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' Behorde fUr Justrz und Verbraucherschutz Hamburg

Freie und Hanséstadt Hamburg
Behdrde fir Justiz und Verbraucherschutz

9101/1E-020.33

Die Echtheit der Unterschrift der
Sachbearbeiterin Frau Frenzel
und die Echtheit des beigedriickten Dienstsiegels der Behérde fur Justiz t;nd
Verbraucherschutz in der Ausfuhrbescheinigung Num;ner 0082/2021 vam
1. Februar 2021 werden hiermit bestatigt.
Zugleich wird bescheinigt, dass die Vorgeﬁannte zur Vornahme der Amtshandlung

befuat war.

Hamburg, den 22. Februar 2021
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| Shanghai International Holding Corporatioh GmbH

120537 Hamburg

{ Unit A, 4th Floar, Building 15, Yijing Estate,

Behonde fitr Justiz und Varbraucherschutz (V43), Poatfach 302822, 20310 HH

Herrn

Liang Jin

‘Langenhomer Str.-Ost 15A
22383 Hamburg

Medizinproduktegesetz (MPG)
Bescheimgung Nummer 0082/2021

ihr Antrag vom 28.01.2021

[T

z,g

‘Freie und Hansestadt Hamburg Vi
Behorde fiir Justiz und Verbraucherschutz

Ministry aof Justice and Consumer Proteclion
¥4 - Pharmaziewesen und Medizinprodukte
Medizinprodukle - V43

Pastfach 302022
20310 Hamburg

Telafan: +40 40 428 37 - 2120
! Zantrale: #+4840428 28 -0
+49 40 4279 - 48542

E-Fax y
madizingrodukte@jusliz.hamburg.de

E-Mail:

Ansprechpartnedfin:  Frau Franzel
Aktenzeichen: 651?-80 01!07—01 0002

Hamburg, den101,02.2021

hier: Ausfuhrbescheimgung fiir Medizinprodukte gemaR § 34 (1) MPG

Bgsthainigung; dgr,\faﬂgehmﬁﬁtgket{
‘nach § 34 Abs. 1
des Madizinpradukiegesatzes (MPG)

zur Vorlage bel den zustindigen Bahdrden / Stelten
dgs Staalas
Kénigrelch Thailand

‘Es wird bescheinigt, dass die nachfolgend genannten
‘Medizinprodukte in Deutschiand uneingeschrinkt
verkehrsfahig sind.

P‘rodukff Produkte:

Siehe Anlage, 8 Seiten.
Beqd!!machtig er;

(Eurape)
Eiffestrale 80

Hersteller:
Shenzhen Lifotranic Technology Co., Lid.
No.1008 Songbai Road, Manshan District,

518055 Shenzhen City, Guangdeng Province,
P. R. China

LPrqdu_t:_l.::f-;Erddnt‘:{;: L

See enclosure, Bpages.

Au{horimd. Re ‘rgsgpta'_tifib_f

(Eumpe)

Eiffestiate £

Shenzhen Lifotronic Tec.hno[ogy Co., Ltd.
Urit A, 4th Floor, Biilding 15, Yijirdg Estate,
No.1008 Songbai Road, Nanshan District,
518055 Shenzhen City, Guangdong Province,
P.R. China
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Beriannten:Stalla f;

Frenzal .
Zusitzliche Information , | Additional Information

Mit dem CE-Kennzeichen bringt der Herstellar zum
Ausdruck, dass die Medizinprodukte die Grundiegenden
Anfardeérungen der

Richtlinie 93/42/EWG des Rates vom 14, Juni 1993
hber Medizinprodukte

VLM AT

oderder

Richtiinie 98/79/EG des Europajschen Pariamentes

und des ‘vormi: 27. Oktobar 1998
ber In-vitro-Diagnostika

erfallen und das vargeschiiebena Konfarmitats-

bewertungsvsifahren durchgefihrt wurde.
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it HbA1c-Analyser

ukiliste/Productlist

ModelliModel

GH-800PIus, GH-900, GH-

800Plus, GH-800, GH-800PIus
GH-600

t

HbA1c Reagent Kit (IEC)

100T/box, 2001 7box, 400T/oox

| Hemogflobin Analyzér (HPLC}

Hg, H8 \

HbA1c Reagent Kits (HPLC)

500T/box, 800T/box.

100 T/00x, 200T/Eox, 400T/box,

‘HbA1c Contrel Material

1set(2"0.1mi)

"HbA1c Galibrator

1set(2*0.1mi)

‘Specific Protein Analyzer

PA-380Pius, PA-890, PA-
900Plus, PA-800, PA-980, PA-
800Plus, PA-800, PA-880, PA-

560Plus, PA-560, PA-550PIus,

| PA-550, PA-540Pius, PA-540,

PA-530Plus, PA-530, PA-
220Plus, PA-220, PA-210Plus,
PA-210, PA-200Plus, PA-200,
PA-100Plus, PA-100

600Plus, PA-600, PA-680, PA-

High-sensitivity CRP Reagent Kits (Nephelometry)

100QTosts/box, 800Tests/bor,

1 505Tests/box, 500Tests/box,
{ 400Tests/bax, 250Tests/box,

100Tests/box

Microalbuminuria Assay Kits (Nephelometry)

5(+-tests/box, 100 tests/box

Microalbumin (mALB) Calibrator

| 2%0.5mL/box, 2x1.0mL/box,

2x1.5mL/

B i)
and

. St
Lateral Flow Immunoassay Analyg-
ity

Microalbumin (mALB) Control '
e ﬂ*-"“ia (1” by
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:rgvﬁlunoassay)

10 Tests/Kit, 25 Tes

50 Tests/Kit, 100Tésts/%

Hypersensvtwlty C-reactive Protem (hs-CRP) Assay Kits
{Lateral Flow Immunoassay)

| 10 Tests/Kit, 25 Tests/Kit

50 Tests/Kit, 100Tests/Kit

| Assay Kits (Lateral Flow Immunoassay)

N-terminal Pro-Brain Natriuretic Peptide (NT-proSNP)

150 Testlelt, 100Testle|t

10 Tests/Kit, 25 Tests/Kit,

‘Cardiac Troponin (cTnl) Assay Kits {Lateral Flow

Immunoassay)

| 50 Testa/Kit, 100Tests/Kit

10 Teststit 25 Testle’t.

Cystatin C (Cys-G) Assay Kits (Lateral Flow’

Immuncassay)

1 10 Tests/Kit, 25 Tests/Kit,

50 Tests/Kit, 100Tests/Kit

1 Immunoassay)

Microatbumin (mAlb) Assay Kits (Lateral Flow

10 Tests/Kit, 25 Tests/Ki,

50 Tests/Kit, 100Tests/Kit

. D-dimer Assay Kits (Lateral Flaw Immunoassay)

10 TostG, 2 Toataks,
50 Tests/Kit, 100Tests/Kit

'Myoglobin (Mb) Assay Kits (Lateral Flow immunoassay)

10 Tests/Kit, 25 Tests/Kit,
50 Tests/Kit, 100Tests/Kit

Creatine Kinase MB (GK-MB) Assay Kits (Lateral Flow
Immunoassay)

40 fés’ts/i_(it. 25 TeSfélKit,

50 Tests/Kit, 100Tests/Kit

HbA1c Assay Kits (Lateral Flow Immunoassay)

.| Heart Fatty Acid-binding Protein (H-FABP) Assay Kits .10 Tests/Kit, 25 Tests/Kit,
(Lateral Flow Immuncassay) 50 Tests/Kit, 100Tests/Kit
10 Tests/Kit, 25 Tests/Kt,

50 Tests/Kit, 100Tests/it

C-reactive Protein Assay Kits (Lateral Flow Immunoassay)

10Tests / Kit, 26Tests / Kit,
 SOTests / Kit, 100Tests / Kit

| Thyroid Stimulating Hormone (TSH) Assay Kits (Lateral

Flow Immunoassay)

'40Tests / Kit, 25Tests / Kit,

50Tests / Kit, 100Tests / Kit

"} Thyroxine (T4) Assay Kits (Lateral Flow Immunoassay)

10Tests / Kit, 25Tests / Kit,

‘Triiodothyronine (T3) Assay Kits {Lateral Flow
Immunoassay)

B-Human Chorionic Gonadatrophin B-HCG)/
(Lateral Flow Immunoassay)
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| 50Tests / Kit 1 {]UTests’? Knt*

10Tests / Kit, 25Tests / Kit,

S0Tests / Kit, 100Tests / Kit

eCL8000, eCLB000I, eCLE0Q0p,

aL8000x

{{Electrochemiliminescenae Immunoassay)

100T, 2x100T

Total Thyroxine Kit {Electrochemilurinescence
Immunaassay)

100T, 2x100T

immunocassay)

Total Triiodathyronine Kit (Electrochemiluminescence 00T, 21 60T

-Immuncassay)

Free Thyroxine Kit (Electrochemiluminescence

1 100T, 2x100T

| Free Triiodathyronine Kit (Electrochemiluminescence

; (Eleqtmchemilumineécgnce‘ Immunoassay)

I : '} 100T, 2x100T
* | Immuncassay)
“Hurnan Chotionic Gonadotropin .
. = 1x100T, 2%100T
(Electrochemiluminescerice Immunoassay) :
Creatine Kinasa MB (Elecfrochemiluminescenca | 1x100T, 2x100T
Immunoassay) ;
.'Myoglobin (Elsctrochemiluminescence Immuncassay) R %100T, 2%100T
N Brtype Natriurelic Pepti o
-terminal pro B-type Natriuretic Peptide 1x100T, 2x 100T

Multi Contro! Gardiac Marker

Low value: 6 x 2 mL, high value

8x2mL

Low value: 3 x 2 mL, high value:
13x2mL

Troponin | (Electrochemiluminescence Immunoassay)

100T, 2=<100T

Procalcitonin (Electrachemiluminescence Immuncassay)

' Immunoassay)

25-OH Vitamin D Total (Electrachemiluminescence

C-paptide (Electrochemalummesoence ‘yﬂmi’nb’é:?s'ay)
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—ak(Electrocherfiluminéscence Immunoassay)

1x100T, 2x100T °

Pepsinagen Il (Electrochemiluminescence Immunoassay)

1x100T, 2%100T

Pepsinogen | (Electrochemiluminescence Immunoassay)

1x100T, 2x100T

| Progesterone (Electrochemiluminescence Immunoassay)

1x100T, 2x100T

Interleukin-6 (Electrochemiluminescance [mmunoassay)

1x100T, 2x100T

| Parathyroid Hormone (Electrochemiluminescence
Immunoassay)

50T, 100T, 2%1007

“Thyroglobulin Antibody (Electrochemiluminescence
Immunoassay)

50T, 100T, 2x100T

} Thyroid Peroxidase Antibody (Electrachemiluminescence
Immunoassay)

50T, 100T, 2=x100T

Calcitonin (Electrochemiluminascence Immunoassay)

| 50T,100T,2x100T : i

Ferritin (Electrochemiluminescence Tmmunoassay)

Falate (Electrochemiluminescence immunoassay)

[ 's0T, 100T, 2x100T : ' i

50T, 100T

Heart-type Fatty Acid Binding Protein
(Electrochemiluminescence Immunaassay)

50T, 1Q0T, 2x100T ;

Thymglobuiin (Electrochemiluminescence Immuncadssay)

50T, 1007, 2x100T

| Prolactin (Electrochemiluminescence immunoassay)

50T, 100T, 2=x1007

Fallicle-stimulating Hormone {Electrochemiluminascence
Immunoassay)

| 50T, 100T, 2x100T

Luteinizing Hormone (Electrochemiluminescence
Immunoassay)

| 50T, 100T, 2%100T

Testasterone (Elactrachemiluminescence Immunoassay)

50T, 100T, 2x100T

Estradiol {Electrochemiluminescence Immunoassay)

50T, 100T, 2x100T

Insulin {Electrochemiluminescence Immunoassay)

"] 50T, 100T, 2%100T

Thyroxine-binding Glabulin (Electrochemiluminescenca
Immunoassay)

//”_\_

Tale (neg

Lipoprotein-Associated Phospholipase €5
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ARS-CoV-2 IgG {Electrochemiluminescence
Immunoassay)

50T, 100T, 2+100T

Fully Automated Urine ACR Analyzer

ACR-300

LIQUID CRP CONTROL(CRP CONTROL)

[1: 0.25ml vial; 0.5ml/vial;
1.0mLAvial

L2; 0.25miLivial; 0.5mlvial;
1.0mlvial

Creatinine (CREA) Assay Kits (Jaffe Method) 50 tasts/box, 100 tests/box
N - 1 2x0.5mLibox, 2x1,0mL/box,
- i
Creatinine (CREA) Calibrator 2x1.5mlbox

Creatinine (CREA) Control

2x0.5mL/box,2x1.0mb/box,
2x1,5mbLibox

Cleaning solution

1x5.0L, 1x10.0L

&THALASSAEMIA & HbA1c Reagent Kit (HPLC)

50QT/bax, 400T/box

' I&-THALASSAEM!A & HbA1c Callbrator

The kit includes caiibrator lavel
1, level 2. 2x0.1mL; 2x0.5mL.

B-THALASSAEMIA & HbA1¢ Control Material

The kit includes Control Material |
Level 1, Level 2.
2x0. 1mU2=0.5mi.

Chromatographic Calumn (HPLC) 1 piecelbox
B-THALASSAEMIA & HBATc Assay Column (HPLC) 1 plece/box

Assay Cup 3007, 30007
Auffer 480 mL, 6x480 ml.
Buffer 480 mL, 6x480 mL
Concentrated Washing Buffar 1L, 6x1L
SARS-CoV-2 Nuclaic Acid Detsction Kit {Multiplex PCR 48 Ry

1 Fluorescent Probe Method)
Thrombelastograph General Cup Test Kit (Co _@@z ﬂhbu\gg:t_ssts 1K
Method) 8 ‘5&%1
_ " Dre w=Bi0 /A~ ;

4
.5 £
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10Tests / Kit

Level I: 5X 1ml, Level I255
Reagent 2:1X0.5mL;  Sampl
cup:10 PGS; '

Level 1. 10X 1mil, Levelil-10x
1ml ,Reagent 2:1 X 1.0mL;
Sample cup:20 PCS;

-Negative Pressure Wound Therapy (NPWT) Dressing Kit

100A/180A/260AM1808/2608,

| NPWT—3—

NPWT—1—

NPWT—2—
100A/180A/260A/1808B/2608,

100A/180A/260A/180B/260B

Air Compression Therapy Systems

' PressCare G300M, G200M,

Airpro-300, Airpro-600,
PressCare G200M,

G300M, G-SPORTS?,

G-SPORTS?, Airpro-
660/680/690/360/380/390

. Ultraviolet Phototherapy Systems

Camation-58

Negative Pressure Wound Therapy Device

NP-100, NP-600, NP-800

Heat Therapy Patch

Thermopro-A/B/C/DIE/F

Sleave

| MAP-RH-M, MAP-RH-L, MAP-
RH-XL, SAP-LH-S, SAP-LH-M,

SAP-RH-S, SAP-RH-M, SAP-
RH-L, SAP-RH-XL, MAP-RH-S,

SAP-LH-l, SAP-LH-XL, MAP-

o
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T MAP-LFL, MAP:
LG-8, SAP-LG-M SAP- LG-L
SAP-LG-XL, MAP-LG-S, MAP-
LG-M, MAP-LG-L, MAP-LG-XL,
| SAP-AM-S, SAP-AM-M, SAP-
AM-L, SAP-AM-XL, MAP-AM-S,
MAP-AM-M, MAP:AM-L, MAP-

| AM-XL, SAP-AC:S, SAP-AC-M,

| SAP-AC-L, SAP-AG-XL, MAP- |

{ AC-S, MAP-AC-M, MAP-AC-L, -

| MAP-AC-XL, SAP:LC-S, SAP-

LC-M, SAP-LC-L, SAP-LC-XL,

, . MAP-LC-S," MAP-LC-M, MAP-

D) LC-L, MAP-LG-XL, SAP-SH-S,

. SAP-SH-M, SAP-SH-L, SAP-
SH-XL, MAP-SH-S, MAP-SH-M,
MAP-SH-L, MAP-SH-XL, SAP-
BE-S, SAP-BE-M, SAP-BE-L,
SAP-BE:XL, MAP-BE-S, MAP-
BE-M, MAP-BE:L, MAP-BE-XL, :

| SAP-NO-S, SAP-NO-M, SAP-

 NO-L, SAP-NO-XL, MAP-NO-S,

MAP-NO-M, MAP-NO-L, MAP- -
NO-XL, SAP-RL-S,'SAP-RL-M,
SAP-RL-L, SAP-RL-XL, MAP-

| RL-S, MAP-RL-M, MAP-Ri-L,

| MAP-RL-XL, SAP-RR-S, SAP-

RR-M, SAP-RR-L, SAP-RR-XL,

) _ MAP-RR-S, MAP-RR-M, MAP-

RR-L, MAP-RR-XL, SAP-LC-

XXL., MAP-LC-XXL

UP-300, LW-300, §
300, SR-300, f
MA-300

Airway Clearance System r:,\ 0k PV-200, PV-
. — ot € "~° % LS
Canister CS300, CS500, W

Creatine Kinase MB STAT (CK-MB STAT) sCLIA 50T,2%507T,100T,2x100T (O,?

Warming Blanket

,. 'LHigh-Sensiti\}ity Troponin T STAT (hscTnT STAT)eCLIA | 50T,2x50T, 100T.2x100T

[ —
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| N-terminal pro B-type Natriuretic Peptide STAT (NT-
‘ProBNP STAT) eCLIA

Myaglobin STAT (MYO STAT) eCLIA

SARS-CoV-2 Nucleic Acid Detection Kit (Mulliplex PCR

Fluorescent Probs Methad) : 48 Roxns/iit, 96 Runs/Kit

Thrombelastograph General Gup Test Kit (Congulation 10Tests / Kit, 20Tests / Kit,

| Methed) ' 50Tests / Kit

Activation Of Blood Congutation Test Kit (Congulation

T 10Tests /Kit
‘Method}) :

Leval &:5X 1nil, Leval Ii: 5 1ml,
Reagent 2:1X 0.8mL; Sample
cup:10 PCS ;

" | Thrombelastograph Congulation Control -
; level 110X 1ml, Level li: 10X 1mi, .

Reagent 2:1% 1.0mL; Sample

:;cup:ZO FCS™

SARS-CoV-2 Neutraiization Ab (eCLIA) T 50T.2x507,100T,2 % 100T
| SARS-CoV-2 Neutralization Ab(Lateral Flow T —

- Immunoassay) | ' 25Tests (Kt

e,m;;ﬁa-ﬁetopmtein (péé!.ﬁ) ‘ 50%,2x50r.100T,-2><100T ' i
“Anti-Mullerian Hoﬁnoné'(eCLlA) | ‘ 50T,2 X 50T,100T.2%100T i
“Cancer Antigen 15-3 (6CLIA) T BOT.2X50T.100T 2X100T i!
Carbonhydrate Antigen 19-8 (eCLIA) ‘50T, 2% 507,100T,2X 100T :
Cancer Antigen '12'5 (eCLIA) 5%3722507/,;1?;@?"”5 X

(A:arcinc{embryonuic Antigen (QC}.IA) T o 50‘!‘,2)(50’@1‘{01'“ .

D-Dimer (eCLIA) | 50T‘2X50T3'\9®W‘?

— . K\N.TW
Vitamin B12 (eCLIA) 50T,2X50T,100T,2X m /¢

7
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FRICREARESL  K-DEPOSIT STATEMENT OF CURRENT ACCOUNT
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