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7.0 {7 & .5 T 2P Labeling and Language& Instruction for use

7.1 4= & %1%+ Design of label
ARE LR85 VAT WA The label shall contain the following contents:
XAETH IR K LA, #it Manufacturer Name and address of EU representative
FEH LA FHEELH THARNS)
Name of manufacturer: QINGDAO HAINUO BIOLOGICAL ENGINEERING CO.,LTD
aeldeik: FEF LT ELATLE) RA%LT
Add: No.l1 Guangdong Road, Jiangshan Industrial Zone, Laixi, Qingdao, China
% Z w35 Tel: +86 532-86999302 1% A Fax: +86 532-86460000
¥ ER MK & EU representative: 3z CMC & 77 BARA FR 2 &)
CMC Medical Devices & Drugs S.L.
ak: ELBRM XA 185, Siide, HILF
Add: Horacio Lengo N° 18, CP 29006, Malaga, Spain  Tel:0034 951 214054
XS L AR AL () 4& L &4 Condom name, specification (type), quantity and code
M LAR: LH BN
Name: Sterile Wound Dressing
¥ CE 47 & A&t K25 CE mark and the registered code

TA1MRTFARAEH R, FROELORERNE—AMHA: Limited to the size of the
product packaging, product packaging on the contents of the label is generally:

= @€, % Initial packing of products

D= & 4 A% ; product name

@#13% % manufacturer

@iFiR: CEARIR, ALK KA. NMFE AL, REAHBZE LML A The CE logo,
sterilized by ethylene oxide, can not be reused, prohibit the use of damaged packaging
& 448 8,3 minimum sales packaging

D= & 4 A% ; product name

@#AHA 5 ; specifications and models

@M E 4% ; quantity

@%):E 8 #. MoK, £ B HArR; Date of manufacture, batch code, duration of use;
®#):£ % ; manufacturer

G M#LEA P operating instruction

@#rir: CEARiR. X ALK KA. ~FE Z1% A Identification: CE mark, sterilized by
ethylene oxide, shall not be reused

®#11& B 5 i B K & & ArF= x5k Name and address of the manufacturer and the
authorized representative of the European Union

& siz & 6,3 Product transportation package
@~ & % AR; product name
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@AAA 5, specifications and models
@M ¥4 ; quantity
@%):% 8 #1. oKL, & B AR Date of manufacture, batch code, duration of use;

O#E A 5B IANKE L ARF Kt Name and address of the manufacturer and the
authorized representative of the European Union

@#7iR: CEARR. X ALKKREA.. RMEETEMER., @ Bm, RFTIHE
Identification: CE mark, sterilized by ethylene oxide, shall not be reused, avoid
solarization and keep dry

7.2 7451 1 & K Using requirements of symbols

721"%F A LI KA H5 (STERILE):
a) FHUR T E TN E . F5F B RGRT, 12 ERAERAHNL
b)The size and location of the words are not specified. The size and location of the
symbols and dates are not specified
c) W#£: sample

STERILE|EO

7.2 2°PR KA 6 & 5 A= F £ (“BATCH CODE”. “LOT NUMBER”. “BATCH NUMBER”)
"Batch code" symbols and words

a) MARA: B 612 FERT, Fh 28k, Al 2428, RAAKFT 2424 Fo5Fedk
KA b9 R - I AE B AL E
Batch code: indicated by the 6 digit number, 2 digit year, month 2 digits, 2 digit serial

number; symbols and batch code size is not clearly defined.

b) #&%5: symbol
LOT

7.2 3 MBI a9 5 5434 (USE BY) Symbols and words for the term of use
Q) A5 FRERE, Lam: FraFwiaik, AWMz F58 MR T2 E T4
B AR HLE o

Next to the date of the symbol, its composition: four digits of the year, two digits of the

month; the size and location of the symbols and dates are not specified
b) XA 5 A B H1 & o0 AR B B BAAT4E A .

This symbol and date indicate that it must be used before this date
C)F5:

w

7.2 A% B 376 5 5 AF 4 (DATE OF MANUFACTURE)
Q) H5F R R, VA, FoaBuiaik, AnAe:; 5T RT
Fefz B A HHLZ
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The symbols are immediately followed by the date of manufacture, indicating the digits,
the year, the four digits, the two digits of the month, and the size and location of the

symbols and figures are not specified
b) &%

ol

7.2 5“3 E AL R 89555 A2/ F 4 (“DO NOT REUSE”. “SINGLE USE”. “USE
ONLY ONCE"):
Q)& 5 89 R Aoz B AR AL, A2 LR FHF 569 F M,
The size and position of the symbols are not specified, but the symbols must be kept clear
b)iX AN 5 & 7 R AeAL Al — Ko
This symbol indicates that it can only be used once

V=4

C)AT 7

7.2 61 %5 &AM % "Notice" symbol and content:
a) ZHTERA—MEeinE, BHLATREARE LRARENE SARA X BAETR
FREBNHENL. “EE"HITMANATARREE, L4ERABPAH".The symbol is a kind of
safety signs, should be used to highlight the label and no device related specific warning
or notice. The marked "note" is still sometimes used to express symbols "attention, see
instructions"

b) FFHFZFREARE F5AREENLEFTRDRRRBEEENT,
The symbol background color is yellow, the symbol and outline are black, and the symbol
size can be noticed only

C) AW TG @ FHAFIAL AHEENNE: 1R T E(FHRGRIESRSL): #E5F04;
ORI A A
After this symbol, the contents of the user's attention shall be stated: the use method
(special operation instructions); storage conditions; if the package is damaged, the use is

strictly prohibited
d) 4%

/A

7.2 70 R A 4% 75 Symbol for “DO NOT USE IF PACKAGE IS DAMAGED”

a) “ELFE AR 4% B AN S UH [ SR A 6 K M5, A48 A7 & E . Synonym
for "Do not use if package is damaged" is "Do not use if the product sterilization barrier or
its packaging is compromised".

DTN

o
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7.2.8 CE iNiti# it &, % 47 £ CE 4= & ; After CE certification, need to mark CE;

a) BHFAZT T 5MM, st T ASMK, ZRTITIRTHE.
The diameter of the drawing shall be no less than 5MM, and the size shall not be taken
into consideration for small instruments

b) % CEAR&EMEEY (HTH. ET@E) RSN EMRS,
Follow the registration number of the announcement body in the middle right (lower right,
right below) of the CE sign

C)CEMEREE. HL. FHFHE. BAME,
CE mark should be obvious, easy to see, clear handwriting, durable wear

d) B4

(

7.2 .9“%1:£ A% 5 Manufacturer symbol

A ZATRMAFER (FESFBSWRIAKBTHOGA) ) afhfarbtt, FRERFT,
The symbol shall be accompanied by the name and address of the manufacturer (who
delivers the medical device to the market) and shall be next to the symbol

L=

b) &=

7.2 10“B B I A AKX & " 5 "EU authorized representative" symbol

Q) ZA TR WA KRR KA LA fes b, FREIZA T
The symbol shall be accompanied by the name and address of the authorized
representative of the European Union, and shall be next to the symbol

L=

b) &5

EC | REP

7.2 11“%5# 1% B804 5 Refer to directions for use
a) “AE 8 LA A R4 69 % % . Reference operating instructions refer to
the operating instructions

b) i % S
[14]

7.2 12“# %, H &5 5 "Avoid sun” sign
a)frE& & 5 tag mark
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7.2 A3 & T IR 5 "Keep dry" sign
a)ir& 45 tag mark

73R BARA TIEREERE P M, BTG REEERRE P 2 M. Ifthe instrument
is used for clinical examination or customized by the customer, it should be indicated that
the clinical examination is special or the customer is custom-made
74 IRELRRNOESTHORBRR EGES 2K, HRIEESHEHAM. The language
used in the labels should comply with the requirements of the member of the European
Union, and the accuracy of the language shall be ensured.
7.5 47 % K Special requirements:
EPARKHRERGITE (Fook k), MBERE P HZRS, Lk EiRiE+, With the
exception of the conformance with the special requirements of the consumer, the
aforementioned requirements shall be complied with.
7.6 48X LA
a) MDD93/42/EEC Annex clauses 13 and VII
b) EN980:2008
c) [EN1041:2008
d) EFMiRE4442/4 language and tag control procedures
PR A4
M L BB R R B P AR 6935 3 18 Bl & K Annex 1: language requirements for
labelling of EU Member States
M 2: ARZAE45 Sample label
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Appendix 1:

Language Requirements for Labeling in the EU Member states

ysijod

anguage

ysiueq
yaina
ysi3u3
ysiuuig
youal4
uewJan
NEEI)
uel|e}
ysiueds
Ysipams
yoaz)
BIU03S]
uelssny
ueinle

J1pue|a|
ueiSamJIopN
ueliegunH
ueluenyin

Country

2sangniod

*

Austria

Belgium * * | K

Denmark *

Finland * *

France *

Germany *

Greece *

Holland *

Iceland *

Ireland *

Italy *

Luxembourg *x | Kk

Norway *

Portugal *

Spain *

Sweden *

Swiss * | K

UK *

Cyprus *

Czech *

Estonia * * | %

Latvia * * *

Lithuanian

Malta *

Poland *

Slovakia

Slovenia

Hungary

Yeno|s
RIUIAO|S
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Appendix2: T /AHE £ LHIREHEA
[ =& 4] L@
[#%# %] C050. CO51. CO52. CO53. CO54. CO55. CO56. CO57. C058. CO59.

[ Z&BA] 6cmx7cm . 6cmx10cm. 10cmx10cm. 10cmx15cm + 10cmx20cm. 10cmx25cm.

10cmx30cm., 10cmx35cm,

CiMA/ & xRty B fR] F 5 dis A4 TALH IR 8
CEMA/EZELRWER] LAEFSTRBIT L LM TR
(£ ~%5] PEALT L LATLE A%1T
[4£=8#]

[k 8#]

(A4 = AR ARE B, F5]

® [’l’ﬂ ,:75& g &ﬂ [LoT] |[STERILEEO

(&%, 2&FA]

— A AFHGALE b, ERAOLERBRCATFH LR

— A8 R AT RS A FE

—HIEN R, AT R E R Sk,

— RS A — KRB R F e, FHHE R

— o 3 kb P T A R

— AT &, BHATEINE, FRIE A

— A% R B iE 2 B F AR AR R KA

—C053-0056 (L2754 ) A = S —Hx 24 /) BF 3% —k, €050-C0528C057-C059 (PU 4 ) A =
Fo— Ak 72 B R H— K,

[45kk A B 54]
ToamTE., LEMAARERRTFHEN,
[CE #7& & F LM KA ]

c €o197

[RBXRK): HIEF CMC EJ7 EZMA R3]

[n]: Eidm BN XE 185, S, HHEF

E: EAARE RGP
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Appendix2: The label of the minimum sales unit

[ Product name] Sterile Wound Dressing
[ Product type] €050, C051, C052, CO53, C054, CO55, C056, CO57, CO58, CO59
[ Product specification] 6cm X 7cm , 6cm X 10cm , 10cm X 10cm , 10cm X 15¢cm , 10cm X 20cm
10cm X25cm, 10cm X 30cm, 10cm X 35cm,
[ The name of the registrant/production enterprise]
Qingdao Hainuo Biological Engineering Co.,Ltd
[ The address of the registrant/manufacturer])
No.1 Guangdong Road, Jiangshan Industrial Zone, Laixi, Qingdao, China
[ Manufacture address]
No.1 Guangdong Road, Jiangshan Industrial Zone, Laixi, Qingdao, China
[ Manufacture date]
[ Expiry date]

[ Graphics and symbols marked by product characteristics ]

® [l % &2 ] STERILE[EO

[ Warning and precautions]

- this product is a sealed sterile product. Do not use it if it is found damaged or opened
- clean and disinfect the wound area before use
- clean paste parts, so as not to sweat and other products affect viscosity
- this product is a disposable product, please do not reuse
- if you want to increase viscosity, you can warm it up a little
- this product is hypoallergenic. If irritation occurs, please stop using it immediately
- please don't touch the water pad when you use it
- C053-C056 (non-woven fabric) based products are generally replaced 24 hours a time,
C050-C052&C057-C059 (PU based) products are generally replaced 72 hours
[ Special storage and operating conditions]

at room temperature dry, non corrosive gas sealed storage. Prohibit the product stored in the air
exposed out of the packaging bag or box. The use of transportation under normal transportation,
prevent rain, no direct sunlight.

[ The CE mark and the registered code of the regulator ]

C€..

[ EU representative]
CMC Medical Devices & Drugs S.L.
[Add]

Horacio Lengo N2 18, CP 29006, Malaga, Spain
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U REE

[ =& 8AR) LA
[ ~%#A %] co50. CO51., CO52. CO53. CO54. CO55. CO56. CO57. C058. CO059.
[ & &AM Y6cmx7cm . 6cmx10cm. 10cmx10cm. 10cmx15cm . 10cmx20cm. 10cmx25cm.
10cmx30cm+ 10cmx35cm,

[Fmbfe, T2EMER. AP LHRBHERKRS., BRAKH, I, @EREMK,
EFPERARERUAESSIERATA, LHSHSTFERARIFEAR. RoHd,
[£AER]

& BTG A5 mAs sy, BT RkAs 2 g BB b IR, EAVMRETE, BikmE

x4 o g R
[1# A 3%9A )

R RKZAT, BRAFZHEFHO., Sk m, FFEER, BFEFaG O, 5
hiGle ARy EhE, HBERAEE, B4R E Qe A B AR
[#5, 2&FR]

— KRB ABHOLA TR, ERAQLEEMRCATFIFDIER

— A AR A5 A I A

—FHEN R, AT REY T S,

— KA —REAER F 5, HHEEER,

— do F 3G o kb P ST AR O R

— RS AT S, HEHATHEA L, FHZRIFEE R,

— A& A BiE 7 B F AR R KR,

—C0053-C056 (25 A 1) A& & o —A% 24 it £ #—2k , €050-C0528C057-C059 (PU %) A& &~
o —fE 72 B R He— 0k,

[ =& drdothdhdh ik, H5kA. EMmEH. Fik]

T# BT LB AR E RN R LR AR RRAETIREREL T AT A5
AIRBTREF BT EH, Bibddk, 20 LAERBH,

[(£Z88,. £XBH] Lak
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instructions

[ Product name] Sterile Wound Dressing
[ product model] C050, CO51, C052, CO53, CO54, CO55, CO56, CO57, CO58, CO59
[ size of product] 6cm X 7cm, 6cm X 10cm, 10cm X 10cm , 10cm X 15¢cm , 10cm X 20cm , 10cm

X25cm, 10cm X30cm, 10cm X 35cm,

[ product performance, main structure, ingredient]
Sterile wound dressing consists of a medical adhesive tape, absorbent pad, isolation film, packing
bag, the medical adhesive tape is a fabric or film for backing, composed of polymer medical
adhesive. Without drugs.

[ scope of application]
Apply to the wound surface paste protection, used to absorb the wound blood and exudate of
the body fluid, to prevent bacterial infection of the wound as a mechanical barrier.

[ direction for use]
Before using this product, should first clean and disinfect the wound. Along the direction of the
arrow and unwrapped it, the pad alignment of the wound site, have the right and left sides and
remove the protective layer, fixed position, and then press the peripheral parts to achieve
appropriate paste.

[ cautions]
- this product is a sealed sterile product. Do not use it if it is found damaged or opened
- clean and disinfect the wound area before use
- clean paste parts, so as not to sweat and other products affect viscosity
- this product is a disposable product, please do not reuse
- if you want to increase viscosity, you can warm it up a little
- this product is hypoallergenic. If irritation occurs, please stop using it immediately
- please don't touch the water pad when you use it
- C053-C056 (non-woven fabric) based products are generally replaced 24 hours a time,
C050-C052&C057-C059 (PU based) products are generally replaced 72 hours

[ product maintenance and maintenance method, special storage, transportation conditions
and methods]
At room temperature dry, non corrosive gas sealed storage. Prohibit the product stored in the air
exposed out of the packaging bag or box. The use of transportation under normal transportation,
prevent rain, no direct sunlight.

[ ate of production, date of expiry] see packing
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[EFBRIFZEERGEBL. 5. BEEHAENAE] [using the labels of medical

devices graphics, symbols, abbreviations and other content explanation]
® K |« [
STERILE[EO ,L\ ‘T‘
(. -
FRACIE KA TRe 2 K A% R % %18 A A 4 PR TR wHEAE NP
Sterile EO Can not be used 2 keep out of the direct Keep dry Please refer to the
times sun instruction manual
EC |REP d g o] LOT
B AR AR A ENE 3 R 5 ENSEE E
European authorized manufacturer period of validity date of manufacture batch number
representative

[EMA/ AN LAR)Y F B EZEA M TAER IR 3] The registrant / manufacturer name:
Qingdao Hainuo Biological Engineering Co. Ltd.
[EMA/AEELNAER])] LAEFETELAILRE] £5% 1 5No. 1 Guangdong Road,

Jiangshan Industrial Zone,

Laixi,

Qingdao,

China

[ M A/ 4 = & k8RR 7 X JContact person / production enterprise registration 0532
—86463333/86464444
[ % 5% 3#24{2) after sale service # & it A4 TA A M. 3 Qingdao Hainuo

Biological Engineering Co.

Ltd.

[A 2] WAEFSTELEILRE] #% 1 5No. 1 Guangdong Road, Jiangshan

Industrial Zone,

Laixi, Qingdao,

China

[CE #=7 & A F M X 4] CE logo and audit organization code

C€..

[ % 284X % EU representative]:

BT CMC E 75

[k Add]:

ER®RL 185, O

L3580 45 49 % 40 B 7] 2022 % 12 /4 01

[HAHmAST]Y % 101K

A MR/ 5] CMC Medical Devices & Drugs S.L.

, ¥ Horacio Lengo N° 18, CP 29006, Malaga, Spain




