Bezirksregierung Diisseldorf

Freiverkaufszertifikat
nach § 10

des Medizinprodukterecht-
Durchfihrungsgesetzes (MPDG) und Artikel 60
Absatz 1 auch i.V.m. Artikel 120 Abs. 3 und Abs.
4

der Verordnung (EU) 2U1///45 des EUropalschen
Parlaments und des Rats vom 05. April 2017 in
der jeweils gliltigen Fassung

zur Vorlage bei den zustandigen
Behorden/Stellen von

Vietnam
Es wird bescheinigt, dass

o die eingetragene  Niederlassung des
Europaischen Bevollmachtigten ihren Sitz in
Deutschland hat,

- dass das Medizinprodukt gemaR der oben
genannten Verordnung die CE-Kennzeichnung
tragt

und in den Mitgliedsstaaten der Europaischen

Union gehandeit werden darf.

Produkte:
- siehe Anlage (30 Seiten) -

Europdischer Bevollm3chtiater:

Caretechion GmbH
Niederrheinstr. 71
40474 Diisseldorf
Deutschland

Hersteller:

Star Sports Medicine Co., Ltd.

Room A018, Floor 1, Building 1, NO.25,
JingHai 2 Road, Beijing Economic and
Technological Development Zone, 100176
Beijing,

China

Free Sales Certificate
according fo § 10

of the Medical Devices Law Implementing Act
(MPDG)
and Article 60 Chapter 1 also in conjunction with
Article 120 para. 3 and para. 4

of the Regulation (EU) 20 17/745 of the Eutuped
Parliament and of the Council of § April 2017 in the
current valid version

for presentation to the competent authorities/bodies
of
Viet Nam
It is certified that
= the European Representative has its registered
place of business in Germany,

o the device in question bearing the CE marking in
accordance with the aforementioned Regulation

and may be marketed in the European Union.

Products:

/]

- see attachment (30 pages) -

European Representative:

Caretechion GmbH
Niederrheinstr. 71
40474 Diisseldorf
Germany

- P
W

Manufacturer:

Star Sports Medicine Co., Lid.

Room A018, Floor 1, Building 1, NO.25, JingHai
2 Road, Beijing Economic and Technological
Bevelopment Zone,100176 Beijing,

China
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Mit dem CE-Kennzeichen bringt der Hersteller
zum Ausdruck, dass die Medizinprodukte die
Grundlegenden Sicherheits- und
Leistungsanforderungen

der Verordnung (EU) 2017/745 des Europaischen
Parlaments und des Rats vom 05. April 2017 tiber
Medizinprodukte in der jeweils gultigen Fassung

erflllen und das vorgeschriebene Konformitats-
bewertungsverfahren durchgefiihrt wurde.

Disselderf, den 01.10.2024
Bezirksregierung Diisseldorf

Im Auttrag
Camle To.yQ

Carolyn Jansch

With the CE-mark the manufacturer confirms that
the medical devices comply with the general safety
and performance requirements of

the Regulation (EU) 2017/745 of the European
Parliament and of the Council of 5 April 2017 on
medical devices in the current valid version

and that the required conformity assessment
procedure has been completed.

Die Echtheit der vorstehenden Unterschrift der

Frau Jansch

Angehdrige derBezirksregierung Dusseldorf

; . : eqel
und die Echtheit des Diensisiege:s en hie
Glzichzeitiy wird bescheinigl, dass die V

s werden hiermit beglaubigl.
grgenannte Zur

Aussletlung dieser Urkunde berechligt war.

Duisseldorf, 17. Okt. 2024

regierung Dusseldorf
1 Auftrag

Hermen )
sgierungsamtsinspektorin
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Nr. | Produktbe- Klassifikation Models UMDNS, | Registriernummer

zeichnung I, Is, Im, I1a, I1b, EMDA '
11}

1. Metal Suture b See 17-782 DE/CA20/00189523

Anchors Attachment
below

2 Non-absorbable | IIb 13-896 DE/CA20/00189524
Surgical Sutures

3. Suture Buttons Iib 13-891 DE/CA20/00186530

4. Shaver Blades Ila 10-456 DE/CA20/00189504

5 Peek Suture ITb 17-782 DE/CA20/00184664
Anchors

6. Peck Ib 16-101 DE/CA20/00189512
Interference
Screw Systems

e Arthroscopic Ila 17-918 DE/CA20/00189528
Shaver Systems

8. Arthroscopic I 13-180 DE/CA20/00190048
Surgical
Instruments

9. All-Suture b 17-782 DE/CA20/00188901
Anchors

10. | Meniscal Repair | IIb 17-993 DE/CA20/00187361
Devices )

11. | Arthroscopic Ila . 15-260 DE/CA20/00188899
Access Cannulas

12 Spiked Ligament | IIb 16-103 DE/CA20/00186532
Staples

13. | Endoscopic I 18-037 DE/CA20/00189530
Video Image
Systems

14. | Arthroscopic | 1la 13-180 DE/CA20/00201558
Surgical
Instruments
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Annex 1 v %&'s;ﬁkir%%
A I S
Attachment: Model list per product * gigf&“ ""‘_};”
1. Metal Suture Anchors I
\7%&3‘5;@1; dagd
Model list
TAIAL TAZAL TA3AL TA4A1
TAIAZ TA2A2 | TA3AZ | TA4A2
TAIA3: | TAZA3 | TA3A3 | TA4A3
TAIB1 TAZBI TA3BI TA4BI
TAIB2 TA2B2 | TA3B2 | TA4B2
TA1B3 “TA2E3 TA3B3 TA4B3
TAICI TA2CI TA3CI TAAC]
TAIC2 TA2C2 | TA3C2 | TA4C2
TAIC3 TA2C3 TA3C3 ThIC3
TAIHA1 | TA2HAI | TA3HA1 | TA4HA] | TASHAI | TAGHAI | TASAI TAGAI
TATHA2 | TAZHA2 | TA3HA2 | TA4HA2 | TASHA2 | TAGHA2 | TASA2 | TAGAZ
TATHA3 | TA2HA3 | TA3HA3 TA4HA; TASHA3 | TAGHA3 | TASA3 TAG6A3
TAIHB1 | TA2HB1 | TA3HBI | TA4HB1 | TASHBI | TAGHBI | TAS5BI TA6BI
TAIHB2 | TA2HB2 | TA3HB2 | TA4HB2 | TASHB2 | TA6HBZ | TAS5B2 TAGB2
TAITHB3 | TAZHB3 | TA3HB3 | TA4HB3 | TASHB3 | TA6HB3 | TASB3 TA6B3
TAIHC1 | TA2HC1 | TA3HCI | TA4HC1 | TASHCI | TA6HCI | TAS5CI TAG6CI
TAIHC2 | TA2HC2 | TA3HC2 | TA4HC2 | TASHCZ | TA6HCZ | TAsC2 TA6C2
TAIHC3 | TA2HC3 | TA3HC3 | TA4HC3 | TASHC3 | TAGHC3 | TASC3 TA6C3
TA1ZA1 | TA2ZA1 | TA3ZA1 | TA4ZAl | TASZA1 | TA6ZAl
TA1ZA2 | TA2ZA2 | TA3ZA2 | TA4ZA2 | TASZAZ | TAG6ZA2
TA1ZA3 | TA27ZA3 | TA3ZA3 | TA4ZA3 | TASZA3 | TAGZA3
TA1ZB1 | TA2ZB1 | TA3ZB1 | TA4ZB1 | TA5ZBl | TA6ZBI
TA1ZB2 | TA2ZB2 | TA3ZB2 | TA4ZB2 | TAS5ZB2 | TA6ZB2
TA1ZB3 | TA2ZB3 | TA3ZB3 | TAA4ZB3 | TA5ZB3 | TA6ZB3
TA1ZC1 | TA2ZC1 | TA3ZCl | TA4ZCl | TASZCI | TA6ZCI
TA1ZC2 | TA2ZC2 | TA3ZC2 | TA4ZC2 | TA5ZCZ | TA6ZC32
TA1ZC3 | TA2ZC3 | TA3ZC3 | TA4ZC3 | TASZC3 | TA6ZC3
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2. Non-absorbable Surgical Sutures

Model

UHS,UHT,UHSN

3. Suture Buttons

Product model

EBJII

EBIF,EBIFLEBIFILEBIJ,EB1JI,

EBOF, EB2F,

EBOI1, EB2FI,

EBIKII,

EBIA,EBIALEBIAILEBIK,EBIKI,
EB2A,EB2ALEB2AILEB3A,
TRIATTRYATIMR4A FRAAT FRAATI

EBOFII EB2FII

EB3F,
EB3FI,
EB3FII

EBA4F,
EBA4F],
EB4FI1I

Suture Buttons specification table

Suture Button specification/size

Loop diameter

Titanium plate Type (1,2,3 Type)

o(mm)

Length Lx Width W x Thickness D(mm)

10,12 or 13-60(each
size interval 5mm)

(Only 1 Types)

10-30(each size interval 2mm),
30-50(each size interval
S5mm)

3.5-15(each

interval 0.5mm),

size

1.2-5.1(each sfze
interval 0.3mm),

4 Types:
Diameterg6-30(each size interval 1mm)

Thickness D1.2-5.1(each size interval 0.3mm)

Combined set code

LA(G),EB1AI(H),EB1AII(T),EB1K(J),EB1KI(K),EB 1KII(L),EBO
F(M),EBOFI(N),EBOFII(O),EB2F(P),EB2FI(Q),EB2FIKR),EB3F
(8),EB3FI(T),EB3FII(U),EB4F(V),EB4FI(W),EB4FII(X), UHS(a)
,UHSN(b),UHT1(c),UHT2(d)

6

Single model Number of | Number of | Number of
Button Suture with Suture
needle
EBIF(A),EB1FI(B),EBIFII(C),EB1J(D),EBIJI(E),EBIIII(F),EB | 1;2:3:4 | 0;1:2:3:4:5; | 0;1;2:3:4
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Combined set code

Combined Type

2 pes O Type Button+1 pes UHS

Model T
) ode J_;g?}ij:u%y
MIM1b0al MIN1b0al,M10O1b0al, <. >
NIN1b0al,0101b0al Wetdott A

2 pes 0 Type Button+2 pes UHS

Mi1M1b0a2,M1IN1b0a2,M101b0a2,
NIN1b0a2,0101b0a2

2 pes 0 Type Button+3 pes UHS

MiM1b0a3,MIN1b0a3,M101b0a3,
NIN1b02a3,0101b0a3

1 pes 0 Type Button +1 pes 3 Type Button +3pcs
UHS-

M1S81b0a3,N1S1b0a3,01S1b0a3,M1T1b0a3,
M1U1b0a3,N1T1b0a3,N1U1b0a3,01T1b0a3,
01U1b0a3

1pes 1 Type Butlon with adjustable loop+1pes 2
Type Buttons +2pcs UHSN+2 pes pulling
Suture

G1P1b242,G1Q1b242,G1R 16242, H1P1b242
HI1QIb2a2,HIR1b2a2,11P1b2a2,11Q1b2a2,
11R1b2a2

Ipcs 1 Type Button with adjustable loop+1pcs
4 Type Buttons +2pcs UHSN+2 pes pulling
Suture

G1V1b2a2,G1W1b222,G1X1b2a2,H1V1b2a2,
HIW1b2a2,HI1X1b2a2,11V1b2a2,11 W1b2a2,
11X1b2a2

Ipes 1 Type Button with adjustable loop and tail
Suture+1 pes 2 Type Button +2pes pulling
Suture

J1P1b0a2,J1Q1b0a2,J 1R 1b0a2,K1P1b0a2,
K1Q1b0a2,K1R1b0a2,L.1P1b0a2,1.1Q1b0a2, L1R1b0a2

1pes 1 Type Button with adjustable loop and tail
Suture+1 pes 4 Type Button+2pes pulling
Suture

J1V1b0a2,JTW1b0a2,J1X1b0a2,K1V1b0a2,
K1WI1b0a2,K1X1b0a2,L.1V1b0a2,L.1W1b0a2,
L1X1b0a2

3pes 0 Type Button +2 pes UHS;

MIM2b0a2 MIN2b0a2, M2N1b0a2
,M201b0a2, M102b0a2,N2N1b0a2,

0102b0a2

3pcs 0 Type Button +3 pes UHS;

MIM2b0a3,M1N2b0a3,M2N 1b0a3
,M201b0a3,M102b0a3,N2N1b0a3,0102b0a3

3pcs 0 Type Button +4 pes UHS;

MIM2b0ad, MIN2b0ad,M2N1b0a4,
M201b0a4,M102b0a4, N2N1b0a4,0102b0ad

2pes 3 Type Button +2 pes flat Suture

§181b0c2,81T1b0c2,81U1b0c2,

T1T1b0c2,U1U1b0c2,S1S1b0d2,
SIT1b0d2,S1U160d2,T1T160d2,U1U1b0d2
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4. Shaver Blades

Product code

Outer tube

Inner tube

Cutter bar

Handle

B

A-O

01-20

5. C. T

F. 8. T

Note: Models of the product are arbitrary combination of Product code, Outer tube, Inner tube,

Cutter bar and Handle.,
5. Peek Suture Anchors
Molded anchors model specification list

Model Specification

T Anchors size

. Number o
Anchors model .Typ sal
nserters sutures(pcs)

@(mm)

L (mm)

3.0~6.5(space

10~19(space

0.25)

2
AK1,AK2 AK3,AK9,AK10 | AB 1,2,3 | 0.25) 0.5)
AK2,AK3 / / +0-5.0(pace 7-25(space 0.5)
0.25)
AK2 AK3 D 1,2,3 23U pace | 7~25(space 0.5)
0.25)
2.0~4.0(space | 10~15(space
AK4 A,B 123 0.25) 02)
2.0~5.0(space
~2 0.5
AKS AB,C / 0.25) 8~28(space 0.5)
AK6.AK7 o 153 4.0~9.0(space 18~21(space
’ w 0.25) 0.5)
AKS n ; 3.0~6.0(space 14~25(space

0.5)

[Zertifikats-Nr.: Caretechion-24-015]
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Machined anchors model specification list

Model Specification
: Anchors model
Anchors model 'Typ L Al
inserters model
¢(mm) L (mm})
AKM1 - -
JAKM2, ABDE 193 3.0~6.5(space | 10~19(space
AKM3,AKM7,AKMS 0.25) 0.5)
AKM2, AKM3 / / 3'3;)9 {iapace 7-25(space 0.5)
AKM?2, AKM3 ABDE 1,23 g'gg)g'O(Spm 7~25(space 0.5)
| 2.0~4.0(space | 10~15(space
AKM4, AKMS5,AKM6 ABE 1,23
| > 0.25) 0.2)
AKMOM3,AKMO9P4 AB,CE / gg;f g
AKM10P1,AKM10P2,
AKMI0PS ABD.E 1,23 8~28(space 0.5)
3.0~9.0(space
0.25)
AKMI10M3, AKM10P4 | A.BD.E /

Machined eyelets model specification list

@D (mm) L (mm)
2.0~9.0(space 0.2) 3.0~12.0(space 0.2)

6. Peek Interference Screw Systems

Model

PSS-1,PSS-2,PSS-3;PIS-1,PIS-2,PIS-3;PS-1,PS-2,PS-3

7. Arthroscopic Shaver Systems

Model
SV-100

[Zertifikats-Nr.: Caretechion-24-015]
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8. Arthroscopic Surgical Instruments

| Classificatio | Category Product specification
n code | Name el el _ . e
- 196  Phiers | Working length 125mum-400mm (lmm per interval); insert part maximum width
4mm-§mm (0. 5mm per intervaly maximum opening length 4-10mm (0.5mm per
: interval); maximum opening angle 30%- 45° (5% per interval),
Model Product Product Description | Product Icon
Name
5T1001 Grasper Straight
ST1002 Loosebody Pointed
Forceps
ST1003 Basket Duckbill Upbiter
Punches .
ST10031 Basket Narrow rectangle
Punches
510032 Basket Duckbill Upbiter,
Punches 30°Left
ST10033 Basket Duckbill Upbiter,
Punches 30°Right
ST1604 Basket Oval Upbiter
Punches
ST10041 Basket Pole,15°up, Backbiter
Punches
ST10042 Basket Pole,30°Left
Punches

[Zertifikats-Nr.: Caretechion-24-015]



- ST10043 Basket Pole,30°Right
Punches
ST10044 Basket Side Cut,45°Left
Punches
ST10045 Basket Side Cut,45°Right
Punches
ST10046 Basket Backbiter, 15%p
Punches
ST100461 Basket Head straight
Punches
xsTeg N
5 7
! ‘o 374 4,
ST1¢047 Half-moon Leftbiter :
Grasper
ST10048 Basket Straight, 90°Right
Punches
ST10049 B.asket Straight, 90°L6ﬁ
Punches FORN
ST1605 Tissue Grasper | Straight -
N g -
ST10051 Tissue Grasper | Straight, "M" shape : £
O 0
ST1006 Suture Straight, Universal | 2 -y L8
Manipulator ST %k\
{6 & %\E" :} ::
e\x U" i :
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ST10061 Suture 22%upbiter, Crane
Manipulator mouth
ST10062 | Suture Cutter Straight (No opening
Angle)
ST10063 Suture Cutter | Closed
ST10064 Suture Cutter | Opening
ST10065 Suture 20°upbiter
Grasper
ST10066 Multifire Straight
Suture Passer
ST10067 Suture Cutter | Straight (Closed)
ST10068 Suture Grasper | Pole, Straight
ST10069 Flat strip wire | Clamp head square
cutting pliers | mouth
ST1007 Smart Hook Right,upper opening
or lower vpening
8T10071 Smart Hook Left, upper opening or
lower opening
ST10072 Penetrating Straight
Grasper

[Zertifikats-Nr.: Caretechion-24-015]




ST10073 | Penetrating Left 45°
Grasper
ST10074 Penetrating Right 45°
Grasper
ST10075 Penetrating Up 35°
Grasper
ST10076 Penetrating Down 35°
Grasper
ST10077 Smart Hook Straight, Up
ST10078 Smart Hook Right 30°, Left
opening
ST100781 Smart Hook Left 30°, Right
opening
Classificatio Catesory Froduct specification
# code Name
200 Rasp Working length 125mm-400mm (1mm per interval)
Model Product Product Description | Product Icon
Name
ST2000 Rasp Upswept | ii )
| o '
ST2001 Rasp Downswept e WM_,,::_ —
N
“
. 0T
ST2002 Rasp Spiralswept L.
ST2003 Rasp Verticalswept i
Classificatio | Category Product specification
o code Name _ 4373
3060 Cannulated Length 160-200mm {ene specification per 10mm interval) diamcter pd- 14mm {one
Drill Bits specification per 6. 5mm interval)
ST3000 Cannnlated Tibial, Threaded, "s:j
Drill Bits reusable
ST300A Cannulated Tibial, Threaded,
Drill Bits Disposable

[Zertifikats-Nr.: Caretechion-24-01 5]



ST3001 Cannulated Femoral, mushroom- T
Drill Bits shaped, reusable e R ¥ RS KRN oS L R ,::g‘“f
ST300B Cannulated Femoral,mushroom- f su
Dril] Bits shaped, Disposable
Classificatio | Category | Product specification
B cade Name |
400 Director Drill Diameter @0-10mm (0_5mm per interval}
Guide '
Model Product Product Description | Product Icon
Name
ST4000 Femoral Drill | diameter © 0-10mm ..
Guide (one specification per | %
0.5mm interval)
ST4001 Director Drill Guide €N
ST40011 Director Drill Guide Handle
asksregy %
L 271
J s - o

ST40012 Director Drill Guide Handle ¢ arc)

ST400111 | Director s e <

B gt
CEe

™
AN
| N
ST40013 Director
ST40014 Needle Catcher |
- 5
ST4002 Director ACL Tip Aimer B ——— 3
T
Y !

g\
':_:L i
\-«W/f

=~

=)

ST4003 Director ACL Elbow Aimer R
27N
== )

5T4004 Director PCL Tibial Aimer ] o -~*”“T":"‘§

/ e 3

[Zertifikats-Nr.: Caretechion-24-01 5]



ST40605

Director PCL Femoral Aimer

ST4006 Director Drill Aimer
ST4007 Director Drill Aimer
ST4008 Director Drill Aimer (AC Guide,Left | e
) i} o
ST40081 Director Drill Aimer (AC Guide,Right
) ' ";Q
ST4009 Director Drill Aimer g =
ST400A Director Drill Aimer (ACL Tip)
ST400B e R
Director Drill Aimer & py
i \31 m
ST400C Director Drill Aimer (PCL Tibial) P
ST400D Director  Dril] Aimer (Footprint

Femoral ACL Guide, Left)

[Zertifikats-Nr.: Caretechion-24-01 5]
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| ST400E Director  Drill  Airmer {Footprint
Femoral ACL Guide, Right)
ST400F Aiming hook,Right
ST400G Aiming hook,Left
ST400H Director Drill Guide (AC Guide)
ST4001 PCL Elevater
ST400J Transportal Guide
ST400J1 Transportal Guide Handle
ST400J2 Transportal Guide
Model Product Icon
ST400k Meniscal  Dart 30°Left/Right
Gun Sheath
ST400k1 Meniscal  Dart | 15°Lefv/Right /
Gun Sheath
ST400k2 Meniscal ~ Dart | Straight
Gun Sheath :
S400K3 Sight handle Cooperate with . s
flexible needle *g%’.::’/ j
sights e
Classificatio | Category Praduct specification
i code Name
500 Tendon Working length 300mny; diameser 95-10mm (1mm per interval}
Swippers
Model Product Product Description | Product Icon
Name _
ST5000 Tendon Slotted ":
Stri s
trippers . _‘{f
ST5001 Tendon Closed e
Strippers
Classificatio | Category Product specification
a code Name _
600 Threading - Waorking length 150-300mm, (one interval per 0.5mm)
Device
Model Product Product Description | Product Icon
' Name
ST6000 Threading Left 45° s
Device
5T6001 Threading Right 45° T
Device ) = o
ST6002 Threading Left 25°
! Device
STe6003 Threading Right 25°
Device
ST6004 Threading Straight
Device

{Zertifikats-Nr.: Caretechion-24-015]
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[ ST7007 Cannula pin i "
570071 Drill A oy < ot iy
ST7009 Stitching | Left 15°/45%/75%, Right 2
Device | 15°/45°/75° S s
Classificatio Category Product specification =
n code Name
700 Passing Pin Diameter { @) : 0.6-5 (with an interval of 0.2): Length (L): 50-300 (interval 5)
Model Product Product Description | Product Icon
Name
ST76091 Suture lasso Device 5T P /RSTER *’ﬁ‘;;\
| FV 271 % \\
S Do e ;, s
ST70092 —— i S
Straight needle ] — { mf%g |
= N " ! }" ir?ﬂ%} i a i.‘
ST70093 . . S /
Curved needle - e e g L3 N
i St 40 Ye5e188 7
Classificatio | Category Product specification '
6 eode Name
700 Passing Pin Diameter ¢: lmm-3mm, one gauge per 0.5mm interval. working length 120-400mm
(one gauge per Smm interval)
Model Product Product Description | Product Icon
Name
ST7008 Pin for Multifire Suture Passer :
Classificatio | Category Product specification
n code Name
800 Calibrated Working length 100mam-300mm (one specification por 50mm interval)
Probe
Model Product Name Product Icon
ST8000 Calibrated Probe HHEEHIE R ;
- o 5l i""“""——ﬂ““«n«
Classificatio | Category Froduct specifieation
n code Name
500 Depth Probe Working length 100mm-300mm (10mm per interval}
Model Product Name
Product Icon
ST9000 Depth Probe P
Classificatio Category Product specification
n code Name
110 Detacher Working length 100mm-300mm (Smm per interval)
Model .F‘rﬁiiﬂet Product Description | Product Icon
Name
ST1100 Detacher Upbiter | e e
S5T1101 Detacher Downbiter o e
Classificatio Category Product specification
n code Name

[Zertifikats-Nr.: Caretechion-24-015]
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111 Knot - Working length 100mm-300mm {3mm per interval}
Manipufator
Model Product Name Product Icon
ST1110 Knot Manipulator :
————
ST1111 Knot Manipulator
Classifieatic | Category Name
n code
112 Gratt Sizing Tubes
Model Product Name Product Ieon
ST1120 Graft Sizing Tubes 4 (m{ r: \1 ey o
1% {{ J] { ‘?‘ ‘\
GG (#] \.J t\h{; Nt T
ST1121 Graft Sizing Block
e AT LT
ST1122 Graft Sizing | Diameter ¢2-14mm 2
Block (Closed | (0.5mm per P }
) interval)
ST1123 Opening and | /
closing
tenometer
Classificatio | Category Name
n code
113 Graft Preparation Working Station
Model Product Name Product Icon
ST1130 Graft Preparation Working Station
R Y A -2 tew }
S1131 Graft preparation station, Starter ( )
(] =t i}
C—p
S1133 Graft preparation station, Double track %@g{ 1k 1. g“ =
o 5
. N S i
Classificatio | Category Name
n code
114 Tension separator
Model Product Name Product Icon

[Zertifikats-Nr.: Caretechion-24-01 5]
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ST1140 Tie Tensioner =
BT
ST1141 Graft Spreader N
,; &
ST1142 Tendon dilator
Classificatio | Category Name
n cade
SEIS O Bone Hammer
Model Product Name Produet Icon
- e
ST1150 Bone Hammer ‘ —— = f@k . 4?@ S
T e g i N e %
el A2 K0 K £ ﬂ '1
1m i ! j‘ é & z i | k}
ST1151 Extractor 1 ¢ {,3 2'?;‘;; ] i
a » E:’;I{J };
. " hdf.i%ﬁ"j S
5 ¥ P
| & ‘!{)ncec‘\dx‘
Classificatio | Category Product specification e
n cade Name :
116 Bone Cone Working length 120-300mm, diameter o1-3mm (0. Imm per interval)
Model Product Name Product Icon
ST1160 Bone Cone e
ST1161 Punch/Tap
ST11611 Punch A — et
ST1162 Punch { O
ST11621 Punch | Knife type )
ST1163 Punch/Tap i %
ST11631 Guide handle B
ST1164 Punch Cone
Classificatio | Category Product specification
5 code Name
117 Trial ‘Working fength 5-14mm (1mm per interval)
Model Product Product Deseription | Product Icon
Name
ST1170 Trial Trocar-Tip [ }
; H e
J
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ST1171 Trial Drill-Tip _{‘J
Classificatio Category Product specification -
n code Mame '
118 | Punch Diameter g2- 14mm (0.1 mm per interval)
Model Product Name Prdduct Icon
ST1180 Punch P e S i
ST1181 Punch T, i
L5 o =
M e
ST1182 Punch [i )
8 S
Classificatio | Category Product specifieation
n cade Name
19 Graft Dilator | Diameter o2mm-15mm, one specification per interval §.5mm
Model Product Name Product Ieon
ST1190 Graft Dilator- T st
Sl e 1 4
ST1191 Graft Dilator ' - o
|4 %
<H e —
Classificatio | Category Produect specification
n code Name
120 | Hook Working length 160-400 (I mm per inerval)
Model Product Product Descripfion Product Icon
Name
ST1200 Suture Hook Curved hook at the e &
head end @ \
-
ST1201 Suture Hook H-type e f;
7
ST
Classifieatio | Category Produet specification
n code Name
121 Sheath Inserter | Diameter @6mm-13mm. one specification per interval Imm
Model Product Name Product Icon
ST1210 =
Sheath Inserter 2 L=
Classificatio | Category Product specificatipn '
B code Name

[Zertifikats-Nr.: Caretechion-24-01 5]
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122 Sheath Diameter p6mm-13mm, one specification per interval 1mm

Removal Tool ,
Model Product Name Product Icon ' T TAET g |

e ;?‘1 4 \
(A [N
ST1220 Sheath Removal Tool = mREEL g ; ';e f\f:“;; * !
Classificatio . Category Product specification R ‘.,g: S . i
n code  Name 1 g e »::,:”f’;
123 Screwdriver Handle * . &/
.
" _ =

Model Product Product Description | Product Icon

Name
ST1230 Screwdriver Head end "(") type

Handle
ST1231 Screwdriver Plum blossom
ST1232 Screw  Sheath | Cone

driver
ST1233 Ratcheting Used in conjunction

Screwdriver with quick coupler

Handle
ST1234 Screwdriver Hexagonal 1 =

Pole
8Ti1235 Screwdriver Plum blossom | T 05 O S WD = O]

Pole
ST1236 Screw Sheath | Cone [laome ; o e

driver Pole =
ST1237 Quick Connect | Collaborate with H

T-Handle ligament dilators, | .| U

sheath inserters, and U g
_sheath extractors ;
Classificatio | Category Product specification
n code Name
| 124 Tissue Working length 125mm-400mm (Imm per interval)

Screwdriver |
Model Product Product Description | Product Icon

Name
ST1240 Tissue 15°Up

Screwdriver
ST1241 Tissue 30°Up

: Screwdriver

Classificatio | Category Produet specification
n code Name
125 Guide Pin Diameter ©0.1-10.0mm. 0.2mm per interval
Model Product Product Descriﬁtion Product Icon

Name
ST1250 Guide Pin e e Ty
ST1251 Exchange bar ¥ ~
ST1252 Lasso Single ring P e Y

]L “\ s \a
% T ’ai

[Zertifikats-Nr.: Caretechion-24-015]
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ST12521 Lasso Double ring Ef—m

&
Classifieatio | Category Name Product specification
e code o)
126 Cannulas Diameter ¢3-15mm

Working length 13mm-120mm
Model Product Name Product Icon
ST1260 Cannulas
ST1261 .1 Cannulas -
Classifieatio | Category Name Product specification
u code : :
127 Imsteuiment Box nath (L): 100-800 (interval 10), width (w): 50460 fimterval
10}
Model Product Ieon
5T1270 Instrumeént Box
gf [ B v (o2 +]
. Qo o =3 o o
=) o ¢ D o
Classificatio | Category Name  Product specification
_n code fe

/ Orthopedic locator Length: 80~300(intcrval 10), rolerance 24
Model Product Name Product Icon
HT10 Cannulated Obturator | g

o]
HT20 Hip cannula if/ﬁ ég S RSN i<
HT21 Hip cannula HH;E &
HT30 Switching stick %
HT40 Hip Guide Bullet 1\*\’#&-» 2 ==
HT50 Slottled cannula ”’ f
HT60 Hip guide pin
HT70 Hip guide

[Zertifikats-Nr.: Caretechion-24-015]
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HT71 Hip guide
Classificatio | Category Name Product specification
o cade :
/ Posttion retainer /
Model Product Name Product Icon
Knee position system ]
=[ '}
SK1000
“:?T::\
Knee position system 2 \\
~ )
SK2000 - s A %
\\5 A ./
Shoulder traction system y
Do and
i {1 53 &
8300101
Cuff
5300102
Classificatio | Category Name
n code _
i Knee surgery kit
Model Product Name Product Product Teon
specification .
Cannula Width: ~ 3.5-105| .
MXo011 | (spaced at 1mm | /7
intervals), Length: L.~ .
Cannula 110-150 (spaced at |
MX012 10mm intervals)
Depth probe | Diameter: 1.0-2.6 | #== . ==f BT o 9
o hoolc (apncing  (L4mm),
Mo length:  116-156
_ (spacing 10mm})
Knot pusher and | Diameter: 2.0-5.0 :@3
wire cutter (interval  0.5mm),
Ll length: 115-155
(interval 10mm)
Classificatio | Category Name Praduct specifieation
| @ code
/ Knot pusher and wire cutter Diameter : 2.0-5.0 (interval 0.Smm}); Working length: 110-
150 (with an interval of 10 mm); Width: 3.5-10.5 (spaced 1
M apart)
Model Product Name Product Icon

[Zertifikats-Nr.: Caretechion-24-015]
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SCLS Cannula
SCts Knot pusher and wire cutter
e T
SCILS Knot pusher and wire cutter ﬁ
B =]
Classifieatio | Category Name Product specification
1 code
400 Drilling sight {
Model Product Name Product Icon
S40015 Director Drill Guide
/ ;;
Ty
54002 Sight - tibial ACL point-to-point o
S40041 Sight - tibial ACL
S40051 Sight - tibial ACL
S40091 Sight - Multifunctional Sight l\
\
's\_)
i3 TN
=
S400F Sight - Root of meniscus

[Zertifikats-Nr.: Caretechion-24-015]
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S5400G

Sight - Transosseous

{7 Gama  \AYEN

I —xy
Classificatio | Category Name { Product specification
n code i hereem V.
<00 T . Q@@mi&r o) : 2-?§ G (interval {_}.3},4 tolerance: = 0.14
 Length (L.): 50-300 (interval 5). tolerance: + 2.8
Model Product Name Produet Icon
L
= *‘ —
S70031 Blocker - pointed type L o ‘ P
: - N
L
o] s
$70032 Blocker - blunt head type %
Y%
“egitRkn,
)
15 r“/% i ”";;\‘
S
£ PR T
. . IR
S70077 Popliteal fossa guide EL e Y
W IS o
\'Czc
* A
< Dusss”|
$70078 Director T,
70079 Director S
Classificatio Category Name Product specification
1 code
700 Drill Diameter € 93 : 0.5-13 (interval 0.5). tolerance: = 0.24
: Length (L): 50-300 (interval 10), tolerance: +4.5
Model Product Name Product Icon
. o, T
S7001 Passing Pin m ]
= L .
570072 Position Drill 1 ;
i&
=i L
S70073 Medical drill ‘J&m “§
» i o
=t L
$70076 Flexible bone drill . i T
R |
Classifieatio | Category Name Product specification ' :
1 code ; - 4
Diameter (¢=2R) - 315 {interval 0.5,
700 Dl tolerance+ 1, 1+0.61

Length {L): 50-300 (interval 10). tolerance: 4.5

[Zertifikats-Nr.: Caretechion-24-015]
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. T
R R {3;" ™,
s ﬂ%" ™

- Model Product Name Product Icon
catai o ;‘
§70074 Retrograde reamer } %
oy L
S70075 Retrograde reamer B e o 5
==
Classificatio | Category Name Praduct specifieation
o code :
56 Sl e Length (L): 20-400 (interval 10}, tolerance: + 4.5
123 Nail sheath lant Tt 5 . ;
2 UL s Width (W); 1-10 ¢interval 0.5}, tolerance: + 0,24
Model Product Name Product Ieon
= L
S12311 Screwdriver R : im*}—
= I
5
23 7
S50 Sheath Inserter g, 2:
HAZ i :
512351
7 Implant [ S i
Classifieatio | Category Name Product specification
n gade
1061 Orthopedic gripper / _
Model Product Name Product Icon
S100101 Needle pusher :
Classiticatic | Category Name Product specification
n ¢oie
1011 | Knee joint gap assessment block /
Model Product Name Product Icon
S101101 Knee measuring instrument J E
Ly 4 %
2
Classificatio | Category Name Product specification o
1 code _ /
/ Spiked Ligament stampies- Tool /
Model Product Name Product Icon &
U1 Staple punch-in device [ T T = 2
U2 Staple puller [j I I =
U3 Staple seating punch Bi =
U4 Extractor D:W
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Us Staple removal e

Classificatio | Category Name Product specification

n code .

/ Drill Diameter (@) : 1.3, 1.8, 24, 2.8, tolerance: = 0.24

Length (L): 70-200 (interval 3), tolerance: + 2.4

Model Product Name Product Icon

TAX10 Drill A A
e __m_.,y,,,,ﬂ._.
;A,m:;.—h_u [& 1

Classificatio | Category Name Product specification

8 code :

/ Director Diameter ) : 5.0, tolerance: = 0.2

Model Product Name Product Icon gl

TAX20 ‘Guide Cannula 4

Classifieatio | Category Name Product specification

it code

/ bone grafling mstrument Diameter () : 3-12, (Interval [) Tolerance: £ 0.45

Model Product Name Product Icon

RO5 1) Graft  Delivery; 2) Delivery g .

RO6 Tamp: 3D Control handle: 4) i i

RO7 Osteoclast; 5) Harvesting Tamp; 6 presss se vt NS

ROS > Depth guard; 7) Delivery Tube ey

R0O9 3 —

R10 C ‘

R11 —— n t

RI12 o : : oD

Classificatie | Category Name Product specification

n code

/ Graft Delivery Diameter ( 9> : 5-12, (Interval 1) Tolerance; & (.45

Model Product Name Product Icon

RO51 /

RO61

R071

RO81

R091

R101

RI111

[Zertifikats-Nr.: Caretechion-24-015]
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R121

Classificatio
n cede

Category Name

Produet specification

/

Delivery Tamp

Diameter ( ¢) : $5-12, (Interval 1) Tolerance: + 0.43

Mcﬂél

Product Name

Product Icon

R052

R062

RO72

R082

R092

R102

R112

R122

/

e e SN

Classificatio
B code

Category Name

- Product specification {

!

Control handle

/

Model

Product Name

Product Icon

RO53

RO63

RO73

RO83

R093

R103

R113

R123

/

Classificatio
n eode

| Category Name

Product specification

!

Graft Tamp

Diameter L @) @ 5~12, {Interval ?}Tﬁiemﬁeem-ﬁ.‘iﬁ

Model

Product Name

Product Icon

R054

RO64

R074

R084

R094

R104

R114

R124

/

{ i 1

Classificatic
n code

Category Name

Produet specification

1

Réme&!iug Tamp

Diameter { 9J @ 5-12, {Exzigr#af 1} Tolerance: & 0.45

Model

Product Name

Product Icon

RO55

RO65

RO75

/

[ - y
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w

RO085

R095

R105

R115

R125

Classificatio
1 cade

Category Name

| Product specification

f

Depth guard

Diameter { ¢ : 5-12, (Interval 1) Tolerance: + 0.45

Model

Product Name

Product Icon

ROS6

RO66

R0O76

RO86

R0O9%6

R106

R116

R126

/

Classificatio

Category Name

Product specification

1 code
7

Delivery Tube

Diameter ( @) : 5-12. (Interval 1) Tolerance: + 0.45

Model

Product Name

Product Icon

RO57

RO67

RO77

RO087

R097

R107

R117

R127

/

Classificatio
1 code

Category Name

Product specification

4001

holder

Diameter ( ) = 10-70 (interval ). tolerance: + 2.4

Model

Product Name

Product Icon

5400101

holder

| Clussifieatio

n code

Categnry Name

| Produet speeification

4602

Bracket

 Diameter ( 9) : 10970 (interval 55, toterancs < 3.4

Model

Product Name

Product Icon

S400201

Vertical bracket

T
i

e e s S
é g
L e o

» e e
s

=
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$400202 Horizontal bracket

5400203 Foot bracket

S400204 Leg bracket

5400205 Elbow bracket
5400206 Hand bracket
5400207 Holding fixture
Classifieatio | Category Name : ' Product specification
neode _ b :
4003 | Accessory adapter | Diameter (o) : 10-70 (interval 3), tolerance: £ 2.4
Model Product Name Product Ieon

g
N NSNS

S400301 Accessory adapter

[Zertifikats-Nr.: Caretechion-24-015]



9. All-Suture Anchors

Model
ASIAL | ASIA2 | AS1A3 | ASIB1 [ASIB2 | ASIB3 | ASICI |ASIC2 [ASIC3
AS2A1 | AS2A2 | AS2A3 | AS2B1 | AS2B2 | AS2B3 | AS2CI | AS2CO | ASIC3
AS3Al | AS3A2 | AS3A3 | AS3B1 | AS3B2 | AS3B3 | AS3C1 | AS3C2 | AS3C3
AS4A] | AS4A2 | AS4A3 | AS4B1 | AS4B2 | AS4B3 | AS4CI | AS4C? | AS4CS
AS5A1 | AS5A2 | AS5A3 | AS5B1 | AS5B2 | AS5B3 AS5C1 | AS5C2 | AS5C3
10. Meniscal Repair Devices

' Product Model

MOIAR | MOIBR MO1CR MO2AR MO2BR MO2CR
MOIAS | MOIBS MO1CS MO2AS MO02BS M02CS
MOIAT | MOIBT MOLCT MO2AT MO2BT M02CT
11. Arthroscopic Access Cannulas

Model

C11,C12,C13,C14,C15,C16,C17,C18,C19,C110,C111;
C21,C22,23,024,025,026,C27,C28,029,C210,C211;
C31,C32,033,C34,C35,C36,037,C38,C39,C310,C311
C41,C42,C43,C44,C45,C46,C47,C48,C49,C410,C411;
C51,C52,C53,C54,C55,C56,C57,C58,059.C510,C511;
C61,C62,C63,C64,C65,C66,C67,C68,069,C610,0611;
C71,C72,C73,C74,C75,C76,C77,C78,C79,C710,C711:
Co

12. Spiked Ligament Staples

Product model (sterile)

UNI UNV
UN II UN VII

- UN IIT UN VIII
UN IV UNIX
UNYV UN X

Product model (non-sterile)

UN Ir UN Vg
UN IIr UN VIIr
UN Ik UN VIIIx
UN IVr UN IXr
UN Vr UN Xr

13. Endoscopic Video Image Systems

Model

ki i
\5« g%h B ::;\ﬂi"' e

(% ALY

sy

IS10,1S20,1830,1S40,4K-A1-101(A),4K-A1-101(B),4K-A1-101(C),4K-A1-102(A),4K-A1-
102(B), 4K-A1-102(C), 4K01-101(A), 4K01-101(B), 4K01-101(C), 4K01-101(D).4K01-
102(A), 4K01-102(B), 4K01-102(C), 4K01-102(D), HD-01-101(A),HD-01-101(B),HD-01-
102(A), HD-01-102(B), S20000
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14.Arthroscopic Surgical Instruments

Description !

Product Name Code / Cat. No. Model
Arthroscopic Surgical O 1.5xL240
F14600001
Instruments Disposable suture passer
Arthroscopic Surgical ©1.0x1.200
F14600003 'ST70081
Instruments Disposable suture passer
Arthroscopic Surgical . @ 1.5x1.205 Disposable
F14600027
Instruments suture passer
Arthroscopic Surgical ®0.5xL560 Disposable
F14600002 ‘
Instruments suture lasso, single ring
Arthroscopic Surgical @ 0.2xL.560 Disposable
F14600004 ST12522
Instruments suture lasso, single ring
Arthroscopic Surgical @0.2xL500 Disposable
F14600006
Instruments suture lasso, single ring
Arthroscopic Surgical ©0.5%1,560 Disposable
F14600014 ST12523
Instruments suture lasso, double ring
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BAM DICH/ TRANSLATION

Chinh quyén cip vung TP. Diisseldorf

Gidy chitng nhin luu hanh tw do theo § 10
ctia Luat Thi hanh cac Quy dinh vé Thiét bi Y t& (MPDG)
va Diéu 60 Chuong 1, ddng théi két hop véi Bigu 120 khoan 3 va khoan 4

ctia Quy dinh (EU) 2017/745 cua Nghi vién va Hoi ddng Chau Au ngay 5 thang 4 nam 2017
@8 trinh 1én cac co quan/td chire thim quyén clia

Viét Nam

Chimg nhén rang

o Dai dién Chau Au c6 dia diém kinh doanh da ding ky tai Prc,
o thiét bi dang dugc dé cap co d4u CE theo Quy dinh d4 néu & trén

va ¢6 thé duge luu hanh trong Lién minh Chau Au.

San phi?im:

- xem tai liéu dinh kém (30 trang) -

Pai dién Chiu Au

Caretechion GmbH
Niederrheinstr. 71
40474 Diisseldorf
Pire

Nha san xuait:

Star Sports Medicine Co., Litd. ) )
Phong A018, Tang 1, Toa nha 1, SO 25, Pudmg JingHai 2, Khu phit trién kinh té va
cong nghé Bac Kinh, 100176 Bic Kinh, Trung Quoc
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V61 dau CE, nha san xuét x4c nhén rang cac thiét bi y t tuan tha cac yeu cau chung vé an

toan va hiéu suat theo

Quy dinh (EU) 2017/745 cva Ngh1 vién va Hdi dong Chau Au ngay 5 thang 4 nim 2017 vé

céc thiét bi y 8 theo phién ban hién hanh

va quy trinh danh gid su phi hop bét buge da duoc hoan tit.

Disseldorf, ngay 01/10/2024

Thay miat Chinh quyén cip ving TP. Diisseldorf

(Da ky va déng diu)

Carolyn Jinsch

Tinh x4c thuc cta chit ky & trén cua

ba Jinsch

nhin vién cia Chinh quy(‘”an cip vung TP. Diisseldorf

va tinh xac thuc cta con déu céng vu duoc chimg nhén tai day.
Dong thoi xdc nhan ring ngudi néu trén ¢6 thdm quyén cap
van ban nay.

Diisseldorf, ngay 17/10/2024

Thay mat
Chinh quyén cap ving TP. Diisseldorf
(Pa ky va déng ddu)
Hermen
Thanh tra Van phong Chinh phu
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So Tén san pham | Phanloail, | Mau UMDNS, | Sé dang ky
Is, Im, Ila, EMDA
11b, ITI
1. | Neo chi kim loai ITh Xem 17782 DE/CA20/00189523
phan dinh

2. | Chi phiu thuat 1Ib kémbén 7737896 DE/CA20/00189524
khong tiéu dudi

3. | Nut chi 1Ib 13-891 DE/CA20/00186530

4. | Ludi dao cao Ila 10-456 DE/CA20/00189504

5. | Neo chi Peek IIb 17-782 DE/CA20/00184664

6. | Hé thong 6c xuyén | IIb 16-101 DE/CA20/00189512
Peek

7. | Hé théng may cao | lla 17-918 DE/CA20/00189528
noi soi khép

8. | Dung cu phau | 13-180 DE/CA20/00190048
thudt ndi soi khop

9. | Neo chi toan soi 1Ib 17-782 DE/CA20/00188901

10. | Thiét bisira chita | IIb 17-993 DE/CA20/00187361
sun chém

11. | Ong thong x4m Ila 15-260 DE/CA20/00188899
nhép ndi soi

12. | Dép kim day chang | IIb 16-103 DE/CA20/00186532

13. | Hé théng hinh anh | I 18-037 DE/CA20/00189530
video ndi soi

14. | Dung cu phau Ila 13-180 DE/CA20/00201558

thudt ndi soi khap
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Ieh NGUYEN THI THU Beim Volkskomitee des Distrikts 10- Ho Chi Minh

Biirgerausweis Nr.: 033190012786 Stadt

Ausstellungsdatum: 17/03/2023, Ich Dint « :
Ausstellungsstelle: Polizeiabteilung fiir stellvertretender Leiter der Justizabteilung des
administrative Verwaltung der sozialen Distrikts 10 |
Ordnung BEGLAUBIGE HIERMIT, DASS |
verpflichte mich dazu, genau dieses | Frau NGUYEN THI THU

Dokument aus Deutschem ins die Ubersetzung unterzeichnet hat.

Vietnamesische zu iiberseizen.

Tai Uy ban nhén din quin 10 — TP. Hd Chi Minh

' T6i, NGUYEN THI THU, ' Toi: Ginh Hodmg Vil

Cén cuée cong déan sé: 033190012786 la: Pho Truéng Phong Tu Phép Quén 10.
Cép neay: 17/03/2023 tai Cuc canh sat quan CHUNG THUC

ly hanh chinh vé& trat tu x3 hoi, toi cam doan Ba: NGUYEN THI THU

da dich chinh xac ngi dung clia gidy to/ vin ‘ la nguoi da ky vao ban dich nay.

ban nay tir tiéng Purc sang tiéng Viét.

, 0 0063224
Ngay 22 thang 04 ndm 2025 S6 chimg thyec:
Der 22/ 04/ 2025 Quyeén so:  04/SCT/CKND
Mgy dieh Beglaubigung Nr.: Buch Nr.: 04/SCT/CKND |
Ubersetzerin

Neay 22 thang 04 nidm 2025
: Der 22/ 04/ 2025

NGUYEN THI/THU
NGUYEN THJ THU




