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CTmMynATop MMNAaHTUPYeMbI NepesapskaeMblii SCS301B ansa cTMmynsauum CNMHHONO Mo3ra, NoTpebuTesibCKasa ynakoBKa
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CTmynaTop MMnNaHTUpyemMblii nepesapshkaemblii SCS301B a5 cTUMYNSUUMM CIMHHOTO MO3ra, MapKUpoBKa NoTpebuTeNbCKOM YNaKoBKU

~ Implantable Rechargeable Spinal
Cord Stimulator

Stimulator( 1) Dummy plug(1)

SCS301B Torque wrenchllj Manual(l)
Product tag(6) Certitication( 1)
Contents
Isn | 30180230651 Registration Ibrm (I)
|LOT| 301B02315 Patient identilicalion carcK 1)
Connects type Contact 8 ; Spacing 2.8 mm
2024-01-18
Output characteristic Channels No. Electrodes No.
2 2027-01-17
Constant current 2 16

Sterilization # : 20240120

Registration Certilicale: NO.GXZZ20223120985 Manutacluring License: NO.SYJXSCX20200033
Nfanul'acturcr : Rishena Medical Co , Ild. TEL: '86-519-69989503
Address: SuiieD3006-D3008No 26 Huashan Middle Road Xinbei District Changzhou Jiangsu, China

" icespi li;.
STBMJEEO |:S

(01) 0 6973626 78301 2 (17) 270117 (10) 301B02315 (21) 301B0230651
Reler to the manualfor other contents Made in China LAB-301-001.EN Rev,.V2
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CTuUMynaTop MMnaaHTUpyeMblii nepesapskaemblit SCS301B ans cTMMynsUnM CNMHHOIO MO3ra , MakKeT PYCCKOA3bIYHOM MapKUPOBKM MOTPeOUTETbCKOWA
ynakoBKu

Rishena Medical Co, Ltd. Suite D3006 - D3008 No.26
R I S HE|I S .J A Huashan Middle Road Xinbei District Changzhou Jiangsu. China

(Pvwena Mauwvkan Ko, Jita. MomelyeHmsa D5006 - D3008, Ne 26
i J n XywaHb-Muaan-Poys CuHb63i AucTtpukr HaHxokoy LizsHey, Kutaid,
786-519-6998-9503]

CTUMYASITOP MMANAHTUPYEMbIF
REF r SCS301B nepesapsxaemblii SCS301B ans

CTUMYNnAUMN CNUHHOIO mMo3ra

S N CTUyNATOp aHraMrpyembii
( nepesapXaeHbIii dum. I
HavoHerp|Meclii K4 ur

[l ot f J 3anyLKp amynnTda um,
PenknpaZtoHHas dopva Tum
OrHKLLKA V3aenmn 6LuT.
9 « Ol
crD 3 s,
VIHC|pykvwn 1o npyiveHeH o lur
3 Yveno rHesq, 2um.
Tvn rHe3ma B-KOHraKTHb I
¢ npoveXyrBM STERILE EO
pata CTepmnmsaLl,MM'IC 3 2Bmv
Bz BbX0aHaro curdaria MoTTCrHHbIA TOK

PerucrpauvoHHoe yaocToBepeHme: No» or

MECTO oA, LUTPUXKOA,

YNONHOMOUYEHHbI npeacraButens nponssoantens; 000 "MOTOPVKA HEMO' 125A38,
I. Mocksa, BH.TEP.I. MYHVLIMMA/IbHBIA OKPYI FO/IOBMHCKWIA. ¥/ ABTOMOTOPHAY,

AO. 1/3, CTP.r MOMELL,. 6H/6, Ten.: 8-800-707-/1-97 3n. nouta: info@motoricat)rg
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CTaMyasTop EMINaHTHpYeMulli nepesapsxaemeiil SCS301B ans craMyasnas cnuanoro Mosra, obmuii sna
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CTumMynaTop UMNAaHTUPYeMbIin nepesapsikaemblii SCS301B, nHanBuayanbHasi yrnakoBka
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CTUMynAaTop UMNAaHTUPYeMbIli Nepesapsykaemblii SCS301B, MapKMpoBKa NHAMBUAYaNbHOM YNaKoBKMU

Implantable Rechargeable Spinal

4b Cord Stimulator
SCS301B . Stimulalor(l) TorqueWTcnch(l)
ontents Dummy plug( 1)

301B0230651

Connector I>'pe Contact 8 ; Spacing 2.8 mm
301B02315

Output characteristic Channels No. Electrodes No.

2024-01-18

Cemstont current 2 16
2027-01-17 .

- Maximum 1em

Sterilization#: 20240120 implantation depth

Regislration CerUficale: NO GXZZ20223120985 Manuticluring License: NO.SYJXSCX20200033
Manutaclurer : Rishena Medical Co., Ltd. TEL: +86-519-69989503
Address: SuiteD3006-D3008No 26 Huashan Middle Road Xinbet Distnct Changzhou Jiangsu, China

T - (1,4s-C ~rs% I 106Ne .
e STEHLEEO Oa .,,1 o 0 AT
tYSUILIIM LM SUHLNL I paa M (1T
Refer to the manual lbr other contents Made in China L.4B-301-002.EN Re\'.A/2
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CTmMynaTop UMNAaHTUpyeMblii Nepesapsbkaemblit SCS301B, MakeT pycCKOSA3bIYHON MapKUPOBKU UHANBUAYANIbHON YNaKOBKU

Rishena Medical Co.. Ltd. Suite D3006 - D3008 No26
RIS HEIS JA Huashan Middle Road Xinbei District Changzhou Jiangsu, China

A (Puwena Megukan Ko., /itTg MomelyeHnsa D5006 - D3008, N®©26
J XywaHb-Mugun-Poya CvHb63-AncTprKT YaHHWKOY LizaHey. KuTaid)

CTUMYNATOP UMMNAHTUPYEMbIii

REF f SCS301B nepesapsbkaemblii 8C$301Bans
wm CTUMYNALNU CMIMHHOTO MO3ra
SN ( J CTVKyNATOPUMINAKTUPYeMbIii . I
nepeaapsixaeHblii SCSIOIB
[l ot ( [IMHAMOHETPYECX MM KITHoH 1um,
3arnyLka cTuMynsTopa un. Mkn  n«x

J Yoo M 2ur.

C T rHe3ga B-KOHTaKT Hb A
C NP@WeKy TKaMM1
Z.8mm
Bu BbIKOAHOTO cUrHania  MoCMKMHMIA TOK ST E R | L E EO
Aata ctepunmnsaunn: 1 MakcumvaribHast riyouHa Tem

TnnaHTaun*

PerucTtpaumoHHoe ygoctoBepeHue: Ne

MECTO o4, LLITPUXKOA,

MOHM-EHHB I MEICTEBATE b MOOVBEQITEIFL 000 *MOTOPUKA HEMO* 125A38.
I. Mocksa. BH.TEP.I. MYHVLMMA/IbHbBIA OKPYT FOSIOBUHCKNI. ¥/T ABTOMOTOPHAS,
O. 1/3. CTP2, NOMELL,. 6H/6, Ten.: 8-800-707-71-97 34, nouta: info@motorica.org
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CTmynaTop UMNNaHTUpPyeMblii nepesapsikaemblin SCS301B — 1 wiT.
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OnHamomeTpuyeckunii Ky — 1 wrt.
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| 3araymxa ctamyasatopa — 1 mr.
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Registration Form
Return to manufacturer

Manufacturcrt Rishcna Medical Co., Ltd.

Suite D3006 - D3008 No0-26 Huashan Middle Road Xinbci According to national regulations, this medical device must
Address.  Dtstricl Changzhou Jiangsu, China  (213022) be tracked.

Tel,: +86-519-6998 9503 Be sure to complete the information in this fomL
Patient information

Name Gender Tcl.
ID NO. Age . . .
patient Patient Identification
Address barcode
Symptoms
Medical device information
Medial Stimulator label Lead label
Hospital Tel.
Implantation/ Physician 1DapajtmeniJ Tel.
physician Dale of
Address in~antation
Pit' I f not »Mccqsfirl
Reasoni
Madical device D Return to manufacmfcr Q Disposal
llaforpu”MflfrtinOTgd
Date of removed
Reasont
iMedical device G Return to manufacturer Q Disposal
idiajiii
n"tt
neg
r X," -
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Perncrpaunonnas ¢opma (nepenoa na pycckuil S3bik)

13
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Registration Form Perncrpaunonnas gopma
Manufacturer I lpouspoautens

Address Aapec

Tel. Tenedon

Return to manufacturer BepHyTh MPOKH3BOAUTENIO

According to national regulations, this medical device must be tracked.

Be sure to complete the information in this form.

B COOTBETCTBHH ¢ HALHOHANLHBIMH NpaBunaMy, 310 MCAHUHHCKOC
W3aeJIHe A0JKHO OTCIICKHBATHCAH.

| Patient information Hudopmaius o naumenre

Patient ITaunenTt

Name HNms

ID NO. HNaeHTnpuKanHoHHEIR HOMED rpaXAaHHHA
Symptoms CUMnTOMB

Gender Tlon

| Age Bospacr

Patient identification barcode

HWaeHTdHKALHOHHLINA IHTPUX-KOA NaUHEHTa

Medical device information

Hudopmauns 0 MEAHLIMHCKOM H3AEHH

Medical device Meauuunckoe uanense
Stimulator label ITHKETKE CTHMYNATOpa
Lead label JTHKETKa 3NEKTPOAA
Implantation/physician information Hudopmauns 06 umMnaautauuu/spaye
Implantation/physician HWmnnantauusa/spay
Hospital Boabumnua
Physician Bpay
' Department Otaenenne
Date of implantation Jara wMnnaHTaLIUK
If implantation is not successful EcnH HMNAanTaluua Npoliia HEyaAaHo
| Reason Ipnunua
Disposal YTHausauus
Information of removed Hndopmaurs o ieMMILIAHTALIHK
| Date of removed JlaTa feMMnnanTaunu
Conclusion 3akmouenue
Signature IMoanuck
Date Tata
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A Implaniabif Richargeable Soirdl Goid Stimmuialol
KS301B [« ] joieoaaoeM qiy i
!'T A~ )01B0291S cEi 202<01-li 2027-0112

NOGX72202211209.S

Prodocl'onl.te-..» NOSV1I<SCX2020D013 uU KII-001IN «r. /11

Tiioi 37mwno»u»mnun m» loitojM Mti

ﬁk. Implanlablt Rfchargeable Spinal Cwd Stimulalw
<11 scsioB lan| B23BL  qty |
‘LOT| 3CIflO7nS 202<-0Mi A 2027-01 17

4H<3tretiORT tifrotc  NOGX2220223.209.S

Production li

iM iiiip M

\lol

Impianfablf Rfcbargfable Spinaf Cofd Stifnufato®

iSEl iC530B 3018073065)  Qt/
[iOT/ joiaojjis " 2074-OMi 2027-01 1'

erglirr»i;on C»ri,ncjr» NO GXZZ2ZQ22n2098S for otn#t fonlenti

Production Ifconio  NO SVjXSCX70200033 UJ Ml-oailNnivAn

<m»e67B4J« tlIfl) Jfl 7»770ii7 fiff) Ji0Ije L) HNIC7IMl

Implanlablt Rtchaigeable Spinal Coid Stimulator

iciioia L*tLl 301B0230691 qty i

[C ~ 10ia02111. rf 7023-01 1« a 707" -0'-'7

C,.7.,t, NO GX22202231209.S

ProductidMimm,  NOiyWC«QO2D003 - A/llemitl LUl

Inm LU g alllTl« 1 1M1
"*1 %w »IWK4

A

Implanlablt Rechargeable Spinal Cord Stimulator

iCilOie ® 301B0230451 Qty 1
101B0231S d j 707" 01-1« 2 7077-01-12

,d,..,r,,dnC?,r.c3, NOG«Z20223120,8S

iToduclicKtllced  No ivix«:x20200013 Y1-WhoditN ««An

01«2 *7|M 1 20V XK 3 am MULLKNS cni «01M2«»11

Implantable Rechargeable Spinal Cord Stimulator

[ii?] scuolB ® 101M230BS1 Qty |

(ioT) 301B0211S d 707a-0i-ia 2 Ton-om/
€T e NOGPZzaomiTOMS
e.0ductumlu.m. NOiyi»OC202000H L»-»-<wrN ««Af
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OTNKeTKa n3fenmsa, Maker pyCCKOFI3bI‘-IHOI7I 3TUKETKU

RIS HEFSIA

Rishena Med cal Co, Ltd. Suite D5C0: - D5K& f*0.2t
Huashan Micdle Road X>be Distrct Cha"g2hou Jiangsu, China

(Punweva Mepukan Ko., Nitg. Momea.e(-.19 DSCO: - D30D3 Ne 2t
Xywauno-MJ|aw--Pc','[4. Ci-(Hfc63i'-It'C"..it. T PaHu'mxoy Usshcv, Kutaii
+B6-515-6938-95[i3l

CTumynsaTop UMNIaHTUPYeMblii nepesapsxaemblit SCS3016 ana CTUMYNISLMM CMIMHHOTO Mo3ra

REF : SCS301B

LOT y

Pe'ncrcaunomHoe ygoctosepeHue; Ne

ME@O
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MECTO Mo, LUTPUXKOA,

YNoMHOMOYEHHbIN npeacTaBuTens npoussogutens: 0DC 'MO'OPKA HtMC'I2E4J6
Mocksa BH.TEP. MYHWMAMAM1bHbIA OKPYT MOMIOETIHCKUA YN ABTOMOTOPHAS,
M 115 CTF.2 NMOMEL,. 6H./6. Ten: 6-30CnuTOT-/1-6? 3n. nouTta: info*motorica oro



NaeHTU(pMKaunoHHaa KapTa nauneHTa - 1 wt. (BMfA criepein)
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Patient ID Card

Name Gender
National Identification
Number Tel.
Dear Sir/Madam:

When the patient presents this card to you, it indicates that the
patient has been implanted with our Nerve Stimulator Product and
must avoid electromagnetic interference or high-energy
electromagnetic fields. Please provide assistance. Thank youl!

When patients pass the anti-theft detectors or security equipment, it
is recommended to take the following preventive measures;
1 Request to bypass these devices or have security personnel

manually inspect them.
2. If patients must pass through these devices, they should pass

hrough the middle of the devices;
3. When patients pass through these devices, they should stay away

from the devices and pass quickly to avoid staying.



NpeHTUKaymMoHHaa KapTa nauueHTa - 1 wr. (Bu4 c3aau)

/\

Device name

Serial number

Responsible
Doctor

Date of
implantation

Name of the
implanting center

Center address

Manufacturer:
Address:
Tel.:

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

FAMISI-TEtMA
SII$SS17

Product Inform ation

Model and
specification

Tel.

Rishena Medical Co.. Ltd.

Suite D3006 - D3008 No0.26 Huashan Middle
Road Xinbei District ChangZ2tiou Jiangsu, China
+86-619-69989503

|
|}
| j



UnenTndnxannonnas Kaprta naiHeHTa (1epeBoa Ha pyCCKHH A3bIK)

18

Patient ID Card

HaewingnkauMoHHas kapia nalneH1a

Implant Product Information

Mudopmauns 06 HMNNaHTHPYEMOM NpoayKTe

Name

Umsa

Gender

Iton

National Identification Number

WaeHTndnKauHOHHBIH HOMEp rpakaaHnHa

Device name

HanmeHoBaHue n3nenns

Serial number

Cepuiinblii Homep

Model and specification

Mouens u cneunpmnkaumns

Tel.

Ten.

Date of implantation

Jlata uMnaaHTaumn

Name of the implanting center

Ha3Banue ueHTpa HMNNaHTalUuu

Center address

Aapec ueHTpa

Dear Sir/Madam:

Y BaxxaeMbiii rocnoanH/rocrnosxa:

When the patient presents this card to vou. it indicates that the
patient has been implanted with our Nerve Stimulator Product
and must avoid electromagnetic interference or high-energy elec-

tromagnetic fields. Please provide assistance. Thank vou!

Korna naunenT npexbaBnseT BaM 3TV KapTOUKY. 3TO 03HAYAET, YTO EMY MMIINIAHTH-
pOBaH Hawl NpubOp CTHMYJIATOP HMMILIAHTHPYEMBIH W OH NO/XeH WiGeraTh dnek-
TPOMAarHMTHLIX TIOMEX MJIH BLICOKOJHEPreTHHECKHX 3MEeKTPOMAarHUTHBIX noned. TMo-

skanviicta, 6yaste octopoxHbl. Crniacnbo!

When patients pass the anti-theft detectors or security equipment,
it is recommended to take the following preventive measures:

1. Request to bypass these devices or have security personnel
manually inspect them.

2. If patients must pass through these devices, they should pass
through the middle of the devices:

3. When patients pass through these devices, they should stay
away from the devices and pass quickly to avoid staying.

Korna nauueHTbl NpoxoasT MHUMO NPOTHBOYTIOHHBLIX 1€TEKTOPOB HJH OXPaHHOTO
0060py10BaHHUA, PEKOMEHAYETCH NPHHATE C/1EVIOUNE NPOPUIAKTHYECKHE MEPbI:

1. TTonpocute 060#TH 3TN yCTPOHCTBA AN NONPOCHTE COTPYAHNKOB cnyxbbl 6e3-
OI1aCHOCTH NPOBEPHUTL HX BPYUHYIO.

2. Ecin nauneHTbl A0MDKHBI NPOHTH Hepes 3TH yCTPONCTBA, OHW AOMKHBI NPOXOANUTE
MEX1y HHMH;

3. Ecan naumeuTsl NpoxoasAT 4epe3 3Tu yc'rpoﬁcraa, OHH JOJIKHb! Ae€pXaThbCs no-
Aanbuie OT HUX H NIPOXOAUTDL 6blCTpO, CTapaachb He 3aaepXXHUBATLCA.

Manufacturer

[Mponssoautens

Address

Anpec
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[poHymepoBaHo, NPOLINUTO "
CcKpenseHo nevyarbio Ha -9

nncTax
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