®

‘ INTELLIGENT PFNA
73)‘( = INTRAMEDULLARY NAIL

snebR PFNA BT

LA FEET =M ERAT
Jiangsu Shuangyang
Medical Instrument Co., Ltd.

www.jsshuangyang.com



- 7 ‘ THWEETBMERAT
Jiangsu Shuangyang Medical Instrument Co., Ltd.
FZX $ ¢} gyang

edkiE
Company Infroduction

BN FEETSEMERAS, eIET 2001 %, SitEiR 18000
Tk, ERMER 156000 ZF 75K, EMEE 2000 5. 2—
FINEBRHEAYF @A $iE. HEMRSHRER,
RISETMERR TR

RENEFEAERER AR, MEREX, EEERIMIEE
WEER. ZAPP SHE AR, FEEEA—RIINIIH
O YDER. FIEHR. BREREESERENESE, LR
e, BFHEN. HFRINEEENBE, A5G
SENEERAR, SEEET ISO9001: 2015 REEERAEFRIA
iE, 1SO13485:2016 EyrestiERE8&ERAFIAE, TUV I CE

D INE, F+F 2007 FRSEEIERBERN ( ET e~ FHE

EEATEAEET MRl (fx) ) 5.




REFHTARE N BRBUAER, EEIERER. %,
IRREMRIEIES SR T, BERZESm: WEE
BREERS. ARESREERS. ARTOEREEITR
By KRB RS . WEMNANEERS. MENEE
R, KEHHRS. BARANRS. B2 TRERIE,
FHABTUREEFASEWE, UBEIRATENGEK. 2
BNFRERITSE. NTEA. EEIRKERLE. B&
WEIEMZE TIFZ IRREINIRE NS ETN

hEE, WEE! WFEEA— EEmE. BEEL. B
. BEAXBIHIABRINERRE, BELL “LAAAE,
WEZEE, REeIH, EBkEl HNESARE, FtlES
A R FRIROART, REZETESW
FHEEHEEFHIARKE!

Jiangsu Shuangyang Medical Instrument Co., Ltd. was
founded in 2001, covers an area of 18,000 m?, including a
floor area of over 15,000 m’. Its registered capital reaches 20
million Yuan. As a national enterprise dedicated to the R&D,
manufacturing, sales and service of orthopaedic implants, we
have obtained several national patents.

Titanium and titanium alloys are our raw materials. We perform
strict quality control, and select domestic and international
famous brands, such as Baoti and ZAPP, as our raw material
suppliers. Meanwhile, we are equipped with world class
production equipment and devices including machining center,
slitting lathe, CNC milling machine, and ultrasonic cleaner,
etc., as well as precise measuring implements including
universal tester, electronic torsion tester and digital projector,
etc. Thanks to a sophisticated management system, we have
acquired 1ISO9001: 2015 Certificate of Quality Management
System, 1SO13485:2016 Certificate of Quality Management
System for Medical Devices, and CE certificate of TUV.
We are also the first to pass the inspection according to
the Enforcement Regulation (Pilot) for Implantable Medical
Devices of Good Manufacturing Practice for Medical Devices
organized by the National Bureau in 2007.

Thanks to meticulous guidance and supports from
distinguished orthopaedic specialists, professors and
clinicians, we have launched numerous leading products
customized for different human skeletal parts, including
locking bone plate fixation system, titanium bone plate fixation
system, titanium cannulated bone screw & gasket, titanium
sternocostal system, locking maxillofacial internal fixation
system, maxillofacial internal fixation system, titanium binding
system, anatomic titanium mesh system, and basic tool series,
etc. We also have professional supporting surgical instrument
sets to meet various clinical needs. Extensive acclaims have
been received from clinicians and patients for our easy-to-
use products with reliable design and fine machining, which
can bring a short healing period.

China dream and Shuangyang dream! We will stick to
our original intention to be a mission-driven, responsible,
ambitious and humanistic company, and adhere to our idea of
“people orientation, integrity, innovation, and excellence” .
We are determined to be a leading national brand in the
medical Instrument industry. At Shuangyang, we always
welcome aspiring talents to co-create a bright future with us.
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© Cannulated intramedullary nail adopts the design of 5° angle of proximal abduction to make

nail into the apex of the trochanter more smoothly.
Lag screw is optional in blade and threaded types.
Anti-rotation screw design can prevent the nail off and nail slipping.

000

prevent slippage.
Threaded lag screw is better adapted to young patients.

(eNe)

bone denstty.
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Jiangsu Shuangyang Medical Instrument Co., Ltd.

The shank of the lag screw has an asymmetrical groove to resist the anti-rotation screw and

The squeezing of the blade lag screw causes compression to cancellous bone to increase

© The bone cement hole design of the blade lag screw head increases the pullout resistance of

the screw and provides a firm fixation for patients with osteoporosis.
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Light transmissive aiming arm.

Special punching frame can play a role in on-site mediation.

Multi-axial swing and dial guide design for easy control of the insertion depth
of the intramedullary nail.

Ergonomic aiming arm design effectively solves the problem of body position
blocking.

Tools are marked in different colors for easy intraoperative operation.

The thread design on sleeve prevents the tool from falling out during surgery.



PFNA BEPIET
Intelligent PENA intramedullary nail

PFNA

130° £EHHEENET
130 ° metal interlocking intramedullary nail

53X Short section

175%4%83 Order code %ET(]ZZ) Kin(g::)
14.19.02.08090185 185
14.19.02.08090200 ®9 200
14.19.02.08090215 215
14.19.02.08100185 185
14.19.02.08100200 @10 200
14.19.02.08100215 215
14.19.02.08110185 185
14.19.02.08110200 11 200
14.19.02.08110215 215

shuangyang | 9



®

7 .

3

shuangyang

AN FETS=MERAS

Jiangsu Shuangyang Medical Instrument Co., Ltd.

Z*%J Main nail

X Long section

1J£54%15 Order code

7 Left
14.19.12.08090260
14.19.12.08090280
14.19.12.08090300
14.19.12.08090320
14.19.12.08090340
14.19.12.08090360
14.19.12.08090380
14.19.12.08090400
14.19.12.08090420
14.19.12.08100260
14.19.12.08100280
14.19.12.08100300
14.19.12.08100320
14.19.12.08100340
14.19.12.08100360
14.19.12.08100380
14.19.12.08100400
14.19.12.08100420
14.19.12.08110260
14.19.12.08110280
14.19.12.08110300
14.19.12.08110320
14.19.12.08110340
14.19.12.08110360
14.19.12.08110380
14.19.12.08110400

14.19.12.08110420

A Right
14.19.22.08090260
14.19.22.08090280
14.19.22.08090300
14.19.22.08090320
14.19.22.08090340
14.19.22.08090360
14.19.22.08090380
14.19.22.08090400
14.19.22.08090420
14.19.22.08100260
14.19.22.08100280
14.19.22.08100300
14.19.22.08100320
14.19.22.08100340
14.19.22.08100360
14.19.22.08100380
14.19.22.08100400
14.19.22.08100420
14.19.22.08110260
14.19.22.08110280
14.19.22.08110300
14.19.22.08110320
14.19.22.08110340
14.19.22.08110360
14.19.22.08110380
14.19.22.08110400

14.19.22.08110420

BR
(mm)
Diameter

®9

®10

o 11

KE
(mm)
Length

260
280
300
320
340
360
380
400
420
260
280
300
320
340
360
380
400
420
260
280
300
320
340
360
380
400

420



PENA BEM%T

Intelligent PENA intramedullary nail

I 185T Lag screw

124y= Threaded type J1E= Blade type

B (mm) KE (mm) B2 (mm) KE (mm)

1J£54%15 Order code 1J 84775 Order code

Diameter Length Diameter Length
14.23.04.04100075 75 14.23.02.04100075 75
14.23.04.04100080 80 14.23.02.04100080 80
14.23.04.04100085 85 14.23.02.04100085 85
14.23.04.04100090 90 14.23.02.04100090 90
14.23.04.04100095 95 14.23.02.04100095 95
®10 ®10
14.23.04.04100100 100 14.23.02.04100100 100
14.23.04.04100105 105 14.23.02.04100105 105
14.23.04.04100110 110 14.23.02.04100110 110
14.23.04.04100115 115 14.23.02.04100115 115
14.23.04.04100120 120 14.23.02.04100120 120

L1z

AR A AAURAUA A A AUA R alal al Al i

B (mm)  KE (mm) B (mm) KE (mm)

STy 1] 524%18 Ord d
1T£54%73 Order code —— Length 1T534mtY Order code Diameter g
14.22.01.02048025 25 14.24.02.01014002 14 15
14.22.01.02048030 30
14.22.01.02048035 35
14.22.01.02048040 40 1 q
BihELR%T Anti—rotation screw
14.22.01.02048045 45
4.8

14.22.01.02048050 50
14.22.01.02048055 56
14.22.01.02048060 60 e (

<E (mm
14,92 01.02048065 65 1T#R4%15 Order code B2 (mm) Lxength )
14.22.01.02048070 70 14.24.01.04008020 o8 20

shuangyang | 4
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EMEL T Operation manual |

Determine the entry point Insert guide needle

EHA: UTREFIRREHERIMY, SHET
HhZERE 5° o
MEF: HETRSEEETRE—FES%.

BASHESE, BA 03254,

Insert the guide bushing and insert the @3.2 guide

Sagittal view: located at the apex of the greater needle.

trochanter or slightly outside, at 5° to the axis of the
medullary cavity.

GCoronal view: the entry point is in line with the center
of the medullary cavity.

Proximal opening

Proximal reaming

BSHEFOBSERBAFOM, TSR,

5 ©16.5 =0O¥ A SHEFLABASE
RFTFRT i BERE o
Use the @16.5 cannulated medullary drill to open

the proximal medullary cavity along the guide
needle in the opening guide sleeve.

Insert the opening cone along the guide needle in the
opening guide sleeve to open the medullary cavity.

h shuangyang



Install intramedullary nail

BN AmER e EEIHEE L, B
SW8.0 1222 T]75%

Connect the intramedullary nail to the aiming
arm with the lifting bolt and tighten by the SW8.0
screwdriver.

Implantation of intramedullary nail

IREERBAGERNE, BHmE, WiTASey
BRIk, FIRBERGSRE, 1SR
FIENRENVE.

Rotate and insert the intramedullary nail. If it needs
to be tapped, screw in the unique advance & retreat
puller, and use the slidding hammer to knock or pull
out, so that the intramedullary nail enters the optimal
position.

A RAEAEREA.

Note: Do not tap the aiming arm

PFNA B8P9£T

Intelligent PENA intramedullary nail

External confirmation

BEEERBAREEL, WREBE, K0T
HEERRN AReRF BT e T EAIFL .

Insert the drill sleeve into the aiming arm hole, then
lock the nut, and the drill bit of lag screw should
pass through the hole in the intramedullary nail well
in the drill sleeve.

Insert the guide needle of lag screw

BShERmAREEL, WRES, A
©3.2 54t

Insert the drill sleeve into the aiming arm hole, then
lock the nut, and insert the @3.2 guide needle.

EE deF R TAIT AR A AA BN AR AE o

Noted: If necessary, two needles can be inserted to
prevent rotation

shuangyang
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Measure the length of lag screw

Open cortical bone

BASEHIREE, LSHEMRNEEZIEE.

Insert the guide needle depth guage and read the

value based on the tail of the guide needle.

Drill for lag screw

HSERBA 0102 FOEL, FIFHARKES .

Insert the @10.2 open drill bit along the guide sleeve to
open the proximal cortical bone.

Install lag screw (blade type)

TEEESESLIR Y REEEAENEE, IBE ST
ERRLE

Adjust the drill limited holder to the corresponding
value and drill along the guide needle to the limited
depth.

ER ARG BT KPR T @ R, ik
Rl PAATIR “RN B @ " BT Az B iR

Note: The limit holder must be installed in the
direction indicated by the arrow. And must be read at
the position indicated by the marked "scale".

shuangyang

BRI DEET TG E, B SW35RAH
HEITENMSER .

Connect lag screw to the driving frame and tighten
with the SW3.5 hex screwdriver.

E i R ERAS ARG E (i FAA)
Rt R,
ERFRE R AT AR EF 16 5,

Note: The nut should be screwed to the final
position (near the handle) and should not affect the
pressurization.

If you choose the threaded type lag screw, please
directly see the 16th step.



Implant lag screw (blade type)

—

AERIHEUE mEEHEuE
tap the position of tap the position of
the front pin the rear pin

BIIARBAER, RERFIHESNEEER
BAIEE, AeERESEFRESEEZR
B NENIG, 5T,

Insert the punching frame into the sleeve, rotate the
handle so that the cylinder pin slides into the curved
groove as shown in the figure, and gently tap the tall
of the handle with the slide hammer until the cylinder
pin slides into the top of the groove, to complete the
implantation.

Implant anti-rotation screw

PENA 3EM£T

Intelligent PENA intramedullary nail

Lag screw pressurization (blade type)

B FIREE BRI, EHEE 8RN
Omm, RERENFHAINE, TEAELUE, 1E
s EANE

Rotate the nut to the top of the fixed seat. At this time,
the sliding sleeve shows Omm. Continue to rotate and

start to pressurize. Pay attention to the position of the
scale line. Be aware of over pressurization.

Install lag screw (threaded type)

F3 SW3.5 B[R 75 f e HEAS B HR AR £ TIT N BE A
£], BT NZRIBRIDIREIENALEIMER

Put anti-rotation screw into intramedullary nail with
the SW3.5 Multi-axial hexagon screwdriver. Tumn the
driving frame to ensure that the anti-rotation screw
falls into the groove of lag screw.

ERRNBET T LET2s £, B SW35 AN
EITERNMSEREN.

Connect lag screw to the nailer and tighten with the
SW3.5 hexagon screwdriver.

shuangyang | §
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Implant lag screw (threaded type)
limit seat fits the sleeve

IR SER

B LETEIBAER, MBS EHhER FRERALEE
SE/ME, T, BRERETAINE,

Insert nailer into the sleeve, rotate the handle
clockwise to the limit seat and fit the sleeve, complete
the implantation. Continue to rotate to complete the
pressurization.

EE: WERRIE LMRIER & WA & AT E B
T, WG ASRAT R R AR .

Note: After completing the pressurization, please
ensure that the coloring groove faces directly above,
otherwise the anti-rotation screw can not be locked.

Distal drilling

9A00IB BuLoj0D By}

Implant anti-rotation screw

F3 SW3.5 BB 7x A S B IR IR ETIT N BB
1, Eer I NSRRI AR ET B

Put anti-rotation screw into intramedullary nail with
the SW3.5 Multi-axial hexagon screwdriver. Tum the
driving frame to ensure that the anti-rotation screw
falls into the groove of lag screw.

Distal depth measuring

BEercERBAEESL, B 04355k
EBERMERS o

Insert the green mark sleeve into the aiming arm and
drill the bilateral cortical bone with one ¢ 4.3 drill bit.

shuangyang

B ENRRBIESRENURRS, L&
etrct AEIERE .
Fix the hook type depth gauge through the sleeve to

the bilateral cortical bone, refer the green mark as the
exact measurement.



Distal screwing

PENA 3EM£T

Intelligent PENA intramedullary nail

Remove the aiming arm

F SW3.5 B ER T L5 .

Use the SW3.5 screwdriver to complete the screwing
through the sleeve.

Implant cap

F SW3.5 Ba7 AT NHE o

Screw cap into intramedullary nail with the SW3.5
Multi-axial hexagon screwdriver.

F3 SW8.0 /"l TR RIRe, BUNIAER .

Unscrew the lifting bolt with the SW8.0 hexagon
screwdriver and remove the aiming arm.

shuangyang
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INNOVATING CONSTANTLY
KEEP STRIVING FOR EXCELLENCE

www.jsshuangyang.com

ik STHERRBHHSHESENFERE B4 Postcode: 215600
ADD: Shuangyang Building, Baoji, Yangshe Town, Zhangjiagang City, Jiangsu Province, China
EBiE Telephone: 0512-58268332 {&HE FAX: 0512-58268337 E-Mail: shuangyang@jsshuangyang.com

BTFEIRIMAR, ARESLirRINAEEER, EREULYRENE.
Because of the printing, it may vary with the color of the actual product, please subject to the product color when using.

REETBEMEURAAR . RRETSEFDE, REBRRNTHNFEETSMERATME.
Only for the medical professional technical personnel and the clinician reference reading,the final interpretation right of this
event is reserved by Jiangsu Shuangyang Medical Instrument Co., Ltd.
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