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Certificate of quality No.7

Product Name Sizes
509 zig-zag
. . . . . 100g zig-zag
Medical hygros_c.oplc hygl.enlc 2009 zigzag
cotton wool is non-sterile

Manufacturer
Declaration of conformity
Date of manufacture

UKRFARMEXPORT LLC
from 02.02.2021"

2021-07
Expiration date 2027-07
Batch number (LOT) 07
No. Name of indicators Requirements of the ND Measurement
50g | 100g [ 200g results
1. Composition Cotton Meets the
requirements
2. | Description Layers of white color, which consist of Meets the
correctly placed fibers requirements
3. | Clogging, % 1,50 Meets the
requirements
4. | The presence of impurities: Not allowed Meets the
needles, splinters, etc... requirements
5. Humidity, % 8,0 Meets the
requirements
6. | Ability to absorb, g 19 Meets the
requirements
7. | Capillarity, mm 67 Meets the
requirements
8. | Water extract reaction Neutral Meets the
requirements
9. Degree of linen for sterile 66 Meets the
cotton wool, % requirements
10. | Scent Not allowed Meets the
requirements
11. | Labeling and packaging According to specifications Meets the
requirements
12. | Mass of cotton wool 50+4,0 100+5,0 200+9.0 Meets the
requirements
13. | The size of the packed (80+10) x (90+10) x | (110+10) x Meets the
cotton wool (190+15) x | (280+15) x | (350+15)x | requirements
(50+5) ( (70+5)

Director Khrushch Bohdan
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EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

A.R.-CERTIFICAT

(ARTICLE 14.2 OF THE DIRECTIVE 93/42/EEC ON MEDICAL DEVICES)

REF. NO.: PD1086-2021
ORDER NO.: JC9477-2020 DATE: 25/03/2021

MANUFACTURER:  UkrPharmExport LLC FACILITIES:  ykPharmExport LLC
Sobomosti ave. 30-A Sobormosti ave. 30-A
Office 308.312, Qffice 308-312,
02154 Kylv, Ukraine 02154 Kyiv, Ukraine

PRODUCT Please See Annex A - List of Devices (25 Devices, B Pages}

CATEGORIES:

MODELS:

Please See Annex A - List of Devices (25 Devices, 8 Pages)

The European Authorized Representative Center Obelis s.a. declares that the aforementioned manufacturer
has fulfilled the essential requirement of appointing a European Authorized Representative in accordance
with article 14.2 of the MDD 93/42/EEC and to the terms and conditions set out in the agreement entered into force on
0170512020+

- - Ohelissa.- QEARC
Regutered A
Bt Cbrvdeal Wahis 52

ruxelies

S84 Rhx + 82T TR B O

a3l 7353
Mr. G. Elkayam CEO
Obelis sa
~ ‘&54*6 T"“} 1.53@% Obelis European Authorized Representative Center is 3 member of tie Europesn Assoclation of

VL

ER s i %a - Authorized Representatives (E.AAR.), 150 9001 : 2015 and 150 13485.: 2016 certified in accordance
 Paa X By to the profession of a European Authorized Representative.
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“Ihis centficale is nola conlinmation bf product notifieglion Bor-an approval o place products on thw market
' This cerliicate will become voig aulomatically uion lerainalion of the EAR apreement

s

 Regietered Address: Bd. Général Wehis 53 - 1030 Brussels 1 Hagistered] Office Address : Bd Brand Whitlock 30, B-1200 Brussels - Belgium
1 #32(0)2 7326064 | F: +32(0) 2 732 6003. 1 Emal mai@obelis net | Websit: www. obelisnet
V3 -~ ID: 00453418 — 22/02/2019




Order No.: JC9477-2020
Ref No.: PD1086-2021

BT

{Article 9, section 1 of the Directive 93/42/EEC on medical devices)

Catalogue
# | reference | Commercial Name Genexic Device
number L
Rivulet Cotton Wool -
1. Surgical absorbent
medical cotton woolin |Cotton wool rol],
N/A roil non-sterile
Rivulet Cotton Wool -
2. Hygienic absorbent
medical cotton wool in [Cotton woof roll,
N/A roll non-sterile
Rivulet Cotton Wool -
3. Surgical absorbent
medical cotton wookin
N/A zigzag tape Cotton pleats
Rivulet Cotton Wool -
a. Hygienic absorbent
medical cotton wool in
N/A zigzag tape Cotton pleats
Rivulet Cotton Wool -
5. Surgical absorbent
medical cotton wool in [Cotton wool roll,
N/A perforated tape non-sterile
Rivulet Cotton Wool -
6. Hygienic absorbent
medical cotton wool in |Cotton wool roll,
N/A perforatedtape non-sterile

Short description

Hihis

For medical
manipufation and
hygienic care.
Intended for use as
ready-made
dressings.

Scope - treatment
and prevention
facilities and
individual use.

G::::“ Class | Rule
582324 4
58232H 4
58234} 4
582341 4
58232}t 4
5823241 4

[10f8



Intending: ready-
made dressings and
for the production of

7. surgical dressings.
Used as a fixing
|agenti,,
et Structure b"riff'\"iides%
high hygroscopicity: |
e Scope - treatment
. ' o é’na‘pfeven'tion .
Rivulet gauze ban,;iage? Woven gauze roll, facilities and . -
N/A Medical gau;a‘bgndage non-sterile individual use. . 4812611
The fixing bandage is
e v : used for fixing
o compresses, medical
bandages, dressings
8. i of ali'types, !
/ cannulas, etc. '
Rivulet - Medical elastic [Pressure bandage,
in_ [non-latex, non-
N/A sterile, reusable
tréa men:rfbf E
varicose véxivns,
chronic
% thrombophlebitis,
9. support of joints and
soft tissues at rest
afterinjuries.and
. operations.
Rivylet - Medical elastic [Pressure bandage, /
bandage in tape short |non-latex, non- ‘
N/A " stretch” sterile, reusable 61223l
. |Rivulet - Médigal elastic [Pressu-e bandage, ;
10. bandage\ir‘i&tapxéy non-latex, non- %,
N/A redium stretch; h sterile, reusable 6122311+
Rivulet —?\hedigé elastic |Pressire bardage, T
1. bandage in tapé high.  |ron-latex; non- o
N/A stretch sterile, reusable B 61223|l
Intended for use
during rehabilitation;
sports medicine;
neurology;
12, pediatrics; military
medical
Rivulet - Medical elastic |Pressure bandage, |rehabilitation.
adhesive bandage in non-latex, non-
N/A tape short stretch sterile, reusable 61223}!
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13.

N/A

fixation of the wrist ‘
joint Lt

Rivulet - Bandage for

Intended for use
rehabilitation period
after plaster
bandage wearing or
in case of
ligamentous injury
along with fixation of
radiocarpal joint and
thumb joint, in case

lof arthrosis, arthritis

_|{wristbinder,
reusable

etc.

ey

14.

k.

T Zar ]
g &

Rivulet - S%pp‘arting
arm bandage

s Pressure-
management
bandzage, padded

Bandage used in

=|fractures of hand,

sprainmghd'in the
postoperative
period.

43817|!

N/A

o

medical prophylatic
surgical efastic with
edges of rigidity

Pressure bandage,
non:tatex, non-
sterile, reusable

Bandage is used for
osteochondrosis,
radiculitis, landslides
and hernias of

intervertebral discs
ljfém&r_p\ing nerve

injures,chroni

in the Jd

58963

61223|1

et

-

|30f8



16.

"4

Rivulet - Bandage

postoperative

Pressure bandage,
non-latex, non-

|the anterior

s{strangulation

sterile, reusablejii

Bandage is shown at
early immobilization
after surgery for
organs of abdominal
cavity including
caesarean section;
prevention of
formarion of
postoperative hernia

abddiinal wall
{muscle weaknegs;..
after Jarge cuts);

prevention of
postoperative ﬁ%?nia
that can be set, linea|
alba hernias,
umbilical hernias.

17.

P

N/A

Rivulet - Knee joint
bandage

damage and sprains,
synovitis, bursitis, as
well as forthe
prevention of
injuries and ilinesses
with physical
exertion. It is used in
the rehabilitation
period, after wearing
a plaster cast.

Knee

support/thermal
therapy bandage

56282
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18.

N/A

Rivulet?Knee jcint

Warming bandage

£

Knree

support/thermali.if

thérapy bandage

A bandage s
ensuring of the soft
fixing and
compression of knee-
joint at traumas and
damages of copulas,
at the pains in a joint
caused by arthiritis,
bursitis and
synovitis.

2 B,

g,

56282

19.

T

N/A

bandage in the shape of

Rivulet - Elastic

eight for fixatior of the

The bandage is used

in ligamentous injury [

of an ankle joint and
foor; rehabilitation
period after plaster
bandage wearing;
prevention-of
dislocation or

linjuries during

Ankle binder,
reusable

joint and Achilles'
tension.

ading on an ankle - |

44481

20.

N/A

ankle joint

Rivulet - bandage pre /
postnatal partum

|abdominial we
Lissue gainst
+ [excessive stretching.

The bandage is used
ito remove tension in
the lumbar-sacral
spine, reduces pain:
Protects the

Abdominal binder,
reusable

47127
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21,

i

Rivulet - Bandage
Lumbar-sacral

i #

e

bandage, non-latex,
reusable

¢

2 sygg;;gme. Sciatica,

Tdbular support o |

The bandage is used
to easy fixing and
stabilizing the
lumbar spine as well
as back muscles relax
and anti-pain effect.
The bandage is used
for pain in the
lumbar spine of
various etiologies,
osteceHondrosis,
spondylolisthesig .
including pain

myositis, bruising of -
the lumbar-sacral
spine. Recovering
from injuries and
operations on the
lumbar-sacral spine.

22.

Rivulet - Warming

elastic belt

Tubuler support
bandage, non-latex,

reusatle

The warming elastic
belt is used.inthe
treatment and
prevention of
neuritis, radiculitism
myositis. The
product reduces the
pain syndrome,
removes muscle
tension, and alst

of the bélt
has'a beneficial

effect on the internal
organs and improves
the blood circulation.
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23.

N/A

24,

N/A

Rivulet - Posture
corrector (reclinator)
elastic clavicular for
children

 [Wearable lumbar

R

B

S

The bandage is used
to the period of
rehabilitation after
injuries and
operations on the
thoracic spine;
damage of posture in
children and adults;
spondylopathy and

_|osteochondropathy

of the thoracic spine;
increased phys‘ica%xu%
activity, forced long
stay,in a static
position; middle and
late periods of .
rehabilitation after
injuries and
operations on the
lumbar spine.

e clavicula ;
posture correctoris
used for treatment
and rehabilitation
afterinjuries-and
operations onthe
upper-thoracic spine,
clavicle. Applied with
kyphosis,
kyphoscoliosis,
pterygoid scapula
and juvenile /
osteochondrop»a:\:gby;
usedin

fosteschondrosis of
«|the tpper-thoracic:
" |spine, mild«

'spofid\'/lopathg;,‘«'

Wearzble lumbar
spine traction device

osteoporosis.

|70f8



25,

Rivulet - Posture
correctar {reclinator}
N/A elastic for collarbone

Wearable lumbar
spine traction device 6121441

The clavicular
posture corrector is
used for treatment
and rehabilitation
after injuries and
operations on the
upper thoracic spine,
clavicle. Applied with
kyphosis,
kyphoscoliosis,
pterygoid scapula
and juvenile
osteochondropathy,
used in
osteochondrosis of
the upper thoracic
spine, mild
spondylopathy,
osteoporosis.

* Annex A part of the Agreement,

** The here above product list classification is based on the classification claim of the manufacturer and
under its sole cespansibifity (MDD 93/82/0LC, artigle 2§ Annex IX; MEDDEV 2.4/1 Rev.8, chapter 3.1 & 3.3}

Obelis s.qa.

Signature: e
&5,

Stamp:

Date: 25/03/2021 @
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elis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

CERTIFICAT

MDD NOTIFICATION

Ref. No.: PD1101-2021

Date: 25/03/202
Order No.: JC9477-2020

THIS 1S TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 93/42/FEC WE, HERE AT OBELIS
SAA{O.EARC) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE FEUROPEAN
AUTHORIZED REPRESENTATIVE (EC REP) OF:

NAME: UKRPHARMEXPORT LLC

ADDRESS: SOBORNOST! AVE. 30-A OFFICE 309-312, 02154 Ky1v, UKRAINE

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE,

The Manufacturer declares that the Ciass | * devices compiy with the Directive including all essential requirernents.

The Manufacturer has provided Obelis s.a, {O.E.A.R.C.) with all the appropriate declarations as per the Couricil Directive
S3/42/EEC article 11 requirements, including the EC Declaration of Conformity {according to Annex VIIj confirming that
their Class | medical device(s), as stipulated here below, is/are fuifilling the applicable requirements of the Council
Directive 93/42/EEC.

The notification of the following medical device(s) has been completed by Obeiis 5.a. (0.E.AR.C.) on the 16/03/2021 in
compliance with the Council Directive 93/42/EEC - article 14 requirements,

CLASS | MEDICAL DEVICE(S): PLEASE SEE ANNEX A - LIST OF DEVICES (8 PAGES, 25 DEVICES)

As of the 17/03/2020, and as long as the Manufaciurer will continue complying with the hereabove mentionec
requirements™, he therefore:

= Is required to affix the CE marking on these davices;

- May place these devices in the European Union and EEA territory,

Mr. G. Elkayam CEO
Obelis sa

~ ﬁ/y( %%\ ﬁi%(”r%z%\ Obelis. European’ Authorized Representative Center.is ‘a member of the European Assnciaticn of
Ea w }%{ i; Authorized Representatives {EA.AR.),-150° 8001 & 2015 and. 1SC. 13485 : 2016 certified in
‘ o > ’&\—m_xgﬁx")'

accordence to the profession of a European Authorized Representative,

g3

* Theig i CE tnark 51
‘Alst applicatle o Dlasy Is and Im il bt et o

7 This Carlificate will be attomatically vold if the notification is rejected by the EUFAuthories of upon lenmination of
o dhe EaRagimement:
" Hegisterad Address: Bd. Génbral Wehis 53 1070 Brusséls | Ragisteréd Offics Address: Bd Brand Whitleck 30, 51200 Brusesls - Balgium
T+ 82(002 7325964 | Fry 32 (002 732 6003 1 Emal mai@obelis.net | Websile: www,obalis.nat
V3 = 1D 00464516 < 22/02/2019




Order No.: JC9477-2020
Ref No.: PD1101-2021

matteicss ||

Short description

5

grld intended use

.
.

. i

Eit,
iosa

For medical
manipulation and
hygienic care.
Intended for use gs
ready-made
dressings.

Scope - treatment
and prevention
facilities and
individual use.

{Article 9, section 1 of the Directive 93/42/EEC on medical devices)
Catalogue
# refere:ce Commercial Name Generic Device G?‘DN Class | Rule
B Code
number e e
Rivulet Cotton Wool -
1 Surgical absorbent
medical cotton woal in [Cotton wool roll,
N/A roll non-sterile 582321 4
Rivulet Cotton Wool -
z. Hygienic absorbent
medical cotton wool in {Cotton wool roll,
N/A roll non-sterile 582321 34
Rivulet Cotton Wool -
3. Surgical absorbent
medical cotton wool in
N/A zigzag tape Cotion pleats 582341 4
Rivulet Cotton Wool -
4. Hygienic absorbent
medical cotton wool in
N/A zigzag tape Cotton pleats 582341 4
Rivulet Cotton Wool -
5, Surgical absorbent
medical cotton wool in [Cotton wool roll,
N/A perforated tape non-sterile 58232}t 4
Rivulet Cotton Wool -
6. Hygienic absorbent
medical cotton wool in |Cotton wool roll,
N/A perforated tape non-sterile 582321 28

|10f8



Intending: ready-
made dressings and
for the production of

7. surgical dressirgs.
Used as a fixing
jagentie.,
Structure provides,
high hygroscopicity;
Scope - treatment
r » éhd‘b‘reventjon
Rivulet gauze bg Qdagé -|Woven gauze roll,  [facilities and
N/A < IMedical gauze*ﬁgndage non-sterile individual use. 4812611
The fixing bandage is
used for fixing
compresses, medical
bandages, drassings
8. | of all types,
cannulas;etc.
Rivulet - Medical elastic |Pressure bandagé,
in_non-latex, non:
N/A |sterile, reusable - 61223]1
: Preventit;l, ' B
improvement and
'trsg'é‘étmentf f
| varicose veins,
chronic
thrombophlebitis,
9. support-of joints and
lf'i soft'tissues at rest
after injuries.and
5 operations.
Rivulet - Medical elastic {Pressure bandage;
bandage in tape short |non-lazex, non- )
N/A stretch sterile, reusable 61223l
Rivulet ~Medical elastic [Pressure bandage, :
10. “{bandage in tape ™., non-latex, non-
N/A medium stretch. sterile, reusable 61223]1
Rivulet - Medical élastic"Preésure bandage, |
11. bandage in tape high  [non-latex; non-
N/A stretch lsterile, reusable 612231
§ St
Intended for use
during rehabilitation;
sports medicine;
neurology;
12, pediatrics; military
medical
Rivulet - Medical elastic [Pressure bandage, |rehabilitation.
adhesive bandage in non-latex, non-
N/A tape short stretcn sterile, reusable 612231

|20f 8



13.

N/A

Rivulet - Bandage for

fixation of the wrist

joint

Wrist binder,
reusahle

intended for use
rehabilitation period
after plaster
bandage wearing or
in case of
ligamentous injury
along with fixation of
radiocarpal joint and
thumb joint, in case
of arthrosis, arthritis
etc,

43817

14.

N/A &

Rivulet - Suppc&?ting
arm bandage

Bandage used:in
fractUres of hand,

Pressure-
management
bandage, padded

sprain and'in the
postoperative
period.

58¢63

15,

N/A

Rivulet - Bandage
medical prophylatic
surgical elastic with
edges of rigidity

Pressure bandage,

non-latex, non-
sterile, reusable

 fspine.

Bandage is used for
osteochondrosis,
radiculitis, landslides
and hernias of
intervertebral discs

‘f}'amming nerve

injures,.chronic.pain

61223

|30f8



16.

N/A

“|Rivulet - Bandage

postoperative

Pressure bandage,
non-latex, non-
sterile, reusable

’abdomfnal,,wgn

‘Astrangulation

Bandage is shown at
early immobilization
after surgery for
organs of abdominal
cavity including
caesarean section;
prevention of
formarion of
postoperative hernia
the anterior

(muscle weakriéss, :
after large cuts);

preventionof :
postoperative hérnia
that can be set, linea
alba hernias,
umbilical hernias.

€1223

17.

N/A

Rivulet - Knee joint

bandage

7 the following *
|pathologies: art
minor injuries and -

Theknee joint
bandagé'i@applied in

bruises. minor
damage and sprains,
synovitis, bursitis, as
well as for the
prevention of
injuries and illnesses
with physical
exertion. It'is used in
the rehabilitation
period, after wearing
a plaster cast.

Knee
support/thermal
therapy bandage

56232
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18.

N/A

Rivulet™ Knee joint
Widrming bandage

Knee
support/thermal

JJtherapy bandage

A bandage is
ensuring of the soft
fixing and
compression of knee-
joint at traumas and
damages of copulas,
at the pains in a joint
caused by arthiritis,
bursitis and

...]synovitis.

56282

19.

N/A

Rivulet - Elastic

bandage in the shape of

eight for fixation of the
ankle joint

Ankle binder,
reusable

The bandage is Used
in ligamentous injury
of an ankle joint and
foor; rehabilitation
period after plaster
bandage wearing;
prevention.of
dislocation.or

Ainjuries during

hard, decgea::e ofthe
loading on an znkle
joint and Achilles'
tension.

44481|!

20.

N/A

Rivulet - bandage pre /
postnatal parturn

Abdominal binder,
reusable

The bandage is used
ito remove tension in
the lumbar-sacral
spine, reduces dain:
Protects the

_labdominal wa}l

tissue:against *
excessive stretching,

47127
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21,

N/A

Rivulet - Bandage
Lumbar-sacral

 [rubularsupport.

bandage, non-latex,
reusable

The bandage is used
to easy fixing and
stabilizing the
lumbar spine as well
as back muscles relax
and anti-pain effect.
The bandage is used
for painin the
lumbar spine of
various etiologies,

(& .
osteocHondrosis,

spondylolisthesié
including pain
syndrome. Sciatica,
myositis, bruising of
the lumbar-sacral-
spine. Recovering
from injuries and
operations on the
lumbar-sacral spine.

61€52

22.

N/A

Rivulet - Warming
elastic belt

Wi

Tubular support
bandage, non-latex,
reusable

The warming elastic
beltis usedin the
treatment and
prevention of
neuritis, radiculitism
myositis. The
product reduces the
pain syndrome,
removes muscle
tension, and alss”
speeds'tip the
healing process. Due
to the soft support,
the'tise of the biélt
has"a beneficial
effect on the internal
organs and improves
the blood circulation.

61652

|6 of 8



23.

N/A

“Irib

Rivulet - Posture

corrector (reclinator)
elastic with stiffeain

24,

N/A

[

e

ey

Rivulet - Posture
corrector (reclinator)
elastic clavicular for

children

Wearable lumbar .
e

raction device

Wearable lumbar
spine traction device

The bandage is used
to the period of
rehabilitation after
injuries and
operations on the
thoracic spire;
damage of posture in
children and adults;
spondylopathy and
osteochondropathy
of the thoracic spine;
increased physical
activity, forced long

Istay in a static

position: tiddle and
late periods of
rehabilitation after
injuries and
operations on the
lumbar spine.

| s1014

The clavicular
pOSture correctoris
used for treatment
and rehabilitation
after injuries and
operations on the
upper thoracic spine,
clavicle, Applied with
kyphosis,
kyphoscoliosis,
pterygoid scapula
and juvenile
osteochondropathy,
used in k,
ostedchondrosis of
theupper thoracic

Aspine. mild

spondylopathy,i
[osteoporosis.

l

-

6121411
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25.

N/A

Rivulet - Posture
corrector {reclinator)
elastic for collarbone

Wearable lumbar
spine traction device

The clavicular
posture corrector is

used for treatment
and rehabilitation
after injuries and
operations on the
upper thoracic spine,
clavicle. Applied with
kyphosis,
kyphoscoliosis,
pterygoidscapula
and juvenile
osteochondropathy,
used in
osteochondrosis of
the upper thoracic
spine, mild
spondylopathy,
osteoporosis.

51214

* Annex A s part of the Agresment.

** The here above product list classificatinn is based on the dassification clairm of the manufacturer and
under its sole responsibility (MDD 93/42/EEC, article 2°& Annex DG MEDDEV 2.4/1 Rev.9, chapter 3.1.& 3.3}

Obelis s.a.

Signature:

Stamp:

Date: 25/03/2021
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