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INSTRUCTIONS FOR USE
T-Gen collagen membrane
Models TG-1; TG-2; TG-3
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1. 'The name ofthe medical device.
Collagen membrane T-Gen.

2. Description
The T-Gen (Absorbable collagen membrane) is made of pure collagen, to minimize antigenicity,
which is without further cross-linking or chemical additives for excellent biocompatibility.
T-Gen is a biodegradable collagen membrane derived from porcine pericardium certified by a
veterinarian and is purified to prevent immunologic reactions. T-Gen has a porous and fibrous
microstructure that is hydrophilic and prevents the ingrowth of fibrous tissue into the bone defect.
T-Gen is sterilized by gamma radiation.

3. Principle ofaction
The membrane has the ability to hold its shape in a wet conditions, which significantly improves
the comfort of use. The membrane barrier function allows to prevent connective tissue invasion,
and its surface structure features facilitate bone formation process. Unlike non absorbable
products, this membrane can be used with no necessity of removal because collagen is fully
resorbable. I Cii-il

4. Intended use
T-Gen is indicated for guided tissue regeneration procedures in periodontal defects: guided bone
regeneration, guided tissue regeneration, augmentation in the implanted area, the reconstruction
of the alveolar ridge, the filling of bone defects in maxillofacial area, immediate or delayed
augmentation around implants placed in extraction sockets.

5. Indications
T-Gen is indicated for guided tissue regeneration procedures in periodontal defects.

6. Contraindications
- Should not be used in patients with sensitive reaction to porcine materials.
- Do not use when allergic reaction or infection is observed during use of products. Proper
treatment from the instruction by doctors or pharmacists is required.

Note - this list of contraindications is not exhaustive; Absolute contraindications determined by
the doctor conducting the treatment and the doctor sent for treatment.

7. Side effects
T-Gen may cause allergic reactions in the presence of sensitivity to the porcine materials.
Possible complications which can occur with any dental surgery include swelling of the intraoral
tissue, bleeding, flap sloughing, bone loss, infection, pain or complications associated with the
use of anesthesia.

8. Information about the acceptance
MD is supplied in ready for use condition. Installation, assembly is not required.

9. Procedures
1. Peel off outer and inner pouches, choose T-Gen to fit the wound area and trim it to fit the size
ofthe defect.
2. The template is a convenience item to assist in shaping T-Gen and not implantable, which is
must be discarded following modification. In order to distinguish between the membrane and the
template, the template is marked with the word “TEMPLATE”.
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3. The wound site of patient should rinse with antimicrobial agent or sterilized saline solution.
The T-"Gen can be used regardless of front and back side.

4. The T-Gen can be used in dry or hydrated conditions. If the clinician prefers the handling
state of the hydrated condition, the membrane can be hydrated in sterile water or sterilized saline
solution for at least 3 minute prior to use.

5. Fixation ofthe membrane is use with glue, clip and suture.

10. Conditions of application

Item Range
Temperature in °C +1 -+30
Humidity in % (non-condensing) <70
Air Pressure in kPa 60-106

11. Precautions
1. Device is sterile if the package is unopened and undamaged. Do not use if the package seal is
broken.
2. Do not re-sterilize. Discard all open and unused portions of T-Gen.
3. The device must be used prior to the expiration date.
4. Discard device if mishandling has caused possible damage or contamination.
5. Do not reuse. Sterility and function no longer guaranteed in the event of reuse. Cross

contamination and infection may occur ifreused. I N tjA
6. T-Gen should not be used in the presence of infected wounds.
7. T-Gen should only be used by trained dentists and surgeons. J

8. T-Gen should be used with special caution in patients with acute or chronic infection at the
surgical site, uncontrolled metabolic diseases, prolonged corticosteroid therapy, autoimmune
diseases, radiotherapy and heavy smoking.

9. Ifthere are any changes in the performance ofthe membrane (such as infection, pain, any
other unusual symptoms), clinician has the responsib”*”*o inform the patient on all proper
contraindications, side effects, and precautions. When these conditions occur, clinician should be
instructed to see a well trained dental specialist immediately.

12. Classification ofMD.
- by the multiplicity of application - disposable;
- the nature ofthe invasion - invasive MD,;
- sterility properties - sterile MD, does not require sterilization before use;
- method of sterilization - Gamma irradiation.
- peculiar properties of the contact with human body - implantable (in wound) the constant
contact device (over 30 days).
The materials of construction and special considerations of their contact with human body are
presented in Table 1
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Table 1- Materials

# oo Part Contact Material Brand/type Standard*

A long-term (@bove i ified collagen

Membrane 3\:& t(:]a%/hse)z S%njﬁgt derived_ frorr:c forcine Type | F'ZA\Zsly\fl
surface tissue
1 Basis
weight:
ASTM
D3776, EN
ISO 536
Tyvek /
A short-term contact 10598 2

Template with the wound  High-density polyethylene manufacture exfoliation

surace dby DuPont  :ASTM
D2724
3. porous :
TAPPI
T460, 1SO
5636-5
1 Seal
a. inner package: PET +  Structure: ~ Strength:
easy peel LLDPE / PET PET 12 ASTM F-
+Alut*ipm foil + easy 83
MANENeel AL9
Primary PEE_3r01<§cPE 2. Bond
package Strength:
NY15 GB8808
b. outer package: PET +
easy peel LLDPE / PET + ';E'8A5? _
Aluminium foil + easy FOSPECt 3. Intergrity
peel LLDPE Island  5fseal area:
Amcor ASTM
F1 929

*The standard whose requirements the materials used comply with
*Use of materials derived from multiple animals. Origin: countries with minimal or limited risk ot

BSE. Hog breeds: big white breed or landrace. Age: less than 24 months. Feeding: ration does not
contain ingredients derived from bovine materials or derivatives
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T-Gen collagen membrane

The left figure is a photo image of T-Gen’s general view. The right one is a scanning electron
microscopy of T-Gen’s cross-section area.

14. Technical requirements

Parameter
(characteristic)

TG-1 TG-2 TG-3
Width, mm 14.25-15.75 19.00-21.00 28.50-31.50
Length, mm 19.00-21.00 28.50-31.50 38.00-42.00
Depth, mm <2 <2

Weight, mg 15.0-30.0 34.0-47.0 70.0-120.0

Quality requirements

Parameter (specification) Requirement

Endotoxin concentration 20ELf/device

pH level basic tested liquid +1,5
Tensile strength no less than 5 N/mm”(MPa)
Water binding capacity no less than 200 %

Lipid content no more than 1,0 %

Color White

Smell Odorless
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15, Supply package
Components supplied as part of T-Gen package are presented in Table 3.
ab e 1- Components
Name, picture and description Quantity*™'

T-Gen collagen membrane

The left figure is a photo image of T-Gen’s general view. The right one is a scanning electron
microscopy of T-Gen’s cross-section area.

Tenplate
Instruction for use

Quantity of components included in supply package (jpcs)

16. Expiration date
36 months from manufacture date.

17. Term ofmembrane biodegradation.
Term of membrane biodegradation within 3 5 months

18. Storage conditions
1 Store at use only between 1and 30 °C.
2. Keep away from heat.

3. Keep dry.

Item Range
Temperature in °C +1 - +30
Humidity in % (non-condensing) < 70
Air Pressure in kPa 60-106

19. Transportation
MD transported by all types of transport in covered vehicles in accordance with the rules and the
transportation of cargos, operating in each type of transport. During transportation must be
observed packaging integrity.

ltem Range
Temperature in °C +1 -+30
Humidity in % (non-condensing) < 70
Air Pressure in kPa 60-106

20. Warranty
In compliance with the transportation, storage requirements and use of the product manufacturer

guarantees compliance with quality ofthe medical device.
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21. Procedure ofrecycling and disposal
It is required to provide the mandatory implementation of all necessary procedures in accordance
with local applicable laws and regulations when during disposal of MD.

22. Symbols on the Label

# Type code Explanation # Type code Explanation

Do not re-use Use-by date

Sterilized using

Do not resterilize STERILE R :rradiation

tH

Batch code I AAA Date of

manufacture
CE mark and
Caution (see instructions identification
for use) Y C € 0ogg Number of Notified
Body
Manufacturer 10 Do n(_)t use if
package is damaged
\IA
n Temperature limit 12 Keep away from
sunlight
4 "y s
13 Keep dry 14 Non toxic* Non toxic
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# Type code Explanation # Type code Explanation

Information about YnondomoueH- Information about

15 PY Ne* Registration Certificate in 16 HbIV authonz_ed .
RE. npeacTtaBuTeNnb  representative In
BP® * Russian Federation.

* Information will be added after registration in Russian Federation.

23, Claim
SK bioland Co., Ltd.
162, Gwahaksaneop 3-ro, Ochang-eup, Cheongwon-gu,
- - Cheongju-si, Chungcheongbuk-do,
| J 28125, Republic of Korea
TEL +82-43-240-8636, 8637 FAX +82-43-240-8699

www.skbioland.com

Any health care professional (e.g. patient or user) on the territory of the Russian Federation, who
have claims respect for the product or is not satisfied with the reliability, safety, effectiveness or
performance characteristics of this product, should notify LLC “Implant Guru” by phone, fax or
send the corresponding notice by mail to the address below:

LLC “Implant Guru” - Russia, 105062, Moscow, Pokrovka street, bid .43, str. 2

phone/fax: (495) 627-637-0

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



2018\ ™M 18733s
Ol N
X | 0]
N Af-g-ANTgA-] aof

c>]IS7])o]til-ol
uflSolA]l- o] e Aj-

S tflE|<y D] "
A A Atilol

7)trI:A5)- 5jojn

2018d I1€ 2111
°1 [~ tlcl-.

i7f171  A-]M4ttiAl 05_g.
a A (NiNT>, LITAAL

| ®I

A 1> 5]

A AAII=T U7>BI3L M90i<21 al715H

2015A 02~ 0711

AN11 9 °* *3%- 17> AliA .

N-i-4'iN 65. 87
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Registered No. 2018-18733
NOTARIAL CERTIFICATE

MIN. YANG SOOK

attorney-in-fact of
SKbioland Co., Ltd.-—-
President/ KeunSik Lee

appeared before me and admitted
said principal's subscription to

the attached INSTRUCTIONS FOR USE

This is hereby attested on this
21st day of Nov. 2018 at this office.

HYUNDAI LAW FIRM
& NOTARY OFFICE

Seoul Central District Prosecutor's Office
65,Myeongdong-gil, Jung-gu, Seoul

L«a. H..

Signature of the Notary Public
MAN-HEE LEE

This office has been authorized by the

Minister of Justice, the Republic of

Korea, to act as Notary Public Since

7. Feb. 2015 Under Law No0.90.

(iiSt) 02)775-7085
02)775-7080



MepeBof C aHTNNINCKOrO s3blka Ha PYCCKMiA A3bIK

PernctpaunoHHbii Ne 2018-18733

HOTAPNAJIBHOE CBUAOETE/IbCTBO

XEHOAWV FOPUONYECKAA dVIPMA N HOTAPWA/IbHBIA O®KC
65, MueoHrgoHr-run, AxyHr-ry, I. Ceyn
Ten. 02)775-7085, chakc 02)775-7080

MeuaTb-Haknelika: KOPUANYECKAA ®UPMA N HOTAPUAJIbHbIN OdUC XEHAAN
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«YTBEPXOAKO»

SK bioland Co., Ltd.
162, Gwahaksaneop 3-ro Ochang-eup
Cheongwon-gu, Cheongju-si Chungcheongbuk-do
28125 Republic of Korea
TEL +82-43-240-8636, 8637 FAX +82-43-240-8699
www.skbioland.com

/

(BOMKHOCTB)
(nm9)

(nognuce)
2018 .

«AeHb» mecsy, (Lidpamm)

M.IM.
MHCTPYKLMS N0 NPUMEHEHWIO
MeAULMHCKOro n3genmns

Memb6paHa KonnareHoBass T-Gen B UCMO/THEHUAX
TG-I;TG-2;TG-3.
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1 HaumeHoBaHVe MegULNHCKOTO U3genus
Memb6paHa KonnareHosas T-Cen

2. OO6Lee onucaHue

MpoaykT T-Cen cOCTOMT M3 KOn/areHa MPUPOAHOr0 MPOVCXOXAEHWS, MOMYYEHHOro U3
nepvKapga CBUHEW, He COAEPXXWT LUOBHOrO MaTepuana M CUHTETUYECKMX KOMMOHEHTOB. Bce
CNONb3yeMOe Cbipbe MOABEPraeTcs BETEPUHAPHOMY KOHTPOMO W AOMOMHUTENbHON OUMCTKE,
4To 06ecneynBaeT BbICOKYH GMOCOBMECTMMOCTb M MUHUMA/IbHYH) UMMYHOFE€HHCTb U3aenms. T-
Oen npeacTaBnsieT cobol 6ropasnaraeMyro NOPUCTY0 MEMOpPaHY C BbICOKOW MMAPONIbHOCTBIO,
4yTO MNpensaTCcTBYyeT (DOPMMPOBAHMIO 04aroB (hM6PO3MPOBaHNS B 06M1ACTV KOCTHOrO AedekTa.
CTepunusaums usgenus NpoBoANTCSA raMma-usnyyeHmem.

5. MpuHuun gencTauns

MembpaHa YycToiluMBa BO BMI@KHOM Ccpefe, 4YTO 3HAYMTE/IbHO YMPOLLAeT npoLecc ee
nMnaaHTaumM.  BbicoKas  rvapouibHOCTL — MaTepuana  MpenaTcTBYET  (POPMMPOBAHUIO
COEUHMTENIbHOM TKaHW Ha €ero [MOBEPXHOCTW, a mnopuctas CTPYKTypa, CrnocobCcTByeT
MMMNIaHTaUMn 1 nponugepaum octeobnactos. CNocobHOCTL KOMMEreHOBbIX BO/IOKOH K MOJTHOM
pe3opouun  UCKIKYaeT HeobXOAMMOCTb  BbIMOMHEHMS  MOBTOPHbLIX BMELUATENbCTB  AN1A
9KCTpaKUMK penapaumMoHHON MaTpuLbl, YTO BbIFOAHO OT/IMYAET MemMOpaHy OT CUHTETUYECKUX
aHasioros.

4. HasHaueHune

Mem6paHa KonnareHoBas T-Cen MpUMEHSETCA NPU  MEPUOLOHTAIbHBLIX JediekTax Yy
MauveHToB [/18: HanpaBNeHHOW KOCTHOM pereHepauuu, ayrMeHTauuu B 30He WMMaHTaumu,
PEKOHCTPYKLMMN aNbBEONAPHOr0 rpebHs, YCTpaHeHUs KOCTHbIX AetheKTOB B YeNtoCTHO-/IULLEBOWA
30He, MOKPbITUA ONePaLMOHHbIX JTYHOK.

5. TloKasaHus K NpUMEHEHUIO
WN3penve T-Cen nokasaHO K NMPUMEHEHWIO MPY NepUOLOHTa/IbHLIX JedeKTax y nauneHToB
[N 06ecreveHns HanpaeneHHOro Pa3BUTUS HOBOW KOCTHOW TKaHW.

6. MpoTunBONOKa3aHNs K NPUMEHEHUIO

N3penve T-Cen He [O/MKHO  WUCMONb30BAaTbCA  MpKM  Tepanuu  MaLUWeHTOB  C
YYBCTBUTENLHOCTBIO K MaTepuasiaM XMBOTHOTO NPOVCXOXAEHNS.

MpumeYaHne - [aHHbIA MepeyeHb MPOTMBOMOKA3aHWIA HEe SBNSETCS MCUEPMbIBAKOLLMM;
abCoNMOTHOCTb NPOTMBOMOKA3aHWIA ONPeaensieTcs BpayoM, MPOBOAALLMM NEYeHVe, U BPauoM,
HaNpaBNSIOLLMM Ha NIeYeHue.

7. T10604HbIEe AENCTBUS

N3perve  T-Cen  MOXeET  BbI3blBaTb  a/lIEPruyeckMe  peakumm npu  Hamumu
YyBCTBUTENbHOCTU K MaTepuanam >XXMBOTHOFO MPOVCXOXAEHUS. BO3MOXHbI OCOXHEHWUS Npu
CTOMATO/IONMYECKMX OMepaumsax, BKKOYas 0TeK TKaHen NonocTh pTa, KPOBOTEYEHME, OTC/IOEHME
MSArKOTKaHeBOr0 /10CKyTa, OCTEeOMopo3, WHGeKuus, 60Mb WM OCMOXHEHWUS, CBS3aHHblE C
NPYMEHEHNEM aHECTE3NM.

8. CBefeHus 0 NoAroTOBKe K NPUMEHEHIO
M3nenve T-Cen nocTaBnsieTcss B FOTOBOM /1S SKCMMyaTaluU COCTOsHUM. MOHTaX, COOpKa,
yCTaHOBKa He TpeGyHoTcs.
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9, Cnocob npumMeHeHUs

CHsIB BHELLIHIOK M BHYTPEHHIOK YMaKoBKY, HaknafpiBatoT T-Gen Ha 0651acTb paHbl, nocne
yero 0b6pe3aroT TakMM 06pa3oM, YTOObI MeMbpaHa MNOHOCTLIO 3aKpblBana AeEKTHYHO 30HY.
TpadapeT - 37O BCMOMOraTe/IbHbliA, He UMMIAHTUPYEMbIA MHCTPYMEHT, UCNO/b3yeMbIin s
NpuaaHna HY)XXHOW opmMbl MaTepuany T-Gen, KOTOpbIiA HEOOX0AMMO YTUNN3MPOBATL MOC/e
06pe3ky MaTepuana. s pasnnyeHns Mexxay MeMopaHoi 1 BCrioMoraTe/ibHbIM TpajapeTom,
nocneaHwin 06o3HaveH cnosoM «TEMPLATE» (Tpadaper).

O6nacTb paHbl y nNauueHTa LO/MKHA OblTb 06paboTaHa aHTUMUKPOOHBLIM BELLECTBOM WU
CTEPUNbHBLIM (PU3MONOTMYECKNM PacTBOPOM. MembpaHa T-Gen MOXeT ObITb UCMO/Ib30BaHa
C 06enx CTOPOH.

T-Gen MOXHO NPUMEHATbL B CyXOM BWAE WM MOCNe CMavMBaHWA BOAOW. Ecnm Bpau
npeanoynTaeT NPUMEHATb BNXKHYO MeMOpaHy, ee MOXXHO CMOYUTb CTEPUIbHON BOAOW MK
CTEPUNbHLIM (PU3NONOTUYECKUM PacTBOPOM B TEUEHMe, KaK MUHUMYM, 3 MUHYT nepef
MPYMEHEHMEM.

3ahmkcmpoBaTh UCMOMb3yeMy0 MeMOPaHy MOXHO K/1eeBbIM COCTABOM, 3KUMOM U HUTLIO.

10, YcnoBua akcnnyaTauyuu

Ycnosue oKpyxXaroLLeid cpeabl 3HayeHune
Temnepatypa Bo3gyxa, °C +1 -+30
BrnaxxHoCTb BO3ayxa, 6e3 06pa3oBaHMs KOHAeHcaTa <70
ATMOc(epHoe faBneHue, Klla 60- 106

11, MpepocTepeXKeHusd

1 CrepunbHOCTb M3LeNMA rapaHTUPYeTCca, TONbKO €eCcnv ynakoBKa HE BCKpbITa U He
nospexaeHa. Mpy HaMuKMM NOBPEXAEHNI YNaKOBKM 3arpeLLaeTcs NCnoib30BaTh U3enve.

2 ToBTOpHas cTepunm3aums 3anpelleHa. Bce OTKpbITble Y HEUCNOMb30BaHHbIE YMaKoBKM T-
Gen nognexar ytunmsaumu.

3 He gonyckaeTca npYMeHeHWe MaTepuana rno UCTeyeHUn Cpoka rogHoCTK.

4 B cny4yae ecnv HenpasW/bHOE O6palleHue NPUBEIO K BO3MOXXHOMY MOBPEXAEHWNIO W
3apaXkeHuo MaTepuana, U3genue yTunmsnpyor.

5 WV3genve He npefHa3Ha4yeHO [ANA MOBTOPHOro npumeHeHWUs. CTepuUnbHOCTL M (DYHKLUA
Oo/blle He TrapaHTMpYlOTCA B C/lyyae MOBTOPHOrO WCMOMb30BaHWA. [lepekpecTHoe
3apakeHvie 1 UHMEKLMSA MOTYT BO3HUKATL NPV MOBTOPHOM MCMO/b30BAHMMN.

6 3anpewaetcd npumeHsaTb T-Gen npy HAMYMN UHPULMPOBAHHBIX paH.

T-Gen [o/mKeH NCNO/Mb30BaTbCA TO/IbKO 00YUYEHHbIMW JaHTUCTaMU U XUPYpramu.

8 T-Gen cnegyeT MCMonb30BaTb C OCOOOM OCTOPOXHOCTbIO Yy MAUMEHTOB C OCTPOM WM
XPOHUYECKOW  MH(beKUMen  Ha  XMPYPruYeckOoM  y4yacTKe,  HEKOHTPO/IMpYyeMbIMU
mMeTabonnyeckuMn  3aboneBaHUAMK,  ANUTENbHOW  Tepanueld  KOPTUKOCTepoMAamu,
ayTOMMMYHHbIMW 60/IE3HEN, NYYeBO Tepanun U TSHKENOro KypeHus.

9 EC/u ecTb Kakne-nnbo n3meHeHns B paboTte MembpaHbl (Hanpumep, MHpeKLmn, 60m,
Apyrvie HeobblYHble CUMMTOMbI), K/MHULMUCT HECET OTBETCTBEHHOCTb 3a MH(OPMMPOBaHWE
naumeHTa O BCEX MPOTMBOMOKA3aHMAX, MOB60YHble 3(PEKTbl N Mepbl NMPeSOCTOPOXKHOCTY.
Korga aTn ycnoBusi BO3HMKAIOT, KIMHULUCTY cnefyeT AaTb YKasaHue HeMea/eHHO YBUAETb
XOPOLLIO NOAr0TOB/IEHHOrO CTOMATo/ora.

\l

12. Knaccuukauymns
- M0 KPaTHOCTU NMPUMEHEHUS — U3AeNne OJHOKPATHOMO NMPUMEHEHNS;
- 10 XapaKTepy UHBa3N — NHBa3MBHOE MEAMLMHCKOE MU3aenue;
- M0 CBOWCTBaM CTEPUIbHOCTM — CTEPUSIbHOE MEAUUMHCKOE W3fenue, He Nopanexaiiee
MOBTOPHOW CTEPUNM3ALMN;
- METOZ CTepunn3aumm — raMma-obnyyeHve;
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- N0 0COGEHHOCTSIM KOHTaKTa C OpraH/W3MOM YenoBeKa — MMMIaHTUpyemoe (B paHy) uaenve

MOCTOSIHHOTO KOHTakTa (6onee 30 CyTOK).
M3rOTOBMEHMA M OCOOGEHHOCTM KOHTaKTa C OpraHM3MOM YenoBeka

Martepuasnsl

npegcTaeneHbl B Tabnuue 1

Tabnuua 1- MaTepuansl

No YacTtb

1 MembpaHa

2 TpadhapeT

3 MepBMYHaA
ynakoBKa

KoHTaKT

MOCTOAHHbI
(6onee 30 cyToK)
KOHTaKT C paHeBOWA
MOBEPXHOCTLHO

KpaTKoBpeMEeHHbII
KOHTaKT C paHeBoi
MOBEPXHOCTbHO

Matepunan

BbICOKOOUMLLEHHBI
KonnareH, nosy4eHHbIin
N3 CBUHOIO Nepukappa**

MoNnaTUNEH BbICOKOM
MNJI0THOCTU

A. BHYTOeHHAS ynakoBKa:

nonuaTuneHTepeTanar
(M3T) + NNHENHbIIA
MOINATUIEH HU3KOM
nnotHoctn (JIM3HTIT) /
MNaT+ AntoMrHmneBas
(honbra+ NNHENHbIA
NONINITUNEH HU3KOM
nnotHocTu (JITIOHIT)

b. BHeLLHASA ynakoBKa:
nonuaTuneHTepegTanar
(M3T) + nuHeliHbIN
MONMNITUNEH HU3KOM
nnotHoctn (JIMAHIT) /
MaT+ AntoMmHmeBas
(honbra+ NMHENHbIN
MOSIN3TUIEH HU3KOM
nnotHocty (JIMAHIT)

Mapka/T -
- CraHpapT
L Tun A8TM
E2212-11
1. Bec oCHOBbI:
A8TM 03776,
EM 150 536
Tyvek /

1059B, 2. PaccnoeHue:
nponsson AS5TM 02724
cTBa

DuPont 3. MopwcTblit:

TAPP1 T460,
150 5636-5

PET 12 1 ¥YNnoTHeHuE:

AS5TM E-
AL9 5 88
PEBO&PE 2. MpouHocTs:
T12 0OB8808
NY15
3. LlenocTtHocTb
PE-8A50, 30Hb|
Anp-Ba YNIOTHEHUS:
meor AsTMP1929

*CTaHaapT, TpeGoBaHMAM KOTOPOr0 COOTBETCTBYHOT UCMO/b3yeMble MaTepuabi

**Ilcnonb3yroTca mMatepuasbl, NOMyYeHHbIe OT HECKONbKUX XMNBOTHBIX. MPOMCXOXKAeHWe: CTpaHbI
MUHUMASIbHOTO UK OrpaHnyeHHoro pucka F3KPC. Mopofbl CBUHEN: KpynHas Genas nopoja um

CBMHbW MOpPOAbI

naHgpac.

Bospact: no 24 wmecsLues.

KopmneHve: pauyioH He COAepXuT

NHIpegnNeHTbl, NMoay4vYeHHbIE N3 MaTEPUasIOB NN MPOU3BOAHbLIX XKBa4HbIX XXUBOTHbIX
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13. ®oToO

Memb6paHa konnareHosas T-Cen

Ha prcyHKe cneBa npeacTaBieHo (oTorpaduyeckoe n3obpaxkeHve obLero suaa usaenus T-Cen.
Ha pucyHke cnpaBa npeAcTaBneHo u3oGpakeHue usgenus T-Oen B MOMEPeYHOM CEUeHMM,
MOTyYeHHOE C NMOMOLLbHO PACTPOBOrO (CKaHMPYHOLLIEr0) 3/IEKTPOHHOTO MMKPOCKOMA.

14. TeXHUYeCKMNe xapakKTepucTnku

MapameTp (XapakTepucTmnka) TC-1 TC-2 TC-3
LLnpuHa, MM 14.25..15.75 19.00...21.00 28.50.-.31.50
OnnHa, Mm 19.00...21.00 28.50...31.50 38.00...42.00
TonuwwHa, MM, He 6onee 2 2 2
Macca, mr 15.0...30.0 34.0...47.0 70.0...120.0

Tpe6oBaHWs KauecTBa.

MapameTp (XapakTepuCTUKa) TpeboBaHve
CopeprkaHne 3HA0TOKCMHOB 20E3/n3genve
YposeHb pH OCHOBHasa UcnbITyemMas XXUAKOCTb 1,5
[MpoYHOCTL Ha pacTaxeHue He MeHee 5 LM (MIa)
BopgonornotutenbHas cnocobHOCTb He MeHee 200 %
Copep>xaHue nunuaos He 60onee 1,0 %
LigeT Benblii
3anax bes3 3anaxa

15. KOMMNNEeKTHOCTb
KOMMOHEHTHI, BXOAALLME B KOMMMEKT NOCTaBKM T-Oen, npeacTaBneHbI B Ta6l'||/|Ll,e 3.
Tabnuua 2 - KOMMNOHEHTb!

Kon-
No HanmeHoBaHve, poTorpadimyeckoe n3obpakeHmne 1 onncaHve
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Mem6paHa konnareHoBas T-Oen

Ha pucyHke cnesa npefcTasnieHo hoTorpauyeckoe 13obpaxeHune o6LLero Bmaa
n3genus T-Oen. Ha pucyHKe cripaBa npeAcTasieHo n3obpaxeHue nsgenvs T-Oen
B MOMepeyHOM CeyeHur, NoNyYeHHOE C MOMOLLbH0 PacTPOBOro (CKaHMPYHOLLLEr0)
3N1EKTPOHHOI0 MMUKPOCKONa.
TpaapeT

VHCTpYKLMA NO NPUMEHEHNIO
Konnyectso KOMNOHEHTOB, BXOAALLMX B MOCTaBKY, BblpaXXeHHOe B LUTYKaX

16. CpokrogHocTH
36 mecsLEeB C AaTbl M3rOTOB/EHNA.

17. Cpok MONHON gerpagaunn membpaHbl.
CpoK NosHoi gerpagaumm memopaHbl 3-5 MecsiLEB.

i8. XpaHeHue
1 XpaHuTb npu Temneparype ot +1 go +30 °C.
2. bepeub OT Harpesa.
3. bepeyb OT nonagaHusa Bnaru.

YcnoBue OKpyxatoLLeli cpesbl 3HayeHune
Temnepatypa Bo3gyxa, °C +1 -+30
BnaxHocTb Bo3ayxa, 6e3 06pa3oBaH/s KOHAeHcaTa <70
ATMOC(epHoe aasneHue, Klla 60-106

19. TpaHcnopTwupoBKa
|/|3,El,eﬂI/IFI TPaHCMOPTUPYIOT BCEMU BUJaMU TPaHCNOPTa B KPbITbIX TPaHCMOPTHbLIX CPeACTBax B
COOTBETCTBUM C NpaBuiamMmy NepeBO3KN rpy30B, AEVCTBYHOLLMMI Ha KaXAO0M BUAE TpaHCMopTa.
Mpy nepeBoO3Ke cnefyeT cO6M0AaThL Le/IOCTHOCTb YMaKOBKU.

YCnoBue OKpy>XatoLLel cpefpbl 3HayeHue
Temnepatypa Bo3agyxa, °C +1 -+30
BnaxHocTb BO3ayxa, 6e3 06pa3oBaHust KOHAeHCaTa <70
ATMOC(epHoe faBneHwue, Klla 60- 106

20. lapaHTMuWiiHbIe 06A3aTeNbCcTBA
Mpn ycnoBun cobnofeHns TpeboBaHWIA K TPaHCMOPTUPOBAHUIO, XPaHEHUD U MPUMEHEHMUIO
NpPou3BOANTENb FAPaHTUPYeT Ka4yecTBO MeAMUMHCKOro ngenusa T-Cen.

21. YTwununsauusa
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«

Mpu yTUAM3auMmM MeauUMHCKOro U3aenns TpebyeTcs 06ecneunTb 06s3aTeNlbHOe BbINOMHEHME
BCE;,C HEoOXOAMMbIX Mpoueayp B COOTBETCTBMM C MECTHbIMM MPUMEHUMbIMU 3aKOHaMK W
HOPMATMBHbIMI NMONOXKEHUSMU.

22.

a)Ne

O603HaUYeHUs, NCNONb3yeMble A4S MApPKUPOBKM

6) YcnoBHoe

0603HaueHme B) Paclundposka

MoBTOpHOE
1Cnosnb3oBaHme
3anpeLyeHo

[NoBTOpHasA
cTepunmsauma
3anpeLleHa

Koz naptum

MpegpocTepexeHue (cwm.
WHCTpYyKLMK Mo
MCNOMb30BaHNIO)

MponssoanTenb

Mpeaen TemnepaTypsbl

LepxunTe cyxomn
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L) YcnoBHoe

r) Ne
0603Ha4YeHne

e) PaclundpoBka

Vicnonb3oBathb [0

CTepunn3oBaHHbIl
C UCMOMb30BaHMEM
061y4YeHns

STERILE R

Jata
Npou3BOLACTBa

nninr

Mapkuposka CE n
MEHTUDMKALMOHH
bl HoMep
0086 LoTndMLMpOBAHHO
ro opraHa.

Ce

3anpeLyaetcs
MCNO/Mb30BaThb MPW
NOBPEXAEHNN
yNaKoBKM

10

XpaHuTb BAanm ot
COMTHEYHBbIX NyYeld

He ToKcruHo

14 Non toxic*



a)No 6) YcnoBHoe 0) YcnoBHoe

B) PacLumncgpoBka r)Ne e) Paclunpposka

0603HayeHmne 0603HaueHVe
NHpopmauums q YTNONHOMOUYEH- ViHcpopmaLys 06
15 PY No* rocyAapCTBeHHOW 16 HbIi ynoanmo:"eHHOM
perucTpaLmm Ha R e " ® npepctasuTene & P®
TeppuTopun PO.

NHopmauws 6yaeT nobaeneHa nocne perucrpauum B Poccuiickoii degepauyn.

21. Peknamauuu

SK bioland Co., Ltd.
162, Gwahaksaneop 3-ro Ochang-eup, Cheongwon-gu,
Cheongju-si, Chungcheongbuk-do

" n 28125 Republic ofKorea
TEL +82-43-240-8636, 8637 FAX +82-43-240-8699
www.skbioland.com

JTio6oin  pabOTHWMK chepbl 3ApaBOOXPaHeHMst (Hanpumep, KAWMEHT WAM NONb30BaTeNb) Ha
Tepputopum Poccuiickoin defepaumn, y KOTOPOro BO3HWMKAKOT MPETEH3UW B OTHOLLEHWM
n3genus, NMbo KOTOPbIA He YAOBNETBOPEH HAAEXHOCTbI, GE30MacCHOCTbI) WCMOMb30BaHNS,
3PEKTUBHOCTHIO NN SKCMYyaTaLMOHHbIMI Ka4yecTBamy JaHHOr0 U3AeNusi, AO/MKEH NOCTaBUTb
06 aTom B u3BecTHocTb OOO «WMmnnaHT Typy» no TenegoHy, akcy WAM BbICNaTb
COOTBETCTBYIOLLIEE YBEAOM/IEHME MO MOYTE Ha afpec, NPMBEAEHHDBIA HUXKE:

000 «/mnnaHT N'ypy» - Poccusa, Pocend, 105062, r. Mocksa, ynvua NokpoBka, Aom 43,
CTpOeHue 2

Ten./(pakc: (495) 627-637-0
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MepeBopg, C aHI/INIACKOTO A3blka Ha PYCCKUIA A3bIK

PernctpaumoHHbii Ne 2018-18733

HOTAPVNAJIBHOE CBNAETENBCTBO

MVH, AHI CYK,

JoBepeHHoe nnLo

SK bioland Co., Ltd. / 3cKeln 6uonaHg, Ko., /1A,

Mpe3ngeHTt/ KeyHCuk Jln

Mpenctan nepefo MHOW M NOATBEPAM, YTO YNOMSHYTbIM NpUHUMNaN nognucan
NPUKPENIEHHYO VHCTPYKLMIO NO NPUMEHEHUIO MeAULIMHCKOTO U3aenus.

HacTosilee noarBepxaaetca cerogHs, 21 Hosopst 2018 1. B gaHHOM odoumce.

XEHAAW FOPUANYECKAA ®UPMA U HOTAPVA/TbHBIA OdKC

OTHOCKTCA K LeHTpanbHOMY ochucy npokypopa r. Ceyn
65, MueoHrgoHr-run, xyHr-ry, r. Ceyn

/Moanuck/
Moanucb nNy6an4yHOro Hotapuyca
MAH XW-1N

HacTosiwmii ocomc nonyunn nonHomounss MuHuctepcTtea HOctuunin Pecnybnvkmn Kopes
Ha AecTBMe B KayecTBe ny6/myHoro Hotapuyca ot 7 doeBpasia 2015 1. no 3akoHy Ne
90.
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MNepeBof faHHOTO TEKCTa BbINOMHEH nepe 6M EropoBoit AnnHoin AneKceeBHOi

Poccuitckas ®efepauus
"opop Mocksa
[lBeHafLaToro Aekabps [se ThiCA4M BOCEMHAALATOrO rosa

A, AkumoB [ne6 bopucosuy, HOTapuyc ropoga MOoCKBbI, CBUAETENLCTBYH MOAIMHHOCTb
noanucun nepesoaunka Eroposoit AnHbl ANEKCEEBHbI.

Mognuck cienaHa B MOEM NPUCY TCTBUM.

JInyHoCTb NnognucasLLlero JOKYMeHT yCTaHOB/eHA.

3apervucTpuposaHo BpeecTpe: N9 77/09-H/77-2018-

B3bickalMI£y*apcTBeHHON nownmHbl (No Tapudy): 100 pyo.
Yrw”"Ko "a6K""we ycnyr NnpaBoBoro 1 TexHuyeckoro xapakrepa: 200 py6.

oOKp
Ne'b, i
T/n I".5. AKnmoB
*00}poHyMepoBaHO 1 CKPEN/eHo NevyaTbio nucT(-a,-0B).

HoTapuyc:
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