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ALLMED MEDICAL

GAUZE ROLL
Digitally signed by Bolea Petru
Date: 2024.09.09 14:03:23 EEST
Reason: MoldSign Signature
TECHNICAL PROPERTIES Location: Moldova

Content: 100% bleached cotton yarn;

Weft-Warp String number: 40Sx40S/30x30, 232g9/m2;

Width: 90 cm;

Length: Standard length is 90 meters, Other length can be cut as required:

Shelf life: 5 years.

Ior and on behalf of

& ED MEDICAL PRODUCTS €O, LIMITED

--------
-------------------
.................

----------------

Document No.: Revision No.: Date of Revision: Approved by:
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ALLMED MEDICAL

Non-Sterile Hydrophilic Gauze Roll

REF Code Specification BOX in (Roll) | Box Size (cm)

AM-GR90-90-24A Non-Sterile Gauze Roll, 4 49 x 48.5 x
232g/m2, width: 90cm, 24cm
length: 90m

AM-GR90-90-24A-1 Non-Sterile Gauze Roll, 195 41*35.5*24cm
232g/m2, width: 90cm,
length: 1m

AM-GR90-90-24A-2 Non-Sterile Gauze Roll, 120 44*36.5*24cm
232g/m2, width: 90cm,
length: 2m

AM-GR90-90-24A-5 Non-Sterile Gauze Roll, 56 46*40*24cm
=232g/m2, width: 90cm,
length: 5m

AM-GR90-90-24A-10 | Non-Sterile Gauze Roll, 30 48.5*40.5*24cm
232g/m2, width: 90cm,
length: 10m

AM-GR90-90-24A-20 | Non-Sterile Gauze Roll, 12 46*34.5*24cm
232g/m2, width: 90cm,
length: 20m

AM-GR90-90-24A-50 Non-Sterile Gauze Raoll, 6 54.5*36.5*24cm
232g/m2, width: 90cm,
length: 50m

AM-GR90-90-24A-100 | Non-Sterile Gauze Roll, 4 52*51.5%24cm
232g/m2, width: 90cm,
length: 100m

iGAL PRODUCTS €O, LIMITED
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ALLMED MEDICAL

Intended use:

This device is intended to be widely used in medical circle and other area for
preparing of dressings or tampon with their further fixation on the wound, with
protection and barrier function (mechanical) of the injured skin. MD Class | according
to Regulation (EU) 2017/745 of the European Parliament and Council.

Product standards: In compliance with EN 14079.

Certificates: CE, 1S013485.

Labeling: in accordance with Chapter IIl (23) of Annex | of Regulation 2017/745 of

the European Commission.
Cautions:

* Read instructions before use.

» Before usage check the packing completeness, the LOT number and expiry date.

* Use only if package is undamaged and validity not expired:;

* For single use.

* Destroy after use.

Properties:

» Non-toxic;

* Hypoallergenic;

* Non-inflammable;

* PHT and DEHP free;

* Latex free;

* Durable, hold the dressing securely in place;
* Easy to cut to any shapes and sizes;

* Super softness and patient comfort;

* Highly absorbent; P o

« Low linting: ALLinc

* Free from loose wires;

* Non-Sterile unit packages.

1 f\ 319 of

.......................

EDIGAL PRODUCTS €O, LIMITED
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ALLMED MEDICAL

Instructions for use:

1. Examine individual package of a roll for integrity of packaging prior to use. Do not
use if packaging is broken.

2. Wash hands. (Wear gloves where necessary).

3. Before usage, open the roll package.

4. Cut the appropriate Gauze Material size for your procedure.
5. Apply the bandage in accordance with your facility’s protocol.
6. Support the injured area while bandaging (if necessary).

7. Immediately dispose of after single use.

Packing:

- each gauze roll is individually packed

- then is packed in strong export carton

Storage:

Protect from sunlight, extreme humidity and heat sources. Not store with organic or
chemical solvents. Not store with corrosive gases. Store in dry, cool, good ventilated
and clean room, where temperatures between 10°C and 40°C and relative humidity
between 30% and 60% are recommended. Once the package is opened, store the
remaining roll isolated in clean environment in compliance with conditions mentioned
above,

“ ALLMED MEDICAL PRODUCTS CO.,LTD.

Address: No.18 Qi Xing Road, Majiadian Town, 443200 Zhijiang City, Hubei
Province, P.R.C

For and on beqaif of

ALLED MEDICAL PRODUCTS €0, LIMITE

—
=
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ALLMED MEDICAL

GAUZE BANDAGE

TECHNICAL PROPERTIES

Content: 100% bleached cotton yarn;

Weft-Warp String number: 40Sx40S/30x30, 232g/m2;
Width: 10cm, 14cm, other sizes available;

Length: 5m, 7m, Other length can be cut as required;

Tor and on behalf of
sieiFlieso years ALLiED MEDICAL PRODUCTS CO., LIMITED
Non-Sterile Hydrophilic Gauze Bandage @m é.\mv
"""""""""""" Authorized Signature(si
REF Code SIZE BOX in (Roll) Box Size (cm)
AM-GB10500 10cm x 5m 540 45x 36.5x 38 cm
AM-GB14700 14cm x 7m 360 51 x48.5 x 31 cm

Document No.: Revision No.: Date of Revision: Approved by:

WP-011100-AL-03 R-002 2022.10.12 Susan Liao
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ALLMED MEDICAL

Intended use:

This device is intended to be used for fixation of dressings or tampon on the wound,
with protection and barrier function (mechanical) of the injured skin. It provides mild
compression and support. MD Class | according to Regulation (EU) 2017/745 of the
European Parliament and Council.

Product standards: In compliance with EN 14079.
Certificates: CE, ISO13485.

Labeling: in accordance with Chapter Ill (23) of Annex | of Regulation 2017/745 of
the European Commission.

Cautions:

* Read instructions before use.

* Before usage check the packing completeness, the LOT number and expiry date.
* Use only if package is undamaged and validity not expired:
* For single use.

* Destroy after use.

Properties:

* Non-toxic;

* Hypoallergenic;

* Non-inflammable;

* PHT and DEHP free;

* Latex free;

» Soft and comfortable;

+ Low linting;

For and on behalf of

L eaniATe O | IMITE
* Easy to cut; R sEDICAL PRODU'\JTS (0, LIMITED

IR

* High absorbance capacity;

* Free from loose wires; .
L

* Non-Sterile unit packages. M o
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ALLMED MEDICAL

Instructions for use:
1. Select the appropriate Gauze Bandage size for your procedure.

2. Examine individual package for integrity of packaging prior to use. Do not use if
packaging is broken.

3. Wash hands. (Wear gloves where necessary).

4. Before usage, open the unit package.

9. Apply the bandage in accordance with your facility’s protocol.
6. Support the injured area while bandaging (if necessary).

7. Immediately dispose of after single use.

Packing:

- each bandage is rolled and individually packed

- then is packed in strong export carton

Storage:

Protect from sunlight, extreme humidity and heat sources. Not store with organic or
chemical solvents. Not store with corrosive gases. Store in dry, cool, good ventilated
and clean room, where temperatures between 10°C and 40°C and relative humidity
between 30% and 60% are recommended

“ ALLMED MEDICAL PRODUCTS CO.,LTD.

Address: No.18 Qi Xing Road, Majiadian Town, 443200 Zhijiang City, Hubei
Province, PR.C

Eny andd ol

Document No.: Revision No.: Date of Revision: Approved by:

WP-011100-AL-03 R-002 2022.10.12 Susan Liao

Page3of 3



B XXy

ALLMED MEDICAL

STERILE GAUZE BANDAGE

TECHNICAL PROPERTIES

Content: 100% bleached cotton yarn;

Weft-Warp String number: 40Sx40S/30x30, 232g/m2;
Width: 10cm, 14cm, other sizes available;

Length: 5m, 7m, Other length can be cut as required;

Shelf life: 5 years For and vn behalf of

ALLWED MEDICAL PRODUCTS CO., LIMITED
Sterile Hydrophilic Gauze Bandage .

WA G Lxdﬂ

e dhorized Signature(s)
REF Code SIZE BOX in (Roll) Box Size (cm)
AM-GB10500-S 10cm x Bm 540 45 x 36.5 x 38 cm
AM-GB14700-S 14cm x 7m 360 51 x48.5x 31 cm

Document No.: Revision No.: Date of Revision: Approved by:

WP-011100-AL-01 R-002 2022.10.12 Susan Liao
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ALLMED MEDICAL

Intended use:

This device is intended to be used for fixation of dressings or tampon on the wound,
with protection and barrier function (mechanical) of the injured skin. It provides mild
compression and support. MD Class |-sterile according to Directive (EU) 93/42/ EEC
(DL145/2009).

Product standards: In compliance with EN 14079: EN ISO 11737-2.

Certificates: CE, 1ISO13485.

Labeling: in accordance with according to Directive (EU) 93/42/ EEC (DL145/2009).
Cautions:

* Read instructions before use.

* Before usage check the sterility validity, packing completeness, the LOT number and
expiry date.

* Use only if package is undamaged and validity not expired.
* For single use. The re-sterilization is prohibited.
* Destroy after use.

Properties:

* Non-toxic;

* Hypoallergenic;

* Non-inflammabile;

* PHT and DEHP free;

 Latex free;

 Soft and comfortable;

* Low linting;

* High absorbance capacity;

* Easy to cut;

» Free from loose wires; For and on belalf of
| R

ALLVED MEDICAL PRODUCTS CO,, LIMITED

» Sterile unit packages.

.................................................................

Authorized Signature(s!
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ALLMED MEDICAL

Instructions for use:

1. Select the appropriate Gauze Bandage size for your procedure.

2. Examine individual package for integrity of packaging prior to use. Do not use if

packaging is broken.
3. Wash hands. (Wear gloves where necessary).

4. Before usage, open aseptically the unit package.

5. Apply the bandage aseptically in accordance with your facility’s protocol.

6. Support the injured area while bandaging (if necessary).
7. Immediately dispose of after single use.

Packing:

- each bandage is rolled and individually packed

- then is packed in strong export carton

Storage:

Protect from sunlight, extreme humidity and heat sources. Not store with organic or
chemical solvents. Not store with corrosive gases. Store in dry, cool, good ventilated
and clean room, where temperatures between 10°C and 40°C and relative humidity

between 30% and 60% are recommended

“ ALLMED MEDICAL PRODUCTS CO.,LTD.

Address: No.18 Qi Xing Road, Majiadian Town, 443200 Zhijiang City, Hubei

Province, P.R.C

For and on behaif of

AL4./ED HEDICAL PRODUCTS €0, LIMITED

.................................................................

Authorized Signature(s,

Document No.: Revision No.: Date of Revision:

Approved by:

WP-011100-AL-01 R-002 2022.10.12

Susan Liao
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ALLMED MEDICAL PRODUCTS CO.,LTD
No.18 Qixing Road, Majiadian Town,443200

Zhijiang City, Hubei

Quality Report

grovinge, (Ching)

(Absorbent Cotton Gauze)
Report No: 2306001 Report Date: 2023.06.02
fil & ALLMED MEDICAL PRODUCTS FE
Manufacturer CO.LTD Reference No. AM-GB10500-S/AM-GB14700-S
i #% WS
Speoification 4OS><405/30><30 Gauze PO# 2023002
RIS HE A ) F (1]
Inspection Quantity Gl Inspection Date 4R Gl
B 1E EN14079 R R c *WI
Characteristic REQUIREMENT OF EN14079 RESULT Ghimes
(Yes or No)
AL HTER REAIR . AR B A A
Fibre consists of single cell, in the form of
flattened tube with thick and rounded walls
f‘f%’ﬁf W 51|J ?/f{_x\ IDENT [}tf%} A. B. C H)ll and Often thSted
Fibrefldre‘r:t’i'filcation Shall conform to the IDENT tests A, B B. 4R H, Yes
and C Fibre becomes violet with iodinated zinc
chloride solution.
C. #h4 KiGifi.
Fibre does not dissolve
LT ARG A & KEBHIE .
Acidity and alkalinity No pink colour develops in either portion No pink colour develops in either portion
H - VDB AN AT 1 40 ke 25 4 :
bh ok £ 4 R |i|i)u./ ,ﬂi.:I’}[\J.ﬂ’]ﬂ.‘/K/$/g K WA K LT 4
Foreign fibres Only occasionally & oW IsolaEl No isolated foreign fibres R
9 foreign fibres allowed
o TRV BRI BT % - A ;
% : A LIRS (B Y
No intense blue fluorescence shall be . - Yes
Fluorescence displayed No intense blue fluorescence displayed
2% Warp 120+6th/100mm 116 th/100mm Yes
#fi % Weft 12046th/100mm 115 th/100mm Yes
Y /A e # R
HITAILE > 320 g/m? 32.25 g/m? Yes
Mass per square metre
RN et MD: 260N CD: 250N MD:109.0N; CD:89.5N Yes
Minimum breaking load
WK 4] <10's 1.21s Yes
Sinking time
Bk mT i) 0 0
Ether-soluble substances Ll L 2%
REETEY)
Surface active substances o {-0m i
KAL) o )
Water-soluble substances =05 el e
VR RS IBERE. %, Madme ARE. B, madiat
Sta (ch i deﬁxtrin Shall not show any blue, violet, reddish No blue, violet, reddish or brownish colour Yes
£ or brownish colour develops
” : AHIE ZH R Y5 W GY6 e AT I Y5
NER =R
Extraiﬁ;lfg?:/gﬁt%i%)iatter Shall not be more intensely coloured Colour is less intense than reference solution Yes
9 than reference solution Y5, GY6 Y5
HRAR & <8.0% 4.02% Yes
Loss on drying
W K 67 < 0.40% 0.13% Yes

Sulphated ash

Z#  Conclusion

Complies with EN14079

H#4% (Reviewed):

You Dequan

FH S Form#: 54#QR-003-002:

F &b #E N Approved By: XI|E &

1 OF 1

A% (Prepared By): Zheng Qiong

4T H #A Effective Date:  2020-08-07

MK LS Relevant documen#: N/A




ALLMED

ALLMED MEDICAL PRODUCTS CO.,LTD
No.18 Qixing Road, Majiadian Town,443200
Zhijiang City, Hubei province, (China)

& %5 Report No: 2401001

Absorbent Gauze Quality Report

AR EHR S

% H #3:Report Date: 2024.02.03

AM-GR90-90-24A/AM-GR90-90-24A-50

Hl & ALLMED MEDICAL aTiRes
Manufacturer PRODUCTS CO.LTD Reference No. AM-GR90-90-24A-5/AM-GR90-90-24A-10
AM-GR90-90-24A-20
# k% Specification 40°X 40°/30X 30 1] 5 PO# 20231201
LSRN = KERS O Sterile CKH
Inspection Quantity Sterilization Status . Non-Sterile KKH
A : KT
Ml 3 Inspection Date 2024.01.30 Seailization Mathicds J ETO [ Steam O Gamma
45 4E EN14079 Z3K iR Co;r&nuﬁies
Characteristic REQUIREMENT OF EN14079 RESULT
(Yes or No)
YT 4 IDENT iR3& A. B. C I :
Fibre Identification Shall conform to the IDENT tests A, Band C Complies Yes
FR B i (HEABERLE)
Acidity and alkalinity Neutral(no pink color develops in either portion) Neutral Yes
s H i B> &L AR A4 IPS .
Ol ccasoaly  fowisolatd e s
oeid foreign fibres allowed 9
RPLE kR4 R e f b B e kL. B> &
ILAEFSESL, AR RIE R K. N
ok It shall only display a slight brownish-violet A WSRIE BHH
Eliitascence fluorescence and a few yellow particles. No strong blue fluorescence was Yes
With the exception of that shown by a few observed
isolated fibres, no intense blue fluorescence
shall be displayed
2% Warp 120 £6th/100mm 117 th/100mm Yes
£h% Weft 120+6th/100mm 116 th/100mm Yes
kR - 2
Mass per square metre = 32.0 g/m 32.61g/m2 Yes
/N R ; ; g ; .
Minimum breaking load MD: =60N CD: =50N MD:93.8N; CD:79.9N Yes
W 7K et (8]
Sinking time <10's 1.478 Yes
fik o AT )
Ether-soluble substances =0.5% 0.31% Yes
REVEHEY
Surface active substances <2mm Omm Yes
KT
Water-soluble substances <0. 5% 0.3% Yes
RIS ARERE. %, MasiEt KEW. ¥, Madse
Eherch and desdrin Shall not show any blue, violet, reddish or No blue, violet, reddish or brownish colour Yes
brownish colour develops
PEMR B N AR T X I8 Y5 8k GY6 ai i
AT IR [ SRS R $LT )
Emra;{aitﬁcgﬁﬁf\%g%\atter Liquid obtained shall not be more intensely Complies Yes
coloured than reference solution Y5,GY6 or
blue reference solution
FIRRE
Loss on drying < 8.0% 3.03% Yes
WRER £ K
Sulphated ash < 0.40% 0.16% o
% Conclusion Complies with EN14079
F %985 Form#: AMQR-005-007 1 OF2 AT H # Effective Date: 2023-01-01

RIEHLHEN Approved By: XIEH I

A% 145 Relevant documen#: SIP-1-004
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ALLMED MEDICAL PRODUCTS CO.,LTD
No.18 Qixing Road, Majiadian Town,443200
Zhijiang City, Hubei province, (China)

* Inspection sampling procedure in accordance with ISO 2859.
#HZA (Reviewed): YouDegquan #E#% N (Prepared By): ZhengXiaoting

&% S Form#: AMQR-005-007
FH&HMHE N Approved By: X 'H #F

20F2 47 H Y Effective Date: 2023-01-01
A=K S Relevant documentt:  SIP-1-004
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