix 1

1 Blv. No: 16 g6, cTP.1, 31X 5, NOMeLLEHMe |
S mlssanf Ankara/Turkev. |, KOMHaTa 1, Poccus. i

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 5



ApTtukyn TLSO-360(A)

ORLETT

KOPPEKTCP QoMK CPTOT EIVHECKA/

TLSO-360(A)

/ TLSO -360(P)

N3penuns npoTe3Ho-opTonenyeckme; opTesbl Ha BEPXHUE KOHEYHOCTU, KOPCEThLl OPTONeAMYECKNE, KOPPEKTOPbLI OCAHKUN, PEK/IMHATOPDI:
OpTesbl Ha BEpXHME KOHEYHOCTU; KOPPEKTOP 0CaHKK, apT. TLSO-360(A)/TLSO-360(P)
ToBap siBnseTcs MeANUUHCKUM usgenvem. PY Ne ®C3 2011/09549 o1 17.12.2021 r. BbIaHO Poc3apaBHaA30pOM, CPOK AEeACTBUS HE OTFpaHuyeH.

CpOK rooHOCTN He YCTaHOBJ/IEH.

NmnopTtep: OO0 «OpTo Megunkn

143405, MockoBckas obnacTb, . KpacHoropck,
MNnbnHckoe wocce, 4. 16, kopn. 1.
YNoNHOMOUYEHHbIA NpeacTaBuTens B PO;
000«<HNKAMEQL», Poccua. 127015, Mocksa,

BymakHblli npoe3g, 4. 14, cTp. 2.

1
& 000 LHPMH (] INFO@CIRMIRU & WWW.6

pynn», Poccus,

MpoussoanTens:

Pexapa TexHonogxuc rox,
epmaHus,

Rehard Technologies GmbH,
10785 Berlin, PotsdamerStr.92,

Germany.

Quality Management System
acc. to EN ISO 13485

MecTo npoussoacTBa

1 Rehard Technologies GmbH,
10785 Berlin, Potsdamer Strape
92, Germany.

2. Arden Medikal Saglik iq ve di§
Ticaret A.8., Saray Mah. 100 Yil
Blv. No; 16

L Ahrarmanl A
0STORANADZOR Ry "/ Ankara/ Turkey.

3. PRIM, SA., C/Yolanda
Gonzalez 15, P.I. 1 28938
Mdstoles. Madrid, Spain.

4. 000 "Tpenakc", 125239, T.
Mocksa, npoesg YepenaHoBbIX
4.6, CTP.1, atax 5, nomeLLgHVe
|, komHaTa 1, Poccusi.

MpeTeH3nn HanpaBnATb:

Poccus, 127220, MockBa, a/a Ne 58,
000«HNKAMEL»,

Ten.: 8-800-33-33-112,

e-mail: skk@nikamed.ru.



Aptukyn TLSO-360(P)

ORLETT

KOPPEKTOP OCAHK/ OPTO ELVHECKA

TLSO-360(A)

/ TLSO-360(P)

M3penus npoTe3Ho-opToneuyeckmne: opTedbl HA BEPXHUE KOHEYHOCTU, KOpCceTbl OpToneanyeckne, KOPPEeKTopbl OCaHKW, PEKIMHATOPSI:
OpTesbl Ha BEPXHME KOHEYHOCTU: KOPPEKTOP ocaHKu, apT. TLSO-36CKA) /TLSO-360(P)
ToBap ABNseTca MeguUNHCKUM m3genvem. PY NB®C3 2011709549 o1 17.12.2021 r. BbifaHo Poc3apaBHaf30pOM, CPOK AECTBUSA HE OFpaHUYeH.
CpOK rogHOCTM He YyCTaHOB/EH.

MmnopTtep: OO0 «OpTo Meaukn 'pynn». Poccus.
143405, MockoBckas obnacTb, I. KpacHoropck.
MnbnHckoe wocce, 4. 16, kopn. 1.
YNONMHOMOYEHHbIR NnpefcTaBuTens B PO:
O000aHWUKAMEL», Poccusa, 127015, Mocksa,
ByMakHbIl npoe3a, 4. 14, cTp. 2.

mJ

VOA

MponssoaunTENb:

Pexapg TexHonoaxuc MvexX.
FepmaHusA,

Rehard Technologies GmbH,
10785 Berlin, Potsdamer Str. 92.
Germany.

Quality Management System

acc. to EN1SO 13485

1 1 Rehard Technologies GmbH,

j 10785 Berlin, Potsdamer Strape

1 92, Germany.

j 2. ArdenMedikalSagliki*vedi®

1 Ticaret A.8., Saray Mah. 100 Yil

1Blv. No: 16
toeeasnneesan/ Ankara/ Tnrkey.

. 1
& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. PRIM, S.A, C/Yolanda!
Gonzalez 15, P.I. 1 28938 !
Mdstoles. Madrid, Spain. i
4. 000 "Tpenakc", 125239, T. j
Mockga, npoe3s YepenaHoBbIX |
4.6, CTP.1, atax 5, nomelLLieHue j
1, komHarta 1, Poccus. |

MpeTeH3nn HanpaBnaThb;

Poccusa, 127220, MockBa, a/a N« 58,
000«HNKAME/L»,

Ten.: 8-800-33-33-112,

e-mail: skkOnikamed.ru.



ApTtnkyn TLSO-361(F)

ORLETT

KOPPEKTCP OCAHK OPTOTEIHECK

TLSO-361(F)

M3penva npoTe3Ho-opToneanyeckue: opTesbl Ha BEPXHUE KOHEYHOCTU, KOPCEeTbl OpToneAnyeckmne, KOPPeKTopbl 0CaHKN, peKInHaTopsbl:

OpTesbl Ha BEPXHME KOHEYHOCTU: KOPPEKTOP 0CaHKu, apT. TLSO-361(F)

ToBap siBnsieTcA MeAUUMHCKUM mdgenvem. PY N* ®C3 2011709549 o1 17.12.2021 r. BbigaHO Poc3gpaBHa430pOM, CPOK AENCTBUS HE OrpaHuUYeH.

CpOK rofiHOCTU He YCTAHOB/EH.

NmnopTtep: OO0 «OpTo Meankn

143405, MockoBckas obnactb, . KpacHoropck,
MnbnHCcKoe wocce, 4. 16. kopn. 1.
YNONHOMOYEHHBIA NpeAcTaBUTENb B PO:
000 «HNMKAMEQ», Poccusa. 127015. Mocksa,

BymaxHblili npoesa, 4. 14, cTp. 2.

& 000 LIMPMH ) INFO@CIRMIRU & WWW.GOSID

Ipynn». Poccus,

mJ

NMpownssognTenn:

Pexapg TexHonomkumc MoX,
lepmanus,

Rehard Technologies GmbH,
10785 Berlin, Potsdamer Str. 92,

Germany.

ISO

Quality Management System

acc. to BN 1SO 13485

MecTo npousBoacTBa

1 Rehard Technologies GmbH,
10785 Berlin, Potsdamer Strape
92, Germany.

2. Arden Medikal Saglik 19 ve di§
Ticaret A.§., Saray Mah. 100 YU
Blv. No: 16

O P
ANADZOR Ry V/Ankara/Turkey.

3. PRIM, S.A., C/Yolanda
Gonzdlez 15, P.J. 1 28938
Mestoles. Madrid, Spain.

4. OO0 "Tpenakc", 125239, .
Mocksa, npoess, YepenaHoBbIX
4.6, cTp.1, atax 5, nomelLeHwe
I, komHara |, Poccus.

MpeTeH3un HanpaBNATh:

Poccus, 127220. MockBa, a/a N« 58,
000 «HNKAMEL»,

Ten.: 8-800-33-33-112,

e-mail: skk@nikamed.ru.
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Aptnkyn CS-150

PEK/IVHATOP OPTOIMEVNYECKIANA

CS-150

ORLETT

N3penva npotesHo-opToneAnyeckme: opTesbl Ha BEPXHNE KOHEYHOCTU, KOPCETbl opTonefuyeckne, KOppekTopbl 0CaHKK,

PeKNHaATOPbLI: KOPPEKTop ocaHku, apt, CS-150.
ToBap ABnseTcA MeAULMHCKUM n3genvem PY N« ®C3 2011/09549 ot 17.12.2021 r, BbifaHo Poc3fjpaBHa30poM.

CpoOK AeicTBuA He orpaHuyeH. CpoK rogHoCTN He YCTaHOBJ/IEH.

VimnopTep:

000 «OpTo Meankn pynny»,
Poccus, 143405. MockoBckast

obnacTb, r. KpacHoropck.

MnbuHcKoe Lwocce, a. 16, kopn. 1

YNO/STHOMOYEHHbIN
npegcTasutenb B PO;

I'Ip0|/|3Bo,q|/|Tenb;

I 1o acc. to EN ISO 13485

000 «HUKAME/[», Poccus.
127015, MockBa. BymMarkHbIii

npoesg 4 14, ctp. 2,

MpeTeH3nn HanpaBnATb:
Poccua, 127220, MockBa, a/a N» 58,

Pexappa TexHonomxuc MveX, Mepmaxus,
RehardTechnologies GmbH. 10785
Berlin, Potsdamer Str, 92, Germany.

Quality Management System

A X

MecTo Npou3BoACTBa

1 Rehard Technologies GmbH,
10785 Berlin, Potsdamer Stra/3e
92, Germany.

2. Arden Medikal Saglik io ve di§
TicaretA.5., Saray Mah. 100 Yil
Blv. No: 16
et eran/Ankara/ Turkey.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. PRIM, S.A., C/Yolanda
Gonzdiez 15, P.l. 1 28938
Mdstoles. Madrid, Spain.

4. OO0 "Tpenakc", 125239, r.
Mocksa, npoesz YepenaHoBbIX
0.6, CTp.l, 3TaX 5, NMomeLLeHVe
I, KoMHaTa 1, Poccus.

000 «HUKAME[L>». Ten,- 8-800-33-33-112.
e-mail' skk<anikamed.ru.
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ApTtukyn CS-160

ORLET

PEK/IVHATOP OPTOMEAMYECKNA
CS-160

113penums npoTe3Ho-opTonefnyYeckne, opTesbl Ha BEPXHNE KOHEYHOCTU, KOPCETbl OPTONEANYECKNE, KOPPEKTOPbI OCaHKK,

peKnIMMaTopbl: KOpPeKTop ocaHku, apt, CS-160
ToBap ABAsieTCs MeAULUUHCKMM n3gennem. PY — ®C3 2011709549 ot 17.12.2021 r. BbifaHO Poe3apaBHaA30pom,

CpoOK ABVICTBMH He orpaHuyeH. CpOK rogHOCTN He YCTaHOBJIEH.

MmnopTep: npov3BoauTesb: MpeTeH3nn HanpaeNaTb:
000 «OpTo Megukn Mpynn». PoxappaTexHonomxuc Mv6X, FepmaHus, Poccua, 127220. MockBa, a/a 58,
Poccus, 143405. MockoBcKast Rehard Technologies GmbH, 10785 000 «HWKAMEQ», Ten.: 8-800-33-33-112.
o6nactb, I. KpacHoropck, Berlin, Potsdamer Str. 92. Germany. e-mail, skk@nikamed.ru.

MnbuHcKoe Lwocce, 4, 16, kopn 1 )
ISO Quality Management System

YNONHOMOYEHHBI arc. to EN 1SO 13485
npeacrasutesb B P®;

000 «HVUKAME/[», Poccus.

127015, MockBa, BymakHbiIiA

npoesg, n 14, ctp. 2.

i MecTo npou3BoaCTBa

1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strafe Gonzalez 15, P.. 1 28938
1 92, Germany. Mostoles. Madrid, Spain.

} 2. ArdenMedikalSagliki*vedi? 4. OO0 "Tpenakc", 125239, T.
1 Ticaret A.§., Saray Mah. 100 Yil Mocksa, npoe3ga YepenaHoBbIX
{Blv. No: 16 n.6, CTP.1, 3TaXK 5, NOMeLLEHNE

1 I/ AlhvAanmannlias
@ 000 LHPMH () INFOGCIRMIRU @ WWW G0SZORANADZOR RU 2/ Ankara/Turkev. |, komHara 1, Poccust.



Aptnkyn CS-160

G—H A e

ORLETT

PEK/MHATOP. KIMFO4YAYHAA MOBASKA

CS-IBOtP]

N3pennsa npoTe3Ho-opTonefuyeckue: opTesbl Ha BEPXHME KOHEYHOCTUN, KOPCEThI
opToneamyeckne, KOPPEKTOPbl OCaHKM, PCKANHATOPbLI; KOPPEKTOP 0caHKu, apT. CS-160(P)
ToBap sBnaeTca MeAnLUHCKUM nsgenvem. PY N* ®C3 201119549 ot 17.12.2021 r.

BbljaHO Poc3fpaBHaA30pOM, CPOK AeCTBMA He orpaHnyeH. CpOK rofHOCTN He YCTaHOB/IEH.

MmnopTep: MpounssogmnTens: MpeTeH3uy HanpaBnsaThb:
000 «Opto Megukn Npynn» Pexapg TexHonomxnc Miéx, Poccusa. 127220, Mocksa,
Poccusi, 143405, MockoBckas FepmaHus, a/H Ne 58. 000 «HVKAME».
0bnacTb, . KpacHoropck. Rehard Technologies GmbH, Ten.; 8-800-33-33-112.
WnbuHckoe woccee, A, 16. 10785 Berlin. PotsdamerStr, 92. e-mail: skk(?nil<amed, ru.
kopn. 1L Germany.

Quality
YNONHOMOUEHHbIN ISO Management System
npeacTasuTeNb B PO: acc. to EN ISO 13485

000 «HVUKAMEL», Poccus,
127015, MockBa, bBymadkHbIi
npoesg, 4. 14. ctp. 2.

1 MecTo nponsBoacTBa

1 1 Rehard Technologies GmbH, 3. PRIM, S.A., C/Yolanda
j 10785 Berlin, Potsdamer Strape Gonzalez 15, P.J. 1 28938
1 92, Germany. Mdstoles. Madrid, Spain.

j 2. Arden Medikal Saglik vedi§ 4. OOO "Tpenakc”, 125239, .
1 Ticaret A.8., Saray Mah. 100 Yil Mocksa, npoe3s YepenaHoBbIx
{ Blv. No: 16 4.6, CTp.l, atax 5, nomelleHve

I Kahramanlray
000 LIUPMH @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU an/Ankara/Turkey. 1, komHara 1, Poccis.
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®ororpaduyeckue u3obpaxeHus
MEJALMHCKOTO W3/IeMus

«Hzaenus npoTe3HO-OPTONEAUYECKHE: OPTE3H HA BEPXHHE KOHEYHOCTH, KOPCETHI

OpTONEAUYECKHE, KOPPEKTOPHI OCaHKH, PEKITHHATOPHI»

(PY Ne ®C3 2011/09549 ot 17.12.2021)

U3fenus mpoTe3HO-OPTONEAMIECKHE: OPTE3R Ha BEPXAHE KOHEYHOCTH, KOPCETH OPTONCAMYECKHE,
KOPPEKTOPH OCAHKH, PEKIHHATOPH

I. Opreas: na epxune xoneuHocTH: 1. Ha oxtesoii cyctas: DEL-204, DEL-204(P), HES-304, TEL-
304. 2. Ha nyuesanscTurii cycran: DWR-202, WRS-202, WRS-202(P), WRS-302, WRS-302(P),
WRS-306, WRS-308, WRS-310, WRS-402, 3. Ha nneuesoif cycras u pyky: DS-205, DS-205(P),
RS-129, SA-209, SA-300, SI-130, SI-311. 4. Ha nactaodananrosuii cycrae: FG-100, WFG-100,
WFG-IO0(P), WRS-305, WRS-305(P). II. Kopcern oproneauteckue: B§S-222, BS-224, DBS-4000,
DBS-4000(M), DBS-4000(W), DLSS-4000(F), HEB-995, HEB-997, HEB-998, HEB-999, HEB-
999%(P), IBS-1004, IBS-2004, 1BS-3006, L.SO-981, LSO-991, LSS-114, LSS-114(P), LSS-124,
NLSS-156, OBS-100, OBS-200, OBS-300. III. Koppexropst ocankn: TLSO-250(A), TLSO-250(P),
TLSO-251(F), TLSO-360(A), TLSO-360(P), TLSO-361(F). IV. Pexsmuaropn:: CS-150, CS-160,
CS-160(P).

3aMECTHTENB MCHEPATILHOTO

Jupexropa no paseerTHio 000
«HUKAME A.A. JlaxmoTko

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



Apraxysx DEL-204

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Apraxya DEL-204(P)
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Apmaxyn HES-304
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ApTtukyn TEL-304
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Apraxyn DWR-202
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Apraxyn WRS-202

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Aptukyn WRS-202(P)
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Apraxya WRS-302
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Apraxya WRS-302(P)
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Apraxya WRS-306
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Apraxyn WRS-308
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Aprakys WRS-310
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Apraxyn WRS-402
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Apruxya DS-205
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Apmxyn DS-205(P)
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Aprakyn SA-209

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Apraxya SA-300
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Apraxyx S1-130

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Apmaxya S1-311

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Aptukyn FG-100
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Apraryn WFG-100

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Aptukyn WFG-10O(P)
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Apraxya WRS-305

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU




Apraxya WRS-305(P)

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Apraxya BS-224

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Apmaxya DBS-4000
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Aptukyn DBS-4000(W)
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Apruxyn DLSS-4000(F)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

32



Apraxyn HEB-995

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Apraxya HEB-997
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Apraxya HEB-998
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Aprmaxyn HEB-99%(P)
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Apraxya IBS-1004
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Apraxyn IBS-2004
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Apruxya IBS-3006
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Apraxya LSO-981

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Aptukyn LSO-991

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Apraxya LSS-114
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Apruxya LSS-114(P)
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Apraxyn LSS-124
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ApTnkyn NLSS-156

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Aptnkyn OBS-100
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ApTtukyn OBS-200
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ApTtukyn OBS-300
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Aptnkyn TLSO-250(A)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

e

50



Apraxya TLSO-250(P)

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Apraxya TLSO-251(F)
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Apruxya TLSO-360(A)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Apraxya TLSO-360(P)
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Apraxya TLSO-361(F)
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Apraxya CS-150
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ApTtukyn CS-160
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Apraxya CS-160(P)
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