H U M I S S Version: HM-v3.11
EU Representative Agreement FRAX MY

Document Ne.: H-YQ-1IVD-20120000

Party A hereby appoints Party B as the authorized European Representative for their in vitro
diagnostic medical device (IVD) with CE mark, Party B accepts the appointment to be the authorized
European Representative for Party A in the market of European Union (EU), EEA and Switzerland,
Turkey, both parties enter this agreement as follow, the appointed product categories set out in Annex
I W7 Edr £77 8 CE ARAMZ W 7 &880 it KRR BUGR, 27 B2 WITAE e N T ERCE . EEA.
Hite. MEHH T E CE ASME W BT 88580 dh iR AURER U5 2838 T AL, B 30 I
B 1
1 Obligations and Liabilities of Party A 5 B1 57 1 3 4%
1.1 Party A assures to provide the updated technical files of each product category with CE
mark to Party B. If Party A cannot 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/
vision), the written copy would be submitted if required by the competent authority. Detail of
the requirements of the submitted files as following: ' J5 i {# 7E I\ IIF 45 3 i 7] 2 7 B it g —
RFEWCEARE MY BB IR SO o R O FE VRS R IE B2 Ja 30 RN, i
IR AR T CERRC /T, ARCH 1R B4 7 77 & ZR I CEROR ST, AP
HERZ, WA Hm s R a ER. B7»@HRagm 30, KT bZ
PDF/WORD/JPG/#g 2N HATA —Ffr il SO R ERR B 24 o) 7 i A A 458 205« Frdi
AESCAE N B ESR A
- Declaration of conformity, &4 75 8
- Copy of the label, packaging and instructions for use (in all languages requested by the
countries where the device is marketed), #5755, 3%, U BEIA (rf _EiTE K ER
iR = BRRCAD

- Notified Body certification (where relevant), A& HUIEF GEFRD

- Post market surveillance process and data, vigilance reports and complaints, processes
and data, b7 5 B AN EE . B RGR DL AR AL B AN

- Technical documentation relevant to market surveillance investigation being
undertaken by the Member State, 5 Kk ¥ pl 52 1B F 17 I8 B R A o M HER S

- Relevant clinical data / notification, #H% Jilfs A< $cH /38 &n

- Details of any distributors / suppliers putting the CE marked devices on the market, &
B H 75 CEAR & BT a0 IR 22 B e 0 A

- Incident reports and corrective actions takerr. SR 75 KRB 2 1E 4 e

1.2 Before each product listed in this agreement is placed into the EU market, Party A must
notify Party B and provide Party B with product labeling updated and details of any
distributors /suppliers in EU, otherwise this agreement will be terminated automatically,
Party A should take on any aftereffect by itself. AWM AT K (I4EAN = S AE SRR B EE T 3%
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必须提供所有经销商（distributor）吗？进口商(importer)可否？
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1.3

1.4

1.5

Z BT, W7 AUER G 277, I HN R £ T7 S AR 0T R P i bR A ST RIRR B 224 v L T A
B BNAE SRR, BT A& s R SR
If there are any changes of products and update of technical file, Party A shall notify Party B
with change notification in electronic copy as soon as possible. Party A shall send relevant
information to Party B’s email listed as below within one week upon changing information:
ce-tech@humiss.com. 7= WIA M, FARWA S, HmEaEEimE e 4 s —
JAl 22 A LR B T A AH SGAE BRIR B 277 LA N HLFHRAH: ce-tech@humiss.com.
If any accident/near accident of products (including any serious adverse event during
clinical investigation in premarket stage) (see clause A1.5 e of “Guideline for Authorized
Representatives (MEDDEV 2.5/10) (January 2012)”) happens within boundary of E.U., EEA
and Switzerland, Turkey, Party A shall help Party B to investigate the reason in time, and
complete the initial report together with Party B. Party A shall present the investigation result
and final report to Party B according to in vitro diagnostic medical device (IVD) 98/79/EC
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. If the above-mentioned accident/near accident of
products was known by Party A at first, Party A must send notification to the email of Party B
as stipulated in Article 2 hereof in two calendar days 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 in writing within one week after relevant accident happened. %1
FEnAERR BB A S EEARIER L R H L R AR S e s CELARAE B TR0 i R A
BRAER™EARFEH (3 1. “Guideline for Authorized Representatives (MEDDEV 2.5/10)
(201241 HYD , IR AT A 77 AE K, IR 477 —k 50 57 58 sl aa i . 7 RAE
CBRMNIL FEA R HE LS ) #I 98/79/EC (EISMZ WY &bl ™ i) M CER RGHER)
FIE BB 8] P 7] & 77 e B S P 284 o Wy CEARGE = i, sl MUK AAE
BRERSEAL, HTRIRRE R LT7, il LTTRER S IR FE SRk . R iR, #EH
iR R 7 IRIE S RS 1, W7 AL EIE AN AR H N DA s Uk 1A 2 EIR B8 25%
R RHRAE s JERRER W A TR ER A IR AR, A B
i 77 SAEAR SR AR A e — A Nl R 277
Party A shall be responsible for any business dispute related to their product problems,
such as medical accidents or claims for compensation concerning quality that arise after
sale. Party B shall assist Party A to handle the dispute in accordance with the authorization
of Party A. All the expenses occurred outside the china mainland during Party B's handling
of the accident shall be borne by Party A. Party A should pay all of the cost of the traffic and
other allowance for PART B’s employee or advisor in the china mainland for the need of
investigation, analysis and disposal of the accident. Party B is entitled to require Party A to
pay in advance. Before Party B receives such payment, Party B is entitled to refuse to pay
on behalf of Party A or take relevant measures. 7 BXHS 65 J5 & A48 105 5 7= S AH R IR R 97
H R RS Z UG 51, COTIRIEPITHHRAL, WhE H TR AL B . fE AL E
L7 TR EAEBEAN AT AR 2, 2R TG B 77 7R 8. Rl TR A BOIE B & R
HHOMRIERI TR, 277 e G s ) 76 R v B o A b TR B e . Sl A S bR i 2 H
7748, £77 AT AR BT SO AR O TRAT K, E I TR R 3K 238 277 46 72 K 7 2 0T,
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1.6

1.7

1.8

1.9

L7 BURAE A8 AN SOAT B R IO S i«
Party A should keep the complete sales list of all of the products exporting to any area of
E.U, EEA and Switzerland (including the OEM products) by electrical documents in English
at least 5 years, in order to be provided by Party B for the using to be transferred or
inspected to the relevant competent authorities of E.U., EEA and Switzerland, Turkey Party
A assures the accuracy and the validity of the data. F 7 Hi M EREEHL X K EEAMSG 1. +H
HZ i EE e (BFEOEMMA &I ) , 1B/ e 5 2/ An), A%
IX? B SR A OR B e BTk, LA £ 77 Bl F T K A EEAFI By EWLNENEN
R, FOT SRR MR BE AR s e . E ST 5T
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 5th article on the above. 75 &%t % '/ FH 7 16 =5 sk 3 v S S0 % ?@73
SR MR BRI, B T ROZ SIS IEA1 £T7 LA, B ek oRer . A R, 128 EiREE 5
s AL
Party A should appoint one person as the primacy linkman who connect with Party B and
deal with the normal daily grind according to this agreement. Information of both Parties’
linkman should be written in Page one. The information delivered to the primacy linkman
who connect with Party A by Party B shall be deemed as delivery to Party A and the
instruction provided by the primacy linkman who connect with Party A shall be deemed as
the instruction from Party A. W77 ffe& — N, fEAH . X7 —B N, FERTTRE
J7 FLE B AL EEA PSSR E Y BN B R AR . BT RS N2 T Al RAEA P
WIS — T o £ 07181848 TR NS BRI IR 7, FOTIRSs N4 Hh BOAH S il
TER 745
Party A shall fully realize the risk of selling its products to EU, EEA and Swiss, Turkey
market without product registration to relevant competent authority of E.C. If it caused by
Party A, such as delay, admittance 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, EEA, and Swiss, Turkey market will be
prohlblted T B INRBIAR N S TR 1ER. Bl B0 Be T B i A
Bl F U E N T KEEAR SR L. S HH 2 0wk i KUK, S i FOT R L
KA = SR Bl & St N R EEARER T2 i, HUTRARETIR. B, B2 HE
2 M CEF™ fb ik BANAE (k7= St N T3 REEAREG 1. LHHZ KGR
Party A shall notify of the intention to carry out a performance evaluation for in vitro
diagnostic medical device (VD) performed in EU, EEA and Swiss, Turkey. H /5 Nid %1277
FERR L EEARIHS -t f B HO A A2 Wi ik A7 e Re VA8 B 1
Party B is released by Party A of any liability relating to the in vitro diagnostic medical device
(IVD) manufactured by Party A. B 57K, 277 A% H 5 AL P2 IR AMS B 2597 2808 0 2% 0 7K
HAEAT DA
Party A will be fully responsible for the performance of its products and will hold Party B
harmless against any liability claim arising from the use of the products manufactured by
Party A. HIJ7 A PR RE R 25T, FRREHI IR £ 77 AR 9 B 75 A2 57 b A2 s i
T b P A AR ART 53 AR 2R IR T AR R A 2K
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1.13 Any liabilities for damage to any third party attributed to service stipulated herein provided
by Party B, Party A shall bear all liabilities for damage and undertake to exempt any
responsibilities of Party B to any third party. If it is required for Party B to employ any expert
and counsel, especially to employ legal counsel to provide consultation and legal agency,
Party A shall bear all relevant fees caused by the employment and pay such fees in
advance upon request of Party B. W15 2,77 PRI 3 HEAR IS e 19 IR 45 T 7= A8 5 38 =07 IR IRs 4%
UL, HIT RS EBUREA R TUE, I RBR T IMITHE. R 477 it EEE T
GBI ], A5 VA L ] A ) RV AR, R Sl AR A8 £ 77 BRI I T 7= A B AH DG & | 28
CTTEBESR P I7 A AR 2

2 Obligations and Liabilities of Party B .7 FIER 5T L 5%

2.1 About the register for Party A’s products with CE mark to relevant competent authority of
E.C., Party A shall apply it in written to Party B and supply all 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. 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
Netherlands/EU relevant laws Party B will be given a warning, penalty and even the
qualification of the European Representative will be revoked. #15 H 75 S NG CERR & )7~
4% B AR G E W AT E P FECEF” B B B0 R R ), TS 7Rt g, JHEMEE
Fra FUE RSO RIS FRiE R, S TTHINAT e, BT a7 TEH S, 5
ANTLAE H W$E 28 277 B4 Bl A 22 208 2 sy o A% B B0 48 SR SCIF . H2 i T 7 358 30
PR 7 T ) DR BRI 2007 B 2 R iR R AE 4a (1) W0, ANFE RIS TR 2 1o fap 22 E B NI %
RIRE LA R EWIA R S, FAW T EETT A TN R TR 4 T7
R ER,  FR T B HA O 6 T A 58 T S 2R IO 52 0 Al it T g NBR B T 371, AR 47 =2/ KR
ARVEHE, T8 23E S T MAHEAERR AR T AL 1 .

2.2 Party B shall reserve technical files of each category of party A's products with CE mark.
The technical files shall be reserved for at least ten years after manufacturing of the last
batch of products. Once competent authority needs the technical files (including new edition
of the technical files which had already registered) of each category of part A’s products with
CE mark. Party B should send them to competent authority within ten workdays. AVS
B 78— KRR CE Fra& /™ i IEIR SO —2 i%’%&'\ﬁﬁ%%)ﬁ%bﬁﬁ%tﬂ GEN
— HRCR FE U R EIRE CE il KBRS (QE%%E@ﬁﬂiY{ﬁFE‘J%ﬁﬁﬁZK Z
Ti T AE 10 A TAE H WIS AR 8 )5 .

2.3 Upon receiving the CE technique files, Party B shall give electronic receipt to Party A within
3 working days. It's the evidence that Party B have received all the required files. 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 obligation to send
them to competent authority if necessary. Part B should maintain and keep them secret. £
TR 7 SR ) CERAR SO S ST A3 TAEH N, I H 7t H Ll 3% [l IR
WY 7B I B SCAE, A SCAFRI N B A 5T L7 TR B BB TS 5. SRR d 355
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maccura
备注
技术文档及欧盟符合性声明

maccura
高亮

maccura
备注
投放欧盟后

maccura
备注
需增加：

1.14 欧盟法规第2017/746法规第10(1),(2),(3),(4),(5),(6),(8),(9),(10),(11)条款所明确的制造商责任，甲方不得通过本协议委派。
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SO, A ST SRR A SR B IR A R ORE BT
2.4 Party B shall notify any information about the products with CE mark within the Boundary of
E.C., including any claims of customers and the competition company that produce the
same CE marked products, to Party A.  ZJi KA K CE 7= i 72 KR B85 A ATV B (B
T PR [R) 58 4 Aol ) e B 3o k0 7
2.5 If any serious accident of products happe;]“TEvnlnin boundary of E.C., Party B shall notify
Party A within two calendar days of complaint or feedback on Party A’s products and assist
Party A to execute vigilance system of in vitro diagnostic medical device (IVD) products, and
also make the initial report together with Party A. Party B shall then present the initial report,
investigation results and the final report to competent authority of country in which the
accidents happen. WHRHH CE FrEFIMASNMS KT EE ST 280l 5= 5 7E BRE B Py & A2 ™ 34,
L7 BEAEWRCRIAT 56 7 77 b SR BRSSP B AR H B 7, JRER TRl T
WA, R &5 SRIEHR S . 477 A5 BEPIaa S . R 45 SRR 24k
o ) HHOR A A R R
2.6 Party B shall appoint one person as the primacy linkman whose responsibility is to connect
with Party A and deal with the normal daily grind according to this agreement. The
information of both Parties’ linkman was written in first page of this contract. 2.7 &8 E —
N, FERNR. CXOTIEE—RRE N, FEIRTR 5 I ILE A AL B B R0 e VE
W H & TAE. XU7Hcss N R 77 Rl AR —TT.
2.7 Party B shall assist Party A to comprehending the condition of the same products within
boundary of E.U, and send the related information to Party A in time. Z 7 W:BI 75 T f#BX
R R SO, R R T .
2.8 Party B shall keep all technical files and information of Party A’s in confidentiality. .75 .}
HI 7 BOR SCRE A BR 5 %]
3 SERVICE FEE R&#H
3.1 Party A shall pay the service fees to Party B separately according to the agreement for the
relevant service provided by Party B. it £ 77 & A YR 2 FIAH G R S5, 724 4% HE B 2 g
AT TR T
3.2 Provided that Party A requires Party B to provide the service beyond scope stipulated
herein, both parties shall agree relevant fees separately in writing. 15 H J7 75 % 2, )7 # L8
AR IE Z MRS, W 2 RUT7 245060 A7 B e AH G2
4 Others Hf
4.1 Written Form Clause 131 £\
Amendments to this Contract shall only be valid when given in writing. The requirement of form
may only be waived in writing. Verbal collateral agreements or modifications are not valid. 7 [
PR EAEAR B 25 5 b 78 3 75 DA T R gk AT o X —RUE RIFEE T A5k O T BB 2O B
FEL PRI C1 Sk B B TR K -
4.2 Contract Language & [7iE &
This agreement exists in English and Chinese language. The Chinese version is an exact
duplicate of the English version. A< B} i3 Jy o SCHIGE ST B0 HE AT, Hh SCRRAS M1 ST RRCAS P9 248 58
— s

4.3  Severability clausen] 7 #1145k
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增加：乙方应及时向甲方传递欧盟主管当局要求提供产品实样或告知取得产品的途径的信息，并确保主管当局获得实样或得知取得产品途径。乙方应响应主管当局要求，以有关成员国确定的官方正式语言，向该主管当局提供证明甲方产品符合性的所有必要信息和文件。乙方应配合欧盟主管当局采取针对甲方产品的预防或纠正措施，用以消除或减小产品风险。
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2.9 乙方应在其机构内，永久拥有至少1位合规负责人员，该人员应具备欧盟境内医疗器械法规要求的必要专业知识。

2.10 在不损害本协议甲方1.14条款的前提下，乙方充分意识到会因甲方未遵守欧盟2017/746法规的制造商责任，而同甲方仪器，承担其缺陷产品的连带法律责任。
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If any provision of this agreement or a provision incorporated herein at a later date is or shall
become invalid in whole or in part, or if this agreement or any modification thereof is found to
have a gap, this shall not affect the validity of the remaining provisions. It is, however, the
express intention of the parties to maintain the validity of the other provisions of the agreement
under all circumstances. In place of any invalid provision or to fill a gap, a valid and enforceable
provision shall be agreed which most closely corresponds legally and economically to that which
the parties intended or would have intended within the meaning and purpose of the agreement
and any later modifications, if they had considered this issue when concluding the agreements.
If the invalidity of any provision is due to a measure of performance or time (time-limit or date)
stated therein, a measure of performance which most closely corresponds to the original
measure in a legally admissible way must be agreed for this provision. U1 A< 3 7 1) 2% 2k Bl
HAMNA T IAE B R R TC B, HAl R A2 REm, %M€ [RIFE tHOE H T P N B SR IS T . (H
PCRTT W, IR AT o R S o TR S ORAIE S [R) HL B 23 AN PR [R)38 J JG R B4R o A%
RGO o FRICRSR MBI ER 73, WMSTT L =4 AR 304 o VR I SE A e il J5iA & R H Y
R AEk BIFL R T bR e, AR AN R E, DU ARIZ IR R AN N A B2k
4.4 Supplementary clauses %h 7 &k HiAt:
This agreement is subject to the requirement specified in the <EU 98/79/EC Directive 2003> and
the < MEDDEV 2.12-1 REV.8 January 2013>. Should there be any conflicts between this
agreement and <EU 98/79/EC Directive 2003> and the < MEDDEYV 2.12-1 REV.8 January
2013> shall be followed as standards. If the regulation above update or change, Party A and
Party B should actively negotiate and communicate to ensure that the requirements of the new
regulation are met. AP EZ (BRILMARETARIMZS Wi ST 25 AI98/TI/EC 54 ) I ()T 23l
AR RIER ) L. WA IGERYE (GBL) 50 (38/) mPR, DL (HR4) M (HRr) ik, W
RV A B AR B, T LT AR AR R AVA A, B DR R S AR VE R 2K
During the implementation of the agreement, this agreement will be terminated automatically
when: 7EPMXHATIIE A, FAE AP BB 2L
4.4.1 The day upon Part A’'s CE Certificate be withdrawn temporarily, be closed or be
recalled by the notified body. When the above-mentioned things happen, Party A is
obligated to accomplish the following processes to avoid the further consequences:
777 1) CEAIE 5 PR S WA R UE LA BT I P A5G P U Rl /) DA B s — ER AR, W5/ &2
MG 77 8 AR 3 J5 LA, 5 KR8 B T AME Dy B 1A 0 7= A i BT DA
4.4.1.1 Brief statement in written about the reasons why CE Certificate being withdrawn,
being closed or being recalled by the notified body. i fifj % i B 3iE 15 4 1 45/
KPR JE R o LA SE e A S ML R B
4.4.1.2 Written statement of non-sales if there are no products under the withdrawn,
closed or recalled CE Certificate exporting to EU, EEA and Swiss, Turkey
market, or if there are products exporting, a written statement of sales would be
required with the sales lists, risk assessments and the measures and timetable
to cover the risk. AN ECE ICEIE T AT BT Zi 5= i & 5 C4 A H T RKEE
Wi L EEARNEG £ L HHZ Wiy, wREA, EHAEBmAY, wkfa, &
B b VRS IR A, RS D T PPAik R O R R AR R XS S R I FR 7 AR e i) R
it AT [A])2
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4.4.2 Party A cannot provide the required technical file to Party B within 30 days after
approval of the CE certification or before using CE mark for “self-declaration” products.
During 60 days from the date of this agreement terminated, Party A could transact the
routine affairs 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. 77 #E I\ IE 45 R BUAFIE 152 5 130
RN, BEH AU AR CEFRC AT, hRIA RS 277 776 2R IMCER,
AR, AU E BRI FEAR R HAFRRIB0 RN, 1 BENE 75 H 7 I B K
WARE SN CEUE B AR TAE, 207 MRS BT BRI AR HH F 5. L7
1244 5 W7 R BUE B AR A LR 2 5
4.4.3 Party A doesn’t pay off the service fee according to this agreement and refuse to

explain on the deadline. F 77 %A 4 WO E 1) 5 5 JHRR 9 AHE BRIk S 2, X
AERERE

This agreement will be vaIi .LL!SZ,E‘?L dF AR N L. _years from_ Bl el I AR N

7o _(YYIMM/DD) to_ ol i tb b4 A 7. _(YY/MM/DD). Part A could choose to renew the

agreement by then, otherwise this agreement will be terminated automatically.

R Sy € B O o 17N P = S = I £ s o AN e P = VD= DA = D E: N

ST AN AL _(FEOATH) . RIS B T IR R84 8 E B 3 3h R AL

No other rights or obligations are applied to Party A or Party B other than specified in this

agreement. BRAPILSL, H . LKA T HARECFIF L

PART A: PART B:

Company name A EHAFE (FFI0) EU Representative information FRA{5 K
BT B T AL F N SO . Humiss International B.V.

=R = = | L TP e Address: Joop Geesinkweg 701, 1114 AB

Amsterdam-Duivendrecht, the Netherlands
SRN: NL-AR-000001490

Tel: +31 (0)20 369 8116

Fax: +31 (0) 20 369 8114

E-mail: ce-tech@humiss.com

Signature %54 FLREL ST ILAN R L
Company Stamp A #&:

Date (YY/MM/DD)H 3 45/ H/H D:
B EL S AN SCF

Signature(&7):
Company Stamp(A #):

Date (YY/MM/DD) H i 4/ H/HD
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4.4.4 甲乙双方因故终止协议，或协议到期不再续签，而甲方产品仍然需要CE认证的，甲方应指定新的欧盟代表。三方应签署欧盟代表变更协议，约定具体交接事宜。

maccura
备注
4.4.5 双方同意尽其最大的合理努力以友好方式解决与本协议有关的所有争议，争论和分歧。如果未能达成和解，则因本协议引起的或与之有关的所有争议应提交上甲方所在地有管辖权的人民法院裁决。

mailto:ce-tech@humiss.com
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Annex | [ 1

1. Manufacturer details #li&EE 8

Version: HM-v3.11

Party A (FF75)

Name(£#K):

Add(Hbit):

Zip Code(Hi4):

Contact Person(c & \):

Tel/Fax(5t & H G/ K):

E-mail(FE44):

2. Product information 7=5{2 &

No. | Product Name//™= 5 4 #R Models/# S Classification/%2%

Product Photor= 5 BB K

1 | AEHERAHRARMAT. | REEATAL | R e At

AT AXF

EifiC hlongmed.com EFEIIFEs Etfi= MDCPP.COM
DRE EFERSEES EFESETERE  ErESDREs EWmTIFs
LAEFEREINFES MEDICAL DEVICE WEB TRAINING KNOWLEDG KNOWLEDG
WECHAT OF CONSULTING CENTER ECENTEROF ECENTEROF MEDICAL

HLONGMED SERVICES MEDICAL DEVICE DEVICE
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