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INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

STERILE ANTI-ADHESIVE ABSORBABLE GEL

STERILE ANTIADHESIN®,
150,30,49,59,609, 10 g SYRINGES.

Manufactoed by Genewel Co., Ltd., Republic of Korea
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1. Name of the medical device
Mtiadhesin® anti-adhesive, absorbable, sterile gel, 159,349,409, 549, 6 g, 10 g syringes.
2. Purpose

Antiadhesin®, anti-adhesive, absorbable, sterile gel, 1,59, 39, 49, 59, 69, 10g syringes
(hereinafter referred to as Antiadhesin® gel, medical device) is intended for the prevention of
adhesions that can occur after any types of surgery and can be manisfested as the fusion of organs
or tissues between each other. The therapeutic effect of the gel is related to the formation of a
temporary artificial barrier between the injured tissues, ensuring effective separation of surfaces
during healing. Antiadhesin® gel is indicated for use as an adjuvant in open and laparoscopic
stirgeries to reduce adhesions, reduce the spread and severity of the postoperative adhesions in the
surgical area, as well as the associated serious complications such as intestinal obstruction, pain,
and infertility, occurance of which increases the risk of repeated surgical interventions.

The medical device is intended for use in healthcare facilities by qualified healthcare
professionals.

3. Functional characteristics

Antiadhesin® gel is intended for the prevention of adhesions after surgeries on organs and
tissues with serous coating: abdominal organs (stomach, intestines, spleen, liver); pelvic organs
(uterus, ovaries, fallopian tubes), pleural cavity, pericardial cavity, testicular membrane, as well as
during operations in the uterine cavity, on the bladder, mammary glands, in spine surgery.
Antiadhesin® gel can be used in operations where there is a risk of soft tissue adhesion. For
example, during neck surgery, when there is a high risk of scar formation throughout the neck
layers. Antiadhesin®gel can be used as an installation gel in plastic surgery. The gel facilitates the
installation of breast implants. Antiadhesin® gel can be used in such ophthalmic operations as
strabismus surgery, endonasal dacryocystorhinostomy, as well as surgical restoration of the orbit
wall using transconjunctival access to prevent the development of adhesioins and ectropion of the
lower eyelid in the early postoperative period.

After application of Antiadhesin® gel to the surgical site, it adheres to surfaces
without flowing and forms a viscous, lubricant coating or anti-adhesive ag£]LLImM1nNeunre5 the
sliding of adjacent injured surfaces, preventing them from sticking together. Antiadhesin® gel is a
biodegradable coating that separates the mating surfaces only during the critical phase of wound
healing and postoperative adhesion, lasting for 7 days, without affecting the normal regeneration
processes.

4. Main characteristics

Appearance The medical device is a colorless clear gel in a pre-filled disposable syringe
Composition Comnosition of Antiadhesin® ael ner 1 m:

Sodium hyaluronate 2,50 mg

Sodium carboxymethyl cellulose 5,00 mg

NaCl 8,00 mg

KCI 0,20 mg

KH2PO4 0,20 mg

Na2HP04-12H20 1,15mg

Water for injections 1ml

The gel is a mixture of two anionic polysaccharides: sodium hyaluronate (SH)
and sodium carboxymethyl cellulose (SCMC).
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Sodium hyaluronate (SH)

Sodium hyaluronate is a natural anionic polysaccharide composed of D-
glucuronic acid and D-N-acetylgiucosamine linked via alternating (3-1,4- and
p-1,3-glycosidic bonds. SH may be detected in various tissues of the body
such as connective and cartilaginous tissue, as well as in the skin, vitreous
humor, and synovial fluid. SH is one of the main ingredients of the
extracellular matrix; it is a high molecular viscoelastic substance with
hydrophilic and non-immunogenic properties. Due to these features, SH can
act as a lubricant when applied onto the injured surface. This was the basis for
its use to reduce or prevent injury of the surgical area.

Sodium carboxymethyl cellulose (SCMC)

Sodium carboxymethyl cellulose is also an anionic polysaccharide. By
moving the glycosidic hydroxyl group into the carboxymethyl group, SCMC
becomes a more hydrophilic compound. Just as SH, SCMC has hygroscopic
properties and can be used for pharmaceutical, cosmetic, and food purposes as
an adjuvant, lubricant, and stabilizing agent.

Technical and Antiadhesin® gel contains highly purified sodium salt of hyaluronic acid
ftmctional obtained without the use of genetically modified microorganisms. It is a
characteristics  sterile, biocompatible, biodegradable, bioabsorbable, non-pyrogenic medical
device. It does not contain antigens.
The medical device is biologically safe: non-pyrogenic, has no
cytotoxic, genotoxic, irritant, and sensitizing effects, acute and subacute

toxicity.
d 1
a
Weight of Catheter tube Syringe
Name of the content Lenath
device - Diameter g Diameter  Length
Deviation: (a, mm) (b, Volume ©mm  (d mm)
+7% ' mm) ' ’
hsg 80+4,0
39
5ml 15+0,10  76,9040,2
4q 70+3,5
Antiadhesin® gel 1,740,085
5g
69
70£35 10ml 18+0,10 97,70+0,2
10g

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



Areas
of application

Toxicity
Possible
application-
related risks

Sterilization

Compliance
with standards

Packaging

Antiadhesin® gel is intended for the prevention of adhesions after all types of
surgical interventions (either open or laparoscopic) on organs and tissues
where there is a risk of postoperative adhesions: ingeneral surgery,
neurosurgery (spina! cord and brain membranes), otolaryngology (middle ear
cavity, nasal cavity, and paranasal sinuses), ophthalmology, thoracic surgery,
cardiac surgery, abdominal surgery, orthopedic surgery, obstetrics,
and gynecology (including the uterine cavity), urology, plastic surgery.
Non-toxic

Since safety and efficacy of the medical device use in combination with other
anti-adhesive barriers, hemostatic agents, medicinal products; in patients with
lymphatic and coagulation disorders; in patients with severe hepatic and renal
impairment; in patients with malignant tumors; in patients with autoimmune
or immune disorders, in pediatric patients, in pregnant and breastfeeding
women have not been established, it should be used with caution. It is
recommended to avoid pregnancy until the end of the first menstrual cycle
after using the device. When using Antiadhesin® gel, reactions to foreign
bodies, as well as to any implanted material, may occur.

The gel is sterilized by membrane filtration.

The packaged medical device is sterilized using ethylene oxide.

Applied standards

EN  556-1:2001, EN  556-2:2015, EN ISO  20417:2021,
EN ISO 10993-1:2018, EN ISO 10993-3:2014, EN ISO 10993-5:2009,
EN 1SO 10993-6:2016, EN ISO 10993-7:2008, I1SO 10993-10:2021,
EN ISO 10993-11:2018, EN ISO 11135-1:2014, 1SO 11135:2014 (equivalent
to GOST 1SO 11135:2017), EN ISO 11607-1:2019, EN 1SO 11607-2:2019,
EN ISO 13485:2016, EN ISO 14155:2020, MEDDEV 2.7.1 version4
(July 2016), EN ISO 13408-1:2015, EN 1SO 13408-2:2018, 1SO 14644-
1:2015, 180 14644-2:2015, I1SO 14644-3:2019, EN ISO 14971:2019,
ICH QIA (R2), ASTM F88/F88M:21, ASTM F1980-21, ASTM F838-20,
ISTA2A: 2012.

Antiadhesin® gel is packed into a pre-filled disposable 1.5¢9,39,40,50, 69,
10 g syringes; it is sterile and ready for use.ilbejiSij*M”and applicator
catheter are sealed in a blister made of atranspaldptM *»~”"  the blister
with instruction for use and an adhesive label are

5. Therapeutic indications

Prevention of adhesions after any type of surgeries on organs and tissues where there is a risk
of postoperative adhesions.

6. Contraindications

Do not prescribe to patients with established hypersensitivity reactions to hyaluronic acid,
carboxymethyl cellulose, and salts thereof
Use of Antiadhesin® gel is contraindicated in case of an overt infection or contamination at

the surgical site.

7. Undesirable effects

Allergic reactions, infection, pain, inflammation.

8. Method of administration

The medical device should be kept at room temperature before use.

Device preparation for operation
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Open the package in sterile conditions immediately
before use, remove the syringe and the application
catheter.

> Remove the rubber cap from the Luer lock by
turning the syringe body.
Warning: avoid contact of the syringe tip with
foreign objects after removal ofthe rubber cap.

Connect the application catheter in the sheath to the
Luer lock tip of the syringe and turn it clockwise
until a fixed connection is achieved. Remove the
sheath immediately before use.

Procedure for device operation

The target management area should be as dry as possible. It is necessary to remove
excess liquid using an aspirator, as well as all hemostatic gauze sponges and swabs
inserted after the operation,

Ensure proper hemostasis: make sure that bleeding in the surgical site is completely
stopped.

Evenly cover all the anatomical surfaces, where adhesion should be prevented, with
the gel. The amount of gel to be injected depends on the specific case and area of
application. One should use as much gel as it is necessary to apply it in one thin layer to
the areas that require prevention of adhesions.

Dispose of the remaining gel, used syringe and catheter after their use.

Storage and safe use conditions

Keep in a place protected from direct sunlight at a temperature of +1 °C to +30 °C and a
humidity not greater than 65%.

Shelf life: 36 months from the date of manufacture.

Keep out of reach of children.

Do not use the device after the expiration date!

Use the device in accordance with the Instruction for Use.

Do not use the device with the damaged package and with traces of moisture inside the
package! The product is sterile!
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The product is disposable. Do not expose the product to re-sterilization.

10. Transportation conditions

The devices should be transported at +1  io +30 -c and a humidity not greater than 65%
by any means of transport in covered vehicles while observing temperature conditions in
accordance with the local laws and rules for the transportation of goods applied for each type of
transport. Where applicable, use thermal vehicles for transportation of medical devices under
climatic conditions specified by the manufacturer.

11. Components of the medical device

Antiadhesin® anti-adhesive, absorbable, sterile gel in a syringe, 1 pee.
Application catheter, 1 pee.

Instruction for Use, 1 pee.

Adhesive label, 1 pee.

12. Disposal procedure

In accordance with Sanitary and Epidemiological Rules and Norms SanPiN 2.1.3684-21, a
used device (i.e., a device that has been in contact with the biological fluids of patients) is
disposed of as Class B medical waste, and a damaged or expired device that has not been in
contact with the biological fluids of patients is disposed of as household waste of Class A.

Manufacturer

Genewel Co., Ltd,, Republic of Korea
6F, 37, Sagimakgol-ro 62 beon-gil, Jungwon-gu, Seongnam-si, Gyeonggi-do, Republic of
Korea, Postal code: 13211.

Genem

Authorized representative of the manufacturer in the Russian Federation
Nizhpharm JSC, Russia

7 Salganskaya St., 603105 Nizhny Novgorod

Tel.: +7 (831) 278-80-88, fax: +7 (831) 430-72-28

E-mail: med@stada.ru

STADfi .

Warranty obligations

The manufacturer guarantees the quality of the device throughout the entire shelf-life. The
device does not require maintenance and repair.

The quality of this medicinal product and manufacturing facilities of Genewel Co., Ltd.,
Korea meet all international quality standards, which was confirmed by certification under 1SO
13485:2016.

Explanation of symbols on the package

Manufacturer
«J

r

Date of manufacture

ywfK Temperature range +1 to +30 °C

LOT Batch code
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Use before...

See the Instruction for Use

A W ith caution! See the Instruction for Use
'

Do not use if the package is damaged

STERILE EO Sterilization with ethylene oxide

r T . -
Repeated use is prohibited
L J
Do not re-sterilize
u J
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Registered No. 2024-1135
NOTARIAL CERTIFICATE

Lim, Youngill

attorney-in-fact of

Sang-Deok Han----—--
CEO
GENEWEL CO., LTD.

appeared before me and admitted
said principaPs subscription to

the attached
Certificate of approval---------------

This is hereby attested on this
26th day of Jan. 2024 at this office,

Name of the office

HAHNBAEK OFFICE

Belong to  Seoul Centra!

District Prosecutor's Office
Address of the office
138,BANPO-DAERO,SEOCHO-GU.SEOUL,
KOREA 4F (SEOCHO-DONG)

Signature of the Notary Public

SEO JAE JONG
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public Since
7, Feb. 2020 Under Law No.2.

210mrn X 297mm
70g/m'



APOSTILLE
(Convention de La Haye du 5 octobre 1961)
1. Country: 1"ublic of Korea
This pj'jlic document
1 has beensigned by SEO JAE JONG

3. actinginthecapadtyof

4. bears the seal/stamp of ~ "au"BAEK UW and NOTARY OFFICE

Certified

To verif/ the Apostille, please referto ttie website below.
https://www.aposliHe.go.kr

5 at Seoul " 26/01/2024
by  The Ministry of Justice
8.No. XXA2024Z6LU2B5

9. Seal/stamp 10. Signature

Kang Yun Jeong
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MepeBoA € aHrNMIACKOTO U KOPEWCKOro A3bIKOB Ha PYCCKMIA A3bIK
/®parMeHT KBaZpaTHON KpacHoi neyaTu:

FOpUCT topuanYecKoii (upMbl U HOTapuabHON KOHTOpbI «XaHb3k» Co Yc YoH/
/MeyaTb: MUHUCTEPCTBO HOCTULMN + PECNYB/INKA KOPESA/

r Ceyn Couxo-ry, MaHnxo-gapo 138, pnANYCCKad pnOMa
4 31 (CoUX0-A0H, 3AaHMe «AHIKMH) N TTr (TenedhoH) 596-7370-1
[MpunoskeHue o dopme Ne 41] N HOTapMa/ibHad KOHTOpa «XaH63K» (dakc) 596-7006

PervcrpaunoHHbIii Homep: 2024-1135

HOTAPVAJIbHOE
CBUAETEJIBCTBO

HOPUANYHECKAA PNNPMA NN HOTAPNAJIbBHAA KOHTOPA
«XAHB3K» (HAHNBAEK LAW & NOTARY OFFICE)

138, BAHMO-A3P0O, COYO-EY, CEY/I, KOPEA (138, BANPO-DAERO,
SEOCHO-GU, SEOUL, KOREA)

/IHoT apnanbHas nnom6a Ha camMmoknesauwemcsa neinbne: O PUOUYECKAA ®PUPMA U
HOTAPUWANBbBHAA KOHTOPA «XAHB3K» *I'II/ILJ,EH3I/IPOBAHHbII7I HOTAPUYC/

210MM x 297Mm
Bymara givrenbHoro cpoka xpaderus (Tun 1) 70r/m2
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«YTBEPXKaAK0» /Hagnucs oT pyku: 1135/

«["eHbtoan Ko., Nltg.», Pecnybnnka Kopes

"eHepanbHbIn anpekTop, CaH-[oK XaH

25 aHBaps 2024 T.

<noanuchL>

/WTamn: «FTEHBKO3/KO.., NTA.»

/Moanuce/

Mognucb ynonHOMOYEHHOT 0 auua

/Kpyrnaa kpacHasa neyaTb: Komnauua «eHbtoan Ko., 1Ta.» /

MHCTPYKUWMA MO NPUMEHEHWIO
MEOANUNHCKOIO N34ENNA

lenb NpoTMBOCNAeYHbI paccacbiBaOWNACA CTEPUNBbHBIN «AHTUAATE3UH®»
Bwnpuuyax no 15r,3r,4r,5r,6r,10r.

MpomnssoacTea Genewel Co., Ltd., Republic of Korea
(CeHbtoan Ko., 11, Pecny6nvka Kopes)

/®parMeHT KBagpaTHON KpacHoi neyaTwn: KOpUCT OPUANYECKOA UPMbI N HOTapuanbHOW KOHTOPbl «XaH63K»
Co Ye YoH/
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1. HaummeHoBaHuWe MegULMUHCKOIO N3genns

["enb NPOTMBOCNAEYHbIA PaccachbIBaOLLMIACA CTEPUNbHBIN «AHTAAre3MH®» B LUMPULLAX MO
15r,3r,4r,5r,6r, 10T.

Ha3HauyeHue

["eNlb NPOTUBOCMAEYHBIN paccachbIBatOLLMINCSA CTEPUbHBIN «AHTUAAre3MH®» B LUMPULIAX M0
151, 3r,4r,5r,6r, 10 r (ganee - lenb AHTUAAre3sH®, MeAMLUMHCKOE W3feNne) npefHasHaveH ans
NPOMNAKTMKIL CNaeyHOro nNpoLecca, KOTOPbIA MOXET BO3HMKATb MOC/E NPOBEAEHUS NHOObIX B1AOB Onepawmia
1 BblpaXaTbCs B CpalLeHMn Mexay CO0O0/ OpraHoB WM TKaHel. TepaneBTUHECKUA 3(h(eKT renst CBsizaH C
CO3[@aHNEM BPEMEHHOr0 WMCKYCCTBEHHOro Gapbepa MeXAy MOBPEeXAEHHbIMU TKaHAMKM, 4YTO obecrieymBaeT
3(hpeKTUBHOE pa3fenieHre NOBEPXHOCTEN NPU 3DKMBNEHUWN. [enb AHTUAAre3snH® nokasaH K MPUMEHEHUIO B
KayecTBe BCMOMOraTe/isHOro CpefcTea Nnpu OTKPbLITLIX U 1anapoCKOMMYeCKMX OnepaTyBHLIX BMeLLATe1bCTBAX
AN CHUDKEHMS Cralikoobpa3oBaHus, YMEHbLUEHWS PacrpoCTPaHeHHOCTU U TSHXKECTU MOCneonepauyioHHOro
CMaeyHOro npouecca B 30He Onepaumy, a TakkKe CBSI3aHHbIX C HUM TakKUX CEPbE3HbIX OCMOXHEHWIA, Kak
KMLLeYHas HeNMpoXoAMMOCTb, 60/b, 6ecrofue, NOsSBNEHNE KOTOPbIX YBEIMUYMBAET PUCK MOBTOPHBIX OMepaLinii.

MeanumHCKoe m3fenne npeaHasHayeHo ANS UCMO/Mb30BaHUS B YCMOBUSIX MEAULIMHCKUX YUPEXAEHWIA
KBa/TMPULMPOBAHHBIM MEANLIMHCKUM NEPCOHaIOM.

3. ®YHKUWOHANbHbIE XapaKTepPUCTUKHN

[enb AHTVaAre3VH® npeaHasHaueH ais NPohNaKTUKIA cnalikoo6pasoBaHUs Noc/e NPoBeAeHUs onepaLii
Ha opraHax M TKaHsX, UMEOLMX CEPO3HOE MOKPbITUE: OpraHbl GPIOLLHOMA MonocTy (KeNyaoK, KULLIEUYHVK,
CEeNe3eHKa, NeyeHb); opraHbl Manoro Tasa (MaTka, SMYHIKK, MaTouHble TPY6bI), NNeBpasibHas NON0CTb, MOMOCTb
nepuKapfa, 060/104KM SIMUKa, a TaKKe MpU Orepauusx B NOMOCTU MaTKM, Ha MOYEBOM My3bIpe, MOOYHbIX
Xenesax, B XMpyprum no3BoHOYHMKA. eNlb AHTMAAre3MH® MOXKHO 1CMo/b30BaTb NPU onepauysix, rae MMeeTcs
PUCK CMamBaHUs MATKMX TKaHel. Hanpumep, npu onepaumsix Ha Liee, KOraa WMMEEeTCs BbICOKWA pUCK
(hopMmpoBaHMs py6La Yepes Bce Cou Len. Menb AHTUAAre3MH® MOXET UCMONb30BATLCA KaK YCTaHOBOYHbIIA
reflb B NNaCTUYECKOW XuUpyprumn. efb 06/eryaeT YCTaHOBKY FpyAHbIX UMMMaHTaToB. [enb AHTUAAresnH®
MOXHO MCMONMb30BaTb MpU  TakMX O(TaNbMONOIMYECKMX OMepauysix, Kak YCTpaHeHWe KOocOor/asws,
3H/0Ha3a/1bHas AAKPUOLMCTOPUHOCTOMYS, & TaK)Ke BOCCTAHOB/IEHWE CTEHKU FNa3HNLbI XUPYPrYECKUM NyTem
C MOMOLLbI0 TPAHCKOHBIOHKTMBANIbHOrO A0CTYNa AN1s1 NPefoTBPALLEHMs Pa3BMTUSI CMaeyHoro npouecca W
3KTPOMMOHA HUXKHETO BeKa B paHHEM MOC/IeonepaLMoHHOM Neproe.

Mocne HaHeceHwst Mens AHTMAAresMH® B 06/MaCTb XMPYPrYeckoro BMELLIATENbCTBA OH MPUAMMAET K
aHaTOMUYECKMM MOBEPXHOCTAM, He pacTeKascb, W 06pa3yeT BsA3KOE CMa30yHOe MOKpbITE UMK
aHTMAAre3MOHHYO MN/EHKY, KOTOpasi 06eCNeUnBAET CKOMbXKEHME COCEHUX MOBPEXAEHHbIX MOBEPXHOCTEN W
MpefoTBpaLLaeT WX crmnaHue. Menb AHTUAAreanH® sBnseTcs GMoAerpaanpyemMbiM MOKPLITEM, KOTOPOE
pasfensieT ConpuUKacatoLLecst NOBEPXHOCTM TOMbKO Ha Nepuog, KPUTUYECKON (hasbl PAHEBOTO 3aXKMBMIEHNS 1
rnoc/ieonepawyioHHOro Cnalikoo6pasoBaHis, NPOAO/KAIOWMIACS B TedeHWe 7 [Held, He BAMSs MpW 3TOM Ha
HOpPMa/IbHO MPOTEKatOLLIME MPOLLECChI pereHepaLyu.

/®parmMeHT KBaApaTHOW KpacHoi neyaTun: KOpUCT HOPUANYECKOH (hMPMbI U HOTapuanbHOR KOHTOpPbl «XaH63k» Co
Ye Yon/

4, OCHOBHbIE XapaKTepUCTUKH

OnucaHve MeanuuHcKoe W3fenve npeacTaBnsieT co60iM GeCLBETHbI NPo3payHblii reflb B
NpeABapUTE/IbHO HaMoIHEHHOM OAHOPA30BOM LUMPULE C HAKOHEYHUKOM Tura J1toap,

CocTtaB CocrtaB rens AHTMaAresnH® Ha 1 mn:
Hatpus rmanypoHat 2,50 mr
Hatpusa kapb6okcumetunuenntonosa 5,00 mr
NaCl 8,00 mr
KC1 0,20 mr
KH2PO4 0,20 mr
Na2HPo0 4 -12H20 1,15 mr
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TexHuyeckue n
(hYHKLMOHa/IbHbIe
XapaKTepuCTUKK

Boga ans nHbekumii I mn

enb npefacTaBnsieT cOO60W CMeCb M3 [BYX aHWMOHHbIX MOMMCaxapuaoB
rnanypoHata (HIN) n Hatpus kapbokcumetuauenntonossl (HKML).

HaTpus

Hatpua rnanypoHat (HIN)

HaTtpusa rvuanypoHat sBngeTca NpupoAHLIM aHUOHHBLIM Nonmncaxapuaom, CoCTOALLMM
3 D-rnoKypoHoBOW  KMCNOTbl M D-N-aueTunrnokosaMmnHa,  COeanHEHHbIX
nooyepéaHo p-1,4- n p-1,3-ruko3mgHbiMmi cBA3aMU. HIC MOXXHO 06Hapy>XuTb B
Pa3NNYHbLIX TKAHAX OpraHn3mMa, Takux Kak COeauHUTENbHASA, XPALLEeBas TKaHb, a Takke
B KOXe, CTEK/IOBUAHOM Tefe U CUHOBWANbHON XXMAKOCTW, HIT ABNSETCS OAHWUM W3
OCHOBHbIX KOMMOHEHTOB BHEK/IETOYHOIO MaTpukca, nNpeacTasnseTr w3  cebs
BbICOKOMOJIEKY/IIPHOE  BSA3KO3/1aCTUYHOE BELLEeCTBO, 06M1afaeT rnmapouibHbIMA 1
HEMMMYHOTeHHbIMK  CBOWCTBaMW. bnarogaps 3tum  ocobeHHocTam, HIT moxet
BbICTYNaTb B PO/IM CMas3bIBAOLLEro BeLLEeCTBa MNPV HaHECeHWW Ha MOBPEXAEHHbIe
MOBEPXHOCTN. 3TO MOCNYXWNO OCHOBaHWEM AN1A ero WUCMosb30BaHUA C LeMblo
YMEHbLLEHWS U NPOMUIAKTUKM TPaBMUPOBaHUSA B 30HE OMepaLmun.

HaTtpua kapbokcumetunuyennionosa (HKMLL)

HaTtpus KapOOKCMMETU/ILENI0N03a TaKxKe SABNAETCA aHWOHHBLIM MONMcaxapuaom.
Bnarogaps nepexogy rMMKO3WAHON MMAPOKCUILHOW TPYMnbl B KAPOOKCUMETU/IbHYHO,
HKML] ctaHoBMTCA 60n€ee ruapodmnbHbIM coemHeHneM. Tak e, Kak 1 HIM, HKML],
06n1afaeT rMrpoCKOMMYHbLIMI CBOCTBAMMU 1 MOXKET MPUMEHSTLCS B IEKAPCTBEHHBIX,
KOCMETUYECKMX, MULLEBbLIX LIeNAX B KaYecTBe BCMOMOrarTe/lsHOro, CMasbIBatoLLEero u
CTabUNM3MPYIOLLIErO BELLIECTBA.

/®parMeHT KBaLpaTHOW KpacHOW neyaTun: KOpPUCT HOPUANYECKON (PUPMbI U HOTapuasbHO
KOHTOpbI «XaH63k» Co Ye YoH/

Menb AHTUAAre3nH® COAEPXKUT BbICOKOOUMLLIEHHYIO HATPUEBYHO COMb 1aypOHOBOA

KACMOTbl,  MONYYeHHyH0  6e3  WCMOMb30BaHMS  FEHHOMOAM(ULMPOBAHHbIX
MUKpoopraHnamoB.  CTepunbHOe, 6vocoBmecTUMOe,  6uoperpaavpyemoe,
buopaccacbiBatoLLEecs, anuMporeHHoe MeAWUMHCKOe u3genve. He  cogepxut
aHTWreHoB.

MeamumHCKoe un3aenne OUMONOrMYEcKM 6e30nacHO: anvporeHHo, He o06nagaer
LIMTOTOKCUYECKNM, TEHOTOKCUYECKVUM, Pa3apaXalolwyM N CEHCMOUINZMPYIOLLM
AeCTBMEM, OCTPOI 1 NOAOCTPOM TOKCUYHOCTLHO.

C

1

Macca Tpy6Ka KaTeTepa LLinpuy
HassaHue COAEPKMMOro [vra
n3genns OTKoHeHve:  [uameTp b O6em Ovametp  OnwmHa (d,
7% (@ M) I\SIM) (c, Mm) MM)
151 o
rens 17+ 15+
AHTMAAre3NH® 3r 0,085 20+ 5w 0,10 76,90+0,2
4r 35
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/®parMeHT KBagpaTHOW KpacHoi neyaTun: KOpUCT 1OpUANMYECKO (oMpMbl M HOTapuanbHOI
KOHTOpbI «XaH63k» Co Ye "kT/

O6nactn Fenb AHTVaAresavH npefHasHaveH A1 NPOUIAKTUKMA ClainkoobpasoBaHusi Mocre

NPYMeHEeHNS npoBefeHns NtobbIX BUAOB orepaumin (Mpy OTKPbITbIX ONepaTUBHbIX BMeLLaTe/IbCTBaX
M NanapoCKOMWYECKUX Mpoueaypax) Ha opraHax W TKaHaX, FAe MMeeTcs PUCK
BO3HMKHOBEHWUA MOC/IE0NEPaLMOHHOIo CrnaeyHoro npouecca: B O6LUen Xupyprum,
Henpoxmpyprum (060/104KM  CMIMHHOTO W TO/IOBHOrO MO3ra), OTO/apPUHIONOr N
(nonocTb cpefHero yxa, MOAOCTb HOCA M OKOIOHOCOBbIE Masyxu), 0(hTasibMOMOrum,
TOpaka/lbHOM  XUPYPruv,  Kapauoxumpypruv,  abfoMUHANbHON  XUpYpruuw,
OPTONEAMYECKOA XMPYPruK, akyLlepcTBe U FMHEKONIOrMK (B TOM 4uc/ie B MOMOCTb
MaTKm), yponorum, Nnactmyeckom Xnupyprum.

TOKCUYHOCTb He TokcuueH

BO3MOXHbI/ puck  Be3onacHOCTb M 3(EKTUBHOCTL MPUMEHEHMA [AAHHOTO MEAWLMHCKOro W3fenvs B

npv NPUMeHeHU  KOMOGWHauMnM C  OpYrMmy  MpOTUBOCMAeYHbIMK  6apbepamul, reMoCTaTUHeCK MU
CpefcTBamu, JIeKapCTBEHHbIMU Mpenapatamu; y MauMeHToB C JUMGaTUYecKUmm
3a00/1eBaHNAMN 1N HapyLUEHVSMW  Koarynsauuv; Yy MauuMeHToB C  TSKE/bIMU
HapyLeHNAMN (DYHKUMX MEYEHW M MOYEK; Y MauMeHTOB CO 3/10Ka4yeCTBEHHbIMU
HOBOOOpa30BaHMAMMK; Y MaUMEHTOB C ayTOMMMYHHbIMW 3a00/1eBaHUAMU UK
UMMYHHbIMA HapyLUEHUAMKW, Y AeTel, Y GEpeMEHHbIX U KOPMSLMX >KEHLLUMH He
nccnefoBaHbl B CBA3W C 3TUM PEKOMEHAYETCA MPUMEHATb C OCTOPOXKHOCTbLHO.
PeKOMeHAyeTCs He [0MyCKaTb HACTYMn/ieHUss 6epeMeHHOCTU [0 OKOHYaHWUsA MepBoro
MEHCTPYa/IbHOr0 LKMa Nocne UCrnob3oBaHus NpoaykTa. MNpy Mcnonb3oBaHUUM rens
AHTUaAre3nH® MOryT BO3HUKHYTb PeakLyW Ha MHOPOAHbIE Tena, Kak M Ha o6oii
MMNNaHTUPOBaHHBIV MaTepua.

Crepunusaums "eNb CTEPUNN3YIOT METOLOM MEMOPaHHOI (bTPaLmMn.
YNakoBaHHOE MeAMLMHCKOE N3fenne CTEPUNN3YHOT OKCUAOM 3TU/IEHA.

CootBeTtcTBYE MprMeHseMble CTaHAAPTbI

cTaHfapTam EN 556-1:2001, EN 556-2:2015, EN 1SO 20417:2021,

EN 1SO 10993-1:2018, EN ISO 10993-3:2014, EN I1SO 10993-5:20009,
EN 1SO 10993-6:2016, EN ISO 10993-7:2008, ISO 10993-10:2021,
EN I1SO 10993-11:2018, EN 1SO 11135-1: 2014, 1SO 11135:2014,
EN 1SO 11607-1:2019, EN ISO 11607-2:2019, EN 1SO 13485:2016,
EN I1SO 14155:2020, MEDDEYV 2.7.1 pepakuus 4 (nonb 2016 T,),
EN ISO 13408-1:2015, EN ISO 13408-2:2018, I1SO 14644-1:2015, 1ISO 14644-2:2015,
ISO 14644-3:2019, EN 1SO 14971:2019,
ICH QIA (R2), ASTM F88/F88M:21, ASTM F1980-21, ASTM F838-20, ISTA 2A:
2012

YnakoBKa enb AHTWaAresvH” cofepXuTca B NpPeaBapuTEIbHO HanosIHEHHOM OfHOPAa30BOM
wnpuye no 1,51, 3r,4r1,5r, 61, 101, CTepuneH, rotoB K npumeHeHuto. LLinpuy, n
KaTeTep annIMKauMOHHbIN TepMETUYHO YMakoBaHbl B 61MCTEp M3 NPO3payHOM
MOMMEPHON NNEHKK, 6IMCTep BMECTE C MHCTPYKLMEN MO NPUMEHEHWIO 1 HAK/TeKOM
MOMELLAOT B NMayKy KapTOHHY!IO.

5. T1oKa3aHuA K NPUMEHEHUIO

MpothnakTMKa Cnailkoo6pa3oBaHuis Moc/e NPOBeAeHMs N0BbIX BUAOB OnepaLuii Ha OpraHax 1 TKaHsX, e
VMEETCS PUCK BO3HKHOBEHMS MOC/E0NEePaLIMOHHONO CNaeyHoro npoLiecca.
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6. IIpoTHBONOKA3AHMS K NPHMEHEHHIO

He wasHauaTh MaLMEHTaM C YCTAHOBJICHHBHIMH PCAKIHAMH TOBBIUICHHOW YYBCTBHTENBHOCTH K
MATYPOHOBOH KHCNOTE, KAPOOKCHMETHILIEIUTIONO3E H HX COJAM.

TNpuMeneHue rend AHTHAAre3HH® NPOTUBONOKA3AHO B CRyuae ABHOH UH(EKUHH WIH KOHTAMUHALIMH B MeCTe
HpOBEACHHS ONepalni.

7. IloGounsbie >¢ppexTnI

AJIeprudeckue peakius, HHdekiusa, 601b, BocnancHue.

8. Cnocob npumetesns

Tlepen npuMeHeHHEM PEKOMEHIYETCH BLLACPXATh MEAHLHHCKOE W3/E4E NPH KOMHATHOH TeMneparype.

IMoaroToBka K paGoTe H3geaus

&, .
~t e e OTKpbITh YNAKOBKY B CTEPHILHBIX  YCJIOBHMAX
~or— . W HENnoOCPedCMmeeHHo neped nNPuUMeHEHUeM, H3BICYD
T b IITIPHIL ¥ ANNMKALHOHHEIH KaTeTep.
700y s
PCe Y M e CHATH PE3MHOBYIO KPBIIIKY ¢ HakoHeYHHKa THna Jloap,
R

e - Voo NOBOPAYHBAS KOPITYC IIMPHIA
;o ) Hpedynpexcoenue: nocne yoaneHus  peIUHOSOH
2 KpsiuKu u3bezaiime KOHMAKMA HAKOHEURUKA Wnpuua
C ROCHMOPOHIRUMYU RPEOMEMAMHE

. CoeaMHUTh ANIUIMKAWHOHHEIA KaTeTep B Yexie ¢
HAKOHeYHMKOM THNIa JIX03p mnpHna # MOBO-pauHRATh €r0
NO YacOBOW CTpENKe A0 JOCTHNKEHHA (PHKCHPOBAHHOIO
coeauHeHHA. Uexon CHHMAIOT HEMOCPEICTBCHHO mnepen

T BuHTtOBaA NIPHMCHCHHUCM.
BuHTOBaR Hapeska

/®pazmenm xeadpammoi kpacwoii nevamu: FOpucm 1opuduseckoii upmer u nomapuanonoii xoxmopst «Xanbsx» Co
Ye Hou/

Hopagok paboTel ¢ H3AEIHEM

e IIpennmonaracmMoe MecTo 00paGOTKH AOMKHO OBITH MakcHManbHO CyxuM. HeobGxoaumo ynanmuts
H3JTHIIKY KAAKOCTH TIPH IIOMOIIH aCIMPATOPA, & TaKKe BCe BBEACHHBIC NOCIIE POBEACHHA onepaLuy
KPOBOOCTAHAB/IHBAIOLINE TAMIIOHBI M MapJieBbIe CaNpeTkH.

e O0ecneyHTs HAVICKAIMIA reMOCTas: YOSOHTECS B TOM, YTO KPOBOTEYCHUE B ONEPAMOHHOM MOJje
TIOJTHOCTBIO OCTAHOBJIEHO.

e PapHOMEpPHO NOKPEITH TEIEM BCE AHATOMHYECKHUE NOBEPXHOCTH, Tpebylomue NpodHIakKTHKH

ofinaroranns craex. Konudecrso BBOAKMOINO reNid ONPEeAENseTcs KOHKpeTHOH CHTyauded H
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061aCTbio NpUMeHeHns. CnefyeT UCNONb30BaTb CTOMLKO FeNs, CKOMbKO HYXHO A/ €r0 HAaHECEHUS! B
OfIH TOHKWIA C/IOVA Ha Y4acTKW, TpebytoLLye NPOMUIAKTUKA Pa3BUTUS CMaex.
e YTUAM3MPOBaTb OCTABLUMIACS Tefb, UCMO/b30BaHHbIE LLUMPWLL U KaTeTep noc/ie NPUMeHEHVS.

9. ¥YcnoBusa xpaHeHUsA n 6e30MacHOro NPUMeHeHNS

XpaHWTb B 3aLLMLLEHHOM OT MPAMbIX COMHEYHbIX Sly4yeil MecTe npu TemnepaType ot +1 °C go +30  npu
BIXKHOCTU He BbiLLe 65%.

Cpok rogHoctn 36 MecsLeB OT AaTbl MPOU3BOACTBA.

XpaHWUTb B HEOCTYMHOM NS AeTel MecTe.

He ncnonb3oBatb U3genne ¢ UCTEKLLMM CPOKOM rogHoCTu!

W3penve Heo6Xo4MMO MCMO/b30BaTb B COOTBETCTBUM C MHCTPYKLMENA NO NMPUMEHEHWIO.

He vcnonb3oBath M3enve ¢ NOBPEXAEHHON YNakoBKOI 1 CO Criejamm Biarn BHYTpU ynakosku! M3genve
CTepubHO!

W3penvne ogHopa3oBoro npumeHeHns. He cnegyeT noggepratb U3genve noBTOPHOM CTEPUAN3aLUN.

10. ¥Ycnosuda TpaHCNOPTUPOBKMU

3penna TpaHcnopTupytoT npu Temnepatype ot +1 °C ao +30 °C npu BNaXXHOCTU He Bbile 65% Bcemn
BUAAMUW KPbITbIX TPAHCMOPTHbIX CPEACTB C COB/OAEHMEM TEMMEPATYPHOr0 peXxrMa B COOTBETCTBUM C
MEeCTHbIM 3aKOHOLATEe/IbCTBOM Y NpaBuiamMy NepeBo3KM rpy30B, AeCTBYIOWMMMN Ha K&XKOA0M BUIE
TpaHcnopTa. Npn He06X0AMMOCTM UCMO/Nb30BaTb TEPMOMALLNHBI A/15 TPAHCMOPTUPOBaHNA MEANLIMHCKMX
M3LEeNNIA NPX KNIMMATUYECKMX YCOBUSAX, YKa3aHHbIX NPOU3BOAUTENEM.

. Komnnekrtayma MeguLMHCKOro U3genmnsa

"enb NPOTMBOCNAEYHbIN paccachiBatOLLMIACA CTEPUbHBIN «AHTUAAre3NH®» B LUNpULe- 1 L.
KateTep annankaumMoHHbIi-1 L.

VHCTpYKUMA NO NpUMEHEHNIO-1 LT,

Hakneiika - 1wr.

12. Mopsaaok ytunnsaumm

B cootBeTcTBUM ¢ CaHlMuH 2.1.3684-21 ncnonb3oBaHHOe n3genuve (T.e. UMeBLLEe KOHTaKT C
OMO0NOrNYECKNUMU XKUAKOCTAMM NALMEHTOB) YTUNU3UPYETCA KakK MegULIMHCKME 0TX0Abl Knacca b, a
MOBPEXAEHHOE M/ C UCTEKLUMM CPOKOM FOAHOCTMW M3feNne, He MMEBLLEE KOHTAKT C GMON0OrMYeCKMN
XWUAKOCTAMU NauMeHTOB, YTUNN3NPYETCH Kak ObITOBble OTX0Abl Kracca A.

MpownssognTens

«[eHbtoan Ko., Nlta.», Pecny6nmka Kopest

6P, 37, Carmmakron-po 62 6eoH-mpxun, I>KyHBoH-ry, CeoHrHam-cu, M'meoHrrn-go, Pecny6nnka Kopes,
MouToBbLIN NHAEKC 13211

Genewel Co., Ltd., Republic of Korea

6F, 37, Sagimakgol-ro 62 beon-gil, Jungwon-gu, Seongnam-si, Gyeonggi-do, Republic of Korea, Postal
code: 13211.

/®parmMeHT KBagpaTHOW KpacHoi neyaTun: KOpUCT OPUANYECKON (PUPMbI M HOTapuayvbHOW KOHTOpPb! «XaH63k» Co
Ue Yown/

Genewel

[NoroTun: «FeHbl3N»/
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YNONHOMOYEHHbIN NpeacTaBUTeb MPOU3BOANTENS Ha TeppuTopumn Poccuniickoin degepaunmn
AO «Hwmxapm», Poccus

603105, r. HmxHuiA Hoeropog, yn. CanraHckas, g. 7.

Ten.: +7 (831) 278-80-88, thakc: +7 (831) 430-72-28

E-mail: med@stada.ru

STADA

/NoroTun: «W Ta6a»/

MapaHTUiiHbIe 0683aTenbCTBA

MpounsBoanTeNb rapaHTUPYET Ka4eCcTBO M3Ae/NNS B TEUEHME BCErO CPOKa roAgHOCTU. M3genne He Tpebyet
TEXHNYECKOro 06CNYXX1BaHUSA U PEMOHTA.

KauecTBO AaHHOI0 MeAULMHCKOrO U3Aensa 1 NPON3BOLCTBEHHbIE MOLLHOCTM KOMMaHUK «I"eHboan Ko.,
Nta.», Pecnybnvka Kopes, 0TBeYatOT BCEM MEXAyHapOAHbIM CTaHapTaM KayecTBa, YTO MOATBEPXKAEHO
ceptudmkatom ISO 13485:2016.

/®parMeHT KBaApaTHOW KpacHOR neyaTun: KOPUCT OPUANYECKOW (DUPMbI U HOTapUanbHON KOHTOPbI «XaH63ak» Co
Ue YoH/

PacwmnppoBKa CUMBO/IOB Ha YyNaKoBKe

M-I MN3rotoBuTenb

r n
[JaTta n3rotossieHnA

L J

X TemnepaTypHbI gnanas3oH +1®C - +30°C

||Ot| Kog naptun

Vicnonb3oBaTb fo0...
O6paTnMTeCb K MHCTPYKLUM MO MPUMEHEHUTO

A OCTOpPOXHO! O6paTUTECh K MHCTPYKL MM MO NPUMEHEHWIO
"N

He ncnonb3oBaTb Npu NOBPEXAEHUUN YNAKOBKM

STERILE EO  CTepuausauus oKCUAOM 3TUEHA

r *

3anpeT Ha NOBTOPHOE MPUMEHEHUE
) J

He cTtepunnn3oBaTtb NMOBTOPHO
L J

/®parmeHT KBagpaTHOI KpacHoi neyaTun: KOpUCT opUanYECKoi ompMbl N HOTapuanbHOR KOHTOpPbI «XaH63k» Co
Ye Yo/
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/
/n Ceyn, Couxo-iy, MaHnxo-Aspo 138.
4 31ax (Couxo-f0H, 3haHne «AHIKNN»)

FOpugunyeckaa pupma

(TenetoH) 596-7370-1

[Mpunoxexune no popme Ne41] N HOTapuna/ibHasd KOHTOpPa «XaHO3K» (dakc) 596-7006

/®parmMeHT KBagpaTHOI KpacHoi neyaTu: KOpucT
0pMANYECKOii (IPMbI 1 HOTapuanbHON KOHTOpbI
«XaHb63k» Co Ye YoH/

/Mopanuce/

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

PerncTpaunoHHbIi Homep: 2024-1135

HOTAPMAJIbHOE CBNAETE/TIbCTBO
N Anrvnn (Lim Youngill)......coooeoveniee,

npeacTaBuTesb Mo AOBEPEHHOCTY

CaH-[lok XaH (Sang-Deok Han)........c..ccccuene.e.
["eHepanibHOro AMpeKTopa
«"EHBKO3/T KO., N1TA.»

06paTn/ICa KO MHe 1 yA0CTOBEPW NOANNCH
yKa3aHHOro gupekTopa nog, npuiaraeMbiv
CepTtudmkatom 06 yTeepXaeHUM

Y [0CTOBEPEHO B CBOEN MOA/MHHOCTU 26 aHBapsi 2024

rofia B 3TO HOTapuasibHOM KOHTOpE.

HanmeHoBaHWe HOTapUasIbHON KOHTOPbI:

FHOPUONYECKAA ®VIPMA N HOTAPUAJIbHAA

KOHTOPA «XAHB3K» (HAHNBAEK LAW &

NOTARY OFFICE)

/®parmMeHT KBagpaTHON KpacHoi neyaTu: KOpucT
HOPUANYECKON (IMPMbI U HOTapuabHON KOHTOPbI «XaHB3K»
Co Ye YoH/

OTBETCTBEHHbIA FOCYLapPCTBEHHbIN OpraH:
Mpokypatypa LieHTpanbLHoro
paiioHa r. Ceyna

AfLpec HoTapuaslbHON KOHTOpbI:

138, BAHIMO-A3PO, COYO-I'Y, CEY/I, KOPEA 4F

(COYO-40H) (138, BANPO-DAERO, SEOCHO-GU,

SEOUL, KOREA 4F (SEOCHO-DONG))

/Moanwnce/

Moanuck rocy1apCTBEHHOTO HOTapuyca
CO YE YOH (SEO JAE JONG)

[aHHas HoTapuanbHaa KOHTOopa nosyyuna
paspeLleHne MuHUCTpa rocTuuumn Pecny6nmnkmn Kopes
Ha OCYLLIECTB/IEHVE HOTapWabHOW LeATeNIbHOCTH C 7
(heBpans 2020 roga B COOTBETCTBMM C 3aKOHOM No 2.

20OMM x 297MMm
Bymara gnuntenbHoro cpoka xpaHenus (Tun 1) 70r/m2



Anocms / Apostille
laarckas kKOHBEHITHA OT 5 OKTAOpA 1961 ./
(Convention de La Haye du 5 octobre 1961)

1. Crpana: PecnyGnuka /OR-x00/

Kopes
Hactoaumti odpuumanshbiil ZOKyMeHT

2. noAnucaw CO Y3 YOH (SEO JAE JONG)

3. putcTynalowM(-eit) B TOCYAAPCTBEHHOTO HOTApHyCa
KaueCTBE

4. ckpemnnex IOPUAMYECKOH ®YPMbI U
NEYATHIO/ ITAMNOM HOTAPHAJILHOI KOHTOPbI
«XAHB3K»
Y nocroBepeno
[IpoBepHTH NOANHMHHOCTL ANIOCTHNA Bhl MOXETE B ceTH « HHTEpHET?
10 ampecy:

https://www.apostille.go.kr

S.Br. Ceyne 26.01.2024 r.

7. MHHHCTEPCTBOM KOCTHHHHK
8. 3a Mo XXA2024F87A7LQ

9. Meuarn/wrammn: 10. Noanuch
/TToonuce/
Kan IOn Yon (Kang Yun Jeong)
HMevamv: MUHHCTEPCTBO
TOCTHI[HH * PECITVBI/IHKA
KOPE/

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




/ Teperon m;mcykm BLINOAHEH NepesoAuuKoM Mamowrosoli Annoi ArapeeBHoH

Poccuiickan Oegepanus
T'opoa MocxBa
Iaraaanaroro ¢gespans ABe THICHYK ABAAUATH 4ETBCPTOrO roaa

A, Bepemuit Omua Hropeena, Hotapuyce ropoaa MOCKBEI, CBHAETENLCTBYIO NOAAWHHOCTH MOA)
nepeeoayuka Mamowmosoii AHHB AHAPeeBHBI.

TMoanuch caenana B MOEM NPHCYTCTBHA,

JIH4HOCTS NOANKCABWIETO AOKYMEHT YCTRHOBJICHA.,

4-1235

3aperncTpHpoBaHo B peecTpe: W@JM 7i-
ﬁ 400 py6. 00 xon.

Yrinaueno 3a cosepuetine ngffipuans déﬁ )

£ro MpoLUIHYPOBAHO, NPOHYMCPOB!
~ cxpereHo nedatsio 20 nuct(a)os)

Horapuyc
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Poccuiickas degepaymns
Mopoa MockBa
MaTtHaguaToro gespansa gBe TbicAYM ABajLaTb YeTBEPTOro roga

A, Bepemuii KOnmna WropeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYH) BEPHOCTb]
KONWUW € NPeACTaB/IEHHOr0 MHE AOKYMEHTA.

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



| NOTARIAL CERTIFICATE

HAHNBAEK LAW & NOTARY OFFICE

138, BANPO-DAERO, SEOCHO-GU, SEOUL, KOREA

210mm X 297mm
RESXNOP) 708/
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Approved by
Genewel Co., Ltd., Republic of Korea

CEO, Sang-Deok Haa

August 30" 2022

GENEWEL COmLTD. ™~ 3.

Authorize SIfM tureV /A

INSTRUCTION FOR USE
OF THE MEDICAL PRODUCT

STERILE ANTI-ADHESIVE ABSORBABLE GEL

STERILE ANTIADHESIN®,
159,39,49,59, 69, 10 g SYRINGES.

Manufactured by Genewel Co., Ltd., Republic of Korea

ol
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1. Name of the medical device

Antiadhesin* anti-adhesive, absorbable, sterile gel.
1,5g.38,4g.58,6g. 10 g syringes.

2. Purpose

Antiadhesin® anti-adhesive, absorbable, - sterile gel,

1.5g.3g,4¢,5g, 6g, 10 g syringes (hereinafter referred to as Antiadhesin® gel, medical device)
is intended for the prevention of adhesions that may occur after any types of surgeries and can be
manifested as the fusion of organs or tissues between each other. The therapeutic effect of the gel
is related to the formation of a temporary artificial barrier between the injured tissues, ensuring
cffective separation of surfaces during healing. Afier application of Antiadhesin® gel onto the
surgical site, it adheres to the anatomical surfaces without flowing, and forms a viscous, lubricant
coating or anti-adhesive film, which ensures the sliding of adjacent injured surfaces, preventing
them from sticking together. Antiadhesin® gel is a biodegradable coating that separates the mating
surfaces only during the critical phase of wound healing and postoperative adhesion, lasting 7 days,
without affecting the normal regeneration processes.

Antiadhesin® gel is indicated for use as an adjuvant in open and laparoscopic surgeries to
reduce adhesions, reduce the spread and severity of postoperative adhesions in the surgical area, as
well as the associated serious complications such as intestinal obstruction, pain and infertility,
occurrence of which increases the risk of repeated surgical interventions.

Antiadhesin® gel is intended for the prevention of adhesions after surgeries on organs and
tissues with serous coating: abdominal organs (stomach, intestines, spleen, liver); pelvic organs
(uterus, ovaries, fallopian tubes), pleural cavity, pericardial cavity, testicular membrane, as well as
during surgenes in the uterine cavity, on the bladder, mammary glands, in spine surgery.
Antiadhesin® gel can be used for operations where there is a risk of soft tissue adhesion. For
example, during neck surgeries, where there is a high risk of scar formation throughout the neck
layers. Antiadhesin® gel may be used as an installation gel in plastic surgery. The gel facilitates
installation of breast 1mplants Antiadhesin® gel can be used in ophthalmic operations.

The medical device is intended for use in healthcare facilities by qualified healthcare
professionals.

3. Main characteristics

Appearance The medical device is a colorless clear gel in a
with a Luer lock, an application catheter.

Composition Composition of Antiadhesin® gel per 1 mL:

Sodium hyaluronate 2.50 mg
Sodium carboxymethyl cellulose | 5.00 mg |
NaCl 8.00 mg |
KCl 0.20 mg
KH,PO4 0.20 mg
Na;HPOq4 -12H,0 1.15 mg
Water for injections 1 mL

! The gel is a mixture of two anionic polysaccharides: sodium hyaluronate (SH)
and sodium carboxymethyl cellulose (SCMC).

Sodium hyaluronate (SH)

Sodium hyaluronate is a natural anionic polysaccharide composed of D-
glucuronic acid and D-N-acetylglucosamine linked via alternating B-1,4- and
B-1,3-glycosidic bonds. SH may be detected in various tissues of the body
such as connective and cartilaginous tissue, as well as in the skin, vitreous

1
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humor and synovial fluid. SH is one of the main ingredients of the
extracellular matrix; it is a high molecular viscoelastic substance with
hydrophilic and non-immunogenic properties. Due to these features, SH can
act as a lubricant when applied onto the injured surface. This was the basis for
its use to reduce or prevent injury of the surgical area.

Sodium carboxymethyl cellulose (SCMC)

Sodium carboxymethyl cellulose is also an anionic polysaccharide. By
moving the glycosidic hydroxyl group into the carboxymethyl group, SCMC
becomes a more hydrophilic compound. Just as SH, SCMC has hygroscopic
properties and may be used for pharmaceutical, cosmetic and food purposes
as an adjuvant, lubricant, and stabilizing agent.

Technical and Antiadhesin® gel contains highly purified sodium salt of hyaluronic acid
functional obtained without the use of genetically modified microorganisms. It is a
characteristics  sterile, biocompatible, biodegradable, bioabsorbable, non-pyrogenic medical
device. It does not contain antigens.
The medical device is biologically safe: non-pyrogenic, has no
cytotoxic, genotoxic, irritant and sensitizing effects, acute and subacute

toxicity.
1
Weight of Catheter tube Syringe
Name ofthe content Lenath
device ... Diameter  Length Dieter 9
Deviation; @mm) (b, mmj mm) (d.
+7% ' » MM | mm)
i
159 80 + 4,0
39
5ml 15£0,10 1%920
49 70+35 -
Antiaghesin® ge! 1.7 +0.085
59
6 2
70+35 10ml  18+0,10 32720
10g o
Areas Antiadhesin® gel is intended for the prevention of adhesions after all types of

of application surgical interventions (either open or laparoscopic) on organs and tissues
where there is a risk of postoperative adhesions: ingeneral surgery,
neurosurgery (spinal cord and brain membranes), otolaryngology (middle ear
cavity, nasal cavity and paranasal sinuses), ophthalmology, thoracic surgery.
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foxicity
Possible
application-
related risks

Sterilization

Compliance
with standards

Packaging

cardiac surgery, abdominal surgery, orthopedic surgery, obstetrics
and gynecology (including the uterine cavity), urology, plastic surgery.
Non-toxic

Since safely and efficacy of the medical device use in combination with other
anti-adhesive barriers, hemostatic agents, medicinal products; in patients with
lymphatic and coagulation disorders; in patients with severe hepatic and renal
impairment; in patients with malignant tumors; in patients with autoimmune
or immune disorders, in pediatric patients, in pregnant and breastfeeding
women, have not been established, it should be used with caution. It is
recommended to avoid pregnancy until the end of the first menstrual cycle
after using the device. When using Antiadhesin® gel, reactions to foreign
bodies, as well as to any implanted material, may occur.

The gel is sterilized by membrane filtration.

The packaged medical device is sterilized using ethylene oxide.

Applied standards

EN 556-1:2001, EN 556-2:2015, EN 1SO 20417:2021,

EN ISO 10993-1:2018, EN ISO 10993-3:2014, EN 1SO 10993-5:2009,

EN ISO 10993-6:2016, EN ISO 10993-7:2008, 1SO 10993-10:2021,

EN 1SO 10993-11:2018, EN ISO 11135-1:2014, ISO 11135:2014,

EN ISO 11607-1:2019, EN ISO 11607-2:2019, EN ISO 13485:2016,

EN 1SO 14155:2020, MEDDEYV 2.7.1 version 4 (July 2016),

EN ISO 13408-1:2015,EN I1SO 13408-2:2018, I1SO 14644-1:2015,

ISO 14644-2:2015, 1SO 14644-3:2019, EN ISO 14971:2019,

ICH Q1A (R2), ASTM F88/F88M:21, ASTM F1980-21, ASTM F838-20,
ISTA 2A: 2012.

Antiadhesin® gel is packed into a pre-filled disposable 1,59,39,4 9,549, 6 g,
10 g syringes; it is sterile and ready for use. The syringe and applicator
catheter are sealed in a blister made of transparent polymer film, blister with
instructions for use and an adhesive label are placed in a carton.

4. Therapeutic Indications

Prevention of adhesions after any type of surgeries on organs and tissues where there is a risk
of postoperative adhesions.

5. Contraindications i

Y

AL L »
Do not prescribe to patients with established hypersensitivity reactions to hyaluronic acid,
carboxymethyl cellulose and salts thereof.
Use of Antiadhesin® gel is contraindicated in case of an overt infection or contamination at

the surgical site.

6, Undesirable effects

Allergic reactions, infection, pain, inflammation.

7. Method ofadministration

The medical device should be kept at room temperature before use.

Device preparation for operation
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ﬁ Bunvosas

BuHTOBaA Hape3lka

Procedure for device operation

Open the package in sterile conditions immediately
before use, remove the syringe and the application
catheter.

Remove the rubber cap from the Luer lock by
turning the syringe body.

Warning: avoid contact of the syringe tip with
foreign objects after removal ofthe rubber cap

Connect the application catheter in the sheath to the
Luer lock tip of the syringe and turn it clockwise
until a fixed connection is achieved. Remove the
sheath immediately before use.

» The target management area should be as dry as possible. It is necessary to remove
excess liquid using an aspirator, as well as all hemostatic gauze sponges and swabs

inserted after the operation.

» Ensure proper hemostasis: make sure that bleeding in the surgical site is completely

stopped.

» Evenly cover all the anatomical surfaces, where adhesion should be prevented, with

the gel.

» Dispose of the remaining gel, used syringe and catheter after their use.

8. Storage and safe use conditions, shelf life

Keep in a place protected from direct sunlight at a temperature of +I'C to +30°C and a

humidity not greater than 65%.

Shelf life: 36 months from the date of manufacture.

Keep out of the reach of children.

Do not use the device after the expiration date!
Use the device in accordance with the Instructions for use.
Do not use the device with the damaged package and with traces of moisture inside the

package! The product is sterile!

The product is disposable. Do not expose the product to re-sterilization.
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9. Transport conditions

Products are transported al a temperature of -rPC to +30°C at a humidity of not more than
65% by all types of covered vehicles in compliance with the temperature regime in accordance
with local legislation and the rules for the transportation of goods applied for each mode of
transport. If necessary, use thermal machines for transporting medical devices under the climatic
conditions specified by the manufacturer.

10. Components of the medical device

Antiadhesin® anti-adhesive, absorbable, sterile gel ina syringe, 1 pee.
Application catheter, 1pee.

Instructions for Use, 1 pee.

Adhesive label, 1pee.

11. Disposal procedure

In accordance with SanPiN 2.1.3684-21, a used product (i.e., one that has had contact with
patients’ biological fluids) is disposed of as class B medical waste, and a damaged or expired
product that has not been in contact with patients' biological fluids is disposed of as household
class A waste.

Manufacturer

Genewel Co., Ltd., Republic of Korea
6F, 37, Sagimakgol-ro 62 beon-gil, Jungwon-gu, Seongnam-si, Gyeonggi-do, Republic of
Korea, Postal code: 13211

nU) Genewel

Authorized representative of the manufacturer in the Russian Federation
Nizhpharm JSC, Russia

7 Salganskaya St., 603105 Nizhny Novgorod

Tel.: +7 (831) 278-80-88, fax: +7 (831) 430-72-28 A
E-mail: med@stada.ru

STADA

Warranty obligations

The manufacturer guarantees the quality of the device throughout the entire shelf-life. The
device does not require maintenance or repair.

The quality of this medicinal product and manufacturing facilities of Genewel Co., Ltd.,
Korea, meet all international quality standards that has been certified by 1SO 13485:2016.

Explanation of symbols on the package

Manufacturer
ald
[ [
Date of manufacture
cd]
nt Temperature range +1°C to +30°C
J
ot Lot number

Use until...
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Registered No. 2023-7593

NOTARIAL CERTIFICATE

Young Ok Lim-----------m-mmmmmmmm oo

attorney-in-fact
Sang-Deok Han

GENEWEL CO., LTD.

appeared before me and admitted
said principal's subscription to
the attached
INSTRUCTION FOR USE O F -----------
THE MEDICAL PRODUCT--------------
This is hereby attested on this

31st day of Jul. 2023,aCthis_pifsie.
lna~LLHB|

Name of the office
HAHNBAEKLAW & NOTARY OFFICE

Belong to Seoul Central
District Prosecutor's Office

Address of the office
138,BANPO-DAERO,SEOCHO-GU,SEOUL,
KOREA 4F (SEOCHO-DONG)

Signature of the Notary Public

SEO JAE JONG
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public Since
7, Feb. 2020 Under Law No.2.

210mm X 297mm

70g9/m*

..JS&aE



APOSTILLE
(Convenlton d6 La!laye du 5 octobre 1961)

1. Country; Republic of Korea
This public document

Z has beensigned by SEOJAEJONG
3.aclmgm the capacity of

a tea—athe seal/elamp of LAWand NOTARY OFFICE

Certified

To verily the Apostille, please refer to Neewebsite below.
https;//wv.w.apostilie.go.kr

5at  Seoul 6the 31/07/2023
7-by  The Ministry of Justice
8  No. xxA2023B7EX4HP

9. Seal/stamp 10. Signature

Kang Yun Jeong
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MepeBof C aHTMNACKOTO 1 KOPENCKOTO S3bIKOB HA PYCCKUI A3bIK

APpparmeHT neyaTun: Hepasbopuuso/

gupoco6oro noagunHeHns Ceyn, Couxo-iy,
1b1mxo-4po 138, ATEHTCTBO HOTapuanbHbIX W (TenethoH) 596-7370-1

41rak (Couxo-f0H. AHMKMH OUAANH) OPUANYECKNX YCNYT «XaHO3K» (dakc) 596-7006
[dgmva npunoxeHns X241]

PernctpaunoHHbIi Homep; 2023-7593

HOTAPUAJIBHOE CBMAOETEJ/IBCTBO

FOPUONYHECKAA N HOTAPUNAJIBHAA KOHTOPA «XAHB3K»
(HAHNBAEK LAW & NOTARY OFFICE)
138, BAHIMNO-A3PO, COYO-I'Y, CEYJ1, KOPEA (138, BANPO-DAERO,
SEOCHO-GU, SEOUL, KOREA)

/HoTapuansHas nnom6a Ha camokneau emcs neiibne: KOPUANUYECKAA M HOTAPUANTBHASA
KOHTOPA «XAHB3K» *YMNO/THOMOUYEHHbIMMNYBANUYHbLINHOTAPNYC/

210 mm X 297 Mm
70r/mn
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«YTBEPXKAAK»
«["eHbtoan Ko., Jita.», Pecny6nuka Kopes
["eHepanbHbIN aupekTop, CaH Jok XaH

30 aBrycTa, 2022

/Wl Tamn: GENEWEL CO., LTD.

/Mopgnuce/

Authorized Signature/

/MeyaTb: AKUMOHepHOe 06w ecTBO >k eHeBen. [eHepanbHblil gupekToOop /

NMHCTPYKUWA MO MPUMEHEHWIO
MEOAVNUMNHCKOIO U3OE/TNA

Menb NpoTMBOCMAeUYHbIN paccacbiBalOWMACA CTEPUNbHBIA «AHTUAATE3UH®»
Bwnpuuax nol1,5r,3r,4r,5r,6r,10r.

MponssoacTea Genewel Co., Ltd., Republic of Korea
(MeHbtoan Ko., /1., Pecny6nnka Kopest)

/MeyaTb: AreHTCTBO HOTapuanbHbIX U KPUAUYECKHU
ycnyr «XaH6ak», HoTapuyc Co >k 3 1>K OH/
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1 HaumeHOBaHMe MeAULMHCKOTO U3aenus

rC"bl'IpoTT°ECerTaCHI'IbII7I paccacb Bat W nikcs CTepMﬂbe”\/i -VAHTHaTresHH®» B l/ILIJpVILI,aXI'IO ],5 r, 3 r, 4 r, 5 r, 6 r, 10

2. HasHaueHwue

"eNlb MPOTMBOCMAEYHbIA paccachiBaOWMIACH CTEPUbHBIN «AHTUAAre3UH®» B wnpuuaxno 1,51, 3r,4r,5r,6r, 10
r(manee - enb AHTMaAresMH®, MeAWLMHCKOE W3fenne) npefHasHayeH N8 NPouNakTMKK CraeyHoro npoLecca,
KOTOpbIA MOXET BO3HWMKAaTb MOCne MpoBefeHUs NtoObIX BMAOB OMepauuii U BbIpaXaTbCA B CPALLEHUU MeXay coboii
OpraHoB WM TKaHel. TepaneBTUYECKNA 3PMEKT rensd CBA3aH C Co3[aHNeM BPEMEHHOIO UCKYCCTBEHHOIO 6apbepa Mexay
NOBPEXAEHHbIMY TKaHAMU, 4TO obecreymBaeT 3MMEKTVBHOE pasfefieHne MOBepXHOCTel Npu 3axusfieHun. ochne
HaHeceHUs [ens AHTMaAresvH® B 061aCTb XMPYPruyeckoro BMeLIaTenbCTBa OH MPUAWNAET K aHaTOMUYECKUM
MOBEPXHOCTAM, HE pacTekascb, U 06pasyeT BA3KOE CMA304HOE MOKPbITUE WM aHTWAAre3VOHHYI MNEHKY, KoTopas
obecreunBaeT CKOJSIbXKEHUE COCeAHUX MOBPEX/AEHHbIX MOBEPXHOCTENM W nNpefoTBpaliaeT WX caunaHuve. [enb
AHTVaAresvH® sBnseTcs 6uogerpafmpyemMbiM NMOKPbITUEM, KOTOPOe pasfenifeT ConpuKacatoLyecs NoBEPXHOCTU TOJbKO
HANEPUOS, KPUTUYECKOI (ha3bl PAaHEBOrO 3aXKMBMEHMS 1 NOCNEONePaLOHHOT0 cnalikoobpasoBaHus, NpoAo/HKatoLWuiics
BTeUeHWe 7 fiHeld, He BAWSA NPy 3TOM Ha HOPManbHO NPOTeKaloLL e NPOLECChl pereHepaLmu.

lenb AHTVWAAresMH® nokasaH K MPUMEHEHWIO B KayecTBE BCMOMOraTenbHOro CpPeAcTBa MpPU OTKPbLITLIX U
NanapocKONMYeCKUX  OMepaTMBHLIX  BMeLLATeNbCTBAX  [J/I  CHWKEHWA  Cnailkoobpa3oBaHWs,  YMeHblUeHus
)acnpocTpaHeHHOCTU U TAXKECTU NOC/IE0NePaLMOHHOIO CMaeyHoro npoLecca B 30He ornepauun, a TakKe CBA3aHHbIX C HAM
TaKVX CEPbE3HbIX OCMOXHEHWA, KaK KWLLIeYHas HEMPOXOAMMOCTb, 60b, Gecnnogme, NosB/IEHNE KOTOPbIX YBENNUNBAET
PUCK MOBTOPHBIX OnepaLyii.

lenb AHTWaAre3VH® npefHasHaveH 14 NPOMIAKTMKM CMaikoobpa3oBaHWs MNocfie NPOBefeHus Onepauuin Ha
opraHax M TKaHAX, WUMEKLMX CEPO3HOEe MOKPbITUE: OpraHbl GPIOLIHON MONOCTU (KenyfoK, KWLLEYHWK, Cenes3eHka,
neyeHb); OpraHbl Manoro tasa (Matka, SWMYHWKKW, MaTO4Hble TPy6bl), NneBpasbHas MOAOCTb, MOMAOCTb MEPUKapAaa,
0060/104KN AINYKA, a TaKKe MpW onepauuax B MOIOCTW MaTKW, Ha MOYEBOM My3blpe, MOJOYHbIX Xenesax, B XMpypruu
MO3BOHOYHMKA. ["enb AHTMaAre3nH® MOXHO MCMONb30BATL NPU ONepaumaX, rae MMeeTcs PUCK CNamBaHNs MATKUX TKaHel.
Hanpumep, nNpu onepaumsax Ha Llee, KOrAa VMMeeTCs BbICOKMIA PUCK (hopMUpOBaHUA pybua yepes Bce cou wwen. enb
AHTUaAre3nH® MOXKET UCMO0/b30BaTLCA KakK YCTAHOBOUHbINA Feflb B M1aCTUYECKOW XMpyprun. efb 06neryaeT ycTaHOBKY
rPYAHbIX UMNIAHTATOB. [eflb AHTUAAre3VH® MOXHO MUCMO/b30BaTh MPU ONTAIbMOOTUYECKUX OMepaLmaX.

MefuUMHCKOe u3fenve npefHasHauyeHo A/ WCNOMb30BaHMA B YCMOBUAX  MEAULMHCKUX  YUpexzeHuid
KBaIMMPULMPOBAHHLIM MEAULMHCKAM NEePCOHANOM.

3. OCHOBHbIE XapaKTEPUCTUKN
/FEIB.'IEA’EI—I'I’C‘I‘EDI—D‘I‘E]J/BIH—bXI/I
- < % H
OnucaHne MeguumMHCcKoe wm3genve nNpeacTaBnseT Co60iA  GecuBETHbIN I'IpO3pa‘-IHbIVI renb
npegBapuTeNbHO Hano/HEHHOM OAHOPA30BOM LUMPULE C HaKOHEYHMKOM Tuna I'Iroap,

Cocras CocTas rens AHTUaAresnH® Ha 1mn:

Hatpusa rnanypoHat 2,50 mr
HaTtpusa kapbokCcMMeTUnLenono3a 5,00 mr
NaCl 8,00 mr
KC1 0,20 mr
KH2PO4 0,20 mr
Na2HP04-12H20 1,15 mr
Bopa ons MHbeKUNIA 1wmn

enb NpegcTasnfeT co60l CMeCh U3 iBYX aHWOHHbIX MNOANCAXapUL0oB - HATPUSA rranypoHaTa
(HI) v HaTpus kap6okcumeTmnuenntonossl (HKMLL).

Hatpus rnanyponat (HIN)

Hatpua rnanypoHar aBfseTca NpuUpoLHbIM aHNMOHHLIM MoMcaxapuaom, coctoawmm mus D-
rNOKYPOHOBOW KMUCNOTbl U D-N-aueTunrnokKosammHa, CoOeMHEHHbIX noovepéaHo P-1,4- un
P*1,3-rnuko3naHbiMn cBA3aMU. HIT MOXHO 0GHapYXWUTb B pa3fiMyHbIX TKaHAX OpraHuama,
TaKMX Kak COeAMHWUTENbHAs, XpALleBas TKaHb, a TakKXe B KOXe, CTEK/I0BUAHOM Tefie U
CUHOBMNAJTbHOI XNAKOCTH.
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HI” sBiseTcs oHHM H3 OCHOBHBIX KOMIOHEHTOB BHEKJIETOMHOrO MaTpHKCa, nNpeacTaBiideT

43 cebs BBLICOKOMONEKYTAPHOE BA3KONACTHYHOE BElIECTBO, 06/iafaerT ruApOQHIbHBIMH H

HEMMMYHOreHHBIMH CBOHCTBaMH. Brarogaps 3TuM ocobeHnoctam, HI' Moxer BbicTynath B
PO CMa3bIBAIOWIEro BEWIECTBA MpPH HAHECEHHWH HA NOBPEXJEHHblE MOBEPXHOCTH. JTO
NOC1YXHI0 OCHOBAHHEM /111 €0 HCTIONB30BAHHA C LIENBIO YMEHBIUCHHUS KN NPODHNAKTHKH
TPaBMHPOBaHHA B 30HE OMeEpPaLHH.

Harpus kap6okcumetnauenmonosa (HKMI)

Harpusa kapbokcumeTunuennionosa Taioke ABAAETCA AHMOHHBLIM  MOJNHCAXapPHIOM.
bnarozapa nepexoay TIIHKO3MAHOH TMAPOKCHJILHONH I'Pynnbi B KapOOKCHMETHIBHYIO,
HKML cranosutcs Gonee ruapodunsHuIM coeauHenueM. Tak xe, kak u HI,, HKMI]
obnanaer rUrpoCKONUYHBIMH CBOWCTBAMH M MOXET TNPHUMEHATHCA B JIEKAPCTBEHHBIX,
KOCMETHYECKHX, [MHIUEBLIX LUEAAX B Ka4ecTBE BCMOMOraTeNIbHOro, CMa3sbiBAIOLIErO M
CTabHIH3HPYIOLLEro BeLECTBa.

|

| TexHHYeCKHe

]

' yHKUHOHANbHbIE
‘ XapaKTepPHCTHKH

H

Fenb AHTHamre3suH® CONEPXKUT BBICOKOOUMIUEHHYIO HATPHEBYIO CONb THAYPOHOBOI
KHCAOTbI, MONyYeHHYI0 6€3 HCNOoNb30BaHHA FTeHHOMOANPHULINPOBAHHBIX MHKPOOPTraHH3MOB.
CrepunbHoe, 6nocosmecTumoe, 6uoaerpaaupyemoe, GuopaccacbiBaiollieecs, anuporeHHoe
MeauLHHCKoe H3aenue. He conepxut aHTHreHoB.
Meanunnckoe wu3nenue OHonorumyeckn GesonacHo: anuporeHHo, He obnazaer
UHMTOTOKCHYECKHM,  EHOTOKCHYECKHM,  pasfpaxaloliMM MW CeHCHOMIIM3HPYIOILMM
ZIeHCTBHEM, OCTPOH H NOAOCTPOH TOKCHUHOCTBIO.
(%

"

h
|

Tpybka katerepa Lnpuy
Obrem
M /lTevame:
acca
Ha3ssanue CO/IEPARHMOTO Azenmcmeo
n3zenus Orwionenme: | Muamerp ﬂ"('t':“a HOMapuatbholX | Nwaverp | dauna (d,
+ 7% (a. Mm) MM') U 1IopuouvecKux | (c. mm) MM)
yeaye
«Xanbsk»,
nomapuyc Co
Jocs Jocon/
80+
ILSr 4.0
. 5 M B | 7690102
70 £ ’
Fens 4r L7+ 3s
Anruaare3snn® 0.085 ’
Sr
6r
70+ 18+
or 3.5 10 s 0.10 97.70+0,2
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i O6nactn lenb  AHTVagresH® npegHasHadyeH And MNPOPUIAKTMKM  chlaiikoobpasoBaHMs mocne

f npuveHeHus npoBefeHMs NoObIX BUAOB onepaumii (Npu OTKPbITbIX ONepaTMBHLIX BMELLATENbCTBAX W
NanapocKoNMYecKnx npoLeaypax) Ha opraHax 1 TKaHsXx, rae UMeeTcs pUCK BO3HUKHOBEHUSA
nocneonepaumoHHOro CnaeyHoro npouecca: B O0OWER XUPYpPrun, Hemnpoxmpyprmm
(060M104YKN CNUHHOFO WM TOMOBHOFO MO3ra), OTO/MapUHronornmM (NonocTb CpPeAHero yxa,
MoNMoCTb HOCA M OKOMIOHOCOBbIE Ma3yXxu), OMTanbMONOrUK, TOpaKanbHOW Xupyprum,
KapAnoXnpypruu, abAoMuHanbHOW XUpyprum, opToneanyeckoli XMpyprium, akyLepcTee u
FMHEKONorMmM (B TOM YMcie B MOIOCTb MAaTKK), YPONIOTrX, NAACTUHECKON XMPYPruu.

IToKCcHMYHOCTb He TokcunueH
1B03MOXHblIl pucK Be3onacHOCTb M 3(MEKTUBHOCTb MNPUMEHEHUS [AHHOTMO MEAUUMHCKOro u3genus B
Inpy nprMeHeHUN KOMOWMHAaLUW € 4pYrMMU NPOTMBOCMAeYHbIMW Gapbepamu, reMocTaTUYecKUMn CpeLcTBamu,

NeKapCTBEHHbIMK NpenapaTamu; Yy MalMeHTOB C NMM(ATAYECKUMU 3a60NeBaHUAMU U
HapyLUEHUMN KOArynsuuu; y nauMeHTOB C TSHXKENbIMUA HapyLIeHUAMIU DYHKLMA NeYeHn |
MoYeK; Yy MaLMEeHTOB CO 3/10Ka4YeCTBEHHbIMM HOBOOOPA30BaHUAMMK; Y MNALMEHTOB C
ayTOMMMYHHbIMU 3a60/1€BAHUSMMN UM UMMYHHBIMW HapyLLEHWAMMU, Y AeTei, y GepeMeHHbIX
M KOPMALLMX XXEHLMH HE MCCNefoBaHbl B CBA3W C 3TUM PEKOMEHZYETCS MPUMEHATb C
OCTOPOXHOCTbIO PEKOMeH/yeTCs He 10NycKaTb HACcTyn/eHUs 6epeMeHHOCT 10 OKOHYaHUs
nepBoro MeHCTPyanbHOro LKA nocie UCrMonb3oBaHus npoaykTta. Mpu MCnonb30BaHUNUM
rens AHTUaAre3snH® MOryT BO3HWKHYTb PEaKUMW Ha MHOPOAHble Tena, Kak U Ha nio6oii
MMMNNAHTUPOBaHHLIK MaTepuan.

Crepunusaums Fenb CTEPUNN3YIOT METOLOM MeMOpaHHOM (hNbTPALIMN.
YnakoBaHHOE MeAWLMHCKOE U3fenne CTEPUIN3YIOT OKCUAOM STUMEHA.
CooTBeTCTBYE MprMeHsieMble CTaHAAPTbI
CTaHZapTam EN 556-1:2001, EN 556-2:2015, EN 1SO 20417:2021, EN I1SO 10993-1:2018, EN 1SO

10993-3:2014, EN 1SO 10993-5:2009, EN ISO 10993-6:2016, EN ISO 10993-7:2008, 1SO
10993-10:2021, EN ISO 10993-11:2018, EN ISO 11135-1: 2014, ISO 11135:2014, EN ISO
11607-1:2019, EN ISO 11607-2:2019, EN 1SO 13485:2016, EN ISO 14155:2020, MEDDEV
2.7.1 pegakuusa 4 (nonb 2016 r.),EN 1SO 13408-1:2015, EN I1SO 13408-2:2018, 1SO 14644-
1:2015, ISO 14644-2:2015, 1SO 14644-3:2019, EN 1SO 14971:2019, ICHQ1A(R2). ASTM
F88/F88M:21, ASTM F1980-21, ASTM F838-20, ISTA 2A: 2012.

YnakoBKa enb AHTVAAresuH® cofiepXXUTCA B MpeABapuTe/IbHO Hamo/HEHHOM OAHOPAa30BOM LUMpULLe
no 15r,3r,4r,5r, 6r, 10 r, ctepuneH, rotoB K npumeHeHuo. LLnpuy n katetep
annanKaLMOHHbIA repMeTUYHO yNakoBaHbl B 6A1CTEP M3 NPO3payHOl NOUMEPHONR NAEHKMU,
6nncTep BMecTe C MHCTPYKUMEA MO MPUMEHEHMIO W HaKMeNKoW MomeLialT B Mauky
KapTOHHY!O.

4. TlokasaHWA K NPUMEHEHUIO

MpothmnakTuka cnainkoobpasoBaHus Nocne NPoBeAeHUA N0ObIX BUAOB OMepaLuii Ha OpraHax u TKaHsx, rae umeetcs
PUCK BO3HMKHOBEHWS NMOCNE0MNEPaLMOHHOr0 CMaeyHoro npowecca.

MWWWXMW
YoM «XaHo, HoTgane Co Lo [HroH/
He Ha3HauaTtb nayneHtTam C YCTaHOBNEHHbIMWU peakynamu MOBbILLEHHOIA YYBCTBUTENbHOCTU K FI/IEU'IypOHOBOVI
Kucnore, Kap60KCM|\neTan|,enmonose N NX conam.
|_|pVIMEHEHVIe rens AHTM&AI‘G3MH® MNPOTNUBOMNOKa3aHO B Cliy4yae SABHOW VIH(i)eKLI,VIVI nMan KOHTaMWUHauun B MeECTE

MPOBEAEHNS onepalyu.

5. |_|pOTl/IBOI'IOKaBaHI/IFI K MPUMEHEHUIO

6. TMob6ouHble aphheKTbl
Annepruyeckme peakumu, MHpekums, 601b, BOCHaneHue.
7. Cnocob npumeHeHns

Mepes NPYMEHEHNEM PEKOMEHAYETCS BblAepXKaTb MEAULIMHCKOE U3AeNne Npu KOMHATHO TemnepaTtype.
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IoprovoBka k pabote H3aeAuN

e  OTsphiTh YNaKoBKY B CrepUNbHMX YCNOBHAX
HENOCPEOCMBERNO neped RpuMEHenueM, HIBNEYb WNPHIL ¥
ANILIMKALKOHHBIH KaTeTep.

e CHATb Pe3HHOBYIO KPHIUKY ¢ HakoHeyHWKa THma Jhosp,
NoBOpavYNBad KOPNYyC WNpHLa
IIpedynpexcoenue: nocne yORnEHMA PeIUNOSONH KpwituKu
usbezaiime  KONMAKMAE  HAKOHENHUKA  Wnpuya ¢
ROCMOPOHNUMU RPEOMEMAMN

o CoeaunnTe aNIMKALMOHHGIA  kaTerep B  uexne ¢
HAKOHeYHHKOM THNa JhoSp wnpHua H NOBOPAYHBATE €re Mo
YacoBOH CTpelke J0 JOCTHKEHMA  (UKCHPOBAHHOIO
COEAHHEHHA. YeXon CHHMAIOT HEMOCPEACTBEHHO mieped
NpUMEHEeHHEM.

ITopagok paGoTsi ¢ HIAEAHEM

/levams: Azenmcemso Homapuansbix U MpUOULECK:
yenye « Xanbaxn, nomapuye Co Oxncs xcon/
¢ [lpeanonaraessoe MecTo 00paboTKH JOMKHO ObITH MakCHMansHO CyXWM. HeoOXORMMO YAAINTE WITMIIKH
HHAKOCTH NPH NOMOUIH ACHHPATOpPa, @ TaKKe BCe BBEACHHLIC [OCNE NPOBEAEHHA ONCPALAH
KpOBOOCTAHARIMBAIOLINE TAMNOHL! B MapneBbie canperky.
e ObecneunTs HaaneKalHi reMOcTas: YORANTLCA B TOM, YTO KPOBOTEYECHHE B OTEPAIIONHOM NOJIE NONHOCTHIO
OCTaHOBAEHO.
e PaBHOMEPHO MOKPHITE IeficM BCE ARATOMHYECKHME MOBEPXHOCTH, TpeGyloumHe MPOdHNAKTHKH o6pazoBaHHs
CIaex.
*  YTHAM34POBATE OCTABIUMACA reslb, HCNOIB3OBAHHbIE IUNPALL M KATETEP (10LITE IPAMEHREHHA.

8. YcnrobHs xpaHeRHA H 6e30NACHOr0 NpAMEHEHHS

XpaHHTL B 3aLMILEHHOM OT MPAMBIX COMHEYRBIX Nyuel Mecte NpH Temnepatype or +1 °C ao +30 °C npi
BIRKHOCTH He BHIlIe 65%.

Cpok roaHocTH 36 MecaleB OT AaTH NPOUBOACTEA.

XpaHuThb B HEIOCTYTIHOM ANA AeTell MecTe.

He HCnons30BaTh U3AeAHe ¢ UCTEKLIMM CPOKOM FOAHOCTH!

HUsnenue neobxoasumo HCNONL30BaTL B COOTBETCTBUH € HHCTPYKUHEH N0 NPHMEHEHHIO,

He ucnons3oBaTs H3Aenue ¢ noBpexkaeHHOH ymakoBkolf W €O clemamMu BIarH BHYTpM ynakosku! Vsmenue
CTEpHABLRO!

Hspenue oanopasoBoro npumenenna. He cReayer noapeprats H34eNne NOBTOPHON CTEPHITM3ALMH,
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9. ¥Ycnosusa TpaHCNOPTUPOBKMK
].Vls,qenm TPaHCNOPTUPYIOT NpK TeMMepaTtype oT +1 oC,cl,o 430 npu 371a2)KHOCTK Me Bblle 65% Bcemun BUugamm
PaHCrnopTa KpbITbIX TPAHCMOPTHbIX CPEACTB C COOMOLEHNEM TEMMEPATYPHOIO PeXKMMa B COOTBETCTBUMN C MECTHbLIM
YKOHOJATENbCTBOM W MpaBuiaMmn NepeBo3Kn rpysoB, AeACTBYIOLWMMMN Ha KaXXA0M BuUae TpaHcnopTa. Mpu
HE06X0AMMOCTM UCMO0/b30BaTh TEPMOMALLUHBI NS TPAHCNOPTUPOBAHUA MESULMHCKUX U3LENNIA NPU KNMMATUYECKNX
YCIOBUAX, YKa3aHHbIX NPOVU3BOAUTENEM.

10. KomnnekTtauus MeAVULUWHCKOro n3genuns

/b NPOTUBOCMNAEYUHBIA PacCachiBAOLLMIACA CTEPUNbHBIN «AHTUALAME3NH®» B Wwnpuue- 1 wr.
KarteTep annnvKauMOHHbIA-] wWT.

VIHCTPYKUMSt MO MPUMEHEHMIO-] LUT.

Hakneiika - 1 wr.

11. TopAagok ytununsaunm

B cooTBeTcTBMM ¢ CaHlNMuH 2.1.3684-2] ucnons3oBaHHoe u3genue (T.e. UMeBLLEE KOHTAKT ¢ 61M0/10rnyeckumMu
XMIOKOCTAMY MaLUeHTOB) YTUNN3NPYeTCA KaK MeJULNHCKME OTXOAbI Knacca b, a MoBpexaeHHoe Uan ¢ NCTEKLINM
jopoKOM roiHOCTY M3feNne, He MMeBLLIEe KOHTAKT C GMOM0rMYECKUMU XXUAKOCTAMU NaLMeHTOB, YTUAN3NPYETCH Kak
ObITOBbIE 0TXOAbI Kacca A.

MpounssoauTensb
«leHbtoan Ko., /ITa.», Pecny6nmka Kopes
6®, 37, Carmumakron-po 62 6eoH-gxun, XXyHBOH-ry, CeoHrHam-cu, F'meoHrru-go, Pecnybnunka Kopes,

MouToBbIA NMHAeKC 13211

Genewel Co., Ltd., Republic of Korea

6F, 37, Sagimakgol-ro 62 beon-gil, Jungwon-gu, Seongnam-si, Gyeonggi-do, Republic of Korea, Postal code:
13211.

[Norotun: Genewel/
YNONHOMOUYEHHbIN NpeAcTaBUTENb MPON3BOANTENSA HA TeppuTopumn Poccuiickoin degepaumnm

AO «Hwmxpapm», Poccus

603105, r. HmkHKin Hosropog, yn. CanraHckas, 4. 7.
Ten.: +7 (831) 278-80-88, thakc: 47 (831)430-72-28
E-mail: med@stada.ru

: Me-ath: ABHTCTRO J/BlH-bKM%gWK
/NoroTun: STADA/ W«)@.ﬁ;@mm(b o

CapaHTUliHble 06513aTeNbCTBA

Mpou3BoAMTENb FapaHTUPYeT KauyecTBO W3Aenns B TeyeHMe BCEro Cpoka rofHocTW. W3genne He TpebyeT

TEXHWUYECKOT0 06CMYXMBAHNUS U PEMOHTA.
KauecTBO [aHHOr0 MeAMLMHCKOr0 U3Aenns U NPOM3BOACTBEHHbIE MOLHOCTWM KOMMNaHuu «[eHbtoan Ko., /1Ta.»,

Pecny6iuka Kopesi, 0TBEUatOT BCEM MEXAYHAPOAHbIM CTaHAapTaM KauyecTBa, UTO MOATBEPXAEHO cepTudmkatom 1SO
13485:2016.

Pacw I/IdeOBKa CMMBOJ10B Ha ynakKoOBKeE

/nzobpaxeHue/ M3roTtoBuTeNb
/n3obpaxexue/ [ata nsrotosneHuns
/n3obpaxkeHune/ TemnepaTypHbIn gnanasoH +1°C - +30°C

/nzobpaxkeHmne/ Kog napTtumn
/nzobpaxkeHmne/ Mcnonb3oBaTh fo...
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jwobpaxenne/ OSpaTHTECH K HECTPYKIINH 10 NPHMEHCHHID
Yusobpaxenne/ | Ocropoaio! OGpaTHTeCH K HHCTPYKLHH 0 NPHMEHEHHIO
imobpaxenne/ He RCIOAL30BATSH NPH NOBPEKACHHH YIAKOBKH
nsobpaxenne/ CTepHAUZANUE OKCHAOM ITHIAEHS

3obpancenne/ 3anper Ha NOBTOPHOE NpUMEHEHHE

‘aobpanenne/ | He cTepnan3oBaTs NOBTOPHO

/Tevams: Azenmcmeo HOMAPUATLHEIX U IOPUOUYECKUX
yenye « Xanbaxr, nomapuye Co Jxcs Hucon/
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|

*Pemcrpauuonnuii dHoMmep: 2023-7593
HOTAPHUAJIBHOE CBUJIETEJIbLCTBO

101 Ok JIum (Young Ok Lim)

NOBEPEHHBIH

Canpnok XaH (Sang-Deok Han)

leHepanbHLIH IHPEKTOP

«DKEHBIOJJI KO., JITA.» (GENEWEL CO., LTD.)

‘MOATBEPANJ B MOEM NPUCYTCTBHH, YTO NPOCTABJICHHAA HA IPHIAraeMOM TOKYMEHTE

n «MHCTPYKLHA 10 ITPUMEHEHUIO JIEKAPCTBEHHOI O IMTPETIAPATA» noanuch
! ABJIAETCA NOAMHCHIO COOTBETCTBYIOILETO TOBEPHTENA

''VKa3aHHOE BBILIE YAOCTOBEpAETCA cerofns, 3 1ro uona 2022 r. B opHce ykazaHHOH
HOTApHANbHON KOHTOPHI.

/Tevame: Azenmcmeo HOMAPUARLHYIX U OPUOUYECKUX
yeayz «Xanbsrr, nomapuyc Co Jxca Oxrcon/

HauMeHoBaHie HOTAPHAIBHOH KOBTOPEI
JIOPHAHYECKAS U HOTAPHAJIBHASA KOHTOPA «XAHBJ3K»

OTBeTcTBEHHBIH rocyaapcTBeHHBIH opraH: [lpokyparypa Lientpanstoro padiona r. Ceyna

Azpec HOTapHAIBLHOH KOHTODHI:
138, BAHIO-ZI3PO, COYO-T'Y, CEVJ1, KOPES 4F (COYO-/IOH) (138, BANPO-DAERO, SEOCHO-

GU, SEOUL, KOREA 4F (SEOCHO-DONG))

/Moonuce/

Toanuck myGnuMYHOro HOTapHyca

CO U3 YOH (SEO JAE JONG)
TTonHOMO9HA HA BeiICHHE HOTAPHANBLHON JEATENHHOCTH GLUTH MPEeJOCTABICHH JaHHOH
KOHTOpE MUHACTPOM I0cTHIMH PecniyGnuku Kopes 7 deBpans 2020 r. B COOTBETCTBHH ¢
3akoHoM Ne 2.

210 s X 297 MM
70rim?
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AIIOCTHUIIb

‘ {laarcxas koHBeH1MA 0T 5 okTA6pa 1961 r.)

/ APOSTILLE

{(CONVENTION DE LA HAYE DU 5 OCTOBRE 1961)

1. Crpana: Pecnybnnka Kopes / OR-xo00 /
Hacrosumit opnunansHpifi AokymenT
2. noanucan CO 43 YOH

3. seicTynalowm(-¢i) B KauecTse NyONNYHOrO HOTApHyca

4. ckpennet nevatsio/mramnom IOPUIMMECKON H HOTAPHAJILHO#M
KOHTOPbI «<XAHB3K»

Ynoctosepeno

ITpoBepHTH NOANMHHOCTH ATIOCTHAA Bbl MOXETE

B cetH «HuTepher» 1o agpecy:
Br. Ceyne 6. 31.07.2023 r.
MuuncTepcTBOM HOCTHLMH
3a Ne XXA2023B7EX4HP
Mevars/wrramm: 10. INoanucs
/Moonuce/
Kau 01 Yon (Kang Yun Jeong)

© 90 N W

/Mevamv: MHHHCTEPCTBO IOCTHI[HH PECITYB/THKH KOPEA /
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McpeBoO faHHOrO TeKCTa BbINONHEH NePeBOAYNKOM ALLKOBON OHH ANeKcaHAPOBHOM.

Poccuiickas depepauus
| opo Mocksa
[Bapuatbe AeBATOro aBiycTa ABe ThiCAYM ABaALaTb TPETbero roga

A, MouceeBa JIwwma BnagymmpoBHa, HOTapuyc ropoda MOoCKBbI CBWIETENIKCT MO
MOL/IMHHOCTL NOANKUCK MepeBoYMKa ALKOBOU 3HWN AneKCaHIPOBHbI. ' n n
lNoanuck caenaHa B MOEM MPUCYTCTBU.

JIM4HOCTL NMoanucaBLLIEr0 JOKYMEHT YCTaHOB/IEHa.

3aperncTpurpoBaHo B peecTpe; N2 50/995-H/77-2023-

YnnayeHo 3a coBepLUEHMe HOTapuanbHorMcteus: 400 p™6. 00 kon

N1.B. MowuceeBa

fi 4N

Bcero npoLLHypoBaHo, MPOHYMePOBaHO M CKPE/IeHO Mevarbto 19 ncT(-a,-oB).

J1.B. MowuceeBa
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Poccuiickaa degepauymsa
lopoa MockBa
[Bajuate AeBATOro aBrycra ABe TbiCAYN ABajuaTb TpeTbero roga

A, MounceeBa Jlvnma BnagnmmpoBHa, HoTapuyc ropoga Moek
BEPHOCTb KOMWKM C NPEeACTaBIEHHOr0 MHe JOKYMeHTa.

3aperucrpupoBaHo B peecTtpe: Noe 50/995-H/77-2023-

)LLIEHWE HOTapUasIbHOrO JEACTBIS:

Bce MepOBaHO 1 CKpersieHo nevarbio 21 nmct(-a,-oB).

J1.B. MowuceeBa
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