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Location: Moldova

MDR EU REP Agreement

Party AH 77: ZHANGIIAGANG XIEHE MEDICAL APPARATUS AND INSTRUMENTS CO., LTD

AddHbit: No,7th, Middle Xinzha Road, Zhashang Industrial Zone. Yan she To
Jiangsu 2156 a.
Contactlt % A: Makiyo Liu

TeldiE: +86 512-58175799
Faxft#:+86 512-58792633

Emaillf#i: sunshine@xieeh.com.cn

Party BZ7: SUNGO EuropeBV‘ =
VAT: NL857821659B01 " -\
Additil: Olympisch Stadloqﬂ4,n1@5pE Amsterdam, Netherlands
Contactit & A: SUNGQ) Spcretary L /}, y
Teldif/FaxfE E: +31 (thgtmgxﬁx /

E-mail 44 : ec.rep@sungogroup.com

Party A hereby appoints Party B as the EU authorized Representative for their Medical Device with
CE mark and Party B accepts the appointment to be the EU authorized Representative fcr Party A
in the market of European Union (E.U.). Both parties enter this agreement as follow:

37 (£ .77 ACEEST = R BAUNK, ZHEZ R NP T ERE N ZHICER T Mk
BURE. W7 8E T HI

1. Party A HJ

1.1 Party A assures to provide the updated technical files of each product category with CE mark
to Party B (Product categories relevant information please see the appendix A). If Party A can
not provide the required technical file to Party B within 30 days after approval of CE
certification or before using CE mark for “self declaration” products, this agreement will be
terminated automatically, Party A should take on any aftereffect by itself. The technical files
should be the electronic copy (PDF/WORD/JPG/TXT version), the written copy would be
submitted if required by the competent authority. Detail of the requirements of the submitted
files in appendix B.
B B R EE 45 3K )5 1) 2. 7 3R (e — KR CERRE ™ fh Y S AR SCRY (W5 1 CEIA
HE 0 7= S BORPH 3 ) o 0SB W R ESS ROAHIE B2 G 30 R N, sl A A 1Y = fh7E
{HFACERICZ AT, TRIRERMBAZ HFRHEERMCEHAR TN, AMXEBIRM, FIHAHE
HL T 5 R T A B R, BT 4 B33, SU AT LAPDF/WORD/PG/TX T 2Ry
(EA] R e . P SCf VUAT (610 2 g TG B M A B8 2007 o IBEZE SR R IRESR, 1
WAL P

1.2 Party A shall keep the Party B informed of any changes or updates of the mentioned
information in attachment 1 at all times.
BTSRRI R B T

1.3 If any accident/near accident of products, including any serious adverse event durirg clinical
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investigation in premarket stage, happens within boundary of E.U., Party A shall hel> Party B
to investigate the reason in time, and complete & submit the initial INCIDENT repor: together
with Party B by using the standard "Manufacturer's Incident Report”, to the competent
Authority within the timeframe required by the Section 5.1.7 of Guideline’'s on ¢ Medical
Devices Vigilance System(MEDDEV 2.12-1 rev8, Jan, 2013), listed as follows:
ISR L FERR B A R A E e R (ARSE LW AT AIE R EM BUR LR EA REED
FH M RNEREZ T AERE, HEZH—EE TIETHMERR£5Em (MEDDEV 2.1241
rev8, Jan, 2013) Section 5.1.7 kL5 (¥ PR A 58 RS- 2 W AR R 15 -

Serious public health threat: IMMEDIATELY (without any delay that could not be jus:ified) but
not later than 2 calendar days after awareness by Party A of this threat.
EEBBA L PARS: LRIRE CRAVEMEELHEBMIER) , RENBRETSNET R
R ZBE2AE 8% H .

Death or UNANTICIPATED serious deterioration in state of health: IMMEDIATELY (without
any delay that could not be justified) after party A established a link between the device and
the event but not later than 10 elapsed calendar days following the date of awareness.

FET B E SR BRI E B AL SRR (AR EMEIESEBER) , RENREFGE
HNETT ARG, ERAPMETMNRIAZFHZ HE10/MEAH.

Others: IMMEDIATELY (without any delay that could not be justified) after Party A established
a link between the device and the event but not later than 30 elapsed calendar days following
the date of awareness of the event.

Hfth: SLEMRE (R EMICIE LE R AEEIR) , HE 0T RE B 4 AT 2R FlOCEk
&, (HERAMETMWERIZFHHEZ HEI0NEARH-.

Party A shall present the investigation result and final report to Party B according to
MDR(REGULATION (EU) 2017/745) (MDR products) and the Guidance of vigilance system. If
the accident of the product happens out of E.U., Party A shall notify Party B as soon as
possible, and Part B should make decision whether to report to competent authority or not.
FRI7E (ERMILF A HL%4) #MDR 2017/745 (MDR™“f%) fl (B RSIEE) ME
(gt [ Y 1] Z 7 R R 4 AR AR . WAFCERREM A&, KW, HHERRE EREE
Ah, WHEMRWEMZ A, FhZHRERTREETLFHIREG.

If the above mentioned accident/near accident of products was known by Party A at first,
Party A must notify Party B in one working day and provide the complete report of the
investigation, analysis and disposal result of the accident/near accident to Party B by E-mail
or other effective means as soon as possible.

R FRE. MRS POy REAEAN, FHAHE-NMTERARS 277 R
G, WEER. MERAAE. MTACEE RIS, TR A 2T U RIER
i

1.4 Party A should keep the complete sales list of all of the products exporting to any area of E.U.
by electrical documents in English at least 10 years after the last batch product's
manufacturing, in order to be provided by Party B for the using to be transferred or inspected to
the relevant competent authorities of E.U., Party A shall assure the accuracy and the validity of
the data.

7 R X R P 7 R R s . (OFEOEMBIHBIRR) , EF-RE=RE DTFEH
7], DARBELE. BT HMERRHETBLMR, L& H FRETTEA. BE.
B 15 I R 12 A 1ty 50408 A o 1 1 R TS

1.5 Party A must notice Party B the complaint record and the result of disposal on the accident of
products immediately, and Party A should save, transfer, check-up any of the record according
to the clause 1.4.
B 5 & 2% P RD T S SRS VR MBS AL BR A A, BRI B I R 2L 7 BA
Sh, FTAECERAIGRAE. TR, AT, JRRE1 4R

1.6 Party A should appoint one or two persons as the primacy linkman who connect with Party B
and deal with the normal daily grind according to this agreement. Information of both Parties’
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linkman should be written in appendix C.
RARIRE—E AN, (EAF, ZAHE—BEN, FERTESZERMIR. 4 BAMIL
FAAEVIE A M RE TIE. WHBKSE A B 7 RABRER LIRS (=) .

1.7 Party A shall fully realize the risk of selling its products to EU market without product
registration to relevant competent authority of E.C. If it caused by Party A, such as delay,
omittance or conceal of files submission, Party A should take the aftereffects such as warning,
penalty or even the results that the CE certificate will be withdrawn, and the distribution of its
products in EU market will be prohibited.

BT AT INREIA AL = f TR 4R . FER. BRIR B MR TG A iR A Bie B Rt B
ST A KB . SR el T O YRR, RS R BE R K AR 500, TR
BT BE, REHEZERHECESRIERMEE L= S#EAREHTZNER.

1.8 Part A shall notify of the intention to Part B to carry out a clinical investigation for MDR, or the
intention to carry out a performance evaluation for IVDR performed in EU.
H 7 BLIB RN 2,75 FE BR B3 FExd BT Mt 17 5 PR X6 A R, B Ak 4 W 188 2% sl AUt 1T Mk AT
TR .

2. PartyB Z.J/5

2.1 About the register for Party A's products with CE mark to relevant competent authority of E.C.
(Details are in appendix D), Party A shall apply it in written to Party B and supply al the files
and forms needed. Party B shall review it within 7 working days, and submit to competent
authority of the country in which Party B is located (Netherlands) within 5 days. If Party A’s
application is returned/rejected by Party B or the competent authority for the contents of the
submitted files, the above schedule will be adjusted accordingly. The details of the application
shall be in the attachments of this agreement. (The charges of products register in EUJ shall be
paid accordingly by Party A and a contract may be signed separately if necessary.)
77 ERECEIE R M= SRR A E GRS , BAREHECES R REAZID
#ERI, WhRBBITRLBE, FFROEFTH &R E N HIES diERE, 2ZHA-NT)E,
HMZITAREINTHERERIIF, SATHEAARZTZAERGT LT ELREEH ERILE
SR 182 i1 T B 7 58 303U PO 25 75 T A DR (KT 2 7 B3 24 R B Bl B 48 A R, NAEBERY
FIRREZ 5. $RAECMAI N ISR, RO I R . CEie& BO%AE
R 2, 77 WA S i T 0 53 A U 25T AR

If it needs any expenditure by the competent authority, only after getting Party A’s approval,
then Party A can take on the payment. If Party A’s products register fails by Party B's reason,
.according to EU relevant laws Party B will be given a warning, penalty and aven the
qualification of the European Representative will be revoked.

R TG EAEAE BT LR KRN ERBH RN, REFHRAEHFTHZIRA
AT MRBFRZAMRE, 700 i B0 & R F R T B Ak = & E##EN k1 3%
A, MRABRREAT A AN, 7% 23 %S, YK, MAIER AR ER AT .

2.2 Party B shall reserve technical files of each category of Party A's products with CE mark, and
take up the responsibility of keeping, confidentiality and submission. The technical files shall
be reserved at least 10 years after the last batch product's manufacturing. Once competent
authority needs the technical files (including new edition technical files which had already
registered) of each category of Part A’s products with CE mark. Party B should senc them to
competent authority within ten working days.

77 NLARBE 77 8 — KB IRGCEAR B MBI B FRRSCEYE, HAMRE . fREMIRLE 4R M %
fEe ZCRIE D RAE RIS M= =4 . — B B R 5 SR CE AR IR fh i
R (FER/RBOIRERCHOIRA) , ZHAREI0NTHER R ERE EH4)3.

2.3 Party B would not be responsible for the file content. All the documents, such as sales list and

complain records are deemed confidential information; Party B have the obligatior to send

them to competent authority if necessary. Part B should maintain and keep them secrat.
ZHANXRHIRZOLHAFRT, 270 B TR B8 R, BUFIRRS ST, 7k
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SARAUR R A R IRE R TTE.

2.4 Party B permits Party A to use part B's name and address for the purpose of inclusion/printing
on all packaging, labeling and instruction for use, of products that carry CE Marking and that
have been represented by Party B.

LT RFER LT RERIMGECEREM A A ade. 78, W, E4M%Limez
J7 2RIk 0 9 ¥R 5 i K B AR AL %

2.5 Party B shall keep following files of party A's products with CE mark at the disposal of the
national authorities, at least five years after the last batch product’'s manufacturing. Minimum
documents are:

1) Declaration of conformity,

2) Copy of the label, packaging and instructions for use (in all languages requestad by the
countries where the device is marketed),

3) Notified Body certificate (where relevant),

4) Post market surveillance process and data, vigilance reports and complaints, processes
and data,

5) Technical documentation relevant to market surveillance investigation being undertaken by
the Member State,

6) Relevant clinical data / notification,

7) Details of any distributors / suppliers putting the CE marked devices on the market

8) Incident reports and corrective actions taken.

ZHAMREFRFTUTECE HREFRF RO EREEELRMERH, ZELOREERFE—H~HH
T laH4. 1Xeedikl %0 5.

1) &1 5 B

)PR%E. ¥, W BEIA (A Ll EZHERAE S IRA)

) AHEHMIER GEHI)

4) b e N RE AR . AR A DA R R, IR AN AR

5)-L5 B 9 B 53 8] b vl S O 7 A SR B AR S 1

6)H 5 A i P K3 368

7)1 7 CENRE B IT S i 42 49 i/ Bk Jr a1y

8)FH R 4 Je NI 44 1EH e

2.6 Party B must keep Party A informed in all matters that may be connected to the devic:s placed
on the market in the EU. At the minimum, the exchange of information concerning following
shall be covered.

CITRBSR AR REERBE LT EITBHNER, 20645

2.6.1Safeguard Clause {4/ % ik

“Where a Member State ascertains that a medical devices, when correctly installed,
maintained and used for their intended purpose may compromise the health and/or safety of
patients, users or, where applicable, other persons, or the safety of property, it shall take all
appropriate interim measures to withdraw such devices from the market or prohibit or restrict
their being placed on the market or put into service.”

If the relevant Competent Authority contacts the Party B about its interim mezsures to
withdraw Party A's device(s) from the market or prohibit or restrict their being placed on the
market or put into service, Party B should immediately communicate such measures to Party
A and advise Party A as to the implications of this decision.
When the Commission finds that national measures taken under the Safeguard Clause “are
unjustified, it shall immediately so inform the Member State which took the measures and the
manufacturer or his authorized representative”.

If the relevant Competent Authority contacts Party B, Party B should imrediately
communicate such information to Party A and advise Party A as to the implications of this
decision.

O AR R E TS ANEIT AR ER R, 4E RGBT R MRS T, AL i
B, R, GEHR) HAbA B =00 (R 4 id,  SEREUIT 4 I8 24 04 1] 48 bt LA
AFEEFT B 3% . ARl 2% i
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WRE KT EUREA KT R ST AR g Bk s pR G LT ImeHE R 207
777 RAT B A e i 55 R Ay v, 9 1 YO R P (A D B e

HRBE RS INAEF W EEASTE, LB K B MY 553 i s R J =AU
x.

MBERFELRKAZY, ZHANIE RSP AEE, FHAHHEIUR XK
A

2.6.2% . Vigilance

If the relevant Competent Authority contacts Party B about its assessment outcome of an
incident of Party A's medical device, Party B should immediately communicate such
information to the manufacturer and advise Party A as to the implications of this decision.
MEKEEEYRBMT ZHRTFRAEMEENFRARE, ZHNIZERKEKRR FHHA
{8 1 5 S 2 24 R I

Party B shall notify any lnformation about the products with CE mark within boundary of E.U.
to Party A, including any claims of customers that produce the same CE marked products.
277 RLK 3RAR 47 R CEP™= Sk PE KR BA 58 A O (FFT ¥ B (BLHE 28 17 1R0F ) B S R R 77

2.6.3If any accident/ near accident of products (CE marked products, premarket clinical

investigation products and performance evaluation products) happens within boundary of E.U.,
Party B shall notify Party A within 3 working days after receiving the claims of custoners and
feedback about the product, and execute vigilance system of medical device products under
the assisting of Party A, and also make initial report, investigation result and final report to
competent authority of country in which the accident happens.

MR CERRER ™ &, 77 AU AR 8§ 7= fh BA R G247 M RE VP4l /9 7= i R RR BB 4 R AR B
BREMFEN, ZHFEREIEB A P H 7 U RF R BUE B3 LIEH A &A@ H T,
FHER MBI Z T RAEERK, [FP—-&NFERIGEIRSE . 4 RS yERE. #H
445 RN 4R 4 1 RKC B 2 2 R SR it

2.7 Upon receiving the notice about the intention to carry out a clinical investigation for NIDR, and

the intention to carry out a performance evaluation for IVDR in EU, Party B shall notify
communicate the information on the manufacturer and on the device to the Competent
Authorities of the Member State in which he has his registered place of business. If any
serious adverse events during clinical investigation, i.e. in the premarket phase, Party B Shall
fully record and immediately notify to all Competent Authorities of the Member States in which
the clinical investigation is being performed.

Z.77 TREFEE B 77 9% T 18 RR B 55 14 34T BT 280 A0 I PR R EG R, A0 M2 W 18 2 B8 K i 4
REVPAETHRIMBANG, T R(E BoE AT EE A L EVMCA. WRERKBER R ETEN
RIF, Z75 BRI 5 H# 47 e BAC R L B & st T IR PR A B PR s 4R .

2.8 Party B shall appoint one or two persons as the primacy linkman whose responsikility is to

3.

connect with Party A and deal with the normal daily grind according to this agreement. The
information of both Parties’ linkman was written in appendix C

ZHMME—ZEN, AR, ZFHH—SA, EEIRTRE S5 5 SR, R4
SR EVEE AR HE T RR?’FH%%/\E‘J&%?’J‘E&&E%T#WJ LXEI‘J R (=) .

Jurisdiction & Duration %48 545 %0

3.1 This agreement is subject to the laws and jurisdiction of The Kingdom of Netherlands.

AL A 22 (i ) 24 R AT s

3.2 This agreement is valid for the duration till 2025/3/29 and it becomes immediately effective

from the signature date of Company A.
UL Ty BB 2 PR LRI R, AT 552025463 11291 .

3.3 During the implementation of the agreement, this agreement will be terminated automatically

when:
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FEVMNRAT IR A, 20 A LAY [ B2k F
1) The day upon Part A’s CE Certificate be withdrawn temporarily, be closed or be recalled by
the notified body.
75 I CEAIE A% M i R SE LA B I 173 B4/ PRI (8] 2
2) Party A can not provide the required technical file to Party B within 30 days after zpproval of
the CE certification or before using CE mark for “self declaration” products. Duringy 60 days
from the date of this agreement terminated, Party A could transact the routine affzirs as the
authorized European Representative while Party A could appoint new European
Representative and change the CE certification. Party B should report the invalid agreement to
the notify body for record.
BHENEL RIRBEBZ/FHI30KA, HE “HRAEYW” = REFHACERCZAT, PHRRE
WK L7716 BERMCEB AN, AMXEIRK. EARKKZ BRH6ORAN, N T B
TER IS HR AR BR R R R ERCEIEBSEHRTIE, ZHTURAGEITERBRRA RS
Fo LITRIZIG S P SR UE BRI R A S AR
3) Party A doesn't payoff the service fee according to this agreement and refuse to explain on
the deadline.
B 5 AT TR 52 B U5 TR P9 A BR IR R IR 5 s SUASTE R

Company A: 2_,_% Zbé’{ Www

Date

Company B: ___Jsd>. -3

Date
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1 | FACE MASK (MEDICAL) CLASS I b A)Tl’gl; e
: ; :E’Iggg:é:iSTRET&HER&;TRI‘.‘TCI:ER | CI.ASS 1 S A

3 | HEAD IMMOBILIZE; T CLASS I s HB [0 it

P e ——  xeum

e |
: :EI;'ICAL COLLAR i CLASS I HHE

7 | SPLINT CLASS I el

8 | EMERGENCY TROLLEY CLASS I DEEE

9 | EMERGENCY SCISSOR CLASS I L]

10 | RESUSCITATOR CLASS I B 28

11 | MANUAL SUCTION CLASS I FEHRBEE

12 | EMERGENCY BLANKET CLASS I A
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Contents Py
Part A
3 gzgz'sentzg\?;al Address of Manufacturer/ EU s T A AR 1 22 . Bk
5 /:ygisélrr:lg of all manufacturing sites covered by the quality o B 2 T T A 37 o 2
3 | Product description P i iR
49 Product name, classification of the device and R IR IR A

accessories

3.2

List of accessories (if applicable)

FEim Mt GERIEY)

3.3

Specification, model and article numbers

5 N DA

3.4

Chosen conformity assessment path

FE PN ERE

3.5

Intended use

T4 F g i

3.6 | Integral parts of the sales unit FEMHERT GE/HR)
A brief product history (including existing IR AR (BFMENEEE
3.7 regulatory approvals) #t)
4 | List of harmonized standards T H (A v
5 | GSPR checklist M e A REERIGE R
| | Overall manufacturing and inspection plan of the product | /=& sS4 P8R 1R85 5 &
7 | Risk analysis JRUBS: 73 #
8 | Clinical report Il AR
9 | Labelling, inl. Product labels and package labels b, QIE AR, AR
10 | Instruction for use, patient information, advertising material | Ui, BEFEL. /"S5
11 | Declaration of conformity frétkE
Part B
i i i ific T
B {gf;:-']r;ns:g\ugtoncernrng the quality system spec 57 B S R B A M
13 | Detailed descriptions of the product TEAR YR SR
13.1| Design drawings and product specifications Bt B R A AR AR S
13.2| Packaging and specification .3 % 1 AR
13.3| Description of the manufacturing processes AP R
13.4| Raw materials and suppliers JFEAELRI
14 | Test, verification and evaluation report I8 SO Rk T
14.1| Sterile method and validation KB iR REE, KEIES G&
14.2| Packaging verification (if applicable) AL N6E GE R )
Chemical, physical and biology test, verification b2k, YAy Silse. RIEBIT
14.3| and evaluation report filifi i
15 | Clinical datas 5 1A H 4k
15.1| Preclinical Evaluation, Expert Opinions IEARRT VR, ERXEIL
15.2| Clinical plan Il A 5 %8
15.3| Clinical datas s A K4t
15.4| Clinical Summary, Expert Opinions RS2, &K E I
15.5| Clinical report i A 4F% 1
15.6 Relevant Literature A1 2% SR
16 | Post market surveillance system EiliJa M R4

A/BFR 93 A4 L AT TE 75 B0 Ji) DR A 2 Ak B B L <5 T B o 7 SR A O 3048 (kB BT R A«

Technical documents (the latest version) including Part A&B shall be submitted to the
EU representative in written or electronic form if required.
Bill i L F A - BL Ly 4 I H . Documents in SUNGO are not limited to the
above-mentioned content.
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Appendix C

CH ZRTH—-BMAN TRBAN) ULREFE R

Party AR 75:  ZHANGIIAGANG XIEHE MEDICAL APPARATUS AND INSTRUMENTS
CO..LTD
Addiihl:  No.7th, Middle Xinzha Road. Zhashang Industrial Zone. Yangshe Town. Zhangjiagaag City,

Jiangsu 215600, China
Contactli% & A: Makiyo Liu

Teliflif: 0086-512-58175799
MobF#l: 15051708950
E-maillii#i:  sunshine@xieeh.com.cn

Party BZ Jj: SUNGO Europe B.V.

VAT: NL857821659B01

Addihil: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
Contactlff & A: SUNGO Secretary

TeltiE: +31(0)2021 11106

E-mailllifi: ec.rep@sungogroup.com

REHI:

Wy ZXJTHRHER—J5, — Bt BiR(E ST iZek. Ry, & Bme ey %
Fixt77 . anR B FRE RSB TE R — 7RG B EREAS H— 2 iR, hitsd—H&E
A 5 R A H 5 BT AT .

If any of the above information is changed, adjusted or canceled, the manufacturer and EU
REP shall inform the other party in email or written form without delay, If any mistake zrise from
one party failed to notify the other party timely, the related responsibility shall be undetaken by
the guilty party.
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Appendix D

CCEF™ Ik B Bt R R KA. By L4220 1) Registration cond|t|ons procedure and
submissions

. ISR ATIE 44 Prerequisites of Application
1AFHCSRBCEIERMFM (REARBHIAEHMH , REHEREBX>HECE
RFL, HAEFHUALICER 5 O BR S X AL PR, BT RE RS 70 I F 4.
The manufacturer who has obtained CE certificate (self declaration or issued by Notified Body)
for their products may decide whether to go through the registration procedure accord ng to the
actual exporting situation in the European Union.
2482, WRAEFECEf— B4 H DKM NS, HiEfRUel e ais CH 0IkEtig
[, RGBT CERR YT 2 WA= M A HE N, A P2 U S e m RO KRR tH B, HRREEA
%&4‘67’9%&3&5&%‘9@%%%# :Z@F)hﬁ “PAfRNk EH SR8 U DR 35 7 HE SRR (R(Te
BRI X CER fh, Er= SR 24 (=i, WMo, B4 , HIGERE
{588, BEA “AilkE Sfig Ll l:lrk%ﬂ“’n‘i% 7y AL S AR S TE BR R E
WHREFE. B, dbmseemR, ddrEkia.
But, if the manufacture plans to export products to EU market and exports in their ov/n name,
the manufacture shall apply to the EU REP firstly according to the CE product access rule of
medical device, and then the EU REP shall submit all the application files. ‘Export to the EU
market in manufacturer's own name' means the manufacturer's information showed on any
place (including product inside, outer package, operation manual, etc.) of any CE products
exported to EU region. The product must apply for registration in EU region in advance.
Otherwise, the resulting consequences shall be undertaken by the manufacturer.
3NRER = HIEBC &R, JHEN 67 7 15 KR At [ 28 it (X i A B ARG A B BT
# RF 4. If successfully registered in the Netherlands, in principle, there is no need to apply for
the relevant product registration in other EU countries and regions.

Z. HEMAR¥: Application procedure:

1 MR AP R E ACER: S A B BIC & RFEM, £ H P E MR ERRRH HiEHFig 0 E R
KA HRBILERMEIIES RiFRIE, S2RBAXF LA EHRBEARR R :ZEEE
BRI A B BT & R4EL. If the manufacturer decides to register the CE products, the
manufacturer shall firstly apply to their EU REP and submit all relevant materials ncluding
completed application forms. The EU REP shall review the documents and then submit them to
the Netherlands Health administration Bureau for registration.

2.5 BT A PR SRS MR NS & BUA R e 22 PAE BT EE I TR EITIIE R & il &R, H
AR EEERET . daRiEMELE, HEEARPEEREIEFLE. If the submitted
documents are not complete or have errors, the Netherlands Health administration Bureau will
return the application and may cause delay of the registration. The manufacturer shall revise
and supplement the application documents according to the requirements, and then re-apply
the CE registration through EU REP.

3.8, WETAFZERIIMNMHRMEILAREE, RIAKMGHIT B, BIMRIEENMFTE 24
i) FAGiC &R UM A . At present, the Netherland Health administratior Bureau
conditionally open the relevant CE registration information which means the CE registration
information platform is not yet open to public.

=B AR T B S (3L TR A ) : Registration required documents (electronic version
in English)
1A I R A& O i Rk R AR % 4 — 1R i) Application form(the format provided by EU
REP)
2.CEill.f5; CE Certificate;
3B RIS ECEH A . (bR TPART ARy BASL . WRIACHLR . ARG T B 9 A 280 4 W5 11
SO R H 4552 M -FPDF/JPGI/TXT) ; each product categories CE technical file (except Part A,
Clinical data and risk management must be submitted; documents only accept electrcnic copy
(PDF/JPG/TXT version).
4.7 T YA ] (latest DECLARATION OF CONFORMITY)
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S.HI MR EMXAEEF R, N HEREARSE —#RME) Product sales list exportzd to EU
market.(the format provided by EU REP)
6.4k A vE T A B AR T R A P R Se#ERR 5. Legally owned enterprise trademark or brand
photos;
7.H O RERE LA CERE” RIFZMIEF: Picture of exported product in original package
and label with CE mark.
8.V RARERA TR kMG Hibk. Contact information and website.

WO, ZRd 90 5 %% Withdraw and invalidation of registration

1.CEUE S 4 Rl [K S A EN LB 1 5« 5 H < W[l ; CE certificate invalid or withdrew or sanceled
by releasing authority.

2477 R BARZE AU it R B AC &) b s %k % Termination or expiration of EC REP
Agreement.

3.4l LR IC &R R, AIIEAT h DI BR MM [X 1912 3% The product has been regis'ered but
there is no record of exporting to the EU region in a long-term.

4 Al . Others
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