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1. Name of the Medical Device

Bloport Crosslink Intra-Articular Injection Prothesis, including: _
- one disposahle syringe without a needle containing a 2% solution of sodium hyaluronate,

volume 3.0 mi - 1 pe.; - instructions for use - 1 pc.; - patient stickers — 2 pes.
2. Legal Manufacturer and Awuthorized Representative Details

Legal manufacturer:
Full name: Maxigen Biotech Inc. Abbreviated name: MBI
Address (location): No. 88, Keji st Rd., Guishan Dist., Taoyuan City 33383, Taiwan

Phone; +88633287222, Fax: +88633287333
E-mail: contact.us@mbi.com.tw

Place of manufacture of the medica) device:
Maxigen Biotech Inc., No, 88, Keji 1st Rd., Guishan Dist., Taoyuan City 33383, Taiwan

Authorized representative of the manufacturer in the Russian Federation:

Full name: Bjoport Limited Liability Company Abbreviated name: Bioport LLC

Address (location): Office 408-1, Floor 4, 26V bldg 1, Bolshaya Pochtovaya Str., Basmanny Municipal
Dist. {intracity territory of the federal city), 105082, Moscow

Phone: 8 (800) 222-38-02

£-mail: bioport@inbox.ru

Holder (ewner) of the registration certificate:

Name: Nikovari Bio Tech Oy
Address: Retkeilijinkatu 5, 00980 Helsinki, Finland

Phone: +358449213972
E-mail: info@bioport.fi
3. Medical Device Description and Mechanism of Actien

3.1 General Description

Bioport Crosslink Intra-Articular Injection Prothesis (hereinafter, the following names of the
medical device can be used: Bioport Crosslink, Bioport Crosslink device, the device) is a sterile
non-pyrogenic device for restoration of viscosity of synovial fluid. The device is based on viscose
water solution of a highly purified crosslinked sodium hyaluronate fraction.

Hysluronate is a natural polymer of the glucosaminoglycan family, a mucopolysaccharide
consisting of repeating dissccharide units ofN-acelyImannosmune and glucuronate interlinked by f
1-3 and B 1-4 glyeosndic bonds. Each pre-filled syringe contains 20 mg/ml (2.0%) of sodium
hyaluronate dissolved in buffered physiological saline solution. The viscoclastic solution has a pH of
6.8-2.5, osmolsrity of 270-330 mOsmvkg and viscosity is> 126+16.19 Pa, the degree of
reticulation is 3.67 + 1.15%, the molecular weight of hualuronic acid is 30MDa, the amount of

hacterial endotoxins is < 0.05 EE/mg,
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Bioport Intra-Articular Injection Prothesis is intended for the treatment of pain caused by knee
osteoarthritis in patients having nol shown adequate response to a conservative
non-pharmacological treatment, as well as to mild analgesics, such as acetaminophen. The effect of
Bioport involves increasing the viscoclasticity of synovial fluid, reducing inflammatory response,

protecting the joint tissues, as well as reducing osteoarthritis-caused pain when administered by
intra-articular injections.

3.2 Intended Use. Indication

3.3 Method of Administration

Bioport Crosslink is administered by a single intra-articular injection using a standard procedure.
The maximum possible volume the procedure is 3.0 ml.

All aseptic regulations must be followed. Joint effusion (if any) must be removed before the

administration of Bioport Crosslink. The depth of injection into the joint cavity is determined

by the doctor individually. The biodegradation period of the product is 6 months, The duration of
the clinical effect is 6 months.

3.4 Potential Users and Application

The device is intended for use only by qualified traumatologists or surgeons.
Application area: Traumatology and susgery.

4, Medical Device Application Risks, Contralndications, Expected and Predictable Side Effects
Related to the Intended Use of the Medical Device

» Do not prescribe for patients with known hypersensitivity (0 hyaluronate preparations.
Contraindications

¢ [ntra-articular injections are contraindicaled in case of skin pathologies in the injection site.

No other contraindications for the intended use of Bioport Crosslink Intra-Asticular Injection
Prothesis found thus far.

Warnings and precautions .
» The Biopon Crosslink device is intended only for intra-articular administration.

« Do not use in combination with disinfecting agents containing quatemary ammonium saits, as
reaction with them may cause seftling of hyaluronate.

» Do not use Bioport Crosslink if the packaging is opened or damaged.

« The device content is sterile if the packaging is not opened or damaged. Bioport Crosslink must
be used immediately afier the package opening. The content of the syringe is u!am&ctwed
with the use of the aseptic filling procedure. Do not re-sterilize. The syringe is intended for
single use only. Any Bioport Crosslink devices not used properly must be disposed. Do not
reuse,
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o Strictly comply with the aseptic injection procedure.

Use Biopmc,w;jnkwimmimmpaﬁmlswhhmefmmofallergy.

Uuamawlmumﬂmmmofmulmicmmmmm@
injection is to be made.

*
[ ]
L]

* As it is the case for any other invasive procedurc on the joint, it is recommended to avoid
overioading the joint immediately after the intra-articular injection.

It is also advisabic to avoid the procedure when the patient is unable to undergo a medical
follow-up during the next 48 bouss.

¢ The safety and performsnce of repested Biopost Crosslink treatment courses are not
established.

s The safety and performance of the use of Bioport Crosslink on joints other than the knee, s
well as for the treatment of pathologies other than the osteoarthritis, are not established.

» The safety and performance of the use of Bioport Crosslink in combinmion with other intra-
articular injections are not estadlished.

» It is prohibited to usc Bioport Crosslink in pregnant or lactating women, as well a3 in children,

Strictly comply with the procedures for maintaining the injection site sterility and use the

proper injection method.

s The in vitro laboratory tests showed opalescence of sodium hyaluronate when mixing with
ing quatemary ammonivm compounds. Therefore, sodium hyaluronate

other solutions containing
mwmuwm.mmuﬂymmmmofwmmlm

Adverse reactios

Sodium hysluronste is a natural substance present in human tissues. K is usually well-tolerated by
the human. Some reports indicate transient post-intervention inflammatory response. Additionally,
some reports indicate development of adverse reeciions in some patients, such as psin in the
injection site, knee swelling and/or joint effusion, local cutancous reactions (rash, ecchymosis) and
itching. A number of reporis indicate teporary aggravation of inflammatory response in the treated
knee in some patients after the injection in case of inflammatory arthritis, such as cheumatold or

gouty arthritis.
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5. Medical Device Specifications

The device is a syringe consisting of the barrel, hub (Luer Lock type), plug, plunger and plunger

handle and prefilled with sodium hyaluronate solution. The syringe is used for injecting the sodium
hyaluronate solution into the joint tissues,

Composition:

Each ml contains:

Sodium Hyaluronate - 20 mg;

Phys. Sodium phosphate buffer - q.5.

(e ——

AB-N305 Bioport Crosslink Intra-Articular Injection

Prothesis, including:

- gne disposable syringe without a needle containing a 2%
salution of sodium hyaluronstes volume 3.6 mt —vpe.; -
instructiont for use -1 pe.; - petient stickers — 2 pes,

Technical specificati J draveings;
Syrioge;

¢ Barrel

3.0 ml.glass barrel, ungraduated

Drawing
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*The prowtbdl deawings indicate the dimensions in mm.
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Total length from the plug to the flange: 91.10 mm (+1.20 mm / -2,10 mm)
Length from the taper (Luer Lock type) to the flange: 84.30 mm (& 1.10 mm)

Length from the barvel base to the flange: 72.20 mm (£ 0.50 mm)
Taper diameter: 11.10 mm maximum

Male Luer Lock taper type

sions:
Outer diameter: 8.0 mm £ 0.1 mm
Inner diameter: 3.925 mm (+ 0/ - 0.005) mm
.Barre) outer diameter: 10.85 mm (% 0.10 mm)
Barrel inner diameter: 8.65 mm (x 0.20 mm)
Flange "wing" diameter: 8.25 mm minimum
Thumb rest thickness: 1.50 mm minimum
Thumb rest diameter 1; 14.70 mm (£ 0.65 mm)
Thumb rest diameter 2: 17,75 mm (£ 0.75 mm)

Plug: )

Plug diameter di: 4.0 mm maximum
Plug diameter d2: 6.5 mm maximum
Plug diameter d3: 8.0 mm maximum
Plug flange diameter; 2.0 mm maximum
Plug length: 14.0 mm maximum
Maximum “dead” space: 0.07 mL

= Plupger handle
Technical specifications:
Total plunger handle length: 74,50 mm (+ 0.80 mm)
Plunger handle diameter: 8.0 mm (% 0.2 mm)
Plunger length: 7.70 mm (% 0.40 mm)
Plunger diameter: 9.15 mm (£ 0.15 mam)
Plunger thread tums: 3 turns
Plunger flange diameter; 12,70 mm ( 0.40 mm)
Plunger flange thickness: 1.5 mm (£ 0.2 mm)
Scal thickness: 1.2 mm (0.2 mm)
Labeling: BD (Becton Dickinson)

Syringe activation force: )
Biopont Crosslink Imra-Articular Injection Prothesis: €25 N.
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Recovesable volume: 2 3.0 mL/syringe.
G.Tmspomﬁon,swrmandAppUuﬂonComl

.
Inc

Transportation conditions

Transportation temperature: from 15°C to 25°C
Relative humidity: 65% maximum
Atmospheric pressuse: 70 - 106 kPa

Storage conditions
Storage temperature: from 15°C to 25°C

Relative  humidity:  65%  maximum

Atmospheric pressure: 70~ 106 kPa
Store in & cool, dry place, protected from direct sunlight.

Use eavironment
ﬁ»devbeishmdedwbeusediadoouuanmwwmw%

to 25°C

Atmospheric pressure: 86 - 106 kPa
7. Listing and oftheMedlulDevleeMmmthmehtoMorMnet
Coatset with the Human (Patient’s) Body

Name Type of Manufacturer Number of
human body regimuon
contact certificate/
reguiatory
document/ CAS
number

BD = Hypex . 458 | Shorticrm | Beston Dickinson Federal  Health
Ws):mges', ith and conlact (<24 |France  S.AS, Care  Reference
e Wi by  with |France Boor catry

without & needle, . , 201111237

volume from 0.5 mL | "¢ 26122011

to 20 mL

Sodium Hyaluronate | Permanent Bloomage Freda [ Federal Reference

! (> 30 days) Biopharm  Co., Book entry

contact with [ L., China 001305 dated
bone tissue | 11.01.2016
and intemal
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environment

Sodium chloride Permanent (> TAIWAN 7647-14-5
30 days) BIOTECH CO.LTD
contact  with
bone tissue and
internal
environment

Dibasic sodium Permanent (> Sigma-Aldrich, USA 7782-85-6
phosphate 30 days)
(heptahydrate) contact  with
bone tissue and
internal
environment

Sodium  dihydrogen |Permanent (> | Sigma-Aldrich, USA 10049-21-5
phosphate (dihydrate) 30 days)
contact  with
bone tissue and
internal

environment

Water for injection Permanent (> TAIWAN 7732-18-5
30 days) BIOTECH CO..LTD
contact  with
bone tissue and
internal
environment

Bioport Crosslink Intra-Articular Injection Prothesis is a sterile medical device.

Handling of the device is allowed only with the use of personal proteciive equipment (gloves).
8. Medical Device Labeling and Packaging Information

8.1 Labeling

The labels are attached to the syringe, individual packaging (blister), patient's stickers, device
cardboard box and transport container.
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Example o fthe labeling o fthe Bioport Crosslink Intra-Articular Injection Prothesis cardboard box
(side 1)

Example o fthe labeling o fthe Bioport Crosslink Intra-Articidar Injection Prothesis cardboard box
(side 2}

Example o fthe labeling o fthe Bioport Crosslink Inlm’Articular Injection Prothesis

cardboard box (lateralside I)

Example of the labeling of the Bioport Crosslink hura-Arikular Injection Prothesis
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cardboard box (lateral side 2)

cCOES

Example of the labeling of the Bioport Crosslink Intra-Articular Injection Prothesis cardboard box

(end face)
Translation of labels and description of symbols:
FexUSymbol Translation
ikovari Bio 1ech Oy, Finland ikovari Bio Tech Oy, Finland
Crosslink joport Crosstink
Articuisr Injection Prothesis ntra-Articuiar Injection Prothesis
ent: ommm . ]
single syringe without needle 5 syringe without
ith 2% sodiuvm hyaturonate solution le with 2% sodium
yaluronats solution.
0 ml OomL
_— atalogue aumber
code
anufacture date
iry date
coments ition
— emperature range from 15°C to 25°C
- r, Avoid exposure to sunlight
AN
thﬂvition on feuse
Consult instructions for use
| werilization | using ssepiic processing
| ) cchniques

]
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Do not use in case of packaging damage

Nikovars Bio Tech Oy , Rewenijjankstu 5, 00980 Nikovari Bio Tech Oy, Retkailijinkatu 5,
HELSINKI, Finlaod Helsinki, Finland

axigen Biotech in, No. 88, Keji 131 RA,, GUehan | \ioen Biotech Inc., No. 88, Keji Ist Rd.,
ist.. Teoyuan City 33383, Taiwan Guishan Dist., Taoyuan City 33383, Taiwan

Example of the labeling of the Bioport Crosslink Intra-Articular Infection Prothesis individual

packaging
Translation of labels and description of symbols:
ext / Symbol
toport Crosslink ioport Crosslink
ntra-Asticular Injection Prothesis 2.0% ntra-Amcular Injection Prothesis 2.0%

Prohiblﬂononm

Coasult instructions for use

torilization using aseptic
ing techniques

12
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Aseptic filling Aseptic filling
Non-pyrogenic Non-pyrogenic
Catalogue number

Do not use in case o f packaging dmnage

pri Batch code

Expiry date
contents {£omposition

Do not freeze Do not freeze

Store at room temperature Store at room temperature
Protected from Uglii Protected from liglit
Open Open

Bfc port’Crosslink ®

O 261
3.0mt
|U4D§‘(Mu’ﬂ/\

, N1~ -ABpab”
N g 10251041

Example o fthe Bioport Crosslink Imra-Articnlar Injection Proihesis patient's stickers
Translation of labels and description ofsymbols:

Text / Symbol

Bioport Crosslink

Translation

Biopon Crosslink

Intra-Articular Injection Prothcsis 2.0% Inlra-Articuiar Injection Prothesis 2.0%

[wl Catalogue number
ur Batch code
Expiry date
contents Composition

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Example of the Tabeling of the Bioport CrosslInk Intra-Arficular Tnjection Prothesis
Translation of Isbels and description of symbols:

ext / Symbol nsistion
foport Crosslink joport Crossiink
rum-Am::war Tnjection Prothesis 2.0% ira-Articalar Injection Prothesis 2.0%
ntalogue number
ch code
piry date

‘omposition
OmbL .

Example of the labeling of the rransport container
Symbols marked on the transport contaiaer.

“Transiation

'Symabol
= Recyclable packsging

®

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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! Fragile, handle with care
* Protect from moisture

Labeling in Russian provided for the circulation of the medical device in the Russian Federation:

8.2 Packaging Information
ivi mmmﬁwmgewiwamdlgmﬁninswﬁm
h?;umdﬁluﬁon. A locking piate (TAIRIPRO Homo grade) is placed on the thumb rest o

prevent accidental pushing of the plunger. !
The sy:'i:sc;di:nplacpc‘:lﬂi.u?: the Tyvek-scaled blister tray (PET-GAG, CAS number 25038-59-9).

i i i imili 220 g/em) and patient’s stickers
ister tray. along with the instructions for use (S!mlll paper, )
g;cl;',l;‘:;er t;:l IT) ?o be affixed in the patient's medical record, is placed into the cardboard box

lida 4ST cardboard). . )
(z%omrrs:; hundred) cardboard boxes are placed into the Iransport container (Corrugated

cardboard BF K5xK5).

15
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General v/en' o fthe Bioport Crosslink Intra-Articular Injection Prothesis packaging contents

Packaging contents specifications:

Packaging Material Photo
contents
THuWb rest lock TAIRIPRO
Homo
rade
g 1
1
Individual Tyvek-sealed
packaging blister tray
[PET-GAG.
CAS number
25038-59-9)

Cardboard Carta solida
box cardboard 45T
A1

iW

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Dimensions

18cm (x0.2cm)x2.0cm (£ 0.2

cm)
Weight: 1.23 g (+0.100)

18.0cm (2 0.5 cm) x 5.4 cm (+0.5
cm) x 2,3 cm (£ 0.5 cm)
Weight: 7.60 g (+ 0.50 g)

8.0cm (£ 0.5 cm) x 2.5 cm (0.5
:m)x6.0 cm (0.5 cm)
b\eight: 14.51 g(+0.49)
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jent's aper 0117 ize: A om (E0.5 cm) X 2.5 em (¢
tickers .5 cm)
cight: 038 g (£0.18)
for [Simili  paper, i2e per item: 30 cmx 21 emx 2
220 g/em maximum
cight per item: 250 g maximom
b
——e
Transport container specifications
i LxWx H:
Faaspoct S 64 < % 40 cm % 33 cm) muximum
KS$aKS : sight: 1 kg maximem
Tyvek 1059B coating specification:
— Standard oM™ VALUE
Benity 1503% 1{‘;‘ : L;,———-—«-lm,
ickness A
Av;rl:w % 3636-3 mLjmin - :lﬁ
Tensite load ASTM DS038 | Wfinch (Near’) 73 (17.03)
Breaking hé!g ASTM D1424 Lb (N) (.20
-—'&'— MD ASTM D35035 % T3
Elongation X
Bursting 1502758 kPa 1,055
strength

9, Supply Package and Compatible Devices Information

9.1 Supply Packege | .
wnmmamawcmulkamrwwmwm

contsins: _

1) individual medical device packaging ~ | pe
2) Instructions for use - 1 pe

3) Patient’s stickers - 2 pes

1?7
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9.2 Compatible devices

Prior to the injection of Bioport Crosslink into the joint, it is required to attach any sterite needls
gauge 20 (20G) to the syringe. ¢

9.3 Accessories Information

Bioport Crosslink Intra-Articular Injection Prothesis is supplied without any accessories.

The injection ncedle must be acquired scparately by the user.

10. Description of Accessories, Medical Devices or Nog-medical Devices Intended for Use
in Combination with the Medical Device (if any)

Seecl. 9.2,93,

11, Information on the Presence of Medicinal Products for Human Use or Materials of
Auimsl and {or) Humaa Origin in the Medical Device

Medical products information

The Bioport Crosslink Intra-Articular Injection Prothesis contains sodium hyaluronate
Manufacturer; Bloomage Freda Biopharm Co., L.td, (Chins)

Registration in the Russian Federation: Federal Reference Book entry number FS-001305 dated

11.01.2016
o Tk Mk g0t (A0 Tron Copmra Sadrm
o ?Uﬁ N A4 SR Sl o
i . A A L I
E';MnWmm
) dsrs snwwnnens & Percry 14913006
2 s e aoeemns M
| Sagrummanrarveciod Havpas txnaypedst
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information on the presence of materials of animal and (er) human origin in the medical
device
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Not spplicable. Bmmmmmmhmymdmdmuﬂ(m)hmw
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Not applicable.

13. mmuu?mﬂwaMMMMMhhhlmMnmﬂu

Requirements oa Traluing or Qualification of People Invelved in Installation of the
Medieal Device (if any)

Not applicable.

14. Taformation to Verify the Instaliation of the Medical Device and its Readiness for Safe
Work/Operation

a) Scope and frequency of maintcnance, including cleaning and disinfection of the medical
device:

Not applicable. Bioport Crosslink is & single-use device.

b) list of information, keys, pesswords and software providedbythennwmof.lhc
mediuldwicemdneededfwimnlhdomwmp,opmﬁmmdminmofmcmdml
device:

Noi applicable.

c)ﬁnofcomnubhs(wmm&chmﬁuim).mdpmudmfotmwmﬁmud
replacement;

Not applicable.

d) need for calibration in order to ensure the proper, safe operation of the medical device during
its service life: '

Not applicable.

¢) methods for mitigation of risks related 10 installation. calibration or maintenance of the
medical device:

Not applicable. ]

oinfomuﬁononwhlimmij.aubmwomaaoﬁﬁﬁumuimdfa
putting the medical device into operation and its proper use (application):

Not applicable.

g) information on the list of the main specifications related o the use (application) of the
medical device, transportation and storage conditions (c.g. ambicnt mir tempersture and
humidity, illumination and other characteristics).

see Section 6.

h) list of national standasds applicd by the manufacturer of the medical device:

19
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EN ISO 14630:2012 INon-active
GOST R ISO 14630-201 ‘

ASTM F2347-15

wmdmland‘l"une
neincered Medical Product Applications

Europemn Pharmacopoeia,
icle 1472

Sodium Ryaluronste

EN ISO 10993-1:2020
GOST IS0 10993-1-2021)

Biologic? evalvation of medical devices -
+ 1 Evaluation and Testing Within a Risk Management
brocess (ISO 10993-1:2018

EN IS0 10993-3:2014 Bio ogiul evaluation of medical devices - Part 3t Tests for
: genotoxicity, carcinogenicity and
eorodd VctOJIICltY ﬂso 10993'3 20'4)

EN ISO 10993-5:2009 Biological evstuation of medical devices - Part 5; Tests for in|
GOST iSO 10993-5-2011) itre cytotoxicity (SO 10993-5:2009)
EN 150 10993-6:2016 Biological evalustion of medical dovices - Pant 6; Tests for
GOST ISO 10993-6-2021) ocal effects after implantation (ISO 10993-6:2016)

50 10993-10:2021 Blological evaluation of medical devices - Part 10: Tests for
GOST ISO §0993-10-2011) cin sensitization (ISO 10993-10:2021)

N 1SO 10993-11:2018
GOST IS0 10993-11-2021)

iological cvaluation of medical devices - Part 11: Tests for
ic toxicity (ISO 10993-11:2017)

IS0 10993-12:2012
GOST 1S0 10993.12-2015)

evaluation of medicel devices - Part 12: Sample
on and reference materials (ISO 10993-12:2021)

1S0 10993-16:2017

jogical cvaluation of medical devices - Part 16:
oxicokinetic study design for degradation products and
hables (1SO 10993-16:2017)

EN 1SO 10993-18:2020

ithin a rixk man_aggwm process (18010993-18:2020)

[EN 556-2: 2015

%’ SO 11737-1:2018

cmorgamsuuon pfoducls (ISO 11737-1:2018)

EN ISO 11607-1:2020
(GOST 1SO 11607-1-2018)

ing for terminally sterilized medical devices - Part 1
equirements for materials, sterile barrier systems end packaging
ysteins. (1SO 11607-1:2019)

EN I1SO 13408-1:20)5

Aseplic processing of health care products - Part |: General

requirements (1ISO 13408-1:2008/Amd 1:2013)
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for medical devices and combination products.

1SO 15223-1:2021 (GOSTR ediealdevioes-Symbolstobcusedwithﬁ:ﬁumﬁouwbe
15223-1-2020) lied by the manufacturer - Part 1: General requiremonts
(ISO 15223-1:2021)

10 20417:2021 Modical devices - Information o be supplied by
manufscturer (ISO 20417:2021
1SO 14971: 2019 odical devices - Application of risk management to
ices 14971: 2019
iN 2.1.3684-21 Sanitary and cpidemiological requiremeats for maintesance O

table water and potable water supply, 8if, soils, living

jon of industrial, public premises, .ors!niza}wn and
mplementation of sanitary and anti-epidemic (prevemtive

1ammnuwmmm.umdorswmmwd
Procedure in Case of Affected Packeging Sterility

Bioport Crosslink Intra-Articular lnjection Prothesie is & sterile single-use deviee Sterilization
method: sterilization involving the aseptic filling techniques. And the terminal sterilization method
of Bioport Crosslink is Moist Heat sterilization,

Do nos use if the packsge is damaged.

16. Information on the Procedure for Medical Dwia Treatment for fts Reuse, Including
DWuﬂqu&HMMMMMoTWMM(H
Rmble).quluCrmﬂa&fUnummdthewDevleel'orluluundedllu

Not applicable to this medical devise, as Bioport Crosslink [ntra-Articular Injection Prothesis is
supplied sterile and is intended for single use only. Do not reuse. Do not resterilize. Do pot
recycle. Recycling may affect sterility, biocompatibility and functional integrity of the device.

17. Information Required for identifying Medical Devices to Obtaln & Safe Comblnstion
snd Informsation on the Known Limitations of Combined Use of Medical Devices (for
Medical Devices to be Used is Combination with Other Medical Devices and (er)
Accessories)

mwmwmdnmmﬁmmmmnumedwmwm
needle of gavge 20 (20G) to the syringe.

The safety and performance of the usc of Biopon Crosslink in combination with other intra-
articular injections are not esiablished.

18, Information en the Nature, Type, a3 well s (If Required) Intensity and Distribution of
Radistion (Electremagnetic, lonizing, Other) from the Medicsl Device and Methods of
Protection of Conswmers and Third Parties from Usintended Radiation during the Medical
Device Operation (If the Medical Device Creates & Hazardous or Potentlally Hazardous
Radistion Levet when Used as Intended)

Not applicable.
2]
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19, Information on Precautions to be Takes in Case of K

a)mmammmmmmaww}
myaﬁeﬁthen&tyofﬂnmed‘mldcvic&indﬁingmidmﬁﬁadbymndm -

«Hhon

Do not use the device If package is damaged i
b) impect on the function of the medical device due to external fictors related to the use of the -
medical device in combination with other medical devices and (or) equipment or due to -
predictable factors such as externsl electromagnetic fields, electrostatic discharges, radiation
(¢lectromagnetic, ionizing, other), stmospherif pressure and its fluctuations, ambient air

For the operating conditions, see Section 6.

) risk of electromagnetic interference caused by the medical device and affecting other medical
devices, equipment and communication means during the diagnostics and assessment of its
results or treatment in accordance with the inteoded use of the device (e.g. electromagnetic
radiation produced by the medical device and affecting other equipment):

Not applicable.
20. Warnings sad (or) Precautions te be Taken by the Consumer when Using 2 Medical
Device Containiag Medicinal Products for H Use sr Materials of Antinal and (or)

Hyman Origin or Carcinogenic, Mutagenic or/Toxic Materials which, if Released or Leacked,
Cause Sensitization, Aliergic Reaction or Reproductive Fusction Impairment

See Section 4.
2L Sheif-life

The shelf life of Bloport Crosstink Intra-Articular Injection Prothesis is 3 years,
The guaranteed storage life is equal to the sheif life.

Service life: not applicable, as Bioport Crosslink is a single-use device.

22, Dispossl

Bioport Crosslink Intra-Asticular Injection Prothesis must be used immodinsely aftce the package
mmmlmwummwammwymmmmm

ith the reavirements of local regulations regarding medical wastc mansgement. |
Rcdispo?;lmustbeperfbtmdiueomplimwiththelminfmuinthekwun?m

Waste class according to SanPiN 2. .}684-2! «b».
Non-contsminated cardboard packaging must be disposed as domestic waste.

23 lufomutim.on Circumstances Requiring the Consumer to Consult 3 Medical Officer

Not applicable. The device is inm:dedwbewedonlybyqualiﬁednwdialspeddimhthe
clinical enviroament.

22
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24. Information on the

Version 3.

MBls2coganninee

Sosse pas e
- » [ ®
t 2 ¥ * »
* ]

First Issue and Latest Revision of the Operating Decumentation

28, Procedure and Conditions for Disposal or Elimination of the Medical Device

Bioport Crosslink Intra-Articular Injection Prothesis must be used immediately after the package
opening. The disposal mwtbepafomedbyasafemdlcgaﬂymﬁuedmethodinwm
with the requirements of local regulations regarding medical waste mansgement.

The disposal must be performed inoompliuwewithlhelawinfoweiuthckunimredmdoo.
Waste class according to SanPiN 2.1.3684-21 «b».

Non-contaminated cardboard packaging must be disposed as domestic waste.

26. Warranty
Maxigen Biotech Inc.

gmmsumduemenlionmpaiddmingmedwelwm

manufacturing of this device,
Tbbwamnlykpnﬁdodlnlluohldudwumothummuuuwwm

forth herein, whether

mummnmmmmummmmw

implied warranties of merchantability or fitness for a particular purpose.

The processing, storage, cleaning and sterilization of this device, as well as factors remed to the
patient, diagnosis, treatment, surgical procedures, including those perfwmed by specialm_and
docwu.aswellasotbetmmetsbeymdtlncomlonhxigen Biotech Inc., have a direct
impact on the device itself and the results of its use,

The obligations of Maxigen Biotech Inc. under this warranty are confined to replacement of this
device. Maxigen Biotech Inc. shall not be heid lisble for any accidental or indirect losses,
dmpsmeumdhe&lyormmmmdwiwthcmotmwmw
Biotech Inc. shall not take, as well as shall not empower any other parties to take on its behalf,
any other or additional obligations of liability with respect to this device.

Mazxigen Bioucilnc.saailuotbebelduablewithrespccttouued,recydeormﬂliwl

devices and shall not

provide any cxpress or implied warrsnties with respect to such

devices, including any warrauties of merchantabllity or fitwess for a particular purpese.

Anmuiﬁesmaudwmewmtymmmmsmmwlbemm» the
nnhodzedrepresenmiw-mmdbyMuimBimm

27. Claim Filing Procedure

Should any issues arise with respect to the quality of the Bioport Crosslink Intra-Articular
Injection Prothesis medical device manufactured by Maxigen Biotech lnc., they must be
communicated to the Authorized Representative of the manufacturer in the Russian Federation:
Bioport Limited Liability Company {Bioport LLC). Office 408-1, Floor 4, 26V bldg 1, Bolshaya
Pochtovaya Str., Basmanny Municipal Dist. (intracity tesritory of the feders! city), 105082, Moscow
Phone: 8 (800) 222-38-02

E-mail: bioport@inbox.ns

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PRANER ! n amnm:

Case Nu..o 07R 0 8 Date ; NOV. 15 2023
bR ﬁﬁ_@*ﬁﬂmmt,l#’ s M AT ER l
AR MARAREN S FHAEE - DA KNS
Attesied at the Xinyi Associated Notary Public Office of |
“Iniwan Taipei District Coun, R.O.C., that the seal(s) of’
MASIGEN BIOTECH ING, in this document is‘are authentic.
Notary Public -

e, Yi-Chum

Wi i AN T

ADD: 4F.-3. Nu.413, Sec, 4, Xinyi Rd., Taipei, Taiwan
TEL: 886-2-2729-3139 FAX: 886-2-2729-0509
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[kpyrnas nevars.

MHHHCTEPCTBO HHOCTPAHHBIX €N
Kuraiickas Pecnybnunka

Biopo o KOHCYJIBCKHM BOTpocam]

KUTANCKAS PECITYBJIMKA (TAUBAHD)
JIETAJIN3ALYS IOKYMEHTOB

NOATBEPXKAEHHE NOA/TMHHOCTH NIOKYMEHTA
1. Ctpana: Kuraiickan Pecny6:nka (Tatisatb)
Hacronmuit opnunanbibifh 10KyMeHT
2, Obin moanKcaH Isnp, U-Hys
3. neficTBYIOINEH B KAUYECTBE HOTapHyca
4. CKpenIeH MeyaTeio/IITaMnoM  OKpYxHoro cyaa Ta#6os
YaocronepeHo
5.B TaliGai
6. 17 HosGps 2023 1.
7. MAHRCTEPCTBOM HHOCTPAHHBIX ACH
8. Homep 112200016858-006
9. Iewats/nrrammn: 10. [Toamuce: [noanucano]
In, H-YUen
Cexpetaps, BIopo No KOHCYILCKHM BONIPOCAM
Ot uMeHH MBHHCTPa MHOCTPAHHBIX A€

11. npumedanna:

Hacrosiiiee yaocTOBEpeHHE MOATHHHOCTH AOKYMEHTa YAOCTOBEPAET TONBKO AOANHHHOCTD
NOANKCY, TIEYATH WIW LUITAMNA H TTOAHOMOYHSA JIHLA, AOANKCABILETO NPHAAraeMbii
AOkyMeHT. OHO He NIOATBEPKAAET COACPKAHHE TOKYMEHTA, 1S KOTOpPOro OHO ObL10 BLIARHO.
Yro6b! NPOBEPHTL BLIAAYY ITOrO YAOCTOBEPEHHS, NONANYHCTA, NOCETHTE CASAYIOWHA Beb-
caifr

https://docauth.boca.gov.tw/BOCA Web/index4/qry

[QR-kox]
[tTpux-Koa]
Q024681
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HHCTPYKIHA 1TO ITPHMEHEHHIO
TpoTes canoBHANALHOMH xHAKocTH Bioport Crosslink (Buonopt Kpoccinnk)

OduruuansHuH JPOUIBOANTEND
Maxigen Biotech Inc. («<Maxcumxun Baliorex Huk.»), Talipasb

Liramn:

Y AOCTOBEPEHO

/nodnucaro/

[To-Xonr Jlait

Bune npe3naent/ [IpeacraBaTeNs pyKOBOACTBA
Maxigen Biotech Inc. («<Makcumxmn Baliorek HHK.»)

Iliramn:
Maxigen Biotech Inc. («<Makcnmxrn Batiorex Hux.»)

2022
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1. HauMenoBanNe MeABIHHCKOTO H3AeAHA

IpoTes cunosuanbHoH xuaxoctu Bioport Crosslink (Buonopr Kpoccnmnk), B cocTape:

- OI¥H OAHOPa30BLIH WINPHL 6e3 urikl, conepxalmii 2% pacTBOp rHANYPOHATA HATPHA, OGBEMOM 3,0
ma -1 wr.,;

- HHCTPYKI(HA N0 NPAMCHEHHIO — 1 1T

- CTHKEpH NAIHERTa — 2 IIT.

2. Hudopmauns 06 opHIHAILHOM NPOH3IBOAWTEIIE H YNIONHOMOEHHOM DPEACTABATENE

Odnunanbasiii npou3BOAHTEND:

[MonHoe nauMeHopauke: Maxigen Biotech Inc. («Makcumwxun Battorexk Huk.»)

Coxpaiennoe HanmeHOBauHe: MBI («OMbuAii»)

Axpec (MecTo HaxoxaeHus): No. 88, Keji 1st Rd., Guishan Dist., Taoyuan City 33383, Taiwan (Jlom
88, yn. Kausu 1, pation I'y#ntans, r. Taoloans 33383, Tatisanb)

Ten.; +88633287222, Gakc.: +88633287333

AJIpec INEXTPOHHOMN nouThi: contact.us@mbi.com.tw

MecTo NPOH3BOACTEA METHUHHCKOTO H3ACIHN:
Maxigen Biotech Inc., No.88, Keji Ist Rd., Guishan Dist., Taoyuan City 33383, Taiwan
(«Maxcunxun Baitorek Uuxk.», Jlom 88, yn. Kanza 1, pation y#tmans, r. Taoioans 33383, Talisaus)

VnoasomodeHHbIH NPEACTABUTEI: NPON3BOAUTENS HA TeppHTOpAN PO:

TTonHoe HaumeHoBanne: OGMIECTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO «BHOMOPT
Coxpauennoe Haumenoranue: 000 «buonopr

Agpec (Mecto naxoxaenms): 105082, r. Mockea, MyHUIMIIANbLREH OKPYF BacMmaHHBIA BH. TEp. I., Y.
Bonsmas [Toyrosas, A.26 B, c1p.1, 3rax 4, oduc 408-1

Ten.: 8 (800) 222-38-02

Anpec nexTporHo#M nourkl: bioport@inbox.ru

Hepaarens (Baagesnel) PErHCTPALHOHHOFO YI0CTOBCPEHNA:

Haumenopauue: Nikovari Bio Tech Oy («Hukosapn Buo Tex Ot»)

Anpec: Retkeilijankatu 5, 00980 Helsinki, Finland (PeTkeiinnankary 5, 00980 XemscHHKY, QHHIAHIUA)
Ten.: +358449213972 :

Auzpec anextpouxoli noutsi: info@bioport.fi

3. Onucanne ¥ NPHANLMN AHCTBHA METHUFHCKOTO HIACHHA
3.1 O0inee onncanue

«ITpotes cumoBManbHOM xuakocTH Bioport Crosslink (Buonopr Kpoccauek)» (nanee no TEKCTy
MOTYT HCTIONE30BATECS CICHYIOIUIHE HANMEHOBAHUA MEIMIMHCKOIO H3ACNL: Bioport Crosslink,
uszene Bioport Crosslink, u3zemue) aBASETCR CTEPHIBHHIM ANUPOTCHHBIM H3ACIHEM JUIA
BOCCTAHOBJICHHA BASKOCTH CHHOBHANsHMOH xmakoctH. H3zenwe H3TOTaBIHBACTCA HA OCHOBS
BS3KOTO BOJHOIO PacTBOPA MEPEKPECTHO-CLIMTOrO rHay pOHaTa HATPHA BBICOKOM CTENCHH OUMCTKH.

TuanypoHaT — HATYpanbHbi NOAAMEp H3 cemelicTBa CAIOKO3AMHHOTIHKAHOB, ABIICTCH
MYKOMONHCAXAPHAOM, COCTOSIIAM M3  NOBTOPAIOUAXCA  JHCAXADHIHMX  3BCHLCR N-
AlETAINTIOKO3aMHHA H TIIOKYPOHATA, COEAHHERHBIX MEXY COOOH MIHKO3AAHIME CBASTMH B1-3u
B 1-4. Kaxasiif npenpapuTe/IbHO HAMOIHCHHDIH WIPHLL CONCPKHT 20 mr/mn (2,0%) ruatypoHaTa
HATPHA, PACTBOPEHHOTO B GydepHoM PH3HONOTHHECKOM PaCcTBOPE. Baskoynpyrnil pacTBOp HMeeT
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sHaueHue pH 6,8-7.5, OCMONILHOCTB, COCTABAAIOMYIO 270 - 330 MOcmonw/kr, BS3KOCTH

126,83+16,19 Tla, crenens perukyaawan 3,67 £ 1,15%, MonekynapHY0 Maccy rHaIypPOHOBOH
xkHeAoTH 30 MJda. KonuuecTBO GakTepHanbHEIX HA0TOKCHHOB < 0,05 ED/M.

3.2 Haznauenne, [lokaanns K NpAMEACHHIO

TpennasaaveH A AcucHHA GOfiell OpH OCTEOAPTPHTE KONCHA A NALWCHTOB, HC MOKAIABUIMX
ANEKBATHOTO OTBETA HA KOHCEPBATHBHOE HE(PApMaKONOTHIECKOS JICHCHHE, & TAKKE HA JICTKHC
aHANBTETHKH, Takne kak aueramuHopen. JHeiicreue Bioport sakmozacTcs B NOBHINCHHH
BA3KOYNPYTOCTH CHHOBHAILHON XHUAKOCTH, CHHXXCHHH BOCIANHTENLHON peakuuH, 3almTe TRaHeH
CYCTaRa, & TakKe CHIXCHHH GO/ NPH OCTEOAPTPUTE NPH BBEACHWH NYTCM BHYTPHCYCTABHBIX
HHBEKUAH,

3.3 Cnocob nprMeneHAs

Baeaenne Bioport Crosslink ocymecTBaserca myTeM BHYTPHCYCTABHOH HHBEKUMH CTARAAPTHEIM
METOZOM eAMHOpPa30Bo. MakcHMabHBIH BOIMOXHbLIH 00HEM BBCACHHA 32 OIHY MPOUCAYPY 3,0 ma.
Tnybuna BBeaeHMA B NOAOCTH CyCTaBa ONPCACNACTCA BpadioM HHANBHAYabHO. [Nepuoa
GuonerpaalMM UsfiemMs cocrasnser 6 MeciucB. IIpONOMKHTENLHOCTD KIHHRUCCKOrO spdexra
cOCTaBILiET 6 MECALER.

TpeGyerca cobmonenne Beex Npapun acenTHKH. [lepen BeeneHACM Bioport Crosslink HeofxoanMO
YAQINTS CYCTABHOM BHNOT (PR HATHYHH).

3.4 Hndopmauus o NOTEHUHAILHBIX MOTPeOHTEASX H 06.ARCTL NPHMEHEHAN MEAHIHHCKOrO
H3AeHA

Magemue TnpefHASHAYEHO JUIA NPHMEHEHHA TONBKO  KBANAQANHPOBAHHBIMH  BPauaMH-
TPaBMATONIOraMH, BPAYaMH-XHDYPraMH.

O6aacTs NpHMEHeHAR: TPABMATONOIAS H XHPYPTHA.

4. Pucku npHMEHEHHR MEIMUHHCKOr0 H3ACARA, NPOTHBONOKASAHHA, OKHUAIEMbIC H
npexckasyempie noGouHbIe 3PPEKTH, CBAIAHHDBIC ¢ NPHMEHEHHEM MEIHIAHCKONO HIRETHA 1O
HAZHAYMECHHIO

IpoTHBONOKAIAHNSA

¢ He Ha3HAYaTh NAUMEHTaM C BLIABICHHON TMNEPYYBCTBHTENLHOCTHIO K NPENaparaM Ha OCHOBS
THAYpOHATA.

¢ BHyTpHCYCTaBHbIC HHBEKUHNHE NPOTHBOMNOKA3AHH B CIIyHAIX HHQEKUHH Wi KOXHLIX Gonesnei
B 001aCTH AHBEKLNH,

Ha cerommsmuuii AeHb He BHISBIEHO MHBIX NpPOTHBONOKa3aHMA K HCMONB3OBAHHIO NpPOTE3A
cHHOBHaNLHON xuaxocTh Bioport Crosslink npH HCHOJIb30BAHAN H3AE/HA O HASHAYCHHIO.

TpeaynpexacHue K Mepbl NPEAOCTOPORHOCTH
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Maxigen Biotech Inc.

e HWanenue Bioport Crosslink npeanasHa4eHO TOMBKO A1 BHYTPHCYCTABHOTO BBEACHHA.

e He HCOOAB30BATh COBMECTHO ¢ AC3HHOHUMPYIOWMMH CPeACTBAMH, CONCPMAIIMMH
ETBEPTHUHBIC AMMOHHMEBBIC CO/IH, MOCKOJbKY PEakus C HHUMH MOXET MPHBOIHTD K
OCaXKACHUIO FHAYPOHATA.

e He ucnons3sobars Bioport Crosslink, ecnn ynakosKa BCKPSITa HITH MOBPERACHA.

o ComepXHMOE HW3ICTHA CTEPHIBHO, €CNH YNAKOBKA HE BCKPHITA M HC nospexaena, Bioport
Crosslink a0mker 6LITh HCMOAL30BAH HEMEUICHHO NOC/AE BCKPHITHA 6nHCTEpHON YNAKOBKH.
CozepXMMOe LINPHUE HITOTOBAEHO C HCTONL3OBARKEM METOAA ACENTHYECKOTO HANONHEHHA.
He crepunuszoBath NOBTOpHO. Llnpun mpeAHA3HAYCH TOABKO JAAS ONHOPa3oBOro
pemonbioBanns. Jliobhle HEHCIONB3OBaHHbie M3jgemds Bioport Crosslink noiexar

yranusanky. He HCoNE30BaTh NOBTOPHO.

¢ Crporo cobmoaTe METOX ACENTHIECKOTO BBCACHHUA.

o C OCTOPOXHOCTEIO HMcTionb3oBath Bioport Crosslink Ha mAlEHTAX ¢ TAXEILIMHA dopmamu
anneprum.

e C OCTOpOXHOCTBI0 HCIOAb30BATS Bioport Crosslink mpd TpH3AAKaX BEHOCTA3a HIH 3aCTOA
nAM(H B HOTe, B KOTOPYIO BEINIONHACTCA HHBCKIHAL.

e Tlocne BReneHMs BHyTpHCycTaBHoH uHBexuuw Bioport Crosslink MoxeT HPOABATECH
npoxoaAmas Gonk 1 omyxaHke COOTRCTCTBYIOLUETO CYCTasa. Jleyamui Bpaq MOXeET HA3HAYTHTD
Hazexalnee MeINKaMEHTO3HOE JICUCHHE.

e Tlepen seeneruem Bioport Crosslink HeOOXOMMO YAATHTE CYCTABHOH BHIIOT (TPH HAJIHYHK).
Beoauts Bioport Crosslink B cycTas npH noMoiu crepunsHOM uran 20 xamubpa (20G). He
HCIIONB30BATD OJMH H TOT ¢ IIPHII 1A YIaNeHHs CYCTABHOTO BLINOTA H BBEJCHHS Bioport
Crosslink. AKKypaTHO CHUMATD 38Ny IKY UIMPALA H KOJMIAGOK HIJIBI aceNTHYECKHM CIIOCODOM.

o Kak u B cayuae ¢ moGoil apyro# YHBA3MBHOH NpOUEAYPOH, MPOBOJUMOH HA CycTase,
PEKOMEHAYETCA He TIEPErpyKaTh CyCTas cpasy ke nocic BHYTPHCYCTABROR HHBEKIHH.

o TaxKe peKOMEHAYETCA HE BHINOMHATE NPOUERYPY, €CIIH TIAIMEHT HE MOXKET HaXOXHTHCA MOA
MEIHIHHCKAM HaOMOACHUEM B TEUCHHE NOCCAYIOMHAX 48 qacos.

o Be3onacHocTs 1 3pHEKTHBHOCTb NOBTOPHbLIX KYPCOB JIeeHHA IPH NOMOLIA Bioport Crosslink
HE YCTAHORBJICHa.

¢ DBezonacHOCTS H 3P PEKTHBHOCTS HCHIONLIOBAHHUS Bioport Crosslink Ha ApyYrHX CycTaBax, KpoMe
KOJICHHOTO, 8 TAKoKe L8 NeueHHs Apyrux 3aGonesanui, KpoME OCTCOATPHTA, HO YCTAHOBNICHA.

e bBesonacHocTs M 3PPEKTHBHOCTD MPHMEUCHUSA Bioport Crosslink coBMecTHO ¢ ApYrHMH
BHYTPHCYCTABHBIMH HHBEKIMAMHA HE YCTAHOB/ICHA.

e 3anpemaercd NpHMEHEHHUE Bioport Crosslink mpi G¢peMEHHOCTH, KOPMALIHM MATEPiM, AeTaM.

4
& 000 LMPMU (2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU



MBHcr2snzzeansa

e O6azaTensHo cOBMOAATH MPOUCAYPHl MOLACPKAHUA CTEPHIBHOCTH B MECTC HHBCKLAH H
ACTONB30BATh HAUICKALIHK METO/l HHBEKIIMOHHOTO BECACHHA,

¢ JlaGopaTopHble MCCIENOBAHHA «in Vitron MOKa3aiy OMANSCICHINIO MHAIYPOHAT HABTpHS NpH
CMEIIMBAHMH C APYTHMH PACTBOPaMH, COACPKAIUMH YETBCPTHUHEIC AMMOHUEBEIC COCMHEHMA.
MosroMy He CIGAyeT BBOJMTH THAJYPOHAT HATDHS Uepe3 H3JS/NHE, KOTOpOS MNpPEkC
HCIIONL30BANOCH T BEEACHNA YKa3aHHEIX PACTBOPOB.

HexesaTenbHAN peaKUHS

THamypoHaT HATpAd ABJACTCS HATYpaNbHBIM KOMIIOHCHTOM, COACPXAIIHMCH B TKaHAX
yejioBedeckoro oprasusMa. OGLINHO OH MEPEHOCHTCA “EJIOBEKOM O4EHb XOPOLIO. Hwmerorcs
cooOIeHns O BPEMEHHBIX MOCHCONEPAHOHHBIX BOCTIANHTENLHAIX PCAaKUHAX. Takke HEMEIOTCH
coOGIMEHHS 0 PA3BHTHH Y HEKOTOPHIX NAUHEHTOB HEXENATENbHBIX peaxiuii, Takux xak Gonp B MecTe
HEBEKIMH, OMyXaHHe KOMCHHOTO CyCTaBa W/WIH CYCTaBHOH BBRINMOT, MECTHHEC KOXHEIC PCAKUHH
(cbinb, 3kxEMO3) H 3y1. Melo1cd CoOOIICHAS O BPEMEHHOM YCH/ICHHA BOCNIAIMTE/IbHON peakuuy B
COOTBETCTBYIOILEM KOJICHHOM CYCTaBE Y HEKOTOPHIX NAUMEHTOB MOCIC BBCACHHSA WHBEKIMH NPH
BOCTIAUTENBHOM apPTPHTE, TAKOM KaK PEBMATOMIHbIH HIH NOAArpHYECKHi apTpHT.

&, TexanvecKHe XAPAKTEPHCTAKE MEAHIHHCKOTO HIACJIHA

Wanenne mpeactasnger coGOH MITIPHIL, NpeJHANONHCHHEIN pacTBOPOM THANYPOHATA HATPHUA,
COCTOSIIMA W3 WWMHAIpa, HakoHeunHka (Tén Jhoep Jiok), saraymxu, wroka H nopuna. Ilpn
TIOMOIIY INNIPHIIA PACTBOP THAIYpOHATA HATPHA BBOAHTCH B TKAHH CyCTABA.

Cocras Ha 1 M1

[aamypoHaT Hatpus - 20 Mr;

Harputi-docdarabii 6ydepHbii GH3HONOTHYECCKRH PACTBOP - A0 1 Mn.

AB-N305 TTpoTes cunoBHaNLHOI *KuaKocTH Bioport
Crosslink (Bnonopt KpoccanHk), B cocTase:
- O/IHH O/IHOPa30BLM IWNpHIL 6e3 Ik,
conepxamuii 2,0% pacTBOp rHaNypoHaTa
Harpus ofpeMoM 3,0 Mit.
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CTexnAHHBIA LHAKKAD BMECTEMOCTBIO 3,0 M1, G€3 rpanyrpoBKH
1.20 et
- 91.10 .20 - g =
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x - 84.30 £1.10 - ol 9
3 72.20 £0.50 w| &
o - Qo o
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T B 9 §
S
’0‘0 '-'IQ
\s
Luer Lok ® taper 6% .
1.50min _J|I_
Onucanue Ilepegod
Luer Lok taper 6% Haxoneunnx (tan Jioap Jlokx 6%)
1 ____Buemnnss cTeHka HRIHHAPA

BHYTpeHH#A CTeHKA IHTHEADA

2
3 Hakoneunwk (Tun Jliosp Jlox)
4 3arnymxa
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*Ha npeAcTas/NCHHBIX YEPTeRAX SANHHLB HIMEPSHHSA PR3MEPOB YKA3AHLI B MM.

TexHnueckA¢ XapaKTCPHCTHKH:
O6man ymna ot 3arnymku fo ¢ranna — 91,10 MM (+1,20 Mm / - 2,10 Mm)

Jnuna ot nakoneunuka (tan Jioap JIok) ao ¢pnanua — 84,30 MM (F 1,10 MM)
JlTMHa OT OCHOBAHMSA WHIMHAPa N0 pnaHna — 72,20 MM (£ 0,50 MM)
JnameTp HakoHedHHKA — Makc. 11,10 MM

Haxoneunux Tan «Mioap Jlok mana (Male Luer Lock)»

[IpucoennuHTENbHLIH pazMep:
Breumnii muamerp — 8,0 MM x 0,1 My

BuyTpenuuit fuamerp — 3,925 MM (+ 0/ - 0,005) Mm
Brewmnuit auametp nunnaapa — 10,85 MM (& 0,10 Mm)
Brytpennuit amaMeTp uunaunapa — 8,65 MM (& 0,20 MM)
Hunamerp «xpointa» PpnaHua — MuH. 8,25 MM
Tosmuns=a ynopa ans nanbua — MAH. 1,50 MM

Jnametp ynopa mna nansua 1 — 14,70 MM (£ 0,65 Mm)
HAnamerp ynopa s nansna 2 — 17,75 MM (£ 0,75 Mm)

3armymxa;

HMuamerp sarnyumkn d1 — maxc. 4,0 MM

Hnamerp 3arnymxu d2 — Makc. 6,5 MM

HAuametp saraymku d3 — Maxc. 8,0 MM

JUTHHA BBICTYTIA 3aITYLIKH ~ MAKC. 2,0 MM

Hmna sarnywxu — Maxe. 14,0 MM

MakcumanbHoe «MepTBOE» npocTpaHcTso — 0,07 ma

o IliTok
Texnuueckne xapaKTePUCTHKHA:
O6inaa pnHHa mToKa — 74,50 Mm (= 0,80 Mm)
Juamerp mroka — 8,0 MM (£ 0,2 MM)
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Jymua nopmusg — 7,70 MM (£ 0,40 MM)

Juamerp nopmns — 9,15 mMu (£ 0,15 mm)
BUTKOB Ha TIOPINHE ~ 3 BHTKA

Jluametp ynopa mrroka — 12,70 mm (0,40 mMm)
Tommuua ynopa wroka ~ 1,5 mM (£0,2 MM)
Tomnuua ynnoraurens — 1,2 MM (20,2 mm)
Hamuue mapkuposku — BD (Becton Dickinson)

Yceunn HIA;
«ITpotes cuHoBHaNBHOMK *KuaxocTH Bioport Crosstink (Bronopr Kpocenuuk)» — < 25 H.

HanoyHeHue mnpuna:
Coznepxanue ruamyponara HaTpua: 20 Mr/ma.

Hsnuexaem obreM: > 3,0 Mu/mmpHn,

6. Yca0BES TPAHCIIOPTHPOBKR, XPAHCHHAS H NPHMCHEHHS

YcI0BHE TPAHCNOPTRPOBKH

Temneparypa Tpancnopruposkn: ot 15°C go 25°C
OTHOCHTENTbHAS BNAXKHOCTH: HE Gosee 65 %
ATMoctepnoe nasnenue: 70 — 106 xIla

YcaoBHa XpaneHus

Temneparypa xpanenna: ot 15°C nmo 25°C
OTHOCHTENREHAS BIAXHOCTh: HEe Oonee 65 %

AtMochepHoe nagnenue: 70 — 106 klla

XpaHUTb B NPOXNATHOM, CYXOM, 3ALHIICHHOM OT CBETA MECTE.

Yenosna npHEMeHeRns

Hsnenme mpeaHa3sHAUCHO JUif HCNONL3OBAHNS B NOMEUICHHH IIPH TEMIICpPAType
okpyxatomeii cpeast: ot 15 °C xo 25°C

OrnocurensHaa BaaxkHocTs: He Gonee 65 %.

AtMochepHoe rasnesne: 86-106 xila

7. llepevenn H ONHCAHAC MATEPHAIOB MCARIWHCKOr0 H3IJCJAHS, BCTYNAOMHX B
HEMOCPEACTBEHADIM HIH ONOCPEAOBAHHLIA KOHTAKT ¢ OPraHHIMOM NAUHEHTA (TEIOM
YeloBeKa)

HauMeHnoBauue Bna xkoHTaKTa [Iponssourens Homep
PEruCTpalHOHHOTO
YAOCTOBEPEHHA/HOP
MATHBHOTO
AoxyMeHTa/CAS-
HOMEp

Mnpuns: crexnsuume BD
Hypak CTepHNBHEIE H KparkoBpeMeR «Bexton [uxuucon | ®C3 2011/11237 or

HECTEPHJIBHDIE, ¢ NTIOH H HBIf KOHTAaKT ®ponc C.ACny,
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[ Ger HIJIB, 06BEMOM OT 0,5
M1 ao 20 Mn

(<24 v ¢

HEMOBPEXACHH
ofi koxel

Opauuusg

26.12.2011

Hatpus ruanyporar

ITocTosHHbIH
(> 30 cyrox)
KOHTAKT c
KOCTHOH
TKaHbIO H
BHYTPCHHEH
cpeaon
opraHusma

«Bnymefimx  Ppena
Buo®apm Ko.JItan,
Kurakt

®C-001305
11.01.2016

oT

Bona ans uEbexumni

IMocrognEubIH
30 cyrox)
KOHTaKT ¢
KOCTHOH
TKaHbIO |
BHYTpeHHEH

cpenol
opraHusMa

TAIWAN
BIOTECH CO.LTD

7732-18-5

«TTpoTes curonamsHOH xuAKocTa Bioport Crosslink (Bronopr Kpocenuuk)» npeacrasiser coGolt
CTEPHIIBHOE MEAUIIMHCKOE H3ACITHE,

Pabora ¢ M3mendeM JOTYCKAaeTcd TONBKO ¢ IPUMEHCHHEM CPEACTB MHAMBHOYAILHOH 3aIHTHI

(nepuarox).

8. llaunbie 0 MAPKHPOBKE MEAMITHHCKOTO H3/IC/IAS H €ro YIAKOBKE

8.1 MapkupoBka

MapKupoBKa HaHOCHTCA Ha IINPHL, HHAMBHAYAILHYIO YNakoBKy (6/1HcTep), CTHKEPh! NALHEHTE,
KAPTOHHYIO KOPOGKY M TPaHCTIOPTHYIO Tapy H3AeNHA.

N
FEAYL

Obpasey mapxuposku kapmonroti xopobku « Ilpome3s cunosuanvroi xcudxocmu Bioport Crosslink

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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(BronopT KpoccnnHk)» (CTopoHa 1)

IXH mmu 1

BI
Vi B et

81O POMT CROSSLY

O6pa3seL, MapKMPOBKM KapTOHHOI KOPO6KK «[poTe3 C1HOBMaNbHOM >Knakoc Ty Bioport Crosslink
(BronopT KpoccnnHk)» (CTopoHa 2)

O6pasel, MapKUPOBKN KapTOHHOW KOPOOKM «[poTe3 CUHOBMaTbHOW >XKUAKOCTW Bioport
Crosslink (BuonopT KpoccnnHk)» (6okoBasi cTopoHa 1)

O6pasel, MapKMPOBKMN KapTOHHOWA KOpobKM «[poTe3 CUHOBMaNbHON >XMAKOCTKW Bioport
Crosslink (BuonopT KpoccnuHk)» (60KoBasi CTOPOHa 2)

rdssflniPw'v.".",?;
.1305
;. *e>2526 L Eep

O6pa3sel, MapKUPOBKM KapTOHHOW KOPOOKK «MpoTe3 CMHOBMANbHOW >XKnakocTu Bioport Crosslink
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(Buonopm Kpoccaunx)» (mopyesas cmopora)

RNy

ITepesod Mapkupoexu u PAcuUPOSKa CUMBON08.

Texker / Cumeon

[lepeson

[Nikovari Bio Tech Oy, Finland

kHukosapu buo Tex Ofi», QuraHans

Bioport Crosslink

Brionopt Kpoceanuk

[ntra-Articular Injection Prothesis

[1poTe3 CHHOBHANLHON KHAKOCTH

[ngredient: Cocras:

one single syringe without needle DAMH OAHOPA3OBLIA HIMphL Ge3

fwith 2% sodium hyaluronate solution prasl, conepxamuii 2%
THANYPOHATE HETPHS,

3,0 ml 3,0 Ma

[Homep no xatanory

Kon napTvu

JlaTa H3rOTOBNEHHA

[Hcnonk3osats A0...

Cocras

TemnepaTypHuiii Ananason ot 15 °C ao
R5°C

F-le AOMYCKATS BO3AeHCTBHA
CONHEHHOTO CBETA

Banper Ha NOBTOPHOE NPHMEHEHHE

OGpaTHTECh K HHCTPYKUMH RO NPHMEHEHHIO

Crepunusanua ¢ MPHMEHECHHEM
METOA0B acenTHuecKoH 0GpaboTkH

[MeAHUHHCKOE H3LENHE AMUPOTEHHO

He cTepunn30BaTh NOBTOPHO

€ HCAONB30BATE NPH NOBPERACHHH
YIAKOBKH

HELSINKI, Finland

Nikovari Bio Tech Oy , Retkeilijiinkatu 5, 00980

k«Huxosapu Buo Tex Ofin, PerkenugHkary
S, 00980 XenscHHkH, PHHASHAWA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Maxigen Biotech Inc., No. 88, Keji 1st Rd., Guishan «MakcnaxvH baiiotek VHK.», [lom 88, yn.

Dist., Taoyuan City 33383, Taiwan Kauau 1, paitoH TyiiluaHb, r. TaotoaHb
33383, TaliBaHb

Tel: TenedoH:

Fax: dakc:

L w

Bioport'CrossUnk

O6pasel, MapKMpOBKM WHAMBUAYAIbHOW ynakoBkM «[MpoTe3 CMHOBMAIbHON >KMAKOCTMW Bioport
Crosslink (BuonopT KpoccnvHk)»

MepeBoA, MapPKMPOBKYM 1 pacLLN(POBKa CUMBO/IOB:

Tekct/CumBon MepeBog,

Bioport Crosslink BronopT KpoccamHk

Intra-Articular Injection Prothesis 2,0% MpoTe3 cMHOBMaNbHOI XupaKocTn 2,0%
@ 3anpeT Ha NOBTOPHOE NMPUMEHEHVE

OG6paTnTeCh K UHCTPYKLWK MO
MPUMEHEHNIIO

Crepunmsauus ¢ NpUMeHeHeM MeTOLOB
E acenTuyeckon 06paboTKu

He ncnonb3oBathb Npy NOBPEXAEHUN

@ YMaKoBKM

Aseptic filling AcenTnyeckoe HanonHeHue
Non-pyrogenic He nuporeHHo B
Howmep no katanory
CHK
Kog naptum
Vcnonb3oBarthb Jo...
contents CocTtaB
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Do not freeze

Store at room temperature
Protected from light
Open

Btoport-crosslink *“

tntrm~urnr i~rcoon pr«lh**NitA% 1w

He 3amopaxkmnsaTb

XpaH1Tb NPU KOMHATHOMN TemnepaType
bepeyb 0T cBeTa
OTKpbITb

g 2025-10-31

(SSSSS 3<0mt

: g ' "2025-10%31

3,0 mL

O6pasel, CTuKepoB naumeHTa «lMpoTe3 cuHoBMaNbHOM >KuakocTu Bioport Crosslink

(BuonopT KpoccnmHk)»
lMepeBo MapKMPOBKK 1 pacLUgPOBKa CUMBOJIOB:

Tekct/ Cumson
Bioport Crosslink

Intra-Articular Injection Prothesis 2,0%

fiivi

contents

3,0ml

MepeBog

buortopt KpoccnnHk

MpoTe3 CMHOBMANTbHOM XMAKoCTK 2,0%
Homep no katanory

Koga naptun

Vicnonb3oBathk A0...

CocTtaB
3,0 mn

O6pasel, MapkupoBku «lpoTe3 cuHOBUasbHON 3tomakocTu Bioport Crosslink (BuonopT

KpoccnnHk)»
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TlepeBoa MapKHpPOBKH K Paciin(poOBKa CHMBOJIOB!

Texer / Cumsoa Il'lepeno.tl
rBioport Crosslink Fnonom KpoccauHK
Intra-Articular Injection Prothesis 2,0% [Mpores cHHOBUANbHOH KAHAKOCTH 2,0%
™l |Houep no KaTanory
T ia Il(o,n NapTAK
Mcnons3oats 10...
| contents | CocTan
3,0 ml 3,0 ma
OB6pasey MapKuposKYy MPAKCROPMHKOU Mapul
CHMBO/IEI, HAHOCHMbIE Ha TPAHCIIOPTHYIO Tapy:
Cumbon IlepeBon

IepepabaTriBaeMas ynakoBKa

! Xpynkoe, oSpaniarbca 0CTOPOXKHO

4

? bepeyb OT BIArK

JIna obpalieHHA MEAMUMHCKOTO H3AENHA Ha TCPPHTOPHH P® npeaycMOTPEeHO HAHECERHS
MApKHPOBKH Ha PYCCKOM A3bIKE:

14
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8.2 CsefeHunA 06 ynakoBke

B nHAVBMAYanbHOM YNakoBKe COAEPXUTCA OAMH OAHOPAa30BbIN WNpUL, 6e3 UrNbl, COAepXKaLLmii
pacTBop rvanypoHarta Hatpusi. Ha ynope ans nansua pasmewyeHa 3arnywka (TAIRIPRO Homo
grade), KoTopas 3alMLaeT OT C/TyHYaNHOr0 HaXKaTusA LUTOKA.

LLnpuy, nomeleH B 6nmcTepHbli noToK (PET-GAG CAS-Homep 25038-59-9), 3anevaTaHHbIi
matepuanom TaiBeK. BIMCTEPHbI NOTOK BMECTE C MHCTPYKUMEN No npuMeHeHnto (bBymara Simili
nnoTHoCTbl0 220 r/cM) W CTUKepamMu naumeHTa (2 wr., bymara TonwwmHoi 0.11T),
npeAgHasHavyeHHbIMW ANA KapTbl NauuMeHTa, pasMeLlaeTcst B KapTOHHONM Kopobke (KapToH Carta
solida TonwmHon 45T).

200 ([BecTv) KapTOHHbIX KOPOOOK MOMeELLIATCA B TpaHCMOPTHYH Tapy (Fo(purpoBaHHbIN
KapToH BF K5xK5).
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O6WWA BMA COAEPIKMMOrO YNakoBkM «[poTe3 CUHOBMANbHOW >KuAKocTw Bioport Crosslink

Maxigen Biotech

(BMonopT KpoCCimHK)»

Inc.

XapaKTepucTUKM COLEPXKUMOTO YNaKOBKN;

Copep>xnmoe
YNaKOBKU

3arnywka

ynopa 1
nasbLa

NHamengyanoH
ad yrakoBka

KapToHHas
KopobKka

Matepunan

Homo

BAncTepHbIi
notok (PET-
GAG CAS-
Homep 25038-
59-9),
3aneyaTaHHbIl
MaTepuasiom
TaliBek

KapToH Carta
solida

TonuwmHom 45T

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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*

rabapuThbl

3,8 cm (= 0,2 cm) X2,0 cm
(£ 0,2cm)
Macca: 1,23 r(+ 0,10 1)

18,0 cm (x 0,5 cm) X 5,4 cm (0,5
cM) X2,3 cm (£ 0,5 cm)
Macca: 7,60 r (+ 0,50 r)

18,0 cm (= 0,5 cm) X 2,5 cm (£ 0,5
cM) X6,0 cm (x 0,5 cm)
Macca: 1451 r(x 0,4 r)



VB

CTuKepb! oymara Pasmep: 6,4 cm (x 0,5 cm) X 2,5¢cm
nawuueHTa TOJILLMNHOWA i 0,5 cm)

0.11T ewporl CrovsUf* ~ Macca: 0,38 1 (i 0,1 r)
MHCcTpyKums Bymara  Simili Pa3mep Kaxzoli: He 6onee 30 cm X
no NIOTHOCTLIO 220 21 cm X2 cm 5
NPVUMEHEHUIO r/cm — Macca Kaxgon: He 6onee 250 r

XapakTepucTyi Ka TPaHCMopTHOM Tapbl

TpaHcrioptHas  odhpupoBaHH Pasmepbl ([ XL XBY):
Tapa bIIKaPTOH He 6osee (61 cm x 40 cm x 33cm)
BE K5xK5 Macca: He 6osiee 1Kr.
il

Creuundgumkaumsa nokpbitua Tyvek (TaliBek) 1059B:

CBOWCTBA CraHgapT E/. N3M. 3HAUEHUNE
MnoTHOCTb ISO 536 riv 71.6-80,4
TonwmHa ASTMF2251 MKM 163

CnenHsas nooucTocTb ISO 5636-3 MA/MUH ” 6>12552 s
vemmme MD ASTM D5035  (hyHT/gtoiim (Hiem™) 3 - 227'03;
pacTsHKeHne CD : ,
VPT/HTMP Hs MD ASTMD1424 QyHT(H) 0.67 (2.98)
pasphbIB 1 CD 0,72 (3,20)
MD ASTM D5035 % 21
Y pnvHeHne CD 26
[MPOYHOCTDL ba ISO 2758 KlMa 1055
npojaBMBaHme .

9. KOMNIEKTHOCTb NMOCTaBKWN W CBEAEHNSA O COBMECTUMbIX U34ENNAX
9.1 KOMMMEKTHOCTb MNOCTaBKU

B KaXX[10 KapTOHHOW KOPOOKe MeayLMHCKOro niaenms «11pores CHoBMabHOM »umakocTu Bioport Crosslink
(BronopT KpoccrvHK)» Coagparcs:

1) ingmBrAayanbHas ynakoBka ¢ MeAULUHCKAM n3genvem - 1w,

2) VIHCTpyKUMSA NO NpYMeHeHno —1 .

3) CTuKepbl NaymeHTa - 2 L.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MBl:2sonarnpsnaa

Tpascnopras Tapa coaepxuT 200 (JlpecTH) KAPTOHHBIX KOPOGOK.
9.2 CoMecTUMBIC HITE/THN

Jins BBeaenns Bioport Crosslink B cycraB HeoGXOAMMO MOACOESAMHMT:L K HIPHIY moOyio
crepunsRyIo mrity 20 kamabpa (20G).

9.3 CeeaeHns 0 NPHHALICHKHOCTAX

«Ipores cuHopHanbHol xuaxocTH Bioport Crosslink (Buonopt KpocCiHEK)» noCTaBsercs Ge3
NPHHAIUICKHOCTEH.
WUrna ans BeeacHus NpUOGPETACTCH N10/1b30BATENIEM OTACNBHO.

10. Onucanse NpUAALNCKHOCTEH, METHUHACKRX RIAEAHHK nan u3neanti, He SBANIOMHXCA
MEAMIMHCKHMH, HO NPEIYCMOTPEHHLIX IS HCNOAL3IOBRHHR B KOMOHBAUHE ¢
MEERIMHHACKHM H3Ae/AueM (PR HATHIHN)

Cm.n.9.2,93.

11. MudopmanMs 0 HATHIHE B MEAHIMACKOM H3ACTHH JCKAPCTBEHHOI0 CPEACTBA 1IN
MeAMUHHCKOTO NPHMEACHHS, MATEPHA/IE! %HBOTHOr0 H (HJIH) HeJI0BEYECKOr0
MPORCXOKACHHS

JianHbBIe 0 HANHIHA JEKAPCTBECHHBIX CPEACTB

IpoTes cuuoBRAaNLHOM xKuaKocTH Bioport Crosslink (buonopr KpOoccnaHK) COAEPKHT B COCTaBE -
- HATPHA THAITYPOHAT

Mpoussomurens: «Brymetimx ®pena Bruodapm Ko.Jltay (Knraii) / Bloomage Freda Biopharm
Co., Ltd.

Hanuure peructpauny B P®: Homep peecTpoBoit 3amuck ®C-001305, nata BKIIOYCHHA B PEeCTp
11.01.2016
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;*-"y}- FoCyaapeoa sunil poecve
i

100 r - gankoms

- BRARETM DOAUNPOTLICRTRMNG - HOPOSIH KapTORIMIC-
100 r - aexoin: nonpzAIenvsse (10} - KOPOSEN KapTORMLL-
200 ¢ - dansxoms ~ MOPOGIE XEPTOMILI-

- MAKSTI BOANNPOTHINROBSE
200 5 - Gansosi: PATITHICN0INE {10} - ROPOIKI KRPTHHEN-
50 7 - GIANONML - ITARSTH DOTHTPORMICROULN - SOPOOKN KFTORNMNG-

A e N Y S

Brywefizx ®peas  No. 678 Tianchos S¢., High-tech Developmen Zome, oo
__'Buodapsc Ko Tira Ji-lﬁly.wm.&h P

HudopManHa 0 HANTHYHH B MEAUIHACKOM WH3JeJHH MATEPHAIOB XHBOTHOIO H (nam)
Ye/I0BEIeCKOro MPOHCXONIACHNSA

Henpumenumo, Bioport Crosslink He COREPXHT MATEpHAIOB KHBOTHOIO H (WiH) HENOBEHECKOTO
NPOMCXOMKACHUS.

12. Hudopmanus 0 NOpAAKe YCTAHOBKH, MONTAXKA, Hacypoliks, xaauGpoBKA B RHLIX
aeitcrBril, HeoOX0AAMBIX IS BBOAA MEAHLUWHCKOTO HIACIHA B IKCHAYATARHIO

HenpumenumMo.

13, TpeGopanus K NOMCMEHHSM, B KOTOPLIX HPEANONATACTCH YCTAHOBKA (MoBTRK)
MEIHIMHCKOTO H3eIAN, 3 TAKAe TpefoRaHNN K NOATOTOBKE HAH KBANHPHKAUAR SN,
OCYIECTBISIOMAX YCTAHOBKY (MOHTAK) MEQHITAHCKOro H3AeHS (UPH HATUIHA)

HenpuMeHuMO.

14. HudopManus 418 NPOBEPKH NPABIILHOCTH YCTAHOBKH (MOHTAXKA) MEAHLAHCKOTO
H3AETHS H €r0 roToBHOCTH K 6esonacnoii paboTe IKCIUTYATANHH

a) COfECpXAHME H NEPHOAMIHOCTH TEXHHUECKOro OOCHYKHBAHMA, BKMIOUAT OTHCTKY H
Ae3uHGEKUA MCAHUHHCKONO H3ACTHA:

Henpumenumo. Bioport Crosslink - u3aenue 01HOKpAaTHOrO PRMECHCHHA.
§) mepedeHb MpPEAOCTABJCHHBIX NPOM3BORHTENACM (M3TOTOBHTENEM) MEIUIHHCKOTO H3JACNHA

cBeAicHu#, Kmouel, napoaeii ZocTyna, nporpamMM, HEOOXOAHMMEBIX JUid MOHTAXA, HAIAJKH,
IKCILTYATALMH 1 TEXHHYECKOrO O0CITy KHBAHNS MEMLIHHCKOrO A3NeNHA:

HenpumMennmo.
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B) MepeveHb PACXOMHBIX MATEPHAIOB (KOMIIOHEHTOB, PEAreHTOB), 8 TakKe MPOUCAYPY HX
NPHMEHCHHA U 3aMEHbL:

HenpumMeHumo.

r) HeoGxommmocTh Kamubposkm M ofecrmeueHns Hazgnexamelt u GesonacHol paGoThl
MEMIHHCKOTO H3Ae/MS B TEYEHHE CPOKA ero CIryKObl:

He npumMenamo.

I} METOZB! CHWKEHHS DHCKOB, CBA3AHHBIX C YCTaHOBKOH, KaTHOPOBKON HIH TCXHHYECKHM
o6cyKHBaHHEM MEAMINHCKOTO H3ASUA:

HenpuMeHumo.

¢) MHDOpMAMA © MOHTaXe, Halajgke, HacTpoifke, KanuOpoBke M HHBIM AcHCTBAAM,
HeoOXONMMEIM I/ BBOAA MEIMIMHCKOTO H3ZENHd B OSKCIUTyarTalHic H €ro NpasmILHOH
3KCNAYaTalAH (IPHMEHEHHSR):

Henmpumennmo,

%) uHbOpMALAS O NEPCIHE OCHOBHLIX XAPAKTEPUCTHK MO IKCILTYyaTAUMH (npuMeHeHMIO)
MEHIMHCKOTO H3MCTHA, YCIOBHAM TPaHCNOPTHPOBKH B XPAaHCHRHA (HANPUMEP, TEMIICPATYPa H
BIQXHOCTH BO3AYXa, OCBEINEHAE H HHBIC XapaKTePHCTHKK):

cm. Paszaen 6.
3) HepedeHb NPHMCHAEMBIX MPOM3BOAHTENCM (M3roTOBHTENIEM) MEAHUMHCKOIO H3AENHAA
HaLHOHAMLHBIX CTAHAAPTOB:
[ Cranaaprbi [ Haisaume
IEN 1SO 14630:2012 eaKTHBHLIC XHpPYDPIUYECKHEe UMILIaHTaTH - OGmme TpeCoBanns
(TOCT P UCO 14630-2017) ISO 14630:2012)
ASTM F2347-15 TAHOAPTHOE  PYKOBOACTBO MO  XapakTCpH3allAH M
CNLITAHMAM THATYPOHOBOH KHCNOTHI KAK  HCXOAHOIO
pana Aad MCMONB30BaHHS B OHOMCAHMUMHCKHX H
OABEPrHY ThIX TKAHEBOMH
WMEHEPHY MEAYIIHHCKHX H3ACTHAX
[Esponeiickas {apmakones, ["'HaTypOHAT HAaTPHA
Cratpa 1472
EN ISO 10993-1:2020 OuesKa GHOJIOrHUECKOro AeHCTBHA MEAHIIMHCKAX U3aemui -
( COCT ISO 10993-1-2021) Uacte 1: Ouenxka # TeCcTHpOBAHHC B paMKaxX Mpolecca
npasnenuspuckamy (ISO 10993-1:2018)
[EN ISO 10993-3:2014 Ouenka 6HONOrnaeckoro AeHCTBHA METHIHHCKHX H3ACHHHA -
acTh 3: McnbITannd Ha FreHOTOKCHIHOCTD, KAHIEPOr¢RHOCTD
NIPOAYKTHBHYO TokcugHOCTH (1SO 10993-3:2014)
EN ISO 10993-5:2009 LeHKa GHONOTHYECKOTO EKCTBHA MCOHLUMHCKHX  H3feMH# -
( FOCT ISO 10993-5-2011) E!)ac'rb 5: McnbnTaHud Ha LMTOTOKCHYHOCTB: METOHABI «in Vilroy)
ISO 10993-5:2009)
EN ISO 10993-6:2016 ¢HKa GHONOTHYECKOro AeHCTBHA MEAMINMECKHX H3ACIHH -
(TOCT ISO 10993-6-2021) acTh ©6: McneitaHHs Ha MeCTHoe JACHCTBHE mocie
nnantauun (1ISO 10993-6:2016)
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SO 10993-10:2021 OLenKa GHONOrHYeCcKOro ACHCTBUA MENMIMHCKUX H3ne/uit -

( TOCT ISO 10993-10-2011) Yacts 10: HcnbiTanns HA pasapaxeHHe H CEHCHOHTH3ALKIO
(1SO 10993-10;2021)

EN ISO 10993-11:2018 OueHKa GHOSOrAYecKoro AeHCTBHA MEAHIHACKHX HIJCHHA -

( TOCT ISO 10993-11-2021) [HQacts 11: Hcnmitanus Ha CHCTEMHYIO TOKcHuHocTh (ISO
10993-11:2017)

EN ISO 10993-12:2012 Ouenxa Guonormdeckoro AelCTBHS METWIMHCKHX H3neHMi -
(TOCT ISO 10993-12-2015) UYacte 12: INogroroeka o0pa3lloB H CHpaBOMHAIC MarepAAIb!
(ISO 10993-12:2021)

EN ISO 10993-16:2017 Ouenka 6nonornyeckoro AeHCTBNA MEIUIMHCKHX U3ACNHIA -
UYacts 16: Jlu3aliH TOKCHKOKHHETHYECKOTO HCCNIEAOBAHHA 1S
NPOAYKTOB ZCrpafalid ¥ MpoAyxTos shiMemanus (ISO
10993-16:2017)

[EN ISO 10993-18:2020 Onenxa 6HONOrHYECKOTO AHCTBHA MEAHIHHCKUX HINCTHH

- Yacte 18: XnMuyeckas XapaxkTepH3allHA METEpHAIOB
(1S010993-18:2020)

EN 556-2: 2015 CTepunu3aius  MEIHUMHCKHX m3jennit - TpefoBaHHa K
MEARLIMHCKHM H3JENHIM ¢ MAPKHPOBKOK (CTEpRIBHO» - Yacth
D: TpeGoBaHMA K MCAMOHHCKHM H3JAEMWAM, INPOIICANIHM

lacenrTHuecKyio 00paboTKy
[EN ISO 11737-1:2018 ﬁ:pmmsamm MEIMIMHCKHX A3genntt -
kpobuonoruyeckue npouenypsl - Yacrs 1: Onpegenenue

MOMyNALMK MMKPOOPTaHW3MOB Ha mpoayktax. (ISO 11737-

1:2018)
EN ISO 11607-1:2020 - YnakoBka MEAHLMHCKHX H3JCHHH, NMOABEPTHYTHIX tbnnumu:j
(COCT 1SO 11607-1-2018) crepunusauuy - Yacts 1: Tpebopanns k MarepuanaM, CHCTEM

BAIATH CTEPWIBHOCTH M cHcTeMaM ynaxoskd. (ISO 11607

1:2019)
EN ISO 13408-1:2015 AcenTnyeckas o6paGoTka H3AeNult MEIMIMHCKOro Ha3HAYCHHS -
Yactb 1: O6ume TpeGopauus (ISO 13408-1:2008/Amd 1:2013)
SO 13408-7:2012 AcenTuueckas 06paboTka H3ACNHA MEAHLITHCKOIO HASHAYCHHA

Uacts 7: ANbTEPHATHBHbIE CIOCOOH 00pabOTKH MCAHITHHCKHX
3 nenuit ¥ xoMOUHHPOBAHHLIX MPOXYKTOB.

EN 1SO 15223-1:2021 (TOCTP Memunuuckue u3fends - CHMBONH, HCTOABIYEMBE JUIS
MCO 15223-1-2020) PTHKETOK H MApKHPOBKM MEAWLHHCKHX H3ICIMH, a TaKkke
HeoOxoauMan A4 ykasauua uEdopmaumms - Yacts 1: Obmpe
rpeGopanna (1ISO 15223-1:2021)

[EN ISO 20417:2021 MennuuHckne yctpoiictea - Vndopmanus, npegocrabiseMad
npoussoaurenem (1ISO 20417:2021)

IEN ISO 14971: 2019 eAHIWHCKHE M3JAeNHA - NPHMCHEHHE YNpaB/JIeHUA PHCKAMH K
eammuckum nagemaM (ISO 14971: 2019)

CaulluH 2.1.3684-21 «CaBHTAPHO-MACMHONOTHIECKHE TPpeOOBaHHA K COACPKAHHIO

eppUTOpUi FOPOACKHX H CENLCKHX MNOCe/eHHl, K BONHEM
KTaM. THTLEBOH BOJAE M IMTHEBOMY BOAOCHA0MCHHMIO,
ocepHOMy BO3AYXY, TOWBAM, JKWIHIM TOMCIICHHAM,
KCILTYaTallHY NPOH3BOACTBCHHBIX, OOINECTBEHHBIX NOMELICHNHA,
PraHH3alMH ¥ IPOBENCHHIO CAHUTAPHO-IPOTHBOIHACMHIEC!
podHNaKTHYECKUX) MCPOITPHATHI)

15. Hudopmauus o CTEPHILHOM COCTOSHWH MEIHIHHCKOre HIRENHN, METOAC €T0
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CTEPHIHIALHA H 0 opAAKe AelicTeHi B cAyHa¢ HAPYMECHHS CTepHALHOH yNAKOBKH

«[Ipotes cuHOBHANbHOM kHaKOCTH Bioport Crosslink (Bronopr KpoccanHk)» - CTepHIbHOE
H37eNHE OHOKPATHOrO NMPHUMEHEHHA.,

MeTo/ CTEpPHIH3ALMHE: CTEPUIH3ALAA ¢ IPHMCHEHHEM METOZIOB ACENTH'ECKOTO HANOMHEHHS.
3aBepIIAIONIAM METOAOM cTephi3aiy BronopT Kpocc/MAK SBAACTCA CTCPHIH3AIAA BIAKHAM
TEIOM.

He ncnons308aTh, €CNH YIAKOBKA MOBPEKIACHA.

16. Hndopmanna o nopaaxe 06paboTkH MEIHUHHCKOro H3EIHA MEANLHACKOTO H3IACANN
A8l €r0 MIOBTOPHOro HCNONL30BAHMA, BKAIOYAN OMHCTKY, AH3HHGEKIHIO, YHAKOBKY H IIPH
HeoGX0AHMOCTH MeToaA TOBTOpHOH crepuamlanuu (ecim  MeJHIHHCKOC H3jneaMe
NpeAHA3HAYEHO I MHOTOPA30BOro HCMONLIOBAHNES), 8 TAKKES KPHTEPHH HENPHTOAHOCTH
MEAHIAHCKOro H3ACANS A1d NPAMEHCHHR

HenpumeHHMO K JIAHHOMY MEJHLUHHCKOMY H3AE/NHIO, HOCKONBKY «Ipotes cHROBHANLHOH
acuakoctn Bioport Crosslink (Bronopr KpoccmHk)» nOCTaBAZETCS B CTSPHILHOM COCTOAHUH H
NpeHA3HAYAETCA TOJBLKO JUIA OAHOPA3OBOr0 HCTIONL3OBAHKA. He ncnons3osath noeropHo. He
HOIEKAT TOBTOPHOH CTEpHM3aUMK. He NOMIEXHT NOBTOPHOH nepepabotke. [ToBTOpHAs
nepepaboTka MOXET HApYIUNTb CTCPHIBHOCTD, GHOCOBMECTHMOCTD H  YHKIHOHANBHYIO
LENOCTHOCTD H3ACTUA.

17. Undopmaunus, neobxoqnmas 18 HACHTHPHKAUHH MEARIHHCKHX mneaufi ¢ eabio
nosydenns Gesonacnoii kombunaunu, # wHGopMauHy 00 W3BECTHBIX OrpAHHYCHHIX NO
COBMECTHOMY HCIOJNbL30BAHHIO MEAHUHHCKHX wanemil (A9 METHUHHCKAX HIAeNHH,
APEAHAIHAMEHHBIX A1 HCNOALIOBAHNA BMECTE C APYTHMH MEIHUHHCKHME H3ACAHAMA H
(M) NPARALICKHOCTAMHE)

Jina seemenna Bioport Crosslink B cycraB, Heo6XxoAMMO HMOJNCOCAHHHTE K IITIPHITY mobyio
crepunsHyto ury 20 kambpa (20G).

BezonacHOCTh H 3¢¢emaﬂdc'rb npumenenns Bioport Crosslink coBmecTHO ¢ ApyrHMH
BHYTDHCYCTaBHBIMH HHBEKLIAMH HE yCTaHOB/CHA.

18. Hndopmanng o npHpoae, THNE, a Takke (npa neobxomuMocTH) 00 HHTEHCUBHOCTH H
pacnpeaeeHnH H3MydeHHs (JIEKTPOMArHATHOE, HOHHIMPYIOMCE, HHOE) MEAHITHHCKOro
p3geTns B cnocofax 3amETR moTpebATeNedl ¥ TPETHHX JHI OT HenpeAHAMEPECHHOr0
H3JYICHHS B Ipouecce IKCILTYATRIHH MEAHUHHCKOTO HIACTHE (ecin MeRHITHACKOE H3ACRHE
CcO3AACT ONACHBIN HH NOTeHUHAILHO ONACHLIN YPOBEHD HINYUCHHS NPH HCNOJALIOBAHHH
10 HA3HAMCHHIO)

HenpumesuMo.
19. HHOPMANHSA 0 MEPAX NPEIOCTOPORHOCTH, NPEANPHRHMACMEIX B CITyHae

4) HEWCIPABHOCTH MEAHMIMHCKOro HafeaHs, cbos B ero paGoTe MAH OTKIOHEHHH B
YHKIHOHHPOBAHHH, KOTOPLIC MOTI'YT BIIMSTL HA 6e30MacHOCTh MEAMIIMHCKOrO H3AEHA, B TOM
quClIe ONpeAcNIeMBIX IO BHEIHHM NPH3HAKAM:

He BCNOABL30BATH H3IACNHE, €C/1H YIIAKOBKA NOBPCKACHA
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6) BosmelicTBHA Ha (YHKUHOHHPOBAHWE MEMIMHCKOTO H3AEAMA BHEWHHX (aKTOpoB,
CBA3aHHBIX C PUMEHEHHEM MEANLIWHCKOTO H3/IeANR B KOMOHHALEH ¢ APYTHMH MCTHIHHCKHMA

_ W3senuAMH M (MAu) ofopyaoBaHWEM, WM TakHX NPEACKA3yeMBIX ¢$axTOpoB, KAK BHEILHHE
3NEKTPOMATHMTHLIE MOJH, 3NEKTPOCTATHUESCKHE Daspafbl, HINyHCHHE (JCKTPOMATHATHOE,
HOHH3ApYIOIIcE, HHOE), aTMOc(epHOE NABIEHHE H €70 Nepenajbl, BIOKHOCTh H TEMIIEpaTypa
BO3AyXa:

Yenopus npumenennn Cm, Pasaen 6.

B) PHCKA MEKTPOMArHHTHBIX TOMEX, CO3/IABAEMLIX MEAHLHMHCKAM H3ACAACM I ApYTHX
MEIMUAHCKUX H3enHii, 06opyRoBaHKS H CPEACTB CBA3H MPH NPOBCACHHH U OLCHKE PE3YIILTATOB
JMATHOCTHKH, JIe9eHMS WIH MpA €ro NpHMEHEHHH 1O HASHAYCHHIO (HANpUMEp,
MEKTPOMATHHTHOE H3NMYYCHAC MEHHIMHCKOTO W3MCNHS, OKASHBAIOMCe BIMAHHC HA JpYyroe
obopynopanne):

Henpumennmo.

20, TpeaynpexaeHus H (HAH) MEPHI NPEAOCTOPOXHOCTH, APpeANPHHUMAEMEIC NOTPebHTEICM
NpH NPHMEHCHAR MCIRIHHCKOTO H3REHS, COACPARAMEr0 JEKAPCTBCHHOE CPEACTBO IR
MEIHOHACKOro NPAMEHCHNE, MATEPHAJ XKHBOTHOTO M (H/IH) YeJ0BEYECKOTO POACXOMKACHUS,
MATEPHAJbLI, KOTOPblE EBJINIOTCH KAHIEPOT¢HHbLIMH, MYTATCHHBIME HIH TOKCHTHLIMH,
BO3MOXHOE BbIAEICHHE HAR BhiIMbIBAHHE KOTOPLIX NPHBOAKT K cencubuansannn,
ALTEPrHYecKoll PeAKIIHH HN OTPHOATENLAO BIHACT HA PENPOXYKTHBHYIO GYHKIHIO

Cwum. Pasnen 4.

21. Cpok roaHoCcTH

Cpox roauoctu aas «TIpores curoBHARLHOMN wBAKOCTH Bioport Crosslink (Bnonopr
Kpoccannk)» cocraBager 3 roaa.
FapaHTHHHEIH CPOK XPAHEHHS PABEH CPOKY I'ONHOCTH.

Cpox sxcnnyamayuu: He TPHMEHHMO, nockonsky Bioport Crosslink sBnserca OAHOPA30OBLEIM
H3ICITHEM.

22, Yraauzauus

«Ipotes cuHoBHanbHOM xuakocTH Bioport Crosslink (bronopr Kpoccnuuk)» nomkeR ObTh
HCTIONB30BAH HEMEICHHO M0C/E BCKPLITHS YNAKOBKH, Y THAH3ALMA MPOU3BOAHTCA Ge30MaCHEIM
¥ paspelleHHBM cmocoGoM ¢ cobmozenuem TpeOOBaHHA MECTHBIX HOPMATHBHBIX aKTOB
OTHOCHTEJIbHO O0pAINCHHA ¢ MEAHIIAACKHMY OTXOAAMH.

YTanMsanus MpOU3BOAKTCA COMIACHO 3aKOHOAATENLCTBY, ACHCTBYIOMIEMY HA TCPPUTOPHE PO®.
Knacc orxonos no CanlTuH 2.1.3684-21 «B».

HesarpasneHHas KAPTOHHAA YTIaKOBKa YTHIM3HPYETCA Kak GBITOBOH OTXOL.

23. Hndopmauus of oOcrodTeabcTBaX, OPH  KOTOPLIX noTpefurens  AGDKEH
APOKOKCYALTHPOBATLCH ¢ MEAHIHECKEM PaGoTHAKOM

Hempumennmo, M3nense NpeAHasHAYCHO MUIA MPHMEHCHHA TONBKO KBATHGHITMPOBAHHLIMA
BpauaMH B GONLHUYHBIX YCOBHAX.
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24. HudopMamuR o© NEPBOHAYAILHOM BLINYCKE WIH MocjeaHeM NepecMoTpe
IRCILAYATAUHOHNHON JOKYMEHTAINHM

Bepcns 3.

25. Tlopaaok 1 yC/IOBHR YTHAHIANHH HIH YHHITOXKEHNS MeAHIHRHCKOT0 H3ZeANA

«[IpoTes cuHOBHanbHOK *uaxoctn Bioport Crosslink (buonopr Kpoccnunk)» momker OWTH
HCHIONL30BAH HEMEMTEHHO NOCIE BCKPLITHSA YHAKOBKH. Y THIH3AIMA NPOU3BOAHTCA €30NacHbM
H paspelleHHBIM cnocofoM ¢ cobmogeHnem TpeGoBaHHR MECTHEIX HOPMATMBHEIX aKTOB
OTHOCHTENbHO OOpalneHHs ¢ MEAHIHHCKHMHA OTXOJAMH.

VTHH3AUMA NPOH3BOAKTCA COTNACHO 3aKOHOAATENbCTBY, neﬁcmyromeuy Ha TeppuTopRH PO.
Knacc otxoaos no CaulluH 2.1.3684-21 «b».

HesarpasHeHHAad KApTOHHAS YITAKOBKA YTHNHIHPYETCA Kak OBIToBOM OTXOZ.

26. 'apanTus

Komnanns «Makcumxun Baliorex Mak.» (Maxigen Biotech Inc.) rapanTupyer, wro npa
pa3palboTKe H H3rOTORICHMH ARHHOTO H3AETHA GBI0 NPOABACHO AO/DKHOE BHHMAHHE.

Hacrosmias rapaHTHR NPEAOCTaBlIeHA ¢ 3aMeHOH# H oTMeHol moObLIX HHLIX rapaHTHii,
KOTOphi¢ NPAMO He YKA3AHLI B HACTORINEM A0KYMeHTe, Oyab TO SBHLIX WJIH KOCBEHHbIX
FAPANTHH B COOTBETCTBHH C 3AKOHOM HJH K¢ HHEIX rapanTail, B ToM wmcae a0fbix
NoApRIyMeBAEMBIX FAPAHTHI TOBAPHOTO BHAA HIIH NPHIOAHOCTH A8 onpeacaeHHON mean.

O6paboTka, XpaHeRne, OYHCTKA H CTEPHITH3ALMA ITOI0 H3/ICHHS, 8 TaKKe GaKTOPH, CBA3AHHEIE
¢ NAIHEHTOM, AHATHOCTHKOM!, JICUCHHEM, XUPY PrHYECKHMH NPOLIeTy paMH, KOTOpEE, B TOM YHCHE,
MPOBOIATCH CHICHHMANKHCTAMM H HOKTOPaMH, TAK %K€, KaK A APYTHe BOMPOCH, HE KOHTPOMTHPYEMEIE
xomnauuelt «Makcumxun Balforek HMHk.», 0Ka3piBalOT HENOCPEACTBCHHOE BIHAHHE HA CaMo
H3/IEJIHE M PE3YJNIbTATH €0 HCMONL30BAHUA.

O6s3arenscTBa komnasun «Makcumpxue bafiorek MAK.» 1o AaHHOH rapaHTHH 3aK/IIOYAIOTCA B
3aMeHe jaHHoro ms3jenns. Kommamus «Maxcupkue bBaliorek MHk.» He Hecer HuKakoi

OTBETCTBCHHOCTH 3a C/yYaliHRIe MIH KOCBeHHBIE YOBRITKHM, ymepl HIH pacxXofpbl, IPAMO HIH
KOCBEHHO CBA3aHHBIE ¢ HCTONL30BaHUEM JauHoro niaeqma. Komnanns «Makcamxunn BafioTex
Hnk.» He GepeT Ha cebd, TaK Xke, Kak ¥ He PEAOCTARNACT HHKAKHM WHBIM JIRIAM PaBo NPHHATHA
Ha ce6g OT ee uMEHH NPOYMX NGO AONONHUTIbHLIX 0643aTeNLCTB, TGO OTBETCTBCHHOCTH B

OTHOLICHHHY JaHHOIO H3ACInA.

Komnanus «Makxcupsun PBattorek HEk» Re HeceT HHKAKOH OTBETCTBCHHOCTH B
OTHOINEHHH MOBTOPHO MCNONL30BAHHLIX, NepepaloTanHbBIX HAH CTEPHAH3OBAHHLIX
H3AETHH M He JIAeT HHKAKHEX SBHLIX HIH NOAPASYMEBAeMbIX rapAHTHI B OTHOIICHHAN TAKHX
H3AeaRH, BKIIOYAS TAPAHTHH TOBAPHOTO BHAR HJIH NPHIOAHOCTH LA ONpeAeaeHHOH neaH.

Bee Bonpochkl no rapahTHH Ha Tepputopud Poccufickolt deaepalid JOMKHBI HANPABIATHCH
YIONHOMOUYCHHOMY MpEeCTABATENO, HasHaYCHHOMY KoMnauuell «Maxkcumwiun Baliorexk Huk.».

27, llopsaox npeabABACHAS peKiaManwi
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B cnyuae BO3HHKHOBEHHS BOIPOCOB, CBA3AHHBIX C KaUecTBOM MEJHLIMHCKOTO Haaemus «IIpotes
cuHoBHATBHON xmuaxoctH Bioport ‘Crosslink (Buomopr K HK)», H3NOTORJICHHOIO
xomnauue#t Maxigen Biotech Inc. («Makenaxun Batiotek UHk.3), HeoOxoaumo oOpaTHTECS K
YIIOMHOMOYEHHOMY NIPEACTABHTEIIO MPOH3BOAMTENS HA TEPP Poccniickoit Peaepamun:
OG61ecTBO ¢ OrpaHHYEHHOHN OTBETCTBERHOCTBIO «BHonopT» (000 «Bronopt»), 105082, r.
Mockea, MyHRUIMITANLHLI oKpyr BacMaHHbL# BH. Tep. I., Y. Bonsmas Iourosas, 1.26 B, ctp.1,
arax 4, oprac 408-1

Ten.: 8 (800) 222-38-02

Azipec anexTpoHHO# noursl: bioport@inbox.ru

[kpyrnas nevars:

Mnnncmpmo HHOCTPaHHBIX AeN
; Kuraiickas PecniyGmika

Biopo N0 KOHCYJIECKHM BOTIpocaM]

Iliramn:
He Hecs OTBETCTBEHHOCTE 24 COAEPXKARHE HACTOAINETO AOKYMEHTY
112 Aeno Ne 000606 Jlara: 1S HoaOpa 2023
3apepeno Horapuycom okpyra Llluuen [
OxpyxHoro cyaa TaiiGo#, Talisanb, Kuralickas Pecnybavika
[loarsepx a0 HOAMHHHOCTL HEYATH

Biotech Inc. («Mak: B Baliorex Uuk.»
Ha JARHOM JOKYMEHTE
Hotapuyc /nodnucawno/
Lsus, H-Hyn

Anpec: 4F-3, Ned15, Cexuus 4, Lllnann poya, Taii6si, Tatisanb
Ten, 886-2-2729-3139 ®daxc: 886-2-2729-0509
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MepeBof, fLaHHOrO TeKCTa BbINOMHEH nepeBofyMKoM CepebpsaHHUKOBOM Japbelt MNeTpoBHOM

Poccuiickas Pefepauns

"opog Mocksa

UeTbIpHaALATOro feKabps aBe Thblesuun ABajuatb TPeTbero roga.

A, TopocsH CycaHHa MexakoBHa. BPEMEHHO WCMOMHAKOLWEAA 0643aHHOCTU HOTapuBa
ropoga Mockebl CaruvHa AnekcaHapa AJiekcaHApoBMYa, CBUAETENLCTBYHO MOAAUHHC/ b
nognucu nepesofunka CepebpsiHHMKOBOWN [apbu MeTPOBHbI.

Mognuck chenaHa B MOEM NMPUCYTCTBUN.

JIn4HOCTbL NognucasLLero 4OKYMeHT YCTaHOB/EHa.
3apeructpuposaHo B peectpe: Ne 77/2072-H/77-2023 3n
Yrrad LI A oBepLLUeHre HoTapuasibHor o geiicTens: 400 py6. 00

C. M. TopocsH

HeyaTbHOuY_./MT7LLAncT(-a,

C. M. TopocsH
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